MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

20 xoBTHA 2025 poKy Ne 1594

IIpo aep)kaBHY peecTpariiio (mepepeecTpariiio) JIKapCbKHX 3aco0iB (MegMUYHUX
iMyH0Oio/T0riYHMX NpenapaTiB) Ta BHeCEHHs 3MiH /I0 peecTpaljiiHUX MaTepiasiB

BiamosigHo o ctaTTi 9 3akoHy YKpainu «I1po mikapceKi 3aco0m», MyHKTIB 3,
26, 30, 49 Tlopsgky aepskaBHOI peecTpallii (TepepeecTpaiiii) JikapcbKUx 3acobiB,
3aTBep/yKeHOoro roctaHoBoto Kabinety MinicTpiB Ykpainu Biz 26 TpaBHs 2005 poky
Ne 376 (B pepakiii mocraHoBu KabiHety MiHicTpiB Ykpainu Big 26 kBitHsa 2024
poky Ne 529), ab3aily ABaflUsaTh I’ATOr0 MiANYyHKTY 12 myHKTY 4 [Tosio>keHHS TIpo
MiHicTepcTBO OXOpOHM 3/]0POB’sl YKpaiHU, 3aTBep/KeHOoro moctaHoBorw KabiHety
Minictpie Ykpainu Bix 25 6Gepe3ns 2015 poky Ne 267 (B pefakiii mocTaHOBU
Kabinery MinictpiB Ykpainu Big 24 ciuas 2020 poky Ne 90), Ha migctaBi
pe3y/bTaTiB eKCIIePTU3M PeecTpalliiHUuX MaTrepiaiiB TiKapchKUX 3aco0iB (MeauUHMX
iMyHoOionoriuHMX  TpemapartiB), 1[0 TMOJaHi Ha Jep)XaBHy peEeCTparlifo
(mepepeecTpallirt0) Ta BHECEHHS 3MiH [0 peeCcTpaLiiHUX MaTepiajiB, TPOBeJeHUX
Jlep)KaBHUM  MiANPUEMCTBOM  «/lep>kaBHMM e€KCIepTHUM LeHTp MiHicTepcTBa
OXOpPOHHU 37I0pOB’Sl YKpaiHW», BHUCHOBKIB II0Z0 eheKTHMBHOCTi, Oe3rmeuyHoCTi Ta
AKOCTi, I[OA0 eKCIepPTHOI OL{IHKY CITiBBiJHOIIEHHS KOPUCTL/PU3UK JIIKAPCHKOTO
3acoby, IO TIPOTIOHYEThCS A0 Jep)KaBHOI peectparlifii (mepepeectpariii), 1070
BHECEeHHsI 3MiH [I0 peecTpal[ifHuX MaTepia/liB Ta peKoMeH/allil JTiKapCbKOro 3aco0y
[0 Jlep>kaBHOI peectpailii (repepeectpaiiii) abo BHeCceHHS 3MiH [0 peeCTparjiiHuX
MarepiasiB, 11]0 HaZiMIUKM 10 MiHicTepcTBa OXOPOHH 3710POB’Sl YKpaiHU JTMCTOM Bif
08 >xoBTHs 2025 poky Ne 2708/5.2-25,

HAKA3Y1O:

1. 3apeecTpyBaTH JiKapchKi 3acobu (MeguuHi iMyHOOiosOTiuHI TIperapaTu) Ta
BHECTHU ZI0 Jlep>kaBHOT'O PeeCTpy JIiKapcbKuX 3aco0iB 3rigHo 3 JogaTkoM 1.

2. ITepepeecTpyBatu JiKapchki 3acobu (MefiuHi iMyHObiosOTiuHi TIperapaTy)
Ta BHECTH 710 [lep>KaBHOT'0 peeCTpy JiKapChKUX 3ac0o0iB 3TiIHO 3 ZI0/JaTKOM 2.
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3. BHecTu 3miHU [0 peecTpaljifHUX MaTepiaiB Ha JiKapchKi 3acobm (MeanuHi
iMyHobiosoriuni mpemnapat) Ta /lep>kaBHOTO peecTpy JiKapChbKUX 3ac00iB 3TigHO 3
JI01IaTKOM 3.

4. BigMoBUTH y [ep)kaBHili peecTpallii/mepepeecTpaliii TiKapchbKUX 3aco0iB
(MeguuHMX iMyHOOiO/IOTIYHMX TMperapariB) Ta BHeCEHHi 3MiH [0 peecTpaLiiHuX
MarepiamiB Ta /lep>kaBHOTO PeeCTpPY JiiKapCbKHX 3ac0biB 3rifiHO 3 J0AaTKOM 4.

5. ®apmatieBTuHoMy yripaBiiHHIO (OsekcaHgpy ['pilieHKy) 3abe3mneunT
OTIPU/TFOJJHEHHST 1[bOT0 Haka3dy Ha odilifiHoMy BeOcaiiTi MiHicTepcTBa 0XOpOHU

30pOB’d YKpaiHu.

6. KOHTpOJIb 32 BUKOHAaHHAM 1[bOI'0 HaKa3y IOK/IaCTH Ha 3acTyInHuka MiHicTpa
Enema AsamaHoBa.

MiHuicTp BikTop JISAIIIKO



Aopatok 1

[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»

Bif, 20 xoBTHA 2025 poky Ne 1594

BHOCATBCHA 4O JEPKABHOI'O PEECTPY JIIKAPCBKHUX 3ACOBIB

ITEPEJIIK
3APEECTPOBAHUX JITIKAPCBKHUX 3ACOBIB (MEAVNYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI

Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0o20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa BionyckKy aHHs1 peecmpayiliHozo
3acoby ynakoska) nocsioYyeHHs1
1. | AKKO®PINI® PO34NH ANS iH'EKLIA Akkopg, Icnanis KOHTPO/1b SKOCTI: Monbwa/ peecTpauif Ha 5 pokis 3a He UA/21034/01/01
abo iHdysii 30 mMaH Xenckea XiMiYHi/di3nyHi Ta Benwuka PeslomMe nnaHy ynpas/iiHHA pusmkamu peyenmom nionsizae
OJ (300 mkr)/0,5 mn, C.JLYy. 6i0N0riYHi NOKA3HUKN: BpuTtaHis/ Bepcia 5.0 goaaetbes. MepioAnyHICTb
no 0,5 mn (30 mAH Cengita Cepsicu3 Cn. IHgis NnoJaHHs peryasipHO OHOB/HOBAHOIO
OJl) y nonepeaHb0 30.0., Monbua; 3BiTy 3 6e3neku, BignoBigHO A0
HanoBHEHOMY LINpUL [oAaTKoBe BTOPUHHE Mopsaky 34iiCHeHHA
3 iH'EKUIiIHOIO TOSIKOtO, nakyBaHHs: hapmakoHarnagy, 3aTBepaXeHoro
3 3aXCHUM AKkopg, Xenckea Haka3oM MiHicTepcTBa OXOPOHU
NPUCTPOEM /15 FOSIKN, NimiTen, Benuka 30,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
no 1 nonepegHb0 BpwvTaHisi; KOHTpOb poky Ne 898, 3apeecTpoBaHoro B
HarnoBHEHOMY LUNPULY AKOCTI: MiKpOBiooriyHi MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
y 6nictepi, no 5 nokasHuku: MNos/ab 2007 poky 3a Ne 73/13340 (y pepaxuii
6nicTepis 3i Cn. 3 0.0, MonbLya; Haka3y MiHicTepcTBa OXOPOHM
CMMPTOBMMU [00aTKOBE BTOPUHHE 300pOB'a YKpaiHu Bifg 26 BepecHs
cepBeTkamy y nauui nakysaHHs: CMHONTA3 2016 poky Ne 996), cTaHOBUTb: 3riAHO
IngacTpian Cn. 3 0.0, 3i CTpOKamMu, 3a3HaYeHMn y
MonbLya; nepioANYHOCTI NOAaHHA PerynsapHUX
BiANoOBiAabHMI 3a 3BITIB 3 6e3neku.
BUMYCK cepii: AKKOpA
Xenckea Moncka Cn. 3
0.0. Cknag ImnopTepa,
MonbLya;
BMPOGHMLTBO
niKapcbKoro 3acooby,
nepBuHHE Ta
BTOPWHHE MakKyBaHHS,
KOHTPO/b SKOCTI:
IHTac
dapmachbloTikanc
NimiTen, 1HAIA
2. | AKKO®IN® PO34nNH A8 iH'EKLI Akkopg, Icnanis KOHTPO/1b SKOCTI: Monbwa/ peecTpauif Ha 5 pokis 3a He UA/21034/01/02
abo iHdysili 48 mMnH Xenckea XiMiYHI/i3nyHi Ta Benvka Pestome nnaHy ynpasniHHA pyU3nkamu peyenmom niosnsieae
Of (480 mkr)/0,5 mn, C.JLY. 6i0N0rYHI NOKA3HUKN: BputaHis/ Bepcis 5.0 goaaetbes. MepioAnyHICTb




Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
no 0,5 mn (48 mnH Cengita Cepsicus Cn. IHAjs NOAAHHSA perynsipHO OHOBJTIHOBAHOIO
OJ1) y nonepefHb0 3 0.0., Monbua; 3BiTy 3 6e3neku, BiANoBiAHO A0
HarnoBHEHOMY LUNPUL [0faTKoBe BTOPUHHE Mopsaky 34iicCHEeHHs
3 iH'EKLLiAHOIO TOJKOIO, naKyBaHHs: hapmakoHarnsgy, 3aTBepaXeHoro
3 3aXVCHUM Akkopg, Xenckea Haka3oM MiHicTepcTBa OXOPOHU
NPUCTPOEM /15 FOSIKN, NimiTen, Benuka 34,0p0B’sA YKpaiHu Big 27 rpyaHsa 2006
no 1 nonepefHL0 BpuTaHis; KOHTPOsb poky Ne 898, 3apeecTpoBaHOro B
HanoBHEHOMY LUNpULY AKOCTIi: MiKPOGIONOriyHi MiHicTepcTBi tocTUUii YkpaiHu 29 ciuHs
y 6nicTepi, no 5 nokasHuku: MNos/la6 2007 poky 3a Ne 73/13340 (y pegaxuii
6nicTepiB 3i Cn. 3 0.0., MonbLya; Haka3y MiHicTepcTBa OXOPOHM
CMMPTOBUMU [00aTKOBE BTOPUHHE 3[10pOB'A YKpaiHu Bif 26 BepecHs
cepseTkamu y nauui nakysaHHsa: CMHONTK3 2016 poky Ne 996), cTaHOBUTL: 3rifHO
IHgacTpian Cn. 3 0.0, 3i CTpOKaMu, 3a3Ha4eHuMmn y
MonbLya; nepioANYHOCTI NOJaHHA perynsapHMX
BiNOBIfaNbHWIA 32 3BITIB 3 6e3neku.
BUMYCK cepii: AKKOpA
Xenckea lMoncka Cn. 3
0.0. Cknag ImnopTepa,
MonbLa;
BUPOBHULTBO
niKapcbKoro 3acooby,
nepBuHHe Ta
BTOPWHHE MakKyBaHHS,
KOHTPO/1b AKOCTI:
IHTac
dapmacbioTikanc
Nivite, Haia
3. | ANNPA30NA | Tabnetku no 0,5 wmr, AT "I'piHgekc" Nartsis AT "T'piHgekc" Natsis peecTpauis Ha 5 pokis 3a He UA/21026/01/02
M rPIHOEKC no 10 TabneTtok y Pestome MYP Bepcisa 0.1 gofaeTbes. peyenmom niosnsieae
6nictepi; no 1, 2, 3, 5, MepiognyHICTb NOAAHHA PerynsipHoO
6 a6o 10 6nicTepiB y OHOB/THOBAHOrO 3BITY 3 6e3nekwu,
KapTOHHIlA KOpooLi BiANOBiAHO A0 MopsaKy 34iCHEHHS
hapmakoHarnsgy, 3aTBepaxeHoro
Haka3om MiHicTepcTBa OXOPOHU
30,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHM
3[,0p0B'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMm, 3a3HaYeHMn y
nepioANYHOCTI NOAaHHA PerynsapHUX
3BITiB 3 6e3neKu.
4. | ANNPA30NA | Tabnetku no 1 mr, no AT "I'piHgekc" Natsis AT "I'piHgekc" Natsis peecTpauif Ha 5 pokis 3a He UA/21026/01/03
M rPIHAEKC 10 TabneTok y Pestome MYP Bepcia 0.1 gogaeTbes. peyenmom niosnsieae

6nictepi; no 1, 2, 3, 5,
6 abo 10 6nicTepiB y

Mepiogn4HICTb NOAAHHS pPerynsipHo
OHOBJ1IOBAHOIO 3BIiTY 3 6E3N€eKU,




n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

KapTOHHI KopoobLi

BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepAxeHoro
Haka3om MiHicTepcTBa OXOPOHU
340pO0B’A Ykpaiuu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii YKpaiHu 29 ciuna
2007 poky 3a Ne 73/13340 (y pegaxuii
Hakasy MiHicTepcTBa OXOPOHU
3710pOB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cCTaHOBUTb: 3rigHO
3i CTpOKaMu, 3a3Ha4eHUMmn y
nepiognMYHOCTi NoAaHHSA perynsipHux
3BITIB 3 6e3neku.

ANMNPASO/A
M rPIHAEKC

Tabnetku no 0,25 wr,
no 10 TabneTtok y
6nicTepi; no 1, 2, 3, 5,
6 abo 10 6nictepiB y
KapTOHHI Kopoobui

AT "T'piHoekc”

Nartsisa

AT "I'piHgekc"

Nartsia

peecTpauist Ha 5 pokis
Pestome MYP Bepcis 0.1 gogaeTbes.
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJIIOBAHOIO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepAkeHoro
Haka3om MiHicTepcTBa OXOpPOHU
340poB’A YKpaiuu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTUUT YKpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaxuii
Hakasy MiHicTepcTBa OXOPOHM
3[10pOB'sA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKaMu, 3a3Ha4eHUMmn y
nepiognMYHOCTi NoAaHHA perynsipHux
3BITiB 3 6e3neku.

3a
peyenmom

He
nidnsieae

UA/21026/01/01

BYAECOHIJ-
JAPHULA

cycneHsis gns
po3nuneHHs, no 0,5
Mmr/mn, no 2 mn B
0[IHOA4030BOMY
KOHTeliHepi; no 5
0/IHOA,030BUX
KOHTEliHepIB y
KOHBepTi; no 4
KOHBEPTMW B NauLi

MpAT
"®apmaueBTn
YyHa oipma
"AapHuus”

YKpaiHa

leHeTik C.N.A.

ITanisa

peecTpaduis Ha 5 pokis
Pestome MYP Bepcis 0.1 gofaeTbes.
MepiognyHiCTb NOAAHHA perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBiAHO A0 MopsaKy 34iCHEHHS
thapmakoHarnsgy, 3aTsepikeHoro
Haka3zom MiHicTepcTBa OXOPOHU
34,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTUUT YKpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHM
3[10pOB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoKamMm, 3a3HayYeHMU y
nepiognMYHOCTI MOoAaHHA PErynsapHuX
3BITiB 3 6e3neKu.

3a
peyenmom

He
nionsieae

UA/21027/01/02

BYAECOHI-

cycneHsis gns

MpAT

YKpaiHa

eHeTik C.n.A.

ITanis

peecTpauist Ha 5 pokiB

3a

He

UA/21027/01/01




Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
AAPHNLA po3nwnexHs, no 0,25 "apmauesTu Pestome MYP Bepcis 0.1 gogaeTbes. peyenmom nionsieae
Mr/mn, no 2 M1 B YHa hipma MepiognyHiCTb NOAAHHA perynsipHo
0[HOL030BOMY "NapHuus” OHOB/IOBAHOrO 3BIiTY 3 6e3neKu,
KOHTeliHepi; no 5 BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
0[IHOA030BUX thapmakoHarnsgy, 3aTBepAxeHoro
KOHTelHepiB y Haka3om MiHicTepcTBa OXOPOHU
KOHBepTI; no 4 340pO0B’A Ykpaiuu Big 27 rpyaHs 2006
KOHBEPTU B nauui poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii YKpaiHu 29 ciuna
2007 poky 3a Ne 73/13340 (y pegaxuii
Hakasy MiHicTepcTBa OXOPOHU
3710pOB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), CTaHOBUTb: 3rigHO
3i CTpOKaMu, 3a3Ha4eHUMmn y
nepioguMyYHOCTi NoAaHHSA perynsipHux
3BITIB 3 6e3neku.
8. | ENIBPIA XR Tabnetku 3AT JNnToBCbka Awe Tabopatopioc Bpasunis peecTpauist Ha 5 pokis 3a He UA/21028/01/01
MPOJIOHroBaHoI Aji, No «®apmnira» Pecny6nika dapmaceyTikoc C.A. Pestome MNnaHy ynpasniHHA pusukamm peyenmom nionsizae
32 wr, no 10 TabneTok Bepcis 0.3 popaetbes MNepiognyHicTb
y 6nictepi, no 3 noJaHHsA perynspHO OHOB/IOBAHOIO
6nictepn y nauui 3BiTYy 3 6e3neku, BigNoBigHO A0
Mopsaky 34jiicHeHHS
thapmakoHarnsgy, 3aTBepAXeHoro
Haka3om MiHicTepcTBa OXOPOHU
340pO0B’A Ykpaiuu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Hakasy MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKaMu, 3a3Ha4eHUMmn y
nepiognMYHOCTI MoAaHHSA perynsipHux
3BITIB 3 6e3neku.
9. | ENIBPIA XR Tabnetku 3AT JNnToBCbka Awe Tabopatopioc Bpasunis peecTpauist Ha 5 pokis 3a He UA/21028/01/02
MPOJIOHroBaHoI Aji, No «®apmnira» Pecny6nika dapmaceyTikoc C.A. Pestome MNnaHy ynpasniHHA pusukammn peyenmom nionsizae

48 wr, no 10 TabneTok
y 6nictepi, no 3
6nicTepn y nauui

Bepcia 0.3 gogaetbes MepiognyHiCTb
NOAaHHA PerysisipHo OHOBJIIOBAHOIO
3BiTYy 3 6e3neku, BigNoBigHO A0
Mopsaaky 3AiCHeHHN
hapmakoHarnsgy, 3aTBepikeHoro
Haka3om MiHicTepcTBa OXOPOHYU
3[,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3sy MiHicTepcTBa OXOPOHU
340pOB's YKpaiHu Big 26 BepecHs




Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
2016 poky Ne 996), CTaHOBUTb: 3riAHO
3i CTpOKamMu, 3a3Ha4eHUMmn y
nepiognMYHOCTi NoAaHHSA perynsipHux
3BITIB 3 6e3neku.
10. | IBYPOKC KOHUeHTpaT ans Abpun IHais A6pun NabopaTopi3 IHAis peecTpauist Ha 5 pokis 3a He UA/21029/01/01
PO34rHy a8 iHy3ild, dopmynenwHs MpaiBeT NimiTeq, Pestome MYP Bepcisa 0.2 gogaeTbes. peyernmom nidnsieae
100 mr/mn; no 4 mn ret. /114, MepiognyHicTb NOAAHHSA perynsipHo
KOHLieHTpaTy B OHOB/IHOBAHOTO 3BITY 3 6e3neku,
amnyni, no 3 abo no 5 BiANOBIAHO A0 MopsAaKy 3AiNCHEHHS
amnyn y 6nictepi Ta B hapmakoHarnsgy, 3aTBepaXeHoro
KapTOHHIA ynakoBLi; Haka3zom MiHicTepcTBa OXOPOHU
no 8 M KoHUeHTpary 340poB’A Ykpaiuu Big 27 rpyaHa 2006
B amnyni, no 3 abo no poky Ne 898, 3apeecTpoBaHoro B
5 amnyn y 6nictepi Ta MiHicTepcTBi tocTULT YkpaiHu 29 ciuHs
B KapTOHHI ynakosLi 2007 poky 3a Ne 73/13340 (y pegaxuii
Hakasy MiHicTepcTBa OXOPOHM
3[10pOB'sA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKamMu, 3a3Ha4eHuMmn y
nepioANYHOCTI NOJaHHA PerynsapHmMX
3BITiB 3 6e3neku.
11. | KNCEHb ras y 6asoHax no 2 n, TOB "PITEW/I- YkpaiHa TOB "PITEWN-C" Ykpaina pecTpaujis Ha 5 pokiB 3a He UA/21030/01/01
MEAWUYHUI 3n,5n,8n,10n, 12 c" MepiognyHiCTb NOAAHHA perynsipHo peuyenmom nionsieae
FA30MNOAIBH | n,40 n,50 n OHOB/IIOBAHOrO 3BITY 3 6e3neku,
nin BiANOBIAHO A0 MopsAaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepAXeHoro
Haka3om MiHicTepcTBa 0OXOPOHU
30,0p0B’A YKpaiHnu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMu, 3a3HayeHUMmn y
nepioguyYHOCTI MoAaHHSA perynsipHux
3BITIB 3 6e3neku.
12. | OKPEBYC® PO3YMH ANA iH'EKLN, TOB «Pouu YkpaiHa BMPOGHMLITBO HimeuunHa/ peecTpaujis Ha 5 pokis 3a He UA/16278/02/01
920 mr/23 mn, no 23 YKpaiHa» niKapcbKoro 3acoby LLIBeliyapis Pestome nnaHy ynpaBniHHA pyU3nkamu peuyenmom nidnsieae
M1y dpnakoHi, no 1 (BKKOYALOUN Bepcis 10.0 gogaeTbes.
dhnakoHy y KapTOHHil HanoBHEHHA/NEePBUHH MepiognyHICTb NOAAHHA perynspHo
Kopo6u,i € nakyBaHHs1), OHOB/IOBAHOrO 3BIiTY 3 6e3NeKu,
BMNPOGYBaHHSA BiANOBiAHO A0 MopsAaKy 34iCHEHHS
KOHTPO/II0 B Mpoueci hapmakoHarnsgy, 3aTsepikeHoro
BUPOGHMLTBA, Haka3om MiHiCTepcTBa OXOPOHMW
BMNPOGYBaHHSA 3[,0p0B’A YKpaiHu Big 27 rpyaHsa 2006

KOHTPO/IHO SKOCTI,
BUMYCK

poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil Ykpainm 29 ciuHs




Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
Hepo3dacoBaHoro 2007 poky 3a Ne 73/13340 (y pegaxuii
NPOAYKTY, Hakasy MiHicTepcTBa 0XOPOHU
BMNPOGYBaHHSA 3710pOB'A YKpaiHu Bif, 26 BepecHs
cTabinbHoCTI, 2016 poky Ne 996), CTaHOBUTb: 3riAHO
36epiraHHs 3i CTpOKaMu, 3a3Ha4eHUMn y
nikapcbKoro 3acoby: nepioguMYHOCTi NoAaHHSA perynsipHux
Pow [jarHocTmkc 3BITIB 3 6e3neku.
M6X, HimeuunHa,;
36epiraHHs
nikapcbKoro 3acooby,
BTOPWHHE MakKyBaHHS,
BWMYCK rOTOBOTO
nikapcbKoro 3acoby:
. XodhdpmaHH-/15 Polu
N1, Weeiiyapis
13. | OIMECTAA TabneTku, BKpUTI CTALA HimeuunHa BMNYCK cepil, Himeuunna/ peecTpauis Ha 5 pokis 3a He UA/21031/01/02
NNiBKOBOIO ApuHaiimitTen KOHTPO/b cepil: Cepbis Pestome nnaHy ynpasniHHA pyU3nkamm peyenmom niosnsieae
06010HKOt0, MO 20 Mr; b Al CTAOA Bepcis 1.4 pogaetbes. MepioguuHicTb
no 10 Tabnetok y ApuHaiimitTens Arl, nogaHHA perynspHo OHOBJ/IOBAHOIO
6nictepi; no 3 HimeuuunHa; 3BiTYy 3 6e3neku, BiANoBigHO A0
6nicTepy B KAPTOHHIi Mopsaky 34jincHeHHs
Kopobui BUMYCK Cepiid, hapmakoHarnsgy, 3aTBepaXeHoro
BMPOBHULTBO Haka3om MiHicTepcTBa OXOPOHU
Hepo3g)acoBaHOro 34,0p0B’sA YKpaiHu Big 27 rpyaHs 2006
NPOAYKTY, NEPBUHHE poky Ne 898, 3apeecTpoBaHoro B
Ta BTOPUHHE MiHicTepcTBi tocTULl YkpaiHu 29 ciuHs
nakyBaHHSs, KOHTPO/1b 2007 poky 3a Ne 73/13340 (y pegaxuii
cepiii: Hakasy MiHicTepcTBa OXOPOHM
"Xemodhapm" AL, 3[10pOB'sA YKpaiHu Bif 26 BepecHs
Cepbis 2016 poky Ne 996), cTaHOBUTb: 3rifHO
3i CTpOKamMu, 3a3Ha4eHuMmn y
nepioANYHOCTI NOJaHHA PerynsapHMX
3BITiB 3 6e3neku.
14. | OIMECTAL TabneTku, BKpUTI CTALA HimeyunHa BUNYCK cepil, HimevuunHa/ peecTpauis Ha 5 pokiB 3a He UA/21031/01/03
nNiBKOBOIO ApuHaiimitTen KOHTPOb cepil: Cepbis Pestome nnaHy ynpasniHHA pyu3ukamm peuyenmom nionsieae
060/10HKO0, MO 40 Mr; b Al CTALA Bepcis 1.4 popaetbes. MepioguuHicTb
no 10 Tabnetok y ApuHaiimitTens Arl, nogaHHA perynsapHo OHOBJ/IOBAHOIO
6nictepi; no 3 HimeuuunHa; 3BiTYy 3 6e3neku, BiANoBiAHO A0

6nicTepy B KAPTOHHIi
Kopoobui

BUMYCK Cepid,
BMPOBHULTBO
Hepo3dacoBaHoro
NpPoAYyKTY, NepBUHHE
Ta BTOPUHHE
nakyBaHHs!, KOHTPO/b

MopsigKy 34iCHEHHS
hapmakoHarnsgy, 3atBepiKeHoro
Haka3zom MiHicTepcTBa OXOPOHU
340pO0B’A Ykpaiuu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil YkpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaxuii

cepiii: Haka3y MiHicTepcTBa 0XOPOHU
"Xemodhapm" AL, 3[10pOB's YKpaiHu Bif 26 BepecHs
Cepbis 2016 poky Ne 996), CTaHOBUTb: 3riAHO




Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
3i CTpOKaMu, 3a3Ha4eHuMmn y
nepioANYHOCTI NOAaHHA perynsapHMX
3BITiB 3 6e3neKu.
15. | ONIMECTAA TabneTku, BKpUTI CTALA HimeuunHa BMNYCK cepil, Himeuunna/ peecTpauis Ha 5 pokis 3a He UA/21031/01/01
nNiBKOBOIO ApuHaiimitTen KOHTPO/b cepil: Cepbis Pestome nnaHy ynpasniHHA pyU3nkamm peyenmom nionsieae
0600HKot0, No 10 wr, b Al CTAOA Bepcis 1.4 pogaetbes. MepioguuHicTb
no 10 Tabnetok y ApuHaiimitTens Arl, nogaHHA perynsapHo OHOBJ/IOBAHOIO
6nictepi; no 3 HimeuuunHa; 3BiTYy 3 6e3neku, BiANoBigHO A0
6nicTepy B KAPTOHHIi Mopsaky 34jincHeHHs
Kopobui BUMYCK Cepiid, hapmakoHarnsgy, 3aTBepaXeHoro
BMPOBHULTBO Haka3zom MiHicTepcTBa OXOPOHU
Hepo3g)acoBaHOro 34,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
NPOAYKTY, NEPBUHHE poky Ne 898, 3apeecTpoBaHoro B
Ta BTOPUHHE MiHicTepcTBi tocTULT YkpaiHu 29 ciuHs
nakyBaHHS, KOHTPO/1b 2007 poky 3a Ne 73/13340 (y pegaxuii
cepiii: Hakasy MiHicTepcTBa OXOPOHM
"Xemodhapm" AL, 3[10pOB'sA YKpaiHu Bif 26 BepecHs
Cepbis 2016 poky Ne 996), cTaHOBUTb: 3rifHO
3i CTpOKamMu, 3a3Ha4eHuMmn y
nepioANYHOCTI NOJaHHA PerynsapHmMX
3BITiB 3 6e3neku.
16. | O/IMECTAL TabneTku, BKpUTI CTALA HimeyunHa BUNYCK cepil, HimevuunHa/ peecTpauis Ha 5 pokis 3a He UA/21032/01/01
H NiBKOBOK 0G0MIOHKOK | ApuHaimiTTen KOHTPO/b Ccepil: Cepbis Pestome nnaHy ynpasniHHA pyu3ukamm peuyenmom nionsieae
no 20 mr/12,5 mr, no b Al CTALA Bepcis 1.3 gogaetbes. MepioguuHicTb
10 TabneTok y ApuHaiimitTens Arl, nogaHHA perynsapHo OHOBJ/IOBAHOIO
6nictepi; no 3 HimeuuunHa; 3BiTYy 3 6e3neku, BiANoBiAHO A0
6nicTepy B KAPTOHHIi BUMYCK CepiiA, Mopsaky 34jincHeHHs
KOpo6Li BMPOGHMNLITBO thapmakoHarnsgy, 3aTBepikeHoro
Hepo3g)acoBaHOro Haka3zom MiHicTepcTBa OXOpPOHU
NpoAyKTy, nepBuHHe 340pOB’A YKpaiuu Big 27 rpyaHs 2006
Ta BTOPUHHE poky Ne 898, 3apeecTpoBaHoro B
nakyBaHHs1, KOHTPO/1b MiHicTepcTBi tocTuuil YkpaiHu 29 ciuHs
cepii: 2007 poky 3a Ne 73/13340 (y pegaxuii
"Xemodhapm" AL, Haka3y MiHicTepcTBa 0XOPOHU
Cepbis 3[10pOB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKaMu, 3a3Ha4eHUMmn y
nepioANYHOCTI NOAaHHA PerynsapHmMX
3BITiB 3 6e3neKu.
17. | ONIMECTAL TabneTku, BKpUTI CTALA HimeyunHa BUMYCK cepil, HimeyuunHa/ peecTpauis Ha 5 pokis 3a He UA/21032/01/02
H NiBKOBOK 0GOMIOHKOK | ApuHaimiTTen KOHTPO/b cepil: Cepbis Pestome nnaHy ynpasniHHA pyu3nkamu peyernmom nionsieae
no 20 mr/25 mr, no 10 b Al CTALA Bepcis 1.3 goaaetbcs. MepiognyHiCTb
TabneTok y 6nictepi; ApuHaiimitrens Arl, nofAaHHA perynsapHO OHOB/HOBAHOIO
no 3 6nictepu B HimeuuunHa; 3BiTYy 3 6e3neku, BiANoBigHO A0

KapTOHHI KOpoOLyi

BUMYCK Cepiid,
BMPOGHMLITBO
Hepo3acosaHoro

MopsigKy 34iCHEHHS
hapmakoHarnsgy, 3aTBepiXeHoro
Haka3oMm MiHicTepcTBa OXOPOHU
34,0p0oB’s1 YKpaiHu Big 27 rpyaHs 2006




10

Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
NPOAYKTY, NEPBUHHE poky Ne 898, 3apeecTpoBaHoro B
Ta BTOPUHHE MiHicTepcTBi tocTUUl YkpaiHu 29 ciuHs
nakyBaHHSs, KOHTPO/1b 2007 poky 3a Ne 73/13340 (y pegaxuii
cepiii: Haka3y MiHicTepcTBa OXOPOHM
"Xemodhapm" ALl 3[10pOB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMu, 3a3Ha4eHuMmn y
nepioANYHOCTI NOJaHHA perynsapHMX
3BITiB 3 6e3neKu.
18. | OIMECTAA TabneTku, BKpUTI CTALA HimeuunHa BMNYCK cepil, Himeuunna/ peecTpauis Ha 5 pokis 3a He UA/21032/01/03
H NiBKOBOK 060/IOHKOK | ApuHaimiTTen KOHTPO/b cepil: Cepbis Pestome nnaHy ynpasniHHA pyU3nkamm peyenmom niosnsieae
no 40 mr/12,5 mr, no b Al CTAOA Bepcis 1.3 gogaetbes. MepioguuHicTb
10 TabneTtok y ApuHarimitTens Arl, nogaHHA perynspHo OHOBJ/IOBAHOIO
6nictepi; no 3 HimeuuunHa; 3BiTYy 3 6e3neku, BiANoBigHO A0
6nicTepy B KAPTOHHIi Mopsaky 34jincHeHHs
Kopobui BUMYCK Cepiid, hapmakoHarnsgy, 3aTBepaXeHoro
BMPOBHULTBO Haka3om MiHicTepcTBa OXOPOHU
Hepo3g)acoBaHOro 34,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
NPOAYKTY, NEPBUHHE poky Ne 898, 3apeecTpoBaHoro B
Ta BTOPUHHE MiHicTepcTBi tocTUUT YKpaiHu 29 ciuHs
nakyBaHHS, KOHTPO/1b 2007 poky 3a Ne 73/13340 (y pegaxuii
cepiii: Hakasy MiHicTepcTBa OXOPOHM
"Xemodhapm" AL, 3[10pOB'sA YKpaiHu Bif 26 BepecHs
Cepbis 2016 poky Ne 996), cTaHOBUTb: 3rifHO
3i CTpOKaMu, 3a3Ha4eHUMmn y
nepioANYHOCTI NOJaHHA PerynsapHmMX
3BITiB 3 6e3neku.
19. | O/IMECTAL TabneTku, BKpUTI CTALA HimeyunHa BUNYCK cepil, HimevuunHa/ peecTpauif Ha 5 pokis 3a He UA/21032/01/04
H NiBKOBOK 0G0MIOHKOK | ApuHaimiTTen KOHTPO/b Ccepil: Cepbis Pestome nnaHy ynpasniHHA pyU3ukamm peuyenmom nionsieae
no 40 mr/25 wmr, no 10 b Al CTALA Bepcis 1.3 gogaetbes. MepioguuHicTb
TabneTok y 6nictepi; ApuHaiimitrens Arl, nofAaHHA perynspHoO OHOB/IOBAHOIO
no 3 6nictepu B HimeuuunHa; 3BiTYy 3 6e3neku, BiANoBiAHO A0
KapTOHHI KopoobLi Mopsaky 34jincHeHHs
BUNYCK Cepil, thapmakoHarnsgy, 3aTBepikeHoro
BMPOBHULTBO Haka3zom MiHicTepcTBa OXOPOHU
Hepo3g)acoBaHoOro 34,0p0B’sA YKpaiHu Big 27 rpyaHsa 2006
NPOAYKTY, NEPBUHHE poky Ne 898, 3apeecTpoBaHoro B
Ta BTOPUHHE MiHicTepcTBi tocTuuil YkpaiHu 29 ciuHs
nakyBaHHs!, KOHTPO/1b 2007 poky 3a Ne 73/13340 (y pegaxuii
cepiii: Haka3y MiHicTepcTBa 0XOPOHU
"Xemodhapm" AL, 3[10pOB's YKpaiHu Bif 26 BepecHs
Cepbis 2016 poky Ne 996), cTaHOBUTb: 3rifHO
3i CTpOKaMu, 3a3Ha4eHUMmn y
nepioANYHOCTI NOJaHHA PerynsapHmMX
3BITiB 3 6e3neKun.
20. | MPErABANIH | kancynu no 75 mr, rno TOB «Amina YkpaiHa Crepun-[xeH Naiic IHais peecTpauis Ha 5 pokis 3a He UA/21033/01/01
10 kancyn y 6nictepi; Xenc Kea» CaiieHcuns (M) N1a. Pestome MYP Bepcisa 1.0 gogaerbcs. peyenmom nionszae

no 2 6nictepn y

MNepioAnYHICTb NOAAHHS perynsipHo




Hassa
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n/n

JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o

21.

MPErABANIH

KapTOHHI KopoobLi

OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 3AiACHEHHS
hapmakoHarnsgy, 3aTBepiKeHoro

Haka3oMm MiHicTepcTBa OXOPOHU

30,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii

Haka3y MiHicTepcTBa OXOPOHM
300pOB'A YKpaiHu Bifg 26 BepecHs

2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoKamMm, 3a3HayeHMn y
nepioANYHOCTI NOAaHHA PerynsapHUX
3BITiB 3 6e3neku.

nocsi0OYeHHs

22.

MPErABANIH

Kancynu no 150 wmr, no
10 kancyn y 6nictepi;
no 2 6nictepu y
KapTOHHI Kopoobui

kancynu no 300 mr; no

TOB «Amina
Xenc Kea»

TOB «Amina

Ykpaina

Crepun-[xeH Naiidp
CaiieHcms (M) 174,

IHgis

peecTpauist Ha 5 pokis
Pestome MYP Bepcis 1.0 gogaetbes.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/OBAHOrO 3BIiTY 3 6e3neKu,
BiANOBIAHO A0 MopsAaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepAXeHoro
Haka3om MiHicTepcTBa OXOPOHU
340pO0B’A Ykpaiuu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3sy MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKamMu, 3a3Ha4eHUMmn y
nepiognMYHOCTI MoAaHHSA perynsipHux
3BITIB 3 6e3neku.

3a
peyernmom

He
nionsieae

UA/21033/01/02

10 kancyn y 6nicTepi;
no 2 6nictepu y
KapTOHHIlA KopooLi

Xernc Kea»

YKpaiHa

Crepun-[xeH Naiic
CaiteHcms (M) /T4,

IHais

peecTpauist Ha 5 pokis
Pestome MYP Bepcisa 1.0 gogaetbes.
MepioAnyHICTL NOAAHHA perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iCHEHHS
hapmakoHarnsgy, 3atBepiKeHoro
Haka3zom MiHicTepcTBa OXOpPOHU
340pO0B’A Ykpaiuu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil YkpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa 0XOPOHU
3[10pOB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKamMu, 3a3HaveHMn y
nepiognMYHOCTI NoAaHHSA perynsipHux

3BITiB 3 6e3NeKun.

3a
peyenmom

He
nionsieae

UA/21033/01/03
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B.o. HauanbHKA
dapMaiLeBTUYHOT0 yIIPaB/JIiHHA Onekcanap I'PIHEHKO



BHOCATBHCHA 4O JEPKABHOI'O PEECTPY JIIKAPCBKUX 3ACOBIB

IIEPEJIIK
INEPEPEECTPOBAHUX JITIKAPCBKHX 3ACOBIB (MEJNYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI

Aopartok 2
[0 Hakasy MiHicTepcTBa OXOpPOHU
300poB’A YKpaiHu «[po aepxaBHY
peecTpauito (nepepeecTpauito)
NiKapcbK1UX 3aco06iB (MeguYHUX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpavliiiHux
marepianis»
Bij 20 >xoBTHsI 2025 poky Ne 1594

Ne Hassa Popma surnycky 3assHukK Kpaina Bupo6Huk KpaiHa PeecmpayjitliHa npoyedypa Ymosu Peknamys Homep
n/n NliKapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjitiHo2o
3acoby yrnakoska) nocBi0O4Y€eHHs1
1. | ADJEMTA niocpinizat ana TOB "YOPNL YkpaiHa Medrap lnay CaH. TypeyuunHa nepepeecTpawis Ha HeobMexeHuit TepMiH 3a He UA/18394/01/01
PO3UnNHYy A5 iH'EKUI MEOMUNH" A.LL. OHoB/EHO iHdhOpMAaLLito B IHCTPYKLUi ANs peyenmom nionsizae
no 400 mr; 5 MeAMYHOro 3acTOCYBaHHSA NiKapCbKoro
oNakoHIB 3 3acoby y posginax "lMNepenosyBaHHs",
nioghinizatom B "Mo6iuHi peakuii” BiANOBIAHO A0 iHhopMmaL,i
KOMnNnekTi 35 LLOZI0 MEMYHOIO 3aCTOCyBaHHS
amnynamu pedyepeHTHOro /ikapcbKoro 3acoby
PO3YMHHMKA B (FTEATPAJ, nopoLuok niocpinisoBaHnin gns
KOHTYPHIi NPUroTyBaHHSA PO34VHY A5 iH'EKUIN), a
YapyHKOBIli ynakoBLj Takox y po3aini "Mo6iyHi peakuii” wono
Y KapTOHHIl kopoobLi B&X/IMBOCTI 3BITYBaHHS Npo MO6iYHI peakw;i.
Pestome nnaHy ynpasniHHS pu3nkamu
Bepcis 2.0 foaaeTbes.
MepiognyHICTb NOAAHHA PerynsipHo
OHOBJ/1OBAHOIO 3BITY 3 6e3neku, BigNoBigHO
o Mopsaaky 3aiicHeHHs dhapmakoHarisay,
3aTBEPAXEHOro Hakasom MiHicTepcTea
OXOPOHU 3[10pPOB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii YkpaiHu 29 ciuHa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
nepioguyYHOCTI NoJaHHSA perynsipHuxX 3BiTiB 3
6e3neku.
2. | TIHKro NOpOLLOK TOB YkpaiHa HiHréo piH-Xens KuTaii nepepeecTpawis Ha HeobMexeHuit TepMiH - He UA/18566/01/01
EKCTPAKT (cybeTaHuis) y "BAJIAPTIH dapmacbioTikan nionsizae
CYXuUn nonieTnneHoBnx DOAPMA" Ko., N1A4.
nakeTtax ans
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Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

thapmaueBTUYHOTO
3acTOCyBaHHs

ENTA3A

Tabnetku no 200 mr,
no 30 Tabnetok y
KOHTeliHepi; no 1
KOHTEliHepy B
KapTOHHIA KopoobLi

[-p Pegpai'c
Na6opaTopic
nTg

IHais

4-p Peagi'c
Na6opaTtopic J/ITg,

IHais

MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH
OHoB/eHO iHhopMaLiito B IHCTPYKLUIi AN
MeAMYHOro 3acTOCYBaHHSA NMiKapCbKoro
3acoby B po3gisiax "B3aemogis 3 iHWumu
nikapcbkMmM 3acobamu Ta iHWi B1uam
B3aeMogii", "3acTtocyBaHHs y nepiog,
BariTHOCTI abo rogyBaHHA rpygat”, "Cnocio
3acTocyBaHHA Ta fo3n”, "Mepeno3ysaHHA",
"Mo6iyHi peakui™ BignoBigHO A0 iHhopmaui
pecthepeHTHOrO NikapCbKoro 3acoby
(APTIOM® (eslicarbazepine acetate)
Tablets 800 mg, Sunovion Pharmaceuticals
Inc, USA), a TakoXX OHOBMEHO iH(hopMaLito B
po3gini “Mo6ivHi peakuii" iHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHSA NMikapCbKoro
3aco06y 040 BaXX/IMBOCTI 3BITYBaHHS Npo
noGiyHi peakuii.

Pestome nnaHy ynpasniHHA pu3mkamu
Bepcisa 0.2 gofaetbes.
MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOTO 3BITY 3 6€3Meku, BignoBigHO
o Mopsaaky 34iicHeHHs dhapMakoHarisay,
3aTBEPXEHOro Haka3oM MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Bif, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuiTl Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0XOpPOHM 340POB'A YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3i4HO 3i CTPOKamu, 3a3HavYeHnMmn y
nepiognYHOCTI MOAaHHS perynsipHuX 3BiTiB 3
6esneku.

3a
peuyenmom

He
nionsieae

UA/18454/01/01

ENTA3A

TabneTku no 400 mr,
no 30 Tabnetok y
KOHTeliHepi; no 1
KOHTeliHepy B
KapTOHHIlA KopoobLi

[-p Pegpai'c
Na6opaTopic
nTg

IHais

[-p Peggi'c
Na6opaTopic /T4,

IHais

MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH
OHOBNEHO iHhopMaL,ito B IHCTPYKLIT 415
MeAMYHOro 3aCTOCYBaHHS NMikapCbKoro
3acoby B po3gisiax "B3aemogis 3 iHWumu
nikapcbkMmM 3acobamu Ta iHWi B1uam
B3aeMogiin", "3acTtocyBaHHs y nepiog,
BariTHOCTI abo rogyBaHHsA rpygat”, "Cnocio
3acTocyBaHHA Ta fo3n", "Mepeno3ysaHHA",
"Mo6iyHi peakui™ BignoBigHO A0 iHhopmaui
pethepeHTHOrO /likapcbKoro 3acoby
(APTIOM® (eslicarbazepine acetate)
Tablets 800 mg, Sunovion Pharmaceuticals
Inc, USA), a Tako)X OHOB/IEHO iH(hopMaLito B

3a
peuyerimom

He
niosnsieae

UA/18454/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

po3gini "MobivHi peakuii" iHCTPYKUiT Ans
MeMYHOT0 3aCTOCYBaHHS NikapCbkoro
3aco06y L040 BaXX/IMBOCTI 3BITYBaHHS Npo
noGiyHi peakuji.

Pestome nnaHy ynpasniHHA pu3mkamu
Bepcisa 0.2 gogaerbes.
MepioguyHICTb NOAAHHS PerynsipHo
OHOBJIIOBAHOrO 3BITY 3 6€3Meku, BignoBigHO
o Mopsaaky 34iicHeHHs dhapmakoHarisay,
3aTBEPAKEHOro HakasoM MiHicTepcTea
OXOPOHU 370POB’A YKpaiHu Bif, 27 rpyaHa
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuiT Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa 0OXOpPOHM 340POB'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3iHO 3i CTpOKamu, 3a3HavYeHnMmn y
nepiognYHOCTI MOAaHHS perynsipHuX 3BiTiB 3
6esneku.

ENTA3A

Tabnetkun no 800 mr
no 30 Tabnetok abo
no 90 TabneTok y
KOHTelHepi; no 1
KOHTEliHepy B
KapTOHHIlA KOpooLi

[-p Pegpai'c
Na6opaTopic
nTg

IHais

4-p Peagi'c
Na6opaTopic /T4,

IHais

MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH
OHoBeHO iHdhopMaLiito B IHCTPYKLUIi AN
MeAMYHOro 3acTOCYBaHHSA MiKkapCbKoro
3acoby B po3gisiax "B3aemogis 3 iHWnmu
nikapcbkMmM 3acobamu Ta iHWi B1uam
B3aeMogii", "3acTtocyBaHHs y nepiog,
BariTHOCTI abo rogyBaHHA rpygat”, "Cnocio
3acTocyBaHHA Ta fo3n”, "Mepeno3ysaHHA",
"Mo6ivHi peakui™ BignosigHO A0 iHhopmaui
pecthepeHTHOrO NikapcbKoro 3acoby
(APTIOM® (eslicarbazepine acetate)
Tablets 800 mg, Sunovion Pharmaceuticals
Inc, USA), a TakoXX OHOBMEHO iH(hopMaLito B
po3gini “Mo6ivHi peakuii" iHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHSA NMikapCbKoro
3aco06y 040 BaXX/IMBOCTI 3BITYBaHHS Npo
noGiyHi peakuii.

Pestome nnaHy ynpasniHHA pu3mkamu
Bepcisa 0.2 gofaetbes.
MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOTO 3BITY 3 6€3Meku, BignoBigHO
o Mopsaaky 34iicHeHHs dhapMakoHarisay,
3aTBEPAXEHOro Haka3oM MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuiTl Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy

3a
peuyenmom

He
nionsieae

UA/18454/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
MiHicTepcTBa 0OXOpPOHM 340POB'A YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3iHO 3i CTpOKamu, 3a3HavYeHnMmn y
nepiognNYHOCTI MOAaHHS PerynsipHuX 3BiTIiB 3
6esneku.
6. | NEBOAPOMNP | nopowok TOB YkpaiHa XyHaHb [xygiaH Kutaii nepepeecTpawis Ha HeobMeXeHuin TepMiH - He UA/18660/01/01
oni3vH (cybcTaHuis) y «TNEAPAPM XOHrsiHr nionsizae
noaBiliHMX NT0» dapmacbioTikan
noslieTUIEeHoBMX Ko. 1114,
nakeTtax Ans
chapmaLeBTUYHOro
3aCTOCyBaHHs
7. | MOHTY/NIAP® | TabneTtku XyBaJsibHi TOB Ykpaina KYCYM IHais nepepeecTpawis Ha HeobMexeHuin TepMiH 3a He UA/18586/01/01
Kigc no 4 mr; no 10 «NEA®APM XENTXKEP MBT OHOBNEHO iH(hopMaL,ito B IHCTPYKLIT An1s peyenmom nionsizae
TabneTtok y 6nictepi; NTO» nTa MEeLNYHOro 3acTOCyBaHHS NiKapCbKoro
no 3 a6o 9 6nictepis 3acoby MOHTYNAP® KIAC
Y KapTOHHii 0Ns fL0o3yBaHHA 4 Mr y po3gini "Cnocib
ynakoBLii 3acToCyBaHHSA Ta 403" BigNoBigHO 40
iHhopmauii Wwoa0 MeamnyHOro 3acTocyBaHHs
pethepeHTHOrO NlikapCbKoro 3acoby
(CUHTYNAP, TabneTku XyBasibHi), a Takox
B y po3aini "Mo6iyHi peakuyii” woao
BaX/IMBOCTI 3BiTYBaHHs NPO NO6iYHI peakuii
0151 [03yBaHb Mo 4 Mr 1a 5 Mmr.
Pestome nnaHy ynpasniHHS pu3nkamu
Bepcis 2.0 fofaeTbes.
MepiognyHicTb NOAaHHA perynspHo
OHOBJIHOBAHOTO 3BITY 3 6€3Meku, BigNoBigHO
[0 Mopaaky 3ailicHeHHsa chapmakoHarnsay,
3aTBEpAXEHOro Hakasom MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoOro B
MinicTepcTBi tocTuLii YKpaiHu 29 ciunsa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakazy
MiHicTepcTBa OXOpPOHU 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHMN y
nepiognYHOCTI NOAAHHS PerynspHuX 3BiTiB 3
6e3neku.
8. | MOHTY/IAP® | Tabnetku XxyBasbHi TOB Ykpaina KYCYM IHais nepepeecTpawis Ha HeobMeXeHuin TepMiH 3a He UA/18586/01/02
Kiac no 5 mr; no 10 «NEAPAPM XENTXKEP MBT OHoBeHO iHdopMaLiito B IHCTPYKLUT A5 peyenmom nionsizae
TabneTtok y 6nictepi; NT0» nTa MeANYHOro 3acToCyBaHHS NiKapCbKoro
no 3 a6o 9 6nictepi 3acoby MOHTYNAP® KIAC
Y KapTOHHii ONna fosysaHHA 4 Mry po3gini "Cnoci6
yNakoBLi 3acToCyBaHHS Ta 403" BignoBigHO 40
iHhopmawii Wwoa0 MeanyHOro 3acTocyBaHHs
pethepeHTHOrO NikapCbKoro 3acoby
(CUHIYIAP, TabneTkm XyBaUlbHi), @ TaKOX
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
B y po3gini "Mo6iuHi peakwyii" woao
BaXX/IMBOCTi 3BiTYBaHHS Npo Mo6iuHi peakwi
015 f03yBaHb Mo 4 Mr 1a 5 Mmr.
Pestome nnaHy ynpasniHHS pusnkamu
Bepcis 2.0 foAaeTbCs.
MepiognyHiCTb NOAAHHA perynspHo
OHOBJIIOBAHOTO 3BITY 3 6€3Meku, BignoBigHO
[0 Mopagky 3ailicHeHHA chapmakoHarnsgy,
3aTBEpAXEHOro Hakasom MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MinicTepcTBi tocTuLi YKpaiHu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
nepioguYHOCTI NOAAHHS PerynspHuX 3BiTiB 3
6e3neku.
9. | MOP®ONIHIE | kpucTaniyHuii ToBapucTBo 3 YkpaiHa ToBapucTBO 3 YkpaiHa nepepeecTpawis Ha HeobMeXeHuin TepMiH - He UA/18765/01/01
BA Cl/lb NOpOLLOK 06MeXeHo 06MEXEHO niosnsieae
TIA3OTHOI (cy6cTaHuin) y BiANOBiA&/IbHI BiANOBIAA/ILHICTIO
KNCNOTN nonieTuieHoBoMy CTIo "OAPMXIM"
MiLLKY A5 "PAPMXIM"
thapmaueBTUYHOro
3aCTOCYBaHHS
10. | HOPMATWVH Kpanni O4Hi, pO34nH, TOB "YOPNL YkpaiHa yopPna TypeyuunHa nepepeecTpawis Ha HeobMexeHuit TepMiH 3a He UA/18457/01/01
5wmr/mn, no5mny MEOMUNH" MEANLUWH INAY peyenmom nionsizae
doNaKkoHi- CAH. BE TIOX. OHOBNEHO iHhopMaL,ito B IHCTPYKLIT 415
KpanenbHuyj, no 1 A.LL. MeAMYHOro 3aCTOCYBaHHS NMikapCbKoro

donakoHy-
KpanesbHuULi B
KapTOHHIl KopooLi

3acoby B po3ginax "OcobamnBocCTi
3acTocyBaHHA", "34aTHICTb BN/iMBaTW Ha
LIBUAKICTb peakLii npu kepyBaHHi
aBTOTPAHCMOPTOM ab0 iHWMMK
MexaHismamu", "Mo6iyHi peakuii” BignoBigHO
[,0 OHOBJIEHOI iHGpopMaLii pedhepeHTHOro
nikapcbkoro 3acoby (OPTAH® TUMOJO/,
Kpansi OuHi).

Pe3tome nnaHy ynpasniHHA pu3mkamu
Bepcis 2.0 oAaETbCA.
MepiognyHiCTb NOAAHHA perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6€3Meku, BignoBigHO
[0 Mopagky 34ilicCHeHHA hapMakoHarnsay,
3aTBEpPKEHOro Haka3om MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLiT Ykpainm 29 ciunsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
MiHicTepcTBa 0OXOpPOHM 340POB'A YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3iHO 3i CTpOKamu, 3a3HavYeHnMmn y
nepiognNYHOCTI MOAaHHS PerynsipHuX 3BiTIiB 3
6esneku.
11. | TIBIKEU TabneTkn, BKPUTI BiiB Xenckep Benvka Bupo6bHmK Benvka nepepeecTpaisi Ha HEOBMEeXeHU TepPMiH 3a He UA/14146/01/01
N1iBKOBOIO HOK Nimiteq BpuTaHis Hepo3dacoBaHoi BpuTanis/ OHoB/eHO iHhopMaLio y po3ginax peyenmom nionsizae
060/10HKO10, M0 50 npoaykuii, IcnaHis "apmakonoriyHi BnactusocTi”, "Baaemogis
mr; no 30 a6o no 90 KOHTPO/b AKOCTI 3 iHWYMU NiKapCbkMMK 3acob6amu Ta iHLWi
TabneTok y priakoHi; roTOBOro BVAM B3aemogiin", "OcobnmBocTi
no 1 cpnakoHy B NpoAyKTy: 3acTocyBaHHSA", "3acTocyBaHHA y nepios,
KapTOHHI KOpoobLyi Inakco BariTHOCTi abo rogyBaHHs rpyaat”
OnepefiiwHc HOK (BHECEHHS YTOYUHEHb 10 3aCTepeXeHb),
NimiTepn, wo sege "Cnoci6 3acTocyBaHHsa Ta f0o3u", "Mo6iyHi
LOISNbHICTb AK peakuii" IHCTPpYKLii 415 MeguyHoro
"nakco Bennkom 3aCTOCYBaHHS /iKapCbKoro 3acoby
OnepeiilHc, BiANOBIAHO [0 MaTepianiB peecTpauiiHoro
Benuka BpuTaHis; [0CbE, a TAKOX OHOBJIEHO iHthopmaLilo B
Bupo6Huk ans IHCTPYKLT AN MeANYHOro 3acTOoCyBaHHA B
nakyBaHHs Ta po3ginax "lMpeAcTaBHUK 3asiBHUKA",
BWMYCKy Cepil: "Micue3HaxomKeHHs npeAcTaBHyKa
"nakco Bennkom 3asBHMKA".
C.A,, IcnaHist Pestome nnaHy ynpasniHHA py3nkamu
Bepcis 18.0 gogaeTbes.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6€3Meku, BignoBigHO
o Mopsaaky 34iicHeHHs dhapMakoHarisay,
3aTBEPAXEHOro Hakas3oM MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Big, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuiT Ykpainm 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0XOpOHM 340POB'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTPOKamu, 3a3HavYeHnMmn y
nepiognYHOCTI MOAaHHS perynsipHuX 3BiTiB 3
6esneku.
12. | ®EHIPPEH kancynu no 250 mr, MPAT YkpaiHa MPAT Ykpaina MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH 3a He UA/18745/01/01
no 10 kancyny "XIMPAPM3A "XIMGAPM3ABO OHOBNEHO iHhopMaL,ito B IHCTPYKLIT 415 peyenmom niosnsieae
6nictepi, no 2 BOA [ "4EPBOHA MeANYHOro 3acToCyBaHHS NiKapCbKoro
6nicTepn y nauuj 3 "YEPBOHA 3IPKA" 3acoby y po3ginax "®apmakoTepanesTuyHa
KapToOHY 3IPKA" rpyna. Kog ATX " (wopfo Has3su rpynu 6e3
3MiHn kogy ATX)", "Mepefo3yBaHHS"
BiANOBIAHO A0 iHdopMmaL,i pedhepeHTHOro
nikapcbkoro 3acoby (HOODEH®, kancynu
TBEpAi no 250 Mmr), a TakoXX OHOBIEHO
iHdhopmadito B po3gini "MobiyHi peakuii”
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

IHCTPYKLUT 4719 MeANYHOro 3acTOCYBaHHSA
NiKapcbKoro 3acoby LWoA0 BaX/IMBOCTI
3BiTYBaHHA NPO NOGIYHI peakwyii.

PestomMe nnaHy ynpas/iHHA pu3mkamu
Bepcisa 1.2 gogaerbcs.
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJIHOBAHOTO 3BITY 3 6€3Meku, BigNoBiLHO
[0 Mopaaky 3ailicHeHHa hapMakoHarnsay,
3aTBEPAXEHOro Haka3om MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii Ykpainn 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHY 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTpOKamu, 3a3HavYeHNMmn y
nepiognMyYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neku.

13.

LEPIHTA

Tabnetkn, no 21
Tabnetui y énictepi,
no 1 6nictepy B
KapTOHHIlA KOpooLi

CaH
dapmacbloTUK
an lHgacTpis
Nimiten

IHais

CaH
PapmacboTukan
IHpacTpis /T4,

IHais

nepepeecTpawis Ha HeobMexeHuit TepMiH
OHoB/EHO iHdopMAaLLito B IHCTPYKLUi ANs
MeAMYHOro 3acTOCYBaHHSA NiKapCbKoro
3acoby y posginax "dapmakonoriyHi
BnactueocTi", "MpoTunokasaHHA",
"B3aemogis 3 iHWVMU fliKapCbKuMn
3aco6amMu Ta iHLWi BUAY B3aemMogiii",
"Oco6MBOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog BariTHoCTi abo
roflyBaHHs rpyaar”, "Cnocié 3actocyBaHHs
Ta gosun", "MepenosysaHHs", "M06IYHI
peakuii* BignoBigHo Ao iHchopmauii woao
MeAMYHOro 3acTOCYBaHHS peddepeHTHOro
nikapcbkoro 3acoby Nordette
(Levonorgestrel+Ethinyl Estradiol) 0.15/0.03
mg, y po3ainax "lMpoTtunokasaHHs",
"B3aemogis 3 iHWMMU fikapCbKuMn
3aco6amu Ta iHWi BUAW B3aeMogii”,
"Oco6nmBocCTi 3acTocyBaHHs", "Mo6IYHi
peakuji" BiANOBIAHO 4O OHOBMEHOT
iHhopmauii Wwoao 6e3nekn 3acTocyBaHHS
Lito40i peqyoBuHY 3rigHO 3 pekoMeHaaLismu
PRAC, a Takox y po3gini "Mo6ivHi peaxuii”
LLI0A0 BaX/IMBOCTI 3BITyBaHHSA NPO MOGiYHi
peaxuii.

Pestome nnaHy ynpasniHHS pusnkamu
Bepcia 4.0 fofaeTbes.
MepiognyHiCTb NoAaHHA perynsipHo

3a
peyenmom

He
nidnsieae

UA/17746/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
OHOBJIIOBAHOTO 3BITY 3 6€3Meku, BignoBigHO
[0 Mopagky 3ailicHeHHA chapmakoHarnsgy,
3aTBEpAXEHOro Haka3om MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MinicTepcTBi tocTuLii YKpaiHu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
nepiognYHOCTI NOAAHHS PerynspHuX 3BiTiB 3
6e3neku.
14. | UE®OMEPA3 | nopoLlok Ans TOB YkpaiHa TOB YkpaiHa nepepeecTpawis Ha HeobMeXeHuin TepMiH 3a He UA/18511/01/01
OH KOMBI PO34UHY ON15 iH'EKLIA "ACTPA®AP "ACTPA®APM", peyenmom niosnsieae
no 1000 mr/1000 wmr, M YkpaiHa OHoBeHO iHdhopMaLito B IHCTpYKLii Ans
1 a6o no 10 (nakyBaHHs i3 MeZMNYHOro 3aCTOCYBaHHS NMiKapCbKoro
hnakoHIiB y chopmu in bulk: 3acoby y posginax "lNokasaHHA" (YTOYHEHHS
KapTOHHI Kopoobui HCIC Xeb6eit inchopmawii), "B3aemogis 3 iHWMMK
XyamiH nikapcbkMmM 3acobamu Ta iHWi B1uam

dapmacbioTikan
Komnawi fMlimitea,
Kutaii)

B3aemogiit", "Oco6/MBOCTi 3aCTOCyBaHHSA",
"[iTn" (yTouHeHHs iHdpopmauii),

"Mepeno3yBaHHa" BigMOBIAHO A0 iHhopmav,i

3 6e3nekn 3aCToCyBaHHS fjloUnX PeYOBUH, a
Takox y posgini "MobiuHi peaxuii" wono
3BiTyBaHHSA NPo MOGiYHI peakuii.
Pestome nnaHy ynpasniHHS pu3nkamu
Bepcia 2.1 gogaerbes.
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJ/IOBAHOTO 3BITY 3 6e3neku, BigNoBigHO
o Mopsaaky 3aiicHeHHs dhapmakoHarisay,
3aTBepAXEHOro Hakasom MiHicTepcTea
OXOPOHU 3[10pOB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii YkpaiHu 29 ciuHa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
nepiognMYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.

B.o. Haua/IbLHUKAa
dapmaleBTUYHOr0 YNPaB/IiHHSA

Onexkcanap I'PINEHKO




IIEPEJIIK

Joparok 3
[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»
Big 20 >xoBTHA 2025 poky Ne 1594

JIIKAPCBKHMX 3ACOBIB (MEJUUYHUX IMYHOBIOJIOT'TYHUX ITPEITAPATIB), IIOA0 AKX BYJ/IN BHECEHI
3MIHMU 10 PEECTPAIIIMHIX MATEPIAJIIB, AKI BHOCATHCSA 1O JTEPKABHOI'O PEECTPY JIIKAPCEKHNX

3ACOBIB

Ne

Hassa

3asiBHUK

dopma sunycky KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionycKy yBaHHs | peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
1. | ASATINIIH® Tabnetku, no 1 mr; TOB Ykpaina BMPOOBHULITBO, pewis BHECEHHS 3MiH [0 peecTpaviiiHuX maTepianis: 3MiHu 3a He UA/19767/01/01
ACIHO no 10 Tabnetok y "ACIHO nepBrHHE Ta | TMny - AAMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom | niosnsizae
6nictepi; no 3 abo YKPATHA" BTOPWHHE NakKyBaHHS, HalilMeHyBaHHs Ta/abo agpecy MicLsA NPOBaKEHHSI
no 10 6nictepiB y KOHTPO/b Ta BUMYCK AiSNbHOCTI BUPOOHUKa/iMnopTepa rotoBoro
KapTOHHI nayuj; no cepii: niKapcbKoro 3aco6y, BK/IHYaUU AifbHULL BUMYCKY
15 TabneTok y DxeHecapm CA cepii abo MicLe NpoBefeHHS KOHTPO/O AKOCTI.
6nicTepi, no 2 (misnbHicTb, 3a Ky BiAnoBigae BUPOGHMK/iMNopTep,
6nictepu y BK/IOUAOUM BUMYCK cepili) - 3MiHa B agpeci
KapTOHHI naywi BUpo6HuKa MxeHedpapm CA, Npeuis (Genepharm
SA, Greece), 6e3 3MiHV MicLs BUPO6HULTBA. 3MiHK
BHECEHO B iHCTPYKL,it0 415 MEANYHOrO 3aCTOCyBaHHSA
niKapcbKoro 3acoby y po3ain "Micue3HaxomKeHHs
BMPOOHMKa Ta agpeca MiCLs NPoBafXXeHHs Moro
OisinbHOCTI" 3 BigNOBIAHMMY 3MiHAMUW B TEKCTI
MapKyBaHHS ynakoBoK. PekomeHa0BaHi A0
3aTBEPMKEHHS: - IHCTPYKUIS ANs MeguyHoro
3acTocyBaHHsA nikapcbkoro 3acoby (eCTD Bepcis
0002)
- TekcT MmapKyBaHHS YNakoBKW STiKapcbKoro 3acoby
(eCTD Bepcis 0005). TepmiH BBeAEHHS 3MiH
NpoTArom 6 MicsiLiB MicNs 3aTBEPIKEHHS.
2. | AUPA- Tabnetkn no 8 mrno | CaHoBesb TypeuumHa CaHoBenb Insy CaHai TypeyunHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasia: 3MiHK 3a UA/8667/01/01
CAHOBE/b 14 TabneTok y lnsy CaHai Be Tumpxapet A.LL. | TMny - AgMiHICTpaTUBHI 3MiHW. 3MiHa peuyenmom
6nicTepi; no 2 Be HalimeHyBaHHs1 Ta/abo agpecu 3asaBHUKa (BNacHuka
6nictepn B Tugxapet peecTpauinHOro Noceig4YeHHs). 3miHa agpecu
KapTOHHIlA KopoobLi A.LL. 3asBHMKa (BNacHyKa peecTpauiiiHoro NocBig4eHHs).
3. | AWUPA- Tabnetku no 16 mr CaHoBenb TypeyunHa CaHoBenb Inay Caxai TypeyunHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/8667/01/02
CAHOBE/b no 14 tabnetok y Inau Canai Be Tugxapet A.LL. | TNy - AOMIHICTPaTMBHI 3MiHU. 3MiHa peyenmom
6nicTepi; no 2 BE HaliMeHyBaHHs1 Ta/abo agpecu 3asiBHMKa (B1IaCHUKaA
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
6nictepu B Tupxapet peecTpauiiHoro nocBigyeHHs). 3miHa agpecu
KapTOHHIl KopoobLi A.LLL. 3asBHMKA (BNacHVKa peecTpauiiHoro NocBigYeHHs).
4. | ANINTYHA TabneTkun, BKpUTI Amakca Benuka BMPOGHMLTBO 3a LLseiuapis BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3MiHu bes UA/11711/01/01
MN/1iBKOBOIO nra, BputaHis MOBHWM UMKI0M: Makc | Tuny - 3miHun 3 skocTi. CepTudikat peyenma
060/10HKOI0; M0 10 Benuka Llennep 3boHe AT, BignosigHoCTI/TE-cepTudpikart BignosigHoCTi
Tabnetok y 6nictepi; BpuTtaHis LLiBeiiLapisi; KOHTPOsb €sponelicbkiin hapmakonei/moHorpadii. 3miHu,
no 1 a6o 3 6nictepu AkocTi: Jlabop noB'sA3aHi 3 HEOOXIAHICTIO MPYBEAEHHS Y
B KapTOHHIi KopooLyi Llonninrep AT, BiANOBIAHICTb A0 MOHOrpadii 4dY abo
LLiBeiiLapisi; KOHTPOsb €sponelicbkoi dhapmakonei, abo iHWOoT HauioHa/IbHOI
AKoCTI: IHTepnabop thapmakonei gepxasu EC (3miHa y cneyudikauisix,
Benn AT, LWeeliyapis nos'szaHa 3i 3miHamu B 1dY, abo €Bponeiichkilt
thapmakonei, abo iHWil HauioHanbHil hapmakonei
aepxasu €C) - npuBedeHHs cneyndikauii A®I Hop
strobili (Lupuli flos) o moHorpadii €EP 1222, a came
BUJIy4eHO napameTtp «Odour» Ta AoAaHo napameTp
«Foreign matter» i3 3a3Ha4eHHsIM MeToAy, TakoX
3[iICHEHO pefakLiliHi yTOYHEHHS
5. | AMBPOKCON | cupon, 15 mr/5 mn TOB "OKnM Ykpaina TOB "AKnM YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3MiHu 6e3 UA/8134/01/01
no 100 mn y 6aHui "papmaue "bapmaueBThyHa | TMNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenma
a60 y dhnakoHi; no 1 BTUYHA habpuka" HallMeHyBaHHs Ta/abo agpecy MicLsA NPOBaXEHHSI
6aHuj abo no 1 thabpuka" AiSNIbHOCTI BUPOOHMKA (BK/THOYatoum, 3a
hNakoHy pasom 3 HeoObXiAHOCTI, MicLie NPOBEAEHHSI KOHTPO/IO SKOCTI),
[03Y104010 abo BrlacHuka macTep-ghaiina Ha A®l, abo
CK/IAHOYKOIO B navLi noctavanbHuka A®l/BuxigHoro
mMartepiany/peareHTy/nMpoMiKHOro NPOAYKTY, WO
3aCTOCOBYIOTLCA Y BUPOOHMUTBI API (SKLLO
3a3HaYeHo Yy A0CLE Ha Nikapcbkuii 3acib) 3a
BiZICYTHOCTI cepTudikata BignoBiAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[0Cbe, ab0 BUPOOHMKA HOBOT AOMOMIKHOI PEYOBUHN
(AKWo 3a3HaYeHo y A0CbE) (iHLWi 3MiHK) 3MiHa Ha3Bu
3aTBepxeHoro Bupo6Hrka APl Amb6pokcony
rigpoxnopug «LlWinna Megikepe Nlimiteg», IHAis Ha
HoBy: «Llinna ®apma flaiichcaiieHc JlimiTea», IHAis.
Micue3HaxokeHHS BUPOBHNYOI AifbHULi Ta BCi
BMPO6HMYI onepauii 3a/MLwalTbCcs He3MIHHUMU
6. | AHANbIH Tabnetkv no 500 wmr, AT YkpaiHa AT "Nly6Hnchapm” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 He UA/8374/01/01
no 10 TabneTtok y "Nly6Hnha | TMny - 3MiHK Wopao 6e3nekn/eheKTUBHOCTI Ta peyenma Ne | nidnszae
6nictepax; no 10 pm” thapmakoHarnagy (iHwi 3miHK). 10
TabneTok y 6nictepi, 3MiHN BHECEHO Y TEKCT MapKyBaHHS NepBUHHOT Ta 3a
no 1 a6o no 5, a6o BTOPUHHOT YNakoBKM NikapcbKoro 3acoby, a came peyenmom
no 10 6nicTepiB y BW/TyYeHO iHhopMaLiito, 3a3HaueHy pociliCbKo Ne 50, Ne
naJui MOBOI0, & TakK0XX OHOBJIEHO TEKCT MapKyBaHHA 100

NepBUHHOT Ta BTOPVHHOI YNaKOBKW J1iKapCbKoro
3aco6y. BBeeHHs 3MiH NPOTArom 6-T1 MicsliB micns
3aTBepKeHHs. 3MiHu | Tuny - 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoproBa/ibHUIA 3aci6. 3miHa po3mipy
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
yMakoBKM FOTOBOTO NiKapCbKoro 3acoby (3miHa
KiNbKOCTI 0guHMLb (Hanpuknag TabneTok, amnyn
TOLLO) B yNakoBLii:) - 3miHa y Aiana3oHi

[0[aTKOBOro po3Mmipy ynakoBku no 10 TabneTok y
6nicTepi, no 5 6nicTepis y nayyj. 3MiHN BHECEHO B

3aTBEPIKEHUX PO3MIpIB YNakoBKW. BBeaeHHs

IHCTPYKUiO AN MeANYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao posginy "Ynakoska"
(4ofaBaHHA [,OAATKOBOro BUAYy ynakoBku - no 10
Tabnetok y 6nictepi, no 5 6nicTepiB y nauui) Ta Sk
HacnifokK - BBEAEHHS TEKCTY MapKyBaHHS
[04aTKOBOT YNakoBKU NiKapCbKOro 3acooby.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS. 3MiHM | TUny - 3MiHK Woa0
6e3nekn/edhekTUBHOCTI Ta thapmakoHarnsgy. 3miHa
Y KOPOTKili XapakTepucTuL, NlikapCbKoro 3acooy,
TeKCTi MapKyBaHHS Ta iHCTPYKLiT 415 MegnyHoro
3acToCcyBaHHSA Ha MifcTasi perynspHo
OHOBJ/IKOBAHOTO 3BIiTY 3 6e3nekn NikapcbKoro 3acoby,
a6o pocnigxeHb 3 6e3nekn 3acTocyBaHHsA
nikapcbKoro 3acoby B nicispeecTpawiiinii nepiog,
ab0 Sk pe3yibTar OLiHKM 3BIiTY 3 AOCNIAKEHb,
npoBeAeHnX BiANOBIAHO 40 NnaHy neaiatpuyuHmnx
pocnipkeHs (PIP) (3MiHy y3rogxeHo 3
KOMNETEHTHUM YNOBHOBAXEHVUM OpraHom). 3MiHu
BHECEHO B IHCTPYKLIitO A8 MeAUYHOro
3acTOoCyBaHHS MikapCbKOro 3acoby Ao po3gainy
"B3aemogis 3 iHWVMK nikapcbknMu 3acobamu Ta
iHLWI BMAW B3aemogiin" BignoBiaHO A0 iHchopmaii
Lwoao 6e3nekn 3acTocyBaHHSA Ait0HOI PEHOBUHMN.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPKEHHS. 3MiHM | TUny - 3MiHK Woa0
6e3nekn/edhekTUBHOCTI Ta thapmakoHarnsgy. 3miHa
Y KOPOTKili XapakTepucTuL, NlikapCbkoro 3acooy,
TeKCTi MapKyBaHHS Ta iHCTPYKLiT 415 MegnyHoro
3acToCcyBaHHSA Ha MifcTasi perynspHo

a6o pocnigxeHb 3 6e3nekn 3acTocyBaHHsA
nikapcbKoro 3acoby B nicnspeecTpawiiiinii nepiog,
ab0 Sk pe3ynibTar OLiHKM 3BIiTY 3 AOCNIAKEHb,
npoBeAeHnX BiANOBIAHO 40 NnaHy neaiatpuyuHmnx
pocnipkeHs (PIP) (3MiHy y3rofxeHo 3
KOMNETEHTHUM YNOBHOBAXEHVUM OpraHom). 3MiHu
BHECEHO B IHCTPYKLIitO A8 MeANYHOro
3aCTOCyBaHHA NikapcbKoro 3acoby Ao po3ainis

"MpoTunokasaHHA",

OHOBJ/IKOBAHOTO 3BIiTY 3 6e3nekn NikapcbKoro 3acoby,

", "Oco6NMBOCTI 3aCTOCYBaHHA",

"Mepeno3yBaHHA" BiANOBIAHO [0 iHhopmaL,i Wwoao
6e3nekn 3acTocyBaHHs fil040i pe4oBuHU. BBeAeHHA
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
3MiH NpOTArom 6-Tu MiCALB Nicns 3aTBepAXeHHS. B
npoueaypi 3MiH 3asiBHUKOM HalaHO OHOBNEHUI
MnaH ynpasniHHA pu3nkamu Bepcis 3.2 3MiHun
BHECEHO A0 YacTuH: | «3aranbHa iHhopmavis», Il
«Cneuudikauis 3 6e3nekn», Il «MnaH 3
thapmakoHarnagy», V «3axogu 3 MiHimisauii
pu3ukiB», VI «Pe3iome niaHy ynpasniHHA
pusmkamu» VIl «logatkuy» y 38’A3Ky 3 BKNIHOYEHHSAM
[04aTKOBUX 3aX0fiB 3 MiHIMi3aL|ii pusunkie Ha
nigctaBi pekomeHgauii PRAC. Pestome MNnany
ynpaBiHHA pu3vkammn Bepcis 3.2 40AAETHCS.
7. | AHOUNAN- Tabnetku; no 10 MAT YkpaiHa MAT "MoHdapm" YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepiasis: 3MiHu 6e3 UA/10129/01/01
®OPTE Tabnetok y ctpunax; | "MoHdap | Tuny - 3MiHK 3 AKoCTi. FOTOBWIA Nikapcbkunii 3acib. peyenma
no 10 TabneTtok y M" KOHTPO/1b rOTOBOrO NiKapcbKoro 3acoby. 3miHa
cTpuni; no 2 a6o 10 napameTpiB cneuudikauin Ta/abo AoNyCTUMUX MEX
CTpuNiB y nauui 3 roTOBOrO JlikapCcbkoro 3acoby (iHLi 3MiHK) -
KapTOHY BBegeHHs1 NepiofMYHOCTI KOHTPO/IO 3a NOKA3HVKOM
«MikpobionoriyHa YACToTa», a camMme «KOHTPO/Ib
[aHoro TecTy NpoBOAATbL A1A NEePLLOT Ta KOXHOT
HaCTyNHOI fecAToi cepii, ane He pifLe Hix 1 cepis B
PiK».
8. | ANEVH® NMOPOLLOK Ta TOB HB® YkpaiHa BUNYCK cepii, He YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3MiHu 3a UA/20879/01/01
PO3YMHHVK ONs «MIKPOXI BK/TIHOYA0UU | TMNy - AgMiHICTPaTUBHI 3MiHW. 3MiHa peyenmom
NMPUroTyBaHHSA M> KOHTpO/ib/BUNpobyBaH HalilmeHyBaHHs Ta/abo agpecy MicLA NPOBaXEHHS
Cnpero HasaslbHOro, Hs cepii: TOB HB® LiSNIbHOCTI BUPOBHMKa (BK/THOYatoum, 3a
3,5 mr/go3a; pnakoH «MIKPOXIM», Heob6XifHOCTI, MicLe NPOBEeAEHHS KOHTPOJIO SIKOCTI),
3 NMOPOLLKOM Ta YkpaiHa; MNpAT abo BnacHuka macTtep-thaiina Ha A®l, abo
PO3UYNHHUKOM, K «Bbionik», YkpaiHa nocravanbHuka Adl/BuxigHoro
posaineHi (BMPOGHMLTBO mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, Lo
neperopojxoto, no nikapcbkoro 3acoby; 3aCTOCOBYOTbCA Y BUPOO6HULTBI ADI (SKLLO
2,4 Mn (24 posw) KOHTpO/b/BUNpoOYBaH 3a3HayeHo y A0ChbE Ha NikapcbKuii 3acib) 3a
a6o no 3,6 mn (36 HS1 cepil, He BICYTHOCTI cepTudpikata BignoBiAHOCTI
[03) 3 MeXaHiYHUM BK/1IOHaA0UN BUMYCK €Bponeiicbkili hapmakonei y 3aTBepapkeHoMy
Hacocom [03yto4oi cepil); BUpOGHMLTBO [ocbe, abo BUPOOHMKA HOBOT AOMOMIXHOI PEYOBUHN
4ii 3 Hacazkow Ta (SIKLLLO 3a3HAYEHO Y A0ChE) - 3MiHA HaliMEHYBaHHS
HasasIbHOro KOHTpO/ib/BUNpobyBaH BMpOGHMKa AP| HanbydiHy rigpoxnopuay. Agpeca
npu3HayeHHs; no 1 HA cepii, He Ta MicLie 3HaxXO[KEHHS He 3MIHWUANCS.
dhnakoHy y naketi 3 BK/THOHAIOUM BUMYCK
hoNbroBaHoi NiBKKM cepii: AT «dapmak»,
abo y mauui 3 YkpaiHa
KapTOHY
9. | ATEHON-H TabneTkn, BKPUTI [hxeHom IHgis [bxeHom BioTek IMBT. IHais BHECEHHS 3MiH 40 peecTpauiiHux martepiasis: 3MiHK 3a UA/10468/01/01
NAiBKOBOO BioTek nra. | Tuny - 3MiHn Wopao 6e3nekn/edreKTUBHOCTI Ta peuyenmom
06010HKO0; No 10 MeT. N14. hapmakoHarnsagy (iHwi 3MiHK) - 3MiHW BHECEHO Y

TabneTok y cTpuni;
no 1 crtpuny B
KapTOHHOMY
KOHBepTi; no 10

TEKCT MapKyBaHHA NepBUHHOI Ta BTOPUHHOT
yMakKoBKM NiKapCbKOro 3acoby LoA0 3a3Ha4YeHHs
OVHULb BUMIPIOBaHHA Y cuctemi Sl.
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
KOHBEPTIB y
KapTOHHIl KopoobLi
10. | BAPA/ITTIH® PO34MH ANS iH'eKL AJNIEKC®A | CnonyueHe CK bavikaH Pecny6nika | BHeCeHHs 3MiH A0 peecTpauiliHix martepianis: 3mMiHu 3a UA/19987/01/01
no 2 mn abo 5 mn B PM MBX | KoponisctBo | ®apmacbtoTikanc CPJ Mongosa | Tuny - 3miHK Wopao 6e3nekn/edreKTMBHOCTI Ta peyenmom
amnyni; no 5 amnyn nTa thapmakoHarnagy. BeegeHHs abo 3MmiHu fo
B 6nicTepi; no 1 a6o y3araslbHeHVX faHux Npo cuctemy papmakoHarnsgy
2 6nictepn B (BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTeMy
KapTOHHI naywi thapmakoHarnsgy, 3MiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOT 32 34iNCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0cobu 3 (hapMakoHarnAgy 3asBHuKa gns
3pificHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
BiIMiHHa Bif, YNOBHOB&XEHOI 0CO6U, BiANOBIAAUTbHOI
3a 3AjiicHeHHs hapMakoHaraay (BkIyatum
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
tharina cuctemmn thapmakoHarnsgy) - 3miHa
yMOBHOBaXeHOT 0cobu, BignoBigansHoOT 3a
3[iiCHEeHHs1 chapmakoHarnaay.
[itoua pepaxuin: BonowwnHa AHacTacis AHaTtoniiBHa.
MponoHoBaHa pepakuis: AneiiHuk CeiTnaHa
NeoHigiBHa. 3MiHa KOHTAKTHUX AaHUX
YNOBHOBaXXEHOT 0CO6MU, BigNOBigaNbHOI 3a
3pjificHeHHs hapMakoHarsgy. 3miHa
MicLie3HaxoKeHHs MacTep-thaiina cuctemu
hapmakoHarnsgy Ta oro Homepa. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3
chapmakoHarnsgy.
11. | BEP/ITIOH® KOHLleHTpaT Ans BEP/IH- HimeuunHa Brpo6HMLTBO «in HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuxX maTepianis: 3MiHu 3a UA/6426/01/02
600 O pOo34nHy Ans XEMI Al bulk», nakyBaHHs, | Tuny - 3miHn Wopao 6e3nekn/edreKTMBHOCTI Ta peyenmom

iHdpys3ii, 600 Of,
(600 wmr)/24 mn; no
24 mn B amnyni; no
5 amnyn y KOHTYpHiiA
YapyHKOBIl
ynakosui; no 1 a6o 2
KOHTYPHIit
YapyHKOBIli ynakoBLyi
B KapTOHHIi kopo6Li

KOHTPO/Ib cepili:
3irchpig XamenbH
M6X, HimeuunHa;

Bunyck cepiii:
BEPNIH-XEMI ATl',
HimeyunHa

hapmakoHarnsgy. BHeceHHst abo 3miHa(u) Lo
3060B's13aHb Ta YMOB Buaui peecTpaLjiiHoro
NoCBiAYeHHS, BKoYatoun MnaH ynpasiHHA
pusmkamm (iHwi 3miHKn) - 3asasHukom BEP/TIH-XEMI
Al, HimeuunHa, OHOBMEHO N1aH ynpaB/liHHS
pu3nkammn Ao Bepcii 2.3 Ansa nikapcbkoro 3acoby
BEP/IITIOH® 600 O/, KOHUeHTpaT A1 PO34MHY
Ans indysiid, 600 O/ (600 mr)/24 mn; no 24 mn B
amnysi; No 5 amMmnyn y KOHTYpHIlA YapyHKOBIl
ynakoBLi; No 1 abo 2 KOHTYpPHIil YapyHKOBIli ynakoBLi
B KQpPTOHHI KOpOGLji 3 METOI BUAAIEHHS fo6pe
oxapakTepu3oBaHWX PU3NKIB 3rigHO BUMOT [0
iHTerposaHoro cpopmaty MNYP (Rev.2, Human
Medicines Evaluation Guidance on the format of the
risk management plan (RMP) in the EU —in
integrated format).
3MiHM BHeceHi A0 YacTuH: Il «Cneyndpikauis 3
6e3nekn» , V «3axogy 3 MiHiMisauii pusukis», VI
«Pe3toMe nnaHy ynpasniHHA pu3nkamm» Ta
popartkis. Pestome IMYP Bepcis 2.3 foAaeTbes.
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
12. | BIMATOMNPO Kpanni ouHi, 0,3 dapmarteH Ipeuis BMPOGHMLTBO Bonrapis/ BHECEHHS 3MiH O peecTpavjiiiHuX maTepiasis: 3MiHu 3a UA/18300/01/01
CT- Mmr/mn, no 3 Mny C.A. Hepo3dghacoBaHoro Ipeuis | TMNy - 3MiHK Woao 6e3nekn/edIeKTUBHOCTI Ta peuyenmom
PAPMATEH pN1aKoHi- NiKapcbKoro 3acooy, thapmakoHarnagy. BeegeHHs abo 3miHu go
KpanenbHuuj; no 1 nepBuHHe Ta y3arasibHeHNX JaHnx Npo cucTemy dpapmakoHarnsgy
dhnakoHy- BTOPVHHE MaKyBaHHS, (BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTeMy
KpanenbHuLi y KOHTPO/Ib SKOCTi Ta hapmakoHarnsay, amMiHa ynoBHOBaXeHOT 0cobu,
KapTOHHIli Kopoobui BUWMYCK Cepiii: BiANOBIAANbHOI 3a 34iliCHEHHA thapmakoHarnaay;
BankaHdapma- KOHTaKTHOI 0cobu 3 hapMakoHarnAgy 3asBHuka ons
Pasrpag Afl, 3AilicCHeHHs hapMakoHarnsgy B YKpaiHi, SKLL0 BOHa
Bonrapisi; BTOpyHHE BiIMiHHa Bif, YNOBHOB&XEHOI 0CO6U, BiANOBIAAUTbHOI
nakyBaHHS, KOHTPO b 3a 34ilicCHEeHHs thapmakoHarnsgy (BKIovaoum
SKOCTi Ta BUMYCK KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
cepiii: ®apmaTteH C.A,, thaiina cuctemu hapmakoHarnsgy) - 3miHa
Ipeuis YNOBHOB&XXEHOT 0CO6U 3a8BHMKA, Bi4NOBigabHOI 3a
thapmakoHarnag. fitoua pegakuis: Evangelia Dova.
MponoHoBaHa pegakuis: Makrodouli Eleni. 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXKEHOI 0CO6U 3asBHUKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,. 3miHa
KOHTaKTHOT 0COOU 3asiBHMKA, BignoBigabHOI 3a
thapmakoHarnsag B YkpaiHi. [itova pegakuis:
LWknapesuny Irop OnekcaHgposuy. MNponoHoBaHa
pepakuist: MeTpywaHko Makcum MyikonaiioBuy.
3MiHa KOHTaKTHUX JaHWUX KOHTaKTHOT 0co6u
3a8BHMKa, BiANOBIAaIbHOI 3a thapmakoHarnsag B
YKpaiHi
13. | BICcOnPOJ1I0 Tabnetku no 10 mr; TOB YkpaiHa Mepkne 'm6X, HimeyunHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/1728/01/02
N-TEBA no 10 TabneTok y «TeBa HimeuunHa I Tuny - 3miHn 3 akocTi. CepTudikat peyenmom
6nicTepi; no 3a6o 5, | YkpaiHa» (BUpPOGHMLTBO BignosigHocTi/l E-cepTudikar BignosigHocTi
a6o 9 6nictepis B Hepo3ghacoBaHoro €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
Kopobu,i NpOAYyKTY, A03BI/T HA HOBOro abo OHOB/IEHOro cepTucpikata BiANOBIAHOCTI
BUMYCK Cepii; ab0 BUyYEHHs cepTudikaTta BifgnoBigHOCTI
nepBuHHa Ta €Bponeiicbkili hapmakonei: ans A®l; ans BUXigHOro
BTOPVHHA yNnakoBKa, marepiany/peareHTy/npoMiKHOrO NMPOAYKTY, L0

KOHTpO/b cepii)

BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[ONOMDKHOT pevyoBrHU (cepTudpikat BignoBigHOCTI
€sponelicbkin hapmakonei) - OHOBEHWIA
cepTudikaT Bif y)Xe 3aTBepXEeHOro BUPOOHUKa -
[MogaHHA OHOBNEHOTO cepTudikaTa BifgnoBigHOCTI
EP CEP 2009-044-Rev 02 (nonepegHs Bepcia R1-
CEP 2009-044-Rev 01) Ha A®| biconponony
doymaparT Bif 3aTBEpKeHOro BupobHrka Moehs
Iberica S.L., Spain. 3MiHu | TUNy - 3MiHK 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBpoNechkili
thapmaxkonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BW/TyUYEHHS cepTudikaTa BignoBigHOCTI
€Bponeiicbki hapmakonei: ans A®l; ans BuxigHoro
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n/n

JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

14.

BICOMNPOJIO

marepiany/peareHTy/npoMiKHOrO NMPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyvoBuHN (cepTuddikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTudikaT Bif y)xe 3aTBEpIXEHOro BUPOOHUKA -
MopaHHA OHOBIEHOrO cepTuddikaTa BiANOBIAHOCTI
EP CEP 2008-038-Rev 03 (nonepeaHs Bepcis CEP
2008-038-Rev 02) Ha A®| biconponony cdymapar
Bif 3aTBEpPKEHOro BUpobHMKa Unichem
Laboratories Limited, India. 3mitu | TUny - 3MiHn 3
aKkocTi. CepTudpikaT BignosigHocTiI/IE-cepTudikaT
BifNoBigHOCTI €Bponelicbkilt
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI ab6o
BUYYEHHS cepTudikaTta BiAnoBigHOCTI
€Bponeiicbkin hapmakonei: ans A®l; ons BuxigHoro
mMaTtepiany/peareHTy/npoMKHOro NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMIXHOT peqoBuHN (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA
cepTuddikaT Bif y)xe 3aTBepAXEHOro BUPOOHUKA -
MopaHHsA OHOBIEHOTO cepTudikaTa BiANOBIAHOCTI
EP CEP 2015-366-Rev 01 (nonepeaHs sepcis R1-
CEP 2015-366-Rev 00) Ha A®I Biconponony
dhymapar Big 3aTBepaxeHoro BupobHuka IPCA
Laboratories Limited, India.

nocsi0OYeHHs

N-TEBA

Tabnetkv no 5 wmr;
no 10 Tabnetok y
6nictepi; no 3 a6o 5,
abo 9 6nicTepis B
Kopobui

TOB
«TeBa
YKpaiHa»

YkpaiHa

Mepkne 'm6X,
HimeuunHa
(BUPOGHULTBO
Hepo3acoBaHoro
NpOAYyKTY, A03BiN Ha
BMNYCK Cepil;
nepBrHHA Ta
BTOPVHHA YNakKoBKa,
KOHTPO/b cepil)

HimeuunHa

BHECEHHS 3MiH [0 peecTpavljiiiHux maTepiasis: 3MiHu
| Tuny - 3miHK 3 skocTi. CepTudikat
BignosigHoCTI/TE-cepTudpikart BignosigHocCTi
€sponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
abo BUNy4YeHHs cepTuddikarta BignosigHOCTI
€poneiicbkin thapmakonei: ans A®l; ons BuxigHoOro
marepiany/peareHTy/npoMiKHOr0 NMPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; Ans
[0NOMDKHOT peyvoBuHN (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBIEHWIA
cepTuaikaT Bif yxe 3aTBepKeHOro BUpobHuKa -
MopaHHA OHOBMIEHOrO cepTuddikaTta BiANOBIAHOCTI
EP CEP 2009-044-Rev 02 (nonepeaHs Bepcis R1-
CEP 2009-044-Rev 01) Ha A®I Biconponony
dymaparT Big, 3aTBEp/KEHOro BUpobHuka Moehs
Iberica S.L., Spain. 3MiHu | TUny - 3MiHK 3 AKOCTI.
CepTudpikat signosigHocTi/l E-cepTucpikat
BiANOBIAHOCTI EBpONeNnchbKili
chapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI a0
BWYYEHHS cepTudpikaTta BiANOBIAHOCTI

3a
peyerimom

UA/1728/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

€Bponeiicbkin hapmakonei: ans A®l; ons BuxigHoro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMIXHOT peqoBuHN (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBIEHWIA
cepTuddikaT Bif y)Xe 3aTBepIKeHOro BUPOOHUKA -
MopaHHsA OHOBIEHOTO cepTudikaTa BiANOBIAHOCTI
EP CEP 2008-038-Rev 03 (nonepegHs Bepcis CEP
2008-038-Rev 02) Ha A®I biconponony cymapar
BiJ 3aTBEpKeHOro BUpobHuka Unichem
Laboratories Limited, India. 3miHu | TUny - 3MiHK 3
akocTi. CepTudikat signosigHocTi/lE-cepTudikar
BiANOBIAHOCTI €BpONechbkili
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBsigHOCTI a6o
BWyYEHHS cepTudpikaTta BiANOBIAHOCTI
€Bponeiicbkii hapmakonei: ans A®l; ons BUXigHOro
marepiany/peareHTy/npoMKHOrO NPOAYKTY, L0
BUKOPWCTOBYIOTBLCS Y BUPOOHNLUTBI ADI; Ans
[LOMOMDKHOT peyoBUHM (CepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNEHNI
cepTudikaT Bif y)Xe 3aTBepXEHOro BUPOOHUKA -
[MogaHHA OHOBNEHOrO cepTudikaTa BifgnoBigHOCTI
EP CEP 2015-366-Rev 01 (nonepegHs Bepcia R1-
CEP 2015-366-Rev 00) Ha A®| biconponony
hymapar Bif, 3aTBepaKeHoro BupobHuka IPCA
Laboratories Limited, India.

15.

BNoripP-3

TabneTtku, Lo
[AMCnepryTbes B
POTOBI NOPOXHWHI,
5 mr no 10 TabneTtok
y 6nictepi; no 1 aéo
no 3 6nictepn 'y
KapTOHHI/ navu,i

Benyno,
nikn Ta
KoCcMeTuKa

A

XopBaris

Bnpo6HWK roToBoro
nNiKapcbKoro 3acooby,
NepBUHHE NakKyBaHHS:
xenedpapm CA,
[peuis; Papmanac
C.A.,I'peuis;
BToprHHe nakyBaHHS,
BiANoOBigabHUI 3a
BMMYCK cepii: Benyno,
Nikv Ta KOCMeTuKa,
4.4., Xopsaris

Ipevis/
Xopsaris

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3MiHu
| TMny - 3MiHu 3 sikocTi. CepTudpikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
ab0o BUNyYeHHs cepTudikarta BifgnoBigHOCTI
€Bponeiicbkiit hapmakonei: ans A®l; ons BuXigHoOro
mMaTtepiany/peareHTy/NpoMKHOIo NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMIXHOT peqoBuHK (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOB/EHWIA
cepTuddikaT Bif y)Xe 3aTBEpAXEHOr0 BUPOOHUKA -
nogaHHsa oHossieHoro CEP ans A®I nesnoparaguHy
Bif, y)Ke 3aTBepKeHOro Bupo6bHmka SUN
Pharmaceutical Industries limited, India / CAH
dapmacbloTikan IHgacTpic nimites, IHaia. B pamkax
3asB/1EeHOI 3MiHM BiABOYN0OCA foAaBaHHsA
aNbTepPHATMBHOIO BUPOGHMYOro MaligaHumnka anas
BMXiQHOrO Matepiany nopaTagvH Bif BXe HasiBHOro
noctavyanbHuka Morepen Laboratories Limited.

6e3
peyenma

UA/15359/01/01

16.

BOPU30N

TabNeTkn, BKPUTI

My6nivuHe

Ykpaina

My6niyHe akuioHepHe

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepiasnis: 3MiHu

3a

UA/12163/01/01
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
M/1iBKOBOIO aKujioHepH TOBapUCTBO "HaykoBo- | TNy - 3miHK 3 AkocTi. APl KoHTponb AdL. 3miHa 'y peyenmom
060/10HKO10, M0 50 e BMPOGHNYMNIA LLEHTP napameTpax cneuucpikauii Ta/abo AONYCTUMUX MEX,
mr; no 10 TabneTok TOBapuCTB "BopLyariBcbkuii BM3HAUYeHUX y cneyucpikauisx Ha Adl, abo
y 6nicTepi; no 6 o XimiKo- BVIXiAHWIA/NPOMDKHUIA NpOAyKT/peareHT, Wwo
6nicTepiB y nauui "HaykoBo- hapmaLeBTUYHNIA BVKOPVCTOBYIOTLCSA Y NpoLeci BupobHuutea AdI
BMPOGHUY 3aBog" (BUTYYEHHS HE3HAYHOrO NOKa3HMKa SKOCTI
WA LEeHTP (Hanpviknag, BUTy4YeHHs 3acTapisioro NokasHvka)) -
"bopLuaris BW/TYYEHHSI KOHTPOJIIO BOAW Y BUPOOHULITBI
CbKWiA npomiXHOro npoaykty A®l punysony Ha ctagisax: TI
Ximiko- 3.6 BucyluyBaHHS puy30/y TexHiuHoro, Tl 4.4
dhapmaLes BucyLuyBaHHA pusy30/y o4nLLEeHOro (OCHOBHUIA
TUYHWIA ocag), TN 4.7 BucyluyBaHHSA puy30/y OYULLEHOTO
3asog” (ocag 3 MATOYHOTO PO3YMHY), 3a/IULLMBLUN KOHTPO/Ib
Ha KiHUeBil cTagii T 5.3 BucywyBaHHs pusy3osy.
17. | BPECEK MOPOLLIOK AN dapmaues Ipeuis AHO®APM XENNAC Ipeuis BHECEHHS 3MiH [0 peecTpaviiiHuX maTepiasis: 3MiHu 3a He UA/8907/01/02
PO3UMHY ANS iH'EKLi TU4YHa C.A,, lpeuis; | TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbkunii 3acib. peyenmom | niossi2ae
no 2r; no1a6o 20 KOMnNaHis 3MiHM Y BUPOOHULITBI. 3amiHa abo BBeEHHS
hakoHiB 3 "BOKATE BPOC NTA, Mpevis [04aTKOBOT AiNbHULI BUPOGHMLTBA A1 YacTUHN abo
MOPOLLKOM Y CA" BCbOr0 BMPOOHNYOro NPOLLeCy roToBOro NiKapcbKoro

KapTOHHIlA KopooLi

3acoby (4ibHULUA 418 BTOPUHHOTO NakyBaHHSA) -
BBEJEHHS AofaTKoBoro BupobHuka 6POC NTA,
peujs, WO BigNOBIAaE 3a BTOPUHHE nakyBaHHA [/13.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii
3aci6. 3miHM y BUpobHMLTBI. 3aMiHa abo BBeAEHHS
[04AaTKOBOT AiNbHUL BUPOGHMLTBA A1 YacTUHM abo
BCbOr0 BMPOBHMYOro NPOLLECY roTOBOrO NiKapcbKoro
3acoby (AinbHWLA, Ha AKili NpoBOAATLCSA ByAb-AKi
BMPOGHWYI CTagji, 3a BUHATKOM BUMYCKY cepil,
KOHTPOJI0 AKOCTi Ta BTOPMHHOTO NakyBaHHSA A1
CTEePU/IbHUX JiKapCbKUX 3ac06iB (BKIOUYAOUM
BMPOG/IEHI acenTUYHUM MeTOA0M), KpiM NiKapCbKUX
3aco06iB 6i0/10r4HOro/iMyHOIOTIYHOIO NOXOKEHHS)
BBEJEHHS AofaTKoBoro BupobHuka POC NTA,
I'peuis, Wo BigNoOBiAaE 3a BUPOOGHMLTBO Ta
nepsBrHHe nakysaHHa 13, 3MiHu | TUNy - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHULTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPOIO AKOCTI
roTOBOro Nikapcbkoro 3acoby (3amiHa abo
[oAaBaHHsA BUPOOHNKA, L0 BiANoBifa€e 3a BBE3EHHS
Ta/abo Bunyck cepii) - Bkaovaroum
KOHTPO/b/BMNPOGYBaHHSA cepii - BBEAEHHS
popartkoBoro BupobHuka BPOC NTA, Mpeuis, wo
BiANoBiAae KOHTPO/b Ta BUNycK cepii M13.
3MiHN BHECEHO B IHCTPYKL,iIO 415 MeANYHOro
3acToCyBaHHS NiKapcbKoro 3acoby y po3giu
"BUPOBHUK", "Micue3HaxomKeHH BUPOOHYKa Ta
ajpeca Micus NPoOBaKEHHS NOro AissibHOCTI" 3
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

BIANOBIAHUMY 3MiHAMY B TEKCTi MapKyBaHHS
YNaKoBOK.

18.

BPECEK

NOPOLLIOK AN1AA
PO3UMHY ANS iH'EKLi
nolr;nola6o 10
pNakoHiB 3
MOPOLLKOM Y
KapTOHHIlA KopooLi

Papmaves
TMYHa
KOMMaHisi
"BOKATE
CA'

Ipeuis

AHOAPM XENNAC
C.A,, lpeuis;

BPOC NITA, Mpeujis

Ipeuis

BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3MiHu
| TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbkunii 3acib.
3MiHM Y BUPOOHULITBI. 3amiHa abo BBeEHHS
[04AaTKOBOT AiNbHULI BUPOGHMLTBA A1 YaCTUHN abo
BCbOr0 BMPOOHNYOro NPOLLeCy roToBOro NiKapcbKoro
3acoby (4ibHUUA 418 BTOPUHHOTO NakyBaHHSA) -
BBEEHHS AofaTkoBoro BupobHuka POC NTA,
peujs, Lo BigNOBIAaE 3a BTOPUHHE nakyBaHHA [/13.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii
3aci6. 3miHM y BUpobHMLTBI. 3aMiHa abo BBeAEHHS
[04AaTKOBOT AiNbHUL BUPOGHMLTBA A1 YacTUHU abo
BCbOr0 BUPOBHMYOro NPOLLECY rOTOBOrO NiKapCbKoro
3aco6y (AinbHWLA, Ha AKili NpoBOAATLESA ByAb-AKi
BMPOGHWYI CTagji, 3a BUHATKOM BUMYCKY cepil,
KOHTPOJI0 AKOCTi Ta BTOPMHHOTO NakyBaHHSA A1
CTEePW/IbHUX MiKapCbKUX 3ac06iB (BKIOUYAOUM
BMPOGIEHi acenTUYHUM MeTOA0M), KpiM NiKapCbKUX
3aco06iB 6i0/10r4HOro/iMyHOIOTIYHOIO NOXOKEHHS)
BBEJEHHS AofaTKoBoro BupobHuka 6POC NTA,
I'peuis, Wo BigNoBiAae 3a BUPOGHMLTBO Ta
nepsBrHHe nakysaHHa 13, 3MiHun | TUNy - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHULTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPOIO AKOCTI
roTOBOro Nikapcbkoro 3acoby (3amiHa abo
[oAaBaHHsA BUPOOHNKA, LLO BiANoBifae 3a BBE3EHHS
Ta/abo Bunyck cepii) - Bkovaroum
KOHTPO/b/BMNPOGYBaHHSA cepii - BBEAEHHS
popartkoBoro BupobHuka BPOC NTA, Mpeuis, wo
BiANoBiAae KOHTPO/b Ta BUNYycK cepii M13.
3MiHN BHECEHO B IHCTPYKLiIO 415 MEANYHOro
3acToCyBaHHS NiKapcbKoro 3acoby y po3ainu
"BUPOBHUK", "Micue3HaxomKeHH BUPOOHYKa Ta
agpeca MicLsA NpoBaKEHHS NOro Ais/ibHOCTI" 3
BiANOBIAHUMY 3MiHAMY B TEKCTI MapKyBaHHS
yNaKoBOK.

3a
peyenmom

He
niossieae

UA/8907/01/01

19.

BYJEHO®AN
bK

TBEpAi kancynu 3
KMLLKOBOPO3YMHHUM
1 rpaHynamu no 3
Mr; no 10 kancyny
6nicTepi; no 5 abo
10 6nicTepiB y
KOpoOL,i 3 KapTOHY

Ap. ®anbk
dPapma
M6X

HimeuunHa

BignosiganbHuii 3a
BUMYCK Cepiii
KiHLLeBOro NPOAYKTY:
[p. ®danbk Papma
m6X, HimeuunHa,;

Brpo6HuK fo30BaHOT

chopmMu, NepBUHHE,
BTOPWHHE NaKyBaHHSA
Ta KOHTPO/Ib AKOCTI:
JlozaH ®apma 'm6X,

HimeuunHa

BHECEHHS 3MiH [0 peecTpaviiiHuX maTepianis: 3MiHu
| TMNYy - AgMiHICTPaTUBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecy MicLsA NPOBaKEHHSI
AiSNbHOCTI BUPOOHUKa/iMnopTepa rotoBoro
niKapcbKoro 3aco6y, BK/IHYaUU AifbHULL BUMYCKY
cepii abo MicLe NpoBefeHHS KOHTPO/O AKOCTI.
(@isnbHicTb, 3a Ky BiAnoBigae BUPOGHMK/iMNopTep,
He BK/I0Yatoumn BUMYCK cepill). 3MiHa Ha3Bwu
BMPOGHMKA, BIAMNOBIA&/ILHOIO 3a KOHTPO/Ib SKOCTI, Y
3B'SA3Ky 3i 3MiHOI0 DOPMM BIACHOCTI, 6€3 3MiHU

3a
peyenmom

UA/6964/01/01
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
HimeuumnHa; MicLS BUPOGHMLTBA:
Bupo6HuK,
BignoBigasbHMiA 3a
nepBuHHE, BTOPUHHE
naxkyBaHHs Ta
KOHTPO/b SIKOCTI:
NoszaH ®apma M'v6X,
HimeuuunHa;
BUPOGHUK,
BiNOBIgabHWIA 3a
KOHTpO/b/BUNpobyBaH
HA cepiii
(XiMiuHi/chi3nuHi Ta
MiKpo6ionorivHi (He
CTepW/bHI):
MpuBaTHUIA HayKOBO-
LOCNIAHWA IHCTUTYT
Xennenep MvéX,
HimeuyunHa
20. | BYKAIH PO3YMH ANS iH'EKUiA, MpvBaTHE YkpaiHa MpvBaTHE akLioHepHe YkpaiHa BHECEHHS 3MiH 0 peecTpavjiiiHux maTepianis: 3MiHu 3a He UA/20421/01/01
2,5 mr/mn; no 100 akuioHepH TOBapucTBo "IHdy3ia" | Tuny - 3MiHK 3 AKoCTi. FOTOBWIA NikapcbkuWii 3aci6. peuyenmom | nidsisizae
M, 200 mny e CT1abinbHiCTb. 3MiHa y TepMiHax NpuaaTHocTi abo
nAsLKax TOBapUCTB ymoBax 36epiraHHs roTOBOro NikapCbKoro 3acoby
o] (36iNbLLEHHA TEepMiHY NPUAATHOCTI TOTOBOrO
"IHdy3ia" nikapcbkoro 3acoby) - [1ns Toprosoi ynakoBKu
(nigTBEPAXYETLCA AaHVMUN peasibHOro vacy).
36inblUeHHA TepMiHy npuaatHocTi 13 3 2x go 3x
POKiB Ha MiAcTaBsi NO3UTUBHUX pe3ynbTaTiB
OOCNiHKEHHsA cTabiNibHOCTI B peasibHOMY Yaci.
3arBepakeHo: TepMiH NPUAATHOCTI: 2 POKU.
3anponoHoBaHo:
TepmiH NnpugaTHoOCTi: 3 pokn. 3MiHV BHECEHO B
po3ain "TepMiH NpUAATHOCTI" B IHCTPYKL,i0 AN
MeAMYHOro 3aCTOCyBaHHS NikapCbKoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPKEHHS.
21. | BYKAIH PO3YMH ANS iH'EKi, MpusatHe Ykpaina MpvBaTHE akuioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHuX maTepianis: 3MiHu 3a He UA/20421/01/02
5 mr/mMn; no 5mn, 20 | akuioHepH TOBapucTBo "IHdy3ia" | TNy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbkwWii 3acib. peyenmom | niosnsizae
My chnakoHax e CT1abinbHiCTb. 3MiHa y TepMiHax npuaaTHocTi abo
CKNSAHUX, N0 5 TOBapucTB yMoBax 36epiraHHsi rOTOBOrO /1iKapCbKOro 3acoby
(DNAKOHIB CKIAHUX Y o] (36iNbLUEHHS TEPMiIHY NPUAATHOCTI FOTOBOrO
KOHTYpHilA "IHgpy3ia" nNiKapcbkoro 3acoby) - [1ns Toprosoi ynakoBku
YapyHKOBIl (NiaTBEPAKYETLCA AHUMU peasibHOro yacy).
ynakosLi, no 1 36inbLIeHHs TepMiHy npuaaTtHocTi 13 3 2x go 3x
KOHTYpHilA POKiB Ha NiAcTaBi NO3UTUBHUX pe3ynbTaTiB

YapyHKOBIli ynakoBLi

O0CNiKeHH cTabiflbHOCTI B peasibHOMY 4aci.
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
y nauuii 3 KapToHy; 3arsepkeHo: TepMiH NPUAATHOCTI: 2 POoKK.
no5wmn, 10 mny 3anponoHoBaHo:
hnakoHax CKNsHUX, TepmiH NnpugaTHOCTI: 3 poku. 3MiHU BHECEHO B
no 5 dprakoHis po3ain "TepMmiH NpuaaTHOCTI" B IHCTPYKLit0 Ans
CKMSAHWX Y KOHTYPHIl MeAUYHOr0 3aCTOCYBaHHS NiKapCbKoro 3acoby.
YapyHKOBIl BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
ynakosLi, no 2 3aTBEPMKEHHS.
KOHTYPHI YapyHKOBI
ynakoBKM y navi 3
KapTOHY
22. | BYNPEHOP® | Tabnetku TOBAPUC YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/10493/01/01
IHY cy6niHrBaUibHI No 2 TBO 3 06MEXEHO0 | TMny - 3MiHn Wopao 6e3nekn/etheKTUBHOCTI Ta peyernmom
rAPOXMOPU | wmrno 10 tabnetoky | OBMEXE BiANOBIAA/ILHICTIO thapmakoHarnagy - OHOBIEHHS TEKCTY MapKyBaHHS
a 6nictepi; no 1 HOIO “XapkiBcbke NepBUHHOT Ta BTOPUHHOI YNakoBOK J1iKkapCbKoro
6nictepy y kopo6ui 3 | BIANOBIA hapmaueBTnyHe 3acoby, a came: - BU1y4eHo iHdhopmalito, 3a3HayveHy
KapToHy; no 25 ANBHICT niagnpMeEMCTBO POCIiCbKOI0 MOBOIO; - NEPEHECEHO MiXKHAPOAHI
Tabnetok y 6nictepi; 10] “3p0poB’s Hapoay” NO3HAYEHHS OAUHULE BUMIPIOBAHHS; - YTOYHEHO
no 4 6nictepn y «KOPMNOP iHchopMmawLito LWoA0 /1I0roTuUMy 3asiBHMKa Ta TEXHIYHOI
KOpOo6Li 3 KapTOHY AlIA iHchopMmawii; - BHECEHO He3HauHi pefakuiiiHi npaBkn
«3[00POB Nno TEKCTY MapKyBaHHA NepBUHHOT Ta BTOPUHHOT
"A» yNaKoBKM NiKapCbKoro 3acooby.
TepmiH BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
3aTBEPKEHHS.
23. | BYNPEHOP® | Tabnetku TOBAPUC Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3MiHu 3a UA/10493/01/02
IHY cy6niHrBanbHi no 4 TBO 3 o6MexeHo | Tuny - 3MmiHn Wopao 6e3nekn/edreKTMBHOCTI Ta peyenmom
FIAPOXIOPU | wr; no 10 Tabnetok OBMEXE BiANoBiAANbHICTIO hapmakoHarnsay - OHOBNEHHS TEKCTY MapKyBaHHS
a y 6nicTepi; no 1 abo HOIO “XapkiBCcbke NepBUHHOT Ta BTOPVMHHOI YNakKoBOK J1ikapCbKoro
10 6nicTepiB y BIANOBIA hapmaueBTuyHe 3acoby, a came: - BWIy4eHo iHhopmaLlito, 3a3HaveHy
KOpoOLi 3 KapTOHY AJbHICT nigNpPUEMCTBO POCIiCbKOH MOBOIO; - NEPEHECEHO MiXXHAPOAHI
O “380poB’a Hapogy” NO3HAYEHHS OAUHMLE BUMIPIOBAHHS; - YTOYHEHO
«KOPMOP iHbopMmaLito LWoA0 /TIOroTUMy 3asBHUKa Ta TEXHIYHOT
AUIA iHchopMawii; - BHECEHO He3HauHi pefakLiiiHi npaBkM
«30POB Mo TEKCTY MapKyBaHHA NEPBUHHOT Ta BTOPVHHOT
A» YMakKoBKM NMiKapCbKoro 3acoby.
TepMiH BBEEHHSA 3MiH NPOTArom 6 micsALiB nicns
3aTBEPKEHHS.
24. | BYNPEHOP® | Tabnetku TOBAPUC YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/10493/01/03
IHY cybniHrBaUibHi No 8 TBO 3 06MEXEHO | TMny - 3MiHK Wopao 6e3nekn/eheKTUBHOCTI Ta peyernmom
rIAPOX/IOPU | mr no 10 Tabnetoky | OBMEXE BigNOBiAA/IbHICTIO papmakoHarnsigy - OHOBNEHHSI TEKCTY MapKyBaHHS
A 6nicTepi; no 1 abo HOKO “XapkiBcbke NepBUHHOT Ta BTOPUHHOI YNakoBOK J1iKapCbKoro
10 6nicTepiB y BIANOBIA hapmaueBTUyHe 3acoby, a came: - BUy4yeHo iHdhopmalito, 3a3HayveHy
KOpo6L,i 3 KapTOHY AJTbHICT nigNpPUeEMCTBO POCIICLKOIO MOBOIO; - MEPEHECeH0 MiKHaPOLHi
O] “300poB’a Hapoay” NO3HAYEHHS OAUHULE BUMIPIOBaHHS; - YTOYHEHO
«KOPMNOP iHchopmaLito LWoA0 NoroTuny 3asiBHUKA Ta TEXHIYHOI
AUIA iHchopMmalii; - BHECEHO He3HauHi pefakuiiiHi NpaBku
«3[10POB Nno TEKCTY MapKyBaHHA NepPBUHHOT Ta BTOPUHHOT
"A» yNakoBKW NiKapCbKoro 3acooby.

TepMiH BBEAEHHS 3MiH NPOTArom 6 MicsLiB nicns
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
3aTBEPMAKEHHS.
25. | BEHOKOP PO34mnH ANs iHexuild, | MpuBaTHe YkpaiHa MpuBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3MiHu 3a He UA/14785/01/01
50 mr/mn no 2 mn B akuioHepH TOBapuCTBO "JIEKXiM - | TMny - 3MiHn Wopao 6e3nekn/etheKTUBHOCTI Ta peyernmom nionsieae
amnyni; no 10 amnyn e Xapkis" thapmakoHarnagy. 3MiHU y KOPOTKill xapakTepucTumLi
B MauLi 3 KapTOHY; TOBapuCTB nikapcbKoro 3acoby, TeKCTi MapKyBaHHA Ta
no 2 mn B amnyni; 0 "Jlekxim IHCTPYKUIi 4155 MEAMYHOr0 3aCTOCYBaHHS
no 5 amnyn B - Xapkis" reHepuyYHUX/ribpuaHNx/6ionodibHNX NikapcbKnx
6nictepi, no 2 3aco06iB Nic/1s1 BHECEHHSA TiET camoi 3MiHWN Ha
6nictepn y nauui 3 pedepeHTHUIA npenapart (3mMiHa He noTpebye
KapToHy; no 5 mn B HafaHHA XOAHVX HOBVX AOAATKOBUX AaHWX). SMiHN
amnyni; no 5 amnyn BHECEHO [0 iHCTPYKLIiT 415 MeANYHOro
B Nauli 3 KAPTOHY; 3acTOCyBaHHS NikapCbKOro 3acoby y po3ainu
no 5 mn B amnyni; "®apmakonoriyHi BractusocTi”, "lMoka3aHHSA"
no 5 amnyn B (yTouHeHHs iHdhopMaLii/pefaryBaHHs),
6nicTepi, no 1 "MpoTunnoka3saHHa", "3acTocyBaHHA y nepiog,
6nicTepy y navui 3 BariTHoCTi abo rogyBaHHs rpyaato”, "3aaTHicTb
KapTOHY; Mo 2 MN BN/IMBATW Ha LIBWAKICTb peakLii Npu KepyBaHHi
a6o 5 mn B amnyni; aBTOTpPaHCMopTOM abo iHWMMKN MexaHismamun',
no 100 amnyn B "Cnoci6 3acTtocyBaHHs Ta go3un", "Mepeo3yBaHHS",
naJui 3 KapToHy "Mo6ivHI peakui™ 3rigHO 3 iHthopmMaLieto LWoao
MeLMYHOro 3aCTOCYBaHHS pethepeHTHOro
nikapcbkoro 3acoby (Mekcuaon®, posyviH ans
iH’ekuili 50 mr/mn). BBeAgHHsS 3MiH NpoTSrom 6-Tu
MiCALIB MiCnsA 3aTBepKEHHSA. 3MiHM | TNy - 3MiHK
Loao 6e3nekn/edpeKTMBHOCTI Ta chapmakoHarnsgy
(iHWi 3MiHM). 3MiHM BHECEHO [0 IHCTPYKLUT A1
MEeAMYHOro 3acToCyBaHHSA NikapcbKoro 3acoby y
po3gain "OcobnnBOCTi 3aCTOCYBaHHA" LW0A0
iHhopMawLii 3 6e3nekn AONOMDKHOT PeYOBUHU.
BBefeHHs 3MiH NpoTarom 6-t1 MicAuiB nicns
3aTBEPAKEHHS
26. | BEHO®EP® pPO34nH oNns Bidhop Lseiiuapis BTOPWHHA yNakoBkKa, LLiBefiuapisi/ | BHECEHHs 3MiH [0 peecTpauiliHnx maTepianis: 3MiHu 3a He UA/8015/01/01
BHYTPILLUHbOBEHHNX (IHTepHeww BMNPOBYBaHHSA AscTpis/ | Tuny - 3MiHM WoAao 6e3nekn/edeKTMBHOCTI Ta peyenmom | nidssi2ae
iH'exuili, 20 mr/mn; H) IHK. KOHTPO/O SIKOCTI (3a PpaHuis hapmakoHarnsagy. 3miHa(n) y KopoTkiii
no 5 mn B amnynax; BUHATKOM XapakTepucTuL,i Nikapcbkoro 3acoby, TEKCTi

no 5 amnyny
KapTOHHIli KopoobLi

CTEepPUIbHOCTI), [03BIN

Ha BUMYCK cepil:
Bidhop (IHTepHeLwuHn)
IHK., LLBenuapis;
BMPOGHMLTBO
Hepo3dg)acoBaHoi
npoayKuii, nepBnHHa
Ta BTOPVHHA
ynakoska: Takega
ABCTpist TM6X,
ABCTpisi; BTOPUHHA
ynakoBka:
BANIJA, Lseliuapis;

MapKyBaHHS abo IHCTPYKLU|i A1 MeguyHoro
3acToCyBaHHSA A5 NikapcbKoro 3acoby,
niueHsoBaHoro y €C 3a npouesyporo B3aEMHOI0
BU3HAHHSA (Nikapcbkuii 3acib He BXOAUTb A0 cdepu
4ii npoueaypu B3aEMHOIO BU3HAHHS, asnie 3MiHa
BHOCUTbCS SIK pe3y/nbTaT Npoueaypy i Bif BNacHuka
TOProBoi NiLeHsii He BUMaraeTbCa HafaHHs XOAHUX
HOBWX [04aTKOBUX AaHnX) - 3MiHN BHECEHO B
IHCTPYKLUi0 4151 MeANYHOro 3acTOCyBaHHS
nikapcbKkoro 3acoby Ao po3giny "MpoTnnokasaHHs"
BiANOBIAHO 0 OHOBJIEHOT iHGhopMaLi Woao 6e3nekn
3acTocyBaHHA Nikapcbkoro 3acoby. TepMiH
BBE/IEHHS 3MiH MpOTsAroM 6 Micauis nicns
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
BUMNPOOYBaHHSA 3aTBEPMKEHHS.
KOHTPO/O AKOCTI
(cTepunbHicTb): AFEC
v6X IME[, ABcTpis;
BUNPOGYBaHHSA
KOHTPO/IO AKOCTI (3a
BUHATKOM
CTepPU/IbHOCTI):
€BpodpiHc Amarci
AHaniTik, ®paHuis;
BUNPOGYBaHHSA
KOHTPO/O AKOCTi 3a
nokasHukamu
Mikpo6ionorisi Ta
CTEPW/IbHICTb:
€BpodhiHC Papma
Ksoniti KoHTpon,
PpaHuin
27. | BONNIbTAPEH | po3uuH s iH'ekuiid, HoBaprTic LBeiuapia | Jlek ®apmacbloTukanc CnoBeHis BHECEHHS 3MiH 0 peecTpavjiiiHux maTepianis: 3MiHu 3a He UA/9812/01/01
® 75 mr/3 mn; no 3 mMn dapma Al o.4. | TMny - 3MiHK Wwopao 6e3nekn/eheKTUBHOCTI Ta peuyenmom | nidssizae
B amnyni; no 5 hapmakoHarnsagy. 3miHa(n) y KopoTkii
amnyn y kopo6ui 3 XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTI
KapTOHY MapKyBaHHs1 ab0 iHCTPYKLUi 419 MeAnYHOro
3aCcTOCyBaHHSA 4/151 NikapCbKoro 3acooy,
niyeHsosaHoro y €C 3a npoLeAyporo B3aEMHOro
BU3HAHHS (Jlikapcbkunii 3acib He BXxoauTb A0 cdepun
Aii npoueaypu B3aEMHOTO BU3HAHHS, ane 3MiHa
BHOCWTbCS SIK pe3y/ibTaT npoueaypu i Bif BlacHuka
TOProBol NiLeH3ii He BUMaraeTbCa HagaHHs XOLHUX
HOBUWX A0AATKOBMX AaHWX) - 3MiHN BHECEHO B
IHCTPYKUiO 4N MeANYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby A0 po3ainy "OcobmnBocCTi
3acTocyBaHHsA" BifMoBigHO [0 OHOBMNEHOI
iHchbopmawii Wwoao 6e3nekn 3acTocyBaHHS
niKapcbKoro 3acoby. BeBeeHHs1 3MiH NpoTAroM 6-tu
MicsLIB MiCNsA 3aTBEPAKEHHS
28. | TA3OCIMA3A | TabneTku, BKPUTI TOB YkpaiHa TOB "KYCYM ®APM", YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3MiHu 6e3 niosnsea UA/10661/01/01
M® 060/10HKOI0 M0 7 "Tnepdap Ykpaiva; TOB | TMny - 3MiHun Wwopao 6e3nekn/eeKTUBHOCTI Ta peuenma €
Tabnetok y 6nictepi; mATAh" "TNEA®APM NTA", thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTumui
no 2 6nictepu y YkpaiHa nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta

KapTOHHII ynakoBLi;
no 15 TabneTtok y
6nicTepi; no 1, abo
2, abo 4 6nictepn y
KapTOHHI ynakoBLi

IHCTPYKLiT A8 MeAMYHOro 3aCTOCYBaHHSA Ha nigcTasi
perynsipHoO OHOBJ/IOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCYyBaHHS Nikapcbkoro 3acoby B
nicnapeecTpaviinuii nepiog, abo sk pesynbtat
OL|iHKM 3BITY 3 AOC/iXeHb, NpoBeAeHNX BIAMNOBIAHO
00 nnaHy negiatpuyHux gocnigxeHs (PIP) (3MiHy
Y3rOKEHO 3 KOMMETEHTHUM YMOBHOBaXEHNM
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

opraHom) - 3MiHV BHECEHO A0 IHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby Ao
po3giny "MobiuHi peakwii" BignoBigHO Ao iHhopmauii
o0 6e3neku Aito4ol PeHOBUHN ANLMKIOBEPUHY
rigpoxnopugy. TepMiH BBEAEHHS 3MiH NPOTArom 6
MicALIB Micnsa 3aTBepKeHHsA. 3MiHKn | Tuny - 3MiHKn
Loao 6e3nekn/edpeKTMBHOCTI Ta chapmakoHarnsgy
(iHWi 3MiHK) - 3MiHN BHECeHO A0 IHCTpyKLUiT AnA
MeAUYHOro 3aCToCyBaHHA NiKapcbKoro 3acoby Ao
po3giny "MobiuHi peakuii’, a came, foaaHa
iHbopMmaLis WoA0 BaXMBOCTI NOBIAOM/IEHb MPO
BUMNaSKW Nifo3pHOBaHNX NOBIYHMX peakuili. TepMiH
BBE/IEHHS 3MiH MPOTAroM 6 MicauiB nicns
3aTBEPAKEHHS

29.

FOHAN-®®

PO34MH ANS iH'eKLi
no 300 MO (22
MKr)/0,48 mn; no
0,48 mMn 'y kapTpuaxi
3 Npob6Koto-
nopLUHEM Ta
puchbneHoro
KpVILLIEYKOIO,
BMIiLLEHOMY Y PYUKYy
05 BBEfEHHs; no 1
pyuui Ta 8 ronok y
KapTOHHIlA KopooLi

Apec
TpelgiHr
C.A.

LLseiuapis

BMPOGHMLTBO
Hepo3dacoBaHoro
npenapary, NepBYHHE
Ta BTOPWHHE
naKyBaHHs, KOHTPO/Tb
SIKOCTi Ta BUNYCK
cepiii: Mepk CepoHo
C.n.A,, ITanis;
NepBUHHE NakKyBaHHSA
(36mpaHHs
nonepegHL0
3anoBHEHMX
KapTpuAaxXis 3
npenaparom B pyuKy
ONs BBeAeHHS): Mepk
CepoHo C.A.,
BiAAINEHHA Y M.
OG60HH, LLBeiiuapis

ITanis/
LLBeiuapis

BHECEHHS 3MiH [0 peecTpaviiiHuX maTepiasis: 3MiHu
| TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbkunii 3acib.
KOHTpO/1b rOTOBOrO NikapcbKoro 3acoby. 3miHa y
MeToAax BUNPOGYyBaHHS rOTOBOTO J1iKapCbKOro
3aco06y (iHWi 3MiHM y MeToAax BUMPo6yBaHb
(BKKOYAOUM 3aMiHy a60 [ONOBHEHHS)) - 3amiHa
METOAVKM BU3HAYEHHS BMICTY M-KPe30/y y rOTOBOMY
nikapcbkoMy 3acobi 3 MeTofy rasoBoi
xpomatorpadii Ha metog OP-ynbTpaedeKTUBHOI
BEPX.
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NiKapCbKWiA
3aci6. KoHTposib roToBOro Nikapcbkoro 3acoby.
3MiHa napameTpiB cneundikauiii Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapCbKOro 3acoby
(8onoBHEHHS cnevmdikayii HOBYUM NOKAa3HUKOM 3
BiANOBIAHWM MeToA0M BUNpobyBaHHSA) - [lofaBaHHs
npunyCcTUMUX MEX N5 BiAHOCHOTO Yacy
yTpumyBaHHs (RRT) siK kpuTepito igeHTudikawii M-
Kpesony 3 gianasoHom 0,97 - 1,03 - 3miHa nos’A3aHa
i3 3aMiHO0 3aTBEPA)KEHOr0 MeToy ra3oBoil
XpomaTorapdii HOBUM Cy4aCHUM MEeTOL0M
06epHeHO-(ha3HoI ybTpaetekTUBHOI PiANHHOI
xXpomatorpadii. 3miHu | TNy - 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTpob roToBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo AONYCTUMKX MEX FOTOBOrO
NiKapcbKoro 3acoby (3BYXXEHHSI AOMYCTUMUX MEX) -
3BY)XEHHSI PUNYCTUMUX MeX AJ151 NoKasHMKa
«lgeHTudikalis caxapo3u» 3 SKICHOT OLHKM A0
BM3HAYEHHS BiHOCHOrO Yacy yTpumMmyBaHHs (RRT) 3
AgianasoHom 0,97 - 1,03. 3miHa 6ynun BBeAEHI 3
METOH0 GifbLL 06’EKTUBHOI OLiHKM OfepXaHnx
pe3ynbTaTiB. 3MiHM | TUNy - 3MiHW 3 AKOCTIi. FOTOBMIA
nikapcbkuii 3aci6. KOHTpoab roToBOro MikapcbKoro

3a
peyerimom

UA/4113/02/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

3acoby. 3miHa y MeToAax BUNpo6yBaHHS roTOBOro
nikapcbKoro 3acoby (iHLi 3MiHM y MeToAax
BMNpoGYBaHb (BK/IOUYaoun 3amiHy abo
[OOMOBHEHHS)) - 3amiHa meToankm OP-BEPX
MeToaukoro Od-ynbTpaedekTusHoi BEPX.ons
iaeHTUdiKaLii Ta BU3HAYEHHS BMICTY METIOHIHY Y
rOTOBOMY fikapCbkoMy 3acobi. 3miHu |l Tuny - 3MiHK
3 AkocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BuNpobysaHHA APl abo BuxigHOro
mMarepiany/npoMiKHOTO NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETHLCA Y NpoLieci BUpo6HMLTBa ADI
(cyTTeBa 3miHa y
6ionoriyHOMY/iMyHOOTYHOMY/iIMYHOXiIMiYHOMY
MeTogi BUNpobyBaHHs abo MeTogj, y skoMy
BUKOPVCTOBYETLCA 6i0NOriYHNI peareHT ans
6ionoriyHoro A®l, abo iioro 3amiHa) - 3amiHa
MEeTOAMKM KapTyBaHHSA rnikaHiB Ans igeHTudikauii
doniTponivy anbga B cybcTaHLii akTUBHOI
pPeyvoBUHM 3 MeToAy iIOHOO6MiHHOT BEPX 3
dnoopecLeHTHUM geTekTyBaHHAM (IEXHPLC/FLR)
Ha MeTof, iIOHOOBMIHHOT ynbTpaedekTneHoi BEPX
rigpocpinbHNx B3aemogiin (HILIC/IEXUPLC/FLR) i3
BUKOPUCTAHHAM 6i0/10ri4YHOro peareHTy (hepmeHTy
N-rnikaHaswu). 3MiHn |l Tuny - 3miHn 3 akocTi. AdL.
KoHTponb A®l. 3miHa y napameTpax creumdikawii
Ta/abo JoNyCTUMUX MEX, BUSHAUEHUX Y
cneumdikauisx Ha A®I, abo BUXiAHUA/NPOMIXHWIA
npoAayKT/peareHT, WO BUKOPUCTOBYIOTLCSA Y NpoLeci
BMPOGHMLTBA AD| (3MiHa Mo3a Mexamu
3aTBEPKEHOrO Aianas3oHy y cneuudikayii Ha API) -
3mMiHa npunycTUMmX Mex crneumndikadii gns
iaeHTHikauii dhoniTponiHy anbga 3a npouenyporo
KapTyBaHHS rnikaHiB B CybCTaHL|il akTMBHOT
peyvyoBMHM, a came 3 «4ncso Z: 177 — 233» Ha
«4uncno Z: 216 — 249». 3miHa nos’sA3aHa i3 3amiHo
MeToAMKM ANA ifeHTudikaLii 3a npouenypoto
KapTyBaHHS [/1ikaHiIB.

30.

FOHAN-®®

PO34MH ANS iH'eKLit
no 450 MO (33
Mkr)/0,72 mn; no
0,72 Mn 'y KapTpuaxi

Apec
TpewngiHr
CA.

LLseiiuapis

BUPOBHULTBO
Hepo3acoBaHoro
npenapary, nepBrHHe
Ta BTOPUHHE

ITania/
LLseiuapis

BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3MiHu
| Tuny - 3miHK 3 AKOCTi. FOTOBMI Nikapcbknii 3aci6.
KOoHTposib roToBoro nikapcbkoro 3acoby. 3mMiHa y
MeToAax BUNPobyBaHHA rOTOBOTO /iKapCbKoro

3 Npo6KoI- nakyBaHHs1, KOHTPO/b 3aco6y (iHWi 3MiHM y MeToAax BMNPo6yBaHb
NopLUHEM Ta AKOCTI Ta BUMYCK (BrtoYatoumn 3amiHy abo JONOBHEHHS)) - 3amiHa
pudhIeHO cepiii: Mepk CepoHo MEeTOAVKM BU3HAYEHHSA BMICTY M-KPe30/1y y roTOBOMY
KpULLIEYKOHO, C.n.A,, ITanis; nikapcbkomy 3acobi 3 meTofy rasosoi
BMILLLEHOMY Y pYyUKy nepBuHHE NakyBaHHSA XpomaTtorpadii Ha metog O®-ynbTpaedekTnBHOI
ONs BBEAEHHS; no 1 (36upaHHs BEPX.

pyuyui Ta 12 ronok y nonepegHL0 3MiHu | TUNY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKuii

3a
peyenmom

UA/4113/02/02
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
KapTOHHIli KopoobLi 3anoBHEHNX 3aci6. KoHTposb roToBOro MikapcbKoro 3acoby.

KapTpuaxis 3
npenapaTom B pyuky
AN BBeAeHHs): Mepk
CepoHo C.A.,
BiAAINEHHA Y M.
OG60HH, LUBeliuapis

3miHa napamMeTpiB cneyudikaii Ta/abo
[0NYyCTUMMX MEX FOTOBOTO NiKapCbKOro 3acoby
(monoBHeHHs cneuudikaLii HOBUM NOKa3HUKOM 3
Bi4NoBiAHMM MeTOL0M BUNPO6YBaHHS) - JofaBaHHsA
npunycTUMUX MeX 151 BiJHOCHOTO Yacy
yTpumyBaHHs (RRT) sk kpuTtepito igeHTrdikawii m-
Kpe3ony 3 gianasoHom 0,97 - 1,03 - 3miHa nos’aA3aHa
i3 3aMiHO0 3aTBEP)KEHOr0 MEeTOAY ra3oBoi
XxpomaTorapdii HOBUM Cy4aCHUM METOL0M
06epHeHOo-tha3HoI yIbTpaedeKTUBHOI PiAUHHOT
xpomatorpadii. 3miHun | Tuny - 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo fONYCTUMUX MEX FOTOBOTO
NiKapcbKoro 3acoby (3BYXEHHS JOMYCTUMUX MeX) -
3BY)XEHHSI MPUNYCTUMUX MeX A/15 NoKasHuKa
«lgeHTudikalis caxaposun» 3 AKiCHOT OLHKM A0
BM3HAYEHHS BiJHOCHOTO Yacy yTpumMyBaHHs (RRT) 3
nianaszoHom 0,97 - 1,03. 3miHa 6ynu BBeeHI 3
METO0 6iNbLL 06’EKTUBHOI OLiHKM OfepXaHnx
pe3ynbTaTiB. 3MiHW | TMNy - 3MiHK 3 AKOCTi. [OTOBMIA
nikapcbkunii 3aci6. KOHTPO/Ib rOTOBOTO NiKapCbKoro
3aco6y. 3miHa y MeTogax BMNpobyBaHHs rOTOBOro
nikapcbkoro 3acoby (iHLWi 3MiHM y MeToAax
BMNPO6YBaHb (BK/IOYaKUM 3aMiHy abo
[OMNOBHEHHS)) - 3amiHa meToankn OP-BEPX
mMeToaukow Od-ynbTpaedektuBHoi BEPX.ans
iAeHTHiKaLil Ta BU3HAYEHHS BMICTY METIOHIHY Y
roTOBOMY JliKapCbKOMY 3ac06i. 3MiHu I Tuny - 3miHn
3 AkocTi. A®l. KonTponb A®l. 3miHa y meTogax
BMNpo6yBaHHA APl abo BuUXigHOro
marepiany/npoMiKHOro NPoayKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NpoLieci BUpobHuytea AdI
(cyTTeBa 3miHa y
6ion10riYHOMY/iMyHO0rYHOMY/IMYHOXIMiYHOMY
MeToZi BUNpobyBaHHs abo MeTogj, y sKoMy
BMKOPUCTOBYETbLCA 6i0n0riYHUiA peareHT ans
6ionoriyHoro A®l, a6o ioro 3amiHa) - 3amiHa
METOAVKM KapTyBaHHS rikaHiB Ans igeHTudikawi
honiTponiHy anbha B Cyb6CTaHLjii akTUBHOI
peyoBuHM 3 MeToAy iI0HOOOMiHHOT BEPX 3
thntoopecueHTHUM geTekTyBaHHAM (IEXHPLC/FLR)
Ha MeTof, IOHOOB6MIHHOI yNibTpaedekTnBHOI BEPX
rigpodpinbHuX B3aemogili (HILIC/IEXUPLC/FLR) i3
BMKOPWCTaHHAM 6i0N0riyHOro peareHTy (hepmeHTy
N-rnikaHasun). 3miHu Il Tuny - 3miHK 3 sKocTi. API.
KoHTponb A®I. 3miHa y napameTpax cneuudikadli
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

Ta/abo JoNyCTUMUX MEX, BUSHAUEHUX Y
cneumdikauisix Ha A®l, abo BUXigHWA/NPOMIKHWIA
npoAyKT/pearexT, Lo BUKOPUCTOBYIOTLCA Y NPOLLECi
BMPOGHMLUTBA AD| (3MiHa Mo3a Mexamu
3aTBepKEHOro gianasoHy y cneuudikauii Ha A®l) -
3mMiHa npunycTUMnX mex creumdikadii gns
iaeHTudikauii choniTponivy anbga 3a npoueayporo
KapTyBaHHS rnikaHiB B Cy6CTaHLiT akTUBHOT
peyoBuHMK, a came 3 «4ncso Z: 177 — 233» Ha
«4yncno Z: 216 — 249». 3miHa noe’si3aHa i3 3amiHo
MeToAuKM ANs ifeHTUdiKaLi 3a npoueayporo
KapTyBaHHS /ikaHiIB.

31.

FOHAN-®®

PO34YMH ANS iH'eKLUi
no 900 MO (66
MKr)/1,44 mn; no
1,44 Mn y KapTpuaxi
3 Npo6Koto-
NopLUHEM Ta
pudhieHo0
KpyLLEYKOIO,
BMILLLEHOMY Y pYyUKy
NS BBEefeHHs; no 1
pyuui Ta 20 ronok y
KapTOHHIli Kopoobui

Apec
TpeigiHr
C.A.

LLBeiuapis

BMPOGHMLTBO
Hepo3dhacoBaHoro
npenapary, NepByHHe
Ta BTOPVHHE
nakyBaHHS, KOHTPO b
AKOCTI Ta BUNYCK
cepiii: Mepk CepoHo
C.n.A,, ltanis;
nepBUHHE NaKyBaHHS
(36mpaHHs
nonepeaHLo
3anoBHEHUX
KapTpuAaXiB 3
npenaparomM B pyuky
AN BBeAEHHSA): Mepk
CepoHo C.A,,
Big4iNEeHHA Y M.
O60HH, LUBeiuapis

ITania/
LLseiiuapis

BHECEHHS 3MiH 0 peecTpavjiiiHux maTepianis: 3MiHu
| Tuny - 3MiHK 3 AKoCTi. FOTOBWIA NikapcbkWii 3aci6.
KOHTPO/1b FOTOBOrO NiKapcbkoro 3acoby. 3miHa y
MeTogax BUNpobyBaHHA rOTOBOTO /TiKapCbKOro
3aco6y (iHWi 3MiHK Y MeToAax BUNpobyBaHb
(BKtOvatoun 3amiHy abo JONOBHEHHS)) - 3amiHa
METOAMKM BU3HAYEHHSI BMICTY M-KPe30s1y Y roTOBOMY
nikapcbkoMy 3acobi 3 MeToay ra3oBoi
xpomaTtorpadii Ha metog O®-ynbTpaeekTnBHOI
BEPX.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii
3aci6. KoHTposib roTOBOro Nikapcbkoro 3acooby.
3miHa napameTpiB cneyudikauii Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapcbkoro 3acoby
(monoBHeHHSA cneuudikaLii HOBUM NOKa3HUKOM 3
BiANOBIAHMM MeToA0M BUNpobyBaHHs) - [lofaBaHHsS
npunycTUMUX MEX 151 BiAHOCHOTO Yacy
yTpumyBaHHA (RRT) sk kpuTepito igeHTudikauii M-
Kpesony 3 gianasoHom 0,97 - 1,03 - 3miHa noB’A3aHa
i3 3aMiHO0 3aTBEpA)KEHOr0 MeToy ra3oBoi
XxpomaTtorapii HOBUM Cy4aCHVM METOA0M
06epHeHo-(ha3HoI yibTpaedekTUBHOI PiANHHOI
xpomatorpadii. 3miHu | Tuny - 3mMiHK 3 SKOCTI.
[oToBMIA NiKapcbkuii 3aci6. KOHTponb rotosoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikaLin Ta/abo [ONYCTUMUX MEX FOTOBOrO
NiKapcbKoro 3acoby (3BY)XEHHSI AOMYCTUMUX MEX) -
3BY)XEHHSA NPUNYCTUMUX MEX 15 NMOKa3HUKa
«lpeHTudikauis caxaposauns» 3 AKiCHOI OLiHKM A0
BM3HAYEHHA BiHOCHOTO Yacy yTpumyBaHHs (RRT) 3
AianasoHom 0,97 - 1,03. 3miHa 6ynn BBeeHi 3
METOH0 6iNbLU 06’EKTUBHOT OLLIHKW OfepXaHnX
pesynbTaTie. 3MiHM | TMNY - 3MiHK 3 AKOCTI. FOTOBUIA
nikapcbknii 3aci6. KOHTPOb rOTOBOTO NiKapCbKoro
3acoby. 3miHa y MeTofax BUNpobyBaHHsA roTOBOro
nikapcbkoro 3acoby (iHLWi 3MiHW y MeToAax

3a
peyenmom

UA/4113/02/03
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsi0OYeHHs

BMNpOGYBaHb (BK/IHOYaOUM 3amiHy abo
[OMNOBHEHHS)) - 3aMiHa meToaukn O®-BEPX
mMeToankow Od-ynbTpaedektusHoi BEPX.ans
iAeHTUdiKauii Ta BU3HAYEHHSI BMICTY METIOHIHY Y
roTOBOMY JliKapCbKOMY 3ac06i. 3MiHu Il Tuny - 3miHK
3 AkocTi. A®l. KoHTponb APl. 3miHa y meTogax
BMNpo6yBaHHA A®| abo BuxigHOro
mMaTtepiany/npomiKHOro nNpoaykTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea Ad|
(cyTTeBa 3miHa y
6ionoriyHoOMy/iMyHONOrYHOMY/iMyHOXIMiYHOMY
MeToZi BUNpobysaHHA abo MeTogj, y AKoMy
BMKOPVCTOBYETbLCA 6i0N0riYHNIA peareHT Ans
6ionoriyHoro A®l, abo iioro 3amiHa) - 3amiHa
METOAVKM KapTyBaHHSA rikaHiB Ans igeHTudikawii
doniTponiHy anbgpa B cyb6CcTaHLii akTUBHOI
peyoBuUHM 3 MeToAy iOHOO6MiHHOT BEPX 3
thntoopecueHTHUM geTektyBaHHAM (IEXHPLC/FLR)
Ha MeTof iOHOOBMIHHOT ynbTpaedekTneHoi BEPX
rigpocpinbHMx B3aemogiit (HILIC/IEXUPLC/FLR) i3
BMKOPWCTaHHAM 6i0N10riYHOro peareHTy (hepmeHTy
N-rnikaHaswu). 3MiHn |l Tuny - 3miHn 3 akocTi. AdL.
KoHTponb A®l. 3miHa y napameTpax creumdikawii
Ta/abo fonyCTUMNX MEX, BUSHAUEHUX Y
cneumdikauisix Ha A®l, abo BMXigHWIA/NPOMIKHWIA
npoAayKT/peareHT, WO BUKOPUCTOBYIOTLCS Y Npoueci
BMPOGHMLTBA AD| (3MiHa No3a Mexamu
3aTBEPMKEHOrO0 gianas3oHy y cneuudikayii Ha API) -
3MiHa npunycTMmx Mex cneuudikauii ans
ineHTudikauii choniTponiny anba 3a npouenyporo
KapTyBaHHS rnikaHiB B CybCcTaHLjii akTUBHOT
peyoBuHK, a came 3 «4ncso Z: 177 — 233» Ha
«4ncno Z: 216 — 249». 3MiHa noB'si3aHa i3 3amiHo
MeToAVKM A4NA igeHTudikalji 3a npoueaypoto
KapTyBaHHS r/ikaHiB.

32.

AANALVH
NIXBOBWIA
KPEM

KpeMm BariHasibHWin 2
%; no 20 r y Ty6i; no
1 1y6i pa3om 3 3
annikatopamu B
KapTOHHIli KopoobLi

NMOAN3EP
IHK.

CLWA

dapmauis i AngxoH
Komnani 1NC

CLIA

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepiasis: 3MiHu
| Tuny - 3miHn Wopao 6e3nekn/edreKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) - 3MiHU BHECEHO Y
TEKCT MapKyBaHHS NePBUHHOI (M. 4) Ta BTOPWHHOI (M.
8) ynakoBOK nikapcbkoro 3acoby. TepmiH BBeAEHHS
3MiH- NpOTAroM 12-Tv MicsILiB NicNs 3aTBEpPKEHHS

3a
peyenmom

UA/1903/03/01

33.

JAP®EH®
YNbTPAKAN
400

Kancynm mM'siki no
400 wmr; no 10
Kancyn y 6nictepi;
no 1 6nictepy y
nauui

MpAT
"PapmaLe
BTUYHA
thipma
"OapHuus”

Ykpaina

®in IHTep Papma Ko.,
NTA., B'eTHam
(BMPOGHULITBO roTOBOT
NpoAyKLii, NepBUHHE i
BTOPVHHE MakKyBaHHS,
KOHTPO/b Ta BUMYCK
cepili; KOHTPOb

B'eTHam

BHECEHHS 3MiH [0 peecTpaviiiHuX maTepianis: 3MiHu
| TNy - 3MiHK 3 AKoCTi. FOTOBWIA NikapcbkuWii 3acib.
3MiHV Yy BUpO6HMLTBI. 3MiHa po3mipy cepii
(BKNtovarouM AianasoH po3mipy cepii) roToBoro
nikapcbkoro 3acoby (36inbweHHs go 10 pasis
NOPIBHSAHO i3 3aTBEPIKEHUM PO3MIPOM) - BBEAEHHS
[04aTKoBOro posmipy cepii /13 600, 000 kancyn B

Bes
peyenma

UA/20095/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

AKOCTI)

[OMOBHEHHSA A0 BXe 3aTBepAKeHoro po3mipy M3
110,000 kancyn

34.

[LEPVIBA C
mc

renb no 15 ry Ty6i;
no 1 Ty6i B
KapTOHHIlA KopooLi

neHmapk
dapmachb
toTUKan3
nrg.

IHgis

neHmapk
dapmacboTuKan3
nra.

IHais

BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3MiHu
| Tuny - AgMiHiCTPaTVBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecy MicLA NPOBaIXEHHSI
AiSNIbHOCTI BUPOOHMKA (BK/THOYatoum, 3a
HeoObXiAHOCTI, MicLie NPOBEeAEHHSI KOHTPO/IO SKOCTI),
abo BflacHUKa MacTep-ghaiina Ha A®l, abo
noctavasnbHuka A®l/BnxigHoro
mMarepiany/peareHTy/npoMiKHOr0 NMPOAYKTY, L0
3aCTOCOBYIOTLCA Y BUPOOHMUTBI API (AKLLO
3a3HayYeHo Yy A0CLE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudcpikaTta BiANoBIgHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[0Cbe, ab0 BUPOOHMKA HOBOT AOMNOMIDKHOI PEYOBUHN
(KLWLO 3a3HaYeHO Y A0CbE) - BUpo6HYK Aitouoi
pevoBnHM AflananeH (MikpoHizoBaHwuii) Glenmark
Life Sciences Limited, India 3miHuB Ha3By Ha Alivus
Life Sciences Limited, India. Bupo6Huya ginsHuus,
MiCLLe3HaX0MKEHHS Ta yci BUPO6GHMYI onepali
3a/IMLIAKTHCA HE3MIHHUMKN

6e3
peyenma

UA/14954/01/01

35.

JE®TOLMN

cnpeii Ans poToBoi
NOPOXHUHN 1,5
mr/mn; no 30 mny
nonieTnsieHoBomy
KOHTEliHepi 3
KPULLKOKO B
KOMMNEKTi 3
NpUCTPOEM A5
PO3NUAOBaHHA Y
naJui 3 KapToHy

T30B
"Mpeacras
HULITBO
BAYM
PAPM
rMBX"

YkpaiHa

CninbHe yKpaiHCbKO-
icnaHcbke
nignpMeMCTBO
"Cnepko YkpaiHa"
(NoBHMIA LYKN
BMPOOHULITBA, BUNYCK
cepil; KOHTPO/Ib
AKOCTI)

YKpaiHa

BHECEHHS 3MiH IO peecTpaviiiHix maTepianis: 3miHa
3asBHUKa /13 (MIBIM) (BnacHWka peecTpaviiHoro
noceigyeHHs) (3rigHo Hakaly MO3 Big 23.07.2015 Ne
460). TepMiH BBEEHHS 3MiH MPOTAroM 6 micAuiB
nicnsa 3aTBepKeHHs. 3MiHu | Tuny - 3MiHK LWoao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs ab0o 3MiHM A0 y3arasibHeHX AaHuX Npo
cuctemy hapmakoHarnsagy (BBefeHHs y3arasibHeHNX
AaHux npo cuctemy chapmakoHarnsgy, 3miHa
yMOBHOBaXeHOT 0cobu, BignoBigansbHoOI 3a
3[jiCHEHHS1 hapMakoHara4y; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asiBHuKa ANns 34iCHEeHHS
hapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA Bif,
YNOBHOBaXEHOT 0cO6M, BiANOBIAaNbHOI 3a
3piicHeHHs hapmakoHarnsgy (Bkroyarun
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy. 3miHa
YNOBHOB&XEHOT 0CO6U 3asBHMKA, BigNOBigaIbHOI 3a
thapmakoHarnag,. ditoya pegakuis: Ckpunka Aptyp
CeprilioBuy. MponoHoBaHa pefakuis: Bucoubka
Onbra MNpuropiBHa. 3MiHa KOHTAKTHUX JaHWX
YMOBHOBaXEHOI 0C06YM 3asBHMKa, BigNoBifanbHOI 3a
hapmakoHarnag. 3miHa MicLe3Haxo4KeHHsA MacTep-
thaiina cuctemu chapmakoHarnsgy Ta moro Homepa.
3MiHa Micus 3AiliCHeHHS1 OCHOBHOI Aisi/TbHOCTI 3
hapmakoHarnsgy.

6e3
peyenma

UA/20649/01/01

36.

[NIOEH3A-

TabNeTkn, BKPUTI

CaHoBeslb

TypeyyunHa

CaHoBenb lnsy CaHai

TypeyynHa

BHECEHHS 3MiH 40 peecTpauiiHux martepiasiB: 3MiHu

3a

UA/12635/01/01
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
CAHOBE/b M/1iBKOBOIO Inauy CaHai Be Tumxapet A.LL. | Tuny - AgMiHiCTpaTVBHI 3MiHW. 3MiHa peyenmom
060/10HKOI0, N0 5 Mr; Be HaVimeHyBaHHs1 Ta/abo agpecu 3asaBHUKa (BNacHuka
no 14 tabnetok y Tuoxapet peecTpauiiHoro noceigyeHHs). 3MiHa agpecu
6nicTepi; no 1 A.LL. 3asBHUKa CaHoBenb Inay CaHai Be TumkapeT A.LL.,
6nictepy y TypeuunHa
KapTOHHI Kopobui 3
MapKyBaHHSAM
YKpaiHCbKOK Ta
aHrnicLKo
MOBamMm
37. | AOHOBIT- Tabnetku no 10 mMkr TOB YkpaiHa TOB “ACTPA®APM” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/18680/01/01
BC® no 30 TabneTok y "HaykoBo - | TMNy - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyernmom nionsieae
6nicTepi; no 3 BMPOGHUY HalilmeHyBaHHs Ta/abo agpecy MicLs NPOBaKEHHS
6nictepy B kOpO6Ui a thipma LisiNbHOCTI BUpO6OHMKa/iMnopTepa rotoBoro
Akcomep NiKapcbKoro 3acoby, BKAOYaUX AifbHULi BUNYCKY
nrg" cepii abo micue NpoBefeHHS KOHTPOJTH SAKOCTI.
(OisnbHICTb, 3a Ky BiANOBiAaE BUPOOHUK/iMIopTep,
BK/IOUAI0UM BUMYCK CEPIlf).
3miHa agpecy Bupo6Huka M3 [JoHOBIT-BC®.
MicuesHaxokeHHs Ta BUpoOHUYI npouecy AiNbHULI
He 3MIHUANCh. 3MiHN BHECEHO B pO34iN
"Micue3HaxomKeHHs BUPOOHMKa Ta agpeca Micus
NPOBaKEHHS NOr0 Ais/IbHOCTI" B IHCTPYKL,ito Ans
MeJMNYHOro 3aCTOCYBaHHSA Ta K HACNIfOK - Y TEKCT
MapKyBaHHS! yNakoBKU MikapcbKoro 3acoby. 3MiHu |
TMny - AOMiHICTPaTVBHI 3MiHW. 3MiHa HaliMEHyBaHHS
Ta/abo agpecu 3asBHMKa (BacHWKa peectpaviiHoro
noceigyeHHs). 3MiHa agpecu 3asBHMKA. 3MiHM
BHECEHO Y po3ain "Micue3HaxomKeHHs 3asBHIKA" B
IHCTPYKL,il0 ANS MeANYHOro 3aCTOCYBaHHSA Ta 5K
HacnifokK - y TeKCT MapKyBaHHS ynakoBKu
NiKapcbKoro 3acofy.
38. | EKBEMECTA TabneTkun, BKpUTI Tosapuct Ykpaina Pewmegika Nimites, Kinp BHECEHHS 3MiH [0 peecTpaviiiHuX maTepianis: 3MiHu 3a He UA/19570/01/01
H-BICTA AC NAiBKOBOO BO 3 | TMny - AOMiHICTpaTVBHI 3MiHW. 3MiHa Ha3BK peyenmom | niosnsizae
060/10HKOI0, M0 25 06MmeXeHo nikapcbKoro 3acoby. 3mMiHY BHECEHO 00 Ha3Bu
mr; no 10 TabneTok 10 nikapcbkoro 3acoby. 3aTBepaxeHo: EkzemeBicTa
y 6nicTepi; no 3 Bignosiga (ExemeVista). 3anponoHoBaHo: Ek3emecTtaH-Bicta
6nictepu B nauui 3 NBHICTIO AC (Exemestane-Vista AC).
KapTOHY «BYCT BBefeHHs 3MiH NpoTarom 6-t1 MicAuiB nicns
DAPMA» 3aTBepaXeHHA
39. | ECKONAH- TabneTkn, BKPUTI CaHoBenb TypeuumHa CaHoBenb Insy CaHai TypeyunHa BHECEHHS 3MiH 40 peecTpauiiHux martepiasis: 3MiHK 3a UA/9680/01/02
CAHOBE/b NAiBKOBOO lnsy CaHai Be Tumpxapet A.LL. | TMNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peuyenmom
06010HKO0, Mo 20 Be HalimeHyBaHHs Ta/abo agpecu 3asBHUKa (BNacHuka
mr; no 10 TabneTok Tugxapet peecTpauinHOro Noceig4veHHs). 3miHa agpecun
y 6nicTepi; no 3 A.LL. 3asBHVKa CaHoBenb Inay CaHai Be TugxapeT A.LL.,

6nictepn y
KapPTOHHIn Kopobui

TypeyunHa
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
40. | ECKONAH- TabneTkun, BKpUTI CaHoBenb TypeuunHa CaHoBenb Inay CaHai TypeuunmHa | BHECEHHS 3MiH [0 peecTpavliiiHuX maTepiasnis: 3MiHu 3a UA/9680/01/03
CAHOBE/b NAiBKOBOO lnsay CaHai Be Tumpxapet A.LL. | TMNy - AgMiHICTpPaTUBHI 3MiHW. 3MiHa peuyenmom
060n0HKo0, N0 40 Be HalimeHyBaHHs Ta/abo agpecu 3asaBHUKa (BNacHuka
mr; no 10 TabneTok Tupxapet peecTpauiiHoro nocBig4eHHs). 3miHa agpecu
y 6nictepi; no 3 A.LL. 3asBHVKa CaHoBenb 1nay CaHai Be TugxapeT A.LL.,
6nictepn y TypeyunHa
KapPTOHHI KOpOOLii
41. | ECKONAH- TabneTku, BKPUTI CaHoBenb TypeyunHa CaHoBenb Inay Caxai TypeyunHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/9680/01/01
CAHOBE/1b nAiBKOBOO lnsy CaHai Be Tumxapet A.LL. | TMny - AgMiHICTPaTUBHI 3MiHW. 3MiHa peyernmom
obonoHkoto, no 10 BE HalilMeHyBaHHs Ta/abo agpecy 3asiBHMKa (B/lacHUKa
Mr; no 10 TabneTok Tuoxapet peecTpaLiiiHoro noceig4eHHst). 3miHa agpecu
y 6nicTepi; no 3 A.LL. 3asBHUKa CaHosesnb Inay Canxai Be TugkapeT A.LL.,
6nictepu y TypeuunHa
KapTOHHIli KopoobLi
42. | E®E3® TabneTkun, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3MiHu 3a He UA/19629/01/02
NAiBKOBOO "papmaue "bapmaueBThyHa | TNy - 3MiHK 3 AKoCTi. FOTOBWIA Nikapcbkunii 3acib. peyenmom | niosnsizae
060/10HKO10, M0 50 BTUYHA ipma "OapHuus” CT1abinbHiCTb. 3MiHa y TepMiHax npuaaTHocTi abo
mr, no 10 TabneTok hipma yMoBax 36epiraHHsi rOTOBOrO /1ikapCbKOro 3acoby
y 6nicTepi; no 3 "fapHuus” (36iNbLUEHHS TEPMiIHY NPUAATHOCTI FOTOBOrO
6nictepu B nauuj nikapcbkoro 3acoby) - [1ns Toprosoi ynakoBku
(nigTBEPAXYETLCA AaHMMW peasibHOro yacy) -
36ibLUEHHS TEPMiHY NPUAATHOCTI FOTOBOrO
NikapcbKoro 3acoby Ha OCHOBI NO3UTUBHUX
pe3ynbTaTiB AOBrOCTPOKOBUX AOCAIAXKEHD
CTabiNIbHOCTI Y peasibHOMY Yaci: 3aTBep/KeHO:
TepMmiH npugatHocTi 1,5 poky. 3anponoHOBaHo:
TepMmiH NpuAaTHOCTI 2 pokn. 3MiHN BHECEHO B
IHCTPYKUiO AN MeANYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3gin "TepMiH npuaaTHOCTI".
BBefeHHs 3MiH NpoTarom 6-t1 MicAuiB nicns
3aTBEPAKEHHS
43. | E®E3® TabneTku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpavyjiiiHux maTtepianis: 3MiHn 3a He UA/19629/01/01
NAiBKOBOIO "dbapmaue "®apmaueBTnyHa | TMNy - 3MiHK 3 AKOCTI. FOTOBWMIA NiKapCbKWiA 3aci6. peyenmom | nionsizae
060n0Hkot0, No 25 BTUYHA chipma "OapHuus” CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
Mmr, no 10 TabneTok hipma ymoBax 36epiraHHsi rOTOBOrO NikapCbKoro 3acoby
y 6nicTepi; no 3 "NapHuus” (36ibLUEHHS TEPMiIHY NPUAATHOCTI TOTOBOrO

6nicTepy B navi

nikapcbkoro 3acoby) - 151 TOproBoi ynakoBku
(nigTBEPAXYETLCA AaHUMK peasibHOro vacy) -
36i/IbLUEHHSI TEPMiHY NPMAATHOCTI FOTOBOMO
NiKapCcbKoro 3acoby Ha OCHOBI MO3UTUBHUX
pe3ynbTaTiB AOBrOCTPOKOBUX JOCAIAKEHD
CTabiNbHOCTI y peasibHOMY Yaci: 3aTBepaKeHo:
TepMiH npugatHocTi 1,5 poky. 3anponoHoBaHo:
TepMmiH NpuAAaTHOCTI 2 POKK. 3MiHN BHECEHO B
IHCTPYKUiO [N MeANYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3gin "TepMiH npugatHocTi".
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS
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Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

E®PMEPUH

MOPOLLIOK A71A
PO3YMHY ANS iH'EKLN
nolr, 1 cnakoH 3

MOPOLLKOM B KOpOOLi

AHaHTa
Megikeap
nrg.

Benuka
BpuTaHis

AHaHTa Megikeap
Nimitepn

IHais

BHECEHHS 3MiH O peecTpavjiiiHuX maTepiasis: 3MiHu
| TMNy - AgMIHICTPaTUBHI 3MiHW. BunyyeHHs
BMPOBHUYOI AiNbHUL (BKNOYAOUY AiNbHUL ANS
A®I, NPOMiXXHOro NPoAyKTy abo rotToBoro
NiKapcbKoro 3acoby, AiNbHUL AN NPOBEAEHHS
nakyBaHHs, BUPOOHYKa, BiANOBiAaIbHOTO 3a BUMYCK
cepiii, MmicLe NPoBeAEHHSI KOHTPOSIO cepii) abo
nocravasibH1Ka BUXigHOro martepiasny, peareHty abo
[OMOMDKHOT PEYOBUHY (SKLLIO 3a3HAYEHO Y [OCHE).
BunyyeHHss BUpO6HMYOT AinbHuui M3 "BeHyc
Pewmegic Nimiteq", IHAja; anTepHaTUBHO
AOinbHuUUeto 3annwaeTbea AHaHTa Megikeap flimites,
IHAiA. Y 3B'A3KY 3 BUTYYEHHSIM OAHOrO 3 BUPOOHUKIB
niKapcbKoro 3acoby, BUNYy4YeHO IHCTPYKLi0 Ans
Me[IMYHOro 3aCTOCYBaHHA Ta TEKCT MapKyBaHHsA
yNakoBKM NiKapCbKOro 3acoby A1 Lpboro BUPobHMKa
BBefeHHA 3MiH NpoTArom 3-x micsauiB nicns
3aTBEPKEHHS.

3a
peyenmom

He
nionsiecae

UA/16125/01/01

45,

E®MEPUH

MOPOLLIOK A7A
PO3UMHY ANS iH'EKLN
no 2r, 1 chnakoH 3

MOPOLLKOM B KOpOObLi

AHaHTa
Megpikeap
nrg.

Benuka
BpuTaHin

AHaHTa Megikeap
Nimitepn

IHais

BHECEHHS 3MiH 0 peecTpavjiiiHux maTepianis: 3MiHu
| TMNy - AQMIHICTPaTUBHI 3MiHW. BunyyeHHs
BMPOBHUYOI AiNbHUL (BKNOUAOUN AiNbHWL ANS
A®I, npomi>XHOro NPoAyKTy abo rotoBoro
NiKapcbKoro 3acoby, AiNbHUL 415 NPOBEAEHHS
nakyBaHHs, BUPOOHYKa, BignoBiAasIbHOTO 3a BUMYCK
cepiid, MmicLe NpoBeAEeHHSI KOHTPOSIO cepii) abo
nocravasibHMKa BUXigHOro martepiasny, peareHty abo
[OMOMDKHOT PEYOBMHY (SKLLIO 3a3HAYEHO Y AOCHE).
BunyyeHHs BUpOGHWYOT AinbHuui M3 "BeHyc
Pewmegic Nimiten", HAja; anTepHaTUBHOK
AinbHUUetlo 3annwaeTbea AHaHTa Megikeap flimites,
IHAiA. Y 3B'A3KY 3 BUTYYEHHSM OAHOr0 3 BUPOOHUKIB
niKapcbKoro 3acoby, BUNYYeHO IHCTPYKLi0 Ans
MeJMNYHOro 3aCTOCYBaHHS Ta TEKCT MapKyBaHHs
yNaKoBKM MikapCbKOro 3acoby A1 Lboro BUpobHMKa
BBefeHHA 3MiH NpoTArom 3-x MicsuiB nicns
3aTBEPKEHHS.

3a
peyenmom

He
nionsiecae

UA/16125/01/02

46.

IKCO)XXEBA®

PO34MH ANS iH'EKUi,
70 mr/mn; no 1,7 mn
(70 mr/mn) y
hnakoHi; no 1
hNakoHy B
KapTOHHIli KopoobLi

AMDKEH
€spona
B.B.

Higepnanaun

Brpo6HuK
Hepo3dgacoBaHoi
npoayKuii, nepBrHHe
nakyBaHHA: AMIKeH
MaHydekuypiHr
Nimiten, CLUA;
BTopuHHe nakyBaHHA
Ta BUNYyCK cepil:
AmmpkeH €spona b.B.,
Higepnanaun

CLUA/
HigepnaHan

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3MiHu
Il TMny - 3miHN Woao 6e3nekn/edheKkTUBHOCTI Ta
thapmakoHarnagy. IHwi 3MiHW, ki He BBIALLAW Y Leit
po3ain, AKi BK/IYaloTb NOAAHHA pe3ysbTaTiB
JocnifkeHb A0 KOMNETEHTHOro opraHy - 3miHun
BHECEHO [0 iHCTPYKLi 415 MegnyHoro
3acToCcyBaHHS /iKapcbKoro 3acoby Ao po3ainis
"®apmakonoriyHi BnactusocTi”, "Mo6ivHi peakuii”
L1040 pe3ynbTaTiB gocnigpkeHHs 20140114,
BBefeHHA 3MiH NpOTAroM 6 MicAuiB nicns
3aTBEPKEHHS.

3a
peyenmom

He
nionsieae

UA/15390/01/01

47.

IMOAIYM®

TabneTku, Lo

MakHin

AHrnis

BMPOBHMLTBO,

Benvka

BHECEHHS 3MiH 40 peecTpauiiHux martepiasiB: 3MiHu

6e3

UA/9831/02/01
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
EKCNPEC AVCrepryoTbes B MpopakTc NepBrHHE MakyBaHHSA BpuTanis/ | Tuny - 3miHK 3 skocTi. CepTudikat peyenma
POTOBI NOPOXHWHI, Nimitep Ta KOHTPO/1b AKOCTI PpaHuis BignosigHoCTI/TE-cepTudpikart BignosigHocCTi
no 2 Mmrno 6 rOTOBOrO MPOAYKTY: €Bponelicbkiin hapmakonei/MoHorpadii. MogaHHsA
Tabnetok y 6nictepi; KaTtaneHT FOK HOBOro ab0 OHOB/IEHOTO cepTudlikaTa BifgnoBigHOCTI
no 1 6nictepy B CBiHAOH 3uaic ab0o BUYyYEHHS cepTudikaTta BignoBigHOCTI
KapTOHHIlA ynakoBL,i NimiTen, Benuka €Bponeiicbkiii hapmakonei: ans A®l; ans BUXigHOro
BputaHis; marepiany/peareHTy/npoMiKHOrO NMPOAYKTY, L0
BTopuHHa ynakoBka, BUKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
KOHTPO/Ib AKOCTI [OMNOMDKHOI peyoBMHYM (CepTuddikat BiANOBIAHOCTI
roTOBOrO NPOAYKTY, €Bponelicbkiin hapmakonei) - HoBuii cepTudikaT Big,
[03BiN Ha BUNYCK HOBOro BMPOG6HMKa (3aMiHa abo [JONOBHEHHS) -
cepii: IKHTN MogaHHs HOBOrO cepTudikaTa BignoBigHOCTI
KoHcblomep Xenc €sponelicbkin hapmakonei Ne RO-CEP 2021-341 -
(PpaHc) CAC, Rev 00 ana A®l nonepamiay rigpoxnopuay Big,
PpaHLin HOBOrO a/ibTepHATNBHO BUPOOHMKa Vasudha
Pharma Chem Limited, IHgis1.
48. | IM®PIH3I KOHLeHTpaT ans ACTPA3E Benuka BMPOBHULTBO Lseuis/ BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/18578/01/01
po3unHy Ans HEKA OK BputaHis nikapcbKoro 3acoby, CLUA/ | Tny - AgMiHicTpaTmBHi 3MiHW. 3MiHa Kogy ATX. peyenmom | nidsis2ae
iHdpy3ii, 50 mr/mm; 1 Nimiten BTOPUHHE NaKyBaHHs, HimeuunHa 3MiHN hapmakoTepaneBTUYHOT rpynu Ta kogy ATX

hnakoH (120 mr/2,4
MJ1) 3 Npo6Koto Ta
koBnaukom «flip-off»
Y KapTOHHili kopobLi
a6o 1 dhnakoH (500
mr/10 mn) 3
npo6koto Ta
koBnaukom «flip-off»
Y KapTOHHIi1 kopobui

BUNPOGYBaHHSA
KOHTPOJIHO0 SIKOCTI,
BMMYCK cepii
nNiKapcbKoro 3acoby:
AcTpa3eHeka Ab,
LLBeuist;

BMPOGHMLTBO
nikapcbKkoro 3acoby,
BTOPVHHE MaKyBaHHS:

KataneHT IHgiaHa,
NNC, CUWA,;

BUPOBHULTBO

NiKapcbKoro 3acooy,
KOHTPO/b SKOCTI
(TiNIbKM CTEPUNBHICTD i
€HO0TOKCUHW):
BeTTep ®apma-
depTturyH Nm6X ta Ko.

KI, HimeyuunHa;

BTOPVHHE MaKyBaHHS:
AcTpa3eHeka Ab,
LLBeuist;

KOHTPOb AKOCTI (3a
BUHATKOM
CTepWabHOCTI i
€HZI0TOKCUHY):

Bi4NOBIAHO A0 MXHapoAHOro knacugikatopa BOO3
(https://atcddd.fhi.no/atc_ddd_index/?
code=L01FF03).
3aTBEPMXEHO: AHTMHEONNACTUYHI 3acobu,
MOHOKNOH&a/TbHI aHTuTINa. Kog ATX LO1X C28.
3anponoHOBaHO: AHTUHEONNACTUYHI 3ac06u,
MOHOK/IOH&J/TbHI aHTUTINA Ta KOH'toraty aHTuTin 3
nikapcbknummn 3acobamu. IHribitopm PD-1/ PD-L1
(6inok nporpaMoBaHoi KNiTUHHOI 3arnbeni 1/niraHg
3arnbeni 1). Kog ATX LO1F FO3. BBegeHHS 3MiH
NPOTAroM 6-T1 MIiCALIB MiC/A 3aTBEPMKEHHS. 3MiHM
Il TNy - 3MiHW Woao 6e3nekn/edeKTMBHOCTI Ta
dhapmakoHarnsgy. 3MiHn y TepaneBTUHHUX
nokasaHHsX (4o4aBaHHA HOBOro TepaneBTUYHOro
nokasaHHs abo 3MiHa y 3aTBEp)KEHOMY NMOKa3aHHi).
3MiHM BHEeCeHO A0 IHCTPpyKUii AN MeguyHoro
3acTOCyBaHHS MikapCbKoro 3acoby Ao po3giny
"Moka3aHHS" (O4aHO NOKa3aHHS:
Henpi6HOKNITUHHWIA pak nereHb pe3ekTabenbHuit), a
TakoX K HaCcNigoK A0 po3giniB "®apmakonoriyHi
BnacTuBocTi", "Cnocib 3acTocyBaHHsA Ta 4o3n",
"Mo6iuHI peakuii" BiANOBIAHO A0 MaTepianis
peecTpavuiiiHoro gocbe. BBeAEHHS1 3MiH NpoTArom 6-
TV MicsLiB nicns 3aTBepKeHHS. B Mexax 3miHun
Ha/laHO OHOBJIEHWIA NaH ynpaBAiHHA pU3nKamm,
Bepcis 11. Pestome nnaHy ynpasniHHA pusnkamu
[OAAETLCA.
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
AcTpa3eHeka
®apmacsroTukanc JIl,
CLUA
49. | IHBOJNIKC pPO34nH ans TosapucT YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/20691/01/01
iH'eKuil/indpysil, 25 BO 3 06MEXEHO | TMny - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyernmom
Mr/Ma no 2 mny 06MeXeHo BigNoBiAa/IbHICTIO HalilMeHyBaHHs Ta/abo agpecy MicLs NPOBaMKEHHS
dhnakoHi; no 5 10 thipma "HoBodapm- LisNbHOCTI BUpo6OHMKa (BK/THOYaKouu, 3a
hNakoHiB y Bignosiga BiocuHTes" HEeOobXifHOCTI, MicLe NPOBEAEHHSI KOHTPOJIIO SIKOCTI),
KOHTYPHIi NbHICTHO abo BriacHuka macTep-gaiina Ha A®l, abo
YapyHKOBIl hipma nocravanbHuka Adl/BuxigHoro
ynakosLi; no 1 a6o 2 | "Hosodhap MaTepiany/peareHTy/MpoOMKHOIoO NPOAYKTY, WO
KOHTYPHI YapyHKOBI M- 3aCTOCOBYIOThCA Y BUPOO6HULTBI ADI (SKLLO
yrnaKkoBKW y navuj BiocuHTes 3a3Ha4YeHo y A0ChbE Ha NikapcbKuii 3acib) 3a
" BiICYTHOCTI cepTucpikata BiANoOBIAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[ocbke, abo BUPOOHMKA HOBOI LONOMIXHOI pe4OoBUHU
(AKLLLO 3a3HAYEHO Y A0CBE) - 3MiHa HallMeHyBaHHS
BMpo6HUKa APl fekckeTonpodeHy TpomeTamorsy 3
Saurav Chemicals Limited, IHajis Ha SCL
Lifesciences Limited, IHgjis. MicLe3HaxomkeHHS
BMPOGHULITBA HEe 3MiHUIOCh. TepMiH BBEEHHS 3MiH
- MPOTAroM 6 MicsAUIB Nic/1a 3aTBEPKEHHS.
50. | IHFTANINT-H cnpeii gns poToBOi TOB Ykpaina TOB "Mikpochapm" YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3MiHu 6e3 UA/0938/01/01
NMOPOXHWUHW; No 30 1 "Mikpodcpa | TNy - 3MiHK 3 AkocTi. A®I. CTabinbHicTb. 3miHa peyenma
y 6a10oHi; no 1 pm" nepiogy NoBTOPHMX BUNpo6yBaHb/nepiosy
6aoHy 3 36epiraHHa abo ymMoB 36epiraHHa AdI (3a
posnunioBavem Ta BiICYTHOCTI Y 3aTBep)KEHOMY A0CbE cepTudikara
3aXUCHUM BiANOBIAHOCTI EBponeiickkili hapmakonei, Lo
KOBMAa4koM y nauuj 3 BK/1tOYAE Nepiof NOBTOPHOr0 BUNPOGYBaHHS)
KapToHy (nepios noBTOpPHOro BUNpo6yBaHHA/Nepios
36epiraHHs) - 36inbLUeHHA abo BBeAEHHN nepioay
NOBTOPHOro BUNpobyBaHHsA/nepiody 36epiraHHs Ha
OCHOBI pe3y/ibTaTiB AOC/iIKeHb Y peasibHOMY 4aci -
36inbLUEHHS nepioy nepekoHTpono AdI
Cynbhatiazon Hatpito rekcarigpaT BupobHuka TOB
«®APMXIM», WO NiATBEPLKEHO [OCNIIKEHHAM 3i
cTabinbHOCTI y peanbHOMyY Yaci. [litoua pefakuis:
Mepiog nepekoHTponto AP Cynbhatiason HaTpito
rekcarigpar 18 micsauis MNponoHoBaHa pefakuis:
Mepiog nepekoHTponto A®I CynbaTiazon HaTpio
rekcarigpat 36 micauis
51. | IHPAHPUKC cycneHsisa gns "nakcoCmi Benuka "nakcoCmiTKnsiiH ®paHuia/ BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 3a UA/15120/01/01
KOMBIHOBA iH'eKUil; cycneHsis TKNsiiH BpuTaHia Bionopxikans, Benbris TexHiuHa nomuska (3rigHo Hakasy MO3 Big peyernmom
HA ANs iH'ekuin no 1 EkcnopTt dpaHuis, 23.07.2015 Ne 460). BunpaBneHHs1 TEXHIYHOT
BAKUUHA no3i (0,5 mn)y Nimitepn (PopmyBaHHS, nomusiky B MKA /13, gonyuieHoi nig yac 3MiH Woa0
ansa nonepeaHLo HanoBHEHHS B BHECEHHS iHdopMalLlii LoA0 BCiX BUPOOHUYMX
MPODINAKT 3anoBHEHOMY nonepegHsL0 AinbHUUb MIBIT Ta ix ddyHKUT 3rigHo iHhopmauii B
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
KN wnpui Ne 1y HarnoBHeHiI LnpuLi, 3apeecTpoBaHOMY A0ChE, SKi Byny 3aTBEPAXKEHI
OUNDTEPII, KOMNIEKTi 3 OAHiEr0 MapKyBaHHA Ta Hakasom MO3 YkpaiHu Ne 964 Big 12.06.2025 poky,
NMPABLA, abo gsoma ronkamu; nakyBaHHs, KOHTPO/1b a came — BUyYeHHs, MOMU/IKOBO 3a3HayeHoro,
KALLTHIOKY no 1 nonepegHbLO AKOCTI); BMPOGHMKa CMIiTKnAlH Bivem ®apma Mv6X yHA Ko.
ALENONAP HanoBHEHOMY nakcoCmiTKnsiiH K, HimeuyunHa i3 peecTpauiiHnx matepianis.
HA LUINpUL Y KOMMNEKTI Bionogxikans C.A., 3a3HayeHe BUMNpaB/IEHHA BifMNoBifae apxiBHUM
OYMNLLEHA 3 ofHiel0 abo ABOMa Benbria (HanoBHeHHs marepianam peecTpauiiHoro fOCbe.
IHAKTUIBOBA | ronkamu y B rnonepeaHLo
HA PIAKA na1acTUKOBOMY HarnoBHEHi LLNpuL,
KOHTeliHepi; no 1 MapKyBaHHs Ta
nnacTyKoBOMy nakyBaHHS, KOHTPO b
KOHTEliHepy B SIKOCTI);
KapTOHHIl KopoobLi "nakcoCmiTKnsiiH
Bionogxikans C.A.,
Benbria (KoHTponb
AKOCTI, BUMYCK cepii)
52. | KONTIOMAK® | po3uuH HalKipHWi AJNIEKC®A | CnonyueHe MegiHdap MopTyranis BHECEHHS 3MiH [0 peecTpavliiiHuX maTepiasis: 3MiHu bes UA/17397/01/01
M 167,0 mr/r no 10 mn PM MBX | KoponiscTeBo MaHydhakTypiHr C.A. | Tuny - 3miHn Wopao 6e3nekn/edreKTMBHOCTI Ta peyenma
y thnakoHi, no 1 nTa thapmakoHarnagy. BeegeHHs abo 3miHu fo
dhnakoHy y y3araslbHeHVX faHux Npo cuctemy papmakoHarnsgy
KapTOHHIli Kopoobui (BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
thapmakoHarnsgy, 3MiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOT 32 34iNCHEHHSA hapMakoHarnsgy;
KOHTaKTHOI 0cobu 3 (hapMakoHarnAgy 3asBHuKa gns
3pjiicHeHHs1 hapMakoHarnsay B YkpaiHi, SKLWO0 BoHa
BiIMiHHa Bif, YNOBHOB&XEHOI 0CO6U, BiANOBIAAUTbHOI
3a 3AjicHeHHs hapMakoHaraay (BkIyatum
KOHTaKTHi flaHi) Ta/abo 3MiHM Yy PO3MiLLLEeHHI macTep-
thaiina cuctemmn thapmakoHarnsgy). 3miHa
yMOBHOBaXeHOT 0cobw, BignoBiganbHoOT 3a
3[iiCHEeHHs1 chapmakoHarnaay.
[itoua pepaxuin: BonowwnHa AHacTacis AHaTtoniiBHa.
MponoHoBaHa pepakuis: AneiiHuk CeiTnaHa
NeoHigiBHa. 3MiHa KOHTAKTHUX AaHUX
YNOBHOBaXXEHOT 0CO6MU, BigNOBigaNbHOI 3a
3pificHeHHs hapMakoHarsgy. 3miHa
MicLie3HaxoKeHHs MacTep-thaiina cuctemu
hapmakoHarnsgy Ta oro Homepa. 3miHa micus
3/1iiCHEHHS! OCHOBHOI AisiNIbHOCTI 3 ddapMakoHarnsay
53. | KOPAIMPA3 TabneTkun, BKpUTI TOB YkpaiHa BMPOGHMLTBO 3a Xopsaris BHECEHHS 3MiH [0 peecTpavljiiiHnux maTtepianis: 3MiHu 3a UA/19992/01/01
N/1iBKOBOIO «TeBa NMOBHVM LK/TOM: | Tvny - 3MiHK 3 AkocTi. A®I. CTabinbHicTb. 3miHa peyenmom
060n0HKot0, N0 5 Mr, YkpaiHa» MNIBA XpBartcka nepiofdy NOBTOPHKX BUNPOGYBaHb/Mepiogy

no 10 TabneTtok y
6nictepi, no 3 abo 9
6nicTepiB y
KapTOHHIli KopooLi

[.0.0., XopBaris;
KOHTpONb cepii (MeToq
PeHTreHiscbkoi
ondopaxuii ):MNIBA
XpBarcka f.0.0.,

36epiraHHs abo ymoB 36epiraHHa AdI (3a
BiACYTHOCTI Y 3aTBEpKEHOMY [0ChE cepTudikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei, LWwo
BK/IIOYAE Nepios, NOBTOPHOTO BUNPOBYBaHHS)
(nepiof noBTOPHOro BUNpobyBaHHA/Nepios
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

XopBarTis

36epiraHHs) - 3MeHLLEHHS - CKOPOYeHHs nepioay
NOBTOPHOIo BUNPOOYBaHHA/TepMiHy 36epiraHHs Ans
MiKpoHi3oBaHoro A®| 3 48 micsauis A0 24 micsAyis -
3MiHn | TUny - 3MiHn 3 axkocTi. A®l. BUpo6HMUTBO.
3MiHa BUpo6BHMKa BMXiAHOrO/NPOMIXXHOIro
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYIOTLCH Y
BMpPOGHMYOMY npoueci A®I, abo 3MiHa BUPOGHUKaA
(BKOYatoum, ae HeobXiAHO, MicLe NPOBeAEeHHS
KOHTponto skocTi) APl (3a BigCyTHOCTI cepTuddikata
BiANOBIAHOCTI €Bponeiickbkili hapmakonei y
3aTBEpAKEHOMY [0Cbe)(BBEAEHHSA HOBOT AiNbHULL,
[le 34iiCHI0ETLCA MIKPOHi3aLis) - BnpoBakeHHs
HOBOI AinbHULI MikpoHisauii A®l PLIVA Croatia Ltd.
TAPI Croatia Production SM Prudnicka cesta 54
10291 Prigorje Brdovecko, Croatia - 3MiHu | Tuny -
3MmiHu 3 gKocTi. A®l. BUpo6HULTBO. 3MiHW B NpOLIECi
BMPOGHMLTBA AD| (He3HAYHA 3MiHa Y 3aKpuUTili
YyacTuHi macTep-ghaiina Ha A®l) - HesHauHa 3MmiHa
3aKpMTOI YacTUHM OCHOBHOrO dhaiiny ASMF gitouoi
peyoBuHM, a came: OHOBNeHwit po3gin 3.2.S.2.2
Onuc BUPOBGHMYOro nNpoLecy Ta Aoro KOHTPO —
OHOBJIEHO [/1A HafaHHS iHhopMmaL,ii Nnpo npouec
MiKpOHi3aLii Ha OCHOBI 3anuTy Bif YNOBHOBaXXKEHOro
opraHy €C. OHoBieHUiA po3ain 3.2.5.2.3 KoHTposb
Marepianis — pefakuifiHe OHOB/EHHS - 3MiHu | TUny
- 3MiHM 3 AkocTi. AP, (iHLWi 3MiHK) - OHOBNEHHSA
ASMF 3 Bepcii DSDossier000799/4 (nuctonag 2021
p.) Ha Bepcito DSDossier000799/5 (ntotunin 2024 p.)

54.

KOPAIMPA3

TabneTku, BKPUTI
N/1iBKOBOIO
obonoHkoto, no 10
Mr, no 10 TabneTok
y 6nictepi, no 3 abo
9 6nicTepiB y
KapTOHHIlA KopooLi

TOB
«TeBa
YkpaiHa»

YkpaiHa

BUPOBHULTBO 3a
MOBHWM LMK/IOM:
MAIBA XpBartcka
[.0.0., XopBaris;
KOHTPONb cepii (MeToq
PeHTreniscbKol
ondopaxkuii ):MNIBA
XpBarcka f.0.0.,
XopBaTis

Xopsaris

BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3MiHu
| Tvny - 3miHK 3 AkocTi. A®I. CTabinbHicTb. 3miHa
nepiofly NoBTOpHWX BMNPOGyBaHb/nepiogy
36epiraHHs abo ymoB 36epiraHHa AdI (3a
BiACYTHOCTI Y 3aTBEpPAKEHOMY [0ChE cepTudikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei, wo
BK/IIOYAE Nepios, NOBTOPHOrO BUNPOBYBaHHS)
(nepiog noBTOpPHOro BUNpPobyBaHHA/NEpPIoA
36epiraHHs) - 3MeHLLEHHS - CKOPOYeHHs nepioay
NOBTOPHOIO BUNPOOYBaHHA/TepMiHy 36epiraHHs Ans
MiKpoHi3oBaHoro A®| 3 48 micsauis A0 24 micAyis -
3MiHn | TUny - 3MiHn 3 axkocTi. A®l. BUpo6HMUTBO.
3MiHa BUpO6HMKa BMXiAHOrO/NPOMIXXHOrO
NpoayKTy/peareHTy, Lo BUKOPUCTOBYIOTbLCS Y
BMpPOGHMYOMY npoueci A®I, abo 3MiHa BUPOGHUKa
(BKOYatoum, ae HeobXiAHO, MicLe NPOBeAEHHS
KOHTpOonto sikocTi) APl (3a BigcyTHOCTI cepTudiikata
BiANOBIAHOCTI €Bponeiickkili hapmakonei y
3aTBEPAKEHOMY [0CbE)(BBEAEHHS HOBOT AiNbHULL,
[e 30iNCHIETbCA MIKPOHi3aLis) - BnpoBagpkeHHs

3a
peyenmom

UA/19992/01/02
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
HOBOI AinbHULI MikpoHisauii A®l PLIVA Croatia Ltd.
TAPI Croatia Production SM Prudnicka cesta 54
10291 Prigorje Brdovecko, Croatia - 3MiHu | Tuny -
3MmiHu 3 sKocTi. A®l. BUpo6HMLTBO. 3MiHW B NpOLIECI
BMPOGHMLTBA AD| (HE3HAYHA 3MiHa Y 3aKpuUTili
YyacTuHi macTep-ghaiina Ha A®l) - HesHauHa 3MmiHa
3aKpMTOI YacTUHM OCHOBHOrO dhaiiny ASMF gitouoi
peyoBuHM, a came: OHOBNeHwit po3gin 3.2.S.2.2
Onuc BUPOBGHMYOro nNpoLecy Ta Aoro KOHTPO —
OHOBJIEHO [/18 HaJaHHS iHchopMmaL,ii Npo npouec
MiKPOHi3aLii Ha OCHOBI 3anuTy Bif YNOBHOBaXXKEHOro
opraHy €C. OHoBeHUiA po3ain 3.2.5.2.3 KoHTposb
Marepianis — pefakuifiHe OHOBMEHHS - 3MiHu | TUny
- 3MiHM 3 AkocTi. AP, (iHLWi 3MiHK) - OHOBNEHHSA
ASMF 3 Bepcii DSDossier000799/4 (nuctonag 2021
p.) Ha Bepcito DSDossier000799/5 (ntotunin 2024 p.)
55. | KOPUH®AP® | Tabnetku TOB YkpaiHa [o3Bin Ha BMNyck HimeuunHa/ | BHeCEHHSI 3MiH 0 peecTpaLiiiHux maTepianis: 3MiHK 3a UA/9902/01/01
YHO 40 MPOJIOHroBaHOI fji «TeBa cepii: Mepkne M'méX, ManbTa/ | Tuny - 3MiHM Woao 6e3nekn/edeKTMBHOCTI Ta peyenmom
no 40 mr no 10 YkpaiHa» HimeyuunHa; LLiBeriuapis/ hapmakoHarnsgy (iHwi 3MiHn) - OHOBNEHO TEKCT
Tabnetok y 6nictepi; Bupo6HULTBO PpaHuin MapKyBaHHS NepBuHHOI (3, 4, 5, 6) Ta BTOPUHHOT (.
no 2 abo no 5, abo Hepo3gracoBaHoi 11, 12, 17) ynakoBKmM NikapCbKoro 3acoby, BUTy4EHO
no 10 6nicTepiB y npoaykuii, nepBnHHa TUTY/IbHY CTOPIHKY [0 TEKCTY MapKyBaHHs Ta
KopooLi Ta BTOPUHHA BHECEHO He3HauHi pefakLuiiiHi NpaBKX B iHLUI MYHKTA
ynakoBKa, KOHTPO/1b TEKCTYy MapKyBaHHs yNakoBKM NiKapCbKoro 3acoby.
cepii: 3irdopig ManbTa BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
nra., ManeTa; 3aTBEPKEHHS.
KoHTponb cepii:
3irdpig N174,
LLIBeiiuapisi; KoHTposib
cepii (Tinbkn
MikpobionoriyHe
TEeCTYBaHHS):
ConBiac ®paHc,
PpaHuis
56. | KOPIMPEH TabneTku, BKPUTI Pekoppaarti Ipnangis Pekopparti IHgacTpia ITanis BHECEHHS 3MiH [J0 peecTpaLiiiHnx maTepianis: 3MiHu 3a UA/11927/01/01
ioMr/aomMr NAiBKOBOO Ainenpg, Ximika e | TMny - 3MiHKn Wopao 6e3nekn/etheKTUBHOCTI Ta peyenmom
o6onoHkoto, 10 nrp, dapmacesTika C.n.A. hapmakoHarnagy (iHwi 3MiHn) - BHECEHO 3MiHM Y M.
mr/10 mr no 14 16 TeKCTy MapKyBaHHSA BTOPUHHOI YNaKoBKu
TabneTtok y 6nictepi; NiKapcbKoro 3acoby LWoao wpudta bpaiins, a Takox
nol, 2 a6bo 4 BiJKOPUroBaHO TEKCT MapKyBaHHS NMepBUHHOT
6nictepn y ynakoBKU BiAMNOBiAHO A0 Joaatky 22 Mopsaky
KapTOHHI kopobLyi
57. | KOPINPEH TabneTku, BKpUTI Pekoppaarti IpnaHgis Pekopparti IHgacTpia ITanis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3MiHu 3a UA/11927/01/02
20Mr/iomr nAiBKOBOO AineHp, Ximika e | TMny - 3MiHK Woao 6e3nekn/eheKTUBHOCTI Ta peyernmom
060/10HKO0, 20 nTtp, dapmacesTika C.M.A. hapmakoHarnsgy (iHwi 3MiHn) - BHECEHO 3MiHM y M.

mr/10 mr no 14
TabneTtok y 6nictepi,
nol, 2a6o4

16 TeKCTy MapKyBaHHA BTOPUHHOI YNaKoBKu
nikapcbKoro 3acoby Wwoao wpudTa Bpaiins, a Takox
BiJKOPMrOBaHO TEKCT MapKyBaHHS NepBUHHOT
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
6nictepu y ynakoBKu BignosigHo fo foaaTky 22 Mopsaky
KapTOHHII KopobLyi
58. | KOPIMPEH TabneTkun, BKpUTI Pekopgari IpnaHgis Pekopgarti IngacTpia ITanis BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3MiHu 3a UA/11927/01/03
20Mr/2omMr NNiBKOBOIO AineHpg, Ximika e | Tuny - 3miHK Wopao 6e3nekn/edreKTMBHOCTI Ta peyenmom
060/10HKO10, 20 nrp, dapmacesTika C.n.A. hapmakoHarnagy (iHwi 3MiHK) - BHeCEHO 3MiHW Y M.
mr/20 mr no 14 16 TeKkCTy MapKyBaHHA BTOPVWHHOI YNakoBKu
Tabnetok y 6nictepi; nikapcbkoro 3acoby woao wpudTa bpaiins, a Takox
no 2 abo 4 6nictepu BiJKOPUroBaHO TEKCT MapKyBaHHS NepBUHHOT
Y KapTOHHIi kopobui ynakoBKM BignosigHo ao flogaTky 22 Mopsaky
59. | KCUNOrAMA | Tabnetku no 10 wmr; Bbopsar HimeuunHa ApTesaH dapma 'M6X HimeyunHa BHECEHHS 3MiH IO peecTpaLjiiiHux maTepianis: 3MiHu 3a UA/6557/01/01
® no 10 TabneTtok y dapma i Ko. KI | TMNy - AQMIHICTPaTUBHI 3MiHW. BunyyeHHs peuenmom
6nicTepi; no 3 abo v6X i Ko. BMPOBHUYOI AiNbHUL (BKNOUAOUY AiNbHNLi ANS
no 5, abo no 10 K A®I, npomi>XHOro NpPoAyKTy abo rotoBoro
6nictepiB y NiKapcbKoro 3acoby, AinbHULL 415 NPOBEAEHHS
KapTOHHI Kopo6Lyi nakyBaHHs, BUPOGHYKa, BiANOBiAaIbHOTO 3a BUMYCK
cepiid, MicLe NpoBeAEHHSI KOHTPOSIO cepii) abo
noctavasibHMKa BUXigHOro martepiasny, peareHty abo
[LOMOMDKHOI PEYOBUHM (SIKLLO 3a3HAYEHO Y AOCLE) -
BunyyeHHs1 BUPOGHMYOI AinbHuLi AdI,
BignoBigasibHy 3a BUPOOHULTBO Kcmnamia, a came
Dishman Pharmaceuticals and Chemicals Limited,
IHAs, anbTepHaTUBHUM BUPOOHNKOM 3aNLLIAETHCS
Microsin SRL, PymyHis
60. | KCUMOrAMA | Ta6netku no 20 wmr; BbopBar HimeuunHa ApTesaH ®apma M'mM6X HimeuunHa BHECEHHS 3MiH 4,0 peecTpauiiHux matepiasis: 3MiHu 3a UA/6557/01/02
® no 10 Tabnetok y dapma i Ko. KI | TMNY - AOMIHICTPaTUBHI 3MiHW. BunyyeHHs peuyenmom
6nicTepi; no 3 abo M6X i Ko. BMPOBHUYOI AiNbHUL (BKNOYAOUN AiNbHULi ANs
no 5, abo no 10 KIr A®I, NPOMIXXHOTrO NPOAYKTY abo roToBOro
6nicTepiB y nNiKapcbKoro 3acoby, AiNbHUL AN NPOBEAEHHS
KapTOHHI Kopobuj nakyBaHHs, BUPOOHYKa, BiANOBiAaIbHOTO 3a BUMYCK
cepili, MicLe NPOBeAEHHST KOHTPOSO cepii) abo
noctavasibH1Ka BUXif4HOTO MaTepiany, peareHTy abo
[0MNOMDKHOT pEYOBUHY (SKLLIO 3a3HAYEHO Y AOCHE) -
BunyyeHHs1 BUPOOGHMYOI AinbHuui AdI,
BiANOBIAa/IbHY 3a BUpO6HULTBO Kcunamia, a came
Dishman Pharmaceuticals and Chemicals Limited,
IHAjs, anbTepHaTUBHUM BUPOOHNKOM 3a/INLLIAETLCS
Microsin SRL, PymyHis
61. | KCUMOrAMA | Tabnetku no 40 wmr; Bbopsar HimeyunHa ApTesaH ®apma M'm6X HimeyunHa BHECEHHS 3MiH [J0 peecTpaviiiHnx maTepianis: 3MiHK 3a UA/6557/01/03
® no 10 Tabnetok y dapma i Ko. Kl | TUny - AAMiHICTpaTVBHI 3MiHW. BunyyeHHs peyenmom
6nicTepi; no 3 abo v6X i Ko. BMPOBHUYOI AiNbHUL (BKNKOUAKUN AiNbHALI ANs
no 5, aéo no 10 Kl A®I, npomi>XHOro NPoAyKTy abo rotosoro

6nicTtepiB y
KapTOHHI Kopo6Lyi

NiKapCbKOro 3acoby, AibHUL AN NPOBEAEHHS
nakyBaHHs1, BUPOOHMKA, BifNOBiAaIbHOro 3a BUNYCK
cepiii, MicLie NPoBeAEHHSI KOHTPOIO cepii) abo
nocTavasibHvKa BUXIAHOro MaTepiasy, peareHTy abo
[LOMOMDKHOT PEYOBMHM (AKLLO 3a3HAYEHO Y [OCbE) -
BunyueHHsi BUPO6HMYOI finbHuLi AdI,
BignoBigasibHy 3a BUPOGHMUTBO Kcmnamia, a came
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
Dishman Pharmaceuticals and Chemicals Limited,
IHAjs, anbTepHaTUBHUM BUPOOHNKOM 3aMLLIAETLCA
Microsin SRL, PymyHis
62. | IASO/IBAH® | po3uuH gns TOB YkpaiHa IcTiTyTO AiEe AHxeni ITanisa BHECEHHS 3MiH 40 peecTpauiiiHux MmaTepiasiis: 6e3 UA/3430/06/01
iHransyii ta "Onenna C.p.n. TexHiYHa nomuska (3rigHo Hakasy MO3 Big peuyenma
nepopasnibHoro Xenckea 23.07.2015 Ne 460) BunpaBneHHs TEXHIYHNX
3acTocyBaHHs, 15 YkpaiHa" noMWnoK, 3rigHo n.2.4. po3giny VI Hakazy MO3
Mr/2 mn; no 100 mn Ykpainu Big 26.08.2005p. Ne 426 (y pegakuii Hakasy
y dhnakoHi 3 MO3 Ykpainu Big 23.07.2015 p Ne 460)
KpanesibHuLeto; no 1 BrinpaBneHHs TeXHIYHOT MOMUIIKU, NOB’A3aHO 3
hNakoHy y HeBIpHMM 3a3HauYeHHAM iH(hOpMaLlil Ha TUTY/IbHIi
KOMMEKTi 3 MipHUM cTopiHui MK4A. Aitova pegakuis - TA3O/IBAH®
KOBMa4koM B LASOLVAN® po3uuH ans iHransauii gna
KapTOHHI Kopo6Lyi nepopasibHOro 3acTocyBaHHs, 15 mr/2 mn, no 100
My donakoHi Nel. MponoHoBaHa pefakuis -
NNA30/IBAH® LASOLVAN® po3unH ANns iHransui
Ta NnepopasibHOro 3actocyBaHHs, 15 mMr/2 mn, no 100
My chriakoHi Nel. 3a3HaueHe BUNpaB/EHHS
BiANOBIAAaE AOKyMeHTALil BUPOGHYKa, Ska
npejcras/ieHa B apXiBHWX MaTepianax.
63. | TAMIKOH® renb1%nol15r AT YkpaiHa AT "®dapmak" YKpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3MiHu 6e3 nionsea UA/2714/04/01
AEPMIENb abo no 30 ry Ty6i; "®apmak” | TNy - 3MiHK 3 AKoCTi. FOTOBWIA Nikapcbkunii 3acib. peyenma €
no 1 1y6i y nauuyi CT1abinbHiCTb. 3MiHa y TepMiHax npuaaTHocTi abo
ymoBax 36epiraHHs roToBOro NikapCcbkoro 3acoby
(36iNbLUEHHS TEPMiIHY NPUAATHOCTI FOTOBOrO
nNiKapcbkoro 3acoby) - [1ns Toprosoi ynakoBku
(nigTBEPAXYETLCA AaHVMWN peasnibHOro yacy).
36iNbLUEHHS TEPMiHY NPUAATHOCTI JliKapCbKOro
3acoby 3 2 pokiB 0 3 pokiB, Ha NiAcTaBi NO3UTUBHUX
OaHuX fochimpkeHHs ctabinbHocTi 13, 3MiHn
BHeCeHi B po3gin "TepMiH NpuaaTHOCTI" B iIHCTPYKLi0
NS MeV4HOro 3aCTOCYBaHHSA /likapCbKoro 3acoby.
BBefeHHs 3MiH NpoTarom 6-t1 MicAuiB nicns
3aTBEPAKEHHSA
64. | TAHOTAH® T | Kpanni O4Hi, PO34nH AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3MiHu 3a UA/14936/01/01
no25mny "hapmak” | TMny - 3MiHu 3 AkocTi. CepTudpikat peyenmom

hnakoHi; no 1
thnakoHy y nauuij 3
KapTOHY

BignosigHocTI/TE-cepTudpikar signosigHocCTi
€sponelicbkili hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOB/IEHOro cepTucpikata BiANOBIAHOCTI
ab0 BUNYyYEHHS cepTudikaTta BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ana A®l; ana BuxigHoOro
MaTepiany/peareHTy/MpoMKHOTo NPOAYKTY, WO
BVIKOPWCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[0MNOMDKHOT peqoBuHK (cepTuddikaT BignoBifHOCTI
€Bponelicbkiii hapmakonei) - HoBuii cepTudikar Big
HOBOr0O BMPO6HUKa (3amiHa abo [LONOBHEHHS) -
noAaHHA HOBOro cepTtudikaTa BiANOBIAHOCTI
€Bponelicbkiii hapmakonei CEP 2010-084 - Rev 03
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsi0OYeHHs

Ans gitoyoi peyosmHy Timolol maleate Big HoBoro
Bupo6HMka CENTAUR PHARMACEUTICALS
PRIVATE LIMITED (gonoBHeHHs1). 3MiHu | Tuny -
3miHu 3 sKocTi. CepTudpikat BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
thapmakonei/moHorpadii. 3mMiHu, nos'a3aHi 3
HeOoOXiJHICTIO NpUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii dY abo EBponeiicbkoi chapmakoner,
abo iHWoi HauioHanbHOI hapmakonei fgepxasu €C
(iHWWi 3MiHW) - LONOBHEHHS cneuudikauil 4N Ajtoyoi
peyoBuHM Timolol maleate anst HOBOro BUPO6GHUKa
CENTAUR PHARMACEUTICALS PRIVATE
LIMITED HOBMM MOKa3HWKOM SIKOCTi «3a/ILLKOBI
KiNIbKOCTi OpraHiyHNX pO34YMHHUKIB AUXI0pMeTaH —He
6inbLie 5800 ppm (0/05 %)» 3 BigNOBIAHUM
METOA0M BUNPObyBaHHA (APY*Ed* | 2.2.28, 2.2.46).

65.

NEBOMAK
B/IB

PO34unH ANs iHgys3il
500 mr/100 mn; no
100 My KOHTelHepi
3 NoniBiHIIX10pUaY;
no 1 KoHTeliHepy B
nonieTneHoBoOMy
nakeTi B KAPTOHHIl
Kopobu,i

Makneopc
dapmacb
toTuKanc
Nimitepn

IHais

[ovipHe nignpremcTso
"papmaTtpeing"

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3MiHM Woao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpOTKiil xapakTepucTumui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLU|ii 415 MeAMYHOro 3acTOCyBaHHSA Ha nigcrasi
perynsipHo OHOBJIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nexu
3acToCyBaHHSA NikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbtar
OL|iHKM 3BITY 3 AOC/IAKEHb, NPpOBEeAEHUX BIAMNOBIAHO
[0 nnaHy negiatpnyHunx gocnigpkers (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHNM YNOBHOBaXKEHNM
opraHom). 3MiHX BHECEHO [0 iHCTPYKUiT ons
MEeANYHOro 3acToCyBaHHSA NikapcbKoro 3acoby y
po3ginu "OcobnnBOCTI 3aCTOCYBaHHSA",
"MepeposyBaHHA", "M06IYHI peakuil™ BigNOBIAHO A0
OHOBJIEHOI iHGhopMaLii 3 6e3MeKn Ailo40i PevyoBUHN.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPKEHHS. 3MiHM | TUNy - 3MiHK WoA0
6e3nekn/edhekTUBHOCTI Ta thapmakoHarnsgy. 3miHa
Y KOPOTKili XapakTepucTuL, NlikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLiT 415 MegnyHoro
3acToCcyBaHHA Ha nigcTasi perynspHo
OHOBJ/IHOBAHOTO 3BIiTY 3 6e3nekn NikapcbKoro 3acoby,
a60 focnigxeHb 3 6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B nicnspeecTpaviiiHnii nepiog,
ab0 Sk pe3y/ibTar OLiHKM 3BTy 3 AOCNIOKEHb,
npoBeAeHnX BiANOBIAHO A0 NnaHy neaiaTpuydHmnx
pocnigkens (PIP) (3MiHy y3rogxeHo 3
KOMNETEHTHUM YNOBHOBAXEHVUM OpraHom). 3MiHu
BHECEHO [0 iHCTPYKLIiT 415 MeANYHOro
3aCTOCYBaHHS NiKapcbkoro 3acoby y po3ain "MobiyHi

3a
peyenmom

He
nionsieae

UA/13772/01/01
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1

peakuii" BiANOBIAHO 4O OHOBMEHOT iHGhopMmaL;i 3
6e3nekun 4ityoi pevyoBUHN.

BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHA. 3MiHK | TUNY - 3MiHW WoA0
6e3nekn/edeKkTMBHOCTI Ta thapmakoHarniagy. 3MiHu
Y KOPOTKili XapakTepucTuL,i flikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKL,ii 415 MeauyYHOro
3aCTOCYBaHHS reHepuYHNX/riopuaHux/6ionogioHMx
niKkapcbknx 3acobiB nic/1s BHECEHHS TiET camoi 3MiHN
Ha pechepeHTHWI Npenapart (3MiHa He noTpebye
HafaHHA XOAHVX HOBVX AOAATKOBUX AaHWX). SMiHN
BHECEHO [0 IHCTPYKLi 418 MegnyHoro
3acTOCyBaHHS NikapcbKoro 3acoby y po3gim
"papmakonoriyHi BnactusocTi”, "MokasaHHs",
"B3aemogis 3 iHWVMK nikapcbkumMn 3acobamu Ta
iHWIi BUAW B3aemogjii”, "OcobanBocCTi
3acToCcyBaHHSA", "3acTocyBaHHA y nepios BarirTHOCTi
abo rogyBaHHs rpyaar”, "3aaTHiCTb BNAMBATK Ha
LUBUAKICTb peakLii Npu KepyBaHHi aBTOTPaHCMOPTOM
abo iHWKYMK MexaHi3amamu”, "Crocib 3acTocyBaHHs
Ta posun", "MepenosysaHHsa", "Mo6GiYHI peakuii”,
"HecymicHicTb" BignoBigHO A0 iHdopmaLii Wwozao
MeAMYHOro 3acTocyBaHHA pedhepeHTHOro
nikapcbkoro 3acoby (Tavanic 5 mg/ml solution for

infusion).
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPKEHHS
66. | IEBOMNPO po3uunH ANns iHdysid, | ToBapucT YkpaiHa MpvBaTHE akLioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3MiHu 3a He UA/14730/01/01

500 mr/100 mn; no BO 3 TOBapucTBo "IHdy3ia" | TMny - 3MiHK Wwopao 6e3nekn/eheKTUBHOCTI Ta peuyenmom | nidssizae
100 mn a6o no 150 obmexeHo thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuui
My naswui; no 1 10 niKapcbKoro 3acoby, TEKCTI MapkyBaHHS Ta
NAAWL Y navui Bignosiga IHCTPYKLUiT 419 MeAMYHOro 3aCTOCYBaHHSA Ha nigcrasi

NBbHICTIO perynsipHO OHOB/OBAHOTO 3BiTYy 3 6e3neku

«EC nikapcbKoro 3acoby, abo gocnimkeHb 3 6esneku
DPAPMA» 3acTocyBaHHSA NikapcbKoro 3acoby B

nicnapeecTpaviinnii nepiog, abo Ak pesynbtat
OLiHKM 3BITY 3 AOC/ifKEHb, MPOBEAEHNX BiAMOBIAHO
00 nnaHy negiatpuyHux gocnimpxeHs (PIP) (3MiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM
opraHom) - 3MiHV BHECEHO A0 IHCTPYKUiT Ans
Me/IMYHOro 3aCTOCYBaHHS NiKapCbKoro 3acoby A0
po3giny "MobiuHi peakwii" BigNoBig4HO A0 OHOBNEHOI
iHhopMaUii woao 6e3mnekn 3acToCyBaHHS Aito4oi

PEeYOoBUHN.

67. | NE®NIOUMNH® | po3uunH ans iHdysii, TOB YkpaiHa TOB "lOpis-®apm"” YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHuX maTepianis: 3MiHu 3a He UA/8639/01/01
5 mr/mn; no 100 mn, "lOpis- | Tuny - 3miHn Wopao 6e3nekn/edreKTMBHOCTI Ta peyenmom | niosnsizae
a6o no 150 mny dapm” thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui

NASALWKAX CKNSAHNX NiKapCbKOro 3acoby, TEKCTi MapKyBaHHA Ta
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1

abo nonimepHux; nNo
1 nnAwui B Kopoobui
3 KAPTOHY

IHCTPYKLUii 415 MEeAMYHOro 3aCTOCYBaHHSA Ha nigcrasi
perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCYyBaHHS NiKapcbKoro 3acoby B
nicnsipeecTpauiiHnii nepiog, abo sk pesynbTart
OLIiHKM 3BITY 3 AOC/ifKEHb, MPOBEAEHNX BiAMNOBIAHO
[0 nnaHy negiatpuyHux gocnimpkeHs (PIP) (3miHy
Y3rO[KEHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM
opraHom) - 3MiHVM BHECEHO A0 iHCTPYKLii Ans
MeAMYHOro 3acTOCYBaHHA NikapCbKoro 3acoby Ao
po3ainis "Ocob/MBOCTI 3aCTOCYBaHHSA",
"Mepepo3ysaHHa" Ta "MobiuHi peakuii" Ta 4o
KOPOTKOT XapakTepucTVKM NikapCbKoro 3acoby [0
po3ginis "4.5 Ocob6Bi 3aCTepexeHHs Ta 3anobixHi
3axo4u npu 3actocyBaHHi", "4.10 Mepepo3yBaHHA"
Ta "4.9 MNo6iyHi peakujii" BiANOBIAHO A0 OHOBMEHOT
iHcbopMmaLii 3 6e3neku Aitoyoi pedyoBuHU. TepmiH
BBE/lEHHS 3MiH NpoTAroM 6 micauis nicns
3aTBEPMKEHHA. 3MiHN | TUNY - 3MiHW WoA0
6e3nekn/edheKTMBHOCTI Ta thapmakoHarniagy. 3miHa
Y KOPOTKili XapakTepucTuL,i flikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKL,ii 415 MeguyYHOro
3aCTOCYBaHHA Ha MifgcTaBi perynsipHo
OHOBJIIOBAHOrO 3BiTY 3 6€3NeKn NiKapcbKoro 3acooby,
abo gocnigpxeHb 3 6e3Mnekn 3acTocyBaHHS
nikapcbKoro 3acoby B nic/ispeecTpawiitHuii nepios,
ab0 K pe3ynbTar OLiHKM 3BITY 3 AOCNIMKEHD,
NpoBeAeHNX BiANOBIAHO A0 NAaHy nefiaTpUyuHmX
pocnipkeHs (PIP) (3MiHy y3rofxeHo 3
KOMMETEHTHUM YNOBHOBaXXEHVM OpraHoM) - 3MiHK
BHECEHO [0 iHCTPYKLIT 415 MeANYHOro
3acToCcyBaHHA NiKapcbKoro 3acoby A0 po3ainis
"Oco6nmBocTi 3acTocyBaHHA", "IM06iIuHI peakuii” Ta
[10 KOPOTKOT XapakTepucTUKn NikapcbKoro 3acoby [0
po3ginis "4.5 Ocob61Bi 3aCTepexeHHs Ta 3anobixkHi
3axoA4m npu 3acTtocyBaHHi", "4.9.M06iuHI peakuii”
BiAMNOBIAHO [0 OHOBMEHOI iHChopMaL,i 3 6e3nekn
Litoyoi pevyoBuHU. TepmiH BBefeHHs 3MiH NpoTArom
6-T1 MiCALIB MiCNA 3aTBEPHKEHHSA. 3MiHM | TNy -
3MmiHu Wwoao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpOTKill XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLUii 415 MEeAMYHOro 3aCTOCYBaHHS Ha nigcrasi
perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCYyBaHHS NiKapcbKoro 3acoby B
nicnsipeecTpauiiHnii nepiog, abo sk pesynbtart
OLIiHKM 3BIiTY 3 AOC/ifKEHb, MPOBEAEHNX BiAMNOBIAHO
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
[0 nnaHy negiatpuyHux gocnimpkeHs (PIP) (3miHy
Y3rO[KEHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM
opraHom) - 3MiHV BHECEHO A0 iHCTPYKLii A1
MeAMYHOro 3aCTOCYBaHHS /TiKapCbKoro 3acoby B
po3ain "Mo6iyHi peakuii™ Ta 4O KOPOTKOI
XapakTepucTuKKN nikapcbkoro 3acoby "4.9.MobivHi
peakuii" BiANOBIAHO 4O OHOBMEHOT iHGhopMmaL;i 3
6e3nekun ajto4voi pevyoBrHU. TepMiH BBegeHHS 3MiH
NpoTArom 6-T1 MicALIB NicNa 3aTBEPAKEHHS.
68. | MEBI1APonI KpucTaniyHmi AT YkpaiHa cTafis ouncTKM Ykpaina/ BHECEHHS 3MiH 0 peecTpavjiiiHux maTepiani: 3MiHu - UA/16380/01/01
H NoOpOLLOK "papmak” cybceTaHuil: AT KuTai Il Tuny - 3miHn 3 skocTi. APl BupobHuuTBO. 3MiHa
(cybeTaHuin) y "®apmak”, YkpaiHa; BMPOGHMKA BUXIAHOTO/MPOMIXXHOrO
MilLKax noABIAHNX BMPOGHWK CUPOBUHMU: npoayKTy/peareHTy, W0 BUKOPUCTOBYIOTLCS Y
nosnieTnIeHoBux TOB "L3iaHbCbka BUpo6HMYOMY npoueci A®I, a6o 3MmiHa BUPOGHMKA
ans MefMKO-XiMiYHa (Bkntovaroun, ae HeobxigHoO, MicLe NPoBeAEeHHS
thapmaueBTUYHOro KOMMaHis Xainwkoy", KOHTponto sikocTi) APl (3a BigcyTHOCTI cepTudiikata
3acTocyBaHHsA KuTalii; BUpo6HuMK BiANOBIAHOCTI EBponeiickkili hapmakonei y
CMPOBUHW: JIAOHIH 3aTBEPMAKEHOMY JOCbE)(iHLWi 3MiHW). BBEAEHHSA
Bowmeii a/IbTEPHATUBHOIO BUPOGHMKA CUPOBUHN
dapmacboTuKan mebrigponiny 1,5 - HadhTaneHcynboHaty Liaoning
TekHonopxi Ko., N1T4., Bomei Pharmaceutical Technology Co Ltd., Kutaii.
KuTaii
69. | MENbAEKC PO34MH ANS iH'eKLi MpusatHe Ykpaina MpvBaTHE akuioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepiasnis: 3MiHu 3a He UA/20105/01/01
100 mr/mn; no 5 mn akuioHepH TOBapuCTBO «lHAY3isx» | TNy - 3MiHK 3 AKoCTi. FOTOBWIA NikapcbkuWii 3acib. peyenmom | niosis2ae
y thnakoHax e CT1abinbHiCTb. 3MiHa y TepMiHax npuaaTHocTi abo
CKNSAHUX; Mo 5 TOBapucTB yMoBax 36epiraHHsi rOTOBOrO /1iKapCbKOro 3acoby
hNakoHiB y o] (36iNbLUEHHS TEPMiIHY NPUAATHOCTI FOTOBOrO
KOHTYPHIit "IHgy3ia" nikapcbkoro 3acoby) - [1ns Toprosoi ynakoBku
YapyHKOBIl (NiaTBEPOKYETHCA AAHUMU PEasIbHOTO Yacy)
ynakosLi; no 2 36ibLUEHHS TEPMiHY NPUAATHOCTI FOTOBOrO
KOHTYPHI YapyHKOBI NiKapcbKoro 3aco6y Ha OCHOBI MO3UTUBHUX
yMnakoBKU B mauLli pe3ynbTaTiB AOBrOCTPOKOBUX AOCAIAXKEHD
CTabiNIbHOCTI Y peasibHOMY Yaci: 3aTBep/KeHO:
TepMiH NpuaaTHOCTI 2 pokU. 3anponoHOBaHO:
TepMmiH NpuAaTHOCTI 3 POKW. 3MiHM BHECEHO B
IHCTPYKUiO AN MeANYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3gin "TepMiH npuaaTHOCTI".
BBefeHHs 3MiH NpoTarom 6-t1 MicAuiB nicns
3aTBEPAKEHHS.
70. | MIKAPAUCH Tabnetku, 80 Bepixrep HimeuunHa Bupo6HuuTBO, HimeuunHa/ | BHeceHHS 3MiH [0 peecTpayiiiHux maTepianis: 3MiHu 3a He UA/0465/01/02
NOCe® mr/12,5 mr; no 7 IHrenbxaw nepBrHHE Ta Ipeuis | TMny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI Ta peyenmom | nionsizae
Tabnetok y 6nictepi; M BTOPWHHE NakKyBaHHS, thapmakoHarnagy (iHwi 3miHu).
no 4 6nictepu y IHTepHeLw KOHTPO/Ib SAKOCTi Ta 3MiHV BHECEHO A0 IHCTpyKUii a8 MeguyHoro
KapTOHHI KOpOOLii HN TM6X BMNYCK Cepil: 3acTOCyBaHHS MikapCbKoro 3acoby Ao po3giny

BepiHrep IHrenbxaim
$apma MvbX i Ko. KT,
HimeuunHa

"3paTHICTb BNAMBATU Ha LWBWUAKICTb peakuii npu
KepyBaHHi aBTOTPaHCNOpPTOM abo iHWKMK
MexaHisamamu”. 3miHu | Tuny - 3MiHK Woao0
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

abo
BepiHrep IHrenbxaim
Xennac CuHrn
Membep C.A., Ipeuis

6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi
3MiHK). 3MiHWM BHECEHO A0 IHCTPYKUiT 415 MegnyHoro
3aCTOCyBaHHA NikapcbKoro 3acoby Ao po3ainis
"apmakoTepaneBTuyHa rpyna. Kog ATX"
(peparyBaHHs Ta yTOYHEHHS Nepeknagy TekcTy 6e3
hakTnyHOI 3MiHM Kogy ATX), "PapmMakonoriyHi
BNACTVBOCTI" (pefaryBaHHs Ta yTOUHEHHS
nepeknagy Tekcrty), "MNokasaHHA" (pefaryBaHHsA Ta
YTOUHEHHS nepeknagy TekcTy), "MpoTunokasaHHs",
"B3aemogis 3 iHWVMK nikapcbknMu 3acobamu Ta
iHWi BMAaW B3aemogiin", "OcobnmBocTi
3acTocyBaHHS", "3acToOCyBaHHSA y nepiog BarirTHOCTi
abo rofyBaHHA rpyaat” (pegarysaHHs Ta
YTOUYHEHHA nepeknagy Tekcty), "Oitn",
"MepeposysaHHa", "Mo6iyHI peakuii” BIANOBIAHO A0
OHOBJIEHOI iHChopMaLii LLoA0 6e3Mnekn 3acTocyBaHHS
Litounx peqyoBuH. Takox Ao po3giny "Mo6iyHi
peakui” (yTO4UHEeHHS nepeknagy TekcTy Ta
NOBIAOM/IEHHS MPO MiJ03PIOBaHI NOBIYHI peakwii)
BHECEHO iH(hopmaLio o0 BaXK/IMBOCTI 3BIiTYBaHHS
npo No6iyHi peakuii. 3miHu |l TMRYy - 3MiHN WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. 3miHm
Y KOPOTKili XapakTepucTuL NlikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKL,ii 415 MegnyHoro
3aCTOCYyBaHHSA Yy 3B'A3KY i3 HOBUMU AaHUMK 3 SKOCTI,
OOKNIHIYHUMMW, KNIHIYHUMW JaHUMU Ta AaHUMK 3
thapmakoHarnagy. 3MiHu BHeCEHO A0 IHCTpyKLii Ans
MeAMYHOro 3acTOCYBaHHA NikapCbKoro 3acoby Ao
po3ainis "®apmakooriyHi BNacTuBocCTi" Nigpo3ain
dapmakokiHeTuKa (pefaryBaHHs Ta YyTOYHEHHS
nepeknagy TekcTy), "lMpoTunokasaHHs", "B3aemogis
3 iHWKMK NikapcbkUMK 3acobamMu Ta iHLWi BUau
B3aemogiit”, "OcobmMBoCTi 3acTocyBaHHs", "Cnocio
3acTocyBaHHs Ta fo3u". 3minu |l Tuny - 3MiHN Wopao
6e3nekn/edeKkTMBHOCTI Ta thapmakoHarniagy. 3MiHu
Y KOPOTKili XapakTepucTuL,i SlikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKL,ii 415 MeguyYHOro
3aCTOCYBaHHS Y 3B'A3KY i3 HOBUMU AaHUMK 3 SKOCTI,
OOKMIHIYHUMM, KNIHIYHUMW JaHUMK Ta AaHuMu 3
thapmakoHarnsgy. 3MiH1 BHECEHO A0 IHCTpyKLii Ans
MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby Ao
po3sginy "Mo6iyHi peakuii”.

71.

MIKAPAMCI
NnoCce

Tabnetku, 80
mr/12,5 mr; no 7
TabneTtok y 6nictepi;
no 4 6nictepun y
KapTOHHIlA KopooLi

BepiHrep
IHrenbxai
M
IHTepHeLw
HN TM6X

HimeuunHa

Bupo6HMLTBO,
nepBuHHe Ta
BTOPUHHE NakyBaHHS,
KOHTPO/Ib AKOCTi Ta
BMNycK cepii: bepiHrep
IHrenbxanm ®apma

HimeuunHa/
Ipeuis

BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3MiHu
| TMny - 3MiHKn Wwopao 6e3nekn/etheKTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTumui
niKapcbKoro 3acoby, TEKCTI MapkyBaHHS Ta
IHCTPYKLUiT A9 MeAMYHOro 3aCTOCYBaHHSA Ha nigcrasi
perynsipHoO OHOBJ/IKOBAHOIO 3BIiTY 3 6e3nekn

3a
peyenmom

He
nionsiecae

UA/0465/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

v6X i Ko. K,
HimeyuunHa,
HimeyuunHa a6o
BepiHrep IHrenbxaim
Xennac CvHrn
Mewmb6ep C.A., Ipeuis

nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCYyBaHHS ikapcbKoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtart
OLiHKM 3BITYy 3 AOC/ifKEHb, MPOBEAEHNX BiAMOBIAHO
[0 nnaHy negiatpuyHux gocnigxeHs (PIP) (3MiHy
Y3rOPKEHO 3 KOMMETEHTHWUM YNOBHOBaXKEHUM
opraHoMm) - 3MiHV BHECEHO A0 iHCTPYKLii AN
MeAMYHOro 3acTOoCyBaHHA NikapCbKoro 3acoby B
po3ainu "OcobmMBOCTi 3acTocyBaHHS", "MoBIYHI
peakui" BiANOBIAHO 4O OHOBMEHOT iHGhopMmaL;i 3
6e3nekun Ail4voi pevyoBmHK

72.

MI®EHAKC®

Kancysv TBepai no
250 mr no 10 kancyn
y 6nictepi; no 3 abo
10 6nictepiB y
KOpoo6Li

TOB
"TeBa
YkpaiHa"

YkpaiHa

AT dapmaueBTUYHUI
3aBof TeBa

YropLmHa

BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepiasis: 3MiHu
| Tuny - 3miHn Wopao 6e3nekn/edreKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) - OHOB/IEHO TEKCT
MapKyBaHHA nepBuHHOI (M. 3, 4, 5, 6) Ta BTOPUHHOI
(n. 2, 12, 17) ynakoBku Jlikapcbkoro 3acoby,
BWTYYEHO TUTY/bHY CTOPIHKY A0 TEKCTY MapKyBaHHSA
Ta BHECEHO He3HauHi peAakuiliHi npaBku B iHLUI
MYHKTW TEKCTY MapKyBaHHS yNakoBKW NiKapCbKOro
3acoby. BBefieHHs 3MiH NpOTArom 6-Tv MicsLiB nicns
3aTBEPKEHHS.

3a
peyerimom

UA/11519/01/01

73.

HABOTA

MOPOLLIOK A7A
PO34MHY ANs1 iH'EKLi
no 100 oauHuupb; 1
h1aKoH Y KapTOHHIiA
nauui

TOB
"TOTICPA
PMA
reymn"

YkpaiHa

LeliBoH
dapmacbloTikan Ko.
nrg.

Kopes

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3MiHu
| TMNy - AgMiHICTPaTUBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecy MicLA NPOBaXEHHS
[iSIbHOCTI BUpPO6HUKa/iMnopTepa rotoBoro
NiKapcbkoro 3acoby, BKIOUYaoun AifbHULi BUNYCKY
cepii abo MicLe NpoBefeHHS KOHTPO/THO AKOCTI.
(misnbHICTb, 3a AKy BignoBigae BMpobHUK/imnopTep,
BK/IO4AK0UM BUMYCK CEpild).
3MiHa Ha3BM Ta agpecu BUpPOGHYKKa BiANOBIAaIbHOIO
3a NOBHWUIA LMK BUPOBHNLTBA, Y 3B'A3KY 3
npuBeAeHHAM [0 OHOBMIEHOro cepTudikata GMP
BUAaHOro Jepxnikcnyx60t0. 3MiHN BHECEHI B
IHCTPYKLUiO 419 MeANYHOT0 3acCTOCyBaHHSA
nikapcbKoro 3acoby y po3gin «MicLe3HaxomKeHHs
BMPOGHMKA Ta agpeca MicLs NPoBafXeHHs Moro
OiSANbHOCTI» 3 BIANOBIAHMM 3MiHAMW B TEKCTI
MapKyBaHHS yMakoBKMN IKAPCbKOro 3acooby.
BBefeHHs 3MiH NpoTarom 6-t1 MicAuiB nicns
3aTBepKeHHS. 3MiHN | Tuny - 3MiHK Woa0
6e3nekn/edpekTBHOCTI Ta thapmakoHariagy (iHLi
3MiHM). 3MiHV BHECEHI B TEKCT MapKyBaHHS
NepBUHHOT YNakoBKM NiKapcbKoro 3acoby y nyHkTH 5,
6 Ta BTOPVHHOT YNakoBKkM y NyHkTK 3, 11, 17.
BBefeHHs 3MiH NpoTarom 6-t1 MicAuiB nicns
3aTBepAKEHHSA

3a
peyenmom

He
nionsieae

UA/19266/01/01

74.

HEKCBIAAN
M

MOPOLLOK AN
MPUrOTYBaHHS

CaHodi
b.B.

HigepnaHngu

Brpo6HuLTBO
KIHLLeBOro NpPoAyKTYy

Ipnangis

BHECEHHS 3MiH [0 peecTpavljiiiHux maTtepianis: 3MiHu
| TMny - 3MiHKn Wopao 6e3nekn/epeKTUBHOCTI Ta

3a
peyenmom

UA/20679/01/01




57

Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
KOHLEeHTpaTy s (fill/finish), neperHHa thapmakoHarnagy (iHwi 3MiHu) - 3MiHM BHECEHO B
PO34KHyY Ans Ta BTOPVHHA TEKCT MapKyBaHHS1 BTOPUHHOT YNakoBKM MiKapCbKoro
iHcby3il, no 100 wmr; yrnakoBKa, 3aco6y y nyHkTn 11 Ta 12. BBeAeHHS 3MiH NpOTArom
Nel: no 100 mr MapKyBaHHs1, 6 micAuiB nicns 3aTBepmKEHHS
MOpPOLLKY AN KOHTPONb Ta BUMYCK
npuroTyBaHHA cepii: [pkeH3salim
KOHLEeHTpaTy s Ipnang, Nimiteq
PO34KHyY Ans
iHdpy3iil y chnakoHi;
no 1 dprakoHy B
KapTOHHIli KopoobLi
75. | HEOCUHYC® | cnipeit Ha3anbHWiA, TOB YkpaiHa BVMPOGHMLTBO, YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepiasis: 3MiHu 6e3 nionsza UA/19722/01/01
f[o3oBaHwii, 0,05 %, «BANAPTI nakyBaHHs, KOHTPO/Tb | Tuny - 3MiHK 3 AKoCTi. FOTOBWIA Nikapcbkunii 3acib. peyenma €
no 10 r y chnakoHi 3 H AKOCTI: 3MiHM Y BUPOOHULTBI. 3MiHa iMnopTepa/3aMiHu, LWo
po3nuaoBayem, rno DAPMA» ToBapucTBO 3 CTOCYHOTbCS BUMYCKY cepii Ta KOHTPO/IHO SKOCTI
1 dhnakoHy y nauui o6MexeHo roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
BiANOBiAA/IbHICTIO [oflaBaHHA BUPOOHMKA, L0 BiANOBILA€E 3a BBE3EHHS
"Mikpochapm”, Ta/abo Bunyck cepii) - He BrIovaroun
YkpaiHa KOHTPO/b/BMNPOGYBaHHS cepii. 3MiHa BUpObHUKa,
BUNYCK cepil: LLIO BIAMOBIAAE 3a BUMNYCK cepii FOTOBOro NiKapcbKoro
TOB "BANIAPTIH 3ac06y BHOCUTLCS Y 3B’A3KY 3 ONTMMI3aLi€to
DAPMA", npoueciB. 3MiH/ BHECEHO B iHCTPYKLj0 AnA
Ykpaina MeAMYHOro 3aCTOCYBaHHSA NikapCbKoro 3acoby y
po3ainu "BupobHuk", "MicLe3HaxomKeHHS
BMPOGHMKA Ta agpeca MicLs NpoBafXeHHs Moro
AOiSNbHOCTI" 3 BiANOBIAHMMMW 3MIHAMU B TEKCTI
MapKyBaHHS ynakoBOK. BBeieHHs 3MiH NpoTarom 6-
TV MicALiB nicna 3aTBepMkeHHs 3MiHu | Tuny - 3MiHN
oo 6e3sneku/edpekTMBHOCTI Ta hapmakoHarnsgy
(iHLWi 3MiHW). 3MiHW BHECEHO B TEKCT MapKyBaHHS
BTOPWHHOT YNakoBKW NiKapcbKoro 3acoby y nyHkTu 1,
11, 17 Ta B TEKCT MapKyBaHHA NEPBUHHOI YNaKoBKU
y NyHKTW 1, 5. BBEAEHHS 3MiH NPOTArom 6-T1 MicauiB
nicns 3aTBepKeHHs
76. | HE®OPOTEKT | po3uvH ans iHduysiii; | ®peseHiyc HimeuunHa ®pe3seHiyc Kabi ABCTpist BHECEHHS 3MiH [J0 peecTpaLiiiHnx maTepianis: 3MiHu 3a UA/10733/01/01
no 250 mn abo no Kabi ABcTpia T'M6X | Tuny - 3MiHK 3 AKOCTi. FOTOBMI Nikapcbknii 3aci6. peyenmom
500 M1y hN1akoHi; [Loiunang KOHTposb roToBoro fikapcbkoro 3acoby. 3mMiHa y
no 10 donakoHiB y 6X MeTofax BUNPO6YBaHHS rOTOBOTO J1iKapCbKOro
KapTOHHIli KopoobLi 3ac06y (He3HayHa 3MiHa y 3aTBepAKeHX meTodax
BMNpo6yBaHHS) - 3MiHM A0 meToay BEPX ans
KOHTPOJTH0 Noka3HuKa «KifbKicHe BU3HAUEHHS
umknoraiumn-L-tposuHy (CGT)».
77. | HIKCAP® Tabnetku no 20 wr; MeHapiHi Tokcembypr Brpo6HMLUTBO “in Icnanis/ BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3MiHu 6e3 UA/13866/01/01
no 10 TabneTtok y IHTepHeLw bulk”, nakyBaHHs, HimeyunHa/ | TMny - 3MiHK Woao 6e3nekn/eheKTUBHOCTI Ta peyenma
6nictepi; no 1 abo OHau1 KOHTPO/b Cepii: ITanis thapmakoHarnagy (iHwi 3MiHn) - 3MiHM BHECEHO Y
no 2, abo no 3 abo Onepeiiw GAEC PAPMA, C.A,, TEeKCT MapKyBaHHS BTOPVHHOT (M. 2) ynakoBKu
no 5 6nictepis y OHC Icnanis; BupobHULTBO nikapcbKoro 3acoby. TepMiH BBEAEHHSA 3MiH -
KapPTOHHI KOpOoObLii Jliokcemby “in bulk”, nakyBaHHs1, npoTsirom 6 MicsiLiB Mic/si 3aTBEPAKEHHS.
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
pr C.A. KOHTPO/Tb Ta BUMYCK
cepiii: MeHapiHi-®oH
XelipeH TM6X,
HimevunHa;
Bupo6bHnuTBO “in
bulk”, nakyBaHHs,
BUNYCK cepiii: A.
MeHapiHi
MaHydakTypiHr
JloricTikc eHp,
Cepsicec C.p.J1,,
ITania; KoHTponb
cepiii: A. MeHapiHi
MaHyhakTypiHr
NoricTikc eHg
Cepsicec C.p.J1.,
ITanis; €spodiHc
Bionab6 C.p.n, Itanis
78. | HIKCAP® Tabnetkv no 20 wr; MeHapiHi | Jlokcembypr Brpo6HMLUTBO “in Icnanisa/ BHECEHHS 3MiH 0 peecTpavjiiiHux maTepianis: 3MiHu 6e3 nionsizae UA/13866/01/01
no 10 TabneTtok y IHTepHeLwu bulk”, nakyBaHHs, HimeuunHa/ | TMny - 3MiHK Wwopao 6e3nekn/eheKTUBHOCTI Ta peuyenma
6nicTepi; no 1 abo oHan KOHTPO/b Cepili: ITanis thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuui
no 2, abo no 3 abo Onepeiiw ®AEC ®APMA, C.A,, niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
no 5 6nictepis y OHC IcnaHis; BUpo6HULTBO IHCTPYKLUiT 419 MeAMYHOro 3aCTOCYBaHHSA Ha nigcrasi
KapTOHHI KOpooL, Nokcemby “in bulk”, nakyBaHHs, perynsipHoO OHOBJ/IOBAHOTIO 3BIiTy 3 6e3nekn
pr C.A. KOHTPO/Ib Ta BUMYCK nikapcbKoro 3acoby, abo gocnimkeHb 3 6esneku
cepiii: MeHapiHi-®oH 3acTocyBaHHSA NikapcbKoro 3acoby B
XengeH M'vbX, nicnapeecTpaviinnii nepiog, abo Sk pesynbtat
HimeuumnHa; OLiHKM 3BITY 3 AOC/ifKEHb, MPOBEAEHNX BiAMOBIAHO
Bupo6bH1uTBO “in 00 nnaHy negiatpuyHux gocnimpxeHs (PIP) (3MiHy
bulk”, nakyBaHHs, Y3ro[pKEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHUM
BUNYCK cepiii: A. opraHom) - 3MiHV BHECEHO A0 IHCTPYKUiT Ans
MeHapiHi Me[UYHOro 3acToCyBaHHA NiKapcbKoro 3acoby A0
MaHyhakTypiHr po3ginis "Oco6MBOCTI 3acTocyBaHHA" Ta "MNMoGIYHI
JloricTikc eHp, peakujii" BiANoBigHO A0 OHOBMEHOI iHGhopMaL,i Woa0
Cepsicec C.p.J1., 6e3nekn 3aCTOCyBaHHS Ailo4ol pevyoBuUHN. TepMiH
ITanis; KoHTponb BBEAEHHS 3MiH - NPOTAroM 6 micauis nicns
cepiii: A. MeHapiHi 3aTBEpKEHHS
MaHyakTypiHr
NoricTikc eHg
Cepsicec C.p.J1.,
ITania; €spodiHc
Bionab6 C.p.n, ITanis
79. | HIKCAP® Tabnetkv no 20 wr; MeHapiHi Tokcembypr Brpo6HMLUTBO “in Icnanis/ BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 6e3 UA/13866/01/01
no 10 TabneTtok y IHTepHeLw bulk”, nakyBaHHs, HimeyunHa/ | yTOUHEHHSsi yMOB BignycKy B Hakasi MO3 YkpaiHu peuenma
6nicTepi; no 1 abo oHan KOHTPO/b Cepili: ITanis Ne 1151 Big 18.07.2025 B npoueci BHeCEHHs 3MiH
no 2, abo no 3 abo Onepeiiw ®AEC ®APMA, C.A,, (3miHu | TNy - 3MiHK 3 AKOCTI. FOTOBMIA NiKAPCbKUIA
no 5 6nictepis y OHC IcnaHis; 3aci6. 3MiHM y BUPOGHULTBI. 3MiHa iMnopTepa/3miHu,
KapPTOHHI Kopobui Jllokcemby L0 CTOCYHTbCS BUMYCKY Cepii Ta KOHTPO/IK SKOCTI
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
pr C.A. Brpo6HMLUTBO “in roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
bulk”, nakyBaHHs, OofaBaHHA AiNbHUL, Ha SKill 34iCHI0ETbCS
KOHTPO/b Ta BUMYCK KOHTpO/b/BUNpo6YyBaHHSA cepii) [JlogaBaHHA
cepiii: anbTepHAaTUBHOT AiNbHUL, BigNOBifaIbHOT 3a
MeHapiHi-®PoH XeiiaeH KOHTPO/b Cepii rOTOBOro NiKapcbKoro 3acoby
M6X, HimeyunHa; Eurofins Biolab S.r.l, Via Reno 2, 53036 —
Brpo6HMLUTBO “in Poggibonsi (SI), Italy. 3miHu | TURY - 3MiHK 3 AKOCTI.
bulk”, nakyBaHHs, [oTOBWIA NNikapcbknii 3aci6. 3MiHM Y BUPOOHULITBI.
BUMYCK Cepili: 3MiHu BUNpobyBaHb abo AOMYCTUMUX MEX,
A. MeHapiHi BCTAHOBJIEHVX Y cneumdikauisx, nig vac
MaHyakTypiHr BMPOBGHULTBA rOTOBOrO NiKapCbKoro 3acoby (iHLui
NoricTikc eHg 3MiHM) 3MiHa KinbKoCTi TabneTok, MPoTecToBaHMX nig,
Cepsicec C.p.J1., Yyac BHYTPILUHbOrO KOHTPOJIIO A/151 MOKa3HuKa «Bara
ITanis; TabneTkn» Ha eTani NpecyBaHHs, L0 34iiCHIOETLCSA
KoHTponb cepiii: Ha BMPOGHWYI AiNbHMLi BUpo6Huka FAES FARMA 3
A. MeHapiHi «30 TabneTok Ha KoxHi 20000 TabneTok» Ha «20
MaHyakTypiHr Tab/1eTOK Ha KOXHi 30 XBUAWH». 3MiHK | TUNy - 3MiHK
NoricTikc eHg 3 AKOCTi. FoTOBUIA Nikapcbkuii 3aci6. 3MiHK y
Cepsicec C.p.J1., BMPOGHMLTBI. 3MiHU BUNPObyBaHb abo AONYCTUMKX
ITanis; MeX, BCTaHOB/EHMX Yy cneumdikayisx, nig yac
BMPOBHULITBA FOTOBOrO NiKapCbKoro 3acoby (iHLwui
€BpodhiHc bionab 3MiHM) 3MiHa YacTOTV NPOBELEHHS BHYTPILLHBOrO
C.p.n, ITanis KOHTPOIIO /151 NOKa3HMKa «TBEepAICTb TabneTkn» Ha
eTani npecyBaHHs, WO 34iNCHIOETLCS HA BUPOOHWYIl
AinbHuUi BUpobHnka FAES FARMA 3 «15 TabneTok
KOXHi 30 XBUNMH» Ha «10 TabneTok KoxHi 30
XBUIMH». 3MiHW | TUNY - 3MiHK 3 AKocTi. FoToBwMiA
nikapcbknii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHK
BMNPO6YBaHb ab0 [ONYCTUMUX MEX, BCTAHOBNEHNX
y cneumdikauisix, nig yac BMpobHMLTBA rOTOBOrO
nNikapcbKoro 3acoby (iHWwi 3MiHM) 3MiHa YyacToTu
NpoBefEeHHsA BHYTPILLUHbLOrO KOHTPOSIO ANs
nokasHuka «ToBLuHa TabneTkn» Ha eTani
NpecyBaHHs, L0 34iiCHIOETLCSA Ha BUPOGHWYIl
AinbHUU BUpo6Hrka FAES FARMA 3 «15 TabneTok
KOXHi 30 XBUNH» Ha «10 TabneTok KoxHi 30
XBUMH»). Pepakuis B Hakasi - 3a peuientoM. BipHa
pefakuis - 6e3 peuenTa.
80. | OKCUKOAOH | po3unH gNns iH'ekuii, AT NaT.is BCi cTagii CnoBayunHa | BHECEHHS 3MiH A0 peecTpauiliHix martepianis: 3mMiHu 3a UA/18551/01/02
KANLUEKC 50 mr/mn; mo 1 mn B "Kanuyekc" BMPOGHMYOro / NatBis | Tuny - 3miHun 3 skocTi. CepTudikat peyenmom

amnyni; no 5 amnyn
Y KOHTYpHIli
YapyHKOBIl
ynakosLi; no 1 a6o 2
KOHTYPHUX
YapyHKOBUX
ynakoBOK B nauLi 3
KapTOHY

npouecy, Kpim BANYCKY
cepii: X6M dapma
c.p.o., CnosavunHa;
BMPOGHUK, KNI
Bignosigae 3a
KOHTPONb
cepii/BMNpo6yBaHHs:
AT "I'piHgekc”, J1aTBisi;

BignosigHoCTI/TE-cepTudpikart BignosigHoCTi
€sponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
abo BUNy4YeHHs cepTudpikara BignoBigHOCTI
€poneiicbkinn thapmakonei: ans A®l; ons BuxigHoro
mMarepiany/peareHTy/npoMiKHOr0 NMPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; Ans
[0NOMDKHOT pevoBuHK (cepTudikaT BignoBigHOCTI
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

BMPOGHUK, KNI
Bignosigae 3a BMMNYyCK
cepii: AT "Kanuekc",

Narteis

€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTudikaT Bif y)xe 3aTBEpIXEHOro BUPOOHUKA -
NnoAaHHA OHOB/IEHOrO cepTuddikaTy BiANOBIAHOCTI
€Bponelicbkiil hapmakonei Bif, BXe 3aTBepKEHOro
BUpo6HMka SANECA PHARMACEUTICALS A.S.,
No. R1-CEP 2006-244-Rev 04 (3aTBepaxeHo: R1-
CEP 2006-244-Rev 03). 3miHu | Tuny - 3miHu 3
akocTi. CepTudikaT BignosigHocTiI/IE-cepTudikaT
BifNOBigHOCTI €Bponelickkilt
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI a0
BUYyYEHHS cepTudikaTta BiANoBigHOCTI
€Bponeiicbkin hapmakonei: ans A®l; ons BuxigHoro
mMaTtepiany/peareHTy/NpoMKHOIo NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMIXHOT peqoBuHN (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA
cepTuddikaT Bif y)Xe 3aTBepIXEHOro BUPOOHUKA -
NoAaHHA OHOBMIEHOro cepTudiikaTy BiAMNOBIAHOCTI
€Bponelicbkii hapmakonei Bif BXe 3aTBepXEHOro
BUpo6HMka MACFARLAN SMITH LIMITED No. R1-
CEP 2005-036-Rev 03(R1-CEP 2005-036-Rev 02).
3MiHu | TUnYy - 3MiHK 3 aKocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BiANoOBIAHOCTI
ab0o BUNyYeHHA cepTudikarta BifnoBigHOCTI
€Bponeiicbkin hapmakonei: ans A®l; ons BuxigHoro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
L0MNOMIXHOT peqoBuHM (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBIEHWIA
cepTuddikaT Bif y)xe 3aTBepIXEHOro BUPOOHUKA -
NoAaHHA OHOBMIEHOro cepTuduikaTy BiAMOBIAHOCTI
€Bponelicbkiil hapmakonei Bif BXe 3aTBepXEHOro
BMpo6H1Ka MACFARLAN SMITH LIMITED
Certificate of suitability No. CEP 2005-036-Rev 04.

81.

OKCUKOAOH
KAJLIEKC

PO3YMH ANS iH'EKLiA,
10 mr/mn; no 1 mn
abo 2 mn B amnyni;
no 5 amnyny
KOHTYPHIi
YapyHKOBIl
ynakosLi; no 1 a6o 2
KOHTYPHUX
YapyHKOBUX
ynakoBOK B naui i3
KapTOHY

AT
"Kanuekc"

Natsia

BCi cTagii
BMPOGHMYOro
npouecy, KpiMm BANYCKY
cepii: XBM dapma
C.p.0., CnoBayuunHa;
BMPOGHUK, KNI
Bignosigae 3a
KOHTPO/b
cepii/BnnpobyBaHHs:
AT "I'piHagekc”, NaTsis;
BMPOBHUK, KW

CnosayunHa
/ NatBia

BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3MiHu
I Tuny - 3miHn 3 akocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
HOBOro ab0 OHOB/IEHOTO cepTudikarta BifnoBigHOCTI
ab0 BUyYEHHs cepTudikaTta BifgnoBigHOCTI
€Bponeiicbkii hapmakonei: ans A®l; ons BUXigHOro
marepiany/peareHTy/npoMiKHOrO NMPOAYKTY, L0
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBUHM (CepTudikaT BiANOBILHOCTI
€Bponelicbkiin hapmakonei) - OHOBEHWIA

3a
peyenmom

UA/18551/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

BiANOBigae 3a BMMNyCK
cepii: AT "Kanuekc",
Nartsis

cepTudikaT Bif, y)Xe 3aTBepXEeHOro BUPOOHUKA -
noJaHHa OHOB/IEHOro cepTudpikarty BifgnoBigHOCTI
€Bponeiicbkiii hapmakonel Big Bxe 3aTBepAXEHOr0
Bupo6bHuka SANECA PHARMACEUTICALS A.S.,
No. R1-CEP 2006-244-Rev 04 (3aTBepmkeHo: R1-
CEP 2006-244-Rev 03). 3MiHu | Tuny - 3miHun 3
akocTi. CepTudikaTt BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpoNechkili
hapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BU/TyYEHHS cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BuxigHOro
marepiany/peareHTy/npoMiKHOrO NMPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyvoBuHN (cepTuddikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTudikaT Bif, y)xe 3aTBEpIXEHOro BUPOOHUKA -
NnoAaHHA OHOB/IEHOrO cepTuddikaTy BiANOBIAHOCTI
€Bponelicbkii hapmakonei Bif, BXe 3aTBepKEHOro
BnpobHuka MACFARLAN SMITH LIMITED No. R1-
CEP 2005-036-Rev 03(R1-CEP 2005-036-Rev 02).
3miHu | TUnYy - 3miHk 3 sKocTi. CepTudikar
BignosigHoCTI/TE-cepTudpikart BignosigHocCTi
€sponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro ab0 OHOB/IEHOTO cepTudlikaTa BifgnoBigHOCTI
ab0o BUYyYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BuXigHOro
marepiany/peareHTy/npoMiKHOrO NMPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyvoBuHN (cepTuddikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTudikaT Bif y)xe 3aTBEpIXEHOro BUPOOHUKA -
NnoAaHHA OHOB/IEHOrO cepTudiikaTy BiANOBIAHOCTI
€Bponelicbkii hapmakonei Bif, BXe 3aTBepKEHOro
Bupo6HuKka MACFARLAN SMITH LIMITED
Certificate of suitability No. CEP 2005-036-Rev 04.

82.

OHABET

kpeM, 20 mr/r no 20
ry Ty6i; no 1 1y6i B
KapTOHHI/ ynakosL,i

rneHmapk
dapmacb
H0TVKaNI3
nra.

IHgis

rneHmapk
dPapmacboTuKan3
nrg.

IHais

BHECEHHS 3MiH 0 peecTpavjiiiHux maTepiani: 3MiHu
| TMNy - AgMiHICTpPaTUBHI 3MiHW. 3MiHa
HalilmeHyBaHHS Ta/abo agpecu MicLA NPOBaXEHHS
LiSNTbHOCTI BUPOBHUKa (BK/THOYatoum, 3a
Heob6XifHOCTI, MicLe NPOBEeAEHHS KOHTPOJIO SKOCTI),
abo BnacHuka macTtep-chaiina Ha A®l, abo
noctavanbHuka Adl/BrxigHoro
mMaTtepiany/peareHTy/NpoMKHOIo NPOAYKTY, Lo
3aCTOCOBYOTbCA Y BUPOO6HULTBI ADI (SKLLO
3a3HayeHo y A0CbE Ha NikapcbKuii 3acib) 3a
BICYTHOCTI cepTudikata BignoBiAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHomy

bes
peuyenma

UA/10907/01/01
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
[0Cbe, ab0 BUPOOHMKA HOBOT AOMOMIKHOIT PEYOBUHN
(AKLLO 3a3HAaYEHO Y [0CbE) - BUPOBHWK Ajtoyoi
peyoBuHM CepTakoHasony HiTpat Glenmark Life
Sciences Limited, India 3miHuB Ha3By Ha Alivus Life
Sciences Limited, India. Bupo6Huya ginbHuus,
MiCL,e3HaxXOKEHHS Ta yCi BUPOOHUYI onepauii
3a/IMLWATLCA HE3MIHHUMK
83. | OHOAHCETP | TabneTku, BKpUTI MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 3a UA/10081/01/01
OH 060/10HKOI0, MO 4 Mr, | "TexHonor TexHiyHa nomusika (3rigHo Hakaly MO3 Big, peyernmom
no 10 Tabnetok y " 23.07.2015 Ne 460) BunpaBreHO TEXHIYHY NOMWJIKY
6nictepi; no 1 B IHCTPYKLUIT 47191 MEeANYHOro 3aCTOCYBaHHSA
6nicTepy B nauui 3 nikapcbKoro 3acoby, a came BU/Iy4eHO iHchopmalLito
KapToHY 3 po3ginis "Cknag" (40NOMKHI peyoBUHY),
"Nikapcbka dpopma” (OCHOBHI i3NKO-XiMIYHI
BNaCTUBOCTI), sika 6yna NOMWU/IKOBO BHECEHa npu
npoueaypi BHECEHHS 3MiH, 3aTBepMxeHnx Hakazom
MO3 Ne 918 Big 03.06.2025 p., rniLepon Tpuayerar.
3a3HaueHe BUNpaB/IEHHs BignoBigae matepianam
pPEECTPALiiHOrO A0ChE
84. | OHOAHCETP | Tabnetku, BKpUTI MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a UA/10081/01/02
OH 060/10HKOI0, MO 8 Mr, | "TexHonor TexHiyHa nomusika (3rigHo Hakaly MO3 Big, peyenmom
no 10 Tabnetok y " 23.07.2015 Ne 460) BunpaBneHo TexXHi4YHy NOMUKY
6nictepi; no 1 B IHCTPYKLUIT A48 MEANYHOro 3aCTOCYBaHHS
6nicTepy B nauui 3 nikapcbKoro 3acoby, a came BU/Iy4eHO iHchopmalLiio
KapToHy 3 po3ginis "Cknag" (4ONOMKHI PeYOBUHM),
"Nikapcbka dpopma” (OCHOBHI i3NKO-XiMIUHI
BMaCTUBOCTI), sika 6yn1a NOMWU/IKOBO BHECEHa npu
npoueaypi BHECEHHS 3MiH, 3aTBepMxeHnx Hakazom
MO3 Ne 918 Big 03.06.2025 p., rniLepon Tpuayerar.
3a3HayeHe BuUNpaB/ieHHs BignoBigae matepianam
peecTpaLiiHoro Aocbe
85. | MAPALIETAM | Tabnetku wwunydyi, no | TOBAPUC YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavyjiiiHux maTtepianis: 3MiHn 6e3 UA/17041/01/01
Ol EKCTPA 2 TabneTkn y cTpuni; TBO 3 06MEXEHO | TMny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI Ta peuyenma
no 6 cTpunis y OBMEXE Bi4NOBIAA/IbHICTIO hapmakoHarnagy (iHwi 3MiHn) - 3MiHW BHECEHO Y M.
KOpo6Li 3 KapTOHY HOKO "®GapmaueBTuyHa 2, 5, 6 TEKCTY MapKyBaHHS NepPBUHHOI YNakoBKU Ta
BIAMOBIA KoMnaHis "3popos'a” n. 2, 11, 17 BTOPVMHHOI YNakoBKW, a TakoX 3p061eHO
AJBbHICT He3HauHi pefjakuiiiHi NpaBKKM B iHLUKMX NMYHKTax TEKCTY
o MapKyBaHHS YMakoBKMN IKaPCbKOro 3acooby.
"KOPMNOP BBefeHHS 3MiH NpOTSArom 6-Tu MicALiB nicas
AUIA 3aTBepaXeHHA
"300POB
et
86. | MAPALETAM | Tabnetku wunydyino | TOBAPUC YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 UA/17144/01/01
O/1 CONBN | 500 mr no 2 TBO 3 obmexeHoro | Tuny - 3MiHM WoAao 6e3nekn/edeKTMBHOCTI Ta peyenma
TabneTkun y cTpumi; OBMEXE BiAMNOBIAA/TILHICTIO thapmakoHarnagy (iHwi 3MiHN) - 3MiHW BHECEHO Y .
no 6 cTpunis y HOKO "GapmaueBTuyHa 5, 6 TEKCTY MapKyBaHHA NEPBUHHOT yNakoBK/ Ta M.
KOpOO6Lii 3 KApTOHY BIANOBIA KomnaHia "3g0pos'a" 11, 15, 17 BTOPMHHOI yNakoBKW, & TakoX 3po61eHo
AJTIbHICT He3Ha4Hi pefakuiliHi NpaBKX B iHLWMX MYHKTaxX TEKCTY
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
tOo MapKyBaHHS YNakoBKW NiKapCbKoro 3acooy.
«KOPIMNOP BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
ALIA 3aTBEPKEHHS.
«3[0POB
"A»
87. | MEPUHAONP | TabneTkun, BKPUTI TOB YkpaiHa AT dapmaueBTUYHUI YropumHa BHECEHHS 3MiH [0 peecTpavliiiHuX maTepiasis: 3MiHu 3a UA/14925/01/02
mni MN/1iBKOBOIO «TeBa 3aBof TeBa | TNy - 3miHK 3 AkocTi. A®l. BupobHuuTBO. 3MiHU B peyenmom
IHOANAMIA- 060/10HKOI0, N0 2,5 YkpaiHa» npoueci BupobHuuTBa A®| (He3HayHa 3miHa y
TEBA mr/0,625 wmr, no 30 3aKpUTIl YacTuHi macTep-hainna Ha A®I) - He3HauHI
Tabnetoky 3MiHM Y 3aKpUTIiil YacTUHI MacTep-haiina Ha AdI
KOHTeliHepi; no 1 MepvHgonpuny To3unar; Bigdynocsa nogaHHs
KOHTeliHepy B OoHoB/ieHoT Bepcii DMF gns fgiroyoi pe4yosuHm Big,
Kopobui BMpo6HuKa TAPI. 3MiHn | Tuny - 3MiHK 3 sKkocTi. AdL.

KoHTposnb A®L. 3miHa y meToaax BunpobyBaHHA AdPI
abo BUXIgHOro martepiasny/npoMixXHOro
NPOAyKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y
npoueci BUpobHULTBa APl (HE3HAUHI 3MIHW Y
3aTBEPMXEHUX MeToAax BUNpobyBaHHS) - 3miHa y
MeToAax BunpobyBaHHs A®Il abo BUXigHOro
marepiany/peareHTy/ NPOMDKHOrO NPOAYKTY, L0
BMKOPWCTOBYHOTbCS Y Npoueci BUpobHuuTBa Adl-
He3HauHi 3MiHU Y 3aTBepKEeHUX MeTogax
BUNPo6yBaHHS. Bigbynocsa nofgaHHs OHOBEHOT
Bepcii DMF (7634-EU-09.2023) gns gitoyoi
PeyoBVHN NepyrHAONPUY TO3UNaTy Bif BUPOGHMKA
TAPI (nonepeaHs Bepcis 7634-EU-03.2022) - 3MiHK
| Tuny - 3miHn 3 akocTi. A®l. Cuctema
KOHTeliHep/3aKynopoBasibHWi 3aci6. 3MiHN
napameTpiB cneuudikauii Ta/abo AONYyCTUMUX MEX,
3a3HayveHunx y cneumadikayisx, ans 6esnocepesHbOl
ynakoBku A®| (onoBHeHHs crieumdikalii HOBUM
NokasHWKOM Ta BignoBIAHNM METOAOM
BMNPOOGYBaHHS) - AOMOBHEHHSA creumdikavii
ynakoBku A®| HOBUM NOKa3HUKOM «Onuc» Ta
Bi4NOBIAHMM METOA0M BUNPOBYBaHHSA - 3MiHU | TNy
- AgMiIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecyu MicUs NPOBaKEHHS AiSNbHOCTI
BMPOGHMKa (BK/TKOYAKOUM, 3a HEOBXiAHOCTI, Micue
NpPOBeAEHHS KOHTPOJIHO SKOCTI), ab0 BNacHuMka
macTep-haiina Ha A®l, abo noctavasbHuKa
Adl/BMXxigHOrO MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 3aCTOCOBYHOTbCS Y BUPOOHULTBI ADI
(AKLLLO 3a3HAYEHO Y AOCbE Ha JlikapcbKuii 3acib) 3a
BICYTHOCTI cepTudikata BignoBiAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHomy
[ocbe, ab60 BUPOOHMKA HOBOT AOMOMIKXHOIT PEHOBUHN
(IKLLO 3@a3HAYEHO Y A0CbLE) - OHOBNEHHS Y DMF:
3.2.5.2.1 Bupo6HvKKY: (pefakLiiHi BUnpasaeHHs,
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
OHOBJ/IEHO KOHTaKTHY 0CO0Y)
88. | MIHAN TabneTku, BKPUTI AT YkpaiHa BUPOGHMLTBO rOTOBOI IHais/ BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3MiHu 3a UA/18124/01/02
N/1iBKOBOIO "papmak” nikapcbkoi hopmu, Ipevis/ | Tuny - 3miHK 3 AkocTi. APl KoHTponb AdL. 3miHa 'y peyenmom
060n0Hkot0, No 5 mr, nepBuHHa Ta ManbTa MeToAax BunpobyBaHHs A®Il abo BUXigHOro
no 14 tabneTtok y BTOPWMHHA yNakoBKa: mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
6nicTepi no 1 abo no KoxaHc Navidcainexc BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea Ad|
2 6nictepu B Niviten, IHAis; (He3HauHi 3MiHM y 3aTBEpPKEHUX MeToAax
KapTOHHI naywi nepBrHHA ynakoBkKa, BMNPOBGYBaHHS) - BHECEHHSA He3HaYHUX 3MiH Y
BTOPVHHA yNnakoBkKa, MeToAMKy KOHTposto APl 3a nokasHukom «Posnogin
KOHTPO/b Ta BUMYCK 3a PO3MiPOM HacCTOK» (BU3HAYEHHSA PO3MIpY YaCTOK
cepii: xeHedapm MeTOoZ0M NnasepHoi andpacLir), a came — 3MiHa
C.A., Ipeuist; OMCNepCiHOro cepefoBuLa 3 LUKIOrekcaHy Ha
MiKpOGiooriyHuiA BOAYy
KOHTponb: A/ CeichT
Cepsices (ManbTa)
N, ManbTta
89. | MIHAN TabneTtku, BKPUTI AT YkpaiHa BUPOBHMLTBO rOTOBOI IHais/ BHECEHHS 3MiH [J0 peecTpaLiiiHnx maTepianis: 3MiHu 3a UA/18124/01/03
N/1iBKOBOIO "papmak” nikapcbkoi hopmu, Ipevis/ | Tuny - 3miHK 3 AkocTi. APl KoHTponb AdL. 3miHa 'y peyenmom
o6onoHkoto, no 10 nepBuHHa Ta ManbTa MeToAax BunpobyBaHHs A®Il abo BUXigHOro
Mr, M0 4 Tabnetkn y BTOPVHHA yNakoBKa: maTepiany/npoMiXKHOro NPoAYKTy/peareHTy, Lo
6nicTepi, no 1 abo KoxaHc NavidcaineHc BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea Ad|
no 2 6nictepu B Nimiten, IHAjs; (He3HauHi 3MiHW y 3aTBEpP)KEHUX MeTogax
KapTOHHI naywi nepBrHHA ynakoBka, BMNPOGYBaHHS) - BHECEHHSA He3HaYHUX 3MiH Y
BTOPVHHA yNnakoBkKa, MeToAMKy KOHTposto APl 3a nokasHuMkom «Po3nogin
KOHTPO/b Ta BMMYCK 3a PO3MiPOM HacCTOK» (BU3HAYEHHSA PO3MIpY YaCTOK
cepii: xeHedapm MeTOLO0M NnasepHoi andpacLir), a came — 3MiHa
C.A., lpeuist; OMCNepCiiHOro cepefoBuLa 3 LUKIOrekcaHy Ha
MiKpo6iooriyHuiA BOAy
KOHTponb: Al CaichT
Cepsices (ManbTa)
N4, ManbTta
90. | MIHAN TabneTku, BKpUTI AT YkpaiHa BVMPOGHNLTBO rOTOBOI Inpis/ BHECEHHS 3MiH [0 peecTpavyjiiiHux maTtepianis: 3MiHn 3a UA/18124/01/04
NAiBKOBOIO "dpapmak” nikapcbKoi popmu, Ipeuisi/ | TMny - 3MiHK 3 AkocTi. ADI. KoHTposib APl 3miHa y peyenmom
o6onoHkoto, no 20 nepBuHHa Ta ManbTa MeToAax BunpobyBaHHs A®Il abo BUxigHOro
mr, no 1 Tabnetuiy BTOPVHHA ynakoBKa: marepiany/npoMiKHOro NPoayKTy/peareHTy, Wwo
6nictepi; no 1 KoxaHc NaidcaiieHc BMKOPUCTOBYETLCA Y MpoLeci BUpobHuuTBa Ad|
6nictepy B Nimiten, IHAjs; (He3HauHi 3MiHW y 3aTBEPKEHNX MeToaax
KapTOHHI nauui; no nepByHHAa ynakoBskKa, BUNPOO6YBaHHS) - BHECEHHA HE3HAYHWX 3MiH Y
2 Tabnetkn y BTOPVHHA yNakoBKa, METOAMKY KOHTPOsII0 AD| 3a NoKkasHUKOM «Po3nogin
6nicTepi; no 1, abo KOHTPO/b Ta BUMYCK 3a pO3MipOM HaCTOK» (BU3HAYEHHS PO3Mipy 4aCTOK
no 2, abo no 4 cepii: [hkeHethapm MeTOoA0M Na3epHoi AndpakLii), a came — 3MiHa
6nictepn B C.A., lpeuist; OMCNepCiiHOro cepefoBuLa 3 LUKIOreKcaHy Ha
KapTOHHI/ nayuj; no MiKpo6ionoriyHunii BOAY
4 TabneTkn y KOHTponb: AMJ1 CeicT
6nictepi; no 1 abo Cepsices (ManbTa)
no 2 6nictepu B 1A, Manbta
KapTOHHI nayui
91. | MIHAN TabNeTKN, BKPUTI AT YKpaiHa BMPOOGHMUTBO rOTOBOI IHgis/ BHECEHHS 3MiH 40 peecTpauiiHux martepianiB: 3MiHu 3a UA/18124/01/01
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
M/1iBKOBOIO "®apmak” nikapcbkoi hopmu, Ipevis/ | TNy - 3miHK 3 AkocTi. APl KoHTponb AdL. 3miHa 'y peyenmom
060/10HKO0, N0 2,5 nepBuHHa Ta ManbTa MeToAax BunpobyBaHHs A®I abo BUxigHOro
Mr, no 14 TabneTok BTOPMHHA ynakoBKa: mMaTepiany/npomMiKHOro NpoAayKTy/peareHTy, Wo
y 6nicTepi; no 1 abo KoxaHc NavidcaiieHc BMKOPUCTOBYETHLCS Y NpoLieci BUpo6HuuTBa Ad|
no 2 6nictepu B Nimiten, IHAjs; (He3HauHi 3MiHW y 3aTBEPKEHUX MeTofax
KapTOHHIA navui nepByHHA ynakoBskKa, BMNPOOGYBaHHSA) - BHECEHHA HE3HAYHWX 3MiH Y
BTOPVHHA YMaKoBKa, METOANKY KOHTPOsII0 AD| 3a NokasHUKOM «Po3nogin
KOHTPONb Ta BUMYCK 3a PO3MiPOM HacCTOK» (BU3HAYEHHSA PO3MIpY YacToK
cepii: xeHedapm MEeTOoLO0M NnasepHoi andpacLir), a came — 3MiHa
C.A., lpeuis; [ANCNepciiHoro cepefoBMULLA 3 LIMKIOreKkcaHy Ha
MiKpO6iooriyHuiA BOAY
KOHTponb: AMJ1 CeicT
Cepgices (ManbTa)
14, Manbta
92. | NK-MEPL, PO3unH ANs iHdy3il, Mepuy HimeuunHa Mpogykuis in bulk; Icnanis/ BHECEHHS 3MiH [0 peecTpaviiiHuX maTepiasis: 3MiHu 3a He UA/9031/02/01
0,4 mr/mn; no 500 dapmach nepBuHHE Ta HimeuunHa | TNy - 3MiHK Woao 6e3nekn/edpekTVBHOCTI Ta peyenmom | niossi2ae
My cpnakoHi; no 2 toTikanc BTOPWHHE NaKyBaHHS; thapmakoHarnsgy. 3MiHa y KOpOTKill XxapakTepucTuLi
dhnakoHn y M6X KOHTPO/b AKOCTi: B. NiKapcbKoro 3acoby, TEKCTI MapkyBaHHS Ta

KapTOHHIli KopoobLi

BpayH Megikan, C.A.,
IcnaHis; KoHTposb
AKOCTi Ta BUMYCK Cepii:
Mepy, ®apma M'v6X i
Ko. KraA, HimeuunHa;
BTopvHHE nakyBaHHS:
MpecTix MpomoyLLH
BepkaydcdoepaepyH
r & Bepbecepsic
m6X, HimeuunHa,;
BTOpWHHE nakyBaHHS:
X.E..MN. Tm6X,
HimeuunHa; KoHTponb
sakocTi: FBA dapma
M6X, HimeuunHa;
EBoHik OnepeiilHc
v6X — Nabop
MpogakT NaiH
AHanitike, HimeuuunHa;
EBOHik OnepeiiluHe
vM6X, Himeuunna

IHCTPYKLUii 415 MeAMYHOro 3aCTOCYBaHHA Ha nigcrasi
perynsipHo OHOB/IOBAHOTO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYyBaHHS NiKapcbKoro 3acoby B
nicnsipeecTpauiiHnii nepiog, abo sk pesynbTar
OLliHKM 3BIiTY 3 AOC/iAKEHb, MPOBEAEHNX BiAMNOBIAHO
00 nnaHy neaiatpnyHux gocnigpkeHs (PIP) (iHwi
3MiHW) - 3MiHV BHECEHO A0 IHCTPYKUIT Ans
MeAUYHOro 3aCToCyBaHHS NiKapcbKoro 3acoby Ao
po3gainis "OcobnuBi 3axoan 6e3nekn” Ta "IMo6GiyHi
peakuii" BigNoBiAHO 4O OHOBNEHOI iHChopMaLii 3
6e3nekn 3acTocyBaHHS ikapCbkoro 3acoby. TepMmiH
BBE/IEHHS 3MiH MPOTSAroM 6 MicauiB nicns
3aTBEPKEHHS. 3MiHM | TUny - 3MiHK Woa0
6e3nekn/edhekTUBHOCTI Ta thapmakoHarnsgy. 3miHa
Y KOPOTKili XapakTepucTuL, NlikapcbKoro 3acooy,
TEKCTi MapKyBaHHS Ta iHCTPYKLiT 415 MegnyHoro
3acToCyBaHHA Ha NigcTasi perynspHo
OHOBJ/THOBAHOTO 3BIiTY 3 6e3nekn NikapcbKoro 3acoby,
a60 focnigxeHb 3 6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B nicispeecTpaviiitnii nepiog,
ab0 fK pe3y/ibTar OLiHKM 3BTy 3 AOCNIAKEHb,
npoBeAeHnX BiANOBIAHO 40 NnaHy neaiatpuydHmnx
pocnigpkenb (PIP) (iHwi 3MiHW) - 3MiHU BHECEHO 0
IHCTPYKUIi 418 MeANYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby no po3sziny "Ocobnmsi 3axoam
6e3nekn" BiANOBIAHO A0 OHOBAEHOI iHChopMmaL,i 3
6e3nekn 3aCToCyBaHHS JlikapcbKoro 3acoby.
TepMiH BBEEHHSA 3MiH NPOTAromM 6 micsAuiB nicns
3aTBEPKEHHSI.
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
93. | NK-MEPL, TabneTkun, BKpUTI Mepuy, HimeuunHa Mpopykuis in bulk Ta HimeuunHa/ | BHeCEHHSs 3MiH 4O peecTpauiiiHux matepianis: 3MiHN 3a He UA/9031/01/01
NAiBKOBOO $apmach KOHTPO/b SAKOCTI: Narsis | TMNy - 3MiHK Woao 6e3nekn/edIeKTUBHOCTI Ta peyenmom | niosnsizae
060n0HkKot0, No 100 toTiKasic Knoke ®apma-Cepsic dhapmakoHarnsgy. 3miHa y KOpoTKili xapakTepucTui
mr; no 10 TabneTok M6X M6X, HimeyunHa; nNiKapcbKoro 3acoby, TEKCTI MapkyBaHHS Ta
y 6nicTepi; no 3 abo MepBuHHE Ta IHCTPYKLUiT 419 MeAMYHOro 3aCTOCYBaHHSA Ha nigcrasi
no 9 6nictepis y BTOPVHHE NaKyBaHHS, perynspHO OHOB/OBAHOTO 3BiTY 3 6e3neku
KapTOHHIli Kopoobui KOHTPO/Ib SIKOCTi Ta nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
BUMyCK cepii: Mepy, 3aCTOCYyBaHHS NikapcbKkoro 3acoby B
dapma N'v6X i Ko. nicnapeecTpaviiiHnii nepiog, abo sk pesynstart
KlraA, HimeuunHa; OLiHKM 3BITY 3 AOC/ifKEHb, MPOBEAEHNX BiAMOBIAHO
BToprHHE nakyBaHHS: [0 nnaHy negiatpnyHux gocnimxkeHs (PIP) (iHwwi
MpecTix MpomoyLLH 3MiHW) - 3MiHW BHECEHO [0 IHCTPYKUIT Ans
BepkaydccoepaepyH MeAMYHOro 3acTOCYBaHHA NikapCbKoro 3acoby Ao
r & Bepbecepsic po3ginis "OcobnuBi 3axoan 6e3nekn” Ta "rMobGiyHi
M6X, HimeyunHa; peakui" BiANOBIAHO [0 OHOBMEHOT iHdhopmaLii 3
BTOPVHHE MaKyBaHHS: 6e3neky 3acTocyBaHHsA NikapCbKoro 3acoby. TepmiH
X.E.J1.M. TM6X, BBEJEHHS 3MiH NPOTAroM 6 micauis nicns
HimeuunHa; KoHTponb 3aTBEPMKEHHSA. 3MiHuM | Tvny - 3MiHK Woao
akocTi: Jlabopatopi 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. 3miHa
o AHanisic oy Y KOPOTKili XapakTepucTuL NlikapcbKoro 3acoby,
Bionogpxukanni Extis TEKCTi MapKyBaHHS Ta iHCTPYKLiT 415 MegnyHoro
KomnoyHgc SlatsiaH 3aCTOCYBaHHA Ha MifcTasi perynsipHo
IHCTiITLIOT O¢h OpraHik OHOB/OBAHOrO 3BiTY 3 6e3neKun NiKapcbkoro 3acooby,
CiHTesic, /laTBis; abo gocnigpkeHb 3 6e3nekn 3acTocyBaHHsA
Na6op NC CE & Ko. nikapcbKoro 3acoby B Mic/iApeecTpaviitHuii nepiog,
KI, HimeuunHa; FBA ab0 sK pe3ynbTar OUiHKN 3BITY 3 AOCNILKEHD,
dapma M'mbX, npoBefeHnX BifNoBIAHO A0 NNaHy negiaTpuyuHmX
HimeuyumnHa; EBOHIK pocnigpxeHb (PIP) (iHwi 3MiHW) - 3MiHU BHECEHO 0
OnepeiiHc MM6X — IHCTPYKLiT 418 Me4MYHOro 3aCTOCyBaHHsA
Na6op MpoaaxT flaitH nikapcbKoro 3acoby no posginy "Ocobnmsi 3axoam
AHaniTikc, HimeuumHa; 6e3nekn" BiAMOBIAHO A0 OHOBMEHOI iHhopMaL,i 3
EBoHik OnepeiiluHe 6e3nekn 3aCTOCYBaHHS NiKapCcbKoro 3acooy.
v6X, HimeyunHa TepMmiH BBEAEHHSA 3MiH NPOTAroM 6 MicAuiB nicns
3aTBEPAKEHHS.
94. | NNATPUN® TabneTku, BKPUTI - IHais O-p Peppi'c IHais BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/10625/01/01
nAiBKOBOO Pepgi'c Na6opatopic 114, | TMnNy - 3MiHK WoA0 6e3nekn/edPeKTNBHOCTI Ta peyenmom | nidssizae
o060noHkoto, no 75 Na6opato dTO -3 thapmakoHarnagy. 3MiH1 y KOPOTKill XxapakTepucTumLi
Mr; no 10 TabneTok pic T4 NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta

y 6nictepi; no 3
6nictepn y navui

IHCTPYKLUIii 415 MEAMYHOr0 3aCTOCYBaHHS
reHepuyYHUX/ribpuaHNx/6ionogibHNX NikapcbKMx
3ac06iB nicnsi BHECEHHSA TiET caMoi 3MiHW Ha
pedepeHTHUIA npenapart (3mMiHa He noTpebye
HafaHHA XOAHVX HOBVX AOAATKOBUX AaHWX). SMiHN
BHECEHO [0 iHCTPYKLIiT 415 MeANYHOro
3aCTOCYBaHHSA Nikapcbkoro 3acoby B po3fiun
"®apmakonoriyHi BnactmsocTi”, "lMokaszaHHA",
"B3aemogia 3 iHWKMMM NikapcbkumMn 3acobamm Ta
iHWi BMAW B3aemogii", "OcobunsocTi
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsi0OYeHHs

3acTocyBaHHs", "3acTocyBaHHS y nepiog, BaritTHoCTi
abo rogyBaHHsa rpyaar”, "Cnocié 3acTocyBaHHsS Ta
no3n", "MobiuHi peakwii” 3rigHo 3 iHhopmauielo Wwoao
MeMYHOro 3acToCyBaHHA ped)epeHTHOro
nikapceKoro 3acoby (M/TABIKC®, TabneTtku, BKpUTI
060/10HKOI0, N0 75 Mr).
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS

95.

MPAMIMNEKC
On ACIHO

Tabnetkn no 1,0 wr;
no 10 Tabnetok y
6nictepi, no 3
6nictepn y
KapTOHHI nayui

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma Crapt”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepiasis: 3MiHu
| Tuny - 3miHn Wopao 6e3nekn/edreKTMBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKill XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKUIii 418 MeANYHOro 3acTOCyBaHHSA
reHepUYHNX/Ti6pPUAHNX/6I0NOAIGHNX NiKAPCbKMX
3ac06iB NicNsi BHECEHHSA TiET caMoi 3MiHW Ha
pedhepeHTHW NpenapaT (3MiHa He noTpebye
HafaHHSA XOAHVX HOBMX A0AATKOBUX AaHNX). SMiHN
BHECEHO [0 iHCTPYKLi 415 MegnyHoro
3acToCyBaHHS NikapcbKoro 3acoby y po3aim
"GapmakoTepanesTuyHa rpyna. Kog ATX"
(yTOuHeHHs Ha3Bu 6e3 3miHn kogy ATX),
"®apmakonoriyHi BnactmsocTi”, "lMokasaHHA",
"MpoTmnokasaHHA", "B3aemopis 3 iHWKMMK
nikapcbkrMun 3acobamu Ta iHLWi BUAgmM B3aemogiii',
"Oco61MBOCTI 3acTOCyBaHHS", "3acTocyBaHHs y
nepiog, BariTHoCTi abo rogyBaHHs rpyaar”,
"3gaTHICTb BNAMBATY Ha LUBMAKICTb peakuii npu
KepyBaHHi aBTOTpPaHCMoOpPTOM abo iHWMMHK
MexaHismamu”, "Cnoci6 3acTocyBaHHs Ta 4o3mn",
"Aitn", "MepepnosysBaHHs", "Mo6iyHI peakwii”
BiANOBIAHO A0 iHopMaL,i WoA0 MeguyHoro
3aCTOCyBaHHA pethepeHTHOro Nikapcbkoro 3acody
(Mipanekc, Tabnetku, 0,25 wmr, 1,0 mr).
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEpPKEHHS. 3MiHY | TUny - 3MiHW 3 AKOCTI.
oToBMiA nikapcbkuii 3aci6. Onuc Ta cknag, (iHwi
3MiHW) - 3miHa y po3gini "Ckiag” MK4A /13, a came
OHOB/IEHE BUKIAAEHHSA Ai0HOI PEYOBUHM, Y 3B'A3KY
npusefeHHsaM o IM3 pedpepeHTHOro npenapary.
3MiHVN BHECEHO [0 IHCTPYKLi 415 MeguyHOro
3aCcTOCYyBaHHSA NikapcbKoro 3acoby y posainu
"Cknag", "Nikapcbka hopma” ("OCHOBHI i3unko-
XiMiYHi BNacTnBOCTI") 3 BiANOBIAHUMY 3MiHAMK B N.2
KINbKICTb AIK0YOT PEHOBUHW TekcTy
MapKyBaHHS BTOPMHHOI YNakoBKW likapCbKOro
3acoby. BBefeHHs 3MiH MPOTAroM 6-Tu micsiB nicns
3aTBEPAKEHHS

3a
peyerimom

He
niossieae

UA/20568/01/02

96.

MPAMINEKC

Tabnetku no 0,25

TOB

Ykpaina

TOB "®apma Crapt"”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepiasnis: 3MiHu

3a

He

UA/20568/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

On ACIHO

mr; no 10 TabneTok
y 6nictepi, no 3
6nictepn y
KapTOHHI/ nayu,i

"ACIHO
YKPAIHA"

| Tuny - 3miHn Wopao 6e3nekn/edreKTMBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKill XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKUIi A1 MEANYHOIOo 3acTOCYBaHHSA
reHepuyYHUX/ribpuaHNX/6ionoibHNX NikapcbKnx
3ac06iB NicNsi BHECEHHSA TiET caMoi 3MiHW Ha
pedhepeHTHM NpenapaT (3MiHa He noTpebye
HafaHHA XOAHVX HOBVX AOAATKOBUX AaHWX). SMiHN
BHECEHO [0 IHCTPYKLi 418 MegnyHoro
3acTOCyBaHHS NikapcbKoro 3acoby y po3gim
"®apmakoTepanesTuyHa rpyna. Kog ATX"
(yTOuHeHHs Ha3Bu 6e3 3MiHn kogy ATX),
"®apmakonoriyHi BractmsocTi”, "lMokaszaHHA",
"MpoTmnokasaHHA", "B3aemogis 3 iHWMMKN
nNikapcbKMK 3aco6amu Ta iHLWi BUAW B3aemogiii",
"Oco611BOCTI 3acTOCyBaHHS", "3acTocyBaHHs y
nepiog, BariTHoCTi abo rogyBaHHs rpyaat”,
"3aaTHICTb BNAMBATY Ha LUBWAKICTb peakuii npu
KepyBaHHi aBTOTPaHCNOPTOM abo iHWMMHK
MexaHizmamu”, "Cnoci6 3acTocyBaHHA Ta go3mn",
"Aitn", "MepeposysBaHHsa", "Mob6iyHI peakwii™
BiANOBIAHO A0 iHopMaL,i WoA0 MeguyHoro
3aCTOCyBaHHA pedhepeHTHOro NikapcbKoro 3acoby
(Mipanekc, Tabnetku, 0,25 wmr, 1,0 mr).
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBepKeHHs. 3MiHU | Tuny - 3MiHW 3 AKOCTI.
loToBWiA nikapcbkunii 3aci6. Onuc Ta cknag (HLi
3MiHW) - 3miHa y po3gini "Ckiag” MKA /13, a came
OHOBJIEHE BUKIAAEHHSA Ai0HOI PEYOBUHM, Y 3B'A3KY
npusefeHHsaM o IM3 pedpepeHTHOro npenapary.
3MiHN BHECEHO A0 IHCTPYKLii 415 MeAUYHOro
3aCTOCYBaHHSA NikapcbKoro 3acoby y po3ainu
"Cknag", "Nikapcbka hopma" ("OCHOBHI i3nko-
XiMiYHi BNacTMBOCTI") 3 BIANOBIAHUMYM 3MiHaMVK B N.2
KINbKICTb AIK0YOT PEHOBUHW TekcTy
MapKyBaHHS BTOPUHHOI YNakoBKY NliKapCbKOro
3acoby. BBefeHHs 3MiH MPOTAroM 6-Tv micsLiB nicns
3aTBEPAKEHHS

peyerimom

nionsieae

97.

NPErABAIH
-AAPHULA

kancynu no 300 wmr;
no 7 kancyny
KOHTYPHIit
YapyHKOBIli
ynakoBLi; no 2 abo
Nno 3 KOHTYpHI
YapyHKOBI YMaKOBKU
y nauui

MpAT
"PapmaLe
BTUYHA
hipma
"OapHuua”

YkpaiHa

MpAT
"GapmaueBTuyHa
ipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepiasis: 3MiHu
| Tuny - 3MiHK 3 AKoCTi. FOTOBWIA Nikapcbkunii 3acib.
CT1abinbHiCTb. 3MiHa y TepMiHax npuaaTHocTi abo
ymoBax 36epiraHHs roToBOro NikapCcbKoro 3acoby

(36inbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOrO
nikapcbkoro 3acoby) - [1ns Toprosoi ynakoBku
(nigTBEPAXYETLCA AaHVMN peasibHOro yacy).
36inbLeHHs TepMiHy npuaaTtHocTi 13 Mperabanin-
[apHuua ans gosysaHHA no 300 mr. [itova
pegakuisi: TepMiH NpuAATHOCTI: 2 POKK.

3a
peyerimom

He
nionsieae

UA/16414/01/03
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
lMponoHoBaHa pepakuisi: TepMmiH npuaatHocTi: 3
POKW.
3MiHM BHeceHo B po3gin "TepMiH npugaTHocTi" B
IHCTPYKUiO 4N MeANYHOTO 3aCTOCYBaHHS
niKkapcbKoro 3acoby WoAao0 36i/1bLEeHHS TepMIHY
npugaTHoCTi Ans Kancyn 3 godysaHHAM 300 mr.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPKEHHS.
98. | MPEFABANIH | kancynu no 75 mr; MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepiasis: 3MiHu 3a He UA/16414/01/01
-0APHULA no 7 kancyny "®hapmaue "®apmavueBTUYHa | Tuny - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbknii 3acib. peyenmom | niossi2ae
KOHTYpHilA BTUYHA ipma "OapHuus” CT1abinbHiCTb. 3MiHa y TepMiHax npuaaTHocTi abo
YapyHKOBIW hipma yMmoBax 36epiraHHsi rOTOBOrO J1ikapCbKOro 3acoby
ynakoBLi; no 2 abo "OapHuus" (36inbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOrO
no 3, abo no 4, abo nikapcbkoro 3acoby) - [1ns Toprosoi ynakoBku
Nno 8 KOHTYPHMX (NiaTBEPAXKYETLCA AHUMUN peasibHOro yacy).
YapyHKOBUX 36inbLweHHs TepMiHy npuaaTtHocTi 13 Mperabanin-
ynakoBOK y nauvuj [apHuua ans gosysaHHA no 300 mr. [itova
pepakuisi: TepMiH NpuaaTHOCTI: 2 POKK.
lMponoHoBaHa pepakuisi: TepMiH npuaartHocTi: 3
POKW.
3MiHn BHeceHo B po3gin "TepmiH npugaTHocTi" B
IHCTPYKUiO AN MeANYHOTO 3aCTOCYBaHHS
niKapcbKoro 3acoby WoAao 36i/1bLUEHHS TEPMIHY
npugaTHoCTi Ans Kancyn 3 Ao3yBaHHAM 300 mr.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPKEHHS.
99. | MPEFABANIH | kancynu no 150 mr; MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuxX maTepianis: 3MiHu 3a He UA/16414/01/02
-AAPHUNLUA no 7 kancyny "papmaue "apmaueBThyHa | TNy - 3MiHK 3 AKoCTi. FOTOBWIA NikapcbkwWii 3acib. peyenmom | niosnsizae
KOHTYpHilA BTUYHA ipma "OapHuus” CT1abinbHiCTb. 3MiHa y TepMiHax npuaaTHocTi abo
YapyHKOBIl hipma yMoBax 36epiraHHsi rOTOBOrO /1iKapCbKOro 3acoby
ynakoBLi; no 2 abo "fapHuus” (36iNbLUEHHS TEPMiIHY NPUAATHOCTI FOTOBOrO
no 3, abo no 4, abo nNikapcbkoro 3acoby) - [1ns Toprosoi ynakoBku
Nno 8 KOHTYPHMX (NiaTBEPAKYETLCA AHUMU peasibHOro yacy).
YapyHKOBMX 36inbLIeHHs TepMiHy npuaaTtHocTi 13 Mperabanin-
ynakoBOK y nauuj [apHuua ans gosysaHHA no 300 mr. [itova
pepakuisi: TepmiH NpuaaTHOCTI: 2 POKK.
MponoHoBaHa pepakuin: TepMiH npuaaTHocTi: 3
poKu.
3MiHK BHeceHo B po3gin "TepMiH npugaTHocTi" B
IHCTPYKUiO AN MeANYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby WoAao 36iM1bLIEHHS TePMIHY
npugaTHoCTi Ans Kancyn 3 AodyBaHHAM 300 mr.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPKEHHS.
100. | NIPUMOBICT PO34MH NS iH'EKLN Baviep Al HimeuunHa Baviep Al HimeyunHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasia: 3MiHK 3a He UA/17931/01/01
0,25 MMonb/mi; No | Tuny - 3MiHn Wopao 6e3nekn/edreKTUBHOCTI Ta peyenmom | niosnsizae

10 mMny cknstHomy
wnpwvyj, no 1

thapmakoHarnagy (iHwi 3MiHK) - 3MiHU BHECEHO A0
IHCTPYKUIT 47151 MEANYHOTO 3aCTOCYBaHHS
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
LWINpuLy B Npo30pili nikapcbKoro 3acoby Ao po3gainis "OcobnuBi 3axoam
NacTUKOBIl 6e3nekun”, "Cnocib 3acTocyBaHHs Ta 4o3u" Woao
Kopo6bLj, 3aKpuTiii iHchopMmawii, SKa CTOCYETbCA BUKOPUCTAHHSA
nanepom, no 1 nonepeaHbLO HaNOBHEHMX WNPULiB. BBeaeHHS 3MiH
NacTuKoBIli kopobLi NPOTArom 4 MicsiLiB nicns 3aTBepkeHHs. 3MiHu |
BKNAAEHIN Y TNy - 3MiHKW 3 AKOCTi. FOTOBWIA Nikapcbkuii 3acib.
KapTOHHY KOpPOOKy; CurcTemMa KoHTelHep/3aKynoploBasibHUIA 3aci6 (iHLi
no 10 mny 3MiHW), BHECEHHS 3MiH 40 NPOMDKHOIO NakyBaHHs
nnacTnkoBomy N3, SKNiA BUMYCKAETLCS Y BUTNIALI NnonepeaHbo
wnpwui, no 1 HamnoBHEHWX NACTUKOBUX LUMPULB, a came
Lnpuuy BW/Ty4EHO NPOMiXHE NakyBaHHs (npo3opa
po3miLL,eHoMy B nnacTukoBa Kopobka) i 4oAaHO KaPTOHHWUIA TpMaY,
KapTOHHOMY TpUMadi AKNIA oikcyBaTMME NAACTUKOBUWIA LUNPULL Y BTOPUHHIN
i BK1ageHoMy B ynakoBLi, i NoAi6HO 40 NPOMIKHOT N1acTUKOBOT
KapTOHHY KOPOOKY KOPOGKM, BUKOHYyBaTUMe (PYHKLiI0 3aXUCTY Big,
AMOBIPHYMX 30BHILLHIX MOLUKOMAXXEHb Npun 36epiraHHi
4y TPAHCMNOPTYBaHHI, 3 BHECEHHSIM BifNOBIgHMX 3MiH
00 p. «Ynakoska» MKA /13. 3miHn BHeceHo [0
IHCTPYKUIiT A4NS MEeANYHOro 3aCTOCYBaHHS
nNiKapcbkoro 3acoby A0 po3giny "Ynakoska" 3
BiANOBIAHUMY 3MiHAMW B TEKCTaxX MapKyBaHHS
yNakoBOK NikapcbKoro 3acoby. BBegeHHs 3MiH
NPOTArom 4 MicsiLiB MicNs 3aTBEPKEHHS.
101. | NPONIA® PO34MH ANS iH'EKi, AMIKeH HigepnaHngm BMPOGHMLTBO CLUA/ BHECEHHS 3MiH [0 peecTpavliiiHuX maTepiasis: 3MiHu 3a UA/12077/01/01
60 mr/mn; mo 1 mn €spona Hepo3dacoBaHoi HinepnaHvgn | Tuny - 3miHn Wopao 6e3nekn/edreKTMBHOCTI Ta peyenmom
PO34MHY B CKNSAHOMY B.B. npoaykuii, nepsrHHe thapmakoHarnagy (iHwi 3MiHn) - 3MiHW BHECEHO B

nonepeaHbLO
HarnoBHEHOMY
LLNPWL 3 TOJIKOH,
3aKpUTOH0
KOBMaYKoM, i3
3aXUCHUM
NPUCTPOEM BIf,
BUMAAKOBOrO YKoy
rosikoto; no 1
nonepeaHbLO
3anoBHEHOMY
LUMPULLY 3 3aXUCHUM
NPUCTPOEM B
6nicTepi; no 1
6nictepy B
KapTOHHI kopobuy;
no 1 mMn po3yvHy B
CKNSIHOMY
nonepeaHbLO
3anoBHEHOMY
LLNPWL 3 TOJIKOH,
3aKpUTOH0

nakyBaHHA: AMIKeH
MaHychekuypiHr
Nimiten, CLUA,;
BTOPUHHE NaKyBaHHS
Ta BUNyCK cepii:
AmaxeH €spona b.B.,
HigepnaHgn

TEKCT MapKyBaHHs1 BTOPUHHOT YNakoBKM JiKapCbKoro
3acoby. TepmiH BBEAEHHS 3MiH - MPOTArom 6 micauis
nicns 3aTBepKEHHSI
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

KOBMaykom; no 1
nonepeaHbLO
3anoBHEHOMY
wnpuy B 6nicTepi
abo 6e3 6nicTepa,
nomiLLeHoMy B
KapTOHHY KOPOGKY

102.

NMPOMNTYC®

cupon, 30 mr/5 mn,
no 100 mn a6o no
200 M1y cKnstHoMy
hNaKoHI 3 KPULLIKOKO
3 KOHTPONIEM
NepLUOro BigKPUTTS.
KoxeH thnakoH y
KapTOHHI ynakoBLi
pasom 3 wnpuuem-
[103aTOpPOM 06’EMOM
5 mn Ta agantepom
Ans wnpvya, no 100
M a6o no 200 mny
CKNsiHOMY dNaKkoHi 3
KPULLIKOIO
HeJOoCTyMNHOW AN
BIAKPUTTA AITbMU.
KoxeH cpnakoH y
KapTOHHI ynakoBLi
pasom 3 wnpuuem-
[103aTOpPOM 06’EMOM
5 Mn Ta agantepom
ANsa wnpuua

TOB

"T'nepdap
M ATa"

YkpaiHa

TOB "KYCYM ®APM"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis:
TexXHiuHa nomuska (3rigHo Hakasy MO3 Big
23.07.2015 Ne 460) - BunpaBneHHs TEXHIYHOT
NOMUJIKW, MOB’A3aHO 3 HEKOPEKTHUM NePEHECEHHAM
iHchopmawuii 3 maTepianis BUpobHuKa A0 MeToAiB
KOHTpO/to, B po3aini «CynpoBifHi AOMILLIKM», a came
Y PO3paxyHKoBili hopMyni 4151 po3paxyHKy BMIiCTY
«gomiwkn nesogponponizuHy N-okenay (Xino)».
3a3HayeHe BMMNpaB/IEHHS BifNoBifae JOKyMeHTaL,ji
BMPOOHWKa, fKa NpeAcTaBeHa B apXiBHUX
mMaTepianax

3a
peyenmom

UA/20836/01/01

103.

nynbmMoJ/siopr
®

Tabnetky, in bulk: no
5000 Tabnetok y
noABINHNX
nonieTnIeHoBUx
nakeTax

Mosi Xenc
rm6X

LLBeiuapis

CaBa Xenckea Jitg,
IHais; Mepgiton
dapmacsbtoTikan N14.,
YropLmHa

IHais/
YropumHa

BHECEHHS 3MiH IO peecTpaLjiiiHux maTepianis: 3MiHu
| TMny - 3MmiHu 3 AkocTi. CepTudpikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMEHOro cepTudpikata BiANOBIAHOCTI
ab0 BUNyYeHHs cepTudikarta BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ons BuxigHoro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI A®I; ans
[LOMOMDKHOT peyoBUHM (CepTudikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA
cepTuddikaT Bif y)Xe 3aTBEepIAXXEHOro BUPOOHUKA -
[MogaHHA OHOBNEHOTO cepTudikaTa BifnoBigHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2004-201-
Rev 04 (3aTBepmxeHo: R1-CEP 2004-201-Rev 03)
ana A®l ambpokcony rigpoxnopuay Big
3aTBepAxeHoro Bupo6Hvka Shilpa Medicare Limited,
India. 3MiHu | TMNy - 3miHK 3 sikocTi. CepTudcpikart

UA/10379/01/01
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Ne Ha3ssa dopma sunycKy 3assHUK KpaiHa Bupo6Huk KpaiHa
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPO6HUKa
3acoby ynakoska)

Peecmpayjitina npoyedypa Ymosu Peknam Howmep
Bionycky yBaHHs1 | peecmpayiliHo2o
nocsioYeHHs1

BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOB/IEHOTO cepTudikarta BifnoBifHOCTI
ab0 BUNyYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponeiicbkii hapmakonei: ans A®l; ons BUXigHOro
marepiany/peareHTy/npoMiKHOrO NPOAYKTY, L0
BUKOPWCTOBYIOTBLCS Y BUPOOHNLUTBI ADI; fns
[LOMOMDKHOT peyoBUHM (CepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNEHWI
cepTudikaT Bif y)Xe 3aTBepXEHOro BUPOOHUKA -
[MogaHHA OHOBNEHOrO cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2004-201-
Rev 05 gna A®l ambpokcony rigpoxnopuay Big,
3aTBepxeHoro Bupo6Hvka Shilpa Medicare Limited,
India, sikuii 3miHMB Ha3By Ha Shilpa Pharma
Lifesciences Limited, India. 3miHun | Tuny - 3miHun 3
aKkocTi. CepTudpikaT BignosigHocTI/IE-cepTudikaT
BifNoBigHOCTI €Bponelicbkili
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI ab6o
BWYYEHHS cepTudikaTta BiAnoBigHOCTI
€Bponeiicbkin hapmakonei: ans A®l; ons BuxigHoro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BVIKOPWCTOBYIOTbCS Y BUPOOHULTBI A®I; ans
L0MNOMIXHOT peqoBuHN (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA
cepTuddikaT Bif y)Xe 3aTBepIXEHOro BUPOOHUKA -
MopaHHsA OHOBIEHOTO cepTudikaTa BiANOBIAHOCTI
€poneiicbkili hapmakonei No CEP 2004-201-Rev
06 gna A®| ambpokcony rigpoxnopuay Big,
3aTBepAxeHoro BupobHuka Shilpa Pharma
Lifesciences Limited, India.
104. | NYIbMOJIOP | Ta6bnetku, no 10 Mosi Xenc LLiselinapis CaBa Xenckea Jlta, IHgis/ BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3MiHu 6e3 UA/10378/02/01
® Tabnetok y 6nictepi; M6X IHAia; MegiTon YropuwuHa | Tuny - 3miHun 3 skocTi. CepTudikat peyenma
no 1 a6o 2 6nictepu dapmacktoTikan f1ta,., BignosigHoCTI/TE-cepTudpikart BignosigHoCTi
B KapTOHHIW YropwmHa €sponelicbkin hapmakonei/moHorpadii. NMogaHHA
ynakoBLi HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
abo BUNy4YeHHs cepTudpikata BianoBigHOCTI
€poneiicbkin thapmakonei: ans A®l; ons BuxigHoro
mMarepiany/peareHTy/npoMiKHOr0 NMPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; Ans
[0NOMDKHOT peyvoBuHN (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBIEHWIA
cepTuaikaT Bif yxe 3aTBepKeHOro BUpobHuKa -
MopaHHA OHOBMEHOrO cepTudpikaTta BiANOBIAHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 2004-201-
Rev 04 (3aTBepmxeHo: R1-CEP 2004-201-Rev 03)
ana A®l ambpokcony rigpoxnopuay Big
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dopma sunycKy

3asiBHUK

73

n/n

JliKapcbK0O20
3acoby

(nikapcbka ¢hopma,
ynakoska)

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsi0OYeHHs

105.

PAMIMEL®

3aTBepmxeHoro BupobHuka Shilpa Medicare Limited,
India. 3MiHu | TUNY - 3MiHK 3 AkocTi. CepTudpikart
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BiANoOBIAHOCTI
abo BUNyYeHHA cepTudikarta BifgnoBigHOCTI
€Bponeiicbkin hapmakonei: ans A®l; ons BuxigHoro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMIXHOT peqoBuHN (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA
cepTuddikaT Bif y)Xe 3aTBepIXEHOro BUPOOHUKA -
MopaHHsA OHOBIEHOTO cepTudikaTa BiANOBIAHOCTI
€Bponeiickkili hapmakonei Ne R1-CEP 2004-201-
Rev 05 gna A®l ambpokcony rigpoxnopuay Big,
3aTBepmxeHoro BupobHuka Shilpa Medicare Limited,
India, sikuii 3mMiHUB Ha3By Ha Shilpa Pharma
Lifesciences Limited, India. 3MiHu | Tuny - 3miHn 3
akocTi. CepTudikat BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBponechkili
hapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BU/TYYEHHS cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BuXigHOro
marepiany/peareHTy/npoMiKHOrO NMPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyvoBuHN (cepTuddikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTudikaT Bif y)xe 3aTBEpIXEHOro BUPOOHUKA -
MopaHHA OHOB/IEHOrO cepTuddikaTa BiANOBIAHOCTI
€poneiicbkili hapmakonei Ne CEP 2004-201-Rev
06 ana A®l ambpokcony rigpoxnopuay Big,
3aTBEpAXeHoro BMpo6Huka Shilpa Pharma
Lifesciences Limited, India.

Tabnetku no 5 mr;
no 10 TabneTtok y
6nicTepi; no 3
6nictepu B
KapTOHHIli Kopoobui

Mepokemi
nTa

Kinp

BUPOBHULTBO 3a
NMOBHUM LK/TOM:
AkTasic /IT[, ManbTa;

BMPOGHMLTBO
Hepo3dacosBaHoro
NPOAYKTY, KOHTPO/Ib
AKOCTI, [03BIN HA
BUMYCK Cepii:
Megokewmi Nimiten,
Kinp;

nepByHHE Ta

BTOPUHHE NaKyBaHHA:

ManbTa/
Kinp

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKill XxapakTepucTumLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLUIii 415 MEAMYHOr0 3aCTOCYBaHHS
reHepuyYHUX/ribpuaHNx/6ionogibHNX NikapcbKMx
3ac06iB nicnsi BHECEHHSA TiET caMoi 3MiHW Ha
pedepeHTHUIA npenapart (3mMiHa He noTpebye
HafaHHA XOAHVX HOBVX AOAATKOBUX AaHWX). SMiHN
BHECEHO [0 iHCTPYKLIiT 415 MeANYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby y po3aim
"®apmakonorivHi BractmeocTi", "B3aemogis 3
IHLWMMK NiKapcbKMK 3acobamu Ta iHWi BUAn

B3aemogiii", "OcobanBocTi 3acTocyBaHHsA", "Cnocib

3a
peyenmom

He
nionsieae

UA/10153/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

Mepokemi T/ (3aBog,
AZ), Kinp

3acTocyBaHHsA Ta [03u" 3rigHO 3 iHhopMaLjelo Woao
MeAMYHOro 3acTocyBaHHA pedhepeHTHOro
nikapcbkoro 3acoby (TPUTALE®).
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPKEHHS. 3MiHM | TUny - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnagy (iHLwi
3MiHM). 3MiHN BHECEHO A0 IHCTPYKLi 415 MeAUYHOTo
3acToCcyBaHHSA NikapcbKoro 3acoby y po3ain “rMobivHi
peakuii” Woa0 BaXXNMBOCTI MOBIAOM/IEHHS MPO
nigo3proBaHi No6ivHi peakuii. BBeAeHHS 3MiH
NPOTAroM 6-TW MICALIB NiC/A 3aTBEPAXEHHSA. 3MiHN |
T™Mny - AOMIHICTPaTWBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu Micus NPOBaKEHHS AISNbHOCTI
BMPOGHWKa/iMnopTepa roToBoro Nikapcbkoro 3acoby,
BK/IHOYA0UM AiNbHUL BUNYCKy cepii abo micue
NPOBeLEHHS KOHTPO/IO AKOCTI. (AiANbHICTb, 3a AKy
Bignosigae BUPOGHMK/IMNOpTEp, BKIKOYAOUM BAMYCK
cepiil) yTOYHEHHS! Ha3BM Ta afpecy BUPOBHNYOI
AinbHUUI Y BiANoBIigHOCTI Ao cepTudikaty GMP.
3MiHV BHECEHO A0 IHCTPYKLUIT ANs MeAUYHOro
3aCTOCyBaHHSA NiKapcbKoro 3acoby y po3ginm
"Brpo6HuMK", "MicLe3HaxomKeHHs BUPOGHMKa Ta
ioro agpeca MicLsA NPoBaKEHHS Ois/IbHOCTI", 3
BIANOBIAHUMY 3MiHAMW [0 TEKCTY MapKyBaHHS
yMakoBKM Nikapcbkoro 3acoby. BBegeHHs 3MiH
NPOTAroM 6-TW MICALIB NiC/A 3aTBEPAXEHHSA. 3MiHN |
™Mny - 3MiHK Wwoao 6e3nekn/ethekTUBHOCTI Ta
thapmakoHarnsgy. BunyyeHnHs (cuna gii) BUny4YeHHs
[03yBaHHA 2,5 Mr BHaC/iA0K MapKeTUHrOBOro
piLLeHHA KOMMNaHii. 3MiHK BHECEHO A0 IHCTPYKUii ANs
MeAMYHOro 3acTOCYBaHHS NikapCbKoro 3acoby y
po3ginu "Cknag", "Nikapcbka hopma” ("OCHOBHI
hizmko-xiMiuHi BnacTmsocTi"), "Cnoci6 3acTocyBaHHs
Ta 031" WoAo BUYyYeHHS [03yBaHHA 2,5 mr, 3
BiAMNOBIAHUMU 3MiHAMU [0 TEKCTY MapKyBaHHS
ynakoBKM Nikapcbkoro 3acoby. BeefeHHsA 3MiH
NpOTSArom 6-Tv MicsLiB Mic/1a 3aTBepAKEHHS!

106.

PAMIMEL®

Tabnetku no 10 mr;
no 10 TabneTtok y
6nicTepi; no 3
6nictepu B
KapTOHHIl KopoobLi

Mepokemi
nTa

Kinp

BUPOBHULTBO 3a
NMOBHUM LK/TOM:
AkTasic /IT[, ManbTa;

BMPOGHMLTBO
Hepo3dacosBaHoro
NPOAYKTY, KOHTPO/Ib
AKOCTI, [03BIN HA
BUMYCK Cepii:
Megokewmi Nimiten,
Kinp;

ManbTa/
Kinp

BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3MiHu
| Tuny - 3MiHn Wopao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKill XxapakTepucTumLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLUIii 415 MEAMYHOr0 3aCTOCYBaHHS
reHepuyYHUX/ribpuaHNx/6ionodibHNX NikapcbKnx
3aco06iB nicnsi BHECEHHA TiET caMoi 3MiHW Ha
pedepeHTHUIA npenapart (3miHa He noTpebye
HafaHHA XOAHVX HOBVX AOAATKOBUX AaHWX). SMiHN
BHECEHO [0 iHCTPYKLIiT 415 MeANYHOro
3aCTOCyBaHHS NiKapCbKoro 3acoby y po3ainm

3a
peyenmom

UA/10153/01/03
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

NnepBUHHE Ta

BTOPWHHE NakyBaHHs:

Mepokemi T/ (3aBog,
AZ), Kinp

"®apmakonorivHi BractmsocTi", "B3aemogis 3
IHLWIMMK NiKapCcbKMK 3acobamu Ta iHWi BUAn
B3aemogiit”, "OcobmMBoCTi 3acTocyBaHHs", "Cnocio
3acTocyBaHHA Ta A03u" 3rigHO 3 iHhopMauielo Wwoao
MeAMYHOro 3acTocyBaHHA pedhepeHTHOro
nikapcbkoro 3acoby (TPUTALE®).
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPKEHHS. 3MiHM | TUNYy - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnagy (iHLwi
3MiHM). 3MiHN BHECEHO A0 IHCTPYKLi A1 MeAUYHOTo
3acTocyBaHHSA NikapcbKoro 3acoby y po3ain “rMobivHi
peakuii” Woa0 BaXNMBOCTI NOBIAOM/IEHHS MPO
nigo3proBaHi No6ivHi peakuii. BBeAeHHS 3MiH
NPOTAroM 6-TW MICALIB NiC/A 3aTBEPAXEHHSA. 3MiHN |
T™Mny - AOMIHICTPaTWBHI 3MiHU. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu MicLs NPOBaMKEHHS AISNbHOCTI
BMPOGHWMKa/iMnopTepa roToBoro Nikapcbkoro 3acoby,
BK/IHOYA0UM AiNbHUL BUNYCKY cepii abo micue
NPOBeLEHHS KOHTPO/IO AKOCTI. (AiANbHICTb, 3a AKy
Bignosigae BUPOGHMK/IMNOpTEp, BKIKOYAOUM BAMYCK
cepiil) yTOYHEHHS! Ha3BM Ta afpecy BUPOBHNYOI
AinbHUUI Y BiANoBigHOCTI Ao cepTudikaty GMP.
3MiHV BHECEHO [0 IHCTPYKUIT ANs MeAUYHOro
3aCTOCyBaHHSA NiKapcbKoro 3acoby y po3ainm
"Brpo6HuMK", "MicLe3HaxomKeHHs BUPOGHMKa Ta
ioro agpeca MicLsA NPoBaKEHHS Ois/IbHOCTI", 3
BIANOBIAHUMY 3MiHAMW [0 TEKCTY MapKyBaHHS
yMakoBKM Nikapcbkoro 3acoby. BBegeHHs 3MiH
NPOTAroM 6-TW MICALIB NiC/A 3aTBEPAXEHHSA. 3MiHN |
™Mny - 3MiHK Woao 6e3nekn/etekTUBHOCTI Ta
thapmakoHarnsgy. BunyyeHnHs (cuna gii) BUny4YeHHs
[03yBaHHA 2,5 Mr BHaC/iA0K MapKeTUHIOBOro
piLLIeHHA KOMMaHii. 3MiHK BHECEHO A0 IHCTPYKUii ANs
MeAMYHOro 3acTOCYBaHHS NikapCbKoro 3acoby y
po3ginu "Cknag", "Nikapcbka hopma” ("OCHOBHI
hizmko-xiMiuHi BnacTmsocTi"), "Cnoci6 3acTocyBaHHs
Ta [o3un" WoAo BUyYeHHS [03yBaHHA 2,5 mr, 3
BiANOBIAHUMU 3MiHAMU [0 TEKCTY MapKyBaHHS
ynakoBKMW Nikapcbkoro 3acoby. BeefeHHsA 3MiH
NpOTSArom 6-Tv MicsILiB Mic/1a 3aTBepAKEHHS!

107.

PENAMIO

PO3YMH ANS iH'EKLiA,
4 Mr/2 Mn; no 2 mn B
amnyni; no 6 amnyn

B KapTOHHIiA navu,i

Mictpan
Kenitan
MeHepxm
eHT
Nimiten

AHrniA

BEM Inau CaH. Be Tik.
A.C.

TypeuunHa

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu
| TNy - AOMiHICTpaTMBHI 3MiHN. 3MiHa Ha3Bu
nikapcbkoro 3acoby (A.2. IB)
3MiHa Ha3BU JliKapCbKOro 3acoby.
3ATBEPI)XEHO:

MIOHEAPOH
(MIONEURON)
3AMPOMNOHOBAHO:

3a
peyenmom

He
nionsieae

UA/20893/01/01
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
PE/TAMIO
(RELAMIO)
108. | PUSATPUNT Tabnetku, Wo dapmaTeH Ipeuis dapmateH C.A,, Ipeuis BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3MiHu 3a UA/14329/01/02
AH- AncnepryoTbes y C.A. I'peuis; dapmareH | Tuny - 3miHK Wopao 6e3nekn/edreKTMBHOCTI Ta peyenmom
DPAPMATEH POTOBI NOPOXHWHI, IHTepHewwHn C.A., thapmakoHarnagy. BeegeHHs abo 3MmiHu fo
no 10 mr, no 2 Ipeuis y3araslbHeHVX faHux Npo cuctemy papmakoHarnsgy
Tabnetkn y 6nictepi; (BBEAEHHSA y3araslbHEHUX AaHVX MPO cucTemy
no 1 6nictepy B thapmakoHarnsgy, 3MiHa ynoBHOBaXeHOT ocobu,
KapTOHHI Kopoo6L; BiANOBIAa&bHOI 3a 34iiCHEHHA thapmakoHarnagy;
no 3 TabneTkn y KOHTaKTHOI 0cobu 3 (hapMakoHarnAgy 3asBHuKa gns
6nictepi; no 1 a6o 3pificHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
no 2 6nictepu B BiIMiHHa Bif, YNOBHOB&XEHOI 0CO6U, BiANOBIAAUTbHOI
KapTOHHIli KopoobLi 3a 3AjiicHeHHs hapMakoHaraay (BkIyatum
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
tharina cuctemmn thapmakoHarnsgy) - 3miHa
YMOBHOBaXEHOI 0C06YM 3asBHMKa, BigNoBigabHOT 3a
thapmakoHarnsag. fitoya pepakuisi: Evangelia Dova.
MponoHoBaHa pegakuis: Makrodouli Eleni. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI 0COOU 3asBHUKA,
BignoBiganbHOI 3a hapmakoHarnsg. 3MiHa
KOHTaKTHOT 0CO6U 3asiBHMKA, BigNoOBiga1bHOI 3a
thapmakoHarnag B Ykpaini. [itoua pegaxuis:
Lknapesuny Irop OnekcaHaposuy. MNponoHoBaHa
peaakuis: MeTtpywarHko Makcum Mykonanosuy.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0cobu
3asBHYKa, BigNoBiAa/IbHOT 3a hapmakoHarnsg B
YKpaiHi
109. | PUSATPUNT Tabnetku, Wo PAPMAT Ipeuis dapmaTeH C.A,, Ipeuis BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3MiHu 3a UA/14329/01/01
AH- ancnepryoTbes y EH C.A. Ipeuisn; dapmareH | TMny - 3MiHun Wwopao 6e3nekn/eeKTUBHOCTI Ta peuenmom
PAPMATEH POTOBI NOPOXHWHI, IHTepHewHn C.A., thapmakoHarniagy. BeegeHHs abo 3miHu go

no 5 wmr; no 2
Tabnetkn y 6nictepi;
no 1 6nictepy B
KapTOHHIli KopoobLi
a6o no 3 TabneTkn y
6nictepi; no 1 a6o
no 2 6nictepu B
KapTOHHIli KopooLi

Ipeuis

y3araslbHeHVX faHux npo cuctemy dpapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX NPO cucTemy
hapMakoHarnsay, 3aMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAANLHOI 3a 34iliCHEHHA thapmakoHarnaay;
KOHTaKTHOI 0cO6M 3 thapmakoHarnsay 3asBHuka ans
3[iicHeHHs hapmakoHarnsgy B YkpaiHi, AKLWO BoHa
BiIMiHHA Bif YNOBHOBaXEHOI 0CO6U, BiANOBIAA/IbHOI
3a 3[jiicHeHHs1 hapMakoHarnaay (BkiYarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
thaiina cuctemu hapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, Bi4NOBigabHOI 3a
thapmakoHarnag. fitoua pegakuis: Evangelia Dova.
MponoHoBaHa pepakuis: Makrodouli Eleni. 3miHa
KOHTaKTHUX JaHnX YNOBHOBaXKEHOT 0COOU 3asBHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag. 3miHa
KOHTaKTHOT 0CO6U 3asiBHMKA, BignoBiganbHOI 3a
thapmakoHarnsg B Ykpaidi. [itova pegakuis:
LLknsapeBuny Irop OnekcaHgposuy. MNponoHoBaHa
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pepakuist: MeTpywaHko Makcum MyikonaiioBuy.
3MiHa KOHTaKTHUX AaHWUX KOHTaKTHOT 0co6u
3a8BHMKa, BiANOBIAaIbHOI 3a thapmakoHarnsg B
YKpaiHi
110. | PIANTPIC cnpeii HazasbHUiA, FneHmapk LLseiiuapis neHmapk IHais BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/18235/01/01
[030BaHni, CnewianTi dapmacbloTUKan3 | Tuny - AgMiHiCTpaTVBHI 3MiHW. 3MiHa peyenmom
cycneHsis; no 56, C.A. nrp. HalilMeHyBaHHs Ta/abo agpecy MicLs NPOBaMKEHHS
120 a6o 240 po3y LisNbHOCTI BUpo6OHMKa (BK/THOYaKouu, 3a
nonieTuseHoBoMy HeoObXiAHOCTI, MicLie NPOBEeAEHHS KOHTPO/IO SKOCTI),
thnakoHi; no 1 abo BriacHuka macTep-gaiina Ha A®l, abo
hnakoHy 3 nocravanbHuka Adl/BuxigHoro
[03yH04MM HaCcoCOM- marepiany/peareHTy/npoMiKHOrO NMPOAYKTY, L0
posnunioBavem, 3aCTOCOBYHOTLCS Y BUPOGHULTBI API (AKLLO
3aKpUTUM 3a3Ha4YeHo y A0ChbE Ha NikapcbKuii 3acib) 3a
KOBMayKkoM, y BiICYTHOCTI cepTucpikata BiANoOBIAHOCTI
KapTOHHIli KopoobLi €Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[ocbke, abo BUPOOHMKA HOBOI LONOMIXHOI pe4OoBUHU
(AKLLLO 3a3HAYEHO Y A0CHE) - BUpOGHKK Aitouoi
peyoBuHM OnonataguHy rigpoxnopug Glenmark Life
Sciences Ltd., India 3miHMB Ha3By Ha Alivus Life
Sciences Limited, India. BupobHuua ginbHunus,
MiCL,e3HaxXOKEHHS Ta yCi BUpobHUYi onepauii
3a/MLWIATbCA HE3MIHHUMK
111. | PIHA3AN® cnpei HasasTbHUA, MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepiasnis: 3MiHu 6e3 UA/17751/01/01
EKCTPA [o30BaHuit 0,5 "papmaue "apmaueBTnyHa | TMny - 3miHu 3 akocTi. CepTudpikat peyenma
mr/mn, no 10 mny BTUYHA ipma "OapHuus” BignosigHoCTI/IE-cepTucpikat BignosigHoCTi
chnakoHi 3 thipma €Bponelicbkiin hapmakonei/moHorpadii. 3miHu,
[03yBaU/IbHUM "OapHuus” noB'sA3aHi 3 HEOOXiAHICTIO MPUBEAEHHS Y

Hacocowm, no 1
dhnakoHy y nauui

BiANOBIAHICTb A0 MOHOrpadii AdY abo
€Bponelicbkoi thapmakonei, abo iHWOI HalioHa/IbHOT
hapmakonei gepxasn €C (iHLWi 3MiHN) - BHeCeHHs
3MiH Ta pefakuiliHi yTouHeHHs1 fo po3ginis 3.2.P.4.1
i 3.2.P.4.2 Ha gonomixHy peyosuHy Monicop6ar 20,
a came "lgeHTundikauis” (go posginis AiD, Wwo €
nepLuUoto igeHT1dikaLieto 3a BiZNOBILHO
MoHorpadieto €®), "KncnoTtHe uncno”,
"lgpokcnnbHe uncno”, "MepekncHe yncno®, "Yucno
oMuneHHs", "Cknag XupHux kucnot", "ETnneHokcng,
i piokcaH", BUyYeHo po3gin "Baxki metanmn”
npvBeaeHo BiAnoBigHO A0 BUMOT Ajto40i MOHorpadii
€0 "Polysorbate 20", 3 ypaxyBaHHsIM BUMOT po34iny
€d 1.5.1.8 |geHTudikayisn, a Takox BUMOT i
pekomeHgauiin AdPY. 3miHu | Tuny - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. KOHTPOIb AONOMIKHUX
peyoBuH. 3mMiHa NnapameTpiB cneumndikauilii Ta/abo
[OMNYCTUMUX MEX /151 LOMOMDKHOT PEHOBUHN
(BUNy4yeHHs 3i cneuudikaL,ii He3Ha4YHOro NokasHuKa
(Hanpukiag 3acTapifioro NokasHvka)) - BHeceHHsi
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

3MiH g0 cneuudikalii Ha JONOMKHY PeYOBUHY
Monicop6aT 20 BignoBigHO A0 BUMOT Aoyl
MoHorpadii E® "Polysorbate 20", 3 ypaxyBaHHAM
BMMOr po3sginy €® 1.5.1.8 lgeHTudikanis tTa €P
1.5.1.7 “Characters”. ¥ 3B'A3ky 3 LM, i3 po3giny
"laeHTudikauia" BuayyeHo iHchopmadito npo gpyry
ideHTudikauito Ta BiANOBIAHI po3ainu apyroi
iaeHTudikaLii, a came: "B", "C" Ta "E", BUNy4eHO
po3ain "Po3unHHIcTL" (IHdopmMaLiito nepeHeceHo A0
3arasibH1X BNacTUBOCTEN), BUTyYEeHO J0LATKOBY
iHhbopmaLito LWoA0 KOHTPOSIO 3a cepTudikatom
BMPOGHMKa 3a posginamu "TigpoKcunbHe ymcno',
"Cknag XUpHUX Kncrot". 3MiHu | Tuny - 3MiHn 3
AkocTi. FOTOBWIA Nikapcbkuii 3aci6. KoHTposb
[OMNOMDKHUX PeyoBMH. 3MiHa napameTpis
cneuudikauin Ta/abo AoNyCTUMUX MEX AN15
[,0MOMDKHOT peYOBMHM (iHLLT 3MiHW) - BHECEHHS 3MiH
[0 crneundikaLii Ta MeToAMK KOHTPO/IH0 SKOCTI Ha
[0nomiXHY pedoBuHy lMonicopbat 20 y
BiANOBIAHICTL A0 BMMOr €Bponelicbkoi ®apmakonel
«Polysorbate 20», 3 BpaxyBaHHAM fil04nxX BUMOT Ta
pekomeHgauiii dY. Y 38’A3Ky 3 UMM BHECEHO 3MiHN
Ta pefakLiliHi yTOUHEeHHs1 10 po3ainy
"Mikpob6ionoriyHa unctora" (6e3 3mMiHN HOPMyBaHHS).
CynyTHS 3MiHa - 3MiHW 3 AKOCTIi. [OTOBWIA NiKapCbKMiA
3aci6. KOHTpO/ib AONOMDKHUX PpeYOBUH. 3MiHA Y
MeToAax BUNPOGYyBaHHS AOMNOMIKHOI PeHOBUHM
(He3HauHi 3MiHM y 3aTBEpPKEHUX MeToAax
BMNPO6YBaHb)

112.

PO3YNIN®
nnoc

Kancynu Teepai no
10 mr/10 wmr, no 10
Kancyn y 6nictepi;
no 3 6nictepn 'y

KapTOHHIli Kopoobui

3AT
dapmaves
TUYHWIA
3aB0[,
EFIC

YropwuHa

NOBHWI LKA
BMPOGHMLTBA,
BK/THOHAIOUM BUMYCK
cepii: 3AT
dapmaneBTUYHNIA
3aBog ETIC,
YropLumHa; noBHW
LMK BUPOGHULTBA,
BK/THOHAIOUM BUMYCK
cepii: 3AT
dapmaneBTUYHNIA
3aBog ErlIC,
YropwmHa

YropLmHa

BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3MiHu
| Tuny - 3MiHK 3 AKoCTi. FOTOBWIA Nikapcbkunii 3acib.
KOHTpPO/b AONOMDKHUX peyoBUH. 3MiHa napameTpis
cneuudikavin Ta/abo AoNycTUMUX MeX 415
[OMNOMDKHOT peyYOoBMHY (LOMOBHEHHS cneuudikauii
HOBUM MOKa3HUKOM 3 BifNOBIAHUM METOA0M
BMNPOOGYBaHHS) - AOMOBHEHHSA creumdikavii
NMOPOXHbLOI XXe/TaTUHOBOT Kancysiy NoKasHUKOM
«Maca» 3 HopMyBaHHSIM 966 Mr. 3MiHW | TUNYy -
3MiHM 3 KOCTi. [0TOBWMIA Nikapcbkuii 3aci6. KOHTponb
[OMNOMDKHMX pPeYOoBMH. 3MiHa napameTpis
cneuudikayii Ta/abo AoNyCTUMUX MEX A5
[OMNOMDKHOT peYOBMHM ([OMOBHEHHS cneumdikawii
HOBMM MOKa3HUKOM 3 BifNOBIAHUM METOA0M
BMNPOBYBaHHS) - 4ONOBHEHHS cnevmdikauii
NMOPOXHbOT XXENaTUHOBOT Karncynu NOKasHNKOM
«Colour, Graphics and printing». 3miHu | Tuny -
3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6. KoHTponb
[OMNOMDKHMX peYoBMH. 3MiHa napameTpis

3a
peyerimom

He
nionsieae

UA/16808/01/01
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3acoby ynakoska) nocsioyeHHs1

cneuudikauin Ta/abo AoNyCTUMUX MEX AN1s
[L0MOMDKHOT peYOBMHU (BUTYYEHHS 3i cnevmdikadii
He3HayHOro NokasHvka (Hanpuknag, 3actapinoro
MOKa3HMKa)) - BUTyYEHHS HE3HAYHOTO MOKa3HKKa 3i
creundikaLii NOPOXHbLOI XeNnaTUHOBOI Kancyu
«Packing». 3miHu | TUNY - 3MiHK 3 AKoCTi. FoTOBWMIA
nikapcbknii 3aci6. KOHTPOb AONOMIXHMX PEYOBUH.
3miHa napamMeTpiB cneyudikaii Ta/abo
[ONYCTUMUX MEX A/15 AONOMDKHOT PEHOBUHM
(BnyYeHHs 3i cneumdikalii He3HaYHOrO NMOKa3HMKa
(Hanpuknag, 3acTapinoro NoKasHka)) - BUNy4YeHHs
He3HaYHOro NokasHuka 3i cneumdikalii NOPOXHLOT
enaTnHoBoi kancynn «Total swap and locking».
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapCbKuii
3aci6. KOHTpO/1b AONOMDKHUX PEYOBUH. 3MiHa
napameTpiB cneundikauii Ta/abo AoNyCTUMUX MEX
07151 AONOMDKXHOT PEUYOBUHM (ONOBHEHHSA abo 3aMiHa
(3a BUHATKOM NiKapcbKnx 3acobis 6i0s10riyHoro t1a
iMYHO/T0TiYHOrO MOXOPKEHHS) NapameTpa
crneundikavii 3 BigNoBiAHUM METOL0M
BMNPOGYBaHHA 3a pedynbTaTtaMu JOCNiAKeHb 3
6e3nekn abo AKOCTi) - BHECEHHS 3MiHU 4O
BUNPOBYBaHHSA XXeNaTUHOBOI Kancynu 3a
NoKasHNKOM «Baxki MmeTann». B maTepianax
peecTpauiiHoro AoCbE NpefcTaB/eHa OLjiHKa pU3nKy
3rigHo ICH Q3D. 3MiHu | TUny - 3MiHK 3 AKOCTI.
[oTOBWI1 Nikapcbkuii 3aci6. KOHTPO/b JONOMIKHUX
peyoBuH. 3mMiHa NapameTpiB cneuundikauilii Ta/abo
O0NyCTUMUX MeX 151 LONOMIXHOI peqoBUHY (iHLUi
3MiHW) - BHECEHHSA 3MiHM 0 cneuudikawil
XXeNnaTUHOBOI Kancynv 3a NokasHWKOM «Appearance
of capsules», a came getanizavis BUrnsgy kancysn.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. KOHTpo/ib AONOMDKHMX PEYOBUH. 3MiHa
napameTpiB cneyudikauii Ta/abo AoNyCTUMUX MEX
ANA 0ONOMDKHOT PeYOBUHM (IHLLI 3MiHK) - 3MiHa
BMMOT crieumdpikaLii »xenaTuHoBoi Kancym 3a
NnoKasHWKOM «laeHTudikauis okeuay 3anisa (XimivyHa
peaxLisi)» 3aszHayeHi BUMOru € B6ifibLL TOYHUMMU.
3miHu | TUny - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepucTuL Nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta iIHCTPYKLUiT 4151 MeAnYHOro
3aCTOCYBaHHA Ha MigcTasi perynsipHo
OHOBJIIOBAHOrO 3BiTY 3 6e3NeKun NiKapcbkoro 3acooby,
abo gocnigpxeHb 3 6e3Mnekn 3acTocyBaHHS
nikapcbKoro 3acoby B nic/ispeecTpawiitHuii nepios,
ab0 SK pesynbTar OLiHKM 3BITY 3 AOCNIMKEHb,
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NpoBeAeHNX BiANOBIAHO A0 NAaHy nefiaTpUyuHmX
pocnipkeHs (PIP) (3MiHy y3rofxeHo 3
KOMMETEHTHUM YNOBHOBaXXEHVM OpraHoM) - 3MiHK
BHECEHO B IHCTPYKLitO AN19 MeANYHOro
3acToCcyBaHHA NiKapcbKoro 3acoby A0 po3ainis
"Ocob6nmBocTi 3acTocyBaHHsA", "MobiuHI peakwii"
BiAMOBIAHO A0 iHhopMaL,ii Wwoao 6e3nekn
3aCTOCYBaHHA [il04MX PEYOBUH 3TiAHO 3
pekomeHgauieto PRAC. BeefeHHS 3MiH NpoTArom 6-
TN MiCALiB NicNs 3aTBEpMKEHHS. 3MiHu | Tuny -
3MiHY Woao 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) - 3MiHM BHECEHO B
IHCTPYKUiO 4N MeANYHOTO 3aCTOCYBaHHS
niKkapcbKoro 3acoby A0 po3ainy "TepmiH
npugaTHocTi" (YTOYHEHHS (DOPMYNOBAHHSA TEPMIHY
npuaaTHocTi). BBeAeHHs 3MiH NPOTArom 6-Tu Micsuis
nicnsa 3aTBepakeHHs. 3MiHu | Tuny - 3MiHK 3 AKOCTI.
loTOBWIA nikapcbkuii 3aci6. KOHTPO/Ib rOTOBOrO
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikaLin Ta/abo AONyCTUMKX MEX FOTOBOrO
NikapcbKoro 3acoby (iHLWi 3MiHN) - BHECEHHS
He3HauyHVX 3MiH B cneumdikadito 13 3a
nokasHukamu «Onuc kancyn», «Onuc BMIicTy
Kancyn» gns gosysaHHs 10 mr/10 mr. 3MiHn
BHECEHO B iHCTPYKL,iIO0 415 MEANYHOIO 3aCTOCYBaHHSA
nikapcbKoro 3acoby Ao po3ziny “flikapcbka hopma.
OCHOBHiI (hi3MKO-XiMiYHI BNacTUBOCTI" CTOCOBHO
onucy kancynu. BeegeHHs 3MiH NpoTarom 6-tm
MicALiB nicnsa 3aTBepMKeHHs. 3MiHu | Tuny - 3MiHK 3
AKOCTi. FOTOBUIA Nikapcbkuii 3aci6. KOHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y meTogax
BMNPOBYBaHHS rOTOBOrO J1iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBeppKeHnX meTofdax
BMNPOOYBaHHS) - HE3HAYHI 3MiHV B METOSI
BUNPO6YBaHHsA /13 3a NokasHUKOM «Onuc Kancyn».
BBefieHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEpMKEHHS. 3MiHM | TMny - 3MiHM 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa y MeToaax
BMNPOGYBaHHSA roTOBOrO /iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPIKEHNX METOAAX
BUNPOBYBaHHSA) - HE3HAYHI 3MiHV B MeTOAi
BUNpobysaHHs /13 3a nokasHMKOM «Onuc BMICTY
Kancyn». BBefieHHs 3MiH NPOTArom 6-Tv MicsiLiB
nicns 3aTBepmkeHHs. 3MiHu | Tuny - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa y MeToax
BMNPOGYBaHHSA rOTOBOrO JIiKapCbKOro 3acoby (iHLwi
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3MiHM y MeTogax BUNpobyBaHb (BKIOUAKUN 3aMiHy
a60 [ONOBHEHHS)) - 3aMiHa aHaNiTUYHOT METOANKN
[ONA nokasHuka «lgeHTudikauis Aitoymx peqyoBnH» 3
meToay TLX Ha meTog BEPX-Y®. BBeAeHHS 3MiH

NPOTAroM 6-TW MICALIB NiC/IA 3aTBEPAXEHHS. 3MiHN |
TUNYy - 3MiHK 3 SIKOCTi. TOTOBWIA Nnikapcbkuii 3aci6.
KOHTposb roToBOro fikapcbkoro 3acoby. 3mMiHa y
MeTogax BUNpobyBaHHA rOTOBOTO /iKapCbKoro
3aco6y (iHWi 3MiHM Yy MeToAax BUNPOo6yBaHb
(BKtOYAKOUN 3aMiHy @60 [OMOBHEHHS)) - BHECEHHS
3MiH 40 MeTogiB BUNpobyBaHb /13 3a nokasHUkamm
«lpoeHTudikauisa Aitounx peyoBuH, «KinbkicHe
BM3HaueHHs» (BEPX), a came gogaHo USP CRS
e3eTnMiby, 3MiHeHo npunag BEPX, 3miHeHo cknag,
entoeHTa A, 3MiHEHO nporpamMy rpagieHTHoOro
XpomartorpadyBaHHs, 3MIHEHO KOHLLEHTpaL,jito
PO34KMHIB, KOEQILIEHT CUMETPIT 3BY)XEHO 3 «<2,0» A0
«0,8-1,5». BBEAEHHA 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepmKeHHs. 3MiHu | Tuny - 3MiHM 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa y MeToaax
BMNPOGYBaHHSA rOTOBOrO /iKapcbKoro 3acoby (iHwi
3MiHM Y MeTofax BUNpobyBaHb (BK/1KOYa0UN 3aMiHy
ab0 [ONOBHEHHS)) - BHECEHHS 3MiH B METO[,
BMNpobyBaHHA /13 3a noka3HUKoM «CynpoBigHi
nowmiwkm» (EP, 2.2.29), a came gogaHo USP CRS
e3eTuMiby, [0AaH0 PO3UNH A5 NepPEBIpPKM
YyTAIMBOCTi CUCTEMM, 3MiHW B OLiHLi NnapameTpiB
XpomatorpagivyHoi cuctemu, fofaHo Tabavuio 3
yacamu yTpMMyBaHHS Ta BiHOCHUMW Yacammn
YTPUMYBaHHS, BiAHOCHUMY KoediLieHTamu Bigryky
Ta [JOMILLOK Ta Aitounx pevyoBuH. BBedeHHs 3MiH
NPOTAroM 6-T1 MIiCALIB MiCNA 3aTBEPKEHHSA. 3MiHM
TMMy - 3MiHM 3 AKOCTi. [0TOBWIA Nikapcbkunii 3acib.
KOHTpO/1b rOTOBOrO NiKapcbKoro 3acoby. 3miHa y
MeTofax BUNPoGyBaHHS roTOBOTO J1iKapCbKOro
3aco6y (iHWi 3MiHM y MeToAax BUNPo6yBaHb

3MiH B MeTog BUNpobysaHHs /13 3a NoKkasHWKOM
«Po3unHeHHs». JogaHo USP CRS e3eTumiby, B
YMOBM XpomaTorpagpyBaHHs 104aH0 YMOBHU

3MiHEeHO NPUroTyBaHHA Ta KOHLIEHTpaU,io
CTaHapTHOro Po34uHy, AoAaHO NOCAIA0BHICTb
XpomatoragpyBaHHs, 3MiHU B PO3paxyHKOBIli
chopmy i, OHOB/IEHO TUMOBI XPOMATOrpamu.

(BKKOYAKOUYM 3aMiHy a60 JONOBHEHHS)) - BHECEHHS

NPOMUBAHHSA/36epiraHHs KOSTOHKU, TUCKY KOTOHKM

BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPKEHHSA. 3MiHM | TMNYy - 3MiHW 3 AKOCTI.
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro

nikapcbkoro 3acoby. 3MiHa y MeToax
BMNPOBYBaHHSA rOTOBOTO NiKapCbKOro 3acoby (iHLwi
3MiHM y MeTogax BUNpobyBaHb (BKIOUAKUN 3aMiHy
a60 [ONOBHEHHS)) - BHECEHHS 3MiHU B METO/,
BunNpobyBaHHA 13 3a NokasHUKOM «Bu3HaveHHs
BoAW» (TUTPyBaHHA 3a MeTogom Kapna ®iwepa), a
came 3MiHEHO TvN TUTpaTopa, 3MiHN B
po3paxyHKoBili hopmyni. BBe,EHHSA 3MiH NPOTAroM
6-T MicALIB MiCc/1A 3aTBEpMXEHHSA. 3MiHu | Tuny -
3MiHM 3 SKOCTi. F0TOBUIA NiKapcbkuii 3aci6. KoHTposib
roTOBOrO /liKapCcbkoro 3acoby. 3miHa y meTogax
BMNPOGYBaHHSA rOTOBOrO /iKapcbKoro 3acoby (iHwwi
3MiHM Y MeTofax BUNpobyBaHb (BK/IKOYa0UN 3aMiHy
ab0 [ONOBHEHHS)) - 3MIHU B METOZj BUNPOGYBaHHSA
'3 3a noka3Hukom «OAHOPIAHICTb [030BaHUX
oguHuub» (EP, 2.9.40, 2.2.29), a came 3a3Ha4eHo,
LLIO BUNPOGYBaHHS NPOBOAATL SIK ONUCAHO B TECTi
«KinbKicHe BU3HAYEHHS», KOHLIeHTpaLito
BMNPO6GOBYBAHOrO PO3YMHY 3MiHEHO. BBEEHHS 3MiH
NPOTAroM 6-T1 MIiCALIB NiCNA 3aTBEPIKEHHSA. 3MiHK |
TMMy - 3MiHM 3 AKOCTi. [0TOBWIA Nikapcbkunii 3acib.
KOHTpO/1b rOTOBOrO NiKapcbKoro 3acoby. 3miHa y
MeTofAax BUNPOGYyBaHHS roTOBOTO J1iKapCbKOro
3ac06y (He3HayHa 3MiHa y 3aTBEpPAXKEHNX MeToAax
BMNPOBYBaHHS) - HE3HaYHI 3MiHW B cneyudikauii Ta
METOAji KOHTPO/O 3a NokasHMKoM «CepeHsi maca
BMiCTy kancynu» (EP 2.9.5), 6e3 3miHu KpuTepito
NPUAHATHOCTI. BBEAEHHA 3MiH MPOTAroM 6-Tn
MicALIB MiCNA 3aTBEPKEHHSA. 3MiHM | TNy - 3MiHKn 3
AKoCTi. [0TOBWIA Nikapcbkunii 3aci6. KoHTposb
roToBOro Nikapcbkoro 3acoby. 3miHa y meTofax
BMNPOGYBaHHA roTOBOrO /iKapCbKOro 3acoby
(He3Ha4Ha 3MiHa y 3aTBEPMKEHNX METOAAX
BMNPOBYBaHHS) - HE3HaYHI 3MiHW B cneyudikauii Ta
MeTO/i KOHTPOJIO 3a NOKa3HUKOM «OAHOPIAHICTb
Macu BMicTy kancynun» (EP 2.9.5), 6e3 3miHu
KpUTEpIto NPUIAHATHOCTI. BBEAEHHS 3MiH NPOTArom 6-
TN MicaUiB nicns 3aTBepMKeHHS. 3MiHu | Tuny -
3MiHM 3 SKOCTi. F0TOBUIA NiKapcbkuii 3aci6. KoHTposb
roToBOro Nikapcbkoro 3acoby. 3miHa y meTofax
BMNPOGYBaHHA roTOBOrO /iKapCbKOro 3acoby
(He3Ha4Ha 3MiHa y 3aTBEPMKEHNX METOAAX
BUMPOBYBaHHSA) - BHECEHHSI 3MiH B METOZ,
BMNpobyBaHHA /13 3a NoKa3HUKOM
«MikpobionoriyHa unctota» (0NMc METOAMKM
3MiHEHO Ha nocunaHHA Ha EP, 2.6.12 Ta 2.6.13,
5.1.4). BBeieHHS 3MiH NpoTAromM 6-Tn MicsliB nicns
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

3aTBEpMKEHHS. 3MiHM | TMNy - 3MiHM 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo AONYCTUMKX MEX FOTOBOrO
nikapcbKoro 3acoby (BHeCeHHs 3MiH 4,0 A0CbE nicns
OHOBJIEHHS 3arasibHOI CTaTTi Ha rOTOBY JTiKAPChKY
dopmy y AdY/EBponeiicbkili hapmakonei) -
BHECEHHS 3MiH B cneumdikayito 3a NoKasH1KOM
«MikpobionoriyHa unctota». BeefeHHs 3MiH
NPOTAroM 6-T1 MiCALIB MiC/1A 3aTBEPKEHHSA. 3MiHM |
TUNy - 3MiHY 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
KOHTpOs1b roToBOro MikapcbKoro 3acoby (iHLwi 3MiHM)
- BHECEHHS He3HAYHUX 3MiH [0 po3z4iny «TepMmiH
NpUAAaTHOCTI» Ta «YnakoBka». [litoya peakuis:
YnakoBka: Mo 10 kancyn B 6auctepe; no 3 6ancrepa
B/IOXKEHHbIX B KAPTOHHYIO KOPOOKY C MHCTPYKLMER No
MeAMLMHCKOMY NpuMeHeHnto. Cpok rogHocTy - 3
roga oT faTbl NPOU3BOACTBA NEPBOIi TAbNETKM
npenapara, cogepxatieincsa B kancyne.
MponoHoBaHa pepakuis: Ynakoska: Mo 10 kancyn y
6nicTepi; no 3 6nicTepyn y KApTOHHIN Kopobui 3
MapKyBaHHSAM YKPaiHCbKOK MOBOIO, 3 IHCTPYKLIED
AN MeAn4HOro 3acTocyBaHHA. TepMiH NpuAAaTHOCTI
- 3 pokun. BBeieHHs 3MiH NPOTAroM 6-Tu MicsLiB
nicns 3aTBepAKEHHS.

113.

PO3yNiN®
nntoc

kancynu Teepgi no
40 mr/10 mr no 10
kancyn y 6nictepi;
no 3 6nictepn y

KapTOHHIli Kopoobui

3AT
Papmaves
TUYHWIA
3aBof,
EriC

YropLmHa

NOBHUIA LMKN
BMPOGHMLTBA,
BK/THOHAI0UM BUMYCK
cepi:
3AT dapmaueBTUYHMIA
3aBog ElIC,
YropuuHa;

MOBHWIA LMKN
BUPOGHMLTBA,
BK/THOHAIOUM BUMYCK
cepii:
3AT dapmaueBTUYHNMIA
3aBog ErIC,
YropumHa

YropumHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux MaTepiasis:3MiHu
| Tiny: 3MiHK 3 AKOCTi. FOTOBUIA NikapCbkuii 3aci6.
KOHTponb f0oMoMiKHUX peyoByH. 3MiHa napamMeTpiB
cneuudikayii Ta/abo AoNycTUMUX MEX A5
[OMNOMDKHOT peYOBMHYM (JOMOBHEHHS cneumdikawii
HOBMM MOKa3HUKOM 3 BifNOBIAHUM METOA0M
BMNPOBYBaHHS) - 4ONOBHEHHS cnevmdikauii
NMOPOXHbOT XXENaTUHOBOT Karncynu NOKasHNKOM
«Maca» 3 HopMyBaHHAM 9616 Mr. 3miu | Tuny:
3MiHu 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. KoHTponb
[OMNOMDKHMX PEeYOBMH. 3MiHa napameTpis
cneuudikayin Ta/abo AoNycTUMUX MEX A1
[0NOMDKHOT pevyoBrHU (LOMOBHEHHS crieuudikaLii
HOBMM MOKA3HVKOM 3 BiAMNOBIAHUM METOA40M
BMNPOGYBaHHS) - AOMOBHEHHS crieumdikaw,i
NOPOXHbLOI XXe/TaTUHOBOT Kancy/y NoKasHUKOM
«Colour, graphics and printing». 3miHun | Tny: 3miHn
3 AKocCTi. FoTOBWIA Nnikapcbkuii 3aci6. KoHTponb
[ONOMDKHUX peyoBUH. 3MiHa napameTpis
cneuudikavin Ta/abo AoNycTUMUX MeX 415
[LOMOMIXHOT peHOBUHM (BUTYUYEHHS 3i cneuundikadii
He3Ha4yHOro NokasHuka (Hanpvknag 3acrapinoro
nokasHuKa)) - BUIyYeHHs 3i cneumdiikaLii NOpoXHbOI

3a
peyenmom

He
nionsieae

UA/16806/01/01
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
XeNaTWHOBOI Karncy/iv HE3HA4YHOro NMoKas3HMKa

«Packaging». 3miHu | Tny: 3miHu 3 SKocTi. FoToBUIA
nikapcbkuii 3aci6. KOHTPOb [AOMOMIXKHUX PEYOBWH.
3miHa napameTpiB cneyudikauii Ta/abo
[0NyCTUMUX MEX AN AONOMDKHOT peYOBUHN
(BnyYeHHs 3i cneumdikalii He3HaYHOrO NOKa3HMKa
(Hanpviknag, 3acTapisioro NoKasHMKa)) - BUTyYEHHS
He3Ha4YHOoro nokasHuka 3i cneuudikauii NOPOXHLOT
XenaTuHosoi kancynn «Total swap and locking».
3MmiHu | Trny: 3MiHM 3 SKOCTi. [OTOBWIA NikapcbKuii
3aci6. KOHTpOosib AONOMDKHUX peYOBUH. 3MiHa
napameTpiB cneyugikauii Ta/abo AONYCTUMUX MEX
07151 AOMOMDKHOT PEYOBVHM (LONOBHEHHS abo 3aMiHa
(3a BUHSITKOM Jlikapcbknx 3aco6iB 6ionoriyHoro Ta
iMyHO0rYHOro NOXOMKEHHS) NapameTpa
cneuudikalii 3 BiANOBIAHUM METOA0M
BUNPOOYBaHHA 3a pe3ynbTaTamu A0CAIAKEHb 3
6e3nekn abo AKOCTI) - BHECEHHS 3MiHW [0
BUNPOOYBAaHHS XXeNaTMHOBOI Kancynu 3a
nokasHUKoM «Baxkki MeTanu». B maTepianax
peecTpaLiiHoro AoCke NPeAcTaBeHa OLjiHKa PU3NKY
3rigHo ICH Q3D. 3miHu | Tuny: 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. KOHTPOb AOMOMIKHUX
peyoBuWH. 3MiHa NapameTpiB cneuudikaiin Ta/abo
[ONYyCTUMMX MEX A/151 AONMOMDKHOT pe4oBMHYM (iHLLi
3MiHW) - BHECEHHSA 3MiHM A0 crneundikaii
XenaTtuHOBOI Kancynm 3a nokasHNMKoM «Appearance
of capsules», a came fgeTtanizauis BUrnagy kancyn.
3MiHu | TUNY: 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkuii
3aci6. KOHTpO/1b AONOMDKHUX PEYOBUH. 3MiHa
napameTpiB cneundikauii Ta/abo AONyCTUMUX MEX
0151 LONOMDKHOI peqoBUHM (iHLWi 3MiHW) - 3MiHa
BMMOTI crieymdikaLii XxenaTtmHoBoi Kancym 3a
nokasHuKoM «laeHTudikauis okecugy 3atiza (XimiyHa
peakuist)» 3a3HayeHi BUMOTY € BiflbLL TOUHUMU.
3MiHu [l Tuny: 3MiHW 3 SIKOCTI. TOTOBWIA Nikapcbkuii
3aci6. 3mMiHM y BUpOOHULTBI. 3MiHM y mpoueci
BMPOGHWLITBA FOTOBOrO NiKapPCbKOro 3acoby,
BK/TOHAKOUM MPOMIXKHWIA NPOAYKT, L0
3aCTOCOBYETLCS NPW BUPOGHULTBI FOTOBOTO
nikapcbKoro 3acoby (cyTTeBa 3MiHa Y NpoLEeCi
BUPOGHMLITBA, 5IKa MOXe MaTu iCTOTHWI BB Ha
AKICTb, 6e3neKy Ta eheKTUBHICTb JlikapCbKoro
3acoby) - 3aMiHa oAHiel TabneTkn posyBacTaTuHy 40
Mr Yy Kancyni Ha Agi TabneTku posysactatuHy 20 mr,
B NPOMOPLiHI J03i, L0 MICTATLCA B Karncy/i, K
Hacnifgok 36inbLUeHHA po3mipy cepii. 3aTBepaXeHo:
100 000 kancyn +10%; 3anponoHosaHo: 100 000
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1

a6o 500 000 karncyn. 3MiHM BHECEHO B iHCTPYKLiO
AN MeAMYHOro 3acToCyBaHHS NikapCbKoro 3acoby
0o po3giny "Cknaa" Wwoao KinbkocTi TabneTok B
Kancyni ans BiANOBIAHOrO AO3yBaHHSA Ta K HAC/IfOK
3MiHW BHECEHO B TEKCT MapKyBaHHS BTOPUHHOI
yNakoBku (M. 2 KiNbKICTb Ail040i pe4yoBUHM). 3MiHM |
TMNy: 3MiHM 3 AKOCTi. [OTOBWIA NiKapcbKuii 3acio.
KOHTPO/b rOTOBOrO NikapcbKoro 3acoby. 3miHa
napameTpiB cneuugikauii Ta/abo AoNYyCTUMUX MEX
rOTOBOrO JlikapCbkoro 3acoby (iHLi 3MiHK) -
BHECEHHS He3HaYHWX 3MiH B crieuundikauio M3 3a
nokasHukamu «Onuc kancyn», «Onuc BMIicTy
Kancysn». 3MiHU BHECEHO B IHCTPYKLil0 4Nns
MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby Ao
po3giny "JNikapcbka oopma. OCHOBHI i3NKO-XiMiYHi
B/1ACTMBOCTI" CTOCOBHO ONucy Kancynv. BeegeHHs
3MiH NPOTArom 6-TW MiCALIB NiC/IA 3aTBEPAXKEHHS.
3MiHu | TUny: 3MiHM 3 SIKOCTi. TOTOBWIA NikapcbKuii
3aci6. KoHTposb roToBOro MikapcbKoro 3acoby.
3MiHa y MmeTogax BunpobyBaHHA roTOBOro
NiKapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMAKEHUX MeToAax BUNpobyBaHHs) - HE3HaYHI
3MiHM B MeTOZj BUNpo6yBaHHs /13 3a NoKa3HUKOM
«Onuc kancyn». BeefeHHs 3MiH NnpoTarom 6-tv
MicsAUiB nicns 3aTBepAKeHHs. 3MiHu | Tuny: 3MiHn 3
AkocTi. FOTOBWIA Nikapcbkuii 3aci6. KoHTpob
roTOBOrO /iKapCcbkoro 3acoby. 3miHa y meTogax
BMNPOGYBaHHSA roTOBOrO /iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPKEHNX METOAaX
BUNPOBYBaHHSA) - HE3HAYHI 3MiHV B MeTOJi
BUNpobysaHHsA /13 3a NokasHMKOM «Onuc BMICTY
Kancyn». BBefieHHA 3MiH NPOTArom 6-Tv MicsiLiB
nicns saTBepkeHHs. 3MiHu | Tuny: 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa y MeToax
BMNPOBYBaHHSA rOTOBOrO liKapCbKOro 3acoby (iHLwi
3MiHM y MeTogax BUNpobyBaHb (BKIOHAKUN 3aMiHy
ab0 [OMNOBHEHHS)) — 3aMiHa aHaIITUYHOT METOANKN
[ONA nokasHuka «lgeHTudikauis Aitoymx peqyoBnH» 3
meToay TLUX Ha meTog BEPX-Y®. BBeAeHHS 3MiH
NPOTAroM 6-TW MICALIB NiC/A 3aTBEPAXEHHSA. 3MiHN |
TUny: 3MiHW 3 SIKOCTi. FTOTOBWIA NikapcbKuii 3acio.
KOHTposb roToBOro fikapcbkoro 3acoby. 3mMiHa y
MeTogax BUNpobyBaHHA rOTOBOTO /TiKapCbKOro
3aco6y (iHWi 3MiHN y MeTodax BUNPo6yBaHb
(BKtOYAKOUN 3aMiHy @60 [OMOBHEHHS)) - BHECEHHS
3MiH 40 MeTogiB BUNpobyBaHb /13 3a nokasHUkamm
«laeHTudikauis Aitounx peyosuH, «KinbkicHe
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Ne Hassa

n/n JliKapcbKo20

dopma sunycKy 3assHUK Bupo6Huk
3acoby

KpaiHa Peecmpayjitina npoyedypa
(nikapcbka ¢hopma, 3asiBHUKa BUPO6HUKa
ynakoska)

KpaiHa

Ymosu Peknam Homep
Bionycky yBaHHs1 | peecmpayiliHo2o
nocsioYeHHs1
BM3HauYeHHs» (BEPX), a came 3miHeHO npuiag
BEPX, 3miHeHo ckniag entoeHTa A, 3MiHEHO
nporpamy rpagieHTHoOro xpomarorpacdyBaHHS,
3MIHEHO KOHLIEHTPALLit0 PO34MHIB, KoediLieHT
cuMeTpii 3BYy)XeHO 3 «<2,0» 10 «0,8-1,5». BBeAeHHs
3MiH NPOTAroM 6-TW MicsLiB NicNs 3aTBEPKEHHS.
3MmiHu | Trny: 3MiHM 3 SKOCTi. [OTOBWIA Nikapcbkumii
3aci6. KoHTposib roTOBOro Nikapcbkoro 3acooby.
3MiHa y MeTodax BUNpobyBaHHSA roTOBOro
nikapcbKkoro 3acoby (iHWi 3MiHM y MeToAax
BMNPO6YBaHb (BK/IOYaKUM 3aMiHy abo
[OMOBHEHHS)) - BHECEHHS 3MiH B METOZ,
BMNpobyBaHHA /13 3a noka3HUKoM «CynpoBigHi
nomiwkn» (EP, 2.2.29), a came f04aHO PO3YUH ANs
nepeBipK/ YyT/IMBOCTI CUCTEMU, 3MiHW B OL,iHLj
napameTpiB xpomartorpadivyHoi cuctemm, 4OL4AHO
TabnuLo 3 Yyacamn yTPUMYBaHHS Ta BiIHOCHUMU
Yyacamu yTpyMyBaHHS, BiAHOCHUMY KoedoiLieHTamu
BiAryKy Ta AOMILIOK Ta Ail04nxX peyoBuH. BBeaeHHs
3MiH NPOTArom 6-TW MiCALIB NiC/A 3aTBEPAXKEHHS.
3MiHu | TUny: 3MiHW 3 SIKOCTi. TOTOBWIA NikapcbKuii
3aci6. KoHTposb roToBOro Mikapcbkoro 3acoby.
3MiHa y meTogax BunpobyBaHHA roTOBOro
nNikapcbKoro 3acoby (iHLWi 3MiHM y MeToAax
BMNpOGYBaHb (BK/IOYaOuM 3amiHy abo
[OOMNOBHEHHS)) - BHECEHHS 3MiH B METOS,
BMNPO6YBaHHSA /13 3a NOKa3HNKOM «PO3UYMHEHHS».
3miHeHo npunag BEPX, B ymoBu
XpomatorpadyyBaHHs 404aH0 YMOBU
NPOMUBAHHSA/36epiraHHs KOJTOHKU, TUCKY KOJTOHKM.
3MiHEeHO NPUroTyBaHHA Ta KOHLIEHTpaU,io
CTaH4apTHOro Po34uHy, AoAaHO NOCAIA0BHICTb
XpomatoragpyBaHHs, 3MiHU B PO3paxyHKOBIli
chopmy i, OHOB/IEHO TUMOBI XPOMATOrpamu.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBepKEHHS. 3MiHu | Tuny: 3MiHK 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa y MeToax
BMNPOBYBaHHSA rOTOBOrO NiKapCbKOro 3acoby (iHLwi
3MiHM y MeTogax BUNpobyBaHb (BKIOHAKUN 3aMiHy
a60 [ONOBHEHHS)) - BHECEHHS 3MiHU B METO/,
BunNpobyBaHHA 13 3a Noka3HUKOM «Bu3HaveHHs
BOAW» (TUTPYBaHHA No MetoAdy Kapna ®iwepa), a
came 3MiHEHO TN TUTpaTopa, 3MiH B
po3paxyHKoBili hopmyni. BBe,EHHSA 3MiH NPOTAroM
6-T1 MicsILIB NiCNs1 3aTBEPKEHHS.
NOBHUIA LMKN YropwmHa BHECEHHS 3MiH [10 peecTpaviiiHnx maTepianis: 3MiHn
BMPOGHMLTBA, | Tuny - 3MiHK 3 AKOCTi. [OTOBMI NikapCcbkWii 3acib.

114. | PO3YNIN®

Kancynu TBepai no 3AT
nnc

20 mr/10 mr; no 10 Papmaves

YropLmHa

3a He UA/16807/01/01
peyenmom | nidnsizae




87

Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
kancyn y 6nictepi; TUYHWIA BK/IOYAIOUMN BUMYCK KOHTponb fOMOMKHUX peyoByH. 3MiHa napameTpis
no 3 6nictepn y 3aB0/, cepii: 3AT cneuudikayii Ta/abo AoNycTUMUX MEX A1
KapTOHHI KOpo6Li ErcC dapmaveBTUYHUIA [ONOMDKHOT peYOBUHY ([OMNOBHEHHS cneumdikawil
3aBog ETIC, HOBUM MOKa3HMKOM 3 BiANOBiIAHUM METOA0M

YropLiyHa; noBHWiA
LKA BUPOGHMLTBA,
BK/THOHAI0UMN BUMYCK
cepii: 3AT
dapmaveBTUYHUIA
3aBog ErlIC,
YropLmHa

BUNPOGYBaHHS) - [JONOBHEHHS crieundikaLi
NMOPOXHbOT XXEeNaTUHOBOT Karncynu NOKasHNKOM
«Maca» 3 HopMyBaHHAM 9616 Mr. BBeeHHs 3MiH
NPOTAroM 6-TW MICALIB NiC/A 3aTBEPAXEHHSA. 3MiHN |
TUNYy - 3MiHK 3 SIKOCTi. TOTOBWIA Nnikapcbkuii 3aci6.
KOHTponb fOMOMKHUX peyoByH. 3MiHa napameTpis
cneuudikayii Ta/abo AoNycTUMUX MEX A1
[ONOMDKHOT peYOBUHY ([OMNOBHEHHS cneumdikawil
HOBMM MOKa3HUKOM 3 BifMOBIAHUM METOA0M
BUNPOGYBaHHSA) - [JONOBHEHHS crieuudikaLi
MOPOXHbOT XXeNaTUHOBOT Karncynu NOKasHNKOM
«Colour, Graphics and printing». 3miHu | Tuny -
3MiHK 3 SKOCTi. FoTOBUIA NiKapcbkuii 3aci6. KoHTposb
[OMNOMDKHUX PevoBUH. 3MiHa napameTpis
cneuudikauin Ta/abo AoNyCTUMUX MEX AN1s
[L0MOMDKHOT peYOBMHU (BUTYYEHHS 3i cnevmdikadii
He3HayHOro NokasHvka (Hanpuknag, 3actapinoro
nokasHuKa)) - BuiyyeHHs1 He3HaYHOro nokasHuka 3i
crneundikaLii NOPOXHBLOI XeNnaTUHOBOI Kancyun
«Packing». 3MiHu | TUNYy - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbknii 3aci6. KOHTPOb AONOMIXHMX PEYOBUH.
3miHa napamMeTpiB cneyudikaii Ta/abo
[ONYCTUMUX MEX A/15 AONOMDKHOT PEHOBUHM
(BnyYeHHs 3i cneumdikalii He3HaYHOrO NMOKa3HMKa
(Hanpuknag, 3actapinoro nokasHuka)) - BunyyeHHs
He3HayHOro NokasHuka 3i cneumdikalii NOPOXHLOT
XenatnHoBoi kancynm «Total swap and locking».
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapCbKuii
3aci6. KOHTpO/1b AONOMDKHUX PEYOBUH. 3MiHa
napameTpiB cneundikauii Ta/abo AONyCTUMUX MEX
07151 AOMOMDKXHOT peYOBUHM (ONOBHEHHSA abo 3aMiHa
(3a BUHATKOM NiKapcbKnx 3acobis 6i0s10riyHoro t1a
iMyHO/TOTiYHOrO MOXOKEHHS) NapameTpa
crneundikavii 3 BigNoBiAHUM METOL0M
BMNPOGYBaHHA 3a pedynbTaTtaMu JOCNiMKeHb 3
6e3nekn abo AKOCTi) - BHECEHHSA 3MiHM A0
BUNPOBYBaHHSA XXeNaTUHOBOI Kancynu 3a
NoKasHNKOM «Baxki MeTann». B maTepianax
peecTpauiiHoro AoCbE NpefcTaB/eHa OLjiHKa pU3nKy
3rigHo ICH Q3D. 3MiHu | TUny - 3MiHK 3 AKOCTI.
[oTOBWI1 Nikapcbkuii 3aci6. KOHTPOIb AONOMIKHUX
peyoBuH. 3mMiHa NapameTpiB cneuundikauilii Ta/abo
O0NyCTUMUX MeX 151 LONOMIXHOI peqoBUHY (iHLUi
3MiHW) - BHECEHHS 3MiHM A0 cneundikauii
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Hassa

®opma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1

XXeNnaTUHOBOI Kancynv 3a NokasHWKOM «Appearance
of capsules», a came geTtanisauisi BUrNA4y kancysl.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. KOHTpo/ib AONOMDKHMX PEYOBUH. 3MiHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX
015 AONOMDKHOT peqoBUHM (iHLWi 3MiHW) - 3MiHa
BMMOT crieumdpikavii »xenaTuHoBoi Kancym 3a
NnoKasHWKOM «laeHTudikauis okeuay 3anisa (XimivyHa
peaxLisi)» 3aszHayeHi BUMOru € B6ifibLL TOYHUMMU.
3miHu | TUNy - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkili
XapaKkTepucTuL Nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta iIHCTPYKLUiT 4151 MeAnyHOro
3aCTOCYBaHHA Ha MifgcTasi perynsipHo
OHOBJIIOBAHOrO 3BiTY 3 6e3NeKun NiKapcbKoro 3acooby,
abo gocnigpxeHb 3 6e3Mnekn 3acTocyBaHHS
nikapcbKoro 3acoby B nic/ispeecTpaLiitHuii nepios,
ab0 K pe3ynbTar OLiHKM 3BITY 3 AOCNIAKEHD,
NpoBeAeHNX BiANOBIAHO A0 NAaHy nefiaTpUyuHmX
pocnipkeHs (PIP) (3MiHy y3rofxeHo 3
KOMMETEHTHUM YNOBHOBaXXEHVM OpraHoM) - 3MiHK
BHECEHO B IHCTPYKLitO 4519 MeANYHOro
3acToCcyBaHHA NiKapcbKoro 3acoby A0 po3ainis
"Ocob6nmBocTi 3acTocyBaHHsA", "MobiuHI peakwii"
BiAMOBIAHO A0 iHhopMaL,ii Wwoao 6e3nekn
3aCTOCYBaHHA [il04MX PEYOBUH 3TiAHO 3
pekomeHpauieto PRAC. BeefeHHS 3MiH NpoTArom 6-
TN MiCALiB NicNs 3aTBEpMKEHHS. 3MiHu | Tuny -
3MiHY Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) - 3MiHWM BHECEHO B
IHCTPYKUiO 4N MeANYHOTO 3aCTOCYBaHHS
niKkapcbKoro 3acoby Ao po3ainy "TepmiH
npugaTHocTi" (YTOYHEHHS (DOPMYNOBAHHSA TEPMIHY
npuaaTHocTi). BBeAeHHs 3MiH NPOTArom 6-Tu Micsuis
nicnsa 3aTBepakeHHs. 3MiHu | TUny - 3MiHU 3 AKOCTI.
loTOBWIA nikapcbkuii 3aci6. KOHTPO/Ib rOTOBOrO
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikaLin Ta/abo AONyCTUMKX MEX FOTOBOrO
niKkapcbKoro 3acoby (iHLi 3MiHW) - BHECEHHS
He3HauyHVX 3MiH B cneumdikadito 13 3a
nokasHukamu «Onuc kancyn», «Onuc BMIicTy
Kancyn» gns gosysaHHs 20 mr/10 mr. 3MiHn
BHECEHO B iHCTPYKL,iIO0 415 MEANYHOIO 3aCTOCYBaHHSA
nikapcbKoro 3acoby Ao po3ziny “flikapcbka hopma.
OCHOBHiI (hi3MKO-XiMiYHI BNacTUBOCTI" CTOCOBHO
onucy kancynu. BeegeHHs 3MiH NpoTarom 6-tm
MicALiB nicnsa 3aTBepMKeHHs. 3MiHu | Tuny - 3MiHK 3
AKoCTi. FoToBUIA Nikapcbkuii 3aci6. KoHTponb
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1

roTOBOrO Jlikapcbkoro 3acoby. 3miHa y meTogax
BMNPOGYBaHHS rOTOBOrO J1iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPIKEHNX METOAAX
BMNPOGYBaHHS) - He3HauHi 3MiHM B MeTopj
BUNPO6YBaHHsA /13 3a NokasHUKOM «Onuc Kancysn».
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEpMKEHHS. 3MiHM | TMny - 3MiHM 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa y MeToaax
BMNPOGYBaHHSA roTOBOrO /iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPIKEHNX METOAAX
BMNPOO6YBaHHS) - He3HauHi 3MiH1 B MeTopj
BUNpobysaHHsA /13 3a NokasHMKOM «Onuc BMICTY
Kancyn». BBefieHHs 3MiH NPOTArom 6-Tu MicsiLiB
nicns 3aTBepmkeHHs. 3MiHW | Tuny - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa y MeToax
BMNPOBYBaHHSA rOTOBOrO liKapCbKOro 3acoby (iHLwi
3MiHM y MeTogax BUNpobyBaHb (BKIOUAKUN 3aMiHy
ab0 AONOBHEHHS)) - 3aMiHa aHaNiTUYHOI METOAMKM
[ONA nokasHuka «lgeHTudikauis Aitoymx peqyoBnH» 3
meToay TLUX Ha meTog BEPX-Y®. BBeAeHHS 3MiH
NPOTAroM 6-TW MICALIB NiC/IA 3aTBEPAXEHHS. 3MiHN |
TUNYy - 3MiHK 3 SIKOCTi. TOTOBWIA Nnikapcbkuii 3aci6.
KOHTposb roToBOro fikapcbkoro 3acoby. 3mMiHa y
MeTogax BUNpobyBaHHA rOTOBOTO /iKapCbKoro
3aco6y (iHWi 3MiHN y MeTodax BUNPO6yBaHb
(BrTtOYatOUM 3aMiHy ab0 JONOBHEHHS)) - BHECEHHs
3MiH 40 MeTogiB BUNpobyBaHb /13 3a nokasHUkamm
«lpoeHTudikauisa Aitounx peyosuH, «KinbkicHe
BM3Ha4eHHs» (BEPX), a came gogaHo USP CRS
e3eTnMiby, 3MiHeHo npunag BEPX, 3miHeHo cknag,
entoeHTa A, 3MiHEHO nporpamMy rpagieHTHoOro
XpomartorpadyBaHHs, 3MIHEHO KOHLLEHTpaL,jito
PO34KMHIB, KOEQILEHT CUMETPIT 3BY)XEHO 3 «<2,0» A0
«0,8-1,5». BBEAEHHA 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepmKeHHs. 3MiHu | Tuny - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa y MeToaax
BMNPOGYBaHHSA rOTOBOrO /iKapcbKoro 3acoby (iHwwi
3MiHM Y MeTofax BUNpobyBaHb (BK/1KOYa0UN 3aMiHy
ab60 fONOBHEHHS)) - BHECEHHS 3MiH B MeTOf,
BMNpobyBaHHA /13 3a noka3HUKoM «CynpoBigHi
nowmiwkm» (EP, 2.2.29), a came gogaHo USP CRS
e3eTuMiby, [0AaH0 PO3UNH A5 NEPEBIPKU
YyTAIMBOCTi CUCTEMM, 3MiHW B OLiHLi NnapameTpiB
XpomatorpagivyHoi cuctemu, AofaHo Tabavuio 3
yacamuv yTpMMyBaHHS Ta BiHOCH/MW Yacamm
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
YTPUMYBaHHS, BiAHOCHUMY KoediLieHTamu Bigryky

Ta [JOMILLOK Ta Aitounx pevyoBuH. BBeAeHHs 3MiH
NPOTAroM 6-T1 MIiCALIB NiCNA 3aTBEPIKEHHSA. 3MiHK |
TUMy - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
KOHTpO/1b rOTOBOrO NikapcbKoro 3acoby. 3miHa y
MeTofAax BUNPoGYyBaHHS roTOBOTO J1iKapCbKOro
3aco6y (iHWi 3MiHM y MeToAax BUMPo6yBaHb
(BKNKOYAOUM 3aMiHy ab0 [ONOBHEHHS)) - BHECEeHHS
3MiH B MeTOg BUNpobysaHHs /13 3a NoKasHWKOM
«Po3unHeHHs» (EP 2.9.3, 2.2.29). flogaHo USP
CRS e3eTumiby, 3miHeHO npunag BEPX, B ymoBu
XpomaTtorpadysaHHs [04aH0 YMOBHU
NPOMMBaHHS/36epiraHHs KO/TOHKM, TUCKY KOJTOHKM.
3MiHEeHO NPUroTyBaHHA Ta KOHLIeHTpaw,io
CTaHAapTHOro PO34MHY, A0AAHO MOCNILOBHICTL
XpomaTorpadpyBaHHs, 3MiHW B PO3paxyHKOBil
dhopMy/i, OHOBNIEHO TUMNOBI XpOMaTorpamu.
BBefieHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEpMKEHHS. 3MiHM | TMNy - 3MiHM 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa y MeToaax
BMNPOGYBaHHSA rOTOBOrO /iKapcbKoro 3acoby (iHwi
3MiHM Y MeTofax BUNpobyBaHb (BK/1KOYa0UN 3aMiHy
ab60 4ONOBHEHHS)) - BHECEHHS 3MiHM B MEeTO[,
BMNpobyBaHHA /13 3a Noka3HUKOM «Bur3HaueHHs
BOAM» (TUTPYyBaHHA No meToay Kapna ®iwepa), a
came 3MiHEHO TUM TUTpaTopa, 3MiH/ B
pO3paxyHKOBii chopmyii. BBeAEHHS 3MiH NPOTArom
6-TW MicALiB Nicna 3aTBEPMKEHHSA. 3MiHK | TUny -
3MiHK 3 SIKOCTi. TOTOBUIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y meTogax
BMNPOGYBaHHSA rOTOBOrO NiKapcbKoro 3acoby (iHLwi
3MiHM Y MeTogax BUNpobyBaHb (BKIOHaUM 3aMiHy
ab0 fONOBHEHHS)) - 3MiHW B METOZi BUNPOOYyBaHHS
'N13 3a noka3HUKOM «OfHOPIAHICTb [030BaHUX
oguHuupb» (EP, 2.9.40), a came 3a3Ha4eHo, Lo
BUMNPOOYBaHHA NPOBOAATL SIK ONUCAHO B TECTI
«KifibkicHe BU3HaYeHHs», KOHLEHTpaLilo
BMNPOBGOBYBAHOIO PO34MHY 3MiHEHO. BBEEHHSA 3MiH
NPOTAroM 6-T1 MiCALIB MiC/1A 3aTBEPKEHHSA. 3MiHM |
TUNy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
KOHTpO/1b rOTOBOrO Nikapcbkoro 3acoby. 3miHa y
MeTogax BUnpobyBaHHsA rOTOBOTO /TiKapPCbKOro
3acoby (He3HayHa 3MiHa y 3aTBepKeHNX MeTofax
BMNpoO6yBaHHS) - He3HauHi 3MiHn B cneyudikadii Ta
MeTOAi KOHTPO/O 3a NokasHWkoM «CepefHs maca
BMICTy kancynu» (EP 2.9.5), 6e3 3miHu kpuTepito

NPUAHSATHOCTI. BBEEHHSA 3MiH MPOTAroM 6-Tu
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

MicALIB MicnsA 3aTBepKEHHS. 3MiHu | Tvny - 3MiHK 3
AkocTi. FOTOBWIA Nikapcbkuii 3aci6. KoHTpob
roTOBOrO /liKapCcbkoro 3acoby. 3miHa y MmeTogax
BMNPOGYBaHHSA roTOBOrO MiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPIKEHNX METOAAX
BMNPoO6YBaHHS) - He3HauHi 3MiHn B cneyudikauii Ta
MeTO/i KOHTPOJIO 3a MOKa3HUKOM «OAHOPIAHICTb
Macu BMicTy kancynu» (EP 2.9.5), 6e3 3miHu
KpUTEpIto NPUAHATHOCTI. BBEAEHHS 3MiH NpOTSrom 6-
TN MiCALiB NicNs 3aTBEpMKEHHS. 3MiHu | Tuny -
3MiHM 3 SKOCTi. F0TOBUIA NiKapcbkuii 3aci6. KoHTposib
roTOBOrO /liKapCcbkoro 3acoby. 3miHa y meTogax
BMNPOGYBaHHSA roTOBOrO /iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPIKEHNX METOAAX
BUNPOGYBaHHS) - BHECEHHS 3MiH B MeTOf,
BMNpo6yBaHHA /13 3a NoKa3HUKOM
«MikpobionoriyHa ymcTota» (oNUc METOLMKU
3MIHEHO Ha nocunaHHA Ha EP, 2.6.12 Ta 2.6.13,
5.1.4). BBegeHHS 3MiH NpOTAroM 6-Tu MicALiB nicns
3aTBepKeHHs. 3MiHU | Tuny - 3MiHW 3 AKOCTI.
[oTOBWIA nikapcbkuii 3aci6. KOHTPO/Ib rOTOBOrO
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikaLin Ta/abo [ONYCTUMKX MEX FOTOBOrO
nikapcbKoro 3acoby (BHeCeHHS 3MiH 4,0 A0CbE Micns
OHOBJIEHHSA 3araslbHOT CTaTTi Ha rOTOBY NiKAPChKY
hopmy y AdY/EBponeiickkili hapmakonei) -
BHeceHHSs 3MiH B cnewudikaLito 3a NoKasHUKOM
«MikpobionoriyHa unctoTa» (OHOBMEHHS NIMITY AnA
Escherichia coli). BBegeHHS 3MiH NpOTArom 6-1u
MicALIB MiCNA 3aTBEPKEHHSA. 3MiHM | TNy - 3MiHKn 3
AKoCTi. [0TOBWIA Nikapcbkunii 3aci6. KoHTposb
rOTOBOrO NiKapCbKOro 3acoby (iHLWi 3MiHN) -
BHeCeHHS He3HauHMX 3MiH [0 po3ainy «TepMiH
NPUAATHOCTI» Ta «YnakoBka». BeBefeHH:A 3MiH
NPOTArom 6-Tv MicsLiB Micns 3aTBEPAKEHHS.

115.

POCEMIA®
oAt

TabneTtku, Lo
AncnepryoTbes B
POTOBI NOPOXHWHI,
no 1 mr; no 10
Tabnetok y 6nictepi;
no 2 abo 6 6nictepis
Y KapTOHHii
ynakoBLi

TOB
«NMEOPA
PM NTA»

Ykpaina

KYCYM XENTXKEP
NBT T4

IHais

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepiasis: 3MiHu
| Tuny - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbknii 3acib.
CT1abinbHiCTb. 3MiHa y TepMiHax npuaaTHocTi abo
ymoBax 36epiraHHs roToBOro NikapCcbKoro 3acoby

(36inbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOrO
nNiKapcbkoro 3acoby) - [1ns Toprosoi ynakoBku
(nigTBEPAXYETLCA AaHMMW peasibHOro yacy) -

36iNbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOrO

NikapcbKoro 3aco6y Ha OCHOBI NO3UTUBHUX

pe3ynbTaTiB AOBrOCTPOKOBUX AOCAIAXKEHD
CTabiNIbHOCTI Y peasibHOMY Yaci: 3aTBepKeHO:
TepMiH NpMAAaTHOCTI 2 PoKU. 3anponoHOBaHO:
TepMmiH NpuAAaTHOCTI 3 POKM. 3MiHN BHECEHO B

3a
peyerimom

He
niosnsieae

UA/19151/01/01
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
IHCTPYKUiO 4N MeANYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3gin "TepMiH npuaaTHoOCTI".
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS
116. | POCEMIA® TabneTtku, Lo TOB YkpaiHa KYCYM XENTXKEP IHais BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/19151/01/02
oaT AvcnepryloTeca B «NEQPA NBT NTA | Tuny - 3MiHK 3 AKOCTi. FOTOBMI Nikapcbknin 3acib. peyenmom | nidsis2ae
POTOBI MOPOXHWHI, PM NTO» CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
no 2 mr; no 10 ymoBax 36epiraHHsi rOTOBOrO /likapCbKOro 3acoby
Tabnetok y 6nictepi; (36iNbLUEHHS TEPMIHY NPUAATHOCTI FOTOBOrO
no 2 a6o 6 6nictepis nikapcbkoro 3acoby) - 415 ToproBoi ynakoBku
Y KapTOHHiii (niaTBEPOXKYETLCA AAHUMW peasibHOro yacy) -
ynakoBLi 36i/IbLLUEHHSI TEPMiIHY NPUAATHOCTI FOTOBOrO
NiKapCbKOro 3acoby Ha OCHOBI MO3UTUBHUX
pe3ynbTaTiB JOBrOCTPOKOBUX AOCAIAKEHD
CTabiNIbHOCTI Y peasibHOMY Yaci: 3aTBep)KeHO:
TepMiH NprAaTHOCTI 2 POKKU. 3anponoHOBaHO:
TepMiH NpuAAaTHOCTI 3 POKK. 3MiHM BHECEHO B
IHCTPYKLi0 415 MeANYHOTO 3acTOCyBaHHSA
nikapcbKoro 3acoby y po3gin "TepMiH npugatHocTi".
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS
117. | POCEMIA® TabneTku, Lo TOB YkpaiHa KYCYM XENTXKEP IHAjia BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3MiHu 3a He UA/19151/01/03
oaTt ancnepryoTbes B «NEQPA NBT NTA | TNy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbkWii 3aci6. peyenmom | niosisi2ae
POTOBI NOPOXHWHI, PM NTO» CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
no 4 mr; no 10 ymMoBax 36epiraHHs roTOBOro NikapCcbKoro 3acoby
Tabnetok y 6nictepi; (36iNbLUEHHA TEepMiHY NPUAATHOCTI TOTOBOrO
no 2 abo 6 6nictepis nikapcbkoro 3acoby) - 115 ToproBoi ynakoBKu
Y KapTOHHiii (niaTBEPOXKYETLCA AAHUMW pPeasibHOro yacy) -
ynaxoBLi 36i/1bLLIEHHS TEPMiIHY NPUAATHOCTI FOTOBOrO
NiKapcbKoro 3acoby Ha OCHOBI MO3UTUBHUX
pe3ynbTaTiB JOBrOCTPOKOBYKX AOCAIMKEHD
CTabinbHOCTI y peasibHOMY Yaci: 3aTBepKeHo:
TepMiH NpMaaTHOCTI 2 pokn. 3anponoHOBaHO:
TepMmiH npuaaTHOCTI 3 POKK. 3MiHN BHECEHO B
IHCTPYKLUiO NS MeANYHOTo 3aCTOCYBaHHS
niKkapcbKkoro 3acoby y po3gin "TepMiH npugaTHOCTI".
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPAKEHHS
118. | CAHOPVH Kpansi Ha3asibHi, AT YKpaina TeBa Yex IHgacTpi3 Yecbka BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasia: 3MiHK bes nidnsieae UA/2455/01/01
emynbceis, 1 mr/mn; "papmak” C.p.o., Yecbka Pecny6nika/ | Tuny - 3MiHM Wopao 6e3nekn/edreKTUBHOCTI Ta peyenma
no 10 mn y pnakoHi; Pecny6nika; CaHeka CnoBaubka | dhapmakoHarnsgy. 3miHa y KOpOTKili xapakTepucTui
no 1 chrakoHy dapmacbtoTikans AT, Pecny6nika NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta

pasom i3 Kp1LLIKOLo-
KpanesibHULEe B
Kopobu,i

CnoBaLbka
Pecny6nika

IHCTPYKLUiT 4719 MeAMYHOro 3aCTOCYBaHHSA Ha nigcTasi
perynsipHoO OHOB/IOBAHOTO 3BiTY 3 6e3neku
nikapcbKkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCcTOCyBaHHS NiKapcbKoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtart
OLLiHKM 3BITY 3 AOC/IAKEeHb, NPOBEAEHUX BIAMOBIAHO
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

[0 nnaHy negiatpuyHux gocnimpkeHs (PIP) (3miHy
Y3rO[KEHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM
opraHom) - 3MiHV BHECEHO A0 iHCTPYKLii A1

MeAMYHOro 3acTOCYBaHHA NikapCbKoro 3acoby Ao

po3ainy "Mepefo3yBaHHA" BiANOBIAHO A0
pekomeHaauiii PRAC. TepMiH BBeAEHHS 3MiH
npoTArom 6 micsLiB nicns 3aTBepAKeHHs. 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta
hapmakoHarnagy (iHwi 3mMiHun) - 3MiHU BHECEHO A0
IHCTPYKUIi A1 MEANYHOr0o 3acTOCYBaHHSA
nikapcbKoro 3acoby a0 po3ainy "Mo6iyHi peakuii”
LLIOA0 HeOOXIAHOCTI NOBIAOMAATY NPO YCi BUNAAKN
nigo3proBaHnX NOGIYHUX peakLili Ta BiACYTHICTb
epeKTMBHOCTI NikapcbKoro 3acoby. TepMiH
BBE/IEHHS 3MiH NpOoTAroM 6 micauis nicns
3aTBEPAKEHHS

119.

CAHOPWH

Kpanni Ha3asibHi,
po3uuH, 1 mr/mn; no
10 mn y doriakoHi; no
1 chnakoHy pasom i3
KPULLIKOO-
KpanenbHULEo B
Kopoou,i

AT
«Papmak»

YkpaiHa

TeBa Yex IHpacTpi3
c.p.0., Yecbka
Pecny6nika; CaHeka
dapmacbloTikans AT,
Cnosaubka
Pecny6nika

Yecbka
Pecny6nika/
Cnosaubka
Pecny6nika

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3MiHM Woao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpOTKiil xapakTepucTumui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLU|ii 415 MeAMYHOro 3acTOCyBaHHSA Ha nigcrasi
perynsipHo OHOBJIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nexu
3acToCyBaHHSA NikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbtar
OL|iHKM 3BITY 3 AOC/IAKEHb, NPpOBEeAEHUX BIAMNOBIAHO
[0 nnaHy negiatpnyHunx gocnigpkers (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHNM YNOBHOBaXKEHNM
opraHom)
3MiHN BHECEHO A0 IHCTPYKLii 415 MeAUYHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainy
"Mepefo3yBaHHA" BiANOBIAHO A0 pekoMeHAaLlii
PRAC. TepMiH BBeiEHHSA 3MiH NPOTAroM 6 MicALiB
nicns 3aTBepmkeHHs. 3MiHu | Tuny - 3MiHn Wwoao
6e3nekn/edekTBHOCTI Ta thapMakoHarniagy (iHLi
3MiHM). 3MiHN BHECEHO A0 IHCTPYKLi 4158 MeAUYHOTo
3aCTOCYBaHHS NiKapcbKoro 3acoby A0 po3ainy
"Mo6ivHi peakui™ WoA0 HeO6XiAHOCTI NOBIAOMAATH
npo yci BUNagxu nigo3pioBaHnxX NobiyHMX peakwin Ta
BiICYTHICTb €(DEKTVMBHOCTI NiKapCbKOro 3acoby.
TepMiH BBEEHHA 3MiH NPOTArom 6 micsAuiB nicns
3aTBEPKEHHS.

6e3
peyenma

nionsea
€

UA/2455/03/01

120.

CAHOPUVH

Kpansi Ha3aslbHi,
po3uuH, 0,5 mr/mn;
no 10 mn y cpnakoHi
3ickna; no 1
hNakoHy,
ocHalleHoMY

AT
"®apmak”

YKpaiHa,
YKpaiHa,
Ykpaina

TeBa Yex IHoacTpi3
c.p.o., Yecbka
Pecny6nika; CaHeka
PapmacbioTikans AT,
CnoBaLbka
Pecny6nika

Yecbka
Pecny6nika/
Cnosaubka
Pecny6nika

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepiani: 3MiHu
| TMny - 3MiHKn Wwopao 6e3nekn/eeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuui
NikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLiT A8 MeAMYHOro 3aCTOCYBaHHSA Ha nigcTasi
perynsipHoO OHOBJ/IKOBAHOIO 3BIiTY 3 6e3nekn

6e3
peyenma

nionsieae

UA/2455/02/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

KpanesibHuLelo Ta
KPULLIKOI Y
KapTOHHI KOpo6Li

nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCYyBaHHS ikapcbKoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtart
OLiHKM 3BITYy 3 AOC/ifKEHb, MPOBEAEHNX BiAMOBIAHO
[0 nnaHy negiatpuyHux gocnigxeHs (PIP) (3MiHy
Y3rOPKEHO 3 KOMMETEHTHWUM YNOBHOBaXKEHUM
opraHoMm) - 3MiHV BHECEHO A0 iHCTPYKLii AN
MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby Ao
po3sginy "Mepeno3ysaHHs" BigNoBiAHO A0
pekomeHgauin PRAC. TepMiH BBeAEHHS 3MiH
NPOTArom 6 MicsLiB nicNs 3aTBepKeHHs. 3MiHu |
™Mny - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta
hapmakoHarnsgy (iHwi 3mMiHn). 3MiHU BHECEHO [0
IHCTPYKUIi ANA MeAUYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby o po3ainy "Mo6iyHi peakuyii”
LLI0A0 HeobXiAHOCTI NOBIAOMASATY NPO yCi BUNAAKM
nifo3proBaHnX NOGIYHUX peakLili Ta BiACYTHICTb
ehekTMBHOCTI Nikapcbkoro 3acoby. TepMiH
BBE/IEHHS 3MiH MPOTAroM 6 MicauiB nicns
3aTBEPMKEHHS.

121.

CEBOPAH®

pignHa ans
iHransuii 100 %; no
250 mny
nnacTyKkoBoMy
chnakoHi 3
KOBMa4KOM CUCTEMM
Quik fil; no 1
chnakoHy B
KapTOHHIlA KopooLi

E66BI
Biodhapma
CbHOTiKaN3

rmeX

LLseiuapis

E668i C.p.n1.

ITanisa

BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3MiHu
| Tuny - AgMiHiCTPaTVBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecy MicLA NPOBaIXEHHSI
AiSNbHOCTI BUPOOHUKa/iMnopTepa rotoBoro
niKapcbKoro 3aco6y, BK/IHYAUU AifbHULL BUMYCKY
cepii abo MicLe NpoBefeHHS KOHTPO/IK0 AKOCTI.
(misnbHICTb, 3a AKy Bignosigae BUpoOHUK/imnopTep,
BK/IlO4aA0UM BUMYCK cepiid). 3MiHa agpecu
BUpo6HuKa 13 CeBopaH® E66BI C.p.n., ITanis, y
3BA3KY 3 MPVBEAEHHAM afpecu BUPOOHNYOT AiNbHUL
y BignoBigHicTb Ao 6a3 gaHux EudraGMP Ta
BigNoBIAHICTb A0 OHOBMIEHOrO cepTudikaty GMP
[Jepxnikenyx6u. MicuesHaxoKeHHs: Ta BUPO6HUYI
npouecy Ai/IbHULi He 3MIHUANCL. 3MiHV BHECEHO B
IHCTPYKLUiO AN MeANYHOT0 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3gin «MicLe3HaxomKeHHs
BMPOGHMKA Ta i0ro agpeca Micls MpoBafKeHHs
LiSNbHOCTI» 3 BigNOBIigHMMUW 3MiHAMM Y TEKCTi
MapKyBaHHs YNakoBK/ NiKapCbKoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPKEHHS.

3a
peyerimom

He
niossieae

UA/4139/01/01

122.

CEM/IOMNIH®

TabneTkn no 2,5 mr;
no 14 tabnetok y
6nictepi, no 2, 4 abo
6 6nicTepiB y
KapTOHHI ynakoBL,i

TOB
"TNEQPA
PM NTAO"

YKpaina,
YKpaiHa,
YkpaiHa

BVPOGHMLTBO,
NepBUHHE NaKyBaHHS,
BTOPVHHE MakKyBaHHS,

KOHTPO/b SIKOCTI,

BUNYCK cepii

abo
BTOPWHHE NakyBaHHs,

YkpaiHa/
IHAjia

BHECEHHS 3MiH [0 peecTpaviiiHuX maTepianis: 3MiHu
| TNy - 3MiHK 3 AKoCTi. FOTOBWIA NikapcbkuWii 3acib.
3MiHM Y BUPOOHULITBI. 3amiHa abo BBeAEHHS
[04aTKOBOT AiNbHULI BUPOGHMLTBA A1 YacTUHM abo
BCbOr0 BMPOOHMYOro NPOLLECY roTOBOrO NiKapCbKoro
3acoby (AinbHMLS, Ha sKili npoBOAATLEA Byab-AKi
BMPOGHWYI CcTafii, 3a BUHATKOM BUMYCKY Cepil,

3a
peyerimom

UA/9382/01/01
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
KOHTPO/b IKOCTI, KOHTPOJTI0 AKOCTi, NEPBMHHOIO Ta BTOPUHHOIO
BUNYCK cepii 3 nakyBaHHs1, 4151 HECTEPU/IbHUX JiIKapCbKMX 3ac06iB)
npoaykuii in bulk: - CynyTHS1 3MiHa - 3MiHK 3 skocTi. FoToBWIA
TOB "KYCYM ®APM", nikapcbknii 3aci6. 3MiHM y BUPO6HMLTBI. 3amiHa abo
YkpaiHa BBE[EHHS [0AATKOBOI AiNIbHUL BUPOOGHMLUTBA ANs
abo 4YacTuHM ab0 BCbOro BUPOBHMYOrO NPOLECY rOTOBOrO
BVMPOGHMLTBO, nNikapcbKoro 3acoby (AinbHWUUSA A1 BTOPUHHOTO
nepBMHHE NakyBaHHS, nakyBaHHs) - 3MiHV 3 IKOCTi. [OTOBWIA NikapcbKuii
BTOPWHHE NaKyBaHHS, 3aci6. 3MiHM y BUPO6HULITBI. 3amiHa abo BBEAEHHSA
KOHTPO/Ib SKOCTI, [04aTKOBOT AiNbHUL BUPOGHMLTBA A1 YaCTUHM abo
BUNYCK cepii BCbOr0 BMPOBHMYOro NPoLLeCy roToBOro NiKapcbKoro
abo 3ac06y (AinbHWULA AN NEPBUHHOTO NaKyBaHHS) -
BMPOGHMLITBO BBE/leHHs1 a/lbTepHaTVNBHOIO BUpo6HMka TOB
npogykuii in bulk: "TNEA®APM NTA", YkpaiHa, BignoBigaNbHOro 3a
KYCYM XENTXKEP BMPOGHULITBO, NEPBMHHE Ta BTOPUHHE MakKyBaHHSA
MNBT NTA, IHgjsa nikapcbkoro 3acoby. BBegeHHs 3MiH MPOTAroM 6-Tu
MicALiB nicnsa 3aTBepMKeHHs. 3MiHu | Tuny - 3MiHK 3
abo AKoCTi. FoToBUIA Nikapcbkuii 3aci6. 3MiHK y
BVPOGHMLTBO, BMPO6HMLTBI. 3MiHa iMnopTepa/3MiHuy, Lo
nepBUHHE NaKyBaHHS, CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPOIIO AKOCTI
BTOPWHHE NaKyBaHHS, roTOBOro NikapcbKoro 3acoby (3amiHa abo
KOHTPO/1b SKOCTI, [0faBaHHsA BUPOOHNKA, WO BiANoBifa€e 3a BBE3EHHSA
BMNyCK cepii Ta/abo Bunyck cepir) - Bkovaroum
abo KOHTPO/b/BUNPOGYBaHHSA cepii - BBEAEHHSA
BTOPVHHE MakyBaHHA, anbTepHaTUBHOro BMpo6Huka TOB "MMEAGAPM
KOHTPO/b SIKOCTI, NTA", YKpaiHa, BignoBiga/IbHOro 3a KOHTPO/b Ta
BUMNYCK cepii 3 BUNYCK cepil M13. 3aTBEPMAXEHHS TEKCTY
npoaykuii in bulk: MapKyBaHHs MEPBMHHOI YNaKOBKU J1iKapCbKOro
TOB "TNIEA®APM 3acoby ansa TOB "Inepdapm NTA", YkpaiHa.
NTA", Ykpaina BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMAKEHHS.
123. | CEM/IOMNIH® | TabneTtku no 5 mr; TOB YkpaiHa BUPOGHMLTBO, YkpaiHa/ BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/9382/01/02
no 14 tabnetok y "TNEAPA nepBrHHE NakKyBaHHS, IHAisa | Tuny - 3miHK 3 AKOCTi. FOTOBMIA Nikapcbknin 3aci6. peyenmom
6nictepi, no 2,4a6o | PM NTA" BTOPUHHE NaKyBaHHs, 3MiHN Yy BUPOGHMLTBI. 3amiHa abo BBEAEHHS

6 6nicTepiB y
KapTOHHI/ ynakosL,i

KOHTPO/b SKOCTI,
BUMYCK cepil
abo
BTOPVHHE MaKyBaHHS,
KOHTPO/Ib SIKOCTI,
BMMYCK cepii 3
npogykuii in bulk:
TOB "KYCYM ®APM",
YkpaiHa
abo
BVMPOGHMLTBO,
nepBUHHE NaKyBaHHS,
BTOPVHHE MakKyBaHHS,
KOHTPO/Ib SIKOCTI,

[04aTKOBOI Ai/TbHUL BUPOOHULTBA [/191 YACTUHU abo
BCbOr0 BMPOGHWNYOrO MPOLECY FOTOBOrO NiKapCbKOro
3acoby ([inbHMLA, Ha AKili NpoBOAATLCSA OyAb-AKi
BMPOGHUWUI CTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOJT0 AKOCTi, NEPBMHHOTO Ta BTOPUHHOMO
nakyBaHHs, /181 HECTEPUTbHUX NiIKapPCbKMX 3acobiB)
- CynyTHS! 3MiHa - 3MiHK 3 sikocTi. FoToBWMiA
nikapcbknii 3aci6. 3MiHM y BUPO6HMLTBI. 3amiHa abo
BBE/EHHS 40AATKOBOI AiNbHULI BUPOOHULTBA A1S
YyacTuHM abo BCbOro BUPOBHNYOro NpoLecy rotoBoro
nikapcbKoro 3acoby (AinbHWUA 415 BTOPUHHOTO
nakyBaHHs) - 3MiHV 3 AKOCTi. [OTOBWIA Nikapcbkuii
3aci6. 3MiHM y BUPOBGHMLTBI. 3aMiHa abo BBeAEHHS
[04AaTKOBOI AiNbHUL BUPOBGHMLTBA A5 4ACTUHM abo
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
BUNYCK cepii BCbOr0 BMPOOHNYOro NPOLLECy roTOBOrO NiKapCbKoOro
a6bo 3aco6y (4iIbHMUA AN1A NepBUHHOTO NakyBaHHS) -
BMPOGHMLITBO BBE/IEHHS a/lbTepHaTUBHOIO BUpo6HMKa TOB
npogaykuii in bulk: "TNEAPAPM NTA", YkpaiHa, BignoBiganbHOro 3a
KYCYM XENTXKEP BUPOGHMLUTBO, NEPBUHHE Ta BTOPUHHE NakKyBaHHS
MNBT NTA, Ingisa nikapcbkoro 3acoby. BeeAeHHA 3MiH NPOTAroM 6-Tu
abo MicALIB MicnA 3aTBEpKEHHS. 3MiHu | Trny - 3MiHK 3
BMPOGHMLTBO, sKocTi. FoToBWMIA Nikapcbkuid 3aci6. 3MiHN y
nepBrHHE NakyBaHHS, BMPOGHULTBI. 3MiHa iMnopTepa/3MiHu, Lo
BTOPVHHE MaKyBaHHS, CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPO/IHO AKOCTI
KOHTPO/b SIKOCTI, roToOBOro Nikapcbkoro 3acoby (3amiHa abo
BUMYCK cepii [ofasaHHA BUPOOHYKa, LLO BiANoBiJa€e 3a BBE3EHHSA
abo Ta/abo BMNyck cepii) - Bkoyaroun
BTOPVHHE MakKyBaHHS, KOHTPO/b/BUNPOOYBaHHA cepii - BBeAEHHN
KOHTPO/b AKOCTI, anbTepHaTuBHOro Bupo6Huka TOB "TNEA®APM
BMMYCK cepii 3 NTA", YkpaiHa, BignoBifasbHOroO 3a KOHTPOsIb Ta
npoaykuii in bulk: BUNyck cepii MN3. 3aTBepAXEHHSA TEKCTY
TOB "TNEA®PAPM MapKyBaHHA NePBUHHOI YNaKOBKW J1iKapCbKOro
NTAh", YkpaiHa 3acoby ana TOB "epgdapm ITA", YkpaiHa.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPKEHHS.
124. | CEMNOMIH® | TabneTtku no 2,5 mr TOB YkpaiHa KYCYM XENTXKEP IHAjsA BHECEHHS 3MiH 0 peecTpavjiiiHux maTepianis: 3MiHu - UA/20504/01/01
in bulk: Ne2940 "TNEQPA NBT NTA | Tuny - 3MiHK 3 AKoCTi. FOTOBWIA NikapcbkuWii 3aci6.
(14x210): no 14 PM NTAO" 3MiHN Yy BUPO6HMLTBI. 3amiHa abo BBEAEHHSA

Tabnetok y 6nictepi;
no 210 6nicTepiB y
KapTOHHIl Kopoobui

[04AaTKOBOT AiNbHUL BUPOGHMLTBA A1 YacTUHM abo
BCbOr0 BMPOBHMYOro NPOLLECY roTOBOrO NiKapcbKoro
3acoby (AinbHWLA, Ha AKili NpoBOAATLCSA ByAb-AKi
BMPOGHWYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOJII0 AKOCTi, NEPBMHHOIO Ta BTOPUHHOMO
nakyBaHHs, /19 HECTEPUTbHUX NMIKapPCbKMX 3acobiB)
- CynyTHS 3MiHa - 3MiHM 3 sikocTi. [oToBWMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa abo
BBE/EHHS A04aTKOBOI AiNIbHULI BUPOOHULTBA 4115
4yacTNHK abo BCbOro BUPOGHNYOro NpoLecy rotoBoro
niKkapcbKoro 3acoby (AinbHULA N5t BTOPUHHOIO
nakyBaHHs) - 3MiHW 3 SKOCTI. [OTOBWIA NiKapCbKunii
3aci6. 3MiHM y BUPO6HULTBI. 3amiHa abo BBEAEHHS
[,04aTKOBOI Ai/TbHUL BUPOOHULITBA [/151 YACTUHU abo
BCbOr0 BUPOBHMYOro NPoLLEeCy roTOBOro /iKapcbkoro
3aco6y (4inbHMLA AN NEePBUHHOTO NakKyBaHHS) -
BBE[EHHS aNlbTepHaTUBHOIO B1UpobHMKa TOB
"TNEAPAPM NTA", YkpaiHa, BigNoBigabHOMo 3a
BUPOGHMLITBO, NEPBMHHE Ta BTOPUHHE NaKyBaHHA
niKapcbKoro 3acoby. BeeeHHs1 3MiH NpoTAroM 6-Tu
MicALIB MicnsA 3aTBEPKEHHS. 3MiHM | TNy - 3MiHKn 3
sKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOOHULTBI. 3MiHa iMNopTepa/3MiHu, Lo
CTOCYHTbCS BUMYCKY Cepii Ta KOHTPO/IK0 AKOCTI




97

n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[oflaBaHHA BUPOOHMKA, L0 BiANOBILa€E 3a BBE3EHHS
Ta/abo Bunyck cepii) - Bkaovarum
KOHTPO/1b/BMNPOGYBaHHS cepii - BBEAEHHS
anbTepHaTMBHOIO BUpo6HuKa TOB "TMEAPAPM
NTA", Ykpaina, BiAnoBifabHOr0O 3a KOHTPOsIb Ta
BMNYycK cepii [13. BBeAeHHS 3MiH NpOTArom 6-Tu
MicsILiB Micns 3aTBepAXEHHS.

125.

CEMJIOMIH®

Tabnetkv no 5 mrin
bulk: Ne2520
(14x180): no 14
TabneTtok y 6nictepi;
no 180 6nicTepiB y
KapTOHHIlA KopooLi

TOB
"TNEQPA
PM NTAO"

YkpaiHa

KYCYM XENTXKEP
NBT T4

IHais

BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepiasis: 3MiHu
| Tuny - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbknii 3acib.
3MiHM Y BUPOOHULITBI. 3amiHa abo BBeEHHS
[04aTKOBOT AiNbHULI BUPOGHMLTBA A1 YaCTUHN abo
BCbOr0 BMPOOGHNYOro NPOLLECy roTOBOro NiKapCbKoro
3aco6y (OinbHWLS, Ha sKili NpoBOAATLEA OyAb-AKi
BMPOGHWUYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOJII0 AKOCTi, NEPBMHHOIO Ta BTOPUHHOIO
nakyBaHHs, 4151 HECTEPU/IbHUX JiKapCbKMX 3ac06iB)
- CynyTHs 3MiHa - 3MiHM 3 SKOCTi. [OTOBMIA
nikapcbknii 3aci6. 3MiHM y BUPO6HMLTBI. 3amiHa abo
BBE[EHHS O0AATKOBOI AiNIbHUL BUPOGHMUTBA AN1s
4yacTuHM abo BCbOro BUPOBHNYOro nNpoLecy roToBoro
nikapcbKoro 3acoby (AinbHWUUSA A1 BTOPUHHOTO
nakyBaHHS) - 3MiHM 3 SIKOCTi. [OTOBWIA NikapcbKuii
3aci6. 3miHM y BUpobHMLTBI. 3aMiHa abo BBeAEHHS
[04AaTKOBOT AiNbHUL BUPOGHMLTBA A1 YacTUHM abo
BCbOr0 BMPOBHMYOro NPOLLECY roTOBOrO NiKapcbKoro
3ac06y (AinbHYLA AN NEPBUHHOTO NakKyBaHHS) -
BBE/leHHs1 a/lbTepHaTVBHOrO BUpo6Huka TOB
"TNEA®APM NTA", YkpaiHa, BignoBigaNbHOrO 3a
BMPOGHULTBO, NEPBMHHE Ta BTOPVMHHE MakKyBaHHSA
nikapcbkoro 3acoby. BBegeHHs 3MiH MPOTAroM 6-Tu
MicALiB nicnsa 3aTBepMKeHHs. 3MiHu | Tuny - 3MiHK 3
AKOCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHULTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPOIO AKOCTI
roTOBOro NikapcbKoro 3acoby (3amiHa abo
[oAaBaHHsA BUPOOHNKA, LLO BiANoBifae 3a BBE3EHHS
Ta/abo Bunyck cepii) - Bkovaroum
KOHTPO/b/BMNPOGYBaHHSA cepii - BBEAEHHS
anbTepHaTUBHOro BMpo6Huka TOB "TME®APM
NTA", YKpaiHa, BignoBiga/IbHOIo 3a KOHTPO/b Ta
BMNYCK cepii [13. BBeAEHHS 3MiH NpOTArom 6-Tu
MicsILiB Micnsi 3aTBEpPAKEHHS.

UA/20504/01/02

126.

CENTAHECT
3
AAOPEHANIH
OM 1/100 000

PO3YMH ANs iH'eKL;it
nolmny
KapTpuaxi; no 10
KapTpuoxis y
6nictepi; no 5

CENTOS,
OHT

PpaHuin

CENTOAOHT

PpaHuin

BHECEHHS 3MiH [J0 peecTpaLjiiiHnx maTepianis: 3MiHu
| Tuny - 3MiHK WoAao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn). OHOB/IEHHSA TEKCTY
MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNakoBOK
nikapcbkoro 3aco6y. TepMiH BBEAEHHS 3MiH -

3a
peyenmom

UA/10380/01/01
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
6nicTtepiB y npoTArom 6 micsliB nicns 3aTBeppKeHHs.
KapTOHHI kopobuy;
nol7mvmny
KapTpuaxi; no 10
KapTpUaXiB y
6nictepi; no 1 a6o 5
6nicTtepiB y
KapTOHHII KopobLi
127. | CENTAHECT | po3uuH Ans iH'ekuii CENTOL, ®paHuisa CEMNTOAOHT ®paHuisa BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepiasis: 3MiHu 3a UA/10381/01/01
3 nolmny OHT | Tuny - 3miHn Wopao 6e3nekn/edreKTMBHOCTI Ta peyenmom
AQPEHANIH KapTpuaxi; no 10 hapmakoHarnsagy (iHwi 3miHn). OHOBMEHHS TEKCTY
OM 1/200 000 | kapTpuaXisy MapKyBaHHsS NePBMHHOT Ta BTOPUHHOI YNakoBOK
6nicTepi; no 5 nikapcbkoro 3acoby. TepmiH BBEAEHHS 3MiH -
6nictepiB y NpoTArom 6 MicsiLiB nicns 3aTBepoKEHHS
KapTOHHI kopobuy;
nol,7mMny
KapTpuaxi; no 10
KapTpuaXie y
6nicTepi; no 1 abo 5
6nictepiB y
KapTOHHI kopo6Lyi
128. | CUMBIA® Kancynu MpAT YkpaiHa BankaHdapma- Bonrapis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3MiHu 3a UA/18442/01/02
KMLLKOBOPO34MHi "papmaue OynHuus AL | TNy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbkWii 3aci6. peuenmom
TBepAi, no 60 wmr; no BTMYHA KOHTPO/1b FOTOBOrO MiKapcbKoro 3acoby. 3miHa
7 kancyn y 6nictepi, hipma napameTpiB cneundikauii Ta/abo AoNyCTUMUX MEX
no 4 6nictepu B "NapHuus" roTOBOro NikapcbKoro 3acoby (40NOBHEHHSA abo
nauuj 3amMiHa nokasHuka creumdikauii 3a pesynbtaramu
JocnigpKeHb 3 6e3nekn abo AKOCTi (3a BUHATKOM
nikapcbknx 3acobis 6i0N0rivyHOro/iMyHOM0r4YHOro
NOXOLPKEHHS)) - AOAABAHHA A0 crevumdikai
roToBoOro nikapcbkoro 3acoby Tect N-Nitroso-
duloxetine 3 HopMyBaHHSAM «He 6inbLlue 0.83 ppm»
BiANOBIAHUM METOA0M KOHTPO/IO, BiANOBIAHO A0
pekomeHaauin EMA
129. | CUMBIA® Kancyu MpAT YkpaiHa BankaHtapma- Bonrapis BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3MiHu 3a UA/18442/01/01
KMLLKOBOPO34MHi "dbapmaue OynHnus AL | TMny - 3MiHK 3 AKOCTI. FOTOBWMIA NiKapPCbKUIA 3aci6. peyenmom
TBepAi, no 30 mr, no BTUYHA KOHTpo/b roToBOro nikapcbkoro 3acoby. 3miHa
7 kancyn y 6nictepi, hipma napameTpiB cneuugikauii Ta/abo AoNyCTUMUX MEX
no 4 6nictepu B "NapHuus” roTOBOrO JlikapcbKoro 3acoby (4OMNOBHEHHS abo
naJui 3amiHa nokasHuka cneuudikauii 3a pesynbtaramu
nocnigpkeHb 3 6e3neky abo AKOCTI (32 BUHATKOM
nNiKapcbKnx 3acobiB 6i0n10rivyHOro/iMyHosI0r4YHOr0
NOXOMKEHHS)) - fofaBaHHA A0 cneumdikauii
roTOBOrO Jlikapcbkoro 3acoby Tect N-Nitroso-
duloxetine 3 HopMyBaHHsAM «He 6inblie 0.83 ppm»
BiAMNOBIAHMM METOA0M KOHTPOJIHO, BiAMNoBigHO A0
pekomMeHAaLii EMA
130. | CKAWM3ER, NMOpOLOK ANnst CeHc IHgis CeHc Jlabopatopic IHais BHECEHHS 3MiH 40 peecTpauiiHux martepianiB: 3MiHu 3a He UA/18346/01/01
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
PO3umnHy ANns iH'ekuin | Jlabopato Met. N14. | TNy - AOMIHICTpaTMBHI 3MiHN. 3MiHa Ha3BU peyenmom | nidssi2ae
no 1000 wmr; no 1 pic MBT. nikapcbKoro 3acoby -
dnakoHy y nra. 3MiHa Ha3Bu nikapcbkoro 3acoby. BATBEPIXKEHO:
KapTOHHI ynakoBLi BAKTOJ/IOKC (BACTOLOX). 3ANPOMNOHOBAHO:
CKAW3E/[ (SKYZED)
131. | CNASMAJ/ITO | Ta6bnetku; no 10 TOB YkpaiHa BankaHdapma- Bonrapis BHECEHHS 3MiH 4,0 peecTpauiiHux martepianis: 3MiHu 6e3 UA/7059/01/01
H Ayo Tabnetok y 6nictepi; «TeBa OynHnus AT | Tuny - 3miHn Wopao 6e3nekn/edreKTMBHOCTI Ta peyenma
no 1 a6o no 2, a6o YkpaiHa» thapmakoHarnagy (iHwi 3MiHn) - OHOB/IEHO TEKCT
no 5 6nictepis y MapKyBaHHS MEPBUHHOI Ta BTOPUHHOI YNakoBKn
KapTOHHI kopobuy; nikapcbKoro 3acoby, a caMe BUTy4YeHO TUTY/IbHY
no 20 TabneTtok y CTOPIHKY A0 TEKCTY MapKyBaHHs1, AoAaHO
6nicTepi; no 1 iHchopmauito Wwoao 3asBHuka y n. 11 Texkcty
6nictepy B MapKyBaHHA BTOPUHHOT YNakoBKK Ta M. 5 NepBUHHOT
KapTOHHI Kopo6Lyi yNaKkoBKW, 3a3Ha4YeHO Ha3BY Ail0Y0i pevyoBuHN Y Nn. 2
TEKCTYy MapKyBaHHS BTOPUHHOI YNakoBKW, yTOUHEHO
NOroTVN Ta BHECEHO He3HauHi peJakLiliiHi npaBkv B
IHLLI NYHKTW TEKCTY MapKyBaHHSA. BBeeHHSA 3MiH
NpOTArom 6-T1 MiCALIB MiCNA 3aTBEPKEHHS
132. | CNA3MAJ/ITO | po34uMH ANS iH'EKLIN; AT Bonrapis AT "Cothapma” Bonrapis BHECEHHS 3MiH IO peecTpaLjiiiHux maTepianis: 3MiHu 3a UA/3531/01/01
H® no 2 mn abo 5 mn B "Codhapma Il Tuny - 3miHN 3 AkocTi. AP, (iHLWi 3MiHK) - peuenmom
amnyni; no 5 a6o 10 " BHeceHHs 3MiH Ha A®| niTodheHony rigpoxnopug,
amnyn y 6nictepi; no BMpo6HMLTBA "Centaur Pharmaceuticals Private
1 6nicTepy B Limited", IHgjs, y 3B'A3Ky 3 OHOB/IeHHAM ASMF
KapPTOHHIN navu,i [Litova pegakuis: DMF — CTD format CPPL /55 /
AP / August 2017.
MponoHoBaHa pepakuis: DMF — CTD format CPPL /
55 / AP / January 2022.
133. | TIBIKEWA TabneTku, BKpUTI BiiB Benuka Brpo6HuK Benvka BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/14146/01/01
N1iBKOBOIO Xenckep BputaHis Hepo3shacoBaHoi BpuTtanis/ | TNy - AOMiHiCTpaTMBHI 3MiHX. 3MiHa Kogy ATX. peyenmom | niosisg2ae
060/10HKO10, M0 50 HOK npoAayKLuii, KOHTPO/Ib Icnanis 3MiHV BHECEHO A0 po3ainy "dapmakoTepaneBTUYHa
mr; no 30 a6o no 90 Nimitepn SIKOCTi rOTOBOro rpyna. Kog ATX." IHCTPYKLii A/19 Me4U4HOro
TabneTok y prakoHi; NPOAyKTY: 3aCTOCYBaHHA NiKapcbKoro 3acoby. (3aTBepakeHo:
no 1 chsiakoHy B "nakco OnepenwHc MpoTuMBIpyCHI 3aC06K 471 CUCTEMHOro
KapTOHHI Kopo6Lyi IOK Nimitepn, wo sege 3acTocyBaHHs. MNpoTKBIpyCHi 3aco6u NpaAMOT Ail. IHLWi
OiSNbHICTb K [nakco npoTtusipycHi 3acobu. fJonyterpasip. Kog ATX JO5A
Bennkom X12.
OnepelilHc , Benvka 3anpornoHoBaHo: MpoTuBipycHi 3acobu ans
BpuTaHis; CMCTEMHOrO 3acToCyBaHHS. [MpoTuBIpycHi 3acobu
npsamoi aii. IHri6iTopu iHTerpasn. Jonyterpasip. Kog
Brpo6HWK ans ATX JO5A J03.)
nakyBaHHs Ta BUNYyCKy
cepii:
nakco Bennkom C.A,,
Icnanis
134. | TOBI®TAMIH | Kkpanni ouHi, AT YkpaiHa PADAPM C.A. Ipeuis BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3MiHu - UA/17664/01/01
cycnensisi in bulk: no | "KWUIBCbK | TUNY - 3MiHK 3 AKOCTi. FOTOBUIA NikapcbKuii 3aci6.
5 My chriakoHi nn 3MiHM Yy BUpo6HMUTBI. 3MiHa po3mipy cepii
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
nonieTusieHoBOMy 3 BITAMIHH (BrNKOYAKOUM Ajana3oH po3Mmipy cepii) roToBOro
KpanesnbHULelo Ta nn nikapcbkoro 3acoby (36inbweHHs ao 10 pasis
KOHTpO/IEM NepLIoro 3ABOA" NOPIBHAHO i3 3aTBEPAXEHUM PO3MIPOM) BBEAEHHS
po3kpuTTA, no 100 [104aTKOBOro pPO3Mipy cepii roToBOro Nikapcbkoro
hNakoHiB y 3acoby 450 n
KapTOHHIli KopoobLi 3arsepokeHo: Po3mip cepii 150 n1 (30000 chnakoHiB)
3anponoHoBaHo: Po3mip cepii 150 n (30000
h1akoHiB)
450 n (90000 donakoHiB)
3MiHu Il TURYy - 3MiHK 3 SKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. 3mMiHM y BUPOOHULTBI. 3MiHM y npoueci
BVMPOGHMLTBA rOTOBOrO JiKapCbKOro 3acoby,
BK/THOHAK0UM MPOMIKHWIA NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOOHULITBI TOTOBOrO
nikapcbKoro 3acoby (cyTTeBa 3MiHa y NpoLeCi
BMPOGHMLITBA, K& MOXe MaTu iCTOTHWI BB Ha
AKiICTb, 6e3neky Ta epeKTUBHICTb NiKapCbKOro
3aco6y) - ICTOTHI 3MiHM 40 BUPOGHUYOro npouecy
0151 HOBOro po3mipy cepii 450 n
135. | YHIKNO®EH Kpansi O4Hi, po3yurH TOB Cnosaupbka TOB "YHIME/L CnoBaubka | BHECEHHS 3MiH A0 peecTpauiliHnx martepianis: 3mMiHu 3a UA/7856/01/01
0,1 % no 5 mn abo "YHIME[, Pecny6nika PAPMA" Pecny6nika | Tuny - AAMiHICTpPaTVBHI 3MiHW. (iHLWi 3MiHW) - 3MiHa peyenmom
10 mny PAPMA" Ha3BuW Ta agpecy BUPOOHMKa NEPBUHHOT YNakoBKU
na1acTUKOBOMY rOTOBOrO /1iKapCbkoro 3acoby. 3miHu | Tuny -
KOHTEeliHepi- AAMIHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHs
KpanesnbHuui; no 1 Ta/abo agpecu micusa NPoBaKeHHs AisNIbHOCTI
KOHTENHepy- BMPOGHMKa/iMnopTepa roToBOro JlikapCbkoro 3acoby,
KpanesbHuLi B BK/IHOYAOUM AiNbHUL BUMYCKY cepii abo micue
KapTOHHIlA KopooLi NpoBeAEeHHS KOHTPO/IO AKOCTI. (4iANbHICTb, 3a AKY
BiANoBiga€e BUPOGHMK/IMNOPTEP, BKIOUAKOUY BUMYCK
cepiit).
136. | YPCO®A/IbK | kancynu no 250 mr; Op. ®anbk HimeuunHa BifNOBigabHWIA 3a HimeuunHa/ | BHeceHHS 3MiH [0 peecTpayiiiHux maTepianis: 3MiHN 3a UA/3746/02/01
no 10 kancyny Papma BUMYCK Cepiii | Tuny - AgMiHiCTpaTVBHI 3MiHW. 3MiHa peyenmom
6nicTepi; no 1 rM6X KiHLLeBOro NpoAyKTy: HalilMeHyBaHHs Ta/abo agpecy MicL NPOBaIXEHHS

6nicTtepy B KopobL,i 3
KapToHy; no 25
kancyn y 6nictepi;
no 2 abo 4 6nictepu
B KOpPOOLLi 3 KAPTOHY

Op. ®ansk dapma
'm6X, HimeuunHa;
BMPOGHWKM A030BaHOT
chopmu, NepBUHHE Ta
BTOPUHHE NakyBaHHS,
KOHTPO/b SKOCTI:
NosaH ®apma M'v6X,
HimeuyuunHa;
anndgames ®APBIN
ApuHaiimitTens M6X,
HimeuyuunHa;
Brpo6HWK,
BiAnoBigabHUIA 3a
nepBUHHe, BTOPUHHE

LisiNbHOCTI BUpO6HMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKAOUaUM AifbHULi BUNYCKY
cepii abo micLe NpoBeeHHS KOHTPOJTH AKOCTI.
(4isnbHICTb, 3a Ky BiANOBiAaE BUPOOHUK/iMnopTep,
He BK/llo4atoum BUMYCK cepili). 3MiHa HaliMeHyBaHHs
BMPOGHMKA, BiAMOBIAaIbHOMO 38 KOHTPO/Ib SIKOCTI 3
HaykoBo-gocniaHuii iHcTUTyTy Xennenep
'm6X/Investigation Institute Heppeler GmbH Ha
MprBaTHWIA HayKOBO-[0CNIAHWIA IHCTUTYT Xennenep
'M6X /Private Investigation Institute Heppeler
GmbH. 3minu | TYny - AgMIHICTPaTUBHI 3MiHN.
BunyyeHHs BUpOGHMYOT AinbHULI (BKIHOYaK0UM
LinbHUUi ans A®I, npomixHoOro Nnpoaykty abo
rOTOBOrO /1iKapCbKOro 3acoby, AiNbHULI A4S
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Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1

nakyBaHHs Ta
KOHTPO/b SKOCTI:
No3zaH ®apma Mv6X,
HimevunHa;
Bupo6HuK,
BiNOBIgabHWIA 3a
KOHTPO/b SIKOCTI:
MpuBaTHUiA HayKoBO-
LOCNIAHWIA IHCTUTYT
Xennenep Mv6X,
HimeuunHa

NPOBefeHHA NakKyBaHHs, BUPOOHUKA,
BiANOBIAa/IbHOrO 3a BUMYCK Cepiii, MicLe
NpoBefEeHHs1 KOHTPO/IO cepii) abo nocTavanbHUKa
BVXifHOTO Matepiany, peareHTy abo AONOMiXHOT
PeYOoBMHM (SKLLIO 3a3HAYEHO Y J0CLE). BunyyeHHs
BMpo6HUMKa "Dipharma Francis", BignosigasibHoOro 3a
BVMPOGHMLTBO AjiH040i PeUYOBUHM
ypcogesokeuxonesoi kucnotn (R1-CEP 2004-108).
3MiHu | TUNY - 3MiHk 3 sKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHoCTi
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro ab0 OHOB/IEHOTO cepTudlikarta BifnoBifHOCTI
ab0 BUNyYEHHs cepTudikaTta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei: ans A®l; ons BUXigHOro
marepiany/peareHTy/npoMKHOrO NMPOAYKTY, L0
BUKOPWCTOBYIOTBLCS Y BUPOOHNLTBI ADI; fns
[onomixHOT peyoBuHU (ME-cepTudikat
BifnoBigHOCTI €Bponelickkili hapmakonei ans
Adl/BnxigHoro matepiasy/peareHTy/NMpoOMiXHOro
npoaykTy abo AONOMiXHOT peyoBuHN) - OHOBNEHUI
cepTuddikaT Bif BXe 3aTBEPKEHOr0 BUPOGHMKA.
MopaHHA oHoBrieHoro ME-cepTudikata
BiANoBigHOCTI EBponeiickkili hapmakonei CEP
2000-045-Rev 06 (nonepeaHs Bepcisa R1-CEP 2000-
045-Rev 04) Big BXe 3aTBEpPIKEHOI0 BUPOGHMKA
TESSENDERLO GROUP N.V. gnsi fonoMixHoi
PevYoBUHM XenatuH. 3MiHu | Tmny - 3MiHW 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBponechkili
hapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI a6o
BU/TYYEHHS cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BuXigHOro
marepiany/peareHTy/npoMiKHOrO NMPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NoMiXHOT pevosuHy (CE-cepTudikat
BiANOBIAHOCTI €Bponeiickbkili hapmakonei ans
Adl/BMxigHOro MaTepiany/peareHTy/npomMiKHOro
npoaykTy abo fONOMiXHOI pevoBUHN) - BunyueHHs
cepTudikaTis (y BUNaaKy HasBHOCTI
My/IbTUNIETHOIO cepTuddikata Ha martepian).
BunyyeHHs HeakTyanbHux E-cepTucpikaTtis
BiANOBIAHOCTI E€Bponeiickbkili hapmakonei
noctavasibHUKa XenaTmHoBKx kancyn Suheung, a
came: - Geltech CO., Ltd. R1-CEP 2001-028-Rev 01
- Nitta Gelatin India Ltd. R1-CEP 2000-344-Rev 03
- Gelita Group R1-CEP 2008-137-Rev 01 - Gelita
Group R1-CEP 2015-138-Rev 00 - Gelita Group R1-
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
CEP 2001-424-Rev 03
- Rousselot R1-CEP 2000-027-Rev 02 - Rousselot
R1-CEP 2000-029-Rev 06 - Rousselot R1-CEP
2010-043-Rev 00.
137. | ®PAPMAKCOH | po3uunH Ans iH'ekuii, TOB YkpaiHa MoBHwuit umkn: TOB YkpaiHa/ BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/13932/01/01
250 mr/mn, no 2 mn "®APMAC «®APMACE/1», HimeuunHa | Tuny - 3miHK 3 AkocTi. APl KoHTponb AdL. 3miHa 'y peyenmom
abono 4 mnB EN" YkpaiHa abo napameTpax cneuudikauii Ta/abo JONYCTUMUX MEX,
amnyni; no 5 amnyn BTopuHHa ynakoBka, BU3Ha4YeHuxX y cneyudcpikauisx Ha A®l, abo
B Nauuj 3 KApTOHY KOHTpONb: XOJIOMAK BUXIAHWIA/MPOMDKHWI NpoAyKT/peareHT, Wwo
depnakyHrcTexHik BVIKOPVICTOBYIOTBCS Y NpoLeci BupobHuutea Ad|
M6X, HimeuyunHa,; (iHWi 3MiHW) - NpUBEAEHHSA HOPMYBaHHSA B
Bupo6HMLTBO cneundikavii gna BXigHOro KOHTponio AdI
Hepo3dacoBaHoi LIMTVKONiH HaTpIto 3a NOKa3HUKOM "3a/ILLKOBI
npoaykuii, nepBrHHa PO3UMHHKKN" A0 crnieundikaLii BupobHuka Kaiping
Ta BTOPVHHA Genuine Biochemical Pharmaceutical co. Ltd., a
ynaKkoBka, KOHTPO/Ib: came BK/II0YEHO HACTYMHi OpraHiuHi PO3YNHHUKN
XONOMAK "MeTaHon: He 6inbLe 0,3% (3000 ppm)" Ta
depnakyHrcTexHik "AUETOH: He 6inbLue 0,5% (5000 ppm)".
M6X, HimeuunHa; HopMyBaHHsA nokasHnka «ETaHoM» 3a/IMaeTbea
KoHTpO#b, BUNycK 6e3 3MiH
cepii: TOB
«OAPMACE/N»,
YkpaiHa
138. | ®PEHIMNANH- Tabnetku no 10 wr, TOBAPUC Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3MiHu 3a UA/7885/01/01
3400POB'A no 10 Tabnetok y TBO 3 o6MexeHo | Tuny - 3MmiHn Wopao 6e3nekn/edreKTMBHOCTI Ta peyenmom
6nictepi; no 5 OBMEXE BiANoBiAANbHICTIO hapmakoHarnsgy (iHwi 3miHn)
6nictepiB y HOHO "bapmaLeBTnyHa OHOB/1EHO TEKCT MapKyBaHHSA NEPBUHHOI Ta
KapTOHHIli KopoobLi BIANOBIA KoMnawis "3popos'a” BTOPUHHOI YNakoBKM NikapcbKoro 3acoby, a came
AJbHICT BWYYEHO iHhopMaLLito, 3a3HaYEHY POCICHKO
0 MOBOH, BHECEHO 3MiHM Y M. 1, 4, 5, 6 TekcTy
«KOPMOP MapKyBaHHS NepBUHHOT ynakosku Ta . 5, 11, 17
AUIA BTOPVHHOI YNaKOBKM, a TakoX 3p06/1eHO He3HauHi
«30POB pefakLiiiHi NpaBKK B iHLWMX MYHKTax TEKCTY
"HA» MapKyBaHHs. BBeieHHA 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepKeHHs
139. | PITOQEHT® HacToiika no 100 mn MPAT YKpaina MPAT YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux martepiasis: 3MiHu bes UA/3681/01/01
y thnakoHi ckisiHoMy "XIMPAP "XIMGAPM3ABO/, | Tuny - 3MiHK 3 siKoCTi. FOTOBWIA Nikapcbkunii 3aci6. peyenma
abo nonimepHomy; M3ABO/[ "YEPBOHA 3IPKA" 3MiHU Yy BUPOGHMLTBI. 3MiHa po3mipy cepii
no 1 chriakoHy B "YEPBOH (BK/THOYAKOYM fiana3oH po3mipy cepil) roTOBOro
naJi 3 KapToHy; No A 3IPKA" nikapcbKoro 3acoby (3mMeHLeHHs fo 10 pasis) -

100 mn y 6aHLi
CKNSAHIN; no 1 6aHuji
B MayLi 3 KapTOHY

BBEEHHA A0AAaTKOBOro po3mipy cepii M3
[itoua pepakuis
1. TP 64-00481241-074-20 (uex Ne 3)
Po3wmip cepii:
TeopeTnyHuii 06'em cepil:
28020 ynakoBoK
OuikyBaHuii 06'eM cepii:
Big 23520 g0 24120 ynakoBOK
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
MponoHoBaHa pegakuis
1. TP 64-00481241-074-20 (uex Ne 3)
Po3wmip cepii:
TeopeTu4yHuii 06'em cepii:
28020 ynakoBoK
OuikyBaHuii 06'eM cepii:
Big 23520 0o 24120 ynakoBok
2. TP 64-00481241-143-24 (uex Ne 3)
Po3wmip cepii:
TeopeTuyHnii 06'em cepii:
9340 ynakoBoK
OuikyBaHuii 06'eM cepii:
Big 7840 no 8040 ynakoBoK
140. | P/IIOKONA®- | Tabnetkn, no 4 Habpoc IHais Hab6poc dapma lMBT. IHais BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3miHn | Ne 4; Ne 10; He UA/6266/01/01
N TabneTkun y cTpuni; Papma Nrp. | Tuny - 3miHK 3 AKOCTi. FOTOBMIA Nikapcbknin 3aci6. Ne 12 — 6e3 | nidnsizae
no 1 ctpuny B Met. NTA. CurcTeMa KoHTelHep/3aKynoptoBasibHUiA 3aci6. 3miHa peyenma;
naneposomy pO3Mipy yNakoBKM roTOBOrO NikapCbKoro 3acoby Ne 200 — 3a
KoHBepTi; no 10 (3MiHa KinlbKOCTi 0AMHWLE (Hanpuknag TabneTok, peyenmom
Tabnetok y cTpumi; ammny/ TOLLOo) B yNakoBLi:) - 3miHa y giana3oHi
no 1 ctpuny y 3aTBEPXEHNX PO3MIPIB yNakoBku. PeecTpadis
KapTOHHI KopoobLi; [,04aTKOBOro po3Mmipy ynakosku no 10 TabneTok y
no 4 TabneTtkm y cTpuni, No 1 cTpuny y KapTOHHIlA KOpoo6Li 6e3 3MiHn
cTpwni; no 3 cTpunu mMartepiany nepBUHHOT yNakoBKU. 3MiHN BHECEHO B
Y KapTOHHIi kopobu; IHCTPYKL,il0 415 MeANYHOro 3aCTOCyBaHHS y po3ainm
no 4 TabneTtkm y "YnakoBka" Ta "Karteropis Bignycky"y 3B'a3ky 3
cTpwni; no 1 ctpuny BBEJEHHAM [0aTKOBOro POo3Mipy ynakoBKv Ta fiK
B NanepoBoMy HacCnifoK - 3aTBEPAKEHHS TEKCTY MapKyBaHHS
koHBepTi; No 50 [0AaTKOBOT YNakoBKM NiKapCbKOro 3acooy.
KOHBEpTIB y BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
KapPTOHHI KOpoobLii 3aTBEPKEHHSA.
141. | XNOPO®ININ | Tabnetkn no 12,5 TOBAPUC YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH IO peecTpaLjiiiHux maTepianis: 3MiHu 6e3 UA/1556/01/02
T Mmr; no 10 TabneTok TBO 3 BUPOGHMLTBA, | TMny - 3MiHun Wwopao 6e3nekn/eeKTUBHOCTI Ta peuenma
y 6nicTepi; no 2 OBMEXE KOHTPO/b SKOCTI, hapmakoHarnsgy (iHwi 3MiHn).
6nicTepu y nauui 3 HOIO BUNYCK Cepil: OHOBNEHHSA TEKCTY MapKyBaHHs NePBUHHOT Ta
KapToHy; no 20 BIAMOBIA ToBapucTBO 3 BTOPWHHOI YNakoBOK NikapCbKoro 3acoby, a came:
Tabnetok y 6nictepi; | AJIbHICT 06MEXEHO - BUy4YeHo iHhopmaLito, 3a3Ha4eHy poCiiCbKo
no 1 6nictepy y 10] BiA4NOBiAa/IbHICTIO MOBOIO;
naJui 3 KapToHy «KOPINOP "[locnigHnii 3aBog, - NepeHeceHo MKHapPOAHI NO3HAYEHHS OANHULb
AUIA "rTHUICY, BMMIpIOBaHHS;
«30POB YkpaiHa,; - YTOYHEHO iH(hOpMaLLito LLIOA0 JIOroTUMY 3asBHUKa
"A» BCi cTagii Ta TexHiYHoI iHchopmauii;
BMPOGHMLTBA, - YTOUHEHO iHhopMaLlito, Sika BiAnoBigae iHCTPYKLT
KOHTPO/b SIKOCTI, 4N MeVYHOTo 3aCTOCYBaHHSA /liKapCbKoro 3acoby;
BUNYCK cepil: - BHECEHO He3HauHi pefakLiliiHi NpaBku No TEKCTY
TosapucTso 3 MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNakoBKN
o6MexeHo nikapcbkoro 3acoby.

BiANOBiAANLHICTIO
"PapmaLeBTMYHA

TepMiH BBEEHHSA 3MiH NPOTArom 6 micsLiB nicns
3aTBEPKEHHS.
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
KoMnaHis "310poB'a”,
YkpaiHa
142. | XZIOPO®ININ | Tabnetkn no 25 wr; TOBAPUC YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu 6e3 UA/1556/01/01
T no 40 Tabnetok y TBO 3 BMPOGHMLTBA, | Tuny - 3miHK Wopao 6e3nekn/edreKTMBHOCTI Ta peyenma
KOHTeliHepax OBMEXE KOHTPO/b SIKOCTI, thapmakoHarnagy (iHwi 3miHu).
niacTmacoBux; no HORO BMNYCK cepil: OHOB/IEHHA TEKCTY MapKyBaHHA NEPBUHHOI Ta
10 TabneTok y BIANOBIA ToBapucTBO 3 BTOPUHHOI YNaKoBOK /iKapCbKoro 3acoby, a came:
6nictepi; no 2 AJbHICT 06MEXEHO - BUJTYY€EHO iH(hopMaLlito, 3a3HaueHy pocCilicbKor
6nicTepu y nauui 3 0] BiANOBIAA/LHICTIO MOBOIO;
KapToHy; no 20 «KOPMNOP "[ocnigHuii 3aBog - NepeHeceHo MiXXHapOAHi NO3HAYEHHS OAMHULb
Tabnetok y 6nictepi; AUIA "THUICY, BVMIpPIOBaHHS;
no 1 6nictepy y «30POB YKkpaiHa,; - YTOYHEHO iHChopMaL,ito LLOAO0 N0roTuny 3asiBHUKA
nauuj 3 KapToHy " BCi cTagii Ta TexHiYHoI iHhopMauii;
BUPOGHMLTBA, - YTOYHEHO iH(hopmaLLito, fka BiANOBiAA€E IHCTPYKL,T
KOHTPO/Ib SIKOCTI, 4151 MEAVYHOTO 3aCTOCYBaHHSA JliKapCbKOro 3acoby;
BUMYCK Cepii: - BHECEHO He3HauHi pefakLiiiHi NpaBKky No TeKCTy
ToBapucTBO 3 MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNakoBKN
obmexeHoro nikapcbkoro 3acoby.
BiANOBiAa/IbHICTIO TepmiH BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
"GapmateBTuyHa 3aTBEPKEHHS.
KomnaHis "310pos'a”,
YkpaiHa
143. | UNCNNIATUH | KoHueHTpart ans Mini Benuka BifNOBigabHWIA 3a Inpis/ BHECEHHS 3MiH [0 peecTpavljiiiHnux maTtepianis: 3MiHu 3a UA/20721/01/01
po3unHy AnA Xenckepe BputaHis BMPOGHMLTBO YropLmHa | Tuny - 3miHK 3 AKoCTi. FOTOBMI Nikapcbknii 3aci6. peyenmom
iHdpy3ii, 1 mr/mn; no Nimitep Hepo3dhacoBaHoro KoHTposb rotoBoro nikapcbkoro 3acoby. 3miHa
10 mn (10 mr) abo NPOAYKTY, NEPBUHHE napameTpiB cneuugikauii Ta/abo AoNyCTUMUX MEX
no 50 mn (50 mr) nakyBaHHs, BTOPUHHe rOTOBOrO NiKapCbKOro 3acoby (3BY>XEHHS
a6o 100 mn (100 mr) nakyBaHHs1, KOHTPO/1b OONYCTUMUX MEX), 3BYXXEHHSA AONYCTUMUX MEX 3a
y thnakoHi; no 1 AKOCTi Ta nokasHvkom "KinbkicHe BM3HauyeHHs" B Cnevumdikauii
dhnakoHy y BMNPO6YBaHHSA N3 Ha TepmiH npugaTHoCTi
KapTOHHIli KopoobLi cTabinbHocTI: BeHyc
Pewmegic Nivitepn,
IHAiA; BiANOBIAAIbHUI
3a BUMYyCK cepii:
€yponeaH ®apma Xab
KdpT, YropmHa
144. | FONEPIO TabneTku, BKpUTI Hosapric LLBeiuapis BMPOGHMLTBO, ITania/ BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/16691/01/02
nAiBKOBOO Papma KOHTPO/Ib SKOCTI, CnoseHis | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6. peyernmom
060/10HKO10, Mo 100 Cepsices nepBrHHE Ta 3MiHM Y BUPOOHMUTBI. 3MiHX y MpoLeci BUPOGHMLTBA
mr; no 14 tabnetok Al BTOPVHHE MakKyBaHHS, roTOBOrO NiKapCbKOro 3acoby, BKIYatoun

y 6nictepi; no 2 abo
4 6nicTepn B
KapTOHHIlA KopoobLi

BUNycK cepii: HosapTic
dapma C.n.A., ITanis;
KOHTPO/Ib SKOCTi 3@
NOKa3HUKOM
«Mikpob6ionoriyHa
yuctoTtax: Jlek
PapmacbroTrKanc
40.4., CnoBeHis;

NPOMIKXHUIA NPOAYKT, L0 3aCTOCOBYETLCS NpY
BMPOGHULITBI FOTOBOTO JTiKAPCLKOro 3acoby
(He3HayHa 3miHa y npoLeci BUpo6GHMLTBA) -

HesHauHi 3miHM y BUpobH1YOMY npoueci Ans

BMpo6HuKa Novartis Farma S.p.A., Italy, a came
3anpoBa/pKeHHs HOBOI MaLLUVHWU 415 40AAaTKOBOro
MOKPUTTS i3 €TanoM HaHeCEHHS NOKPUTTSA AN napTil
6i1bLLIOr0 PO3MIpy, SIke BUKOHYETLCSA a/IbTEPHATVBHO
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JliKapcbK0O20
3acoby

ynakoska)

(nikapcbka ¢hopma,

3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

145.

IOMNEPIO

TabneTku, BKPUTI

HosapTic

LLseiiuapis

BVPOGHMLTBO,
KOHTPO/b AKOCTi OKPiM
nokasHuKa
«MikpobionoriyHa
ynuctoTax»: HoBapTic
dPapmacboTukan
MaHychakTypiHr JI1C,
CnoBeHis; NepBnHHe
nakyBaHHs1, BTOPUHHE
nakyBaHHS1, BUMyCK
cepii: ek
PapmacsloThKanC
n0.4., CnoBeHis;
KOHTPO/Tb AKOCTi 3a
NOKa3HUKOM
"Mikpob6ionoriyHa
yucrora™
HaujioHanbHa
nabopartopis 340poB's
HaBKoNuLwHLOro
cepegfosuLLa Ta ixi,
CnoseHis

B OJHI napTii abo y BUrnaAi ABoOx nigcepii
BMPOGHMYOro npouecy. BeeieHHs1 3MiH NpoTArom 6-
TN MiCALB NicNa 3aTBEPAKEHHSA

nocsi0OYeHHs

NNiBKOBOKO
060/10HKO10, Mo 200
Mr; no 14 TabneTok
y 6nicTepi; no 2 abo
4 6nictepu B
KapTOHHI Kopo6Lyi

Papma
Cepgices
Al

BUPOGHMLTBO,
KOHTPO/b SIKOCTI,
nepBuHHe Ta
BTOPVHHE MakKyBaHHS,
BMNyCK cepii: HosapTic
dapma C.n.A., ITanis;
KOHTPO/Tb SIKOCTi 3@

MOKa3HUKOM
«MikpobionoriyHa
yncToTax: Jlek
PapmacbioTrKanc
n0.4., CnoBeHis;
BUPOGHMLTBO,
KOHTPO/Ib SIKOCTi OKPIiM
nokasHuka
«Mikpob6ionoriyHa
yncToTax»: HoBapTic
dapmMacboTUKan
MaHydaxtypiHr JINC,
CnoBeHis; nepBuHHe
nakyBaHHS1, BTOPUHHE
nakyBaHHs1, BUMYyCK
cepii: Jlek
PapmacbloTrKac
n0.4., CnoseHis;

ITania/
CnoBeHis

KOHTPO/Ib SIKOCTi 3a

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3MiHK 3 AKOCTi. FOTOBMI Nikapcbknin 3acib.
3MiHU Yy BUPOGHMUTBI. 3MiHK Y NpoLeci BUPO6HMLTBA
roTOBOrO NiKapcbKoro 3acoby, BkIYatoun
NPOMDKHUIA NPOAYKT, L0 3aCTOCOBYETLCSA MpU
BMPOGHMLITBI FOTOBOrO /liKApCbKOro 3acoby
(He3HauyHa 3MiHa y npoLeci BUPO6GHULTBA) -
HesHauHi 3miHW y BUpobH1YoMy npoueci 4ns
BMpo6HuKa Novartis Farma S.p.A., ltaly, a came
3anpoBa/pkeHHs HOBOI MaLLUVHWU 415 40AAaTKOBOro
MOKPUTTS i3 €TanoM HaHeCEHHS NOKPUTTS AN napTil
6iN1bLLIOr0 PO3MIpY, Sike BUKOHYETLCA a/IbTEPHATVIBHO
B OJHIli napTii abo y BUrnaai ABox nigcepiii
BMPOGHMYOro npouecy. BeBefeHHs1 3MiH NpoTArom 6-
TN MiCALB Nicns 3aTBEpPAKEHHS

3a
peyenmom

UA/16691/01/03
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Ne Hassa ®opma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
NOKa3HUKOM
"Mikpob6ionoriyHa
yucrora'™
HaujioHanibHa
nabéopaTtopis 300p0oB'A
HaBkoNuLWHLOro
cepegoBuLLa Ta ixi,
CnoseHis
146. | FOMNEPIO TabneTkun, BKpUTI HosaprTic LLseiuapis BVMPOGHMLTBO, ITanis/ BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepiasis: 3MiHu 3a UA/16691/01/01
MN/1iBKOBOIO dapma KOHTPO/Ib AKOCTI, CnoBeHis | Tuny - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbknii 3acib. peyenmom
060/10HKO10, M0 50 Cepsices nepBuHHE Ta 3MiHV Y BUPOOHUUTBI. 3MiHU Y npoLeci BUPO6HULTBA
Mr; no 14 tabnetok Al

y 6nicTepi; no 2 abo
4 6nictepu B
KapTOHHI Kopo6Lyi

BTOPUHHE NakyBaHHS,
BMNycK cepii: HoBapTic
dapma C.n.A., ITanis;

KOHTPO/Ib SIKOCTi 3a
MOKa3HUKOM
«Mikpob6ionoriyHa
yncroTtax: Jlek
PapmacbloTrKac
n0.4., CnoseHis;
BVMPOGHMLTBO,

KOHTPO/Ib SIKOCTi OKpIiM

nokasHuKa
«MikpobionoriyHa
unctoTtax»: HosapTic
dapmacboTuKan
MaHyhakTypiHr JINC,
CnoBeHis; NepBnHHe
naKkyBaHHs, BTOPUHHE
nakyBaHHs, BUMYCK
cepii: Jlek
PapmacbioTrKanc
40.4., CnoseHis;
KOHTPO/Tb AKOCTi 3a
NMOKa3HUKOM
"Mikpob6ionoriuHa
yucroTa™
HaujioHanbHa
nabopaTopisi 300poB'A
HaBkoNuLWwHLOro
cepefosuLLa Ta ixi,
CnoBeHis

rOTOBOrO JIiKapCbKOro 3acoby, BK/IYaUn
NPOMDKHUIA NPOAYKT, LLIO 3aCTOCOBYETLCA NpY
BMPOOHULITBI FOTOBOTO J1iKAPCLKOro 3acoby
(He3HayHa 3MiHa y npoueci BUpobHNLTBA) -
HesHauHi 3MiHM y BUpo6H1YOMy npoueci 4ns
BupobHuka Novartis Farma S.p.A., Italy, a came
3anpoBapKeHHs HOBOI MalnHW ANS A04aTKOBOro
MOKPUTTS i3 eTanoM HaHeCeHHS NOKPUTTA A41a napTil
6iN1bLLIOr0 PO3MIpY, SIKE BUKOHYETLCSA a/IbTEPHATVBHO
B OAHI napTii abo y Burnagi ABox nigcepivi
BMPOGHMYOro npoLecy. BeefeHHA 3MiH NpoTArom 6-
TW MicALB Nicnsa 3aTBepAKEHHSA

B.o. HauanLHUKA

*y pa3i BHeceHHs1 3MiH 00 iHCMPYyKYii Ipo MeduYyHe 3acmocyBaHHs
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dapMaineBTUYHOTr0 yIIPaB/JIiHHA Onekcanpap I'PIHEHKO
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ITEPEJIIK

Aopatok 4

[0 Hakaly MiHicTepcTBa OXOpPOHU
3gopoB’Aa  YkpaiHm «[po  pgepxaBHy
peecTpauito (nepepeecTpaldiio)
NiKapCbKNUX 3aco6iB (MeanYHNX
iMyHOGionoriyHnx npenaparis) Ta
BHECEHHA 3MiH [0 peecTpauliiHuX

MaTepianie»
Big 20 >xoBTHA 2025 poky Ne 1594

JIIKAPCHKHMX 3ACOBRIB, IKVM BIIMOBJ/IEHO B JIEP)KABHIN PEECTPAIILL, IIEPEPEECTPAIIIL ABO Y

BHECEHHI 3MIH IO PEECTPALIIMHINX MATEPIAJIIB

Ne Hassa nikapcbko2o dopma sunycky 3asasHuUK KpaiHa Bupo6HukK KpaiHa lliocmasa lMpoyedypa
n/n 3acoby
1. PABEN® SR TabneTku KPKA, a.4., CnoBeHis KPKA, a.4., ) 3acigaHHa HTP i . ) .
— CnoBeHis ) BiagmoBUTY y 3aTBEPKEHHI - TEXHIYHA NOMUKa (3rigHO Hakasy
NPOJIOHIOBaHOT Aji HoBo mecTto HoBo mecTo Ne 35 Big, MO3 iz 23.07.2015 Ne 460). 3ri 3
no 1,5 wr, no 10 25.09.2025 Big 23.07. o ). 3rigHO 3 HagaHo 3asBHMKOM

TabneTtok y 6nictepi;
no 2 a6o 3, a6o 6,
abo 9 6nicTepiB y
KapTOHHI/ KopoobLi

OOKyMeHTalielo Ta apxiBHUMU marepianamu peecTpauiiHoro
pocbe (Mpouepypa: 3miHn B.1.2 (a), IB), 3aTBepmkeHi Hakasom
MO3 Big 26.01.2024 Ne 131) 3anponoHOBaHi 3asBHUKOM
BUMpPaB/IEHHS B TEKCTi IHCTPYKUii ANS MeAMYHOro 3acToCyBaHHs
nikapcbkoro 3acoby, a came: 3MiHW Ta [JOMNOBHEHHA [0 TeKCTy
po3giny «Oco6/MBOCTI 3aCTOCyBaHHA», - He mnignagalTb Mg
BU3HAUYEHHSI  TEXHIYHOI MOMWMKA. BunpaBneHHsa  TeXHi4HOl
NOMUJIKM HE MOXe ByTV PeKOMEHA0BAHO [0 3aTBEPL)KEHHS

B.o. Haua/THUKA
dapMaLeBTUYHOr0 yIIpaB/IiHHA

Onexkcanap I'PINEHKO
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