Jonarok 3
A0 Haka3y MiHicTrepcTBa 0X0pOHH
3p0poB’sa Ykpainu «IIpo aep:xxaBHy
peecTpauiio (mepepeecrpaniio) JikapcbKux
3ac00iB (MeIUYHUX IMYHOOi0JIOrTYHMX
npenapariB) Ta BHeCeHHs 3MiH /10
peecTpauiiHuX MaTepiaaiB»

Bix 11 mioToro 2025 poky Ne 240

MEPEJIK
JIKAPCBKHMX 3ACOBIB (MEJAYHUX IMYHOBIOJIOITYHUX IPEMAPATIB), IIOJ0 SIKAX BYJIM BHECEHI
3MIHHU JJO PEECTPALIMHUX MATEPIAJIIB, SIKI BHOCSITHCS 1O JEP)KABHOI'O PEECTPY JIKAPCBKHUX
3ACOBIB YKPAIHHA

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npouyedypa Ymoeu Peknam Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa 8uUpo6HUKa eionycky yeaHHs1 | peecmpayitiHo20
3acoby ynakoeka) noceio4yeHHs1
1. | ABANIAM TabneTkn, BKpUTI [eTepo IHAisa [eTepo I1ab63 IHAisA BHECEHHS 3MiH 40 peecTpauiinHux maTepianis: 3miHu | 3a UA/15750/01/01
NNiBKOBOO Jla63 TimiTen TMny - 3MiHK 3 AKocTi. FoToBUIA Nikapcbkuin 3aci6. 3MiHK peuenmom
o6onoHkoto, no 600 Nimiten y BUPOGHMLTBI. 3MiHa po3Mipy cepii (BKnroYaoum
mr/300 mr no 30 Jiana3oH po3Mipy cepii) roToBOro nikapCbkoro 3acoby
TabneTok y (36inbLeHHs o 10 pasiB NOpPIBHSAHO i3 3aTBEPAKEHUM
KOHTENHepi, no 1 po3mipoM) - BBEAEHHS foAaTKoBOro po3mipy cepii 13 -
KOHTEVHepy pa3om 3 3aTBepaxeHo: 226.875 kr (150 000 TabneTok); -
«MonepemxyBansHO 3anponoHoBaHo: 226.875 kr (150 000 TabneTok),
10 KapTOO» B 2062.500 kr (1 500 000 TabneTok).
KapTOHHIN kopobui
2. | AEPO®INIH® Tabnetku no 400 wmr; En. Bi. Ci. ITanis Ew. Bi. Ci. ITanis BHECEHHS 3MiH 0 peecTpaLiiHuXx MaTepianis: 3miHu | 3a UA/4391/01/01
no 10 TabneTtoky PAPMACH PAPMACHBIOTI Tmny - 3MiHK Wwopao 6esnekn/edekTMBHOCTI Ta peuenmom
6nicTepi; no 2 OTILN L C.IN.A. dapmakoHarnsagy (iHwi 3miHn) 3MiHM BHECEHO B TEKCT
Gnictepu B C.N.A. MapKyBaHHSI BTOPUHHOI yMakoBKM MikapcbKoro 3acoby y
KapTOHHIN kopobui po3gin 17. «IHWE», a came: BunyyeHHs dpasmn
EkckntosvBHui anctpmb’iotop B YkpaiHi: TOB
«Merakom» Ta iHdopmaLii npo norotun TOB
«Merakom». BBegeHHs 3MiH NpoTArom 6-Tu MicsiLis
nicns 3aTBEpAXKEHHS.
3. | ABUTPOMIUUH | TabneTtku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEeHHS1 3MiH 4O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/0137/02/01
-AAPHULA obornoHkoto, no 500 "®apmaueBT "®apmaueBTUYH Tmny - 3MiHn 3 skocTi. CepTudikaT BignosigHocTi/lE- peuyenmom
mr no 3 Tabnetkn y nyHa cipma a cbipma cepTudikaT BignoBigHOCTI €EBponencheki
KOHTYPHil "OapHuus” "OapHuus" dapmakonei/MoHorpadii. 3mMiHK, NoB'A3aHi 3
YapyHKOBIN HeOoOXiOHICTIO NpMBeaEeHHS Y BignoBigHICTL A0
ynakoBui; no 1 MoHorpadgii JdY abo €sponevicbkoi hapmakonei, abo
KOHTYPHil iHLWOI HaLioHanbHOi dhapmakonei aepxasu €C (iHLi
YapyHKOBIW ynakoBLj 3MmiHn). MpuBeneHHs posginis 3.2.P.4.1. Ta 3.2.P.4.2.
B nauuj peecTpaLinHOro AOChe Ha JOMNOMiKHY pedoBuHY [MoBigoH
0o Bumor moHorpadii «Povidone» gitoyoi pegakuii
€Bponelicbkoi Papmakonei Ta APY.
4. | AINNNEPTEK® Crpev HasanbHUw, dapmaueBT MNonblwa "®apmea” PpaHuia BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | 3a UA/14933/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
HA30 [030BaHUi, WYHUI 3aBOA, Tmny - 3MiHm 3 sikocTi. CepTudpikaT BignosigHoOcCTI/IE- peuenmom
cycnensis, 50 «MNOJIb®AP cepTudikaT BiANoBiAHOCTI €BpONenchKi
MKF/0o3y MA» C.A. dapmakonei/moHorpadii. MogaHHsA HoBoro abo
no 60 a6o 120, abo OHOBIIEHOTO cepTudikaTa BignoBigHOCTi abo BUNYyYeHHS
140 o3 cycneHsii B cepTudpikata BignosigHOCTI €Bponecbkin hapmakonei:
MET-cnakoHi 3 ans A®l; onsa BuxigHoro
[03y04MM HacoCoM- MaTepiany/peareHTy/NpOMiIXXHOro NPOAYKTY, LLO
[03aTopom- BMKOPUCTOBYOTbCS Y BUpOBHULTBI ADI; Anst JonoMiXHOT
po3nunoBayveM; no peyoBUHM (cepTudikaT BiaNOBIAHOCTI €BpONENCHKIN
1 conakoHy y tapmakonei) - OHoBNEeHU cepTudikar Big yxe
KapTOHHiN kopobui 3aTBepAKEHOro BUpobHuMKa. MogaHHs OHOBNEHOro
cepTudikaTta BignoBigHOCTI €BponeWnchkin dapmakonei
RO-CEP 2018-303-Rev 01 (3atBepgxeHo: RO-CEP
2018-303-Rev 00) ans Aitovoi peyoBnHM MomeTasoHy
hbypoaty MoHorigpaTy Big 3aTBEPAXEHOro BUPObHUKa
Aarti Industries Limited. - 3miHu | TUny - 3MiHK 3 AKOCTI.
Ceptudpikat BignosigHocTi/lE-cepTudikaT BignoBigHOCTI
€BponeWcbkin dapmakonei/MoHorpadii. NMogaHHs
HoBOro abo OHOBNEHOro cepTudikaTa BignosigHocTi abo
BUITyYeHHA cepTudikaTa BianoBiaHOCTi EBPONENCHKIN
dapmakonei: gna Adl; ons BuxigHoro
MaTepiany/peareHTy/NpOMiIXXHOrO NPOAYKTY, L0
BMKOPWCTOBYIOTbCA Y BUpoOHUUTBI ADI; Ans AONOMDKHOT
pevoBUHM (cepTudikaT BiaNoBiaHOCTI €BpoNeEnchbKin
tapmakonei) - OHoBReHUI cepTudikart Big yxe
3aTBEpOKEHOro BUPOOHUKA. MNoaaHHsi OHOBNEHOro
cepTudikaTa BignoBigHOCTIi €Bponewichbkin dhapmakonei
RO-CEP 2018-303-Rev 02 gns [ito4oi pe4oBrHU
MomeTa3zoHy cypoaty MoHorigparTy Bif 3aTBEpAKEHOro
BMpob6HuMKa Aarti Industries Limited.
5. | ANIbTAH MOPOLLIOK My6nivyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHMXx MaTepianis: 3miHu | - UA/12482/01/01
(cybeTaHuis) y akuioHepHe akuioHepHe Tmny - 3MiHun 3 sikocTi. CepTudikaT BignosigHOCTI/IE-
NOABINHMX NakeTax TOBapuUCTBO TOBapUCTBO cepTudikaT BignoBigHOCTI €EBponenchkii
nonieTuneHoBmx "HaykoBo- "HaykoBo- dapmakonei/MoHorpadii. 3miHK, NoB'A3aHi 3
ans BMPOGHNYUIA BMPOGHWYMIA HeobXiaHICTIO NpMBeAeHHs Y BiAMNOBIAHICTL A0
dhapmMaueBTU4HOro LEeHTp LeHTp MoHorpadgii PY abo €sponelicbkoi hapmakonei, abo
3acTOCyBaHHS "BopLuariscb "BopLuariscbkui iHLWOI HaLioHanbHOi dhapmakonei aepxasu E€C (3miHa y
KW Ximiko- XiMiko- cneundikalisix, nos'a3aHa 3i amiHamu B ®Y, abo
dapmaLreBT dapMaLeBTUYHU €Bponelickkint hapmakonei, abo iHWi HauioHanbHin
NYHWUIA 1 3aBoa" dapmakonei aepxasu €C) npuBeaeHHs BUMOT
3aBo" cneumdikalii 4ns KOHTPOSO BUXIOHOT CUPOBUHM

«Cynnigas Binbxu» 3a nokasHukom «MikpobionoriyHa
yucToTay Yy BiAMNOBIAHICTL A0 3aranbHoi ctaTTi EP/OPY,
5.1.8 Woao MikpobionoriYHOT YNCTOTM POCIUHHMX
cybcTaHuin Ans hapmMaLeBTUYHOIO 3aCTOCYBaHHS
BatBepaxeHo: Cneuundikauisi MikpobionoriyHa uncrora
3aranbHe y1cno aepobHux mikpoopraHiamis — TAMC —
He Ginble 104 KYO B 1 r. 3aranbHe YMcno OpikmKoBmX
Ta nniceHeBux rpubis — TYMC — He Ginbwe 102 KYO B 1
r. He Ginbwe 102 KYO TonepaHTHUX A0 XOBYi
rpamHeraTuBHux 6akTepint B 1 r. BigcyTHicTe Salmonella
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
B 25 1. BiacyTHicTb Escherichia colie 1.
3anponoHoBaHo: Cneumdikauis MikpobionoriuHa
yncTtoTa 3aranbHe YMcno aepobHMX MIKpoopraHiamie —
TAMC — He 6inble 107 KYO B 1 r. MakcumanbHo
ponyctume uncno: 50 000 000 KYO/r. 3aranbHe yucrno
OpbKOKOBUX Ta niiceHeBux rpmbie — TYMC — He GinbLue
105 KYO B 1 r. MakcumarnksHo gonyctume yucno: 500
000 KYOIr. BigcyTtHictb Salmonella B 25 r. Escherichia
coli — He Binbwe 103 KYO/ .
3MiHn | TMny - 3miHn 3 sikocTi. A®I. KoHTponb A®I. 3miHa
y MeToaax BunpobysaHHs APl abo BuxigHoro
marepiany/npoMixXHOro NpoaykTy/peareHTy, LWo
BUKOPUCTOBYETbLCS Y Npoueci BUpobHuutea APl
(He3HayHi 3MiHW y 3aTBEpIKEHNX MeToAax
BUNPOoOYyBaHHS)
BHECEHHS! 3MiH B METOAMUKY BUNPOGyBaHHSA 3a
nokasHmkom «MikpobionoriyHa ymctoTa» Ans KOHTPOMo
BUXigHOI cupoBmHKM Cynnigas Binbxu.
6. | AMBPOKCOIY | Tabnetku no 30 mr; My6niyHe YkpaiHa BUPOBHMUTBO 3a YkpaiHa BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 6e3 UA/1437/01/01
rigpoxnorPug | no 10 tabnetok y akuioHepHe NOBHMM LIVKITOM: TMny - 3MiHn Wwopao 6e3nekw/edpeKkTMBHOCTI Ta peuenma
6nictepi; no 2 TOBapUCTBO My6nivyHe tbapmakoHarnagy (iHwi 3aMiHn) - OHOBMEHHNA TeKCTy
Gnictepn y nayui 3 "HaykoBo- aKuioHepHe MapKyBaHHS yNakoBKW fikapcbkoro 3acoby (n. 17. IHLWE)
KapTOHY BUPOBHMYMIN TOBapUCTBO y 3B'AI3KY 3 BUITYYEHHSIM TEKCTY MapKyBaHHSI
LeHTp "HaykoBo- anbTePHaTMBHOI YMAKOBKM i3 3a3HAYEHHSM NoroTuny
"bopLuariscb BUPOGHMYNI anctnb'totopa. BBegeHHs 3MiH NpoTsrom 6-Tu Micsiuis
KW Ximiko- LEeHTp nicns 3aTBepKEHHs
cdapmaLneBT "BopLuariscbkui
NYHWUIA XiMiko-
3asop" dhapmaLleBTU4HN
1 3aBoa",
YkpaiHa;
BUPOBHMLTBO,
nakyBaHHs,
BUNYCK Cepin:
ToBapwucTtBo 3
obmexeHo
BignoBiganbHicT
1o "ATPOGAPM"
, YKpaiHa;
KOHTPOrb cepin:
ToBapwucTBo 3
obmexeHo
BignoBiganbHicT
1o "Hartyp+",
YkpaiHa
7. | AMBPONEKC pO34MH Ans iH'eKkuin, TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHux MaTepianis: 3miHu | 3a UA/12750/01/01
7.5mvr/mvm;mo2mnB | «PAPMACE «OAPMACE/T» Tuny - 3MiHn 3 skocTi. CepTudikaT BignosigHocTi/lE- peuernmom
amnyni; no 5 amnyn I»

y navui 3 KapToHy

cepTudikaT BignoBigHOCTI €EBponenchkii
hapmakonei/moHorpadii. MogaHHs HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTi abo BUNyYeHHs
cepTudikaTa BignosigHocTi €Bponeiicbkii hapmakonei:
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep

peecmpayitiHo20

noceio4yeHHs1

ana A®l; onsa BuxigHoro
mMaTepiany/peareHTy/NpOMiXKXHOIo NPOAYKTY, LLO
BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; Anst ONOMiKHOT
peyoBUHM (cepTudikaT BiaNOBIAHOCTI €BpONENCHKIN
dapmakonei) - Hoeun ceptudikaT Big BXe
3aTBepakeHoro BupobHuka. MNogaHHa HoBoro
cepTudikaty BignoeigHoOCTI €Bponeichbkii dhapmakonei
R1 CEP 2004-201-Rev 05 gito4oi pe4oBunHn
ambpokcony rigpoxnopus Bif 3aTBepAXXEHOro
BUpobHMKa Shilpa Medicare Limited, IHgis Ta sk
Hacnigok 3amiHa Ha3su BUpobHuka Adl, micue
BUPOBHMLTBA He 3MiHMMOCH (3aTBepaxeHo: Shilpa
Medicare Limited, IHais 3anponoHoBaHo: Shilpa Pharma
Lifesciences Limited, IHgis).

AMI3OH®

TabneTkn, BKPUTI
obornoHkoto, no 0,25
rno 10 TabneTok y
6nictepi, no 1
6nictepy B nauuj 3
KapToHy, no 20
TabneTtok y 6nicrepi,
no 1 abo 2 6nictepu
B NayLi 3 KapTOHY

AT
"dpapmak”

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu |
Tmny - 3MiHuM wopo 6eanekn/edpekTMBHOCTI Ta
dapmakoHarnsagy (iHwi 3amiHn).
3MiHN BHECEHO [0 TEKCTY MapKyBaHHS yNakoBKW
nikapcbkoro 3acoby o n. 6 (NepBMHHOT ynakoBKKM) Ta n.
17 (BTOpPUHHOI ynakoBku). BBeaeHHst 3mMiH npoTarom 6-tu
MicsuiB nicns 3aTBepmpkeHHs. 3MiHum Il Tuny - 3MiHn
woao 6esnekn/edpekTMBHOCTI Ta hapMakoHarnagy.
3MiHU y KOPOTKil XapakTepucTuL Nnikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLUIi Ana MeanyHoro
3aCTOCYBaHHs1 y 3B’A3KY i3 HOBUMMW AaHUMWU 3 SIKOCTI,
OOKNIHIYHUMWN, KMIHIYHUMUW JAHUMK Ta AaHUMK 3
hapmakoHarnsgy. 3miHM BHECEHO [0 iHCTPYKUiT Ans
MeMYHOro 3acTOCyBaHHS Nikapcbkoro 3acoby Ao
po3sginis "®apmakonoriyHi BnacTmeBocTi" (pesynbTaTtu
pocnigpkeHb ePeKTUBHOCTI Oito40i pe4OBUHN eHicamiyM
noama) Ta "MNobivHi peakuii” (NoBigoMNEHHs Npo
nigo3ptoBaHi NobivHi peakuii). BBeaeHHst 3MiH npoTarom
6-T MicsiLiB nicns 3aTBepaXeHHs. 3minu Il Tuny - 3miHn
wono 6e3nekn/edekTUBHOCTI Ta dhapmakoHarnsgy.
3MiHM y TepaneBTUYHUX NOKa3aHHAX (oAaBaHHS HOBOrO
TepaneBTUYHOrO NokasaHHs abo 3MiHa y
3aTBEpKEHOMY MoKa3aHHi). 3MiHWM BHeCeHo A0
iHCTPYKLUIii AN MEAUYHOro 3aCTOCYBaHHS fikapCbKoro
3acoly LWoao TepaneBTUYHUX MOKa3aHb, a came
[o[aBaHHsi HOBOrO TeparneBTUYHOrO NOKa3aHHs!
(3aTBEPOKEHO : AMiI3OH® NOKa3aHWIM Anst NikyBaHHS i
NpogIinNakT!KX rpuny Ta rocTpyx pecnipaTopHUX
BipyCHUX iHDEKUiN.; 3anponoHOBaHoO : AMi30H®
nokasaHum ans: -nikyBaHHS i npodinakTvkv rpuny Ta
roCTpuX pecnipaTopHKX BiPYCHUX iH(pbeKUin y aiten Ta
Jopocnux; -nikyBaHHsA gopocnux nauieHtis 3 COVID-19
cepenHboro CTyrneHs TSHKKOCTI B koMbiHaLii 3 6a3oBoro
Tepanieto.), Sk Hacnigok 3MiHeHo iHgopmaLio B
po3ginax "Cnoci6 3actocyBaHHs Ta go3u", "Oitn".
BBegeHHs 3miH npoTArom 6-Tu MicsuiB nicnsi
3aTBepAKeHHsi. HagaHo oHoBneHun MNnaH ynpasniHHg
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayitiHo20
noceio4yeHHs1

puamkamm Bepcis 10.0 3miHM BHeCeHO [0 YacTuH: |
«3aranbHa iHdopmauis», || «Cneuudikauis 3 6e3neku»
(mogyni Cl «Enigemionorisi nokasaHb 40 3aCTOCYBaHHSA
Ta uinbosa(i) nonynsauis(i)», Clll «Ekcnosunuis nauieHTis,
3any4yeHux Ao KniHiyHnx BunpobysaHby, CIV
«Monynsuji, Aki He BUBYaAnNUCh nig Yac KniHiYHMX
BUNpoGyBaHb»), VI «Pe3tome nnaHy ynpasniHHSA
pusmkammny, VIl «dogaTkuy y 38’A3Ky AOAaBaHHSAM
iHdbopMalLii CTOCOBHO 3acTocyBaHHS MiassiTHoro J13 npu
COVID-19 Ha niacTasi npoBefeHOro A4ocCiaKeHHs!
FK/FAVOOA-CoV/2020. Pestome MNnaHy ynpasniHHA
pusnkamm Bepcia 10.0 gogaerbces.

AMI3OH®

TabneTkn, BKpUTI
oboroHkot, No
0,125 rno 10
Tabnetok y 6nicrepi,
no 1 abo 2 6nictepn
B nayui 3 KapToOHYy,
no 20 TabneTtok y
6nictepi, no 1
6nictepy B nauui 3
KapToHY

AT
"®apmak”

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu |
Tmny - 3MiHK Wwopao 6esnekn/edekTMBHOCTI Ta
tapmakoHarnagy (iHwi 3miHu).
3MiHN BHECEHO [0 TEKCTY MapKyBaHHS yNakoBKW
nikapcbkoro 3acoby Ao n. 6 (MepBMHHOI ynakoBku) Ta n.
17 (BTOpUHHOI ynakoBkK). BBegeHHs 3MiH NpoTsirom 6-Tu
MicsuiB nicns 3aTBepmkeHHs. 3MiHun Il Tuny - 3MiHn
wopao 6esnekn/edekTMBHOCTI Ta dhapmakoHarnsay.
3MiHM Y KOPOTKil XapaKTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLUIi Ana MeanyHoro
3aCTOCYBaHHS y 3B’A3Ky i3 HOBMMUW AaHUMM 3 SKOCTI,
LOKMIHIYHUMM, KMIHIMHUMW AaHUMK Ta AaHUMK 3
hapMakoHarnagy. 3MiHum BHECEHO A0 IHCTPYKUiT Ans
MeOUYHOro 3aCTOCyBaHHsI Nikapcbkoro 3acoby oo
po3ginie "®apmakonoriyHi BnactmeocTi" (pe3ynbTatu
pocnigkeHb edPeKTUBHOCTI Oito40i pevOBUHN eHicamiyM
noamna) ta "MNobivHi peakuii” (noBigoOMNEHHsS Npo
nigo3ptoBaHi NobivHi peakuii). BBegeHHst 3MiH NpoTsirom
6-T MicsiLiB nicns 3aTBepaXeHHs. 3minu Il Tuny - 3miHn
woao 6esnekn/edekTMBHOCTI Ta dhapmakoHarnsaay.
3MiHN y TepaneBTUYHKX NOKa3aHHsX (dogaBaHHs HOBOro
TepaneBTUYHOrO NokasaHHs abo 3MiHa y
3aTBepAKeHOMY MoKasaHHi). 3MiHM BHECeHO A0
iHCTPYKUii ANS MeAMYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoly LWoao TepaneBTUYHUX NOKa3aHb, a came
[0AaBaHHs HOBOTO TepaneBTUYHOrO MOKa3aHHS
(3aTBEpOKEHO : AMI3OH® nokasaHui Ans nikyBaHHS i
NpogIinNakT1KX rpuny Ta rocTpyx pecnipaTtopHUX
BipYCHWMX iHpeKLin.; 3anpornoHoBaHo : AMi3oH®
nokasaHum ons: -nikyBaHHs i IpodinakTukm rpuny Ta
roCTpuX pecnipaTopHKX BiPYCHUX iH(beKUin y aiten Ta
[opocnux; -rikyBaHHsi Jopocnux nauieHTis 3 COVID-19
CcepefHbOro CTyrneHs TSKKOCTi B kombiHauii 3 6a3oBoto
Tepanieto.), Sk Hacnigok 3MiHeHo iHopmaLio B
po3ainax "Cnoci6b 3actocyBaHHsi Ta gosun", "Oitn".
BBegeHHs 3miH npoTArom 6-Tu Micauis nicns
3aTBepaKeHHs. HagaHo oHoBneHwn NnaH ynpasniHHS
pusmkamm Bepcis 10.0 3miHM BHeCeHO [0 YacTuH: |
«3aranbHa iHdopmauis», || «Cneuundikauis 3 6e3neku»
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
(mogyni Cl «Enigemionorisi nokasaHb 40 3aCTOCYBaHHSA
Ta yinboea(i) nonynsauis(i)», Clll «Ekcnosuuia nauieHTis,
3anyyeHux 4o KniHiyHnx sunpobysaHby, CIV
«Monynsuii, Aki He BUBYaAnNuUCh nig Yac KniHiYHMX
BUNpobyBaHb»), VI «Pe3tome nnaHy ynpasniHHs
pusmkammy, VII «dogaTkny y 38’A3Ky AoAaBaHHSAM
iHdbopMmalLii CTOCOBHO 3acTocyBaHHS MiassiTHoro J13 npu
COVID-19 Ha nigcTasi npoBeAeHOro A0CHiIAKEHHSs
FK/FAV0O0A-CoV/2020. Pestome MNnaHy ynpaeniHHSA
pusmkamm Bepcia 10.0 gogaerscs.
10. | AMIHA3UH pO34MH Ans iH'ekuin, TOBAPUCT YkpaiHa BCi cTagii YkpaiHa BHECEHHS1 3MiH 4O peecTpauiiHux maTtepianis: 3MiHu | 3a He UA/3562/01/01
25 mr/mn; no 2 mn B BO 3 BUPOBHMUTBA, TMny - 3MiHK 3 AKocTi. FoToBUIA Nikapcbkuin 3aci6. 3MiHK peuenmom | nidnsieae
amnyni, no 10 amnyn | OBMEXEH KOHTPOMb AKOCTI, y BUPOBHMLTBI. 3MiHa iMnopTepa/3amiHu, L0 CTOCYHTbCS
y kopobuyj; (0],0) BUMNYCK Cepil: BWMNYCKY Cepii Ta KOHTPOSO AKOCTi FOTOBOTO NiKapCbKoro
no 2 mn B amnyni, BIANOBIOA ToBapucTBo 3 3acoby (3amiHa abo goaaBaHHS BUPOBHUKa, LLO
no 5 amnyn B JIBHICTHO obmMexeHo BignoBigae 3a BBe3eHHs Ta/abo Bunyck cepii) - He
6nicTepi, no 2 «KOPTIOPA BiAMNoBiAanbHIiCT BKI0HAI04M KOHTpOnb/BUNpobyBaHHS cepii. [loaaBaHHSA
6nictepn y kopobui; LA 10 "XapkiBcbke dyHKUiT BUNYCK cepii Bxke 3aTBEpa)KEHOMY BUPOGHUKY:
no 2 mn B amnyni, «30POB’A cdapmaLeBTUYHe ToBapuncTBO 3 0OMEXeHO BignoBiganbsHicTo
no 10 amnyny » nignpueMcTeo "®apmaueBTnyHa komnaHis "3gopos'a” (Ykpaina, 61013,
6nictepi, no 1 "3popos.'s XapkiBcbka 0611, MicTo Xapkis, Bynvus LLleBueHka,
6nictepy y kopobui Hapogy", OyavHokK 22), Akvi BignoBigae 3a Bci cTagii
YkpaiHa; BUPOBHMLUTBA, KOHTPOSb SIKOCTI.
BCi cTagii 3MiHW BHECEHO B IHCTPYKLUit0 4Ns MeANYHOro
BUPOBHMUTBA, 3acTocyBaHHs y po3ainu "BupobHuK" Ta
KOHTPOMb SIKOCTI, "MicuesHaxomkeHHs BUpOOHMKa Ta agpeca micus
BUNYCK cepii: NPOBaXeHHS Noro AisnbHOCTI" y 3B'A3KY 3 BBEAEHHSM
ToBapwucTtBo 3 [o[aTkoBOro BUPOGHMKa Ta sik HacnigokK - BiAnoBigHi
obmexeHo 3MiHW Y TEKCTi MapKyBaHHS YMakoBKU MiKapCbKoro
BignoBiganbHicT 3acoby. BBefeHHsi 3aMiH npoTsArom 6-Tu MicauiB nicns
10 3aTBEPAKEHHS.3MiHM | TUny - 3MiHM Wwoao
"®apmaueBTUYH 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsaay (iHwi
a KoMnaHis 3MiHK). OHOBMNEHO TEKCT MapKyBaHHS NEPBUHHOI Ta
"3popos's", BTOPUWHHOI YNakoBKM Nikapcbkoro 3acoby, a came
YkpaiHa BUMYyYEHO iHpopmaLlito, 3a3HaYeHy POCINCHKOK MOBOIO,
Ta BHECEHO iHLUi 3MiHW y NEPBUHHY (M. 2, 6) Ta BTOPUHHY
(n. 2, 4, 8, 11, 17) ynakoBku nikapcbkoro 3acoby.
BBeneHHs 3MiH npoTArom 6-Tv MicsiiB nmicnsi
3aTBEPKEHHS.
11. | AMILULUTPOH® MOPOLLOK ANs TosapucTtso YkpaiHa ToBapuctso 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauinHux maTepianis: 3MiHu | bes UA/13911/01/01
opanbHOro po3ynHy 3 [00aTKOBO TMny - 3MiHM Wwopao 6e3nekn/edpekTMBHOCTI Ta peuenma
no 23 r y cawe; no [0AaTKOBOKO BignosiganbHiCT dapmakoHarnsgy (iHwWi 3miHu)
23 ry cawe; no 10 Bignosigans 10 "IHTEPXIM" OHOBMEHHS! TEKCTY MapKyBaHHsI NEPBUHHOI Ta
calue B nayui 3 HiCTIO BTOPUWHHOI yNaKkoBKM Nikapcbkoro 3acoby, a came
KapTOHY "IHTEPXIM" BUMYYEHHS iHdopMaLlii, BUKNageHo  poCiiCbKO MOBOIO,
Ta YTOUHEHHS! TEKCTY MapKyBaHHs1 MEPBUHHOI YNaKoBKU
BigMNOBIQHO 4O BMAY, PO3MIpY Ta KOMMNIEKTHOCTI
ynakoBku. BBegeHHs 3MiH NpoTArom 6-Tn micsAuiB nicns
3aTBEPKEHHS
12. | AMILUUTPOH® NMOpPOLLOK ANA ToBapucTBo YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHuX MaTepianis: 3miHu | bes UA/13912/01/01
POPTE opanbHOro Po34nHy 3 [04aTKOBOK TMny - 3MiHK Wwoao 6esnekn/edekTUBHOCTI Ta peuenma
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
no 23 r y cawe; no [00aTKOBO BignosiganeHIicT dapmakoHarnagy (iHwi 3miHu).
23 ry cawe; no 10 Bignosigans 10 "IHTEPXIM" OHOBMEHHA TEKCTY MapKyBaHHSA NEPBUHHOI Ta
calue B nayui 3 HiCTIO BTOPUWHHOI yNaKoBKM Nikapcbkoro 3acoby, a came
KapToHY "IHTEPXIM" BUNYYEeHHS iHdhopMalLlii, BUKNageHo ! poCiiCbKor MOBOLO,
Ta YTOUHEHHS! TEKCTY MapKyBaHHSI MEPBMHHOI YNaKoBKU
BiAMNOBIQHO 0 BMAY, PO3MIpY Ta KOMMMETHOCTI YNaKoBKW.
BBegeHHs 3miH NnpoTsaArom 6-Tm MicsuiB nicnsi
3aTBEPOKEHHS
13. | ACKOPIN Tabnetku, no 10 CmeHmapk IHais meHmapk IHais BHECEHHS1 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | 3a UA/11237/01/01
Tabnetok y 6nictepi; | ®apmacbtoT dapmackioTrkan TMNy - AGMiHICTPaTMBHI 3MiHW. BunyyeHHs BUPOGHNYOIT peuenmom
no 1 abo no 2, abo nkans Jita. 3 Jita. AinbHUUi (BKMtoYatoun ginbHuui ans A®I, npomixHoro
no 5 Gnictepie B npoaykTy abo roToBOro nikapcbkoro 3acoby, AinbHULj
KapTOHHiIl ynakoBLi [Onsi NPOBEAEHHSI NaKyBaHHS, BUPOBHMKa,
BiZNOBIganNbHOro 3a BUNyCK Cepin, Micue NpoBeAEHHs!
KOHTpOnto cepii) abo noctavanbHuUKa BUXiOHOTO
MaTepiany, peareHTy abo JONOMDKHOI PEYOBUHM (SIKLLO
3a3HayeHo y Aocbe). BunyyeHHs BupobHvka AdI
canbbyTtamony cynbgart, a came Neuland Laboratories
Limited, IHais. 3anuwaeTbcsa anbTepHaTUBHUIN BUPOOHUK
A®I| canbbyTamony cynbdat: Supriya Lifesciences Ltd.,
lHAis.
14. | ATOPBACTAT KpucTanivyHmn TOB YkpaiHa MopeneH IHAisA BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3miHa - UA/14986/01/01
WH KANbUIKO NOpPOLLOK "TNEQ®PAP JlabopaTopis 3asBHuka J13 (MIBIT) (BnacHuka peecTpauiiHoro
(cybeTaHuin) M nTa" Nto noceigyeHHs) (3rigHo Hakasdy MOS Big 23.07.2015 Ne
y nakeTax noAsifiHMX 460)
nonieTuneHoBmxX
ans
hapmaLeBTU4HOro
3aCTOCYBaHHS
15. | AYTMEHTUH TabneTku, BKPUTI nakcoCwmit Benuka CwmiTKnsnH Benuka BHECEHHS 3MiH 0 peecTpaLiiHux MaTepianis: 3miHu | 3a UA/0987/02/02
obornoHkoto, 500 KnsanH Bputanis Bivem Bpuranis/ TMny - AGMiHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuenmom
mr/125 mr; no 7 EkcnopT dapmackioTrkan ®paHuia Ta/abo agpecu 3asiBHUKA (BNacHUKa peecTpauiiHoro
TabneTok y 6nictepi Nimiten c, Benuka noceigyeHHs) 3miHa agpecu MicLe3HaXOMKEHHS
(koxxeH BnicTep Bpuranis; 3asBHUKaA
pasom 3 nakco
BOJIOro3axncHUMM Bennkom
rpaHynamu-caiue y MpogakLwH,
nakeTi 3 antoMiHieBoi DdpaHLuis
donbru); no 2
onictepu B nakeTax
Y KapTOHHIN
ynakoBLUi
16. | AYTMEHTUH NMOPOLLOK Ans nakcoCwmit Benuka CwmiTKnamH Benvka BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/0987/05/02
oparnbHOI CycneHsil, KnsnH BputaHis Bivem Bpuranis/ TMny - AOMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuernmom
400 mr/57 mrB 5 mn; Ekcnopt dapmacbioTmkan ®paHuia Ta/abo agpecy 3asiBHMKa (BNacHWka peecTpauiiHoro
1 conakoH 3 Nimiten c, Benuka NnocBiaYeHHs1) 3MiHa agpecy MiCLLe3HaxX0oKEHHS
NMOPOLLKOM Afis Bputanis; 3asiBHUKA
npurotyBaHHs 70 mn nakco
cycneHsii y Bennkom
dnakoHax 3 MpoaakLwH,
npo3oporo ckna 3 PpaHuis
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayitiHo20
noceio4yeHHs1

MeTaneBo
KPULLIKOHO, LLIO
3arBUHYyeTbCS (3
KOHTpOreM nepLuoro
BiOKPUTTSA i
noniMepHo
nniBKoOto, WO
MiCTUTbCSA
BCEpeauHi) pasom 3
[03Y04MM LNPULOM
abo MipHUM
KoBnavkom, abo
MIPHOHO NOXKOHO,
NOMiLLEHNI B
KapTOHHY KOpObKy
abo 3 KPULLIKOLO i3
3axMCTOM Big
BiOKPUTTA OiTbMMN
pa3oM 3 J03YH4UM
wnpuuom abo
MIPHOHO NOXKOHO,
NOMiLLEHUI B
KapTOHHY KOpObKy

17.

AYIrMEHTUH

MOPOLLIOK ANst
oparnbHOi cycneHsii
(200 mr/28,5 mrB 5
mn); 1 dprakoH 3
MOPOLLKOM Ans
npurotyBaHHs 70 mn
CycneHsii 3 MipHUM
koBnaykom, abo
[03YH4MM
wnpuuem, abo 3
MipHOIO FTOXXEUKOIO,
B KapTOHHIN kopobui
abo 3 kpuLLKOH i3
3axucToMm Bif
BiOKPUTTA OiTbMU
pa3oM 3 J03YyH4uM
wnpuuom abo
MipHOIO FTOXKOH0, B
KapTOHHI kopobui

nakcoCwmit
KnsnH
Ekcnopt
Nimiten

Benuka
BputaHia

CwmiTKnsiiH
Bivem
dapmackioTrkan
c, Benuka
BputaHis;
nakco
Bennkom
MpoaakLuH,
PpaHuis

Benuka
BpwuTaHis/
®paHuia

BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu |
TMNy - AOMIHICTPaTMBHI 3MiHW. 3MiHa HallMeHyBaHHS
Ta/abo agpecu 3asiBHUKA (BNacHUKa peecTpauiiHoro
noceigyeHHs) 3miHa agpecu MicLe3HaXomKEHHS
3asiBHUKA

3a
peuenmom

UA/0987/05/01

18.

AYTMEHTUH
(BD)

TabneTku, BKPUTI
NniBKOBOKO
o6onoHkoto, 875
mr/125 mr; no 7
TabneTtok y 6nicrepi;
no 1 6nictepy B
nakeTi; no 2 naketa
Y KapTOHHIN
ynakoBLi

nakcoCwmit
KnsainH
Ekcnopt
Nimiten

Benuka
BputaHis

CwmiTKnsiiH
Bivem
dapmacbioTumkan
c, Benuka
Bputanis;
[nakco
Bennkom
MpoaakLwH,
PpaHuis

Benuka
Bpuranis/
®paHuia

BHECEHHS 3MiH IO peecTpaLiliHix maTepianis: 3minu |
TMny - AOMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS
Ta/abo agpecu 3asBHUKa (BNacHuKa peecTpauinHoro
noceigyeHHs1). 3miHa agpecu 3asiBHUKa (BnacHUka
peECTPaLinHOro NocBiA4YEeHHS)

3a
peuernmom

UA/0987/02/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
19. | ALUMKNOBIP masb 2,5 %, no5ry TOB "OKM Ykpaina TOB "OKnM Ykpaina BHECEHHS 3MiH 40 peecTpauinHux maTepianis: 3miHu | bes UA/11566/01/01
Ty6i; no 1 Ty6i B "®apmaueBT "®apmaueBTUYH Tmny - 3MiHuM wopo 6e3nekn/edekTMBHOCTI Ta peuenma
nayui; no 10 r y Ty6i; n4Ha a abpuka" dapmakoHarnsagy (iHwi 3miHn) OHOBNEHHS TEKCTY
no 1 Ty6i B navui abpuka" MapKyBaHHs! YMaKoBKM MikapcbKoro 3acoby, 3okpema
BUIyYeHHS iHopMaLlii, 3a3Ha4YeHOi POCINCbKOK MOBOIO,
BHECEHHS! YTOYHEHHSI LLOA0 NOroTmny BUpoGHUKa y . 6
«IHWE» (nepsBuHHa ynakoska) Ta B n. 17 «IHLE»
(BTOPUHHA ynakoBka). Takox BHECEHO YTOYHEHHS LLOA0
Homepa Py n. 6 «IHWE» nepBuHHOI ynakoBku s
Ty6u no 10 r. BBeAeHHS 3MiH NpoTsrom 6 micsuiB nicns
3aTBEPOKEHHS
20. | BEKITO®OPT aeposornb Ans nakcoCwmit Benuka "makco ®paHuis BHECEHHS 3MiH 40 peecTpauiinHuxX maTepianis: 3miHu | 3a UA/1203/01/01
EBOXAINEP iHransauin, KnsnH Bputanis Bennkom TMny - AGMiHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuenmom
[osoBaHuin, 250 Ekcnopt MNpoaakwH Ta/abo agpecu 3asiBHUKA (BNacHUKa peecTpauinHoro
MKr/go3y; 1 6anoH 3 NimiTeq nocBiaYeHHs1) - 3MiHa agpecy 3asBHMKa (BracHuKa
003Y04M peecTpauinHOro NocBigYeHHS
knanaHom Ha 200
003y kopobui 3
KapTOHY
21. | BEH3UNOUME NMOPOLLIOK KHBMIM YkpaiHa TOB YkpaiHa BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | - UA/19931/01/01
TUN[3- (cybeTaHuis) y "ICHA" "BAJIAPTIH Tuny - 3MiHu 3 akocTi. ADl. BupobHuuteo. 3miHn B
(MIPICTOHIAMI | GaHkax noniMepHMX DAPMA" npoueci BupobHuutea APl (HesHayHa 3miHa y npoLeci
HO)NPOMIMIA ans BUpobHMuTBa AdI).
MOHIIO hapmaLeBTU4HOro BBeaeHHs He3Ha4yHOi 3MiHK B npoLieci BMpobHuuTea AdI
xnoeuva 3aCTOCyBaHHA Ha cTagii 3. PinbTpauis, a came po3LIMPEHHS MeXi Yacy
MOHOTIIOPAT dinbTpauii i3 60-90 x8 go 30-90 xB.
22. | BPOHXO-TPAH | rpaHynu, no 101 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiinHuX maTepianis: 3miHu | bes UA/8452/01/01
rpaHyn y neHani "HauioHanb "HauioHanbHa Tuny - 3MiHn Wwopao 6e3nekn/edekTMBHOCTI Ta peuenma nionsgaa
nonimepHomy, no 1 Ha [omeonaTnyHa dapmakoHarnsgy (iHwi 3miHW) 3MiHM BHECeHO B €
neHany B navui 3 FomeonaTtny Cninka" IHCTpyKLUit0 ANA MEANYHOrO 3aCTOCYBaHHS NiKapCbKOro
KapToHy; abono 10 r Ha Cninka" 3acoby Ao posainy "MobGiyHi peakuii” LWoao 3BiTyBaHHS
rpaHyn y dgpnakoHi 3 npo noGiyHi peakuji.
KpULLIKOHO, Mo 1
hnakoHy B navui 3
KapToHy; abono 5 r
rpaHyn y KOHTenHepi
3 [03yBaHHAM, Mo 2
KOHTEeNHepu B nayuli
3 KapTOHY
23. | BYOEHO®AIb | niHa pekTanbHa, 2 Op. ®anbk HimeyuunH BignosiganbHui Himeyuunna/ BHECEeHHS1 3MiH 4O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/6964/02/01
K Mr/[03Y; KOXHUIA dapma a 3a BMNyCK cepin LLisevuapis Tuny - 3MiHK 3 sikocTi. A®Il. CtabinbHicTb. 3miHa nepiogy peuenmom
6anoH MicTuTb AK MM6X KiHL,EeBOro NoBTOPHUX BUNpobyBaHb/nepioay 36epiraHHs abo ymoB
MiHiMym 14 0os no npoaykty: Op. 36epiraHHst ADI (3a BiACYTHOCTI y 3aTBEpKEHOMY AOChE
1,2 1 iHn ®anbk ®apma cepTudpikaTta BignosigHocTi €Bponeiickkiit hapmakoneri,
pekTanbHoi; no 1 mbX, L0 BKIHOYa€e nepiog NOBTOPHOro BUNpobyBaHHs) (nepios
GarnoHy 3 HimeuuunHa; noBTOpPHOro BUNpobyBaHHs/nepion 36epiraHHs) - binbLu
[03aTopoM Y Bupo6Huk KOPCTKi ymoBM 36epiraHHsi. 3miHa ymoB 36epiraHHs
komnnekTi 3 14 [o30BaHoil Aitoyoi pevoBUHUM OyaecoHia (3aTBepaxeHo: 36epiratn
annikatopamu ansi dopmu, Big 15°C no 30°C, y nobpe 3akpuTMX KOHTENHEPAX,
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
BBEAEHHS MiHN Y nepBuHHe Ta 3axu1LLEHVX Bif CBITNa;
NNacTUKOBOMY OTKY BTOPUHHE 3anponoHoBaHo: 36epiratu Big 15°C po 25°C,
Ta 14 nnacTMkoBUMMU nakyBaHHS, [o3BorieHo BigxuneHHs go 30°C. 36epiratv B fobpe
naketamu ans KOHTPOMb AKOCTi: 3aKpUTIl Tapi, B 3aXULLEHOMY Bif CBiTNa MicLi)
ririeHivHOT yTunizauii ACM Aeposonb-
annikatopis y Cepsic Al,
KapTOHHiI kopooLi LLisenuapis;
Bupo6HuK,
BignoBsiganbHUN
3a
KOHTPOMb/BMNPO
OyBaHHs cepil:
CI'C Ananituk
HimeyunHa
mb6X,
HimewuunHa; NBA
dapma 'M6X,
HimeuuunHa; NBA
dapma 'M6X,
Himeyuunha;
IHTepnabop
Benn Arl,
LLiBeviLapis
24. | BYCTPUKC cycneHsis gns nakcoCwmit Benuka "nakcoCmiTKns Benbris BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3miHu Il 3a UA/14955/01/01
KOMBIHOBAH iH'ekuin, 0,5 KnsnH BputaHia nH Bionogxikana TMny - 3MiHKM 3 sikocTi. FoTOBUMIA NikapcbkMit 3aci6. peuenmom
A BAKLUMHA mMn/go3y; no 1 nosiy EkcnopT C.A. KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y
anAa nonepegHL0 Nimiteq MeToaax BUNpobyBaHHS rOTOBOrO MikapcbKoro 3acoby
MPO®INAKTUK | HanoBHeHOMy (cyTTeBa 3MmiHa y
N OUOTEPII, wnpwui; no 1 GionoriyHomy/iMyHONOriYHOMY/iMyHOXiMIYHOMY MeTOZ
NMPABLUA, nonepegHL0 BUNpobyBaHHs abo MeTofi, Y IKOMY BUKOPUCTOBYETLCS
KALUIIOKY HanoBHEHOMY GionoriyHuii peareHT, abo ix 3amiHa, abo GionoriyHoro
(ALENONAPH LUNPULY Y KOMMMEKTi npenapary NopiBHAHHSA (CTaHAapTHOro npenapary), Lo
nn 3 BOMA rofkamu B He 3a3HayeHuii y 3aTBepaKeHoMy npoTokoni). 3MiHa
KOMMOHEHT) nnacTMKoBOMY MeToaiB iAeHTUdIKaLii roToBOro NpoaykTy, a came —
(AACOPBOBA KOHTeViHepi; no 1 3amiHa meToay imyHoandysii Ta iMyHobepMeHTHOro
HA, 3I KOHTEWHepy y aHanisy (ELISA) Ha imyHoxpomaTorpadito MeToaom
SMEHLUEHUM KapTOHHiI kopobui 6iuHoro notoky (Lateral Flow Test). BHeceHHs1
BMICTOM pefakuinHmx npaBok Ao po3ainie 3.2.5.4.2, 3.2.P.5.1,
AHTUIEHIB) 3.2.P.5.3. TepMmiH BBeAeHHs 3MiH - IV kBapTan 2025
25. | BYCTPUKC cycneHsisa ans nakcoCwmit Benwuka "makcoCmiTKnsa Benbris BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu |l 3a UA/15071/01/01
nonio iH'ekuUin no 1 nosi KnsinH BpuTaHis "H Bionopxikana Tmny - 3MiHM 3 siKoCTi. FoTOBUIA NikapCbkMi 3acib. peuenmom
KOMBIHOBAH (0,5 mn/po3y); no 1 Ekcnopt CA. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
A BAKLUMHA [003i y nonepeaHbo Nimiteq MeToaax BUNpobyBaHHS rOTOBOrO MikapcbKoro 3acoby
anAa HanoBHEHOMY (cyTTeBa 3miHa y
MPO®INAKTUK | wnpuui; no 1 Gionori4yHoMy/iMmyHonoriYHOMY/iMyHOXIMIYHOMY MeTOAi
N OUOTEPII, nonepegHL0 BUNpobyBaHHs abo MeTofi, Yy IKOMY BUKOPUCTOBYETLCS
NMPABLA, HanoBHEHOMY GionoriyHui peareHT, abo ix 3amiHa, abo BionoriyHoro
KALUIIOKY LUNPULY Y KOMMNEKTI npenapaTy NopiBHSAHHA (CTaHAapTHOro npenapary), LWo
(ALUENONAPH 3 BOMa ronkamu B He 3a3HayveHuin y 3aTBepAKEHOMY NpoTokoni) 3miHa
nun NnnacTUKOBOMY MeToZiB iAeHTMiKaLii roToBOro NnpogykTy, a came —
KOMMOHEHT) KOHTelHepi; no 1 3amiHa MeToay iMyHoaMQy3ii Ta iMyHOEepPMEHTHOro
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
TA KOHTENHEpY Y aHanisy (ELISA) Ha imyHoxpomaTorpadito MeTogom
NONIOMIENITY | kapToHHI kopobLi 6iuHoro notoky (Lateral Flow Test). BHeceHHs
(IHAKTUBOBA pefakuinHmx npaBok go po3ainis 3.2.5.4.2, 3.2.P.5.1,
HA) 3.2.P.5.3. TepMmiH BBeaeHHs 3amiH- IV kBapTan 2025
(AACOPBOBA
HA, 3I
SMEHLUEHMM
BMICTOM
AHTUTEHIB)
26. | BAIIMICAP 160 | TabneTku, BKpUTI Makneoac IHAis Makneopac IHpis BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/16186/01/03
NniBKOBOO dapmacbioT dapmacbioTukan TMny - 3MiHK 3 SKoCTi. FoTOBMIA nikapcbkuii 3aci6. 3miHn peuenmom
o6onoHkoto, no 160 nkanc c Jliviteq y BUPOGHMLTBI. 3MiHa po3Mipy cepii (BKnoYaoum
mr; no 10 TabneTok Jlimiteq fianas3oH po3Mipy cepii) roToBoro fikapcbkoro 3acoby
y 6nictepi, no 1 abo (36inbLeHHs go 10 pasiB NOPIBHAHO i3 3aTBEPAXKEHUM
3 Gnictepn y po3Mipom), BBeAeHHs goaaTkoBux poamipis 113, Cknag
KapTOHHiIN kopooLi Ha cepito. [Ins go3yeaHHsa 160 mr: 125 000 TabneTok.
Ina podysaHHa 160 mr: 125 000 Tabnetok, 1 000 000
Tabnetok
27. | BAJIIMICAP 320 | tabneTku, BKpUTI Makneoac IHAisa Makneoac IHAisA BHECEHHS 3MiH 40 peecTpauiinHux maTepianis: 3miHu | 3a UA/16186/01/04
NniBKOBOO PapmacbioT dapmacbioTukan Tuny - 3MiHM 3 SKoCTi. [0TOBMI Nikapcbkui 3aci6. 3MiHn peuenmom
o6onoHkoto, no 320 nKanc c Jlimiteq y BUPOGHMLTBI. 3MiHa po3Mipy cepii (BKrtoYao4m
mr, no 10 TabneTok NimiTeq Jiana3oH po3Mipy cepii) roToBOro nikapcbKoro 3acoby
y 6nictepi, no 1 abo (36inbLueHHs go 10 pasiB NOPIBHAHO i3 3aTBEPAXKEHUM
3 Gnictepn y po3Mipom), BBeAeHHs1 gogatkoBux poamipis 13, Cknag
KapTOHHiIN kopobui Ha cepito. [ina gosysanHsa 320 mr: 125 000 TabneTok.
Onsa posysaHHs 320 mr: 125 000 Tabnetok, 500 000
Tabnetok
28. | BAIIMICAP 40 TabneTkun, BKpUTI Makneopc IHAisa Makneoac IHAisa BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3miHu | 3a UA/16186/01/01
NniBKOBOO dPapmacbioT dPapmacbloTukan Tuny - 3MiHM 3 SKoCTi. [O0TOBMI Nikapcbkui 3aci6. 3MiHK peuenmom
obornoHkoto, no 40 ukanc c Nimiten y BUpOGHMLTBI. 3MiHa po3Mipy cepii (Bkntovaum
mr; no 10 TabneTok Nimiteq Jiana3oH po3Mipy cepii) roToBOro nikapcbkoro 3acoby
y 6nictepi, no 1 abo (36inbLueHHs go 10 pasiB NOPIBHAHO i3 3aTBEPAKEHUM
3 6nictepu y po3mipom), BBedeHHs foaaTkoBux po3smipis 113. Cknag
KapTOHHIN kopooLi Ha cepito. [Ans po3yeaHHA 40 mr: 125 000 TabneTtok. [Ana
no3yBaHHsA 40 mr: 125 000 Tabnetok, 300 000 TabneTok
29. | BAJIMICAP 80 TabneTku, BKPUTI Makneoac IHpia Makneopc IHpia BHECEHHS 3MiH 0 peecTpaLiiHuXx MaTepianis: 3miHu | 3a UA/16186/01/02
NniBKOBOO dPapmacbioT dPapmacbloTukan Tuny - 3MiHM 3 SKoCTi. [O0TOBMI Nikapcbkui 3aci6. 3MiHK peuenmom
obornoHkoto, no 80 ukanc ¢ Nimiten y BUpOBHMLTBI. 3MiHa po3Mipy cepii (BKMoYaym
mr; no 10 TabneTok Nimiteq Aiana3oH po3mipy cepii) roToBoro nikapcbkoro 3acoby
y 6nictepi, no 1 abo (36inbLueHHs go 10 pasiB NOPIBHSHO i3 3aTBEPAXEHUM
3 bnictepu y po3mipom), BBedeHHs foaaTtkoBux posmipis [113. Cknag
KapTOHHIl kopobui Ha cepito. [ina go3yeaHHs 80 mr: 125 000 TabneTok. [Ans
nosysBaHHsa 80 mr: 125 000 Tabnetok, 1 000 000
TabneTok
30. | BEPANAMIN- TabneTku, BKPUTI MpAT YkpaiHa MpAT YkpaiHa BHECEeHHS1 3MiH 4O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/3582/01/02
OAPHUUA NniBKOBOKO "®apmaueBT "®apmMaueBTUYH Tmny - 3MiHM 3 siKoCTi. FoTOBUIA NikapCbkMi 3acib. peuenmom
obornoHkoto, no 40 n4Ha dipma a dipma KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
mr no 10 TabneTtok y "OapHuus" "OapHuus" MeToaax BUNpobyBaHHS rOTOBOrO MikapcbKoro 3acoby
KOHTYPHilA (iHWi 3MiHM y MeTofax BUNpobyBaHb (BKITHOYA4YM 3aMiHy
YapyHKOBIN abo gonoBHEeHHs1)) - BHeCEeHHs 3MiH 10 METOAUKM
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayitiHo20
noceio4yeHHs1

ynakoBui, no 2
KOHTYPHI YapyHKOBI
yNaKkoBKW y nauui

BunpobysaHHs 113 3a nokasHnkom «CynpoBigHi
OOMILLKM», @ caMe 3 METOK ONTUMI3aLii NpoBeAeHHs!
aHanisy 6yno po3pobneHo HOBY METOANKY BU3HAYEHHS
CynpoBiaHuX Aomiwok. MeToamky BanigosaHo, 3a
pesynbTaTamu Banigadii yTO4HEHO TEPMiH NPUAATHOCTI
PO34MHIB. - 3MiHK | TMNY - 3MiHK 3 AkoCTi. FoTOBMIA
nikapcbkuii 3aci6. KoHTpornb rotToBoro nikapcbkoro
3acoby. 3miHa y meTofax BUNPOBYBaHHsi rOTOBOrO
nikapcbKkoro 3acoby (He3HayHa 3MiHa y 3aTBepaXKEeHNX
MeTodax BunpobyBaHHs) - CynyTHs 3MiHa - 3MiHM 3
skocTi. FoTOBMIA Nikapcbkuid 3aci6. 3MiHM y BUPOOHULTBI.
3MiHn BUNpobyBaHb abo 4ONyCTUMUX MEX,
BCTaHOBIEHMX Yy cneumdikauisx, nig Yyac BupobHmuTBa
rOTOBOrO flikapcbKoro 3acoby (iHLi 3miHM) - 3MiHK 3
siKocTi. [oTOBMI Nikapcbknii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa napameTpiB cneumdikauin
Ta/abo [oNyCTMMUX MEX rOTOBOTrO MikapCbKoro 3acoby
(iHWi 3miHn) - AkTyanisauist po3giny «laeHTudikadis B»
cneumdikauin Ta METOAMK, a came: nig vac
BpobHuuTBa (Crneumndikauii Ha Hepo3dacoBaHy
npoaykuito (Cr H)), 3.2.P.5.1 Cneundikauisn(i)
(Cneundbikauii Ha eTani Buaadi 4o3Bosy Ha peanisadito
(CN rapP), Cneumdikauii npoTArom TepMiHy NpuaaTHOCTI
(CN rN3)) ta 3.2.P.5.2 AHaniTnyHi MeToaMKN, sika
NnoB’si3aHa 3 BiANOBiAHOM 3MiHOM Y po3aini « CynpoBigHi
OOMiILLKMY . - 3MiHKM | TUNY - 3MiHK 3 akocTi. FoToBMIn
nikapcbkuii 3aci6. KoHTponb roToBoro nikapcbkoro
3acoby. 3miHa y MeToax BUNpobyBaHHS roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEPAXKEHMNX
mMeTofax BUNpobyBaHHs) - HeaHauHi 3mMiHu y
3aTBEpOKEHMX MeTofax BUNPobyBaHHs 32 NOKa3HUKOM
«Po3unHeHHs», a came BHECeHi pefaKLUinHi npaBku, SKi
odhopMIieHi BiANOBIAHO A0 pekoMeHAaLin Ta CTUMICTUKK
Ooy.

31.

BEPKYBO®

TabneTkun, BKpUTI
NniBKOBOO
obonoHkoto no 10
mr; no 14 TabneTtok
y 6nicTtepi; no 2 abo
7 6nictepis B
KapTOHHIN nayui

Banep Al

HimeyuuH
a

Banep Al

Himeyumna

BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3miHu |
TMny - 3MiHK Wwopao 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsgy. 3miHa yactotu Ta/abo TepMmiHiB
NOAAHHS PerynsipHoO OHOBMIOBAHMUX 3BITIB 3 6e3neku
nikapcbkux 3acobiB - 3MiHM y YacToTi Ta JaTtax nogaHHs
perynsipHo OHOBIOBaHOrO 3BTy 3 6e3neku
[itoua pepakuis: - MogaHHA perynsipHO OHOBIOBAHOTO
3BiTYy 3 6e3neku 3 nepioAnyHicTIo BignosiaHo go Mopsiaky
30iCHeHHs1 hapmakoHarnaay, 3aTBepAXXEHOro Haka3oMm
MiHicTepcTBa oxopoHu 300poB’a YkpaiHu Big 27 rpyaHs
2006 poky Ne 898 (y penakuii Hakady MiHicTepcTBa
OXOPOHU 340pOoB'A YkpaiHu Big 26 BepecHs 2016 poky Ne
996). - lNMponoHoBaHa pepakuis: - Yactota nogaHHs
perynsipHoO OHOBIOBAHOTO 3BiTYy 3 6e3neku 1 pik.
KiHueBa nata ans BknodeHHs gaHux ao PO3B6 -
18.01.2025 p. lata nogaHHs — 29.03.2025 p. -
PekomeHgoBaHO [0 3aTBEpXXEHHS BIANOBIAHO A0

3a
peuenmom

UA/20116/01/03
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Peknam

Homep

Ne
n/n

Hasea
JliKapCcbKO20

®Popma sunycky
(nikapcbka ¢gpopma,

3asieHUK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

yeaHHs

peecmpayitiHo20
noceio4yeHHs1

3acoby

ynakoeka)

nepioguYHOCTI NOAAHHS PerynsapHO OHOBMOBAHKWX 3BiTiB
3 6e3neku nikapcbkux 3acobis y €C.

3a

UA/20116/01/02

32.

BEPKYBO®

TabneTkn, BKpUTI
NniBKOBOIO
o6ornoHkot no 5 wr;
no 14 tabnetok y
6nictepi; no 1 abo 2
6nictepa B
KapTOHHIN nayui

Banep Al

HimeyvunH
a

Bawnep Al

Himeyumna

BHECEHHS1 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu |
TMny - 3MiHK Woao Gesnekn/edekTUBHOCTI Ta
apmakoHarnsgy. 3miHa yactotu Ta/abo TepmiHiB
NOAAaHHS perynsipHoO OHOBMIOBaHUX 3BITiB 3 6e3nekn
nikapcbkux 3acobiB - 3MiHM y YacToTi Ta aTtax noAaHHs
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
[Litoya pepakuis: - NogaHHs perynapHo OHOBOBAHOIO
3BiTY 3 6e3nekun 3 nepiogMyHICTIO BignoBiaHo Ao MNopsaky
3[iNCHEeHHs hapmakoHarnaay, 3aTBEpAKEHOro Hakasom
MiHicTepcTBa 0OXOpPOHM 300p0B’st YKpaiHu Big 27 rpyaHs
2006 poky Ne 898 (y penakuii Hakasy MiHicTepcTBa
0XOpOHM 300p0B'A YkpaiHu Big 26 BepecHs 2016 poky Ne
996). - lNMponoHoBaHa pepakuis: - Yactota nogaHHs
perynsipHoO OHOBIOBAHOro 3BiTy 3 6e3nekn 1 pik.
KiHueBa gata ans BkntoyeHHs gannx go PO36 -
18.01.2025 p. faTa nogaHHsa — 29.03.2025 p. -
PekomeHaoBaHO [0 3aTBEPKEHHS BiAMNOBIAHO A0
nepioANYHOCTI MOAAHHS PErynspHO OHOBIOBaAHMX 3BITiB
3 Besnekm nikapcbkux 3acobis y €C.

peuenmom

UA/20116/01/01

33.

BEPKYBO®

TabneTkn, BKpUTI
NniBKOBOKO
o6onoHkoto no 2,5
mr; no 14 TabneTtok
y 6nicTtepi; no 1
6nictepy B
KapTOHHIN naywi

Banep Al

Himeu4uuH
a

Banep Al

Himevumna

BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3minn |
Tmny - 3MiHK Wwopao 6esnekn/edekTMBHOCTI Ta
cdapmakoHarnsgy. 3MiHa yactotu Ta/abo TepMiHiB
NOAAHHS PerynsipHO OHOBMIOBAHUX 3BITIB 3 6e3nekn
nikapcbkunx 3acobiB - 3MiHM y YacToTi Ta AaTax NofaHHS
perynsipHoO OHOBIIOBAHOTO 3BiTYy 3 6e3neku
[Mitouwa pepakuis: - MoaaHHA perynspHO OHOBOBaHOIO
3BiTYy 3 6e3neku 3 nepioAnYHicTIO BignosiaHo Ao MNopsaaky
3[iicCHeHHs1 hbapmakoHarnsay, 3aTBepAXKeHOro Haka3om
MiHicTepcTBa oxopoHu 300poB’a YkpaiHm Bif 27 rpyaHs
2006 poky Ne 898 (y penakuii Haka3y MiHictepcTBa
OXOPOHU 340poB'A YKpaiHu Big 26 BepecHs 2016 poky Ne

996). - MponoHoBaHa pefakuis: - YactoTa nogaHHs
perynsipHO OHOBIOBAHOIO 3BiTy 3 6e3neku 1 pik.
KiHueBa nata ans BknodeHHs aaHux ao PO3B6 -

18.01.2025 p. AaTa nogaHHs — 29.03.2025 p. -
PekomeHooBaHO [0 3aTBEpPOKEHHST BIANOBIAHO OO
nepioguYHOCTI NOAAHHA PerynsipHoO OHOBMOBaHWX 3BITiB
3 B6e3neku nikapcbkux 3acobis y €C.

3a
peuenmom

UA/4059/01/01

34.

BECTIBO

TabneTtku no 8 mr,
no 10 TabneTok y
6nictepi; no 3
6nictepn y Kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

NOBHWI LUK:
KaTtaneHTt
Himeyunna
LLlopHaopd
m6X,
HimeyuunHa;
nepBuHHE,
BTOPUHHE
nakyBaHHS,
BUWMYCK Cepil:

Himeuumna/
Bonrapis

BHECEHHS 3MiH [0 peecTpaLiiHiX MaTepianis: 3miHu |
TMny - 3MiHK Wopao Gesnekn/edhekTUBHOCTI Ta
capmakoHarnsgy. BHeceHHs abo 3miHa(n) oo
3000B'A3aHb Ta YMOB BUAaYi peecTpauinHoro

nocBiAYeHHS, BKNtodatouu MnaH ynpaeniHHA pusvnkamm

(iHwWi 3miHW). Pe3toMe nnaHy ynpaBniHHS pu3vkamu
Bepcis 2.0 poaaetbca. OHoBneHo MNnaH ynpaeniHHs
puaukamu, Bepcis 2.0 Ha nikapcbkuii 3acié BecTibo,
TabneTku no 8 mr abo 16 mr: no 10 TabneTok y GricTepi;
no 3 6nictepu y kopobui, no 24 mr: no 10 Tabnetok y

3a
peuenmom

BankaHdapma-

6nicTepi; no 2 abo no 6 GnictepiB y kopobui; no 15
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
OynHuus AT, Tabnetok y 6nictepi; no 4 6nictepn y kopobui. 3miHK
Bonrapis; BHECeHO A0 YacTuH: | «3aranbHa iHbopmauisy, VI
KOHTPOMb cepii «Pestome nnaHy ynpaeniHHA puaukammy», VIl «dogatknuy
(Tinbkn y 3B’a3Ky 06'eaHaHHAM MYP gns BCix nikapcbkmx
mikpobionoriyHe 3acobiB, Lo MicTATb BeTaricTuH, 3asBH1Ka TOB «TeBa
TECTYBaHHS): YkpaiHa».
BAB IHCTUTYT
[irienn Ta
3abesneyeHHs
AkocTi FTMBX,
HimeyumHa
35. | BECTIBO TabneTtku no 16 mr, TOB «TeBa YkpaiHa NOBHUIA LMKI: Himeuumnna/ BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/4059/01/02
no 10 TabneTtok y YkpaiHa» KaTtaneHt Bonrapis Tmny - 3MiHuM wopo 6eanekn/edpekTMBHOCTI Ta peuenmom
6nictepi; no 3 HimeyunHa dapmakoHarnsaay. BhecenHs abo amina(n) oo
Gnictepu y kopobui LWopHaopd 3000B'A3aHb Ta YMOB BuAaYi peecTpauiiHoro
'M6X, noceigyeHHs, BknoYvaroum MNnaH ynpasniHHA pusmkamm
Hime4yuunha; (iHwWi 3miHW). Pe3tome nnany ynpasniHHS pu3vkamu
nepBuHHeE, Bepcis 2.0 gogaetbes. OHoBneHo MNnaH ynpaeniHHs
BTOPUHHE pusmkamu, Bepcisa 2.0 Ha nikapcbkuii 3acié BecTibo,
nakyBaHHs, TabneTkun no 8 mr abo 16 mr: no 10 Tabnetok y GricTepi;
BUMYCK Cepii: no 3 Gnictepu y kopobui, no 24 mr: no 10 TabneTtok y
BankaHtapma- 6nicTepi; no 2 abo no 6 Gnictepis y kopobui; no 15
Oynnuus AT, TabneTtok y 6nictepi; no 4 6nictepn y kopobui. 3MiHK
Bonrapis; BHeceHo [0 4YacTuH: | «3aranbHa iHdopmauisy, VI
KOHTPOMb cepii «Pestome nnaHy ynpasniHHA puaukammy», VIl «dogatkmy
(Tinbkn y 3B’s13ky 06'egHaHHAM MYP ans Bcix nikapcbkux
MikpobionoriyHe 3acobiB, WO MicTaTb GeTaricTuH, 3asBHMKka TOB «Tesa
TecTyBaHHS): YkpaiHa».
BAB IHcTUTYT
lirieHn Ta
3abesneyeHHs
AkocTi FTMBX,
HimeyunHa
36. | BECTIBO TabneTku no 24 mr TOB «TeBa YkpaiHa NMOBHUIA LINKI: Himeuumna/ BHECEHHS 3MiH 0 peecTpaLiiHMXx MaTepianis: 3miHu | 3a UA/4059/01/03
no 10 TabneTtoky Ykpaina» KataneHT Bonrapis Tmny - 3MiHK Wwopao 6esnekn/edekTMBHOCTI Ta peuenmom
6nicTepi; no 2 abo HimeuumHa dapmakoHarnsgy. BHeceHHs abo 3amiHa(u) oo
no 6 Gnictepis y LopHaopd 3000B's3aHb Ta YMOB BuAaui peectpauinHoro
kopobui; no 15 mbX, noceiAYeHHs, BKkntoyatoum MNnaH ynpaeniHHA pusukamm
TabneTok y 6nictepi; Himeuumnna; (iHWi 3miHK). Pe3toMe nnaHy ynpaBniHHS pyu3vkamu
no 4 6nictepu y nepBuHHe, Bepcis 2.0 nonaetbes. OHoBneHo MNnaH ynpaBniHHs
Kopobui BTOPUHHE pusmkamu, Bepcis 2.0 Ha nikapcbkuii 3acié BecTibo,
nakyBaHHs, TabneTkn no 8 mr abo 16 mr: no 10 TabneTok y GnicTepi;
BUNYCK cepii: no 3 6nictepu y kopobui, no 24 mr: no 10 TabneTok y
BankaHdhapma- 6nictepi; no 2 abo no 6 Grictepis y kopobui; no 15
Oynnuus AT, TabneTtok y 6nictepi; no 4 6nictepu y kopobui. 3MiHK
Bonrapis; BHECEHO [0 YacTuH: | «3aranbHa iHdopmadisy, VI
KOHTpOrb cepii «Pestome nnaHy ynpasniHHa pusukamny, VIl «dogatku»
(Tinbkn y 3B’s13ky 06'egHaHHsAM MYP ans Bcix nikapcbkux
MikpobionoriyHe 3acobiB, WO MicTaTb GeTaricTuH, 3asaBHMka TOB «Tesa
TECTYBaHHs): YkpaiHay.
BAB IHcTuTyT
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
[irieHn Ta
3abesneyeHHs
AkocTi FMBX,
HimeyunHa
37. | BiIePOUUN Kpanni Ha3arnbHi; No XaneoH KX LLiseviuapi XaneoH KX LLiBeviuapis BHECEHHS1 3MiH 4O peecTpauiiHux maTtepianis: 3MiHu | bes UA/4564/01/01
15 Mn y cknstHomy CAPIl A C.a.p.n. Tmny - 3MiHuM wopo 6e3nekn/edekTMBHOCTI Ta peuenma
nakoHi 3 chapmakoHarnsgy. BeegeHHst abo 3amiHv o
noninponineHoBoo y3aranbHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
KPULLIKOO- (BBEOEHHS y3aranbHeHVX AaHUX NPo CUCTEMY
KpanenbHuueto; no 1 capmakoHarnsgy, 3miHa ynoBHOBa)keHoi ocobu,
dnakoHy B BiANoBiganbHoOI 3a 34iMCHEHHS hapMakoHarnsay;
KapTOHHiIN kopooLi KOHTaKTHOT 0cO0M 3 chapMakoHarnsigy 3asiBHuUKa Ans
30iNCHeHHs hapmakoHarnsaay B YKpaiHi, SKWwo BoHa
BigMiHHa Big yNOBHOBaXeHOi 0cobu, BignosigansHoi 3a
3[iicHeHHs1 hapMakoHarnagy (BKMoYaoumn KOHTaKTHI
OaHi) Ta/abo 3miHM y po3mileHHi MacTep-danna
cuctemu hapmakoHarnsaay) 3MiHa yrnoBHOBaXXEHOT
ocobu 3asiBHKKa, BignoBigansHoi 3a dhapMakoHarnsag,.
[itoya pepgakuisn: John Poustie. NponoHoBaHa pepakuis:
Sarah Weetch. 3miHa KOHTaKTHVX AaHWX YNIOBHOBaXXEHOI
ocobu 3asBHKKA, BignoBigansHoi 3a dhapMakoHarnsag,.
3MiHa KOHTaKTHOI 0cobK 3asiBHMKA, BiAnoBiganbHoi 3a
dapmakoHarnsag B YkpaiHi. [lirova pepakuis: Knpunisa
"anuHa eopriiBHa / Galyna Kyryliva. NMponoHoBaHa
pegnakuis: Mopinvk Aptem Bonogumuposuy / Artem
Horilyk.
3MiHa KOHTaKTHWUX JaHWX KOHTaKTHOI 0cobu 3asiBHUKA,
BignosiganeHoi 3a apMakoHarnsg B YKpaiHi.
38. | BIePOLUN cnpen HasanbHUu, XaneoH KX LLisenuapi XaneoH KX LLisenuapis BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3miHu | bes UA/4564/02/01
[o3oBaHuit; no 15 CAPN ] C.a.p.n. TMny - 3MiHK Wwopao 6e3nekn/edekTUBHOCTI Ta peuenma

My donakoHi 3
po3nunioBayeM; no
1 donakoHy y
KapTOHHiI kopobui

dapmakoHarnagy. BeegeHHs abo 3miHm oo
y3aranbHeHVX AaHnX Npo cuctemMy bapmakoHarnsgy
(BBEAEHHSA y3aranbHEHUX AaHWX NPO cucTeMy
dapmakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
BiANOBIganNbHOI 3a 34iIMCHEHHS hapMakoHarnsaay;
KOHTaKTHOI 0cobu 3 hapmakoHarnagy 3asiBHuKa Ans
34iCHeHHs hapmakoHarnsgy B YKpaiHi, SKWo BoHa
BigMiHHa Bi yNOBHOBaXXeHOi 0cobu, BignoBigansHoi 3a
30iCHeHHs1 hapmakoHarnaay (BKMHYaYM KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3MmilLeHHi MacTep-danna
cucteMu hapmakoHarnsaay) 3MiHa yrnoBHOBaXXeHOT
ocobu 3asiBHUKa, BiANOBIAanbHOI 3a hapmakoHarnsg.
Hitoya pepakuia: John Poustie. NponoHoBaHa pegakuis:
Sarah Weetch. 3miHa KOHTaKTHVX AaHWUX YNIOBHOBaXEHOI
ocobu 3asiBHUKa, BiANOBIAanbHOI 3a hapmakoHarnsg.
3MiHa KOHTaKTHOI 0cobK 3asiBHUKA, BiAnoBiganbHoi 3a
dapmakoHarnsag B YkpaiHi. [itova pepakuis: Knpunisa
anuHa eopriiBHa / Galyna Kyryliva. NponoHoBaHa
pepakuisi: Mopinuk Aptem Bonogumuposud / Artem
Horilyk.
3MiHa KOHTaKTHWUX AaHWX KOHTaKTHOI 0COOM 3asiBHMKa,
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
BignoBiganeHoi 3a dhapMakoHarnsg B YKpaiHi.
39. | BITAMIHC TabneTku XyBarnbHi TosapucTtso Ykpaina ToBapuctso 3 Ykpaina BHECEHHS 3MiH 40 peecTpauinHux maTepianis: 3miHu | bes UA/16001/01/01
no 500 mrno 8 3 [000aTKOBOO Tmny - 3MiHuM wopo 6e3nekn/edekTMBHOCTI Ta peuenma
TabneTok y bnicTepi; | AOAATKOBOW BiANoBiAanbHICT dapmakoHarnsaay (iHwi 3miHn) - OHOBNEHO TekCT
no 3 abo 7 6nictepiB | Bignoeigans 10 "IHTEPXIM" MapKyBaHHS NEPBUHHOI Ta BTOPMHHOI YNaKkoBKu
y navui HiCTIO nikapcbKkoro 3acoby, a came BUy4eHo iHhopmallito,
"IHTEPXIM" 3a3HayeHy POCIVICbKOK MOBOIO, Ta BHECEHO HE3HAaYHI
3MiHW B iHLLI MYHKTU TEKCTY MapKyBaHHs. Bunyyero
[00aTKOBUI TEKCT MapKyBaHHS YNakoBKW, B SKOMY
3a3HayeHo NoroTun aucTpmob'toTtopa. BBegeHHs 3miH
NpoTHArom 6-Tn MicsILiB Nicnsi 3aTBEpPAKEHHS
40. | BITAMIHC TabneTku XyBanbHi ToBapucTBo YkpaiHa ToBapucTBo 3 YkpaiHa BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 6e3 UA/16002/01/01
3i cMakom 3 [00aTKOBOO TMny - 3MiHn Wwopao 6e3nekw/edeKkTMBHOCTI Ta peuenma
anenbcuHy no 500 [00aTKOBOK BignoBiganbHicT capmakoHarnagy (iHwi 3miHn) - OHOBMNEHO TEKCT
Mr no 8 TabneTtok y Bignosiganb 1o "IHTEPXIM" MapKyBaHHsi NEPBUHHOI Ta BTOPUHHOI YNaKOBKK
6nictepi; no 3 abo 7 HiCTIO nikapcbKoro 3acoby, a came BUny4eHo iHgopmallito,
6nictepis y navui "IHTEPXIM" 3a3HayeHy POCIVICbKOK MOBOIO, Ta BHECEHO HEe3HauHi
3MiHW B iHLWI NYHKTW TEKCTY MapKyBaHHS. BunyyeHo
[OAAaTKOBUIN TEKCT MapKyBaHHS yNakoBKK, B SKOMY
3a3HayeHo norotun anctpub'totopa. BBeaeHHs 3miH
NpOTArom 6-Tu MicsLiB Nicnsa 3aTBepAXeHHs
41. | TABAHA® Kancynwv no 75 wmr; MAT YkpaiHa MAT Ykpaina/ BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3miHu | 3a He UA/14764/01/01
10 kancyny "KniBmeanp "KviBmegnpenap CnoseHis Tmny - 3MiHK Wwopao 6esnekn/edekTMBHOCTI Ta peuyenmom | nidnseae
6nictepi; no 2 enapar” at", YKkpaiHa; capmakoHarnagy (iHwi 3miHM) - 3MiHK BHECEHO A0
6nictepu B mayui TOB iHCTPYKUIii AN MEAUYHOro 3aCTOCYBaHHS fikapCbKoro
«MAPIDAPM», 3acoby y posainu "Cknag", "lNikapcbka dopma” (LLogo
CnoBeHis OCHOBHUX (hi3MKO-XiMiYHMX Bnactusoctew), "TepMmiH
npugaTHocTi", "BUpobHuk", "MicuesHaxomKeHHS
BMpOGHMKa Ta agpeca Micus NpoBafXXeHHSs 11oro
nisnbHOCTI" Woa0 AodaHHSA HoBOI cunu Aii 25 mr ta
3aTBEPKEHHST EAMHOI IHCTPYKUIT ANst BCiX J03YBaHb
nikapcbkoro 3acoby
42. | TABAHA® kancynu no 150 wmr; MNAT YkpaiHa MAT Ykpaina/ BHECEHHS 3MiH 0 peecTpaLiiHux MaTepianis: 3miHu | 3a He UA/14764/01/02
10 kancyn y "KviBmennp "KviBmegnpenap CnoBeHis Tmny - 3MiHK Wwopao 6esnekn/edekTMBHOCTI Ta peuyenmom | nidnseae
6nicTepi; no 2 enapat" aT", YkpaiHa; dapmakoHarnsaay (iHwi 3miHu) - 3MiHM BHECEHO A0
6nictepu B nayui TOB IHCTPYKLUii ANS MeAMYHOro 3aCTOCYBaHHS NiKapCbKoro
«MAPIDAPM», 3acoby y posainu "Cknag", "lNikapcebka dopma” (LLono
CnoBeHis OCHOBHUX (Di3VKO-XiMIYHMX BriacTuBocTewn), "TepMiH
npuaaTHocTi", "BUpobHuK", "Micue3HaxomxeHHs
BUPOOHMKA Ta agpeca Micusi NPOBa[KEHHS NOro
[OisnbHOCTI" WoA0 AoAaHHS HOBOI cunu fii 25 mr t1a
3aTBEPOKEHHSI EAMHOI IHCTPYKLIT ANt BCIX J03YBaHb
nikapcbkoro 3acoby
43. | FABAHA® kancynu rno 300 wmr; MAT YkpaiHa MAT Ykpaina/ BHECEHHS 3MiH 0 peecTpauinHux maTepianis: 3MiHu | 3a He UA/14764/01/03
no 10 kancyny "KuiBmegnp "KuiBmegnpenap CnoBeHis TMny - 3MiHK Wopao Gesnekn/edekTUBHOCTI Ta peuenmom | nidnsizae
6nicTepi; no 2 enapat” aT", YkpaiHa; dapmakoHarnsaay (iHwi 3miHm) - 3MiHM BHECEHO A0
Gnictepu B navui TOB IHCTPYKLUii ANS MeAMYHOro 3aCTOCYBaHHS NiKapCbKoro
«MAPI®APM», 3acoby y po3ainu "Cknag", "lNikapcbka dopma” (Lono
CnoBeHis OCHOBHUX Di3MKO-XiMiYHMX BriactuBocTewn), "TepMiH
npugaTHocTi", "BupobHuK", "Micue3HaxomKeHHs
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayitiHo20
noceio4yeHHs1

BUPOGHMKA Ta agpeca Micusi NpoBaKEHHS NOro
OisnbHOCTI" WOoA0 A04aHHS HOBOI cunu gii 25 mr T1a
3aTBEePIKEHHST E4MHOI IHCTPYKLIT ANnst BCiX J03YBaHb

nikapcbkoro 3acoby

44,

FABAHA®

kancynu no 50 wmr;
no 10 kancyny
GnicTepi; no 2
Gnictepu B nayui

MAT
"Kuismegnp
enapart”

Ykpaina

MAT
"Kuismegnpenap
at"

Ykpaina

BHECEHHS 3MiH 40 peecTpauinHux maTepianis: 3miHu |
Tmny - 3MiHuM wopo 6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsay (iHwi 3miHn) - 3MiHN BHECEHO A0
IHCTPYKUIii 4N MEAUYHOro 3aCTOCYBaHHS fikapCbKoro
3acoby y posginu "Cknag", "llikapcbka cpopma” (Lono
OCHOBHUX (i3nKO-XiMiYHMX BnacTueocTten), "TepMiH
npuaatHocTi", "BupobHuk", "MicuesHaxomKkeHHst
BMPOGHMKa Ta agpeca Micus NpoBagXeHHSs! Aoro
OianbHOCTI" Woa0 AodaHHSA HOBOI cunu aii 25 mr ta
3aTBepAKEHHSA EAMHOI IHCTPYKUIii ANS BCIX 403YBaHb
nikapcbkoro 3acoby

3a
peuenmom

He
nidnsieae

UA/14764/01/04

45,

FABAHA®

kancynu no 25 wmr;
no 10 kancyn y
6nictepi, no 2
onictepu B navui

MAT
"KniBmeanp
enapar”

YkpaiHa

MAT
"KuiBmegnpenap
ar"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3MiHW, LLO
notpebyoTb HOBOI peecTpaii - 3miHa cunu gii,
nikapcbkoi oopMmu Ta cnocoby 3acTtocyBaHHs. 3MiHa abo
[0[aBaHHS HOBOI CUNM Aji/pO3BeAeHHS (3aTBEPKEHO :
kancynu no 50 mr, no 75 mr, no 150 mr ta no 300 wmr).

Pestome nnaHy ynpaeniHHS pu3nkamu Bepcis 0.2
[O[aeTbCA.

MNepioanyHiCTe NogaHHA perynsapHoO OHOBIHOBAHOIO 3BITY
3 6e3neku, BiANoBiAHO Ao Mopsaky 3AiINCHEHHS
dapmakoHarnsay, 3aTBepakeHoro Haka3om
MiHicTepcTBa OXOpPOHM 300pOB’st YKpaiHW Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTtpoBaHoro B MiHicTepcTBi
tocTuuii Ykpainum 29 ciuns 2007 poky 3a Ne 73/13340 (y
pepakuii Hakady MiHicTepcTBa OXOPOHU 340pPOB'A
Ykpainu Big 26 BepecHsi 2016 poky Ne 996), ctaHOBUTb:
3rigHO 3i CTPOKamu, 3a3Ha4YeHUMM y NepPioANYHOCTI
nodaHHs perynsipHux 3siTi 3 6esneku.

3a
peuenmom

He
nidnsieae

UA/14764/01/05

46.

FABICKOH®MO
ABIMHOI aif

TabneTku xyBanbHi;
no 8 tabnetoky
6nicTepi; no 2 abo
no 3 6nictepuy
KapTOHHIN kopobui

PekkiTT
BeHkizep
Xerckep

(FOKen)
NimiTen

Benuka
Bputanis

BignoBiganbHUn
3a
BMPOGHMLTBO,
nepBUHHE
nakyBaHHs,
BTOPUHHE
nakyBaHHs,
KOHTPOJb SIKOCTI
roToBOro
npoaykTy,
BUWMYCK Cepil:
PekkiTT BeHkizep
Xenckep (KOKen)
JlimiTen, Benuka
BputaHis;
BiAnoBiganbHUN
3a
BMPOGHMLTBO,

Benuka
BpuTtaHisa

BHECEHHS 3MiH [0 peecTpaLiiHuX maTepianis: 3miHu |
Tmny - 3MiHn 3 skocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikaT BignoBigHOCTI €EBponenchkii
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIIEHOrO cepTudikaTa BignoBigHOCTi abo BUNy4eHHs
cepTudpikaTta BignosigHocTi €Bponeiickkiin hapmakonei:
ans A®l; ons BuxigHoro
MaTepiany/peareHTy/NMpOMiXXHOrO NPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpoBHULTBI ADI; Anst AoNOMiXHOT
peyoBUHYM (cepTudikaT BiANOBIAHOCTI €EBPONENCHKIN
dapmakonei) - OHoBReHu cepTudikaT Bif yxe
3aTBepAKeHOro BUpobHuKa. MogaHHs OHOBNEHOro
cepTudpikaTa BigNoBigHOCTI €Bponeiichbkin hapmakonei
Ne RO-CEP 2020-379 - Rev 01 (3atBepaxeHo: RO-CEP
2020-379 - Rev 00) gns A®I kanbuito kapboHaTy Big
3aTBepakeHoro BMpobHuka SUDEEP PHARMA
PRIVATE LIMITED, IHgis.

be3
peuenma

UA/13353/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
nepBuHHE
nakyBaHHS,
BTOPWHHE
nakyBaHHs:
PexkkiTT BeHkizep
Xenckep
IHTepHewHn
Ilimiten, Benuka
BpuTtaHia
47. | TAHOOPT® Kpanni o4Hi no 3,0 EGGBI HimeyumH AnnepraH Ipnangis BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/11121/01/01
MmNy dOnakoHi- Honunena a dapmachbtoTikan Tuny - 3MiHn Wwopao 6eanekw/edekTMBHOCTI Ta peuenmom
KpanenbHuui 3 'M6X i Ko. 3 lpnangis capmakoHarnsgy (iHwi 3amiHu). 3MiHM BHECEHO B TEKCT
nonieTunexy, no 1 K MapKyBaHHsi NEPBUHHOI Ta BTOPUHHOT YNaKOBKK
abo 3 dnakoHu- nikapcbkoro 3acoby y po3ain «IHWE». BBegeHHs 3MiH
KpanenbHuui B NPOTSromM 6-Tu MicALUiB MiCNa 3aTBEPAXEHHS.
KapPTOHHIN nayui
48. | TENAPUH MOPOLLIOK MpAT "lMo YkpaiHa KIH MACTEP Bpasunisa BHECEHHS 3MiH 40 peecTpauiinHuxX maTepianis: 3miHu | - UA/17853/01/01
HATPIIO (cybeTaHuin); BUPOBHMUTB nPOAOYTYL TMNy - AOMiHICTPaTMBHI 3MiHW. 3MiHa HallMeHyBaHHS
y NOnieTNeHoBUxX y iHCyniHiB KYMIKYLW NTOA Ta/abo agpecu micusa NPoBaMKEHHS BiSiNbHOCTI
nakeTtax ons "IHOAP" BUPOOHMKa (BKMOYao4m, 3a HeobXigHOCTI, Micue
dapmaLeBTUHHOrO npoBeAeHHs KOHTPOIIO AKOCTi), abo BnacHuWKa mactep-
3aCTOCyBaHHA davina Ha A®I, abo noctayanbHuka APl/BuxigHoro
MaTepiany/peareHTy/MpOMiIXXHOrO MPOAYKTY, LLO
3aCTOCOBYIOTLCA Y BUPOOHMLTBI API (AKLLO 3a3HaYeHO Y
[OCbe Ha nikapcbkui 3acib) 3a BiacyTHOCTI cepTudikara
BiAMOBIAHOCTI €Bponencokii papmakonei y
3aTBEpAKEHOMY A0CkE, abo BUPOOHMKa HOBOI
AOMOMDKHOT PEYOBMHM (SIKLLLO 3a3HaYeHOo Y AOChE) -
AamiHicTpaTVBHa 3MiHa y 3B’A3KY 3 YTOYHEHHSAMW 0
agpecu BUpobHMKa, 6e3 3MiHM MiCLiSt 3HaXOMKEHHS.
49. | TMIKOCTEPUN pO34uH ANs iHdy3in MpuBaTtHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3miHu | 3a UA/1859/01/01
»10 no 250 mn, 500 MmNy | akuioHepHe aKuioHepHe Tmny - 3MiHK Wwopao 6esnekn/edekTMBHOCTI Ta peuenmom
nakeri TOBapuUCTBO TOBapUCTBO dapmakoHarnsgy (iHwi 3miHW) - 3MiHN BHECEHO Yy TEKCT
nonimepHomy; no 1 "IHdpy3ia" "IHdysia" MapKyBaHHS yNakoBKu Nikapcbkoro 3acoby (n. 17.
nakety IHLWE), a came BunyyeHo iHdpopmaliito woao
noniMepHomMy B ancTtpub'toTopa. BBeaeHHst 3miH npoTtsarom 6-tu Micauis
npo3opomy nicns 3aTBepKEHHs
nnacTyKoBOMy
nakeri
50. | TMIKOCTEPUN PO34uH ANS iHdY3il; MpuBaTtHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHuX MaTepianis: 3miHu | 3a UA/1860/01/01
D5 no 200 mn, 250 mn, akuioHepHe akuioHepHe TMny - 3MiHM Wwopao 6e3nekn/edpekTMBHOCTI Ta peuenmom
400 mn, 500 mny TOBapuUCTBO TOBapuUCTBO apmakoHarnsgy (iHwi 3mMiHM) - 3MiHN BHECEHO Y TEKCT
nnswkax; no 250 "IHgpy3ia" "IHdpysia" MapKyBaHHS ynakoBKM Nikapcbkoro 3acoby (n. 17.
mr, 500 mn y nakeTi IHLWE), a came Buny4eHo iHdopmallito oo
nonimepHomy; no 1 ancTtpub'toTopa. BeBeaeHHst 3MiH npoTsirom 6-tu Micauis
nakety nicns 3aTBepAKEHHS
nonimMmepHomy B
npo3opomy
nnacTyKoBOMy
nakeri
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3acoby ynakoeka) noceio4yeHHs1
51. | rnnBINno TabneTtkn no 50 mr KPKA, o.4., CnoBeHis BUPOBHMK, CnoBeHis BHECEHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/17507/01/01
no 15 Tabnetok y Hoso mecTo BiANoBiganbHUi Tuny - 3MiHn Wwopao 6eanekw/edekTMBHOCTI Ta peuenmom
6nictepi; no 2 abo 4 3a BMPOBOHULTBO capmakoHarnsgy. 3MiHa yactotu Ta/abo TepMiHiB
Gnictepn y "in bulk", NoJaHHsi perynsapHO OHOBIOBaHMX 3BiTiB 3 6e3neku
KapTOHHiN kopobui nepBuHHe Ta nikapcbkux 3acobiB. 3MiHa TepMiHy NoAaHHsi perynsipHo
BTOPUHHE OHoBrtoBaHoro 3BiTy 3 6e3nekn (PO3B) nikapcbkoro
nakyBaHHs, 3acoby: [itoya pepakuin: Yactota nogaHHs PO36 - 3
KOHTpOIb Ta poku; KiHueBa gata ans BknoveHHs gaHux go PO36 -
BUNYCK cepii: 28.02.2018 p.;
KPKA, a.4., narta nogaHHsa PO36 - 29.05.2018 p. MponoHoBaHa
Hoso mecrTo, pepakuisa: Yactora noganHs PO3B - 3 poku; KiHuesa
CnoBeHis; narta gns BkntoveHHst aaHux go PO36 - 28.02.2027 p.;
BUPOBHMK, narta nogaHHa PO3B - 29.05.2027 p. PekomeHgoBaHo
BignoBiganbHUn [0 3aTBEPAXKEHHS BiAMOBIAHO A0 NEPIOSUYHOCTI
3a KOHTpOIb NoAaHHs perynsipHO OHOBMIOBaHUX 3BITIB 3 6e3neku
cepii: KPKA, nikapcbkux 3acobiB y €sponericbkomy Cotosi.
n.o., Hoeo
MecTo,
CnoBeHis
52. | TNILEPON cynosutopii €spo Benuka BiANoBiAanbHUA MopTyranis/ BHECEHHS 3MiH [0 peecTpauiinHuxX maTepianis: 3miHu | bes UA/12050/01/01
€BPO pektanbHi no 1000 Tandokep BputaHia 3a: ITania Tmny - 3MiHuM wopo 6eanekn/edpekTMBHOCTI Ta peuenma
Mr; no 6 Jita BUPOBHMLTBO capmakoHarnsgy (iHwi 3amiHu). 3MiHM BHECEHO B TEKCT
CynosuTopiis y Hepo3dacosaHo MapKyBaHHs yNakoBOK MikapcbKoro 3acoby, a came:
6nictepi; no 1 abo ro NPOAYKTY; BUNYYEHO iHOPMALLit0 CTOCOBHO KOMMaHii, WO 34iMCHI0E
no 2 6nictepu B nepBuUHHE MapKeTUHT; AeTanisaoBaHo iHdopmMauito 40 NyHKTIB 2, 3,
KapTOHHIN ynakoBLji nakyBaHHS; 4,8,9, 11,12, 13, 16, 17 BTOPMHHOI yNaKkoBKU Ta OO
BTOPUHHE nyHkTiB 3, 4, 6 NepBUHHOI ynakoBku. TepMiH BBEAEHHS
nakyBaHHS; 3MiH NPOTArom 6 MicsAUiB NiCNs 3aTBEPIKEHHS.
KOHTPOMb/BMNPO
GyBaHHS; BUMYCK
cepil:
JlabopaTtopiyc
Baci - IngycTpia
dapmachbloTika,
CA,
MopTyranis;
BignoBsiganbHUN
3a:
BUPOGHMLTBO
Hepo3dacoBaHo
ro NpoaykTy;
nepBUHHE
nakyBaHHs;
BTOPWHHE
nakyBaHHs;
KOHTPOMb/BUMPO
6yBaHHS cepii:
JNlamn CaH
Mpocnepo CIA,
ITanis
53. | rNIUEPON cynosutopii €Bpo Benwuka BignosiganbHUn MopTtyranis/ BHECEHHS 3MiH 0 peecTpaLiiHuXx MaTepianis: 3miHu | 6e3 UA/12050/01/02




20 [TponoBkeHHs goaaTka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
€BPO peKTanbHi no no Jlandokep BputaHia 3a: ITania Tmny - 3MiHuM wopo 6e3nekn/edekTMBHOCTI Ta peuenma
2000 wmr; no 6 Iita BMPOBOHMLTBO dapmakoHarnsaay (iHwi 3miHm). 3MiHM BHECEHO B TEKCT
cynosmTopiis y Hepo3adacoBaHo MapKyBaHHS YNaKkoBOK nikapcbkoro 3acoby, a came:
6nictepi; no 1 abo ro NPOAYKTY; BUNYYEHO iHbopMmaLLito CTOCOBHO KOMNaHii, WO 34iNCHI0E
no 2 6bnictepu B nepBuHHe MapKeTWHT; AeTanizoBaHo iHopmaLlito 40 NyHKTIB 2, 3,
KapTOHHiIl ynakoBLi nakyBaHHS; 4,8,9, 11,12, 13, 16, 17 BTOPMHHOI yNakoBKKM Ta OO
BTOPUHHE nyHkTIB 3, 4, 6 NepBUHHOI ynakoBku. TepMiH BBEAEHHS
nakyBaHHs; 3MiH MPOTAroM 6 MicAUiB NiCNs 3aTBEPAXEHHS.
KOHTPOML/BMNPO
6yBaHHs; BUNYyCK
cepil:
JlaBopaTopiyc
Bbaci - IngycTpia
dapmachbioTika,
C.A,
MopTyranis;
BignoBiganbHUn
3a:
BUPOBHMLTBO
Hepo3dacosaHo
ro nNpoaykTy;
nepBuHHE
nakyBaHHsi;
BTOPWHHE
nakyBaHHs;
KOHTPOMb/BMMPO
ByBaHHs cepii:
Namn CaH
Mpocnepo CIA,
ITanis
54. | rniuyuH KpucTanivyHum TosapucTtBo YkpaiHa ToBapwucTtBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHMXx MaTepianis: 3miHu | - UA/19790/01/01
MOPOLLIOK 3 obmexeHo Tmny - 3MiHn 3 gkocTi. A®Il. CtabinbHicTe. 3miHa nepioay
(cybcTaHuis) y obmexeHoo BignoBiganbHicT NoBTOPHUX BUNpobyBaHb/Nepioay 36epiraHHst abo ymoB
MiLLKax Bignosigans 10 "OAPMXIM" 36epiraHHst ADI (3a BiACYTHOCTI y 3aTBEPKEHOMY AOChE
nonieTuneHoBmx HICTIO cepTudpikaTta BignoBigHOCTI €Bponeiickkin hapmakonesi,
ans "®APMXIM" LLIO BKIHOYa€E Nepiog NOBTOPHOro BUnpobyBaHHst) (nepios
hapmaLeBTUHHOIO noBTOpPHOro BUNpobyBaHHs/nepion 36epiraHHs) -
3acTocyBaHHS 36inbLeHHA abo BBeAeHHs nepiody NOBTOPHOrO
BUNpobyBaHHs/nepiogy 36epiraHHs Ha OCHOBI
pes3ynbTaTiB AoChigKeHb Y peanbHOMY Yaci.
36inbLueHHs TepMiHy nepekoHTponto AdI i3 24 micsauis
0o 36 micsauiB Ha OCHOBI NO3UTUBHUX pe3ynbTaTiB
[ocniopKeHHs cTabinbHOCTI
3aTtBepaXeHo: TepMiH NEPEKOHTPONI0 24 MicsL;.
B3anponoHoBaHo: TepMiH nepekoHTponto 36 MicsauiB.
55. | TMHOKO3A pPO34MH Ans iHdy3in OouipHe YkpaiHa HouipHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHux MaTepianis: 3miHu | 3a UA/4112/01/01
10%, no 100 mn, nignpuemcTs nignNpYeEMCTBO TMny - 3MiHK 3 AKOCTI. Fo0TOBUIA Nikapcbkui 3aci6. 3MiHn peuenmom
abo no 200 mn, abo o "®apmaTpena” y BUpOGHMLTBI. 3MiHa po3Mipy cepii (Bkntovaum
no 250 mn, abo no "®apmaTtpen Aiana3oH po3mipy cepii) roToBoro nikapcbkoro 3acoby
400 mn, abo no 500 a" (3meHweHHs go 10 pasiB) BBeAEHHS [OOATKOBOrO
MI1 Y KOHTerHepax po3mipy cepii 393 n (2800-3300 wT. donakoHiB) A0 BXe
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
3aTBepmKeHoro poamipy 1325 n ana po3unHy ans
iHy3int 10 % ans o6'emy koHTenHepa 100 mn
56. | FTMIOKO3A PO34MH Ans iHdysin HouipHe YkpaiHa [ouvipHe YkpaiHa BHECEHHS1 3MiH JO peecTpaLiiHux maTtepianis: 3MiHu | 3a UA/4112/01/02
5 %, no 100 mn, a6o | nianpuemcTs nignpueMcTeo TMny - 3MiHK 3 sKoCTi. FoTOBMIA nikapcbkuii 3aci6. 3miHn peuenmom
no 200 mn, abo no o "®apmaTpena” y BUpoBHMUTBI. 3MiHa po3mipy cepii (Bkntouaoum
250 mn, abo no 400 "dapmaTtpen fianas3oH po3Mipy cepii) roToBOro nikapcbkoro 3acoby
mn, abo no 500 mn, a" (3meHweHHs go 10 pasiB) BBe4eHHS 4OO4ATKOBOrO
abo no 1000 mn, po3mipy cepii 393 n (2800-3300 wT. cbnakoHis) A0 BXe
a6o no 3000 mn, 3aTBepmkeHoro poamipy 1325 n ana po3unHy ans
abo no 5000 mny iHdpy3in 5 % ansa o6'emy koHTenHepa 100 mn
KOHTEeVHepax
57. | DAKAPBA3VH NMOPOLLOK Ans Mepak HimeyunH BTopuHHe Himeyumna/ BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/6987/01/01
MEOAK NPUroTyBaHHSA lesenbwad a nakyBaHHs, Yecbka Tmny - 3MiHn 3 skocTi. CepTudikaT BignosigHocTi/l'E- peuenmom
PO34UHY ANS iH'EKLN T dorop MapKyBaHHS, Pecny6nika cepTudikaT BigNoBiAHOCTI €EBpONEnchKin
abo iHdysin no 100 KniHiwe KOHTPOnb Ta tapmakonei/MoHorpadii. MogaHHsa HoBoro abo
mr; 10 donakoHis 3 LWneuiansnp BUMNYCK Cepil: OHOBMEHOro cepTudikaTa BiANoBiAHOCTI abo BUMYYEHHS
MOPOLLIKOM Y Kopobui enapare Mepak cepTudpikaTta BignoBigHOCTI €Bponeiicbkin hapmakonei:
3 KapTOHYy M6X [e3enbwadpt ona A®l; ansa BuxigHoro
drop KniHiwe MaTepiany/peareHTy/MpOMiIXXHOrO MPOAYKTY, LLO
LLineuiansnpena BMKOPMCTOBYIOTbCA Y BUpobHUUTBI ADI; Ans AONOMKHOT
pate M6X, pevoBUHM (cepTudikaT BianoBiaHOCTI €BpONENChKin
Himeyumha; dapmakonei) - OHoBneHu cepTudikaT Bif yxe
BupobHuuTBo 3aTBEpPAKEHOro BUPOBHMKA, NOAAHHS OHOBIIEHOTO
"in bulk", cepTudikaty BignoeigHoOCTi €Bponeichbkii hapmakonei
nepBuHHE Ta CEP 2008-036 - Rev 03 Bia Bxe 3aTBEpAXKEHOIO
BTOPUHHE BMpo6Huka Heraeus Deutschland GmbH & Co. KG
nakyBaHHS, Jitoyoi pevoBuHU fakapbasuH (3aTtBepaxeHo: CEP

MapKyBaHHs Ta
KOHTPOMb Cepii:
OHkomen
MeHblodbekvepiH
ra.c., Yecbka
Pecnybnika;
BupobHuuTBO
"in bulk",
nepBuHHE
nakyBaHHs Ta
KOHTPOMb Cepii:
OHkoTtek ®apma
MpogakLwH
m6X,
HimeuumnHa;
MapkyBaHHs Ta
BTOPWHHE
nakyBaHHs,
HaHeCeHHs
3aXMCHOI NMiBKK
(onuioHanbHO):
Mega-IKC-Mpecc
m6X,
HimeyunHa

2008-036 - Rev 02 Heraeus Deutschland GmbH & Co.
KG; sanponoHoBaHo: CEP 2008-036 - Rev 03 Heraeus
Precious Metals GmbH & Co. KG). 3minu | Tvny - 3miHn
3 gkocTi. CepTudikat BignosigHocTi/lE-cepTudikar
BiAMOBIAHOCTI €Bponencokini hapmakonei/moHorpadii.
MonaHHs HoBoro abo OHOBEHOro cepTudikaTa
BignoBigHoCTi abo BuUny4eHHs cepTudikata
BignoBigHOCTI €Bponencokin dapmakonei: ans A®l; ans
BMXiQHOro MaTepiany/peareHTy/NpoOMiKHOrO NPOAYKTY,
LLIO BUKOPUCTOBYHOTbCS y BUpOOHULTBI ADI; ans
[OMOMIXKHOI peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHWI cepTudikat
Bifl y)Xe 3aTBEpAKEHOro BUPOBOHMKa, NoAaHHS
OHOBJIEHOTO cCepTudikaTy BiANOBIAHOCTI €EBPONENCHKIn
capmakonei R1-CEP 2010-315 - Rev 02 Big Bxe
3aTBepaxeHoro BupobHuka SUZHOU LIXIN
PHARMACEUTICAL CO., LTD. gito4oi pe4oBuH#M
fakapba3suH (3aTBepakeHo: R1-CEP 2010-315 - Rev 01,
3anponoHoBaHo: R1-CEP 2010-315 - Rev 02).
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
58. | DAKAPBA3VH NMOPOLLOK Anst Mepak HimeyunH BTopuHHe HimeyumHa/ BHECEHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/6987/01/02
MEOAK NPUroTyBaHHA [esenbwad a nakyBaHHs, Yecbka Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTi/l'E- peuenmom
PO34MHY Ans iH eKLin T hrop MapKyBaHHS, Pecnybnika cepTudikaT BiaNnoBiaHOCTI €BpONEnCchbKin
abo iHdysin no 200 KniHiwe KOHTPOSb Ta dapmakonei/moHorpadii. MogaHHsa HoBoro abo
mr; 10 dnakoHis 3 LWneuiansnp BUMNYCK cepil: OHOBIIEHOTO cepTudikaTa BiANOBIAHOCTI abo BUMyYEHHS
NMOPOLLKOM Y KOpobLi enapare Mepak cepTudikarta BignoBiaHOCTI €Bponenchkin dhapmakonei:
3 KapTOHY M6X [e3enbwadpTt ans A®l; onsa BuxigHoro
drop KniHiwe MaTepiany/peareHTy/NpOMiXXHOro NPOAYKTY, LLO
LLneuianbnpena BUKOPUCTOBYHOTLCS Yy BUPOOHMLUTBI ADI; Anst 4ONOMiKHOT
pate M6X, peyoBUHM (cepTudikaT BiaNOBIAHOCTI €BpONENChKin
Himeuumnha; dapmakonei) - OHoBneHnn cepTudikat Bif yxe
BupobHuuTBO 3aTBEpOKEHOro BUPOBHUKA, NOAAHHSI OHOBIIEHOTO
"in bulk", cepTudikaty BignoeigHoOCcTi €Bponerchbkii hapmakonei
nepBuHHE Ta CEP 2008-036 - Rev 03 Bia BXe 3aTBEpAXKEHOIO
BTOPUHHE BupobHuka Heraeus Deutschland GmbH & Co. KG
nakyBaHHs, niroYoi pevoBmHK fakapbasuH (3aTBepakeHo: CEP
MapKyBaHHs Ta 2008-036 - Rev 02 Heraeus Deutschland GmbH & Co.
KOHTPO~b cepil: KG; 3anponoHoBaHo: CEP 2008-036 - Rev 03 Heraeus
OHkomep Precious Metals GmbH & Co. KG). 3miHu | Tuny - 3miHn
MeHblodbekvepiH 3 gkocTi. CepTudikat BignosigHocTi/lE-cepTudikar
ra.c., Yecbka BignoBigHoCTI €Bponeiickkin hapmakonei/MoHorpadii.
Pecny6nika; MopgaHHA HoBoro abo oHoBreHoro cepTudikara
BupobHuuTBO BigNoBIgHOCTI abo BUny4YeHHs ceptudikara
"in bulk", BignoBigHoCTi €Bponeichkin hapmakonei: gns Adl; ans
nepBUHHE BUXiAHOro Matepiany/peareHTy/NpOMiXKHOTO NPOAYKTY,
nakyBaHHs Ta LLIO BUKOPUCTOBYIOTLCS y BUPOOHMLTBI ADI; aAns
KOHTPOSb cepii: [OOMNOMiXHOT peqoBUHU (cepTudikaT BignoBigHOCTI
OHkoTtek ®apma €Bponelicbkint hapmakonei) - OHoBNeHWn cepTudikat
MpopakwwH Bifl y)Xe 3aTBepHKEHOro BUpobHwMKa, NoAaHHs
mb6X, OHOBMEHOro cepTudikaTy BiAnoBiAHOCTI EBpONEChKin
Himeuumnna; capmakonei R1-CEP 2010-315 - Rev 02 Big Bxe
MapkyBaHHS Ta 3aTBepaxeHoro BupobHuka SUZHOU LIXIN
BTOPUHHE PHARMACEUTICAL CO., LTD. gjto4oi pe4oBuHM
nakyBaHHS, fakapbasuH (3aTBepakeHo: R1-CEP 2010-315 - Rev 01;
HaHeCeHHs 3anponoHoBaHo: R1-CEP 2010-315 - Rev 02).
3aXUCHOI NMiBKK
(onuioHanbHO):
Meg-IKC-Mpecc
mbX,
HimeyunHa
59. | DAKAPBA3WUH NOpPOLUOK ANs Mepak HimeyumH BTopuHHe Himeuuunna/ BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/6987/01/03
MEOAK NpUroTyBaHHS lesenbwad a nakyBaHHS, Yecbka Tuny - 3MiHK 3 sikocTi. CepTudikaT BignosigHocTi/l'E- peuenmom
PO34MHYy Ans iH eKuin T dorop MapKyBaHHS, Pecny6bnika cepTudikat BiaNoBIAHOCTI EBPONENChKIN
abo iHdysin no 500 KniHiwe KOHTPONb Ta dapmakonei/moHorpadii. MogaHHsA HoBoro abo
mr; 1 donakoH 3 LWneuiansnp BUNYCK cepii: OHOBMEHOro cepTudikaTa BignoBigHOCTI abo BUMYyYEHHS
MOPOLLKOM Y kopobui enaparte Mepax cepTudpikaTta BignosigHocTi €Bponeiickkii hapmakonei:
3 KapTOHY M6X [esenbwadpT ans A®l; ansa BuxigHoro

dtop KniHile
Lneuianbnpena
pate M6X,
HimeyumHa;

maTepiany/peareHTy/npoMiXKHOro NPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpOBHULTBI ADI; Anst AonoMiXHOT
peyoBUHM (cepTudikaT BiANOBIAHOCTI €BpONENCHKIN
apmakonei) - OHoBNEeHU cepTUdikaT Bif yxe
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
Brpo6HuuTBO 3aTBEpAKEHOro BUPOOHWKa, NOAaHHS OHOBMEHOrO
"in bulk", cepTudikaTy BignoBiaHOCTI €EBponencokin hapmakonei
nepBuHHE Ta CEP 2008-036 - Rev 03 Big BXe 3aTBEpAXEHOrO
BTOPUHHE BupobHuka Heraeus Deutschland GmbH & Co. KG
naKyBaHHs, AitoYoi peyoBmHM fakapbasuH (3aTBepmkeHo: CEP
MapKyBaHHS Ta 2008-036 - Rev 02 Heraeus Deutschland GmbH & Co.
KOHTPOIb cepii: KG; 3anponoHoBaHo: CEP 2008-036 - Rev 03 Heraeus
OHkomepn Precious Metals GmbH & Co. KG). 3minu | Tvny - 3miHn
MeHbtohekyepiH 3 sikocTi. CepTudpikat BignosigHocTi/lE-cepTudikat
ra.c., Yecbka BignoBigHOCTI €Bponeiickkin hapmakonei/MoHorpadii.
Pecny6nika; MonaHHa HoBOro abo OHOBMEHOTO cepTudikaTa
Bupo6HuLTBO BignoBigHocTi abo BUNyYeHHs cepTudikata
"in bulk", BignoBigHoCTi €Bponeichkin thapmakonei: gns Adl; ans
nepBuHHe BMXiAHOro mMaTtepiany/peareHTy/MpOMiKHOrO NPoaykKTy,
nakyBaHHs Ta LLIO BUKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ans
KOHTPO~b cepil: [OMOMDKHOI peqoBUHYM (cepTudikaT BianoBigHOCTI
OHkoTtek Papma €sponelicbkin hbapmakonei) - OHoBneHnn ceptudikar
MpoaakLuH Bifl yXXe 3aTBepKEHOro BUPOBOHWKa, NoAaHHS
'M6X, OHOBJIEHOTO cepTudikaTy BiANOBIAHOCTI €BpONENChbKil
Himeyuunha; dapmakonei R1-CEP 2010-315 - Rev 02 Big Bxe
MapkyBaHHs Ta 3aTBepakeHoro BupobHuka SUZHOU LIXIN
BTOPUHHE PHARMACEUTICAL CO., LTD. gito4oi pe4oBuHu
nakyBaHHs, AakapbasuH (3aTBepmkeHo: R1-CEP 2010-315 - Rev 01,
HaHeCeHHs 3anponoHoBaHo: R1-CEP 2010-315 - Rev 02).
3aXUCHOI NANiBKK
(onuioHanbHO):
Mega-IKC-Mpecc
mb6X,
HimeyvymHa
60. | OAKAPBA3VH MOPOLLIOK ANst Mepak HimeyvunH BTopuHHe Himeyuunna/ BHECEHHS 3MiH 0 peecTpaLiiHuXx MaTepianis: 3miHu | 3a UA/6987/01/04
MEOAK NpUroTyBaHHS [esenbwad a nakyBaHHS, Yecbka Tuny - 3MiHn 3 sikocTi. CepTudikaT BignosigHocTi/lE- peuenmom
PO34UHY ANS iH'EKLiN T drop MapKyBaHHS, Pecnybnika cepTudikaT BignoBiAHOCTI €EBpONenchKii
abo iHdysin no 1000 KniHiwe KOHTpOrb Ta apmakonei/moHorpadii. MogaHHsA HoBoro abo
mr; 1 donakoH 3 LWneuiansnp BUNYCK cepii: OHOBMEHOro cepTudikaTta BignoBigHOCTI abo BUMyYeHHS
MOPOLLIKOM Y Kopobui enapare Mepak cepTudpikaTta BignoBiaHOCTI €Bponeiickkin hapmakonei:
3 KapTOHYy M6X [esenbwadpt ona A®l; ona suxigHoro
drop KniHile MaTepiany/peareHTy/NpOMiXXHOrO NPOAYKTY, L0
LLneuiansnpena BMKOPUCTOBYIOTbCA Y BUpOOHULTBI ADI; Ans AONOMIKHOT
pate M6X, peyvoBUHM (CepTuUdikaT BiaNoBigHOCTI €Bponeinchkii
HimeuumnHa; apmakonei) - OHoBREeHU cepTudikat Bif yxe
BupobHuuTBO 3aTBEPAKEHOr0 BUPOOHUMKA, MOAAHHSA OHOBIIEHOTO
"in bulk", cepTudikaTy BignosiaHocTI €EBponeichkin hapmakonei
nepBuHHe Ta CEP 2008-036 - Rev 03 Big BXxe 3aTBEpAXEHOro
BTOPUHHE BMpob6HuKa Heraeus Deutschland GmbH & Co. KG
nakyBaHHS, Jitoyoi pevoBuHU fakapbasuH (3aTBepaxeHo: CEP
MapKyBaHHS Ta 2008-036 - Rev 02 Heraeus Deutschland GmbH & Co.
KOHTPOMb Cepii: KG; 3anponoHoBaHo: CEP 2008-036 - Rev 03 Heraeus
OHkomep, Precious Metals GmbH & Co. KG). 3minu | Tvny - 3miHn
MeHblohekyepiH 3 akocTi. CepTudikat BignosigHocTi/E-cepTudikart
ra.c., Yecbka BiAMoBigHOCTI €Bponencekini hapmakonei/moHorpadii.
Pecnybnika; MogaHHa HoBoro abo OHOBMEHOrO cepTudikaTa
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
BupobHuLTBO BignoBigHoCTi abo BUNyYeHHs cepTudgikata
"in bulk", BignoBigHoCTi €Bponencokin dapmakonei: ans A®l; ans
nepBUHHE BMXiAHOro MaTtepiany/peareHTy/NpOMiXKHOTO NPOAYKTY,
nakyBaHHsi Ta LLIO BUKOPUCTOBYIOTbCS y BUPOOHMLTBI ADI; ans
KOHTPOMb Cepii: AOMNOMIKHOI pevoBuHU (cepTudikaT BignoBiAHOCTI
OHkoTek Papma €Bponencbkin dapmakonei) - OHoBNeHu cepTudikaT
MpopakwwH Bif y)Xe 3aTBepKEHOro BUpoOHWMKa, NogaHHs
v6X, OHOBMEHOro cepTudikaTy BiANOBIAHOCTI EBPONENCHKIN
HimeuumnHa; capmakonei R1-CEP 2010-315 - Rev 02 Big Bxe
MapkyBaHHs Ta 3aTBepmKeHoro BMpobHuka SUZHOU LIXIN
BTOPUHHE PHARMACEUTICAL CO., LTD. gito4oi pe4oBuHm
nakyBaHHs, nakapb6asvH (3aTeepmkeHo: R1-CEP 2010-315 - Rev 01;
HaHeCeHHs 3anponoHoBaHo: R1-CEP 2010-315 - Rev 02).
3aXUCHOI NNiBKK
(onuioHanbHO):
Mega-IKC-MNpecc
m6X,
HimeyunHa
61. | ABALE JNNIOHI rpaHynu ans MpAT YkpaiHa MpAT YkpaiHa BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | be3 UA/19310/01/01
oparnbHOro PO34nHy "®apmauesT "®apmaueBTUYH Tuny - 3MiHM 3 SKoCTi. [0TOBMI Nikapcbkui 3aci6. 3MiHn peuenma
no 600 mr/3ry n4yHa dipma a cipma y BUPOGHULTBI (iHLLi 3MiHW) - BHECEHHS 3MiH B pO3gin
cawe, no 10 cawe B "ONapHuus" "NapHuus" 3.2.P.3.3. Onuc BUpoGHMYOro NpoLecy Ta KOHTPO0
navui npotecy, a came: NpoLec nakyBaHHA 4OAAaTKOBO A0
3aTBEPKEHOTO paHille NpoLecy py4HOro nakyBaHHsi
[OOMOBHEHO anbTepPHaTUBHUM METOLOM BTOPUHHOMO
nakyBaHHs (NaKkyBanbHa fiHis).
62. | OE-HON® TabneTku, BKPUTI YEMNADAP Himey4unH AcTennac Hinepnangu BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu |l be3 UA/4355/01/01
NniBKOBOO M a ®apma HOpon Tuny - 3MiHM 3 SKoCTi. [O0TOBMI Nikapcbkuii 3aci6. 3MiHK peuenma
obornoHkoto, no 120 ApuHanmitt B.B., y BUpOOHMLTBI. 3MiHM BUNpobyBaHb abo AonycTumumx
mr; no 8 TabneTtok y enb MM6X MeX, BCTAHOBMEHNX Y crneundikaLisx, nig yac
6nictepi; no 7 abo BMPOBHMLTBA rOTOBOIO NiKapCbKoro 3acody
14 6nictepiB y (pO3LUMPEHHS 3aTBEPHKEHNX AOMYCTUMUX MEX AnS
KapTOHHiI kopobui NOKAa3HWKIB, SKi MOXYTb MaTW iCTOTHWUI BNAUB Ha
3aranbHy SIKICTb FOTOBOIO flikapCbKoro 3acoby).
Po3wmpeHHs gonyctuMmmx Mex ansi nokasHukis
«CepepnHsi maca sapa Tabnetku» Ta «CepeaHsi maca
TabneTku, BKPMTOI OBOMOHKOK» B NPOLIECi BUPOBHMUTBA.
63. | OMBI3NAO-M Tabnetku, no 10 Mikpo Jlabc IHais Mikpo Jlabc IHais BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a He UA/5130/01/01
TabneTok y 6nictepi; NimiTen Nimiten TMny - 3MiHK Wwopao 6e3nekn/edekTUBHOCTI Ta peuenmom nionsieae

no 6 6nictepis B
KapTOHHiIl kopobuyi

dapmakoHarnsaay. 3miHa y KopoTKili XxapakTepuctui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLT
ANs MEAUYHOrO 3acTOCYBaHHS Ha NiacTasi perynspHo
OHOBIIOBAHOrO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
[ocnimkeHb 3 6e3nekn 3acToCyBaHHS MikapcbKoro
3acoby B nicnsipeecTpauiiHuin nepioa, abo sik pesynbTtar
OL}iHKM 3BITY 3 AocnigKeHb, NPOBEAEHMX BiAMNOBIOHO 4O
nnaHy negiatpuyHmx gocnigpkers (PIP) (3miHy
Y3rof>KeHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM OpPraHoMm)
3MiHM BHeCeHOo [0 IHCTpyKLUii Ans MeguyHoro
3aCcTOCyBaHHS NikapcbKoro 3acoby Ao po3ainis
"OcobnumeocTi 3acTocyBaHHs" Ta "MobiyHi peakuii” woago




25

[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
6e3nekn 3acTocyBaHHS Aito40i PeHOBUHN METAOPMIHY
rigpoxnopug BignosigHo Ao pekomeHaauin PRAC.

64. | AUMICTA crnpew HasanbHWUi, BiaTpic HimeyumH BUPOBHMK, Himeuumnna/ BHECEHHS1 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | 3a UA/14920/01/01
cycnenasis, 137 Xenckea a BiANoBiganbHUi YropwuHa/ Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTi/l'E- peuenmom
MKr/50 MKr Ha [o3y; b6X 3a BUNycCK cepii: IHAisA cepTudikaT BiANOBiAHOCTI €BpONEnCchKi
no 6,4 r cycneHsii y MEJA dapma dapmakonei/moHorpadii. MogaHHsa HoBoro abo
cbnakoHi 06'emom 10 "vM6X eng Ko. OHOBIIEHOTO cepTudikaTa BigNoBiAHOCTI abo BUNMYyYEHHS
M1; no 1 donakoHy B KI", Himeuumnha; cepTudpikata BignosigHOCTI €Bponenchbkin hapmakonei:

KapTOHHIN nayuj; no BUPOBHMK, ana A®l; onsa BuxigHoro
23 r cycneHsii y BignoBiganbHWUn MaTepiany/peareHTy/npoMiXKHOro NPOAYKTY, L0
cbnakoHi 06'emom 25 3a BUNyCK cepii: BMKOPWUCTOBYIOTBECS Y BUPOOHMLTBI ADI; Ans 4ONOMiIXKHOT
Mn; no 1 cpnakoHy B MawnnaH pevoBUHM (cepTudikaT BianoBiaHOCTI €BpoONEnchbKin
KapTOHHIN navui YropwuHa dapmakonei) - HoBuin ceptudpikat Big HoBoro
Kdpt./Mannan BMPOBHMKa (3aMiHa abo JOMOBHEHHS).
YropwwHa J14., [NogaHHA HOBOro cepTudikaTa BignoBigHOCTI
YropwuHa; €Bponeicbkin dhapmakonei Ne R1-CEP 2011-363 - Rev
BMPOGHMK, 01 AnsA AitoYoi pe4oBMHM asenacTyHy rigpoxnopuay BiH
BignoBsiganbHUN HOBOrO anbTepHaTMBHOro BUpobHuka MSN Laboratories
3a BMPOGHULTBO Private Limited, India.
Hepo3dacosaHo
i Nnpoaykuii,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs:
Lunna Jimiteg,
IHais; BUPOBHMK,
BignoBsiganbHUN
3a BTOPWHHE
nakyBaHHsi:
®apwmllor
dapma JloricTik
v6X,
HimeyunHa

65. | QUNPOCNAH® | cycneHsia ans OpraHoH LLIsenuapi Ons amnyn: PpaHuisi/ BHECEHHS 3MiH 0 peecTpaLiiHMXx MaTepianis: 3miHu | 3a UA/9168/01/01
iH'ekuin; no 1 mn B CeHntpan lct A Brpo6Huk in Benbrisa Tmny - 3MiHn 3 gkocTi. A®Il. CtabinbHicTe. 3miHa nepioay peuenmom
amnyni; no 5 amnyn MM6X bulk, nepBuHHe NoBTOPHUX BUNpobyBaHb/Nepioay 36epiraHHst abo ymoB
B KapTOHHII kopobuyj; nakyBaHHS: 36epiraHHst ADI (3a BiACYTHOCTI y 3aTBEPKEHOMY AOChE
no1mns CEHEKCI HSC, cepTudpikaTta BiaNoBiAHOCTI €Bponeichbkin hapmakoneri,
nonepeaHLo PpaHLis; LLIO BKIOYAE nepiof NOBTOPHOro BUNpobyBaHHs) (Nepio
HarnoBHEHOMY Bupo6GHuk 3a NoBTOPHOro BUNpobyBaHHs/nepion 36epiraHHs) -
wnpwui; no 1 NOBHMM LIVKITOM: 36inbleHHs abo BBeAEHHS Nepiogy NOBTOPHOIO
LUNPULY B KOMMMEKTI OpraHoH XelcT BUNpobyBaHHs/nepiogy 36epiraHHs Ha OCHOBI
31 abo 2 68, benbris; pes3ynbTaTiB AOCAiAXEHb Y peanbHOMY Yaci - BBEAeHHS
CTepUnbHUMU Ons nepiofy NoBTOpHOro BUNpobyBaHHsa ans Ad®I
rornkamv B nonepegHe0 BeTtameTtasoHy HaTpito doccaTt BupobHuuTBa Curia
nnacTMKoOBOMY HaMoOBHEHWX Spain S.U.A., IcnaHisi TpuBanicTio 2 poku npu ymoBax
KOHTeViHepi B LNpULIB: 36epiraHHs 2 - 8° C y noABiiHNX NonieTuneHoBmx
KapTOHHI kopobui Bupo6GHuk 3a nakeTax, Lo NoMilleHi B nonietuneHosi 6apabaHu.

MOBHVIM LIMKIIOM:
CEHEKCI HSC,
PpaHuis;
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
BupobHuk 3a
MOBHVM LIKIIOM:
OpraHoH Xenct
68, benbris
66. | AULUMKNOBEP NOpOLLOK TOB YkpaiHa IHooko Pemegais IHgis BHECEHHS 3MiH 0 peecTpauinHmx maTtepianis: 3miHa - UA/10708/01/01
UHY (cybcTaHuis) y «MMEOGAP Nimiten 3asBHuka 13 (MIBI) (BnacHvka peecTpauiiHoro
rAPOXINOPUA | naketax noAsinHUX M NTO» noceigyeHHs) (3rigHo Hakaszy MOS Big 23.07.2015 Ne
nonieTnneHoBmx 460)
ans
hapmaLeBTU4HOrO
3aCTOCYBaHHS
67. | OOTATPA®® PO34MH ANs iH'eKwin Bariep Al HimeyumnH BUPOBHMLTBO ABcTpis BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a He UA/20343/01/01
0,5 mmonb/mn, no a Hepo3dacoBaHo TMny - 3MiHn Wwopao 6e3nekn/edeKkTMBHOCTI Ta peuenmom | nidnseae
20 Mn y cknsgHoMy i npoaykuii, dapmakoHarnsaay. 3miHa y KopoTKili XxapakTepuctuui
cdnakoHi; no 10 nepBuUHHE nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii
dnakoHiB y nakyBaHHs, ANs MEAUYHOro 3aCTOCYBaHHSA Ha NiAcTaBsi perynsipHo
KapTOHHIN nayui KOHTPOMb SIKOCTI, OHOBIIOBAHOrO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
BUMYCK cepii: nocnimpkeHb 3 6e3nekn 3acTocyBaHHS NikapcbKoro
CaHoxemist 3acoby B nicnsipeecTpauiiiui nepioa, abo sk pesynbtat
dapmaneBTUka OLjiHKM 3BITY 3 gocnigXeHb, NPOBeAEHMX BiANOBIAHO OO
'MB6X, ABCTpis nnaHy negiatpuyHunx gocnimxeHs (PIP) (iHwi 3miHwn)
BTOPUHHE 3MiHU BHECEHO A0 IHCTPYKLUii AN MeAUYHOro
naKkyBaHHS: 3aCTOCyBaHHS Nikapcbkoro 3acoby Ao po3ainis
CaHoxemis "OcobnuBocTi 3acTocyBaHHA" Ta "3acTocyBaHHsA y
dapmareBTUka nepiog BariTHoCTi abo rogyBaHHs rpyaar” BiAnoBigHO
'm6X, ABcTpis [0 OHOBIEHOI iHbopMaLlii 3 6e3neku 3acTocyBaHHSA
nikapcbkoro 3acoby. BBegeHHst 3MiH NpOTSAroM 4-x
MiCSILiB Micnsi 3aTBEPAXKEHHS.
68. | OYOOAPT Kancynu Teepai no nakcoCwmit Benuka KaTtaneHt HimeuunHa BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/13330/01/01
0,5 mr/0,4 mr; no 30 KnanH BpuTaHis [hxepmeHi TMNy - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHs peuenmom
abo no 90 kancyn y EkcnopT LlopHaopd Ta/abo agpecu 3asiBHUKA (BNacHUKa peecTpauiiHoro
dnakoHi; no 1 Nimiteq mbX noceigyeHHs). 3miHa agpecu 3asiBHUKA (BNacHWKa
dnakoHy B peecTpaLinHOro NocBig4YeHHS)
KapTOHHiIN kopobui
69. | ENET TabneTkun, BKpUTI Mictpan AHrnis BMPOGHMK, IpnaHais/ BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis: 3miHu | 3a UA/20523/01/01
NniBkOBOIO Kenitan BignosiganbHUN Mopaakis Tuny - 3MiHn 3 sikocTi. A®Il. Kontponb A®L. 3miHa y peuenmom
obonoHkoto no 20 MeHemxmeH 3a MeTodax BunpobysaHHs APl abo BuxigHoro
Mr, No 2 TabneTtkn y T Nimiteq BMPOGHMLTBO, marepiany/npoMixXHOro NpoaykTy/peareHTy, LWo
6nicTepi; no 1 nepBuHHe Ta BUKOPUCTOBYETbLCS y Npoueci BupobHuutea AdI
6nictepy abo no 3 BTOPUHHE (He3HayHi 3MiHW y 3aTBEpKEHUX MeToAax
6nictepun, abo no 6 nakyBaHHS, BUNpObyBaHHS)
GnicTtepis B KOHTPOSb SIKOCTI HesHauHi 3mMiHM 0O MeTOoAMKM BUNPOOYBaHHS Anst
KapTOHHiIN kopobui Ta BUNyCK cepii: BM3HaAYEHHS PO3Mipy YacTOK METOAOM Na3epHoi
LWaHenb avndpakuii ana A®l EnetpuntaH. MNponoHyeTbes
Megikan 3amiHuTu npunag Mastersizer 2000 Ha HoBiWWI Npunag
AHnimiTen Mastersizer 3000 Big TOro >k camoro BUpo6HuKa.
KomnaHi, 3anponoHoBaHui Npunag Mae Aeski NoKpaLLeHi
IpnaHgis; MOXXMUBOCTi HanaLUTyBaHHs NPOrpamMHoro Ta
anbTepHaTUBHA anapaTHoro 3abesneyvyeHHs.
1 BUPOOHUK,
BignoBiganbHUN
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayitiHo20
noceio4yeHHs1

3a KOHTpOIb
AKocTi (dpianko-
XiMiyHMI Ta
MikpoGionoriyHm
", He
CTEPUIBHUIA):
Komnnit
JlabopaTtopi
ContoLmHc,
Ipnangis;
anbTepHaTUBHA
1 BUPOOHUK,
BignoBsiganbHUN
3a KOHTPOJb
sKoCTi (cpismko-
XiMiyHMI Ta
MikpobionoriyHm
", He
CTEPUIBHUIA):
Anmak
CalieHcec
(Ipnangis) Nra.,
Ipnangis;
anbTepHaTUBHU
1 BUPOOHUK,
BignoBiganbHUn
3a KOHTpOIb
siKocTi (pisuko-
XiMiYHMI
aHaniTM4HUA Ta
TECTYBaHHS
cTabinbHocTi)
npu BUMYCKy
cepivi He Ansa
KpaiH €C:
LWaHens J1a6,
WMopaatis

70.

ENnEeT

TabneTkun, BKpUTI
NniBkOBOIO
o6ornoHkot no 40 mr
no 2 Tabnetkny
6nicTepi; no 1
6nictepy abo no 3
6nictepu, abo no 6
GnicTtepis B
KapTOHHI kopobui

MicTtpan
Kenitan
MeHemxmeH
T JlimiTen

AHrnis

BMPOGHMK,
BignoBsiganbHUN
3a
BUPOBHMLTBO,
nepBuUHHE Ta
BTOPUHHE
nakyBaHHS,
KOHTPOMb SIKOCTI
Ta BMNYCK cepil:

lpnanaisi/
WopaaHis

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis: 3miHu |
Tuny - 3MiHn 3 sikocTi. A®Il. Kontponb A®L. 3miHa y
mMeTofax BunpobysaHHs A®Il abo BuxigHoro
marepiany/nMpoMixXHOro NpoayKTy/peareHTy, Lo
BUKOPUCTOBYETbLCS y Npoueci BupobHuuTea AdI
(He3HauHi 3MiHM y 3aTBEPAKEHUX MeToAaxX
BUNpObyBaHHS)

HesHauHi 3MiHM 0O MeToAMKM BUNPOGYBaHHS Ans
BU3HAYEHHS PO3MIpY YaCTOK METOAOM fla3epHol

LaHenb avndpakuii ana A®l EnetpuntaH. MNponoHyeTbes
Megikan 3amiHuTy npunag Mastersizer 2000 Ha HoBiWWI Npunag
AHRnimiTeq Mastersizer 3000 Big TOro > camoro BUpoGHuKa.
Komnai, 3anponoHoBaHui Npunag Mae Aeski NokpaLLeHi
Ipnaxgis; MOXMUBOCTi HanaLTyBaHHS NpPOrpamMHoro Ta

3a
peuenmom

UA/20523/01/02
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky

(nikapcbka ¢gpopma,

ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayitiHo20
noceio4yeHHs1

anbTepHaTUBHU
1 BUPOBHUK,
BignoBsiganbHUn
3a KOHTPOIb
AKocTi (dpisnko-
XiMiyHMI Ta
MikpoGionoriyHm
", He
CTEPUIBHUIA):
Komnnit
JlabopaTtopi
ContoLmHc,
Ipnangis;
anbTepHaTUBHA
1 BUPOOHUK,
BignoBsiganbHUn
3a KOHTPOJSb
sKocTi (cpismko-
XiMiyHMI Ta
MikpobionoriyHm
", He
CTEPUIBHUIA):
Anmak
CalteHcec
(Ipnangis) Nra.,
Ipnangis;
anbTepHaTUBHU
1 BUPOOHUK,
BignoBiganbHUn
3a KOHTpOIb
siKocTi (dpisuko-
XiMiYHMI
aHaniTM4HUA Ta
TECTYBaHHS
cTabinbHocTi)
npu BUMYCKy
cepivi He Ansa
KpaiH €C:
LWaHens J1a6,
WMopaaHis

anapartHoro 3abe3neyeHHs.

71.

EHANANPUN-
H-300POB'A

Tabnetku, 10 mr/25
mr, no 20 a6o no 30

TabneTok y 6nictepi;

no 1 6nictepy B
KapTOHHiIl kopobui

TOBAPWUCT
BO 3
OBMEXXEH
ol
BIOMOBIOA
NBHICTIO
«KOPMOPA
LIS
«300POB'A

»

YkpaiHa

ToBapwucTBo 3
obMexeHo
BignoBiganbHicT
10
"®apmMaueBTUYH
a KoMnaHisa
"3popos's"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiHuX MaTepianis: 3miHu |
Tuny - 3MiHK 3 sikocTi. [oTOBMI Nikapcbkuii 3aci6. 3MiHK
y BUpOGHMLTBI. 3MiHa po3Mipy cepii (Bkntovaum
Jiana3oH po3Mipy cepii) roToBOro nikapCcbkoro 3acoby
(3meHwWweHHst oo 10 pasiB) BBEAEHHS 4OAATKOBOIO
po3wmipy cepii [M13 ansi ynakosku Ne20 (20x1) uexy Mo -
17,159 T1c. yn. (75,500kr)
3aTBEpOXeHO:

Liex Mo
Po3awmip cepii cknapae:

40,000 Trc. yn. Ne 20 (20x1) y 6nictepax (176,000 kr)

3a
peuernmom

UA/1351/01/01
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayitiHo20
noceio4yeHHs1

26,667 Tnc. yn. Ne 30 (30x1) y 6nictepax (176,000 kr)
Llex N3
Po3mip cepii cknapae:

Ne 20 (20x1) y 6nictepax:
40,000 Ttnc. yn. (176,000 «r)
52,500 Tuc. yn. (231,000 kr)

Ne 30 (30x1) y 6rictepax:
26,667 Tuc. yn. (176,000 kr)
35,000 Tumc. yn. (231,000 kr)

3anponoHoBaHo:
Liex Mo
Poawmip cepii cknapae:

Ne 20 (20x1) y 6nictepax:
40,000 Ttnc. yn. (176,000 «r)
17,159 Tuc. yn. (75,500kr)
Ne 30 (30x1) y 6nictepax:
26,667 Tuc. yn. (176,000 kr)
Llex M3
Poawmip cepii cknapae:

Ne 20 (20x1) y 6nictepax:
40,000 Tunc. yn. (176,000 kr)
52,500 Tuc. yn. (231,000 kr)
Ne 30 (30x1) y 6rictepax:
26,667 Tuc. yn. (176,000 kr)
35,000 Tunc. yn. (231,000 kr)

72.

EHTEPO®YPU
ne

Kancynu TBepgi no
200 wmr, no 8 kancyn
y 6nicTtepi, no 1 abo
2 6nictepu B
KapTOHHiI kopobui

BocHanek
a.a.

BocHis i
epuerosun
Ha

BocHanek a.4.

BocHis i
"epueroBuH
a

BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3miHu |
Tuny - 3MiHn 3 sikocTi. A®l. BupobHuuTBo. 3MiHM B
npoueci BUpobHmuTBa API (iHWi 3MiHK) NOAaHHS HOBOI
pepakuii ASMF (O-NR-E-2209-s0022-EU) anst A®I
Hidypokcasung Big BupobHuka MOEHS IBERICA S.L.
Icnanisi. (B po3gin 3.2.S.3.2. Jomiwku gogaHo Tabnuuto
L0A0 NpOodinto AOMILLOK TPbOX NOCHIAOBHMX cepin API;
3a3HayeHHs1 iHpopmauii Woao MyTareHHUX JOMILLIOK;
3a3HaveHHs1 iHpopmalii Woao AOMILLIOK BUXIOHOMO
matepiany Furfural; 3miHeHO kpuTepii NPUIHATHOCTI ANs
BMicTy 5-nitro-2-furfuraldehyde 3 max. 45 ppm go max.
40.9 ppm 3i 3mMiHamu y BigNoBIgHWX po3dinax
peecTpauinHoro Aocke). - 3MiHu | Tuny - 3MiHM 3 AKOCTI.
ADI. KoHTponb ADI (iHLWi 3MiHW) BHECEHHS 3MiH Y
Cneuudikauito/ MeToauky BunpobysaHHs ADI
Hicbypokcasng 3a nokasHukom "Specific absorbance”.
(BatBepmreHo: Specific absorbance: 940 to 1000 at the
absorption maximum at 367 nm; 3anponoHoBaHo:
Specific absorbance: 940 to 1000 at the absorption
maximum at 364 + 2 nm). - 3miHu | TUNY - 3MiHK 3
sikocTi. A®l. BupobHmuTBO. 3MiHM B npoLeci
BMpo6HMLUTBa AD| (HE3HaYHa 3MiHa y 3aKpUTIl YacTuHI
macTtep-darina Ha ADI) nogaHHsi HoBoi pepakuii ASMF
(Restricted part ref C-NR-E-2105-s0013-EU ana A®l
Hidypokcasung Big BupobHuka MOEHS IBERICA S.L.
Icnanisi. (3asHaveHHs iHbopMalLlii WoAo MyTareHHUX

3a
peuenmom

UA/1991/01/02
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep

peecmpayitiHo20

noceio4yeHHs1

nomiwok. B posgin 3.2.5.3.2. domiwkn gogaHo AHanis
PU3UKIB LLLOAO BMICTY MyTareHHWUX AOMILLOK). - 3MiHun I
TMny - 3MiHu 3 akocTi. ADIl. BupobHmuTBo. 3MiHN B
npoueci BupobHmutea A®I (iHwi 3MiHW) NogaHHst HOBOI
pepakuii ASMF: BigkpuTtoi yactuHm - O-NR-E-2008-
s0007-EU Ta 3akputoi yactnHu C-NR-E-2006-s0006-EU
Al Hidpypokcasug Big BupobHuka MOEHS IBERICA
S.L. IcnaHisi. (BHeceHHs 3miH Ao cneumdikauii Ta
mMeTogaiB kKoHTponto APl 3a nokasHunkom "KinbkicHe
BM3HaYeHHS": 3a3Ha4aETbCH BUKOPUCTaHHS BUCYLLEHOT
cybcTaHuii B MeToauLi BUNpoBYyBaHHS; 3MiHW B
npoboniaroToBLji CTaHAAPTHOIO PO34MHY; BHECEHHS 3MiH
[0 nepeBipkn NpnaaTHOCTI XpomaTtorpadiyHoi cuctemm).

73.

EHTEPO®YPU
ne

Kancynu TBepgi no
100 mr no 10 kancyn
y GnicTepi, no 3
6nictepu B
KapTOHHiI kopoOLi

BocHanek
a.a.

BocHis i
lepuerosu
Ha

BocHanek a.4.

BocHis i
epueroBuH
a

BHECEHHS 3MiH [0 peecTpauiinHuX maTepianis: 3miHu |
TMny - 3MiHK 3 skocTi. APl BupobHmuTBo. 3MiHN B
npoueci BupobHmuTtea AP (iHWwi 3MiHWM) nogaHHS HOBOT
peaakuii ASMF (O-NR-E-2209-s0022-EU) anst A®I
Hidbypokcasug Big BupobHuka MOEHS IBERICA S.L.
IcnaHis. (B posgin 3.2.S.3.2. [lomiwku goaaHo tabnuuo
L0A0 NPOodinto AOMILLOK TPbOX NOCHIAOBHMX cepin API;
3a3HaveHHs iHpopMaLii Woao MyTareHHMX AOMILLOK;
3a3HayvyeHHs iHbopMaLii Woao AOMILLOK BUXILHOMO
matepiany Furfural; 3MiHeHO kpuTepii NPUNHATHOCTI ANs
BMicTy 5-nitro-2-furfuraldehyde 3 max. 45 ppm go max.
40.9 ppm 3i 3miHamu y BigNoBIAHWMX po3ainax
peecTpauinHoro Aocke). - 3MiHu | Tuny - 3MiHM 3 AKOCTI.
A®I. KoHTponb ADI (iHLWi 3MiHW) BHECEHHS 3MiH Y
Cneuudikauito/ MeToauky BunpobysaHHs AD|
Hicpypokcasng 3a nokasHukom "Specific absorbance”.
(8atBepmkeHo: Specific absorbance: 940 to 1000 at the
absorption maximum at 367 nm; 3anponoHoBaHo:
Specific absorbance: 940 to 1000 at the absorption
maximum at 364 + 2 nm). - 3miHu | TUNY - 3MiHK 3
skocTi. A®l. BupobHmuTBo. 3MiHM B npoueci
BMpo6HMUTBa AD| (HE3HaYHa 3MiHa y 3aKPUTIl YacTuHI
macTtep-carina Ha ADI) nogaHHst HoBoi pepakuii ASMF
(Restricted part ref C-NR-E-2105-s0013-EU gnsa A®l
Hidypokcasung Big BupobHuka MOEHS IBERICA S.L.
Icnanisi. (3aszHaueHHs iHopMaLlii LWoao MyTareHHUX
pomiwwok. B po3gin 3.2.S.3.2. Jomiwkun gogaHo AHani3
PU3UKIB LLLOAO BMICTY MyTareHHUX AOMILLOK). - 3MiHu I
Tuny - 3MiHn 3 sikocTi. A®l. BupobHuuTBO. 3MiHM B
npoueci BUpobHMuTBa ADI (iHWi 3MiHM) NOAaHHS HOBOI
pepakuii ASMF: BigkpuTtoi yactuHm - O-NR-E-2008-
s0007-EU Ta 3akputoi yactnHu C-NR-E-2006-s0006-EU
A®I| Hidbypokcasug Big BupobHvuka MOEHS IBERICA
S.L. IcnaHisi. (BHeECEHHS 3MiH Ao cneumdikauii Ta
mMeToaiB KoHTponto APl 3a nokasHunkom "KinbkicHe
BM3HAYEHHA": 3a3HAaYaETLCH BUKOPUCTAHHS BUCYLLEHOT
cybcTaHuii B MeToamui BUNpobyBaHHS; 3MiHW B
npo6oniAroToBLi CTaHAAPTHOTO PO34MHY; BHECEHHS 3MiH

3a
peuenmom

UA/1991/01/01
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
[0 nNepeBipkn NpnaaTHOCTI XpomaTtorpadiyHoi cuctemm).
74. | EPONON® po34uH Ans KHBMI Ykpaina TOB "Cnasis Ykpaina BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: bes He UA/18204/01/01
30BHILLUHBOIO "ICHA" 2000" YTOYHEHHS cTaTycy peknamyBaHHs B Hakasi MO3 peuenma nidnsieae
3actocyBaHHs, 0,1 Ykpainn Ne 171 Big 28.01.2025 B npoueci
mr/mn, no 20 mn Ta nepepeecTtpadii. Pegakuis B Hakasi - nignsrae. BipHa
no 50 mny pepakuisa - He nignsarae.
nakoHax
noniMepHuXx 3
ypeTparnbHOto
Hacagkoto; no 1
pnakoHy B mayui
75. | ECNIKON BEBI Kpanni opanbHi no €Bpo IHAia IHooko Pemepic IHpia BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | be3 nignsrae UA/12949/01/01
30 mny donakoHi; no TNandkep Timiteq Tmny - 3MiHK 3 gKoCTi. [O0TOBMI Nikapcbkuin 3acib. peuenma
1 donakoHy y MpamsiT Cunctema KoHTenHep/3akynoptoBarnbHuii 3acib. 3miHa
KapTOHHiI kopooLi Jlimiteq pPO3Mipy YNakoBKW rOTOBOIO Nikapcbkoro 3acoby
pa3oM 3 MipHOIO (BUNYYEHHS ynakoBKN NEBHOTO po3Mipy) - BunyyenHs
nineTko B yNaKkoBKM NiKapCbkoro 3acoby 15mn y 3BA3Ky 3
iHaMBIgyanbHin MapKeTMHIOBOIO MOMITUKOK KOMMNaHii. 3anuwaeTbcs
ynakoBLi ynakoska 30mn. 3MiHM BHECEHO B po3in "Ynakoska" B
iHCTPYKLUIiO ANS MeQNYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby y 3B's13Ky 3 BUITYYEHHSIM NEBHOMO PO3Mipy
YNaKkoBKM Ta SIK HACNIAOK - BUINYYEHHS TEKCTY
MapKyBaHHs! BiAMOBIAHOI yNaKkoBK/ NikapCbKOro 3acoby.
BBegeHHst 3MiH NpoTarom 6-Tn micauis nicns
3aTBEpAKEHHS. 3MiHu | Tuny - 3miHn Wwoao
6esnekn/edekTMBHOCTI Ta hbapmakoHarnaay (iHwi 3miHu)
3MiHN BHECEHO Y TEKCT MapKyBaHHS NepBUHHOI (N. 5, 6)
Ta BTOpWHHOI (M. 11, 17) ynakoBku nikapcbKoro 3acoby.
BBeneHHs 3MiH npoTArom 6-Tv MicsuiB nmicnsi
3aTBEpPOKEHHS
76. | €EBPO3NANM MOPOLLOK ANA €Bpo Benuka EnCiEc Job6dap ITanisa BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3miHu | 3a He UA/14073/01/01
iH'ekuinmo 1,0r, 1 TNandkep Bputanis C.IN.A. Tmny - 3MiHK Wwopao 6esnekn/edekTMBHOCTI Ta peuenmom nignsrae
abo 10 cpnakoHiB 3 nta dapmakoHarnsay. 3miHa y KopoTkili XxapakTepuctuui
NMOPOLLKOM Y nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
KapTOHHiIN kopobui ANs MEAUYHOrO 3aCTOCYBaHHA Ha NiAcTaBsi perynspHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
pocnimpkeHb 3 6e3nekn 3aCToCyBaHHS NiKapCbKoro
3acoby B nicnsipeecTpaLiiHui nepios, abo sk pesynbTtart
OLjiHKM 3BITY 3 AocnigXeHb, NpoBeAeHWX BIANOBIAHO A0
nnaHy negiatpuyHux gocnigpkers (PIP) (3miHy
Y3rO[DKEHO 3 KOMMETEHTHUM YNOBHOBAXXEHVIM OpraHom).
3MiHU BHECEHO A0 IHCTPYKLUii ANst MeaUYHOro
3acTOCyBaHHS NikapcbKoro 3acoby Ao po3gainis
"OcobnusocTi 3actocyBaHHs" Ta "lMobivHi peakuii”
BignoBigHo Ao pekomeHaauin PRAC. TepMiH BBeAEHHS
3MiH - NpOTSAroM 6 MicsiLiB NicNs 3aTBEPKEHHS.
77. | 30BIPAKC kpem 5 %;no2ry XaneoH HOK Benuka nakco Benvka BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 3MiHu | be3 UA/8629/01/01
Ty6i; no 1 1y6i y TpengiHr Bputanis OnepeiiwHc HOK BpuTtaHis TMny - 3MiHK Wopao Ge3nekn/edekTUBHOCTI Ta peuenma
KapTOHHiIN kopooLj Nimiten Nimiten dapmakoHarnagy. BeegeHHs abo 3miHn oo

y3aranbHeHUX gaHux npo cuctemy (bapmaKOHarnﬂ,uy
(BBe,EI,eHH;I y3ararnibHeHuUX aHux npo cucremy
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[IpooBxkeHHs JoaaTka 3

PeecmpauyitiHa npoyedypa

Ymoeu

Peknam

Homep

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina

3asieHUKa

Bupob6Huk

Kpaina
eupobHUKa

capmakoHarnsgy, 3miHa ynoBHOBa)keHoi ocobu,

aionycky

yeaHHs

peecmpayitiHo20

noceio4yeHHs1

BiANoBiganbHoOI 3a 34iMCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHvKa Ansi
34iicHeHHs chapmakoHarnsgy B YkpaiHi, AKWwo BoHa
BiAMiHHA Big ynoBHOBaxeHOi ocobu, BianoBiganbHoi 3a
3[iicHeHHs1 hapMakoHarnagy (BKMYaoun KOHTaKTHI

AaHi) Ta/abo 3miHM y po3MilLeHHi MacTep-danna
cuctemu dhapmakoHarnsagy). 3miHa yrnoBHOBaXKEHOI
ocobu 3asiBHUKa, BiANOBiAanbHOI 3a hapmakoHarnsg.
[itoya pepakuis: John Poustie. NponoHoBaHa peaakuisi:
Sarah Weetch. 3miHa KOHTaKTHMX AaHWX YNOBHOBaXXEHOT
ocobu 3asiBHKKa, BignoBigansHoi 3a dhapMakoHarnsag,.
3MiHa KOHTaKTHOI 0cobK 3asiBHMKA, BiAnoBiganbHoi 3a
dapmakoHarnsag B YkpaiHi. [lirova pepakuis: Knpunisa

"anuHa eopriiBHa / Galyna Kyryliva. NMponoHoeaHa

pegpakuis: Mopinvk Aptem Bonoanmuposud / Artem

Horilyk. 3mMiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu
3asBHMKa, BigNOBiganbHOi 3a dhapMakoHarnag B YkpaiHi

6e3

UA/14784/01/01

78.

30BIPAKC
ayo

KpeMm; no 2 r kpemy y
Ty6i; no 1 Ty6i y
KapTOHHiI kopooLi

XaneoH OK

TpengiHr
TimiTen

Benuka
Bputanis

[nakco
OnepenwHc FOK
Nimiten

Benuka
BputaHis

BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu |
Tmny - 3MiHN Wwopao 6esnekn/edekTMBHOCTI Ta
tapmakoHarnagy. BeegeHHsi abo 3miHn oo
y3aranbHeHVX gaHux Npo cuctemMy hapmakoHarnsay
(BBEOEHHS y3aranbHEeHVX AaHUX Npo CUCTeEMy
dapmakoHarnsgy, 3miHa ynoBHOBa)keHoi ocobu,
BiANOBIganNbHOI 3a 34iNCHEHHS hapMakoHarnaay;
KOHTaKTHOI 0cO0M 3 hapMakoHarnsay 3asiBHUKa Ansi
34icCHeHHs hapmakoHarnsgy B YKpaiHi, SKWo BoHa
BiAMiHHa Big ynoBHOBaxeHOi ocobu, BianosiganbHoi 3a
3[iNCHeHHs hapmakoHarnagy (BKIMHOYaYM KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3mileHHi macTep-danna
cucTeMu chapmakoHarnsgy) 3MiHa ynoBHOBaXeHOT
ocobu 3asBHUKa, BiAMOBIAANbLHOI 3a hapmakoHarnsg.
[itoya pepakuia: John Poustie. MNponoHoBaHa pegakuis:
Sarah Weetch. 3miHa KOHTaKTHMX AaHWUX YNOBHOBaXEHOI
ocobu 3asBHUKa, BiAMOBIAANbLHOI 3a hapmakoHarnsg.
3MiHa KOHTaKTHOI 0cobK 3asiBHUKA, BiAnoBiganbHoi 3a
dapMakoHarnag B YkpaiHi.

Hitoua pepakuis: Knpunisa Nanuna eopriiBHa / Galyna
Kyryliva. lNMponoHoBaHa peaakuis: MNopinvk Aptem
Bonoammuposuy / Artem Horilyk. 3miHa koHTakTHMX
[laHMX KOHTaKTHOT ocobu 3asiBHMKA, BianoBiaansHoi 3a
dapmakoHarnag B YkpaiHi.

BHECEHHS 3MiH IO peecTpaLiiHix maTepianis: 3minu |

peuenma

3a

UA/6817/01/01

79.

1I30CO0n

pPO34MH Ans iHdy3in
no 100 mn, abo 200
mn, abo 250 mn, abo
400 mn, abo 500 mn
Y KOHTelnHepi (KoXeH
KOHTenHep
[04aTKoBO
yNaKkoByHOTb Y NiiBKy

HouipHe

nianpvemMcTs

o

"®apmaTtpen
o'

YkpaiHa

HouipHe
nignpueMcTeo
"®apmaTpeng”

YkpaiHa

TMny - 3MiHM Wwopao 6e3nekn/edpekTMBHOCTI Ta
dapmakoHarnsgy (iHwWi 3miHu)
3MmiHu BHeceHo y n. 6. IHLLE TekcTy MapkyBaHHS
nepBuHHoOi Ta n. 17. IHLWE BTOpUHHOI ynakoBku
nikapcbkoro 3acoby y 3B'sI3Ky 3 BUNYYEHHAM iHdopmaulii
npo po3pobHuka i gucTpub'toTopa, a Takox gpasu "iHwa
TexHiYHa iHdopmauis". BBeaeHHst 3MiH MpoTaroM 6-tu

peuernmom

MicsILiB Micnsi 3aTBEPAXKEHHS.

nonimepHy); no 1




33 [TponoBkeHHs goaaTka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
KOHTENHepY B
KapTOHHiN kopobui
80. | IMATUHIB Kancynu Teepgi, no AT JlatBia AT "T'pingekc" JlartBia BHECEHHS1 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | 3a UA/14082/01/01
rPIHOEKC 100 mr no 10 kancyn "I'piHaexc” TMny - 3MiHK Woao Gesnekn/edekTUBHOCTI Ta peuenmom
y 6nictepi; no 6 abo chapmakoHarnsgy. BeegeHHst abo 3miHu o
12 6nicTepiB y nayui y3aranbHeHVX JaHUX Npo cucTeMy bapmakoHarnsgy
3 KapTOHY (BBEAEHHS y3aranbHEHMX AaHWX NPO CUCTEMY
hapmMakoHarnsgy, amiHa ynoBHoBaxeHoi ocobu,
BiZNOBIganbHOI 3a 34iMCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHvKa Ansi
3AiNCHEHHSA apmakoHarnsgy B YKpaiHi, SKLO BOHA
BigMiHHa Big yNoOBHOBa)eHOi 0cobu, BignoBigansHoi 3a
3[iicHeHHs1 hapMakoHarnagy (BKMoYatoum KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3mileHHi macTep-danna
cuctemun chapmakoHarnsay) 3miHa KOHTaKkTHOT ocobu
YNOBHOBa)eHOI 0cobu 3asiBHMKA, BignoBiganbHoI 3a
dapmakoHarnag B YkpaiHi. [litova pegakuis: €ximoa
IpyHa BitaniisHa. MponoHoBaHa pegakuia: MapTuH4yk
Oner Bonogmmunposuuy.
3MiHa KOHTaKTHMX AaHMX KOHTaKTHOI 0Cobu
YNOBHOBaXeHOI 0cobu 3asiBHMKA, BignoBiganbHoI 3a
thapmakoHarnag B YKpaiHi.
81. | IMET® TabneTkn, BKpUTI BEPJIIH- HimeuunH BupobHuk, Lo HimeyunHa BHECEHHS 3MiH 40 peecTpauiinHux maTepianis: 3miHu | bes UA/4029/01/01
NNiBKOBOO XEMI Al a BUKOHYE TMNy - AGMIHICTPaTMBHI 3MiHW. BunyyeHHs BUpPOGHUYOI peuenma
0bornoHkoto, no 400 BUPOBHMLTBO AinbHUUI (BKtoYatoun ginbHuui ans A®I, npomixHoro
mr; no 10 TabneTok npenaparty "in npoaykTy abo rotoBoro fikapcbkoro 3acoby, AinbHuLi
y 6nicTtepi; no 1 abo bulk" Ta [Onsi NPOBEAEHHSI MaKyBaHHS, BUPOBHUKa,
no 2, abo no 3 KOHTpOrb cepii: BiAMOBIAANbLHOrO 3a BUMYCK Cepili, MiCLie MPOBEAEHHS
Gnictepny BEPJTIH-XEMI KOHTPOIO cepii) abo nocTayanbH1Ka BUXiAHOTO

KapTOHHiI kopobui

AT, HimeuunHa

BupobHuik, Lo
BUKOHY€E
BUPOGHMLTBO
npenapaty "in
bulk",
nakyBaHHsi Ta
KOHTpOrb cepii:
MeHapiHi-PoH
XeligeH M'm6X,
Himeyunna

Bupo6Huk, Lo
BUKOHYE
nakyBaHHs,
KOHTpOMb Ta
BUWMYCK Cepil:
BEPJIH-XEMI
Al, HimeuunHa

MaTepiany, peareHTy abo JONOMiXHOI Pe4OBUHU (SKLLO
3a3HaYeHO Y [OCbE) BUITYYEHHSI BUPOOHMNYOI AinbHULI,
LLIO BUKOHYE (pyHKLiT BUpoBHULTBO NpenapaTy «in bulky,
nakyBaHHSI Ta KOHTPOrb cepii AgsaHc Papma
'm6X/Advance Pharma GmbH (BaneHpogep wrpace 8-
14, 13435 BepniH, HimewunHa/Wallenroder Strasse 8-14,
13435 Berlin, Germany). 3minHu | Tvny - 3miHK 3 siKOCTI.
[oToBWI Nikapcbkuii 3aci6. 3MiHK Yy BUPOOHULTBI. 3MiHK
BMNpobyBaHb abo [ONYCTUMUX MEX, BCTAHOBINEHUX Y
cneumdikauisx, nig yac BUPOGHMLTBA rOTOBOrO
nikapcbkoro 3acoby (iHLWi 3MiHK) - 3MiHa AONYCTUMMX
MexX cneuudikauii Anst nokasHuka «BuUcoTa (sgpa
TabneTku)» Mig Yac BUPOBGHMLITBA FOTOBOIO NiKapCbKoro
3acoby 3 (6.0 £ 0.2) go (6.0 + 0.3) mm. 3MiHun | TUny -
3MmiHu 3 akocTi. A®I. KoHTponb A®I. 3miHa y MmeTogax
BunpobyBaHHa APl abo BuxigHoro
maTepiany/npoMixxHOro NpoayKTy/peareHTy, Lo
BVKOPVCTOBYETLCS y npoueci BUpobHuuTBa AP (iHLwi
3MiHW Y MeToAax BUNpobyBaHHA (BKMOYaloUn 3amiHy
abo gonoBHeHHs1) AD| abo BMXigHOrO/MPOMiXKHOIO
npoaykTy) - 3amiHa MeToAy BMNpobyBaHHSA And
BM3HAYEHHS PO3MipYy YaCcTOK Aito4oI pe4OBUHU




34 [TponoBkeHHs goaaTka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
ibynpoceHy MmeToaoM nasepHoi audpakuii ceitna
(Ph.Eur. 2.9.31) ans BupobHnka BASF CORPORATION
Ha MeToZ, aganToBaHWN 0 TEXHIYHUX YMOB BinbLu
CyYacHUX nasepHux AMdpakLiiHux aHanisaTopis
po3Mipy Yactok. 3MiHu | Tuny - 3MiHu 3 akocTi. ADI.
KoHTponb A®l. 3miHa y meTogax BunpobyeaHHsa ADI
abo BuxigHoro martepiany/npomikKHOro
NPOAyKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y NPOLEC
BUpobHMLTBa ADI (iHWi 3MiHWM Yy MeTogax BUNpobyBaHHs
(Bkntovatoum 3amiHy abo gonoBHeHHs) APl abo
BVXiAHOro/NnpOMIDKHOrO MPOAYKTY) 3aMiHa MeToay
BMNPOOYBaHHSA 4N BU3HAYEHHS1 pO3Mipy YacToK LjitoYoi
peyoBUHM iBynpodeHy MeTo4oM NnasepHoi Andpakuii
ceitna (Ph.Eur. 2.9.31) ansa supobHmnka SHANDONG
XINHUA PHARMACEUTICAL CO., LTD Ha meTog,
afganToBaHU 4O TEXHIYHMX YMOB BinbLU Cy4acHUX
nasepHux AndpakuiHUX aHani3aTopis po3mipy YacTok.

82. | IM®IH3I KOHUEHTpaT ans ACTPA3EH Benuka BUPOBHMLTBO LLseuis/ BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a He UA/18578/01/01
PO34MHy ans EKA HOK BpuTaHis nikapcbKoro CLUA/ Tmny - 3MiHuM wopo 6eanekn/edekTMBHOCTI Ta peuenmom | nidnsieae
iHcpy3in, 50 mr/mm; 1 Timiteq 3acoby, Himeyvumna/ dapmakoHarnsaay. 3miHa y KopoTKili XxapakTepuctui
onakoH (120 mr/2,4 BTOPUHHE CLWA nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii
m1) 3 npobkoto Ta nakyBaHHs, Onst MEQUYHOro 3aCTOCYBaHHS Ha niAcTasi perynspHo
koBnaykom «flip-off» BUNpobyBaHHs OHOBIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
Y KapTOHHi kopobLli KOHTPOSO nocnimpkeHb 3 6e3nekn 3acTocyBaHHS NikapcbKoro
abo 1 dnakoH (500 SIKOCTi, BUMYCK 3acoby B nicnsipeecTpaLiiHuii nepiog, abo sik pesynbTtat
mr/10 mn) 3 cepii OLjiHKM 3BITY 3 AocnigKeHb, NPOBEeAEHMX BiANOBIAHO OO
npobkoto Ta nikapcbkoro nnaHy negiatpuyHmx gocnimpkers (PIP) (3miHy
koBnaykom «flip-off» 3acoby: Y3rO[KEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHVM OpraHom).

Y KapTOHHI Kopobui Actpa3eHeka 3MiHM BHeceHO A0 [HCTpyKLUii Ans meanyHoro
AB, LBedis; 3acTOCyBaHHs1 Nikapcbkoro 3acoby Ao po3ainy
BUPOGHMLTBO "OcobnuBocTi 3acTocyBaHHS" BiANOBIAHO A0 AaHMWX 3
nikapcbKoro ©e3neku nikapcbkoro 3acoby. BBegeHHs 3mMiH NpoTArom

3aco0y, 6-TW MicauiB nicna 3aTBepPaKEHHs
BTOPUHHE
nakyBaHHS:
KaTtaneHt
Inpiana, NNC,
CLUA;
BUPOGHMLTBO
nikapcbKkoro
3acoby,
KOHTPOMb SIKOCTI
(Tinbkn
CTEPUIBHICTD i
E€HOOTOKCUHN):

Bettep ®apma-
®epTuryH M6X
Ta Ko. KT,
Hime4umnHa;
BTOPWHHE
nakyBaHHs:
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
Actpa3eHeka
AB, WBeLis;
KOHTPOMb SIKOCTI
(3a BUHSATKOM
CTepUNbHOCTI i
€HOOTOKCUHY):
AcTpa3eHeka
dapmacbioTmkan
c 1M, CWA
83. | IHNITA TabneTkn, BKpUTI Mdparizep CLWA BUPOBHMUTBO, Himeuuunna/ BHECEHHS 3MiH [0 peecTpaulinHmx maTtepianis: 3minu I 3a He UA/14080/01/01
NniBKOBOO Eny.Ci.Mi. BTOPWHHE Ta Yexis Tuny - 3MiHn Wwopao 6eanekw/edekTMBHOCTI Ta peuenmom | niidnszae
ob6onoHkoto, no 1 mr; | Kopnopewiw nepBuHHE dapmakoHarnsgy. 3MiHM y KOPOTKili xapakTepucTuLi
no 14 tTabnetok y H nakyBaHHs, nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii
6nicTepi; o 2 abo TECTyBaHHs npun ANst MEQUYHOrO 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMM
no 4 Gnictepu B BUMYCKY cepil, OAHUMW 3 SKOCTi, OKNIHIYHUMUN, KNIHIMHUMKW JaHUMK Ta
KapTOHHiIN kopooLi TECTyBaHHA npun OaHumK 3 chapmMakoHarnsgy - 3MiHuM BHECEHO 80
LOCHIOKEHHI IHCTpYKUiT ANst MEANYHOrO 3aCTOCYBaHHSA MiKapCbKOro
cTabinbHocCTi, 3acoby y posgin "[itn" BignosigHo 4o matepianis
BUMYCK cepii: peecTpauinHoro gocbe. BeeaeHHs 3MiH NpoTarom 9-tu
Mdparizep MiCSILIiB MiCNsi 3aTBEPOXKEHHS.
MeHtodekyypuH
r JdonuneHg
m6X,
HimeuwunHa
TeCTyBaHHs npu
[OCHioKEHHi
cTabinbHoCTi:
KBiHTa-
AHaniTuka
C.p.o., Yexia
84. | IHNITA TabneTkn, BKpUTI Mdpanszep CLIA BMPOGHMLTBO, Himeuumna/ BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3minu |l 3a He UA/14080/01/02
NniBKOBOIO Eny.Ci.MMi. BTOPUHHE Ta Yexis TMny - 3MiHK Wwopao 6e3nekn/edpekTMBHOCTI Ta peuenmom nidnsieae
obornoHkoto, no 5 mr; | Kopnopeiww nepBuHHE dapmakoHarnsay. 3miHu y KOpoTKili XxapakTepucTuui
no 14 tabnetoky H nakyBaHHS, nikapcbKkoro 3acoby, TEKCTi MapKyBaHHsI Ta iHCTPYKUii

6nictepi; no 2 abo
no 4 6nictepu B
KapTOHHiI kopobui

TECTyBaHHsi Npun
BUMYCKY cepii,
TECTyBaHHs npu
[OCHioKEHHi
cTabinbHoCTi,
BUNYCK cepii:
Mdparizep
MeHiodekdypuH
r JonuneHa
m6X,
HimeuuuHa;
TECTYBaHHs npu
[OCHIgKEHHI
cTabinbHoCTi:
KBiHTa-
AHanituka
C.p.o., Yexia

0N MeQUYHOro 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
OaHUMW 3 SIKOCTI, AOKMIHIMHUMU, KMiHIYHUMK JaHUMK Ta
AaHuMu 3 papmakoHarnsgy - 3MiHM BHECEHO A0
IHCTPYKUiT ANA MEeAMYHOro 3aCTOCyBaHHS NiKapCbKoro
3acoby y po3ain "[itn" BinnoeigHo Ao maTepianis
peecTpauiiHoro gocbe. BBegeHHs 3MiH npoTsarom 9-tu
MiCSILIiB Micnsi 3aTBEPOXKEHHS.




36 [TponoBkeHHs goaaTka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
85. | IHNITA TabneTkn, BKpUTI Mdparizep CLWA BUPOBHMUTBO, Himeuuunna/ BHECEHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a He UA/14080/01/02
NniBKOBOO Eny.Ci.Mi. BTOPWHHE Ta Yexis TMny - AGMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuenmom | niidnszae
ob6onoHkoto, no 5 mr; | Kopnopeww nepBuUHHE Ta/abo agpecu micua NpoBaMKEHHS OisNbHOCTI
no 14 tabnetok y H nakyBaHHS, BUPOGHMKa/iMnopTepa rotToBoro sikapcbkoro 3acoby,
6nictepi; no 2 abo TeCTyBaHHSA npu BKIIOYatouy AinbHuLi BUNycky cepii abo micue
no 4 Gnictepny BUMYCKY cepii, NPOBEAEHHS KOHTPOSO AKOCTI. (LiANbHICTb, 3a AKY
KapTOHHiI kopooLi TECTyBaHHA Npun BifnoBigae BUPOOHUK/iIMNOpTEp, BKITKOYAOUMN BUMYCK
OOCHiMKEHHI cepin) - AaMiHicTpaTMBHA 3MiHa y 3BA3KY 3i 3MiHOO
cTabinbHocCTi, agpecy BUpobHuka. Micue BUpobHMLTBa, MicLe
BUWMNYCK cepil: po3TallyBaHHSA Ta BUPOBGHWUYMIA NPOLIEC HE 3MiHIOTLCS.
Mdpansep 3MiHM BHECEHO B IHCTPYKLIitO AN MEAUYHOrO
MeHtodekyypuH 3acTocyBaHHs nikapcbkoro 3acoby y po3again
r JdonuneHg «MicuesHaxomkeHHs BUpOOHMKa Ta agpeca Micus
'm6X, NPOBaIXXEHHS NOro AiANbHOCTI» 3 BigNOBIgHMM
HimeyuumHa; 3MiHaMW y TEKCTi MapKyBaHHS YNakoBKM NMiKapCbKOro
3acoby.
TEeCTyBaHHs npun BeeaeHHs 3miH npoTarom 12-tm micauis micns
LOCTioKeHHI 3aTBepAKEHHS. 3MiHu | Tuny - 3MiHW Woao
cTabinbHoCTi: 6e3nekn/ecdekTMBHOCTI Ta hbapmakoHarnsay (iHwWwi 3amiHu)
KBiHTa- 3MiHM BHECEHI B TEKCT MapKyBaHHS NEPBUHHOI YNaKOBKN
AHaniTuka nikapcbkoro 3acoby y n. 1. «HA3BA NNIKAPCbBKOIo
c.p.o., Yexis 3ACOBY», n. 3. «<HOMEP CEPIi NIKAPCbLKOIO
3ACOBY», n. 4. «OATA 3AKIHYEHHA TEPMIHY
MPUOATHOCTI» Ta BTOPUHHOI ynakoBku y n. 1.
«HASBA JTIKAPCbKOI'O 3ACOBY», n. 8. «OATA
SAKIHYEHHA TEPMIHY NPUOATHOCTI», n. 13.
«HOMEP CEPIl NIKAPCbKOIO 3ACOBY», n.16.
«IHOOPMALIA, AKA HAHOCUTBLCA LWPUDPTOM
BPANNSA», n. 17. «IHWE» BeeaeHHs 3miH npoTarom 12-
TW MicALiB Nicns 3aTBepAKEHHS
86. | IHNITA TabneTku, BKPUTI Mdpanzep CLIA BMPOGHMLTBO, Himeuumna/ BHECEHHS 3MiH 0 peecTpaLiiHMXx MaTepianis: 3miHu | 3a He UA/14080/01/01
NniBKOBOO Eny.Ci.Mi. BTOPWHHE Ta Yexisa TMny - AGMiHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuyenmom | nidnszae
obornoHkoto, no 1 mr; | Kopnopenww nepBuHHE Ta/abo agpecy MicLs NPOBaMKEHHS AiSNbHOCTI
no 14 tabnetoky H nakyBaHHs, BMPOGHYMKa/iMnopTepa roToBOro Nikapcbkoro 3acoby,
6nicTepi; o 2 abo TEeCTyBaHHs nNpun BKIIOMAK04M AinbHULI BUNYCKY cepii abo micue
no 4 6nictepu y BUMYCKY cepii, NpoBEeAEHHS! KOHTPOIIO SIKOCTI. (QiSNbHICTb, 3a Ky
KapTOHHiI kopobui TEeCTyBaHHs npu BigMNoBigae BUpOGHMK/iMNopTEp, BKIOYAKUN BUNYCK
[OCHioKEHHi cepint) AOMiHicTpaTMBHa 3MiHa Yy 3BA3KY 3i 3MiHOO
cTabinbHoCTI, agpecu BupobHuka. Micue BUpobHMUTBa, Micue
BUNYCK cepii: po3TallyBaHHS Ta BUPOGHMYMIA NPOLIEC HE 3MiHIOTLCS.
Mdbanzep 3MiHM BHECEHO B iHCTPYKLIitO AN MEAUYHOro
MeHiodekdypuH 3aCTOCYBaHHsI Nikapcbkoro 3acoby y po3ain
r JonuneHa «Micue3HaxomkeHHs1 BUpoOHWKa Ta agpeca Micus
'm6X, NPOBaXXEHHS NOro AisnbHOCTI» 3 BigNoBigHMMM
HimeuunHa 3MiHaMW y TeKCTi MapKyBaHHS YNakoBKW fikapCbKoro
3acoby.
TeCTyBaHHA npu BBeneHHs 3miH npoTtsarom 12-Tu micauis nicns
LOCTioKEHHI 3aTBepOKEHHS. 3MiHu | Tuny - 3miHK Wwopao
cTabinbHoCTi: 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay (iHLwi 3miHu)
KBiHTa- 3MiHM BHECEHI B TEKCT MapKyBaHHS NEPBUHHOI yNaKoBK/
AHanituka nikapcbkoro 3acoby y n. 1. «HA3BA JIIKAPCbLKOIO




37 [TponoBkeHHs goaaTka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
c.p.o., Yexisa 3ACOBY», n. 3. «<HOMEP CEPIi NNIKAPCbKOIO
3ACOBY», n. 4. «AATA 3AKIHYEHHA TEPMIHY
MPUOATHOCTI» Ta BTOpUHHOI ynakoBku y n. 1.
«HASBA JTIKAPCbKOI'O 3ACOBY», n. 8. «OATA
SAKIHYEHHA TEPMIHY NPUOATHOCTI», n. 13.
«HOMEP CEPII NIKAPCbKOIO 3ACOBY», n.16.
«IHOOPMALIA, AKA HAHOCUTBCA WPUOTOM
BPAVNSA», n. 17. «IHLWE» BBeaeHHs 3MiH npotsrom 12-
TV MicAUiB Nicnsa 3aTBepaXeHHS
87. | IHGAHPUKC cycneHsis gns nakcoCwmit Benuka "nakcoCwmiTKns Beneris BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3miHu Il 3a UA/13939/01/01
InB iH'ekuin; no 0,5 mny KnsanH BputaHnia | nH Bionogxikans Tuny - 3MiHK 3 siKoCTi. FOTOBWI NikapcbkuMii 3acib. peuenmom
KOMBIHOBAH nonepegHLo EkcnopT C.A. KoHTpOsb roTOBOro nikapcbkoro 3acoby. 3miHa y
A BAKUMHA 3anoBHEHOMY Jlimiteq MeTodax BUnpobyBaHHS roTOBOrO flikapCbkoro 3acoby
oanAa 0QHOpPa3oBOMY (cyTTeBa 3miHa y
MPO®INAKTUK | wnpwuui y koMnnekTi GionoriyHomy/iMyHoRnoriYHOMY/iMyHOXiMIYHOMY MeTOoZi
N OUOTEPII, 3 ronkoto; no 1 aéo BUNpobyBaHHsA abo MeTogi, Y SIKOMY BUKOPUCTOBYETLCS
NMPABLA, 10 nonepenHbLO GionoriyHui peareHT, abo ix 3amiHa, abo BionoriyHoro
KALLUJTHOKA 3anoBHEHNX npenapaTty NopiBHSAHHSA (CTaH4APTHOro npenaparTy), LWo
(ALENONAPH 0QHOPa3oBUX He 3a3HadYeHuit y 3aTBepapKeHOMYy NpoTokoni) 3miHa
nn wnpuuis y MeTOAiB iAeHTMIKaLii roTOBOro NpoaykTy, a came —
KOMMOHEHT) nnacTUKOBOMY 3aMiHa meToay iMmyHoaudysii Ta iMyHO(hEPMEHTHOrO
TA KOHTENHepi; no 1 aHanisy (ELISA) Ha imyHoxpomaTorpadito MeTogom
NMONIOMIENITY | KOHTelViHepy B 6iyHoro notoky (Lateral Flow Test). BHeceHHs
KapTOHHiIN kopooLi pefakuinHmx npaBok go posainis 3.2.5.4.2, 3.2.P.5.1,
3.2.P.5.3. TepmiH BBefeHHs 3MiH- IV kBapTan 2025
88. | KAMPEOMIUWH | nopovuok ans MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | 3a UA/9885/01/01
po3ynHy ans iH'ekuin | "KniBmegnp "Kuismegnpenap TMny - 3MiHK Wwopao 6e3nekn/edekTUBHOCTI Ta peuenmom
no1,0ry enapat" at" dapmakoHarnsaay (iHwi 3miHm). 3MiHM BHECEHO B TEKCT
dnakoHax MapKyBaHHS1 NEPBUHHOI YNAKOBKM JikapCbKoro 3acoby, a
came y n. 8 "[aTa 3aKkiH4eHHs1 TepMiHy npugaTHoOCTI" Ta 'y
n.17. IHWE koHKpeTM30BaHO noroTun 3asBHUKa. TepMiH
BBEOEHHS 3MiH - NPOTArom 6 MicauiB nmicnsi
3aTBEPKEHHS
89. | KAPBEOWUNON- | tabnetku no 12,5 AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH 10 peecTpauinHmx matepianis: 3minu Il 3a UA/8685/01/01
KB wmr, no 10 TabneTok "KMIBCbKW "KNIBCKIA TNy - 3MiHm 3 skocTi. A®l. BUpoBHMLITBO. 3MiHa peuernmom
y 6nicTepi; no 3 n BITAMIHHAN BMPOGHMKa BUXiOHOrO/MPOMIXXHOTO NPOAYKTY/peareHTy,
Gnictepu y navui BITAMIHHA 3ABOO" LLIO BUKOPUCTOBYHOTLCS Yy BUPOBOHMYoMy npoueci AP,
n 3ABOMO" abo 3miHa BMpPOOHUKA (BKIHOYaoun, e HeobxigHo, Micue
npoBeaeHHs KOHTporto sikocTi) ADI (3a BigcyTHOCTI
cepTudikaTa BiaNoBIigHOCTI €BponeWchbkin hapmakonei y
3aTBEpAKEHOMY [0Cbe)(BBEAEHHS HOBOTO BUPOBHMKA
A®I| 3 HapaHHsIM MacTep-ghaina Ha APl) BeeaeHHst
anbTepHaTMBHOro BUpoOHKKa cybeTaHuii Kapseawnon,
BMpOoGHMLUTBa hipmn «Shenyang Funing Pharmaceutical
Co., Ltd.», Kutan.
90. | KAPBEOUNON- | tabnetku no 25 mr, AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH O peecTpauinHmx maTtepianis: 3minu I 3a UA/8685/01/02
KB no 10 TabneTok y "KMUIBCbKW "KNTBCBLKNN TNy - 3MiHm 3 sikocTi. APl BupoBHMUTBO. 3MmiHa peuenmom
6nictepi; no 3 n BITAMIHHAN BMPOGHMKa BUXiOHOrO/MPOMIXXHOTO NPOAYKTY/peareHTy,
Gnictepu y navui BITAMIHHA 3ABOL" LLI0 BUKOPUCTOBYHOTLCS Yy BUPOBOHUYOMy npoueci AP,
n 3ABOM" abo 3miHa BMpPOOHUKa (BKHOYakoun, e HeobxigHo, Micue
npoBefeHHs KOHTpornto sikocTi) ADI (3a BigcyTHOCTI




38 [TponoBkeHHs goaaTka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
cepTudikaTta BignoBigHOCTI €Bponenchkin dapmakonei y
3aTBEPAKEHOMY [OChE)(BBEAEHHS HOBOTO BUPOGHMKA
A®I 3 HagaHHAM MacTep-anna Ha AD|) BBeaeHHst
anbTepHaTUBHOro BUpoB6HMKa cybcTaHuii Kapsegunon,
BMpobHMUTBa dipmu «Shenyang Funing Pharmaceutical
Co., Ltd.», Kutai.
91. | KAPAOIO-TPAH rpaHynmn, no 10 ry MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH 40 peecTpauinHuX maTepianis: 3miHu | bes UA/8454/01/01
neHani abo cnakoHi "HauioHanb "HauioHanbHa Tuny - 3MiHn Wwoao 6eanekn/edekTMBHOCTI Ta peuenma nidnszae
3 KpULLIKOLO; Mo 1 Ha [omeonaTtuyHa capmakoHarnagy (iHwi 3miHM) 3MiHM BHECEHO B
neHany abo [omeonaTtny Cninka" IHCTPYKLUitO ANA MEeOUYHOro 3aCTOCYBaHHS NiKapCbKOro
dnakoHy B nayui 3 Ha Cninka" 3acoby Ao posainy "Mo6iyHi peakuii” LWoao 3BiTyBaHHS
KapToHy; abono 5r npo noGiyHi peakuyji.
rpaHyn y KOHTENHepi
3 [O3yBaHHAM; No 2
KOHTENHEPU B Navui
3 KapTOHY
92. | KAPOOCAI®I | tabneTku, BKPUTI MeHapiHi ITrokcemby BupobHuuTBo Himeyvumna/ BHECEHHS 3MiH A0 peecTpauinHuX maTepianis: 3miHu | 3a UA/7140/01/01
NKOC 20/25 nniBkOBOKO IHTepHeLLoH pr "in bulk": OAIMI Yecbka TMny - 3MiHuM wopo 6eanekn/edpekTMBHOCTI Ta peuenmom
obornoHkoto, no 20 an CAHKIO Pecny6nika dapmakoHarnsay. BrheceHHsa abo amiHa(n) oo
mr/25 mr, no 14 OnepenLoH FOPOYI 'mbX, 30060B'A3aHb Ta YMOB BMAaYi peecTpauinHoro
Tabnetok y 6nicrepi; c Hime4vuuHa; noceigyeHHs, BknoYvaroum MNnaH ynpasniHHA pusmkamm
no 1 a6o no 2 TTrokcembypr (iHwWi 3miHW). 3asBHNKOM MeHapiHi IHTepHeLLoHan
onictepu B C.A. [MepBuHHE Ta OnepenwwoHc Jliokcembypr C.A., JllokceMbypr OHOBNEHO
KapTOHHiI kopooLi BTOPUHHE nnaH ynpaeniHHA pu3nkamm nikapcbkoro 3acoby
nakyBaHHs, Kappocan®nntoc 20/25, TabneTku, BKpUTi NNiBKOBOO
KOHTpOIb Ta obornoHkoto, no 20 mr/25 mr, no 14 TabneTok y 6nictepi;
BUNYCK Cepin: no 1 abo no 2 Gnictepu B KapTOHHI KOpOGLi 3rigHO 3
BEPJIH-XEMI Bumoramu o CtaHaapTusoBaHoro dopmaty MYP
Al’, HimeyuuHa; (Rev.2 accompanying GVP, Module V Rev.2, Human
Medicines Evaluation Guidance on the format of the risk
BUPOBHMUTBO "in management plan (RMP) in the EU — in integrated
bulk", nepsuHHe format). 3miHn BHeceHo Ao YacTuH: |l «Cneuudikadis 3
Ta BTOPVHHE 6e3nekn», V «3axoam 3 MiHimisauii puamkisy, VI
nakyBaHHS, «Pestome nnaHy ynpasniHHs pusukamu» Ta VIl
KOHTpOIb Ta «[JopaTkn» y 38’A3Ky 3 BuganeHHsam npobnem 6eaneku
BUNYCK Cepin: BignosigHo Ao 3BiTy HaRP. Pestome MNnaHy ynpasniHHA
MeHapiHi-PoH pusnkamm Bepcisa 5.0 gogaeTbes.
XenigeH 'moX,
HimeyumnHa;
KoHTponb cepii:
AHanitivec
3eHTpym
Biodapm MvbX,
Himeyuuuna; AJIC
Yecbka
Pecny6bnika,
c.p.o., Yecbka
Pecny6bnika
93. | KBETIMAK 100 TabneTku, BKPUTI Makneoac IHAis Makneoac IHOisa BHECEHHS 3MiH 0 peecTpaLiiHuXx MaTepianis: 3miHu | 3a He UA/19916/01/02
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
nniBkOBOKO dapmackioT dapmackioTrkan Tmny - 3MiHuM wopo 6e3nekn/edekTMBHOCTI Ta peuenmom | nidnsieae
obonoHkoto no 100 nkanc ¢ Nimiten dapmakoHarnsay. 3miHa y KopoTKii xapakTepuctuui
mr; no 10 TabneTok Tlimiten nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii
y 6nicTtepi; no 3 abo ONst MEAUYHOro 3aCTOCYBaHHS Ha NniAcTaBsi perynsipHo
6 bnictepiB y OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby, abo
KapTOHHIN ynakoBL nocnimpkeHb 3 6e3nekn 3acTocyBaHHS NiKapcbkoro
3acoby B nicnsipeecTpaLiiiuii nepiog, abo sik pesynbtat
OLiHKM 3BITY 3 AocnigXeHb, NpoBeAeHWX BIANOBIAHO A0
nnaxy negiatpnyHmx gocnimkersb (PIP) (3miHy
Y3rO[KEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHVIM OpraHom).
3MiHU BHECEHO A0 IHCTPYKUIii AN MeAUYHOro
3acTocyBaHHs Nnikapcbkoro 3acoby Ao po3gainie
"B3aemogis 3 iHWMMM nikapcbkumy 3acobamm Ta iHLi
Buam B3aemogin”, "OcobnmeocTi 3acTocyBaHHSA"
BigMNoBigHO 4O OHOBMEHOI iHpopmaLii 3 6e3nekn aitoyoi
peyoBUHM (kBETianiHy) 3riaHo 3 pekomeHaauisimm PRAC.
TepmiH BBEOEHHS 3MiH NPOTAroM 6 micauiB nicrns
3aTBEPKEHHS.
94. | KBETIMAK 200 TabneTkn, BKpUTI Makneoac IHais Makneoac IHgia BHECEeHHs1 3MiH JO peecTpauiiHux maTtepianis: 3MiHu | 3a He UA/19916/01/03
NniBKOBOIO dapmacbioT dapmacbioTmkan TMny - 3MiHn Wwopao 6e3nekw/edpeKkTMBHOCTI Ta peuenmom nidnseae
o6onoHkoto no 200 nKanc c Jlimiteq dapmakoHarnsgy. 3MiHa y KOpOTKili xapakTepucTuLi
mr; no 10 TabneTok Jlimiteq nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS! Ta iHCTPYKLii
y BnicTepi; no 3 abo 0N MeQUYHOro 3aCTOCyBaHHS Ha NiacTaBi perynspHo
6 GnictepiB y OHOBIIOBAHOrO 3BiTY 3 Ge3neku nikapcbkoro 3acoby, abo
KapTOHHIN ynakoBLji nocnimpkeHb 3 6e3nekn 3acTocyBaHHS NikapcbKoro
3acoby B nicnsipeecTpaLiiHui nepion, abo sk pesynbTtart
OLjiHKM 3BITY 3 AocnigXeHb, NpoBeAeHWX BIANOBIAHO A0
nnaHy negiatpuyHmx gocnimpkers (PIP) (3MiHy
Y3ro4KEHO 3 KOMMETEHTHUM YNOBHOBaXXEHVMM OPraHoM).
3MiHU BHECEHO [0 IHCTPYKLUii ANst MeAUYHOro
3aCTOCyBaHHsI NikapcbKoro 3acoby Ao po3ainis
"B3aemogis 3 iHWMMM nikapcbkumuy 3acobamm Ta iHLwi
BuAu B3aemogin", "OcobnueocTi 3acTocyBaHHS"
BiANOBIQHO 40 OHOBMEHOI iHbopMaLii 3 6e3neku gitoyor
peyoBUMHM (KBETIaniHy) 3rigHo 3 pekomeHgauismm PRAC.
TepMiH BBeOEHHS 3MiH NPOTAroM 6 micauiB nicns
3aTBEPKEHHS.
95. | KBETIMAK 25 TabneTkun, BKpUTI Makneopc IHAisa Makneoac IHAisa BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3miHu | 3a He UA/19916/01/01
NniBkOBOIO dapmacbioT dapmacbioTukan TMny - 3MiHK Wwopao 6e3nekn/edekTUBHOCTI Ta peuenmom | nidnsizae
obornoHkoto no 25 nkanc c Jlimiten dapmakoHarnsgy. 3miHa y KopoTkili XxapakTepuctuui
mr; no 10 TabneTok TlimiTen nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKL,T

y 6nictepi; no 3 abo
6 bnictepiB y
KapTOHHIN ynakoBLi

ONst MEQUYHOro 3aCTOCYBaHHS Ha NiAcTaBi perynsipHo
OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby, abo
pocnimpkeHb 3 6e3nekn 3acToCyBaHHS NiKapCbKoro
3acoby B nicnsipeecTpauiiHuin nepioa, abo sik pesynbTtar
OLjiHKM 3BITY 3 AocnigXeHb, NpoBeAeHWX BigNOBIAHO A0
nnaHy negiatpuyHmx gocnigpkers (PIP) (3miHy
Y3rO[DKEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHVM OpraHom).
3MiHU BHECEHO A0 IHCTPYKLUii ANs MeauyYHoro
3aCcTOCyBaHHS NikapcbKoro 3acoby Ao po3ainis
"B3aemogis 3 iHWKMU nikapcbkMMm 3acobamu Ta iHLwi
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Buam B3aemogin”, "OcobnmeocTi 3acTocyBaHHS"
BiANOBIQHO 40 OHOBMEHOI iHbopMaLii 3 6e3neku gitoyor
peyoBUHM (kBETianiHy) 3riaHo 3 pekomeHaauismm PRAC.
TepMiH BBeAEHHS 3MiH NPOTAroM 6 micauiB nicns
3aTBEPOKEHHS.
96. | KETOHAN® Kancynu 3 CaHpos CnogBeHisi BUPOBHMUTBO in CnogBeHisi BHECEHHS1 3MiH O peecTpaLiiHux maTtepianis: 3MiHu | 3a He UA/8325/03/02
ayo MoaundikoBaHNM dapmacbioTi bulk, nepsuHHe TMny - 3MiHK 3 SKoCTi. FoTOBMIA nikapcbkuii 3aci6. 3miHn peuenmom | niidnszae
BMBINbHEHHAM Kans g.n. Ta BTOPVHHE y BUPOBHMUTBI. 3MiHa iMnopTepa/3miHu, L0 CTOCYTLCA
TBepgai no 150 mr, no nakyBaHHs, BMNYCKY Cepii Ta KOHTPOSO AKOCTi FOTOBOrO NiKapCbKOro
10 kancyny KOHTPOMb cepii 3acoby (3amiHa abo goaaBaHHS BUpOOHMKa, L0
6nictepi; no 2 (okpim BianoBigae 3a BBe3eHHsA Ta/abo Bunyck cepii) - He
Gnictepu B MikpoGionoriyHo BKIHOYa04M KOHTPOSL/BMNPOOYBaHHSA cepii - 4oAaBaHHs
KapTOHHiI kopooLi ro): [04aTKOBOro BMPOGHWMKA, BignoBigansHOro 3a BUNyck
Hosaprtic cepii 113 Nlek ®apmaueBTnyHa komnaHia A.4./Lek
dapmachbtoTikan Pharmaceuticals d.d. (Tpimnixi 24, 9220 JleHaaea,
MaHydakTypuHr CnoseHis/Trimlini 2d, 9220 Lendava, Slovenia). 3miHn
JINC, CnoseHis; BHECeHO B po3ainv "BupobHuk" Ta "MicuesHaxomKeHHs
KOHTPOIb cepil BUPOGHMKA Ta agpeca Micusi NpoBagKEHHS NOro
(mikpobionoriyHu DisiNbHOCTI" B iHCTPYKLiO ANs MEAWMYHOIO 3aCTOCYBaHHS
1 KOHTPOIb), nikapcbKoro 3acoby y 3B'A3Ky 3 BBEAEHHAM [0AaTKOBOro
BUMYCK Cepii: BMpobHMKa, BiANOBIAanbHOro 3a BUMYCK cepii, Ta sk
Iek HacrifoK - y TEKCT MapKyBaHHS yNaKoBKM NiKapCbKOro
dapmaueBTUYHa 3acoby. BBegeHHst 3MiH npoTArom 6-Tv MicauiB nicns
KOMMaHis 4.4., 3aTBEPKEHHS.
CnoBeHisi;
nepBUHHE i
BTOPUHHE
nakyBaHHs,
BUWMYCK cepil:
Iex
dapmaueBTU4Ha
KoMnaHisa a.4.,
CnoBeHis
97. | KETOPON TabneTku, Lo O-p Peapi'c IHAisa O-p Pepni'c IHAisa BHECEHHS 3MiH [0 peecTpaLiiHuX MaTepiani: TexHivyHa 3a UA/18105/01/01
EKCMNPEC AVCNepryoTbes B Jlabopatopi JlabopaTopic nomurnka (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460) peuenmom
POTOBI NOPOXKHWHI, clitg Timiteq BUNpaBreHHst TexHIYHOI nomunku B MKA 13 3a
no 10 wmr; no 10 nokasHukom "KinbkicHe BU3Ha4YeHHs", 3okpema: y
TabneTok y 6nictepi; Tabnuui rpagieHTy Ansa 7 X8 NOMUNKOro 3asHaveHo 50%
no 1 abo 10 pyxomoi dasun B 3amicte 70%. MNponoHoBaHa peaakuis
GnicTtepiB B kKopobuji TEXHIYHOT MOMUIKM BiAMNoBiAae apxXiBHUM MaTtepianam
peecTpaLiiHoro 4ocChbeE.
98. | KNALMO® TabneTtkn, BKpUTI ABGOTT HimeyumH A668BI C.p.n. ITanis BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a He UA/2920/03/01
NniBKOBOKO JlabopaTopis a TMny - 3MiHK Wwopao 6e3nekn/edpekTMBHOCTI Ta peuenmom | nidnsieae
obornoHkoto, no 250 MM6X

mr; 10 Tabnetok y
onictepi; no 1
Gnictepy B
KapTOHHiIl kopobui

dapmakoHarnsgy. 3miHa y KopoTkili XxapakTepuctuui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHSI Ta iHCTPYKLiT
ONst MEAUYHOrO 3aCTOCYBaHHA Ha NiAcTaBi perynspHo
OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby, abo
[ocnimkeHb 3 6e3nekn 3acToCyBaHHS MiKapCbKoro
3acoby B nicnsipeecTpaLiiHuii nepion, abo sk pesynbTtart
OLjiHKM 3BITY 3 gocnigXeHb, NpoBeAeHWX BiANOBIAHO A0
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nnaxy negiatpnyHmx gocnimkers (PIP) (3miHy
Y3rO[DKEHO 3 KOMMETEHTHUM YNOBHOBAXXEHVM OpraHoMm).
3MiHV BHECEHO [0 iHCTPYKLUiT Anst MeanyHoro
3acTOCyBaHHS Nikapcbkoro 3acoby o po3sainis
"MpoTtunokasaHHs", "OcobnmnBocTi 3acTocyBaHHS",
"B3aemogis 3 iHWMMM nikapcbkumy 3acobamm Ta iHLi
BMAM B3aemogin" BignosigHo go pekomeHgauii PRAC.
99. | KNALUMAO® rpaHynu ans ABGOTT HimeuunH AG6GBI C.p.n. ITanisa BHECEHHS 3MiH 4O peecTpauinHuxX maTepianis: 3miHu | 3a He UA/2920/04/01
oparbHOI cycneHaii, JlabopaTopis a Tmny - 3MiHuM wopo 6eanekn/edekTMBHOCTI Ta peuenmom | nidnsieae
125 wmr/5 mn; 1 meX capmakoHarnsgy. 3MiHa y KOpOTKili xapakTepucTuLi
hnakoH 3 nikapcbKkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKUii
rpaHynamu gns Onst MEQUYHOro 3aCTOCYBaHHS Ha NiAcTaBi perynsipHo
npurotyBaHHs 60 mn OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
a6o 100 mn pocnimkeHb 3 6e3nekn 3aCToCyBaHHs! NiKapCbKoro
CycneHsii 3 MipHOto 3acoby B nicnsipeecTpaLiiHuii nepiog, abo sik pesynbTtaTt
NOXKOK abo MipHUM OUiHKM 3BITY 3 AOCNIAXEHb, NPOBEAEHUX BigNOBIAHO A0
LUNPULIOM B nnaHy negiatpuynHmx gocnimkers (PIP) (3miny
KapTOHHiI kopobui Y3rO[KEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHVM OpraHom).
3MiHV BHECEHO [0 iHCTPYKLUiT Anst MeanyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby Ao po3ainis
"MpoTunokasaHHs", "OcobnmneocTi 3acTocyBaHHNA",
"B3aemogis 3 iHWKMM nikapcbkumy 3acobamm Ta iHLi
BMaM B3aemMogin" BignosigHo 4o pekoMmeHaauii PRAC.
100. | KNALUMO® rpaHynu ans ABGOTT HimeyumnH A668BI C.p.n. ITanis BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a He UA/2920/04/02
opanbHOi cycneHasii, Jlabopartopis a TMny - 3MiHn Wwopao 6e3nekw/edeKkTMBHOCTI Ta peuenmom | nidnseae
250 wmr/5 mm; 1 mM6X dapmakoHarnsaay. 3miHa y KopoTKili XxapakTepuctui
dnakoH 3 nikapcbKkoro 3acoby, TEKCTi MapKyBaHHsI Ta iHCTPYKUiT
rpaHynamu gns 0N MeQUYHOro 3aCTOCYyBaHHS Ha NiacTaBi perynspHo
npurotyBaHHs 60 mn OHOBIHOBAHOrO 3BiTYy 3 6e3nekun nikapcbkoro 3acoby, abo
abo 100 mn JocnimxeHb 3 6e3neku 3acTocyBaHHS NMikapCbKoro
cycneHsii 3 MipHO 3acoby B nicnsipeecTpaLiiHui nepiog, abo sk pesynbTtart
NOXKOK abo MipHUM OLjiHKM 3BITY 3 AocCnigXeHb, NPOBeAEHMX BIANOBIAHO A0
LUNpULIOM B nnaHy negiatpuyHux gocnimpkers (PIP) (3MiHy
KapTOHHiI kopobui Y3rO[DKEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHVM OpraHom).
3MiHVM BHECEHO [0 iHCTPYKLUii ANst MeanyHoro
3aCTOCyBaHHsI Nikapcbkoro 3acoby Ao po3ainis
"MpoTtunokasaHHs", "OcobnunBocTi 3acTocyBaHHS",
"B3aemogis 3 iHWKMM nikapcbkumuy 3acobamm Ta iHLwi
BMAM B3aemogin" BignosigHo Ao pekomengauin PRAC.
101. | KNEKCAH® PO34UH ANS iH'eKuin, TOB YkpaiHa CAHOO®I ®paHuis BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3minu |l 3a He UA/7181/01/01
10 000 aHTK-Xa "CaHodi- BIHTPOMN TMny - 3MiHM Wwopao 6e3nekn/edpekTMBHOCTI Ta peuenmom nidnsieae
MO/mn; Ne 2: no 0,8 ABeHTiC IHOACTPIA dapmakoHarnagy. 3mMiHn y TepaneBTUYHMUX MOKa3aHHSIX
My LWNp1L-[03i i3 YkpaiHa" (mopaBaHHsA HOBOro TepaneBTUYHOIO NokasaHHst abo

3aXMCHOK CUCTEMOLO
ronku ERIS; no 2
LINpUL-a03n Y
onictepi; no 1
Gnictepy B
KapTOHHiI kopooLyj;
Ne 2: no 0,8 mny
Lnpuu-gosi i3

3MiHa y 3aTBepOXeHOMY Moka3aHHi) 3MiHM BHECEHO A0
IHCTPYKUiT ANsi MEANYHOrO 3aCTOCYBaHHS MikapCbKoro
3acoby no posainy "lMokasaHHa" (ogaHo HoBe
nokasaHHsi: "lNpenapaTt nokasaHui s 3aCTOCyBaHHS
nopocnum ansi: - TpuBanoro nikyBaHHsS TpoMG603y
rmuboknx BeH (TIB) i Tpomboembonii nereHeBoi apTepii
(TENA), a Takox npodpinakTuky iXHiX peunamsis y
nauieHTiB 3 aKTMBHOI ()a30k0 OHKOJIOrYHOro
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3aXUCHOK CUCTEMOIO 3axBOPIOBaHHA.", Ta, SK Hacnigok, 4o po3ainis
ronkn PREVENTIS; "®apmakonoriyHi BnactmsocTi", "OcobnueocTi
no 2 Wnpuvy-ao3n 'y 3acTocyBaHHs", "Cnocib 3acTocyBaHHsA Ta Jo3un",
6nictepi; no 1 "MoGiyHi peakuii".
Gnictepy B BBegeHHs 3miH NpoTArom 6-Tv MicsuiB nicnsi
KapTOHHiIN kopobLyj; 3aTBepakeHHs. B Mexax 3mMiHM HagaHO OHOBMEHMIN
Ne 2: no 0,8 mny MYP, Bepcis 3.2. Pestome MYP Bepcis 3.2 gooaetbes.
Lwnpuu-go3i 6e3
3axMCHOI cucTemMmn
rorku; Mo 2 wnpuu-
[o3wn y bnictepi; no
1 Gnictepy B
KapTOHHiIN kopobui
102. | KINIEKCAH® PO34UH ANS iH'eKuin, TOB YkpaiHa CAHO®I ®paHuis BHECEHHS 3MiH [0 peecTpauiinHuX maTepianis: 3miHu | 3a He UA/7181/01/01
10 000 aHTK-Xa "CaHodi- BIHTPOMN Tmny - 3MiHuM wopo 6eanekn/edekTMBHOCTI Ta peuenmom | nidnsieae
MO/mn; Ne 2: no 0,8 ABeHTiC IHOACTPIA dapmakoHarnsgy. 3miHa y KopoTkili XxapakTepuctuui
My WNp1L-[03i i3 Ykpaina" nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLi
3aXMCHOO CUCTEMOHO Onst MEQUYHOro 3aCTOCYBaHHS Ha NniAcTaBsi perynsipHo
ronku ERIS; no 2 OHOBIIOBAHOrO 3BiTY 3 Ge3nekun nikapcbkoro 3acoby, abo
LNpuL-a03n y AocnimkeHb 3 6e3nekn 3aCToCyBaHHSA MiKapCbKoro
6nictepi; no 1 3acoby B nicnsipeecTpaLiiHuii nepiog, abo sik pesynbTtat
Gnictepy B OUiHKM 3BITY 3 AOCNIAXEHb, NPOBEAEHUX Bi4NOBIAHO A0
KapTOHHiIN kopobuii 3; nnaHy negiatpuynHmx gocnimkers (PIP) (3miny
Ne 2: no 0,8 Mny Y3ro4KeHO 3 KOMMETEHTHUM YNIOBHOBaXX€HMM OpraHoM)
Lnpuy-[o3i i3 3MiHV BHeceHo o IHCTpyKLUii Ans MeguyHoro
3aXVCHOIO CUCTEMOHO 3aCTOCyBaHHS Nikapcbkoro 3acoby Ao po3ainis
ronku PREVENTIS; "OcobnueocTi 3acTocyBaHHs", "MobiyHi peakuii”
no 2 Wwnpuvy-ao3n 'y BignoBigHo Ao iHopMalii 3 6e3neku nikapcbkoro
6nicTepi; no 1 3acoby. BBegeHHst 3aMiH npoTArom 6-Tv micauiB nicns
6nictepy B 3aTBepOKEHHS. 3MiHu | Tuny - 3miHn wopao
KapTOHHiIl kopobuyj; 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay (iHwi 3miHn)
Ne 2: no 0,8 mny - 3MiHM BHeceHo [0 IHCTpyKUii Ana MeanyHoro
Lwnpuu-gosi 6e3 3aCTOCyBaHHsI Nikapcbkoro 3acoby Ao po3gainis
3aXUCHOI cuctemu "®apmakonoriyHi BnactmsocTi", "OcobnueocTi
rOrku; Mo 2 wnpu- 3acTocyBaHHs", "3acTocyBaHHs y nepiof BaritHocTi abo
[o3wn y bnictepi; no rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHsi Ta Ao3n",
1 6nictepy B "MobiuHi peakuii”, "HecymicHicTb" CTOCOBHO BHECEHHS
KapTOHHiIN kopobuyi YTOYHEHb A0 TEeKCTy Ta yHidikauii indpopmauii. BBeaeHHs
3MiH NPOTSArom 6-Tn MicsiLiB NicNs 3aTBEPAXKEHHS.
103. | KNNIBAC® YO Kancynu Teepgi no 5 TOB YkpaiHa BMPOOHMLITBO, MonbLa BHECEHHS 3MiH 0 peecTpauinHux maTepianis: 3MiHu | 3a He UA/19794/01/01
mr/100 wmr, no 7 "ACIHO nakyBaHHS, TMny - 3MiHM Wwopao 6e3nekn/edpekTMBHOCTI Ta peuenmom nidnsieae
kancyn y 6nictepi, YKPAIHA" KOHTPOSb SIKOCTI dapmakoHarnsay. 3mMiHu y KopoTKili XxapakTepuctuui

no 4 6nictepu B
KapTOHHIN nayui

Ta BUNyck cepii
nikapcbKoro
3acoby: Agamepq

nikapcbKkoro 3acoby, TEKCTi MapKyBaHHsI Ta iHCTPYKUiT
ANt MEAUYHOIO 3aCTOCYBaHHS
reHepu4HuX/ribpuaHnx/GionodibHux nikapcbkux 3acobis

dapma C.A,, nicns BHECEHHS TiEl camoi 3MiHN Ha pedbepeHTHUN
MonbLya; npenapar (3MiHa He nNoTpebye HafaHHS XOAHUX HOBUX
nepBuHHe Ta [o[aTkoBMX AaHnx) 3MiHWM BHECEHO A0 iHCTpYKUii ans
BTOPWHHE MEANYHOro 3acTOCyBaHHS Nikapcbkoro 3acoby Ao
nakyBaHHS: po3ginis "®apmMakonoriyHi BnactueocTi",
Apamveg ®apma "MpoTunokasaHHs", "B3aemogis 3 iHLWMMKM NiKapCbKUMun
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayitiHo20
noceio4yeHHs1

C.A,, MNMonbLua

3acobamu Ta iHwWi Buan s3aemoginn”, "OcobnmBocTi
3acTtocyBaHHs", "Cnocib 3acTocyBaHHsi Ta fo3n",
"Mo6ivHi peakuii” BignoBigHO A0 iHpopmaLii
pedepeHTHOro nikapcbkoro 3acoby (Kpectop, Tabnertku,
BKPUTI NNiBKOBOK 0BOMOHKOI0).

BBegeHHs 3miH NnpoTsaArom 6-Tm MicsuiB nicnsi
3aTBepAKEHHS. 3MiHu | Tuny - 3MiHM Woao
6e3nekv/edekTMBHOCTI Ta hapmakoHarnagy (iHLwi
3MiHM). 3MiHM BHECEHO [0 IHCTPYKLUii ANs MeandYHoro
3acToCyBaHHS NikapcbKkoro 3acoby Ao po3ainis
"®apmakoTepanesTuyHa rpyna. Kog ATX" (pegaryBaHHs
TEKCTOBOI YacTuHM hapmakoTepaneBTUYHOI rpynu 6e3
3MiHuM kogy), "MobiyHi peakuii” (BHeCEHO pepaKLifiHi
npaBku), a TaKOX [0 IHCTPYKLUii Ans MeaU4HOro
3acToCyBaHHS NikapcbKoro 3acoby 4o4aHO PO3Ainu
"3asBHUK" Ta "Micue3HaxomKeHHs 3asBHUKA". BBeaeHHs
3MiH MPOTAroM 6-TW MicALiB NiCNsA 3aTBEPPKEHHS. 3MiHM
| TMny - 3MiHK WwWopao 6eanekn/edekTUBHOCTI Ta
dapmakoHarnsgy. 3MiHM y KOPOTKili XxapakTepucTuui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
Ansi MEOUYHOTO 3aCTOCYBaHHS
reHepuYHMX/riopnaHux/GionogibHMx nikapcbkmnx 3acobis
nicns BHECEHHS TiEl caMoi 3MiHW Ha pedepeHTHUIA
npenapart (3MiHa He NoTpebye HafaHHS XOAHUX HOBUX
[04aTKOBUX AaHWX). 3MiHM BHECEHO [0 iHCTPYKUiT Ans
MeOUYHOro 3aCTOCyBaHHsI Nikapcbkoro 3acoby oo
po3ainis "®apmakonoriyHi BnacTneocTi”,
"MpoTunokasaHHsa", "B3aemopais 3 iHLWMMKM nikapCbKuMun
3acobamu Ta iHWi B1uam B3aemogin”, "OcobnuneocTi
3acTocyBaHHs1", "3acTocyBaHHs y nepioa BariTHocTi abo
rogyBaHHs rpyaat”, "MepenosysaHHs", "MoGiyHi
peakuii” BianoBiaHO A0 iHbopMmaLlii pedepeHTHOro
nikapcbkoro 3acoby (AcnipuH Kapgio, TabneTku, BKpuTi
KMLLKOBOPO34YMHHOI 060moHKO). BBEAEHHS 3MiH
NpOTHArom 6-T MicsILB MicNsi 3aTBEPAKEHHS

104.

KNIBAC® YO

Kancynu TBepgi no
20 mr/100 mr, no 7
kancyn y 6nicrepi,
no 4 6nictepu B
KapTOHHIN nayui

TOB
"ACIHO
YKPAIHA"

YkpaiHa

BMPOGHMLTBO,
nakyBaHHs,
KOHTPOMb SKOCTI
Ta BUNyck cepii
nikapcbKkoro
3acoby: Agamep,
dapma C.A,,
MNonbLua;
nepBUHHE Ta
BTOPUHHE
nakyBaHHs:
Apawvep ®apma
C.A,, MonbLua

MonbLa

BHECEHHS 3MiH 0 peecTpaLiiHMXx MaTepianis: 3miHu |
TMny - 3MiHK Wwopao 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsaay. 3miHW y KOPOTKil XapakTepuctuli
nikapcbKkoro 3acoby, TEKCTi MapKyBaHHsI Ta iHCTPYKLT
Ansi MEOUYHOTO 3aCTOCYBaHHS
reHepuYHMX/ribpnaHux/6ionogidHMX nikapcbknx 3acobis
nicns BHECEHHS TiEl camoi 3MiHU Ha pedbepeHTHUN
npenapart (3MiHa He NoTpebye HafaHHS KOAHUX HOBUX
[0AaTKOBUX AaHWX) 3MiHU BHECEHO [0 iHCTPYKUiT Ans
MeMYHOro 3acTOCyBaHHS Nikapcbkoro 3acoby Ao
po3ainis "®apmakonoriyHi BnacTnsocTi”,
"MpoTunokasanHs", "B3aemogisa 3 iHLIMMM NiKapCbKUMmn
3acobamu Ta iHwWi Buau B3aemogiin”, "OcobnmeocTi
3actocyBaHHs1", "Cnoci6 3acTocyBaHHs Ta Jo3un",
"Mo6ivHi peakuii" BignoBigHO A0 iHpopmaLii
pedepeHTHOro nikapcbkoro 3acoby (Kpectop, Tabnertku,

3a
peuenmom

He
nidnsieae

UA/19794/01/03
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ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayitiHo20
noceio4yeHHs1

BKPWUTI MMiBKOBOK OBOSOHKOLD).

BBegeHHs 3miH NpoTArom 6-Tv MicsuiB nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3MiHM Woao
6e3nekn/ecbekTUBHOCTI Ta hapmakoHarnsgy (iHwi
3MiHN). 3MiHN BHECEHO A0 IHCTPYKUii ANS MEANYHOro
3acTOCyBaHHs Nikapcbkoro 3acoby o posainise
"dpapmakoTepaneBTnyHa rpyna. Kog ATX" (pegaryBaHHs
TEKCTOBOI YacTWHM (hapMakoTepaneBTUYHOI rpynu 6e3
3MiHuM kogy), "MobivHi peakuii" (BHECEHO pepaKLifiHi
npaBkK), a TaKoX A0 IHCTPYKLi Ans MeguyHoro
3aCTOCYyBaHHS MikapcbKoro 3acoby AoaaHo po3ainu
"3asBHUK" Ta "Micue3HaxomKeHHs 3asBHUKA". BBeaeHHs
3MiH NpOTSArom 6-Tu MicsiLiB Micnsi 3aTBEPAKEHHS. 3MiHM
| Tuny - 3miHn Wwopo 6e3nekn/edekTNBHOCTI Ta
dapmakoHarnsgy. 3MiHu y KOPOTKili xapakTepucTuLi
nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS! Ta iHCTPYKLT
0N MeQUYHOro 3acToCyBaHHS
reHepuYHMX/riopnaHux/GionogibHMx nikapcbkmnx 3acobis
nicns BHECEHHS Tiel camol 3MiHN Ha pedhepeHTHUI
npenapart (3miHa He noTpebye HagaHHSA XXOLHUX HOBMX
[04aTKOBUX AaHWX). 3MiHM BHECEHO [0 iHCTPYKLiT ans
MeAMYHOro 3acTOCyBaHHS nikapcbkoro 3acoby o
po3ainis "®apmakonoriyHi BnacTneocTi",
"MpoTunokasaHHs", "B3aemogisa 3 iHWUMKN NikapCbKUMMN
3acobamu Ta iHwWi Buan s3aemogiin”, "OcobnmBocTi
3acTocyBaHHs", "3acTocyBaHHs y nepiof BaritHocTi abo
rogyBaHHs rpyaat”, "MepenosysanHs", "MobivHi
peakuii” BignosigHo Ao iHopMaLii pedepeHTHOro
nikapcbkoro 3acoby (AcnipuH Kapgio, TabneTku, BKpuTi
KMLLKOBOPO34YMHHOI 060moHKO). BBEAEHHS 3MiH
nNpoTSArom 6-T MicsiLiB Nicns 3aTBEpPAKEHHSA

105.

KNIBAC® YO

Kancynu TBepgi no
10 mr/100 mr, no 7
kancyn y 6nicrepi,
no 4 6nictepu B
KapTOHHIN nayui

TOB
"ACIHO
YKPATHA"

YkpaiHa

BUPOBHMLTBO,
nakyBaHHs,
KOHTPOMb SIKOCTI
Ta BUMyCK cepii
nikapcbKoro
3acoby: Agamepq
dapma C.A,,
MNonbLya;
nepBuUHHE Ta
BTOPUHHE
nakyBaHHs:
Apameg ®apma
C.A,, MNMonbLua

Monbuwa

BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3miHu |
TMny - 3MiHK Wwopao 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsay. 3miHu y KOpoTKili XxapakTepucTuui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHs Ta iHCTPYKLiT
Ansi MEOUYHOTO 3aCTOCYBaHHS
reHepu4HuX/ribpuaHnx/GionoaibHux nikapcbkux 3acobis
nicns BHECEHHS TiET camoi 3MiHW Ha pedepeHTHUIA
npenapart (3MiHa He NoTpebye HafaHHS XOAHUX HOBUX
[o[aTkoBMX AaHnx) 3MiHM BHECEHO [0 IHCTpyKUii ans
MEeOUYHOro 3aCTOCyBaHHsI Nikapcbkoro 3acoby oo
po3ainis "®apmakonoriyHi BnactusocTi”,
"MpoTunokasaHHsa", "B3aemogaisa 3 iHLWMMK NikapCbKUMun
3acobamu Ta iHWi Buam B3aemogin”, "OcobnueocTi
3acTocyBaHHs1", "Cnoci6 3acTocyBaHHs Ta Jo3un",
"Mo6iuHi peakuii" BignosigHo o iHpopmauii
pedepeHTHOro nikapcbkoro 3acoby (Kpectop, TabneTku,
BKPUTi MNiBKOBOK 0GOMOHKOH).

BBegeHHs 3MiH npoTArom 6-Tu Micauis nicns
3aTBEepAKEHHSI. 3MiHu | Tuny - 3MiHM Wwoao
6e3nekn/edekTMBHOCTI Ta dpapmakoHarnsgy (iHwi

3a
peuenmom

He
nidnsieae

UA/19794/01/02
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3MiHM). 3MiHM BHECEHO [0 IHCTPYKLUii ANs MeandYHoro
3aCTOCyBaHHS nikapcbkoro 3acoby Ao po3ainis
"dpapmakoTepaneBTunyHa rpyna. Kog ATX" (pegaryBaHHs
TEKCTOBOI YacTUHM chapmakoTepaneBTUYHOI rpynu 6e3
3MiHU koay), "MoGivHi peakuii" (BHECEHO pefaKLuilHi
npaBkK), a TaKoX A0 IHCTPYKLi Ans MeguyHoro
3acTocyBaHHS NikapcbKoro 3acoby AoAaHO PO3Ainu
"3asBHUK" Ta "Micue3HaxomKeHHS 3asBHMKA". BBegeHHs
3MiH NPOTArom 6-Tu MicsiLiB Micnsi 3aTBEpPAKEHHSA. 3MiHM
| TMny - 3MiHK Wopao Gesnekn/edhekTUBHOCTI Ta
dapmakoHarnsaay. 3mMiHu y KOpoTKil XxapakTepuctuui
nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii
Onsi MEOUYHOTO 3aCTOCYBaHHS
reHepuyHUX/ribpnaHnx/6ionoaidbHMx nikapcbknx 3acobis
nicns BHECEHHS Tiel camol 3MiHN Ha pedhepeHTHUI
npenapart (3MiHa He nNoTpebye HajaHHS XOAHUX HOBUX
A0[aTKoBUX AaHNX). 3MiHM BHECEHO A0 IHCTPYKUIi AnS
MeAMYHOro 3acTOCyBaHHS Nikapcbkoro 3acody Ao
po3ainis "®apmakonoriyHi BnacTneocTi",
"MpoTtunnokasaHHs", "B3aemogis 3 iHLWMMK nikapCbKumu
3acobamu Ta iHwWi Buan s3aemogiin”, "OcobnmBocTi
3acTocyBaHHs", "3acTocyBaHHs y nepiog BariTHOCTi abo
rogyBaHHsi rpyaar”, "MepenosysaHHs", "TMo6iyHi
peakuii” BignosigHo Ao iHpopMmauii pedepeHTHOro
nikapcbkoro 3acoby (AcnipuH Kapgio, TabneTku, BKpUTI
KMLLKOBOPO34YMHHOI 060mOHKO). BBEAEHHS 3MiH
nNpoTSArom 6-T MicsiLiB Nicns 3aTBEpPAKEHHSA

106.

KNIMAKTO-
rPAH

rpaHynu, no 10 r
rpaHyn y neHani
nonimepHomy, no 1
neHany B navui 3
KapToHy; abono 5r
rpaHyn y KOHTenHepi
3 [03yBaHHAM, Mo 2
KOHTEMHepU B nayui
3 KapTOHY

MpAT
«HauioHanb
Ha
FomeonaTtny
Ha Cninka»

YkpaiHa

MpAT
"HauioHanbHa
[omeonaTtuyHa

Cninka"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiHux MaTepianis: 3miHu |
TMny - 3MiHK Wwopao 6e3nekn/edeKkTMBHOCTI Ta
dapmakoHarnsgy (iHwi 3miHu) - 3MiHM BHECEHO B
IHCTpyKLilo ANS MEANYHOro 3acTOCYBaHHS MikapCbKoro
3acoby no po3giny "MobiyHi peakyii” Woao 3BiTyBaHHSA
npo noGiyHi peakuji.

6e3
peuenma

nidnsieae

UA/3822/01/01

107.

KNOBECKIH

masb 0,05 %; no 25
ry ty6i; no 1 1y6iy
KopobLi 3 KapTOHY

TOBAPUCT
BO 3
OBMEXEH
(e]}0)
BIOMOBIOA
JIbHICTIO
«KOPIMOPA
LA
«300POB’A

»

YkpaiHa

BCi cTagil
BUPOBHMLTBA,
KOHTPOMb SIKOCTI,
BUNYCK cepii:
ToBapwucTBo 3
obMexeHo
BignoBiganbHicT
10
"®apmMaueBTUYH
a KoMnaHisa
"3popos'sa"”,
YkpaiHa; BCi
cTagii
BUPOOHMUTBA, B
Mnyck cepii:

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHMXx MaTepianis: 3miHu |
Tuny - 3MiHM 3 SKoCTi. [0TOBMI Nikapcbkui 3aci6. 3MiHK
y BUpOGHMLTBI. 3MiHa po3Mipy cepii (Bkntovaum
Aiana3oH po3mipy cepii) roToBoro nikapcbkoro 3acoby
(36inbLueHHs go 10 pasiB NOPIBHSHO i3 3aTBEPAXEHUM
po3mipoMm) - BBEAEHHSI foAaTKOBOro po3mipy cepii 13
ans uexy MIN®, ginsHuui MK - fitova pegakuis: Liex
OXLU, pineHuus MPNIOCTBA - Po3Mip cepii cknagae: 2,4
Tuc. yn. no 25 r y Ty6ax (60,00 kr) - Liex MIN®, ginbHuus
MIK - Po3wmip cepii cknagae: 2,4 Tuc. yn. no 25 r y ty6ax
(60,00 «r) - MNMponoHoBaHa pepakuis: Liex ®XL, ginbHuus
MPI®CraA - Po3mip cepii cknapae: 2,4 Tuc. yn. no 25r
y Ty6ax (60,00 kr) - Liex MN®, pinbHuus MK - Po3mip
cepii cknagae: 2,4 Tuc. yn. no 25 ry tybax (60,00 kr) -
3,2 Tnc. yn. no 25 ry ty6ax (80,00 «kr) - 4,0 T1c. yn. no

3a
peuenmom

UA/13134/02/01
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ToBapucTtBeo 3
obmexeHo
BignoBiganbHicT
10
"®apmMaueBTNYH
a KoMnaHisa
"3gopos'sa"”,
YkpaiHa;

KOHTPOIb SIKOCTI:

ToBapucTtBeo 3
obmexeHo
BignoBiganbHicT
10 "OAPMEKC
PYI", Ykpaina

25 ry ty6ax (100,00kr)

108.

Knoninorren

o

rAPOCYJIb®A

T

MOPOLLIOK
(cybeTaHuin) B
nakeTax noTpifHMX
nonieTuneHoBmx
ans
hapmaLeBTU4HOro
3acTocyBaHHS

AT
"dpapmak”

YkpaiHa

MpasiiH
JleBopeTopiec
MBT. NTA.

IHgia

BHECEHHS 3MiH [JO peecTpaLinHuX maTepianis:
YTOYHEHHS1 HanncaHHsi ynakoBku B Hakasi MO3 YkpaiHu
Ne 2089 Big 13.12.2024 B npoLeci BHECEHHS 3MiH (3MiHK

| Tuny - 3MiHu 3 sikocTi. CepTudpikat BignosigHocTi/lE-
cepTudikaT BianoBigHOCTI €BpoONenchbKin
dapmakonei/moHorpadii. NMogaHHA HoBoro abo
OHOBJIEHOrO cepTudikaTa BiAnoBigHOCTI a60 BUNYyYEHHS
cepTudikarta BignoBiaHOCTI €Bponelnchkin dhapmakonei:
ans A®l; ans BuxigHoro

MaTepiany/peareHTy/NpOMiXXHOrO NPOAYKTY, L0

BUKOPUCTOBYHOTLCS Y BUPOOHMLUTBI ADI; anst ONoMiKHOT
peyoBUHYM (cepTudikaT BiANOBIAHOCTI €EBpONENCHKIN
dapmakonei) - HoBui ceptudikaT Big BXe
3aTBEPKEHOr0 BMPOBHUKA - MOAaHHS HOBOTO
cepTudcpikaTa BiANOBIAHOCTI €Bponechbkin dapmakonei
CEP Ne R1-CEP 2017-247-Rev 00 ans A®I
Knonigorpento rigpocynbdaTy Bif BXe 3aTBEPOKEHOrO
BUpobHMKa Praveen Laboratories Private Limited, IHgis
(83amina DMF NePLPL/RA/315/0ODMF/V-02 (August
2013). Ak Hacnigok, 3MiHeHO Ha3By cybcTaHuii y
BignosigHocTi Ao Bumor moHorpadii Klopidogrel
hydrogen sulfate EP (3aTtBepmkeHo: Knonigorpento
GicynbgaT 3anponoHoBaHo: Knonigorpento
rigpocynbdart). MNpruBeaeHo NoKa3HWMKK AKOCTI
cneumdikaLii Ta MeToAiB KOHTpon cybcTaHLii Ao BUMOr
€Bponelicbkoi hapmakonei Aitovoro BuaaHHs (€Ed*) Ta
AokymeHTaLii Bupo6Huka (CEP). Binbynuck 3miHn B
MKA cy6eTaHuii 3a po3ginomM «YnakoBka»- NpUBeaeHoO Y
BignosigHicTb fo BuMor CEP (3aTBepaxeHo: B nakeTtn
NoABIVHI NOMieTUNeHOBI NPO30pi, NOMILLEHi B NakeTu
nonieTuneHoBi YOPHOro KONbOpy, BKNaaeHi B
nonietuneHosi 6apabaHn CUHLOIO KONbOPY;
3anponoHoBaHO: B nakeTax NOTpilHMX NONieTUNEHOBMX
(30BHILLHil A YOPHOrO KOMbOPY), BKNaAeHUX y
nonietuneHosi 6apabaxn). 3miHeHo TepMiH NpuaaTHOCTI
3 poku Ha lNepioa peTecTyBaHHst 3 pOkM NPUBEAEHO A0
BMMOT JOKYMeHTaUii BUpoBbHMKa. 3MiHu | Tuny - 3MiHn

UA/15110/01/01
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oo 6esnekun/edhekTUBHOCTI Ta hapmakoHarnsay (iHLwi
3MiHW) - oHoBNeHHs po3giny «MAPKYBAHHA» MeToais
KOHTPOIMIO SIKOCTi (3anponoHoBaHo: «Ha eTukeTui
3a3HayvaloTb KpaiHy-BMPOOHWMK, hipMy-BMPOBHUK, Ha3By
cy6ceTaHuii, Macy cybeTaHuii, ymoBu 36epiraHHsi, TepmiH
npuaaTHocTi, HoMep cepii. [lonyckaeTbcs HaHEeCEHHS
[04aTKOBUX HanuciBy. 3MiHu | Tuny - 3MiHM 3 SKOCTI.
A®I. CrabinbHicTb. 3miHa nepiogy NOBTOPHMX
BuUnNpobyBaHb/nepioay 36epiraHHs abo ymoB 36epiraHHs
A®I (3a BiacyTHOCTI y 3aTBEPAKEHOMY [0CHE
cepTudpikata BignosigHOCTI €Bponeicbkin hapmakoneri,
LLO BKIKOYaE nepiog NoBTOPHOrO BUNPOGyBaHHS) (iHLUi
3MiHKM) - NnpuBegeHHs po3ainy «YMOBW 3BEPIFTAHHA»
MeTogaiB KOHTPOMIO SKOCTI Y BiANOBIAHICTL 4O BUMOT
BMpobHMKa Ta MoHorpadii EP (3atBepgxeHo: 36epiratv
B OpuriHanbHilN ynakosLi Npy Temnepatypi He BuLle 25
C; 3anponoHoBaHo: 36epiraTy B LLiNbHO 3aKpUTI
ynakoBLi B 3axuLLEHOMY Bif cBiTna Micui)). Pegakuis B
Hakasi - B nakeTax NoABinHMx nonietuneHosux. BipHa
peAakuis - B makeTax NoTPiviHMX NONieTUIIEHOBYX.

109.

KNOTPUMA30
n

masb 1 %; no20ry
Ty6i; no 1 Ty6i B
navui 3 KapToHy

OPFAHOCH
H
NAN®CAEH
CU3 (E®
3ET )

OAE

EHK 106 ETikans
MpausiT Jlimiteq

IHgia

BHECEeHHs1 3MiH O peecTpauinHux maTtepianis: 3MiHu |
TMny - 3MiHKM 3 sikocTi. FoToBUIA NikapcbkMin 3aci6.
KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauin Ta/abo 4onycTUMMUX Mex
roTOBOro nikapcbKkoro 3acoby (gonoBHeHHs cneundikauii
HOBMM MOKA3HMKOM 3 BiAMNOBiAHUM METOAOM
BUNpobyBaHHs). [lonoBHeHHs cneuudikauii MKA 13
HOBWM NOKa3HWKOM «MiHiManbHe HanoBHEHHSI Ty6u» 3
BiAMOBIAHMM MeToAoM BUNpobyBaHHs. 3MiHu | Tvny -
3MmiHu 3 gKocTi. FoToBMIA Nnikapcbkuii 3aci6. KoHTpornb
roToBOro fikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo 4OMYCTUMUX MEX FOTOBOrO
nikapcbkoro 3acoby (iHLwi 3MiHK). BunyyeHHs nokasHuka
«CepefiHss Maca BMicTy Ty6u» 3i cneumdikauii MKA J13.

6e3
peuenma

UA/8794/01/01

110.

KOMBIFAH®

Kpanni o4Hi, no 5 mn
y tbrnakoHi-
KpanensHuui; no 1
abo 3 dnakoHu-
KpanenbHuLi B
KapTOHHIN ynakoBLi

EGGBI
Nimiten

Ipnangis

AnnepraH
dapmachbtoTikan
3 Ipnangis

Ipnangis

BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3miHu |
TMny - 3MiHK Wwopao 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsgy (iHwi 3miHW). 3MiHWM BHECEHO B TEKCT
MapKyBaHHS MEPBUHHOI Ta BTOPVMHHOI YNaKoBKM
nikapcbkoro 3acoby y po3ain «IHLWE». BBegeHHs 3MiH
NpoTArom 6-T1 MicsUIB NicNs 3aTBEPXKEHHS.

3a
peuenmom

UA/11289/01/01

111.

KOHBEPIYM

Tabnetku no 150 mr
no 10 TabneTok y
6nictepi, no 3 abo
10 6nicTepis B
ynakoBuUj

Mepokemi
nTa

Kinp

Megokemi JITOQ
(UeHTpanbHui
3aBop)

Kinp

BHECEHHS 3MiH [0 peecTpaLiiHuX MaTepianis: 3miHu |
TMny - 3MiHK 3 sikocTi. [oTOBMIA Nikapcbkui 3acib.
KoHTponb roToBOro nikapcbkoro 3acoby. 3miHa y

MeToAax BUNpobyBaHHS rOTOBOrO MiKapcbKoro 3acoby

(He3Ha4Ha 3MiHa y 3aTBEPKEHNX MeToAax
BUNPOOYBaHHs1). He3HayHi 3MiHM 3a NOKa3HUKOM
«CynposigHi gomiwwkn» metogom BEPX. 3miHu

cTocytoTbest 06’eMy iHXeKUil, Yyacy
XpomatorpadyBaHHs, NpoboniaroToBKM Ta po3paxyHKy
[OMILLOK.
3minu | TMny - 3minm 3 sikocTi. A®I. KoHtponb A®I. 3miHa

3a
peuernmom

UA/12201/01/01
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112.

KOHBEPIYM

Tabnetku no 300 mr

y napameTpax cneumdikauin Ta/abo 4oNyCTUMUX MEX,
BM3Ha4eHux y cneuudikauisx Ha API, abo
BUXiOHWIA/MPOMDKHWUIA NpoayKT/peareHT, Wwo

BUKOPUCTOBYHOTLCA Y NpoLeci BUpobHuuTea AdI
(nogaBaHHs abo 3aMiHa (32 BUHSITKOM aKTUBHOI
peyoBUHM GionoriyHoro abo iMyHOsOriYHOro
NOXOMPKEeHHN) NapameTpa crneumdikaLii 3 BianoBigHUM
MEeToA0M BUNPOOYBaHHS 3a pedynbTaTaMu AoChigKeHb
3 Gesnekun abo skocTi). [logaBaHHSA napameTpa
«["@HOTOKCMYHI AOMILLKWY i3 BigNOBIAHMMN MeTogaMum
TecTyBaHHs y cneuudikauito AP| IpbecapTaH y
BignosigHocTi o BukoHas4yoro piweHHs Komicii C (2019)
2698 woao pesynbTatiB 3BepHEHHSA o0 cTaTTi 31,
EMEA/H//A-31/1471, npo aHTaroHicT1 peuenTopis
aHrioTeHsuHy Il (capTaHm), WO MiCTATb rpyny TeTpasony.

Takox BMOAnseTbCa TECTYBaHHS Ha BaXki meTanu, wob

BignoBigaTy NOTOYHIN MoHorpadii EP ans ipbecapTtaHy.

BBegeHHst 3MiH NpoTarom 6-Tn micauis nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3MiHW Woao
6esnekn/edekTMBHOCTI Ta hbapmakoHarnsaay. BHeceHHs
abo 3miHa(n1) oo 3060B'sI3aHb Ta YMOB BuAadi
peecTpauiiHoOro NOCBiAYeHHs, BKntoyatoum Mnax
ynpaBniHHA py3nkamu (iHWi 3MiHK). BuknioyeHHs
koHTposito NDMA Ta NDEA 3i cneumdikaLin rotoBoro
nNpoAyKTy 3 METOK BUKOHaHHS ymoBu D Marketing
authorization, BignosigHo no CMDh/400/2019, Rev3,
0BMeEXEHHSI FeHOTOKCUYHUX AoMiLLoK N-
HiTpo3ogumeTunamivy (NDMA) i N-HiTpo3oguneTunamiHy
(NDEA) y MN83.

noceio4yeHHs1

no 10 TabneTok y
6nictepi, no 3 abo
10 6nicTepis B
ynakoBLUj

Mepokemi
nTa

Kinp

Mepokemi T
(UeHTpanbHui
3aBog)

Kinp

BHECEHHS 3MiH 0 peecTpaLiiHuXx MaTepianis: 3miHu |
TUny - 3MiHK 3 sikocCTi. [oTOBMIA Nikapcbkui 3aci6.
KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y

MeToAax BUNpobyBaHHSi FOTOBOTO MikapCbKoro 3acoby

(He3HayHa 3MiHa y 3aTBEPKEHNX MeToAax
BUNPOOYBaHHs). He3HayHi 3MiHM 3a NOKa3HWKOM
«CynposigHi gomiwwkn» Mmetogom BEPX. 3MiHn

cTocytoTbes 06’eMy iHXeKUi, Yacy
XpomarorpadyBaHHs, NpoboniaroToBKky Ta po3paxyHKy
[LOMILLOK.
3minu | Tuny - 3miHm 3 sikocTi. ADI. KoHTponb A®I. 3miHa
y napameTpax cneumdikauin Ta/abo 4onyCTUMUX MEeX,
BM3HaYeHUX y cneuudikauisx Ha Adl, abo
BVXiAHWA/MPOMiXXHWIA NpoayKT/pearexT, LWo
BVKOPWCTOBYIOTBCS Y npoLeci BupobHuutea AdI
(nogaBaHHs abo 3aMiHa (32 BUHSITKOM aKTUBHOI
peyoBuWHM BionoriyHoro abo iMyHomnoriYHoro
NOXOMPKEHHS) NapameTpa cneumdikauii 3 BignoBigHUM
MeToAO0M BUNPoOyBaHHA 3a pe3ynbTaTamu AOCHiMKEHb
3 B6e3nekun abo sikocTi). logaBaHHs napameTpa
«[@HOTOKCMYHI AOMILLKWY i3 BiANOBiAHMMN MeTogaMu

3a
peuenmom

TecTyBaHHs y cneuudikauito A®I IpbecaptaH y

UA/12201/01/02
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayitiHo20
noceio4yeHHs1

BignosigHocTi o BukoHas4yoro piweHHs Kowmicii C (2019)
2698 wopao pesynbTaTiB 3BepHEHHs o cTaTTi 31,
EMEA/H//A-31/1471, npo aHTaroHicTK peLenTtopis

aHrioTeHsuHy Il (capTanm), LWo MiCTATL rpyny TeTpasony.

Takox BMOAnsIETbCA TECTYBaHHS Ha Baxki MeTanu, wob

BignoBigaTh NOTOYHIN MoHorpadii €EP ans ipbecapTtaHy.

BBegeHHs 3miH NnpoTsaArom 6-Tm MicsuiB nicnsi
3aTBepAKEHHS. 3MiHu | Tuny - 3miHn Wwoao
6e3nekn/ecekTUBHOCTI Ta hapmakoHarnsay. BHeceHHs
abo 3miHa(n) oo 3060B'sI3aHb Ta YMOB BuAaaui
peecTpaLiiHOro NocBig4eHHs, Bkntovatoum MNnax
ynpaBrniHHS puankamu (iHLWi 3MiHK). BuknioyeHHs
koHTposito NDMA Ta NDEA 3i cneumdikaLin rotoBoro
NPOAYKTY 3 METO BMKOHaHHSA ymoBu D Marketing
authorization, BignosiagHo o CMDh/400/2019, Rev3,
06MeEXEHHSI FeHOTOKCUYHUX AoMiLLoK N-
HiTpo3ognmeTunaminy (NDMA) i N-HiTpo3ogneTunamiHy
(NDEA) y N3.

113.

KCUITOHEKC

cnpen HasanbHWUN,
PO34MH JO30BaHUM,
1 mr/mnno 10 mny
noniMepHomy
dnakoHi 3
po3nunoBayem; no
1 cbnakoHy B nayui 3
KapTOHY

TOB
"Mikpodpapm

YkpaiHa

TOB
"Mikpodpapm"

YkpaiHa

BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu |
Tmny - 3MiHN Wwopao 6esnekn/edekTMBHOCTI Ta
dapmakoHarnagy (iHwi 3miHm)

OHOBEHO TEKCT MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI
YNaKoBKM NikapcbKoro 3acoby, a came BUITy4eHO
iHdbopmaLito, 3a3HayeHy pOCINCbKOK MOBOLO, Ta BHECEHO
HE3HaYHi 3MiHM B iHLUI NYHKTU TEKCTY MapKyBaHHS.
BunyuyeHo fgoaoatkoBuiA TEKCT MapKyBaHHS YNakoBKY, B
SIKOMY 3a3HayeHo norotun aucTpub'iotTopa. BBeaeHHs
3MiH NpOTArom 6-Tn MicsiLiB Nicnsi 3aTBepAKEHHSA

6e3
peuenma

UA/19571/01/01

114.

KYTIBEUT

kpem 0,05 %, no 15
ry Ty6i; no 1 Ty6iy
KapTOHHIN ynakoBLji

makcoCmit
KnsnH
Ekcnopt
NimiTen

Benuka
BpuTaHis

Hendapm
MosHaHb C.A.

Monbuwa

BHECEHHS 3MiH 0 peecTpaLinHuX maTepianis: 3minu |
TMny - 3MiHK Wwopao 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsaay. 3miHa y KopoTKili XxapakTepuctui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
ANS MEAUYHOrOo 3aCTOCYBaHHS Ha NiAcTaBi perynspHo
OHOBIIOBAHOrO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
pocnimpkeHb 3 6e3nekn 3aCToCyBaHHS NiKapCbKoro
3acoby B nicnsipeecTpauiiinin nepioa, abo sik pesynbTtar
OLjiHKM 3BITY 3 AocnigXeHb, NpoBeAeHWX BIANOBIAHO A0
nnaHy negiatpuynHmx gocnimpkers (PIP) (3miny
Y3rof>KeHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM OpPraHoM)
3MiHM BHeceHo A0 IHCTpyKLUii Anst MmeguyHoro
3aCTOCyBaHHS NikapcbKoro 3acoby Ao po3ainis
"OcobnueocTi 3acTocyBaHHs", "MobiuHi peakuii”
BiANoBiAHO iHopMmaLii 3 6e3neku Aito4oi pevHoBUHM.
BBepneHHs 3MiH npoTArom 6 MicsiLiB nicnsi
3aTBepKEHHS. 3MiHu | Tuny - 3miHK Wwopao
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsay (iHwi 3miHm)
3MiHN BHECEHO [0 TEKCTY MapKyBaHHS yMakoBKW
nikapcbkoro 3acoby, a came B n.n. 3, 8, 15, 17 Tekcty
MapKyBaHHS1 BTOPUHHOI YMakoBKyM Nikapcbkoro 3acoby Ta
n.n. 4, 6 TeKCTy MapKyBaHHS NEPBUHHOI YNaKoBK/
nikapcbkoro 3acoby. BBegeHHs 3MiH NpoTsiroM 6 MicsauiB

3a
peuenmom

He
nidnsieae

UA/2677/02/01
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nicns 3aTBepAKEHHs!

115. | NA3OJIBAH® po34uH Ans TOB Ykpaina IcTiTyTO AE ITanisa BHECEHHS 3MiH 40 peecTpauinHux maTepianis: 3miHu | bes He UA/3430/06/01
iHransuin Ta "Onenna Arxeni C.p.n. Tmny - 3MiHM 3 sikocTi. FoToBUIA NikapcbkMi 3aci6. peuenma nidnsieae
nepoparbHOro Xenckea KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
3acTocyBaHHs, 15 Ykpaina" napameTpiB cneuudikauin Ta/abo 4ONyCTUMUX MEX

mr/2 mn; no 100 mn
y bnakoHi 3
KpanensHuueto; no 1
dnakoHy y
KOMMAEKTi 3 MipHUM
KOBMa4koM B
KapTOHHiI kopooLi

roTOBOrO NikapcbKkoro 3acoby (gonoBHeHHs cneuudikauii
HOBVM MOKa3HUKOM 3 BiAMOBIAH/M METOAOM
BMNpobyBaHHs) - [loaaBaHHst 4o cneumdikauii MN3
[oAaTkoBMX BUNPobyBaHb, a came: OAHOPIAHICTL MacK
03, WO BUTAraloTbCA i3 6aratofo30BMX KOHTENHEPIB
(MipHUIA KOBNAYOK); 06’€M BMICTY Ta OLjiHKa naKyBanbHUX
MaTepianis. 3miHu | Tuny - 3miHn 3 siKocTi. FoTOBMN
nikapcbkuii 3aci6. KoHTponb roToBoro fikapcbkoro
3acoby. 3miHa napameTpiB cneundikaLii Ta/abo
AOMYyCTUMMX MEX roTOBOro fnikapcbkoro 3acoby
(3BY>XEHHS1 JOMYCTUMMX MeX) - BHeceHHs 3miH o
napameTpiB cneuudikadii 113, a came 3ByXeHHSA
AOMYCTUMMX MEX ANs NokasHuKa AKOCTi MPoAYKTiB
po3nagaHHs AMGpokcony rigpoxnopuagy. 3MiHu | Tuny -
3MmiHu 3 gKocTi. [oToBUIA Nikapcbkui 3acib. KoHTpornb
roToBOro fikapcbkoro 3acoby. 3miHa y meToaax
BUMNPOBYBaHHS roToBOro Nikapcbkoro 3acoby (He3HauHa
3MiHa y 3aTBEpOXeHNX MeTodax BUNpobyBaHHS) -
HesHauHi 3mMiHn y MeToAax BUNpobyBaHHA NOKasHUKa
«lpeHTndikauis. beHsankoHito xnopuay», a came
meToamka BEPX nokpalieHa nogaBaHHsaM nnauebo ao
CTaHAaPTHOrO PO3YMHY A 3HWKEHHS NOMUIKM
aBTocamnnepy, Lo NoB A3aHa 3 isnyHnUMn
XapaKTepucTMKaMm po3vmHy. TakoX BHECEHO HE3HAYHI
3MiHM B YMOBM XxpomMatorpadyBaHHs (Temnepatypa),
36inbLUyeTbcs 06° €M BNpUCKYBaHHS NSt MiABULLEHHS
YyTMMBOCTI aHaNiTU4HOI NpoLeaypu, a TaKOX HEe3HaYHi
KOpUryBaHHsi mapamMeTpiB NpuaaTHOCTi CUCTEMM Ta Yacy
36epiraHHsa.3miHm | TMNy - 3miHKW 3 sKkocTi. FoToBUIA
nikapcbkui 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHuiA 3aci6. 3miHa napameTpis
cneumdikauin Ta/abo 4OMYCTUMUX MEX NEPBUHHOI
YMaKoBKM rOTOBOTO NiKapCbKOro 3acoby (4OMNOBHEHHS
crneyndikauii HOBMM MOKa3HWKOM 3 BiAMOBIAHWUM
MeToAoM BUNPOoGyBaHHS). [JonoBHEHHS cneuudikauii
HOBVMMM NapameTpamu y po3saini 3.2.P.7 Cuctema
KOHTeWHep/3aKkynoptoBanbHuiA 3acib : -test for
cleanliness, hygiene in screw closure
-test for processing defects in screw closure -test for
intermixing in measuring beaker -test for processing
defects in measuring beaker
-test for intermixing in glass bottle -test for hydrolytic
resistance in glass bottle. 3miHu | Tuny - 3miHu 3 sKocTi.
[oToBwMI Nikapcbkuii 3aci6. Cuctema
KOHTeNHep/3aKynoptoBanbHuUii 3acio. 3miHa y NepBUHHIN
ynakoBLi FOTOBOro nikapcbkoro 3acoby (iHwi 3MiHu) -
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KomepuiiHa 3miHa Ha3BW NepBUHHOIO NakyBasibHOroO
maTepiany 6e3 3MiHu y chopMyni YM npoueci
BMPOGHMLTBA 3aKynoptoBanbHOro NpUCTPoto Ta
nnacTuky B kpanenbHuui. BignosigHa 3miHa He Hece
BnnMBY Ha skicTb J13. Immediate packaging material in
screw closure
Material description/ldentification PP-PP 1013H1, white
Immediate packaging material in dropper Material
description/Identification
LDPE-PURELL PE 1840H, natural. 3miHn | Tvny - 3miHn
3 skocTi. FoToBMIA Nikapcbkuid 3acié. Cuctema
KOHTelHep/3akynoptoBanbHuii 3acit. 3miHa napameTpis
cneundikaui Ta/abo AoNyCTUMUX MEX NEePBUHHOT
yMaKoBKM FOTOBOTO MiKapCbKOro 3acoby (BUyYeHHs
He3Ha4yHoro nokasHuka (Hanpuknag sacTtapinoro
nokasHuka)) - BHeceHHs 3miH go poaginy 3.2.P.7
CucTema KoHTenHep/3aKynoptoBanbHui 3acib, a came
BMOanNeHHs 3acTtapinux BunpobyBaHb 3 METOAMKY: - test
for colour in screw closure - test for measuring accuracy
in measuring beaker- test for dimensions in dropper -
test for glass quality in glass bottle. 3miHn | TMNY - 3MiHK
3 AKkocTi. [oToBMIA NikapcbkMit 3aci6. Cuctema
KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa napameTpis
cneundikaui Ta/abo AoNyCTUMUX MEX NEePBUHHOT
yNaKoOBKW FOTOBOrO NiKapCbkoro 3acoby (iHLwi 3miHm).
HesHauHi 3miHM y napameTpax cneuudikauii B po3aini
3.2.P.7 Cucrema KoHTelHep/3aKynopoBanbHui 3acib: -
cleanliness, hygiene in measuring beaker -cleanliness,
hygiene in dropper -intermixing in dropper-processing
defects in dropper
-cleanliness, hygiene in glass bottle -processing defects
in glass bottle. Takox BHOCSATbCA HE3HAYHI peaakuUinHi
3MiHM B onuci/igeHTudikaLii 3aKkynoptoBansHOro
NPUCTPOIO, 3MiLLlyBaHHS B 3aKyrnoproBanbHOMY NpUCTPOI,
onuci/ineHTudikauii matepiany B MipHOMY KOBMauyKy Ta
onuci/ineHTudikauii matepiany y kpanensHuui. 3miHu |
TMny - 3MiHK 3 sikoCTi. [O0TOBMI Nikapcbkui 3acib.
CrabinbHicTb. 3miHa y TepMiHax npugaTHocTi abo
ymoBax 36epiraHHs roTOBOro fikapCbKoro 3acoby
(3MEHLLEHHS! TEpMiHY NPUAaTHOCTI FOTOBOrO MikapCbKoro
3acoby) - [ins Toproeoi ynakoBku. 3miHa TEpMiHy
NpuaAaTHOCTI FOTOBOTO Jlikapcbkoro 3acoby 3 5 o 3
POKiB.

[itoya pepakuia. TepmiH npuaaTtHocTi 5 pokis. He
3acToCOBYBaTW NpenaparT Micns 3akiH4eHHs TePMiHY
npuaaTHOCTI, 3a3Ha4eHoro Ha ynakoBsLi. [NponoHoBaHa
pepakuia TepmiH npugatHocTi 3 poku. He
3acTOCOBYBaTW NpenaparT Micns 3akiH4eHHs TepMiHy
NpYUAaTHOCTI, 3a3HA4YEHOro Ha ynakoBLi. TepMiH
npuaaTHOCTI MIiCnsA NepLuoro BigkpUTTS donakoHa - 12
MicsuiB. 3MiHM BHECEHO B IHCTPYKLIiKO AN MeAUYHOro
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3acTOCyBaHHsI Nikapcbkoro 3acoby y po3ain « TepmiH
npyvaaTHOCTI». BBeAEHHst 3MiH NpoTAroM 6-Tn micsauis
nicnsa 3aTBepaKeHHsi. 3MiHu | Tuny - 3MiHK 3 AKOCTiI.
[oToBMI nikapcbkmin 3aci6. CtabinbHicTb. 3MiHa y
TepMmiHax npupgatHocTi abo ymoBax 36epiraHHs roTOBOro
nikapcbkoro 3acoby (36inbLeHHs TepMiHY NpUAaTHOCTI
roTOBOro Nnikapcbkoro 3acoby) - MNicna nepLuoro
PO3KPUTTS (NIATBEPAXYETLCA AAHNUMMN pearnbHOro Yacy).
BHeceHHs1 amiHn go po3giny «TepMiH npugaTHOCTI», a
came 3a3Ha4eHo - TepMiH NPUAaTHOCTI NiCNsi NepLIoro
BigKpUTTA doriakoHa - 12 micsauis. 3MiHM BHeCeHO B
iHCTPYKLUilO ANs MeQUYHOro 3acTOCyBaHHS NikapCbKOro
3acoby y po3gain «TepMiH NpuaaTHoOCTI» (TEPMIH
nNpuAaaTHOCTI MICNA NepLUoro BiAKPUTTSA akoHa).
BBegeHHst 3MiH NpoTarom 6-Tn micauis nicns
3aTBepMKeHHs. 3MiHK | Tuny - 3MiHK 3 sikocTi. FoToBMI
nikapcbkuii 3aci6. KOHTponb roToBOro nikapcbKoro
3acoby (iHLWi 3MiHK) -OHoBREHHs noBHoro TekcTy MKA
J13 yKpaiHCbkO MOBOLO, BKIIOYA4M nonepeaHbLo
3aTBEPKEHI 3MiHW Ta He3HaYHi pefakuiiHi Npasku Ans
npuBeAeHHA cneumdikauii Ta METOAIB KOHTPOSO SAKOCTI
J13 y BignosigHicTb [0 mMaTepianis BUpOOHUKa (3MiHK
yMoBax xpomartorpadyBaHHs y MeTogi BUNpobyBaHHA
3a nokasHunkom «KinbkicHe BU3HauYeHHst ambpokcony
rigpoxnopuay»)
116. | NEBACENT TabneTkun, BKpUTI IDKIBOXAP IHAisa BadHa IHAisa BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3miHu | 3a UA/13292/01/01
NniBkOBOIO A PAPMA dapmachbtoTikan TMny - 3MiHK Wwopao 6e3nekn/edekTUBHOCTI Ta peuenmom
obornoHkoto, no 500 MPAMBIT clta. hapmakoHarnsgy (iHwi amiHm). 3mMiHM BHECEHO B .
mr; no 5 TabneTtok y NIMITEQ «IHLWE» TekcTy MapKkyBaHHSA BTOPUHHOI Ta NEPBUHHOI
6nicTepi; no 1 ynakoBOK NikapcbKkoro 3acoby, a came: BUaaneHo
6nictepy B iHdbopMaLiito MPo NoroTun NpeAcTaBHUKA 3asiBHUKA B
KapTOHHII ynakoBLi; YkpaiHi.
no 10 TabneTok y TepmiH BBegeHHS 3MiH - NpOTArom 6 MicsuiB nicns
6nicTepi; no 1 3aTBEPAXKEHHS.
6nictepy B
KapTOHHIN ynakoBLji
117. | NEBOKOM Tabnetkun no 250 TOB YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHuXx MaTepianis: 3miHu | 3a UA/7844/02/01
mr/25 mr; no 10 "ACIHO Crapt" Tmny - 3MiHn 3 akocTi. CepTudikat BignosigHocTi/lE- peuenmom
TabneTok y 6nictepi; | YKPAIHA"

no 3 aéo 10
GnicTtepis B
KapTOHHIN nayui

cepTudikaT BignoBigHOCTI €EBponenchkii
hapmakonei/moHorpadii. MogaHHs HoBoro abo
OHOBIIEHOTO cepTudikaTa BignoBigHOCTi abo BUNyYeHHs
cepTudpikaTta BignosigHocTi €Bponeiickkiit hapmakonei:
ona A®l; ona suxigHoro
MaTepiany/peareHTy/npoMiXKHOro NPOAYyKTY, L0
BMKOPUCTOBYOTbCS Y BUpoBHULTBI ADI; Anst AoNOMiXHOT
peyvoBUHM (CepTuUdikaT BianoBigHOCTI EBponenchkin
dapmakonei) - HoBui ceptudikaT Bif BXe
3aTBepAKeHoro BUpobHuka - MogaHHst HOBOro
cepTudcikaTa BignosigHoCTi €Bponeiickbkin dhapmakonei
RO-CEP 2021-195-Rev 00 ans [ito4oi pe4oBuHM
nesofona Bia 3aTBepAKeHoro BUpobHuka «Zhejiang
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Wild Wind Pharmaceutical Co., Ltd.», Kutai. 3miHa

06yMOBreHHa BBEAEHHAM anbTepHaTUBHOI CXemu
cuHTesy (enzymatic process) nesogonu. - 3miHu | Tuny -
3MiHn 3 akocTi. APl. KoHTponb A®I. 3miHa y
napameTpax cneuudikauin Ta/abo gonycTumMmnx Mex,
BM3HA4YeHMX y cneuudikauisx Ha Adl, abo
BUXiOHWIA/MPOMDKHWUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYIOTBLCSA Y Npoueci BUpobHuuTea API (iHLui
3MiHun) - 3miHa cTparterii koHTponto APl kapbigona
BUpobHMLTBa «Bachem SA», LLseliLapis, a came gns
KOXXHOTO MOKa3HMKa 3anponoHOBaHO 3anpoBagnTh
nepeHoc AaHuX BU3Ha4YeHWX nokasHukis («Mpo3opicTby,
«KonbopoBicTby, «3anuLKOBI KifIbKOCTi opraHiyHMX
po3umnHHUKiB», «CynbdaTHa 3ona», «MikpobionoriyHa
ymncToTay) i3 cepTuikaTy SKoCTi PipMU-BUPOBHMKa B
AHanituynui 3iT TOB «®apma CtapT» Ta gogatm
BiJNOBIQHE NOCKIAHHSA: KOHTPOIb MOKA3HMKIB SAKOCTI
3AINCHIOETLCA B PEXMMI MOHITOPUHIY Ha KOXHIn 10-i
cepii, ane He pigwe 1 pasy Ha pik. - KOHTponb y pexumi
MOHITOPUHIY 3AiIMCHIOETbCA Ha ocHoBi «EU Guidelines
for Good Manufacturing Practice for Medicinal Products
for Human and Veterinary Use. Part 1. Chapter 5:
Production, p.p. 5.35-5.36», BUMOr1 SKOro NMOBHICTHO
rapMoHi3oBati i3 Bumoramu «CT-H MO3Y 42-4.0:2016
KepiBHuuTBa Jlikapcbki 3acobu HanexHa BUpoGHMYa
npakTukay, giroye BuaaHHsa. - 3miHu | Tuny - 3miHm 3
sikocTi. A®I. Kontponb A®I. 3miHa y napameTpax
cneumdikalin Ta/abo 4ONYCTUMUX MEX, BUSHAYEHUX Y
cneundikauisx Ha A®l, abo BUXigHUA/NPOMIXKHWIA
NpoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NMPOLIECI
BUpoGHMUTBa ADI (iHWi 3miHW) - 3MiHa cTpaTerii
KoHTponto A®| kapbigona BupobHuuTtea «Zhejiang Wild
Wind Pharmaceutical Co., Ltd», Kutair, a came gnsa
KOXHOTO MoKa3HWKa 3anponoHOBaHO 3anpoBaguTyh
nepeHoc AaHNX BU3Ha4YeHWX nokasHukis («Mpo3opicTby,
«KonbopoBicTb», «3anuLIKOBI KiNbKOCTi OpraHiyHux
po34nHHUKIB», « CynbcaTHa 3onay, «MikpobionoriyHa
yncToTar) i3 cepTudikarty AKocTi PipmMu-BUPOOHMKa B
AHanituynui 3BiT TOB «®apma CtapT» Ta gogatm
BignoBigHe NOCKMaHHS: KOHTPOSb MNOKA3HWKIB SKOCTI
3[iNCHIOETLCS B PEXUMi MOHITOPUHTY Ha KOXHin 10-i
cepii, ane He pigwe 1 pasy Ha pik. - KOHTpornb y pexumi
MOHITOPUHIY 3AiIACHIOETLCS Ha ocHoBi «EU Guidelines
for Good Manufacturing Practice for Medicinal Products
for Human and Veterinary Use. Part 1. Chapter 5:
Production, p.p. 5.35-5.36», BUMOr1 SIKOro MOBHICTIO
rapMoHi3oBaHi i3 Bumoramu «CT-H MO3Y 42-4.0:2016
KepiBHuuTBa Jlikapcbki 3acobu HanexHa BupobHuya
npakTukay, Aitode BUaaHHs.

118.

JIEBONPO

PO34uH ANS iHdY3in,

ToBapucTBO

YkpaiHa

3

MpuBaTHe
akuioHepHe

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiHuX MaTepianis: 3miHu |

TMny - 3MiHK Wwoao Gesnekn/edekTUBHOCTI Ta

Ymoeu Peknam Homep
aionycky yeaHHs1 | peecmpayiliHo20
noceio4yeHHs1
3a He UA/14730/01/01
peyenmom | nidnsizae

500 mr/100 mn, no
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Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayitiHo20
noceio4yeHHs1

100 mn abo 150 mn
y nnsawui, no 1
NAAWYi y nayui

obmexeHot

Bignoeiganb
HicTio «EC
OAPMA»

TOBapWCTBO
"IHgpysia"

capmakoHarnsgy. 3MiHu y KOPOTKili xapakTepucTuLi
nikapcbkoro 3acoby, TEKCTi MapKyBaHHsI Ta iHCTPYKUi
Ansi MEQUYHOTO 3aCTOCYBaHHS
reHepuYHMX/ribpnaHux/GionogidHMxX nikapcbkmnx 3acobis
nicnst BHECEHHS TiEl caMoi 3MiHW Ha pedepeHTHUIA
npenapart (3MiHa He nNoTpebye HagaHHS XOAHUX HOBUX
[04aTKOBUX AaHWX). 3MiHM BHECEHO [0 iHCTPYKLiT ons
MEAMNYHOIo 3aCTOCYBaHHsI NikapCbKoro 3acoby y po3ainu
"®apmakornorivyHi BnactueocTi”, "lMoka3aHHSA" (YTOYHEHHS
iHdbopmalii), "MpoTunokasaHHs", "B3aemogis 3 iHWummn
nikapcbkumun 3acobamu Ta iHWi BUAW B3aemogiin",
"OcobnumBocTi 3acTocyBaHHs", "3acTocyBaHHS y nepiog
BariTHOCTi abo rogyBaHHs rpyaar”, "3aaTHicTb
BMMMBATU Ha LUBUAKICTb PeaKLii Mpy KepyBaHHi
aBTOTpaHcNopToM abo iHWMMK MexaHismamn", "Cnoci6
3acTocyBaHHsA Ta go3un", "Oitn" (pegaryBaHHs TEKCTY),
"Mepepno3syBaHHs", "MobiuHi peakuii”, "HecymicHicTb"
BiANOBIAHO A0 iHhopMaLii woano megnuyHoro
3acTOCyBaHHsi pedhepeHTHOro nikapcbkoro 3acoby
(Tavanic 5 mg/ml solution for infusion)

119.

JIEBOMNPO

PO34MH ANA iHy3in,
500 mr/100 mn, no
100 mn abo 150 mn
y nnsawyi, no 1
nNAAWYi y nayui

ToBapucTeo
3
obMmexeHot
BignoBsiganb
HicTio «EC
DOAPMA»

YkpaiHa

MpuBaTHe
aKuioHepHe
TOBapUCTBO

"IHpy3ia"

YkpaiHa

BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu |
Tmny - 3MiHuM wopo 6eanekn/edpekTMBHOCTI Ta
dapmakoHarnsaay. 3miHa y KopoTKiii XxapakTepuctuui
nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLT
Onst MEQUYHOro 3aCTOCYBaHHS Ha NniAcTaBi perynsipHo
OHOBIHOBAHOrO 3BiTYy 3 6e3nekun nikapcbkoro 3acoby, abo
pocnimxeHb 3 6e3nekn 3acTocyBaHHS MikapcbKoro
3acoby B nicnsipeecTpauiiiuin nepiog, abo sik peaynbTtar
OL}iHKM 3BITY 3 AOoCNigKEeHb, NPOBEAEHMX BigNOBIAHO 4O
nnaHy negiatpuyHux gocnimpkers (PIP) (3MiHy
Y3rO[DKEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHVM OpraHom).
3MiHVM BHECEHO [0 iHCTPYKLUii ANst MEAUYHOTO
3aCTOCYBaHHsI NiKapCcbKoro 3acoby y po3ainu:
"OcobnueocTi 3acTocyBaHHs", "lMepeno3yBaHHs",
"Mo6iyHi peakuii" BiANOBIAHO 4O OHOBMNEHOI iHhopMaLlii 3
6e3neku gityoi pe4oBUHM

3a
peuenmom

He
nidnsieae

UA/14730/01/01

120.

NEBO®IIOKCA
LUUH

TabneTku, BKpUTI
NniBKOBOIO
obornoHkoto no 500
mr, no 10 TabneTok
y BnicTepi; no 1 abo
10 6nicTepiB y nayui
3 KapTOHY

AT
"IybHndap
!

YkpaiHa

AT
"[Tly6Hncbapm"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiHuXx MaTepianis: 3miHu |
Tmny - 3MiHK 3 SKocTi. [oTOBMI Nikapcbkuin 3acib.
CrabinbHicTb. 3miHa y TepMiHax npuaaTHocTi abo
yMoBax 36epiraHHsi FOTOBOrO MikapCbkoro 3acoby

(36inbLUeHHSA TepMiHY NPUAATHOCTI FOTOBOrO NiKapCbKOro
3acoby) - [ins ToproBoi ynakoBku (MiATBEPAXKYETLCS
OaHnMu peanbHoro Yacy) 36inbLIeHHs! TEpMiHY
npuaaTHOCTI Y 3B'A3KY i3 OTPMMAaHHAM MO3UTUBHUX

AaHUX LWoAOo AOCHimKeHHs cTabinbHOCTi y peansHOMY

yaci. [litova pegakuis: TepMiH NpuaaTHOCTI. 2 POKU.
lMponoHoBaHa pepakuis: TepMiH MPUAATHOCTI. 3 POKK.
3MiHM BHeceHo A0 [HCTpyKLUii Ans megnyHoro
3acTocyBaHHs nikapcbkoro 3acoby Ao po3ainy "TepMiH
npuaaTHocTi".
BBegeHHs 3MiH NpoTsArom 6-Tv MicauiB nicns

3a
peuenmom

He
nidnsieae

UA/20040/01/01




55 [IpooBxkeHHs JoaaTka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
3aTBepAKEHHS. 3MiHu | Tuny - 3MiHW Woao
6e3nekv/edekTMBHOCTI Ta hapmakoHarnsgy. 3miHa y
KOPOTKIil XapaKTepuCTuLi Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHs! Ta iHCTPYKLUii Ans MEeANYHOro 3acTOCyBaHHs
Ha MiacTaBi perynsipHo OHOBMIOBAHOIO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acTocyBaHHS nikapcbKkoro 3acoby B
nicnapeecTpauinHuin nepiof, abo sik peaynbTaTt OLiHKN
3BIiTY 3 OCNIOKEHb, NPOBEAEHMX BiANOBIAHO OO0 NNaHy
negiatpuyHmx gocnimkeHs (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHNM YNOBHOBAXXEHUM OpraHoM) 3MiHn
BHECEHO A0 IHCTPYKUii 4NS MeaU4HOro 3acTocyBaHHSA
nikapcbkoro 3acoby o posginis "OcobnueocTi
3actocyBaHHs", "lNMepeno3yBanHHA" Ta "MMobGiyHi peakwuii”
oo 6e3nekn 3acTocyBaHHA 4ito40i pevyoBUHU
nesocbrokcauuH BignoeigHo oo pekomeHaauin PRAC.
BBeneHHs 3miH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBEPKEHHS.
121. | NEBOLUETUPU NMOPOLLIOK TOB YkpaiHa MPABIH IHais BHECEHHS 3MiH O peecTpauinHMx maTtepianis: 3miHa - UA/17152/01/01
3UHY (cybcTaHuis) y "TMEOPAP JTABOPATOPI3 3agBHuka 13 (MIBI) (BnacHvka peecTpauiiHoro
OUrigPOXNOP | noaginHux M nTa" MBT. NTA. noceigyeHHs) (3rigHo Hakasdy MOS Big 23.07.2015 Ne
wa nonieTMneHoBmnx 460).
naketax ans
hapmaLeBTUHHOIO
3acTOCyBaHHsI
122. | NETPO30nN TabneTtkn, BKpUTI KPKA, o.4., CnoBeHis BignoBiganbHUn IHgis/ BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/14992/01/01
KPKA NniBkOBOIO HoBo mecto 3a BUpobHMUTBO | HimeuuunHa/ TMNy - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuenmom
obornoHkoto, no 2,5 "in bulk", YropwuHa Ta/abo agpecy MicLA NPOBaMKEHHS AiANbHOCTI
mr; no 10 TabneTok NepBUHHY BUPOOHMKa/iMnopTepa rotoBoro fikapcbkoro 3acoby,
y 6nicTtepi; no 3, 6 yMNaKoBKY, BKIOMAOUM AinbHULI BUNYCKY cepii abo Micue
abo 9 bnictepiB y BTOPUHHY NpoBeAeHHS KOHTPOMIO SKOCTI. (AISNbHICTb, 3a AKy
KapTOHHiIN kopobui yMNaKoBKy: BiAMOBiAae BUPOOHMK/IMNOPTEp, He BKIOYaKUM BUMYCK
IHTac cepii). 3MiHa agpecu MicLs NPOBaXEHHS! OisNbHOCTI
PapmacbioTukan BMPOGHMKa, BiAMNOBiAanbHOIo 3a BTOPUHHY YNakoBKy,
3 NlimiTen, IHais; KRKA, d.d., Novo mesto, a came: 3miHa noLuToBoro
BignoBsiganbHUN iHoekcy ans Bupo6Hu4oi AinbHuui Belokranjska cesta.
3a BTOPUHHY dPakTn4He Micue po3TallyBaHHS BUPOBGHMYOT AinbHULI
YMNaKoBKY: 3anULLIMIOCS HE3MIHHUM.
KPKA lMonbLa
Cn. 30.0.,,
MonbLa;
KPKA, a.4.,
HoBo mecTo,
CnoBeHis;
TAL ®apma
m6X,
HimeuuuHa;
BignoBiganbHUN
3a KOHTpOIb
cepii:

ans gisnko-




Ne

Haszea
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[IpooBxkeHHs JoaaTka 3

n/n

JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayitiHo20
noceio4yeHHs1

123.

JIIHAWHET 20

BAT

XiMiyHOro
TECTYBaHHS:
€ypoiHC
AHanitukan
Cepsicec
YropwwmHa K.,
YropLimHa;
ans
MikpoGionoriyHo
ro TecTyBaHHs:
SAPMABAINIO
JTo.
Mikpo6ionomxik
an Jlaboparopi,
YropLmHa;
BignoBsiganbHUn
3a [03BiN Ha
BUMYCK Cepii:
KPKA, a.4.,
HoBo mecTo,
CnoBeHisi;
TAL ®apma
'm6X,
HimeyymHa

TabneTkn, BKpUTI
o6onoHkoto, Mo 21
TabneTui B GnicTepi;
no 1 abo no 3
onictepu pasom 3
KapTOHHUM
dyTnNspom Ans
36epiraHHs Gnictepa
B KapTOHHIN
ynakoBLUj

"leneoH
PixTep"

YropwuHa

BAT "TepeoH
PixTep"

YropwmHa

BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu |
TMny - 3MiHK Wopao 6e3nekn/edpekTMBHOCTI Ta
dapmakoHarnsgy (iHwi 3miHu) 3MiHM BHECEHO A0
IHCTPYKLUii ANS MeAMYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby y posginu "MpotunokasanHs", "Baaemogis 3
iHWKWMK nikapcbkumy 3acobamu Ta iHWi BUAW B3aemogin”
BiANOBIQHO 40 OHOBNEHOI iHbopMaLii 3 6e3neku gitoyoi
peyoBUHU. BBeaeHHs 3miH npoTsirom 6 micsuis nicns
3aTBEPAKEHHS
3Mminu | TUny - 3miHu Wopo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsaay (iHwi 3miHu) 3MiHM BHECEHO A0
IHCTPYKLUii ANS MeAMYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3ainu "OcobnuBocTi 3acTocyBaHH:",
"Mo6iyHi peakuii" BiANOBIAHO 4O OHOBMNEHOI iHhopMaLlii 3
6e3neku gjtoyoi pe4oBuHW. BBegeHHs 3MiH npoTsrom 6
MicauiB nicns 3aTBepmkeHHs. 3MiHu | Tuny - 3MiHM Wwoao

6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. 3miHa y
KOPOTKi XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUii Ans MeAUYHOro 3aCTOCYBaHHS
Ha MiacTaBsi perynspHO OHOBIIOBAHOTO 3BITYy 3 6e3neku

nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHs Nikapcbkoro 3acoby B
nicnspeecTpauinHuii nepiof, abo sk pedynbTaT OLiHKN
3BiTY 3 AOCHifKeHb, MPOBEAEHUX BiANOBIAHO A0 NnaHy
nepiaTpuyHux gocnigkers (PIP) (iHwi 3MiHn) 3MiHK

BHECEHO [0 iHCTPYKLUil ANst MEAUYHOrO 3aCTOCYBaHHSA

nikapcbkoro 3acoby y po3ainu "MpoTunokasaHHs",

3a
peuenmom

He
nidnsieae

UA/7688/01/01
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[IpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayitiHo20
noceio4yeHHs1

"B3aemogis 3 iHWMMM nikapcbkumy 3acobamm Ta iHLi
BMAM B3aEMOZin " BigNOBIAHO 4O OHOBNEHOI iHhopmaLii
3 Besneku fito4oi pevyoBrHWU. BBeageHHs 3MiH npoTsarom 6
MicsuiB nicns 3aTBepmkeHHs. 3MiHu | Tuny - 3MiHKM Wwopo

6e3nekv/edekTMBHOCTI Ta hbapmakoHarnsgy. 3miHa y

KOPOTKIil XapaKTepuCTULi Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUiT 4Ns MEeAWYHOro 3aCTOCYBaHHS

Ha MiacTaBi perynsipHo OHOBMIOBAHOIO 3BiTy 3 6e3neku

nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acToCyBaHHSA Nikapcbkoro 3acoby B
nicnapeecTpauinHuin nepiof, abo sik peaynbTaTt OLiHKN
3BITY 3 4OCNIOKEHb, NPOBEAEHUX BiANOBIAHO 4O NaHy
neaiatpuyHmx gocnimkeHs (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHNM YNOBHOBAXXEHUM OpraHoM) 3MiHn
BHECEHO A0 iIHCTPYKLUii ANA MeANYHOro 3acToCyBaHHS
nikapcbkoro 3acoby y po3ainu "MpoTunokasaHHs",
"OcobnueocTi 3actocyBaHHA", "MMobiuHi peakuii”
BinoBigHO 4O OHOBMEHOI iHpopmaLii 3 6esnekn aitoyoi
pevoBuHN. BBegeHHs 3MiH NpoTsirom 6-Tu micauis nicnsa
3aTBEPAKEHHSI

3MinHun | Tuny - 3MiHm Wwopo 6e3nekn/edeKTUBHOCTI Ta

dapmakoHarnsgy (iHwi 3amiHM) 3miHM BHeCeHo 4o
iHCTPYKUIii AN MEAUYHOro 3aCTOCYBaHHS fikapCbKoro
3acoby y posginu "OcobnueocTi 3acTocyBaHHs", "Cnocit
3acTtocyBaHHs", "lMepenosyBaHHs", "MobivHI peakuii”
BiMNOBIQHO 4O OHOBMEHOI iHpopmaLii 3 6esnekn aitoyoi
peyoBuHW. BBEAEHHSA 3MiH NpOTArom 6-Tu MicauiB nicnsa
3aTBEPAKEHHS

124.

NIHAWHET 30

TabneTkun, BKpUTI
obonoHkoto, no 21
TabneTui B GnicTepi,
no 1 abo no 3
6nictepu pasom 3
KapTOHHUM
dyTnsapom Ans
36epiraHHs briictepa
B KapTOHHIN
ynakoBuUj

BAT
"repeoH
PixTep"

YropwuHa

BAT "leneoH
PixTep"

YropwwmHa

BHECEHHS 3MiH [0 peecTpaLiiHMX maTepianis: 3miHu |
TMny - 3MiHK Wwopao 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsigy (iHwi amiHu). 3mMiHu BHeceHo Ao
iHCTPYKLUIii AN MEAUYHOro 3aCTOCYBaHHS fikapCbKoro
3acoby y po3ainu "MpoTtunokasaHHs", "B3aemopis 3
iHWKWMK nikapcbkumy 3acobamu Ta iHWi BUAW B3aemogin”
BiMNOBIQHO 4O OHOBMEHOI iHpopmaLii 3 6esnekn aitoyoi
peyoBuHW. BBEAEHHSA 3MiH NpOTSArom 6-Tu MicauiB nicns
3aTBEPOKEHHS.
3minHn | TMny - 3MiHn Wwopo 6e3nekn/edpeKTUBHOCTI Ta
dapmakoHarnsay. 3miHa y KopoTkili XxapakTepuctuui
nikapcbKkoro 3acoby, TEKCTi MapKyBaHHsI Ta iHCTPYKLT
ONst MEAUYHOrO 3aCTOCYBaHHSA Ha NiAcTaBi perynsipHo
OHOBIIOBAHOrO 3BiTy 3 6e3neku nikapcbkoro 3acoby, abo
pocnigxeHb 3 6e3nekn 3acTocyBaHHSA Nikapcbkoro
3acoby B nicnsipeecTpaLiiHui nepion, abo sk pesynbTtart
OLjiHKM 3BITY 3 AocnigXeHb, NpoBeAeHWX BiANOBIAHO A0
nnaHy negiatpuyHux gocnigpkers (PIP) (iHwi 3miHwm).
3MiHV BHECEHO [0 iHCTPYKLUiT ANst MEANYHOTO
3aCTOCyBaHHS nikapcbkoro 3acoby y posginu
"MpoTunokasaHHs", "B3aemogais 3 iHLWMMKM NikapCbKuMun
3acobamu Ta iHWi Buau B3aemogin " BignosiaHo oo
OHOBIeHOT iHdopmaLii 3 6e3nekun Ailo4oi PpeYOBUHM.

3a
peuenmom

He
nidnsieae

UA/7689/01/01
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[IpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayitiHo20
noceio4yeHHs1

BBeneHHs 3miH npoTsaArom 6-Tu MicsuiB nicnsi
3aTBepAKEHHS. 3MiHu | Tuny - 3miHK Wwoao
6e3nekn/ecbekTUBHOCTI Ta hapmakoHarnsgy (iHwi
3MiHM). 3MiHWM BHECEHO [0 IHCTPYKLUii ANs MeandYHoro
3aCTOCyBaHHS nikapcbkoro 3acoby y posginu
"OcobnumeocTi 3acTocyBaHHs", "MobiyHi peakuii”
BiMNOBIOHO 4O OHOBMEHOI iHhopmaLii 3 6e3nekn aitoyoi
peyoBuHW. BBEAEHHS 3MiH NpoTsirom 6-Tu MicauiB nicnsa
3aTBepAKEHHS. 3MiHu | Tuny - 3MiHW Woao
6e3nekn/ecbekTUBHOCTI Ta hapmakoHarnsgy. 3MiHa y
KOPOTKili XapaKTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHA Ta IHCTPYKLUiT ANA MEeANYHOro 3aCTOCYBaHHS
Ha nigcTaBi perynsipHoO OHOBMIOBAHOIO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3acTocyBaHHS NikapcbKoro 3acody B
nicnsipeecTpauiiHuin nepiod, abo sik pesynbTaT OLiHKN
3BiTY 3 4OCHifKEHb, MPOBEAEHUX BiAMNOBIAHO A0 NnaHy
neaiatpuyHmx gocnimkeHs (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHUM YNOBHOBaXXEHUM OpraHoMm). 3MiHu
BHECEHO [0 iHCTPYKLUii ANst MEANYHOrO 3aCTOCYBaHHSA
nikapcbkoro 3acoby y po3ainu "lMpoTunokasaHHs",
"OcobnumeocTi 3acTocyBaHHs", "lMobiyHi peakuii”
BiMNOBIOHO 4O OHOBMEHOI iHpopmaLii 3 6esnekn aitoyoi
pevoBuHN. BBegeHHs 3MiH NpoTsirom 6-Tu Micauis nicnsa
3aTBepAKEHHS. 3MiHu | TuNy - 3MiHW Woao
6esnekn/edeKTMBHOCTI Ta dhapmakoHarnsaay (iHwi
3MiHK). 3MiHW BHECEHO A0 IHCTPYKUIi AN MeaM4Horo
3acTOCyBaHHs1 Nikapcbkoro 3acoby y po3ainu
"®apmakonoriyHi BnactmsocTi", "OcobnuneocTi
3actocyBaHHs1", "Cnoci6 3acTtocyBaHHs",
"Mepeno3yBaHHs", "MNMob6iyHi peakuii” BianosigHo Ao
OHOBIEHOI iHhopMmaLii 3 6e3nekn Aikoyoi peHOBUHMN.
BBeaeHHs 3MiH npoTArom 6-Tu Micauis nicns
3aTBEPAKEHHS

125.

JIOPAHIH

cnpen ons poToBoi
NOpPOXHWHYK; no 50
My dprnakoHi 3
po3nunoBavem; no
1 donakoHy B nayui 3
KapToHY

TOB
"Mikpodpapm

YkpaiHa

TOB
"Mikpocapm"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3minu |
TMny - 3MiHK Wwopao 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsgy (iHwi amiHu).

OHOBMEHO TEKCT MapKyBaHHSA NEPBUHHOI Ta BTOPUHHOI
ynakoBKM fnikapcbKoro 3acoby, a came BUIy4eHO
iH(bopMaLito, 3a3HaveHy pOCIICbKOO MOBOIO, @ TaKoX
BHECEHO He3HauHi 3aMiHM y n. 2, 4, 5, 6 TekcTy
MapKyBaHHS1 NepBUHHOI ynakoBku Ta n. 2, 4, 11, 12, 17
BTOPUHHOI YNaKoBKM Nikapcbkoro 3acoby. Takox
BUITy4YEeHO [OAATKOBUI TEKCT MapKyBaHHS i3
3a3HaYeHHsAM NoroTuny AucTpub'ioTopa.
BBegeHHs 3miH npoTArom 6-Tu Micauis nicns
3aTBEPAKEHHS.

be3
peuenma

UA/14801/01/01

126.

JIOPICTA®

TabneTku, BKPUTI
nniBKOBO
o6onoHKoto, nNo
12,5 mr, no 10

KPKA, a.4.,
Hoso mecto

CnoseHisi

Bupo6Huk,
BignoBsiganbHUN
3a BMPOOHULITBO

«in bulky,

CnoseHis/
Himeyunna

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
YTOYHEHHS1 HanMcaHHA A03yBaHHA Ta npoueaypu B
Hakasi MO3 Ykpainu Ne 171 Big 28.01.2025 B npoueci
BHECEHHS 3MiH - 3MiHu | Tuny - 3MiHKM 3 sKoCTi.

3a
peuernmom

UA/5516/01/01




59 [TponoBkeHHs goaaTka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
TabneTtok y 6nicrepi; nepBuHHE Ta Ceptudbikat BignosigHocTi/E-cepTudikaT BignoBigHOCTI
no 3 abo no 6, abo BTOPWHHE €sponelickkin dhapmakonei/moHorpadii. MoaaHHs
no 9 Gnictepis B nakyBaHHs, HOBOro abo OHOBNEHOro cepTudikaTa BignoBigHOCTi abo
KapTOHHiIN kopobLyj; KOHTPOIb Ta BUIyYEHHS cepTudikaTta BignoBigHOCTI €Bponenchkin
no 14 Tabnetok y BUMNYCK cepil: dapmakonei: ana A®l; ans BmxigHOro
6nictepi, no 1, abo KPKA, a.4., MaTepiany/peareHTy/npoMiXKHOro NPOAYKTY, L0
no 2, abo no 4, ao HoBo mecTo, BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; Anst ONOMiKHOT
no 6, abo no 7 CnoseHis; peyoBUHM (CepTudikaTt BiANOBIGHOCTI €BpPONENChKin
6nictepie B Bupo6HuK, capmakonei) - HoBuin cepTudikat Big Bxe
KapTOHHiI kopooLi BignoBiganbHUn 3aTBEPAKEHOro BUPOOHMKA - NOAaHHS HOBOrO
3a nepBuHHE Ta cepTucpikaTa BiANOBIAHOCTI €BpONEnchbKin apmakonei
BTOPUHHE CEP 2023-323-Rev 00 anst A®I nosapTaHy kanito Big
nakyBaHHA Ta BXe 3aTBepmkeHoro BupobHmka KRKA, d.d. Novo
BUMNYCK Cepil: mesto. Ak Hacnigok, AoAaBaHHS BUPOOHWNYOI AinNbHULI
TAL d®apma Zhejiang Menovo Pharmaceutical Co., Ltd. [1na Adl
'M6X, nosapTaH kanito. Pegakuis B Hakasi - TabneTtku, BKpUTI
HimeuuuHa; nniekoBot o6onoHkoto, no 50 mr, no 100 mr,
Bupo6HuK, iHbopMmauis woao aosyeaHb no 12,5 mr, 25 mr -
BignoBsiganbHUn BiocyTHs. BipHa peaakuis - pogaeTbes We: TabneTky,
3a KOHTPOrb BKPUTi NNiBKOBOIO 060MOHKOM0, No 12,5 mr, 25 mr
cepii: KPKA, (BignoBigHO)
a.a., Hoeo
MecTO,
CnoBeHisi;
Bupo6HuK,
BignoBiganbHUn
3a KOHTpOIb
cepii: TAQ
dapma 'M6X,
Himeuumnna;
Bupo6GHuK,
BignoBiganbHUn
3a KOHTpOIb
cepii: NabeHa
n.o.0.,
CnoBeHis;
Bupo6HuK,
BignoBiganbHUn
3a KOHTPOIb
MikpobionoriyHoT
AKoCTi cepii (y
BUNagKy
KOHTpOnto cepii
TAL ®apma
'm6X): JTabop
JIC CE & Ko. KT,
HimeyuymHa
127. | NOPICTA® TabneTku, BKPUTI KPKA, a.4., CnoseHisi Bupo6Huk, CnoseHis/ BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis: 3a UA/5516/01/02
nNiBKOBOKO HoBo mecto BignoBsiganbHUN HimeuuunHa YTOUYHEHHS HanucaHHA AO03yBaHHA Ta npoueaypu B peuenmom
060N0HKO, No 25 3a BMPOOHULTBO Hakasi MO3 Ykpainu Ne 171 Big 28.01.2025 B npoueci
mr, no 10 TabneTok «in bulky, BHECEHHS 3MiH - 3MiHu | Tuny - 3MiHK 3 sKoCTi.
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
y BnicTepi; no 3 abo nepBUHHE Ta Ceptudbikat BignosigHocTi/E-cepTudikaT BignoBigHOCTI
no 6, abo no 9 BTOPUHHE €sponelicbkin hapmakonei/moHorpadii. NMoaaHHsA
6nictepie B nakyBaHHs, HOBOro abo OHOBNEHOro cepTudikaTa BignoBigHOCTi abo
KapTOHHiIN kopobLyj; KOHTPOIb Ta BUIyYEHHS cepTudikaTta BignoBigHOCTI €Bponenchkin
no 14 Tabnetok y BUMNYCK cepil: dapmakonei: ana A®l; ans BmxigHOro
6nictepi, no 1, abo KPKA, a.4., MaTepiany/peareHTy/npoMiXKHOro NPOAYKTY, L0
no 2, abo no 4, ao HoBo mecTo, BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; Anst ONOMiKHOT
no 6, abo no 7 CnoseHis; peyoBUHM (CepTudikaTt BiANOBIGHOCTI €BpPONENChKin
6nictepie B Bupo6HuK, capmakonei) - HoBuin cepTudikat Big Bxe
KapTOHHiI kopooLi BignoBiganbHUn 3aTBEPAKEHOro BUPOOHMKA - NOAaHHS HOBOrO
3a nepBuHHE Ta cepTucpikaTa BiANOBIAHOCTI €BpONenchbkin hapmakonei
BTOPUHHE CEP 2023-323-Rev 00 anst A®Il nosapTaHy kanito Big
nakyBaHHA Ta BXe 3aTBepmkeHoro BupobHmka KRKA, d.d. Novo
BUMNYCK Cepil: mesto. Ak Hacnigok, AoAaBaHHS BUPOOHWNYOI AinNbHULI
TAL d®apma Zhejiang Menovo Pharmaceutical Co., Ltd. [1na Adl
'M6X, nosapTaH kanito. Pegakuis B Hakasi - TabneTtku, BKpUTI
HimeuuuHa; nniekoBot o6onoHkoto, no 50 mr, no 100 wmr,
Bupo6HuK, iHbopMmauis woao aosyeaHb no 12,5 mr, 25 mr -
BignoBsiganbHUn BiocyTHs. BipHa peaakuis - pogaeTbes We: TabneTky,
3a KOHTPOrb BKPUTi NNiBKOBOIO 060MOHKOM0, No 12,5 mr, 25 mr
cepii: KPKA, (BignoBigHO)
a.a., Hoeo
MecTo,
CnoBeHisi;
Bupo6HuK,
BignoBiganbHUn
3a KOHTpOIb
cepii: TAQ
dapma 'M6X,
Himeuumnna;
Bupo6GHuK,
BignoBiganbHUn
3a KOHTpOIb
cepii: NabeHa
n.o.0.,
CnoBeHis;
Bupo6HuK,
BignoBiganbHUn
3a KOHTPOIb
MikpobionoriyHoT
AKoCTi cepii (y
BUNaaKy
KOHTpOnto cepii
TAL ®apma
'm6X): JTabop
JIC CE & Ko. KT,
HimeyumHa
128. | MEOOBIOTUH TabneTku no 2,5 wr; TOB «MIBE YkpaiHa Bupo6Huk, HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiHux MaTepianis: 3miHu | bes UA/2432/01/01
® no 10 Tabnetok y YKPAIHA» BignoBsiganbHUN Tuny - 3MiHK 3 sikocTi. CepTudikaT BignosigHocTi/lE- peuenma
6nictepi; no 3 abo 6 3a BUPOOHMLTBO cepTudikaT BignoBiAHOCTI €EBpoNenchKin
GnicTtepiB y Hepo3sdacoBaHo hapmakonei/moHorpadii. MogaHHs HoBoro abo
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
KapTOHHiI kopooLi ro NPOAyKTY, OHOBIIEHOTO cepTudikaTa BignoBigHOCTi abo BUNYyYeHHS
nepBuHHe Ta cepTudpikata BignosigHOCTI €Bponeicbkin apmakonei:
BTOPUHHE ans A®l; onsa BuxigHoro
nakyBaHHsi: Mibe MaTepiany/peareHTy/NpOMiIXXHOro NPOAYKTY, L0
meX BMKOPWUCTOBYIOTBECS Y BUPOBHULTBI ADI; Ans AONOMIXKHOT
ApuHanmiTTEND, peyoBUHM (cepTudikaT BiaNOBIAHOCTI €BPONENCHKIN
HimeuumnHa; tapmakonei) - OHOBNEHMI cepTudikar Big yxe
BnpobHuK, 3aTBepAKEHOro BUpobHuMKa. MogaHHs OHOBNEHOro
BignosiganbH1Mn cepTudikaTta BignoBigHOCTIi €Bponenchkin dapmakonei
3a BMNyCK cepil, Ne R1-CEP 2001-405-Rev 05 (3atBepaxeHo: R1-CEP
BKITIOY4aAI04M 2001-405-Rev 04) ansa A®| 6ioTuH Big 3aTBEPIKEHOTO
KOHTPOrnb/BUMNPO BnpobHmka DSM Nutritional Products Ltd.
OyBaHHs cepil:
AHTOH Xto6Hep
M6X & Ko. KT,
HimeyunHa abo
Mmibe MmbX
ApuHanmiTTEND,
HimeyunHa
129. | MENITOP® TabneTkn, BKpUTI e PpaHuis Na6opaTopii PpaHuis/ BHECEHHS 3MiH [0 peecTpauiinHuxX maTepianis: 3miHu | 3a He UA/4972/01/01
nniBkoOBOKO JIABOPATY CepB'€e Ipnangis Tmny - 3MiHuM wopo 6eanekn/edpekTMBHOCTI Ta peuenmom | nidnsieae
o6onoHkoto, no 25 AP CEPB'E€ IHaacTpi, dapmakoHarnagy (iHwi 3miHm)
mr; no 14 TabneTok ®paHuis; BupaneHo TekcT MmapKyBaHHS MEPBMHHOI Ta BTOPUHHOI
y BnicTepi; no 1 abo ynakoBOK 6e3 3a3Ha4YeHHs1 OANHULb BUMIPIOBaHHS
2, abo 4 6nictepn B Cepp’e cuctemu Sl.
Kopo6Li 3 KapTOHyY (lpnangis) BBeneHHs 3miH npoTarom 9-Tu MicsiiB nmicnsi
IHpacTpic JTa, 3aTBepOKEHHS. 3MiHu | Tuny - 3miHn wopao
IpnaHgis 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay (iHwi 3miHn)

3miHu BHeceHo Ao n. 6. IHLWE TekcTy mapkyBaHHS
nepsuHHoi Ta n. 8. OATA 3AKIHYEHHA TEPMIHY
MPUOATHOCTI, n. 17. IHLWLE BTOpWHHOI ynakoBok
nikapcbkoro 3acoby. BeegeHHs 3MiH npoTtsarom 9-tn
MicsiliB nicns 3aTBepAXXeHHs. 3MiHu | Tuny -
AamiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
agpecy Micusi NPOBaPKEHHS AisiNbHOCTI
BMPOGHKMKa/iMnopTepa roToBOro Nnikapcbkoro 3acoby,
BKIOMAOUM AinbHULI BUNYCKY cepii abo Micue
npoBeAeHHS KOHTPOMIO SKOCTI. (AISNbHICTb, 3a AKy
BiAMNoBigae BUpOGHMK/iMNopTEp, BKIOYAKUN BUMYCK
cepii) 3miHa agpecu BupobHuka 13 Ceps’e (IpnaHgis)
IHpacTpic JTa, y 38’A3Ky i3 npuBeAeHHAM [0
ceptudpikaty GMP, BugaHoro Jepxnikcnyx6oto Ykpainu
6e3 hakTU4HOI 3MiHM Micust BUpOBHULITBA.
3MiHWM BHECEHO B iHCTPYKLitO ANs MeANYHOrO
3aCTOCyBaHHs1 Nikapcbkoro 3acoby Ao po3ainy
"Micue3HaxoakeHHs1 BUpoOHMKa Ta agpeca micus
NPOBaKEHHS NOro AisnbHOCTI" 3 BiANOBIAHMMM 3MiHAMK
Y TEKCTi MapKyBaHHsi BTOPUHHMX YNakoBOK. BBeaeHHst
3MiH NpoTsiroM 9-TW MicsILiB nicns 3aTBEPKEHHS. 3MiHU
| TMny - 3MiHK Wwopo 6e3nekn/edpeKkTUBHOCTI Ta
dapmakoHarnsgy (iHwi 3miHW) 3MiHM BHECEHO B
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
iHCTPYKLUil0 ANS MeQNYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby Ao posainis "MobivHi peakuii” Ta
"Micue3HaxooKeHHS 3aaBHMKA" LWOA0 NOBIAOMIEHb MPO
nigo3ptoBaHi NobiyHi peakuii. BBeaeHHst 3MiH NpoTarom
9-TK MicsILiB MicNs 3aTBEPAXKEHHS.
130. | MEPOBOLMAO NMOPOLLOK Anst My6niyHe YkpaiHa My6nivyHe YkpaiHa BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/14640/01/02
po34nHy ans aKuioHepHe aKuioHepHe Tuny - 3MiHn Wwopao 6eanekw/edekTMBHOCTI Ta peuenmom
iH ekuin no 500 wmr, TOBapuCTBO TOBapuUCTBO apmakoHarnsagy (iHLWi 3mMiHn)
no 1 cpnakoHy 3 "HaykoBo- "HaykoBo- OHOBEHO TEKCT MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI
MOPOLLKOM B Mayui 3 | BUPOOHWUYMIA BUPOGHWYMIA ynaKkoBKU nikapcbKoro 3acoby, a came BUIy4YeHO
KapToHy; no 1 LieHTp LeHTp iHcpopmaLito, 3a3HayYeHy poCiNCbKO MOBOIO, Ta BHECEHO
nakoHy 3 "bopLuariscb "BopLuariBCbkumn He3HayHi pefakuinHi NpaBku. BBeaeHHs 3MiH NpOTArom
NOPOLLKOM KW XiMiKo- XiMmiko- 6-Tn MicsLiB NicNsi 3aTBEPOXKEHHS.
dapmaueBT dhapmaueBTU4HN
NYHUN 1 3aBog"
3aeoa”
131. | MEPOBOLUMAO NMOPOLLOK ANsA My6niyHe YkpaiHa My6nivyHe YkpaiHa BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/14640/01/01
po34nHy ans aKuioHepHe aKuioHepHe Tmny - 3MiHK Wwopao 6esnekn/edekTMBHOCTI Ta peuenmom
iH ekuini no 1000 wr, TOBapuCTBO TOBapuUCTBO apmakoHarnsagy (iHLwi 3miHm)
no 1 conakoHy 3 "HaykoBo- "HaykoBo- OHOBMEHO TEKCT MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI
MOPOLLKOM B Mavui 3 BMPOGHNYMIA BMPOGHWYMIA yMakoBKM NikapCbKoro 3acoby, a came BUMy4YeHo
KapToHy; no 1 LEHTP LEeHTp iHdbopmaLito, 3a3HavYeHy POCINCLKOK MOBOH), Ta BHECEHO
nakoHy 3 "bopLuariscb "BopLuariBCbkumn He3HayHi pefakuinHi NpaBku. BBeaeHHs 3MiH NpOTArom
NOPOLLKOM KW Ximiko- XiMiKko- 6-TW MiCsILiB MiCNsi 3aTBEPOXKEHHS.
dapmaueBT dhapmaleBTUYHN
NYHWI 1 3aBog"
3asop"
132. | METIOHIH TabneTku, BKPUTI AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHux MaTepianis: 3miHu | bes UA/6674/01/01
060roHKo, Mo 250 "KNIBCbKWN "KNTIBCBKNN Tvny - 3MiHK Wopao Gesnekn/edeKkTMBHOCTI Ta peuenma
mr no 10 TabneTtoky n BITAMIHHAN dapmakoHarnsaay. BeegeHHs abo 3miHn go
6nictepax; no 10 BITAMIHHA 3ABOO" y3aranbHeHuX JaHux nNpo cuctemy dapmakoHarnsgy
TabneTok y 6nictepi; " 3ABOA" (BBEOEHHS y3aranbHEeHVX AaHUX NPo CUCTEMY
no 5 GnictepiB y capmakoHarnsgy, 3miHa ynoBHOBaXeHoi ocobu,
navuj BiAnoBiganeHoI 3a 34iMCHEHH:A hapMakoHarnsaay;
KOHTaKTHOI 0CO0M 3 hapMakoHarnsay 3asiBHUKa Ans
3AiNCHEHHA hapmakoHarnsgy B YKpaiHi, SKLO BOHa
BiAMiHHa Big ynoBHOBaxeHOi 0cobu, BianosiganbHoi 3a
3[iNCHeHHs hapmakoHarnagy (BKIMHYaYn KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3milLeHHi macTep-danna
cucTeMu chapmakoHarnsgy). 3miHa yrnoBHOBaXXeHOI
ocobu 3asiBHUKa, BiAMOBIiAaNbHOI 3a hapmakoHarnsg.
[iroya pepakuis: Konsipa BikTopis BiktopiBHa.
MponoHoBaHa pepakuisn: babuka Omutpo AHaToninoBmyY.
3MiHa KOHTaKTHMX 4aHMX YNIOBHOBaXEHOI 0cobu
3as1BHMKA, BignoBiganbHoI 3a dhapmMakoHarnsg.
133. | METOTAB TabneTtku no 2,5 wr, Mepak HimeyuunH Bupo6Huk, Lo HimeuuunHa BHECEHHS 3MiH 0 peecTpaLiiHux MaTepianis: 3miHu | 3a He UA/11318/01/01
no 10 TabneTtoky [esenbwad a BignoBifae 3a TMny - AgmiHicTpaTuBHi 3miHW. 3miHa koy ATX - 3MiHK peuennmom | nidnseae
6nictepi, no 3 abo T otop MapKyBaHHS BHECEHO B iHCTPYKLIiO 415 MEAWUYHOr0o 3aCTOCYBaHHS
no 10 6nictepis 3 KniHiLe nNepBUHHOI nikapcbkoro 3acoby Ao posainy "dapmakoTepaneBTuyHa
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
antominieBoi onbrn | Lneuiansnp YyNaKkoBKH, rpyna" BignoBigHoO 4O MiXXKHApOAHOro Knacudikaropa
i MBX/TBAX-nniBkn enaparte BTOPUHHE BOOS (http://www.whocc.no/atc_ddd_index/), a came
B nauyui M6X nakyBaHHs, popaBaHHsA HoBoro kogy ATX ansg OHKOMNOrivyHoro
KOHTPOMb/BUMPO nokasaHHs.
GyBaHHs cepii Ta 3arBepaxeHo:
3a BUNyCK cepil: AHTMHeoNNacTu4Hi 3acobu. AHTMeTabonitu.
Megak CTpyKkTypHi aHanoru doniesoi kucnotu. Kog ATX LO1B
[esenbwadpt AO01.
orop KniHiwe 3anponoHoBaHo:
LWneuianenpena AHTUHEeONNacTUYHI 3acobun. AHTUMETaboNITK.
paTe M6X, CTpykTypHi aHanorun cdoniesoi kucnotun. Kog ATX LO1B
HimeuwunHa AO1.
Bupo6HuK, Wwo AHTUHeONNacTUYHiI 3acobu. IMyHocynpecaHTH, iHLWi
Bignosigae 3a imyHocynpecaHTu. Kog ATX LO4A X03.
BUPOBHMLTBO BBegeHHst 3MiH NpoTarom 6-Tn micauis nicns
roToBOI 3aTBEPAKEHHS.
Ao3oBaHoil
thopmu,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
MapKyBaHHs1
nepBUHHOI
ynaKoBKM,
KOHTPOMb/BUMNPO
6yBaHHSA cepii:
Ekcenna Mm6X
eHa Ko. KT,
HimeyumHa
134. | METOTAB TabneTtkn no 7,5 wr, Mepak HimeyvunH Bupo6Huk, Lo Himeyuunna BHECEHHS 3MiH 0 peecTpaLiiHuXx MaTepianis: 3miHu | 3a He UA/11318/01/02
no 10 TabneTok y [esenbwad a Bignosigae 3a TMny - AgMmiHicTpaTuBHi 3miHW. 3miHa kogy ATX - 3MiHK peuenmom | nidnsizae
6nictepi, no 1 abo 3 T dorop MapKyBaHHS BHECEHO B iHCTPYKLIiO ANs MEAWNYHOro 3aCTOCYBaHHS
Gnictepu 3 KniHiwe nepBUHHOI nikapcbkoro 3acoby Ao po3sainy "®dapmakoTepaneBTuYHa
antomiHieBoi conbrn | LLneuianenp YMaKoBKM, rpyna" BignoBigHO A0 MiKHapogHOro knacudikatopa
i MBX/MBAX-nniBkn enapare BTOPUHHE BOOS (http://www.whocc.no/atc_ddd_index/), a came
B nayui M6X nakyBaHHS, AofaBaHHs Hosoro kogy ATX Anst OHKOMNOriYHOro
KOHTPOMb/BUMPO nokasaHHs.
OyBaHHS cepii Ta 3arBepaXeHo:

3a BMNYCK cepil:
Mepak
[esenbwadpT
drop KniHiwe
Lneuianbnpena
pate M6X,
Himeyumna
Bupo6Huk, Lo
BignoBigae 3a
BUPOGHULTBO
roToBOI
[030BaHoi
dopmu,

AHTUHeoNnacTU4Hi 3acobu. AHTUMeTaboniTu.
CTpykTypHi aHanoru cdoniesoi kucnotu. Kog ATX LO1B
AO01.
3anponoHoBaHo:
AHTUHeonnacTu4Hi 3acobu. AHTUMeTaboniTu.
CTpykTypHi aHanoru cdoniesoi kucnotun. Kog ATX LO1B
AO1.

AHTVMHeoNnacTUYHi 3acobu. IMyHocynpecaHTH, iHLWi
imyHocynpecaHTu. Kog ATX LO4A X03.
BBegeHHs 3miH NnpoTArom 6-Tu Micauis nicns
3aTBEPOKEHHS.




64

[IpooBxkeHHs JoaaTka 3
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nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
MapKyBaHHsi
nepBUHHOI
ynaKoBKH,
KOHTPOMb/BMMNPO
ByBaHHS cepii:
Ekcenna MmoX
eHg Ko. KT,
HimeyumHa
135. | METOTAB Tabnetkn no 10 wmr, Mepak HimeyunH Bupo6HuK, Wwo Himeyumna BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a He UA/11318/01/03
no 10 TabneTtok y le3enbwad a BignoBsigae 3a TMny - AgMiHicTpaTuBHi 3miHW. 3MiHa kogy ATX - 3MiHun peuenmom nidnsieae
6nictepi, no 1 abo 3 T dorop MapKyBaHHS BHECEHO B iHCTPYKLUIiO ANs MEeAWUYHOro 3aCTOCYBaHHSA
Gnictepn 3 KniHiwe nepBUHHOI nikapcbkoro 3acoby o posginy "®apmakotepaneBTnyHa
antoMinieBoi ponbrn | Lneuianenp YyNaKkoBKM, rpyna" BignoBigHoO 40 MiXXHapoAHOro knacudikatopa
i MBX/MBAX-nniBkn enapare BTOPUHHE BOOS (http://www.whocc.no/atc_ddd_index/), a came
B nayui M6X nakyBaHHs, pogaBaHHsA HoBoro kogy ATX ans OHKOMNOrivyHoro
KOHTPOMb/BUMNPO nokasaHHs.
OyBaHHS cepii Ta 3artBepaxeHo:
3a BUMYCK cepil: AHTMHeoNnnacTU4Hi 3acobu. AHTUMeTaboniTu.
Mepak CTpyKkTypHi aHanoru doniesoi kucnotu. Kog ATX LO1B
[esenbwadpt AO1.
rop KniHiwe 3anponoHoBaHo:
Lneuianenpena AHTUHeONNacTUYHI 3acobun. AHTUMETaBONITK.
pate M6X, CtpykTypHi aHanoru cdoniesoi kucnotun. Kog ATX LO1B
HimeuyunHa AO1.
Bupo6Huk, Lo AHTVHeoNnacTUYHi 3acobu. IMyHocynpecaHTH, iHLWi
BignoBigae 3a imyHocynpecaHTu. Kog ATX LO4A X03.
BUPOGHMLTBO BBegeHHs 3MiH npoTArom 6-Tu MicsuiB nicns
roToBOI 3aTBEPAXKEHHS.
[[o3oBaHoil
dopmu,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs,
MapKyBaHHs1
nepBUHHOI
ynaKoBKW,
KOHTPOMb/BUMPO
6yBaHHS cepii:
Ekcenna Mu6X
eHa Ko. KT,
HimeyunHa
136. | METPOHIOA30 | po3uuH Ans iHgy3in AHaHTa Benwuka €sponarid IHais BHECEeHHS1 3MiH 4O peecTpauiiHux maTtepianis: 3MiHu | 3a He UA/15762/01/01
n 0,5 %; no 100 mn Megikeap BputaHis XenTkeap [BT. TUny - AGMiHICTpaTUBHI 3MiHW. 3MiHa HalMeHyBaHHSI peuenmom | nidnsizae
npenapary B Iro. Nra. Ta/abo agpecu micLa NPOBaKEHHS OisANbHOCTI

KOHTelrHepax; no 1
KOHTerHepy B nniBuj
B KOpOOUi

BMpOOHWKa/imnopTepa rotToBoro nikapcbkoro 3acoby,
BKI0MAO4M AinbHULI BUNYCKY cepii abo MicLe
npoBefeHHS KOHTPOIO SIKOCTI. (AISNbHICTb, 3a AKy
BigNoBigae BUpoGHMK/iMNopTep, BKNOYaK4M BUNYCK
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
cepint). 3miHa agpecu BMpobHuka M3 y 3B'A3Ky 3
npueedeHHAMY BianoBigHicTb 4o Ceptudikaty GMP.
MicueaHaxomkeHHs1 BUpOOHWMKa, BUPOOHMYA AinbHULA Ta
yCi BUpOOHMYI onepauii 3anuwatTscs HE3MIHHUMMU.
3MiHM BHECEHO B IHCTPYKLIitO AN MEAUYHOrO
3acTOCyBaHHsI NikapcbKoro 3acoby Anst BUpobHwmKa
€Bponand Xentkeap lMBT. JITa y po3gin
"Micue3HaxookeHHs1 BUpOOHMKa Ta agpeca Micus
NPOBaKEHHA MOro AisanbHOCTI" 3 BigNOBIAHMMN 3MiHAMK
B TEKCTi MapKyBaHHS yNakoBOK. TepMiH BBEAEHHS 3MiH -
npoTarom 3 MicAUIB MiCnsA 3aTBEPMHKEHHSA.3MiHM | Tuny -
3MiHM wopao 6e3nekn/eddekTUBHOCTI Ta
tbapmakoHarnagy (iHwi 3miHu). 3MiHM BHECEHO Y TEKCT
MapKyBaHHsi nepBuHHOI N. 6. IHLLE Ta BTOpMHHOI N. 3.
"MEPENIK QONOMPKHUX PEHOBUH", n. 17. IHWE
ynakoBKM Nikapcbkoro 3acoby. TepMiH BBe4eHHS 3MiH
npoTsArom 3 MicsILiB Micnsi 3aTBEPAXKEHHS.
137. | MET®OPMIH TabneTkn, BKpUTI TOB YkpaiHa NAT YkpaiHa BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a He UA/18846/01/01
NNiBKOBOO "APTEPIYM "KuiBmegnpenap Tmny - 3MiHuM wopo 6eanekn/edekTMBHOCTI Ta peuenmom nidnsieae
obornoHkoto, no 1000 nTao" at" apmakoHarnsgy (iHwi 3amiHun) - 3MiHM BHECeHi o
mr; no 10 TabneTok po3ginis "Cknag", "Nikapcbka dpopma", "Cnocio
y GnicTepi; no 3 abo 3acTocyBaHHsa Ta gosn”, "[itn" Ta "Ynakoska" iHCTPyKLUii
5, abo 6 bnicTepiB y 0N MeQUYHOro 3aCTOCYyBaHHS NikapcbKoro 3acoby (y
navuj 3B'A3KY 3 JoAaBaHHSAM HOBOI 03 fikapCbkoro 3acoby
850 wmr).
138. | MET®OPMIH TabneTkun, BKpUTI TOB YkpaiHa MAT YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX maTtepianis: 3MiHW, LLO 3a He UA/18846/01/02
NniBKkOBOIO "APTEPIYM "Kuismegnpenap noTpebyoTb HOBOI peecTpaLii - 3miHa cunu aii, peuenmom | nidnsizae
o6onoHkoto, no 850 nTg" at" nikapcbKkoi hopMu Ta cnocoby 3acTocyBaHHS: 3MiHa abo
mr; no 10 TabneTok [0[laBaHHs HOBOI Cunu Aii/po3BeaeHHs (3aTBEpAKEHO:
y 6nicTepi; no 6 TabneTtku, BKpUTI NniBkoBOK 060mnoHkoto, no 1000 mr).
6nictepis y navui
Pestome MYP Bepcis 0.2 gogaeTbes. MNepiognyHicTsb
NoAaHHs PerynsipHoO OHOBMHOBAHOIO 3BiTYy 3 6e3neky,
BignosigHo Ao Mopsaky 3aicHeHHs dhapmakoHarnsgy,
3aTBEPAKEHOr0 Haka3om MiHicTepcTBa OXOPOHM
3g0poB’a Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuuii Ykpainu 29
civyns 2007 poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0xopoHu 300poB'a YkpaiHu Big 26
BepecHsi 2016 poky Ne 996), cTaHOBUTbL: 3rigHO 3i
CTPOKaMK, 3a3Ha4YeHUMM Y NepioaNYHOCTI NoAaHHS!
perynsipHvx 3BiTiB 3 6e3neku.
139. | MET®OPMIHY NMOPOLLIOK TOB YkpaiHa BeHnbapi Jlimiteq IHAisa BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3miHa - UA/10277/01/01
riaPOXNOPUA | (cyberaHuis) y "TMEOPAP 3agBHuka 13 (MIBI) (BnacHvka peecTpauiiHoro
noAaBiNHNX M nTa" noceigyeHHs) (3rigHo Haka3dy MOS3 Big 23.07.2015 Ne
nonieTuIeHoBmX 460)
nakeTtax ans
hapmaLeBTUYHOIO
3aCTOCYBaHHS
140. | MIACEP® TabneTkn, BKPUTI Pisodpapm LLisenuapi Pisodgapm CA LLiBenuapis BHECEHHS 3MiH IO peecTpaLiiHuX MaTepiani: TexHi4yHa 3a UA/14722/01/03
NniBKOBOO CA s nomurnka (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460) peuenmom
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
o06onoHkoto, no 60 BunpasneHo TexHiuyHy nomunky y n. 12. HOMEP
mr no 10 Tabnetok y PEECTPALIMHOIO NOCBIOAYEHHA TekcTy
6nictepax; no 2 MapKyBaHHS BTOPUHHOI YNaKoBKW MikapCbKoro 3acoby
Gnictepu B Ons fo3yBaHHst 60 Mr, a came KOPeKTHO 3a3HayeHo
KapTOHHIN nayui HOMEp peecTpaLinHOro NOCBIAYEHHS:
3artBepaKeHo:
PeecTpauiiHe noceigyeHHss NeUA/14722/01/02
3anponoHoBaHo:
PeecTpauiiHe noceigyeHHss NeUA/14722/01/03
141. | MIHIPUH Tabnetku no 0,2 wmr; DdeppiHr LLiseviLapi BUPOBHMLUTBO: LLseviyapis/ BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/16236/01/02
no 30 TabneTok y IHTEepHeLwHN A PeppiHr HimeyunHa Tuny - 3MiHn Wwopao 6eanekw/edekTMBHOCTI Ta peuenmom
conakoHi; no 1 CeHtep CA IHTepHeLUHn tapmakoHarnagy (iHwi 3miHu). 3MiHM BHECEHi B TEKCT
¢nakoHy B CeHTtep CA, MapKyBaHHS BTOPUHHOIT YNaKoOBKW fikapcbKoro 3acoby y
KapTOHHIN ynakoBLi LLiseriuapis; n. 17. «IHWE».
BignoBsiganbHUN
3a BUMYCK cepil:
®eppiHr MTM6X,
HimeyumHa
142. | MIHIPUH Tabnetkun no 0,1 wr; DeppiHr LLisenuapi BMPOGHMLTBO: LLisenuapis/ BHECEHHS 3MiH 40 peecTpauiinHux maTepianis: 3miHu | 3a UA/16236/01/01
no 30 TabneTtok y IHTepHeLwHN a DdeppiHr HimeuunHa Tmny - 3MiHn Wwopao 6e3nekw/edpekTMBHOCTI Ta peuenmom
conakoHi; no 1 CeHtep CA IHTepHeLUHn tapmakoHarnagy (iHwi 3miHu). 3MiHM BHECEHi B TEKCT
dnakoHy B CenTtep CA, MapKyBaHHS BTOPUHHOI YMAaKOBKU MiKapCbKoro 3acoby y
KapTOHHIN ynakoBLi LLseriuapisi; n. 17. «IHWE».
BignoBsiganbHUN
3a BUMYCK cepii:
®eppiHr MM6X,
HimeyunHa
143. | MOKCUBAP TabneTkun, BKpUTI AypobiHao IHAisa AypobiHgo IHAisa BHECEHHS 3MiH [0 peecTpaLiiHuX maTepianis: 3miHu | 3a He UA/14296/01/01
NniBKOBOKO dapma N1g dapma Nimitep, - TMny - 3MiHK Wwopao 6e3nekn/edekTMBHOCTI Ta peuenmom nidnsieae
obornoHkoto, no 400 tOHiT VII apmakoHarnsay. 3miHa y KopoTkili XxapakTepuctuui
mr; no 5 TabneTtok y nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
6nictepi; no 1 abo 2 ANs MEAUYHOrO 3aCTOCYBaHHA Ha NiAcTaBi perynspHo
Gnictepu B OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby, abo
KapTOHHIN kopobui AocnimkeHb 3 6e3nekn 3aCToCyBaHHS NMiKapCbKoro
3acoby B nicnsipeecTpaLiiHui nepion, abo sk pesynbTtart
OLjiHKM 3BITY 3 AocnigXeHb, NpoBeAeHWX BIANOBIAHO A0
nnaHy negiatpuynHmx gocnimpkers (PIP) (3miny
Y3ro[keHO 3 KOMMETEHTHVUM YNOBHOBaXXEHUM OpraHoM)
3MiHN BHECEHO [0 IHCTPYKLUii ANst MeAUYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby Ao po3ainis
"OcobnumocTi 3acTocyBaHHA", "MobiyHi peakuii”
BiANOBIAHO 40 OHOBMEHOI iHbopMaLii 3 6e3neku gitoyor
PEYOBUHM (MOKCUOKCALMHY) 3rigHO 3
pekomeHgauiasmmn PRAC.
144. | MOKCU®IIOKC | po3uuH ans iHdys3in, TOB YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHux MaTepianis: 3minu | 3a He UA/19671/01/01
ALIMH 400 mr/250 mn; no "APTEPIYM "Tannudapm” Tmny - 3MiHK Wwopao 6e3nekn/edekTMBHOCTI Ta peuenmom nidnsieae
250 mn y nnsawui nTa" cbapmakoHarnsgy (iHwi 3miHM) 3miHM BHECEHO 40
CKINSIHIN (dbnakoHi); IHCTpYKUiT ANsi MEANYHOro 3aCTOCYBaHHS MikapCbKOro
no 1 NAALWLUi CKNSAHIN 3acoby go po3aginy "lMobiyHi peakuii” LWoA0 BaXNMBOCTI
(dbnakoHi) B navui 3BiTyBaHHS Npo nobiyHi peakuii. BBeaeHHs 3aMiH
npoTarom 6-Tu MicsiliB nicnsi 3aTBepAXkeHHs. 3MiHu |
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayitiHo20
noceio4yeHHs1

Tmny - 3MiHuM wopo 6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsay. 3miHa y KopoTKivi Xxapaktepuctuui
nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii
ONst MEAUYHOro 3aCTOCYBaHHS Ha NniAcTaBsi perynsipHo

OHOBMOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby, abo
pocnimxkeHb 3 6e3nekn 3acTocyBaHHS MikapcbKoro
3acoby B nicnsipeecTpaLiiHuii nepiog, abo sk pesynbTtat
OLiHKM 3BITY 3 AocnigXeHb, NpoBeAeHWX BIANOBIAHO A0
nnaxy negiatpnyHmx gocnimkersb (PIP) (3miHy
Y3rO[KEHO 3 KOMMETEHTHUM YNOBHOBaXXEHNM OpPraHoM)
3MiHM BHeceHo A0 [HCTpyKLUii Ans MeanyHoro
3acToCcyBaHHs Nikapcbkoro 3acoby Ao po3ainis
"OcobnumeocTi 3acTocyBaHHs" Ta "MobivHI peakuii” WwWoao
6e3nekn 3aCToCyBaHHS Ail040i peYOBUHM
MoKcudnokcaumH BignosigHo oo pekomeHgauin PRAC.

BBegeHHst 3MiH NpoTarom 6-tn micauis nicna

3aTBEPAKEHHSI

145.

MOHTENTYKAC
T-TEBA

TabneTkn, BKpUTI
NniBKOBOIO
obornoHkoto, no 10
Mr; no 7 TabneTtok y
6nictepi, no 4
6nictepu B
KapTOHHiIN kopooLi

TOB "TeBa
YkpaiHa"

YkpaiHa

TOB TeBa
OnepenLuHs
MonaHa

MonbLwa

BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu |
Tmny - 3MiHm 3 sikocTi. CepTudpikaT BianosiaHocTI/lE-
cepTudikaT BiANOBIAHOCTI EBPONENChKIN
tapmakonei/moHorpadii. MogaHHs HoBoro abo
OHOBJIEHOTrO cepTudikaTa BignoBigHOCTi abo BUNYyYEHHS
cepTudpikaTta BiaNoBiAHOCTI €Bponenchbkin hapmakonei:
ona A®l; ansa BuxigHoro
maTepiany/peareHTy/NpoOMiKHOro NPOAYKTY, LLO
BMKOPUCTOBYIOTbCA Y BUpOBHULTBI ADI; Ans AONOMKHOT
peyvoBUHM (cepTuUdikaT BianoBigHOCTI EBponenchbkin
apmakonei) - OHoBReHW cepTudikat Bif yxe
3aTBEpAKEHOro BUPOOHMKA, NOJAHHS OHOBIIEHOTO
cepTudpikaTa BignosigHOCTi €Bponewichbkinn dapmakonei
Ne RO-CEP 2017-131-Rev 03 (3atBepaxeHo: RO-CEP
2017-131-Rev 02) gnsa APl MoHTenykacT HaTpito
BMpo6HuuTBa Teva API India Private Limited (India).
3miHu | Tuny - 3miHm 3 sikocTi. CepTudikat
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponelicbkint hapmakonei/moHorpadii. MogaHHs
HoBoro abo oHoBneHoro ceptudikata BignoeigHocTi abo
BUIyYeHHA cepTudikaTa BianoBiaHOCTI EBpONENChKin
dapmakonei: gna A®l; ons BUXigHoro
maTepiany/peareHTy/npoMiXXHOro NPOAYKTY, LLO
BMKOPUCTOBYIOTbCH Y BUpOBHULTBI ADI; Ans AONOMiKHOT
peyvoBUHM (cepTuUdikaT BiaNoBigHOCTI EBponenchbkin
apmakonei) - OHoBREeHU cepTudikat Bif yxe
3aTBepKeHOro BUpObHMKa, NOAAHHSI OHOBIIEHOTO
cepTudpikaTa BignosigHocTi €Bponeiickbkin dhapmakonei
Ne CEP 2017-131-Rev 04 gns A®l MoHTenykacT HaTpito
BupobHuuTea Teva API India Private Limited (India).

3a
peuenmom

UA/12439/02/01

146.

moTtonpma

TabneTku, BKPUTI
NniBKOBOIO
obornoHkoto, no 50
mr no 10 TabneTok y

AT
"KNIBCbKU
7
BITAMIHHN

YkpaiHa

AT

"KUIBCLKUI

BITAMIHHUM
3ABOQ"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiHux MaTepianis: 3miHu |
TMny - 3MiHK Wopao Ge3nekn/edekTUBHOCTI Ta
dapmakoHarnagy. BeegeHHs abo 3miHn oo
y3aranbHeHWX AaHUX Npo cucTeMy dbapmMakoHarnsigy

3a
peuernmom

UA/17445/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep

n/n JNlikapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo20

3acoby ynakoeka) noceio4yeHHs1
6nictepi; no 1, 2 abo 1 3ABOO" (BBEAEHHS y3aranbHEHMX JaHWUX NPO CUCTEMY
4 6nictepu y nayui hapmakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
BifNOBIganbHOI 3a 34iMCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmMakoHarnsgy 3asiBHvKa Ansi
3AiNCHEHHSA apmakoHarnsgy B YKpaiHi, SKLLO BOHa
BigMiHHa Big yNOBHOBa)XeHOi 0cobW, BignoBigansHoi 3a
3[iicHeHHs1 hapMakoHarnagy (BKMoYaoun KOHTaKTHI
AaHi) Ta/abo 3miHM y po3milleHHi macTep-danna
cuctemun chapmakoHarnagy). 3MiHa ynoBHOBaXKEHOT
ocobu 3asiBHUKa, BiANOBiAanbHOI 3a hapmakoHarnsg.
[itoua pepakuin: Konsga Biktopis BiktopiBHa.
MponoHoBaHa peaakuis: babuka Omutpo AHaToniioBmY.
3MiHa KOHTaKTHMX JaHMX YNOBHOBaXXeHO! 0cobu
3asBHMKA, BiANOBiAaNbHOI 3a hapmakoHamsa.

147. | MO®JIAKCA® PO34MH Ans iHdy3ii KPKA, a.4., CnoBeHiss | BUpOBHMUTBO "in CnogeeHis BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a He UA/16077/01/01
no 400 mr/250 mn; Hoso mecto bulk", nepsuHHe Tmny - 3MiHuM wopo 6eanekn/edpekTMBHOCTI Ta peuenmom nidnsieae
no 250 mny Ta BTOPUHHE capmakoHarnsgy. 3MiHa y KOPOTKili xapakTepucTuLi
cnakoHi; no 1, 5 abo nakyBaHHs, nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS! Ta iHCTPYKLii
10 conakoHiB y KOHTPOIb cepil Ons MegMYHOro 3acCToCyBaHHA Ha NiACTaBi perynsapHo
Kopooui Ta BUNYCK cepii: OHOBIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo

KPKA, a.4., nocnimpkeHb 3 6e3nekn 3acTocyBaHHS NikapcbKoro
Hoso mecTo, 3acoby B nicnsipeecTpaLiiHuii nepion, abo sik pesynbTtaTt
CrnoBeHis; OLjiHKM 3BITY 3 AocnigXeHb, NPOBeAEHMX BiANOBIAHO OO
KOHTPOSb cepii: nnaHy negiatpuyHunx gocnimxkeHs (PIP) (iHwi 3miHm)
KPKA, a.4., 3MiHV BHECEHO [0 iHCTPYKLUiT Anst MeanyHoro
Hoso mecrTo, 3acTocyBaHHS nikapcbkoro 3acoby Ao po3giny "MobivHi
CnoBeHis peakuii” BiANoBiAHO 4O OHOBMEHOI iHbopMaLii 3 6e3neku
[ito4oi pevoBUHU (MOKCUGNOKCaLIMHY) 3rigHO 3
pekomeHgauismm PRAC. TepMiH BBEAEHHS 3MiH
npoTsirom 6 MicsiLiB Nicnsi 3aTBEpAXKEHHS.

148. | MO®JIAKCA® TabneTkn, BKpUTI KPKA, a.4., CnoBeHis KPKA, o.4., CnoseHis/ BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3miHu | 3a He UA/14876/01/01
NniBKOBOIO HoBo mecTo HoBo mecTo, HimeuunHa TMny - 3MiHK Wwopao 6e3nekw/edeKkTMBHOCTI Ta peuenmom nidnsieae
obornoHkoto no 400 CnoBeHis dapmakoHarnsay. 3miHa y KopoTkili XxapakTepuctuui
Mr no 5 tabnetok y (BignoBiganbHWi nikapcbkoro 3acoby, TEKCTi MapKyBaHHsI Ta iHCTPYKLiT
6nictepi, no 1 3a KOHTPOIb ANs MEAUYHOrO 3aCTOCYBaHHSA Ha NiAcTaBi perynspHo
6nictepy B cepii); KPKA, OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
KapTOHHiIl kopobuyj; a.a., Hoeo JocnimxeHb 3 6e3nekn 3acTocyBaHHS MikapcbKoro
no 7 Tabnetok y MecTO, 3acoby B nicnsipeecTpaLiiHui nepion, abo sk pesynbTtart
6nicTepi, no 1 abo CnoBeHis OLjiHKM 3BITY 3 AocnigKeHb, NpoBeAeHWX BigNoBIgHO A0
no 2 6nictepu B (BignoBiganbHuin nnaHy negiatpuyHmx gocnigpkers (PIP) (iHwi 3miHwm).

KapTOHHIN kopooLyj; 3a NOBHUN LINKN 3MiHV BHECEHO [0 iHCTPYKLUii ANst MEAUYHOTO
no 10 TabneTok y BMPOGHMLTBA, 3acTocyBaHHs Nnikapcbkoro 3acoby Ao po3ainy "MobivHi
6nicTepi, no 1 BKITHOMA04N peakuii” BiANoBiAHO 4O OHOBMEHOI iHbopMaLii 3 6e3neku
6nictepy B BUNYCK cepii); Ait0YoT pevyoBUHU (MOKCUEOKCaLMHY) 3rigHO 3
KapTOHHIl kopobui KPKA-®APMA pekomMeHgauisimu PRAC. TepMiH BBEAGHHS 3MiH
[.0.0., XopBartis NpoTSArom 6 MicsiLiB Nicnsi 3aTBEpPOXKEHHS.
(BignoBiganbHWN
3a NepBuHHE Ta
BTOPUHHE
nakyBaHHS,
KOHTPOMb cepii
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
Ta BUNycK cepii);
Jla6op JIC CE &
Ko. KT,
HimeuyunHa
(BignoBiganbHWN
3a KOHTpOIb
Mikpob6ionoriyHoi
4ncToTU cepii (y
BUNaaKy
KOHTPOSto cepii
TALO ®apma
m6X)); TAL
dapma 'M6X,
HimeuunHa
(BignoBiganbHMn
3a KOHTpOIb
cepii); TAQ
dapma 'MBX,
HimeuwunHa
(BignoBiganbHWN
3a nepBuHHE Ta
BTOPUHHE
nakyBaHHsi,
BUNYyCK cepii)
149. | HEBIBONOI- TabneTtku no 5 mr; TOB «TeBa YkpaiHa Bupo6HMLTBO 3a ManbTta/ BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a He UA/14877/01/01
TEBA no 10 TabneTtoky Ykpaina» NOBHWUM LIMKITOM: Bonrapis Tmny - 3MiHK Wwopao 6esnekn/edekTMBHOCTI Ta peuyenmom | nidnseae
6nicTepi; no 2 abo Acxtasic J1T, dapmakoHarnsgy. 3miHu y KOpoTKili XxapakTepucTui
no 3 6nictepu B ManbTa; nikapcbKkoro 3acoby, TEKCTi MapKyBaHHsI Ta iHCTPYKUiT
KapTOHHIN kopobLyj; 058 Megu4yHoro 3aCToCcyBaHHA
no 14 tabnetoky Bupo6HuuTBO 3a reHepu4HuX/ribpnaHnx/GionoaibHux nikapcbkux 3acobis
6nicTepi; no 2 NOBHWUM LIMKIMOM: nicns BHECEHHS TiET camoi 3MiHU Ha pedepeHTHUI
Gnictepu B BankaHdapma- npenapar (3MiHa He NoTpebye HafaHHS XOAHUX HOBUX
KapTOHHiI kopobui OynHuusg AT, [ofaTkoBux AaHux). 3MiHW BHECEHO [0 IHCTpYyKUii ans
Bonrapis MeAMYHOro 3acTOCyBaHHS Nikapcbkoro 3acoby Ao
po3ainie "®apmakonoriyni BnactusocTi”, "MNoka3aHHs",
"B3aemogis 3 iHWKMU Nikapcbkumm 3acobamu Ta iHLi
BMAaM B3aemogin”, "OcobnmBocTi 3acTocyBaHHs",
"3acTocyBaHHS y nepioa BariTHOCTi abo rogyBaHHs
rpyaar”, "Cnocib 3actocyBaHHs Ta gosu",
"Mepeno3yBaHHs", "MobiyHi peakuii” 3rigHo 3
iH(bopMaUieto LWoa0 MeAUYHOTO 3aCTOCYBaHHSA
pedepeHTHOro nikapcbkoro 3acoby HEBIJIET®,
TabneTku no 5 mr.
BBeneHHs 3miH npoTArom 6-Tu MicsuiB nicnsi
3aTBEPAKEHHS
150. | HEMPOMMAHT | tabnetkw, BkpuTi Op. Binbmap | HimeyunH [Op. Binbmap HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiHux MaTepianis: 3miHu | bes UA/0414/01/01
obornoHkoto; no 20 LLisabe a LLiBabe MmbX i Tmny - 3MiHK Wwopao 6esnekn/edeKTMBHOCTI Ta peuyenma
TabneTok y 6nictepi; 'm6X i Ko. Ko. KI apmakoHarnsigy (iHwi 3amiHn) 3miHn BHeceHo y n. 17.
no 1 abo no 2 KIr

Gnictepu B
KapTOHHI kopobui

IHLE TekcTy MapKyBaHHsi BTOPUHHOI YNakoBKu
niKapcbKoro 3acoby LLOA0 BUITYyYEHHS NoroTuny 1a
iHdopMaLlii Tpo eKCKIM3MBHOIO NpeAcTaBHUKA.
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep

peecmpayitiHo20

noceio4yeHHs1

151.

HimoauniH

TabneTkn, BKpUTI
NNiBKOBOO
o6onoHkoto, no 30
mr; no 10 TabneTok
y 6nictepi; no 3 abo
5 6nictepis B nayui 3
KapToOHY

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BUPOBHNYUI
LeHTp
"BopLuariscb
KA XiMiko-
bapmaueBT
NYHUIN
3aBog"

YkpaiHa

My6nivyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BMPOBOHMYMIA

LEHTP
"BopLuariBCbkumn
XiMiKko-
thapmaLeBTUYHN

1 3aBog"

YkpaiHa

BHECEHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu |
TMny - 3MiHK Woao Gesnekn/edekTUBHOCTI Ta
chapmakoHarnsgy. 3MiHa y KOpOTKili xapakTepucTuLi
nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii
ANs MeAUYHOro 3aCTOCYBaHHSA Ha NiAcTaBsi perynspHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
pocnimxkeHb 3 6e3nekn 3acTocyBaHHS NikapCbKoro
3acoby B nicnsipeecTpaLiiHvi nepiod, abo sk pesynbtart
OUiHKM 3BITY 3 AOCNIAXeHb, NPOBEeAEHUX BigNOBIAHO A0
nnaxy negiatpnyHmx gocnimkersb (PIP) (3miHy
Y3ro4>KeHO 3 KOMMETEHTHUM YNOBHOBaXEHUM OpraHoMm).
3MiHV BHeceHo o IHCTpyKLUii Ans MeguyHoro
3acToCyBaHHs Nikapcbkoro 3acoby Ao po3ainis
"OcobnumeocTi 3acTocyBaHHs", "NobiuHi peakuii”, a came,
BHeceHa iH(hopMaLisi Wwoao 6e3nekn 3acTocyBaHHs
[it0401 peYOBMHU HiMOAUNIH. TepMiH BBEAEHHSA 3MiH
npoTarom 6 micsAuiB nicnsa 3aTBepKeHHs. 3MiHu | Tuny -
3MiHM woao 6e3nekn/eddekTUBHOCTI Ta
tapmakoHarnagy (iHwi amiHu). 3MiHM BHECEHO A0
IHCTPYKUIiT ANA MEeAMYHOro 3aCTOCyBaHHS NiKapCbKoro
3acoby ao posainy "MoGiyHi peakuii” Woa0 BaXXnMBOCTI
3BiTyBaHHs1 MO Migo3ptoBaHi NoGiyHi peakLii, a Takox
BUITyY€Ha iHCTPYKUIS AN MEAUYHOTO 3aCTOCYBaHHSA
nikapcbKkoro 3acoby, BUKnageHa pocCiiCbKor MOBOLO.
TepmiH BBEAEHHA 3MiH NpoTaroM 6 micauis nicns
3aTBEPKEHHS.

3a
peuenmom

He
nidnsieae

UA/1230/01/01

152.

HI®YPOKCA3U
O BOCHANEK

Karncynv TBepai no
100 mr no 10 kancyn
y BnicTepi, no 3
6nictepu B
KapTOHHiI kopobui

BocHanek
a.a.

BocHis i
"epuerosun
Ha

BocHanek o.4a.

BocHis i
"epueroBuH
a

BHECEHHS 3MiH 0 peecTpaLiiHuXx MaTepianis: 3miHu |
TUny - 3MiHK 3 sikocCTi. [oTOBMIA Nikapcbkui 3acib.
KoHTponb roToBoro nikapcbkoro 3acoby (iHLwi 3miHu)-
OHOBIEHHS BXe 3aTBEPAXXEHUX METOAIB KOHTPOSO
AKOCTI NikapcbKoro 3acoby, a came BUKNaAeHHS TeKCTY
Aep>XaBHOK MOBOIO 3riAHO Cy4aCHMNX BUMOT 3 BHECEHHSAM
peaakTopcbKUX NpaBoK A0 po3ainy “Ynakoska”.
BBegeHHs 3MiH npoTArom 6-Tu MicsuiB nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3miHK 3 akocTi. FoToBMIN
nikapcbkuii 3aci6. KoHTponb roToBoro nikapcbkoro
3acoby. 3miHa y MeToax BUNpobyBaHHS roTOBOro
nikapcbkoro 3acoby (iHLwi 3MiHn y meToaax BunpobyBaHb
(Bkntoyaroum 3amiHy abo JONOBHEHHS)) -3MiHa MeToay
BEPX onsa Bu3Ha4eHHs cynpoBigHMX JOMILLIOK
Hipypokcasuay. Takox 3MiHIETbCS MeToA iaeHTUdiIKauii
Hichypokcasuay, ockinbkv BU3Ha4YeHHs BiabyBaeTbes
yepes metog BEPX ans cynpoBigHNX AOMILLOK.
3artBepgxeHo: Ph. Eur. 3anponoHoBaHo: HSE.
BBegeHHs 3miH npoTArom 6-Tu Micauis nicns
3aTBEPAKEHHS. 3MiHM | Tuny - AOMiHICTPaTUBHI 3MiHW.
3MmiHa Ha3Bwm nikapcbkoro 3acoby. 3aTBepaXXeHo:
EHTEPO®YPUN®. 3anponoHosaHo: HI®YPOKCA3NA
BOCHAJEK. BBeaeHHs1 3MiH npoTsrom 6-Tu micsiuis
nicns 3aTBepOXeHHS.

3a
peuenmom

He
nidnsieae

UA/1991/01/01

153.

HI®YPOKCA3U

Kancynu TeepAi no

BocHanek

BocHis i

BocHanek o.4a.

BocHis i

BHECEHHS 3MiH 0 peecTpaLiiHuXx MaTepianis: 3miHu |

3a

He

UA/1991/01/02
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
0 BOCHANEK 200 wmr, no 8 kancyn n.o. epueroBu "epueroBuH TMny - 3MiHKM 3 sikocTi. FoTOBUIA NikapcbkMi 3aci6. peuenmom nionsieae
y 6nictepi, no 1 abo Ha a KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
2 6nictepu B MeToAax BUNpoOyBaHHSA roTOBOTO fikapCbKoro 3acoby
KapTOHHiI kopooLi (iHWi 3miHK y MeTogax BuNpoOyBaHb (BKMOYa4M 3aMiHy
abo fonoBHeHHs)) -3miHa meTogy BEPX ans
BU3HAYEHHS CYyNPOBIOHNX OOMILLOK Hidbypokcasmay.
Takox 3MiHIETbCA MeTog ineHTudikauii Hidypokcasugy,
OCKinbkn BU3HaYeHHs BiabyBaeTbecs yepes metogd BEPX
ONs CynpoBiaHuX aomilwok. 3aTeepmpkeHo: Ph. Eur.
3anponoHoBaHo: HSE. BBegeHHs1 3MiH NpoTaroM 6-tu
MicauiB nicnsa 3aTBepaXeHHs. 3MiHu | Tuny -
ApMmiHicTpaTuBHI 3MiHW. 3MiHa Ha3BM NikapCcbKoro
3acoby. 3atBepmpkeHo: EHTEPOOYPUN®.
3anponoHoBaHo: HI®YPOKCA3W BOCHATEK.
BBegeHHst 3MiH NpoTarom 6-Tn micauis nicns
3aTBEPAKEHHS.
154. | HONIMNPEN® TabneTkn, BKpUTI e PpaHuis Na6opaTopii ®paHuis BHECEHHS 3MiH 0 peecTpauiiHnx matepianis: 3minHu |l 3a UA/5650/01/02
APTIHIH nniBkOBOKO JIABOPATY Ceps'e lHgacTpi, /lpnangis Tmny - 3MiHuM wopo 6eanekn/edpekTMBHOCTI Ta peuenmom
POPTE o6onoHkoto; no 14 AP CEPB'E€ ®paHuis; Ceps'e dapmakoHarnsgy. BHeceHHs abo 3amiHa(un) oo
TabneTok y (Ipnangis) 3060B'A3aHb Ta yMOB BuAadi peectpauinHoro
KOHTENHepi; no 1 IngacTpic JlTg, noceigyeHHs, BknoYvatoum MNnaH ynpasniHHA pusmkamm
KOHTENHepy Y Ipnangis (3acTocyBaHHsi 3MiH(K), Ski(a) BUMaratoTb(€)
kopobLji 3 KapTOHY; noAanbLUoro o6rpyHTyBaHHS HOBUMMW [OAATKOBUM
no 30 TabneTok y OaHnMK, Wo MarTb HagaBaTUCA KOMMNETEHTHUM
KOHTENHepi; no 1 OpraHoMm, OCKiflbKW BUMaraeTbCs CyTTEBA OLiHKa
abo 3 koHTenHepun y KOMMETEHTHNM opraHoM) 3asiBHUKOM HafaHo
KopobLi 3 KapTOHY oHoBreHun NnaH ynpaeniHHa puankamu Bepcis 3.0.
3MiHun BHeceHo Ao YacTuH: | «3aranbHa iHdpopmadisi» |l
«Cneumdikauis 3 6esnekm» |l «Mnan 3
dapmakoHarnsagy», V «3axoam 3 miHimizauii puaukisy, VI
«Pestome nnaHy ynpasniHHa puankamn» VIl «Jogatkn»
3riIHO BUMOT [0 iHTerpoBaHoro gopmary MyP
(Rev.2.0.1 accompanying GVP Module V Rev.2, Human
Medicines Evaluation Guidance on the format of the risk
management plan (RMP) in the EU — in integrated
format).
Pestome MNnaHy ynpasniHHs pusukamn Bepcis 3.0
[O[A€ETbCS.
155. | HONINPEN® TabneTku, BKPUTI Jle PpaHuis TNa6opaTopii ®paHuis BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3minu |l 3a UA/10248/01/01
BI-®OPTE NniBKOBOO Jlabopatyap CepsB’e IHpacTpi, /lpnangis TMny - 3MiHK Wopao Gesnekn/edekTUBHOCTI Ta peuenmom
obornoHkoto; no 30 CepB'e PpaHuis; Ceps’e dapmakoHarnsaay. BHeceHHs abo 3amiHa(u) oo
TabneTok y (Ipnangisi) 3060B's3aHb Ta YMOB BuAavi peecTpauiiHoro
KOHTelHepi; no 1 IHpacTpic J1Ta, NocBiAYeHHs, BKNtoYaroun NnaH ynpasniHHA pu3nkamu
abono 3 IpnaHais (3acTtocyBaHHA 3miH(1), Aki(a) BUMaraTb(€)

KOHTelHepu B
kopobLii 3 KapTOHY

noganbLoro o6rpyHTyBaHHsS HOBUMU [OAATKOBUM
OaHMMK, WO MaloTb HagaBaTUCSH KOMNETEHTHUM
OpraHoM, OCKiJlbKW BUMaraeTbCs CyTTEBA OLiHKa
KOMMETEHTHUM opraHoM). 3asiBHUKOM HafaHO
oHoBreHun NnaH ynpasniHHa pu3nkamu Bepcis 3.0.
3MiHM BHECEHO [0 YaCTUH:
| «BaranbHa iHdopmauisy, | «Cneumndikauis 3
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayitiHo20
noceio4yeHHs1

6eanekny, Il «MnaH 3 hapmakoHarnsgy», V «3axoou 3
MiHimi3auii pusukis», VI «Pe3tome nnaHy ynpaeniHHS
pusnkammy, VIl «dogatkuy 3rigHo BUMOr oo
iHTerpoBaHoro coopmaty MYP (Rev.2.0.1 accompanying
GVP Module V Rev.2, Human Medicines Evaluation
Guidance on the format of the risk management plan
(RMP) in the EU — in integrated format); Pestome MNnaHy
ynpaeniHHg pu3nkamn Bepcisa 3.0 JogaeTbes.

156.

OHAOAHCETPO
H

TabneTkn, BKpUTI
oboroHkoto, no 8 wmr,
no 10 TabneTok y
6nictepi; no 1
6nictepy B nauuj 3
KapTOHY

MpAT
"TexHonor"

YkpaiHa

MpAT
"TexHonor"

YkpaiHa

BHECEHHS1 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu |
Tmny - 3MiHmM 3 sikocTi. CepTudpikaT BignosigHoOcCTI/IE-
cepTudikar BiaNoBIAHOCTI EBpONENChKIN
tapmakonei/MoHorpadii. MogaHHs HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTi abo BUNYyYEHHSs
cepTudpikaTta BignoBigHOCTI €Bponeicbkin hapmakonei:
ona A®l; ansa BuxigHoro
MaTepiany/peareHTy/NpOMiIXXHOrO NPOAYKTY, L0
BMKOPMCTOBYIOTbCA Y BUpoOHUUTBI ADI; Ans AONOMIKHOT
pevoBUHM (cepTudikaT BianoBiaHOCTI €BpONEnchbKin
tapmakonei) - OHoBReHUN cepTudikart Big yxe
3aTBEpAKEHOr0 BUPOOHUKA, MO4AHHSA OHOBIIEHOTO
cepTudikaTta BignoBigHOCTI €BponeWnchkin dapmakonei
Ne R1-CEP 2004-066 - Rev 04 (3aTBepaxeHo: R1-CEP
2004-066 - Rev 03) ans A®I oHaaHceTpoHy
rigpoxnopuay avrigpary Bif BXe 3aTBepO)KEeHOro
BupobHmka SUN PHARMACEUTICAL INDUSTRIES
LTD., India.

3a
peuenmom

UA/10081/01/02

157.

OHAOAHCETPO
H

TabneTku, BKPUTI
oboroHkoto, no 4 wmr,
no 10 Tabnetok y
6nicTepi; no 1
Onictepy B nauyui 3
KapToHY

MpAT
"TexHonor"

YkpaiHa

MpAT
"TexHonor"

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHuXx MaTepianis: 3minu |
Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikar BiANOBIAHOCTI EBPONENCHKIN
apmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBIIEHOrO cepTudikaTa BignoBigHOCTi abo BUNy4eHHs
cepTudpikaTta BignoBiaHOCTI €Bponeiicbkin hapmakonei:
ona A®l; ona suxigHoro
maTepiany/peareHTy/NpoOMiXKHOro NPOAYKTY, LLO
BMKOPUCTOBYIOTbCA Y BUpOoBHULTBI ADI; Ans AONOMIKHOT
peyvoBUHM (cepTudikaT BiaNoBigHOCTI EBponenchbkin
apmakonei) - OHoBREeHW cepTudikat Bif yxe
3aTBepAKEHOro BUPOBHMKa, NOAAHHSI OHOBIIEHOTO
cepTudikaTa BignosigHocTi €Bponeiickkin hapmakonei
Ne R1-CEP 2004-066 - Rev 04 (3aTBepaeHo: R1-CEP
2004-066 - Rev 03) ans A®Il oHaaHceTpoHy
rigpoxnopuay aurigpaTty Bif BXe 3aTBepaKEeHOro
BupobHka SUN PHARMACEUTICAL INDUSTRIES
LTD., India.

3a
peuenmom

UA/10081/01/01

158.

OHAAHCETPO
H

TabneTku, BKPUTI
oboroHkKot, no 4 mr
no 10 Tabnetok y
6nicTepi; no 1
Onictepy B nayui 3
KapToHY

My6niyHe
aKuioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHWYUIA
LeHTp
"BopLiariscb

YkpaiHa

My6niyHe
akuioHepHe
TOBapWCTBO

"HaykoBo-
BUPOGHWYMIA

LEHTp
"BopLuariscbkui

YkpaiHa

BHECEeHHS1 3MiH 4O peecTpauiiHux maTtepianis: 3MiHu |
Tnny - 3MiHn 3 skocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BiaNoBIAHOCTI €BpONENChKiN
hapmakonei/moHorpadii. MogaHHs HoBoro abo
OHOBIIEHOTO cepTudikaTa BignoBigHOCTi abo BUNYyYEHHS
cepTudpikaTta BignoBiaHOCTI €Bponeiickkin hapmakonei:
ona A®l; ona suxigHoro

3a
peuernmom

UA/3803/01/01
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Ymoeu
aionycky

Peknam
yeaHHs1
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peecmpayitiHo20
noceio4yeHHs1

KN Ximiko-
dapmauesT
NYHUIN
3aBoa”

XiMiKO-
dhapmaLleBTUYHN
1 3aBog"

MaTepiany/peareHTy/NpOMiIXXHOrO NPOAYKTY, L0
BMKOPWUCTOBYIOTBECS Y BUPOBHMLTBI ADI; Ans 4ONOMiIXKHOT
peyoBUHM (cepTudikaT BiaNOBIAHOCTI €BPONENCHKIN
tapmakonei) - HoBuin ceptudpikat Big HoBoro
BMpobHuKa (3amiHa abo [ONOBHEHHS)
nogaHHs HOBOro cepTudikaTa BignoBigHOCTI
€sponecbkin hapmakonei Ne R1-CEP 2009-319-Rev
04 ang gitodoi peyosnHm Ondansetron hydrochloride
dihydrate Big HoBoro BupobHuka SMS
PHARMACEUTICALS LIMITED. (gonoBHeHHs) - 3MiHu |
Tuny - 3MiHn 3 skocTi. A®I. Kontponb A®I. 3miHa y
napameTpax cneuudikadin Ta/abo JonyCTUMUX MEX,
BM3HA4YeHMX y cneuundikauisx Ha Adl, abo
BVXiAHWI/MPOMDKHUI NpoAyKT/pearexT, LWo
BUKOPUCTOBYIOTLCS Y Npoueci BupobHuutea Ad|
(BonoBHEHHs cneumdikauii HOBUM NOKa3HUKOM SIKOCTi Ta
BiAMOBIAHMM METOAOM BUNPODBYBaHHS) - 3MiHW B
cneumdikauii Ta MeTogax KOHTPOSO Aik40i pe4OBUHM 3a
nokasHukamu «3anuLKoBi PO3YNHHUKNY, a came
AOMOBHEHO cneuundikaLiio PO3YMHHUKOM 2-MPOMaHon He
Ginblwe 5000 ppm, SIKWIA KOHTPOMIOETLCS HOBUM
BnpobHmkom SMS PHARMACEUTICALS LIMITED, 3
BigMNOBIgHMM MEeTOA0M BMNPOOYBaHHs

159.

OHAAHCETPO
H

TabneTkn, BKpUTI
obornoHkot, no 8 mr
no 10 Tabnetok y
6nicTepi; no 1
6nictepy B nayui 3
KapToHY

My6niyHe
aKuioHepHe
TOBapuUCTBO

"HaykoBo-
BMPOGHUYMIA

LEHTP
"BopLuariscb
KW Ximiko-
dapmaueBT
NYHUI
3asoa”

YkpaiHa

My6nivyHe
aKuioHepHe
TOBapUCTBO

"HaykoBo-
BUPOGHWYMIA

LeHTp
"BopLuariscbkui
XiMiKo-
dhapmaLueBTUYHN

1 3aBog"

YkpaiHa

BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu |
Tmny - 3MiHm 3 sikocTi. CepTudikaT BignosiaHocTI/lE-
cepTudikar BiANOBIAHOCTI EBPONENCHKIN
apmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo BUMyYeHHS
cepTudpikaTta BignoBiaHOCTI €Bponeiicbkin hapmakonei:
aonsa A®l; ona smxigHoro
maTepiany/peareHTy/npoOMiXKHOro NPOAYKTY, LLO
BMKOPUCTOBYIOTbCA Y BUpOBHULTBI ADI; Ans AONOMIKHOT
peyvoBUHM (cepTudikaT BiaNoBigHOCTI EBponenchbkin
hapmakonei) - HoBuii ceptudgikat Big HOBOro
BMpOBHMKa (3aMiHa abo JOMNOBHEHHS)
noAaHHs HoBOro cepTtudikata BigNoBiAHOCTI
€poneicbkint papmakonei Ne R1-CEP 2009-319-Rev
04 gna gitoyvoi peyosmHM Ondansetron hydrochloride
dihydrate Big HoBoro BupobHuka SMS
PHARMACEUTICALS LIMITED. (gonoBHeHHs1) - 3MiHu |
Tuny - 3MiHn 3 sikocTi. A®I. Kontponb A®I. 3miHa y
napametpax cneuudikauin Ta/abo gonycTMMUx Mex,
BM3HaYeHUX y cneuudikauisx Ha Adl, abo
BUXiOHWIA/MPOMDDKHUIA NpOJYKT/peareHT, Wwo
BUKOPUCTOBYOTBCS Y npoLeci BUpobHuutea AdI
(monoBHeHHs cnevudikaLii HOBUM NOKa3HMKOM SIKOCTi Ta
BiAMOBIAHMM METOAOM BUNPODYBaHHS) - 3MiHW B
crneyndikauii Ta MmeTogax KOHTPOSO 4ilo40i peYOBUHU 3a
nokasHUkaMmn «3anuLLKoBi PO34YMHHUKU», @ came
[OMOBHEHO crneuudikaLito pO34YMHHUKOM 2-NPOonaHon He
Ginblie 5000 ppm, SIKMIN KOHTPOMKETLCS HOBUM

3a
peuenmom

UA/3803/01/02




74 [IpooBxkeHHs JoaaTka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
BnpobHmkom SMS PHARMACEUTICALS LIMITED, 3
BiANOBIgHMM MeTO4OM BUNPOBYBaHHS
160. | OTPUBIH Kpanni HasanbHi 0,1 XaneoH KX LLiseviLapi XaneoH KX LLiseviLapis BHECEHHS1 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | be3 UA/5206/01/02
% no 10 mny CAPI A C.a.p.n. Tuny - 3MiHn Wwopao 6eanekn/edekTMBHOCTI Ta peuenma
dNaKkoHi 3 KPULLIKOKO- hapmakoHarnsay. BeegeHHst abo 3miHu go
nineTkoto; no 1 y3aranbHeHVX JaHUX Npo cucTeMy bapmakoHarnsgy
dnakoHy B (BBEAEHHS y3aranbHEHMX AaHWX NPO CUCTEMY
KapTOHHIN nayui hapmMakoHarnsgy, amiHa ynoBHoBaxeHoi ocobu,
BiZNOBIganbHOI 3a 34iMCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmMakoHarnsgy 3asiBHvKa ons
3AiNCHEHHSA apmakoHarnsgy B YKpaiHi, SKLO BOHA
BigMiHHa Big yNoOBHOBa)eHOi 0cobu, BignoBigansHoi 3a
3[iicHeHHs1 hapMakoHarnagy (BKMoYatoum KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3mileHHi macTep-danna
cuctemun chapmakoHarnagy). 3MiHa yrnoBHOBaXKeHOT
ocobu 3asiBHMKA, BignoBigansHoi 3a dapmakoHarnag,.
[itoua pepakuia: John Poustie. NponoHoBaHa pegakuis:
Sarah Weetch. 3miHa KOHTaKTHUX AaHUX YNOBHOBaXEHOI
ocobu 3asiBHKKa, BignoBigansHoi 3a dhapMakoHarnsag,.
3MiHa KOHTaKTHOI 0CObU 3asiBHMKA, BignoBiganbHoi 3a
tbapmakoHarnag B YkpaiHi. [itoua pegakuia: Knpunisa
"anuHa eopriiBHa / Galyna Kyryliva. NMponoHoBaHa
pepakuis: MNopinuk Aptem Bonogumuposuy / Artem
Horilyk. 3mMiHa KOHTaKTHUX AaHUX KOHTaAKTHOI 0cobu
3asBHMKA, BiANOBIAANbHOI 3a hapMakoHarnag B YKpaiHi.
161. | O®JIOKCALUUH | kpanni oyHi, 3 mr/1 Papma HimeuunH ®apma LUTyneH HimeyunHa BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3miHu | 3a UA/15986/01/01
LWITYNbH 04 mn; no 0,5 mny Ty6- LWTyneH a MM6X TMny - 3MiHK Wwopao 6e3nekn/edekTUBHOCTI Ta peuenmom
KpanernbHuuji, Wo 6X dapmakoHarnagy. BeegeHHs abo 3miHm oo
MiCTUTb OOHY 403y y3aranbHeHUX AaHuX Npo cuctemy papmakoHarnsgy
OYHUKX Kpanenb (BBEOEHHS y3aranbHEHVX JaHUX NPO CUCTEMY
OdbnokcaumH dapmakoHarnsay, 3MiHa YNnoBHOBaXXeHOi ocobu,
WryneH KOO.Mo 5 BiANOBIganNbHOI 3a 34iIMCHEHHS hapMakoHarnsaay;
Ty6-kpanenbH1Lb KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa Ansi
3'egHaHuX y 6nok; 34icCHeHHs hapmakoHarnsagy B YKpaiHi, AKWwo BoHa
no 1 6noky (Ne 5), BigMiHHa Bi yNOBHOBaXeHOi 0cobu, BignoBigansHoi 3a
abo no 2 6noku 3[ilCHeHHs1 hapmakoHarnaay (BKMHYaYM KOHTaKTHI
(Ne10) B AaHi) Ta/abo 3MiHM y po3mileHHi MacTep-danna
antoMiHieBin cucteMmmn cbapmakoHarnsagy) - 3mMiHa ynoBHOBaXeHO!
ynakoBLui abo no 6 ocobu 3asiBHUKa, BiAMNOBiAanbHOI 3a hapmakoHarnsg.
6nokie (Ne30 koxHi 2 [itova pepakuis: Dr. Karl Luschmann. MNponoHoBaHa
6rnoku B antoMiHieBiln pepakuis: Dr. Michaela Bergmann. 3miHa KOHTaKTHUX
ynakoBui) Ty6- OaHuxX ynoBHOBaXeHOi 0cobu 3asiBHMKa, BiAnoBiganbHoi
KpanenbHUUb y 3a cpapmakoHarnsig. 3miHa KOHTaKTHOI 0cobu 3asiBHMKA,
KapTOHHIl kopoOLi BignoBigansHoi 3a hapMakoHarnsg B Ykpaini. [iroya
penakuis: CowHikoBa Anna MetpieHa / Soshnikova Alla
Petrivna. MNponoHoBaHa pepakuis: YaneHko OnekcaHapa
IropiBHa / Chalenko Oleksandra lhorivna. 3miHa
KOHTaKTHMX JaHNX KOHTaKTHOI 0cobU 3asiBHUKA,
BignosiganbHoI 3a dapmMakoHarmnsg B YkpaiHi
162. | MAKCUN TabneTtkn, BKpUTI nakcoCwmit Benuka Oendapm Monbwa BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/8573/01/01
obornoHkoto, no 20 KnanH BpuTaHis MosHaHb C.A. TMny - AOMiHiCTpaTuBHI 3MiHW. 3MiHa HaiMeHYBaHHS peuenmom
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
mr; no 14 TabneTok EkcnopT Ta/abo agpecu 3asBHUKA (BNacHUKa peecTpauiiHoro
y 6nictepi; no 2 Timiteq noceigyeHHs). 3miHa agpecu 3asBHUKa (BNacHUKa
Gnictepn y peecTpaLinHOro NocBig4eHHs)
KapTOHHI kopobui
163. | MAHAQON TabneTku wunyyi; no | Xaneow HOK Benuka damap A.B.E. peuis/ BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:3miHu | bes UA/2691/02/01
EKCTPA 2 TabneTkn y TpengiHr BpuTaHis AHTOCa nnaHT, Ipnangis TMny - 3MiHM 3 sikocTi. FoTOBUIA NikapcbkMi 3aci6. peuenma
GaraToLuapoBomy Timiteq [peuis; KoHTponb rotoBoro nikapcbkoro 3acoby (iHLwi 3MiHW)
cTpuni; no 6 cTpunis 'makcoCmiTKna BHeceHHs yTOUHIO04MX 3MiH A0 cneuudikadii Ta
Y KapTOHHI KopobLi; H [aHrapsaH MeToaiB KoHTponto 113, Bkntoyaym 3amiHy Ha3su
no 4 Tabnetkny Nimiten, nokasHuka/meTogukn «4ac po3ymMHEHHs»
GaraToLuapoBomy IpnaHais (3anponoHoBaHo «Yac po3nagaHHs») Ta BignoBigHy
cTpuni; no 3 cTpunu TEKCTOBY KOpekLito meToaunkm «lMokasHuk pH».
Y KapTOHHIlA kopobui BBegeHHst 3MiH NpoTarom 6-Tn micauis nicns
3aTBepAKeHHs. 3MiHu | Tuny - 3miHK 3 akocTi. FoToBwMIA
nikapcbkuii 3aci6. KoHTponb roToBoro fikapcbkoro
3acoby (iHLWi 3MiHK)
BHeceHHs1 yTOuHIO4MX 3MiH Ao cneuudikauii M3 y
MKA 13, a came o nokasHuka «Onuc» 3 MeTo
NpUBEAEHHSA Y BIANOBIAHICTb 4O 3aTBEPOKEHOI
OoKyMeHTauji. BBegeHHs1 3mMiH npoTarom 6-tu micsiuiB
nicnsi 3aTBepOXEHHS.
164. | MAHAQON TabneTkn, BKpUTI XaneoH tOK Benuka nakcoCwmitKna IpnaHais BHECEHHS 3MiH [0 peecTpauiinHuX maTepianis: 3miHu | bes UA/13747/01/01
EKCTPA NniBKOBOKO TpengiHr BpuTaHis H JaHrapBaH TMny - 3MiHn Wwopao 6e3nekn/edekTMBHOCTI Ta peuenma
EOBAHC obornoHkoto; no 12 TimiTen Nimiten tapmakoHarnagy. BeegeHHsi abo 3miHn oo
TabneTok y 6nictepi; y3aranbHeHVX AaHnX Npo cuctemMy hapmakoHarnsgy
no 1 6nictepy B (BBEAEHHS y3aranbHEHMX OAHWX NPO CUCTEMY
KapTOHHiI kopobui dapmakoHarnsay, 3MiHa yrnoBHOBaXeHoi ocobu,
BiANOBIganNbHOI 3a 34iIMCHEHHS hapMakoHarnsaay;
KOHTaKTHOI 0CO0M 3 hapMakoHarnsigy 3asiBHuUKa Ansi
34iCHeHHs hapmakoHarnsgy B YKpaiHi, SKWo BoHa
BigMiHHa Bi yNOBHOBaXeHOi 0cobu, BignoBigansHoi 3a
3[iNCHeHHs hapmakoHarnagy (BKIMHOYaYM KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3mileHHi MacTep-danna
cucTeMu chapmakoHarnsgy) 3MiHa ynoBHOBaXEHOT
ocobu 3asBHUKa, BiAMOBIAANbLHOI 3a hapmakoHarnsg.
[itova pepakuia: John Poustie. NponoHoBaHa pegakuis:
Sarah Weetch. 3miHa KOHTaKTHMX AaHWUX YNOBHOBaXEHOI
ocobu 3asBHUKa, BiAMOBIAANbLHOI 3a hapmakoHarnsg.
3MiHa KOHTaKTHOI 0cobK 3asiBHUKA, BianoBigansHoi 3a
capmakoHarnag B YkpaiHi. [itoua pegakuis: Kupunisa
anuHa leopriiBHa / Galyna Kyryliva. lNponoHoBaHa
pepakuisi: Mopinuk Aptem Bonogumuposuy / Artem
Horilyk.
3MiHa KOHTaKTHMX JAHMX KOHTaKTHOI 0CO6U 3asiBHUMKA,
BignosiganbHoi 3a dapMakoHarnsg B YKpaiHi.
165. | MAHKPEATUH TabneTkn, BKpUTI AT YkpaiHa AT "BITAMIHL" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHiX MmaTepianis: 3miHu | bes UA/0337/01/03
060oroHKoto, "BITAMIHN" TMny - AOMiHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuenma
KMLLKOBOPO34MHHI MO Ta/abo agpecy MicLs NPOBaMKEHHS AiSNbHOCTI
250 wmr, no 10 BUPOGHMKa (BKMOYa4uuM, 3a HEOOXiAHOCTI, MicLe

TabneTok y 6nictepi;
no 1, abo no 2, abo

npoBefeHHS KOHTPOMIO SIKOCTi), abo BnacHuKa macTep-
darina Ha ADI, abo noctayanbHuka ADI/BuxigHoro
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep

peecmpayitiHo20

noceio4yeHHs1

no 5, abo no 6
6nicTepiB y nayui 3
KapTOHY

MaTepiany/peareHTy/NpOMiIXXHOrO NPOAYKTY, L0
3aCTOCOBYHOTLCS Y BUPOOHULTBI API (AKLLO 3a3HaYeHO Y
[OCbe Ha nikapcbkui 3acib) 3a BiacyTHOCTI cepTudikara

BiNOBIgHOCTI €Bponewnchkin hapmakonei y
3aTBEpAKEHOMY A0Cbe, abo BUPOOHMKA HOBOT
[OMOMIDKHOI PEYOBUHM (SIKLLO 3a3Ha4YeHOo Y [oCbe) 3MiHa
agpecy BUpobHMKa Aitoyoi pedoBuHU MNaHkpeaTuH
"Deyang Sinozyme Pharmaceutical Co., Ltd".
Bupob6Hmya ginbHuua Ta yci onepaldii 3anuwatotbea 6e3
3MiH.

166.

NMAHKPEATUH
®OPTE

no 10 TabneTok y
6nictepi; no 2,4, 5
abo no 6 GnicTepiB y
navui 3 KapToHy

AT
"BITAMIHL"

Ykpaina

AT "BITAMIHN"

Ykpaina

BHECEHHS 3MiH 40 peecTpauinHuX maTepianis: 3miHu |
TMny - 3MiHKM 3 sikocTi. FoToBUIA NikapcbkMin 3aci6.
CTabinbHicTb. 3miHa y TepMiHax npugaTHocTi abo

ymoBax 30epiraHHsi roTOBOro fikapcbkoro 3acoby (3miHa

y 3aTBEpAXeHOMY NMpoToKoni cTabinbHocTi) - 3miHa y

3aTBEepAKeHOMY MPOTOKONi cTabinbHOCTI, Woao
nepioaNYHOCTI 3AINCHEHHS KOHTPOSIO Nif Yac BUBYEHHSA
cTabinbHoCTI, 3 BignoBigH1MM 3amiHamu B p. 3.2.P.8.
CrtabinbHicTb. 3aTBEpaKEHO:

MpoTokon BMBYEHHS cTabinbHOCTI. YMoBU: (25+2)°C,
(60+5%) RH. YacToTa: Moka3sHuku «Onncy,
«PosnagaHHsa», «KinbkicHe BU3Ha4YeHHS» i3 YacToTo: 1
pa3 B 3 micsUi B nepLunii pik 36epiraHHs, 1 pa3 B 6
MicsiliB B gpyrui pik 36epiranHs. [ig yac BMnycky Ta no
3akiH4eHHI0 36epiraHHsi KOHTPOSb 34iMCHIOTL 3a BCiMa
nokasHukamu fjroyoi cneumdikadii. 3anponoHoBaHo:
[MpoTokon BMBYEHHS CTabiNbHOCTI.

Ymosu: (25+£2)°C, (60+5%) RH. YacTota: MokasHukn
«Onucy, «Po3snagaHHs», «KinbkicHe BU3HAYEHHS» i3
yacTtoToto: 1 pa3 B nepLumii pik 3bepiraHHs, 1 pa3 B 6
MicsauiB B Apyrui pik 36epiraHHs. MNoka3Huk
«MikpobionoriyHa unctoTa»: nig 4ac BUMYCKy i No
3aKiHYEHHI0 TepMiHy 36epiraHHsl.

be3
peuenma

UA/0337/01/01

167.

NAHKPEATUH
®OPTE

TabneTku, BKPUTI
060r10HKOI0,
KMLLKOBOPO34MHHI; in
bulk Ne 800: no 10
Tabnetok y bnicrepi;
no 80 6nicTepiB y
kopoobui

AT
"BITAMIHN"

YkpaiHa

AT "BITAMIHN"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiHMXx MaTepianis: 3miHu |
Tmny - 3MiHK 3 SKocTi. [O0TOBMI Nikapcbkuin 3acib.
CrabinbHicTb. 3miHa y TepMiHax npuaaTHocTi abo

ymoBax 36epiraHHsi FOTOBOroO NikapCbkoro 3acoby (3miHa

y 3aTBEPAXEHOMY NMPOTOKONi cTabinbHOCTi) - 3MiHa y

3aTBEPXEHOMY NPOTOKONI CTabinbHOCTI, LWoao
nepioANYHOCTI 3AINCHEHHS KOHTPOMIO Nig Yac BUBYEHHS
cTabinbHOCTI, 3 BignoBigHMMK 3miHamu B p. 3.2.P.8.
CrabinbHicTb. 3aTBepaxeHo:

MpoTokon BUBYEHHS cTabinbHocTi. YMoBuU: (25+2)°C,
(60+5%) RH. YacToTa: MNMokasHukn «Onncy,
«Po3nagaHHsa», «KinbkicHe BU3HAYEHHS» i3 YacToTo: 1
pa3 B 3 Micsaui B nepLunii pik 36epiraHHsi, 1 pa3 B 6
MicauiB B gpyrui pik 36epiranHs. ig yac Bunycky Ta no
3aKiH4eHH!0 36epiraHHs1 KOHTPOMb 34iMCHIOTL 3a BCiMa
nokasHukamu gjroyoi cneyumdikadii. 3anponoHoBaHo:
[MpoToKON BUBYEHHS CTaBiNbHOCTI.

YmoBu: (25+2)°C, (60+5%) RH. YacTota: [MokasHuku

UA/11376/01/01
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Peknam
yeaHHs1

Homep
peecmpayitiHo20
noceio4yeHHs1

«Onucy, «Po3nagaHHs», «KinbkicHe BU3HAYeHHs» i3
YyacToToto: 1 pa3s B nepLumii pik 36epiraHHs, 1 pa3 B 6
MicsiLiB B Apyrun pik 36epiraHHs. NokasHuk
«MikpobionoriyHa ynucToTay: nig vyac BMMNycKy i no
3aKiHYEHHI0 TepMiHy 36epiraHHsi.

168.

NAHTEHON

Tabnetkun no 100 mr;
no 20 a6o 50, abo
100 TabreTok y
CKNsiHOMY (brakoHi;
no 1 conakoHy B
KapTOHHIN nayui

TOB «MIBE
YKPATHA»

YkpaiHa

Mmibe MmbX
ApuHanmiTTens

Himeyumna

BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3MiHu |
Tuny - 3MiHK 3 siKoCTi. FOTOBWI NikapcbkuMii 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikaui Ta/abo JonycTUMMUX Mex
roTOBOrO MiKapCbKOro 3acoby (3BY>XEHHS A0MyCTUMUX
MeX) BHECEHHS 3MiH A0 crneumdikaLii roToBoro
nikapcbKoro 3acoby Npu BUMYCKY Y 3B'A3KY 3 3BY)XEHHAM
AOMYCTUMMX MEX (TBEPMKEHHS B YNCMOBUX 3HAYEHHSX)
nokasHuka “Bucota Tabnetku” (3aTBepaXKeHo: npnbnus.
3,5 mm; 3anponoHoBaHo: 3,4 — 3,7 mm). B pamkax uiei
3MiHW BHOCATbCA peaakuiviHi 3miHn o po3aginy 3.2.P.2.
dapmaneBTU4Ha po3pobka. 3atBepaxeHo: Editorial
changes: 3.2.P.2.1.1: “Mibe GmbH Arzneimittel used the
active ingredient Dexpanthenol from suppliers DSM,
Daiichi and BASF SE. All suppliers own a certificate of
suitability for the active ingredient Dexpanthenol and all
three substances have a similar quality”. 3.2.P.2.2.3:
Parameter “Diameter/Tablet high” 3anponoHosaHo:
Editorial changes: “Mibe GmbH Arzneimittel used the
active ingredient Dexpanthenol from suppliers DSM, and
BASF SE. All suppliers own a certificate of suitability for
the active ingredient Dexpanthenol and all substances
have a similar quality”. 3.2.P.2.2.3: Parameter
“Diameter/Tablet high”. 3mitu | Tuny - 3miHn 3 AkocTi.
[oToBwMI Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpiB cneuudikadin
Ta/abo [oNyCTMMUX MEX rOTOBOIO MikapCbKoro 3acoby
(3BY>XEHHS1 AOMYCTUMMX MEX) BHECEHHS 3MiH [0
cneumdikaLii roToBoro nikapcbkoro 3acoby npu BUMycky
y 3B’513KY 3 3BY>KEHHAM JOMYCTUMMX MeX (TBEPOXKEHHS B
YMCMNOBUX 3HAYEHHSIX) NoKasHuKa “fiameTp TabneTkn”.
B3aTtBepaxeHo: npnbnus. 13 mm 3anponoHoBaHo: 12,8 —
13,4 Mmm. 3MmiHun | TUny - 3MiHm 3 sakocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb roToBoro nikapcbkoro
3acoby. 3miHa napameTpiB cneumdikauin Ta/abo
[OMyCTUMMX MEX rOTOBOTO MiKapCbKoro 3acoby
(3BY>KEHHS1 JOMYCTUMUX MEX) BHECEHHS 3MiH [0
cneumdikaLii roToBOro nikapcbkoro 3acofy y 3B’si3ky 3
3BY)XEHHSAM JONYCTUMUX MEX (TBEPIPKEHHSI B YNCIIOBMX
3Hau4eHHsIX) nokasHuka “CepefHs maca”. 3aTBepaXeHo:
npubnus. 600 mr
3anponoHoBaHo: 598,8 — 623,2 Mr

be3
peuenma

UA/11523/01/01

169.

NAPALIETAMO
N-0APHUUA

Tabnetkun no 200 mr
no 10 TabneTok y
KOHTYPHilA
YapyHKOBIN

MpAT
"®apmaueBT
nyHa cipma

"OapHuus"”

YkpaiHa

MpAT
"®apmaueBTUYH
a cipma
"OapHuus"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiHux MaTepianis: 3miHu |
Tuny - 3MiHK 3 sikocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BiaNoBIAHOCTI €BpONENChKin
dapmakonei/MoHorpadii. 3miHW, NoB's3aHi 3

Ne 10 - 6e3
peuenma;
Ne 100 — 3a

peuenmom

UA/4369/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
ynakoBui; no 1 abo HeoOXigHICTIO NpMBeaeHHs Yy BignoBigHICTL A0
no 10 KOHTYPHUX MoHorpadii APY abo Esponeiicbkoi thapmakonei, abo
YapyHKOBUX iHLWOT HaLioHanbHOT hapmakonei aepxasu €C (iHLWi
YyNakoBOK Yy nayui; no 3MiHM), NpyBeAeHHs cneundikauii Ta aHaniTMYHMX
10 TabneTok y MeToAMK Ha AOMOMXHY pevoBuHy MosigoH (K25) go
KOHTYPHMX BUMOr MoHorpadgii EP Ta [1dY.
YapyHKOBMX
ynakoBkax
170. | MAPALIETAMO | Tabnetku no 500 mr, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS1 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | be3 UA/4369/01/03
N-0APHUUA no 10 Tabnetok y "®apmaueBT "®apmMaueBTUYH Tmny - 3MiHmM 3 sikocTi. CepTudpikaT BignosigHoOcCTI/IE- peuenma
KOHTYPHIl nyHa cipma a cbipma cepTudikaT BiANoBiAHOCTI €EBpONEnchKi
YapyHKOBIMn "ONapHuus" "NapHuus" dapmakonei/moHorpadii. 3MiHK, NoB'A3aHi 3
ynakosui; no 1 HeoOXigHICTIO NpMBeaeHHs Yy BignoBigHICTb A0
KOHTYPHil moHorpadii 1PY abo €sponerncbkoi hapmakonei, abo
YapyHKOBIl ynakoBLj iHLWOT HauioHanbHOI hapmakonei aepxasu €C (iHLWi
y nayui; no 10 3MiHu) - MNMpueeneHHs po3ginis 3.2.P.4.1. 1a 3.2.P.4.2.
TabneTok y PeECTPaLiNHOro AOCbE Ha AOMOMiIXHY peyvoBuHy NoBigoH
KOHTYPHUX 0o BuMor MoHorpadii «Povidone» gitodoi pegakuii
YapyHKOBUX €Bponeiicbkoi Papmakonei Ta PY
ynakoBkax
171. | MEKTONBAH® cupon, no 100 mny AT YkpaiHa AT "dapmak” YkpaiHa BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 6e3 UA/9396/01/01
nnwoLy nakoHi CKNgHOMY "®apmak” Tmny - 3MiHK 3 gKocTi. [0TOBMI Nikapcbkuin 3acib. peuenma
6pyHaTHOro Cunctema KoHTenHep/3akynoproBanbHuii 3acio. 3miHa y
Konbopy; no 1 NEepPBUHHIN ynakoBLi FOTOBOro Nikapcbkoro 3acoby (iHLui
dnakoHy pasom 3 3MiHW) BHECeHHs1 3MiHu Jo p. 3.2.P.7. Cuctema
TIOXKOH KOHTeNHep/3aKynoptoBanbHuii 3acid, a came 3amiHa
[03yBarnbHO/03Yt0 KpuLukm 3akynoptoBanbHO-HarB1HYyBarnbHol 3
4O y nayui 3 KOHTpOMem nepLuoro BigkputTs Tun 1.44 (A),
KapToOHy BUpobHMUTBa komnaHii TOB «Papmmaluy», YkpaiHa Ha
KpuLuky 3akynoptoBarnibHO-HarBMHYyBarbHYy 3 KOHTPONEM
nepworo BiagkpuTTa Tun 1.44 (B), BUpobHuUTBa KOMNaHii
TOB «®apmMmally», YKpaiHa, y 3B’a3Ky 3 MPUNUHEHHAM
BBUPOOHULITBA KpULLKK Tuny 1.44 (A). 3anponoHoBaHui
TUMN KPULLKU Ma€e KpaLli Noka3HWKM no 3abesneyeHHo
repMeTusaulii CKNsiHoro cpriakoHy.
172. | NIPAHTENY MOPOLLIOK TOB YkpaiHa Inka IHAis BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3miHa - UA/10687/01/01
NMAMOAT (cybcTaHuis) y "TMEOPAP JNabopeTopic 3agBHuka 113 (MIBI) (BnacHvka peecTpauiiHoro
nakeTax noaBiNHMX M nTa" Timiteq nocsigyeHHs) (3rigHo Hakasy MOS Big 23.07.2015 Ne
nonieTuneHoBmx 460): 3miHa 3asBHMKa (BNacHWKa peecTpauiiHoro
ans NOCBIAYEHHS).
hapmaLeBTUYHOro
3acTocyBaHHs
173. | MONIMIK® TabneTkn, BKpUTI TOB YkpaiHa KYCYM IHAisa BHECEHHS 3MiH [0 peecTpaLiiHuX MaTepianis: 3miHu | 3a UA/7657/01/01
obornoHkoto no 10 «MMEQPAP XENTXKEP MBT Tmny - 3MiHK Wwopao 6esnekn/edekTUBHOCTI Ta peuernmom
TabneTok y 6nictepi; M NTO» nTa hapmakoHarnsigy (iHwi 3amiHu). 3MiHU BHECEHO Yy TeKCT

no 1 6nictepy B
KapTOHHIl ynakoBLi

MapKyBaHHsi MePBUHHOI (1. 6) Ta BTOpUHHOI (n. 16, 17)
YMaKoBKM NiKapCbKoro 3acoby Woao YTOYHEHHS
iHdopMaLii, 3a3HadeHoi WpudTom Bpans, HanexHocTi
noroTuny, a TakoX AoAaBaHHSA dpasn Npo TEXHIYHY
iHcpopmalito BUpobHUKa. BBeaeHHSA 3MiH npoTarom 6-tu
MicsILiB Micnsi 3aTBEPAXKEHHS.
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174. | MPOKTO- KpeMm pekTanbHui; Pekopgaari Ipnangis Pekopgaari ITanis BHECEHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | be3 UA/4678/01/01
rMIBEHON no 30 r kpemy y Ty6i; | Aineng Nta IHgacTpia Ximika Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTi/lE- peuenma
no 1 1y6iy e dapmacesTika cepTudikaT BiaNnoBiaHOCTI €BpONEnCchbKin
KOMMNIEKTI 3 C.n.A,, Itanis dapmakonei/moHorpadii. MogaHHsa HoBoro abo
Hacafko y abo OHOBIIEHOTO cepTudikaTa BignoBiAHOCTI abo BUNMYyYEHHS
KapTOHHIN naywi BAM®APMA cepTudikarta BignoBiaHOCTI €Bponenchkin dhapmakonei:
C.P.N., Itanis ans A®l; onsa BuxigHoro
mMaTepiany/peareHTy/MpoOMiXXHOro NPOAYKTY, LLO
BUKOPUCTOBYHOTLCS Yy BUPOOHMLUTBI ADI; Anst 4ONOMiKHOT
peyoBUHM (cepTudikaT BiaNOBIAHOCTI €BPONENCHKIN
dapmakonei) - OHoBneHnn cepTudikat Bif yxe
3aTBepOKeHoro BUpobHuka. NogaHHst OHOBNEHOrO
cepTudikaTta BignoBigHoCTi €Bponenchbkin hapmakonei
Ne R1-CEP 2015-385 - Rev 00 (3atBepaxeHo: RO-CEP
2015-385 - Rev 02) gnsa A®l TpubeHoanay Bia Bxe
3aTBepaxeHoro BupobHnka RECORDATI INDUSTRIA
CHIMICA E FARMACEUTICA S.P.A. 3miHu | Tuny -
3MiHu 3 akocTi. CepTtudikat signosigHocTi/lE-
cepTudikaT BianoBigHOCTI €Bponenchbkin
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOTrO cepTudikaTa BignoBigHOCTi abo BUNYyYEHHS
cepTudikarta BignoBiaHOCTI €Bponenchkin dhapmakonei:
ans A®l; ans BuxigHoro
MaTepiany/peareHTy/NpOMiXXHOIO NPOAYKTY, L0
BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; Ans 4ONOMiKHOT
peyoBUHYM (cepTudikaT BiANOBIZHOCTI €EBpONENCHKIN
apmakonei) - OHoBReHW cepTudikat Bif yxe
3aTBepOKeHoro BUpobHuka. NogaHHs OHOBNEHOTO
cepTudpikaTa BiANOBIAHOCTI €BpoNeichkin dapmakonei
Ne CEP 2015-385 - Rev 01 ans A®| TpubeHosuay Bia
BXe 3aTBepaeHoro BupobHuka RECORDATI
INDUSTRIA CHIMICA E FARMACEUTICA S.P.A.
175. | MPOKTO- cynosutopii Pekoppaarti IpnaHgis Oenbdapm PpaHuisi/ BHECEHHS 3MiH 0 peecTpaLiiHux MaTepianis: 3miHu | bes UA/4678/02/01
rMIBEHON pekTarnbHi; no 5 AineHp NTo IOHiHr C.A.C., ITania Tuny - 3MiHn 3 sikocTi. CepTudikaT BignosigHocTi/lE- peuenma
CynosuTopiis y PpaHuis cepTudikaT BignoBigHOCTI €EBpoNenchKi
6nicTepi; no 2 abo apmakonei/moHorpadii. MogaHHsa HoBoro abo
Gnictepu B 3ETA OHOBMEHOro cepTudikaTta BignoBigHOCTI abo BUMyYeHHS
KapTOHHiIN kopobui SAPMACEBTIMI cepTudpikaTta BignoBigHOCTI €Bponeiickbkin hapmakonei:
C.M.A., ltania aonsa A®l; ona smxigHoro
abo MaTepiany/peareHTy/NpOMiXXHOIO NPOAYKTY, L0
TEMMIIEP BMKOPUCTOBYIOTbCH Y BUpobHUUTBI A®I; Ans AonomikHOT
ITANIA C.P.J,, peyvoBUHM (cepTuUdikaT BiaNoBigHOCTI EBponenchbkin
ITanis

apmakonei) - OHoBREeHU cepTudikat Bif yxe
3aTBepOkeHoro BUpobHuka. NogaHHs OHOBNEHOro
cepTudikaTa BignosigHOCTi €Bponeiickbkin dhapmakonei
Ne R1-CEP 2015-385 - Rev 00 (3aTBepaeHo: RO-CEP
2015-385 - Rev 02) gnsa A®l TpubeHo3snay Bia Bxe
3aTBepakeHoro BupobHuka RECORDATI INDUSTRIA
CHIMICA E FARMACEUTICA S.P.A. 3Minu | Tnny -
3miHu 3 akocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI €Bponenchkii
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dapmakonei/moHorpadii. MogaHHsa HoBoro abo
OHOBIIEHOTO cepTudikaTa BiANOBIAHOCTI abo BUMYyYEHHS
cepTudikarta BignoBiaHOCTI €Bponenchkin hapmakonei:
ana A®l; onsa BuxigHoro
mMaTepiany/peareHTy/NpOMiXXHOro NPOAYKTY, LLO
BUKOPUCTOBYHOTLCS Yy BUPOOHULUTBI ADI; Anst ONOMiKHOT
peyoBUHM (cepTudikaT BiaNOBIAHOCTI €BPONENCHKIN
dapmakonei) - OHoBneHnn cepTudikat Bif yxe
3aTBepakeHoro BUpobHuka. NogaHHs OHOBNEHOro
cepTudikaTta BignoBigHOCTI €Bponenchkin dapmakonei
Ne CEP 2015-385 - Rev 01 ana A®l TpubeHosuay Big
BXe 3aTBepmpkeHoro BupobHnka RECORDATI
INDUSTRIA CHIMICA E FARMACEUTICA S.P.A.
176. | MYNIbMOBPI3® | TabneTkun, BKpUTI TOB «Mosi YkpaiHa Caga Xenckea IHais/ BHECEHHS 3MiH [0 peecTpauiinHuX maTepianis: 3miHu | bes UA/10212/01/01
06ornoHkoto, no 9 Xenc» NTa, IHpis; YropwmHa Tmny - 3MiHuM wopo 6eanekn/edekTMBHOCTI Ta peuenma
Tabnetok y 6nicrepi; Megaiton dapmakoHarnsgy (iHwi 3amiHW) - 3MiHWM BHECEHO B TEKCT
no 1 6nictepy B dapmachbtoTikan MapKyBaHHS! NEPBUHHOI YNAKOBKM MikapCbKOro 3acoby y
KapTOHHIN ynakoBLyj; JItg., YropwwmHa n. 1. «HA3BA JIIKAPCbKOI'O 3ACOBY», n. 2.
no 20 TabneTtok y «KINBbKICTb AI0YOT PEYOBUMHWY, n. 6. «IHLWE»,
6nictepi; no 1 abo BTOPWHHOI ynakosku B n. 2. «KINbKICTb OIK0YOI
no 2 6nictepu B PEYOBWHW», n. 5. «CMOCIB TA WNAX BBEAEHHA»,
KapTOHHIl ynakoBLi n. 15. «ANA NIKAPCbKNX 3ACOBIB, AKI
MPU3HAYEHI ANA CAMOCTIVHOIO NIKYBAHHSA —
IHOOPMALIA LLOAO SACTOCYBAHHA» Ta iHLWi
He3HauyHi peaakuiviHi NpaBKM B TEKCTI MapKyBaHHSA
ynakoBku. BBegeHHs 3MiH npoTaroM 6-Tu micauis nicns
3aTBEPKEHHS.
177. | PECUTAP TabneTkn, BKpUTI AT "Apaven Monbwa AT "Apamven MonbLa BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3minu |l bes UA/18471/01/01
NniBKOBOO Papma” Papma"” Tmny - 3MiHn 3 gkocTi. A®I. (iHwWi 3mMiHW) NogaHHsA peuenma
obornoHkoto, no 1,5 oHoBneHoi Bepcii ASMF Bupo6Huka Sichuan Xieli
mr; no 50 TabneTok Pharmaceutical Co., Ltd., Kutan gns A®| Liutnauny.
B GnicTepi; no 2 3aTBepaxeHa Bepcis: open part: Version No. 7/ 2017-
6nictepa B 05-31 register part: Version No. 3 2017-02-09.
KapTOHHiI kopobui 3anponoHoBaHa Bepcisi: open part: Version No. 10/2018-
12-10 register part: Version No. 5/2019-02-28
178. | PETPOBIP pO34MH Ans iHdY3in, BiiB Benwuka nakco Benvka BHECEHHS 3MiH 0 peecTpaLiiHuXx MaTepianis: 3miHu | 3a UA/0232/01/01
10 mr/mn; no 20 mn Xenckep OK | BpuTtaHisa OnepenwHc HOK BpuTtaHisa Tmny - 3MiHK Wwopao 6esnekn/edeKTMBHOCTI Ta peuenmom
y donakoHi; no 5 Nimiteq Timiteq dapmakoHarnsagy (iHwi 3miHu)

dnakoHiB y
KapTOHHiIl kopobuyi

3MiHV BHECEHO B TEKCT MapKyBaHHSi BTOPMHHOI YNaKkoBKu
nikapcbkoro 3acoby y n. 17 «IHWE». BHeceHHs 3MiH fo
po3giny “MapkyBaHHsa” MKA 113. 3atBepmkeHo:
MapkupoBka MpunaraeTtcs. 3anponoHoBaHo:
MapkyBaHHS 3rigHO 3 3aTBEPAXKEHNM TEKCTOM
MapKyBaHHS.

BBegeHHs 3miH npoTArom 6-Tu Micauis nicns
3aTBepAKeHHS. 3MiHu | Tuny - AgMiHiCTpaTUBHI 3MiHW.
3MmiHa Ha3BwM nikapcbkoro 3acoby
3miHa HasBm nikapcbkoro 3acoby. SATBEPIPKEHO:
PETPOBIP™ (RETROVIR™) 3ANPOMOHOBAHO:
PETPOBIP (RETROVIR) BeeaeHHs 3MiH npoTsrom 6-tu
MicauiB nicnsa 3aTBepaAXeHHs. 3miHu | Tuny - 3miHn 3
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siKocTi. [oTOBMI Nikapcbknii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby (iHwWi 3MiH1) OHOBMEHHSs BXe
3aTBEPKEHVX METOAIB KOHTPOIO SIKOCTi MikapcbKoro
3acoby, a came: BUKNagEeHHs TEKCTY AepXaBHOK MOBOIO
3rigHO Cy4acHux Bumor. BeeaeHHs amiH npoTtarom 6-tu
MicsUiB MicNsa 3aTBepAXEHHS.
179. | PUBOKCUH TabneTku, BKpUTI AT Ykpaina AT Ykpaina BHECEHHS 3MiH 40 peecTpauinHuX maTepianis: 3miHu | 3a UA/0416/01/01
NNiBKOBOIO "KMNIBCbKW "KUIBCbKN TNy - 3MiHK Woao 6esnexkn/edpekTMBHOCTI Ta peuernmom
obornoHkoto, no 200 n BITAMIHHU dapmakoHarnagy. BeegeHHs abo 3miHn oo
mr no 10 Tabnetoky | BITAMIHHA 3ABOL" y3aranbHeHUX AaHux Npo cuctemy hapmakoHarnsay
6nictepax; no 10 " 3ABOO" (BBEAEHHS y3aranbHEHVX AaHUX NPO CUCTEMY
Tabnetok y 6nicrepi; dapmakoHarnsgy, 3miHa ynoBHOBa)keHoi ocobu,
no 5 Gnictepis y BiANOBIgaNbHOI 3a 34iNCHEHHS hapMakoHarnaay;
navui KOHTaKTHOI 0cobu 3 hapmakoHarnsaay 3asiBHvKa Ans
30iNCHeHHs hapmakoHarnsay B YKpaiHi, SKWwo BoHa
BigMiHHa Big yNOBHOBa)eHOi 0cobW, BignosigansHoil 3a
3[iNCHeHHs hapmakoHarnagy (BKMHOYaYM KOHTaKTHI
OaHi) Ta/abo 3miHM y po3mileHHi MacTep-dainna
cuctemun chapmakoHarnagy). 3MiHa yrnoBHOBaXKeHOT
ocobu 3asBHUKa, BiAMOBIAANLHOI 3a hapmakoHarnsag.
[itoua pepakuin: Konaga Bikropia BikTopisHa.
MponoHoBaHa peaakuis: babuka Omutpo AHaToniioBmY.
3MiHa KOHTaKTHMX AaHWX YNOBHOBaXeHOI 0cobu
3asBHMKA, BiANOBIgaNbHOI 3a hapmakoHarnag.
180. | PO3NITPEK® Kancynu Teepgi no TOB «Pow YkpaiHa BMPOBHMLTBO CLIA/ BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3minu |l 3a He UA/19842/01/02
200 wr; no 90 Ykpaina» Hepo3dacosaHo | Llseruapis Tmny - 3MiHK Wwopao 6esnekn/edekTMBHOCTI Ta peuyenmom | nidnseae
Kancyn Teepavx y ro nikapcbkoro dapmakoHarnsay. 3miHu y KOpoTKili XxapakTepucTuui
nnawui; no 1 nnawwi 3aco0y, nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
Yy KapTOHHi# kopob BUNPOOYBaHHSA 0N MeQUYHOro 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM

KOHTPOIO AKOCTi
npv BUMYycKy Ta
cTabinbHoCTi:
KataneHt
[piHBinn IHk.,
CLUA;
BUNpOBYyBaHHsI
KOHTPOIO
SIKOCTI:
MikpobionoriyHa
yucToTa:

. XodpdhmaHH-
Ja Pow 14,
LLsenuapis;
BUNpobyBaHHs
KOHTPOMIO AAKOCTI
npv BUMNycKy Ta
cTabinbHocCTI,
Kpim
MikpobionoriyHoT
4ynucToTH,
nepBuHHE Ta

OaHUMK 3 SKOCTI, AOKMIHIMHUMU, KMiHIYHUMK AaHUMK Ta
AaHvMu 3 hapmakoHarnagy - 3MiHM BHECEHO A0
IHCTPYKUiT ANA MEeAMYHOro 3aCTOCyBaHHS NiKapCbKoro
3acoby go po3sginis "OcobnmeocTi 3acTocyBaHHs",
"MobiuHi peakuii” BignosigHo Ao iHopmauii 3 6e3neku
nikapcbKkoro 3acoby, Lo MICTUTbCSA B MaTepianax
peecTpauifHoro Aocke. - BBeAeHHs 3MiH NpoTsarom 6-tu
MicsILiB Micnsi 3aTBEPOXKEHHS.
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BTOPWHHE
nakyBaHHS,
BUNYCK cepii:
. XodbhmaHH-
Ja Pow 1A,
LLisenuapis
181. | PO3NITPEK® Kancynu Teepai no TOB «Pow Ykpaina BMPOBOHMLTBO CLIA/ BHECEHHS 3MiH 40 peecTpauiiHux maTepianis: 3minn |l 3a He UA/19842/01/01
100 wmr; no 30 Ykpaina» HeposdpacosaHo | Llseruapis Tuny - 3MiHn Wwoao 6eanekn/edekTMBHOCTI Ta peuenmom | niidnszae
Kancyn Teepaux y ro nikapcbKoro chapmakoHarnsgy. 3MiHu y KOPOTKili xapakTepucTuLi
nnswui; no 1 nnswui 3acoby, nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLiT
Y KapTOHHIN kopobui BMNPOOYBaHHS ANs MEQUYHOrO 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMM
KOHTPOIMIO AKOCTI OaHMMW 3 SKOCTI, AOKMiHIMHUMU, KIiHIYHUMW JaHUMK Ta
npv BUMYyCKy Ta AaHuMu 3 bapmakoHarnagy - 3miHu BHeCeHo A0
cTabinbHoCTi: IHCTPYKUIiT ANA MEeAMYHOro 3aCTOCyBaHHS MiKapCbKoro
KaTtaneHt 3acoby go posainis "OcobnmBocTi 3acTocyBaHHNA",
[pinBiNn IHK., "Mo6ivHi peakuii" BignoBigHoO 4o iHpopmaLii 3 6esneku
CLUA; nikapcbKoro 3acoby, Lo MICTUTbCSA B MaTepianax
BUNpobyBaHHs peecTpauiiHoro Jocke. - BBeAeHHA 3MiH NpOTArom 6-tn
KOHTPOSO MicaLiB Micnsa 3aTBEpPAXEHHS.
SAKOCTi:
MikpoGionoriyHa
yucToTa:
. XodpdmaHH-
J1a Pow 114,
LLisenuapis;
BUNpobyBaHHs
KOHTPOIO AKOCTI
npv BUMycKy Ta
cTabinbHocCTi,
Kpim
MikpobionoriyHoi
yncToTH,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
BUNYCK cepii:
. XohdpmaHH-
Ja Pow JlTA,
Llisevuapis
182. | PO3YBACTAT TabneTku, BKPUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3minu | 3a UA/18441/01/02
WH-OAPHULA NniBKOBOO "®apmaueBT "®apmaueBTUYH Tmny - 3MiHn 3 skocTi. CepTudikaT BignosigHocTi/lE- peuernmom
obornoHkoto, no 20 n4Ha dipma a dipma cepTudikat BiaNoBIAHOCTI EBPONENChKIN
mr; no 10 TabneTok "OapHuus” "OapHuus" dapmakonei/MoHorpadii. 3mMiHK, NoB's3aHi 3
Y KOHTYpHIM HeOoOXiOHICTIO NpMBeaEeHHS Y BigNoBIgHICTL A0
YapyHKOBIN MoHorpadgii 1PY abo €sponeiicbkoi hapmakonei, abo
ynakoBuj; no 3 a6o 9 iHLWOI HaLioHanbHOi dhapmakonei aepxasu €C (iHLi
KOHTYPHUX 3MmiHwn). MpuBepeHHs posginis 3.2.P.4.1. Ta 3.2.P.4.2.
YapyHKOBUX peecTpauinHOro AoCbe Ha JOMOMDKHY pedoBuHy [MoBigoH
yNaKkoBOK B nauLli 0o Bumor moHorpadii «Povidone» aitoyoi pegakuii
€Bponelicbkoi Papmakonei Ta APY.
183. | PO3YBACTAT TabneTku, BKPUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHuX MaTepianis: 3miHu | 3a UA/18441/01/01
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WH-OAPHULUA nniBKOBOK "®apmaueBT "®apmMaueBTUYH Tmny - 3MiHm 3 sikocTi. CepTudpikaT BignosigHoOcCTI/IE- peuenmom
obonoHkoto, no 10 nyHa cipma a cbipma cepTudikaT BiANoBiAHOCTI €BpONenchKi
mr; no 10 TabneTok "OapHuus" "NapHuus" capmakonei/moHorpadii. 3MiHK, NoB'A3aHi 3
Y KOHTYpPHiW HeoOXigHICTIO NpMBeaeHHs Yy BignoBigHICTb A0
YapyHKOBIW MoHorpadii APY abo Esponeiicbkoi thapmakonei, abo
ynakoBui; no 3 abo 9 iHLWOT HaLioHanbHOT hapmakonei aepxasu €C (iHLWi
KOHTYPHMX 3MiHm). MpuBegeHHs posginie 3.2.P.4.1. Ta 3.2.P.4.2.
YapyHKOBUX PeECTpaLinHOro AOCLE Ha AOMOMIXHY peyoBuHy NoBigoH
yNakoBOK B nauyui 00 BUMor moHorpadii «Povidone» gitoyoi pegakuii
€Bponencbkoi Papmakonei Ta JPY.
184. | PO3YCTAT TabneTku, BKPUTI Makneoac IHaia Makneogc IHgis BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/16734/01/01
NNiBKOBOO dapmackoT dapmackioTrkan TMny - 3MiHKM 3 sikocTi. FoToBUIA NikapcbkMin 3aci6. peuenmom
060onoHKoto, no 5 wmr, nKanc c Jlimiteq KOHTpOsb roTOBOro Nikapcbkoro 3acoby. 3miHa
no 10 TabneTtoky TNiviteq napameTpis cneuudikauin Ta/abo 4onycTUMmMX Mex
6nictepi, no 3 abo 9 roTOBOrO flikapcbKoro 3acoby (iHLi 3MiHM) - BBEAEHHS
GnictepiB y nepioguyHocTi koHTporo B Cneundikadito 113 3a
KapTOHHiIN kopobui nokasHukom «MikpobionoriyHa ymcToTar, a came:
«AHani3 NpoBoaNTLCS Ha NEPLUMX TPbOX Cepisx Ta Ha
KOXHI OecAaTin HacTynHin cepii, ane He pigwe Hix Ha 1
cepii B pik». - BBeAeHHS 3MiH npoTarom 6-tu micauis
nicnsi 3aTBepOXEHHS.
185. | PO3YCTAT TabneTkn, BKpUTI Makneoac IHAisa Makneoac IHAisA BHECEHHS 3MiH [0 peecTpauiinHuX maTepianis: 3miHu | 3a UA/16734/01/02
NniBKOBOKO dapmacbioT dapmacbioTmkan Tmny - 3MiHM 3 siKoCTi. FoTOBUI NikapCcbkMi 3acib. peuenmom
o6onoHkoto, no 10 nKanc c Jlimiteq KOHTpOsb roTOBOro Nikapcbkoro 3acoby. 3miHa
mr, no 10 TabneTok NimiTeq napameTpiB cneuudikauin Ta/abo gonycTUMmnx Mex
y 6nictepi, no 3 abo rOTOBOrO MiKapCbKOro 3acoby (iHLi 3MiHW) - BBEAEHHS
9 bnictepiB y nepiognyHocTi koHTponto B Cneuudikauito 113 3a
KapTOHHiIN kopobui nokasHukom «MikpobionoriyHa yuctoTar, a came:
«AHani3 NpoBOAMTLCS Ha MEPLUMX TPbOX Cepisix Ta Ha
KOXHiN OEeCHTiN HacTynHin cepii, ane He pigwe Hix Ha 1
cepii B pik». - BBeAeHHSA 3MiH npoTarom 6-tu micauis
nicns 3aTBepXXEHHSI.
186. | PO3YCTAT TabneTku, BKPUTI Makneoac IHpia Makneopc IHpia BHECEHHS 3MiH 0 peecTpaLiiHMXx MaTepianis: 3miHu | 3a UA/16734/01/03
NniBKOBOKO dapmacbioT dapmackioTrkan TMny - 3MiHM 3 sIKOCTi. FoTOBUIA NikapCbkMi 3acib. peuenmom
oboroHkoto, no 20 ukanc ¢ Nimiten KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa
mr, no 10 TabneTok Nimiten napameTpiB cneuudikaui Ta/abo JoNyCTUMUX MeX
y 6nictepi, no 3 abo rOTOBOrO MiKapCbKoro 3acoby (iHLi 3MiHW) - BBEAEHHS
9 GnictepiB y nepioguyHocTi koHTponto B Cneundikadito 113 3a
KapTOHHiN KopobLyi nokasHukom «MikpobionoriyHa yuctoTay, a came:
«AHani3 NpoBOAMTLCS Ha MEPLUMX TPbOX Cepisx Ta Ha
KOXHii [ecaTii HacTyMHin cepii, ane He piaLe Hix Ha 1
cepii B pik». - BBegeHHs1 3MiH npoTarom 6-tn micsuis
nicns 3aTBepOXXEeHHS.
187. | PO3YCTAT TabneTtkn, BKpUTI Makneoac IHAis Makneoac IHais BHECEHHS 3MiH O peecTpaLliiHux maTtepianis: 3MiHu | 3a UA/16734/01/04
NniBKOBOIO dapmacbioT dapmacbioTmkan TMny - 3MiHK 3 sikocTi. [oTOBMIA Nikapcbkui 3acib. peuenmom
obornoHkoto, no 40 ukanc c Nimiten KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa
mr, no 10 TabneTok JlimiTen napameTpiB cneuudikauiv Ta/abo JonycTUMmUX Mex

y 6nicTtepi, no 3 abo
9 6nictepiB y
KapTOHHiIl kopobui

rOTOBOrO fikapcbKoro 3acoby (iHLi 3MiHW) - BBEAEHHS
nepiognyHocTi koHTponto B Cneuudikauito 113 3a
nokasHukom «MikpobionoriyHa yncrtoTa», a came:

«AHani3 NpoBOAUTLCS Ha NepLUNX TPbOX Cepisix Ta Ha
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KOXHiln [eCATi HAaCTyMHi cepii, ane He pigLe Hix Ha 1
cepii B pik». - BBeAeHHS 3MiH npoTarom 6-tn micauis
nicnsi 3aTBepOXXEHHS.
188. | CANIUMUNOBA masb 10 % no 25ry MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH 4O peecTpauinHuxX maTepianis: 3miHu | bes nidnszae UA/6683/01/03
MA3b KOHTeWHepax; no 20 dapmauesT dapmaueBTUYHa Tuny - 3MiHn Wwoao 6e3nekn/edekTMBHOCTI Ta peuenma
rabo 25 ry tybax; M4yHa tabpuka capmakoHarnsgy. 3MiHa y KOpOTKili xapakTepucTuLi
no20rabono25ry habpuka "Biona" nikapcbKkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKUii
Ty6i; no 1 Ty6i B "Biona" ANs MeAUYHOro 3aCTOCYBaHHSA Ha NiAcTaBsi perynspHo
nadui; no 20 r abo OHOBIIOBAHOrO 3BiTY 3 6e3nekun nikapcbkoro 3acoby, abo
no 25 r y tybax pocnimxkeHb 3 6e3nekn 3acTocyBaHHS NMikapcbKoro
namiHaTtHux; no 20 r 3acoby B nicnsipeecTpauiiHnin nepioa, abo sik pesynbTtar
abo no 25ry TyGi OUiHKM 3BITY 3 AOCNIAXEHb, NPOBEAEHUX BigNOBIAHO A0
namiHaTHin; no 1 nnaxy neaiatpnyHmx gocnimkersb (PIP) (3miHy
Ty6i B navui Y3rO[DKEHO 3 KOMMETEHTHUM YMOBHOBAXXEHVIM OpraHom).
3MiHV BHeceHo o IHCTpyKLUii Ans MmeguyHoro
3acToCyBaHHs1 Nikapcbkoro 3acoby Ao po3ainy
"3acTocyBaHHS y nepioa BariTHOCTi abo rogyBaHHs
rpyaato” BignosigHo oo pekomeraauii PRAC ctocoBHO
Ge3neku Qito4oi pe4oBuHU. TepMiH BBEAEHHS 3MiH -
npoTarom 6 micAuiB nicnsa 3aTBepKeHHs. 3MiHu | Tuny -
3MiHK wono 6e3nekn/eddekTUBHOCTI Ta
tapmakoHarnagy (iHwi amiHu). 3MiHM BHECEHO A0
IHCTPYKUIiT ANA MEeAMYHOro 3aCTOCyBaHHS NiKapCbKoro
3acoby Ao po3giny "MobiyHi peakuii" cTocoBHO
iHdbopMaLii Npo 3BiTyBaHHSA NPO Nigo3ptoBaHi NOGIYHI
peakuii. TepmiH BBEAEHHSA 3MiH - NPOTArom 6 micsauiB
nicnsi 3aTBEpOXKEHHS.
189. | CANIUMNOBA mMasb 5% no25ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3miHu | bes nidnszae UA/6683/01/02
MA3b KOHTeWHepax; no 20 dapmauesT dapmaueBTUYHa Tmny - 3MiHK Wwopao 6esnekn/edekTMBHOCTI Ta peuenma
rabo 25 ry Tybax; M4Ha pabpuka dapmakoHarnsay. 3miHa y KopoTkili xapakTepuctuui
no20rabono25ry dabpuika "Biona" nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
Ty6i; no 1 1y6i B "Biona" ANs MEAUYHOrO 3aCTOCYBaHHA Ha NiAcTaBi perynspHo

nayui; no 20 r abo
no 25 r y Tybax
namiHaTHux; no 20 r
abo no 25 ry Ty6i
namiHaTHin; no 1
Ty6i B nayui

OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
pocnimxeHb 3 6e3nekn 3acTocyBaHHS MikapcbKoro
3acoby B nicnsipeecTpaLiiiuii nepion, abo sk pesynbtat
OLjiHKM 3BITY 3 AocnigXeHb, NpoBeAeHWX BIANOBIAHO A0
nnaHy negiatpuyHux gocnimpkers (PIP) (3MiHy
Y3ro4>KEHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM OpPraHoMm).
3MiHM BHeceHo A0 [HCTpyKLUii Ans megnyHoro
3aCTOCyBaHHs1 Nikapcbkoro 3acoby Ao po3ainy
"3acTocyBaHHs y nepiof BariTHOCTi abo rogyBaHHS
rpyaar” BignoeigHo Ao pekomerHgadii PRAC cTtocoBHO
6e3neku fitoyoi pevyoBuHU. TepMiH BBEAEHHS 3MiH -
npoTarom 6 micsAuiB nicnsa 3aTBepKeHHs. 3MiHu | Tuny -
3miHu wopao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsigy (iHwi amiHu). 3mMiHW BHeceHo A0
IHCTPYKLUiT ANst MEAMYHOIO 3aCTOCYBaHHSA NMiKapCbKOro
3acoby Ao posainy "MobiyHi peakuii" cTocoBHO
iHcbopMalii Npo 3BiTyBaHHS NPo Migo3ptoBaHi NOBIYHi
peakuii. TepmiH BBeAEHHS 3MiH - NpOTArom 6 micsauis
nicns 3aTBEPAYKEHHS!
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190. | CANIUMNOBA mMasb 2 % no25ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHuX MaTepianis: 3miHu | be3 nidnsieae UA/6683/01/01
MA3b KOHTeWHepax; no 20 dapmauesT dapmaueBTUYHa Tuny - 3MiHn Wwopao 6eanekw/edekTMBHOCTI Ta peuenma
r abo 25 ry tybax; M4yHa tabpuka chapmakoHarnsgy. 3MiHa y KOpOTKili xapakTepucTuLi
no20rabono25ry cabpuka "Biona" nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii
Ty6i; no 1 Ty6i B "Biona" ANs MeAUYHOro 3aCTOCYBaHHS Ha NiAcTaBsi perynspHo
nadui; no 20 r abo OHOBIIOBAHOrO 3BiTy 3 6e3nekun nikapcbkoro 3acoby, abo
no 25 r y tybax pocnimxkeHb 3 6e3nekn 3acTocyBaHHS MikapcbKoro
namiHaTtHmx; no 20 r 3acoby B nicnsipeecTpauiiHnin nepioa, abo sik pesynbTtar
abo no 25ry TyGi OUiHKM 3BITY 3 AOCNIAXeHb, NPOBEeAEHUX BigNOBIAHO A0
namiHaTHin; no 1 nnaxy negiatpnyHmx gocnimkers (PIP) (3miHy
Ty6i B nayui Y3ro[PKEHO 3 KOMMETEHTHUM YNOBHOBaXXEHNM OpraHoM)
3MiHV BHeceHo o IHCTpyKLUii Ans MeguyHoro
3acToCyBaHHs1 Nikapcbkoro 3acoby Ao po3ainy
"3acTocyBaHHS y nepioa BariTHOCTi abo rogyBaHHs
rpyaato” BignosigHo oo pekomeraauii PRAC ctocoBHO
6e3neku fitoyoi pedoBuHU. TepMiH BBEAEHHS 3MiH
npoTarom 6 micsAuiB nicnsa 3aTBepKeHHs. 3MiHu | Tuny -
3MiHM Wwoao 6e3nekn/eddekTUBHOCTI Ta
dapmakoHarnsgy (iHwi 3amiHM) 3miHM BHeceHo 4o
IHCTPYKUIiT ANA MEeAMYHOro 3aCTOCyBaHHS NiKapCbKoro
3acoby Ao po3giny "MobiyHi peakuii" cTocoBHO
iHdbopMaLii Npo 3BiTyBaHHSA NPO Nigo3ptoBaHi NOGIYHI
peakuii. TepmiH BBEAEHHSA 3MiH NpoTArom 6 micauis
nicnsi 3aTBepOXXEHHS.
191. | CAIlbBYTAMO | aeposornb ans nakcoCwmit Benuka nakco ®paHuin BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/2032/01/01
n iHransauin, KnsanH Bputanis Bennkom TMny - AGMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuenmom
pososaHui, 100 EkcnopT MpogakLwH Ta/abo agpecy 3asiBHMKa (BNacHWKa peecTpauiiHoro
Mkr/go3y; 1 6anoH 3 Nimiten noceigyeHHs1). 3miHa agpecu MicLe3HaxXooKeHHs
003Y4M 3asBHUKA
knanaHom Ha 200
403y Kopobui 3
KapTOHY
192. | CEPETUO aepo3orb Ans makcoCmit Benuka ['makco ®paHuis BHECEHHS 3MiH 0 peecTpaLiiHuXx MaTepianis: 3miHu | 3a UA/4827/01/02
EBOXANEP iHranauin, KnanH BpuTaHis Bennkom TMNy - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuenmom
[030BaHui, 25 EkcnopT MpopakiwH Ta/abo agpecu 3asiBHUKA (BNacHUKa peecTpauiiHoro
MKr/125 Mkr/gosy; no Nimiten noceigyeHHs) 3miHa agpecu MicLe3HaXOMKEHHs!
120 po3 y 6anoHi 3 3asBHMKA
003Y4M
KnanaHowm; no 1
6arnoHy B KApTOHHIN
Kopobui
193. | CEPETUO aepo3orfb Ans makcoCmit Benuka makco ®paHuia BHECEeHHS1 3MiH 4O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/4827/01/03
EBOXAIJEP iHransuin, KnsainH BpuTaHis Bennkom TMNy - AOMIHICTPaTMBHI 3MiHW. 3MiHa HallMeHyBaHHS peuenmom
[o30BaHui, 25 EkcnopT MpopakwH Ta/abo agpecu 3asiBHUKA (BNacHUKa peecTpauiiHoro
MKr/250 Mkr/gosy; no Nimiten noceigyeHHs) 3miHa agpecu MicLe3HaXOmKEHHS
120 po3 y 6anoHi 3 3asBHUKA
003Y4M
KnanaHowm; no 1
6anoHy B KapTOHHIN
Kopobui
194. | CEPETUO aepo3orb Ans 'makcoCmit Benuka ['makco PpaHuia BHECEHHS 3MiH [J0 peecTpaLiiHMx MaTepianis: 3minu | 3a UA/4827/01/01
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EBOXANEP iHransauin, KnsnH BputaHia Bennkom TMNy - AOMIHICTpPaTMBHI 3MiHW. 3MiHa HallMeHyBaHHS peuenmom
Ao3oBaHun, 25 Ekcnopt MpopakwuH Ta/abo agpecu 3asBHUKA (BNaCHMKa peecTpauiniHoro
Mkr/50 mkr/gosy; no Nimiten nocBigyeHHs1) 3mMiHa agpecy MiCLle3HaxXomKEHHS
120 po3 y 6anoHi 3 3asBHMKa
[03YH4MM
knanaHowm; no 1
6anoHy B KapTOHHIl
Kopooui
195. | CEPMIOH® TabneTkn, BKpUTI BiaTpic CLWA Mdpansep ITanis ITanis BHECEHHS1 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | 3a UA/5183/01/03
LlyKpOBOHO CrewwenTi C.p.n. TMny - 3MiHu 3 akocTi. APl BupobHmuTBo. 3MiHN B peuenmom
obonoHkoto, no 10 inc npoueci BupobHuuTea A®| (HeaHayHa 3miHa y npoueci
mr; no 25 TabneTok BUpobHMuTBa ADI)
y GnicTepi; no 2 BHeceHHs1 He3HauHMX 3MiH y po3gin 3.2.S.2.
6nictepny peecTpauinHOro AOoCkbe, a came 3MiHW A0 BUXIOQHOT
KapTOHHiIN kopooLi CUPOBUHW Ni3epriHOBOI KUCMNOTU Ta NPOLECiB
BUPOGHMLTBA HiLleproniHy. MponoHyTbCA He3HaYHI
OHOBMEHHSA PaHHiX eTaniB NpoLecy CUHTE3y AN
Y3TO[PKEHHS 3 MOTOYHUM BUPOBGHUYUM NPOLIECOM.
dakTU4HMIA NpoLec BUPOBHNLTBA HE 3MIHIOETLCSI.
3asBneHa 3aviHa He BNMMBAE Ha AKICTb, ePEeKTUBHICTb Ta
6e3neky nikapcbkoro 3acoby. 3miHu | Tuny - 3MiHn 3
sikocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneumdikauin Ta/abo 4OMYCTUMUX MEX, BUSHAYEHUX Y
crneundikauisx Ha APl, abo BUXigHUA/NPOMIXKHWIA
NpoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NPOLIECI
BMpo6HMLUTBa AD| (BUMy4YEHHSA HE3HAYHOTO NMoKa3HUKa
AIKOCTi (Hanpuknag BUINy4YeHHs 3acTapinoro nokasHuka))
BunyyeHHs 3i cneumadikauii gnsa koHTponto AdD|
HiLeproniHy nokasHuka sikocti Heavy Metals (as Pb) 3
BiANoBigHWM MeToaoM BUNpobyBaHHs. [JaHuin meToq
Buny4eHo BignosigHo go ICH Ta nigTeepaxerHo Q3D
OLLIHKOI pu3uKy. 3asiBreHa 3amiHa He BNMMBAE Ha SiKiCTb,
edeKTUBHICTb Ta 6e3neKy nikapcbkoro 3acoby.
196. | CEPMIOH® TabneTku, BKPUTI BiaTtpic CLIA Mdpanzep Itanis ITanis BHECEHHS 3MiH 0 peecTpaLiiHMXx MaTepianis: 3miHu | 3a UA/5183/01/02
LlyKpOBOIO CnewenTi C.p.n. Tuny - 3MiHn 3 skocTi. A®l. BupobHuuTBo. 3miHn B peuenmom
obornoHkot, no 5 mr; ninc npoteci BupobHmuTea AP| (He3HayHa 3MiHa y NpoLieci
no 15 rabnetok y BUpoGHMLTBa ADI)
6nicTepi; no 2 BHeceHHs1 He3HauyHMX 3MiH y po3ain 3.2.S.2.
Gnictepun y peecTpaLifiHoro Aocbe, a caMme 3MiHW 40 BUXIAHOT
KapTOHHiIl kopobui CUPOBUWHW Mi3epriHOBOI KUCOTK Ta NpoLeciB
BMPOGHMLTBA HiLleproniHy. MponoHyTbCs He3HaYHI
OHOBMEHHS paHHiX eTaniB NpoLecy CUHTE3y Ansi
Y3TO[PKEHHS! 3 MOTOYHUM BUPOGHUYUM NPOLLECOM.
dPaKkTUYHMIA NpoLEeC BUPOBHMLTBA HE 3MIHIOETLCS.
3asiBneHa 3viHa He BNNUBaE Ha sIKiCTb, eheKTUBHICTb Ta
6e3neky nikapcbkoro 3acoby. 3miHu | Tuny - 3miHu 3
skocTi. A®Il. Kontponb A®I. 3miHa y napameTpax
cneumdikalin Ta/abo 4ONYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisix Ha A®I, abo BUXiAHWMI/MPOMiXHMIA
npoayKT/peareHT, WO BUKOPUCTOBYHOTHLCS Y NPOLEC
BUpOGHMUTBa ADI (BUNYyYEHHS] HE3HAYHOTO NMOoKa3HUKa
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayitiHo20
noceio4yeHHs1

AKOCTi (HanpuKnag BUIy4YeHHs 3acTapinoro nokasHukay))
BunyueHHs 3i cneumndikauii gns kontpono AdD|
HiLeproniHy nokasHuka sikocti Heavy Metals (as Pb) 3
BignoBigHMM MeTo4oM BUNpobyBaHHs. [aHuin metoq
Buny4eHo BignosigHo go ICH Ta niaTeepaxero Q3D
OLjiHKO pU3KKy. 3asiBNeHa 3MiHa He BNNMBAE Ha SAKICTb,
eeKTUBHICTb Ta 6e3neky nikapcbkoro 3acooy.

197.

CUHTOMILUMH

NiHIMEHT gnsa
30BHILLUHLOrO
3acTocyBaHHs, 50
mr/r;

no 25 ry 1y6i; no 1
Ty6i B nayui 3
KapTOHY

MNPAT
"XIMOAPM3
ABO[
"YEPBOHA
3IPKA"

Ykpaina

MPAT
"XIMOAPM3AB
O[] "HEPBOHA

3IPKA"

Ykpaina

BHECEHHS 3MiH 4O peecTpauinHuxX maTepianis: 3miHu |
TMNy - AOMIHICTpPaTMBHI 3MiHW. 3MiHa HallMeHyBaHHS
Ta/abo agpecy 3asiBHMKa (BNacHWKa peecTpauiiHoro
noceifg4YeHHs). 3MiHa HalMeHyBaHHS 3asBHVKa Ta 3MiHK
y HanucaHHi agpecu 3asiBHUKa (BracHuKa
peecTpaLiiHoro noceig4eHHs). 3Miiu | Tuny -
ApmiHicTpaTuBHi 3mMiHW. 3MiHa HanmeHyBaHHSA Ta/abo
agpecu Micua NpoBagKeHHs isinbHOCTI
BMpPOGHVKa/iMnopTepa roToBoro nikapcbkoro 3acoby,
BKITIONAK04M AinbHNULI BUNYCKY cepii abo micue
NPOBEAEHHS1 KOHTPOSO AKOCTI. (LiANbHICTb, 3a sKY
BifnoBigae BUPOOHUK/iIMNOPTEpP, BKIHOYaOUN BUMYCK
cepin). 3miHa HaimeHyBaHHS BMPoOHuKa 113 Ta 3miHn y
HanucaHHi agpecy BupobHuka M3. 3miHn BHeceHo B
po3ainu "BupobHuk" Ta "MicuesHaxomkeHHs BUPOGHMKa
Ta agpeca Micusa NpoBafKeHHS NOro AisanbHOCT" B
iHCTPYKLUil0 ANs MeQnYHOro 3acTOCYyBaHHS NiKapCbKoro
3acoby, siKk HacnigokK - BignoBigHi 3MiHW Y TEKCTI
MapKyBaHHSA YNakoBKM fikapcbkoro 3acoby. BBegeHHs
3MiH NPOTArom 6-Tn MicsLiB Nicnsi 3aTBEPAXKEHHS.

be3
peuenma

nidnsieae

UA/15277/01/01

198.

CUHTOMILMH

NiHIMeHT gnsa
30BHILLHLOTO
3acTocyBaHHs, 100
mr/r; no 25 ry Ty6i;
no 1 1y6i B nayui 3
KapTOoHY

MNPAT
"XIMOAPM3
ABO[
"YEPBOHA
3IPKA"

YkpaiHa

MPAT
"XIMOGAPM3AB
o[l "YEPBOHA

3IPKA"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3miHu |
TMny - AGMiHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHS
Ta/abo agpecu 3asBHUKa (BNacHMKa peecTpauiniHoro
NnocBiaYeHHs). 3MiHa HaMeHyBaHHS 3asiBHMKA Ta 3MiHU
y HanucaHHi agpecy 3asiBHUKa (BracHUKa
peecTpauiiHoro noceigyeHHs). 3miHm | Tuny -
AamiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
agpecu Micusa NpoBafKeHHS AisrnbHOCTI
BMPOOHYKa/imnopTepa rotToBoro nikapcbkoro 3acoby,
BKIOMAOUM AinbHULI BUNYCKY cepii abo Micue
npoBeAeHHS KOHTPOMIO SKOCTI. (AISNbHICTb, 3a AKy
BiAMNoBigae BUpOGHMK/iMNopTEp, BKIOYAKUN BUMYCK
cepit). 3miHa HaiMeHyBaHHs BUpoGHUuka 113 Ta 3miHn y
HanucaHHi agpecy BupobHuka T13. 3miHn BHeceHo B
po3ginu "BupobHuk" Ta "Micue3HaxogKeHHs1 BUpOOHMKa
Ta agpeca Micus NpoBafXXeHHs Noro AisnbHOCTI" B
iHCTPYKLUiO ANS MeQNYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby, sik HacnigokK - BiANOBIAHI 3MiHW y TEKCTI
MapKyBaHHS YNakoBKku nikapcbkoro 3acoby. BBeaeHHs
3MiH NPOTArom 6-TM MicsLIB MicNsi 3aTBEPAXKEHHS.

be3
peuenma

nidnsieae

UA/15277/01/02

199.

CUHTOMIUWH

KpucTanivyHum
MOPOLLIOK
(cybcTaHuis) y
noABiNHNX

MPAT
«XIMOAPM
3ABO[
«4YEPBOHA

YkpaiHa

MPAT
«XIMOAPM3AB
o[ «<4EPBOHA

3IPKA»

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiHux MaTepianis: 3miHu |

TMny - AGMiHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHS

Ta/abo agpecu 3asBHUKA (BNacHUKa peecTpauiiHoro
nocBigyeHHs1) 3MiHa HaMeHyBaHHs Ta apecu 3asiBHUKA

UA/14196/01/01
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naketax aons
BUpPOBHMLTBA
HEeCTEPUIbHUX
nikapcbknx opm

3IPKA»

y 3B’A3Ky 3i 3MiHOI OpraHisauinHo-npaBoBoi opMu
nignpuemcTaa. 3MiHn | TUny - AAMIHICTPaTUBHI 3MiHN.
3MiHa HaiMeHyBaHHs Ta/abo agpecu micus
NpoBaXXeHHS OiSnbHOCTI BUPOGHMKa (BKMoYatoum, 3a
HeobXiaHOCTI, MicLle NpoBEAEHHS! KOHTPOSI SIKOCTi), abo
BnacHuka macrep-gaina Ha A®l, abo noctayanbHuKa
Adl/BuxigHoro matepiany/peareHTy/npoMiXXHOro
NPOAYKTY, L0 3aCTOCOBYHOTECS Y BUPOOHMLTBI ADI
(SIKLWLO 3a3HaYeHO y AOChE Ha Nikapcbkuii 3acib) 3a
BiZICYTHOCTi cepTudikaTa BignoBigHOCTi €Bponeichbkii
apmakonei y 3aTBepakeHoMy Aockbe, abo BUpoGHMKa
HOBOi AONOMIDKHOT PEYOBMHM (SIKLLIO 3a3HAYEHO Y JOChE)
3MiHa HaiMeHyBaHHsi BUPOOHUKa y 3B’A3KY 3i 3MiHOM
opraHisauiiHo-npaBoBoi hopmu NiANPUEMCTBA. Takox
[OOMOBHIOETLCSI HANUCAHHS aapecy Yy BiANOBIAHICTb A0
niroyoi niueHsii. BupobHuya ginbHUUs Ta BCi BUPOBHUYI
onepauii 3anvwarTbcs 6e3 3MiH.

200.

conogku
KOPEHSA
EKCTPAKT
CyXumn

CYXWI eKCTpakT
(cybeTaHuin) y
NnoaBiNHMX NakeTax
ans
hapmaLeBTU4HOIO
3aCTOCYBaHHS

My6niyHe
aKuioHepHe
TOBapuUCTBO

"HaykoBo-
BUPOBHMYMI

LEHTP
"bopLuariscb
KN Ximiko-
dapmaueBT
NYHUI
3aeoa”

YkpaiHa

My6niyHe
aKuioHepHe
TOBapUCTBO

"HaykoBo-
BUPOGHMYMI

LEeHTp
"BopLuariBCbkumn
XiMiKo-
dhapmaLleBTU4HN
1 3aBog"

YkpaiHa

BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu |
Tmny - 3MiHm 3 sikocTi. A®Il. Cnuctema
KOHTelHep/3aKkynoptoBanbHuii 3aci6. 3miHa y
6esnocepegHin ynakosui ADI (iHWi 3miHW) - BBEAEHHSI
HOBOI BTOPMHHOI YNaKoBKW, a came NakeTy 3 NoniMepHMX
marepianis i3 antoMiHIEBUM NOKPUTTAM B AKOCTi
30BHILLUHLOrO NakeTy, 63 3MiHW NEPBUHHOO NaKyBaHHS
(BHYTPILLHBOrO NONIETUNEHOBOTO MaKeTy), Ake Mae
6esnocepeHili KOHTAKT 3 NPOAYKTOM, 3 BiAMNOBIAHUMY
3MiHamu o p. «Ynakoska» MKA N3. 3atBepoxeHo:
Cy6cTaHuito nakytoTb y NakeTn NoagiviHi NonieTUNeHoB..
3anpornoHosaHo: CybcTaHL;ito NakyoTb Y NoABiHI
nakeTu. BHyTpiLLHIN — nakeT nonieTuneHoBMI NPO30PUNA.
30BHILLHI — nakeT 3 NoniMepHUX maTepianis i3
antoMiHiEBUM NOKPUTTSAM. BHYTPILLHIV | 30BHILHIN nakeTu
TEPMO3BapioThb

UA/13133/01/01

201.

CONNAQEH

TabneTkn po3ynHHi;
no 2 Tabnetkn y

cTpuni; no 6 cTpunis
Y KapTOHHIlA kopobui

XaneoH OK
Tpenginr
Nimiten

Benuka
Bputanis

nakcoCmiTKna
H [JaHrapBaH
Nimiten

Ipnangis

BHECEHHS 3MiH 0 peecTpaLiiHMXx MaTepianis: 3miHu |
TMny - 3MiHK Wwopao 6e3nekn/edekTMBHOCTI Ta
apmakoHarnsiay. BeegeHHst abo 3miHu go
y3aranbHeHVX JaHUX Npo cuctemMy dhapmakoHarnsgy
(BBEAEHHS y3aranbHEHMX OAHWX NPO CUCTEMY
dapmakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
BiAnoBiganeHoI 3a 34iMCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0CO0M 3 chapMakoHarnsay 3asiBHuUKa Ans
34icHeHHs hapmakoHarnsgy B YKpaiHi, SKWo BoHa
BiAMiHHA BiA ynoBHOBaxeHOi ocobu, BianosiganbHoi 3a
3[iNCHeHHs hapmakoHarnagy (BKIMHYaYn KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3MmilLeHHi MacTep-danna
cucTeMu chapmakoHarnsigy) 3MiHa yrnoBHOBaXeHOT
ocobu 3asiBHUKa, BiAMOBIiAaNbHOI 3a hapmakoHarnsag.
[itova pepakuia: John Poustie. NponoHoBaHa pegakuis:
Sarah Weetch. 3miHa KOHTaKTHUX AaHWUX YNOBHOBaXEHOI
ocobu 3asiBHUKa, BiAMOBIiAaNbHOI 3a hapmakoHarnsag.
3MiHa KOHTaKTHOI 0co6W 3asiBHUKA, BiAnoBiganbHoi 3a

3a
peuenmom

UA/4740/01/01
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capmakoHarnag B YkpaiHi. itoua pegakuis: Kupunisa
anunHa eopriiBHa / Galyna Kyryliva. lNponoHosaHa
pegakuis: Mopinvk Aptem Bonogumuposuy / Artem
Horilyk.
3MiHa KOHTAKTHMX JaHMX KOHTaKTHOI 0co6U 3asiBHMKA,
BignoBiganeHoi 3a dhapMakoHarnsg B YKpaiHi.
202. | CONNAQEIH TabneTku, BKPUTI XaneoH 0K Benuka 'makcoCmiTKna Ipnangis BHECEHHS1 3MiH 4O peecTpauiiHux maTtepianis: 3MiHu | bes UA/12239/01/01
AKTUB obonoHKoto; Mo 12 Tpenginr BputaHis nH JaHrapsaH Tuny - 3MiHn Wwoao 6eanekn/edekTMBHOCTI Ta peuenma
TabneTtok y 6nicrepi; TimiTeq Nimiten dapmakoHarnagy. BeegeHHs abo 3miHn oo
no 1 6nictepy B ysaranbHeHuX faHux Npo cuctemy papmakoHarnsgy
KapTOHHiN kopobui (BBEAEHHS y3aranbHEHVX AaHUX NPO CUCTEMY
dapmakoHarnsgy, 3miHa ynoBHOBa)keHoi ocobu,
BiANOBIgaNbHOI 3a 34iNCHEHHS hapMakoHarnaay;
KOHTaKTHOI 0cobu 3 chapMakoHarnsay 3asiBHUKa Ansi
30iNCHeHHs hapmakoHarnsay B YKpaiHi, SKWwo BoHa
BigMiHHa Big yNOBHOBa)eHOI 0cobu, BignoBigansHoi 3a
3[iNCHeHHs hapmakoHarnagy (BKMHOYaYM KOHTaKTHI
OaHi) Ta/abo 3miHM y po3mileHHi MacTep-dainna
cuctemun chapmakoHarnagy) 3mMiHa ynoBHOBaXXEHOI
ocobu 3asBHUKa, BiAMOBIAANLHOI 3a hapmakoHarnsag.
[itoua pepgakuin: John Poustie. NponoHoBaHa peaakuisi:
Sarah Weetch. 3miHa KOHTaKTHUX AaHUX YNOBHOBaXEHO
ocobu 3asBHUKa, BiAMOBIAANLHOI 3a hapmakoHarnsag.
3MiHa KOHTaKTHOI 0cobK 3asiBHMKA, BiAnoBiganbHoi 3a
tbapmakoHarnag B YkpaiHi. [itova pegakuia: Knpunisa
lanunHa eopriiBHa / Galyna Kyryliva. lNponoHoBaHa
pepakuis: Mopinuk Aptem Bonogumuposuy / Artem
Horilyk.
3MiHa KOHTaKTHUX JaHUX KOHTaKTHOI 0coOu 3asiBHUKA,
BignosiganeHoi 3a apMakoHarnsg B YKpaiHi.
203. | CTEPOKOPT® kpem 0,1 % no15ry MPAT YkpaiHa BiAMNoBiganbHUi YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHuX maTepianis: 3miHu | bes UA/7784/01/01
Ty6i; no 1 1y6i y "®ITOPAPM 3a Tmny - 3MiHK 3 SKocTi. [oTOBMI Nikapcbkuin 3acib. peuenma
naJui 3 KapToHy " BMPOGHMLTBO, KoHTponb roToBoro nikapcbkoro 3acoby (iHLwi 3MiHN)
nepBuHHe, BHECEHHS pefaKLiiHUX NPaBOK Mo TEKCTY y cneuudikauii
BTOPUHHE Ta MeToAax KOHTPOO 3a NokasHukamu: «Onucy,
nakyBaHHS, «lgeHTudikauis», «pH», «Maca BMICTy ynakoBku»,
KOHTPOSb SIKOCTI «MikpobionoriyHa unctotay, «KinbkicHe BU3HaYEHHS».
Ta BUNYCK cepii: Kpim Toro, B cneuudikauii Ta meTogax KOHTPOI0 CNOBO
MPAT «npenapaT» 3aMiHEHO Ha «IiKapcbkui 3aci6». 3miHn
«DPITOGAPM» , ctocytoTbes nuwe MKSA. 3miH 3 sikocTi He BinbyBaeTbes.
YkpaiHa; 3miHu | TMny - 3miHKM 3 AkocTi. FoToBUIA NikapcbKuii 3acio.
BignosiganbHUN KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
3a BUMyCK cepii, MeToAax BUNpobyBaHHSi FOTOBOTO MikapCbKoro 3acoby
He BKIoya4m (iHWi 3MiHM y MeTofax BUNpobyBaHb (BKMHOYa4YM 3amiHy
KOHTPOMb/BMNPO abo gonoBHeHHs1)) 3miHa B MeToauui « CynpoBiaHi
GyBaHHs cepii: noMiwkuy». 3miHu ctocytoTees nuwe MKSA. 3miH 3 sikocTi
MPAT He BioOyBa€eTbCH.
"®OITOPAPM",
YkpaiHa
204. | CTIBAP® TabneTkn, BKpUTI Banep Al HimeuunH | BupobGHuuteo 3a | HimeuyuunHa/ BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3miHu | 3a UA/13395/01/01
nniBKOBOK a NOBHUM LIMKIOM QiHngHAain TMny - 3MiHK Wwoao 6esnekn/edekTUBHOCTI Ta peuenmom
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o6onoHkoto, no 40 (BUPOBHMLTBO capmakoHarnsgy. 3MiHa yactotu Ta/abo TepMiHiB
mr; no 28 TabneTtok in-bulk, noAaHHs perynsipHo OHOBIIOBaHWX 3BITiB 3 6e3nekn
y chnakoHi; no 3 nepBuHHA nikapcbkunx 3acobiB. 3MiHa YacToTK Ta TEPMIHIB NoAaHHSA
hnakoHu y ynakoBka, perynspHo OHOBIOBaHOrO 3BiTy 3 6e3nekn
KapTOHHIN ynakoBLi BTOpPUHHA [itoya pegakuis: YactoTta nogaHHs perynsipHo
ynakoBkKa, OHOBIIOBaHOrO 3BiTy 3 6e3nekn 1 pik KiHueBa gata ons
KOHTPOSb SIKOCTI, BKIHOYeHHs aaHux go PO3b - 26.09.2018 p. daTa
BUNYCK cepii): noaaHHs - 05.12.2018 p. MNponoHoBaHa peaakuis:
Banep AT, YactoTta nogaHHsa perynsapHo OHOBMOBAHOIO 3BIiTY 3
HimeuuunHa; 6e3nekn 3 pokn KiHueBa aata ansi BKNOYEHHS AaHUX 40
AnbTepHaTUBHU PO3B - 26.09.2026 p. data nogaHHs - 25.12.2026 p.
1 BUPOBHUK PekomeHaoBaHO 40 3aTBEPKEHHS BiAMNOBIAHO A0
(nepBuHHa nepioguYHOCTI NOAAHHS PerynsapHO OHOBMOBAHWX 3BiTiB
ynakoBKa, 3 Besneku nikapcbkux 3acobie y €C.
BTOPWHHA
ynakoBKa):
OpioH
KopnopenwH,
OpioH ®apma,
diHnaHaia
205. | CYINIb®OKAM® | po3uuH Ans iH'eKuin, MpAT YkpaiHa MpAT YkpaiHa BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/7392/01/01
OKAIH- 100 mr/mn, no 2 mn "®apmaueBT "dapmMaueBTUYH TMny - 3MiHK 3 akocTi. ADI. KoHTponb AdI. 3miHa y peuenmom
OAPHUUA B amnyni; no 5 nyHa dipma a dipma napameTpax cneuudikadin Ta/abo JOMyCTUMUX MEX,
amnyn y KOHTYpHiIn "NapHuus" "NapHuus" BM3HA4YeHMX y cneuundikauisx Ha Adl, abo

YapyHKOBIM
ynakoBui; no 2
KOHTYPHi YapyHKOBI
yMNakoBKMW B nayui

BUXiOHWUIA/MPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPVCTOBYIOTBCS Y npoLeci BupobHuutea AdPI
(BMNYYEHHSA HE3HAYHOrO NOKa3HMKa SIKOCTI (Hanpuknag,
BWIyYEHHS 3aCTapinoro nokasHuka)) BHeceHHs 3MiH fo
po3ainie 3.2.S.4.1 Ta 3.2.S.4.2 gito4oi peyoBuHU
HoBokaiHy ocHOBa, a came nokasHuK «Badxki meTanun»
BMIy4Y€HO Ha niacTasi HagaHoi BUPOBHMKOM OLjiHKM
pu3uky BignosiaHo ao sumor ICH Q3D Guideline for
Elemental Impurities. MNoka3Huk «AHOMarnbHa
TOKCUYHICTb» BUINYYEHO Y 3B’A3KY 3 BTPATOI YMHHOCTI Ta
Buny4eHHaM 3 EP. CynyTHA 3miHa - 3miHu 3 skocTi. ADI.
KoHTponb A®I. 3miHa y meToaax BunpobysaHHst ADI
abo BMXxigHoOro matepiany/npoMixHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCH Y NPOLECI
BMPOGHMLUTBA ADI (HE3HAYHI 3MiHW Y 3aTBEPOXKEHNX
MeToaax BunpobyBaHHs). 3MiHu | Tuny - 3MiHU 3 SKOCTI.
A®I. KoHTpornb A®I. 3miHa y napameTpax cneuudikawin
Ta/abo [oNyCTUMUX MEX, BU3HAYEHUX Y cneumdikaLisx
Ha A®l, abo BUXiAHUIA/NPOMIXKHUIA NPOAYKT/peareHT, LWwo
BVKOPVCTOBYOTBCS Y npoLeci BupobHuutea API (iHwwi
3MiHN) BHeceHHs1 3miH go po3ginis 3.2.5.4.1.
Cneuudikaunis Ta 3.2.S.4.2. AHaniTU4Hi METOAMKM Ans
BXiZJHOrO KOHTPOIO Ha Aitody peyoBuHy DL-
CynbgokamdpopHa kucnoTa, a came NokasHMK
«P0O34MHHICTbY NepeHeceHo A0 po3ainy Npo 3aranbHi
BJIACTMBOCTI, OCKiflbkv BiH Mae pekoMeHaaLiHWIA
XxapakTtep BignosigHo go sumor APY 1.4 «MoHorpadii»
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Ta €0 1.5.1.7 «Characters».

CynyTHS 3MiHa - 3MiHK 3 akocTi. ADI. KoHTponb AdI.
3miHa y meTogax BunpobysaHHss A®| abo BuxigHoro
marepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BMKOPUCTOBYETLCS y Npoueci BUpobHuutea AdI
(He3HayHi 3MiHW y 3aTBEpKEHUX MeToaax
BUNpoOyBaHHS) 3MiHn | Tuny - 3miHn 3 sikocTi. ADI.
KoHTponb A®I. 3miHa y napameTpax cneumdikain
Ta/abo [oMyCTUMUX MeX, BU3HAYEHUX Y crielmdikaLlisix
Ha A®I, abo BMXiZHWMI/MPOMIDKHWI NPOAYKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y NpoLieci BUpobHuuTea APl
(BUMYYEHHS HE3HAYHOTO NOKa3HWKa SIKOCTi (Hanpuknag,
BUITyYEHHS 3acTapinoro nokasHvka)) BHeceHHs 3amiH go
po3ainie 3.2.S.4.1. Cneumndikauia Ta 3.2.5.4.2.
AHaniTU4HI MeETOAMKM AN BXiAHOrO KOHTPOSO Ha Aitoyy
pevoBuHy DL-CynbgokamdopHa kucnota, a came
nokasHuk «Baxki meTanu» BunyyYeHo Ha niacTasi
HadaHoi BUPOGHMKOM OLiHKM pU3uKy BiMnoBigHO A0
Bumor ICH Q3D Guideline for Elemental Impurities.
CynyTHS 3MiHa - 3MiHK 3 akocTi. ADI. KoHTponb AdI.
3miHa y MmeTogax BunpobysaHHs A®| abo BuxigHoro
marepiany/npoMixxHOro NpoaykTy/peareHTy, Lo
BVIKOPVCTOBYETbLCS y npoueci BupobHuutea Ad|
(He3HayHi 3MiHM y 3aTBEpKEHUX MeToaax
BUNpoOyBaHHs) 3miHn | Tuny - 3miHn 3 skocTi. ADI.
KoHTponb A®I. 3miHa y napameTpax cneumdikaLin
Ta/abo [onyCTUMUX MeX, BU3HAYEHNX Y crieymdikaLlisix
Ha A®l, abo BUXiZHUIA/NPOMIXXHWIA MPOAYKT/peareHT, Lwo
BVKOPVCTOBYIOTBCS Y npoLeci BupobHuutea API (iHwwi
3MiHN)

BHeceHHs 3MiH go po3ginis 3.2.S.4.1. Cneuudikauis Ta
3.2.5.4.2. AHaniT4Hi MeToaMKN A BXiAHOTO KOHTPOIO
Ha Aitoyy peyoBrHY HoBOKaiHy OCHOBA, a CaMe MOoKa3HWK
«P0O34MHHICTbY» NepeHeceHo A0 po3ainy Npo 3aranbHi
BIIACTMBOCTI, OCKifIbkM BiH Mae pekoMeHaaUiHu
xapaktep BignosigHo o sumor AdPY 1.4 «MoHorpadii»
Ta €0 1.5.1.7 «Characters» Ta 3a NokasHUKOM
«MikpobionoriyHa YncToTa» - BHECEHO NOCUMaHHs Ha
fitoye BuaaHHsa €O, 6e3 3MiHM HOpMyBaHHSA Ta
METOAWKM KOHTPOIHO SIKOCTI.

CynyTHS 3MiHa - 3MiHu 3 akocTi. ADI. KoHTponb AdI.
3miHa y meToaax BunpobysaHHA APl abo BuxigHoro
mMarepiany/npoMixxHOro NpoaykTy/peareHTy, LWo
BVKOPVCTOBYETbLCS y Npoueci BupobHuuTea Ad|
(He3HayHi 3MiHW y 3aTBEpKEHUX MeToAax
BUNPOBYBaHHS)
3miHu | Trny - 3miHm 3 gkocTi. APl. KoHtponb A®I. 3miHa
y metogax BunpobysaHHa APl abo BuxigHoro
marepiany/npoMixxHoro npoaykTy/peareHTy, Lo
BVKOPVCTOBYETbLCS y Npoueci BUpobHuuTea Ad|
(He3HayHi 3MiHW y 3aTBEpKEHUX MeToAax
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BUNPOoOyBaHHS)

BHeceHHs He3HayHuX 3MiH go posainy 3.2.5.4.2
AHaniTU4HI MeToAMKMN AN BXiAHOrO KOHTPOSO Ha Aitoyy
peyoBMHy HoBokaiHy ocHOBa 3a NOKa3HWUKOM
«3anunLwKoBi PO3YNHHUKNY - BHECEHO YTOYHEHHS 3
npuBogy xpomaTorpadyBaHHS pO34nHiB, a came:
AopaHo xpomartorpadyBaHHS XONIOCTOro PO3yuHy, 3a
pesynbTaTamu Banigauii BHECEeHi TepMiHU NpMAATHOCTI
PO34MHIB Ta BHECEHO pefakUiiiHi npaBku. 3MiHu | Tuny -
3MiHu 3 akocTi. A®l. BupoGHULTBO. 3MiHM B Npoueci
BMpobHuUTBa A®I (iHLWi 3MiHW) BHECEHHS! He3HaYHKX
3MiH y npouec BupobHuuTBa APl DL-CynbdokamdopHa
K1crnoTa, a came ONTUMI3aLisa napameTpis
TEXHOMOrYHOro Npouecy (3mMiHa NopsaKy A03yBaHHS,
nepeHeceHHa inbTpaLii, BUKIHOYEHHS BigXXMMaHHA Ta
NPOMMUBAaHHS Ha cTagii 1, a TakoX, BUNy4YeHHs cTagii 2).
Axicte ADI 3annwaeTbCst HE3MIHHOH.

206.

CYNEPBIT

TabneTku XyBarnbHi
no 10 TabneTtok y
6nictepi; no 3
Gnictepu y navui

AT
"KNIBCbKU
"
BITAMIHHWN
¥ 3ABOL"

YkpaiHa

AT
"KUIBCbKUM
BITAMIHHAW

3ABOO"

YkpaiHa

BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu |
Tmny - 3MiHuM wopo 6eanekn/edekTMBHOCTI Ta
dapmakoHarnagy. BeegeHHsa abo 3miHm oo
y3aranbHeHUX JaHux Npo cuctemy papmakoHarnsay
(BBEAEHHS y3aranbHEHMX gaHMX NPO CUCTEMY
capmakoHarnsgy, 3miHa ynoBHOBaXeHoi ocobu,
BiANOBIgaNbHOI 3a 34iNCHEHHS hapMakoHarnaay;
KOHTaKTHOT 0cO0M 3 chapMakoHarnsiay 3asiBHUKa Ans
3AiNCHEHHA hapmakoHarnsgy B YKpaiHi, SKLO0 BOHa
BiAMiHHa Big ynoBHOBaxeHOi 0cobu, BianosiganbHoi 3a
3[iCHeHHs1 hapmakoHarnagy (BKMYaym KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3milleHHi macTep-danna
cucTeMu chapmakoHarnsgy). 3miHa ynoBHOBaXeHOI
ocobu 3asiBHUKA, BiANOBIganbHOI 3a hapmakoHarnsag.
[itoua pepakuis: Konsaa Biktopis BiktopiBHa.
MponoHoBaHa pepakuis: babuka OmMutpo AHaToninoBmyY.
3MiHa KOHTaKTHMX JaHWX YNOBHOBaXeEHOI 0cobu
3asiBHMKA, BiANOBiAaNbHOI 3a hbapmakoHamsa.

6e3
peuenma

UA/5698/01/01

207.

TAMICTEP

Karncynv TBepai; no
30 abo no 90 kancyn
y dnakoHi; no 1
dnakoHy B
KapTOHHiIl kopobui

MicTtpan
Kenitan
MeHemxmeH
T NimiTen

AHrnis

BupobHuuTBO
NPOMIiXXHOrO
NpoAyKTy,
roToBOro
nikapcbKkoro
3acoby,
nakyBaHHs,
KOHTPOMb SKOCTI,
BUWMYCK Cepil:
NABOPATOPIO
C NNEOH
dAPMA C.A,,
IcnaHis;
BupobHuuTBO
NPOMiXXHOro
NPOAYKTY:

Icnanis/
PyMyHis

BHECEHHS 3MiH 0 peecTpaLiiHiX MmaTepianis: 3miHu |
Tuny - 3MiHn 3 sikocTi. CepTudikaT BignosigHocTi/lE-
cepTudikar BiANOBIAHOCTI EBPONENCHKIN
apmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo BUMYyYeHHs
cepTudikaTa BignoBiAHOCTI €Bponelickkinn hapmakonei:
ona A®l; ona suxigHoro
maTepiany/peareHTy/npoMiXXHOro NPOAYKTY, LLO
BMKOPMCTOBYIOTbCH Y BUpOBHULTBI ADI; Ans AONOMiKHOT
peyvoBUHM (CepTuUdikaT BiaNoBigHOCTI €EBponenchki
apmakonei) - OHOBREeHW cepTudikat Bif yxe
3aTBepKEHOro BUPOOHUKa- NofaHHA OHOBMEHOTO
cepTudcikaTa BignosigHOCTi €Bponeiickbkin dhapmakonei
Ne R1-CEP 2016-126 - Rev 00 (3aTBepaeHo: RO-CEP
2016-126 - Rev 02) ana A®I gytactepugy Bia
3aTBepaKeHoro BupobHuka Hetero Labs Limited, India

3a
peuenmom

UA/18497/01/01
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Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayitiHo20
noceio4yeHHs1

3eHntiBa C.A.,
PymyHis;
AnbTepHaTBHE
BTOPUHHE
nakyBaHHs:
ATIIC ®APMA,
C.J1., IcnaHis;
AnbTepHaTuBHe
BTOPUHHE
nakyBaHHS:
MAHAHTIAN
IHTEIPA
C.N.10., IcnaHis;
AnbTepHaTuBHe
nepBuHHE Ta
BTOPUHHE
nakyBaHHs:
JNNABOPATOPIO
C NIKOHCA
C.A,, IcnaHisi;
Bupo6HuLTBO
NPOMIXXHOIO
NpoayKTy:
JNNABOPATOPIO
C NIKOHCA
C.A., IcnaHis

208.

TAHTYM
BEPOE®

PO34MH AN POTOBOI
NOPOXHWHK, 1,5
mr/mm; mo 120 mny
dnakoHi 3 MipHUM
cTakaH4ymkom; no 1
hnakoHy y
KapTOHHiI kopobui

AsieHpge
Kimike
PiyHiTe
AHXeniHi
dpaHyecko -
AKP.A.®.
C.n.A

ITanis

AsieHge Kimike
PiyHiTe ArxeniHi
dpaHyecko
AKP.AO®.
C.n.A.

ITania

BHECEHHS 3MiH 0 peecTpaLiiHiX MaTepianis: 3miHu |
Tuny - 3MiHn 3 sikocTi. CepTudikaT BignosigHocTi/lE-
cepTudikar BiANOBIAHOCTI EBPONENCHKIN
apmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo BUMyYeHHS
cepTudpikaTta BiaNoBiAHOCTI €Bponeiichbkin hapmakonei:
aonsa A®l; ona smxigHoro
maTepiany/peareHTy/npoOMiKHOro NPOAYKTY, LLO
BMKOPUCTOBYIOTbCA Y BUpOBHULTBI ADI; Ans AONOMKHOT
peyvoBUHM (cepTuUdikaT BianoBigHOCTI EBponenchbkin
apmakonei) - OHoBReHW cepTudikat Bif yxe
3aTBEPAKEHOr0 BUPOBHUKA - MOAaHHSA OHOBIEHOrO
cepTudpikaTa BignosigHOCTi €Bponewichbkinn dapmakonei
Ne CEP 2021-203 - Rev 01 (3aTBepaxeHo: RO-CEP
2021-203 - Rev 00) ans gitovoi peyoBmHM Benzydamine
hydrochloride Big Bxe 3aTBepmKeHOro BUpobHMKa
AZIENDE CHIMICHE RIUNITE ANGELINI
FRANCESCO - A.C.R.A.F. S.P.A. - 3miHu | Tyny - 3miHK
3 akocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneumdikalin Ta/abo 4ONYCTUMUX MEX, BUSHAYEHUX Y
crneundikauisx Ha A®l, abo BUXigHUA/NPOMIXXHWIA
npoAyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NPoLEC
BMpobHMLUTBa AD| (BUIyYEHHSI HE3HAYHOTO NOKa3HKKa
AKOCTI (HanpuKnaz BUIy4YeHHs 3acTapinoro nokasHuka))
- BUNYYeHHs i3 cneundikauii 4ns Aito4oi pevyoBUHU

6e3
peuenma

UA/3920/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
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3acoby ynakoeka) noceio4yeHHs1

Benzydamine hydrochloride nokasHuka «Benzene < 2.0
ppm» (Gas-chromatographic determination).
3MiHn | TMny - 3miHn 3 sikocTi. A®I. KoHTponb AL, 3miHa
y napameTpax cneumaikauin Ta/abo 4onyCTUMUX MeX,
BU3Ha4eHux y cneuundikauisx Ha API, abo
BUXiOHWIA/MPOMDKHWIA NpoayKT/peareHT, Wwo
BUKOPUCTOBYHOTLCA Y NpoLeci BupobHuuTea AdI
(BUMYYEHHSA HE3HAYHOrO NOKa3HWKa SKOCTI (Hanpuknag,
BUITy4YEHHS 3acTapinoro nokasHvka)) - BUry4YeHHs i3
cneundikauii ans giroyvoi pevoBrHM Benzydamine
hydrochloride nokasHuka Particle size (Sieving); 98%
through 30 mesh. - 3minu | TNy - 3miHn 3 skocTi. ADI.
KoHTponb A®L. 3miHa y napameTpax cneuundikadin
Ta/abo foMyCTUMUX MeX, BU3HAYEHNX Y crieumndikaisx
Ha A®I, abo BMXiOHWMIN/MPOMIDKHWI NPOAYKT/peareHT, Wwo
BUKOPUCTOBYIOTLCS Y NpoLeci BupobHuuTea AdI
(BUMYYEHHS HE3HAYHOrO NOKa3HWKa SKOCTI (Hanpuknag,
BUITyYEHHS 3acTapinoro nokasHuka)) - BUry4YeHHs i3
cneumndikauii 4ns gitoyoi peyvosuHn Benzydamine
hydrochloride nokasHuka «Char. Of water solution»
(Visual and olfactory determination). - 3minu | Tuny -
3MiHun 3 skocTi. A®I. KoHTponb A®I. 3miHa y
napameTpax cneuudikadin Ta/abo JOoNyCTUMUX MEX,
BM3HA4YeHMX y cneuundikauisx Ha Adl, abo
BUXIOHWUIA/MPOMIDKHWUIA NpoayKT/peareHT, LWo
BMKOPVCTOBYIOTBCS Y npoLeci BupobHuutea API
(BUMYYEHHS HE3HAYHOTO NOKa3HWKa SIKOCTi (Hanpuknag,
BUIMYYEHHS 3acTapinoro nokasHuka)) - BUy4YeHHs i3
cneumdikauii ans gitoyoi pevosnHn Benzydamine
hydrochloride nokasHuka Colour of solution (Visual
evaluation): Not more colour than of the matching fluid. -
3miHu | Trny - 3miHm 3 gkocTi. A®Pl. KoHtponb A®I. 3miHa
y napameTpax cneuudikauinn Ta/abo gonycTUMmnX MeX,
BM3HaYeHUX y cneumdikauisx Ha Adl, abo
BVXiAHWI/MPOMDKHUI NpoAyKT/pearexT, Lo
BMKOPVCTOBYIOTBCS Y npoLieci BupobHuutea AdI
(BUMYYEHHS HE3HAYHOTO NOKa3HWKa SIKOCTi (Hanpuknag,
BWUIyYEHHS 3aCTapifioro NoOKa3HUKa)) - BUNMy4YeHHs i3
cneumdikauii ans gitoyoi pevosnHn Benzydamine
hydrochloride nokaanuka pH of 10% solution
(Potentiometric determination): 4.00-5.50. - 3minHu | Tuny
- 3miHu 3 gkocTi. A®I. KoHTponb A®I. 3miHa y
napametpax cneuudikauin Ta/abo gonycTuMmnx Mex,
BM3HaYeHuX y cneumdikauisx Ha Adl, abo
BUXiOHWIA/MPOMDDKHUIA NpOJYKT/peareHT, Wwo
BUKOPUCTOBYOTBCS Y npoLeci BUpobHuutea AdI
(BUMYYEHHS HE3HAYHOrO NOKa3HWKa SIKOCTi (Hanpuknag,
BWUITyYEHHS 3aCTapifioro NoKasHUKa)) - BUNyYeHHs i3
crneundikauii Ans girovoi pevoBuHY Benzydamine
hydrochloride nokasHuka Primary amines (Colorimetric
method): £0.01% as Anthranilic acid. - 3miHu | Tuny -
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yeaHHs1

Homep

peecmpayitiHo20

209.

TAHTYM

PO34MH BariHanbHWUM

3MiHn 3 akocTi. APl. KoHTponb A®I. 3miHa y
napameTpax cneuudikauin Ta/abo gonycTumMmnx Mex,
BM3HA4YeHMX y cneuudikauisx Ha Adl, abo
BUXiOHWIA/MPOMDKHWIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y NpoLieci BUpobHuutea AdI
(BUMYYEHHS HE3HAYHOrO NOKa3HWKa SIKOCTi (Hanpuknag,
BUITy4YEHHS 3acTapinoro NokasHvka)) - BUry4YeHHs i3
cneundikadii Ans giroyvoi pevoBuHM Benzydamine
hydrochloride nokasHuka A (1%, 1 cm 306 nm)
(Spectrophotometric determination): 155-165. - 3miHu |
Tuny - 3MiHn 3 skocTi. A®I. Kontponb A®I. 3miHa y
napameTpax crneuudikadin Ta/abo onyCTUMUX MeX,
BM3HA4YeHMX y cneuundikauisx Ha Adl, abo
BVXiAHWI/MPOMDKHUI NpoAyKT/pearexT, LWo
BUKOPUCTOBYIOTLCS Y Npoueci BupobHuuTea AdI
(BUMYYEHHS HE3HAYHOTO NOKa3HWKa SIKOCTi (Hanpuknag,
BWUIYYEHHS 3aCTapinioro NoKa3HUKa)) - BUNMy4YeHHs i3
cneundikauii ans giroyvoi pevoBmHM Benzydamine
hydrochloride nokasHuka Melting Point (Automatic
determination): 158.5-160.0°C. - 3minwn | Tuny - 3miHn 3
skocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
crneundikaui Ta/abo AONyCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisx Ha A®l, abo BUXiAHNIN/MPOMIXKHWI
NpoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NPOLIECI
BUpOoGHMUTBa ADI (BUNYyYEHHS HE3HAYHOTO NoKa3HUKa
AKOCTI (Hanpuknag BUINy4YeHHs 3acTapinoro NokasHuka))
- BUNYyYeHHs i3 cneundikauii 4ns Aito4oi pevyoBuHU
Benzydamine hydrochloride nokasHuka lonic Chloride
(Automatic electrometric titration): 9.95-10.55%. - 3miHu
| Tuny - 3miHn 3 sikocTi. A®L. KoHTponb A®L. 3miHa y
napametpax cneuudikauinn Ta/abo onycTUMmnX MeX,
BM3HaYeHuX y cneumdikauisx Ha Adl, abo
BVXiAHWA/MPOMiXXHWIA NpoayKT/pearexT, LWo
BMKOPUCTOBYOTBCS Y npoLeci BupobHuutea AdI
(BUMYYEHHS HE3HAYHOrO NOKa3HWKa SKOCTi (Hanpuknag,
BWUIyYEHHS 3aCTapinoro NoOKa3HUKa)) - BUNMyYeHHs i3
crneundikauii Ans giroyvoi pevoBuH Benzydamine
hydrochloride nokasHuka Sulphates as Na2S0O4 (Limit
test): £0.05%.T - 3miHun | TUNY - 3miHK 3 akocTi. ADI.
KoHTponb A®I. 3miHa y napameTpax cneumndikaLin
Ta/abo [oNyCTUMUX MEX, BUSHAYEHUX y cneumdikaLlisix
Ha A®l, abo BUXiZHUIA/MPOMIXXHWIA MPOAYKT/peareHT, Lo
BUKOPUCTOBYOTBCS Y npoLeci BUpobHuutea AdI
(BUMYYEHHS HE3HAYHOTO NMOKa3HWKa SKOCTi (Hanpuknag,
BUITyYEHHS 3aCTapinoro NokasHuKa)) - BUNyYeHHs i3
cneundikauii Ans giroyoi pevoBuH Benzydamine
hydrochloride nokasHuka Readily Carbonizable
Substances (Visual evaluation): Yellow solution which
does not turn brown by 5 minutes.

noceio4yeHHs1

PO3A®

0,1%; no 140 mn y

Asienge
Kimike

ITanis

Asienge Kimike

PiyHiTe ArxeniHi

ITania

BHECEHHS 3MiH [0 peecTpaLiiHuX MaTepianis: 3miHu |
TMny - 3MiHK 3 sikocTi. CepTudikaT BignosigHocTi/lE-

be3

UA/4012/02/01

peuenma




96

[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
hnakoHi PiyHiTe dpaHyecko cepTudikaT BiaNoBiaHOCTI €BpONEnchbKin
OCHalleHoMy Arxenini AKP.AO®. chapmakonei/mMoHorpadii. NMogaHHa HoBoro abo
KaHoneto 3 dpaHyecko C.n.A. OHOBIIEHOTO cepTudikaTa BignoBigHOCTi abo BUNYyYeHHS
KpULLIEYKOL Ans AKP.AO. cepTudikarta BignoBiaHOCTI €Bponenchkin dhapmakonei:
3aKpuTTS; Mo 5 C.n.A. ans A®l; ans BuxigHoro

¢nakoHiB y
KapTOHHiI kopooLi

MaTepiany/peareHTy/NpOMiIXXHOro NPOAYKTY, L0
BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; Anst ONOMiKHOT
peyoBUHU (cepTudikaT BiANOBIAHOCTI €EBPONENCHKIN
tapmakonei) - OHOBNEHUI cepTudikar Big yxe
3aTBepakeHoro BUpobHuKa. [ogaHHsi OHOBNEHOrO
cepTucpikaTa BiANOBIAHOCTI €BpONEnchbKin apmakonei
Ne CEP 2021-203 - Rev 01 (3atBepaxeHo: RO-CEP
2021-203 - Rev 00) ans gitodoi pedyoBnHu Benzydamine
hydrochloride Bia Bxe 3aTBepmkeHOro BMpobHuka
AZIENDE CHIMICHE RIUNITE ANGELINI
FRANCESCO - A.C.R.A.F. S.P.A. 3minHun | Tuny - 3minm 3
akocTi. A®Il. Kontponb A®I. 3miHa y napameTpax
crneundikaui Ta/abo AONyCTUMUX MEX, BUSHAYEHUX Y
crneundikauisx Ha APl, abo BUXigHUA/NPOMIXKHWIA
npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NMPOLECI
BUPOGHMUTBa ADI (BUMYYEHHS HE3HAYHOTO NOKa3HMKa
AKOCTi (Hanpuknag BUIy4YeHHs 3acTapinoro nokasHuka))
- BunyyeHHs i3 cneumdikauii ons gitodoi pe4oBuHU
Benzydamine hydrochloride nokasHuka «Benzene < 2.0
ppm» (Gas-chromatographic determination). 3mixu |
Tuny - 3MiHn 3 skocTi. A®Il. Kontponb A®I. 3miHa y
napametpax cneuudikauinn Ta/abo onycTUMmnX MeX,
BM3HaYeHUX y cneumdikauisx Ha Adl, abo
BVXiAHW/MPOMDKHUI NpoAyKT/pearexT, LWo
BUKOPUCTOBYOTBCS Y npoleci BupobHuutea AdI
(BUMYYEHHS HE3HAYHOTO NOKa3HWKa SIKOCTi (Hanpuknag,
BWUIYyYEHHS 3aCTapifnoro NokasHuka)) - BunyyerHs i3
crneundikauii Ans giroyvoi pevoBuH Benzydamine
hydrochloride nokasnuka Particle size (Sieving); 98%
through 30 mesh. 3miHu | TUNY - 3miHK 3 AkocTi. API.
KoHTponb A®I. 3miHa y napameTpax cneumdikaLin
Ta/abo [onyCTUMUX MeX, BUSHAYEHUX Y cneundikaLlisix
Ha A®l, abo BUXiZHUIA/MPOMIXKHWIA MPOAYKT/peareHT, Lo
BMKOPVCTOBYIOTBCS Y npoLeci BupobHuutea AdPI
(BUNYYEHHS HE3HAYHOTO NOKa3HWKa SIKOCTi (Hanpuknag,
BUMYYEHHS 3aCTapinioro nokasHuka))- BunyyeHHs i3
cneundikauii ans giroyvoi pevoBuHM Benzydamine
hydrochloride nokasHuka Colour of solution (Visual
evaluation): Not more colour than of the matching fluid.
3miHu | Trny - 3miHm 3 gkocTi. A®Pl. KoHtponb A®I. 3miHa
y napameTpax cneuudikauin Ta/abo 4onycTUMNX MEX,
BM3HaYeHuX y cneumdikauisx Ha Adl, abo
BUXiOHWIA/MPOMDDKHWUIA NPOZYKT/peareHT, Wwo
BUKOPUCTOBYOTBCS Y npoLeci BupobHuutea AdI
(BUMYYEHHS HE3HAYHOrO NOKa3HWKa SKOCTi (Hanpuknag,
BWUITYYEHHS 3aCTapifioro nokasHuka))- BunyyeHHs i3
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cneundikauii ans giroyvoi pevoBrHM Benzydamine
hydrochloride nokasHuka «Char. Of water solution»
(Visual and olfactory determination). 3miHu | Tuny -
3MmiHu 3 akocTi. APl. KoHTponb A®I. 3miHa y
napameTpax cneuudikauin Ta/abo gonycTumMmnx Mex,
BM3HA4YeHMX y cneuudikauisx Ha Adl, abo
BUXiOHWIA/MPOMDKHWUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYIOTBLCS Y npoLieci BUpobHuutea APl
(BUMYYEHHS HE3HAYHOTO NOKa3HWKa SKOCTi (Hanpuknag,
BWUJTyYEHHS 3acTapinoro nokasHuka)) - Buny4yerHs i3
cneundikadii Ans giroyvoi pevoBuHM Benzydamine
hydrochloride nokasHuka pH of 10% solution
(Potentiometric determination): 4.00-5.50. 3minwn | TMny -
3MmiHu 3 gkocTi. A®Il. KonTtponb A®I. 3miHa y
napameTpax cneuudikadin Ta/abo JonyCTUMUX MEX,
BM3HA4YeHMX y cneuundikauisx Ha Adl, abo
BVXiAHWI/MPOMDKHUI NpoAyKT/pearexT, LWo
BUKOPUCTOBYIOTLCS Y NpoLeci BupobHuuTea AdI
(BUMYYEHHS HE3HAYHOTO NOKa3HWKa SIKOCTi (Hanpuknag,
BUIYYEHHS 3aCTapinoro NokasHuka)) - BunyyerHs i3
cneumdikauii 4ns gitoyoi pevosuHn Benzydamine
hydrochloride nokasHuka Primary amines (Colorimetric
method): £0.01% as Anthranilic acid. 3minu | Tuny -
3MiHu 3 skocTi. APl. KoHTponb A®I. 3miHa y
napameTpax cneuudikadin Ta/abo JonyCTUMUX MEX,
BM3HaYeHuX y cneumdikauisx Ha Adl, abo
BVXiAHWA/MPOMiXXHWIA NpoayKT/pearexT, LWo
BUKOPUCTOBYOTBCS Y npoLeci BupobHuutea AdI
(BUMYYEHHS HE3HAYHOrO NOKa3HWKa SKOCTi (Hanpuknag,
BUITyYEHHS 3acTapinoro nokasHuka)) - BunyueHhs i3
crneundikauii Ans giroyvoi pevoBuHY Benzydamine
hydrochloride noka3nuka A (1%, 1 cm 306 nm)
(Spectrophotometric determination): 155-165. 3miHu |
Tuny - 3MiHn 3 sikocTi. A®Il. KoHntponb A®L. 3miHa y
napameTpax cneuudikadin Ta/abo JonyCTUMUX MEX,
BM3HaYeHuX y cneumdikauisx Ha Adl, abo
BVXiAHWA/MPOMiXXHWIA NpoayKT/pearexT, LWo
BMKOPVCTOBYIOTBCS Y npoLeci BupobHuutea API
(BUMYYEHHS HE3HAYHOrO NOKa3HWKa SKOCTi (Hanpuknag,
BUIYyY€EHHS 3aCTapinoro nokasHuka)) - BunyueHhs i3
cneundikauii ans giroyvoi pevoBrHN Benzydamine
hydrochloride nokasHuka Melting Point (Automatic
determination): 158.5-160.0°C. 3minHu | Tuny - 3miHun 3
skocTi. A®Il. Kontponb A®I. 3miHa y napameTpax
cneundikaLi Ta/abo JoNyCTUMMUX MEX, BUSHAYEHUX Y
cneuudikauisix Ha A®l, abo BUXiaAHNI/NMPOMiXHMIA
NpoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NMPOLIECI
BMpOo6HMLUTBa AD| (BUNMy4YEHHSA HE3HAYHOTO NMoKa3HUKa
AKOCTi (Hanpuknag BUINy4YeHHs 3acTapinoro nokasHuka))
- BunyyeHHs i3 cneumdikauii ons gitodoi pe4oBuHu
Benzydamine hydrochloride nokasHuka lonic Chloride




98

[IpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep

peecmpayitiHo20

noceio4yeHHs1

(Automatic electrometric titration): 9.95-10.55%. 3miHn |
Tuny - 3MiHn 3 skocTi. A®Il. Kontponb A®I. 3miHa y
napameTpax cneuudikadin Ta/abo JonyCTUMUX MeX,
BM3HA4YeHMX y cneuudikauisx Ha Adl, abo
BUXIOHWI/MPOMDKHUIA NpOAYyKT/peareHT, Wwo
BUKOPUCTOBYIOTLCA Y Npoleci BupobHuuTtea Ad|
(BUMYYEHHS HE3HAYHOTO NOKa3HWKa SKOCTi (Hanpuknag,
BUIYYEHHS 3aCTapinoro nokasHuka)) - BunyyenHs i3
cneundikauii ans giroyvoi pevoBrHM Benzydamine
hydrochloride nokasHuka Sulphates as Na2S04 (Limit
test): <0.05%. 3MiHn | Tuny - 3miHn 3 axocTi. ADI.
KoHTponb A®L. 3miHa y napameTpax cneuundikadin
Ta/abo [onyCTUMUX MeX, BU3HAYEHNX Y cneumdikaLlisix
Ha A®I, abo BUXiZHUIA/MPOMIXXHWI MPOAYKT/peareHT, Lwo
BUKOPUCTOBYIOTLCS Y Npoueci BupobHuuTea AdI
(BUMYYEHHS HE3HAYHOTO NOKa3HWKa SIKOCTi (Hanpuknag,
BUMYYEHHS 3aCTapinoro nokasHuka))- BunyyeHHs i3
cneumdikauii 4ns gitoyoi peyvosuHn Benzydamine
hydrochloride nokasHuka Readily Carbonizable
Substances (Visual evaluation): Yellow solution which
does not turn brown by 5 minutes.

210.

TAHTYM
PO3A®

rpaHynu ans
BariHanbHoOro
po34mHy no 500 wmr;
no 10 cawe B
KapTOHHIN kopobui

AsieHpge
Kimike
PiyHiTe
AHXeniHi
DdpaHyecko -
AKP.AOD.
C.n.A

ITanis

AsieHge Kimike
PiyHiTe ArxeniHi
dpaHyecko
AKP.AO®.
C.n.A.

ITania

BHECEeHHs1 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu |
Tmny - 3MiHn 3 skocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikaT BianoBigHOCTI €BpoONenchbKin
tapmakonei/moHorpadii. MogaHHs HoBoro abo
OHOBIIEHOTrO cepTudikaTa BignoBigHOCTi abo BUNyYeHHs
cepTudpikaTta BignosigHocCTi €Bponelickkiin hapmakonei:
ona A®l; ona smxigHoro
MaTepiany/peareHTy/MpOMiIXXHOrO NPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpoBHULTBI ADI; Anst AonoMiXHOT
peyvoBUHM (cepTuUdikaT BianoBigHOCTI EBponenchbkin
dapmakonei) - OHoBReHW cepTudikat Bif yxe
3aTBEpAKEHOro BUPOOHMKa
[MogaHHA oHOBREHOro cepTudikaTa BigNOBIGHOCTI
€sponeicbkin dapmakonei Ne CEP 2021-203 - Rev 01
(3aTBepoxeHo: RO-CEP 2021-203 - Rev 00) ans gitoyoi
peyoBuHU Benzydamine hydrochloride Big Bxe
3aTBepakeHoro BupobHuka AZIENDE CHIMICHE
RIUNITE ANGELINI FRANCESCO - A.C.RAF.S.P.A. -
3minu | Tuny - 3miHm 3 sikocTi. ADI. KoHTponb A®I. 3miHa
y napameTpax cneumdikauin Ta/abo 4onyCTUMUX MEeX,
BM3HaYeHUX y cneuudikauisx Ha Adl, abo
BVXiAHWA/MPOMiXXHWIA NpoayKT/pearexT, LWo
BMKOPVCTOBYIOTBCS Y npoLieci BupobHuutea API
(BMNYYEHHS HE3HAYHOTrO NOKa3HMKa AKOCTI (Hanpuknag,
BUIMYY€EHHs 3aCTapinoro nokasHuka)) - BunyueHhs i3
cneundikauii ans giroyvoi pevoBrHM Benzydamine
hydrochloride nokasHuka Particle size (Sieving); 98%
through 30 mesh. - 3minu | TMny - 3miHKW 3 sikocTi. ADI.
KoHTponb A®I. 3miHa y napameTpax cneumdikaLin
Ta/abo foNyCTUMUX MEX, BU3HAYEHUX Y cneundikalisx

6e3
peuenma

UA/4012/01/01
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Ha A®I, abo BMXiZHWMI/MPOMIDKHWI NPOAYKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y NpoLieci BUpobHuuTea APl
(BUMYYEHHS HE3HAYHOTO NOKa3HWKa SKOCTi (Hanpuknag,
BWUJTyYEHHS 3acTapinoro nokasHuka)) - Buny4yerHs i3
cneundikadii Ans giro4oi pevoBmHn Benzydamine
hydrochloride nokasHuka «Benzene < 2.0 ppm» ((Gas-
chromatographic determination). - 3mitu | Tuny - 3miHu 3
akocTi. A®Il. Kontponb A®I. 3miHa y napameTpax
cneundikaui Ta/abo 4ONyCTUMMX MEX, BUSHAYEHWUX Y
cneundikauisix Ha APl, abo BUXigHUA/MPOMIXKHUIA
NpoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NMPOLIECI
BUpOGHMUTBa ADI (BUNYyYEHHS HE3HAYHOTO NoKa3HUKa
AKOCTi (Hanpuknag BUIy4YeHHs 3acTapinoro nokasHuka))
- BunyyeHHs i3 cneumdikauii ons gitodoi pe4oBuHU
Benzydamine hydrochloride nokasHuka Char. of water
solution (Visual and olfactory determination). - 3miHu |
Tuny - 3MiHn 3 skocTi. A®Il. Kontponb A®I. 3miHa y
napameTpax cneuudikadin Ta/abo JonyCTUMUX MEX,
BM3HA4YeHMX y cneuundikauisx Ha Adl, abo
BVXiAHWI/MPOMDKHUI NpoAyKT/pearexT, LWo
BUKOPUCTOBYIOTLCS Y NpoLeci BupobHuuTtea Ad|
(BUMYYEHHS HE3HAYHOTO NOKa3HWKa SIKOCTi (Hanpuknag,
BUIYYEHHS 3aCTapinoro NokasHuka)) - BunyyerHs i3
cneumndikauii 4ns gitoyoi peyvosuHn Benzydamine
hydrochloride nokasHuka Colour of solution (Visual
evaluation). - 3minun | Tuny - 3miHn 3 akocti. ADI.
KoHTponb A®I. 3miHa y napameTpax cneumdikaLin
Ta/abo [onyCTUMUX MeX, BU3HAYEHNX Y creymdikaLlisix
Ha A®l, abo BUXiZHUIA/MPOMIXXHWIA MPOAYKT/peareHT, Lo
BUKOPUCTOBYOTBCS Y npoleci BupobHuutea AdI
(BUMYYEHHS HE3HAYHOTO NOKa3HWKa SIKOCTi (Hanpuknag,
BWUIYyYEHHS 3aCTapinoro NokasHuka)) - BunyyeHHs i3
crneundikauii Ans giroyvoi pevoBuH Benzydamine
hydrochloride nokaanuka pH of 10% solution
(Potentiometric determination): 4.00-5.50. - 3minHu | Tuny
- 3miHu 3 gkocTi. A®I. KoHTponb A®I. 3miHa y
napameTpax cneuudikauin Ta/abo JonycTMMmnX Mex,
BM3HaYeHuX y cneumdikauisx Ha Adl, abo
BVXiAHWI/MPOMDKHUI NpoAyKT/pearexT, Lo
BUKOPUCTOBYOTBCS Y npoLeci BUpobHuutea AdI
(BUMYYEHHS HE3HAYHOrO NOKa3HWKa SKOCTi (Hanpuknag,
BWUIYyYEHHS 3aCTapinoro NokasHuka)) - BunyyerHs i3
crneundikauii ans giro4voi pevoBuH Benzydamine
hydrochloride nokasHuka Primary amines (Colorimetric
method): £0.01% as Anthranilic acid. - 3miHun | Tuny -
3miHu 3 skocTi. ADIl. KonTponb A®I. 3miHa y
napameTpax cneuudikadin Ta/abo JonyCTUMUX MEX,
BM3HaYeHuX y cneumdikauiax Ha Adl, abo
BVXiAHWA/MPOMiXXHUIA NpoayKT/pearexT, LWo
BMKOPVCTOBYIOTBCS Y npoLieci BupobHuutea AdI
(BUITYyYEHHS HE3HAYHOTO NOKa3HWKa SKOCTi (Hanpuknag
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BWUJTyYEHHS 3acTapinoro nokasHuka)) - BunyyerHs i3
cneundikadii Ans giroyvoi pevoBuHM Benzydamine
hydrochloride He3Ha4Horo nokasHuka A (1%, 1 cm 306
nm) (Spectrophotometric determination): 155-165. -
3minn | Trny - 3minm 3 akocTi. APl KoHtpons A®I. 3miHa
y napameTpax cneumaikauin Ta/abo 4onyCTUMUX MeX,
BM3HA4YeHMX y cneuudikauisx Ha Adl, abo
BVXiAHWN/MPOMDKHUI NpodyKT/pearenT, Lo
BUKOPUCTOBYHOTLCA Y Npoueci BUpobHuuTea AdI
(BUMYYEHHS HE3HAYHOrO NOKa3HWKa SIKOCTi (Hanpuknag,
BUIYYEHHS 3aCTapinoro nokasHuka)) - BunyyenHs i3
cneumdikauii 4ns gitoyoi peyvosuHn Benzydamine
hydrochloride nokasHuka Melting Point (Automatic
determination): 158.5-160.0°C. - 3minwn | Tuny - 3miHn 3
skocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
crneundikaui Ta/abo AoNyCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisx Ha A®I, abo BUXiAHNI/MPOMIXKHMI
NpoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NPOLIECI
BUpOGHMUTBa ADI (BUNYyYEHHS HE3HAYHOTO NOoKa3HUKa
AKOCTI (HanpuKnaa BUINyYeHHs 3acTapinoro NokasHuka))
- BunyyeHHs i3 cneundpikauii ans gito4oi pevoBmHU
Benzydamine hydrochloride nokasHuka lonic Chloride
(Automatic electrometric titration): 9.95-10.55%. - 3miHun
| Tuny - 3miHm 3 skocTi. A®Il. KoHTponb AdL. 3miHa y
napameTpax cneuudikadin Ta/abo JonyCTUMUX MEX,
BM3HaYeHuX y cneumdikauisx Ha Adl, abo
BVXiAHWA/MPOMiXXHWIA NpoayKT/pearexT, LWo
BUKOPUCTOBYOTBCS Y npoLeci BupobHuutea AdI
(BUMYYEHHS HE3HAYHOrO NOKa3HWKa SKOCTi (Hanpuknag,
BUITyY€EHHS 3acTapinoro nokasHuka)) - BunyueHhs i3
crneundikauii Ans giroyvoi pevoBuHY Benzydamine
hydrochloride nokasHuka Sulphates as Na2S0O4 (Limit
test): 0.05%. - 3miHn | TMNy - 3miHn 3 akocTi. AdDI.
KoHTponb A®I. 3miHa y napameTpax cneumdikaLin
Ta/abo [oMyCTUMUX MeX, BUHAYEHNX Y cneundikaLlisx
Ha A®I, abo BUXiAHUIA/MPOMIXXHWIA MPOAYKT/peareHT, Lo
BUKOPUCTOBYOTBCS Y npoLeci BupobHuutea AdI
(BUMYYEHHS HE3HAYHOrO NOKa3HWKa SKOCTi (Hanpuknag,
BUIYyYEHHS 3aCTapinoro NokasHuka)) - BunyyerHs i3
crneundikauii Ans girovoi pevoBuH Benzydamine
hydrochloride nokasHuka Readily Carbonizable
Substances (Visual evaluation): Yellow solution which
does not turn brown by 5 minutes.

211.

TACUIHA

Kancynu TBepgi no
150 mr; no 4
Kancynu y énictepi;
no 7 6nictepis y
kopo6Lii 3 KapTOHY

Hosapric
dapma Al

LLisenuapi
o

BMPOGHMLITBO 32
MOBHVIM LIMKIIOM:
Hosaptic ®apma
LLitein AT,
LLsenuapis;
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,

Lsevinapis/
CnoseHis

BHECEHHS 3MiH [0 peecTpaLiiHiX MaTepianis: 3miHu |
TMny - AoMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS
Ta/abo agpecy MicLs NPOBaMKEHHS AiSNbHOCTI
BMPOGHVKa/iMnopTepa roToBoro Nikapcbkoro 3acoby,
BKI0MAOUM AinbHULI BUNYCKY cepii abo Micue
NpPOBEAEHHS KOHTPOIIO SIKOCTI. (isSNbHICTb, 3a sIKy
BiAMoOBiAae BUPOOHWMK/IMMOpTEp, BKIOYAOUMN BUMYCK
cepil) 3miHa agpecu BUpoBHMKa roTOBOrO fikapcbKoro

3a
peuernmom

He
nidnsieae

UA/8979/01/02
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BUNYCK cepii: 3acoby. 3MiHVM BHECEHO B iHCTPYKLiO AN Me4UYHOro
Ilek 3aCTOCyBaHHS nikapcbkoro 3acoby y po3gin
PapmacbioTukan «MicuesHaxomkeHHs BUpOOHMKa Ta agpeca Micus
caa., NPoBaZXXeHHSA NOro AisnbHOCTI» 3 BiANOBIGHUMMN
BUMPOOHMYa 3MiHaMK y TEKCTi MapKyBaHHS yNaKoBKMN MiKapCbKoro
OinbHUUA 3acoby. BeeaeHHs1 3mMiH npoTaroM 6-tu micauis nicns
NeHpaBa, 3aTBEPKEHHS.
CnoseHis
212. | TACUTHA Kancynu Teepai no Hosapric Llseviyapi | BMpoOHMUTBO 3a | LUBenuapis/ BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a He UA/8979/01/01
200 wr; no 14 dapma Al A NOBHUM LIMKIOM: CnoseHis TMny - AGMiHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuenmom | niidnszae
kancyn y 6nictepi; HosapTic ®apma Ta/abo agpecu micusa NpoBapKEHHs OisnbHOCTI
no 2 Gnictepny Ltenn AT, BUPOGHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
KOpOOGLii 3 KapTOHY; LLisenuapis; BKITIOMAI04M AinbHULI BUNYCKY cepii abo micue
no 4 kancynuy NPOBEAEHHS1 KOHTPOSO AKOCTI. (LiANbHICTb, 3a AKY
6nictepi; no 7 nepBuHHE Ta BifnoBigae BUPOOHUK/iIMNOPTEpP, BKIHOYaOUM BUMYCK
onictepiB y kopobui BTOPUHHE cepin) 3miHa agpecy BUpOOHMKA rOTOBOrO MiKapCbKOro
3 KapTOHY nakyBaHHs, 3acoby. 3MiHM BHECEHO B IHCTPYKLUil0 ANsi MEAUYHOTO
BUMYCK cepii: 3acTocyBaHHS nikapcbkoro 3acoby y po3ain
Ilek «MicuesHaxomkeHHsA BUPOOHMKa Ta agpeca Micus
dapmackioTrkan NPOBaZXXeHHA NOro AisNbHOCTI» 3 BigNOBIgHUMMN
ca.na., 3MiHaMK y TEKCTi MapKyBaHHs1 yNakoBKM MiKapCbKoro
BMPOGHMYa 3acoby. BBegeHHst 3MiH npoTArom 6-Tv MicauiB nicns
OinbHULA 3aTBEPKEHHS.
Jlenpaea,
CnoBeHis
213. | TEBAIPACTH PO34MH ANS iH'eKLin TOB «TeBa YkpaiHa BrpobHnuTBO 3a I3paine/ BHECEHHS 3MiH [0 peecTpaLiiHuX MmaTepianis: 3miHu | 3a He UA/15237/01/01
M abo iHdysin no 30 Ykpaina» NMOBHUM LIUKITOM: JlutBa Tmny - 3MiHK Wwopao 6esnekn/edekTMBHOCTI Ta peuyenmom | nidnseae
mnH MO/0,5 mn; no TeBa dapmakoHarnsay. 3miHu y KOpoTKili XxapakTepucTui
0,5 mn (30 mnH MO) dapmavneBTikan nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
B CKINSIHOMY LUMpuLi IHpacTpis T4, AN MeQUYHOro 3acToCcyBaHHS
0OHOPa30oBOro I3pains; reHepu4HuX/ribpnaHnx/GionoaibHux nikapcbkux 3acobis
BUKOPUCTAHHS 3 KoHTponb nicns BHECEHHS TiET camoi 3MiHW Ha pedepeHTHUI
nepmMaHeHTHO akocTi: 3AT npenapar (3MiHa He NoTpebye HafaHHS XOAHUX HOBUX
NPWELHAHOIO FONKOK Tea banrikc, [0[aTKOBMX AaHuX) - 3MiHWM BHECEHO [0 iHCTPYKUiT Ans
Ta 3aXUCHUM Jlutea MeAMYHOro 3acTOCyBaHHS Nikapcbkoro 3acoby Ao
KOBMa4kom, 3 abo po3ainie "OcobnueocTi 3acTocyBaHHA" Ta "lMoGi4YHi
6e3 npucTpoto Ans peakuii" 3rigHo 3 iHpopmalieto Woao MeanyHoro
6e3nevHoro 3aCTOCyBaHHsi pedpepeHTHOro nikapcbkoro 3acoby
BBEOEHHA Ta NEUPOGEN. - BBegeHHs1 3MiH npoTsrom 6 micauis 3
3anobiraHHs 0aTu 3aTBEPAXKEHHS.
nopaHeHb ronKo Yn
NMOBTOPHOrO
BMKOPUWCTaHHS; no 1
LINPULY Y KapTOHHIN
Kopobui
214. | TEBAIFPACTH PO34MH ANs iH'ekuin TOB «TeBa YkpaiHa Bupo6HuuTBO 3a I3painb/ BHECEHHS 3MiH 0 peecTpaLiiHux MaTepianis: 3miHu | 3a He UA/15237/01/02
M abo iHdysin no 48 Ykpaina» NMOBHUM LIUKITOM: JlutBa Tmny - 3MiHK Wwopao 6esnekn/edekTUBHOCTI Ta peuennmom | nidnseae
mnH MO/0,8 mn; no TeBa dapmakoHarnsaay. 3MiHW y KOpPOTKil XapakTepuctui
0,8 mn (48 mnH MO) PapmauesTikan nikapcbkoro 3acoby, TEKCTi MapKyBaHHsI Ta iHCTPYKUii
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B CKNAHOMY LUNPULL IngacTpis Jlta., Ons Megu4Horo 3aCTocyBaHHA
0[HOPa30BOro I3pains; reHepuyHux/ribpuaHmx/6ionodibHMx nikapcbkux 3acobis
BUKOPUCTAaHHS 3 KoHTponb nicns BHECEHHS TiET camoi 3MiHN Ha pechepeHTHUI
nepmMaHeHTHO skocTi: 3AT npenapart (3MiHa He nNoTpebye HajaHHS XXOAHUX HOBUX
NpUeSHAHOIO roSIKOK Tesa banrikc, [0AaTKOBMX AaHWX) - 3MiHM BHECEHO A0 iHCTPYKLii Ans
Ta 3aXUCHUM JlutBa MeAMYHOro 3acTOCyBaHHS Nikapcbkoro 3acody Ao
KoBMa4vkom, 3 abo po3ainie "OcobnueocTi 3acTocyBaHHS" Ta "lMoGiYHi
6e3 npucTpoto ans peakuii” 3rigHo 3 iHpopmalieto LWoao0 MeanyHOro
6e3neyHoro 3acToCcyBaHHsi pedhepeHTHOro nikapcbkoro 3acoby
BBEOEHHA Ta NEUPOGEN. - BeBegeHHs1 3MiH NpoTsirom 6 micsauis 3
3anobiraHHsi 0aTu 3aTBEPOKEHHS.
nopaHeHb ronKo Yun
NMOBTOPHOrO
BMKOPUCTaHHS; no 1
LUNPULY Y KAPTOHHIN
Kopobui
215. | TENMICAPTAH | nopoLuok TOB YkpaiHa MOXEM IHais BHECEHHS 3MiH O peecTpauinHmx matepianis: 3miHa - UA/12083/01/01
(cybeTaHuin) y "TNEOQPAP IHOACTPI3 3asBHuKa J13 (MIBI) (BnacHuka peecTtpauiiHoro
noaBiNHNX M nTa" NIMITEL noceigyeHHst) (3rigHo Hakasdy MOS Big 23.07.2015 Ne
nonieTuneHoBmx 460)
naketax ons
hapmaLeBTU4HOIO
3aCTOCYBaHHS
216. | TEPA®IIO NMOPOLLOK Ans XaneoH KX Leeviuapi | XaneoH KOC IHk. CLWA BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 6e3 UA/5436/01/01
oparnbHOro Po34nHy CAPJ A Tmny - 3MiHK Wwopao 6esnekn/edekTMBHOCTI Ta peuenma
3i CMaKoM nicoBMX dapmakoHarnsaay. BeegeHHst abo 3miHn go
arig; 1 naket 3 y3aranbHeHVX JaHUX Npo cuctemMy hapmakoHarnsgy
nopotukom; 10 (BBEOEHHS y3aranbHeHVX AaHUX NPo cUcTemMy
nakeTiB 3 MOPOLLUKOM capmakoHarnsgy, 3miHa ynoBHOBaXeHoi ocobu,
Y KapTOHHIlA kopoobui BiAnoBiganeHoI 3a 34iMCHEHH: hapMakoHarnsay;
KOHTaKTHOI 0CO0M 3 hapMakoHarnsay 3asiBHUKa Ans
3AiNCHEHHNA hapmakoHarnsgy B YKpaiHi, SKLO0 BOHa
BiAMiHHa Big ynoBHOBaxeHOi 0cobu, BianoBiganbHoi 3a
30iCHeHHs1 hapmakoHarnagy (BKMHYaym KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3mileHHi macTep-danna
cucteMu cbapmakoHarnsgy) - 3mMiHa ynoBHOBaXeHOT
ocobu 3asiBHUKa, BiANOBiganbHOI 3a hapmakoHarnsag.
Hitoua pepakuia: John Poustie. - NMponoHoBaHa
pepakuis: Sarah Weetch. - 3miHa KOHTaKTHMX AaHWX
yrNoBHOBaXeHOI 0cobu 3asiBHUKa, BiANOBIiganbHOI 3a
capmakoHarnsag. - 3MiHa KOHTaKTHOI 0cobu 3asiBHMKA,
BignosiganeHoi 3a hapMakoHarnsag B YKpaiHi.
[itoya pepakuis: Kupunisa NanuHa eopriieHa / Galyna
Kyryliva. - MNponoHoBaHa penakuis: MNopinuk Aptem
Bonoammuposuy / Artem Horilyk. - 3miHa kOHTakTHUX
[aHNX KOHTaKTHOI 0cobu 3asBHMKA, BiANOBiAanbHOI 3a
dapmakoHarnsa B YkpaiHi.
217. | TEPA®NIO Bl | nopoLuok ans XaneoH KX LLsewuapi LOENb®APM ®paHuia BHECEHHS 3MiH 0 peecTpaLiiHux MaTepianis: 3miHu | be3 UA/5529/01/01
revny TA OoparnbHOro Po3ynHy; CAPJ A OPJIEAH Tmny - 3MiHK Wwopao 6esnekn/edekTUBHOCTI Ta peuenma
3ACTYON 3I 1 nakert 3 dapmakoHarnagy. BeegeHHs abo 3miHn oo
CMAKOM nopotukom; 10 y3aranbHeHUX JaHuX Npo cuctemy dapmakoHarmnsgy
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
JIMMOHA nakeTiB 3 MOPOLLKOM (BBEAEHHS y3aranbHEHMX gaHMX NPO CUCTEMY
Y KapTOHHIN kopobui hapmMakoHarnsagy, amiHa ynoBHoBaxeHoi ocobu,
BifNOBIganbHOI 3a 34iMCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmMakoHarnsgy 3asiBHvKa Ansi
3AiNCHEHHSA apmakoHarnsgy B YKpaiHi, SKLLO BOHa
BigMiHHa Big YNOBHOBa)XeHOI 0cO0M, BignoBigansHoi 3a
3[iicHeHHs1 hapMakoHarnagy (BKMoYaoun KOHTaKTHI
AaHi) Ta/abo 3miHM y po3milleHHi macTep-danna
cuctemn chapmakoHarnagy) 3mMiHa ynoBHOBaXXEHO!
ocobu 3asiBHUKa, BiANOBiAanbHOI 3a hapmakoHarnsg.
Hitoua pegakuia: John Poustie. NponoHoBaHa pegakuis:
Sarah Weetch. 3miHa KOHTaKTHUX OaHUX YNOBHOBaXEHO
ocobu 3asBHKKa, BignoBigansHoi 3a dhapMakoHarnsag,.
3MiHa KOHTaKTHOI 0CObU 3asiBHMKA, BignoBiganbHoi 3a
chapmakoHarnag B YKpaiHi.
[itoua pegakuis: Kupuniea ManvHa MeopriieHa / Galyna
Kyryliva. lNponoHoBaHa pepakuis: Mopinuk Aptem
Bonogmmuposud / Artem Horilyk. 3miHa KOHTaKTHMX
[aHNX KOHTaKTHOI ocobu 3asiBHMKA, BiANoBiganbHOI 3a
dapmakoHarns B YKpaiHi.
218. | TEPYC PO34MH ONs iH EKLiN, IDKIBOXAP IHAia CTEPUN-OXXEH IHpia BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/17534/01/01
10 MO/mn; no 1 mn A PAPMA NAN® Tmny - 3MiHuM wopo 6eanekn/edpekTMBHOCTI Ta peuenmom
B amnyni; no 10 MPAVBIT CAMEHCU3 (M) dapmakoHarnsaay (iHwi 3miHn) 3MiHM BHECEHO B M.
amnyny NIMITEL NTa «IHLWE» TEKCTY MapKyBaHHsS1 BTOPUHHOI Ta NEPBUHHOI
nnacTyKoBIl ynakoBOK NikapcbKoro 3acoby, a came: BUaaneHo
KOHTYPHil iHbopmaLiito Npo NoroTn NpeacTaBHKKa 3asiBHVKa B
YapyHKOBIN ynakosLi YkpaiHi. TepMiH BBEQEHHS 3MiH - NPOTArom 6 Micsiuis
Y KapTOHHI nicns 3aTBepAXEHHS.
ynaKkoBLj
219. | TONNENCUH TabneTku, BKPUTI TOBAPUCT YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3a UA/9762/01/02
25 NniBKOBOKO BO 3 BUPOBHMLTBA, YTOYHEHHS HanucaHHA 3asiBHUKa B Hakasi MO3 peuenmom
oboroHkoto, no 25 OBMEXEH KOHTPOMb SKOCTI, Ykpainun Ne 2085 Bia 13.12.2024 B npoueci BHeCEHHSA
mr no 10 TabneTtok y (0]}0) BUWMNYCK cepil: 3MiH (3MiHun | Tuny - 3miHK Wwopo 6e3nekn/eeKTUBHOCTI
6nictepi; no 3 BIOMNOBIOA ToBapwucTtBo 3 Ta cbapmakoHarnsgy. 3miHa y KopoTKiii xapakTepucTui
Gnictepu B JIbHICTIO obmexeHo nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
KapTOHHiI kopobui «KOPIMNOPA BignoBiganbHicT AN MeQu4YHOro 3aCToCyBaHHA Ha NiAcTaBi perynsipHo
LA 10 OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
«300POB’A "®apmMaueBTUYH pocnimkeHb 3 6e3nekn 3aCToCyBaHHS NiKapCbKoro
» a KoMnaHis 3acoby B nicnsipeecTpaLiiHvn nepiod, abo sk pesynbtart
"3gopos's", OL|iHKM 3BITY 3 AOCNiAXEHHs1 NpoBeAeHWX BiANOBIAHO A0
YkpaiHa; BCi nnaHy negiatpuynHmx gocnimkers (PIP) (3miHy
cragii Y3rOPKEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHWM OpraHoMm) -
BMPOGHMLTBA, 3MiHM BHeceHO B |HCTPyKLit0 AN MEAUYHOTO
KOHTPOMb SIKOCTI, 3aCTOCyBaHHS NikapcbKoro 3acoby Ao po3ainis
BUNYCK cepii: "MpoTunokasaHHsa", "B3aemogais 3 iHLWMMK nikapCbKUMun
ToBapucTtBo 3 3acobamu Ta iHwWi Buay B3aemogiin”, "OcobnmBocTi
obMexeHow 3acTocyBaHHA", " 3acTocyBaHs y nepiof BariTHOCTi abo
BignoBiganbHicT rogyBaHHs rpyaar” (yTouHeHHs iHdopmalii), "Cnocio
10 "®APMEKC 3acTOCyBaHHs Ta 403U" (YTOUHEHHS iHdopMaLlii)
FPYI", Ykpaina BiANOBIgHO [0 iHbopmaLii 3 6e3nekn 3acTocyBaHHA
nikapcbkoro 3acoby Ta po3ainy "Mobivni peakuii" woano
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[IponoBkeHHs 1oaarka 3

Ne
n/n

JliKapCcbKO20

Haszea

3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayitiHo20
noceio4yeHHs1

3BiTyBaHHsi Npo NobiyHi peakuii. BBeaAeHHs1 3MiH
npoTarom 6-Tu micauiB nicna 3aTeepaxeHHs. CynyTHs
3MiHa - 3MiHu wopao 6e3nekn/edekTMBHOCTI Ta
capmakoHarnsgy. BHeceHHs abo 3amiHa(n) oo
3000B'sI3aHb Ta YMOB BMAaYi peecTpauiiHoro
noceigyeHHs, Bkntoyatoun MNnaH ynpaeniHHA pusukamu
(3acTocyBaHHS TEKCTY, SIKUI NOTOMKEHUN 3
KOMMETEHTHNM OpraHoMm) - 3asiBHUKOM HagaHo
OHoBreHun MNnaH ynpaeniHHa puankamu Bepcis 2.6.
3MiHM BHeceHo [0 YacTuH: | «3aranbHa iHopmauis» ; V
«3axoau 3 MiHimisauii pusukie»; VI «Pestome nnaHy
ynpaBrniHHs pusmkamuny; VIl «JogaTkun» y 38’s13Ky 3
OHOBIEHHAM iHdopMaLii 3 6e3nekun Oito4oi peyoBUHU
Tonipamar BiAMOBIAHO A0 aKTyanbHOi iHopmalii Ta
BNPOBaJKEHHAM AOAATKOBUX 3ax0iB 3 MiHiMizauii
pu3unkis. B Mexax 3amMiHM HagaHO OHOBNEHWI NnaH
ynpaeniHHA pu3nkamu, Bepcis 2.6. Pestome nnaHy
ynpaBrniHHS pu3nkamMun gofaaeTtbest). Pegakuisi B Hakasi -
ToBapuncTBO 3 0OMEXeHOI0 BignoBiganbsHicTo
"®apmaueBTnyHa komnaHis "3aopos'a”, YkpaiHa. BipHa
peaakuina - TOBAPUCTBO 3 OBMEXEHOKO
BIONOBIOANBHICTIO «KOPMOPALIA «300POB’A»,
YkpaiHa, BUpo6HUK(M) - BCi cTaaii BUpoOHMLUTBA,
KOHTpPOJSb SIKOCTi, BUNYCK cepii: ToBapucTBO 3
obmexeHoto BignoBiganbHicTio "®apmaleBTUYHA
KoMnaHis "3gopoB'a”, YkpaiHa; Bci cTagii
BMPOOHMULTBA, KOHTPONb AKOCTi: TOBapuCTBO 3
obmexeHoto BignoBiganbHicTio "®apmekc MNpyn",
YkpaiHa (BMpo6HuKk(1) B Haka3i Ne 2085 Big
13.12.2024 - Bci cTagii BApOGHULTBA, KOHTPOSb
AIKOCTi, BUNycK cepii: ToBapucTBO 3 06MekKeHOo
BignoBiganbHicTiO "®apmaleBTUYHA KOMMNaHIA
"3popoB'a"”, YkpaiHa; Bci cTagii BUpo6HMLTBA,
KOHTpOIb AKOCTi: ToBapuCTBO 3 0GMeXeHOoH
BignosiganbHicTio "®apmekc Mpyn", YkpaiHa).

220.

TONIMENCKH

50

TabneTku, BKPUTI
NniBkOBOIO
obonoHKoto, Mo 50
mr, no 10 TabneTok
y 6nicTepi; no 3
Gnictepu B
KapTOHHiIl kopobui

TOBAPUCT
BO 3
OBMEXEH
(e]10)
BIOMOBIOA
JIbHICTIO
«KOPIMOPA
LA
«300POB’A

»

YkpaiHa

BCi cTagil
BMPOGHMLTBA,
KOHTPOMb SKOCTI,
BUNYCK cepii:
ToBapucTtBo 3
obMexeHo
BignoBiganbHicT
10
"®apmaueBTUYH
a KoMnaHis
"3gopos's",
YkpaiHa; BCi
cTagii
BMPOGHMLTBA,
KOHTPOMb SIKOCTI,
BUNYCK cepii:

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHuX maTepianis:
YTOUYHEHHS1 HanucaHHA 3asiBHMKa B Hakasi MO3
Ykpainun Ne 2085 Bia 13.12.2024 B npoueci BHeCEHHSA
3MiH (3MiHun | Tuny - 3miHK Wwopo 6e3nekn/eeKTUBHOCTI
Ta chapmakoHarnsiay. 3miHa y KopoTKiii xapakTepucTui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii
ANs MEAUYHOrO 3acTOCYBaHHS Ha NiacTasi perynspHo
OHOBIIOBAHOrO 3BiTy 3 6e3neku nikapcbkoro 3acoby, abo
[ocnimkeHb 3 6e3nekn 3acToCyBaHHS MikapcbKoro
3acoby B nicnsipeecTpauiiHuin nepioa, abo sik pesynbTtar
OL|iHKM 3BITY 3 AOCMIOKEHHS1 NpoBeAeHMX BigNoBIAHO A0
nnaHy negiatpuyHmx gocnigpkers (PIP) (3miHy
Y3roXXeHO 3 KOMNETEHTHNUM YNOBHOBAXXEHNM OpraHoMm) -
3MiHM BHeceHO B |HCTPyKLit0 ANs MEAUYHOTO
3aCcTOCyBaHHS NikapcbKoro 3acoby Ao po3ainis
"MpoTunokasaHHs", "B3aemogis 3 iHLWMMKM NiKapCbKUMun

3a
peuenmom

UA/9762/01/03
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep

peecmpayitiHo20

noceio4yeHHs1

ToBapucTtBeo 3
obmexeHo
BignoBiganbHicT
10 "OAPMEKC
FPYI", Ykpaina

3acobamu Ta iHwWi Buan s3aemoginn”, "OcobnmBocTi
3acTocyBaHHs", " 3acTocyBaHs y nepioa BariTHOCTi abo
rogyBaHHs rpyaat” (yTouHeHHst iHdbopmalii), "Cnocio
3acTocyBaHHs Ta [o3K" (YTOYHEHHSs iHcpbopmallii)
BiANOBiAHO A0 iHpopMalii 3 6e3neku 3acTocyBaHHS
nikapcbkoro 3acoby Ta po3giny "MobivHi peakuii” wono
3BiTyBaHHsi Npo NobiyHi peakuii. BBeaAeHHs1 3MiH
npoTarom 6-Tu micauiB nicna 3aTeepaxeHHs. CynyTHs
3MiHa - 3MiHu wopao 6e3nekn/edekTMBHOCTI Ta
capmakoHarnsgy. BHeceHHs abo 3miHa(n) oo
3000B'si3aHb Ta YMOB BMAaYi peecTpaLiiHoro
nocBigYeHHs, BKNtoYaroum MNMnaH ynpaeniHHA pusukamm
(3acTocyBaHHS TEKCTY, SIKUI NOTOMKEHUI 3
KOMMETEHTHNM OpraHoMm) - 3asiBHUKOM HagaHO
OoHoBNeHWN NnaH ynpaeniHHA pu3nkamu Bepcis 2.6.
3MiHM BHeceHo [0 YacTuH: | «3aranbHa iHdopmadis» ; V
«3axoau 3 MiHimMisauii pusukie»; VI «Pestome nnaHy
ynpaBniHHs pusukamuy; VIl «[JogaTkun» y 3B’A3Ky 3
OHOBIEHHAM iHdopMaLii 3 6e3nekun Qito4oi peyoBUHU
Tonipamar BiAMOBIAHO A0 aKTyanbHOi iHopmalii Ta
BNPOBaJKEHHAM AOAATKOBUX 3ax0iB 3 MiHiMizauii
pu3unkis. B Mexax 3amMiHM HagaHO OHOBMEHWN MnaH
ynpaeniHHA pu3nkamu, Bepcis 2.6. Pestome nnaHy
ynpaBrniHHS pu3nkamMu gofaaeTtbest). Pegakuis B Hakaasi -
ToBapuncTBO 3 0OMEXeHOI0 BignoBiganbsHicTo
"®apmaueBTnyHa komnaHis "3aopos'a”, YkpaiHa. BipHa
peaakuina - TOBAPUCTBO 3 OBMEXEHOKO
BIONOBIOANBHICTIO «KOPMOPALIA «300POB’A»,
YkpaiHa, BUpo6HUK(M) - BCi cTaaii BUpoOHMLUTBA,
KOHTPOIb AKOCTi, BUNYCK cepii: ToBapucTBO 3
obmexeHolo BignoBiganbHicTio "®apmaueBTUYHA
KoMnaHis "3gopoB'a”, YkpaiHa; Bci cTagii
BMPOOHULTBA, KOHTPONb AKOCTi: TOBapuCTBO 3
obmexeHolo BignoBiganbHicTio "®apmekc MNpyn",
YkpaiHa (Bupo6Huk(1) B Haka3i Ne 2085 Big
13.12.2024 - Bci cTagii BAPOOHULTBA, KOHTPOIb
AIKOCTi, BUNycK cepii: ToBapucTBO 3 06MekeHOo
BignoBiganbHicTiO "®apmaleBTUYHA KOMMNaHIA
"3popoB'a"”, YkpaiHa; Bci cTagii BUpoGHMLUTBA,
KOHTpOIb AKocTi: TOBapuCTBO 3 0GMeXeHOo
BignoBiganbHicTio "®apmekc Mpyn", YkpaiHa).

221.

TPECIBA®
DJIEKCTAY®

pO34MH Ans iH'ekuin,
100 O/mn; no 3 mn
y KapTpuaxi, Akun
MiCTUTBCA Y
GaraTopa3sosii
0fHOpPa30BiIn
Lwnpuu-py4ui; no 1
abo 5 wnpuu-pyyok
Y KapTOHHIl Kopoobui

A/T HoBo
Hopgaick

HaHia

Bupo6HMUTBO,
HamnoBHEHHS B
NepBUHHY
ynakoBky Ta

KOHTpOnb Garnky.

BionosiganbHuii
3a Bunyck: A/T
HoBo Hopaick,

OaHis;

KomnnektyBaHH

Oanis/
®paHuia

BHECEeHHS1 3MiH 4O peecTpauiiHux maTtepianis: 3MiHu |
TMny - 3MiHK 3 sikocTi. [oTOBMIA Nikapcbkui 3aci6.
KoHTpOmb roToBOro nikapcbkoro 3acoby (iHwi 3miHu) -
OHoeneHHst MKA ons nikapcbkoro 3acoby, a came -
BVKMNaAEHHS TEKCTY Aep>XaBHOK MOBOHO, 3rigHO
cy4dacHux sumor. MKA, Bkrovaroum posginu
«Cneumdikauis» Ta «MeToam KOHTpONo» nepeknageHi
YKpalHCbKOI0 MOBOIO, LLIO Y3rO[MKeHi i3 cneumadikauieto
3asiBHUKa-BUPOBOHMKa, ane CyTb 3aTBEPKEHOIO TEKCTY
He 3MiHIETbCs. 3MiHM A0 cneundikaLii 3asiBHUKa-

3a
peuernmom

UA/14264/01/01
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[IpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayitiHo20
noceio4yeHHs1

1, MapKyBaHHS
Ta BTOPVHHE
nakyBaHHsi
roToBOro
npoayKTy.
KoHTponb sKocCTi
6anky rotoBoro
npoaykTy Ta
KiHLLEeBOro
roToBOro
npoaykty: A/IT
Hoeo Hopaick,
LaHis;
BupobHuk
Hepo3dacoBaHO
ro NpoaykTy,
HaMoBHEHHS B
nepBUHHY
ynakoBKy Ta
nepesipka sKoCTi
npoaykuii 6anky.
KoHTponb sKocTi
3paskiB B
npoueci
BMpobHMUTBA Ta
npoaykuii bulk.
KoHTponb fkocTi
roToBOro
NpoJyKTy.
KomnnektyBaHH
1, MapKyBaHHs!
Ta BTOPVHHE
nakyBaHHs1
roToBOro
NpoJyKTy.
BignoeiganbHuii
3a BMNYCK cepil:
HoBo Hopgick
[MpoatokCboH
CAC, ®paHuis

BUPOGHMKA HEe BHOCMNUCL. BBeaeHHs 3MiH NpoTsirom 6-
TV MiCSILiB MiCnsi 3aTBEPOXKEHHS.

222.

YNbTPALE®

MOPOLLIOK ANsi
PO34MHYy AN iH eKuin
no 1,0 r; no 1 abo no
10 dpnakoHis 3
MOPOLLKOM Y
KapTOHHI kopobui

TOB
«|ICTOAPM»

YkpaiHa

HCIC Xeben
XyaMiHb
dapmachbtoTikan
Komnani Jlimiteq

KuTan

BHECEHHS 3MiH [0 peecTpaLiiHuX MaTepianis: 3miHu |
Tuny - AOMiHicTpaTuBHI 3MiHW. 3MiHa Ha3BY NikapcbKoro
3acoby. 3miHa Ha3BwW nikapcbkoro 3acoby.
3arteepaxeHo: LEOTPUAKCOH. 3anponoHoBaHo:
YINbTPALE®

3a
peuernmom

He
nidnsieae

UA/17062/01/02

223.

YNbTPALE®

NMOPOLLOK Ans
PO34MHY AN iH'eKUin
no 1,0 rin bulk: no
10 dpnakoHiB 3
NMOPOLLKOM Y

TOB
«ICTOAPM»

YkpaiHa

HCIC Xeben
XyaMiHb
dapmachbtoTikan
Komnani Jlimiteq

KuTan

BHECEHHS 3MiH [0 peecTpaLiiHuX MaTepianis: 3miHu |
Tuny - AOMiHiCTpaTuBHI 3MiHW. 3MiHa Ha3BM Nikapcbkoro
3acoby. 3miHa Ha3BwW nikapcbkoro 3acoby.
3arteepaxeHo: LE®GTPUAKCOH. 3anponoHoBaHo:
YIIbTPALIE®

UA/17063/01/02
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
KapTOHHiIN kopobui
224. | YNbTPALE® MOPOLLOK ANs TOB Ykpaina HCIC Xebew Kutan BHECEHHS 3MiH 4O peecTpauiinHuX maTepianis: 3minn | 3a He UA/17062/01/01
po3umHy ans iH'ekuin | «ICTOAPM» XyaMmiHb TMNYy - AOMIHICTPaTUBHI 3MiHW. 3MiHa Ha3BM NiKapcbKoro peuenmom nionszae
no 0,5 r; no 1 a6o no dapmachbtoTikan 3acoby. 3miHa Ha3BwW nikapcbkoro 3acoby.
10 conakoHis 3 Komnari Iimiteq 3ateBepaxeHo: LE®OTPUAKCOH. 3anponoHoBaHo:
NMOPOLLIKOM Y YNbTPALE®
KapTOHHiN kopobui
225. | YNbTPALE® MOPOLLOK ANs TOB Ykpaina HCIC Xebew Kutan BHECEHHS 3MiH 40 peecTpauinHux maTepianis: 3miHu | - UA/17063/01/01
po3umHy ans iH'ekuin | «ICTOAPM» XyaMmiHb TMNYy - AOMIHICTPaTUBHI 3MiHW. 3MiHa Ha3BM NiKapcbKoro
no 0,5 rin bulk: no dapmachbtoTikan 3acoby. 3miHa Ha3BwW nikapcbkoro 3acoby.
10 conakoHis 3 Komnari Iimiteq 3ateBepaxeHo: LE®OTPUAKCOH. 3anponoHoBaHo:
NMOPOLLKOM Y YNbTPALE®
KapTOHHiIN kopobui
226. | YMKAIIOP® cupon, no 100 mn Op. Binemap | HimeuunH BupobHuuTBo HimeyunHa BHECEHHS 3MiH [0 peecTpauiiHuX maTepianis: 3miHn | bes UA/6691/02/01
abo no 200 mny LLIsabe a npoaykuii in Tmny - 3MiHuM wopo 6eanekn/edpekTMBHOCTI Ta peuenma
nakoHi 3 MipHUM m6X i Ko. bulk, nepsuHHe dapmakoHarnsgy (iHwi 3amiHn) 3miHn BHeceHo y n. 17.
koBnaykom; no 1 KIr Ta BTOPVHHE IHLWE TekcTy MapKyBaHHS BTOPUHHOT YMaKOBKM
cdnakoHy B nakyBaHHs, nikapcbkoro 3acoby LLOAO BUMyYEHHS noroTuny Ta
KapTOHHiIN kopobui KOHTPOMb SKOCTI iHcbopmaLii Npo eKCKNO3NBHOTO NPEeACTaBHUKA.
Ta BUNYCK Cepint:
Op. Binbmap
LLiBabe MmbX i
Ko. KT,
Hime4uunHa;
MMepBuHHE Ta
BTOPWHHE
nakyBaHHsi: B.
LniTuHep
ApuHaimiTTens
abpik Mm6X,
HimeyvymHa
227. | YMKAIIOP® TabneTku, BKPUTI Op. Binbmap | HimeuuunH Op. Binbmap HimeuumHa BHECEHHS 3MiH IO peecTpaLiiHux MaTepianis: 3minu | bes UA/6691/03/01
NNiBKOBOO LlisaGe a LLiBabe Mm6X i TMny - 3MiHK Wwopao 6e3nekn/edekTUBHOCTI Ta peuenma
oboroHkoto, no 20 m6X i Ko. Ko. KI dapmakoHarnsgy (iHwi 3amiHn) 3miHn BHeceHo y n. 17.
mr no 15 Tabnetok y KIr IHWE TekcTy MapKyBaHHS BTOPUHHOT YMaKOBKM
6nicTepi; no 1 abo 2 nikapcbkoro 3acoby W00 BUMYYEHHS NoroTuny Ta
6nictepu B iHcbopMaLii Npo eKCKNO3NBHOTO NMPeACTaBHUKA.
KapTOHHiIN kopobui
228. | YPOINECAH® cvpon no 90 mny MNAT YkpaiHa yci cTagii YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHux MaTepianis: 3miHu | bes nionsizae UA/2727/01/01
6aHui; no 1 6aHui y "Manuudap BUPOOHMUTBA, TMny - 3MiHK 3 AKOCTI. FO0TOBUIA Nikapcbkui 3acid. 3MiHn peuenma
nayi; no 90 mn abo M" 32 BUHSITKOM y BUPOGHMLTBI. 3MiHM y npoLeci BUpOGHMLTBA rOTOBOrO
no 180 mny nepBYHHOIO nikapcbkoro 3acoby, BKINKOYAK4M NPOMIKHUIA NPOAYKT,
dnakoHi; no 1 nakyBaHHs B LLIO 3aCTOCOBYETLCH NPU BUPOOHMLTBI FOTOBOIO
(hnakoHy B naui, cale: nikapcbkoro 3acoby (iHLi 3MiHK) - 3MiHa y KOPOTKOMY
abo no 5 mn B calle, MNAT OMM1Ci TEXHOMOFYHOro NpoLecy BUPOGHMLUTBA, Gnok-
no 15 abo 16 cawe "Tannydapm” CXEeMM Ta OMUCY KOHTPOIO KPUTUYHUX CTagil, y 3B'A3Ky
B nayui YkpaiHa; i3 BBEAEHHSIM 104AaTKOBOI BUPOBHMYOT AinbHULI Ans
nepBuHHe 34iMCHEHHS NaKyBaHHA Y A0OATKOBUW TUM NEPBUHHOI
nakyBaHHs B ynakoBku T13. [laHa 3miHa He BNMBae Ha SKiCTb Ta
cawe: e eKTUBHICTb nikapcbkoro 3acoby. 3miHu | Tuny - 3miHn
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TOB 3 AKkocTi. [oToBMIA Nikapcbkmin 3aci6. KoHTponb roToBoro
"®apmaueBTuyH nikapcbkoro 3acoby. 3miHa napameTpiB cneumdikaLin
a KomMaHis Ta/abo [oMyCTUMUX MeX roTOBOrO flikapcbKoro 3acoby
"3popos's"”, (iHWi 3miHW). Y 3B'A3KY i3 BBEAEHHAM OO4ATKOBOrO TUMY
Ykpaina KOHTeWHepa nepBuHHOI ynakosku 13 YponecaH®,
cuporn, 3mMiHM BHOCATBLCA B cneundikauio Ta metoam

KOHTPOSO 3a nokasHukom "OB6'em BMICTy ynakoBku"
CynyTHS 3MiHa - 3MiHUM 3 AKOCTIi. F0TOBUI NikapCbKM
3aci6. KoHTporsb roToBoOro nikapcbkoro 3acoby. 3MiHa y
MeToAax BUNpobyBaHHS FOTOBOTO MikapCbKoro 3acoby
(iHwi 3miHM y MmeTopax BunpobyBaHb (BKMoYayy 3amiHy
abo gonoBHeHHS)) 3MiHu | TUny - 3MiHK 3 KOCTI.
["oToBMI nikapcbkuii 3aci6. 3miHK y BUpOBHMLTBI. 3MiHa
po3Mipy cepii (BkIto4aoum gianasoH po3mipy cepii)
roTOBOro nikapcbKkoro 3acoby (iHwi 3MiHK) - BBeaeHHs1
[00aTKOBOro po3mipy cepii y 3B'A3KY i3 BBEAEHHAM
[0[aTKOBOro BMAY NepBUHHOI ynakosku J13.
3artBepokeHo - TeopeTuyHuin poamip cepii 113
YponecaH®, cupon cTaHoBUTL He Ginble 19,999 Tuc.
ynak (ans gosun no 90 mn) i He Ginbwe 9,999 Tuc. ynak
(anst go3n no 180 mn). TeopeTuyHMIt po3mip cepii J13
YponecaH®, cupon cTaHoBUTb He BinbLue 22,2 Tuc. ynak
(ansa gosn no 90 mn) i He Ginbwe 11,1 Tuc. ynak (ans
no3u no 180 mn). 3anponoHoBaHo - TeopeTuyHuii
po3mip cepii J13 YponecaH®, cupon CTaHOBUTb He
6inbwe 19,999 Tnc. ynak (ansa o3 no 90 mn) i He
Ginbwe 9,999 Tuc. ynak (ans gosu no 180 mn).
TeopeTuyHuii poamip cepii J13 YponecaH®, cupon
CTaHOBUTb He binbLie 22,2 Tuc. ynak (ans gosu no 90
M) i He Ginbwe 11,1 Tuc. ynak (ana goav no 180 mn).
TeopeTuyHuii poamip cepii J13 YponecaH®, cupon
CTaHOBUTL He Ginblue 23,999 Tuc. ynak no 5 mn y cawe
Ne 15 abo 22,499 Tuc. ynak no 5 mn y cawe Ne 16.
TeopeTuyHuii poamip cepii J13 YponecaH®, cupon
CTaHOBUTbL He Ginblue 26,666 Tuc. ynak no 5 mn y cawe
Ne 15 a6o 25,000 Tuc. ynak no 5 mn y cawe Ne 16.
3minu | TMny - 3miHK 3 sikocTi. FoToBUIA Nikapcbkuii 3acib.
Cunctema KoHTenHep/3akynoptoBanbHuii 3acib. 3miHa y
NEepPBUHHIN yNakoBLii rOTOBOTO flikapcbkoro 3acoby (Tun
KOHTenHepa abo AofaBaHHS HOBOTO KOHTeHepa) -
TBepai, M’ski Ta HecTepurnbHi piaki Nikapcbki hopmm -
[lopaBaHHsi HOBOTO TUMY KOHTEWHepa NepBUHHOI
ynakoBku, a came: no 5 mn B catue. 3MiHVM BHECEHO B
iHCTPYKLUiO ANS MeQNYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby [o posainy "YnakoBka" y 383Ky 3 LOAABAHHAM
HOBOrO TWUMY KOHTENHepa (calle) Ta Sk Hacnigok
3aTBEPKEHHS TEKCTY MapKyBaHHS Aris BiANOBIAHOT

nicnsa 3aTBEPAKEeHHS.

yNakoBKM (cawle). BBegeHHs 3MiH NpoTsirom 6-Tu Micsiuis

[0AaTKOBOI BUPOOHUYOT AiNbHULI AN 34iINCHEHHS

nepBUHHOrO NakyBaHHs y cawe TOB «®PapmaueBTuyHa
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayitiHo20
noceio4yeHHs1

KoMnaHis «34opoB’s», YkpaiHa. BBegeHHs 3MiH
nNpoTArom 6-Tu MicAUiB nicns 3aTBepaKeHHS. 3MiHu |
TMny - 3MiHKM 3 sikocTi. FoTOBUIA NikapcbkMi 3aci6.
CucrtemMa KoHTenHep/3akynoptoBarbHui 3acib. 3miHa
pPO3Mipy ynakoBKW rOTOBOrO NikapCbKoro 3acoby (3miHa
Macu/o6'emy BMICTYy KOHTelHepa H6aratogo3oBoro
nikapcbKkoro 3acoby Ans HenapeHTepanbHOro
3acTocyBaHHs (abo 0gHOA030BOr0, YaCTKOBOTO
BMKOPUCTaHHs)) BBeaeHHA goaaTkoBoro posmipy
ynakoBku- «IMo 5 mn y cawe. Mo 15 a6o 16 cawe pasom
3 IHCTPYKLUi€l0 ANS MeAMYHOro 3aCTOCYBaHHS B MayLi».
3MiHW BHECEHO B IHCTPYKLUit0 4Ns MeANYHOro
3acToCyBaHHs1 Nikapcbkoro 3acoby Ao po3ainy
"YnakoBka" y 3B'513Ky 3 JOAABaHHSM 0O4ATKOBOro
po3Mipy ynakoBku (5 mMn) Ta sik HacnigokK -
3aTBEPKEHHS TEKCTY MapKyBaHHS BignoBigHOro
po3mipy ynakoBku (5mn). BBegeHHst 3miH npotarom 6-tn
MicsuiB nicns 3aaTBepakeHHs. 3MiHun | Tuny - 3MiHKM Wwopo
6e3nekn/ecdekTMBHOCTI Ta hbapmakoHarnsay (iHwWwi 3amiHu)
3MiHM BHECEHO B IHCTPYKLIit0 AN MEANYHOrO
3acTocyBaHHs Nikapcbkoro 3acoby o posgainy "Cnocib
3aCTOCyBaHHA Ta [03KU" — BHACNIAOK A4oA4aBaHHSA HOBOI
yNakoBKM (calle), BHECEHO peAakUiviHi npaBku Ao
po3ainis "Cknag" (yHigikoBaHo), "®dapmakororiyHi
BnactumeocTi", "lMpoTunokasaHHs", "OcobnuneocTi
3acTocyBaHHs", "3acTocyBaHHs y nepiof BaritTHocTi abo
rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHsi Ta Ao3u",
"Oitn", "MobiyHi peakuii”, a Takox po3ain "MobiyHi
peakuii" ONOBHEHO iHhopMaLlieto LWOoAo 3BiTyBaHHS MPo
no6iyvHi peakuii. OHOBMNEHO TEKCT MapKyBaHHS
NepBUHHOI yNakoBKM Nikapcbkoro 3acoby B n. 1 "Hassa
nikapcbkoro 3acoby", n. 6 "IHwe" Ta BTOPUHHOI yNakoBKn
- B n. 1 "HasBa nikapcbkoro 3acoby" ta n. 15 "Ons
nikapcbkux 3acobiB, siki NpuU3HaYeHi Ans caMoCTiiHOTO
nikyBaHHS - iHopMaLis LWoAo 3acToCcyBaHHSA".
BBeneHHs 3MiH NpoTArom 6-Tv MicsiiB nmicnsi
3aTBepOKeHHs. 3MiHu | Tuny - 3miHn wopao
6esnekn/edekTMBHOCTI Ta hapmakoHarnaay (iHwi 3miHu)
BHeceHHs 3miH go posainy MKA "MapkyBaHHs"
3aTBepaxeHo: MapkyBaHHs. 3anponoHoBaHo: Ans
rotoBoro J13: MapkyBaHHs. 3rigHo i3 3aTBepaXeHUM
TEKCTOM MapKyBaHHs1. [1ns nikapcbkoro 3acoby y dopmi
in bulk: 3rinHo 3aTBEPAXEHOrO TEKCTY MapKyBaHHS, LLO
nopaetbcsa BBegeHHs 3MiH NpoTArom 6-Tv MicsiLiB nmicnsi
3aTBEPAKEHHS.

229.

YPOJIECAH®

cupon in bulk: no 90
mn y 6aHLUi; no 48
6aHoK y kopobax
KapTOHHWUX; in bulk:
no 180 mny
dnakoHi; no 30

NAT
"Manuudap
"

YkpaiHa

NAT
"Tannudapm”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiHux MaTepianis: 3miHu |
Tuny - 3MiHM 3 siKoCTi. [0TOBMI Nikapcbkui 3aci6. 3MiHK
y BUPOOHMLTBI. 3MiHM Y NpoLieci BUpOGHULTBA roTOBOrO

nikapcbkoro 3acoby, BKMKOYAK4M NPOMIKHUIA NPOAYKT,

LLI0 3aCTOCOBYETBCH NPU BUPOOHMLTBI FOTOBOIO
nikapcbkoro 3acoby (iHLwi 3MiHK) - 3MiHa y KOPOTKOMY

UA/9518/01/01
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hnakoHiB y kopobax ONUCi TEXHOSOTiYHOIO NpoLiecy BUPOOHULTBA, GroK-
KapTOHHUX CXeMM Ta OMUCY KOHTPOIO KPUTUYHMX CTagdin, y 3B'A3Ky

i3 BBEOEHHSAM [04aTKOBOI BUPOOHMYOI AinbHULI Ans
3[iNCHEeHHS NaKyBaHHS y A0AaTKOBUMA TUMN NEPBUHHOI
ynakosku [T13. [laHa 3miHa He BNAMBae Ha SKiCTb Ta
eeKTUBHICTb Nikapcbkoro 3acoby. 3miHu | Tuny - 3miHn
3 AkocCTi. [0TOBMIA Nikapcbkmin 3aci6. KOHTPOsb roTOBOro
nikapcbkoro 3acoby. 3miHa napameTpiB cneumdikauin
Ta/abo [oMyCTUMUX MeX roTOBOrO flikapcbKoro 3acoby
(iHWi 3miHwW). Y 3B'A3KY i3 BBEOEHHAM OO4ATKOBOrO TUMY
KOHTeWHepa nepsBuHHOI ynakosku 13 YponecaH®,
cuporn, 3MiHM BHOCATBLCA B cneumdikauio Ta metoan
KOHTPOSIO 3a nokasHukom "OB6'eM BMICTy ynakoBku"
CynyTHS 3MiHa - 3MiHM 3 AKOCTI. F0TOBUIA NMikapCbKMi
3aci6. KoHTporsb roToBOro nikapcbkoro 3acoby. 3MiHa y
MeTogax BUNpobyBaHHS rOTOBOrO MikapcbKoro 3acoby
(iHWi 3MiHM y MeTofax BUNpobyBaHb (BKTIOYA4M 3aMiHy
abo gonoBHeHHs)) 3MiHu | TUny - 3MiHK 3 KOCTI.
["oToBMI nikapcbkuii 3aci6. 3miHK y BUPOBHMLTBI. 3MiHa
po3Mipy cepii (BkIto4aroum gianasoH po3mipy cepii)
roTOBOro nikapcbKkoro 3acoby (iHwi 3MiHK) - BBeaeHHs1
[00aTKOBOro po3mipy cepii y 3B'A3Ky i3 BBEAEHHAM
[0[aTKOBOro BMAY NepBUHHOI ynakosku 13.
3artBepokeHo - TeopeTuyHuin poamip cepii 113
YponecaH®, cupon cTaHoBUTL He Ginble 19,999 Tuc.
ynak (ans gosu no 90 mn) i He Ginbwe 9,999 Tuc. ynak
(ans gosu no 180 mn). TeopeTuyHuin po3mip cepii J13
YponecaH®, cvpon CTaHOBUTL He GinbLue 22,2 Tuc. ynak
(ansa gosn no 90 mn) i He GinbLe 11,1 Tuc. ynak (ans
no3u no 180 mn). 3anponoHoBaHo - TeopeTuyHui
po3wmip cepii 113 YponecaH®, cvpon CTaHOBUTbL He
6inbwe 19,999 Tnc. ynak (ansa o3 no 90 mn) i He
Ginbwe 9,999 Tuc. ynak (ans go3u no 180 mn).
TeopeTuyHuii poamip cepii J13 YponecaH®, cupon
CTaHoBUTb He binbLie 22,2 Tuc. ynak (ans gosu no 90
Mn) i He Ginble 11,1 Tuc. ynak (ana goav no 180 mn).
TeopeTuyHuii poamip cepii J13 YponecaH®, cupon
CTaHOBUTbL He Ginblue 23,999 Tuc. ynak no 5 mn y caie
Ne 15 abo 22,499 tuc. ynak no 5 mn y cawe Ne 16.
TeopeTuyHuii poamip cepii J13 YponecaH®, cupon
CTaHOBUTb He Ginblue 26,666 Tuc. ynak no 5 mn y caie
Ne 15 a6o 25,000 Tuc. ynak no 5 mn y cawe Ne 16.
OHOBMNEHO TEKCT MapKyBaHHS NEPBUHHOI YNaKOBKM
nikapcbkoro 3acoby B n. 1 "Hassa nikapcbkoro 3acoby"”,
n. 6 "IHwWwe" Ta BTOPMHHOI ynakoBku - B n. 1 "Ha3ea
nikapcbkoro 3acoby" Ta n. 15 "[ns nikapcbkmx 3acobis,
SIKi NpM3HAaYeHi AN CaMOCTIHOTO MiKyBaHHS -
iHdbopMmaList woao 3actocyBaHHS". BBeAeHHs 3MiH
npoTarom 6-Tu MicsiliB nicnsi 3aTBepaAXKeHHs. 3MiHu |
Tmny - 3MiHK Wwopao 6e3nekn/ecekTMBHOCTI Ta
dapmakoHarnagy (iHwi 3miHM) BHeCEeHHs1 3MiH Ao
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po3ainy MKA "MapkyBaHHs" 3aTBepaXeHo:
MapkyBaHHs. 3anponoHosaHo: [insa rotosoro J13:
MapkyBaHHs. 3rigHo i3 3aTBepAKEHNM TEKCTOM
MapKyBaHHS. [nsa nikapcbkoro 3acoby y dopmi in bulk:
3rigHO 3aTBEPKEHOr0 TEKCTY MapKyBaHHS, L0
nogaetbcsl BBegeHHs 3MiH NpoTarom 6-Tm MicsiLiB nicnst
3aTBEPKEHHS.
230. | PAPUHIOCEN | nboasHuku CaH IHAisa Tepania AT PymyHis BHECEHHS 3MiH A0 peecTpauiiHix maTepianis:3miHu | bes nidnszae UA/6511/01/01
T npecosaHi no 10 wmr; dapmackioT TMny - 3MiHKM 3 sikocTi. FoTOBUIA NikapcbkMi 3aci6. peuenma
no 10 nboasiHMKIB y mkan CrabinbHicTb. 3miHa y TepMiHax npugaTtHocTi abo
GnicTepi, no 2 IHpacTpi3 ymMoBax 36epiraHHsi FOTOBOrO NikapCbkoro 3acoby
Gnictepn y Jlimiteq (36inbLUeHHs TepMiHy NPUAATHOCTI TOTOBOrO NikapcbKoro
KapTOHHiI kopooLi 3acoby) - [1ns ToproBoi ynakoBku (MiATBEPAKYETLCS
AaHvnmu peanbHoro yacy) (b.11.4.1. (6)-1. 1B)
36inblUeHHsA TepMiHy NpUaAaTHOCTI y 3B'sA3KY i3
OTPUMaHHSIM NO3UTUBHUX OAHUX LLOAO AOCHIAXEHHS
cTabinbHOCTI y peanbHOMy Yaci.
[Litova pepakuis:
Cpok rogHucTn
2 poku.
[NponoHoBaHa peaakuisi:
TepmiH npuaaTHOCTI.
3 pokn.
3MiHM BHeceHo B po3ain "TepmiH npuaaTtHocTi" B
iHCTPYKLUil0 ANs MeQnYHOro 3acTOCYBaHHS NiKapCbKoro
3acoby.
231. | PEMOCTOH® TabneTku, BKPUTI ABGOTT HinepnaH ABGoTT Hinepnangu BHECEHHS 3MiH IO peecTpaLiiHuXx MaTepianis: 3minu | 3a He UA/4837/01/01
KOHTI NniBKOBOKO Xerckea an Bionogxikana TMny - 3MiHM Wwopao 6e3nekn/edeKkTMBHOCTI Ta peuenmom nidnsieae
oboroHkoto, no 1 MpopakTc B.B. dapmakoHarnsaay. 3miHa y KopoTKili XxapakTrepuctui
mr/5 mr; no 28 B.B. nikapcbKkoro 3acoby, TEKCTi MapKyBaHHsI Ta iHCTPYKUii
TabneTok y 6nictepi; ANs MEAUYHOrO 3aCTOCYBaHHSA Ha NiAcTaBi perynspHo
no 1 abo 2, abo 3 OHOBIHOBAHOrO 3BiTy 3 6e3neku nikapcbkoro 3acoby, abo
Gnictepu B JocnimxeHb 3 6e3nekn 3acTocyBaHHS MikapcbKoro
KapTOHHiI kopobui 3acoby B nicnsipeecTpauiiiuin nepioa, abo sk pesynbTtar
OLjiHKM 3BITY 3 JocnigKeHb, NPOBeAEHMX BIANOBIAHO A0
nnaHy negiatpuyHux gocnimpkers (PIP) (3miHy
Y3rO[XEHO 3 KOMMETEHTHUM YNOBHOBaXXEHNM OpraHoM)
3MiHWM BHECEHO [0 iHCTPYKLii 4O MeauyHoro
3aCTOCyBaHHsI NikapcbKoro 3acoby Ao po3ainis
"MpoTunokasaHHs" Ta "OcobnuBocTi 3acTocyBaHHS"
BignoBigHo A0 pekomeHaauii PRAC. BBeaeHHs 3miH
nNpoTSArom 6-Tv MicsiLiB Nicnsi 3aTBEpAKEHHS
232. | ®EHIBYT NMOPOLLIOK MPAT YkpaiHa NMOBHUW LWKN Kuraw/ BHECEHHS 3MiH IO peecTpaLiiHuX MaTepianis: 3miHu | - UA/18744/01/01
KpucTaniyHmn «XIMPAPM BMPOBHMLTBA YkpaiHa TMny - AOMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS
(cybcTaHuis) y 3ABO[J deHibyT (4- Ta/abo agpecy 3asiBHMKa (BNacHWka peecTpauiiHoro
NOABINHMX «4YEPBOHA amMiHo-3- NnocBiaYeHHs1) 3MiHa HalMeHyBaHHS Ta agpecu 3asiBHUKA
nonieTuneHoBmx 3IPKA» deHinbyTaHoBol

y 3B’513Ky 3i 3MiHOIO OpraHisaLiiHo-NpaBoBOi hopMu

naketax ans KUCNOTU nignpuemcTaa. 3MiHu | TUNy - AgMiHICTpaTUBHI 3MiHN.

apMaLeBTUYHOTO rigpoxnopuag, 3miHa HaiMeHyBaHHSs Ta/abo agpecu micus

3acToCcyBaHHS peakTuB): NpPOBaXXeHHS OiANbHOCTI BUPOOHMKa (BKMOYaro4m, 3a
rigpyBaHHs, HeobXiAHOCTI, MicLle NpoBEAEHHS1 KOHTPOTK sIKOCTi), abo
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umknisauis, BnacHuka macrep-ganna Ha A®Il, abo noctayanbHuka
rigponis, Adl/BuxigHoro matepiany/peareHTy/npoMixxHoOro
KpucTanisauis, NPOAYKTY, L0 3aCTOCOBYOTLCS Y BUPOOHULTBI ADI
cyLika, (AKLLIO 3a3HaYeHO Y JOChE Ha Mikapcbkuii 3acib) 3a
acyBaHHs: BiJCYTHOCTI cepTudikaTta BignoBigHOCTI €Bponencokiin
JIAHbIOHbraH capmakonei y 3aTBepAXeHOMY A0Cbe, abo BUPOGHMKa
XeHdpen HOBOi JOMOMIDKHOI PEYOBMHM (SIKLLIO 3a3HAYEHO Y JOChE)
dapmachbtoTikan 3MiHa HaiMeHyBaHHS1 BUPOGHMKA Y 3B’s13KY 3i 3MiHO
Ko., NTA., opraHisauinHo-npaBoBoi hopmMu nignpuemcTea. Takox
Kutan; [OMOBHIOETLCA HaNUCaHHa agpecu y BignoBigHICTb A0
OYMLLEHHSA Aitoyoi niuensii. BupobHuya ainbHULS Ta BCi BUPOGHUYI
(rigponis, onepauii 3anuwarTbcs 6e3 3MiH.
KpucTanisauisi),
cyLika,
bacyBaHH4,
BUMYCK Cepii:
MPAT
«XIMOGAPM3AB
Oof «<4EPBOHA
3IPKA», YkpaiHa
233. | ®IBPUTA NMOPOLLOK Ta OkTadhapma ABcTpis Bupo6HuK, LLseuis/ BHECEeHHs1 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | 3a UA/18890/01/01
PO3YMHHUK ANst dapmauesT BiANoBiAanbHUA AscTpis/ Tuny - 3MiHM 3 SKoCTi. [0TOBMI Nikapcbkui 3aci6. 3MiHn peuenmom
pO34uHy ans uka 3a NEPBUHHY HimeuumHa/ | y BUpoOHUUTBI. 3MiHM y npoueci BUpoGHMLTBa roTOBOro
iH'ekuin/iHdy3in no 1 MNpoaykTioHc YNaKoBKY, nikapcbKkoro 3acoby, BKOYaUM NPOMKHWUIA NPOAYKT,
r; No 1 r NOPOLLKY Y rec. m.6.X. KOHTPOMb SKOCTI, LLIO 3aCTOCOBYETLCH NPU BUPOOHMLITBI FOTOBOIO
CKISIHOMY CPNaKOHi; BUNYCK cepii: nikapcbkoro 3acoby (iHLwi 3MiHK). BnpoBamxeHHst 4BOX
no 50 mn OxkTtadapma AB, anbTepHaTUBHUX cybniMauiiHnx cywapok FD5 ta FD6
pO34MHHYKKa (BOAA Lsewis; ans J13 ®ibpura Ha niHii SVP Ha Oktadapma, LLseuis
Ans iH’ekuin) y Bupo6HuK, (OAB).
CKISIHOMY CPNaKOHi; BignosiganbHUN 3anponoHoBaHi cybnimMauiinHi cyluapky igeHTUYHI 0O BXe
no 1 dnakoHy 3 3a BUPOOHMLTBO 3aTtBepakeHnx FD1-4
MOPOLLIKOM, MO 1 in bulk,
hnakoHy 3 NnepBUHHY Ta
PO3YMHHMKOM, 1O 1 BTOPUHHY
npuctpoto Octajet YNaKoBKY,
Ans nepexocy, no 1 MapKyBaHHS,
DiNbTPY B KAPTOHHIN BidyanbHy
kopooui iHCnekKuito,
KOHTPOMb SIKOCTI,
BUWMYCK Cepil:
Oktacapma
dapmaneBTUka
MpopykTioHcrec.
M.6.X., ABCTpis;
Bupo6Huk,

BiAnoBiganbHUN
3a BidyanbHuw
KOHTPOIb,
MapKyBaHHS,
BTOPUHHY
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
yNaKoBKy:
Oxtadapma
Heccay 'mM6X,
Himeuumnna;
Bupo6HuK,
BignoBiganbHUn
3a BMPOBOHULTBO
PO3YUHHMKA
(Boga ans
iH'ekuin):
B. BpayH
MencyHreH Al,
HimeuumnHa;
Bupo6HuK,
BignoBsiganbHUn
3a BMPOGHULTBO
PO3YUHHMKA
(Boga ans
iH'eKuin):
Contoghapm
dapmavonTiwe
EpuonrHicce
v6X,
HimeyumHa
234. | ®JIIOKCAN® Kpanni o4Hi, po34nH TOB YkpaiHa Op. lepxapg HimeuyunHa BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/8528/01/01
0,3% no5mny «BAYLL MaHH Xem.- Tmny - 3MiHK Wwopao 6esnekn/edekTMBHOCTI Ta peuyenmom
dnakoHi 3 XEJC» apm. Pabpuk apmakoHarnsiay. BeegeHHst abo 3miHn o
KpanenbHuueto; no 1 MM6X y3aranbHeHVX JaHux Npo cuctemMy dhapmakoHarnsgy
nakoHy 3 (BBEOEHHS y3aranbHeHVX AaHUX Npo cUcTeMy
KpanenbHuUeto B dapmakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
KapTOHHiI kopobui BiAnoBiganeHoI 3a 34iMCHEHH: hapMakoHarnsay;
KOHTaKTHOI 0CO0M 3 hapMakoHarnsay 3asiBHUKa Ans
34icCHeHHs hapmakoHarnsaay B YKpaiHi, SKWwo BoHa
BiAMiHHa Big ynoBHOBaxeHOi 0cobu, BianoBiganbHoi 3a
3[iNCHeHHS hapmakoHarnagy (BKIMHOYaYM KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3mileHHi MacTep-danna
cucTeMu chapmakoHarnsgy). 3miHa ynoBHOBaXeHOI
ocobu 3asiBHUKa, BiAMOBIAANLHOI 3a hapmakoHarnsg.
[Hitoua pepakuisi: BapmiHa MaHHa OnekcaHapiBHa.
[MponoHoBaHa pepakuisi: NMpokoneHko IpuHa
MwukonaiBHa. 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXKEHOI
ocobu 3asiBHUKA, BiANOBIganbHOI 3a papMakoHarnsa.
235. | ®NOKCIYM® TabneTku, BKpUTI MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 peecTpauinHux maTepianis: 3MiHu | 3a He UA/1315/01/01
NniBKOBOO "KviBmennp "KviBmegnpenap Tmny - 3MiHK Wwopao 6esnekn/edekTUBHOCTI Ta peuenmom | nidnseae
obornoHkoto, no 500 enapat" at" dapmakoHarnsgy (iHwi 3miHu). 3MiHWM BHeceHo B

mr; no 5 abo no 10
Tabnetok y bnicrepi;
no 1 6nictepy B
navuj

iHCTpYKLUil0 ANs MeanYHOro 3acTOCYyBaHHS NikapCbKOro
3acoby no posainy "MobiyHi peakyii” wWoao nosigomMneHb
npo nigo3ptoBaHi NobiyHi peakuii.
TepMmiH BBeQEHHS 3MiH NPOTAroM 6 micauiB nicns
3aTBEepAKEHHSI. 3MiHu | Tuny - 3MiHM Wwoao
be3nekn/edekTMBHOCTI Ta hapmakoHarnsgy. 3miHa y
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep

peecmpayitiHo20

noceio4yeHHs1

KOPOTKIil XapaKTepuCTULi Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKUiT ANS MEANYHOro 3aCTOCYBaHHS
Ha nigcTaBsi perynspHoO OHOBMIOBAHOIO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acTocyBaHHs fnikapcbkoro 3acoby B
nicnsipeecTpauiiHuin nepiogd, abo sik pesynbTaT OLiHKK
3BITY 3 fOCNiIOKEHb, NPOBEAEHMX BiANOBIAHO OO0 NNaHy
nepiatpnyHux gocnigxeHs (PIP) (3MiHy y3rogkeHo 3
KOMMNETEHTHUM YNOBHOBaXXEHUM OpraHoMm). 3MiHu
BHECEHO B iHCTPYKLIiO ANs MeQNYHOro 3acTocyBaHHS
nikapcbkoro 3acoby o posginis "OcobnueocTi
3acTocyBaHHs", "lMepego3yBaHHA" Ta "MoGiyHI peakwii”
BinoBigHO 4O OHOBMEHOI iHpopmaLii Wwoao 6esneku
3aCTOCyBaHHS fit040i pe4OBMHM 3rigHO 3
pekomeHgadieto PRAC. TepmiH BBegeHHS 3MiH
NpOTArom 6 MicsauiB nicns 3aTBEPIKEHHS.

236.

®dPUHON

Kpanni opanbHi; no
50 mn y cpnakoHi; no
1 donakoHy B nayui

TOB
"MONIMETP
1A,
AncTpumbyuis
Ta nocnyrn"

CnoBeHisi

MAT
"Tanuucapm”

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3miHa
3asBHUKa J13 (MIBI) (BnacHuka peecTtpauiiHoro
noceigyeHHst) (3rigHo Hakasdy MOS Big 23.07.2015 Ne
460): BeegeHHs1 3MiH NpoTsirom 6-Tu MicauiB nicns
3aTBepAKEHHS. 3MiHu | TMNy - 3MiHW Woao
6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs
abo 3MiHM [0 y3aranbHeHUX 4aHux Npo cuctemy
hapmakoHarnsigy (BBeAEHHS y3aranbHEeHUX 4aHuX Npo
cuctemy dapmakoHarnsgy, 3amiHa ynoBHOBaXXeHOI
ocobw, BignoBiganbHOI 3a 3AiNCHEHHS dhapmakoHarnaay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa Ansi
34icCHeHHs hapmakoHarnsgy B YKpaiHi, SKWo BoHa
BigMiHHa Bi yNOBHOBaXeHOI 0cobu, BignoBigansHoi 3a
3[ilCHeHHs1 hapmakoHarnaay (BKMHYaYM KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3mileHHi MacTep-danna
cucteMu hapmakoHarnsay)
3MiHa ynoBHOBaxeHOi 0cobu 3asiBHUKA, BiAnoBiganbHoi
3a cpapmakoHarnsg. Hitoua pegakuis: Kats MNey'sik /
Katija Pecjak.

MponoHoBaHa pepakuis: AHa bpaigix Yengak / Jana
Brajdih Cendak. 3miHa KOHTaKTHUX AaHWX
yrNoBHOBaXeHoi ocobu 3asiBHUKa, BiAMOBIAaNbHOI 3a
hapmakoHarnsig. 3miHa KOHTaKTHOI 0cobu 3asBHYIKa,
BignosiganeHoi 3a hapMakoHarnsag B YKpaiHi.
[irova pepakuin: batranosa Pumma IropisHa.
MponoHoBaHa pepakuis: Metposa tOnis AHaTtoniiBHa.
3MiHa KOHTaKTHUX OaHWX KOHTaKTHOI 0CcObM 3asiBHUKA,
BiAMOBiAanbHOI 3a dapmakoHarnsg B YkpaiHi. 3miHa
MicLUe3HaxoMKeHHs macTep-danna cuctemm
hapmakoHarnsigy Ta oro Homepa. 3MiHa Micus
3[iiCHEHHS OCHOBHOI AisANbHOCTI 3 hapMakoHarnsay.
3MmiHu | TUNY - 3miHKn Wopo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsay (iHwi 3miHM) 3MiHU BHECEHO y TEKCT
MapKyBaHHsi MepBUHHOI (1. 4, 6) Ta BTOpWHHOI (n. 5, 8,

17) ynakoBku nikapcbkoro 3acoby. BBegeHHs 3MiH

bes3
peuenma

UA/19074/01/01
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayitiHo20
noceio4yeHHs1

NpoTSArom 6-T MicsiLiB NMicnsi 3aTBEPAYKEHHS

237.

LLEPBAPUKC™
BAKUWHA OnA
MPO®ITAKTUK
n
3AXBOPIOBAH
b, WO
BUKIUKAIOTb
CsA BIPYCOM
NANINoOMHU
NIOAUHN
TUMIB 16 TA 18

cycneHsis ons
iH’ekuin, no 0,5 mn
(1 posa) cycneHsii
ans iH'ekuin y
nonepegHL0
HarnoBHEHOMY
LUNPpUL 3 MOPLUHEM i
KOBMaYkoM Yy
KOMMIEKTi 3 rorkoto
(y GnicTepi) abo y
hnakoHi 3 Npo6Koto;
no 1 nonepegHbLO
HarnoBHEHOMY
LUNPULY 3 FOJIKOO
abo no 1 onakoHy B
KapTOHHiIn kopobui 3
MapKyBaHHSIM
YKpaiHCbKOK MOBOIO;
no 0,5 mn (1 gosa)
cycneHsii ans
iH'ekUin y
nonepeaHLo
HanoBHEHOMY
wnpuui 3
MapKyBaHHSIM
iHO3EMHUMY MOBaMM
3 MOPLUHEM i
KOBMaYKoM Y
KOMMMEKTi 3 rorkoto
(y 6nicTepi) abo y
dnakoHi 3
MapKyBaHHSIM
iHO3EMHUMY MOBaMM
3 npo6koto; no 1
nonepegHLo
HanoBHEHOMY
LLNPULLY 3 FOJKOO
abo no 1 cnakoHy B
KapTOHHiIN kopobui 3
MapKyBaHHSIM
iHO3EMHUMY MOBaMM
3i CTUKepoMm
YKPaiHCbKOK MOBOHO

makcoCmit
KnsnH
Ekcnopt
NimiTeq

Benwuka
BputaHia

nakcoCmiTKns
nH bionoaxikana
C.A.

Benbrisa

BHECEHHS 3MiH 40 peecTpauinHux maTepianis: 3miHu |
TMNy - AOMIHICTPaTMBHI 3MiHW. 3MiHa HallMeHyBaHHS
Ta/abo agpecu 3asBHUKA (BNacHWKa peecTpauiiHoro
noceig4YeHHs) - 3MiHa agpecu 3asiBHUKa (BMacHUKa
PEeECTPALiNHOrO NOCBIAYEHHS).

3a
peuenmom

UA/16310/01/01

238.

LE®TA3UOUM
ACTPA

NOPOLLOK Ans
PO34MHY AN iH'eKUin
no 1000 mr no 1
hnakoHy abo no 10
(hnakoHiB y kopobui

TOB
"ACTPA®A
PM"

YkpaiHa

TOB
"ACTPAPAPM",
YkpaiHa
(nakyBaHHs i3
copmu in bulk
HCIC Xeben
XyaMiH

YkpaiHa

BHECEeHHS1 3MiH 4O peecTpauiiHux maTtepianis: 3MiHu |
TMny - 3MiHK Wopao Gesnekn/edekTUBHOCTI Ta
dapmakoHarnsaay. 3miHa y KopoTKii xapakTrepuctui
nikapcbKkoro 3acoby, TEKCTi MapKyBaHHsI Ta iHCTPYKUiT
ANs MEAUYHOro 3acTOCYBaHHS Ha NiacTasi perynspHo
OHOBIIOBAHOrO 3BiTY 3 6e3nekun nikapcbkoro 3acoby, abo
pocnigxeHb 3 6e3nekn 3acTocyBaHHS Nikapcbkoro

3a
peuernmom

He
nidnsieae

UA/20414/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
dapmachbtoTikan 3acoby B nicnsipeecTpaLiiHuii nepiog, abo sik pesynbtat
KomnaHi OLiHKM 3BITY 3 AocnigXeHb, NpoBeAeHWX BIANOBIAHO A0
Iimiten, Kurtai) nnaxy negiatpnyHmx gocnimkersb (PIP) (3miHy
Y3rO[KEHO 3 KOMMETEHTHUM YNOBHOBaXXEHM OpraHoMm)
3MiHU BHECEHO A0 IHCTPYKUIii AN MeAUYHOro
3acToCyBaHHs! Nikapcbkoro 3acoby y po3ainu
"OcobnumeocTi 3acTocyBaHHs", "lMobiyHi peakuii”
BiANOBIQHO 40 OHOBMEHOI iHbopMaLii 3 6e3neku gitoyor
PEYOBUHW. - BBEAEHHS 3MiH NPOTAroM 6-Tk MicsaUiB nicns
3aTBEpPAKEHHS
239. | ULUNPUHON® KOHUEHTpaT ang KPKA, a.4., CnoBeHisi BMPOGHMUTBO "in CnoBeHisi BHECEHHS1 3MiH 4O peecTpauiiHux maTtepianis: 3MiHu | 3a He UA/0678/03/01
pPO34MHY Ans Hoso mecto bulk", nepsuHHe Tmny - 3MiHuM wopo 6eanekn/edpekTMBHOCTI Ta peuenmom nidnsieae
iHdysin 10 mr/mn; no Ta BTOPUHHE dapmakoHarnsgy. 3MiHu y KOPOTKili xapakTepucTuLi
10 mn (100 mr) B nakyBaHHs, nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
amnyni; no 5 amnyn KOHTPOMb Ta Ansi MEOUYHOTO 3aCTOCYBaHHS
Y KapTOHHIlA kopobui BUNYyCK cepii: reHepuYHMX/riopnaHux/GionogibHMx nikapcbkmnx 3acobis
KPKA, a.4., nicns BHECEHHS TiEl camoi 3MiHN Ha pedhepeHTHUI
HoBo mecrTo, npenapart (3MiHa He nNoTpebye HagaHHS )XOAHUX HOBUX
CrnoBeHis; [O0AaTKOBUX AaHMX) - 3MiHM BHECEHO 40 iHCTPYKLIi ans
MEeANYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby y posainu
KOHTPOIb cepil "dpapmakoTepaneBTuyHa rpyna. Kog ATX "
(cbiznyHi Ta (peparyBaHHs Ha3Bu 6e3 3miHu kogy ATX),
XiMi4Hi meToamn "®apmakornorivHi BnactusocTi", "lMoka3aHHA",
KOHTPOS0): "MpoTunokasaHHs", "B3aemogisa 3 iHWNUMM JikapCbKUMM
KPKA, a.4., 3acobamu Ta iHwWi Buay B3aemogiin”, "OcobnmBocTi
Hoso mecrTo, 3acTocyBaHHs", "3acTocyBaHHs y nepiof BaritHocTi abo
CroBeHist; rofgyBaHHs rpyaat”, "3aaTHiCTe BNAMBATK Ha LUBUAKICTb
peakuii Npy KepyBaHHi aBTOTpaHCMopToM abo iHWMMK
KOHTPOMb cepii MexaHiamamu", "Cnocib 3actocyBaHHsa Ta gosu", "Oitn",
(dpisnyHi Ta "Mepeno3yBaHHs", "MobiyHi peakuii” 3rigHo 3
XiMiYHi meToaun iHdopMaUi€to WoAo MeAnNYHOro 3aCTOCYBaHHS
KOHTPOS0): pedepeHTHOro nikapcbkoro 3acoby (CIPROBAY). -
HN30X TepMiH BBeQEHHS 3MiH NPOTAroM 6 micauiB nicns
(HauioHanbHi 3aTBEPKEHHS. - 3MiHM | TUNy - 3MiHK Wopao
nabopatopis 3a 6esnekn/edekTMBHOCTI Ta hbapmakoHarnaay (iHwi 3miHu)
34paB’e, okone - 3MiHM BHECEHO A0 iHCTPYKUii AN MeaM4Horo
iH XpaHo), 3acToCyBaHHS Nnikapcbkoro 3acoby y po3ain "MobivHi
CnoBeHis peakuii” LWoAo 3BiTyBaHHSA NPo NobiyHi peakuyji.
TepMiH BBeOEHHS 3MiH NPOTAroM 6 micauiB nicns
3aTBEPKEHHS.

240. | LUNPUHON® PO34MH Ans iHdy3in, KPKA, ao.4., CnoBeHis BUPOBHMUTBO "in CnoBeHis BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a He UA/0678/01/01
2 mr/mn no 100 mn HoBo mecto bulk", nepsuHHe TMny - 3MiHK Wopao Gesnekn/edekTUBHOCTI Ta peuenmom | nidnsizae
(200mr), abo no 200 Ta BTOPVHHE dapmakoHarnsay. 3miHu y KopoTKili XxapakTepuctuui
mn (400wmr) y nakyBaHHs, nikapcbKoro 3acoby, TEKCTi MapKyBaHHsI Ta iHCTPYKLii
hnakoHi; no 1 KOHTpOMb Ta Ansi MEOUYHOTO 3aCTOCYBaHHS
hrnakoHy B BUWMNYCK cepil: reHepu4HuX/ribpnaHnx/GionoaibHux nikapcbkux 3acobis
KapTOHHiIN kopooLj KPKA, a.4., nicns BHECEHHS TiET camoi 3MiHN Ha pedhepeHTHUI

HoBo mecTo, npenapart (3MiHa He NoTpebye HafaHHS XOAHUX HOBUX
CrioBeHis; [0[aTKoBMX AaHuX) - 3MiHWM BHECEHO [0 iHCTPYKUiT Ans
MEeOUYHOro 3aCTOCYBaHHsI NiKapcbKoro 3acoby y po3ainv
KOHTPOMb cepii "®PapmakoTepaneBTuyHa rpyna. Kog ATX"
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
(cbinyHi Ta (peparyBaHHs Ha3Bu 6e3 3miHn kogy ATX),
XiMiuHi meToam "®apmakonorivHi BnactusocTi", "lMoka3aHHA",

KOHTPOSO): "MpoTunokasaHHs", "B3aemogisa 3 iHWUMK NikapCbKUMKN

KPKA, a.4., 3acobamu Ta iHwWi Buan B3aemoginn”, "OcobnmBocTi

Hoso mecrTo, 3acTocyBaHHs", "3acTocyBaHHs y nepioa BariTHoCTi abo

CnoBeHis; rogyBaHHs rpyaar”, "34aTHiCTb BNAMBaTK Ha LWBUAKICTb

KOHTpOnb cepii
(cbinyHi Ta
XiMiYHi meTogun
KOHTPONI0):
HN30X
(HauioHanbHi
nabopaTtopis 3a
34paB’e, OKone
iH XpaHo),
CnoBeHis

peakLii Npu kepyBaHHiI aBTOTPaHCMOPTOM abo iHWMMK
mexaHiamamu", "Cnoci6 3actocyBaHHs1 Ta go3u", "[itun",
"Mepeno3yBaHHs", "MobiyHi peakuii” 3rigHo 3
iH(bopMaUieto LWOoA0 MeAMYHOro 3acTOoCyBaHHSA
pedhepeHTHOro nikapcbkoro 3acoby (CIPROBAY). -
TepmiH BBEAEHHA 3MiH NpoTaroM 6 micauis nicns
3aTBEPMKEHHS. - 3MiHK | TNy - 3MiHM Woao
6esnekn/edekTMBHOCTI Ta hapmakoHarnaay (iHwi 3miHu)
- 3MiHWM BHECEHO [0 IHCTPYKLIT AN MeanyHoro
3acTocyBaHHs Nikapcbkoro 3acoby y po3ain "lMobivHi
peakuii” Wwoao 3BiTyBaHHA Npo NobiyHi peakuii.
TepmiH BBEAEHHA 3MiH NpoTaroM 6 micauis nicns
3aTBEPOXKEHHS.

*y pa3i HeceHHs1 3MiH Ao iHCmpyKUii Npo meduyHe 3acmocyeaHHs

B.o. HayaaLHUKA
dapManeBTUYHOTO YIIPABJIiHHS

Joamuiaa APKO




