MEPEJIK
JIKAPCBKHMX 3ACOBIB (MEJUYHUX IMYHOBIOJIOITYHUX ITPENAPATIB), IIIOJ0 SIKUX BYJIM BHECEHI
3MIHHU JO PEECTPALIMHUX MATEPIAJIIB, IKI BHOCATBHCS 10 JEP)KABHOI'O PEECTPY JIKAPCBKHUX
3ACOBIB YKPAIHHA

Jonarox 3

a0 Haka3zy MinicTepcTBa 0X0poHH
3p0poB’s Ykpainu «IIpo nep:xxaBny
peecTpauiio (mepepeecTpanio) JikapcbKuX
3ac00iB (MeANYHUX IMYHOOi0JIOrTYHMX
npenapariB) Ta BHeCeHHs 3MiH /10
peecTpauiiiHux MartepiajiiB»
Bi 25 aucronana 2022 poky Ne 2131

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpauyitina npouyedypa Ymosu Homep
n/ JNiKapcbKo20 (nikapcbka ¢gpopma, 3asieHUKa eupo6HuKa eidnycky peecmpayitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
1. ABPON® Tabnetku no 30 wmr; TOB YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH 0 peecTpaLinHMx maTtepianis: 3miHu | Tuny - 6e3 UA/9928/01/01
no 10 Tabnetok y "TNEQPAP dAPM" ApOMiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo peuenma
Gnictepi; no 2 M NTO" afpecy Micusi NPOBaPKEHHS AisiNbHOCTI BUPOOHUKA
Gnictepn y (BKNOYaO4YK, 3a HEOOXIAHOCTI, MicLe NPOBEAEHHSA KOHTPOIO
KapTOHHIN ynakoBLj sikocTi), abo BnacHWka macTtep-garnna Ha AP, abo
noctavansHuka A®l/BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
3acTocoByThCs Y BUPoOHUUTBI ADI (sIKLLO 3a3HaYeHo y
[0Cbe Ha nikapcbkui 3acib) 3a BiacyTHOCTI cepTudpikara
BiAMOBIAHOCTI €Bponenceki hapmakonei y 3aTBepaKeHoOMy
pocbe, abo BUpobHMKa HOBOI JOMOMIXKHOT PEYOBUHU (SIKLLO
3a3HayeHo y AOCbE). 3MiHM BHOCATBCS Y 3B’A3KY 3i 3MiHOO
Ha3Bu BUpobHMka AP yepes pecTpykTypusaLito KomnaHii
Shilpa Ta BignNoBiAHO 4O OHOBMEHMX KEPIBHUX AOKYMEHTIB
ans cyberaHuii AM6pokcony rigpoxnopug. 3MiH y
BUPOBHMYOMY NPOLECi Ta BUPOOHMNYMX NMOTYXXHOCTSIX HE
Bigbynocs.
2. ABPOJI®SR Tabnetku TOB YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH O peecTpaLinHMX maTtepianis: 3miHu | Tuny - 6e3 UA/9928/03/01
NPOOHroBaHoi Al "TNEQPAP PAPM" AZMiHiCTpaTVBHI 3MiHW. 3MiHa HaMeHyBaHHs Ta/abo peuenma
no 75 mrno 10 M NOTO" agpecu MicLsa NpoBafKeHHs AisinbHOCTI BUPOBHMKa
TabneTtok y 6nictepi; (BKINtOYAKO4YM, 3a HEODXIAHOCTI, MicLe NPOBEAEHHSA KOHTPOIO
no 1 abo 2 Gnictepun sIKOCTi), abo BnacHuka mactep-canna Ha A®I, abo
B KAPTOHHIl noctavanbHuka A®l/BuxigHoro
ynakoBLi mMaTtepiany/peareHTy/NpoMiKHOroO NPOAYKTY, Lo
3aCTOCOBYIOTLCA Y BUPOOHMUTBI API (SIKLLO 3a3HAYEHO Y
[OCbe Ha nikapcbkuii 3acib) 3a BigcyTHoCTI cepTudikata
BiAMOBIAHOCTI €Bponenceki hapmakonei y 3aTBepaKeHOMy
Aocbe, abo BUpOOHMKa HOBOI AOMOMIKHOT PEYOBUHM (SIKLLIO
3a3HayeHo y 40Cbe). 3MiHM BHOCHATLCS Y 3B’A3KY 3i 3MiHOO
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[TponoBkeHHs noaarka 3

DAPMACBIOTIKAS
3 NIMITEL, IHgis
Bupo6HuuTBO
nikapcbkoro 3acooy,
nepBUHHE Ta
BTOPUHHE
naKyBaHHs,
KOHTPOIb AKOCTI
cepii:

IHTAC

KOHTPOMETHLCA BiANOBiAHO Ao 3atBepakeHum GMP SOPs.
3miHu | TMny - 3miHKM 3 AkocTi. FoToBUIA NikapcbKuii 3acio.
3MiHu y BUpOGHMUTBI. 3MiHM y npoLieci BUpOGHMLTBA
roTOBOrO fiKapCbKOro 3acoby, BKMOYaAKYM MPOMDKHUI
NPOAYKT, L0 3aCTOCOBYETLCH NPU BUPOOHMLTBI FOTOBOrO
nikapcbkoro 3acoby (He3HayHa 3MiHa y npoLeci
BMPOOHMUTBA) HE3HAYHA 3MiHa y npoLeci BUpobHMUTBa, a
caMe YTOYHEHO KiNbKiCTb Kancyn Ha cepito nig Yac npouecy
KancyrnoBaHHs1.

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Ha3Bu BUpOBHMKa APl yepes pecTpyKTypm3aLlito KoMNaHii
Shilpa Ta BignoBiAHO 4O OHOBNEHUX KEPIBHUX AOKYMEHTIB
ans cyberanuii AMGpokcony rigpoxnopua. 3MiH y
BUPOGHMYOMY MpoLeci Ta BUPOBHUYMX MOTYXHOCTSAX HE
Bigbynocs.
3. AOEHO3UH-5'- | nopoLuok TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHMX maTtepianis: 3miHu | Tuny - - UA/18769/01/01
TPUDOCDHATO | (cyberaHuis) y "®apmanesT "®apmaueBTniHa ApnmiHicTpaTuBHI 3MiHW. 3MiHa HaMeHyBaHHSA Ta/abo
FICTUOUHATO- | nnswkax 3 n4Ha komnaHis "®apKoC" agpecu MicLsi NPOBaMKEHHS AiSNbHOCTI BUPOBHMKA
MATHIKO(II) nonietTuneHtTepedTa KOMNaHis (BKNtOYao4un, 3a HeOOXiAHOCTI, MicLe NPOBEAEHHS KOHTPOIO
TPUKANIEBA narty gns "®apKoC" sIKOCTi), abo BracHuka mactep-canna Ha AdI, abo
Cllnb dapmaLeBTU4HOro noctayanbHvka Adl/BuxigHoro
OKTArIOPAT 3acToCcyBaHHs maTtepiany/peareHTy/NpoMiXKHOro NPOAYKTY, WO
3acTocoBYOTbECS Y BUPOOHMUTBI ADI (sIKLLO 3a3HaYveHo y
[OCbe Ha nikapcbkun 3acib) 3a BiacyTHOCTI cepTudikata
BiNOBIgHOCTI €Bponenchkin thapmMakonei y 3aTBepmKeHOMY
nocbke, abo BUpoBHMKA HOBOI JOMOMIKHOT pEYOBUHM (SIKLLO
3a3HavyeHo y A0Cbe) - 3MiHa Ha3Bu BUpobHuka AdI,
BUPOBHMYA AinbHULSA Ta BCi BUPOOHMYI onepauii
3anMwanTbCs HE3MIHHUMM
4. A3UTPOMIUUH | kancynnno 0,25 r MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH O peecTpauiHMX maTtepianis: 3miHu | Tuny - 3a UA/9068/01/01
-KP no 6 kancyny "Ximcpapm3aa "Ximcbapmaasoa 3MiHM Wwoao 6e3nekun/edekTUBHOCTI Ta hapMakoHarnsgy peuenmom
Gnictepi; mo 1 BOA "YepsoHa 3ipka" (iHwWi 3MiHW). OHOBMEHHS TEKCTY MapKyBaHHSA BTOPUHHOI
Gnictepy y nayui 3 "YepsoHa yNaKkoBKW flikapcbKoro 3acoby, a came BUIyYEHHS
KapTOHY 3ipka" iHdbopMaLii, 3a3Ha4eHoi POCiNCbKOoo MOBO. BBeAeHHs 3MiH
NpoTSArom 6-T1 MicsALIB NiCNs 3aTBEPKEHHS.
5. A3UTPOMIUUH | kancynu no 0,5 r no MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH O peecTpaLinHMX maTtepianis: 3miHu | Tuny - 3a UA/9068/01/02
-KP 3 kancynuny "Ximdpapmsa "Ximdpapm3aasog 3MiHu Wwopo 6e3nekn/eddekTMBHOCTI Ta papMakoHarnsay peuenmom
6nictepi; no 1 BOA "YepsoHa 3ipka" (iHLWi 3MiHW). OHOBMEHHS TEKCTY MapKyBaHHSA BTOPUHHOI
Gnictepy y nayui 3 "YepsoHa yNaKkoBKW flikapcbKoro 3acoby, a came BUIyYEHHS
KapTOHY 3ipka" iHdbopMaLii, 3a3Ha4eHoi POCiNCcbKoo MOBOK. BBeaeHHs 3MiH
nNpoTSArom 6-T1 MicsALIB NicCNs 3aTBEPOXKEHHS.
6. AKKOTIM Karncynuv Teepgi no Akkopa IcnaHis Bupo6HuuTBO IHgis/ BHECEHHS 3MiH 0 peecTpaLiiHux MaTepianis: 3miHu | Tuny - 3a UA/19158/01/02
100 mr; no 1 kancyni Xenckea nikapcbkoro 3acoby, Benvka 3MiHu 3 sKkocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHK y peuenmom
y cawle; no 5 cawe y C.ny. nepBuHHe Ta Bpuranis/ BMPOBHMLTBI. 3MiHM y NpoLeci BUPOGHMLITBa roTOBOrO
navui BTOPUHHE ManbTta/ nikapcbkoro 3acoby, BKIIOYAK4M NPOMIKHUIA NPOAYKT, LLO
nakyBaHHs1, Yexis/ 3aCTOCOBYETLCSI NMPU BUPOBHMLTBI FOTOBOTO NikapCbKoro
KOHTPOIb AKOCTI Monbwa/ 3acoby (He3HayHa 3miHa y npoLeci BUpobHMLUTBA) HE3Ha4YHa
cepii: ITanis 3MiHa y onuci BUpobHMYOro npoLecy nig yac npowecy
IHTAC KancyrnoBaHHs, a came 3a3HayeHo, Lo YacToTa TeCTyBaHHS
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep

n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o

n 3acoby ynakoeka) noceio4yeHHs1
SAPMACBHIOTIKAN

3 NIIMITEQ, IHgis
KoHTpoOnb sKoCTi:
ACTPOH PECbOPY
JIIMITEL, Benvka
BpuTtaHia
KoHTpoOnb sKoCTi:
dapmagokc
Xenckea Jlta.,
ManbTa
Di3nKo-XiMivHWUIA
KOHTPOJb SIKOCTI:
MeanyHui iHCTUTYT
3
MicLe3HaXOmMKeHHs
M B YcTi Hag J1abewm,
Yexis
Di3nKo-XimMiYHMIA
KOHTPOJb SIKOCTI:
MeanyHui iHCcTUTYT
3
MicLe3HaXOmMKeHHs
M B YcTi Haga Jlabewm,
Yexis
Diznko-xiMivHUIA
KOHTPOMb SKOCTI:
KBIHTA -
AHANITUKA c.p.o.,
Yexis
[opnatkoBa
ainbHUUA 3
BTOPUHHOTO
nakyBaHHs:
CBYC dapma a.c.,
Yexis
HopaTtkoBa
ainbHUUA 3
BTOPUHHOTO
naKyBaHHS:
CuHonTtua
Ingacrtpian Cn. 3
0.0., MNonbLwa
HopnaTtkoBa
OinbHUUA 3
BTOPUHHOTO
nakyBaHHs:
AKKOP[ XEJICKEA
JNIIMITEL, Benuka
BputaHis
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[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpayiliHo2o

noceio4yeHHs1

[opatkoBa
OinbHUUSA 3
BTOPUHHOIO
nakyBaHHsi:
[un cANI YENH
(Itanis) CMNA, ITanisa
[opatkoBa
OinbHUUSA 3
BTOPUHHOIO
nakyBaHHsi:
AKKOP[1-tOKE/
NIMITEL, Benuka
BpuTtaHia
BignoBiganbHuii 3a
BUMYCK Cepil:
AKKOP[I XEJNNICKEA
JIIMITE[, Benuka
BpuTaHia

AKKOTIM

Kancynuv Teepgi no
140 wr; no 1 kancyni
y cawe; no 5 cawe y
navui

Akkopg,
Xenckea
C.JLYy.

Icnanis

BupobHuLTBO
nikapcbkoro 3acoby,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPOIb AKOCTI
cepil:

IHTAC
OAPMACBIOTIKAN
3 NNIMITEQ, IHgis
BupobHuLTBO
nikapcbkoro 3acoby,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs1,
KOHTPOIb SIKOCTI
cepil:
IHTAC
OAPMACBIOTIKAN
3 NIIMITEL, IHgis
KoHTponb sikocTi:
ACTPOH PECbOPY
JNIIMITEL, Benuka
BpuTaHis
KoHTponb sikocTi:
dapmagokc
Xenckea Jlta.,
ManbTa
Di3nko-XiMivHWUIA
KOHTPOMb SIKOCTI:
MeguyHun iHCTUTYT

Inpis/
Benuka
BpwuTaHis/
ManbTa/
Yexia/
Monbwa/
ITania

BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | Tuny -
3MiHu 3 gKkocTi. FoToBMIA Nikapcbkui 3aci6. 3mMiHn y
BUPOBHMLTBI. 3MiHM ¥ Npoueci BUpOGHMLITBA rOTOBOIO
nikapcbkoro 3acoby, BKMIOYaUM MPOMIKHWA NPOAYKT, LLO
3aCTOCOBYETLCS NMPU BUPOBHMLTBI FOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3miHa y npoLeci BUpOBGHULTBA) HE3HAYHa
3MiHa y onuci BUpoBHMYOro npouecy Mig Yac npoLecy
KarncynoBaHHs, a caMme 3a3HayeHo, Lo YacToTa TECTYBaHHSI
KOHTPOMIETLCS BiANOBIAHO A0 3aTBepaxeHumM GMP SOPs.
3miHu | TNy - 3miHKM 3 sikocTi. MoToBUIA Nikapcbkuii 3acib.
3MiHn y BUPOGHMLTBI. 3MiHK y NpoLieci BUPOOHMLITBa
roTOBOrO fikapCbKoro 3acoby, BKNOYaoun NPoOMiKHUIA
MPOAYKT, L0 3aCTOCOBYETLCS NPU BUPOBHWLTBI FOTOBOrO
nikapcbKkoro 3acoby (He3HayHa 3MiHa y npoueci
BMPOOHMLTBA) HE3HaYHa 3MiHa y npoLeci BUpobHULTBA, a
caMe YTOYHEHO KifbKiCTb Kancyn Ha cepito nig Yac npouecy
KancyntoBaHHsi.

3a
peuernmom

UA/19158/01/03
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[TponoBkeHHs noaarka 3

Ne

Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1

3
MiCLIe3HaXOQKEHHS
M B YcTi Hag J1abewm,
Yexis
Di3nko-xiMivHWUI
KOHTPOb SIKOCTI:
MeanyHuin iHCTUTYT
3
MicLe3HaXOMKeHHs
M B YcTi Hag J1abewm,
Yexis
Di3nKo-XimMiYHUIA
KOHTPOJb SIKOCTI:
KBIHTA -
AHANITUKA c.p.o.,
Yexis
[opaTtkoea
ninbHUUA 3
BTOPUHHOIO
nakyBaHHs:
CBYC dapma a.c.,
Yexis
HopaTtkoea
ninbHMUA 3
BTOPUHHOIO
naKyBaHHS:
CuHonTtus
IHgacTtpian Cn. 3
0.0., MNonbwa
[opnatkoBa
ainbHUUA 3
BTOPWHHOIO
nakyBaHHs:
AKKOP[I XENCKEA
NIMITEL, Benuka
BpuTtaHisa
[opnatkoBa
OinbHUUA 3
BTOPVHHOIO
nakyBaHHs:
J4n cAnnl YEWH
(Iranis) CMA, Itanis
HopnaTtkoBa
OinbHUUA 3
BTOPVHHOIO
nakyBaHHs:
AKKOP[-OKEW
JNIIMITEL, Benuka
BputaHis




6 [TponoBkeHHs qoaaTKa 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BignosiganbHui 3a
BMNYCK cepii:
AKKOP[I XEJICKEA
NIMITEL, Benuka
BputaHis
8. AKKOTIM Kancynu Teepai no Akkopg, IcnaHis BupobHuLTBO IHgis/ BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | Tuny - 3a UA/19158/01/04
180 wmr; no 1 kancyni Xenckea nikapcbkoro 3acoby, Benuka 3MiHu 3 siKocTi. FoTOBMIA nikapcbkuid 3acib. 3miHn y peuernmom
y cawe; no 5 cawe y C.IYy. nepBuHHe Ta Bpuranis/ BMPOBOHMUTBI. 3MiHM Y Npoueci BUPOGHULITBA rOTOBOrO
nayui BTOPUHHE ManbTa/ nikapcbkoro 3acoby, BKIoYayy NPOMIXKHUA NPOAYKT, LLO
nakyBaHHs, Yexis/ 3aCTOCOBYETbCSI MPU BUPOBHMLTBI FOTOBOTO NiKapCbKOro
KOHTPOIb SKOCTI Monbwa/ 3acoby (He3HayHa 3miHa y npoueci BUpobHMUTBA) He3Ha4YHa
cepil: ITania 3MiHa y onuci BUpobHMYOro npoLecy nig vyac npowuecy
IHTAC KancyrnoBaHHs, a came 3a3HayeHo, Lo YacToTa TeCTyBaHHS

OAPMACBLHIOTIKAS
3 NIIMITEQ, Ingis
BupobHuLTBO
nikapcbkoro 3acoby,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPOIb AKOCTI
cepil:

IHTAC
OAPMACBIOTIKAN
3 NNIMITEQ, IHgis
KoHTponb sikocTi:
ACTPOH PECbOPY
NIMITEL, Benuka
BpuTtaHisa
KoHTponb skocTi:
dapmagokc
Xenckea JlTa.,
ManbTa
Di3nko-xiMivHUI
KOHTPOMb SKOCTI:
Meguynui iHCTUTYT
3
MicLIe3HaXOKEHHS
M B YcTi Hag J1abewm,
Yexis
Di3nko-xiMivHUI
KOHTPOMb SIKOCTI:
MeguyHui iHCTUTYT
3
MicLe3HaXOMKEeHHs
M B YcTi Hag J1abewm,
Yexis
Di3nKo-XiMivHWUIA
KOHTPOb SIKOCTI:

KOHTPOMIETLCA BiANOBIAHO A0 3aTBepaxeHum GMP SOPs.
3MinHn | TMny - 3MiHK 3 siKocTi. [oTOBUMIA NikapcbkuiA 3acib.
3MiHM Yy BUpOBHMUTBI. 3MiHM y npoueci BUpobHULTBA
rOTOBOrO fiKapCbKOro 3acoby, BKIOYaUM MPOMIKHUI
NPOAYKT, L0 3aCTOCOBYETLCS NPU BUPOBHMLTBI FOTOBOrO
nikapcbkoro 3acoby (HeaHayHa 3MiHa y npoLeci
BMPOBHMLTBA) HE3Ha4YHa 3MiHa y npoLeci BUPObHMLUTBA, a
came YTOYHEHO KinbKICTb Karcyn Ha cepito nig 4ac npouecy
KancyrnoBaHHs.
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[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

KBIHTA -
AHATNITUKA c.p.o.,
Yexis
[opatkoBa
OinbHUUSA 3
BTOPUHHOIO
nakyBaHHsi:
CBYC dapma a.c.,
Yexis
[opatkoBa
OinbHUUSA 3
BTOPUHHOIO
nakyBaHHs:
CuHonTtus
IHgacTpian Cn. 3
0.0., MNMonbla
[opaTtkoea
ninbHUUA 3
BTOPUHHOIO
nakyBaHHsi:
AKKOP[I XEJNICKEA
NIMITEL, Benuka
BputaHis
[opatkoBa
ainbHUUA 3
BTOPUHHOIO
nakyBaHHs:
Jun CANNI YEWH
(Iranis) CMA, Itanis
[opnatkoBa
ainbHUUA 3
BTOPUHHOTO
nakyBaHHs:
AKKOP[-tOKEN
NIMITEL, Benuka
BpuTtaHisa
BignosiganbHui 3a
BUNYCK cepii:
AKKOP[J XEJICKEA
NIMITEL, Benuka
BpuTtaHis

AKKOTIM

Kancynv TBepAi no
250 mr; no 1 kancyni
y cawe; no 5 cawe y
navui

Akkopg,
Xenckea
C.JLY.

Icnanis

Bupo6HuuTBO
nikapcbkoro 3acoby,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs1,
KOHTPOIb AKOCTI
cepii:

IHTAC

Inpis/
Benuka
BpuTanis/
ManbTa/
Yexis/
Monbwa/
ITania

BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHu | Tuny -
3MiHu 3 skocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHW y
BUPOGHMLTBI. 3MiHM y NpoLeci BUPOGHMLITBA rOTOBOIO
nikapcbkoro 3acoby, BKMOYayM NPOMIXXHUIA NPOAYKT, LLO
3aCTOCOBYETLCH NPV BUPOBHULITBI FOTOBOTO NiKapcbKoro
3acoby (He3HayHa 3miHa y npoLeci BUpobHMLUTBA) HE3HaYHa
3MiHa y onuci BUpoBHMYOro npouecy Mig Yac npoLecy
KancynoBaHHs, a caMe 3a3HayeHo, Lo YacToTa TECTYBaHHSI

3a
peuerimom

UA/19158/01/05
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1

OAPMACBIOTIKAN
3 NIMITEQ, IHgis
BupobHuLTBO
nikapcbkoro 3acooy,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPOIb AKOCTI
cepii:
IHTAC
DAPMACBHIOTIKAS
3 NIIMITEQ, IHgis
KoHTpOnb sKOCTi:
ACTPOH PECbOPY
NIMITEL, Benuka
BpuTtaHia
KoHTponb siKocTi:
dapmagokc
Xenckea Jlta.,
ManbTa
Di3nKo-XimMiYHMIA
KOHTPOJb SIKOCTI:
MeanyHui iHCcTUTYT
3
MicLe3HaXOmMKeHHs
M B YcTi Hag llabem,
Yexis
Diznko-xiMivHUIA
KOHTPOMb SKOCTI:
Megunynui iHCTUTYT
3
MicLIe3HaXOKEHHS
M B YcTi Hag J1abewm,
Yexis
Di3nko-xXiMivHWUI
KOHTPOMb SIKOCTI:
KBIHTA -
AHANITUKA c.p.o.,
Yexis
HopnaTtkoBa
OinbHUUA 3
BTOPVHHOIO
naKyBaHHs:
CBYC ®apma a.c.,
Yexis
HopaTtkoBa
OinbHUUA 3
BTOPVHHOIO
nakyBaHHs:

KOHTPOETLCA BiAMNOBIAHO Ao 3aTBepmkeHum GMP SOPs.
3MinHu | TUny - 3miHK 3 sikocTi. FoToBUIA Nikapcbkuin 3aci6.
3MiHM y BUpOBHMUTBI. 3MiHM y Npoueci BUpobHULTBa
roTOBOrO MikapCbKOro 3acoby, BKIOYaouy NPOMiXKHUIA
NPOAYKT, L0 3aCTOCOBYETLCS NPU BUPOOHMLTBI FOTOBOIO
nikapcbkoro 3acoby (He3HayHa 3MiHa y NpoLeci
BMPOGHMLTBA) HE3HAYHa 3MiHa y npoLeci BUpobHMUTBA, a
came YTOYHEHO KinbKiCTb Kancyn Ha cepito nig vac npoLecy
KancyrnoBaHHS.
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[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

CwuHonTtus
IHgactpian Cn. 3
0.0., MNMonbLwa
[opatkoBa
OinbHUUSA 3
BTOPUHHOIO
nakyBaHHsi:
AKKOP[I XEJICKEA
NIMITEL, Benuka
BpuTtaHia
HopaTtkoea
ninbHUUA 3
BTOPUHHOIO
nakyBaHHsi:
J4n CANNIYEVH
(Itanis) CMNA, lTanis
[opaTtkoea
ninbHUUA 3
BTOPUHHOTO
nakyBaHHsi:
AKKOP[-IOKEN
NIMITEL, Benuka
BputaHis
BignosiganbHui 3a
BUMYCK cepii:
AKKOP[I XEJICKEA
NIMITEL, Benuka
BputaHis

10.

AKKOTIM

Kancynwv Teepgi no
20 wmr; no 1 kancyni
y cawe; no 5 cawe y
nayui

Akkopp,
Xenckea
C.JLYy.

Icnanis

BupobHuLTBO
nikapcbkoro 3acoby,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPOb AKOCTI
cepil:

IHTAC
PAPMACBIOTIKAT
3 NIMITEL, IHain
Bupo6HuuTBO
nikapcbkoro 3acoby,
nepBuHHE Ta
BTOPWHHE
nakyBaHHs1,
KOHTPOIb SKOCTI
cepii:
IHTAC
SAPMACBIOTIKAN
3 NIMITEL, IHais
KoHTponb sikocTi:

IHgis/
Benuka
BpuTanis/
ManbTa/
Yexis/
Monbwa/
ITania

BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3miHu | Tuny -
3MiHu 3 sKkocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHK y
BUPOGHMLTBI. 3MiHM y npoueci BUpOoGHMLTBA rOTOBOrO
nikapcbKoro 3acoby, BKIOYaYy NPOMIXKHUA NPOAYKT, L0
3aCTOCOBYETHLCH NPV BUPOGHULITBI FOTOBOTO NiKapcbKoro
3acoby (He3HayHa 3MiHa y npoLeci BUPOOHMLUTBA) HE3HAYHA
3MiHa y onuci BUpobHMYOro npoLecy nig vyac npowecy
KarncynoBaHHs, a caMe 3a3HayeHo, Lo YacToTa TECTYBaHHS
KOHTPOMIETLCS BiANOBIAHO A0 3aTBepaxeHum GMP SOPs.
3miHu | TMny - 3miHKM 3 AkocTi. FoToBUIA Nikapcbkuii 3acio.
3MiHu y BUpOGHMUTBI. 3MiHM y npoLieci BUpOGHMLTBA
roTOBOIO fikapCbKoro 3acoby, BKMOYaoun NpoMiKHUIA
MPOAYKT, L0 3aCTOCOBYETHLCS NPU BUPOOHWULTBI FOTOBOTO
nikapcbkoro 3acoby (He3HayHa 3MiHa y npoLeci
BMPOOHMLTBA) HE3HaYHa 3MiHa Y npoLieci BUpobHULTBa, a
caMe YTOYHEHO KinbKiCTb Karncyr Ha cepito nig Yac npouecy
KancynoBaHHs.

3a
peuerimom

UA/19158/01/01
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1

ACTPOH PECbOPY
NIMITEL, Benuka
BpuTtaHia
KoHTpoOnb sKoCTi:
dapmagokc
Xenckea Jlta.,
ManbTa
Di3nko-xiMivHWUI
KOHTPOSb SIKOCTI:
MeanyHuin iHCTUTYT
3
MicLe3HaXOmMKeHHs
M B YcTi Hag J1abewm,
Yexis
Di3nKo-XimMiYHMIA
KOHTPOJb SIKOCTI:
MeanyHui iHCcTUTYT
3
MicLe3HaXOMKeHHs
M B YcTi Hag Jlabewm,
Yexis
Di3nKo-XimMiYHMIA
KOHTPOMb SKOCTI:
KBIHTA -
AHANITUKA c.p.o.,
Yexis
[opnatkoBa
ainbHUUA 3
BTOPVHHOIO
nakyBaHHs:
CBYC dapma a.c.,
Yexis
[opnatkoBa
ainbHUUA 3
BTOPWHHOIO
naKyBaHHS:
CuHonTtus
Ingactpian Cn. 3
0.0., MNonbLwa
HopnaTtkoBa
OinbHUUA 3
BTOPVHHOIO
naKyBaHHs:
AKKOP[I XENCKEA
JNIIMITEL, Benuka
BpuTaHis
HopnaTtkoBa
OinbHUUA 3
BTOPWHHOIO
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
nakyBaHHs:
O4n CAMNI YEVH
(Itanis) CMNA, ITanisa
[opatkoBa
OinbHUUSA 3
BTOPWHHOIO
nakyBaHHs:
AKKOP[-OKEI
NIMITEL, Benuka
BpuTtaHia
BignosiganbHuii 3a
BUMYCK Cepil:
AKKOP[J XEJICKEA
NIMITEA, Benvka
BpuTtaHia
11. | ANIEKEH3A® Kancynu Teepai no TOB «Pow YkpaiHa BUMYCK cepii: Lseviuapis/ BHECEeHHs1 3MiH 0 peecTpauiiHux maTtepianis: 3miHa 3a UA/16997/01/01
150 mr; no 8 kancyn YkpaiHa» ®.XodbdpmaHH-Ia ITanis/ 3asBHUKa (BracHUKa peecTpauinHOro NocBig4YeHHs) (3rigHo peuernmom
TBEpAMX y bnicTepi; Pow Jltg, HimeuyunHa Haka3zy MO3 Big 23.07.2015 Ne 460). BeegeHHs 3MiH
no 7 Gnictepis y LLisenuapis NPOTArom 6-Tu MicAUIB NiCNA 3aTBEPAXEHHS; 3MiHW | Tuny -
KapTOHHIN nayui, no nepBuHHe Ta 3miHu wopo 6esnekn/edekTMBHOCTI Ta hapmakoHarnsaay.
4 nayky y KapTOHHIN BTOPUHHE BBeneHHs abo 3MiHu [0 y3aranbHeHVX AaHWX Npo CUCTEMY
Kopobui nakyBaHHs, dapmakoHarnsay (BBeAeHHS y3aranbHEeHUX 4aHUX Npo
BMNPOOYBaHHS cvctemy chapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobw,
cTabinbHoCTI, BiANoBiganbHOI 3a 3AiINCHEHHA hapMaKoHarnsay; KOHTaKTHOI
BUMYCK cepii: ocobu 3 hapmakoHarnagy 3asBHMUKa ANst 3AINCHEHHS
®.XocbdpmaHH-Ia dapmakoHarnsaay B YKpaiHi, AKLWO BOHa BiAMiHHA Bif
Pouw NTa, yMNoBHOBaXeHOi 0cobu, BignoBiaanbHOI 3a 3A4iNCHEHHS
LLisenuapis hapmakoHarnsigy (Bkovakuy KOHTaKTHI AaHi) Ta/abo 3MiHu
BMNpPOOyBaHHS y po3MmilLieHHi macTep-anna cuctemm bapmakoHarnsagy) -
cTabinbHOCTI 3miHa ynoBHOBaXeHOI 0cobu 3asiBHUKa, BiAMNOBiAansHOI 3a
(mikpobionoriyHa dapmakoHarnsg. Oitoya pepakuisi: Dr Birgitt Gellert.
yncroTa): MponoHoBaHa pepakuis: Ilonyenko OneHa BonogumupisHa.
®.XohdpmaHH-I15 3MiHa KOHTaKTHMX AaHWX YNOBHOBaXeEHOi ocobu,
Pouw NTa, BignoBiganbHoI 3a hapmakoHarnsg. 3MiHa
LLIseinapisa MicLle3HaxooKeHHs MacTep-channa cuctemm
BUNpPOOYBaHHs (hapmakoHarnsigy Ta oro Homepa. 3MiHa MicLus 3a4iCHEHHSI
cTabinbHocTi, OCHOBHOI AiANbHOCTI 3 hapmMakoHarnsgy
nepBUHHE Ta
BTOPUHHE
naKyBaHHs:
Oenbcapm MinaHo,
C.P.N., Itania
BUNPOBYBaHHS

KOHTPOMIO SKOCTI
(mikpobionoriuyHa
yncrtota):
Jlabop NIC CE eHp
Ko. KI', HimewuunHa
BUNpPoBYBaHHS




12 [TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KOHTPOIHO SIKOCTI
(eTunxnopwua):
EBoOHik OnepeniuHs
'm6X, HimeuunHa
BMPOGHMLUTBO
Hepo3adpacoBaHoi
npoAyKuii,
BUNPOBYBaHHs
KOHTPONIO SIKOCTi:
Ekcenna 'm6X eHp
Ko. KI', HimeuyunHa
12. | AJIEProcTon TabneTkn, BKPUTI MPAT YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHMx maTtepianis: 3MiHu | Tuny - 6e3 UA/10337/01/01
® NniBKOBOIO "®ITOPAPM AamiHicTpaTvBHI 3MiHW. 3MiHa HalimMeHyBaHHA Ta/abo peuenma
o6ornoHkoto, no 5 mr; " agpecw 3asiBHMKa (BnacHWKa peecTpauinHoro noceig4yeHHs)
no 10 TabneTtok y 3MiHa agpecu 3asBHMKa. BBeaeHHs 3MiH NpoTsrom 6-tu
6nictepi; no 1 abo 2 MicsLiB nicnsi 3aTBepOKEHHS
Gnictepn y nayui 3
KapTOHY
13. | AlNYHBPUI® TabneTkn, BKpUTI Takepa Hanis [03BiN Ha BUMYCK AscTpis/ BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis: 3miHu | Tuny - 3a UA/18553/01/01
NniBKOBOIO dapma A/C cepii: Takega Cnony4yeHe 3MiHuM 3 sikocTi. [oToBMIA Nikapcbkuii 3aci6. KoHTponb peuenmom
obornoHkoto, no 30 AscTpia ['m6X, KoponisctBo roToBOro nikapcbkoro 3acoby. 3miHa y meTogax
mr; no 14 TabneTok ABCTpiS; BUNPOOYBaHHA rOTOBOIO MikapCbKOoro 3acoby (He3HayHa
y 6nicTepi; no 2 BMPOGHMLUTBO 3a 3MiHa y 3aTBEpAXKEHNX MeToAax BUNPobyBaHHs1) HeaHauHi
Gnictepn y NOBHUM LIMKIOM: 3MiHM B @HaniTM4HOMY MeTOZi 3a NOKa3HUKOM
KapTOHHIN kopobLyi MeHH «Po3unHenHsa» N3 (USP <711>, €Bp. ®apm. 2.9.3.), a
dapmacbtoTikan came [ofaBaHHs! BUKOPUCTaHHS anbTepHaTUBHOIMO QinbTpy
Cepsicec JlimiTeq, (0,45 mkm Millex-LCR Hydrophilic PTFE). Takox BHeceHa
CnonyyeHe pepakuinHa npaska B nigposain 3.2.P.5.3. Banigauis
KoponisctBo aHaniTMYHMX METOAMK, LLIO HOCUTb aaMiHICTPaTUBHWUIA
xapakTtep. BBegeHHs 3MiH NpoTarom 6-Tu MicsiLiB nmicnsi
3aTBEPAKEHHS.
14. | ANYHBPUI® TabneTkn, BKpUTI Takena OaHis [03BiN Ha BUMyCK AscTpis/ BHECEHHS 3MiH IO peecTpaLiiHMx MaTepianis: 3miHu | Tuny - 3a UA/18553/01/02
NniBKOBOO dapma A/C cepii: Takepa CnonyyeHe 3MiHu 3 gKkocTi. FoToBUIA nikapcbkuii 3aci6. KoHTpornb peuernmom
obornoHkoto, no 90 AscTpia ['M6X, KoponisctBo roToBOro nikapcbkoro 3acoby. 3MiHa y meTogax
Mr; no 7 TabneTok y ABCTpis; BMNpoOyBaHHS rOTOBOro NikapcbKoro 3acoby (He3HayHa
6nictepi no 4 BMPOGHMLTBO 3a 3MiHa y 3aTBEpAXKEHNX MeToAax BUNpobyBaHHS) He3HauHi
Gnictepn y NOBHUM LIMKIOM: 3MiHM B @aHaniTU4HOMY MeTOZi 3a NOKa3HUKOM
KapTOHHiIl kopobui MeHH «Po3unHeHHs» N3 (USP <711>, €Bp. ®apm. 2.9.3.), a
dapmachtoTikan came [o[aBaHHs BUKOPUCTAHHS anbTepHaTUBHOIO inbTpy
Cepsicec JlimiTeq, (0,45 mkm Millex-LCR Hydrophilic PTFE). Takox BHeceHa
Cnony4yeHe pepakuinHa npaska B nigpo3sgin 3.2.P.5.3. Banigauis
KoponisctBO aHaniTMYHMX METOAMK, LLIO HOCUTb aaMiHICTPaTUBHUI
xapakTtep. BBegeHHs 3MiH NpoTsaArom 6-Tu MicsiLiB nmicnsi
3aTBEPKEHHS.
15. | ANNYHBPUI® TabneTkn, BKpUTI Takepa HaHia [03BIN Ha BUMYCK AscTpis/ BHECEHHS 3MiH IO peecTpaLiiHMX MmaTepianis: 3miHu | Tuny - 3a UA/18553/01/03
NniBKOBOO Papma A/C cepii: Takepa CnonyyeHe 3MiHu 3 gKocTi. FoToBMIA nikapcbkuii 3aci6. KoHTpornb peuernmom

obGornoHkoto, no 180
Mr; N0 7 TabneTok y

ABcTpis ['M6X,
ABCTpis;

KoponiscTtBo

roTOBOrO nikapcbkoro 3acoby. 3miHa y meToaax
BUNPOOYBaHHA rOTOBOTrO NikapcbKoro 3acoby (HesHayHa
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Gnictepi no 4 BUPOOGHMLTBO 3a 3MiHa y 3aTBepaKEHMX MeTogax BunpobyeaHHs) HeaHauHi
6nictepu y MOBHUM LIMKITOM: 3MiHW B @aHaniTU4HOMY MEeTOZi 38 NOKa3HWUKOM
KapTOHHIl kopobui MeHH «Po3umHeHHs» M3 (USP <711>, €Bp. ®apm. 2.9.3.), a
dPapmachbtoTikan came foaBaHHS BUKOPVCTaHHS anbTepHaTUBHOIO QinbTpy
Cepsicec JlimiTen, (0,45 mkm Millex-LCR Hydrophilic PTFE), kpim Toro, ans
Cnony4yeHe nosyBaHHs 180 Mr gogaeTtbes inbTp 70 mkm Full-Flow.
KoponisctBo Takox BHeceHa pefakuiiHa npaska B nigpo3sgin 3.2.P.5.3.
Banigauis aHaniTM4HNX METOANK, WO HOCUTbL
agMiHicTpaTMBHUI XapakTep. BBegeHHs 3MiH NpoTsirom 6-tu
MicsUiB MicNsa 3aTBepAXEHHS.
16. | AlIbF'O3AH® renb no 35 ry Ty6i; MAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny - 3a UA/14102/01/01
no 1 Ty6i y nayui 3 "Ximcpapm3aa "Ximcbapmaasoa 3MiHM Wwoao 6e3nekun/edekTUBHOCTI Ta dhapMakoHarnagy peuenmom
KapTOHY BOg, "YepsoHa 3ipka" (iHWi 3MiHW).
"YepsoHa OHOBIEHHSA TEKCTY MapKyBaHHsi MEPBUHHOI Ta BTOPUHHOI
3ipka" yMakoBKW fikapcbKkoro 3acoby, a came BUNyYeHHst
iHdbopmaLii, 3a3Ha4YeHOI POCINCbKO MOBOK. BBeaeHHS 3MiH
NpoTSArom 6-T1 MicALIB MiCNs 3aTBEPAXKEHHS.
17. | AMKECOJI® Tabnetku no 10 NAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHMx maTtepianis: 3miHu | Tuny - 3a UA/13574/01/01
Tabnetok y onictepi; | "Ximdapm3aa "Ximcpapm3sasog 3MmiHn Wwoao 6e3nekun/edhekTUBHOCTI Ta papMakoHarnsagy peuenmom
no 2 énictepn y BOA "YepsoHa 3ipka" (iHWi 3MiHNK).
naywi 3 KapToHy; No "YepBoHa OHOBEHHSs TEKCTY MapKyBaHHS1 BTOPUHHOT YNaKOBKM
20 TabneTok y 3ipka" nikapcbKkoro 3acoby, a came BUIyYeHHs iHcbopmallii,
Gnictepi; no 1 3a3Ha4YeHoi POCiNCbKO MOBOK. BBegeHHs 3MiH NpoTArom 6-
Gnictepy y nauui 3 TV MicsILiB Micnsi 3aTBEPOXKEHHS.
KapTOHY
18. | AMoguniH- Tabnetku, no 10 mr; TOB «TeBa YkpaiHa AT YropwwmHa BHECEHHS 3MiH [0 peecTpauiiHux matepianis: 3miHu | Tuny - 3a UA/16717/01/02
TEBA no 10 Tabnetok y YkpaiHa» dapmaLeBTUHHUIA 3miHu 3 skocTi. FoToBUMIA Nikapcbkuii 3acid. Cuctema peuenmom
6nicTepi; no 3 abo 3aBof TeBa KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3miHa posmipy
no 9 GnictepiB y YNaKoBKW roTOBOro MikapCbKoro 3acoby (3MiHa KinlbKOCTi
KapTOHHiI kopobui oguvHUUbL (Hanpuknag TabneTok, amnyn TOLLO) B yNakoBLi:) -
3MiHa nosa fiana3oHoM 3aTBEpAXEHMX PO3MIPIB YNaKOBKU -
BBeneHHs nopaTtkoBoro Buagy nakyBaHHsA: Ne90: no 10
TabneTtok y 6nictepi; no 9 GnicTepiB y KApTOHHI Kopobui, 3
Bi4NOBIgHMMYM 3MiHaMK 0 po3giny “Ynakoska” MKA J13, 6e3
3MiHM NEPBUHHOIO NakyBanbHOro Matepiany. 3MiHW BHECEHI
B IHCTPYKUIiO ANt MEAUYHOrO 3aCTOCYBaHHS MikapCbKoro
3acoby y po3gin "YnakoBka", sk Hacnigok nosisa
nopaTtkoBoro nakyBaHHsA Ne 90. BBegeHHs 3MiH npoTsirom 6-
TV MicsiLiB Nicns 3aTBepOXeHs1.
19. | AMoauniH- Tabnetkn, no 5 wmr; TOB «TeBa YkpaiHa AT YropwuHa BHECEHHS 3MiH O peecTpaLiiHux maTtepianis: 3miHu | Tuny - 3a UA/16717/01/01
TEBA no 10 Tabnetok y YkpaiHa» dapmaLeBTUYHWIA 3miHu 3 AkocTi. FoToBUIA Nnikapcbkuii 3acid. Cuctema peuernmom
GnicTepi; no 3 abo 3aBopg Tesa KOHTEeWHep/3aKkynoptoBarnbHuUiA 3aci6. 3miHa po3mipy

no 9 Gnictepis y
KapTOHHiI kopobLyi

yMakoBKM rOTOBOrO NiKapCbKoro 3acoby (3miHa KinbKoCTi
oAvHUUL (Hanpuknag TabneTok, amnyn TOLLO) B YNakoBLyi:) -
3MiHa nosa Aiana3oHoM 3aTBEPOKEHMX PO3MIPIB YNaKOBKU -

BBeneHHs gopaTtkoBoro Buay nakyBaHHsA: Ne90: no 10
TabneTtok y 6nictepi; no 9 GnicTepiB y KapTOHHI Kopobui, 3
BiAMNOBIAHMMU 3MiHaMU Jo po3ainy “Ynakoska” MKA 13, 6e3
3MiHM NEPBUHHOIO NakyBarnbHOro Matepiany. 3MiHU BHECEHI
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
B iHCTPYKLUIiO 4NS1 MEAWNYHOrO 3aCTOCYBaHHS MikapCbKoro
3acoby y po3ain "YnakoBka", sik Hacnigok nosiea
popaTtkoBoro nakyBaHHs Ne 90. BBegeHHst 3amMiH npoTsrom 6-
TN MiCALIB NiCNs 3aTBEPIKEHS.
20. | AMITOCAPTAH | Ttabnetku, BKpUTI AT Ykpaina AT "®apmak” Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX MaTepianiB: yTOYHEHHS 3a UA/16392/01/01
NniBKOBOIO "dapmak” peecTpauinHoi npoueaypu B Hakasi MO3 Ykpainu Ne 231 Big peuenmom

o6onoHkoto, 5 mr/80
mr; no 10 TabneTok
y 6nicTepi; no 3 abo
5, abo 6 bnicTepiB y
nayui

04.02.2022 - 3minm | Tvny - 3miHm 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudikaTt BignoBigHoCTi €Bponenchbkin
dapmakonei/MoHorpadgii. NMogaHHA HOBOro abo OHOBEHOTO
cepTudgikaTa BignoBigHoCTi abo BUny4eHHs cepTtudikara
Bi4NoBigHOCTI €Bponencokin dapmakonei: ana A®l; ans
BUXiZHOrO MaTepiany/peareHTy/npoMiKHOrO NPOAYKTY, L0
BUKOPMCTOBYIOTLCS Yy BUPOOHMLTBI ADI; ans onoMikHOT
peyoBUHYM (cepTudikaT BigNOBIAHOCTI €BpONENCHKin
dapmakonei) - OHoBNEHMI cepTudikart Big yxe
3aTBEPAKEHOro BUPOOHMKA - NOAAHHSA OHOBMEHOrO
cepTudikaTa BignoBigHOCTI €Bponewnchbkin dapmakonei Ne
R1-CEP 2010-072-Rev 01 (3aTBepmxeHo: R1-CEP 2010-
072-Rev 00) ans gitovoi pevoBuHK Valsartan Big Bxe
3aTBepakeHoro BupobHuka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD. 3minu | T1ny - 3miHu 3
skocTi. A®Il. KoHTponb A®I (iHWi 3MiHW) - BHECEHHS 3MiH OO
Creuudpikauii/MeTogis koHTporto A®I 3a nokasHukom "Badxki
mMeTanu"- nokasHuk Buny4eHo. 3miHu | Tuny - 3miHun 3 sKocTi.
A®I. KoHTponb A®I. 3miHa y napameTpax cneundikaui
Ta/abo [oMyCTUMUX MeX, BUHAYEHUX Y crieumdikauisx Ha
A®I, abo BUXiOHWA/NPOMIDXHUIA NPOAYKT/peareHT, Wo
BMKOPUCTOBYIOTbCSA Y npoLeci BupobHuutea APl (nogaBaHHs
abo 3aMiHa (3a BUHATKOM aKTUBHOI pe4oBUHM BionoriyHoro
abo iMyHOMOriYHOro NOXOMPKEHHS) NapameTpa cneuudikauii
3 BiAMOBIAHNM METOAOM BMNPODYBaHHS 3a pesynbTatamun
pocnimkeHb 3 6e3nekn abo AKOCTi) - BHECEHHS 3MiH 40
Cneuudikauii/ MeTogis BunpobysaHHs A®| BancapTaH Big
3aTBepgkeHoro BupobHuka Zhejiang Huahai Pharmaceutical
Co.,Ltd., China, 30kpema BBeE€HHS HOBMX NMOKa3HUKIB 3
BiAMNOBIAHUM MeToAoM BunpobyBaHHs "HitposamiHu" ( N-
HiTpo3oauMeTUNamiH —He Ginbe 0,300 Ta N-
HiTpO30oaueTUNamiH- He Ginbwe 0,082) (APY*,2,2,29,
2,2,46). 3miHu | Tuny - 3miHu 3 sikocTi. A®Il. KoHTpons AdI
(iHLWi 3MiHK) - 3mMiHa y MeToauui BunpobysaHHsa ans Al 3a
nokasHukom «MikpobionoriyHa yncrtoTay, a came BUITy4EHO
OnMUC NPoBeAEHHS METOAMKM, OCKIfNIbKM METOAMKA KOHTPOIIO
3a AaHVM NOKa3HWKOM NPOBOAWTLCA BiANOBIAHO A0 BUMOT
EP, nonoBHeHo nocunaHHsam Ha OPY* (*- pitoue BUaaHHS);
KpuTepii NPUAHSATHOCTI 3anuwweHi 6e3 3miH. 3miHu | Tuny -
3miHu 3 sikocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneundikaLi Ta/abo JoNyCTUMMX MEX, BUSHAYEHUX Y
cneuudikauisix Ha A®l, abo BUXigHWUIA/MPOMIXHUIA
NpOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NPOLIECI
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

BUpoGHMLUTBa ADI (BUNMYyYEeHHS HE3HAYHOTO NMoKa3HUKa SIKOCTI
(Hanpvknag BUMYyYEeHHS 3acTapinoro NoKasHMKa)) - BHECEHHS
3MiH go Cneuudikauii API 3a nokazHUKOM "PO3YMHHICTL"-
NOKa3HUK BUTyYEHO (NMOKa3HUK Mae iHbopmaTMBHUIA
xapaktep). 3miHn | Tuny - 3miHn 3 sikocTi. A®I. KoHTponb
A®l. 3miHa y napameTpax crneuundikaLin Ta/abo gonycTtuMmmx
MeX, BU3Ha4YeHux y cneumadikauisx Ha A®l, abo
BUXiZHWMI/MPOMDKHUI NPOAYKT/peareHT, Wwo
BMKOPVCTOBYIOTbCS Y npoLeci BupobHuutea APl (zogaBaHHs
abo 3amiHa (3a BUHATKOM aKTMBHOI pe4oBMHK BionoriyHoro
abo iIMyHOMOriYHOro NOXOMKEHHS) NapameTpa cneumdikauii
3 BiANOBiAHUM MeToAOM BUMPOByBaHHSA 3a pe3ynbTaTamu
pocnimpkeHb 3 6e3nekn abo SKOCTi) - BHECEHHS 3MiH 40
Creuudikauii/ Metoais BunpobysaHHs A®| BancapTaH
BMpobHuka Zhejiang Huahai Pharmaceutical Co.,Ltd., China,
30KpeMa BBEEHHS HOBOIO NoKa3HUKa 3 BiANoOBigHUM
mMeToaoM BUNpobysaHHS "3anuwkosi asnamn” (He binbe 4,7
ppm) ( JoY*, 2.2.29)

21.

AMNOCAPTAH

TabneTkn, BKPUTI
NniBKOBOKO
o6GornoHkoto, 10
Mr/160 mr; no 10
Tabnetok y bnictepi;
no 3 abo 5, abo 6
GnicTepiB y navui

AT
"®apmak”

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH 0O peecTpaLinHUX MaTepianis: yTOYHEHHS
peecTpauinHoi npoueaypu B Hakasi MO3 Ykpainm Ne 231 Big
04.02.2022 - 3minm | Tuny - 3miHm 3 sikocTi. CepTudpikat
BignosigHocTi/lE-cepTudikaTt BignoBigHoCTi €Bponenchkii
dapmakonei/MoHorpadii. NogaHHA HOBOro abo OHOBNEHOTO
cepTtudikaTa BignosigHocTi abo BUNy4YeHHs cepTudikaTta
BignoBigHocTI €Bponeickkin dhapmakonei: ans Adl; ans
BVXiAHOro Martepiany/peareHTy/npoMiKHOIO NPOAYKTY, L0
BMKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; Anst JonomixxHOT
peyvoBUHM (CepTUdikaT BiaNoBigHOCTI €Bponenchki
dapmakonei) - OHoBneHW cepTudikat Bif yxe
3aTBEPAKEHOro BUPOOHMKA - NOAAHHSA OHOBMEHOrO
cepTtudikaTa BignosigHocTi €Bponeiicbkin dhapmakonei Ne
R1-CEP 2010-072-Rev 01 (3aTBepaxeHo: R1-CEP 2010-
072-Rev 00) ons gitoyoi pevoBuHm Valsartan Big Bxe
3aTBepakeHoro BupobHuka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD. 3minu | Tuny - 3minHu 3
skocTi. A®Il. KoHTtponb A®I (iHwWi 3MiHW) - BHECEHHS 3MiH [0
Cneuudikauii/MeTogis koHTpornto A®I 3a nokasHukom "Baxki
meTanu"- NokasHWK BUny4eHo. 3miHu | Tuny - 3miHM 3 sKocTi.
Al KoHTponb ADI. 3miHa y napameTpax cneuudikauin
Ta/abo [onycTUMMX MeX, BU3HAYEHUX Y cneuudikaLisx Ha
A®I, abo BMXiOHWA/NPOMIKHUIA NPOAYKT/peareHT, LWo
BMKOPUCTOBYIOTLCS Y npoLeci BupobHuutea APl (nogaBaHHs
abo 3aMiHa (3a BUHSITKOM aKTUBHOI pe4oBUHM GionoriYHoro
abo iMyHOMOriYHOro NOXOMPKEHHS) NapameTpa cneundikauii
3 BiAMOBIAHNM MeTOAOM BMNPODYBaHHS 3a pesynbTatamun
pocnimxeHb 3 6e3nekn abo sIKOCTi) - BHECEHHS 3MiH 10
Creundpikauii/ MeTtogis BunpobysaHHa A®| BancapTaH Big
3aTBepakeHoro BupobHuka Zhejiang Huahai Pharmaceutical
Co.,Ltd., China, 30kpema BBe4eHHS1 HOBMX NMOKa3HWUKIB 3

3a
peuernmom

UA/16392/01/02
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

Bi4NOBIgHMM MeToaoM BUNpobyBaHHs "HitposamiHn" ( N-
HiTpo3oanmeTunamiH —He Ginbwe 0,300 Ta N-
HiTpO30aMeTUNamiH- He Ginbwe 0,082) (APY*,2,2,29,
2,2,46). 3miHun | Tuny - 3miHu 3 akocTi. A®Il. KoHTpons AdI
(iHWi 3MiHKW) - 3MiHa y MeToamui BuNpobyBaHHsa ans APl 3a
nokasHukom «MikpobionoriyHa YnctoTay, a came BUIy4EHO
onuc NPOBEeAEHHS METOAMKM, OCKINbKN MeToamKa KOHTPOIH
3a aHVM NOKa3HWKOM NPOBOAWTLCS BiAMNOBIAHO A0 BUMOT
EP, nonoeHeHo nocunaHHam Ha OPY* (*- pitoue BuaaHHs);
KpUTepii NPUNHATHOCTI 3anuweHi 6e3 amiH. 3miHn | Tuny -
3miHn 3 skocTi. A®I. KonTponb A®I. 3miHa y napameTpax
cneundikaui Ta/abo AoNyCTUMUX MEX, BUSHAYEHUX Y
cneundikauisix Ha A®l, abo BUXIgHUA/NPOMIXKHWIA
NpoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NpoLeci
BUpPOGHMLUTBa ADI (BUMYYEHHS HE3HAYHOTO NMOKa3HUKa SIKOCTI
(Hanpwknag BUMYYEHHS 3acTapinoro NokasHMka)) - BHECEHHS
3MiH 0o Cneuudpikauii A®I 3a noka3HUKOM "PO34YMHHICTB"-
NoKasHWK BUITyYEHO (NMOKas3HUK Mae iHbopmaTUBHUIA
xapaktep). 3miHu | Tuny - 3miHn 3 sikocTi. A®I. KoHTponb
A®Il. 3miHa y napameTpax cneundikauin Ta/abo gonyctumumx
MeX, BU3Ha4YeHux y cneumdikauisx Ha A®l, abo
BUXIOHWMI/MPOMIDKHWIA NpoAYKT/peareHT, LWo
BMIKOPVCTOBYIOTbCSA Y npoLeci BupobHuutea APl (nogaBaHHs
abo 3aMiHa (3a BUHATKOM aKTUBHOI pe4oBUHM BionoriyHoro
abo iMyHONOriYHOro NOXOMKEHHS) NapameTpa cneumdikauii
3 BiANOBIAHUMM MeTOAO0M BMNPOOYyBaHHSA 3a pesynbTaTtaMmm
pocnimxkeHb 3 6e3nekn abo SKOCTi) - BHECEHHS 3MiH 10
Cneumdikauii/ MeTtoais Bunpo6ysaHHs A®| BancapTaH
BMpobHuKa Zhejiang Huahai Pharmaceutical Co.,Ltd., China,
30KpeMa BBE[EHHS HOBOIO Noka3HuKa 3 BiANOBigHUM
mMeTodoM BUNpobyBaHHs "3anuwkosi asuamn” (He binbe 4,7
ppm) (AoYy*, 2.2.29)

22.

AHANbIH

PO34MH ANS iH'EKLN,
500 mr/mMn no 1 mn
abono2wmns
amnyni; no 10 amnyn
y KOpoOLii 3 KapTOHY;
no 2 mn B amnyni;
no 5 amnyny
GnicTepi; no 2
Bnictepn y kopobui 3
KapTOHy; No 2 mn B
amnyni; no 10 amnyn
y 6nicTepi; no 1
Gnictepy y kopobui 3
KapTOHY

ToBapucTBo
3
obmexeHo
Bignosiganb
HicTIO
"XapkiBCcbke
dapmauesT
nyHe
nignpuemcTs
0 "3nopoB's
Hapoay"

YkpaiHa

TosapucTBo 3
oBMeXeHo
BiAnoBiganbHICTO
"®apmaueBTnYHa
KoMnaHis "3gopos's”
, YKpaiHa (Bci cTagii
BUPOGHMLTBA,
KOHTPOb SIKOCTi);
ToBapucTBO 3
0o6MeXeHOo
BiANoBiganbHICTIO
"XapkiBcbke
dapmMaueBTUYHe
nignprueMcTBo
"3popos's Hapoay",
YkpaiHa (Bci cTagii
BUPOGHMLTBA,

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHMx MaTepianis: 3miHu | Tuny -
3miHu wopo 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay.
3MiHa y KOpOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUIT ANS MeAMYHOro 3aCTOCyBaHHS Ha
nigcTasi perynspHoO OHOBIOBAHOrO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3aCTOCYBaHHsI NikapCcbKoro 3acoby B nicnsipeecTpauiiHuni
nepiod, abo sk pe3ynbTaT OLiHKK 3BiTY 3 4OCTIAXEHD,
NpoBeAEHNX BigMNoBIigHO 4O NnaHy negiatpuyHnx
pocnimkeHb (PIP) (3MiHY y3rofxeHo 3 KOMNETEHTHUM
YNOBHOBA)X€HUM OpraHoM)
3MiHV BHeCeHi o IHCTpyKUiT ANS MeguyHOro 3acToCcyBaHHs!
nikapcbkoro 3acoby ao posainy "OcobnueocTi
3actocyBaHHs", "MobiuHi peakuii” woao 6e3neku
3acToCcyBaHHS fito40i pe4yoBUHU. BBeAEHHS 3MiH MpOTArom
6-TK MicAaUiB nicnsa 3aTBEPAXEHHS

3a
peuerimom

UA/8802/01/01
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KOHTPOIb SIKOCTI,
BMNYCK cepii)
23. | AHTIO-IH'€Nb PO34MH NS iH'EKLiN; Bionoriwe HimevuuH Bionoriwe Himeyumna BHECEHHS 3MiH O peecTpauiiHuX maTepianis: 3miHu | Tuny - 3a UA/6658/01/01
no 1,1 mn B amnyni; Xannbmitte a Xannbmittenb 3MiHn 3 gkocTi. A®Il. Kontponb A®I. 3miHa y meTogax peuernmom
no 5 amnyny nb Xeenb Xeenb M'M6X BunpobyBaHHst APl abo BMxigHOrO maTepiany/npoMixxHOro
KOHTYPHIN mM6X NPOAyKTYy/peareHTy, Lo BUKOPUCTOBYETLCS Y NPOLECi
YapyHKOBIN BMPoOHMUTBa ADI (iHLWi 3MiHW Yy MeTodax BUNPOOYBaHHS
ynakosui; no 1 (Bknroyatoum 3amiHy abo fonoBHeHHs1) ADI abo
KOHTYPHIN BUXiZHOTO/NPOMIXKHOIO NPOAYKTY) BHECEHHS 3MiH OO
YapyHKOBIN ynakoBLi cneumndikauii Ta meTogis BunpobyeaHHsA API
B KOpOOLi 3 KAapTOHY; Nitroglycerinum D4 DIL 3a nokasHukom “KinbkicHe
no 1,1 mn B amnyni; BM3HAYeHHS", 30KpeMa: JoaaBaHHs anbTepHaTUBHOMO
no 5 amnyny BuNpobyBaHHa meTogom UV- Vis-spectroscopy Ph.
KOHTYPHIl Eur.2.2.25 (moHorpadis "Glyceryl trinitrate solution").
YapyHKOBIMn
ynakoBUi; no 2
KOHTYPHi YapyHKOBI
ynakoBKM B kopobLi
3 KapTOHY;
no 1,1 mn B amnyni;
no 5 amnyny
KOHTYPHIN
YapyHKOBIN
ynakosui; no 20
KOHTYPHUX
YapyHKOBUX
yNaKkoBOK y KOpooui
3 KapTOHY
24. | AHOU®EH IC Tabnetkn, no 10 ToBapucTBO YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH O peecTpaLinHMX maTtepianis: 3miHu | Tuny - 6e3 UA/15886/01/01
Tabnetok y 6nictepi; 3 [00aTKOBOK 3MiHu 3 sKkocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHK y peuenma
no 1 6nictepy B [0aTKOBOKO BiAMOBIAANBLHICTIO BMPOBHMUTBI. 3MiHM y NpoLeci BUPOGHMLITBa roTOBOro
nayui; no 10 Bignosiganb "IHTEPXIM" nikapcbKoro 3acoby, BKIOYAYM NPOMIXKHUA NPOAYKT, LLIO
Tabnetok y 6nictepi HicTIO 3aCTOCOBYETLCSI NMPU BUPOBHMLTBI FOTOBOTO NiKapCbKOro
"IHTEPXIM" 3acoby (He3HayHa 3miHa y npoLeci BUPOOGHMLTBA) 3MiHW B

npotieci BUpoBGHMLTBa roTOBOrO fikapcbkoro 3acoby, a came
ONTMMIi3aLisi TOPSAKY BHECEHHSI KOMMOHEHTIB Ha cTadisix
BMpOGHUMYoro npouecy (TM4.1 MomoreHi3auis 3aBaHTaXeHHs
1 TN 4.5 M'omoreHi3auia Ta onyaproBaHHS cepii)i [K
Hacnigok, 3aMiHa NPOMDKHOro NpoaykTy «[paHynaT
HeonyapeHun» Ha NPOMiKHUIA NpoaykT «Cymiw ans
TabneTyBaHHs». 3MiHu | TuNy - 3MiHK 3 skocTi. [oTOBMI
nikapcbkuii 3aci6. 3MiHu y BUpoGHMUTBI. 3MiHa po3Mipy cepil
(Bkntovatoum AianasoH po3Mipy cepii) FoTOBOro nikapcbkoro
3aco0y (36inblweHHst Ao 10 pasiB MOPIBHSHO i3
3aTBEPKEHUM PO3MipOM) 36iNbLUEHHSI pO3MipY CTaHAapTHOI
cepii, 3aTBEpAKEHO: po3Mip cepii cTaHOBUTb 175 Kr;
3anpornoHOBaHo: po3Mip cepii cTaHoBUTb 250 Kr, Wo cknagae
67567 nakoB Ne10 6e3 ypaxyBaHHs BTpaT. 3miHu | Tuny -
3MiHu 3 sikocTi. [oToBMIA Nikapcbkuii 3aci6. 3miHW y
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BUPOGHMLTBI. 3MiHa po3Mipy cepii (Bkntoyatoum gianasoH
po3mipy cepii) roTOBOro nikapcbkoro 3acoby (3MeHLLUEHHS 40
10 pasiB) 3MeHLLEHHsI pO3Mipy CTaH4apPTHOI cepii Ta
[ofaBaHHs anbTepHaTUBHMX cepii [T13, 3aTBepakeHo:
pO3Mmip CTaHAAPTHOI cepii cTaHoBUTL 175 Kr;
3anpornoHOBaHO: PO3Mip CTaHOAPTHOI cepil cTaHoBUTL 175
Kkr, wo cknagae 20270 nakos Ne10 6e3 ypaxyBaHHs BTparT.
pO3Mip anbTepHaTUBHUX Cepili CTaHOBMATL: - 15 Kr, Wo
cknagae 4054 nakoB Ne10 6e3 ypaxyBaHHsi BTpaT - 45 Kr, Wo
cknagae 12162 nakoe Ne10 6e3 ypaxyBaHHs1 BTpaT.
25. | APANII HacTovika no 50 mn y MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiinx martepianis: 3minu | Tuny - bes UA/7333/01/01
HACTOMKA dnakoHi; no 1 dapmanesT dapmaueBTMyHa 3MiHM 3 sikocTi. [oToBMIA Nikapcbkuii 3acit. Cuctema peuenma
cbnakoHy B na4ui; no n4yHa tabpuka "Biona" KOHTeNHep/3aKynoptoBanbHuii 3acio. 3miHa y nepBUHHIN
50 mn y donakoHax; habpvka ynakoBL{i FOTOBOrO MikapCbKoro 3acoby (SKicHWI Ta
no 50 mny "Biona" KinbKiCHUI cknag) - M’siki Ta HecTepunbHi pigki nikapcbki
cnakoHax, ¢opmu - BBEAEHHA JOOATKOBMUX YyNakoBOK no 25 mn ta no 50
YKYMOPEHUX M y dpnakoHax nonimepHux (®BI1-30-18 Ta ®BI1-55-18 3
npobkamu- nonieTuneHTepedTanarty), ykynopeHux npobkamm-

KpanenbHUuAMU; No
50 mn y cdonakoHi,
YKynopeHoMmy
npo6koto-
KpanenbHuueto; no 1
dnakoHy B nadui; no
50 mn y donakoHax
noniMepHux,
YKyNOpeHnx
npobkamu-
KpanenbHULSaMH i
Kpuvwkamu; no 50 mn
y drakoHi
norniMepHomy,
YKynopeHomy
npo6koto-
KpanenbHULEeH i
KpULLIKOLO, No 1
dnakoHy B nayui
no25wmny
dnakoHax,
YKyNOopeHux
npobkamm-
KpanenbHUUAMU; No
25 mn y pnakoHi,
YKynopeHomy
npo6koto-
KpanenbHuueto; no 1
cnakoHy B naui; no
25 mn y pnakoHax
noniMepHumx,

kpanenbHuusamn 3 MEBT (2.2.a-13) Ta kpuwkamu (KP1) y
nayui Ta 6e3 nayku, 3 BignoBigHMMM 3MiHaMK [0 p.
«YnakoBka». BeBegeHHst 3MiH NpoTsrom 6-tu micauis nicns
3aTBEePKEHHSI
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YKyNOpeHnx
npobkamu-
KpanenbHUUAMM i
KpuLKamu; no 25 mn
y bnakoHi
noniMmepHomy,
YKynopeHomy
npo6koto-
KpanenbHuUeto i
KPWLLIKOHO, No 1
dnakoHy B nayui
26. | APUTMIN Tabnetku no 200 wmr, My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEeHHs1 3MiH 0 peecTpauiiHux maTtepianis: 3MiHu | Tuny - UA/1438/02/01
no 10 Tabnetok y akuioHepHe akuioHepHe 3MiHM Wwoao 6e3nekun/edekTUBHOCTI Ta hapMakoHarnsgy
6nictepi; no 2, 3 abo | TOBapuCTBO TOBapuCTBO (iHWi 3miHN)
5 BnicTepiB y naydi 3 "HaykoBo- "HaykoBo- OHOBJEHHS1 TEKCTY MapKyBaHHS Y 3B’s13KYy 3 BUITyYEHHSIM
KapTOHY BUPOGHMYMI BUPOBHMYMIA LEHTP iH(bopMaLii IKka HAHOCUTBCSA POCINCBHKOK MOBO. Y TOYHEHHSA
LeHTp "BopLuariBcbkui BMKNageHHs posainis [logatkosa iHgopmauis (O1) «Al-1.
"BopLuariscb XiMiKO- YnakoBka» Ta «[I-2. MapkyBaHHs» MKA J13 Ta p. 3.2.P.7.
KW XiMiKO- thapmMaLeBTUYHUIA Cuctema koHTelHep/ 3akynoptoBanbHuii 3aci6. BignosigHo
hapmaneBT 3asog" [0 3aTBepaxeHoro TekcTy mapKyBaHHS. BBeaeHHs 3miH
NYHUIA npoTArom 6-Tu MicsiLiB nicns 3aTBepaKeHHs. 3MiHu | Tuny -
3ason" 3MiHn 3 sikocTi. [oToBMIA Nikapcbkuii 3acit. Cuctema
KOHTelHep/3akynoptoBanbHui 3acit. 3miHa noctavanbHuka
nakyBasnbHUX MaTepianis abo KOMNEKTYUNX (SKLLO
3a3Ha4YeHo B JOCLE) (BUIYHEHHS NocTavarnbHuKa)
oHoBneHHs p. 3.2.P.7. Cuctema koHTenHep/
3aKynoploBanbHWi 3acib, a came BUNyYeHHs! HaiMeHyBaHHS
nocTayanbHuKiB NakyBanbHUX maTtepianis (nniska MBX ta
conbra anomiHieBa) 3 peecTpaLiiHOro 40Che.
27. | ACK-TEBA Tabnetku TOB «TeBa YkpaiHa BankaHdapma- Bonrapis BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu | Tuny - | Ne 30 — 6e3 UA/14167/01/01
KWLLIKOBOPO34MHHI MO YkpaiHa» OynHuus AT 3MmiHu 3 AkocTi. FoToBuUIA Nnikapcbkuii 3acio. Cuctema peuenma;
75 wr; KOHTeMHep/3aKkynoproBanbHuii 3aci6. 3miHa po3mipy Ne 100 — 3a
no 10 Tabnetok y yNaKoBKW roTOBOrO MikapCbKoro 3acoby (3MiHa KinbKOCTi peuenmom
6nicTepi; no 3 abo oauvHUUbL (Hanpuknag TabneTok, amnyn TOLLO) B yNaKoBLyi:) -
10 6nicTepis B 3MiHa nosa fiana3oHoOM 3aTBEPAXKEHMX PO3MIPIB YNAKOBKU -
KapTOHHiI kopobuyj; [ofaBaHHsi HOBOrO po3Mipy ynakoBku: no 10 TabneTtok y
no 100 TabneTtok y 6nicTepi; no 10 GnicTepiB B kapTOHHIN kopobui, 3
KOHTelHepi; no 1 BiANOBIgHMMYM 3MiHaMK o po3giny “YnakoBka” MKA 13, 6e3
KOHTeWHepy y 3MiHM NEePBUHHOrO NakyBanbHOro Matepiany. 3MiHV BHECeHi
KapTOHHiIl kopobui B iHCTPYKLUit0 ANsi MEAWYHOrO 3aCTOCYBaHHS MikapCbKoro
3acoby y po3ain "YnakoBka" (dogaBaHHS HOBOIO po3mipy
ynaKoBKU fikapcbKkoro 3acoby). BeeaeHHs 3MiH npoTsirom 6-
TV MicsiILiB Micnsi 3aTBEPOAXKEHHS.
28. | ATPOIPEN TabneTkn, BKpUTI My6niyHe YkpaiHa My6nivyHe YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHix MaTepianis: 3miHu | Tuny - 3a UA/6567/01/01
NNiBKOBOIO akuioHepHe akuioHepHe 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta papMakoHarnsay peuenmom
obornoHKot, no 75 TOBapucTBo TOBapuCTBO (iHLWi 3MiHW)
mr no 10 TabneTok y "HaykoBo- "HaykoBo- 3MiHa BHOCUTBCS Y 3B'A3KY YTOYHEHHS BUKINaAeHHS po3gainis
GnicTepi; no 1, 3 abo | BUPOBHWMYKMIA BUPOGHWYMIA LLEHTP "OopnatkoBa iHdopMmauis. Al-1. Ynakoska Ta [I-2.
6 6nicTepiB y nayui 3 LeHTp "BopLuariBcbkui MapkyBaHHs" MKA Ta posginy Pl 3.2.P.7. [liloya pegakuis:
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noceio4yeHHs1

KapToHY

"BopLuariscb
KW XiMikoO-
tapmaueBT
WNYHUI
3aBog"

XiMiKO-
dapmaLleBTUYHNIA
3aBoa"

METOOWN KOHTPOJIKO AKOCTI OJoaaTtkoa iHdopmalLis
(Aal. Al-1. Ynakoska. Mo 10 TabneTok y 6nictepi i3 nnisku
noniBiHINXNOPUAHOT i honbru antoMiHieBOT 3 04HOCTOPOHHIM
NOKPUTTAM TEPMOAKOM | APYKOM 3 APYroi CTOPOHMU.

Mo 1, 3 abo 6 BnicTepiB pa3om 3 iHCTPYKLjeto Ans
MELNYHOro 3aCTOCYBaHHS MOMILLAIOTh Y NayKy 3 KAapTOHY 3
MapKyBaHHSIM YKPaiHCbKOI Ta POCICbKO0 MoOBaMu Ta
MapKyBaHHAM LwpudTom Bpanns ykpaiHcbkoto mosoto. [1-2.
MapkyBaHHs. BignosigHo 0o 3atBepaeHoro TekcTy
MapkyBaHHsi. MpumiTka. MapkyBaHHs nikapcbkoro 3acofy,
I0ro Au3anH noaarTbCs YKPAiHCLKOK Ta POCIACHKO
MOBamWu, a Npu peanisauii npenapaTty Ha ekcrnopT — MOBOIO,
006YMOBIIEHOIO B KOHTPAKTI, Y BiANOBIAHOCTI 3 peecTpaLlinHM
[OCbe, sike CHOpMOBaHe 3a BUMOraMu KpaiHu-imnoprepa i
3asBfIEHO Nig Yac peecTpauii B peecTpauiiHi opraHn KpaiHm-
imnopTepa. MponoHoeaHa pegakuis: METOAM KOHTPOIO
AKOCTI QopaTkosa iHdopmauis (Al). Al-1. Ynakoska. Mo 10
TabneTok y 6nictepi 3 NNiBKM NOMIBIHINXNOPUAHOI | dhonbrn
arntoMiHieBOI 3 O4HOCTOPOHHIM NOKPUTTSAM TEPMOSIAKOM i
Apykom 3 apyroi ctopoHu. Mo 1, 3 abo 6 Gnictepis pa3om 3
iHCTpYyKUi€lo ANst MEAUYHOrO 3aCTOCYBaHHS NMOMILLAI0TL Y
nayky 3 kaptony. [1l-2. MapkyBaHHsi. BignosigHo oo
3aTBEpPAKEHOro TEeKCTy MapKyBaHHS.
OHOBMEHHS TEKCTY MapKyBaHHS YNakoBKW MikapCbKoro
3acoby Yy 3B'sI3Ky 3 BUINyYEHHsIM iHopMaLlii poCiicbKoto
MOBOH.

BBefeHHs 3MiH NpoTArom 6-Tu MicsiLiB Nicns 3aTBepAKEHHS

29.

A®NYBIH®

Kpanni oparnbHi no
20 mn, abo no 50
mn, abo no 100 mn y
drakoHax-
KpanenbH1usAXx; no 1
drakoHy B
KapTOHHIN ynakoBLj

Pixapa
BittHep Al

ABcTpis

Pixapa bittHep Al

ABCTpiIs

BHECEHHS 3MiH [0 peecTpauinHnux matepianis: 3miHu | Tuny -
3MiHn 3 axkocTi. CepTudikaT BignosiaHocTi/l E-cepTudikat
BigMNoOBigHOCTI E€Bponenchkii papmakonei/MmoHorpadii.
3MiHK, NoB'si3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y
BignoBigHicTb 40 MoHorpadii APY abo €sponencebKoi
dapmakonei, abo iHLWoi HalioHanbHOT dhapmakonei Aepxasu
€C (3miHa y cneuundikauisix, nos'sa3aHa 3i 3MiHamu B Y,
abo €Bponencbkin hapmakonei, abo iHLWIN HalioHanbHik
dapmakonei aepxasu €C). MNMpueegeHHs cneumndikawii
aitovoi pevoBrHu Aconitum D6 y BignoBigHICTb 4O BUMOT
Himeubkoi FomeonaTtunyHoi ®apmakonei (GHP). 3minn | Tuny
- 3MiHu 3 skocTi. A®l. BupobHuLTBO. 3MiHM B NpoLieci
BUPOGHMUTBA ADI (iHLLI 3MiHW).

BHeceHHs 3miH go p.3.2.S.2.3 KoHTponb matepianis, a came
—A0AaBaHHSA JOAATKOBOrO MicLS ANs BUPOLLYBaHHS
pocnuHHoro Matepiany Aconitum napellus (O6epmapxTarn,
HimeyymHa)

6e3
peuyenma

UA/1952/02/01

30.

A®NYBIH®

TabneTku no 12
Tabnetok y 6nictepi;
no1,2,3abo4
Gnictepn y
KapTOHHI kopobui

Pixapa
BitTHep Al

ABcTpis

Pixapa bittHep Al

ABcTpisa

BHECEHHS 3MiH [0 peecTpauinHMX maTtepianis: 3miHu | Tuny -
3MiHu 3 skocTi. CepTudikat BignosiaHocTi/lE-cepTudikat
BiAMOBIAHOCTI €Bponencoki papmakonei/MoHorpadii.
3MiHK, NoB'si3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y
BignoBigHicTb o MoHorpadii Y abo Esponericbkoi

6e3
peuenma

UA/10018/01/01
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
capmakonei, abo iHWOoi HauioHanbHOI hapmakonei AepXxaBu
€C (3miHa y cneundikauisix, NoB'sidaHa 3i aMiHamu B JOY,
abo €Bponeincbkin hapmakonei, abo iHLWIN HauioHanbHi
dapmakonei gepxxasu €C). MpuBegeHHs cneundikaLii
Aitoyoi pevosuHn Aconitum D6 y BianoBigHiCTbL 40 BUMOT
Himeubkoi FlomeonatuyHoi dapmakonei (GHP). 3miHu | Tuny
- 3MiHn 3 sikocTi. ADL. BupobHmuTBo. 3MiHM B npoLeci
BMpobHMUTBa A®I (iHLWi 3MiHK). BHECEHHS 3MiH A0
p.3.2.5.2.3 KoHTponb matepianis, a caMe —4o4aBaHHsi
[0[aTKOBOro MicUs ANS BUPOLLYBaHHSA POCIMHHOIO
marepiany Aconitum napellus (O6epmapxtan, HimeyunHa)
31. | AOOPUOA ONA CycneHsia opanbHa 3 DenbTa Lsenuapi ANKANOIO AL Pecny6nika BHECEHHS 3MiH O peecTpauliiHuX maTepianis: 3miHu | Tuny - 6es UA/17927/01/01
OITEW abpunKoCoBUM Megiken a Ckon'e MiBHiYHa 3MiHuM 3 skocTi. [oToBMI Nnikapcbkuii 3aci6. KoHTponb peuyenma
cmakom, 100 mr/5 MpomoyLH3 MakenoHis roTOBOrO fikapcbKkoro 3acoby. 3miHa napameTpis
MIT; Al cneunikauin Ta/abo 4ONYCTUMMX MEX FOTOBOIrO
no 100 mny nikapcbKkoro 3acoby (Buiy4eHHs1 He3Ha4YHOro NoKa3HMKa
cdnakoHi, no 1 (Hanpuknag 3acTapinoro nokasHuka, Takoro ik 3anax Ta
dnakoHy B cmak, abo igeHTudikauis 6apBHUKIB Y CMaKOBUX 406GaBOK))
KOMMMEKTi 3i BUIy4eHHs nokasHuka «O6’em, Lo BUTAraeTbCA» i3
LUMPULIOM- 3aTBepAKeHoI cneumndikaLii Ha MOMEHT BUMNYCKY 3
[,03aTopoM Y BiAMOBIAHMM METOAOM BUNPODYBaHHS.
KapTOHHI kopobui
32. | BENNOOEPM cnpen 0,05 % no 20 Benyno, Xopgaris Benyno, niku Ta XopsarTis 3MiHn | TUny - 3miHm 3 akocTi. CepTudikat BignosigHocTI/TE- 3a UA/9695/03/01
mn abo 50 mny nikn Ta KOCMeTuka, 4.4a. cepTudikaT BignoBigHOCTI €EBponenchkii peuenmom
cdnakoHi; no 1 KOCMEeTUKa, dapmakonei/MoHorpadgii. NogaHHA HOBOro abo OHOBNEHOTO
dnakoHy B a.o. cepTudikaTa BiANoBigHOCTI abo BUNy4YeHHs cepTudikaTta

KapTOHHIN navui

BignoBigHocTI €Bponeickkin dapmakonei: ans Adl; ans
BVXiAHOro marepiany/peareHTy/npoOMiKHOIO NPOAyKTY, L0
BVKOPUCTOBYIOTbCA Y BUpobHUUTBI ADI; Ans AoNOMiKHOT
peyvoBUHM (CepTUdikaT BiaNoBigHOCTI EBponenchkin
dapmakonei) - HoBuii ceptudikat Bif HOBOro BUpobHMKa
(3amina abo fonoBHeHHA) nogaHHA HoBoro CEP (R1-CEP
2003-232-Rev 01) ans A®| 6etameTasoHy agunponioHarty Bif
HoBOro BMpo6GHMKa (gonoBHeHHs1) Farmabios SPA, Italy.
3MiHn | TUny - 3miHm 3 gkocTi. APl. CtabinbHicTb. 3MiHa
nepiofly NOBTOPHWX BUNpobyBaHb/nepiody 36epiraHHs abo
yMmoB 36epiraHHs A®I (3a BigcyTHOCTI y 3aTBEPIKEHOMY
[ocbke cepTudikaTa BignoBigHOCTI €Bponenchbkin
chapmakonel, Lo BKIoYae nepiog noBTOPHOIO
BUNpobyBaHHs) (nepio NOBTOPHOro BUNpobyBaHHs/nepioa
36epiraHHs) - 36inbLUeHHs abo BBeAeHHS nepioay
noBTOPHOro BUNpobyBaHHs/nepioay 36epiraHHsA Ha OCHOBI
pe3ynbTaTiB AOCHiMKEHb Y peanbHOMY Yaci - BBEAEHHS
nepiofy NOBTOPHOro BMNpoOyBaHHSA 5 pokis ans Ad®|
6eTameTasoHy AgunponioHaT BUPOBHULTBA HOBOrO
BMpoGHMKa Farmabios SPA, Italy.
3MiHn | TUny - 3miHm 3 akocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI €EBponenchkii
apmakonei/MoHorpadii. NMogaHHsA HoBoro abo OHOBNEHOIO
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cepTudgikaTa BignoBigHoCTi abo BUy4eHHs cepTtudikata
Bi4noBigHoCTi €Bponeincokin dapmakonei: ana A®l; ans
BMXiQHOro Matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, L0
BMKOPUCTOBYHOTLCS Y BUPOOHMLTBI ADI; Anst ONOMiKHOT
peyvoBUHM (CepTuUdikaT BiANOBIAHOCTI €BpONenchKi
dapmakonei) - OHOBNEHUI cepTudikart Big yxe
3aTBEPKEHOr0 BUPOBOHUKA - MOAaHHSA OHOBIEHOrO
ceptudpikaty CEP (R1-CEP 2003-232-Rev 02) Big yxe
3aTBepakeHoro BMpobHuka Farmabios SPA, Italy ons Al
6eTameTasoHy gunponioHaty. 3ateepmkeHo: CEP - R1-CEP
2003-232-Rev 01 3anponorosaHo: CEP - R1-CEP 2003-
232-Rev 02. 3MiHu | Tuny - 3MiHu 3 sikocTi. ADI. KoHTponb
A®l. 3miHa y meTogax BunpobyBaHHa AD| abo BuxigHoro
marepiany/npoMiXXHOro NpoAykTy/peareHTy, Lo
BUKOPUCTOBYETLCS Y npoueci BUpobHuLTBa APl (HE3HAYHI
3MiHW Y 3aTBEpPOXKEHNX METOAAX BUNPOOYBaHHS) HE3HaYHa
3MiHa Y aHaniTM4HOMY METOAi BU3HAYEHHS pO3Mipy
yacTnHok APl 6eTameTasoHy aunponioHaTy (nig vac
BUMIpIOBaHHS 3pasKy, TpMBaniCTb yNbTpa3ByKy 3MiHEHa 3 2
XBWUITUH A0 MaKCMMYM 2 XBUIWH)

33.

BENOCAJIK

Mas3b, no 30 ry Ty6i;
no 1 1y6i B
KapTOHHIN navui

Benyno,
nikn Ta
KOCMETUKA,
a.a.

Xopsaris

Benyno, nikvn Ta
KOCMeTUKa, 4.4.

XopgarTis

3MiHu | Tuny - 3miHn 3 sikocTi. CepTudbikat BignosigHocTi/lE-
cepTudikaT BianoBigHOCTI €BpoONencbkin
dapmakonei/MoHorpadii. NogaHHA HOBOro abo OHOBNEHOTO
cepTtudikaTa BignosigHocTi abo BUNy4YeHHs cepTudikaTta
BignoBigHoCTI €Bponenchkii papmakonei: ans AdDI; ana
BVXiAHOro Martepiany/peareHTy/npoMiKHOIO MPOAYKTY, LLO
BMKOPUCTOBYIOTbCS Y BUpobHUUTBI ADI; Anst AonoMixHOT
peyvoBUHM (CepTUdikaT BiaNoBigHOCTI €Bponenchki
dapmakonei) - OHoBneHu cepTudikat Bif yxe
3aTBEPKEHOr0 BUPOBOHUKA - MOAaHHSA OHOBIEHOMO
ceptudikaty CEP (R1-CEP 2002-031-Rev 03) y 3B'si3ky i3
3MiHOI Ha3BW 3aTBEpAXKEHOro BUpo6Huka ans AdI
6GeTameTasoHy gunponioHaTy

3a
peuerimom

UA/10370/01/01

34.

BETAOUH®

cynosuTopii
BariHanbHi no 200
mr, no 7
Cyno3nTopiiB y
6nictepi; no 1 abo 2
Gnictepn y
KapTOHHIN navui

3AT
dapmaneBT
VMYHUI 3aBOf,

EriC

YropwuHa

3AT
dapmMaLeBTUYHWIA
3aBop ElC

YropwuHa

BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3miHu | Tuny -
3MiHu 3 gKocTi. FoToBUIA nikapcbkuii 3aci6. KoHTpornb
roToBOro fikapcbkoro 3acoby. 3miHa y meTogax
BMNpoOyBaHHS rOTOBOrO NikapCbKoro 3acoby (He3HayHa
3MiHa y 3aTBepAKEHUX MeToAax BUNPOOYBaHHS) - BHECEHHS
He3Ha4yHWUX 3MiH 4o MeTogaiB koHTpornto 13 3a nokasHukamm
«Onuey», «lgeHTudikauisy, «MexaHiuHi BKIIOYEHHS»,
BiAMOBIAHO A0 opuriHanbHUX MaTepianiB BUpobHuka. Ak
Hacnigok, 3MiHN BHOCSATbCS | Ao cneuwndikauii M13; amiHm |
Tuny - 3MiHK 3 sikocTi. [oTOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOro Nikapcbkoro 3acoby. 3miHa y meTogax
BMNpPoBYyBaHHS rOTOBOrO NikapcbKoro 3acoby (He3HayHa
3MiHa y 3aTBEpPOKEHNX METOAAX BUNPOOYBaHHSI) - BHECEHHSI
He3Ha4yHUX 3MiH 0o MeTogjiB koHTponto 13 3a nokasHukaMm
«Po3mipu», «CepegHsi macay, «OgHopigHICTb Macuy,
«PosnagaHHs», BignNoBigHO 40 opuriHanbHUX MaTtepianis

6e3
peuyenma

UA/6807/02/01
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BUPOGHMKA. AK Hacnigok, 3MiHM BHOCATLCSA i 40 crneumdikaLii
N3; 3amikm | TUNY - 3MiHK 3 gKocTi. FoTOBWUIA NiKapCbKUiA
3aci6. KoHTporsb roToBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauin Ta/abo 4onycTUMNX MeX
rOTOBOrO MikapCbKOro 3acoby (iHLUi 3MiHW) - BUNYYEHHS
NokasHUKIB «BrnaHauyeHHs Yacy po3m’siKLLEHHS MinodinbHMX
cynosunTopin», «FoMoreHHicTb» 3i cneundikaLii Ta meTogis
KoHTponto 113, y BiANOBIAHOCTI A0 OpuriHanbHNX maTtepianis
BUPOGHMKA; 3MiHM | TUNy - 3MiHK 3 siKOCTi. [oTOBMNA
nikapcbkuii 3aci6. KoHTponb rotoBoro fikapcbkoro 3acoby.
3miHa y MeToaax BUNpobyBaHHSA roTOBOro MikapCbKoro
3acoly (He3HayHa 3MiHa y 3aTBEpAXEHUX MeToaax
BUNPOBYBaHHS) - BHECEHHS HE3HAYHMX 3MiH Y METOAMN
BUNpoOyBaHb 3a Noka3Hnkamy «OgHOPIOHICTE 4O30BaHNX
oavHMLby, «MikpobionoriyHa ynucToTay, BignoBigHo Ao
opwuriHanbHUx matepianis BUpobHUKa. Ak Hacnigok, 3MiHu
BHOCATbCA | A0 cneumdikauii M3; amiHn | Trny - 3miHK 3
siKocTi. FoToBMI Nikapcbknii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpiB cneumdikaLin
Ta/abo foMyCTUMUX MEX roTOBOIO fikapcbKoro 3acoby (iHLwui
3MiHM) - BBEAEHHS nepioanyHocTi koHTponto 113 3a
nokasHukom «MikpoGionoriyHa YncToTa»: HeperynsipHe
BMNPoOyBaHHSA — MPOBOAUTLCA ANS NEpLUOi cepii pa3 Ha pik,
noTim nuwwe ans koxHoi 10-i cepii; 3miHn | Tuny - 3MiHn 3
sikocCTi. [oTOBMIA Nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y MmeToAax BunpobyBaHHS
roTOBOrO fMikapcbKoro 3acoby (iHLWi 3MiHM y MeToadax
BMNpobyBaHb (BKMNoYakyy 3aMiHy abo AOMNOBHEHHS)) -
BBEOEHHS OOATKOBOro metoay BunpobysaHHs 13 3a
nokasHukoM «KinbkicHe BU3Ha4eHHs» (NOTeHUioMeTpuyHe
TUTpyBaHHs, Ph.Eur. 2.2.20.); 3aTBepmxeHuii metoa
(Bi3yanbHe TUTPyBaHHS) NPUBEAEHO Y BiANOBIAHICTb A0
opuriHanbHUX MaTtepianis BUpoBHWKa

35.

BETAOUH®

pO34unH Ans
30BHILLHLOrO Ta
MicueBoro
3actocyBaHHsa 10%;
no 1000 mny
drakoHax 3
KpanenbHULEer; no
30 mn abo 120 mny
rakoHi 3
KpanenbHuLe; no 1
dnakoHy y
KapTOHHIN navui

3AT
dapmanesT
VMYHUI 3aBOf,

EriC

YropwuHa

3AT

dapmMaLeBTUYHWIA

3aBop ElC

YropwuHa

BHECEHHS 3MiH [0 peecTpauinHuxX maTtepianis: 3miHu | Tuny -
3MiHu 3 gKocTi. FoToBUIA nikapcbkuii 3acib. KoHTpornb
roToBOro fikapcbkoro 3acoby. 3miHa y meTogax
BMNPOBYBaHHS roToBOro Nikapcbkoro 3acoby (Hea3HavHa
3MiHa y 3aTBEpOKEHNX MeToAaxX BUNPOOYBaHHS) - BHECEHHS
He3Ha4yHWUX 3MiH y meToam BunpobysaHb 13 3a
nokasHukamu «Onucy», «MikpobionoriyHa yncrtoTa,
BiMNOBIQHO 4O opuriHanbHMX MaTepianis BUpobHuka, 6e3
3MiHM BCTAHOBMNEHUX KPUTEPIIB NPUNHATHOCTI; 3MiHu | Tuny -
3MiHu 3 skocTi. FoToBMIA Nnikapcbkuii 3aci6. KoHTpornb
roToBOro Nnikapcbkoro 3acoby. 3miHa y meTogax
BMNPOBYBaHHS rOTOBOTO Nikapcbkoro 3acoby (He3HavHa
3MiHa y 3aTBepKeHNX MeTofax BUNpobyBaHHS1) - BHECEHHS
He3Ha4yHUX 3MiH y MeToam BunpobysaHb 13 3a
nokasHukamu «lgeHtudikauia 1.» Ta «lgeHTudikagia 2.»,
BiANOBIAHO A0 opuriHanbHUX MaTepianiB BUpobHUKa, 6e3

6e3
peuyenma

UA/6807/03/01




24

[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpayiliHo2o

noceio4yeHHs1

3MiHM BCTAHOBINIEHMX KPUTEPITB NPUUHSATHOCTI; 3MiHW | TUny -
3MiHu 3 sikocTi. MoToBMIA nikapcekuid 3acib. KoHTponb
roToBOro nikapcbkoro 3acoby. 3MiHa y meTogax
BMNPOOYBaHHSA rOTOBOIO NikapCbKoro 3acoby (iHWwi 3MiHW y
mMeToAax BunpobyBaHb (BKMOYayM 3amiHy abo
[OOMNOBHEHHS)) - BBEAEHHS anbTepHa-TUBHOIO METOAY
BunpobyBaHHs 13 3a nokasHmkom «KinbKicHWA BMICT»
(noTeHuiomMeTpuYHe TUTPYBaHHS). He3HauHi 3MiHn y
3aTBEpOKEHOMY METOAi KOHTPOIHO 3a NOKa3HUKOM
«KinbkicHui BMICT» (TUTPUMETPIS), BigNoBigHO 40
opuvriHanbHNX martepianis BUpobHWKa; 3MiHu | Tuny - 3MiHn 3
siKocTi. [oToBMI Nikapcbknii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3MmiHa y metogax BunpobyBaHHs
roTOBOro NiKapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPKEHMX MeToAax BUNPoOyBaHHS) - BHECEHHS
He3HayHux 3MiH y MeToam BunpobysaHb 13 3a
nokasHukamu «pH», «BigHocHa ryctuHay, «O6’em, o
HaNOBHAETLCA» Bi4NOBIAHO A0 OpUriHaNbHMX MaTepianis
BUpOGHMKa, 6e3 3MiHN BCTAHOBMEHMX KpUTEPIiB
NPUAHATHOCTI

36.

BOPHA
KUCNOTA

pO34unH Ans
30BHILIHLOrO
3acTOCyBaHHS,
cnupToBuit 3 % no
25 mn 'y cpnakoHi; no
1 cpmakoHy B nauyui 3
KapTOHY

AT
"dapmak”

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | Tuny -
3MiHn 3 skocTi. ADI. KoHTponb A®I (iHLWi 3MiHK) BHECEHHS
3MiH Ao crneumdikauii APl BopHa kucnoTa, 3okpema:
BUINYYEHHS nokasHuka "Po34nHHICTL". [JaHWM NOKa3HWK He €
060B'sI3KOBUM Ta Ma€e pekoMeHaauUiHWA xapakTep. 3miHu |
Tmny - 3MiHn 3 gkocTi. A®l. KoHTponb A®I (iHwwi 3miHK)
BHECeHHs 3MiH Ao crneundikauii APl BopHa kucnoTa,
30Kpema: BUy4YeHHs nokasHuka "Baxki metann".
[onoBHeHo cneuudikaLito Ans koHTposnto A®| NokasHMKOM
"ApceH", Anst KOHTPONO BUKOPUCTOBYETLCSH METOAMKA, LLIO
npeacrasneHa B cepTudikaTi BignosigHocTi EP R1-CEP
2014-171-Rev 00. 3MiHu | TUny - 3miHm 3 gkocTi. API.
KoHTponb A®Il. 3MiHa y napameTpax cneuundikauini Ta/abo
OONyCTUMMUX MEX, BU3HAYEHUX Y crieumndikalisx Ha APl, abo
BVXiAHW/NPOMIDKHUIA NpoAYyKT/peareHT, Lo
BMKOPUCTOBYIOTbCS Y npoueci BupobHuutea API (iHwwi 3miHn)
BHECeHHs 3MiH Ao crneundikauii APl BopHa kucnoTa,
30Kpema: BBeAEeHHs Ao4aTkoBoro Tecty (PamaHiBcbka
CMeKTPOMeETpif) Ans nokasHuka "laeHTudikauis”. 3MiHn |
TMny - 3MiHK 3 sikocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BiaNOBIAHOCTI €BpONENChKIN
apmakonei/moHorpadii. NMoaaHHsA HoBoro abo OHOBNEHOIO
cepTtudikaTa BignosigHocTi abo BUNy4YeHHs cepTudikaTta
BiNoBigHOCTI €Bponenchkin dapmakonei: ana A®l; ans
BUXiHOTO MaTepiany/peareHTy/npoMiKHOIO NPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; Anst fonoMixHOT
peyoBUHYM (cepTudikaT BiANOBIAHOCTI €EBPONENCHKIN
apmakonei) - HoBuii ceptudikat Big HOBOro BUpobHuKka
(3amiHa abo gonoBHeHHs1) Hoeui ceptudpikat EP R1-CEP

6e3
peuenma

UA/6275/01/01
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
2014-171-Rev 00 Big HoBoro BupobHuka Merck KGaA,
HimeyumnHa.
37. | BOPHOI PO34MH ans MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHMX maTtepianis: 3miHu | Tuny - 6e3 UA/6661/01/01
KUCINOTH 30BHILLHLOrO dapmauesT dapmaueBTnyHa 3MiHu 3 sikocTi. F'oToBWI Nikapcbkuii 3acib. Cuctema peuenma
PO34YUH 3acTocyBaHHs, n4Ha abpuka "Biona" KOHTenHep/3akynoptoBanbHuUiA 3aci6. 3MiHa y NepBUHHIN
CMUPTOBUW 3 | cnmpToBswii 3 % no habpuka ynakoBLi FOTOBOro NikapCbKoro 3acoby (SKicHWI Ta
% 20 mn abo no 25 mn "Biona" KinbKicHWi cknaf) - M’'siki Ta HecTepunbHI piaki nikapceki
y dnakoHi; no 1 dopmu - BBEAEHHA JOAATKOBKX ynakoBok no 20 mn Ta no 25
dnakoHy y nayuj; no Mn y conakoHax nonimepHmx (PBI1-30-18 3
20 mn abo no 25 mn nonieTuneHTepedTanary), ykynopeHux npobkamu-
y dnakoHax; no 20 kpanenbHuusamn 3 NEBT (2.2.a-13) Ta kpuwkamu (K1) y
mn abo no 25 mny nadyui Ta 6e3 nayku, 3 BignoBigHNUMM 3MiHaMK [0 p.
bnakoHi, «YnakoBka». 3MiHM BHeCeHi B po3ain "YnakoBka" B
yKynopeHomy IHCTPYKLUIiO ANS MeANYHOTO 3aCTOCYBaHHS NiKapCbKOro
npo6koto- 3acoby y 3B"s3Ky 3 BBEAEHHSM JOAATKOBUX YNaKoOBOK, SK
KpanenbHuueto; no 1 HacnifoK - 3aTBEPXKEHHS TEKCTY MapKyBaHHsI JOAATKOBMX
drakoHy y nayui; no YMaKoBOK MikapcbKkoro 3acoby. BBeaeHHs1 3mMiH npoTsirom 6-
20 mn abo no 25 mn TN MICALIB NiCNsi 3aTBEPIPKEHHS.
y chnakoHax,
YKYNOpeHUxX
npobkamu-
KpanenbHULsIMK; No
20 mn abo no 25 mn
y donakoHi
noniMepHomy,
YKynopeHomy
npo6koto-
KpanenbHULEe Ta
KpuLukoto; no 1
dnakoHy y nayuj; no
20 mn abo no 25 mn
y dbnakoHax
noniMepHmXx,
YKYNOpEeHnX
npobkamm-
KpanenbHUUsaMN Ta
KpULIKaMm
38. | BPU3OTOH® Kpanni o4Hi no 5 mn AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/17723/01/01
y dnakoHi, no 1 "®apmak” 3MiHu 3 skocTi. CepTudikaT BignosiaHocTi/lE-cepTudikat peuenmom

dnakoHy B nadui

BiANOBigHOCTI €Bponenchkii papmakonei/MmoHorpadii.
MogaHHA HoBOro abo oHOBMEHOro cepTudikara
BigNoBigHOCTI abo BUMyYeHHs cepTudikaTa BignoBiAHOCTI
€Bponeiicbkin papmakonei: ans A®l; ons BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BMKOPUCTOBYOTLCS Y BUpobHULTBI ADI; Anst JonomixxHOT
peyvoBUHM (CepTuUdikaT BianoBigHOCTI EBponenchki
dapmakonei) - OHoBReHu cepTudikat Bif yxe
3aTBEPAKEHOrO BUPOOHMKA - NOAAHHSA OHOBMEHOrO
cepTtudikaTa BignosigHocTi €Bponeiicbkin dpapmakonei Ne
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Ne
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Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
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Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

R1-CEP 1998-147-Rev 08 (3aTtBepmxeHo: R1-CEP 1998-
147-Rev 07) gnsa gitoyoi pevouHn Timolol maleate Big Bxe
3aTBepakeHoro BupobHuka TEVA PHARMACEUTICAL
INDUSTRIES LTD., I3paink; 3miHu | Tuny - 3MiHu 3 siKOCTi.
Ceptudpikat BignosigHocTi/E-cepTudikaT BignoBigHOCTI
€Bponeiickkin hapmakonei/MoHorpadii. NogaHHs HoBoro
abo OHOBMEHOro cepTudikaTta BiANoOBIAHOCTI 200 BUITyYEHHSI
cepTucpikaTta BignoBigHOCTI €Bponenchbkin hapmakonei: ans
A®I; gnsa BuxigHoro matepiany/peareHTy/npoMixKHOro
NpoayKTy, L0 BUKOPUCTOBYIOTLCS y BUPOOHMLTBI ADI; ans
[OMNOMIXKHOI peqyoBUHU (cepTudikaT BiANoBiAHOCTI
€Bponecbkin dapmakonei) - OHOBNEHU cepTudikart Big
yXe 3aTBepaKeHoro BUPoGHMKa - NoAaHHs OHOBMEHOro
cepTtudikaTa BignosigHocTi €Bponerichbkin dapmakonei Ne
R1-CEP 1998-147-Rev 09 gnsa gitodoi pedosuHn Timolol
maleate Big Bxe 3aTBepmpkeHoro BupobHmka TEVA
PHARMACEUTICAL INDUSTRIES LTD., I3painb. Ak
HacnigoK, 4ofaHo anbTepHaTUBHY BUPOBHWYY AiNbHULIO -
Pliva Croatia Ltd., XopBarTisi; 3MiHu | TUny - 3MiHK 3 AKOCTI.
Ceptudpikat BignosigHocTi/E-cepTudikaT BignoBigHOCTI
€Bponeiickkin hapmakonei/MoHorpadii. NogaHHs HoBoro
abo oHOBMEHoro cepTudikarta BiaANoOBIAHOCTI 200 BUITyYEHHSI
cepTtudbikaTta BignoBigHOCTI €Bponenchbkin hapmakonei: Ans
AQI; onsa BuxigHoro Matepiany/peareHTy/npPOMiXXHOTO
NpoayKTy, L0 BUKOPUCTOBYOTLCS Y BUpoOHULTBI ADI; ans
[OMNOMIXKHOI peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponelicbkint hapmakonei) - OHOBMNeHW cepTudikaT Big,
yXe 3aTBepaKeHoro BUPoGHMKa - MoAaHHsS OHOBMEHOro
cepTtudikaTa BignoeigHocTi €Bponerickbkin dapmakonei Ne
R1-CEP 1998-147-Rev 10 ans gito4oi pe4yosuHu Timolol
maleate Big BXe 3aTBepKeHoro BupobHuka TEVA
PHARMACEUTICAL INDUSTRIES LTD., I3painb; 3miHu |
TMny - 3MiHu 3 sikocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI €EBponenchkii
dapmakonei/MoHorpadgii. NogaHHA HOBOro abo OHOBNEHOTO
cepTtudikaTa BignosigHocTi abo BunyyYeHHs ceptudikarta
BignoBigHoCTI €Bponenckkin dapmakonei: ans AdI; ans
BVXiAHOrO Marepiany/peareHTy/npoOMiKHOIO MPOAYKTY, LLO
BVIKOPVCTOBYIOTbCS Y BUpobHUUTBI ADI; Anst 4onoMikHOT
peyvoBUHM (CepTuUdikaT BiaNoBigHOCTI EBponenchki
dapmakonei) - OHoBneHu cepTudikaT Bif yxe
3aTBEpKEHOr0 BUPOBHUKa - MoAaHHSA OHOBIEHOTO
cepTtudikaTa BignosigHocTi €Bponeiickbkin dpapmakonei Ne
R1-CEP 1998-147-Rev 11 gns gitodoi pedoBuHu Timolol
maleate Big BXe 3aTBeppKeHoro BupobHuka TEVA
PHARMACEUTICAL INDUSTRIES LTD., I3painb. Ak
Hacnigok, amiHn y p. Cknag, 3okpema npmBefeHo Ha3By
BUPOBHMYOT AinbHULi y BignoigHicTb go CEP
(3anponoHoBaHo: Sicor -Societa Italiana Corticosteroidi
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SLR., ltaly); 3minu | Tvny - 3minHm 3 AkocTi. API. KoHTponb
A®I. 3miHa y napameTpax cneumdikauini Ta/abo gonycTumMmx
MeX, BU3Ha4eHux y cneumdikauisx Ha A®l, abo
BUXiZHWMI/MPOMIDKHMIA NpoAyKT/peareHT, Wwo
BMKOPWUCTOBYIOTBCS Y Npoueci BUpobHuuTBa A®| (BUNYyYeHHS
HEe3HaYHOro MoKasHWKa AKOCTi (HanpuKnag BUNyYeHHs
3aCTapinoro nokasHuka)) - BHECEHHS 3MiH A0
Cneumdikauii/MeTogis BunpobysaHHsa A®| Timolol maleate,
30KpeMa: BUIyYeHHS! KOHTPOIIO 3@ NOKa3HVKOM
"PO34MHHICTL" (HE € 0BOB'A3KOBUM MOKA3HMKOM, Mae
iHpopmaTmBHWI XapakTep); 3miHW | Tuny - 3MiHK 3 AKOCTI.
Ao®I. KoHTponb AdL. 3miHa y napameTpax cneumdikauin
Ta/abo [onyCTUMMX MeX, BU3HAYEHUX Y cneundikalisx Ha
ADI, abo BMXiAHMIN/MPOMDKHWI NPOAYKT/peareHT, Lo
BUKOPUCTOBYIOTLCS Y Npoueci BUpobHuuTea AdI (iHwi 3MiHKM)
- BHECEHHS 3MiH Ao Cneundikauii/MeToais BuNnpobyBaHHs
A®I Timolol maleate, 3okpema: BUNy4YeHHS KOHTPOSIO 3a
NOKa3HMKOM «3arMLLKOBI KifIbKOCTi OpraHidHMX PO34YMHHUKIB»
- NIpUBEAEHO Y BiANoBiAHICTb A0 BuMor CEP (Ha ocTaHHix
CTafisix CMHTE3y BUPOOHVK BUKOPVUCTOBYE aLETOH, SKUI
BiJHOCUTBLCS 00 PO3YMHHUKIB 3 KNacy, BCTAHOBEHO
HOpMyBaHHs1 Ha piBHi He GinbLue 0,5% i 3anponoHoBaHO
NpoBOAWTY BM3HAYEHHS 3a JOMOMOrol TecTy «BTpaTa B
Maci npy BUCYLLYBaHHi»; 3MiHu | Tuny - 3miHun 3 sikocTi. ADI.
KoHTponb A®I. 3miHa y meTopax BunpobysaHHs ADI abo
BVXiAHOrO Martepiany/nMpoMiXXHOro NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETbLCS y Npoueci BUpobHuuTBa AD| (He3HaYHI
3MiHW Y 3aTBEPAKEHNX MeTofax BUNPoDOyBaHHS) - BHECEHHS
3MiH 0o Cneuudikadii/ Metogis koHTponto A®| Timolol
maleate, a came B1aaneHo NocunaHHs Ha sKicTb
CTaHOapTHUX 3pa3skiB 3a NokasHukamu «laeHTudikauis» (EP
CRS abo USP RS), «EHaHTiomMepHa unctoTa» (EP CRS abo
USP RS abo kat. «LGC» abo PC3), «CynpoBigHi JOMiLLKu»
(EP CRS). IHdopmaLis Wwoao SKoCTi cTaHAapTHUX 3paskis,
LLI0 BUKOPUCTOBYIOTLCS MpW aHanisi cybcTaHuii HaBegeHa B
po3gini 3.2.S.5 peectpauinHoro Aocke; 3MiHu | Tuny - 3MiHN
3 sikocTi. A®I. KoHTponb ADI. 3miHa y meTogax
BUNpobyBaHHA APl abo BMXigHOro maTepiany/npomikHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCH Y NMPOLIECI
BUPOGHMLTBA ADI (HE3HAYHI 3MiHU Y 3aTBEPXEHUX
MeToAax BUNPOobyBaHHS) - 3MiHN Yy MeTofax BUNpobyBaHHs
ans gitoyoi peyouHu Timolol maleate 3a nokasHukom
«KinbkicHe BU3HaYeHHsI» (BUNYyYeHO hopMyrny po3paxyHKy),
METOAMKY NPUBEAEHO Y Bi4NOBIAHICTL 4O BUMOr MOHOrpadii

39.

BYCTPUKC™
KOMBIHOBAH
A BAKUMHA
ansa

cycneHsisa ans
iH'ekuin, 0,5
mn/go3sy; no 1 gosiy
nonepeaHLo

makcoCwmit
KnanH
Ekcnopt
TNimiten

Benuka
Bputanis

makcoCmiTKnsH
Bionogxikans C.A.

Benbrisa

BHECEHHS 3MiH 10 peecTpaLiiHux MaTepianis: 3miHu | Tuny -
3MmiHun 3 gkocTi. A®l. BupobHuuTBO. 3MiHM B Npoueci
BUpoGHMUTBa ADI (iHWi 3miHW) MapMoHi3auis Ta pepakuiiHe
OHoBneHHs po3ginis 3.2.S Active Substance ta 3.2.P

3a
peuenmom

UA/14955/01/01




28

[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1

NMPO®IIAKTUK | HanoBHeHOMY Finished Product peectpauiinHoro gocbe 3 BUpoGHUYOO

N OUNODTEPII, wnpuui; no 1 npakTukolo Ans komnoHeHta DTcc intermediate bulk. 3miHu |

NMPABLUA, nonepegHL0 Tmny - 3MiHun 3 sikocTi. A®I. KoHTponb ADI (iHwwi 3miHW)

KALLUJTIOKY HanoBHEHOMY BunyyeHHs BXigHOro KOHTPOSO HA BUPOGHUYOMY

(ALENONAPH LUNPULY Y KOMMMEKTI mangaruuky GSK Wavr (Belgium) ans npomipkHoro

n 3 ABOMa rofikamv B npoaykTy agcopboBaHUii i KOHLEHTPOBaHWUIA UM TEPIHUIA Ta

KOMIMOHEHT) NnacTUKoOBOMY npaBLeBuiA aHaTokcuH (adsorbed and concentrate

(AACOPBOBA KOHTeWHepi; no 1 Diphtheria and Tetanus (DTcc)), Wwo BUrotoBneHunin Ha

HA, 3I KOHTEeWHepy y BUPOGHWUYIN ginbHuui GSK Marburg (Gemany).

3MEHLUEHUM KapTOHHIl kopobui

BMICTOM

AHTUTEHIB)
40. | BYCTPUKC™ cycneHsis gns "makcoCwmit Benvka "makcoCmiTKnsaH Benbris BHECEHHS 3MiH 4O peecTpauiiHMX maTtepianis: 3MiHu | Tuny - 3a UA/15071/01/01

nonio iH'ekuUin no 1 nosi KnanH BpuTaHis Bionogxikans C.A. 3MmiHun 3 gkocTi. A®l. BupobHuuTBo. 3MiHM B NpoLeCi peuernmom

KOMBIHOBAH (0,5 mn/goay), no 1 EkcropT BUpobHMuTBa ADI (iHWi 3miHM). MapMoHi3aLia Ta pegakuiiHe

A BAKLUMHA [03i y nonepegHbo Nimiten oHoBreHHs po3sgainie 3.2.S Active Substance Ta 3.2.P

ona HarMoBHEHOMY Finished Product peectpauinHoro gocbe 3 BUpoBHMYOO

MPO®IIAKTUK | wnpwui; no 1 npakTukoto ans komnoHeHTa DTcc intermediate bulk. 3miHun |

1 OUDTEPII, nonepegHLo Trny - 3MiHu 3 sikocTi. A®Il. KoHTponb ADI (iHwwi 3MiHKM).

NMPABLUA, HanoBHEHOMY BunyyeHHs BXiZHOro KOHTPOIIO Ha BUPOBHNYOMY

KALUJTIOKY npuLy Yy KOMMNeKTi MangaHumky GSK Wavr (Belgium) ans npomixxHoro

(ALENIONAPH 3 ABOMa rofikamv B npoaykTy agcopboBaHUii i KOHLEHTPOBaHWIA AU TEpPIiHUA Ta

un nnacTMKoBOMy npasLeBui aHaTokcuH (adsorbed and concentrate

KOMMOHEHT) KOHTeWHepi; no 1 Diphtheria and Tetanus (DTcc)), wo BurotoBneHuni Ha

TA KOHTEeWHepy y BUPOGHWUYI ginbHuLi GSK Marburg (Gemany).

NONIOMIENITY | kapTOHHI KOpobui

(IHAKTUBOBA

HA)

(AOCOPBOBA

HA, 3I

3MEHLUEHUAM

BMICTOM

AHTUTEHIB)
41. | BYCTPUKC™ cycneHsis ans "makcoCmit Benuka "makcoCmiTKnsinH Benbrisa 3MiHu | Tuny - 3MiHn 3 sikocTi. A®l. BupobHuuTeo. 3miHn B 3a UA/15071/01/01

nonio iH'ekuin no 1 gosi Knsin BpuTaHis Bionogxikans C.A. npoueci BupobHuuTea APl (He3HayHa 3miHa y npoLeci peuenmom

KOMBIHOBAH (0,5 mn/go3y) no 1 Ekcnopt BUpoGHMUTBa ADI) - BBeaeHHs anbTepHaTUBHOIO

A BAKLUMHA [o3i y nonepeaHLo Nimiten noxwusHoro cepegosuiia (M01), sike BUKOPUCTOBYETLCS AN

ansa HanoBHEeHOMY KyNbTUBYBAHHS KynbTypu KniTUH Vero y npoueci

APO®INAKTUK | wnpwui; no 1 BUPOGHMLTBA Ait040i PEYOBMHM iIHAKTUBOBAHOIO MOMioBipycCy

N OUDTEPII, nonepeaHLo (IPV)

NMPABLUA, HanoBHEeHOMY

KALLIIOKY npuLy Yy KOMMNeKTi

(ALUENONAPH 3 ABOMa ronkamu B

un NNacTMKOBOMY

KOMMOHEHT) KOHTeWHepi; no 1

TA KOHTeWHepy y

NONIOMIENITY | KapTOHHIN kopobUi

(IHAKTUBOBA
HA)
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(ALCOPBOBA
HA, 3I
3MEHLUEHUM
BMICTOM
AHTUTEHIB)

42.

BAJNNICAPTAH
H-TEBA

TabneTtkn, BKPUTI
NNiBKOBOIO
o6ornoHkoto, no 320
mr/12,5 mr, no 10
Tabnetok y 6nictepi,
no 3 abo 9 bnicTtepis
Y KapTOHHIln kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

AxTasic JITH,
ManbTa;
BankaHdapma-
OynHuug AT,
Bonrapis

Manbta/
Bonrapis

BHECEHHS 3MiH O peecTpauiHuX maTepianis: 3miHu | Tuny -
3MiHn 3 axocTi. CepTudikat BignosiaHocTi/l E-cepTudikat
BiAMNOBIAHOCTI €Bponencokin papmakonei/moHorpadii.
MopaHHA HoBoro abo oHoBreHoro cepTudikara
BigNoOBIigHOCTI abo BUNy4YeHHs cepTudikaTta BignoBigHOCTI
€sponevicbkin dbapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPMCTOBYIOTLCS Yy BUPOOHMLTBI ADI; ans onoMikHOT
peyoBUHYM (cepTudikaT BiANOBIAHOCTI EBpONENCHKIN
dapmakonei) - OHoBNeHUN cepTudikart Big yxe
3aTBEPKEHOr0 BUPOOHUKA - MOAaHHSA OHOBIEHOrO
cepTtudikaTa BignosigHocTi €Bponeiickbkin dapmakonei Ne
R1-CEP 2010-072-Rev 02 (3atBepmkeHo: Ne R1-CEP 2010-
072-Rev 01) ans gito4oi pevoBuHu Valsartan Big Bxe
3aTBepakeHoro BupobHuka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD. Ak Hacnigok, 3miHu y
crneumndikauii Ta metTogax koHTponto A®I: 6ynu 3ByxeHi
ponyctumi mexi BMicTy gomiwok NDMA ta NDEA (NMT 0.03
ppm); Bigdyn1ch 3MiHM y MeToauLi KOHTPOSIO y 3B’A3KY 3
OOfaHHSAM MeToay ANst BU3HaYeHHs foMmikn AZBT 5-(4'-
(azidomethyl)-[1,1'-biphenyl]-2yl)-1H-tetrazole; 3miHn | Tuny -
3miHu 3 akocTi. APl. KoHTponb A®I. 3miHa y napameTpax
cneuudikaLin Ta/abo JONYCTUMUX MEX, BUSHAYEHUX Y
crneundikauisx Ha A®l, abo BUXigHUA/NPOMIXKHUIA
npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLIEC
BMpo6HMUTBa ADI (foaaBaHHs abo 3amiHa (3a BUHATKOM
aKTUBHOI peyoBuHK BionoriyHoro abo iMyHONoriYyHoro
NOXOMAXEeHHS) napameTpa cneuudikauii 3 BianoBigHUM
MeToA0M BUMNPOOYBaHHS 3a pesyrnbTaTamu OCHiIKEHb 3
6esnekn abo SKOCTi) - AoAaBaHHA B cneundikadiio ADI
Valsartan BupobHuutea ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD. pyTUHHOrO KOHTPOSO Anst
BM3HayveHHs aomiwku AZBT 5-(4’-(azidomethyl)-[1,1'-
biphenyl]-2yl)-1H-tetrazole 3 ponyctumumu mexxamu (NMT
4.7 ppm) Ta BignosigHUM MeToaoM koHTpornto(LC-MS) Ha
nigctasi pekomeHaauii EMA cTocoBHO sikocTi Ta 6e3neku
BMKOPWCTaHHSI Nikapcbkoro 3acoby

3a
peuernmom

UA/8900/01/01

43.

BAJICAPTAH-
TEBA

TabneTku, BKPUTI
NniBKOBOO
o6onoHkoto, no 40
mr; no 10 TabneTok
y bnictepi; no 3 abo
9 GnictepiB y
KapTOHHI kopobui

TOB "TeBa
YkpaiHa"

YkpaiHa

Aktasic T,
ManbTa;
BankaHgapma-
OynHuug AT,
Bonrapis

ManbTa/
Bonrapis

BHECEeHHS1 3MiH 40 peecTpauiiHux matepianis: 3MiHu | Tuny -
3MiHn 3 akocTi. CepTudikaT BignosigHocTi/l E-cepTudikar
BiANOBigHOCTI €Bponenchkii papmakonei/MmoHorpadii.
MoaaHHsa HoBoro abo oHOBREHOro cepTudikaTta
Bi4NOBIgHOCTI abo BUNy4eHHs cepTudikaTta BignoBigHOCTI
€sponeiicbkin papmakonei: ans A®l; ons BuxigHoro
maTepiany/peareHTy/npoMiXHOro NpoAykTy, Lo

3a
peuenmom

UA/5463/01/01
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[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

BMKOPUCTOBYHOTLCS Yy BUPOOHULTBI ADI; Anst ONOMiKHOT
peyoBUHYM (cepTudikaT BiANOBIAHOCTI EBpONENCHKIn
dapmakonei) - OHOBNEHUI cepTudikar Big yxe
3aTBEPKEHOr0 BUPOBOHUKa - MoAaHHSA OHOBIEHOrO
cepTudikaTa BignosigHOCTI €Bponewcbkin dapmakonei Ne
R1-CEP 2010-072-Rev 02 (3atBepmkeHo: Ne R1-CEP 2010-
072-Rev 01) ans gitovoi pevoBuHu Valsartan Big Bxe
3aTBepakeHoro BupobHuka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD. Ak Hacnigok, 3miHn y
cneumdikauii Ta metTogax koHTponto A®I: Gynu 3ByXeHi
ponyctumi mexi BmicTy gomiiok NDMA ta NDEA (NMT 0.03
ppm); BigdynMch 3MiHM y MeToauLi KOHTPOSIO Y 3B’A3KY 3
[O4aHHSAM MeToay Ans BU3HaveHHs aoMiwkm AZBT 5-(4'-
(azidomethyl)-[1,1'-biphenyl]-2yl)-1H-tetrazole. 3minn | TUny -
3MiHn 3 skocTi. ADl. KoHTponb A®I. 3miHa y napameTpax
cneundikaui Ta/abo 4oNyCTUMUX MEX, BU3HAYEHUX Y
cneuudikauisx Ha A®l, abo BUXiAHNI/MPOMIXKHMI
NpoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NPOLIECI
BUpobHMuTBa AD| (DogaBaHHsA abo 3amiHa (3a BUHATKOM
aKTUBHOI peyoBuHK BionoriyHoro abo iMyHOMNoriYHoro
NOXOMPKEHHS) NapameTpa cneumdikaLii 3 BianoBigHUM
MeToAoM BUNPOoByBaHHS 3a pesynbTaTamun OCHiAKEHb 3
6esnekn abo SKOCTi) AodaBaHHA B cneuyndikadio AdI
Valsartan Bupo6Huutea ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD. pyTUHHOrO KOHTPO-O Anst
BM3Ha4veHHs aomiwkun AZBT 5-(4’-(azidomethyl)-[1,1'-
biphenyl]-2yl)-1H-tetrazole 3 ponyctumvmu mexxamu (NMT
4.7 ppm) Ta BignosigHUM MeTogoM KoHTponto(LC-MS) Ha
nigctasi pekomeHaauii EMA cTocoBHO sikocTi Ta 6e3neku
BVKOPVCTaHHS NMikapcbKoro 3acoby.

44,

BAJICAPTAH-
TEBA

TabneTkn, BKpUTI
NniBKOBOO
o6onoHkoto, no 80
mr; no 10 TabneTok
y bnictepi; no 3 abo
9 6nictepiB y
KapTOHHiI kopobui

TOB "TeBa
Ykpaina"

YkpaiHa

AxTasic JIT,
ManbTa;
BankaHdapma-
OynHuug AT,
Bonrapisa

ManbTa/
Bonrapis

BHECEHHS 3MiH 10 peecTpaLiiHix MaTepianis: 3miHu | Tuny -
3MiHn 3 akocTi. CepTudikaT BignosiaHocTi/l' E-cepTudikar
BigMNoOBigHOCTI €Bponenchkii papmakonei/MoHorpadii.
MogaHHs HoBoro abo OHOBMEHOTO cepTudikaTa
Bi4NoBigHOCTI abo BUNy4eHHs cepTudikaTta BignoBigHOCTI
€sponevicbkinn bapmakonei: ana A®l; ans BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpoaykTy, Lo
BVIKOPVCTOBYIOTbCA Y BUpobHUUTBI ADI; Ans AonomikHOT
peyvoBUHM (cepTuUdikaT BianoBigHOCTI €EBponenchbkil
apmakonei) - OHoBReHUA cepTudikat Bif yxe
3aTBEpKEHOr0 BUPOBHUKa - MOAaHHSA OHOBIEHOMO
cepTtudikaTa BignosigHocTi €Bponeiickbkin dpapmakonei Ne
R1-CEP 2010-072-Rev 02 (3aTBepaxeHo: Ne R1-CEP 2010-
072-Rev 01) ans gitovoi pevoBuHM Valsartan Big Bxe
3aTBepakeHoro BupobHuka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD. Ak Hacnigok, 3MiHu y
cneumndikauii Ta metTogax koHTponto A®I: 6ynu 3ByxeHi
ponyctumi mexi BMicTy gomiwok NDMA ta NDEA (NMT 0.03
ppm); Bigbyn1ch 3MiHM y MeToauLi KOHTPOMHO Y 3B’AI3KY 3

3a
peuernmom

UA/5463/01/02
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[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

[OOaHHSAM MeToay AN BU3HavyeHHs goMiwkm AZBT 5-(4'-
(azidomethyl)-[1,1'-biphenyl]-2yl)-1H-tetrazole. 3minn | TNy -
3miHn 3 akocTi. A®I. KoHTponb A®I. 3miHa y napameTpax
cneundikaui Ta/abo 4oNyCTUMUX MEX, BU3HAYEHUX Y
cneuudikauisix Ha A®l, abo BUXIAHUIA/MPOMIKHUIA
NpoayKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NPOLECi
BUpobHMuTBa AD| (DogaBaHHsA abo 3amiHa (3a BUHATKOM
aKTVMBHOT pevyoBUHK GionoriyHoro abo iMyHomnoriYHoro
NOXOPKEHHS) NapameTpa cneumdikaLii 3 BianosigHUM
MeToAoM BMNpobyBaHHs 3a pe3yrbTaTammn 4OCHiAKeHb 3
6esnekn abo SKOCTi) AoAaBaHHSA B cneumdikadio AdI
Valsartan Bupo6Huutea ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD. pyTUHHOrO KOHTPOMO Ans
BM3Ha4veHHs gomiwkun AZBT 5-(4’-(azidomethyl)-[1,1'-
biphenyl]-2yl)-1H-tetrazole 3 gonyctumumn mexxamm (NMT
4.7 ppm) Ta BignoeigHMM MeToaom KoHTponto(LC-MS) Ha
nigctasi pekomeHaauii EMA cTocoBHO sikocTi Ta 6e3neku
BMKOPUCTaHHS fikapcbkoro 3acoby.

45,

BAJICAPTAH-
TEBA

TabneTkn, BKPUTI
NniBKOBOKO
obornoHkoto, no 160
mr; no 10 TabneTok
y bnictepi; no 3 abo
9 6nictepiB y
KapTOHHiI kopobui

TOB "TeBa
YkpaiHa"

YkpaiHa

AxTasic JITH,
ManbTa;
BankaHdapma-
OynHuug AT,
Bonrapis

ManbTa/
Bonrapis

BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | Tuny -
3MiHn 3 akocTi. CepTudikat BignosiaHocTi/l E-cepTudikat
BigNoBigHOCTI €Bponeichkin dhapmakonei/MoHorpadii.
MogaHHA HoBoro abo oHoBReHoro cepTudikara
BignoBigHocTi abo Buny4eHHs cepTudikarta BianoBiAHOCTI
€Bponeiickkin hapmakonei: gns A®l; ans BuxigHoro
maTepiany/peareHTy/npoMiXXHOrO NPOAYKTY, Lo
BVKOPVCTOBYIOTbCH Y BUpobHUUTBI A®I; N 4onoMikHOT
peyvoBUHM (cepTuUdikaTt BiaNoBigHOCTI EBponenchkin
apmakonei) - OHoBReHU cepTudikat Bif yxe
3aTBEPKEHOr0 BUPOBHUKA - MOAaHHSA OHOBIEHOIO
cepTtudikaTa BignosigHocTi €Bponeiickbkin dpapmakonei Ne
R1-CEP 2010-072-Rev 02 (3aTBepaxeHo: Ne R1-CEP 2010-
072-Rev 01) ans gitovoi pevoBuHu Valsartan Big Bxe
3aTBepakeHoro BupobHuka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD. Ak Hacnigok, 3miHn y
cneuudikauii Ta MmeToaax KoHTponto A®l: 6ynu 3By>KeHi
ponyctumi mexi BmicTy gomiwok NDMA ta NDEA (NMT 0.03
ppm); BiadynMch 3MiHM y MeToauLi KOHTPOSIO y 3B’A3KY 3
[OOaHHSAM MeToay Ans BU3HavYeHHs gomiwkm AZBT 5-(4'-
(azidomethyl)-[1,1"-biphenyl]-2yl)-1H-tetrazole. 3minu | TUNYy -
3miHn 3 akocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneundikaui Ta/abo JoNyCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisix Ha A®I, abo BUXigHWUIA/MPOMIXHUIA
NpoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NPOLIECI
BUpobHMuTBa AD| (DogaBaHHA abo 3aMiHa (3a BUHATKOM
aKTUBHOI peyoBuHK GionoriyHoro abo iMyHonoriYHoro
NOXOMXEHHS) napameTpa cneuudikauii 3 BianoBigHUM
MeToA0M BUMPOByBaHHA 3a pe3ynbTatamun AOCHiIKEHb 3
6e3nekn abo siKkOCTi) AoAaBaHHs B crieumdikaLio ADI
Valsartan BupobHuutea ZHEJIANG HUAHAI

3a
peuernmom

UA/5463/01/03
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[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

PHARMACEUTICAL CO., LTD. pyTUHHOrO KOHTpOrO Assi
BM3Ha4veHHs gomiwkun AZBT 5-(4’-(azidomethyl)-[1,1'-
biphenyl]-2yl)-1H-tetrazole 3 gonyctumumn mexxamm (NMT
4.7 ppm) Ta BignoBigH1UM MmeTogoM KoHTponto(LC-MS) Ha
nigctasi pekomeHgauii EMA ctocoBHO sikocTi Ta 6e3neku
BVIKOPVCTaHHS NMikapcbKoro 3acoby.

46.

BAINICAPTAH-
TEBA

TabneTku, BKPUTI
NNiBKOBOIO
o6onoHkoto, no 320
mr; no 10 TabneTtok
y bnictepi; no 3 abo
9 GnicTepiB y
KapTOHHIl kopobui

TOB "TeBa
Ykpaina"

Ykpaina

Aktasic T,
ManbTa;
BankaHdapma-
OynHuug AT,
Bonrapis

ManbTa/
Bonrapis

BHECEHHS 3MiH 40 peecTpauinHMX maTepianis: 3miHu | Tuny -
3MiHn 3 axkocTi. CepTudikat BignosigHocTi/lE-cepTudikat
Bi4NOBIgHOCTI €Bponeichkin thapmakonei/MmoHorpadii.
MogaHHA HoBOro abo oHoBMeHoro ceptudikara
BiAnoBigHOCTi abo BUNy4eHHs cepTudikarta BignoBigHOCTI
€Bponeiickkin hapmakonei: gns A®l; ans BuxigHoro
matepiany/peareHTy/npoMiXXHOrO MPOAYKTY, Lo
BMKOPUCTOBYIOTbCA Y BUpobHUUTBI ADI; Ans AONOMDKHOT
pevoBUHU (cepTudikaT BiaNoBIAHOCTI €BpONENCHKi
dapmakonei) - OHoBNEHUI cepTudikart Big yxe
3aTBEPKEHOr0 BUPOBHUKA - MOAaHHSA OHOBIEHOIO
cepTudikaTa BignoBigHoCTi €Bponeichkin dapmakonei Ne
R1-CEP 2010-072-Rev 02 (3atBepmkeHo: Ne R1-CEP 2010-
072-Rev 01) ans gitovoi pevoBuHu Valsartan Big Bxe
3aTBepakeHoro BMpobHuka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD. Ak Hacnigok, 3miHu y
cneuudikauii Ta meToaax KoHTponto A®l: 6ynu 3By>KeHi
ponyctumi mexi BMicTy gomiwok NDMA ta NDEA (NMT 0.03
ppm); Bigbyn1ch 3MiHM y MeToauWL KOHTPOSIO Y 3B’A3KY 3
[OOaHHSIM MeToay Ans BU3HavYeHHs aomiwkm AZBT 5-(4'-
(azidomethyl)-[1,1'-biphenyl]-2yl)-1H-tetrazole. 3minu | TUNYy -
3miHu 3 akocTi. APl. KoHTponb A®Il. 3miHa y napameTpax
cneuudikauin Ta/abo 4OMYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisx Ha A®l, abo BUXigHUIA/MPOMIXHUIA
npoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NPOLIEC
BMpo6HMLUTBa ADI (foaaBaHHS abo 3amiHa (3a BUHATKOM
aKTUBHOI peyoBuHK GionoriyHoro abo iMyHonoriYHoro
NOXOMXEHHS) napameTpa cneuudikauii 3 BignosigHUm
MeToA0M BUMPOOyBaHHA 3a pe3ynbTatammn AOCHiIKEHb 3
6e3nekn abo siKOCTi) AogaBaHHs B cneumdikaio ADI
Valsartan BupobHuutea ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD. pyTUHHOrO KOHTPO-O Ans
BM3Ha4YeHHs1 Aomiwku AZBT 5-(4’-(azidomethyl)-[1,1'-
biphenyl]-2yl)-1H-tetrazole 3 ponyctumumu mexxamu (NMT
4.7 ppm) Ta BignoBigHMM MeToaoM KOHTporo(LC-MS) Ha
nigctasi pekomeHgauii EMA ctocoBHo sikocTi Ta 6e3neku
BMKOPUCTaHHS MikapcbKoro 3acoby.

3a
peuernmom

UA/5463/01/04

47.

BITAMNPOCT

niocpinizat gnsa
PO34KHyY Ans
iH'ekuin; 5 dnakoHis
3 niocpinisaTtom y
GnicTepi; no 2
Gnictepu y nayui 3

TOB "®3
"BIO®APMA

YkpaiHa

TOB "®3
"BIO®APMA"

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3miHu |l Tuny -
3miHn 3 akocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneuudikaLin Ta/abo 4ONYCTUMUX MEX, BUSHAYEHUX Y
crneundikauisix Ha A®l, abo BUXIgHUA/MPOMIXKHUIA
NpOAYKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NPOLIECI
BUPOGHMUTBa ADI (iHLLI 3MiHK).

3a
peuerimom

UA/2988/01/01




33 [TponoBkeHHs qoaaTKa 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KapTOHY OHoBReHHs po3ainy 3.2.S.4 ans 3abe3neyeHHs
BiANOBIQHOCTI AOKYMEHTIB NiANPMEMCTBA aKTyanbHUM
AOKYMEHTaM BUPOOHMKA.
48. | BITAMPOCT cynosuTopii TOB "®3 Ykpaina TOB "®3 Ykpaina BHECEHHS 3MiH A0 peecTpauiiHnx matepianis: 3minu Il Tuny - bes UA/14209/01/01
pekTanbHi; "BIO®PAPMA "BIO®APMA" 3MmiHu 3 akocTi. A®l. KoHTponb A®I. 3miHa y napameTpax peuenma
no 5 cynosutopiis y " cneundikaui Ta/abo 4oNyCTUMUX MEX, BUSHAYEHUX Y
KOHTYPHIl cneumdikauisx Ha API, abo BMXiAHUIA/NPOMIXKHWI
YapyHKOBIN NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NpoLeci
ynakosLi, no 2 BUpobHMuTBa ADI (iHLWi 3MiHWM).
KOHTYPHi YapyHKOBI OHoBReHHs po3ainy 3.2.S.4 ans 3abesneyeHHs
YMaKOBKW y Mavwi BiZNOBIOHOCTI OKYMEHTIB NiANPMEMCTBA aKTyanbHUM
AOKYMEHTaM BUPOOHMKA.
49. | BOAAHOro eKCTPaKT piakuii; no MPAT Ykpaina MPAT "®ITOPAPM" Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - bes UA/1093/01/01
NEPLIIO 25 mn y dpnakonax "®ITOPAPM AamiHicTpaTvBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peuenma
EKCTPAKT " agpecy 3asiBHMKA (BracHMKa peecTpaLiiHoro nocBig4YeHHs) -
PIOKUIA 3MiHa agpecyu 3asBHVKa. TepMiH BBEAEHHS 3MiH - MPOTAroM
6 micsAuiB nicnsa 3aTBEpAXKEHHS
50. | FABICKOH® TabneTku XyBarbHi; PekkiTT Benvka PekkiTT BeHkisep Benvka BHECEHHS 3MiH 4O peecTpauiiHMX maTtepianis: 3miHu | Tuny - 6e3 UA/6865/02/01
M'ATHI no 8 tabnetok y BeHkizep Bputanis Xenckep (KOKen) BputaHisa 3MiHn 3 akocTi. CepTudikat BignosigHocTi/lE-cepTudikat peuenma
TABJIETKU GnicTepi; no 2 abo Xenckep Nimiten BiAMOBIAHOCTI €Bponencoki apmakonei/moHorpadii.
no 3 Gnictepu B (FOKew) MogaHHA HoBoro abo oHoBReHoro cepTudikara
KapTOHHIN kopobuyj; Tlimiteq BiAMOBIAHOCTI abo BuMyYeHHs cepTudikaTa BiAgnoBiAHOCTI
no 16 Tabnetok y €sponevicbkin dapmakonei: ana A®l; ans BuxigHoro
KOHTenHepax maTepiany/peareHTy/npoMiKHOro NpPoaykTy, Lo
BVIKOPUCTOBYIOTbCA Y BUpobHUUTBI ADI; Ans AoNOMiKHOT
peyoBUHYM (cepTudikaT BiANOBIAHOCTI EBpONENCHKIN
apmakonei) - HoBuii ceptudikat Big HOBOro BUpobHMKa
(3amiHa abo JOMOBHEHHS).
MogaHHA HOBOro cepTudikarta BignoBigHOCTI €EBpoNenchKin
capmaxkonei Ne R1-CEP 2004-091 - Rev 02 ans kanbLito
kapboHaTy A®I Big HOBOro anbTepHaTUBHOIO BUPOGHMKa
J.M. HUBER MICROPOWDERS, INC., USA. 3miHu | Tuny -
3MiHu 3 akocTi. CepTudikat BignosiaHocTi/lE-cepTudikat
BiAMOBIAHOCTI €Bponencoki apmakonei/moHorpadii.
MogaHHA HOBOro abo oHoBneHoro ceptudikara
BignoBigHOCTI abo BuUMy4eHHs cepTudikaTa BignoBigHOCTI
€Bponewickkin dpapmakonei: gna A®l; anst BUxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BMKOPUCTOBYOTLCS Y BUpobHULTBI ADI; Anst JonomixxHOT
peyoBUHYM (cepTudikaT BiANOBIAHOCTI €BpONEChHKin
dapmakonei) - HoBui ceptudikat Bif HOBOro BUpobHMKa
(3amiHa abo fnonoBHeHHS). MNogaHHst HoBOro cepTudikaTta
BignoBigHocTi €Bponencoki papmakonei Ne R1-CEP 2004-
252 - Rev 01 ana A®I HaTtpito rigpokapboHaTy Big HOBOro
anbTepHaTMBHOro BupobHnka SOLVAY OPERATIONS
FRANCE, France.
51. | FABICKOH® CyCneH3isl opanbHa; PekkiTT Benvka PekkiTT BeHkisep Benvka BHECEHHS 3MiH O peecTpaLinHMx maTtepianis: 3miHu | Tuny - 6e3 UA/13393/01/01
noaBHOI ANl | no 150 mny BeHkizep Bputanisi Xenckep (KOKen) BpuTtaHis 3MiHu 3 skocTi. CepTudikaT BignosiaHocTi/lE-cepTudikat peuenma
dnakoHi 3 Xenckep Nlimiten BigMOBIAHOCTI €Bponenchkin dpapmakonei/MmoHorpadii.




34 [TponoBkeHHs qoaaTKa 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
HaHeceHo (FOKewn) MogaHHA HoBoro abo oHoBneHoro cepTudikara
POXEBOK NANIBKOK TNimiTen BiANoBigHOCTI abo BUMyYeHHs1 cepTudgikata BignoBiaHoOCTI
(6e3nocepenHbO Ha €Bponenickkin hapmakonei: gns A®l; anst BUxigHoro
cnakoH) abo y maTtepiany/peareHTy/NpoMiKHOro NPOAYKTY, WO
dNaKkoHi 3 poxxeBnm BMKOPUCTOBYIOTBCS Y BUPOOHMLTBI A®I; Ans 4ONOMIKHOT
nokpuTTAM; no 10 peyoBUHYM (cepTudikaT BigNOBIAHOCTI €BpONENCHKIn
My cawe, no 10, dapmakonei) - HoBuin cepTudpikat Big HOBOro BUPOGHMKa
12, 20 a6o 24 cawe (3amiHa abo [OMOBHEHHS!) - MOAaHHS HOBOIO cepTudikata
Y KapTOHHIln kopobui BignosigHocTi €Bponenickkin hapmakonei Ne R1-CEP 2004-
091 - Rev 02 gns kanbuito kapboHaty APl Big HoBOro
anbTepHaTnBHOro BupobHuka J.M. HUBER
MICROPOWDERS, INC., USA; aminun | Tuny - 3miHu 3
sikocTi. CepTudpikat BignosigHocTi/lE-cepTudikat
BiAMOBIAHOCTI €Bponencoki papmakonei/moHorpadii.
MogaHHA HoBoro abo oHoBreHoro cepTudikara
BignoBigHocTi abo BUNy4YeHHs cepTudikarta BianoBigHOCTI
€sponevicbkin dbapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/npoMiXKHOrO NPOAYKTY, Lo
BUKOPMUCTOBYIOTLCS Y BUPOOHULTBI ADI; ans 4ONOMiKHOT
peyoBUHYM (cepTudikaT BiANOBIAHOCTI EBpONENCHKIN
dapmakonei) - HoBuin cepTudikat Big HOBOro BUpoOHUKa
(3amiHa abo [OMOBHEHHS) - MOAaHHS HOBOIO cepTudikata
BignoBigHocTi €Bponenceki hapmakonei Ne R1-CEP 2004-
252 - Rev 01 ansa A®I HaTtpito rigpokapboHaTy Big HOBOro
anbTepHaTMBHOro BupobHnka SOLVAY OPERATIONS
FRANCE, France
52. | TABICKOH®MNO | TtabneTku xyBarbHi; PekkiTT Benuka PekkiTT BeHkizep Benuka BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 6es UA/13353/01/01
OBIAHOI Oji no 8 tabnetok y BeHkizep Bputanis Xenckep (KOKen) BpuTtaHis 3MiHu 3 akocTi. CepTudikaT BignosiaHocTi/l'E-cepTudikat peuenma
6nicTepi; no 2 abo Xenckep Nimiten BiAMOBIAHOCTI €Bponencoki papmakonei/moHorpadii.
no 3 Gnictepn y (KOKen) MonaHHs HoBoro abo oHOBMEHOrO cepTudikaTa
KapTOHHiI kopobui Nimiten BignoBigHOCTI abo BuUMy4eHHs cepTudikata BignoBiaHOCTI

€sponevicbkin dapmakonei: ana A®l; onsa BuxigHoOro
maTepiany/peareHTy/npoMiKHOro NpoaykTy, Lo
BMKOPUCTOBYIOTbCS Y BUpobHUUTBI ADI; Anst JonomixxHOT
peyoBUHYM (cepTudikat BigNOBIAHOCTI €BpONENCHKin
apmakonei) - HoBuii ceptudikat Big HOBOro BUpoGHMKa
(3amiHa abo fonoBHeHHS) - MoaaHHsA HOBOro cepTudikata
BignoBigHocTi €Bponenceki hapmakonei Ne RO-CEP 2020-
379 - Rev 00 ans kanbuito kapboHaTty ADI Big HoBOro
anbTepHaTMBHOro BupobHnka SUDEEP PHARMA PRIVATE
LIMITED, IHais, 3asBHUK nogae BignoBiaHi 3MiHW; 3MiHK |
TMny - 3MiHu 3 sikocTi. CepTudikaT BignosiaHocTi/l'E-
cepTudikaT BiaNoBiAHOCTI EBPONENCHKIN
dapmakonei/MoHorpadgii. NMogaHHA HOBOro abo OHOBNEHOTO
cepTtudikaTa BignosigHocTi abo BUNy4YeHHst cepTudikaTa
BignoBigHoCTI EBponelickkin chapmakonei: ans AdI; ans
BVXiAHOrO Matepiany/peareHTy/npoOMiXKHOTO MPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHULTBI ADI; Anst JonomixxHOT
peYvoBUWHM (cepTuUdikaT BiANoBigHOCTI €EBponenchki
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Ymoeu

Homep
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3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

aidnycky

peecmpayiliHo2o
noceio4yeHHs1

3acoby

ynakoeka)

dapmakonei) - HoBuin cepTudikaT Big HOBOro BUPOOHUKa
(3amiHa abo gonoBHeHHs) - MNoaaHHsA HoBOro cepTudikaTta
BignosigHocTi €Bponenickkin hapmakonei Ne R1-CEP 2004-
091 - Rev 02 gns kanbujto kapboHaty APl Big HoBOro
anbTepHaTMBHOro BUpobHuka J.M. HUBER
MICROPOWDERS, INC., CLLWA; 3MiHu | Tuny - 3MiHu 3
sikocTi. CepTudikat BignosigHocTi/l'E-cepTudikar
BiAMNOBIAHOCTI €Bponencokiv papmakonei/moHorpadii.
MogaHHA HoBoro abo oHoBReHoro cepTudikara
BigNoOBIigHOCTI abo BUNyYeHHs cepTudikaTta BignoBigHOCTI
€sponevicbkin dapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI; ans onoMikHOT
peyoBUHY (cepTudikaT BiANOBIAHOCTI €BpONENCHKin
dapmakonei) - HoBuin cepTudpikat Big HOBOro BUPOGHMKa
(3amiHa abo gonoBHeHHS) - MogaHHA HOBOroO cepTudikaTa
BignoBigHocTi €Bponencoki hapmakonei Ne R1-CEP 2004-
252 - Rev 01 gnsa A®I HaTpito rigpokapboHaTy Big HOBOro
anbTepHaTuBHOro BMpoGHMka SOLVAY OPERATIONS
FRANCE, ®paHuis

3a

UA/18812/01/01

53.

FACTPOTEK®

Tabnetku no 0,2 mr,
no 10 TabneTtok y
6nictepi, no 2
Gnictepu B naywi

MpAT
"dapmaueBT
n4yHa cipma

"NapHuus"

YkpaiHa

MpAT
"®apmaueBTUYHa
dipma "OapHuuga”

YkpaiHa

BHECEHHS 3MiH O peecTpauliiHMX maTepianis: 3miHu | Tuny -
3MiHuM 3 sikocTi. [oToBMI Nikapcbkuii 3aci6. KoHTponb
roToBOro nikapcbkoro 3acoby. 3miHa y meTogax
BUNPOBYBaHHS roTOBOro Nikapcbkoro 3acoby (HeaHavHa
3MiHa y 3aTBepKeHVX MeTodax BUNPODyBaHHS) -
OHOBMEHHA MeToay BuUNpobyBaHHs 113 3a nokasHWKOM
«Po34nHeHHsA», a came YCyHeHHsi po3biXKHOCTe No TeKCTy
MEeTOANKM: Hac po3vnHeHHs sunpasneHo 3 30 xB Ha 15 xB,
LLlo BignoBigae 3aTBepaXeHin cneuudikadii Ta metogy
BUNpobyBaHHs; 3MiHK | Tuny - 3MiHK 3 sikocTi. [oToBMNI
nikapcbkuii 3aci6. KoHTpornb roToBoro nikapcbkoro 3acoby.
3miHa y MeToaax BUNpobyBaHHSA roTOBOro MikapCbKoro
3acoby (He3HayHa 3MiHa y 3aTBEpMXEHNX MeTodax
BUNpobyBaHHs) - OHOBMNEHHs1 MeToay BUNpobyBaHHs 13 3a
nokasHukom «CynpoBiaHi AOMILLKWY, Y 3B’A3KY 3
BMMNPaBEHHAM HETOYHOCTEN, Lo By NOMUMIKOBO
JonyLueHi npy oopMIeHHi METOAMKN AaHOro po3ainy, a
caMe TUMOBI XpoMaTtorpamu NpPUBEAEHO Yy BiANOBIAHICTb 40
3aTBepaxeHux posainie n.3.2.P.5.3.Banigauis aHanitTnyHmnx
meToauk Ta n.3.2.P.5.6.06rpyHTYyBaHHs cneyndikadii; 3mMiHu
| Tuny - 3miHn 3 skocTi. A®L. KoHTponb A®I. 3miHa y
MeTofax BunpobysaHHs ADI abo BuUxigHoOro
maTepiany/npoMixxHOro NpoayKTy/peareHTy, Lo
BMKOPWCTOBYETLCS Y npoueci BupobHuutea A®I (iHLwi 3miHM
y MeToaax BunpobyBaHHs (BKMoYa4mn 3amiHy abo
ponoBHeHHs1) A®I abo BUXiAHOro/NpPOMiXXHOTO NPOAYKTY)
CynyTHS 3MiHa
- 3miHu 3 sikocTi. ADI. KoHTponb A®I. 3MiHa y napameTpax

cneuudikauinn Ta/abo JONYCTUMUX MEX, BUSHAYEHUX Y

peuerimom
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peecmpayiliHo2o
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cneundikauisix Ha A®l, abo BUXigHUA/MPOMIKHWIA
npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLIECI
BUpobHMLTBa ADI (iHWi 3MiHK) - aKkTyani3aLis MeToauku
KOHTponto sikocTi ADI BUpoBHuka M3 3a nokasHMKOM
«Bopar, y 3B’A3Ky 3 yTOMHEHHAM NpOBEAEHHS MeToay
KOHTPOIIO BiAMNOBIAHO 4O MaTepianis BUPOOHMKa Ta 3
ypaxyBaHHsIM pe3ynbTaTiB Banigauii aHanitTmyHoi MeTogukm

54.

FEBKAMEH

Masb, no 20 ry
KOHTENHepax

MPAT
"OITOPAPM

Ykpaina

MPAT "®ITOGAPM"

Ykpaina

BHECEHHS 3MiH 40 peecTpauinHuX maTepianis: 3miHu | Tuny -
AOMiHiCTpaTVBHI 3MiHW. 3MiHa HalMeHyBaHHs Ta/abo
agpecw 3asiBHMKa (BNnacHWKa peecTpauiiHoro nocBig4eHHs)
3MiHa agpecu 3asiBHUKa - 3MiHW BHECEHI B pO34in
"Micue3HaxooKeHHS 3asBHUKA" B iIHCTPYKLUiIO ANS MeaN4Horo
3acTocyBaHHs Nikapcbkoro 3acoby y 3B'A3Ky 3i 3MiHO
agpecwu 3asiBHVKa. BBeaeHHs 3MiH npoTArom 6-Tv micsauis
nicnsi 3aTBEpOXEHHS.

be3
peuenma

UA/8241/01/01

55.

FENAON®®

NMOPOLLOK Ans
PO34MHY Ans
iH'ekuin, no 942,05
MF MOPOLLKY Y
dnakoHi; no 1, 5
abo 10 dpnakoHiB y
KapTOHHIN ynakoBuj

TOB
«BANAPTIH
DPAPMA»

Ykpaina

BMPOBHMLTBO,
nakyBaHHs1,
KOHTPOMb AKOCTI:
TOB "®APMEKC
FPYIM", Ykpaina
BUPOGHMLTBO,
nakyBaHHs1,
KOHTPOMb SKOCTI:
TOB "HaykoBo-
BMPOGHMYa
KOMMaHis
"IHTepdapmbioTek”,
YkpaiHa
BUNYCK cepii:
TOB «BAJTAPTIH
®APMA», Ykpaina

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHMX maTepianis: 3miHum | Tuny -
3MiHn 3 gKocTi. FoToBUIA Nikapcbkui 3acid. 3miHu y
BUPOBGHMUTBI. 3amiHa abo BBeAeHHS 404aTKOBOT AiNbHULI
BMPOBHMLUTBA AN YacTMHM abo BCbOro BUPOBHNYOro
npoLuecy roToBOroO JikapCbKOro 3acoby (JinbHuUUs, Ha sKin
npoBoaaTbes 6yab-aki BUPOOHMYI cTagii, 3a BUHATKOM
BUWMYCKY Cepii, KOHTPOMIO SKOCTi Ta BTOPMHHOIO MaKyBaHHSA
Ans CTepunbHKX NiKapCbkux 3acobiB (BKMHOYao4n BUpobneHi
acenTUYHUM MeTodoM), KpiM Nikapcbkux 3acobis
6ionoriyHoro/imyHonoriYHoro noxoaxeHHs) CynyTHS 3MiHa -
3MiHu 3 gKocTi. FoToBMIA Nikapcbkuii 3acid. 3miHn y
BMPOGHMUTBI. 3amiHa abo BBeAEHHS 40OATKOBOI AinbHUL
BMPOBHMLUTBA ANA YacTMHM abo BCbOro BUPOBHNYOro
npoLecy roToBoro fikapcbkoro 3acoby (AinbHuUs ons
BTOPWHHOIO NMaKyBaHHS) BBEAEHHS OAATKOBOI OiNbHULI
BUPOOHMLTBA, BiANOBiAaNbHOI 3a BUPOOHULTBO Ta
nakyBaHHs J13: TOB «HaykoBo-BMpobHn4a KomnaHis
«IHTepdapmbioTek», YkpaiHa. BBegeHHs nonatkoBoi
AiNbHULi BUPOBHMLTBA ANst BCbOro BUPOBGHMYOro npoLiecy
rOTOBOrO MiKapCbKOro 3acoby Ta sk HacnigokK -
3aTBEPAKEHHS TEKCTY MapKyBaHHS YNakoBKW Anst HOBOI
BUPOGHMYOI AinbHUL.
3miHu | TMny - 3miHKM 3 AkocTi. FoToBUIA Nikapcbkuii 3acio.
3MiHu y BUpOGHMUTBI. 3MiHa iMnopTepa/3miHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOMIO SKOCTi FOTOBOrO
nikapcbKkoro 3acoby (3amiHa abo fogaBaHHA ginbHULI, Ha
SIKil 30ICHIOETBCSA KOHTPOIL/BUNPODYBaHHS cepii) BBEAEHHSI
[0AaTKOBOI AiNbHULI, Ha KN 30iINCHIOETLCS KOHTPOIb SKOCTI
M3: TOB «HaykoBo-BUpOOHMYa KOMMaHis
«IHTepdapmbioTek», YkpaiHa. 3miHu | Tuny - 3miHuM 3 sKOCTi.
oToBMI Nikapcbkuii 3aci6. KoHTpornb roToBoro nikapcbkoro
3acoby. 3miHa y MeTogax BMNpobyBaHHsi rOTOBOrO
nikapcbkoro 3acoby (iHLi 3MiHM y MeToax BUNpobyBaHb
(BKknrOYaK4M 3amiHy abo JONOBHEHHS))

3a
peuernmom

UA/5324/01/01
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3anpornoHOBaHO BHECEHHS YTOYHEHHS LLIOAO eTanoHHOMo
PO3UKHY, KW 3aCTOCOBYETLCS NPU BUNPODBYBaHHi 3a
nokasHukom «KonboposicTtb» (EP*, 2.2.2), a came
3a3Ha4veHo: 3abapBneHHsl Po3ynHy Mae byTu He
iHTEHCMBHILLMM 32 3a6apBeHHs eTanoHHoro posyuHy R5.
56. | FEPUENTUH® PO34MH Anis iH EKUIN, TOB «Pouw YkpaiHa BupobHuLTBO LLiseviapis BHECEHHS1 3MiH [0 peecTpauiiHux maTepianis: 3amMiHa 3a UA/14303/01/01
600 mr/5 mn; 1 YkpaiHa» HeposdacoBaHoi 3assHuka 13 (MIBI) (BnacHuka peecTpauinHoro peuenmom
dNaKkoH 3 pO34YNHOM nNpoaykKuii, nocsigyeHHs) (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460).
Y KapTOHHIln kopobui nakyBaHHS, BBefeHHs 3MiH NpoTArom 6-Tv MicAUB Nicns 3aTBEPOXKEHHS;
BUNPOOYBaHHSA 3MiHu | Tuny - 3miHK Wwopao 6esnekn/eddekTUBHOCTI Ta
KOHTPOMO SIKOCTI, dapmakoHarnsay. BeegeHHs abo 3MiHM 4o y3aranbHeHuX
BUMYCK Cepil: [aHuX Npo cuctemy dhapmakoHarnsay (BBeAeHHst
& . XopdpmaHH-J1s y3aranbHeHMX faHuX Npo cucTemy hapmakoHarnsgy, amiHa
Pow JiTg, YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
LLisenuapis dapmMakoHarnagy; KoHTakTHoi ocobu 3 hapmakoHarnsgy
BunpobyBaHHs 3aaBHMKa 4NN 34iNCHEHHs hapMmakoHarnagy B YKpaiHi, AKwo
KOHTPOIO SIKOCTi: BOHa BiAMiHHa Bif YNOBHOBa)XeHOI 0cobu, BiAMOBIAanbLHOI 3a
& . XopdpmaHH-J1s 3piicHeHHs hapmakoHarnagy (BKMoYa4m KOHTaKTHI gaHi)
Pow ITg, Ta/abo 3MiHM y po3MilLeHHI MacTep-daina cuctemm
LLisenuapis apmakoHarnsagy) - 3MiHa ynoBHOBaXeHOT 0cobu 3asBHMKa,
BignosigansHoi 3a hapmakoHarnag. fitova pegakuia: Dr
Birgitt Gellert. MponoHoBaHa pegakuisi: JloyeHko OneHa
BonoavmupiBHa. 3MiHa KOHTaKTHUX AaHWNX YNIOBHOBaXXEHOT
ocobu, BignoeigansHoi 3a hapmakoHarnsg. 3miHa
MicLle3HaxooKeHHs MacTep-channa cuctemm
dapmakoHarnagy Ta noro Homepa. 3MiHa MicLs 34iINCHEHHS
OCHOBHOI AiaNbHOCTI 3 dapmMakoHarnsgy
57. | TMNIKNA3UA- Tabnetku 3 TOB «TeBa Ykpaina BankaHdapma - Bonrapis BHECEHHS 3MiH 0 peecTpaLiiHMX MaTepianis: 3miHu | Tuny - 3a UA/16821/01/02
TEBA MR MoaMdikoBaHUM YkpaiHa» OynHuus AT 3MmiHu 3 AkocTi. FoToBUIA Nikapcbkuii 3acib. Cuctema peuernmom
BUBIMTIbHEHHAM, MO KOHTeWHep/3aKynoptoBanbHuii 3acit. 3miHa po3mipy
60 mr; mo 10 yNaKoBKM roTOBOro MikapCbKoro 3acoby (3MiHa KinbKOCTi
Tabnetok y 6nictepi; oAvHULL (Hanpuknag TabneTok, amnyn TOLLO) B YNaKoBLyi:) -
no 3 abo no 9 3MiHa nosa Aiana3oHoM 3aTBEpPOXKEHMX PO3MIPIB YNaKOBKU -
Gnictepn y kopobui [ofaBaHHsi HOBOrO po3Mipy ynakoBku: no 10 TabneTtok y
6nicTepi; no 9 6nicTepiB B KapTOHHI kopobLi, 3
BiQMNOBIAHMMU 3MiHaMK Jo po3ainy “Ynakoska” MKA N3, 6e3
3MiHN NEPBUHHOIO NakyBanbHOro Matepiany: 3MiHU BHECEHI
B IHCTPYKLUIiO ANST MEAWNYHOrO 3aCTOCYBaHHS MiKapCbKoro
3acoby y po3ain "YnakoBka" (ZogaBaHHs HOBOIO po3mipy
ynakoBku). BBeeHHsi 3MiH npoTsirom 6-T1 MicauiB nicns
3aTBEpPAKEHHSA
58. | TMIOKOBAHC® | Ttabnetku, BKpUTI Mepk CaHTe PpaHuis Mepk CaHTe ®paHuis BHECEHHS 3MiH [0 peecTpauiiHux maTepianis: 3miu Il Tuny 3a UA/5390/01/02
NniBKOBOKO c.a.c. - 3MiHu wopno 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. peuenmom

o6onoHkoto, no 500
mr/5 mr; no 15
TabneTtok y onictepi;
no 2 6nictepu B
KapTOHHiIl kopobuyj;
no 20 Tabnetok y

3MiHU y KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUIT ANs MEAWYHOro 3aCTOCYBaHHSA Y
3B’A3KY i3 HOBYMMW JA@HUMU 3 SIKOCTi, AOKIiHIYHUMNA,
KMiHIYHUMW JaHUMK Ta AaHMK 3 dhapmakoHarnsagy - 3MiHu
BHECEHO B iHCTPYKLtO ANSi MEAWNYHOrO 3aCTOCYBaHHS
nikapcbKkoro 3acoby o posginis "OcobnmeocTi
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Gnictepi; no 3 3acTtocyBaHHA" Ta "lMobGiyHi peakuii”. BBegeHHs 3MiH
6nictepu B npoTarom 6-Tn MicsuiB nicns 3aTBepaXeHHs
KapTOHHI Kopobui
59. | TMIOKOBAHC® | Ttabnetku, BKpUTI Mepk CaHTte PpaHuis Mepk CaHTte ®paHuis BHECEHHS 3MiH A0 peecTpauiiHnx matepianis: 3miHu |l Tuny - 3a UA/5390/01/01
NNiBKOBOIO c.a.c. 3miHu Wwopao 6e3nekn/eddeKTMBHOCTI Ta hapMakoHarnsay. peuenmom
o6onoHkoto, no 500 3MiHM y KOPOTKi XapaKTepucTu1Li Nikapcbkoro 3acoby, TEKCTI
mr/2,5 mr; no 15 MapKyBaHHS Ta iHCTPYKUIT A4NA MeANYHOro 3acTOCYyBaHHS Y
TabneTtok y 6nictepi; 3B’A3KY i3 HOBYMMW JA@HUMWU 3 SIKOCTi, AOKNIHIYHUMNU,
no 2 6nictepu B KNiHIYHUMKU JaHUMK Ta gaHuMn 3 hapmakoHarnsgy. 3MiHn
KapTOHHi KOpoOLyi; BHECEHO B iHCTPYKLiO ANS Me4MYHOro 3aCTOCyBaHHS
no 20 Tabnetok y nikapcbkoro 3acoby ao posainis "OcobnusocTi
Gnictepi; no 3 3actocyBaHHsA" Ta "lMo6GiyHi peakuii”. BBegeHHs 3MiH
Gnictepu B NPOTArom 6-Tn MicsUiB NicNsa 3aTBepAXeHHS
KapTOHHIN kopobui
60. | FPUNNOCTAL crpei HasanbHUi, CTAOA Hime4uuH CTAOA HimeyunHa/ BHECEHHS 3MiH 40 peecTpauinHmx maTtepianis: 3miHu Il Tuny 6es UA/16231/01/02
® PUHO po3unH 0,1%; no 15 ApuHanmiTT a ApuHanmittens Arl, Icnanis/ - 3MiHu 3 akocTi. FoTOBMIA NiKapCbkuii 3aci6. 3miHn y peuenma
MAPITIM My donakoHi; no 1 enb Al' HimeyuumHa (Bunyck YopHoropis BMPOBHMUTBI. 3MiHM y NpoLeci BUPOGHMLITBA rOTOBOIO
cnakoHy B cepint); Ypcadapm nikapcbkoro 3acoby, BKIoYayy NPOMIKHUA NPOAYKT, LLO
KapTOHHiIN kopoOLi ApuHaimiTTenb 3aCTOCOBYETBLCS NMPU BUPOOGHULITBI FOTOBOIO IikapCbKOro
'm6X, HimevunHa 3acoby (cyTTeBa 3miHa y npoLieci BUPOOHMLITBA, sika MOXe
(BMPOGHMLITBO MaTu iCTOTHMI BMMB Ha siKiCTb, 6e3neKy Ta edeKkTUBHICTb
Hepo3dacosaHoro nikapcbkoro 3acoby) BHeceHHs 3MmiH y npouec BMpobHuuTBa
NPOAYKTY, NEPBUHHE M3, a came- 3aTBEPAKEHHSA anbTepHaTUBHOIO
Ta BTOPUHHE noctayanbHuka inbTpis- Domnick Hunter. Po3mip
nakyBaHHs, DINbTPYHOYOro eneMeHTy He 3MIHIETBCS. BiacyTHi 3miHu
KOHTpPOrb Cepilt); nopucTocTi dinbTpa. Po3mip nop 3anuiaeTscs 0aHakoBUM
SAMAP XENC ans Beix 3 a3 ginbTpadii:- 0.1 MkM Ansa dinbTpauii
KEAP CEPBICI3 MOpCbKOi BoaM, 0.2 MKM Ans noABiMHOI hinbTpalii Big
MAOPWVO, CAY., niAroToBKM A0 NpunmarnbsHoro pesepsyapy, 0.1 Mkm ans
Icnanis OCTaTOYHOI CTEPUnbHOI inbTpaLii nepea HanoOBHEHHAM.
(BUpOBHMLTBO BiacyTHi 3miHM y KOHCTpPYKLUIi chinbTpa. Ha BCix Tpbox
Hepo3dacoBaHoro CTyneHsx dinbTpauii OyayTb BUKOPUCTOBYBaTUCS ABOLLAPOBI
NPOAYKTY, NEPBUHHE MeMOpaHHi inbTpu
Ta BTOPUHHE
nakyBaHHs,
KOHTpOrb cepiit);
XeMOMOHT 4.0.0.,
YopHoropis
(BUpPOBHMLTBO
Hepo3dacoBaHoro
nNpoaykTy, NepBUHHE
Ta BTOPUHHE
nakyBaHHs1)
61. | FPUNNOCTAA rpaHynu ons CTAOA HimeyumH JlosaH ®apma M'mbX HimeuunHa BHECEHHS 3MiH O peecTpaLiiHMX maTtepianis: 3miHu | Tuny - 6e3 UA/17148/01/01
® C by oparnbHOro Po34nHy; ApuHanmitt a , Himewunna 3miHu wopo 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay. peuenma
no 2,02 ry cTik- enb Al (BMPOGHMLITBO BBeneHHs abo 3MiHM 00 y3aranbHEeHUX 4aHWX Npo CUCTEMY
nakeTuky; no 12 Hepo3dacoBaHoro dapmakoHarnsay (BBeAeHHS y3aranbHeHUX A4aHuX Npo

CTiK-MaKeTuKiB y
KapTOHHI kopobui

NPOAYKTY, NEPBUHHE
Ta BTOPUHHE

cucTemMy chapMakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
BiZNOBIgaNbHOI 3a 34iMCHEHHS hapMaKoHarnsay; KOHTAKTHOI
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nakyBaHHs, ocobu 3 hapmakoHarnagy 3asBHuUKa ONs 3AINCHEHHS
KOHTpPOIb Cepilt); dapmakoHarnsagy B YKpaiHi, KO BOHa BiAMIHHA Bif
JlosaH ®apma M'mbX YNOBHOBa)eHOT 0cobu, BignoBigansHoi 3a 34iMCHEHHS
, HimeuunHa dapmakoHarnagy (BKrovarymn KOHTaKTHI AaHi) Ta/abo 3MiHK
(nepBuHHe Ta y PO3MiLLieHHi MacTep-darina cuctemu dapmakoHarnagy).
BTOPUHHE 3MiHa ynoBHOBa)keHOi 0cobu 3asiBHMKa, BiANOBiAanbHOI 3a
nakyBaHHs, dapmakoHarnsa;
KOHTpOnb/BMNpobyB Nitoua pepakuis: [1-p Ppegepika KnaiH. NponoHosaHa
aHHs cepin); CTAOA pegakuis: [-p AHgpeac IBaHoBMY. 3MiHa KOHTAKTHUX AaHUX
ApuHanmittens Arl, yNOBHOBa)eHOi 0cobu, BignosigansHoi 3a dhapMmakoHarnag,.
HimeyuumHa (Bunyck 3MiHa KOHTaKTHOI 0cobu 3asiBHMKA, Bi4MOBIAANbHOI 3a
cepin) chapmakoHarnag B YKpaiHi.
[itoya pepakuisn: Mpycbkuii Ctanicnas Bonoammuposumy.
MponoHoBaHa pepakuisi: oy TeTsiHa KOpiiBHa. 3MiHa
KOHTaKTHMX JAaHUX KOHTaKTHOI 0COBU 3asiBHUKa,
Bi4noBiganbHOI 3a hapmakoHarnag B YKpaiHi.
62. | DAMBOBET Ma3sb; no 15 rabo 30 | JIEO dapma Oania JIEO Na6opartopic Ipnangis BHECEHHS 3MiH O peecTpauiHMX maTtepianis: 3miHu | Tuny - 6e3 UA/7276/01/01
r masiy Ty6i; no 1 A/C Timiten 3miHun 3 skocTi. CepTudikat BignosigHocTi/l'E-cepTudikat peuenma

TyGi y KAPTOHHIN
Kopobui

BigNoOBIigHOCTI €Bponeichkin thapmakonei/MoHorpadii.
MogaHHA HOBOro abo oHoBneHoro ceptudikara
BignoBigHoCTi abo BUNyYeHHs cepTudikaTta BignoBigHOCTI
€Bponeiickkin hapmakonei: gns A®l; ans BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BMKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; Ans JonomixxHOT
peyvoBUHM (CepTUdikaT BiaNoBigHOCTI €Bponenchkin
dapmakonei) - OHoBneHW cepTudikat Bif yxe
3aTBepAKeHoro BUpobHuka - MNoaaHHs OHOBMEHOro
cepTtudikaTa BignosigHocTi €Bponeiicbkini hapmakonei Ne
R1-CEP 2005-145 - Rev 01 (3aTBepaxeHo: R1-CEP 2005-
145 - Rev 00) ans gitovoi peyoBuHm Calcipotriol
monohydrate Big BXe 3aTBepKeHoro BupobHvka LEO
PHARMA A/S, Denmark. Ak Hacnigok, 3amMiHa Ha3Bu
BUpOGHKKa (3aTBepmkeHo: LEO Pharmaceutical Products
Ltd. A/S (LEO PHARMA A/S); 3anponoHoBaHo: LEO
PHARMA A/S); 3milu | Tuny - 3miHn 3 akocTi. CepTudikar
BignosigHocTi/lE-cepTudikat BignosigHocTi €Bponenchbkin
apmakonei/MmoHorpadii. NMogaHHA HoBoro abo OHOBNEHOTO
cepTtudikaTa BignosigHocTi abo BUNyyYeHHs cepTudikaTta
BignoBigHoCTI €Bponelickkin dhapmakonei: ans AdDl; ans
BUXiHOTO MaTepiany/peareHTy/npoMiKHOIO NPOAYKTY, LLO
BVIKOPVCTOBYIOTbCS Y BUpobHUUTBI API; ons JonoMikHOT
peyvoBUHM (cepTuUdikaT BiaNoBigHOCTI €EBponenchki
apmakonei) - OHoBReHU cepTudikat Bif yxe
3aTBepOkeHoro BUpobHuka -logaHHA OHOBMNEHOTO
cepTtudikaTa BignosigHocTi €Bponeiickbkin dhapmakonei Ne
R1-CEP 2002-031 - Rev 02 (3aTBepaxeHo: R1-CEP 2002-
031 - Rev 01) ans gitoyoi pevoBunHn Betamethasone
dipropionate Big Bxe 3aTBEpaxeHoro BupobHuka CRYSTAL
PHARMA S.A.U., IcnaHisi; 3MiHu | Tuny - 3MiHK 3 siKOCTi.
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

Ceptudbikat BignosigHocTi/E-cepTudikaT BignoBigHOCTI
€sponewicbkin apmakonei/moHorpadii. NogaHHA HoBOro
abo OHOBMEHOro cepTudikaTta BiANoOBIAHOCTI 200 BUITyYEHHSI
cepTudikaTta BignoBigHOCTI €Bponenchkin dapmakonei: 4ns
A®I; onsa BuxigHoro matepiany/peareHTy/npOMIKHOIO
NpoaykKTy, L0 BUKOPUCTOBYIOTLCS y BUPOOHMLTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT BignoBigHOCTI
€sponelicbkin hbapmakonei) - OHoBrneHWn cepTudikaT Big
yXe 3aTBepakeHoro BupobHuka - lNogaHHA OHOBREHOro
cepTudikaTa BignoBigHoCTi €Bponewchkin dapmakonei Ne
R1-CEP 2000-223 - Rev 03 (3atBepaxeHo: R1-CEP 2000-
223 - Rev 02) ans gitoyoi pevoBnHn Betamethasone
dipropionate Big BXe 3aTBepmpkeHoro BupobHmka SICOR
S.R.L,, Italiy; 3mihm | Tuny - 3minm 3 gkocTi. CepTudikar
BignosigHocTi/lE-cepTudikaTt BignoBigHocTi €Bponenchkii
dapmakonei/MoHorpadii. NMogaHHs HOBOro abo OHOBNEHOMO
cepTtudikaTa BignoeigHocTi abo BUNy4YeHHs cepTudikata
BignoBigHoCTi €Bponeichkin thapmakonei: ans Adl; ans
BMXiQHOro Matepiany/peareHTy/NpoMiXKHOro MPOAYKTY, L0
BMKOPUCTOBYIOTbCA Y BUpobHUUTBI ADI; Ans AONOMDKHOT
pevoBUHYU (cepTudikaT BiaNoBIAHOCTI €BpONENCHKi
dapmakonei) - OHoBneHUn cepTudikar Big yxe
3aTBEpAKEHOro BUPOOHUKA - [NogaHHA OHOBEHOro
cepTudgikaTa BignoBigHoCTi €Bponeichkin dapmakonei Ne
R1-CEP 2000-223 - Rev 04 ans gito4oi pevyoBuHU
Betamethasone dipropionate Big Bxe 3aTBepmkeHoro
BMPOGHMWKa, sIK HAacnigok, 3aMiHa Ha3Bu BnacHuka CEP
(3aTBepmxeHo: SICOR S.R.L., ltaliy; 3anponoHoBaHo: Teva
Pharmaceutical Industries Ltd., Israel); amiHu | Tuny - 3miHu 3
sikocTi. CepTudikaT BignosigHocTi/lE-cepTudikat
BigMNoBigHOCTI E€Bponenchkii papmakonei/MmoHorpadii.
MogaHHA HOBOro abo oHoBMeHoro cepTudikara
BignoBigHOCTI abo BuUMy4eHHs cepTudikata BignoBiaHOCTI
€sponevicbkinn dpapmakonei: ans A®l; ons BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BVKOPUCTOBYIOTbCA Y BUpobHUUTBI ADI; Ans AoNOMiKHOT
peyvoBUHM (CepTUdikaT BiaNoBIigHOCTI €Bponenchki
dapmakonei) - OHoBReHu cepTudikaT Bif yxe
3aTBepOkeHoro BUpo6HuKa - MogaHHA OHOBMEHOTO
cepTudikaTa BignosigHocTi €Bponeiickbkin hapmakonei Ne
R1-CEP 2000-223 - Rev 05 ans gito4oi pe4yoBuHM
Betamethasone dipropionate Big Bxe 3aTBepmkeHoro
BUpoGHMKa Teva Pharmaceutical Industries Ltd., Israel

63.

OANAUWH
NIXBOBUIA
KPEM

KPeM BariHanbHun 2
%; no 20 r y Ty6i; no
1 1y6i pasom 3 3
annikatopamu B
KapTOHHiI kopobui

Mdparizep
IHK.

CLA

dapmauis i AngxoH
Komnani J1IJ1C

CLA

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3amiHu | Tuny -
AamiHicTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHs Ta/abo
agpecu Micusi NPoOBaPKEHHS AiSNbHOCTI
BMpOGHVKa/iMnopTepa roToBoro Nikapcbkoro 3acoby,
BKIOMAK4M AinbHUL BUNYCKY cepii abo MicLie npoBeAeHHs
KOHTPOIIO SIKOCTI. (AiiNbHICTb, 3a sIKy Bignosigae

3a
peuerimom

UA/1903/03/01
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BUPOGHMK/IMNOPTEP, BKIOYAKYM BUMYCK Cepilt) - 3MiHa
Ha3BW Ta pefakuiiiHi 3MiHu y agpeci BupobHuka M3 Ha
aHrnincbKin MoBi. 3MiHW BHECEHO B iHCTPYKLUito Ans
MeAMYHOro 3aCTOCyBaHHs! NikapcbKoro 3acoby y po3ainu
«BupobHuKk» Ta «Micue3HaxogkeHHs1 BUpoOHuKa Ta agpeca
MicLS NpoBadXeHHS Noro AisnbHOCTi». BBeaeHHS 3MiH
npoTsrom 9-Tm MicsiLiB nicnsi 3aTBEPAKEHHS
64. | AEKCAMETA3 Kpanni o4Hi 0,1% no TOB "®3 Ykpaina TOB "®3 Ykpaina BHECEHHS 3MiH [0 peecTpauiiHix martepianis: 3miHu | Tuny - 3a UA/8384/01/01
OH-BIO®PAPMA | 10 mny "BIO®APMA "BIO®APMA" 3MiHuM 3 akocTi. [oToBMI Nikapcbkuii 3acit. KoHTpornb peuenmom
NnacTMKoBOMY " OOMOMDKHUX peYOBUMH. 3MiHa y MeTogax BUNpobyBaHHs
dnakoHi; no 1 [OMOMIXKHOI peqoBUHU (iHLWi 3MiHW Yy MeTofax BUNpobyBaHHs
cdnakoHy B nayi 3 (BKntoyatoum 3amiHy abo gogaBaHHs)) - BHeceHHs 3MiH go
KapTOHY p.3.2.P.4 KOHTpONb AONOMIXXHMX PEYOBUH, a came -
npuBeAeHHS MeTOAY KOHTPOIto AKoCTi «KinbkicHe
BU3Ha4yeHHs» Cn. 5.14-01-57 «Hatpito TeTpabopat
nekarigpat» go sumor EP, «Borax» 0013
65. | AEPMACAH pigvHa HawkipHa, no MPAT Ykpaina MPAT "®ITOPAPM" Ykpaina BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis: 3miHu | Tuny - bes UA/0443/01/01
50 mn y cdonakoHax; "®ITOPAPM ApOMiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo peuenma
no 50 mn a6o 100 " agpecy 3asiBHMKA (BNacHyKa peecTpaLiiHoro NocBigYeHHs)
My donakoHi; o 1 3MiHa agpecy 3asiBHMKa. 3MiHM BHECEHI B PO34in
bnakoHy y nadui 3 "Micue3HaxomKeHHS 3asBHUKA" B iIHCTPYKLO ANs Megu4Horo
KapTOHY 3aCTOCyBaHHS NikapcbKoro 3acoby y 3B'A3Ky 3i 3MiHO
agpecwu 3asiBHVKa. BBegeHHs 3MiH NnpoTarom 6-Tv micsauis
nicnsi 3aTBEpOXKEHHS.
66. | IXAPOIHC® TabneTkn, BKpUTI BepiHrep HimeuumnH BupobHuuTBo, HimeyumHa BHECEHHS 3MiH 0 peecTpauiiHnx martepianis: 3amiHu | Tuny - 3a UA/14980/01/01
NniBKOBOKO IHrenbxanm a nakyBaHHS, 3MiHu 3 akocTi. [oToBMI Nikapcbkui 3aci6. 3MiHK y peuenmom
obonoHkolo, no 25 IHTepHeLHn MapKyBaHHS, BMPOGHMUTBI. 3amiHa abo BBeAEHHS 40OATKOBOI AiNbHULI
mr, no 10 TabneTok m6X KOHTPOIb SIKOCTI, BUPOOHMLTBA AN YaCTUHM abo BCbOro BUPOBHMYOrO
y nepdopoBaHoMy BUMYCK cepii: npoLecy roToBOro fikapcbkoro 3acoby (AinbHuUs ons
6nicTepi; no 1 abo 3 BepiHrep BTOPWHHOIO NaKyBaHHS1) - BBEAEHHS [OAaTKOBOI OiNbHUL
Gnictepn y IHrenbxanv ®apma BMpobHMUTBa PotTeHgopd Papma MMEX, Am ®dnenrenpgan
KapTOHHIN kopobLyi v6X i Ko. KT, 3, 59320 EHHirepnox, HimewuunHa, BignosiganbHoi 3a
HimeyuunHa BTOPWHHE NaKyBaHHsi, MapKyBaHHs J13. BBegeHHs 3MiH
AnbTepHaTuBHa npoTArom 6-Tu MicsUiB Nicns 3aTBepaKeHHS; 3MiHu | Tuny -
OinbHUUS ans 3MiHuM 3 akocTi. [0ToBMI Nikapcbkuii 3acib. 3miHn y
BTOPUHHOIO BMPOGHMUTBI. 3amiHa abo BBeAEHHS 40OATKOBOI AinbHUL
nakyBaHHsi: BMPOBHMLTBA ANA YacTMHM abo BCbOro BUPOBHUYOro
dapwmior dapma npoLecy roToBOro fikapcbkoro 3acoby (ginbHuUs ons
TNoxicTik MMGBX, NepPBUHHOIO NaKyBaHHs1) - BBEAEHHS OAAaTKOBOI AiNbHUL
HimeuunHa BUpo6HMLUTBa PotTeHgopd Papma MMEX, Am Pnenrengan
abo 3, 59320 EHHirepnox, HimeuyurHa, BignosigansHoi 3a
LteremaHH nepBuHHe nakyBaHHs J13. BBeaeHHst 3amMiH npoTsirom 6-Tu
JIbOHepnaKkyHreH MicsLiB nicnsi 3aTBEpKEHHS; 3MiHM | Tuny - 3MiHM 3 SIKOCTI.
yHA JloricTiwep ["'oToBMI Nikapcbkuin 3aci6. 3MiHM Yy BUPOOHMLTBI. 3amiHa
Cepsic e. K., abo BBeeHHs 4OAaTKOBOI AiNbHULI BUpOOHULTBA ANS
HimeyunHa YacTMHKU abo BCbOro BUPOBHMYOro MpoLiecy roToBOro
MepBuHHE Ta nikapcbkoro 3acoby (QinbHMLA, Ha SKii NpoBOAATLCS Byab-
BTOPUHHE sIKi BUpOOHWYI cTafii, 3a BUHSATKOM BUMYCKY Cepiii, KOHTPOItO
nakyBaHHs, SIKOCTi, NEPBMHHOIO Ta BTOPMHHOIO NaKyBaHHS, Ans
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n 3acoby ynakoeka) noceio4yeHHs1
MapKyBaHHS: HecTepurbHUX Nikapcbkux 3acobiB) - BBeAEHHS 4oAaTKOBOT

PotteHgopd ®apma
'M6X, HimeyunHa
BupobHuLTBO
TabneTok "in-bulk",
KOHTPOMb SKOCTi (3a
BUHSITKOM TECTY
"MikpobionoriyHa
yucroTa"), BUNycKk
cepii):
PotteHgopd ®apma
'M6X, HimewunHa

AinbHULi BUpobHuuTtea PotteHaopd ®apma MvbX,
OcteHdenbaep LWrpacce 51-61, 59320 EHHirepnox,
HimeuuunHa, BignosigansHoi 3a BUPOOHULITBO TabneTok «in-
bulk». BBeaeHHsi 3MiH npoTaromM 6-Tn micsAuiB nicns
3aTBEPYKEHHS; 3MiHM | TUNy - 3MiHK 3 aKoCTi. [oTOBMIA
nikapcbkuii 3aci6. 3miHn y BUpoOHMUTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYIOTLCS BUMYCKY cepii Ta
KOHTPOIO AKOCTi FOTOBOrO Nikapcbkoro 3acoby (3amiHa abo
[oAaBaHHA BUPOOHWMKa, WO BiAMoBigae 3a BBe3eHHs Ta/abo
BWMNYCK cepii) - Bkntoyaoumn KoHTponb/BnunpobyBaHHs cepil -
nofaBaHHs BUpobHuka PotteHgopd ®apma M'vbX,
OcteHdenbaep LWrpacce 51-61, 59320 EHHirepnox,
HimeuuunHa, BignoBiganbHOro 3a KOHTPOIb AKOCTI (3a
BUHATKOM TecTy «MikpobionoriyHa unctoTa»), BUNycK cepii
J13. 3MiHM BHeCeHi B iHCTPYKLi0 AN MeguyHoro
3acTocyBaHHS Y po3ainv «BupobHuk» Ta
«MicuesHaxomkeHHs BUPOOHMKa Ta agpeca Micus
NPOBafXXeHHA NOro AisiNbHOCTI» 3 BiANOBIAHUMUW 3MiHAMK Y
TEKCTi MapKyBaHHS YNaKkoBKW fikapCbKOro 3acoby
(nopmaBaHHsi BUpoOHUKa). BBegeHHs1 3MiH NpoTsirom 6-tu
MicsiLiB nicnst 3aTBepoKEHHST; 3MiHM | TUny - 3MiHM 3 SIKOCTI.
[oToBMI Nikapcbkui 3aci6. 3MiHM Yy BUPOOHMLTBI. 3MiHa
po3mipy cepii (Bkntoyaoum giana3oH po3Mipy cepii) roToBoro
nikapcbkoro 3acoby (36inbweHHs Ao 10 pasiB NOpiBHSHO i3
3aTBEpAKEHM po3MipoMm) - 36inbLUeHHS po3mipy cepii (y 4
pa3n) o 904 ta 906 kr Ans roToBoro nikapcbkoro 3acoby,
BUroTOBINEHNX Ha PoTTeHaopd Papma M'm6X, HimeuunHa,
NOPIBHAHO 3 PO3MipOM cepii 226 Kr AN roToBoro
nikapcbkoro 3acoby, BupobneHoro Ha bepiHrep IHrenbxanm
dapma M'M6X i Ko. KIM, HimevunHa.

BBeneHHs 3MiH NpoTArom 6-Ty MicALIB MiCNs 3aTBEPAXKEHHS;
3MiHn | TUny - 3MiHK 3 sikocTi. FoTOBMI Nikapcbkuii 3aci6.
3MiHu y BUpOGHMUTBI. 3MiHM y npoLeci BUpOGHMLTBA
rOTOBOrO MiKapCbKOro 3acoby, BKIOYaoUM MPOMIKHUI
NPOAYKT, L0 3aCTOCOBYETLCA NPV BUPOOHULTBI rOTOBOTO
nikapcbkoro 3acoby (iHLWi 3MiHK) - He3HaYHi 3MiHM B NpoLeci
BMpO6HMLUTBa J13 BUpobneHnx Ha BUPOBHNYMX MOTYXXHOCTSX
Pottengopd Papma M'mbX, HimeyunHa, a came: - po3mip
OTBOPIB CMTa ANsi nonepeaHbOoro NpocitoBaHHSA JOMOMIKHUX
PEYOBVH a4anToBaHO B 3aNeXHOCTi Bif, kanibpyBaHHSA
obnagHaHHs. - AganTauis pobo4yoro koneca gns
rpaHynsuiiHoro npouecy. -BctaHoBNeHHs1 Ha BUPOGHMYI
AinbHULi PotTengopd ®apma M'mbX, HimewunHa npamoi
nepefavi (4epes TpybonpoBoan) BOIOroro rpaHynsATy Big,
3MillyBaya 3 BUCOKMM 3CyBOM [0 CyLlapku. - AganTauis
napamMeTpiB 3MillyBaHHSA Ta Yyacy Arns npoLecy 3MillyBaHHs
(nonepefHe 3MilyBaHHS rpaHynAaTy i MiKpOKpUCTanivyHoi
Lientonoswu), nogasnblie foAaBaHHs cTeapaTy MarHito 1a
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iHanbHe 3milwyBaHHSA. BBeaeHHs 3MiH NpoTArom 6-Tu
MicsLiB nicnst 3aTBepXKEHHS; 3MiHM | Tuny - 3MiHM 3 SIKOCTI.
["oToBMI nikapcbknii 3aci6. 3miHWM y BUPOBHMUTBI. 3MiHM
BMNpobyBaHb abo AOMYCTUMMX MeX, BCTAHOBIEHUX Y
cneuudikauisix, nig Yac BUPOBHULITBA FOTOBOrO NiKapCbKOro
3aco0by (iHLWi 3MiHM) - He3Ha4Hi 3MiHM nig Yac BUPOBHMLTBA
roTOBOro MikapCbKoro 3acoby - 3MiHN 40 TEXHOSOTYHOro
KOHTponto "Bara" Ha TabneTkax, BKpUTUX NIiBKOBOKO
060oHKOI0, 3aMiHa onucy YacTot "BuaHavaTv NpUHanMHI
Ha 100 TabneTtkax Yepes perynsipHi NPoOMixk1 yacy" Ha
"BusHauntn npvHanmHi Ha 100 TabneTkax nicns NoBHOro
3aBepLUEHHS NPOLLECY NOKPUTTSA NNiBKO".
BBegeHHs 3MiH NPOTArom 6-TW MicALIB NiCNSA 3aTBEPLYKEHHS;
3MiHn | TUny - 3MiHK 3 aKocTi. [oToBMI Nikapcbkui 3aci6.
3MiHM y BUpoBHMUTBI. 3MiHM BMNpobyBaHb abo AonyCTUMMUX
MeX, BCTaHOBMEHWX Y crneumdikauisx, nig Yyac BMpobHuuTBa
rOTOBOrO MiKapCbKOro 3acoby (iHLWi 3MiHW) - HE3HAYHI 3MiHW
nig Yac BUPOGHMLTBA rOTOBOrO NikapCbKoro 3acoby -
BignosigHo o po3ainy 3.2.P.3.3 Ta go posainy 3.2.P.3.4
Mae ByTu BKIIOYEHO BUHOCKY LLIOAO KOHTPOMbHOI Barn saep
TabneTok y npoueci BupobHuuTBa. BBEAEHHS 3MiH NPOTSiroM
6-Tn MicsLiB nicns 3aTBEPAKEHHSA
67. | IXXAPOAIHC® TabneTkn, BKpUTI BepiHrep HimeuumnH BupobHuuTBo, HimeyunHa BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny - 3a UA/14980/01/02
NniBKOBOIO IHrenbxanm a nakyBaHHs, 3MiHu 3 aKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHK y peuenmom
obonoHkoto, no 10 IHTepHeLHn MapKyBaHHS, BMPOGHMUTBI. 3amiHa abo BBeAEHHSA 404aTKOBOI AinbHULI
mr, no 10 TabneTtok m6X KOHTPOIb SIKOCTI, BUPOOHMLTBA AN YaCTUHM abo BCbOro BUPOBHMYOrO
y nepdopoBaHoOMy BUMYCK cepii: npoLiecy roToBoro nikapcbkoro 3acoby (AinbHuUsa ans
6nicTepi; no 1 abo 3 BepiHrep BTOPWHHOIO NaKyBaHHS) - BBEAEHHS [OAATKOBOI OiNbHUL
Gnictepn y IHrenbxanv ®apma BMpobHMUTBa PotTeHgopd Papma MMEX, Am ®dnenrenpgan
KapTOHHiI kopobui 'm6X i Ko. KT, 3, 59320 EHHirepnox, HimeuunHa, BignosiganeHoi 3a
HimeyuunHa BTOPWHHE NakyBaHHsi, MapkyBaHHs J13. BBegeHHs 3MiH
AnbTepHaTuBHa npoTarom 6-Tu MicsUiB Nicns 3aTBepaKeHHS; 3MiHu | Tuny -
ainbHUUA ans 3MiHu 3 sKkocTi. FoToBMIA Nnikapcbkuii 3aci6. 3MiHu y
BTOPUHHOIO BMPOGHMUTBI. 3amiHa abo BBeAEHHS 40OATKOBOI AinbHULL
nakyBaHHS: BMPOOHMLUTBA ANA YacTMHM abo BCbOro BUPOBHNYOro
®apwmllor dapma npoLiecy roToBoro nikapcbkoro 3acoby (AinbHuUsa ans
TNopxicTik MMGBX, NEepPBUHHOIO NaKyBaHHS1) - BBEAEHHS [OAATKOBOI AiNbHUL
HimeuunHa BUpo6HMUTBa PoTTeHgopd Papma MMEX, Am Pnenrengan
abo 3, 59320 EHHirepnox, HimeudnHa, BignosiganeHoi 3a
LteremaHH nepBuHHe nakyBaHHs J13. BBeaeHHst 3amMiH npoTsirom 6-Tu
JIbOHepnaKkyHreH MicsLiB nicnsi 3aTBEpKEHHS; 3MiHM | TUny - 3MiHM 3 SIKOCTI.
yHA JloricTiwep ["oToBWMI Nikapcbkuin 3aci6. 3MiHM y BUPOOHUUTBI. 3amiHa
Cepsic e. K., abo BBeAeHHs1 4OAaTKOBOI AinbHULI BUpobHULITBA ANs
HimeyunHa YacTMHKU abo BCbOro BUPOOHMYOro MpoLiecy roToBoro
MNepBuHHE Ta nikapcbkoro 3acoby (QinbHULS, Ha Skl NpoBoAATbLCS Byab-
BTOPUHHE sIKi BUpOOHWYI cTafii, 3a BUHSATKOM BUMYCKY Cepiii, KOHTPOItO
nakyBaHHs, SIKOCTi, NEPBMHHOIO Ta BTOPMHHOIO NaKyBaHHS, Ans
MapKyBaHHS: HeCcTepUrbHUX Mikapcbkux 3acobiB) - BBEAEHHS 0AaTKOBOI
PotteHgopd Papma AinbHULi BUpobHuuTtea PoTtteHagopd Papma MvbX,
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'M6X, HimeyunHa
Bupo6HuUTBO
Tabnetok "in-bulk",
KOHTPOMb SIKOCTi (3a
BUHSITKOM TECTY
"MikpobionoriyHa
yuctoTa"), BUNycKk
cepil):
PotteHgopd ®apma
'M6X, HimeyunHa

OcteHdenbaep LWrpacce 51-61, 59320 EHHirepnox,
HimeuunHa, BignosiganbHoi 3a BUPOGHULTBO TabreTok «in-
bulk». BBeaeHHsi 3mMiH npoTaromM 6-Tu micsauiB nicns
3aTBEPKEHHS; 3MiHM | TUny - 3MiHK 3 AKoCTi. [oTOBMIA
nikapcbkuin 3aci6. 3MiHW y BUPOBHMUTBI. 3MiHa
imnopTepa/aMiHu, Lo CTOCYHOTLCS BUMYCKY cepii Ta
KOHTPOIO SIKOCTi FOTOBOrO NikapcbKoro 3acoby (3amiHa abo
[ofaBaHHs BUPOOHMKA, L0 BiAnoBiaae 3a BBe3eHHs Ta/abo
BUNYyCK cepii) - Bknoyaroumn KoHTponb/BUNpobyBaHHs cepii -
nofaBaHHs BUpobHuka PotteHgopd ®apma M'vbX,
OcteHdenbaep LWrpacce 51-61, 59320 EHHirepnox,
HimeuuunHa, BignoBiganbHOro 3a KOHTPOSb SKOCTI (3a
BUHATKOM TecTy «MikpobionoriyHa unctoTa»), BUNycK cepii
J13. 3MiHW BHECEHiI B iHCTPYKLtO ANS MEeANYHOro
3acTocyBaHHS Y po3ainy «BupobHuk» Ta
«MicuesHaxomkeHHs BUPOOHMKa Ta agpeca Micus
NPOBaXXEHHS NOro AiSANbHOCTI» 3 BiANOBIOHNMMW 3MiHAMW Y
TEKCTi MapKyBaHHS! YNaKkoBKW fikapCbKoro 3acoby
(nogaBaHHsi BUpoOHUMKa). BBegeHHs1 3MiH NpoTsirom 6-tu
MicsLiB nicnsi 3aTBEpOXKEHHS; 3MiHM | Tuny - 3MiHM 3 SIKOCTI.
["oToBMI nikapcbkuii 3aci6. 3miHKM y BUpOBHMUTBI. 3MiHa
po3Mmipy cepii (BkMo4aroum gianasoH po3mipy cepii) rotoBoro
nikapcbkoro 3acoby (36inbweHHs o 10 pasiB NoOpiBHAHO i3
3aTBEpPOKEHMM PO3MipoM) - 36inbLUEeHHS po3mipy cepii (y 4
pa3n) o 904 ta 906 kr Ans roToBoro nikapcbkoro 3acoby,
BUroToBneHnx Ha PotteHgopd Papma M'mbX, HimewunnHa,
NOPIBHSHO 3 PO3MIpOM cepii 226 Kr AN roTOBOro
nikapcbkoro 3acoby, BupobneHoro Ha bepiHrep IHrenbxanm
®apma 'mbX i Ko. KI', HimewyunHa. BBeaeHHs 3MiH npoTsrom
6-T MicsiLiB nicns 3aTBepAXeHHs; 3MiHu | Tuny - 3miHuM 3
sikocTi. [oTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOBGHMUTBI.
3MiHKM y npoueci BUPOGHMLTBa rOTOBOrO NikapCbkoro 3acoby,
BKITOYAK04M NMPOMIXKHWUIA NPOAYKT, LLO 3aCTOCOBYETHCS NPU
BMPOGHMLTBI rOTOBOTO Nikapcbkoro 3acoby (iHLwi 3miHu) -
He3HayHi 3MiHu B npoueci BupobHuuTea J13 BupobneHux Ha
BUPOBHMYMX NOTYXHOCTSAX PoTTeHpopd Papma MmEX,
HimewuunHa, a came: - po3Mip oTBOpiB cuTa AN
nonepeaHbLOro NPOCitOBaHHS AOMOMIXKHUX PEYOBUH
afanToBaHO B 3anexHOCTi Bif kanibpyBaHHA obnagHaHHS. -
ApanTauisi pobo4oro koneca Ans rpaHynsiLinHoro npouecy. -
BcTaHoBneHHs Ha BUpOOHWMYI ginbHuui PotteHgopd ®apma
'm6X, HimeuurHa npsimoi nepefadvi (Yepes Tpybonposoau)
BOJIOroro rpaHynsiTy Bif, 3MillyBaya 3 BUCOKUM 3CyBOM 0
cywapku. - AganTtauis napameTpiB 3MillyBaHHs Ta yacy Ang
npotecy 3MillyBaHHs (NMonepeaHe 3milllyBaHHSA rpaHynaTy i
MiKpOKpUCTaniyHOI Lientonosu), noganblle AoAaBaHHs
cTeaparty MarHito Ta diHanbHe 3MillyBaHHs. BBegeHHs 3MiH
npoTArom 6-Tu MicsLiB Nicns 3aTBepaKeHHS; 3MiHu | Tuny -
3MiHu 3 skocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHu y
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

BUPOOBHMLTBI. 3MiHM BUNpobyBaHb abo LONYCTUMMX MEX,
BCTaHOBIIEHUX Y crieundikauisix, nig Yac BMpobHuLTBa
roTOBOrO JlikapCbKoro 3acoby (iHLWi 3MiHM) - He3Ha4Hi 3MiHK
nig Yyac BUPOGHMLITBA rOTOBOrO NiKapCbKoro 3acoby - 3MiHW
[0 TEXHOINOTIYHOro KOHTponto "Bara" Ha TabneTkax, BKpUTHX
NNiBKOBOK 0BONOHKOM, 3aMiHa onucy YacToTu "BuaHadaTtu
npuHariMHi Ha 100 TabneTkax Yepes perynspHi NPOMiXKKM
Yacy" Ha "Bu3HaunTu npuHaimHi Ha 100 TabneTtkax nicnsi
MOBHOIO 3aBEpPLLEHHS NMPOLEcy MOKPUTTS NIiBKOK".
BBefeHHs 3MiH NpoTArom 6-Tv MicAUiB Nicns 3aTBEPAXKEHHS;
3MiHn | Tuny - 3MiHK 3 sKocTi. [oToBMI Nikapcbkui 3aci6.
3MiHM y BUpoBHMUTBI. 3MiHM BMNpobyBaHb abo AonyCTUMUX
MeXX, BCTaHOBMEHWX Y cneumdikauisx, nig Yyac BMpobHMuTBa
rOTOBOrO MiKapCbKOro 3acoby (iHLWi 3MiHW) - HE3HAYHI 3MiHW
nig Yac BUPOGHMLTBA rOTOBOrO NikKapCcbKoro 3acoby -
BignosigHo o po3ainy 3.2.P.3.3 Ta go po3ainy 3.2.P.3.4
Mae ByTu BKIIOYEHO BUHOCKY LLIOAO KOHTPOMbHOI Barn saep
TabneTok y npoueci BUpobHuuTBa. BBEAEHHS 3MiH NpOTArom
6-Tn MicsuiB nicns 3aTBEPOKEHHSA

68.

OVKNAK®
rEnb

renb 5 %;no50r,
100 rabo 150 r B
Ty6i; no 1 1y6i B
KapTOHHIN kopobLi

CaHpo3s
dapmachHoTi
Kans a.a.

CnoBeHisi

Cantotac ®apma
M6X

Himewumna

BHECEHHS 3MiH 4O peecTpauiiHMX maTepianis: 3miHu | Tuny -
3MiHM 3 sikocTi. FoToBMI Nikapcbkuii 3acib. Cuctema
KOHTeNHep/3aKkynoproBanbHuii 3acit. 3miHa po3mipy

YMaKOBKW FOTOBOrO NiKapCbKoro 3acoby (3miHa macu/ob'emy

BMICTYy KOHTeWHepa 6aratogo30Boro fikapcbkoro 3acoby ans

HenapeHTepanbHOro 3acTocyBaHHsi (abo oAHO[030BOrO,

YaCTKOBOrO BUKOPUCTAHHSA)) BBEAEHHSI [OOAATKOBOrO po3mipy

ynakoBku: fgoAaTkoBa ynakoska 150 r rento y Ty6i, 3
BiQMNOBIAHMMU 3MiHaMu B p. «Ynakoska» MKA N3, Ta, sk
Hacnigok, amiHn B Cneuudpikadito 113 (Ha Bunyck) 3a
nokasHmkom «OAHOPIAHICTE Macu HanoBHEHHS» . 3MiHK
BHECEHI B iHCTPYKLIit0 AN MEANYHOIO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "Ynakoska" 3 BignoBigHUMM
3MiHaMu B TEKCTi MapKyBaHHS ynakoBoK. BBeeHHs 3MiH
NpoTSArom 6-Tv MicsiLiB Nicns 3aTBEpAKEHHSA

6e3
peuenma

UA/8908/01/01

69.

OWN XIT

Kpem no 15 r abo 67
ry Ty6i; no 1 Ty6iy
KapTOHHiI kopobui

MeHTonaty
M KomnaHi
Nimiten

AHrnis

MeHTonaTtym
KomnaHi Iimiten

Benuka
BpuTaHis

BHECEHHS 3MiH 0 peecTpaLiiHMX MmaTepianis: 3miHu | Tuny -
3MiHu 3 sKocTi. FoToBUIA Nnikapcbkuii 3aci6. KoHTpornb
roToBOro nikapcbkoro 3acoby. 3miHa y meTogax
BUNPOOYBaHHA rOTOBOTO fikapCbKkoro 3acoby (He3HayHa
3MiHa y 3aTBEpKEHNX MeToAax BUNPODYBaHHS) - HE3HaYHiI
3MiHW y 3aTBepKEHNX MeTofax BUNpobyBaHHs 3a
nokasHukamu «KinbkicHe BU3HaYeHHs» (3MiHa TeMnepaTypu
imxekTopa 3 150° C go 250°) Ta «lgeHTudikauis.
MeTtuncaniumnat» (He3Ha4Ha 3MiHa KOHLEHTpaLlii po34nHIiB
Ta B6inbLl geTanbHW onvc NpoboniaroTokm)

6e3
peuenma

UA/1453/01/01

70.

OOP30ONTUK

Kpanni O4Hi, pO34mH,
20 mr/mn; no 5 mn
PO34MHY Yy chriakoHi-
KpanenbHuui; no 1
dnakoHy B

BapluaBcbku
n
hapmaneBT
MYHUI 3aBOf,
Monbca AT

MNonblia

BapluaBcbkuii
dhapmaLleBTU4HNIA
3aBog Monbda AT

MonbLa

BHECEHHS 3MiH [0 peecTpauinHux maTepianis: 3miHu Il Tuny -
3MiHuM 3 akocTi. [oToBMI Nikapcbkui 3acib. KoHTponb
roTOBOrO fikapcbKoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo ONyCTUMUX MEX rOTOBOIO
nikapcbKkoro 3acoby (3MiHa 3HaxoaMTbCsi No3a

3a
peuenmom

UA/14472/01/01
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KapTOHHiIl kopobui 3aTBEPAKEHVMM JOMYCTUMUMWN MeXamu crneumdikaLin) -
3MiHa gonycTumMmnx Mex cneundikadii 113 3a nokasHukom
«OcMonsnbHICTbY . BBEAEHHSA 3MiH NpOoTArom 6-Tn MicsiLiB
nicns 3aTBepAKEHHs!
71. | OYTA®OPC Kancynu Teepgi no MAPI®APM CnoseHis BMPOBHMLTBO, Icnanis BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3aminum | Tuny - 3a UA/19124/01/01
0,5 mr/0,4 wr; no 6 4.0.0. nepBuHHE Ta 3MmiHn 3 akocTi. A®I. KoHTponb A®I. 3miHa y napameTpax peuenmom
Kancyn Teepaux y BTOPUHHE cneuudikauivi Ta/abo 4ONYCTUMMX MEX, BUSHAYEHNX Y
GnicTepi, no 5 nakyBaHHs, cneuudikauisix Ha A®l, abo BUXigHUIA/MPOMIXKHUIA
6nicTepiB y nayuj; KOHTPOMb Ta BUMYCK npoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NPOLIECI
no 9 kancyn cepii: BUpobHMLTBa ADI (BUNYyYEHHS HE3HAYHOTO NMOKa3HUKa SKOCTI
TBepAux y bnictepi, CAl (Hanpuknag BUyYEHHS 3acTapinoro nokasHukay)).
no 10 GnictepiB y MAHYOAKTYPIHT, BunyyeHHs nokasHuka «Microbial analysis» i3 cneundikauii
nayui C.N.Y., IcnaHia A®I| [lytactepug Big BupobHwuka M3.
KOHTpOrb cepii
(dbisnko-ximivHWiA):
[aneHikym Xenc,
C.J1., Icnanis
KOHTpPOIb cepii
(mikpobionoriyHuin):
JlabopaTtopio
EueBapHe, C.A.,
Icnanis
72. EOEM® TabneTkn, BKpUTI AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHMx MaTepianis: 3miHu | Tuny - 6e3 UA/8360/01/01
o6onoHkot, no 5 mr; "®apmak” AOMiHiCTpaTMBHI 3MiHW. 3MiHa HalMeHyBaHHs1 Ta/abo peuenma

no 10 a6o no 30
TabneTok y 6nictepi;
no 1 6nictepy B
navuj

agpecu Micusa NpoBaKeHHs AisinbHOCTI BUPOOHMKa
(Bkntoyaroun, 3a HeobXigHOCTI, MicLe NPOBEeAEHHS KOHTPOSO
sikocTi), abo BnacHuka macTtep-arnna Ha AP, abo
noctavanbHuka A®l/BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
3aCTOCOBYIOTbCA Y BUPOOHMUTBI API (SIKLLO 3a3HAYEHO Y
[OCbe Ha nikapcbkui 3acib) 3a BiACyTHOCTI cepTudikata
BiAMOBIAHOCTI €Bponencekin dpapmakonei y 3aTBepaKeHoOMy
Aocbe, abo BUpoOHMKa HOBOI AOMOMIKHOIT PEYOBUHM (SIKLLIO
3a3HayeHo y A0CbE) 3MiHa Ha3BM BUPOOHMKa cybcTaHLii
nesnoparaguHy, 6e3 3miHu micusa BUpobHuuTBa
BatBepaoxeHo: MAT «dapmaky, YkpaiHa3anponoHoBaHo: AT
«®dapmak», YkpaiHa. Takox BigbyBaeTbCsi 3MiHa opuanYHOT
Ha3BW BynuLi 3a MicLle3HaxogeHHsM ToBapucTsa 3 PpyHse
Ha Kupuniscbka. 3minu I Tuny - 3miHu 3 sikocTi. ADI.
KoHTponb A®Il. 3MiHa y napameTpax cneuundikauivi Ta/abo
OONyCTUMMUX MEX, BU3HAYEHUX Y cneumdikauisx Ha AP, abo
BUXIZHWUI/MPOMIDKHWIA NPOAYKT/peareHT, Wo
BVIKOPVCTOBYIOTbCSA Y npoLeci BuUpobHuutea A®I (iHwwi 3miHu)
y 3B’5I13KYy i3 OTPUMaHHAM OHOBreHoi Bepcii AM® Ha
cybcTaHuio gesnopataanH BupobHuutea Cadila Healthcare
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Limited, IHgis (3aTBepaxeHo: AP-DLK9-C-Ver-000,
3anponoHoBaHo: AP-DLK9-C-Ver-004), sik Hacnigok,
OHOBIIOETLCA cneyndikauis 3a nokasHukom «Onucy. [JaHoto
3MiHOI MPOMNOHYETLCS BHECTW BiAMNOBIAHI 3MiHW Y
cneuudikaLito Ha cybGecTaHUilo aesnopataanH BUpobHMKa
rns.
73. | EK3EMEBICTA | Ttabnetku, BKpUTi MicTtpan AHrnia PotteHgopd ®apma | HimeuumHa/ | BHeCeHHs 3MiH 4O peecTpauinHux maTtepianis: 3MiHu | Tuny - 3a UA/16623/01/01
NniBKOBOIO Kenitan 'M6X, HimeyunHa Icnania 3MmiHun 3 akocTi. A®Il. KoHTponb A®I. 3miHa y meTogax peuenmom
obonoHkoto, no 25 MeHepxmeH (BTOPUHHE BunpobyBaHHs APl abo BMxigHOrO maTepiany/npoMixxHOro
mr no 10 Tabnetok y T Nimiteq nakyBaHHs1); CiHTOH npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCH Y NPOLIECI
Gnictepi; no 3 Xicnanis, C.J1., BUpoGHMLTBa ADI (HE3HauYHi 3MiHN y 3aTBEPAKEHNX
Gnictepu B Icnanis (noBHUIA mMeToAax BUNpobyBaHHS)
KapTOHHIN kopobLi LMK BUPOOHMLUTBA) OHOBMEHO MOTOYHWUI METOA PO3MOAINY YacTUHOK 3a
po3mipoM PSD (meTogom nasepHoi agndpakuii, Eur. Ph.
2.9.31, USP), ans BkNioYeHHSA 4O HbOro HOBOro mastersizer
Malvern 3000 (paHiwe Malvern 2000) Ta OHOBMNEHHSI
nigroToBkn npo6
74. | ENOHBA PO3YMH ANS iH'EKLIN OpraHoH LLisenuapi BrpobHuuTBO HimeuunHa/ | BHeCeHHs 3MiH 4O peecTpauinHux maTepianis: 3miHu I Tuny - 3a UA/13125/01/01
no 100 mkr/0,5 mn, CeHTpan lct a Hepo3dacoBaHoI Higepnangu 3MiHM Wwopo 6e3nekun/edPekTUBHOCTI Ta hapMakoHarnsgy. peuenmom
no 0,5 Mn po3unHy B m6X npogykuii Ta BHeceHHs1 abo 3miHa(u1) oo 3060B's13aHb Ta yMOB Buaadvi

nonepeaHLo
HanoBHEHOMY
wnpuui; no 1
nonepeaHLo
HanoBHEHOMY
wnpuuy pasom 3i
CTEepUIbHO
iH’EKLINHOI roNnKor
y BiAKpuUTOMY
nnacTKoBOMY NOTKY
B KapTOHHIln kopobLi

nepBYHHA YNakoBKa,
KOHTPOIMb AKOCTI,
TecTyBaHHS
CTepunbHOCTI Ta
GakTepianbHUX
€HOO0TOKCUHIB
roToBOro
nikapcbkoro 3acoby
(kOHTpOnb sIKOCTi),
BidyarbHa iHCneKuis:
BeTtTep ®apma-
PepTuryHr NM6X i
Ko. KI', HimeuunHa;
KoHTponb sikocTi,
TeCcTyBaHHSA
CTepurnbHOCTI Ta
DakTepianbHNX
€HOO0TOKCUHIB
roToBOro
nikapcbkoro 3acoby
(KOHTpOnb sIKOCTi),
BidyanbHa iHCneKuis:
Bettep dPapma-
PepTuryHr FNM6X i
Ko. KI', HimeuyunHa;
BisyanbHa
iHcnekuia: BeTtTep
Papma-PepTuryHr

peecTpaLinHOro NOCBiAYEHHS, BKIoYaum NnaH ynpaeniHHS
pusmKamm (3acTocyBaHHs 3MiH(K), siki(a) BUMaratoTb(€)
noganbLoro obrpyHTyBaHHsS HOBUMU JOOATKOBUM AaHUMK,
Lo MaTb HaJaBaTUCA KOMMNETEHTHUM OpraHOM, OCKISbKU
BMMaraeTbCs CyTTEBA OLliHKA KOMMETEHTHUM OPraHoMm).
3asiBHUKOM HafaHO OHOBIEHWI NNaH ynpaBniHHS pu3vKamm
Bepcis 10.0. 3miHn BHeceHo 80 YacTuH: | «3aranbHa
iHdpopmauisi»; Il «Cneuudikauis 3 6eaneku» (mogyni Cl
«Enigemionoris nokasaHb 4o 3acTocyBaHHs Ta Uinbosa(i)
nonynauis(i)», Cll «dokniHiyHa YacTnHa cneundikauii 3
6e3nekn», Clll «Ekcnosuuis nauieHTiB, 3any4yeHunx oo
KniHiYHUX BUNpobyBaHby, CIV «[Monynsauii, ski He BUBYanuch
nig Yac kniHiyHux BunpobyeaHby, CVII «lgeHTudikoBaHi Ta
noTeHuinHi pusnkny»; CVIll «Pestome npobnem 6e3nekuny), VI
«Pestome nnaHy ynpaBniHHA pu3nkammy», y 3B’a3Ky 3
[o4aBaHHAM [aHNX Ta OHOBIIEHHAM MOKa3aHb B KpaiHi
3asiBHMKA Ha NiacTaBi 3aBepLUeHOro gocnigpkeHHs P043
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

v6X i Ko. KT,
HimeuuunHa;
KoHTponb sikocTi Ta
TeCTyBaHHs
cTabinbHOCTI,
BTOPWHHA yNaKkoBkKa,
[03BiN Ha BUMYCK
cepii: H.B. OpraHoH,
Higepnanaum; tect
Ha iIMyHO@KTUBHICTb:
MC[ Biotek B.B.,
Higepnangu

75.

ENOHBA

PO34MH Ans iH eKUin
no 150 mkr/0,5 mn,
no 0,5 mn po3ynHy B
nonepeaHL0
HarMoBHEHOMY
wnpuui; no 1
nonepeaHL0
HarMoBHEHOMY
LnpumLy pasom 3i
CTepuIbHO
iH'€KLIIHOIO ronKo
y BiAKpuUTOMY
NnacT1KoBOMY NOTKY
B KapTOHHIl kopobui

OpraHoH
CeHTpan lct
M6X

Lsenuapi
a

BupobHuLTBO
Hepo3dhacoBaHoi
npoaykuii Ta
nepBUHHA YMNakoBKa,
KOHTPOIb SIKOCTI,
TeCTyBaHHs!
CTepuIbHOCTI Ta
bakTepianbHUX
€HOO0TOKCUHIB
roToBOro
nikapcbkoro 3acoby
(KOHTpOnb sIKOCTi),
BidyarbHa iHCneKuis:
Bettep ®apma-
PepTuryHr NM6X i
Ko. KI', HimeuunHa;
KoHTponb sikocTi,
TeCTyBaHHs!
CTepuIbHOCTI Ta
BakTepianbHUX
€HOO0TOKCUHIB
roToBOro
nikapcbkoro 3acoby
(kOHTpOnb sIKOCTi),

BidyarbHa iHCnekuis:

BeTttep dPapma-
PepTuryHr MNM6X i
Ko. KI', HimewunHa;
BisyanbHa
iHcnekuia: BeTtTtep
dapma-depTuUryHr
m6X i Ko. KT,
HimeuumnHa;
KoHTponb sikocTi Ta
TECTYBaHHS
cTabinbHocTi,
BTOpPWHHA ynakoBKa,

Himeuuunna/
Higepnangn

BHECEHHS 3MiH O peecTpauinHuX maTepianis: 3MmiHu Il Tuny -
3miHu wopo 6esnekn/edekTMBHOCTI Ta hapmakoHarnsagy.
BHeceHHs1 abo 3miHa(1) Ao 3060B's3aHb Ta yMOB Buaadvi
peecTpaLiiHoro NOCBiAYEHHs, BKMoYatoumn MNMnaH ynpasniHHA
pu3nKamMm (3aCTOCyBaHHS 3MiH(M), Siki(a) BUMaratTb(€)
noganbLoro obrpyHTyBaHHsS HOBUMUW J0AATKOBUM AaHUMWU,
L0 MalTb Ha4aBaTUCS KOMMETEHTHUM OpPraHOM, OCKISlbKU
B/MaraeTbCH CyTTEBA OLliHKA KOMMETEHTHUM OPraHoMm).
3asBHUKOM HafaHO OHOBIEHWI NNaH ynpaBniHHS pu3nkamu
Bepcis 10.0. 3MiHM BHeceHo 4o YacTuH: | «3aranbHa
iHopMmauisy; Il «Cneundikauis 3 6eanekn» (mogyni Cl
«Enigemionoris nokasaHb 4o 3acTocyBaHHsi Ta UinboBa(i)
nonynsauis(i)», Cll «JokniHiyHa YacTuHa cneuudikauii 3
6e3nekny, Clll «Ekcnosuuis nauieHTi, 3any4yeHux oo
KniHiYHUX BUNpobyBaHby, CIV «[Monynsauii, ski He BUBYanuch
nig vac kniHiyHux BunpobysaHby», CVIl «lgeHTudikoBaHi Ta
noTeHuinHi pusnkny»; CVIIl «Pe3tome npobnem 6e3nekny), VI
«Pestome nnaHy ynpaBniHHA pu3nkammy», y 3B’A3Ky 3
[o[aBaHHSIM AaHWX Ta OHOBIIEHHSIM NOKa3aHb B KpaiHi
3asBHUKa Ha niAcTaBsi 3aBepLueHoro gocnimpkeHHs P043

3a
peuernmom

UA/13125/01/02
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[03BiN Ha BUMYCK
cepii: H.B. OpraHoH,
Higepnanawu; tect
Ha iIMyHO@KTUBHICTb:
MC[ biotek B.B.,
Higepnangu
76. | 3ABILE®TA NOPOLLIOK ANA NOANIEP CLWA BrpobHuuTBO Bpasunis/lta | BHeceHHs 3MiH 4O peecTpauiiHiX MaTepianis: 3MiHu | TUny: 3a UA/17440/01/01
KOHLieHTpaty Ansa EWY. CI. I, HaniBnpoayKkTy nis AaMiHiCTpaTUBHI 3MiHW. BunyveHHs BUpOBHWUYOI AinbHULI peuernmom
PO34MHY Anis KOPIMOPEN CTEPUIbHOI CyMiLli (BKkntoyaroum ginbHuui gns APl npomixkHoro npogykty abo
iHdy3in, no 2000 LLH uedTasmgumy roTOBOrO JlikapCbKoro 3acoby, AiNbHULI Ans NpoBeAeHHS
mr/500 mr no 10 kapboHaTy nakyBaHHsi, BUpOOHWKa, BiANoBiAansHOro 3a BUMycK cepin,
cbnakoHiB 3 (uedTasngnmy MicLie NpoBefeHHs KOHTPOJO cepii) abo nocTavanbHUKa
NOPOLLKOM Y neHTarigpar 3 BUXiQHOro Matepiany, peareHTy abo LONOMiIXKHOI pe4oBUHU
KapTOHHIN kopobLi kapboHaToMm (AKLLIO 3a3HaYeHO Y AOCHE)-
HaTpito). 3anponoHoBaHO BUYYUTM BUPOOHUYY ainbHuLto APl Glaxo
TecTyBaHHS Npn Operation UK Ltd (Glaxo Wellcome Operations) North
BUWMYCKY: Lonsdale Road, Ulverston, Cumbria, LA12 9DR, United
AHTUGIOTIKOC OO Kingdom. BeegeHHa 3MiH npoTarom 6-Tu micauis nicns
Bpasin ITaa, 3aTBepAKEHHS; 3MiHuM | Tuny: 3miHn 3 skocTi. APl. KoHTponb
Bpasunis A®I. 3miHa y napameTpax cneundikauin Ta/abo gonyctummx
BUPOGHMLTBO, MeX, BU3Ha4YeHux y cneumaikauisx Ha A®l, abo
nakyBaHHs, BUXIOHWMI/MPOMIDKHUIA NpoAyKT/peareHT, LWo
KOHTPOIb SKOCTi Ta BVIKOPVCTOBYIOTbCA Y npoueci BupobHuuytea AP (BunyyeHHs
BUNYCK cepii: HE3HaYHOro NokasHvKa SKOCTi (Hanpuknag BUNy4YeHHst
EnCiEc Oobdap 3acTapinoro nokasHuka)) - BunyyeHHsi He3Ha4HMX
C.n.A, Itania napameTpiB «lpoaykTn po3nagy y BoAi», «N,N-
BUNPOOYBaHHs anmeTtundopmamia» i «Baxki metanu» 3i cneumdikauin
cTabinbHoCTi aKTUBHOI PeYOBWMHUN CTEPUIBHOIO LiedTasnammy
roToBOro neHTarigpary.
nikapcbkoro 3acoby BBeaeHHs 3MiH NpoTSArom 6-Tu MicAUiB NiCNs 3aTBEPOXEHHS;
EnCiEc Oobdap 3MiHu | Tuny: 3miHn 3 sikocTi. ADL. KoHTponb A®L. 3miHa y
C.n.A., Itania meTozax BunpobyBaHHs APl abo BuxigHoro

maTepiany/npoMixXHOro NpoayKTy/peareHTy, Lo
BUKOPUCTOBYETbCS Y Npoueci BupobHuuTea A®I (iHLwi 3miHM
y MeTogax BunpobyBaHHS (BKMoYa4mn 3amiHy abo
ponoBHeHHs1) A®l abo BUXiAHOro/NpoMiXXHOro NPOAYKTY) -
[onasaHHsA npoueaypu TectyBaHHs USP 3a nokasHykom
«Free Pyridine (Impurity F) (3aTBepmpkeHo Ph. Eur test
method) Anst akTMBHOI pe4oBUHU CTEPUINBHOTO
uedTasmammy neHtarigpary, k1 BUKOPUCTOBYETLCS B
npoLeci BUPOBGHMLTBA aKTUBHOI PE4YOBUHUN CTEPUITBHOTO
uedTasmaumy neHtarigpaty. BBegeHHs 3MiH NnpoTsarom 6-tu
MicsLIB Micns 3aTBEPKEHHST; 3MiHM | Tuny: 3MiHM 3 sikoCTi.
["oToBMI Nikapcbkuin 3aci6. 3MiHM Yy BUPOGHMLTBI. 3amiHa
abo BBeeHHs 4OAaTKOBOI AinbHULI BUpobHULTBa Ans
YacTuHu abo BCbOro BUPOGHUYOro NpoLiecy roToBoro
nikapcbkoro 3acoby (QinbHMLA, Ha SKii NPOBOAATLCS Oyab-
sIKi BUpOBOHWYI cTagii, 38 BUHATKOM BUMYCKY Cepii, KOHTPOIO
AKOCTi Ta BTOPUHHOIO NaKyBaHHS ANt CTEPUNBHUX
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nikapcbkux 3acobiB (BKntoYaoun BUpOGeHi acenTuyHUm
MeToaoM), KpiM Nnikapcbkux 3acobis

6ionoriYyHoro/iMyHONOrYHOrO NOXOMAXKEHHS) - MPONoHYeTLCS
3amiHuTK BMpobHuka Glaxo Operation UK Ltd (Glaxo

Wellcome Operations) North Lonsdale Road, Ulverston,
Cumbria, LA12 9DR, United Kingdom, Ha BMpoGHuka
Antibioticos do Brasil Ltda Bpaswunis, sk ginbHuui, Wwo

BiAgnoBigae 3a BUPOOHMULUTBO Ta BUNPOOYBaHHS
HaniBNpoAyKTY CTEPUIbHOI CyMmiLli LedhTasnammy
kapboHaTy.

BBeneHHs 3MiH NpoTArom 6-Tu MiCALIB MiCNs 3aTBEPAXKEHHS;
3MiHm | Tuny: 3MiHK 3 siKocTi. [oToBMI Nikapcbkuii 3acib.
3MiHM y BUpoBHMUTBI. 3MiHa iMnopTepa/3amiHu, Lo
CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOIO SAKOCTi FOTOBOrO
nikapcbkoro 3acoby (3amiHa abo gogaBaHHsA AinbHUUI, Ha
SKI 30INCHIOETBLCS KOHTPONbL/BUNPOBYBaHHS cepii) - [JaHow
3MiHOIO MPOMOHY€ETLCH BBECTM BUpobHUka ACS Dobfar
S.p.A., Via Marzabotto 1, 7/9, 20871 Vimercate (MB), Itanis,
SIK anbTepHaTUBHOIO BUPOGHMKa BignoBigansHoro 3a
BMNpobyBaHHsA cTabinbHOCTI FOTOBOrO MiKapCbKOro 3acoby.
BBegeHHsA 3MiH NPOTArom 6-Tu MicAUIB NicNA 3aTBEPLYKEHHS;
3MiHm | Tuny: 3MiHK 3 siKocTi. [oToBMI Nikapcbkuii 3acib.
3MiHM y BUpOOHMUTBI. 3MiHa po3mipy cepii (Bknoyaoum
Aiana3oH po3mipy cepii) rotoBoro nikapcbkoro 3acoby (iHLi
3MiHK) - 3anponoHoBaHO 3MiHYy po3Mipy cepii. 3MeHLIEHHS
po3Mmipy cepii MPOMIKHOTO MPOAYKTY, CyMilli LedTasnammy
kapboHaTy, 3 360 kr (Hapasi 3aTBepaXXEHWI NocTavanbHUK
Glaxo Operation UK Ltd) go 279 «kr (ans 3anponoHoBaHO
BMpo6HuKa Antibioticos do Brasil Ltda Bpasunis). BeeaeHHs
3MiH NPOTArom 6-Tn MicsILiB MicNs 3aTBEPAKEHHS; 3MiHU |
TMny: 3MiHK 3 sikocTi. FoToBMI Nikapcbkuii 3aci6. KoHTponb
AOMOMDKHMX peyvoBUH. 3MiHa napameTpis crneumdikain
Ta/abo [onycTUMUX MeX Ans AOMOMXKHOI pe4YOBUHM
(monoBHeHHs cneumdikaLii HOBUM NOKa3HMKOM 3

Bi4NOBIgHNM MeTOAOM BUNPOOYBaHHS)( - 3anponoHOBaHO
3MiHy napameTpiB creumdikaLii Ans AONOMIKHOI peYOBUHM,
30Kpema AoAaBaHHs eTUNOBOro CnvMpTy A0 chneumdikaLii
OOMOMDKHOT peYOBMHU HaTpito kKapboHarTy. JlimiT
BCTAHOBIEHO Ha piBHi He binblie 0,3%. BeegeHHs 3MiH
NPOTArom 6-T MicsAUIB NiCNsA 3aTBEPMKEHHS; 3MiHU | Tuny:
3MiHuM 3 akocTi. [oToBMI Nikapcbkuii 3acib. KoHTponb
roToBOro nikapcbkoro 3acoby. 3miHa y meTogax
BUNPOBYBaHHS rOTOBOrO NikapCbKoro 3acoby (iHLi 3MiHu) -
3anponoHoBaHoO foAaBaHHSA BHYTPILIHBOTO METOAY
(MEO0049) sk anbTepHaTMBHOIO MeToAy AN BUSHAYEHHS
BMICTYy UedTasmanmy ansi cymiwi uedtasunammy kapboHary,
NPOMDKHUI rOTOBUIA NPOAYKT. BBeAeHHst 3miH npoTtsarom 6-tu
MiCsILiB Micnsi 3aTBEPAXKEHHS; 3MiHM | TMNy: 3MiHK 3 AKOCTiI.

"oTOBMI Nikapcbkuii 3aci6. KoHTpornb roToBoro nikapcbkoro
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3acoby. 3miHa y MeTogax BMNpobyBaHHsi rOTOBOMO
nikapcbkoro 3acoby (iHLi 3MiHK) - 3anponoHoBaHO 3amiHy

BHyTpiWwHboro metogy (GSK In house method) Ha meTog Ph.

Ansa cymiwi uedrasugumy kapboHaTty, NPOMIKHWIA roToBUiA

Eur. Sk 0CHOBHOrO 41181 BU3Ha4YeHHs BMICTY LedTasngnmy

nNpoaykT. BBeAeHHs 3MiH NpoTArom 6-Tu MicsiLiB nicnst
3aTBEepPMAKEHHS; 3MiHuM | Tuny: 3MiHM 3 aKkocTi. [oToBMI
nikapcbkuit 3aci6. KoHTponb roToBoro nikapcbkoro 3acoby.
3miHa y MeTogax BUNpoOyBaHHS roTOBOro MikapcbKoro
3acoby (iHLWi 3MiHK) - 3anponoHoBaHO foAaTh BNacHU
meTtoq ABL (Antibioticos Do Brasil Ltda) ineHTudikauii
MEO00049, sik anbTepHaTUBHWUIA MeTOS, BUNPobyBaHHs ans
cymiwi uedptasmgnumy kapboHaTy, NPOMiXKHWUIA rOTOBUI
npoaykT. BBeaeHHs 3MiH NpoTArom 6-Tu MicsLiB nmicnsi
3aTBEePMKEHHS; 3MiHuM | Tuny: 3miHK 3 sikocTi. FoToBUI
nikapcbkuii 3aci6. KoHTpornb roToBoro fikapcbkoro 3acoby.
3miHa y MeToaax BUMNpobyBaHHSA roTOBOro MikapCbKoro
3acoby (iHLWi 3MiHK) - 3aNPONOHOBaHO 3aMiHy BHYTPILUHLOrO
TecTy ans ineHTudikauii uedrtasmgmumy Ha Tect Ph. Eur, gk
OCHOBHUI MeTOoA ANs cymiwi uedTasngnmy kapboHarTy,
NPOMIXXHWI rOTOBUIA NPOAYKT. BBEAEHHSA 3MiH NpoTArom 6-tn
MicsILiB Micnsi 3aTBEPAKEHHS; 3MiHM | TMny: 3MiHK 3 sIKOCTi.
[oToBMI Nikapcbkui 3aci6. KOHTporb roToBOro nikapCcbkoro
3acoby. 3miHa y MeToax BUNpobyBaHHS roOTOBOro
nikapcbkoro 3acoby (iHwi 3MiHK) - 3anponoHoBaHO
popaBaHHa metony USP sk anbTepHaTMBHOTO Anis
BU3HAYEHHS BMICTY NipUAMHY Ans cyMiwi uedtasngnmy
kapboHaTy, NPOMiXXHUIA rOTOBUI NpoAyKT. BBeAeHHs 3MiH
NpoTArom 6-Tn MicALIB NicNsA 3aTBEPIKEHHS; 3MiHU | Tuny:
3MiHu 3 aKocTi. FoToBUIA Nnikapcbkuii 3aci6. KoHTponb
roToBOro fikapcbkoro 3acoby. 3MiHa y meToaax
BMNPOOYBaHHS roOTOBOrO NiKapCbKOro 3acoby (iHLi 3MiHN) -
3anponoHoBaHo foaaBaHHsA MeTody USP sk
anbTepHaTUBHOIO ANs BU3Ha4YeHHst BMICTY kapboHaty
HaTpito ANS cymili uedTasnanMy kapboHaTy, NPOMiKHNUIA
roToBui NpoayKT. BBeaeHHs 3miH npotarom 6-Tu micauis
nicns 3aTBepAXKEHHS; 3MiHM | Tuny: 3miHu 3 sikocTi. FoToBMNA
nikapcbkuii 3aci6. KoHTporb roToBoro nikapcbkoro 3acooy.
3miHa y MeToaax BUNpoOyBaHHSA roTOBOro MikapCbKoro
3acoby (iHwWi 3miHKW) - 3anponoHOBaHO 3aMiHy BHYTPILLHLOIO
meTogy Ha Ph. Eur meToa sik OCHOBHOro metogy aons
BM3HAYeHHS BMICTy kapboHaTy HaTpito Ans Cymilli
uedTasmanmy kapboHaTy, NPOMIXKHWUIA FOTOBMIA NPOAYKT.
BBeneHHs 3MiH NpoTArom 6-Tu MicALIB MicNs 3aTBEPAXKEHHS;
3MiHM | Tuny: 3miHuM 3 skocTi. FoToBMIA Nikapcbkui 3acib.
KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y metogax
BMNPOOYBaHHS roTOBOrO NiKapCbKoro 3acoby (iHLwi 3MiHN) -

ONs BU3HAYEHHS CTepUIbHOCTI ANs CyMili uedTasmgumy

3anponoHoBaHo fopaHHsa metoay USP sik anbTepHaTnBHOrO
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kapboHaTy, MPOMIXKHMIA FOTOBUI NPOAYKT. BBEAEHHS 3MiH
npoTarom 6-Tn micauiB nicns 3aTBepaXXeHHs; 3MiHu | Tuny:
3MiHu 3 AkocTi. [oTOoBMI Nikapcbkuii 3acib. Cucrema
KOHTeWHep/3akynoptoBanbHuii 3aci6. 3miHa napameTpis

cneuudikauiv Ta/abo 4OMYCTUMUX MEX NEPBUHHOI YNaKoBKU
roTOBOro NiKapcbKoro 3acoby (A0NOBHEHHS cneuudikauii
HOBWM MOKa3HUKOM 3 BiAMoBiAHNMM METOAOM BUMNPOGYBaHHS)
- 3anponoHoBaHO foAaBaHHSA TecTy Ha bakTepianbHi
€HOO0TOKCUHM A0 cneumdikaLyii 6esnocepeaHboi ynakoBku
(BHYTPILLHI NakeT) NPOMIDKHOIrO NPOAYKTY CyMiLLi
uedTasmanmy kapboHaTty. BBeaeHHs 3miH npoTarom 6-tu
MicsILiB Micnsi 3aTBEPOXKEHHS; 3MiHM | TUny: 3MiHK 3 SKOCTiI.
[oToBMI nikapcbkuii 3acib. Cuctema
KOHTeNHep/3akynoptoBanbHuii 3aci6. 3miHa napameTpis
cneundikaui Ta/abo 4oNyCTUMMX MEX NEePBUHHOT YNaKOBKU
roTOBOro NiKapcbKoro 3acoby (AonoBHEHHs cneuundikadii
HOBVM MOKa3HUKOM 3 BiAMNOBiAHNM METOAOM BUNPOOYBaHHS)-
3anponoHoBaHo foaaBaHHsA TecTy ineHTudikauis go
crneungikaLii 6eanocepeHbOi yNakoBKW (CepefHin nakeT)
NPOMIXKHOrO MPOAYKTY CyMilli LedTasuammy kapboHary.
BBegeHHsA 3MiH NPOTArom 6-Tu MicsAUIB NicNa 3aTBEPLKEHHS;
3MiHu | Tuny: 3MiHK 3 siKocTi. [oToBMIA Nikapcbkuii 3acib.
Cuctema KoHTenHep/3akynoptoBarnbHui 3acib. 3miHa
napameTpiB cneuudikauin Ta/abo 4onycTUMNX MEX
NepBUHHOI YNaKoBKM FOTOBOrO NiKapCbKoro 3acoby
(BonoBHEHHS cneumdikauii HOBUM NOKA3HUKOM 3
BiANOBIgHMM MeToAoM BUNpobyBaHHs1) - 3anponoHoBaHo
[ofaBaHHSA TecTy ifeHTudikauis oo cneundikaii
6e3nocepeHbOT yNakoBKM (BHYTPILLHIN NaKeT) MPOMiXXHOIo
npoaykTy cymiwi uedTasnammy kapboHaTy. BBegeHHs 3MiH
NPOTAroM 6-T MicsAUIB NiCNSA 3aTBEPMKEHHS; 3MiHM | Tuny:
3MmiHu 3 AkocTi. FoToBUIA Nikapcbkuii 3acib. Cuctema
KOHTeWHep/3aKkynoptoBanbHuUi 3aci6. 3miHa napameTpis

roTOBOro MikapcbKoro 3acoby (A0MOBHEHHS crnieumdikaLii
3anponoHoBaHO foAaBaHHSA TECTY Ha CTEPUNbHICTb A0
NPOMIXKHOrO MPOAYKTY CyMilli LedTasuammy kapboHary.
Cucrtema KoHTeNHep/3akynoptoBarnbHui 3acib. 3miHa
napameTpiB cneuudikauin Ta/abo JonycTUMUX MeX
NepBUHHOI YMakoBKM FOTOBOTO NiKapCbKoro 3acoby

(BonoBHEHHS cneumdikavii HOBUM NOKA3HMKOM 3

[0[aBaHHA TECTY Ha CTEPUIbHICTb 40 cneundikauii

cneuudikauin Ta/abo 4ONYCTUMUX MEX NEPBUHHOI YNaKOBKM

HOBVM MOKa3HUKOM 3 BiAMNOBiAHMM METOAO0M BUMPOGYBaHHS)-

crneungikauii 6eanocepegHbOl yNakoBKu (CepeaHin nakeT)

BiANOBIAHUM METOAOM BUNPOGYBaHHS) - 3anNponoHOBaHoO

BBeaeHHs 3MiH NpoTArom 6-Tu MicAUIB NiCNs 3aTBEPAXKEHHS;
3MiHM | Tuny: 3miHuM 3 skocTi. FoToBMIA Nikapcbkun 3acib.

6e3nocepenHbOI YNaKkoBKM (30BHILLHI NakeT) MPOMiXXHOIO
npoAykTy cymiwi uedptasnammy kapboHaTy. BBegeHHs 3MiH
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NpOTArom 6-Tu MicsALiB Nicns 3aTBEpPIKEHHS; 3MiHK | Tuny:
3MiHu 3 sikocTi. FoToBMI Nikapcbkuii 3aci6. Cuctema
KOHTeNHep/3akynoptoBanbHuii 3acio. 3miHa napameTpis
cneumndikauii Ta/abo 4oNyCTUMMX MEX NEePBUHHOT YNaKOBKU
roTOBOrO NikapCbKOro 3acoby (AOMOBHEHHS cneumndikaLii
HOBVM MOKa3HUKOM 3 BigMOBiAHMM METOAOM BUNPOBYBaHHS)-
3anponoHoBaHO AoAaBaHHSA TECTY Ha CTEPUIbHICTb A0
cneumdikauii 6e3nocepenHbOT yNnakoBKM (BHYTPILLHIA nakeT)
NPOMIXXKHOrO NPOAYKTY CyMilli LedTasmaumy kapboHary.
BBefeHHs 3MiH NpoTArom 6-Tv MicAUiB Nicns 3aTBEPAXKEHHS;
3MiHW | Tuny: 3miHuM 3 skocTi. FoToBMIA Nikapcbkuin 3acib.
CuctemMa KoHTelHep/3akynoptoBarbHuiA 3acib. 3miHa
napameTpiB cneuudikauin Ta/abo 4onyCTUMNX MeX
NepBUHHOI YMaKoBKM FOTOBOTO NiKapCbKOro 3acoby
(BonoBHEHHs cneumdikaLii HOBUM NOKa3HMKOM 3
BiANOBIgHMM MeTo4oM BUNpobyBaHHs) - 3anponoHoBaHo
[0[aBaHHSA TECTY Ha TOBLUMHY A0 cneundikauiv
Ge3nocepeHbOI YNaKkoBKM (CepeaHii nakeT) NPOMiIXKHOro
NPOAYKTY CyMmilli uedTasnammy kapboHaTty. Mexa
BCTAHOBIIOETLCA Ha HOMiHanbHe 3HaveHHs 100 MKkm.
BBegeHHsA 3MiH NPOTArom 6-TW MicALIB NiCNSA 3aTBEPLYKEHHS;
3MiHu | Tuny: 3MiHK 3 siKocTi. FoToBMI Nikapcbkuii 3acib.
Cuctema KOHTeNHep/3akynoptoBarnbHui 3aci6. 3miHa
napameTpiB cneuudikauin Ta/abo 4onycTUMNX MEX
NepBUHHOI YNaKoBKM FOTOBOrO NiKapCbKoro 3acoby
(BonoBHeHHs cneumdikavii HOBUM NOKA3HMKOM 3
BiANoOBIgHMM MeTo4oM BUNpobyBaHHs) - 3anponoHoBaHo
[ofdaBaHHA TeCTY Ha TOBLUMHY A0 cneuundikadin
6e3nocepeHbOI yNakoBKM (BHYTPILLHIA NaKeT) MPOMiXXHOIo
npoaykTy cymiwi uedtasuammy kapboHaty. Mexa
BCTAHOBIIOETLCA Ha HOMiHanbHe 3Ha4eHHs 150 Mkm.
BBeneHHs 3MiH NpoTArom 6-Tv MiCALIB MiCNs 3aTBEPAXKEHHS;
3MiHu | Tuny: 3miHuM 3 sikocTi. FoToBMIA Nikapcbkuii 3acib.
Cunctema KoHTelHep/3akynoptoBarnbHuii 3acib. 3miHa
napameTpiB cneuudikauin Ta/abo gonycTUMmnx Mex
NepBUHHOI YMakoBKM FOTOBOTO NiKapCbKoro 3acoby
(monoBHeHHs cneumdikaLii HOBUM NOKa3HWMKOM 3
BigNOBIOHMM METOAOM BUNPOOYBaHHS) - 3anponoHOBaHO
[o4aBaHHA TECTY Ha 3ararnbHy TOBLUMHY 40 cneuudikadin
6e3nocepeaHbOI YNaKoBKM (30BHILLHI NakeT) NMPOMiXXHOTO
npoaykTy cymiwi uedptasnammy kapboHaty. Mexa
BCTaHOBITHETHLCSA HA HOMiHANbHE 3HAYEHHSA 176 MKM.

BBeaeHHs 3MiH NpoTSArom 6-Tu MicAUIB NiCNsi 3aTBEPOXEHHS.

3MiHm | Tuny: 3miHun 3 akocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI €EBponenchki
dapmakonei/MmoHorpadii. 3miHK, NoB'A3aHi 3 HeobXiaHICTIO
NPVBEAEHHSN Y BiAMOBIAHICTbL A0 MoHorpadii AdPY abo
€Bponericbkoi hbapmakonei, abo iHWOoi HauioHanbHoT
dapmakonei aepxasu €C (3miHa y cneumdikauii
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HedapmakoneriHoro A®l ona npuseaeHHs y BionoBigHICTb

0o sumor [1®Y abo €sponericbkoi hapmakonei, abo iHLwoi
HauioHanbHoi hapmakonei gepxasu €C) - [lonomixkHa
peyoBMHa/BUXiOHWI MaTepian aAns BupobHuuTea AdI -
3anponoHoBaHo 3MiHW B cnieumaikauisx Ha CTepunbHy

ponomixxHy pevoBmHy Sodium Carbonate Specification, 106
NOBHICTIO BignosigaTn MoHorpagii €9. BeegeHHs aMiH

npoTarom 6-Tn micauiB nicns 3aTBepaXXeHHs; 3MiHu | Tuny:
3miHun 3 akocTi. CepTudikat BignosigHocTi/lE-cepTudikat
BigNoBigHOCTI €Bponeichkin dapmakonei/MoHorpadii.
3MiHK, NoB'sA3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y
BignoBigHicTb 4o MoHorpadii Y abo €Bponencbkoi
capmakonei, abo iHWoi HauioHanbHoI hapmakonei AepXxaBu
€C (iHwWi 3miHM) - 3anpPonoHOBaHO 3MiHM, LLIO NOB’A3aHi 3

HeoOXiAHICTIO MpuBeaeHHs Yy BigNoBIAHICTL 40 MoHorpadii

€0. Hassu TecTiB Ta KpuTepii NPUAHATHOCTI OHOBIIEHO

BignosigHo no € Ceftazidime Pentahydrate Specification.

BBegeHHsA 3MiH NPOTArom 6-Tu MicALIB NiCNSA 3aTBEPLKEHHS;
3MiHm | Tuny: 3miHn 3 skocTi. CepTudikat BignosigHocTI/lE-
cepTudikaT BiANOBIAHOCTI €EBPONENCHKIN
capmakonei/MmoHorpadii. 3MiHK, NOB'A3aHi 3 HeObXigHICTIO
NpvBeAEeHHs y BiaNoBiaHICTb 40 MoHorpadii AdY abo
€Bponewicbkoi hapmakonei, abo iHLWOoi HauioHanbHoT
dapmakonei gepxasu €C (iHLWi 3mMiHM) - 3anponoHoBaHo
3MiHW, Lo NOB’A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
Bi4NOBIgHICTb 4O MOHorpadii €®. MeToaunka BunpodyBaHb
Ta nimiT NnpuBefeHi y signosigHicte Ao Ph. Eur. y
cneuudikauii Ha Ceftazidime Carbonate Blend, Drug
Product Intermediate 3a nokasHvukamun «Appearance»,
«ldentity of Carbonates», «Aqueous solution», «pH of
Aqueous», «Sodium carbonate content». BBegeHHsi 3MiH
NpOTArom 6-Tu MicsILB Micnsi 3aTBEpKEHHS; 3MiHu || Tuny:
3MmiHu 3 akocTi. A®l. BupobHuuTBo. 3MiHa BUPOGHMKa

BWXiAHOro/NPOMIXKHOrO NPOAYKTY/peareHTy, LWo
BVIKOPUCTOBYIOTbCH Y BUpoBHUYomMy npoueci AD|, abo 3miHa
BUpo6HMKa (BKMOYatoum, ae HeobxigHo, Micue NpoBeAeHHs!
KOHTponto sikocTi) ADI (3a BiacyTHOCTI cepTudikata
BiAMOBIAHOCTI €Bponenceki hapmakonei y 3aTBepaKeHOMy
[0Cbe)(BBEAEHHSA HOBOrO BUPOOHUKa ADI 3 HagaHHAM
macTtep-darina Ha ADI) - [laHo 3MiHOK NPOMOHYETLCS
3amiHuTK BMpobHuka Glaxo Operation UK Ltd (Glaxo
Wellcome Operations) North Lonsdale Road, Ulverston,
Cumbria, LA12 9DR, United Kingdom, Ha BupoGHuka
Antibioticos do Brasil Ltda Bpasunis, sik ginbHuui, Wwo
BiAMoBigae 3a BUPOBGHMULTBO Ta BUNPOOYBaHHSA aKTUBHOIT
peYoBUHY LedTaznanm.
BBeneHHs 3MiH NpoTArom 6-Tu MicALIB MicNs 3aTBEPAXKEHHS;

3MiHn |l Tuny: 3miHm 3 akocTi. FoToBUIA Nnikapcbkuii 3acio.
3MiHu y BUpoGHMUTBI. 3MiHM y npoLieci BUpoGHMLTBa
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roTOBOrO fikapCbKoro 3acoby, BKIO4aouy NPOMiXKHUIA
NPOAYKT, L0 3aCTOCOBYETLCS NPU BUPOOHULTBI FOTOBOTO
nikapcbkoro 3acoby (cyTTeBa 3miHa y npoLeci BUpoGHMLTBA,
sika MOXe MaTu iCTOTHUI BMUB Ha siKicTb, 6e3neky Ta
eeKTUBHICTb NikapcbKkoro 3acoby) - 3anponoHOBaHO 3MiHU
y npoueci BupobHuuTea J13. 3miHn npouecy BMpobHULTBa
roTOBOro NPOAYKTY LOAO MOCTIMHOMO 3MillyBaHHSA
CTEepUNbHOI aKTUBHOI PEYOBUHM LieddTa3nanmy neHtarigparty
3i cTepunbHUM KapboHaToM HaTpito. BBeaeHHst 3miH
NpPOTArom 6-Tn MicsILiB Micnsi 3aTBepAXKEHHS; 3MiHu |l Tuny:
3MiHn 3 gKkocTi. FoToBUI Nikapcbkuii 3acid. KoHTponb
roToOBOroO Jlikapcbkoro 3acoby. 3miHa napameTpis
crneungikauin Ta/abo 4ONyCTUMMX MEX FOTOBOIro
nikapcbKoro 3acoby (3miHa 3HaxoAMTbCH No3a
3aTBEPAKEHNMM LONYCTUMUMWN MeXamu cneumdikaLin)-
3anponoHoBaHo 3MiHK y cneundikauii M3 woago Yacy
BigHOBNEHHSA 3 ? 120 cekyHa Ha ? 220 cekyHa.
BBegeHHs 3MiH NPOTArom 6-Tu MicauiB nicnga 3aTBEPLKEHHSA

77.

3ALE®

NopoLLOK AN
PO34MHY Ans iH'eKLin
no 1r, 1 dnakoH 3
NOPOLLKOM; 5
dnakoHiB 3
NMOPOLLKOM Y KaceTi;
no 1 kaceti B neHani
3 KapToHy; 1 dnakoH
3 MOPOLLKOM Yy navui
3 KapTOHY

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BVPOGHWYMIA

LEHTP
"BopLuariscb
KW XiMiko-
dapmauesT
WNYHUIA
3aBop"

YkpaiHa

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-

BUPOBHWYMIA LEHTP
"bopLuariscbkui
XiMmiKo-
dhapmaLueBTU4HUIA
3aBoa”

YkpaiHa

BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | Tuny -
3MiHn Wwopo 6esnekn/edekTMBHOCTI Ta bapMakoHarnsgy
(iHWi 3miHN) BHeceHHs yTouHeHHs fo po3ainy "doaaTtkoea

iHdopmauis (O1) OI-1. Ynakoeka" B MKA Ha M13. Litoua
penakuisi:Metoaun koHTponto skocTi 113

HopatkoBa iHdopmauis (OI) Al-1. Ynakoska [I-1. YnakoBka

Mpenapat po3dacoBytoTb No 1 ry cdnakoHu MicTkicTio 10 mn
abo 20 M repMeTUYHO YKYNopeHi ryMoBMMuy npobkamu 1

06TUCHYTI KOBNaykamu antomMiHieBuMun. Ha dprnakoHu
HaKIewTb eTUKETKW, BUrOTOBMEHI nofirpadivyHm
cnocobom Apyky, abo eTukeTku 3 nanepy eTukeTkoBoro, abo
nanepy nucanbHoro. Ynakoska Ne 1 dnakoHu Ne 1 pasom 3
HeobXiAHO KiMbKiCTIO IHCTPYKLi ANs MeguyHoro
3aCTOCyBaHHS NMOMILLAKOTh Y KOPOOKY 3 KAPTOHY 3
obpeuwiTkoto. Ynakoska Ne 1 B nayui Mo 1 cdonakoHy pasom 3
iHCTpYKUi€l0 ANS MeANYHOro 3acTOCyBaHHS MOMILLaTb Y
nayky 3 kapToHy. Ynakoka Ne 5x1 o 5 conakoHiB
noMmiLLalTb Y KaceTy Ans nakyBaHHsl prnakoHiB. OgHy
KaceTy pa3oM 3 iHCTPYKLi€o Ans MEAUYHOTO 3aCTOCYBaHHS
noMiLLaloTh Yy NeHarn 3 KapToHy. Npy HeobxigHocTi no 1, 2, 3,
abo 4 neHanu ynakoBytoTb Y MNiBKY TEPMOYCaA04HY.
MeHanu BknagatoTb ¥ KOPODKy 3 KapToHy. MpumiTka.
MapkyBaHHs nikapcbkoro 3acofy, oro Au3aiH NogalTbCs
YKpaiHCbKOO Ta POCICbKOI0 MOBaMK, a Npu peanisauji

npenapaTy Ha eKCnopT-MOBOI0, 06YMOBMNEHOIO B KOHTPaKTI, Y
BiAMOBIAHOCTI 3 peecTpaLinHuM JOCkE, Sike chbopMoBaHe 3a
BUMOramu KkpaiHu-imnopTepa i 3asiBrneHe nig 4Yac peectpauii
B peecTpauiiHin opraHu kpaiHu-imnopTtepa. MNponoHoBaHa

pegakuia: Metoam koHTponto sikocTi J13 [logaTkoBa
iHcpopmauisi (41) OI-1. Ynakoska [I-1. Ynakoska [MNpenapat
posdpacoBytoTb Mo 1 1y dnakoHu MicTkicTio 10 mn abo 20

3a
peuernmom

UA/8417/01/01
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MI1 repMEeTUYHO YKYNOpeHi ryMoBMMM Npobkamu i 0B TUCHYTI
KOBMaykamu antomiHieBumn. Ha dnakoHn HaknewTb
€TUKETKM, BUroTOBIEHi nonirpadiyHnm cnocobom apyky, abo
eTUKETKM 3 Nanepy eTMkeTkoBoro, abo nanepy nucanbHoro.
YnakoBka Ne 1 ®nakoHn Ne 1 pa3om 3 HEOOXiAHO KiNbKICTIO
IHCTPYKLUIN ANa MeANYHOro 3acToCyBaHHS NOMILLaTh Y
KOpobKy 3 kapTOHy 3 obpeLuiTkoto. YnakoBka Ne 1 B nayui Mo
1 dnakoHy pa3om 3 iHCTPYKUI€o AN MeAUYHOro
3aCTOCYBaHHS MOMILLAIOTb Y MayKy 3 KapToHy. YnakoBka Ne
5x1 Mo 5 conakoHiB NoMiLaoTb Y KaceTy AN NaKkyBaHHs
dnakoHiB. OgHy KaceTy pa3oMm 3 iIHCTPYKLiEo Ans
MELNYHOro 3aCTOCYBaHHS MOMILLAOTb Y NEHar 3 KapTOHY.
npu HeobGXxigHocTi no 1, 2, 3, abo 4 neHanu ynakoByloTb Y
nniBky TepmoycagoydHy. NeHanu BknagaroTb y KOPOOKy 3
KapTOHy. BBeaeHHs1 3MiH NpoTsirom 6-Tu Micauis nicns
3aTBepaKeHHs. OHOBMNEHHSI TEKCTY MapKyBaHHS YNaKkoBKu
nikapcbkoro 3acoby y 3B'A3Ky 3 BUNyYeHHAM iHdopmaLii
POCINCbKO MOBOK. BBEAEHHSA 3MiH NpoTArom 6-Tn micsuis
nicns 3aTBEpAXKEHHS!

78.

3ENBOPA®®

TabneTkn, BKpUTI
NniBKOBOKO
o6ornoHkoto, no 240
Mmr; no 8 TabneTok y
Gnictepi, no 7
GnicTepiB y
KapTOHHIN ynakoBuj

TOB «Pouw
YkpaiHa»

Ykpaina

BrpobHuuTBO
Hepo3dacoBaHoI
npoayKLii, NnepBuUHHE
nakyBaHHs,
BTOPUHHE
nakyBaHHs1,
BUNPOOyBaHHS
KOHTPONIO SIKOCTi:
Oenbdapm MinaHo,
C.P.N., Itania
Bunyck cepii:
®. XodhpmaHH-I1s
Pow JTg,
LLsenuapis

ITanis/
LLiBenyapia

BHECEHHS 3MiH [0 peecTpaLiiHiX MaTepianis: 3MiHa
3asiBHUKa (BNacHUKa peecTpauiiHoro nocBigyeHHst) (3rigHo
Haka3zy MO3 Big 23.07.2015 Ne 460). BeegeHHs 3MiH
npoTarom 6-Tn micsuiB nicns 3atBepaXkeHHs. 3MiHu | Tuny -
3miHu wopo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
BeeneHHs abo 3MiHM [0 y3aranbHEHVX AaHKX NPO CUCTEMY
cbapmakoHarnsgy (BBe4eHHS y3ararnbHEHUX AaHUX Npo
cucTemMy chapMakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiANoOBiganbHOI 3a 34iIMCHEHHSA hapMaKkoHarnsaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsaay 3asiBHMKA ANs 34iINCHEHHS
dapmakoHarnagy B YKpaiHi, SKLWo BOHa BiAMiHHa Bif
yMNOBHOBaXeHOi 0cobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
dapmakoHarnagy (BKIo4arymn KOHTaKTHI AaHi) Ta/abo 3miHn
y pO3MilLLleHHi MacTep-darina cuctemu papmakoHarnagy).
3miHa ynoBHOBaXeHOI 0cobu 3asiBHUKa, BiAMNOBiAansHOI 3a
capmakoHarnsg. Litova pegakuis: Dr Birgitt Gellert.
MponoHoBaHa pepakuis: JlonyeHko OneHa BonogumupisHa.
3MiHa KOHTaKTHMX AaHWX YNOBHOBaXEHOI ocobu,
BifnoBigansHoil 3a hapmakoHarnsg,.
3MiHa MicLue3HaxoakeHHs1 MacTep-daiina cucremu
hapmakoHarnsigy Ta oro Homepa. 3MiHa MicLs 34iiCHEHHSI
OCHOBHOI AisiNbHOCTI 3 hapmakoHarnsgy.

3a
peuerimom

UA/12699/01/01

79.

IBYNPO®EH
ANKANoIf

cycneHsia ans
nepopanbsHoro
3acTtocyBaHHs, 100
mr/5 mn; no 100 mn
y donakoHi, no 1
cdnakoHy B navi

ANKANOIN
ALl Ckon’e

Pecny6bnik
a lNiBHiYHa
MakenoHisa

AJTKANOIQ AL
Ckon'e

Pecnybnika
MiBHiYHa
MakepoHis

BHECEHHS 3MiH [0 peecTpauinHMx matepianis: 3miHu | Tuny -
3MiHu 3 skocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO fikapcbKoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo 4ONyCTUMUX MEX rOTOBOIO
nikapcbKkoro 3acoby (BuUnyYeHHs He3Ha4YHOro Noka3HukKa
(Hanpuvknag 3acTapinoro nokasHuka, Takoro sik 3anax Ta
cMak, abo ineHTudikaulis 6apBHUKIB Y CMaKOBMX 406ABOK))
- BUNYyYeHHs nokasHuka «O6’em, WO BUTAraeTbecs» i3

6e3
peuenma

UA/18564/01/01
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3aTBepAKeHOI cneumdikaLii Ha MOMEHT BUMYCKY
80. | IHOAMAMIOQ TabneTku, BKPUTI "Xemodapm Cepbist "Xemochapm" Al Cepbist BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny - 3a UA/6082/01/01
NniBKOBOK "AO 3MiHM Wwopo 6e3nekun/edekTUBHOCTI Ta dhapMakoHarnagy. peuenmom
obonoHkoto, no 2,5 BBepaeHHs abo 3MiHM A0 y3aranbHeHWX AaHUX Npo cuctemy
mr, no 10 TabneTok apmakoHarnsay (BBEAEHHS y3aranbHEeHUX 4aHnX Npo
y 6nicTepi; no 3 cuctemy chapmakoHarnsgy, 3miHa ynoBHoBaXeHoi ocobu,
6nictepu y BiAMNOBIAANbHOI 3a 3AiNCHEHHsT (bapMakoHarnsAy; KOHTaKTHOI
KapTOHHIN ynakoBLii ocobu 3 hapmakoHarnsay 3asBHUKa ANs 30iIRCHEHHS!
tapmakoHarnagy B YkpaiHi, Ko BOHa BigMiHHa Big
YNOBHOBaXeHOT 0cobWu, BignoBigansHoi 3a 34iiCHEHHS
dapmakoHarnagy (BKo4arymn KOHTaKTHI AaHi) Ta/abo 3miHn
y PO3MilLleHHi MacTep-danna cuctemm bapmakoHarnagy) -
3miHa ynoBHoBa)keHOi 0cobu 3asiBHMKa, BignoBiganbHOI 3a
capmakoHarnag. Oitova pegakuis: Dr. Friderike Klein, MD.
MponoHoBaHa peaakuis: Dr. Andreas Iwanowitsch / [Joktop
Anppeac IBaHoBWY.
3MiHa KOHTaKTHMX JaHWX YNOBHOBaXXeHOi 0coby 3asiBHUKA,
BignoBiganbHOI 3a hapmakoHarnag.
3MiHa KOHTaKTHOI 0cobW 3asiBHUKA, BiAnoBiaanbHoi 3a
dapmakoHarnsag B YkpaiHi. [lirova pepakuis: MNpycbkuia
CraHicnas. NponoHoBaHa pepakuisi: oy TeTsiHa KOpiiBHa.
3MiHa KOHTaKTHWUX JaHUX KOHTaKTHOT 0cobu 3asiBHUKa,
BignoBiganbHoi 3a dhapmMakoHarnsig B YkpaiHi
81. | IHOAHPUKC cycneHsis (DTPa- makcoCwmit Benuka "makcoCmiTKnsinH Benbrisa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/16235/01/01
FEKCA™/INFA HBV-IPV) gnsa KnsnH Bputanis Bionogxikans C.A. 3MiHn 3 gkocTi. A®l. BupobHuutBo. 3MiHM B npoueci peuernmom
NRIX HEXA™ iH'ekuii no 0,5 mn (1 Ekcropt BUpobHMuTBa ADI (iHWi 3miHM). FapMoHi3aLUis Ta pegakuinHe
KOMBIHOBAH fno3sa) Ta niodginisat Nimiten OHoBreHHs po3ginis 3.2.S Active Substance Ta 3.2.P
A BAKUUHA (Hib); Finished Product peectpauinHoro focbe 3 BUpOOGHMYOO
ansa cycneHsia (DTPa- npakTukoto Ans komnoHeHta DTcc intermediate bulk. 3minm |
NPO®INAKTUK | HBV-IPV) ans Tmny - 3MiHu 3 sikocTi. A®I. KoHTponb A®I (iHwwi 3MiHWM).
M QUG TEPI, iH’ekuii no 0,5 mn (1 Buny4eHHs BXiAHOro KOHTPOMO Ha BUPOBHNYOMY
NPABLUA, [o3a) Ta niodginisat mMangaHumky GSK Wavr (Belgium) ansi npomixxHoro
KALLIIOKY (Hib); 1 nonepegHbO npoaykTy agcopboBaHuii | KOHLEHTPOBaHUIA AN TEPIHNIA Ta
(ALUENONAPH HanoBHEHWN npaBLeBWIn aHaTokcuH (adsorbed and concentrate
un OfHOpa3oBUiA Diphtheria and Tetanus (DTcc)), Lo BUroToBneHun Ha
KOMMOHEHT), wnpwuy (no 0,5 mn (1 BUPOGHWMYI ginbHuLi GSK Marburg (Gemany).
FENATUTY B, [03a)) y KOMNNekTi 3
NMONIOMIENITY | aBoma ronkammu Ta
TA rakoH 3
3AXBOPIOBAH | niodinizatom (Hib)
b, ans 1 gosu, wo
36YOHUKOM 3MiLlyoTbCs nepes
AKUX € BUKOPUCTaHHAM; NO
HAEMOPHILUS | 1 a6ono 10
INFLUENZAE NIacTUKoBMX
TUnNy B KOHTeNHepiB y
KapTOHHiI kopobuyj;
82. | IHOAHPUKC cycneHsis (DTPa- makcoCwmit Benuka makcoCmiTKnsinH Benbris 3MiHu | TUny - 3MiHK 3 sikocTi. A®l. BupobHuuTBO. 3MiHM B 3a UA/16235/01/01
FEKCA™/INFA HBV-IPV) ans KnsiH BpuTaHis Bionogxikans C.A. npoueci BupobHuuTea APl (He3HayHa 3miHa y npoLleci peuyenmom
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[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

NRIX HEXA™
KOMBIHOBAH
A BAKUMHA
ans
NPODITAKTUK
W OUDTEPII,
NPABUA,
KALLJTIOKY
(ALENONAPH
17

KOMMNOHEHT),
FENATUTY B,
noniomienity
TA
3AXBOPIOBAH
by
3BYAHUKOM
AKX €
HAEMOPHILUS
INFLUENZAE
TAany B

iH’ekui no 0,5 mn (1
fAo3a) Ta nioginisat
(Hib); 1 nonepeaHbo
HarnoBHEHWN
0HOPa3oBun
wnpuy (no 0,5 mn (1
[03a)) y KOMMeKTi 3
[BOMa ronkamu Ta
bnakoH 3
niocpinisatom (Hib)
ans 1 gosu, wo
3MiWyoTbCs nepeq
BVKOPVCTaHHSAM
(wnpwy 3 ronkamu
3aKpUTi TYyMOBUMM
KoBnaykamu); OBi
ronku (ogHoro
po3mipy), Wwnpuy Ta
naKkoH repMeTU4HO
3anakoBaHi y
nNnacTUKoBUn
KOHTelHep; no 1 abo
no 10 nnacTukoBmx
KOHTeNHepiB y
KapTOHHiI kopobuyj;
1 nonepenHbO
HanoBHEHWN
OfiHOopa3oBui
wnpwuy (mo 0,5 mn (1
[03a)) y KOMNNekTi 3
OBOMa ronkamu Ta
dnakoH 3
nioginizatom (Hib)
onsa 1 goau, Wwo
3MilyoTbCA nNepeq
BUKOPUCTAHHSIM
(wnpwy, 3 ronkamu
3aKpUTi TyMOBUMM
KOBMaykamu); aBi
ronku (ogHoro
po3mipy), Wwnpuy Ta
rakoH repMeTU4HO
3anakoBaHi y
NnacTUKOBUIA
KOHTelHep; no 1 abo
no 10 nnacTnkoBmx
KOHTEWHepiB y
KapTOHHI kopobui

Exkcnopt
Jlimiteq

BupobHuuTBa ADI) - BBEaeHHs anbTepHaTUBHOMO
noxwusHoro cepegosuwa (M01), sike BUKOPUCTOBYETLCS ANs
KyNbTUBYBaHHS KynbTypw KNiTUH Vero y npoueci
BUPOBHMLTBA Lit040i pevoBMHM iIHAKTMBOBAHOIO MOSioBipyCy
(IPV)

83.

IHPAHPUKC™

cycneHsisa ans

nakcoCwmit

Benuka

nakcoCmiTKnsaH

Benbris

BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHu | Tuny -

3a

UA/13939/01/01
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1

InB iH'ekuin; no 0,5 mny KnanH BpuTaHis Bionogxikana C.A. 3MiHun 3 skocTi. A®l. BUpoObHULTBO. 3MiHM B NpoLeci peuenmom

KOMBIHOBAH nonepegHbLo Ekcnopt BMpobHuuTBa A®I (iHWi 3miHW) MapMoHisaLia Ta pedakuiiHe

A BAKLUUHA 3arnoBHEHOMY Nimiten OHoBreHHs po3sginie 3.2.S Active Substance Ta 3.2.P

and OAHOPa30BOMY Finished Product peectpauiHoro gocbe 3 BUpoGHMYOO

MPO®IMAKTUK | wnpwuui y komnanekTi npakTukoto Ans komnoHeHta DTcc intermediate bulk. 3minm |

1 OUDTEPII, 3 ronkoto; no 1 abo Tmny - 3MiHm 3 sikocTi. A®Il. KoHTponb ADI (iHwwi 3miHW)

NMPABLUA, 10 nonepeaHbLO BunyyeHHs BXigHOro KOHTPOSO HA BUPOGHUYOMY

KALLJTHIOKA 3arnoBHEHNX mangaruuky GSK Wavr (Belgium) ans npomipkHoro

(ALENIONAPH OAHOPa30BMX npoaykTy agcopboBaHUi i KOHLEHTPOBaHWIA U TEPIiHUA Ta

71 wnpuuis y npaBLeBuiA aHaTokcuH (adsorbed and concentrate

KOMIMOHEHT) nnacTUKOBOMY Diphtheria and Tetanus (DTcc)), Lo BUrotToBneHun Ha

TA KOHTeWHepi; no 1 BUPOGHWMUYI ginbHuLi GSK Marburg (Gemany).

NONIOMIENITY | KOHTeNHepy B

KapTOHHIN kopobui

84. | IHOAHPUKC™ cycneHsis gns "makcoCwmit Benvka "makcoCmiTKnsamH Benbris 3MiHuM | TUny - 3MiHK 3 sikocTi. ASL. BupobHmuTBO. 3MiHN B 3a UA/13939/01/01

InB iH'ekuin no 0,5 mny KnanH BputaHia Bionogxikana C.A. npoueci BupobHuuTea APl (HeaHayHa 3MiHa y npoueci peuenmom

KOMBIHOBAH nonepegHLo Ekcnopt BupobHuuTBa ADI) - BBEaeHHs anbTepHaTUBHOIO

A BAKUUHA 3anoBHEHOMY JimiTen noxueHoro cepegosua (M01), sike BUKOPUCTOBYETLCS AN

anda OAHOPa30BOMY KyNbTUBYBaHHS KyNbTypu KNiTUH Vero y npoueci

MPO®INAKTUK | wnpuui y KomnnekTi BUPOOHMLTBA [it040i pe4OBMHM iIHAKTMBOBAHOIO NOJiOBIpYyCYy

N OUDTEPII, 3 ronkoto; no 1 a6o (IPV)

NPABLUA, 10 nonepefHbLO

KALUJTHIOKA 3anoBHEHUX

(AUENONAPH OfHOpPa30BUX

un wnpuLis y

KOMIMOHEHT) nnacTUKoBoMy

TA KOHTeWnHepi; no 1

NONIOMIENITY | koHTelHepy B

KapTOHHI kopobui

85. | IHGAHPUKC™ cycneHsis (DTPa- "makcoCmit Benuka "makcoCmiTKnsinH Benbrisa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/15832/01/01

INB XIB / IPV) ons iH’ekuin no KnsainH BpuTaHis Bionopxikana C.A. 3MmiHu 3 akocTi. A®l. BupobHuuTBO. 3MiHM B Npoueci peuenmom

INFANRIX™ 0,5 mn (1 posa) Ta Ekcnopt BUpobHMuTBa ADI (iHWi 3miHM). FapMoHi3aLia Ta pegakuinHe

IPV HIB niodgpinizart (Hib); Nimiteq OHoBreHHs po3ginis 3.2.S Active Substance ta 3.2.P

KOMBIHOBAH cycneHsis (DTPa- Finished Product peecTpauiiHoro gocke 3 BUPOGHWNYOO

A BAKLUUHA IPV) ons iH'ekuin no npakTukoto ans komnoHeHTa DTcc intermediate bulk. 3miHum |

ansa 0,5 mn (1 po3a) y Tmny - 3MiHu 3 skocTi. A®l. KoHTponb A®I (iHwwi 3MiHW).

NPO®INAKTUK | nonepegHbo Buny4eHHs1 BXiAHOro KOHTPOS0 Ha BUPOBHUYOMY

1 OUDTEPII, HanoBHEeHOMY mMangaHumky GSK Wavr (Belgium) ans npomixxHoro

NMPABLUA, OfHOpa3oBOMY npoaykTy agcopboBaHuii | KOHLEHTPOBaHWUIA AN TEPIHNIA Ta

KALLIIOKY wnpuui Ne1 'y npaBLeBUIn aHaToKcuH (adsorbed and concentrate

(ALENIONAPH KOMMIEKTi 3 ABOMa Diphtheria and Tetanus (DTcc)), Lo BUrOTOBNEHUI Ha

un ronkamu Ta BUPOGHWUI ginbHuLi GSK Marburg (Gemany).

KOMMOHEHT), | nioginizat (Hib) y

NONIOMIENITY | cnakoni Ne1, wo

TA 3MilyoTbCs nepeq,

3AXBOPIOBAH | BuKopuCTaHHsIM: Mo

b, 1 nonepeaHLO

36YOHUKOM HanoBHEHOMY

AKUX € 0HOpPa3oBOMY
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
HAEMOPHILUS | wnpuuy y KOMNnekTi
INFLUENZAE 3 JBOMa ronkamu ta
TANY B 1 conakoHom 3
niocpinizatom (Hib) y
BaKyyMHil
CTepWnbHin
ynakosLi; no 1
BaKyyMHil
CTepWnbHIN ynakosLi
Y KAPTOHHI Kopobui
86. | IHGAHPUKC™ cycneHsia ans makcoCwmit Benuka "makcoCmiTKnanH Benbrisa BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny - 3a UA/15120/01/01
KOMBIHOBAH iH'ekUin; cycneHsis Knanu BpuTaHis Bionogxikana C.A. 3MiHu 3 skocTi. A®l. BUpoGHULTBO. 3MiHM B nNpoueci peuenmom
A BAKLUUHA ans iH'ekuin no 1 EkcropT BMpobHMuTBa ADI (iHWi 3miHM). MapMoHi3aLis Ta pegakuinHe
anda nosi (0,5 mn)y NimiTen OHoBreHHs po3aginie 3.2.S Active Substance Ta 3.2.P
NMPO®IAKTUK | nonepegHbo Finished Product peecTtpauiiitHoro gocbe 3 BUpo6HM4OO
N OUDTEPII, 3anoBHEHOMY npakTukoto ans komnoHeHTa DTcc intermediate bulk. 3miHn |
NMPABLUA, wnpuui Ne 1y Tmny - 3MiHn 3 gxkocTi. A®I. Kontponb A®I (iHLWi 3MiHWM).
KALUJTIOKY KOMMIEKTi 3 OfHi€0 Buny4yeHHs BXigHOro KOHTPOIO Ha BUPOGHUYOMY
ALUEJNONAPHA | aGo gBoma ronkamu: MangaHumky GSK Wavr (Belgium) ans npomixxHoro
OYULLEHA no 1 nonepegHLo npoaykTy agcopboBaHui i KOHLEHTPOBaHWUIA AU TepinHUA Ta
IHAKTUBOBAH | HanoBHeHOMY npaBLeBuiA aHaTokcuH (adsorbed and concentrate
A PIOKA LINpULY Y KOMMNIEeKTI Diphtheria and Tetanus (DTcc)), Lo BUroToBNEHU Ha
3 ofHieto abo gBoma BUPOGHWYIn ginbHuui GSK Marburg (Gemany).
ronkamu y
nnacT1koBoMy
KOHTeWHepi; no 1
nnacTnkoBoMy
KOHTeWHepy B
KapTOHHI kopobui
87. | IXTAMMON cybcTaHuis (piguHa) MPAT YkpaiHa "EcTteparixiwe ABCTpist BHECEHHS 3MiH 10 peecTpaLiiHMx maTepianis: 3miHu | Tuny - - UA/18289/01/01
(IXTION) y MNacTUKOBMX "®ITOPAPM IXbTH0OMNb AfMiHicTpaTMBHI 3MiHW. 3MiHa HalMeHyBaHHs Ta/abo
H6apabaHax ans " [esenbwadt Me be appecy 3asiBHMKa (BNacHvKa peecTpauiiHoro NocBig4eHHs)
dapmaLeBTUYHOro Xa HyHmep Ka e" 3MiHa agpecu 3asiBHUKa
3acTOoCcyBaHHSA
88. | KAOCINA® NOPOLLIOK ANis TOB «Poww YkpaiHa BupobHuLTBO CLWA/ BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3amMiHa 3a UA/13770/01/02
KOHLeHTpaTy Ans YkpaiHa» Hepo3adpacoBaHoI LLisenuapis/ 3asBHuka 13 (MIBI) (BnacHvka peecTpauiiHoro peuenmom
po34nHy AnA npoaykLuii, NnepBuHHe HimeyumHa nocsigyeHHs ) (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460).
iHdpysin no 160 wr; 1 nakyBaHHs: BBeaeHHs 3MiH NpoTarom 6-Tu MicAUiB Nicns 3aTBepAXKEeHHS;
riakoH 3 NOPOLLKOM MaTeoH 3MiHu | Tuny - 3miHn Wwopao 6e3neku/edekTUBHOCTI Ta
B KQPTOHHI KopoobLi MaHydekTypuHr capmakoHarnsgy. BeegeHHst abo 3MiHM 0O y3aranbHEHUX
Cepsicus, JIICi, AaHuX npo cucteMy chapmakoHarnsagy (BBedeHHs
CLUA y3aranbHeHUX AaHnx Npo cuctemy dpapmakoHarnsgy, 3miHa
®.XoppmaHH-J1s YNOBHOBaXEHOT 0cobWU, BignoBiganbHoi 3a 34iNCHEHHS
Pow Jitg, dapmakoHarnagy; KoHTakTHoi ocobu 3 hapmakoHarnsagy
LLseniuapis 3asBHMKa ANs 34iNcHeHHs bapmakoHarnagy B YKpaiHi, aKwo
BTopuHHe BOHa BiAMiHHA Bif yNOBHOBaXkeHOi 0cobu, BianoBiaansHoI 3a
nakyBaHHs: 3[iNCHeHHS dhapmakoHarnsgy (BKIoYakdm KOHTaKTHiI AaHi)
& . XohdpmaHH-J1s Ta/abo 3MiHM y po3MiLLeHHI MacTep-caiina cuctemu
Pouw NTa, chapmakoHarnsgy) - 3miHa ynoBHOBaXKeHOT 0cobu 3asiBHMKA,
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
LLisenuapis BignoBigansHoi 3a dhapmakoHarnag. Hitoya pegakuis: Dr
BunpobyBaHHsi Birgitt Gellert. MNponoHosaHa peaakuis: JloiyeHko Onena
KOHTPOMIO SIKOCTi: BonognmupiBHa. 3MiHa KOHTaKTHUX AaHWUX YNOBHOBaXEHOT
Pow ®apma AT, ocobu, BignoeigansHoi 3a hapmakoHarnag. 3miHa
Himeuunna MiCLie3HaxoMKeHHs macTep-danna cucremm
Pow [iarHocTtuke thapmakoHarnagy Ta horo Homepa. 3MiHa Micus 34iNCHEHHs
M6X, HimeyuunHa OCHOBHOI AisiNbHOCTI 3 (hapMakoHarnsgy
®.XobdpmaHH-Is
Pow INTa,
LLisenuapis
Bunyck cepii:
& . XoppmaHH-J1s
Pow NTa,
LLiseninapisa
89. | KAOCINA® NOPOLLIOK A4S TOB «Pow YkpaiHa BupobHuLTBO CLIA/ BHECEHHs1 3MiH [0 peecTpauiiHux maTtepianis: 3amMiHa 3a UA/13770/01/01
KOHLIEeHTpaTy Ans YkpaiHa» Hepo3dacoBaHoi LLisenuapis/ 3agBHuka 13 (MIBI) (BnacHvka peecTpauinHoro peuenmom
PO34MHY Anis NPOAYKLii, NepBUHHE HimeuyunHa noceigyeHHst) (3rigHo Hakady MO3 Big 23.07.2015 Ne 460).
iHdy3in no 100 mr; 1 nakyBaHHS: BBegeHHs 3MiH NPOTArom 6-Tu MicALIB NicNsa 3aTBEPLKEHHS;
NaKkoH 3 MOPOLLKOM MateoH 3MiHn | Tuny - 3miHK Wwopo 6e3nekn/edeKkTnBHOCTI Ta
B KAPTOHHIl kopobui MaHydekTypuHr capmakoHarnsigy. BeegeHHst abo 3MiHM 00 y3aranbHEeHUx
Cepsicus, JIICi, [aHuX Npo cuctemy dhapmakoHarnsay (BBeAeHHs!
CLUA y3ararnbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy, 3MiHa
®. XoppmaHH-J1s yMNOBHOBaXeHOi 0cobu, BignoBiganbHOI 3a 3A4iNCHEHHS
Pow Jlta, hapmakoHarnsiay; KOHTakTHoOi ocobu 3 hapmakoHarnsay
LLisenuapis 3asiBHUKA ANA 34iNCHEHHst dhapmakoHarnsaay B YKpaiHi, AKwo
BTopuHHe BOHa BiIMiHHa Bif YNOBHOBaX€eHOi 0cobWu, BiANoOBIganbHoi 3a
nakyBaHHs: 3[iCHeHHs hapmakoHarnagy (BKMoYakvm KOHTaKTHi AaHi)
®.XodppmaHH-J1s Ta/abo 3MiHM y po3MilLieHHI MacTep-canna cuctemm
Pow Jlta, dapmakoHarnsgy) - 3MiHa ynoBHOBaXeHOT 0cobu 3asiBHUKaA,
LLiseniuapis BignosiganeHoi 3a hapmakoHarnag. ditova pegakuis: Dr
BunpobyBaHHs Birgitt Gellert. MNponoHoBaHa peaakuis: JloiyeHko OneHa
KOHTPOSIO AKOCTI: BonognmupisHa. 3MiHa KOHTaKTHUX AaHWUX YNOBHOBaXEHOT
Pow ®apma AT, ocobu, BignoBigansHoi 3a hapmakoHarnag. 3MiHa
HimeyunHa MicLle3HaxooKeHHs MacTep-channa cuctemm
Pow [iarHocTtuke (hbapmakoHarnsigy Ta oro Homepa. 3MiHa MicLs 34iCHEHHST
'm6X, HimeuunHa OCHOBHOI AiANbHOCTI 3 hapmMakoHarnsgy
®.XocbpmaHH-Ia
Pouw NTa,
LLseniuapis
Bunyck cepii:
& . XopdpmaHH-J15
Pouw NTa,
LLiBenuapis
90. | KANIEHOYNU HacTomka no 20 mn MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauinHMx matepianis: 3miHu | Tuny - 6es UA/7242/01/01
HACTOMKA abo no 25 mn, abo dapmanesT dapmaveBTMYHa 3MiHM 3 AkocTi. [oTOBMI Nikapcbkui 3acib. Cuctema peuenma
no 40 mn, abo no 50 n4yHa habpuka "Biona" KOHTEeWHep/3aKkynoptoBarnbHuUiA 3acit. 3MiHa y NepBUHHIN
MA Y donakoHax habpuka ynakoBLi FOTOBOro Nikapcbkoro 3acoby (sikicHWI Ta
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep

n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o

n 3acoby ynakoeka) noceio4yeHHs1
YKYNOpPEHnX "Biona" KinbKiCHUI cknag) - M’siki Ta HecTepunbHi pigki nikapcbki

npobkamu Ta
KpuyLkamm abo
npobkamu-
KpanenbHUUAMU Ta
Kpuywkamu; no 20 mn
abo no 25 mny
dnakoHi,
YKynopeHomy
npo6koto-
KpanenbHuueto Ta
KpuLkamu, no 1
cbnakoHy B nayui 3
KapToHy; no 40 mn
abo no 50 mny
bnakoHi,
YKynopeHoMmy
npo6koto-
KpanenbHuueto Ta
KpuLkoro abo
NPOBGKOIO i KPULLIKOLO,
no 1 conakoHy B
nauui 3 KapToHy; Nno
20 mn y pnakoHax
noniMepHmXx,
YKYNOpEeHUX
npobkamu-
KpanenbHUUAMU Ta
Kpuwkamu; no 20 mn
y dnakoHi
noniMepHomy,
YKynopeHoMmy
npo6koto-
KpanenbHuueto Ta
KPULLIKOHO, No 1
dnakoHy B naui; no
25 mn y pnakoHax
noniMepHux,
YKYNOpeHUx
npobkamu-
KpanenbHULUsMU Ta
KpuLkamu; no 25 mn
y drakoHi
norniMepHomy,
YKynopeHoMy
npo6koto-
KpanenbHuLEe Ta
KpuLLKoto, no 1
dnakoHy B nayui; no

copmu - BBeAEHHS A04aTKOBMX ynakoBok no 20 mn, 25 mn,
40 mn Ta no 50 mn y conakoHax nonimepHux (®BM-30-18 Ta
OBI1-55-18 3 nonieTuneHTepedTanaty), yKynopeHnx
npobkamu-kpanensHuusmm 3 MEBT (2.2.a-13) Ta kpuwwkamm
(K®1) y nayui Ta 63 naykuy, 3 BigNoBigHUMM 3MiHaMK 0 p.
«YnakoBka». BBegeHHst 3MiH npoTaroM 6-Tu micsauiB nicns
3aTBEPKEHHS
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[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

40 mn y donakoHax
noniMepHmXx,
YKYMOpPEHMX
npobkamu-
KpanenbHUUsMY Ta
Kpuwkamu; no 40 mn
y chnakoHi
noniMepHomy,
YKynopeHomy
npo6koto-
KpanernbHuLEeo Ta
KpuLLKoto, no 1
¢bnakoHy B na4ui; no
50 mn y donakoHax
noniMepHux,
YKYMOPEHMX
npobkamm-
KpanenbHUUsaMN Ta
Kpuwkamu; no 50 mn
y bnakoHi
noniMepHomy,
YKynopeHomy
npobkoto-
KpanesnbHULEe Ta
KpULLIKOLO, No 1
dnakoHy B nayui

91.

KAPTAH

PO34MH AN iH'eKuin
no 1 r/5mn; no5 mn
B amnyni; no 5
aMnyn y KapTOHHIn
ynakoBLi

JOEMO CA
dapmacbloT
ukan
IHpacTpi

Ipeuis

JEMO CA
dapmacbioTukan
IHpacTpi

peuis

BHECEHHS 3MiH 0 peecTpauinHmMxX maTtepianis: 3miHu | Tuny -
AOMiHicTpaTMBHI 3MiHW. 3MiHa HalMeHyBaHHs1 Ta/abo
agpecu Micusa NpoBaKeHHS AiArnbHOCTI
BMpPOBHWKa/imnopTepa roToBoro nikapcbkoro 3acoby,
BKIOMAKUM AinbHULI BUNYCKY cepii abo MicLe npoBedeHHs
KOHTPOMIO SIKOCTI. (AiANbHICTb, 3a AKy Bignosiaae
BUPOGHWK/IMNOPTEP, BKNOYAOUM BUMNYCK cepilt). SMiHK
BHECEHO B iHCTPYKLitO ANS MEANYHOIO 3aCTOCYBaHHSA
nikapcbkoro 3acoby y po3ain «Micue3HaxomKeHHs
BMPOOHWMKa Ta agpeca MicLs NpoBafKeHHS Noro
LiANbHOCTI».

3a
peuerimom

UA/15595/01/01

92.

KACOJEKC

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto, no 150
Mr; no 14 TabneTok
y 6nicTepi; no 2
Gnictepn y
KapTOHHiI kopobLyi

Actpa3eHek
a oK
Nimiten

Benuka
BpuTaHis

BupobHuik,

BignoBiganbHUN 3a

BUPOGHMUTBO "in
bulk", koHTponb
sKkocTi: KopaeH
dapma M'm6X,
HimeuuuHa;
Bupo6Huk,

BignoBsiganbHUN 3a

NnepBUHHE Ta
BTOPUHHE

nakyBaHHA, BUNYCK

HimevunHa/
Benuka
BpuTaHis

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3amiHu | Tuny -
3miHu wopao 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay.
BBeaeHHs abo 3MiHU [0 y3aranbHEHVX AaHWUX NPo CUCTEMY
cbapmakoHarnsgy (BBeAeHHs y3aranbHEHUX AaHUX Npo
cucTeMy chapMakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
BiANoBiganbHoI 3a 34iINCHEHHS hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsaay 3asiBHMKA ANs 34iINCHEHHS
dapmakoHarnagy B YkpaiHi, SKLWo BOHa BiAMiHHa Big
yMNOBHOBaXeHOI 0cobu, BiAnoBiaanbHoI 3a 3A4iNCHEHHS
dapmakoHarnagy (BKIo4arymn KOHTaKTHI AaHi) Ta/abo 3miHu
y po3MiLLleHHi MacTep-darina cuctemu apmakoHarnagy).
3MiHa KOHTaKTHOI 0coOW 3asiBHUKA, BiAnoBiganbHoi 3a

3a
peuerimom

UA/0185/01/02
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
cepii: AcTpa3eHeka dapmakoHarnag B YkpaiHi.
IOK Jlimiten, Benvka Nitoua pepakuis: Mpyaies Oennc AmuTtposuy. NponoHoBaHa
BpuTtaHia penakuis: llebeamHeub €nnsaseta PomaHiBHa. 3MiHa
KOHTaKTHUX JAaHNX KOHTaKTHOI 0COBU 3asiBHUKA,
BignoBiganbHoi 3a dapMakoHarnsag B YKpaiHi.
93. | KACOOEKC TabneTtkn, BKPUTI AcTtpa3eHek Benvka Bupo6GHuK, Himeuuunna/ BHECEHHS 3MiH 4O peecTpaLiHux maTtepianis: 3miHu | Tuny - 3a UA/0185/01/01
NniBKOBOO a oK Bputanis BiANOBIAaNbHUIA 3a Benuka 3MiHn wopao 6e3nekn/edekTMBHOCTI Ta dhapMakoHarnaay. peuernmom
obonoHkoto, no 50 Timiteq BMPOOHMLUTBO "in BputaHis BBeaeHHs abo 3MiHM A0 y3aranbHeHVX AaHUX Npo cuctemy
mr, no 14 TabneTtok bulk", KOHTpOnb chapmakoHarnsgy (BBeAeHHs y3aranbHEeHUX 4aHnx npo
y 6nicTepi; no 2 skocTi: KopaeH cuctemy chapmakoHarnsgy, 3miHa ynosHoBaXeHoi ocobu,
Gnictepn y Papma 'M6X, BiAMOBiAanbHOI 3a 34iNCHEHHsT bapMakoHarnsaay; KOHTaKTHOI
KapTOHHIl kopobui Hime4vuuHa; ocobu 3 hapmakoHarnsay 3asiBHUKa Ans 34iNCHEHHs!
BupoGHuK, thapmakoHarnagy B YkpaiHi, SKLWO BOHA BigMiHHa Big
BiAnoBiganbHWM 3a YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
nepBuHHE Ta dapmMakoHarnagy (Bkrovar4mn KOHTaKTHI AaHi) Ta/abo 3miHn
BTOPUHHE Y PO3MilLieHHi MacTep-aiina cuctemmn dapmakoHarnsgy).
nakyBaHHs1, BUMYCK 3MiHa KOHTaKTHOI 0cobu 3asiBHWKa, BiANOBiAaNbHOI 3a
cepii: AcTpa3eHeka chapmakoHarnag B YKpaiHi.
IOK Nimiten, Benuka Litova pepakuis: Mpygies Oenuc OmuTtposuy. NponoHoBaHa
BpuTtaHis pepakuis: NlebeamHeup €nnsaseta PomaHiBHa. 3miHa
KOHTaKTHWX AAHUX KOHTaKTHOi 0CObU 3asBHUKa,
BignoBiganbHOI 3a hapmMakoHarnag B YkpaiHi.
94. | KBETIAMIH- TabneTkn, BKpUTI MpAT Ykpaina hxeHedapm CA peuis BHECEHHS 3MiH [0 peecTpauiiinx martepianis: 3amiHu | Tuny - 3a UA/19202/01/02
OAPHULUA NNiBKOBOK "®apmaueBT 3MiHu 3 sKkocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHK y peuenmom
obornoHkoto, no 100 n4yHa chipma BMPOBHMLTBI. 3MiHa po3Mipy cepii (BKMo4aoum gianas3oH
mr; no 10 TabneTok "NapHuug" pO3Mmipy cepii) roTOBOro nikapcbkoro 3acoby (36inbLeHHs 4o
y 6nicTepi; no 3 10 pasiB NOPIBHSHO i3 3aTBEPKEHNM PO3MIPOM) BBEAEHHS
Gnictepu B nayui HoBoro po3mipy cepii M3 - 252,0 kr agns gosyBaHHA no 25
Mr
95. | KBETIANIH- TabneTkn, BKpUTI MpAT YkpaiHa xeHedpapm CA peuis BHECEHHS 3MiH [0 peecTpauinHnux matepianis: 3miHu | Tuny - 3a UA/19202/01/03
OAPHMLUA NniBKOBOKO "dapmaueBT 3MiHuM 3 akocTi. [oToBMI Nnikapcbkui 3aci6. 3miHn y peuenmom
obornoHkoto, no 200 n4yHa cipma BMPOBHMUTBI. 3MiHa po3Mipy cepii (BKMoY4aoum gianasoH
mr; no 10 TabneTok "OapHuus"” po3mipy cepii) roToBOro nikapcbkoro 3acoby (36inbLIEHHst 40
y 6nicTepi; no 3 10 pasiB NOPIBHSHO i3 3aTBEPAXXEHNM PO3MiPOM) BBEAEHHS
Gnictepu B nayui HoBoro po3mipy cepii M3 - 252,0 kr ans AosyBaHHA no 25
Mr
96. | KBETIAMIH- TabneTkn, BKpUTI MpAT YkpaiHa xeHedpapm CA peuis BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/19202/01/01
OAPHMLUA NniBKOBOKO "dapmaueBT 3MiHun 3 akocTi. [oToBMI Nikapcbkuii 3acib. 3MiHM y peuenmom
o6onoHkot, no 25 nyHa dipma BUPOGHMLTBI. 3MiHa po3Mipy cepii (BKMovatoun gianas3oH
mr; no 10 TabneTok "OapHuus” po3Mipy cepii) roToBOro nikapcbkoro 3acody (36inbLIeHHs A0
y 6nicTepi; no 3 10 pasiB NOPIBHSHO i3 3aTBEPAXXEHUM PO3MiPOM) BBEAEHHS
Gnictepu B nayui HoBoro po3mipy cepii M3 - 252,0 kr anst fo3yBaHHs no 25
Mmr
97. | KONNOTPO®IH | kancynu BariHanbHi 3eHTiBa, K.C. Yecbka Bupo6HuuTBO ®paHuia 3MiHuM | TUNY - AgMiHICTpPaTUBHI 3MiHW. 3MiHa HaMeHyBaHHS 3a UA/3481/03/01
M’'siki no 10 mr; no 10 Pecny6bnik Hepo3adhacoBaHoI Ta/abo agpecy MicLs NPOBaMKEHHS AiSNbHOCTI peuenmom
kancyn y énicrepi; a NPOAYKLUii, KOHTPONb BUPOGHMKa/iMnopTepa rotToBoro fikapcbkoro 3acoby,

no 1 6nictepy B
KapTOHHiI kopobui

cepii: Kancyxenb
lMnoepwmens,
®paHuis; NepBuHHa

BKIOMAKOUM AinbHULI BUNYCKY cepii abo micLe npoBeaeHHs
KOHTPOIIO SIKOCTI. (AiSNbHICTb, 3a sIKy Bignoeiaae
BMPOBHMK/IMNOpTEp, He BKIOYa4M BUNYCK cepiit). 3MiHa
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Ta BTOPWHHA Ha3BW BUPOGHMKA, KWV BiANOBIAAB 3a BUPOOHULTBO
ynakoBka, A03BiN Ha Hepo3adacoBaHoi NpoAyKLUii, KOHTpPonb cepiii. Bci BUpoBHNui
BUMYCK Cepii: onepadii Ta agpeca BUPOOHUKA 3anuLLatoTbCst HE3MIHHUMW.
Jlacbanb EHatocTpi, 3artBepmkeHo: Kancyxenb Mnoepmens, PpaHuis Capsugel
®paHuis; KonTtponb Ploermel, France. 3anponoHoBaHo: Hekctdapma
cepii (Tinbkn Mnoepmenb, PpaHuis Nextpharma Ploermel, France
MikpobionoriyHe
TeCTyBaHHs):
KoHdapma PpaHc,
PpaHuia
98. | KOP CYIC PO34MH ANS iH'EKLN; Bionoriwe HimeuumnH Bionoriwe HimeyunHa BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny - 3a UA/4277/01/01
KOMMO3UTYM | no 2,2 mn B amnyrni; Xannbmitte a Xaunnbmittenb 3MmiHun 3 skocTi. A®l. KoHTponb A®I. 3miHa y MmeTogax peuenmom
H no 5 amnyny nb Xeenb Xeenb M'M6X BunpobyBaHHsA APl abo BMXigHOro MaTepiany/npoMiKHOro
KOHTYPHIl m6X npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCH Y NMPOLECI
YapyHKOBIN BMpobHMuTBa AP (iHWi 3MiHM Yy MeTogax BUNpobyBaHHS
ynakosLi; no 1 abo (BKntovatoum 3amiHy abo gonoBHeHHs) APl abo
no 2, abo no 20 BUXiZHOrO/NPOMIKHOIO NPOAYKTY) BHECEHHS 3MiH 0O
KOHTYPHUX cneundikauii Ta metogis BunpobyeaHHs AdI
YapyHKOBUX Nitroglycerinum D4 DIL 3a noka3Hukom “KinbkicHe
yNakoBOK y Kopobui BM3HaYeHHS", 30Kpema: 4oAaBaHHSA anbTepHaTUBHOIO
BMNpobyBaHHs MeTogoM UV- Vis-spectroscopy Ph.
Eur.2.2.25 (moHorpadisi "Glyceryl trinitrate solution").
99. | KOPCAP® H TabneTkn, BKpUTI AT Ykpaina BankaHdapma Bonrapis 3MiHn | TUny - 3miHn Wwopo 6esnekv/edeKTMBHOCTI Ta - UA/14291/01/02
NniBKOBOIO "®apmak” OynHuus AT papmakoHarnsgy (iHwi 3amiHn) BHeceHHs 3MiH [0 TEKCTY
obonoHkoto, 80 MapkyBaHHs1 dopmu in bulk J13 Kopcap® H (80 mr/12,5 mr ta
mr/12,5 mr in-bulk: 160 mr/25 wmr). BBeaeHHs 3MiH npoTarom 6-Tu micauis nicns
no 10 kr TabneTok y 3aTBEPAXKEHHS.
MiLLKax
100.| KOPCAP® H TabneTkn, BKpUTI AT Ykpaina BankaHdapma Bonrapis 3Minn | TUny - 3miHK Wwopo 6esnekv/edekTMBHOCTI Ta - UA/14291/01/01
NniBKOBOIO "®apmak” OynHuus AT papmakoHarnsgy (iHwi 3amiHn) BHeceHHs 3MiH [0 TEKCTy
obonoHkoto, 160 MapkyBaHHsi opmu in bulk J13 Kopcap® H (80 mr/12,5 mr Ta
Mr/25 mr in-bulk: no 160 mr/25 mr). BBegeHHs 3MiH NpoTsaroM 6-Tu micAuiB nicns
10 kr TabneTok y 3aTBEPAXKEHHS.
MiLLKax
101.| KOPCAP® H TabneTkn, BKpUTI AT Ykpaina BankaHdapma- Bonrapis 3Minn | TUny - 3miHK Wwopo 6esneku/edekTMBHOCTI Ta - UA/14290/01/02
NniBKOBOIO "®apmak” OynHuus AT papmakoHarnsgy (iHwi amiHn) BHeceHHs 3MiH [0 TEKCTY
obornoHkot, 320 mapkyBaHHs dopmu in bulk J13 Kopcap® H (160 mr/12,5 mr
Mr/25 mr in bulk: no Ta 320 mr/25 mr). BBegeHHst 3amiH npoTarom 6-Tv micsauiB
10 kr TabneTok y nicns 3aTBepAXEHHS.
MiLLKax
102.| KOPCAP® H TabneTkn, BKpPUTI AT Ykpaina BankaHdapma- Bonrapis 3MinHu | TUNY - 3miHu Wwono 6esnekn/edeKTUBHOCTI Ta - UA/14290/01/01
NNiBKOBOIO "®apmak” OynHuus AT hapmakoHarnsigy (iHwi 3amiHn) BHeceHHs1 3MiH 4o TEKCTy
obornoHkoto, 160 mapkyBaHHs dopmu in bulk J13 Kopcap® H (160 mr/12,5 mr
Mr/12,5 mrin bulk: Ta 320 mr/25 mr). BBeaeHHst 3amiH npoTsirom 6-T MicsiuiB
no 10 kr TabneTok y nicns 3aTBepAXEHHS.
MiLLKax
103.| KOPCAP® H TabneTku, BKpPUTI AT Ykpaina BankaHdapma- Bonrapis 3MinHu | TUNY - 3miHu Wwoao 6esnekun/edeKTUBHOCTI Ta - UA/14292/01/01
NNiBKOBOIO "®apmak” OynHuus AT hapmakoHarnsigy (iHwi 3amiHn) BHeceHHs 3MiH [0 TEKCTY

obonoHkow, 320

MapKyBaHHs doopmu in bulk J13 Kopcap® H (320 mr/12,5 mr).
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Mr/12,5 wmr; in bulk: BBefeHHs 3MiH NpoTArom 6-Tu MicALIB Nicnst 3aTBEPAXKEHHS.
no 10 kr TabneTok y
MiLLKax
104, KPUHOH® renb BariHanbHun 8 Apec LLisenuapi Brpo6Huk BenvkobpuT | BHeCEeHHs! 3MiH 0 peecTpaLiiHnx maTepianis: 3miHu | Tuny - 3a UA/3490/01/01
%; no 1,45 1 (wo Tpenainr A HeposdacoBaHoi aHis/ 3MiHn 3 axocTi. CepTudikat BignosigHocTi/lE-cepTudikat peuernmom
Bianosigae Ao3i ans C.A. npogykuii Ta LLiseviapis Bi4NOBIgHOCTI €Bponenchkin thapmakonei/MoHorpadii.
BBedeHHsA 1,125 ) B KOHTPOIb AKOCTI: 3MiHW, NoB'A3aHi 3 HeobXiAHICTIO NPUBEAEHHS Y
0O[1HOJ030BOMY HenapoH bpenpac BianoBigHicTk 40 MoHorpadii AdY abo Esponencbkoi
annikaTopi, Nimiteq, capmakonei, abo iHWoi HauioHanbHoI hapmMakonei aepxaBu
BKMageHomy B Bennkobputanis; €C (iHwWi 3miHM) - 3MiHM y cneuudikauii Ta meTogax
6araToLiapoBy KoHTponb sikocTi: koHTpomto A®I nporectepoHy BupobHuutea Aspen Oss B.V,
ynakoBky; no 6 abo Xepa Mangi Higepnangu
15 ogHO030BMX PivapacoH Jlimitea,
annikatopis y BenukobpuTaHis;
KapTOHHIl kopobui [NepBWHHA ynakoBka:
mMaponak ar,
LLiBeviuapis;
BTopuHHa ynakoBka
Ta BUNYCK cepii:
LieHTpan ®apma
(KoHTpakT lekiHr)
Nimitea,
BenunkobputaHis
105./ KCENOOA® TabneTkn, BKpUTI . XodppmaH | LUsenuapi Bupo6HMuTBO HimeuunHa/ | BHeCeHHs 3MiH [o peecTpauiiHMX MaTepianis: 3MiHu | Tuny - 3a UA/5142/01/01
NniBKOBOIO H-J15 Pow A Hepo3dacoBaHoi LLisenuapis AaMiHiCTpaTMBHI 3MiHU. BunyyeHHA BUPOBHWYOT AinbHUL peuernmom
obonoHkoto, no 150 Nto npoayKuii, nepBuHHe (BKkntoyaroum ginbHuui ana A®I, npomixkHoro npogykty abo
mr, no 10 TabneTtok nakyBaHHs, roTOBOrO fikapcbKoro 3acoby, AinbHWLi ANsi NPOBEAEHHSI
y 6nicTepi, no 6 BTOPUHHE nakyBaHHsi, BUpOOHWKa, BiAnoBiAanbHOro 3a BUMyCcK Cepii,
GnictepiB y nakyBaHHs, MicLie NpoBeAeHHS KOHTPOMo cepii) abo noctavansHUKa
KapTOHHIN ynakoBLj BUNpPOOYBaHHs BUXigHOro MaTtepiany, peareHTy abo JONOMiXXHOI pe4yoBUHM
KOHTPOMIO SIKOCTI, (SKLLO 3a3HaYveHo y focke). BunyveHHs BUPOGHWYOI AinbHNLi
BUNYCK cepii: Pow ®apma Al', Eminb-bapens-LTpacce 1, NpeHuax-
Ekcenna M'm6X eHp BroneH, BageH-Bioptembepr, 79639, HimeuunHa
Ko. KI', HimeuunHa BiANoBiganbHoI 3a BUNPoOYyBaHHS KOHTPOIHO SIKOCTI.
MNepBrHHE Ta BBeneHHs 3MiH NpOTArom 6-Ty MicsILB NiCNs 3aTBEPOXKEHHS
BTOPVHHE
nakyBaHHs,
BMNPOOYBaHHS
KOHTPOIO AKOCTI,
BUMYCK cepii:
®.XodbpmaHH-Tg
Pouw NTa,
LLseniuapis
Bunyck cepii:
& . XopdpmaHH-J15
Pouw NTa,
LLiBenuapis
106, KCENOOA® TabneTku, BKpPUTI . XodpdbmaH | Lsenuapi BnpobHuuTBO HimevunHa/ BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny - 3a UA/5142/01/02
NniBKOBOO H-J15 Powu A HeposdacoBaHoi LLisenuapis AaMiHicTpaTVBHI 3MiHW. BunyyeHHs BUpOBHWYOI AinbHUL peuyenmom
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
o6onoHkoto, no 500 Jitg NPOAYKLii, NepBUHHE (BKkntoyatoum ginbHuui gns APl npomixkHoro npogykty abo
mr; no 10 TabneTtok nakyBaHHs, rOTOBOrO fikapcbKoro 3acoby, AinbHUL ANsi NPOBEAEHHS
y 6nictepi; no 12 BTOPUHHE nakyBaHHsi, BAPOOHMKa, BiANOBiganbHOro 3a BUMYCK Cepiid,
GnictepiB y nakyBaHHs, MicLle NpoBefeHHs KOHTPOJO cepii) abo noctavanbHuka
KapTOHHIN ynakoBLii BUNPOBYBaHHs BMXiQHOrO MaTepiany, peareHTy abo JONOMiIXKHOI pe4oBUHU
KOHTPOJIO SIKOCTI, (SIKLLO 3a3HAYEHO Y A0Cbe). BunyyeHHs BUPOOHMYOI OinbHULL
BUMYCK Cepii: Pow ®apma Al', Eminb-bapene-LUtpacce 1, peHuax-
Ekcenna M'v6X eHp BtoneH, BageHn-Bioptembepr, 79639, HimeuunHa
Ko. KT, Himeu4nHa BignoBigansHoi 3a BUNPoOYyBaHHSA KOHTPOSHO SKOCTI.
[NepBuHHE Ta BBefeHHs 3MiH NpoTArom 6-Tu MicsiLiB Nicnsi 3aTBepOKEHHS
BTOPUHHE
nakyBaHHs,
BMNPOOYBaHHS
KOHTPOIMIO AKOCTI,
BUMYCK Cepil:
& . XopdpmaHH-J1s
Pow JTg,
LLisenuapis
Bunyck cepii:
®.XocbdpmaHH-Ia
Pow NTa,
LLisenuapis
107.| KCENOOA® TabneTkn, BKpUTI . XodpdbmaH | Lsenuapi BrpobHuuTBO Himeyvumna/ BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny - - UA/5143/01/01
NniBKOBOKO H-J1s Poww a Hepo3dacoBaHoI LLiBenyapia AAMiHiCTpaTMBHI 3MiHW. BunyyeHHs BUpPOBHMYOT AinbHUL
obonoHkoto, no 150 Iitg NpoAyKLii, NepBuHHe (Bkntovaroum ainbHuui ans A®l, npomixkHoro npogykTy abo
mr in bulk: no 10 nakyBaHHS, roTOBOrO fikapcbKoro 3acoby, AiNbHULI Ansi NpoBeaeHHS
Tabnetok y BUNPOOYBaHHs nakyBaHHs1, BUpoOHWKa, BiAnoBiganbHOro 3a BUMycK cepin,
Gnictepax KOHTPOSIO AKOCTI, MicLie NpoBeAeHHs KOHTPOMHo cepii) abo nocTavanbHUKa
BUNYCK cepii: BMXiAHOro martepiarny, peareHTy abo JONOMiXXHOI pe4yoBUHU
Ekcenna M'm6X eHp (sKLWO 3a3HaYveHo y focke). BunyyeHHst BUpoGHWYOI AinbHULI
Ko. KI', HimeuunHa Pow ®apma Al', Eminb-bapene-LUTpacce 1, 'peHuax-
MepBuHHE BioneH, bageH-Bioptembepr, 79639, HimeuunHa
nakyBaHHs, BiANoBiganbHoI 3a BUNPoOyBaHHS KOHTPOIHO SIKOCTI.
BUNPOOYBaHHs BBegeHHs 3MiH NpoTArom 6-Tu MicsiLiB Nicns 3aTBepoKEHHS
KOHTPOMIO SIKOCTI,
BUMYCK cepii:
®.XohdpmaHH-I15
Pow g,
LLseniuapis
Bunyck cepii:
®.XocbpmaHH-Ia
Pouw INTa,
LLisevinapis
108.| KCENOOA® TabneTkn, BKpUTI . XocpdbmaH | Lsenuapi Brpo6HuuTBO Himeuumna/ BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny - - UA/5143/01/02
NniBKOBOIO H-Ia Poww A Hepo3adhacoBaHoI LLisenuapis AAMiHiCTpaTMBHI 3MiHW. BunydyeHHs1 BUPOGHWYOT AinbHULI
o6onoHkoto, no 500 Iitg npoAayKuii, nepBuHHe (Bkntovaroum ainbHuui ans A®l, npomixkHoro npoaykTty abo
mr; in bulk: no 10 nakyBaHHS, roTOBOrO fikapCcbKoro 3acoby, AinNbHULI Anst NpoBeaeHHS
Tabnetok y BUNpPOBYBaHHS nakyBaHHs1, BUpoOHWKa, BiAnoBiAanbHOro 3a BUNycK cepii,
Gnictepax KOHTPOSIO AKOCTI, MicLie NpoBeeHHs KOHTPOo cepii) abo nocTayvanbHUKa
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n 3acoby ynakoeka) noceio4yeHHs1
BUMYCK Cepii: BUXiQHOro Matepiany, peareHTy abo LONOMiIXKHOI pe4YoBUNHU
Ekcenna 'mbX eHp (sIKLLO 3a3HaYeHo y Aocke). BunyyeHHs BUPOGHWYOIT AinbHUL
Ko. KT, Himeu4nHa Pow ®apma Al', Eminb-bapene-LUTtpacce 1, peHuax-
MepBuHHE BioneH, bageH-Bioptembepr, 79639, HimeuunHa
nakyBaHHs, BiANoBiaanbHOi 3a BUNPOBYBaHHS KOHTPOIO SIKOCTI.
BUNPOOYBaHHSA BBefeHHs 3MiH NpoTArom 6-T MicsiLiB Nicnst 3aTBepOKEHHS
KOHTPOMIO AKOCTI,
BUNYCK cepii:
& . XohpmaHH-J1s
Pow INTa,
LLiseninapisa
Bunyck cepii:
& . XopdpmaHH-J1s
Pow JTg,
LLisenuapis
109.| KYTEPH TabneTkn, BKpUTI AcTtpa3eHek LLseuis BUPOGHMK "in bulk”, CLIA/ BHECEHHS 3MiH [0 peecTpauiHMx maTtepianis: 3MiHu | Tuny - 3a UA/17484/01/01
NniBKOBOIO a Ab nepBuHHe Benuka AaMiHicTpaTVBHI 3MiHU. BunyyeHHA BUPOBHWYOI AinbHULI peuernmom
obonoHkoto, 5 mr/10 nakyBaHHs, BpwvTaHis/ (BKkntovaroum ginbHuui gns A®l, npomixkHoro npogykty abo
Mr; no 14 TabneTtok KOHTPOIb SKOCTi: HimeuuunHa roTOBOrO JlikapcbKoro 3acoby, AiNbHULI Ans NpoBeAeHHS
y 6nicTepi, no 2 AcTtpa3eHeka nakyBaHHsi, BUpOOHWKa, BiAnoBiAanbHOro 3a BUMycK cepin,
Gnictepn y dapmackroTrKanc MicLie NpoBefeHHs KOHTPOJO cepii) abo nocTavanbHUKa
KapTOHHil kopobui JN, CLWA; nepBuHHE BUXiQHOro mMatepiany, peareHTy abo 4ONOMiIXKHOI pe4oBMHU
Ta BTOPUHHE (AKLLI0 3a3HaveHo y AoCbe) - BunyyeHHsa Sigma-Aldrich,
nakyBaHHs, USA, sik nocTavarnbHuka BUxigHoro matepiany BMS-587243-
KOHTPOrb SIKOCTI, 01, Lo BUKOPUCTOBYETLCS Ans BUpoGHMUTBa ADI
BUNYCK cepii: AanarnicnosuH; 3amiHu | Tuny - 3milm 3 gkocTi. API.
Actpa3eHeka AB, Bupo6HuuTBO. 3MiHa BUPOGHUKA BUXiAHOrO/MPOMIXKHOTO
LBeuis; nepenHHe NpPoAyKTy/peareHTy, WO BUKOPUCTOBYIOTLCS Y BUPOOHUYOMY
Ta BTOPUHHE npoteci A®l, abo 3miHa BupobHuka (Bkroyaro4n, e
nakyBaHHsi, BUMYCK HeobxigHo, MicLe NpoBeaEeHHs KOHTPoNo AKkocTi) AdI (3a
cepii: AcTpa3eHeka BiCYTHOCTI cepTudikaTa BignoBigHOCTI €EBponeinchkiln
lOK Timiten, Benvka dapmakonei y 3aTBepKeHOMY A0CkE)(iHLWi 3MiHN) -
BpuTaHisi; neperHHe PeecTpauis Bupo6Huka IT-Chem Co.,Ltd., Republic of
Ta BTOPUHHE Korea, sik noctavanbHuka BuxigHoro matepiany BMS-
nakyBaHHS, BUMYCK 587243-01, 110 BUKOPUCTOBYETLCS ANns BUpobHuuTBa ADI
cepii: AcTpa3eHeka AanarnicpnosuH; amiiu | Tuny - 3miHm 3 skocTi. ADI.
'm6X, HimeuunHa Bupo6HuuTBO. 3MiHa BUPOGHUKA BUXiAHOrO/MPOMIDXKHOTO
npoayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y BUPOBGHUYOMY
npoueci A®I, abo 3miHa BUpobHuKa (Bknovaruu, e
HeobxiaHo, MicLe NpoBeaeHHs KOHTponto sikocTi) AdI (3a
BiJCYyTHOCTI cepTudikaTa BianoBigHOCTI €EBponeinchKil
hapmakonei y 3aTBepkeHOMY A0Cke)(iHLWi 3MiHN) -
Peectpauis BupobHuka Jiangxi Synergy Pharmaceutical Co.
Ltd., China, sik noctavanbHuka BuxigHoro matepiany BMS-
587243-01, wo BukopucToByeTbCS ANs BUpobHUUTBa ADI
ganarnipnosunH
110.| NAMI®EH® renb 1 %;no15r MPAT YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu | Tuny - bes UA/6136/02/01
abo no 30 r y Ty6i; "®ITOPAPM AamiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo peuenma
no 1 Ty6i B nayui 3 " agpecu 3asiBHMKa (BNacHWKa peecTpauiiHoro NocBig4YeHHs )
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KapTOHY 3MiHa agpecy 3asiBHWKa. BBegeHHs 3MiH npoTarom 6-u
MiCSILiB MicNsi 3aTBEPAXKEHHS.
111.| NAMIPEH® Tabnetkn no 250 wmr, MPAT YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHMX maTtepianis: 3miHu | Tuny - 3a UA/6136/01/01
no 7 Tabnetok y "®ITOPAPM ApnmiHicTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHSA Ta/abo peuernmom
6nictepi, no 1 abo 2, " agpecu 3asBHMKa (BNacHyKa peecTpaLiiHoro NocBia4eHHs) -
abo 4 Gnictepn y 3MiHa agpecu 3asiBHVKa. BBeaeHHs 3MiH npoTarom 6-u
nadui 3 KapToHy MicsLiB nicnsi 3aTBepAKEHHS
112 NA®EPOBIOH cynosuTopii no 500 TOB "®3 Ykpaina TOB "®3" Ykpaina 3MiHu | TUny - 3miHn 3 skocTi. FoToBMI Nikapcbkuin 3aci6. bes UA/13779/01/02
® 000 MO; no 3 "BIO®APMA BIO®APMA" KoHTponb rotoBoro fnikapcbkoro 3acoby. 3miHa y meTogax peuenma
cynosutopiino 1ry " BMNPOBYBaHHS roTOBOrO Nikapcbkoro 3acoby (iHLi 3miHu y
KOHTYPHIl MeTodax BUNpobyBaHb (BKMYao4umn 3aMmiHy abo
YapyHKOBIN nornoBHeHHs)). 3MiHa B MeToAi BunpobyBaHHs 113 3a
ynakosLi; no 1 nokasHukom «KinbkicHe Bu3HayeHHs. Tokodepony aueTar»,
KOHTYPHIl a came BUMpaBrieHHs MOMUIIKOBOrO 06’EMy PO34MHY, LLO
YapyHKOBI ynakoBLi BMKOPWUCTOBYETLCS AJ151 NPUroTYBaHHSA BUNpoboByBaHOro
B MayLli 3 KAPTOHY; po3unHy (BkasaHo 50,0 mn 3amictb 20,0 M)
no 5 cynosutopiis
no 1 ry KOHTYPHiIn
YapyHKOBIN
ynakosui; no 1 abo
no 2 KOHTYPHi
YapyHKOBI YNaKoBK/
B Nayui 3 KAPTOHY
113.| NA®EPOBIOH cynosuTopii no 150 TOB "®3 YkpaiHa TOB "®3" YkpaiHa 3MiHn | TUny - 3MiHK 3 sikocTi. FoTOBMIA Nikapcbkui 3aci6. 6es UA/13779/01/01
® 000 MO; no 3 "BIO®PAPMA BIOPAPMA" KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y metogax peuernma
cynosutopiino 1ry " BMNPOOYBaHHSA rOTOBOTO NiKapCbKOro 3acoby (iHLWi 3MiHN y
KOHTYPHilA MeToAax BMNpobyBaHb (BKMYao4m 3amiHy abo
YapyHKOBIl AonoBHeHHs1)). 3MiHa B MeTogi BunpobysaHHs 113 3a
ynakosLi; no 1 nokasHukom «KinbkicHe Bu3HauyeHHs. Tokodepony aueTtar»,
KOHTYPHilA a came BUNPaBneHHsi MOMUMKOBOTO 06’eéMy PO34MHY, LLO
YapyHKOBIl ynakosLi BVKOPVCTOBYETLCH ANSI MPUrOTYyBaHHA BUNPoboBYBaHOro
B MauyLli 3 KAPTOHY; po3unHy (BkasaHo 50,0 mn 3amictb 20,0 mn)
no 5 cynosutopiis
no 1 1y KOHTYpPHiIn
YapyHKOBIN
ynakosLi; no 1 abo
No 2 KOHTYPHiI
YapyHKOBi YNaKkoBKU
B nayui 3 KapTOHy
114.| NA®EPOMAKC | cynosutopii no 1 TOB "®3 YkpaiHa TOB "®3 YkpaiHa 3MiHn | TUny - 3MiHK 3 sKocTi. FoToBMIA NikapcbkuiA 3aci6. 3a UA/13779/01/03
000 000 MO, no 3 "BIO®APMA" KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y metogax peuenmom

cynosutopiino 1ry
KOHTYPHIlA
YapyHKOBIN
ynakosui; no 1
KOHTYPHIl
YapYHKOBIN ynakoBLi
B NauvLi 3 KAPTOHY;
no 5 cynosuropiis

"BIO®PAPMA

BUNpPoBYBaHHS rOTOBOrO NikapCbKoro 3acoby (iHLWi 3MiHW y
mMeTofax BMNpobyBaHb (BKMOYao4m 3amiHy abo
AonoBHeHHs1)). 3MiHa B MeTogi BunpobysaHHs 113 3a
nokasHukom «KinbkicHe Bu3HayeHHs1. Tokodepony aueTtar»,
a came BUMpaBrieHHS MOMUIIKOBOrO 06’€MY PO34MHY, LLO
BMKOPUCTOBYETLCS ANS NMPUroTyBaHHS BUNpo6oByBaHOro
po3uuHy (BkasaHo 50,0 mn 3amictb 20,0 mn).
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no 1 ry KOHTYpHINn
YapyHKOBIN
ynakosLi; no 1 abo
no 2 KOHTYpPHi
YapyHKOBI YMaKOBKM
B NauLli 3 KAPTOHY
115 NA®EPOMAKC | cynosutopii no 3 TOB "®3 Ykpaina TOB "®3 Ykpaina 3MiHu | TUny - 3miHn 3 skocTi. FoToBMI Nikapcbkuin 3aci6. 3a UA/13779/01/04
000 000 MO, no 3 "BIO®PAPMA "BIO®APMA" KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y metogax peuernmom
cynoautopiino 1ry " BMNPOOYBaHHSA rOTOBOIO NikapCbKoro 3acoby (iHWwi 3MiHK y
KOHTYPHIV mMeToAax BUNpobyBaHb (BKMOYaYM 3aMiHy abo
YapyHKOBIN AonoBHeHHs1)). 3MiHa B MmeTogi BunpobysaHHs 13 3a
ynakosui; no 1 nokasHukom «KinbkicHe B1u3HadeHHs. Tokodepony auetar»,
KOHTYPHIV a came BUNPaBIEHHS MOMUIKOBOIO 06’'EMY PO3UMHY, LLO
YapyHKOBII ynakosLi BVKOPVCTOBYETLCH A5 MPUrOTYBaHHSA BUNPo6oBYBaHOro
B Mavi 3 KapTOHY; po3uuHy (BkasaHo 50,0 mn 3amictb 20,0 mn).
no 5 cynosuTtopiie
no 1 1y KOHTYpPHIn
YapyHKOBIMn
ynakosui; no 1 abo
No 2 KOHTYPHiI
YapyHKOBI yNaKoBKM
B NauLli 3 KAPTOHY
116./ NEKOKCA Kancynwv Teepgi no yopna TypeuumnH yopng MEOVUMH TypeuunHa BHECEHHS 3MiH 40 peecTpauiiHMX maTepianis: 3miHu | Tuny - 3a UA/18644/01/01
100 mr, no 10 MEAOVUNH a IJTAY CAH. BE 3miHu wopo 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay. peuenmom
Kancyn y 6nictepi; INTAY CAH. TIDK. A.LL. 3MiHU y KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
no 2 abo 5 bnictepis BE TIXK. MapKyBaHHS Ta iHCTPYKLiT A4nA MEANYHOro 3aCTOCyBaHHS
Y KapTOHHIln kopobui A.LL. reHepu4HUX/ribpuaHnx/GionoaibHMx nikapcbkmx 3acobis
nicnsi BHECEHHS TiEi camoi 3MiHM Ha pedepeHTHUIA npenapaTt
(3miHa He noTpebye HagaHHSA KOAHWUX HOBUX 40AATKOBUX
OaHnx) 3MiHM BHECEHO [0 iHCTPYKUii Ans Mean4Horo
3acTocyBaHHS nikapcbkoro 3acoby y posainu "OcobnusocTi
3acTocyBaHHs", "3acTocyBaHHs y nepiof BaritTHocTi abo
rogyBaHHs rpyAAato 3rigHo 3 iHdopMaLieo Woao MeamyHoro
3acToCcyBaHHSA pedpepeHTHOro nikapcbkoro 3acoby
(LENEBPEKC, kancynwu). BBeaeHHs 3miH npoTarom 6-tu
MicsiLiB nicns 3aTBepAKEHHS
117, NEKOKCA Kancynu Teepai no yoprPna TypeyuunH yoprPng MEOUUMH TypeuunHa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | Tuny - 3a UA/18644/01/02
no 200 mr, no 10 MEOVLNH a IJTAY CAH. BE 3MiHM Wwoao 6e3nekn/edPeKTUBHOCTI Ta hapMakoHarnagy. peuenmom
Kancyn y énictepi; IJTAY CAH. TIOK. A.LL. 3MiHU y KOpOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
no 3 abo 5 bnictepis BE TIXK. MapKyBaHHS Ta iHCTPYKUiT AnA MeAWYHOro 3acToCyBaHHs!
Y KapTOHHIln kopobui A.LL. reHepu4HMX/riopuaHNx/GionoAibHMx nikapcbkmx 3acobis

nicns BHECEHHS TiEi camoi 3MiHM Ha pedepeHTHUI npenapat

(3miHa He noTpebye HajaHHSA XOAHWUX HOBUX J40AATKOBUX
naHux) 3MiHM BHECEHO [0 iHCTPYKLUiT Anst MeanyHoro

3acTocyBaHHs nikapcbkoro 3acoby y po3aainu "OcobnusocTi
3acTocyBaHHs", "3acTocyBaHHs y nepiof BaritTHocTi abo

rofyBaHHS rpyaato 3rigHo 3 iHpopmauieto Woao MeamyHoro

3acTocyBaHHSA pedhepeHTHOro nikapcbkoro 3acoby

(LEJIEBPEKC, kancynw). BBegeHHs 3MiH NpoTsrom 6-tu
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MicaUiB Nicnsa 3aTBepAXeHHs
118.[ NETPO30N TabneTku, BKPUTI Akkopg, MNonbwa BMPOGHMLUTBO IHgis/ BHECEHHS 3MiH 0 peecTpauinHMx maTtepianis: 3miHu | Tuny - 3a UA/19128/01/01
AKKOPO NniBKOBOIO Xenckea nikapcbkoro 3acooy, Benwka 3MiHM Wwoao 6e3nekun/edeKkTUBHOCTI Ta hapMakoHarnagy. peuenmom

obonoHkoto, no 2,5 Moncka Cn. nepBuHHe Ta Bpuranis/ BBepaeHHs abo 3MiHM A0 y3aranbHeHVX AaHUX Npo cuctemy

mr no 10 Tabnetok y 3.0.0. BTOPUHHE Icnanis/ dapmakoHarnsay (BBEAEHHS y3aranbHEeHUX 4aHnX npo

Gnictepi; no 3 nakyBaHHs, Yexisa/ cuctemy chapmakoHarnsgy, 3miHa ynoBHoBaXeHoi ocobu,

6nictepu y KOHTPOIb AKOCTI YropwuHa BiAMNOBIAANbHOI 3a 3AiNCHEHHS (hbapMakoHarnsay; KOHTaKTHOI

KapTOHHiI kopobui cepil: ocobu 3 hapmakoHarnsgy 3asiBHUKa Ans 30iNCHEHHs!

IHTAC tapmakoHarnagy B YkpaiHi, Ko BOHa BigMiHHa Big

OAPMACBIOTIKAN
3 NIMITEL, IHgis
BignoBiganbHUN 3a
BUMYCK Cepil:
AKKOP[ XEJICKEA
NIMITEL, Benuka
BpuTtaHia
OinbHUUSA 3
KOHTPOJIO SIKOCTI:
AJllC
JIABOPATOPIC
(FOKEW) NIMITEL,
Benuka BpuTaHis
OinbHUUSA 3
KOHTPOJIO SIKOCTI:
ACTPOH PECbOPY
JNIIMITEL, Benvka
BpuTaHis
ainbHUUA 3
KOHTPOIIO AKOCTI:
JIABOPATOPI
SYHOACIO [AY,
IcnaHis
ainbHUUA 3
KOHTPONIO SIKOCTi:
TOB AJIC Yecbka
Pecnybnika, Yexis
ainbHUUA 3
KOHTPOJIO AKOCTI:
TOB AJIC Yecbka
Pecnyb6nika , Yexis
OinbHUUA 3
KOHTPOIO SIKOCTi:
SAPMABANIA NTa.
Mikpo6ionoriyHa
naboparopisi,
YropwuHa
popaaTtkoBa AiNbHULUSA
3 BTOPUHHOTO
nakyBaHHs:

YNOBHOBaXeHOT 0cobWu, BignoBigansHoi 3a 34iACHEHHS
dapmakoHarnagy (BKIo4arymn KOHTaKTHI AaHi) Ta/abo 3miHn
Y PO3MilLleHHi MacTep-ainina cuctemmn dapmakoHarnsgy).
3MiHa KOHTaKTHOI 0cobK 3asiBHUKA, BiAnoBiaanbHoi 3a
dapmakoHarnsa B YKpaiHi.

[itoya pepakuis: Wuronesa MapiaHHa BikTopiBHa.
MponoHoBaHa pegakuis: WWynby Onbra CepriiBHa. 3miHa
KOHTaKTHUX AaHWUX KOHTAKTHOI 0COOM 3asBHUKaA,
BiAnoBiganbHOI 3a hapmakoHarnag B YkpaiHi.
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

AKKOP[J XEJNICKEA
JIIMITEL, Benuka
BpuTtaHia
[ofaTKoBa AinbHULSA
3 BTOPUHHOIO
nakyBaHHsi:
dapma Mak
YropwwHa J1T4.,
YropwmHa

1109.

JIE®JIOUMH®

PO34MH NS iHDY3in,
5 mr/mn, no 100 mn,
abo no 150 mny
nnsawui; no 1
nnawui B nayui

TOB "lOpisi-
Papm"

YkpaiHa

NOBHWIA BUPOBHNYMIA
LMK Ta BUNYCK cepii
onsa 100 mn ta 150
MI:

TOB "HOpisi-dapm”,
YkpaiHa;
NOBHUIA BUPOBHUYMIA
LMK Ta BUNYCK cepii
ans 100 mn:
Liako
BiodapmayeyTiui
C.p.n., ITanis

Ykpaina/
ITanis

BHECEHHS1 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | Tuny -
3MiHu 3 gKkocTi. FoToBUIA Nikapcbkuii 3acib. 3miHn y
BMPOGHMUTBI. 3amiHa abo BBe4eHHS 404aTKOBOI AiNbHULI
BMPOOHMLTBA ANSA YacTUHM abo BCbOro BUPOBHMYOro
npoLuecy roToBOroO JikapCbKOro 3acoby (JinbHuUUs, Ha SKin
npoBoanTbes Byab-aki BUpOOHWYI cTagii, 3a BUHATKOM
BUMYCKY Cepii, KOHTPOSIO AKOCTi Ta BTOPUHHOIO NakyBaHHS
Ans CTepunbHKX NiKapCbkux 3acobiB (BKMHOYao4n BUpobneHi
acenTUYHMM MEeTOAO0M), KpiM JikapCbkux 3acobiB
6ionoriyHoro/iMyHONOr4YHOro NOXOOXKEHHS) BBEAEHHS
[o[aTKoBoI AinbHuui BupobHuuTtea fliako biopapmaveyTivi
C.p.n., Itanis (gna ynakoBkn o6'emom 100 Mn y nnsiLwkax).
BBegeHHs 3MiH NPOTArom 6-TW MicALIB NiCNSA 3aTBEPIKEHHS.
CynyTHA 3miHa - 3MiHM 3 akocTi. [oToBMI NMikapcbkui 3aci6.
3MiHn y BUpobHMUTBI. 3amiHa abo BBegeHHst 4oaaTKOBOI
AiNbHULi BUpOGHMLTBA ANS YacTuHU abo BCbOro
BUPOBHMYOro NpoLecy roToBOro fikapcbkoro 3acoby
(minbHUUS ANs BTOPUHHOTO nakyBaHHS). 3MiHu | Tuny - 3MiHK
3 gKocTi. FoToBUIA Nikapcbkuii 3aci6. 3MiHW y BUPOBHULTBI.
3MiHa iMnopTepa/3miHu, Lo CTOCYIOTLCS BUMYCKY cepii Ta
KOHTPOIO AAKOCTi FOTOBOrO Nikapcbkoro 3acoby (3amiHa abo
AoAaBaHHA BUPOOHWMKa, WO BiAnoBigae 3a BBe3eHHs Ta/abo
BUMNYCK cepii) - Bkntoyatoumn KoHTponb/BrunpobyBaHHs cepii -
BBE[EHHS [0AAaTKOBOI AinbHuULUi BUpobHuuTBa [liako
BiodapmaueyrTivi C.p.n., ITanis (ans ynakosku o6'emom 100
MI y MNSLWKaX). BHECEHi B iIHCTPYKLIitO ANS MEANYHOrO
3acTocyBaHHS Nikapcbkoro 3acoby y po3ainu "BupobHuk”,
"Micue3HaxoaeHHs1 BUpobHMKa Ta agpeca Micus
NPOBaXXEHHS NOro AifnbHOCTI" Ta y KOPOTKY
XapaKkTepuCTUKy fikapcbkoro 3acoby y posginu "7. BnacHuk
peecTpauinHoro noceig4eHHsl. BupobHuk nikapcbkoro
3acoby" 3 BigNOBiAHNMMYM 3MiHAMKM B TEKCTI MapKyBaHHS
ynakoBOK. BBeeHHsi 3MiH npoTarom 6-Tn micsAuiB nicns
3aTBEpAKEHHS. 3MiHM | Tuny - 3miHK 3 sikocTi. MoToBMI
nikapcbkuii 3aci6. Cuctema KoHTenHep/3aKynoproBanbHUiA
3aci6. 3MiHa po3mipy ynakoBKu roTOBOIO fikapcbKoro 3acoby
(BMNYYEHHS yNakoBKW NEBHOMO PO3Mipy) BUNYyYEHHS
ynakoBok o 50 mn ta 200 mn y nnsilkax cknsHux, no 100
M, 150 mn, 200 mMn B KOHTeNHepax noniMepHuXx, 3
Bi4NoBIgHMMM 3MiHAMK A0 p. «YNakoBKay, BHECEHI B

3a
peuernmom

UA/8639/01/01
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iHCTPYKUilO ANsi MeaQUYHOro 3aCTOCYBaHHSA MikapCbKoro

Tuny - 3MiHK 3 siKocTi. [oTOBMIN Nikapcbkui 3aci6. KoHTponb
BMNPOOYBaHHS roOTOBOTO NiKapCbKOro 3acoby (iHLWi 3MiHN y

[OOMOBHEHHS1)) MeToauka 3a N. CTepUnbHICTb akTyanisoBaHa
i JONOBHeHa BigNoOBIAHO A0 pekomeHaauin Ph. Eur. 2.6.1. -

3acoby y po3ain «YnakoBka» Ta y KOPOTKY XapaKTepUCTUKY
nikapcbkoro 3acoby y po3ain "6.5. Tun Ta BMIiCT NepBUHHOT
ynakoBku" 3 BigNOBIOHUMW 3MiHAMW B TEKCTi MapKyBaHHS
YNaKkoBOK. BHECEHI B iIHCTPYKLIitO AN MeAN4HOro
3acTocyBaHHS NikapcbKoro 3acofy y po3ain «YnakoBka» Ta 'y
KOPOTKY XapaKTepucTuKy nikapcbkoro 3acoby y poagin "6.5.
Tvn Ta BMICT NePBUHHOI yNakoBk1" 3 BiAMOBIAHNMMN 3MiHAMU
B TEKCTi MapKyBaHHS ynakoBoK. BBegeHHsi 3aMiH npoTsrom 6-
TV MicsiLiB nicnst 3aTBepKEHHS. 3MiHu | Tuny -
ApmiHicTpatuBHi 3miHW. 3miHa Ha3Bu APl abo JONOMIXKHOT
PEYOBUHM - Ha3Ba Ail040i PeYOBUHM eBOMNOKCaLMHY
Hanisrigpat NPUBOANTLCA Y BiAMNOBIAHICTE 4O MOHOrpadil
Ph. Eur. "LEVOFLOXACIN HEMIHYDRATE"(07/2019:2598).
3anponoHoBaHo: NeBogiokcaumMHy remiriapaTt. BHECEHi B
iHCTPYyKLUil0 ANs MeQUYHOro 3acTOCYBaHHS NikapCbKOro
3acoby y po3gin "Cknag" Ta KOpoTKy XapakTepuUCTUKy
nikapcbkoro 3acoby y po3ain "2. AkicHui i KinbkicHuiA cknag”
3 BiANOBIAHUMM 3MiHAMM B TEKCTI MapKyBaHHS yNakoBOK.
BBeaeHHs 3MiH NpoTarom 6-Tu MicAuiB Nicns 3aTBepaXeHHS.
3MinHn | TMny - 3MiHK 3 siKocTi. [oTOBUMIA NikapcbkKiA 3acib.
KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y Mmetogax
BMNPOOYBaHHSA rOTOBOrO NiKapCbKOro 3acoby (iHLi 3MiHW)
BHECEHHS pefaKLUiMHNX Ta CTUMICTUMHUX NPaBOK 40 po3ainy
«Onunc» B MeTodax KOHTPOIIO SIKOCTi Ta cneuumdikauii
BianosigHo o Ph. Eur.
BHECEHI B iHCTPYKLit0 AN MEANYHOIO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "likapceka doopma” (OCHOBHI
i3nKO-XiMiYHi BNAaCTUBOCTI) Ta Y KOPOTKY XapaKTepUCTUKY
nikapcbkoro 3acoby y po3ain 3. "lNikapcbka popma” (OCHOBHI
i3nKO-XiMi4Hi BNacTuBoCTi).
BBeaeHHs 3MiH npoTsrom 6-Tn micsuiB nicnst 3aTBepaXeHHs
CynyTHs 3miHa - 3MiHK 3 sikocTi. [oToBMI Nikapcbkuii 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa napameTpis
cneumdikauin Ta/abo JONyCTUMUX MEX rOTOBOIO
nikapcbkoro 3acoby (iHwi 3MiHn) 3miHn | Tuny - 3mikn 3
siKocTi. [oTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOBHMLTBI.
3MiHa po3Mmipy cepii (BKroYatoum fgianasoH po3mipy cepii)
rOTOBOrO MikapCbKoro 3acoby (iHLi 3MiHW) BHECEHHS
nopatkoBoro o6'emy cepii 1500 n 'y 3B'A3Ky 3 BBEAEHHSIM
HOBOI AiNbHULI BUPOOHMLTBA NiKapCbKoro 3acoby. 3miHum |

roToBOro fikapcbkoro 3acoby. 3MiHa y meTofax

mMeTofax BMNpobyBaHb (BKMOYao4m 3amiHy abo

[O[aHO MeTOZ ANns NpoBeAeHHs BUNpobyBaHHS METOAOM
MeMOGpaHHoi dinbTpauii Ha cuctemi 3akpuToro Tuny. 3miHu |
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TMNy - 3MiHK 3 AKOCTI. F0TOBUIA NikapcbKMin 3aci6. 3MiHK y
BMPOBOHMUTBI. 3MiHM Y NpoLeci BUpOGHULITBA rOTOBOIO
nikapcbkoro 3acoby, BKMIOYaUM NPOMIXHUIA NPOAYKT, LLO
3aCTOCOBYETLCH NPV BUPOGHULITBI FOTOBOTO NiKapCbKoro
3acoby (HeaHa4Ha 3MiHa y npoueci BUpOOHULTBA) HE3HAYHI
3MiHM Y BUPOBHULITBI Yy 3B'A3KY 3 BBEAEHHAM
anbTepHaTUBHOI OinbHULI BUpobHUUTBa J13 Ha cTagisx
NPUroTyBaHHS PO34nHy, inbTpaLii po3ymHy Ta 0GXUMKM
NASAWOK Kpuwkamu. 3minn | Tuny - 3MiHn 3 skocTi. FoToBMiI
nikapcbkuii 3aci6. KoHTponb rotoBoro fikapcbkoro 3acoby.
3miHa y MeToaax BMNpobyBaHHS roTOBOro MikapCbKoro
3aco0by (iHLWi 3MiHM) BHECEHHs 3MiH 4O po3ainy
«lpeHTndikauisa» B MeTogax KOHTPOSIO AKOCTi Ta
cneundikauii BignosigHo go Ph. Eur. CynyTHs 3MiHa - 3MiHn
3 AkocCTi. [oToBMIA Nikapcbkmi 3aci6. KoHTporb roToBoro
nikapcbkoro 3acoby. 3MiHa napameTpiB cneumdikaLin
Ta/abo foMyCTUMUX MEX roTOBOIO fikapcbKoro 3acoby (iHLwui
3MiHM) 3MiHn | TMNY - 3MiHK 3 sIKOCTi. [OTOBMI Nikapcbkui
3aci6. KoHTporsb roToBOro nikapcbkoro 3acoby. 3MiHa y
mMeToAax BMNpPobyBaHHSA roTOBOro fikapcbKoro 3acoby (iHLui
3MiHM) 0 MeTOoAiB KOHTpOrto sikocTi J13 Ta cneuudikadii p.
"MNpo30picTb" BHOCATHCS peaakuinHi NpaBku Ta 3a3Ha4YeHo
nocunanHsa Ha Ph. Eur. 3amicte A®Y. CynyTHS 3miHa - 3MiHM
3 AkocTi. oToBMIA Nikapcbkui 3aci6. KoHTporb roToBoro
nikapcbkoro 3acoby. 3miHa napameTpiB cnevudikauin
Ta/abo [oMyCTUMUX MEX roTOBOrO MikapcbKoro 3acoby (iHLwui
3MiHK) 3miHm | TMny - 3MiHW 3 sikocTi. FOTOBMIA NiKapChKMii
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
mMeTofax BMNpobyBaHHA roTOBOro fikapcbKoro 3acoby (iHLui
3MiHW) 80 MeToAiB KoHTporto skocTi J13 Ta cneuwmdikadii p.
"CTyniHb 3ab6apBneHHs" BHOCATBCS pefaKLiiiHi NnpaBku Ta
3a3HayeHo nocunanHsa Ha Ph. Eur. 3aamicte A®Y. CynyTHA
3MiHa - 3MiHu 3 sikocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
roToBOro fikapcbkoro 3acoby. 3miHa napameTpis
crneundikauin Ta/abo JONyCTUMUX MEX FOTOBOro
nikapcbKkoro 3acoby (iHLWi 3MiHN)
3miHu | TMny - 3MiHKM 3 sikocTi. MoToBUIA Nikapcbkuii 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y metogax
BMNPoByBaHHSA rOTOBOrO NikapCbKoro 3acoby (iHLwi 3amiHn) oo
mMeToziB KOHTpornto sikocTi J13 Ta cneuudikauii p. "pH"
BHOCHATBCH PeAaKLilHi NpaBKM Ta 3a3Ha4YeHO NOCUMaHHSA Ha
Ph. Eur. 3amicte A®Y. CynyTHS 3miHa - 3MiHM 3 SKOCTI.
oToBMI Nikapcbkuin 3aci6. KoHTpornb roToBOro nikapcbkoro
3acoby. 3miHa napameTpiB cneundikalii Ta/abo
[ONyCTUMMUX MEX rOTOBOTO flikapCbKoro 3acoby (iHLLi 3MiHW)
3miHu | TNy - 3MiHKM 3 sikocTi. FoToBUIA Nikapcbkuii 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y metogax
BMNPoByBaHHSA rOTOBOrO NikKapCbKoro 3acoby (iHLwi 3amiHn) oo
MeTofiB KOHTpornto sikocTi J13 Ta cneuudikauii p.
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"OcMonsnbHICTL" BHOCATLCS peaakuiiHi npaBku Ta

3a3HayeHo nocunanHsa Ha Ph. Eur. 3amicte A®Y. CynyTHA
3MiHa - 3MiHuM 3 siKocTi. [oToBMI Nikapcbkuii 3acib. KoHTponb
roToOBOroO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauini Ta/abo 4OMYCTUMUX MEX FOTOBOIO
nikapcbKkoro 3acoby (iHwi 3miHu)
3MinHn | TMny - 3MiHK 3 siKoCTi. [oTOBUMIA NikapcbkKiA 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y metoaax
BUNPOOYBaHHSA roTOBOro Nikapcbkoro 3acoby (iHwi 3MiHW) go
MeTOoAiB KOHTponto skocTi J13 Ta cneuudikadii p. "O6'em, Wwo
BUTAraeTbCA" BHOCATLCS peAakuUiviHi MpaBku Ta 3a3Ha4YeHo
nocunanHsa Ha Ph. Eur. 3amicte Y. CynyTHs 3MiHa - 3MiHK
3 AkocTi. [oToBMIA Nikapcbkui 3aci6. KoHTporb roToBoro
nikapcbkoro 3acoby. 3miHa napameTpis cneuudikauin
Ta/abo [oNyCTMMUX MEX rOTOBOTO fikapcbkoro 3acoby (iHLwi
3MiHuM). 3MiHuM | TUNY - 3MiHK 3 sIKOCTi. [OTOBMIA NikapCbKuii
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHSA roTOBOTO MikapCbKoro 3acoby (iHLwi
3MiHM) 3MiHM 0O MeTOAIB KOHTPOSto Ta cneundikadii p.
MexaHi4Hi BKMo4YeHHSA. YMOBW NpoBeaAeHHS BUNPobyBaHHS
He 3MiHununcs. Onuc MeToarK NpUBEAeHWI BiaNOBIAHO OO
Ph. Eur., 2.9.20 ta Ph. Eur. 2.9.19, meToq 1. BHeceHi
peAakuiiHi Ta CTUMICTUYHI NpaBKku Bi4NOBIAHO A0
apmakonenHmx sumor. CynyTHs 3MiHa - 3MiHM 3 SIKOCTI.
oToBMI Nikapcbkuin 3aci6. KoHTpornb roToBoro nikapcbkoro
3acoby. 3miHa napameTpiB cneundikaii Ta/abo
[0nNyCTUMMUX MEX rOTOBOTO fikapcbkoro 3acoby (iHLi 3MiHuM).
3miHu | TMny - 3MiHKM 3 sikocTi. MoToBUIA Nikapcbkuii 3acib.
KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y metogax
BMNpPoOYyBaHHS rOTOBOro NikapcbKoro 3acoby (iHLWwi 3MiHK)
3MiHM 0O MeTofiB KOHTPpOrto Ta cneuudikauii p. KinbkicHe
BM3HaY€HHS - ONMTUMIi3aLis MPOBeAEHHS BUNPoOyBaHHS B
YMOBaX PYTUHHOIO KOHTPOIO 3MiHEHi BUMOru 0 36iKHOCTI.
[opaHa MOXNMBICTb BUGOPY KiMbKOCTI iHXeKLIN i3
ypaxyBaHHsIM 3Ha4eHHs RSDmax. BHeceHi pepakuinHi Ta
CTUNICTUYHI NPaBKW i3 ypaxyBaHHAM BUMOT LLOAO
ocpopmneHHst MmoHorpadivi Ph. Eur. CynyTHsi 3miHa - 3MiHu 3
sKocTi. [oToBMIA Nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpiB cneuudikauin
Ta/abo [onyCTUMUX MEX roTOBOrO MikapcbKoro 3acoby (iHLi
3MiHK) 3MiHm | TMny - 3MiHW 3 AkocTi. FToTOBMIA NiKapCbKniA
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHS rOTOBOTO MikapCbKoro 3acoby (iHLwi
3MiHM) 3MiHW Yy crieumdikaLii Ta MeTofgax KOHTPOto p.
BakTepianbHi eHOOTOKCUHM - foAaBaHHSA 40AATKOBOro
BUpoGHWKa J1ATl-peakTuBy. igrotoBka po3ynHy nisaty ons
KOXHOTO 3 BUPOBHWKIB BifiPi3HAETLCS (3 BUKOPUCTaHHAM
Boau onsa BET Ta 3 BUKOpUcTaHHsiM Bydhepy) y 3B’3Ky 3

UMM, Y TEKCTi MeToamkM Bynu BHeCeHi BiAnoBigHI 3MiHW o
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hopMynoBaHHS, L0 ONUCYE BUKOPUCTAHHS PO3YMHHUKIB ANS
pekoHcTpykuii JTAT-peakTuBy. CynyTHs 3miHa - 3MiHK 3
siKkocTi. [oTOBMI Nikapcbknii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa napameTpiB cnewumdikauin
Ta/abo [ONYyCTUMUX MEX FOTOBOTO NikapCbkoro 3acoby (iHLwi
3MiHM) 3MiHn | TMNY - 3MiHK 3 IKOCTi. [OTOBMI Nikapcbkni
3aci6. KoHTporsb roToBoro nikapcbkoro 3acody. 3MiHa y
MeToAax BUNpobyBaHHS rOTOBOTO MikapCbKoro 3acoby (iHLwi
3MiHK)
3MiHM y cneuudikauii Ta meTogax koHTporsto p. CynpoBigHi
Aomiwkn (Kputepini NpUAHATHOCTI Y cneumdikauii «cyma
OOMILLOK, KpiM goMiwkn D-Isomer — He Ginblue 0.6 %»
y3rogXXeHun Ta npuseaexHun signosigHo go MKA. OoaaHuin
PO34mMH nopiBHAHHSA (b) Ana nepesipku NnpuaaTHOCTI
XpomartorpadidHOi CUCTEMU 3a XapaKTEPUCTUKOHD
«BiAHOLLEHHS curHan/wymy. 3 MeTor onTumisaii
NpoBeAEHHs BUNPobyBaHHS B YMOBaX PYTUHHOIO KOHTPOMO
3MiHeHi BuMoru o 36ixHocTi. [logaHa MOXNMBICTb BUGOPY
KiNbKOCTI iHXeKLUil i3 ypaxyBaHHAM 3Ha4yeHHss RSDmax.
BHeceHi pepakuinHi Ta CTUNICTUYHI NPaBKK i3 ypaxyBaHHAM
BUMOT LLLOAO0 0HOPMIIEHHSI MOHorpadiit).

CynyTHs1 3MiHa - 3MiHK 3 sikocTi. FoToBWMIA Nikapcbkui 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo JONyCTUMUX MEX rOTOBOIO
nikapcbkoro 3acoby (iHwi 3MiHn) 3miHu | Tuny - 3miHu 3
sKocTi. [oToBuI nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBanbHuiA 3aci6. 3miHa dopmn abo
pO3Mipy KOHTENHEpa YK 3aKynoproBarbHOro 3acoby
(nepBMHHOI ynakoBKu) (CTepunbHi nikapcbki 3acobun) 3MiHu
0o posginy "YnakoBka" - He3Ha4YHi 3MiHW OCHOBHUX
reoMeTpPUYHUX PO3MIPIB NASLLOK CKIsiHMX (ynakoska 100 mn)
[ONs1 NOrOKEHHS MaKyBaHHA anbTEPHATMBHOI AiNbHULL
BMpo6HMUTBa J13.

120.

ni3ouunmy
rigpoxnoprug

NopoLLIOK
(cybcTaHuis) B
nakeTax noaBiHNX
nonieTuneHoBmx
ans
apmaLeBTUYHOIO
3acToCyBaHHS

AT
"®apmak”

YkpaiHa

Boyxboinc EHTXOBEH
Bi.Bi.

Higepnangn

BHECEHHS 3MiH 10 peecTpaLiiHix MaTepianis: 3miHu | Tuny -
AaMiHiCTpaTVBHI 3MiHW. 3MiHa HaMeHyBaHHs Ta/abo
agpecu 3asBHUKa (BNacHWKa peecTpauinHoro Noceig4YeHHs)
Y 3B'AI3Ky 3 BUKOHAHHSIM BUMOT 3aKOHOAaBCTBa YKpaiHu Ta
3a piweHHaM 3aranbHux 36opiB akuioHepis MNAT "dapmak”
NPUNHATO PilLEHHS NPO 3MiHY TUMNY aKUiOHePHOro
TOBapWCTBa, HaNMeHyBaHHS Ta Ha3BW BYnuL 3a
MicLe3HaxomkeHHsM ToBapucTaa.

UA/16707/01/01

121.

NiNPA3NA 10

Tabnetku, no 10
Tabnetok y 6nictepi;
no 3 Gnictepn y
nayui 3 KapToHy; nNo
60 a6bo no 90
Tabnetok y
KOHTeWHepi; no 1
KOHTeVHepy Yy nayui

My6niyHe
akuioHepHe
TOBapuUCTBO

"HaykoBo-
BUPOGHWYMIA

LeHTp
"BopLuariscb
KW XiMiKO-

YkpaiHa

BUPOGHMLUTBO 3a
NMOBHUM LIMKMOM:
My6niyHe
akuioHepHe
TOBapUCTBO
"HaykoBo-
BUPOGHWYMIA LEHTP
"BopLuariBcbkum

YkpaiHa

BHECEeHHS1 3MiH 40 peecTpauinHux matepianis: 3miHu | Tuny -
3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta papMakoHarnsay
(iHLWi 3MiHW)
3MiHa y 3B'A3Ky YTOUHEHHSs po3ainy "[doaaTtkoBa iHopmaLis.
[I-1. Ynakoska" MKA ta po3aginy 3.2.P.7. Oitoya pegakuis:
METOAWN KOHTPONKO AKOCTI fJoapaTkoBa iHdopmauisa
(an. gl-1. Ynakoska. Mo 10 Tabnetok y Gnictepi i3 nnisku
noniBiHINXNOPUAHOI i POonbrv antoMiHiEBOT 3 0GHOCTOPOHHIM

3a
peuerimom

UA/6916/01/01
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3 KapTOHY tapmaueBT XiMiKO- NOKPUTTSAM TEPMOSaKoM i ApyKOM 3 Apyroi cTopoHu. Mo 3
NYHWN dapmaLleBTUYHNIA 6nictepu pa3om 3 iHCTPYKLieo Ans MEAUYHOIO
3aBog" 3aBog", YkpaiHa 3aCTOCYyBaHHA MOMILLAOTb Y Mayvky 3 KApTOHY 3
BMPOBOHMLTBO, MapKyBaHHSAM YKpaiHCbKOK Ta POCINCHKOI0 MOBaMu Ta
nakyBaHHs1, BUMYCK MapKyBaHHAM LwpudTom Bpanns ykpaiHcbkolo MoBoto. 1o
cepin: 60 abo 90 TabneTok y KOHTENHEPI NNAaCTUKOBOMY 3 KPULLIKOHO
ToBapucTso 3 3 KOHTPOSEM MEePLUOro PO3KPUTTS; MO 1 KOHTENHEpY pasoM 3
obmexeHoto IHCTPYKUi€0 AN MEAUYHOrO 3aCTOCYBaHHSA NOMILLAIOTL Y
BiANoBiganbHiCTIO navKy 3 KapTOHY 3 MapKyBaHHAM YKPaiHCbKO Ta
"ArPO®APM", POCINCLKOK MOBaMu Ta MapKyBaHHAM LWpudgTom bBpanns
YkpaiHa yKpaiHCbKO MOBOI0. [1pornoHoBaHa peaakuis:
KOHTPOIb Cepint: METOOWN KOHTPOJIKO AKOCTI OJoaaTtkoa iHdopmalLis
ToBapucTBo 3 (an. Al-1. Ynakoeka. Mo 10 TabneTtok y 6nicTepi i3 nniBku
obmexeHoto NOniBiHINXNOPWAHOI | OMbrY antoMiHiEBOI 3 OAHOCTOPOHHIM
BignoBiganbHICTO NOKPUTTAM TEPMONAKOM i APYKOM 3 ApYroi CTOpoHu. Mo 3
"Hatyp+", YkpaiHa 6nicTepun pa3om 3 iHCTPYKLiEo ans MeanyHoro
3aCTOCyBaHHS MOMILLAOTb Y nadky 3 kapToHy. o 60 abo 90
TabneToK y KOHTEWHepi NNacTUKOBOMY 3 KPULLIKOIO 3
KOHTPOMEM MepLLOro PO3KPUTTS; NO 1 KOHTeHepy pa3om 3
IHCTPYKLUI€0 ANs MEANYHOro 3aCTOCYBaHHSA NOMILLATh Y
nayky 3 KapTOHY.
OHOBIEHHS TEKCTY MapKyBaHHS YMakoBKW NikapCbKoro
3acoly y 3B'A3Ky 3 BUIyYEHHSIM iHopMalLlii pOCifCbKoo
MOBOIO.
BBefeHHs 3MiH NpoTArom 6-Tu MicsiLiB Nicns 3aTBEpAKEHHS
122 nNiNPA3UA 20 Tabnetkn, no 10 My6niuHe YkpaiHa BUPOOHMLTBO 3a YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux matepianis: 3MiHu | Tuny - 3a UA/6917/01/01
Tabnetok y 6nictepi; akuioHepHe MOBHUM LIMKITOM: 3MiHu Wwopo 6e3nekn/eddekTMBHOCTI Ta hapMakoHarnsay peuenmom
no 3 Gnictepn y TOBapUCTBO My6nivyHe (iHLWi 3MiHWK)
nayui 3 KapToOHy; Mo "HaykoBo- akKujioHepHe 3MiHa y 3B'A3Ky yTOUHEHHS po3ainy "[loaaTtkosa iHdopmauis.
60 a6o no 90 BUPOGHWYMIA TOBapuCTBO [I-1. Ynakoska" MKA ta po3aginy 3.2.P.7. Oitoya pegakuis:
Tabnetok y LEHTP "HaykoBo- METOOWN KOHTPOMKO AKOCTI JopaTkoBa iHpopmalLlisi
KOHTeWHepi; no 1 "BopLuariscb BUPOBHWYMIA LEHTP (an. Al-1. Ynakoska. Mo 10 TabneTtok y 6nictepi i3 nniBku
KOHTeWHepy Yy nauui KU XiMiko- "BopLuariscbkui NoniBIHINXNOPUAHOT | Ponbr antoMiHiEBOT 3 OGHOCTOPOHHIM
3 KapTOHY dapmauesT XiMmiKo- NOKPUTTSAM TEPMOSaKkoM i ApYyKOM 3 Apyroi CTopoHu. Mo 3
NYHWN dhapmaLleBTU4HNIA BnicTepu pasom 3 iHCTPYKLi€o AN MEANYHOrO
3aBog" 3aBoa", YkpaiHa 3aCTOCYyBaHHSA NMOMILLAKOTb Y NayKy 3 KapTOHY 3
BUPOGHMLTBO, MapKyBaHHSIM YKPaiHCbKOI Ta POCINCbKOD MOBaMu Ta
nakyBaHHs1, BUMYCK MapKyBaHHAM LwpudTom bpanns ykpaiHcbkolo MoBoto. 1o
cepin: 60 abo 90 TabneTok y KOHTENHEpPi NNacTUKOBOMY 3 KPULLIKOK
ToBapucTBo 3 3 KOHTPOSEM MepLUOro PO3KPUTTS; MO 1 KOHTENHepy pasoM 3
obmexeHoto iHCTpYyKUi€lo ANst MEAUYHOrO 3aCTOCYBaHHSA NOMILLAI0Th Y
BignoBiganbHicTO nauyky 3 KapTOHY 3 MapKyBaHHSIM YKPaiHCbKOIO Ta
"ArPODAPM", POCINCLKOK MOBaMM Ta MapKyBaHHAM LWpndToM bpanns
YkpaiHa yKpaiHCbKOK MOBOL. [1pornoHoBaHa peaakuis:

KOHTPOIb Cepin:
TosapucTBo 3
obmexeHoto
BiANoBiganbHICTIO
"Hatyp+", YkpaiHa

METOOWN KOHTPONKO AKOCTI JopaTkoBa iHpopmalLlisi
(an. gl-1. Ynakoska. Mo 10 TabneTtok y 6nictepi i3 nnisku
NoniBiHINXOPUAHOT | hOnbrv antoMiHIEBOT 3 O4HOCTOPOHHIM
NOKPUTTSAIM TEPMOSaKoM i ApyKOM 3 Apyroi cTopoHu. Mo 3
GnicTepu pas3om 3 iHCTPYKLiE AN MeAUYHOro
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3acTOCyBaHHSA NOMILLaOTb Y Nayky 3 kapToHy. Mo 60 a6o 90
TabneToK y KOHTEWHepi NNacTUKOBOMY 3 KPULLIKOHO 3
KOHTPOMEM NepLLOro po3KpUTTS; Mo 1 KOHTENHePY pasoMm 3
iHCTpYyKUi€lo ANst MEAUYHOrO 3aCTOCYBaHHS NOMILLAIOTh Y
nayky 3 KapTOHY.
OHOBMEHHS TEKCTY MapKyBaHHS YMakoBKUN MiKapCbKoro
3acoby y 3B'A3Ky 3 BUNYYEHHSM iHpopMalLlii poCiCbKoo
MOBOH.
BBefeHHs 3MiH NpoTsArom 6-TM MicsiLiB Nicnsi 3aTBEpPAYKEHHS
123.| NINCTEP Kpem 5% no5ry AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHMx MaTepianis: 3miHu | Tuny - 6e3 UA/1325/01/01
Ty6i; no 1 1y6i y "®apmak” 3miHun 3 akocTi. CepTudikar BignosigHocTi/l'E-cepTudikat peuenma
nadui 3 KapToHy

BigNoOBIigHOCTI €Bponeichkin thapmakonei/MoHorpadii.
MogaHHA HoBoro abo oHoBreHoro cepTudikara
BignoBigHocTi abo Buny4eHHs cepTudikarta BianoBigHOCTI
€Bponeiickkin hapmakonei: gns A®l; ans BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpoaykTy, Lo
BMKOPUCTOBYIOTbCA Y BUpobHUUTBI ADI; Ans AONOMDKHOT
pevoBUHU (cepTudikaT BiaNoBIAHOCTI €BpONENCHKi
dapmakonei) - HoBuin cepTudikat Big HOBOro BUpoGHUKa
(3amiHa abo [OMOBHEHHS) MOAaHHA HOBOrO cepTudikata
BignosigHocTi €Bponeickkin hapmakonei Ne R1-CEP 2012-
090 - Rev 01 ans gitovoi pevoBuHu Aciclovir Big HOBOro
BnpobHvka HETERO DRUGS LIMITED, IHgis (AonoBHeHHS).
3miHu | TNy - 3minm 3 skocTi. APl. KoHTponb API. 3miHa y
napameTpax cneuudikauii Ta/abo onycTMMmnX MeX,
BM3HaYeHuX y cneumdikauisx Ha Adl, abo
BVXiOHWI/NPOMIXXHUIA NpoAYyKT/peareHT, Lo
BMKOPUCTOBYIOTbCS Y npoueci BupobHuutea A®I (iHLwi 3miHM)
AonoBHeHo cneuudikauiio A®I aumknosipy ans
3anponoHoBaHoro BupobHuka Hetero Drugs Limited, IHagis
[04aTKOBUM BUMPODYBaHHAM NS MOKa3HMKa
«lpeHTndikauisy» - meTtogom PoMaHIBCbKOi CNeKTpoMeTpii
(2.2.48) APY*EP*, 3 npumiTKOIO ** «0ONyCKAETLCS
BMU3HaYEHHS ifeHTUdiKaLii KOXHOT TapHOT EMHOCTI». 3MiHu |
Tuny - 3MiHn 3 skocTi. A®Il. Kontponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo onycTMMmnX MeX,
BM3HaYeHUX y cneumdikauisx Ha Adl, abo
BUXiZHWI/MPOMIDKHUIA NPOAYKT/peareHT, Wwo
BMKOPUCTOBYOTbCS Y npoueci BupobHuutea A®I (iHLwi 3miHM)
BBeAEHHS JOMNYyCTUMUX MEX, BU3HaYeHuX y cneundikauii
A®I 3a nokasHmkoM «Po3mip yacTtok» (3HayeHHs D (0.90)
Mae 6yTu He Ginblue 20 MKM) ANs 3anpPONoHOBaHOro
BMpoGHMKa Hetero Drugs Limited, IHgjis
3miHu | Trny - 3minm 3 akocTi. A®l. KoHtpone A®I. 3miHa y
MeTofax BunpobysaHHs ADI abo BuUxigHOro
maTepiany/npoMixxHOro NpoayKTy/peareHTy, Lo
BMKOPWCTOBYETLCS Y npoueci BUpobHuuTBa A®I (iHLWi 3mMiHW
y MeToaax BunpobyBaHHs (BKMoYa4n 3amiHy abo
aonoBHeHHs1) A®I abo BUXiAHOro/NpoMiXXHOro NPoAyKTY)
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Homep

peecmpayiliHo2o

noceio4yeHHs1

meToan koHTporo APl ans 3anponoHoBaHOro BUpobHuka
Hetero Drugs Limited, IHais gonoBHeHO aBOMa
anbTepHaTUBHUMMW aHanMiTUMHUMKU METOAMKAMWN BUSHAYEHHSI
nokasHuKa «3anmLLIKOBI KifTbKOCTi OpraHiYHUX PO3YMHHMKIBY
(MeTop 1 AdY*, EP*, 2.2.28; MeToa 2 OdY*, EP*, 2.2.28,
2.2.46). 3miHm | Tuny - 3MiHu 3 skocTi. ADL. KoHTponb AdI.
3miHa y napameTpax cneuudikauii Ta/abo gonycTUMmnx
MeX, BU3Ha4YeHuX y cneundikauisx Ha A®I, abo
BUXiZHWMI/MPOMIDKHUIA NpOAYyKT/peareHT, Wwo
BUKOPUCTOBYHOTLCS Y Npoueci BUpobHuuTea AP| (iHwwi 3MiHKM)
AonoBHeHo cneuudikauiio A®I aumknosipy Ans
3anponoHoBaHoro BupobHuka Hetero Drugs Limited, IHai 3a
NoKasHUKOM «laeHTudikaLisf» NPUMITKOK *** «BU3HAYEHHSsI
iaeHTudiKauii npoBoANTLCA Ha cepeaHin Npobi» Ao
3aTBEPAKEHOro MeToay, Lo 3a3HayeHun B MoHorpadii EP
(3a n. 2.2 dY*, €0*, 2.2.24) «IHppayepBOHUI cnekTp
nornvHaHHa cybcTaHLii Mae BignosigaTn cnekTpy
CTaHOapTHOrO 3paska auuKIIoBipy».
3minn | TMny - 3miHn 3 skocTi. A®I. KoHTponb AL, 3miHa y
napameTpax cneuudikauin Ta/abo JonycCTUMUX Mex,
BM3HA4YeHMX y cneuudikauisx Ha Adl, abo
BUXIZHWMI/MPOMDKHMIA NpoAyKT/peareHT, Wwo
BMKOPVCTOBYIOTbCA Y npoueci BupobHuuytea A®I (iHwi 3miHN)
3MiHa y cneuundikauii Ta meTogumui BunpobysaHHs ADI 3a
nokasHukom «MikpobionoriyHa yuctoTay, a came BUIy4EHO
ONMC NPOBEAEHHS METOAMKM, OCKINbKA METOAUKA KOHTPOITHO
3a JaHVM MOKa3HWKOM MPOBOAUTLCS BiMNOBIAHO 4O BUMOT
EP, nponosHeHo nocunaHHsm Ha JPY* (*- gitove BUaaHHs);
KpUTEpIii NPUAHSATHOCTI 3anuLieHi 6e3 3MiH.

124.

NIPA®

PO34NH ANS iH eI,
500 mr/4 mn, no 4
Mn B amnyni; no 5
abo 10 amnyn y
nayui 3 KapToHy; no
4 mn B amnyni; no 5
amnyn y 6nictepi; no
1 abo no 2 6nictepu
B NauyLi 3 KapToHYy

AT
"®apmak”

YkpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHMx MaTepianis: 3miHu | Tuny -
3MmiHu 3 skocTi. FoToBUMIA Nikapcbkuii 3acid. Cuctema
KOHTeNHep/3akynoptoBanbHui 3acio. 3miHa noctavanbHuka
nakyBasnbHUX MaTepianis abo KOMNNEKTYUNX (SKLLO
3a3HayeHo B 4OCbE) (3aMiHa abo gofgaBaHHs
nocTayarnbHuKa) BHeCeHHs 3MiH go p. 3.2.P.7. Cucrtema
KOHTeNHep/ 3aKynoproBanbHWiA 3acib, a came AoAaBaHHA
anbTepHaTMBHOIO BUPOOHMKa NepBUHHOrO nakysaHHs 13
(amnynu ckngHi emuicTio 5 mn) Cangzhou Four Stars Glass
Co., Ltd, Kutaii. MaTepian cknsiHux amnyn 3aTBepa)XeHoro
Ta 3anponoHOBaHOro BUPOOHWKIB € iAEHTUYHUM (aMnynu 3i
ckna | rigponiTMYHOro Knacy BUrOTOBIEHI i3 HENTparnbHOro
ckna, Wwo sBnsie coboto 6opocunikatHe ckrno). 3miHu | Tuny -
3MmiHu 3 sikocTi. FoToBMIA Nikapcbkuii 3acib. Cuctema
KOHTEMHep/3akynoptoBanbHuii 3aci6. 3miHa napameTpis
cneuudikauin Ta/abo gONyCTUMUX MEX NEPBUHHOI YNaKOBKM
rOTOBOrO fikapcbKkoro 3acoby (iHLi 3MiHu)

— 3MiHM [0 peecTpauiiHOro Aocbe Ha npenapar Jlipa®,
po3uunH ans iH’ekuin, 500 mr/4 mn, 1000 mr/4 mn
po3spobneHoro AT «PapMaky, Y 38'13Ky 3 BHECEHHSIM 3MiH

3a
peuerimom

UA/13370/01/01
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0o p. 3.2.P.7. Cuctema KoHTelHep/3akynoproBanbHuii 3acio,
a came y cneuudikaLii Ha aMnynun CKNSHi 3aTBEPAKEHOr0
BMpOGHMKa «[lonTaBCcbkuii 3aBO4 MeQNYHOro cKnay: - 3i
cneumdikaLii NPONOHYETLCSA BUMYYUTU NMOKA3HUKK:
«Martepian», «MapkyBaHHs», «YnakoBkay, «36epiraHHs»; -
BHECeHi 3MiHM 3a Noka3HMKOM «Po3mipu» (ZogaHo GinbLue
PO3MIpIiB 4118 KOHTPOSIO Y BiAMOBIAHOCTI 40 AOKYMeHTaUii
BUPOGHWKIB, OHOBINIEHE KPECNEHHS ammnynu, sika
npencTaeneHa B oHoBneHomy p. 3.2.P.7.); - BuMoru go
nokasHuka « CTilKiCTb amnyn Ha ropu3oHTarbHill NOBEPXHi»
nepeHeceHo A0 p. «30BHILLHIV BUMMNSAAY»; - MOKA3HMK
«ligponitTnyHa CTivikicTb» NpuBegeHo 4o sumor EP.

125.

NIPA®

PO34nH NS iH EKUN,
1000 mr/4 mn; no 4
M B amnyni; no 5
abo 10 amnyn y
nauui 3 KapToHy; no
4 mn B amnyni; no 5
amnyn y 6nictepi; no
1 abo no 2 6nictepn
B nayui 3 KApTOHY

AT
"®apmak”

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEeHHs1 3MiH o0 peecTpauiiHux maTtepianis: 3MiHu | Tuny -
3MmiHu 3 AkocTi. FoToBuUIA nikapcbkuii 3acid. Cuctema
KOHTeNHep/3akynoptoBanbHuUii 3acio. 3miHa noctavanbHuKa
nakyBasnbHUX MaTepianis abo KOMNNEKTYUMX (SKLLO
3a3HavyeHo B OCbe) (3aMiHa abo AogaBaHHs
noctavanbHuKa) BHeCeHHs 3MiH o p. 3.2.P.7. Cuctema
KOHTeNHep/ 3aKynoproBanbHWiA 3acib, a came AofAaBaHHA
anbTepHaTVBHOIO BUPOOHMKa NepBUHHOIO nakyBaHHs 13
(amnynu cknsHi emHicTio 5 mn) Cangzhou Four Stars Glass
Co., Ltd, Kutait. MaTepian cknsHux amnyn 3aTBepaXeHoro
Ta 3anponoHOBAHOIO BUPOOHWKIB € iAEHTUYHUM (amnynu 3i
ckna | rigponiTMYHOro Knacy BUrOTOBNEHI i3 HEUTpanbHOro
ckna, wo aBnsie coboro 6opocunikatHe ckno). 3miHu | Tuny -
3MmiHu 3 AkocTi. FoToBuUIA Nnikapcbkuii 3acio. Cuctema
KOHTeWHep/3aKkynoptoBanbHuUi 3aci6. 3miHa napameTpis
cneuudikauin Ta/abo JONYCTUMUX MEX NEPBUHHOI YNaKOBKM
rOTOBOrO fikapCbKoro 3acoby (iHLi 3MiHN)

— 3MiHM [0 peecTpaLiiHoro fgocke Ha npenapar Jlipa®,
po3uunH ang iH’ekuin, 500 mr/4 mn, 1000 mr/4 mn
po3pobneHoro AT «®apmaky, y 3B’A3Ky 3 BHECEHHSAM 3MiH
po p. 3.2.P.7. Cuctema koHTeNHep/3akynoptoBarbHuWii 3acib,
a came y crneundikaii Ha aMnNynu CKNsiHi 3aTBEPHKEHOro
BMpOGHMKa «[onTaBCbkuii 3aBOA MEANYHOTO CKray: - 3i
crneundikaLii NPONOHYETLCS BUMYYUTN NMOKA3HUKN:
«Martepian», «MapkyBaHHs», «YnakoBkay, «36epiraHHs»; -
BHECEHi 3MiHU 3a nokasHukom «Po3mipn» (oogaHo Ginblie
PO3MIipiB 4118 KOHTPOSIO Y BiANOBIAHOCTI 4O AOKyMeHTaUii
BMPOOHWKIB, OHOBEHE KPeCneHHs aMmnynu, sika
npeacrasneHa B oHoBneHomy p. 3.2.P.7.); - Bumoru go
nokasHuka « CTilKiCTb amnyn Ha ropu3oHTarnbHill NOBEPXHi»
nepeHeceHo A0 p. «30BHILLHIN BUMNSAY; - NOKA3HUK
«ligponiTnyHa cTinkicTb» NpuBegeHo go sumor EP.

3a
peuernmom

UA/13370/01/02

126.

JIO3AN®

TabneTku, BKPUTI
o6onoHkoto, no 100
mr;

Ne 30 (10x3), Ne 30
(15x2), Ne 60 (10x6),

TOB
"CaHodi-
ABeHTiC
YkpaiHa"

YkpaiHa

AT "CaHeka
dapmachbioTikans",
CnoBaubka
Pecnybnika
(BpobHuLTBO 13,

CrnoBalbka
Pecny6nika/
Yecbka
Pecny6nika

BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHu | Tuny -
3MiHu 3 sKkocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHa po3Mipy cepii (BKMoYaoun giana3oH
po3mipy cepii) roToBOro nikapcbkoro 3acoby (36inbLIeHHs 40
10 pasiB NOPIBHSHO i3 3aTBEPPKEHNM PO3MiPOM) [OAaBaHHS

3a
peuerimom

UA/3906/01/04
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Ne 60 (15x4), Ne 90 nepBuHHE Ta anbTepHaTMBHOro po3mipy cepii 113, wo craHoBuTts 1 350,
(10x9), Ne 90 (15x6): BTOPUHHE 000 TabneTok BKpUTMX 0BOMOHKOM, LLO BiANOBiAae maci
no 10 Tabnetok y nakyBaHHs, Tabnetok 558, 900 rpam
6nictepi; no 3, 6 abo KOHTPOb Ta BMMYCK 3areepmkeHo: 100, 000 TabneTok BKpUTMX 0OONOHKOLD, LU0
no 9 GnictepiB y cepin); TOB BignoBigae maci Tabnetok 41, 400 rpawm;
KapTOHHil KOpoOLyi; "3eHTiBa", Yecbka 250, 000 TabneTtok BKkpuTMX 060MOHKOLO, LLO Bigrnosigae maci
no 15 rabnetok y Pecny6nika Tabnetok 103, 500 rpam;
GnicTepi; no 2, 4 abo (BpoBHMLTBO 13, 500, 000 TabneTok BKpUTUX 0GOIOHKO, LLIO BignoBiaae maci
no 6 Gnictepis y nepBuHHE Ta Tabnetok 207, 000 rpam.
KapTOHHIl kopobui BTOPUHHE 3anponoHoBaHo: 100, 000 TabneTok BKpUTUX 0BOMOHKOH,
nakyBaHHS, Lo Bignosigae maci Tabnetok 41, 400 rpam;
KOHTPOSb Ta BUMYCK 250, 000 TabneTtok BKpUTMX 060MOHKOLO, LLO Bigrnosigae maci
cepin) Tabnetok 103, 500 rpam;
500, 000 TabneTok BKpUTUX OBONOHKOM, LLIO BiAMOBiAa€E mMaci
Tabnetok 207, 000 rpam;
1 350, 000 TabneTok BKpUTMX 060MOHKOI0, LLO Bignosigae
Maci Tabnetok 558, 900 rpam
127.| NONEPAMIO- TabneTtku no 2 mr; ToBapucTeo YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH O peecTpauiiHuX maTepianis: 3miHu | Tuny - 6e3 UA/1674/01/01
300POB'A no 10 TabneTtok y 3 oBMmexeHo 3MiHM Wwoao 6e3nekun/edekTUBHOCTI Ta hapMakoHarnagy. peuenma
GnicTepi; no 1 abo obmexeHo BiAMOBIAANBHICTIO 3MiHa y KOpOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKcTi
no 2 6nictepu B Bignosiganb "®apmMaueBTUYHa MapKyBaHHS Ta IHCTPYKLUiT ANA MEANYHOro 3acTOCyBaHHS Ha
KapTOHHil kopobui HiCTIO KomnaHis "3gopos's"” nigcTasi perynsipHO OHOBIIOBAHOIO 3BiTYy 3 6e3neku
"®apmaueBT nikapcbkoro 3acoby, abo gocnimkeHs 3 6e3neku
n4yHa 3aCTOCyBaHHsI NikapcbKoro 3acoby B nicnsipeecTpauiiHni
KOMMaHis nepiod, abo sk pe3ynbTaT OLiHKW 3BiTY 3 AOCNIAXEHb,
"3pnopos's" NpoBeAEHNX BiMNOBIAHO 4O NnaHy negiatpuyHnx
pocnimkeHb (PIP) (3MiHY y3rofxeHo 3 KOMNETEHTHUM
YMNOBHOBaXXEHNM OpraHoM).
3MiHV BHECEHO [0 IHCTPyKLii NS MeguyHoOro 3acTocyBaHHsI
nikapcbkoro 3acoby Ao po3sginy "lMobiyHi peakuii” woao
6e3nekn 3acToCyBaHHS Ailo40i peYOBMHM BiANOBIAHO 4O
pekomeHaauin PRAC. BeegeHHs1 3MiH NpoTsirom 6-Tu
MicsiLiB Micnsi 3aTBEPAXKEHHS.
128.| NONEPAMIOY Kancynu no 2 mr; no ToBapucTBo YkpaiHa TosapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauinHMxX maTtepianis: 3miHu | Tuny - 6es UA/6599/01/01
rippoxnorPup | 10 kancyny 3 0BMexeHo 3MiHM Wwoao 6e3neku/edPeKTUBHOCTI Ta dhapMakoHarnagy. peuenma
6nicTepi; no 1 abo obmexeHo BignoBiganbHiCcTO 3MiHa y KOpOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
no 2 6nictepu B Bignosigans "XapkiBcbke MapKyBaHHS Ta IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHA Ha
KOpobLi 3 KAPTOHY; HiCTIO dapMaLeBTUYHE nigcTaBi perynsipHO OHOBIOBAHOIO 3BiTYy 3 6e3neku
no 10 kancyny "XapkiBCcbke nignprueMcTBO nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
GnicTepi dapmaueBT "3gopos's Hapoay" 3aCTOCYBaHHsI NikapCcbKoro 3acoby B nicnsipeecTpauiiHni
N4He nepioz, abo sik pesynbTaT OLiHKM 3BITY 3 AOCNIOKEHD,
nignpuemcTs npoBeAeHNX BignoBigHO 40 NnaHy negiaTpuyHnx
0 "3nopoB's pocnimkeHb (PIP) (3MiHy y3rofxeHo 3 KOMNETEHTHUM
Hapogy" YMOBHOB&XKEHNM OpPraHoM).

3MiHU BHeceHo A0 IHCTPYKLii ANs MeaUYHOro 3acTocyBaHHS
nikapcbkoro 3acoby Ao po3sginy "lMob6iyHi peakuii” woao
©e3nekn 3aCToCyBaHHsI Ail040i Pe4YOBMHM BigNoOBIgHO 4O
pekomeHaauii PRAC. BBeieHHs 3MiH NpoTsirom 6-Tu
MicsILiB Micnsi 3aTBEPAKEHHS.




82 [TponoBkeHHs qoaaTKa 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
129.| NONEPAMIAQY TabneTtku no 2 mr; ToBapucTBO YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHMX maTtepianis: 3miHu | Tuny - 6e3 UA/8232/01/01
rigpoxnopPua | no 10 Tabnetok y 3 BUPOGHMLTBA, 3miHu Wwopao 6e3nekn/eddeKTMBHOCTI Ta hbapMakoHarnsiay. peuenma
"o3" 6nictepax; no 10 oBMeXeHo KOHTPOSb SIKOCTI, 3MiHa y KOpPOTKil XapaKTepucTumLi Nnikapcbkoro 3acoby, TEKCTi
Tabnetok y 6nictepi, | Bignosigans BUMYCK Cepii: MapKyBaHHS Ta iHCTPYKLUIT ANs MeaMYHOro 3acTocyBaHHS Ha
no 1 abo 2, abo 3 HiCTIO ToBapucTBo 3 nigcTasi perynsipHo OHOBIOBaHOrO 3BiTY 3 6e3neku
Gnictepu B nayui "dapmaueBT obmexeHow nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
n4yHa Bi4noBiganbHICTO 3acTocyBaHHS nikapcbkoro 3acoby B nicnsipeecTpauiiHnii
KOMNaHis "[locnigHuin 3aBog nepiod, abo sk pe3ynbTaT OLiHKW 3BiTY 3 OCNIAXKEHD,
"3popos's" "THUJIC", YkpaiHa NpoBeAEeHMX BignoBigHO 4O NnaHy negiaTpuyHnx
BCi cTagii pocnigpkeHb (PIP) (3MiHy y3rog)KeHo 3 KOMMNETEHTHUM
BMPOBHMLTBA, YNOBHOBAXXEHVM OpraHom).
KOHTPOIb SKOCTI, 3MiHM BHeceHo [0 IHCTPYKLii 4ns MeguyHoro 3acTocyBaHHs
BUMYCK Cepil: nikapcbkoro 3acoby o po3aginy "Mob6iyni peakuii" woao
ToBapucTBo 3 ©e3nekn 3aCToCyBaHHS 4il0401 Pe4YOBMHM Bi4NOBIAHO A0
obmMexeHow pekomeHgauin PRAC. BeegeHHs1 3MiH npoTsirom 6-tu
BiANOBIgaNbHICTIO MicALiB Micnsa 3aTBEPAXEHHS.
"®APMEKC Irpyn",
YkpaiHa
BCi cTaail
BMPOBHMLTBA,
KOHTPOIb SIKOCTI,
BUMYCK Cepil:
ToBapucTBo 3
obmexeHot
BiANOBiganNbHICTIO
"®apmMaueBTUYHa
KOMnaHis
"3popos's", YkpaiHa
130.| noronsa PO34MH AN POTOBOI MPAT YkpaiHa MPAT "®ITODPAPM" YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHMx MaTepianis: 3miHu | Tuny - 6es UA/8255/01/01
PO34U1H 3 NOpoXHUHK, N0 251 | "®ITODPAPM AOMiHiCTpaTMBHI 3MiHW. 3MiHa HalMeHyBaHHs1 Ta/abo peuenma
rMILEPUHOM y dbnakoHax " appecwu 3asiBHMKa (BNacHyKa peecTpaLiiHoro NocBigYeHHs)
3MiHa agpecy 3asiBHMKa - 3MiHV BHECEHi B po3ain
"MicuesHaxomkeHHs 3asBHMKA" B IHCTPYKLUitO ANs MeAUYHOro
3aCTOCYBaHHS NiKapCbKOro 3acoby y 3B'sA3Ky 3i 3MiHOO
afpecwu 3asiBHVKa. BBegeHHs 3MiH npoTsarom 6-Tn micsuis
nicnsi 3aTBEpOXXEHHS.
131.| MAAITOKC® cycreHsig opanbHa TOB YkpaiHa En. HatTepmanH Himeuumna/ BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny - bes UA/9220/01/01
Ne 1: no 250 mny «Onenna eHp Caiti. Tm6X, ITanis 3miHu wopao 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay. peuenma
drnakoHy B Xenckea HimeuunHa; CaHodi BeeaeHHs abo 3MiHM [0 y3aranbHEHVX AaHWUX Npo CUCTEMY
KapTOHHiI kopobLyi YkpaiHa» C.p.n., ITanisa dapmakoHarnsaay (BBeAeHHS y3aranbHeHUX A4aHuX Npo

cucTeMy chapMakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
BiAnoBiganbHoi 3a 34iINCHEHHSA hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsaay 3asiBHMKA ANs 34iINCHEHHS
dapmakoHarnagy B YkpaiHi, SKWo BoHa BiAMiHHA Bif
yMNOBHOBaXeHOI 0cobu, BiAnoBiaanbHoI 3a 3A4iNCHEHHS
dapmakoHarnagy (BKIo4arymn KOHTaKTHI AaHi) Ta/abo 3miHn
y po3MmilLieHHi macTep-ainna cuctemu bapmakoHarnsay) -
3miHa ynoBHOBaXkeHOI 0cobu 3asiBHUKA, BiMNoBigansHoi 3a




83

[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
capmakoHarnsag. Litoya pegakuis: XogakiBcbka TeTsHa
BsiyecnasiBHa. lNponoHoBaHa peaakuis: Muxannos
OnekcaHgp Bonognmuposuy.
3MiHa KOHTaKTHMX JaHMX YNIOBHOBaXXeHOi ocobu,
BiANoBiganbHOI 3a dapmakoHarnag. 3MiHa
MiCLe3HaxoMKeHHA macTep-dainna cuctemm
thapmakoHarnagy Ta horo Homepa. 3MiHa Micus 34iNCHEHHS!
OCHOBHOI AisiNbHOCTI 3 hapmMakoHarnsgy
132.| MABTEPA® KOHLeHTpaT 45 TOB «Polu YkpaiHa BupobHuLTBO Himeuuunna/ BHECEHHS1 3MiH [0 peecTpauiiHux maTtepianis: 3amMiHa 3a UA/14231/02/01
PO34MHY Anis YkpaiHa» Hepo3adhacoBaHoi LLseviyapis/ 3asBHuKa J13 (MIBIT) (BnacHuka peecTtpauiiHoro peuenmom
iHdpysin no 100 npoaykLuii, NnepBuHHe CLWA noceigyeHHs) (3rigHo Hakasdy MO3 Big 23.07.2015 Ne 460)
mMr/10 mn; no 10 mn nakyBaHHs, BBegeHHsA 3MiH NPOTArom 6-TW MicALIB NiCNSA 3aTBEPLYKEHHS;
y donakoHi; no 2 BTOPUHHE 3MiHun | TMny - 3MiHun Wwopo 6e3nekn/edeKTUBHOCTI Ta
dnakoHu B nakyBaHHs, dapmakoHarnsay. BeegernHs abo 3MiHm 4o y3aranbHeHWX
KapTOHHiI kopobuyj; BMNPOOYBaHHS [AaHux nNpo cuctemMy chapmMakoHarnsgy (BBeAeHHs
no 50 mn y dnakoHi; KOHTPOSO SKOCTI, y3aranbHeHMX faHux Npo cucTemy hapmakoHarnsgy, amiHa
no 1 donakoHy B BUMYCK Cepii: YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
KapTOHHil kopobui Pow [iarHocTuke dapmakoHarnagy; KoHTakTHoi ocobu 3 hapmakoHarnsgy
'M6X, Himeyunna 3aaBHMKa 4NN 34incCHeHHA hapmakoHarnagy B YKpaiHi, SKwo
BTopuHHe BOHa BiAMiHHa Bif YNOBHOBa)xeHOi 0cobu, BianosigansHoi 3a
nakyBaHHS, 3piicHeHHs hapmakoHarnagy (BKMoYa4mn KOHTaKTHI gaHi)
BMNPOOYBaHHS Ta/abo 3MiHW y po3MilLeHHI MacTep-daina cuctemm
KOHTPOMIO SKOCTI, apmakoHarnsay) - 3mMiHa ynoBHOBaXeHOT 0Cobu 3aABHMKa,
BUMYCK cepii: BignosigansHoi 3a hapmakoHarnag. Litova peaakuis: Dr
& . XohdpmaHH-I15 Birgitt Gellert. MponoHoBaHa peaakuis: INovyeHko OneHa
Pow NTa, BonoavmupiBHa. 3miHa KOHTAKTHUX JAHUX YNIOBHOBAXXEHOI
LLiseniapis ocobu, BignoBigansHoi 3a hapmakoHarnag. 3MiHa
Bupo6HuuTBO MicLle3HaxooKeHHs MacTep-canna cuctemu
Hepo3dhacoBaHoi dapmakoHarnagy Ta horo Homepa. 3miHa Micus 3OiNCHEHHSsI
NpoAyKLii, NepBuHHe OCHOBHOI AiANbHOCTI 3 hapmMakoHarnsgy
nakyBaHHs:
[>xeHeHTek IHK.,
CLUA
BunpobyBaHHs
KOHTPOIIO SIKOCTI
npu BUMYCKY 3a
nokasHukamm
BakTepianbHi
E€HOO0TOKCUHMY,
CTepunbHiCTb:
Jlabop NNIC CE eHp
Ko. KI', HimewunHa
133, MAOOMNAP® Tabnetkn, 200 mr/50 TOB «Pow YkpaiHa BupobHuuTBO ITanis/ BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3mMiHa 3a UA/11355/01/01
mr; no 100 TabneTok YkpaiHa» Hepo3adhacoBaHoI LLisenuapis 3asiBHUKa (BracHUKa peecTpaLiiHoOro NocBig4eHHs) (3rigHo peuenmom
y nnsawui; no 1 npoAayKuii, nepBuHHe Haka3y MOS3 Big 23.07.2015 Ne 460). BeegeHHsi amiH
NAALWLi Y KAPTOHHIN nakyBaHHs, npoTarom 6-Tu micsuiB nicns 3aTBepakeHHs. 3MiHu | Tuny -
Kopoo6Li BTOPUHHE 3miHu Wwopao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
nakyBaHHs1, BeegeHHs abo 3MiHU [0 y3aranbHEHWX AaHWX NPO CUCTEMY
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BMNPoBOOBYBaHHS dapmakoHarnsay (BBeAeHHS y3aranbHeHUX 4aHuX Npo
KOHTPOMIO SIKOCTi: cuctemy cbapmakoHarnsay, 3MiHa ynoBHOBa)eHoi ocobwm,
Henbcapm MinaHo, BiZNOBIganbHOI 3a 34iMCHEHHS hapMaKoHarnsay; KOHTaKTHOI
C.P.N., Itania ocobu 3 hapmakoHarnsay 3asiBHUKa Anst 30iNCHEHHS!
[MepBuHHE dapmakoHarnagy B YKpaiHi, Ko BOHa BiAMiHHa Big
nakyBaHHs, YNOBHOBaXeHOT 0cobu, BignoBigansHoi 3a 34iMCHEHHS
BTOPUHHE dapmakoHarnagy (BKrovarymn KOHTaKTHI AaHi) Ta/abo 3miHu
nakyBaHHs, y PO3MiLLieHHi MacTep-darina cuctemu dpapmakoHarnagy).
BUNPOOYBaHHSA 3miHa ynoBHOBa)keHOI 0cobu 3asiBHMKA, BigNoBiaanbHOI 3a
KOHTPOIO SKOCTI, cdapmakoHarnsg. Litova pegakuis: Dr Birgitt Gellert.
BMNYCK cepii: lMponoHoBaHa pepakuis: Ilonyenko OnerHa BonogumupisHa.
& . XopdpmaHH-J1s 3MiHa KOHTaKTHMX JaHMX YNIOBHOBaXeHOi ocobu,
Pow NTa, BiANOBiganbHOI 3a hapMakoHarnag.
LLiseninapisa 3MiHa MicLe3HaxooKeHHs MacTep-canna cuctemm
Bunyck cepii: chapmakoHarnagy Ta horo Homepa. 3MiHa Micus 34iCHEeHHs
& . XoppmaHH-J1s OCHOBHOI AisiNbHOCTI 3 hapMakoHarnsagy.
Pow JTg,
LLisenuapis
134 MEHOBA3WH po34nH ans TOB Ykpaina BMPOBHMLTBO 3a Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny - bes UA/8480/01/01
30BHILUHBLOrO "TepHodhap NOBHUM LIMKITOM 3MiHuM 3 sikocTi. [oToBMI Nikapcbkuii 3aci6. KoHTponb peuyenma
3aCTOCyBaHHS, m" (BKNtOYaUm roToOBOro flikapcbkoro 3acoby. 3miHa napameTpis
cnupToBun, no 40 nepBuHHe Ta cneumdikauin Ta/abo JonycTMMNX MEX roTOBOro
Mn y dnakoHax abo BTOPUHHE nikapcbkoro 3acoby (iHwi 3MiHK). BHeCeHHs1 3amiH B
y dnakoHax 3 nakyBaHHs1); cneuudikaLiio Wwoao nepiognyHocTi MikpobionoriyHoro
MeXaHi4YH1MM BiAMNoOBiAanNbHUIA 3a koHTporto 113, a came: 3amiHa pyTUHHOCTI NPOBeAEHHS
posnunoBayamu; no KOHTPOSb Ta BUMYCK aHanisy MBY (gonyckaeTbCcs NPOBOAMTM KOHTPOIb NepLuoi
40 Mn y dnakoHi cepii: TOB Ta KOXHOI aecaToi HacTynHoi cepii N3, ane He pigLwe Hix 1
abo y cpnakoHi 3 "TepHodbapm", cepis B pik)
MeXaHiYHUM YkpaiHa;
po3nunoBayem; no BMPOGHMLUTBO 3a
1 dpmakoHy B navui NOBHUM LIMKITOM
(BKntovao4m
nepBUHHE Ta
BTOPUHHE
nakyBaHHs1);
BignoBiganbHUN 3a
KOHTPOMb Ta BUMYCK
cepii: TOB
"Mikpodbapm",
YkpaiHa
135 MEHOBA3UH pO34MH Ans AT YkpaiHa AT "INy6Hucpapm" YkpaiHa BHECEHHS 3MiH 40 peecTpauinHux maTtepianis: 3miHu Il Tuny - 6e3 UA/8824/01/01
30BHILIHLOrO "Iy6Huap 3MmiHu 3 sikocTi. A®l. BupobHuLTBO. 3MiHa BUPOGHMKa peuenma
3acToCyBaHHs, m" BVXiAHOro/MPOMIDKHOTO MPOAYKTY/peareHTy, Lo

cnmpTtoBui no 40 mn
abo no 100 mny
cnakoHax; no 50 mn
Y KyNbKOBWX
driakoHax

BMKOPUCTOBYIOTLCS Y BUpOBHUYOMY npoLeci ADI, abo 3miHa
BMPOOHMKa (BKnioyatouu, Ae HeobxigHo, mMicLe NpoBeAeHHs!
KOHTponto sikocTi) AdI (3a BiacyTHOCTI cepTudikaTa
BiANOBIAHOCTI €Bponenchkii papmakonei y 3aTBepaKeHOMy
[0Cbe)(BBEAEHHS HOBOTO BUPOGHUMKa APl 3 HagaHHAM
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macTep-canna Ha A®l). BeegeHHst HoBoro BupobHuka Ad|
Mpokainy rigpoxnopug YyHuin Caycsect No.2
PapmacktoTtikan ekropi Ko., 1TH, Kntan

136.

METUINEPIOb
PEBIH

PO34MH Ans iH'eKuin
0,2 mr/Mnno 1 mn B
amnyni; no 5 amnyn
y 6nictepi; no 10
6nictepi y
KapTOHHIN ynakoBLj

«Xemodapm
» ALl

Pecnybnik
a Cepbist

«Xemodapm» Al

Pecnybnika
Cepbis

BHECEHHS 3MiH [0 peecTpauiiHix martepianis: 3miHu | Tuny -
3MiHn wopao 6e3neku/edekTMBHOCTI Ta hapmakoHarnagy.
BBepneHHs abo 3MiHM [0 y3aranbHeHUX JaHuX Npo CUCTEMY
bapmakoHarnsgy (BBe4eHHs y3aranbHEHUX AaHUX Npo
cuctemy cbapmakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobm,
BiZNOBIganbHoI 3a 34iMCHEHHS hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsay 3asiBHMKa AN 34iNCHEHHSs
dapmakoHarnagy B YKpaiHi, SKLW0 BOHa BiAMiHHA Big
YNOBHOBaXeHOT 0cobW, BignoBigansHoi 3a 34iNCHEHHS
tapmakoHarnagy (Bkrovar4mn KOHTaKTHI AaHi) Ta/abo 3MiHu
Y PO3MilLieHHI macTep-anna cuctemm bapmakoHarnsagy) -
3MmiHa ynoBHoBaXkeHOi 0cobu 3asiBHMKa, BiANoBiAanbHOI 3a
tapmakoHarnag. fitova peaakuis: Dr. Friderike Klein, MD.
MponoHoBaKna pepakuis: Dr. Andreas lwanowitsch / [loktop
Anppeac IBaHoBW.
3MiHa KOHTaKTHMX JaHMX YNOBHOBaXXeHOi 0cobu 3asiBHUKA,
BignoBiganbHoi 3a hapMakoHarnsag.
3MiHa KOHTaKTHOI 0cobK 3asiBHUKA, BiAnoBiaanbHoi 3a
tbapmakoHarnag B YkpaiHi. [itova pegakuis: MNpycbkuin
Cranicnas. lNponoHoBaHa pepakuis: Nou TeTtsaHa KOpiiBHa.
3MiHa KOHTaKTHMX JaHWUX KOHTaKTHOI 0Co6K 3asiBHYMKA,
BignosiganbHoi 3a dapmMakoHarnsg B YkpaiHi

3a
peuernmom

UA/9077/01/01

137.

MET®OPMIHY
rigpoxnorug

NMOPOLLIOK
(cybcTaHuis) y
MilLIKaxX NoABINHUX
nonieTuneHoBmx
ans
dapmaLeBTU4HOro
3aCTOCyBaHHs

AT
"®apmak”

Ykpaina

LoyryaHr ®ykaHr
dapmachbtoTikan Ko.,
NnTto

KuTan

BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3miHu | Tuny -
AOMiHicTpaTMBHI 3MiHW. 3MiHa HalMeHyBaHHs1 Ta/abo
agpecy 3asiBHMKa (BNacHyKa peecTpaLiiHoro NocBigYeHHs) -
3MiHa HaMeHyBaHHA Ta agpecu 3asBHUKa (BracHUKa
peecTpaLiiHOro NOCBiAYEHHS); 3MiHM | TUNy - 3MiHK 3 AKOCTI.
A®I|. BUpobHMLTBO (iHLUi 3MiHW) - BHECEHHS 3MiH A0 po3AiniB
«[Mpun3HayeHHs», a came 3miHy cdepmn 3actocyBaHHA AD|
(3aTBEpAKEHO: ANA BUPOOHULITBA HECTEPUIBHUX NiKapChKNX
3acobiB; 3anponoHoBaHo: Ans hapMaLeBTUYHOro
3aCTOCYBaHHS); 3a pO3AirioM YnakoBka» - BHOCSATLCS 3MiHM B
onuci nakyBaHHs A®I, (3aTBepaxeHo: Y MilLKu NoABiliHi
nonieTuneHosi, 3abeaneveHi eTMkeTKamu; 3anponoHOBaHoO: Y
MiLLKax NoABIHUX MONIETUNEHOBUX NOMILLLEHNX Y KAPTOH
abo kapToHHi 6apabaHu, 3abe3neyeHi eTukeTkamu); 3miHu |
Tuny - 3MiHn 3 sikocTi. A®L. KoHTponb ADI (iHWwi 3miHK) -
BHeCeHHs 3miH Ao Cneumdikauii/MeTogis BUnpobyBaHHS
A, 30kpema: BUNyYEHHsI KOHTPOMIO 3a MOKa3HMKOM "Baxki
meTanu"; amiHu | Tuny - 3miHu 3 sikocTi. ADI. KoHTponb ADI.
3miHa y napameTpax cneuudikadii Ta/abo fonycTUMmnx
MeX, BU3HAYEHWX y crneumdikauisx Ha A®l, abo
BVXiOHWI/NPOMIXXHUIA NpOAYKT/peareHT, LWo
BVIKOPVCTOBYIOTbCA Y npoLeci BupobHuutea A®| (BunyyeHHs
He3HaYHOro MoKasHWKa SKOCTi (Hanpuknag BUNyYeHHs
3acTapifnioro NokasHuka)) - BHECEHHS 3MiH 40

UA/13459/01/01
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Cneuundikauii/MeTogis BunpobysaHHs AP| 3a noka3HUKOM
"Po34nHHICTL"- noka3Huk BunyyeHo (MokasHuk mae

iHcbopMaTMBHMIN XapakTep); 3MiHK | TUny - 3MiHK 3 AKOCTI.
Ceptudpikat BignosigHocTi/E-cepTudikaT BignoBigHOCTI
€sponelicbkin hapmakonei/moHorpadii. 3miHK, Nos'A3aHi 3
HeoOXiAHICTIO NpuBeaeHHS Yy BigMNoBIgHICTL [0 MOHorpadii
[®Y abo €sponevickkoi hapmakonei, abo iHwoi
HauioHanbHoi hapmakonei Aepxasu €C (iHLWi 3MiHW) -
BHECEHHS1 3MiH 40 MeToauku BunpobyeaHHs ADI 3a
nokasHukom «[lomiwka F», o obyMoBneHo NpuBeaeHHAM Y
BigNOBIAHICTb 40 BUMOr MoHorpadii EP; amiHn | Tuny - 3miHn
3 sikocTi. CepTudpikat BignosigHocTi/lE-cepTudikaT
BigNoBIigHOCTI €Bponeichkin thapmakonei/MoHorpadii.
MogaHHA HOBOro abo oHoBMeHoro cepTudikara
BignoBigHoCTi abo BUNyYeHHs cepTudikaTta BignoBigHOCTI
€Bponeiickkin hapmakonei: gns A®l; ans BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPMUCTOBYIOTLCS Yy BUPOOHMLTBI ADI; ans onoMiKHOT
pevoBUHYU (cepTudikaT BiaNoBIgHOCTI €BpONENCHKI
dapmakonei) - OHoBReHW cepTudikaT Bif yxe
3aTBEPKEHOr0 BUPOBHUKA - MOAaHHSA OHOBIEHOMO
cepTudikaTa BignoBigHoCTi €Bponeiichkin dapmakonei Ne
R1-CEP 2008-043 - Rev 00 (3atBepaxeHo: RO-CEP 2008-
043 - Rev 01) ana A®| meTdopmiHy rigpoxrnopuay Big Bxe
3aTBepakeHoro BupobHuka Shouguang Fukang
Pharmaceutical Co., Ltd., Kutai; 3miHum | Tuny - 3MiHu 3
sikocTi. CepTudikaT BignosigHocTi/lE-cepTudikat
BigMNOBigHOCTI €Bponenchkii papmakonei/MmoHorpadii.
MogaHHA HoBOro abo oHoBMeHoro cepTudikara
BignoBigHOCTI abo BuUMy4eHHs cepTudikaTa BignoBigHOCTI
€sponevicbkinn apmakonei: ana A®l; ons BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BMKOPUCTOBYIOTbCS Y BUpobHUUTBI ADI; Anst JonomixxHOT
peyvoBUHM (CepTUdikaT BiaNoBigHOCTI €EBponenchbki
dapmakonei) - OHoBneHu cepTudikat Bif yxe
3aTBEPAKEHOr0 BUPOBHUKA - MOAaHHSA OHOBIEHOrO
cepTtudikaTa BianosigHocTi €Bponeiickkint hapmakonei Ne
R1-CEP 2008-043 - Rev 01 ansa A®I meTdopmiHy
rigpoxnopuay Bif BXe 3aTBepAKeHOro BUpobHuKa
Shouguang Fukang Pharmaceutical Co., Ltd., Kutai; 3miHu |
Tmny - 3MiHn 3 skocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BiaNoBIAHOCTI €BPONENCHKIN
apmakonei/moHorpadii. NMoaaHHsA HoBoro abo OHOBNEHOIO
cepTtudikaTa BignosigHocTi abo BUNyyYeHHs ceptudikaTta
BiNoBigHOCTI €Bponenchkin dapmakonei: ana A®l; ans
BMXiQHOro Matepiany/peareHTy/NpoOMiXKHOTO MPOAYKTY, L0
BVIKOPVCTOBYIOTbCS Y BUpobHUuTBi API; ons fonoMikHOT

peyoBUHYM (cepTudikaT BiANOBIAHOCTI €EBPONENCHKIN

apmakonei) - OHoBNEeHU cepTUdikaT Bif yxe
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3aTBEPAKEHOro BUPOOHMKA - NOAAHHSA OHOBMEHOrO
cepTudikaTa BignosigHocTi €Bponerichbkin dapmakonei Ne
R1-CEP 2008-043 - Rev 02 anst A®I meTchopmiHy
rigpoxnopuay Bif BXe 3aTBepmXeHOro BUpobHuka
Shouguang Fukang Pharmaceutical Co., Ltd., Kutawn; 3miHn |
Tmny - 3MiHm 3 sikocTi. CepTudpikaT BignosigHoOcCTI/IE-
cepTudikaT BiaNnoBiaHOCTI €BpONEnChbKin
chapmakonei/moHorpadii. NMogaHHa HoBoro abo OHOBNEHOro
cepTudgikaTa BignoBigHoCTi abo BUNy4YeHHs cepTudikara
BignoBigHOCTI €Bponeichkin dhapmakonei: ana A®l; ans
BVXiAHOro martepiany/peareHTy/npoOMiKHOIO MPOAYKTY, LLO
BUKOPMCTOBYIOTLCS Yy BUPOOHULTBI ADI; ans onoMikHOT
pevoBUHYU (cepTudikaT BiaNoBIAHOCTI €BpONENCHKi
dapmakonei) - OHoBReHW cepTudikaT Bif yxe
3aTBEPAKEHOro BUPOOHMKA - NOAAHHSA OHOBMEHOrO
cepTudikaTa BignoBigHoCTi €Bponeiichkin dhapmakonei Ne
R1-CEP 2008-043 - Rev 03 ansa A®I metdopmiHy
rigpoxnopuay Bif BXe 3aTBepmAXeHOro BUpobHuka
Shouguang Fukang Pharmaceutical Co., Ltd., Kutain; aminum |
Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BianoBiaHOCTI €BpONenchbKin
dapmakonei/MoHorpadii. NMogaHHs HoBOro abo OHOBNEHOMO
cepTtudikaTa BignosigHocTi abo BUNy4YeHHs ceptudikarta
BignoBigHoCTi €Bponeichkin dhapmakonei: gna Adl; ans
BUXiAHOrO MaTepiany/peareHTy/npoMiKHOrO NPOAYKTY, LLO
BMKOPUCTOBYIOTbCA Y BUpobHUUTBI ADI; Ans AonoMiKHOT
peyvoBUHM (CepTUdikaT BiaNoBigHOCTI €Bponenchkin
apmakonei) - OHoBReHU cepTudikat Bif yxe
3aTBEPKEHOr0 BUPOBHUKA - MOAaHHSA OHOBIEHOIO
cepTtudikaTa BignosigHocTi €Bponeiickkint hapmakonei Ne
R1-CEP 2008-043 - Rev 04 ans A®I meTcopminy
rigpoxnopuay Bif BXe 3aTBepAXeHOro BUpobHuka
Shouguang Fukang Pharmaceutical Co., Ltd., Kutai; 3minu |
TMny - 3MiHu 3 sikocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BiANOBIAHOCTI €BPONENCHKIn
dapmakonei/MoHorpadgii. NMogaHHA HOBOro abo OHOBNEHOTO
cepTtudikaTa BignosigHocTi abo BUNy4YeHHs cepTudikaTta
BiNoBigHOCTI €Bponenchkin dapmakonei: ana A®l; ans
BVXiAHOro Marepiany/peareHTy/npoOMiKHOIO MPOAYKTY, LLO
BMKOPUCTOBYIOTbCS Y BUpobHUUTBI ADI; Anst fonoMixXHOT
peyoBUHYM (cepTudikaT BiANOBIAHOCTI €EBpONENCHKIN
dapmakonei) - OHoBneHun cepTudikat Bif yxe
3aTBEPAKEHOrO BUPOOHMKA - NOAAHHSA OHOBMEHOrO
cepTtudikaTa BignosigHocTi €Bponerickbkin dapmakonei Ne
R1-CEP 2008-043 - Rev 05 ansa A®I meTdopmiHy
rigpoxnopuay Bif BXe 3aTBepaAXXeHOoro BUpobHuka
Shouguang Fukang Pharmaceutical Co., Ltd., Kutawn; amiHn |
Tmny - 3MiHn 3 skocTi. CepTudikaT BignosigHocTi/lE-
cepTtudikaT BignoBigHOCTI €EBponenchkii
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dapmakonei/MoHorpadgii. NMogaHHA HoBOro abo OHOBNEHOMO
cepTudikaTa BignosigHocTi abo BUNyYeHHsi ceptudikata
BigNoBigHOCTI €Bponeichkin thapmakonei: ana A®l; ans
BMXiQHOro maTtepiany/peareHTy/npoMiXKHOrO MPOAYKTY, L0
BMKOPWUCTOBYIOTBCS Y BUPOOHMLTBI A®I; Ans 4ONOMiIXKHOT
peyoBUHYM (cepTudikaT BigNOBIAHOCTI €BpONENCHKIn
dapmakonei) - OHoBNeHUIN cepTudikar Big yxe
3aTBEPAKEHOrO BUPOBHMKA - NOAAHHS OHOBMEHOIO
cepTudgikaTa BignoBigHoCTIi €Bponewichkin dhapmakonei Ne
R1-CEP 2008-043 - Rev 06 anst A®I meTchopmiHy
rigpoxnopuay Bif BXe 3aTBepAXeHOro BUpobHuka
Shouguang Fukang Pharmaceutical Co., Ltd., Kutan. Ak
Hacnigok, AodaBaHHS 404aTKOBOI BUPOBHMYOT AinbHULI 3a
agpecoto Yangkou Chemical Industry Park China-262 700
Shouguang City, Shandong Province no Bxe 3atsepgkeHoi
North-East of Dongwaihuan Road, Dongcheng Industrial
Area, Dongcheng Industrial Area, China-262 700
Shounuang City, Shandong Province; amiHu | Tuny - 3miHn 3
sikocTi. CepTudpikat BignosigHocTi/l'E-cepTudikat
BiAMOBIAHOCTI €Bponencoki papmakonei/moHorpadii.
MogaHHA HoBoro abo oHoBReHoro cepTudikara
BignoBigHocTi abo BUNy4YeHHs cepTudikarta BianoBigHOCTI
€sponevicbkin dbapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/npoMiXXHOrO MPOAYKTY, Lo
BMKOPUCTOBYIOTbCS Y BUpobHUUTBI ADI; Anst JonomixxHOT
peyoBUHYM (cepTudikaT BiANOBIAHOCTI EBpONENCHKIN
apmakonei) - OHoBReHU cepTudikat Bif yxe
3aTBEPKEHOr0 BUPOBOHUKA - MOAaHHSA OHOBIEHOrO
cepTtudikaTa BignoeigHocTi €Bponerickbkin dapmakonei Ne
R1-CEP 2008-043 - Rev 07 ans A®I meTcopminy
rigpoxnopuay Bi BXe 3aTBepAKeHOro BUpobHUKa
Shouguang Fukang Pharmaceutical Co., Ltd., Kutan. Ak
Hacnigok, BuaaneHo BUpOGHMYY AiNbHULIO 3a agpecoto:
Yangkou Chemical Industry Park, China-262 700
Shouguang City, Shandong Province, 3anuweHo BUpoGHU4y
AinbHuLto 3a agpecoto North-East of Dongwaihuan Road,
Dongcheng Industrial Area, Dongcheng Industrial Area,
China-262 700 Shounuang City, Shandong Province

138.

MOKCAHALIUH

PO34MH Ans iHdY3in,
400 mr/250 mn; no
250 mn (400 mr) y
cdnakoHi; 1 dpnakoH
B navuj

MicTtpan
Kenitan
MeHemxmeH
T JlimiTeq

AHrnia

AH®APM XENNAC
CA

peuis

TexHiuHa nomwunka (3rigHo Hakady MO3 Big 23.07.2015 Ne
460) TexHi4YHy NOMUIIKY BUNPaBMEHO B TEKCTi MapKyBaHHS
Ha BTOPUHHIN ynakoBLi nikapcbKkoro 3acoby. 3asHayeHe
BUNpPaBIieHHs Bi4noBigae matepianam peecTpaLifiHoro
A0CbE.

3a
peuerimom

UA/19478/01/01

139.

MOMETA3OH

masb, 1 mr/rno 151
y Ty6i; no 1 Ty6iy
KOpOoOGLi 3 KapTOHY

ToBapucTBO
3
obGMexeHo
BianoBiganb
HICTIO
"®apmaueBT

YkpaiHa

BCi cTaaii
BUPOGHMLTBA,
KOHTPOIb SIKOCTI,
BMNYCK cepii:
TosapucTBo 3
0BMEXEHOI

YkpaiHa

BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny -
AaMiHicTpaTMBHI 3MiHW. 3MiHa Ha3BM Nikapcbkoro 3acoby.
3MiHa Ha3BM nikapcbkoro 3acoby:3aTtBepaxeHo: ENNOOEPM;
3anponoHoBaHo: MOMETA3OH. BeegeHHs 3MiH NpOTAroM
6-TK MicauiB nicna 3aTBepAXEHHS

3a
peuerimom

UA/16145/01/01




89

[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

N4YHa
KOMNaHis
"3popos's"

BiANOBIgANbHICTIO
"®apmaueBTNYHa
KOMNaHisa
"3popos'a”, YkpaiHa
BCi cTagii
BUPOOBHMLTBA,
BUMYCK Cepii:
ToBapucTso 3
0oB6MeXeHo
BiANOBIgANbHICTIO
"®apmaueBTNYHa
KOMNaHis
"3gopos'sa", YkpaiHa
KOHTPOMb SKOCTI:
ToBapucTBo 3
oBMmexeHo
BiAnoBiganbHICTO
"®APMEKC I'PyI",
YkpaiHa

UA/9833/01/01

140.

MOHYPAI

rpaHynu ans
oparnbHOro Po3ynHy
no3r;mo8r
npenaparty (3 r
nitoyoi pevyoBuHU) B
naketi; no 1 abo 2
nakeTu B KApTOHHIN
navui

3amM06oH
C.NA

ITania

3amM06oH
CaiTuepnaHg J174.

LLiBenyapia

BHECEHHS 3MiH O peecTpauliHuX maTepianis: 3miHu | Tuny -
AOMiHIiCTpaTUBHI 3MiHW. Buny4yeHHs1 BUPOGHMYOI AinbHML
(Bkntovarum ginbHuui ans APl npomikHoro npogykty abo
roToBOrO fikapCbKoro 3acoby, AinbHuL ANA NPoBeAeHHS
nakyBaHHs1, BUpoOHWKa, BiAnoBiganbHOro 3a BUMycK cepin,

MicLie NpoBeAeHHS KOHTPOMIo cepii) abo noctavansHUKa
BMXigHOro MaTtepiany, peareHTy abo JONOMiXXHOI pe4oBUHM
(AKLWO 3a3HaYeHo y AockE) - BuaaneHHsa noctavanbHuka
AOMOMDKHOT peqoBnHN MaHaapyHOBOro apomaTunsartopy.
Mpouec BupobHuLTBa Ta cneuudikauii 3anvwanTbes

He3MiHHMMK. 3 AOCbE BUAANSAETLCA TiNbKW AaHi WOAO0 Ha3BW

Ta agpecu BUpobHuKa. Takox HomMep Koy OHOBreHO (byno:

Commercial code: 15228-71; crano: Commercial code: PHP

139220). 3anponoHoBaHa 3miHa He YMHWUTb HECTIPUSITIIMBOTO
BMNMBY Ha SKiCTb, 6e3neyHicTb Ta edpekTuBHICTb [T13; 3MiHK

| Tuny - AgMiHicTpaTVBHI 3MiHW. BunyyeHHs BUpOGHMYOT
AinbHWLUI (BkNtoYatoun ginbHuLi anst ADI, npomixxHoro
npoaykTy abo rotoBoro rikapcbkoro 3acoby, AinbHULi Ans
npoBeAeHHs NakyBaHHS, BUpOOGHUKA, BiAMoBiAansHoro 3a
BUWMYCK Cepili, MicLie NPOBEAEHHS KOHTPOIO cepii) abo
nocTayarnbHvKa BUXiQHOro maTepiany, peareHTy abo
[OOMOMDKHOT pEYOBUHU (SIKLLO 3a3HAaY€HO Y [OChLE) -
BuaaneHHs noctavanbHWKa AOMOMIKHOI peYOBUHM
AnenbcrHoBoro apomaTusaropy. Npouec BMpo6HMLTBa Ta
cneuudikauii 3anvwaTbcs HE3MIHHUMK. 3 gockbe
BMAANSETLCA TiNbKU AaHi WOAO Ha3BM Ta agpecu
BMPOGHMKa. 3anponoHoBaHa 3MiHa He YMHUTb
HeCnpuATNMBOro BNMBY Ha AKICTb, 6e3neyYHicTb Ta
edpekTmBHicTb [N13; 3minm | TMny - 3MiHKM 3 skoCTi. (iHLWi

3a
peuerimom
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n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3MiHuM) - PegakuiiHa 3MiHa (BMnpaBneHHst) mogynis 3.2.P.4.1
Ta 3.2.P.4.2 aonsa 4onoMixHoi pevyoBuHM MangapvHoBuii
apomarusaTop. 3anpornoHoBaHa 3miHa He YMHUTb
HEeCnpuSATNNBOIO BMNMBY Ha SKiCTb, 6e3neyHicTb Ta
edpekTmBHicTb 113
141 M'ATU HacTorka no 25 mny MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHMX maTtepianis: 3miHu | Tuny - 6e3 UA/2261/02/01
NEPLEBOI dnakoHax, dapmanesT dapmaueBTuyHa 3miHu 3 sikocTi. FoToBMIA Nikapcbkuii 3acib. Cuctema peuenma
HACTOMKA YKYNopeHux n4Ha chabpuka "Biona" KOHTenHep/3akynoptoBanbHuin 3aci6. 3MiHa y NepBUHHIN
npobkamu abo habpuka yMaKoBLli FOTOBOIo NiKapcbKoro 3acoby (siKicHWi Ta
npobkamu- "Biona" KinbKiCHUI cknag) - M’siki Ta HecTepunbHi pigki nikapcbki
KpanenbHUUAMY i opmn — BBEAEHHS1 4OAATKOBMX YNAKOBOK No 25 mn T1a no
KpuLkamu, abo no 50 mn y cdonakoHax nonimepHux (®BM-30-18 ta ©Bl1-55-18 3
50 mn y cbnakoHax, nonieTuneHTepedTanary), ykynopeHux npobkamm-
YKYNOpeHux kpanenbHuusamn 3 MNEBT (2.2.a-13) Ta kpuwkamu (K1) y
npobkamu- nadyui Ta 6e3 nayku, 3 BignoBigHNUMM 3MiHaMK [0 p.
KpanenbHUUaMM i «YnakoBka». 3MiHW BHeCeHi B po3ain "YnakoBka" B
KpULLKaMu, B nayui iHCTPYKLUilO AN MeQMYHOro 3aCTOCYBaHHS IiKapCbKOro
abo 6e3 nayku; no 3acoby y 3B"3Ky 3 BBEAEHHSM JOAATKOBUX YNaKOBOK, 1K
25 mn y cpnakoHax HacnifoK - 3aTBEPXKEHHSI TEKCTY MapKyBaHHsSI OAATKOBMX
noniMepHmXx, YMaKoBOK MikapcbKkoro 3acoby. BBeaeHHst 3mMiH npoTsirom 6-
YKYNOpPEHUX TN MICALIB NiCNsi 3aTBEPIPKEHHS.
npobkamu-
KpanenbHUUSaMH i
KpuLLKamu, no 25 mn
y drakoHi
norniMepHomy,
YKynopeHomy
npobkamu-
KpanenbHULSaMH i
KpuLkamu, no 1
drakoHy y nayuj; no
50 mn y donakoHax
noniMepHmXx,
YKYNOpPEeHMX
npobkamm-
KpanenbHUUsMH i
Kpuvwkamu, no 50 mn
y dbnakoHi
noniMepHomy,
YKynopeHomy
npobkamm-
KpanenbHUUsSMH i
KpuLikamu, no 1
dnakoHy y nayui
142 HA30 KPAMNNI Kpanni HasanbHi, ToBapucTBo YkpaiHa TosapucTBo 3 YkpaiHa 3MiHu | Tuny - 3MiHK 3 sikocTi. CepTudikaT BignosigHocTi/lE- 6e3 UA/15808/01/01
MATJIOK po3uuH, 0,1 mr/mn, 3 obmexeHot cepTudikaT BignoBigHOCTI €EBponenchkii peuenma
no 8 mn y cpnakoHi, oBMexXeHo BignoBiganbHicTO dapmakonei/MoHorpadgii. NMogaHHA HOBOro abo OHOBNEHOTO
YKynopeHomy Bignosiganb "®apmaueBTnYHa cepTtudikaTa BignosigHocTi abo BUNy4YeHHst cepTudikaTta
KPULLIKOKO- HiCTIO KoMnaHis "3gopos's” BignoBigHOCTI EBponelichkkin dapmakonei: ans AdDI; ans
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KpanenbHuLeH 3i
CKMNSAHO NINETKOH0;
no 1 donakoHy y
KopobLi 3 KapTOHY

"dapmaueBT
M4YHa
KOMNaHis
"3popos'a"

BMXiQHOro Matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, L0
BMKOPUCTOBYIOTBCS Y BUPOOHMLTBI ADI; Ans 4ONOMiIXKHOT
peyoBUHM (cepTudikaT BigNOBIAHOCTI €BpONENCHKIN
dapmakonei) - HoBuin cepTudikaT Big HOBOro BUpOOHMKa
(3amiHa abo gonoBHeHHs) - MNoaaHHsA HoBOro cepTudikaTta
BignoBigHocTi €Bponeicokin dapmakonei R1-CEP 2008-
324-Rev 03 gns APl OkcmeTasoniHy rigpoxnopug, Big
HoBoro Bupo6Huka CTX LIFE SCIENCES PVT. LIMITED,
India gogaTtkoBo no 3ateBepakeHoro BupobHuka SIEGFRIED
PHARMACHEMIKALIEN MINDEN GMBH, Germany.
MpuBeaeHHs cneumdikaLii Ta METOAIB BXiQHOTO KOHTPOIHO
sikocTi Ha A®I 3a noka3HUKOM «3anuLLKoBa KinbKicTb
OpraHiyHMX PO34YMHHKKIB» 4O MaTepianiB BUpOOHMKa
cy6eTaHuii CTX LIFE SCIENCES PVT. LIMITED, India
(3rigHo npeacTaeneHoro Hoeoro CEP). BHeceHHs 3MiHM oo
po3giny «Cknag» MKA M3. [Hitoya pepakuis:
SIEGFRIED PHARMACHEMIKALIEN MINDEN GMBH,
Germany NponoHoBaHa peaakuisi: SIEGFRIED
PHARMACHEMIKALIEN MINDEN GMBH, Germany CTX
LIFE SCIENCES PVT. LIMITED, India; 3miHu | Tuny - 3miHun
3 sikocTi. APl. CtabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BunpobyBaHb/nepioay 36epiraHHst abo ymoB 36epiraHHs AdI
(3a BiOCYTHOCTI y 3aTBEpAXEHOMY A0ChbE cepTudikata
BifNoBigHOCTI €Bponenchkin hapmakonei, LWo BKoYae
nepios NOBTOPHOro BUNpobyBaHHs1) (nepio NOBTOPHOIO
BunNpobyBaHHsa/nepion 36epiraHHs) - 36inbLUueHHs abo
BBEZIEHHS nepiofy NOBTOPHOro BMNpobyBaHHs/nepioay
36epiraHHsi Ha OCHOBI pe3ynbTaTiB AoCNiAKeHb Yy peanbHOMy
yaci - BBegeHHs TepmiHy npugatHocTi — 5 pokiB, ans AdI
OkcumeTasoniHy rigpoxnopua Hoeoro BupobHuka CTX LIFE
SCIENCES PVT. LIMITED, India, ockinbku nepiog
NMOBTOPHMX BMNPOOYBaHb HE BKIMIOYEHWI A0 cepTudikaTty
BignosiaHocTi €® R1-CEP 2008-324-Rev 03

143.

HA30-CMPEWN
BEBI

crpew HasanbHui,
po3unH 0,25 mr/mn,
no 15 mn y dnakoHi
3i ckna 3 KnanaHom-
Hacocom,
HasarnbHO
HacafKoto-
po3nunoBayem Ta
3aXMCHUM
KoBMavkom; no 1
crakoHy B KopobLi
3 KapToHy; no 20 mn
y dnakoHi
nonimepHomy 3
KrarnaHoM-HacocoM,
HasarnbHO

ToBapucTBo
3
obGMexeHo
Bignosiganb
HiCTIO
"®apmaueBT
MYHa
KOMNaHis
"3gopos's"

YkpaiHa

TosapucTBo 3
0obMexeHo
BiANOBiganNbHICTIO
"®apmaueBTnYHa

KomnaHis "3gopos's”

YkpaiHa

3MiHu | Tuny - 3MiHn 3 sikocTi. CepTudikaT BignosigHocTi/IE-
cepTudikar BiANOBIAHOCTI €BpONENChKIN
apmakonei/moHorpadii. NMogaHHA HoBoro abo OHOBNEHOIO
cepTtudikaTa BignosigHocTi abo BUNy4YeHHs cepTudikaTta
BiNoOBIigHOCTI €Bponeinchkin dapmakonei: ana A®l; ans
BUXiHOrO MaTepiany/peareHTy/npoMiKHOIO NPOAYKTY, LLO
BMKOPUCTOBYIOTbCS Y BUpobHUUTBI ADI; Anst fonoMixxHOT
peyoBUHYM (cepTudikaT BiANOBIAHOCTI €EBpONENCHKIN
hpapmakonei) - HoBuii ceptugikat Bif HOBOro BUpoGHMKa
(3amiHa abo fonoBHEHHS) - NMoaaHHsA HOBOro cepTudgikata
BignoBigHocTi €Bponelickkin dapmakonei R1-CEP 2008-
324-Rev 03 ana A®| OkcumeTasoniny rigpoxnopug Big
HoBoro Bupo6Huka CTX LIFE SCIENCES PVT. LIMITED,
India popaTkoBo fo 3aTBepAXeHoro BupobHuka SIEGFRIED
PHARMACHEMIKALIEN MINDEN GMBH, Germany.
MpuBegeHHs cneundikaLii Ta MeToAIB BXIAHOMO KOHTPOMO

6e3
peuyenma

UA/13145/01/01
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
HacagKo- AKocTi Ha AP 3a NokasHMKOM «3arnuLKoBa KinbKiCTb
posnuniosayem Ta OpraHiYHMX PO34YMHHKKIB» A0 MaTepianiB BUpOOHUKa
3aXUCHUM cybcTtaHuii CTX LIFE SCIENCES PVT. LIMITED, India
KOBMaykom; no 1 (3rigHo npeacTaeneHoro Hoeoro CEP). BHeceHHs 3miHM 0o
nakoHy B kopobui po3ainy «Cknag» MKA I113. Oitoyva pepgakuisa: SIEGFRIED
3 KapTOHY PHARMACHEMIKALIEN MINDEN GMBH, Germany
MponoHoBaHa pegakuis: SIEGFRIED
PHARMACHEMIKALIEN MINDEN GMBH, Germany CTX
LIFE SCIENCES PVT. LIMITED, India; 3miHu | Tuny - 3miHun
3 sikocTi. API. CtabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BunpobyBaHb/nepioay 36epiraHHs abo ymoB 36epiraHHa AD|
(3a BigcyTHOCTI y 3aTBEpAKEHOMY A0ChE cepTudikaTa
BifNoBigHOCTI €Bponenchkin hapmakonei, LWo BKoYae
nepiof NOBTOPHOro BUNpobyBaHHs) (Nepiof NOBTOPHOIO
BunpobyeaHHs/nepioa 36epiraHHs) - 36inbLueHHst abo
BBEAEHHS Nnepiody NOBTOPHOrO BUNPOoOyBaHHs/Nepioay
36epiraHHst Ha OCHOBI pe3ynbTaTiB AOCNiAXEHb y peanbHOMY
yaci - BBegeHHs TepmiHy npugaTtHocTi — 5 pokis, ons Adl
OkcumeTasoniHy rigpoxnopug HoBoro BupobHuka CTX LIFE
SCIENCES PVT. LIMITED, India, ockinbkv nepiog
NMOBTOPHWX BUNPOBYBaHb HEe BKIOYEHWI A0 cepTudikaTty
BignosiaHocTi €® R1-CEP 2008-324-Rev 03
144 HA®TU3NH® Kpanni HasanbHi AT Ykpaina AT "®apmak” Ykpaina BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis: 3miHu | Tuny - bes UA/3332/01/01
0,05 %, no 10 mny "®apmak” 3MmiHu 3 skocTi. FoToBMIA Nikapcbkuii 3acib. Cuctema peuenma
cdnakoHi; no 1 KOHTeWHep/3aKynoptoBarnbHuUi 3acit. 3MiHa y NepBUHHIN
dnakoHy B nayi 3 YMaKOoBLLi FOTOBOIO NiKapCbKoro 3acoby (siKicHWI Ta
KapTOHY KinbKicHW cknag) - M’'siki Ta HecTepunbHI pigki nikapcbki
opmMu - BHECEHHS 3MiH Ao p. 3.2.P.7. Cuctema
KOHTeWHep/3aKkynoptoBarnbHuUi 3acib, a came BHOCUTLCS
npobka 6pombyTMnosa rymosa 20 MM, Bif anbTepHaTUBHOIO
Bupo6HuKka Shandong Pharmactutical Glass Co., Ltd, Kutain
(3aTBepmkeHa npobka rymosa (Cymill) AN nikapCcbkoro
3acoby HadbTnsnH®, kpanni HadanbHi 0,1 % Ta 0,05 % y
dnakoHax cknsiHmx no 10 mn).
145 HA®TU3NH® Kpanni HasanbHi 0,1 AT Ykpaina AT "®apmak” Ykpaina BHECEHHS 3MiH 0 peecTpaLiiHMX MmaTepianis: 3miHu | Tuny - bes UA/3332/01/02
%, no 10 mny "®apmak” 3MiHu 3 AkocTi. FoToBWI Nikapcbkuii 3aci6. Cuctema peuenma
cnakoHi; no 1 KOHTeWHep/3aKkynoptoBanbHuUi 3acit. 3MiHa y NepBUHHIN
cnakoHy B nayi 3 ynakoBLji FOTOBOrO MiKapCbKOro 3acody (siKicHUi Ta
KapTOHY KinbKicHW cknaf) - M’'siki Ta HecTepunbHI pigki nikapcbki
opmMu - BHECEHHS 3MiH A0 p. 3.2.P.7. Cuctema
KOHTeWHep/3aKynopoBarnbHuUi 3acib, a came BHOCUTLCS
npobka 6pombyTMnosa rymosa 20 MM, Bif anbTepHaTUBHOIO
Bupo6HMKka Shandong Pharmactutical Glass Co., Ltd, Kutai
(3aTBEepkeHa Npobka rymoBa (CyMmill) Ansi Nikapcbkoro
3acoby HadbtnsnH®, kpanni Ha3anbHi 0,1 % Ta 0,05 % y
dnakoHax cknsiHux no 10 mn).
146/ HA®TU3NH® Kpanni HasanbHi AT YkpaiHa AT "®dapmak” YkpaiHa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu | Tuny - bes UA/0704/01/01
0,05 %, no 10 mny "®apmak” 3MiHu 3 sKocTi. MoToBMIA nikapcekuii 3acid. KoHTponb peuenma

rakoHi

roTOBOro NiKapcbkoro 3acoby. 3miHa y meTogax
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
nonieTuneHoBoMy, BMNPOOYBaHHSA rOTOBOIO NikapCcbKoro 3acoby (iHWi 3MiHM y
no 1 dnakoHy B MeTofax BMNpobyBaHb (BKIYaouM 3amiHy abo
nayui 3 KapToHy; no [OOMOBHEHHS)) - BHECEHHSI 3MiH B METOAMUKY BUMPOGyBaHHA
10 mn y chnakoHi 113 3a nokasHunkom «CynpoBigHi JOMILLKU», 30KpeMa
nonieTuneHoBomy 3 AO[AHO anbTepHaTUBHY KOMOHKY, YTOYHEHO BiAHOCHI Yacu
posaropom abo y YTPUMYBaHHS NiKy Hada3oniHy Ans KOXHOT AOBXUHU
dnakoHi KOJTOHKM, YyTOYHEHO Ha3By BUpODOHMKa CTaHAAPTHOrO
nonieTuneHoBomy 3 poboyoro 3paska, BUNy4eHO XxpomaTtorpamu, 4OAaHO
npo6koto- NPUMITKM; 3MiHK | TUny - 3MiHK 3 sKoCTi. [OTOBMI Nikapcbkni
KpanenbHuueto; no 1 3aci6. 3MiHM y BUpoOHULTBI. 3MiHM BUNpoOyBaHb abo
dnakoHy B nauui 3 AONYCTUMKX MEX, BCTaHOBMEHWX y crneuundikauisx, nig yac
KapTOHY BMPOGHMUTBA rOTOBOIO NikapCbkoro 3acoby (iHLWi 3amiHu) -
BUITYYEHHS PYTUHHOTO KOHTPOSIO 3a Noka3Hukom «KinbkicHe
BM3Ha4YeHHs. HadasoniHy HiTpaT» nig Yac BupobHuuTtea M3
(kpanni HasanbHi, 0,1%) Ha eTani NPUroTOBaHOIO PO34MHY.
KoxHa cepisi [T13 nignarae koHTponto JaHOMY NOKasHUKY
nepeA BUMYCKOM roTOBOI MPOAYKLii HA PUHOK
147 HA®TU3SUH® Kpanni HasanbHi 0,1 AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHMX maTtepianis: 3miHu | Tuny - 6e3 UA/0704/01/02
% no 10 mny "®apmak” 3MiHu 3 gKkocTi. FoToBMIA Nnikapcbkuii 3aci6. KoHTpornb peuenma
drakoHi roToBOro nikapcbkoro 3acoby. 3miHa y meTogax
nonieTunNeHoBoMy, BMNPOOYBaHHS rOTOBOIO NiKapcbKoro 3acoby (iHLi 3MiHW y
no 1 cnakoHy B MeTofax BMNpobyBaHb (BKMoYao4m 3amiHy abo
nayui 3 KapTOHy; Mo [AOMOBHEHHS)) - BHECEHHS 3MiH B METOAMKY BUMPOOYBaHHA
10 mn y dpnakoHi N3 3a noka3Hukom «CynpoBigHi 4OMILLKMY, 30KpeMa
nonieTuneHoBomy 3 [00[aHO anbTepHaTUBHY KOMOHKY, YTOYHEHO BiAHOCHI Yacu
fAosaropom abo y YTPUMYBaHHS NiKy Hada3orniHy Ans KOXHOI AOBXUHM
dnakoHi KOIOHKM, YyTOYHEHO Ha3By BUPOOHMKa cTaHAapTHOroO
nonieTuneHoBomy 3 poboyoro 3paska, BUIy4eHO XpomaTorpamu, 4oAaHo
npo6koto- npuUMITKY; 3MiHm | Trny - 3MiHW 3 AKocTi. FOTOBUIA NiKapCbKniA
KpanenbHuLe; no 1 3aci6. 3MiHn y BUpo6HMUTBI. 3MiHN BUNpobyBaHb abo
dnakoHy B nayui 3 OOMyCTUMMX MeX, BCTAHOBNEHUX y cneuundikadisax, nig vac
KapTOHY BMPOGHMLITBA rOTOBOrO Nikapcbkoro 3acoby (iHLui 3miHK) -
BUITYYEHHS PYTUHHOIO KOHTPOSO 3a Noka3HukoM «KinbkicHe
BM3Ha4veHHsi. HadasoniHy HiTpaT» nig Yac BupobHuuTea 13
(kpanni HasanbHi, 0,1%) Ha eTani NPUroTOBaHOIO PO34MHY.
KoxHa cepist N3 nignsrae KOHTponto AaHOMYy MOKa3HUKY
nepep BMNYCKOM roTOBOI NPOAYKLIT Ha PUHOK
148/ HA®TU3NH® Kpanni HasanbHi 0,1 AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3minu Il Tuny bes UA/3332/01/02
% no 10 mny "®apmak” - 3MiHu 3 skocTi. MoTOBWI Nikapcbkuii 3acib. 3miHn y peuenma
dnakoHi; no 1 BUPOGHMLTBI. 3MiHM BUNpobyBaHb abo AONYyCTUMUX MEX,
cnakoHy B nayi 3 BCTaHOBIEHMX Y cneuudikauisx, nig yac BupobHuuTBa
KapTOHY roTOBOro MikapCbKoro 3acoby (iHLWi 3MiHW) BHECEHHST 3MiH 0
p.3.2.P.3.4 KOHTPOMb KPUTUYHWNX CTagin i MPOMDKHOI
NPoAYKLii, a came - BUNyYeHHS! PYTUHHOIO KOHTPOSHO
nokasHukiB «KinbkicHe BU3Ha4YeHHs1. HadasoniHy HiTpat» Ta
«KinbkicHe BM3HaveHHs. BopHa kucnoTa» nig yac
BUpOOHMLTBa Npenapaty HadhTManH®, kpanni HasanbHi
0,1% Ha eTani NPUroToBaHOrO PO34MHY.
149, HEOMIUWH aeposofb Ang TapXxOMiHCbK Monbwa TapxoMiHCbKUiA Monbwa BHECEHHS 3MiH [0 peecTpaLiiHMX maTtepianis: 3miHu | Tuny - 3a UA/15600/01/01
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3aCTOCyBaHHA Ha mn thapmMaLeBTUYHUIA 3MiHuM 3 akocTi. [oToBMI Nikapcbkuii 3aci6. KoHTponb peuenmom
LUKIpY, CyCMeHsis, hapmanesT 3aBog "lMonbda" AT AOMNOMDKHMX Pe4OBUH. 3aMiHa fxepena oaepxaHHs
11,72 mr/r; no 16 1 WYHUIA 3aBO [OMOMDKHOT peqoBMHM abo peakTuBy, O CTaHOBUTb PU3NK
abono32r "Monbga" nepegadi 36yaHukie ME (iHWi 3MiHN) BBEAEHHSI HOBOTO
cycneHsii B AT nocravarnbHUKa JOMOMDKHOI PEYOBUHW NELUTUH.
aepo30ibHOMY 3arBepmkeHo: Cargill Texturizing Solutions, USA
6anoHi 3 knanaHom B3anponoHoBaHo: Lipoid GmbH, Germany. 3miHu | Tuny -
Ta 3MiHu 3 sikocTi. MoToBMIA nikapcekuid 3acib. KoHTponb
pPO3NMnoBarbHO OOMOMDDKHUX pevoBUH. 3MiHa NnapameTpiB cneumdikaLin
ronoBKOO 3 Ta/abo [onyCTUMUX MeX A51S AONOMIKHOT pe4oBUHM (iHLLi
noninponineHoBMm 3MiHW) BHECEHHS 3MiH A0 crieumdikaLii AONOMDKHOT pevoBUH
koBna4ykom; no 1 NeLnTMH, 3a NoKa3HUKOM «3OBHILLHIN BUrNsg» 3 “KopuyHeBa,
GanoHy B KAPTOHHI nunka maca 3 xapakTepHuMm 3anaxom” Ha “KpymnHi
Kopoo6ui arfiomepaTtm XOBTYBaTO-XXOBTOrO KONbopy” .
150., HE®AM PO34MH NS iH eKUN, AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH O peecTpauinHuX maTepianis: 3MmiHu Il Tuny - 3a UA/18031/01/01
10 mr/Mn o 2 Mn B "dapmak” 3MiHn 3 skocTi. ADl. BupobHuuTBo. 3MiHa BUpoBHUKa peuenmom
amnyni, no 5 abo 10 BVXiAHOro/NpOMIDKHOTO MPOAYKTY/peareHTy, Lo
amnyn y naui; no 2 BUKOPUCTOBYIOTLCS Yy BUPOBHMYOMY npoueci AP, abo 3miHa
M B amnyni, no 5 BUpOGHMKa (BKMOYatoum, e HeobXxigHo, Micue NpoBeaeHHs
amnyn y 6nictepi, no KOHTponto sikocTi) AdI (3a BiacyTHOCTI cepTudpikata
1 abo 2 Gnictepu y BiNOBIgHOCTI €Bponenchkin thapmakonei y 3aTBepayKeHOMY
nayui nocbe)(BBeaeHHs1 HoBoro BUupobHuka A®| 3 HagaHHAM
macTtep-danna Ha ADI) - BBeAeHHS anbTepHaTUBHOI
ainbHULi BupobHuutea APl Hedonamy rigpoxnopugy AT
«Papmak», YkpaiHa (Kui)
151.| HITPECAH® Tabnetku no 10 mr MPO.ME[L.LY Yecbka BUPOOHMLTBO 3a Yecbka BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | Tuny - 3a UA/13146/01/01
no 10 Tabnetok y C MNpara a.c. | Pecnybnik NMOBHUM LIVKIIOM: Pecny6nika/ 3MiHu 3 sKkocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHK y peuenmom
6nicTepi, no 2 abo 3, a MPO.MEL.LIC CnoBaubka BMPOGHMLTBI. 3MiHa iMMopTepa/3miHu, Lo CTOCYOTbCS
abo 6 brictepiB y lMpara a.c., Yecbka Pecnybnika BMMNYCKY Cepii Ta KOHTPOIO AKOCTi FOTOBOrO NiKapCbKOro
KapTOHHiI kopobui Pecnybnika; 3acoby (3amiHa abo gofaBaHHs OinbHULI, Ha sKin
nepBuHHe Ta 3[iNCHIOETLCS KOHTPOIb/BUMNPOOYBaHHA cepii) AoaaBaHHSA
BTOPUHHE DinbHUL ANSA 30iMCHEHHS KOHTPOIO SIKOCTi TOTOBOIO
nakyBaHHs: nikapcbkoro 3acoby AINC Yecbka Pecny6bnika, c.p.o.,
CaHeka Mopnebpaackka 540/26, Mpara 9, 190 00, Yecbka Pecnybnika
dapmacboTukan3 (XiMiYHWI/DI3NYHUIA KOHTPOIb AKOCTI TeCTyBaHHs) ALS
a.c., CnoBaubka Czech Republic, s.r.o., Prodebradska 540/26, Prague 9, 190
Pecnybnika; 00 Czech Republic (chemical/physical guality)

KOHTPOMb SIKOCT;
MikpobionorivyHmim
KOHTPOIb AKOCTI
TECTyBaHHS (He
CTepUnbHUi),
XiMiYHWIA/Di3nYHUIA
KOHTPOMb SIKOCTI
TecTtyBaHHs: AJIC
Yecbka Pecny6nika,
C.p.o., Yecbka
Pecnybnika
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
152.| HITPECAH® Tabnetkn no 20 Mr MPO.ME[L.L} Yecbka BUPOOGHMLTBO 3a Yecbka BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | Tuny - 3a UA/13146/01/02
no 10 Tabnetok y C Npara a.c. | Pecny6nik MOBHUM LIMKIOM: Pecny6nika/ 3MiHu 3 siKocTi. FoTOBMIA nikapcbkuid 3acib. 3miHn y peuenmom
Gnictepi, no 2 abo 3, a NMPO.MEL.LIC CnoBaubka BMPOBGHMUTBI. 3MiHa iMnopTepa/3aMiHu, L0 CTOCYOTbCS
abo 6 bnictepiB y Mpara a.c., Yecbka Pecny6nika BUMYCKY Ccepii Ta KOHTPOSO SKOCTi FOTOBOrO JiKapCbKOro
KapTOHHiIl kopobuyi Pecny6nika 3acoby (3amiHa abo gofaBaHHs AinbHULI, Ha siKil
nepBuHHE Ta 3[INCHIOETBLCSA KOHTPOSL/BUNPOBYBaHHA cepii) AogaBaHHsA
BTOPUHHE DiNbHUUI ANS 30IMCHEHHSA KOHTPOIMIO AKOCTi FOTOBOro
nakyBaHHs: nikapcbkoro 3acoby AJ1C Yecbka Pecnyb6nika, c.p.o.,
CaHeka Mopebpaacbka 540/26, Mpara 9, 190 00, Yeckbka Pecny6nika
dapmacbioTukana (XiMiYHMIA/Pi3NYHUIA KOHTPONb SIKOCTI TecTyBaHHsA) ALS
a.c., CrnoBaupka Czech Republic, s.r.o., Prodebradska 540/26, Prague 9, 190
Pecnybnika 00 Czech Republic (chemical/physical guality)
KOHTPOMb AKOCTI;
MikpobionoriyHmin
KOHTPOMb AKOCTI
TecTyBaHHs (He
CTepunbHUR);
XiMiYHWI/i3NYHMIA
KOHTPOMb AKOCTI
TectyBaHHs: AIIC
Yecbka Pecnybnika,
C.p.0., Yecbka
Pecny6nika
153.| HITPECAH® Tabnetku no 10 mr NPO.ME[A.L Yecbka BMPOGHMLUTBO 3a Yecbka BHECEHHS 3MiH 0 peecTpaLiiHux MaTepianis: 3miHu | Tuny - 3a UA/13146/01/01
no 10 Tabnetok y C Pecny6bnik MOBHUM LIMKITOM: Pecny6nika/ 3MiHu 3 gKkocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHn y peuernmom
6nicTepi, no 2 abo 3, a MPO.MEL.LIC CnoBaubka BMPOGHMUTBI. 3MiHa iMnopTepa/3MiHu, Lo CTOCYHTbCS
abo 6 bnicTtepiB y lMpara a.c., Yecbka Pecny6bnika BUMYCKY cepil Ta KOHTPOSIO SKOCTi FOTOBOrO NiKapCbKOro
KapTOHHiIl kopoOLi Pecny6bnika 3acoby (3amiHa abo fofaBaHHA AiNbHUL, Ha SIKin
nepBrHHe Ta 3[iNCHIOETLCSI KOHTPOB/BUNPOGYBaHHS cepii) AoaaBaHHS
BTOPUHHE AinNbHUL ANSA 30iMCHEHHS KOHTPOIO SIKOCTi FOTOBOIO
nakyBaHHsi: nikapcbkoro 3acoby AJlIC Yeckka Pecny6nika, c.p.o., Ha
CaHeka apde 336/9, Mpara 9 — Bucoyanu, 19000, Yecbka
dapmacbioTukana Pecnybnika (MikpoGionoriYHunin KOHTPOIb SIKOCTi TECTYBaHHS
a.c., CrnoBaupka (He cTepunbHuin)); ALS Czech Republic, s.r.o., Na Harfe
Pecnybnika 336/9, Prague 9 — Vysocany 190 00 Czech Republic
KOHTPOIb SIKOCTI; (microbiological guality control testing (non-sterile))
MikpobionoriyHmmn
KOHTPOIb AKOCTI
TECTyBaHHs (He
CTepunbHUR);
XiMIYHWIA/Di3nYHWIA
KOHTPOIb AKOCTI
TecTyBaHHs: AIIC
Yecbka Pecny6nika,
c.p.o., Yecbka
Pecnybnika
154.| HITPECAH® Tabnetku no 20 mr NnPO.ME[.L Yecbka BMPOBHMLTBO 3a Yecbka BHECEHHS 3MiH [0 peecTpauinHnx maTepianis: 3MiHu | Tuny - 3a UA/13146/01/02
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
no 10 Tabnetok y C Pecny6bnik NMOBHUM LIMKIOM: Pecny6nika/ 3MiHuM 3 aKocTi. [oToBMI Nikapcbkuii 3aci6. 3MiHK y peuenmom
6nictepi, no 2 abo 3, a MPO.MEA.LIC CnoBaubka BMPOOHMUTBI. 3MiHa iMNopTepa/aMiHu, Lo CTOCYIOTLCS
abo 6 bnicTepiB y Mpara a.c., Yecbka Pecny6nika BUMYCKY Ccepii Ta KOHTPOSO SIKOCTi FOTOBOTO JlikapCbKOro
KapTOHHIl kopobui Pecny6nika 3acoby (3amiHa abo fopaBaHHA AiNbHULI, Ha siKin
nepBuHHe Ta 30iICHIOETLCSA KOHTPOIbL/BMNPOBYBaHHs cepii) AofaBaHHSA
BTOPUHHE DiNbHUUI ANS 30IMCHEHHSA KOHTPOIIO AKOCTi FOTOBOro
nakyBaHHS: nikapcbkoro 3acoby AJ1C Yeckka Pecny6rnika, c.p.o., Ha
CaHeka apde 336/9, MNMpara 9 — Bucoyvanu, 19000, Yecbka
dapmacbioTukana Pecny6nika (MikpoGionoriYyHnii KOHTPOIb AKOCTi TECTYBaHHS
a.c., Cnosaubka (He cTepunbHuin)); ALS Czech Republic, s.r.o., Na Harfe
Pecny6bnika 336/9, Prague 9 — Vysocany 190 00 Czech Republic
KOHTPOIb SIKOCTI; (microbiological guality control testing (non-sterile))
MikpoGionoriyHuin
KOHTPOIb AKOCTI
TecTyBaHHs (He
CTepUrbHUI);
XiMIYHWUI/DI3NYHWIA
KOHTPOrb SKOCTI
TecTyBaHHs: AJIC
Yecbka Pecnybnika,
C.p.o., Yecbka
Pecny6nika
155.| HI®YPOKCA3WU | cycneHsis opanbHa, TOB YkpaiHa MAT "Tanuucapm" YkpaiHa 3MiHn | TUny - 3MiHK 3 sikocTi. FoTOBMI Nikapcbkuii 3acib. 3a UA/17744/01/01
o 220 mr/5 mn; no 100 "APTEPIYM KoHTponb AonomixxHux pevoBuH. 3MiHa napameTpis peuenmom
Mn 'y donakoHi; no 1 nTa" crneundikaui Ta/abo JoNyCTUMUX MEX Anst JOMOMDKHOT
riakoHy 3 NOXKOI PEYOBUHY (iHLLI 3MiHW). BUNYYeHHs iHdopMaLii Wwoao
MipHOIO Y nayui npoBefeHHs1 BUNpobyBaHHsa Ans ineHTudikawii KoXXHoro
TapHoro micus i3 Cneumdikauii JOMOMDKHUX peYOBUH
MeTtunnaparigpokcubeHsoat; Caxapo3a; CUMETVKOH;
Kapbomep; ApomaTusatop 6aHaHoBuMI; KucnoTta nuMoHHa,
MoHorigpat; Hatpito rigpokeug
156., HONINPEN® TabneTkn, BKpUTI ne PpaHuis TNabopaTopii Ceps'e PpaHuis/ 3MiHu | TUny - 3miHKn Wwopo 6e3nekn/edekTUBHOCTI Ta 3a UA/5650/01/02
APTHIH NniBKOBOIO JIABOPATY IHaacTpi, PpaHuis Ipnangis dapmakoHarnsgy. 3miHa y KopoTKiii xapakTepucTui peuenmom
®OPTE obonoHkot; no 14 AP CEPB'E€ abo Ceps'e nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKUii Ans
Tabnetok y (Ipnangis) IHgacTpic MeOW4YHOro 3acToCcyBaHHS Ha NigcTasi perynspHo
KOHTeWHepi; no 1 ITa, Ipnangis OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby, abo

KOHTeWHepy y
KopoOLji 3 KapTOHY;
no 30 Tabnetok y
KOHTeWHepi; no 1
abo 3 koHTelHepy y
KopoOLji 3 KapTOHY

nocnimpkeHb 3 6e3nekn 3acToCyBaHHS NiKapcbkoro 3acoby B
nicnsipeecTpauinHuii nepiod, abo sik pesynbTaT OUiHKK 3BITY
3 JocrnigxeHb, NpoBeAeHUX BiAnoBiAHO A0 NnaHy
nepiatpnyHux gocnigxeHs (PIP) (3MiHy y3rompkeHo 3
KOMMETEHTHUM YNOBHOBaXEHUM OpraHoMm)
3MiHU BHECEHO B iHCTPYKLiO ANst MEOUYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby o po3sginy "lMNobivni peakuii” BignosigHO
[0 OHOBIEHOI iHbopMaLlii LWoao 6e3nekn 3acTocyBaHHs
Lito40i pevyoBMHU NepuHOOoNPUN 3rigHoO 3 pekoMeHaauieo
PRAC. BBefeHHs 3MiH NpoTArom 6-Tu micsliB nicns
3aTBepKEHHS. 3MiHM | Tuny - 3MiHK Wwopao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy. 3miHa y
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1

KOPOTKIilA XapaKTepuCTULi Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKUIT A4NA MEANYHOro 3aCTOCYyBaHHS Ha
nigcTaBi perynsipHO OHOBIIOBAHOIO 3BiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3aCcTOCyBaHHS fnikapcbkoro 3acoby B nicnsipeecTpavinHnmi
nepiog, abo sk pesynbTaT OLiHKM 3BITY 3 4OCNIOKEHD,
npoBeAeHnxX BiANOBIAHO A0 NaHy negiaTpuyHNX
pocnigpkeHb (PIP) (iHwi 3MiHK1) 3MiHK BHECEHO B IHCTPYKLUItO
ONst MEQUYHOrO 3acTOCYBaHHS nikapcbkoro 3acoby Ao
posginis "lMpoTunokasaHHs", "B3aaemogisa 3 iHWnumMmn
nikapcbkumm 3acobamu Ta iHWi Buan B3aemogin”,
"OcobnuBocTi 3acTocyBaHHS" BiANOBIAHO 4O OHOBMEHOT
iHdbopMalii Wwoao 6e3nekn 3acTocyBaHHs 4il04YMX PEHOBUH.
BBeaeHHs 3MiH NpoTarom 6-Tu MicAUIB NiCNs 3aTBEPAXEHHS.
3MiHun | TMny - 3MiHun Wwopo 6e3nekn/edeKTUBHOCTI Ta
capmakoHarnsgy. 3MiHa y KOpOTKiii xapakTepucTuui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHs Ha MiACTaBi perynspHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
nocnimkeHb 3 6e3nekn 3acTocyBaHHS NiKapcbkoro 3acoby B
nicnapeecTpauintmin nepiod, abo sik pe3ynbTaT OUiHKKN 3BITY
3 AocnigXeHb, NpoBeAeHMX BigNOBIAHO A0 nnaHy
nepiatpnyHux gocnigxeHs (PIP) (3miHy y3romkeHo 3
KOMMNETEHTHNM YNOBHOBaXXEHUM OpraHoM) 3MiHU BHECEHO B
iHCTpYyKLUil0 ANs MeQUYHOro 3acTOCyBaHHS NikapCbKoro
3acoby no posainis "B3aemogis 3 iHLWIMMM NikapCbKuMun
3acobamu Ta iHWi Buau B3aemogiin”, "OcobnmeocTi
3actocyBaHHs" "MobiuHi peakuii” BignoBiaHO O OHOBMEHOT
iHdbopMmaUii Wwoao 6e3nekn 3acTocyBaHHs Ail040I PEYOBUHU
iHganamig 3rigHo 3 pekomeHgauieto PRAC. BBegeHHs 3MiH
npoTsarom 6-Tu MicauiB nicns 3aTBepakeHHs. 3miHu Il Tuny -
3miHu wopao 6esnekn/edekTMBHOCTI Ta hapmakoHarnsaay.
3MiHM y KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUIT ANs MEAWYHOrO 3aCTOCYBaHHS Y
3B’A3KY i3 HOBUMMW JAHUMU 3 SIKOCTi, AOKNiHIYHUMU,
KMiHIYHUMW JaHUMK Ta AaHnMK 3 dbapmakoHarnsagy - 3MiHn
BHECEHO B iHCTPYKLiO ANsi MEQUYHOro 3acTOCYBaHHS
nikapcbkoro 3acoby o po3sginie "lMpoTnnokasaHHs",
"B3aemogisi 3 iHWMMKM nikapcbkumm 3acobamu Ta iHWi Buan
B3aemogin", "OcobnueocTi 3acTocyBaHHs", "3acTocyBaHHs y
nepiof BariTHocTi abo rogyBaHHs rpyaa” Ta "MobivHi
peakuii". BBeaeHHs 3MiH NpoTArom 6-T MicaLiB nicns
3aTBepakeHHs. 3MiHu Il Tuny - 3miHK Wwono
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. 3miHu y
KOPOTKil XapaKTepuCTULLi Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUIT ANS MEAWYHOro 3aCTOCYBaHHSA Y
3B’A3KY i3 HOBYMMW JA@HUMU 3 SIKOCTi, AOKIiHIYHUMNA,
KMiHIYHUMW JaHUMK Ta AaHMK 3 dhapmakoHarnsagy - 3MiHu
BHECEHO B iHCTPYKLIiO Ansi MEANYHOro 3acTOCYBaHHS
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n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
nikapcbkoro 3acoby ao posginis "OcobnmeocTi
3actocyBaHHs" Ta "MobivHi peakuii”. BBegeHHst 3MiH
NpoTSArom 6-TM MicsLiB Nicnsi 3aTBEPAYKEHHS
157.( HONINPEN® TabneTku, BKPUTI e PpaHuis Na6opaTopii Ceps’e PpaHuis/ BHECEHHS 3MiH 40 peecTpauinHuX maTepianis: 3miHu | Tuny - 3a UA/10248/01/01
BI-®OPTE NniBKOBOO JIABOPATY IHgacTpi, PpaHuis; IpnaHais 3MiHn wopao 6e3neku/edekTMBHOCTI Ta hapmakoHarnagy. peuernmom
o6onoHkoto; no 30 AP CEPB'E€ Cepp’e (IpnaHgisi) 3MiHa y KOpPOTKilA XapaKTepuUCTULi Nikapcbkoro 3acoby, TEKCTI
TabneTok y IHgacTpic Jlta, MapKyBaHHS Ta iHCTPYKUIT A4NA MEANYHOro 3aCTOCYyBaHHS Ha
KOHTeWHepi; no 1 Ipnangis niacTaei perynsipHo OHOBIOBAHOrO 3BiTYy 3 6e3nekn
abono 3 nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku

KOHTENHepU B
KopobLi 3 KapTOHY

3acTocyBaHHS nikapcbkoro 3acoby B nicnsipeecTpauiiHnii
nepioa, abo sk pesynbTaT OLiHKM 3BITY 3 JOCNIOKEHD,
npoBeAeHnX BiANOBIAHO A0 NnaHy negiaTpuyHnX
pocnigkeHb (PIP) (3MiHy y3rogkeHo 3 KOMNEeTEHTHUM
YNOBHOBAXXEHVIM OpraHom)
3MiHM BHECEHO B iHCTPYKLiIO A5 MEQMYHOMO 3aCTOCYBaHHSI
nikapcbkoro 3acoby o po3sginy "lMo6iyni peakuii" BignosigHo
[0 OHOBIEHOT iHhopMaLii LWwoao 6e3nekn 3acTocyBaHHS
Lil0401 peYOBMHU NEPMHOONPWA 3riAHO 3 peKOMeHAaLiE0
PRAC. BeeaeHHs 3MiH npoTsirom 6-Tu MicsiliB nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3miHn Wwoao
Ge3nekn/edekTUBHOCTI Ta hbapmakoHarnsgy. 3MiHa y
KOPOTKil XapaKTepuCcTULi Nnikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKUiT A4NA MEANYHOro 3aCTOCYBaHHS Ha
nigcTasi perynspHoO OHOBIOBAHOrO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3aCTOCYBaHHS NiKapcbKoro 3acoby B micnsapeecTpauiiinim
nepiod, abo sk pe3ynbTaT OUiHKM 3BIiTY 3 4OCNIAXEHb,
npoBeAeHuX BignoBigHO A0 NnaHy negiatpuyHnx
pocnimpkeHb (PIP) (iHwi 3MiHK1) 3MiHK BHECEHO B iHCTPYKLUItO
ONst MEAMYHOrO 3aCTOCYBaHHS nikapcbkoro 3acoby Ao
po3ainis "lMpoTunokasaHHs", "Baaemogis 3 iHWMMK
nikapcbkumm 3acobamu Ta iHWi BuaM B3aemogin”,
"OcobnueocTi 3acTocyBaHHSA" BiANOBIAHO A0 OHOBMEHOT
iHcpopMmalii Lwoao 6e3neku 3acTocyBaHHS Ail04MX PEYOBUH.
BBeaeHHs 3MiH NpoTarom 6-Tu MicAUIB NiCNs 3aTBEPAXEHHS.
3MiHu | TUNy - 3miHKn Wwopo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsgy. 3miHa y KopoTkili XxapakTepucTuui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLUii aAns
MeAMYHOro 3aCTOCYBaHHs Ha MiACTaBi perynsipHo
OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby, abo
nocnimpkeHb 3 6e3nekn 3acToCyBaHHS NiKapcbkoro 3acoby B
nicnsipeecTpauinHuii nepiod, abo sik pesynbTaT OUiHKK 3BITY
3 JocrnigxeHb, NpoBeAeHUX BiAnoBiAHO A0 NnaHy
nepiatpnyHux gocnigxeHs (PIP) (3miHy y3rompkeHo 3
KOMMETEHTHNM YNOBHOBaXXEHUM OpraHoM) 3MiHU BHECEHO B
iHCTpYyKLUil0 ANs MeQnyYHOro 3acTOCyBaHHS NikapCbKoro
3acoby fo posainis "BsaemMogis 3 iHLWIMMM NiKapCbKuMmn
3acobamu Ta iHWi Buam B3aemogiin”, "OcobnmeocTi
3actocyBaHHs" "MobivHi peakuii” BignoBiaHO 4O OHOBREHOT
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Ymoeu

Homep

Ne

Haszea

n/ JNliKapcbKo20

3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

eupobHUKa

iHdbopMalii Wwoao 6e3nekn 3acTocyBaHHs 4it040I PEHOBUHM

aidnycky

peecmpayiliHo2o

noceio4yeHHs1

iHganamig 3rigHo 3 pekomeHaadieto PRAC. BBegeHHst 3miH
NpoTArom 6-Tu MicsLiB nicnst 3aTBepakeHHs. 3MiHun Il Tuny -
3MiHM Wwoao 6e3nekun/edekTUBHOCTI Ta hapMakoHarnagy.
3MiHM y KOPOTKil XapaKTepuCTMLi nikapcbKoro 3acoby, TeKkcTi
MapKyBaHHs Ta iHCTPYKUiT Ans MEeAWYHOro 3aCTOCYBaHHS y
3B’A3KY i3 HOBUMM JA@HUMW 3 SIKOCTi, AOKNiHIYHUMN,
KNiHIYHUMW AaHUMK Ta AaHnMK 3 bapMakoHarnsagy -
3MiHN BHECEHO B iHCTPYKLIO ANst MEQUYHOr0o 3acTOCyBaHHS
nikapcbkoro 3acoby o po3sginie "MpoTnnokasaHHs",
"B3aemogisi 3 iHWMMKM nikapcbkumm 3acobamu Ta iHWi Buan
B3aemogin", "OcobnueocTi 3acTocyBaHHsA", "3acTocyBaHHs y
nepiog BariTHocTi abo rogyBaHHs rpygato” Ta "IMoGiyHi
peakuii". BBeaeHHs 3MiH NpOTArom 6-Tu MicaLiB nicns
3aTBepAKeHHs. 3MiHu Il Tuny - 3miHK Wwogo
Ge3nekn/edekTUBHOCTI Ta hapmakoHarnsgy. 3MiHu y
KOPOTKi XapaKTepuCTuLi NikapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUiT ANA MEANYHOro 3aCTOCYBaHHS Y
3B’A3KY i3 HOBMMM JaHUMW 3 SIKOCTi, AOKNiHIYHUMN,
KMiHIYHUMW JaHUMK Ta AaHMK 3 dhapmakoHarnsay
3MiHN BHECEHO B iHCTPYKLO ANst MEOUYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby o posginis "OcobnueocTi
3actocyBaHHs" Ta "lMobivHi peakuii”. BBegeHHs 3aMiH
nNpoTArom 6-T1 MicsLIB NiCNs 3aTBEPXKEHHS.
BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3miHu | Tuny -

6e3

UA/5066/01/02

158.| HYKNEKC

kancynu no 250 wmr;
no 10 kancyn y
6nicTepi; 2 abo 4
Gnictepu y nayui 3
KapTOHY

HouipHe
nignpuemMcTs
o "bioCen"
Kopnopauii
«baiecen
IlebopeTopia
Kopnopew
o

YkpaiHa

TOB "BAJTAPTIH
OAPMA"

YkpaiHa

3miHu wopao 6esnekn/edekTMBHOCTI Ta hapmakoHarnsaay.
BBeneHHs abo 3MiHM [0 y3aranbHEHWX AaHWX NPO CUCTEMY
dapmakoHarnsay (BBEAEHHS y3aranbHEHUX AaHUX Npo
cuctemy chapmakoHarnsaay, 3miHa ynoBHOBaXeHOi ocobu,
BiAnoBiganbHoi 3a 3AiINCHEHHSA hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnagy 3asBHWUKa ANst 3AINCHEHHS
dapmakoHarnagy B YKpaiHi, SKL0 BOHA BiAMiHHA Bif
yMNoBHOBaXeHOi 0cobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
hapmakoHarnsigy (Bkovakouy KOHTaKTHI AaHi) Ta/abo 3MiHu
Y po3MmilLieHHi macTep-anna cuctemm bapmakoHarnsagy) -
3miHa ynoBHOBaXeHOI 0cobu 3asiBHUKa, BiAMNoBigansHoI 3a
dapmakoHarnsg. Oitoya pepakuisi: Tkavyk 3eHOBIN
lOpinosuy. MNponoHoBaHa pepakuis: Tkavyk AHacTacis
IropiBHa. 3MiHa KOHTaKTHUX OA@HUX YNOBHOBaXeHOi 0cobu
3asiBHUKA, BiAnoBiganbHoi 3a hapmakoHarnsg. 3miHa micus
3[AiNCHEHHSA OCHOBHOI AiSNbHOCTI 3 hapmakoHarnsgy. 3MiHa
MicLle3HaxooXeHHs macTep-channa cuctemu
dapmakoHarnagy Ta noro Homepa

peuyenma

3a

UA/18648/01/01

159.

OKOMIKC®

Kpanni o4Hi,
cycneHsig no 7,5 mn
y donakoHi; no 1
dnakoHy B nayui 3
KapTOHY

AT
"®apmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny -
3MiHu 3 skocTi. FoToBUIA Nnikapcbkuii 3aci6. KoHTpornb
roToBOro nikapcbkoro 3acoby. 3miHa y meToaax
BMNPOOYBaHHSA roTOBOrO NiKapCbKOro 3acoby (iHLWi 3MiHN y
MeToax BMNpobyBaHb (BKMYaoum 3amiHy abo

peuerimom

[OMNOBHEHHS)) - BHECeHHs 3MiH o MKA J13 3a po3ginom
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
«CynpoBigHi gomilkn. JoMmilkn 3a gekcameTa3oHOM»
(meTopa piamHHOT Xxpomatorpadii (APY, 2.2.29, 2.2.46)).
KpuTtepi NnpuiHATHOCTI 3anuwaeTsca 6e3 3amiH. [Jo
METOAMKM BHECEHI HAaCTYMHi 3MiHW: - AN igeHTudikauji
AOMILWKN A UMnpodroKkcaumHy, B pO34MH NOPIBHAHHS
BBOAMTLCS CTaHAAPTHWI 3pa3oK LMNPOodoKcaLumHy
OOMiILLKK A; - BpaxoBYHO4YM MOSIBY HA XpOMaTorpami po3vuHy
nopiBHsAHHA (b) AoaaTkoBoro nika uunpodnokcauuHy
OOMiLWKN A, 3MiIHEHO BUMOTM A0 KoedilieHTa po3aineHHs
nikiB AnNs OuiHK1 NpUAATHOCTI XpoMaTorpadiyHoi cuctemm
160., OKCUKOPT aeposonb AN TapxomiHCcbK Monbwa TapxoMiHCbKuI MonbLa BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny - 3a UA/6469/01/01
3aCTOCyBaHHA Ha nmn tapmaueBTUYHUI 3MiHuM 3 sikocTi. [oToBMI Nikapcbkuii 3aci6. KoHTpornb peuenmom
LLKIpY, CyCneHsia no tapmaueBT 3asog "lMonbga" AT OOMOMDKHUX PeYOBUMH. 3aMiHa oykepena ofepKaHHs
(9,30 mr+3,10 mr)/r WYHWI 3aBOfA, [OMNOMIXKHOI pe4yoBUHM abo peakTuBy, L0 CTaHOBUTb PU3UK
no 32,25ry "Monbga" nepegadi 36yaHukis ME (iHWi 3MiHN) BBEAEHHSI HOBOrO
aepo3ofibHOMY AT nocravanbHvKa JOMNOMPKHOT PEYOBUHW NELNTUH.
6anoHi; no 1 6anoHy 3atBepaxeHo: Cargill Texturizing Solutions, USA
B KAPTOHHIl kopobui 3anponoHoBaHo: Lipoid GmbH, Germany. 3miHu | Tuny -
3MiHuM 3 sikocTi. [oToBMI Nikapcbkuii 3aci6. KoHTponb
AOMOMDKHMX peyvoBUH. 3MiHa napameTpis cneumdikauin
Ta/abo [onyCTUMUX MeX ASs AONOMIKHOT peyoBUHM (iHLi
3MiHM) BHECeHHs1 3MiH 4o cneundikauii 4oNoMiXKHOT peyoBUH
NeLUTVH, 3a NOKa3HUKOM «3OBHILLHIN BUrNag» 3 “KOpUYHEBa,
n1nka maca 3 xapaKkTepH/UM 3anaxoM” Ha “KpynHi
arriomeparu XOBTYBaTO-XOBTOIO KOJbopy”.
161.| OKCUMPOTIEC PO34MH AN iH'EKLN TOB "®3 Ykpaina TOB "®3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3miHu | Tuny - 3a UA/3616/01/01
TEPOHY oniiHwn, 12,5 % no "BIOPAPMA "BIOPAPMA" 3MiHu 3 AkocTi. FoToBWI Nikapcbkuii 3acib. Cuctema peuenmom
KAMNPOHAT 1 mn B amnyni; no 5 " KOHTeWHep/3aKynoptoBarnbHuii 3aci6. 3MiHa y meTogax
amnyn y 6nictepi; no BUNPOOYBaHHSA NEPBMHHOI YNaKoOBK/ rOTOBOTO JlikapCbKOro
2 6nictepu B nayui 3 3acoby (He3HauHi 3MiHW y 3aTBEpOKEHMX MeToAax
KapTOHY BunNpobyBaHb) - BHeceHHs amiH Ao p. 3.2.P.7 Cuctema
KOHTeVHep/3aKynoptoBanbHui 3acib, a came -
3anpornoHoBaHa pepakuisi cneumdikadii Cn. 5.14-01-335
«AMMynu CKNsHi» NpuBedeHa y BiAnNOBIAHICTb A0 BUMOT
OdY/Eur.Ph. 3.2.1 «CknsHi KOHTeHepu ans
dapMaLeBTUYHOro 3acTocyBaHHs», TY Y 00480945-005-96,
ISO 9187-1 T1a ISO 9187-2. Y 3anponoHoBaHin pegakuii Cn.
5.14-01-335 «AMnynu CKrsiHi» NpMBeAeHo HeobXiaHy
KinbKicTb BUNpo6GOBYBaHMX 3paskiB (amnynu no 1 mn B
KiNbkocCTi He MeHLwe 20 WT) Ans KOHTPOIO NoKa3HMKa
«[NoBepxHeBa rigponiTuYHa CTiKICTb BHYTPILUHBOT NOBEPXHi»
162/ OTPUBIH crpew HasanbHUi, CK LLisewuapi "CK KoHcblomep LLisenuapis BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHu | Tuny - 6e3 UA/13560/01/01
EKCTPA nosoaHuii; no 10 KoHcblomep ] Xenckep CAPJ1 3miHun 3 akocTi. CepTudikat BignosigHocTi/l'E-cepTudpikat peuenma
My donakoHi 3 Xenckep BiAMOBIAHOCTI €Bponencoki dapmakonei/MoHorpadii.
003Yy4M CAPI MonaHHs HoBOro abo OHOBMEHOTO cepTudikaTa
npucTpoem; no 1 BiAMOBIAHOCTI abo BUy4YeHHs cepTudikaTa BignoBigHOCTI
dnakoHy B €sponevicbkin dapmakonei: ana A®l; ansa BuxigHoro

KapTOHHIN navui

maTepiany/peareHTy/npoMiKHOro NpPoaykKTy, Lo
BVKOPVCTOBYKOTbCS Y BUpobHuuTBi A®I; Ans JonomixxHoi
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Ne
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JliKapcbK020
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Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

pevoBUHM (cepTudikaT BigNoBIAHOCTI €BpONENChKi
dapmakonei) - OHoBneHun cepTudikaT Bif yxe
3aTBEPKEHOr0 BUPOBOHUKA - MOAaHHSA OHOBIEHOrO
cepTudikaTa BignoBigHoCTI €Bponewchkin dhapmakonei Ne
R1-CEP 1998-083 - Rev 07 (3aTBepaxeHo: R1-CEP 1998-
083 - Rev 06) anst A®I inpaTponito 6pomiay Big Bxe
3aTBepakeHoro BupobHuka OLON S.P.A., Italy. 3miHm | Tuny
- 3miHu 3 gxocTi. CepTudikat BignosigHocTi/lE-cepTudikar
BiNOBIgHOCTI €Bponeinchkin dapmakonei/MmoHorpadii.
MogaHHA HoBoro abo oHoBreHoro cepTudikara
BignoBigHocTi abo BUny4eHHs ceptudikarta BianoBigHOCTI
€Bponeiickkin hapmakonei: gns A®l; ans BuxigHoro
matepiany/peareHTy/npoMiXXHOrO MPOAYKTY, Lo
BMKOPUCTOBYIOTbCA Y BUpobHUUTBI ADI; Ans AONOMDKHOT
pevoBUHYU (cepTudikaT BiaNoBIgHOCTI €BpONENCHKI
dapmakonei) - OHoBneHU cepTudikar Big yxe
3aTBEPAKEHOro BUPOOHMKA - NOAAHHSA OHOBMEHOro
cepTudikaTa BignoBigHoCTi €Bponeiichkin dapmakonei Ne
R1-CEP 1998-083 - Rev 08 anst A®I inpatponito 6pomiay
Bif BXXe 3aTBepaxeHoro BupobHuka OLON S.P.A,, Italy.

163.

NEHUMUKNOBIP
-OITODAPM

kpem 1% no5ry
Ty6i; no 1 1y6i B
nayui 3 KapToHy

MPAT
"®ITOPAPM

YkpaiHa

MNPAT "®ITOPAPM"

YkpaiHa

BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | Tuny -
ApOMiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
agpecy 3asiBHMKa (BNacHvKa peecTpauinHoro NocBig4YeHHs)
3MiHa agpecy 3asiBHMKa. 3MiHM BHECEHI B iHCTPYKLi0 Ans
MeZMYHOro 3aCTOCyBaHHsI Nikapcbkoro 3acoby y po3ain
"MicuesHaxomkeHHs 3asBHMKA". BBeaeHHs 3MiH npoTsirom 6-
TU MicALiB Nicns 3aTBepAKEHHS

6e3
peuenma

UA/14731/01/01

164.

NEMCAH

Kancynu m'ski; no 10
kancyn y énicrepi;
no 3 Gnictepn y
KapTOHHiI kopobLyi

INabopatopii
Posa-
ditodpapma

PpaHuis

BUPOBHMLTBO
Hepo3dhacoBaHoi
npoayKui:
JTabopaTopii ManeHik
BepHiH, ®paHuisa
nepBuHHA Ta
BTOPWHHA yNaKkoBKa,
KOHTPOIb SIKOCTI,
BignoBiganbHUN 3a
BUMYCK cepii:
JlTabopaTopii Manoni
Cninanep, ®paHuis

®paHuia

BHECEHHS 3MiH 0 peecTpaLiiHMX MmaTepianis: 3miHu | Tuny -
3MiHu 3 gKkocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHn y
BMPOGHMUTBI. 3MiHa iMnopTepa/3miHu, Lo CTOCYHTLCS
BUMYCKY Cepil Ta KOHTPOO SKOCTi FOTOBOIO JiKapCbKOro
3acoby (3amiHa abo goaaBaHHSA BUpOOHMKa, LWO BiaNoBiaae
3a BBe3eHHs Ta/abo Bunyck cepii) - He Bknovaroum
KOHTponb/B1NpobyBaHHs cepii - 3aMiHa BUpOGHKKa, Lo
BiAgnoBigae 3a Bunyck cepii Ha Jlabopatopii Manoni
Cninanep, ®paHuis (3aTBepaxeHo: Jlabopatopii Po3a-
ditochapma, PpaHuist). TepmiH BBEAEHHS 3MiH - NTPOTAroM 6
MicsiLiB nicnsi 3aTBepaKeHHS; 3MiHu | Tuny - 3MiHK 3 sKoCTi.
Ceptudpikat BignosigHocTi/[E-cepTudikaT BignoBigHOCTI
€Bponeiicbkint hapmakonei/MmoHorpadii. MogaHHs HoBoro
abo oHOBMEHOro cepTudikarta BiaANOBIAHOCTI 200 BUIYyYEHHS
cepTudikaTta BignoBigHOCTI €Bponenchkin dapmakonei: Ans
AQI; onsa BuxigHoro Matepiany/peareHTy/NPOMiXXHOIO
NpoayKTy, L0 BUKOPUCTOBYHOTLCS Yy BUPOOHMLTBI ADI; Ans
[OMNOMiXHOT peqoBUHU (cepTudikaT BignosigHoCTi
€Bponelicbkiit hapmakonei) - OHoBMeHW cepTudikaT Big,
yXe 3aTBepaKeHoro BMpobHuka - lNogaHHA OHOBREHOro
cepTtudikaTa BignosigHocTi €Bponeiickbkin dpapmakonei Ne
R2-CEP 1995-047 - Rev 02 (3aTBepaxeHo: R2-CEP 1995-

6e3
peuyenma

UA/3558/02/01
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
047 - Rev 01) gna A®| guMeTHKOHY Bif BXe 3aTBepKEHOrO
BupobHka DOW CORNING CORPORATION, USA, skuin
3MiHmB Ha3By Ha DDP SPECIALTY ELECTRONIC
MATERIALS US9 LLC, USA; 3minu | Tuny - AgmiHicTpaTuBHi
3MiHW. BunyyeHHs BUPOBHWYOI AiNbHULI (BKMHOYa04m
AinbHUUi ansa A®l, npomixkHoro npogykTy abo rotoBoro
nikapcbKkoro 3acoby, AinbHULi AN NPOBEAEHHS NaKyBaHHS,
BMPOGHWKa, BiAMNOBiAaNbHOIoO 3a BUMYCK cepiii, Micue
NPOBEAEHHST KOHTPOIIO cepii) abo nocTayanbHMKa BUXiZHOMO
maTtepiany, peareHTy abo JOMNOMKHOI PEHOBUHM (SIKLLO
3a3HayeHo y Aocbe) - BunyueHHs BupobHuyoi ginbHuui AdI
reanasyneHy MERCK Limited, India; 3miHu | Tuny - 3MiHn
oo 6esneku/edhekTUBHOCTI Ta hapmakoHarnsay (iHwi
3MiHM) - 3MiHM BHECEHI B TEKCT MapKyBaHHSA NEPBUHHOI Ta
BTOPWHHOI YNakoBOK fikapcbkoro 3acoby. TepMiH BBeAEHHSs
3MiH NpoTAroM 6 MicsauiB nicnsa 3aTBepAXeHHsA
165/ NPEBEHAP® cycneHsia ans Mdpansep CLWA Mdpanszep Benbria/ BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miiu | Tuny - 3a UA/15864/01/01
13/ iH’ekuin; no 1 posi Eny.Ci.Mi. MeHtodhek4ypuHr Ipnangis 3MiHu 3 skocTi. A®l. BupobHuuTBO. 3MiHa po3mipy cepii peuenmom
PREVENAR® (0,5mn)y Kopnopewww Benbris HB, (Bkntoyatoum gianasoHu) APl abo NpomidKHOro NPOAYKTY,
13 BAKLUMHA nornepegHbLo H Benbris; Mdansep SIKMI 3aCTOCOBYETLCS y NpoLeci BupobHuutea AdI
NMHEBMOKOKO | HanoBHeHOMY lpneng (3MeHLueHHs o6csary BupobHuuTea o 10 pasis) -
BA wnpuui; no 1 dapmaceyTukarnc, 3MeHLUEeHHs po3mipy cepii gitoyoi pedoBuHM NMHEBMOKOKOBUI
MONICAXAPUL | nonepenHbO Ipnangis nonicaxapwg cepotuny 19A, BUrOTOBNEHUI Ha BUPOBHWYIN
HA HanoBHEHOMY ainbHuLi Wyeth BioPharma Division of Wyeth
KOH’FOFOBAH LINpuLy Ta ogHin Pharmaceuticals LLC, 1 Burtt Road Andover, MA 01810
A BiJOKPEMIEHIl ronui CLUA 3 600-1800 o 780-1650 rpamig; 3miHu | Tuny - 3miHn 3
(TPUHAQUATU | B iHOmBigyansHoMy skocTi. A®l. BupobHuuTBo. 3miHa po3mipy cepii (Bkntoyaroun
BAJNIEHTHA Yoxri y 3aKpuToMy nianasoHun) A®I abo NPoOMiIPKHOTO NMPOAYKTY, SIKWIA
AOCOPBOBAH | nnactukoBomy 3aCTOCOBYETLCS y npoueci BUpobHuuTea AD| (36inbLeHHs
A) KOHTeWHepi; no 1 8o 10 pasiB NOPIBHSIHO i3 3aTBEPHKEHUM PO3MIPOM) -
NnacTUKoBOMy 36inbLUeHHs po3mipy cepii Ailo4oi pe4oBUHM

KOHTEeWHepy y
KapTOHHiI kopobui

[MHeBMOKOKOBMIA Nonicaxapwa, cepoTuny 1, BATOTOBNEHWUI Ha
BMpOGHMYin ainbHuLi Wyeth BioPharma Division of Wyeth
Pharmaceuticals LLC, 1 Burtt Road Andover, MA 01810
CLUA 3 200-390 pgo 125-570 rpamis; 3miHu | Tuny - 3MiHn 3
skocTi. A®l. BupobHuuTBo. 3miHa po3mipy cepii (Bkntovaroum
nianasoHun) A®l abo NPOMIPKHOTO NPOAYKTY, SKWI
3aCTOCOBYETLCA y Npoueci BUpobHuuTBa ADI (36inbLueHHs
80 10 pasiB NOPIBHSIHO i3 3aTBEPKEHUM PO3MIPOM) -
36inbLUeHHs po3mipy cepii Aito4oi peyHoBUHM
[MHeBMOKOKOBMIA Nornicaxapwa cepoTuny 3, BATOTOBINEHWUI Ha
BMpOGHMYi ainbHULi Wyeth BioPharma Division of Wyeth
Pharmaceuticals LLC, 1 Burtt Road Andover, MA 01810
CLUA 3 300-700 go 300-940 rpamis; 3miHu | Tuny - 3MiHn 3
skocTi. A®l. BupobHuuTBo. 3miHa po3mipy cepii (Bkntovaroum
nianasoHun) A®I abo NPoMiPKHOTO NPOAYKTY, SIKWIA
3aCTOCOBYETLCA y npoueci BUpobHuutea A®I (36inbLueHHs
80 10 pasiB NOPIBHSIHO i3 3aTBEPHKEHUM PO3MIPOM) -
36inbLIeHHs po3Mipy cepii Ailo4oi peyHoBUHM
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[MHeBMOKOKOBWIA Nonicaxapug cepoTuny 4, BUrOTOBNEHUA Ha
BMpPOoOHWYiN ainbHUui Wyeth BioPharma Division of Wyeth
Pharmaceuticals LLC, 1 Burtt Road Andover, MA 01810
CLA 3 330-540 pgo 250-690 rpamis; 3miHu | Tuny - 3MiHm 3
skocTi. A®I. BupobHuuTtBo. 3miHa po3mipy cepii (Bknovaoum
nianasoxun) APl abo Npomib>KHOro NPOAYKTY, KNI
3acTOCOBYETLCA Y Npoueci BupobHuuTea ADI (36inbLeHHs
A0 10 pasiB NOPIBHAHO i3 3aTBEPMKEHUM PO3MIPOM) -
36inbLUeHHst po3mipy cepii Aitoyoi peyoBuHU
[MHeBMOKOKOBWIA Nonicaxapug cepoTuny 5, BUroTOBNEHUA Ha
BMpoGHuYin AinbHULi Wyeth BioPharma Division of Wyeth
Pharmaceuticals LLC, 1 Burtt Road Andover, MA 01810
CLA 3 125-260 go 160-490 rpamiB; 3miHu | Tuny - 3MiHu 3
skocTi. A®l. BupobHuuTBo. 3miHa po3mipy cepii (Bknoyaoum
nianasoxun) APl abo Npomib>kKHOro NPOAYKTY, SKUIA
3acTOCOBYETLCA Y Npoueci BupobHuuTBa ADI (36inbLIeHHs
A0 10 pasiB NOPIBHAHO i3 3aTBEPHKEHUM PO3MIPOM) -
36inblLUeHHst po3mipy cepii Aito4oi pe4oBUHM
MHeBMOKOKOBUIA Nonicaxapug cepoTuny 6A, BUroTOBNEHUI
Ha BMpoGHWYin ainbHuui Wyeth BioPharma Division of
Wyeth Pharmaceuticals LLC, 1 Burtt Road Andover, MA
01810 CLUA 3 500-1000 go 420-1140 rpamis; 3MiHu | Tuny -
3MiHn 3 gxkocTi. A®l. BupobHuuteo. 3miHa po3mipy cepil
(Bkntovatoum gianasonn) APl abo npomixxHOro npoaykTy,
SIKMI 3aCTOCOBYETbLCS y NpoLeci BUpobHuuTea ADI
(36inbLueHHs go 10 pasiB NOPIBHAHO i3 3aTBEPAXEHUM
po3mipoM) - 36inbLUeHHs po3mipy cepii Aito4oi pe4oBUHM
[MHeBMOKOKOBUI Nonicaxapug cepotuny 6B, BUrotoBneHum
Ha BMpoGHWYin ainbHuui Wyeth BioPharma Division of
Wyeth Pharmaceuticals LLC, 1 Burtt Road Andover, MA
01810 CLLUA 3 310-780 go 460-910 rpamis; 3miHu | Tuny -
3MiHn 3 gkocTi. A®l. BupobHuuteo. 3miHa po3mipy cepii
(Bkntovatoum gianasonn) APl abo npomixkHOro npoaykTy,
SIKMI 3aCTOCOBYETbLCS y NpoLeci BUpobHuuTea ADI
(36inbLueHHs go 10 pasiB NOPIBHAHO i3 3aTBEPAXKEHUM
po3mipom) - 36inbLUeHHSA po3mipy cepii Aito4oi peYoBUHM
MHeBMOKOKOBUIA Nonicaxapug cepoTuny 7F, BUrOTOBRNEHUN
Ha BMpoGHWYin ainbHUUi Wyeth BioPharma Division of
Wyeth Pharmaceuticals LLC, 1 Burtt Road Andover, MA
01810 CLUA 3 580-910 no 260-1580 rpamis; 3miHu | TNy -
3MiHn 3 gkocTi. A®l. BupobHuuTBo. 3miHa po3mipy cepii
(Bkrtoyatoum gianasonn) APl abo npomixHOro NnpoaykTy,
SIKUI 3aCTOCOBYETLCS y NpoLeci BUpobHuuTea AdI
(36inbLueHHs go 10 pasiB NOPIBHSHO i3 3aTBEPAXEHUM
po3mipom) - 36inbLUEeHHSA po3mipy cepii Aito4oi peYoBUHM
[MHeBMOKOKOBUI Nonicaxapug cepotuny 9V, BUroTOBREHUA
Ha BMpoGHWYin ainbHuUi Wyeth BioPharma Division of
Wyeth Pharmaceuticals LLC, 1 Burtt Road Andover, MA
01810 CLUA 3 270-1060 go 170-1090 rpamis; 3miHu | Tuny -
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

3MiHun 3 akocTi. A®l. BupobHuuTBo. 3MiHa po3mipy cepii
(Bkntovatoun gianazoHun) A®l abo NPOMIKHOrO NPOAYKTY,
SIKUIA 3aCTOCOBYETLCSA Y Npoueci BUpoObHuLTBa API
(36inbLeHHs o 10 pasiB NOPIBHSAHO i3 3aTBEPAKEHUM
po3mipom) - 36inbLUeHHs1 po3Mmipy cepii Aitoyoi pe4yoBUHN
[MHeBMOKOKOBUI Nnonicaxapug cepotuny 14, BUrOTOBNEHWUIA
Ha BUpPOOGHWYIN ginsHuui Wyeth BioPharma Division of
Wyeth Pharmaceuticals LLC, 1 Burtt Road Andover, MA
01810 CLUA 3 260-710 go 150-1060 rpamis; 3miHu | Tuny -
3MiHun 3 akocTi. A®l. BupobHuuTBO. 3MiHa po3mipy cepii
(Bkrtovatoun gianasonn) APl abo npomMixxHOro NpoaykTy,
SIKUIA 3aCTOCOBYETLCS Y Npoueci BUpobHuuTea AP|
(36inbLlueHHs o 10 pasiB NOpPIBHSAHO i3 3aTBEPAKEHUM
po3mipom) - 36inbLUEHHSA po3mipy cepii Ailo4oi pe4oBUHM
MHeBMOKOKOBUIA Nonicaxapug cepotuny 18C, BUrOTOBNEHUN
Ha BUPOGHWYIN ginsHuui Wyeth BioPharma Division of
Wyeth Pharmaceuticals LLC, 1 Burtt Road Andover, MA
01810 CLUA 3 250-590 go 330-760 rpamis; 3miHu | Tuny -
3MiHu 3 skocTi. A®l. BupobHuuTteo. 3MiHa po3mipy cepii
(Bkrtovatoun gianasonn) APl abo npomMixxHOro NpoaykTy,
SIKUIA 3aCTOCOBYETLCS Y Npoueci BUpobHuuTea AP|
(36inbLeHHs o 10 pasiB NOpIBHSAHO i3 3aTBEPAKEHNM
po3mipom) - 36inbLUEHHSA po3mipy cepii Ailo4oi peYOBUHM
MHeBMoKoKOBUIA Nonicaxapug cepotuny 19F, BUrotoBneHun
Ha BMpOGHMYIn ainbHuui Wyeth BioPharma Division of
Wyeth Pharmaceuticals LLC, 1 Burtt Road Andover, MA
01810 CLUA 3 500-890 no 160-1420 rpamis; 3miHu | TNy -
3MiHu 3 skocTi. A®l. BupobHuuTBo. 3miHa poamipy cepii
(Bkrtovatoum gianasonn) APl abo NnpomixkHOro NpoayKTy,
SIKMI 3aCTOCOBYETbLCS y NpoLeci BUpobHuuTea ADI
(36inbLueHHs go 10 pasiB NOPIBHSHO i3 3aTBEPAXEHUM
po3mipom) - 36inbLUeHHSA po3mipy cepii Aito4oi peYoBUHM
MHeBMoOKOKOBUIA Nonicaxapug cepotuny 23F, BUroToBNeHUi
Ha BMpOGHWYIi ginbHUUi Wyeth BioPharma Division of
Wyeth Pharmaceuticals LLC, 1 Burtt Road Andover, MA
01810 CLUA 3 150-840 go 310-1110 rpamis

166.

NPErABANIH-
OAPHULSA

Kancynu no 75 wmr,
no 7 kancyny
KOHTYPHI
YapyHKOBIN
ynakosLi; no 2 abo
no 3, abo no 4, abo
no 8 KOHTYpHUX
YapyHKOBMX
yNakoBOK y nauui

MpAT
"®apmaneBt
nyHa dipma

"OapHuus”

YkpaiHa

MpAT
"®apmaueBTniHa
dipma "OdapHuus”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHnux matepianis: 3miHu | Tuny -
3MiHM Wwoao 6e3nekn/edeKTUBHOCTI Ta dhapMakoHarnagy.
3MiHa y KOpOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUIT ANS MeAMYHOro 3aCTOCyBaHHSA Ha
nigcTasi perynspHoO OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3aCTOCYBaHHsI NikapCcbKoro 3acoby B nicnsipeecTpauiiHuii
nepioz, abo sik pesynbTaT OLiHKM 3BITY 3 4OCNIOKEHD,
npoBeAeHNX BignoBigHO 40 NnaHy negiaTpuyHnx
pocnimkeHb (PIP) (3MiHY y3rofxeHo 3 KOMNETEHTHUM
YMOBHOB&XKEHNM OPraHoM).
3MiHU BHeceHo A0 IHCTpyKLii ANs MeaUYHOro 3acTocyBaHHS!
nikapcbkoro 3acoby Ao posginy "MobiyHi peakuii” woao

3a
peuenmom

UA/16414/01/01




105

[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
6e3nekn 3aCTOCyBaHHS Ail040i PEYOBMHM BiAMNOBIAHO A0
pekomeHpaauin PRAC. BeeAeHHs 3MiH NpoTarom 6-tu
MicaUiB Nicnsa 3aTBepAXeHHs
167.| NPErABAIJIH- kancynum no 150 wmr, MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHix martepianis: 3miHu | Tuny - 3a UA/16414/01/02
OAPHULA no 7 kancyny "®apmanesT "®apmaueBTniHa 3MiHn wopao 6e3nekn/edekTMBHOCTI Ta dhapMakoHarnaay. peuernmom
KOHTYPHIN nyHa dipma dipma "dapHuuga" 3MiHa y KOPOTKil XapaKTepucTu1Li Nikapcbkoro 3acoby, TEKCTI
YapyHKOBIN "NapHuug" MapKyBaHHS Ta iHCTPYKUIT A4NA MEANYHOro 3aCTOCYyBaHHS Ha
ynakoBLi; no 2 abo nigcTasi perynsipHoO OHOBIOBAHOIO 3BiTY 3 6e3neku
no 3, abo no 4, abo nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
Nno 8 KOHTYPHUX 3acTocyBaHHS nikapcbkoro 3acoby B nicnsipeecTpauiiiunii
YapyHKOBUX nepiod, abo K pesynbTaT OLiHKK 3BiTY 3 AOCHIAXEHD,
yMaKkoBOK y navuj npoBeAeHnX BiANOBIAHO A0 NnaHy negiaTpuyHnX
pocnigkeHb (PIP) (3MiHy y3rogkeHo 3 KOMNEeTEHTHUM
YNOBHOBAXXEHVIM OpraHom).
3MiHM BHeceHo [0 IHCTPYKLii 4ns MeguyHoro 3actocyBaHHs
nikapcbkoro 3acoby o po3aginy "lMobivHi peakuii" woao
6e3nekn 3aCTOCyBaHHS 4il040i pe4OBMHM BigNoBIigHO 40
pekomeHgauin PRAC. BeegeHHs1 3MiH npoTsirom 6-tu
MicsaUiB Nicnsa 3aTBepAXeHHsA
168.| NPErABAIJIH- kancynu no 300 mr MpAT Ykpaina MpAT YkpaiHa 3MiHn | Tuny - 3miHn Wwopo 6e3nekn/edekTnBHOCTI Ta 3a UA/16414/01/03
OAPHULUA no 7 kancyny "dapmaueBT "®apmMaueBTUYHa capmakoHarnsgy. 3MiHa y KOpOTKili xapakTepucTuui peuenmom
KOHTYPHIl n4yHa cipma dipma "JapHunua" nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
YapyHKOBIN "NapHuug” MeAMYHOro 3aCTOCyBaHHS Ha MiACTaBi perynsapHo
ynakosLi, no 2 abo OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby, abo
no 3 KOHTYpHi nocnimkeHb 3 6e3nekn 3acToCyBaHHS NiKapcbkoro 3acoby B
YapyHKOBI yMaKoBKM nicnapeecTpauinHuii nepiofd, abo sk pe3ynbTaT OUiHKN 3BITY
B nayui 3 JocrigxeHb, NpoBeAeHUX BiAnoBiAHO A0 NnaHy
nepiatpnyHux gocnigxeHs (PIP) (3miHy y3rogpkeHo 3
KOMMETEHTHUM YNOBHOBaXXEHVM OpPraHoMm).
3MiHu BHeceHo A0 IHCTPYKLii ANs MeanYHOro 3acTocyBaHHS!
nikapcbkoro 3acoby o po3aginy "lMNobivHi peakuii” woao
©e3nekn 3aCToCyBaHHS Ail040T Pe4YOBMHM Bi4NOBIAHO A0
pekomeHaauii PRAC. BBeieHHs 3MiH NpoTsrom 6-Tu
MicsiLiB nicns 3aTBepAKEHHS
169.] NPOCTA3AH Tabnetku 3 MicTtpan AHrnia BUPOBHMLTBO Icnanis/ BHECEHHS 3MiH IO peecTpaLinHux maTtepianis: TexHivHa 3a UA/19606/01/01
yponntoc MoaundikoBaHUM Kenitan roToBOI NiKapcbKoi Yecbka nomMurnka (3rigHo Hakazy MOS3 Big 23.07.2015 Ne 460) peuenmom
BVBiNIbHEHHAM, 6 MeHenxmeH dopmu, NepBUHHA Pecny6nika/ TexHiYHy NOMUIIKY BUMPaBMNeHO B TEKCTi MapKyBaHHS
mr/0,4 mr; no 10 T NimiTen, Ta BTOpUHHa Bonrapis nikapcbkoro 3acoby. 3a3HaveHe BUNpaBrieHHs Bignosigae

Tabnetok y 6nictepi;
no 3 abo 9 bricTtepis
B navuj

ynakoBKa, KOHTPOIb
cepii, BUNyCK cepil:
CiHTOH XicnaHis,
C.N., IcnaHia
KOHTPONb Cepii:
KBiHTa-AHanituka
C.p.o., Yecbka
Pecnybnika
nepBrHHA Ta
BTOPWHHA ynaKkoBKa:

Do |

MaTepianam peectpauiiHoro 4OCbe.
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dapmacktoTikanc,
JItg, Bonrapis
170.| NPOTE®NA3IA | kpannino 10 mn abo TOB "HBK YkpaiHa BUPOBHMLTBO 3a YkpaiHa BHECEHHs1 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | Tuny - 3a UA/4220/01/01
® no 30 mn abo no 50 "Exocpapm” MOBHUM LIMKITOM,; ApnmiHicTpaTuBHi 3MiHW. 3miHa HaliMeHyBaHHS Ta/abo peuernmom
MI Y CKIITHOMY BMNYCK cepii: agpecwu 3asiBHMKa (BNacHyKa peecTpaLiiHoro nocBig4YeHHs)
cdnakoHi 3 Npobkoto TOB "HBK 3MiHa agpecu 3asiBHUKA. 3MiHW BHECEHi B iHCTPYKLito Ans
KpanenbHuueto, no 1 "Exocpapm” MeAMYHOrO 3aCTOCYBaHHS Nikapcbkoro 3acoby y po3ain
¢nakoHy B "Micue3HaxomkeHHs 3asBHMKA" 3 BiANOBIAHUMW 3MiHaMK B
KapTOHHIN nayui TEKCTi MapKyBaHHS YNaKOBOK.
BBegeHHs 3MiH NpoTsArom 6-Tv MicAUiB Nicnsi 3aTBEPAXKEHHS.
171 NYPEMOH® PO34MH AN iH'eKLN, OpraHoH LLisenuapi BrpobHuuTBO Himeyvumna/ BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny - 3a UA/5023/01/01
833 MO/mn; no CeHTpan lct A Hepo3adhacoBaHoi Higepnanam ApOMiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo peuenmom
0,420 mn (300 m6X npoaykuii Ta agpecu Micusa NpoBafKeHHS AisrnbHOCTI BUPOOHMKa

MO/0,36 mn) abo
0,780 mn (600
MO/0,72 mn) y
KapTpumxi; no 1
KapTPUIKY Y
BiAKpPUTOMY
NnacTUKOBOMY NOTKY
B KOMMMEKTi 3
ronkamu, no 2
KOMMAEKTU FONoK — 2
KapTOHHi KOPOOKK
(kOXXEeH KOMMNNEKT no
3 ronku, KoxHa
ronka B
iHauBigyansHoMy
NnacTMKoBOMyY
KOHTEeWHepi) y
KapTOHHIN navi

nepBUHHA yNakoBKa,
KOHTPOIMb AKOCTI,
TeCTyBaHHs
CTepunbHOCTI Ta
BakTepianbHNX
€HOOTOKCUHIB
roToBOro
nikapcbKoro 3acoby
(koHTpOnb sIKOCTI Ta
TeCTyBaHHs
cTabinbHocTi),
BidyarbHa iHCneKuis:
Bettep ®apma-
PepTuryHr MrM6X i
Ko. KI', HimeuyunHa;
KoHTponb sikocTi,
TeCcTyBaHHS
CTepurnbHOCTI Ta
BakTepianbHUX
€HOO0TOKCUHIB
roToBOro
nikapcbkoro 3acoby
(koHTpOnb AKOCTI Ta
TeCcTyBaHHS
cTabinbHoCTi),
BidyarbHa iHCnekKuis:
BeTttep ®apma-
®epTuryHr MM6X i
Ko. KI', HimewunHa;
BisyanbHa
iHcnekuis: BeTTtep
dapma-depTuUryHr

(BKNtOYa4K, 3a HEOOXIAHOCTI, MicLie MPOBEAEHHSA KOHTPOIO
sIKOCTi), abo BracHuka mactep-canna Ha AdIl, abo
noctayanbHvka Adl/BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
3aCTOCOBYIOTLCA Y BUPOOHULTBI API (AKLLO 3a3HaYeHO Y
[OCbe Ha nikapcbkun 3acib) 3a BiacyTHOCTI cepTudpikata
BiZNOBIOHOCTI €Bponenchkin dhapmMakonei y 3aTBepmKEHOMY
nocbke, abo BUpoBHMKa HOBOI JOMOMIXKHOT pEYOBUHM (SIKLLO
3a3HavyeHo y A0CbE) - 3MiHa Ha3BW KOHTpaKTHOI nabopaTopii,
LLIO MPOBOANTL KOHTPOIb AKOCTi AP| 3a MOKasHMKOM
«Impurities.Content of DNA», y 3B’s13Ky i3 lOpyAUNYHUM
06’egHaHHAM KOMNaHii, 3aTBepmxeHo: Inveresk Research
International Laboratories, 3anponoHoBaHo: Charles River
Laboratories; 3minu | Tuny - 3miHu 3 sikocTi. ADI. KoHTpornb
A®I. 3miHa y meTogax BunpobysaHHs AD| abo BuxigHoro
marepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BUKOPUCTOBYETbCS Y npoueci BupobHuuTea A®I (iHLwi 3miHK
y MeTogax BunpobyBaHHS (BKMoYa4mn 3amiHy abo
AonoBHeHHs1) A®I abo BUXiAHOro/NpOMIXKHOIO NPOAYKTY) -
Kopektneu go metoaunku APl 3a nokasHukom «pl
distribution», a came — BunyunTn nencuHorex (pl 2.80) 3
Habopy pl mapkepiB 3 gianasoHom pl 2.5-6.5, ockinbku
OaHUin Mapkep € HEBUAMMUM Y reri No 3aKiHYeHHIo aHaniay i
TOMY He Mae NPaKTUYHOrO 3HAYEHHS ANS METOANKY;
BiKOPMryBaTu BiAMOBIAHMM YMHOM Aiiana3oH Ans Habopy pl
MapkepiB Ha pl 3-7 y 3B’A3Ky 3 BUIYYEHHSIM Mapkepy i3
HaMeHLUNM 3HaveHHaM pl; -0oaaTV BUSHAYEHHS Ta
dopmyny Ans po3paxyHKy CepefHbOro reoMeTpuyYHOro
3HaYeHHs cneundiyHOT akTUBHOCTI; 3MiHM | TUny - 3MiHu 3
skocTi. A®L. KoHTponb A®l. 3miHa y meTogax BUNpobyBaHHS
A®I abo BuxigHoro matepiany/npoMixkHoro
NPoAYKTy/peareHTy, WO BUKOPUCTOBYETLCS Y NpoLeci

Mv6X i Ko. KT, BMPOGHMUTBa ADI (iHLWi 3MiHM y MeToAax BUNPOOYBaHHS
HimeuuunHa; (Bkntoyatoum 3amiHy abo gonoBHeHHs ) APl abo
KoHTponb sikocTi Ta BVXiQHOro/NMpoMiXKHOro NpoaykTy) - HeaHauHi 3miHM 3a
TECTyBaHHS nokasHukom Protein content (36iNbLWLMTW HYXKHIO MEXY Ans
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpayiliHo2o

noceio4yeHHs1

cTabinbHOCTI,
BTOPWHHA yNaKkoBkKa,
[03BiN Ha BUNYCK
cepii: H.B. OpraHoH,
Higepnangn

nianasoHy YO — BUNpoMiHIOBaHHSA Ta 36inbLUMTH LWBUAKICTb
CKaHyBaHHS); 3MiHu | Tuny - 3miHK 3 sKkocTi. FoToBMIA
nikapcbkuii 3aci6. KoHTpornb roToBoro fikapcbkoro 3acoby.
3miHa y MeTogax BUNpoOyBaHHS roTOBOro MikapcbKoro
3acoby (He3HayHa 3MiHa y 3aTBEPPKEHUX METOAAX
BuUNpobyBaHHs) - HeaHayHa 3MiHa y 3aTBepOXEHNX MeToAax
BunpobyBaHHa A®I 3a nokasHukom «Bmict Org 32489»
(KinbKiCHEe BM3HAYEHHS 4il040i PeYOBMHU), a CaMe BUOANUTU
3a3HayvyeHH4d nepiogy AHA 4NA NPOBEAEHHS iH'EKUin
TBapuHaMm. MNponoHYETLCA 3a3HAYUTM KiNbKICTb iH'EKUIN, WO
MatoTb ByTM NpoBeaeHHI B NEBHWUIA AeHb gocnigy.; 3MiHu |
TMny - 3MiHKU 3 AKoCTi. oToBMIA Nikapcbkuin 3aci6. KoHTporb
roToBOro nikapcbkoro 3acoby. 3miHa y meTogax
BUNPOOYBaHHA roTOBOrO Mikapcbkoro 3acoby (He3HayHa
3MiHa y 3aTBEpOXXEHNX MeTodax BUNpobyBaHHst) - HesHauHa
3MiHa y 3aTBEpOXXEHNX MeToAax BUNpobyBaHHs, a came Ao
meToavkm «Posnogin pl», a came — BANyYnTU NENCUHOTEH
(pl 2.80)3 Habopy pl mapkepiB 3 gianazoHom pl 2.5-6.5,
OCKINbKW JaHWUA MapKep € HEBUANUMUM Y reni No 3akiH4eHHHo
aHanisy i ToMy He Ma€ NPaKTUYHOro 3HaYEHHs1 ANs
METOAMKM; BiAKOPUryBaTU BiANOBIAHMM YMHOM Aiana3oH Ansa
Habopy pl mapkepis Ha pl 3-7 y 3B’A3Ky 3 BUNYYEHHAM
MapKepy i3 HaNMEHLWM 3HaYeHHsM pl; -yHidikyBaTun onmc pl
MapKepiB Y TEKCTi METOAMKM Mixk coboto Ta NpUBECTU y
BignoBigHicTb 4o Moaynio3; - BUAanuTu NignyHKT
«CkaHyBaHHS Ta oTorpadyBaHHSs reno» B ONUCi METOANKN
3 MeTOl NpUBEAEHHS Y BIANOBIAHICTb 4O MaTepianis
BUPOGHMKa; 3MiHM | TUNY - 3MiHK 3 sikocTi. CepTudpikar
BignosigHocTi/IE-cepTudikaTt BignoBigHoOCTi €Bponenchkin
dapmakonei/MmoHorpadii. 3miHW, NoB'A3aHi 3 HeobXiaHICTIO
npuBeaeHHs y BiANoBigHiCTb o MoHorpadii APY abo
€Bponericbkoi hapmakonei, abo iHLWOoi HauioHanbHoT
apmakonei aepxasu E€C (3miHa y cneuudikauisix,
noe'sizaHa 3i amiHamu B [1®Y, abo €Bponeiicbkin
dapmakonei, abo iHLWiN HauioHanbHIn dapmakonei aepxasmn
€C) - Bunyuutun onnc metoamka koHTponto skocTi M3 3a
nokasHukom «OB’em, LLO BUTAraeTbCSA», OCKINbkU faHa
MEeTOAMKM NOBHICTIO BiAnoBigae metoauui, HaBeaeHi B EP
2.917; 3minnm |l Tuny - 3minn 3 skocTi. A®I. KoHTpornbs ADI.
3MiHa y MmeToaax BunpobysaHHs AD| abo BuxigHoro
marepiany/npoMiXXHOro NpoayKTy/peareHTy, Lo
BVIKOPVCTOBYETbLCS y npoueci BUpobHuUTBa AP (iHLLi 3MiHW)
- HesHauHi 3miHM 3a nokasHukamu «Bioactivity» (yTouHeHO
iHTepBan npoBefeHHs iH’ekuin), «Subunit Contaminationy,
«Oxidation», «Content of RRTO.86», «Deamination»,
«Carbonydrate profiling»

172.

NYCTUPHUKA
HACTOMKA

HacTorka no 25 mny
driakoHax

MPAT
"®ITOPAPM

YkpaiHa

MPAT "®ITODAPM"

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu | Tuny -
AamiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
agpecu 3asiBHUKa (BNacHWKa peecTpaLiiHoro NocBig4YeHHs)

6e3
peuenma

UA/8058/01/01
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
(A.1. IAHN)3miHa agpecy 3asiBHMKa3MiHa agpecy 3asiBHMKA.
BBegeHHs 3MiH NpoTArom 6-Tn MicsiLiB Nicnsi 3aTBepAKEHHS
173.| PANTEH lEfb renb1%no40ry "Xemodapm Cepbisi Bupo6Huk rotoBoro Cepbis BHECEHHS 3MiH 0 peecTpauinHmx martepianis: 3miHu | Tuny - 6e3 UA/1785/03/01
Ty6i; no 1 1y6i y "AO nikapcbkoro 3acooy, 3miHu wopao 6e3nekn/eddeKTMBHOCTI Ta hbapMakoHarnsiay. peuenma
KapTOHHIN ynakoBLii nepBuHHe, BTOPUHHE BBepaeHHs abo 3MiHM A0 y3aranbHeHVX AaHUX Npo cuctemy
nakyBaHHs, dapmakoHarnsay (BBeAeHHS y3aranbHeHUX 4aHuX Npo
KOHTpOrb cepii: cuctemy cbapmakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobwm,
"Xemodhapm" A, BiANOBIganbHOI 3a 34iIMCHEHHS hapMaKoHarnsay; KOHTaKTHOI
Bpwau, Bigain ocobu 3 hapmakoHarnsay 3asiBHMKa AN 34iNCHEHHSs
BUPOGHMYa tapmakoHarnagy B YkpaiHi, SKLo BOHa BigMiHHa Big
AinbHuus LWabau, YMOBHOBaXeEHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
Cep0is; BupobHuk, dapMakoHarnagy (BKrovar4mn KOHTaKTHI AaHi) Ta/abo 3miHn
BignosiganbHWM 3a y PO3MilLleHHi MacTep-daina cuctemm hapMmakoHarnagy) -
BMNYCK cepii: 3MiHa ynoBHOBaXeHOI 0cobu 3asBHUKa, BiAMOBIAANbHOI 3a
«Xemodtapm» A, tbapmakoHarnag. fitova peaakuisa: Dr. Friderike Klein, MD.
Cepbis MponoHoBaHa peaakuis: Dr. Andreas Iwanowitsch / JokTop
Anppeac IBaHOBUWY.
3MiHa KOHTaKTHUX JaHWUX YNOBHOBaXeHOi 0cobu 3asiBHUKA,
BignoBiganbHOI 3a hapmakoHarnag.
3MiHa KOHTaKTHOI 0CObU 3asiBHMKA, BignoBiganeHoi 3a
thbapmakoHarnag B YkpaiHi. [itova pegakuis: MNpycbkuin
CraHicnas. NponoHoBaHa pegakuisi: Mou TeTsiHa HOpiiBHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0COOW 3asiBHUKA,
BignosiganbHoi 3a hapMakoHarnsg B YKpaiHi
174.| PEMOTIB TabneTkn, BKpUTI Awmakca T[] Benuka BMPOGHMLTBO 3a LLisenuapis BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - bes UA/16299/01/01
NniBKOBOIO Bputanis MOBHUM LIMKITOM: 3MiHu 3 gKocTi. FoToBUIA nikapcbkuii 3aci6. KoHTpornb peuernma

obornoHkoto, no 500
mr; no 10 TabneTok
y bnictepi; no 3 abo
6 GnictepiB y
KapTOHHiI kopobLyi

Makc Llennep 3boHe
Arl, Wsenuapis
nepBuHHE
nakyBaHHs
(dacyBaHHs),
BTOPWHHE
nakyBaHHs,
MapKyBaHHS:
Coro ®nopgic
IHTepHeLwHn
Csit3epneHp CA,
LLiBenuapis
KOHTPOMb SKOCTi:
JNa6op LlonniHrep
Arl, Wsenuapis
KOHTPOMb SKOCTi:
IHTepnabop Benn
Arl, WWsenuapis

roToBOro fikapcbkoro 3acoby. 3miHa y meTogax
BUNPOOYBaHHA rOTOBOTO Mikapcbkoro 3acoby (He3HayHa
3MiHa y 3aTBEpAXKEHNX MeToAax BUNPOobyBaHHS)
BBeEHHS anbTepHaTVBHOIO CTaHAAPTHOrO 3paska PyTUHY
TpurigpaTy (NepBUHHWI CTaHAAPTHUIA 3pa3ok) Ans
nokasHuka sikocTi 13 «KinbkicHe BU3Ha4YeHHs. BMmicT gitodoi
PEYOBUHM (CYXOro eKCTpakTy); AoAaBaHHS onuii
LeHTpudyryBaHHs 3paskis npu npobonigrotosui,
[OMNOBHEHHS PO3AiNny KpUTepisMn NpuaaTHOCTI
xpomaTorpadiyHoi cuctemu (SST). Okpim Toro, B
OHOBreHOMY 3BiTi 3 Banigauii MeToauku NiaTBepoKeHO
CTabinbHICTb AOCHIAKYBAHOTO PO34MHY, AOAAHO TPETHO
UPLC cuctemy (ArcLC, Waters). 3miHu | Tuny - 3miHm 3
sikocTi. [oTOBMIA Nikapcbkuii 3aci6. KoHTponb roToBoro
nikapcbkoro 3acoby. 3miHa y MeTogax BunpobyBaHHS
roTOBOrO fikapCbKkoro 3acoby (HesHayHa 3miHa y
3aTBEpPKEHNX MeToAax BUNPobyBaHHS) HE3HaYHi 3MiHW B
MeToai koHTponto 113 3a nokasHmkoM «KinbkicHe
BU3HaYEHHS. 3aranbHuii BMIiCT rinepeumnHy», a came
ajanTauis KpuTepiiB NnepeBipku NpuaaTHOCTI
XpomMaTorpadiyHoi cuctemu BiAMoBIAHO A0 MPOrpaMHOro
3abe3neyeHHss Empower. OkpiM Toro, po3gin «pobacTHicTb»
y BanigauiiHoMy 3BiTi po3LUMPEHO (BUKOPUCTAHHS Pi3HMX
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Ne
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JliKapcbK020
3acoby
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Kpaina
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PeecmpauyitiHa npoyedypa

Ymoeu
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Homep
peecmpayiliHo2o
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namn/yacy ekcnosuuii nig Yyac onpomiHeHHs). 3mMiHm | Tuny -
3MiHu 3 siKocTi. MoToBMIA nikapcbkuii 3acit. KoHTponb
roToBOro nikapcbkoro 3acoby. 3miHa y meTogax
BMNpPoOyBaHHS roTOBOro NikapcbKoro 3acoby (HeaHayHa
3MiHa y 3aTBEpKEHNX MeTofax BUNPODYBaHHS)
He3HayHi 3MiHM B MeTogi KoHTponto 113 3a nokasHnkom
«BwusHaueHHs rinepdopuHy», a came JodaHo Kputepii
nepesipkv NnpuaaTHOCTI xpomaTtorpadiyHoi cuctemun (SST).
3minn | TMny - 3miHn 3 sikocTi. A®I. KoHTponb AL, 3miHa y
napameTpax crneuudikauin Ta/abo JonycTUMUX MeX,
BM3HaYeHux y cneumdikauisx Ha Adl, abo
BUXIOHWMI/MPOMIDKHUIA NpOAYKT/peareHT, LWo
BUKOPWCTOBYIOTBCS Y npoueci BUpobHuutea APl (3BykeHHS
AONYCTUMKX MEX, BUSHAYEHWMX y crieumndikaLii) 3By>KeHHs
[OoNyCTUMUX MeX cneuundikauil Ha BUMYCK 3a NOKa3HUKOM
«BwusHayeHHs rinepdopuHy» 3 «makcumym 1,0%» go
«makcumym 0,2%» y cneumdikaii AP| cyxumn ekcTpakT
3Bipo60to 3BMYariHoro. 3miHu | Tuny - 3MiHM 3 SKOCTI.
["oToBMI Nikapcbknit 3acib. KOHTPorb roTOBOrO MikapCbKOro
3acoby. 3miHa napameTpiB cneundikauii Ta/abo
[OOMNYCTUMUKX MEX FOTOBOTO NiKapCbKOro 3acofy (3BY>KEHHS
OOMYCTUMUX MEX) 3BY>KEHHSI LOMYCTUMUX MeX cneumdikauii
Ha BUMYCK 3a NOKa3HUKOM «Bu3HaveHHs rinepcopurHy» 3
«makecumym 1,0%» go «makcumym 0,2%» y cneuudikauii
"N3. 3miHW BHeCEHO B iHCTPYKLUilO ANst MEAUYHOTO
3acToCyBaHHSA nikapcbkoro 3acoby y po3ain «Cknagy wono
KiflbKiCHOrO CKknagy Aito4oi pe4OBUHM 3 BiANOBIAHUMN
3MiHaMK y TEKCTi MapKyBaHHS1 yNakoBKM NikapCbKoro 3acoby.
3miHu | TUny - AgmiHicTpaTuBHi 3MiHW. 3miHa Ha3sn AD| abo
[OOMOMDXHOT peqoBUHU. 3MiHa Ha3BW Ailo40i peYoBUHU
EKCTPaKTy TpaBu 3BipobOoto 3BUYANHOTO, @ CaMe BUITYYEHHS
iHdpopmaLii Wwoao 36opy B NepioA UBITIHHA Ta BUPaXKEHHS
BMICTY rinepeuuHy B «%» 3amiCTb «Mr». 3MiHU BHECEHO B
iHCTpYyKLUil0 ANs MeQUYHOro 3acTOCyBaHHS NikapCbKoro
3acoby y po3gin «Cknagy woao 3miHu Ha3Bu Aitoyoi
PEeYOBUMHM 3 BiAMOBIAHMMM 3MiHAMW Y TEKCTI MapKyBaHHS
ynakoBKW fikapcbKoro 3acoby

175.

PULIMHOBA
onid

onis no 30 r abo no
50r,abono 100ry
dnakoHax; no 30 ry
cdnakoHi; no 1
drakoHy y nayui; no
30 r y donakoHax
noniMepHux B
KOMMMEKTi 3
KpuLkoto; no 30 ry
dnakoHi
nonimMepHomy B
KOMMMEKTi 3

MpAT
dapmauesT
MYHa
abpuka
"Biona"

YkpaiHa

MpAT
dapmaueBTMyHa
habpuka "Biona"

YkpaiHa

BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny -
3MmiHu 3 sikocTi. FoToBMIA Nikapcbkuii 3acib. Cuctema
KOHTeWHep/3aKkynoptoBanbHuUiA 3acit. 3MiHa y NepBUHHIN
yMaKoBLji FOTOBOrO NikKapCbKoro 3acoby (skicHMiA Ta
KinbKicHW cknag) - M’'siki Ta HecTepunbHI pigki nikapcbki
cdopmu - BBeAeHHs gogatkoBmx ynakook no 30 r, 50 r ta
100 r y donakoHax nonimepHux (®BIM-30-18, ®BI1-55-18,
®BI1-100-20 3 nonieTuneHTepedTanaTy) B KOMMAMEKTI
kpuwkamu 3 MEBT (K®2-1, KH2-2) y nayui Ta 6e3 nayku, 3
BiANOBIgHMMY 3MiHAMK [0 p. «YnakoBkay». BBeaeHHS 3MiH
NpOTHArom 6-Tv MicsILiB Nicns 3aTBepOXKEHHS

6e3
peuenma

UA/7354/01/01
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KPULLKOKO B Nnayi; no
50 r y conakoHax
noniMepHux B
KOMMIEKTi 3
Kpuwkoto; no 50 ry
bnakoHi
noniMmepHomy B
KOMMeKTi 3
KPULLKOKO B Nnayi; no
100 r y donakoHax
noniMepHux B
KOMMIEKTi 3
Kpuwkotro; no 100 ry
dnakoHi
noniMmepHomy B
KOMMIEKTi 3
KPVLLKOK B MayLi
176.| PMULULMHOBA onist opanbHa no 30 MPAT YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEeHHs1 3MiH 0 peecTpauiiHux maTtepianis: 3MiHu | Tuny - 6e3 UA/9198/01/01
oniA rabono100ry "®ITOPAPM ApOMiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo peuenma
dnakoHax " agpecy 3asiBHMKa (BNacHyKa peecTpaLiiHoro NocBigYeHHs)
3MiHa agpecu 3asiBHuKa. BBegeHHs 3MiH NpoTArom 6-Tu
MicsLiB Micnsa 3aTBEPAXEHHS.
177/ PO3TOPOILLI nnoau no 50 r abo MPAT Ykpaina MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny - bes UA/3912/01/01
nnoau no 100 r, ao 200 r "OITOPAPM ALMiHiCTpaTMBHI 3MiHW. 3MiHa HalMeHyBaHHs1 Ta/abo peuenma
y navkax 3 " agpecy 3asiBHMKa (BNacHuKa peecTpauinHoro NocBig4eHHs)
BHYTPILLUHIM NakeTom 3MiHa agpecy 3asiBHWKa. BBeaeHHs 3MiH npoTarom 6-tu
MicsiLiB nicns 3aTBepAKEHHS
178./ PO3YCTAT TabneTkn, BKPUTI Makneoac IHAis Makneoac IHgis BHECEHHS 3MiH [0 peecTpauiiHux matepianis: 3MiHu | Tuny - 3a UA/16734/01/01
NniBKOBOO dapmacbioT dapmacbloTukanc 3MmiHu 3 AkocTi. FoToBuUIA nikapcbkuii 3acio. Cuctema peuernmom
o6onoHkoto, no 5 wmr, nKanc NimiTen KOHTeWHep/3aKkynoptoBarnbHuUi 3acit. 3MiHa y NepBUHHIN
no 10 Tabnetok y Jlimiten yMNakoBLi FOTOBOrO NikapCbkoro 3acoby (Tvn koHTenHepa abo
6nictepi, no 3 abo 9 [O[aBaHHS HOBOTO KOHTENHepa) - BunyyeHHs nepBuHHOT
GnicTepiB y yNaKoBKU, LLO HE NPU3BOANTL [0 NMOBHOIO BUMYYEHHS
KapTOHHI kopobLyi nikapcbkoro 3acoby 3 NeBHO curoto Aii abo y NeBHin
nikapcbkin dopmi - BunyvyeHHs neBHNX BUAIB NEPBUHHMX
ynakoBoK. 3MiHW BHECEHI B iHCTPYKLi0 Ans MeanyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby y po3ain "Ynakoska"
(Buny4eHHs nepBuHHOI ynakosku o 30, 60 abo 90 Tabnetok
y cbnakoHi). BBegeHHs 3MiH NpoTsiroMm 6-Tu MicsauiB nicns
3aTBEPAKEHHS.
179. PO3YCTAT TabneTkn, BKpUTI Makneonc IHAis Makneoac IHAis BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | Tuny - 3a UA/16734/01/02
NNiBKOBOIO dapmacbloT dapmacbloTmKanc 3MmiHu 3 sikocTi. FoToBMIA Nikapcbkuii 3acib. Cuctema peuenmom
o6ornoHkoto, no 10 vKanc Nimiten KOHTeWHep/3aKynoptoBarnbHuUi 3aci6. 3MiHa y NepBUHHIN
mr, no 10 TabneTok TimiTen yNakoBLi FOTOBOrO NikapCbKoro 3acoby (Tun koHTenHepa abo

y 6nictepi, no 3 abo
9 GnicTepiB y
KapTOHHIl kopoOLi

[ofaBaHHsi HOBOTO KOHTENHePA) - BunyyeHHs nepBuMHHOT
YMaKoBKU, LLO He NPU3BOANTL [0 NMOBHOIO BUMYYEHHS
niKapcbKoro 3acoby 3 NeBHO cuIoto Aii abo y neBHin

nikapcbkin popmi - BunyyeHHs neBHUX BUAiB NEPBUHHNX
YNAaKOBOK. 3MiHN BHECEHI B iHCTPYKLiKO ANt MEOUYHOrO
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3acToCyBaHHSA Nikapcbkoro 3acoby y po3ain "Ynakoska"
(BunyyeHHsi nepBuHHOI ynakosku no 30, 60 abo 90 TabneTok
y donakoHi). BBegeHHs1 3mMiH npoTarom 6-Tu micauiB nicns
3aTBEPKEHHS.
180., PO3YCTAT TabneTku, BKPUTI Makneonc IHais Makneopc IHgis BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHu | Tuny - 3a UA/16734/01/03
NniBKOBOK dapmacbloT dapmackroTrKarnic 3MiHM 3 AkocTi. [oToBMI Nikapcbkuii 3acib. Cuctema peuenmom
obonoHkoto, no 20 nKarnc Nimiten KOHTeHep/3akynoptoBanbHuin 3aci6. 3MiHa y NepBUHHIl
mr, no 10 TabneTok Jlimiteq ynakoBLi FOTOBOrO NikapCbkoro 3acoby (Tun koHTenHepa abo
y 6nicTepi, no 3 abo [ofaBaHHs HOBOTO KOHTeNHepa) - BunyyeHHsi nepBrHHOT
9 6nictepiB y yNaKoBKU, L0 He NPU3BOANTL 40 NMOBHOIO BUMYYEHHS
KapTOHHIN kopobLi nikapcbkoro 3acoby 3 NeBHO curoto Aii abo y NeBHin
nikapcbkii opmi - BunyvyeHHsA neBHUX BUAIB NEPBUHHMX
YNaKoBOK. 3MiHWN BHECEHI B iHCTPYKLitO AN MEAUYHOro
3aCTOCyBaHHs Nikapcbkoro 3acoby y po3ain "Ynakoska"
(BUNy4YeHHs nepBMHHOT ynakoBku no 30, 60 abo 90 TabneTok
y donakoHi). BBegeHHsi 3mMiH npoTarom 6-Tu micauiB nicns
3aTBEPAKEHHS.
181.| PO3YCTAT TabneTkn, BKPUTI Makneoac IHais Makneoac IHpia BHECEeHHs1 3MiH 0 peecTpauiiHux maTtepianis: 3MiHu | Tuny - 3a UA/16734/01/04
NniBKOBOIO dapmacbioT dapmacbioTukanc 3MmiHu 3 AkocTi. FoToBuUIA Nnikapcbkuii 3acib. Cuctema peuernmom
obornoHkoto, no 40 nkanc Nimiten KOHTeWHep/3aKkynoptoBanbHuUi 3aci6. 3MiHa y nepBuHHIN
mr, no 10 TabneTtok JimiTen yNaKoBLji FOTOBOrO NikapCbkoro 3acoby (Tun koHTenHepa abo
y bnictepi, no 3 abo [0[aBaHHs HOBOTO KOHTENHepa) - BunyyeHHs nepBuHHOT
9 6nicTepiB y yrakoBKu, L0 He NPU3BOANUTL [0 MOBHOMO BUMYYEHHS
KapTOHHiI kopobui nikapcbkoro 3acoby 3 NeBHO curoto Aii abo y nesHin
nikapcbkin dopmi - BunyvyeHHs neBHNX BUAIB NEPBUHHMX
ynakoBOK. 3MiHN BHECEHI B iIHCTPYKLtO ANS MeaNYHOro
3acTocyBaHHS nikapcbkoro 3acoby y po3ain "YnakoBka"
(Buny4eHHs nepsuHHOI ynakosku no 30, 60 abo 90 Tabnetok
y dnakoHi). BBeaeHHs 3MiH npoTarom 6-Tv micauiB nicns
3aTBEPKEHHS.
182 CAHAOIMYH Kancynu m'ski no 10 Hosaprtic LLisenuapi BrpobHuuTBO Himeyvumna/ BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/3165/01/01
HEOPAN® mr, no 10 kancyn y dapma Al A Hepo3dacoBaHoi LLisenuapis/ 3miHu 3 akocTi. APl. KoHTponb A®I. 3miHa y napameTpax peuernmom
6nicTepi; no 6 NPOAYKLUii, KOHTPOMb CnoBeHis cneuudikauin Ta/abo JONYCTUMUX MEX, BUSHAYEHUX Y
bnictepiB y SIKOCTI: cneundikauisix Ha A®l, abo BUXigHUA/MPOMIKHWIA
KapTOHHIN kopobLyi KataneHt npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLIECI

HimeuunHa E6epbax
m6X, HimeyuunHa
[NepBuHHE Ta
BTOPWHHE
nakyBaHHs1,
KOHTPOIb SKOCTI,
BUMYCK cepii:
Hosaprtic ®apma
LteinH AT,
LLseniuapis
[MepBuHHE Ta
BTOPUHHE
nakyBaHHs, BUMyCK
cepil:

BUPOGHMUTBa ADI (iHLLI 3MiHK).
3miHa y napameTpax cneuudikauii Ha BUXiAHWI NPOAYKT, WO
BVIKOPVCTOBYETbLCS y npoueci BupobHuuTea Ad|, a came
MeToA iAeHTudiIKaLii amoHilo B cneumdikaLii Ha BUXigHWUN
npoaykT cynbdar aMoHito byB 3MiHeHWI 3 MeToady
«lpeHTndikaLis amoHito 3a BUAINEHHAM 3anaxy» Ha MeToq
«lpeHTudikauis amoHito 3a pH napie». 3miHu | Tuny - 3miHK 3
skocTi. A®l. KoHtponb A®I. 3miHa y napameTpax
cneundikaui Ta/abo JoNyCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisix Ha A®I, abo BUXiAHUIA/NPOMIXKHUIA
npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLIECI
BMpOoGHMLUTBa ADI (iHWi 3miHK). 3miHa y napameTpax
cneundikaii Ha BUXIOQHWN NPOAYKT, LLO BUKOPUCTOBYETLCS Y
npoteci BupobHuutea APIl, a came 3miHa napameTpa




112 [TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Jlek cneumndikauii «lgeHTudikauis aMmoHito 3a BUAINEHHSM
dapmacbloTukanc 3anaxy» Ha «lgeHTudikauis amonito 3a pH napie» ans
0.4., BUpobHuya BUXIQHOro MaTepiany amoHito gurigpogocdary.
ainbHuusa Nlengaea,
CnoBeHisa
Bunyck cepii:
Hoeaptic ®apma
'M6X , HimevyunHa
183.| CAHAIMYH Kancynu m'ski no 25 Hoeapric LLseviyapi BupobHuLTBO Himeuuunna/ BHECEHHS 3MiH [0 peecTpauiiHMX maTtepianis: 3miHu | Tuny - 3a UA/3165/01/02
HEOPAJI® Mr, no 5 kancyn y dapma Al A Hepo3adhacoBaHoi LLseviyapis/ 3miHn 3 akocTi. A®I. KoHTponb A®I. 3miHa y napameTpax peuenmom
6nictepi; no 10 npoaykKLii, KOHTPOmb CnoBeHis cneuudikauin Ta/abo 4OMYCTUMUX MEX, BUSHAYEHUX Y
GnictepiB y SIKOCTI: cneundikauisix Ha A®l, abo BUXigHUA/NPOMIXKHWIA
KapTOHHiIl kopobui KaTtaneHt npoayKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NPOLECi
HimeuunHa E6epbax BMPOGHMUTBA ADI (iHLLI 3MiHK).
'M6X, HimewunHa 3miHa y napameTpax cneuudikauii Ha BUXigHWIA NPOaYKT, LU0
[NepBuHHE Ta BUKOPUCTOBYETLCS Y npoueci BUpobHuutea A®l, a came
BTOPUHHE MeTOA iaeHTudiIKaLii amoHilo B cneumdikaLii Ha BUXigHWN
nakyBaHHs, NPOAYKT Cynbdat amoHito 6yB 3aMiHEHUI 3 MeToAy
KOHTPOIb SKOCTI, «loeHTndikauisa amoHito 3a BUAINEHHAM 3anaxy» Ha MeToq
BMNYCK cepii: «lgeHTudikauis amonito 3a pH napie». 3miHu | Tuny - 3miHK 3
Hoeaptic ®apma sikocTi. A®I. KoHTponb A®l. 3miHa y napameTpax
LWTenH Al', cneundikaui Ta/abo 4oNyCTUMUX MEX, BU3HAYEHUX Y
LLisenuapis cneuudikauisx Ha A®l, abo BUXiAHNI/MPOMIXKHMI
MepBuHHE Ta NpoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NPOLIECI
BTOPUHHE BMpOo6HMUTBa ADI (iHWi 3miHK). 3miHa y napameTpax
nakyBaHHS, BUMYCK crneundikaLii Ha BUXIOHWIA NPOAYKT, L0 BUKOPUCTOBYETLCS Y
cepil: npoteci BupobHuuTea API, a came 3miHa napameTpa
Jlek crneundikauii «lgeHTudikauis aMoHilo 3a BUAINEHHSM
dapmacbloTukanc 3anaxy» Ha «lgeHTudikauis amorito 3a pH napis» ans
4.4a., BupobHunya BUXIQHOro MaTepiany amoHito gurigpodocdary.
ainbHuus Nlengaea,
CnoBeHiga
Bunyck cepii:
HoBaprTic ®apma
'm6X , HimeyynHa
184.( CAHAOIMYH Kancynu m'ski no 50 Hosapric Lsewuapi Bupo6HMuTBO Himeuumna/ BHECEHHS 3MiH [0 peecTpauinHmMx maTtepianis: 3miHu | Tuny - 3a UA/3165/01/03
HEOPAIN® Mmr, no 5 kancyny dapma Al A Hepo3adpacoBaHoI LLisenuapis/ 3miHu 3 skocTi. A®l. KoHTponb A®I. 3miHa y napameTpax peuenmom
6nictepi; no 10 NPOAYKLUii, KOHTPONb CnoBeHisa cneundikaui Ta/abo JoNyCTUMUX MEX, BUSHAYEHUX Y
GnicTepi y AKOCTI: cneuudikauisix Ha A®I, abo BUXigHUIA/MPOMIXHUIA
KapTOHHiIl kopobui KataneHt NpoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NPOLIECI

HimeuyunHa E6epbax
M6X, Himeyunna
MNepBuHHE Ta
BTOPWHHE
nakyBaHHs1,
KOHTPOMb AKOCTI,
BUNYCK cepii:
HoBaprtic ®apma
LTenH AT,

BMPOGHMUTBA ADI (iHLLI 3MiHW).
3miHa y napameTpax cneuudikauii Ha BUXigHUA NpOaYKT, LU0
BMKOPUCTOBYETbLCS Y Npoueci BupobHuutea Adl, a came
MeTOA iAeHTudiIKaLii amoHilo B cneumdikaLii Ha BUXigHWN
npoaykT cynbdat aMoHito ByB 3MiHEHUI 3 MeToay
«laeHTndikaLis amoHito 3a BUAINEHHAM 3anaxy» Ha MeToq
«lpeHTudikauis amonito 3a pH napie». 3miHu | Tvny - 3miHK 3
skocTi. A®Il. KoHTponb A®l. 3miHa y napameTpax
cneuudikauin Ta/abo JONYCTUMUX MEX, BUSHAYEHUX Y




113 [TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
LLIseniapis cneumndikauisx Ha A®l, abo BUXIGHUA/NPOMIXKHWIA
MNepBuHHE Ta NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCH Y NPOLECi
BTOPUHHE BUpobHMuTBa AP (iHWwi 3miHM). 3miHa y napameTpax
nakyBaHHS, BUMYCK crneunikauii Ha BUXIQHWIA NPOAYKT, L0 BUKOPUCTOBYETLCA Y
cepil: npoueci BupobHuutea A®I, a came 3miHa napameTpa
Jlek cneundikauii «lgeHTudikauis aMmoHilo 3a BUAINEHHSM
dapmackroTrKarnc 3anaxy» Ha «lgeHTudikauia amoHito 3a pH napis» ons
A.4., BUpobHM4a BMXiAHOro mMaTtepiany amoHito gurigpodpocdary.
ainbHuus Nlengaea,
CnoBeHist
Bunyck cepii:
Hoeaptic ®apma
'v6X, HimevdmHa
185/ CAHAOIMYH Kancynm m'ski no Hosaprtic LLisenuapi BrpobHuuTBO Himeyvumna/ BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny - 3a UA/3165/01/04
HEOPAJII® 100 wr, no 5 kancyn dapma Al A Hepo3adhacoBaHoi Lseviuapis/ 3MiHn 3 skocTi. ADI. KoHTponb A®I. 3miHa y napameTpax peuenmom
y 6nictepi; no 10 NpoAYKLii, KOHTPONb CnoeeHis cneundikaui Ta/abo 4oNyCTUMUX MEX, BU3HAYEHUX Y
GnictepiB y AKOCTi: cneuudikauisx Ha A®I, abo BUXiAHNA/MPOMIKHWI
KapTOHHil kopobui KaTtaneHt npoayKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NPoLEeCi
HimeuyunHa EGepbGax BUpobHMuTBa ADI (iHLWi 3MiHKM).
'M6X, HimeuunHa 3miHa y napameTpax cneuudikadii Ha BUXigHUIA NpOaYKT, Lo
[NepBuHHE Ta BUKOPUCTOBYETLCS Y npoLeci BUpobHuutea AdI, a came
BTOPUHHE MeTo[ iaeHTudiKauii amoHito B cneundikaLii Ha BUXigHUA
nakyBaHHs, npoaykT cynbdar aMoHito 6yB 3MiHEHWI 3 MeToay
KOHTPOIb SKOCTI, «laeHTundikauis amoHito 3a BUAINEHHAM 3anaxy» Ha MeToq
BUMYCK cepii: «lpeHTudikauis amonito 3a pH napie». 3minu | Tuny - 3miHK 3
HoapTic ®apma akocTi. A®Il. KoHtponb A®I. 3miHa y napameTpax
LWTenH AT, cneuudikaLin Ta/abo JONYCTUMUX MEX, BUSHAYEHUX Y
LLiseniuapis cneuudikauisx Ha A®l, abo BUXigHUIA/NPOMiIXKHUIA
MepBuHHE Ta npoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NPOLIECI
BTOPUHHE BMpOoGHMUTBa ADI (iHWi 3miHK). 3miHa y napameTpax
nakyBaHHsi, BUMYCK crneundikalii Ha BUXIQHWN NPOAYKT, LLO BUKOPUCTOBYETLCS Y
cepil: npoteci BupobHuutea API, a came 3miHa napameTpa
Jlek crneundikauii «lgeHTudikauis aMmoHilo 3a BUAiNEeHHSIM
dapmacbloTmkanc 3anaxy» Ha «lgeHTudikauis amoHito 3a pH napis» ans
A.4., BUpobHnya BVXiQHOro MaTtepiany amoHito gurigpodpocdary.
ainbHuus Nlengaea,
CnoBeHis
Bunyck cepii:
Hosaprtic ®apma
'm6X , HimeydynHa
186., CAHAOIMYH Kancynu m'siki in HoBapric LLisenuapi Brpo6HuuTBO Himeuumna/ BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu | Tuny - - UA/10102/01/01
HEOPAIN® bulk: 25 mr; no 5 dapma Al A Hepo3sdacoBaHoi LLseviuapisi/ 3MmiHn 3 akocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
Kancyn y énictepi; nNpoAyKuii, KOHTPONb CnoBeHis cneuudikaLinn Ta/abo 4ONYCTUMUX MEX, BUSHAYEHUX Y
no 10 GnictepiB y SKOCTI: cneundikauisx Ha A®l, abo BUXIgHUA/MPOMIXKHUIA
KapTOHHiIl kopobuyj; KataneHt NpoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NPOLIECI

no 60 kopobok y
KapTOHHOMY KOpOOi

HimeuunHa E6epbax
'M6X, HimeyuunHa
MNepBuHHE Ta
BTOpVHHE

BUPOGHMUTBa ADI (iHLLI 3MiHK).
3miHa y napameTpax cneuudikauii Ha BUXigHUIA NPOAYKT, WO
BMKOPUCTOBYETbLCS y Npoueci BupobHuutea Adl, a came
MeToA iAeHTudIKaLLi amMOHilo B cneumdikaLii Ha BUXigHWUN
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
nakyBaHHS, NPOAYKT CyNnbdat amoHito 6yB 3MiHEHUI 3 MeToAy
KOHTPOIb SKOCTI, «lgeHTudikauis amoHito 3a BUAINEHHAM 3anaxy» Ha MEeToA
BUMYCK Cepii: «loeHTudikauisi amoHito 3a pH napies». 3miHu | Tuny - 3MiHu 3
Hoeaptic ®apma skocTi. A®Il. KoHTponb A®l. 3miHa y napameTpax
LWrenH AT, cneuudikauiv Ta/abo 4ONYCTUMMX MEX, BUSHAYEHMX Y
LLIseniapis crneumndikauisx Ha A®l, abo BUXIgGHUA/NPOMIXKHWIA
MepBuHHe Ta NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NPOLEC
BTOPUHHE BMpobHMUTBa ADI (iHWi 3miHK). 3MmiHa y napameTpax
nakyBaHHS, BUMYCK crneungikaLii Ha BUXigHWIA NPOAYKT, L0 BUKOPUCTOBYETLCA Y
cepii: npoueci BupobHuuTea A®Il, a came 3miHa napameTpa
TNek cneuudikauii «lgeHTudikauis aMoHilo 3a BUAINeHHAM
dapmackloTrKanc 3anaxy» Ha «lgeHTudikauia amoHito 3a pH napis» ans
0.4., BUpobHuya BUXIQHOro MaTepiany amoHito gurigpodocdary.
ninbHUUS JleHgaea,
CnoBeHisi
Bunyck cepii:
HoBaprtic ®apma
'v6X, HimewdmHa
187.| CAHAIMYH Kancynu m'ski in HosaprTic Lsenuapi BupobHuLTBO Himeuuunna/ BHECEHHS 3MiH O peecTpauliiHuX maTepianis: 3miHu | Tuny - - UA/10102/01/02
HEOPAI® bulk: 50 mr; no 5 dapma Al A Hepo3dacoBaHoi LLisenuapis/ 3miHu 3 akocTi. APl. KoHtponb A®I. 3miHa y napameTpax
kancyn y énicrepi; NpoAYKLii, KOHTPONb CnoeeHis cneundikaui Ta/abo 4oNyCTUMUX MEX, BU3HAYEHUX Y
no 10 GnicTepiB y SIKOCTi: cneundikauisix Ha A®l, abo BUXigHUA/NPOMIKHWIA
KapTOHHIN kopobuyj; KaraneHt NpoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLIECI
no 60 kopobok y HimeuunHa EGepbax BMpOGHMUTBa ADI (iHLLI 3MiHK).
KapTOHHOMY KOpOOGi 'm6X, HimeuunHa 3miHa y napameTpax cneuudikauii Ha BUXiAHWI NPOAYKT, WO
lMepBuHHEe Ta BMKOPVCTOBYETbLCS y npoueci BupobHuutea Adl, a came
BTOPUHHE MeToA iAeHTudiIKaLii amOHilo B cneumdikaLii Ha BUXigHWUN
nakyBaHHs, npoaykT cynbdat aMoHito 6yB 3MiHEHWI 3 MeToay
KOHTPOIb SKOCTI, «lpgeHTudikauis amoHito 3a BUAINEHHAM 3anaxy» Ha MeTof,
BUMYCK cepii: «lpeHTudikauis amonito 3a pH napie». 3minu | Tuny - 3miHK 3
Hosaprtic ®apma akocTi. A®Il. KoHtponb A®l. 3miHa y napameTpax
LWteinH AT, cneundikaui Ta/abo AoNyCTUMUX MEX, BUSHAYEHUX Y
LLsenuapis cneuudikauisx Ha A®l, abo BUXigHUIA/NPOMIXKHUIA
MepBuHHE Ta NpOAYKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NPOLEC
BTOPUHHE BMpOGHMLUTBa ADI (iHWwi 3miHK). 3miHa y napameTpax
nakyBaHHsi, BUMYCK crneundikalii Ha BUXIQHWN NPOAYKT, LLO BUKOPUCTOBYETLCS Y
cepil: npoteci BupobHuuTea API, a came 3miHa napameTpa
Jek cneundikauii «lgeHTudikauis aMmoHilo 3a BUZIiNeHHaM
dapmacbioTmKanc 3anaxy» Ha «lgeHTudikauis amoHito 3a pH napis» ans
4.4., BupobHuya BUXIQHOrO MaTepiany amoHito gurigpodocdary.
ninbHUUS JleHoaea,
CnoBeHis
Bunyck cepii:
HoBaptic ®apma
'm6X , HimeydynHa
188./ CAHOIMYH Kancynu m'si in HoBapric LLisewuapi Bupo6HuuTBO Himeuunna/ BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3miHu | Tuny - - UA/10102/01/03
HEOPAIN® bulk: 100 mr no 5 dapma Al A Hepo3dacoBaHoi LLisenuapis/ 3miHu 3 gkocTi. A®Pl. KoHtponb A®Il. 3miHa y napameTpax
Kancyn y énictepi; nNpoAayKuii, KOHTPONb CnoBeHis cneuudikaLin Ta/abo 4ONYCTUMUX MEX, BUSHAYEHUX Y
no 10 GnictepiB y SKOCTi: cneuudikauisix Ha A®l, abo BUXigHNIA/MPOMiIXXHUIA
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KapTOHHi KOpoOLyi; KaTtaneHt NpoayKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NPOLECi
no 50 kopobok y HimeyunHa E6epbax BUPoOHMUTBa ADI (iHLLi 3MiHK).
KapTOHHOMY KOpOobi 'M6X, HimeyunHa 3miHa y napameTpax cneuudikauii Ha BUXigHUA NPOAYKT, Lo
[NepBuHHE Ta BUKOPUCTOBYETLCS Y NpoLeci BUpobHuutea Ad®I, a came
BTOPUHHE MeTOoA iaeHTudiKaLii amoHilo B cneumdikaLii Ha BUXigHWUN
nakyBaHHS, NPOAYKT Cynbdat amoHito 6yB 3MiHEHUI 3 MeToAy
KOHTPOSb SKOCTI, «loeHTndikauisa amoHito 3a BUAINEHHAM 3anaxy» Ha MeToq
BMNYCK cepii: «lgeHTudikauis amonito 3a pH napie». 3minu | Tuny - 3miHK 3
Hoeaptic ®apma skocTi. A®Il. KoHTponb A®l. 3miHa y napameTpax
LWTenH Al', crneundikaui Ta/abo 4oNyCTUMUX MEX, BU3HAYEHUX Y
LLisenuapis cneuudikauisx Ha A®l, abo BUXiAHNI/MPOMIXKHMI
MepBuHHE Ta NpoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NPOLIECI
BTOPUHHE BMpobHMuTBa ADI (iHwi 3miHM). 3miHa y napameTpax
nakyBaHHS, BUMYCK crneundikaLii Ha BUXigQHWI NPOAYKT, LLO BUKOPUCTOBYETLCS Y
cepil: npoueci BupobHuuTea A®Il, a came 3miHa napameTpa
Jlek cneumdikauii «laeHTudiKaLisa amoHito 3a BUAINEHHAM
dapmacbioTukanc 3anaxy» Ha «lgeHTudikauis amonito 3a pH napis» ans
0.4., BUpobHuya BUXIQHOro MaTepiany amoHito gurigpodocdarty.
ainbHuus JNlengaea,
CnoBeHiga
Bunyck cepii:
Hoeaptic ®apma
'm6X , HimeuynHa
189.| COOEPM® PO34YMH HALLKipHUI TOB «MIBE YkpaiHa Mibe M'm6X HimeuyunHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/10254/01/01
0,1 % no 15 mn, 30 YKPATHA» ApuHanmiTTens 3MiHu 3 skocTi. CepTudikat BignosiaHocTi/lE-cepTudikat peuenmom
M, 50 mn, 100 mny BiAMOBIAHOCTI €Bponencoki papmakonei/moHorpadii.
drakoHax 3 MogaHHs HoBoro abo OHOBMEHOTO cepTudikaTa
KpanenbHuueto; no 1 BignoBigHOCTI abo BuUMy4eHHs cepTudikata BignoBiaHOCTI
dnakoHy B €Bponenickkin apmakonei: ana A®l; anst BuxigHoro
KapTOHHIN navui maTepiany/peareHTy/npoMiXKHOTO MPOAYKTY, Lo
BMKOPUCTOBYIOTbCS Y BUpobHUUTBI ADI; Anst JonomixxHOT
peyoBUHYM (cepTudikaT BiANOBIAHOCTI €EBpONENCHKIN
apmakonei) - OHoBReHU cepTudikat Bif yxe
3aTBEPKEHOr0 BUPOBOHUKA - MOAaHHSA OHOBIEHOrO
cepTtudikaTa BignoeigHocTi €Bponeinckkin hapmakonei Ne
R1-CEP 2003-022-Rev 02 (3aTBepagxeHo: R1-CEP 2003-
022-Rev 01) Big Bxe 3aTBEpOXeHOro BupobHuka Crystal
Pharma S.A.U., IcnaHis, Skuit 3MiHnB Ha3By Ha Curia Spain
S.A.U,, IcnaHis
190, COOEPM® kpem 0,1 % 25, 50 TOB "MIBE Ykpaina mibe MMoX HimeyunHa 3MiHu | TMNY - 3miln 3 akocTi. CepTudikaT BignosigHocTi/lE- 3a UA/10254/03/01
ry 1y6i; no 1 Ty6i B YKPAIHA" ApuHaimiTTEnNb cepTudikaT BiaNoBiAHOCTI €BpONENChKin peuenmom

KapTOHHIN navui

apmakonei/moHorpadii. NMoaaHHsA HoBoro abo OHOBNEHOIO
cepTtudikaTa BignosigHocTi abo BUNy4YeHHst cepTudikaTa
BiNoBigHOCTI €Bponencokin dapmakonei: ana A®l; ans
BUXiHOTO MaTepiany/peareHTy/npoMiKHOIO NPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHULTBI ADI; Anst JonomixxHOT
peyoBUHYM (cepTudikaT BiANOBIAHOCTI €EBpONENCHKIN
apmakonei) - OHoBReHU cepTudikaT Bif yxe
3aTBEpPAKEHOro BUPOOHMKA - NOAAHHS OHOBMEHOro




116

[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
cepTugikaTa BignoBigHoCTi €Bponeiichkin dhapmakonei Ne
R1-CEP 2003-022-Rev 02 (3aTtBepaxeHo: R1-CEP 2003-
022-Rev 01) Big BxXe 3aTBepmkeHoro BupobHuka Crystal
Pharma S.A.U., IcnaHisi, sikuii amiHne Ha3By Ha Curia Spain
S.A.U., IcnaHis
191.| COOEPM® eMynbCis HaLuKipHa TOB «MIBE YkpaiHa Mibe MmB6X HimeuyunHa 3MmiHun | TMny - 3miHm 3 sikocTi. CepTudikaT BignosiaHocTI/lE- 3a UA/10254/04/01
0,1 % no 20 mn, 50 YKPAIHA» ApuHanmiTTenb cepTudikaT BiAnNoBiAHOCTI EBPONENCHKIN peuenmom
MA 'y chnakoHi; no 1 apmakonei/moHorpadii. NMogaHHsS HoBoro abo OHOBNEHOIO
¢bnakoHy B cepTudgikaTa BignoBigHoCTi abo BUNy4eHHs cepTtudikarta
KapTOHHIN nayui BignoBigHoCTi €Bponeichkin thapmakonei: ans Adl; ans
BVXiAHOro Marepiany/peareHTy/npoOMiKHOIO MPOAYKTY, LLO
BUKOPMUCTOBYIOTLCS Yy BUPOOHMLTBI ADI; ans onoMiKHOT
pevoBUHYU (cepTudikaT BiaNoBIgHOCTI €BpONENCHKI
dapmakonei) - OHoBReHW cepTudikaT Bif yxe
3aTBEPKEHOr0 BUPOOHUKA - MOAaHHSA OHOBIEHOrO
cepTudikaTa BignoBigHoCTi €Bponewchkin hapmakonei Ne
R1-CEP 2003-022-Rev 02 (3aTBepaxeHo: R1-CEP 2003-
022-Rev 01) Big Bxe 3aTBepmkeHoro BupobHuka Crystal
Pharma S.A.U., IcnaHisi, sikuii 3miHnB Ha3By Ha Curia Spain
S.A.U., IcnaHis
192.| CTONTYCWUH- cupon no 100 mny TOB «TeBa YkpaiHa TeBa Yex IHaacTpi3 Yecbka BHECEHHS 3MiH 40 peecTpauinHmx maTtepianis: 3miHu Il Tuny 6es UA/10779/01/01
TEBA dnakoHi; no 1 YkpaiHa» c.p.o. Pecnybnika - 3MiHu 3 gkocTi. API. (iHLWi 3MiHW) NOAAHHS OHOBMNEHOI peuernma
dnakoHy pasom 3 Bepcii mactep-caviny Ha A®| Bytamipaty umtpat ASMF /AP
MipHOIO NineTKoto y version 2021-02-04 Big 3aTBEpOXKEHOro BUpo6HuKka AdI
Kopoo6uLi Farmak, a. s. (Czech Republic) (3aTBepaxeHa Bepcisi:
ASMF, V6, AM1, 26.03.2018).
193.| CTONTYCUH- Kpanni oparnbHi, TOB "TeBa YkpaiHa TeBa Yex IHgacTpis Yecbka BHECEHHS 3MiH IO peecTpaLiiHMx MaTepianis: 3miHu | Tuny - 6es UA/2447/01/01
TEBA po34mH no 10 mn Ykpaina" c.p.o. Pecnybnika AaMiHicTpaTVBHI 3MiHU. BunyyeHHsA BUPOBHWYOT AinbHULI peuernma
abo 25 mny (Bkrtovaroum ginbHuui ana A®l, npomixkHoro npoaykTy abo
rakoHi 3 KPULLIKOKO- roTOBOrO fikapcbKoro 3acoby, AinbHWLi ANsi NPOBEAEHHSI
KpanenbHuLeto; no 1 nakyBaHHsi, BUpOOHWKa, BiANoBiAanbHOro 3a BUMyCcK Cepin,
dnakoHy B kopobui MicLie NpoBeAeHHS KOHTPOMo cepii) abo noctavansHUKa
BUXigHOro MaTtepiany, peareHTy abo JONOMiXXHOI pe4yoBUHM
(SKLLO 3a3HaYvYeHO y [OChE) BUIyYEHHst BUpObHMKa AdI
OyTtamipaty umtpaTy — Laboratorio Chimico Internazionale
S.p.A. (Italy). 3minHu Il Tvny - 3miHun 3 sikocTi. ADI. (iHLWi
3MiHN)
NoAaHHs OHOBIEHOI Bepcii MacTep-danny Ha API
Bytamipaty uutpat ASMF /AP version 2021-02-04 Big
3aTBepakeHoro BupobHuka A®| Farmak, a. s. (Czech
Republic) (3aTBepaxeHa Bepcisi: ASMF, V6, AM1,
26.03.2018)
194.| TABETIN Tabnetku no 1 mr; CTAOA HimeyumnH CwmiTKnsiiH Bivem Icnania BHECEHHS 3MiH O peecTpaLiiHMX maTtepianis: 3miHu | Tuny - 6e3 UA/1238/02/01
no 20 tTabnetok y ApuHaiMITT a C.A. 3MiHM Wwoao 6e3neku/edeKTUBHOCTI Ta hapMakoHarnagy. peuenma
GnicTepi; no 1 enb Al BeeneHHs abo 3MiHU [0 y3aranbHEHWX AaHWX NPO CUCTEMY

6nictepy B

hapmakoHarnsgy (BBEAEHHS y3aranbHEHUX aHUX Mpo
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KapTOHHIN nayui cuctemy chapmakoHarnsgy, 3miHa ynoBHoBaXeHoi ocobu,
BiANOBIganbHOI 3a 34iINCHEHHS (hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsay 3asiBHMKa Ans 34iNCHEHHSs
tapmakoHarnagy B YkpaiHi, SKLo BOHa BigMiHHa Big
YMNOBHOBaXeHOI 0cobu, BignoBiaanbHoi 3a 34iNCHEHHS
dapmakoHarnagy (BKro4arymn KOHTaKTHI AaHi) Ta/abo 3miHu
Y PO3MiLLieHHI MacTep-aina cuctemmn bapmakoHarnsgy).
3MiHa KOHTaKTHOI 0CcobY 3asiBHMKA, BiAMNOBIAANbHOI 3a
dapmakoHarnag B YkpaiHi.
[itoya pepakuin: Mpycbkuii Ctanicnas Bonogmumuposud /
Stanislav Prusskiy. NponoHoBaHa pegakuisi: 'ow, TeTsiHa
lOpiiBHa / Tetiana Gots.
3MiHa KOHTaKTHWUX OaHUX KOHTaKTHOI 0cobu 3asiBHUKA,
BignoBiganbHoi 3a dapMakoHarnsag B YKpaiHi.
195./ TELULEHTPUK® KOHLeHTpaT 45 TOB «Pouwu YkpaiHa BupobHuLTBO HimeyunHa/ BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3miHa 3a UA/15872/01/01
PO34MHy Ang YkpaiHa» Hepo3dacoBaHoI LLiBenyapia 3asiBHUKa J13 (MIBIT) (BnacHuka peecTtpauiiHoro peuenmom
iHdpysin no 1200 npoaykLuii, nepBuHHe nocsigyeHHs) (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460):
Mr/20 mn, no 20 mn nakyBaHHs, BBegeHHs 3MiH NPOTArom 6-Tn MicsUIB NiCNSA 3aTBEPLKEHHS.
y donakoHi; no 1 BMNPOOYBaHHS 3MmiHun | Tuny - 3MiHmn Wwopo 6e3nekn/edeKTUBHOCTI Ta
dnakoHy y KOHTPOMIO SKOCTi: dapmakoHarnsay. BeegeHHs abo 3MiHM 4o y3aranbHeHWX
KapTOHHI kopobui Pow [iarHocTuke [aHuX Npo cuctemy dapmakoHarnsay (BBeAeHHs
'M6X, HimewunHa y3aranbHeHMX faHux Npo cucTemy hapmakoHarnsgy, amiHa
Bupo6bHuLTBO YNOBHOBaXeEHOT 0cobu, BignoBiganebHoi 3a 34iCHEHHS
Hepo3dacoBaHoI hapmakoHarnsiay; KOHTakTHoOi ocobu 3 dhapmakoHarnsgy
NpoAyKLii, NepBuHHe 3asBHMKa ANs 34iNCHeHHs bapmakoHarnagy B YKpaiHi, aKwo
nakyBaHHS, BOHa BiIMiHHa Bif YyNOBHOBakeHOi ocobu, BianoBiaanbHOI 3a
BTOPUHHE 3[iCHeHHs hapmakoHarnagy (BKMoYakum KOHTaKTHi AaHi)
nakyBaHHs, Ta/abo 3MiHM y po3MiLLeHHi MacTep-daiina cuctemu
BMNpPOOyBaHHS dapmakoHarnsgy)
KOHTPOSIO AKOCTI, 3miHa ynoBHOBaXeHOI 0cobu 3asiBHUKa, BiAMNOBiAansHOI 3a
BUMYCK cepii: dapmakoHarnsg. Hitoywa pegakuisi: Dr Birgitt Gellert.
®.XocbdpmaHH-Ia MponoHoBaHa pepakuis: Ilonyenko OneHa BonogumupisHa.
Pouw NTa, 3MiHa KOHTaKTHMX AaHNX YNOBHOBaXEHOI 0cobu,
LLisenuapis BignoBiganbHoi 3a hapmakoHarnag. 3MiHa
MicLle3HaxooKeHHs MacTep-channa cuctemm
(hapmakoHarnsigy Ta oro Homepa. 3MiHa MicLs 34iCHEHHSI
OCHOBHOI AisiNbHOCTI 3 dhapMakoHarnsgy.
196.| TIKOBAK cycrneHsig ans MN®ANIEP CLA BMPOGHMLTBO AscTpis/ BHECEHHS 3MiH IO peecTpaLiiHMX MmaTepianis: 3miHu | Tuny - 3a UA/16695/01/01
BAKUWHA ONA | iH'ekuin no 2,4 EWY. CI. M. npoaykTy y dopmi in Benbris 3MiHu 3 skocTi. A®Il. KoHTponb A®I. 3miHa y meTopax peuenmom
NPO®INAKTUK | mkr/0,5 mn (1 go3a KOPIMOPEN bulk; HanoBHeHHs1 BunpobyBaHHa APl abo BuxigHOro maTtepiany/npomMikHOro
M KNIWOBOI0 | ansa gopocnux), no LH wnpuuis: bakctep NPOAYKTYy/peareHTy, Lo BUKOPUCTOBYETLCS Y NPOLECI
EHUE®ANITY 0,5 mn cycneHsii y Al', ABCTpisi; BUPOGHMLTBA AD| (HE3HAYHI 3MiHU Y 3aTBEPIKEHUX
KYNbTYPAIbH | nonepegHbo KOHTPOMb SIKOCTI: MeToAax BUNpoOyBaHHS) -
A 3arnoBHEHOMY Bakctep AT, BkritoyeHHs1 OHOBMEHOro 3BiTy Nicns NpoBeAeHHS
IHAKTUBOBAH | ogHopasoBomy ABCTpIsl; KOHTPOIb peBanigadii metoauku BunpobysaHHs Free Formaldehyde
A OYULLUEHA wnpwui; no 1 skocTi: bakcTtep Arl, Content gns inactivated virus harvest Ta plain pool.
COPBOBAHA wnpuuy ABCTpIsi; KOHTPOIb PepakuinHi oHoBneHHs posginie 3.2.S.2.4, 3.2.5.4.3,

BKMageHoOMy y
Gnictep; no 1

skocTi: MNdpansep
MeHtodek4ypuHr

3.2.P.5.3. 3MiHun | Tuny - 3miHn 3 sikocTi. A®L. KoHTponb ADI.
3MiHa y MmeToax BunpobysaHHst A®Il abo BuxigHoro
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

Gnictepy Ta
OKPEMOIO TONKoH Y
KapTOHHIl kopobui

ABcTpist TM6X,
ABCTpis; nakyBaHHs;
MapKyBaHHS; BUMYCK

cepii: MNMdparnzep

MeHtodekvypuHr
Benebria HB, benebris

marepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BMKOPUCTOBYETLCS Y Npoueci BUpobHuUTBa AD| (He3HauHi
3MiHW Y 3aTBEpPAXKEHNX MeToAax BUNpobyBaHHSA) BknoveHHS
OHOBJEHOrO 3BIiTYy MiCNs NPOBEAEHHNA peBarnigaLii MeToaukm
BunpobyeaHHsi Determination of Total Protein Content ans
purified virus harvest. 3miHn | Tuny - 3miHn 3 sikocTi. ADI.
KoHTponb A®L. 3miHa y meTogax BunpobyeaHHs AD| abo
BVXiAHOro Martepiany/npoMiKHOro NpoayKTy/peareHTy, Wwo
BUKOPUCTOBYETLCS Y NpoLeci BUpobHuLTBa AP (He3HauHI
3MiHW Y 3aTBEPAXKEHNX MeTOoAaxX BUNpobyBaHHS) BkntoveHHs
OHOBJIEHOrO 3BiTY MiCNsi NPOBeAEHHS Banigauii MetToanku
BunpobyeaHHsa Antigen Content gns purified virus harvest.
3Mminn | TMny - 3miHn 3 skocTi. A®Il. KoHTponb AL, 3miHa y
meTogax BunpobysaHHs AP abo BuxigHoro
mMaTepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BUKOPUCTOBYETbLCS Y npoueci BUpobHuUTBa ADI (iHLWi 3MiHK
y MeTogax BunpobyBaHHS (BKMoYa4um 3amiHy abo
nonoBHeHHs1) A®| abo BUXiaHOro/npoMiPKHOIO NPOAYKTY)
BkrtoyeHHs1 OHOBMNEHOrO 3BiTY NiCNs NPOBEAEHHSs
peBanigauii metoanku BunpobysaHHs Protein Content gns
inactivated virus harvest. 3miHu | TNy - 3miHM 3 sIKOCTI.
["oToBMI Nikapcbknit 3acib. KOHTporb roToBOro fikapCbkoro
3acoby. 3miHa y MeTogax BUNpobyBaHHsi TOTOBOIO
nikapcbkoro 3acoby (HeaHayHa 3MiHa y 3aTBEpPOXKEHNX
mMeTofax BUNpobyBaHHS) BkrnoYeHHsi OHOBNEHOTO 3BiTY
nicns npoBeAeHHsA peBanigauii MeToanku BUnpobyBaHHs
Sucrose Content ans plain pool. 3miHu | Tuny - 3miHn 3
sikocTi. [oTOBMIA Nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeToAax BunpobyBaHHS
roTOBOrO fikapcbKoro 3acoby (iHLWi 3MiHM y MeTofax
BMNpobyBaHb (BKMOYakoum 3amMiHy abo JONOBHEHHS))
BrnpoBagxeHHs HOBOI NapTii CTaHAApPTHOrO 3paska BakUMHW
(lot X84212), L0 BUKOPUCTOBYETLCSA Ni Yac BUNPOGyBaHHS
final bulk vaccine 3a nokasHukom In-vivo Potency.

197.

TIKOBAK
KYHIOP
BAKLUWHA OnA
NPODINTAKTUK
M KnioBsoro
EHUE®ANITY
KYNbTYPAIbH
A
IHAKTUBOBAH
A OYMLLUEHA
COPBOBAHA

cycneHsia ans
iH'ekuin no 1,2
mkr/0,25 mn (1 gosa
onsa giten), no 0,25
MA cycneHsii y
nonepeaHLo
3anoBHEHOMY
0ofHOpa3oBOMY
wnpwui; no 1
wnpuuy
BKNageHoOMy y
Gnictep; no 1
Gnictepy Ta
OKPEMOIO FOMKOK Y
KapTOHHI kopobui

NOANIEP

EAY. CI. M.

KOPTIOPEN
LH

CLA

BUPOBHMLUTBO
npoaykTy y dopmi in
bulk; HanoBHeHHs
wnpwuuis: bakctep
Al', ABCTpisi;
KOHTPOMb SKOCTi:
Bakctep AT,
ABCTpIsl; KOHTPOIb
skocTi: bakcTtep Arl,
ABCTPpisi; KOHTPOMb
skocTi: MNdpansep
MeHtodek4ypuHr
AscTpis ['M6X,
ABCTpIsl; NaKyBaHHS;
MapKyBaHHS; BUMYyCK

AscTpis/ben
bris

BHECEHHS 3MiH 0 peecTpaLiiHuX maTepianis: 3miHu | Tuny -
3MiHu 3 gkocTi. A®Il. KonTponb A®I. 3miHa y meTopax
BunpobyBaHHa APl abo BuxigHOro matepiany/npomikHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCH Y NPOLLECI
BUPOGHMLTBA AD| (HE3HAYHI 3MIHU Y 3aTBEPXKEHUX
MeToAax BUNpoOyBaHHS) -

BkritoyeHHs1 OHOBMEHOrOo 3BiTy NiCNs NpoBeAeHHS
peBanigadii metoauku BunpobysaHHs Free Formaldehyde
Content gns inactivated virus harvest Ta plain pool.
PepakuinHi oHoBneHHs posginie 3.2.5.2.4, 3.2.5.4.3,
3.2.P.5.3. 3MiHun | Tuny - 3MmiHn 3 sikocTi. A®L. KoHTponb ADI.
3MiHa y MeToaax BunpobysaHHs ADI abo BuxigHoro
marepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BMKOPUCTOBYETbLCS Y Npoueci BUpobHuuTBa AD| (He3HaYHI
3MiHW Y 3aTBEpKEHNX MeTodax BUNPOoOyBaHHs) BknoveHHs

3a
peuerimom

UA/16694/01/01
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

cepii: MNdpanzep
MeHtocekvypuHr
Beneria HB, benebris

OHOBJEHOrO 3BiTYy MiCNs NPOBEAEHHN peBarnigaLii MeToaukm
BunpobyBaHHsi Determination of Total Protein Content ans
purified virus harvest. 3miHn | Tuny - 3miHn 3 sikocTi. ADI.
KoHTponb A®L. 3miHa y meTogax BunpobyBaHHs ADl abo
BMXiAHOro Martepiany/npoMiKHOro NpoayKTy/peareHTy, Wo
BUKOPUCTOBYETLCS Y npoLeci BUpobHuutBa AP (He3HauHI
3MiHW Y 3aTBEPAXKEHNX MeToAax BUNpobyBaHHS) BknoveHHs
OHOBJIEHOrO 3BiTY MiCNsi NPOBeAeHHS Banigauii MeToanku
BunpobyeaHHs Antigen Content gns purified virus harvest.
3minn | TMny - 3miHn 3 sikocTi. A®I. KoHTponb AL, 3miHa y
meTogax BunpobysaHHs AD| abo BuxigHoro
marepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BUKOPUCTOBYETbLCS Y npoueci BUpobHuUTBa ADI (iHLi 3MiHK
y MeTogax BunpobyBaHHS (BKMoYaoymn 3amiHy abo
nonoBHeHHs1) A®| abo BUXiZHOro/npPOMiDKHOIO NPOAYKTY)
BkrtoyeHHs1 OHOBMNEHOrO 3BiTY NiCNs NPOBEAEeHHSs
peBanigauii metoanku BunpobysaHHs Protein Content gns
inactivated virus harvest. 3miHu | Tuny - 3miHM 3 sKOCTI.
["oToBMI Nikapcbknit 3acib. KOHTPorb roTOBOrO MikapCbKOro
3acoby. 3miHa y MeTogax BUNpobyBaHHsi rOTOBOMO
nikapcbkoro 3acoby (HeaHayHa 3MiHa y 3aTBEPOXKEHNX
MeTofax BunpobyBaHHS) BknoveHHsi OHOBNEHOTO 3BiTY
nicns npoBeAeHHsA peBanigauii MeToanku BunpobyBaHHs
Sucrose Content ans plain pool. 3minu | Tuny - 3miHn 3
sikocTi. [oTOBMIA Nikapcbkuii 3aci6. KoHTponb roToBoro
nikapcbkoro 3acoby. 3miHa y MmeToAax BunpobyBaHHS
roTOBOrO fikapcbKoro 3acoby (iHLWi 3mMiHM y MeTofax
BMNpobyBaHb (BKIOYakoum 3amMiHy abo JONOBHEHHS))
BrnipoBagxeHHs HOBOI napTii CTaHAApTHOroO 3paska BakLUUHM
(lot X84212), L0 BUKOPUCTOBYETLCS Nif Yac BUNpPobyBaHHS
final bulk vaccine 3a nokasHukom In-vivo Potency.

198.

TOKKATA

PO34MH ANS iH EKLiN;
no 1 mn B amnyni;
no 5 amnyny
6nictepi; no 1 abo
no 2 6nictepn y
nayui

AT
«dapmak»

Ykpaina

AT «Papmak»

Ykpaina

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu | Tuny -
ALMiHicTpaTMBHI 3MiHW. 3MiHa HalMeHyBaHHs1 Ta/abo
agpecu 3asBHUKa (BNacHWKa peecTpauinHoro NocBig4YeHHs)
3MiHa HaMeHyBaHHA Ta agpecu 3asBHUKa (BracHUKa
peecTpauinHoro nNoceig4eHHs). BBegeHHs 3MiH npoTsarom 6-
TV MicsLiB nicns 3aTBepAXeHHs. 3MiHu | Tuny -
ALMiHicTpaTMBHI 3MiHX. 3MiHa HalMeHyBaHHs Ta/abo
agpecu Micusi NPoBaPKEHHS AiSNbHOCTI
BMpOBHWKa/imnopTepa roToBoro nikapcbkoro 3acoby,
BKIOMAK0UM AinbHULL BUNYCKY cepii abo MicLie npoBedeHHs
KOHTPOIO SIKOCTI. (AiSNbHICTb, 3a sy Bignosiaae
BUPOGHWMK/IMNOpTEp, BKNOYAUM BUMYCK CEPill) 3MiHa
HaiMeHyBaHHS Ta agpecu BUPOOHuKa, 6e3 3MiHu micus
BMPOGHMLTBA. 3MiHM BHECEHI B IHCTPYKLUIilO ANst MEAUYHOrO
3acTocyBaHHS Nikapcbkoro 3acoby y po3ainu "BupobHuk",
"Micue3HaxodkeHHs BUpOOHWKa Ta oro agpeca micus
NpoBaXeHHs AiAnbHOCTI" 3 BigNOBIAHMMM 3MiHAMU B TEKCTI
MapKyBaHHS1 ynakoBok. BBejeHHsi 3MiH npoTsirom 6-Tu

3a
peuerimom

UA/16510/01/01
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
MicsiLiB nicnsi 3aTBepaKeHHs. 3MiHu | Tuny - 3MiHu Wwogao
6e3nekn/eceKkTMBHOCTI Ta hapmakoHarnsgy (iHLwi 3MiHu)
BHECEHHS 3MiH 4o po3ainy «MapkyBaHHs» MKA J13
3aTtBepaxeHo: MAPKYBAHHA Bignosigae 3atBepaxeHomy
TEKCTY MapKyBaHHS, L0 A0AAETLCHA. 3anponoHOBaHO:
MAPKYBAHHA 3rigHo 3aTBEPO)KEHOrO TEKCTY MapPKyBaHHS.
OHOBMEHHS TEKCTY MapKyBaHHS YNakoBKU MiKkapCbKoro
3acoby 3 BHeCEHHsAM iH(hopMalLlii LLoAo 3a3HaYeHHs
OAVHWLb BUMIptOBaHHS y cucTemi Sl, woao HasBHoT
TEeXHiYHOI iHchopMaLii Ta BUNy4YeHHs AybntoBaHHs
iHdbopmaLii pociicbkolo MOBOK. BBEeAeHHS 3MiH NpoTarom 6-
TV MicaUiB Nicnsa 3aTBepaKEHHS
199./ TPOKCEBA3M rens 2 %; TOB "TeBa YkpaiHa BankaHdapma- Bonrapis BHECEHHS 3MiH A0 peecTpauinHux maTtepianis: 3miHu | Tuny - 6e3 UA/3368/01/01
H® no40ry YkpaiHa" TposH AT 3MiHn 3 akocTi. CepTudikaT BignosiaHocTi/l E-cepTudikat peuenma
MeMOGpaHHin BigNoOBIigHOCTI €Bponeichkin thapmakonei/MoHorpadii.
antomiHieBin abo MogaHHA HoBoro abo oHoBreHoro cepTudikara
MeMOpaHHi BiAMOBIAHOCTI abo BUMy4YeHHNA cepTudikaTa BignoBiaHOCTI
namiHaTHin Ty6i, no €Bponeiickkin hapmakonei: gns A®l; ans BuxigHoro
1 Ty6i B KAPTOHHIN maTepiany/peareHTy/MpoMiKHOro NPOAYKTY, WO
nayui; no 20 r abo BMKOPUCTOBYIOTbCA Y BUpobHUUTBI ADI; Ans AONOMDKHOT
no100ry pevoBUHU (cepTudikaT BiaNoBIgHOCTI €BpONENCHKi
MeMOGpaHHin dapmakonei) - OHoBNEeHUIN cepTudikart Big yxe
namiHaTHin Ty6i, no 3aTBEPAKEHOr0 BUPOOHUKA. [NoaaHHs1 OHOBNEHOro
1 Ty6i B KAPTOHHIN cepTudikaTa BignosigHocTi €Bponeiickkinn dhapmakonei Ne
navui R1-CEP 2005-263-Rev 07 (3aTBepagxeHo: R1-CEP 2005-
263-Rev 06) ans A®| TpokcepyTuHy Bif 3aTBEPA>KEHOIO
BUpoGHMKa Expansia PCAS, ®paHuisi, kv 3MiHUB Ha3By Ha
PCAS, ®paHuisi.
200.| YPCO®AIIbK TabneTkn, BKpUTI Op. ®anbk HimeuumnH BignosiganbHun 3a HimeyumHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/3746/03/01
NniBKOBOIO dapma a BUMYCK cepin AaMiHiCTpaTMBHI 3MiHU. BunyyeHHs BUpPOGHWYOT AinbHUUI peuenmom
obonoHkoto, no 500 m6X KIHLLEBOrO NMPOAYKTY: (BKkntovaroum ginbHuui ans A®l, npomixkHoro npogykty abo

Mr; no 25 TabneTok
y 6nictepi; no 1, 2,
abo no 4 6nictepu B
KapTOHHiI kopobLyi

Op. ®anbk ®apma
'M6X, HimewunHa
Bupo6Huk
[030BaHoi hopmum,
nepBUHHE, BTOPUHHE
nakyBaHHs Ta
KOHTPOSb SIKOCTi:
JlozaH dapma 'M6X,
HimevuunHa
BupobHuk,
BignoBiganbHUN 3a
nepBUHHE, BTOPUHHE
nakyBaHHs1 Ta
KOHTPOMb SIKOCTI:
JlozaH dapma 'M6X,
Himeyuunna
Bupo6Huk,
BignoBiganbHUN 3a

rOTOBOrO fikapCbKoro 3acoby, AinbHWLI AN NPOBEAEHHS
nakyBaHHs1, BUpoOHWKa, BifnoBiganbHOro 3a BUMycK cepin,
MicLie NpoBeAeHHs KOHTpOMto cepii) abo noctayanbHUKa
BMXiAHOro martepiany, peareHTy abo JONOMiXXHOI pe4oBUHM
(SIKLLLO 3a3HAYEHO Y [OCHE) - BUNMYHEHHS PYHKLT
anbTepHaTMBHOIO BTOPUHOIO NakyBaHHSA ANnst BUpobHuka Dr.
Falk Pharma GmbH, Germany; 3miHu | Tuny - 3MiHK 3 AKOCTi.
[oToBWI Nikapcbkuii 3aci6. 3MiHK Yy BUPOGHUUTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYHTLCS BUNYCKY cepii Ta
KOHTPOJO AKOCTi FOTOBOIO NiKapcbKoro 3acoby (3amiHa abo
[oAaBaHHS AiNbHULL, Ha SKiA 30IRCHI0ETLCS
KOHTpOnb/BUNpobYyBaHHSs cepii) - BBeAEHHsS1 BUPOOHWMKa, LLO
BiZnoBiganbHMi 3a KOHTpornb sikocTi 113, Haykoso-
pocnigHui iHcTutyT Xennenep Mu6X, Mapi-Kiopi-LTpacce 7,
79539 Jleppax, HimeuunHa/lnvestigation Institute Heppeler
GmbH, Marie-Curie-Strasse 7, 79539 Loerrach, Germany;
3MiHu | Tuny - 3MiHK 3 sikocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI €EBponenchkii
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KOHTPOSb SIKOCTI:
HaykoBo-gocnigHui
iHCTUTYT Xennenep

'M6X, HimewunHa

dapmakonei/MoHorpadgii. NMogaHHA HoBOro abo OHOBNEHOMO
cepTudikaTa BignosigHocTi abo BUNyYeHHst ceptudikaTta
BignoBigHOCTI €Bponeinchkin dhapmakonei: gns Al ans
BMXiQHOro MaTtepiany/peareHTy/npoMiXKHOTO MPOAYKTY, L0
BMKOPWUCTOBYIOTBCS Y BUPOOHMLTBI A®I; Ans 4ONOMiIXKHOT
peyoBUHYM (cepTudikaT BigNOBIAHOCTI €BpONENCHKIn
dapmakonei) - OHOBNEHUI cepTudikar Big yxe
3aTBEPAKEHOrO BUPOBHMKA - NOAAHHS OHOBMEHOIO
cepTugikaTa BignoBigHoCTi €Bponeinchkin dhapmakonei Ne
R1-CEP 1999-047 - Rev 07 (3atBepaxeHo: R1-CEP 1999-
047 - Rev 06) ans gitoyoi pevoBuHn Ursodeoxycholic acid
Bifl BXXe 3aTBepOKeHOro BUPOGHUWKa, sIK Hacnigok 3MiHa
Ha3BW BUpOGHKKa (3aTBepakeHo: Prodotti Chimici E
Alimentari S.P.A., ITanis; 3anponoHoBaHo; ICE S.P.A.,
ITanis); amiHn | TNy - 3miHK 3 sikocTi. CepTudikaT
BignosigHocTi/lE-cepTudikaTt BignoBigHocTi €Bponenchkii
dapmakonei/moHorpadii. 3miHW, NoB'A3aHi 3 HeobXiAHICTIO
NpvBeAEHHs Y BiANoBiaHICTb Ao MoHorpadii AdY abo
€Bponeicbkoi hapmakonei, abo iHWOoi HaLlioHansHoI
dapmakonei gepxasu €C (iHLWi 3MiHW) - NpUBEAEHHS Y
BignoBigHicTb o Aitoyoi MoHorpadii EP (po3ginu ASMF
BupobHuka A®I ICE S.P.A., ITanis, siki Hapasi € YacT1HO
3.2.S pocbe 3amiHooTbes Ha gocke CEP.); amiHm | Tuny -
3MiHu 3 akocTi. A®I. (iHwi 3miHK) - 3miHa y po3ainax ASMF
3.2.S.1.1- 3.2.S.1.3 Bupo6Huka Op. ®anbk Papma MvbX,
HimeyuunHa; 3mibm | Tuny - 3minm 3 axocTi. CepTudikat
BignosigHocTi/lE-cepTudikat BianoBiaHOCTIi €Bponenchbkin
apmakonei/moHorpadii. NMogaHHA HoBoro abo oHoBNEHOrO
cepTtudikaTa BignosigHocTi abo BUNy4YeHHs ceptudikaTta
BignoBigHoCTI €Bponenchkin dhapmakonei: ans Adl; ans
BMXiQHOro MaTtepiany/peareHTy/npoMiXKHOro NPOAYKTY, L0
BVKOPUCTOBYIOTbCA Y BUpobHUUTBI ADI; Ans AoNOMiKHOT
peyvoBUHM (CepTUdikaT BignoBigHOCTI €EBponeinchkii
apmakonei) - OHoBReHU cepTudikat Bif yxe
3aTBEPKEHOr0 BUPOBHUKA - MOAaHHSA OHOBIEHOIO
cepTtudikaTa BignosigHocTi €Bponerickbkin dapmakonei Ne
CEP Ne R1-CEP 2004-108 Rev 06 (3atBepaxeHo: R1-CEP
2004-108 Rev 05) gnsa gitoyoi pevomHn Ursodeoxycholic
acid Big Bxe 3aTBepmaxeHoro BupobHnka DIPHARMA
FRANCIS S.R.L., ltaly; 3aminu | Tvny - AamiHicTpaTmBHi
3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus
NpoBaXXeHHS AiANbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
nikapcbkoro 3acoby, BKMOYa4u AinbHULI BUnycky cepii abo
MicLie NPOBEAEHHSA KOHTPOSIIO AKOCTI. (LisNbHICTb, 3a AKY
BiAMOBiAae BUPOOHMK/IMMOPTEp, He BKITOYaKYM BUMYCK
cepiit) - 3MiHa Ha3BM Ta agpecu MicLs NPOBaXKEHHSI
[isinbHOCTI BUPOOHMKA BignoBigansHOro 3a BUPOOHULITBO
[030BaHoi hopMu, NepBUHHE Ta BTOPUHHE NaKyBaHHSA Ta
KOHTpOrb SIKOCTi — (3aTBepaxeHo: JlozaH Papma M'mbX ,
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HimeuyunHa (HoeHbypr caint) OT1To-XaH LWTpacce 13, 15
79395 HoeHbypr, HimeuunHa; 3anponoHoBaHo: Jlo3aH
dapma 'M6X, HimeyumHa OTT0-XaH LWTtpacce 13, 79395
HoeHbypr, HimeuunHa). MpuBeaeHHs Ha3Bn BUPOGHNYOT
OinbHUU BigNOBIAaNbHOI 3a NEPBUHHE, BTOPMHHE NaKyBaHHS
Ta KOHTponb sikocTi JlozaH ®apma M'm6X HimeuyunHa (Ewbax
CalnT) 0o opuriHanbHUX AOKYMEHTIB BUPOOHMKA
(3anponoHoBaHo: JlozaH ®apma 'mM6X, HimeyunHa)
201.| ®PA3JNIOAEKC po34MH Ans iH'ekuin, | AcTtpa3eHek Benvka Bupo6HuLTBO, Himeuuunna/ BHECEHHS 3MiH [0 peecTpaLiHux maTtepianis: 3miHu | Tuny - 3a UA/5440/01/01
250 mr/5 mn; no 5 a lOK BpuTaHis NnepBUHHE Benwka AZMiHiCTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHs1 Ta/abo peuenmom
MI pO34nHY B NimiTen nakyBaHHS, BpuTaHis agpecy Micusi NPOBaPKEHHS AisiNbHOCTI
nonepeaHL0 BizyanbHWi BMPOGHYMKa/iMnopTepa roToBoro Nnikapcbkoro 3acoby,
3anoBHEHOMY KOHTPOIb, BKITHOYaK04M OinbHULI BUNYCKy cepii abo micLe npoBeaeHHs
CKNAHOMY LUNpUL 3 BMNPOOyBaHHS KOHTPOMIO SKOCTI. (AiANbHICTb, 3a AKy Bignosigae
KOHTPOMEM NepLUoro cepin; onuc, BUPOGHMK/iMNOpTEp, BKMOYAYM BUNYCK cepii) - HeaHauyHi
BiAKPUTTS; No 2 ineHTndikauis penakuinHi 3miHK, 3anponoHoBaHi 4Na AinbHUUI
nonepegHLo MeToa0oM AcTtpa3eHeka HOK JlTg 3a micuesHaxomkeHHsIM Makkncding,
3anoBHEHI WNpuum B iHdbpayvepBoHoi (1Y) 3MiHM nepenbadaloTb BUNyYeHHsi Ha3Bu rpadcTea
KOHTYPHIN cnekTpockonii, «Yewwpy, i3 n. 3.2.P.3.1. BUpoBHuK(-1), 3 MeTOIO
YapyHKOBIl ynakosLi KinbKicHe norofkeHHs i3 ceptudikatom GMP.; amibm | Tuny -
3 gBOMa BU3HAYEHHS ApOMiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
6e3neyHnmmn cynBecTpaHTy agpecu Micua NpoBagKeHHSs OisinbHOCTI
ronkamu «BD MeToAoM BMpOBHMKa/iMnopTepa roToBoro Nikapcbkoro 3acoby,
SafetyGlide™»; no 1 BUCOKOEDEKTUBHOI BKIOMAUM AinbHULI BUNYCKY cepii abo micLe npoBedeHHs
KOHTYPHI piAVHHOT KOHTPOMHO SIKOCTI. (QiSNbHICTb, 3a sIKy Bignosigae
YapyHKOBIl ynakosLi xpomaTtorpadii BMPOGHMK/iIMNOpTEp, He BKIOYaloyM BUMYCK cepit) - 3miHa

B KapTOHHIl kopobLi

(BEPX), npoaykTu
aerpagauii metogom
BEPX, o6'em
PO34MHY 4NN iH'eKuin
y KOHTenHepax,
yHKLiOHanbHe
BunpobyBaHHsa PFS,
GakTepianbHi
€HLL0TOKCUHMU,
MeXaHiYHi
BKIMIOYEHHS
(HeBuammi vyacTtkm),
CTEPUIbHICTb, BMIiCT
eTaHorny MeToaom
rasoBoi
xpomatorpadii (MX),
BMICT 6€H31noBoro
cnupTy metoaom X,
BMICT
6eH3nnbeH3oaTy
metogom MX):
BetTep dapma-
PepTuryd F'mbX ta

IOPUANYHOI Ha hakTUYHY aapecy BUPOOHULTBA ANst OiNbHULI
Bettep ®apma-depTturyH NmMbX ta Ko. KI
(lWyTueHwTpacce), HimewunHa; 3minn | Tuny -
AOMiHicTpaTMBHI 3MiHU. 3MiHa HalMeHyBaHHs1 Ta/abo
agpecu Micusi NPoBaKEHHS AiSNbHOCTI
BMpOGHVKa/iMnopTepa rotToBoro Nikapcbkoro 3acoby,
BKIOMAUM AinbHULI BUMNYCKY cepii abo MicLe npoBedeHHs
KOHTPOIO SIKOCTI. (QiNbHICTb, 3a sIKy Bignosigae
BMPOBHMK/IMNOpTEp, He BKIOYaouM BUMYCK Cepii) -
AOMiHiCTpaTMBHI NpaBku Ans BUPOGHMYOI AinbHUL BeTTep
Papma-depturyH Mv6X ta Ko. KI, HimewunHa (MoocsiceH),
a camMe He3HauHa pefakLuiiHa 3MiHa Ansi NOroaXKeHHs!
noLITOBOrO iHAEKCY BiANOBIAHO 0 cepTudikarta
BiANoBigHOCTI ymoB BUpoGHMUTBa J13 BUMoram GMP; 3miHm |
Tuny - AgMiHicTpaTuBHI 3MiHW. 3MiHa HaimeHyBaHHA Ta/abo
agpecu Micusi NPoOBaKEHHS AiSNbHOCTI
BMpPObHWKa/imnopTepa roToBoro nikapcbkoro 3acoby,
BKIT0MAKO4M AinbHULL BUNYCKY cepii abo MicLie npoBedeHHs
KOHTPOIO SIKOCTI. (QisiNbHICTb, 3a sIKy Bignosigae
BUPOGHWMK/IMNOPTEP, HE BKIOYaKOUM BUMYCK Cepii) -
ALMiHiCTpaTMBHI MpaBku AN BUPOGHMYOI AinbHUL BeTTep
dPapma-depturyH Mv6X ta Ko. KIM, HimeuunHa
(JlaHreHapreH), a came He3HayHa pefakLuiiHa 3amiHa ans
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Ko. KI', HimewunHa
BTopuHHa ynakoBka,
BUMYCK cepin,
BUNPOOYBaHHSA
cTabinbHOCTI:
AcTtpa3eHeka tOK
JlimiTeq, Benuka
BputaHis
BisyanbHun
KOHTPOrb:
Bettep ®apma-
depTuryH MM6X Ta
Ko. KI', HimewunHa
BigyanbHun
KOHTPOrb,
BUNpoOyBaHHS cepil
(BunpobyBaHHs
CTEepUNbHOCTI):
Bettep dapma-
®epTuryH MM6X Ta
Ko. KI', HimewunHa
Bupo6HuLTBO,
nepBuHHe
nakyBaHHs,
BidyanbHuUn
KOHTPO~b,
BUNpPOOYBaHHs
cepin; onuc,
ineHTndikauis
MeToaoM
iHdppayepsoHoi (I4)
cnekTpockonii,
KinbKicHe
BU3HaAYEHHS
dynBecTpaHTy
MeToAoM
BUCOKOEEKTUBHOI
pigvHHOT
xpomatorpadii
(BEPX), npoaykTu
nerpagauii metogom
BEPX, o6'em
PO34MHY AnS iH'eKuin
y KOHTenHepax,
yHKLiOHanbHe
BunpobyBaHHsa PFS,
HakTepianbHi
€HA0TOKCUHM,
MeXxaHiYHi

NOroAXeHHs NOoLTOBOrO iHAEKCY BiANOBIAHO 4O cepTudikaTa
BiANOBiAHOCTI ymoB BUpoGHMUTBa J13 BUMoram GMP; 3miHm |
TMNy - 3MiHK 3 AKOCTI. [0TOBMIA Nikapcbkuii 3aci6. 3MiHn y
BUPOGHMLTBI. 3MiHa po3Mipy cepii (Bkntoyatoum gianasoH
po3mipy cepii) roToBoro nikapcbkoro 3acoby (36inbLUeHHs Ao
10 pasiB NOPIBHSHO i3 3aTBEPAKEHNM PO3MIPOM)-
36inbLeHHs po3mipy cepii J13 (360 n) ans anbTepHaTUBHOI
BMPOBHMYOI AinbHUL BeTTep Papma-®epturyH M'moX ta Ko.
KI', NaHreHapreH, HimeuunHa (3aTBepmpkeHo 120 n ans
BUPOBHMYOT AinbHULi BeTtep ®apma-PepturyH Mm6X Ta Ko.
KI', PaBeHcbypr, WyTueHwTpacce, HimeuunHa). BBegeHHs
3MiH NPOTAroM 6-T MicsILiB NiCNs 3aTBEPIYKEHHS; 3MiHM |
TMny - 3MiHK 3 AKOCTI. F0TOBMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOBHMUTBI. 3MiHM y NpoLeci BUPOGHMLITBa rOTOBOIO
nikapcbkoro 3acoby, BKIMOYAKUM NPOMIKHUIA NPOAYKT, L0
3aCTOCOBYETLCSI NPU BUPOBHULTBI FOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3miHa y npoueci BUpobHMuTBa) - 3MiHa
yMoB 36epiraHHs NPOMiXKHOro NPOAYKTY, NPOTArOM Yacy
BUTPUMKM (Bi NepLuoro ginbTpoBaHOro po3vnHy 4o noyatky
ocTaTtoyHoI in-line cinbTpauii Ta HanoBHeHHs) 3 2-8°C fo
15-25°C ans anbTepHaTMBHOrO BUpobHUKka Bettep Papma-
depTuryH MmM6X ta Ko. KT, JlaHreHapreH, HimeuunHa.
BBeneHHs 3MiH NpoTArom 6-Ty MiCALIB MiCNs 3aTBEPAXKEHHS;
3MiHn | TUny - 3MiHK 3 sikocTi. FoTOBMI Nikapcbkuii 3acib.
3MiHu y BUpOGHMUTBI. 3MiHM y npoLeci BUpoGHMLTBA
rOTOBOrO MiKapCbKOro 3acoby, BKOYauy NPOMiXKHUIA
NPOAYKT, L0 3aCTOCOBYETLCS NPU BUPOBHMLTBI FOTOBOrO
nikapcbkoro 3acoby (HeaHayHa 3MiHa y npoLeci
BMPOGHMLUTBA) - 36inbLUeHHS po3Mipy inbTpa, SKkui
BUKOPWCTOBYETLCS NpY pinbTpauii B npoueci BUpobHuuTBa
N3, ons 3mMeHLWeHHs GionoriyHoro HaBaHTaxeHHs (3 10-
arovimoBoro ao 20 ANMOBOro), Ans anbTepHaTUBHOIO
BUpoGHKKa BeTTtep Papma-depturyH MmoX ta Ko. KT,
IlaHrenapreH, HimeuuuHa.

BBeneHHs 3MiH NpoTArom 6-Tu MiCALIB MiCNs 3aTBEPAXKEHHS;
3MiHn | TUny - 3MiHK 3 aKocTi. [oToBMI Nikapcbkui 3aci6.
3MiHn y BUpobHMUTBI. 3amiHa abo BBegEeHHsI A0aTKOBOI
OinbHULi BUpOOHULTBA ANst YacTUHU abo BCbOro
BMPOGHWYOro MPOLECy roToBOro MikapcbKoro 3acoby
(BinbHMUS, Ha skl NpoBoAATLCS Byab-siki BUPOGHMYI cTagii,
3a BUHATKOM BUMNYCKY Cepii, KOHTPOS AKOCTi Ta BTOPUHHOIO
nakyBaHHs1 4N CTePUIbHUX Nikapcbkux 3acobis
(BkntoYaK4M BUpobneHi acenTUYHUM METOAOM), KpiM
nikapcbkunx 3acobiB GionoriyHOro/imyHomnoriyHoro
NOXOMKEHHS) - BBeAeHHA AoaaTKoBOI AinbHuULi BeTtep
dapma-depturyH Mv6X Ta Ko. KT, JlaHreHapreH, HimewunHa,
SIK 4OAATKOBOI AinbHWLi 3 BUpo6HMUTBa J13 (NpuroTyBaHHS
CyMilli Ta 3aMoBHeHHS LWnpuuiB). BBeaeHHs 3miH npoTsrom
6-T1 MicsiliB nicns 3aTBEpAXKEHHS; 3MiHK | TUny - 3MiHKM 3
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BKIMIOYEHHS siKocTi. [oTOBMI Nikapcbknii 3aci6. KoHTponb rotoBoro

(HeBuammi vyacTkm),
CTEPUIbHICTb, BMICT
eTaHomny MeToaom
rasoBoi
xpomatorpadii (IX),
BMiCT 6eH3MnoBoro
cnupTy metogom X,
BMICT
6eH3nnbeHsoaty
meTtogom MX):
Bettep dapma-
depTuryH MM6X Ta
Ko. KI', HimeuyunHa

nikapcbkoro 3acoby. 3miHa y meTogax BUNpobyBaHHs
roTOBOro MikapCbKoro 3acoby (HesHayHa 3miHa y
3aTBEpPKEHNX MeToAax BUNpobyBaHHSs) - BHeceHHs
He3Ha4yHWUX 3MiH 4o MeToAay BuUnpobyBaHHs 13 3a
nokasHMkoM «CTepunbHicTb», 3okpema 36inbLueHHs Bigbopy
3paskiB Anst TECTYBaAHHS; 3MiHM | TUny - 3MiHM 3 SIKOCTi.
["oToBMI Nikapcbkuii 3aci6. KOHTponb roToBoro nikapcbkoro
3acoby. 3miHa y MeTogax BUNpobyBaHHsi rOTOBOMO
nikapcbkoro 3acoby (He3HayHa 3miHa y 3aTBepAXKEeHUX
meTogax BunpobysaHHs) - 3mikn y n. 3.2.P.5.3. Banigauis
aHaniTMYHMX MEeTOAMK 3a Noka3HMKoM «BbakTepianbHi
€HOOTOKCHHWY, a caMe 3MiHa PO3BEAEHHS PO34MHY Ans
BuNpobyBaHHs (3aTBepaxeHo: 1:300, sanponoHosaHo 1:20),
o6 oTpuMaTn po3BeAeHHA MakcMmarbHO HabnuxkeHe Ao
po3unHy 13; 3miHu | Tuny - 3miHm 3 akocTi. FoToBUIA
nikapcbkui 3aci6. 3MiHn y BUpOBHMUTBI. 3MiHa
iMmnopTepa/3aMiHu, Lo CTOCYOTLCSA BUMYCKY cepii Ta
KOHTPOI0 AKOCTi FOTOBOrO Nikapcbkoro 3acoby (3amiHa abo
[oaaBaHHA OinbHULI, Ha SKir 30IMCHIOETLCS
KOHTpOnb/BUNpobyBaHHs cepii) - logaBaHHs AinbHUL
Bettep ®Papma-depTturyH M'mbX ta Ko. KI, JlaHreHapreH,
HimeuuunHa, sk goaaTKoBy AiNbHULIO A4S aHaNiTUYHKX
BMNpobyBaHb J13 3a nokasHukamu: onuc, igeHTudikais
MeTOAOM iHbpayepBOHOI CreKTpocKonii, KiflbKicHe
BM3Ha4eHHs pyneecTpaHTy meTogom BEPX, npoayktu
paerpaalii, 06eM po3unHy Ans iHEKUIN Y KOHTENHepaX,
dyHKUioHanbHe BUNpobyBaHHst PFS, BMicT eTaHony
MeToaoMm X, BMicT 6eH3nnoBoro cnupty metogom X, BMicT
6eH3nnbeH3oaTy meToaom MX, 3 YTOUHEHHAM o0
BUNPOOYBaHHSA «MEXaHiYHi BKIHOYEHHS», @ came JofaBaHHs
KHEBUAMMI YacTKu»; 3MiHu | TUny - 3MiHK 3 AKoCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHM y BUpOOGHMUTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYHTLCS BUMYCKY cepii Ta
KOHTPOIO AKOCTi FOTOBOIO NiKapcbKoro 3acoby (3amiHa abo
[oaaBaHHSA OinbHULI, Ha SKil 30IACHIETLCS
KOHTponb/BunNpobyBaHHs cepii) - [logaBaHHs QinbHULI
Bettep ®apma-depTturyH M'moX ta Ko. KI', JlaHreHapreH,
HimeyuumHa i ginbHnui Bettep ®apma-PepturyH M'mbX ta Ko.
KI", MoocsiceH, PaBeHcOypr, HiMeuunHa Ha sikux
3AINCHIOETHCA BidyanbHUI KOHTPOIb MikapCbKoro 3acoby;
YTOUHEHHS nepeknagy AisnbHOCTI Ans AinbHuui BeTtep
Papma-dPepturyH Mv6X Ta Ko. KIM 3a MicLe3HaxoakeHHsIM
MoocsiceH, PaBeHcOypr Ta 3 yTOYHEHHAM nepeknagy
AisnbHocTi Ans ginbHUUi Bettep ®apma-PepturyH F'mboX ta
Ko. " 3a micuesHaxogxeHHsM XenbMyT-BeTTep-LUTpacce;
3MiHn | TUny - 3MiHK 3 gKocTi. [oToBMI Nikapcbkui 3acib.
3MiHn y BUpo6HMLTBI. 3MiHa iMnopTepa/amiHu, Lwo

CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOMO SIKOCTi FOTOBOr0
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

nikapcbkoro 3acoby (iHwi 3miHM) - BHeceHHs npaeku y
BMPOBHMYI dyHKUii BUpobHUKa AcTpa3eHeka tOK JlimiTepn,
30KpeMa, BUIy4eHHS BUAY AiSNbHOCTI «KOHTPOMb SIKOCTi», i3
NOCMiAOBHUM YTOYHEHHSAM «BUNPOOYBaHHS CTabinbHOCTI»,
3rifHO opuriHanbHUX JOKYMEHTIB BUPOOHYMKa. BBeAeHHs 3MiH
NpOTArom 6-Tn MicsALiB Nicns 3aTBEpKEHHS; 3MiHK | Tuny:
3MiHuM 3 aKocTi. [oToBMI Nikapcbkuii 3aci6. 3MiHK y
BMPOBHMUTBI (iHLWi 3MiHM) - YTOYHEHHs1 nepeknagy onvcy
BUKOHYBaHMX (pyHKLi BUpoBHMKa BeTtep ®apma-PepTuryH
'MBX Ta Ko. KI™ (LWyTueHwTpacce, PaBeHcOypr,
HimeuuunHa), 3rigHo maTepianiB peecTpauiiHoro OChE;
3MiHm |l Tuny - 3MiHK 3 sikocTi. FoTOBMI Nikapcbkuii 3acib.
3MiHM Yy BUpOBHMUTBI. 3MiHM y Npoueci BUpobHULTBA
rOTOBOrO fiKapCbKOro 3acoby, BKIOYauy NPOMiKHUIA
NPOAYKT, L0 3aCTOCOBYETLCS NPU BUPOBHMLTBI FOTOBOrO
nikapcbkoro 3acoby (cyTTeBa 3miHa y npoLeci BUPOGHMLTBA,
siIKa MOXe MaTu iCTOTHWUIA BMNYB Ha siKiCTb, 6e3neky Ta
eeKTUBHICTb Nikapcbkoro 3acoby) - TpaHcdep Ta
PO3LUMPEHHS BUPOBHMYOro NpoLecy Ha AinbHuLi
INanrenapren, HimewunHa npusseno 4o 3MiH B
TEXHOJOr4YHOMY MpoLECi, MOB'A3aHNX 3 06nagHaHHAM
(oHoBReHHs y n. 3.2.P.3.3. Onuc BMpOGHMYOro npotecy Ta
NOro KOHTponto). BBeaeHHs 3miH npoTarom 6-tu micsuis
nicns 3aTBepAXKEHHs!

202.

OEHIBYT-
ACTPA®APM

Tabnetku no 250 mr
no 10 Tabnetok y
GnicTepi, no 2
Gnictepn B Kopobui
3 KapTOHY

TOB
"ACTPA®A
PM"

YkpaiHa

TOB
"ACTPAGAPM"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiHux MaTepianis: 3miHu | Tuny -
3miHu wopo 6esnekn/edekTMBHOCTI Ta hbapmakoHarnagy.
3MiHM y KOpOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUIT ANs MEAWYHOrO 3aCTOCYBaHHS
reHepuyHMX/ribpnaHux/6ionofibHMx nikapcbkmx 3acobis
nicns BHECEHHS Tiei camoi 3MiHW Ha pedepeHTHUI npenapat
(3miHa He noTpebye HalaHHS XOAHWX HOBKX A40AaTKOBUX
naHux) 3MiHM BHECEHO [0 iHCTPYKUIT ANst MeANYHOro
3acTocyBaHHS fikapcbKkoro 3acoby y posginu:
"®apmakoTepaneBTuyHa rpyna. Kog ATX " (3aTBepaxeHo:
NO6B X; 3anponoHoBaHo: NO6B X22), "dapmakonorivHi
BnactumeocTi", "lNokasaHHs", "lMpoTunokasaHHsa", "Baaemogis
3 iHWKMK nikapcbknMmn 3acobamu Ta iHLWi Buan Baemogin",
"OcobnuBocTi 3acTocyBaHHA", "3acTocyBaHHs y nepiog
BariTHocTi abo rogyBaHHs rpyaato”, "Cnocib 3acTocyBaHHs
Ta pgosn", "Mepeno3yBaxHs", "MobiyHi peakuii”, "KaTeropis
BiAnMycKy" 3rigHo 3 iHpopMalLlieto LWoA0 MEANYHOTO
3acTocyBaHHSA pedpepeHTHOro nikapcbkoro 3acoby
(HOO®EH, Tabnetkn)

6e3
peuyenma

UA/17285/01/01

203.

DITOCENT®

PO34MH ANA POTOBOI
nopoxHuHK, no 100
MA 'y dnakoHi
cknsiHoMy abo
nonimepHomy, no 1
¢nakoHy B nayui 3

MPAT
"OITOPAPM

YkpaiHa

MPAT "®ITODAPM"

YkpaiHa

BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny -
ApamiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
agpecu 3asiBHUKa (BNacHWKa peecTpauiiHoro NocBig4eHHs) -
3MiHa agpecy 3asiBHVKa. BBeaeHHs 3MiH mpoTarom 6-u
MicsLiB nicns 3aTBepOXKEHHS

3a
peuerimom

UA/11306/01/01
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KapToHy; no 100 mn
y dbrnakoHax
cknsHux abo
noniMepHux
204, ®JIABOBIP® cupon no 30 mn, abo TOB "HBK Ykpaina TOB "HBK Ykpaina BHECEHHS 3MiH 40 peecTpauiinHMX maTepianis: 3miHu | Tuny - bes UA/5510/01/01
no 50 mn, a6o no 60 "Exkochapm" "Exkochapm" AZMiHiCTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHs1 Ta/abo peuenma
My donakoHax 3 agpecw 3asiBHMKa (BNacHyKa peecTpaLiiHoro nocBigvYeHHs)
ckna abo nnacTuky; 3MiHa agpecw 3asiBHMKa. 3MiHM BHECEHI B iHCTPYKLiO Ans
no 1 donakoHy MeAMYHOro 3aCTOCyBaHHsI NikapCbKoro 3acoby y po3ain
pasom 3 JO3YyH4OH "MicuesHaxomkeHHs 3asiBHMKA" 3 BigNoBigHUMM 3MiHaMK B
E€MHICTIO Y navui 3 TEKCTi MapKyBaHHS YNaKkoBOK.
KapTOHY BBegeHHs 3MiH NPOTArom 6-TW MicsLIB NicNsa 3aTBEPIKEHHS.
205.| ®JTIOKCUMEL Kpanni o4Hi Ta TOB YkpaiHa yoprng MEgUUMH TypeyunHa BHECEHHS 3MiH IO peecTpauinHmx maTtepianie: 3miHa 3a UA/18192/01/01
BYLLHIi, PO34MH, 3 "YOPIIA IJTAY CAH. BE 3agBHuka 113 (MIBI) (BnacHvka peecTpauiiHoro peuernmom
Mmr/mmn; no 5 mny MEOVLINH" TIOK. A.LL. noceigyeHHs) (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460):
dnakoHi- BBeaeHHs 3MiH NpoTarom 6-Tu MicAUIB NiCNs 3aTBEPAXEHHS.
KpanenbHuui; no 1 3MmiHun | Tvny - 3MiHn Wwopo 6e3nekn/edpeKTUBHOCTI Ta
bnakoHy- cdapmakoHarnsgy. BeegeHHst abo 3MiHM 0o y3aranbHEeHUx
KpanenbHuLi B AaHux npo cuctemy chapmakoHarnsaay (BBeAeHHs
KapTOHHIN kopobLi y3ararnbHeHVX AaHuX Npo cuctemy bapmakoHarnsgy, 3amiHa
YNOBHOBa)eHOT 0cobW, BignoBigansHoi 3a 34iMCHEHHS
dapmakoHarnsay; KOHTakTHOi ocobu 3 dhapmakoHarnsay
3asiBHUKA ANA 34INCHEHHS dbapmakoHarnsay B YKpaiHi, SKwo
BOHa BiIMiHHa Bif YNOBHOBaXxeHOi ocobu, BianosigansHoi 3a
3[iNCHeHHS dhapmakoHarnagy (BKoYadm KOHTaKTHiI AaHi)
Ta/abo 3MiHM y po3MilLeHHi MacTep-caiina cuctemu
hapmakoHarnsigy)
3miHa ynoBHOBaXeHOI 0cobu 3asBHUKa, BiAMOBIAANbHOI 3a
capmakoHarnag. Oitova pegakuis: Casiwesa Jlapuca /
Savishcheva Larisa.
MponoHoBaHa pepakuisi: Myano MNaHHa CtaHicnasiBHa.
3MiHa KOHTaKTHMX JAaHWX YNOBHOBAXXEHOI 0CcobYM 3asiBHUKA,
BignoBiganbHoi 3a hapmakoHarnag. 3MiHa micus
30iNCHEHHS] OCHOBHOI AisiNbHOCTI 3 chapmakoHarnsgy. 3MiHa
MicLle3HaxooKeHHs MacTep-channa cuctemm
dapmakoHarnsagy.
206.| ®IYTIKA3OH mas3b, 0,05 mr/r, no ToBapucTBO YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHMX maTtepianis: 3miHu | Tuny - 3a UA/15997/02/01
15 ry 1y6i; no 1 Ty6i 3 BMPOGHMLTBA, ALMiHicTpaTMBHI 3MiHW. 3MiHa Ha3BM nikapcbkoro 3acoby - peuernmom
y KopobLUji 3 KapTOHY obmexeHo KOHTPOIb SIKOCTI, 3MiHa HasBu J13, y 3B'sI3Ky 3 MapKETUHIOBOK MONITUKOK
Bignosigans BUMYCK Cepii: nignpuemctea. 3atBepmkeHo: FluDerm ®ny[epm
HiCTIO ToBapucTBo 3 3anponoHoBaHo: Fluticasone ®nyTikazoH BeeaeHHs 3miH
"®apmaueBT obMexeHow NpOTHArom 6-Tu MicsILiB Nicns 3aTBepOXKEHHS
M4Ha BiAnoBiganbHICTO
KOMMaHisi "®apmaueBTnyHa
"3gopos's" KOMMaHis
"3popos'a”, YkpaiHa
BCi cTaaii
BUPOGHMLTBA,

BMNYCK cepii:




127 [TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
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ToBapucTBo 3
obmexeHor
BiANOBIgANbHICTIO
"®apmaueBTUYHa
KOMNaHisi
"3popos'a”, YkpaiHa
KOHTPOMb SIKOCTI:
ToBapucTso 3
obmexeHoto
BiANOBIgANbHICTIO
"®APMEKC Irpyn",
YkpaiHa
207.| ®YKOPLMH PO3YMH HALLKIpHUIA MPAT Ykpaina MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny - bes UA/0182/01/01
no25mny "®ITOPAPM ApnMmiHicTpaTuBHI 3mMiHW. 3MiHa HaliMeHyBaHHs Ta/abo peuenma
dnakoHax " agpecw 3asiBHMKa (BNacHWKa peecTpauiiHoro NocBigYeHHs) -
3MiHa agpecy 3asiBHWKa. BBeaeHHs 3MiH npoTarom 6-m
MicsaUiB Nicnsa 3aTBepAXeHHsA
208, ®YPALUUNIH Kpanni BYLUHi, MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix martepianis: 3miHu | Tuny - bes UA/8351/01/01
po3unH 0,066 %; no dapmauesT dapmaueBTMyHa 3MmiHn 3 AkocTi. [oToBMI Nnikapcbkui 3acib. Cuctema peuenma
20 mn y hnakoHax; n4yHa tabpuka "Biona" KOHTeNHep/3aKynoptoBanbHuUii 3acio. 3miHa y NEpBUHHIN
no 20 mn 'y gnakoHi; habpvka ynakoBL{i FOTOBOrO MiKapCbKoro 3acoby (SKicHWI Ta
no 1 dnakoHy y "Biona" KinbKicHWI cknag) - M’'siki Ta HecTepunbHI pigKi nikapcbki

nayui ; no 20 mny
cdnakoHax,
YKYMOPEHMX
npobkoto Ta
KpuLLkoro abo
npobkoto-
KpanenbHuueto Ta
KpuLKow; no 20 mn
y bnakoHi
YKynopeHomy
npo6koto-
KpanenbHuueto; no 1
dnakoHy y nayuj; no
20 mn y dpnakoHax
noniMepHux,
YKyNOpeHnx
npobkoto-
KpanenbHuLEe Ta
KpuLkoto; no 20 mn
y drakoHi
norniMepHomy,
YKynopeHomy
npo6koto-
KpanenbHuLEe Ta
KpULLIKOIO; No 1
dnakoHy y nayui

dopMu — BBEAEeHHA A0AaTKOBUX YNakoBok no 20 mny
dnakoHax nonimepHux (®BI1-30-18 3
nonieTuneHTepedTanary), ykynopeHmx npobkamu-
kpanensHuusmm 3 MNEBT (2.2.a2-13) Ta kpuwkamu (K1) y
nayui Ta 6e3 nayku, 3 BignoBigHMMM 3MiHAMK [0 p.
«YnakoBka». 3MiHM BHeCeHi B po3ain "Ynakoska" B
iHCTPYKUilO ANS MeANYHOro 3aCTOCYBaHHS MikapCbKoro
3acoby y 3B"s3Ky 3 BBEAEHHAM A04ATKOBMX YNaKOBOK, K
HacnigoK - 3aTBEPKEHHS TEKCTY MapKyBaHHS JOAATKOBMX
ynaKkoBOK fikapcbkoro 3acoby. BBeaeHHs1 3MiH npoTsrom 6-
TV MicSILiB MicNsi 3aTBEPOKEHHS.
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209.| PYPALUNIH® Tabnetku ans NAT YkpaiHa MAT "Tannycapm”, YkpaiHa 3MiHuM | TUNy - 3MiHK 3 akocTi. FoToBUI NikapcbkuiA 3acib. 6e3 UA/5187/01/01
NPUroTyBaHHA "Tannydap Ykpaina; MAT KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y metoaax peuenma
pPO34MHy Ang m" "Kuismegnpenapat”, BMNPOOYBaHHS rOTOBOrO flikapCcbkoro 3acoby (HesHayHa
30BHILLHBOIO YkpaiHa 3MiHa y 3aTBEpOXXEHNX MeToAax BUNPODbyBaHHS) 3MiHM B
3acTocyBaHHs o 20 MeToAi KoHTponto Ans N.«OAHOPIAHICTb 4030BaHNX
mr; no 10 TabneTok OAMHULbLY, @ came: Npy NPoBeAeHHI aHani3y 3a3HavyaeTbCst
y 6nictepax; no 10 BUKopucTaHHs CtaHgapTHoro 3paska (C3) HiTpodypany, Lo
TabneTok y bnictepi; nepenbayae BUKOPUCTaHHS SIK NEPBUHHUX CTaHAAPTHUX
no 2 6nictepu B 3paskiB (EP CRS abo C3 [1dY) Tak i BTOPMHHMX
nauyui CcTaHgapTHMX 3pa3skiB (PC3)
210, XINO-KOMOA® | kpanni o4Hi, 2 mr/mn | YPCADAPM | HimewunH YPCA®APM HimeyunHa BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3amiHu | Tuny - bes UA/7443/01/02
POPTE no 10 mny ApuHanmiTT a ApuHanmiTTenb 3MiHM Wwoao 6e3nekun/edekTBHOCTI Ta hapMakoHarnagy. peuenma
GaraTtogo30BOMY enb M'mM6X 6X BBepneHHs abo 3MiHM [0 y3aranbHeHUX gaHuX Npo cUcTeMy
KOHTEeWHepi, apmakoHarnsay (BBEAEHHS y3aranbHeHUX 4aHUX Npo
OCHalleHoMy cucTeMy chapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocobu,
NOBITPOHENPOHMKHN BiANOBIgANbHOI 3a 34iNCHEHHS chapMakoHarnsay; KOHTakTHOI
M Hacocom Ta ocobu 3 hapmakoHarnagy 3asBHMKa AN 3AINCHEHHS
3aKpuToOMy thapmakoHarnagy B YkpaiHi, SKLWO BOHA BigMiHHA Big
KoBrna4kom; no 1 YNOBHOBa)eHOT 0cobWu, BignoBigansHoi 3a 34iMCHEHHS
KOHTEeWHepy B dapmakoHarnsaay (BKIoYaym KOHTaKTHI AaHi) Ta/abo 3miHm
KapTOHHIl kopobui Y PO3MilLieHHi MacTep-anina cuctemmn dapmakoHarnsgy).
3MiHa KOHTaKTHOI 0cobK 3asiBHUKA, BiAnoBiaanbHoi 3a
dapmakoHarnsa B YKpaiHi.
[Hitoua pepakuisi: KynHoBuubkuin OcTan. MponoHoBaHa
pepakuis: LWknspesuy Irop OnekcaHgposuy. 3MiHa
KOHTAKTHMX JAHMX KOHTAKTHOI 0COOU 3asiBHUKA,
BignosiganbHoi 3a dapMakoHarnsg B YKpaiHi.
211, XOHAOPOITUH® | po3uvH Ans iH ekuin, MPAT Ykpaina MpAT "Iekxim- YkpaiHa BHECEHHS 3MiH IO peecTpauiiHix maTepianis:amiHu | Tuny - 3a UA/15621/01/01
I’ eKLT 200 mr/2 mn; no 2 "®ITOPAPM XapkiB" AaMiHiCTpaTVBHI 3MiHW. 3MiHa HaMeHyBaHHs Ta/abo peuenmom
M B amnynax; fno " agpecw 3asiBHMKa (BNacHWKa peecTpaLiiHoro NocBigYeHHst) -
10 amnyn B nayuj; 3MmiHa agpecu 3asBHUKa. TepMiH BBEAEHHS 3MiH - NPOTArOM
no 2 mn B amnynax; 6 MmicsLiB nicnsi 3aTBEpOKEHHSA
no 5 amnyn B
GnicTepi; no 2
Gnictepn y nayui 3
KapTOHY
212 XOHOPOCAT PO34MH AN iH'eKLiN, TOB "®3 YkpaiHa TOB "®3 YkpaiHa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/14288/01/01
100 mr/mm; mo 2 mn "BIO®PAPMA "BIO®APMA" 3miHu 3 AkocTi. FoToBUIA Nnikapcbkuii 3acid. Cuctema peuernmom
B amnyni; no 5 " KOHTelHep/3akynoptoBanbHUi 3aci6. 3miHa y MeToaax
amnyn y 6nictepi; no BUNPOOYBaHHSA NEPBMHHOI YNaKOBK/ rOTOBOTO I1iKkapCbKOro
2 6nictepu B nayuj 3 3acoby (He3HauHi 3MiHW y 3aTBepOKEeHVX MeTofax
KapTOHY BUNpobyBaHb). BHeceHHs 3miH go p. 3.2.P.7 Cuctema
KOHTelHep/3aKynopioBanbHuUiA 3acib, a came - B
3anponoHoBaHii pegakuii Cneuudikauii/MeTogax KOHTPOIO
SIKOCTi B MOKa3HMKy «[loBepxHeBa rigponiTuyHa CTinkicTb
BHYTPILLUHBOT MNOBEPXHIi» 3a3HAaYEHHS KiNbKOCTi
BMNpoboBYBaHNX 3paskiB AN amnys, 06’emM SKMX CTaHOBUTb
2 mnTa 5 mn.
213, XOooITONn PO34MH OpanbHUiA, JNNa6opaTopii PpaHuis BMPOGHMLUTBO PpaHuis BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3mibu | Tuny - bes UA/8704/02/01
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no 120 mny Po3sa- Hepo3adhacoBaHoi 3MiHuM 3 aKocTi. [oToBMI Nikapcbkuii 3aci6. 3MiHK y peuenma
dnakoHi; no 1 ditodhapma npoaykLuii, nepsuHHa BMPOOHMUTBI. 3MiHa iMNopTepa/aMiHu, Lo CTOCYIOTLCS
nakoHy y Ta BTOPWHHA BUMNYCKY Cepii Ta KOHTPOIO AKOCTi FOTOBOTO JiKapCbKOro
KapTOHHIl kopobui ynakoBka, KOHTPOSb 3acoby (3amiHa abo goaaBaHHSA BUpobHMKa, Lo BianoBiaae
SKOCTI, 3a BBe3eHHs Ta/abo Bunyck cepii) - He Bkntovaroum
BignosigansHWUi 3a KOHTPONb/BUNpoByBaHHsA cepii. 3amiHa BupobHuka 13 i3
BUMYCK Cepii: JlabopaTopii Po3a-ditodapma, PpaHuis Ha Jlabopatopii
Na6opaTopii Marioni Mawoni Cninanep, ®paHuis, BianosiganbHOro 3a BMNyck
CniHgnep, PpaHuis cepii, He BKIKOYaloun KOHTPONbL/BUNPOOYBaHHS cepii.
BBefeHHs 3MiH NpoTArom 6-Tu MicAUiB Nicns 3aTBEPAXKEHHS.
3MiHn | TUny - 3miHK Wwopo 6esnekn/edekTMBHOCTI Ta
capmakoHarnsgy (iHwi 3miHM). OHOBMEHHS TEKCTY
MapKyBaHHS NePBUHHOI (M.6) Ta BTOPMHHOI ynakoBku (M. 17)
nikapcbKoro 3acoby LLoa0 HaHeCeHHs norotuny. BeeaeHHs
3MiH NPOTArom 6-T1 MicsaUiB NicNs 3aTBEPLKEHHA
214.| XO®ITON TabneTkn, BKpUTI JlabopaTopii dpaHuis BUPOBHMLUTBO dpaHuia BHECEHHS 3MiH [0 peecTpauiHMx maTtepianis: 3MiHu | Tuny - 6e3 UA/8704/01/01
obornoHkoto, no 200 Posa- Hepo3dacoBaHoi 3MiHu 3 gKkocTi. FoToBMIA Nikapcbkui 3aci6. 3MiHn y peuenma
mr, no 30 TabneTtok ditodhapma npoaykuii, nepBuHHa BUPOGHMUTBI. 3MiHa iMnopTepa/3amiHu, L0 CTOCYOTLCS
y 6nicTepi; no 2 abo Ta BTOpMHHa BUMYCKY Cepii Ta KOHTPOSO SKOCTi FOTOBOrO MiKapCbKoro
6 GnictepiB y ynakoBKa, KOHTPOIb 3acoby (3amiHa abo goaaBaHHSA BUpobHMKa, WO BiANOBIAae
KapTOHHiIl kopobui SIKOCTI, 3a BBe3eHHs Ta/abo Bunyck cepii) - He Bkntovatoum
BignosiganbHWi 3a KOHTPOMb/BUNpoByBaHHs cepii. 3amiHa BupobHuka 13 i3
BMNYCK cepii: JlabopaTopii Po3a-ditodapma, PpaHuia Ha JlabopaTopii
TabopaTopii ManeHik ["aneHik BepHiH, ®paHuis, BignosiganbHoro 3a BUNyck cepii,
BepHiH, ®paHuis He BKI0Yaruy KOHTporb/BUNpobyBaHHSs cepii. BBeaeHHs
3MiH NPOTArom 6-Tu MICSILiB Micns 3aTBEPKEHHS. 3MiHM |
TMny - 3MiHK Wwopao 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsgy (iHwi 3miHu). OHOBNEHHS TEKCTY
MapKyBaHHS MEPBUHHOI (M1.6) Ta BTOPMHHOI ynakosku (n. 17)
nikapcbKkoro 3acoby LWoAo HaHeCEHHs noroTuny. BBeaeHHs
3MiH NpOTArom 6-Tn MicsiLiB NicNs 3aTBEPAKEHHS
215, UE®AINEKCHUH rpaHynu ans "Xemodapm Cepbis "Xemodbapm" All, Cepbis/ BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/7888/01/01
oparnbHoi cycneHsit, "AQ Cepbisi (BUpOGHMK YopHoropis 3miHu wopo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsgy. peuenmom

100 mn (250 mr/5mn)
no 40 r y dnakoHi;
no 1 dnakoHy
pasom 3 MipHO
TIOXKOIO Y KapTOHHIl
ynakoBLi

KOHTPOMb Ta BUNYCK
cepii); XeMOMOHT
A.0.0., YopHoropis

(BMPOBHWMK roTOBOrO

nikapcbkoro 3acooy,

nepBuHHe Ta
BTOPWHHE
nakyBaHHs1,
KOHTpOb cepii)

BeeneHHs abo 3MiHM [0 y3aranbHEHVX AaHKX NPO CUCTEMY
bapmakoHarnsgy (BBe4eHHS y3ararnbHEHUX AaHUX Npo
cucTemMy chapMakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
BiAnoBiganbHoi 3a 3AiINCHEHHSA hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsaay 3asiBHVUKa Anst 30iNCHEHHS!
dapmakoHarnagy B YkpaiHi, SKLWo BOHa BiAMiHHa Big
yMNOBHOBaXeHOI 0cobu, BiAnoBiaanbHoI 3a 3A4iNCHEHHS
dapmakoHarnagy (BKIo4arymn KOHTaKTHI AaHi) Ta/abo 3miHn
y po3MiLLleHHi MacTep-darina cuctemu apmakoHarnagy).
3miHa ynoBHOBaXeHOT 0cobu 3asiBHUKA, BignoBigansHoI 3a
dapmakoHarnag,.

[itova pepakuis: Dr. Friderike Klein, MD. NponoHoBaHa
pepakuis: Dr. Andreas lwanowitsch / [Joktop AHapeac
IBaHOBWY.
3MiHa KOHTaKTHUX AaHWUX YNOBHOBaXEHOI 0cobu 3asiBHUKA,
BigNoBiganbHoi 3a dhapmakoHarnsg. 3MiHa KOHTaKTHOT
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
ocobu 3asBHUKa, BiANOBIAanbHOI 3a hapmakoHarnsg B
Ykpaini. [litoya pegakuisi: MNpycbkuin Ctanicnas.
MponoHoBaHa peaakuis: oy TeTsaHa KOpiiBHa.
3MiHa KOHTaKTHWUX JaHNX KOHTaKTHOT 0cobu 3asiBHUKa,
BignoBiganbHoi 3a apMakoHarnsg B YKpaiHi.
216.| UUBOPAT- Kpanni o4Hi; no 10 MPAT YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHMX maTtepianis: 3miHu | Tuny - 3a UA/0760/01/01
O®TAH My donakoHax "®ITOPAPM ApnmiHicTpaTuBHi 3MiHW. 3miHa HaliMeHyBaHHS Ta/abo peuernmom
" agpecu 3asiBHMKa (BNacHyKa peecTpaLiiHoro NocBigYeHHs) -
3MiHa agpecy 3asiBHVKa. BBegeHHs 3MiH NpoTsarom 6-tu
MicsALiB Micns 3aTBepAXEHHS
217. LUUNHKY NOPOLLIOK MpusaTHe YkpaiHa Makko OpraHikec, Yecbka BHECEHHS 3MiH A0 peecTpauinHnmx maTtepianis: 3miHu | Tuny - - UA/12258/01/01
CYNb®AT (cybeTaHuis) y akujioHepHe c.p.o. Pecny6nika 3MiHu 3 akocTi. CepTudikat BignosiaHocTi/l'E-cepTudikat
FENTArAPAT naketax TOBapucTBo BiAMOBIAHOCTI €Bponencoki papmakonei/moHorpadii.
nonieTuneHoBmx “Iekxim — MogaHHA HOBOro abo oHoBneHoro ceptudpikara
ons Xapkis” BignoBigHoCTi abo BUNy4eHHs cepTudikarta BignoBigHOCTI
dapmaueBTUYHOTO €Bponewicbkin dapmakonei: ana A®l; ansi BuxigHoro
3acToCyBaHHsA matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BMKOPUCTOBYIOTbCA Y BUpobHUUTBI ADI; Ans AONOMDKHOT
peyvoBUHM (cepTuUdikaTt BianoBigHOCTI EBponenchbkin
dapmakonei) - OHoBReHu cepTudikat Bif yxe
3aTBepOKeHoro BUpobHUKa - MogaHHsA OHOBMEHOTO
cepTtudikaTty BignosigHocTi € Ne R1-CEP 2015-375-Rev
00 (3aTtBepaxeHo Ne RO-CEP 2015-375-Rev 00) ans A®I Big
BXe 3aTBepakeHoro BupobHuka Macco Organiques s.r.o.,
Yecbka Pecnybnika, Ta sk Hacnigok 3amiHa posginy « TEPMIH
MPUOATHOCTI» Ha « TEPMIH MEPEKOHTPOJTO» B MKA
n3
218.| UMNPAIEKC TabneTkn, BKPUTI JlyHobek Oania BUPOBHMLUTBO Oania BHECEHHS 3MiH O peecTpaLiiHMX maTtepianis: 3miHu | Tuny - 3a UA/8760/01/01
NniBKOBOIO Ekcnopt A/C Hepo3adacoBaHOro 3miHu wopo 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay. peuenmom

obonoHkoto, no 10
Mr; no 14 TabneTtok
y 6nicTepi; no 2
Gnictepu B
KapTOHHiI kopobLyi

NpPoAYKTY, NepBUHHE
Ta BTOPUHHE
nakyBaHHs, BUMYCK
cepin: X. NyHaGek
A/C, OaHis;
BunpobyBaHHsi 3a
MOKa3HMKOM
«MikpobionoriyHa
uuctoTa»: EypodiHc
Biodpapma MNpogakT
TecTiHr JeHmapk
A/C, OaHia

3MmiHa y KOpOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUiT ANA MEANYHOro 3aCTOCYBaHHS Ha
nigcTasi perynspHoO OHOBIOBAHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neku
3aCTOCYBaHHS NiKapCcbKoro 3acoby B micnspeecTpauiiHni
nepiod, abo sk pe3ynbTaT OLiHKK 3BITY 3 4OCTIAXEHD,
npoBeAeHuX BignoBigHO A0 NnaHy negiatpuyHnx
pocnigxeHb (PIP) (3MiHy y3rogKeHo 3 KOMMETEHTHUM
YMNOBHOBaXEHNM OpraHoM) - 3MiHW BHECEHO [0 iHCTPYKLT
ANs MEeAMYHOro 3acTOCyBaHHS NikapcbKoro 3acoby Ao
po3ainy "OcobnuBocCTi 3acTocyBaHHA" (3aCTOCYBaHHSI
nikapcbkoro 3acoby Moxe NpU3BOAUTU A0 NiABULLEHHS
BHYTPILLHBOOYHOTO TUCKY Ta [0 3aKPUTOKYTOBOI rMaykomm)
BiZNOBIOHO 10 OHOBMEHOI iHGhopMmaLlii 3 6e3neku
3acTocyBaHHS nikapcbkoro 3acoby; 3MiHu | Tuny - 3MiHu
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Ymoeu

Homep

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

aidnycky

peecmpayiliHo2o
noceio4yeHHs1

Lwofo 6esnekun/edhekTUBHOCTI Ta hapmakoHarnsgy. 3miHa y
KOPOTKil XapakTepucTuui nikapcbkoro 3acoby, TekcTi
MapKyBaHHs Ta iHCTPYKUiT AN MEeANYHOro 3acTOCyBaHHS Ha
nigcTaBi perynsipHO OHOBSIOBAHOIO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS nikapcbkoro 3acoby B nicnsipeecTpauiiHnii
nepiog, abo sik pesynbTaT OLiHKM 3BiTY 3 AOCNAKEHD,
NpoBeAEeHMX BigNoBIgHO A0 NnaHy negiatpuyHnx
pocnigkeHb (PIP) (3MiHy y3rog)kKeHo 3 KOMMNETEHTHUM
YNOBHOBaXXEHUM OpraHom) - 3MiHM BHECEHO A0 iHCTPYKLT
0N MeQMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby oo
po3ainis "OcobnmBocTi 3acTocyBaHHS", "3acTocyBaHHs y
nepiog BariTHocTi abo rogyBaHHs rpyaar” Ta "MoGiyHi
peakuii” (LLoao NiaBULLEHHS PU3MKY BUHUKHEHHSI
nicnapoaoBMX KPOBOTEY) BiANOBIAHO 4O pekoMeHaauin
PRAC; 3MmiHu Il Tuny - 3miHn wopo 6e3nekun/eekTUBHOCTI
Ta cbapmakoHarnagy. 3mMiHW y KOPOTKil XxapakTepucTuui
nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii ans
MELMYHOrO 3aCTOCYBaHHS y 3B’s13Ky i3 HOBUMM AaHUMU 3
SAKOCTI, AOKNIHIMHUMMW, KNIHIYHUMW OAHUMW Ta AaHUMK 3
apmakoHarnsgy - 3miHM ymoB 36epiraHHs, 3aTBEPIKEHO:
36epiraT Npy Temnepatypi He Bue +25°C,
3aMpOrNoHOBaHO: crneuianbHNX yMoB 36epiraHHs He
notpebye. BHeceHo yTo4uHeHHs oo p. Onwuc, a came
"Tabnetka Moxe ByTu nogineHa Ha ABi piBHI YacTuHK".
3MiHV BHECEHO [0 iHCTPYKLUii ANst MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3sgainis "®apmakonoriyHi
BnactueocTi", "lpoTunokasaHHs", "B3aemogais 3 iHwWvMu
nikapcbkumm 3acobamu Ta iHWi Buam B3aemogin”,
"OcobnueocTi 3acTocyBaHHA", "3acTocyBaHHs y nepiof,

BariTHoOcTi abo rogyBaHHs rpyaar"” (BHECEHHS 4OAATKOBUX
3acTtepexeHb), "Cnocib 3actocyBaHHA Ta go3n”, "Oitn"
(pepakuinHi yTouHeHHs), "MepenosysaHHs", "MoGivHi
peakuii” BiANoBigHO A0 MaTepianis peecTpaLinHOro Aocbe, a
TakoX [0 TeKCTy po3ainiB "OCHOBHI (Di3VKO-XiMiYHi
BnactmsocTi" Ta "YmoBu 36epiraHHs"

6e3

UA/17370/01/01

219.

LWTPAMOH
MAKCI®

Tabnetku no 10
Tabnetok y
KOHTYPHI
YapyHKOBIN
ynakosui; no 1, no 2
abo no 5 KOHTYpHMX
YapyHKOBUX
ynakoBOK y navi

MpAT
"®apmaueBT
nyHa cipma

"OapHuus”

YkpaiHa

MpAT
"®apmaueBTnYHa
dipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny -
3miHu Wwopao 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay.
3MiHa y KOpOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUiT AnA MEeAWYHOro 3acTOCyBaHHS Ha
nigcTasi perynsipHO OHOBIMOBaHOrO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3aCTOCYBaHHS NiKapCcbKoro 3acoby B micnspeecTpauiiHni
nepiod, abo sk pe3ynbTaT OLiHKK 3BITY 3 4OCTIAXEHD,
npoBeAeHNX BignoBigHO 40 NnaHy negiatpuyHux
pocnigxeHb (PIP) (3MiHy y3rogKeHo 3 KOMMETEHTHUM
YMNOBHOBaXEHNM OpraHoM) - 3MiHW BHeceHo A0 IHCTpyKuii

Ana Megu4yHoro 3actocyBaHHA J'IiKapCbKOFO 3aco6y o

peuernma
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa Ymoeu Homep
aidnycky peecmpauyiliHo2o
noceio4yeHHs1

po3ainy "Baaemogis 3 iHWUMK nikapcbkummn 3acobamu Ta
iHWi B1Au B3aemogin”, "OcobnmBocTi 3acTocyBaHHS" OO
6e3nekn 3aCToCyBaHHS Ail04MX PEYOBWH BIAMNOBIAHO A0
pekomeHgauin PRAC. BeegeHHs1 3MiH NpoTsirom 6-tu
MicsLiB nicns 3aTBepAKEHHS

B.o. NeHepanbHOro gupeKkropa

dapmaueBTUYHOro AupeKTopaTy

IBan 3AIBOPHUX




