MEPEJIIK
JIKAPCBKHX 3ACOBIB (MEJUYHUX IMYHOBIOJIOTTYHUX MMPEMAPATIB), IIOJ10 SIKUX BYJIU BHECEHI
3MIHU 10 PEECTPAIIIHMHUX MATEPIAJIB, SIKI BHOCSTBCS 10 TIEPKABHOI'O PEECTPY JIKAPCBKHX
3ACOBIB YKPAIHHA

Jonarok 3

1o Haka3y MiHicTepcTBa 0X0poHH

310poB’st Ykpainu «Ilpo aep:xaBHy
peecTpauiio (mepepeecTpaniio) JikapcbKUX
3ac00iB (MeAHYHUX iMyHOOi0JIOrTYHNX

NnpenapariB) Ta BHeCEHHs 3MiH /10

peecTpauiiHux MartepiajaiB»
Big 03 smmcronana 2022 poxky Ne 1982

Ne Haszea dopma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupob6HuUKa eidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
1. D- NOpOLLOK MPAT YkpaiHa AnTai JoHrdyeHr Kutan BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis: 3MmiHu | Tuny - UA/12156/01/01
FMIOKO3AMIHY | (cyberaHuis) y "®ITOPAPM" Biokemikanc Ko., I1ta. - AgMiHicTpaTuBHI 3MiHN. 3MiHa HanMeHyBaHHs Ta/abo
rIQPOXNOPULO | nonieTuneHoBux agpecy 3asiBHMKa (BracHMKa peecTpauinHoro
nakeTtax Ans NoCBiAYEHHS) 3MiHa aapecu 3asBHNKa
hapmaLeBTU4HOro
3acTocyBaHHS
2. ABIPTPOH TabneTku, BKPUTI MicTtpan AHmMia Pewmegika J1T4. Kinp BHECEHHS 3MiH A0 peecTpauinHux maTtepianis: TexHivHa 3a UA/19467/01/01
NniBKOBOIO Kenitan nomurnka (3rigHo Hakasy MOS3 Big 23.07.2015 Ne 460) peuenmom
obornoHkoto no 250 MeHepXmeHT TexHi4HY NOMUIIKY BUNPaBEHO B TEKCTI MapKyBaHHS
M, no 10 TabneTok y Nimiteq nikapcbkoro 3acoby ans gosyeaHb 250 mr, 500 mr.
6nictepi no 12 3ateepaxeHo: MepsuHHa ynakoska n.3. HOMEP CEPIi
GnicTtepis B JTIIKAPCBbKOI'O 3ACOBY Cepisi: n. 4. JATA
KapTOHHiI kopobui 3AKIHYEHHA TEPMIHY NPUOATHOCTI MpupatHui go:
BtopuHHa ynakoska n. 4. JIKAPCbKA ®OPMA TA
KINbKICTb OAMHWLIb B YINAKOBLII. 250 mr 250 mg 120
Tabnetok 120 tablets 500 mr 500 mg 60 TabneTok 60
tablets 3anpononneaHo: MNMepBrHHa ynakoska n.3. HOMEP
CEPII NIKAPCLKOIO 3ACOBY HaseHuii n. 4. OATA
3AKIHYEHHA TEPMIHY NPUOATHOCTI HaseHa (nata
3aKiHYEeHHSI TepMiHY NPUAATHOCTI HAHOCUTLCS: MiCALB/PIK)
BTopuHHa ynakoBka n. 4. JIKAPCbKA ®OPMA TA
KIJTIbKICTb OONHULb B YIMAKOBLLI. TabneTku, BKpUTI
nniBkoBoto obonoHkoto film-coated tablets 250 mr 250 mg
120 Tabnetok 120 tablets TabneTku, BKpUTi NNiBKOBOO
o6onoHkoto film-coated tablets 500 mr 500 mg 60
Tabnetok 60 tablets 3asHaueHe BMNpaBneHHs BignoBigae
MaTepianam peecTpauiiHoro JOCheE.
3. ABIPTPOH TabneTku, BKPUTI MicTtpan AHMmia Pewmegika J1t4. Kinp BHECEHHS 3MiH [0 peecTpauinHux matepianis: TexHiYHa 3a UA/19467/01/02
NniBKOBOKO Kenitan nomurnka (3rigHo Hakasy MOS Big 23.07.2015 Ne 460) peuenmom
obornoHkoto, no 500 MeHegXmeHT TexHiYHY NOMUIIKY BUNPaBEHO B TEKCTI MapKyBaHHS
mr, no 10 TabneTok Nimiten nikapcbkoro 3acoby ans gosysaHb 250 mr, 500 mr.
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

y 6nicTepi, no 6
6nictepis B
KapTOHHiIN kopooLi

3ateepakeHo: MNepsuHHa ynakoska n.3. HOMEP CEPI|
JIIKAPCbKOI'O 3ACOBY Cepisi: n. 4. JATA
3AKIHYEHHA TEPMIHY NPUOATHOCTI MpupatHui go:
BTopuHHa ynakoeka n. 4. JIKAPCbKA ®OPMA TA
KINMbKICTb OOAWHWLbL B YIMAKOBLII. 250 mr 250 mg 120
Tabnetok 120 tablets 500 mr 500 mg 60 TabneTtok 60
tablets 3anponoHneaHo: MNepeuHHa ynakoska n.3. HOMEP
CEPIi NIKAPCbLKOIO 3ACOBY Hasisruii n. 4. JATA
3AKIHYEHHA TEPMIHY NPUOATHOCTI HasiBHa (gaTa
3aKiHYeHHs TepMiHY NPUAATHOCTI HAHOCUTBLCS: MiCALB/PIK)
BtopuHHa ynakoska n. 4. JIKAPCbKA ®OPMA TA
KINbKICTb OOANHWLb B YIMAKOBLII. TabneTku, BKpUTI
nniekoBoto ob6onoHkoto film-coated tablets 250 mr 250 mg
120 Tabnetok 120 tablets TabneTku, BKpUTi NNiBKOBOIO
ob6onoHkoto film-coated tablets 500 mr 500 mg 60
Tabnetok 60 tablets 3asHayeHe BMNpaBneHHs Bignosinae
mMarepianam peecTpauifHoro JOcChbeE.

ABPON®

cupon, 15 mr/5 mn;
no 100 mny
dnakoHi 3
nonietuneHy abo
ckna; no 1 conakoHy
3 MipHOI0
CKIISTHOYKOO B
KapTOHHIN ynakoBLi

TOB
"TMEQ®APM
nTa”

YkpaiHa

TOB "KYCYM ®APM"

YkpaiHa

BHECEHHS 3MiH 4O peecTpaLinHnX maTepianis: 3MmiHu | Tuny
- AOMmiHicTpaTuBHi 3MiHW. 3MiHa HallMeHyBaHHS Ta/abo
agpecu Micusa NpoBafKeHHS AinbHOCTI BUPOOHWKa
(BKINtOYaO4K, 3a HEOOXiAHOCTI, MicLe NPoBeAEHHS
KOHTPOIo iKOCTi), abo BnacHuka mactep-ganna Ha AdlI,
abo noctavanbHuka A®l/BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpPoAykKTY, Lo
3acTocoByThCs Y BUPoOHUUTBI ADI (sIKLLO 3a3HayYeHo y
[OCbe Ha nikapcbkui 3acib) 3a BiacyTHOCTI cepTudpikata
BignoBigHocCTi €Bponenchki hapmakonei y
3aTBepOKeHOMY Aockbe, abo BUPOBHMKa HOBOT AOMOMIXKHOT
PEYOBYVHM (AIKLLIO 3a3HAYEHO Y AOCLE) - 3MiHN BHOCATLCH Y
3B’s13Ky 3i 3MiHOI Ha3BuM BUpobHUuka AP yepes
pecTpykTypu3adito komnaHii Shilpa Ta BignosigHo go
OHOBIEHVX KEPIBHMX AOKYMEHTIB AN cybcTaHuii
AmbBpokcony rigpoxnopug. 3MiH y BUpoOHNYOMY npoLeci
Ta BUPOOHNYMX NOTYXXHOCTAX He Biabynocs.
B3atBepaxeHo: BupobHuk A®I: Shilpa Medicare Limited,
IHais 3anponoHoBaHo: BupobHuk A®I: Shilpa Pharma
Lifesciences Limited, IHais

6e3
peuenma

UA/9928/02/01

ABPOJI®

cupon, 30 mr/5 mn,
no 100 mny
donakoHi 3
nonietTuneHy abo
ckna; no 1 dpnakoHy
3 MipHOI0
CKITSTHOYKOO B
KapTOHHIN ynakoBLji

TOB
"TMEOPAPM
nTar

YkpaiHa

TOB "KYCYM ®APM"

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3MiHu | Tuny
- AgMiHicTpaTuBHI 3MiHU. 3MiHa HaliMeHyBaHHs Ta/abo
agpecu MicuLsa NpoBagKeHHs AisinbHOCTI BUPOOHWMKa
(Bkrtoyaro4m, 3a HeobXiAHOCTI, MicLie NPOBeAEHHS
KOHTpOMHO sikoCTi), abo BnacHWka macTtep-anna Ha AdI,
abo noctavanbHuka Adl/BuxigHoro
maTepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
3acTocoByoTbCs Y BUPOOHUUTBI ADI (sIKLLO 3a3HaYeHO Y
[OCbe Ha nikapcbkuii 3acib) 3a BigcyTHoOCTI cepTudikata
BiANoBigHOCTI €Bponencokin apmakonei y
3aTBeEpOKEHOMY Aockbe, abo BUPOGHKKa HOBOT AOMOMIXXHOT
PEYOBUHY (SIKLLO 3a3HA4Y€HO Y A0CbE) - 3MiHM BHOCATLCS Y

6e3
peuenma

UA/9928/02/02
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3B’A3Ky 3i 3MiHOI Ha3BW BUPOGHMKa AD| yepes
pecTpykTypu3auito komnaHii Shilpa Ta BignosigHo go
OHOBJIEHUX KEPIBHMX JOKYMEHTIB Ans cybcTaHuii
AmbBpokcony rigpoxnopug. 3MiH y BUpobHMYOMY npoLeci
Ta BUPOOHUYMX NOTYXHOCTSAX He Bigbynocs.
3arBepokeHo: BupobHuk A®I: Shilpa Medicare Limited,
IHais 3anponoHoBaHo: BupobHuk A®I: Shilpa Pharma
Lifesciences Limited, IHgis
6. ABPOJI® pO34MH aons TOB YkpaiHa TOB «KYCYM ®APM» YkpaiHa BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3miHu | Tuny bes UA/9928/04/01
iHransauin Ta "TNEQ®APM - AOoMmiHicTpaTuBHi 3MiHW. 3MiHa HallMeHyBaHHS Ta/abo peuenma
nepoparbHOro nTa" agpecu Micus NpoBafKeHHS AirbHOCTI BUPOOHWKa
3acTocyBaHHg, 15 (BKINtOYaO4K, 3a HEOOXiAHOCTI, MicLe NPoBeAEHHS
mr/2 mn no 100 mny KOHTPOIo iKOCTi), abo BnacHuka mactep-gaina Ha AdlI,
CKINsIHOMY cbriakoHi 3 abo noctavanbHuka AdI/BMXigHOro
KPULLIKOIO 3 matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
KOHTpOreM nepLuoro 3acTocoByoTbCS Y BUPoOHMUTBI ADI (sIKLLO 3a3HaveHo y
BiOKPUTTS; KOXKEH [OCbe Ha nikapcbkui 3acib) 3a BiacyTHOCTI cepTudikara
hnakoH y KapTOHHiIW BignoBigHOCTI €Bponeiickki hapmakonei y
ynakoBLi pa3om 3i 3aTBEpPAKEHOMY A0CbE, ab0 BMPOGHMKA HOBOI JOMNOMIKHOT
LINpULOM- PEYOBMHM (SIKLLO 3a3HAYEHO Y AOCbE) - 3MiHN BHOCATLCS Y
[03aTopoM 06’eMOM 3B’A3Ky 3i 3MiHOI Ha3BW BUPOOHMKa AD| yepes
5 mMn Ta agantepom pecTpykTypum3aLito komnaHii Shilpa Ta BignosigHo oo
ans wnpwuua; no 100 OHOBIIEHMX KEPIBHMX JOKYMEHTIB Ans cybcTaHuii
MI Y CKINsIHOMY Ambpokcony rigpoxnopuva. 3miH y BUpobH1M4oMy npouieci
hnaKoHi 3 KpULLIKOHO, Ta BUPOBHUYMNX NOTYXKHOCTSX He Biabynocs.
HeJOoCTYNHO ANng 3arBepoxeHo: BupobHuk A®I: Shilpa Medicare Limited,
BiOKPUTTA AiTbMU; IHais 3anponoHoBaHo: BupobHuk A®I: Shilpa Pharma
KOXXeH dniakoH y Lifesciences Limited, IHgis
KapTOHHIN ynakoBLji
pa3oM 3i WnpuLoM-
posatopoM 06’emomM
5 mn Ta agantepom
Ans wnpuua
7. | ABPON® SR Kancynu 3 TOB YkpaiHa TOB «KYCYM ®APM» YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3MiHu | Tuny 6es UA/9928/05/01
NPOSIOHrOBaHOK "TNIEQPAPM - AgMmiHicTpaTuBHi 3MiHW. 3MiHa HaMeHyBaHHA Ta/abo peuenma
aieto, no 75 mr, no nTta" agpecu Micusa npoBaKeHHs AisinbHOCTi BUpOOHMKa
10 kancyn y (Bkntovaroum, 3a HeoBXiAHOCTI, MicLie NpoBeAEHHS
6nictepi, no 1 abo 2 KOHTPOIIO SIKOCTi), abo BnacHvka macTtep-danna Ha AdI,
Gnictepu y abo noctavanbHuka Adl/BuxigHoro

KapTOHHIN ynakoBLi

maTepiany/peareHTy/npoMiKHOrO NPoaykKTY, Lo
3aCTOCOBYIOTLCA Y BUPOOHMUTBI API (SIKLLO 3a3HAYEHO Y
[OCbe Ha nikapcbkuii 3acib) 3a BigcyTHOCTI cepTudikata
BignoBigHoCTi €Bponenchkit hapmakonei y
3aTBEPAKEHOMY A0CbE, 200 BUPOGHMKA HOBOT JOMOMIKHOT
PEYOBUHY (SIKLLO 3a3HAYEHO Y A0ChE) - SMiHN BHOCATLCS Y
3B’s13Ky 3i 3MiHOI Ha3BM BUpobHUuka AdI yepes
pecTpykTypu3adito komnaHii Shilpa Ta BignosigHo fo
OHOBIEHMX KEPIBHMX AOKYMEHTIB s cy6cTaHuil
AmbBpokcony rigpoxnopua. 3miH y BUpobHM4oMy npoueci




LUNPULIM B KAPTOHHIW
kopooui

KNiTUHHOI aKTUBHOCTI
nikapcbkoro 3acoby));
Bavitxay3 AHaniTikan
JTabopaTopis, JJ1C ,
CLUA (koHTpOnb sIKOCTi
nikapcbkoro 3acoby
(uinicHicTb cuctemmn
KOHTelHep/3akynoptos
anbHuiA 3acib nicns
BTOPWHHOIO
nakyBaHHs1)); BeTtep
dapma-dPepTiryHr
M6X i Ko. KI™,
HimeyunHa
(BPOBHMLUTBO

pedepeHTHOro ctaHaapty (MPC) dopemaHesymaby, sike
BKITIOYAE MOSIOXKEHHS NPO Te, WO BUNPOOYBaHHA MOXe
NPOBOAMTUCE KOXHI 6 MicsiLiB nicns 60 micauis, a
OTpUMaHi AaHi MOXyTb OyTV BUKOPUCTaHi Ans
NpoAOBXEHHS TepMiHy BUkopucTaHHs MNPC. JopaTkoBo
pefakuinHi 3miHu B p.3.2.S.5.CTaHaapTHi 3pasku 1a
npenapatu

4 [TponoBkeHHs noaarka 3
Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Ta BUPOBHUUMNX NOTYKHOCTSAX He Biabynocs.
3ateepaxeHo: BupobHuk A®I: Shilpa Medicare Limited,
IHais 3anponoHoBaHo: BupobHuk A®I: Shilpa Pharma
Lifesciences Limited, IHais
8. AIBOKAPO® Tabnetku; no 10 TOB YkpaiHa MoBHWUI UMKN YkpaiHa BHECEHHS1 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny 3a UA/6421/01/01
Tabnetok y 6nictepi; | "®apmaueBTn BUpoGHMLTBA J13, - 3MiHu 3 sikocTi. FoTOBMIA Nikapcbkuii 3acio. Cuctema peuenmom
no 3 abo 4 6nictepn YHa KoMnaHis nepBUHHE Ta KOHTeNHep/3akynoptoBarnbHuUi 3aci6. 3MiHa po3mipy
y nayui 3 KApTOHY; "®apKoC" BTOPWHHE MaKyBaHHS, yNaKoBKW roTOBOTO fikapCbKoro 3acoby (3miHa KinbKocTi
no 10 Tabnetok y KOHTPOSb SIKOCTI, OAMHWLL (Hanpuvknag TabneTok, amnyrn ToLWo) B yNakoBLyi:)
6nictepi BUMYCK Cepii: - 3MiHa no3a gianasoHoM 3aTBEpPOKEHUX PO3MIpIB
TOB "®apmaueBTuyHa ynakoBku. BHeCEHHS anbTepHaTUBHOTO NaKyBaHHSA
komMnaHis "®apKoC" , nepBuHHOI ynakoBkn Ne 10 TabneTtok (6e3 BTOPUHHOT
YkpaiHa; ynakoBKW), 3 BignNoBigHUMM 3MiHamu B p. «YnakoBka» MKA
BupobHuk, 113. MNMepBrHHUIA NaKyBanbHWUIA MaTepian He 3MiHMBCS.
BignoBsiganbHUN 3a 3MiHM BHECeHi B iHCTPYKLi0 AN MEAUYHOIO 3aCTOCYBaHHS
BUMYCK Cepii KiHLEeBOro nikapcbkoro 3acoby y po3gin "Ynakoeka", sik Hacnigok
NPOAYKTY Ta BTOPUHHE nosiBa anbTepHaTUBHOIO TEKCTY MapKyBaHHS NEPBUHHOI
nakyBaHHs: ynakoBku Ne10 (6e3 BTOPUHHOI).
MpAT
"®apmaueBTUYHa
dipma "dapKoC",
YkpaiHa;
Bupo6HuKk aosoBaHoi
dopmMu, NepBUHHE Ta
BTOPWHHE NaKyBaHHS:
TOB "ACTPA®APM",
YkpaiHa
9. AKOBI™ PO34UH ANS iH'eKuin, TOB "TeBa YkpaiHa AT dapmMaueBTUYHUNI YropwwuHa/ BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3minu | 3a UA/18633/01/01
225 mr/1,5 mn; no Ykpaina" 3aBof TeBa, CLIA/ Tuny - 3MiHu 3 sikocTi. APl. KoHTponb A®I. 3miHa y peuenmom
1,5 Mn po3unHy y YropwuHa (KOHTponb Himeuunna/ meTofax BunpobysaHHa A®Il abo BuxigHoro
nonepegHLo SIKOCTi NiKapCbKoro Hinepnanau marepiany/npoMiXHOro NpoaykTy/peareHTy, Lwo
HarnoBHEHOMY 3acoby BUKOPUCTOBYETbCS Y Npoueci BUpobHuuTea ADI (iHLwi
wnpwuui; no 1 abo 3 (BunpobyBaHHsi 3MiHW) PO3LLUMPEHHS! NPOTOKONY CTabinbHOCTI NEPBUHHOIO
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

nikapcbkoro 3acoby,
NnepBUHHE NakyBaHHS,
BTOPWHHE NaKyBaHHS,
KOHTPOMb SIKOCTI
nikapcbKkoro 3acoby);
BeTttep ®apma-
PepriryHr F'm6X Ta Ko.
Kl , Himewunna
(KOHTpOIb SIKOCTI
nikapcbKkoro 3acoby
(nvwe cuna 3cysy Ta
curna KoB3aHHs nicns
BTOPUHHOIO
nakyBaHHs1)); Bettep
dapma-depTiryHr
'm6X Ta Ko. KI™,
HimeuyumHa (KoHTpOmb
SKOCTi NiKapCbKoro
3acoby); Bettep
Papma-depTiryHr
'm6X Ta Ko. KI™,
HimeuumHa (koHTponb
SIKOCTi NMikapCbKOro
3acoby); Mepkne
'm6X , HimeuunHa
(mo3Bin Ha Bunyck
cepii); Mepkne Mv6X,
HimeyunHa (BTOpUHHE
nakyBaHHs1); TeBa
dapmacbtoTrkana
lOepon B.B. ,
HinepnaHnawn (nosein
Ha BUnyck cepii);
TpaHcdapm JloricTik
'm6X, HimeuunHa
(BTOpVHHE MaKyBaHHS)

10.

A3uUnon

TabneTku, BKPUTI
NniBKOBOO
obornoHkoto, no 500
mr, no 2 abo 3
TabneTtku B GnicTepi,
no 1 6nictepy B
KapTOHHIl kopobui

AT "Apamep
dapma”

MNonblia

AT "Agameg ®apma”

MNonbLa

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu |
My - 3MiHKM Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsigy. 3miHa y KopoTKili XapakTepucTui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
ME[MYHOro 3aCTOCYBaHHS Ha NiAcTaBi perynspHo
OHOBINIOBaHOIO 3BiTYy 3 6e3neku nikapcebkoro 3acoby, abo
pocnifxeHb 3 6e3nekn 3acTocyBaHHS NikapcbKoro 3acoby
B nicnspeecTpauinHuii nepiof, abo sk pedynbTaTt OLiHKN
3BiTY 3 AOCNiAXeHb, MpoBeAeHUX BiANOBIAHO 40 NnaHy
negiaTpuyHux gocnigkers (PIP) (iHWwi 3MiH1) 3MiHK
BHECEHO [0 iHCTPYKLUii ANst MEANYHOrO 3aCTOCYBaHHSA
nikapcbkoro 3acoby y po3ain "dapmMakonoriyHi
BrnactmeocTi" (iHdopmauisi 3 6e3neku) BiANOBIAHO A0

3a
peuenmom

UA/14380/01/02
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[TponoBkeHHs noaarka 3

Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
OHOBJEHOI iHchopMmalii 3 6e3nekn AitoyHoi pe4oBUHN.
BBeaeHHs 3MiH npoTsarom 6-T1 MicauiB nicns
3aTBepAKEHHS. 3MiHu | TMNy - 3MiHM Woao
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsgy (iHwi 3amiHu)
3MiHM BHECEHO A0 IHCTPYKUiT ANS Mean4Horo
3acTocyBaHHs Nnikapcbkoro 3acoby y po3gin "OcobnmsocTi
3acTocyBaHHA" BigNoBigHO 4O OHOBMEHOI iHdhopMmalLlii 3
6e3nekv JONOMIXXHOT PE4YOBUHW.
BBefeHHs 3miH NpoTArom 6-Tu MicsuiB 3 gatm
3aTBEpPOKEHHS.
11. | A3ynon TabneTtkn, BKpUTI AT "Agamen Monbwa AT "Agameg ®apma” Monbwa BHECEHHS 3MiH 0 peecTpauinHmx maTtepianis: 3miHu | 3a UA/14380/01/01
nniBkOBOKO dapma” TMny - 3MiHKM Wwopao 6eanekn/edeKTUBHOCTI Ta peuenmom
o6onoHkoto, no 250 dapmakoHarnagy. 3miHa y KOpOoTKili xapakTepucTumui
mr, no 3 TabneTtku B nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLil Ans
6nictepi; no 2 MeLMYHOro 3acToCyBaHHSA Ha niacTaBi perynspHo
Gnictepu B OHOBJIOBAHOrO 3BiTy 3 6e3neku nikapcbkoro 3acoby, abo
KapTOHHIN kopobLi pocnimkeHb 3 6e3nekn 3acTocyBaHHS NiKapcbkoro 3acoby
B MicnsipeecTpauiinHmin nepiod, abo sk pe3yrnbTaT OUiHKN
3BITY 3 OCNIOKEHb, NPOBEAEHUX BiANOBIAHO OO0 NNaHy
nepiaTpuyHmx gocnimkers (PIP) (iHwi 3MiHKn) 3MiHn
BHECEHO A0 iHCTPYKLii ANS MeANYHOro 3acTOCYBaHHS
nikapcbkoro 3acoby y po3ain "®apmakonoriyHi
BnactmsocTi" (iHdopmauisa 3 6e3nekn) BiANOBIAHO A0
OHOBJEHOI iHhopMmalii 3 6e3nekn AitoHoi pevoBUHN.
BBeaeHHs 3MiH NnpoTsrom 6-Tu Micauis nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3miHM Wwoao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay (iHLwi 3miHK)
3MiHN BHeCEHO A0 iHCTPYKLUii Ans Mean4Horo
3aCcTOCyBaHHS Nikapcbkoro 3acoby y po3ain "OcobnmeocTi
3acTocyBaHHA" BiANoOBigHO A0 OHOBMEHOI iHpopmalii 3
6e3nekn JONOMIXKHOI PeHOBUHM.
BBeneHHs 3MiH NpoTArom 6-T MicsiLiB 3 gaTtn
3aTBEPOKEHHS.
12. | AUNIA® PO34uH ANs iH'eKuin, Barep A HimeuumH Banep Al', BepniH, Himeuumna/ BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu |l 3a UA/12600/01/01
40 mr/mn; no 0,165 a HimeyumHa CLUA Tuny - 3MiHK Wwopo 6e3nekn/edeKTUBHOCTI Ta peuernmom
My nonepegHeo (BPOGHMLUTBO hapmakoHarnsigy. 3MiHW y KOpOTKil XapakTepucTuui
3anoBHEHOMY (BKntovao4m nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
wnpwui; no 1 CTEPUIbHY MeAMNYHOrO 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMMW AaHUMU 3
Lwnpuuy (3anasHomy dinbTpadito, AKOCTi, AOKMIHIYHUMM, KNiHIYHUMM JaHUMKU Ta JaHUMK 3
y bnictep) y HaMoBHEHHS - hapmakoHarnsigy - 3mMiHM BHECEHO [0 iHCTPYKLiT Ans
KapTOHHIN ynakoBLi; nepBrHHA ynakoBka), MeOUYHOro 3aCTOCyBaHHS NikapcbKoro 3acoby 4o po3ainis
no 0,278 mny BTOPWHHA yNaKoBKa, "®apmakonoriyHi BnactmsocTi", "Cnocib 3acTtocyBaHHs Ta

CKISIHOMY (PNaKOHi;
no 1 cpnakoHy 3
PiNbLTPyBanbHOW
ronko 18 Gy
KapTOHHIl ynakoBLi

KOHTpOrb cepil,
BiAnoBiganbHWI 3a
BUNYCK cepii Ansa
dnakoHiB,
MapKyBaHHS,
6nictepHa ynakoBka,
cTepunisauis,

nosun". TepMiH BBEAEHHS 3MiH NpoTArom 4 micsauis nicns
3aTBEPOKEHHSI.
3miHu Il TUny - 3miHK Wopo 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsigy. 3mMiHW y KOpOTKili XapakTepucTuui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKUii Ans
MEAMYHOrO 3aCTOCYBaHHS! Y 3B’sI3KY i3 HOBUMMW AaHUMU 3
AKOCTi, AOKMIHIYHUMM, KNiIHIYHUMM JaHUMWN Ta JaHUMK 3




7

[TponoBkeHHs noaarka 3
Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BTOPWHHA YNaKoBKa,

BUPOBHWYMIA
KOHTPOIb, KOHTPOIb
AKOCTI,
BignoBiganbHWIM 3a
BUMYCK cepii gnsa
nonepeaHL0
3aMoBHEHVX LUNPULLB);
Banep Al', HimeuyunHa,
Bynneptans,
HimeuyumHa (KoHTpOmb
cepii); bawep AT,
HimevumHa,
JleBepky3eH,
HimeuumHa (koHTponb
AKOCTI Ans
nonepeaHLo
3arMoBHEHMX LWINPULIB,
KOHTPOMb SIKOCTI
(TinbKn TECT Ha
MeXaHi4Hi BKIIOYEHHS)
Ons oNakoHiB);
Bettep ®apma-
PepTiryHr Tm6X i Ko.
KI', Himeuunna
(BMPOBHMLTBO
(BKntovao4m
CTEPUIbHY
dinbTpadito,
HanoOBHEHHSI -
NnepBUHHA YNaKoBKa),
BMPOGHWYMIA
KOHTPOIb, KOHTPOIb
SIKOCTI, BidyarnbHa
iHCnekuis gns
hnakoHiB;
BMPOGHUYMIA
KOHTPOIb, KOHTPOIb
SIKOCTI, BidyarnbHa
iHCnekuis ans
nonepeaHL0
3aMoBHEHNX LUMNPULLB);
€BpodiHc JlaHkacTep
JlabopaTopis, IHkK.,
CLUA (koHTpOnb SIKOCTi
Hepo3adhacoBaHoi
NpoAYKLii);
PepxeHepoH

dapmachbioTikanc, IHk.,

tapmakoHarnagy - 3MiHM BHECEHO [0 iHCTPYKUii ans
MeAMYHOrO 3acTOCyBaHHS Nikapcbkoro 3acoby Ao po3ainis
"OcobnueocTi 3acTtocyBaHHA", "Cnocib 3acTocyBaHHA Ta
posn", "MepenosyBaHHa". TepmiH BBeAEHHSA 3MiH
npoTArom 4 MicsiLiB nicnsi 3aTBepOXKEHHS.




8 [TponoBkeHHs no1aTKa 3
Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
CLUA (BupobHMLTBO
HeposdacoBaHoi
NPOAYKLUIi, KOHTPONb
AKOCTI
HeposdacoBaHoi
npogykuii)
13. | AlTYHBPUI'® TabneTku, BKpUTI Takepa Nanisa [A03BIN Ha BUMYCK AscTpis/ BHECEHHS 3MiH A0 peecTpauiiHux maTepianis: 3minu | 3a UA/18553/01/01
NniBKOBOO dapma A/C cepii: Takega ABcTpis CronyyeHe Tuny - 3MiHu 3 sikocTi. APl. BupobHuuteo. 3miHa peuernmom

o6onoHkoto, no 30
Mmr; no 14 TabneTok
y bricTepi; no 2
Gnictepn y
KapTOHHiIN kopoOLi

'M6X, ABCTpis;
BUPOBHMUTBO 3a
NOBHMM UMKIOM: NMeHH
dapmachbtoTikan
Cepsicec Jlimitea,
Cnony4yeHe
KoponisctBo

KoponisctBo

BMPOGHMKa BUXiZHOrO/MPOMIXXHOIO NPOAYKTY/peareHTy, LWo
BUKOPUCTOBYHOTLCS Yy BUpoBHMYOMY npoueci AP, abo
3MiHa BMPOBHMKa (BKIo4aouun, Ae HeobxigHo, micle

NpoBeAeHHst KOHTpono sikocTi) ADI (3a BigcyTHOCTI
cepTudikaTa BignoBigHOCTI €Bponeiickkin dhapMakonei y
3aTBepAKeHOMy gocke)(iHwi 3MiHn) [logasaHHa Anging
Jinming Medicinal Science & Technology Co., Itd sik
anbTepHaTVBHOIO BUPOOHMKA HOPMaTUBHOMO BUXiZHOMO
matepiany (RSM) AP 28571 ansa cuHTe3y NpOMiKHOro
npoaykty AP26380. Anging Jinming Medicinal Science &
Technology Co., Itd fogaeTbcs B AKOCTi anbTepHaATUBHOMO
nocravansHuka RSM AP 28571 ansa BupobHuUTBa
npomixxHoro AP 26380. Mpodinb aomilok gitodoi
peyoBUHM BpuraTuHIOy Ta cneundikaLlis 3anuwarTbCs
He3MiHHMMuU. [NocTavansHukn RSM HagaTe MaTepian
NPOMiXXHUM BUMPOGHMKaM Ansi nofanbLuoi nepepobku.

Takeda He mae npsiMKx 3B'sI3KiB 3 nocTavanbHukamm RSM,

B pe3ynbTarti ceptudikatn GMP HeoCTynHi Ha canTax
RSM. BisHec-niueHsii HapgatoTbca BignosiaHo. RSM
KOMEpLNHO AOCTYMHi y 6araTbox NocTavanbHUKIB i3

cepTtudikatamun aHanidy. BxigHui koHTponb maTtepianis

NPOBOAMTLCA BiANOBIAHO A0 cneumndikaLin y NPOMiKHUX

BMPOGHMKIB 0 BMNYyCKy Anst o6pobkn. Ha pogatok Ao

HaBe[EeHNX BULLE 3MiH, MW KOPUCTYIOYMCb MOXITUBICTIO

XOTinu 6 BHECTU HE3HAYHI 3MiHU Y BUPOBHMYY CXEMY.
3okpeMa, Ans ynakoBKkW / MapKyBaHHS! fikapcbkmx 3acobis
Ta BUMYCKY roTOBOI NPOAYKLIi CTpinka Ha 6rok-cxemi Mix
Penn Pharmaceutical Services Limited Ta Takeda Ireland
Limited 6yna BuaaneHa, ockinbkn BoHa He € To4How. Mu
nigTBEPAKYEMO, IO Lie aAMiHICTpaTUBHI 3MiHN y
BMPOGHMWYI CXeMi Ta BOHW He BNMUBaIOTb Ha 3aranbHui
BUPOGHMYMIA npouec Alunbrig
3MiHu | TUny - 3miHm 3 gkocTi. APl. BupobHuuteo. 3MiHa
BMPOGHMKa BUXiZHOrO/MPOMIXXHOTO NPOAYKTY/peareHTy, Lwo
BMKOPUCTOBYIOTLCS Y BUpoBHUYoMy npoueci AdI, abo
3MiHa BMpOGHMKa (BKIo4aouun, Ae HeobxiaHo, micue
npoBeaeHHs KOHTporto sikocTi) ADI (3a BigcyTHOCTI

cepTudikaTa BignosigHocTi €Bponeiickbkin dhapmakonei y

3aTBepAKeHOMY A0Cke)(iHLi 3MiHN)
DopasaHHst TheraChem research MediLab (India) Private
limited sik anbTepHaTUBHOIO BUPOGHVKA HOPMaTUBHOMO
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[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

BuxigHoro matepiany (RSM) AP28571 onsi cuHtesy
npomixHoro npoaykty AP26380 fo Bxe 3aTBepAKeHOro
Changzhou Fine Chemical Institute - Rudong Zhenyang

Fine Chemical Development Co Ta Shanghai Weiyuan
Fine Fluorine S &D Co., Ltd. 3minHu | Tuny - 3miHK 3 SIKOCTI.
A®I. BupobHMLTBO. 3MiHa BUpOGHMKa
BWXiAHOro/NpoMi>KHOrO NMPOAYKTY/peareHTy, Wo
BMKOPUCTOBYIOTBCS Y BUPOBHMYOMY npoueci API, abo
3MiHa BMpPOOHUKa (BKMoYatouu, e HeobxigHo, Micue

NPOBeAEHHST KOHTPOIHO sikocTi) AP (3a BigcyTHOCTI
cepTudikaTa BiANoOBiAHOCTI €BponeWchbkin dapmakonei y

3aTBepakeHoMy aocbe)(iHwi 3miHn) JogaBaHHs KingChem
Liaoning Chemical Co., Ltd sik anbTepHaTMBHOIO
BMPOGHMKa HOPMAaTMBHOIO BUXigHoOro matepiany (RSM)
AP28570 gns cuHTe3y npomixkHoro npoaykty AP26380 oo
BXe 3aTBepmpkeHoro Changzhou-Apex Biopharmaceutical
Research Institute Co., Ltd. 3miHu | Tuny - 3MiHn 3 sKocTi.
A®l. Bupo6HMLTBO. 3MiHa BUPOGHMKa
BWXiAHOro/NpoMi>KHOrO NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTbCH Y BUpoBH14omy npoueci AdDI, abo
3MiHa BMpoBHUKa (BKMtoYatoun, e HeobxigHo, Micue

NpoBeAeHHst KOHTpono sikocTi) ADI (3a BigcyTHOCTI
cepTudikaTa BiANOBIAHOCTI €Bponenchbkin hapmakonei y

3aTBepAKEHOMY Aocbke)(iHWi 3MiHM) [loaaBaHHs Ajinomoto
OmniChem N.V.(OmniChem)sik anbTepHaTUBHWI canT,

BignoBigansHWM 3a BUpobHMUTBO HaniBnpoaykty AP26380
o Bxe 3atBepmkeHoro AMPAC Fine Chemicals, LLC

14.

ANYHBPUT®

TabneTku, BKpUTI
NniBKOBOO
obonoHkoto, no 90
MF; no 7 TabneTok y
6nictepi no 4
Gnictepn y
KapTOHHiI kopobui

Takepa
dapma A/C

LaHis

[03BiN Ha BUNYCK
cepii: Takega ABcTpis
'mM6X, ABCTpis;
BMPOGHMLTBO 32
NOBHWM LMKIOM: MeHH
dapmachbtoTikan
Cepgicec Jlimiteq,
Cnony4yeHe
KoponisctBo

AscTpis/
Cnony4yeHe
KoponisctBo

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu |
Tmny - 3MiHn 3 axkocTi. A®l. BupobHuuteo. 3miHa
BUPOOHMKa BUXiQHOro/MPOMIKHOrO NPOAYKTY/peareHTy, Wwo
BMKOPUCTOBYIOTbCS Y BUpoBHUYoMy npoueci AdI, abo
3MiHa BMPOGHMKa (BKIo4aouun, Ae HeobxiaHo, micue
npoBeaeHHs KOHTpornto sikocTi) AP (3a BigcyTHOCTI
cepTudikaTa BignosigHocTi €Bponeiickkiit hapmakonei y
3aTBepAKeHOMy Aocke)(iHwi 3MiHn) [logaBaHHA Anging
Jinming Medicinal Science & Technology Co., Itd sk
anbTepHaTUBHOrO BUPOBHMKa HOPMAaTMBHOIO BUXIAHOTO
maTtepiany (RSM) AP 28571 ans cuHTe3y NPOMiXKHOrO
npoaykty AP26380. Anging Jinming Medicinal Science &
Technology Co., Itd nogaeTbcs B AKOCTi anbTepHaTUBHOIO
nocravanbHuka RSM AP 28571 ans BMpoGHULTBA
npomixHoro AP 26380. Mpodine AoMmiLloK gitoyvoi
peyoBUHM GpuraTmHiby Ta cneuudikalis 3anuwarTbest
He3MiHHMMU. [NocTavanbHukn RSM HagaTe MaTepian
NPOMiXKHUM BUPOBHMKaM Ans nofanbLuoi nepepobku.
Takeda He Mae npsiMux 3B'A3kiB 3 NocTayanbHUkamu RSM,
B pe3ynbTarti ceptudikatn GMP HegocTynHi Ha canTax
RSM. BisHec-niueHsii HagatoTbca BianosiaHo. RSM
KOMEpLiNHO AOCTYMHi y 6araTbox NocTavanbHUKIB i3

3a
peuernmom

UA/18553/01/02




Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

10

Bupo6bHuk

[TponoBkeHHs noaarka 3
Kpaina PeecmpauitiHa npoyedypa
eUpPOb6HUKa

Ymoeu

Homep
aidnycky

peecmpayiliHo2o

15.

ANYHBPUI®

TabneTku, BKPUTI

Takena

[anis

[003BiN Ha BUMNYCK

ABcTpis/

AP28570 gns cuHTesy npomikHoro npoaykty AP26380 oo
BXe 3aTBepaxeHoro Changzhou-Apex Biopharmaceutical
Research Institute Co., Ltd. 3miHu | Tuny - 3MiHm 3 siKoCTi.

cepTudikaTa BignoBigHOCTi €Bponeiickbkin dapmakonei y
3aTBepAKeHOMY Aocke)(iHWi 3MiHM) [loaaBaHHA Ajinomoto
OmniChem N.V.(OmniChem)sik anbTepHaTUBHWIA caWT,

BignosigansHW 3a BUpobHMUTBO HaniBnpoaykty AP26380

cepTudikatamu aHanisy. BxigHuin KOHTponb maTepianis
npoBOAMTLCA BIANOBIAHO A0 crneumndikaLin y NPOMKHNX
BMPOBHMKIB 40 BMMNYCKY Ans 06pobku. Ha gogatok o
HaBeAeHWX BULLE 3MiH, MW KOPUCTYIOYUCh MOXITUBICTIO
XOTiNn 6 BHECTU He3HaYHi 3MiHW y BUPOBHUYY CXeMmy.

Ta BMNYCKY rOTOBOI NpoayKUii CTpinka Ha 6rnok-cxemi Mix
Penn Pharmaceutical Services Limited ta Takeda Ireland
Limited 6yna BuganeHa, ockinbku BOHa He € TO4YHOW. Mun
NiATBEPAKYEMO, L0 Le aAMiHICTpaTUBHI 3MiHW Y
BMPOBHWYI CXeMi Ta BOHW He BNMMBaIOTb Ha 3aranbHuin
BUpPoGHMUMIA npouec Alunbrig
3MiHu | TMny - 3MiHm 3 sikocTi. A®l. BupobHuLTBO. 3MiHa
BMPOGHMKA BUXIZHOrO/MPOMDKHOIO NMPOAYKTY/peareHTy, Lwo
BUKOPUCTOBYIOTLCS Y BUpoBHMYOMY npoueci A®l, abo
3MiHa BMpOBHUMKa (BKMtoYatoun, ae HeobxigHo, Micue
npoBeAeHHs KOHTponto sikocTi) AP (3a BiACyTHOCTI
cepTudikaTa BignoBigHOCTI €Bponeiickkin hapMakonei y
3aTBEpPAKEHOMY A0CHE)(iHLLI 3MiHM)
HopaBaHHa TheraChem research MediLab (India) Private
limited sik anbTepHaTUBHOIO BUPOGHMKA HOPMaTUBHOIO
BuxigHoro matepiany (RSM) AP28571 onsi cuHTesy
npomixHoro npoaykty AP26380 go Bxe 3aTBepAKeHOro
Changzhou Fine Chemical Institute - Rudong Zhenyang
Fine Chemical Development Co Ta Shanghai Weiyuan
Fine Fluorine S &D Co., Ltd. 3miHu | Tuny - 3MiHn 3 gxocTi.
A®I. BupobHuuTBO. 3MiHa BUpOGHMKa
BWXiAHOro/NPOMIXKHOrO NPOAYKTY/peareHTy, Lo
BMKOPMCTOBYIOTbCH Y BUpobHn4omMy npoueci AdI, abo
3MiHa BUpOGHMKa (BKIovakouu, Ae HeobxigHo, micue
npoBeaeHHs KOHTponto sikocTi) ADI (3a BigcyTHOCTI
cepTudikaTa BignoBigHOCTI €Bponenchbkint hapmakonei y
3aTBepakeHoMy aocbke)(iHwi 3miHn) JoaasaHHa KingChem
Liaoning Chemical Co., Ltd sk anbTepHaTMBHOrO
BMPOGHMKa HOPMaTMBHOIO BMXigHoOro matepiany (RSM)

A®|. BupobHuuteo. 3MiHa BUpOOHMKa
BMXiAHOrO/MPOMIKHOIO NPOAYKTY/peareHTy, Wwo
BMKOPVCTOBYIOTbCH Y BUpobHUYomMy npoueci AdI, abo
3MiHa BMpOGHMKa (BKIo4alouun, Ae HeobxiaHo, micue
npoBefeHHs KOHTporto sikocTi) ADI (3a BiacyTHOCTI

0o Bxe 3arBepgpkeHoro AMPAC Fine Chemicals, LLC
BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3minHu |

3okpema, AN yNakoBKM / MapKyBaHHs! NikapCbkux 3acobis

3a

noceio4yeHHs1

UA/18553/01/03




11 [TponoBkeHHs noaarka 3
Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
nniBKOBOKO dapma A/C cepii: Takega ABcTpist Cnony4yeHe Tmny - 3MiHm 3 sikocTi. APl. BupobHuuteo. 3miHa peuenmom

obonoHkoto, no 180
Mr; no 7 TabneTok y
6nictepi no 4
Gnictepu y
KapTOHHiI kopooLi

'm6X, ABCTpis;
BUPOBHMUTBO 3a
NOBHUM LMKoM: MeHH
dapmachbtoTikan
Cepsicec Jlimiteq,
Cnony4yeHe
KoponisctBo

KoponisctBo

BMPOOHVKa BUXiQHOrO/MPOMIKHOrO NPOAYKTY/peareHTy, Lo
BUKOPUCTOBYHOTLCS Y BUpoBHMYOMY npoueci AP, abo
3MiHa BMpPOOHUKa (BKMoYatoun, e HeobxigHo, Micue
npoBeaeHHs KOHTponto skocTi) ADI (3a BiACyTHOCTI
cepTudgikaTa BignoBigHOCTI €Bponeichki hapMakonei y
3aTBepAkeHoMy Jocbe)(iHwWwi 3amiHn) JogaBaHHs Anging
Jinming Medicinal Science & Technology Co., Itd sk
anbTepHaTVBHOIO BUPOOHMKa HOPMaTUBHOMO BUXIZHOMO
maTtepiany (RSM) AP 28571 anst cuHTe3y NPOMiXKHOTO
npoaykty AP26380. Anging Jinming Medicinal Science &
Technology Co., Itd fogaeTbes B AKOCTi anbTepHaTUBHOMO
nocravanbHmka RSM AP 28571 ans BMpoGHULTBA
npomixxHoro AP 26380. Mpodinb AOMILLIOK Aito4oi
pevoBUHM BpuraTuHIOy Ta cneumdikalis 3anuwarTbes
He3MiHHMMW. [NocTavanbHukn RSM HagatloTb MaTepian
NPOMXKHUM BUPOBHMKaM Ans nofasnbLuoi nepepobku.
Takeda He mae npsiMKX 3B'AI3KiB 3 NocTavanbHUkamm RSM,
B pe3ynbTarti cepTudikatnh GMP HegocTynHi Ha canTax
RSM. BisHec-niueHsii HagaoTbes BignoeigHo. RSM
KOMEPpLiNHO JOCTYMHI y 6araTboX nocTavanbHuKIB i3
cepTudikatamu aHanisy. BxigHui KOHTponb MaTepianis
NpoBOAMTLCH BIAMNOBIAHO A0 cneumdikaLin y NPOMKHUX
BMPOBHMKIB 40 BMNYyCKy Anst o6pobkn. Ha pogatok o
HaBeAEeHUX BULLE 3MiH, MW KOPUCTYIOUMUCh MOXITUBICTIO
XOTinu 6 BHECTW He3HauHi 3MiHW Y BUPOBHUYY cxemy.
3okpeMa, Ans ynakoBkW / MapKyBaHHS fikapcbkmx 3acobis
Ta BUMYCKY roTOBOI NPOAYKLIi CTpinka Ha 6nok-cxeMi Mix
Penn Pharmaceutical Services Limited Ta Takeda Ireland
Limited 6yna BuaaneHa, ockinbku BoHa He € To4Ho. Mu
nigTBEpAKYEMO, WO Le aaMiHICTpaTUBHI 3MiHN Y
BMPOBHWYI CXeMi Ta BOHW He BNMUBaIOTb Ha 3aranbHui
BUPOGHMYMIA npouec Alunbrig
3MiHu | TUny - 3miHu 3 skocTi. A®l. BupobHuuto. 3MiHa
BMPOGHMKa BUXIZHOrO/MPOMIKHOIO NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTbCH Y BUpobHMYomMy npoteci AdPI, abo
3MiHa BUpOGHMKa (BKIovakouu, Ae HeobxigHo, micue
npoBefeHHs KOHTponto sikocTi) ADI (3a BigcyTHOCTI
cepTudikaTa BignoBigHOCTI €Bponeiickbkin dapmakonei y
3aTBEpAKEHOMY A0Cbe)(iHLUi 3MiHN)
HopaBaHHsa TheraChem research MediLab (India) Private
limited sk anbTepHaTUBHOIO BUPOGHMKA HOPMaTUBHOTO
BuxigHoro matepiany (RSM) AP28571 onsi cuHTesy
npomixHoro npoaykty AP26380 fo Bxe 3aTBep[pKeHoro
Changzhou Fine Chemical Institute - Rudong Zhenyang
Fine Chemical Development Co Ta Shanghai Weiyuan

Fine Fluorine S &D Co., Ltd. 3miHn | Tuny - 3MiHn 3 gxocTi.

A®|. BupobHuuteo. 3MiHa BUpoOHMKa
BMXiHOrO/MPOMIXKHOIO NPOAYKTY/peareHTy, Wwo
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[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

BUKOPUCTOBYHOTLCS Yy BUpoBHMYOMY npoueci AP, abo
3MiHa BUpPOGHMKa (BKIoYakouu, e HeobxigHo, micue
NPOBeAEHHST KOHTPOIO sikocTi) ADI (3a BiacyTHOCTI
cepTudikaTa BignoBigHOCTI €Bponeichbkin hapMakonei y
3aTBepakeHoMy gocke)(iHwi 3miHn) [logasaHHa KingChem
Liaoning Chemical Co., Ltd sik anbTepHaTMBHOIO
BMpPOBHMKa HOpMaTMBHOIO BUXigHoro matepiany (RSM)
AP28570 ans cuHTe3y npomixHoro npoaykty AP26380 o
BXe 3aTBepmpkeHoro Changzhou-Apex Biopharmaceutical
Research Institute Co., Ltd. 3miHun | TMny - 3miHK 3 sIKOCTI.
A®I. BupobHuuteo. 3miHa BUpobHMKa
BWXiAHOro/NpoMi>KHOrO NPOAYKTY/peareHTy, Lo
BUKOPUCTOBYIOTLCS Y BUpoBHMYOMY npoueci A®l, abo
3MiHa BMPOGHMKa (BKIoYaouun, Ae HeobxigHo, micLe
NpoBeAeHHst KOHTpono sikocTi) ADI (3a BigcyTHOCTI
cepTudgikaTa BignoBigHoOCTI €Bponeiickkin dapmakonei y
3aTBepAKEHOMY Aocke)(iHWi 3MiHW) [logaBaHHA Ajinomoto
OmniChem N.V.(OmniChem)sik anbTepHaTUBHWUIA CalT,
BignosigansHWi 3a BUpobHMUTBO HaniBnpoaykty AP26380
0o Bxe 3arBepmkeHoro AMPAC Fine Chemicals, LLC

16.

AINbBEH3I

cycneHsis oparbHa,
200 mr/5 mn; no 1

hnakoHy y
KapTOHHiIN kopoOLi

€BPO
NANOKEP
MPAMBIT
nMmITeq

IHAis

IHgoko Pemegic
Timiten

lHAis

BHECEHHS 3MiH [0 peecTpaLiinHmx maTepianis: 3miHu |
Tmny - 3MiHuM 3 sikocTi. FoToBUIA Nikapcbkmin 3aci6. Cuctema
KOHTelHep/3akynoptoBanbHuin 3aci6. 3miHa
nocTayarnbHvKa nakyBanbHux martepianis abo
KOMMMEKTYOUMX (SIKLLO 3a3HaYeHO B AOCbE) (3amiHa abo
AoAaBaHHs noctavanbHuka) [lopaBaHHs nocTavanbHUKIB
nakyBanbHOro MaTepiany NepBMHHOI yNakoBKW hrakoHy
(M/S. Shree Naina Containers Pvt. Ltd) Ta kpuwweykm
(Sainath Packaging)

3a
peuerimom

UA/18079/02/01

17.

AJTb®A
HOPMIKC

TabneTku, BKpUTI
NniBKOBOO
o6onoHkoto, no 200
Mr no 12 TabneTok y
6nicTepi; no 1
6nictepy B
KapTOHHiIl kopobuyj;
no 14 tabnetoky
6nictepi; no 2
Gnictepu B
KapTOHHIl kopobui

Anbdacirma
C.n.A.

ITanis

Anbdacirma C.n.A.

ITanis

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu |
My - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
capmakoHarnsgy. BeegeHHst abo 3MiHM 0O y3aranbHEHUX
[AaHux nNpo cuctemMy cpapMakoHarnsay (BBeAeHHs
y3aranbHeH1X AaHnx nNpo cucteMy pbapmMakoHarnsay,
3MiHa ynoBHOBaXeHoi ocobu, BianoBigansHoi 3a
30iACHEHHS (hapMaKkoHarnsigy; KOHTakTHoT ocobu 3
dapMakoHarnagy 3asBHUka Ans 30inCHEeHHs
thapmakoHarnagy B YKpaiHi, SKL0 BOHa BiAMiHHA Bif
yNoBHOBaXeHOoI 0cobu, BignoBiaansHoi 3a 3aiNCHEHHS
hapmakoHarnsiay (BkIoYarum KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MilLieHHi MacTep-daiina cuctemu
dapmakoHarnsgy) 3MiHa KOHTaKTHUX AaHKX
yMNOBHOBaXeHOI 0cobu 3asiBHMKa, BigNOBiAanbHOI 3a
3AiNCHEHHSA hapmakoHarnsgy. 3MiHa KOHTakTHOI ocobu
3asBHMKa, BiANOBiAanbHOI 3a 34iNCHEHHS
dapmakoHarnagy B YkpaiHi.

[itova pepakuisi: JlenewkiHa IpyHa AHatoniiBHa.
[MponoHoBaHa pepakuis: WWknapesuy lrop
OnekcaHgpoBuY. 3MiHa KOHTAKTHUX OA@HUX KOHTaKTHOI

3a
peuernmom

UA/9360/01/01
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep

n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o

n 3acoby ynakoeka) noceio4yeHHs1

ocobu 3asBHMKA, BiANoBiaanbHOI 3a 30iNCHEHHS
apmakoHarnsgy B YKpaiHi.

18. | AJIb®APEKIH® | nioginisat gnsa TOB YkpaiHa BTOPWHHE MaKyBaHHS, YkpaiHa BHECEHHS 3MiH [0 peecTpauinHmx matepianis: 3miHu | 3a UA/14777/01/01
PO34UHY ANs iH'eKuin "BANAPTIH KOHTPOIb SKOCTI, TUny - 3MiHK 3 sIKoCTi. FOTOBWIA nikapcbkuii 3acit. 3miHn y peuernmom
no 1 mnH MO; 10 OAPMA" BUMYCK Cepii roTOBOro BMPOGHMUTBI. 3amMiHa abo BBeAEHHS 40AATKOBOI AiNbHULI
hbnakoHiB 3 nikapcbkoro 3acoby: BMPOGHMLUTBA AN YacTMHM abo BCbOro BUPOOHNYOro
nioginizatom y TOB "BAJTAPTIH npoLecy roToBoro nikapcbkoro 3acoby (AinbHuus ans
NNacTUKOBIN KaceTi; SAPMA", YkpaiHa; BTOPUHHOTO NakyBaHHs1) BBeaeHHS 404aTKOBOI AiNbHULI
no 1 nnacTuKoBiw BMPOGHMLTBO 32 BMPOGHMLTBA AN BTOPUHHOIO NaKyBaHHsi FOTOBOrO
KaceTi B KApTOHHIN NOBHUM LIMKIOM, nikapcbkoro 3acoby: TOB «BanaptiH ®apma». BBegeHHsi
kopobui; 1 donakoH 3 KOHTPOIb SKOCTI, 3MiH MPOTAroM 6-Tu MicAUiB nicnsa 3aTBepAKEHHS. 3MiHu |
nioginizatom B BUMYCK Cepii roTOBOro Tmny - 3MiHuM 3 sikocTi. FoToBUIA Nikapcbkuin 3aci6.

KOMMAeKTi 3 1 nikapcbkoro 3acoby: KoHTporb roToBoro fikapcbkoro 3aco0y (iHLwi 3miHM)
amnynoto TOB "HaykoBo- lMpvBeaeHHs KiNbKOCTi 4o3yBaHb B YHHUX MKA go
pO34MHHMKa (Boga BMpOBHMYa KOMNaHis 3apeecTpoBaHux. NonepegHs pegakuis: 1 mnH MO; 3 MnH
ans iH'ekuin) no 2 "IHTepdapmbioTek”, MO; 5 mnH MO; 9 mnH MO; 18 MnH. 3anponoHoBaHa
MI y NNacTUKOBIN YkpaiHa pepakuis:
kaceTi; no 1 1 MiH MO; 3 mnH MO. 3minn Il Tuny - 3MiHK 3 sIKOCTI.
NnacTMKOBIN kaceTi [oToBMI nikapcbkuii 3acit. 3miHKM y BUpoBHMLTBI. 3MiHa
B KapTOHHIN iMnopTepa/amiHu, L0 CTOCYIOTLCS BUMYCKY cepii Ta
kopobui; 5 dnakoHis KOHTPOJIO SIKOCTi FOTOBOIO NiKapcbkoro 3acoby (3amiHa
3 niocpinizatom B abo gogaBaHHsi BUPOOHUMKA, WO Bi4NOBILAE 3a BBE3EHHSI
KOMMNNekTi 3 5 Ta/abo Bunyck cepii) - Bkrrovatoun
amnynamu KOHTponb/B1NpobyBaHHs cepii Ans nikapcbkoro 3acoby
pO34uMHHKKa (BoAa 6ionoriyHoro/iMyHONOrYHOro NMOXOXEHHS Ta OAUH 3
ans iH'ekyin) no 2 METOZAIB aHaniay, L0 3aCTOCOBYETLCSA Ha AiNbHUL, €
MI Y NNacTUKOBIN 6ionoriYHNM/iMyHONOriYHUM/IMYHOXIMIYHM METOAOM -
kaceTi; no 1 HopaBaHHs BUpoOHWKa, LLO BigNoBigae 3a BUNYCK cepii
NNacTVKOBIV KaceTi BKJTH04aK0UM KOHTPOMb/BMNPOOYyBaHHSA cepii Ans
B KapTOHHII kopobui nikapcbkoro 3acoby 6ionoriyHoro/iMyHonoriYHoro
noxomxeHHs: TOB «BanaptiH ®apma». 3miHn BHeceHo B
iHCTPYKLUIiO ANS MeANYHOTO 3aCTOCYBaHHS IiKapCbKOro
3acoby y po3ainu «BupobHuk» Ta «MicuesHaxomKeHHs
BMPOGHMKa Ta agpeca Micusi IpoBagXeHHSs! Aoro
AiSNbHOCTI» 3 BiANOBIAHUMY 3MiHAMM Y TEKCTi MapKyBaHHS
ynaKkoBKW fikapcbKoro 3acoby (aogaBaHHs BUPOOHWMKA).
BBeaeHHs 3MiH NnpoTsarom 6-Tu Micauis nicns
3aTBEPOKEHHS.

19. | ANIb®APEKIH® | niodinizat ans TOB YkpaiHa BTOPWHHE MaKyBaHHS, YkpaiHa BHECEHHSA 3MiH [0 peecTpauiiHuX maTepianis: 3minu | 3a UA/14777/01/02
PO34MHY Ans iH'eKuin "BAJIAPTIH KOHTPOIb SIKOCTI, Tuny - 3MiHK 3 sikocTi. [O0TOBMI Nikapcbkuii 3aci6. 3MiHU y peuenmom
no 3 mnH MO; 10 OAPMA" BUMYCK Cepii roToBOro BUPOBGHMUTBI. 3amiHa abo BBeAeHHS AO4ATKOBOI AiNbHULL
(hnaKoHiB 3 nikapcbkoro 3acoby: BMPOGHMLTBA ANs YacTUHM abo BCbOro BUPOBHNYOro
niocpinizatom y TOB "BAJNAPTIH npoLiecy roToBOro nikapcbkoro 3acoby (ainbHuUs ans
NNacTUKOBIl KaceTi; PAPMA", YkpaiHa; BTOPUHHOTO NaKyBaHHs1) BBeaeHHA Ao4aTKOBOT AiNbHUL
no 1 nnacTuKoBiw BMPOGHWLTBO 3a BUPOGHMLTBA AN BTOPUHHOIO NaKyBaHHS FOTOBOIO
KaceTi B KapTOHHIN MOBHUM LIMKITOM, nikapcbkoro 3acoby: TOB «BanaptiH ®apmay». BBeaeHHs
kopobui; 1 donakoH 3 KOHTPOIb SIKOCTI, 3MiH NPOTSArom 6-Tu MicsILiB Micns 3aTBEPKEHHSI. 3MiHM |
niocpinizatom B BUMYCK Cepii roTOBOro TMny - 3MiHK 3 sikocTi. [oTOBMIA Nikapcbkui 3acib.

KomnnekTi 3 1 nikapcbkoro 3acoby: KoHTponb roToBoro nikapcbkoro 3acoby (iHLui 3mMiHu)
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
amnyrnoto TOB "HaykoBo- [MpuBeneHHs KinbKOoCTi Ao3yBaHb B YMHHUX MKA fo
pO34unHHKKa (BOAA BMPOOHMYa KoMMaHis 3apeecTpoBaHux. [onepegHs pegaxuis: 1 mnx MO; 3 mnH
ans iH'ekyin) no 2 "IHTepdpapmbioTek”, MO; 5 mnH MO; 9 mnH MO; 18 MnH. 3anponoHoBaHa
M1y NAacTUKOBIN YkpaiHa penakuis:
kaceTi; no 1 1 maH MO; 3 maH MO. 3minn Il Trny - 3MiHM 3 SIKOCTI.
NnacTMKOBIN KaceTi [oToBMI nikapcbkuii 3aci6. 3miHM y BUpOoOHULTBI. 3MiHa
B KapTOHHIN iMnopTepa/amiHu, Lo CTOCYHTLCS BUMYCKY cepii Ta
kopobui; 5 donakoHis KOHTPOIO SIKOCTi FOTOBOrO NikapCbKoro 3acoby (3amiHa
3 niocpinizatom B abo gogaBaHHsi BUPOOHUMKA, WO Bi4NOBILAE 32 BBE3EHHSI
KOMMNNekTi 3 5 Ta/abo Bunyck cepii) - Bkrroyatoun
amMnynamm KOHTPOMnb/BUNpoByBaHHSA cepii AN NikapcbKoro 3acoby
pO34YuMHHKKa (BOAa 6ionoriyHoro/iMyHONOrYHOro NOXOMXEHHS Ta OAUH 3
ans iH'ekuin) no 2 MEeTOoZiB aHani3y, L0 3aCTOCOBYETLCA Ha AiNbHUL, €
MI y NNacTUKOBIN 6ionoriYHNM/iMyHOMOMYHUM/IMYHOXIMIYHM METOAOM -
kaceTi; no 1 [opaBaHHs BUpoBHUMKa, LLO BiANOBiAae 3a BUMNYCK cepii
NnacTUKOBIM KaceTi BKITHOYaK04M KOHTPOSL/BUNPOBYBaHHA cepii 4ns
B KAPTOHHI KopoobLi nikapcbkoro 3acoby 6ionoriyHoro/iMyHONoriYHoro
noxomxkeHHs: TOB «BanapTiH ®apma». 3MiHM BHeceHo B
iHCTpYyKLUil0 ANs MeQnYHOro 3acTOCyBaHHS NikapCbKOro
3acoby y po3ginu «BupobHuky» Ta «MicLe3HaxomKeHHst
BMPOGHMKa Ta agpeca Micusi IPOBagXeHHSs Aoro
DiANbHOCTI» 3 BiANOBIOHUMW 3MiHAMW Y TEKCTI MapKyBaHHS
yNnaKkoBKW fikapcbKoro 3acoby (AoaaBaHHs BUpOOHMKA).
BBegeHHs 3MiH NpoTarom 6-Tn micauis nicns
3aTBEPOKEHHS.
20. | AMIAKY po34uH Ans MPAT YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny bes UA/0407/01/01
PO34UH 30BHiLUHLOIO "®ITOPAPM" - AoMiHicTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHs Ta/abo peuenma
3actocyBaHHs 10 %, agpecu 3asBHUKa (BNacHWKa peecTpauifniHoro
no 40 mn abo no NocCBiAYEHHs1) 3MiHa agpecu 3asiBHMKa. 3MiHV BHECEHI B
100 mn y cpnakoHax po3ain "Micue3HaxoaxeHHs 3asBHMKa" B IHCTPYKLUito Ans
cknsaHmX; no 200 mn MEeZMNYHOro 3aCTOCYBaHHs! NikapcbKoro 3acoby y 3B'A3Ky 3i
y donakoHax 3MiHOl agpecu 3asBHUKa. BBegeHHst 3amMiH npoTtarom 6-tu
CKNSAHUX 3 MicsLiB micnsi 3aTBepOXKEHHS.
KOHTPOMEeM nepLuoro
BigkpuTTS; no 40 mn,
abo no 100 mn, abo
no 200 mny
nakoHax
noniMepHux 3
KOHpONeM nepLIoro
BiOKPUTTS
21. | AMIHOKAMNPO TabneTku no 500 mr MPAT YkpaiHa MPAT "®ITODPAPM" YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHux maTtepianis: 3miHu | 3a UA/7449/01/01
HOBA no 10 TabneTok y "®ITOPAPM" TMny - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuenmom
KUCIIOTA 6nictepi; no 2 Ta/abo agpecu 3asBHUKA (BNAacHUKa peecTpauiiHoro
6nictepu y navuj; no noceigyeHHs) 3miHa agpecu 3asiBHUKa - 3MiHWM BHECEHO B
20 TabneTtok y IHCTPYKLUilO AN MeAMYHOro 3aCTOCYBaHHS NikapCbKOro
KOHTeWHepi 3acoby y po3ain «Micue3HaxomKeHHs 3asBHUKa». TepMiH
BBeAEHHS 3MiH NpoTSArom 6 MicsiliB nicnsi 3aTBEPAXEHHS.
22. | AMIHOKAMNPO NMOPOLLOK [epxaBHe YkpaiHa [epxaBHe YkpaiHa BHECEHHS 3MiH 1O peecTpauiiHix maTepianis: 3minu | - UA/7997/01/01
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpayiliHo2o

noceio4yeHHs1

HOBA
KUCNOTA

(cybeTaHuin) y
noaBiNHNX
nonieTuneHoBmx
naketax ans
hapmaLeBTU4HOro
3acTOCyBaHHS!

nignpueMcTBo
"3aBog
XiMiYHUX
peakTtuBiB"
HaykoBo-
TEXHOMOriYHOr
0 KOMMJeKcy
"lHcTuTyT
MOHOKpucTani
B
HauioHanbHoi
akagemii Hayk
Ykpainn"

nignpuemcTeo "3aBog
XiMiYHWX peakTuBiB"
HaykoBo-
TEeXHOIOri4YHOro
Komnnekcy "lHeTuTyT
MOHOKpucTanis"
HauioHanbHoi
akagemii Hayk
Ykpainm"

Tmny - 3MiHm 3 sikocTi. CepTudpikaT BignosigaHoOcCTI/IE-
cepTudikaT BiaANoBIAHOCTI EBpONENChKIN
dapmakonei/MoHorpagii. 3MiHK, NOB'A3aHi 3 HEOOXiAHICTIO
NpVBEAEHHN Y BiANoBiaHICTb 40 MoHorpadii AdPY abo
€Bponelicbkoi hapmakonei, abo iHWOoi HauioHanbHOT
capmakonei gepxasn €C (3miHa y cneuudikauii
HedapmakoneriHoro A®| ona npuBeaeHHs y BionoBigHICTb
o Bumor [1®Y abo €sponelicbkoi hapmakonei, abo iHLWoi
HauioHanbHoi hapmakonei gepxasu €C) - AdI,
npvBeAeHHs cneumndikauii Ta metoais koHTposnto APl y
BiAMOBIAHICTb A0 BUMOT MoHorpadii EP Aminocaproic acid
3a nokasHukamu: «Onucy», «laeHTudikauisy,
«TemnepaTypa nnaeneHHsa», «[1po30opicTb pO3yNHY»,
«CTyniHb 3abapBneHHs po3unHy», «pH», «CTivikicTb 4O
HarpiBaHHA» Ta «KinbkicHe BU3Ha4YeHHSA»; Bunyyeni
NnokasHUKK «Xrnopuany», «3anizo» Ta «Baxki metann» Ta
«PO3UMHHICTbY, AKMIN NepeHeceHnn A0 3aranbHUX
Bnactmeocten A®l; [lonoBHEHO po3ainom «PevyoBuHM, sKi
BUSIBNSIIOTLCSA HiHrigpnaom». 3miHu | Tuny - 3MiHM 3 SIKOCTI.
A®I. KoHTponb APL. 3miHa y meToaax BunpobysaHHA ADI
abo BuxigHOro martepiany/npoMixKHOrO NPOAYKTY/peareHTy,
LLIO BUKOPUCTOBYETLCS Y npoueci BupobHuutea Ad|
(He3HayHi 3mMiHW y 3aTBEpAKEHNX MeToAax BUNPobyBaHHS)
He3HayHi 3MiHM y MeTodax BunpobyBaHHs ans AdI 3a
nokasHukamu «lgeHtudikauisa A» Ta «PeyoBuHM, Ski
BUSIBNSAIOTLCS HiHMAPUHOMY, a came fgofaHHsa PC3
amiHokanpoHoBoi kucnotu go ®C3 [1dY amiHokanpoHOBOI
KUCNOTK; AOAATKOBO Yy MeToamui ineHTudikauii A
YTOYHSIETECA Maca HaBaxku cybcTaHLii Ta kanito 6pomigy
P ans npurotyBaHHst gucky. 3MiHu | Tuny - 3MiHKM 3 SKOCTi.
A®I. KoHTponb A®I. 3MiHa y meToaax BunpobysaHHst ADI
abo BMxigHOro martepiany/npPoOMiKHOrO NPOAYKTY/peareHTy,
LLI0 BUKOPUCTOBYETBCA Y Npoeci BupobHuutea AdI
(He3HayHi 3MiHW y 3aTBEPAXKEHUX MeToaax BUNPoOyBaHHs)
He3HauHi 3MiHW y 3aTBEepPKeHin meToauLi BUNpobyBaHHS
A®I 3a nokasHmkoM «KinbkicHe BU3Ha4YeHHs», a came
[0[aHo po3paxyHKoBi hOpMynu Ta YTOYHEHO Ha3By
eneKkTpoay Ansi NOTEHLIOMETPUYHOIO TUTPYBaHHS.

23.

AMNOAUMNIH-
DITODAPM

TabneTku no 5 mr no
10 TabneTtok y
6nictepi; no 2 abo
no 3 Gnictepu y
naJui 3 KapToHy

MNPAT
"OITOPAPM"

YkpaiHa

MNPAT "®ITOPAPM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHmux maTtepianis: 3MiHu |
TMny - AoMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHs
Ta/abo agpecu 3asBHUKA (BNAacHUKa peecTpauiniHoro
noceigyeHHs1) 3miHa agpecu 3asiBHUKa. 3MiHU BHECEHO B
IHCTPYKLUil0 ANs MeQuyYHOro 3acTOCyBaHHS NikapCbKOro
3acoby y po3gin «Micue3HaxoaKeHHs 3asiBHUKay. TepMiH
BBEAEHHS 3MiH NpoTSArom 6 MicsiLiB nicnsi 3aTBEpOXKEHHS.

3a
peuerimom

UA/2802/01/01

24.

AHATBIH -
OVBA30N -
NAMNABEPWH

Tabnetku, no 10
TabneTtok y bnicrepi;
no 1 6nictepy B
nayui; no 10

TosapucTBo 3

00[aTKOBOK

BiAnoBiganbHi
CTHO

YkpaiHa

ToBapwucTtBo 3
[0aTKOBOKO
BiANoBiganbHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS1 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny
- 3MiHu 3 gKocTi. FoToBUIA Nikapcbkuii 3aci6. 3miHn y
BMPOGHMUTBI. 3MiHM y NpoLieci BUpOGHULITBA FOTOBOrO
nikapcbKkoro 3acoby, BKMHOYaYM MPOMiIXKHWIA NPOAYKT, LLO

6e3
peuyenma

UA/15689/01/01
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®Popma sunycky
(nikapcbka ¢ghopma,

3asieHUK

Kpaina
3asi8HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky
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noceio4yeHHs1

3acoby

ynakoeka)
TabneTok y 6nictepi

"IHTEPXIM"

3aCTOCOBYETbCSI NPU BUPOBHMLTBI FOTOBOTO NiKapCbKOro
3acoby (He3Ha4Ha 3MiHa y npoueci BUpoBHMLTBA) -
ONTUMI3aLlisi NOPSIAKY BHECEHHS KOMMOHEHTIB Ha CTagisax
BMpobHmyoro npouecy (TIM4.1 NomoreHizauis
3aBaHTaxeHHs i Tl 4.5 Momorerisauis Ta onyaptoBaHHSA
cepii) i, K HacnigoK, 3aMiHa NPOMIKHOro NPOAYKTY
«["paHynsaT HeonyapeHWiny Ha NPOMKHWUIA NpoaykT « CyMill
ans TabneTyBaHHs»; 3MiHW | TMny - 3MiHK 3 sIKOCTI.
[oToBMI nikapcbknii 3aci6. 3miHM y BUpoOHULTBI. 3MiHa
po3Mipy cepii (BKMtoYaroum gianasoH po3mipy cepii)
roTOBOro fikapcbKkoro 3acoby (36inbweHHs go 10 pasis
NOPIBHSIHO i3 3aTBEPKEHNM PO3MIPOM)- 36inbLUEHHS
pPO3Mipy CTaHAapTHOI cepii, 3aTBEPKEHO: PO3MIP
CTaHAapTHOI cepii cTaHOBUTL 175 Kr, 3anNponoHOBaHO:
pO3Mip cTaH4apTHOI cepii ctaHoBUTbL 250 Kr, WO cknagae
71428 nakoB Ne10 6e3 ypaxyBaHHs1 BTpaT; 3MiHu | Tuny -
3MiHu 3 AkocTi. FoToBUIA Nikapcbkuii 3acid. 3miHn y
BUPOGHMUTBI. 3MiHa po3mipy cepii (Bktoyakum gianasoH
po3Mipy cepii) roToBOro nikapcbkoro 3acoby (3MeHLIEeHHs!
0o 10 pasiB) -3MeHLLIEeHHSA Po3Mipy CTaHAapTHOI cepii Ta
[ofaBaHHs anbTePHATUBHUX Cepili, 3aTBEPAXKEHO: PO3MIp
cTaHAapTHOI cepii cTaHOBUTL 175 Kr 3anponoOHOBaHO:
pO3Mmip CTaHAAPTHOI cepii CTaHOBUTBL 75 Kr, LU0 cKknagae
21428 nakoB Ne10 6e3 ypaxyBaHHs BTpaT. po3Mipu
anbTepHaTUBHUX CEpili CTaHOBNATL!
- 15 «kr, wo cknagae 4286 nakos Ne10 6e3 ypaxyBaHHSA
BTpaT; - 45 «kr, WwWo cknagae 12857 nakos Ne10 6e3
ypaxyBaHHs BTpaTt

3a

UA/15912/01/01

25.

AHr10-
BETAPTIH

PO34uH ANS iHY3in,
42 mr/mn no 100 mn
y nnsAwi, no 1
nnswui y kopobui 3
KapTOoHY

TOB
"BOPBAPTC
OAPMA"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny
- 3miHun wopo 6e3nekn/edeKTMBHOCTI Ta
dapmakoHarnsay. BeegeHHs abo 3MiHM fo y3aranbHeHWX
AaHnx npo cuctemy chapmakoHarnsagy (BBeAeHHs
y3aranbHeHVX AaHnX Npo cucTeMy chapmakoHarnsay,
3MiHa ynoBHOBaXeHoi ocobu, BianoBiganbHoi 3a
3AiCHEHHs hbapmakoHarnsgy; KOHTakTHoOI ocobu 3
dapMakoHarnagy 3asBHUKa Ans 34iNCHEHHs
dapmakoHarnagy B YKpaiHi, SKLWo BOHa BiAMiHHa Bif
YNOBHOBaXXEHOI 0CO0U, BiANOBIAaNbHOI 3@ 34iiCHEHHS
hapmakoHarnsiay (BkIoYarum KOHTaKTHI aaHi) Ta/abo
3MiHM Y pO3MiLLeHHi MacTep-darina cucteMm
bapmakoHarnsgy). 3miHa ynoBHOBaXXeHOi 0cobu
3asiBHMKa, BignosiganeHoi 3a dhapMakoHarnsg.
[itova pepakuis: IBacbkoBa Anna BacunisHa.
MponoHoBaHa pepakuisi: bagbsst OneHa AHaToniiBHa.
3MiHa KOHTaKTHUX JaHWUX YNOBHOBaXeHOi ocobu,
BignoBigansHoi 3a dpapMakoHarnag.

peuerimom

3a

UA/2417/01/01

26.

APUMIOEKC

TabneTkn, BKPUTI
NniBKOBOO

obornoHkot, no 1 mr;

AcTtpa3eHeka
IOK Nimiten

Benuka
BpuTaHis

16
Bupo6bHuk Kpaina
eUpPOb6HUKa
MpuBaTHe akuioHepHe YkpaiHa
TOBapUCTBO «IHy3is»
Brpo6HuK nikapcbkoro CLIA/
3acoby "in bulk": Benwka
AcTtpa3eHeka BpuTaHis

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHu | Tuny
- 3miHu Wwopao 6e3nekn/edekTMBHOCTI Ta

dhapmakoHarnsay. BeegeHHsi abo 3MiHM [o y3aranbHeHUX

peuerimom




17

[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk Kpaina

eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpayiliHo2o
noceio4yeHHs1

no 14 tabnetok y
GnicTepi; no 2
Gnictepn y
KapTOHHiI kopooLi

dapmacbtotukanc I,
CLUA; BupoGHuk,
BignoBiganbHUN 3a
nakyBaHHsi Ta BUMYCK
cepii: Actpa3eHeka
IOK Nimiten, Benvka
BputaHia

[aHuX Npo cuctemy dhapmakoHarnsgy (BBeAeHHs!
y3aranbHEeHUX AaHnx Npo cuctemy hapmakoHarnsagy,
3MiHa ynoBHOBaXkeHOI 0cobu, BianoBiganbHoi 3a
3AiicHeHHs hapmakoHarnsgy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asiBHUKa ANs 34iNCHEHHS
tapmakoHarnagy B YkpaiHi, SKLo BOHa BigMiHHa Big
yNOBHOBa)eHOi 0cobu, BignosiganbHoI 3a 30iNCHEHHS
chapmakoHarnsay (BKMYaum KOHTaKTHi AaHi) Ta/abo
3MiHW y PO3MilLleHHiI MacTep-tharnna cuctemm
tapmakoHarnagy) - 3miHa KOHTaKTHOI 0cobu 3asBHUKa,
BignoBiganbHoi 3a hapMakoHarnsag B Ykpaini. Lirova
pepnakuis: Mpyaies OeHnc OmutpoBuy.
MponoHoBaHa peaakuis: JlebeguHeup €nnsaserta
PomaHiBHa. 3MiHa KOHTaKTHMX AaHUX KOHTaKTHOI ocobun
3asBHMKA, BiANOBIAaNbHOI 3a hapmakoHarnag B YkpaiHi

27.

APUTMIN

Tabnetkun no 200 wmr,
no 10 Tabnetok y
6nictepi; no 2, 3 abo
5 GnictepiB y nayui 3
KapTOHY

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHNYMIA

LeHTp
"BopLuariscbk
W XiMiKo-
cthapmaueBTmy
HuI 3aBog"

YkpaiHa

My6niyHe akuioHepHe
TOBapucTBo "HaykoBo-
BMPOGHUYMIA LEHTP
"bopLuarisCcbkui
XiMiKO-
bapmaueBTUYHNIA
3aBoa”

YkpaiHa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis: 3MmiHu | Tuny
- 3miHu 3 akocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BianoBigHOCTI €BpONenchbKin
dapmakonei/MoHorpadii. NMogaHHsA HoBoro abo
OHOBJIEHOrO cepTudikaTa BiANoBIigHOCTi abo BUNyYeHHS
cepTudikaTa BignoBigHOCTIi €BponeWnchkin dapmakonei:
ons A®l; ons BuxigHoro matepiany/peareHTy/npoMi>kKHOro
NpPOAYKTY, LLIO BUKOPUCTOBYIOTLCS Yy BUPOOHMLTBI ADI; Ans
[OOMNOMiXHOT pevoBuHU (cepTudikaT BignosigHoCTi
€Bponevicbkin hapmakonei) - HoBui ceptudikaT Big Bxe
3aTBepakeHoro BMpobHuka. NogaHHs HoBoro cepTudikarta
BignoBigHocTi EBponelickkin chapmakonei Ne RO-CEP
2021-349 - Rev 00 gnsa A®| amiogapoHy rigpoxnopuay Big
BXe 3aTBepkeHoro BupobHuka Zhejiang Hengkang
Pharmaceutical Co., Ltd., Kutai. Ta, sk Hacnigokx,
BBEAEHHS HOBOT BUpoOHMYoi AinbHuui No.11 Chengen
Road Pubagang Town China-317 100 Sanmen, Zhejiang
Province.

3a
peuernmom

UA/1438/02/01

28.

APTEDXKA®-0
FrEnb

renb 5% no50r
a6o 100 r B Ty6i; no
1 1y6i B nayui

MNPAT
"OITOPAPM"

YkpaiHa

MNPAT "®ITOPAPM" YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu |
TMny - AGMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu 3asBHUKa (BNacHMKa peecTpauiiHoro
NoCBIQYEHHS)
3MiHa agpecu 3asBHMKA. 3MiHM BHECEHO B iHCTPYKLIitO ANS
MeaMYHOro 3acTOoCyBaHHSI NikapCcbkoro 3acoby y po3ain
«MicuesHaxomkeHHs 3asiBHUKa». TepMiH BBe4EHHS 3MiH
NpoTSArom 6 MicsLIB Micnsi 3aTBEPIKEHHS.

6e3
peuyenma

UA/19470/01/01

29.

APTPUOA®

PO34MH ONS iH eKLin,
100 mr/mn; no 2 mn
B amnynax; no 5
amnyn y noTky; no 2
NOTKM y nayui 3
KapTOHY

3AT
«Papmnira»

JlntoBCcbka
Pecny6bnik
a

XAYNT ®APMA
JIBPOH

DdpaHuis

BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: 3miHu Il
Tuny - 3MiHn 3 gkocTi. A®I. (iHwi 3miHn) OHOBREHHS
macTep-danna Ha APl xoHAPOiITUHY cynbdaTy HaTpito
Bia BUpobHuka Syntex S.A., ApreHTuHa 3 Bepcii CTD-CSI-
A04 Ha CTD-CSI-A05 sk Hacnigok BHECEHHS1 HE3HAYHUX
3MiH Ta pefakuiiHMX NpaBok Ao po3ainis: 3.2.S.1.
BaranbHi BnactusocTi, 3.2.S.2.2. On1c BMpoBHUYoro
npouecy Ta noro koHTponto, 3.2.S.4.1. Cneumndikauis,

3a
peuenmom

UA/15442/01/01
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[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpayiliHo2o

noceio4yeHHs1

3.2.8.4.2. AHaniTnyHi metoauku, 3.2.5.4.5.
O6rpyHTYBaHHSs cneuudikauin, 3.2.5.6 Cuctema
KOHTeHep/3akynoptoBanbHuii 3acio, 3.2.5.7. 1. Pestome
Lwoao ctabinbHOCTI Ta BUCHOBKWU. BBEOEHHS 3MiH
nNpoTArom 6-Tn MicsAUIB NicNsA 3aTBEPAXKEHHS

30.

ACMIPO3A®

Kancynu Teepgi no 5
mr/100 wmr; no 10
Kancyn y 6nictepi;
no 3 Gnictepu B
navuj

MpAT
"®apmaueBTun
YyHa dipma
"NapHuus"

YkpaiHa

Apawveg ®apma C.A.

MNonbLwa

BHECEHHS 3MiH 0O peecTpauinHnX maTepianis: 3MmiHu | Tuny
- 3miHm 3 akocTi. CepTudikat BignosigHocTi/lE-
cepTudikar BiaNoBIAHOCTI EBpONENCHKIn
dapmakonei/MoHorpadii. NMogaHHsA HoBoro abo
OHOBJIEHOrO cepTudikaTa BignoBigHOCTi abo BUNYyYEHHS
cepTudikaTa BiANOBIAHOCTI €BpoNenchbkin hapmakonei:
ons A®l; ons BuxigHoro matepiany/peareHTy/NpoMibKHOro
NpPOAyKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; aAns
[OMOMIKHOI peqoBUHU (cepTudikaT BigNoBiAHOCTI
€Bponecbkin dapmakonei) - OHoOBNeHU cepTudikart Big
yXe 3aTBepaKeHoro BUpobHMKa.

[MoaaHHa oHoBneHoro cepTudikaTty BianosigHocTi €D Ne
R1-CEP 2000-042-Rev 04 (3aTtBepmxeHo Ne R1-CEP
2000-042-Rev 03) ans A®| AueTtuncaniumnosa KucnoTa
Bif BXe 3aTBepaxeHoro BupobHuka The Andhra Sugars
Limited, Ingis.

3a
peuernmom

UA/18799/01/01

31.

ACNIPO3A®

Kancynu Teepgi no
10 mr/100 mr; no 10
kancyn y 6nicrepi;
no 3 6nictepu B
nayui

MpAT
"®apmaueBTn
YHa dipma
"NapHuug"

YkpaiHa

Apamepn ®apma C.A.

MNonbwa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny
- 3miHm 3 akocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI €EBponenchkii
dapmakonei/MoHorpadii. NMogaHHsA HoBoro abo
OHOBJIEHOrO cepTudikaTa BignoBigHOCTi abo BUNy4YeHHs
cepTudikaTa BignosigHocTi €Bponeiickbkiin hapmakonei:
ans A®l; ona BMxigHOro martepiany/peareHTy/npoMipKHOTO
NpPOAYKTY, LLIO BUKOPUCTOBYHOTLCS Yy BUPOOHMLTBI ADI; Ans
[OOMNOMiXHOT peqoBuHU (cepTudikaT BignosigHoCTi
€Bponelicbkin hapmakonei) - OHoBNeHWn cepTudikaT Bif,
yXKe 3aTBEPKEHOro BUPOBHYKa.

MopaHHs oHoBneHoro cepTudikaTty BianosigHocTi €D Ne
R1-CEP 2000-042-Rev 04 (3atBepgxeHo Ne R1-CEP
2000-042-Rev 03) ana A®| Auetuncaniuunosa kucrnota
Bif BXe 3aTBepaeHoro BupobHuka The Andhra Sugars
Limited, Ingis.

3a
peuernmom

UA/18799/01/02

32.

ACNIPO3A®

Kancynu TBepgi no
20 mr/100 mr; no 10
kancyn y 6nicrepi;
no 3 6nictepu B
navuj

MpAT
"®apmaueBTn
YHa dipma
"OapHuus”

YkpaiHa

Apamepn ®apma C.A.

MNonbwa

BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3MiHu | Tuny
- 3miHu 3 sikocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BiaNoBIAHOCTI €BpONENChKin
dapmakonei/MoHorpadii. NMogaHHsA HoBoro abo
OHOBMEHOoro cepTudikaTta BignoBigHoCTi abo BUNYYEHHS
cepTudikaTa BiANoBigHOCTI €BponeWickbkin dhapmakonei:
ans A®l; onsa BuxigHOro martepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOGHULTBI ADI; Ans
[OMOMIXXHOT peqyoBUHU (cepTudikaT BignoBigHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHWn cepTudikaT Bif,
yXe 3aTBepiKeHoro BUpobHuka.
lMogaHHsa oHoBneHoro cepTudikaTty BignosigHocTi EP Ne

3a
peuerimom

UA/18799/01/03
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[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk Kpaina

eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

R1-CEP 2000-042-Rev 04 (3aTtBepmpkeHo Ne R1-CEP
2000-042-Rev 03) ana A®| Auetuncaniuunosa kucrnota
Bif] BXXe 3aTBepaeHoro BupobHuka The Andhra Sugars

Limited, IHgis

33.

AT®-NIOHI®

Tabnetku no 10 mr;
no 10 Tabnetok y
6nicTepi; no 3 abo 4
6nictepu B kopobuyj;
no 10 TabneTtok y
6nictepi

TOB
"®apmaueBTn
YHa KOMMNaHis

"®apKoC"

YkpaiHa

TOB "dapmaueBTuyHa
KoMnaHisi "®apKoC"

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny
- 3MiHu 3 sikocTi. FoTOBMIA Nikapcbkuii 3acio. Cuctema
KOHTeNHep/3akynoptoBarnbHuUi 3aci6. 3MiHa po3mipy
yNaKoBKW roTOBOTO fikapCbKoro 3acoby (3miHa KinbKocTi
OAMHWLL (Hanpuvknag TabneTok, amnyrn ToLWo) B yNakoBLyi:)
- 3MiHa no3a gianasoHoOM 3aTBEPOKEHUX PO3MIpIB
yNakoBkU. BHeCeHHs anbTepHaTUBHOIO NaKyBaHHsI
nepBuHHOI ynakoBkn Ne 10 TabneTtok (6e3 BTOPUHHOT
yNakoBKK), 3 BignNoBigHUMM 3MiHamu B p. «YnakoBka» MKA
113. MNMepBrHHUIA NaKyBanbHWUIA MaTepian He 3MiHMBCS.
3MiHM BHECeHi B iHCTPYKLi0 AN MEAWYHOIO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "Ynakoska", sk Hacnigok
nosiea anbTEPHATMBHOIO TEKCTY MapKyBaHHS MEPBUHHOIT
ynakoBku Ne10 (6e3 BTOPUHHOI).

be3
peuenma

UA/3121/01/03

34.

AT®-NIOHI'®

Tabnetku no 20 wmr;
no 10 Tabnetok y
6nicTepi; no 3 abo 4
onictepu B KOpoOLy;
no 10 Tabnetok y
6nicTepi

TOB
"®apmaueBTn
YHa KOMNaHis

"®apKoC"

YkpaiHa

TOB "dapmaueBTuyHa
komMnaHisi "®apKoC"

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny
- 3miHu 3 AkocTi. FoToBMIA Nikapcekuii 3acib. Cuctema
KOHTelHep/3aKynoptoBanbHUiA 3aci6. 3MiHa po3mipy
yNaKoBKM1 roTOBOro MikapCbKoro 3acoby (3MiHa KiflbKOCTi
oavHULb (Hanpuknag TabneTok, amnyn TOLo) B yNakoBLi:)
- 3miHa no3a Adiana3oHoM 3aTBEPAXEHNX PO3MIpIB
ynakoBku. BHeCEeHHS anbTepHaTUBHOTO NakyBaHHSA
nepsuHHoi ynakosku Ne 10 TabneTok (6e3 BTOpUHHOI
ynakoBku), 3 BianoBigHUMK 3MiHamu B p. «YnakoBka» MKA
3. MNepBYHHUIA NaKyBanbHWUIA MaTepian He 3MiHMBCS.
3MiHN BHECEHI B iHCTPYKLitO ANS MEAWYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "YnakoBka", Sk Hacnigok
nosiea anbTePHaTUBHOIO TEKCTY MapKyBaHHS MEPBUHHOI
ynakoBku Ne10 (6e3 BTOPMHHOI).

6e3
peuenma

UA/3121/01/02

35.

BETAJIOK

pPO34MH Ans iH'ekuin,
1 mr/mn; no 5mn B

amnyni; no 5 amnyn
Y KapTOHHilA kopoobui

AcTtpa3eHeka
AB

LBeuis

CeHekci PpaHuis

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny
- 3MiHn wopo 6e3nekn/edPeKTNBHOCTI Ta
capmakoHarnsgy. BeegeHHst abo 3MiHM 00 y3aranbHEHUX
[AaHux npo cuctemMy chapmMakoHarnsay (BBegeHHs
y3aranbHeHUX AaHuX Npo cuctemMy dhapmakoHarnsgy,
3MiHa ynoBHOBaXeHoi ocobu, BignoBigansHoi 3a
30iNCHEHHS1 (hapMakoHarnsiay; KOHTakTHOT ocobu 3
dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHSsI
thapmakoHarnagy B YKpaiHi, SKL0 BOHa BiAMiHHA Bif
yNoOBHOBaXeHOoI 0cobu, BignoBiaansHoi 3a 3aiNCHEHHS
dapmakoHarnsaay (BKoYarym KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MilLleHHi MacTep-daiina cuctemu
hapmakoHarnsigy) - 3MiHa KOHTaKTHOT 0cobu 3asiBHUKa,
BignoBiganeHoi 3a hapMakoHarnag B Ykpaini. [irova
pepakuis: Mpygies Aennc AMutpoBuny.
MponoHoBaHa pepakuis: fllebeanHeub €nnsaseta
PomaHiBHa. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobun

3a
peuernmom

UA/2769/01/01
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[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpayiliHo2o

noceio4yeHHs1

3asiBHMKA, BignoBigansHoi 3a dpapMakoHarnsg B YkpaiHi

36.

BETAJIOK 30K

TabneTku, BKpUTI
nniBKkOBOIO
obonoHkoto, 3
YMOBIfbHEHNM
BMBINIbHEHHSAM MO
100 wmr, no 30
TabneTok y chnakoHi;
no 1 conakoHy B
KapTOHHiI kopooLi

Actpa3eHeka
AB

LBeuis

Actpa3eHeka Ab

LLBeuis

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny
- 3MiHN Wwopno G6e3nekn/eddeKkTBHOCTI Ta
apmakoHarnagy. BeegeHHsi abo 3MiHv [0 y3aranbHeHux
AaHnx npo cuctemy chapmakoHarnsgy (BBeAeHHs
y3aranbHeHUX AaHunx Npo cucTemy chapmakoHarnsgy,
3MiHa ynoBHOBaXeHOI 0coby, BignosigansHoi 3a
30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
chapmakoHarnagy 3agBHUKa Ans 30iIMCHEHHA
tapmakoHarnagy B YkpaiHi, Ko BOHa BiAMiHHA Bif
YMOBHOBaXEHOi 0cOOM, BignoBiganbHOI 3a 30iNCHEHHS
capmakoHarnagy (Bkrovar4m KOHTaKTHI AaHi) Ta/abo
3MiHW y PO3MilLleHHI MacTep-carnna cuctemm
dapmakoHarnagy) - 3miHa KOHTaKTHOI 0CObM 3asBHUKA,
BignoBsiganebHOI 3a hapmakoHarnag B Ykpaiti. Jitova
pepnakuis: Mpyaies Oennc OmutpoBuy.
[MponoHoBaHa pepakuis: JlebeguHeup €nvsaeerta
PomaHiBHa. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu
3asBHMKA, BigNOBIAaNbHOI 3a hapmakoHarnag B YkpaiHi

3a
peuerimom

UA/3066/01/02

37.

BETAJIOK 30K

TabneTkn, BKpUTI
NniBkOBOIO
oboroHkoto, 3
YMOBINbHEHNM
BUBINbHEHHAM MO 25
mr, no 14 TabneTtok
y bnicTtepi; no 1
6nictepy B
KapTOHHiIN kopobui

AcTtpa3eHeka
AB

LBeuis

Actpa3eHeka Ab

LBeuis

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny
- 3MiHN Wwopno G6e3nekn/eddekTUBHOCTI Ta
capmakoHarnsgy. BeegeHHst abo 3miHM 0O y3aranbHEHNX
AaHux npo cuctemy chapmakoHarnsagy (BBeAeHHs
y3aranbHeHWX AaHnX nNpo cucTeMy chapmMakoHarnsay,
3MiHa ynoBHOBaxeHoi ocobu, BianoBigansHoI 3a
3AiCHEHHs hbapmakoHarnsgy; KOHTakTHoOI ocobu 3
dapMakoHarnagy 3asBHUKa Ans 34iNCHEHHs
dapmakoHarnagy B YKpaiHi, SKL0 BOHA BiAMiHHA Bif
YMOBHOBAXEHOi 0cobM, BignoBiganbHOI 3a 30iNCHEHHS
hapmakoHarnsay (BkIoYarum KOHTaKTHI aaHi) Ta/abo
3MiHM Y pO3MilLleHHi MacTep-daiina cuctemu
dapmakoHarnagy) - 3miHa KOHTaKTHOI 0CObM 3asBHUKA,
BignosiganeHoi 3a apMakoHarnag B Ykpaini. [irova
pepakuis: MNpygies JeHnc AMuTpoBm.
[MponoHoBaHa pepakuis: JlebeguHeup €nnsaeerta
PomaHiBHa. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI ocobun
3asBHVKa, BignosiganbHoi 3a dpapmMakoHamsg B YkpaiHi

3a
peuerimom

UA/3066/01/03

38.

BETAJIOK 30K

TabneTkn, BKPUTI
NniBkOBOI
060nnoHKoM, 3
YMNOBINIbHEHUM
BUBINbHEHHAM Mo 50
mr, no 30 TabneTok
y donakoHi; rno 1
dnakoHy B
KapTOHHiIl kopobui

AcTtpa3eHeka
AB

LBeuis

Actpa3eHeka Ab

LLBeuis

BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3MiHu | Tuny
- 3miHu Wwopao 6e3nekn/edekTUBHOCTI Ta
bapmakoHarnsgy. BeegeHHst abo 3MiHM fo y3aranbHeHuX
OaHuX Npo cucTeMy chbapMakoHarnsay (BBeAeHHs
y3aranbHeHVX JaHnx nNpo cucTeMy chapmMakoHarnsiay,
3MiHa YyNoOBHOBaXXEHOT 0CO0M, BiANOBiAanbHOI 3a
3AiiCHEeHH: hbapmakoHarnsgy; KOHTakTHoOT ocobu 3
dapmakoHarnagy 3asBHUKa ANns 34iNCHEHHS
dapmakoHarnagy B YkpaiHi, K0 BOHa BiAMiHHA Bif
YNOBHOBaXXEHOI 0COOU, BiANOBIAaNbHOI 3@ 34iiCHEHHS
hapmakoHarnsiay (BKoYarum KOHTaKTHI AaHi) Ta/abo
3MiHW Y pO3MilLleHHi MacTep-gaiina cuctemu

3a
peuerimom

UA/3066/01/01




21

[TponoBkeHHs noaarka 3

Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
thapmakoHarnagy) - 3miHa KOHTaKTHOI 0cobu 3asBHMKA,
BignoBiganbHoi 3a hapMakoHarnsag B Ykpaini. [irova
pepnakuis: Mpyaies OeHnnc OmutpoBuy.
MponoHoBaHa peaakuis: JlebeguHeup €nnsaseta
PomaHiBHa. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobun
3asiBHMKA, BignoBiganbHoi 3a papmakoHarnsg B YkpaiHi
39. | BIKANYTAMIA TabneTku, BKpUTI [xeHnedapm Ipeuis Ixenedapm C.A. Ipeuis BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: TexHivHa 3a UA/19121/01/01
DXKEHE®APM NniBKOBOIO C.A. nomurika (3rigHo Haka3y MOS Big 23.07.2015 Ne 460). peuernmom
obornoHkoto, no 50 TexHiYHy NOMUIKY BUMPaBMeHO B TEKCTi MapKyBaHHs Ha
Mmr; no 14 TabneTok BTOPWHHII ynakoBLj Nnikapcbkoro 3acoby. 3aTBepmxeHo: 3.
y 6nictepi; no 2 NEPENIK AOMNOMPKHNX PEYOBWH OonomixHi
Gnictepun y pPEeYvYoBUHU: NakTo3a, MoHorigpaT; nosigoH K-25; HaTtpito
KapTOHHiIN kopoOLi KpoxManbriikonsaT (Tun A); marHito cteapat. O6oroHka
TabneTku: rinpomenoasa rinpomeno3sa (5¢cP); TutaHy
niokeng (E 171); nponinenrnikons. [Ans getanbHoi
iH(bopMaLii AMB. IHCTPYKUiO ANs MEQUYHOro
3acTOCyBaHHS. 3anponoHOBaHO:
[onomixkHi pe4oBUHW: NakTo3a, MoHorigpaT; nosigoH K-25;
HaTpilo KpoxmanbernikonaTt (Tun A); marito cteapar.
ObonoHka TabneTku: rinpomeno3sa (5¢cP); TutaHy giokena
(E 171); nponineHrnikonb. [nsa getanbHoi iHpopmalii guBe.
iHCTPYKUil0 ANst MEAUYHOrO 3acToCyBaHHs. 3a3HayeHe
BWMpPaBIIEHHS BiAMNOBiAae maTepianam peecTpauiiHoro
OOCbE.
40. | BO3YNi® TabneTkun, BKpUTI MN®ANIEP CLUA BMPOGHMLTBO, HimeuyunHa/ | BHeceHHsi 3MiH 4O peecTpaLiiHnx maTtepianis: 3miHu | Tuny 3a UA/17245/01/01
NniBKOBOO EWY. CI. M. nakyBaHHs1, KOHTPOIb Yexis - 3MiHK 3 gKocTi. FoToBUIA NiKapcbkuii 3acib. 3miHn y peuernmom
obornoHkoto, no 100 KOPMOPENLU SIKOCTi Ta BUMYCK cepil: BUPOGHMUTBI. 3MiHa iMnopTepa/3miHu, WO CTOCYTbCS
mr; no 14 TabneTok H Mdpanzep BUMYCKY Cepil Ta KOHTPOO SKOCTi FOTOBOTO JiKapCbKOro
y 6nicTepi; 2 MeHtodekyypuHr 3acoby (3amiHa abo gogaBaHHA AiNbHULI, Ha SIKin
Gnictepn y Oonuneng MvbX, 30iNCHIOETECS KOHTPOMNb/BUNPOOYBaHHS cepii) BBeAEHHS
KapTOHHIN kopobLyj; HimeyuuHa; anbTepHaTUBHOI AiNbHWLi AN 34iIACHEHHS BUNPOOYyBaHb
no 120 TabneTok y BMPOGHMLTBO, cTabinbHOCTi roTOBOro fnikapcbkoro 3acoby KeiHTa —
donakoHi, 1 dnakoH KOHTPOrb SIKOCTi: AHaniTuka c.p.o., Npa3sbka 1486/18c, MNMpara 10, Yexis
Y KapTOHHIlA kopobLi; Ekcenna Mv6X & Ko. /Quinta — Analytica s.r.o., Prazska 1486/18c, Praha 10,
no 14 tabnetok y KI, HimeuumHa; 102 00,Czechia.
6nicTepi; 2 Gnictepun TECTyBaHHs npu
Y KapTOHHIlA kopobui [LOCTioKeHHI
cTabinbHoCTi:
KBiHTa-AHaniTuka
c.p.o., Yexia
41. | BO3YNi® TabneTku, BKPUTI NeANIEP CLUIA BMPOGHMLTBO, HimeuumnHa/ 3MiHu | TUny - 3MiHK 3 sikocTi. FoToBMIA Nikapcbkuii 3acib. 3a UA/17245/01/02
NniBKOBOO EWY. CI. M. nakyBaHHs1, KOHTPOIb Yexis 3MiHu y BUpo6HMUTBI. 3MiHa iMnopTepa/3miHu, Lwo peuernmom
obornoHkoto, no 500 KOPMOPENLU AKOCTi Ta BUMYCK Cepil: CTOCYITbCH BUMYCKY Cepii Ta KOHTPOIH0 SIKOCTi FOTOBOrO
Mmr; no 14 TabneTok H Mdpansep nikapcbkoro 3acoby (3amiHa abo JoaaBaHHs AinbHUUI, Ha
y bricTepi; 2 MeHtodek4ypuHr SV 30IMCHIOETBCSA KOHTPOMNbL/BUNPOBOYBaHHS cepii)
onictepn y Hownuneng M'moX, BBEEHHS anbTepHaATUBHOI OiNbHUL ANSA 30iACHEHHS
KapTOHHiIl kopobuyj; HimevuunHa; BUNpobyBaHb CTabinbHOCTi FOTOBOrO NikapCbkoro 3acoby
no 30 Tabnetok y BUPOBHMUTBO, KBiHTa — AHanituka c.p.o., lMpa3sbka 1486/18c, lNpara 10,
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
dnakoHi, 1 donakoH KOHTPOIb SIKOCTI: Yexist /Quinta — Analytica s.r.o., Prazska 1486/18c, Praha
Y KapTOHHI kopobui; Ekcenna Nv6X & Ko. 10, 102 00,Czechia.
no 14 tabnetok y KI, HimeuumHa;
6nictepi; 2 6nictepu TECTyBaHHs Npun
Y KapTOHHIl kopobuUi OOCHigKEHHi
cTabinbHoCTi:
KBiHTa-AHaniTuka
c.p.o., Yexis
42. | BOPHOI pO34MH ons MPAT YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3MiHu | 6e3 UA/8197/01/01
KUCINOTU 30BHILUHLOIO "®ITOPAPM" TMny - AGMiHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuenma
PO34MH 3acTocyBaHHs, Ta/abo agpecu 3asiBHUKA (BNacHUKa peecTpauiniHoro
CMNUPTOBUN cnupToBui 2 %; no nocsigyeHHs1) 3miHa agpecy 3asiBHUKa. 3MiHW BHECEHO B
10 mn, no 25 mny iHCTPYKLUilO AN MeQMYHOro 3aCTOCYBaHHS NiKapCbKOro
dnakoHax; no 25 mn 3acoby y po3gin «MicuesHaxodKeHHs 3asiBHUKay. TepMiH
y dbnakoHi; no 1 BBEAEHHSA 3MiH NPOTArom 6 MicauiB Nicnsa 3aTBepAXEHHS.
hbnakoHy B navui 3
KapToHY
43. | BPUNIHTA TabneTkn, BKpUTI AcTtpa3eHeka LLsewis AcTtpa3eHeka Ab Lsewis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny 3a UA/12164/01/01
NniBKOBOIO ABb - 3MiHN wopo 6e3nekn/edPeKTNBHOCTI Ta peuenmom
o6onoHkoto, no 90 cdapmakoHarnsgy. BeegeHHst abo 3MiHM 0o y3aranbHeHUx
Mr no 14 Tabnetok y AaHnx npo cuctemy hapmakoHarnsaay (BBeAeHHs
6nictepi; no 1 abo 4 y3aranbHeHVX AaHnX Npo cuctemMy chapmakoHarnsgy,
Gnictepn y 3MiHa ynoBHOBaXeHoi ocobu, BiANoBiganbHoI 3a
KapTOHHIN kopooLi 3AiCHEHH: hbapmakoHarnsgy; KOHTakTHoOI ocobu 3
dapmakoHarnagy 3asBHUKa AN 30iNCHEHHSsI
dapmakoHarnagy B YKpaiHi, SKWo BOHa BiAMiHHa Bif
YMOBHOBAXEHOi 0cobM, BianoBiganbHOI 3a 30iNCHEHHS
dapmakoHarnsaay (BKIoYaum KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MiLLEeHHi MacTep-danna cucteMm
dapmakoHarnagy). 3mMiHa KOHTaKTHOI 0cobu 3asiBHMKA,
BignoBiganbHoi 3a hapMakoHarnsag B Ykpaini. [irova
pepakuis: MNpygies JeHnc AmuTtposuy. NponoHoBaHa
pepakuis: JlebeanHeub €nnsaseta PomaHiBHa. 3miHa
KOHTAKTHUX JAHMUX KOHTaKTHOI 0CO6U 3asiBHWMKA,
BifgnoBiganeHoi 3a dpapMakoHarnag B YKpaiHi.
44. | BPUNIHTA TabneTkn, BKpUTI AcTtpa3eHeka LLIsewis Actpa3eHeka Ab LLIsewis BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3MiHu | Tuny 3a UA/12164/01/02
NniBKOBOI AB - 3MiHN Wwopo 6e3nekn/edPeKTBHOCTI Ta peuenmom
obornoHkoto, no 60 dapmakoHarnsgy. BeeaeHHs abo 3MiHM 4o y3aranbHeHux
mr, no 14 TabneTok [aHuX Npo cuctemy dpapmakoHarnsay (BBeAeHHs
y 6nicTepi; no 4 y3aranbHeHUX AaHuX Npo cuctemMy dhapmakoHarnsgy,
Gnictepu y 3MiHa ynoBHOBaXeHoi ocobu, BianoBiganbHoI 3a
KapTOHHiI kopooLi 3AiiCHEeHH hbapmakoHarnsgy; KOHTakTHoOT ocobu 3
dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHSsI
dapmakoHarnagy B YKpaiHi, SKLWo BOHa BiAMiHHA Bif
YNOBHOBaXXEHOI 0COOU, BiANOBIAaNbHOI 3@ 34iICHEHHS
dapmakoHarnsaay (BKoYarym KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MiLLeHHi MacTep-darina cuctemm
dapmakoHarnagy). 3mMiHa KOHTaKTHOI 0cobu 3asiBHMKA,
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BignoBigansHoi 3a hapMakoHarnsg B Ykpaini. [irova
pepakuis: Mpyaies Aennc Jmutposuny. MNMponoHoBaHa
penakuis: NlebegnHelp €nnsaseta PomaHiBHa. 3miHa
KOHTaKTHUX JaHWUX KOHTaKTHOI 0cobu 3asiBHUKA,
Bi4NoBiganbHoi 3a papmakoHarnag B YKpaiHi.
45. | BYOECOHIO cycneHsis gns ACTPA3EHEK LBeuis BUPOBHMUTBO, LLBeuis BHECEHHS 3MiH [0 peecTpauiinHmx maTepianis: 3MiHu | 3a UA/19102/01/01
ACTPA3EHEKA | po3nunenHs, 0,25 A ABb KOHTPOIb SIKOCTi Ta Tuny - 3MiHK Wwoao G6e3nekn/edeKTUBHOCTI Ta peuenmom
Mr/Mf; Mo 2 mn B BMNYCK cepii: apmakoHarnagy. BeegeHHsi abo 3MiHv [0 y3aranbHeHux
KOHTENHepi; no 5 Actpa3eHeka Ab, [aHuX Npo cuctemy dapmakoHarnsgy (BBeaeHHs
KOHTENHepIB Y LWBeuia y3aranbHeHuX faHux Npo cuctemy hapmakoHarnsgy,
KOHBepTi; no 4 KOHTPOIb SKOCTI: 3MiHa ynoBHOBaXeHOi ocobu, BignoBigansHoI 3a
KOHBEPTU Y AcTtpa3eHeka Ab, 3AiicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobu 3
KapTOHHiIN kopoOLi LBeuis chapmakoHarnagy 3asgBHUKa Anst 30iNCHEHHA
dapmakoHarnagy B YKpaiHi, SKLo0 BOHa BiAMiHHA Bif
yNoOBHOBa)eHOi 0cobu, BignosiganbHoI 3a 34iNCHEHHS
capmakoHarnagy (Bkrovar4m KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MilLleHHI MacTep-daiina cuctemu
tapmakoHarnagy) 3MiHa KOHTakTHOT 0cobu 3asiBHMKA,
BignoBsiganebHOI 3a hapmakoHarnag B Ykpaiti. Jitova
pepakuis: Mpyaies Aennc Omutposuny. MNMponoHoBaHa
penakuisi: NlebeguHelpb €nnsaseta PomaHiBHa. 3miHa
KOHTaKTHUX JaHWUX KOHTaKTHOI 0cobM 3asiBHWMKA,
BiZNoBiganbHoi 3a papmakoHarnag B YKpaiHi.
46. | BYOECOHIO cycneHsisi ansi ACTPA3EHEK LLBeuis BMPOGHMLTBO, LLBeuis BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3minHu | 3a UA/19102/01/02
ACTPA3EHEKA | posnunenHs, 0,5 A ABb KOHTPOIb SIKOCTi Ta TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuenmom
Mr/mn; o 2 mn B BUNYCK cepii: dapmakoHarnsay. BeegeHHs abo 3MiHM [o y3aranbHeHWX
KOHTelnHepi; no 5 Actpa3eHeka AB, [AaHuX nNpo cucteMy papmMakoHarnsay (BBeAeHHs
KOHTENHepIB y LLseuis y3aranbHEeHUX AaHNX Npo cucTemy chbapmakoHarnsgy,
KOHBepTi; no 4 KOHTPOIb SKOCTI: 3MiHa ynoBHOBaXeHoi ocobu, BianoBigansHoI 3a
KOHBEPTU Y Actpa3eHeka AB, 30iACHEHHS (hapMaKkoHarnsigy; KOHTakTHoT ocobu 3
KapTOHHIN kopobui LLisewis apmakoHarnsay 3asBHUKa Ans 30iNCHEHHS
dapmakoHarnagy B YKpaiHi, SKL0 BOHA BiAMiHHA Bif
ynoBHOBaXeHoI ocobu, BignosiaansHoi 3a 3aiNCHEHHS
hapmakoHarnsiay (BkoYarym KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MilLleHHi MacTep-daiina cuctemu
papmakoHarnsigy) 3miHa KOHTaKTHOT 0cobu 3asiBHUKA,
BignosiganeHoi 3a apMakoHarnsag B Ykpaini. [irova
pepakuis: Mpygies Aennc mutpoBud. MNMponoHoBaHa
pepakuisi: JllebeamHeub €nnsaseta PomaHiBHa. 3miHa
KOHTaKTHUX JaHWUX KOHTaKTHOI 0cObM 3asiBHWMKA,
BiAMoBiganbHoi 3a dapmakoHarnsg B YKpaiHi.
47. | BYOECOHIO NOpPOLLOK AN OpioH DiHnaHaisa OpioH KopnopewiH diHnaHaisa BHECEHHS1 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny 3a UA/14857/01/01
I3IXENNEP iHransauin, 200 KopropeniuH - 3MiHu 3 skocTi. FoTOBMIA Nikapcbkuii 3acio. Cuctema peuenmom
MKr/go3sa; no 200

003 B iHransaTopi 3
3aXNCHUM
KOBMAYKOM y
namiHoBaHoMy

naketi; no 1

KOHTEMHep/3akynoproBanbHuii 3acio. 3miHa
rnocTayarnbHvKa nakyBanbHUx matepianis abo
KOMMMEKTYIOUMX (SKLLO 3a3HaYeHO B AOChE) (3amiHa abo
[0o[aBaHHA noctavanbHuka) - [logaBaHHs
anbTepHaTUBHOrO noctavarnbHuka 6apeHuka (Treffert

GmbH & Co. KG.), o BXxoguTb A0 CKNagy 3axX1cHOro
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
namiHoBaHoOMy KoBMayka iHranatopa, 3 BignoBigHUMKU 3MiHamMu B p.
nakeTy B KAPTOHHIN 3.2.P.7. CncTema KoHTeliHep/3aKynoptoBanbHuWii 3acit. A
kopo6ui; no 200 o3 TaKoX BKIMHOYEHHS iHdhopMaLii B po3ain, LWwo nnacTmMkosa
B iHrandarTopi 3 CcMpoBMHa abo noctavanbHUKKM ByayTh NPURHATI 40
3aXNCHUM BUKOPUCTAHHS, SIKLLO A0BEAEHO, LLO AKICTb NOTOYHOrO Ta
KOBMNa4koMm y 3anponoHOBaHOro maTtepianis O4HaKkoBa; 3MiHu | Tuny -
namiHoBaHoOMy 3MiHM 3 skocTi. FoTOBMIA Nnikapcbkuii 3aci6. KoHTponb
nakerti; no 1 roToBOro nikapcbkoro 3acoby. 3miHa napameTpis
namiHoBaHoOMy cneundikauii Ta/abo JoNyCcTUMMX MEX FrOTOBOro
nakeTty Ta nikapcbKkoro 3acoby (BUINyYeHHs1 HE3HAYHOro MoKasHVKa
3aX1CHOMY (Hanpuknag 3acTapinoro nNokasHuka, Takoro sk 3anax Ta
KOHTENHEpY ans cmak, abo igeHTudikauis 6apBHUKIB Y CMaKOBUX
iHransaTopa B no6aBok)) - BuganeHHs nokasHuka «BmicTt Bogn» (€0,
KapTOHHIN kopobui 2.5.12) (kpuTepin npunHaTHOCTI 4,5-5,5 %) i3 cneumndikauii
M3 (cneuudikauis npy BUNycky; cneumdikalis npoTarom
TepMiHy npuaaTHoCTi Npu 36epiraHHi B namiHoBaHOMY
nakerTi; cneuyundikaLis NpoTArom TepMiHy NpUAaTHOCTI Npu
30epiraHHi y BigKpUTOMY NamMiHOBaHOMY MaKeTi)
48. | BAKC3EBPIA po3unH ans iH'ekuin; | ACTPASEHEK LLBeuis BupobHuLTBO ITanis BHECEHHS 3MiH 40 peecTpauitHux maTtepianis: 3MiHu | 3a UA/18777/01/01
(VAXZEVRIA) no 5 M po3yvHy B A Ab nikapcbkoro 3acoby, Tuny - 3MiHM Wwopo 6esnekn/edeKTUBHOCTI Ta peuernmom
10-gosoBomy BUNpobyBaHHSA tapmakoHarnagy. 3miHa y KOpoTKili xapakTepucTumui

hnakoHi (npo3ope
ckno Tuny 1) 3
npo6koto (rymMoBoto 3
antoMiHieBnm
0GXUMHUM
koBnaykom), no 10
dnakoHiB y
KapTOHHiIl kopobui

KOHTPOIO AKOCTi
nikapcbKkoro 3acoby
(mikpobionorivHi
(mikpobionoriuyHa
yucroTa):
BMNPOOYBaHHS Ha
GakTepianbHi
eHgoTokeuHn (LAL-
TecT); MikpobionoriyHi
(cTepunbHicTb):
CTEPUIBHICTb;
i3nyHi/XimivHi: onuc
(konbOpOBICTb,
Npo30piCTb Ta BUAUMI
yacTku), pH,
OCMOMASBHICTb,
o6’em, o
BUTSITAETHCS),
BTOPWMHHA ynakoBKa
KATANEHT AHAHbI
C.P.1I., Itanis

nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii ans
MeOMYHOro 3aCTOCyBaHHSA Ha NiACTaBi perynspHo
OHOBOBAHOrO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
JocnimxeHb 3 6e3neky 3acTocyBaHHS fikapcbkoro 3acoby
B nicnsapeecTpauinHuii nepiof, abo sk pesynbTaTt OLiHKN
3BiTY 3 AOCHiAXeHb, MPOBeAEeHUX BiANOBiAHO A0 NnaHy
nepgiaTpuyHux gocnigkeHns (PIP) (iHwi 3miHM) BHeceHo
OHOBIEHy iHdopMaLiito 4O KOPOTKOI XapaKTepPUCTUKM
nikapcbkoro 3acoby B po3ain "4.4 OcobnuBocTi
3acTocyBaHHs" (CTOCOBHO LiepebpoBacKynsipHOro
BEHO3HOrO Ta CMHYCOBOro Tpombo3y 6e3
TpombBouuToneHii). BignosiaHi oHoBNeHHs iHdopmaLii
BHECEHO [0 TEKCTY NUCTKa-BKNaauLa: iHdopmauii ans
KopucTyBaya. 3asHayeHi 3MiHM BianoBigarTb iHhopmaLii,
3aTBepgkeHin BOOS. 3minu Il Tuny - 3miHu wopno
6e3nekn/edekTMBHOCTI Ta hbapmMakoHarnsay. 3miHu y
KOPOTKii XapaKTepucTu1Li Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHs Ta IHCTPYKLUIii ANs MeAUYHOro 3aCTOCYBaHHS Y
3B’A3KY i3 HOBUMMW JaHUMWU 3 SIKOCTi, AOKNIHIYHUMNU,
KNiHIYHUMW JaHUMK Ta AaHnMK 3 hapMakoHarnagy -
BHeceHo oHOBREeHy iHdopMaLito A0 KOPOTKOT
XapaKTepuUCTMKM Nikapcbkoro 3acoby B po3ain "4.4
OcobnmBocTi 3acTocyBaHHA" (LLLOAO YacTOTU NOBIAOMMEHb
npo TpomGoembonii Ta cuHapoMy TpomBoLuuToneHii nicnsi
Apyroi Ao3n). 3a3HayeHi 3MiHuW BignoBigatoTb iHpopMalLlii,
3aTBepakeHin BOOS. 3minun Il Tuny - 3MiHu wopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay. 3miHu y
KOPOTKili XapakTepu1cTuLi Nnikapcbkoro 3acoby, TeKCTi
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Ymoeu

Homep

Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

aidnycky

peecmpayiliHo2o
noceio4yeHHs1

MapKyBaHHSs! Ta IHCTPYKUii ANS MEAWYHOrO 3aCTOCYBaHHS y
3B’A3KY i3 HOBMMMW JAHUMWU 3 SIKOCTi, AOKNiHIYHUMU,
KNiHIYHUMKW JaHUMK Ta JaHuMK 3 dhapmakoHarnagy -
BHeceHo oHOBReHy iHdopMaLito 40 KOPOTKOT
XapaKkTepucTuky nikapcbkoro 3acoby B po3ain "4.6
3acTocyBaHHS nig Yac BariTHOCTi Ta rogyBaHHSA rpyaato,
BMSIMB Ha penpogyKTMBHY dyHKLi" (B TOMY Ynchi
BHECEHO He3HauyHi pegakuiviHi npasku). BignosigHi
OHOBJEHHS iHhopMaLlii BHECEHO [0 TEKCTY NUCTKa-
BKraguwa: iHdopmadii ans kopuctysaya. 3asHayeHi 3MiHu
BignoBiaaTb iHdopmaLii, 3aTBepaxeHin BOO3.
3minn Il TMny - 3miHKn Wwopo 6eanekn/edeKTUBHOCTI Ta
tapmakoHarnagy. 3MiHM y KOPOTKil xapakTepucTuui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MEAMNYHOrO 3aCTOCYBaHHS! Y 3B’5I3KY i3 HOBUMMW AaHUMU 3
AKOCTi, AOKMIHIYHUMM, KNiHIYHUMM JaHUMK Ta JaHUMK 3
tapmakoHarnsgy - BHeceHo oHoBrneHy iHbopmallito 4o
KOPOTKOI XapaKkTepUCTUKMN NiKapCbKoro 3acoby B po3ainm
"4.4 OcobnueocTi 3acTocyBaHHs", "4.6 3acTocyBaHHs Nig
yac BariTHOCTI Ta roayBaHHs rpyaato, BNve Ha
penpoaykT1BHY dyHKUito", 4.8 "MNoGiyHi peakuii”, "5.1
dapmakoamHamivHi BnactusocTi”, "5.3 [oKkniHiYHI aaHi 3
6e3nekun”, "6.3 TepmiH npugatHocTi”. BignosigHi
OHOBJIEHHS iHopMaLlii BHECEHO 0 TEKCTY NUCTKa-
Bknaguwa: iHdpopmadii 4nst kopuctyBada. 3asHauveHi 3mMiHu
BigMoBigaTb iHdopmalii, 3aTBepaxeHii BOO3.

49.

BAKC3EBPISl
(VAXZEVRIA)

PO34MH Ans iH'eKuin;
no 5 Mn po3unHy B
10-no3oBomy
chnakoHi (npo3ope
ckno Tuny 1) 3
npo6koo (ryMOBOIO 3
antoMiHieBum
0BXUMHUM
koBnaykom), no 10
dnakoHiB y
KapTOHHiI kopobui

ACTPASEHEK
A Ab

LBeuis

BUPOGHMLTBO
nikapcbkoro 3acoby,
BUNpobyBaHHs
KOHTPOIO AKOCTi
nikapcbkoro 3acoby Ta
BUNpobyBaHHs
cTabinbHOCTI
(6ionoriyHi;
MiKpoGionoriyHi:
MikpobionoriyHa
4yncToTa;
MiKpobionoriyHi:
CTEPUIbHICTb;
i3NYHI/XIMIYHI),
BTOPWHHE MaKyBaHHSI:
CK 6iocaitHe Ko., ITa.
(No.97)

Pecny6nika
Kopes

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu |
Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsgy. 3MiHa y KOpoTKili XapakTepucTui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHS Ha NiACTaBi perynspHo
OHOBIIOBAHOrO 3BiTy 3 6e3neku nikapcbkoro 3acoby, abo
pocnigxeHb 3 6e3nekn 3acTocyBaHHA Nikapcbkoro 3acoby
B nicnsipeecTpauinHuii nepioa, abo sk pesynbTaT OLiHKM
3BiTY 3 JOCHiIXEHb, MPOBEAEHUX BiAMNOBIAHO A0 NnaHy
nepgiaTpuyHux gocnigkeHns (PIP) (iHwi 3miHn) BHeceHo
OHOBJIEHy iHopMaLito 4O KOPOTKOT XapakTepUCTUKN
nikapcbkoro 3acoby B po3zin "4.4 OcobnueocTi
3acTocyBaHHA" (CTOCOBHO LiepebpoBackynspHOro
BEHO3HOro Ta CUHYCOBOro Tpombo3y 6e3
TpombouuToneHii). BignosiaHi oHoBNeHHs iHdopmaLii
BHECEHO [0 TeKCTY NUCTKa-BKkNnaauLa: iHgopmauii ons
KkopucTyBaya. 3a3HayeHi 3MiHK BignoBiaaTb iHopmaLii,
3aTBepakeHin BOOS. 3minn Il Tuny - 3MiHun wopo
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay. 3miHu y
KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS! Ta iHCTPYKUIii ANS MEAMYHOrO 3aCTOCYBaHHS y
3B’A3KY i3 HOBVMMW JaHUMWU 3 SIKOCTi, AOKNiHIYHUMN,

KNiHIYHUMW JaHWMK Ta JaHUMK 3 dpapMakoHarnagy -

3a
peuerimom

UA/18725/01/01
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Ymoeu

Homep

Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

aidnycky

peecmpayiliHo2o
noceio4yeHHs1

BHeceHo oHoBReHy iHdopMaLito 40 KOPOTKOT
XapaKTepuUCTMKM Nikapcbkoro 3acoby B po3ain "4.4
OcobnmBocTi 3acTocyBaHHS" (LLLOAO YacTOTU NOBIAOMMEHb
npo TpomGoembonii Ta cMHAPOMY TpoMOOoUMTONEHIT nicns
apyroi gosu). 3asHaveHi 3aMiHy BignoBigaTb iHdopmallii,
3aTBepakeHin BOOS. 3minun Il Tuny - 3MiHu wopo
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsgy. 3MiHu y
KOPOTKil XapakTepuCTuLI nikapCcbKoro 3acoby, TeKkcTi
MapKyBaHHS! Ta IHCTPYKUii ANS MEANYHOrO 3aCTOCYBaHHS y
3B’A3KY i3 HOBUMMW JA@HUMW 3 SIKOCTi, AOKNiHIYHUMN,
KMiHIYHUMW JaHUMK Ta AaHMK 3 hapmakoHarnsay -
BHeceHo oHOBREHyY iHhopMaLito 40 KOPOTKOI
XapaKTepUCTUKKM Nikapcbkoro 3acoby B po3ain "4.6
3acTocyBaHHs nig Yac BariTHOCTI Ta roayBaHHSA rpyaato,
BMSIMB Ha penpoayKTMBHY yHKLi" (B TOMY Ynci
BHECEHO He3HauHi pegakLiviHi npasku). BignosigHi
OHOBIEHHS iHpopMalLlii BHECEHO A0 TEKCTY NUCTKa-
BKnaguwa: iHdopmadii ans kopuctysaya. 3asHayeHi 3MiHu
BignosigatoTb iHopMalLlii, 3aTBepmxeHin BOO3.
3miHu Il TUny - 3miln Wwopo 6esnekn/edekTMBHOCTI Ta
dapmakoHarnagy. 3MiHu y KOPOTKil xapakTepucTui
nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii aAns
MEeAMNYHOro 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMM AaHVMU 3
AKOCTi, AOKMIHIYHUMM, KNiHIYHUMM JaHUMKU Ta JaHUMK 3
thapmakoHarnsgy - BHeceHo oHoBreHy iHdopmaLio Jo
KOPOTKOI XapaKTepUCTMKN NiKapCbKoro 3acoby B po3Ainu
"4.4 OcobnuBocTi 3acTocyBaHHs", "4.6 3acTocyBaHHS nig
yac BariTHOCTi Ta rogyBaHHs rpyAato, BNMB Ha
penpoaykTuBHYy dyHkLito", 4.8 "MobiyHi peakuii”, "5.1
dapmakoamHamivHi BnactusocTi”, "5.3 [okniHiYHI AaHi 3
6e3nekn", "6.3 TepmiH npugaTtHocTi". BignosigHi
OHOBIEHHS iHpopMalLlii BHECEHO A0 TEKCTY NUCTKa-
Bknaguwa: iHdpopmadii 4nst kopuctyBada. 3asHaveHi 3mMiHu
BignoBigaTb iHdopMmalii, 3aTBepaxeHii BOO3.

50.

BAKC3EBPIS
(VAXZEVRIA)

PO34MH ONns iH'ekuin
no 5 Mn po3uuHy B
10-go3oBomMy
nakoHi (npo3ope
ckno Tuny 1) 3
npo6koto (rymoBoto 3
antoMiHieBUM
OBXUMHUM
koBnaykom), no 10
dnakoHiB y
KapTOHHIl kopobui

ACTPABEHEK
A Ab

LBeuis

BMPOBHMLTBO
nikapcbkoro 3acoby,
BUNpoByBaHHs
KOHTPOIO AKOCTI
nikapcbkoro 3acoby Ta
BUNPOBYyBaHHs
cTabinbHOCTI
(6ionoriyHi;
MikpobionoriyHi:
MikpobionoriyHa
yncToTa;
MikpobionoriyHi:
CTEPUIBHICTB;
i3NYHI/XIMiYHI),

BTOPUHHE NaKyBaHHA:

Pecnybnika
Kopes

BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3miHu |
Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsay. BeegeHHst abo 3MiHM fo y3aranbHeHWX
[aHuX Npo cuctemy dhapmakoHarnsay (BBeAeHHs
y3aranbHeHVX JaHuX Npo cucTeMy chapmMakoHarnsay,
3MiHa ynoBHOBaXeHoi ocobu, BianoBiganbHoi 3a
3AiiCHEeHHs hbapmakoHarnsgy; KOHTakTHoOT ocobu 3
dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHs!
dapmakoHarnagy B YKpaiHi, SKLWo BOHa BiAMiHHa Big
YNOBHOBaXXEHOI 0CO0U, BiANOBIAanbHOI 3a 3AiINCHEHHS
hapmakoHarnsiay (BKoYarym KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MiLLeHHi MacTep-darina cucteMm
dapmakoHarnagy) 3miHa KOHTakTHOT 0cobu 3asiBHMKA,
BignosiganbHoI 3a hapMakoHarnsag B Ykpaini. Lirova
pegakuis: MNpygies JeHnc AmuTposuy. NponoHoBaHa

3a
peuerimom

UA/18725/01/01
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
CK 6iocaiHe Ko., IlTa. penakuis: NlebeguHelp €nnsaBeTta PomaHiBHa. 3miHa
(No.97), Pecnyb6nika KOHTaKTHMX AaHMX KOHTaKTHOT 0cobu 3asiBHMKa,
Kopes BignosiganeHoi 3a chapMakoHarnsg B YkpaiHi
51. | BAKC3EBPIA po3unH ang iH'ekuin; | ACTPA3EHEK LBeuis Bupo6HuuTBO ITanis BHECEHHS 3MiH 0 peecTpauinHux matepianis: 3MiHu | 3a UA/18777/01/01
(VAXZEVRIA) no 5 mMn po3ynHy B A Ab nikapcbkoro 3acoby, Tuny - 3MiHK Wwopao 6eanekn/edekTMBHOCTI Ta peuernmom
10-gosoBomy BUNpoOyBaHHSA capmakoHarnsgy. BeegeHHst abo 3MiHM 0O y3aranbHEHUX
dnakoHi (npo3ope KOHTPOMIO SKOCTi AaHnx npo cuctemy chapmakoHarnsgy (BBeaeHHs
ckno Tuny 1) 3 nikapcbkoro 3acoby y3aranbHeHVX AaHnX Npo cuctemy hapmakoHarnsgy,
npo6koto (rymoBoto 3 (mikpobionoriyHi 3MiHa ynoBHOBaXkeHOI 0cobu, BianoBiganbHoI 3a
antoMmiHieBUM (mikpobionoriyHa 3AiicHeHHs hapmakoHarnsgy; KOHTakTHoi ocobu 3
O0BXUMHUM yncrtora): apmakoHarnsay 3asBHUKa Ans 30iNCHEHHS
KoBna4vkom), no 10 BUNpoOyBaHHSA Ha thapmakoHarnagy B YkpaiHi, SKLWO BOHa BigMiHHA Big
dnakoHiB y GakTepianbHi yNoBHOBa)eHOi 0cobu, BignosiganbHoI 3a 34iNCHEHHS
KapTOHHiIN kopobLi eHOoTOoKCeuHM (LAL- dapmakoHarnagy (BKIovarymn KOHTaKTHI AaHi) Ta/abo
TecT); MikpobionoriyHi 3MiHW y PO3MilLleHHI MacTep-charnna cuctemm
(cTepunbHicTb): dapmakoHarnagy) 3MiHa KOHTakTHOT 0cobu 3asiBHMKA,
CTEPUIBHICTB; BignoBiganbHoi 3a hapMakoHarnag B Ykpaini. Lirova
i3nyHi/XiMiYHi: onuc pepakuis: Mpyaies Oennc Omutposuyd. NponoHoBaHa
(KONbOPOBICTb, penakuis: NlebeguHelb €nnsaseta PomaHiBHa.
npo30piCTb Ta BUOAUMI 3MiHa KOHTaKTHMX JaHMX KOHTaKTHOI 0CObM 3asBHuKa,
yacTku), pH, BiAnoBiganbHOI 3a hapmakoHarnag B YkpaiHi
OCMOSSASNBHICTb,
o6’em, Wwo
BUTSITAETbCS),
BTOPMHHA ynakoBKa
KATAJNTEHT AHAHbI
C.P.J1, Itanis
52. | BAJIEPIAHU €KCTPaKT rycTui MAT YkpaiHa MAT "Tanuudpapm” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny - UA/6809/01/01
EKCTPAKT (cybcTaHuis) B "Manuydapm” - 3miHu 3 gkocTi. A®Il. KoHTponb A®I. 3miHa y napameTpax
rycTtuun 6oykax noniMepHux cneuudikauin Ta/abo 4ONYCTUMUX MEX, BUSHAYEHUX Y
Ans BupobHmuTea crneundikauisx Ha A®l, abo BUXigHUA/NPOMIXKHUIA
HEeCTEPUNbHUX npoayKT/peareHT, LU0 BUKOPUCTOBYIOTLCS Y NPOLIECI
nikapcbkux dopm BUpoGHMLUTBa ADI (iHWi 3miHW). BHeceHHs 3miH go po3gin
3.2. S.2.3. KoHTponb MaTepianis, NoB’si3aHe 3
HeobXiAHICTIO BUMyYeHHS iHcbopMmalLii LLoAo NpoBeaeHHS
BUNpobyBaHHsA Ans ineHTudikaLii KoXXHOro TapHoro Micus
ansa cyberanuii ETAHOIN (96%)
53. | BAJIMICAP H TabneTtkn, BKpUTI Makneonc IHAis Makneoac IHAis BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 3miHu | Tuny 3a UA/17127/01/01
NniBKOBOI dapmacbloThK dapmacbioTukanc - 3MmiHu 3 sikocTi. FoTOBMIA Nikapcekuii 3acib. Cuctema peuenmom
oboroHkot, Nno anc Jliviteq Nimiten KOHTeWHep/3aKynoptoBarnbHuUi 3aci6. 3MiHa y NepBUHHIN
80/12,5 mr; no 10 ynakoBLji FOTOBOrO fikapCbKoro 3acoby (Tun KOHTEeNHepa
TabneTok y 6nictepi; abo fofaBaHHS HOBOTO KOHTeHepa) - BunyyeHHs
no 3 abo 9 bnictepis NEPBUHHOI YNAKOBKY, LLIO HE NPU3BOAUTL 40 MNOBHOMO
Y KapTOHHIl KopooUi BUYYEHHS NMikapcbkoro 3acoby 3 NeBHOK cunoto Aii abo y
neBHin nikapcbkin dopmi - BunyyeHHs nepBUHHOT
YyNakoBKM - hNaKoHiB. 3MiHN BHECEHI B iHCTPYKLiKO A5is
MELNYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y po3ain
"YnakoBka" (BUNy4YEHHSI NEPBUHHOI YNAKOBKU - (DIIAKOHIB).
BBefeHHs 3MiH NpoTsArom 6-Tn MicsuiB 3 gaTn
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3aTBEpPAKEHHS
54. | BAIIMICAP H TabneTku, BKPUTI Makneonc IHais Makneogc IHAis BHECEHHS! 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny 3a UA/17127/01/04
NNiBKOBOO dapmacblThK dapmacbioTukanc - 3MiHu 3 sikocTi. FoTOBMIA Nikapcbkuit 3aci6. Cructema peuenmom
060roHKoto, Mo anc Jliviteg Nimiten KOHTeHep/3akynoptoBanbHui 3aci6. 3MiHa y NepBUHHIl
320/12,5 mr; no 10 ynakoBLi roTOBOro nikapcbKkoro 3acoby (Tun KoHTenHepa
TabneTtok y 6nicrepi; abo foaaBaHHSA HOBOMO KOHTeNHepa) - BunydeHHsi
no 3 abo 9 GnicTepis NEepPBUHHOI YNAaKOBKM, LLO HE NPM3BOAUTL 40 MNOBHOMO
Y KapTOHHIl kopoobuUi BUITyYEHHS NiKapCbKoro 3acoby 3 NeBHO cumoto ajii abo y
NeBHiIN nikapcbkin dopmi - BunyyeHHs nepBUHHOT
yMakoBKW - prakoHiB. 3MiHWM BHECEHI B iIHCTPYKL,it0 Ans
ME[NYHOro 3aCTOCYBaHHS MikapcbKoro 3acoby y posain
"YnakoBka" (BUNy4YeHHs1 NepPBUHHOI YNaKOBKW - (hriakoHiB).
BBeaeHHst 3MiH NpPOTArom 6-Tn mMicauis 3 gatn
3aTBEpAKEHHS
55. | BAJIMICAP H TabneTkn, BKpUTI Makneogc IHAis Makneoac lHAis BHECEHHS 3MiH 4O peecTpaLinHuX maTepianis: 3MmiHu | Tuny 3a UA/17127/01/03
NniBKOBOO dapmMacbioTUK dapmacbtoTukanc - 3miHu 3 AkocTi. FoToBMIA Nikapcekuii 3acib. Cuctema peuernmom
obornoHkot, No anc Jliviteq Nimiten KOHTeWHep/3aKkynoptoBanbHuUi 3aci6. 3miHa y NepBuHHIN
160/25 mr; no 10 yMakoBLi FOTOBOro NikapCbKoro 3acoby (TUM KoHTelHepa
TabneTok y 6nictepi; abo fgogaBaHHA HOBOMO KOHTeWHepa) - BunyyeHHs
no 3 abo 9 bnictepis NEepPBUHHOI YNaKOBKY, LLO HE NPU3BOAUTL 40 MOBHOMO
Y KapTOHHIlA kopobui BUIYYEHHS fikapcbkoro 3acoby 3 neBHOK cunoto Aii abo y
neBHiN Nikapcbkin dopmi - Buny4yeHHs nepBUHHOI
yNaKkoBKu - hNakoHiB. 3MiHWM BHECEHI B iHCTPYKLUIito Ans
ME[MYHOro 3aCTOCyBaHHs nikapcbKoro 3acoby y po3gin
"YnakoBka" (BUIy4E€HHS NEPBUHHOI YNaKOBKN - DNIAKOHIB).
BBeneHHs 3MiH NpoTArom 6-Tu MicsiLiB 3 gatn
3aTBEPAKEHHS
56. | BAJIMICAP H TabneTkn, BKpUTI Makneoac IHAis Makneoac IHAais BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3miHu | Tuny 3a UA/17127/01/05
NniBKOBOO dapmMacboTUK dapmacbtoTukanc - 3MiHu 3 AkocTi. FoToBMIA Nikapcbkuii 3acib. Cuctema peuernmom
obornoHkot, no anc Jlimiteq NimiTen KOHTeWHep/3aKkynoptoBanbHuUiA 3acit. 3MiHa y NepBUHHIN
320/25 wr; no 10 YMaKoBLli FOTOBOIO NikapCbKOro 3acoby (Tun KoHTeHepa
TabneTok y 6nictepi; abo foaaBaHHSA HOBOMO KOHTeWHepa) - BunyyeHHs
no 3 abo 9 GnicTepis NepBUHHOI YNaKOBKW, LLO HE NPU3BOAUTL 4O MOBHOMO
Y KapTOHHI kopobui BUMYYEHHS NMikapcbkoro 3acoby 3 NeBHOK cunoto Aii abo y
neBHiN Nikapcbkin dopmi - BunyvyeHHs nepBUHHOI
ynaKkoBKW - oNakoHiB. 3MiHM BHeCEHI B iHCTpyKLUito Ansi
Me[NYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y po3ain
"YnakoBka" (BUNy4YEHHS NEPBUHHOI YNaKoBKN - (DNIAKOHIB).
BBegeHHs 3MiH NpoTArom 6-Tu Micsiuis 3 gaTtu
3aTBEpPAKEHHSA
57. | BAJIMICAP H TabneTtkn, BKpUTI Makneonc IHAis Makneoac IHAis BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 3miHu | Tuny 3a UA/17127/01/02
NniBKOBOI dapmacbloThK dapmacbioTukanc - 3MmiHu 3 sikocTi. FoTOBMIA Nikapchkuii 3acib. Cuctema peuenmom
oboroHkot, no anc Jliviteq Nimiten KOHTeVHep/3aKynoptoBarnbHuUi 3aci6. 3MiHa y NepBUHHIN
160/12,5 wr; no 10 yMakoBLji FOTOBOrO NiKapCbKoro 3acoby (Tvn KoHTenHepa
TabneTok y 6nictepi; abo fofaBaHHS HOBOTO KOHTeHepa) - BunyyeHHs
no 3 abo 9 bnictepis NEePBUHHOI YNAKOBKY, LLIO HE NPU3BOAUTL 40 MNOBHOMO
Y KapTOHHI Kopoobui BUMYYEHHS NMikapcbkoro 3acoby 3 NneBHO cunoto aji abo y
neBHiIn nikapcbkin dopmi - BunyyeHHs nepBUHHOT
YMaKoBKM - chriakoHiB. 3MiHM BHECEHI B iHCTPYKLIito ANns
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
MeAMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby y po3ain
"YnakoBka" (BUNy4YEHHS NEPBUHHOI YNaKOBKN - (DNIAKOHIB).
BBefeHHs 3MiH NpoTArom 6-Tm MicsuiB 3 gaTtm
3aTBEPOKEHHS
58. | BAHKOBAH nioginizat Ansa Mictpan AHrnis BEM Inau Car. Be Tik. TypeuunHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: TexHi4YHa 3a UA/18898/01/01
pPO34MHy ans Kenitan A.C. nomurka (3rigHo Hakady MOS Big 23.07.2015 Ne 460). peuenmom
iHpysin no 500 wmr, MeHepKmMeHT BunpaBneHHs TEXHIYHMX NOMUINOK, 3rigHo n.2.4. po3ainy VI
NaKkoH CKNsHWR, NO Timiteq Hakady MOS3 Ykpainu Big 26.08.2005p. Ne 426 (y peaakuii
1 conakoHy B Hakazy MO3 Ykpainu Big 23.07.2015 p Ne 460) —
KapTOHHiI kopooLi BunpaBneHHs TEXHIYHOT MOMUIIKK, MOB’sI3aHO 3
HeBIAMOBIAHICTIO (PI3HOYNTAHHS) B MEXax OQHOTO
AOKYMeHTa, AonyLeHa Nomunka y Metogax KoHTporto, a
came y po3gini «4ac BigHOBNEHHA» HEBIPHO 3a3HA4YE€HO
Yac BiAHOBMNEHHS PO34MHyY Ta y po3dini «MexaHiyHi
BKIHOYEHHS1. Buaumi yacTuHkn.» HeBipHO BKka3daHo 06’eM B
SKI PO3YMHAOTb BMICT hiakoHy
59. | BAHKOBAH nioginizat ans Mictpan AHrnis BEM Inau CaH. Be Tik. TypeuunHa BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: TexHivyHa 3a UA/18898/01/02
PO34MHy ans Kenitan A.C. nomunka (3rigHo Hakady MOS Big 23.07.2015 Ne 460). peuenmom
iHdy3in no 1000 mr, MeHeaXMeHT BunpaBneHHs TeXHIYHUX NOMWUMOK, 3rigHo n.2.4. po3giny VI
PnakoH CKNsHWN, No TNiviteq Hakady MOS3 Ykpainu Big 26.08.2005p. Ne 426 (y pegakuii
1 conakoHy B Hakazy MO3 Ykpainu Big 23.07.2015 p Ne 460) —
KapTOHHIN Kopobui BvnpaBneHHs TeXHIYHOI MOMUIIKK, NOB’A3aHO 3
HeBIAMOBIAHICTIO (PI3HOYNTAHHS) B MEXax OQHOTO
AOKYMeHTa, AonyLeHa NoMunka y Metoaax KoHTposto, a
came y po3gini «4ac BiAHOBNEHHS» HEBIPHO 3a3Hay4yeHo
Yac BiAHOBMNEHHS PO34MHyY Ta y po3dini «MexaHiyHi
BKITIOYEHHS. Buammi yacTuHKK.» HEBIpHO Bka3aHO 06’eM B
SKii PO3YMHSAOTb BMICT (ONaKOHY
60. | BAHKOMILUUH- | niodinizat ans Mictpan AHrnis BEM Inau CaH. Be Tik. TypeuunHa BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: TexHivyHa 3a UA/18265/01/01
BICTA pO34uHy aAns Kenitan A.C. nomMurnka (3rigHo Hakazy MOS3 Big 23.07.2015 Ne 460) peuenmom
iHdpysin no 500 wmr, 1 MeHepKMeHT BunpaBneHHst TeXHIYHMX MOMUIOK, 3rigHo n.2.4. po3ainy VI
CKINSIHWIN hNakoH 3 Niviteq Hakady MOS3 Ykpainu Big 26.08.2005p. Ne 426 (y peaakuii
niogpinizaTtom, Haka3y MOS3 Ykpainu Big 23.07.2015 p Ne 460) —
micTkicTio 10 mn B BunpaBneHHs TeXHIYHOT MOMUIKKM, NOB’A3aHO 3
KapTOHHiIN kopooLi HEBIANOBIAHICTIO (Pi3HOYMTAHHS) B MEXax 0QHOro
[OKYMeHTa, AonyLeHa Nomunka y Metogax KoHTporto, a
came y po3gini «4ac BigHOBMEHHA» HEBIPHO 3a3HAYEHO
Yac BiAHOBIEHHS PO3UMHy Ta y po3gini «MexaHiyHi
BKITOUEHHS. Buammi yactuHKK.» HeBipHO Bka3aHo 06’eM B
SKIV PO3YNHAIOTL BMICT ¢hriakoHy. 3asHayeHe
BUNPaBIIEHHS BiAMNoBigae matepianamM peecTpauiinHoro
[OCbE.
61. | BAHKOMIUUH- | niodinizat gns Mictpan AHrnis BEM Inau CaH. Be Tik. TypeuunHa BHECEHHS 3MiH IO peecTpauiiHix maTepianiB: TexHivyHa 3a UA/18265/01/02
BICTA pPO34mMHy Ans Kenitan A.C. nomurnka (3rigHo Hakasy MOS Big 23.07.2015 Ne 460) peuenmom
iHdy3in no 1000 mr, MeHepXmeHT BunpasneHHs TexHIYHUX NOMWUAOK, 3rigHo n.2.4. po3giny VI
1 CKNsAHWIA bnakoH 3 Nimiten Haka3y MOS3 Ykpainu Big 26.08.2005p. Ne 426 (y pepakuii

niocpinizatom,
micTkicTio 20 mn B
KapTOHHiIN kopobui

Haka3y MOS Ykpainu Big 23.07.2015 p Ne 460) —
BunpaBneHHs TeXHIYHOT MOMWIIKK, NOB’SA3aHO 3
HeBIAMOBIAHICTIO (PI3HOYUTAHHS) B MEXax OOQHOr0
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[TponoBkeHHs noaarka 3

Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
[OKyMeHTa, fomnyLleHa NoOMUIKa Y MeToAax KOHTPOrto, a
came y po3gini «4ac BigHOBMEHHS» HEBIPHO 3a3HAa4YeHO
yac BifHOBMNEHHSA pO34nHY Ta Y po3aini «MexaHiyHi
BKITHOYEHHS. Buanmi yacTuHkn.» HeBipHO BKasaHo 06’eM B
AKiIN PO3YMHAIOTL BMICT orakoHy. 3asHaveHe
BUNpaBfeHHs BigNOBiAae maTepianam peecTpauinHoro
0OCbE.
62. | BEPPYKYTAH® | po3yuH HalKipHWiA, TOB «MIBE YkpaiHa mibe MMoX HimeuunHa BHECEHHS 3MiH 4O peecTpauiiHiX maTepianis: 3MiHu | Tuny 3a UA/18313/01/01
5 mr/r, 100 mr/r, no YKPATHA» ApuHamiTTenb - 3MiHu 3 sikocTi. CepTudpikaTt BignosigHocTi/lE- peuenmom
13 Mn y donakoHi 3 cepTudikaT BianoBiaHOCTI €BpONENChKin
nonieTuneHoBow dapmakonei/MoHorpadii. NMogaHHsA HoBoro abo
KPULLIKOIO OHOBJIEHOTO cepTudikaTa BignoBigHOCTi a60 BUNYyYEHHS
HeJoCTYMNHO Ang cepTudikaTa BignoBigHoOCTi €BponeWchkin dapmakonei:
BiOKPUTTA OiTbMU, ansa A®l; ans BuxigHoro martepiany/peareHTy/npoMibkKHOro
LLIO 3arBUHYYETHCS NpPOAyKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHMLTBI ADI; Ans
Ta npuegHaHum oo [OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
Hel wnatenem; no 1 €sponelicbkin hapmakonei) - OHoBNeHWn cepTudikaT Big
hnakoHy y navui yXe 3aTBepakeHoro BupobHuka. ogaHHs OHOBIEHOro
cepTudikaTa BignoBigHoCTi €Bponeinchkin dapmakonei Ne
R1-CEP 2000-092 - Rev 07 (3atBepmxeHo: R1-CEP 2000-
092 - Rev 06) ans gitoyoi pevoBuHn Fluorouracil Big Bxe
3aTBEPKEHOro BUPOOHUKa. Ak Hacnigok, 3MiHa Ha3Bu Ta
agpecw BnacHuka CEP (3atBepmxeHo: DCS Pharma AG
Immengasse 9 CH-4004 Basel Switzerland;
3anponoHoBaHo: IMCD SWITZERLAND AG Hufgasse CH-
8008 Zurich Switzerland)
63. | BECCEN AYE PO34MH ANS iH'eKuin Anbdacirma ITanis Anbdacirma C.n.A. ITanis BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu | 3a UA/8123/01/01
(0] no 600 NO/2 mn; no C.n.A. Tuny - 3MiHK Wwopo 6e3nekn/edeKTBHOCTI Ta peuernmom
2 mn B amnyni; no 5 dapmakoHarnsay. BeegernHs abo 3MiHm [o y3aranbHeHWX
amnyrn y KOHTYpPHil [AaHux npo cuctemMy chapmakoHarnsay (BBegeHHs
YapyHKOBIW y3aranbHeHVX AaHnX Npo cucTemMy chapmakoHarnsgy,
ynakoBLi; no 2 3MiHa YNOBHOBaXXEHOIT 0CO0M, BiANOBiAanNbHOI 3a
KOHTYPHi YapyHKOBI 30iNCHEHHS (hapMaKoHarnsiay; KOHTakTHoI ocobu 3
yMaKoBKM y (hapmakoHarnsigy 3asiBHUKa Ans 30ilNCHEHHS
KapTOHHIN kopobui dapmakoHarnsaay B YKpaiHi, AKWo BOHa BiAMiHHa Bif
yNnoBHOBaXeHoI ocobu, BignoBiaansHoi 3a 34iNCHEHHS
hapmakoHarnsay (BkoYarym KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MilLieHHi MacTep-daiina cuctemu
dapmakoHarnsigy) 3MiHa KOHTaKTHUX AaHuX
yMNOBHOBaXeHOI 0cobu 3asiBHUKa, BiANOBiganbHOI 3a
3AiNCHEHHSA hapmakoHarnsgy. 3MiHa KOHTakTHOI ocobu
3asBHMKA, BiANOBiAanbHOI 3a 34iNCHEHHS
dapmakoHarnagy B YKpaiHi.
[itova pepakuisi: JlenewkiHa IpyHa AHaToniiBHa.
MponoHoBaHa pepakuis: Wknapesuy lrop
OnekcaHapoBuY. 3MiHa KOHTaKTHUX OAHUX KOHTaKTHOT
ocobu 3asBHMKa, BiOMOBIAANbHOI 3a 34iNCHEHHS
dapmakoHarnagy B YKpaiHi.
64. | BECCEN OYE Kancynu m'ski no Anbdacirma ITanis AJIb®ACITMA C.IM.A,, ITanis BHECEHHS 3MiH [0 peecTpauiinHmx maTepianis: 3miHu | 3a UA/8123/02/01
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[TponoBkeHHs noaarka 3

Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
(0] 250 NNO; no 25 C.n.A. ITania; KataneHT My - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI Ta peuenmom
kancyn y énictepi; Itania C.n.A., ITanis apmakoHarnagy. BeegeHHst abo 3MiHv [0 y3aranbHeHUx
no 2 6nictepu B [AaHux nNpo cucteMy chapmakoHarnsgy (BBedeHHs
KapTOHHiIN kopobui y3aranbHeHVX AaHnX Npo cucTeMy chapmakoHarnsgy,
3MiHa ynoBHOBaXeHOi 0coby, BianoBigansHoi 3a
3AiicHeHHs hapmakoHarnsgy; KOHTakTHoi ocobu 3
chapmakoHarnagy 3agBHUKa Ans 30iMCHEHHA
dapmakoHarnagy B YKpaiHi, SKLo BOHa BiAMiHHa Big
yNOBHOBa)eHOi 0cobu, BignosigansHoi 3a 34iMCHEHHS
thapmakoHarnagy (Bkrovar4m KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MilLleHHi MacTep-daiina cuctemu
dapmakoHarnsgy) 3MiHa KOHTaKTHUX AaHWX
YNOBHOBa)eHOT 0Co6U 3asiBHMKA, BignoBiganbHoi 3a
3AiNCHEHHA apmakoHarnsgy. 3MiHa KOHTakTHOI ocobu
3asBHMKa, BiANOBiAanbHOI 3a 34iNCHEHHS
chapmakoHarnagy B YkpaiHi.
Litova pegakuisi: JlenewkiHa IpyHa AHaToniiBHa.
[NponoHoBaHa pepakuis: Lknsapesud Irop
OnekcaHgpoBuY. 3MiHa KOHTaKTHUX OAHUX KOHTaKTHOT
ocobu 3asBHMKaA, BiANoOBiganbHOI 3a 34iNCHEHHS
chapmakoHarnagy B YkpaiHi.
65. | BET KOMOO® Kpanni o4Hi, 20 YPCA®APM HimeuumH YPCADAPM HimeuunHa BHECEHHS 3MiH [0 peecTpauiHux maTtepianis: 3MiHu | 6e3 UA/7332/01/01
mr/mm; o 10 mny ApuHanmitTen a ApuHanmvittens 'm6X Tuny - 3MiHM Wwopo 6esnekn/edeKTMBHOCTI Ta peuenma
6aratogo3oBomMy b F'MBX dapmakoHarnsgy. BeegeHHst abo 3MiHM fo y3aranbHeHuX
nnacTuKoBOMYy [AaHux nNpo cuctemMy chapMakoHarnsgy (BBeAeHHs
KOHTeViHepi, y3aranbHeHVX AaHnX Npo cucTemy chbapmakoHarnsay,
OCHalLeHoMy 3MiHa ynoBHOBaXeHoi ocobu, BianoBiganbHoi 3a
NOBITPOHEMPOHWKHU 30iACHEHHS (hapMaKkoHarnsiay; KOHTakTHoT ocobu 3
M Hacocom; o 1 apmakoHarnsaay 3asBHUKa AnNs 30iNCHEHHS
KOHTenHepy B dapmakoHarnagy B YkpaiHi, SKWo BOHa BiAMiHHa Bif
KapTOHHiI kopobui ynoBHOBaxeHoI ocobu, BignosiaansHoi 3a 3giNCHEHHS
dapmakoHarnsaay (BKoYaum KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MiLLEeHHi MacTep-danna cuctemm
hapmakoHarnsigy) 3miHa KOHTaKTHOT 0cobu 3asiBHUKA,
BignoBiganbHoi 3a hapMakoHarnsag B Ykpaini. [irova
pepakuis: KynHosuupbkuin OcTan. MNponoHoBaHa peaakuis:
Lknspesud Irop OnekcaHgpoBuY. 3MiHa KOHTAKTHUX
[laHUX KOHTaKTHOT 0cobu 3asBHMKA, BiAnoBiaanbHoI 3a
dapmakoHarnag B YkpaiHi
66. | BIAKOPAM® Tabnetku no 3,5 ne dpaHuis Ceps'e (Ipnangis) Ipnanpis BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | 3a UA/15293/01/01
3,5 MI/2,5 MI" mr/2,5 mr; no 30 NNABOPATYA IHgacTpic NTg TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
TabneTok y P CEPB'E€

KOHTelrHepi Ans
Tabnetok; no 1 abo
no 3 KOHTenHepwn
ans TabneTok y
KopobLi 3 KapTOHY

hapmakoHarnsigy. 3miHa y KopoTKili XapakTepucTuLi
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
ME[MYHOro 3aCTOCYBaHHS Ha NiAcTaBi perynspHo
OHOBINIOBAHOIO 3BiTY 3 6e3neku nikapcbkoro 3acoby, abo
pocnigxeHb 3 6e3nekn 3acTocyBaHHSA nikapcbkoro 3acoby
B nicnspeecTpauinHuii nepiof, abo sk pedynbTaTt OLiHKN
3BiTY 3 AOCHifXeHb, NpoBeAeHUX BiANOBIAHO 40 NnaHy
negiaTpuyHux gocnigkers (PIP) (iHwi 3MiHK1) 3MiHK




32 [TponoBkeHHs no1aTKa 3
Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BHECEHO A0 IHCTPYKUii ANs MeanyHoro 3actocyBaHHSA
nikapcbkoro 3acoby Ao po3ainy "Mob6iyni peakwuii”
CTOCOBHO iHdhopMaLlii 3 6e3nekun gito4oi pe4oBmHU
nepvHaonpun BignoBeigHo Ao pekomeHaauin PRAC.
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEpPAKEHHS
67. | BIAKOPAM® 7 Tabnetku no 7 mr/5 Jie PpaHuis Ceps'e (IpnaHgis) Ipnangis BHECEHHS 3MiH A0 peecTpauiiHux maTepianis: 3minu | 3a UA/15293/01/02
MIr/s Mr mr; no 30 TabneTok JIABOPATYA IHpacTpic Ilta TNy - 3MiHK Wwopo 6e3nekn/edekTMBHOCTI Ta peuernmom
Yy KOHTENHepi ans P CEPB'E€ dapmakoHarnagy. 3miHa y KOpoTKili xapakTepucTumLi
Tabnetok; no 1 abo nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii aAns
no 3 KOHTenHepu ME[NYHOro 3aCTOCYBaHHS Ha MiACcTaBi perynspHo
ans Tabnetok y OHOBOBAHOrO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
KopobLUi 3 KapTOHY JocnimxkeHb 3 6e3neky 3acTocyBaHHS MikapcbKoro 3acoby
B nicnspeecTpauinHuii nepiofd, abo sk pesynbTaTt OLiHKN
3BITY 3 OCNIOKEHb, NPOBEAEHUX BiANOBIAHO OO0 NNaHy
negiatpuyHnx gocnigxeHs (PIP) (iHwi 3miHWM) 3miHn
BHECEHO A0 |HCTpyKLUii Ans MeanMYHOro 3acToCcyBaHHsI
nikapcbkoro 3acoby o po3aainy "MobivHi peakuii”
CTOCOBHO iHGhopMaLlii 3 6e3nekun gito4oi pe4oBUHN
nepuHZonpwn BignosigHo Ao pekomeHaauin PRAC.
BBegeHHs 3MiH NpoTarom 6-Tn micauis nicns
3aTBEPAKEHHS
68. | BIKTO3A® PO34UH ANS iH'eKUin, A/T Hoso Nanisa BupobHuk, Nanisa BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3MiHu | Tuny 3a UA/12124/01/01
6 mr/mn, no 3 mny Hopgaick Hepo3dpacoBaHoro - 3miHun wopao 6e3nekn/epekTMBHOCTI Ta hapMakoHarnsay peuenmom
KapTpuomkax, NPOAYKTY, (iHLWi 3MiHK) - 3MiHK BHECEHO A0 IHCTPYKUIT ANS Mean4Horo
BKITAAEHUX Y HaMoBHEHHS, 3acToCyBaHHS NikapcbKkoro 3acoby Ao posainy "Cnocid
nonepegHLo nepBUHHA YNakoBKa, 3acTocyBaHHs Ta Jo3u", a came pearyBaHHsi TEKCTY.
3anoBHEeHy KOHTPOIb SIKOCTi Ta BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
baraTtogos3oBy BiAnoBiganbHWIM 3a 3aTBepAXKEHHS; 3MiHn Il Tuny - 3miHn Wwoao
0fHOpPa3oBY LUMNPUL- BUNYCK cepin 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay. 3miHu y
pyuKy; no 1 abo no 2 KIHLLEBOro NpoAyKTy: KOPOTKili XapakTepucTuLi NnikapcbKoro 3acoby, TeKCTi
nonepegHLo A/T Hoso Hopgick, MapKyBaHHS Ta iHCTPYKUIii ANS MEANYHOrO 3aCTOCYBaHHS y
3anoBHEHiI LNpuL- OaHis; BupobHuk ans 3B’A3KY i3 HOBVMMW JaHUMWU 3 SIKOCTi, AOKNiHIYHUMNU,
PYYKW B KAPTOHHI MapKyBaHHs Ta KNiHIYHUMW faHUMK Ta aHnMu 3 hbapmMakoHarnsay - 3MiHu
Kopooui yrnaKkoBKU, BTOPUHHOIO BHECEHO [0 iHCTPYKLUi AN MEAUYHOrO 3aCTOCYBaHHSA
nakyBaHHs: A/T Hoso nikapcbkoro 3acoby Ao po3sginy "lMepenosyBaHHs".
Hopgaick, daHis; BBeaeHHs 3MiH NnpoTsrom 6-Tu Micauis nicns
BupobHuk ans 3aTBEPKEHHS; 3MiHWM |l TUny - 3MiHKM Wwopo
36UpaHHs, 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay. 3miHu y
MapKyBaHHs Ta KOPOTKili XapakTepucTuLi Nnikapcbkoro 3acoby, TeKCTi
yMakoBKU, BTOPUHHOIO MapKyBaHHS! Ta IHCTPYKUIii ANS MEANYHOro 3aCTOCYBaHHS y
nakyBaHHs: A/T Hoso 3B’A3KY i3 HOBVMMW JaHUMWU 3 SIKOCTi, AOKNIHIYHUMNU,
Hopgick, OaHis KNiHIYHUMW aHUMVK Ta gaHnuMu 3 hbapMakoHarnsay - 3MiHu
BHECEHO [0 iHCTPYKLUii ANst MEANYHOrO 3aCTOCYBaHHSA
nikapcbkoro 3acoby Ao po3sginy "OcobnuneocTi
3acTocyBaHHA". BBegeHHs 3MiH NpoTsrom 6-tu Micsiuis
nicns 3aTBepAKEHHs
69. | BIHITEN® cupon, 200 mr/5 mn TOB YkpaiHa TOB "KYCYM ®APM" YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | 3a UA/18844/01/01
no 100 mn abo no "MEJPAPM Tuny - 3MiHK Wwoao 6e3nekn/edeKTUBHOCTI Ta peuyenmom
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep

n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o

n 3acoby ynakoeka) noceio4yeHHs1
200 mn y cknsiHomy nTao” dapmakoHarnagy. 3miHa y KOpOTKili xapakTepucTumi
nakoHi 3 KPULLIKOO nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLUIT Ans
3 KOHTpOrem Me[MYHOro 3aCTOCyBaHHS Ha NiacTasi perynspHo
nepLuoro BiAKpUTTS, OHOBOBaHOrO 3BiTy 3 6e3neku nikapcbkoro 3acoby, abo
KOXeH hnakoH y nocnimxkeHb 3 6e3neky 3acTocyBaHHS NMikapcbkoro 3acoby
KapTOHHIN ynakoBuj B MicnsipeecTpauinHmin nepiod, abo sik pe3ynbTaT OLiHKK
pasom 3i Wwnpuuem- 3BITY 3 4OCNiIOKEHb, NPOBEAEHMX BiANOBIAHO A0 NNaHy
fosatopom 06’emomM negiatpuuHunx gocnigxeHs (PIP) (3MiHy y3rogxeHo 3
5 mn Ta agantepom KOMMETEHTHNM YNOBHOBaXXEHUM OpraHoM) 3MiHN BHECEHO
ans wnpvua; no 100 00 IHCTPYKUIT ANs MeanyYHOro 3acTocyBaHHS fikapCbKoro
mn abo no 200 mny 3acoby Ao po3aginis "®apmMakonorivHi BnactusocTi",

CKNstHOMY (hnakoHi 3 "3acTocyBaHHs y nepiog BariTHOCTi abo rogyBaHHs
KPULLKOIO, rpyaare”, "Cnocib 3actocyBaHHs Ta 4o3un" BignoBigHo Ao
HEe[OCTYMNHOW Anst OHOBMEHOI iHdopMaLlii 3 6e3nekn 3acTocyBaHHS Ail04Ooi
BiOKPUTTS AiTbMMU, pPeYOBMHM Nikapcbkoro 3acoby. 3asBHMKOM HaaHO
KOXeH bfakoH y OHoBreHwui MNMnaH ynpaeniHHs pusnkamm Bepcist 1.1 3miHn
KapTOHHIN ynakoBLi BHeceHo A0 yacTuH: Il «Cneumndikauis 3 6esnekm» , 111
pasom 3i Wwnpuuem- «MnaH 3 hapmakoHarnsagy», V " 3axoam 3 MiHimisauii
[03aTopoM 06’ eMOM pusukis", VIl «dogatkm» Ha OCHOBI OHOBIEHOI iHpopMmaLii
5 mn Ta agantepom 3 6e3sneku fitoyoi pevoBuHN. CynyTHS 3MmiHa - 3MiHu Wwoao
ans wnpuua 6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnsgy. BHeceHHst
abo 3miHa(1) Ao 3060B'A3aHb Ta YMOB BUAaui
peecTpaLiiHOro NocBigYeHHs, Bktovatoum MNMnax
ynpaBniHHs pU3nkamu (3acTocyBaHHS TEKCTY, SKUN
NOTOKEHWUIA 3 KOMNETEHTHUM opraHoMm). 3miHu | Tuny -
3miHu wopao 6esnekn/edekTMBHOCTI Ta hapmakoHarnsaay.
3MiHU y KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLiT 4N MeguyHoro
3aCTOCyBaHHS reHepu4HUX/ribpuaHmx/6ionoaibHmx
nikapcbkunx 3acobiB nicnst BHECEHHs! Tiei camoi 3MiHU Ha
pecepeHTHUIA Npenapar (3miHa He NoTpebye HagaHHs
YKOLHUX HOBMX JOOATKOBUX AaHNX) 3MiHWM BHECEHO J0
IHCTPYKLUIii ANS MeAMYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby go po3sginis "lMNpoTunokasaHHs", "Baaemogis 3
iHLIMMK nikapcbkumm 3acobamm Ta iHWi Buam B3aemogin”,
"OcobnusocTi 3acTocyBaHHA", "3acTocyBaHHS y nepioa
BariTHocTi abo rogyBaHHs rpyaato”, "Cnocib 3acTocyBaHHs
Ta goan", "MobiyHi peakuii” 3rigHoO 3 iHdOpMaLieto Woao
MEeOUYHOro 3aCTOCyBaHHS ped)epeHTHOro NikapcbKoro
3acoby.

70. | FABAHTUH 300 | kancynu no 300 mr TOB "ACIHO YkpaiHa TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minu | 3a UA/7323/01/03
no 10 kancyn y YKPAIHA" TMny - 3MiHK 3 sikocTi. A®L. KoHTponb A®I (iHLWi 3MmiHKM) peuenmom
6nicTepi; no 3 abo 6 BeeneHHs Hooi Bepcii AM® ans A®l rabaneHTuH,
6nictepiB y BupobHuuTea [isi'c JllTabopaTtopic JlimiTea, IHais, a came
KapTOHHIN nayui Bepcis 005(03/05/22) 3amictb 004 (17/07/21).

BnpoBagxeHo gopaTkosi BUpobHu4i 6rnoku ans cragii V,
VI (DCV- 6, DCV- 4 Pharma), siki 3HaxoaaTbCs B MexXax
oaHiei i Toi camoi BUpoBOHMYOT AinbHMLi. 3MiHK
TEeXHONOori4YHoro npouecy He Biabynucs. 3miHm | Tuny -
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3MminHn 3 akocTi. ADI. KoHTponb A®I (iHwWwi 3amiHn) BeegeHHs
HoBoi Bepcii AM® ans A®I rabaneHTvH, BUpobHULTBA
[isi’c Nabopartopic JlimiTea, IHgis, a came Bepcis 004
(17/07/21)3amicTb 003.
71. | TEHCYINIH M30 | cycneHsia ans BIOTOH C.A. MNonbwa BMPOGHMUK, MNonbwa BHECEHHS 3MiH [0 peecTpauinHmux matepianis: 3MiHu | 3a UA/1978/01/01
iH'ekuin, 100 O4/mn; BiAnoBiganbHWIA 3a Tmny - 3MiHm 3 sikocTi. CepTudpikaT BignosigHocCTI/IE- peuenmom
no 10 mny BMPOOHMLITBO, cepTudikaT BiANoBiAHOCTI €EBpONENChKin
CKNsIHOMY cpriakoHi; nepBUHHE | BTOPUHHE chapmakonei/moHorpadii. 3mMiHu, NoB'si3aHi 3 HeobXigHICTO
no 1 conakoHy B nakyBaHHs1, KOHTPOIb NpVBEAEHHSN Y BianoBiaHiCTb 40 MoHorpadii AdPY abo
KapTOHHIN navui; Ta BMNYyCK cepii: €Bponencbkoi hapmakonei, abo iHWOoi HauioHanbHoT
no 3 mnB BIOTOH C.A., dapmakonei gepxasu €C (iHwi 3miHn) Bumorn o
KapTpuoxi; no 5 MonbLa; BUPOGHKK, OOMOMIDKHUX PEYOBUH NpUBEAEHO A0 BUMOI MOHorpadin
KapTpuaxis y BignoBiganbHUN 3a EP B po3gini 3.2.P.4.1.
6nicTepi; mo 1 KOHTpPOIb cepii:
Gnictepy B IHCTUTYT BioTexHonorii
KapTOHHIN nayu,. Ta AHTUGIOTUKIB,
MNonbwa
72. | TEHCYINIH M30 | cycneHsia ans BIOTOH C.A. Monbwa BUPOBHMK, Monbwa BHECEHHs1 3MiH O peecTpauiiHux maTtepianis: 3miHu | Tuny - UA/9809/01/01
iH'ekuin, 100 OO/mn; BiAnoBiganbHWM 3a - 3MiHu 3 akocTi. CepTudikaTt BignosigHocTi/lE-
in bulk: ro 10 mny BMPOGHMLTBO, cepTudikaT BigNoBiAHOCTI €EBpONENChKin
CKNstHOMY bnakoHi; nepBuHHE | BTOPUHHE dapmakonei/MoHorpadii. 3MiHK, NOB'A3aHi 3 HEOOXiAHICTIO
no 150 dnakoHiB y nakyBaHHs1, KOHTPOIb npuBeaeHHs y BiANOBIAHICTb Ao MoHorpadii PY abo
NnacTVKOBIV KaceTi; Ta BUMYCK cepii: €Bponelicbkoi dpapmakonei, abo iHWOoI HauioHanbHOI
no 1 kaceri y BIOTOH C.A., dapmakonei gepxasu €C (iHwi 3miHW) - Bumoru oo
kopobui; in bulk: no MonbLa; BUpOGHKK, [OOMOMDKHUX PEYOBUH NPUBEAEHO A0 BUMOT MOHOrpadin
3 M B KapTpUIDKi; BiAnoBiganbHWI 3a EP B po3gini 3.2.P.4.1.
no 600 kapTpuaxis y KOHTpOrb cepil:
NnacTUKOBIN KaceTi; IHcTUTYT BioTexHonorii
no 1 kaceri y Ta AHTUGIOTKKIB,
Kkopooui MNonbwa
73. | FTEHTAKCAH® MOPOLLOK ANs TOB YkpaiHa BMPOBHMLTBO YkpaiHa BHECEHHS 3MiH O peecTpauiiHix maTtepianis: 3miHu | Tuny bes UA/17134/01/01
HalLLKipHOro "®apmaueBTn [[o30BaHoi opmu, - 3MiHu 3 AkocTi. FoToBMIA Nikapcbkuii 3acib. Cuctema peuernma
3acTocyBaHHs, no 2 YHa KOMNaHis nepBrHHe Ta KOHTelHep/3aKkynoptoBanbHui 3aci6. 3miHa po3mipy
r,5rra8ry "®apKoC" BTOPWHHE MaKyBaHHS: YNaKoBKW rOTOBOro MikapCbKoro 3acoby (3MiHa KinlbKOCTi
dnakoHi, no 1 MpAT oavHULb (Hanpuknag TabneTok, amnyn ToLo) B yNakoBLi:)
dnakoHy B nayui 3 "®PapmaLeBTUYHa - 3miHa no3a Adiana3oHoM 3aTBEpPAXKEHNX PO3MIpIB
KapToHy abo o 2, dipma "PapKoC", ynakoBku. BBefeHHs ynakoBku o 1 donakoHy-kpanenbHUL
5r Ta 8 ry cdonakoHi- YkpaiHa; 6e3 BTOPUHHOI yNakoBKu, 3 BiANOBIAHUMY 3MiHamMu B p.
KpanensHuui, no 1 NOBHWUI LMKI «YnakoBka» MKA J13. MepBrHHMI NakyBanbHUiA MaTtepian
hbnakoHy- BMpo6HMLUTBa N13, He 3MiHMBCS. 3MiHN BHECEHI B iHCTPYKLiIO AN MEANYHOrO
KpanenbHULi B nayi nepBUHHE Ta 3acTocyBaHHS nikapcbkoro 3acoby y po3ain "Ynakoska", sk
3 KapToHy; abo no 2 BTOPVHHE NaKyBaHHS, Hacnifok nosiBa anbTepHaTUBHOIO TEKCTY MapKyBaHHS
r,5rtTa8ry KOHTPOIb SKOCTI, nepsuHHoi ynakoBku Ne10 (6e3 BTOpWHHOI)
hbnakoHi- Bunyck cepii: TOB
KpanenbHULi "PapmaLeBTUYHa
koMnaHisi "®apKoC",
YkpaiHa
74. | TENAPUH NMOPOLLOK MPAT YkpaiHa HoHmxiHr TiaHaoHr Kutawn BHECEHHS 3MiH 1O peecTpauiiHix maTepianis: 3minu | - UA/14059/01/01
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
HATPIIO (cybeTaHuin) y "®ITOPAPM" dapmacktoTikan Ko., TMNy - AGMiHICTpPaTMBHI 3MiHW. 3MiHa HallMeHyBaHHS
NOABINHMX NakeTax 3 Jitg Ta/abo agpecy 3asiBHVKa (BracHWKa peecTpauiiHoro
nniBkn noceigyeHHs) 3miHa agpecu 3asiBHUKa
nonieTuneHoBoi Ans
hapmaLeBTU4HOro
3acTOCyBaHHs
75. | FTEPLUENTUH® nioginizat Ansa . XocpdpmaHH- | Lsenuapi BrpobHuuTBO CLIA/ BHECEHHS 3MiH A0 peecTpauiiHux maTepianis: 3minu |l 3a UA/13007/01/01
KOHUeHTparty Ans Ila Pow It a HeposdacoBaHoi Himeuunna/ Tuny - 3MiHn Wwopao 6eanekn/edekTMBHOCTI Ta peuernmom
PO34mMHY Ans NPOAYKLii, NepBUHHE LLisenuapis dapmakoHarnagy. 3MiHM y KOPOTKil XxapakTepucTumi
iHdy3in no 150 wmr; nakyBaHHS: nikapcbKkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKUii ans
nioginizat Ansa IhxeHeHTek IHK., CLUA; MEeAMNYHOro 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMM AaHMU 3
KOHLEHTpaTy ans BupobHuLTBO AKOCTi, AOKMIHIYHUMM, KNiHIYHUMM JaHUMKU Ta JaHUMK 3
PO34MHY Ans Hepo3dacoBaHOI tapmakoHarnagy - 3MiHM BHECEHO [0 iHCTpyKUii ans
iHdpy3in y donakoHi, npoaykLuii, NnepBuHHe MeAMNYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby Ao po3Ainis
no 1 conakoHy B nakyBaHHS, BTOPUHHE "dapmakonoriyHi BnactusocTi", "B3aemogisi 3 iHWunMun
KapTOHHiIN kopoOLi nakyBaHH4, nikapcbkumuy 3acobamu Ta iHWi BUAK B3aemogin”,
BMNpObyBaHHs "OcobnusocTi 3acTocyBaHHA", "3acTocyBaHHS y nepioa
KOHTPOSIHO AKOCTI, BariTHOCTi abo rogyBaHHS rpyaa” (AogaBaHHs
BUnyck cepii: Poww 3acTtepexeHb), "Cnoci6 3actocyBaHHs Ta 4o3n", "MobiyHi
HiarHocTuke MmBX, peakuii”, "HecymicHicTb" BiANoBiagHO A0 maTepianis
HimeuuuHa; peecTpauiiHoro aocbe. BBegeHHs 3MiH npoTarom 6-tu
BTopuHHe nakyBaHHs, MicsuiB nicns saatBepokeHHs. 3MiHu |l Tuny - 3mMiHKn Wwoao
BUNpobyBaHHsA 6esnekn/edekTMBHOCTI Ta hapmakoHarnagy. 3MiHu y
KOHTPOSIO AKOCTI, KOPOTKili XapakTepu1cTuLi nikapcbKkoro 3acoby, TeKCTi
BUNYCK cepii: MapKyBaHHs Ta IHCTPYKLUii ANS MeAUYHOro 3aCTOCYBaHHS Y
®.XodppmaHH-J1s1 Powu 3B’A3KY i3 HOBUMMW JA@HUMWU 3 SIKOCTi, AOKNIHIYHUMNA,
Ita, Weenuapis KNiHIYHUMW aHUMK Ta faHnMu 3 hbapmMakoHarnsay - 3MiHu
BHECEHO A0 IHCTPYKUii ANs MeQNYHOro 3acToCyBaHHS
nikapcbkoro 3acoby Ao po3Ainis "3aaTHicTb BINuBaTtu Ha
LUBMAKICTb peakLii Npy KepyBaHHi aBToTpaHcnopToM abo
iHWK1MK mexaHiamamun", "Cnoci6 3acTocyBaHHs Ta fo3un" Ta
"MobiuHi peakuii" BiANOBIAHO AO MaTepianis
peecTpaLinHOro AoChE.
BBeaeHHs 3MiH npoTsrom 6-Tu MicauiB nicns
3aTBEpAKEHHSA
76. | FTEPUENTUH® niogpinizat ans . XocpbmaHH- | Lsenuapi Bupo6HuuTBO CLIA/ BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu |l 3a UA/13007/01/02
KOHUEeHTpaTy Ans Ila Pouw JlTg a Hepo3adpacoBaHoI LLisenuapis Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
po34nHy Ans npoaykLuii, NnepBuHHe dapmakoHarnsay. 3MiHW y KOpPOTKili XapakTepucTuLi
iHdy3in no 440 wr; nakyBaHHs, nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta iIHCTPYKUiT Ans
niodpinizat ans BUNPOOYBaHHS. MeOW4YHOro 3aCTOCyBaHHS Y 3B’A3KY i3 HOBUMMW JaHUMU 3
KOHLeHTpaTy ans KOHTPOJHO SKOCTI SKOCTI, AOKNIHIYHUMW, KMiHIYHUMU JAHUMW Ta JaHUMU 3
pO34MHy Ans (TiNbKK CTEPUNBHICTD hapmakoHarnsigy - 3MiHM BHECEHO [0 iHCTPYKLiT Ans
iHdy3in y donakoHi, Ta MexaHiyHi MeAMYHOro 3aCTOCYBaHHsI Nikapcbkoro 3acoby Ao po3ainis
pasom 3 20 mn BKITHOYEHHS): "dapmakonoriyHi BnactusocTi", "B3aemogisi 3 iHWMMu
PO3YMHHKKA bxeHeHTek IHk., CLUA; nikapcbknMu 3acobamu Ta iHWi BUAn B3aemogin",
(PO34MHHUK: BunpobyBaHHs "OcobnuBocTi 3acTocyBaHHs", "3acTocyBaHHs y nepiog,
bakTepiocTaTuyHa KOHTPOSIO SKOCTI BariTHOCTi abo rogyBaHHA rpyaa” (AoaaBaHHS
Boaa Ans iH'ekuin 20 (TiNbKK CTEPUNBLHICTD 3acTepexeHb), "Cnocib 3actocyBaHHsi Ta Ao3n", "MobiyHi
M, WO MICTUTb Ta MEeXaHiYHi peakuii”, "HecymicHicTb" BignosigHo go matepianis
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
1,1% GeH3unosoro BKITHOYEHHS): peecTpauinHoro gocbe. BBeaeHHs 3mMiH npoTarom 6-tu
CnupTy Ta BoAy ANnd xeHeHTek IHK., CLUA,; Micauis nicns 3atBepaxeHHsA. 3MiHu |l Tuny - 3miHn wopao
iH'eKLin) y dpnakoHi B BunpobyBaHHs 6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsgy. 3MiHu y
KapTOHHiIN kopooLi KOHTPOSIHO AKOCTI: KOPOTKi XapaKTepucTuLi Nnikapcbkoro 3acoby, TEKCTI
®.XodbdpmarH-I1s Pow MapKyBaHHS Ta IHCTPYKUIi ANS MEAMYHOrO 3aCTOCYBaHHS y
Jta, Weenuapis; 3B’A3KY i3 HOBUMMW JA@HVUMU 3 SIKOCTi, JOKMiHIYHUMNU,
BTopuHHe nakyBaHHs, KNiHIYHUMKU JaHUMK Ta JaHUMK 3 hapmakoHarnagy - 3MiHu
BMNPOOYBaHHS BHECEHO A0 iHCTPYKLUii 415 MEAUYHOTO 3aCTOCYBaHHS
KOHTPOSIO AKOCTI, nikapcbkoro 3acoby Ao posginis "3gaTHicTb BNAMBaTn Ha
BUNYCK cepii: LWBMAKICTb peakLii Npu kepyBaHHi aBToTpaHcnopTom abo
®.XoddpmaHH-I1s Pow iHLWK1MK mexaHismamun", "Cnocib 3acTocyBaHHA Ta fo3un" Ta
Jta, Weenuapis; "Mo6ivHi peakuii" BignoBigHO 40 MaTepianis
PO34MHHUK: peecTpauiiHoro 4oCLE.
Bupo6HuLTBO BBeneHHs 3MiH NpoTArom 6-Tu MicauiB nicns
Hepo3dacoBaHOI 3aTBEPAKEHHSA
npoayKLii, NnepBuUHHE
naKkyBaHHS!, BTOPUHHE
nakyBaHHs,
BUNpobyBaHHSA
KOHTPOIIO SIKOCTI,
BUMYCK cepii:
®.XopdpmaHH-J1s Powu
JItg, Weenuapis;
BunpobyBaHHs
KOHTPOIIO AKOCTi:
®.XoddpmaHH-I1s Pow
JIta, Weenuapis
77. | FEPUENTUH® niogpinizat Ans . XocpbmaHH- | Lsenuapi Bupo6HuuTBO CLIA/ BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | 3a UA/13007/01/01
KOHUeHTpaTy Ans Ila Pow It a Hepo3dacoBaHoi Himeuunna/ Tuny - AgmiHicTpaTuBHI 3miHW. 3miHa kogy ATX - 3MiHu peuernmom
po34MHy Ans NpoAyKLii, nepBuHHe LLisenuapis BHECEHO A0 IHCTPYKUii ANs MeANYHOro 3acTOCyBaHHS
iHdy3in no 150 wmr; nakyBaHHs: nikapcbkoro 3acoby Ao po3sainy "®dapmakoTepaneBTuyHa
niodinizat ansa IhxeHeHTek IHK., CLUA; rpyna. Kog ATX." BignNoBigHO A0 MiXXHapoA4HOro
KOHLIeHTpaTy Ans Bupo6HuuTBO knacudikatopa BOO3. (3aTBEepmKeHO: IHLLi
po34MHy Ans Hepo3adpacoBaHoI aHTMHeoNnnacTnyHi 3acobu. MoHoknoHanbHi aHTUTINa. Koa
iHdpy3in y donakoHi, npoaykLuii, nepBuHHe ATX LO1X C03. 3anponoHoBaHo: PapmakoTepaneBTU4Ha
no 1 pnakoHy B nakyBaHHS, rpyna. AHTUHeoNnacTU4Hi 3acobu. MoHOKNoOHanbHi
KapTOHHiI kopobui BTOPWHHE MaKyBaHHS, aHTUTINa Ta KoH'loraTy aHTUTINa 3 nikapcbknM 3acobom.
BUNpobyBaHHsA IHri6iTopn HER2 (peuenTtopis 2 enigepmanbHoro gpakropy
KOHTPOIO SIKOCTI, pocty noauHu). Kog ATX LO1F D01.) BBeaeHHs 3MiH
BUMYCK cepii: NPOTArom 6-T1 MicsAUIB NiCNs 3aTBEpPAKEHHS
Pow [iarHocTnke
m6X, Himevuuna;
BTopuHHe nakyBaHHs,
BUNpobyBaHHsA
KOHTPOIIO AKOCTI,
BUMYCK cepii:
®.XoddpmaHH-I1s Pow
Jta, Weenuapis
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[TponoBkeHHs noaarka 3

Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
78. | FTEPLUENTUH® niocpinizat ans . XodbdmanH- | Lsenuapi BupobHuLTBO CLUA/ BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3MiHu | 3a UA/13007/01/02
KOHUeHTparty Ans Ila Pow It a HeposdacoBaHoi LLisenuapis Tuny - AgmiHictpaTueHi 3miHn. 3miHa kogy ATX - 3MiHu peuenmom
pO34uHy Ans npoaykuii, nepBuHHe BHECEHO A0 iHCTPYKLi ANt MEAUYHOrO 3aCTOCYBaHHS
iHdy3in no 440 wr, nakyBaHH4, nikapcbKkoro 3acoby o posginy "®apmakotepaneBTnyHa
nioginizat Ansa BMNPOOYBaHHS rpyna. Kog ATX." BignoBigHO A0 MiXXHapogHOro
KOHLEeHTpaTy ans KOHTPOSMIO AKOCTI knacudikatopa BOOS. (3aTtBEpaKeHo: IHLwi
pPO34mMHYy Ans (TiNbKM CTEPUNBbHICTL aHTMHeonnacTuyHi 3acobu. MoHoknoHanbHi aHTuTina. Kog
iHpy3in y donakoHi, Ta MexaHiyHi ATX LO1X CO03. 3anponoHoBaHo: PapmakoTepaneBTU4Ha
pa3om 3 20 mn BKITIOYEHHS): rpyna. AHTUHeoNnacTU4Hi 3acobu. MoHOKNoHanbHi
PO3YMHHMKA IbxeHeHTek IHK., CLUA; aHTWTINa Ta KoH'loraTh aHTUTINa 3 nikapcbknm 3acobom.
(PO3YMHHUK: BunpobyBaHHs IHriGiTopn HER2 (peuenTtopis 2 enigepmanbHoro aktopy
BakTepiocTaTuyHa KOHTPOSMIO AKOCTI pocty ntoguHu). Kog ATX LO1F D01.) BeeaeHHst 3amiH
Boda Ans iH'ekuin 20 (TiNbKM CTEPUNbHICTb npoTsarom 6-Tu MicsaiB Nicnsa 3aTBepAXeHHs
M7, WO MICTUTb Ta MexaHiyHi
1,1% 6eH3nnosoro BKITHOYEHHS):
CNMpTY Ta BOAy And DxeHeHTek IHK., CLUA,;
iH'eKLin) y donakoHi B BunpobyBaHHs
KapTOHHiIN kopoOLi KOHTPOSIHO AKOCTI:
®.XopdpmaHH-J1s Powu
JIta, Weenuapis;
BTopuHHe nakyBaHHs,
BUNpobyBaHHSA
KOHTPOIIO SIKOCTI,
BUNYCK cepii:
& . XohdpmaHH-J1s Powu
JIta, Weenuapis;
Po34nHHUK:
Bupo6HuuTBO
Hepo3dhacoBaHoi
NpoAyKLii, NepBuUHHe
NakyBaHHs1, BTOPUHHE
nakyBaHHs,
BUNpoByBaHHs
KOHTPOIMHO SIKOCTI,
BUWMYCK cepil:
®.XoddpmaHH-I1s Pow
Ita, Weenuapis
79. | FECNEPUAUH NOPOLLIOK MPAT YkpaiHa CuuyaHb Ceni Kutan BHECEHHS1 3MiH 40 peecTpauinHux matepianis: 3miHu | Tuny - UA/15915/01/01
(cybeTaHuis) y "®ITOPAPM" dapmacbtotukan Ko., - AgMiHicTpaTuBHI 3MiHU. 3MiHa HaliMeHyBaHHs Ta/abo
NOABINHMX JTa. afpecy 3asBHMKa (BracHMKa peecTpauinHoro
nonieTMneHoBmx NocCBiQYEHHsT) 3MiHa afipecu 3asiBHUKa
nakeTax ans
hapmaLeBTUYHOro
3acTocyBaHHs
80. | MAPOKOPTU3 mMasb o4Ha, 10 mr/r; YPCADAPM HimeuumnH YPCA®APM HimeuumHa | BHeCeHHs1 3MiH 0O peecTpaLliiHMx MaTepianis: 3MiHu | Tuny 3a UA/6522/01/01
OH - NMOC® no 2,5 ry 1y6i; no 1 ApuHanimiTTen a ApuHanmittens MMo6X - 3MiHN Wwopo 6e3nekn/edPeKkTBHOCTI Ta peuenmom
Ty6i Yy KAPTOHHIW b MBX

kopooui

hapmakoHarnsgy. BeeaeHHsi abo 3amiHu [o y3aranbHeHUX
[aHuX Npo cucTemy dpapmakoHarnsiay (BBegeHHs!
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[TponoBkeHHs noaarka 3

Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
y3aranbHeHVX AaHnX Npo cucTeMy chapmakoHarnsgy,
3MiHa ynoBHOBaXeHOi 0coby, BianoBigansHoi 3a
3AiicHeHHs hapmakoHarnsgy; KOHTakTHoI ocobu 3
chapmakoHarnagy 3agBHUKa Ans 30iIMCHEHHA
dapmakoHarnagy B YKpaiHi, SKWo BOHa BiAMiHHa Big
yNOBHOBa)eHOi 0cobu, BignoBigansHoi 3a 34iMCHEHHS
thapmakoHarnagy (Bkrovarymn KOHTaKTHI AaHi) Ta/abo
3MiHW Y pO3MilLleHHI MacTep-caiina cuctemu
dapmakoHarnagy). 3mMiHa KOHTaKkTHOI 0cobu 3asiBHYMKA,
BignoBiganeHoi 3a hapMakoHarnsg B Ykpaini. [irova
pepakuisi: KpynHoBuuskuii Octan. NMponoHoBaHa pefakuisi:
LknsipeBny Irop OnekcaHapoBuy. 3MiHa KOHTaAKTHUX
[aHNX KOHTaKTHOT 0cobu 3asiBHMKA, BiANOBiAanbHOI 3a
dapmakoHarnsg B YKpaiHi.
81. | FIAPOKOPTU3 Mas3sb 04Ha, 25 mr/r; YPCA®APM HimeuumH YPCADAPM HimeuunHa BHECEHHs1 3MiH O peecTpauiiHux maTtepianis: 3miHu | Tuny 3a UA/6522/01/02
OH - NMOC® no 2,5ry T1y6i; no 1 ApuHanmiTTen a ApuHanmittens MmMo6X - 3MiHN Wwopno G6e3nekn/eddekTUBHOCTI Ta peuenmom
Ty6i y KApTOHHIW b [MB6X dapmakoHarnsay. BeegeHHs abo 3MiHn [0 y3aranbHeHWX
kopooui AaHux npo cuctemMy chapmakoHarnsgy (BBegeHHs
y3aranbHeHVX AaHnX Npo cucTeMy chapmakoHarnsgy,
3MiHa ynoBHOBaXeHoi ocobu, BignoBigansHoI 3a
3AiicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobu 3
thapmakoHarnagy 3asgBHUKa Ans 30iNCHEHHA
dapmakoHarnagy B YKpaiHi, SKLWo BOHa BiAMiHHA Big
ynoBHOBaXeHoI ocobu, BignosigansHoi 3a 34iNCHEHHS
hapmakoHarnsiay (BkoYarym KOHTaKTHI AaHi) Ta/abo
3MiHW Y pO3MilLleHHi MacTep-daiina cuctemu
papmakoHarnsigy). 3miHa KOHTaKTHOI 0COBU 3asiBHMKA,
BignosiganeHoi 3a hapMakoHarnsag B Ykpaini. [irova
pepakuis: KpynHoBuubkuii Octan. lNMponoHoBaHa pefakuisi:
LLknspesud Irop OnekcaHgpoBuY. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOT ocobu 3asBHUKA, BiANOBiAanbHOI 3a
capmakoHarnsg B YKpaiHi.
82. | TMOKO3AMIHY | nopoluok MPAT YkpaiHa BIOIBEPIKA C.AY. IcnaHis BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHu | Tuny - UA/16797/01/01
riAPOXNOPUA | (cybetaHuis) y "®ITOPAPM" - AgMiHicTpaTuBHI 3MiHU. 3MiHa HaiMeHyBaHHs Ta/abo
nakeTax nogginHMX afpecy 3asBHMKa (BracHyKa peecTpaLinHoro
nonieTMneHoBmx NOCBIOQYEHHST) - 3MiHa afipecu 3asiBHUKa
ans
hapmaLeBTUYHOro
BMKOPUCTaHHS
83. | TOHAN-®® PO34MH ANS iH'eKLin Apec Tpewnginr | Llseruapi BMPOGHMLTBO ITanis/ BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHu | Tuny 3a UA/4113/02/01
no 300 MO (22 C.A. A Hepo3dacoBaHoro Lsenuapis | - 3miHu wono 6esnekun/edekTMBHOCTI Ta hbapmakoHarnsgy |  peyenmom
mkr)/0,5 mn; no 0,5 npenapaTy, NnepBuUHHE (iHLWi 3MiHK) - OHOBMNEHHS TEKCTY MapKyBaHHS1 BTOPUHHOT
MIT Yy KapTpuopki 3 Ta BTOPUHHE yNaKoBKK Nikapcbkoro 3acoby. BBeaeHHs 3MiH npoTsarom 6-
Npo6Ko-NOPLLHEM nakyBaHHs!, KOHTPOMb TU MicsILiB Nicns 3aTBepKEHHS
Ta pudrieHoto SIKOCTi Ta BUMYCK
KPULLIEYKOLO, cepini: Mepk CepoHo
BMIiLLEHOMY Y PYYKy C.n.A,, Itanis;
Ans BBeAEHHS; no 1 NepBUHHE NaKyBaHHS
pyyui Ta 8 ronok y (30upaHHs
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[TponoBkeHHs noaarka 3

Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KapTOHHiI kopooLi nonepegHb0
3anoBHEHMX
KapTpuoxis 3
npenapaTtom B pyyKy
Ans sBefeHHs): Mepk
CepoHo C.A,,
BiAAINEHHS Y M.
O60HH, LLiBeiuapis
84. | TOHA-®® PO34MH ANs iH'ekwin Apec Tpenginr | Lsenuapi BUPOBHMLTBO ITanis/ BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3miHu | Tuny 3a UA/4113/02/02
no 450 MO (33 C.A. a Hepo3dpacoBaHoOro LLIseiapis - 3MiHu wono 6e3nekn/ecdeKTUBHOCTI Ta hapmakoHarnsgy peuenmom
mkr)/0,75 mm; no npenapary, nepBuHHe (iHwWi 3MiHM) - OHOBNEHHA TEKCTY MapKyBaHHS BTOPUHHOI
0,75 Mmn y kKapTpuaxi Ta BTOPUHHE YyNaKoBKM Nikapcbkoro 3acoby. BBegeHHs 3MiH NpoTsirom 6-
3 npobkoto- naKyBaHHS, KOHTPOMb TV MicsLiB NiCnsA 3aTBepKEHHS
nopLUHeM Ta AKOCTi Ta BUMYyCK
pucneHoto cepini: Mepk CepoHo
KpULLEYKOLO, C.n.A,, Itanis;
BMILLIEHOMY Y PYYKy NepBUHHE MaKyBaHHS
Ons BBeAeHHs:; no 1 (36upaHHs
py4ui Ta 12 ronok y nonepegHbo
KapTOHHIN kopobLi 3anoBHEHUX
KapTpuoxis 3
npenapaTom B pyyKy
Ans BBefeHHs): Mepk
CepoHo C.A,,
BiggiNeHHs y M.
O60HH, LLBenuapis
85. | TOHAN-®® PO34UH ANs iH'eKuin Apec Tpewginr | Lseluapi BUPOGHMLTBO ITanis/ BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3miHu | Tuny 3a UA/4113/02/03
no 900 MO (66 C.A. A HeposdacoBaHoro Lsenuapis | - 3miHu wopo 6esnekun/edekTMBHOCTI Ta hbapmakoHarnsgy | peyenmom
mkr)/1,5 mn; no 1,5 npenapary, nepBuHHe (iHwWi 3MiHM) - OHOBNEHHSA TEKCTY MapKyBaHHS BTOPUHHOI
MY KapTpuaxi 3 Ta BTOpPWHHE ynakoBKM fikapcbkoro 3acoby. BeeeHHs1 3MiH npoTsrom 6-
NpoOKOI-NOpLUHEM nakyBaHHs1, KOHTPOIb TV MiCALIB NicNs 3aTBEPAKEHHS
Ta pudrneHoto AKOCTi Ta BUNYCK
KPULLIEYKOLO, cepii: Mepk CepoHo
BMiLLIEHOMY Y pYyYKy C.n.A,, Itanis;
Ans BBeAeHHS; no 1 NepBUHHE MaKyBaHHS
py4ui Ta 20 ronok y (36mpaHHs
KapTOHHiI kopobui nonepegHbL0
3anoBHEHMX
KapTpUaXiB 3
npenapaTtom B pyyKy
Ans BBefeHHs): Mepk
CepoHo C.A.,
BiggiNeHHs y M.
O60HH, LLiBenuapis
86. | TPUNAYT NOpPOLLOK AN €Bpo IHAis &0C Nimiteq, IHAais; IHAinA BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: TexHivHa be3 UA/15361/01/01
FAPAYUN OparnbHOro PO34uHy, TNandkep EBepTomkeH Jland nomwunka (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460). peuenma
HAMIA no 6 r y nakeTuky; MpawBit CaeHcus JlimiTeq, TexHiYHy NOMUIIKY BUNPaBMNeHO B iHCTPYKLiT Ans
no 10 nakeTukiB y Nimiteq IHais Me[IM4YHOro 3aCTOCyBaHHs nikapbkoro 3acoby, a came B
KapTOHHI kopobui agpeci BupobHuka. 3aTBepmkeHo: MicuesHaxomKeHHs
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

BMpOGHMKa Ta agpeca Micus MpoBagXeHHSs Aoro
nisnbHocTi. Mnot Ne: Ec-8, Ec-9, Ec-13/MMi Ta Ec-14/Mi Ti
Ec An A Ci, ®apma Ec | 3eT, I'piH IHgacTpian Mapk,
Monenanni (Bi), €Eguepna (Em), MaxabybHarap,
Tenanrana, IH - 509 301, Ingia. 3anponoHoBaHo:
MicuesHaxompkeHHs BUpOOHMKa Ta agpeca Micus
npoBaXXeHHs noro gisnbHocTi. Mnot Ne: Ec-8, Ec-9, Ec-
13/Mi Ta Ec-14/Mi Ti Ec Air Aia Ci, ®apma Ec | 3eT, I'piH
IHgacTpian Mapk, Monenanni (Bi), €a4epna (Em),
Maxaby6Harap, TenaHrana, IH-509 301, IHais. B TekcTi
MapKyBaHHS1 YMaKoBKU.
3atBepmxeHo: 11. HAMEHYBAHHA |
MICUE3HAXOIXKEHHA BUPOBHUKA TA/ABO
3AABHUKA Manufacturer: Evertogen Life Sciences
Limited, Plot No.: S-8, S-9, S-13/P & S-14/P TSIIC,
Pharma SEZ, Green Industrial Park, Polepally (V),
Jadcherla (M), Mahabubnagar, Telangana IN-509 301,
India. 3anponoHosaHo: 11. HAMMEHYBAHHSA |
MICUE3HAXOIKEHHA BUPOBHUKA TA/ABO
3AABHUKA Manufacturer: Evertogen Life Sciences
Limited, Plot No: S-8, S-9, S-13/P & S-14/P TSIIC, Pharma
SEZ, Green Industrial Park, Polepally (V), Jadcherla (M),
Mahabubnagar, Telangana IN-509 301, India. 3a3HaveHe
BUNpaBNEHHs BigNOBiAae maTtepianam peecTpauinHoro
0OCbE.

87.

OAKAPBA3UH

niocpinizat ans
PO34MHY AN iH'eKUin
no 200 mr; 1 donakoH
3 niodiniaatom y
KapTOHHiI kopobui

Mini Xenckepe
Nimiten

Benuka
BpuTaHis

Benyc Pemegic
Timiten

IHAis

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3miHu | Tuny
- 3miHun wopao 6eanekn/edpekTMBHOCTI Ta hapMakoHarnsgy
(iHwi 3miHn). Oitova pepakuis: MpadiyHe odopmneHHs
ynakoBku. [logaeTbces. MNponoHoBaHa peaakuis:
MapkyBaHHs. 3ridHO 3aTBEpPKEHOr0 TEKCTY MapKyBaHHSI.
OHOBIEHHS TEKCTY MapKyBaHHS yMakoBKW NikapCbKoro
3acoby 3 BHECEeHHAM iHbopMaLlii LWoao 3a3HauYeHHst
OQMHULIL BUMIpIOBaHHS y cuctemi Sl.

BBeaeHHs 3MiH NnpoTsarom 6-Tu Micauis nicns
3aTBEPOKEHHS.

3a
peuerimom

UA/0548/01/01

88.

OAKAPBA3UH

niodpinizat ans
PO34MHY AN iH'eKUin
no 500 mr; 1 donakoH
3 nioginizatom y
KapTOHHIl kopobui

Mini Xenckepe
Nimiten

Benwka
BpuTaHis

BeHyc Pemegic
Timiten

IHAis

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny
- 3miHun wopao 6e3nekn/epekTMBHOCTI Ta hapMakoHarnsay
(iHwi 3miHn). Oitova pepakuis: MpadiyHe odopmneHHs
ynakoBku. [logaetbes. MNponoHoBaHa pedakuis:
MapkyBaHHs1. 3rifHO 3aTBEPAXEHOr0 TEKCTY MapKyBaHHS.
OHOBIEHHS TEKCTY MapKyBaHHS YNaKoOBKW MikapCbKoro
3acoby 3 BHECEHHSAM iHcpopMalLlii LWoAo 3a3HavYeHHs
OQMHULIL BUMIpIOBaHHS y cuctemi Sl.

BBepneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPOKEHHS.

3a
peuerimom

UA/0548/01/02

89.

OAKCAC ®

TabneTkn, BKpUTI
NniBKOBOKO
o6ornoHkoto, no 500
Mkr; no 10 TabneTtok

ACTPABEHEK
A Ab

LBeuis

Takepa M'moX

Himeyuunna

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3miHu | Tuny
- 3MiHN Wwopo 6e3nekn/edpeKkTUBHOCTI Ta
dapmakoHarnagy. BeegeHHs abo 3MiHM [0 y3aranbHeHUx
AaHuX nNpo cucteMy dpapmakoHarnsay (BBeAeHHs

3a
peuenmom

UA/11261/01/01
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

y BnicTepi; no 3 abo
no 9 bnictepis y
KapTOHHiI kopooLi

y3aranbHeHUX AaHunx Npo cuctemy chapmakoHarnsgy,
3MiHa ynoBHOBaXeHOi 0coby, BianoBigansHoi 3a
3AiicHeHHs hapmakoHarnsigy; KOHTakTHoi ocobu 3
chapmakoHarnagy 3agBHUKa Ans 30iIMCHEHHA
dapmakoHarnagy B YKpaiHi, SKWo BOHa BiAMiHHa Big
yNOBHOBa)eHOi 0cobu, BignosiganbHoI 3a 30iNCHEHHS
thapmakoHarnagy (Bkrovarymn KOHTaKTHI AaHi) Ta/abo
3MiHW Y pO3MilLleHHI MacTep-caiina cuctemu
dapmakoHarnagy). 3MiHa KOHTaKTHOI 0Cobu 3asiBHYMKA,
BignoBiganeHoi 3a hapMakoHarnsg B Ykpaini. [irova
pepakuis: Mpyaies Aennc Omutposuny. lNMponoHoBaHa
penakuis: NlebeguHelb €nnsaseta PomaHiBHa.
3MiHa KOHTaKTHMX JaHMX KOHTaKTHOI 0cobu 3asiBHMKA,
BignoBiganbHoi 3a dhapMakoHarnsg B YKpaiHi

90.

OEKCA-
FEHTAMILUWH

Kpanni o4Hi; no 5 mn
y dhnakoHi-
KpanenbHuui; no 1
dnakoHy-
KpanenbHuLi B
KapTOHHiIN kopobui

YPCA®APM
ApuHanmitten
b F'mM6X

HimeuvuuH
a

YPCA®GAPM
ApuHanmittens MmMo6X

HimevuunHa

BHECEHHS 3MiH 0O peecTpaLlinHnX maTepianis: 3miHu | Tuny

- 3MiHN Wwopno G6e3nekn/eddekTUBHOCTI Ta
capmakoHarnsgy. BeegeHHst abo 3MiHM 0O y3aranbHEHUX
AaHux nNpo cuctemMy chapmakoHarnsgy (BBeaeHHs
y3aranbHeHVX AaHnX Npo cucTeMy chapmakoHarnsgy,
3MiHa ynoBHOBaXeHOi ocobu, BignoBigansHoI 3a
3iicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobu 3
thapmakoHarnagy 3asgBHUKa Ans 30iNCHEHHA
dapmakoHarnagy B YKpaiHi, SKLW0 BOHA BiAMiHHA Bif
ynoBHOBaXeHoI ocobu, BignosiaansHoi 3a 34iNnCHEHHS
hapmakoHarnsiay (BkoYarym KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MilLleHHi MacTep-daiina cuctemu
papmakoHarnsigy). 3miHa KOHTaKTHOI 0CcOBU 3asiBHYMKA,
BignosiganeHoi 3a hapMakoHarnsag B Ykpaini. [irova

pepakuis: KpynHoBuubkuii Octan. lNMponoHoBaHa pefakuis:

LLknspesud Irop OnekcaHgpoBuY. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOT 0cobu 3asiBHMKA, BiAnoBigansHOI 3a
dapmakoHarnsa B YKpaiHi.

3a
peuerimom

UA/5562/01/01

91.

OEKCANOC

Kpanni o4Hi, 1 mr/mn
no 5 mn y cnakoHi-
KpanensHuui; no 1
dnakoHy-
KpanenbHuLi B
KapTOHHiIN kopobui

YPCAPAPM
ApuHanmiTTen
b F'MBX

HimeuvuuH
a

YPCA®APM
ApuHanmittens M'm6X

HimevuunHa

BHECEHHS 3MiH 10 peecTpauiiHnx maTepianis: 3minHu |
Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta

capmakoHarnsgy. BeegeHHst abo 3miHM 00 y3aranbHEHNX

[AaHux nNpo cuctemMy chapMakoHarnsay (BBe4eHHs
y3aranbHeHVX AaHnX Npo cucTeMy chapmMakoHarnsay,
3MiHa ynoBHOBaXeHoi ocobu, BiAMoBiaanbLHOI 3a
30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHs!
dhapmakoHarnagy B YKpaiHi, SKLo0 BOHa BiAMiHHA Bifg
yNnoBHOBaXeHOoI 0cobu, BignoBiaansHoi 3a 3aiNCHEHHS
hapmakoHarnsiay (BKoYarym KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MilLleHHi MacTep-daiina cuctemu
hapmakoHarnsigy) 3miHa KOHTaKkTHOT 0cobu 3asiBHUKA,
BignosiganbHoi 3a hapMakoHarnsag B YkpaiHi. [itova

pepakuisa: KynHoBuubkuin Octan. NMponoHoBaHa pefakLis:

LWknspesuy Irop OnekcaHapoBuY. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOT 0cobu 3aABHMKA, BiANoBigansHOI 3a

3a
peuerimom

UA/4878/01/01
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpayiliHo2o

noceio4yeHHs1

dapmakoHarnag B YkpaiHi.

92.

AONBA30I1-
OAPHULUA

pO34MH Ans iH'ekuin,
10 mr/mn no 1 mn
abo 5 mn B amnyni;
no 5 amnyny
KOHTYPHI
YapyHKOBI
ynakoBLi; o 2
KOHTYPHi YapyHKOBI
yMakoBKM B nayui

MpAT
"dapmaueBTn
YHa dipma
"NapHuug"

YkpaiHa

MpAT
"papmaLeBTUYHa
dipma "OapHuusa"

Ykpaina

BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3miHu |
Tmny - 3MiHuM 3 sikocTi. FoToBUIA Nikapcbkmin 3aci6. Cructema
KOHTeWHep/3aKkynoptoBanbHUiA 3aci6 (iHWwi 3MiHK)
Ao4aBaHHs anbTepHaTMBHOIO BTOPUHHOIO NakyBaHHS (3 2-
4 KofoMm; Ta 3 2-[] KogoM Ta 3 MOXIUBICTIO 3a3HaYeHHs!
KOHTPOMIO BiAKPUTTS) A0 MaTepianis peecTpauiiHoro
faocbe, a came: o poaainy 3.2.P.3.3. Onuc Bupo6Huyoro
npouecy Ta KOHTPOro npouecy Ta 4o po3ainy "Ynakoska"
MKA 3. BeeaeHHst 3mMiH npoTaroM 6-tu micsauiB nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3miHn Wwoao
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsgy (iHwWi 3amiHm)
BBeneHHs anbTepHaTUBHOIO TEKCTY MapKyBaHHS
BTOPUHHOI YMaKOBKW MikapCcbKoro 3acoby i3 3a3HavyeHHaM
2-D kofy Ta iHWOI TEeXHIYHOI iHopMaLlii Ha goaaTok Ao
3aTBEPKEHOr0 TEKCTY MapKyBaHHs. BBeaeHHs 3miH
npoTarom 6-Tu MicauiB nicna 3aTBepaXeHHs. 3MiHu | Tuny
- 3MiHM 3 sikocTi. FOTOBMIA NiKapcbkuii 3aci6. 3MiHN y
BUPOBHMUTBI. 3MiHM Yy NpoLeci BUpOGHMLTBA rOTOBOMO
nikapcbKoro 3acoby, BKMoYayy NPOMKHUA NPOJYKT, LU0
3aCTOCOBYETLCSI NPU BUPOBHULTBI FOTOBOTO NiKapCbKOro
3acoby (iHLWi 3MiHK) BHECEHHS 3MiH o po3ainy 3.2.P.3.
Mpouec BUpoGHMLTBA Nikapcbkoro 3acoby, 3okpema: -
00[aHO MOXINMBICTb BHECEHHS 1OAATKOBUX METOLjB
KoHTponto "CTepunisauis po3unHy B amnynax,
BaKyyMyBaHHs amnyn" Ta "Ctepunisauis po3uunHy B
amnyrnax, KOHTPOMb ammnyrn Ha repMETUYHICTb"; - BHECEHHS
pedakuinHuX NpaBokK Ta CTUNICTUYHUX YTOYHEHD.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3miHK 3 sikocTi. [oToBMIA
nikapcbkuii 3aci6. 3miHu y BUpoBGHMUTBI. 3MiHa po3Mipy
cepii (BkMoYatoum giana3oH po3Mipy cepii) rotoBoro
nikapcbkoro 3acoby (iHLWi 3MiHN) BHECEHHS 3MiH 0
po3giny 3.2.P.3.2. Cknapg Ha cepito, 30Kpema: JOMOBHEHHS
3aTBepakeHnx po3mipis cepin 13 iHdopmauieto woao
KiNbKOCTi amnyn Ta NnpuBeAeHHs! po3ainy Ao HOBOro
dopmaty CTD. BBegeHHsi 3amiH npoTsirom 6-T Micsauis
nicnsa saTBepAXeHHs

3a
peuerimom

UA/4780/01/01

93.

AUNDITIOKAH®

pO34MH Ans iHdYs3in,
2 mr/mn no 50 mn
abo 100 mny
donakoHi, no 1
dnakoHy B
KapTOHHIN ynakosLi

NOANIEP
IHK.

CLA

dapeBa Ambyas

DdpaHuis

BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3MiHu |
Tuny - 3MiHn 3 sikocTi. A®l. Cuctema
KOHTeVHep/3aKynoptoBanbHuUi 3acib (iHwi 3MiHn) 3 meToto
3axucTy cybcTaHuii drykoHa3on BUPOBHUK NPOMNoHye
Jogartu TepmosanedaTaHuin BKnaauLl 3 antoMiHieBoi
donbru B SIKOCTi 04ATKOBOrO BTOPMHHOIO MaKyBarnbHOro
maTtepiany. ®nykoHa3on, ynakoBaHui B NOABiVHi
nonieTuneHoBi naketu, 6yae nomiweHui B
TepMo3aneyvaTaHuii BKNaguLl 3 antoMiHieBoi donbru.
Mogudikauis BTOPMHHOT yNakoBKX He BMSIMHE HA KOHTaKT
cy6cTaHLii 3 nakyBanbHMM MaTepianom. (Ha gaHun yac

3a
peuerimom

UA/5970/01/01
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Ymoeu

Homep

Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

aidnycky

peecmpayiliHo2o
noceio4yeHHs1

cybcTaHuis dhnykoHas3ony nakyeTbes B NOABIVHI
nonieTUNeHoBi NakeTn, SIKi NOMILLAIOTLCS B MONIETUNEHOBI
6apabaHu 3 ocywwyBadem). [itova pegakuis - Fluconazole
is packed in double polyethylene bags in an outer
polyethylene drum with desiccant.
MponoHoBaHa peaakuis - Fluconazole is packaged in
double polyethylene bags, which is placed inside of
aluminum heat-sealed liners with desiccant. The bagged
material is then inserted in an outer polyethylene drum.
BBepneHHs 3MiH npoTsarom 6-Tu MicauiB nicns
3aTBEPOKEHHS

UA/5970/02/02

94.

ONDJTIOKAH®

kancynu no 100 wmr,
no 10 kancyny
onictepi; no 1
Gnictepy B
KapTOHHIN ynakoBLji

Mdbansep IHk.

CLA

dapeBa AMbGyas

dpaHLuis

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis: 3MmiHu | Tuny
- 3miHu 3 akocTi. A®l. Cuctema
KOHTeWHep/3aKynoptoBanbHui 3acib (iHwi 3amiHn) - 3
MeTOl0 3axucTy cybcTaHLuii PrnykoHason BUPOBHUK
NponoHye JofAaTh TepMo3aneyaTaHuin BKnaguil 3
antoMiHieBoi ponbrv B AKOCTi JOAATKOBOTO BTOPUHHOIO
nakyBanbHoro matepiany. ®rnykoHason, ynakoBaHuii B
NoABINHI NonieTnneHoBi nakeTun, 6yae nomilieHnr B
TepMo3sanevaTaHuii BKNaguLl 3 antomiHieBoi donbru.
MogaudpikaLlisi BTOPMHHOI yNakoBKW HE BNSIMHE HA KOHTaKT
cybcTaHUii 3 nakyBanbHUMM maTepianoM. (Ha aaHuii yac
cybcTaHuia nyKoHas3ony nakyeTbCcsl B NOABIVHI
nonieTUNeHoBI NakeTu, siKi NOMILLaTbCSA B NONIeTUNEHOBI
6apabaHu 3 ocywlyBayem). BBeaeHHs1 3MiH NpoTarom 6-Tu
MiCsILiB Micnsi 3aTBEPKEHHSA

3a
peuerimom

UA/5970/02/03

95.

OUNDJTIOKAH®

kancynu no 150 mr,
no 1 kancyni B
onictepi, no 1
6nictepy B
KapTOHHIN ynakoBLji

Mapansep IHK.

CLA

dapeBa Ambya3s

DdpaHuis

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny
- 3miHu 3 akocTi. A®l. Cuctema
KOHTeWHep/3aKynoptoBanbHui 3acib (iHwwi 3amiHu) - 3
MeTOI0 3axucTty cybcTaHuii drnykoHason BUPOGHUK
NPOMOHY€E AoAaTh Tepmo3aneyaTaHvin BKaguLl 3
anoMiHieBOi onbry B SIKOCTi OAATKOBOIO BTOPUHHOTO
nakyBanbHoro matepiany. ®nykoHasorn, ynakoBaHuin B
noagiviHi nonieTuneHoBsi nakeTu, byae NoMilLeHW B
TepmMo3aneyvaTaHuin BKNaguLl 3 antomiHieBoi donbru.
Mogudikauis BTOPMHHOT yNakoBKU He BMSIMHE Ha KOHTaKT
cy6cTaHuii 3 nakyBanbHMM mMaTepianom. (Ha pgaHun yac
cybcTaHuis nyKoHa30y NakyeTbCs B NOABIVHI
nonieTUNeHOoBI NakeTu, siki NOMILLaTLCSA B NOMIETUNEHOBI
6apabaHu 3 ocywlyBayem). BBeeHHs1 3MiH NpoTsrom 6-Tu
MicsILiB Micnsi 3aTBEPOKEHHS

6e3
peuyenma

UA/5970/02/01

96.

AUNDITIOKAH®

kancynu no 50 wmr,
no 7 kancyny
6nictepi; no 1
Gnictepy B
KapTOHHiIN ynakoBLi

Mdpansep IHk.

CLA

dapeBa Ambyas

DdpaHuis

BHECEHHS1 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny
- 3miHu 3 akocTi. A®l. Cuctema
KOHTeWHep/3aKynoptoBarnbHui 3acib (iHwi 3amiHn) - 3
METO 3axucTy cybcTaHuii rnykoHason BUPOGHMK
NPOMoHye AoAaTh TepMo3aneyaTaHvin BKaauLl 3
anioMiHieBoi ponbrv B SKOCTi JOAATKOBOTO BTOPUHHOTO
nakyBanbHoro matepiany. ®nykoHasor, ynakoBaHui B

NoABINHI NonieTnneHoBi NnakeTu, Oyae NnoMiweHnn B

3a
peuenmom
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpayiliHo2o

noceio4yeHHs1

Tepmo3arneyaTtaHuin BKNaguw 3 antoMiHieBoi donbrn.
Mogawndikauisi BTOPUHHOI yNakoBKN HE BMAIMHE Ha KOHTaKT
cybcTaHuii 3 nakyBanbHUM matepianoM. (Ha gaHuii yac
cybcTaHuis dhnykoHas3ony nakyeTbecs B NMOABINHI
nonieTUnNeHoBi NakeTH, SIKi NOMILLAIOTLCS B MONIeTUNEHOBI
GapabaHu 3 ocyllyBadyeM). BBegeHHs 3MiH NpoTArom 6-Tu
MicsUiB NMicnsa 3aTBEpAXEHHSA

97.

AIPOCPOLIUH

pO34MH Ans iH'ekuin,
1000 mr/4 mn no 4
M B amnyni; no 3
ammnynun y KOHTYpPHil
YapyHKOBIlN ynakoBLj
Y KapTOHHIlA kopobui

Maric
dapmachtoTivi
C.p.n.

ITanis

Mitim C.p.n.

ITanis

BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3minHu |
TMNy - 3MiHK Woao 6e3nekn/edheKTUBHOCTI Ta
dapmakoHarnsgy. BeegeHHst abo 3aMiHM fo y3aranbHeHWX
AaHux npo cuctemMy chapmakoHarnsaay (BBeAeHHs
y3aranbHeHVX AaHnX Npo cucTeMy chapmakoHarnsgy,
3MiHa ynoBHOBaXeHOT ocobu, BianoBiganbHoi 3a
3AiCHEeHH:A hbapmakoHarnsgy; KOHTakTHOT ocobu 3
chapmakoHarnagy 3asgBHUKa Ans 30iNCHEHHA
thapmakoHarnagy B YkpaiHi, SKLWO BOHA BigMiHHA Big
YMOBHOBaXEHOi 0cObM, BignoBiganbHOI 3a 30iNCHEHHS
dapmakoHarnagy (Bkrovar4mn KOHTaKTHI AaHi) Ta/abo
3MiHW y PO3MilLleHHI MacTep-carnna cuctemm
dapmakoHarnagy) 3miHa ynoBHOBaXeHOi 0cobu 3asiBHUKA,
BiAnoBiganbHOI 3a 34incHeHHs hapmakoHarnagy. ditoya
peaakuis: Dr. Jennifer Parise. MponoHoBaHa pegakuis: Dr.
Francisco Jose Redondo Dominguez. 3miHa KOHTaKTHUX
[OaHnX yNoBHOBaXeHOI 0cobu 3asiBHMKa, BignoBigansHol
3a 3[ificHeHHs hapmakoHarnagy. 3MiHa KOHTaKTHOT 0cobu
3asBHMKA, BiANOBIAanbHOI 3a 30iACHEHHS
capmakoHarnsgy B YkpaiHi. [itova pegakuis: IleneLukiHa
IpyHa AHaTtoniiBHa. MponoHoBaHa pefakuis: Lknapesny
Irop OnekcaHapoBuY. 3MiHa KOHTAKTHUX JaHUX KOHTAKTHOI
ocobu 3asBHMKA, BiAnNoBiaanbHOI 3a 30iNCHEHHS
dapmakoHarnagy B YKpaiHi.

3a
peuerimom

UA/13936/01/02

98.

OI®OCDOLIMH

pPO34MH Ans iH'ekuin,
500 mr/4 mn no 4 mn
B amnyni; no 5
amnyrn y KOHTYpPHiIn
YapyHKOBIN ynakoBLi
Y KapTOHHIlA kopobui

Maric
dapmacbtoTivi
C.p.n.

ITanis

Mitim C.p.n.

ITanis

BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3minu |
Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsgy. BeegeHHst abo 3MiHM fo y3aranbHeHWX
AaHux npo cuctemy chapmakoHarnsagy (BBeAeHHs
y3aranbHeHWX AaHuX Npo cucTeMy chbapmMakoHarnsay,
3MiHa ynoBHOBaXeHoi ocobu, BianoBiganbHoi 3a
3AiiCHEeHH: hbapmakoHarnsgy; KOHTakTHoOT ocobu 3
dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHS
dapmakoHarnagy B YKpaiHi, SKLWo BOHa BiAMiHHa Big
YNOBHOBaXXEHOI 0CO0U, BiANOBIAaNbHOI 3@ 34iiCHEHHS
hapmakoHarnsiay (BkoYarum KOHTakTHI aaHi) Ta/abo
3MiHM Y pO3MiLLeHHi MacTep-garina cucteMm
dapmakoHarnagy) 3miHa ynoBHOBaXeHOi 0cobu 3asiBHUKA,
BignoBiganbHoI 3a 34iMcCHeHHs hapmakoHarnsaay. [dioya
pepakuis: Dr. Jennifer Parise. MNponoHoBaHa peaakuisi: Dr.
Francisco Jose Redondo Dominguez. 3miHa KOHTaKTHMX
[AaHuX yNOBHOBaXeHOI 0cobu 3asiBHMKA, BiAnoBiganbHoi
3a 3pificHeHHs1 papMakoHarnsay. 3MiHa KOHTaKTHOT ocobu

3a
peuerimom

UA/13936/01/01
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3asBHMKA, BiANOBiAanbHOI 3a 30iACHEHHS
dapmakoHarnsaay B YkpaiHi. [litova pepakuis: Jlenewwkina
IpuHa AHaTtoniiBHa. MponoHoBaHa pefakuis: LWknapesuy
Irop OnekcaHapoBuY. 3MiHa KOHTAKTHUX faHUX KOHTaKTHOI
ocobu 3asiBHMKA, BignoBiganbHoi 3a 34iNCHEHHS
dapmakoHarnagy B YkpaiHi.
99. | AONOBEHE renb, no 20 r abo 50 TOB «TeBa YkpaiHa Mepkne M'mM6X, HimeuunHa BHECEHHS 3MiH 4O peecTpauiiHiX maTepianis: 3MiHu | Tuny bes UA/5565/01/01
r, a6o 100 r rento B YkpaiHa» HimeyunHa - 3MiHK 3 siKoCTi. FOTOBMIA Nikapcbkuid 3aci6. 3miHn y peuenma
Ty6i; no 1 Ty6i B (BUPOBHMLTBO BUPOBHMUTBI. 3MiHM y NpoLeci BUpOGHMLTBA rOTOBOMO
Kopobui Hepo3dacoBaHOro nikapcbKkoro 3acoby, BKMoYaym NPOMiKHUA NPOAYKT, LLO
NpoAyKTy, NepBuHHA 3aCTOCOBYETLCS NPU BUPOBHMLTBI FOTOBOTO NiKapCbKOro
Ta BTOPVHHA 3acoby (He3Ha4yHa 3miHa y npoueci BUpobHMUTBa) -
ynakoBKa, KOHTPOmb OHOBIEHHS ONWCY NpoLiecy BUPOBHMLITBA MiKapCbKOro
cepii; 4O3BIN Ha 3acoby
BUMYCK cepii)
100.| AyoKonTt Kpanni OYHi, pO34nH IlTabopatyap PpaHuis OEN®APM TYP PpaHuis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny 3a UA/18728/01/01
no5mny Tea - 3MiHN wopo 6e3nekn/edPeKTNBHOCTI Ta peuenmom
6aratogo3oBoMy dapmakoHarnagy. 3miHa y KOpoTKili xapakTepucTumi
hbnakoHi 3 HacoCoM i nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
3aXMCHUM MEANYHOro 3aCTOCYBaHHSA Ha MiACcTaBi perynspHo
KoBnaykom; no 1 OHOBINIOBaHOIO 3BiTY 3 6e3nekyu nikapcebkoro 3acoby, abo
hnakoHy y AocnimkeHb 3 6e3neky 3acToCyBaHHSA MikapcbKoro 3acoby
AOMOMDKHOMY B nicnspeecTpauinHuii nepiod, abo sk pesynbTaT OuiHKK
npucTpoi ans 3BiTY 3 AOCHiAXeHb, MPoBeAEeHUX BiANOBiAHO A0 NnaHy
poctasku; Ne 1 abo nepiatpnyHux gocnigxeHs (PIP) (iHwi 3miHn). 3MiHN
Ne 3 y kopobui abo BHECeHi A0 IHCTpyKUii ANst MeanyYHOro 3acToCyBaHHS
no10 mny nikapcbkoro 3acoby Ao po3aainy "Mo6iyHi peakuii” woao
6aratogo3oBomy 6esneku Aitoyoi pevoBuHU. BBeAeHHS 3MiH NpoTArom 6-Tu
nakoHi 3 HACOCOM i MiCsILiB Micnsi 3aTBEPOKEHHSA
3aXUCHUM
KOBMaykom; no 1
hbnakoHy y
OOMOMDKHOMY
npucTpoi ans
pocTaBku; Ne 1 abo
Ne 2 y kopobui
101.| OYTAMIH kancynu Teepai, 0,5 ToBapucTBO 3 YkpaiHa [aneHikym Xenc, C.J1., | IcnaHisi/lHgisa | BHeCeHHs 3MiH 4O peecTpauiiHux maTtepianis: 3miHu | Tuny 3a UA/18461/01/01
mr/0,4 mr; no 6 obmexeHoto Icnanis - 3miHu 3 gkocTi. A®Il. KoHTponb A®I. 3miHa y napameTpax peuernmom
kancyn y 6nictepi, BignosiganbHi (BNpobyBaHHsi cneuudikaLinn Ta/abo 4ONYCTUMUX MEX, BUSHAYEHUX Y
no 5 Gnictepis y CcTHO KOHTPOJHO SKOCTI cneundikauisix Ha A®l, abo BUXIgHUA/NPOMIXKHUIA
KapTOHHIN nayui; no "YHiBepcanbH (disnyHi/XiMiYHI), npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLIEC
6 kancyn y 6nicTepi, € areHcTBo BUNYCK cepii); BUpOGHMLUTBa ADI (BUNYYEHHS HE3HAYHOTO NMOoKa3HMKa
no 15 6nictepis y "MPO- anenikym Xenc, C.J1., SIKOCTi (Hanpuknaz, BUINyYeHHs 3acTapirnoro nokasHukay))
KapTOHHIN nayui; no DPAPMA" IcnaHis (BUpOGHUK BUIy4eHHS nokasHuka «Microbial analysis» i3
9 kancyn y 6nicTepi, NPOMDKHOIO NPOAYKTY cneuudikauii A®| lytactepug Big BupobHuka M3
no 10 6nicTepis y - Oytactepwua,
KapTOHHIN nayui Kancynu m ki, no 0,5
Mr LLIO BignoBigae 3a
BUNpobyBaHHs
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KOHTPOIO SIKOCTi
(isnyHi/xiMnyHi),
BUMYCK cepii);
"aneHikym Xenc, C.J1.,
Icnanisi (BUpo6HMK
NPOMIDXHOrO MPOAYKTY
- Tamcynosivy
rigpoxnopva, nenetw,
no 0,4 mr, wo
BignoBigae 3a
BUNpobyBaHHsA
KOHTPOMIO SIKOCTi
(di3nyHi/XiMUYHI),
BMNYCK cepii);
IHdapmage, C.J1.,
IcnaHisa (BUpoBbHMK
NPOMIDKHOTO MPOAYKTY
- Oytactepug,
kancynu m'ski, no 0,5
Mr, L0 Bignosigae 3a
BUNpobyBaHHSA
KOHTPOIO SIKOCTi);
NABOPATOPIO
EYEBAPHE, C.A,,
IcnaHisi (BUpOGHUMK
NPOMDKHOrO NPOAYKTY
- Oytactepwua,
Kkancynu m ki, no 0,5
Mr, L0 Bignosigae 3a
KOHTPOMb SIKOCTI
(mikpobionorivyHui);
NABOPATOPIO
EYEBAPHE, C.A,,
IcnaHisi (BUpOGHUK
NPOMDKHOrO NPOAYKTY
- TamcynosiHy
rigpoxnopua, nenetw,
no 0,4 mr, wo
BignoBifae 3a
KOHTPOMb SIKOCTI
(mikpobionorivyHui);
NABOPATOPIO
EYEBAPHE, C.A,,
IcnaHis (koHTponb
SKOCTI
(mikpobionorivyHui);
CAIr
MAHY®AKTYPIHT,
C.JLY., IcnaHis
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(BMPOGHMK
NPOMIDKHOrO MPOAYKTY
- Tamcynosivy
rigpoxnopwva, nenetu,
no 0,4 mr, Wwo
BiOgNOBigae 3a
KOHTPOMb AKOCTI,
Bunyck cepii); CAI’
MAHY®AKTYPIHT,
C.J1.Y., IcnaHis
(B1pobHMLTBO,
nakyBaHHS, KOHTPOMb
SIKOCTi, BUNYCK cepii);
CaH ®apmacbioTukan
IHgacTpis Nimiten,
IHZis (BUPOBHUMK
NPOMIDKHOTO MPOAYKTY
- Tamcynosivy
rigpoxnopwva, nenetu,
no 0,4 mr, Wwo
BigNoBigae 3a
BUPOBHMUTBO,
naKkyBaHHSsi, KOHTPOIb
SIKOCTi,BUNYCK cepii);
Cinpgea ®apma, C.J1,,
IcnaHis (BMpobHUK
NPOMDKHOrO NPOAYKTY
- Oytactepwua,
Kancynu m'ski, no 0, 5
M, LLIO BignoBigae 3a
BMPOGHMLTBO,
naKkyBaHHsi, KOHTPOIb
SIKOCTi, BUNYCK cepii)
102.| EBKABAN® kpanni, 1 mr/mn, no Ecnapma HimeyumH dapma BepHirepoge HimeyunHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny 6es UA/13241/01/01
KPAMNI 10 mn y dprakoHi; no m6X a mbX - 3MiHu 3 AkocTi. FoToBMIA Nikapcbkuii 3acib. Cuctema peuernma
1 donakoHy B KOHTelHep/3akynoptoBanbHuiA 3aci6. 3miHa byab-skoi
KapTOHHIN ynakoBLji YacTMHW MaTepiany NEePBUHHOI YNAKOBKW, LLO HE KOHTaKTye
3 rOTOBMM NiKapCbknM 3acobom (Hanpuknag Konip
KPULLIEYOK 3 KOHTPOSIEM NepLLOro BiAKpUTTS, KONip
KOOOBWX Kirneupb Ha aMmnynax, KOHTenHepa Ans ronok (pisHi
BVAM NnacTmacK) (3miHa, sika He BrnuBae Ha KOpPOTKY
XapaKkTepuCTUKy nikapcbkoro 3acoby) - 3miHa y 3B'si3ky 3
NpUNYHEHHsIM BUPOOHULTBA MaTepiany KoBnayka,
polypropylene homopolymer Exxon Mobil PP1013H1.
BBoauTbCA anbTepHaTUBHUI MaTepian aHanoriYHoi SIKOCTi,
ane 6e3 BMicTy dranaris: polypropylene homopolymer
Repsol Healthcare HPP08G. be3nocepeaHb0 3 NPOAYyKTOM
KOBMaYoK He KOHTaKTye
103.| EBKABAN® kpanni, 0,5 mr/mn no Ecnapma HimeuumnH dapma BepHirepoae HimeuunHa BHECEHHS 3MiH 0 peecTpauiiHMX MaTepianis: 3MiHu | Tuny be3 UA/13241/01/02
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KPAMNI onAa 10 M y dpnakoHi, no mM6X a m6X - 3MiHu 3 sikocTi. FoTOBMIA Nikapchkuii 3acib. Cuctema peuenma
OITEN 1 donakoHy B KOHTenHep/3akynoptoBanbHui 3aci6. 3MiHa Byap-skoi
KapTOHHiIl ynakoBLi YacTUHU MaTepiany NepBUHHOT YNaKoBKU, LLIO HE KOHTAKTYE
3 rOTOBMM NiKapcbknM 3acobom (Hanpuknag Konip
KPULLEYOK 3 KOHTPONEM MepLUoro BiAKPUTTS, Komip
KOAOBMX KiNeub Ha amnynax, KOHTenHepa Ansi ronok (pisHi
BMAM NnacTmacu) (3miHa, sika He BrnuBae Ha KOpPOTKY
XapaKTepuCTUKY nikapcbkoro 3acoby) - 3MiHa y 3B'A3Ky 3
NPUNUHEHHAM BMPOGHMLTBA MaTepiany KoBnauyka,
polypropylene homopolymer Exxon Mobil PP1013H1.
BBoauTbCA anbTepHaTUBHUI MaTepian aHanoriYHoi sSIKOCTi,
ane 6e3 BmicTy ctanarTis: polypropylene homopolymer
Repsol Healthcare HPP08G. BeanocepeHb0o 3 NPOAYKTOM
KOBMA4OK HE KOHTaKTye
104.| ETFICTPO301 TabneTkn, BKpUTI 3AT YropwuHa | 3AT dapmaueBTuU4HUA | YropwmHa/ BHECEHHS 3MiH 40 peecTpauitHux maTtepianis: 3MiHu | 3a UA/9959/01/01
nniBKOBOK dapmaneBTuy 3aBop ElC, IcnaHis TMny - 3MiHK Wopao 6eanekn/edeKTUBHOCTI Ta peuenmom
obornoHkoto, no 1 mr HWI 3aBOA, YropwwHa; CiHTOH dapmakoHarnsgy. 3mMiHa y KOpoTKili XapakTepucTui
no 14 Tabnetok y ETIC Xicnanis, C.J1., IcnaHis nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii aAns
6nictepi, no 2 MEeLMYHOro 3acToCyBaHHSA Ha niacTasi perynsipHo
onictepu B OHOBIIOBAHOrO 3BiTy 3 6e3neku nikapcbkoro 3acoby, abo
KapTOHHIN ynakoBLyj; nocnimpkeHb 3 6e3nekn 3acTocyBaHHS Nikapcbkoro 3acody
no 10 TabneTtok y B MicnsipeecTpauinHmin nepiod, abo sk pe3ynbTaT OUiHKK
6nictepi; no 3 abo 3BiTY 3 AOCNiAXEHb, NPOBEAEHMX BiANOBIAHO A0 NnaHy
no 9 Gnictepis y nepiaTpuyHux gocnigkeHs (PIP) (3MiHy y3rogxeHo 3
KapTOHHIl ynakoBLi KOMMETEHTHNM YNOBHOBaXXEHUM OpraHoM) 3MiHM BHECEHO
B IHCTPYKLUiO ANST MEAWYHOrO 3aCTOCYBaHHS MiKapCbKoro
3acoby go po3aginy "MobiyHi peakuii" BignosigHo oo
OHOBMeEHOT iHhopMaLlii 3 6e3nekn 3acTocyBaHHs 4itoyol
peyoBMHYM nikapcbkoro 3acoby. MNpeacTaBneHi 3miHy B
iHcpopMmaii 3 6e3nekn y po3aini NpoekTy iHCTPyKLUii Anst
MeAMYHOro 3actocyBaHHsi «[obiuHi peakuii» WwWoao
BHECEHHS 3MiH Ta JOMNOBHEHb Ha MiACTaBi pekomeHaauii
PRAC, wo po3amileHi Ha odiliiHoMy canTi EMA, MOXyTb
GyTV pekoMeHO0BaHiI 40 3aTBEPXKEHHS Ta BHECEHHS B
IHCTPYKLUIiO ANS MeANYHOTO 3aCTOCYBaHHS NiKapCbKOro
3acoby. BBegeHHst 3MiH npoTsarom 6-Tu micauiB nicns
3aTBEPAKEHHS
105./ EMETOH PO34UH ANS iH'eKuin, TOB "HIKO" YkpaiHa KoHTponb, Bunyck Ykpaina/ BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minu | 3a UA/13447/01/01
2 mr/mn no 2 mn abo cepii: TOB "HIKO", Ipeuis Tuny - 3MiHK Wwopao G6e3nekn/edeKTUBHOCTI Ta peuenmom
no 4 mn B amnyni; YkpaiHa; hapmakoHarnsigy. 3miHa y KopoTKili XapakTepucTuui
no 5 amnyn y nayui Hepo3adacosaHui nikapcbKkoro 3acoby, TEKCTi MapKyBaHHSA Ta iHCTPYKLiT Ans
3 KapTOHY npoayKT, NepBUHHA Me[IMYHOro 3aCTOCYBaHHS Ha NiacTasi perynsipHo
ynakoBKka, BTOPUHHA OHOBIOBAHOrO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
ynakoBKa, KOHTPOJb: pocnimpkeHb 3 6e3nekn 3acToCyBaHHS NiKapcbkoro 3acody
OEMO CA B nicnsipeecTpauinHuii nepioa, abo sk pesynbTaT OLiHKM
OAPMACBIOTIKAN 3BiTY 3 4OCHifXeHb, NPoBeAEeHUX BiANOBIAHO A0 NnaHy
IHOACTPI, peuis negiatpuuHnx gocnigxeHs (PIP) (3MiHy y3rogxeHo 3
KOMMETEHTHUM YNOBHOBaXXEHUM OpraHoM) 3MiHM BHECEHO
00 IHCTpYKUii ANs MeaWYHOro 3acTOCyBaHHS fikapCcbKoro
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3acoby y poaginu: "OcobnueocTi 3actocyBaHHs", "lMoGiYHi
peakuii" BianoBiaHO 40 oHOBNeEHOT iHbopmaluii 3 6e3neku
Lit0401 pevyoBUHMN.
106., EMCE®® 1000 MOPOLLOK ANs Abpun IHAisa HekTap JlandcanHcis IHAis BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3minHu | 3a UA/9914/01/01
po34MHy Ans iH'ekuii | PopmynemnH3 Jlimitea-HOHit VI Tuny - 3MiHK Wwoao G6e3nekn/edeKTUBHOCTI Ta peuenmom
no 1000 mr 1 Mer. N14. tapmakoHarnagy. 3miHa y KOpoTKili xapakTepucTumLi
hnakoH 3 MOPOLLKOM nikapcbkoro 3acoby, TeKCTi MapKyBaHHs Ta iHCTPYKUIi Ans
Y KapTOHHIW MeOM4YHOro 3acTOCyBaHHS Ha MiAcTaBi perynspHo
ynakoBLi OHOBOBaHOrO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
JocnimxeHb 3 6e3neky 3acTocyBaHHS NMikapcbKoro 3acoby
B nicnspeecTpauinHuii nepiof, abo sk pesynbTaTt OLiHKN
3BITY 3 OCNiIOKEHb, NPOBEAEHMX BIAMNOBIAHO 4O NNaHy
negiatpuyHnx gocnigxeHns (PIP) (3MiHy y3roaxeHo 3
KOMMETEHTHNM YNOBHOBaXXEHUM OpraHoM) 3MiHM BHECEHO
00 HCTPYKUiT 4Nst MEAMYHOro 3aCTOCyBaHHSA NikapCbKOro
3acoby y poaginu: "OcobnueocTi 3actocyBaHHs", "lMoGiYHi
peakuii" BiANoBiAHO A0 OHOBIEHOI iHcbopMmalii 3 6e3nekn
Lil0Y0i peyoBuHU. BBegeHHS 3MiH NpoTsirom 6-Tu Micsauis
nicnsi 3aTBepOXEHHS.
107.| EH3UMKC® AYO | Tabnetkn no 20 mr "Xemodpapm" Pecny6bnik "Xemodapm" Al Pecnybnika | BHeceHHsi 3MiH 4O peecTpaLiiHnx maTtepianis: 3miHu | Tuny 3a UA/4162/01/02
POPTE Ta TabneTkun, BKPUTI ALl a Cepbis Cepbis - 3MiHN Wwono G6e3nekn/eddekTUBHOCTI Ta peuenmom
NniBKOBOO dapmakoHarnsay. BeegeHHs abo 3MiHn [0 y3aranbHEeHWX
obornoHkoto, no 2,5 AaHux npo cuctemy chapmakoHarnsagy (BBeAeHHs
Mr, KOMBi-ynakoBka: y3aranbHeHVX AaHnX Npo cucTeMy chapmMakoHarnsay,
no 10 TabneTok 3MiHa YNOBHOBaXXEHOIT 0CO0M, BiANOBiAanNbHOI 3a
(B6inbLioro po3mipy) 3AiNCHEHHA hapMaKkoHarnsay; KOHTaKTHOI ocobu 3
20mrTas dapMakoHarnagy 3asBHUKa Ans 34iNCHEHHs
TabneTok, BKPUTUX dapmakoHarnsaay B YKpaiHi, AKWo BOHA BiAMiHHa BiA
NNiBKOBOO YMOBHOBAXEHOi 0COOM, BignoBiganbHOI 3a 30iNCHEHHSA
o60ornoHKoto, hapmakoHarnsiay (BkoYarym KOHTaKTHI AaHi) Ta/abo
(MeHworo poamipy) 3MiHM Y pO3MilLleHHi MacTep-daiina cuctemu
no 2,5 mry énicrepi; dapmakoHarnsgy) - 3MiHa ynoBHOBaXeHOi 0cobu
no 3 6nictepu y 3asBHuMKa, BignosiganeHoi 3a hapmakoHarnsag. ditoya
KapTOHHiI kopobui pepakuis: Dr. Friderike Klein, MD. NponoHoBaHa pegakuis:
Dr. Andreas lwanowitsch / [loktop AHapeac IBaHoBWY.
3MiHa KOHTaKTHMX JaHNX YNOBHOBAaXEHOI 0COOU 3asiBHYKA,
BigMNoOBiganbHoi 3a hapmakoHarnsg. 3MiHa KOHTaKTHOT
ocobu 3asBHUKa, BiANOBIAanbHOI 3a hapMakoHarnsaz B
Ykpaini. [itova pegakuis: MNpycekun CtaHicnas
Bonoammuposwuy. NponoHoBaHa pepakuis: oy TeTaHa
HOpiiBHa. 3MiHa KOHTaKTHUX AAHUX KOHTaKTHOI ocobu
3asBHMKa, BignosiganbHoi 3a dapmMakoHarnsg B YKpaiHi
108.| EHTEPOCTENNb | nacrta gnsa MpAT "EO® YkpaiHa MpAT "EO® YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3MiHu | Tuny bes UA/4415/02/01
nepoparnsHoro "KPEOMA- "KPEOMA-®APM" - 3miHu 3 AkocTi. FoToBMIA Nikapcbkuii 3acib. Cuctema peuenma
3acTtocyBaHHs, 70 DAPM" KOHTeWHep/3aKkynoptoBanbHuii 3aci6. 3miHa
r/100 r no 135 r abo nocravarnbHUKa nakyBanbHUX MaTtepianis abo
270r,a60405ry KOMMIEKTYIOUMX (SIKLLO 3a3HAYeHO B [OCLE) (3amiHa abo
KOHTeWHepi; no 1 [ofaBaHHsi nocTavarnbHUKa) BHECEHHS anbTepHaTUBHOIO
KOHTEViHepy B nocTayarnbHvKa maTtepiany nepBmHHoi ynakoskv TOB
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KOpobLi 3 KapTOHY; «EBOTEK. IHK», YkpaiHa
no 15 r y nakeri; no
15 a6o 30 nakeTiB y
KOpoO6Lii 3 KapTOHY;
no 90 rabo 225ry
Ty6i; no 1 Ty6i B
KOpoO6Li 3 KapTOHY
109.| ECKY3AH® Kpanni oparnbHi no Ecnapma HimeuumnH dapma BepHirepoae HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3MiHu | Tuny bes UA/0217/01/01
KPAMNI 20 mn y cbnakoHi 3 mM6X a m6X - 3MiHu 3 sikocTi. FoTOBMIA Nikapcbkuii 3acio. Cuctema peuenma
KpanenbHuueto; no 1 KOHTeNHep/3aKkynoptoBanbHuii 3aci6. 3miHa y NepBUHHIN
dnakoHy B yMaKoBLLi FOTOBOro NiKapCbKoro 3acoby (siKicHWI Ta
KapTOHHiIN kopoOLi KinbKicHU cknag) - M’siki Ta HecTepurbHi pigki nikapcbki
cdopmu - BHeceHHst amiH o p.3.2.P.7 Cuctema
KOHTEHep/3aKynoproBanbHuii 3acib, a came- 3MiHa
MaTepiany KoBnavka: 3amiHa romononiMmepy noninponineHy
Ha aHaroriYHuin, Wo He MICTUTb oTanarTis (Yepes
onybnikoBaHi HeraTVBHI BiAryku WoAo BNnmBy dptanaris);
3MiHu | Tuny - 3MiHmM 3 sikocTi. [oToBMIA NikapcbkuMit 3aci6.
Cuctema KoHTelHep/3akynoptoBarbHui 3acib. 3miHa
nocTayarnbHviKa nakyBarnbHUX martepianis abo
KOMMMNEKTYHOUMX (SIKLLO 3a3HAYeHO B 4OCLE) (3amiHa abo
OofaBaHHsi nocTavarnbHuka) - 3MiHa nocTavanbHuKa
crakoHa (6e3 3miHM BMpOOHUKA), Yepe3 eKOHOMIYHiI
NpUYUHK (MiANUCaAHHSA KOHTPAKTY 3 BUPOBGHMKOM chriakoHy
Ha oro npsiMe nocravaHHs)
110.| ECCEHUIANE® | po3uuH gns iH'ekuin, TOB "Onenna YkpaiHa nakyBaHH4, Ykpaina/ BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 3miHu | Tuny 3a UA/8626/01/01
H 250 mr/5 mn Ne 5: no Xernckea MapKyBaHHS, Icnanis - 3MiHu wopo 6e3nekn/edekTBHOCTI Ta peuenmom
5 mn B amnyni; no 5 Ykpaina" KOHTPOIb Ta BUMYCK dapmakoHarnsaay. BeegeHnHs abo 3MiHm [o y3aranbHeHWX
amnyn y KOHTYpHIn cepii: AT [aHuX Npo cuctemy dapmakoHarnsay (BBeAeHHs
YapyHKOBIN "Manuudapm”, y3aranbHeHUX AaHWxX Npo cuctemy hapmakoHarnsgy,
yMaKoBLiB KapTOHHIM YkpaiHa; 3MiHa ynoBHOBaxeHoi ocobu, BianoBigansHoi 3a
Kopooui BMPOGHMLTBO, 3AiNCHEHHA hapmaKkoHarnsay; KOHTakTHOI ocobu 3
nakyBaHHs1, (hapmakoHarnsigy 3asiBHUKa Ans 340ilNCHEHHS
MapKyBaHHS, dapmakoHarnagy B YkpaiHi, SKWo BOHa BiAMiHHa Bif
KOHTPOSIb Ta BUMYCK YMOBHOBAXEHOi 0cobM, BignoBiganbHOI 3a 30iNCHEHHS
cepii: PAMAP XENC hapmakoHarnsay (BkoYarum KOHTaKTHI faHi) Ta/abo
KEAP CEPBICI3 3MiHW Y pO3MilLleHHI MacTep-caiina cuctemu
MAOPWVO, C.AY., dapmakoHarnsgy) - 3MiHa ynoBHOBaXeHOi 0cobu
IcnaHis 3asBHuKa, BignosiganbHoi 3a dpapmakoHarnsag. Hitova
pepakuis: Xogakiscbka TeTaHa BayecnagiBHa.
MponoHoBaHa peaakuis: Muxannos OnekcaHap
BonoavmMupoBuy.3miHa KOHTAKTHUX A@HUX YNOBHOBaXEHOT
ocobu, BignoBigansHoi 3a hapmakoHarnag.3miHa
MicLie3Hax0MKEHHS MacTep-ghanna cuctemm
(hbapmakoHarnsigy Ta moro Homepa.3MiHa Micus
34iCHEeHHS OCHOBHOI AiANbHOCTI 3 dhapMakoHarnsgy
111 ETONO3UNA- KOHLIeHTpaT ang Mini Xenckepe Benuka BeHyc Pewmegic IHgis BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 3miHu | Tuny 3a UA/6439/01/01
mini pO34MHy aAns Nimiteq BpuTaHis TimiTen - 3miHu wopao 6e3nekn/edpekTMBHOCTI Ta hapMakoHarnsay peuenmom
iHdpysin, 20 mr/mm; (iHwWi 3miHW). BHeceHHs 3MmiH go po3ainy "MapkyBaHHs"
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
no 2,5 mn (50 mr), MKA N13. 3atBepaxeHo: Po3gin «MapkyBaHHs» MKA J13:
abo 5 mn (100 wmr), padnyeckoe odopmnerne ynakosku. Mpunaraetcs.
a6o 10 mn (200 mr) 3anponoHoBaHo: Po3gain «MapkysaHHa» MKA N3: 3rigHo
y donakoHi; no 1 3aTBepOKEHOro TEKCTY MapKyBaHHS. OHOBMNEHHS TEKCTY
cbnakoHy B Kopobui MapKyBaHHS1 YNakoBKW NikapcbKoro 3acoby 3 BHECEHHSIM
iHcbopMaLii Woao 3a3HavYeHHs OAUHWLL BUMIPOBAHHS Y
cuctemi Sl. BBeaeHHs 3MiH npoTsarom 6-Tn micsauiB nicns
3aTBEPAKEHHS.
112 3IKAQIA® Kancynu Teepai no Hosapric LLsenuapi Bupo6HMLTBO 3a LLIseiapis BHECEHHS1 3MiH [0 peecTpauiiiux matepianis: 3miHu || 3a UA/16003/01/0
150 mr, no 50 dapma Al a NOBHUM LIMKIOM: TMny - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI Ta peuenmom
kancyn y 6nicrepi, HoapTic ®apma dapmakoHarnsgy. 3MiHM y KOpPOTKili XapakTepucTui
no 3 Gnictepu B Ltenn AT, nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii aAns
KapTOHHiIN kopoOLi Lsenuyapis; KoHTponb MeONYHOro 3aCTOCyBaHHS Y 3B’A3Ky i3 HOBUMMW JaHUMU 3
SIKOCTi (32 BUHATKOM SIKOCTi, AOKMNIHIYHUMW, KMiHIYHUMUW JaHUMW Ta JaHUMK 3
TecTy MikpobionoriyHa capmakoHarnagy - 3MiHM BHECEHO B iHCTPYKLit0 Ans
yncrora): MeAMYHOro 3aCTOCYBaHHs! NikapcbKoro 3acoby Ao po3ainis
dPapmaHanituka CA, "Ocobnusi 3axoamn 6e3nekn”, "Cnocid 3acTocyBaHHA Ta
LLisenuapis no3un" 1a "MobivHi peakuii”
113.| 3IKAQIA® Kancynu Teepgi, no Hosapric LLisenuapi BupobHuuTBO 3a LLisenuapis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny 3a UA/16003/01/01
150 mr no 50 kancyn dapma Al a NMOBHUM LIMKITOM: - AgMiHicTpaTuBHI 3MiHN. 3MiHa HaiMeHyBaHHs Ta/abo peuernmom

y 6nicTepi, no 3
6nictepu B
KapTOHHiIN kopobui

Hoeaptic ®apma
LLtenn AT,
LLIBeviuapis; KoHTponb
SIKOCTi (32 BUHATKOM
TecTy MmikpobionoriyHa
yucrorta):
dPapmaHanituka CA,
LLIseinapisa

agpecy Micusi NPoBaKEHHS AisnbHOCTI BUPOOHUKa
(BKNtOYa4YK, 3a HEOOXIAHOCTI, MiCLe MPOBEAEHHS
KOHTPOIIO SIKOCTi), abo BNacHvKka macTtep-canna Ha AdI,
abo noctayanbHuka Adl/BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
3aCTOCOBYIOTbCA Y BUPOOHMUTBI AP (AKLLO 3a3HAYEHO Y
[OCbE Ha nikapcbkuii 3acib) 3a BigcyTHOCTI cepTudikata
BiANoBiAHOCTI €Bponencokin apmakonei y
3aTBEpAKEHOMY A0CbE, ab0 BMPOOHMKA HOBOIT JOMOMIKHOT
PEYOBUHM (SIKLLIO 3a3HAYEHO Y AOCbE) - 3MiHa agpecu
(Ha3Bu Bynuuj) Micusl NPOBaMKEHHS AiSNbHOCTI
BUpobHMyoi ainbHUUi Novartis Pharma Schweizerhalle AG,
LLiBenuapisi; 3MiHu | TUNy - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HalMeHyBaHHA Ta/abo agpecu Micus NPOBaAXEHHS
[isiNbHOCTI BUPOOHMKa (BKIMoYarum, 3a HeobXigHOCTi,
MicLie NPOBEAEHHS KOHTPOMIO AKOCTi), abo BnacHuka
macTtep-darina Ha ADI, abo noctadyanbHuka
A®l/BuxigHoro matepiany/peareHTy/NMPOMIXXHOrO NPOAYKTY,
LLIO 3aCTOCOBYIOTLCS Y BUPOOHMUTBI ADI (SIKLLO 3a3Ha4YeHO
y OOCbE Ha Nikapcbkui 3acib) 3a BigCyTHOCTI cepTudikata
BiANoBiAHOCTI €Bponencokin papmakonei y
3aTBeEpOKEHOMY Aocbe, abo BUPOBHMKa HOBOT AOMOMIXKHOT
PEYOBMHM (SIKLLLO 3a3HAYEHO Y A0CbE) -3MiHa
HaiMeHyBaHHsi BUPOOHUYOI AinbHuLi Zhejiang Raybow
Pharmaceutical Co., Ltd, Kutan npomixHux npogykTis C1,
C3-1, C3 Ta BuxigHux matepianis C1-2 ta C3-2; 3amiHu |
Tuny - 3MiHn 3 skocTi. A®l. BupobHmuTBO. 3MiHM B npoueci
BUpoGHMUTBa AD| (He3Ha4Ha 3MiHa y npoLeci
BMpoGHMUTBa ADI) - B onnc BUpobHUYoro npouecy
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

BHECEHO pefaKLinHi 3MiHW, BUNPaBreHo NOMUIKK Ta
YTOYHEHO Ajana3oHn BUxody NpomMikHMX npoaykTie C1,
C3-1i C3; 3amiHm | Tuny - 3miHn 3 sikocTi. API. KoHTponb

A®l. 3miHa y napameTpax cneuudikadin Ta/abo
OOMyCTUMUX MeX, BU3HaYeHUX y crneundikauisx Ha AdI,
abo BMXigHUA/MPOMIXKHUIA NPOAYKT/pearexT, Lo
BUKOPUCTOBYHOTLCS Y NpoLeci BupobHuutea AdI
(3BY)XEHHS ONYCTUMMNX MEX, BU3HAYEHMX Y crneumdikaLii)
- 3MiHa gonycTMMOi Mexi 3a MokasHUKoM «Appearance
(visual examination)» cneumdikauii Ha NPOMIXXHUA NPOAYKT
C1-2 (3aTBEpAXKEHO: XXOBTUI abo YepBOHYBaTO-

KOPWYHEBWIA MOPOLLIOK; 3aMpPOrNoHOBaHO: 0BT abo

MaWKe >XOBTUIA NOPOLLOK); 3MiHW | TURy - 3MiHM 3 SKOCTI.
A®I. KoHTponb AdI. 3miHa y meToaax BunpobysaHHA AdI
abo BuxigHOro martepiany/npoMixkHOrO NPOAYKTY/peareHTy,

LLIO BUKOPUCTOBYETLCS Y npoueci BupobHuuytea A®I (iHwwi
3MiHM B MeToAax BMNpobyBaHHSA (BKoYao4umn 3amiHy abo

[OOMOBHEHHST) ANS peareHTy, WO He CNPUYMHSE iCTOTHOIO

BMMMBY Ha sikicTb A®I) - 3MiHa MeToay BU3HAYEHHS
ineHTudiKauii ioHiB HaTpito y cneumndikaLii Ha peareHT
30% po34uH rigpokcuay HaTpito, L0 BUKOPUCTOBYETLCS

BUpoGHMYoto ainbHuueto Novartis Pharma Schweizerhalle
AG Ha cTagii BUrotoBneHHs npomixHoro npogykty C7

(3aTBEpOKEHO: peakuist B monyMm'i; 3anponoHoBaHo:

peakLisi ocafXeHHs nipoaHTiMoHaToM Kanito (2.3.1. EP))

114.

SIKAQIA®

Kancynu TBepai no
150 wmr; no 50
kancyn y 6nicrepi;
no 3 6nictepu B
KapTOHHiI kopobui

Hoapric
dapma Al

LLseruapi
a

BupobHuuTBO 3a
MOBHUM LMKIIOM:
HosaprTic ®apma
LLtein AT,
LLsenuapis;
KoHTponb sikocTi (3a
BUHSITKOM TECTY
MikpobionoriyHa
yncrota):
dapmaHanituka CA,
LLiseniuapis

LLIseviLapisa

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:amiHu | Tuny
- AgmiHicTpaTtuBHi 3MiHK. 3miHa kogy ATX - 3MiHM BHeCEHO
B iHCTPYKLUiT ANs MEOWYHOro 3acTOCyBaHHS MikapCbKoro
3acoby no po3giny "®apmakotepaneBTuyHa rpyna. Kog
ATX" BignosigHo fo MixHapoaHoro knacudikatopa BOO3
(http://www.whocc.no/atc_ddd_index/). 3aTBepaeHo:
MpoTnnyxnuHHI Ta iMyHOMOZYMtoYI 3aco0u. IHLi
NpOTUNYXNUHHI 3acobu. IHribiTopu npoTteiHkiHaan. Kog ATX
LO1X E28. 3anponoHoBaHo: [MpoTunyxmnunHHi 3acobu.
IHriGiTopn KiHa3u aHannactTuyHoi nimcomu. Kog ATX
LO1EDO2

3a
peuerimom

UA/16003/01/01

115,

30JIAEKC

Kancyna ansi
nigLWKipHOro
BBEOEHHS
NPOSIOHroBaHoI Aji
no 3,6 mr; 1 kancyna
y wnpuy-annikatopi
i3 3aXMCHUM
MexaHiamom; rno 1
LUNpULY B KOHBEPTI 3
NPUKPINIeHNM
npanopuem-
aHoTaLjie 3

AcTtpa3eHeka
IOK Nimiten

Benuka
BpuTaHis

Actpa3eHeka HOK
TNimiten

Benuka
BpuTaHis

BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3MiHu | Tuny
- 3miHu Wwopao 6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsgy. BeeaeHHs abo 3MiHM 4o y3aranbHeHWX
OaHuX Npo cucTeMy chbapMakoHarnsigy (BBeaeHHs
y3aranbHeHVX JaHnX Npo cucTeMy chapmMakoHarnsay,
3MiHa ynoBHOBaXeHOI ocobu, BianosiganbHoi 3a
3AiiCHEeHH: hbapmakoHarnsgy; KOHTakTHoOT ocobu 3
dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHs!
dapmakoHarnagy B YKpaiHi, SKWo BOHa BiAMiHHa Big
YNOBHOBaXXEHOI 0COOU, BiANOBIAaNbHOI 3@ 34iICHEHHS
hapmakoHarnsiay (BkIoYarym KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MiLLEeHHi MacTep-ganna cucTteMm

3a
peuerimom

UA/4236/01/01
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BOJSIOrOMNorfmMHa4o dapmakoHarnagy). 3MiHa KOHTaKTHOI 0cobu 3asiBHYMKA,
10 Kancynoto; no 1 BiANoBiAanbHOI 3a dhapmakoHarnag B Ykpaini. [itoya
KOHBEPTY B pepakuis: Mpyaies Oennc Omutposuy. NponoHoBaHa
KapTOHHiI kopooLi penakuis: NlebeguHelb €nnsaseTa PomaHiBHa.
3MiHa KOHTaKTHMX JaHMX KOHTaKTHOI 0COOM 3asiBHMKA,
BignosiganbHoi 3a chapMakoHarnsg B YkpaiHi
116.| 30JIAOEKC Kancyna ans Actpa3eHeka Benuka Actpa3eneka tOK Benuka BHECEHHS 3MiH 4O peecTpauiiHiX maTepianis: 3MiHu | Tuny 3a UA/4236/01/02
niALWKipHOro HOK Iimiteq Bputanis Nimiten Bputanis - 3MiHun Wwopo 6e3nekn/edekTBHOCTI Ta peuernmom
BBEAEHHSA dapmakoHarnsay. BeegeHHst abo 3aMiHM fo y3aranbHeHWX
NPOSIOHroBaHoI Aji [aHuX Npo cuctemy dhapmakoHarnsgy (BBeAeHHs!
no 10,8 wmr, 1 y3aranbHeHVX AaHnX Npo cuctemMy chbapmakoHarnsgy,
Kancyna y wnpuu- 3MiHa ynoBHOBaXeHOI ocobu, BianoBiganbHoi 3a
annikaTopi i3 3AiicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobu 3
3aX1CHUM apmakoHarnsay 3asBHUKa ANs 30iNCHEHHS
MexaHiamom; no 1 chapmakoHarnagy B YkpaiHi, SKLWO BOHA BigMiHHaA Big
LUNpULY B KOHBEPTI 3 yNoBHOBa)eHOi 0cobu, BignosiganbHoI 3a 34iNCHEHHS
NPUKpIiNneHum dapmakoHarnagy (BKIovarymn KOHTaKTHI AaHi) Ta/abo
npanopuem- 3MiHW y PO3MilLleHHI MacTep-carnna cuctemm
aHoTauiero 3 dapmakoHarnagy). 3MiHa KOHTaKkTHOI 0cobu 3asiBHMKA,
BOJIOronornnHato- BignoBiganbHoi 3a hapMakoHarnag B Ykpaini. Lirova
4oto Kancynoto; no 1 penakuis: Mpyaies Oennc Omutposuyd. NponoHoBaHa
KOHBEPTY B penakuis: NlebeguHelb €nnsaseta PomaHiBHa.
KapTOHHIN kopobLi 3MiHa KOHTaKTHMX JaHMX KOHTaKTHOI 0cobu 3asBHMKa,
BignosiganbHoI 3a hapmMakoHarnsg B YKpaiHi
117. 30OHIK Kancynu TBepgi no TOB YkpaiHa KYCYM XENTXKEP IHAais BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3miHa 3a UA/19526/01/01
25 mr; no 14 kancyn "TNEOPAPM MBT NTAO 3asBHUKa (BNacHUKa peecTpaLinHoro NocBig4eHHs) (3rigHo |  peyenmom
y bnicTepi; no 2 abo ntn" Hakady MOS Big 23.07.2015 Ne 460): BBegeHHsi 3aMiH

no 4 6nictepu B
KapTOHHIN ynakoBLji

npoTarom 6-Tu MicauiB nicna 3aTBepakeHHs. 3MiHu | Tuny
- 3MiHN wopo 6e3nekn/edPeKTNBHOCTI Ta
dapmakoHarnsgy. BeegeHHst abo 3MiHM fo y3aranbHeHWX
AaHux npo cuctemy chapmakoHarnsagy (BBeAeHHs
y3aranbHeHVX AaHnX Npo cucTemy chapmakoHarnsgy,
3MiHa ynoBHOBaXeHoi ocobu, BianoBiganbHoi 3a
30iACHEHHS (hapMaKkoHarnsigy; KOHTaKTHOT ocobu 3
dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHSsI
dapmakoHarnagy B YKpaiHi, SKLWo BOHa BiAMiHHa Bif
ynoBHOBaeHoI ocobu, BignoBiaansHoi 3a 3A4iNCHEHHS
dapmakoHarnsaay (BKoYarym KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MiLLeHHi MacTep-darina cucteMm
hapmakoHarnsigy) 3miHa yrnoBHoBaxeHoi ocobu 3asiBHUKa,
BignoBiganeHoI 3a 3aicHEHHSA hapmakoHarnsagy. [itoya
pepakuis: Dr. Sanjay Kumar Mishra. MponoHoBaHa
pepakuis: Mpusummpceka Tamapa BonogumupisHa. 3miHa
KOHTaKTHMX JAHMX YNOBHOBaXXEHOI 0COOM 3asiBHMKA,
BiAnoBiganbHoi 3a 34iCHeHH:A hapMakoHarnsgy. 3miHa
Micus 304iNCHEHHS] OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsay.
3MiHa MicLue3HaxoakeHHs1 MacTep-daiina cucremu
¢hapmakoHarnsgy Ta horo Homepa.
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
118.| 30HIK Kancynu Teepai no TOB YkpaiHa KYCYM XEJNTTXKEP IHgis BHECEHHS 3MiH [0 peecTpaLinHmx maTtepianis: 3miHa 3a UA/19526/01/02
50 mr; no 14 kancyn "TNEAPAPM MBT NTA 3asBHUKA (BNacHMKa peecTpaLinHoro NocBiaYeHHs) (3rigHo | peyenmom
y BnicTepi; no 2 abo nTao” Haka3dy MO3 Big 23.07.2015 Ne 460): BeegeHHs 3mMiH
no 4 Gnictepu B NpoTArom 6-Tn MicsLiB nicnsi 3aTBepaKeHHS. 3MiHun | Tuny
KapTOHHIN ynakosLi - 3MiHu wopo 6e3nekn/edekTBHOCTI Ta
dapmakoHarnsay. BeegeHHst abo 3MiHM fo y3aranbHeHWX
[AaHuX nNpo cucteMy chapmMakoHarnsgy (BBeAeHHs
y3aranbHeHVX AaHnX Npo cuctemy hapmakoHarnsgy,
3MiHa ynoBHOBaXkeHOT 0cobu, BianoBiganbHoi 3a
3AiicHeHHs hapmakoHarnsgy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHsI
thapmakoHarnagy B YkpaiHi, SKLWO BOHA BigMiHHa Big
yrNoBHOBa)eHOi 0cobu, BignosiganbHoI 3a 34iNCHEHHS
dapmakoHarnsaay (BKIoYaym KOHTaKTHI AaHi) Ta/abo
3MiHW y PO3MilLleHHI MacTep-tarnna cuctemm
dapmakoHarnagy) 3miHa ynoBHOBaXeHoi 0cobu 3asiBHUKA,
BignoBiganbHoI 3a 3aiMcHEHHA hapmakoHarnsaay. [ioya
pegakuisi: Dr. Sanjay Kumar Mishra. MNponoHoBaHa
pegaakuisi: Mpuanmmpcbka Tamapa BonogumupisHa. 3miHa
KOHTaKTHMX JAHMX YNOBHOBaXXEHOI 0CO6U 3asiBHYMKA,
BiNoBiganbHoi 3a 34iMCHEHHS hapmMakoHarnsay. 3miHa
Micus 34iMCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsay.
3MiHa Micue3HaxomKeHHs MacTep-caina cuctemm
¢hapmakoHarnsgy Ta horo Homepa.
119.| IBAHOPOHOB KOHUeHTpaT ans Axkopa Benuka BrpobHuuTBO IHpia/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny 3a UA/16515/01/01
A KUCNOTA pO34uHy ans Xenckea JlTa. Bputanis rotoBoro J13, Benuka - 3MiHu 3 gkocTi. FoToBMIA nikapcbkuii 3aci6. CTabinbHICTb. peuenmom
AKKOPO iHcpy3in, 1 mr/mn no nepBUHHE, BTOPUHHE BpuTaHis/ 3MiHa y TepMiHax npuaaTHocTi abo ymoBax 36epiraHHsi
2mMnTano6mny nakyBaHHs1, KOHTPOIb YropwwuHa/ rOTOBOrO MiKapCbKOro 3acoby (36inbLUeHHSA TepMiHy
dnakoHax, no 1 AKOCTI: Benwka npuaaTHOCTI FOTOBOro Nikapcbkoro 3acoby) - [ns Toprooi
dnakoHy y IHTac BpuTaHis/ ynakoBku (MiATBEPAKYETLCA AAaHUMU pearbHOro Yacy).
KapTOHHiIN kopooLi dapmacbloTukenc YropuHa 30inbLlUEHHSA TepMiHY NPUAATHOCTI TOTOBOrO NiKapCbKoro
NimiTen, IHais; 3acoby. 3aTBepakeHo: 2 poku. 3anponoHOBaHO: 3 PoKM.
BTopuHHE nakyBaHHs: 3MiHU BHECEHI B iIHCTPYKL0 ANs MEAUYHOrO 3aCTOCYBaHHSI
Akkopp Xenckea nikapcbkoro 3acoby y po3ain "TepmiH npugaTHoCTi".
Nimiten, Benuka BBeaeHHs 3MiH NnpoTsarom 6-Tu Micauis nicns
BpuTaHis; 3aTBEePAKEHHS
KoHTponb sikocTi:
BeccniHr XaHrepi
K., YropwuHa;
BinnosiganbHuii 3a
BUNYCK cepii:
Akkopg Xenckea
Ilimiten, Benuka
BpuTaHis;
KoHTponb siKoCTi:
SAPMABANIA Nra.
Mikpo6ionoriuHa
naboparopisi,
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
YropwuHa
120.| IM®IH3I KOHUEeHTpaT ang ACTPA3EHEK Benuka Actpa3eHeka Ab, LLBeuis/ BHECEHHS 3MiH [0 peecTpauinHmx matepianis: 3MiHu | 3a UA/18578/01/01
po34nHy ans A OK Jlimiteq Bputanis LLseuis (BTOpUHHE CLIA/ Tuny - 3MiHK Wwoao 6eanekn/edekTMBHOCTI Ta peuernmom
iHdysin, 50 mr/mn nakyBaHHsi); HimeyuunHa/ capmakoHarnsgy. BeegeHHst abo 3MiHM 00 y3aranbHEeHUxX
1 dnakoH (120 Actpa3ereka AB, Benuka AaHnx npo cuctemy chapmakoHarnsgy (BBeaeHHs
Mmr/2,4 mn) 3 LLseuis (koHTponb Bputanis y3aranbHeHVX AaHnX Npo cuctemy hapmakoHarnsgy,
npobkoto Ta SIKOCTi (32 BUHSATKOM 3MiHa ynoBHOBaXXeHOT 0cobu, BianoBiganbHoi 3a
koBnayvkom «flip-off» CTEPUINBHOCTI), BUMYCK 3AiNCHEHHS hapMaKoHarnsgy; KOHTakTHOi ocobu 3
Y KapTOHHi KOpoobUi cepii nikapcbKoro apmakoHarnsay 3asBHUKa Ans 30iNCHEHHS
abo 1 dnakoH (500 3acoby); Actpa3eHeka dapmakoHarnagy B YkpaiHi, SKWo BOHa BiAMiHHa Bif
mr/10 mn) 3 dapmacbtotukanc I, yNoOBHOBa)eHOi 0cobu, BignoeiganbHoI 3a 34iACHEHHS
npo6koto Ta CLA (koHTponb sIKOCTi dapmakoHarnagy (BKIovarymn KOHTaKTHI AaHi) Ta/abo
koBnayvkom «flip-off» (3a BUHSAATKOM 3MiHM Y pO3MiLLEeHHi MacTep-danna cuctemm
Y KapTOHHIlA kopobui CTEPUIbHOCTI i dapmakoHarnagy) 3MiHa KOHTakTHOT 0cobu 3asiBHMKA,
€HOO0TOKCUHY)); BignoBiganbHoi 3a hapMakoHarnag B Ykpaini. Lirova
BeTttep dapma- penakuis: Mpyaies Oennc Omutposuyd. NponoHoBaHa
®epTuryH MmM6X ta Ko. penakuis: NlebegnHelpb €nnsaseTta PomaHiBHa. 3miHa
KI, HimeuunHa KOHTaKTHUX AaHUX KOHTAKTHOI 0COOW 3asiBHUKA,
(BUPOBHMLTBO BiAnNoBiganbHOI 3a hapmakoHarnag B YkpaiHi.
nikapcbkoro 3acoby,
KOHTPOMb SKOCTI
(TiNbKV CTEPUNBHICTD i
€HIOTOKCUHN));
KataneHT IHgiaHa,
Ninc, CWA
(BMPOGHMLUTBO
nikapcbkoro 3acoby,
BTOPWHHE NaKyBaHHs);
MegalmyH FOK Nimitea,
Benvka Bpuranis
(KOHTpOIb SIKOCTi)
121.| IHCYBIT® 30/70 | cycneHsis ons BITAIl ®apma | HimeuuunH BiokoH Banonomxuke | IHAis/YkpaiH BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu | 3a UA/14836/01/01
iH'ekuin, 100 MO/mn, m6X a Nimiten, IHais; a TMNy - AOMIHICTPaTMBHI 3MiHW. 3MiHa HalMEHYBaHHS peuenmom
no3mny AT «dapmak», Ta/abo agpecu MicLs NpoBafXXeHHs! OisNbHOCTI BUPOGHMKa
KapTpuoxi, no 5 YkpaiHa (Bkntovaroum, 3a HeoBXiAHOCTI, MicLie NpoBeAEeHHS
KapTpuUaXiB y KOHTPOIIO SIKOCTi), abo BnacHvka macTtep-danna Ha AdI,
6nicTepi, no 1 abo noctavanbHuka Adl/BuxigHoro
6nictepy y nauyui; no maTepiany/peareHTy/npoMiXXKHOrO NPOAYKTY, Lo
10 mMn y dpriakoHi, no 3acTOCOBYOTBECH Y BUPOOHMLTBI AP| (SKLLO 3a3HaveHo y
1 donakoHy y nauui [OCbe Ha nikapcbkuii 3acib) 3a BigcyTHOCTI cepTudikata
BignoBigHoCTi €Bponenchkit hapmakonei y
3aTBEPAKEHOMY A0CbE, 200 BUPOGHMKA HOBOT JOMOMIKHOI
PEYOBUHM (SIKLLIO 3a3HAYEHO Y A0Cbe) 3MiHa
HalMeHyBaHHsI BUpobHUka AdPI. disnyHe posTallyBaHHS
BMPOGHWYOI AinbHULI Ta yCi BUpOGHWYI onepadii
3anuwaTbCs HE3MIHHUMU. 3MiHu | Tuny -
AaMiHicTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

agpecu Micua NpoBagKeHHs OisinbHOCTI
BMpOBHWKa/imnopTepa roToBoro nikapcbkoro 3acoby,
BKITHOYAK04M AinbHULI BUNYCKY cepii abo micue
NPOBEAEHHS KOHTPOSO AKOCTI. (LiANbHICTb, 3a AKY
BianoBigae BUPOBOHMK/iMNopTep, BKMOYa4M BUMYCK Cepilt)
3MiHa HariMeHyBaHHs1 BUpoOHuKa J13 y 3B's3Ky 3
NPUIAHATUM PiLLEHHSIM paay AMPEKTOPIB KoMMaHii. Takox
BHECEHi 3MiHM y HanMcaHHs agpecy BUpobHUKa, a came
npvBeaeHo y BignoeigHictb 4o GMP Ta niueHsii Ha
BUPOBHMLTBO (foaaHo HoMepu 6nokie byaisenb). PisnyHe
po3TallyBaHHSA BUPOOHMYOI AiNbHULI Ta yCi BUPOOHWYI
onepadii 3anuwaoTbcst He3MiHHUMK. 3MiHM BHECEHO B
iHCTpYyKLUil0 ANs MeQnYHOro 3acTOCyBaHHS NikapCbKOro
3acoby y po3ginu «BupobHuky» Ta «MicLe3HaxomKeHHst
BMPOGHMKa Ta agpeca Micusi NpoBagXeHHSs Aoro
DiANbHOCTI» 3 BiANOBIOHUMW 3MiHAMWN Y TEKCTIi MapKyBaHHS
yMaKoBKM MikapcbKoro 3acoby. BBeAeHHs 3MiHM NpoTArom
6-TV MicaLiB Nicns 3aTBEPAKEHHS.

122.

IHCYBIT® HNP

cycneHsia ans
iH'ekuin, 100 MO/mn,
no3mny
KapTpuoxi, no 5
KapTpuoXiB y
6nictepi, no 1
6nictepy y nauui; no
10 mn y dprakoHi, no
1 donakoHy y nayui

BITAIl ®apma
6X

HimeuvuuH
a

BiokoH Banonomxukce,
IHais;
AT «dapmaky,
YkpaiHa

IHgis/YkpaiH
a

BHECEHHS 3MiH 40 peecTpauitHux maTtepianis: 3MiHu |
TMny - AGMiHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHS
Ta/abo agpecn MicLs NPOBaMKEHHS QiSNbHOCTI BUPOOHMKa
(BKNtOYao4uK, 3a HEOOXiAHOCTI, MicLe NPoBeAEeHHS
KOHTPOIIO SIKOCTi), abo BnacHuka macTtep-canna Ha AdI,
abo noctayanbHuka Adl/BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpPoAykKTy, Lo
3aCTOCOBYIOTbCA Y BUPOOHMUTBI API (SIKLLO 3a3HAYEHO Y
[OCbE Ha nikapcbkuii 3acib) 3a BigcyTHOCTI cepTudikata
BignoBigHocCTi €Bponenchki hapmakonei y
3aTBEpPAKEHOMY A0CbE, aD0 BUPOGHMKA HOBOI JOMOMIKHOT
PEYOBUHM (SIKLLIO 3a3HAYEHO Y A0Cbe) 3MiHa
HanMeHyBaHHS BUpobHUuka API. disnyHe posTallyBaHHs
BMPOBHWYOI AinbHULI Ta yCi BUpOBHWYi onepauii
3anuwaTbCs HE3MIHHUMU. 3MiHu | Tuny -
AamiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo
agpecu MicLsa NpoBafKeHHS AiNbHOCTI
BMPOOHWKa/imnopTepa roToBoro nikapcbkoro 3acoby,
BKIOMAKOUM AinbHULI BUNYCKy cepii abo Micue
NpoBeAeHHS KOHTPOIO SIKOCTI. (BiSNbHICTb, 3a SKy
BiANOBigae BUPOGHMK/IMNOpTEp, BKIOYAKUMN BUNYCK CEPIlt)
3miHa HaliMeHyBaHHs BUpoGHuka J13 y 3B'A3ky 3
NPUAHATUM PiLLEHHAM pagy AUPEKTOPIB KOMMaHii. Takox
BHECEHi 3MiHM y HannMcaHHs agpecy BUpobHUKa, a came
npuBeaeHo y BianoeigHicTb 4o GMP Ta niueHsii Ha
BMPOGHMLUTBO (BogaHo HoMepm 6riokie Oyaisernb). PisnyHe
po3TallyBaHHS BUPOGHMYOT AinbHULI Ta yCi BUPOGHWUI
onepaLjii 3anuLaTbCsl HE3MIHHUMUW. 3MiHWM BHECEHO B
iHCTPYKLUIiO ANs MeQNYHOTro 3aCTOCYBaHHS NiKapCbKOro
3acoby y po3ainu «BupobHuk» Ta «Micue3HaxomKeHHst
BMpOOHWMKa Ta agpeca MicLsi NPoBaKEeHHs Moro

3a
peuernmom

UA/14838/01/01
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpayiliHo2o

noceio4yeHHs1

DiSNbHOCTI» 3 BiANOBIOHUMW 3MiHAMW Y TEKCTI MapKyBaHHS
ynakoBKM fikapcbkoro 3acoby. BeegeHHst 3MiHu npoTsirom
6-TV MicaLiB Nicns 3aTBEPAKEHHS.

123.

IHCYBIT®H

PO34MH ANs iH'ekuin
no 100 MO/mn no 3
My KapTpuaxi, no
5 kapTpuoxis y
GnicTepi, no 1
6nictepy y nayui; no
10 M y dprakoHi, no
1 donakoHy y navui

BITAJT ®apma
mM6X

Hime4uuH
a

BiokoH Banonomxuke,
IHais;
AT «Papmak»,
YkpaiHa

IHgis/YkpaiH
a

BHECEHHS 3MiH A0 peecTpauiiHnx maTtepianis: 3minHu |
TMny - AGMiHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHS
Ta/abo agpecu MicLs NpoBafXXeHHs QisnbHOCTI BUPOGHMKa
(BKntOYaroum, 3a HEOOXIAHOCTI, MicLle NPoOBeAEHHS
KOHTpOMIO sIKOCTi), abo BnacHuka mactep-danna Ha AP,
abo noctavanbHuka Ad®l/BuxigHoro
maTepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
3aCTOCOBYIOTbCA Y BUPOOHMUTBI API (SIKLLO 3a3HAYEHO Y
[0Cbe Ha nikapcbkui 3acib) 3a BigcyTHOCTI cepTudikata
BignoBigHOCTI €Bponeiickki hapmakonei y
3aTBEpPAKEHOMY A0CbE, ab0 BUPOGHMKA HOBOIT JOMOMIKHOI
PEYOBMHM (SKLLO 3a3HAYeHO y Aocbe) 3MiHa
HaliMeHyBaHHs BUPOOHMka ADI. disnyHe posTallyBaHHs
BMPOGHWYOI AinbHULI Ta yCi BUPOOHWYI onepadii
3anuaTbCst He3MiHHUMK. 3MiHu | Tuny -
AOMiHIiCTpaTUBHI 3MiHW. 3MiHa HalMeHyBaHHS Ta/abo
agpecu Micusa NpoBamKeHHS AiSrnbHOCTI
BMPOGHYMKa/iMnopTepa roToBoro nikapcbkoro 3acoby,
BKIIOYaK04M OinbHULI BUNYCKy cepii abo micue
NpoBeAeHHS KOHTPOIO SKOCTI. (AiSNbHICTb, 3a AKy
BigMNoBigae BUPOOHMK/iMMOpPTEp, BKIOYAKUN BUNYCK CEPilt)
3miHa HariMeHyBaHHs BUpoGHuka J13 y 3B'A3ky 3
NPUAHATUM PiLLIEHHSAM pagy AUPEKTOPIB KOMMaHii. Takox
BHECEHi 3MiHW Y HanucaHHsi agpecu BUpobHuka, a came
npuBeaeHo y BignosigHicTb 4o GMP Ta niueHsii Ha
BMPOBHMLTBO (ZoaaHo Homepw 6rokie Byaisenb). PisnyHe
po3TallyBaHHS BUPOBGHMYOT AinbHULI Ta yCi BUPOGHWUI
onepaLlii 3anvwatTbCs HE3MIHHUMU. 3MiHWM BHECEHO B
IHCTPYKLUIiO ANS MeANYHOTO 3aCTOCYBaHHS NiKapCbKOro
3acoby y po3ainu «BupobHuk» Ta «MicuesHaxomKeHHs
BMPOGHMKa Ta agpeca Micusi TPOBagXKEHHS Oro
AiSNbHOCTI» 3 BiANOBIAHMMY 3MiHAMM Y TEKCTi MapKyBaHHS
yNakoBKU MikapcbKkoro 3acoby. BBeAeHHs 3MiHW NpoTsrom
6-TW MicAUiB Nicnsa 3aTBEPAXEHHS.

3a
peuernmom

UA/14837/01/01

124.

KABIHTOH

KOHLIeHTpaT Ans
PO34MHy Ans
iHpysin, 5 mr/mn;
no 2 Mn B amnyni;
no 5 amnyny
NNacTuKoBIN opmi;
no 2 NNacTuKoBi
OpMM B KAPTOHHIN
ynakoBLji

BAT "lepeoH
PixTep"

YropwuHa

BAT "lepeoH Pixtep"

YropuHa

BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minu |
Tuny - 3MiHK Wwopao G6e3nekn/edeKTUBHOCTI Ta
papmakoHarnsgy (iHwi 3miHu) 3mMiHM BHECEHO A0
IHCTpYKUIT ANS MeANYHOro 3acTOCyBaHHS MikapCbKOro
3acoby Ao posainy "OcobnuneocTi 3acTocyBaHHSA", a came
[0MNoBHEHO iHdopmallito Lwoao 6eanekn 3acTocyBaHHSA
OOMOMDKHMX pevyoBUH. BBefeHHst 3MiH NpoTarom 6-tu
MicauiB nicns 3aTBepAXeHHs. 3MiHu | Tuny - 3miHn wopao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay (iHLwi 3miHK)
3MiHM BHeceHo [0 IHCTpyKLii ons meguyHoro
3aCTOCYBaHHsI Nikapcbkoro 3acoby Ao po3ainis
"OcobnuBocTi 3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta

3a
peuerimom

UA/4854/02/01
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

nosun”, "MobivHi peakuii”, "lNMepenosyBaHHsa", a came
YTOYHEHHS iHdopMaLlii Ta pegaryBaHHs TEKCTY
3a3HayeHux po3ginie. BBeaeHHs 3MiH NpoTsArom 6-Tu
MicAUiB Nicnsa 3aTBepAXEHHS.
3Minu |l TMny - 3miHn Wwopo H6e3nekn/edekTMBHOCTI Ta
dapmakoHarnagy. 3MiHu y KOPOTKil XxapakTepucTumLi
nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii ans
MeON4YHOro 3aCTOCYyBaHHS Y 3B’A3Ky i3 HOBMMMW JaHVUMU 3
AKOCTi, AOKMIHIYHUMM, KMiHIYHUMM JaHUMK Ta JaHUMK 3
dapmakoHarnagy - 3MiHM BHeceHo A0 IHCTpykuii ans
MeAMNYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby Ao po3Ainis
"MpoTunokasaHHs", "OcobnmneocTi 3acTocyBaHHNA",
"3acTocyBaHHs y nepiog BariTHOCTi abo rogyBaHHs
rpyanio”.
BBegeHHs 3MiH NpoTArom 6-Tn micauiB nicns
3aTBEPOKEHHS.

125,

KAOYET 5/10

TabneTkn, BKpUTI
NniBkOBOIO
obornoHkoto, no 5
mr/10 mr; no 10
TabneTtok y 6nicrepi;
no 3 Gnictepu B
KapTOHHiIN kopobui

AngxoH KOC 1
ninc

CLA

Mdpansep
MeHodeKk1ypuHr
Honuneng M16X

Himeyuunna

BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3MmiHu | Tuny
- 3MiHu 3 sikocTi. CepTudpikaT BignoeigHocTi/lE-
cepTudikaT BianoBigHOCTI €BpONenchbKin
dapmakonei/moHorpadii. NMogaHHA HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTi abo BUNYyYEHHS
cepTudikaTa BignoBigHoOCTi €BponeWnchkin dapmakonei:
ans A®l; onsa BMxigHOro martepiany/peareHTy/npomMiKHOTO
NPOAYKTY, O BUKOPUCTOBYIOTECH Y BUPOOHMLTBI ADI; Ans
[OOMNOMiXHOT peqoBUHU (cepTudikaT BignoBiaHOCTI
€Bponelicbkin hapmakonei) - OHoBNeHWn cepTudikaT Bif,
y)Xe 3aTBepapKeHOro BUpobHuka - MNoaaHHA OHOBMIEHOro
cepTudikaTy BignoBigHoCTI €Bponeicki hapmakonei
CEP Ne R1-CEP 2001-342-Rev 03 (3atBepmxeHo: R1 -
CEP 2001-342-Rev 02) gns A®l Amlodipine besilate Big
3apeecTpoBaHoro BupobHuka Pfizer Pharmaceuticals LLC,
USA, 1a, sk Hacnigok, 3amiHa BnacHuka CEP 3 PFIZER,
INC, USA Ha Upjohn US 1 LLC, USA

3a
peuerimom

UA/5635/01/02

126.

KANETPA

pO34MH Ans
nepopansHoro
3acTocyBaHHS; No
60 mn y cnakoHi; no
5 chnakoHiB y
KapTOHHI kopobui

EG6BI
Biodhapmacsio
Tikana M6X

LLsenuapi
a

Bupo6Huk
BiAnoBiganbHWI 3a
BUPOGHMLTBO
nikapcbkoro 3acoy,
nepBUHHE Ta
BTOPWHHE NaKyBaHHS:
EGGBI IHk., CLUA;
Bupo6Humk
BignoBiganbHUN 3a
TecTyBaHHsi: EGOBI
IHk., CLUA; BnpobHuk
BignoBiganbHUN 3a
TECTYBaHHSs Ta BUNYCK
cepii: E66BiI [onuneHsa
'm6X i Ko. KT,
HimeyymHa

CLIA/
Himeyuunna

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny
- 3MiHu 3 AkocTi. FoToBMIA Nikapcbkuii 3acib. Cuctema
KOHTeWHep/3aKkynoptoBanbHuUiA 3acit. 3MiHa y NepBUHHIN
ynaKoBL{i rOTOBOrO MikapCbKoro 3acoby (Tvn KoHTelHepa
abo foaaBaHHSA HOBOrO KOHTeWHepa) - BunyyeHHs
NepBUHHOT YNaKoBKK, LLO He NPW3BOAWTL [0 NOBHOIO
BUIYYEHHS NiKapCbKOro 3acoby 3 NeBHOK cumnoto Ajii abo y
neBHiN nikapcbkin dopmi - BunyyeHo donakoH Ha 70 mn
(CMS.R.060476.0THERY); 3MiHu | Tuny - 3MiHu 3 siKOCTi.
[oToBWMI Nikapcbkuin 3acib. Cuctema
KOHTENHep/3aKkynoptoBanbHuii 3acio. 3miHa y NepBUHHIN
ynakoBLi FOTOBOro NikapCbKoro 3acoby (skicHW Ta
KinbkicHuiA cknag) - M’siki Ta HecTepunbHi pigki nikapcbki
dopmu - Bigbynack 3amiHa 6ypLuTMHOBOro bapBHMKa Ha
HoBi 6apeHukM SCM 07580 - Brown Ta MT9-35451 Tr
Brown Big ABOX nocTavanbHuKIB Ans dnakoHy 70 mn

3a
peuernmom

UA/6998/02/01
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
(CMS.R.60A052.0THER) Ta fogaHo ansTepHaTUBHUIA
nocravanbHuk nonietTuneHtepedTanaTtHoi (PET) cmonu;
3MiHuM | TUNy - 3MiHK 3 akocTi. MeguyHi npucTpoi. 3miHa
NPUCTPOIB ANs1 BUMIpIOBaHHs 03K ab0 BBEAEHHS!
nikapcbkoro 3acoby (nogaBaHHs abo 3amiHa NpUCTPOIo,
SIKUI He € HeBiA'€MHOI0 YaCTUHOIO NEPBUHHOT YMaKoBKM) -
MpucTpin, akmn mae CE-mapkyBaHHs - [logaHo
anbTepHaTUBHWI LUNPUWL, AN NepoparnibHOro 403yBaHHS
Comar 06’emom 5 M1 B ynakoBKy A5t BUKOpucTaHHs J13
KaneTtpa, po34uH ansi nepopanbHOro 3acTocyBaHHs
127.| KANKBEHC Kancynu Teepgi, no ACTPA3EHEK LLsewis BMPOGHMLTBO, Lsewis BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu | 3a UA/19138/01/01
100 mr; no 6 A Ab KOHTPOIb SKOCTI, TMny - 3MiHKM Wwopao 6eanekn/edeKTUBHOCTI Ta peuenmom
TBEpAWX Kancyn y nepBUHHE Ta dapmakoHarnsgy. BeegeHHst abo 3MiHM fo y3aranbHeHuX
6nictepi; mo 10 BTOPWHHE NaKyBaHHS, AaHux npo cuctemy chapmakoHarnsagy (BBeAeHHs
GnictepiB y BUMYCK Cepil: y3aranbHeHMX 4aHux Npo cuctemy capmakoHarnsgy,
KapTOHHiIN kopooLyj; AcTtpa3eHeka Ab, 3MiHa ynoBHOBaXeHOI ocobu, BianoBiganbHoi 3a
no 8 TBepamnx Lsewis 3AiNCHEHHA hapMaKkoHarnsay; KOHTakTHOI ocobu 3
kancyn y 6nictepi; thapmakoHarnagy 3asgBHUKa Ans 30iNCHEHHSA
no 7 6nictepis y chapmakoHarnagy B YkpaiHi, SKLWO BOHA BigMiHHaA Big
KapTOHHIN kopobLi YMOBHOBaXEHOi 0COOM, BignoBiganbHOI 3a 30iNCHEHHS
capmakoHarnagy (Bkrovar4m KOHTaKTHI AaHi) Ta/abo
3MiHW y PO3MilLleHHI MacTep-carnna cuctemm
dapmakoHarnagy) 3miHa KOHTakTHOT 0cobu 3asiBHKKA,
BianoBiganbHOI 3a hapmakoHarnag B Ykpaiti. Jitova
pepakuis: MNpyaies JeHnc AmuTtposud. NponoHoBaHa
pepakuis: NlebegnHeups €nnsaseta PomaHiBHa. 3MiHa
KOHTaKTHUX JaHWUX KOHTaKTHOI 0coObM 3asiBHWMKA,
BignoBigansHoi 3a dpapMakoHarnag B YKpaiHi.
128.| KAOTONPUN Tabnetku no 25 mr; TOB YkpaiHa TOB "ACTPAGAPM" YkpaiHa BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 3miHu | Tuny 3a UA/9776/01/01
no 10 TabneTok y "ACTPADAPM - 3MiHu 3 gKkocTi. FoToBUIA Nnikapcbkuii 3aci6. CTabinbHICTb. peuenmom
6nicTepi; o 2 abo " 3MiHa y TepmiHax npuaaTHOCTI abo ymoBax 36epiraHHs
no 6 Gnictepis y roTOBOrO fikapCbKoro 3acoby (36inbLUeHHs TepMiHY
KopobLUi 3 KapToHY npuaaTHOCTI FOTOBOro Nikapcbkoro 3acoby) - [ns Toprosoi
ynakoBku (MiATBEPAKYETLCA AAaHUMU pPearbHOro Yacy).
36inbLUeHHsA TepMiHy NPMAATHOCTI FOTOBOTO NiKapCbKOro
3acoly y 3B'sI3Ky 3 4aHUMMU, Lo NiATBEPAXYHTHCS
BMacHMMU JocniaXeHHsAMM cTabinbHoCTi. 3aTBepaXeHO:
TepmiH npuaaTtHocTi. 2 poku. 3anpornoHoBaHo: TepMmiH
nNpuaaTHOCTI. 3 POKK
129.| KAPBOIMJATHU pPO34uMH onsa Mini Xenckepe Benuka BeHyc Pewmegic IHgis BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 3miHu | Tuny 3a UA/9294/01/01
H iH'ekuin, 10 mr/mn; no Nimiten BpuTaHis Nimiten - 3MiHu wopao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnagy peuenmom

5 mn abo no 45 mn y
donakoHi; no 1
hbnakoHy B
KapTOHHiIl kopobui

(iHwi 3miHn). Oitoyva pepakuis: Mpadumyeckoe n3obpaxeHve
ynakoBku. MNpunaraetcs. MNponoHoBaHa peaakuis:
MapkyBaHHS1. 3rigHO 3aTBEPAKEHOrO TEKCTY MapKyBaHHS.
OHOBMEHHS TEKCTY MapKyBaHHS YNaKoBKU MikapCbKoro
3acoby 3 BHECEHHAM iHbopMaLlii LWoao 3a3HaYeHHs!
OAVHULIb BUMIPIOBaHHS y cuctemi Sl.

BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPOKEHHS.
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
130.| KWCEHb raano2n,3n,5n, ToBapucTBO 3 YkpaiHa ToBapwucTBo 3 YkpaiHa BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3miHu | Tuny 3a UA/18474/01/01
MEOUYHUI 8n,10n,12n, 40 obmexeHo obmexeHo - 3miHu Wwopo 6e3nekn/edeKTMBHOCTI Ta peuenmom
rA3onoAiBHU | n, 50 ny 6anoHax BignosiganbHi BianoBiganbHIicTO capmakoHarnsgy. BeegeHHst abo 3MiHM 00 y3aranbHEHUX
n CTHO "TexHoras3-C" [aHuX Npo cuctemy dapmakoHarnsgy (BBeaeHHs
"TexHoras-C" y3aranbHeHVX AaHnx nNpo cuctemy cpapmakoHarnsgy,
3MiHa yNnoBHOBaXXeHOI 0cobu, BianoBiganbHoi 3a
3AiicHeHHs hapmakoHarnsgy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa ANns 34iNCHEHHsI
tapmakoHarnagy B YkpaiHi, Ko BOHa BigMiHHa Big
yNOBHOBa)eHOi 0cobu, BignosiganbHoI 3a 30iNCHEHHS
dapmakoHarnsaay (BKIoYaum KOHTaKTHI AaHi) Ta/abo
3MiHW y PO3MilLleHHI MacTep-charnna cuctemm
capmakoHarnsgy). 3mMiHa ynoBHOBaXeHoi ocobu
3asBHUKA, BiAMNOBIAaNbHOI 3a hapmakoHarnsg.
[itoya pepakuin: Manbko OneHa MpuropieHa.
[MponoHoBaHa peaakuis: bopncoscbka XXaHHa
MukonaiBHa. 3MiHa KOHTAKTHMX OAHWX YNIOBHOBAXXEHOI
ocobu, BignosiganbHoi 3a dapmakoHarnsag.
131. KNIHAQAMIUUH- | kancynu no 0,15 T; MAT YkpaiHa MAT "MoHdapm" YkpaiHa BHECEHHS 3MiH 0 peecTpauiinHmx maTepianis: 3miHu | 3a UA/8159/01/01
M no 10 kancyn y "MoHdapm" Tuny - 3MiHK LWopo 6e3nekn/edeKTBHOCTI Ta peuernmom
6nictepi; no 1 dapmakoHarnagy. 3miHa y KOpoTKili xapakTepucTui
6nictepy B nauyui 3 nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii aAns
KapTOHY ME[MNYHOro 3aCTOCYBaHHSA Ha NiACcTaBi perynspHo
OHOBOBAHOrO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
JocnimxeHb 3 6e3neky 3acTocyBaHHS Mikapcbkoro 3acoby
B nicnsapeecTpauinHuii nepiof, abo sk pesynbTaT OuiHKK
3BiTY 3 AOCHiAXeHb, MPOBeAEeHUX BiANOBiAHO A0 NnaHy
nepiatpuyHux gocnigkeHs (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHUM YNOBHOBaXXEHMM OpraHoM) 3MiHN BHECEHO
00 [HCTPyKLUIT ANa MeAnM4HOro 3aCTocyBaHHS NikapcbKoro
3acoby Ao posginis: "OcobnuBocTi 3acTocyBaHHs",
"Mo6iyHi peakuii" Lono 6e3nekn 3acTocyBaHHS Oio40l
pPEeYoBMHM KNiHAAMILMHY rigpoxnopua BignoBigHo Ao
pekomeHaauii PRAC. BBegeHHst 3MiH NpoTsiroM 6-Tu
MiCsILiB Micnsi 3aTBEPKEHHSA
132.| KNONIAOIPEN- | TabneTku, BKpUTI TOB «TeBa YkpaiHa Axtagic 1T ManbTa BHECEHHS 3MiH 10 peecTpaLiliHiX MaTepianis: 3MiHu | Tuny 3a UA/11636/01/01
TEBA NniBkOBOIO YkpaiHa» - 3miHu 3 skocTi. CepTudikat BignosigHocTi/lE- peuenmom
oboroHkoto, no 75 cepTudikaT BignoBigHOCTI €EBponenchki
mr; no 10 TabneTok apmakonei/moHorpadii. NMoaaHHs HoBoro abo
y 6nicTtepi; no 3 abo OHOBMEHoro cepTudikaTta BignoBigHOCTI abo BUNYYEHHS
9 bnicTepiB y cepTudikaTa BiANoBigHOCTI €BponeWickbkin dhapmakonei:
KapTOHHiIl kopobuyj; ans A®l; ons BuxigHoro matepiany/peareHTy/npoMixKHOro
no 7 TabneTtok y NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOGHULTBI ADI; Ans
6nictepi; no 4 [OMOMIXXHOI peqyoBUHU (cepTudikaT BignoBigHOCTI
Gnictepu B €Bponelicbkiit hapmakonei) - OHoBMNeHW cepTudikaT Big,
KapTOHHiIl kopobui yXe 3aTBepakeHoro BupobHuka. MogaHHs OHOBMEHOro
ceptudikaTty BignosigHocTi € R1-CEP 2012-059-Rev 00
(3aTBepmxeHo: RO-CEP 2012-059-Rev 03) ans gitovoi
peyoBuHM Knonigorpento Gicynbdart Bif 3aTBEpAXXEHOrO
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BnpobHuka Dr Reddy’s Laboratories Ltd
133.| KOMBOIMI3A TabneTku, BKpUTI ACTPA3EHEK LLsewis AcTtpa3eHeka CLUA BHECEHHS 3MiH [0 peecTpauiiHnx matepianis: 3miHu | 3a UA/12952/01/02
XR NNiBKOBOO A Ab dapmacbtotukanc I TMny - 3MiHK Wopo 6e3nekn/edeKTUBHOCTI Ta peuenmom
obonoHkoto, no 5 apmakoHarnagy. BeegeHHst abo 3MiHv [0 y3aranbHeHux
mr/500 mr; no 7 AaHnx npo cuctemy chapmakoHarnsgy (BBeAeHHs
TabneTok y 6nictepi; y3aranbHeHVX AaHnX Npo cucTeMy chapmakoHarnsgy,
no 4 6nictepun y 3MiHa ynoBHOBaxeHoi 0cobu, BianoBigansHoi 3a
KapTOHHiI kopobui 30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
chapmakoHarnagy 3agBHUKa Ans 30iIMCHEHHA
tapmakoHarnagy B YkpaiHi, SKLo BOHa BiAMiHHA Bif
YMOBHOBaXEHOi 0cOOM, BignoBiganbHOI 3a 30iNCHEHHS
capmakoHarnagy (Bkrovar4m KOHTaKTHI AaHi) Ta/abo
3MiHW y PO3MilLleHHI MacTep-charnna cuctemm
dapmakoHarnagy) 3miHa KOHTakTHOT 0cobu 3asiBHKKA,
BignoBsiganebHOI 3a hapmakoHarnag B Ykpaiti. Jitova
penakuis: Mpyaies Oennc Omutposuy. NponoHoBaHa
pepakuis: NlebegnHeups €nnsaseta PomaHiBHa. 3miHa
KOHTaKTHUX JaHWX KOHTaKTHOI 0cobM 3asiBHWMKA,
BiANOBIganbHOI 3a hapmakoHarnag B YkpaiHi.
134 KOMBOIMI3A TabneTtkn, BKpUTI ACTPA3EHEK LLseuis Actpa3eHeka CWA BHECEHHS 3MiH IO peecTpauinHmux maTtepianis: 3MiHu | 3a UA/12952/01/03
XR NNiBKOBOO A Ab dapmacktoTmkanc M TMny - 3MiHK Wopao 6eanekn/edeKTUBHOCTI Ta peuenmom
oboroHkoto, no 5 dapmakoHarnsay. BeegeHHs abo 3MiHn [0 y3aranbHEeHWX
mr/1000 mr; no 7 AaHux npo cuctemy chapmakoHarnsagy (BBeAeHHs
TabneTok y 6nictepi; y3aranbHeHVX AaHnX Npo cucTeMy chapmMakoHarnsay,
no 4 6nictepn y 3MiHa YNOBHOBaXeHOi 0cobu, BiAMOBiAanbLHOI 3a
KapTOHHIN kopooLi 3AiCHEHHs hbapmakoHarnsgy; KOHTakTHoOI ocobu 3
dapMakoHarnagy 3asBHUKa Ans 34iNCHEHHs
dapmakoHarnagy B YKpaiHi, SKL0 BOHA BiAMiHHA Bi
YMOBHOBAXEHOi 0cobM, BignoBiganbHOI 3a 30iNCHEHHS
hapmakoHarnsay (BkroYarum KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MilLleHHi MacTep-daiina cuctemu
dapmakoHarnagy) 3miHa KOHTakTHOT 0cobu 3asiBHMKA,
BignosiganeHoi 3a apMakoHarnsag B Ykpaini. [itova
pepaxuis: MNpyaies JeHnc AmuTtposud. NponoHoBaHa
pepakuis: NlebegnHeups €nnsaseTta PomaHiBHa. 3MiHa
KOHTaKTHUX JaHWUX KOHTaKTHOI 0CcObU 3asiBHUKa,
BignoBigansHoi 3a dpapMakoHarnag B YKpaiHi.
135, KOMBOII3A TabneTtkn, BKpUTI ACTPA3EHEK LLeuis Actpa3eHeka CWA BHECEHHS 3MiH O peecTpaLinHmux maTtepianis: 3MiHu | 3a UA/12952/01/01
XR NniBKOBOI A Ab dapmacbtotukanc JI Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom

obonoHkoto, no 2,5
mr/1000 mr; no 7
TabneTok y 6nictepi;
no 4 Gnictepuy
KapTOHHiIl kopobuyi

bapmakoHarnsgy. BeegeHHs abo 3MiHM [o y3aranbHeHuX
OaHuX Npo cucTeMy chapMakoHarnsigy (BBeaeHHs
y3aranbHeHVX AaHnx nNpo cucTeMy chapmMakoHarnsay,
3MiHa YyNoOBHOBaXXEHOT 0CO0M, BiANOBiAanbHOI 3a
3AiiCHEeHH: hbapmakoHarnsgy; KOHTakTHoOT ocobu 3
dapmakoHarnagy 3asiBHUKa Ans 34inCHEHHs
dapmakoHarnagy B YkpaiHi, K0 BOHa BiAMiHHA Bif
YNOBHOBaXXEHOI 0COOU, BiANOBIAaNbHOI 3@ 34iICHEHHS
hapmakoHarnsiay (BKIoYarum KOHTaKTHI aaHi) Ta/abo
3MiHW Y pO3MilLleHHi MacTep-gaiina cuctemu
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n 3acoby ynakoeka) noceio4yeHHs1
dapmakoHarnagy) 3miHa KOHTakTHOT 0cobu 3asiBHMKA,
BignoBiganbHoi 3a papMakoHarnsag B Ykpaini. [irova
pepakuis: Mpyaies Oennc Omutposuy. NponoHoBaHa
penakuis: NlebegnHelpb €nnsaseta PomaHiBHa. 3miHa
KOHTaKTHMX OAHMX KOHTaKTHOI 0coOK 3asiBHYMKA,
BifgnoBigansHoi 3a dhapmakoHarnag B YKpaiHi.
136., KOMIPHATI / KOHUeHTpaT ans Mdpanzep CLUA Mdpanzep Benebrisa/ BHECEHHS 3MiH A0 peecTpauiiHux maTepianis: 3minu | 3a UA/18592/01/01
COMIRNATY™ avcnepcii ans Eny.Ci.Mi. MeHtodek4ypuHr HimeyumHa | tuny - 3minm 3 sikocTi. A®l. BupobHuuTtBo. 3miHu B npoueci peuernmom
iH'ekuii; 1 donakoH KopropenLuH Benekris HB, Benebris; BUpobHMLTBa ADI (He3HauHa 3MiHa y npoLeci
(0,45 mn) mictuTb 6 BarioHTek BMpobHmuTBa AdI) -
Ao3 no 30 mkr; 195 MeHtodek4ypuHr HesHauHi 3miHu B npoueci Bupobruytea MPHK gitoyoi

dnakoHiB y
KapTOHHiI kopoOLi

'M6X, HimewunHa

PEYOBUHY ANSA perynioBaHHA napaMmeTpis npouecy —
o6’emi CTP Tta ATP, a Takox TpaHCMeMOpaHHOro TUCKY.
3MiHn | TUny - 3miHm 3 akocTi. API. MMpoekTHWI NpocTip Ta

nicnapeecTpauinHnii NPOTOKON YNpaBiHHA 3MiHaMMU.
BnpoBagxeHHs 3MiH, Wo nepeadaveHi y 3aTBepaxeHoMy
NpPOTOKONI yNpaBniHHA 3MiHamy (BNPOBafXXEeHHS 3MiHW AN

GionoriyHoro/iMyHonori4Horo nikapcekoro 3acoby)
BnpoBagkeHHs 3MiH, Wo nepeadaveHi y 3aTBepaxeHoMy
NPOTOKONi yNpaBniHHA 3MiHaMu Ans
GionoriyHoro/imyHonoriyHoro nikapcbkoro 3acoby. 3miHu Il
Tmny - 3MiHun 3 sikocTi. A®l. BupobHuuteo. 3miHa
BMPOGHMKa BUXIZHOrO/MPOMDKHOIO NMPOAYKTY/peareHTy, Lwo
BMKOPUCTOBYIOTbCS Y BUpobHU4oMy npoueci AdI, abo
3MiHa BMpOGHMKa (BKMovatouu, Ae HeobxigHo, micue
npoBeAeHHs KOHTponto sikocTi) AP (3a BiAcyTHOCTI
cepTudikaTa BignosigHocTi €Bponeiickbkin dhapmakonei y
3aTBEepAKEHOMY [0ChE)(3MiHU A0 3aX0AiB, MOB'A3aHMX 3
KOHTPONEM aKTUBHOI Pe4YOBUHMN BIONOriYHOrO NOXOMKEHHS:
3amiHa abo foAaBaHHS AinbHULI, Ae NPOBOAUTLCS
KOHTPOIb/BMNPOBYBaHHS cepii, BKMOYaloyn 3acTOCyBaHHS
BionoriyHoro/iMmyHonori4Horo/iMmyHoxiMiyHOro meToay)
HopaBaHHs BupobHuka Wyeth BioPharma Division of
Wyeth Pharmaceuticals, LLC Building B, Suite J, 1 Burtt
Road, Andover, MA 01810, CLUA sik BupobHuka
BiA4NOBIganbHOro 3a TeCTYBaHHSA 40401 pe4OBUHU
meTogoMm Y®-cnekrpockonii, RP-HPLC, 6ionoriyHoro
HaBaHTaXXeHHS Ta BMICTY eHAOTOKCUHIB. 3MiHu Il Tuny -
3MiHu 3 skocTi. A®l. BupobHuuTBo. 3MiHa BUPOGHMKa
BMXiAHOrO/MPOMIKHOIO NPOAYKTY/peareHTy, Lo
BMKOPVCTOBYIOTbCH Y BUpobHuyomy npoteci AdPI, abo
3MiHa BUpPOGHMKa (BKIoYakouu, Ae HeobxigHo, micue
npoBefeHHs KOHTporto sikocTi) ADI (3a BiacyTHOCTI
cepTudikaTa BignoBigHOCTi €Bponeiickbkin dapmakonei y
3aTBepAKEHOMY Aocke)(3MiHa B A®I GionoriyHoro
noxoaxeHHst abo BUXigHOMY
marepiani/peareHTi/npoMiXKHOMyY NPOAYKTI, L0
BMKOPUCTOBYIOTLCA A5 BUPOBHMLTBA
GionoriyHoro/iMyHonoriYHoro nikapcekoro 3acoby )
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
[opaBaHHs BupobHuka Wyeth BioPharma Division of
Wyeth Pharmaceuticals, LLC Building B, Suite J, 1 Burtt
Road, Andover, MA 01810, CLLA sk anbTepHaTUBHOIO
BMpoGHMKa gitodoi peyosuHm MPHK.
137.| KOMIPHATI / KOHUeHTpaT ans Mdpanzep CLUA, Mdpanzep Benebrisa/ BHECEHHS 3MiH A0 peecTpauiiHnx maTtepianis: 3minu | 3a UA/18592/01/01
COMIRNATY™ avcnepcii ans Eny.Ci.Mi. CLA, MeHtodbekyypuHr HimeuyunHa TMNy - 3MiHK 3 AKOCTI. F0TOBMIA Nikapcbkuii 3aci6. 3MiHn y peuenmom
iH'ekwii; 1 dpnakoH KopnopeniH CLUA Benbria HB, Benbris; BMPOBHMLTBI. 3MiHa iMnopTepa/aMiHu, Lo CTOCYOTLCA
(0,45 mn) mictnTb 6 BanoHTek BWMNYCKY Cepii Ta KOHTPOSO AKOCTi FOTOBOTO NiKapCbKOro
no3 no 30 mkr; 195 MeHtodbekdypuHr 3acoby (3amiHa abo gopaBaHHA AiNbHULI, Ha siKin
bnakoHiB y 'M6X, HimeyunHa 3[iACHIOETBCA KOHTPOSL/BUNPOBYBaHHSA cepii) JogaBaHHs
KapTOHHiIN kopobui BioNTech Manufacturing Marburg GmbH, Emil-von-
Behring-StraBe 76, 35401 Marburg, Germany, sik
anbTepHaTMBHOI AiNbHULI BigNoBiAanbHoI 3a
BMNPOBYyBaHHSA rOTOBOTO NikapCbKoro 3acoby 3a
nokasHukom Endotoxin. 3minu Il TMny - 3mMiHK 3 AKocTi.
[oToBuMI nikapcbkuii 3aci6. 3miHKM y BUpoBHULTBI. 3MiHa
iMnopTepa/amiHu, L0 CTOCYIOTLCS BUMYCKY cepii Ta
KOHTPOJI0 AKOCTi FOTOBOrO Nikapcbkoro 3acoby (3amiHa
abo JofaBaHHs OinbHULI, Ha SKi 30iINCHIOETLCS KOHTPOIb
AKOCTi/BUNPODYBaHHS cepii Ans
GionoriyHoro/iMyHosnori4Horo nikapcekoro 3acoby, Ta 6yab-
KO QiNbHULI, Ha SKiN 3aCTOCOBYETLCS
GionoriyHui/imyHonoriyHni metoa BunNpobyBaHHs)
HopaBaHHsa BioNTech IMFS GmbH, Vollmersbachstrabe
66, 55743 Idar-Oberstein, Germany sik anbTepHaTUBHOI
[inbHUUI BiANOBiAanbHOI 3a BUNPObyBaHHsS rOTOBOIO
nikapcbkoro 3acoby (fluorescence assay (RNA content and
RNA encapsulation), dynamic light scattering (LNP size
and polydispersity) and HPLC-CAD for identity and content
of lipids).
138.| KOTENNIK® TabneTkn, BKpUTI . XopdpmaHH- | Lsenuapi BrpobHuuTBO LLisenuapis/ BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3miHu | 3a UA/15199/01/01
NniBKOBOO Ja Pow JIltg a Hepo3dacoBaHoi Himeuunna/ TMny - AGMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuernmom
0bornoHkoto, no 20 npoaykuii, ITanis Ta/abo agpecu MicLsl NPOBafXXEHHSs! QisNbHOCTI
mr; no 21 Tabnetui 'y BUNpoByBaHHs BUPOGHYMKa/iMnopTepa roToBOro nikapcbkoro 3acoby,
6nictepi; no 3 KOHTPOSIO SIKOCTi Npu BKIIOMAK04M AinbHULI BUNYCKY cepii abo micLe
Gnictepn y BUMYCKY NpoBEeAEHHS! KOHTPOIHO SIKOCTI. (QisSNbHICTb, 3a SKy
KapTOHHiI kopobui (mikpobionoriyHa BigMNoBigae BUPOGHMK/IMNoOpTEp, HE BKIOYAKYM BUMYCK
yncrora): cepivi) 3miHa iHAEKCY B afpeci BUPOGHMYOI AinbHUL
& . XopdpmaHH-J1s Powu Oenbdapm MinaHo, C.P.J11., ITanis BignosiganbHoi 3a
JIta, Weenuapis; nepBUHHE Ta BTOPUHHE NakyBaHHs!, BUNPODOyBaHHs
Brpo6HuuTBO KOHTPOIHO SIKOCTi Npu cTabinbHOCTi. BBeAeHHS 3MiH
Hepo3dhacoBaHoI npoTsArom 6 MicsUiB nicns 3aTBepaKeHHS
npoaykuii,
BUNpobyBaHHsA
KOHTPOMIO SAKOCTi NpK
cTabinbHocTi Ta
BUMYCKY (OKpiM
MikpobionoriyHoi
YNCTOTHK):
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n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Exkcenna 'm6X eHa
Ko. KI', HimewunHa;
BunpobyBaHHs
KOHTPOMIO AKOCTi NpK
BUMYCKY:
®.XoppmaHH-J1s Powu
Jta, Weenuapis;
BunpobyBaHHsi
KOHTPOMIO AKOCTi NpK
cTabinbHocTi Ta
BUWMYCKY
(mikpobionoriyHa
yucroTa):
JTabop NNIC CE enpg Ko.
KI', HimeuuuHa;
[NepBuHHE Ta
BTOPWHHE NaKyBaHHS,
BUNpobyBaHHSA
KOHTPOMIO AKOCTi Npu
cTabinbHoCTi:
Denbdapm MinaHo,
C.P.N., Itanis;
Bunyck cepii:
. XodhdpmaHH-I1s
Pou, LWWBenuapis
139.| KPECTOP TabneTku, BKpUTI ACTPA3EHEK Benuka AlMiEp CLIA/ BHECEHHS 3MiH 10 peecTpauiiHnx maTepianis: 3minHu | 3a UA/3772/01/01
NniBkOBOIO A OK imiteq BputaHis | ®apmacbloTukanc IHk., Benwka Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
obornoHkoto, no 10 CLUA (Bupo6Humk Bputanis dapmakoHarnsay. BeegeHHs abo 3MiHM fo y3aranbHeHuX
Mr: no 14 TabneTok nikapcbkoro 3acoby "in [AaHuX nNpo cucteMy cpapMakoHarnsigy (BBeAeHHs
y 6nicTepi; no 2 bulk"); Actpa3eHeka y3aranbHeHUX AaHnxX Npo cuctemy hapmakoHarnsgy,
6nictepu B lOK Jimiten, Benvka 3MiHa ynoBHOBaXeHoi ocobu, BiaNoBiaanbLHOI 3a
KapTOHHiI kopobui BpuTaHisi (BUpOGHUK, 30iACHEHHS (hapMaKkoHarnsigy; KOHTakTHoT ocobu 3
BignoBiganbHUN 3a dapMakoHarnagy 3asBHUKa Ans 34iNCHEHHs
nakyBaHHSA, KOHTPOIb dapmakoHarnagy B YKpaiHi, SKL0 BOHA BiAMiHHA Bif
Ta BUMyck cepii) ynoBHOBaxeHoI ocobu, BignosiaansHoi 3a 3giNCHEHHS
hapmakoHarnsay (BkoYarym KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MilLleHHi MacTep-daiina cuctemu
hapmakoHarnsigy) 3miHa KOHTaKkTHOT 0cobu 3asiBHUKA,
BignosiganbHoi 3a hapMakoHarnsag B Ykpaini. [irova
pepakuis: Mpyaies Aennc JmutpoBuy. MNMponoHoBaHa
pepakuisi: JllebeamHeub €nnsaseta PomaHiBHa. 3miHa
KOHTaKTHMX AaHMX KOHTaKTHOI 0CobK 3asiBHUKA,
BiAMOBiganbHoi 3a dapmakoHarnsg B YKpaiHi.
140.| KPECTOP TabneTku, BKPUTI ACTPA3EHEK Benuka AlMiEp CLA/ BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu | 3a UA/3772/01/02
NniBKOBOIO A OK Jimiteq BputaHis | ®apmacbioTukanc IHk., Benwuka Tuny - 3MiHK Wopao 6e3nekn/edekTUBHOCTI Ta peuenmom
obornoHkoto, no 20 CLUA (BupobHumk Bputanis dapmakoHarnsaay. BeegeHHs abo 3MiHM [o y3aranbHeHWX
Mr: no 14 TabneTok nikapcbkoro 3acoby "in [AaHux nNpo cuctemy chapMakoHarnsigy (BBeAeHHs
y 6nicTepi; no 2 bulk"); Actpa3eHeka y3aranbHEeHUX AaHWX Npo cuctemy papmakoHarnsagy,
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Gnictepu B IOK Nimiten, Benvka 3MiHa ynoBHOBaXXeHOT 0cobu, BianoBiganbHoi 3a
KapTOHHiN kopobui BpuTaHisi (BUpOBHMK, 3[ificHeHHs1 hbapmakoHarnsigy; KOHTakTHoOi ocobu 3
BignoBiganbHUN 3a chapmakoHarnagy 3agBHUKa Ans 30iIMCHEHHA
nakyBaHHS, KOHTPOSb tapmakoHarnagy B YkpaiHi, SKLo BOHa BigMiHHa Big
Ta BMNycK cepii) yNoBHOBaXeHOI 0cobu, BignoBiaansHoi 3a 3aiNCHEHHS
thapmakoHarnagy (BKrovarumn KOHTaKTHI AaHi) Ta/abo
3MiHW y pO3MilLleHHiI MacTep-tharnna cuctemm
hapmakoHarnsay) 3miHa KOHTaKTHOT 0cobu 3asiBHUKA,
BignoBigansHoi 3a hapMakoHarnsg B Ykpaini. [irova
pepnakuis: Mpyaies Oennc Omutposuy. NponoHoBaHa
pepakuis: NlebegnHeups €nnsaseta PomaHiBHa. 3MiHa
KOHTaKTHUX JaHWX KOHTaKTHOI 0cobM 3asiBHWMKa,
BiANOBIganbHOI 3a hapmakoHarnag B YkpaiHi.
141.| KPECTOP TabneTkn, BKpUTI ACTPA3EHEK Benuka AWliEp CLUA/ BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3minHu | 3a UA/3772/01/03
NNiBKOBOO A IOK Jimiten BputaHia dapmacbloTukanc IHk., Benuka TMny - 3MiHK Wopao 6eanekn/edeKTUBHOCTI Ta peuenmom
o6onoHkoto, no 40 CLUA (BupoBHUMK BpuTtaHia capmakoHarnsgy. BeegeHHst abo 3MiHM 0o y3aranbHEHUX
Mr: no 7 TabneTtok y nikapcbkoro 3acoby "in AaHux npo cuctemy chapmakoHarnsagy (BBeAeHHs
6nictepi; no 4 bulk"); Actpa3eHeka y3aranbHeHMX faHux Npo cuctemy hapmakoHarnsgy,
Gnictepu B IOK Nimiten, Benvka 3MiHa ynoBHOBaXeHOI ocobu, BianoBiganbHOI 3a
KapTOHHiIN kopobui BpuTahis (BUpobHMK, 3AiNCHEHHA hapMaKkoHarnsay; KOHTakTHOI ocobu 3
BignoBiganbHUN 3a thapmakoHarnagy 3asgBHUKa Ans 30iNCHEHHA
nakyBaHHS, KOHTPOSb chapmakoHarnagy B YkpaiHi, SKLO BOHa BigMiHHA Big
Ta BMNyCK cepii) YMOBHOBaXEHOi 0cobM, BignoBiganbHOI 3a 30iNCHEHHS
hapmakoHarnsay (BkIoYarym KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MiLLeHHi MacTep-danina cucteMm
dapmakoHarnagy) 3miHa KOHTakTHOT 0cobu 3asiBHKKA,
BignosiganeHoi 3a apMakoHarnsag B Ykpaini. [irova
pepakuis: MNpyaies JeHnc AmuTtposud. NponoHoBaHa
pepakuis: NlebegnHeups €nnsaseta PomaHiBHa. 3MiHa
KOHTaKTHUX JaHWUX KOHTaKTHOI 0cobu 3asiBHUKA,
BifgnoBigansHoi 3a dpapMakoHarnag B YKpaiHi.
142.| KPECTOP TabneTkn, BKpUTI ACTPA3EHEK Benuka AnliEp CLIA/ BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3minu | 3a UA/3772/01/04
NniBkOBOIO A OK imiteq BputaHisa | ®apmacbloTukanc IHk., Benwka Tuny - 3MiHK Wwopao 6e3nekn/edekTUBHOCTI Ta peuenmom
obornoHkot, no 5 mr: CLUA (Bupo6Humk BpuTaHis dapmakoHarnsgy. BeegeHHst abo 3MiHM fo y3aranbHeHWX

no 14 tabnetok y
GnicTepi; no 2
Gnictepu B
KapTOHHiIN kopobui

nikapcbkoro 3acoby "in
bulk"); Actpa3eHeka
IOK Nimiten, Benuka
BpuTaHis (BUpo6HMK,
BignoBiganbHUIN 3a
nakyBaHHs1, KOHTPOMb
Ta BUMNYCK cepii)

[aHuX npo cuctemMy dapmakoHarnsay (BBeAeHHs!
y3aranbHeHVX AaHnxX nNpo cucTemMy chapmMakoHarnsay,
3MiHa ynoBHOBaXeHoi ocobu, BianoBiganbHoi 3a
3AiiCHEeHH: hbapmakoHarnsgy; KOHTakTHoOT ocobu 3
dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHs
dapmakoHarnagy B YKpaiHi, SKLWo BOHa BiAMiHHa Big
YNOBHOBaXXEHOI 0CO0U, BiANOBIAANbHOI 3a 34iCHEHHS
hapmakoHarnsiay (BkoYarum KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MiLLeHHi MacTep-garina cucteMm
dapmakoHarnagy) 3miHa KOHTakTHOT 0cobu 3asiBHMKA,
BignosiganbHoI 3a hapMakoHarnsag B Ykpaini. Lirova
pepakuis: MNpyaies Jennc AmuTtposud. NponoHoBaHa
pepakuis: NlebegnHelps €nnsaseta PomaHiBHa. 3MiHa
KOHTaKTHMX OaHMX KOHTaKTHOI 0co6K 3asiBHYMKA,
BignoBiganeHoi 3a dpapmakoHarnag B YKpaiHi.
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143, KCUPAKCAH TabneTkn, BKpUTI Anbdacirma ITanis Anbdacirma C.n.A. ITanis BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3miHu | 3a UA/19008/01/01
NniBKOBOIO C.n.A Tuny - 3MiHK Wwopao G6e3nekn/edeKTUBHOCTI Ta peuenmom
ob6onoHkoto, no 550 capmakoHarnsgy. BeegeHHst abo 3MiHM 00 y3aranbHEHUX
Mr no 14 Tabnetok y AaHux nNpo cucteMy chapmakoHarnsgy (BBedeHHs
6nictepi 3 MBX-ME- y3aranbHeHVX AaHnX Npo cuctemy hapmakoHarnsgy,
MNBOX/antomiHito; no 3MiHa yNnoBHOBaXXeHOI 0cobu, BianoBiganbHoi 3a
2, 3 abo 4 Gnictepu 3AiicHeHHs hapmakoHarnsigy; KOHTakTHoi ocobu 3
Y KapTOHHIN kopobui hapmakoHarnsay 3asBHUKa Ans 30iNCHEHHS
tapmakoHarnagy B YkpaiHi, Ko BOHa BigMiHHa Big
yNOBHOBa)eHOi 0cobu, BignosiganbHoI 3a 30iNCHEHHS
dapmakoHarnsaay (BKIoYaum KOHTaKTHI AaHi) Ta/abo
3MiHW y PO3MilLleHHI MacTep-charnna cuctemm
dapmakoHarnsgy) 3MiHa KOHTaKTHUX AaHuX
YMOBHOBaXeHOoi 0cobu 3asBHUKa, BiAMOBIAANbHOI 3a
3iicHeHHs dhapmakoHarnsgy. 3MiHa KOHTaKTHOT ocobu
3asBHMKa, BiANOBiAanbHOI 3a 34iNCHEHHS
dapmakoHarnsgy B YkpaiHi.
Litova pepakuis: JNlenewkiHa IpuHa AHaToniiBHa.
[NponoHoBaHa peaakuis: Lknsapesud Irop
OnekcaHgpoBuy. 3MiHa KOHTAKTHUX OAHWUX KOHTAKTHOT
ocobu 3asBHMKA, BiANoBiaanbHOI 3a 34iNCHEHHS
chapmakoHarnagy B YkpaiHi.
144, KCIrgyo TabneTkn, BKpUTI AcTtpa3eHeka LLsewis BMPOBHMUTBO in-bulk, CLUA BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny 3a UA/15985/01/01
MPOJIOHI NNiBKOBOO AB KOHTPOSb SIKOCTI, - 3MiHN Wwopno G6e3nekn/eddeKkTUBHOCTI Ta peuenmom
o6ornoHkoto, nepBUHHE Ta dapmakoHarnsgy. BeegeHHst abo 3MiHM fo y3aranbHeHWX
NPOMNOHroBaHoI Aji BTOPWHHE MaKyBaHHS, AaHnx npo cuctemMy chapmakoHarnsagy (BBeAeHHs
no 10/500 mr no 7 BUNYCK cepii: y3aranbHeHUX AaHux Npo cuctemy papmakoHarnsgy,
TabneTok y 6nictepi; AcTtpa3eHeka 3MiHa ynoBHOBaXeHoi ocobu, BianoBiganbHoi 3a
no 4 6nictepn y dapmacbtotukanc I, 3AiNCHEHHA hapmaKkoHarnsay; KOHTakTHOI ocobu 3
KapTOHHiI kopobui CLUIA dapMakoHarnagy 3asBHUKa ons 30iNCHEHHS
BUPOGHMUTBO in-bulk: papmakoHarnsgy B YkpaiHi, SKWo BOHa BiAMiHHA Bia
Bpicton-Manepc YMOBHOBAXEHOi 0cobM, BignoBiganbHOI 3a 30iNCHEHHS
CkBibb hapmakoHarnsay (BKIoYarum KOHTaKTHI aaHi) Ta/abo
ManydakTypiHr 3MiHM Y pO3MiLLeHHi MacTep-darina cucteMm
Komnani, CLLA dapmakoHarnsay). 3miHa KOHTaKTHOI 0cobu 3asiBHNMKA,
BignosiganbHoi 3a hapMakoHarnsag B YkpaiHi. [irova
pepakuis: MNpyaies JeHnc AmuTtposud. [NponoHoBaHa
pepakuis: NlebeguHeub €nnsaBeta PomaHiBHa.
3MiHa KOHTaKTHUX JaHUX KOHTaKTHOI 0COBU 3asiBHUKA,
BignosiganbHoI 3a dhapmMakoHarnsg B YkpaiHi
145, KCIrgyo TabneTtkn, BKpUTI AcTtpa3eHeka LBeuis BUPOOHMLUTBO in-bulk, CLWA BHECEHHS 3MiH O peecTpauinHMX maTtepianis: 3miHu | Tuny 3a UA/15983/01/01
MPOJIOHI NNiBKOBOO AB KOHTPOIb SIKOCTI, - 3miHu Wwopao 6e3nekn/edekTMBHOCTI Ta peuenmom
o60onoHKot, nepBUHHE Ta dapmakoHarnsay. BeeaeHHst abo 3MiHM 4o y3aranbHeHUX
NPOMNOHroBaHoI Aji BTOPWHHE NaKyBaHHS, AaHuX npo cucteMy chapmakoHarnsagy (BBeAeHHs
no 10/1000 wmr, no 7 BUNYCK cepii: y3aranbHeHUX AaHunx Npo cuctemy hapmakoHarnsgy,
TabneTok y 6nictepi; AcTtpa3eHeka 3MiHa ynoBHOBaXeHoi ocobu, BianoBiganbHoi 3a
no 4 Gnictepuy dapmacbtotukanc J1I1, 3AiCHEHH:A bapmakoHarnsigy; KOHTakTHoOT ocobu 3
KapTOHHI kopobui CLUA dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHs!
BUPOGHMUTBO in-bulk: dapmakoHarnagy B YKpaiHi, SKLW0 BOHa BiAMiHHA BiJ
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

Bpicton-Mawepc
Ckgi66
MaHydakTypiHr
KomnaHi, CLLA

yNOBHOBa)eHOi 0cobu, BignosiganbHoI 3a 30iNCHEHHS
chapmakoHarnsay (BKMYaum KOHTaKTHi AaHi) Ta/abo
3MiHW y PO3MilLleHHiI MacTep-tharna cuctemum
dapmakoHarnagy). 3MiHa KOHTaKTHOI 0Cobu 3asiBHYMKA,
BignoBiganbHoi 3a hapMakoHarnsag B Ykpaini. Lirova
pepakuis: Mpyaies Oennc Omutposuy. NponoHoBaHa
penakuis: NlebeguHelb €nnsaseta PomaHiBHa.
3MiHa KOHTaKTHMX JaHMX KOHTaKTHOI 0CoOW 3asiBHMKA,
BignoBiganbHoi 3a hapMakoHarnsg B YkpaiHi

146.

KCirpgyo
MPOJIOHI

TabneTkn, BKpUTI
NniBKOBOKO
060moHKol10,
NPOSIOHroBaHoI Aji
no 5/1000 mr; no 7
TabneTtok y 6nicrepi;
no 4 Gnictepny
KapTOHHiIN kopobui

AcTtpa3eHeka
AB

LBeuis

BUPOGHMLUTBO in-bulk,
KOHTPOIb SIKOCTI,
nepBUHHE Ta
BTOPWHHE NaKyBaHHs,
BUMNYCK Cepil:
AcTtpa3eHeka
dapmacbtotukanc I,
CLUA
BUPOGHMUTBO in-bulk:
Bpicton-Mawepc
CkBib6
MaHydakTypiHr
Komnani, CLLUA

CLA

BHECEHHS 3MiH 0O peecTpauinHnX maTepianis: 3MmiHu | Tuny
- 3miHn wopo 6e3nekn/edpekTUBHOCTI Ta
cdapmakoHarnsgy. BeegeHHst abo 3MiHM 0o y3aranbHEeHUx
[aHuX Npo cuctemy dapmakoHarnsay (BBeAeHHst
y3aranbHeHUX AaHnX Npo cuctemy chbapmakoHarnsay,
3MiHa ynoBHOBaXeHOIT ocobu, BianoBiganbHoi 3a
3AiicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHs
thapmakoHarnagy B YkpaiHi, SKLWO BOHA BigMiHHaA Big
yNoBHOBa)eHOi 0cobu, BignosiganbHoI 3a 34iNCHEHHS
apmakoHarnsaay (BKIoYaym KOHTaKTHI AaHi) Ta/abo
3MiHW y PO3MilLleHHI MacTep-charnna cuctemm
dapmakoHarnagy). 3MiHa KOHTaKTHOI 0cobu 3asiBHMKA,
BignoBiganbHoi 3a hapMakoHarnag B Ykpaini. Lirova
pepakuis: MNpyaies Jennc AmuTtposuy. [NponoHoBaHa
pepakuisi: JllebeamHeub €nnsaseta PomaHiBHa.
3MiHa KOHTaKTHMX JaHUX KOHTaKTHOT 0cobu 3asiBHUKA,
BignosiganbHoi 3a dapmMakoHarmnsg B YkpaiHi

3a
peuernmom

UA/15984/01/01

147.

KYTEPH

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto, 5 mr/10
mr; no 14 TabneTtok
y bricTepi, no 2
Gnictepn y
KapTOHHiI kopobui

ACTPABEHEK
A Ab

LBeuis

Actpa3eHeka Ab,
LLiBeuisa (nepBuHHE Ta
BTOPVHHE NaKyBaHHS,

KOHTPOIb SIKOCTI,
BUNYCK cepii);
Actpa3eHeka M6X,
HimeuyunHa (nepBuHHe
Ta BTOPWHHE
nakyBaHHs, BUMYCK
cepii); Actpa3eHeka
dapmacbtotukanc I,

CLUA (Bupo6Huk in

bulk, nepBuHHe
nakyBaHHs!, KOHTPOMb
sikocTi); AcTpa3eHeka
IOK Nimiten, Benuka
BpuTtaHis (nepBuHHe
Ta BTOpPWHHE
nakyBaHHs, BUMyCK
cepii)

LLiBeuis/
Himevuunna/
CLUA/
Benwuka
Bputanis

BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3minu |
TMny - 3MiHKM Woao 6e3nekn/edpeKTUBHOCTI Ta
dapmakoHarnsay. BeegeHHst abo 3MiHM fo y3aranbHeHUX
AaHux npo cuctemy chapmakoHarnsagy (BBeAeHHs
y3aranbHEeHUX AaHnX Npo cucTemy chapmakoHarnsgy,
3MiHa ynoBHOBaXeHoi ocobu, BianoBiganbHoi 3a
30iACHEHHS (hapMaKkoHarnsigy; KOHTakTHoT ocobu 3
dapmakoHarnagy 3asBHUKA ANS 30iNCHEHHS
dapmakoHarnagy B YKpaiHi, SKLWo BOHa BiAMiHHa Bif
ynoBHOBaXeHoI ocobu, BignosiaansHoi 3a 3aiNCHEHHS
dapmakoHarnagy (BKrovarymn KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MiLLeHHi MacTep-darina cucteMm
hapmakoHarnsigy) 3miHa KOHTaKkTHOT 0cobu 3asiBHUKA,
BignoBiganeHoi 3a hapMakoHarnsg B Ykpaini. [irova
pepaxuis: MNpyaies JeHnc AmuTtposud. [NponoHoBaHa
pepakuisi: JllebeamHeub €nnsaseta PomaHiBHa. 3miHa
KOHTaKTHUX IaHUX KOHTaKTHOI 0cOOW 3asiBHUKA,
BignoBiganeHoi 3a dhapmakoHarnag B YKpaiHi.

3a
peuernmom

UA/17484/01/01

148,

JNNIA30JIBAH®

pPO34MH Ans iHdY3in,
15 Mr/2 mn no 2 mn

TOB "Onenna
Xernckea

YkpaiHa

BepiHrep IHrenbxanm
Ecnana, CA, IcnaHis;

IcnaHis/Itani
a

BHECEHHS1 3MiH 4O peecTpauiiHux maTtepianis: 3miHu | Tuny
- 3miHN wopno 6e3nekn/edPeKTNBHOCTI Ta

3a
peuenmom

UA/3430/04/01




68

[TponoBkeHHs noaarka 3

Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
B amnynax; no 10 YkpaiHa" CAHO®I C.P.J1,, capmakoHarnsgy. BeegeHHst abo 3MiHM 00 y3aranbHEeHUxX
amnyn y KapTOHHIW ITanisa AaHux npo cuctemy chapmakoHarnsgy (BBeaeHHs
Kopooui y3aranbHeHVX AaHnX Npo cucTeMy chapmakoHarnsgy,
3MiHa ynoBHOBaXXeHOT 0cobu, BianoBiganbHoi 3a
30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
chapmakoHarnagy 3agBHUKa Ans 30iIMCHEHHA
tapmakoHarnagy B YkpaiHi, Ko BOHa BigMiHHa Big
yNoBHOBaXeHOI ocobu, BignoBiaanbHoi 3a 34iNCHEHHS
thapmakoHarnagy (Bkrovarymn KOHTaKTHI AaHi) Ta/abo
3MiHW y PO3MilLleHHiI MacTep-tharnna cuctemum
dapmakoHarnagy) - 3miHa ynoBHoBaXkeHoi ocobu
3asBHMKa, BignoBiganbHoI 3a hapmakoHarnag. fitova
pepnakuisa: Xogakiscbka TeTsHa BayecnasiBHa.
MponoHoBaHa peaakuis: Muxannos OnekcaHap
BonogvmupoBuy. 3MiHa KOHTaKTHUX AaHKX
YNOBHOBa)eHOi ocobu, BignoeigansHoi 3a
bapmakoHarnsg. 3MiHa MicLe3HaxomMKeHHS macTep-
caiina cuctemu hapmakoHarnsay Ta horo Homepa. 3miHa
Micus 34iMCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarmnsgy
149.| NEBOMEKOIJIb | ma3sb no 25 r a6o 40 AT YkpaiHa AT "ly6Huncpapm" YkpaiHa BHECEHHS1 3MiH [0 peecTpauiiiux matepianis: 3miHu || 6e3 UA/2647/01/01
ryTtybax;no25r "Ny6Hncbapm" Tmny - 3MiHm 3 sikocTi. A®l. BupobHuuteo. 3miHa peuenma
abo 40 r y Tybax; no BMPOGHMKa BUXIZHOrO/MPOMDKHOIO NMPOAYKTY/peareHTy, Lwo
1 1y6i y nayui BMKOPUCTOBYIOTbCS Y BUpobHU4oMy npoueci AdI, abo
3MiHa BUpOGHMKa (BKIoYakouu, Ae HeobxigHo, micue
npoBeAeHHs KOHTponto sikocTi) AP (3a BiAcyTHOCTI
cepTudikaTa BignosigHocTi €Bponeiickbkin dhapmakonei y
3aTBEPKEHOMY A0CbE)(BBEAEHHSI HOBOrO BUPOOHMKa ADI
3 HapgaHHAM macTep-danna Ha A®l) - BBeAeHHS HOBOro
BUpOoGHMKa anst APl metunypauun LnusawkyaH xuHdi
Kewmikan IHgactpi Ko., llTa, Kutam
150.| NETPO30I1- TabneTkn, BKpUTI TOB «TeBa YkpaiHa BMPOGHMLTBO, I13paine/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny 3a UA/13315/01/01
TEBA NniBkOBOIO YkpaiHa» nepBrHHe Ta YropwuHa - 3miHu 3 gkocTi. A®I. KoHTponb A®I. 3miHa y meTogax peuenmom
obornoHkoto, 2,5 Mr BTOPWHHE NMaKyBaHHS, BunpobysaHHa APl abo BMxigHOro matepiany/npoMixHOro
no 10 TabneTtoky KOHTPOIb SKOCTI, npoayKTy/peareHTy, WO BUKOPUCTOBYETLCSH Y MPOLECI
6nictepi; no 3 BUNYyCK cepint: TeBa BMpOGHMUTBa ADI (iHLWi 3MiHM y MeToAax BUNPOOyBaHHS
Gnictepu y kopobui dapmavneBTikan (Bkntoyatoum 3amiHy abo gonoBHeHHs) ADI abo
IHpacTpis JiTg., BUXiQHOrO/MPOMIDKHOIO NPOAYKTY) AoAaBaHHSA HOBOTO
I3painb; nepBuHHe Ta MeToAy BU3HAYEHHSI PO3MIpY YaCTOK 3 BUKOPUCTaHHSIM
BTOPUHHE NaKyBaHHs, Malvem mastersizer o Bxe 3aTBEpAXEHOrO MeToay
KOHTPOIb SIKOCTI, BU3HAYEHHS PO3MIpYy YaCTOK 3 BUKOpPUCTaHHsM Micro plus
Bunyck cepin: AT ans A®| netposony.
dapmaueBTU4HUIA
3aBog TeBa,
YropwuHa
151, NIAOKCAH® NboasHUKKM, 5 Mr/1 CaHpos CnoBeHisa BUMYCK Cepili: CnoseHis/ BHECEHHS 3MiH O peecTpaLinHmux maTtepianis: 3MiHu | 6e3 UA/18785/01/01
MEQ Mr; 12 NbOASIHUKIB B dapmackioTika Jlex ®apmaueBTnyHa Benbris Tmny - 3MiHuM 3 sikocTi. FoToBUI Nikapcbkmi 3acib. Cuctema peuenma
6nicTepi; no 2 n3 a.a. KoMnaHis A.4., KOHTeWHep/3aKkynoptoBarnbHuUiA 3acit. 3MiHa y NepBUHHIN
onictepu B CnoBeHis yNakoBLi FOTOBOrO JikapCbKOro 3acody (sKicHUM Ta
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KapTOHHiI kopooLi BUpPoGHMUTBO in bulk, KinbKicHU cknag) - Teepai nikapcbki oopmu - 3MiHa,
nepBuHHe Ta noB’si3aHa i3 HeobXiAHICTIO BUKOPUCTAHHS NPW NakyBaHHi
BTOPWHHE MaKyBaHHS, HOBOI anbTepHaTUBHOI TprLapoBoi onbrn 250 ym PVC /
KOHTPOIb Cepint: 25 um PE / 120 g/m? PVDC pa3oM i3 3apeecTpoBaHoto
Jlabopatopia Asowaposoto donbroto 250 pm PVC /50 uym PCTFE. A
Keanichap HB TakoX BHOCUTBLCA pefakuifHa 3MiHa: 3MiHEHO Ha3By
(Keanidap HB), noctavanesHuka Bilcare Research Ha Liveo Research.
Benbris
152. NIAOKCAH® NbOASHUKK, 5 Mr/1 Canpos CnoBeHis BUMYCK Cepili: CnoBeHisi/ BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3MiHu | bes UA/18801/01/01
nonyHuusa mr; 12 nbogsiHukiB y | PapmackioTika Jlek ®apmaueBTnyHa Benbris Tmny - 3MiHuM 3 sikocTi. FoToBUIA Nikapcbkmin 3aci6. Cructema peuenma
6nicTepi, no 2 n3 a.a. KOMMaHis 4.4., KOHTeWHep/3aKkynoptoBanbHuUi 3aci6. 3MiHa y NnepBuUHHIN
Gnictepu B CnoBeHis yMakoBLi FOTOBOIo NikapcbKoro 3acoby (siKicHWIA Ta
KapTOHHiIN kopoOLi BUpoGHMUTBO in bulk, KinbKicHUiA cknag) - Teepai nikapcbki dopmu - 3MiHa,
nepBuHHe Ta noe’si3aHa i3 HeobXiAHICTIO BUKOPUCTaHHSA NPpU MaKyBaHHi
BTOPMHHE NaKyBaHHS, HOBOI anbTepHaTUBHOI TprLwapoBoi conbrn 250 um PVC /
KOHTPOIb Cepint: 25 um PE / 120 g/m? PVDC pa3om i3 3apeecTpoBaHoio
JlTabopaTtopia Asowaposoto donbroto 250 pm PVC / 50 ym PCTFE. A
Keanicbap HB TakoX BHOCUTBLCA pefakuinHa 3miHa: 3MiHEHO Ha3BY
(Kanidap HB), noctavanesHuka Bilcare Research Ha Liveo Research.
Benbris
153.| NIHOAP3A TabneTkn, BKpUTI ACTPA3EHEK LLseuis BUPOBHMLTBO CnonyuyeHi BHECEHHS 3MiH [0 peecTpauinHMx maTepianis: 3miHu | 3a UA/14747/02/01
NniBKOBOIO A ABb TabneTtok onanapuby WraTn/ Tvny - 3MiHKM Wopao 6e3nekn/eeKTUBHOCTI Ta peuenmom
obornoHkoto, no 100 (eTan BupobHMLTBa Benuka dapmakoHarnsay. BeegeHHs abo 3MiHuM fo y3aranbHeHuX
Mr no 8 Tabnetok B EeKCTpyA0BaHOro BpuTaHis/ [AaHux npo cuctemMy cpapMakoHarnsay (BBegeHHs
6nictepi; no 7 NPOMIDKHOTO MPOAYKTY LLsewis y3aranbHeHVX AaHnX Npo cucTemMy cbapmakoHarnsgy,

6nicTtepis B
KapTOHHiI kopobui

Ta MiCrnAeKCTPy3inHWN
eTan BupobHuLTBA),
KOHTPOIb SKOCTI:
AGGBI JlimiTen,
CronyyeHi WraTw;
nepBuHHE Ta
BTOPVHHE NaKyBaHHS,
KOHTPOIb AKOCTI,
BUNYCK cepii:
Actpa3eHeka HOK
Nimiten, Benuka
BpuTaHis;
BUPOOHMLTBO
Tabnetok onanapuby
(eTan BupobHMLTBA
eKCTpyA0BaHOro
NPOMDKHOrO NPOAYKTY
Ta NicnaAekcTpysinHnn
eTan BUpobHuLTBa),
nepBuHHe Ta
BTOPVHHE NakKyBaHHS,
KOHTPOMb SIKOCTI,
BUNYCK cepii:
Actpa3eHeka AB,

3MiHa ynoBHOBaxeHoi ocobu, BianoBigansHoi 3a
30iNCHEHHS (hapMakoHarnsigy; KOHTakTHOT ocobu 3
dapmakoHarnagy 3asBHUKa AN 30iNCHEHHsI
dapmakoHarnagy B YKpaiHi, SKL0 BOHa BiAMiHHA Bif
yNnoBHOBaXeHoI ocobu, BignoBiaansHoi 3a 3aiNCHEHHS
dapmakoHarnsaay (BKIoYaum KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MilLleHHi MacTep-daiina cuctemu
apmakoHarnsigy) 3miHa KOHTaKTHOI 0cobu 3asiBHUKA,
BignosiganeHoi 3a hapMakoHarnsag B Ykpaini. [irova
pepakuis: Mpyaies Aernnc Omutposuy. MponoHoBaHa
pepakuis: JlebeanHeub €nnsaseta PomaHiBHa. 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOI 0cobu 3asiBHWMKa,
BiANoBiAanbHOI 3a dhapmakoHarnsg B YKpaiHi
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LLiBeList; KOHTpOnb
sKocTi: AcTpa3eHeka
AB, LBeuis
154.| NIHNAP3A TabneTku, BKpUTI Actpa3eHeka LLsewis BMPOBOHMLTBO CnonyyeHi BHECEHHS 3MiH A0 peecTpauiiHnx maTtepianis: 3minu | 3a UA/14747/02/02
NniBKOBOIO ABb TabneTok onanapuby WraTn/ Tuny - 3MiHK Wwoao G6e3nekn/edeKTUBHOCTI Ta peuenmom
obonoHkoto, no 150 (eTan BupobHMUTBA Benwka capmakoHarnsgy. BeegeHHst abo 3MiHM 0O y3aranbHEHUX
mr no 8 TabneTok B EeKCTPYJ0BaHOro Bputanis/ AaHnx npo cuctemy chapmakoHarnsgy (BBeaeHHs
6nictepi; no 7 NPOMIDKHOrO MPOAYKTY LLsewis y3aranbHeHVX AaHnX Npo cuctemy hapmakoHarnsgy,
GnicTepie B Ta NicnsekcTpysinHniA 3MiHa ynoBHOBaXxeHOI 0cobu, BiaMNoBiAanbLHOI 3a
KapTOHHiI kopooLi eTan BUpoOHMLTBA), 3AiicHeHHs hapmakoHarnsgy; KOHTakTHoi ocobu 3
KOHTPOIb SKOCTI: apmakoHarnsay 3asBHUKa Ans 30iNCHEHHS
AGGBI NimiTen, thapmakoHarnagy B YkpaiHi, SKLWO BOHa BigMiHHA Big
CnonyyeHi WraTy; yNoBHOBa)eHOi 0cobu, BignosiganbHoI 3a 34iNCHEHHS
nepBuHHe Ta dapmakoHarnsaay (BKIoYaum KOHTaKTHI AaHi) Ta/abo
BTOPVHHE NaKyBaHHS, 3MiHW y PO3MilLleHHI MacTep-tharnna cuctemm
KOHTPOIb SKOCTI, dapmakoHarnagy) 3MiHa KOHTakTHOT 0cobu 3asiBHMKA,
BWMNYCK Cepil: BiANoBiAanbHOI 3a dhapmakoHarnag B Ykpaini. [itoua
AcTtpa3eHeka HOK pepakuis: Mpyaies Oennc Omutposuyd. NponoHoBaHa
Nimiten, Benuka penakuis: NlebeguHelpb €nnsaseta PomaHiBHa. 3miHa
BpuTaHis; KOHTaKTHUX AaHUX KOHTAKTHOI 0COOM 3asBHUKaA,
BUPOBHMLTBO BiAnoBiganbHOI 3a hapmakoHarnag B YkpaiHi
TabneTtok onanapuoy
(eTan BnpobHMUTBA
€eKCTpyA0BaHOro
NPOMIDXHOrO MPOAYKTY
Ta MiCrnAeKCTPy3inHWIA
eTan BupobHuLTBAa),
nepBUHHE Ta
BTOPVHHE NaKyBaHHS,
KOHTPOIb SIKOCTI,
BUNYCK cepii:
Actpa3eHeka Ab,
LLIBeuisi; KOHTpoOnb
sikocTi: AcTpa3eHeka
AB, WBeuis
155.| NMIHNAP3A Kancynu Teepgi, no ACTPA3EHEK LLsewis Bupo6HuuTeo in-bulk: CLIA/ BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | 3a UA/14747/01/01
50 mr; no 112 A Ab MNaTeoH Benuka Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
Kancyn Teepaux y PapmachbtoTikanc IHk, Bputanis dapmakoHarnsaay. BeegeHHs abo 3MiHM [o y3aranbHeHWX
dnakoHi; no 4 CLUA; MepBuHHe Ta [AaHux nNpo cuctemy chapmMakoHarnsigy (BBeAeHHs
hnakoHu B BTOPUHHE NaKyBaHHs, y3aranbHeHVX JaHuX Npo cucTeMy chapmMakoHarnsay,
KapTOHHiIl kopobuyi BUWMYCK Cepil: 3MiHa ynoBHOBaxeHoi ocobu, BianoBigansHoI 3a
Actpa3eHeka HOK 30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
Nimiten, Benuka dapmakoHarnagy 3asBHUKa ANns 34iNCHEHHs!
BpuTaHis dapmakoHarnagy B YkpaiHi, SKL0 BOHA BiAMiHHA Bif
yNoBHOBaXeHOoI ocobu, BignoBiaansHoi 3a 3aiNCHEHHS
hapmakoHarnsiay (BKIoYarum KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MilLleHHi MacTep-daiina cuctemu
hapmakoHarnsigy) 3miHa KOHTakTHOT 0cobu 3asiBHUKA,
BignosiganbHoi 3a dhapMakoHarnsg B YkpaiHi. firova
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
pepnakuis: Mpyaies Oennc Omutposuy. NponoHoBaHa
pepakuisi: JllebeamHeub €nnsaseta PomaHiBHa. 3miHa
KOHTaKTHUX JaHWUX KOHTaKTHOI 0cobu 3asiBHuMKa,
BigNoBiganbHoi 3a dhapMakoHarnag B YKpaiHi.
156.| NNO3AN® TabneTku, BKpUTI TOB "CaHoi- YkpaiHa TOB "3eHTiBa" Yecbka BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny 3a UA/9435/01/01
nnoc obornoHkoto, Ne 10, ABeHTIC Pecnybnika - 3MiHu 3 sikocTi. CepTudpikaTt BignoeigHocTi/lE- peuenmom
Ne 30 (10x3), Ne 90 YkpaiHa" cepTudikaT BiANoBiAHOCTI €EBpONENChKiN
(10x9): no 10 apmakonei/moHorpadii. NMoaaHHs HoBoro abo
TabneTtok y 6nicrepi; OHOBJIEHOrO cepTudikaTa BignoBigHOCTi abo BUNYyYEHHS
no1,3abo9 cepTudikaTa BignoBigHOCTIi €Bponenchkin dhapmakonei:
6nictepi y ans A®l; onsa BMxigHOro martepiany/peareHTy/npoMiKHOTO
KapTOHHiIN kopooLyj; NPOAYKTY, LLO BUKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; ans
Ne 30 (15x2), Ne 90 [OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
(15x6): no 15 €sponelicbkin hapmakonei) - OHoBNeHWn cepTudikaT Bif
TabneTok y 6nictepi; yXe 3aTBepaKeHoro BUpoGHMKa - NogaHHs OHOBMEHOro
no 2 a6o 6 6nictepis Ceptudbikata R1-CEP 2009-227-Rev 05 ans A®I
Y KapTOHHi KOpoobUi rno3apTaHy Karito Bif BXe 3aTBepAXeHOro BUpobHvka
ZHEJIANG TIANYU PHARMACEUTICAL CO,, LTD, China
157.| NIOPATAOUH Tabnetkun no 10 mr; TOB YkpaiHa TOB "Actpadapm” YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3minHu | bes UA/2610/01/01
no 10 TabneTtoky "Actpacapm” TMny - 3MiHK 3 gKoCTi. [0TOBMI Nikapcbkuin 3acib. peuenma
6nictepi; no 1 abo CT1abinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo ymoBax
10 6nictepis B 36epiraHHs rOTOBOrO NiKapCbKoro 3acoby (36inbLeHHs
KopoOLi 3 KapTOHY TepMiHy NpuaaTHOCTI FOTOBOIO NiKapcbkoro 3acoby) - Ans
TOProBoOi YNakoBku (NiATBEPOXKYETLCA AaHMMU peanbHOro
Yacy) 36inbLUeHHs TepMiHy NpMAATHOCTi FOTOBOrO
nikapcbkoro 3acoby y 3B'A3Ky 3 AaHVMWU, LLIO
nigTBEPOXKYIOTLCS BNACHUMUW OOCHIIKEHHSIMN
ctabinbHocTi. 3aTBepmxeHo: TepMiH NpuaaTHOCTI. 2 poku
3anponoHoBaHo: TepMiH MPUAATHOCTI. 3 pokK
158.| MAAJIOKC® Tabnetkn, Ne 40 TOB "Onenna YkpaiHa CAHO®I C.P.J1. ITanis BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu | bes UA/9220/02/01
(10x4): no 10 Xernckea TMny - 3MiHKM Woao 6e3nekn/edeKTUBHOCTI Ta peuenma
TabneTok y 6nictepi; YkpaiHa" dapmakoHarnsay. BeegeHHs abo 3MiHmM fo y3aranbHeHuX
no 4 6nictepu B [AaHux nNpo cuctemMy chapmMakoHarnsay (BBeAeHHs
KapTOHHIN kopobui y3aranbHeHVX AaHnxX Npo cuctemMy chapmakoHarnsgy,
3MiHa ynoBHOBaXeHoi ocobu, BianoBigansHoi 3a
30iNCHEHHS (hapMaKkoHarnsigy; KOHTakTHoT ocobu 3
dapmakoHarnagy 3asBHUKa ANS 30iNCHEHHS
dapmakoHarnagy B YkpaiHi, SKL0 BOHa BiAMiHHA Bif
yNoBHOBaXeHOoI ocobu, BignoBiaansHoi 3a 3aiNCHEHHS
dapmakoHarnsaay (BKoYarym KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MilLeHHi MacTep-daiina cuctemu
hapmakoHarnsigy) 3miHa yrnosHoBaxeHoi ocobu 3asiBHUKa,
BifnoBigansHoil 3a hapmakoHarnsg,.
[itova pepakuis: XogakiBcbka TeTsaHa BavecnasiBHa.
MponoHoBaHa pepakuis: Muxaiinos OnekcaHap
BonoammumpoBuy. 3miHa KOHTAKTHUX OAHKX
YMOBHOBaXeHOi 0cobw, BifnosiganesHoi 3a
dapmakoHarnsg. 3miHa micuesHaxomKeHHs1 MacTep-
davina cuctemu papmakoHarnsgy Ta horo Homepa. 3miHa
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n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
MicLS 3AiNCHEHHSI OCHOBHOT AisiNbHOCTI 3
dapmakoHarnsgy
159.| MArHE-B6 ® TabneTkn, BKpUTI TOB "Onenna YkpaiHa OMENNA XENCKEA ®paHuis/ BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3miHu | Tuny 6e3 UA/4130/01/01
AHTUCTPEC NNiBKOBOO Xenckea IHTEPHELUHI CAC, YropwuHa - 3miHu Wwopo 6e3nekn/eddeKTMBHOCTI Ta peuenma
obonoHkoto Ne 60 YkpaiHa" ®paHuis; XIHOTH apmakoHarnagy. BeegeHHst abo 3MiHv [0 y3aranbHeHUx
(15x4): no 15 3aBog [aHuX Npo cuctemy dapmakoHarnsgy (BBeaeHHs
TabneTok y 6nicTepi; dapmMaLeBTUYHMX Ta y3aranbHeHVX AaHnxX Npo cuctemy hbapmakoHarnsgy,
no 4 6nictepu B XimivyHux MNpoaykTis 3MiHa ynoBHOBaXeHOi ocobu, BianoBiganbHoi 3a
KapTOHHiIN kopobLyj; Mpawsit Ko. J1a. 3AiicHeHHs hapmakoHarnsgy; KOHTakTHoi ocobu 3
Ne 60 (20x3): no 20 MignpuemcTao 2 dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHS
TabneTok y 6nictepi; (nianpnemcTBo dapmakoHarnsaay B YKpaiHi, AKWo BOHA BiAMiHHA BiA
no 3 Gnictepu B Bepelegbxas), yNoBHOBa)eHOi 0cobu, BignosiganbHoI 3a 34iNCHEHHS
KapTOHHiIN kopoOLi YropwuHa capmakoHarnagy (Bkrovarymn KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MilLleHHI MacTep-daiina cuctemu
dapmakoHarnagy) - 3miHa ynoBHoBa)keHoi ocobu
3asBHMKa, BigNoBiganbHOI 3a hapmakoHarnag. fditova
penakuis: Xoaakiecbka TeTsHa BayecnagiBHa.
MponoHoBaHa peaakuis: Muxannos OnekcaHap
BonogvmupoBuy. 3MiHa KOHTaKTHUX AaHWX
yNOBHOBaXeHOoI ocobw, BiANOBiAanbHOI 3a
capmakoHarnsg. 3MiHa mMicLe3HaxomKeHHs macTep-
aiina cuctemu hapmakoHarnsay Ta noro Homepa. 3miHa
Micus 34iINCHEHHSI OCHOBHOI isiNbHOCTI 3
dapmakoHarnsigy
160., MArHE-B6® TabneTkn, BKpUTI TOB «Onenna YkpaiHa CAHO®I BIHTPOI PpaHuis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny bes UA/5476/02/01
obornoHkoto Ne 50: Xenckea IHOACTPIA, ®paHuis; YropumHa - 3miHu wopo 6esnekn/edekTMBHOCTI Ta peuenma
(10x5): no 10 YkpaiHa» XIHOIH 3aBop dapmakoHarnsay. BeeaeHHst abo 3aMiHM fo y3aranbHeHWX
TabneTok y 6nictepi; dPapmMaLeBTUYHMX Ta AaHnx npo cuctemy chapmakoHarnagy (BBeAeHHs
no 5 Gnictepis y XimiyHux MpopaykTiB y3aranbHeHVX AaHnX Npo cucTemy chapmakoHarnsgy,
KapTOHHiIl kopobuyj; Mpamnsit Ko. NT1A. 3MiHa ynoBHOBaXeHoi ocobu, BianoBiganbHoi 3a
Ne 60: (20x3): no 20 MignpuemcTao 2 3AiCHEHHs hbapmakoHarnsgy; KOHTakTHOT ocobu 3
TabneTtok y 6nicrepi; (nignpruemcTBO dapmakoHarnagy 3asBHUKa AN 30iNCHEHHsI
no 3 6nictepu y Bepeliegpxas), dapmakoHarnagy B YkpaiHi, Ko BOHa BiAMiHHa Big
KapTOHHiIl kopobuyj; YropwuHa ynoBHOBaXeHoI ocobu, BignoBiaansHoi 3a 34iNCHEHHS
Ne 100: (20x5): no dapmakoHarnagy (BKIovarymn KOHTaKTHI AaHi) Ta/abo
20 TabneTtok y 3MiHM Y pO3MiLLEeHHi MacTep-danna cuctemm
6nictepi; no 5 dapmakoHarnsigy) - 3MiHa ynoBHoBaxeHOi ocobu
6nictepiB y 3as1BHMKa, BignoBigansHoi 3a hapmakoHarnsg.[itoua
KapTOHHI kopobui penakuis: Xogakiscbka TeTaHa BayecnasiBHa.
MponoHoBaHa pepakuis: Muxaiinos OnekcaHap
BonoanmumpoBuy. 3miHa KOHTAKTHUX SAHWX
ynoBHOBaxeHoi ocobwu, BianoBiganbHoi 3a
dapmakoHarnsg. 3miHa micuesHaxomKeHHs1 MacTep-
arina cuctemu hapmakoHarnsgy Ta horo Homepa. 3miHa
Micus 34iNCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsigy
161, MAPKAIH po3uuH Ang iH'ekuin, | AcneH ®apma IpnaHpis Pecicdapm MoHTC PpaHuis BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minu |l 3a UA/0663/01/01
5 mr/mn; no 20 mny TpengiHr Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
dnakoHi; no 5 NimiTen dapmakoHarnsgy. 3MiHW y KOpPOTKili XapakTepucTui
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¢nakoHiB y
KapTOHHiN kopobui

nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii ans
MeON4YHOro 3aCTOCYyBaHHS Y 3B’A3KY i3 HOBYMMW JaHVUMU 3
AKOCTi, AOKMIHIYHUMM, KMiHIYHUMM JaHUMK Ta JaHUMK 3
dapmakoHarnagy - 3MiHM BHECEHO [0 iHCTPYKUii ans
MeANYHOTO 3acTOCYBaHHS NikapCcbkoro 3acoby Ao po3ainis
"OcobnueocTi 3acTtocyBaHHA" Ta "MMo6iYHI peakuii”
BiAMNOBIQHO OO MaTepianiB peecTpaLiiHoro 4OCLE.
BBeaeHHs 3MiH npoTsarom 6-Tu MicauiB nicns
3aTBepAKeHHs. 3MiHn Il Tuny - 3miHn Wwopao
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsgy. 3MiHu y
KOPOTKili XapakTepucTuLj NnikapcbKkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLii ANS MeAMYHOro 3acTOCyBaHHS Y
3B’A3KY i3 HOBUMM JaHUMW 3 SIKOCTi, AOKNiHIYHUMN,
KNiHIYHUMW aHUMK Ta AaHnMu 3 hbapmakoHarnagy - 3MiHu
BHECEHO A0 iHCTPYKLii ANS MeANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao posginis "®apmMakonoriyHi
BnacTuBocTi", "3acTocyBaHHs y nepiod BariTHocTi abo
rogyBaHHs rpyaar” Ta "Cnocib 3actocyBaHHS Ta goan"
BiANOBIQHO 4O MaTepianiB peecTpaLiiHoro 40ChE.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPAKEHHS

162.

MEBIKAP IC

Tabnetkn no 0,3 r,
no 10 TabneTtok y
6nictepi; no 2
Gnictepu y navui 3
KapTOHY

ToBapucTBoO 3
[0AaTKOBOKO
BigNoBiganbHi
CTHo
"IHTEPXIM"

YkpaiHa

ToBapucTtBeo 3
[0AaTKOBOKO
BiANOBIgaNbHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis: 3MmiHu | Tuny
- 3MiHu 3 AkocTi. [oToBMIA Nikapcbkuii 3acib. Cuctema
KOHTelHep/3akynoptoBanbHuiA 3aci6. 3miHa dopmn abo
PO3Mipy KOHTEelHepa Y1 3aKynoptoBasibHOro 3acoby
(nepBMHHOI ynakoBku) (HecTepwuribHi Nikapcbki 3acobw) -
36inbLUEeHHS reOMETPUYHOrO PO3Mipy NEPBMHHOI YNaKoBKM
(6nicTepa) i3 BiaNOBIgHWUM 36iNbLUEHHSIM FEOMETPUYHOTO
pO3Mipy BTOPVHHOI YNakoBKu (nayka) o6ymoBneHo
yHidbikauieto TMNiB Ta po3MipiB YNakoBOK AN NPOAYKTOBOI
NiHiKM roToBKX NiKapcbknx 3acobiB, a Takox aganTadieto
[0 HOBOrO TEXHOJOTNYHOro 06nagHaHHs.
CynyTHS 3MiHa
- 3MmiHu 3 sikocTi. FoTOBMIA Nikapcbkuii 3acib. Cuctema
KOHTEWHep/3aKynoproBanbHU 3aci6 (iHLwi 3mMiHW)

6e3
peuenma

UA/8823/01/01

163.

MEBIKAP IC

Tabnetkm no 0,5,
no 10 TabneTtok y
onictepi; no 1 abo 2
Gnictepu y navui 3
KapTOHY

TosapucTBo 3
[0AaTKOBOK
BianoBiganbHi
CTIo
"IHTEPXIM"

YkpaiHa

ToBapucTtBo 3
[0AaTKOBOK
BiAnNoBiganbHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny
- 3miHu 3 skocTi. MoToBMIA Nikapcbkuii 3acib. Cuctema
KOHTelHep/3aKkynoptoBanbHui 3aci6. 3miHa dopmn abo
PO3Mipy KOHTEelHepa Y1 3aKynoptoBasibHOro 3acoby
(NepBMHHOI ynakoBkwu) (HeCTepunbHi Nikapcbki 3acobu) -
36inbLUeHHSA reoMeTpPUYHOro Po3Mipy NEPBMHHOI YNaKoBKM
(6nicTtepa) i3 BiANOBIgHMM 36iNbLUEHHSIM FEOMETPUYHOTO
pO3Mipy BTOPUHHOI yrnakoBku (nadka) obymoBrneHo
YHidpikaujieto TUniB Ta po3mipiB yNakoBOK ANs MPOAYKTOBOI
NiHiliKM roToBKX NiKapcbknx 3acobiB, a TakoX adanTadieto
[10 HOBOTO TEXHOIOTYHOro 0bnagHaHHS.
CynyTHS 3MiHa
- 3MmiHu 3 sikocTi. FoTOBMIA Nikapcbkuii 3acib. Cuctema
KOHTelHep/3aKkynoptoBanbHuUiA 3aci6 (iHWwi 3MiHK)

6e3
peuenma

UA/8823/01/02
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n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
164, MEOEKCON Kpanni o4Hi, po3unH, | TOB «YOPJJ YkpaiHa yorPna MEOULINMH TypeuunHa BHECEHHS 3MiH [0 peecTpaLinHMx maTtepianis: 3miHa 3a UA/18505/01/01
1 mr/mn; no 5mny MEOVNUNH» IJTAY CAH. BE TIXK. 3asBHUKA (BNacHWKa peecTpaLinHoro NocBigveHHs) (3rigHo |  peyenmom
bnakoHi- A.LL. Haka3dy MO3 Big 23.07.2015 Ne 460): TepmiH BBegeHHs
KpanenbHuui; no 1 3MiH NPOTSArom 6-Tu MicsLiB nicns 3aTBEpPAKEHHS. 3MiHM |
hnakoHy B Tuny - 3MiHK Wwopao 6eanekn/edekTMBHOCTI Ta
KapTOHHiI kopooLi capmakoHarnsgy. BeegeHHst abo 3MiHM 00 y3aranbHEeHUxX
AaHux npo cuctemMy chapmakoHarnsgy (BBeAeHHs
y3aranbHEeHNX AaHnxX Npo cuctemy hbapmakoHarnsay,
3MiHa ynoBHOBaXXeHOI 0cobu, BianoBiganbHoi 3a
3AiicHeHHs hapmakoHarnsgy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHsI
thapmakoHarnagy B YkpaiHi, SKLWO BOHA BigMiHHA Big
yNoBHOBa)eHOi 0cobu, BignosiganbHoI 3a 34iNCHEHHS
dapmakoHarnsaay (BKIoYaym KOHTaKTHI AaHi) Ta/abo
3MiHW y PO3MilLleHHI MacTep-charnna cuctemm
dapmakoHarnagy) 3miHa ynoBHoBa)keHoi 0cobu 3asiBHMKa,
BignoBiganbHoi 3a hapmakoHarnsag. [itoya pegakuis:
Casgiwesa Jlapuca / Savishcheva Larisa. NponoHoBaHa
pegakuis: Myano MNaHHa CtaHicnasiBHa. 3MiHa KOHTaKTHUX
[aHnX yNOBHOBaXEHOI 0CO0OM 3asiBHMKA, BignoBiganbHol
3a hapmakoHarnsa. 3miHa micus 34ilCHEeHHS1 OCHOBHOT
nisnbHocTi 3 chapmakoHarnsgy. 3MiHa MicLe3HaxooKeHHs
macTep-cavina cuctemmn hapmakoHarnagy.
165. MEOOMNPAM TabneTkn, BKpUTI Mepnokewmi Kinp Mepokemi 1T (3aBog Kinp/ BHECEHHS 3MiH [0 peecTpauiinHmx maTepianis: 3miHu | 3a UA/14937/01/01
NniBkOBOIO nTa AZ), Kinp; Higepnanaun TMny - AgMiHICTpaTuBHI 3MiHW. BunyyeHHsi BUpoGHUYOi peuenmom
000MOoHKOH0, Mo 5 Mmr; dapmaveBTiw OinbHUU (BkMoYaroum ginbHuui anst A®I, npoMixkHoro
no 10 TabneTok y AHaniTiw npoaykTy abo rotoBoro nikapcbkoro 3acoby, finbHULi Anst

6nictepi; no 3
Gnictepn y
KapTOHHiI kopobui

TlabopaTopiym [yiBeH

B.B., Hinepnanan

npoBeAeHHs NakyBaHHS, BUpOOHUKaA, BiAMoBiAansHoro 3a
BWMNYCK Cepil, MiCLie NPOBEAEHHS KOHTPOo cepii) abo
nocravanbHuKa BUXiAHOrO maTepiany, peareHTy abo
[OOMNOMIXKHOT pe4oBUHU (SIKLLO 3a3Ha4YeHo y A0ChE)
BUIy4eHHs BupobHuka A®| Escitalopram oxalate Mylan
Laboratories Limited, India 3aTBepgxeHo: Mylan
Laboratories Limited, India; HETERO LABS LIMITED,
India 3anponoHosaHo: HETERO LABS LIMITED, India.
3miHu | Tuny - 3minm 3 sikocTi. A®l. KoHTponb API. 3miHa y
napameTpax cneuudikauii Ta/abo AonycTUMmUX MeX,
BM3Ha4eHuX y cneuudikauisx Ha ADI, abo
BUXiAHWA/NPOMiXHWI NpoayKT/peareHT, Lo
BMKOPUCTOBYOTLCS Y npoLeci BupobHuutea AdI
(BUNYYEHHS HE3HAYHOrO MOKa3HVKa SKOCTi (Hanpuknag,
BUITyYEHHS 3aCTapiforo NokasHuka)) BUNy4YeHHs i3
cneuudikauii APl nokasHuka «3anuLLKOBi KinbKOCTi
PO34MHHUMKIB» AN BUpobHuka Mylan Laboratories Limited,
India. 3MiHu | TUNY - 3MiHK 3 sikocTi. A®I. KoHTponb AdI.
3miHa y napameTpax cneuudikadii Ta/abo gonyctumumx
MeX, BU3Ha4YeHux y cneumadikauisx Ha A®l, abo
BUXiAHWA/MPOMiXXHWIA NpoayKT/peareHT, Lo
BMKOPWCTOBYOTbCS Y npoLleci BupobHuutea APl
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(3BY>KEHHS1 ONYCTUMMX MEX, BU3HAYEHMX Yy cneuudikadii)
NpuBEAEHHS 3aTBEPDKEHUX MIMITIB 3@ NOKa3HUKOM
«3anuLWKoBI KiNbKOCTi PO34YMHHMKIB» B cneumdikauii AD|
[0 opuriHanbHUX 4OKyMeHTiB BUpobHunka APl HETERO
LABS LIMITED. 3minu | Tvny - 3minm 3 akocti. CepTudikart
BignosigHocTi/IE-cepTudikaTt BignoBigHOCTI €Bponenchkin
dapmakonei/MoHorpadii. NMogaHHsA HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo BUMYyYeHHS
cepTudikaTta BignoBigHOCTIi €BponeWnchkin dhapmakonei:
onsa A®l; ons BuxigHoro matepiany/peareHTy/NpoMibKHOro
NpPOAYKTY, LLIO BUKOPUCTOBYIOTLCS Yy BUPOOHMLTBI ADI; Ans
[OMOMDKHOI peqoBUHM (cepTudikaT BianoBiaHOCTI
€Bponeickkin hapmakonei) - HoBuin ceptudikat Big Bxe
3aTBEPKEHOro BUPOGHMKA - MOAaHHS HOBOrO
cepTudikaTa BignoBigHoCTi €Bponeichkin dapmakonei Ne
RO-CEP 2017-080 - Rev 02 gns gito4oi pe4oBuHu
Escitalopram oxalate Big B>xe 3aTBEpaAXEeHOro BUPOOHMKa
HETERO LABS LIMITED (3amiHa ASMF). 3minu | Tuny -
3minHun 3 skocTi. CepTtudpikat BignosigHocTi/lE-cepTudikat
BiAMOBIAHOCTI €Bponencoki papmakonei/moHorpadii.
3MiHW, NoB'A3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y
BigNoBIgHICTb 40 MoHorpadii APY abo €Bponencbkoi
apmakonei, abo iHLWOi HauioHanbHOT hapmakonei
aepxasu €C (3miHa y cneumdikauii HedbapmakonenHoro
A®| ons npvBegeHHs y BiaNoBigHicTb Ao BuMor AdY abo
€Bponencbkoi hapmakonei, abo iHWOoi HauioHanbHoT
apmakonei aepxasu €C) - A®I - npuBeaeHHs
cneundikauii APl y BignoBigHICTb 4O BUMOr MOHOrpadil
Escitalopram oxalate EP

166.

MEOOMPAM

TabneTku, BKPUTI
NniBkOBOIO
obornoHkoto, no 10
mr; no 10 TabneTok
y bnicTepi; no 3
Gnictepn y
KapTOHHiI kopobui

Mepokemi
nTo

Kinp

Mepokemi NNTA (3aBog
AZ), Kinp;
dapmaveBTiw
AHaniTiw
IlabopaTopiym [yiBeH
B.B., Hinepnanan

Kinp/
Higepnanaun

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu |
TMNy - AgMiHICTpaTuBHI 3MiHW. BunyyeHHsi BUpoGHUYoi
OinbHUU (BkMovaroum ginbHuui ans A®I, npoMixkHoro
npoaykTy abo rotoBoro nikapcbkoro 3acoby, AinbHuULi Ans
npoBeAeHHs NakyBaHHS, BUPOOHUKA, BiAMoBiAansHoOro 3a
BUMNYCK Cepil, MiCLie NPOBEAEHHS KOHTPOMo cepii) abo
nocravanbHWKa BUXiAHOrO maTepiany, peareHTy abo
[OOMOMiXKHOT pe4oBUHU (SIKLLO 3a3Ha4YeHo y 0ChE)
BUIy4eHHs BupobHuka AP Escitalopram oxalate Mylan
Laboratories Limited, India 3atBepgxeHo: Mylan
Laboratories Limited, India; HETERO LABS LIMITED,
India 3anponoHoBaHo: HETERO LABS LIMITED, India.
3miHu | Tuny - 3miHm 3 sikocTi. A®l. KoHTponb AdI. 3miHa y
napameTpax cneuudikauivi Ta/abo AonycTUMUX MEX,
BM3Ha4eHuX y cneuudikauisx Ha ADI, abo
BUXiAHWA/NPOMiXHUI NpoayKT/peareHT, Lo
BMKOPUCTOBYOTLCS Y npoLeci BupobHuutea AdI
(BUNYYEHHS HE3HAYHOrO MOKa3HVKa SKOCTi (Hanpuknag,
BUITyYEHHS 3aCTapifioro NokasHuka)) BUNy4YeHHs i3
cneuudikauii AP| nokasHuka «3anuLLKOBi KiNbKOCTi

3a
peuerimom

UA/14937/01/02
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PO34MHHUKIBY 4N BUpOoGHMKa Mylan Laboratories Limited,
India. 3MiHn | TMNY - 3MiHn 3 akocTi. A®Il. KoHTponb AdI.
3miHa y napameTpax cneuudikauivi Ta/abo gonycTummx

MeX, BU3Ha4YeHux y cneumadikauisx Ha A®Il, abo
BUXiAHMN/MPOMDKHUI NpOoAyKT/pearexT, Lo
BUKOPMCTOBYHOTLCS Y NpoLeci BupobHuutea AdI
(3BY>KEHHS1 ONYCTUMMX MEX, BU3HAYeHMX y cneuudikadii)
NpuBEAEHHS 3aTBEPDKEHUX MIMITIB 3@ NOKa3HWUKOM
«3anuLWKoBI KiNbKOCTi PO34YMHHKMKIB» B cneumdikauii AD|
[0 opuriHanbHUX 4OKyMeHTiB BUpo6Hunka APl HETERO

LABS LIMITED. 3minu | Tvny - 3minm 3 akocTi. Ceptudikart

BignosigHocTi/lE-cepTudikaT BignoBigHoCTi €Bponenchkin

dapmakonei/MoHorpadii. MogaHHsA HoBoro abo
OHOBJIEHOrO cepTudikaTa BignoBigHOCTi abo BUNyYeHHs
cepTudikaTta BignoBigHOCTIi €Bponenchkin dapmakonei:
ons A®l; ons BuxigHoro matepiany/peareHTy/NPoMibKHOro

NpOAyKTY, LLIO BUKOPUCTOBYIOTLCS Yy BUpOOHMLTBI ADI; Ans

[OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
€Bponeickkin hapmakonei) - HoBuin ceptudikat Big Bxe
3aTBEPAKEHOr0 BUPOOHUKA - NOAAHHS HOBOTO
cepTugikaTa BignoBigHoCTi €Bponeichkin dapmakonei Ne
RO-CEP 2017-080 - Rev 02 gns gito4oi pe4oBUHM

Escitalopram oxalate Big Bxxe 3aTBepaXeHOro BUpobHMKa
HETERO LABS LIMITED (3amiHa ASMF). 3Minn | Tuny -

3miHu 3 skocTi. CepTudikat BignosigHocTi/lE-cepTudikar

BiAMOBIAHOCTI €Bponencoki papmakonei/moHorpadii.
3MiHK, NoB'si3aHi 3 HeOOXigHICTIO NPUBEAEHHS Y
BiAMNOBIAHICTb A0 MoHorpadii AdPY abo €BponericbKol
dapmakonei, abo iHLWOi HauioHanbHOT dhapmakonei
aepxasu €C (3miHa y cneumdikauii HedbapmakonenHoro
A®| ons npvBegeHHs y BignoBigHicTb Ao BuMor AdY abo
€Bponencbkoi hapmakonei, abo iHWOoi HauioHanbHOI
apmakonei aepxasu €C) - A®I - npuBeaeHHs
cneundikauii APl y BignoBigHICTb 4O BUMOr MOHOrpadil
Escitalopram oxalate EP

167.

MEOOMPAM

TabneTku, BKpUTI
NniBkOBOIO
oboroHkoto, no 20
mr; no 10 TabneTok
y 6nicTepi; no 3
onictepn y
KapTOHHIl kopobui

Mepokemi
nTa

Kinp

Mepokemi 1T (3aBog
AZ), Kinp;
dapmaueBTil
AHaniTiw
JlabopaTopiym [dyiseH
B.B., Hinepnanan

Kinp/
Higepnanaun

BHECEHHS 3MiH 10 peecTpaLiiHnx maTepianis: 3minHu |
TMNy - AgMiHICTpaTuBHI 3MiHW. BunyyeHHsi BUpoGHUYOi
OinbHUU (BkMoYaroum ginbHuui ans A®I, npoMixkHoro
npoaykTy abo rotoBoro nikapcbkoro 3acoby, AinbHuULi Ans
npoBeAeHHs NakyBaHHS, BUpOOGHUKA, BiAMoBiAansHoro 3a
BWMNYCK Cepil, MiCLie NPOBeAEHHS KOHTPOTO cepii) abo
nocravanbHWKa BUXiAHOrO maTepiany, peareHty abo
[OMOMIXKHOT pe4OBUHU (SIKLLO 3a3HaYeHO Y A0ChE)
BUIy4eHHs BupobHuka A®| Escitalopram oxalate Mylan
Laboratories Limited, India 3atBepgxeHo: Mylan
Laboratories Limited, India; HETERO LABS LIMITED,
India 3anponoHoBaHo: HETERO LABS LIMITED, India.
3miHu | TMny - 3minm 3 sikocTi. ADl. KoHTponb A®I. 3miHa y
napameTpax cneuudikauivi Ta/abo AonycTUMKUX MEX,

3a
peuerimom

UA/14937/01/03
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[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

BU3Ha4YeHuX y cneumdikauisx Ha Adl, abo
BUXiAHMN/MPOMDKHUI NpoAyKT/peareHT, Lo
BUKOPUCTOBYHOTLCS Y NpoLeci BupobHuutea AdI
(BUNYYEHHS HE3HAYHOIO MOKa3HWKa SIKOCTi (Hanpuknag
BUMYYEHHS 3aCTapinoro NokasHuKa)) BUNyYEHHs i3
cneundikauii APl nokasHmka «3anuLKoBI KiNbKOCTi
PO34MHHUKIBY 4N BUpOoGHMKa Mylan Laboratories Limited,
India. 3MiHn | TMNY - 3MiHn 3 akocTi. A®Il. KoHTponb AdI.
3miHa y napameTpax cneuudikadii Ta/abo gonycTummx
MeX, BU3Ha4YeHux y cneumaikauisx Ha A®l, abo
BUXiAHVN/MPOMDKHUI NpoAyKT/pearexT, Lo
BUKOPUCTOBYIOTLCS Y npoueci BupobHuutea AdI
(3BY>KEHHS1 OMYCTUMMX MEX, BU3HAYeHMX y cneuudikadii)
NpUBEAEHHS 3aTBEPDKEHUX MTIMITIB 332 NOKa3HWUKOM
«3annWwKoBi KiNbKOCTI pO34YMHHMKIB» B cneumdikauii API
[0 opuriHanbHUX 4OKyMeHTiB BUpoGHuka APl HETERO
LABS LIMITED. 3minu | Tvny - 3minm 3 akocti. CepTudikart
BignosigHocTi/lE-cepTudikaT BignoBigHoCTi €Bponenchkin
dapmakonei/MoHorpadii. MogaHHsA HoBoro abo
OHOBJIEHOrO cepTudikaTa BignoBigHOCTi abo BUNyYeHHs
cepTudikaTta BignoBigHoOCTIi €BponeWnchkin dapmakonei:
ons A®l; ons BuxigHoro matepiany/peareHTy/NpoMibKHOro
NpPOAyKTY, LLIO BUKOPUCTOBYIOTLCS y BUPOOHMLTBI ADI; Ans
[OOMOMiXHOT peqoBUHU (cepTudikaT BignosigHoCTI
€Bponevicbkinn dhapmakonei) - HoBuin ceptudikaT Big Bxe
3aTBEPAKEHOr0 BUPOOHUKA - NOAAHHS HOBOTO
cepTtudikaTa BignosigHocTi €Bponeiickbkin dpapmakonei Ne
RO-CEP 2017-080 - Rev 02 ans gito4oi pe4oBuHU
Escitalopram oxalate Big Bxe 3aTBepaXeHoro BupobHvka
HETERO LABS LIMITED (3amiHa ASMF). 3Minun | Tuny -
3miHu 3 skocTi. CepTudikat BignosigHocTi/lE-cepTudikar
BiAMOBIAHOCTI €Bponencoki papmakonei/moHorpadii.
3MiHK, NoB'si3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y
BigMNoOBiAHICTb A0 MoHorpadii AdPY abo €BponericbKol
dapmakonei, abo iHLWOi HauioHanbHOT dhapmakonei
Aepxasu €C (3miHa y cneumdikauii HedbapmakonenHoro
A®| ons npvBegeHHs y BignoBigHicTb Ao BuMor AdY abo
€Bponencbkoi hapmakonei, abo iHWOoi HauioHanbHoT
dapmakonei aepxasu €C) - A®I - npuBeaeHHs
cneundikauii A®l y BignoBigHiCTb 4O BUMOr MOHOrpadil
Escitalopram oxalate EP

168.

MEPOBAK

NOPOLLOK Ans
NpUroTyBaHHs
PO34MHY Ans iH'eKUin
no 500 wmr; 1 a6o 10
dnakoHiB 3
MOPOLLKOM Yy
KapTOHHIl kopobui

MicTtpan
Kenitan
MeHemXMeHT
Nimiten

AHrnia

BUPOGHULTBO
rOTOBOrO fMikapCbKoro
3acoby Ta Bunyck
cepii:

ALIC IOB®AP C.IN.A,,
ITanis;
BMPOGHMLTBO Ta
KOHTPOIb SIKOCTI

ITanis

BHECEHHS 3MiH [0 peecTpauinHux maTepianis: 3MiHu |
TMny - 3MiHK 3 sikocTi. [oTOBMIA Nikapcbkui 3acib.
CrabinbHicTb. 3MiHa y TepMiHax npuaaTHOCTi abo ymoBax
36epiraHHsi FOTOBOrO NikapCcbKoro 3acoby (36inbLIeHHs
TepMiHy NpuaaTHOCTI FOTOBOrO fikapcbkoro 3acoby) - [ns
TOProBOi YNakoBkM (MiATBEPAKYETHCA AAHUMW pearnbHOro
yacy) 36inblUeHHsI TEpMiHY NPUAATHOCTI FOTOBOIO
nikapcbKoro 3acoby Ha OCHOBI MO3UTUBHUX pPe3ynbTaTiB

3a
peuerimom

UA/18216/01/02




78 [TponoBkeHHs no1aTKa 3
Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
CTEPUIBHOI CyMiLui: [OBrOCTPOKOBMX 4OCNIMKEHb CTabinNbHOCTI y peanbHoMy
ALIC OOB®AP C.IN.A., yaci: 3atBepmkeHo: TEPMIH NPUOATHOCTI 3 pokw.
ITanis 3anponoHosaHo: TEPMIH NMPUOATHOCTI 4 poku.
BBepneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPAKEHHS.
169., MEPOBAK NMOPOLLOK Anst MicTtpan AHrnia BUPOBHMLTBO ITanis BHECEHHS 3MiH [0 peecTpauinHmux maTtepianis: 3MiHu | 3a UA/18216/01/01
NPUroTyBaHHs Kenitan rOTOBOrO MiKapCbKOro Tuny - 3MiHM 3 sIKocTi. FoTOBWI Nikapcbkuii 3acib. peuernmom
pO34nHy Ans iH'ekuin | MeHemKMeHT 3acoby Ta Bunyck CrabinbHicTb. 3MiHa y TepMiHax npuaaTHocTi abo ymoBax
no 1000 wmr; 1 abo Tlimiten cepii: 36epiraHHsi rOTOBOrO fikapCcbkoro 3acoby (36inbLueHHst
10 dpnakoHis 3 ALIC NOB®AP C.IM.A., TepMiHy NpuaaTHOCTI FOTOBOrO Nikapcbkoro 3acoby) - [Ans
MOPOLLKOM Y ITanis; TOProBOi YNakoBKM (NiATBEPAKYETECA AaHMMK pearnibHOro
KapTOHHiIN kopoOLi BUPOBHMUTBO Ta yacy) 36inbLIeHHss TepMiHy NpMaaTHOCTI FOTOBOrO
KOHTPOMb AKOCTI nikapCcbKoro 3acoby Ha OCHOBI MO3UTUBHUX pPe3ynbTaTiB
CTEepUIbHOI CyMilLlli: [OBrOCTPOKOBMX AOCHIMXEHb CTabiNbHOCTI y peansHoMy
ALIC IOB®AP C.IM.A,, vaci: 3ateepmxeHo: TEPMIH NMPUOATHOCTI 3 poku.
ITanis 3anponoHosaHo: TEPMIH NMPUOATHOCTI 4 poku.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPAKEHHS.
170.| MEPOBAK NMOPOLLOK ANA Mictpan AHrnis BMPOBHMLTBO ITanisa BHECEHHS 3MiH O peecTpauiiHiX MaTepianis: TeXHIYHa 3a UA/18216/01/02
NPUroTyBaHHS Kenitan roTOBOrO MikapCcbKoro nomurika (3rigHo Hakady MOS Big 23.07.2015 Ne 460). peuenmom
PO34YMHY ANs iH'eKUin MeHemXmeHT 3acoby Ta BMnyck BunpaeneHHs TeXHIYHMX NOMUIOK, 3rigHo nn.4 n.2.4.
no 500 wmr; 1 a6o 10 TNiviteq cepii: po3giny VI Hakazy MO3 Ykpainu Big 26.08.2005p. Ne 426
hnakoHiB 3 ALIC IOB®AP C.IN.A,, (y pepakuii Hakazy MO3 Ykpainu Big 23.07.2015 p Ne 460)
NOPOLLKOM Y ITanis, — BUNpaBreHHst TexHiYHOT nomunku y MKA, sika byna
KapTOHHIN kopobuyi BMPOGHMLITBO Ta ponywera npu peectpauii 113 (Hakas Ne 1562 Big
KOHTPOIb SIKOCTi 08.07.2020 p.), npy nepeHeceHHi iHdopmaLlii 3
CTEPUNbHOI CyMiLui: peecTpauinHoro gocbe (p.3.2.P.5.1) y Cneuwndikauii Ha
ALIC IOB®AP C.IN.A,, TEepMiH NPUAATHOCTI 32 po3ainom «[JoMilku» HeBipHO
ITanisa 3a3HayeHo KpuTtepii NpuiHATHOCTI Ana CneumndikoBaHoi
nomiwkn UK-1, a came: 3a3HavyeHo <0,7% 3amictb <0,5% .
3a3HayeHe BUNpaBrieHHs Bianosigae apXiBHUM
mMartepianam peecTpauifiHoro JocChe.
171.| MEPOBAK NOpPOLLOK AN MicTtpan AHmMia BUPOGHMLTBO ITania BHECEHHS1 3MiH 4O peecTpauinHMX maTepianis: TEXHIYHa 3a UA/18216/01/01
NPUroTyBaHHS Kenitan roTOBOrO NikapCbKoro nomurika (3rigHo Hakady MOS Big 23.07.2015 Ne 460). peuenmom
PO34MHy AN iH'eKuin MeHemkMmeHT 3acoby Ta BMnyck BunpaBneHHs TEXHIYHUX NOMWMOK, 3rigHo nn.4 n.2.4.
no 1000 wmr; 1 abo Nimiteq cepii: po3giny VI Hakazy MO3 Ykpainu Big 26.08.2005p. Ne 426
10 conakoHiB 3 ALIC IOB®AP C.IN.A,, (y pepakuii Hakazy MO3 Ykpainu Big 23.07.2015 p Ne 460)
NMOPOLLKOM Y ITanis; — BUNpaBrieHHst TexHiYHOoi nomunku y MKA, ska byna
KapTOHHIl kopobui BMPOGHMLTBO Ta nonyuweHa npu peectpadii 113 (Haka3 Ne 1562 Big
KOHTPOSb SIKOCTi 08.07.2020 p.), npy nepeHeceHHi iHdopmaLlii 3
CTepUIbHOI CyMiLlli: peecTpauinHoro gocke (p.3.2.P.5.1) y Cneuwndikauii Ha
ALIC OOB®AP C.IN.A., TEepMiH NpUAaTHOCTI 3a po3ainom «JoMilku» HeBipHO
ITanisa 3a3HayeHo Kputepii NpuiHaTHocCTI Ana CrneumdikoBaHoi
pomiwkn UK-1, a came: 3a3HadeHo <0,7% 3amicTb <0,5% .
3asHayeHe BUMNpaBfeHHs BiAnoBigae apxiBHUM
mMarepianam peecTpauifiHoro JocCke.
172.| METAOOHA KpucTanivyHmn Pycan ®apma IHAis Pycan ®apwma JT1a. IHgis BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHu | Tuny - UA/18168/01/01
riaPOXNOPUA | nopowok nro. - 3miHu 3 sikocTi. CepTudikat BignosigHocTi/TE-
(cybeTaHuin) y cepTudikaT BiaNoBiAHOCTI €BpONENChKin
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[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

noaBiNHNX
nonieTunNeHoBmx
MillKkax ans
hapMaLeBTUYHOTO
3aCTOCYBaHHS

dapmakonei/MmoHorpadii. NMogaHHsA HoBOro abo
OHOBIIEHOTO cepTudikaTa BiaNoBiAHOCTI abo BUMyYEHHS
cepTudikaTa BignoBigHOCTIi €BponeWnchkin dhapmakonei:
onsa A®l; ons BuxigHoro matepiany/peareHTy/NpoMibKHOro
NPOAYKTY, LLO BUKOPUCTOBYIOTECS Y BUPOOHULTBI ADI; Ans
[OMOMDKHOT peqoBUHM (cepTudikaT BignoBigHOCTI
€Bponecbkin dapmakonei) - OHOBNEHU cepTudikaTt Big
yXe 3aTBepaKEHOro BUPOGHMKa - MoAaHHSI OHOBMNEHOTO
cepTudikaTy BignoBigHOCTI €Bponerchbkii dhapmakonei
CEP Ne RO-CEP 2017-277-Rev 01 (3aTBepmxeHo: RO-
CEP 2017-277-Rev 00) ana A®l Methadone hydrochloride
Bif 3aTBepaKeHoro BupobHuka Rusan Pharma Ltd., India,
Ta, sk Hacnigok, aMiHa agpecu BUpobHMKa cybcTaHLii; a
TaKOX y3rofpKeHHs po3ainy «Ynakoska» MKA N3 3
iHdbopmalieto, BkasaHoto B CEP Ne RO-CEP 2017-277-Rev
01 3aTBepmxeHo: YnakoBka [NoaginHi nonieTnneHosi
MILLIKW, yaKoBaHi y ABOLUApPOBWI antoMiHIEBUI MILLOK Ta
nomiLLeHi y nonietuneHosun 6apabaH. 3anponoHoBaHo:
YnakoBka NogginHi NonieTMNeHoBI MiLLKK, ynakoBaHi B
NOABINHI NaMiHOBaHI antoMiHieBi MiLLIK/ Ta NOMILLEHi Y
nonieTuneHosui 6apabaH

173,

META®IH®
[0

TabneTkn no 5 wmr,
no 10 TabneTtok y
GnicTepi; no 1 abo
5 6nicTepiB B
navui 3 KapToHy

ToBapucTteo
3
[00aTKOBO
Bignosiganb
HICTIO
"IHTEPXIM"

YkpaiHa

ToBapucTso 3
[00aTKOBO
BignoBiganbHicTio
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 4O peecTpaLiiHMx MmaTepianis:
3MiHK | TMny - 3MiHK 3 sKoCTi. FOTOBMIA NikapCbkuii
3aci6. Cuctema KoHTenHep/3aKynoproBarnbHUi
3aci6. 3miHa po3mipy ynakoBKU roTOBOro
nikapcbKoro 3acoby (3miHa KinbKoCTi 0OgnHULb
(Hanpuknag TabneTok, amnyn TOLWO) B YNaKOBLi:) -
3miHa nosa gianasoHOM 3aTBepOKEHUX PO3MipiB
ynakoBku - BBegeHHst [oaaTkoBMX po3mipis
nakyBaHHs J13, Lo He € Hacnigkom
HenepenbayeHnx obcTaBuH y npoLeci BUpobHMUTBa
abo nepectoporamu wWopao crabinbHocTi. [NepBuHHA
ynakoBka (KinbkicTb TabneTtok y 6nictepi) Ta
nakyBallbHi MaTepiany ynakoBoK He 3MiHUMKCS.

3a
peuerimom

UA/14448/01/01

174.

META®IH®
IC

TabneTkn no 10
mr, no 10
TabneTtok y
6nicTepi; no 1 abo
5 6nicTepiB B
nauui 3 KapToHy

ToBapucTteo
3
[01aTKOBOO
Bignosiganb
HiCcTIO
"IHTEPXIM"

YkpaiHa

ToBapucTeo 3
[00aTKOBO
BignoBiganbHicTio
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHMx maTepianis:
3miHm | TuNy - 3miHK 3 AkocTi. FOTOBMI NikapcbKknii
3aci6. Cuctema KOHTeNHep/3aKynoproBarnbHUi
3aci6. 3miHa po3mipy ynakoBKU roTOBOro
nikapcbKkoro 3acoby (3miHa KinbKocTi oguHULb
(Hanpuknag TabneTok, amnyn ToL0) B YNaKoBL:) -
3miHa no3a AgianasoHOM 3aTBepOKEHUX PO3MipiB
ynakoBKu - BBegeHHA [o0aTKOBMX PO3MIpiB
nakyBaHHs J13, Wo He € Hacnigkom
HenepeabayeHnx o6cTaBumH y npoueci BUpobHuuTBa
abo nepectoporamu woao crabineHocTi. MNepBuHHA
ynakoBka (Kinbkictb TabneTtok y 6nictepi) Ta

3a
peuenmom

UA/14448/01/02
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[TponoBkeHHs noaarka 3

Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
nakyBasbHi MaTepianv ynakoBOK He 3MiHUUCS.
175 META®IH® TabneTkn no 25 ToBapucTteo YkpaiHa ToBapucTeo 3 YkpaiHa BHECEHHSA 3MiH 4O peecTpauiiHux MmaTepianis: 3a UA/14448/01/03
IC mr, no 10 3 [100aTKOBOO 3MiHu | Tuny - 3miHK 3 AkocTi. F0TOBMI NikapcbKni peuernmom
TabneTtok y [00aTKOBOK BiANoBiganbHiCTIO 3aci6. Cuctema KoHTENHep/3aKynopoBanbHUM
6nictepi; no 1 abo | Bignosiganb "IHTEPXIM" 3acib. 3miHa po3mipy ynakoBKu roTOBOro
4 6nictepu B HiCcTIO nikapcbKoro 3acoby (3miHa KinbKoCTi oanHULb
nadui 3 KapToHy "IHTEPXIM" (ranpuknag TabneTok, amnyn TOLO) B YNaKOBL:) -
3MiHa no3a fgianasoHOM 3aTBEPIKEHNX pO3MipiB
ynakoBKM - BBegeHHA [o0aTKOBMX PO3MIpiB
nakyBaHHs J13, Wo He € Hacnigkom
HenepenbayeHnx obcTaBuH y npoLeci BUpobHMUTBa
abo nepectoporamu wopao crabineHocTi. [NepBuHHA
ynakoBka (Kinbkictb TabneTtok y 6nictepi) Ta
nakyBalbHi MaTepiany ynakoBoK He 3MiHUMIMCS.
176. METUNNPEQHI | kpucTaniyHun MPAT YkpaiHa CumbioTika Manawsia BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis: 3MmiHu | Tuny - UA/14195/01/01
30J10HY MOPOLLIOK "®ITOPAPM" Cnewwveniti - AOMiHicTpaTuBHI 3MiHN. 3MiHa HaiMeHyBaHHs Ta/abo
ALEMNOHAT (cybeTaHuin) y IHrpigieHTc CaH. bxa afpecw 3asBHMKa (BracHMKa peecTpauinHoro
noaBivHNX NOCBIQYEHHST) - 3MiHa afpecu 3asiBHUKa
nonieTunneHoBmnx
nakertax ans
chapmaLeBTUYHOIO
3acTOCyBaHHS
177 METUNYPALMU ma3sb; no 15 r abo 30 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny 6es UA/1750/01/01
n3 ry Ty6i; no 1 Ty6i B "®apmaueBTu "®PapmaLeBTUYHa - 3miHu 3 akocTi. A®Il. KoHTponb A®I. 3miHa y napameTpax peuenma
MIPAMICTUHO | nauui YHa chipma dipma "OapHuus” cneundikaui Ta/abo AoNyCTUMUX MEX, BUSHAYEHUX Y
M "OapHuus” cneuudikauisx Ha A®l, abo BUXigHUIA/MPOMIXHUIA

npoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCH Y NPOLIECI
BUpo6HMUTBa ADI (iHWi 3miHW) - 3MiHK 3 skoCTi. ADI.
KoHTponb A®I. 3miHa y meTopax BunpobysaHHs AD| abo
BUXiZHOrO MaTepiany/npoMixXHOro NPOAYKTy/peareHTy, Wwo
BMKOPUCTOBYETLCS Y npoueci BUpobHuuTBa A®I (He3HauHi
3MiHW y 3aTBEPAKEHNX MeToAax BUNpobyBaHHs);
BHocaTbcAa 3MiHM o crneumdikaLiil Ta aHamiTUYHUX
MEeTOAVK AN BXiAHOro KOHTPOSIO Ha Aitoyy peYOoBUHY
MipamicTvH 3a nokasHukamu:

- «PO34MHHICTb» BHECEHO peaakuiviHi NpaBKku, siki
odhopMIieHi BiANOBIAHO 4O peKOMeHAaLi Ta CTUMICTUKM
Joy;

- «MikpobionoriyHa YncToTa» HopMyBaHHS TECTY
NpvBEAEHO Y BigNoBigHICTb A0 BUMor €9, 2.6.12, 5.1.4;
3MiHn | Tuny - 3MiHm 3 gkocTi. A®Il. KonTtponb A®I. 3miHa y
napameTpax cneuudikauivi Ta/abo AonycTUMmUX MeX,
BM3Ha4eHuX y cneuudikauisx Ha AdI, abo
BUXIOHWI/MPOMDDKHWUIA NPOJYKT/peareHT, LWo
BMKOPUCTOBYIOTBCS Y Npoueci BUpobHuuTea API (iHwi
3MiHN)

CynyTHS 3MiHa
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- 3MiHun 3 sikocTi. ADI. KoHTponb A®I. 3miHa y MmeTogax
BMNpobyBaHHs APl abo BuxigHOro mMaTtepiany/npoMiKHOro
npoaykTy/peareHTy, WO BUKOPUCTOBYETLCS Y MPOLECI
BMpobHMuTBa ADI (iHWi 3MiHM Yy MeTogax BUNpobyBaHHS
(Bkntoyatoun 3amiHy abo gonosHeHHs) APl abo
BUXiQHOTO/NPOMIXKHOIO NPOAYKTY) - BHOCATLCA 3MiHM 8O
crneunikauii Ta aHaniTMYHMX METOOMK A1 BXiGHOMO
KOHTPOIMIO Ha Aitovy pevouHy MipamicTuH, Ao posginy
«CynpoBigHi JOMILLKMY;
3MiHuM | TUny - 3MiHu 3 akocTi. ADL. KoHTponb A®I. 3miHa y
meTofax BunpobysaHHa A®l abo BuxigHoro
maTepiany/npoMixXHOro NpoaykTy/peareHTy, LWo
BUKOPUCTOBYETLCS Y npoueci BUpobHuuTea API (iHLui
3MiHM Yy MeTofax BUNpobyBaHHs (BKMo4aoyy 3amiHy abo
ponoBHeHHs1) AD| abo BUXiZHOro/NpPOMIXKHOIO NPOAYKTY) -
BHocATbCA 3MiHM A0 aHaNITUMHUX METOAMK ANst BXiAHOTO
KOHTPOIMIO Ha Aitovy pevoBuHy MipamicTuH, B TeCTi
«3anuLKoBi KifIbKOCTi OpraHidHMX PO3YMHHUKIB» METOLMUKY
KOHTPOSIO 3anuvweHo 6e3 3aMiH. BignosigHo go pesynbTatis
Banigauii METOaNKy KOHTPOIO LOMOBHEHO TEPMIHOM
npuaaTHOCTI PO3YMHY NOPIBHSAHHS, YTOYHEHO OAVH 3
napameTpiB NpuaaTHOCTI XxpoMaTtorpacdivyHoi cuctemmn
(cTyniHb po3aineHHst He MeHwe 1,5), a TakoX AoAaHo
[00aTKOBI NnapameTpu napodasHoi NpUCTaBku Ta
TemnepaTypHi napameTpu. BHeceHo pegakuinHi npaBku,
SKi obopMrieHi BiAMOBIAHO A0 pekoMeHAaLin Ta
ctunictukm OPY; amiHu | Tuny - 3miHm 3 skocTi. API.
KoHTponb A®I. 3miHa y napameTpax crneumdikauin Ta/abo
[OMyCTUMUX MEX, BU3HAYEHUX y crieundikauisx Ha AdI,
abo BUXigHWI/NPOMIXHWI NpoayKT/peareHT, Lo
BMKOPWCTOBYIOTbCS Y npoLeci BupobHuutea AdI
(BUNYYEHHSA HE3HAYHOrO MOKa3HVKa SKOCTI (Hanpuknag,
BUIyYEHHS 3acTapinoro nokasHuka)) - 3 cneuudikauii Ta
aHaniTMYHUX METOAMK BUKIIOYEHO po3ain «Baxki metanu»
BiAMOBIAHO A0 MaTepianis BMpobHuka Ta Bumor ICH Q3D
Guideline for Elemental Impurities; 3aminu | Tuny - 3miHu 3
sikocTi. A®Il. CTabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BUNpobyBaHb/nepioay 36epiraHHa abo ymoB 36epiraHHs
A®I (3a BigcyTHOCTI y 3aTBEpAXEHOMY AOChe cepTudikara
BignoBigHOCTI EBponenchkii hapmakonei, Lo BKoYae
nepiof NOBTOPHOro BUNpobyBaHHs) (Nepiof MOBTOPHOrO
BUNpobyBaHHsA/nepioa 36epiraHHs) - 3miHa ymoB
36epiraHHst AD| - YMoBU 36epiraHHs ans cyGeTaHuii
BnpobHmka TOB «®PAPMXIM» YkpaiHa BCTaHOBNEHO
BiMNOBIOHO 4O aKTyanbHMX MaTepianis BUPOGHMKA; 3MiHU |
Tmny - 3MiHu 3 sikocTi. A®Il. KoHTponb A®I. 3miHa y
meTofax BunpobysaHHa A®Il abo BuxigHoro
marepiany/npoMixXHOro NpoaykKTy/peareHTy, Lo
BUKOPWCTOBYETbCS Y Npoueci BUpobHuuTBa ADI (He3HauHi
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3MiHW Y 3aTBEpPOXKEHNX METOAaX BUNPOOyBaHHS) - 3miHa y
MeToax BUNPOOYBaHHS AN BXiAHOMO KOHTPOMIO Ha Aito4y
peyoBuHY MipamicTuH 3a po3ginom «laeHTudikauis»,
METOAMKM KOHTPOIO 3anueHo 6e3 3MiH. BHeceHi
peaakuinHi npaBku, Ski odopMrieHi BianoBigHO A0
pekomeHgauin Ta ctunictukn AdY; amiHm | Tuny - 3miHm 3
skocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BMNpobyBaHHs APl abo BuxigHOro MaTepiany/npoMiKHOro
npoaykTy/peareHTy, Lo BUKOPUCTOBYETLCS Y MPOLECI
BUpoGHMLTBa ADI (HE3HaYHI 3MiHWN Y 3aTBEPAKEHNX
meTogax BunpobysaHHs) - 3miHa y MmeToaax
BUNpobyBaHHsA ANs BXiOHOTO KOHTPOIO Ha Ajitody
peyvoBuHy MipamicTuH 3a posginom «[lpo3opicTb
PO34MHY», METOANKN KOHTPOMIO 3anuLLeHo 6e3 3MiH.
BHeceHi pegakuiviHi npaBku, Ski odhopmeHi BignoBiaHo 4o
pekomeHgauin Ta ctunictukn AdY.; amiHm | Tuny - 3miHn 3
akocTi. A®Il. Kontponb A®I. 3miHa y meTopax
BunpobyeaHHsa APl abo BMXigHOrO MaTepiany/npomMikHOro
NpoaykTy/peareHTy, Lo BUKOPUCTOBYETLCS Y MPOLECI
BUpo6HMLUTBa AD| (HE3HAYHI 3MiHWN Y 3aTBEPAKEHUX
MeTohax BUNpobyBaHHsl) - 3MiHa y MeTodax
BUNpoByBaHHSA ANs BXiOHOTO KOHTPOIO Ha Ajitody
peyoBuHy MipamicTuH 3a po3ginom «KonbopoBsicTb
PO34YMHY», METOOMKW KOHTPOSHO 3anuLleHo 6e3 3MiH.
BHeceHi pegakuiviHi npaBku, ki odopmneHi Bi4noBigHO Ao
pekomeHaauin Ta ctunictuku AdY; 3amiHm | Tuny - 3miHu 3
sikocTi. A®I. KoHTtponb A®I. 3miHa y meTopax
BunpobysaHHa APl abo BMxigHOro matepiany/npoMixHOro
npoayKTy/peareHTy, WO BUKOPUCTOBYETLCS Y MPOLEC
BUPOGHMLTBA AD| (HE3HAYHI 3MiHU Y 3aTBEPKEHUX
mMeTofax BunpobyBaHHs) - 3MiHa y MeToaax
BMNPOBYyBaHHSA ANs BXiQHOTO KOHTPOIO Ha Ajitovy
peyoBuHy MipamicTuH 3a po3ginom «pH posunHy»,
METOAMKM KOHTPOIIO 3anuweHo 6e3 3miH. BHeceHi
peAakuiHi Nnpasku, siki opopmneri BignoBiaHO A0
pekomeHaauin Ta ctunictuku AdY; 3amiHm | Tuny - 3miHu 3
sikocTi. A®I. KoHTponb A®I. 3miHa y meTopax
BunpobyBaHHA APl abo BMXigHOrO MaTepiany/npoMiKHOro
npoayKTy/peareHTy, WO BUKOPUCTOBYETLCS Y MPOLECI
BUPOGHMLTBA AD| (HE3HAYHI 3MiHU Y 3aTBEPIKEHUX
mMeTofax BUnpobysaHHs) - 3miHa y MeToaax
BUNPOOYBaHHSA ANst BXIAHOTO KOHTPOIIO Ha Aito4vy
peyoBuHy MipamicTuH 3a po3sginom «KinbkicHe
BM3HAYEHHSI», METOAMKM KOHTPOIO 3anuiieHo 6e3 3MiH.
BHeceHi pegakuiviHi npaBku, siki odopMmIeHi BignoBigHo Ao
pekoMeHaauin Ta ctunictuky AOY; 3miHu | Tuny - 3miHn 3
skocTi. A®I. KoHTponb A®I. 3miHa y meTogax
BunpobyBaHHsA APl abo BMXigHOrO MaTepiany/npomMiKHOro
npoaykTy/peareHTy, Lo BUKOPUCTOBYETLCS Y MPOLECI
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BUpoGHMLTBa ADI (HE3HaYHI 3MiHWN y 3aTBEPAKEHNX
mMeToaax BUNpobyBaHHs) - 3MiHa y MeTofax
BUNpobyBaHHsA ANs BXiQHOTO KOHTPOIO Ha Ajtody
peyoBuHY MipamicTuH 3a posginom «Boaa», BHeCeHi
peakuinHi npaekuy, 3a pe3ynbTaTtamy Banigauii Tect
[OOMOBHEHO YTOYHEHHSAM LLIOAO BUKOPUCTOBYBAHOIO
peakTMBY: «OKpiM NOACIPYMCTOro peaktnesy P MoxHa
BMKOpUCTOBYBaTU oacipumcTumn peaktus HYDRANAL
Composite 5 (kat. Ne 34805)»
178, METOTPEKCAT | po3uuH gns iH'ekuin, TOB "TeBa YkpaiHa MNIBA XpBaTcka XopsarTis/ BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3miHu | Tuny 3a UA/9609/01/01
-TEBA 25 mr/mn; no 2 mn'y YkpaiHa" A.0.0., XopsarTis Hinepnanau - 3miHu wopo 6esnekn/edekTMBHOCTI Ta peuernmom
dnakoHi; no 1 (koHTpPOMb cepii); tapmakoHarnagy. 3miHa y KOpoTKili xapakTepucTumui
hnakoHy B kopobLi dapmaxewmi b.B., nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii aAns
Hinepnanan MeOMYHOro 3aCTOCyBaHHS Ha NiACTaBi perynspHo
(BMPOGHMLTBO 3a OHOBJIOBAHOIO 3BiTy 3 6e3neku nikapcbkoro 3acoby, abo
NMOBHUM LIMKITOM) JocnimxkeHb 3 6e3neky 3acTocyBaHHS nikapcbkoro 3acoby
B nicnspeecTpauinHuii nepiof, abo sk pesynbTaTt OLiHKN
3BITY 3 4OCNIOKEHb, NPOBEAEHUX BiANOBIAHO OO0 NnaHy
neaiatpuyHmx gocrnigxeHs (PIP) (iHwi 3miHW). 3MiHn
BHECEHi [0 IHCTPYKLUii Ans MeAWYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "OcobnmBocTi 3acTocyBaHHSA"
BiZNOBIQHO [0 OHOBMEHOI iHhopMaUii 3 6e3neku aitoyoi
peyoBuHN. BBEAEHHS 3MiH NpoTsirom 6-Tu MicsiLiB 3 atn
3aTBEPOKEHHS.
179.| METOTPEKCAT | posuuH Ans iH'ekuin, TOB "TeBa YkpaiHa MNIBA XpsaTtcka Xopsaris/ BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3MiHu | Tuny 3a UA/0818/01/02
-TEBA 100 mr/mn, no 10 mn Ykpaina" A.0.0., XopsarTis Hinepnanau - 3miHu wopo 6esnekn/edekTMBHOCTI Ta peuernmom
y cbnakoHi; no 1 (koHTponb cepii); hapmakoHarnsigy. 3miHa y KopoTKili XapakTepucTuui
hnakoHy B kKopooLii dapmaxewmi B.B., nikapcbKkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
Hinepnanamn MeOMYHOro 3aCTOCyBaHHSA Ha MiAcTaBi perynspHo
(BUpPOBHMLTBO 3a OHOBOBAHOrO 3BiTy 3 6e3neku nikapcbkoro 3acoby, abo
NMOBHUM LIMKITOM) pocnimpkeHb 3 6e3nekn 3aCToCyBaHHS NiKapcbkoro 3acoby
B nicnsapeecTpauinHuii nepiof, abo sk pedynbTaTt OLiHKN
3BiTY 3 AOCHiAXeHb, MPoBeAEeHUX BiANOBiAHO A0 NnaHy
nepiatpuyHux gocnigxeHns (PIP) (iHwi 3miHn). 3MiHn
BHECEHI [0 iHCTPYKLii ANs MeAUYHOro 3acTOCyBaHHA
nikapcbkoro 3acoby y po3ain "OcobnueocTi 3acTocyBaHHs"
BiMOBIAHO 4O OHOBMEHOI iHhopMaLlii 3 6e3neku ajtoyoi
peyoBMHN. BBEAEHHS 3MiH NpoTsirom 6-Tu MicsiLiB 3 gatm
3aTBEPOKEHHS.
180. METPOHIOA30O | nopoLuok MPAT YkpaiHa AapTi Oparc Jlimiteq IHgis BHECEHHS 3MiH O peecTpaLinHux maTtepianis: 3MiHu | - UA/5406/01/01
Y BEH30AT (cybeTaHuis) y "OITOPAPM" TUny - AGMIHICTpaTUBHI 3MiHW. 3MiHa HaNMeHYBaHHS
MiLLKax 3 MniBKu Ta/abo agpecy 3asiBHMKa (BnacHWKa peecTpauiiHoro
nonieTuneHoBoi Ans noceigyeHHs) 3miHa agpecu 3asBHUKa
hapmaLeBTU4HOro
3acTocyBaHHs
181.| MET®OPMIHY NMOPOLLIOK AT YkpaiHa XapmeH PaitHo4em IHgis BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu | - UA/18008/01/01
rigPOXNOPUL | kpuctaniyHum "KNIBCbKWNIA JlimiTen Tvny: 3miHn 3 skocTi. Al KoHTponb A®I. 3miHa y
(cybeTaHuis) ans BITAMIHHAN napameTpax cneuudikauivi Ta/abo AonycTUMKUX MeX,
hapmaLeBTUHHOIO 3ABOO" BM3HaYeHuX y cneuudikauisx Ha AdI, abo
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

3acTOCyBaHHSA y
nakeTax noaBifiHMX
nonieTuneHoBmx

BUXIOHWMI/MPOMIDKHWUIA NpOAYKT/peareHT, LWo
BMKOPWUCTOBYIOTLCS Y NpoLeci BUpobHuutea AdI
(BONOBHEHHS cneumdikauii HOBUM NOKa3HUKOM SIKOCTi Ta
BiAMNOBIAHMM MeTOAOM BUNPOOYBaHHS) AOMNOBHEHHS
cneuudikauii Ha A®I MeTpodopMiHy rigpoxnopuay HoBUM
NOKa3HUKOM SIKOCTi “[JOMILLKM HITpO3aMiHW™ 3 BiANOBIAHUM
MEeTOLOM BUMNPoByBaHHsA. 3MiHK | Tuny: 3MiHM 3 SKOCTI.
A®|. CrabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BUNpoOyBaHb/nepiogy 36epiraHHa abo ymoB 36epiraHHs
A®I (3a BigcyTHOCTI y 3aTBEpAXEHOMY AOChE cepTudikara
BiANOBIAHOCTI €Bponencekiv hapmakonei, LWo BKIOYae
nepiof NOBTOPHOro BUNpobyBaHHs) (Nepiof NOBTOPHOIO
BUNpoOyBaHHs/nepiog 36epiraHHs) - 3MiHa ymoB
36epiraHHa A®I. 3miHa ymoB 36epiraHHs AP, 3miHa B
ymoBax 36epiraHHs A®Il. 3miHum | Tuny: 3miHM 3 AKOCTiI.
CepTudikat BignosigHocTi/E-cepTudikaT BignoBigHoCTi
€sponewicbkin apmakonei/moHorpadii. NogaHHA HoBOro
abo oHoBMeHoro cepTudikarta BignosigHocTi abo
BUYYEHHS cepTudikaTa BignoBigHOCTIi €Bponenchkii
capmakonei: gna A®I; ansa BuxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYHOTLCS Y BUPOOHMLTBI ADI; anst 4ONOMDKHOT
peyoBUHYM (cepTudikaT BigNOBIAHOCTI €EBpONENCHKIn
dapmakonei) - OHoBneHui cepTudikat Big yxe
3aTBepOKeHoro BUpobHuka. MNogaHHst oHOBNEHOro
Ceptudpikata R1-CEP 2000-059-Rev 11 ans Al
MeTpodopmiHy rigpoxnopuay Bif BXxe 3aTBepAXeHoro
BMpoGHKKa “Harman Finochem Limited”,India.

182,

ME®EHAMIHO
BA KUCNOTA

Tabnetku no 500 wmr;
no 10 TabneTok y
GnicTepi; no 2
Onictepu B nayui 3
KapToHY

MNPAT
"OITOPAPM"

YkpaiHa

MPAT "®ITODAPM"

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3minu |
TMNy - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu 3asBHUKa (BNacHMKa peecTpauiiHoro
noceigyeHHs) 3miHa agpecy 3asBHUKa. 3MiHU BHECEHO B
iHCTPYKUIiO ANst MeANYHOro 3acTOCYBaHHS NikapCbKoro
3acoby y po3ain «Micue3HaxomKeHHs 3asiBHUKa». TepMiH
BBEJEHHS 3MiH NpoTArom 6 micsAuiB Nicns 3aTBEPAKEHHS.

6e3
peuenma

UA/17139/01/01

183.

ME®EHAMIHO
BA KUCNOTA

Tabnetku no 500 wmr,
no 10 TabneTok y
6nictepi; no 10
TabneTok y 6nictepi,
no 2 6nictepu B
nayui

TOB
"®apmaueBTu
YHa KOMMaHis

"®apKoC"

YkpaiHa

TOB "®apmaueBTuYHa
komnaHisi "dapKoC"

YkpaiHa

BHECEHHS1 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny
- 3miHu 3 skocTi. MoToBMIA Nikapcbkuii 3acib. Cuctema
KOHTelHep/3aKynoptoBanbHui 3aci6. 3miHa po3mipy
yNaKoBKW rOTOBOrO MikapCbKoro 3acoby (3MiHa KinbKoCTi
oAMHMUb (Hanpuknag TabneTok, amnyn TOLO) B yNaKoBLii:)
- 3miHa nosa Aiana3oHoM 3aTBepAXEHNX PO3MipiB
ynakoBK1. BHeceHHs1 anbTepHaTMBHOrO NaKyBaHHS
nepBuHHoI ynakoBku Ne 10 TabneTok (6e3 BTOPUHHOI
yNakoBKW), 3 BiANOBIAHUMYK 3MiHaMu B p. «YnakoBka» MKA
N13. MepBrHHUIA NaKkyBanbHWUIA MaTepian He 3MiHMBCS.
3MiHU BHECEHI B iHCTPYKLi0 ANs MEAWYHOIO 3aCTOCYBaHHSI
nikapcbKkoro 3acoby y po3ain "YnakoBka", sk Hacnigok
nosiBa anbTePHATUBHOIO TEKCTY MapKyBaHHS NEPBUHHOI
ynakoBku Ne10 (6e3 BTOPUHHOI).

6e3
peuenma

UA/18370/01/01




85

[TponoBkeHHs noaarka 3

Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
184.| MIKOHA30nNy NMOPOLLIOK MPAT YkpaiHa INychik BiocaiHcec IHgis BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3miHu | Tuny - UA/11632/01/01
HITPAT (cybeTaHuis) y "®ITOPAPM" Nimiten - AQMmiHicTpaTuBHi 3MiHW. 3MiHa HalMeHyBaHHs Ta/abo
noAaBiNHNX appecy 3asiBHMKa (BracHMKa peecTpauinHoro
nonieTuneHoBmx NoCBIQYEHHs1) 3MiHa agpecu 3asiBHUKa
nakeTtax ans
hapmaLeBTUHHOIO
3acTOCyBaHHsi
185.| HANBY®IHY MOPOLLIOK PYCAH IHAisa PYCAH ®APMA JTTA. IHAis BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3miHu | Tuny - UA/17689/01/01
riQPOXINOPUL | (cybeTaHuis) y OAPMA NTA. - AOoMmiHicTpaTuBHi 3MiHW. 3MiHa HallMeHyBaHHS Ta/abo
naketax noaginHMx afpecy Micusi NPOBaPKEHHS AisiNbHOCTI BUPOOHUKaA
nonieTMneHoBmx (Bkrtovaro4m, 3a HeOOXiAHOCTI, MicLie NPOBEAEHHS
ans KOHTPOIo iKOCTi), abo BnacHuka mactep-ganna Ha AdlI,
hapMaueBTUYHOIO abo noctayanbHuka Adl/BuxigHoro
3acToCyBaHHS matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
3acTocoByoTbCs Y BUPoOHMUTBI ADI (sKLLO 3a3HaYeHo y
[oCbe Ha nikapcbkui 3acib) 3a BigcyTHOCTI cepTudikata
BiANoBiAHOCTI €Bponencoki apmakonei y
3aTBEpPAKEHOMY A0CbE, ab0 BMPOGHMKA HOBOT JOMOMIKHOI
PEYOBUHM (SIKLLO 3a3Ha4YeHo y Aocbe). 3MiHa agpecu
BMPOGHMKa cybcTaHuii HanbydiHy rigpoxnopuay PycaH
dapma J114., IHgis, 6e3 3MiHM Micus BUpobHMUTBaA
186 HEMPOKCOH® | TtabneTku, BKpUTI MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | Tuny 3a UA/13305/01/01
NMiBKOBOO "KviBmegnpen "KviBmegnpenapart” - 3miHu wopo 6esnekn/edekTMBHOCTI Ta peuernmom
obornoHkoto, no 500 apatr” hapmakoHarnsigy. 3miHa y KopoTKili XapakTepucTuui
mr; no 10 TabneTok nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
y brictepi; no 2 abo ME[NYHOro 3aCTOCYBaHHSA Ha NiAcTasi perynspHo
no 3 6nictepu B OHOBOBaHOrO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
navui 3 KApTOHy nocnimpkeHb 3 6e3nekn 3aCToCyBaHHS NiKapcbkoro 3acoby
B nicnsapeecTpauinHuii nepiof, abo sk pesynbTaTt OLiHKN
3BiTY 3 AOCHiAXeHb, MPOBeAEeHUX BiANoBiAHO 0 NnaHy
nepiaTpuyHux gocnigkeHs (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHUM YNOBHOBAXEHUM OpraHom). 3MiHN BHECEHO
00 IHCTPYKUiT ANS MeaWYHOro 3acTOCyBaHHS fikapCbKoro
3acoby y po3ain "OcobnmBocTi 3acTocyBaHHs" BiANOBIAHO
[0 OHOBIEHOI iHbopmaLLii 3 6e3nekn LONOMIKHMX
peyoBUH. BBeaeHHs 3MiH NpoTArom 6-Tu micsuiB nicns
3aTBEPAKEHHS
187.| HEKCIYM NOPOLUOK ANs ACTPA3EHEK Benuka Actpa3eHeka Ab LLBeuis BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu || 3a UA/2534/01/01
PO34MHY Ans iH'eKuin A IOK BpuTaHis Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
Ta iHdys3in no 40 wr; NIMITELR dapmakoHarnsay. 3MiHW y KOpPOTKili XapakTepucTuLi
10 conakoHiB 3 nikapcbKkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MOPOLLKOM Y MEAMYHOrO 3aCTOCYBaHHS! Y 3B’sI3KY i3 HOBUMM AaHUMU 3
KapTOHHiI kopooLi SAKOCTI, AOKNIHIYHUMW, KMiHIYHUMU JAHUMW Ta JaHUMU 3
bapmakoHarnsgy. 3MiHuM BHECEHO 80 IHCTpyKUii ans
MeZMYHOro 3aCTOCYBaHHsI Nikapcbkoro 3acoby Ao po3ainis
"OcobnumBocTi 3acTocyBaHHs", "lMobiuHi peakuii” (Logo
OHOBIeHoI iHdopMmaLii 3 6e3nekn nikapcbkoro 3acoby, a
came Ayxe pigKiCHUX BUNaKiB TSHKKMX LUKIPHUX peakwin), a
TakoX Ao po3ginis "®apmakonorivyHi BnactmsocTi", "Cnocio
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3acTocyBaHHA Ta [o3n" (BHECEHO He3HauHi peaaKuinHi
npasku). BBeaeHHs 3miH npoTarom 6-tn micauis nicns
3aTBEpPAKEHHS
188.| HEKCIYM TabneTku, BKpUTI Actpa3eHeka Benuka AcTtpa3eHeka Ab LLsewis BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu | 3a UA/2534/02/01
NniBKOBOIO HOK Nimiteq BpuTaHis Tuny - 3MiHK Wwoao 6e3nekn/edeKTUBHOCTI Ta peuenmom
o6onoHkoto, no 20 capmakoHarnsgy. BeegeHHst abo 3MiHM 00 y3aranbHEeHUxX
Mr, no 7 TabneTok y AaHnx npo cuctemy chapmakoHarnsgy (BBeaeHHs
6nictepi; no 1 abo y3aranbHeHux AaHux Npo cuctemy hapmakoHarnaay,
no 2 Gnictepuy 3MiHa ynoBHOBaXXeHOT 0cobu, BianoBiganbHoi 3a
KapTOHHiI kopooLi 3AiicHeHHs hapmakoHarnsgy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHsI
chapmakoHarnagy B YkpaiHi, SKLWO BOHA BigMiHHA Big
yNoBHOBa)eHOi 0cobu, BignosiganbHoI 3a 34iNCHEHHS
dapmakoHarnsaay (BKIoYaum KOHTaKTHI AaHi) Ta/abo
3MiHW y PO3MilLleHHI MacTep-carnna cuctemm
dapmakoHarnagy) 3MiHa KOHTakTHOT 0cobu 3asiBHMKA,
BignoBiganbHoi 3a hapMakoHarnag B Ykpaini. Lirova
penakuis: Mpyaies Oennc Omutposuyd. NponoHoBaHa
penakuis: NlebeguHelpb €nnsaseta PomaHiBHa. 3miHa
KOHTaKTHUX AaHUX KOHTAKTHOI 0COOW 3asiBHUKA,
BiANOBIganbHOI 3a hapmakoHarnag B YkpaiHi.
189.| HEKCIYM TabneTkn, BKpUTI AcTtpa3eHeka Benuka AcTtpa3eHeka Ab Lsewis BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3miHu | 3a UA/2534/02/02
NniBKOBOKO HOK Nimiten BpuTaHis TMny - 3MiHKM Wopao 6e3nekn/eeKTUBHOCTI Ta peuenmom
obornoHkoto, no 40 dapmakoHarnsay. BeegeHHst abo 3MiHM fo y3aranbHeHUX
Mr, No 7 TabneTtok y AaHux npo cuctemy chapmakoHarnsagy (BBeAeHHs
6nicTepi; no 2 y3aranbHeHVX AaHnX Npo cucTemMy chapmakoHarnsgy,
Gnictepn y 3MiHa ynoBHOBaXeHoi ocobu, BianoBiganbHoi 3a
KapTOHHiIN kopooLi 3AiCHEHHs hbapmakoHarnsigy; KOHTakTHOT 0cobu 3
dapmakoHarnagy 3asBHUKa AN 30iNCHEHHSsI
dapmakoHarnagy B YKpaiHi, SKLWo BOHa BiAMiHHa Bif
YMOBHOBAXEHOi 0cobM, BignoBiganbHOI 3a 30iNCHEHHS
dapmakoHarnsaay (BKIoYaym KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MiLLeHHi MacTep-darina cucteMm
hapmakoHarnsigy) 3miHa KOHTaKTHOI 0cobu 3asiBHUKA,
BignoBiganbHoi 3a hapMakoHarnag B Ykpaini. [irova
pepakuis: MNpyaies JeHnc AmuTtposud. [NponoHoBaHa
pepakuis: JlebeanHeub €nnsaseta PomaHiBHa. 3miHa
KOHTaKTHUX JAHMX KOHTaKTHOI 0Cobu 3asiBHMKA,
BignosiganeHoi 3a dapmakoHarnsg B YKpaiHi.
190., HEOTOH NMOPOLLOK ANA Anbdacirma ITanisa Anbdacirma C.n.A. ITanisa BHECEHHS 3MiH 1O peecTpauiiHix maTepianis: 3minu | 3a UA/9671/01/01
po34nHy Ans C.n.A. Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta peuernmom
iHcpysinn no 11 1 abo dapmakoHarnsay. BeegeHHs abo 3MiHM 4o y3aranbHeHUX
4 dpnakoHu 3 [aHuX Npo cuctemy dpapmakoHarnsay (BBeAeHHs
NMOPOLLKOM Y y3aranbHeHUX AaHuX Npo cuctemy dapmakoHarnsgy,
KapTOHHiIl kopobui 3MiHa ynoBHOBaXeHoi ocobu, BianoBiganbHoi 3a
3AiCHEHH: hbapmakoHarnsgy; KOHTakTHoOT ocobu 3
dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHSsI
dapmakoHarnagy B YkpaiHi, SKWo BOHa BiAMiHHa Big
YNOBHOBaXKEHOI 0CO0U, BiANOBIgaNbHOI 3a 34iCHEHHS
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thapmakoHarnagy (Bkrovar4mn KOHTaKTHI AaHi) Ta/abo
3MiHW Y pO3MilLleHHI MacTep-caiina cuctemu
capmakoHarnsgy) 3mMiHa KOHTaKTHMX SaHWX
YNOBHOBaXeHOT 0cobU 3asiBHMKA, BignoBigansHoi 3a
3pificHeHHs1 hbapmakoHarnsigy. 3miHa KOHTaKTHOT 0cobum
3asBHMKA, BiANOBiAanbHOI 3a 30iACHEHHS
dapmakoHarnagy B YkpaiHi.

Litova pepakuis: JlenewkiHa IpyHa AHaToniiBHa.
[NponoHoBaHa pepakuis: LWknsapesud Irop
OnekcaHgpoBuY. 3MiHa KOHTAKTHUX OAHWUX KOHTAKTHOT
ocobu 3asBHMKA, BigNoBiganbHOI 3a 34iNCHEHHSA
chapmakoHarnagy B YkpaiHi.

191,

=

HIKOPETTE®
KPMXXAHA
M'ATA

NbOASHUKN
npecoBaHi no 4 wmr;
no 20 NboAsAHWKIB Yy
donin-ynakosui

MakHin Ab

LBeuis

MakHin Ab

LBeuis

BHECEHHS 3MiH [0 peecTpauinHux maTepianis: 3MiHu |
TMny - 3MiHK 3 gKocTi. [O0TOBMI Nikapcbkuin 3acib.
CT1abinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo ymoBax
36epiraHHsi rOTOBOrO fikapcbkoro 3acoby (36inbLueHHst
TepMiHy NpuaaTHOCTI FOTOBOIO Nikapcbkoro 3acoby) - Ans
TOProBOi YNakoBKM (NiATBEPO4XKYETbCA AaHUMW pearnbHOro
yacy) 36inbLUeHHss TepMiHy NpMaaTHOCTI FOTOBOrO
nikapcbkoro 3acoby. 3aTBepaXeHo: 2 POoKU.
3anponoHoBaHo: 3 poku. 3MiHM BHECEHO B iHCTPYKLIitO Ansi
Me[MYHOro 3aCTOCyBaHHs NikapcbKoro 3acoby y po3ain
«TepMmiH npuaaTHoCTi». BBeAEHHS 3MiH MpoTArmo 6-tn
MicauiB nicns 3aTBepmxeHHs. 3miHu | Tuny - 3miHum 3
siKocTi. [oTOBMIA Nikapcbkuii 3aci6. 3MiHM y BUPOBHMLTBI.
3MiHa po3mipy cepii (BKMoYa4m gianasoH po3mipy cepii)
roTOBOrO fikapcbKkoro 3acoby (3MeHLweHHs fo 10 pasis)
[ofdaBaHHA anbTepHaTUBHOMO PO3MIpy cepil ANs NOKPUTTS
NbOASIHUKIB

6e3
peuenma

UA/14535/01/02

192.

HIKOPETTE®
KPMXXAHA
M'ATA

NbOASHUKN
npecoBaHi No 2 mr;
no 20 NbOASHWKIB y
donin-ynakosui

MakHin Ab

LBeuis

MakHin Ab

LBeuis

BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3minHu |
TMny - 3MiHK 3 SKoCTi. [0TOBMI Nikapcbkuin 3acib.
CrabinbHicTb. 3MiHa y TepMiHax npuaaTHOCTi abo ymoBax
36epiraHHsi FOTOBOrO NikapCcbKoro 3acoby (36inbLIeHHs
TepMiHy NpuaaTHOCTI rOTOBOrO fikapcbkoro 3acoby) - [Ans
TOProBoOi YNakoBKy (NiATBEPAKYETECA AaHMMKN pearnbHOro
yacy) 36inblUeHHsI TEpMiHY NPUAATHOCTI FOTOBOIO
nikapcbkoro 3acoby. 3aTBepaeHo: 2 POKU.
3anponoHoBaHo: 3 poku. 3MiHM BHECEHO B iHCTPYKLilO ANs
MeaMYHOro 3acTOoCyBaHHS Nikapcbkoro 3acoby y po3ain
«TepMiH npugaTHOCTI». BBEAEHHS 3MiH NPOTArMO 6-Tu
MicauiB nicns 3atBepaKeHHs. 3MiHu | Tuny - 3MiHu 3
sikocTi. [oTOBMIA Nikapcbkuit 3aci6. 3MiHW y BUPOGHMLTBI.
3MiHa po3Mipy cepii (Bkrovakum giana3oH po3mipy cepii)
roTOBOrO JlikapcbKoro 3acoby (3meHLweHHst o 10 pasis)
[ofdaBaHHA anbTepHaTUBHOIO PO3MIpy cepii ANs NOKpUTTH
NbOASAHUKIB

6e3
peuyenma

UA/14535/01/01

193,

HIMECYNIA-
®ITODAPM

Tabnetku no 100 wmr;
no 12 rabnetok y
onictepi; no 1

NPAT
"OITOPAPM"

YkpaiHa

MPAT "®ITODAPM"

YkpaiHa

BHECEHHS 3MiH 1O peecTpauiiHix maTepianis: 3miHu |
TMny - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS
Ta/abo agpecu 3asBHUKA (BNAacHUKA peecTpauiiHoro

3a
peuerimom

UA/2963/01/01
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Gnictepy y nayui noceigyeHHs1) 3miHa agpecu 3asiBHUKa. 3MiHM BHECEHO B
IHCTPYKLUIiO ANS MeANYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby y po3gin «MicuesHaxomKeHHs 3asiBHUKay. TepMiH
BBEAEHHS 3MiH NPOTSArom 6 MicsiLiB nicnsi 3aTBEPAXKEHHS.
194.| HI®YPOKCA3WU | cycneHsis opanbHa, TOB YkpaiHa MAT "Tanuudpapm” Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny 3a UA/17744/01/01
i 220 mr/5 mn; no 100 "APTEPIYM - 3MiHM 3 sikocTi. FoTOBMIA Nikapcbkuii 3acic. CTabinbHICTb. peuenmom
MmNy donakoHi; no 1 nTa" 3MmiHa y TepmiHax npuaaTHocTi abo ymoBax 36epiraHHs
hnakoHy 3 NOXKO0 roTOBOIO MiKapCbKoro 3acoby (36inbLUeHHs TepMiHy
MipHOIO Y nayui NpWAaTHOCTI rOTOBOrO fikapcbkoro 3acoby) - [1ns ToproBoi
ynakoBKU (MiATBEPAXYETbCA 4aHUMUN pearbHOro Yyacy)
36inbLUEeHHS TepMiHY NPUAATHOCTI FOTOBOrO MiKAPCLKOro
3acoby (3aTBepaKeHO: TEPMiH NPUAATHOCTI 2 POKW;
3anporoHoBaHO: TepMiH npuaaTHocTi 3 pokn). BBegeHHs
3MiH NPOTSArom 6-TW MICSILIB MiCNsi 3aTBEPAKEHHS.
195.| HI®YPOKCA3M | cycneHsis opanbHa, My6niyHe YkpaiHa My6niyHe akuioHepHe YkpaiHa BHECEHHs1 3MiH O peecTpauiiHux maTtepianis: 3miHu | Tuny 3a UA/16309/01/01
a 220 mr/5 mn, no 100 aKuioHepHe ToBapucTBo "HaykoBo- - 3miHu wopo 6esnekn/edekTMBHOCTI Ta peuernmom
My OnakoHi TOBapucTBo BMPOGHWYUIA LEHTP dapmakoHarnsgy. 3MiHa y KOpoTKili XapakTepucTui
nonimepHomy; no 1 "HaykoBo- "bopLuarisCcbkui nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii aAns
hnakoHy pasom 3 BMPOGHNYUIA XiMiKO- ME[NYHOro 3aCTOCYBaHHSA Ha NiACcTaBi perynspHo
TIOXKOHO LeHTp dapmaueBTNYHUIA OHOBIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
[03yBanbHO B "BopLuariscbk 3aBoa” nocnimpkeHb 3 6e3nekn 3acTocyBaHHS Nikapcbkoro 3acody
nayyi; no 100 mn y Wi XiMiKo- B nicnspeecTpauinHuii nepiofd, abo sk pesynbTaTt OLiHKN
OaHLUi noniMepHii; dapmaueBTuy 3BiTY 3 JOCHiMXEHb, MPOBEAEHUX BiANOBIAHO A0 NnaHy
no 1 6aHui pa3om 3 HWK 3aBog” nepiaTpuyHux gocnigkeHs (PIP) (3MiHy y3romkeHo 3
TOXKOIO KOMMETEHTHUM YNOBHOBAXXEHUM OpraHom). 3MiHM BHECEHO
[03yBarnbHO B 00 [HCTpyKLUii Ans MeaMYHOro 3aCToCyBaHHsI NiKapCbKoro
nayui; no 100 mny 3acoby Ao posginis: "®apmakonoriyHi BnacTueocTi" Ta
bnakoHi CKNsAHOMY; "3acTocyBaHHs y nepioa BariTHOCTi abo rogyBaHHSA
no 1 donakoHy rpyAaar” Wwoao 6e3nekn 3acTocyBaHHS Ait040i PEHYOBUHM
pasoMm 3 NOXKO Hicpypokcasng BignosigHo o pekomeHgauin PRAC.
[03yBarnbHO B BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
navuj 3aTBEpPAKEHHS.
196., HOBAPUHI'® KinbLie BariHansHe, OpraHoH LLisenuapi 3a NOBHUM LIUKIOM: HinepnaHnau BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu | 3a UA/9613/01/01
11,7 mr/2,7 mr, no 1 CeHtpan lct a H.B. OpraHoH TMny - AGMiHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuernmom
KinbLo y cawe; no 1 m6X Ta/abo agpecu MicLs NpoBaKEHHST OisNbHOCTIi BUPOOHMKA
calle B KapTOHHIN (Bkntovaroum, 3a HeoBXiAHOCTI, MicLie NpoBeAEHHS
Kopobui KOHTPOIIO SIKOCTi), abo BnacHuka mactep-ganna Ha AdI,
abo noctayanbHuka Ad®l/BmxigHoro
maTepiany/peareHTy/npoMiXXKHOrO NPOAYKTY, Lo
3aCTOCOBYIOTLCA Y BUPOOHMUTBI API (SIKLLO 3a3HAYEHO Y
[0Cbe Ha nikapcbkui 3acib) 3a BiacyTHOCTI cepTudpikata
BignoBigHoCTi €Bponenchkit hapmakonei y
3aTBEpPAKEHOMY A0CbE, 200 BUPOGHMKA HOBOT JOMOMIKHOI
PEYOBUMHM (SIKLLIO 3a3HaYeHO Y A0CbE) 3MiHa
HalMeHyBaHHSl BUPOOHUKa Ta NocTayanbHUKa AOMOMIKHUX
peyoBUH (eTuneHBiHinauetarty cononimep 9% ,
BiHinaueTar Ta eTuneHBiHinaueTaty cononimep 28%
BiHinauetart) 3 Arkema, Inc.,France Ha SK Functional
Polymer, France. 3minu | Tuny - AgMiHiCTpaTuBHI 3MiHW.
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3miHa HaiMeHyBaHHS Ta/abo agpecu Micus MpOBafXeHHS
[isnbHOCTI BUPOGHMKa (BKIMOYakoum, 3a HEOOXigHOCTI,
MicLie NpoBeAeHHS KOHTPOMIO SIKOCTi), abo BnacHuka
macTep-canna Ha A®l, abo nocTayanbHuKka
Adl/BuxigHoro matepiany/peareHTy/npoMiKHOro NpoayKTy,
LLIO 3aCTOCOBYIOTLCS Y BUPOOHMUTBI API (SKLWO 3a3HaveHo
y AOCbE Ha Nnikapcbkuii 3acib) 3a BigCyTHOCTI cepTudikata
BiANoBIiAHOCTI €Bponencokin dapmakonei y
3aTBEpPAKEHOMY A0CbE, ab0 BUPOGHMKA HOBOI JOMNOMIKHOT
PEYOBMHM (SIKLLIO 3a3HAYEHO Y A0oCbe) 3MiHa agpecu micus
NpOBaAXeHHS AiAnbHOCTI BUpobHuKa Eurofins
Spinnovation Analytical B.V., The Netherlands (micue
nposeaeHHA NMR-TecTyBaHHA JOMNOMDKHUX PEYOBUH -
eTuneHBiHinauetaty cononimep 9% , BiHinauetar Ta
eTuneHBiHinaueTaty cononimep 28% BiHinauetar, 6e3
3MiH Micusi BUpobHuuTBa. 3aTBepmxeHo: Molenstraat 110
5342 CC Oss The Netherlands 3anponoHosaHo:
Kloosterstraat 9 5349 AB Oss The Netherlands. 3miHu |
Tmny - 3MiHuM 3 sikocTi. FoToBUI Nikapcbkuin 3aci6. Cuctema
KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa
nocTayarnbHvKa nakyBanbHux martepianis abo
KOMMMEKTYOUMX (SIKLLO 3a3HAYEHO B JOCHE) (BUNYYEHHS
noctayanbHvka) BHeceHHsi 3miH o p. 3.2.P.7. Cuctema
KOHTeWHep/3aKkynoptoBanbHUiA 3aci6: BUNYyYeHHS
iHdopMaUii Woao nocTayanbHUKIB NakyBanbHUX
marepianis.

197,

HOKCUMEL

MOPOLLOK Ta
PO3YMHHWK ANS
pO34uHy Ans

iH ekuin no 600 mr, y
dnakoHax Ne10 y
KOMMMEKTi 3
PO34YMHHMKOM Mo 3
mn B amnynax Ne10
Y KapTOHHIl KOpoobUi

Jlabopatopio
ITanbsHo
Biokimiko

dapmaveyTiko
INizadpapma
C.nA

ITanis

Ilabopatopio ItanbsiHo
Biokimiko
dapmaLeyTiko
Nizacapma C.n.A.

ITanis

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu |l
Tuny - 3MiHu 3 sikocTi. A®l. BupobHuuTBO. 3MiHa
BMPOGHMKa BUXIZHOrO/MPOMIKHOIO NPOAYKTY/peareHTy, Lwo
BMKOPUCTOBYIOTbCS Y BUpoBHUYOoMy npoueci AdDI, abo
3MiHa BUpOGHMKa (BKIovakouu, Ae HeobxigHo, micue
npoBeaeHHs KOHTponto sikocTi) ADI (3a BiACyTHOCTI
cepTudikaTa BignosigHocTi €Bponeiickbkin dhapmakonei y
3aTBEpPAKEHOMY [0ChE)(BBEAEHHS HOBOrO BUpo6HMKa ADI
3 HapgaHHaM macTep-davina Ha A®Il) BBeAeHHS HOBOro
BUpOGHMKa ADI rnyTaTioHy HaTpilo 3 HagaHHSM MacTep-
anna Ha AdI, (3aTBepaxeHo: «l.C.L. International
Chemical Industry S.p.A.», ITania, 3anponoHoBaHo: «l.C.L.
International Chemical Industry S.p.A.», ITanis BIOQUIM,
S.A., IcnaHis)

3a
peuerimom

UA/18401/01/01

198,

HOOTPO®EH-
®APKOC

TabneTtku no 250 wmr;
no 10 TabneTok y
6nictepi; no 10
TabneTtok y 6nicrepi,
no 2 abo 3 Gnictepu
y KopobLi 3 KapTOHY

TOB
"®apmaueBTn
YHa KOMNaHis

dapKoC"

YkpaiHa

TOB "®apmaueBTuyHa
komnaHist ®apKoC"

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3MiHu | Tuny
- 3MmiHu 3 sikocTi. FoTOBMIA Nikapchkuii 3acib. Cuctema
KOHTelHep/3aKkynoptoBanbHuiA 3aci6. 3miHa po3mipy
yMakoBKM rOTOBOrO NiKapCbKoro 3acoby (3miHa KinbKoCTi
oavHUUb (Hanpuknag TabneTok, amnyn ToLo) B ynakoBLi:)
- 3miHa no3a Aiana3oHoM 3aTBEpPAXKEHNX PO3MIpIB
ynakoBK1. BHeCEeHHs1 anbTepHaTMBHOrO NakyBaHHS
nepBuHHoI ynakoBku Ne 10 TabneTok (6e3 BTOPUHHOI
ynakoBkW), 3 BiANOBIiAHMMYK 3MiHamuy B p. «YnakoBka» MKA

6e3
peuenma

UA/17568/01/01
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J13. MNepBuHHMIA NakyBanbHU MaTepian He 3MiHUBCS.
3MiHW BHECEHI B iIHCTPYKLiO ANS MEAWYHOIO 3aCTOCYBaHHS
nikapcbKkoro 3acoby y po3ain "Ynakoska", sk Hacnigok
nosiea anbTepPHaTUBHOIO TEKCTY MapKyBaHHS NEPBUHHOT
ynakoBku Ne10 (6e3 BTOpPMHHOI)
199., HOOPEH® Tabnetku no 250 wmr; AT JaTBist AT "OnanHdapm” JaTBis BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3miHu | Tuny 3a UA/3773/01/01
no 10 TabneTok y "OnanHdapm” - 3MiHu 3 sikocTi. APl BupobHmuTtBo. 3MmiHa po3mipy cepii peuernmom
6nictepi; no 2 (Bkntovatoun gianazoHun) A®l abo NPOMIDKHOrO NPOAYKTY,
6nictepu y nayui SIKMI 3aCTOCOBYETLCS Y Npoueci BUpobHuLTea API
KapTOHHIMN (36inbLweHHs o 10 pasiB NOPIBHSAHO i3 3aTBEPAKEHUM
pPO3MipOM) BBEAEHHSA anbTepHATUBHOIO po3mipy cepii AdI
PeHibyT.
200.| HO-LUNA® Tabnetku no 40 mr TOB "Onenna YkpaiHa XIHOIH 3aBog YropwwmHa/ BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 3miHu | Tuny 6e3 UA/0391/01/02
Ne 12: no 12 Xenckea dapmaueBTUYHUX Ta Monbwa - 3MiHN wopo 6e3nekn/edPeKTNBHOCTI Ta peuenma
Tabnetok y 6nicrepi; YkpaiHa" XimivHux MpoaykTis cdapmakoHarnsgy. BeegeHHst abo 3MiHM 0o y3aranbHEeHUx
no 1 6nictepy B Mpawsit Ko. I74. AaHux npo cuctemy chapmakoHarnsagy (BBeAeHHs
KapTOHHiIN kopobuy; Mignpremctso 2 y3aranbHeHVX AaHnxX Npo cuctemy chapmakoHarnsay,
Ne 24: no 24 (nignpruemcTBO 3MiHa ynoBHOBaXxeHOI 0cobu, BianoBiganbHoi 3a
TabneTkn y 6nictepi; Bepeliegpxas), 3AiNCHEHHA hapMaKkoHarnsay; KOHTakTHOI ocobu 3
no 1 6nictepy B YropwwuHa; CaHodi — hapmakoHarnsay 3asBHUKa Ans 30iNCHEHHS
KapTOHHiIN kopooLyj; AseHrTic Cn. 3 0.0., chapmakoHarnagy B YkpaiHi, SKLWO BOHA BigMiHHA Big
Ne 60: no 60 MNonbwa YMOBHOBaXEHOi 0cobM, BignoBiganbHOI 3a 30iNCHEHHS
Tabnetok y dapmakoHarnagy (BKIovarymn KOHTaKTHI AaHi) Ta/abo
003yo4oMy 3MiHM Y pO3MiLLeHHi MacTep-darina cucteMm
KOHTeViHepi, dapmakoHarnsgy) - 3MiHa ynoBHOBaXeHOi 0cobu
3aKPUTOMY KPULLIKOKO 3asiBHUKA, BiAnoBiAanbHoi 3a papmakoHarnsag. [itoya
3 3aXUCHO pepakuis: Xogakiscbka TeTaHa BayecnasiBHa.
CTPIYKOIO Bif MponoHoBaKra pepakuia: Muxannos OnekcaHap
BigKpuTTS; no 1 BonoanmumpoBuy. 3miHa KOHTAKTHUX OAHWX
003yo4oMy ynoBHOBaXeHoi ocobu, BignoBifanbHoi 3a
KOHTENHepy B cbapmakoHarnsg. 3MiHa MicLe3HaxomKeHHS macTep-
KapTOHHIN kopobLyj; davina cuctemu hapmakoHarnsay Ta horo Homepa. 3miHa
Ne 100: no 100 Micus 34iMCHEHHSI OCHOBHOI AisiNbHOCTI 3
TabneTok y dnakoHi; chapmakoHarnagy
no 1 dnakoHy B
KapTOHHiIN kopobui 3
HaKnewnkow Ha
Kopobui ans
KOHTPOIMIO NepPLLOro
BigKpUTTS
201, HO-UNA® Tabnetku no 80 mr, TOB «Onenna YkpaiHa XIHOIH 3aBon YropwwmHa/ BHECEHHS 3MiH O peecTpaLinHmux maTtepianis: 3MiHu | 6e3 UA/8879/01/01
®OPTE Ne 10: no 10 Xenckea dapmaueBTUYHUX Ta MNonbLia Tuny - 3MiHK Wwopao G6e3nekn/edeKTUBHOCTI Ta peuenma
TabneTtok y 6nicrepi; YkpaiHa» XimivyHux MNpoaykTis capmakoHarnsgy. BeegeHHst abo 3MiHM 0O y3aranbHEHUX
no 1 6nictepy y Mpawsit Ko. I7A. AaHuX npo cuctemy chapmakoHarnsagy (BBeAeHHs
KapTOHHiIl kopobuyj; MignpuemcTao 2 y3aranbHeHUX AaHnx Npo cuctemy hapmakoHarnsgy,
Ne 24: no 24 (nignpuemcTBO 3MiHa ynoBHOBaXeHoi ocobu, BianoBiganLHoi 3a
TabneTtku y bnicrepi; Bepelwenpbxas), 3AiCHEeHH: hbapmakoHarnsgy; KOHTakTHoOT ocobu 3
no 1 6nictepy y YropLwuHa; dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHs!
KapTOHHI kopobui CaHodpi-ABeHTic Cn. 3 dapmakoHarnagy B YKpaiHi, SKL0 BOHA BiAMiHHA Big
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpayiliHo2o

noceio4yeHHs1

0.0., Monbwa

yNOBHOBa)eHOi 0cobu, BignosiganbHoI 3a 30iNCHEHHS
chapmakoHarnsay (BKMYaum KOHTaKTHi AaHi) Ta/abo
3MiHW y pO3MilLleHHiI MacTep-tharnna cuctemm
dapmakoHarnagy) 3miHa ynoBHOBaxeHOi 0cobu 3asiBHUKaA,
BignoBiganbHoI 3a dpapmakoHarnag,.

[Litova pepakuis: Xopakiscbka TeTaHa BayecnasiBHa.
MponoHoBaHa peaakuis: Muxannos OnekcaHgp
BonoammumpoBuy. 3miHa KOHTaAKTHUX OaHKX
YNOBHOBa)eHOi 0cobu, BignoeigansHoi 3a
cbapmakoHarnsg. 3MiHa micLe3HaxomKeHHs macTep-
davina cuctemu hapmakoHarnsgy Ta horo Homepa. 3miHa
Micus 34iMCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnagy.

202.

OKOMICTUH®

Kpanni
OYHi/BYLUHI/ONs
Hoca, po34uH 0,01
% no 5 mn abo 10
My cpnakoHi
nonimMepHomy 3
KpanensHuueto; no 1
cdnakoHy B nayui 3
KapToHY

KHBMI
«ICHA»

YkpaiHa

AT «®apmak»

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHa
3asiBHuKa J13 (MIBI) (BnacHuka peecTtpauiiHoro
noceigyeHHst) (3rigHo Hakady MO3 Big 23.07.2015 Ne 460).
3minu | Trny - 3miHn wWoao 6esnekvn/edekTMBHOCTI Ta
dapmakoHarnsgy. BeegeHHst abo 3MiHM fo y3aranbHeHuX
[AaHux nNpo cuctemMy chapmMakoHarnsgy (BBeaeHHs
y3aranbHEeHUX AaHnX Npo cucTemy hbapmakoHarnsay,
3MiHa ynoBHOBaXkeHOI 0cobu, BianoBiganbHoi 3a
3AiicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHsI
dapmakoHarnagy B YKpaiHi, SKLWo BOHa BiAMiHHA Bif
ynoBHOBaXeHoI ocobu, BignosiaansHoi 3a 3aiNCHEeHHS
dapmakoHarnsaay (BKIoYaum KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MiLLeHHi MacTep-darna cucteMm
hapmakoHarnsigy) 3miHa yrnoBHoBaxeHoi ocobu 3asiBHUKa,
BignoBigansHoi 3a hapmakoHarnsag. [itoya pegakuis:
Oemuenko HOpin Muxaiinosuy.
lMponoHoBaHa pepakuis: TkadyeHko TeTsHa NeTpiBHa.
3MiHa KOHTaKTHUX JAaHMX YNOBHOBaXeHOi ocobu,
BignoBiganbHoi 3a hapmakoHarnsg. 3miHa
MicLe3HaxomKeHHs MacTep-danna cuctemm
chapmakoHarnsgy Ta noro Homepa. 3miHa micus
34iCHEHHS OCHOBHOI AisNbHOCTI 3 dhapMakoHarmsay.

3a
peuerimom

UA/7537/01/01

203,

OHIMI3A

TabneTku, BKPUTI
NniBKOBOO
obonoHkoto, no 2,5
mr no 10 TabneTok y
6nictepi; no 3
Gnictepu B
KapTOHHiIl kopobui

ACTPA3EHEK
A HOK Jlimiteq

Benuka
Bputanis

Actpa3eHeka AB,
LLBewis (BUpobHUK
BignoBiganbHUN 3a
KOHTPOb SIKOCTi);
AcTtpa3eHeka
dapmacbtotukanc J1I1,
CLUA (Bupo6HuK in
bulk); Actpa3eHeka
IOK Nimiten, Benuka
BpuTaHisi (BUpOBHUK,
BiAnoBiganbHWI 3a
nepBUHHE Ta
BTOPWHHE NakyBaHHs,

Lseuis/
CLIA/
Benuka
BpuTaHis

BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny
- 3MiHN Wwopo 6e3nekn/edPeKTNBHOCTI Ta
dapmakoHarnsay. BeegeHHs abo 3MiHM 4o y3aranbHeHUX
[AaHuX nNpo cuctemMy cpapmMakoHarnsigy (BBeAeHHs
y3aranbHeHUX AaHuX Npo cuctemMy dhapmakoHarnsgy,
3MiHa ynoBHOBaXeHoi ocobu, BianoBiganbHoi 3a
30iNCHEHHS (hapMakoHarnsiay; KOHTakTHOT ocobu 3
dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHSsI
dapmakoHarnagy B YKpaiHi, SKLWo BOHa BiAMiHHa Big
yNnoBHOBaXeHoI ocobu, BignoBiaansHoi 3a 3aiNCHEHHS
dapmakoHarnsaay (BKoYarym KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MiLLEeHHi MacTep-darina cuctemm
papmakoHarnsigy). 3miHa KOHTaKTHOI 0cOBU 3asiBHMKA,

3a
peuenmom

UA/10715/01/01
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BUNYCK cepii) BignoBigansHoi 3a hapMakoHarnsg B Ykpaini. [irova
pepakuis: Mpyaies Aennc Jmutposuny. MNMponoHoBaHa
penakuis: NlebeguHelb €nnsaseta PomaHiBHa.
3MiHa KOHTaKTHMX AaHNX KOHTaKTHOI 0cObU 3asiBHUKA,
Bi4NoBiganbHoi 3a dpapmakoHarnag B YKpaiHi.
204.| OHIMNI3A TabneTkn, BKpUTI ACTPA3EHEK Benwka Actpa3eHeka Ab, Lseuis/ BHECEHHS1 3MiH O peecTpauiiHMX maTtepianis: 3miHu | Tuny 3a UA/10715/01/02
NniBKOBOO A OK Jimiteq Bputanis LLeuis (BUpoGHUMK CLIA/ - 3MiHu wopo 6e3nekn/edekTBHOCTI Ta peuernmom
06ornoHKoto, Mo 5 mr BiANOBiAaNbHUA 3a Benuka apmakoHarnagy. BeegeHHst abo 3MiHv [0 y3aranbHeHux
no 10 Tabnetok y KOHTPOIb SKOCTi); BpuTaHis AaHUX Npo cuctemy apmMakoHarnsagy (BBeAeHHs
6nictepi; no 3 AcTpa3eHeka y3aranbHeHux AaHnx Npo cuctemy hapmakoHarnagy,
6nictepu B dapmacbtotukanc 1, 3MiHa ynoBHOBaXeHOi ocobu, BignoBigansHoI 3a
KapTOHHiIN kopoOLi CLUA (BpoGHMK in 3aiicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobu 3
bulk); Actpa3eHeka chapmakoHarnagy 3asgBHUKa Anst 30iNCHEHHA
lOK Jimiten, Benvka dapmakoHarnsaay B YKpaiHi, AKWo BOHA BiAMiHHA BiA
BpwuTaHisi (BUpOGHUK, yNoOBHOBa)eHOi 0cobu, BignosiganbHoI 3a 34iNCHEHHS
BignosiganbHWi 3a capmakoHarnagy (Bkrovar4m KOHTaKTHI AaHi) Ta/abo
nepBuHHe Ta 3MiHM Y pO3MilLleHHi MacTep-caiina cuctemm
BTOPVHHE NaKyBaHHS, hapmakoHarnsagy). 3MiHa KOHTakTHOi 0cobu 3asBHUKA,
BUNYCK cepii) BignoBsiganebHOI 3a hapmakoHarnag B Ykpaiti. Jitova
pepakuis: Mpygies Aennc Omutposuy. MNMponoHoBaHa
penakuis: NlebeguHelb €nnsaseta PomaHiBHa.
3MiHa KOHTaKTHWX AaHUX KOHTaKTHOI 0cobu 3asBHMKa,
BiZNoOBiganbHoi 3a dpapmakoHarnsg B YKpaiHi.
205/ OCNAMOKC MOPOLLIOK ANsi CaHpos CnoBeHisi CaHpo3 'M6X — ABcTpis BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHu | Tuny 3a UA/3975/05/01
opanbHoi cycneHsii dapmacbioTika BupobHuya ginbHuuA - 3miHu 3 gKocTi. [oToBUI nikapcbkuii 3aci6. KoHTpornb peuernmom
no 125 mr/5 mn no n3 a.a. AHnTniHdekuinHi N3 AOMOMDKHMX peyvoBUH. 3MiHa napameTpis crneumdikauin
5,1 r nopoLuky ans Ta XimiyHi Onepauii Ta/abo [onycTUMUX MeX AN AOMOMIKHOI pe4oBUHM (Y
60 mnabono 8,5r Kynans (AIXO M3 pasi BiACyTHOCTi MOHOrpadii Ha JOMOMIKHY PEYOBUHY Y
nopoLuky ansa 100 Kynans) [dY, EBponevickbkin dapmakonei abo iHLWiN HaLioHamnbHin
MI CycneHaii y dapmakonei gepxasu €C, 3MiHa BHYTPILLHBbOT
dnakoHi; no 1 cneumdikauii Ha MoHorpadito HeodiLinHOT dhapmakonei
dnakoHy pasom 3 abo chapmakonei TpeTboi KpaiHu) - [ns onoMiXKHOT
LUNpYLIOM AN peyoBuHM KpeMHito Aiokcug OHOBNEHHS NOCUNAaHHSA 3
[03yBaHHS 3 BHYTpIiLWHbOI cneuudikadii (in house) Ha MoHorpadito
apanTepoMm y USP/NF
KapTOHHiIN kopobui
206., OCMNMAMOKC NOpOLUOK ANs CaHpos CnoBeHisa CaHpo3 'M6X — ABCTpis BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 3miHu | Tuny 3a UA/3975/05/02
oparnbHOi cycneHsii dapmackioTika BupobHuya ginbHuus - 3MiHM 3 skocTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTpornb peuenmom
no 250 mr/5 mn no n3 a.a. AHTHiHekuinHI TN3 [JOMOMiXHMX peyvoBUH. 3MiHa napameTpiB cneumdikauin
6,6 r mopowky ans Ta XimiyHi Onepauji Ta/abo [onyCTUMUX MeX AN AOMOMIKHOI Pe4YOBUHM (Y
60 mnabomno 11r Kynans (AIXO M3 pasi BiACyTHOCTi MOHOrpadii Ha JOMOMIXXHY PEYOBUHY Y
nopotuky ans 100 KyHans) OdY, EBponeiicbkin hapmakonei abo iHLWiN HauioHanbHin
MI CycreHsii y dapmakonei gepxasu €C, 3MiHa BHYTPILLHBOT
dnakoHi; no 1 cneumdikauii Ha MoHorpadito HeodiLiHOT dapmakonei
dnakoHy pasom 3 abo dapmakonei TpeTboi kpaiHu) - [Ans AonomikHOT
LINpYUOM NSt peyoBuHM KpemHito Aiokcua OHOBMNEHHS NOCUNaHHS 3
[O3yBaHHSA 3 BHYTpIiLWHBOI cneuudikauii (in house) Ha MoHorpadito
agjanTepoMm y USP/NF
KapTOHHIN kopobui
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
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207.| OCNAMOKC NMOPOLLOK Anst CaHpos CnoBeHis CaHpo3s 'M6X — ABCTpis BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3miHu | Tuny 3a UA/3975/05/03

opanbHoi cycneHsii dPapmacbioTika BvpobHuya ainbHuus - 3MiHK 3 sikocTi. FoTOBWMI Nikapcbkuid 3acit. KoHTponb peuenmom

no 500 mr/5 mn no n3 a.o. AHTUiHekuinHI T3 OOMOMDKHUX peqoBUH. 3MiHa NnapameTpiB cneumdikaLin

12 r nopoLky ans Ta XimiyHi Onepadji Ta/abo [oNyCTUMUX MEX A4S AOMOMKHOI peYOBUHM (Y

60 mn abo no 20 r Kynans (AIXO I3 pasi BiACYyTHOCTi MOHOrpadii Ha AOMOMDKHY PEYOBUHY Y

nopotuky ans 100 KyHans) [oY, €Bponelicbkin hapmakonei abo iHLWi HaLioHanbHil

MIT cycneHasii y capmakonei gepxasu €C, 3mMiHa BHYTPILLIHbOT

nakoHi; no 1 cneuudikauii Ha MoHorpadito HeodpiLinHOT dhapmakonei

hnakoHy pa3om 3 abo chapmakonei TpeTboi KpaiHu) - [ns 4onoMiKHOT

MIPHOLO NOXKOH Y peyvoBUHN KpeMHito aiokcna OHOBNEHHS NOCUNAaHHS 3

KapTOHHiIN kopobui BHYTpIiLWHBOI cneuudikauii (in house) Ha moHorpadito

USP/NF
208.| NAKNITAKCEJ- | koHUueHTpaT ans M.BIOTEK Benwka Barionia ®apma KaHapa BHECEeHHs1 3MiH JO peecTpauiiHux maTtepianis: 3miHu | Tuny 3a UA/19384/01/01
MB po34nHy ans NIMITEQ Bputanis KopnopenwH - 3MiHu 3 AkocTi. FoToBMIA Nikapcbkuii 3acib. Cuctema peuernmom

iHdby3ii no 6 mr/mn, KOHTelHep/3aKynoptoBanbHUiA 3aci6. 3MiHa po3mipy

no 5 mMn y donakoHi; yMaKoBKW FOTOBOIO Nikapcbkoro 3acoby (iHwi 3MiHm)

no 1 abo 10 BBEAEHHS A0AaTKOBMX YNakoBOK N0 5 Mn y dnakoHi, no 25

cnakoHiB y nayui 3 bnakoHiB y NOTKY 3 KAPTOHY 3 Neperopogkamu, Lo

KapToHy abo no 25 BKPUTMIA TOBCTOK TEPMO30iXKHOI NniBkoto Ta no 16,7 mny

nakoHiB y NOTKY 3 cbriakoHi, No 16 chnakoHiB y NOTKY 3 KapTOHY 3

KapToHy 3 neperopogkamMu, Lo BKPUTUIN TOBCTOK TEPMO3BiXKHO

neperopogkamu, LLO nnisKoto, 3 BigNOBIAHNMK 3MiHaMK B p. «Ynakoeka» MKA

BKPUTWI TOBCTOMO J13. 3miHM BHeCeHi B iHCTPYKLUIilo ANst MEAUYHOrOo

TepmMo306ixxHo 3acTocyBaHHS nikapcbkoro 3acoby y po3ain "Ynakoska", sik

nniBkoto; no 16,7 mn Hacnigok nosisa 4OAATKOBOro NaKyBaHHS.

y donakoni; no 1 abo

5 dpnakoHiB y navui

3 kapToHy abo no 16

hbnakoHiB y NOTKy 3

KapToHY 3

neperopoakamu, Lo

BKPUTUI TOBCTOMO

TepmMo306ixxHO

nniekoto; no 25 mn

abo no 50 mny

chnakoHi; no 1 abo 4

dnakoHu y nayui 3

KapToHy
209./ NAHAHTIIH TabneTku, BKPUTI BAT "legeoH YropwuHa BAT "l'egeoH Pixtep" YropwuHa BHECEHHS 3MiH 10 peecTpaLiiHnx maTtepianis: 3minHu | 6e3 UA/7315/01/01

NniBKOBOI PixTep" TMny - 3MiHK 3 sikocTi. [oTOBMIA Nikapcbkuii 3aci6. Cuctema peuenma

obornoHkoto; no 50 KOHTelHep/3aKynoptoBarnbHui 3aci6. 3miHa po3mipy

TabneTok y yNaKoBKW roTOBOrO MikapCbKoro 3acoby (3MiHa KinbKoCTi

noninponineHoBoMy oavHUUb (Hanpuknag TabneTok, amnyn ToLo) B ynakoBLi:)

dnakoHi 3 - 3miHa nosa Aiana3oHoM 3aTBEpPAXEHNX PO3MipiB

KOHTPOMEeM nepLuoro ynakoBKkM - 3MiHa KiNbKOCTi OAMHMLL TabneTok B

pPO3KpUTTS; MO 1 anbTepHaTMBHIN ynakoBLi. 3MiHW BHECEHI B iIHCTPYKLitO

hnakoHy B ONst MEAMYHOro 3aCTOCYBaHHS fikapcbkoro 3acoby y

KapTOHHIN ynakoBLi; po3ain «YnakoBka» 3 BiANOBIAHUMW 3MiHAMW y TEKCTI

no 20 TabneTok y MapKyBaHHS1 yNakoBKU MikapcbKoro 3acoby Loao 3miHu




94 [TponoBkeHHs no1aTKa 3
Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
6nictepi; no 3 (20x3) KiNbKOCTi OAMHULb TAabNeToK B anbTepHaTUBHI ynakoBLi
abo no 5 (20x5) (AoaaBaHHA NEepPBMHHOI Ta BTOPUHHOI YMAKOBOK).
Gnictepie B BBepneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
KapTOHHIN ynakoBLi 3aTBepAKeHHs. 3MiHK | Tuny - 3miHK 3 AkocTi. FoToBMI
nikapcbkuin 3aci6. Cuctema KoHTenHep/3akynopioBanbHUiA
3aci6. 3miHa y NepBUHHI yNakoBLji roOTOBOrO fikapCbKoro
3acoby (Tvn KoHTelHepa abo JogaBaHHA HOBOTrO
KOHTeWnHepa) - Teepai, M’'AKi Ta HeCTepUnbHiI PiaKi Nikapcbki
cdopmu - [logaBaHHs NepPBUHHOT YNAKOBKWN y BUFNSA)
6nictepa go Bxe 3aTBepAkeHoro binoro
noninponineHoBoro nakoHa. 3MiHW BHECEHI B iHCTPYKLIitO
ONst MEAMYHOro 3aCTOCYBaHHS nikapcbkoro 3acoby y
po3ain «YnakoBkay 3 BiAMOBIAHUMWU 3MiHAMM Y TEKCTi
MapKyBaHHS! yNakoBKU fikapcbKoro 3acoby Loao
[o[aBaHHS NEePBMHHOI YNakoBKM y BUMMsAAi Gnictepa.
BBegeHHs 3MiH NpoTArom 6-Tn Micauis nicns
3aTBEPOKEHHS.
210.| NAH3IFA/PANZ | po3uunH ans iHdysin OkTaapma ABCTpis BUPOBHMK, ®paHuis/ BHECEeHHs1 3MiH 0 peecTpauiiHux maTtepianiB: yTOYHEeHHs 3a UA/17142/01/01
YGA® no 100 mr/mn, no 10 dapmaueBTUK BignosigansHWi 3a AscTpis/ peecTpauiiiHoi npoueaypyu B Hakasi MO3 YkpaiHu Ne peuenmom
M1, 25 M1 po3ynHy y a BMpO6HMUTBO in-bulk, Himeuunna 1767 BiA 29.09.2022 - 3miHn | TMNY - 3MiHK 3 SKOCTI.
dnakoHi, no 1 [NpoaykTioHcre nepByHHE NaKyBaHHS, ["oToBMI Nikapcbkuii 3aci6. KOHTponb rotoBoro
¢nakoHy B cm.6.X. BUMYCK cepii: nikapcbkoro 3acoby. 3MmiHa y meToaax BunpobyBaHHs
KapTOHHiIn kopobuyj; Oxkradapma, PpaHuis; roTOBOro MiKapCbKOro 3acoby (iHLWi 3MiHN y meToaax
no 50 mn, 100 mn BMPOGHMUK, BUNpoOyBaHb (BKIOYakouM 3amMiHy abo JONOBHEHHS)) -

PO34MHY Y NAsLIKaX,
no 1 nnswui B
KapTOHHiI kopobui

BignoBiganbHUN 3a
nepBuHHE Ta
BTOPVHHE NaKyBaHHS,
KOHTPOb AKOCTI,
BUWMYCK cepil:
OkTadapma
dapmaueBTUka
MpoaykTioHcrec.
M.6.X., ABCTpisi;
BMPOGHMUK,
BiAnoBiganbHWI 3a
BTOPVHHE NaKyBaHHS:
Okrtadapma Jeccay
'm6X, Himeuunna

3MiHa cTaHAapTHOro 3paska, Lo BUKOPUCTOBYETLCS Mif,
yac BMNpobyBaHHS rOTOBOrO NikapCbKoro 3acoby 3a
nokasHukom "®aktop Xla-nogibHoi akTMBHOCTI".
3aTBepaxeHo: reference reagent NIBSC 11/236.
3anponoHosaHo: standard WHO 13/100. 3MiHu | Tuny -
3MmiHu 3 skocTi. FoToBUIA Nnikapcbkuii 3aci6. KoHTpornb
roTOBOro fnikapcbkoro 3acoby. 3miHa y meTogax
BUNPOOYBaHHSA rOTOBOTO NiKapCbKOro 3acoby (iHLWi 3MiHN y
mMeToAax BunpobyBaHb (BkMoYauu 3amiHy abo
[OMOBHEHHS)) - BnpoBaaeHHs ogHOKpaTHOro
BMNPOBYBaHHS Mif, Yac KOHTPOSIO FOTOBOTO NiKapCbKOro
3acoby 3a nokasHukoM "dakTop Xla-nogibHoi akTneHOCTI"
3 BUKOpUCTaHHsAM TecT-cuctemn TEXHOTPOMBIH@ TGA.
3MiHn | TUNY - 3miHK 3 AkocTi. FoToBMI Nikapcbkuii 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y metoaax
BUNpPoBYBaHHS rOTOBOrO NiKapCbKoro 3acoby (iHLWi 3MiHW y
mMeToAax BunpobysaHb (BKMoYa4uun 3amiHy abo
[OOMOBHEHHST)) - Y3ro[pKeHHs1 KpUTepiiB NPUAHATHOCTI Ans
kanibpaTopa, 3paskiB i KOHTPOIO, LLO 3aCTOCOBYHOTLCH
npu BUNpobyBaHHi rOTOBOTO Nikapcbkoro 3acoby 3a
nokasHukom "Bmict IgA" (HedpenomeTpist) 3 iHLWIMMU
BanigosaHumu matpuusammu (Octagam 5%, Octagam 10%,
3pa3ok B nactu ®pakuis Il Ta 3pasok IP1). 3miHm | Tuny -
3MmiHK 3 sikocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO fikapcbkoro 3acoby. 3miHa y meTogax
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BMNPOOYBaHHSA rOTOBOIO NikapCcbKoro 3acoby (iHwWi 3MiHW y
mMeToAax BUNpobyBaHb (BKMOYao4mn 3aMiHy abo
[OMOBHEHHS)) - 3MiHK 40 MeToay BUNPOByBaHHSI rOTOBOMO
nikapcbkoro 3acoby 3a NokasHUKOM « EHOOTOKCUHMY, a
CcaMe 3MEHLLEHHS KiNbKOCTi TOYOK Arnsi nobynosu
kanibpyBanbHoi KpMBOI 3 5-T 8o 4-x. 3MiHn | TUNy - 3MiHK
3 sikocCTi. FOTOBMIA NikapcbKkuMin 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax BUNpobyBaHHS
roTOBOro nikapcbKkoro 3acoby (iHwi 3MiHM y meTogax
BMNPOOYBaHb (BKI0HMAOYM 3aMiHy abo JONOBHEHHS)) -
BrnpoBamkeHHs HOBOro KOpnopaTUBHOIO KOHTPOSTO
C589CTRO06, Octagam 10%, sikuin 6yae
BVKOPVCTOBYBAaTUCS AJ1s1 MEPEBIPKU NpUMOATHOCTI CUCTEMM
Ha noyaTKy Ta B KiHLji XxpomaTorpadpyBaHHs, AN 3aMiHN
KOHTPOMbHOIo 3paska 1, a TakoX BUKMOYEHHS
KOHTPOMbHOro 3paska 2 3 TECTy Ha NpMAATHICTb CUCTEMMU.
211 NAHKPEA3UM TabneTku MpAT YkpaiHa MpAT "TexHonor" Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny bes UA/16722/01/01
10000 racTpoOpe3nNCTEHTHI, "TexHonor" - 3MiHM 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6. CTabinbHICTb. peuyenma
no 10 TabneTtok y 3MiHa y TepMiHax npugaTtHocTi abo ymoBax 36epiraHHsi
6nictepi, mo 2 abo rOTOBOrO MiKapCbKOro 3acoby (36inbLUeHHSA TEPMIHY
no 5 Gnictepis y NpuaaTHOCTI FOTOBOrO fikapcbkoro 3acoby) - 36inbLIeHHs
nadui 3 KApTOHY TepMiHy nNpuaaTHOCTI nikapcbkoro 3acoby
6ionoriYyHOro/iMyHONOriYHOro NOXOAXXEHHSI HAa OCHOBI
pesynbTaTiB AOCHiMKeHb CTabinbHOCTI, TPOBEAEHUX
BiANOBIQHO A0 3aTBEPAXKEHOro NPoToKony. 36iNbLUeHHS
TepMiHy NprAaTHOCTI FOTOBOIO MiKapCbKOro 3acoby.
3aTBepaKeHo: 2 poku. 3anponoHoBaHO: 3 poku.
212 | NAHKPEATUH TabneTkn, BKpUTI AT YkpaiHa AT "BITAMIHA" YkpaiHa BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3minu | bes UA/0337/01/01
®OPTE 060roHKot0, "BITAMIHN" Tuny - 3MiHK LWopo 6e3nekn/edeKTUBHOCTI Ta peuernma
KVLLKOBOPO3YMHHI; dapmakoHarnsgy (iHwi 3miHv) 3aTBepaXKeHHs
no 10 TabneTtoky [OAAaTKOBOrO TEKCTY MapKyBaHHS A8 BTOPMHHOI YNaKoBK/
6nicTepi; o 2 abo (Ne 50 (10x2)) nikapcbkoro 3acoby i3 3a3Ha4yeHHsaM
no 5 GnictepiB y noroTuny Ta iHgopmauii Npo 3amMOBHMKa
nayui 3 KApToOHY
213 NEMETPEKCE niodinizat Ansa M.BioTek Benuka PENAVHC NAN® IHAais BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: TexHivyHa 3a UA/17843/01/01
O-Mmb NpUroTyBaHHs Ans Nimiteq Bputanis CAMHCEC MPAVBIT nomurnka (3rigHo Hakazy MOS3 Big 23.07.2015 Ne 460) peuenmom
po34nHy Ans NIMITEQ TexHiYHy NOMUIKY BUMPaBMNeHO B TEKCTi MapKyBaHHs Ha
iHcpysin no 100 wmr; BTOPWHHIN ynakoBLi fikapcbkoro 3acoby Lioao HanncaHHS
no 1 pnakoHy B appecu BupobHuka (ans gosysanHs 100 mr, 500 wmr).
navui 3 KApTOHy 3asHayeHe BMMNpaBMeHHs BiAMoBiAae MaTepianam
peECTpaLinHOro JOChE.
214 NEMETPEKCE niodpinizat ans M.BioTek Benwuka PENAVHC NAN® IHAinA BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: TexHivHa 3a UA/17843/01/02
n-Mmb NPUroTyBaHHA Ans Tlimiten BpuTaHis CAVHCEC NMPAIBIT nomurnka (3rigHo Hakasy MOS Big 23.07.2015 Ne 460) peuenmom
po34nHy Ans NIMITEQ TexHiYHy NOMUIKY BUMPaBMeHO B TEKCTi MapKyBaHHS Ha
iHdy3in no 500 wr; BTOPWHHII ynakoBLi Nikapcbkoro 3acoby L1oao HanncaHHs
no 1 dnakoHy B appecu BUpobHuka (ans gosysanHsa 100 mr, 500 wmr).
navui 3 KApTOHy 3asHayeHe BMMNpaBneHHs BiAMoBiAae MaTepianam
peecTpauinHOro JoChbeE.
215, NEPEKUCY PO34mMH Ans MPAT YkpaiHa BignoBigansHWi 3a YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | Tuny 6e3 UA/8214/01/01




96

[TponoBkeHHs noaarka 3

Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BOOHIO 30BHILLHLOIO "®ITOPAPM" BUPOBHMUTBO, - 3MiHM 3 sikocTi. FOTOBWIA NiKapcbkuii 3aci6. 3miHM y peuenma
PO34UH 3actocyBaHHs 3 % nepBUHHE/BTOPUHHE BMPOOHMUTBI. 3amiHa abo BBeAEHHS [OAATKOBOI AiNbHUL
no 25 mn, no 40 mn, nakyBaHHsi, KOHTPOIb BMPOGHMLUTBA AN YacTMHM abo BCbOro BUPOOHNYOro
no 100 mn, no 200 SIKOCTi Ta BUNYCK cepii: npoLecy roToBoro fikapcbkoro 3acoby (4inbHUUS, Ha AKi
MmNy donakoHax MPAT "®ITOPAPM", npoBoasTbCs Byab-Kki BUPOOHWMYI CTaaji, 338 BUHSTKOM
cknsiHMX; no 40 mn, YkpaiHa; BUMYCKY CEePill, KOHTPOSIO SKOCTi, NEPBUHHOIO Ta
100 mn, 200 mn y BignosigansHWi 3a BTOPUHHOTO NaKyBaHHS, ONsl HECTEPUITbHUX NiKapCbKNX
rnakoHax BMPOBOHMLITBO, 3acobiB). BBefeHHs AinbHULI ANSt NEPBUHHOTO,
nonimepHumx; no 30 nepBUHHE/BTOPUHHE BTOPWHHOIO NakyBaHHA Ta BupobHuuTea J13 TOB «®apma
M, 50 mny nakyBaHHA Ta Yepkacy. CynyTHs 3MiHa - 3MiHK 3 siKOCTi. [oTOBMNA
nakoHax KOHTPOIb SKOCTI: nikapcbkuii 3aci6. 3miHn y BUpobHuuTBi. 3amiHa abo
noniMepHux 3 TOB "dapma Yepkac”, BBeOEHHS 40A4aTKOBOI AiNbHULI BUPOOHMLTBA Ans
po3nunoBavem; no YkpaiHa YacTuHU abo BCbOro BUPOGHMYOro NpoLecy roToBoro
30 mn, 50 Mny nikapcbkoro 3acoby (AinbHWULA AN BTOPUHHOTO
cdnakoHax nakyBaHHs1) - 3MiHW 3 sikocTi. FOTOBMI Nikapcbkuii 3aci6.
noniMepHux 3 3MiHM y BUpoObHMUTBI. 3amiHa abo BBeAeHHs1 4oAaTKOBOI
posnunoBaveM; no [inbHULi BUPOOHULTBA ANs YacTuHKU abo BCbOro
1 donakoHy B nayui BMPOGHMYOro NpoLEecy roToBOro Nnikapcbkoro 3acoby
(QiNbHUUS 4Ns NePBUHHOMO NakyBaHHs). 3MiHu | Tuny -
3MiHu 3 AkocTi. [oToBUIA Nikapcbkuii 3acib. 3miHu y
BUPOGHMLTBI. 3MiHa iMnopTepa/amiHu, Lo CTOCYOTbCS
BUMYCKY Cepii Ta KOHTPOSO SKOCTi FOTOBOrO MiKapCbKoro
3acoby (3amiHa abo gogaBaHHA AiNbHULI, Ha SIKin
3AiNCHIOETECS KOHTPOIb/BUNpoGyBaHHS cepii). BBeaeHHs
AinbHULI, Ha KN 30INCHIOETLCA KOHTPOSb AKOCTI cepii
TOB «®apma Yepkac»
3atBepaxeHo MPAT «DITOPAPM», YkpaiHa.
B3anponoHoBaHo MNPAT «PITOPAPM», YkpaiHa
(BignoBiganbHUi 32 BUPOGHULITBO, NEPBUHHE/BTOPUHHE
nakyBaHHs1, KOHTPOIb SIKOCTi Ta BUNyck cepii) TOB
«®apma Yepkacy, YkpaiHa (BignoBigansHun 3a
BMPOBHMLTBO, NEPBUHHE/BTOPMHHE NaKyBaHHS Ta
KOHTPOIb SIKOCTI)
216.| NOBIAOH-UON | nopouiok MPAT YkpaiHa Mpaui IHAgis BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHu | Tuny - UA/14224/01/01
(cybecTaHuisa) y "®ITOPAPM" dapmacsbtoTikanc BT, - AgMiHicTpaTuBHI 3MiHU. 3MiHa HaliMeHyBaHHs Ta/abo
noaBsivHNX nTo. agpecu 3asiBHWKa (BnacHuWKka peecTpauinHoro
nonieTMneHoBmx NoCBIQYEHHs1) 3MiHa apecu 3asiBHUKA
nakeTtax ans
hapmaLeBTU4HOIO
3acTocyBaHHs
217 NOAOPOXHUK | cupon; no 100 mn MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHu | Tuny bes UA/16152/01/01
A cupon abo no 200 mn y dapmaueBTUy dapmaueBTUYHa - 3miHu wopao 6e3nekun/edpekTMBHOCTI Ta hapMakoHarnsay peuenma
dnakoHi CKnsiHOMY Ha habpuka ¢abpuka "Biona" (iHWi 3MiHK). OHOBNEHHSI TEKCTY MapKyBaHHS1 YNakoBKy, a
abo nonimepHomy; "Biona" came gonoBHeHHs posginy 15. AJ1A JIIKAPCbKUX
no 1 conakoHy 3 3ACOBIB, AKI MPU3HAYEHI ANA CAMOCTIMHOIO
MipHUM JNIKYBAHHA - IHOOPMALIA LWOOO SACTOCYBAHHA
cTakaH4ymkom abo BiNOBIQHO [0 IHCTPYKLiT ANst MeOUYHOro 3aCTOCYBaHHS
6e3 cTakaH4uka B nikapcbkooro 3acoby. BBeaeHHsi 3miH npoTsrom 6-u
navuj MicsILiB Micnsi 3aTBEPAKEHHS.
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218.| MOCAKOHA30O | cycneHsisi oparbHa, MicTtpan AHrnia Hesa XongiHr A.LL. TypeuunHa BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3miHu | Tuny 3a UA/19386/01/01
- BICTA 40 mr/mn; no 105 mn Kenitan - 3miHu Wwopo 6e3nekn/eddeKTMBHOCTI Ta peuenmom
y NNAWLi EMHICTIO MeHemKmeHT capmakoHarnsgy. BeegeHHst abo 3MiHM 00 y3aranbHEHUX
125 mn; no 1 nnswui Timiten [aHuX Npo cuctemy dapmakoHarnsgy (BBe4eHHs!
3 MipHOIO FTOXEYKOI y3aranbHEeHNX AaHunxX Npo cucTemy hapmakoHarnsay,
Y KapTOHHil Kopoobui 3MiHa yNnoBHOBaXXeHOI 0cobu, BianoBiganbHoi 3a
3AiicHeHHs hapmakoHarnsgy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHsI
tapmakoHarnagy B YkpaiHi, Ko BOHa BigMiHHa Big
yNOBHOBa)eHOi 0cobu, BignoBigansHoi 3a 34iACHEHHS
dapmakoHarnsaay (BKIoYaum KOHTaKTHI AaHi) Ta/abo
3MiHW y PO3MilLleHHI MacTep-charnna cuctemm
capmakoHarnsgy). 3mMiHa ynoBHOBaXeHoi ocobu
3asiBHMKA, BiANOBIAanbHOI 3a 34iMCHEHHS
dapmakoHarnagy. Hitoya pegakuis: CoTHikoBa CiTnaHa
BiktopieHa. MNponoHoBaHa peaakuis: Cipaxos Irop
OnekcaHapoBuWY.
3MiHa KOHTaKTHMX JaHWX YNOBHOBaXXEHOI 0COOU 3asiBHYKA,
Bi4NoOBIganbHoi 3a 34iMCHEHHS hapMakoHarnsay. 3miHa
MicLie3HaxX0mKEHHS MacTep-anna cuctemm
capmakoHarnsgy Ta horo Homepa. 3MiHa micus
34iINCHEHHA OCHOBHOI OiANbHOCTI 3 dhapmakoHarnsagy.
219, NOCUDOPMIH Ma3b o4Ha 2 %; no 5 YPCA®APM HimeyumnH YPCADAPM HimeyunHa BHECEHHS 3MiH 0 peecTpauinHmx maTtepianis: 3miHu | 3a UA/12755/01/01
r masi y Ty6i; no 1 ApuHanmitten a ApuHanmittens MM6X Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
Ty6i Yy KApTOHHIW b MBX dapmakoHarnsgy. BeegeHHst abo 3MiHM fo y3aranbHeHWX
Kopooui AaHnx npo cuctemMy chapmakoHarnsagy (BBeAeHHs
y3aranbHeHVX AaHnX Npo cucTeMy chapmMakoHarnsay,
3MiHa ynoBHOBaXeHoi ocobu, BianoBiganbHoi 3a
3AiCHEHHs hbapmakoHarnsigy; KOHTakTHOT ocobu 3
dapMakoHarnagy 3asBHUKa Ans 34iNCHEHHs
dapmakoHarnagy B YKpaiHi, SKLWo BOHa BiAMiHHa Bif
YMOBHOBAXEHOi 0cobM, BignoBiganbHOI 3a 30iNCHEHHS
hapmakoHarnsay (BkoYarym KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MiLLeHHi MacTep-darina cucteMm
dapmakoHarnagy) 3miHa KOHTakTHOT 0cobu 3asiBHKKA,
BignosiganeHoi 3a hapMakoHarnsag B Ykpaini. [itova
pepakuis: KynHosuupkuin OcTan. MNponoHoBaHa peaakuis:
LknsipeBnd Irop OnekcaHapoBuy. 3MiHa KOHTAKTHUX
[aHNX KOHTaKTHOT 0cobu 3asBHMKA, BiANOBiAanbHOI 3a
dapmakoHarnag B YkpaiHi
220.| NPECTAPIYM® | TtabneTtku, BKpUTI e PpaHuis ITabopatopii Ceps'e PpaHuis/ BHECEHHS 3MiH 1O peecTpauiiHix maTepianis: 3minu | 3a UA/1901/02/01
10 MI nniBKOBOI JIABOPATYA IHaacTpi, PpaHuis; Ipnangis Tuny - 3MiHK Wwopao G6e3nekn/edeKTUBHOCTI Ta peuenmom
obornoHkoto, no 10 P CEPB'E€ Ceps'e (IpnaHgis) hapmakoHarnsigy. 3miHa y KopoTKili XapakTepucTuui
mr, no 14 a6o no 30 IHpacTpic Ita, nikapcbKkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
TabneTok y IpnaHgis ME[IMYHOro 3aCTOCYBaHHS Ha NiacTasi perynsipHo
KOHTEWHepi ansi OHOBIOBAHOrO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
Tabnetok; no 1 nocnimkeHb 3 6e3nekn 3acToCyBaHHS NiKapcbkoro 3acoby
KOHTenHepy Ans B nicnsipeecTpauinHuii nepioa, abo sk pesynbTaT OLiHKM
TabneTok y kopobui 3BiTY 3 JOCNifXeHb, NpoBeAeHUX BiANOBIAHO 40 NnaHy
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

3 KapTOHY

negiatpuyHnx gocnigxeHs (PIP) (3MiHy y3rogxeHo 3
KOMMETEHTHNM YNOBHOBaXXEHUM OpraHoM) 3MiHM BHECEHO
00 IHCTpyKUii Ans MegnyHoro 3acTocyBaHHS NiKapCbKoro
3acoby no posainy "MobiyHi peakuii" wonao iHpopmauii 3
6e3neky Aitoyoi pevoBMHM NEPUHAONPUIY BiANOBIAHO A0
pekomeHgauin PRAC. BeegeHHs1 3MiH NpoTsirom 6-Tu
MicsuiB nicnst 3aatBepakeHs. 3MiHu | Tuny - 3MiHK Wwoao
6e3neku/edeKkTMBHOCTI Ta hapmakoHarnsgy. 3miHa y
KOPOTKi XapaKTepucTuLi Nnikapcbkoro 3acoby, TEKCTI
MapKyBaHHS! Ta IHCTPYKUii ANS MEAWMYHOro 3aCTOCYBaHHS
Ha MiacTaBi perynsipHO OHOBIIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
3acTocyBaHHSA Nikapcbkoro 3acoby B nicnsipeecTpauiiiuii
nepioa, abo sk pesynbTaT OLiHKM 3BITY 3 AOCNIAXKEHb,
npoBeAeHnX BiANOBIAHO A0 NnaHy negiaTpuyHNX
pocnigpkerb (PIP) (iHwi 3MiHM) 3miHn BHeceHo oo
IHCTPYKUIT ANS MEAMYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby go posainis "lMpoTtunokasaHHs", "OcobnmBocCTi
3acTtocyBaHHA", "B3aemogis 3 iHLWMMK nikapCbKnmm
3acobamu Ta iHWi BMan B3aemogin". BBeaeHHs1 3miH
npoTsarom 6-Tu MicsauiB Nicnsa 3aTBepAXeHs

221,

NPECTAPIYM®
2,5MIr

TabneTkn, BKPUTI
NniBKOBOIO
ob6onoHkoto, no 2,5
mr no 14 a6o no 30
Tabnetok y
KOHTelrHepi Ans
Tabnetok; no 1
KOHTEeViHepy Ans
TabneTok y kopobui
3 KapTOHY

ne
JIABOPATYA
P CEPB'€

dpaHuis

ITaGopaTopii Cepe'e
IHaacTpi, PpaHuis;
Ceps'e (IpnaHgis)

IHpacTpic JTa,
Ipnangis

®paHuis/
Ipnangis

BHECEHHS 3MiH [0 peecTpauiHux maTtepianis: 3MiHu |
Tuny - 3MiHK LWopo 6esnekn/edeKTBHOCTI Ta
apmakoHarnsgy. 3miHa y KopoTKili XxapakTepucTuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLiT Ans
MeOMYHOro 3aCTOCyBaHHSA Ha NiACTaBi perynspHo
OHOBOBAHOrO 3BiTy 3 6e3neku nikapcbkoro 3acoby, abo
JocnimxeHb 3 6e3neky 3acTocyBaHHS Mikapcbkoro 3acoby
B nicnsapeecTpauinHuii nepiof, abo sk pedynbTaTt OLiHKN
3BiTY 3 AOCHiAXXeHb, MpoBeAeHUX BiANOBiAHO A0 NnaHy
nepiaTpuyHux gocnigkeHs (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHNM YNOBHOBaXXEHUM OpraHoM) 3MiHM BHECEHO
00 [HCTPYKLUiT ANa MeAnMYHOro 3aCToCcyBaHHS NikapcbKoro
3acoby go po3sginy "MobiyHi peakuii” wopao iHgopmadii 3
©e3neku 4itlo4oi peyoBNHU NepPUHOONPUIY BiANOBIAHO A0
pekomeHaauii PRAC. BBegeHHs 3MiH npoTsiroM 6-Tu
MicauiB nicns 3atBepmxeHs. 3MiHu | Tuny - 3MiHn Wwopao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnagy. 3miHa y
KOPOTKili XapakTepucTuLi Nnikapcbkoro 3acoby, TeKCTi
MapKyBaHHs Ta IHCTPYKLii Ans MeAUYHOro 3aCTOCYBaHHS
Ha MiacTaBi perynsipHO OHOBIIOBAHOTO 3BITYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3acTocyBaHHs Nnikapcbkoro 3acoby B nicnsipeecTpavinHui
nepioz, abo sk pesynbTaT OLiHKM 3BITY 3 AOCNIOKEHD,
nNpoBeAeHuX BignoBigHO 40 NnaHy negiatpuyHux
pocnimxkeHs (PIP) (iHwi 3MiHK) 3miHW BHeceHo a0
IHCTpYKUIT ANS MEeANYHOro 3aCTOCYBaHHS MikapCbKoro
3acoby Ao posainis "MpoTunokasaHHs", "OcobnueocTi
3acTocyBaHHs", "B3aemogisi 3 iHWMMM NiKapCbKUMM

3a
peuernmom

UA/1901/02/02
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3acobamu Ta iHWi B1uau B3aemopnin". BeeaeHHs 3miH
npoTsArom 6-Tm MicsAUIB NicNs 3aTBepaKeHs
222.| NPECTAPIYM® | Tabnetku, BKpUTI e PdpaHuis JTabopaTopii Cepe'e ®paHuis/ BHECEHHS 3MiH [0 peecTpauinHmux maTtepianis: 3MiHu | 3a UA/1901/02/03
5MIr NniBKOBOO JIABOPATYA IHgacTpi, PpaHuis; Ipnangis Tuny - 3MiHK Wwopao 6eanekn/edekTMBHOCTI Ta peuernmom
obonoHKoto, Mo 5 mr, P CEPB'€ Ceps'e (IpnaHgis) dapmakoHarnsagy. 3MiHa y KopoTKili XapakTepucTui
no 14 a6o no 30 IHpacTpic Jta, nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii aAns
TabneTok y Ipnangis MEAMNYHOro 3aCTOCYBaHHA Ha NiAcTaBi perynspHo
KOHTEWHepi ansi OHOBIOBAHOrO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
TabneTtok; no 1 JocnimxkeHb 3 6e3neky 3acTocyBaHHS NMikapcbKoro 3acoby
KOHTENHepy ans B MicnsipeecTpauiinHmin nepiod, abo sk pe3yrnbTaT OLiHKK
TabneTok y kopobui 3BiTY 3 AOCNiAXEHb, NPOBEAEHMX BiANOBIAHO A0 NnaHy
3 KapTOHY negiatpuyHnx gocnigxeHs (PIP) (3MiHy y3roaxeHo 3
KOMMETEHTHNM YNOBHOBaXXEHUM OpraHoM) 3MiHM BHECEHO
00 IHCTPYKUIi ANs MeanyHOro 3acTocyBaHHS NiKapCbKOro
3acoby no posainy "MobiyHi peakuii" Wwoao iHpopmaLii 3
6e3neku gito4oi peyoBNHU NepuHOONPUIY Bi4NOBIAHO A0
pekomeHaauii PRAC. BBegeHHs 3MiH npoTsirom 6-1u
MicsuiB nicns saatBepakeHs. 3MiHu | Tuny - 3MiHn Wwoao
6e3nekn/ecdeKkTMBHOCTI Ta hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuLj NnikapcbKkoro 3acoby, TeKCTi
MapKyBaHHA Ta iHCTPYKLii ANA MeANYHOro 3acToCyBaHHS
Ha nigcTaBsi perynsipHoO OHOBIOBAHOIO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3acTocyBaHHS nikapcbKoro 3acody B nicnsipeecTpauinHni
nepioa, abo sk pe3ynbTaT OLiHKK 3BiTYy 3 OCIAXEHb,
NpOBeAEHNX BiMNOBIgHO 4O NnaHy negiatpuyHnx
pocnimxeHb (PIP) (iHwi 3MiHn) 3miHn BHeceHo ao
IHCTpYKUIT ANS MeanYHOro 3acToCyBaHHSA MikapCbKoro
3acoby no posainis "MpoTunokasaHHa", "OcobnuBocCTi
3acTtocyBaHHs", "B3aemogis 3 iHWMMM nikapCbKumm
3acobamu Ta iHWi BUAW B3aemogin". BeeaeHHs 3miH
npoTsArom 6-T1 MicsALIB NicNs 3aTBEpKEHS
223.| NYNbMIKOPT cycneHsisi ansi ACTPA3EHEK LLBeuis Actpa3eHeka AB, LLBeuis BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu | 3a UA/5552/01/02
posnuneHHs, 0,5 A Ab LBeuis Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
Mr/mMn no 2 mn B (BUpoGHMLTBO, dapmakoHarnsay. BeegeHHs abo 3MiHM [o y3aranbHeHWX

KOHTelnHepi; no 5
KOHTenHepiB y
KOHBepTi; no 4
KOHBEpTH Y
KapTOHHIl kopobui

KOHTPOIIb SKOCTI Ta
BUNYCK cepii);
Actpa3eHeka Ab,
LLiBewist (koHTpOIb
AKOCTI)

[AaHux nNpo cuctemMy chapMakoHarnsay (BBe4eHHs
y3aranbHeHVX AaHnX Npo cucTeMy chapmMakoHarnsay,
3MiHa ynoBHOBaxeHoi ocobu, BignoBigansHoi 3a
30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHs!
dhapmakoHarnagy B YKpaiHi, SKLo0 BOHa BiAMiHHA Bif
yNnoBHOBaXeHOoI 0cobu, BignoBiaansHoi 3a 3aiNCHEHHS
hapmakoHarnsiay (BKoYarym KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MilLeHHi MacTep-daiina cuctemu
hapmakoHarnsigy) 3miHa KOHTaKkTHOT 0cobu 3asiBHUKA,
BignosiganbHoi 3a hapMakoHarnsag B Ykpaini. Lirova
pepakuis: Mpygies Aennc JmutpoBud. MNMponoHoBaHa
penakuisi: JllebeanHeub €nnsaseta PomaHiBHa. 3miHa
KOHTaKTHMX JaHMX KOHTaKTHOI 0co6W 3asiBHMKA,
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BigNoBiganbHoi 3a dhapMakoHarnag B YKpaiHi.
224, NYNbMIKOPT cycneHsis ons ACTPA3EHEK LBeuis Actpa3eHeka Ab, LLBeuis BHECEHHS 3MiH [0 peecTpauinHmx maTepianis: 3miHu | 3a UA/5552/01/01
po3nuneHHs, 0,25 A Ab LLBeuis TMny - 3MiHK Wopo 6e3nekn/edeKTUBHOCTI Ta peuenmom
Mr/mMn no 2 mn B (BpPOGHULTBO, apmakoHarnagy. BeegeHHst abo 3MiHv [0 y3aranbHeHux
KOHTeWHepi; no 5 KOHTPOIb SKOCTi Ta AaHnx npo cuctemy chapmakoHarnsgy (BBeAeHHs
KOHTENHepIB y BUMYyCK cepii); y3aranbHeHUX AaHunx Npo cucTemy chapmakoHarnsgy,
KOHBepTi; no 4 Actpa3ereka AB, 3MiHa ynoBHOBaXeHOi 0cobw, BianosigansHoi 3a
KOHBEPTU Y LLseuis (koHTponb 3pificHeHHs1 hbapmakoHarnsgy; KOHTakTHoi ocobu 3
KapTOHHiI kopooLi AKOCTI) chapmakoHarnagy 3agBHUKa Ans 30iIMCHEHHA
tapmakoHarnagy B YkpaiHi, Ko BOHa BigMiHHa Big
YMOBHOBaXEHOi 0cOOM, BignoBiganbHOI 3a 30iNCHEHHS
capmakoHarnagy (Bkrovar4m KOHTaKTHI AaHi) Ta/abo
3MiHW y PO3MilLleHHI MacTep-carnna cuctemm
dapmakoHarnagy) 3miHa KOHTakTHOT 0cobu 3asiBHKKA,
BignoBsiganebHOI 3a hapmakoHarnag B Ykpaiti. Jitova
penakuis: Mpyaies Oennc Omutposuy. NponoHoBaHa
pepakuis: NlebegnHeups €nnsaseta PomaHiBHa. 3miHa
KOHTaKTHMX JaHMX KOHTaKTHOI 0cobu 3asiBHUMKA,
BiANOBIganbHOI 3a hapmakoHarnag B YkpaiHi.
225 NYNbMIKOPT NMOPOLLOK ANA AcTtpa3eHeka LLsewis AcTtpa3eHeka Ab Lsewis BHECEHHS 3MiH 0 peecTpauiiHnx matepianis: 3minHu | 3a UA/5552/02/01
TYPBYXAINEP iHranauin, 100 Ab TMny - 3MiHK Wopao 6eanekn/edeKTUBHOCTI Ta peuenmom
Mkr/go3a no 200 pos capmakoHarnsgy. BeegeHHst abo 3MiHM 0O y3aranbHEHUX
y NIacTUKOBOMY OaHuX npo cuctemy dapmakoHarnsaay (BBeAeHHs
iHransTopi; no 1 y3aranbHeHVX AaHnX Npo cucTeMy chapmMakoHarnsay,
iHranaTopy y 3MiHa ynoBHOBaXeHOI 0cobu, BianoBiaansLHoI 3a
KapTOHHIN kopooLi 3AiCHEHHs hbapmakoHarnsgy; KOHTakTHoOI ocobu 3
dapMakoHarnagy 3asBHUKa Ans 34iNCHEHHs
dapmakoHarnagy B YKpaiHi, SKL0 BOHa BiAMiHHA Bif
YMOBHOBAXEHOi 0cobM, BignoBiganbHOI 3a 30iNCHEHHS
hapmakoHarnsiay (BkoYarym KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MilLleHHi MacTep-daiina cuctemu
dapmakoHarnagy) 3miHa KOHTakTHOT 0cobu 3asiBHMKA,
BignosiganeHoi 3a apMakoHarnsag B Ykpaini. [irova
pepaxuis: MNpyaies JeHnc AmuTtposud. NponoHoBaHa
pepakuis: NlebegnHeups €nnsaseTta PomaHiBHa. 3MiHa
KOHTaKTHMX JaHMX KOHTaKTHOI 0cobK 3asiBHYMKA,
BignoBigansHoi 3a dpapMakoHarnag B YKpaiHi.
226.] NYNbMIKOPT NMOPOLLOK ANA AcTtpa3eHeka LLIsewis Actpa3eHeka Ab LLIsewis BHECEHHS 3MiH 1O peecTpauiiHix maTepianis: 3minHu | 3a UA/5552/02/02
TYPBYXANEP iHransauin, 200 ABb Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
MKr/mo3a no 100 gos capmakoHarnsgy. BeegeHHst abo 3MiHM 0O y3aranbHEHUX
y NIacTUKOBOMY [aHuX Npo cuctemy dpapmakoHarnsay (BBeAeHHs
iHransTopi; no 1 y3aranbHeHVX JaHuX Npo cucTeMy chapmMakoHarnsay,
iHransTopy y 3MiHa yNOBHOBaXXEHOT 0CO0M, BiAMOBiAaNbLHOI 3a
KapTOHHiI kopooLi 3AiiCHEeHH: hbapmakoHarnsgy; KOHTakTHoOT ocobu 3
dapmakoHarnagy 3asBHUKa ANns 34iNCHEHHs!
dapmakoHarnagy B YkpaiHi, K0 BOHa BiAMiHHA Bif
YNOBHOBaXXEHOI 0COOU, BiANOBIAaNbHOI 3@ 34iICHEHHS
hapmakoHarnsiay (BKoYarum KOHTaKTHI AaHi) Ta/abo
3MiHW Y pO3MilLleHHi MacTep-gaiina cuctemu
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eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

dapmakoHarnagy) 3miHa KOHTakTHOT 0cobu 3asiBHMKA,
BignoBiganbHoi 3a hapMakoHarnsag B Ykpaini. [irova
pepakuis: Mpyaies Oennc Omutposuy. NponoHoBaHa
penakuis: NlebegnHelpb €nnsaseTta PomaHiBHa. 3miHa
KOHTaKTHMX OAHMX KOHTaKTHOI 0Co6W 3asiBHUKA,
BifgnoBigansHoi 3a dhapmakoHarnag B YKpaiHi.

227.

PAMINPUN-
TEBA

TabneTtku no 2,5 mr
no 10 Tabnetok y

6nictepi; no 3 abo 6
GnicTtepiB y kopobui

TOB "TeBa
YkpaiHa"

YkpaiHa

Mepkne M'mM6X, HimeuunHa
HimeuunHa
(BUPOBHMLTBO
Hepo3dacoBaHoro
NpoAyKTy, A03BIN Ha
BUnyck cepii); Mepkne
MM6X, HimeuunHa
(nepBuHHa Ta
BTOPWHHA yNaKkoBKa,
KOHTPOIb SIKOCTi)

BHECEHHS 3MiH A0 peecTpauiiHux maTepianis: 3minu |
Tmny - 3MiHn 3 axocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BiaNnoBiaHOCTI €BpONEnChbKin
dapmakonei/MoHorpadii. NMogaHHsA HoBoro abo
OHOBJIEHOrO cepTudikaTa BignoBigHOCTi abo BUNyYeHHs
cepTudikaTa BignoBigHoOCTIi €BponeWnchkin dhapmakonei:
ons A®l; ons BuxigHoro matepiany/peareHTy/NPoMibKHOro
NpPOAYKTY, LLIO BUKOPUCTOBYIOTLCS Yy BUPOOHMLTBI ADI; Ans
[OMOMDKHOI peqoBUHM (cepTudikaT BianoBiaHOCTI
€Bponecbkin dapmakonei) - OHoOBNEHU cepTudikart Big
yXe 3aTBEpAXEHOro BUpobHuKa -
noJaHHsi OHOBMEHOrO cepTudikaTa BignoBigHOCTI
€Bponevickkin hapmakonei R1-CEP 2003-026-Rev 03
(3aTBepaeHuin: R1-CEP 2003-026-Rev 02) Big Bxe
3aTBepakeHoro BupobHuka Zhejiang Huahai
Pharmaceutical Co., LTD., China gns A®I| paminpun
30KpeMa: 4oAaHO 3BiT YNpaBriHHA pU3nkamu LWoao
enemMeHTHuX gomiwok y signosigHocTi 3 ICH Q3D;
npuBeeHHs cneuundikauii Ta MmeToauku BUNpobyBaHHs 3a
nokasHukom “EnemeHTapHi gomiwku. MNanagin” oo
matepianis BUpobHuKa (3ByxeHi mexi 3 NMT 20 ppm Ha
NMT 10 ppm; meToauka BunpobysaHHs 3 AAS Ha ICP-
MS).

3a
peuernmom

UA/16689/01/01

228,

PAMINPUN-
TEBA

TabneTkn no 5 mr no
10 TabneTok y
onictepi; no 3 abo 6
GnicTepiB y kopobui

TOB "TeBa
YkpaiHa"

YkpaiHa

Mepkne 'm6X, HimeuunHa
HimeuunHa
(BMpPOBHMLTBO
Hepo3acoBaHOro
NpoAYyKTY, [O3BIN Ha
BUNyck cepii); Mepkne
MBX, HimeuunHa
(nepBuHHa Ta
BTOPWHHA YNaKoBKa,
KOHTPOMb SKOCTi)

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu |
Tmny - 3MiHn 3 axocTi. CepTudikaT BignosigHocTi/lE-
cepTudikar BiANOBIAHOCTI €EBpONENChKIN
apmakonei/moHorpadii. NMoaaHHsA HoBoro abo
OHOBMEHOro cepTudikaTa BignoBigHOCTI abo BUMyYeHHs
cepTudikaTa BiANoBiAHOCTI €Bponewchbkin dapmakonei:
ans A®l; onsa BuxigHoro matepiany/peareHTy/npoMixKHOro
NpPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOGHULTBI ADI; Ana
[OMOMIXXHOI peqyoBUHU (cepTudikaT BignoBigHOCTI
€Bponelicbkiit hapmakonei) - OHoBMNeHW cepTudikaT Big,
y>Xe 3aTBeppKeHOro BUpPobHuMKa -
nofaHHsi OHOBIEHOro cepTudikara BiAnNoBiAHOCTI
€sponevicbkinn dpapmakonei R1-CEP 2003-026-Rev 03
(3aTtBepaeHuit: R1-CEP 2003-026-Rev 02) Big Bxe
3aTBepakeHoro BupobHuka Zhejiang Huahai
Pharmaceutical Co., LTD., China gns A®| paminpun
30Kpema: AoAAaHO 3BiT YNPaBniHHA pU3nMKkaMu LLoA0
enemMeHTHUX aoMiwok y BignosigHocTi 3 ICH Q3D;
npuBefeHHs cneuudikauii Ta MmeToauku BUNpobyBaHHs 3a
nokasHukom “EnemeHTapHi gomiwku. MNanagin” go

3a
peuernmom

UA/16689/01/02
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
maTepianis BUpobHuka (3ByxxeHi mexi 3 NMT 20 ppm Ha
NMT 10 ppm; meToauka BunpobysaHHs 3 AAS Ha ICP-
MS).
229 PAMINPUN- Tabnetku no 10 mr TOB "Tesa YkpaiHa Mepkne M'mM6X, Himeuunna BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu | 3a UA/16689/01/03
TEBA no 10 TabneTok y YkpaiHa" HimeyvunHa Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTi/lE- peuernmom
6nictepi; no 3 abo 6 (BUPOBHMLTBO cepTudikaT BianoBiaHOCTI €BpONENChKin
6nictepis y kopobui HeposdacoBaHoro chapmakonei/moHorpadii. NMogaHHa HoBoro abo
npoaykTy, AO3BIN Ha OHOBIIEHOTO cepTudikaTa BiANoBiAHOCTI abo BUMyYEHHS
BUnyck cepii); Mepkne cepTudikaTta BignoBigHOCTI €Bponenchkin dhapmakonei:
'M6X, HimeyunHa onsa A®l; ons BuxigHoro matepiany/peareHTy/NpoMibKHOro
(nepBuHHa Ta NpPOAYKTY, LLIO BUKOPUCTOBYIOTLCS Yy BUPOOHMLTBI ADI; Ans
BTOPMHHA yNakoBKa, [OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
KOHTPOIb SIKOCTi) €Bponecbkin dapmakonei) - OHOBNEHU cepTudikart Big
yXe 3aTBEPAXEHOro BUpobHUKa -
noAaHHsi OHOBMEHOrO cepTudikaTa BignoBigHOCTI
€Bponevickkin hapmakonei R1-CEP 2003-026-Rev 03
(3aTBepaeHuin: R1-CEP 2003-026-Rev 02) Big Bxe
3aTBepakeHoro BMpobHuka Zhejiang Huahai
Pharmaceutical Co., LTD., China gns A®I| paminpun
30KpeMa: 4oAaHO 3BiT yNpaBsriHHA pu3nKkamu LLoAo
eneMeHTHUX gomiwok y BignosigHocTi 3 ICH Q3D;
npuBeAeHHs cneumdikauii Ta MeToaukm BUNpobyBaHHs 3a
nokasHukom “EnemenTtapHi gomiwkw. Managin” go
matepianis BUpobHuka (3ByxeHi mexi 3 NMT 20 ppm Ha
NMT 10 ppm; meToguka BunpobysaHHs 3 AAS Ha ICP-
MS).
230., PEMABIP kancynu no 100 mr; AT INaTBis AT "OnanHdapm” IaTBis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny 6es UA/3777/03/01
no 10 kancyn y "OnanHdapm” - 3MiHK 3 gKocTi. FoToBUIA Nikapcbkuii 3acit. 3miHu y peuenma
6nictepi; no 1 abo 3 BUPOBHMUTBI. 3MiHM Yy NpoLeci BUpOOGHMLTBA rOTOBOIO
Gnictepu y navui nikapcbKkoro 3acoby, BKIOYa4y NPOMiXKHUIA MPOAYKT, WO
KapTOHHIN 3aCTOCOBYETHLCS NMPU BUPOBGHULITBI FOTOBOrO NiKapCbKOro
3acoby (iHwi 3MiHK) - BHeceHHs 3miH y npouec
BUpOoGHMUTBa [T13, 30Kpema: NOJOBXEHHSI TEPMiHY
36epiraHHst Hepo3dacoBaHOro NPOAYKTY (Hepo3dacoBaHi
Kancynu) go 6 micsiuis
231 PE®AKTO A®D niogpinizat ans Mdpanzep CLUIA BUPOGHMLTBO Icnanis/ BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHu | Tuny 3a UA/15929/01/01
po34nHy Ans Eny.Ci.Mi. nioginisaty 3a HimeuunHa - 3miHu 3 gKkocTi. FoToBUIA nikapcbkuii 3acid. KoHTpornb peuernmom
iH ekuin no 250 MO, KopropeniuH NMOBHUM LIMKITOM; roTOBOro Nikapcbkoro 3acoby. 3miHa y meTogax
1 donakoH 3 KOHTPOSb SIKOCTI BUNPOoBYBaHHS rOTOBOrO NikapCbKoro 3acoby (iHLWi 3MiHW y
nioginizatom y PO34MHHUMKA (OKpiM mMeToAax BunpobysaHb (BKMoYa4uun 3amiHy abo
KoMnnekTi 3 1 DOCHIDKEHHS CUnu [OMOBHEHHS)) 3anpoBaAXeHHs1 HOBOro poboyoro
nonepegHLo TepTs NOPLUHS), ctaHpapty edektuBHocTi (WPS) ans Pedakto AD, sikuii
HanoBHEHUM BTOPWHHE MNaKyBaHHS BMKOPUCTOBYBaTMMETLCS [iNs TECTYBAHHSA €(PEKTUBHOCTI
LUINpULIOM 3 PO34MHHMKA Y Habip 3 nikapcbkoro 3acoby siK y orakoHi, Tak i y ABOKaMepHUX
PO3YMHHMKOM MO 4 npenapaTom; LWNpuULeBmMxX nikapcbkux popmax. 3MiHu | Tuny - 3miHu 3
M (HaTpito xnopwva BiAMoBiganbHUiA 3a skocTi. A®I. Kontponb A®I. 3miHa y meTopax
(9 mr/mn), BOga ansi BUMYCK Cepii: BunpobyBaHHsA APl abo BMXigHOrO MaTepiany/npomMiKHOro
iH ekuin), 1 Baet ®apma C.A., npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLECI
afanTepoM Ans IcnaHis BMpo6HMUTBa ADI (iHLWi 3MiHM y MeToAax BUNpobyBaHHSA
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cnakoHy, 1
cMCTEMOLO Anst
iHdy3ii, 2
TamnoHamu 3i
cnupTtom, 1
nnactmpem Ta 1
MapreBot
noayLLEYKO B
KapTOHHiI kopooLi

anbTepHaTMBHa
nabopatopis ans
TeCTyBaHHs
npenapary 3a
NOKa3HWMKOM
"CTepunbHICcTb":
JlabopaTopia bionab,
C.J1., IcnaHis
BUPOBHMLTBO
PO34YMHHIKKE B
LUNpYLUaXx, KOHTPOIb
AKOCTi PO34YMHHUKA:
BeTttep dapma-
PepTuryHr N'm6X & Ko.
Kl , HimewunHa
BUPOBHMLTBO
PO34MHHWKa B
Lnpuuax, KOHTpoIb
SIKOCTi PO34YMHHMKaA
(okpim gocnigpkeHHs
repMeTUYHOCTI):
BeTttep dapma-
PepTuryHr N'm6X & Ko.
KI", Himewunna
Bi3yanbHWUA KOHTPOIb
PO3YMHHMKA, KOHTPOIb
SIKOCTi PO34YMHHMKA
(okpim gocnimKeHHst
repMeTUYHOCTI, CUnn
TepTs NOpLUHSA):
Bettep ®apma-
PepTuryHr N'm6X & Ko.
KI', HimevdmHa
Bi3yanbHWUA KOHTPOIb
PO3YMHHMKA, KOHTPOIb
SIKOCTi PO34YMHHMKA
(mocnigxeHHs
repMeTUYHOCTI, CUnu
TepTH NOpLUHSA)):
Bettep ®apma-
PepTuryHr Nm6X & Ko.
Kl , HimeyynHa

(Bkntovatoum 3amiHy abo gonoBHeHHs ) APl abo
BWXiAHOrO/MPOMIXKHOIro NPOAYKTY) 3anpoBaiXeHHS HOBOTO
poboyoro ctaHgapty edektusHocTi (WPS) ans Pedakto

A, 5K BUKOPUCTOBYBaATUMETLCH AN TECTYBaHHS
edeKTUBHOCTI Ail04O0T PEHOBUHN.

232,

PE®AKTO A®

niodpinizat ans
pO34MHy Ans

iH ekuin no 500 MO,
1 donakoH 3
nioginizatom y
KOMMAeKTi 3 1
nonepegHLo

Mdpansep
Eny.Ci.Mi.
KopriopeniuH

CLA

BUPOGHULTBO
niocpinizaty 3a
MOBHWUM LMKIIOM;
KOHTPOMb AKOCTi
PO34MHHWMKA (OKpIM
AOCNIMKEHHS cunm
TepTs NOpLUHS),

IcnaHis/
Himeyuunna

BHECEHHS1 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny
- 3miHu 3 gKkocTi. FoToBUIA nikapcbkuii 3acid. KoHTpornb
roToBOro fikapcbkoro 3acoby. 3miHa y meTofax
BUNpPOoBYBaHHS rOTOBOrO NiKapCbKOro 3acoby (iHLWi 3MiHU y
mMeTofax BunpobysaHb (BKMoya4uun 3amiHy abo
[OMOBHEHHST)) 3anpoBagKeHHS1 HOBOrO po6oyoro
ctaHpapty edpektusHocTi (WPS) ans Pedakto A, sikuit

3a
peuenmom

UA/15929/01/02
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[TponoBkeHHs noaarka 3

Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
HanoBHEHUM BTOPWHHE NaKyBaHHS BMKOPWCTOBYBaTUMETLCS AN TECTyBaHHS €(DEKTUBHOCTI
LUNPULIOM 3 pO34MHHMKa y Habip 3 nikapcbkoro 3acoby ik y chnakoHi, Tak i y ABOKaMEpPHMX

PO34YMHHKKOM Mo 4
M (HaTpito xnopug
(9 mr/mn), BOAa Anst
iH ekuin), 1
agantepom Ans
dnakoHy, 1
cMCTEMOLO Ans
iHdy3ii, 2
TamnoHamu 3i
cnmpTom, 1
nnactupem Ta 1
MaprieBo
noayLLEYKOIO B
KapTOHHiI kopooLi

npenapartom;
BignoBiganbHUN 3a
BMNYCK cepii:
Baet ®apma C.A.,
Icnanis
anbTepHaTMBHa
nabopatopis gns
TeCTyBaHHs
npenapary 3a
NOoKa3HUKOM
"CTepunbHICcTb":
JlabopaTopis bionab,
C.J1., IcnaHis
BUPOBHMLTBO
PO3YMHHWKE B
Lnpuuax, KOHTpoIb
AKOCTi PO34YMHHUKA:
Bettep ®apma-
depTuryHr 'mM6X & Ko.
KI', HimevdmHa
BMPOBHMLTBO
PO34YMHHIKKA B
Lunpuuax, KOHTpoIb
SIKOCTi PO34YMHHMKA
(okpim gocnimKeHHst
repMeTUYHOCTI):
Bettep ®apma-
PepTuryHr Nm6X & Ko.
Kl , Himewunna
Bi3yanbHWI KOHTPOIb
PO34YMHHUKA, KOHTPOIb
SIKOCTi PO34YMHHMKA
(okpim gocniopkeHHs
repMeTUYHOCTI, CUnn
TepTs NOpLUHSA):
Bettep ®apma-
PepTuryHr Nm6X & Ko.
K", Hime4unHa
Bi3yarnbHWI KOHTPOIb
PO34YMHHUKA, KOHTPOIb
SIKOCTi PO34YMHHUKA
(BocnioxeHHs
repMETUYHOCTI, CUIK
TepTs NOpLUHS)):
Bettep ®apma-
PepTuryHr Nv6X & Ko.
Kl , HimeyunHa

LWNpuLeBmMx Nikapcbkux popmax. 3miHum | Tuny - 3miHm 3
skocTi. A®I. KoHTponb A®I. 3miHa y meTogax
BMNpobyBaHHs APl abo BuxigHOro MaTtepiany/npoMiKHOro
npoaykTy/peareHTy, WO BUKOPUCTOBYETLCS Y MPOLECI
BMpobHMuTBa ADI (iHWi 3MiHM Yy MeTogax BUNpobyBaHHS
(Bkntoyatoum 3amiHy abo gonosHeHHs) APl abo
BVXi4HOro/NMpoMiXKHOro NPoAYyKTY) 3anpoBaXXeHHs HOBOTO
poboyoro ctaHgapty edektusHocTi (WPS) ans Pedakto
AD, SKMIN BUKOPUCTOBYBaTUMETBCH ANSA TECTYBaHHS
e(PeKTUBHOCTI 40401 pEYOBUHM.
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[TponoBkeHHs noaarka 3

Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
233.| PE®AKTO A® niocpinizat ans Mdparizep CWA BUPOBHMLTBO Icnanis/ BHECEHHS1 3MiH JO peecTpauiiHuX maTtepianis: 3miHu | Tuny 3a UA/15929/01/03
po34nHy ans Eny.Ci.Mi. nioginizaty 3a HimeuunHa - 3MiHK 3 sikocTi. FoTOBWMI Nikapcbkuid 3acit. KoHTponb peuenmom
iH ekuin no 1000 KopropenLuH NMOBHUM LIMKIOM; roTOBOro Nnikapcbkoro 3acoby. 3miHa y meTogax

MO, 1 dpnakoH 3
nioginizatom y
KOMMmekTi 3 1
nonepegHL0
HamnoBHEHUM
LUNPULIOM 3
PO34YMHHKKOM Mo 4
M (HaTpito xnopva
(9 mr/mn), Boga ans
iH ekuin), 1
afanTepom Ans
cnakoHy, 1
cMcTeMoto ans
iHdpya3ii, 2
TamnoHamu 3i
cnmpTom, 1
nnactvpem Ta 1
MapreBo
noayLLEYKOIO B
KapTOHHiIN kopobui

KOHTPOMb SIKOCTI
PO34UHHMKA (OKpIM
DOCTiIKEHHS UK

TEPTS NOPLUHSA),

BTOPWHHE NaKyBaHHS
pPO34MHHUKA Y Habip 3
npenapartom;
BiAnoBiganbHWM 3a
BUMYCK Cepil:
Baet ®apma C.A.,
Icnanis
anbTepHaTMBHa
nabopatopis gns
TECTyBaHHS
npenapary 3a
NOoKa3HUKOM
"CTepunbHICcTb":
JlabopaTopisa bionao,
C.J1., IcnaHis
BMPOBHMLTBO
PO34YMHHIKKA B
Lunpuuax, KOHTpoIb
AKOCTi PO34YMHHUKA:
Bettep ®apma-
PepTuryHr Nm6X & Ko.
KI, HimeuunHa
BUPOGHMLTBO
PO34YMHHWMKA B
LUNpYLUax, KOHTPOIb
SIKOCTi PO34YMHHMKA
(okpim gocnimKeHHst
repMeTUYHOCTI):

Bettep ®apma-

PepTuryHr Nm6X & Ko.
KI , HimeuunHa
Bi3yanbHWI KOHTPOIb
PO34YMHHUKA, KOHTPOIb
AKOCTi PO3YMHHMKA
(okpim gocnigpkeHHs
repMeTUYHOCTI, cunu

TepTH NOPLUHSA):

Bettep ®apma-

PepTuryHr Nm6X & Ko.
KI, HimeuunHa
Bi3yarnbHWI KOHTPOIb
PO34YMHHUKA, KOHTPOIb

BMNPOOYBaHHSA rOTOBOIO NikapCbKoro 3acoby (iHWwi 3MiHK y
mMeToAax BUNpobyBaHb (BKMOYao4mn 3aMiHy abo
[OMOBHEHHS)) 3anpoBag)XeHHs1 HOBOro pobo4oro
ctangapTy edektuHocTi (WPS) gns Pedakto AP, skuii
BUKOPWUCTOBYBATUMETLCS A1 TECTYBaHHSI €(DEKTUBHOCTI
nikapcbkoro 3acoby sk y hrakoHi, Tak i y ABOKaMepHMX
LWnpuLeBmx Nikapcbkux popmax. 3miHum | Tuny - 3miHm 3
akocTi. A®Il. Kontponb A®I. 3miHa y meTopax
BunpobyeaHHsA APl abo BMXigHOrO MaTepiany/npomMikHOro
NpoaykTy/peareHTy, WO BUKOPUCTOBYETLCS Y MPOLECI
BMpoGHMUTBa ADI (iHLWi 3MiHM y MeToAax BUNpobyBaHHSA
(Bkntovatoum 3amiHy abo gonoBHeHHs) APl abo
BVXi4HOro/NMpoMiXKHOro NPoAYyKTY) 3anpoBaXXeHHs HOBOrO
poboyoro craHgapty edektusHocTi (WPS) ans Pe®akro
A, 5K BUKOPUCTOBYBATUMETBCS AN TECTYBaHHS
e(PeKTUBHOCTI 40401 pEYOBUHM.
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[TponoBkeHHs noaarka 3

Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
SIKOCTi PO34YMHHMKA
(mocnigxeHHs
repMeTUYHOCTI, CuUnu
TEepPTs NOPLUHS)):
Bettep ®apma-
depTuryHr 'm6X & Ko.
KI", HimeyunHa
234 PE®AKTO A® nioginizat Ans Mdpanzep CLUA BMPOBOHMLTBO Icnanis/ BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3MiHu | Tuny 3a UA/15929/01/04
PO34mMHY Ans Eny.Ci.Mi. nioginisaty 3a HimevuunHa - 3MiHM 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb peuenmom
iH ekuin no 2000 KopropenLuH NMOBHUM LMKIOM; roTOBOro Nnikapcbkoro 3acoby. 3miHa y meTogax

MO; 1 dpnakoH 3
nioginizatom y
KomMnnekTi 3 1
nonepegHLo
HanoBHEHUM
LLINPULIOM 3
PO34YMHHMKOM MO 4
Mn (HaTpito xropug
(9 mr/mn), Boga ans
iH ekuin), 1
agantepom Ans
cnakoHy, 1
cucTemoro Ans
iHdys3ii, 2
TamnoHamu 3i
cnupTtom, 1
nnactmpem Ta 1
MapreBot
NoAyLLEYKO B
KapTOHHiI kopobui

KOHTPOMb SKOCTI
PO34MHHWMKA (OKpIM
OOCTiIKEHHS UK

TepTH NOPLUHS),

BTOPWHHE NaKyBaHHS
pPO34MHHUKA Y Habip 3
npenapaTowm;
BignoBiganbHUN 3a
BUMYCK Cepil:
Baet ®apma C.A.,
Icnanis
anbTepHaTMBHa
nabopartopis ans
TeCTyBaHHs!
npenapary 3a
MOKa3HUKOM
"CTepunbHicTb":
JNabopaTopis bionab,
C.J1. Icnanis
BUPOGHMLTBO
PO34YMHHIMKA B
LUNpYLUax, KOHTPOIb
SIKOCTi PO34YMHHUKA:
Bettep ®apma-
PepTuryHr N'm6X & Ko.
KI', HimevdmHa
BUPOGHMLTBO
PO3YUHHNMKaE B
Lnpuuax, KOHTPoIb
SIKOCTi PO34YMHHMKA
(okpim gocnigpkeHHs
repMeTUYHOCTI):

Bettep ®apma-

PepTuryHr Nm6X & Ko.
Kl , Himewunna
Bi3yanbHWIA KOHTPOIb
PO34YMHHUKA, KOHTPOIb
SIKOCTi PO34YMHHUKA
(oKpimM OocnimKeHHst

BMNPOOYBaHHSA rOTOBOTO NiKAPCLKOro 3acoby (iHLWi 3MiHN Y
MeTogax BMnpobyBaHb (BKMOYaro4mn 3amiHy abo
[OMOBHEHHS)) 3anpoBad)XeHHs1 HOBOro po6o4oro
ctaHpapty edektunsHocTi (WPS) ana Ped®akto AP, axkun
BMKOPWUCTOBYBATUMETLCS AN TECTyBaHHsSI €(DEKTUBHOCTI
nikapcbkoro 3acoby sk y prakoHi, Tak i y ABOKaMepHMX
LUNpULEBMX Nikapcbknx popmax. 3MiHm | Tuny - 3miHum 3
skocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BunpobyeaHHsA APl abo BMXigHOrO MaTepiany/npomMiKHOro
npoayKTy/peareHTy, WO BUKOPUCTOBYETLCS Y MPOLEC
BMpobHMuTBa ADI (iHWi 3MiHM Yy MeTogax BUNpobyBaHHS
(Bkntovatoum 3amiHy abo gonoBHeHHs) APl abo
BVXiAHOrO/MPOMIXKHOrO NPOAYKTY) 3anpoBaiXXeHHS HOBOTO
poboyoro ctaHgapTy edektuHocti (WPS) ana Pedakto
AD, KM BUKOPUCTOBYBATUMETLCH A4S TECTYBAHHS
edeKTUBHOCTI Ail040i PEYOBUHW.
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[TponoBkeHHs noaarka 3

Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
repMeTUYHOCTI, Cunu
TepTs NOpLUHSA):
BeTttep ®apma-
depTuryHr 'm6X & Ko.
KI, HimeuunHa
Bi3yanbHUN KOHTPOMb
PO34YMHHUKA, KOHTPOIb
AKOCTi PO34YMHHMKA
(BocnigpxeHHs
repMeTUYHOCTI, Cunu
TepTH NOpLUHSA)):
Bettep dapma-
depTuryHr 'm6X & Ko.
Kl , HimeuynHa
235.| PE®AKTO A® nioginizat gns Mdansep CWA KOHTPOMb AKOCTi Npn Icnanis/ BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis: 3MmiHu | Tuny 3a UA/15929/01/05
PO34MHY Ans Eny.Ci.Mi. BUMYCKY Cepin Ta npun HimevuunHa - 3MiHM 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTporb peuenmom
iH ekuin no 3000 KopropeniuH DOCHigKEHHi roToBOro nikapcbkoro 3acoby. 3miHa y meTogax
MO; 1 nonepegHLO cTabinbHocTi, BMNPOOYBaHHS rOTOBOIO NikapcbKoro 3acoby (iHLWwi 3MiHW y
HanoBHEHUIA LLNPUL MapKyBaHHs1, mMeToAax BunpobyBaHb (BKkMoYaum 3amiHy abo
i3 nioginizatom y BTOPWHHE NaKyBaHHS, [AOMOBHEHHS)) 3anpoBafXeHHS HOBOro poboyoro
BEPXHill kamepi Ta BUMYCK cepii: ctangapTy edektuHocTi (WPS) gns Pedakto AP, skuin
PO34MHHKKOM Mo 4 Baet ®apma C.A., BMKOPWCTOBYBaTUMETLCS AN TECTyBaHHsSI €(DEKTUBHOCTI
MIT Yy HWXHI kamepi, Icnanis nikapcbKkoro 3acoby 5K y dorakoHi, Tak i y ABOKaMepHUX
1 WTOK nopLuHs, 1 BUPOBHMLTBO LNpuULeBmnX nikapcbknx cpopmax. 3MiHu | Tuny - 3miHm 3

cuctema ans
iHdpy3ii, 2 TamnoHn
3i cnupTom, 1
nnactup, 1 mapnesa
nogyleyka Ta 1
KOBMa4oK y
KapTOHHiI kopobui

nikapcbkoro 3acoby,
Bi3yanbHWI KOHTPOIb
nikapcbkoro 3acoby,
KOHTPOMb AKOCTI:
Bettep ®apma-
PepTuryHr Nm6X & Ko.
K", HimewuunHa
Bi3yarnbHWI KOHTPOIb
nikapcbkoro 3acoby,
KOHTPOMb AKOCTI
nikapcbkoro 3acoby:
Bettep ®apma-
PepTuryHr N'm6X & Ko.
KI , HimeuunHa
Bi3yanbHWUIA KOHTPOIb
nikapcbkoro 3acoby,
KOHTPOMb SIKOCTI
nikapcbkoro 3acoby:
Bettep ®apma-
PepTuryHr Nm6X & Ko.
K", Hime4unHa
Bi3yanbHWIA KOHTPOIb
nikapcbkoro 3acoby:
Bettep ®apma-
PepTuryHr N'm6X & Ko.

sikocTi. A®I. KoHTtponb A®I. 3miHa y meTopax
BunpobyBaHHA APl abo BMXiAHOrO MaTepiany/npoMiKHOro
NpOAYKTY/peareHTy, Lo BUKOPUCTOBYETLCS Y NPOLIECi
BMPOGHMUTBa ADI (iHLWi 3MiHM y MeToAax BUNPOOyBaHHS
(Bkrtovatoum 3amiHy abo gonosHeHHs) AD| abo
BWXiZHOTO/MPOMIDKHOTO NMPOAYKTY) 3anpoBaXeHHs1 HOBOrO
poboyoro ctaHgapTy edektusHocti (WPS) ana Pedakto
AD, SKMIN BUKOPUCTOBYBaTUMETLCH ANSA TECTYBaHHS
edEeKTUBHOCTI Ail04OI PeHOBUHM.
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[TponoBkeHHs noaarka 3

Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KI", HimeyunHa
236.] PUTMOKOP® Kancynu; no 12 TOB YkpaiHa TOB "®apmaueBTuyHa YkpaiHa BHECEHHS 3MiH 4O peecTpauiiHiX maTepianis: 3MiHu | Tuny bes UA/3122/01/01
kancyn y 6nictepi; "dapmaueBTn KoMnaHisi "®apKoC" - 3MiHu 3 sikocTi. FoTOBMIA Nikapcbkuii 3acio. Cuctema peuenma
no 4 abo 5 6nictepiB | 4Ha KOMMaHis KOHTeNHep/3akynoptoBarnbHUi 3aci6. 3MiHa po3mipy
y nasui; no 12 "®apKoC" yNaKoBKW roTOBOTO fikapCbKoro 3acoby (3miHa KinbKocTi
Kancyn y 6nictepi OAMHWLL (Hanpwvknag TabneTok, amnyrn TOLWo) B yNakoBLyi:)
- 3miHa no3a Adiana3oHoM 3aTBEpPAXEHNX PO3MIpIB
ynakoBK1. BHeCeHHs1 anbTepHaTMBHOrO NaKyBaHHs
nepBuHHOI ynakoBku Ne 12 kancyn (6e3 BTOPUHHOT
ynakoBku) — no 1 6nictepy 6e3 BknagaHHsA y BTOPUHHY
yNakoBKy, 3 BiANOBIAHUMM 3MiHamu B p. «Ynakoska» MKA
J13. MNepBuHHMIA NakyBanbHUA MaTepian He 3MiHUBCS.
3MiHM BHECeHi B iHCTPYKL0 AN MEAUYHOIO 3aCTOCYBaHHS
nikapcbKkoro 3acoby y po3ain "Ynakoska", Ak Hacnigok
nosiBa anbTePHaTUBHOIO TEKCTY MapKyBaHHSA NEPBUHHOI
ynakoBku Ne10 (6e3 BTOPUHHOI).
237 PIHFTEPA PO34uH ANS iHAY3in, TOB YkpaiHa MAT "Tanuudpapm” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny 3a UA/18296/01/01
NAKTAT no 200 mn a6o no "APTEPIYM - 3MiHuM 3 sikocTi. FoToBMIA Nikapcbkuii 3aci. CTabinbHICTb. peuenmom
PO34UH 400 mn y nnswkax nTa" 3MiHa y TepmiHax npuaaTHOCTi abo ymoBax 36epiraHHs
CKINSIHMX (dprakoHax) rOTOBOrO MiKapCbKOro 3acoby (36inbLUeHHSA TEPMiHY
nNpuAaTHOCTI rOTOBOrO fikapcbkoro 3acoby) - [1na ToproBoi
ynakoBKM (NiATBEPAKYETLCSH AaHUMU pearibHOro Yacy) -
36inbLUEeHHS TepMiHY NPUAATHOCTI FOTOBOrO MiKAPCLKOro
3acoby (3aTBepAKEHO: TEPMiIH NPUAATHOCTI 2 POKU;
3anpornoHOBaHo: TEPMiH NpuaaTHocTi 3 pokun). BBeaeHHs
3MiH NpPOTArom 6-TM MicsLIB Nicnsi 3aTBEPAKEHHS
238./ POKCULE® MOPOLLIOK ANsi AHTUBIOTUK PymyHis BTOPUHHE NaKyBaHHs, PymyHis/ BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHu | TUny 3a UA/18774/01/01
PO34UHY ANS iH'eKuin M CA TECTYBaHHs, BUMYCK Kurtawn - AgmiHicTpaTuBHI 3MiHW. 3MiHa Ha3BW nikapcbKoro 3acoby peuernmom
abo iHdysin 1,5 r; no cepii: - 3MiHM BHECEHi LLI0A0 Ha3BK MikapcbKoro 3acoby.
1 abo 10 chnakoHiB y AHTUBIOTUKN CA, 3atBepaxeHo: LEQYPOKCKMM (CEFUROXIME)
KapTOHHIN nayui PymyHis; B3anponorosaHo: POKCULIE® (ROXICEF) BeegeHHs 3MiH
BUPOBHMLTBO, NPOTArom 6-Tu MiCSILIB 3 ATV 3aTBEPOXKEHHS
nepBuHHe Ta
BTOPVHHE NaKyBaHHS:
CiHodbapm XKutoH
(LeHbwkeH)
dapmacktotukan Ko.,
Nta., Kutan
239.| CEPOKBEIJb TabneTtkn, BKpUTI AcTtpa3eHeka Benuka BUPOGHMK "in bulk™: CLIA/ BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 3miHu | Tuny 3a UA/2535/02/02
XR NniBKOBOI IOK NMimiten BpuTaHis Actpa3eHeka Benuka - 3MiHN Wwopo 6e3nekn/edPeKTBHOCTI Ta peuenmom
o60onoHKot, dapmacbtotukanc J1rl, BpuTaHis dapmakoHarnsgy. BeeaeHHst abo 3MiHM 4o y3aranbHeHUX
MPOSIOHroBaHoI A, CLUA; BUpOGHUK, AaHuX npo cuctemy chapmakoHarnsagy (BBeAeHHs
no 200 mr; no 10 BignoBigansHWiM 3a y3aranbHeHUX AaHuX Npo cuctemMy dhapmakoHarnsgy,
TabneTok y 6nictepi; nakyBaHHs Ta BUNYCK 3MiHa ynoBHOBaXeHoi ocobu, BianoBiganbHoi 3a
no 6 Gnictepis y cepii: AcTpa3eHeka 3AiNCHEHHSA hapMaKoHarnsay; KOHTakTHOi ocobu 3
KapTOHHiIN kopooLi IOK Nimiten, Benvka dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHSI
BpuTaHis dapmakoHarnagy B YkpaiHi, SKLWo BOHa BiAMiHHa Big
YNOBHOBaXXEHOI 0CO0U, BiANOBIgaNbHOI 3a 34iCHEHHS
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[TponoBkeHHs noaarka 3

Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
dapmakoHarnagy (Bkrovarymn KOHTaKTHI AaHi) Ta/abo
3MiHW Y pO3MilLleHHI MacTep-caiina cuctemu
dapmakoHarnagy). 3MiHa KOHTaKTHOI 0cobu 3asiBHYMKA,
BignoBiganeHoi 3a hapMakoHarnsg B Ykpaini. [iroya
pepakuis: Mpyaies Aennc Jmutposund. MNMponoHoBaHa
penakuis: NlebeguHelb €nnsaseta PomaHiBHa.
3MiHa KOHTaKTHMX AaHWX KOHTaKTHOI 0cOBU 3asiBHUKA,
BignoBiganbHoi 3a dhapMakoHarnsig B YkpaiHi
240.| CEPOKBE/b TabneTkn, BKpUTI AcTtpa3eHeka Benwka BUPOGHMK "in bulk™: CLUA/ BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3miHu | Tuny 3a UA/2535/02/03
XR nniBKOBOK IOK Nimiten BputaHia AcTtpa3eHeka Benuka - 3MiHN Wwopno G6e3nekn/eddeKkTUBHOCTI Ta peuenmom
060roHKo, dapmacbtotukanc 1, Bputanis dapmakoHarnsay. BeegeHHs abo 3MiHuM fo y3aranbHeHuX
NPOSIOHroBaHoI Aji, CLA; BMPOGHUK, [aHuX Npo cuctemy dhapmakoHarnsay (BBeAeHHs
no 300 mr, no 10 BignosiganbHWM 3a y3aranbHeHWX faHux Npo cuctemy papmakoHarnsgy,
TabneTok y 6nictepi; nakyBaHHs Ta BUNYCK 3MiHa ynoBHOBaXeHoi ocobu, BignoBigansHoI 3a
no 6 Gnictepie y cepii: AcTpa3eHeka 3iicHeHHs dhapmakoHarnsigy; KOHTakTHoi ocobu 3
KapTOHHiI kopoOLi IOK Nimiten, Benuka thapmakoHarnagy 3asBHUKa Ans 30iNCHEHHA
BpuTaHis dapmakoHarnagy B YKpaiHi, SKLW0 BOHa BiAMiHHa Big
yNoBHOBa)eHOi 0cobu, BignosiganbHoI 3a 34iNCHEHHS
capmakoHarnagy (Bkrovar4mn KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MilLleHHi MacTep-daiina cuctemu
tapmakoHarnagy). 3MiHa KOHTaKTHOI 0cobu 3asiBHYMKA,
BignoBiganebHOI 3a hapmakoHarnag B Ykpaiti. Jitova
pepakuis: Mpyaies Aennc Omutposud. MNMponoHoBaHa
penakuis: NlebeguHelb €nnsaseTa PomaHiBHa.
3MiHa KOHTaKTHMX JaHWX KOHTaKTHOI 0cOBU 3asiBHUKA,
BignoBiganbHoi 3a dhapMakoHarnsg B YkpaiHi
241 CEPOKBEIb TabneTku, BKpUTI AcTtpa3eHeka Benuka BUPOGHMK "in bulk": CLIA/ BHECEHHS 3MiH 10 peecTpaLiliHiX MaTepianis: 3MiHu | Tuny 3a UA/2535/02/04
XR NniBKOBOO HOK Iimiten Bputanis AcTtpa3eHeka Benuka - 3miHu wopo 6esnekn/edekTMBHOCTI Ta peuernmom
060roHKot0, dapmacbtotukanc I, Bputanis dapmakoHarnsaay. BeegeHHs abo 3MiHmM fo y3aranbHeHWX
NposioHroBaHoi Aji, CLUA; BUpOGHUK, [AaHux nNpo cuctemMy chapmMakoHarnsay (BBeAeHHs
no 400 mr, no 10 BiAMNoOBiAanbHUIA 3a y3aranbHeHVX AaHnX Npo cucTemMy chapmakoHarnsgy,
TabneTok y 6nictepi; nakyBaHHs Ta BUNYCK 3MiHa ynoBHOBaXeHoi ocobu, BianoBigansHoI 3a
no 6 Gnictepis y cepii: AcTpa3eHeka 30iNCHEHHS (hapMaKkoHarnsigy; KOHTakTHoT ocobu 3
KapTOHHiI kopobui IOK Nimiten, Benuka dapMakoHarnagy 3asBHUKa Ans 30iNCHEHHS
BpuTaHis dapmakoHarnagy B YKpaiHi, SKL0 BOHA BiAMiHHA Bif
ynoBHOBaxeHoI ocobu, BignosiaansHoi 3a 3aiNCHEHHS
hapmakoHarnsay (BkoYarym KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MilLieHHi MacTep-daiina cuctemu
hapmakoHarnsigy). 3miHa KOHTaKTHOI 0COGU 3asiBHYMKA,
BignosiganbHoI 3a hapMakoHarnsag B YkpaiHi. [irova
pepakuis: Mpygies Aennc AmutpoBud. MNMponoHoBaHa
pepakuisi: JllebeamHeub €nnsaseta PomaHiBHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0COBU 3asiBHUKA,
BiANoBiganbHoI 3a dapmakoHarnag B YKpaiHi
242 | CEPOKBEIb TabneTku, BKPUTI AcTtpa3eHeka Benuka BUPOGHMK "in bulk": CLA/ BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3MiHu | Tuny 3a UA/2535/02/01
XR NniBKOBOI IOK Iimiten BpuTaHis Actpa3eHeka Benuka - 3MiHN Wwopo 6e3nekn/edPeKkTBHOCTI Ta peuenmom
060oroHKot, ®apmacbtotukanc I, Bputanis dapmakoHarnsaay. BeegeHHs abo 3MiHM [o y3aranbHeHWX
NpPOSIOHroBaHoi Aji, CLUA; BUpOGHUK, [AaHux npo cuctemMy chapmMakoHarnsay (BBeAeHHs
no 50 mr; no 10 BignoBigansHWI 3a y3aranbHeHUX AaHuX Npo cucteMy drapmakoHarnsgy,
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
TabneTtok y 6nicrepi; nakyBaHHsi Ta BUNYCK 3MiHa ynoBHOBaXXeHOT 0cobu, BianoBiganbHoi 3a
no 6 Gnictepis y cepii: ActTpa3eHeka 3[ificHeHHs1 hbapmakoHarnsigy; KOHTakTHoOi ocobu 3
KapTOHHiI kopooLi IOK Nimiten, Benvka chapmakoHarnagy 3agBHUKa Ans 30iMCHEHHA
BputaHia tapmakoHarnagy B YkpaiHi, SKLo BOHa BigMiHHa Big
yNOBHOBaXeHOI 0cobu, BignoBiaansHoi 3a 3aiNCHEHHS
thapmakoHarnagy (Bkrovar4m KOHTaKTHI AaHi) Ta/abo
3MiHW y pO3MilLleHHiI MacTep-tharnna cuctemm
hapmakoHarnsay). 3miHa KOHTaKTHOI 0COGU 3asiBHYMKA,
BignoBigansHoi 3a hapMakoHarnsg B Ykpaini. [irova
pepnakuis: Mpyaies Oennc OmutpoBuy. MNponoHoBaHa
pepakuis: NlebegnHeub €nnsaBeta PomaHiBHa.
3MiHa KOHTaKTHMX AaHWX KOHTaKTHOI 0CcOBU 3asiBHUKA,
BiAnoBiganbHOI 3a hapmakoHarnag B YkpaiHi
243 CEPO®IIO-125 | aeposonb Ans Uvnna Ilta IHAisa Lwvnna Ira. (KOwiT II) IHAaisa BHECEHHS 3MiH [0 peecTpauiiHnx matepianis: 3minu | 3a UA/15623/01/01
iHranauin TMny - 3MiHK Wopao 6eanekn/edeKTUBHOCTI Ta peuenmom
[o3oBaHun 25 capmakoHarnsgy (iHwi 3miH1) OHOBMNEHHS TEKCTY
MKr/125 MKr Ha posy MapKyBaHHS! yMakoBKM MiKApCbKOro 3acoby 3 BHECEHHAM
no 120 no3 B iHdbopmaUii Woao 3a3HavYeHHSA OAUHULE BUMIPHOBAHHSA Y
aepo30fibHOMY cuctemi Sl.
antoMiHieBomy BHeceHHs 3mMiHn go posainy “MapkysaHHs” MKA N3:
6anoHi 3 go3yunM 3aTtBepaxeHo: MAPKYBAHHA (TekcT mapkyBaHHs
KnanaHom, [0[aeTbCst 4OAATKOBO).
NnacTUKOBUM 3anponoHoBaHo: MAPKYBAHHA 3rigHo 3aTtBepaKeHoro
po3nunoBayem 3 TEKCTYy MapKyBaHHS. TepMiH BBEAEHHS 3MiH NpoTArom 6
iHauKaTOpOM [03M1 MicsiLiB micnsi 3aTBEpPOXKEHHS.
Ta NUNO3axmcHUM
KoBMa4kom; no 1
6arnoHy B
antoMiHieBomy
nakeTi 3 MiLLEYKOM
cunikarenio y
KapTOHHiIN kopobui
244 CEPO®IO-250 | aeposonb Ans Uvnna Ntg IHAgis Luvnna INra. (KOwiT II) IHAgis BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu | 3a UA/15624/01/01
iHranauin Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
[030BaHui 25 bapmakoHarnsgy (iHwi 3miH1) OHOBMNEHHS TEKCTY
MKr/250 MKr Ha go3y, MapKyBaHHS! yMakoBKM MikapCbKoro 3acoby 3 BHECEHHSM
no 120 no3 B iHdbopMaUii Woao 3a3HavYeHHs OAUHULL BUMIPIOBAHHS Y
aepo3ofbHOMY cucteMi Sl. BHeceHHs 3MiHn fo po3ainy “MapkyBaHHS”
antoMiHieBoMy MKA N3: 3atBepaxeHo: MAPKYBAHHA (TekcT
6anoHi 3 o3yrunM MapKyBaHHs1 J04a€eTbCs 40AAaTKOBO). 3anponoHoBaHO:
KnanaHom, MAPKYBAHHA 3rigHo 3aTBEepAXeHOro TekCTy
nnacTUKOBUM MapKyBaHHs. TepMiH BBe4eHHS 3MiH NpOTArom 6 Micsiuis
po3nunoBaYem 3 nicnsi 3aTBEpOKEHHS.
iHOQUKaTOpPOM [03M
Ta NUNo3axucHUm
KoBMa4kom; no 1
6anoHy B
antomiHieBomy
nakeTi 3 MiLLeYKOM
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
cunikarento y
KapTOHHiN kopobui
245 CEPO®JI0-50 aepo3orib Ans Unnna Iltg IHAis Uwunna INra. (KOwiT II) IHAis BHECEHHS 3MiH [0 peecTpauinHmux maTtepianis: 3MiHu | 3a UA/15625/01/01
iHransuin Tuny - 3MiHK Wwoao 6e3nekn/edeKTUBHOCTI Ta peuenmom
Ao3oBaHun 25 dapmakoHarnsaay (iHwi 3miHM) OHOBREHHS TEKCTY
MKr/50 MKr Ha [o3y, MapKyBaHHS! yMakoBKM MiKapCbKoro 3acoby 3 BHECEHHSAM
no 120 gos B iHcpopmaii LLoA0 3a3Ha4YEHHSA OAMHULL BUMIPIOBaHHS Y
aepo3orbHOMY cuctemi Sl. BHeceHHs 3MiHn Ao po3ainy “MapkyBaHHS”
antomiHiesomy MKA N3: 3atBepaxeHo: MAPKYBAHHA (TekcT
6anoHi 3 o3yrunM MapKyBaHHs1 JOAA€ETbCS A0AATKOBO). 3anponoHoBaHo:
KrnanaHom, MAPKYBAHHA 3rigHo 3aTBEepaXeHoro TekcTy
nnacTUKOBUM MapKyBaHHA. TepMiH BBE4EHHS 3MiH NpoTsarom 6 micauis
po3nunoBayem 3 nicnsi 3aTBepOXKEHHS.
iHOUKaTOpPOM [03M
Ta NMUNo3axucHUM
KoBMa4kom; no 1
6anoHy B
antoMiHieBoMy
nakeTi 3 MiLLEYKOM
cunikaremno y
KapTOHHiIN kopobui
246 CUNIMAPUH MOPOLLIOK MPAT YkpaiHa Nisepa ®apma Ko., Kutan BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny - UA/17215/01/01
(cybecTaHuisa) y "®ITOPAPM" nTa - AgMiHicTpaTuBHI 3MiHN. 3MiHa HaiMeHyBaHHs Ta/abo
NOABINHUX agpecw 3asiBHUKa (BnacHuWKka peecTpauiiHoro
nonieTuneHoBmxX NnocBiaYeHHs) 3MiHa agpecu 3asiBHUKa
naketax Ans
hapmaLeBTUHHOIO
3aCTOCYBaHHS
247 CAMBIKOPT MOPOLLOK ANA AcTtpa3eHeka LLsewis Actpa3eHeka Ab LLsewis BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3miHu | 3a UA/5433/01/01
TYPBYXAINEP iHranauin, Ab Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
[o3oBaHui, no 80 dapmakoHarnsay. BeegeHHs abo 3MiHM fo y3aranbHeHWX
MKr/4,5 MKkr/go3sa; no [aHuX Npo cuctemy dapmakoHarnsay (BBeAeHHs
60 no3 y y3aranbHeHVX AaHuX Npo cucTeMy chapmMakoHarnsay,
nnacTMKoBOMy 3MiHa ynoBHOBaXeHoi ocobu, BianoBigansHoi 3a
iHransiTopi; no 1 3AiCHEeHHs hapmakoHarnsgy; KOHTakTHoOI ocobu 3
iHransaTopy B dapMakoHarnagy 3asBHUKa Ans 34iNCHEHHs!
KapTOHHiI kopooLi thapmakoHarnagy B YKpaiHi, SKL0 BOHa BiAMiHHA Bif
YNOBHOBaXXEHOI 0CO0U, BiANOBIAaNbHOI 3a 34iCHEHHS
hapmakoHarnsiay (BkIoYarum KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MilLleHHi MacTep-daiina cuctemu
dapmakoHarnagy) 3miHa KOHTakTHOT 0cobu 3asiBHMKA,
BignosiganbHoi 3a hapMakoHarnsag B Ykpaini. Lirova
pepakuis: Mpygies Aennc AmutpoBud. MNMponoHoBaHa
penakuis: NlebeguHelp €nnsaseta PomaHiBHa. 3miHa
KOHTaKTHUX JaHWUX KOHTaKTHOI 0cobM 3asiBHWMKA,
BiAMOBiganbHOi 3a dapmakoHarnsg B YKpaiHi.
248 CAMBIKOPT NMOpPOLLOK ANA AcTtpa3eHeka LLisewis Actpa3eHeka Ab LLIsewis BHECEHHS 3MiH 1O peecTpauiiHix maTepianis: 3minHu | 3a UA/5433/01/02
TYPBYXANEP iHranauin, ABb Tuny - 3MiHK Wwopao G6e3nekn/edeKTUBHOCTI Ta peuenmom
A030BaHwui, no 160 dapmakoHarmnsay. BeegeHHs abo 3MiHM fo y3aranbHeHWX
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n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Mkr/4,5 mkr/gosa, no [AaHux nNpo cuctemMy chapmMakoHarnsgy (BBeAeHHs
60 go3 y y3aranbHeHVX AaHnX Npo cuctemy hapmakoHarnsgy,
nnacTMKoOBOMY 3MiHa ynoBHOBaXkeHOI 0cobu, BianoBiganbHoi 3a
iHransTopi; no 1 3AiicCHeHHs hapmakoHarnsgy; KOHTakTHoi ocobu 3
iHransTopy B hapmakoHarnsgy 3asBHUKa Ans 30iNCHEHHS
KapTOHHiI kopooLi tapmakoHarnagy B YkpaiHi, SKLo BOHa BigMiHHa Big
yNOBHOBa)eHOi 0cobu, BignosiganbHoI 3a 30iNCHEHHS
chapmakoHarnsay (BKMYaum KOHTaKTHi AaHi) Ta/abo
3MiHW y pO3MilLleHHiI MacTep-tharnna cuctemum
dapmakoHarnagy) 3MiHa KOHTakTHOT 0cobu 3asiBHMKA,
BignoBiganbHoi 3a hapMakoHarnsag B Ykpaini. Lirova
penakuis: Mpyaies Oennc Omutposuyd. NponoHoBaHa
penakuis: NlebeguHelpb €nnsaseTta PomaHiBHa. 3miHa
KOHTaKTHUX AaHUX KOHTAKTHOI 0COOW 3asiBHUKA,
BiANOBIganbHOI 3a hapmakoHarnag B YkpaiHi.
249, CUMBIKOPT NMOPOLLOK Anst AcTtpa3eHeka LLseuis Actpa3eHeka Ab LLseuis BHECEHHS 3MiH [0 peecTpauiHux maTtepianis: 3MiHu | 3a UA/5433/01/03
TYPBYXAIEP iHransauin, Ab Tuny - 3MiHK LWopo H6e3nekn/edeKTBHOCTI Ta peuernmom
nosoBaHun, no 320 cdapmakoHarnsgy. BeegeHHst abo 3MiHM 0o y3aranbHEeHUx
Mkr/9,0 mMkr/go3a; no [AaHux nNpo cuctemMy chapmMakoHarnsgy (BBeaeHHs
60 go3 y y3aranbHeHVX AaHnX Npo cuctemMy hbapmakoHarnsgy,
nnacTUKOBOMY 3MiHa ynoBHOBaXxeHOI ocobu, BianoBiganbHoI 3a
iHranaTopi; no 1 3AiicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobu 3
iHranaTopy B apmakoHarnsay 3asBHUKa Ans 30iNCHEHHS
KapTOHHiIN kopoOLi dapmakoHarnagy B YKpaiHi, SKWo BOHa BiAMiHHa Big
ynoBHOBaXeHoI ocobu, BignosiaansHoi 3a 3aiNCHEeHHS
dapmakoHarnsaay (BKIoYaum KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MiLLeHHi MacTep-darna cucteMm
apmakoHarnsigy) 3miHa KOHTaKTHOT 0cobu 3asiBHUKA,
BignoBiganbHoi 3a papMakoHarnsag B Ykpaini. [irova
pepakuis: MNpyaies JeHnc AmuTtposud. [NponoHoBaHa
pepakuis: JlebeanHeub €nnsaseta PomaHiBHa. 3miHa
KOHTaKTHUX AaHMUX KOHTAKTHOI 0COOM 3asiBHUKaA,
BignoBiganeHoi 3a dpapMakoHarnag B YKpaiHi.
250.| CIKANPOTEKT Kpanni o4Hi, no 10 YPCADAPM HimeuumH YPCA®APM HimeuunHa BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu | 6es UA/5371/01/01
M1, y dOrakoHi- ApuHanmitTen a ApuHanmittens 'm6X Tuny - 3MiHK LWopo 6e3nekn/edeKTUBHOCTI Ta peuernma
KpanensHuui, no 1 b MBX dapmakoHarnsay. BeegeHHst abo 3MiHM fo y3aranbHeHWX
hnakoHy- [AaHux nNpo cuctemMy cpapMakoHarnsay (BBeAeHHs
KpanenbHuui y y3aranbHeHUX AaHuX Npo cuctemMy dhapmakoHarnsgy,
KapTOHHI kopobui 3MiHa ynoBHOBaXeHoi ocobu, BignoBiganbHoi 3a
30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHSsI
dapmakoHarnagy B YKpaiHi, SKLWo BOHa BiAMiHHa Big
yNnoBHOBaeHoI ocobu, BignosiaansHoi 3a 3aiNCHEHHS
dapmakoHarnsaay (BKIoYarym KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MiLLeHHi MacTep-darina cucteMm
hapmakoHarnsigy) 3miHa KOHTaKkTHOT 0cobu 3asiBHUKA,
BignoBiganeHoi 3a hapMakoHarnag B Ykpaini. [irova
pepakuisi: KynHosuupkmin OcTan. MponoHoBaHa peaakLis:
LLknsipesud Irop OnekcaHgpoBuy. 3MiHa KOHTaKTHUX
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk Kpaina

eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpayiliHo2o
noceio4yeHHs1

[aHNX KOHTaKTHOT 0cobu 3asiBHMKA, BiANOBiAanbHOI 3a
dapmakoHarnsg B YKpaiHi

251,

CIHYMAKC

cnpen HasanbHWUN,

pososaHun 0,05 %;
no 10 r y dpnakoHi 3
po3nunoBavem; no
1 dnakoHy y navui

TOB
"BAJTAPTIH
DAPMA"

YkpaiHa

TOB "Mikpodpapm" YkpaiHa

BHECEHHS 3MiH [0 peecTpalinHux maTtepianis: 3MiHu |
Tuny - 3MiHM 3 siKocTi. FoTOBWI Nikapcbkuii 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y metoaax
BMNpPoOyBaHHS roTOBOro NikapcbKoro 3acoby (HeaHayHa
3MiHa y 3aTBEPKEHVX MeToAax BUNPODYBaHHS) BHECEHHS
He3Ha4yHWUX 3MiH y meToanKy BunpobysaHHs PX (pignHHa
xpomaTtorpadis) 3a nokasHukoM "KinbkicHe BU3HaYeHHS!.
BeH3ankoHito xnopua", 3okpema: BBEAEHHS BUKOPUCTAHHSA
poboyoro ctaHgapTHoro 3paska (PC3).

6e3
peuyenma

UA/17382/01/01

252,

CKIHOPEH®

kpem 20 %; no 30ry
Ty6i; no 1 1y6i y
KapTOHHiIN kopobui

JIEO ®apma
AIC

LaHisa

JIEO dapma ITanis
ManydakTypiHr Itani

CPN

BHECEHHS 3MiH O peeECTpaLliMHUX MaTepianis: YTOYHEeHHSA
HanucaHHsA BMpo6bHMKa B Haka3i MO3 Ykpainu Ne 1767
BiA 29.09.2022 B npoLeci BHECEHHS 3MiH (3MiHM | Tuny -
AOMiHIiCTpaTUBHI 3MiHW. 3MiHa HalMeHyBaHHS Ta/abo
agpecu Micusa NpoBaMKeHHS AiSrnbHOCTI
BMpOBHMKa/iMnopTepa roToBoro Nikapcbkoro 3acoby,
BKIIOYaK04M OinbHULI BUNYCKy cepii abo micue
NpoBeAeHHS KOHTPOIO SKOCTI. (AiSNbHICTb, 3a AKy
BiAMNOBiAae BUPOOHWMK/IMMOpTEp, BKINOYAO4YM BUMYCK
cepin). 3miHa iHaekca (zip-code) B agpeci BUpOGHWMKa
nikapcbkoro 3acoby. 3MiHM BHECEHO B iHCTPYKLUIiO ANs
ME[NYHOro 3aCTOCYBaHHS MikapcbKoro 3acoby y posgin
«MicuesHaxomxeHHs1 BUpobHUMKa Ta agpeca Micus
NPOBAIXEHHS NOro AisNbHOCTI» 3 BiANOBIAHMMM 3MiHAMM Y
TEKCTi MapKyBaHHS YNakoBKW fikapcbkoro 3acoby. TepMiH
BBeAEHHS 3MiH - NpoTSArom 6 Micsuis nicns
3aTBepakeHHs). Pepakuia B Hakasi — JIEO ®apma
MaHydakTypiHr ITania CPJ1. BipHa penakuis — JIEO
®apma MaHydakTypir Itani CPJ1.

6e3
peuenma

UA/1074/02/01

253.

COOEPM®

ma3sb 0,1 %; no 25,
50 r y Ty6i; no 1 Ty6i
B KApTOHHIN nayui

TOB «MIBE
YKPAIHA»

YkpaiHa

Mibe MmM6X
ApuHaimiTTens

Himeyuunna

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3MiHu | Tuny
- 3miHu 3 gkocTi. A®Pl. BupobHuuteo. 3MiHa BUPOGHMKa
BMXiAHOrO/MPOMDKHOIO NPOAYKTY/peareHTy, Wwo
BMKOPUCTOBYIOTbCH Y BUpobHU4omMy npoueci Adl, abo
3MiHa BMPOGHMKa (BKIo4aouun, Ae HeobxiaHo, micue
npoBeaeHHs KOHTpornto sikocTi) ADI (3a BigcyTHOCTI
cepTudikaTa BignoBigHOCTi EBponeiickbkin dapmakonei y
3aTBEpAKEHOMY A0Che)(BBEAEHHS HOBOI OiNnbHULI, Ae
30iNCHIOETLCS MIKPOHIi3aLlisl) BBEAEHHS1 HOBOI AinbHUL Ans
nitoyoi pevoBuHn Betamethasone valerate, ge
3aincHoeTbea MikpoHisauis SYMBIOTICA SPECIALITY
INGREDIENTS SDN. BHD., Malaysia. 3MiHu | Tuny -
3miHn 3 akocTi. A®I. CtabinbHicTb. 3miHa nepioay
NOBTOPHMX BMNpoOyBaHb/Mepioay 36epiraHHs abo ymoB
36epiraHHst ADI (3a BiACYTHOCTI y 3aTBEPKEHOMY [OCLE
cepTudikaTa BiANoBigHOCTI €BponeWichbkin dapmakoneri,
LLIO BKIIOYaE nepios NoBTOPHOro BUNpobyBaHHs) (nepioa
NoBTOPHOro BUNpobyBaHHsa/nepion 36epiraHHs) -
36inblueHHst abo BBeAEHHS nepiogy NOBTOPHOIro

3a
peuernmom

UA/10254/02/01
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BUNpoOyBaHHs/nepioay 36epiraHHsA Ha OCHOBI pe3ynbTaTiB
AocnimpKeHb y peanbHoMy Yaci. BBeaeHHs nepiogy
NOBTOPHOro BMNpobyBaHHs 60 MicauiB ans giroyoi
peyvoBuHN Betamethasone valerate micronized
BupoGHMUTBa SYMBIOTICA SPECIALITY INGREDIENTS
SDN. BHD., Malaysia. 3miHu | Tuny - 3miHun 3 sikocTi.
CepTudikat BignosigHocTi/E-cepTudikaTt BignoBigHoCTi
€sponewicbkin bapmakonei/moHorpadii. NMogaHHA HoBoro
abo oHoBneHoro cepTudikarta BignosigHocTi abo
BUYYEHHS cepTudikaTa BignoBigHOCTI €Bponenchkin
capmakonei: gna A®I; onsa BuxigHoro
matepiany/peareHTy/npoMiXXHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI; anst 4ONOMiDKHOI
peyoBUHYM (cepTudikaT BiANOBIAHOCTI EBpONENCHKIN
dapmakonei) - HoBuii cepTudikaT Big HOBOro BUPOOHUKaA
(3amiHa abo JONOBHEHHS) BBEAEHHS HOBOTO BUPOGHMKA
SYMBIOTICA SPECIALITY INGREDIENTS SDN. BHD.,
Malaysia ans gitodoi pevosuHn Betamethasone valerate B
SIKOro HasiBHWI cepTudikaT BignoBigHOCTI €Bponenchkiin
dapmakonei Ne R1-CEP 2008-215 - Rev 00
(OONOBHEHHS).
254 COPUE®® rpaHynu ans AJTIKANOIQ AL | Pecny6nik | ANKAJOIO Al Ckon'e Pecnybnika | BHeCeHHs1 3MiH 4O peecTpauiiHux maTtepianis: 3miHu | Tuny 3a UA/11157/01/01
oparnbHOI CycneHsil, Ckon'e a MNisHiyHa MiBHIYHa - 3MiHK 3 gKocTi. FoToBUMIA Nikapcbkuii 3acid. KoHTponb peuernmom
100 mr/5 mn; ans 60 MakenoHisa MakegoHis roToBOro nikapcbkoro 3acoby. 3MiHa napameTpis
MI cycneHaii: no 32 cneuudikauin Ta/abo [ONYCTUMUX MEX roTOBOro
I rpaHynaTy y nikapcbKoro 3acoby (BUNyYeHHs HE3HAaYHOro NokasHvKa
hbnakoHi 3 (Hanpuvknag 3acTapinoro NokasHWka, Takoro sik 3anax Ta
nnacTMacoBo cMak, abo iaeHTudikalis 6apBHUKIB Y CMaKOBMX
MipHOIO FTOXKOI Ta nobaBok)) BunyyeHHs 3i Cneuudpikadii 113 nokasHuka "
MipHUM 3anoBHeHHs.CycneHsis " 3 BianoBsigHUM MeToa0oM
CTakaH4YMKOM B BUNPOOYBaHHS.
KapTOHHIN kopobLyj;
ans 100 mn
cycneHsii: no 53 r
rpaHynsaTy y
dnakoHi 3
nnacTMacoBo
MipHOIO JTOXKKOHO Ta
MipHUM
CTakaH4YMKOM B
KapTOHHiIN kopobui
255/ CMA3MAIIMOH | tabnetkn, no 10 TOB «TeBa YkpaiHa BankaHdapma- Bonrapis BHECEHHS1 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny be3 UA/7059/01/01
® TabneTok y 6nicTepi; YkpaiHa» Oynuuus AT - 3miHu Wwopo 6e3nekn/edekTMBHOCTI Ta peuenma
no 1 abo no 2, abo dapmakoHarnsay. 3MiHa y KOpoTKili XapakTepucTui
no 5 Gnictepis y nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
KapTOHHiIl kopobuyj; MeOMYHOro 3acToCyBaHHS Ha NiAgcTaBi perynspHo
no 20 TabneTtok y OHOBJIIOBAHOrO 3BiTy 3 6e3neku nikapcbkoro 3acoby, abo
6nicTepi; no 1 nocnimxeHb 3 6e3neky 3acTocyBaHHS Mikapcbkoro 3acoby
Gnictepy B B nicnsipeecTpauinHuii nepiod, abo sk pesynbTaTt OLiHKM
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KapTOHHiI kopooLi 3BITY 3 OCNiIOKEHb, NPOBEAEHNX BiANOBIAHO 40 NnaHy
nepiaTpuyHmx gocnimkers (PIP) (iHWwi 3MiHK) - 3MiHn
BHECEHO A0 IHCTPYKUii ANS MeanyHOro 3acTocyBaHHS
nikapcbkoro 3acoby o posginis "lMpoTunokasaHHsa",
"OcobnueocTi 3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta
[o3un" (yTouHeHHs iHcpopmalii), "MobiyHi peakwii”
BiZNOBIgHO O OHOBMEHOI iHhopMmaLii 3 6e3neku
3aCTOCYBaHHS Aitlounx Ta AOMOMIKHMX pe4oBUH. BBeaeHHs
3MiH npoTsirom 3-x MicsauiB nicnsa 3aTBepAXeHHS
256.| CYOAOKPEM Kpem ans TOB «TeBa YkpaiHa Tocapa ®apma Ipnangis/ BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3miHu | Tuny bes UA/4451/01/01
30BHILUHLOIO YkpaiHa» Timiten, Ipnangis; Bonrapis - 3MiHK 3 AkocTi. FoToBMIA nikapcbkuii 3acib. Onuc Ta peuenma

3acTocyBaHHs, No
60 rabo 125, abo
250ry
noninponineHoBin
6aHouli 3
KOHTpOrem nepLuoro
BigKpUTTA

BankaHdapma-TposH
AT, bonrapia

cknag. 3miHa y cknagi (4onoMi>KHUX pe4oBUHAX) rOTOBOIO
nikapcbkoro 3acoby (iHLWwi oMOMiKHI pe4oBUHK) - Byab-sika
He3Hay4Ha 3MiHa KinbKiCHOro ckragy AOMOMIKHUX PEYOBUWH
y FOTOBOMY NiKapcbkoMy 3acobi - He3Ha4YHa 3miHa
KiNbKiICHOro Ccknagy roToBOro nikapcbKoro 3acofy:
3MEHLLEHHS KiNMbKOCTi onii MiHepanbHOi B CyMiLLi XXUpOBOI
ocHoBwu 3 709,2 kr oo 690,0 kr. BBegeHHs 3MiH NpoTArom
6-TK MicAaUiB nicnsa 3aTBepAXeHHS; 3MiHW | TUny - 3MiHK 3
AKocTi. [oToBMI Nikapcbkui 3aci6. 3MiHM y BUPOOHMLITBI.
3MiHKM y npoueci BUpOGHMLTBA rOTOBOTO NiKapCbKOro
3acoby, BKMHOYa4M NPOMIDKHUIA NPOAYKT, L0
3aCTOCOBYETLCS NMPU BUPOBHMLTBI FOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3MiHa y npoueci BUpobHMUTBA) -
3MEHLLEHHS po3Mipy cepii cyMilli xuposoi ocHosu 3 1130
kr Ao 1111 kr y npoueci BupobHuLITBa rOTOBOrO
nikapcbkoro 3acoby. BBegeHHs 3MiH NpoTsirom 6-Tu
MicsaLIB Micns 3aTBEPKEHHS; 3MiHM | Tuny - 3MiHK 3
[KocTi. [oToBMI Nikapcbkuin 3aci6. 3MiHM y BUPOGHMLITBI.
3MiHa po3Mipy cepii (BkroYakum giana3oH po3mipy cepii)
roTOBOrO fikapcbKkoro 3acoby (3MeHLeHHs go 10 pasis) -
3MEHLLEHHS PO3Mipy Cepii rOTOBOrO fikapCbKoro 3acoby 3
750 kr oo 749 kr, y 38’A3Ky 3i 3MEHLLEHHSAM KinbKOCTi onii
MiHepanbHoi. BBeaeHHs 3MiH npoTsarom 6-Tu Micsiuis nicns
3aTBEPKEHHS; 3MiHM | TUny - 3MiHKM 3 sAKOCTI. FoTOBUIA
nikapcbkuii 3aci6. Onuc Ta cknag (iHwi 3MiHK) - BHacnigok
3MiHM cknagy Ha cepito 113, cknag Ha oAMHULO
nikapcbkoi goopmMu ByB NepepaxoBaHnii i3 BHECEHHSAM
He3Ha4yHOro KoperyBaHHs BiiCOTKOBOro BMICTY (% M/M)
nitoyoi pevoBuHn beHannbensoaty 3 1,01% Ha 1,02%.
KinbkicTb Aito4oi pe4oBrHM B cknagi Ha cepito He
3MiHMnacs. BeegeHHs 3MiH NpoTarom 6-Tu micsuiB nicns
3aTBEPAKEHHST; 3MiHM | TUNy - 3MiHK 3 aKocTi. FoToBUIA
nikapcbkuii 3aci6. Onuc Ta cknag (iHwWwi 3miHW) - BHacnigok
3MiHM cknagy Ha cepito 13, cknag Ha oAMHULO
nikapcbkoi hopmu ByB nepepaxoBaHuii i3 BHECEHHAM
He3Ha4HOro KoperyBaHHs BiACOTKOBOro BMICTY (% M/m)
nitoyoi pevoBuHM Okeng UmHKy 3 15,25% Ha 15,29%.
KinbKicTb gito4oi pe4yoBuHM B CKnagi Ha cepito He
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3MiHunacs.

BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEePKEHHST; 3MiHM | TUny - 3MiHK 3 AKoCTi. [oTOBMIA
nikapcbkuii 3aci6. Onuc Ta cknag. 3MiHa y cknagi
(QONOMiXHUX PevoBKHAX) rOTOBOTO NiKapcbkoro 3acoby
(iHWi LonoMiXHI peqoBUHM) - Byab-sika He3Ha4yHa 3MiHa
KiNbKICHOrO cknagy AOMOMIKHUX PEHYOBUH Y FOTOBOMY
nikapcbkoMy 3acobi - BHacnigoK 3MiHW cknagy Ha cepito
N3, cknag Ha oaMHULL nikapcbkoi doopmu GyB
nepepaxoBaHuii i3 BHECEHHSAM HE3HAYHOrO KOperyBaHHsi
BiJCOTKOBOIO BMICTY (% M/M) AONOMDKHOT pevoBuHn Boga
ouuwieHa 3 45,13% Ha 45,22%. KinbkicTb 4ONOMDKHOT
PEYOBUHM B CKIagi Ha cepito He 3MmiHuNnacs. BeegeHHs
3MiH NPOTArom 6-Tn MicALIB NiCNs 3aTBEPIKEHHS; 3MiHN |
Tmny - 3MiHuM 3 sikocTi. FoToBUIA Nikapcbkmit 3aci6. Onuc Ta
cknag. 3miHa y cknagi (4onoMiXKHUX pe4YoBUHAX) rOTOBOIO
nikapcbkoro 3acoby (iHLi A4oNOMDKHI peqoBuHN) - Byab-sika
He3HayHa 3MiHa KifbKiCHOro cknagy AONOMiIXHUX pevOoBUH
y FOTOBOMY NikapcbkoMy 3acobi - BHACnigoK 3MiHU cknagy
Ha cepito 13, cknap Ha oguHULIO Nikapcbkoi hopmu ByB
nepepaxoBaHuii i3 BHECEHHSIM HE3HAYHOTO KOperyBaHHst
BiACOTKOBOIO BMICTY (% M/M) AONOMIiXHOI peqoBuHU Bick
mikpokpucTaniyHui 3 1,97% Ha 1,99%. KinbkicTb
[OMOMIDKHOT peYOBMHU B CKIagi Ha cepito He 3MiHunacs.
BBeaeHHs 3MiH NnpoTsarom 6-Tu Micauis nicns
3aTBEPKEHHS; 3MiHM | TUny - 3MiHKM 3 sAIKOCTI. FoTOBUIA
nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa y cknagi
(BOMOMi>XXHMX peYoBMHAX) FOTOBOrO NikapCcbKoro 3acoby
(iHWi gonomixkHi pe4oBuHW) - Byab-Aka He3Ha4Ha 3miHa
KiNbKICHOrO cknaay AOMOMKHUX PEHYOBUH Y FOTOBOMY
nikapcbkoMy 3acobi - BHacmnigoK 3aMiHU cknagy Ha cepito
N3, cknag Ha oaMHMLO nikapcbkoi dopmu byB
nepepaxoBaHuii i3 BHECEHHSIM HE3HAYHOTO KOperyBaHHsI
BifCOTKOBOrO BMICTY (% M/M) 4OMOMiKXHOI pevoBuHM Bick
napacpiHoBuin 3 5,07% Ha 5,09%. KinbkicTb 4ONOMiDKHOT
PEYOBUHYM B CKIafi Ha cepito He 3MiHunacs. BeegeHHs
3MiH NPOTArom 6-Tn MicsiLiB NicNs 3aTBEPAKEHHS; 3MiHN |
TMny - 3MiHK 3 gKocTi. [oToBMIA Nikapcbkuii 3aci6. Onuc Ta
cknag. 3miHa y cknagi (4ONOMiIKHUX pe4oBMHAX) FOTOBOrO
nikapcbkoro 3acoby (iHLi JonoMixHi pevoBuHK) - Byab-sika
He3HayHa 3MiHa KifbKiCHOro cknagy AOMOMiIXKHUX PevYOoBUH
y FOTOBOMY JiKapCbkoMy 3acobi - BHACnigoK 3MiHU ckragy
Ha cepito M3, cknag Ha oguHUL Nikapcbkoi popmu ByB
nepepaxoBaHuii i3 BHECEHHSIM HE3HAYHOrO KOperyBaHHs
BiJCOTKOBOIO BMICTY (% M/M) JOMOMIXXHOI pe4OBUHU
TNaHoniH 3 4,00% Ha 4,02%. KinbkicTb 4ONOMiXKHOT
PEYOBMHM B CKIagi Ha cepito He 3MiHunacs.
BBepneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepOKEHHS1; 3MiHu | Tuny - 3miHu 3 sikocTi. FoToBUIA
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nikapcbkuii 3aci6. Onuc Ta cknag. 3MiHa y cknagi
(AONOMiXHUX PevoBKHAX) roTOBOTO NiKapcbkoro 3acoby
(iHWi LonoOMiXHI peyoBUHM) - Byab-sika He3Ha4yHa 3MiHa
KiNbKICHOrO cknagy AOMOMIKHUX PEHYOBUH Y FOTOBOMY
nikapcbkoMy 3acobi - BHacnigok 3MiHu cknagy Ha cepito
N3, cknag Ha oaMHULL nikapcbkoi doopmu GyB
nepepaxoBaHuii i3 BHECEHHSM HE3HAaYHOrO KOperyBaHHsi
BiJCOTKOBOIO BMICTY (% M/M) AONOMDKHOI pe4OBUHM
CopbitaHcecksionear 3 1,97% Ha 1,99%. KinbkicTb
[OMOMIDKHOI peYOBUHM B CKNagdi Ha cepito He 3amiHunacs.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepAKeHHs1; 3MiHK | Tuny - 3miHK 3 sikocTi. FoToBMI
nikapcbkuii 3aci6. 3miHn y BUpobHMuTBi. 3amiHa abo
BBEOEHHS A0A4ATKOBOI AiNbHULI BUPOOHMLTBA ANs
YacTuHU abo BCbOro BUPOGHMYOro NpoLecy roToBoro
nikapcbKkoro 3acoby (ainbHWUA, Ha sikin npoBoasTbCst Byab-
SKi BUPOOHWYI CTagii, 3@ BUHATKOM BUMYCKY Cepin,
KOHTPOIMIO SIKOCTi, NEPBUHHOIO Ta BTOPMHHOIO NaKyBaHHS,
AN HeCTEePUNbHKX NiKapCcbkUx 3acobiB) - BBEOEHHS
[04aTKOBOI AinbHMLi BUpoOHMUTBA, Lo Bignoeigae 3a
BMPOGHMLTBO Hepo3dacoBaHoro npoaykty bankaHdapma-
TposiH AT, bonrapis (3aTBepgkeHo Tocapa ®apma
Nimiten, Ipnangis). BeegeHHs amiH npotarom 6-tn micauis
nicnsi 3aTBepaKeHHst; 3MiHn | Tuny - 3MiHKW 3 AKOCTi.
[oToBMI Nikapcbkuin 3aci6. 3MiHM y BUPOGHMUTBI. 3amiHa
abo BBeEHHs 4OAATKOBOI AiNbHULI BUPOOHULTBA ANs
YacTuHU abo BCbOro BUPOGHUYOro NpoLecy roToBoro
nikapcbkoro 3acoby (ginbHWULSA ANst BTOPUHHOTO
NnaKyBaHHS1) - BBEAEHHsI [OAATKOBOI OiNbHUL
BMPOGHMLTBA, Lo BiAMNOBIga€e 3a BTOPUMHHE NakyBaHHst J13
BankaHdapma-TposiH AT, Bonrapis (3atBepaxeHo Tocapa
dapma Nimiten, Ipnanais). BBeaeHHs 3miH npoTArom 6-Tu
MicsaLIB Micns 3aTBEPKEHHS; 3MiHM | Tuny - 3MiHN 3
sikocTi. [oTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOBHMLTBI.
3amiHa abo BBeAEHHS1 [OAATKOBOI AiNMbHMLI BUPOBHMUTBA
ONs YacTuHM abo BCbOro BUPOBHMYOro NpoLecy roToBoro
nikapcbkoro 3acoby (AinbHWUUS Anst NepPBUHHOTO
nakyBaHHs1) - BBEAEHHSI [OAATKOBOI OiNbHUL
BMPOOHMUTBA, L0 Bi4NOBI4AE 32 NEPBMHHE NaKyBaHHsI
BankaHdpapma-TposiH AT, Bonrapis (3atBepaxeHo Tocapa
dapma Nimiten, Ipnanais). BBeaeHHs 3miH npoTarom 6-Tu
MicsILiB Micnsi 3aTBEPOKEHHS; 3MiHM | TUny - 3MiHK 3
sikocTi. [oTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOGHMLTBI.
3MiHa iMnopTepa/3miHu, Lo CTOCYOTLCS BUMYCKY cepii Ta
KOHTPOJO AKOCTi FOTOBOIO NiKapcbKoro 3acoby (3amiHa
abo nopaBaHHS BUPOGHUMKa, LLO BiANOBIAAE 3a BBE3EHHS
Ta/abo Bunyck cepii) - Bkrrovatoun
KOHTPONb/BUNpoBOYyBaHHSA cepii - BBEAEHHA A0AAaTKOBOI

AinbHULi BUpOBHMUTBA, Lo BiANOBIAAE 3a KOHTPOMb Ta
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BUNYyCK nikapcbkoro 3acoby bankaHdapma-TposiH AT,

Bonrapist (3aTBepaxeHo Tocapa ®apma Jlimiteq,
Ipnangis). BBegeHHs 3mMiH npoTaroM 6-Tu micsauiB nicns
3aTBEePYKEHHS; 3MiHM | TUny - 3MiHK 3 AKoCTi. [oTOBMIA
nikapcbkuin 3aci6. 3MiHM y BUpoBHMLUTBI. 3miHa po3mipy

cepii (BKMoYatoum giana3oH po3Mipy cepii) rotoBoro
nikapcbkoro 3acoby (36inbweHHsA 4o 10 pasiB NopiBHSAHO i3
3aTBEPAKEHUM PO3MIPOM) - 36iNbLUEHHS1 po3Mmipy cepil

N3 3 749,0 kr oo 1500 kr ons HoBoro BUPOBGHUKa

BankaHdapma-TposH AT, bonrapis. BeegeHHA 3MiH
npoTArom 6-Tu MicsUiB Nicns 3aTBeppkeHHS; 3MiHu | Tuny -
3MiHM 3 sikocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTporb
roToBOro nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOOYBaHHSA roTOBOrO NiKapCbKOro 3acoby (iHLi 3MiHM) -
BHeCeHHst MeToaukm B oo metogy BEPX 3a nokasHukom
«KinbkicHe BU3Ha4yeHHs1 6eH31NoBOro CnupTy,
6eH3nnbeH3oaty, 6eH3un umHHamaTy». BBegeHHs 3amiH
NPOTArom 6-Tu MicAUIB NiCNA 3aTBEPAXEHHS; 3MiHW | Tuny -
3MiHu 3 sikocTi. FoToBMIA Nnikapcbkuii 3aci6. KoHTpornb
roToBOro nikapcbkoro 3acoby. 3MiHa napameTpis
cneumndikaui Ta/abo 4oNyCcTUMMX MEX FOTOBOro
nikapcbKkoro 3acoby (iHLi 3MiHW) - BHECEHHSI NPUMITKN
LLI0AO YacTOTV NPoBeAEHHS BUNPOOYyBaHHA 3@ NMOKa3HUKOM

«MikpobionoriyHa yncToTa» y cneumdikauii nig yac
pocnimxkeHHs ctabinbHocTi J13 Ta y3romxeHHst opmaTty

BVKNaAeHHs BUMor BunpobysaHHs 3 n. 3.2.P.5.1.

Cneuudikauii. BBegeHHst 3MiH NpoTsrom 6-Tu Micsauis
nicns 3aTBepAXKEHHS; 3MiHM | TMNy - 3MiHK 3 sIKOCTI.
[oToBWI nikapcbkui 3aci6. 3MiHN y BUPOOHMUTBI. 3MiHa
po3mipy cepii (Bknto4ato4um dianasoH po3mipy cepii)
roTOBOro MikapcbKoro 3acoby (iHLi 3MiHK) - 3MiHa po3mipy
cepii XMpOBOi OCHOBM 3 PO3Mipy ofHiei cepii 1111 kr Ha
nianasoH po3mipy cepii Big 556,36 kr (1 cepis) oo 5563,60
kr (10 cepiit) ons HoBoro BMpoGHUka BankaHdapma-TposiH
AT, bBonrrapis. BBegeHHs 3MiH npoTarom 6-Tu micauis nicns
3aTBEPKEHHS; 3MiHM | TUny - 3MiHK 3 sAKOCTI. [oTOBUIA
nikapcbkuii 3aci6. 3MiHu y BUpoGHMUTBI. 3MiHa po3Mipy
cepii (BkMoYaoum giana3oH po3Mipy cepii) rotoBoro
nikapcbkoro 3acoby (iHLwi 3MiHK) - 3MiHa po3Mipy cepii

KBIHTEHTHOI CyMiLi 3 po3mipy ofaHiei cepii 600 kr Ha
fianasoH po3Mipy cepii Big 26,54 kr (1 cepis) go 1327,0 kr
(50 cepivt) onsa HoBoro BMpoOHUka bankaHdapma-TposiH

AT, Bonrapisi. BBegeHHs1 3MiH npoTsirom 6-Tu MicauiB nicns
3aTBEPKEHHS; 3MiHM | TUny - 3MiHK 3 sAKOCTi. [oTOBMIA
nikapcbkuii 3aci6. 3MiHu y BUpO6HMLTBI. 3MiHa po3mipy

cepii (BkMoYa4m gianasoH po3Mipy cepii) rotoBoro
nikapcbkoro 3acoby (iHLwi 3MiHK) - 3MiHa po3Mipy cepii
cyMilwi apomaTumaaTopy 3 po3mipy ogHiei cepii 200 kr Ha
fianasoH po3mipy cepii Big 2,25 kr (1 cepist) oo 112,5 kr




119

[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

(50 cepivt) ans HoBoro BMpoOHUka bankaHdapma-TposiH
AT, Bonrapis. BBegeHHst 3MiH npoTsirom 6-Tu MicauiB nicns
3aTBEPKEHHS; 3MiHM | TUNy - 3MiHK 3 aKoCTi. [oTOBMIA
nikapcbkuii 3aci6. 3miHM y BUPOBHMLTBI. 3MiHM Y npoueci
BMPOOHMLTBA rOTOBOTO MikapCbKoro 3acoby, BKMOYaoum
NPOMDKHUWIA NPOAYKT, L0 3aCTOCOBYETLCS MPY BUPOOHULITBI
roTOBOrO fikapCbKoro 3acoby (He3HayHa 3MiHa y NpoLeci
BMPOOHMLTBA) - HE3HAYHI 3MiHW Y NpoLieci BUpOGHULTBA
N3 ans HoBoro BUpoGHMKa BankaHdapma-TposH AT,
Bonrapisi, 06ymoBneHi 3MiHOK pPo3Mmipy cepii, BHECEHHAM
AianasoHiB po3Mipy cepii okpemunx a3 Ta BUKOPUCTaHHAM
newo iHworo obnagHaHHS. BBegeHHs 3MiH NpoTsirom 6-Tu
MicsiLiB Micnsi 3aTBEpPOKEHHS; 3MiHM | Tuny - 3MiHK 3
skocTi. [oToBMI Nikapcbkui 3aci6. Cuctema
KOHTelHep/3aKynoptoBanbHUiA 3aci6. 3MiHa po3mipy
yNaKoBKW rOTOBOro MikapCbKoro 3acoby (BUMyYeHHs
yNaKkoBKN NEBHOTO PO3MIpY) - BUITYYEHHS 3aTBEPKEHOI
ynakoBku noninponineHosi 6aHo4kn po3mipom no 10 r Ta
15 r gns 'N13. BBeaeHHs 3MiH NpoTsarom 6-Tu micsliB nicns
3aTBEPAKEHHSI

257.

TArpPicCO

TabneTkn, BKpUTI
NniBkOBOIO
obornoHkoto, no 40
mr no 10 TabneTok y
6nictepi; no 3
Gnictepn y
KapTOHHiIl kopobui

AcTtpa3eHeka
AB

LBeuis

Actpa3eHeka Ab

LBeuis

BHECEHHS 3MiH 40 peecTpauinHux maTtepianis: 3MiHu |
TMny - 3MiHK Wopao 6eanekn/edeKTUBHOCTI Ta
capmakoHarnsgy. BeegeHHst abo 3MiHM 0O y3aranbHEHUX
[AaHux npo cucteMy chapmMakoHarnsgy (BBeAeHHs
y3aranbHeHVX AaHnX nNpo cucTeMy chapmMakoHarnsay,
3MiHa ynoBHOBaXeHoi ocobu, BianoBigansHoi 3a
30iNCHEHHS (hapMaKoHarnsiay; KOHTakTHoT ocobu 3
dapMakoHarnagy 3asBHUKa Ans 34iNCHEHHs
dapmakoHarnagy B YKpaiHi, SKL0 BOHA BiAMiHHA Bif
ynoBHOBaeHoI ocobu, BignosiaansHoi 3a 3A4iNCHEHHS
hapmakoHarnsiay (BkoYarym KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MilLleHHi MacTep-daiina cuctemu
papmakoHarnsigy) 3miHa KOHTaKTHOT 0cobu 3asiBHUKA,
BignosiganeHoi 3a apMakoHarnsag B Ykpaini. [irova
pepakuis: Mpyaies Aennc Omutposuy. MNMponoHoBaHa
pepakuis: JlebeamHeub €nnsaseta PomaHiBHa. 3miHa
KOHTaKTHUX JaHWUX KOHTaKTHOI 0CObM 3asiBHWMKA,
BiAMOBiganbHoi 3a dapmakoHarnsg B YKpaiHi.

3a
peuerimom

UA/16232/01/01

258,

TArPiCCO

TabneTku, BKPUTI
NniBKOBOO
obornoHkoto, no 80
mr no 10 TabneTok y
6nicTepi; no 3
onictepn y
KapTOHHI kopobui

AcTtpa3eHeka
AB

LBeuis

Actpa3eHeka Ab

LBeuis

BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3MiHu |
Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta
capmakoHarnsgy. BeegeHHst abo 3MiHM 0O y3aranbHEHUX
[AaHux npo cuctemMy cpapMakoHarnsigy (BBeAeHHs
y3aranbHeHVX JaHnX Npo cucTeMy cbapmMakoHarnsay,
3MiHa ynoBHOBaXeHoi ocobu, BianoBigansHoi 3a
30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHs!
dapmakoHarnagy B YkpaiHi, K0 BOHa BiAMiHHA Bif
yNnoBHOBaXeHOoI ocobu, BignoBiaansHoOi 3a 3A4iNCHEHHS
hapmakoHarnsiay (BKNYarym KOHTaKTHI AaHi) Ta/abo

3a
peuerimom

UA/16232/01/02
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3MiHW y PO3MilLleHHiI MacTep-tharnna cuctemm
hapmakoHarnsay) 3miHa KOHTaKTHOT 0cobu 3asiBHUKA,
BignoBiganeHoi 3a hapMakoHarnsg B Ykpaini. [irova
pepakuis: Mpyaies Oennc Omutposuy. NponoHoBaHa
pepakuisi: JllebeamHeub €nnsaseta PomaHiBHa. 3miHa
KOHTaKTHUX JaHMX KOHTaKTHOI 0cobu 3asiBHMKA,
BifgNoBiganbHoi 3a dhapmakoHarnag B YKpaiHi.

259.

TAKMAH

Kancynu Teepai, no
1 mr; no 10 kancyn
TBEPAMX y bnicTepi;
no 5 abo no 6
GnicTepiB y
KapTOHHIN navui

MaHaues
biotek ®apma
NTo.

IHAisA

MaHaues BioTek
dapwma Jl1a.

IHAisA

BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3MiHu | Tuny
- 3MiHN Wwopno G6e3nekn/eddekTBHOCTI Ta
tapmakoHarnagy. 3miHa y KOpoTKili xapakTepucTumLi
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLil Ans
Me[IMYHOro 3aCTOCYBaHHS Ha NiacTasi perynspHo
OHOBOBaHOrO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
pocnimpkeHb 3 6e3nekn 3aCToCyBaHHS NiKapcbkoro 3acoby
B MicnsipeecTpauiinHmin nepiod, abo sk pe3ynbTaT OUiHKN
3BITY 3 OCNIOKEHb, NPOBEAEHUX BiANOBIAHO 4O NNaHy
nepiaTpuyHux gocnigkeHs (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHUM YNOBHOBAaXXEHUM OpraHoMm). 3MiHM BHECEHO
00 IHCTPYKUiT 4Nst MEAMYHOro 3acTOCyBaHHSA NikapCbKOro
3acoby y po3ginu: "B3aemogais 3 iHW1MKM fikapCbKUMu
3acobamu Ta iHWi Buau B3aemopinn", "OcobnmBocTi
3acTocyBaHHA" BiANoBIAHO 4O OHOBMEHOI iHdopMaLii 3
6e3neku Ailo4oi pevoBUHMU.

3a
peuerimom

UA/15856/01/02

260.

TAKMAH

Karncynu TBepai, no
5 wmr; no 10 kancyn
TBEpauX y bnictepi;
no 5 abo no 6
Gnictepi y
KapTOHHIN naywi

MaHaues
Biotek ®apma
Iro.

IHAis

Manaues bioTek
dapma N1a.

IHAis

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny
- 3MiHN wopo 6e3nekn/edPeKTNBHOCTI Ta
dapmakoHarnsgy. 3MiHa y KOpoTKili XapakTepucTui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MeOMYHOro 3aCTOCyBaHHSA Ha NiACTaBi perynsipHo
OHOBIIOBAHOrO 3BiTy 3 6e3neku nikapcbkoro 3acoby, abo
pocnigxeHb 3 6e3nekn 3acTocyBaHHA nikapcbkoro 3acoby
B nicnsapeecTpauinHuii nepiof, abo sk pesynbTaTt OLiHKN
3BiTY 3 JOCHiMXEHb, MPOBEAEHUX BiANOBIAHO A0 NnaHy
nepiaTpuyHux gocnigkeHs (PIP) (3MiHy y3romxeHo 3
KOMMETEHTHVM YNOBHOBaXX€HNM OpraHoM). 3MiH1 BHECEHO
00 iHCTPYKUIii ANs MEAUYHOro 3aCTOCYBaHHS JlikapCbKoro
3acoby y po3aainu: "Baaemogis 3 iHWK1MU nikapcbkumMm
3acobamu Ta iHwWi Buam B3aemopin", "OcobnmBocTi
3acTocyBaHHA" BiANoOBIgHO 4O OHOBIEHOI iHhopmallii 3
6e3neku fitoyoi pevyoBUHU.

3a
peuernmom

UA/15856/01/03

261.

TAKMAH

Kancynu TBepgi, no
0,5 wmr; no 10 kancyn
TBEPAUX Y BricTepi;
no 5 abo no 6
6nictepiB y
KapTOHHIN nayui

Manaues
Biotek ®apma
nTo.

IHAis

Manaues BioTek
®apma N1Aa.

IHAis

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3MiHu | Tuny
- 3MiHN Wwopo 6e3nekn/edPeKTNBHOCTI Ta
hapmakoHarnsigy. 3miHa y KopoTKili XapakTepucTuui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKUii Ans
Me[IMYHOro 3aCTOCYBaHHS Ha NiAcTaBi perynspHo
OHOBIOBAHOrO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
nocnimpkeHb 3 6e3nekn 3acToCyBaHHS NiKapcbkoro 3acody
B nicnspeecTpauinHuii nepiof, abo sk pesynbTaTt OLiHKN
3BiTY 3 4OCHiAXeHb, MPoBeAEeHUX BiANOBIAHO A0 NnaHy
negiatpuuHnx gocnigxeHs (PIP) (3MiHy y3rogxeHo 3

3a
peuenmom

UA/15856/01/01
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KOMMETEHTHVM YNOBHOBaXXEHNM OpraHoM). 3MiH1 BHECEHO
[0 iHCTPYKUIi ANs MEeAUYHOro 3aCTOCYBaHHS fikapCbKoro
3acoby y po3ginu: "Baaemogis 3 iHW1MKM NikapCbKumMm
3acobamu Ta iHwWi Buam B3aemopin", "OcobnmBocTi
3acTocyBaHHS" BiAMOBiAHO A0 OHOBMEHOI iHdopMalLlii 3
06e3neku 4it4oi pevyoBUHMN.
262 TAMICTEP Kancynu Teepgi; no Mictpan AHrnis Na6opaTopioc JleoH Icnanis/ BHECEHHS 3MiH 4O peecTpauiiHiX maTepianis: 3MiHu | Tuny 3a UA/18497/01/01
30 abo no 90 kancyn Kenitan ®apma, C.A., Icnanis PymyHis - 3MiHK 3 sikocTi. FoTOBWMI Nikapcbkuii 3aci6. KoHTponb peuenmom
y cbnakoHi; no 1 MeHeoXmeHT (BUPOBHMLTBO roTOBOro Nnikapcbkoro 3acoby. 3miHa y meTogax
c¢nakoHy B Jlimiten NPOMIDKHOIO NPOJYKTY, BUNPOOYBaHHS rOTOBOIO fikapCcbkoro 3acoby (HesHa4yHa
KapTOHHiIN kopobui rOTOBOrO MiKapCbKOro 3MiHa y 3aTBEpOXEHNX MeToAax BUNPOOyBaHHS) HE3HaYHI
3acoby, nakyBaHHs, 3MiHM y 3aTBEpOKEHOMY MeToai BunpobysaHHs 13 3a
KOHTPOSb SIKOCTI, nokasHnkoM «KinbkicHe BU3Ha4YeHHs TaMCynosuHy», a
Bunyck cepii); C.C. came foAdaHo nepenik peareHTiB, yTOYHEHO NPUroTyBaHHS
3eHTiBa C.A., PymyHisi PO34MHHWMKA, BUNPOBOBYBAHOIO PO34NHY, NOCHIAOBHICTb
(BUPOBHMLTBO xpomaTtorpadysaHHsi. 3MiHu | Tuny - 3MiHK 3 AKOCTI.
NPOMIiXXHOrO ["oToBMI Nnikapcbknii 3acib. KOHTponb rotoBoro
npoaykTy); Ataic nikapcbkoro 3acoby. 3miHa y MeTogax BUNpobyBaHHs
dapwma, C.J1., IcnaHis roTOBOrO JlikapcbKkoro 3acoby (He3Ha4yHa 3MmiHa y
(AnbTepHaTuBHE 3aTBEPKEHNX MeToAax BUNPoOyBaHHS) HE3HaYHI 3MiHN Y
BTOPWHHE NaKyBaHHS); 3aTBepAKeHoMy mMeTodi BunpobysaHHs 113 3a
MaHaHTian IHTerpa, NOKa3HUKOM «P034nHEHHS TamCcyno3uHy», a came
C.N.1O., IcnaHis 3MiHeHo ToukM BiAbopy Npob, AoAaHOo nepenik peareHTis,
(anbTepHaTMBHE penpe3eHTaTUBHI XpoMaTorpamu, yTOMHEHO NPUroTyBaHHS
BTOPWHHE NaKyBaHHs); PO34MHIB Ta NOCNIAOBHICTL XpoMaTorpadyBaHHs. 3MiHu |
INa6opaTopioc TMny - 3MiHK 3 SKoCTi. [OTOBMI Nikapcbkuin 3acib.
NikoHca, C.A., IcnaHis KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y Mmetogax
(anbTepHaTVBHE BUNPOBYBaHHS rOTOBOTrO Nikapcbkoro 3acoby (He3HayuHa
nepBuHHe Ta 3MiHa y 3aTBEpOXEHNX MeToAax BUNPOOyBaHHS) HE3HaYHI
BTOPVHHE NaKyBaHHS) 3MiHW y 3aTBeppKeHOMY MeToAi BunpobysaHHsA 113 3a
nokasHukom «KinbkicHe BU3HayeHHs [lytactepugy», a
came 3MiHEHO PO3YMHHWK, TeMMepaTypy KOMOHKHU,
YTOYHEHO MPUroTyBaHHS CTaHAAPTHOrO Ta
BUNPoB0OBYBAHOIO PO34MHIB, MOCMIAOBHICTb
xpomaTtorpadyBaHHs, AoAaHi penpe3eHTaTUBHI
Xpomartorpamu.

263./ TAMCYNO3UH MOPOLLIOK MpAT YkpaiHa Tixe IHpacTpi3 Jlimiteq IHAgis BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu | - UA/18388/01/01
Yy (cybeTaHuin) y "TexHonor" Tmny - 3MiHuM 3 sikocTi. A®Il. CtabinbHicTb. 3miHa nepiogy
riAPOXNOPUA | noasinHux NOBTOPHMX BMNpoGyBaHb/nepioay 36epiraHHs abo yMoB

nonieTuneHoBumx 36epiraHHst ADI (3a BiACYTHOCTI y 3aTBEPKEHOMY [OCLE
MiLLKax Ans cepTudikaTa BiANoBigHOCTI €BponeWickkin dhapmakonesi,
cdhapmaLeBTUHHOIO LLIO BKIIOYAE Nepiof NoBTOPHOro BUNpobyBaHHS) (nepiof
3acTocyBaHHs NoBTOPHOro BUNpobyBaHHs/nepion 36epiraHHs) -
36inbLueHHst abo BBeAEHHS nepiogy NOBTOPHOIO
BUNpobyBaHHsa/nepioay 36epiraHHa Ha OCHOBI pe3ynbTaTiB
OOCniXeHb Y peanbHOMY Yaci. 36inbLIeHHs TepMiHy
NepeKoHTPOno
3atBepaxeHo: TepMiH 36epiraHHs: TepMiH NepeKkoHTPOonto
— 36 micsuiB. 3anponaHoBaHo: TepMiH NpUaaTHOCTI:
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TepMiH NepekoHTPOno — 5 pokis.

264.

TET 36.6® 3
APOMATOM
AKALIT

MOPOLLIOK ANsi
0oparnbHOro PO34nHY,
no 13,1 r B cawe-
nakerti; no 5 a6o 10
calle-nakeTiB y
nayui

MpuBatHe
akuioHepHe
TOBapucTBO

"Nekxim-
Xapkis"

YkpaiHa

lMpuBaTtHe akuioHepHe Ykpaina
TOBapUCTBO "Jlekxim-

Xapkis"

BHECEHHS 3MiH 4O peecTpauiiHiX maTepianis: 3MiHu | Tuny
- 3MiHu 3 sikocTi. CepTudpikaTt BignosigHocTi/lE-
cepTudikar BiaANoBIAHOCTI EBpONENChKIN
chapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOBJIEHOrO cepTudikaTa BignoBigHOCTIi ab0 BUNYyYEHHSs
cepTudikaTa BiANoBiAHOCTI €Bponechbkin dapmakonei:
ana A®l; onsa BuxigHOro matepiany/peareHTy/npomMiKHOTo
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHMLTBI ADI; Ans
[OMOMDKHOI peqoBUHM (CepTudikaT BianoBigHOCTI
€sponelicbkin hapmakonei) - OHoBneHWn cepTudikaT Bif
yXe 3aTBepakeHoro BupobHuka. ogaHHs OHOBIEHOro
cepTudikaTa BignoBigHOCTI €Bponeiickkin dhapMakonei
R1-CEP 2012-148-Rev 03 (3aTtBepmxeHo: R1-CEP 2012-
148-Rev 01) gnsa gitovoi pevoBmHn Paracetamol Big Bxe
3aTBEpOKEHOro BUPOGHUWKa, SIKUIA 3MiHWB Ha3BY
(3aTBepmkeHo: Hebei Jiheng (Group) Pharmaceutical Co.,
Ltd., China; 3anponoHoBaHo: Shenzhou Jiheng
Pharmaceutical Co., Ltd., China).

be3
peuenma

UA/17419/01/01

265.

TET 36.6® 3
APOMATOM
JIMMOHY

MOPOLLIOK AN
0OpanbHOro PO34uHYy,
no 13,1 ry cawe-
nakerti; no 5 abo 10
calle-nakeTiB y
nayui

MpuBaTtHe
akuioHepHe
TOBapucCTBO

"Nekxim-
Xapkis"

YkpaiHa

lMpuBaTHe akuioHepHe YkpaiHa
TOBaApPUCTBO "Jlekxim-

Xapki"

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny
- 3MiHu 3 sikocTi. CepTudpikaT BignoeigHocTi/lE-
cepTudikaT BiANOBIAHOCTI €EBPONENCHKIN
dapmakonei/MoHorpadii. NMogaHHsA HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo BUMyYeHHs
cepTudikaTa BiANoOBiAHOCTI €Bponewchbkin dapmakonei:
ans A®l; onsa BMxigHOro martepiany/peareHTy/npoMipKHOTo
NpOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHMLTBI ADI; ans
[OMNOMIXKHOI peqoBUHU (cepTudikaT BignoBiaHOCTI
€Bponelicbkin hapmakonei) - OHoBNeHWn cepTudikaT Bif,
yXXe 3aTBepXeHoro BupobHuka. MNogaHHs OHOBMEHoro
cepTudikaTa BignoBigHOCTI €Bponerichbkin dapmakonei
R1-CEP 2012-148-Rev 03 (3aTBepaxeHo: R1-CEP 2012-
148-Rev 01) ans gitoyoi pevoBuHu Paracetamol Big Bxe
3aTBEpAKEHOro BUPOOHWMKa, KW 3MiHUB Ha3By
(3aTBepmkeHo: Hebei Jiheng (Group) Pharmaceutical Co.,
Ltd., China; 3aanponoHoBaHo: Shenzhou Jiheng
Pharmaceutical Co., Ltd., China).

6e3
peuenma

UA/17816/01/01

266.

TET 36.6®
MAKCI 3
APOMATOM
JIMMOHY

MOPOLLIOK AN
OpanbHOro Po3yuHy;
no 23 ry cawe-
nakerti, no 5 abo 10
calle-nakeTiB y
nayui

MpuBaTtHe
akuioHepHe
TOBapuUCTBO

"Nekxim-
Xapkis"

YkpaiHa

MpuBaTHe akuioHepHe YkpaiHa
TOBapuUCTBO "lekxim-

Xapki"

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3MiHu | Tuny
- 3miHu 3 sikocTi. CepTudikat BignosigHocTi/TE-
cepTudikaT BiaNoBIAHOCTI €BpONENChKin
dapmakonei/MoHorpadii. NMogaHHsA HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo BUMyYeHHs
cepTudikaTa BignNoBigHOCTI €Bponewickbkin hapmakonei:
ans A®l; onsa BuxigHOro martepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; Ans
[OMOMIXXHOT peqyoBUHU (cepTudikaT BignoBigHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHWn cepTudikaT Bif,
yXXe 3aTBepxeHoro BupobHuka. MNogaHHs OHOBMEHOro
cepTtudikaTa BignoBigHOCTI €Bponewichbkin dapmakonei

6e3
peuenma

UA/17386/01/01
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R1-CEP 2012-148-Rev 03 (3aTtBepmxeHo: R1-CEP 2012-
148-Rev 01) ans gitoyoi pevosunHun Paracetamol Big Bxe
3aTBepOKEHOro BUPOGHUWKa, SIKUA 3MiHWB Ha3By
(3aTBepmkeHo: Hebei Jiheng (Group) Pharmaceutical Co.,
Ltd., China; 3anponoHosaHo: Shenzhou Jiheng
Pharmaceutical Co., Ltd., China). 3miHu | Tuny - 3miHun 3
sikocTi. CepTudikat BignosigHocTi/l'E-cepTudikat
BiAMNOBIAHOCTI €Bponencokiv papmakonei/moHorpadii.
MogaHHA HoBoro abo oHoBreHoro cepTudikara
BigNoBigHOCTI abo BUNyYeHHs cepTudikaTta BignoBigHOCTI
€sponelicbkin hapmakonei: ans A®l; ona BMxigHOro
matepiany/peareHTy/npoMiXXHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI; anst 4ONOMiDKHOI
peyoBUHYM (cepTudikaT BiANOBIAHOCTI EBpONENCHKIN
dapmakonei) - OHoBneHUn cepTudikar Big yxe
3aTBepOKeHoro BUpobHuka. NogaHHst OHOBNEHOrO
cepTtudikaTa BignosigHocTi €Bponerichbkin dapmakonei Ne
R1-CEP 2003-179-Rev 04 (3atBepmxeHo: R1-CEP 2003-
179-Rev 03) gnsa gitoyoi pevoBuHn Phenylephrine
hydrochloride Big Bxe 3aTBepmxeHoro BUpobHuka 3i
3MiHOI aapecy BUPOBHMYOI OinbHULI (3aTBEPAKEHO:
Malladi Drugs & Pharmaceuticals Limited (Unit-3) 7B &
7C, Sipcot Industrial Complex, Ranipet-632 403, Vellore
District, Tamil Nadu, India; 3anpono+HosaHo: Malladi Drugs
& Pharmaceuticals Limited, Unit-3 7B & 7C, Sipcot
Industrial Complex, Ranipet District India -632 403
Ranipet, Tamil Nadu).

267.

TET 36.6®
MAKCI 3
APOMATOM
MAJTIUHU

MOPOLLIOK ANsi
OparnbHOro PO3YuHYy,
no 23 r y cawe-
nakeTi; no 5 abo 10
callue-nakeTiB y
navuj

MpuBaTHe
akuioHepHe
TOBapUCTBO

"Nekxim-
Xapkis"

YkpaiHa

[MpuBaTHe akKuioHepHe

TOBapUCTBO "Jlekxim-
Xapkis"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu |
Tmny - 3MiHn 3 skocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI €EBponenchkii
dapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTi abo BUNy4YeHHs
cepTudikaTa BignosigHoCTi €Bponeiickbkin dhapmakonei:
ans A®l; onsa BuxigHoro matepiany/peareHTy/npoMiXKHOro
NPOAYKTY, LLIO BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI; Ans
[OOMNOMiXHOT peqoBuHU (cepTudikaT BignoBigHOCTI
€Bponelicbkint hapmakonei) - OHoBMNeHW cepTudikaT Big,
yXXe 3aTBepa)KeHOro BUPOGHMKa;

NnoJaHHs OHOBMEHOro cepTudpikata BigNoBIAHOCTI
€sponevicbkinn papmakonei R1-CEP 2012-148-Rev 03
(3aTBepmkeHo: R1-CEP 2012-148-Rev 01) gnsa gitoyoi
peyoBuHM Paracetamol Big Bxe 3aTBepaKeHOro
BMPOGHMWKa, sIKUIA 3MIHWB Ha3BY (3aTBepapkeHo: Hebei
Jiheng (Group) Pharmaceutical Co., Ltd., China;
3anponoHoBaHo: Shenzhou Jiheng Pharmaceutical Co.,
Ltd., China; 3miHu | Tuny - 3miHn 3 sikocTi. CepTudikat
BignosigHocTi/E-cepTudikaTt BignoBigHOCTi €Bponenchkin
apmakonei/moHorpadii. NMoaaHHs HoBoro abo
OHOBMEHoro cepTudikaTta BignoBigHOCTi abo BUMYyYeHHs!

6e3
peuyenma

UA/17861/01/01
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[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpayiliHo2o

noceio4yeHHs1

cepTudikaTa BignoBigHOCTIi €BponeWnchkin dapmakonei:
ana A®l; onsa BuxigHOro martepiany/peareHTy/npomMiKHOTO
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHMLTBI ADI; ans
[OMOMDKHOI peqoBUHM (CepTudikaT BianoBigHOCTI
€sponelicbkin hbapmakonei) - OHoBneHWn ceptudikaT Bif
yXXe 3aTBepO)KeHoro BUPOGHMKa;
noJaHHsi OHOBMEHOrO cepTudikaTa BiAnoBigHOCTI
€sponecbkin dapmakonei Ne R1-CEP 2003-179-Rev 04
(3aTBepmkeHo: R1-CEP 2003-179-Rev 03) gns gitovoi
peyvoBuHn Phenylephrine hydrochloride Big Bxe
3aTBepAKEHOro BUPOGHMKa 3i 3MiHOK agpecy BUPOOHWYOT
ninbHuui (3aTBepmkeHo: Malladi Drugs & Pharmaceuticals
Limited (Unit-3) 7B & 7C, Sipcot Industrial Complex,
Ranipet-632 403, Vellore District, Tamil Nadu, India;
3anponoHoeaHo: Malladi Drugs & Pharmaceuticals
Limited, Unit-3 7B & 7C, Sipcot Industrial Complex,
Ranipet District India -632 403 Ranipet, Tamil Nadu)

268.

TET 36.6®
PANIA 3
APOMATOM
AKALYT

NMOPOLLOK Anst
oparnbHOro PoO34nHy,
no 23 r B cawe-
nakeTi; no 5 abo 10
calle-nakeTiB y
nayui

MNpuBaTHe
akuioHepHe
TOBapucTBO

"Nekxim-
Xapkis"

YkpaiHa

[NpuBaTHe akuioHepHe
TOBapUCTBO "Jlekxim-
Xapki"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiHux maTtepianis: 3MiHu |
Tmny - 3MiHun 3 sikocTi. CepTudpikaT BignosigHocCTI/lE-
cepTudikaT BiANOBIAHOCTI EBPONENCHKIN
dapmakonei/MoHorpadii. MogaHHsA HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTi a6o BUNYyYEHHS
cepTudikaTa BiANOBIAHOCTI €BpoNenchbkin dapmakonei:
ans A®l; onsa BuxigHoro matepiany/peareHTy/npoMixKHOro
NpPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHMLTBI ADI; Ana
[OMNOMIXKHOI peqoBUHU (cepTudikaT BignoBiaHOCTI
€Bponelicbkint hapmakonei) - OHoBMNeHW cepTudikaT Big,
yXe 3aTBepKeHOro BUpobHUKa;
noAaHHsi OHOBIEHOro cepTudikara BiAnNOBIAHOCTI
€sponevicbkinn apmakonei R1-CEP 2012-148-Rev 03
(3aTBepmxeHo: R1-CEP 2012-148-Rev 01) ans gitovoi
peyoBuHM Paracetamol Big Bxe 3aTBEPOKEHOTO
BMPOGHMWKa, sIKUIA 3MIHVB Ha3BY (3aTBepapkeHo: Hebei
Jiheng (Group) Pharmaceutical Co., Ltd., China;
3anponoHoBaHo: Shenzhou Jiheng Pharmaceutical Co.,
Ltd., China). 3minu | Tuny - 3miHu 3 skocTi. CepTudikat
BignosigHocTi/lE-cepTudikat BianoBiaHOCTIi €Bponenchbkin
dapmakonei/MoHorpadii. NMogaHHsA HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo BUMYyYeHHs
cepTudikaTa BignosigHocTi €Bponeiickkiii hapmakonei:
ans A®l; onsa BuxigHOro martepiany/peareHTy/npoMipKHOrO
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOGHULTBI ADI; Ans
[OMNOMiXHOT peqoBUHU (cepTudikaT BignosigHoCTi
€Bponelicbkint hapmakonei) - OHoBNeHW cepTudikaT Bif,
yXe 3aTBep[pKeHOro BUpoOHUKa; NoaaHHA OHOBIIEHOTO
cepTtudikaTa BignosigHocTi €Bponeiickbkin dpapmakonei Ne
R1-CEP 2003-179-Rev 04 (3aTBepaxeHo: R1-CEP 2003-
179-Rev 03) ans gitoyoi pevosuHun Phenylephrine
hydrochloride Big Bxe 3aTBepmxeHoro BUpobHuka 3i

6e3
peuenma

UA/17387/01/01




125

[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpayiliHo2o

noceio4yeHHs1

3MiHOI aapeck BUPOOHMYOI OinbHULI (3aTBEPAKEHO:
Malladi Drugs & Pharmaceuticals Limited (Unit-3) 7B &
7C, Sipcot Industrial Complex, Ranipet-632 403, Vellore
District, Tamil Nadu, India; 3anponoHosaHo: Malladi Drugs
& Pharmaceuticals Limited, Unit-3 7B & 7C, Sipcot
Industrial Complex, Ranipet District India -632 403
Ranipet, Tamil Nadu)

269.

TET 36.6®
PANIA 3
APOMATOM
JIMMOHY

MOPOLLOK AN
OpanbHOro Po34uHy,
no 23 ry cawe-
nakerti; no 5 abo 10
calle-nakeTiB y
navuj

MpuBatHe
akuioHepHe
TOBapuUCTBO

"Nekxim-
Xapkis"

YkpaiHa

lMpuBaTtHe akuioHepHe
TOBapUCTBO "Jlekxim-

Xapkis"

Ykpaina

BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3MiHu | Tuny
- 3MiHu 3 sikocTi. CepTudpikaTt BignosigHocTi/lE-
cepTudikaT BianoBiaHOCTI €BpONENChKin
dapmakonei/MoHorpadii. NMogaHHsA HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTIi ab0 BUNYyYEHHSs
cepTudikaTa BignoBigHoOCTi €BponeWchkin dapmakonei:
ans A®l; onsa BMxigHOro martepiany/peareHTy/npomMipKHOTO
NPOAYKTY, O BUKOPUCTOBYIOTECH Y BUPOOHMLTBI ADI; Ans
[OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
€sponelicbkin hbapmakonei) - OHoBneHWn cepTudikaT Bif
yXXe 3aTBepxeHoro BupobHuka. MNogaHHsS OHOBMEHoro
cepTudikaTa BignoBigHOCTI €Bponeiickkin hapMakonei
R1-CEP 2012-148-Rev 03 (3atBepaxeHo: R1-CEP 2012-
148-Rev 01) gnsa gitoyoi pevoBmHn Paracetamol Big Bxe
3aTBEpPAKEHOro BUPOOHWMKa, KU 3MIHUB Ha3BY
(3aTBepmkeHo: Hebei Jiheng (Group) Pharmaceutical Co.,
Ltd., China; 3anponoHoBaHo: Shenzhou Jiheng
Pharmaceutical Co., Ltd., China). 3miHu | Tuny - 3miHu 3
skocTi. CepTudpikat BignosigHocTi/lE-cepTudikat
BigMNOBigHOCTI E€Bponenchkii papmakonei/MmoHorpadii.
MogaHHs HoBoro abo OHOBMEHOTO cepTudikaTa
Bi4NoOBIigHOCTI abo BUNy4eHHs cepTudikarta BignoBigHOCTI
€Bponelickkint hapmakonei: ans A®l; onsa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpoaykTy, Lo
BMKOPWCTOBYIOTBCS Y BUPpObHUUTBI A®I; ons 4ONOMIKHOT
peyvoBUHM (CepTUdikaT BignoBigHOCTI €EBponeinchkil
apmakonei) - OHoBReHU cepTudikat Bif yxe
3aTBepmkeHoro BupobHuka (B.111.1. (a)-2 I1A)
NnoAaHHs OHOBMEHOro cepTudikata BiANOBIAHOCTI
€sponericbkint hapmakonei Ne R1-CEP 2003-179-Rev 04
(3aTBepmkeHo: R1-CEP 2003-179-Rev 03) gns gitovoi
peyoBuHM Phenylephrine hydrochloride Big Bxe
3aTBepOKEeHOro BUPOGHUMKa 3i 3MiHOK agpecy BUPOGHUYOT
AinbHULi (3aTBepmkeHo: Malladi Drugs & Pharmaceuticals
Limited (Unit-3) 7B & 7C, Sipcot Industrial Complex,
Ranipet-632 403, Vellore District, Tamil Nadu, India;
3anponoHoBaHo: Malladi Drugs & Pharmaceuticals
Limited, Unit-3 7B & 7C, Sipcot Industrial Complex,
Ranipet District India -632 403 Ranipet, Tamil Nadu)

be3
peuenma

UA/17420/01/01

270.

TUHIAA3O0IJ1-
TEBA

TabneTkn, BKPUTI
nNiBKOBOO
06onoHkoto, no 500

TOB «TeBa
YkpaiHa»

YkpaiHa

BankaHdhapma-
OynHuug AT,
Bonrapis;

Bonrapis

BHECEHHS 3MiH 1O peecTpauiiHix maTepianis: 3minu |
TMny - 3MiHK 3 sikocTi. [oTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBanbHuiA 3aci6. 3miHa napameTpis

3a
peuerimom

UA/6782/01/01
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[TponoBkeHHs noaarka 3

Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Mr o 4 TabneTtkn y BankaHthapma- cneunikauin Ta/abo 4oNyCTUMUX MEX NepPBUHHOT
6nictepi; no 1 Pasrpag AT, Bonrapis yNakoBKM rOTOBOTO NikapCbKoro 3acoby (AONOBHEHHS
Gnictepy y cneumdikaLii HOBMM NOKa3HWKOM 3 BiAMOBIAHUM METOLOM
KapTOHHiI kopooLi BUNPOOYBaHHS) BHECEHHSI 3MiH [0 pO3ainy
3.2.P.7.Cuctema KoHTeWHep/3aKkynoptoBarnbHui 3acio,
30Kpema: B cneumdikauii Ha NnepBUHHE NakyBaHHS
(antomiHieBa chonbra) fogaBaHHS HOBOroO napameTpy
"lgeHTudpikadisi. Moniectep " 3 BignoBiAHMM MeTOAOM
BunpobyeaHHs (IR spectrum) gnsa BupobHnka ALUBERG
S.P.A., ltaly.
271 TUPOrEH® 0,9 | nopotuok Ans [hxeHsarim Hinepnax [xeHsavim IpnaHg Ipnangis/ BHECEHHS 3MiH [0 peecTpauiiHnx matepianis: 3minu | 3a UA/9743/01/01
Mmr NPUroTyBaHHs Opon B.B. an TimiTen, lpnaHgis CLIA/ TMny - 3MiHK 3 akocTi. ASl. BupobHmuTBO. 3MiHKM B NpoLeci peuenmom
po34unHy (0,9 mr/mn) (BUPOBHMLTBO Benwka BUpobHMLTBa ADI (He3HavHa 3MiHa y npoLeci
ans in'ekuin no 1,1 KiHLIEBOrO MPOAyKTY BpuTaHis BUpobHMUTBa ADI)

Mr; 2 chnakoHu 3
MOPOLLIKOM Y
KapTOHHiIN kopobui

(fill/finish), koHTpOMNb
cepil, NnepBuHHa Ta
BTOPWHHA ynaKkoBKa,
[03BiN Ha BUMYCK
cepii); [xeHsanm
KopnopenuwH, CLUA
(BUPOBHMLTBO
Hepo3dacoBaHoI
npoaykuii); [bkeHsanm
Nimiten, Benuka
BpuTtaHis (BTopuHHa
ynakoBka, [03BiN Ha
BUNYCK cepii)

306inbLUEeHHsI NPUNYCTMMOrO Yacy 3bepiraHHa Tpucakpun
cuHboro entoaty 3 30 go 150 aHie npu 3GepiraHHi B
nonieTuneHoBux naketax o6’emom 10 n 3a Temnepatypu
2-10 °C. Po3ginn 3.2.5.2.2,3.2.8.2.4,3.2.S. 25i
3.2.S.2.6 oHOBNEHO; 36inbLIEeHO NPUNYCTUMUIA Yac
36epiraHHsi TpMCaKpUI CUHLOTO entaTy, peaakuUinHi 3MiHW.
3MmiHu Il Tuny - 3MiHu 3 skocTi. A®l. BUpobHULTBO. 3MiHKN B
npoueci BupobHuuTea AP| (3mMiHa CTOCYETLCSI aKTUBHOI
PeYOoBMHM GiONOrYHOro/iMyHONOMYHOIO MOXOAXKEHHS abo
BMKOPUCTaHHSA XiMiyHMx APl y BUpOBHMLTBI Nikapcbkoro
3acoby 6ionori4HOro/iMyHONOriYHOrO NOXOAXKEHHS, sika
MOX€E MaTu 3Ha4YHWI BNIIMB Ha SKiCTb, 6e3neky Ta
eheKT1BHICTb Nikapcbkoro 3acoby, i He CTocyeTbCst
npoTtokony) 3miHu B npoueci BUpobHULITBA aKTUBHOI
peyoBMHM BIONOriYHOro/iIMyHOOrYHOrO MOXOAXKEHHS
TUPeOoTPONiH anbda: BNpoBaAXEHHSA BUKOPUCTAHHS
0HOPa30BMX TEXHONOTI ANA OTPUMAHHSA Ta OYULLEHHS
nociBHux matepianis (konba, naketu i HaHOINbTP) 3
ypaxyBaHHsIM HeoOXigHMX 3MiH, MOB’A3aHMX i3 Nepexoaom
Ha ogHopa3oBi TexHornorii. Po3ginu 3.2.5.2.2, 3.2.5.2.4,
3.2.8.25,3.28.2.6,3.2.5.4.4,328.7.1,3.28.7.3i
3.2.A.2 OHOBIEHO; A0 HUX BHECEHI AaHi PO BUKOPUCTaHHS
0HOPa30BMX TEXHONOTI ANA OTPUMAHHSA Ta OYULLEHHS
NOCiBHMX MaTepianis, peaakuinHi 3miHu. 3miHu Il Tuny -
3MiHu 3 skocTi. A®l. Cuctema
KOHTeWHep/3aKkynoptoBanbHuiA 3acit. 3MiHa y
6e3nocepepHin ynakosui A®I (sikicHi Ta/abo KinbKiCHI 3MiHK
cknagy ons cTepunbHUX Ta HesamopoxeHux Ad|
6ionori4Horo/iMyHOMNoriYHOro NOXoAxeHHs) 3MiHa sikicHoro
Ta KiNbKICHOrO CKragy NepBUHHOI YakoBKW CTEPUIbHOI Ta
HEe3aMOpPOXeHOI BiONOrivYHOT aKTUBHOI Pe4OBUHU
TUpeOoTpOniH anbda:
1. Hepo3adacoBaHa dapmaueBTU4Ha pevoBuHa be3
[OOMNOMiXHUX iHFrpedieHTiB 36epiraTumeTbes B 50-niTpoBMx
04HOPa30BMX NONIETUINEHOBMX NakeTax 3amicTb
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[TponoBkeHHs noaarka 3

Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KOHTeWHepIB 3i ckrna abo Hepxxasitovoi cTani. 2. FoToBa
Hepo3adhacoBaHa hapmaLeBTUYHa cybcTaHLis
30epiraTumeTbCs B 4-1iTPOBMX NOMiNPONineHoBNX 6aHkax
3 MmoaundpikoBaHNMM kpuLLkamu, 10-niTPOBUX OAHOPA30BUX
nonieTUNeEHOBUX NakeTax B 3aMOPOXXEHOMY cTaHi abo 50-
niTpoBux 4n 100-niTpOBNX OAHOPA30BMX NOMIETUNEHOBUX
nakeTax B OXONOAXXeHOMY CTaHi 3aMiCTb KOHTENHepIB i3
noninponineHy abo Hepxasgitoyoi ctani. 3. Ans
TpaHCMNOPTYBaHHSA rOTOBOI Hepo3dhacoBaHO|
hapmaLeBTUYHOI cyOCcTaHLii 3amicTb KOHTelHepa 3
HepXaBitoyoi cTani BUKOPUCTOBYBATUMETLCA OQHOPa30BUN
nonietunexHoBuin naket o6’emom 100 niTpie. BignosigHi
pefakUinHi 3MiHM 40 OHOBIEHUX PO3A4iNiB AOCHE.
272| TIAPA COJ1O TabneTkn, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny 3a UA/18327/01/01
nniBkoBOKO "®apmaueBTu "papmaueBTnYHa - 3MiHM 3 sikocTi. FoToBMIA Nikapcbkuii 3aci6. CTabinbHICTb. peuenmom
o6onoHkoto, no 80 YHa bipma dipma "dapHuuga" 3MmiHa y TepMiHax npugaTHocTi abo ymoBax 36epiraHHsi
mr, no 14 Tabnetok "NapHuug” rOTOBOrO MiKapCbKOro 3acoby (36inbLUeHHSA TEPMiHY
Y KOHTYpPHin nNpUAaTHOCTI rOTOBOrO fikapcbkoro 3acoby) - [1ns ToproBoi
YapyHKOBIW ynakoBku (MiATBEPAKYETbCA AAHUMUN pearnbHOro 4acy).
ynakoBLi; no 2 36inbLUEeHHs1 TepMiHY NPMAATHOCTi FOTOBOIO NiKapCbKOro
KOHTYPHi YapyHKOBI 3acoby (3aTBepaKeHO: TePMiH NPUAATHOCTI 2 POKY;
yrnakoBKM B nayLi 3anporoHoOBaHO: TEPMiH NpuaaTHoOCTI 3 poku). 3MiHK
BHECEHI B iHCTPYKLiI0 AN MEOUYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby y po3ain "TepmiH npugaTHOCTI".
BBeaeHHs 3MiH NnpoTsarom 6-Tu Micauis nicns
3aTBEPOKEHHS.
273.| TIAPA CcOJlO TabneTku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiliHiX MaTepianis: 3MiHu | Tuny 3a UA/18327/01/02
NniBKOBOO "®apmaueBTn "®apmaueBTnyHa - 3miHu 3 gKkocTi. FoToBuUIA nikapcbkuii 3acit. CTabinbHICTb. peuernmom
obornoHkoto, no 160 YyHa dipma dipma "OapHnuga" 3MiHa y TepmiHax npuaaTHOCTI abo ymoBax 36epiraHHs
mr, no 14 TabneTok "OapHuus” rOTOBOrO MikapCbKoro 3acoby (36inbLUeHHs TEpMiHY
Y KOHTYpHIn NpYAATHOCTI rOTOBOrO fikapcbkoro 3acoby) - [1ns Toprosoi
YapyHKOBIW ynakoBKku (MiATBEPAKYETLCA AAHUMUN PearbHOro Yacy).
ynakoBLi; no 2 abo 36inbLUeHHs TEPMiHY NPMAATHOCTi FOTOBOrO NiKapCbKOro
no 6 KOHTYPHUX 3acoby (3aTBepaKEHO: TEPMiIH NPUAATHOCTI 2 POKU;
YapyHKOBUX 3anpornoHOBaHoO: TEPMiH NpuAaTHOCTI 3 poku). 3MiHK
yMakoBOK y navi BHECEHI B iHCTPYKLIit0 AN MEANYHOIO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "TepmiH npuaaTHoCTI".
BBepneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPOKEHHS.
274 TIBAPIH-H PO34uH ANS iHdY3in, TOB YkpaiHa KoHTponb, Bunyck Ykpaina/ BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHu | Tuny 3a UA/19033/01/01
42 wmr/mn; "®APMACE" cepii: Ipeuis - 3MiHK 3 gKocTi. [oToBUIA Nikapcbkuii 3acid. 3miHn y peuernmom
no 100 mny TOB “©APMACEN", BMPOGHMUTBI. 3MiHa iMnopTepa/3miHK, Lo CTOCYTbCS
donakoHi, no 1 YkpaiHa abo TOB BUMYCKY Cepil Ta KOHTPOSO SKOCTi FOTOBOrO JiKapCbKOro
hnakoHy B navui 3 “©APMACEIJT, 3acoby (3amiHa abo nopaBaHHst BUPOOHHMKA, LLIO
KapTOHY YkpaiHa; BiANOBigae 3a BBe3eHHs Ta/abo Bunyck cepii) -
Hepo3adacosaHui Bknitoyatoun KoHTponb/BunpobyBaHHs cepii. [lonaBaHHS
nNpoAYyKT, NepBuHHa [oAaTKoBOI BUPOOHUYOT ainbHuli TOB ®APMACET,
ynakoBKa, BTOPUHHA Ykpaina, 03115, M. Kuis, Byn. CBsiTOLIMHCbKA, 34. 3MiHM
yMaKoBKa, KOHTPOIb: BHECEHI B iHCTPYKLIit0 AN MEAWNYHOro 3aCTOCYBaHHS




128 [TponoBkeHHs noaarka 3
Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BIOCEP C.A. nikapcbkoro 3acoby y po3ain "Micue3HaxomKeHHs
MAPEHTEPAI BMpObHMKa Ta agpeca MicLsi NPoBaKeHHs Moro
COnoWwHC nisinbHOCTI" 3 BigNOBIAHUMW 3MiHAMW B TEKCTi MapKyBaHHS
IHOACTPI, peuis ynakoBoK. BBeAeHHs 3MiH NpoTsarom 3-x micsiuie nicnsi
3aTBEPOKEHHS.
275, TPUKAPOWH Kpanni opanbHi; no TOB YkpaiHa TOB "TepHodapm" YkpaiHa BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3miHu | Tuny 6e3 UA/8447/01/01
CEPLEBI 25 mn y cknsgHOMyY "TepHodapm" - 3miHK 3 sikocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb peuenma
KPAMMI hnakoHi- roToBOro nikapcbkoro 3acoby. 3miHa napameTpis
KpanenbHuui abo y cneumndikauii Ta/abo JoNyCcTUMMX MEX FrOTOBOro
bnakoHi nikapcbKkoro 3acoby (iHLwi 3MiHWM) BHECEHHS 3MiH B
nonimepHomy 3 crneundikaLito LWoao NepioguyYHOCTI MikpobionoriYyHoro
npo6koto- KoHTponto 13, a came CKOPOYEHHS KifIbKOCTi KOHTPOSO
KpanenbHuueto; no 1 Cepiii: «<He PYTUHHWIA TECT: AONYCKAaETLCA NPOBOAUTH
nakoHy B nauui; no KOHTPOMb NepLLOi Ta KOXHOI AeCATOI HacTynHoi cepii 113,
25 Mn y cknstHomy ane He pigLwe Hixx 1 cepii B pik». 3a3Ha4YeHHs1 KOPEKTHOrO
hnakoHi 3 Npobkoto- nocunaHHs Ha gitove BugaHHsa Y B cneundikauii Ta
KpanensHuueto; no 1 MeToAax KOHTPOIO 3a nokasHnkoM «MikpobionoriyHa
c¢nakoHy B naydi; no yncToTa» (BUIy4eHo nocunaHHsa Ha oY, 1.4), a Takox
50 mn y cbnakoHax norogKeHo nocunaHHs Ha posgin AdY, 5.1.8. samicTb
CKNsiHMX abo y 5.1.4., Ak 3a3Ha4yeHo B meTogdax koHTponio MKA N3
cdnakoHax
noniMepHux 3
npo6koto-
KpanenbHuueto; no 1
dnakoHy B nayui; no
50 My cknsHomy
hnakoHi 3 npobkoto-
KpanenbHuueto; no 1
pnakoHy B mayi
276/ TPUOCUN® TabneTku, BKpUTI MPAT YkpaiHa MPAT "®ITODPAPM" YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu | 3a UA/17202/01/01
obornoHkoto; no 10 "®ITOPAPM" TMny - AGMiHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuernmom
TabneTtok y 6nicrepi; Ta/abo agpecu 3asBHUKA (BNAacHUKa peecTpauiniHoro
no 3, 5a6o 10 noceigyeHHs) 3miHa agpecu 3asiBHUKa - 3MiHWM BHECEHO B
GnicTepiB y navui IHCTPYKLUilO ANA MeAMYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby y po3gin «Micue3HaxoaKeHHs 3asiBHUKay. TepMiH
BBEAEHHS 3MiH NpOTSArom 6 MicsiiB nicnsi 3aTBEPAXKEHHS.
277.| TPULUUTPOH NOpOLUOK ANs TOB YkpaiHa TOB "dapmaueBTuyHa YkpaiHa BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 3miHu | Tuny 6e3 UA/18162/01/01
EKCTPA oparnbHOro Po3ynHy, "®apmaueBTn komnaHisi "PapKoC" - 3MmiHu 3 AkocTi. FoToBMIA Nikapcbkuii 3acib. Cuctema peuenma
no 1 cawe; no 10 YHa KOMNaHis KOHTeWHep/3aKkynoptoBanbHuiA 3aci6. 3miHa po3mipy
abo 30 cawe y "®apKoC" YMakoBKM rOTOBOrO NiKapCbKoro 3acoby (3miHa KinbKoCTi
KapTOHHiIN kopobui oavHULb (Hanpuknag TabneTok, amnyn ToLo) B yrNakoBLi:)
- 3miHa no3a Aiana3oHoM 3aTBEPAXEHNX PO3MIpIB
ynakoBKU. BHeCeHHS anbTepHaTUBHOTO NaKyBaHHS
nepBuHHoOI ynakosku Ne 1 calue (6e3 BTOPUHHOT ynakoBKkn)
—no 1 cawwe 6e3 BkNagaHHs y BTOPUHHY YMaKoBKY, 3
BigNoBigHMMM 3MiHaMK B p. «YnakoBka» MKA J13.
[NepBVHHMIN NakyBanbHUA MaTepian He 3MiHUBCS. 3MiHM
BHECEHI B iHCTPYKLIit0 AN MEANYHOIO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "YnakoBka", sk Hacnigok




129 [TponoBkeHHs noaarka 3
Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
nosiea anbTepPHaTUBHOIO TEKCTY MapKyBaHHS NEPBUHHOT
ynakoBku Ne10 (6e3 BTOPUHHOI).
278.| YPOBYTUH TabneTtku, 5 mr; no Akkopg Monbwa BUPOBHMLTBO IHpis/ BHECEHHS 3MiH [0 peecTpauinHmux maTtepianis: 3MiHu | 3a UA/19193/01/01
10 TabneTok y Xenckea nikapcbkoro 3acoby, Yexia/ TUny - 3MiHK 3 sIKoCTi. FOTOBWIA nikapcbkuii 3acit. 3miHn y peuenmom
6nictepi; no 3 Moncka Cn. 3 nepBuHHe Ta Benuka BMPOOHMUTBI. 3MiHKU y NpoLieci BUPOBHWULTBA roTOBOrO
Gnictepu y nayui 0.0. BTOPVHHE NaKyBaHHS, BputaHia nikapcbKkoro 3acoby, BKMoYaym NPOMiKHUA NPOAYKT, LLO
KOHTPOIb SKOCTI cepii: 3aCTOCOBYETHLCS NPY BUPOGHULITBI FOTOBOTO NiKapcbKoro
IHTac 3acoby (iHWi 3miHW) foAaBaHHA BTOPUHHOIO NakyBanbHOro
dapmachkioTikanc marepiany, a came NOTPINHOro flamiHoBaHOro
Nimiten, IHais; antomiHieBoro Miwka (TRIPLE LAMINATED ALU BAG)
BMPOBHMLTBO Ans ynakosku in bulk. 3atsepaxero: - HMHDPE 10L CT
nikapcbkoro 3acooy, with press cap & LOC ring & pin, LDPE Bag and Silica Gel
nepBUHHE Ta Bags.
BTOPWHHE MaKyBaHHSI: - PPCP containers with LDPE bag and Silica gel bags.
IHTac 3anponoHoBaHo: - HMHDPE 10L CT with press cap &
dapmachkioTikanc LOC ring & pin, LDPE Bag and Silica Gel Bags. - PPCP
TimiTeq, IHais; containers with LDPE bag and Silica gel bags. - Triple
KOHTporb sikocTi: TOB laminated Alu bag, LDPE Bag and Silica Gel Bags.
AJIC Yecbka
Pecny6bnika, Yexis;
KOHTporb sikocTi: TOB
AJIC Yecbka
Pecny6bnika, Yexis;
KOHTporb sikocTi: AJIC
JTABOPATOPIC
(FOKEN) NIMITEL,
Benwvka BputaHis;
KOHTPOIb SIKOCTi:
ACTPOH PECbOPY
NIMITEL, Benuka
BpuTaHis;
BiAnoBiganbHWI 3a
Bunyck cepii: AKKOP[
XEJICKEA NIMITELA,
Benvka Bpuranis
279.| YPCONI3NH kancynu no 150 wmr; Maric ITanis Mitim C.p.n. ITanis BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu | 3a UA/8078/01/01
no 10 kancyn y dapmacbtoTivi Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
6nicTepi; o 2 abo C.p.n. dapmakoHarnsaay. BeegeHHs abo 3MiHM [o y3aranbHeHWX
10 GnicTepiB y [AaHux nNpo cuctemy chapmMakoHarnsigy (BBeAeHHs
KapTOHHIl kopobui y3aranbHeHVX JaHuX Npo cucTeMy chapmMakoHarnsay,
3MiHa ynoBHOBaXeHoi ocobu, BiAMoBiaanbHOI 3a
30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
dapmakoHarnagy 3asBHUKa ANns 34iNCHEHHs!
dapmakoHarnagy B YKpaiHi, SKL0 BOHa BiAMiHHA Bif
yNoBHOBaXeHOoI ocobu, BignoBiaansHoi 3a 3aiNCHEHHS
hapmakoHarnsiay (BKIoYarum KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MilLleHHi MacTep-daiina cuctemu
hapmakoHarnsigy) 3miHa yrnoBHoBaxeHoi ocobu 3asiBHUKA,
BignoBiganbHoI 3a 34iMCHeHHs dhapmakoHarnsay. Aioya




130

[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpayiliHo2o

noceio4yeHHs1

pegaakuis: Dr. Jennifer Parise. MponoHoBaHa pegakuis: Dr.
Francisco Jose Redondo Dominguez.

3MiHa KOHTaKTHMX JaHMX YNOBHOBaXXEeHOI 0CObM 3asiBHUKA,

BiZNOBIganbHoI 3a 34iMCHEHHS hapmMakoHarnsgy. 3miHa
KOHTAKTHOI 0cobu 3asiBHUKA, BiAnoBiganbHoi 3a

3aiicHeHHs hapmakoHarnsay B YkpaiHi. [litoya pegakuis:

JlenewkiHa IpuHa AHaToniiBHa. [ponoHoBaHa peaakuis:
LWknapeswny Irop OnekcangpoBmY. 3MiHa KOHTAKTHUX
[aHNX KOHTaKTHOI 0cobu 3asiBHMKA, BiANOBiAanbHOI 3a
34iicHeHHs1 dhapmakoHarnagy B YKpaiHi.

280.

YPCONI3UH

kancynu no 300 wmr;
no 10 kancyn y
6nicTepi; no 2 abo
10 G6nictepiB y
KapTOHHiIN kopooLi

Maric
dapmachtoTivi
C.p.n.

ITanis

Mitim C.p.n.

ITanis

BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu |
TMny - 3MiHK Wopao 6eanekn/edeKTUBHOCTI Ta
cdapmakoHarnsgy. BeegeHHst abo 3MiHM 0o y3aranbHEeHUx
AaHnx npo cuctemy chapmakoHarnsagy (BBeAeHHs
y3aranbHeHUX AaHnx Npo cuctemy cbapmakoHarnsgy,
3MiHa ynoBHOBaXeHOI ocobu, BianoBiganbHoi 3a
3AiCHEeHH: hbapmakoHarnsgy; KOHTakTHoOI ocobu 3
thapmakoHarnagy 3asgBHUKa Ans 30iNCHEHHA
chapmakoHarnagy B YkpaiHi, SKLWO BOHA BigMiHHaA Big
YMOBHOBaXEHOi 0COOM, BignoBiganbHOI 3a 30iNCHEHHS
tapmakoHarnagy (Bkrovar4mn KOHTaKTHI AaHi) Ta/abo
3MiHW y PO3MilLleHHI MacTep-carnna cuctemm
dapmakoHarnagy) 3miHa ynoBHOBaXeHOi 0cobu 3asiBHUKA,
BignoBiganeHoI 3a 34iMCHeHHs apmakoHarnsaay. [ioya
pepakuis: Dr. Jennifer Parise. MNponoHoBaHa peaakuisi: Dr.
Francisco Jose Redondo Dominguez.
3MiHa KOHTaKTHMX AaHNX YNOBHOBaXXEHOI 0COOU 3asiBHYKA,
BiAMNOBiganbHOI 3a 3ailicHeHHs1 hapmakoHarnsay. 3miHa
KOHTaKTHOT 0cobu 3asiBHUKA, BianosigansHoi 3a
34iicHeHHs bapmakoHarnsaay B YkpaiHi. [itoda pegakuis:
Ilenewkina IpuHa AHaToniiBHa. [ponoHoBaHa peakuis:
LLknapeswny Irop OnekcangpoBuY. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOT ocobu 3asBHUKA, BiANOBiAanbHOI 3a
34iicHeHHs dapmakoHarnagy B YKpaiHi.

3a
peuerimom

UA/8078/01/02

281.

YTPOXECTAH
®

kancynu no 100 mr,
no 15 kancyny
GnicTepi; no 2
6nictepu B
KapTOHHIl kopobui

BeseH
Xenckea CA

Benbris

BMPOBHMLTBO
Hepo3adpacoBaHoI
npoaykuii:
Kancyoxenb
Mnoepmensb, ®paHuis;

BUPOOHMLTBO
Hepo3dhacoBaHoI
npoAaykuii, nepBuHHa
Ta BTOpPWHHA
ynakoBKa, KOHTPOnb
SAKOCTi, [O3BIiN Ha
BUNYCK cepii:
CiHgea ®apwma, CIl,
Icnanis

PpaHuis/
Icnanis

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny
- AOMiHiCTpaTMBHI 3MiHU. Buny4eHHs BUPOGHMYOI AinbHUL
(Bkntovaroum ainbHuui ana A®l, npomixkHoro npogykTy abo
roTOBOrO fikapCcbKoro 3acoby, AiNbHULi Ans NpoBeAEHHS
nakyBaHHs1, BUpoOHWMKa, BiANoBiganbHOro 3a BUNYcK cepin,
MicLie NpOoBeEHHS KOHTPOTH cepii) abo nocTavanbHUKa
BMXiQHOro Martepiarny, peareHTy abo JOMNOMiXKHOI
PEYOBUHY (SIKLLO 3a3Ha4YeHo Y JoCke) - BuaaneHus
BMpOoGHMKa Be3zeH MeHbtodekuypiHr Benmkiym CA,
Benbria (FpoT-birapaeHwTpat 128, 1620 AporeH6oc,
Benbrist), Wwo BignosiganbHuMiA 3a NEPBUHHY Ta BTOPUHHY
yNaKoBKY, KOHTPOIb SKOCTI, 03BiN Ha BUMNYyCK cepii. 3MiHK
BHeCeHi B po3ainy "BupobHuk" Ta "MicLie3HaxooKeHHs
BMPOOHWMKa Ta Noro agpeca Micusa NpoBaaXXeHHS

LisinbHOCTI" B IHCTPYKLIiKO AN MEAUYHOro 3aCTOCYBaHHS

3a
peuerimom

UA/2651/01/02
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
nikapcbkoro 3acoby y 3B'A3Ky 3 BUNYYEHHSM BUPOGHMYOT
AINbHWLI, SK HACMIAOK - BUNYYEHHS TEKCTY MapKyBaHHS
yMakoBKW Ansi BiANOBIAHOT BUPOOHNYOI AinbHUL.
BBepneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPAKEHHSA
282.| YTPOXECTAH kancynu no 200 mr, beseH Benbris BUPOBHMLTBO ®paHuis/ilcn | BHECEHHsI 3MiH [0 peecTpaLinHMX maTepianis: 3MiHu | Tuny 3a UA/2651/01/01
® no 7 kancyny Xenckea CA HeposdacoBaHoi aHis - AQMiHiCTpaTuBHi 3MiHW. BunyyeHHs BUpOBHWYOI AinbHUL peuernmom
6nictepi; no 2 npoaykujii: (Bkntoyvaroum ainbHui Ans A®I, npomixHoro npoaykTy abo
Gnictepun y Kancyoxenb roTOBOrO JlikapcbKoro 3acoby, AiNbHWLI Anst NpoBeaeHHs
KapTOHHiI kopooLi Mnoepmenb, PpaHuis; nakyBaHHs, BUpOOHMKa, BiANOBiAanbLHOro 3a BUMYCK Cepiit,
MicLie NPOBEAEHHS KOHTPOMIO cepii) abo nocTtavanbHUKa
BUPOBHMLTBO BUXiOHOrO MaTepiany, peareHTy abo ONOMIXKHOT
Hepo3dacoBaHOI PEYOBMHM (SIKLLO 3a3HaYeHO Y A0ChE) - BuaaneHHs
npoaykLuii, nepBuHHa BMpoGHMKa BeseH MeHblodekuypiHr Benmkiym CA,
Ta BTOPUHHA Benbrisi (MpoT-birapaeHwTpat 128, 1620 OporeH6oc,
ynakoBKa, KOHTPOSb Benbrist), Wo BignoBiganbHUii 3a NEPBUHHY Ta BTOPUHHY
AKOCTI, AO3BIN Ha YMaKoBKy, KOHTPOIb AKOCTi, A03BIN Ha BUNYCK cepii. 3MiHK
BUMYCK Cepil: BHeceHi B po3ainu "BupobHuk" Ta "MicLe3HaxooKeHHs
Cingea ®apwma, CJ1, BUPOGHMKA Ta Oro agpeca MicLs NpoBaKEHHS
Icnanis AiAnNbHOCTI" B iHCTPYKLIitO ANA MEAUYHOIO 3aCTOCYBaHHS
nikapcbkoro 3acoby y 3B'A3Ky 3 BUNYYEHHSIM BUPOGHMYOT
AiNbHWLI, SIK HACMIQOK - BUNyYEHHS TEKCTY MapKyBaHHS
yNaKkoBKW ANs BigNOBigHOI AinbHULUi. BBeaeHHS 3MiH
NpoTArom 6-T1 MicsAUIB NicNs 3aTBEPAKEHHS
283.| ®A3JNIOOEKC po3unH ans iH'ekuin, | ACTPA3EHEK Benwuka Actpa3eHeka HOK Benwuka BHECEHHS 3MiH IO peecTpauinHmux maTtepianis: 3miHu | 3a UA/5440/01/01
250 mr/5 mn no 5 mn A KOK Iimiten BpuTaHis NimiTen, Benuka BpuTaHis/ TMny - 3MiHK Woao 6e3nekn/eeKTUBHOCTI Ta peuenmom
pPO34KHY B BpuTaHisi (BUpOGHUK, HimeyunHa dapmakoHarnsay. BeegeHHst abo 3MiHM fo y3aranbHeHWX
nonepegHLo BiAMNoOBiAanbHUIA 3a AaHnx npo cuctemy chapmakoHarnsagy (BBeAeHHs
3anoBHEHOMY BTOPWHHY YMaKoBKY, y3aranbHEeHUX AaHnX Npo cucTemy chapmakoHarnsgy,

CKMAHOMY LINpULi 3
KOHTpOreM nepLIoro
BiOKpUTTS; no 2
nonepeaHLo
3anoBHeHi LWNpuuy B
KOHTYPHIl
YapyHKOBIN ynakoBLi
3 ABOMa
6e3neyHnMmn
ronkamu «BD
SafetyGlide™»; no 1
KOHTYPHIl
YapyHKOBIN ynakoBLi
B KapTOHHII kopobui

KOHTPOIb AKOCTI,
BUNyckK cepii); BetTep
Papma-depTuryH
'm6X Ta Ko. KT,
HimeyunHa (BUpoGHMK
nikapcbkoro 3acoby "in
bulk", nepBuHHa
ynakoBKa, BidyanbHun
KOHTPOIb, KOHTPOIb
AIKOCTI 3a
noKasHWKaMu: onwuc,
ineHTndikaLis,
KiNbKiCHEe BU3HAY€eHHS
dynBecTpaHTy,
NpoayKTY aerpagadii,
06'eM iH eKLii B
KOHTenHepax,
MEeXaHiYHi BKITFOYEHHS
(HeBUAMMI vacTkm),
CTEPUIbHICTb,

3MiHa ynoBHOBaXeHOI 0cobu, BianoBiganbHoi 3a
3AiCHEeHHs hbapmakoHarnsgy; KOHTakTHoOI ocobu 3
dapmakoHarnagy 3asBHUKa AN 30iNCHEHHsI
dapmakoHarnagy B YkpaiHi, Ko BOHa BiAMiHHa Big
ynoBHOBaxeHoI ocobu, BignosiaansHoi 3a 3giNCHEHHS
dapmakoHarnsaay (BKIYarum KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MiLLEeHHi MacTep-danna cuctemm
apmakoHarnsigy) 3miHa KOHTaKTHOI 0cobu 3asiBHUKA,
BignoBiganeHoi 3a hapMakoHarnsg B Ykpaini. [irova
pepaxuis: MNpyaies JeHnc AmuTtposud. NponoHoBaHa
pepakuisi: JllebeamHeub €nnsaseta PomaHiBHa. 3miHa
KOHTaKTHUX IaHMUX KOHTAKTHOI 0COOU 3asiBHUKA,
BignoBiganeHoi 3a dhapmakoHarnag B YKpaiHi.
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
€HOOTOKCUHY,
dyHKUiOHanbHe
BUNpobyBaHHs PFS,
BMICT €TaHony, BMiCT
cnupTy 6eH3nnoBoro,
BMICT
6eH3nnbeHsoara);
Bettep ®apma-
®epTuryH MmM6X ta Ko.
KI, Himewunna
(BUPOBHWK,
BignoBiganbHUN 3a
BidyaribHWIN aHani3);
Bettep ®apma-
®epTuryH NmM6X ta Ko.
KI', Himewunna
(BUPOBHWK,
BignoBiganbHUN 3a
KOHTPOMb SKOCTi (3a
nokasHukamm
CTEPWNBHICTb,
MeXaHi4Hi BKITIOYEHHS,
€HOO0TOKCUHN));
Bettep dapma-
®epTuryH M'mbX ta Ko.
KI, HimeuunHa
(BUPOBHUK,
BignoBiganbHUN 3a
TEeCTyBaHHs
CTEpUIbHOCTI)

284 ®EMOCTOH® TabneTku, BKpUTI AGGOTT HinepnaH AG660TT Bionoaxikans HinepnaHnau BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3MiHu || 3a UA/4836/01/02
NniBKOBOKO Xernckea on B.B. My - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuenmom
obornoHkoto, no 2 mr | Mpopaktc B.B. hapmakoHarnsigy. 3MiHW y KOpOTKil XapakTepucTuui
+ TabneTkun, BKpUTI nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
NniBKOBOIO MEeOUYHOro 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMMW JAHVMMU 3
0b0rnoHkoto, no 2 AKOCTi, AOKMIHIYHUMM, KNiHIYHUMM JaHUMK Ta JaHUMK 3
mr/10 mr; kombi- dapmakoHarnsgy - 3mMiHu BHeceHi fo IHCTpykuii ans
ynakoBka Ne 28 Me[NYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby Ao
(28x1); Ne 56 (28x2); po3ginis: "®apmakonoriyni BnactusocTi", "B3aemogis 3
Ne 84 (28x3): 14 iHWMMK nikapcbkuMmn 3acobamu Ta iHLWi BUAW B3aEMOAIN",
TabneTok, BKPUTUX "OcobnusocTi 3actocyBaHHA", "lMobiuHi peakuii”
nniBKOBOI BiA4NoOBIgHO A0 MaTepianiB peecTpalinHOro A0ChE.
000MoHKo10, BBeaeHHs 3MiH npoTsarom 6-Tu MicauiB nicns
LiernsHo-4epBOHOT0 3aTBEpAKEHHS
KONbopy no 2 mr +
14 TabneTok,

BKPUTUX MITiBKOBOIO
o6ornoHKot,
YKOBTOrO KOMbOpy No
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
2mr/10 mry
6nictepi; no 1 abo 2,
abo 3 6nictepn B
Kopobui
285./ ®PEMOCTOH® TabneTku, BKPUTI ABGOTT HigepnaH AG60TT Bionogyikana Higepnanawn BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3miHu || 3a UA/4836/01/01
nniBKOBOK Xenckea an B.B. TMny - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI Ta peuenmom
obonoHkoto, no 1 mr | Mpopaktc B.B. dapmakoHarnsagy. 3MiHM y KOpPOTKil XapakTepucTui
+ TabneTku, BKPUTI nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKUIT Ans
NniBKOBOO MeAMYHOrO 3aCTOCYBaHHS! Y 3B’5I3KY i3 HOBUMM AaHUMU 3
o6onoHkoto, no 1 AKOCTi, AOKMIHIYHUMM, KMiHIYHUMM JaHUMKU Ta JaHUMK 3
mr/10 mr; kombi- apmakoHarnsaay - 3MiHM BHeCeHi Ao IHCTpykuii ans
ynakoBka Ne 28 MELMYHOrOo 3aCTOCYBaHHs NikapcbKoro 3acoby Ao
(28x1); Ne 56 (28x2); po3ainis: "®apmakonoriyHi BnacTueocTi", "B3aemogis 3
Ne 84 (28x3): 14 iHLWIMMM nikapcbkumm 3acobamm Ta iHWi Buam B3aemogin”,
TabneTok, BKPUTKX "OcobnueocTi 3actocyBaHHs", "lMobivHi peakuii”
nniBKOBOK BiANOBIQHO 4O MaTepianiB peecTpaLiiHoro 40CLE.
obornoHkoto, Ginoro BBeaeHHs 3miH npoTarom 6-Tu micauis nicns
konbopy no 1 mr + 3aTBEPKEHHS
14 TabneTok,
BKPUTUX MITiBKOBOIO
obornoHkoto, ciporo
konbopy no 1 mr/10
Mmry 6nictepi; no 1
abo 2, abo 3
Gnictepu B kopobui
286., PEMOCTOH® TabneTkn, BKpUTI ABGoTT HinepnaH ABGoTT Bionopxikana | Higepnanam BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3MiHu || 3a UA/4837/01/01
KOHTI nniBKOBOK Xenckea an B.B. Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
obornoHkoto, no 1 Mpopaktc B.B. dapmakoHarnsgy. 3MiHW y KOpPOTKili XapakTepucTui
mr/5 mr no 28 nikapcbKkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
TabneTok y 6nictepi; MEAMYHOrO 3aCTOCYBaHHS! Y 3B’sI3KY i3 HOBUMMW AaHUMU 3
no 1, abo 2, abo 3 SIKOCTi, AOKNIHIYHUMW, KMiHIYHUMUW JAHUMW Ta AaHUMK 3
6nictepn B kopobui dapmakoHarnsaay - 3mMiHM BHeceHi Ao IHCTpykuii ans
Me[IMYHOrO 3aCTOCYBaHHs NikapcbKoro 3acoby Ao
po3ainis: "®apmakonoriyHi BnacTusocTi", "B3aemogis 3
iHLIMMK nikapcbkumm 3acobamu Ta iHWi Buam B3aemogin”,
"OcobnusocTi 3actocyBaHHs", "MobiuHi peakuii”
BiANOBIgHO A0 MaTepianiB peecTpauinHoro AOChE.
BBepneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPKEHHS
287.| PEMOCTOH® TabneTtkn, BKpUTI ABGOTT HinepnaH A660TT Bionogxikana Hinepnanawn BHECEHHS 3MiH [0 peecTpauiiHux maTepianis: 3miHu || 3a UA/13464/01/01
KOHTI MIHI NniBKOBOKO Xernckea an B.B. TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuenmom
obornoHkoto, no 0,5 Mpopaktc B.B. hapmakoHarnsigy. 3MiHW y KOpOTKili XapakTepucTuui
mr/2,5 mr no 28 nikapcbKkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
TabneTok y 6nictepi; MeAMNYHOrO 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMM AaHMU 3
no1abono3 AKOCTi, AOKMIHIYHUMM, KNiHIYHUMM JaHUMKU Ta JaHUMK 3
Gnictepu B dapmakoHarnsaay. 3miHv BHeceHi Ao IHCTpyKLii Ans
KapTOHHiI kopooLi MeOMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby oo
po3ainis: "®apmakonoriyHi BnactusocTi", "B3aemogis 3
iHLIMMM NiKapcbkuMn 3acobamu Ta iHWi Buam B3aemogin”,
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[TponoBkeHHs noaarka 3

Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
"OcobnueocTi 3actocyBaHHs", "lMobivHi peakuii”
BiAMOBIAHO OO MaTepianis peecTpaLinHoro AOCkE.
BBepneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPAKEHHS.
288.| ®EHTABEPA nnactmp AciHo Al HimeuumnH BnpobHuuTBO HimeuunHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny 3a UA/15831/01/05
100 MKr/rog TpaHcaepManbHui a Hepo3adhacoBaHoi - 3MiHM Wwopno G6e3nekn/eddekTUBHOCTI Ta peuenmom
no 100 mkr/rog no 1 npoaykLuii, nepsuHHa dapmakoHarnsagy. 3MiHM y KOPOTKil XapakTepucTui
nnactmpy Ta BTOPVHHA nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLUIT Ans
TpaHcAepMansHOMY ynakoBKa, KOHTPOnb MEANYHOro 3aCTOCYyBaHHS
y calle 3 pyHKUie SIKOCTI: reHepuYHMX/ribpnaHux/6ionofibHMX nikapcbknx 3acobis
3axucTy Big Ilyne dapma AT, nicns BHECEHHS TiEl caMoi 3MiHM Ha pedepeHTHUIA
BiAKPUBAHHSA AiTbMU; Himeyunna npenapar (3miHa He NoTpebye HagaHHS XKOLHUX HOBMX
no 5 cawey Bunyck cepii: [oAaTKoBUX AaHuX). 3MiHW BHeceHo Ao IHCTpykLuii gns
KapTOHHiIn kopobui 3 Acino AT, HimevunHa MeAMNYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby Ao po3Ainis
KOHTpOSeM nepLuoro "OcobnueocTi 3acTocyBaHHsA", "Cnocib 3acTocyBaHHA Ta
BiOKPUTTS 003un"(yTouHeHHs iHdopmalii), "MobGiyHi peakuii”
BiZNOBIgHO [0 OHOBMEHOI iHhopMaLlii pecbepeHTHOro
nikapcbkoro 3acoby [ioporesik, nnactup
TpaHcaepManbHuii. BBeaeHHs 3MiH NpoTAarom 6-Tu micauis
nicnsa 3aTBepAXeHHs. 3miHu | Tuny - 3MiHn Wwoao
6e3nekn/ecdeKkTMBHOCTI Ta hapmakoHarnsgy. 3miHa y
KOPOTKil XapaKTepucTumLi Nnikapcbkoro 3acoby, TekcTi
MapKyBaHHS! Ta IHCTPYKUIT ANS MEANYHOro 3aCTOCYBaHHS
Ha MiacTaBi perynsipHo OHOBMIOBAHOIO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCcyBaHHS NikapCcbKoro 3acoby B nicnsipeecTpaLinini
nepioa, abo sk pe3ynbTaT OLiHKK 3BiTY 3 OCNIAXEHb,
npoBeAeHWX BignoBigHO A0 NnaHy negiaTpuyHux
pocnigpkeHb (PIP) (3MiHy y3rofxeHo 3 KOMMETEHTHUM
YMNOBHOBaXEHNM opraHoM). 3MiH1 BHECEHO A0 IHCTpyKUii
ANa MeAUYHOro 3acTOCyBaHHS Nikapcbkoro 3acoby Ao
po3ainy "B3aemogis 3 iHWmMMKy nikapcbkummn 3acobamu Ta
iHWi BMAW B3aemopgin” wopao 6e3nekn 3acTocyBaHHS Aitoyoi
peyoBuMHM, BignosiaHo Ao pekomeHaauii PRAC. BBegeHHs
3MiH NPOTArom 6-TM MicsLIB NicNsi 3aTBEPAKEHHS
289.| ®PEHTABEPA nnacTmp AciHo Al HimeyumH Bupo6HuuTBO HimeyunHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny 3a UA/15831/01/01
12 MKr/rog TpaHcaepmarnbHUiA a Hepo3dacoBaHoi - 3miHun wopo 6e3nekn/edeKTMBHOCTI Ta peuenmom
no 12 mkr/rog no 1 npoaykLuii, NnepBuHHa dapmakoHarnsay. 3MiHW y KOpPOTKili XapakTepucTuLi
nnactupy Ta BTOPVHHA nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta iIHCTPYKUiT Ans
TpaHcAepmansHoOMy ynakoBKa, KOHTPOnb MeANYHOrOo 3acTOCyBaHHS
y cawue 3 pyHKLji€t AKOCTi: reHepu4YHUX/riopnaHNx/GionodibHMx nikapcbkrx 3acobis
3axucTy Big Ilyne ®apma Arl, nicns BHECEHHS TiEl camoi 3MiHU Ha pedepeHTHUI
BiOKPUBaHHSA AiTbMU; HimeuyunHa npenapar (3MiHa He NoTpebye HafaHHs! KOQHMUX HOBUX
no 5 cawey Bunyck cepii: [0AaTKOBUX AaHMX). 3MiHW BHeCeHOo A0 IHCTpykLuii ons
KapTOHHiIN kopobui 3 AciHo Al', HimeyunHa MeAMYHOro 3aCTOCYBaHHsI Nikapcbkoro 3acoby Ao po3ainis
KOHTpOrem nepLuoro "OcobnuBocTi 3acTocyBaHHs", "Cnocib 3actocyBaHHsA Ta
BiOKPUTTS [o3n"(yTouHeHHs iHdpopmalii), "MobivHi peakuii”
BiA4NOBIgHO A0 OHOBMEHOI iHpopMaLii pedepeHTHOro
nikapcbkoro 3acoby [ltoporesik, nnacTup
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

TpaHcaepMarnbHuiA. BBegeHHs 3MiH NpoTarom 6-Tu micauis
nicnsa 3aTBepAXeHHs. 3miHu | Tuny - 3miHn Wwoao
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsgy. 3miHa y
KOPOTKi XapaKTepucTuLi Nnikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKUIi ANS MEANYHOrO 3aCTOCYBaHHS
Ha niacTasi perynsipHO OHOBIIOBAHOTO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYBaHHS fikapcbkoro 3acoby B nicnsipeecTpauinHuni
nepiog, abo sik pesynbTaT OLiHKM 3BITY 3 AOCNIAKEHD,
npoBeAeHnX BiANOBIAHO A0 NaHy negiaTpuyHnX
pocnimkeHb (PIP) (3MiHy y3romxeHo 3 KOMMETEHTHUM
YNOBHOBaXeHUM opraHom). 3MiHVM BHeCeHO A0 [HCTpyKuji
0N MeQMYHOro 3aCTOCyBaHHSI Nikapcbkoro 3acoby Ao
po3ainy "B3aemogis 3 iHWmMMK nikapcbkummn 3acobamu Ta
iHWi BMAn B3aemogin" wono 6e3nekn 3acTocyBaHHs fito4yoi
pevoBUHY, BignoBiaHO 0o pekomeHgauin PRAC. BeegeHHst
3MiH NPOTArom 6-TM MicsLIB NiCNs 3aTBEPKEHHS

290.

®OEHTABEPA
25 MKr/rog

nnacTmp
TpaHcaepManbHuUi
no 25 mkr/rog no 1
nnacTmpy
TpaHcaepMansHoOMy
y caiue 3 pyHKUie
3axuCTy Bif
BiAKPUBaHHA AiTbMU;
no 5 cawey
KapTOHHiIN kopobui 3
KOHTPOMEeM nepLuoro
BiOKPUTTS

AciHo Al

HimeuvuuH
a

Bupo6bHuLTBO
Hepo3dacoBaHoI
nNpoAayKuii, nepBuHHa
Ta BTOPVHHA
yrnakoBKa, KOHTPOJSb
SIKOCTI:

Ilyne dapma AT,
HimeyumHa
Bunyck cepii:
AciHo Al', HimewunHa

HimevuunHa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis: 3MmiHu | Tuny
- 3MiHN Wwopno G6e3nekn/eddekTUBHOCTI Ta
dapmakoHarnsgy. 3MiHM y KOpPOTKili XapakTepucTui
nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPyKUii aAns
MEeAMNYHOrO 3aCTOCYBaHHS!
reHepuYHMX/ribpnaHux/6ionofibHMx nikapcbkmx 3acobis
nicns BHECEHHS Tiel camoi 3MiHN Ha pedhepeHTHUI
npenapar (3MiHa He NoTpebye HafaHHS XOAHUX HOBMX
[0AaTKOBUX AaHMX). 3MiHW BHeCeHO A0 IHCTpykuii ons
MeAMYHOro 3aCTOCYBaHHs! NikapcbKoro 3acoby Ao po3ainis
"OcobnueocTi 3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta
[o3n"(yTouHeHHs iHdpopmalii), "MobivnHi peakuii”
BiANOBIgHO A0 OHOBMEHOI iHpopMaLlii pecbepeHTHOro
nikapcbkoro 3acoby [ioporesik, nnactvmp
TpaHcaepmanbHuiA. BBegeHHs 3MiH npoTsarom 6-Tu micauis
nicnsi 3aTBepaXeHHs. 3MiHn | Tuny - 3MiHn Wwopao
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsay. 3miHa y
KOPOTKili XapakTepucTuLi NnikapCbKoro 3acody, TeKCTi
MapKyBaHHs Ta IHCTPYKLii ANs MeAUYHOro 3aCTOCYBaHHS
Ha nigcTaBsi perynsipHO OHOBIOBAHOIO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
3acTocyBaHHs Nnikapcbkoro 3acoby B nicnsipeecTpavinHui
nepioa, abo sk pe3ynbTaT OLiHKK 3BITY 3 OCIAXEHD,
NpPOBEAEHNX BigMNOBIgHO 4O NNaHy negiatpuyHnx
pocnimkeHb (PIP) (3MiHY y3romxeHo 3 KOMNETEHTHUM
YMNOBHOBaXEHNM OopraHoM). 3MiH1 BHECEHO A0 IHCTPYKUiT
ONst MEAMYHOrO 3aCTOCYBaHHS nikapcbkoro 3acoby Ao
po3giny "B3aemMogisi 3 iHWK1MKM nikapcbknuMmn 3acobamu Ta
iHWi BMAW B3aemogin" woao 6e3nekn 3acTocyBaHHs Oikoyoi
peyoBMHY, BIANOBIAHO 00 pekomeHzauin PRAC. BeegeHHs
3MiH NpOTSArom 6-Tn MicsiLiB Nicnsi 3aTBepAKEHHS

3a
peuerimom

UA/15831/01/02

291,

PEHTABEPA

nnacrtup

AciHo Al

Hime44uH

Bupo6HuuTBO

Himev4yunHa

BHECEHHS1 3MiH 40 peecTpauiiHuxX maTtepianis: 3miHu | Tuny

3a

UA/15831/01/03
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[TponoBkeHHs noaarka 3

Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
50 MKIr/rog TpaHcaepManbHui a Hepo3adhacoBaHoi - 3MiHN Wwopno G6e3nekn/eddeKkTBHOCTI Ta peuenmom
no 50 mkr/rog no 1 npoaykLuii, nepsuHHa dapmakoHarnsagy. 3MiHM y KOPOTKil XapakTepucTuui
nrnactupy Ta BTOPWHHA nikapcbKkoro 3acoby, TEKCTi MapKyBaHHA Ta iHCTPYKLUIi Ans
TpaHcAepMansHOMy ynakoBKa, KOHTPOnb MEANYHOrO 3aCTOCYyBaHHS
y cawue 3 pyHKLie AKOCTI: reHepuyYHUX/ribpuaHMx/6ionoaibHMX nikapcbkux 3acobis
3axXuCTY Big Jlyve ®apma Arl', nicns BHECEHHS TiET camoi 3MiHM Ha pechepeHTHUI
BiAKPUBaHHA AiTbMU; Himeyumna npenapar (3mMiHa He NoTpebye HagaHHSA KOLHUX HOBMX
no 5 cawey Bunyck cepii: A0[ATKOBMX AaHWX). 3MiHN BHECEHO A0 IHCTPYKLiT Ans
KapTOHHiIN kopobLi 3 AciHo Al', HimeuunHa MeONYHOro 3acToCyBaHHS Nikapcbkoro 3acoby oo po3sainis
KOHTpOSieM nNepLuoro "OcobnueocTi 3acTocyBaHHs", "Cnocib 3acTtocyBaHHA Ta
BiOKPUTTA [o3n"(yTouHeHHs iHdpopmalii), "MobivHi peakuii”
BiANOBIOHO 4O OHOBNEHOI iHopMaLii pedepeHTHOro
nikapcbkoro 3acoby [ioporesik, nnactup
TpaHcaepmanbHuiA. BBegeHHs 3MiH npoTsarom 6-Tu micauis
nicns 3aTBepAXeHHs. 3MiHu | Tuny - 3miHn Wwoao
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuLi NnikapCbKkoro 3acoby, TeKCTi
MapKyBaHHA Ta iHCTPYKLii ANA MeANYHOro 3acToCyBaHHS
Ha MiacTaBi perynsipHoO OHOBMIOBAHOIO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3nekn
3acTocyBaHHs Nikapcbkoro 3acoby B nicnspeecTpauinHui
nepiog, abo sik pesynbTaT OLiHKM 3BiTY 3 AOCNiAKEHb,
npoBeAeHVX BiANOBIAHO A0 MaHy neaiaTpudHnx
pocnimkeHb (PIP) (3MiHy y3rofxeHo 3 KOMMNETEHTHUM
YMNOBHOBaXEHNM OpraHoM). 3MiH1 BHECEHO A0 IHCTPyKUii
0N MeQMYHOro 3aCTOCYBaHHS NikapCbkoro 3acoby oo
po3giny "Baaemogisi 3 iHWK1MKM nikapcbknMmn 3acobamu Ta
iHWi BMAW B3aemopain" wono 6e3nekn 3acTocyBaHHst Qikoyoi
peyoBUHY, BIANOBIaHO 0o pekomeHaauin PRAC. BeegeHHs
3MiH NpOTSArom 6-T MicsiLiB Nicns 3aTBepAKEHHS
292.| ®EHTABEPA nnacTmp AciHo Al HimeyumH Bupo6HuuTBO HimeyunHa BHECEHHS1 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny 3a UA/15831/01/04
75 MKr/rog TpaHcaepMarnbHUi a Hepo3dacoBaHoi - 3miHu wopo 6esnekn/edekTMBHOCTI Ta peuenmom
no 75 mkr/rog no 1 NpoAyKLuii, nepBuHHa hapmakoHarnsigy. 3MiHW y KOpOTKil XapakTepucTuLi
nnacTmpy Ta BTOPVHHA nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
TpaHcaepmansHoOMy ynakoBKa, KOHTPOIb MeAMYHOro 3aCTOCYBaHHS
y calue 3 pyHKLji€e SIKOCTi: reHepu4HuX/ribpuaHnx/GionoaibHMx nikapcbkmx 3acobis
3axuCTy Bif Ilyne ®apma Arl', nicns BHECEHHS TiEl camoi 3MiHN Ha pedepeHTHUN
BiAKPVBaHHSA AiTbMU; HimeyumHa npenapar (3miHa He NoTpebye HafaHHS XXOAHUX HOBMX
no 5 cawey Bunyck cepii: [00aTKOBMX AaHuX). 3MiHU BHECEHO A0 IHCTpYKLiT Ans
KapTOHHiIN kopobui 3 AciHo Al', HimeuvunHa MeAMYHOro 3aCTOCYBaHHsI Nikapcbkoro 3acoby Ao po3ainis
KOHTpOreM nepLuoro "OcobnusocTi 3acTocyBaHHA", "Cnocid 3acTocyBaHHA Ta
BiOAKpUTTA 0o3n"(yTouHeHHs iHdpopmalii), "MobivHi peakuyii”
BiANOBIgHO 40 OHOBMEHOI iHpopMaLii pecdepeHTHOro
nikapcbkoro 3acoby [ioporesik, nnactvp
TpaHcaepMmanbHui. BBegeHHs 3MiH NpoTarom 6-Tu micauis
nicnsi 3aTBepaXeHHs. 3MiHn | Tuny - 3MiHn Wwoao
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnagy. 3miHa y
KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLIii ANs MeAWUYHOro 3aCTOCYBaHHS




Ne

Hasea
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n/

JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

peecmpayiliHo2o

Homep

noceio4yeHHs1

293,

Ha nigcTaBsi perynsipHoO OHOBIOBAHOIO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
3acTocyBaHHSA Nikapcbkoro 3acoby B nicnsipeecTpauiiiuii
nepiog, abo sik pesynbTaT OLiHKM 3BITY 3 AOCNiAKEHb,
NpoBeAEeHMX BigNoBIigHO 40 NNaHy negiatpuyHux
pocnigpkeHb (PIP) (3MiHy y3rogkeHo 3 KOMMNEeTEHTHUM
YNOBHOBaXXeHMUM opraHom). 3MiHVM BHECEHO A0 IHCTpyKUii
ONst MEQMYHOrO 3aCTOCYBaHHS nikapcbkoro 3acoby no
po3ainy "Baaemogis 3 iHWMMK fikapcbkummn 3acobamu Ta
iHWi BMAn B3aemogin" wopao 6e3nekn 3acTocyBaHHS Aitoyoi
peyoBUMHY, BIANOBIAHO A0 pekomeHaauin PRAC. BeegeHHs
3MiH NPOTAroM 6-TW MicsaUiB NicNs 3aTBEPLKEHHA

294,

DIHAIITOH®

ma3b no 20 ry Ty6i;
no 1 1y6iy
KOMMNNeKTi 3
annikatopom y
KapTOHHiIN kopobui

TOB "Onenna
Xenckea
YkpaiHa"

YkpaiHa

MOBOPAPM
dapmavonTiwe
MNpoayKuioH3-yHA
XaHgenbcresensad
TM.6.X.

ABCTpis

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis: 3MmiHu | Tuny
- 3MiHN wopo 6e3nekn/edPeKTNBHOCTI Ta
cdapmakoHarnsgy. BeegeHHst abo 3MiHM 0o y3aranbHEeHUx
[aHuX Npo cuctemy dapmakoHarnsay (BBeAeHHst
y3aranbHEeHUX AaHnX Npo cuctemy chapmakoHarnsay,
3MiHa ynoBHOBaXxeHOI ocobu, BianoBiganbHoi 3a
3aiicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHsI
thapmakoHarnagy B YkpaiHi, SKLWO BOHA BigMiHHA Big
yNOBHOBa)eHOi 0cobu, BignosigansHoi 3a 34iMCHEHHS
dapmakoHarnsaay (BKIoYaum KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MiLLEeHHi MacTep-danna cucteMm
apmakoHarnsigy) - 3miHa ynoBHoBaxeHOi ocobu
3asiBHMKA, BignosiganeHoi 3a dpapmakoHarnsag. ditoya
pepakuis: Xogakiscbka TeTaHa BayecnasiBHa.
MponoHoBaHa pepakuis: Muxainos OnekcaHap
BonoammumpoBuy. 3miHa KOHTAKTHUX OAHKX
ynoBHOBaxeHoi ocobwu, BignoBiganbHoi 3a
dapmakoHarnsg. 3miHa micuesHaxogKeHHs MacTep-
davina cuctemu hapmakoHarnsay Ta horo Homepa. 3miHa
Micus 34iMCHEHHS] OCHOBHOI AOisiNbHOCTI 3
dapmakoHarnsigy

6e3
peuenma

UA/1909/01/01

®IHNEMNCUH®
200 PETAPL

TabneTkn
NPOSIOHroBaHoI Aji
no 200 mr no 10
Tabnetok y 6nicrepi;
no 5 a6o 10, abo 20
GnicTepis y kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

TOB TeBa
OnepenwH3 MNMonana

MNonbwa

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3MmiHu | Tuny
- 3miHun wopo 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsigy. 3miHa y KopoTKili XapakTepucTuui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKUii aAns
ME[IMYHOro 3aCTOCYBaHHS Ha NiacTasi perynsipHo
OHOBIOBAHOrO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
nocnimkeHb 3 6e3nekn 3acToCyBaHHS NiKapcbkoro 3acody
B nicnsipeecTpauinHuii nepioa, abo sk pesynbTaT OLiHKM
3BiTY 3 AOCHiAXeHb, MPoBeAEeHUX BiANOBIAHO A0 NnaHy
nepiatpnyHux gocnigpxeHs (PIP) (iHwi 3miHn). 3MiHn
BHECEHO [0 iHCTPYKUii ANsi MeANYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby y po3ainu: "B3aemogis 3 iHWMMK
nikapcbkumun 3acobamu Ta iHWi BUAM B3aemogin”,
"OcobnuBocTi 3acTocyBaHHs", "3acTocyBaHHs y nepiog,
BariTHocTi abo rogyBaHHs rpyaat”, "MobivHi peakuii”

3a
peuerimom

UA/9848/01/01
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[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpayiliHo2o

noceio4yeHHs1

BiZNOBIQHO O OHOBMEHOI iHhopMaLii 3 6e3nekun itoyoi
peyoBuHW. BBeaeHHs 3MiH NpoTsarom 6-Tu MicsiuiB 3 gatm
3aTBEPOKEHHS.

295.

®JTYKOHA3O0I-
OAPHULA

PO34uH ANs iHAY3in,
2 mr/mn; no 100 mn
y cbnakoHax; no 100
MmNy donakoHi; no 1
hnakoHy B mayui

MpAT
"®apmaueBTun
YHa bipma
"NapHuus"

YkpaiHa

MpAT

"PapmaueBTUYHa
dipma "dapHuuga"

Ykpaina

BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3MiHu | Tuny
- 3miHm 3 akocTi. CepTudikat BignosigHocTi/lTE-
cepTudikaT BianoBiaHOCTI €BpONENChKin
chapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHocTi abo BUNYYEHHS
cepTudikaTta BignoBigHOCTI €Bponenchkin dapmakonei:
onsa A®l; ons BuxigHoro matepiany/peareHTy/NpoMibKHOro
NpPOAYKTY, LLIO BUKOPUCTOBYIOTLCS Yy BUPOOHMLTBI ADI; Ans
[OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
€Bponecbkin dapmakonei) - OHoOBNEHU cepTudikart Big
yXe 3aTBepAXeHoro BupobHuka. BunyyeHHs nokasHuka
«Baxki meTanuy i3 cneumndikauii Al dnykoHasony,
BignoBigHo 4o maTepianiB BupobHuka Granules India
Limited, IHais 3 nogaHHAM OHOBNEHOrO cepTudikaTy
BignoBigHocTi €Bponeicokin dhapmakonei CEP Ne R1-CEP
2009-075-Rev 01 (3atBepmxeHo CEP Ne R1-CEP 2009-
075-REV 00). 3minHu | Tuny - 3miHn 3 skocti. AdI.
KoHTponb A®L. 3miHa y meTogax BunpobyBaHHs Adl abo
BMXiQHOrO MaTtepiany/npoMixXHOro NpoayKTy/peareHTy, Wwo
BMKOPWCTOBYETLCS Y npoueci BupobHuutea APl (HesHayHi
3MiHW Y 3aTBEPAXKEHNX METOAAX BUNPOOYyBaHHS) -
BUMNYYEHHS NokasHuka «Po34mHHICTbY i3 cneumdikauii ADI
BUpobHMKa 13, ockinbku aaHui TeCcT mae
pekoMeHAaLiiHWIA XapakTep; 40 MeToAiB BUNpobyBaHb
«lgeHTudikauis», «MposopicTb po3unHy», «BTpaTta B Maci
npu BUCYLLYBaHHI» Ta « CynpoBigHi AOMILLKU» BHECEHI
pedakuinHi npaBku, ski odopMreHi BianoBigHO A0
pekoMeHaui Ta ctunictukn OPY. CynyTHSA 3miHa - 3MiHK
3 gkocTi. A®l. KoHtponb A®Il. 3miHa y napameTpax
cneuudikauin Ta/abo JONYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisix Ha A®I, abo BUXigHUIA/NMPOMiIXKHUIA
NPOAYKT/peareHT, L0 BUKOPUCTOBYIOTLCA Y NPOLECI
BUpoGHMUTBa AP (iHLWi 3MiHWM)

3a
peuernmom

UA/3572/02/01

296.

®NYKOHA3OM-
OAPHULSA

kancynu no 50 wmr,
no 10 kancyn y
KOHTYpPHIn
YapyHKOBIN
ynakosui; no 1
KOHTYpPHIn
YapyHKOBIN yrnakoBLi
y nauui

MpAT
"®apmaueBTn
YHa cipma
"OapHuus"

YkpaiHa

MpAT
"®apmaueBTnyHa
dipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu |
Tmny - 3MiHn 3 skocTi. CepTudikaT BignosigHocTi/lE-
cepTudikat BiaNoBiAHOCTI EBPONENChKIN
apmakonei/moHorpadii. NMoaaHHs HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTIi ab0 BUNyYEHHS
cepTudikaTa BignosigHocTi €Bponeiickbkin dhapmakonei:
ans A®l; ons BuxigHoro matepiany/peareHTy/npoMiXKHOro
NPOAYKTY, O BUKOPUCTOBYHOTLCS Y BUPOOHMUTBI APIl; ans
[OMNOMiXHOT peqyoBUHU (cepTudikaT BignoBiAHOCTI
€Bponelicbkiit hapmakonei) - OHOBMNeHW cepTudikaT Big,
yXXe 3aTBepOXeHOro BUPOGHMKa -

BUMYYEHHS NokasHuka «Badxxki meTanu» i3 cneuundikadii
Ad| dnykoHasony, BignosigHo Ao MaTepianis BUpobHuKa

3a
peuenmom

UA/1153/01/01
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[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

Granules India Limited, IHais 3 nonaHHsaM oHOBREHOrO
cepTudikaTy BigNoBiAHOCTI €Bponencokin hapmakonei
CEP Ne R1-CEP 2009-075-Rev 01 (3atBepmxeHo CEP Ne
R1-CEP 2009-075-REV 00). 3MiHu | Tuny - 3miHn 3 sikoCTi.
A®I. KoHtponb A®I. 3miHa y napameTpax cneuudikauiv
Ta/abo [oNyCTUMUX MeX, BUSHAYEHUX Y cneundikauisx Ha
A®I, abo BUXiZHMIA/MPOMDKHMIA NpOAYKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea AP| (iHLui
3MiHM) He3HaYHi 3MiHW Ta peaakuiiHi yTOYHEHHSI B
cneumndikauii Ta metogi koHTposnto APl BupobHuka 113 3a
nokasHukom sikocTi «MikpobionoriyHa unctoray. CynyTHs
3MiHa - 3MiHu 3 sikocTi. A®Il. KoHTponb AL 3miHa y
MeTodax BunpobysaHHst APl abo BuxigHoro
marepiany/npoMiKHOro NpoaykTy/peareHTy, LWwo
BUKOPUCTOBYETbLCS Y Npoueci BUpobHuUTBa APl (He3HauHi
3MiHM Y 3aTBEpPOXKEHNX MeTOAaX BUNPoGyBaHHS) 3MiHu |
Tmny - 3MiHn 3 gkocTi. A®l. Kontponb A®I. 3miHa y
MeTodax BunpobyBaHHst APl abo BuxigHoro
maTepiany/npoMixXHOro NpoaykTy/peareHTy, LWo
BMKOPWCTOBYETLCS Y npoueci BUpobHuuTea A®I (He3HauHi
3MiHW Y 3aTBEpPOXXEHNX METOAaX BUNPOOYBaHHS) —
BUIYyYEHHS NokasHuKa «POo34MHHICTbY i3 cneumdikauii ADI
BMpOGHMKa 113, ockinbkn gaHun Tect mae
pekoMeHAaLiiHWIA XxapakTep; 40 MeToaiB BUNpobyBaHb
«lgeHTudikauis», «MposopicTb po3unHy», «BTpaTta B maci
npu BUCYLLIYBaHHi» Ta « CynpoBigHi SOMILLKN» BHECEHI
pefakuinHi npaBku, ski odopMreHi BianoBigHO 40
pekoMeHaauin Ta ctunictukn APY. CynyTHA 3miHa - 3MiHK
3 gkocTi. A®l. KoHtponb A®Il. 3miHa y napameTpax
cneuudikauin Ta/abo JONYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisx Ha A®l, abo BUXigHUIA/MPOMIXHUIA
NPOAYKT/peareHT, L0 BUKOPUCTOBYIOTLCA Y NPOLECI
BUpo6HMUTBa AP (iHLWi 3MiHWM)

297,

®NYKOHA3OM-
OAPHULA

kancynu no 100 mr,
no 10 kancyn y
KOHTYpPHIn
YapyHKOBIN
ynakosui; no 1
KOHTYpPHIn
YapyHKOBIN yrnakoBLi
y nauui

MpAT
"®apmaueBTn
YHa dipma
"OapHuus”

YkpaiHa

MpAT
"®apmaLeBTUYHa
dipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLuiiHux maTepianis: 3miHu |
Tmny - 3MiHn 3 skocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI €EBponenchkii
apmakonei/moHorpadii. NMoaaHHsA HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTi abo BUINYyYEHHS
cepTudikaTa BignosigHocTi €Bponeiichkiii hapmakonei:
ans A®l; ons BuxigHoro martepiany/peareHTy/npoMixKHOro
NpPOAYKTY, O BUKOPUCTOBYHOTLCS Y BUPOOHMUTBI ADIl; ans
[OMNOMiXHOT peqoBUHU (cepTudikaT BignosigHoCTi
€Bponelicbkiit hapmakonei) - OHoBMNeHW cepTudikaT Big,
yXXe 3aTBepOXeHOro BUPOGHMKa -

BUMYYEHHS NokasHuka «Baxxki meTanu» i3 cneumdikauii
Ad| dnykoHasony, BignoBigHo Ao MaTepianiB BUpobHMKka
Granules India Limited, IHais 3 nogaHHAM OHOBREHOrO
cepTudikaTy BignoBigHOCTI €Bponeichki hapmakonei
CEP Ne R1-CEP 2009-075-Rev 01 (3atBepmxeHo CEP Ne

3a
peuernmom

UA/1153/01/02
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[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

R1-CEP 2009-075-REV 00). 3MiHu | Tuny - 3miHn 3 sikoCTi.
A®I. KoHtponb A®I. 3miHa y napameTpax cneuudikawin
Ta/abo AoNyCTUMUX MeX, BU3HAYEHUX Y cneumdikauisx Ha
A®I, abo BUXiZHMIA/MPOMIDKHMIA NPOAYKT/peareHT, Wwo
BMKOPUCTOBYIOTBLCSA Y NMpoLieci BUpobHuuTea AP| (iHLwi
3MiHM) He3HaYHi 3MiHW Ta peJakuiiHi yTOYHEHHS B
cneumndikauii Ta metogi koHTposnto APl BupobHuka 113 3a
nokasHukom sikocTi «MikpobionoriyHa unctoTtay. CynyTHsi
3MiHa - 3MiHu 3 sikocTi. A®I. KoHTponb ADL. 3miHa y
MeTodax BunpobyBaHHst APl abo BuxigHoro
marepiany/npoMiKHOro NpoaykTy/peareHTy, Lwo
BUKOPUCTOBYETbLCS Y Npoueci BUpobHuUTBa APl (He3HauHi
3MiHM Y 3aTBEpPOXKEHNX METOAaX BUNPoGyBaHHS) 3MiHu |
Tmny - 3MiHn 3 gkocTi. A®l. Kontponb A®I. 3miHa y
MeTodax BunpobyBaHHst APl abo BuxigHoro
maTepiany/npoMixxHOro NpoaykTy/peareHTy, Lo
BMKOPWCTOBYETLCS Y npoueci BupobHuutea A®I (He3HauHi
3MiHW Y 3aTBEPOXXEHNX METOAaX BUNPOOYBaHHS) —
BUIYyYEHHS NokasHMKa «POo34MHHICTbY i3 cneumdikauii ADI
BMpOGHMKa 113, ockinbkun gaHui TecT mae
pekomMeHAaLinHMIN XxapakTep; 40 MeToaiB BUNpobyBaHb
«lpeHTudikauis», «Mpo3opicTb po3unHy», «BTparta B maci
npu BUCYLLIYBaHHI» Ta « CynpoBigHi SOMILLKN» BHECEHI
penakuinHi npaBku, ki odbopMneHi BignoBigHO Ao
pekoMeHaui Ta ctunictukn OPY. CynyTHSA 3miHa - 3MiHK
3 gkocTi. A®l. KoHtponb A®Il. 3miHa y napameTpax
cneuudikauin Ta/abo 4ONYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisx Ha A®l, abo BUXigHUIA/MPOMIXHUIA
NPOAYKT/peareHT, L0 BUKOPUCTOBYIOTLCA Y NPOLECI
BMpo6HMUTBa ADI (iHLWI 3MiHKW)

298,

®NYKOHA3OM-
OAPHULA

kancynu no 150 mr,
no 1 kancyniy
KOHTYpPHIn
YapyHKOBIN
ynakosui; no 1
KOHTYpPHIn
YapyHKOBIN ynakoBLi
y nayui; no 1
Kancyni y KOHTYpHit
YapyHKOBIN
ynakoBLj; no 2 abo 3
KOHTYPHi YapyHKOBI
YyNaKkoBKM y naui

MpAT
"®apmaueBTn
YHa dipma
"OapHuus”

YkpaiHa

MpAT
"®apmaueBTUYHa
dipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 10 peecTpauiiHnx maTepianis: 3minHu |
Tmny - 3MiHn 3 skocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI €EBponenchkii
apmakonei/moHorpadii. NMoaaHHsA HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTi abo BUNy4YeHHs
cepTudikaTa BignosigHoCTi €Bponeichkini hapmakonei:
ans A®l; onsa BuxigHoro martepiany/peareHTy/npoMixkHOro
NpPOAYKTY, O BUKOPUCTOBYHOTLCS Y BUPOOHMUTBI APIl; ans
[OMNOMiXHOT peqoBUHU (cepTudikaT BignosigHoCTi
€Bponelicbkiit hapmakonei) - OHoBMNeHW cepTudikaT Big,
yXXe 3aTBepOXeHOro BUPOGHMKa -

BUMYYEHHS NokasHuka «Baxxki meTanu» i3 cneuundikauii
Ad| dnykoHasony, BignoBigHoO Ao MaTepianiB BUpobHuKka
Granules India Limited, IHais 3 noaaHHAM OHOBREHOrO
cepTudikaTy BignoBigHOCTI €Bponeichkii hapmakonei
CEP Ne R1-CEP 2009-075-Rev 01 (3atBepmxeHo CEP Ne
R1-CEP 2009-075-REV 00). 3miHu | Tvny - 3miHun 3 AKkocTi.
ADI. KoHTponb AdI. 3miHa y napameTpax cneuudgikadi
Ta/abo JonyCTUMMX MEX, BU3HAYEHUX y cneundikaLisx Ha

Ne2, Ne3 -
3a
peuenmom;
Ne 1 - 6e3
peuyenma

UA/1153/01/03




141 [TponoBkeHHs noaarka 3
Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
A®I, abo BUXiZHMIA/MPOMIDKHWIA NPOAYKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y NpoLeci BUpobHuuTea AP| (iHLui
3MiHM) He3HaYHi 3MiHW Ta peaakuiiHi yTOYHEHHSI B
cneumdikauii Ta metogi koHTposnto APl BupobHuka 113 3a
nokasHukom sikocTi «MikpobionoriyHa unctoTay. CynyTHsi
3MiHa - 3MiHu 3 sikocTi. A®Il. KoHTponb ADL. 3miHa y
MeTodax BunpobyBaHHst APl abo BuxigHoro
marepiany/npoMiKHOro NpoaykTy/peareHTy, Lo
BUKOPUCTOBYETbLCSA Y Npoueci BUpobHuutea APl (HesHauHi
3MiHW y 3aTBEpAKeHNX MeTofax BunpobysaHHs) 3MiHu |
Tmny - 3MiHn 3 gkocTi. A®l. Kontponb A®I. 3miHa y
MeTodax BunpobyBaHHst A®l abo BuxigHoro
maTepiany/npoMixXHOro NPoAyKTy/peareHTy, Lo
BMKOPWCTOBYETLCS Y npoueci BUpobHuuTea AP (He3HauHi
3MiHW Y 3aTBEPAKEHNX MeTofax BUNPODYBaHHS) —
BUIYyYEHHS NokasHuKa «PO34MHHICTbY i3 cneumdikauii ADI
BMpOGHMKa 113, ockinbkun gaHui TecT mae
pekomeHAaLinHWIN XxapakTep; 40 MeToaiB BUNpobyBaHb
«lpeHTudikauis», «Mpo3opicTb po3unHy», «BTpaTta B maci
npu BUCYLLIYBaHHi» Ta « CynpoBigHi SOMILLKN» BHECEHI
penakuinHi npaBku, ki obopMneHi BignoBigHO Ao
pekomeHaauin Ta ctunictukn AdY. CynyTHsA 3MiHa - 3MiHM
3 gkocTi. A®l. KoHtponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo 4ONYCTUMUX MeX, BUSHAYEHUX Y
cneuudikauisix Ha A®l, abo BUXigHUIA/NPOMiIXKHUIA
NPOAYKT/peareHT, L0 BUKOPUCTOBYIOTLCA Y NPOLECI
BMpo6HMUTBa ADI (iHLWI 3MiHKW)
299, ®NYOUMHONO | nopotuok MPAT YkpaiHa TiaHgxuH TiaHsio Kuraw BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHu | Tuny - UA/12489/01/01
HY ALETOHIA (cybcTaHuisa) y "®ITOPAPM" ®apmacsbtoTikanc Ko., - AgMiHicTpaTuBHI 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo
nonieTuneHoBumx ITa. agpecu 3asiBHUKa (BnacHuWKka peecTpauinHoro
nakeTtax Ans NocBiAYEHHS) - 3MiHa aApecy 3asiBHUKA
BMPOGHMLTBA
HeCcTepunbHNX
nikapcbkux gopm
300, ®OPKCIrA TabneTkn, BKpUTI AcTtpa3eHeka LLsewis Brpo6Huk "in bulk": CLIA/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny 3a UA/13302/01/02
NniBkOBOIO ABb Bpicton-Manepc Benwka - 3miHu wopo 6e3nekn/edekTMBHOCTI Ta peuenmom
obornoHkoto, no 10 CkBibo BpuTaHis/ dapmakoHarnsay. BeegeHHst abo 3MiHM fo y3aranbHeHUX
mr no 10 TabneTok y MaHyakTypiHr LLIsewis AaHuX npo cuctemy chapmakoHarnsagy (BBeAeHHs
6nicTepi; no 3 Komnari , CLLUA y3aranbHeHUX AaHunx Npo cuctemy hapmakoHarnsgy,
Gnictepu y Bupo6Huk, 3MiHa ynoBHOBaXeHoi ocobu, BianoBiganbHoi 3a
KapTOHHiI kopooLi BiAnoBiganbHUI 3a 3AiiCHEeHH: hbapmakoHarnsgy; KOHTakTHoOT ocobu 3
nepBuHHe Ta chapmakoHarnsgy 3asBHvKa Ans 34iNCHEHHS
BTOPWHHE MaKyBaHHS, dapmakoHarnagy B YKpaiHi, SKLWo BOHa BiAMiHHa Big
BUMYCK Cepii: YNOBHOBaXXEHOI 0COOM, BiANOBIAaNbHOI 3@ 3AiINCHEHHS
Actpa3eHeka HOK hapmakoHarnsiay (BkIoYarum KOHTaKTHI aaHi) Ta/abo
IimiTen, Benuka 3MiHM Y pO3MiLLeHHi MacTep-darina cucTteMm
Bputanis dapmakoHarnsay). 3miHa KOHTaKTHOI 0cobu 3asiBHWMKa,
Bupo6Huk, BignosiganbHoi 3a hapMakoHarnsag B Ykpaini. Lirova
BignoBiganbHUIN 3a pegakuis: MNpygies JeHnc OAmuTtposuy. NponoHoBaHa
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[TponoBkeHHs noaarka 3

Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KOHTPOSb AKOCTi: penakuis: NlebegnHelb €nnsaBeTa PomaHiBHa.
Actpa3eHeka Ab, 3MiHa KOHTaKTHMX JaHMX KOHTaKTHOI 0CoOW 3asiBHMKA,
LBeuis; BignoBigansHoi 3a chapMakoHarnsag B YkpaiHi
Bupo6Huk "in bulk™:
AcTtpa3eHeka
dapmacbtotukanc M1,
CLUA
301, ®OPKCIrA TabneTku, BKpUTI Actpa3eHeka LLsewis BnpobHuk "in bulk™: CLIA/ BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3MiHu | Tuny 3a UA/13302/01/01
NNiBKOBOO Ab Bpicton-Mawepc Benuka - 3MiHN Wwopno G6e3nekn/eddekTBHOCTI Ta peuenmom
06050oHKot0, Mo 5 Mr; CkBib6 BpuTaHis/ capmakoHarnsgy. BeegeHHst abo 3MiHM 0o y3aranbHEHUX
no 10 TabneTtoky MaHyakTypiHr Lsewis AaHnx npo cuctemy chapmakoHarnsagy (BBeAeHHs
6nictepi; no 3 KomnaHi , CLLUA y3aranbHeHMX faHux Npo cuctemy apmakoHarnsgy,
Gnictepn y BupoGHuK, 3MiHa ynoBHOBaXeHOT ocobu, BianoBiganbHoi 3a
KapTOHHIN kopobLi BignoBiganbHWIM 3a 3AiCHEeHHs hbapmakoHarnsgy; KOHTakTHoOI ocobu 3
nepBUHHE Ta hapmakoHarnsigy 3asiBHUKa Ans 30ilNCHEHHS
BTOPMHHE NaKyBaHHS, chapmakoHarnagy B YkpaiHi, AKLO BOHa BigMiHHA Big
BUMYCK Cepii: YMOBHOBaXXEHOi 0CO0M, BignoBiganbHoi 3a 34iNCHEHHSA
AcTtpa3eHeka HOK dapmakoHarnagy (Bkrovar4mn KOHTaKTHI AaHi) Ta/abo
JimiTen, Benvka 3MiHW y PO3MilLleHHI MacTep-carnna cuctemm
Bputanis dapmakoHarnsay). 3miHa KOHTaKTHOI 0cobu 3asiBHNMKA,
Bupo6HuK, BignoBsiganebHOI 3a hapmakoHarnag B Ykpaiti. Hitova
BignoBiganbHUN 3a pepakuis: Mpyaies Oexnnc Omutposuy. MponoHoBaHa
KOHTPOIb SKOCTI: pepakuis: JlebeanHeub €nnsaseta PomaHiBHa.
AcTtpa3eHeka Ab, 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0cobW 3asiBHUKA,
LLBeuis; BignosiganbHoI 3a hapMakoHarnsag B YkpaiHi
Bupo6Huk "in bulk™:
AcTtpa3eHeka
®apmacbtotukanc I,
CLUA
302 oyuuce Aot TabneTku TOB YkpaiHa KYCYM XENTXKEP IHAis BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHu | Tuny 3a UA/7617/02/01
aucneprosaHi, no 50 «MMEQ®APM MBT NTA - 3MiHM 3 AkocTi. [0TOBMIA NiKapcbkuii 3aci6. 3miHn y peuenmom
Mr no 4 tabnetkn y NTO» BMPOGHMUTBI. 3MiHa po3Mipy cepil (BKMoYakum gianasoH
cTpuni abo GnicTepi, po3mipy cepii) roToBOro nikapcbkoro 3acoby (36inbLeHHst
no 1 ctpuny abo 0o 10 pasiB NopiBHSIHO i3 3aTBEPAXXEHUM PO3MIPOM)
6nictepy B
KapTOHHIN ynakoBLi
303, XAPTUN® - AM | kancynu no 5 mr/5 3AT YropwuHa | 3AT PapmaueBTU4HNUI YropuuHa BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minu | 3a UA/13634/01/02
Mr, No 7 Kancyny dapmareBTuy 3aBog ElC Tmny - 3MiHun 3 sikocTi. CepTudpikat BignosigHOCTI/IE- peuenmom
6nicTepi; no 4 abo HWI 3aBog cepTudikaT BignoBigHOCTI €EBponeinchbkii
no 8 Gnictepis y Eric dapmakonei/MoHorpadii. NMogaHHsA HoBoro abo
KapTOHHIl ynakoBLi; OHOBMEHOro cepTudikaTa BignoBiAHOCTI abo BUMyYeHHS
no 10 kancyn y cepTudikaTa BignosigHocTi €Bponeiickbkiin hapmakonei:
6nictepi; no 3 abo ans A®l; onsa BuxigHOro martepiany/peareHTy/npoMipKHOrO
no 9 6nictepiB y NPOAYKTY, LLIO BUKOPUCTOBYHOTLCS Y BUPOOHMLTBI ADI; Ans
KapTOHHIN ynakoBLji [OMNOMiXHOT peqyoBUHU (cepTudikaT BignosigHocTi
€Bponelicbkint hapmakonei) - OHoBNeHWn cepTudikaT Bif,
yXXe 3aTBepOXeHOro BUPOGHMKa -
NnoJaHHs OHOBMEHOro cepTudikata BigNoBIAHOCTI
€sponevicbkin papmakonei Ne R1-CEP 2006-147 - Rev 05
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

(3aTBepakeHo: R1-CEP 2006-147 - Rev 04) gns gitoyoi
peyoBuHy Ramipril Bia Bxe 3aTBepaXeHoro BUpobHuka
HETERO LABS LIMITED. 3MmiHu | Tuny - 3miHn 3 sikocTi.
CepTudikat BignosigHocTi/E-cepTudikaTt BignoBigHoCTi
€sponewicbkin apmakonei/moHorpadii. NogaHHA HoBoro
abo oHoBneHoro cepTudikarta BignosigHocTi abo
BUYYEHHS cepTudikaTa BignoBigHOCTI €Bponenchkin
capmaxkonei: gna A®I; ansa BuxigHoro
maTepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYHOTLCA Y BUPOOHMLTBI ADI; anst 4ONOMIDKHOT
peyoBUHYM (cepTudikaT BigNOBIAHOCTI €BpONENCHKin
dapmakonei) - OHoBNEHUIN cepTudikart Big yxe
3aTBEPKEHOr0 BUPOBOHUKA - MOAaHHSA OHOBIEHOrO
cepTtudikaTa BignosigHocTi €Bponerichbkin dapmakonei Ne
R1-CEP 2003-026 - Rev 03 (3atBepaxeHo: R1-CEP 2003-
026 - Rev 02) ans gitoyoi pevoBuHn Ramipril Big Bxe
3aTBepAKeHoro BmpobHuka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD.
3MiHu | TMny - 3miHun 3 sikocTi. CepTudikaT
BignosigHocTi/IE-cepTudikaTt BignoBigHOCTi €Bponenchkin
dapmakonei/MoHorpadii. NMogaHHsA HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTIi ab0 BUYyYEHHSs!
cepTudikaTa BiANoBiAHOCTI €Bponenchbkin hapmakonei:
ans A®l; onsa BuxigHoro matepiany/peareHTy/npoMixKHOro
NpPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOGHULTBI ADI; Ana
[OMNOMIXKHOI peqoBUHU (cepTudikaT BignoBiaHOCTI
€Bponelicbkint hapmakonei) - OHoBMNeHW cepTudikaT Big,
yXe 3aTBepAXeHOro BUpobHuka -
noAaHHsi OHOBNEHOro cepTudikara BignNoOBIAHOCTI
€sponevicbkin dpapmakonei Ne R1-CEP 2009-083 - Rev 02
(3aTBepokeHo: R1-CEP 2009-083 - Rev 01) ans gitoyoi
peyoBuHM Ramipril Big Bxe 3aTBEepaXeHoro BUpo6HMKa
AARTI INDUSTRIES LIMITED. 3Minun | Tuny - 3miHu 3
sikocTi. CepTudpikat BignosigHocTi/l'E-cepTudikat
BiAMOBIAHOCTI €Bponencoki apmakonei/moHorpadii.
MogaHHA HoBOro abo oHoBMeHoro cepTudikara
BignNoBigHOCTI abo BuUMy4eHHs cepTudikaTa BignoBiaHOCTI
€Bponencekin dapmakonei: gns APl; onsa BUXigHoro
mMaTtepiany/peareHTy/NpoMiKHOrO NPOAYKTY, WO
BUKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; Anst fonoMixxHOT
peyoBUHYM (cepTudikaT BiANOBIAHOCTI €EBpONENCHKIN
dapmakonei) - OHoBneHu cepTudikat Bif yxe
3aTBEPKEHOrO BUPOOHUKA - MOAaHHS OHOBEHOMO
cepTudikaTa BignosigHocTi €Bponeiickbkin dapmakonei Ne
R1-CEP 2009-083 - Rev 03 gns ajtoyoi pevoBmHm Ramipril
Bi BXe 3aTBepaxeHoro BupobHuka AARTI INDUSTRIES
LIMITED

304.

XAPTUN® - AM

kancynu no 10 mr/10
Mr, N0 7 Kancyny

3AT
PapmaueBTuy

YropwuHa

3AT dapmaueBTUYHUI
3asop ElC

YropwuHa

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu |
TMny - 3MiHu 3 sikocTi. CepTudikat BignosigHocTi/lE-

3a
peuernmom

UA/13634/01/03
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
6nictepi; no 4 abo HWI 3aBof, cepTudikaT BiaNnoBigHOCTI €BpONENChbKin
no 8 bnictepis y ErC

KapTOHHIN ynakoBLyj;
no 10 kancyn y
6nicTepi; no 3 abo
no 9 Gnictepis y
KapTOHHIN ynakoBL

chapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJIEHOrO cepTudikaTa BignoBigHOCTi abo BUyYEHHS
cepTudikaTa BignoBigHoOCTIi €BponeWnchkin dapmakonei:
ana A®l; onsa BuxigHOro martepiany/peareHTy/npoMiKHOro
NpPOAyKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (CepTudikaT BianoBigHOCTI
€sponelicbkin hbapmakonei) - OHoBrneHWn cepTudikaT Bif
yXe 3aTBepAXeHoro BUpobHuka -
noJaHHsi OHOBMEHOro cepTudikaTa BiAnoBigHOCTI
€sponevicbkin bapmakonei Ne R1-CEP 2006-147 - Rev 05
(3aTBepakeHo: R1-CEP 2006-147 - Rev 04) gns gitoyoi
peyoBMHM Ramipril Big BXe 3aTBEpa)KEHOro BUPOBHMKa
HETERO LABS LIMITED. 3minu | Tuny - 3miHn 3 siKOCTi.
CepTudikat BignosigHocTi/E-cepTudikaT BignoBigHoCTi
€Bponeiickkin hapmakonei/MoHorpadii. NoaaHHs HoBoro
abo oHoBReHoro cepTudikarta BianoBigHOCTI abo
BUYYEHHS cepTudikaTa BignoBigHOCTIi €Bponenchkii
capmakonei: gna Adl; gnsa BuxigHoro
marepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; anst gonomixkHOT
peyoBUHU (cepTudikaT BiaNoBIAHOCTI €BpoNeChKi
dapmakonei) - OHoBneHn cepTudikaT Bif yxe
3aTBEPKEHOr0 BUPODOHUKA - MOAaHHSA OHOBIEHOrO
cepTtudikaTa BignosigHocTi €Bponeiickbkin dpapmakonei Ne
R1-CEP 2003-026 - Rev 03 (3atBepmxeHo: R1-CEP 2003-
026 - Rev 02) ans gitoyoi pevoBuHn Ramipril Big Bxe
3aTBepaxeHoro BupobHuka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD.
3MiHu | TUny - 3miHu 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT BianoBiaHOCTi €Bponenchbkin
dapmakonei/MoHorpadgii. NMogaHHsA HoBoro abo
OHOBMEHoro cepTudikaTa BignoBigHocTi abo BUNYyYeHHS
cepTudikaTa BignosigHocTi €Bponeiickkiin hapmakonei:
ans A®l; ona BMxigHOro martepiany/peareHTy/npoMipKHOro
NPOAYKTY, LLIO BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI; Ans
[OOMNOMiXHOT peqoBuHU (cepTudikaT BignosigHoCTi
€Bponelicbkint hapmakonei) - OHoBNeHWn cepTudikaT Bif,
yXXe 3aTBepaKeHOro BUPOGHMKa -

NnoJaHHs OHOBMEHOro cepTudpikata BigNoBIAHOCTI
€ponevickkin papmakonei Ne R1-CEP 2009-083 - Rev 02
(3aTBepmkeHo: R1-CEP 2009-083 - Rev 01) gns gitoyoi
peyoBuHM Ramipril Big Bxe 3aTBEpOKEHOTO BUPOGHMKa
AARTI INDUSTRIES LIMITED. 3minn | Tuny - 3miHu 3
skocTi. CepTudpikat BignosigHocTi/l'E-cepTudikar
BiANOBIgHOCTI €Bponenchkii papmakonei/MmoHorpadii.
MogaHHA HoBOro abo oHOBMEHOro cepTudikara
BiZNOBIgHOCTI abo BUNy4eHHs cepTudikaTta BignoBigHOCTI
€Bponelicbkiii hapmakonei: ans A®l; ons BuxigHoro
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BMKOPUCTOBYIOTLCS Y BUPOOHULTBI API; Ana aonomixkHOT
peyoBUHM (cepTudikaT BigNOBIAHOCTI €BPONENCHKIN
dapmakonei) - OHOBNEHUI cepTudikart Big yxe
3aTBEPAKEHOrO BUPOBOHMKA - NOAAHHS OHOBMEHOrO
cepTudikaTa BignoBigHoCTi €Bponencokin hapmakonei Ne
R1-CEP 2009-083 - Rev 03 ans gitoyoi pevoBmHn Ramipril
Bif BXXe 3aTBepaKeHoro BupobHuka AARTI INDUSTRIES
LIMITED
305. XINO-KEA® Kpanni o4Hi no 10 YPCA®APM HimeyumH YPCADAPM HimeuyunHa BHECEHHS 3MiH [0 peecTpauinHmux maTtepianis: 3MiHu | 6e3 UA/9732/01/01
My ApuHanmitTen a ApuHanmvittens 'm6X Tuny - 3MiHM Wwopo 6esnekn/edeKTBHOCTI Ta peuenma
6aratogo3oBOMYy b MMG6X cdapmakoHarnsgy. BeegeHHst abo 3MiHM 0o y3aranbHEHUX
KOHTEWHepi 3 AaHux nNpo cuctemMy chapmMakoHarnsgy (BBeAeHHs
MOBITPOHENPOHWKHN y3aranbHeHVX AaHnX Npo cuctemMy chapmakoHarnsgy,
M Hacocom Ta 3MiHa ynoBHOBaXeHOIT ocobu, BianoBiganbHoi 3a
KoBnaykom; no 1 3AiicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobu 3
KOHTEViHepy B apmakoHarnsay 3asBHUKa ANs 30iNCHEHHS
KapTOHHiIN kopoOLi chapmakoHarnagy B YkpaiHi, SKLO BOHa BigMiHHA Big
yNoOBHOBa)eHOi 0cobu, BignosiganbHoI 3a 34iNCHEHHS
apmakoHarnsaay (BKIoYaym KOHTaKTHI AaHi) Ta/abo
3MiHW y PO3MilLleHHI MacTep-charnna cuctemm
tapmakoHarnagy) 3MiHa KOHTakTHOT 0cobu 3asiBHMKA,
BignoBiganbHoi 3a hapMakoHarnsag B Ykpaini. [irova
pepakuis: KynHosuupkuin OcTan. [MNponoHoBaHa peaakuis:
LLknspesud Irop OnekcaHgpoBuY. 3MiHa KOHTaKTHUX
[laHMX KOHTaKTHOT 0cobu 3asBHMKA, BiAnoBiaanbHoI 3a
dapmakoHarnag B YKpaiHi.
306.| XINO-KOMOA® | kpanni oyHi, 1 mr/mn YPCA®APM HimeuumnH YPCA®APM Himeuunna BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3minu | bes UA/7443/01/01
no 10 mny ApuHanmitTTen a ApuHanmittens 'm6X Tuny - 3MiHK Wwopao 6e3nekn/edeKTBHOCTI Ta peuernma
6aratogo3oBomMy b MBX dapmakoHarnsgy. BeegeHHst abo 3MiHM fo y3aranbHeHWX
KOHTeViHepi, AaHux npo cuctemy chapmakoHarnsagy (BBeAeHHs
OCHalLieHOMY y3aranbHeHVX AaHnX Npo cucTemMy chapmakoHarnsgy,
NOBITPOHENPOHWKHU 3MiHa ynoBHOBaXeHoi ocobu, BignosiganbHoI 3a
M HacocoMm Ta 30iACHEHHS (hapMaKkoHarnsiay; KOHTaKTHOT ocobu 3
3aKpuTomy apmakoHarnsay 3asBHUKa Ans 30iNCHEHHS
KOBMa4koMm; no 1 dapmakoHarnagy B YKpaiHi, SKLWo BOHa BiAMiHHa Bif
KOHTenHepy B ynoBHOBaXeHoI ocobu, BignosiaansHoi 3a 3aiNCHEHHS
KapTOHHiI kopooLi dapmakoHarnagy (Bkrovarym KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MiLLeHHi MacTep-garna cucTteMm
hapmakoHarnsigy) 3miHa KOHTaKkTHOT 0cobu 3asiBHUKA,
BignoBiganeHoi 3a hapMakoHarnsg B Ykpaini. [irova
pepakuis: KynHosuupkuin OcTan. MponoHoBaHa peaakLis:
LWknspesud Irop OnekcaHapoBuY. 3MiHa KOHTaKTHUX
[laHUX KOHTaKTHOT 0cobu 3asBHMKA, BiANoOBiganbHOI 3a
dapmakoHarnag B YkpaiHi.
307, XIMOTPUMNCWUH | niodinisat ans TOB "®3 YkpaiHa TOB "®3" YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3miHu Il 3a UA/2347/01/01
KPUCTANIYHN | posunny ans iH'ekuin | "BIOGAPMA" BIOPAPMA" Tuny - 3MiHK 3 SKOCTi. [O0TOBMIN Nikapcbkuin 3aci6. 3MiHN y peuernmom
n no0,01r;5 BMPOGHMUTBI. 3MiHM y NpoLieci BUpOGHULITBA FOTOBOIO
nakoHiB 3 nikapcbKoro 3acoby, BKIOYaK4M NPOMIXKHUIA NMPOAYKT, Lo
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
nioginizatom y 3aCTOCOBYETLCS NMPU BUPOBGHULITBI FOTOBOTO JlikapCbKOro
6nictepi; no 2 3acoby (nikapcbkuii 3acib € nikapcbkum 3acobom
6nictepn y nayui 3 6ionoriyHoro/iMyHONoOrYHOro NOXo4XKEHHS Ta 3MiHa
KapToHY BMMarae NpoBeAEeHHS NOPIBHANBHUX AOCHIAXKEHDb) -
3MiHn y cneundikauii Cn. 5.14-02-272 «lNpomixHa
npoaykuis «XiMoTpuncuHy» TemnepaTtypu 36epiraHHs 3
«npu Temnepatypi Big 2°C go 8°C He binblie 36 rognH»
Ha «npv Temnepatypi He Bue 12 °C npoTarom 72 roguH».
308.f XOHAPOITUH® | kancynu no 30 abo MPAT YkpaiHa BUPOBHMK YkpaiHa BHECEHHS 3MiH [0 peecTpauinHmx matepianis: 3miHu | 6e3 UA/17345/01/01
KOMMJIEKC 60 kancyn y "®ITOPAPM" BignosigansHWi 3a TMNy - AGMiHICTpPaTMBHI 3MiHW. 3MiHa HallMeHyBaHHS peuenma
KOHTelHepi; no 1 BUPOBHMLTBO, Ta/abo agpecu 3asBHUKA (BNacHUKa peecTpauiniHoro
KOHTeNHepy B navuj; nepBUHHE, BTOPUHHE noceigveHHs) 3MiHa agpecy 3asiBHWKa. 3MiHN BHECEHO B
no 6 kancyny naKyBaHHS, KOHTPOMb iHCTPYKUIiO ANS MeANYHOro 3aCTOCYBaHHS MikapCbKoro
6nictepi; mo 5 abo Ta BUMYCK cepii: 3acoby y po3ain «MicLesHaxomKeHHs 3asBHMKa». TepMiH
10 6nicTepiB y nayui MPAT "®ITOOAPM", BBEAEHHSA 3MiH NPOTArom 6 MicauiB Nicnsa 3aTBepAXeEHHS.
YkpaiHa;
BUPOBHMK,
BignoBiganbHUN 3a
BUPOBHMUTBO,
NepBUHHE, BTOPUHHE
nakyBaHHS, KOHTPOMb
AKOCTI:
TOB "ACTPA®APM",
YkpaiHa
309, XOHOPOITUH® | emynbrens Ans MPAT YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minu | bes UA/17346/01/01
-®OITODAPM 30BHILUHLOIO "®ITOPAPM" TMNy - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuenma
3acTocyBaHHs, 5%; Ta/abo agpecu 3asBHUKA (BNAacHUKa peecTpauiniHoro
no25rabo40ry noceigyeHHs) 3miHa agpecu 3asBHUKa. 3MiHU BHECEHO B
Ty6i, no 1 Ty6i B IHCTPYKLUilO AN MeAMYHOro 3aCTOCYBaHHS MiKapCbKOro
navui 3acoby y po3ain «Micue3HaxomKeHHs 3asBHUKa». TepMiH
BBEJEHHS 3MiH NpoTArom 6 micsAuiB nicns 3aTBEpAXKEHHS.
310 XOHOPOITUH MOPOLLIOK MPAT YkpaiHa Bioibepika C.A.Y. IcnaHis BHECEHHS 3MiH 10 peecTpaLiiHix MaTepianis: 3MiHu | Tuny - UA/15094/01/01
CYINIb®AT (cybcTaHuisa) y "®ITOPAPM" - AgMiHicTpaTuBHI 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo
HATPIIO NOABINHMX NakeTax 3 afpecy 3asBHMKa (BracHMKa peecTpauinHoro
nonieTuneHy ans noceigyveHHs). 3miHa agpecu 3asBHUKa
hapmaLeBTUYHOro
3aCTOCYBaHHS
311, XOHOPOITUH NOPOLLIOK MPAT YkpaiHa BIOIBEPIKA C.AY. Icnanis BHECEHHS1 3MiH 40 peecTpauinHux maTtepianis: 3miHu | Tuny - UA/16799/01/01
CYINb®AT (cybcTaHuis) y "®ITOPAPM" - AgMiHicTpaTmMBHI 3MiHU. 3MiHa HaiMeHyBaHHs Ta/abo
HATPIIO BPX nakeTax nogBinHMX afpecy 3asBHMKa (BracHMKa peecTpauinHoro
ana nonieTMneHoBmnx NocBiQYEHHs1) 3MiHa afpecu 3asiBHUKA
OPAJIbHUX ans
DOPM hapmaLeBTUYHOro
BUKOPUCTaHHS
312 LE®A3OIJIH- MOPOLLOK ANA My6nivyHe YkpaiHa My6nivyHe akuioHepHe YkpaiHa BHECEHHS 3MiH 1O peecTpauiiHix maTepianis: 3minu | 3a UA/4616/01/01
BX®3 PO34MHy Ans iH eKuin akuioHepHe ToBapucTBo "HaykoBso- TMny - 3MiHK 3 sikocTi. [oToBMIA Nikapcbkuii 3aci6. Cuctema peuenmom
no 500 wmr; TOBapuCTBO BMPOGHWYMIA LEHTP KOHTelHep/3akynoptoBanbHuiA 3aci6. 3miHa napameTpis
1 donakoH 3 "HaykoBo- "BopLuariBcbkui cneumdikauin Ta/abo JONyCTUMUX MEX NEPBUHHOT
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
nopotLukom; 1 BUPOBHMYMI XimiKo- YNaKOBKM FOTOBOTO JlikapCbkoro 3aco0y (iHLWi 3miHM) 3MiHK
hnakoH 3 MOPOLLKOM LieHTp dapmaueBTUYHUIA B CneuudikaLii KOHTPOSIO NEPBUHHOTO NaKyBanbHOro
y nayui 3 KapToHy; 1 "BopLuariBcbk 3aBog” matepiany «[pobka rymoBa», a came B po3aini
bnakoH 3 NOPOLLKOM M XiMiKo- «laeHTndikauis» nokasHuK « EnactuyHicTb MaTtepiany»
y KOMNnexTi 3 1 dapmaueBTuy 3aMiHeHO Ha nokasHuk «AbcopbuinHa
amMnyrnoto HWI 3aBog" CNeKkTPoOTOMETPIA» i3 BHECEHHAM BigNOBIOHNX 3MiH B
po34MHHKKa (BoAa METOAMKN KOHTPOIM0. YTOYHEHHS 40 Ha3B MOKa3HWKIB
ans iH'ekuin) no 5 cneundikauii «30BHiLLHIA BUMNAA» 3aMiHeHO Ha «Onucy,
M B nayi 3 «3aranbHa 3ona» 3amiHeHO Ha «BmicT 3aranbHoi 30nmy,
KapTOHHO «PeyoBUHM, WO BiAHOBMOWTH» 3aMiHEHO Ha «BigHOBHI
neperopoKoro peyoBuHMY, «Cyxuii 3anmnok» 3amiHeHO Ha «3anuwok
nicnsa sunaptoBaHHs». PeaakuiHi npaBku 4O METOANKM
KOHTPOSMIO TECTY «30BHILLHIN BUrAsgy. 3MiHu | Tuny -
3MmiHu 3 AkocTi. FoToBuUI nikapcbkuii 3acio. Cuctema
KOHTelHep/3akynoptoBanbHuii 3acio. 3MiHa napameTpis
cneundikauin Ta/abo 4oNyCTUMMX MEX NEePBUHHOT
yNaKoBKWN rOTOBOrO MiKapCbKoro 3acoby (iHLwi 3MiHW)
BionosiaHo go HactaHosu 3 sikocTi «JTIKAPCbKI 3ACOBU
Cneumdikauii: KOHTpOnbHI BUNpPoOyBaHHSA Ta KpuTepii
NPUAHATHOCTI» N. 5.1.2.1. TecTu cneuudikauii:
«loeHTndikauisi», «Mpo3opicTb po3unHy S»,
«KonbopoBicTb po3unHy S», «KUCNOTHICTb a0 NyXHiCTby,
«OnTu4Ha ryctuHa», «BigHOBHI pe4oBUHMY, «AMOHItO
coni», «LuMHK, Wo ekcTparyetbear», «Baxki meTanu, Wwo
eKCTparyTbesa», «3anuLLoK nicnsi BUNapoByBaHHS»,
«JleTki cynbdigm» NPoONoOHYETLCA KOHTPOMIOBATK NEpLLY
Cepito KOXHOr0O POKY Bifl KOXHOr0 BUpoOHMKa. 3MiHu | Tuny
- 3miHu 3 skocTi. FoToBMIA Nikapcbkuii 3acib. Cuctema
KOHTeWHep/3aKynoptoBanbHui 3aci6. 3miHa napameTpis
cneuudikauin Ta/abo ONyCTUMUX MEX NEPBUHHOT
yNaKoBKM FOTOBOrO NikapCbKoro 3acoby (iHwWi 3mMiHu) 3miHn
B Cneumdikauii Ans KOHTPOSO NEPBUHHOTO NaKyBarnbHOro
matepiany «[pobku rymoBi», a came 3mMiHU KpUTEPItO
NPUNHATHOCTI Noka3HuKa «BMicT 3aranbHOT 30nuny.
3aTtBepoXeHo laeHTndikauia 3aransHa 3ona Big 43,7 % 8o
49,5 % 3anponoHoBaHo laeHTudikauis BmicT 3aransHoi
3onv Big 42,10 % 1o 46,10 % (1) 43,00 % po 47,00 % (2)1
313, LE®A3O0IJIH- NMOPOLLOK ANA My6nivyHe YkpaiHa My6nivyHe akuioHepHe YkpaiHa BHECEHHS 3MiH 1O peecTpauiiHix maTepianis: 3minu | 3a UA/4616/01/02
BX®3 PO34MHYy AN iH eKuin akuioHepHe TOBapucTBo "HaykoBso- TMny - 3MiHK 3 sikocTi. [oTOBMIA Nikapcbkuii 3aci6. Cuctema peuenmom
no 1000 wmr; TOBapuCTBO BMPOGHWYMIA LEHTP KOHTelHep/3akynoptoBanbHuUiA 3aci6. 3miHa napameTpis
1 donakoH 3 "HaykoBo- "BopLuariBcbkui cneumdikauin Ta/abo JONyCTUMUX MEX NEPBUHHOT
nopotLukom; 1 BMPOGHUYMIA Ximiko- yNaKoBKM FOTOBOrO NikapCbkoro 3acoby (iHWi 3MiH1) 3miHu
nakoH 3 NOPOLLKOM LEeHTp apmaLeBTUYHUA B CneuudikaLii KOHTPOIO NePBUHHOTO NaKyBanbHOro
y nayi 3 KapToHy; 1 "BopLuariBcbk 3aBog" MaTepiany «lpobka rymoBay, a came B po3gini
nakoH 3 NOPOLLKOM MR XimiKo- «laeHTndikauis» nokasHuK «EnacTuyHicTb MaTepiany»
y KoMnnexkTi 3 1 dapmaueBTuy 3aMiHeHo Ha nokasHuk «AbcopbuinHa
amnyror HWI 3aBoa” CnekTpodOTOMETPIS» i3 BHECEHHSAM BiANOBIAHUX 3MiH B
po34MHHYKKa (Boaa MeTOAMKN KOHTPOIO. YTOYHEHHS 40 HAa3B NMOKa3HWKIB
Aans iH'ekuin) no 5 cneuudikauii «30BHiLLHIA BUrNaA» 3aMiHEHO Ha «Onucy,
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
mn abo no 10 mn B «3aranbHa 3ona» 3amMiHeHo Ha «BmicT 3aranbHoi 3onuy,
nadui 3 KAPTOHHOO «Pe4oBUHW, WO BiOHOBMOTL» 3aMiHEHO Ha «BigHOBHI
neperopoakoro peyoBuHNY», «Cyxuii 3anmLLOK» 3aMiHEHO Ha «3anuLIoK
nicnsa sunaptoBaHHs». PegakuiniHi npasku 4o METOANKM
KOHTPOMO TecTy «30BHiLLHIN BUrNSAA». 3MiHu | Tuny -
3MiHu 3 skocTi. [oToBMI Nikapcbkuii 3acib. Cuctema
KOHTeHep/3aKkynoptoBanbHWiA 3acio. 3MiHa napameTpis
cneumdikauivi Ta/abo AONYCTUMUX MEX NEPBUHHOT
yMaKoOBKWN FOTOBOIO NiKapcbkoro 3acoby (iHLi 3miHu)
BignosigHo no HactaHnoBu 3 sikocTi «J1IKAPCbKI 3ACOBU
Cneuudikauii: KOHTPOrbHI BUNPobyBaHHA Ta KpuTepii
NPUAHATHOCTI» N. 5.1.2.1. TecTn cneundikawii:
«laeHTndikauisi», «Mpo3opicTb po3unHy S»,
«KonbopoBicTb po3unHy S», «KUCNOTHICTb abo NyXHICTby,
«OnTUYHa ryctuHay», «BiaHOBHI pe4oBUHMY, «AMOHItO
coni», «LInHK, Wwo ekcTparyetbecsa», «Baxki metanu, wo
eKCTparyTbCca», «3anuLIoK Nicrs BUNapoByBaHHSY,
«JleTki cynbign» NPonNoHYETLCS KOHTPONIOBATU NepLly
Cepito KOXKHOIo POKY Bif KOXXHOro BUpoGHMKa. 3MiHu | Tuny
- 3miHu 3 AkocTi. FoToBMIA Nikapcbkuii 3acib. Cuctema
KOHTelHep/3aKkynoptoBanbHWiA 3acio. 3MiHa napameTpis
cneundikauin Ta/abo 4ONYyCTUMMX MEX NEePBUHHOT
YMaKoBKM FOTOBOTO NiKapCbKOro 3acoby (iHLwi 3mMiHu) 3MiHM
B Cneumdikauii Ans KOHTPOIO NEPBUHHOTO NakyBanbHOro
matepiany «[pobku rymoBi», a came 3mMiHU KpUTEPItO
NPUIAHSTHOCTI NOKa3HWKa «BMmicT 3aranbHOT 30muny.
3aTBepaxeHo lgeHTudikauis 3aransHa 3ona Big 43,7 % 0o
49,5 % 3anponoHoBaHo laeHTudikauis BmicT 3aranbHoi
3onv Big 42,10 % 8o 46,10 % (1) 43,00 % #o 47,00 % (2)1
314, LE®ONEPA30 | nopoLuok Ans IxeHodapm Benuka HCIC Xeben XyamiH Kuraw BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHu | Tuny 3a UA/8973/01/01
H/CYNbBAKTA | npurotyBaHHs Iitg BpuTaHis dapmachbtoTikan - AoMiHicTpaTMBHI 3MiHU. 3MiHa Ha3BW nikapcbkoro 3acoby. peuenmom
M pO34MHy aAns KomnaHi Nimiteq 3miHa Ha3Bwm nikapcbkoro 3acoby. 3aTBepaXKeHO:
iH ekuin, 500 mr/500 Makpoued. 3anponoHoBaHo: LieconepasoH/Cynbbakram
mr no 1 abo no 5,
abo no 10 chnakoHis
3 MOPOLLKOM Yy navi
3 KapTOHY
315.| UE®OMEPA3O | nopowlok ons IxeHodapm Benuka HCIC Xeben XyamiH Kutan BHECEHHS 3MiH O peecTpaLiiHuxX maTtepianis: 3miHu | Tuny - UA/8972/01/02
H/CYNbBAKTA | npurotyBaHHs Iitg BpuTaHis dapmachbtoTikan - AgMiHicTpaTuBHI 3MiHW. 3MiHa Ha3BW Nikapcbkoro 3acoby.
M pO34MHy Ans KomnaHi Nimiteq 3miHa Ha3Bu nikapcbkoro 3acoby. 3aTBepaKEHO:
iH ekuin, 1000 Makpoued. 3anponoHoBaHo: Liedonepa3oH/Cynbbakram
mr/1000 mr in bulk:
no 10 cnakoHiB 3
MOPOLLIKOM Y
rpynosiv Tapi 3
KapTOHY
316.| UE®POIMEPA30O | nopoLlok ons IxeHodapm Benuka HCIC Xeben XyamiH Kutan BHECEHHS 3MiH O peecTpaLiiHuX maTtepianis: 3miHu | Tuny 3a UA/8973/01/02
H/CYNbBAKTA | npurotyBaHHs Iitg BpuTaHis dapmachbtoTikan - AoMiHicTpaTuBHI 3MiHU. 3MiHa Ha3BW Nikapcbkoro 3acoby. peuenmom
M PO34MHY Ans KomnaHi Nlimiteg 3miHa Ha3Bwm nikapcbkoro 3acoby. 3aTBepaXKeHo:
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
iH ekuin, 1000 Makpoued. 3anponoHoBaHo: LiedonepasoH/Cynbbakram
mr/1000 mr no 1 abo
no 5, abo no 10
c¢nakoHiB 3
MOPOLLIKOM Yy naYi 3
KapTOHY
317 LUE®ONEPA30 | nopoLuok Ans [xeHodapm Benuka HCIC Xebew XyamiH Kurtawn BHECEHHS 3MiH 4O peecTpauiiHiX maTepianis: 3MiHu | Tuny - UA/8972/01/01
H/CYNIbBAKTA | npurotyBaHHS Iitg Bputanis dapmachbtoTikan - AgMiHicTpaTuBHi 3MiHW. 3MiHa Ha3BW nikapcbKkoro 3acoby.
M PO34mMHY Ans Komnawi NimiTeq 3miHa Ha3Bwu nikapcbkoro 3acoby. 3aTBepa)KeHo:
iH ekuin, 500 mr/500 Makpoued. 3anponoHoBaHo: LieconepasoH/Cynbbakram
mr in bulk: no 10
c¢nakoHis 3
MOPOLLKOM Y
rpynosiv Tapi 3
KapTOHY
318, LUE®OTAKCUM | nopoLuok Ans My6nivHe YkpaiHa My6nivyHe akuioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu | 3a UA/4252/01/01
-BX®3 PO34UHY ANS iH'eKuin aKuioHepHe ToBapucTBo "HaykoBo- Tmny - 3MiHK 3 gKocTi. [oToBMIA Nikapcbkui 3aci6. Cuctema peuernmom
no 500 Mr conakoH TOBapUCTBO BUPOBHNYMIN LIEHTP KOHTelHep/3aKkynoptoBanbHuii 3acio. 3MiHa napameTpis
Ne 1 (6e3 nayku): no "HaykoBo- "BopLuariBcbkui cneumdikauin Ta/abo JONyCTUMUX MEX NEPBUHHOT
55 dnakoHiB 3 BMPOGHNYUIA XiMiKO- YNaKoBKWN rOTOBOrO MikapCbKoro 3acoby (iHLwi 3MiHu) -
NOPOLLUKOM Y LeHTp bapmaueBTUYHNIA 3MiHM B CneuundikaLii 4ns KOHTPOs0 NepBUHHOIO
kopobui; dnakoH Ne "Bopuiariscbk 3aBof" nakyBanbHoro matepiany «lpobGka rymoBa», a came B
1 (y nayui): no 1 Wi XiMiKo- po3gini «lgeHTugikauis» nokasHuk «Enactnynictb
hnakoHy 3 dapmaueBTuy marepiany» 3aMiHEHO Ha nokasHuk «AbcopbuiiHa
MOPOLLIKOM Y Mauuli; HuIM 3aBoa” CnekTpodOTOMETPIS» i3 BHECEHHSIM BiAMNOBIAHNX 3MiH B

dnakoH Ne 1 (y
nayi): 1 donakoH 3
MOPOLLKOM Yy
KOMMMEKTi 3
PO34MHHMKOM (BoAa
ans iH'ekuin) no 5
M B aMmnyni B nayi
3 KAPTOHHOIO
neperopoaKoto

METOAMKN KOHTPOIO. YTOYHEHHS A0 Ha3B MOKa3HWKIB
cneuudikauii: «30BHiWHIA BUrMsA» 3amiHeHo Ha «Onucy,
«3aranbHa 3ona» 3aMiHeHO Ha «BmicT 3aranbHoi 30nmy,

«Pe4oBUHM, WO BiAHOBMOTL» 3aMiHEHO Ha «BigHOBHI
peyoBUHMY, « Cyxuii 3anuLok» 3aMiHEHO Ha «3anuok
nicns BMNaptoBaHHA». PeaakuinHi npaBku 4O METOANKN

KOHTPOIO TecTy «30BHiLLHIN BUrNSAA». 3MiHu | Tuny -

3miHu 3 skocTi. FoToBUMIA Nikapcbkuii 3acid. Cuctema

KOHTelHep/3akynoptoBanbHuiA 3aci6. 3miHa napameTpis
cneumdikauin Ta/abo JONyCTUMMUX MEX NEPBUHHOT
yNaKoBKW roTOBOrO MikapcbKoro 3acoby (iHLi 3MiHu) -
3MiHn B CneumdikaLii Ans KOHTPOI0 NePBUHHOTO
nakyBanbHoro matepiany «lpo6ka rymoBa», a came 3MiHu
[0 nepioAnYHOCTi NpoBeAeHHs1 BUNpobyBaHb: BiANOBIAHO
no HactaHosu 3 akocTi «JTIKAPCbKI 3ACOBU
Cneuudikauii: KOHTPOrbHI BUNPobyBaHHA Ta KpUTepil
NPUMHATHOCTI» N. 5.1.2.1. TecTn cneuudikaduii:
«lpeHTudikauisi», «Mpo3opicTb po3ynHy S»,
«KonbopoBicTb po3unHy S», «KUCNOTHICTL ab0o NyXHICTbY,
«OnTn4YHa ryctuHar, «BigHOBHI pe4oBUHNY», «AMOHItO
coni», «LMHK, Wwo ekctparyetbes», «Baxki meTanu, Wwo
eKCTparyTbCa», «3anuvLLoK Nicns BUNapoByBaHHS»,
«JleTki cynbdign» NPONOHYETLCS KOHTPONOBaTH NepLUy
Cepito KOXXHOM0 POKY Bifl KOXHOr0 BUpoBOHUKa. 3MiHu | Tuny
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
- 3MiHu 3 sikocTi. FoTOBMIA Nikapcbkuii 3acio. Cuctema
KOHTeWHep/3akynoptoBanbHuUiA 3aci6. 3miHa napameTpis
cneundikauin Ta/abo 4ONyCTUMUX MEX NePBUHHOT
YMaKOBKW FOTOBOIO NiKapCbKoro 3acoby (iHLi 3miHu) -
3MmiHn B CrneumdpikaLii Ans KOHTPOSO NePBUHHOIO
nakyBanbHoro matepiany «pobku rymoBi», a came 3miHu
KpUTEpIito NPUAHATHOCTI NoKa3HuKa «BmicT 3aranbHoi
30nuy. 3aTBepaKeHo |aeHTudikauisa -3aranbHa 3ona Big
43,7 % po 49,5 % 3anponoHoBaHo laeHTudikauist Bmict
3aranbHoi 3onu Big 42,10 % po 46,10 % (1) 43,00 % no
47,00 % (2)
319.| ULE®OTAKCUM | nopoluok ons My6niyHe YkpaiHa My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpauiHux maTtepianis: 3MiHu | 3a UA/4252/01/02
-BX®3 PO34MHY ANS iH'eKUin akuioHepHe ToBapucTeo "HaykoBo- Tmny - 3MiHuM 3 sikocTi. FoToBUIA Nikapcbkmin 3aci6. Cuctema peuenmom
no 1000 mr conakoH TOBapuCTBo BMPOGHWYUIA LEHTP KOHTeWHep/3akynoptoBanbHuii 3aci6. 3miHa napameTpis
Ne 1 (6e3 naykm): no "HaykoBo- "BopLuariBcbkui cneuudikauin Ta/abo ONyCTUMUX MEX NEPBUHHOT
55 dnakoHis 3 BUPOBHWYMI XiMiKO- yMaKoOBKWN FOTOBOIO NiKapcbKoro 3acoby (iHLi 3MiHK) -
MOPOLLKOM Y LeHTp dapmaueBTNYHUIA 3MiHn B CrieuymdpikaLii Ans KOHTPOIO NEPBUHHOTO
Kopobui; donakoH Ne "BopLuariscbk 3aBog" nakyBanbHoro matepiany «lpobka rymoBay, a came B
1 (y nayui): no 1 M XiMiKo- po3aini «laeHTudikauisy» nokasHuk « EnacTnyHicTb
nakoHy 3 hapmaueBTny marepiany» 3aMiHeHO Ha nokasHuk «AbcopbuiiHa
NOPOLLUKOM Yy nauuj; HWI 3aBog" CNekTpooTOMETPIA» i3 BHECEHHAM BigNOBIOHNX 3MiH B

dnakoH Ne 1 (y
nayui): 1 donakoH 3
NMOPOLLIKOM Y
KOMMNAEKTi 3
PO34YMHHMKOM (BOAA
Ans iH'ekuii) no 5
M B aMnyni B nayui
3 KAPTOHHOK
neperopoaKor

MeTOAMKN KOHTPOI0. YTOYHEHHS 40 Ha3B NMOKa3HWKIB
crneundikadii: «30BHiLLHIA BUrNaa» 3aMiHeHo Ha «Onucy,
«3aranbHa 3ona» 3amiHeHO Ha «BmicT 3aranbHoi 3onuy,

«Pe4yoBUHM, WO BiAHOBMIOWTL» 3aMiHEHO Ha «BigHOBHI
peyoBUHMY, « Cyxuii 3anmuok» 3amiHeHO Ha «3anuok
nicna BunaptoBaHHA». PeaakuinHi npaBkn 4O METOANKN

KOHTPOMO TecTy «30BHiLLHIN BUrNsg». 3MiHu | Tuny -

3MmiHu 3 AkocTi. FoToBuUIA Nnikapcbkuii 3acio. Cuctema

KOHTelHep/3akynoptoBanbHuiA 3aci6. 3miHa napameTpis
cneuudikauin Ta/abo JONyCTUMUX MEX NEPBUHHOT

YNaKoBKW rOTOBOro MikapCbKoro 3acoby (iHLi 3MiHu) -

3MiHn B CneumdikaLii Ans KOHTPOI0 NePBUHHOTO
nakyBanbHoro matepiany «lpobka rymoBa», a came 3MiHu
[0 nNepioanMYHOCTI NpoBeAeHHS BUNpoOyBaHb: BignoBigHO
no HactaHosu 3 akocTi «JTIKAPCbKI 3ACOBU
Cneuudikauii: KOHTporbHi BUNpobyBaHHA Ta KpUTepil
NPUAHATHOCTI» N. 5.1.2.1. TecTu cneundikadii:
«lpeHTudikauisi», «Mpo3opicTe po3unHy S»,
«KonbopoBicTb po3unHy S», «KUCNOTHICTb @60 NyXHICTbY,
«OnTuYHa ryctmHa», «BiaHOBHI pe4oBUHMY, «AMOHItO
coni», «LMHK, Wo ekcTparyetbes», «Baxki metanu, Wwo
eKCTparyTbCsa», «3anuLLoK Nicrnsi BUNapoBYyBaHHS»,
«JleTki cynbdigm» NPoNoHYETLCA KOHTPOMOBATK NepLLY
Cepito KOXXHOMO POKY Bifi KOXXHOrO BUPOOHMKA. 3MiHM | TUny
- 3miHu 3 sikocTi. FoTOBMIA Nikapcbkuii 3acib. Cuctema
KOHTeVHep/3aKynoptoBanbHuiA 3aci6. 3MiHa napameTpis
cneuudikauin Ta/abo oNyCTUMUX MEX NEPBUHHOT
yNaKkoBKW roTOBOrO Nikapcbkoro 3acoby (iHLi 3MiHu) -
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3miHn B Cneundikauii Ans KOHTPOSO NEPBUHHOIO
nakyBanbHoro matepiany «lpobku rymoBi», a came 3miHW
KpUTEpIito NPUAHATHOCTI NoKa3HuKa «BmicT 3aranbHoi
30nuny. 3aTBepakeHo |aeHTrikauin -3aranbHa 3ona Big
43,7 % po 49,5 % 3anponoHoBaHo laeHTudikauis Bmict
3aranbHoi 30nu Big 42,10 % 1o 46,10 % (1) 43,00 % o
47,00 % (2)
320, UE®TA3UAUM | nopoLuok Ans [xeHodapm Benuka HCIC Xebew XyamiH Kurtawn BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis: 3MiHu || 3a UA/17046/01/01
PO34YMHY ANS iH'eKUin Jtg BputaHia dapmachbtoTikan Tmny - 3MiHm 3 sikocTi. A®l. BupobHuuteo. 3miHa peuenmom
no 1000 wmr, no 1 KomnaHi Nimiteq BUPOOHMKa BUXiZHOIO/MPOMIXKHOrO NPOAyKTy/peareHTy, Lo
abo 10 dprakoHis 3 BMKOPUCTOBYIOTbCH Y BUpoBHM4omMy npoueci AdI, abo
MOPOLLIKOM Y 3MiHa BMpOBHMKa (BKIovakouu, Ae HeobxigHo, micue
KapTOHHiIN kopoOLi NpoBeAeHHst KOHTpono sikocTi) ADI (3a BigcyTHOCTI
cepTudikaTa BiANOBIQHOCTI €BpoNenchbkin dhapmakonei y
3aTBEepAKEHOMY A0Cbe)(BBEAEHHSI HOBOro BUpoGHMKa AdI
3 HagaHHsaM macTep-gaiina Ha Adl) - goaaBaHHs
BupobHuka HCIC Xeben Xyamin ®apmacbtotikan Ko.,
Ita.- 3aBoa Aouige, Kutai, sik anbTepHaTUBHOI AiNsHKK,
BignosiganeHoi 3a BUpobHuuTBo ADI LledTasnanmy
neHrarigparty
321 UE®PTA3UAMUM | nopoluok ons I xeHodapm Benwka HCIMC Xeben XyamiH Kutan BHECEHHS1 3MiH [0 peecTpauiiHux maTtepianis: 3miHu || - UA/17047/01/01
PO34UHY ANS iH'eKuin Iitg Bputanis dapmachbtoTikan Tmny - 3MiHn 3 gxkocTi. A®l. BupobHuuteo. 3miHa
no 1000 wr, in bulk: Komnari Iimiteq BMPOGHMKa BUXIZHOrO/MPOMDKHOIO NMPOAYKTY/peareHTy, Lwo
no 10 cnakoHiB 3 BMKOPUCTOBYIOTbCS Y BUpoBHUYoMy npoueci AdI, abo
NOPOLLUKOM B 3MiHa BMpPOOHUKa (BKIOYaouu, e HeobxigHo, micue
KapTOHHiIN kopobui npoBeaeHHs KOHTponto sikocTi) AP (3a BiacyTHOCTI
cepTudikaTa BignosigHocTi €Bponeiickbkin dhapmakonei y
3aTBEpAKEHOMY [0Cbe)(BBEAEHHS HOBOTO BUpOGHMKa AdI
3 HapgaHHaM macTep-cavina Ha A®I) - fogaBaHHs
Bupo6Huka HCIC Xebewn XyamiH ®apmacetoTikan Ko.,
JIta.- 3aBopa Aouige, Kutai, ik anbTepHaTUBHOI AiNsiHKK,
BiAnoBiaanbHoI 3a BMpobHuUTBO AP| LledTasnanmy
neHTarigpaty
322 UE®TA3UAUM | nopoluok ons xeHodapm Benwuka HCIC Xeben Xyamin Kutan BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu || 3a UA/17046/01/02
PO34UHY ANS iH'eKuin Iitg Bputanis dapmachbtoTikan Tmny - 3MiHn 3 gxkocTi. A®l. BupobHuuteo. 3miHa peuernmom
no 2000 wmr, no 1 KomnanHi Nimiteq BMPOGHMKa BUXiZHOrO/MPOMIXKHOTO NPOAYKTY/peareHTy, Lwo
a6o 10 cpnakoHis 3 BUKOPUCTOBYHOTLCS Yy BUPOBHMYOMY npoueci AP, abo
NOPOLLUKOM Y 3MiHa BMpPOOHUKa (BKOYaouu, e HeobxigHo, micue
KapTOHHIl kopobui npoBefeHHs KOHTporto sikocTi) ADI (3a BigcyTHOCTI
cepTudikaTa BignoBigHOCTi EBponeiickbkin dapmakonei y
3aTBEPKEHOMY [0ChE)(BBEAEHHSI HOBOrO BUPOOHMKa Ad|
3 HagaHHsM MacTep-caiina Ha A®l) - nogaBaHHs
BUpobHuka HCIC Xeben Xyamin ®apmacotoTtikan Ko.,
JIta.- 3aBoga Aouige, Kutai, sk anbTepHaTUBHOI AiNsiHKK,
BignoBiganbHoi 3a BMpo6HMUTBO API LiedTasnaumy
neHrarigparty
323.| UE®TA3UAUM | nopoluok ons [xeHodapm Benwuka HCIC Xeben XyamiH Kutan BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu || - UA/17047/01/02
PO34MHY Ans iH'eKUin Iitg BpuTaHis dapmachbtoTikan TMny - 3MiHu 3 sikocTi. A®l. Bupo6HuuTBO. 3MiHa
no 2000 wr, in bulk: Komnani Jliviteg BMPOGHMKa BUXiZHOro/MPOMIKHOTO NPoAyKTy/peareHTy, Lo
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
no 10 conakoHis 3 BUKOPUCTOBYHOTLCS Yy BUpoBHMYOMY npoLeci AP, abo
MOPOLLKOM B 3MiHa BUPOGHWMKa (BKMOYakoum, Ae HeobxiaHo, micue
KapTOHHiI kopooLi NpPOBeAEHHsT KOHTPOnO sikocTi) ADI (3a BigcyTHOCTI
cepTudikaTa BignoBigHOCTI €Bponeichbkin hapMakonei y
3aTBEPAKEHOMY 0ChE)(BBEAEHHS HOBOTO BUPOGHMKa AdI
3 HagaHHsaM macTep-gaina Ha Adl) - goaaBaHHS
BnpobHuka HCIC Xeben Xyamin ®apmacotoTtikan Ko.,
JITa.- 3aBoa Aouige, Kutan, sk anbTepHaTUBHOI AiNsHKK,
BignosigansHoi 3a BUpobHuuTeo AdI LiedhTasnanmy
neHrarigpary
324.( UMKNOKYTAH nak ons Hirtie TOB «MIBE YkpaiHa Mibe Mmb6X HimeyunHa/ | BHeCeHHs 3MiH 4O peecTpauiiHux maTtepianis: 3miHu | Tuny 6e3 UA/18077/01/01
® nikyBanosHun, 80 YKPATHA» ApuHanmiTTEND, MNonbLa - 3MiHu 3 sikocTi. CepTudpikaT BignoeigHocTi/lE- peuenma
Mr/r, No 3 I PO34MHY HimeuyunHa (BMPOOHUK, cepTudikaT BiaNoBigHOCTI €BpoONenchbkin
y cbrakoHi; no 1 BignoBiganbHWi 3a dapmakonei/MoHorpadii. NMogaHHsA HoBoro abo
dnakoHy y BUPOGHMLTBO "in bulk", OHOBJIEHOTO cepTudikaTa BignoBigHOCTi abo BUNYyYEHHS
KomnnekTi i3 10 nepBUHHE Ta cepTudikaTa BignoBigHoOCTIi €BponeWnchkin dhapmakonei:
LnaTenis B KaceTi, BTOPWHHE NaKyBaHHS, ans A®l; onsa BuxigHOro martepiany/peareHTy/npoMiKHOro
TpyMayem wnaTens, KOHTpPOIb cepii Ta NPOAYKTY, O BUKOPUCTOBYHOTLCS Y BUPOOHMLTBI ADI; ans
TamnoHamu gns Bunyck cepii); CYH- [OMOMDKHOI peqoBUHM (cepTudikaT BianoBiaHOCTI
OYMLLIEHHS Ta ®APM Cn. 3 0.0., €sponelicbkin bapmakonei) - OHoBNeHWn cepTudikaT Bif
nunoykamu ans MonbLwa (BUPOGHMUK, yXe 3aTBepakeHoro BupobHuka. logaHHs OHOBIEHOro
HIrTiB y nayui BignoBiganbHUN 3a cepTugikaTa BignoBigHoCTi €Bponeichkin hapmakonei Ne
BTOPUHHE NaKyBaHHS) R1-CEP 2015-365-Rev 00 (3atBepaxeHo: RO-CEP 2015-
365-Rev 02) ans pitoyoi peyosuHu Ciclopirox Big Bxe
3aTBepakeHoro BupobHuka OLON S.P.A.
325, UMKNOPOCDA | nopoLuok Ans CaHpo3s CnoBeHis BTOPWHHA yrakoBKa, AscTpis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny 3a UA/15802/01/01
Mid CAHOO3® | po3unHy ans dapmachbtoTika KOHTPOIb Ta BUMYCK Kurtawn/ - 3miHu 3 aKocTi. FoToBUIA nikapcbkuii 3aci6. KoHTponb peuenmom
iH eKuUin abo iHdy3in n3 a.a. cepii: EBEBE ®apma Himeuunna roToBOro nikapcbkoro 3acoby. 3MiHa y meTogax

no 500 mr; no 1 abo
2 pnakoHu 3
MOPOLLIKOM Y kopobui

lec.m.6.X. Hor. KT,
ABCTpisi; BUPOGHMLTBO
Hepo3dhacoBaHoi
npoaykLuii, nepBuHHa
ynakoBka: [xisHrcy
XeHrpyi MegiuiH Ko.,
JIta., Kutan; koHTponb
cepii: YMdopaHa
Ilabop drop AHaniTik
yHO
AydTparcgopLuyHr
M6X&Ko.KT,
HimeuyumHa; koHTpoOnb
cepii: Na6op JIC CE &
Ko. KI', HimevyunHa

BUNPOOYBaHHA rOTOBOTO Mikapcbkoro 3acoby (He3HayHa
3MiHa y 3aTBeppKeHNX MeTofax BUNpobyBaHHS) He3HaYHi
3MiHN B MeTOoZi BUNpobyBaHHS 3a nokasHunkoMm «[poayktu

posnagy», a came B npoboniaroTosLi BUNIpo6oByBaHOIO

po3uunHy (MeTop TLUX): koHUEHTpaLis po34nHy 3pa3ka
3MiHI0eTbCA 3 80 Mr/Mn Lmknodochamigy B PO3UUMHHUKY
(exsiBaneHTHO 78,4 mr/mn 6e3soaHoro umknodocdamigy
B pO34MHHUKY) Ha 80 mr/mn 6e3BogHoro uuknodocdamigy
B PO34MHHUKY. 3MiHu | Tuny - 3miHuW 3 sikocTi. MoToBMIA
nikapcbkuin 3aci6. KoHTponb roToBoro nikapcbkoro 3acooy.
3miHa y MmeTofax BunpobyBaHHsS FOTOBOTO NikapCbKoro
3acoby (OHOBMEHHs NpoLleaypu BUNpobyBaHHs Ans
npuBeAeHHs y BiAMOBIAHICTb 3i 3MiHEHOIO 3aranbHO
ctatTeto [IdY abo €sponelicbkoi dpapmakonei) (B.11.r.2. (1)
1A)
3MiHa B ONWCi aHaniTM4HOro MeToAy BUNPOOyBaHHS 3a
nokasHukoM «pH». 3miHa cTocyeTbcs nuwwe onucy
KanibpyBaHHsi npunagy, signosigHo o Ph.Eur.2.2.3. a He
BMMiptoBaHHs pH. [logaTkoBo peaakuiviHi 3MiHu B
n.3.2.P.5.2.AHaniT4Hi MeToamku, Lo CTOCYOTbCSA
OHOBJIEHHS CUCTEMM HyMepalLii MeToAiB Ta BUKNadeHHs
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKO20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
meTogy BunpobyBaHHs «[MpogyKkTn po3nagy» Ha TepMiH
nNpyAaTHOCTI OKPEMO Big MeToAY, LLO BUKOPUCTOBYETLCS
Npu BUMYCKY.
326, ULMCNMIATUH- KOHUEeHTpaT ang Mini Xenckepe Benuka BeHyc Pewmegic IHAis BHECEHHS 3MiH [0 peecTpauinHmx matepianis: 3MiHu | 3a UA/6490/01/01
M po34nHy ans Timiteq Bputanis Nimiten TNy - 3MiHK Wwopo 6e3nekn/edekTMBHOCTI Ta peuernmom

iHdysin, 0,5 mr/mn; tapmakoHarnagy (iHwi 3amiHu) BHeceHHs1 3MiH o po3giny

no 20 mn (10 wmr), "MapkysaHHs" MKA J13. 3atBepmkeHo: Po3gin

abo 50 mn (25 wmr), «MapkyBaHHa» MKA N3: Mpaduryeckoe odopmneHne

a6o 100 mn (50 mr) ynakoBku. MNpunaraetcs. 3anponoHoBaHo: Po3gin

y cbnakoHi; no 1 «MapkyBaHHsi» MKA J13: 3rigHo 3aTBEPO)KEHOrO TEKCTY

dnakoHy B MapKyBaHHA. OHOBMNEHHS TEKCTY MAapKyBaHHSI YNakoBKM

KapTOHHiIN kopoOLi nikapcbKkoro 3acoby 3 BHeCEeHHsIM iHcbopmaLii Lwoao

3a3HauYeHHs! oaMHULL BUMIpOBaHHS y cuctemi Sl.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPOKEHHS.
327. UWTPAMOH- Tabnetkn, no 6 abo MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | Tuny 6e3 UA/6550/01/01
OAPHULUA no 10 Tabnetok y "®apmaueBTn "®apmaueBTUYHa - 3MiHN wopo 6e3nekn/edPeKTNBHOCTI Ta peuenma
KOHTYPHMUX YHa bipma dipma "dapHuuga" dapmakoHarnagy. 3miHa y KOpOoTKili xapakTepucTumui
YapyHKOBUX "NapHuug” nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans

ynakoBkax; no 6 abo
no 10 TabneTtok y
KOHTYPHIl
YapyHKOBIN
ynakosui, no 1
KOHTYPHIl
YapYHKOBIN yrMakoBLi
B nauyui; no 10
TabneTok B
KOHTYPHIl
YapyHKOBIN
ynakoBLi, no 6 abo
12 KOHTYpHWMX
YapyHKOBMX
YNaKoBOK B mayui

MeOMYHOro 3aCTOCyBaHHSA Ha NiAcTaBi perynspHo
OHOBJIOBAHOIO 3BiTy 3 6e3neku nikapcbkoro 3acoby, abo
pocnimkeHb 3 6e3nekn 3aCToCyBaHHS NiKapcbkoro 3acoby
B nicnspeecTpauinHuii nepiof, abo sk pesynbTaTt OLiHKN
3BiTY 3 AOCNiAXeHb, MpoBeAEeHUX BiAMNoBiAHO 0 NnaHy
nepiaTpuyHux gocnigkes (PIP) (3MiHy y3romxeHo 3
KOMMETEHTHUM YNOBHOBAXEHUM OpraHoMm) - 3MiHWN BHECEHi
00 [HCTPyKLUiT ANa MeAnMYHOro 3aCTocyBaHHS NikapcbKoro
3acoby no posainis: "B3aemopis 3 iHLWIMMK NiKapCbKuMun
3acobamu Ta iHwWi Buan B3aemopin”, "OcobnueocTi
3acTocyBaHHs" Wwoao 6e3neku 3acTocyBaHHA Aitoyoi
PEYOBUHN.

BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPAKEHHS

B.o. leHepanbHOro gupeKropa

dapmaLeBTUYHOIO ANpEeKTopaTy

IBan SAAIBOPHUX




