MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

11 moToro 2025 poky Ne 240

IIpo aep>xaBHY peecTpariilo (mepepeecTpaniio) JiKapCbKHX 3aco0iB (MeJUYHHX
iMyHOOio/ToriuHMX npenapariB) Ta BHeCeHHsI 3MiH /I0 peecTpaljiiHUX MaTepiasiiB

BiamnosigHo o craTTi 9 3akoHy YKpainu «IIpo mikapchKi 3aco6m», MyHKTIB 3,
26, 30, 49 IlopsiaKy mepskaBHOI peecTpariii (repepeecTpariii) iKapcbKuX 3aco0iB,
3aTBep/pKeHOro 1ocTaHoBoi0 Kabinety MinicTpiB Ykpaiau Big 26 TpaBHs 2005 poKy
Ne 376 (B pepakiiii mocraHoBu Kabinety MinicTpiB Ykpainu Bif 26 kBiTHs 2024
poky Ne 529), ab3aily ABafusaTh I’ATOro MiANyHKTY 12 nyHKTY 4 [TosioykeHHsS TIpo
MiHicTepcTBO OXOpOHU 3/10pOB’sl YKpaiHU, 3aTBep/KeHOoro mocTaHoBor KabiHety
Minictpie Ykpainu Big 25 OGepe3ns 2015 poky Ne 267 (B pepakiiii 1moctaHOBU
KabGinery MinictpiB Ykpainu Bifg 24 ciuns 2020 poky Ne 90), Ha mizacraBi
pe3y/bTaTiB eKCIepTU3X peecTpalliiHUuX MarepiaiiB JMiKapchKUX 3aco0iB (MeAuUHUX
iMmyHobGiosioriuHMx  mperapariB), 10 TOAAHI Ha [lep)KaBHY  peecTpallito
(mepepeecTpaliit0) Ta BHECEHHS 3MiH [0 peeCcTpaliMHUX MaTepiasiB, TMPOBeJeHUX
Jlep)KaBHAM  MiANPUEMCTBOM  «/lep>KaBHUM e€KCIepTHUM LeHTp MiHicTepcTBa
OXOpPOHHU 37I0pOB’S YKpaiHW», BHUCHOBKIiB II0Z0 edheKTHUBHOCTi, Oe3reuyHoCTi Ta
SIKOCTI, WJOAO0 €KCIIePTHOI OLIHKM CITiBBIJHOLIEHHSI KOPUCTH/PU3MK JIIKAPCHKOrO
3aco0y, IO TIPOTIOHYETBHCS [0 Jep)KaBHOI peectpallii (mepepeecTpaiiii), 070
BHECeHHS1 3MiH [0 peeCcTpalliiHuX MaTepiajiB Ta peKoMeHZallii Moro Ao Jep>kaBHOl
peectpaiiii (mepepeecTpaiiii) abo BHeCeHHs 3MiH ZI0 peeCcTpalliiHiX MaTepiais,

HAKA3Y1O:

1. 3apeectpyBaTy Ta BHeCTH 0 [lep>KaBHOTO peeCTPy JiKapChbKMX 3aco0iB
YKpaiHud JiKapckKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTu) 3rifHO 3
nopatkoMm 1.

2. [lepepeecTpyBaTi Ta BHECTU /10 Jlep>KaBHOT'O peECTPY JiKapChbKUX 3aco0OiB
YKpaiHd JmiKapcekKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTu) 3rifHO 3
JIOJJaTKOM 2.
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3. BHectn 3MiHM [0 peecTpauiMHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
miKapcbKMX 3acobiB YKpaiHM Ha JKapceKi 3acobu (MeauuHi iMyHOOiosoriudi
TriperapaTy) 3riJJHO 3 JOAATKOM 3.

4. BigmMoBUTH Yy Jiep)KaBHiM peecTpallil/riepepeecTpallii Ta BHECEHHI 3MiH [0
peecTpaLiiiHUX MarepiasiB Ta [lep>aBHOTO PeeCTpy JiiKapChKUX 3acobiB YkKpaiHu
nMiKapCchbKUX 3aco0iB (MegUUHMX iMyHOOi0/I0TiUHKX MperiapaTiB) 3riZiHO 3 I0AAaTKOM 4.

5. ®@apmaieBTHUHOMY  yripaBiiHHiO  (Jlrogmuti  SIpko)  3abe3meurT
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



Moparox 1

J0 Haka3zy MiHicTepcTBa 0X0poHHU
30poB’st YKpainu «IIpo fep)xaBHY
peecTpaniio (mepepeecTpanii) JiKapCbKUX
3aco0iB (MegUYHNX iMYHOOi0/TOriYHHUX
npenapariB) Ta BHeCeHHs 3MiH /10
peecTpaniHNX MaTepiatiB»

Bij 11 moToro 2025 poky Ne 240

ITEPEJIIK
3APEECTPOBAHUX JITIKAPCBKUX 3ACOBIB (MEJNYHUX IMYHOBIOJ/IOTTYHUX ITPEITAPATIB), SIKI
BHOCHATBHCS 10 AEPXKABHOI'O PEECTPY JIIKAPCHKHMX 3ACOBIB YKPAIHU

Ne Hassa Popma sunycky 3assHUK Kpaina Bupo6HukK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
1. | APTOKCAH niocpinizat gna TOB Ykpaina YOPNL TypeuunHa peecTpauist Ha 5 pokis 3a He UA/20768/01/01
PO34UHY A1 iH'EKUNA, "YOPN[, MEOMLUNH INAY peyenmom nionsieae
no 20 Mr y pnakoHax MEOANUMH" CAH. BE TIDXK. Pestome nnaHy ynpasniHHS py3nkamu Bepcis
Ne 3 y KOMMNeKTi 3 A.LL. 2.2 popaeTtbes. MNepioAnyHICTb NoJaHHA
PO34MHHMKOM (BOAA perynspHO OHOBJIOBAHOTO 3BiTY 3 6e3neku,
ANs iH'ekuid) no 2 mn B BiANOBIAHO A0 MopsAaKy 34iACHEHHS
amnynax Ne 3y thapmakoHarnsgy, 3aTBepXeHOro Hakasom
KOHTYPHili YapyHKOBIi MiHicTepcTBa OXOPOHM 340P0B’S YKPAiHU Bif,
ynakoBLi; 1 KOHTypHa 27 rpyaHA 2006 poky Ne 898,
YapyHKoBa yrnakoBka y 3apeecTpoBaHoro B MiHicTepcTBi tocTuuii
KapTOHHIA Kopoo6Li Ykpainum 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU
300pOoB'a YKpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3ri4HO 3i CTPOKaMW,
3a3HayYeHUMKN y NepioANYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3neKu.
2. | BOPTE3OMIB niochinizoBaHuii MCH IHais MCH Na6opaTtopic IHais PeecTpauis 10 BBEEeHHS B Ail0 3aKOHY 3a He UA/20779/01/01
ONS IH'EKUIN NOpPOLLOK ANA Na6opaTopi MpawisiT NimiTeq Ykpaiuu Big, 28 nunHa 2022 p. Ne 2469-1X peyenmom nionsi2ae
NPUroTyBaHHSA c MNpaigit “IMpo nikapcbki 3acobun”
PO34UHY A1 iH'EKLNA, Nimiteq
no 3,5 mr y chnakoHax, Pestome MYP Bepcia 2.1 gofaeTbCs.
no 1 cpiakoHy y MepioAnyHICTb MOAAHHS PEryNsipHO
KapTOHHiA Kopoo6Li OHOB/IHOBAHOrO 3BITYy 3 6e3neku, BiAnoBiAHO [0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBepAKEHOro Hakasom MiHictepcTea
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainm 29 ciuHs 2007
poky 3a Ne 73/13340 (y pefaxuii Hakazy
MiHicTepcTBa OXOPOHU 340POB'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKamu, 3a3HavYeHMn y
nepiognMYHOCTI NOAAHHA PErynspHuX 3BiTiB 3
6e3neku.
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Ne Hassa Popma surnycky 3assHuk Kpaina Bupo6HuK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pexknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayiliHo2o
3acoby ynakosKa) nocsioYeHHs1
3. | BAHKOMIUWVH MOPOLLIOK A1 PO3UUHY TOB YkpaiHa MAT YkpaiHa peecTpauis Ha 5 pokis 3a He UA/20769/01/02
Ans iHdysiii no 1000 "APTEPIYM "KviBmegnpenapa Pe3stome MYP Bepcia 0.2 goaaeTbCs. peyenmom nionsizae
Mr y chnakoHi; no 10 nTgr T MepiognyHICTb NOAAHHSA PerynspHo
h/1aKoHIB y KOHTYpHIlA OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiAHO [0
YapyHKOBII yrnakoBLj, Mopsaaky 3aiicHeHHs chapmakoHarnagy,
no 1 KOHTYPHIi 3aTBEPAKEHOro Hakas3om MiHicTepcTea
YapyHKOBI ynakoBLi B OXOPOHU 370POB’A YKpaiHu Big, 27 rpyaHa
nauuj 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHY 340POB'A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTPOKaMK, 3a3HaYeHNMUN Y
nepiognYHOCTI NOAAHHS PEryISAPHMX 3BITIB 3
6esneku.
4. | BAHKOMIUWH MOPOLLIOK A1 PO3UUHY TOB YkpaiHa MAT YkpaiHa peecTpauis Ha 5 pokis 3a He UA/20769/01/01
Ans iHdpysiii mo 500 mr | "APTEPIYM "KniBmegnpenapa peyenmom nionsizae
y thnakoHi; no 10 nTar T Pestome MYP Bepcia 0.2 gofaetbes.
h/1aKOHIB Y KOHTYPHIA MepiognyHiCTb NOAAHHA PerynsipHo
YapyHKOBIl1 yrnakoBLi, OHOB/IHOBAHOrO 3BITY 3 6e3neku, BiANoBiAHO [0
no 1 KOHTYpHil Mopsaaky 34iicHeHHs chapmakoHarnagy,
YapyHKOBIli ynakoBLji B 3aTBEpPAKEHOro Hakasom MiHicTepcTBa
nauuj OXOPOHU 340POB’A YKpaiHu Bif, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuLii YKpainun 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 340POB'A YKpaiHu Bif
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTPOKamu, 3a3Ha4YeHMN y
nepiognYHOCTI NOAAHHSA PerynspHuX 3BiTiB 3
6e3neku.
5. | BAHKOMILUUHY | nopoLuok (cybcTaHuis) TOB Ykpaina NIB3OH I'PynN Kutaii peecTpauis Ha 5 pokis - He UA/20770/01/01
FIAPOXNOPUA | y noggiliHmnx "APTEPIYM PYIXKOY nionsieae
nonieTuIeHoBMX nTa ®YKCIHI
naketax gns OAPMACBIOTUK
hapMaLeBTUYHOIO AN KO., T4,
3acTOCyBaHHs
6. | AENCIA TabneTku, BKPUTI CaH IHais CaH IHais peecTpauis Ha 5 pokis 3a He UA/20771/01/01
nAiBKOBOO PapmacbioT PapmacboTVKas peyenmom nionsi2ae
0060/10HKOHD, M0 21 vKan IHgacTpi3 /114, Pestome nnaHy ynpaBniHHA pu3ukamn Bepcist 1
Tabnetui y 6nictepi, IHoacTpi3 nopaetbes. MNMepiognyHiCTb NofaHHsA
no 1 6nictepy B Nimiten perynsipHo OHOB/IHOBAHOTO 3BIiTYy 3 6e3neku,

KapTOHHIN ynakoBuUi

BignoBigHO A0 MNopsaaKy 34iACHEHHS
thapmakoHarnsay, 3aTBepXeHoro Hakasom
MiHicTepcTBa OXOPOHW 340POB’A YKpaiHu Bif,

27 rpypHA 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuuii
Ykpainum 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHiCTepcTBa OXOPOHU
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHs1

Homep
peecmpayiliHo2o
nocsio4yeHHs

370pOB'a YKpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBWTB: 3riAHO 3i CTPOKaMU,
3a3HayYeHUMKM y NepioaNYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3neKu.

MENIOKCUKAM
-BAPHULA

Tabnetku no 15 wmr, no
10 TabneTok y
6nictepi, no 1 abo 2
6nictepu B nauyj

MpAT
"®apmaueBT
nyHa chipma

"fapHuus”

YkpaiHa

MpAT
"®apmaueBTuyHa
ipma "AapHuus"

YkpaiHa

peecTpauisf Ha 5 pokis
Pestome MYP Bepcia 0.1 gofaeTbes.
MepiognyHiCTb NOAAHHA PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BiANoBiAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTi tocTuLii YKpainun 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 340POB'A YKpaiHu Bif
26 BepecHs 2016 poky Ne 996), cTaHOBUTB:
3rifIHO 3i CTPOKamu, 3a3Ha4YeHMn y
nepiognYHOCTI NOAAHHSA PerynspHuX 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/20726/02/02

ME/IOKCUKAM
-BAPHULA

Tabnetku no 7,5 wr,
no 10 TabneTtok y
6nictepi, no 2
6nictepu B nauuyj

MpAT
"®apmaueBT
nyHa chipma

"fapHuus”

YkpaiHa

MpAT
"®apmaueBTuyHa
ipma "OapHuus"

YkpaiHa

peecTpauisf Ha 5 pokis

Pestome MYP Bepcia 0.1 gogaeTbCs.
MepiognyHiCTL NoAaHHA perynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, Bi4NOBIAHO A0
Mopsaaky 3aiicHeHHs dhapmakoHarnagy,
3aTBepKeHoro Hakasom MiHictepcTea
OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHiCTepcTBa OXOPOHU 340POB'A YKpaiHu Big
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3iHO 3i CTPOKaMK, 3a3HaYEHNMUN Y
nepiognMYHOCTI NOAAHHS PErynspHMX 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/20726/02/01

MOP®IHY
CYNb®AT
PEAKT

PO34nH ANa iH'ekuiin 10
mr/mn, o 1 mn B
amnyni, no 5 amnyn y
nAacTKoBOMY NOTKY,
no 1 abo 2 notkay
KapTOHHIi navi

TOB
"PEAKT®AP
M"

Ykpaina

Benko dapma

IHais

peecTpaList Ha 5 pokis

Pestome nnaHy ynpasniHHS pusnkamu Bepcis
0.3 gofaeTbes MepiognyHiCTb NogaHHA
perynspHo OHOBJIOBAHOIO 3BITY 3 6e3neku,
BiANoBigHO A0 MopsAaky 34iACHEeHHS
thapmakoHarnsgy, 3aTBepKeHoro Hakasom
MiHicTepcTBa OXOpPOHM 3[40P0B’st YKPaiHM Big,
27 rpyaHA 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuLji
Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHU
370poB'a YKpaiHu Big 26 sepecHs 2016 poky
Ne 996), CTaHOBUTb: 3riHO 3i CTPOKaMW,

3a
peyenmom

He
nidnsieae

UA/20772/01/01
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Ne Hassa Popma surnycky 3assHuk Kpaina Bupo6HuK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pexknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayiliHo2o
3acoby ynakosKa) nocsioYeHHs1
3a3HavYeHMMN y NepiogMUHOCTI NoAaHHS
perynisipHuX 3BiTiB 3 6e3neku
10. | MOP®IHY PO34UH A5 iH'eKLiin 15 TOB Ykpaina Benko ®apma IHais peecTpaList Ha 5 pokis 3a He UA/20772/01/02
CYNb®AT mr/mn, no 1 mn B "PEAKT®AP peyenmom nionsi2ae
PEAKT amnyni, no 5 amnyn'y M" Pe3stome nnaHy ynpasriHHA pusmkamu Bepcis
nAacTKoBOMY N0TKY, 0.3 popaeTbesa. MepioguyHICTb NoAaHHS
no 1 a6o 2 notka 'y perynsipHoO OHOB/IOBAHOTO 3BiTYy 3 6e3neku,
KapTOHHIM navi BiANoOBIAHO A0 MopsAaky 34iACHEHHS
dhapmakoHarnsgy, 3aTBepikKeHoro Hakasom
MiHicTepcTBa OXOpPOHM 340P0B’'st YKPAiHM Bif,
27 rpyfHA 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuii
Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa 0XOpPOHU
3040p0B'A YkpaiHn Bif, 26 BepecHs 2016 poky
Ne 996), cTaHOBUTB: 3riAHO 3i CTPOKaMMK,
3a3HayYeHUMM y NepiogNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku
11. | HE®OBON TabneTkn BKpUTI Mini Benvka LxiMAKC IHais peecTpauist Ha 5 pokis 3a He UA/20773/01/01
060510HKot0, No 30 Mr, Xenckepe BpuTaHis PapmacbloTUKanc peyenmom niossieae
no 10 TabneTtok y Nimiteq MpaliBeT Pestome MYP Bepcia 0.3 gofaetbes.
6nictepi; no 3 MepiognyHiCTb NOAAHHA perynsipHo
6nicTepun y KapTOHHIl OHOB/IHOBAHOrO 3BITY 3 6e3neku, BiANoBiAHO A0
Kopobui Mopsaaky 34iiCHEeHHs chapmakoHarnagy,
3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuLii YKpaiHu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakazy
MiHicTepcTBa OXOpPOHU 340POB'A YKpaiHu Bif
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTPOKamu, 3a3HavYeHnMn y
nepiognYHOCTI NOAAHHS PerynspHuX 3BiTiB 3
6e3neku.
12. | MAPALEETAMO | Ta6neTku, BKpUTI AT Ykpaina AT "Nly6Hnchapm” YkpaiHa peecTpauis Ha 5 pokis 3a He UA/20774/01/01
n nAiBKOBOK 060/10HKOW | "/ly6HUdap peyenmom nionsi2ae
no 500 wmr, no 10 m" Pestome nnaHy ynpaeniHHS pu3nkKamMun Bepcist Ne 100;
Tabnetok y 6nictepi, 0.1 pogaetbes. MNepioanyHICTb NoJaHHsA 6e3
no 1 6nictepy B naui perynsipHo OHOB/IHOBAHOTO 3BiTYy 3 6e3neku, peyenma
3 KapTOHy; no 10 BignoBigHO A0 MNopsaaKy 34iACHEHHS Nel0

Tabnetok y 6nictepi,
no 10 6nicTepiB y
nauui 3 KapToHy

dhapmakoHarnsgy, 3aTBepikKeHoro Hakasom
MiHicTepcTBa OXOPOHW 340POB’A YKpaiHu Bif,
27 rpypHA 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuuii
Ykpainum 29 ciuHs 2007 poky 3a Ne 73/13340 (y

peaakuii Hakasy MiHicTepcTBa OXOPOHU

30,0p0B'A YkpaiHn Bif, 26 BepecHs 2016 poky
Ne 996), cTaHOBUTL: 3riHO 3i CTPOKaMK,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHS
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Hassa Popma surnycky 3assHuk Kpaina Bupo6HuK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pexknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayiliHo2o
3acoby ynakosKa) nocsioYeHHs1
perynsipHmx 3BiTiB 3 6e3neku.
13. | PAMINPUN Tabnetku no 10 wmr, no TOB YkpaiHa TOB YkpaiHa peecTpauisf Ha 5 pokis 3a He UA/20775/01/02
ACTPA 10 TabneTok y "ACTPA®A "ACTPA®APM" peuyenmom niossieae
6nictepi, no 3 PM" Pestome MYP Bepcia 0.1 gogaeTbCs.
6nictepu y kopobu,i 3 MepiognyHicTb NOAAHHA PerynsipHo
KapToHy OHOB/IOBAHOrO 3BITY 3 6€3neku, BiANOoBIAHO A0
Mopsaaky 3aiicHeHHs dhapmakoHarnagy,
3aTBEPAXEHOro Hakasom MiHicTepcTea
OXOPOHU 3[10pPOB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 340POB'A YKpaiHu Big
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKamu, 3a3Ha4YeHMN y
nepiognMYHOCTI NOAAHHS PErynspHMX 3BiTiB 3
6e3neku.
14. | PAMIOPUN Tabnetku no 5 mr, nNo TOB YkpaiHa TOB YkpaiHa peecTpaList Ha 5 pokis 3a He UA/20775/01/01
ACTPA 10 TabneTok y "ACTPAGA "ACTPAGAPM" peyenmom nionsizae
6nictepi, no 3 PM" Pestome MYP Bepcia 0.1 gofaeTbes.
6nictepu y Kopobui 3 MepioAnyHICTb NOA4AHHS PErynspHo
KapToHy OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiAHO [0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEPXEHOr0 HakasoM MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainm 29 ciunsa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOPOHU 3[40POB'A YKpaiHu Bif
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3iHO 3i CTPOKaMK, 3a3HaYeHNMUN y
nepiognYHOCTI NOAAHHS PerynsapHuX 3BITIB 3
6esneku.
15. | PENABYTUH TabneTkn, BKpUTI AT Ykpaina AT "KUIBCbKU YkpaiHa peecTpauist Ha 5 pokis 3a He UA/20776/01/01
NNiBKOBOIO "KUIBCbKW BITAMIHHAIA peuenmom nionsizae
060/10HKOt0, MO 200 " 3ABOA" Pestome MYP Bepcia 0.2 gofaeTbes.
mr; no 10 TabneTok y BITAMIHHA MepioAnyHICTb MOAAHHS PErYNSIPHO
6nictepi; no 3 " 3ABOA" OHOBJIHOBAHOrO 3BITY 3 6e3neku, BiAnoBiAHO [0

6nictepu y nayui

Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBepKEHOro Hakasom MiHictepcTea
OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainm 29 ciuHs 2007
poky 3a Ne 73/13340 (y pefaxuii Hakazy
MiHicTepcTBa OXOPOHY 340POB'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3riiHO 3i CTPOKaMK, 3a3HavYeHNMmn y
nepiognMYHOCTI NOAAHHA PErynspHUX 3BiTIiB 3
6e3neku.
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Ne Hassa Popma surnycky 3assHuk Kpaina Bupo6HuK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pexknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayiliHo2o
3acoby ynakosKa) nocsioYeHHs1
16. | TAlgoMIAa- Kancynu Teepai Mini Benwuka MOBHUIA LKN IHAiA peecTpauis Ha 5 pokis 3a He UA/20777/01/01
Minl XenartuHosi no 50 wr, Xenckepe BputaHis BMPOGHMLTBA; peyenmom nionsizae
Ne 84: no 7 kancyny Nimiteq KOHTPO/b AKOCTI i Pestome MYP Bepcia 0.1 goaaeTbes.
6nictepi, no 12 BMNPOGYBaHHSA MepiognyHiCTb NOAAHHA PerynsipHo
6nicTepiB y KAPTOHHIM cTabinbHoCTI OHOB/IHOBAHOrO 3BITY 3 6e3neku, BiANoBiAHO A0
KopooLi (hiznyHi i XimiyHi Mopsaaky 34iicHeHHs chapmakoHarnaay,
TecTn): 3aTBEpAXEHOro Haka3om MiHicTepcTBa
Lnnna Megjkea OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
Nimitepn 2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuLii YKpaiHu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 340POB'A YKpaiHu Bif
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTPOKamu, 3a3HavYeHnMn y
nepioguYHOCTI NOAAHHS PerynspHuX 3BiTiB 3
6e3neku.
17. | TPABEKTEAWH | nopoliok Ans EBEP ABcTpist Bunyck cepii, HimeuunHa/ peecTpaduis Ha 5 pokis 3a He UA/20778/01/01
EBEP ®APMA KOHUEHTpaTy ans BaniHmkekT BK/HOYaA0UU ITania/ peuyenmom niosnsieae
pO3unHy ANns iHdysil 6X KOHTPO/1b/BMNPOGY Pe3stome nnaHy ynpasniHHA pusmkamu Bepcis
0,25 wmr; no 0,25 mr BaHHSA cepii: 0.3 gopaeTbes. MNMepiognyHicTb NogaHHA
NOPOLLKY Y NPO30pOMYy EBEP ®apma €Ha perynspHo OHOB/IHOBAHOrO 3BITY 3 6e3neku,
CKNSAHOMY (DN1aKoHi, v6X, HimeuunHa BiANOBIAHO A0 MopsAaky 34iNCHEHHS
3aKynopeHomy dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
6yTUIKaY4yKOBOIO Bupo6bHMLTBO, MiHicTepcTBa OXOPOHM 340P0B’'s YKPaiHu Bif,
npoo6Koio 3 nepsuvHHe 27 rpypHA 2006 poky Ne 898,
chTopnoniMmepHUM nakyBaHHs, 3apeecTpoBaHoro B MiHicTepcTBi locTuLji
NOKPUTTAM Ta BUNPOGYBaHHSA Ykpainum 29 ciuHs 2007 poky 3a Ne 73/13340 (y
06TUCHYTOMY KOHTPOJIH0 SIKOCTI: pefakuii Hakasy MiHicTepcTBa OXOpPOHM
alOMiHIEBUM BCIM 300pOoB's YKpaiHu Big 26 BepecHs 2016 poky
KOBMaykoMm 3 dapmacbioTikan3 Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMu,
NAacTUKOBMM LUCKOM C.n.A, ltania 3a3Ha4YeHMMN y NepiogMyYHOCTI NoAaHHS
CBIT/10-CUHBOTO perynsipHux 3BiTiB 3 6e3neku.
Konbopy; no 1 BunpobyBaHHs
onakoHy B KAPTOHHIl CTabiNbHOCTI:
Kopoobui KYANIMETPUKC
C.A,, lNpeuis
BTopuHHe
nakyBaHHS:
EBEP ®apma €Ha
'mM6X, HimeyunHa
18. | TPABEKTEAWH | nopoLiok ans EBEP ABCTpist Bunyck cepii, Himeuunna/ peecTpaList Ha 5 pokis 3a He UA/20778/01/02
EBEP ®APMA KOHLeHTpaTy Ans BaniHgxekT BK/lOYa0UM ITanis/ peyenmom nionsizae
po34uHy Ans iHgysiii 1 M6X KOHTPO/1b/BMNPOGY Ipeuis Pe3tome nnaHy ynpasniHHA py3nkamu Bepcis
Mr; MO 1 Mr NOPOLLKY Y BaHH# cepii: 0.3 gofaetbes. MNepioanyHICTb NogaHHs

NPO30POMY CKISHOMY
doNnakoHi,
3aKynopeHomy
BYyTUIKAYYYKOBO

EBEP ®apma €Ha
'm6X, HimeuunHa

Brpo6HMUTBO,

perynsipHo OHOB/IHOBAHOIO 3BiTy 3 6e3neku,
BiANoBigHO A0 MopsAaky 34iCHEeHHS

thapmakoHarnsay, 3aTBepXeHOro Hakasom

MiHiCTepcTBa OXOPOHM 340P0B’st YKPaiHM Bif,




9

Ne Hassa Popma surnycky 3assHuk Kpaina Bupo6HuK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Pexknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayiliHo2o
3acoby ynakosKa) nocsioYeHHs1
npo6koio 3 nepsuHHe 27 rpypHA 2006 poky Ne 898,
hTopnoniMepHUM nakyBaHHs, 3apeecTpoBaHoro B MiHicTepcTBi ocTuLi
NOKPUTTAM Ta BUNPOGYBaHHSA Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
06TUCHYTOMY KOHTPOJIHO SIKOCTI: pegakuii Hakasy MiHicTepcTBa OXOpPOHK
aIlOMiHIEBUM BCM 300pOoB'a YKpaiHu Big 26 BepecHs 2016 poky
KOBMaykoMm 3 dapmacbioTikan3 Ne 996), cTaHOBUTb: 3riHO 3i CTpOKaMu,
NNacTUKOBMM LUCKOM C.n.A, ltania 3a3HavYeHMMN y NepiognMUHOCTI NoAaHHSA
POXEeBOro Kosibopy; Mo perynsipHux 3BiTiB 3 6e3mneku.
1 chnakoHy B BunpobyBaHHsA
KapTOHHIA KopooLi CTabiNbHOCTI:
KYANIMETPUKC
C.A,, lpeuis
BTopuHHe
nakyBaHHS:

EBEP ®apma €Ha
'm6X, HimeuunHa

B.o. Haua/IbHUKA
dapManeBTUYHOr0 yIIpaB/IiHHA

JIrogvuia AIPKO
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ITEPEJIIK
INEPEPEECTPOBAHUX JITIKAPCBKHNX 3ACOBIB (MEJNYHUX IMYHOBIOJ/IOI'TYHUX ITPEITAPATIB), AKI
BHOCSATECS 10 JEPXKABHOI'O PEECTPY JIIKAPCBKUX 3ACOBIB YKPAIHU

JoaarTok 2
70 Haka3y MiHicTepcTBa 0X0poHHU
30poB’st YKpainu «IIpo fep)xaBHY
peecTparniro (mepepeecrpariir) JiKapcbKHX
3aco0iB (MegUYHNX iMyHOOi0/TOriUHHUX
npenapariB) Ta BHeCeHHs 3MiH /10
peecTpaniHNX MaTepiatiB»

Big 11 moToro 2025 poky Ne 240

Ne Hassa dopma suUnycKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs peecmpayiliHo2o
3acoby ynakoska) nocBi0O4YeHHs1
1. | FrPUNOUUNTPOH refib HasasbHuiA, 1 TOBAPUVCTBO Ykpaina ToBapucTBo 3 Ykpaina nepepeecTpaLisi Ha HeobMeXeHwi 6e3 niosnsieae UA/12577/01/01
PUHIC mr/r no 10 r y Ty6i; 3 06MeXeHOo TEPMiH peyenma
no1T1y6iy OBME>XEHOO Bi4NOBIAA/IbHICTIO
KapTOHHIlA Kopoo6Li BIANOBIAANBH "papmMaueBTNYHa OHoB/EeHO iHGhopmaLito B IHCTPYKL,i
ICTIO KoMnaHis "3gopos'a” 018 MEeANYHOTO 3aCTOCYBaHHA
«KOPIMOPALIA NiKapcbKoro 3acoby y po3ginax
«3[00POB’A» "MpoTnnokasaHHsa", "Oco6aMBOCTi

3acTocyBaHHSA", "3acToCyBaHHA Y
nepiog BaritTHOCTi abo rogyBaHHs
rpyaar” (YTouHeHHs iHdopmauii),
"Mepefo3ysaHHA" BIANOBIAHO A0
iHchopmawii 3 6e3nekn 3aCTocyBaHHs
Lito40i pevyoBMHY Ta pegaroBaHo
po3gin "Ynakoska".

Pestome nnaHy ynpas/iiHHA pu3nkamu
Bepcis 2.1 fopaetbes.
MepiognyHICTb NOAAHHSA PerynsipHoO
OHOB/IHOBAHOTO 3BITY 3 6e3neku,
BiNOBIAHO A0 MopsAKY 34iACHEHHS
thapmakoHarnsgy, 3aTsepikeHoro
Haka3zom MiHicTepcTBa OXOPOHU
370poB’A YKpaiuu Bif 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTULT YkpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepaxuii
Hakasy MiHicTepcTBa OXOPOHM
3[10pOB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKamMu, 3a3Ha4eHuMmn y
nepiognMYHOCTI MOAaHHA PErynspHUX
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Ne Hassa Popma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakosKa) nocsioyeHHs
3BITiB 3 6e3neKu.
2. | AOUET KOHLeHTpaT Ans Mini Xenckepe Benvka BeHyc Pemegic IHgis nepepeecTpawis Ha HeobmexeHni 3a He UA/0670/01/01
pO34MHy AN NimiTeq BpuTaHis Nimiteq TEPMiH peyenmom nionsieae
iHdysiiA, 40 mr/mn,
no 0,5 mn OHoB/eHO iHGhopMaL,ilo y po3ginax
npenapary y "PapmMakosorivyHi BnactmsocTi”,
chnakoHi i no 1,5 mn "B3aemogis 3 iHWVMU nikapcbKumm
PO34YMHHMKA (PO3UMNH 3acob6amu Ta iHWi BUamn B3aemogiii",
eTaHony 13 %) y "Oco611BOCTI 3aCTOCyBaHHA",
doNakoHi, "3acTocyBaHHA y nepiog BariTHOCTI
ynakoBaHux y abo rogyBaHHSA rpyaar”, "3aatHicTb
KapTOHHY KOPOOKy; BN/IMBATY Ha LIBWAKICTb peakLii npn
no 2 MmN npenapaty KepyBaHHi aBTOTpaHCcnopToM abo
y do1akoHi i no 6 mn iHWMMK MexaHi3mamun®, "Cnocio
PO34MHHMKA (PO3UUH 3acTocyBaHHA Ta go3un”, "MobiyHi
etaHony 13 %) y peakuii" iIHCTpyKU|ii AN MeguyuHoro
chnakoHi, 3acToCyBaHHS NikapcbKoro 3acoby
ynakoBaHux y BiANOBIAHO [0 pehepeHTHOro
KapTOHHY KOPOOKY; nikapcbKoro 3acoby TakcoTep,
no 3 M npenapaty KOHLEHTpAaT 4718 PO34nHy ANs iHdys3iiA,
y thnakoHi i no 9 mn a TakoxX y po3aini "rNo6iyHi peakuyii”
PO3UYMHHMKA (PO3UNH LLIOA0 BaX/IMBOCTI 3BITYBaHHS Npo
eTtaHony 13 %) y noGiyHi peakuii.
donakoHi,
yrnakoBaHuX y Pestome nnaHy ynpas/iHHA pusmkamu
KapTOHHY KOPOOKY Bepcisa 1.1 gogaetbes.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/OBAHOrO 3BIiTY 3 6e3neKu,
BiANOBIAHO A0 MNopsAaKy 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
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.
3. | IMATUHIB Kancynu Teepgi, no AT "IpiHaekc" Nartsis AT "IpiHaekc" Nartsis nepepeecTpavis Ha HeobMexeHuii 3a He UA/14082/01/01
FPIHOEKC 100 mr no 10 kancyn TEPMiH peuyenmom nionsieae

y 6nicTepi; no 6 abo
12 6nicTepiB y nayuji
3 KApPTOHY

OHOBNEHO iHhopmaLito B IHCTPYKLT
[ONA MeiYHOro 3acToCyBaHHs
nikapcbKoro 3acoby B po3ginax
"PapmMakosioriyHi BnactmsocTi”,

"Moka3zaHHA", "TIpoTMnoKasaHHSa",

"B3aemogis 3 iHWKMU NikapcbKuMu
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocBi0YeHHs

3acob6amu Ta iHWi BUAmn B3aemogiii",
"Oco6nMBOCTI 3aCTOCYBaHHS",
"3acTocyBaHHs y nepio BariTHOCTI
abo rogysaHHA rpyaat”, "Cnocio
3aCTOCyBaHHA Ta [o3n",
"Mepeno3yBaHHs", "Mo6ivHI peakuii”
BIANOBIAHO A0 iHhopmaLi
pedhepeHTHOro NikapcbKoro 3acoby
(Glivec 100 mg hard capsules), a
TakoX OHOB/IEHO iHhOpMAaLiito B
po3gaini "MobiuHi peaxuii" iHCTPYKL,T
N8 MeAnYHOro 3acToCyBaHHs
NiKapcbKoro 3acoby LLoA0 BaXXMBOCTI
3BiTyBaHHS Npo MOGIYHI peakw;i.

Pestome nnaHy ynpas/iHHA pusnkamu
Bepcis 2.2 AOAAETHCS.
MepiognyHiCTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BIiTY 3 6e3neKu,
BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepAxeHoro
Haka3om MiHicTepcTBa OXOPOHU
340pO0B’A Ykpaiuu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuna
2007 poky 3a Ne 73/13340 (y pegaxuii
Hakasy MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), CTaHOBUTb: 3rigHO
3i CTpOKamMu, 3a3Ha4eHUMmn y
nepiognMYHOCTI NoAaHHSA perynsipHux
3BITIB 3 6e3neku.

MET®OPMIHY
rAPOXIOPU,

NOPOLLIOK
KpucTanivyHmi
(cy6eTaHuis) y
nakeTax noABiiHMX
nonieTuIeHoBMX
ans
chapmaL,eBTUYHOro
3acTocyBaHHs

AT

"KUIBCbKN

BITAMIHHWA
3ABOA"

YKpaiHa

XapmeH daiiHouem
Nimiteq

IHAis

nepepeecTpawis Ha HeobMeXxeHul
TEPMiH

He
nidnsieae

UA/18008/01/01

MNENOPCIH®

TabneTku, BKpUTI
NNiBKOBOO
060/10HKO, M0 20 Mr
no 10 Tabnetok y
6nictepi, no 2
6nicTepun y nauui

AT "®dapmak”

YKpaiHa

AT "dapmak”

YkpaiHa

nepepeecTpawis Ha HeobmeXxeHui
TEPMiH

OHOBNEHO iHhopmaLito B IHCTPYKLT
AN MeAMYHOro 3acToCyBaHHA y
po3ginax "B3aemogis 3 iHWMMK
nikapcbkrMKn 3acobamu Ta iHLWi BUau
B3aemogiit", "Cnocib 3acTocyBaHHs Ta
ao3n", "Mo6iyHi peakuii" woano

6e3
peyenma

nionsieae

UA/16343/03/01
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayiliHo2o

nocsioyeHHs

6e3neku 3acToCcyBaHHS NikapCbkoro
3aco0y.

Pestome nnaHy ynpas/iHHA pusnkamu
Bepcia 8 fofaeTbes.
MepiognyHiCTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neKu,
BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepAXeHoro
Haka3om MiHicTepcTBa OXOPOHU
340pO0B’A Ykpaiuu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuna
2007 poky 3a Ne 73/13340 (y pegaxuii
Hakasy MiHicTepcTBa OXOPOHU
3710pOB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), CTaHOBUTb: 3riAHO
3i CTpOKamMu, 3a3Ha4eHUMmn y
nepiognMYHOCTi NoAaHHSA perynsipHux
3BITIB 3 6e3neku.

YNbTPALE®

NMOPOLLIOK AN1si
PO34MHY ANs iH'EKLR
no 0,5 r; in bulk: no
10 chnakoHiB 3
MOPOLLKOM Y
KapTOHHIA KOpoo6Li

TOB
«|ICTOAPM»

YKpaiHa

HCMC Xe6eli
XyamiHb
dapmacboTikan
Komnani Mimiteq

Kutait

nepepeecTpawis Ha HeobMeXxeHul
TEPMIH

Pestome nnaHy ynpas/iHHA pusnkamu
Bepcis 2.2 fOAAETLCA.
MepiognyHICTb NOAAHHSA PerynsipHo
OHOBJIIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 3AiNCHEHHS
thapmakoHarnsgy, 3aTBepAkeHoro
Haka3om MiHicTepcTBa OXOPOHU
340poB’A Ykpaiuu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULT 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 CTpOKamMu, 3a3Ha4eHuMmn y
nepiofnMYHOCTi NoAaHHA perynsipHux
3BITiB 3 6e3neku.

He
nionsieae

UA/17063/01/01

YNbTPALEE®

NOPOLLIOK A/1A
PO34UHY A5 iH'EKLLlA
no 1,0 rin bulk: no
10 dhnakoHis 3
MOPOLLKOM Y
KapTOHHI/ KopoobLi

TOB
«|ICTOPAPM»

YKpaiHa

HCIC Xebeii
XyaMiHb
dapmacbtoTikan
Komnai Mlimiteq

Kutaii

nepepeecTpawis Ha HeobmeXxeHui
TEPMiH

Pestome nnaHy ynpas/iiHHA pusnkamu
Bepcisa 2.2 AofaEeTbCSA.
MepiognyHiCTb NOAAHHA perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBiAHO A0 MopsaKy 34iNCHEHHS
chapmakoHarnsiay, 3aTsepiKeHoro

He
nionsieae

UA/17063/01/02
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocBi0YeHHs

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
nepioguMyYHOCTi NoAaHHSA perynsipHux
3BITIB 3 6e3neku.

YNbTPALE®

NMOPOLLIOK ANsi
pO34nHy Ans

iH ekujin no 1,0 r, no
1 a6o no 10
donakoHiB 3
MOPOLLKOM Y
KapTOHHIA KOpooLi

TOB
«ICTO®APM»

YKpaiHa

HCMC Xe6eli
XyamiHb
dapmachboTikan
Komnawi MlimiTeq

Kutait

nepepeecTpawis Ha HeobMeXxeHul
TEPMIH

OHOBNEHO iHhopMmaLLito B IHCTPYKLT
[ONs MeANYHOro 3acTocyBaHHS
nikapcbKoro 3acoby y po3ginax
"PapmMakosiorivyHi BnactmsocTi”,

"MokasaHHa" (pegarysaHHs
iHchopmawi), "OcobnmBocTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHsA
Ta gosmn", "MNo6iyHi peakuii”,
"HecymicHicTb" BignoBigHO A0
iHhopmaii Wwoao MeanyHoro
3aCTOCyBaHHS ped)epeHTHOro
nikapcbkoro 3acoby (Rocephin,
powder for solution for injection or
infusion, 1g, 0,5g), a Takox y po3gaini

"Mo6iyHi peakuii 040 BXKIMBOCTI
3BiTyBaHHS NPo No6iYHI peakuii.

Pestome nnaHy ynpasniHHA pusnkamu
Bepcisa 2.2 AofaEeTbCs.
MepiognyHiCTb NOAAHHA PerynsipHoO
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBiAHO A0 MopsaKy 34iCHEHHS
hapmakoHarnsgy, 3aTBepiKeHoro
Haka3oMm 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 CTpOKamMu, 3a3HaYeHMn y
nepioANYHOCTI NOAaHHA PerynsapHUX
3BITiB 3 6e3neKu.

3a
peyenmom

He
nidnsieae

UA/17062/01/02

YNbTPALUE®

NOPOLLIOK A/1sA

TOB

Ykpaina

HCIMC Xe6ewn

Kutan

nepepeecTpaisi Ha HeobMeXeHui

3a

He

UA/17062/01/01
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocBi0YeHHs

PO3UMHY AN iH'eKUili
no 0,5r; no 1 a6o no
10 chnakoHiB 3
MOPOLLKOM Y
KapTOHHI/ Kopoo6Li

«ICTOAPM»

XyamiHb
dapmacbloTikan
Komnani Mimiteq

TEPMiH
OHOoB/EHO iHGhOpMAaLito B IHCTPYKLT
AN MeAnYHOro 3acToCyBaHHs
nNikapcbKoro 3acoby y po3ginax
"apmakonoriyHi BnacTmBocTi",
"MokasaHHA" (pegaryBaHHs
iHchbopmawi), "OcobnmsocTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHs
Ta gosun”, "MobivHi peakuir”,
"HecymicHicTb" BignoBigHo Ao
iHchopmawii Lwoao megnyHoro
3aCTOCyBaHHA ped)epeHTHOro
nikapcbkoro 3acoby (Rocephin,
powder for solution for injection or
infusion, 1g, 0,5g), a TakoX y po3aini
"Mo6ivHI peakui™ LWoA0 BaXKNNBOCTI
3BiTyBaHHS Npo MOGiYHI peakw;i.

Pestome nnaHy ynpas/iHHA pusnkamu
Bepcis 2.2 fOAaETbCS.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BIiTY 3 6e3neKu,
BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepaxeHoro
Haka3om MiHicTepcTBa OXOPOHU
340pO0B’A Ykpaiuu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuna
2007 poky 3a Ne 73/13340 (y pegaxuii
Hakasy MiHicTepcTBa 0XOPOHU
3710pOB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), CTaHOBUTb: 3riAHO
3i CTpOKamMu, 3a3Ha4eHUMmn y
nepiognMYHOCTi NoAaHHSA perynsipHux
3BITIB 3 6e3neku.

peyenmom

nionsieae

10.

LE®TA3NINM-
BICTA

NOPOLLIOK A1A
PO34MHY NS iH'EKLR
nolr,nolr
NOPOLLKY Y
CKNSAHOMY (DN1aKOHi
3aKyrnopeHomy
6poMOYTNN0BOIO
ryMOBOIO NPOGKOIO,
fKa obxara
TIOMIHIEBUM
KoBnaykom; no 1 a6o
10 cpnakoHiB y
KapTOHHIA KOpoo6Li

MicTtpan Kenitan
MeHeKMeHT
NimiTen

AHrNifA

BMPOOHULITBO
roTOBOrO
nikapcbKoro 3acoby
Ta BMNyCK cepil:
ALIC IOBDAP
C.N.A., Itanis

BMPOGHMLTBO Ta
KOHTPO/b SIKOCTI
CTEPU/ILHOI CyMilLLi:
XAHMI ®ANH
KEMIKAN KO., NTA.,
Kopes

ITania/
Kopes

nepepeecTpawis Ha HeobMeXxeHul
TEPMIH
OHOoB/EHO iHGhOpMAaLito B IHCTPYKLT
AN MeANYHOro 3acToCyBaHHsA
nNiKapcbKoro 3acoby y po3ginax
"B3aemogis 3 iHWVMU NikapcbKuMu
3aco6amu Ta iHWi BUamn B3aemogiii",
"Oco61BOCTI 3acTocyBaHHs", "Cnoci6
3actocyBaHHs Ta go3n", "MobiuHi
peaxuii” BignosigHo Ao iHhopmaui
pedepeHTHOro /ikapcbKoro 3acoby
(®POPTYM, NOPOLLOK A1 PO3UMHY ANS
iH'eKLili Mo 1 1), a TakoX Y po3aini
"Mo6iuHi peakuii" WoA0 3BITYBaHHSA
npo NobiyHi peakLii.

3a
peyenmom

He
nidnsieae

UA/18227/01/01
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Ne Hassa Popma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakosKa) nocsioyeHHs
Pestome nnaHy ynpasniHHA pusukamu
Bepcia 1.0 gojaeTbes.
MepiognyHICTb NOAAHHA perynspHoO
OHOB/IHOBAHOTO 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.
11. | YHACHUKY NOPOLLOK My6niuHe Ykpaina My6niuHe YKkpaina nepepeecTpauisi Ha HeobMeXeHuin - He UA/18345/01/01
CYLUEHOIo (cy6eTaHuis) y akujioHepHe akuioHepHe TEepMiH nionsizae
MOPOLLOK noABiiHMX TOBapuUCTBO TOBapUCTBO
nonieTuIeHoBMX "HaykoBo- "HaykoBo-
naketax gns BMPOGHNYNIA BVMPOGHWYUIA LEHTP
hapMaLeBTUYHOIO LeHTp "BopLuariBcbKuii
3acTocyBaHHsA "BopLuariscbkuii XiMiKO-
Ximiko- thapmaueBTUYHWIA
hapmMaLeBTUYHU 3asof”
i 3aBog"

B.o. Haua/bLHUKAa
dapMaineBTUYHOT0 yIIPaB/IiHHA

JIrogvmuna APKO
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Joparok 3
/0 Haka3zy MiHicTepcTBa 0X0poHH
30poB’st YKpainu «IIpo fep)xaBHY
peecTpaniio (mepepeecTpanii) JiKapcbKUX
3aco0iB (MegUYHNX iMyHOOi0/TOriUHHUX
npemnapariB) Ta BHeCeHHs 3MiH /10
peecTpaniHNX MaTepiatiB»

Bizg 11 motoro 2025 poky Ne 240

ITEPEJIIK
JIIKAPCBKMX 3ACOBIB (MEJUUYHMX IMYHOBIOJ/IOTTYHUX IMPEIMAPATIB), II[O/0 AKX BYJIM BHECEHI
3MIHU /10 PEECTPAIIIMHNX MATEPIAJIIB, SIKI BHOCATECS 10 TEP>KABHOT'O PEECTPY JIIKAPCBKHX
3ACOBIB YKPAIHU

Ne Hassa Popma surnycky 3asiBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
1. | ABANIAM TabneTkun, BKPUTI leTepo IHAiA leTepo /1a63 IHAis BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis: 3MiHu | 3a UA/15750/01/01
N/1iBKOBOO Na63 Nimiteq TMny - 3MiHK 3 SKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHK peyenmom
060/10HKO10, N0 600 NimiTeq y BUPOGHULTBI. 3MiHa po3Mipy cepii (Bk/ItoYaoum
mr/300 mr no 30 JianasoH po3mipy cepii) roToBOro /likapCcbKoro 3acoby
Tabnetoky (36inbLeHHs fo 10 pasiB NOPIBHAHO i3 3aTBEPAKEHUM
KOHTeliHepi, no 1 po3MipoMm) - BBEZleHHA 404aTKOBOro po3mipy cepii M3 -
KOHTeliHepy pa3oMm 3 3aTBepakeHo: 226.875 kr (150 000 TabneTok); -
«MonepemxyBanbHO 3anponoHoBaHo: 226.875 kr (150 000 TabneTok),
10 KapTOo» B 2062.500 kr (1 500 000 TabneTok).
KapTOHHI KOpo6Li
2. | AEPO®INIH® Tabnetku no 400 wmr; Eii. Bi. Ci. ITania Ei. Bi. Ci. ITanisa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/4391/01/01
no 10 TabneTtok y PAPMACH SAPMACBIOTI My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peuenmom
6nicTepi; no 2 HOTILN L C.IM.A. thapmakoHarnagy (iHwi 3MiH1) 3MiHU BHECEHO B TEKCT
6nictepu B C.NA. MapKyBaHHS BTOPVHHOI YNakoBKU /likapcbKoro 3acoby y
KapTOHHIlA KOpooLi po3gin 17. «IHWE», a came: BUNyYeHHs pasm
Ekcknto3nsHuin guctpub’iotop B Ykpaini: TOB
«Merakom» Ta iHthopmavii npo norotun TOB
«Merakom». BBefleHHs1 3MiH NPOTArom 6-Tu MicaLiB
nicns 3aTBepAkKeHHs.
3. | ABUTPOMIUUH | TabneTtku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/0137/02/01
-0APHUUA 060/10HKO10, N0 500 "papmaueBT "®apmaueBTUUH TMny - 3MiHK 3 AkocTi. CepTudpikat BignosigHOCTI/TE- peuenmom
Mr no 3 Tabnetkn y nyHa chipma a pipma cepTudpikaT BignoBigHOCTI €EBponenchkiii
KOHTYPHIi "OapHnus” "ANapHuus” thapmakonei/MoHorpadii. 3miHW, NoB'A3aHi 3

YapyHKoBIl
ynakosui; no 1
KOHTYPHIi
YapyHKOBIli ynakoBLj
B nauuj

HEOO6XiAHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii oY abo €Bponeiicbkoi hapmakonei, abo
iHLWOT HauioHanbHOI thapmakonei aepxasu €C (iHLWi
3MiHu). MpuBeaeHHs posginis 3.2.P.4.1. Ta 3.2.P.4.2.
peeCTpaLiiiHOro A0CbE Ha AOMOMiXHY peyoBuHY MoBigoH
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
[0 Bumor MoHorpadii «Povidone» gitouoi pegakuii
€sponeiicbkoi ®apmakonei Ta AdY.
4. | ANNNNEPTEK® cnpeii HasaslbHUiA, dapmaueBT Monbua "®Papmea” PpaHuis BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/14933/01/01
HA30 [030BaHuii, NYHWIA 3aBOf, MRy - 3MiHK 3 AkocTi. CepTudpikat BignosigHOCTI/IE- peyernmom
cycneHsis, 50 «MONb®AP cepTudikaT BignoBigHOCTI EBpoNenchkiii
MKr/n03y MA» C.A. thapmakonei/moHorpadii. NMogaHHsa HoBoro abo
no 60 a6o 120, a6o OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI abo BUTYYEHHS
140 po3 cycneHsii B cepTudikaTa BignNoBigHOCTI EBponelickkiin hapmakonei:
MET-dnakoHi 3 onsa A®l; ana BuxigHoro
[03YH04MM HacoOCOM- marepiany/peareHTy/npomMikHOro NPOAYKTY, Lo
[03aTopom- BMKOPUCTOBYHOTbCS Y BUPOOHNLTBI ADI; ANns LONOMDKHOT
po3nuaBayem; no peyoBUHM (CepTuUdikaTt BiANOBIAHOCTI EBpONechbkili
1 donakoHy y thapmakonei) - OHOBMeHUIA cepTuddikar Bif yxe
KapTOHHIA Kopoo6Li 3aTBEpPAXEHOro BUpobHUKa. MofaHHA OHOB/IEHOTO
cepTudpikaTa BignoBiAHOCTI EBponelichkii hapmakonel
RO-CEP 2018-303-Rev 01 (3atBepmxeHo: RO-CEP
2018-303-Rev 00) ansa fitouoi peyoBmMHN MomeTa3oHy
oypoaty MoHorigpaTy Bif 3aTBEPKEHOIO BUPOGHMKA
Aarti Industries Limited. - 3miHW | TNy - 3MiHW 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudpikart BiAMoBIiAHOCTI
€Bponeiickkili hapmakonei/MmoHorpadii. MoaaHHA
HOBOro ab0o OHOB/IEHOTO cepTudikaTa BignoBigHOCTI abo
BU/TyYEHHS cepTudpikaTa BignoBigHOCTI EBponelichKii
thapmakonei: gns A®l; ans BUXiAHOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHNLTBI ADI; ANns AONOMDKHOT
peyoBUHM (CepTuUdikaTt BiANOBIAHOCTI EBpONechbkili
papmakonei) - OHOBAEHUI cepTudikaT Bif yxe
3aTBEPAKEHOro BUPO6HMKa. MogaHHA OHOBIEHOrO
cepTudpikaTa BignoBigHOCTI EBponelickbkiinn hapmakonel
RO-CEP 2018-303-Rev 02 ans [iitouoi pe4oBuHn
MowmeTasoHy thypoaty MOHOriApaTy Big, 3aTBEPAXKEHOIO
BMpo6HUKa Aarti Industries Limited.
5. | A/IbTAH NMOPOLLOK My6niuHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | - UA/12482/01/01
(cybcTaHuis) y akuioHepHe akuioHepHe TMny - 3MiHK 3 AkocTi. CepTudpikat BignosigHOCTI/IE-
noABiliHMX nakeTax TOBapucTBo TOBapUCTBO cepTudikaT BignoBigHOCTI EBponeichkiii
nonieTuneHoBux ans "HaykoBo- "HaykoBo- thapmakonei/MmoHorpadii. 3mMiHW, NoB'A3aHi 3
thapmaLeBTUYHOro BMPOGHWYNIA BMPOGHUUNIA HeoOXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0
3acTocyBaHHs LeHTp LeHTp MoHorpadii ®Y abo EBponeiicbkoi hapmakonei, abo
"Bopuiariscb "BopLuariscbkuii iHLOI HaujoHanbHOT thapmakonei aepxasu E€C (3miHa 'y
Knit XiMiKo- XiMiKO- cneuudikayisix, NnoB'A3aHa 3i 3MiHamy B dY, abo
hapmaneBT hapmaLeBTUYHN €Bponelicbkiin hapmakonei, abo iHLiA HaLioHaNbHIl
VNYHWI 1 3aBoa” thapmakonei gepxasun €C) npuBefeHHs BUMOr
3asopg" cneumaikauii 418 KOHTPOIH0 BUXiLHOI CUPOBUHMU

«Cynnigasn BifbXu» 3a NokasHUMKOM «MikpobionoriyHa
yYMCTOTa» y BiAMNOBIAHICTL A0 3arasibHOI cTaTTi EO/APY,
5.1.8 w040 MiKpO6IO/IOriYHOT YACTOTU POCIMHHUX
cy6cTaHUii gns hapMaleBTUYHOMO 3acTOCyBaHHS
3aTtBepakeHo: Cneundikauis MikpobionoriyHa ynctota
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
3arasibHe 4ncno aepobHMX MikpoopraHismis — TAMC —
He 6inble 104 KYO B 1 r. 3arasibHe 41cio APiKoKOBMX
Ta nniceHeBux rpmbis — TYMC — He 6inblue 102 KYO B 1
r. He 6inbe 102 KYO TonepaHTHWX [0 XOBYi
rpamHeraTuBHuX 6akTepiii B 1 r. BigcyTHicTb Salmonella
B 25 1. BigcyTHicTb Escherichia coliB 1.
3anponoHosaHo: Cneuudikauis MikpobionoriyHa
yncToTa 3arasibHe YMC/I0 aepobHUX MIKPOOpraHi3miB —
TAMC — He 6inblwe 107 KYO B 1 1. MakcumasibHO
ponyctume uncno: 50 000 000 KYO/r. 3aranbHe yncno
OPDKMKOBMX Ta nniceHeBux rpu6is — TYMC — He 6inbLue
105 KYO B 1 1. MakcumansHo gonyctume yucno: 500
000 KYOIr. BigcyTHictb Salmonella B 25 r. Escherichia
coli — He 6inbwe 103 KYO/ r.
3MiHu | TUnNYy - 3MiHK 3 AkocTi. ADL. KoHTposib APl 3miHa
y MeTogax sunpobyeaHHA APl abo BUXiAHOTO
marepiany/npoMiKHOrO MPOAYKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AdI
(He3HauHi 3MiHW y 3aTBEPAKEHNX MeTohax
BMNPOGYBaHHS)
BHECEHHS 3MiH B METOAMKY BUNPOGYBaHHSA 3a
nokasHukom «MikpobionoriyHa unctoTa» AN KOHTPOO
BVXiAHOT cMpoBMHM Cynniaas BiNbxu.
6. | AMBPOKCO/Y | Tabnetku no 30 mr; My6niyHe YkpaiHa BUPOGHMLTBO 3a YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 UA/1437/01/01
rigPOXNOPUA | no 10 TabneTtok y akujioHepHe MOBHUM LK/IOM: TMny - 3MiHK WoAo 6e3nekn/edpekTnBHOCTI Ta peyenma
6nicTepi; no 2 TOBapUCTBO My6niyHe thapmakoHarnagy (iHwi 3MiHu) - OHOB/IEHHSA TEKCTY
6nictepy y nauui 3 "HaykoBo- akuioHepHe MapKyBaHHS ynakoBku nikapcbkoro 3acoby (n. 17. IHLWE)
KapToHy BMPOGHNYNIA TOBapUCTBO Yy 3B'A3KY 3 BUIyYEHHAM TEKCTY MapKyBaHHS
LeHTp "HaykoBo- aNbTepHAaTUBHOT YNaKoBKM i3 3a3Ha4YEHHSIM J10roTumny
"Bopuariscb BMPOGHUYUIA anctnb'toTopa. BBegeHHs 3MiH NpoTAroM 6-Tu micsauis
Kni Ximiko- LeHTp nicns 3aTBepmkeHHs
hapmaneBT "BopLyariBcbkuii
NYHWIA XimiKo-
3asopg" hapmauleBTUYHN
i 3aBOA",
YKpaiHa;
BVMPOGHMLTBO,
nakyBaHHS,

BUMYCK Cepiii:
ToBapucTeo 3
0bMexeHoto
BignoBiganbHiCT
10 "ArPOPAPM"
, YKpaiHa,
KOHTPO/Ib cepili:
ToBapucTso 3
0bMexeHoto
BignoBiganbHiCT
10 "Haryp+",
YkpaiHa
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
7. | AMBPOJIEKC PO34MH AN5 iH'EKLN, TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 1O peecTpaLiiiHnx maTepianis: 3MiHu | 3a UA/12750/01/01
7,5mr/mm;no2mnB | «PAPMACE «OAPMACE/N» Tuny - 3miHn 3 sakocTi. CepTudiikat BignosigHOCTI/IE- peyenmom
amnyni; no 5 amnyn N» cepTudikaT BignoBigHOCTI EBponeichkiii
y nauyLi 3 KapToHy thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI ab0 BUTyYEHHS
cepTudpikaTa BiANoBiAHOCTI E€Bponeiickbkiit hapmakoner:
ana A®l; onsa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; ANns AONOMIDKHOT
peyoBUHM (CepTuUdikaT BiANOBIAHOCTI EBpONechbkili
hapmakonei) - HoBuii cepTudpikar Bif Bxe
3aTBEPAKEHOro BUPO6HMKa. MogaHHA HOBOro
cepTudikaTy BifnNoBigHOCTI EBponelickkilt thapmakonel
R1 CEP 2004-201-Rev 05 gijto4oi peqoBuHN
am6poKcoy rigpoxnopua Bif 3aTBepKeHoro
BMpo6HuKa Shilpa Medicare Limited, IHaja Ta sk
Hacnifok 3MiHa Ha3Bu BUpPoOHMKa AdI, micue
BMPOGHULTBA He 3MiHUNOCh (3aTBepmxeHo: Shilpa
Medicare Limited, IHgjis 3anponoHoBaHo: Shilpa Pharma
Lifesciences Limited, IHAis).
8. | AMIBOH® TabneTku, BKPUTI AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 He UA/6493/01/01
obonoHkoto, no 0,25 "®apmak” TMny - 3MiHK WoAo 6e3nekn/edpekTnBHOCTI Ta peyenma nionsiea
r no 10 TabneTtok y hapmakoHarnagy (iHwi 3MiHn). €

6nictepi, no 1
6nictepy B naudi 3
KapToHy, no 20
Tabnetok y 6nictepi,
no 1 a6o 2 6nictepu
B MauLii 3 KAPTOHY

3MiHM BHECEHO [0 TEKCTY MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby Ao n. 6 (NepBMHHOI yNakoBkm) Ta .
17 (BTOPWHHOI ynakoBku). BBeAeHHS 3MiH NpoTArom 6-tu
MicsLiB nicns 3atBepmKeHHs. 3MiHu || Tuny - 3miHn
LoAo 6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuL,j NikapcbKoro 3acoby,
TEeKCTi MapKyBaHHSA Ta iIHCTPYKUIi 418 MeguyHoro
3aCTOCYBaHHS y 3B'A3KY i3 HOBMMU JaHUMW 3 SKOCTI,
OOKNIHIYHUMMN, KNIHIYHUMW JaHUMK Ta JaHUMK 3
hapMakoHarnsgy. 3miHy BHECEHO A0 iHCTPYKUIT Ans
MEeANYHOro 3aCTOCyBaHHSA NiKapcbKoro 3acoby o
po3ginis "®apmMakonoriyHi BnacTuBoCTI" (pe3ynbtatn
pocnimpkeHb epeKTUBHOCTI AitoH0i pevoBUHM eHicamiym
nogmna) Ta "MobiuHi peakuii" (NoBiZOMAEHHSA NPO
nigo3proBaHi NobiyHi peaxuii). BBeAeHHS 3MiH NpOTArom
6-TN MicALIB Nicnsa 3aTBEPAKEHHS. 3MiHM |l TUny - 3MiHK
LoAo 6e3snekn/edeKTMBHOCTI Ta thapmakoHarnsgy.
3MiHM y TepaneBTUYHUX NOKa3aHHAX (fofaBaHHSA HOBOrO
TepaneBTNYHOrO Noka3aHHs abo 3miHa y
3aTBEPKEHOMY NOKa3aHHi). 3MiHM BHECEHO [0
IHCTPYKUIi 418 MEAUYHOIO 3aCTOCYBaHHS NiKapCbKoro
3aco06y LoA0 TepaneBTUYHUX NoKas3aHb, a came
[0faBaHHA HOBOro TepaneBTUYHOrO Noka3aHHs
(3aTBEpAXEHO : AMI3OH® MOKa3aHUii AN NiKyBaHHS i
NpoiNakTUKM rpuny Ta rocTpux pecnipaTtopHux
BIPYCHUX iH(DEKLIA.; 3anpOnNoHOBaHO : AMi30H®
nokasaHuii ans: -nikyBaHHs i npodiinakTvku rpuny Ta
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

roCTpYX pecnipaTopHuX BipyCHMX IHDeEKLiN y aiTeli Ta
[0opocnux; -nikyBaHHSA Aopoc/vx nauieHTis 3 COVID-19
cepeAHbOro CTyneHs TSHXXKOCTI B KOMGiHaL,i 3 6a30B0t0
Tepaniero.), K HacnifoK 3MiHEHO iHdopmMalLlito B
po3ginax "Cnoci6 3actocyBaHHs Ta go3u", "fitn".
BBefeHHA 3MiH NpoTAroM 6-Tu MicALiB nicns
3aTBEPMKEHHSI. HalaHO OHOB/IeHWiA MNnaH ynpas/liHHA
pv3vkamu Bepcis 10.0 3MiHM BHECEHO [0 YacTuH: |
«3aranbHa iHpopmauis», Il «Cneumndikalis 3 6e3nekns»
(mogyni Cl «Enigemionorisa nokasaHb A0 3aCTOCYBaHHS
Ta uinbosa(i) nonynsayisa(i)», Clll «kEkcnosunuis nawieHTis,
3a/1y4eHnX A0 KNiHIYHUX BUNpobyBaHb», CIV
«Monynsuji, aKki He BUBYANNCH Nif, Yac KAIHIYHUX
BMMNPOOGYBaHb»), VI «Pe3toMe nnaHy ynpaBaiHHS
pusnkamu», VIl «loaatkn» y 38’a3Ky A0[aBaHHAM
iHhopMmaLii CTOCOBHO 3acTocyBaHHA Nig3siTHOro /13 npu
COVID-19 Ha niagcTaBi NpoBeAEHOr0 AOCigKEHHS
FK/FAVO0A-CoV/2020. Pestome MnaHy ynpas/iHHA
pusnkamm Bepcia 10.0 gogaetbes.

AMISOH®

TabneTku, BKpUTI
060/10HKOI0, MO
0,125 r no 10
Tabnetok y 6nictepi,
no 1 a6o 2 6nictepu
B nauLj 3 KapTOHY,
no 20 Tabnetok y
6nictepi, no 1
6nictepy B naudi 3
KapTOHY

AT
"Papmak”

YkpaiHa

AT "dapmak”

Ykpaina

BHECEHHS 3MiH A0 peecTpaLiiiHux matepianis: 3MiHu |
My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHn).
3MiHM BHECEHO [0 TEKCTY MapKyBaHHS ynakoBKu
nikapcbKoro 3acoby Ao n. 6 (MepBUHHOT yNakoBku) Ta n.
17 (BTOPWHHOI ynakoBku). BBeAeHHSA 3MiH NpoTArom 6-tu
MicsAUIB MicnsA 3aTBepKeHHs. 3MiHu |l Tuny - 3MiHK
wofo 6esnekn/edekTMBHOCTI Ta hapMakoHarnsagy.
3MiHN Y KOPOTKili XapakTepucTuL Nikapcbkoro 3acooy,
TEKCTi MapKyBaHHS Ta IHCTPYKLUii A1 MeauyHoro
3aCTOCYBaHHSA Y 3B’A3KY i3 HOBUMY A@HUMK 3 IKOCTI,
OOKTIHIYHUMK, KNIHIYHUMW JaHUMK Ta AaHVMU 3
thapmakoHarnsgy. 3MiHM BHECEHO [0 IHCTPYKUIT Ans
MeAMYHOro 3acToCyBaHHA NMikapCbKoro 3acoby Ao
po3ginis "®apmakonoriyHi BnactTusocTi" (pesynbtatn
JocnigpkeHb edheKTUBHOCTI Ail04oi peYoBMHY eHicamiym
noamna) Ta "MMobiuHi peakuii" (NoBiZOMMEHHSA NPO
nigo3proBaHi NobiuHi peaxuii). BBeAeHHA 3MiH NpoTArom
6-TV MicAUIB Mic/1a 3aTBepMXeHHs. 3MiHu || Tuny - 3MiHu
wofo 6esnekn/edekTMBHOCTI Ta hapMakoHarnsagy.
3MiHM y TepaneBTUYHUX NOKa3aHHAX (fofaBaHHS HOBOrO
TepaneBTUYHOrO Noka3aHHA abo 3miHa y
3aTBEpPKEHOMY NokKasaHHI). 3MiHK BHECEHO 0
IHCTPYKLU|i 415 MeAUYHOr0 3aCTOCYBaHHS /likapCbKoro
3aco0y W00 TepaneBTUYHUX NoKas3aHb, a came
[0AaBaHHA HOBOrO TePaneBTUYHOrO NoKasaHHs
(3aTBEPAKEHO : AMI3OH® MOKa3aHWUi ANs NiKyBaHHS i
NpoduiNakTKM rpuny Ta rocTpux pecnipaTopHux
BipYCHUX iH(DEKLIilA.; 3anpOnoHOBaHO : AMi30H®
nokasaHuin Ans: -nikyBaHHS i NpoiNakTukm rpyny Ta
roCTpUX pecnipaTopHuX BiPYCHMX iHJpeKUil y aiTei Ta

6e3
peyenma

He
nionsiea
€

UA/6493/01/02




22

Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
[opocnux; -nikyBaHHA Aopocanx nauieHTis 3 COVID-19
cepeAHbOro CTyneHs TSHKKOCTI B KOMGiHaL,i 3 6a30B0t0
Tepaniero.), K HacNifok 3MiHEHO iHdhopMaLiiio B
po3ginax "Cnocib 3actocyBaHHA Ta fosun", "Aitn".
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBepAxeHHs. HagaHo oHoBreHwi MnaH ynpasiHHA
pu3unkamm Bepcist 10.0 3MiHM BHECEHO A0 YacTuH: |
«3aranbHa iHhopmauis», Il «Cneumndikauis 3 6e3nekms»
(mogyni Cl «Enigemionoris nokasaHb A0 3aCTOCYBaHHS
Ta yinbosa(i) nonynsauis(i)», Clll «Ekcnosuuin naujieHTis,
3as1yyYeHnX Ao KNiHiYHUX BUNpobyBaHb», CIV
«[Monynsuji, Aki He BUBYaANUCH Nif, Yac KNiHIYHMX
BMNpoGYyBaHb»), VI «Pe3toMe nnaHy ynpasniHHA
pusnkamu», VIl «loaatkn» y 38’a3Ky f0[aBaHHAM
iH(hopMaLii CTOCOBHO 3aCToCyBaHHA MiA3BiTHOro J13 npu
COVID-19 Ha niagcTaBsi NpoBeAeHOro A0CiAKEHHS
FK/FAVO0A-CoV/2020. Pe3tome MNnaHy ynpas/iiHHA
pusnkamm Bepcisa 10.0 nogaeTbes.

10. | AMIHA3VH po3unH Ans iH'ekuii, | TOBAPUCT YkpaiHa BCi cTagil YkpaiHa BHECEHHS 3MiH [0 peecTpaLiinHux marepianis: 3MiHu | 3a He UA/3562/01/01
25 mr/mn; o 2 mn B BO 3 BMPOGHMLTBA, TMny - 3MiHK 3 SKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHK peyenmom nionsiea
amnyni, no 10 amnyn | OBMEXXEH KOHTPO/b SIKOCTI, y BUPOGHULTBI. 3MiHa iIMNopTepa/3miHu, L0 CTOCYIOTbCA €
y kopobuyj; (0],0) BMNYCK Cepil: BWMYCKY Cepii Ta KOHTPOJIK0 SKOCTi FOTOBOrO NiKapCbKoro
no 2 mn B amnyrni, BIAMOBIOA ToBapucTBo 3 3acoby (3amiHa abo AofaBaHHA BUPOOHKKA, LLIO
no 5 amnyn B NBHICTHO 06MeXeHo BignoBigae 3a BBe3eHHA Ta/abo Bunyck cepii) - He
6nicTepi, no 2 «KOPIMOPA BiANoOBigasIbHICT BK/I04aI0UM KOHTPOb/BMNPOGYBaHHSA cepii. [logaBaHHs
6nictepu y kopobu; LA 10 "XapkiBCbke oyHKLIT BUNYCK Ccepii BXe 3aTBepKeHOMY BUPOOHUKY:
no 2 mna B amny i, «300POB'A hapmaveBTuyHe ToBapuCTBO 3 0OMEXEHOI BiANOBIAA/ILHICTIO
no 10 amnyny » nignpMeMCTBO "®apmaueBTnyHa KomnaHia "3gopos's” (Ykpaina, 61013,
6nicTepi, no 1 "340poB's XapkiBcbka 0671., MicTo XapkiB, Bynuua LLieByeHka,
6nictepy y kopobui Hapogay", 6yauHOK 22), sikuid Bignosigae 3a Bei cTagil

YkpaiHa; BMPOGHMLTBA, KOHTPOSIb SKOCTI.
BCi cTagii 3MiHN BHECEHO B iHCTPYKLiIO 415 MeANyYHOro
BUPOGHMLTBA, 3acTOCyBaHHSA y po3ainv "BupobHuk" Ta
KOHTPO/b AKOCTI, "Micue3HaxomkeHHs BUPO6HMKa Ta agpeca Micus
BMNYCK Cepil: NPOBaKEHHS NOr0 AiS/IbHOCTI" y 3B'A3KY 3 BBEAEHHAM
ToBapucTBO 3 [0[aTKOBOro BUPOGHMKA Ta SIK HACNIAOK - BigNoBiAHI
06MexeHoto 3MiHW Y TEKCTi MapKyBaHHS YNakoBKW /ikapCbKoro
BignoBigasbHICT 3acoby. BBegeHHs 3MiH NpOTAroM 6-Tu micsLiB nicns
10 3aTBEPMKEHHA.3MIHN | TUNY - 3MiHK WoA0
"®apmaueBTnUH 6e3nekn/edeKkTnBHOCTI Ta chapmakoHarnsgy (iHwi
a Komnais 3MiHK). OHOB/IEHO TEKCT MapKyBaHHA NEPBUHHOI Ta
"3popos'a”, BTOPWHHOI YNakoBKK Nikapcbkoro 3acoby, a came
YkpaiHa BW/IyYeEHO iHhopMaLito, 3a3HaueHy pocCiliCbKol MOBOH,
Ta BHECEHO iHLUi 3MiHW y NEPBUHHY (M. 2, 6) Ta BTOPUHHY
(n. 2, 4, 8,11, 17) ynakoBKu /iKapCbKOro 3acoby.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nmicns
3aTBEPAKEHHS.

11. | AMIUATPOH® nopoLUoK ANs ToBapucTso YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHux matepianis: 3MiHu | 6e3 UA/13911/01/01

OpasIbHOr0 PO3YNHY 3 [,00aTKOBOKO My - 3MiHK WoA0 6e3nekn/edpekTMBHOCTI Ta

peyenma
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
no 23 ry catue; no [0[aTKOBOIO BiANOBiga/IbHICT thapmakoHarnagy (iHwi 3MiHN)
23 ry cauwe; no 10 BignoBigab 10 "IHTEPXIM" OHOBJIEHHA TEKCTY MapKyBaHHS NEPBUHHOT Ta
caule B nauuj 3 HiCTIO BTOPVHHOI yNakoBKW NikapCbKoro 3acoby, a came
KapToHy "IHTEPXIM" BUTyYeHHs iHchopmaLii, BUKNaAeHo! PoCiiiCbKolo MOBOIO,
Ta YTOUHEHHS TEKCTY MapKyBaHHSA NEPBUHHOI YNakoBK/
BiAMNOBIAHO [0 BUAY, PO3MIPY Ta KOMM/IEKTHOCTI
ynakoBku. BBeieHHS 3MiH NpOTArom 6-Tu Micauis nicns
3aTBEPAKEHHS
12. | AMIUATPOH® NopoLUoK AN ToBapucTBo YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 UA/13912/01/01
DPOPTE OPa/ILHOIO PO3UNHY 3 [0[aTKOBOKO TMny - 3MiHK Woao 6e3nekn/edpekTnBHOCTI Ta peyenma
no 23 ry cawle; no [04aTKOBOO BiAMOBIgaNbHICT hapmakoHarnagy (iHwi 3MiHn).
23 ry caue; no 10 Bignosiganb 10 "IHTEPXIM" OHOB/EHHSA TEKCTY MapKyBaHHS NEPBUHHOI Ta
calle B navyj 3 HICTIO BTOPWHHOI YNakoBKMW NikapCcbKoro 3acoby, a came
KapToHY "IHTEPXIM" BUyYEHHS iHhopMaLlii, BUKNaAeHOI POCIiCbKOK MOBOIO,
Ta YTOUHEHHS TEKCTY MapKyBaHHA NEPBUHHOI YNakoBKy
BIANOBIAHO A0 BUAY, PO3MIPY Ta KOMM/IETHOCTI YNaKoBKK.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHS
13. | ACKOPIN Tabnetku, no 10 rneHmapk IHAiA neHmapk IHAis BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/11237/01/01
TabneTok y 6nictepi; | P®apmacbioT dapmacbloTukan ™ny - AAMIHICTPaTWBHI 3MiHU. BuayyYeHHs BUPOGHUYOT peyernmom
no 1 a6o no 2, a6o vkans fTa. 3114, OinbHUUI (BKNOYaouM AinbHULi Ana APl npoMiKHOIo
no 5 6nicTepis B npoaykTy abo roToBOro Nikapcbkoro 3acoby, AiNbHULL
KapTOHHIA ynakosLi AN NpoBefieHHA NakKyBaHHs, BUPOOHNMKa,
BiANOBiAAILHOIO 3a BUMNYCK Cepiii, MicLie NPOBEAEHHS
KOHTPO/IO cepii) abo nocTavanbHVKa BUXIAHOTO
maTepiasy, peareHTy abo AONOMIKHOT PEHOBVHM (AKLLO
3a3HauveHo y focbe). BunyyeHHs BupobHuka Ad|
canbbyTamony cynbart, a came Neuland Laboratories
Limited, IHgja. 3anvwaeTbcs anbTepHaTUBHUIA BUPOGHMK
A®| canbbyTamony cynbart: Supriya Lifesciences Ltd.,
IHais.
14. | ATOPBACTAT KpucTaniyHmi TOB YkpaiHa MopeneH IHais BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3miHa - UA/14986/01/01
NH KANbLIKO NOPOLLOK "TNEJPAP Nab6opaTtopi3 3asBHuKa /13 (MIBM) (BnacHuka peecTpawiiiHoro
(cyb6eTaHuin) M naTh" NTp, noceigueHHs) (3rigHo Hakaly MO3 Big 23.07.2015 Ne
y nakeTax noAagiiHux 460)
nonieTuneHosux ans
dhapmaLieBTU4YHOro
3aCTOCYBaHHSA
15. | AYTMEHTUH TabneTku, BKPUTI nakcoCmit Benvka CMIiTKnsiiH Benvka BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/0987/02/02
ob6onoHkoto, 500 KnsainH BputaHis Bivem BpuTanis/ TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHA HaliMEeHyBaHHS peyenmom
Mr/125 wr; no 7 Ekcnopt $apmacbloTukan PpaHuis Ta/abo agpecy 3asiBHVKa (B/lacHUKa peecTpaviiiHoro
Tabnetok y 6nictepi Niviten ¢, Benuka noceifgyeHHs) 3miHa agpecu MicLe3HaxomKeHHs
(koxeH b6nicTep BputaHis; 3a8BHMKa
pasom 3 "nakco
BOJ/IOr03axnCHUMMU Bensikom
rpaHynamu-cawie y MpoaakLuH,
nakeTi 3 a/IlOMiHieBOT PpaHuis

honbru); no 2
61icTepy B nakeTax




24

n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

Y KapTOHHii
yNaKoBLii

16.

AYITMEHTWH

NOPOLLIOK A”A
opasibHOT cycneHsii,
400 mr/57 mr B 5 mn;
1 chnakoH 3
NOPOLLKOM ANs1
npuroTyBaHHs 70 mMn
cycneHsii y
donakoHax 3
npo30poro ckna 3
MeTaneBo
KPWLLKOIO, L0
3arBUHYYETLCA (3
KOHTpONEM nepLUoro
BIAKPUTTSA |
noniMepHoio
NAiBKoH, L0
MiCTUTbCSA
BCepeaVHi) pasom 3
[03YH0UUM LLINPULOM
abo mMipHUM
KoBMaykom, abo
MipHOIO JTOXKOHO,
MOMILLEHWNIA B
KapTOHHY KOPOOKY
a60 3 KPULLIKOHO i3
3aXMCTOM Bif
BIAKPUTTA AiTbMU
pasom 3 [03yUnM
LNpuULomM abo
MipHOIO JTOXKOIO,
MOMILLEHWIA B
KapTOHHY KOPOGKY

nakcoCmit
Knsain
EkcnopTt
NimiTeq

Benwvka
BputaHis

CmiTKNnsiliH
Biuem
PapmacbloTuKan
c, Benvka
BpuTaHis;
nakco
Bennkom
MpoaakLuH,
®paHuisa

Benuka
Bputanis/
®paHuia

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
UMy - AAMIHICTPaTMBHI 3MiHW. 3MiHA HaliMeHyBaHHs
Ta/abo agpecy 3asiBHVKa (B/lacHMKa peecTpaviiiHoro
NnocBigYeHHs) 3MiHa agpecu MicLLe3HaxXoMKEHHS
3asBHVKa

3a
peyenmom

UA/0987/05/02

17.

AYITMEHTUH

NOPOLLIOK A/1A
OpasibHOT cycneHsii
(200 mr/28,5 mr B 5
m); 1 cpnakoH 3
NOPOLLKOM ANs1
npurotyeaHHa 70 mn
cycneHsii 3 MipHUM
KoBnaykom, abo
[103y10UMM
wnpuuem, abo 3
MipHOIO JTOXEYKOl0,
B KapTOHHI kopo6Lyi
ab0 3 KpULLKOIO i3
3axX1MCTOM Bif,
BIAKPUTTA AITbMYU

nakcoCmit
Knsiin
Ekcnopt
Nimiteq

Benuka
BpuTaHis

CwmiTKnsiH
Bivem
PapmacbioTuKan
c, Benvka
BpuTaHis;
"nakco
Bennkom
MNpoaakLuH,
®paHuisa

Benuka
BpuTaHis/
®paHuisa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TUNy - AAMIHICTPaTMBHI 3MiHW. 3MiHA HaliMEeHYBaHHs!
Ta/abo agpecu 3asiBHUKA (BNacHUKa peectpauiiHoro
NnocBiAYeHHs) 3MiHa agpecu MicLie3HaxoKEeHHS
3asBHUKA

3a
peyenmom

UA/0987/05/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
pasoM 3 [J03yUnmM
LnpuLom abo
MipHOO JTOXKOHO, B
KapTOHHI KOpo6Li
18. | AYTMEHTUH TabneTku, BKpUTI nakcoCmit Benuka CmiTKnsiH Benuka BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/0987/02/01
(BD) nNiBKOBOIO KnsiiH BpuTaHis Biyem BpuTaHis/ TUNy - AAMIHICTPaTMBHI 3MiHW. 3MiHA HaliMEHYBaHHSs peuenmom
060/10HKO0, 875 Ekcnopt dapmacbloTukan dpaHuis Ta/abo agpecu 3asBHUKA (BNacHUKa peectpauiiHoro
mr/125 wr; no 7 Niviten c, Benuka noceigyeHHs). 3MiHa agpecu 3asBHKKa (BNacHyka
Tabnetok y 6nictepi; BpuTaHis; peecTpauiiHoro NocBigYEHHs)
no 1 6nictepy B nakco
nakeTi; No 2 nakeTa Bennkom
Y KapTOHHii MpoaakLuH,
ynakoBLi ®paHuisa
19. | ALWMKNOBIP Ma3b 2,5 %, no5ry TOB "AKM YkpaiHa TOB "OKM YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 UA/11566/01/01
Ty6i; no 1 Ty6i B "papmaueBT "®apmaueBTuUH TMny - 3MiHK WoAo 6e3nekn/edpekTnBHOCTI Ta peyenma
nauuj; no 10 r y Ty6i; nyHa a chabpuka" hapmakoHarnagy (iHwi 3miHn) OHOBNEHHS TEKCTY
no 1 1y6i B navui habpuka" MapKyBaHHS YNakoBKM /ikapCbKoro 3acoby, 3okpema
BWyYEHHS iHhopMmaL,i, 3a3Ha4eHOoi poCiiiCbKo MOBOHO,
BHECEHHS YTOUHEHHS W00 NI0roTuny BUPo6HUKa y n. 6
«IHWE>» (nepsuHHa ynakoska) Ta B n. 17 «IHLWE»
(BTOPMHHa ynakoBka). TakoX BHECEHO YTOYHEHHS LO0A0
Homepa PIy n. 6 «IHWE» nepBMHHOT ynakoBkX A1
Ty6u no 10 r. BBeAeHHs 3MiH NpoTArom 6 micsAuis nicns
3aTBEPKEHHS
20. | BEKTO®OPT aepo3o/b ANns nakcoCmit Benvka "nakco PpaHuis BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/1203/01/01
EBOXAJNEP iHransawin, KnsiiH BputaHis Bensikom ™My - AAMIHICTPATMBHI 3MiHU. 3MiHa HaliMeHyBaHHS peyenmom
[030BaHuit, 250 EkcnopTt MpoaakwH Ta/abo agpecu 3asiBHUKA (BNacHUKa peecTpauiiHoro
MKr/po3y; 1 6anoH 3 Nimiten nocBig4eHHs) - 3MiHa agpecu 3asaBHUKaA (BNacHuka
[03ylounm peecTpaLiiiHoro nNocBiAYeHHs
knanaHom Ha 200
[03 y Kopob6uji 3
KapToHy
21. | BEH3UNAUME | nopoLuok KHBMT YkpaiHa TOB YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepianis: 3MiHu | - UA/19931/01/01
TUN[3- (cybeTaHuis) y "ICHA" "BAJTAPTIH My - 3MiHK 3 AKoCTi. APl. BUpo6bHMUTBO. 3MiHV B
(MIPICTOI/IAMI | 6aHKax nofaiMepHux PAPMA" npoueci Bupo6HuUTBa A®I (He3HauHa 3MiHa y npoueci
Ho)PONINJA ans BMPOGHMLTBA ADI).
MOHIO hapMaLeBTUYHOTO BBefeHHA He3HaYyHOI 3MiHU B NpoLeci BUpo6bHuLTBa API
XNOoPUA, 3acTocyBaHHsA Ha cTagil 3. PinbTpauis, a came po3LWMPEHHST MeXi Yacy
MOHOrIAPAT goinbTpau,i i3 60-90 xB Ao 30-90 xB.
22. | BPOHXO-TPAH | rpaHynu, no 10 r MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 nionsea | UA/8452/01/01
rpaHyn y neHani "HauioHanb "HauioHanbHa TMny - 3MiHK Woao 6e3nekn/edpekTnBHOCTI Ta peyenma €
nonimepHomy, no 1 Ha FomeonatuyHa hapmakoHarnsgy (iHwi 3MiHu) 3MiHW BHECEHO B
neHasy B navj 3 Fomeonatuy Cninka" IHCTpYKLUit0 ANA MeAUYHOro 3acTOCYBaHHA NiKapCbKoro
KapToHy; abono 10 r Ha Cninka" 3acoby A0 po3giny "MobiyHi peakyii" WwoA0 3BiTyBaHHSA

rpaHyn y cpnakoHi 3
KpuLikoto, no 1
donakoHy B nauui 3
KapToHy; abomo 5 r

npo NoGiyHi peakuii.
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
rpaHyn y KoHTeliHepi
3 [O3yBaHHAM, Mo 2
KOHTelHepwn B naui
3 KApTOHY
23. | BYAEHO®A/b | niHa pekTa/nbHa, 2 [Op. danbk HimeuumnH BignosigansHuii HimeuunHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/6964/02/01
K Mr/f03Y; KOXHUIA dapma a 3a BUMNYCK cepiit LBeiiLapis TMny - 3MiHK 3 AkocTi. APL. CtabinbHicTb. 3MiHa nepiogy peuenmom
6as10H MICTUTb 5K vM6X KiHL,eBOro NOBTOPHMX BMNpOGyBaHb/nepiogy 36epiraHHa abo ymMoB
MiHiMym 14 103 no npoaykty: Ap. 36epiraHHa A®I (3a BigCYTHOCTI y 3aTBEPAKEHOMY AOCHE
1,2 r niHn danbk Papma cepTudpikaTa BignNoBiAHOCTI EBponeiickbkilt hapmakoner,
pekTasibHOT; no 1 v6X, LLIO BK/THOYAE Nepiog NOBTOPHOro BUNpobyBaHHS) (nepiog,
6asnoHy 3 HimeuuunHa; NMOBTOPHOTO BMNpOoGYBaHHs/Nepiog 36epiraHHs) - BinbL
[03aTOpoM y Bupo6Huk YOPCTKI yMOBW 36epiraHHs. 3MiHa yMOB 36epiraHHs
KomnnekTi 3 14 [030BaHo| [ito4oi peyoBrHY ByAecoHi (3aTBepmxeHo: 36epiratu
annikatopamu ons dhopmu, Bia 15°C o 30°C, y fobpe 3aKputux KoHTeHepax,
BBEJEHHS MiHN Y nepBuHHe Ta 3axuLLLeHnX Bif CBITNa;
naacTUKOBOMY JTIOTKY BTOPVIHHE 3anponoHoBaHo: 36epiratu Big 15°C go 25°C,
Ta 14 nnacTMkoBUMHK nakyBaHHs, [03BO/IEHO BigxuneHHs go 30°C. 36epiratn B fobpe
naketamv ans KOHTPO/b SAKOCTI: 3aKpWTIi Tapi, B 3aXULLEHOMY Bif CBIiT/1a MicCLi)
ririeHivHOT yTunisauii ACM Aep0o30/ib-
annikaTopis y Cepsic AT,
KapTOHHIlA KOpooLi LLiBeiiuapis;
BUpPOGHYK,
BiANOBiAA/IbHNI
3a
KOHTPO/b/BUNPO
6yBaHHs cepii:
CI'C Axanituk
HimeuunHa
rm6X,
HimeuuunHa; FBA
dapma 'm6X,
HimeyuunHa; FBA
dapma M'v6X,
HimeuuunHa;
IHTepnabop
Benn AT,
Lliseiuapis
24. | BYCTPUKC cycneHsis gns nakcoCmit Benvka "nakcoCmiTKns Benbris BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu || 3a UA/14955/01/01
KOMBIHOBAH iH'ekuijin, 0,5 KnsiiH BputaHis | IiH Bionogxikan3 UMy - 3MiHM 3 AKOCTi. FOTOBMIA NikapcbKuMii 3aci6. peyenmom
A BAKUMHA mn/po3sy; no 1 fosiy Ekcnopt C.A. KoHTposb roToBOro fikapcbkoro 3acoby. 3miHa y
ansa nonepegHL0 Nimiteq mMeToAax BUNpPo6yBaHHSA rOTOBOrO JliKapCbKOro 3acoby
MPO®DINAKTUK | HanoBHeHOMY (cyTTeBa 3MiHa y
N BQUDTEPII, wnpuyi; no 1 6ionoriyHOMY/iMyHONOrYHOMY/IMYHOXIMIYHOMY METOA)
NnPABLUA, nornepeaHL0 BMNpo6yBaHHA abo MeTOfi, Y SKOMY BUKOPUCTOBYETHLCS
KALUTHOKY HanoBHEHOMY 6ionoriyHnii peareHT, abo ix 3amiHa, abo 6ios1oriyHOro
(ALENONAPH LINPULY Y KOMMEKTI npenapary nopiBHAHHA (CTaH4AaPTHOrO Npenapary), Wo
17 3 [IBOMa rosikamvi B He 3a3HayveHuii y 3aTBeppKeHOMY NPOTOKOSI). 3MiHa
KOMMOHEHT) naacTUKOBOMY MEeTOAIB ifeHTuikaLii roTOBOro NpoAykTy, a came —

(AICOPEOBA

KOHTelHepi; no 1

3amiHa meToay imyHoandysii Ta iMyHothepMeHTHOTo




27

Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
HA, 3I KOHTelHepy Yy aHanisy (ELISA) Ha imyHOXpomatorpadito MeTofom
3MEHLUEHUM KapTOHHI/ KopoobLi 6i4yHoro notoky (Lateral Flow Test). BHeceHHs
BMICTOM pepakuiiHux npasok Ao posginis 3.2.5.4.2, 3.2.P.5.1,
AHTUIEHIB) 3.2.P.5.3. TepMiH BBefeHHSA 3MiH - |V kBapTan 2025
25. | BYCTPUKC cycneHsis ans nakcoCmit Benuka nakcoCwmiTKns Benbris BHECEHHS 3MiH [0 peecTpauiiiHux matepiasis: 3MiHu || 3a UA/15071/01/01
nonio iH'ekuiit no 1 nosi KnsiiH BputaHis | IiH Bionogxikan3 TUNy - 3MiHM 3 AKOCTi. FOTOBWIA NiKapcbKuMii 3aci6. peuenmom
KOMBIHOBAH (0,5 mn/gosy); no 1 Ekcnopt C.A. KoHTposb roToBoro fikapcbkoro 3acoby. 3miHa 'y
A BAKUMHA [03i y nonepegHs0 Nimiteq MeToAax BUMPOOyBaHHS rOTOBOrO JlikapcbKoro 3acoby
ansa HanoBHEHOMY (cyTTeBa 3MiHa y
APO®PINAKTUK | wnpwuj; no 1 6i010riYHOMY/iMyHO0MYHOMY/IMYHOXIMIYHOMY METOZ|
n ANDTEPII, nonepeaHL0 BMNpo6yBaHHA abo MeTofi, Y SKOMY BUKOPUCTOBYETHLCS
MPABLSA, HanoBHEHOMY 6ionoriyHuii peareHT, abo ix 3amiHa, abo 6iosoriyHOro
KALUTHOKY LUINPULY Y KOMMEKTI npenapary nopiBHAHHA (CTaH4AaPTHOrO nNpenapary), Wo
(ALENMONAPH 3 ABOMA rofikamu B He 3a3HauveHuii y 3aTBepKeHOMy MpOToKosli) 3miHa
nin naacTUKOBOMY MEeTOAIB ifeHTUikauil roTOBOro NpoAykTy, a came —
KOMMOHEHT) KOHTeliHepi; no 1 3amiHa meToay imyHoandysii Ta iMyHothepMeHTHOro
TA KOHTEliHepy y aHanisy (ELISA) Ha imyHoXxpomaTorpadito MeToaom
MONIOMIENITY | KapTOHHIli kopobui 6iuHoro notoky (Lateral Flow Test). BHeceHHs
(IHAKTUBOBA pejakuiiHnx npasok Ao posginis 3.2.5.4.2, 3.2.P.5.1,
HA) 3.2.P.5.3. TepmiH BBeaeHHS 3miH- |V kBapTan 2025
(AACOPBOBA
HA, 3I
3MEHLLUEHM
BMICTOM
AHTUTEHIB)
26. | BAJIMICAP 160 | TabneTku, BKpUTI Makneogc IHAja Makneogc IHAjA BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/16186/01/03
nNiBKOBOIO dapmacbioT $apmacbloTukan TMNy - 3MiHK 3 sIKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHK peuenmom
06010HKOt0, N0 160 nkanc ¢ Nimitepq, y BUPOGHMLTBI. 3MiHa po3Mipy cepii (BKYaum
Mr; no 10 TabneTok Nimiteq Jiana3oH po3Mipy cepil) roToBOro nikapcbkoro 3acoby
y 6nictepi, no 1 abo (36inbLueHHsA o 10 pasiB NOpPIBHAHO i3 3aTBEPAKEHNM
3 6nictepu y po3mipom), BBeAeHHS foAaTkoBux po3mipis 13. Cknag,
KapTOHHIA KopoobLi Ha cepito. Ans fo3yBaHHA 160 mr: 125 000 TabneTok.
[ns po3yBaHHs 160 mr: 125 000 Ta6netok, 1 000 000
TabneTok
27. | BAJIMICAP 320 | TabneTku, BKpUTI Makneogc IHais Makneoac IHais BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/16186/01/04
NiBKOBOO dapmacbioT dapmacbloTukan TUNy - 3MiHW 3 SIKOCTi. FOTOBWIA Nnikapcbkunid 3aci6. 3MiHK peyenmom
060/10HKO0, Mo 320 nKaUic ¢ Nimitepq, y BMPOGHMLTBI. 3MiHa po3mipy cepii (Bk/ItovaoUn
mr, no 10 TabneTok NimiTen Jiana3oH po3Mipy cepil) roToBOro nikapcbKoro 3acoby
y 6nicTepi, no 1 abo (36inbLueHHs ao 10 pasis NOPIBHAHO i3 3aTBEPAKEHUM
3 6nictepn y po3Mipom), BBeAEHHS AodaTkoBux po3mipie INN13. Cknag
KapTOHHIlA KopooLi Ha cepito. Ans po3yBaHHsA 320 mr: 125 000 TabneTok.
[nsa posysaHHsa 320 mr: 125 000 Tabnetok, 500 000
TabneTok
28. | BAJIMICAP 40 TabneTku, BKPUTI Makneoac IHais Makneogc IHais BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/16186/01/01
nAiBKOBOIO PapmacboT PapmacbioTuKan TMNy - 3MiHK 3 sIKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHK peyernmom
o6onoHkoto, no 40 vkanc c Nimitepn, y BUPOGHMLTBI. 3MiHa po3Mipy cepii (BK/IYaoum
Mmr; no 10 TabneTok NimiTeq Jiana3oH po3mipy cepii) roToBOro Nikapcbkoro 3acoby

y 6nictepi, no 1 abo
3 6nictepun y

(36inbLueHHs go 10 pasiB NOPIBHAHO i3 3aTBEPAKEHUM
po3Mipom), BBeAEHHs AoAaTKoBMX po3mMipie N13. Cknag
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
KapTOHHIlA KopooLi Ha cepito. Ana gosysaHHs 40 mr: 125 000 Tabnetok. A5
[o3yBaHHs 40 mr: 125 000 Tabnetok, 300 000 TabneTok
29. | BAJIMICAP 80 TabneTku, BKPUTI Makneoac IHais Makneogc IHais BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/16186/01/02
nNiBKOBOIO dPapmacboT PapmacboTrKan TMny - 3MiHK 3 AKOCTI. FOTOBUIA NikapCbknin 3aci6. 3MiHN peyernmom
obonoHkoto, no 80 nkanc c Nimitepq, y BUPOGHMLTBI. 3MiHa po3Mipy cepii (BkIoYaoum
Mmr; no 10 TabneTok NimiTeq [iana3oH po3Mipy cepii) roToBOro JlikapCbKoro 3acoby
y 6nicTepi, no 1 abo (36inbLueHHs go 10 pasiB NOPIBHAHO i3 3aTBEPAKEHUM
3 6nictepu y po3mipom), BBeAEHHS foAaTKoBMX po3mipis 13. Cknag,
KapTOHHIlA KOpooLi Ha cepito. na go3ysaHHs 80 mr: 125 000 Tabnetok. A5
[o3yBaHHsa 80 mr: 125 000 tabnetok, 1 000 000
TabneTok
30. | BEPANAMIJ- TabneTkun, BKPUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis: 3MiHu | 3a UA/3582/01/02
AAPHULUA NiBKOBOO "papmaueBT "®apmaueBTuUH MRy - 3MiHM 3 AKOCTi. OTOBWIA NikapCbkunin 3aci6. peyenmom
o6onoHkoto, no 40 nyHa dipma a thipma KoHTposb roToBoro fikapcbkoro 3acoby. 3miHa y
Mmr no 10 TabneTok y "fNapHuua” "OapHnus" MeToAax BUNpobyBaHHSA rOTOBOrO JliKapCbKOro 3acoby

KOHTYPHIi
YapyHKOBIl
ynakosLi, no 2
KOHTYPHI YapyHKOBI
yNakoBKM y naui

(iHWi 3MiHM y MeTogax BUNpobyBaHb (BKIOYaOUN 3aMiHy
abo OONOBHEHHS)) - BHECEHHS 3MiH A0 MeTOAWKM
BMNPO6YBaHHs /13 3a nokasHUKoM «CynpoBigHi

OOMILLKV», a caMe 3 MEeTOH ONTuMi3aLlii npoBeAeHHs
aHanisy 6yn0 po3pobieHo HOBY METOLMKY BU3HAYEHHS
CynpoBIAHUX AOMILLOK. MeToaunKy BanigoBaHo, 3a
pesynbTatamu Banigauii yTOYHEeHO TePMiH NpMAATHOCTI
pO34MHiIB. - 3MiHK | TUNY - 3MiHK 3 SKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. KOHTPOb roTOBOrO NiKapCbKoro
3acoby. 3miHa y MeTogax BMNpobyBaHHS rOTOBOro
NikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBepAKeHNX
MeToAax BUNpobyBaHHS) - CynyTHS 3MiHa - 3MiHN 3

AKOCTI. [OTOBWIA Nikapcbknii 3aci6. 3MiHWM Y BUPOOHULTBI.

3MiHM BUNpo6yBaHb abo AOMyCTUMUX MEX,
BCTaHOB/IEHUX Y cneuudpikauisx, nig yac BMpobHULTBA

rOTOBOrO /likapCbkoro 3acoby (iHLi 3MiHK) - 3MiHK 3

AKocTi. [O0TOBWIA Nikapcbkuii 3aci6. KOHTPONb roToBOro
nikapcbKkoro 3acoby. 3MiHa napaMeTpiB cneyudikadii
Ta/abo foNyCTMMUX MEX rOTOBOrO fliKapCbKoro 3acoby
(iHwwi 3miHK) - AkTyanisauia po3giny «lgeHtudikadis B»

cneumdgikaLii Ta METOAVMK, @ came: Mif Yyac

BMpo6HMUTBa (Cneuudikauii Ha Hepo3dacoBaHy
npogykuito (Cr H)), 3.2.P.5.1 Cneuundikauis(i)

(Cneuudpikauii Ha eTani Bugadi 403B0/Y Ha peanisaLito

(CN rap), Cneuudpikalii npoTAroMm TepMiHy NpuaaTHoOCTI

(CN N3)) ta 3.2.P.5.2 AHaniTUYHI MeToAMKN, AKa
noB si3aHa 3 BifnoBigHO 3MiHO Y po3aini «CynpoBigHi
OOMiLLKM». - 3MiHK | TUNY - 3MiHK 3 SKOCTi. FoToBMIA
nikapcbkuii 3aci6. KOHTpob roToBOro NikapcbKoro
3acoby. 3miHa y MeToax BMNpo6yBaHHsS roTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBepaKeHnX
MeToJax BUMPOOYBaHHS) - He3HauHi 3MiHM y
3aTBEPMXKEHNX METOAaX BUNPOGYBaHHSA 3a NOKa3HNKOM
«P0O34rHEeHHs», a came BHECEHI pefakLifiHi npaBku, SiKi
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
ocdhopMeHi BiANOBIAHO A0 pekoMeHAauili Ta CTUNICTUKN
AoY.
31. | BEPKYBO® TabneTku, BKPUTI Baiiep Al HimeuuunH Baiiep Al HimeyunHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/20116/01/03
nNiBKOBOIO a My - 3MiHKN WoA0 6e3nekn/eddeKkTMBHOCTI Ta peyernmom
o6onoHkoto no 10 hapmakoHarnsgy. 3mMiHa 4yacToTv Ta/abo TepMiHiB
Mr; no 14 TabneTok noJiaHHsA perynspHO OHOBJ/IOBaHKX 3BITIB 3 6e3neku
y 6nicTepi; no 2 abo nikapcbknx 3aco06iB - 3MiHW y yacToTi Ta garax nogaHHs
7 6nicTepis B perynsipHoO OHOB/TIOBAHOTO 3BiTYy 3 6e3nekn
KapTOHHI navwi [Litova pepakuis: - NMogaHHS perysisipHO OHOB/IOBAHOro
3BITY 3 6€3Mekn 3 NepioguYHICTIO BigNoBigHO Ao Mopaaky
3[iicCHeHHs hapmakoHarnagy, 3aTBepAKeHoro Hakasom
MiHicTepcTBa OXOPOHU 340POB’'A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898 (y pegaxuii Hakaly MiHicTepcTBa
OXOpOHU 340pOB's YKpaiHu Big 26 BepecHs 2016 poky Ne
996). - MNMponoHoBaHa pefakuis: - Yactota nogaHHsA
perysisipHoO OHOBJTOBAHOTO 3BIiTY 3 6e3nekun 1 pik.
KiHueBa gaTa 4ns Bk/oUeHHs gaHux go PO36 -
18.01.2025 p. fata nogaHHA — 29.03.2025 p. -
PekomeHA0BaHO A0 3aTBEPL)KEHHS Bi4NOBIAHO f0
nepioguYHOCTI MoJaHHS perynsipHO OHOB/TOBaHUX 3BITIB
3 6e3neku nikapcobknx 3acobis y €C.
32. | BEPKYBO® TabneTkun, BKpUTI Baiep Al HimeuunH Baitep Al HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiniHux matepianis: 3MiHu | 3a UA/20116/01/02
NNiBKOBOIO a TMny - 3MiHK Woao 6e3nekn/edhekTNBHOCTI Ta peyenmom
060/10HKOI0 1O 5 Mr; thapmakoHarnagy. 3miHa 4actoTv Ta/abo TepMIHIB
no 14 TabneTtok y NnoJaHHsA peryasipHO OHOBJ/HOBAHKX 3BITIB 3 6e3nekn
6nicTepi; no 1 abo 2 nikapcbKnx 3acobiB - 3MiHW y YacToTi Ta fatax nogaHHs
6nictepa B perynspHo OHOBJ/IOBAHOrO 3BIiTY 3 6e3nekn
KapTOHHIM nauui Litova pepakuis: - NMogaHHS perysispHO OHOB/IHOBAHOIoO
3BITYy 3 6e3neky 3 NepioANYHICTIO BiANoBiAHO Ao MNopsaaky
3[jliCHeHHs hapmakoHarnaay, 3aTBepKeHoro Hakasom
MiHicTepcTBa OXOPOHY 340POB’ YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898 (y pefaxuii Hakasy MiHicTepcTBa
OXOPOHW 340pOB'sA YkpaiHn Bif 26 BepecHs 2016 poky Ne
996). - MponoHoBaHa pegakuis: - YactoTa nogaHHs
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3 6e3nekn 1 pik.
KiHueBa gata Ansa BKIUYeHHA gaHux go PO36 -
18.01.2025 p. flata nogaHHa — 29.03.2025 p. -
PekomeHA0BaHO A0 3aTBepA)KeHHS BiAMNoBiAHO A0
nepiogNYHOCTI NOAAHHSA pPeryssipHO OHOBJ/IOBaHWX 3BITIB
3 6e3neku sikapcbknx 3acobis y EC.
33. | BEPKYBO® TabneTku, BKpUTI Baiiep Al HimeuuunH Baiiep Al HimeyunHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/20116/01/01
nNiBKOBOIO a My - 3MiHK Woa0 6e3nekn/eddekTMBHOCTI Ta peyenmom

060/10HKO0 M0 2,5
Mr; no 14 TabneTok
y 6nictepi; no 1
6nictepy B
KapTOHHI navwi

thapmakoHarsiagy. 3miHa 4actoT Ta/abo TepPMIHIB
nofAaHHA perynspHO OHOB/IIOBAHWX 3BITIB 3 6e3neku
NikapcbKux 3aco6iB - 3MiHW y YacToTi Ta garax nojaHHs
perynsipHo OHOBJIHOBAHOTO 3BITY 3 6e3nekn
[itova pepakuisi: - NogaHHsA perynsipHo OHOB/IIOBAHOTO
3BITYy 3 6e3neku 3 nepioAnYHICTIO BifNOBIAHO f0 Mopsaaky
3[iicCHeHHs hapmakoHarnaay, 3aTBepKeHOro Hakasom
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
MiHicTepcTBa OXOPOHY 340POB’ YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898 (y pegakuii Haka3y MiHicTepcTBa
OXOPOHW 30pPOB's YKpaiHu Bif 26 BepecHs 2016 poky Ne
996). - MponoHoBaHa pegakuis: - Yactota nogaHHs
perynspHO OHOBJ/IHOBAHOrO 3BITY 3 6e3nekun 1 pik.
KiHueBa fata A5 BKIYEHHA gaHux go PO3b6 -
18.01.2025 p. flata nogaHHa — 29.03.2025 p. -
PekomeH0BaHO A0 3aTBEPA)KEHHS BiAMNOBIAHO A0
nepiogNYHOCTI NOAAHHA perysisipHO OHOBJ/IOBaHKX 3BITIB
3 6e3neku nikapcbkmx 3acobis y EC.
34. | BECTIBO Tabnetku no 8 wmr, TOB «TeBa YkpaiHa MOBHWIA LIWKN: Himeuunna/ BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/4059/01/01
no 10 TabneTtok y YkpaiHa» KaTaneHt Bonrapis My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
6nicTepi; no 3 HimeuunHa hapmakoHarnsgy. BHeceHHst abo 3miHa(v) fo
6nicTepu y kopobui LWopHaopd 3060B'A3aHb Ta YMOB BuAadi peecTtpauiiiHoro
rm6X, NOCBIAYEHHS, BKoYatoun MnaH ynpasiHHSA pu3nkamu
HimeuuunHa; (iHWwi 3miHK). Pe3tome nnaHy ynpasiHHA pu3nkamu
nepBuHHe, Bepcisa 2.0 gogaetbesA. OHoBNEHO MNnaH ynpasniHHA
BTOPVHHE pu3ukamm, Bepcist 2.0 Ha nikapcbkuii 3aci6 BecTibo,
nakyBaHHs1, Tabnetku no 8 mr abo 16 mr: no 10 Tabnetok y 6nictepi;
BMNYCK Cepil: no 3 6nictepu y kopobui, no 24 mr: no 10 TabneTok y
BankaHdapma- 6nictepi; no 2 abo no 6 6nictepis y kopobL; no 15
[Oynuunus AT, Tabnetok y 6nictepi; no 4 6nictepn y Kopobui. 3MiHu
Bonrapis; BHECEHO A0 YacTuH: | «3aranbHa iHhopmauiss, VI
KOHTpONb cepil «Pe3tome nnaHy ynpasniHHa pusnkamun», VII «Joaatku»
(TinbKM y 3B’3Ky 06'egHaHHAM MMYP ans BCiX nikapcbknx
MikpobionoriuHe 3aco06iB, WO MicTATL 6eTaricTuH, 3asBHUka TOB «TeBa
TEeCTyBaHHs): YkpaiHa».
BAB IHCTUTYT
[irieHn Ta
3abesneyeHHs
AkocTi TM6X,
HimeyynHa
35. | BECTIBO TabneTtkun no 16 mr, TOB «TeBa YkpaiHa NOBHUIA LWKN: HimeyuuunHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/4059/01/02
no 10 Tabnetok y YkpaiHa» KatasieHTt Bonrapis TMny - 3MiHK WoAo 6e3nekn/edpekTnBHOCTI Ta peyenmom
6nicTepi; no 3 HimeyunHa hapmakoHarnsgy. BHeceHHsi abo 3MiHa(v) fo
6nictepu y Kopobui LopHaopd 3060B'A3aHb Ta YMOB BUAaui peecTpaLiiiHoro
v6X, nocBigyeHHs, Bkovaouy MnaaH ynpasniHHA py3vkamu
HimeuuunHa; (iHWi 3miHW). Pe3oMe nnaHy ynpas/iiHHA pu3vMkaMmu
nepBuHHe, Bepcia 2.0 gopaetbcs. OHoBMEHO MNnaH ynpasiHHA
BTOPUHHE pu3nkamm, Bepcis 2.0 Ha nikapcbkuii 3aci6 BecTibo,
nakyBaHHs, Tabnetkv no 8 mMr abo 16 mr: no 10 TabneTok y 6nictepi;
BUNYCK cepil: no 3 6nictepu y kopobui, no 24 mr: no 10 TabneTok y
BankaHdapma- 6nicTepi; No 2 abo no 6 6nicTepiB y kKopobL,; no 15
Oynuunus AT, Tabnetok y 6nictepi; no 4 6nictepn y Kopoobui. 3MiHu
Bonrapis; BHECEHO 10 YacTuH: | «3aranbHa iHhopmavis», VI
KOHTpONb cepii «Pestome nnaHy ynpasniHHa pusukamu», VI «[logatkm»
(Tinbkn y 3B’513Ky 06'egHaHHAM MMYP ans BCix nikapcbkux
Mikpo6ionoriyHe 3aco6iB, WO MiCTATL 6eTaricTuH, 3asBHUka TOB «Tesa
TEeCTYBaHHS): YKpaiHa».
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
BAB IHCTUTYT
[irieHn Ta
3abesneyeHHs
AkocTi TM6X,
HimeyunHa
36. | BECTIBO Tabnetku no 24 mr TOB «TeBa YkpaiHa NOBHUIA LIKN: HimeuuunHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/4059/01/03
no 10 TabneTok y YkpaiHa» KatasieHT Bonrapis TMny - 3MiHK Woao 6e3nekn/edpekTnBHOCTI Ta peyenmom
6nicTepi; no 2 abo HimeuunHa hapmakoHarnsgy. BHeceHHst abo 3miHa(v) fo
no 6 6nictepis y LopHaopd 3060B'A3aHb Ta YMOB BUAaYi peecTpaLiiHoro
Kopo6ui; no 15 v6X, nocBigyeHHs, Bkovaoum MNnaax ynpasniHHA pyu3vkamu
Tabnetok y 6nictepi; HimeuuunHa; (iHWi 3miHK). Pe3oMe nnaHy ynpas/iHHA pyu3nkamm
no 4 6nictepu y nepBuHHE, Bepcia 2.0 gofaetbcs. OHoBMeHo MNnaH ynpasniHHA
Kopoobui BTOPVHHE pu3nkamm, Bepcisa 2.0 Ha nikapcbkuii 3aci6 BecTibo,
nakyBaHHs, Tabnetkv no 8 mr abo 16 mr: no 10 TabneTok y 6nictepi;
BUNYCK cepil: no 3 6naictepu y kopobui, no 24 mr: no 10 TabneTok y
BankaHdapma- 6nicTepi; no 2 abo no 6 6nicTepiB y kKopobu,; no 15
Oynuunus AT, Tabnetok y 6nictepi; no 4 6nictepn y Kopoobui. 3MiHu
Bonrapis; BHECEHO 10 YacTuH: | «3aranbHa iHhopmavis», VI
KOHTpONb cepii «Pestome nnaHy ynpasniHHa pusukamu», VI «logatkm»
(TinbKM y 3B’513Ky 06'egHaHHAM MMYP ans BCix nikapcbkux
Mikpo6ionoriyHe 3aco6iB, WO MiCTATL 6eTaricTuH, 3asBHUKa TOB «Tesa
TeCTyBaHHS): YkpaiHa».
BAB IHCTUTYT
lirienn Ta
3abesneyeHHs
FAkocTi TM6X,
HimeyunHa
37. | BIBPOLUUN Kpanni HasasbHi; no XaneoH KX LLsenuapi XaneoH KX Llseiiuapis BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 UA/4564/01/01
15 mMn y cknstHomy CAPN a C.a.p.n. TMny - 3MiHK Woao 6e3nekn/edhekTNBHOCTI Ta peyenma

onakoHi 3
noninponineHoBo
KPWILLIKOtO-
KpanenbHuLeto; no 1
chnakoHy B
KapTOHHIA KopoobLi

hapmakoHarnsgy. BeegeHHs abo 3miHn go
y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Yy3araslbHEHNX AaHUX NPo cucTemy
hapmakoHarnagy, 3MiHa yrnoBHOBaXeHOT 0cobu,
Bi4NoBiga/IbHOI 3a 34iICHEHHST chapMmakoHarnsay;
KOHTaKTHOI 0c06M 3 thapMakoHarnagy 3asBHuKa Ans
3[jiCHEeHHs1 chapmakoHarnagy B YKpaiHi, sKLLO BOHA
BiAMiHHa Bif, yNOBHOB&XeHOI 0C06y, BiANOBIAA/IbHOI 3a
3AjiCHeHHs1 hapMakoHarisay (BK/IUYakuM KOHTaKTHI
OaHi) Ta/abo 3MiHM Y PO3MiLLEeHHI MacTep-thaiina
cuctemn hapmakoHarnsgy) 3miHa ynoBHOBaXeHOi
0co6u 3asBHMKa, BiANOBIAaILHOI 3a hapMakoHarnsg,
[itoyva pegakuis: John Poustie. MNponoHoBaHa pefakuis:
Sarah Weetch. 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI
0co6U 3asBHNKa, BiANOBiAabHOI 3a hapMakoHarnsg.
3MiHa KOHTaKTHOI 0cobu 3asiBHYVKA, BiANOBIAA/IbHOT 3a
hapmakoHarnag B Ykpaini. [itoua pegakuis: Knpunisa
lanuHa leopriisHa / Galyna Kyryliva. NMponoHoBaHa
pepakuis: Fopinuk Aptem Bonogumuposud / Artem

Horilyk.
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0CO6u 3asiBHYIKA,
Bi4NoBiAa/IbHOI 32 hapMakoHarnsg B YkpaiHi.
38. | BlIBPOUUN cnpeii HasaslbHUiA, XaneoH KX LLiBeiiuapi XaneoH KX LBeiiLapis BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 UA/4564/02/01
[030BaHuii; no 15 CAPN a C.a.p.n. My - 3MiHKN WoA0 6e3nekn/eddeKkTMBHOCTI Ta peyenma
My chnakoHi 3 thapmakoHarnsgy. BeegeHHs abo 3miHv o
posnuatoBayem; no y3arasibHeHUX JaHnx nNpo cucTemy dpapmakoHarnsgy
1 donakoHy y (BBEAEHHSA Y3araslbHEHUX JaHWX NPO cUcTemy
KapTOHHIA KopoobLi hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asBHvKa 4ns
3[jiCHEeHHs hapmakoHarnagy B YKpaiHi, AKLLo BoHa
BiAMiHHA Bif, YNOBHOBaXKEHOI 0Cco6W, BignoBigabHOI 3a
3AificHeHHs thapmakoHarnsaay (BKIOYaUy KOHTaKTHI
OaHi) Ta/abo 3MiHM Y po3MmilLeHHi MacTep-ghaiina
cuctemu chapmakoHarnsgy) 3MiHa yrnoBHOBaXKeHOT
0cobu 3asBHYKa, BiANOBIA&IbHOI 3a hapMakoHarnsg,
[itoua pegakuis: John Poustie. MNponoHoBaHa peAakuis:
Sarah Weetch. 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI
0co6U 3asBHVKa, BifNOBIAaILHOI 3a thapmakoHarnsag,.
3MiHa KOHTaKTHOT 0CO6W 3asIBHUKA, BifnoBigasibHOI 3a
hapmakoHarnsag B YkpaiHi. [itova pegakuis: Kupunisa
[anunna leopriisHa / Galyna Kyryliva. MNponoHosaHa
pepakuisi: Mopinvk Aptem Bonogvmuposud / Artem
Horilyk.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0CO6U 3asiBHYIKA,
Bi4NoBiAa/IbHOI 32 dhapMakoHarnsg B YkpaiHi.
39. | BITAMIHC TabneTkn XyBasbHi ToBapucTtso YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 1O peecTpaLiiiHnx maTepianis: 3MiHu | 6e3 UA/16001/01/01
no 500 mr no 8 3 [,00aTKOBOKO TMny - 3MiHKN WoA0 6e3nekn/edekTMBHOCTI Ta peyenma
Tabnetok y 6nicTepi; | [oAAaTKOBOK BiAnoBigasibHICT hapmakoHarnagy (iHwi 3MiHn) - OHOB/IEHO TEKCT
no 3 abo 7 6nictepis | Bignosigasb 10 "IHTEPXIM" MapKyBaHHS NEPBUHHOT Ta BTOPUHHOI YNakoBKx
y nauui HICTIO niKapcbKoro 3acoby, a came BUy4eHo iHhopmallito,
"IHTEPXIM" 3a3HayeHy poCiiiCbKO MOBOK, Ta BHECEHO HE3HauHI
3MiHU B iHLUI NYHKTN TEKCTY MapKyBaHHs. BunyyeHo
[0[AaTKOBUIA TEKCT MapKyBaHHS yMakoBKK, B AKOMY
3a3HayeHo 10roT1n AMcTpmb'toTopa. BeegeHHs 3MiH
NpOTAroM 6-TM MicALIB Nicaa 3aTBepAKEHHS
40. | BITAMIHC TabneTkn XyBaslbHi ToBapucTBo YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 40 peecTpaviiHnx MmaTepiasis: 3MiHn | 6e3 UA/16002/01/01
3i cMakom 3 [0[aTKOBOK TMny - 3MiHK Woao 6e3nekn/edpeKkTNBHOCTI Ta peyenma
anenscuHy no 500 [04aTKOBOKO BifgnoBigasibHICT hapmakoHarnsaay (iHwi 3miHn) - OHOB/IEHO TEKCT
Mr 10 8 Tab/eToK y BignoBigasib 10 "IHTEPXIM" MapKyBaHHA NepBUHHOT Ta BTOPUHHOI yNakoBKN
6nicTepi; no 3 abo 7 HICTIO nikapcbKoro 3acoby, a caMe BUTy4YeHo iHhopmaliio,
6nicTepiB y nauui "IHTEPXIM" 3a3HayeHy pPoCiiCbKO MOBOK, Ta BHECEHO HE3HAUHI
3MiHM B iHLLI NYHKTN TEKCTY MapKyBaHHs. BunyyeHo
[0AaTKOBUIA TEKCT MapKyBaHHSA YNakoBKW, B IKOMY
3a3HayeHo norotun AucTpub'toTopa. BeefeHHs 3MiH
NpPOTSArom 6-TM MiCALB Nic/1A 3aTBepPAKEHHS
41. | TABAHA® Kancynu no 75 mr; MAT YkpaiHa NAT YkpaiHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a He UA/14764/01/01
10 kancyny "Kvismeanp "Kuismegnpenap CnoBeHis TMny - 3MiHK Woao 6e3nekn/epekTnBHOCTI Ta peyenmom nionsea
6nicTepi; no 2 enapar” aT", YKpaiHa; cthapmakoHarnsgy (iHwi 3MiHn) - 3MiHM BHECEHO A0 €
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
6nicTepy B nayi TOB IHCTPYKLU|i 415 MeAUYHOr0 3aCTOCYBaHHS /iKapCbKoro
«MAPI®APM», 3acoby y po3ginu "Ckiag”, "Nlikapcbka chopma” (Lwoso
CnoBeHis OCHOBHWUX (Pi3UKO-XIMiYHUX BNacTnBocTeit), "TepmiH
npugaTtHocTi", "BUpo6HUK", "MicLe3HaxomKeHHs
BMPOGHMKaA Ta agpeca MicLs NPoBaKeHHS 1oro
LisANbHOCTI" WOA0 AofAaHHA HOBOT cunu aii 25 mr ta
3aTBEPMKEHHS EANHOI IHCTPYKLT 415 BCiX A03yBaHb
nikapcbKoro 3acoby
42. | TABAHA® kancynu no 150 mr; MAT YkpaiHa NAT YkpaiHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a He UA/14764/01/02
10 kancyny "Kvismegnp "Kuismegnpenap CnoBeHis TMny - 3MiHK Woao 6e3nekn/edpekTnBHOCTI Ta peyenmom nionsiea
6nicTepi; no 2 enapat” at", YkpaiHa; hapmakoHarnsgy (iHwi 3mMiHn) - 3MiHW BHECEHO A0 €
6nictepy B nauuj TOB IHCTPYKLiT AN19 MeMYHOro 3aCTOCYBaHHS /iKapCbKoro
«MAPIPAPM>», 3acoby y po3ginu "Cknag", "Nlikapcbka chopma" (oo
CnoBeHis OCHOBHWMX (Pi3KO-XIMiYHUX BNacTneocTeit), “"TepmiH
npuaatHocTi", "BupobHuK", "MicLie3HaxomKeHHs
BMPOGHMKA Ta agpeca MicLs NPOBaKEHHS M0ro
LisANbHOCTI" WOA0 A0AaHHA HOBOT cunum gii 25 Mr Ta
3aTBEPKEHHS EAUHOT IHCTPYKUIT 415 BCIX A03YBaHb
nikapcbKoro 3acoby
43. | TABAHA® kancynu no 300 mr; MAT YkpaiHa NAT Ykpaina/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a He UA/14764/01/03
no 10 kancyny "Kvismeanp "Kuismegnpenap CnoBeHis TMny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peuenmom niosnsza
6nicTepi; no 2 enapat" at", YkpaiHa,; hapmakoHarnsgy (iHwi 3MiHn) - 3MiHW BHeCeHo A0 €
6nictepy B navui TOB IHCTPYKLiT AN19 Me4NYHOro 3aCTOCYBaHHS /iKapCbKoro
«MAPIPAPM>», 3acoby y po3ginu "Cknag", "Nlikapcbka chopma" (o0
CnoBeHis OCHOBHWMX (hi3NKO-XiMiYHMX BNacTneocTeit), "TepmiH
npugaTHocTi", "BUpo6HKMK", "MicLe3HaxomKeHHs
BMPOGHMKa Ta afpeca MicLis NPoBaKEHHS 1oro
AiSNbHOCTI" WoA0 AOAAHHA HOBOI cunm gii 25 mr ta
3aTBepKEHHSA EANHOT IHCTPYKLIT 415 BCIX A03YBaHb
nikapcbKoro 3acoby
44. | TABAHA® kancynu no 50 wmr; MAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 40 peecTpaviiHnx MmaTtepiasis: 3MiHn | 3a He UA/14764/01/04
no 10 kancyny "KviBmegnp "KuiBmegnpenap TMny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peuyenmom niosnsza
6nicTepi; no 2 enapar” ar" hapmakoHarnagy (iHwi 3MiHn) - 3MiHW BHECEHO A0 €
6nicTepy B navuj IHCTPYKLiT A/19 MeAMYHOr0 3aCTOCYBaHHS JliKapCbKoro
3acoby y po3ginu "Ckniag”, "Nlikapcbka chopma” (Lon0
OCHOBHUX (Pi3VKO-XiMi4YHMX BNacTuBoCTei), "TepMiH
npugatHocTi", "BnpobHuK", "MicLie3HaxomKeHHS
BMPOGHMKa Ta afpeca MicLs NPoBapKEHHS 11oro
AisNbHOCTI" WoA0 AOAAHHA HOBOI cunm Aji 25 Mr ta
3aTBEPAKEHHS EAUHOT IHCTPYKLIT 4151 BCiX A03YBaHb
nikapcbKoro 3acoby
45. | TABAHA® Kancynu no 25 mr; MAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3MiHu, WO 3a He UA/14764/01/05
no 10 kancyny "KviBmeanp "KviBmegnpenap noTpebyoTb HOBOI peecTpadii - 3miHa cuu gii, peyenmom nionsiea
6nictepi, no 2 enapar" at" nikapcbKoi hopmu Ta cnocoby 3actocyBaHHs. 3MiHa abo €

6nicTepy B nayi

[ofaBaHHA HOBOI cuK Aji/po3BefeHHs (3aTBEPAXKEHO :
kancysm no 50 mr, no 75 mr, no 150 mr Ta no 300 mr).

Pestome nnaHy ynpasniHHa pusukamu Bepcis 0.2
[ofaeTbes.
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
MepioAgnyHiCTb NOAAHHA PEryNAPHO OHOBJIHOBAHOTO 3BITY
3 6e3neku, BiANOBIAHO A0 MNopsAaky 34iACHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro Hakasom
MiHicTepcTBa OXOPOHY 340POB’ YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B MiHicTepcTBi
tocTuLii Ykpainm 29 ciyna 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHY 340POB'A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTpOKaMu, 3a3Ha4eHUMU y NepiognYHOCTI
nofaHHs perynsipHunX 3BiTiB 3 6e3neku.
46. | TABICKOH®MO | TabneTkun XyBaslbHi; PekkiTT Benuka BiAnoBiganbHNI Benuka BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasnis: 3MiHu | 6e3 UA/13353/01/01
OBIAHOI AN no 8 TabneTok y BeHkizep BpuTaHia 3a BpuTaHis TMny - 3MiHK 3 AkocTi. CepTudpikat BignosigHOCTI/TE- peyenma
6nicTepi; no 2 abo Xenckep BVMPOGHMLTBO, cepTuddikaT BignoBigHOCTI €EBponenchkii
no 3 6nictepn y (FOKei) nepBUHHE thapmakonei/moHorpadii. NogaHHs HoBOro abo
KapTOHHIlA KOpooLi NimiTeq nakyBaHHs, OHOBJIEHOTO cepTudiKaTa BiANOBIAHOCTI a60 BUNYYEHHS
BTOPVHHE cepTtudikaTa BiANOBIAHOCTI E€BpoNelickkii hapmakonei:
nakyBaHHs, onsa A®l; ans BuxigHoro
KOHTPO/b AKOCTI mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
roToBOro BMKOPUCTOBYHOTbCS Y BUPOOHULTBI AD|; Ans SONOMKHOT
NpoaykKTy, peyoBuHM (cepTudiikaTt BiAMOBIAHOCTI EBpONechbkili
BUNYCK cepil: thapmakonei) - OHOB/IEHUIA cepTudpikaT Bif yxe
PekkiTT 3aTBEPKEHOr0 BUPOOHMKa. [ofaHHA OHOB/IEHOrO
BeHkizep cepTudpikaTa BignosigHOCTI EBponelichbkin hapmakonel
Xenckep Ne RO-CEP 2020-379 - Rev 01 (3atBepxeHo: RO-CEP
(FOKew) Nimites, 2020-379 - Rev 00) gnsa A®| kanbLito kapboHaTy Bif
Benuka 3aTBepaxeHoro BupobHnka SUDEEP PHARMA
BpuTaHis; PRIVATE LIMITED, IHgis.
BiAnNoOBiAabHNI
3a
BUPOGHMLTBO,
nepBuHHe
nakyBaHHS,
BTOPWHHE
nakyBaHHs:
PekkiTT
BeHkizep
Xerckep
IHTEpHELUHN
NimiTen, Benuka
Bputanis
47. | TAHOOPT® Kpansi o4Hi no 3,0 E66BI HimeuuunH AnnepraH IpnaHgis BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/11121/01/01
MY chnakoHi- Loiuneng a dapmacbloTikas TMny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peuenmom
KpanesnbHuLi 3 vm6X i Ko. 3 Ipnangis thapmakoHarnsgy (iHwi 3MiHn). 3MiHN BHECEHO B TEKCT
nosnietTuneny, no 1 Kl MapKyBaHHS NMepBUHHOT Ta BTOPUHHOT YNakoBKN
a60 3 hnakoHu- nikapcbKoro 3acoby y po3gin «IHLWE». BBeAeHHA 3MiH
KpanenbHuULi B NpPOTArom 6-T1 MiCALIB MiCNA 3aTBEPAXKEHHS.
KapPTOHHIM nauLyj
48. | TENAPUH MOpPOLLIOK MpAT "Mo YkpaiHa KIH MACTEP Bpasunis BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu | - UA/17853/01/01
HATPIO (cybeTaHuis); BMPOGHULTB NMPOAYTYLU TMny - AAMIHICTPaTVBHI 3MiHW. 3MiHA HAMEHYBaHHs
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
y nosnieTuneHoBmX y IHCyniHIiB KYMIKYLL NTAOA Ta/abo agpecy MicLA NPOBaKEHHS AiS/IbHOCTI
naketax gns "IHOAP" BMPOGHMKa (BK/TOYAK4M, 3a HEOOXIAHOCTI, MicLe
chapmaL,eBTU4YHOro npoBefeHHA KOHTPOJII0 SIKOCTi), ab0 BNacHMKa mMactep-
3acTOoCyBaHHA thaiina Ha A®l, abo noctavasnbHuka AdIl/BuxigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
3aCTOCOBYHOTLCA Y BUPOOHULTBI A®I (AKLLO 3a3HAYEHO Y
[0CbE Ha JlikapCbKuii 3aci6) 3a BigCyTHOCTI cepTudpikata
BIANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAXEHOMY A0Cbe, a60 BUPOOHVKA HOBOT
[OMOMDKHOT PEYOBUHY (SIKLLIO 3a3HAYEHO Y AOCHE) -
AZMiHIiCTpaTMBHA 3MiHa Y 3B'AA3KY 3 YTOUHEHHSAMMN A0
afpecy BUpPo6HMKa, 6e3 3MiHW MiCLiSt 3HaXOMKEHHS.
49. | TNIKOCTEPUN PO34nH ANs iHQYysii MpusatHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLiinHux matepianis: 3MiHu | 3a UA/1859/01/01
»10 no 250 mn, 500 MAy | akuioHepHe akKujioHepHe TMny - 3MiHK Woao 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
naketi TOBapucTBo TOBapuUCTBO hapmakoHarnagy (iHwi 3MiHn) - 3MiHW BHECEHO Y TeKCT
nonimepHomy; no 1 "lHdpysia” "IHdpy3ia” MapKyBaHHS! yakoBKM fikapcbKoro 3acoby (n. 17.
nakety IHLWE), a came Buny4eHo iHchopmauito Lwoao
noniMepHomMy B anctpub'totopa. BBeAeHHs 3MiH NpoTAromM 6-tn micsuis
npo3opomy nicns 3aTBEPAKEHHS
nnacTyKoBoMy
nakeri
50. | MMIKOCTEPUN pO3unH Ns iHQysild; MpusatHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiniHux matepianis: 3MiHu | 3a UA/1860/01/01
»5 no 200 mn, 250 mn, akuioHepHe akuioHepHe TMny - 3MiHK Woao 6e3nekn/edhekTNBHOCTI Ta peyenmom
400 mn, 500 mny TOBapucTBo TOBapUCTBO hapmakoHarnagy (iHwi 3MiHn) - 3MiHU BHECEHO Y TeKCT
naswekax; no 250 "lHdpysia” "IHdpy3ia” MapKyBaHHS! yrakoBKM fikapcbKoro 3acoby (n. 17.
M1, 500 mn 'y naketi IHLLE), a came Buny4yeHo iHdopmavito woao
noniMmepHomy; no 1 anctpub'toTopa. BBeAeHHs 3MiH NPOTAromM 6-T1 micsuiB
nakety nicns 3aTBepmkeHHs
nosniMepHomMy B
npo3opomy
n1acTMKoBOMY
nakeri
51. | rnnBino Tabnetku no 50 mr KPKA, a.4., CnoseHis BUPOGHMUK, CnoseHis BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu | 3a UA/17507/01/01
no 15 TabneTtok y HoBo mecTo BiANOBiAa/IbHWI TMny - 3MiHKM WoA0 6e3nekn/edekTMBHOCTI Ta peyenmom
6nicTepi; no 2 abo 4 3a BUPOGHNLTBO hapmakoHarnsgy. 3miHa 4yacToTu Ta/abo TepMiHiB
6nictepu y "in bulk", NOAAHHA PerynsipHo OHOBJIIOBAHUX 3BITIB 3 6e3nekn
KapTOHHI KOpoOLyi nepBrHHE Ta nikapcbknx 3acobiB. 3MiHa TepMiHY NOAAHHS PerynsipHo
BTOPVHHE OHOB/OBAHOrO 3BiTY 3 6e3nekn (PO3B) nikapcbkoro
nakyBaHHs, 3acoby: [itoya pegakuis: Yactota nogaHHsa PO36 - 3
KOHTPO/Ib Ta poku; KiHueBa farta 415 BKIoYeHHA gaHnx ao PO36 -
BUNYCK cepil: 28.02.2018 p.;
KPKA, a.4., fara nogaHHsa PO3B - 29.05.2018 p. MNponoHoBaHa
HoBo mecTo, pegakuisi: Yactota nogaHHs PO3B - 3 poku; KiHueBa
CnoBeHis; para ans skayeHHa gaHnx o PO3B6 - 28.02.2027 p.;
BUPOGHMUK, nara nogaHHsa PO3B - 29.05.2027 p. PekomeHgoBaHo
BiANOBiAA/IbHNI [0 3aTBEPAKEHHS BigNOBIAHO 40 NEepPioANYHOCTI
3a KOHTPO/b noAaHHA PerynspHO OHOB/IIOBAHWX 3BITIB 3 6e3neku
cepii: KPKA, nikapcbkux 3aco6iB y €sponelicbkomy Coto3i.

Aa.n., Hoso
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

MecTo,
CnoBeHisi

52.

rNILEPON
€BPO

cynosuTopii
pekTanbHi no 1000
Mr; no 6
cynosuTopiiB y
6nictepi; no 1 abo
no 2 6nictepu B
KapTOHHIA ynakoBL,i

€Bpo
Nalidokep
nTg,

Benwvka
BputaHis

BiAnoBiganbHNI
3a:
BMPOGHMLITBO
Hepo3dgracoBaHO
ro NPoAyKTY;
nepBuHHe
nakyBaHHS;
BTOPWHHE
nakyBaHHS;
KOHTPO/bL/BUNPO
6yBaHHSI; BUMYCK
cepii:
Nab6opaTtopiyc
Baci - IHgycTpia
dapmacbloTika,
C.A,
MopTtyranis;
BiANOBiAA/IbHNI
3a
BMPOGHMLITBO
Hepo3dacoBaHo
ro NpoaykKTy;
nepBuHHE
nakyBaHHS;
BTOPWHHE
nakyBaHHS;
KOHTPO/L/BUNPO
6yBaHHs cepii:
Namn CaH
Mpocnepo CNA,
ITanis

Moptyranis/
ITanisa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpekTnBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHn). 3MiHM BHECEHO B TEKCT
MapKyBaHHS YNakoBOK Nikapcbkoro 3acoby, a came:
BWyYEHO IHOPMALLit0 CTOCOBHO KOMMaHii, WO 34iCHI0E
MapKeTVHT; AeTanizoBaHo iHdhopmMaLio fo NyHKTIB 2, 3,
4,8,9,11, 12, 13, 16, 17 BTOPUHHOT YNakoBkK Ta A0
nyHKTiB 3, 4, 6 NepBNHHOT ynakoBku. TepmiH BBEAEHHS
3MiH NPOTAroM 6 MiCALIB MiC/1A 3aTBEPKEHHS.

6e3
peyenma

UA/12050/01/01

53.

FMILEPON
€BPO

cynosuTopii
pekTasibHi No no
2000 wmr; no 6
CynosunTopiiB y
6nicTepi; no 1 abo
no 2 6nictepu B
KapTOHHI ynakosL,i

€Bpo
Naiidokep
nrg

Benvka
BpuTaHis

BignoBiganbHW
3a:
BMPOBHULITBO
Hepo3dacoBaHo
ro NpoAykKTy;
nepBuHHE
nakyBaHHs;
BTOPWHHE
nakyBaHHS;
KOHTPO/1b/BUMNPO
6yBaHHs1; BUNYCK
cepii:
NabopaTopiyc
Baci - IHgycTpia
dapmacbloTika,
C.A,

Moptyranis/
ITanisa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edhekTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn). 3MiHM BHECEHO B TEKCT
MapKyBaHHS yNakoBOK MikapcbKoro 3acoby, a came:
BWy4EHO iHhOpMAaLLito CTOCOBHO KOMMaHii, W0 34iiCHI0E
MapKeTuHr; AeTani30BaHo iHhopMaLliio A0 NYHKTIB 2, 3,
4,8,9, 11, 12, 13, 16, 17 BTOPUHHOI YNakoBKu Ta A0
NyHKTIB 3, 4, 6 NepBUHHOI yNakoBkW. TepMiH BBEAEHHS
3MiH NPOTAroM 6 MiCALIB NiCNs 3aTBEPAKEHHS.

6e3
peyenma

UA/12050/01/02
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
MopTtyranis;
BiANOBiAa/IbHNI
3a
BMPOGHMLITBO
Hepo3dacoBaHo
ro NpoAykKTy;
nepBuHHe
nakyBaHHS;
BTOPWHHE
nakyBaHHS;
KOHTPO/b/BMNPO
6yBaHHs cepii:
Namn CaH
Mpocnepo CMNA,
ITanis
54. | TNILNH KpucTaniyHmi ToBapucTtso YkpaiHa TosapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiinHux matepianis: 3MiHu | - UA/19790/01/01
MOPOLLIOK 3 0bMexeHot Tuny - 3miHK 3 skocTi. A®I. CTabinbHicTb. 3miHa nepiogy
(cy6eTaHuin) y 06MeXeHo BignoBiganbHiCT NOBTOPHUX BUNPOBYyBaHb/nepiogy 36epiraHHA abo ymMoB
MiLLKax BignoBigasb 10 "OAPMXIM" 36epiraHHa A®I (3a BiACYTHOCTI y 3aTBEpPAKEHOMY A0ChE
nonieTuneHoBrx ANs HiCTIO cepTudikaTa BigNoBiAHOCTI EBponelickkiil hapmakoner,
hapMaLeBTUYHOIO "PAPMXIM" LLIO BK/IHOYAE nepios NOBTOPHOroO BUNPO6YyBaHHsA) (nepios
3acTOCyBaHHA NOBTOPHOro BMNpobyBaHHA/Nepios 36epiraHHs) -
36inbLeHHA abo BBeAEHHS Mepiogy NOBTOPHOMO
BUNPO6YBaHHsA/Nepiogy 36epiraHHA Ha OCHOBI
pe3ynbTaTiB AOC/iAKEHb Y peasibHOMY Yaci.
36inbLUeHHs TepMiHy nepekoHTposio Al i3 24 micauis
00 36 MicsLiB Ha OCHOBI MO3UTUBHUX pe3ynbTaTiB
LOCAIMKEHHST CTabINbHOCTI
3arBepmkeHo: TepmiH NepekoHTPOsI 24 MicAaui.
3anponoHoBaHo: TepMiH NepekoHTPos1t0 36 MiCALLIB.
55. | MMHOKO3A PO34nH ANs iHdysii [NlouipHe YkpaiHa [JouipHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/4112/01/01
10%, no 100 mn, nignpuemcTs nignNpPUeEMCTBO TMny - 3MiHK 3 SIKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHK peyenmom
a6o no 200 mn, abo o] "®apmaTpeiig” y BUPOGHULTBI. 3MiHa po3Mipy cepii (BkItoYaoum
no 250 mn, a6o no "dhapmartpei [iana3oH po3Mipy cepii) roToBOro JlikapCbKoro 3acoby
400 mn, a6o no 500 o' (3MeHweHHA fo 10 pasiB) BBeAEHHA [0AATKOBOro
M1y KOHTeliHepax po3mipy cepii 393 n (2800-3300 LT. doNakoHIB) A0 BXe
3aTBEPAKEHOro po3mipy 1325 11 gns po3unHy Aas
iHdy3ili 10 % ana 06'emy koHTeliHepa 100 mn
56. | IMHOKO3A PO34nH ANs iHdys3il [JouipHe YkpaiHa [JouipHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3MiHu | 3a UA/4112/01/02
5 %, no 100 mn, abo | nmignpuemcTs nignprMeMcTBo TMNy - 3MiHK 3 AKOCTI. FOTOBUIA NikapCbknit 3aci6. 3MiHW peyenmom
no 200 mn, a6o no o] "®apmaTpeiig” y BUPOGHMLTBI. 3MiHa po3Mipy cepii (BK/IuYaoum
250 mn, a6o no 400 "®apmaTpeit [Liana3oH po3Mipy cepii) roToBOro /likapCbKoro 3acoby
ms1, abo no 500 m, a" (3meHLweHHs go 10 pasiB) BBeAEHHS 4OAATKOBOrO
a6o no 1000 mn, po3mipy cepii 393 n (2800-3300 LT. doNakoHIB) [0 BXe
a6o no 3000 mn, 3aTBeppKkeHoro po3mipy 1325 n gnsa posunHy ans
a60 no 5000 mny iHdy3ili 5 % ans 06'emy KoHTeHepa 100 mn
KOHTeliHepax
57. | AAKAPBA3VH MOPOLLIOK AN Mepak HimeuunH BTopuHHe Himeuunna/ BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis: 3MiHu | 3a UA/6987/01/01
MEAAK NPUroTyBaHHSA [esenbliadg a nakyBaHHs, Yecbka My - 3MiHK 3 sikocTi. CepTudpikat BignosigHOCTI/IE- peyenmom
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
PO34MHY AN5 iH'EKL;iA T chrop MapKyBaHHS, Pecny6nika cepTudikaT BigNoBIgHOCTI EBpONENChKiit
abo iHdysiri no 100 KiHiWe KOHTPO/b Ta thapmakonei/moHorpadii. NogaHHs HoBOro abo
mr; 10 cpriakoHiB 3 Lneuianbnp BUNYCK cepil: OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI a60 BUTYYEHHS
MOPOLLKOM Y KOpO6Lyi enaparte Mepak cepTudpikaTa BignoBigHOCTI E€Bponeiickkii hapmakonei:
3 KapTOHY M6X lesenbwadT ana A®l; ons ByxigHoro
chrop KiHiwe mMartepiany/peareHTy/NpoMiKHOIo NPOAYKTY, WO
LWneujansnpena BMKOPUCTOBYHOTbCS Y BUPOOHULTBI AD|; 418 LONOMDKHOT
pate M6X, peyoBuHM (cepTudikaTt BiAMOBIAHOCTI EBpONeNchbkili
HimeyunHa,; thapmakonei) - OHOB/IEHUIA cepTudpikaT Bif yxe
Brpo6HMUTBO 3aTBEPKEHOr0 BUPOOHUKA, NOAAHHA OHOB/IEHOTO
"in bulk", cepTudikaTy BignoBigHOCTI EBponeiickkii hapmakonel
nepBuHHe Ta CEP 2008-036 - Rev 03 Big BXxe 3aTBEpXXEHOro
BTOPUHHE BMpo6Huka Heraeus Deutschland GmbH & Co. KG
nakyBaHHs, [ito4oi peyoBrHY fakapb6a3vH (3aTtBepaxeHo: CEP
MapKyBaHHs Ta 2008-036 - Rev 02 Heraeus Deutschland GmbH & Co.
KOHTpO/b cepii: KG; 3anponoHosaHo: CEP 2008-036 - Rev 03 Heraeus
OHkomep, Precious Metals GmbH & Co. KG). 3miHu | Trny - 3miHn
MeHblohekyepiH 3 AkocTi. CepTudpikat signosigHocTi/l E-cepTudikar
ra.c., Yecbka BiNOBIAHOCTI €Bponelickkili hapmakonei/MoHorpadii.
Pecny6nika; MopaHHA HOBOro abo OHOBMIEHOrO cepTudiikaTa
Bupo6bHuuTBO BiANOBIAHOCTI ab0 BUIyYEHHS cepTudikaTa
"in bulk", BifNoBigHOCTI E€Bponelickkili hapmakonei: ana Adl; ans
nepBUHHE BMXigHOro Matepiany/peareHTy/npomMiKHOro NpPoAyKTY,
nakyBaHHS Ta LLLO BUKOPMUCTOBYHOTHLCS Y BUPOOHULTBI ADI; Ans
KOHTpO/b cepii: [0MNOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
OHkoTek ®apma €Bponeiicbkii hapmakonei) - OHOBNeHW cepTuddikat
MpoaakLH Bif] y)Xe 3aTBEPAKEHOr0 BUPOGHMKA, NOAaHHSA
M6X, OHOB/IEHOTO cepTudikaTy BiAMNOBIAHOCTI EBpPONENChKiIii
HimeuunHa; thapmakonei R1-CEP 2010-315 - Rev 02 Big Bxe
MapkyBaHHs Ta 3aTBepaxeHoro Bupo6Hnka SUZHOU LIXIN
BTOPUHHE PHARMACEUTICAL CO., LTD. gito4oi pe4oBuHu
nakyBaHHs, nakapbasvH (3aTBepmkeHo: R1-CEP 2010-315 - Rev 01;
HaHeCceHHA 3anpornoHoBaHo: R1-CEP 2010-315 - Rev 02).
3aXMCHOI N/iBKK
(onuioHanbHo):
Meg-IKC-Tpecc
m6X,
HimeyunHa
58. | AAKAPBA3VH NopoLUoK AN Mepak HimeuuunH BTopuHHe HimeuuunHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/6987/01/02
MEAAK NPUroTyBaHHA lesenbliad a nakyBaHHs, Yecbka T1ny - 3miHK 3 akocTi. CepTudiikat BignosigHOCTI/IE- peyenmom
pO34MHYy A5 iH ek T chrop MapKyBaHHs, Pecny6nika cepTudikaT BignoBigHOCTI EBpoNenchkiii
a6o iHdysiii no 200 KNiHiwe KOHTpO/b Ta thapmakonei/moHorpadii. NMogaHHsa HoBoro abo
mr; 10 dpnakoHis 3 LWneujanbnp BMNYCK Cepil: OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI abo BUTYYEHHS
MOPOLLKOM Y KOpO6Li enaparte Mepak cepTudikaTa BignNoBigHOCTI EBponelickkiin hapmakonei:
3 KapTOHY M6X lesenbwadpt onsa A®l; ana BuxigHoro
dorop KniHiwe marepiany/peareHTy/npomMikHOro NPOAYKTY, Lo
LLineyjansnpena BMKOPUCTOBYHOTbCS Y BUPOOHNLTBI ADI; ANns AONOMKHOT
pate M6X, peyoBUHM (CepTudikaTt BiANOBIAHOCTI EBpONechbkili
HimeuunHa,; papmakonei) - OHOBAEHUI cepTudikaT Bif yxe

Bupo6HMLTBO

3aTBepaXXeHoro BVIp06HVIKa, nogaHHA OHOBJ/1IEHOIo
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
"in bulk", cepTudikaTy BifNoBigHOCTI EBponelickkilt thapmakonel
nepBrHHE Ta CEP 2008-036 - Rev 03 Bif BXe 3aTBEpPAXEHOT0
BTOPVHHE BMpobHuka Heraeus Deutschland GmbH & Co. KG
nakyBaHHs, Aito4oi pevoBrHY fakapb6a3nH (3atBepakeHo: CEP
MapKyBaHHs Ta 2008-036 - Rev 02 Heraeus Deutschland GmbH & Co.
KOHTPO/b Ccepil: KG; 3anponoHosaHo: CEP 2008-036 - Rev 03 Heraeus
OHkomep, Precious Metals GmbH & Co. KG). 3miHu | Tvny - 3miHn
MeHblohekyepiH 3 AkocTi. CepTudikar BignosigHocTi/lE-cepTudikar
ra.c., Yecbka BiANoOBigHOCTI EBponeiickbkil hapmakonei/MoHorpadii.
Pecny6nika,; MopaaHHA HOBOro abo OHOBMIEHOrO cepTuddikaTa
Brpo6HMUTBO BiANOBIAHOCTI abo BUyYeHHs cepTudikata
"in bulk", BiANOBIAHOCTI EBponeiickkili hapmakonei: s A®I; ans
nepBuHHe BMXiAHOro Matepiany/peareHTy/npomMiKHOro NpoayKTy,
nakyBaHHSA Ta LLLO BUKOPWCTOBYIOTBCSA Y BUPOOHNLTBI ADI; Ans
KOHTPO/b Ccepil: [OMOMDKHOT peyoBMHU (CepTudikaT BiANOBIAHOCTI
OHkoTek ®apma €Bponeiicbkiii hapmakonei) - OHoBneHuii cepTuchikaT
MpogakLH Bif] y)Xe 3aTBEPKEHOr0 BUPOGHMKA, NOJaHHS
m6X, OHOBJIEHOIO cepTudpikaTy BigNoBigHOCTI EBpoNeiichKiii
HimeuunHa; thapmakonei R1-CEP 2010-315 - Rev 02 Big BXe
MapkyBaHHs Ta 3aTBepxeHoro BupobHnka SUZHOU LIXIN
BTOPUHHE PHARMACEUTICAL CO., LTD. gito4oi pe4oBuHu
nakyBaHHs, nakapbasuH (3aTBepmkeHo: R1-CEP 2010-315 - Rev 01;
HaHeCeHHs 3anponoHoBaHo: R1-CEP 2010-315 - Rev 02).
3aXUCHOI M/TiBKN
(onuioHanbHO):
Meg-IKC-TNpecc
M6X,
HimeyunHa
59. | OAKAPBA3VH MOPOLLIOK A8t Mepak HimeuumnH BTopuHHe Himeuunna/ BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/6987/01/03
MEAAK NPUroTyBaHHSA [esenbliad a nakyBaHHs, Yecbka TMny - 3MiHK 3 AkocTi. CepTudpikat BignosigHOCTI/TE- peuenmom
pO3unHy A5 iH'eKwuin T chrop MapKyBaHHS, Pecny6nika cepTuddikaT BignoBigHOCTI €EBponenchkii
abo iHdysiii no 500 KniHiwe KOHTpO/b Ta thapmakonei/moHorpadii. NogaHHs HoBOro abo
Mr; 1 chnakoH 3 Lneuianbnp BUNYCK cepil: OHOBJIEHOr0 cepTudikaTa BignoBiAHOCTI a60 BUTYYEHHS
MOPOLLKOM Y KOpO6Lyi enapare Mepak cepTtudikaTa BiANOBIAHOCTI E€BpoNelickkii hapmakonei:
3 KapToHY M6X lesenbwadT ans A®l; ons ByxigHoro
chrop KiHiwe mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
Lneujanbnpena BMKOPUCTOBYHOTbCS Y BUPOOHULTBI AD|; ANns LONOMKHOT
paTte M6X, peyoBUHM (CepTudikaTt BiAMOBIAHOCTI EBpONechbkili
HimeyunHa,; thapmakonei) - OHOB/IEHUIA cepTudpikaT Bif yxe
BupobHMuTBO 3aTBEPAKEHOro BUPOGHYMKA, NOAAHHS OHOB/IEHOTO
"in bulk", cepTudikaTy BignoBigHOCTI EBponeiickkiii hapmakonel
nepBuHHE Ta CEP 2008-036 - Rev 03 Big BXe 3aTBEpXXEHOro
BTOPUHHE Bnpo6Huka Heraeus Deutschland GmbH & Co. KG
nakyBaHHs, [ito4oi peyoBrHY fakap6a3uH (3aTBepaxeHo: CEP

MapKyBaHHs Ta
KOHTPO/b cepii:
OHkome[,
MeHblohekyepiH
ra.c., Yecbka
Pecny6nika;

2008-036 - Rev 02 Heraeus Deutschland GmbH & Co.
KG; 3anponoHosaHo: CEP 2008-036 - Rev 03 Heraeus
Precious Metals GmbH & Co. KG). 3minu | Tvny - 3miHn
3 AkocTi. CepTudpikat signosigHocTi/IE-cepTudikar
BIANOBIAHOCTI €Bponeiickbkin thapmakonei/moHorpadii.
[MogaHHs HOBOrO abo OHOB/IEHOTO cepTudlikaTa
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
BupobHMuTBO BiANOBIAHOCTI ab0 BUIyYEHHS cepTudikaTa
"in bulk", BiANOBIAHOCTI €Bponeiickbkili hapmakonei: gns A®l; ana
nepBuHHe BUXIAHOrO MaTepiany/peareHTy/MPoMKHOro NPoayKTy,
nakyBaHHs Ta LLIO BUKOPUCTOBYIOTLCS Y BUPOOHULTBI API; ans
KOHTpO/b cepii: [O0MOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
OHkoTek ®apma €Bponeiicbkili hapmakonei) - OHOBNeHWi cepTudikaT
MpoAakLuH Bifl y)Ke 3aTBEeP)KEHOro BUPOBHYKa, NOAAHHSA
v6X, OHOBJIEHOrO cepTudpikaTy BigNOBIAHOCTI EBpONENCHKIi
HimeyunHa,; hapmakonei R1-CEP 2010-315 - Rev 02 Big Bxe
MapkyBaHHA Ta 3arBepxeHoro BupobHrka SUZHOU LIXIN
BTOPVHHE PHARMACEUTICAL CO., LTD. gito4oi pe4oBuHN
nakyBaHHs, nakap6asuvH (3aTBepakeHo: R1-CEP 2010-315 - Rev 01;
HaHeceHHA 3anponoHosaHo: R1-CEP 2010-315 - Rev 02).
3aXMCHOI MNiBKN
(onuioHanbHoO):
Meg-IKC-Tpecc
m6X,
HimeyunHa
60. | AAKAPBA3NH NMopoLLUOK AN Megak HimeuunH BTopuHHe Himeuunna/ BHECEHHS 3MiH [0 peecTpaLiinHux marepianis: 3MiHu | 3a UA/6987/01/04
MEAOAK NPUroTyBaHHS lesenbliad a nakyBaHHs, Yecbka Tuny - 3miHn 3 sakocTi. CepTudiikar BignosigHOCTI/IE- peyenmom
PO34UHY ON151 iH KLl T chrop MapKyBaHHS, Pecny6nika cepTudikaT BignoBigHOCTI EBponeichkiii
a60 iHgysin no 1000 KAiHiwe KOHTPO/b Ta thapmakonei/moHorpadii. NMogaHHs HoBoro abo
mr; 1 donakoH 3 Lneujanbnp BMNYCK Cepil: OHOBJIEHOrO cepTudikaTa BiAMNOBIAHOCTI @60 BUTyYEHHS
NMOPOLLKOM Y KOpobLi enapare Mepak cepTudpikaTa BignoBiAHOCTI EBponeiickbkilt hapmakoner:
3 KapTOHY M6X lesenbwadT ana A®l; ansa BuxigHoro
dhrop KniHiwe marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
Lneuianbnpena BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; ANns AONOMDKHOT
pate M6X, peyoBuHM (cepTudiikaTt BiAMNOBIAHOCTI EBPONENChKili
HimeuunHa; thapmakonei) - OHOBIeHUIA cepTudikar Bif yxe
Bnpo6HnuTBO 3aTBEPIXEHOr0 BUPOGHUKA, MOJAHHA OHOB/IEHOrO
"in bulk", cepTucpikaTy BignoBigHOCTI €Bponeiicbkiii hapmakonel
nepBuHHE Ta CEP 2008-036 - Rev 03 Bia BXe 3aTBEpPAXEHOr0
BTOPVHHE BupobHuka Heraeus Deutschland GmbH & Co. KG
nakyBaHHs, [ito4oi peyoBrHY fakapb6a3nH (3aTtBepaxeHo: CEP

MapKyBaHHA Ta
KOHTPO/b Ccepil:
OHkomepq
MeHblohekyepiH
ra.c., Uecbka
Pecnyb6nika;
Brpo6HMUTBO
"in bulk”,
nepBuHHe
nakyBaHHA Ta
KOHTPO/b Ccepil:
OHKoTek ®apma
MpoaakLuH
v6X,
HimeuunHa;
MapkyBaHHsA Ta

2008-036 - Rev 02 Heraeus Deutschland GmbH & Co.
KG; 3anponoHosaHo: CEP 2008-036 - Rev 03 Heraeus
Precious Metals GmbH & Co. KG). 3minu | Tvny - 3miHn
3 AkocTi. CepTudikar BignosigHocTi/lE-cepTudikar
BiANOBiAHOCTI EBponeiickbkilt hapmakonei/MoHorpadii.
MopaHHA HoBOro abo OHOBIEHOro cepTudiikaTa
BiANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns A®I; ans
BMXiAHOro matepiany/peareHTy/npomMiKHOro NPoAyKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI API; ans
[0MOMDKHOT peyoBUHU (CepTudikaT BiANOBIAHOCTI
€poneiicbkin thapmakonei) - OHoBNeHWn cepTudikat
Bif] y)Xe 3aTBEPAKEHOro BUPOGHMKA, NOJaHHSA
OHOBJIEHOrO cepTudpikaTy BignoBigHOCTI EBponeiickkiii
tapmakonei R1-CEP 2010-315 - Rev 02 Big Bxe
3aTBEpPAKEHOro BUpo6Hmka SUZHOU LIXIN
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
BTOPUHHE PHARMACEUTICAL CO., LTD. gito4oi pe4oBuHK
nakyBaHHs, nakapbasvH (3aTBepgkeHo: R1-CEP 2010-315 - Rev 01;
HaHeCeHHA 3anpornoHoBaHo: R1-CEP 2010-315 - Rev 02).
3aXMCHOI N/iBKN
(onuioHanbHo):
Meg-IKC-Tpecc
m6X,
HimeyunHa
61. | ABALLE TOHI rpaHynun ans MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | Ges UA/19310/01/01
OpasIbHOro PO34nNHY "PapmavueBT "GapmaueBTUYH TMny - 3MiHK 3 AKOCTI. FOTOBUIA NikapCbknii 3aci6. 3MiHN peyenma
no 600 mr/3ry n4yHa chipma a hipma Y BUPOOHULTBI (iHLi 3MiHW) - BHECEHHS 3MiH B PO34iN
cauwle, no 10 cawe B "fNapHuua” "OapHuus" 3.2.P.3.3. On1c B1Mpo6GHMYOro npoLecy Ta KOHTPOsI
nauuj npotiecy, a came: NpoLec nakyBaHHsA [0AATKOBO [0
3aTBEPKEHOTr0 paHille NpoLecy py4yHOro nakyBaHHs
[OMOBHEHO a/IbTEPHATVBHUM METOLOM BTOPVHHOIO
nakyBaHHs (naKkyBaslbHa NiHist).
62. | AE-HON® TabneTku, BKpUTI YEMIADPAP HimeuuunH AcTtennac HigepnaHamn BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu Il 6e3 UA/4355/01/01
nAiBKOBOIO M a dapma HOpon TMNy - 3MiHK 3 siKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHK peyenma
0600HKot0, Mo 120 ApuHaimiTT B.B., y BUPOBGHMLTBI. 3MiHM BUNPOGyBaHb abo AonycTuMmX
Mr; no 8 TabneTok y enb M6X MeX, BCTaHOBJ/IEHUX Y cneuuqikauisx, nig vyac
6nictepi; no 7 abo BMPOOHULITBA FOTOBOTO NiKapCbKoro 3acoby
14 6nictepiB y (po3LUMpEHHs 3aTBEPAKEHNX AOMYCTUMUX MEX ANS
KapTOHHIA KopoobLi MOKa3HUKIB, SKi MOXYTb MaTy iCTOTHWIA BINB Ha
3arasibHy SIKiCTb FOTOBOrO NiKapCbKoro 3acoby).
Po3wumpeHHa AonycTummx Mex 415 NOKasHWKIB
«CepegHa maca agpa Tabnetkn» Ta «CepegHsa maca
TabneTkn, BKPUTOI 0600HKOO» B NPOLLeci BUPOGHULITBA.
63. | AnBI3NA-M Tabnetkn, no 10 Mikpo Jlabc IHais Mikpo Jlabc IHais BHECEHHS 3MiH 40 peecTpaviiHnx MmaTepiasis: 3MiHn | 3a He UA/5130/01/01
Tabnetok y 6nictepi; NimiTen Nimiten TMny - 3MiHK Woao 6e3nekn/edpeKkTNBHOCTI Ta peuyenmom niosnsza
no 6 6nictepis B thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTuLli €
KapTOHHI KOpoOLyi NiKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLT
0719 MEeAUYHOI0 3aCTOCYBaHHS Ha NiAcTasi perynsapHo
OHOB/IOBAHOrO 3BiTY 3 6e3neKkun NikapcbKoro 3acoby, abo
JocnimhKeHb 3 6e3nekn 3acToCyBaHHs NikapCbKoro
3acoby B nicnsipeecTpaviliiHnii nepios, abo sk pesynbTar
OLIiHKM 3BITY 3 AOCAIKEHb, MPOBEAEHNX BifMNOBIAHO A0
nnaHy negiatpuuHux gochigpkers (PIP) (3miHy
Y3rO[)KEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM OPraHoM)
3MiHU BHECEHO [0 IHCTPYKLii 415 MegnyHOro
3aCTOCyBaHHS NiKapCbKoro 3acoby 4o po3ginis
"Ocob6nmBoCTi 3acTocyBaHHS" Ta "Mo6iuHi peakuii” woao
6e3nekn 3acTocyBaHHS [il040i pe4oBUHN MET(OPMIHY
rigpoxaopuga BignosigHo Ao pekomeHgauin PRAC.
64. | AUMICTA cnpeii HasaslbHUiA, Biatpic HimeuuunH BMPOGHMUK, HimeyunHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/14920/01/01
cycnensis, 137 Xerckea a BiZJNOBIAANbHWIA YropuwHa/ Tuny - 3MiHu 3 akocTi. CepTudiikart BignosigHOCTI/ME- peyenmom
MKr/50 MKT Ha [03Y; vM6X 3a BUNycCK cepil: IHAis cepTudpikaT BignoBigHOCTI €EBponenchkiii
no 6,4 r cycneHsii y MEZOA dapma thapmakonei/moHorpadii. NMogaHHs HoBoro abo
thnakoHi 06'emom 10 M6X eHg Ko. OHOB/IEHOTO cepTudikaTa BignoBigHOCTI ab0 BUTYYEHHS

MJ1; Mo 1 donakoHy B

K, HimevumnHa;

cepTuduikaTa BignoBigHOCTIi EBponechkiin dapmakonei:
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
KapTOHHIiA nauui; no BUPOGHMUK, ana A®l; onsa BuxigHoro
23 r cycneHsii 'y BiANoOBigaNbHNI marepiany/peareHTy/npomMiKHOro NMPOAYKTY, WO
dhnakoHi 06'eMom 25 3a BUNYCK cepil: BMKOPUCTOBYIOTLCA Y BUPOOHMLUTBI A®I; ANns AONOMIDKHOT
M; no 1 conakoHy B MaiinaH peyoBuHM (cepTudikat BigMNoBiAHOCTI EBpONeNchKiii
KapTOHHIM navu,i YropwmHa thapmakonei) - HoBuii cepTudpikat Big HOBOrO
KdpT./MaiinaH BUPOGHMKaA (3aMiHa abo [AONOBHEHHS).
YropwuHa /T4, MoaaHHA HoBOro cepTudiikaTa BifNOBIAHOCTI
YropuyHa; €poneiicbkint hapmakonei Ne R1-CEP 2011-363 - Rev
BMPOGHMUK, 01 ans Ajto4vol pevyoBUHN azenacTuHy rigpoxnopuay BiH
BiZJNOBIAANbHWIA HOBOrO asibTepHaTuBHOro Bupo6Hmka MSN Laboratories
3a BUPOGHNLTBO Private Limited, India.
Hepo3dhacoBaHo
T npoAykuji,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS:
Linnna Nimitep,
IHAisA; BUPOGHWK,
BiZJNOBIAANbHWIA
3a BTOPVHHE
nakyBaHHS:
®apm/lor
®apma JloricTik
M6X,
HimeyunHa
65. | AUNPOCMAH® | cycneHsia gns OpraHoH LLiBefiuapi Onsa amnyn: ®paHuis/ BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/9168/01/01
iH'ekuiit; no 1 mn B CeHTpan Ict a BUpO6HKK in Benbris TMny - 3MiHK 3 AkocTi. APL. CtabinbHicTb. 3MiHa nepioay peuenmom
amnyni; no 5 amnyn vM6X bulk, nepeuHHe NOBTOPHMX BMNpOGyBaHb/nepiogy 36epiraHHa abo ymMoB
B KapTOHHI kopo6Lyj; nakyBaHHs: 36epiraHHa A®I (3a BigCYTHOCTI Y 3aTBEPAKEHOMY AOCHE
nolmns CEHEKCI HSC, cepTudpikaTa BignoBiAHOCTI EBponeiickbkilt hapmakoner,
nonepeaHe0 dpaHuis; LLIO BK/1HOYA€E Nepios NOBTOPHOrO BMNPO6GyBaHHS) (nepios
HarnoBHEHOMY B1po6HMK 3a NOBTOPHOro BMNpobyBaHHA/Nepios 36epiraHHs) -
wnpuyi; no 1 NOBHWUM LMK/IOM: 36inbLueHHs abo BBeAEHHS nepiogy NOBTOPHOIO
LUNPULYY B KOMM/IEKTI OpraHoH Xeict BMNpobyBaHHA/nepiody 36epiraHHA Ha OCHOBI
31a6o?2 68, Benbris; pe3ynbTaTiB AOC/iHKEHb Y peasibHOMY Yaci - BBEA,EHHS
CTEPUIbHUMU Ana nepiogy NOBTOPHOroO BUNPO6YyBaHHA Ans Ad|
ronkamuv B nonepegHL0 BeTtameTasoHy Hatpito pocchat BupobHuuTea Curia
nnacTyKoBoMy HanoBHEHWX Spain S.U.A., Icnanist TpUBaunicTio 2 poKM Npu yMOBax
KOHTEliHepi B LINpuL,iB: 36epiraHHa 2 - 8° C y noAgiliH1X NonieTuIeHoBmX
KapTOHHI KopoobLyi Bunpo6Huk 3a naketax, L0 NoMileHi B NonieTnieHoBi 6bapabaHu.
MOBHUM LVIK/TOM:
CEHEKCI HSC,
PpaHuis;
B1po6HMK 3a
NOBHUM LIK/TOM:
OpraHoH XeWct
68, benbris
66. | ANUUMNKNOBEP NOpOLLOK TOB YkpaiHa IHooko Pemepi3 IHAis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3miHa - UA/10708/01/01
NHY (cy6eTaHuis) y «TNEAPAP NimiTeq 3asBHuKa J13 (MIBMN) (BnacHvKa peecTpauiiHoro
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
rAPOXMTOPUA | nakeTax NoaBiHMX M NTA» noceigyeHHs) (3rigHo Hakady MO3 Big 23.07.2015 Ne
nonieTuIeHoBrx ANs 460)
chapmaL,eBTU4YHOro
3aCTOCyBaHHs
67. | AOTAIPA®® PO34MH A5 iH'EKLA Baiiep Al HimeuumnH BMPOGHMLITBO ABcTpist BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a He UA/20343/01/01
0,5 mmons/mn, no 20 a Hepo3dgracoBaHO My - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peuenmom niosnsiz2a
MJ1Y CK/IAHOMY T npoAykuji, thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTui €
chnakoHi; no 10 nepBUHHE nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
dhnakoHiB y nakyBaHHsl, 0719 MEeAUYHOIO 3aCTOCYBaHHS Ha NiAcTasi perynsapHo
KapTOHHIW nayu,i KOHTPO/b AKOCTI, OHOB/IHOBAHOrO 3BITY 3 6e3Mnekn Nikapcbkoro 3acoby, abo
BMNYCK Cepil: [ocnimpKeHb 3 6e3Mekn 3acToCyBaHHS NiKapCbKoro
CaHoxemis 3acoby B nicnsipeecTpaviliHnii nepios, abo sk pesynbTar
PapmaLeBTnka OLiHKM 3BITY 3 AOC/IKEHb, MPOBEAEHNX BifMNOBIAHO A0
m6X, ABCTpis nnaHy negiatpuyHnx gocnigxers (PIP) (iHwi 3miHW)
BTOPWHHE 3MiHM BHECEHO [0 IHCTPYKUIT 415 MeANYHOro
nakyBaHHs: 3aCTOCyBaHHS Nikapcbkoro 3acoby A0 po3ginis
CaHoxemis "Oco6nMBOCTI 3aCTOCyBaHHA" Ta "3acTocyBaHHS Yy
dapmaLeBTUka nepiog, BaritTHOCTi abo rofyBaHHs rpyaar” BignosigHo
'M6X, ABCTpis [0 OHOBJEHOT iHhopMmaLii 3 6e3nekn 3acTocyBaHHA
nikapcbKoro 3acoby. BBeeHHS 3MiH NpoTArom 4-x
MicsILiB Nicns 3aTBepPAKEHHS.
68. | AYOOAPT Kancynu Teepgi no nakcoCmit Benvka KatasieHt HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiniHux matepianis: 3MiHu | 3a UA/13330/01/01
0,5 mr/0,4 wmr; no 30 KnsinH BpuTaHis [bxepmeHi TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHYBaHHS peyenmom
a6o no 90 kancyny Ekcnopt LopHaopd Ta/abo aapecy 3asiBHVKA (B/lacHMKa peecTpaviiiHoro
thnakoHi; no 1 Niviteq 6X noceigyeHHs). 3miHa agpecu 3asBHMKa (BNacHvka
donakoHy B peecTpauiiHoro NocBigYeHHs)
KapTOHHI KopooLi
69. | ENET TabneTkn, BKPUTI MicTpan AHrnis BUPOBHMK, Ipnangis/ BHECEHHS 3MiH 40 peecTpaviiHnx MmaTepiasis: 3MiHn | 3a UA/20523/01/01
nNiBKOBOO Kenitan BiANoOBiAaNbHNI VoppaHis My - 3MiHK 3 AKOCTi. A®Il. KoHTposib A®L. 3miHa y peuyenmom
060/10HKOt0 NO 20 MeHexmeH 3a mMeTofax BunpobysaHHs A®| abo BUXiAHOro
Mr, M0 2 TabneTkn y T NimiTepq, BUPOBHMLTBO, mMaTtepiany/MpomiKHOro NPoAyKTy/peareHTy, Wwo
6nictepi; no 1 nepBuHHe Ta BUKOPVCTOBYETLCA Y NpoLeci BUpobHMLTBa ADI
6nicTepy abo no 3 BTOPUHHE (He3HayHi 3MiHN Y 3aTBEPKEHNX MeToAax
6nictepwu, abo no 6 nakyBaHHs, BMNPOOYBaHHS)

6nicTepis B
KapTOHHiA KOpOGL

KOHTPO/b SIKOCTI
Ta BUNycK cepil:
LHaxens
Megikan
AHnimiTeq
KomnaHi,
IpnaHgis;
anbTepHaTVBHN
11 BUPOGHUK,
BiANoOBiAaNbHNI
3a KOHTPO/b
AKOCTI (pi3nko-
XiMiYHW Ta
MiKpOGionorivHm

n, He

HesHauHi 3MiHV A0 MeTOoAMKN BUNPOBYBaHHSA A/1A
BM3HAYEHHSA PO3MIpY YaCTOK METOLOM Na3epHoI
ondpaxuii gns A®l EnetpuntaH. MNponoHyeTbes
3amiHuTK npunag Mastersizer 2000 Ha HOBILLIWIA Npunag,
Mastersizer 3000 Big, TOro X camoro BUpo6HMKa.
3anponoHoBaHWii Npunag Mae gesiki nokpalleHi
MOX/IMBOCTI HaNlaLTyBaHHS MPOrpaMHoro Ta
anapaTHOro 3abesneyeHHs.
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

CTepubHUIA):
Komnnit
Na6opatopi
ContoLwmHc,
IpnaHgis;
anbTepHaTVBHU
1 BUPOBHUK,
BiANOBiAA/IbHNI
3a KOHTpO/b
AaKocTi (thisnko-
XIMIYHWT Ta
Mikpo6ionoriyHu
i, He
CTEPUIbHUIA):
Anmak
CalieHcec
(Ilpnangis) N7a.,
IpnaHgis;
anbTepHaTVBHN
1 BUPOOHUK,
BiANoBigaNbHNI
3a KOHTPO/b
aKocTi (chisuko-
XiMiYHWI
aHaNNiTUYHWA Ta
TecTyBaHHSA
cTabinbHOCTI)
npy BUMycKy
cepiii He ans
KpaiH €C:
LllaHens Nab,
MopaaHis

70.

ENET

TabneTku, BKPUTI
NiBKOBOO
060/10HKO0 M0 40 Mmr
no 2 Tabnetkn y
6nictepi; no 1
6nictepy a6o no 3
6nictepu, abo no 6
6nicTepis B
KapTOHHIA KopoobLi

Mictpan
Kenitan
MeHekmeH
T NimiTeq,

AHrnis

BUPOGHUK,
BiANOBiAabHNI
3a
BUPOGHMLTBO,
nepBrHHE Ta
BTOPWHHE
nakyBaHHsl,
KOHTPO/b AKOCTI
Ta BUMNyCK cepil:
LLlaHenb
Megikan
AHnimiTEq
Komnai,
Ipnangis;
anbTepHaTVBHA
1 BUPOGHUK,
BiANOBiAabHNI
3a KOHTPO/lb

IpnaHais/
WoppaHis

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
Tnny - 3MiHN 3 akocTi. A®Il. KoHTponb A®I. 3miHa y
MeTofax BMNpobyBaHHs A®| abo BUXiAHOro
mMartepiany/npomiKHOro NPoayKTy/peareHTy, LWo
BMKOPWCTOBYETbLCA Y NpoLieci BUpo6HuuTea AdI
(He3HauHi 3MiHN y 3aTBEpPKEHNX MeToAax
BMNPOBYBaHHS)

Hes3HauHi 3mMiHM 4O METOAMKN BUNPOOYBaHHA A5
BU3HAYEHHSA PO3Mipy YacTOK MEeTOLOM Na3epHol
ondbpaxkuii ans A®l EnetpuntaH. MNponoHyeTbes
3amiHnTn npunag Mastersizer 2000 Ha HOBILLIWIA Npunag,
Mastersizer 3000 Big, TOro X camoro BUpOGHMKa.
3anponoHoBaHuii Nnpunag, Mae feski nokpalleHi
MOX/IMBOCTI HaNalTyBaHHSA NPOrpaMHoro Ta
anapaTHoro 3abesneveHHs.

3a
peyenmom

UA/20523/01/02
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

AaKocTi (thisnko-
XIMIYHWT Ta
Mikpo6ionoriyHu
i, He
CTEPUIbHUIA):
Komnnit
Na6opatopi
ContoLmHc,
IpnaHgis;
anbTepHaTVBHN
1 BUPOOHUIK,
BiANoBiAaNbHNI
3a KOHTPO/b
aKocTi (chisuko-
XiMiYHWI Ta
MiKpOGioNorivHm
n, He
CTEPUIIBHUIA):
Anmak
CaiieHcec
(lpnaHgis) Nta,.,
Ipnangis;
aslbTEPHATVIBHA
1 BUPOGHUIK,
BiZJNOBIAANbHWIA
3a KOHTPO/b
AKoCTi (chizunko-
XiMiYHWiA
aHasTiTUYHWA Ta
TecTyBaHHS
cTabinbHOCTI)
npv BUMyCKy
cepiii He ans
KpaiH EC:
LllaHens Nab,
VopaaHis

71.

EHANANPUN-
H-34,0POB'S

Tabnetkn, 10 mr/25
mr, no 20 a6o no 30
Tabnetok y 6nictepi;
no 1 6nictepy B
KapTOHHIA KopoobLi

TOBAPUCT
BO 3
OBMEXEH
010
BIAMOBIJA
NBHICTIO
«KOPMOPA
LS
«3[J0POB'HA

»

YkpaiHa

ToBapucTso 3
0bMexeHot
BignoBiganbHiCT
10
"GapmaueBTUyH
a KoMnaHis
"3p0pos'a”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiinHux marepianis: 3MiHu |
TMny - 3MiHK 3 SKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHK
Yy BUPOGHULITBI. 3MiHa po3Mipy cepii (Bk/Itovaoun
[iana3oH po3Mipy cepii) roToBOro JlikapCbKoro 3acoby
(3meHLwWeHHs o 10 pasiB) BBeAEHHS A04aTKOBOrO
po3mipy cepii N3 gnsa ynakoskn Ne20 (20x1) uexy Mo -
17,159 tuc. yn. (75,500kr)
3aTBepkeHo:

Uex o
Po3wmip cepii cknagae:

40,000 Turc. yn. Ne 20 (20x1) y 6nictepax (176,000 kr)
26,667 Tuc. yn. Ne 30 (30x1) y 6nictepax (176,000 kr)
Llex N3
Po3mip cepii cknagae:

3a
peyerimom

UA/1351/01/01
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

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

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

3anponoHoBaHo:
Lex Mo
Po3mip cepii cknapae:

Ne 20 (20x1) y 6nictepax:
40,000 Tuc. yn. (176,000 kr)
17,159 tuc. yn. (75,500kr)
Ne 30 (30x1) y 6nicTepax:
26,667 Tuc. yn. (176,000 kr)
Liex I3
Po3wmip cepii cknagae:

Ne 20 (20x1) y 6nicTepax:
40,000 Tuc. yn. (176,000 kr)
52,500 Tumc. yn. (231,000 kr)
Ne 30 (30x1) y 6nicTepax:
26,667 Tnc. yn. (176,000 kr)
35,000 Tmc. yn. (231,000 kr)

72,

EHTEPO®YPU
ne

Kancynu TBepgi no
200 mr, no 8 kancyn
y 6nictepi, no 1 abo
2 6nictepu B
KapTOHHIlA KOpooLi

BocHanek
A.4.

BocHis i
lepuerosun
Ha

BocHanek a.4.

BocHis i
l'epuerosuH
a

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TMny - 3MiHK 3 AKOCTi. APl. BUpobHMLUTBO. 3MiHV B
npoueci BupobHuuTea AP (iHwi 3MiHK) NO4aHHA HOBOI
pepakuii ASMF (O-NR-E-2209-s0022-EU) gns Adl
Hidpypokcasng Big BupobHuka MOEHS IBERICA S.L.
Icnanis. (B po3gin 3.2.S.3.2. lomiwku gogaHo tTabnumuto
1040 NPOodifto AOMILLOK TPbOX NOCAIAOBHMUX cepiii ADI;
3a3HauveHHs iHhopmMal,ii WoA0 MyTareHHUX AOMILLOK;
3a3HayeHHs iHhopmauii LWoA0 AOMILLOK BUXiZHOIO
marepiany Furfural; 3mMiHeHO KpuTepii NPUAHATHOCTI Ans
BMicTy 5-nitro-2-furfuraldehyde 3 max. 45 ppm go max.
40.9 ppm 3i 3MiHaMK y BifNoBigHMX po3ainax
peecTpauiiiHoro Aocbe). - 3MiHu | TUNY - 3MiHU 3 SKOCTI.
A®I. KoHTponib ADI (iHLWi 3MiHM) BHECEHHS 3MiH Y
Cneuudikauito/ MeTtoguky BunpobysaHHs AdI
Hidhypokcasmng 3a nokasHukom "Specific absorbance”.
(3arBepmxeHo: Specific absorbance: 940 to 1000 at the
absorption maximum at 367 nm; 3anponoHoBaHo:
Specific absorbance: 940 to 1000 at the absorption
maximum at 364 + 2 nm). - 3MiHu | TUNY - 3MiHK 3
akocTi. A®l. BupobHuLTBO. 3MiHM B MpoLeci
BMPOG6HMLTBA AD| (He3HAYHA 3MiHA Y 3aKpUTIli YaCTuHI
macTep-gaiina Ha A®l) nogaHHA HOBOI pepakuii ASMF
(Restricted part ref C-NR-E-2105-s0013-EU gnsa Al
Hidpypokcasug Big BupobHnka MOEHS IBERICA S.L.
IcnaHis. (3a3HayveHHs iHdopMaLiT LWLoA0 MyTareHHUX
Jomiwwok. B po3ain 3.2.S5.3.2. [lomiwku gogaHo AHanis
PU3MKIB LLIOAO BMICTY MyTareHHUX AOMILLIOK). - 3MiHu Il

3a
peyenmom

UA/1991/01/02




47

n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

TMny - 3MiHK 3 aKkocTi. A®l. BUpo6HULTBO. 3MiHK B
npoueci BupobHuuTea A®| (iHWwi 3MiHM) NofaHHSA HOBOT
pepakuii ASMF: BigkpuTtoi yactuHu - O-NR-E-2008-
s0007-EU Ta 3akputoi yactnHn C-NR-E-2006-s0006-EU
A®| Hicpypokcasng, Big BupobHuka MOEHS IBERICA
S.L. IcnaHis. (BHeceHHs 3MiH A0 cneuudikauii Ta
MeTOAiB KOHTposto A®I 3a nokasHuKoM "KisibkicHe
BM3HAYEHHA": 3a3HaYaETbCA BUKOPUCTaHHA BUCYLLUEHOT
cy6CTaHLUii B MeToauLj BUNPOGYBaHHS; 3MiHU B
npo6oniAroToBLi CTaHAAPTHOIrO PO34MHY; BHECEHHS 3MiH
[0 NepeBipky NpuaaTHOCTI XpoMaTorpadiyHoi cnucTemu).

73.

EHTEPO®YPU
ne

Kancynu TBepai no
100 mr no 10 kancyn
y 6nicTepi, no 3
6nictepu B
KapTOHHI Kopobui

BocHanek
a.a.

BocHis i
lepuerosu
Ha

BocHanek a.4.

BocHis i
lepuerosuH
a

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TMny - 3MiHK 3 akocTi. A®l. BUpobHMLTBO. 3MiHM B
npoueci BupobHuuTea A®| (iHWi 3MiHM) NofaHHSA HOBOT
pepakuii ASMF (O-NR-E-2209-s0022-EU) ana A®I
Hidhypokcasung sig BupobHrka MOEHS IBERICA S.L.
Icnanis. (B po3gin 3.2.S.3.2. lomMiwku gogaHo Tabnmuto
L1040 NPogiNto AOMILLOK TPbOX NOCAIAOBHMUX cepiii AdI;
3a3HavYeHHs iHopmMauii Woa0 MyTareHHUX AOMILLOK;
3a3HaveHHs iHdhopMauii LWoA0 AOMILLOK BUXiZHOIO
matepiany Furfural; 3MiHeHO KpuTepii NPUAHATHOCTI Ans
BMicTy 5-nitro-2-furfuraldehyde 3 max. 45 ppm o max.
40.9 ppm 3i 3MiHaMK y BifMoOBIgHMX po3dinax
peecTpauiiiHoro Aockbe). - 3MiHu | TUNY - 3MiHU 3 SIKOCTI.
A®I. KoHTponb A®I (iHLWi 3MiHN) BHECEHHS 3MiH Y
Cneuudikauito/ MeTtoauky BunpobysaHHs AdI
Hicpypokcasng 3a nokasHukom "Specific absorbance”.
(3atBeppxeHo: Specific absorbance: 940 to 1000 at the
absorption maximum at 367 nm; 3anponoHoBaHo:
Specific absorbance: 940 to 1000 at the absorption
maximum at 364 + 2 nm). - 3MiHu | TUNY - 3MiHN 3
akocTi. A®l. BUpo6bHMUTBO. 3MiHM B npoLeci
BMPOGHMLTBA AD| (HE3HAYHA 3MiHA Y 3aKPUTIlA YaCTUHI
macTep-aiina Ha APl) nogaHHa HOBOI pegakuii ASMF
(Restricted part ref C-NR-E-2105-s0013-EU gns A®l
Hidpypokcasng Big BupobHuka MOEHS IBERICA S.L.
Icnanis. (3asHaveHHs iHopmaLii Woao MyTareHHNX
Jomiwwok. B po3ain 3.2.5.3.2. lomiwku gogaHo AHari3
PU3MKIB LLIOAO0 BMICTY MyTareHHUX AOMILLOK). - 3MiHu ]
TMny - 3MiHK 3 akocTi. A®l. BUpobHMLTBO. 3MiHM B
npoueci BupobHuuTea A®I (iHWwi 3MiHM) NofaHHSA HOBOT
pegakuii ASMF: BigkpuTtoi yactuHu - O-NR-E-2008-
s0007-EU Ta 3akputoi yactnHn C-NR-E-2006-s0006-EU
A®| Hicpypokcasug, Big BupobHuka MOEHS IBERICA
S.L. IcnaHis. (BHeceHHs 3MiH A0 cneuudikauii Ta
MeTOAiB KOHTposto A®I 3a nokasHuKoM "KisibkicHe
BU3HAUYEHHA": 3a3Ha4YaETbCA BUKOPUCTAHHSA BUCYLLEHOT
cybcTaHUil B meToamui BUNpobyBaHHS; 3MiHU B
npo6oniAroToBLji CTaHAAPTHOIrO PO34MHY; BHECEHHS 3MiH
[0 NepeBipky NpuaaTHOCTI XpoMaTorpadiyHoi cucTemu).

3a
peyenmom

UA/1991/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
74. | EPONON® pO34uH Ans KHBMIM YkpaiHa TOB "Cnasist YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 He UA/18204/01/01
30BHILUHLOTO "ICHA" 2000" YTOYHEHHS CTaTyCy peksiaMyBaHHs B Hakasi MO3 peyenma nionsiea
3acTocyBaHHs, 0,1 Ykpainm Ne 171 Big 28.01.2025 B npoveci €
mr/mn, no 20 mn Ta nepepeecTpadii. Pegakuis B Hakasi - nignarae. BipHa
no 50 mny pejakuisi - He nignsarae.
hnakoHax
nonimepHux 3
ypeTpasibHO0
Hacagkoto; no 1
doakoHy B navui
75. | ECNIKON BEBI | kpanni opasbHi No €Bpo IHgjis IHpoKo Pemegic IHAis BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasnis: 3MiHu | 6e3 nionsea | UA/12949/01/01
30 mn y donakoHi; no Naiidokep NimiTen TUNy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKMii 3aci6. peyenma €
1 donakoHy y Mpan.iT CucTema KoHTelHep/3akynoptoBasibHUIA 3aci6. 3miHa
KapTOHHIA Kopoo6Li Nimiteq pO3Mipy ynakoBK/ rOTOBOrO JlikapCbKoro 3acoby
pasom 3 MipHOK (BUNyYEHHA YNakoBKU MEBHOr0 po3Mipy) - BuniyyeHHs
nineTko B yNakoBKW fikapcbKoro 3acoby 15m y 3BA3Ky 3
iHOVBIOYyaNbHiIi MapKeTVHIOBOI MOMITVKOI KOMNaHil. 3anviaeTbcs
ynakoBLi ynakoBka 30M1. 3MiHM BHECEHO B po3fin "Ynakoska" B
IHCTPYKLiI0 415 MeANYHOro 3aCTOCyBaHHS NiKapCbKoro
3aco0y y 3B'A3Ky 3 BUIyYEHHSIM NEBHOIO PO3Mipy
YyNaKkoBKM Ta SK HACNIAOK - BUTYYEHHS TEKCTY
MapKyBaHHS BifMOBiAHOI yNakoBKM NikapCbKoro 3acoby.
BBefeHHS 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEpPXKEHHS. 3MiHY | TUny - 3MiHW Woa0
6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsagy (iHLwi 3miHn)
3MiHM BHECEHO Y TEKCT MapKyBaHHS NepBUHHOI (M. 5, 6)
Ta BTOPUHHOT (N. 11, 17) ynakoBKu NikapcbKoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nmicns
3aTBEPAKEHHS
76. | €EBPO3VANM NopoLUOK ANs €8Bpo Benvka EliCiEc [o6cap ITania BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a He UA/14073/01/01
iH'ekuinno1,0r, 1 Nalidokep BpuTaHis C.M.A. TMny - 3MiHKU Wo[0 6e3nekn/edeKkTUBHOCTI Ta peyernmom niosnsea
a6o 10 dhnakoHis 3 nrtp thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTuli €
NOPOLLKOM Y niKapcbKoro 3acoby, TeKCTI MapKyBaHHS Ta iIHCTPYKLT
KapTOHHI KopoobLi [O/19 MeAUYHOro 3acToCyBaHHS Ha NiAcTasi perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku NikapcbKoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKoro
3acoby B nicnsipeecTpauiiiHnii nepiod, abo sik pesynbTar
OL|iHKM 3BITY 3 JOC/iMKeHb, MPoBeAEeHNX BiANOBIAHO A0
nnaHy negiatpuyHux gocnimkers (PIP) (3miHy
Y3rO[PKEHO 3 KOMNETEHTHUM YNOBHOBAXXEHUM OPraHom).
3MiHV BHECEHO [0 iHCTPYKUIT 415 MeauyHOro
3acTocyBaHHA NikapcbKoro 3acoby [0 po3ainis
"Oco6nmBocTi 3acTocyBaHHS" Ta "MobiuHi peaxuii”
BiANOBIAHO A0 pekomeHAaLin PRAC. TepMiH BBEAEHHS
3MiH - NPOTAroM 6 MicsILiB NiCNs 3aTBEPYKEHHS.
77. | 30BIPAKC Kpem 5%;no2ry XaneoH HOK Benvka "nakco Benvka BHECEHHS 3MiH 40 peecTpaviiHnx MmaTtepiasiB: 3MiHn | 6e3 UA/8629/01/01
Ty6i; no 1 Ty6i y TpeigiHr BpuTaHis OnepeiiwHc HOK BpuTaHis TMny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenma
KapTOHHiA KOpOGL Nimiten Nimiten thapmakoHarnsgy. BeegeHHs abo 3miHn Ao

y3araJisHeHUX AaHuX Npo cUCTeMy dpapMakoHarnsay
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PeecmpayjiliHa npoyedypa

Ymosu

Peknam

Howmep
peecmpayiliHo2o

Hasga
n/n

JliKapcbKo20

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

3asiBHUKa

KpaiHa

Bupo6HUK

Kpaina
BUPOGHUKa

(BBEAEHHS y3arasibHEHMX AaHUX NPO cUcTeMy

Bionycky

yBaHHs

nocsio4YeHHs1

3acoby

nakco

Benvka

hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
BiANOBIAa/IbHOI 3a 34iliCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3assHvKa Ans
3[jiCHEeHHs dhapmakoHarnagy B YKpaiHi, AKLL0 BOHa
BiIMiHHa Bif, yNOBHOBaXeHOI 0CO6W, BiANOBIAA/ILHOI 32
3pjiicHeHHst hapmakoHarnagy (BKIYarUy KOHTaKTHi
OaHi) Ta/abo 3MiHM Y po3MilLeHHi MacTep-ghaiina
cuctemn dhapmMakoHarnsgy). 3MiHa yrnoBHOBaXKeHO|
0cobu 3asBHWKa, BiANOBIAaIbHOI 3a thapMakoHarnsg,
[itoua pegakuis: John Poustie. NponoHoBaHa peaakuis:
Sarah Weetch. 3MiHa KOHTaKTHUX JaHWX YNOBHOBaXEHOT
0Cco6U 3asBHVIKa, BifNoBiAabHOI 3a thapmakoHarnsag,.
3MiHa KOHTaKTHOT 0CO6U 3asBHUKA, BifnoBigasibHOI 3a
hapmakoHarnsag B YkpaiHi. [itova pegakuis: Kupunisa
[anunna MeopriieHa / Galyna Kyryliva. MNponoHosaHa
pepakuisi: Mopinvk Aptem Bonogvmuposuy / Artem
Horilyk. 3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0Co6M
3asBHMKA, BiANOBIAaNbHOI 3a hapmakoHarnsag B YkpaiHi
BHECEHHS 3MiH A0 peecTpaLiiiHux matepianis: 3MiHu |

6e3
peyenma

UA/14784/01/01

30BIPAKC
N}

78.

Kpem; no 2 r kpemy y
Ty6i; no 1 1y6i y
KapTOHHI Kopobui

XaneoH tOK

TpeigiHr
Nimiten

Benuka
BpuTaHis

OnepeiiwHe HOK
Niviteq

BpuTaHis

My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3amiHn go
y3ara/ibHeHUX JaHunxX npo cuctemy dpapmakoHarnsagy
(BBEAEHHS y3araslbHEHMX AaHUX NPO cUcTemMy
hapMakoHarniagy, 3mMiHa ynoBHOBaXXEHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iicCHEHH:A hapmakoHarnsagy;
KOHTaKTHOI 0c06M 3 thapMakoHarnagy 3asBHuKa Ans

3[jiicHeHHs hapmakoHarnsgy B YkpaiHi, AKLWO BOHA
BiAMiHHa Bif, yNOBHOB&XeEHOI 0C06M, BiANOBIAA/IbHOI 32
3[iiCHEeHHs1 hapMakoHarsay (BK/UYaUM KOHTaKTHI
LaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-thaina
cuctemn hapmakoHarnsgy) 3miHa ynoBHOBaXKeHOT
0cobu 3as1BHMKA, BIANOBIAA/ILHOT 38 hapmakoHarnsg.
[itoua pepakuis: John Poustie. NponoHoBaHa peAakuis:
Sarah Weetch. 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI
ocobu 3asBHUKa, BiANOBIAa/ILHOT 3a (hapmakoHarnsa.
3MiHa KOHTaKTHOT 0CO6U 3asBHMKA, BifNOBIAaIbHOI 3a
thapmakoHarnsg, B Ykpaii.
Litova pepakuin: Kupunisa MNanuxa leopriisHa / Galyna
Kyryliva. MNponoHoBaHa pegakuis: Fopinvk Aptem
Bonogmmunposwuy / Artem Horilyk. 3miHa KOHTaKTHMX
[aHNX KOHTaKTHOT 0cobu 3asiBHMKA, BiANOBIAA/IbHOT 38
hapmakoHarnag B YkpaiHi.
BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |

3a

UA/6817/01/01

79. | 130COon

pO34MH ANA iHdy3ii
no 100 mn, a6o 200
mn, abo 250 mn, abo
400 mn, a6o 500 mn
Y KOHTelHepi (KoxeH

KOHTeHep

[JouipHe

nignpuemcTs

0

"®bapmatpeii
o

YkpaiHa

[ouipHe
nignpUeMCcTBO
"®bapmaTpeng”

Ykpaina

TMny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHN)
3MiHV BHeceHo Y . 6. IHLE TekcTy mapkyBaHHS

peyenmom

nepsuHHOI Ta n. 17. IHLWE BTOPUHHOI YNaKoBKu

NiKapcbKoro 3acoby y 3B'A3Ky 3 BUJIYYEHHSIM iHdhopmaLii
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
[0[aTKOBO npo po3po6HMKa i ANCTPME'IoTopa, a Takox pasu “iHwa
yMakoBYOTb Y M/IiBKY TexHiuHa iHhopmauis”. BBegeHHs 3MiH MpoTsroM 6-Tu
nonimMepHy); no 1 MiCAILiB Nicns 3aTBepPKEHHS.
KOHTelHepy B
KapPTOHHI KOpooOLii
80. | IMATUHIB Kancynu Teepai, no AT NatBia AT "T'piHgekc" Nartsis BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/14082/01/01
rPIHAEKC 100 mr no 10 kancyn "I'piHAekc" TMny - 3MiHKN WoA0 6e3nekn/edekTMBHOCTI Ta peyernmom
y 6nicTepi; no 6 abo thapmakoHarnsgy. BeegeHHs abo 3miHv o
12 6nicTepiB y nauui y3araslbHeHUX faHux Npo cuctemy dpapmakoHarnsgy
3 KapTOHY (BBEAEHHSA Y3araslbHEHUX JaHWX NP0 cUcTemy
hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3assBHvKa 4ns
3[jiCHEeHHs hapmakoHarnsgy B YKpaiHi, AKLLo BoHa
BiAMiHHA Bif, YNOBHOBaXKEHOI 0Cco6w, BignoBigabHOI 3a
3AificHeHHs thbapmakoHarnsagy (BKIHUaUy KOHTaKTHi
OaHi) Ta/abo 3MiHM Y po3MmilLeHHi MacTep-ghaiina
cuctemn chapmakoHarnsgy) 3MiHa KOHTakTHOI 0cobu
YNOBHOBaXXEHOI 0COOU 3asBHWKA, BifnoBigaibHOI 3a
thapmakoHarnag B YkpaiHi. [iloua pefakuis: EkimoBa
IpuHa BitaniiBHa. MNponoHoBaHa peakuis: MapTUHUyk
Oner Bonognmnposuy.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0cobm
YNOBHOB&XEHOI 0CO6U 3aBHMKA, BifNoBigabHOI 3a
hapmakoHarnag B YKpaiHi.
81. | IMET® TabneTku, BKpUTI BEP/IH- HimeuuunH Brpo6HWK, LWo HimeyunHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 UA/4029/01/01
nNiBKOBOIO XEMI Al a BUKOHYE TMNy - AAMIHICTPaTUBHI 3MiHW. BunyyeHHss BUPOGHMYOT peyenma
060n0HkKot0, No 400 BMPOGHMLITBO AinbHUUI (BKAOYaoum AinbHuui Ana A®l, npoMixHoro
Mr; no 10 TabneTok npenapary "in npoaykTy abo roToBOro /ikapcbKoro 3acoby, AiNbHUL
y 6nictepi; no 1 abo bulk" Ta 0151 NpOBefieHHA NakyBaHHS, BUPOOHMKa,
no 2, abo no 3 KOHTpO/b cepii: BiANOBiAa1bHOrO 3a BMMNYCK Cepiii, MiCLie NpoOBEAEHHS
6nictepu y BEPNIH-XEMI KOHTPO/O cepii) abo nocTavanbHyKa BUXIAHOTO

KapTOHHIlA KopooLi

Al', HimeuyunHa

Brpo6HWK, LWo
BMKOHYE
BMPOGHMLITBO
npenapary "in
bulk",
nakyBaHHs Ta
KOHTPO/b Cepil:
MeHapiHi-®oH
XengeH M'véX,
HimeyunHa

Brpo6HuK, Lwo
BUKOHY€E
nakyBaHHsl,
KOHTPO/b Ta

mMartepiany, peareHTy abo AONOMDKHOT PEYOBUHU (SIKLLLO
3a3HAYeHO Y A0CLE) BUYUYEHHS BUPOOHUYOT AifbHUL,
LLIO BUKOHYE (DYHKLiT BUpOBGHMLTBO Npenaparty «in bulk»,
nakyBaHHs Ta KOHTPONb cepii AaBaHc Papma
'm6X/Advance Pharma GmbH (BaneHpogep wrpace 8-
14, 13435 bepniH, HimeuunHa/Wallenroder Strasse 8-14,
13435 Berlin, Germany). 3miHu | Tuny - 3MiHW 3 AKOCTI.
oTOBMIA NiKapcbkunii 3aci6. 3MiHW Y BUPOOHULTBI. 3MiHK
BUNpobyBaHb abo JONYCTUMUNX MEX, BCTAHOB/IEHUX Y
cneundikavisx, nig yac BUPO6HMLTBA FOTOBOTO
nikapcbkoro 3acoby (iHLi 3MiHK) - 3MiHa J4OMYCTUMUX
MeX creundikauii Ana nokasHuka «BucoTa (gapa
TabneTkn)» nig yac BUPOOHULITBA FOTOBOIO NiKapCbKOro
3aco6y 3 (6.0 + 0.2) o (6.0 + 0.3) mm. 3miHn | TRy -
3MiHu 3 aKocTi. A®Il. KoHTponb A®I. 3MiHa y meTogax
BUNpobysaHHsA APl abo BMXiAHOMO
mMarepiany/npomiKHOr0 NPOAYKTy/peareHTy, Wwo
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
BUNYCK cepil: BMKOPWCTOBYETLCA Y NpoLieci BupobHuuTea AP (iHLi
BEP/IIH-XEMI 3MiHM Y MeTogax BUNpobyBaHHA (BK/OYaouM 3amiHy
Al', HimeuunHa a60 gonoBHEHHS)) A®I abo BUXIAHOrO/MPOMIXHOIO
NpoAyKTY) - 3amiHa MeToAy BUNPOGYBaHHA AN
BU3HAYEHHS PO3Mipy YacTOK Ail040i peYOBUHU
ibynpodpeHy MeToA0M naszepHoi Audppakuii ceitna
(Ph.Eur. 2.9.31) ans Bupo6Hmuka BASF CORPORATION
Ha MeTof, afanToBaHWi A0 TEXHIYHMX YMOB BinbLu
CyYacHWX NasepHuX AngpakLiinHMx aHanisaTopis
po3Mipy YacTok. 3MiHun | Tuny - 3MiHK 3 AKOCTi. ADI.
KoHTponb A®I. 3miHa y meTogax BunpobyBaHHs AdI
a60o BuxigHoro marepiasy/npomMixHoro
npoayKTy/peareHTy, WO BUKOPUCTOBYETLCSA Y NPOLIEC
BMPOGHMLUTBA ADI (iHLWIi 3MiHM Y MeToAax BUNPOGYyBaHHS
(BKNtOYatouM 3aMiHy abo fonoBHeHHs) APl abo
BUWXiHOro/NPOMXHOro NPoAyKTy) 3amiHa meToay
BUNPOOYBaHHSA A/19 BU3HAUYEHHS PO3MIpY YacTOK Aitouoi
peYoBMHY iIBYNpocheHy MeToA0M flaszepHoi andpakyii
ceitna (Ph.Eur. 2.9.31) gns supobHuka SHANDONG
XINHUA PHARMACEUTICAL CO., LTD Ha meTog,
afanToBaHWi [0 TEXHIYHUX YMOB GiflbLL Cy4acHNX
NasepHux AndpakuUiiHMX aHani3aTopiB po3Mipy 4acTok.

82. | IM®PIH3I KOHLeHTpaT Ans ACTPA3EH Benvka BMPOGHMLITBO LLiBeuis/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a He UA/18578/01/01
pO34uHy aons EKA HOK BpuTaHis nikapcbKoro cuwA/ My - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peuenmom niosnsiz2a
iHcpy3ii, 50 mr/mn; 1 Nimiteq 3acoby, Himeuunna/ thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTui €
chnakoH (120 mr/2,4 BTOPUHHE CLIA nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
M) 3 Npobkoto Ta nakyBaHHsl, 0719 MEeAUYHOIO 3aCTOCYBaHHS Ha NiAcTasi perynsapHo
koBnaukom «flip-off» BMNPOGYBaHHA OHOB/IHOBAHOrO 3BITY 3 6e3Mnekn Nikapcbkoro 3acoby, abo
Y KapTOHHIli kopobLi KOHTPO/0 [ocnimpKeHb 3 6e3Mekn 3acToCyBaHHS NiKapCbKoro
a6o 1 dnakoH (500 AKOCTI, BUNYCK 3acoby B nicnspeecTpaviliHuii nepios, abo sk pesynbTar
mr/10 mn) 3 cepii OLiHKM 3BITY 3 AOC/IKEHb, MPOBEAEHNX BifMNOBIAHO A0
npo6koto Ta nikapcbKoro nnaHy negiatpuyHux gocnimkeHs (PIP) (3miHy
koBnaykom «flip-off» 3acoby: Y3rOXEHO 3 KOMNETEHTHUM YNOBHOBAXXEHVIM OPraHom).

Y KapTOHHIl kopoobLi AcTpa3eHeka 3MiHU BHECEHO [0 IHCTPYKLii 415 MegnyHoro
AB, LBeujs; 3acTocyBaHHS NiKapCcbKoro 3acoby Ao po3ainy
BMPOBHULITBO "Oco611BOCTI 3acTOCyBaHHA" BiANOBIAHO [0 AAHUX 3
NikapcbKoro 6e3nekun nikapcbkoro 3acoby. BeeAeHHS 3MiH NPOTArom

3acoby, 6-TV MicALIB NicNsA 3aTBEPKEHHS
BTOPWHHE
nakyBaHHS:
KataneHt
IHgiana, N1C,
CLUA;
BMPOGHMLITBO
nikapcbKoro
3acoby,
KOHTPO/b SIKOCTI
(TiNnbkM

CTEePW/IbHICTb i
€HAO0TOKCUHN):
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

BetTep ®apma-
®epTuryH Mi6X
Ta Ko. KT,
HimeuuunHa;
BTOPWHHE
nakyBaHHS:
AcTpa3eHeka
AB, LBeuis;
KOHTPO/b SIKOCTI
(3a BUHATKOM
CTEpPUIbHOCTI i
€HOO0TOKCUHY):
AcTpa3eHeka
$apmacboTukan
c /if, CWA

83.

IHAITA

TabneTkn, BKPUTI
N1iBKOBOIO
060/10HKO0, MO 1 Mr;
no 14 TabneTtok y
6nicTepi; no 2 abo
no 4 6nictepu B
KapTOHHI Kopobui

Mdpaiizep
Eiu.Ci.Mi.
Kopnopeiiw
H

CLIA

BVMPOGHMLTBO,
BTOPUHHE Ta
nepBUHHE
nakyBaHHs,
TecTyBaHHS npu
BUNYCKyY cepii,
TecTyBaHHS npu
LOCNiMKEHHI
cTabinbHoCTI,
BMNYCK Cepil:
Mdpaiizep
MeHtohekuypuH
r Jovunexg,
M6X,
HimeuunHa
TecTyBaHHS npu
LOCNiMKEHHI
cTabinbHOCTI:
KBiHTa-
AHanitnka
C.p.o., Yexis

Himeuuunna/
Yexisi

BHECEHHS 3MiH [0 peecTpauiitHux matepiasnis: 3MiHu ||
TMny - 3MiHK Woao 6e3nekn/edpeKkTNBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpPOTKili xapakTepucTuLi
NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
ANA MeAUYHOro 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMM
LaHUMU 3 SAKOCTI, AOKNIHIYHUMMN, KNIHIYHUMW faHUMK Ta
AaHvMu 3 hapmakoHarnsgy - 3MiHM BHECEHO A0
IHCTPYKUIiT 415 MEJMYHOrO 3aCTOCYBaHHS NikapCbkoro
3acoby y posgin "[Aitn" BignosigHo A0 maTtepianis
peecTpavuiiiHoro Aocbe. BBeAeHHs 3MiH NpoTArom 9-tu
MiCALIB MiCN1A 3aTBEPIKEHHS.

3a
peyerimom

He
niosnsiea
€

UA/14080/01/01

84.

IHAITA

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO0, N0 5 Mr;
no 14 TabneTtok y
6nicTepi; no 2 abo
no 4 6nictepu B
KapTOHHI KopoobLi

Mdpaiizep
Eity.Ci.Mi.
Kopnopeiiw
H

CLIA

BMPOGHMLTBO,
BTOPVHHE Ta
nepBuHHE
nakyBaHHs,
TecTyBaHHS npu
BUNYCKY cepii,
TecTyBaHHs npu
[OCNIMKEHHI
cTabinbHoCTI,
BMNYCK Cepil:
Mdpaiizep
MeHiohekuypuH
r floynexg

Himeuunna/
Uexis

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasnis: 3MiHu ||
TMny - 3MiHK Woao 6e3nekn/edhekTNBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpPOTKili xapakTepucTuLi
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
ANA MeAUYHOro 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
LaHUMU 3 SKOCTI, AOKNIHIYHUMMN, KNIHIYHUMW faHUMK Ta
AaHvMu 3 hapmakoHarnsgy - 3MiHM BHECEHO A0
IHCTPYKUIT 415 MEeJMYHOro 3aCTOCYBaHHS NikapCbKoro
3acoby y posgin "[Aitn" BignosigHo Ao maTtepianis
peecTpavuiiniHoro Aocbe. BBeAeHHs 3MiH NpoTArom 9-tu
MiCAILiB NicNs 3aTBEPIKEHHS.

3a
peyerimom

He
nionsiea
€

UA/14080/01/02
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
m6X,
HimeuuunHa;
TecTyBaHHS npy
LOCNIMKEHHI
CTabiNbHOCTI:
KBiHTa-
Ananituka
C.p.o., Yexis
85. | IHNITA TabneTku, BKPUTI Mdpaiizep CWA BUPOGHMLTBO, HimeyuuunHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a He UA/14080/01/02
NiBKOBOO Eiy.Ci.Mi. BTOPUHHE Ta Yexis UMy - AAMIHICTPaTMBHI 3MiHW. 3MiHA HaliMeHyBaHHs peyenmom nionsiea
o060noHkoto, no 5 mr; | Kopnopeiiw nepBUHHE Ta/abo agpecy MicLs NPOBaXEHHS AiS/IbHOCTI €
no 14 tabneTtok y H nakyBaHHs, BMpOBHUKa/iMNopTepa roToBOro JlikapcbKoro 3acooy,
6nicTepi; no 2 abo TecTyBaHHS npu BK/IIOYAIOUM AiNbHULI BUNYCKY cepii abo micue
no 4 6nictepu y BUWMYCKy Cepii, NPOBEAEHHS KOHTPOJIO SKOCTI. (ZisIbHICTb, 3a Ky
KapTOHHIlA KOpooLi TeCTyBaHHs npu BignoBigae BUPOGHUK/iMNOPTEp, BKIOYAOUM BUNYCK
[OCNigpKEeHHI cepiii) - AgMiHiCTpaTuBHa 3MiHa y 3BA3KY 3i 3MIHOKO
CTabiNbHOCTI, agpecy BUpo6Huka. Micue BMpo6HULITBa, MicLe
BUMYyCK cepii: po3TallyBaHHA Ta BUPOGHNUMIA NPOLLEC HE 3MIHIOITHCS.
Mdpainzep 3MiHN BHECEHO B IHCTPYKLiIO 415 MeANyYHOro
MeHtodek4ypuH 3acToCyBaHHS NikapcbKoro 3acoby y po3gin
r JoinuneHg, «Micue3HaxopKeHHs1 BUPOGHMKa Ta afpeca Micus
v6X, NPOBaKEHHS NOro AisNIbHOCTI» 3 BIANOBIAHMMY 3MiHAMM
HimeyuunHa; y TEKCTi MapKyBaHHS yNaKkoBKM NiKapCbKoro 3acoby.
BBefeHHs 3MiH NpoTArom 12-tm micsAuis nicns
TECTYyBaHHA Nnpu 3aTBepMKEHHS. 3MiHK | Tuny - 3MiHn Wwogo
[OCNigpKeHHI 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHn)
cTabinbHOCTI: 3MiHM BHECEHI B TEKCT MapKyBaHHsS1 NEPBUHHOI YNakoBKM
KBiHTa- nikapcbkoro 3acoby y n. 1. «HA3BA NIKAPCbHKOIo
AHanituka 3ACOBY», n. 3. «<HOMEP CEPIi IKAPCbKOIO
c.p.o., Yexis 3ACOBY», n. 4. «AATA 3AKIHYEHHA TEPMIHY
MPUOATHOCTI» Ta BTOPMHHOT ynakosku y n. 1.
«HA3BA JIIKAPCBKOI'O 3ACOBY», n. 8. «AATA
3AKIHYEHHA TEPMIHY NMPUOATHOCTI», n. 13.
«HOMEP CEPII IKAPCbKOIO 3ACOBY», n.16.
«IHPOPMALIIA, AKA HAHOCUTLCA LWPNDTOM
BPANNS», n. 17. «IHWE» BBeaeHHs 3MiH npoTarom 12-
TN MicsiLiB nicnsi 3aTBEpAKEHHSA
86. | IHNITA TabneTku, BKpUTI Mdpaiizep CWA BMPOGHMLTBO, HimeyunHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a He UA/14080/01/01
nAiBKOBOIO Eiiy.Ci.Mi. BTOPWHHE Ta Yexis TUNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHYBaHHs1 peuenmom niosnsza
060n0HkKot0, No 1 mr; | Kopnopeiiww nepBuHHe Ta/abo agpecy MicLA NPOBaKEHHS AiS/IbHOCTI €
no 14 TabneTtok y H nakyBaHHs, BMPOGHMKa/iMnopTepa roToBoro Nikapcbkoro 3acoby,
6nictepi; no 2 abo TeCTyBaHHs npu BKJ/THOYAKOUN AiNbHULI BUNYCKY cepii abo micue
no 4 6nictepu y BWMYCKy Cepii, NPOBeAEHHS KOHTPOJIO AKOCTI. (fisIbHICTb, 3a Ky
KapTOHHIA KopoobLi TeCTyBaHHsA npu BiANOBIAa€e BUPOGHMK/IMNOpTep, BKIOYaoUM BUMYCK
LOCNIMKEHHI cepiii) AgmiHicTpaTBHa 3MiHa Y 3BSI3KY 3i 3MiHOO
cTabinbHoCTI, agpecy BMpo6Huka. Micue BMpobHULTBa, MicLe
BUMYCK Cepii: po3TallyBaHHSA Ta BUPOGHNUMI NPOLLEC HE 3MIHIOITHCS.
Mdpaiizep 3MiHM BHECEHO B iIHCTPYKLiIO 418 MeaU4HOro

MeHodekyypuH

3aCcTOCyBaHHS NikapcbKoro 3acoby y po3gin




54

Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
r JoiuneHpg, «Micue3HaxoMKeHHs1 BUPOOHMKa Ta agpeca Micus
m6X, NPOBaKEHHS MOro AisIbHOCTI» 3 BiANOBIAHMMN 3MiHAMMN
HimeuunHa y TEKCTi MapKyBaHHS YNakoBKW NikapCbKoro 3acoby.
BBefieHHs1 3MiH NpoTArom 12-Tu micsuis nicns
TecTyBaHHS npu 3aTBep/MKeHHsA. 3MiHK | Tuny - 3MiHW WoAo
LOCNIMKEHHI 6e3nekn/edhekTMBHOCTI Ta thapmakoHarniagy (iHwi 3MiHu)
cTabinbHOCTI: 3MiHW BHECEHI B TEKCT MapKyBaHHS NePBUHHOT yNakoBKM
KBiHTa- nikapcbkoro 3aco6y y n. 1. «<HA3BA JIIKAPCbLKOIO
AHanituka 3ACOEBEY», n. 3. <HOMEP CEPIi IKAPCbLKOIO
c.p.o., Yexia 3ACOBY», n. 4. «AATA 3AKIHUEHHA TEPMIHY
MPUOATHOCTI» Ta BTOPMHHOT ynakosku y n. 1.
«HA3BA JIIKAPCbKOIO 3ACOBY», n. 8. «ATA
3AKIHYEHHA TEPMIHY NMPUOATHOCTI», n. 13.
«HOMEP CEPII TIKAPCbKOIO 3ACOBY», n.16.
«IHPOPMAULIA, AKA HAHOCUTLCA LWPNDTOM
BPANNS», n. 17. «IHWE>» BBeaeHHs 3MiH npoTarom 12-
TV MiCALiB Micasi 3aTBePAKEHHSI
87. | IHPAHPUKC cycneHsisa gns nakcoCmit Benvka nakcoCmiTKns Benbris BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu |l 3a UA/13939/01/01
InB iH'ekuiin; no 0,5 mny KnainH Bputaxia | IiH Bionogxkikans MRy - 3MiHM 3 AKOCTi. OTOBWIA NikapCbkunin 3aci6. peyenmom
KOMBIHOBAH nonepegHbL0 Ekcnopt C.A. KoHTposb roToBoro fikapcbkoro 3acoby. 3miHa y
A BAKUVHA 3arnoBHEHOMY NimiTeq MeToAax BUNpPobyBaHHSA rOTOBOTO JiKapCbKOro 3acoby
ana 0/iHOpa3oBOMY (cyTTeBa 3MiHa y
APO®PINAKTUK | wnpwuiy komnaekxTi 6ionoriyHoMy/iMyHONOrYHOMY/iIMyHOXIMIYHOMY MeTOoZj
n ANDTEPII, 3 rofikoto; no 1 a6o BUNPO6YBaHHA abo MeTofi, Y AKOMY BUKOPUCTOBYETbLCSA
NPABLS, 10 nonepefgHbO 6ionoriyHnii peareHT, abo ix 3amiHa, abo 6ionoriyHoOro
KALUTHOKA 3anoBHEHNX npenapary nopiBHAHHA (CTaH4apPTHOrO Npenapary), Wo
(ALENONAPH 0HOPa30BUX He 3a3HaueHuii y 3aTBepIpKeHOMY NPOTOKO/Ii) 3MiHa
i wnpuyis y MEeTOZIB ifeHTuikaLii roTOBOro NpoAaykTy, a came —
KOMMOHEHT) n1acTMKoBOMY 3amiHa meToay imyHoandysii Ta iMyHothepMeHTHOro
TA KOHTeliHepi; no 1 aHanisy (ELISA) Ha imyHOXpomMaTorpadito MeToLoMm
NONIOMIENITY | koHTeliHepy B 6i4yHoro notoky (Lateral Flow Test). BHeceHHs
KapTOHHIA KopoobLi pejakuiiHnx npasok Ao posginis 3.2.5.4.2, 3.2.P.5.1,
3.2.P.5.3. TepmiH BBefleHHs 3MiH- |V KkBapTan 2025
88. | KANPEOMIUWH | nopotuok ans NAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/9885/01/01
po3unHy ONns iH'ekuin | "KuiBmeanp "Kuismegnpenap TMny - 3MiHK Woao 6e3nekn/edhekTNBHOCTI Ta peyenmom
nolo0r;y enapar" at" thapmakoHarnagy (iHwi 3MiHn). 3MiHM BHECEHO B TEKCT
chnakoHax MapKyBaHHS MEePBMHHOI YNakoBKY /iKapCbKoro 3acoby, a
came y n. 8 "[lata 3aKiHYeHHA TepMiHy npuaatHocTi" Tay
n.17. IHWE KOHKpeTM30BaHO N10roTun 3asBHuMKa. TepMiH
BBEEHHS 3MiH - NpoTArom 6 micsuis nicns
3aTBEPAKEHHS
89. | KAPBEAWNON- | TabneTkn no 12,5 AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiitHux maTepianis: 3MiHu || 3a UA/8685/01/01
KB Mr, no 10 TabneTok "KNIBCbKW "KNIBCbKWI TNy - 3MiHK 3 AKoCTi. A®l. BUPOGHMLTBO. 3MiHa peyenmom
y 6nicTepi; no 3 " BITAMIHHMIA BMPOGHMKaA BUXIAHOro/NPOMIKHOrO NPOAYKTY/peareHTy,
6nicTepn y nayui BITAMIHHW 3ABOA" LLI0 BUKOPUCTOBYIOTLCSA Y BUPOBHUYOMY npoueci AP,
1 3ABOA" ab0 3MiHa BMPOGHHMKa (BKOHatoun, ge HeobxigHo, micue

NpoBeeHHSA KOHTPOo AKocTi) APl (3a BigCyTHOCTI
cepTudpikaTa BignoBigHOCTI EBponelicbkili hapmakonei y
3aTBEPAKEHOMY [OCHE)(BBEAEHHS HOBOTO BUPOGHUKA
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
A®I 3 HapgaHHsM MacTep-thaiina Ha A®l) BBefeHHS
anbTepHaTNBHOIo BUPOBHMKa cybcTaHLii Kapsegunon,
BUpo6HUMLTBA thipmun «Shenyang Funing Pharmaceutical
Co., Ltd.», Kutaii.
90. | KAPBEOWNON- | Tabnetku no 25 wmr, AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux matepiasis: 3MiHu || 3a UA/8685/01/02
KB no 10 Tabnetok y "KUIBCbKW "KNIBCbKWI Tvny - 3MiHK 3 sikocTi. A®I. BUpo6HMLTBO. 3MiHa peyenmom
6nicTepi; no 3 i BITAMIHHWNIA BMPOGHMKA BUXIAHOro/NpOMKHOrO NPOAYKTy/peareHTy,
6nictepn y nauui BITAMIHHN 3ABOA" LLI0 BUKOPUCTOBYHOTLCS Y BUPOBOHMYOMY npoueci Adl,
" 3ABOA" ab60 3MiHa BMPOGHWMKa (BKNOYatouu, ae HeobxigHo, Micue
npoBefeHHs KOHTPOIO AKkocTi) AP (3a BigCyTHOCTI
cepTudpikaTa BignoBiAHOCTI EBponeiichbkiin hapmakonei y
3aTBEPAKEHOMY [0ChE)(BBEAEHHS HOBOTO BUPOOHUKA
A®I| 3 HagaHHAM MacTep-thaiina Ha A®l) BeegeHHs
anbTepHaTNBHOro BUPoBHMKa cybcTaHLii Kapsegunon,
BUpo6HMLTBA (hipmun «Shenyang Funing Pharmaceutical
Co., Ltd.», Kutaii.
91. | KAPAIO-TPAH rpaHynun, no 10 ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 nionsiea | UA/8454/01/01
neHani abo dnakoHi "HaujioHasb "HaujioHanbHa TMny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peyenma €
3 KpuLLKoto; no 1 Ha FomeonatnyHa thapmakoHarnagy (iHwi 3MiHn) 3MiHW BHECEHO B
neHasy abo lFomeonatuy Cninka" IHCTpPYKLit0 A8 MeANYHOro 3acTOCYBaHHSA /TiKapCbKoro
dhnakoHy B nauui 3 Ha Cninka" 3acoby Ao po3giny "Mo6iyHi peakyii" Woa0 3BiTyBaHHSA
KapToHy; abono 5r npo NoGiyHI peakLii.
rpaHyn y KoHTeliHepi
3 103yBaHHAM; N0 2
KOHTeliHepy B navu,i
3 KAPTOHY
92. | KAPOOCAN®N | Tabnetku, BKPUTI MeHapiHi NMokcemby Brpo6HMUTBO Himeuunna/ BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu | 3a UA/7140/01/01
NKOC 20/25 NAiBKOBOIO IHTEpHEeLLOH pr "in bulk": JAIYI Yecbka TMny - 3MiHKN WoA0 6e3nekn/eddeKkTBHOCTI Ta peyenmom
o60noHkoto, no 20 an CAHKIO Pecny6nika hapmakoHarnsgy. BHeceHHsi abo 3miHa(v) fo
Mmr/25 mr, no 14 OnepeiiLoH HOPOYIM MNvbX, 3060B'A3aHb Ta YMOB BUAaui peecTpaLiiHoro
TabneTtok y 6nictepi; c HimeuumnHa; NoCBigYEHHs1, BKtoYatoum MaaH ynpaeniHHS pusmkammn
no 1 a6o no 2 Nrokcembypr (iHWi 3miHK). 3asBHYKOM MeHapiHi IHTepHeLloHan

6nictepu B
KapTOHHI KOpooLyi

MepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b Ta
BMNYCK Cepii:
BEP/TIH-XEMI
Al', HimeuunHa,;

BMPOGHMLTBO "in
bulk", nepsuHHe
Ta BTOPVHHE
nakyBaHHsl,
KOHTpO/Ib Ta
BMNYCK Cepii:
MeHapiHi-®oH
XeigeH Mm6X,
HimeyuunHa;

OnepeiiwoHc fliokcembypr C.A., JIloKCEMOBYPr OHOB/IEHO
naaH ynpas/iHHSA pU3MKaMm ikapcbKoro 3acooty
Kapgocan®nntoc 20/25, TabneTku, BKpUTI N/1IBKOBOO
06010HKOt0, N0 20 Mr/25 Mr, No 14 TabneTok y 6nictepi;
no 1 a6o no 2 6aicTepn B KAPTOHHI KOPOOLi 3rigHO 3
BMMoramu o CtaHgaptusosaHoro popmary MNypP
(Rev.2 accompanying GVP, Module V Rev.2, Human
Medicines Evaluation Guidance on the format of the risk
management plan (RMP) in the EU — in integrated
format). 3mMiHM BHeceHo A0 YacTuH: Il «Cneundikais 3
6e3nekn», V «3axoau 3 MiHimisauii pusukie», VI
«Pe3tome nnaHy ynpasniHHA pusukamu» Ta VIl
«Jjoaatkn» y 3B'A3Ky 3 BUAAIEHHAM nNpobaem 6e3neku
BignoBigHO A0 3BiTy HaRP. Pe3tome MnaHy ynpas/iHHSA
pu3unkamu Bepcis 5.0 gogaeTbes.
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
KoHTponb cepii:
AHnanitivec
3eHTpyMm
Biodhapm M'm6X,
HimeuunHa; AIC
Yecbka
Pecny6nika,
C.p.0., Yecbka
Pecny6nika
93. | KBETIMAK 100 TabneTku, BKPUTI Makneoac IHais Makneogc IHAis BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a He UA/19916/01/02
nNiBKOBOIO dPapmacboT PapmacboTmKan My - 3MiHK WoA0 6e3nekn/edekTMBHOCTI Ta peyernmom niosnsea
o60n0oHkoto no 100 nkanc c Nimitepn, thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTuLi €
Mmr; no 10 TabneTok NimiTeq niKkapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
y 6nicTepi; no 3 abo 011 MeQUYHOro 3aCTOCYyBaHHS Ha NigcTaBi perynsipHo
6 6nicTepiB y OHOB/IHOBAHOTO 3BITY 3 6e3Mnekn nikapcbkoro 3acoby, abo
KapTOHHIiA ynakoBL,i nocnimkeHb 3 6e3neky 3acTocyBaHHSA NikapCbKoro
3acoby B nicnspeecTpauiiiHnii nepiog, abo sik pesynbTar
OLLiHKY 3BITY 3 AOC/iKEHb, MPOBEAEHNX BifMNoBiAHO A0
nnaHy negiatpuyHux gocnimkeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMNETEHTHUM YNOBHOBAXXEHNUM OPraHom).
3MiHU BHECEHO [0 IHCTPYKLUIi AN MEeANYHOro
3acTocyBaHHSA NikapcbKoro 3acoby [0 po3ainis
"B3aemogis 3 iHWVMK nikapcbknMm 3acobamm Ta iHLwi
BVAW B3aemogiin”, "OcobnmBocCTi 3acTocyBaHHA"
BiANOBIAHO 40 OHOBNEHOT iHChopMaLii 3 6e3neku Aitoyol
peyoBuHM (KBETianiHy) 3rigHo 3 pekoMmeHgauismn PRAC.
TepMiH BBeZeHHS 3MiH NpOTArom 6 mMicauis nicns
3aTBEPAKEHHS.
94. | KBETIMAK 200 | Tta6netku, BKpuUTI Makneoac IHAiA Makneogc IHAis BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a He UA/19916/01/03
NNiBKOBOIO dapmacbioT $apmacbloTukan TMny - 3MiHK Woao 6e3nekn/edhekTNBHOCTI Ta peyenmom niosnsiea
060/10HKOI0 1Mo 200 nKasc ¢ Nimitepq, thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuLli €
mr; no 10 TabneTok Nimiteq nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT

y 6nicTepi; no 3 abo
6 6nicTepiB y
KapTOHHI ynakosL,i

0719 MEeAUYHOI0 3aCTOCYBaHHS Ha NiAcTasi peryiigpHo
OHOB/IOBAHOrO 3BiTY 3 6e3neKkun NikapcbKoro 3acoby, abo
[ocnigpKeHb 3 6e3Mekn 3acTocyBaHHS NikapCbKoro
3acoby B micnsipeecTpaviliiHvii nepiod, abo sk pesynbTtar
OLjiHKM 3BITY 3 AOC/IMKEHb, MPOBEAEHUX BIANOBIAHO A0
nnaHy negiatpuyHux gocnimpkeHs (PIP) (3MiHy
Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHVIM OPraHom).
3MiHV BHECEHO A0 IHCTPYKUIT 4151 MeAUYHOro
3acTOCyBaHHs Nikapcbkoro 3acoby A0 po3ginis
"B3aemogisa 3 iHWVMU nikapcbkuMn 3acob6amu Ta iHLwi
BUAM B3aemogiit", "OcobmBoCTi 3acTocyBaHHs"
BiANOBIAHO [0 OHOBMEHOT iHGhopMaLii 3 6e3nekun Aitoyor
peyoBuHM (KBeTianiHy) 3rigHo 3 pekoMmeHgauismm PRAC.
TepMiH BBEEHHS 3MiH NPOTAroM 6 micALiB nicns
3aTBEPMAKEHHS.
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
95. | KBETIMAK 25 TabneTkun, BKPUTI Makneogc IHAiA Makneogc IHAis BHECEHHS 3MiH 1O peecTpaLiiiHnx maTepianis: 3MiHu | 3a He UA/19916/01/01
N/1iBKOBOO dapmacbioT dapmacbloTrKan TMny - 3MiHK Woao 6e3nekn/edhekTNBHOCTI Ta peyenmom nionsiea
060/10HKOI0 M0 25 nKasc ¢ Nimitepq, thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTuLli €
Mr; no 10 TabneTok Nimiteq NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
y 6nicTepi; no 3 abo [O/19 MeAUYHOro 3aCTOCyBaHHS Ha MiAcTaBi perynsipHo
6 6nicTepiB y OHOBJIHOBAHOTO 3BITYy 3 6e3Mneku Nikapcbkoro 3acoby, abo
KapTOHHIA ynakoBL,i nocnimkeHb 3 6e3neku 3acTocyBaHHS MikapCbKOro
3acoby B micnspeecTpaviliiivii nepiod, abo sk pesynbTtar
OL|iHKM 3BITY 3 AOC/iMKeHb, MpoBeAeHNX BiANOBIAHO A0
nnaHy negiatpuyHux gocnimpkeHs (PIP) (3MiHy
Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHVIM OPraHom).
3MiHV BHECEHO A0 iHCTPYKUIT 4151 MegnyHOro
3aCcTOCyBaHHs Nikapcbkoro 3acoby A0 po3ginis
"B3aemogis 3 iHWVMU nikapcbkuMn 3acobamu Ta iHLwi
BUAM B3aemogiit", "OcobmBoCTi 3acTocyBaHHA"
BiANOBIAHO [0 OHOBMEHOT iHGhopMaLii 3 6e3nekun Aitoyor
peyoBUHM (KBETianiHy) 3rigHo 3 pekoMmeHgauismn PRAC.
TepMiH BBEEHHS 3MiH NPOTAroM 6 micAuiB nicns
3aTBEPAKEHHS.
96. | KETOHAN® Kancynv 3 CaHpos CnoBeHis BVMPOGHMLTBO in CnoBeHis BHECEHHS 3MiH A0 peecTpaLiiiHux matepianis: 3MiHu | 3a He UA/8325/03/02
ayo MoAandikoBaHUM dapmachbHoTi bulk, nepsunHHe TMny - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHK peuenmom niosnsiza
BWBI/TbBHEHHAM Kan3 g.4. Ta BTOPUHHE y BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, WO CTOCYTbCA €
TBepai no 150 wmr, no nakyBaHHS, BUMYCKY Cepii Ta KOHTPOJIIO AKOCTi FOTOBOTIO NiKapCbKOro
10 kancyny KOHTpONb cepil 3acoby (3amiHa abo fofaBaHHS BUPOOHMKA, L0
6nicTepi; no 2 (okpim BiANoBigae 3a BBe3EHHSA Ta/abo Bunyck cepii) - He
6nictepu B MikpobionoriyHo BK/IO4A0UM KOHTPO/b/BUNPOGYBaHHS cepii - fofaBaHHS
KapTOHHIlA KOpooLi ro): [04aTKOBOro BUPO6HKMKa, BifnoBigaibHOro 3a BUNyckK
HosaprTic cepii N3 Nek ®apmaveBTyHa KOMNaHis g.4./Lek
dapmacbloTikan Pharmaceuticals d.d. (Tpimnini 24, 9220 leHgaBa,
MaHyhakTypuHr CnoseHia/Trimlini 2d, 9220 Lendava, Slovenia). 3MiHu
NNC, CnoseHis; BHECEHO B po34iny "BupobHuk" Ta "MicLe3HaxomkeHHs
KOHTpOsb cepii BMPOGHMKa Ta agpeca MicLs NpoBaKeHHs 1oro
(mikpobionoriyHm LiSANbHOCTI" B IHCTPYKLiO 4N MeAUYHOro 3aCTOCyBaHHS
1A KOHTPO/Ib), niKkapcbKoro 3acoby y 3B'A3Ky 3 BBEAEHHSIM 404ATKOBOro
BMNYCK Cepil: BMPOGHMKA, BiAMoOBIgaIbHOMO 3a BUMYCK cepii, Ta K
Nek HacnifoK - y TEKCT MapKyBaHHA yNakoBKW MikapCbKoro
PapmaneBTUYHa 3acoby. BBefeHHsA 3MiH NPOTAroM 6-Tu micsLiB nicns
KomnaHia 4.4., 3aTBEPAKEHHS.
CnoseHis;
nepBUHHE i
BTOPWHHE
nakyBaHHsl,
BMNYCK Cepil:
Iex
dapmaueBTUyYHa
KomnaHia g.4.,
CnoseHis
97. | KETOPON Tabnetku, LWo [-p Pegpi'c IHAisa [-p Peapi'c IHAis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiB: TexHiuHa 3a UA/18105/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
EKCIMNPEC amcnepryoTsca B Nab6opaTtopi Nab6opaTtopic nomusika (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460) peyernmom
POTOBI NOPOXHWHI, c ity Nimiteq BUMNpaB/ieHHs TexHiYHOT nomunkn B MKA N3 3a
no 10 mr; no 10 nokasHnkom "KifnibkicHe BU3Ha4YeHHs", 30kpema: y
Tabnetok y 6nictepi; Tabnuui rpagieHTy ansa 7 X8 NOMUKOrO 3a3HadveHo 50%
no 1 a6o 10 pyxomoi ¢hasu B 3amicTb 70%. MNponoHoBaHa pefakuis
6nicTepiB B KOPOOL TEeXHIYHOT NOMW/IKW Bi4NoBigae apxiBHUM MaTepiasiam
peecTpaLiiHoro 10ChE.
98. | KNAUMA® TabneTku, BKpUTI ABGGOTT HimeuumnH AG6BI C.p.. ITanisa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a He UA/2920/03/01
nNiBKOBOIO Na6opatopi3 a My - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peuenmom niosnsiz2a
06010HKOt0, MO 250 vM6X thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTui €
mr; 10 TabneTok y nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
6nictepi; no 1 0151 MeUYHOro 3aCTOCyBaHHA Ha NifgcTasi perynspHo
6nictepy B OHOB/OBAHOrO 3BiTY 3 6e3neKkun Nikapcbkoro 3acoby, abo
KapTOHHIA Kopoo6Li [ocnimpKeHb 3 6e3Mekn 3acToCyBaHHS NikapCbKoro
3acoby B nicnspeecTpaviliHnii nepios, abo sk pesynbTar
OLLiHKM 3BITY 3 AOC/IKEHb, MPOBEAEHNX BifMOBIAHO A0
nnaHy negiatpuyHux gocnimkeHs (PIP) (3miHy
Y3rOKEHO 3 KOMMETEHTHUM YNOBHOBAXXEHNM OPraHoM).
3MiHN BHECEHO A0 IHCTPYKLUiT AN MEAUYHOTO
3acToCyBaHHS NiKapcbKoro 3acoby Ao po3ginis
"MpoTmnokasaHHA", "OcobMBOCTI 3aCTOCYBaHHSA",
"B3aemogis 3 iHWVMK nikapcbknMn 3acobamu Ta iHLwi
B/AM B3aEMOZii" BignoBigHO Ao pekomeHaauiii PRAC.
99. | KNAUMNA® rpaHynun ans ABGOTT HimeuumnH A66BI C.p.n. ITania BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a He UA/2920/04/01
opasibHOT cycneHsii, Na6opaTtopis a TMny - 3MiHK WoAo 6e3nekn/edpekTNBHOCTI Ta peyenmom nionsea
125 mr/5 mn; 1 M6X thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTuLi €
onakoH 3 niKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
rpaHynamu gns [O/19 MeAUYHOro 3acToCyBaHHS Ha NiAcTasi perynspHo
npuroTyBaHHs 60 mMn OHOB/IIOBAHOTO 3BITY 3 6e3nekun NikapcbKoro 3acoby, abo
a60 100 mn nocnimkeHb 3 6e3neky 3acTocyBaHHSA MikapCbKoro
cycneHsii 3 MipHoto 3acoby B nicnsipeecTpauiiiHnii nepiog, abo sik pesynbTar
NIOXKOK abo MipHUM OL|iHKM 3BITY 3 AOC/iMKeHb, NPoBeAEeHNX BiANOBIAHO A0
LINPULOM B nnaHy negiatpuyHux gocnimkers (PIP) (3miHy
KapTOHHI KopoobLi Y3rOPKEHO 3 KOMNETEHTHUM YNOBHOBAXXEHUM OPraHomMm).
3MiHV BHECEHO [0 iHCTPYKUIT 415 MeauyHOro
3acToCcyBaHHA NikapcbKoro 3acoby [0 po3ainis
"MpoTunokasaHHs", "OcobMBOCTI 3acTOCyBaHHS",
"B3aemogisa 3 iHWVMU nikapcbkuMm 3acob6amu Ta iHLi
BMAM B3aemogiit” BiANOBiAHO A0 pekomeHaauin PRAC.
100. | KNAUMAO® rpaHynun ans AGGOTT HimeuumnH A66BI C.p.n. ITanis BHECEHHS 3MiH 40 peecTpaviiHnx MmaTtepiasis: 3MiHn | 3a He UA/2920/04/02
OpasIbHOT CyCneHsil, Na6opaTtopis a TMny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peuyenmom niosnsza
250 mr/5 mn; 1 M6X thapmakoHarnsgy. 3miHa y KOpoTKili xapakTepucTuL €

oNnakoH 3
rpaHynamu ans
npurotysaHHs 60 mn
a6o 100 mn
cycneHsii 3 MipHoto
NIOXKOI0 abo MipHUM
LUMPULIOM B

NiKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLT
0151 MeAUYHOro 3acTOCyBaHHS Ha NifcTaBi perynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neKkun Nikapcbkoro 3acoby, abo
JocnimpKeHb 3 6e3Mnekn 3acTocyBaHHS NikapCbKOro
3acoby B nicnsipeecTpaviiiHnii nepios, abo sk pesynbTar
OLIiHKV 3BITY 3 AOC/IKEHb, MPOBEAEHNX BifMNOBIAHO A0
naaHy negiatpuyHunx gocaimpkeds (PIP) (3miHy
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
KapTOHHiA KOpO6Li Y3rOPKEHO 3 KOMNETEHTHUM YNOBHOBAXXEHUM OPraHom).
3MiHU BHECEHO [0 IHCTPYKLUIi AN MEeAUYHOrO
3acToCcyBaHHA NikapcbKoro 3acoby [0 po3ainis
"MpoTunoka3aHHA", "OcobMBOCTI 3acTOCyBaHHSA",
"B3aemogis 3 iHWVMU nikapcbkumn 3acobamu Ta iHLwi
BMAM B3aeMogiit” BiANOBIAHO A0 pekoMmeHaauin PRAC.
101. | KNNEKCAH® PO3YNH A5 iH'EKLIN, TOB YkpaiHa CAHO®I ®paHuia BHECEHHS 3MiH [0 peecTpauiiHux maTepiasnis: 3MiHu |l 3a He UA/7181/01/01
10 000 aHTU-Xa "CaHodi- BIHTPOMN TMny - 3MiHK Woao 6e3nekn/edpeKkTNBHOCTI Ta peyenmom nionsiea
MO/mn; Ne 2: no 0,8 ABeHTIC IHOACTPIA thapmakoHarnagy. 3MiHM y TepaneBTUUYHMUX NOKa3aHHAX €
MYy LWNpUL-A03i i3 YkpaiHa" (nopaBaHHA HOBOrO TepaneBTUYHOrO NokKasaHHsA abo
3aXMCHOI CUCTEMOIO 3MiHa Y 3aTBepKEHOMY MokasaHHi) 3MiHW BHECEHO [0
ronku ERIS; no 2 IHCTPYKUIT ANA MEeANYHOr0 3aCTOCYBaHHS NiKapCbKOro
LWINprLY-803n y 3acoby Ao po3giny "lMokasaHHsA" (404aHO HOBe
6nicTepi; no 1 nokasaHHs: "lNpenapaT nokasaHuii AN 3aCTOCYBaHHSA
6nictepy B nopocnum ans: - TpuBanoro NikyBaHHA TPOM6O03y
KapTOHHI Kopo6Lyj; rnn6oknx BeH (TIB) i Tpomboembonii nereHeBoi apTepil
Ne 2: no 0,8 mny (TENA), a Takox NpodoiNakTuKmM iXHIX peunamBis y
LINpu1L-A03i i3 nawieHTiB 3 aKTUBHOK (Da30t0 OHKOJIOTYHOIO
3aXM1CHOI CUCTEMOIO 3axBOPIOBAHHA.", Ta, K HACNIAOK, [0 PO3AiniB
ronkm PREVENTIS; "®apmakonoriyHi BactusocTi", "Oco6nmnBocCTi
no 2 wnpuy-go3n 'y 3acTocyBaHHs", "Cnocib 3acTocyBaHHA Ta 403mn",
6nicTepi; no 1 "MobiuHi peakwyji.
6nictepy B BBefeHHS 3MiH NpoTArom 6-T1 MicAuiB micns
KapTOHHI Kopo6Lyj; 3aTBEPXEHHS. B Mexax 3MiH1 HaaHO OHOBJIEHWIA
Ne 2:no 0,8 mny MYP, sepcisa 3.2. Pe3tome MNYP Bepcisa 3.2 gogaerbes.
Wwnpul-ao3i 6e3
3axMCHOI cucTemu
ro/IKu1; NO 2 LWNpwuL-
[o3n y 6nictepi; no
1 6nicTepy B
KapTOHHI/ Kopobui
102. | KNNEKCAH® PO34UH ON18 iH'EKLLN, TOB YkpaiHa CAHO®I PpaHuis BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a He UA/7181/01/01
10 000 aHTK-Xa "CaHodi- BIHTPOMM TMny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peuenmom niosnsza
MO/mn; Ne 2: no 0,8 ABeHTIC IHOACTPIA hapmakoHarnsgy. 3miHa y KopoTkiil XxapakTepucTui €
M1y LWNPUL-A03i i3 YkpaiHa" nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT

3aXMCHOI CUCTEMOIO
ronku ERIS; no 2
LUMPNL-A03K1 Y
6nictepi; no 1
6nictepy B
KapTOHHIA KopoobLi 3;
Ne 2: no 0,8 mny
LWINpUL-A03i i3
3aXMCHOI CUCTEMOIO
ronkn PREVENTIS;
no 2 wnpuy-gosn y
6nicTepi; no 1
6nictepy B
KapTOHHI KopobLyj;

0719 MEeAUYHOI0 3aCTOCYBaHHS Ha NiAcTasi perynsapHo
OHOBJOBAHOrO 3BiTY 3 6e3NeKn Nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKoro
3acoby B nicnspeecTpauiliHnii nepios, abo sk pesynbTar
OLiHKY 3BITY 3 AOC/IKEHb, MPOBEAEHNX BifMNOBIAHO A0
nnaHy negiatpuynHux gocnimkeHs (PIP) (3mMiHy
Y3rO[KEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM OPraHoM)
3MiHU BHECeHO [0 IHCTPYKLii 415 MegnyHoro
3acToCyBaHHS Nikapcbkoro 3acoby A0 po3ainis
"Ocob6nmBocTi 3acTocyBaHHs", "Mo6iuHI peakuii”
BiANOBIAHO A0 iHGopMaLii 3 6e3nekn NikapcbKoro
3acoby. BBegeHHs 3MiH NpOTAroM 6-Tu micsLiB nicns
3aTBEPXKEHHSA. 3MiHY | TUny - 3MiHW WoA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi 3miHn)
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
Ne 2:no 0,8 mny - 3MiHM BHeceHO [0 [HCTpyKLii ANs MeanyHoro
Wwnpuu-ao3i 6e3 3aCcTOCyBaHHS NikapcbKoro 3acoby A0 po3ginis
3axMCHOI cucTemu "®apmakonoriyHi BnactnsocTi”, "OcobnmBoCTi
rofIKu; No 2 Wnpu- 3acTocyBaHHA", "3acTocyBaHHs Y nepiog, BariTHOCTi abo
[o3n y 6nictepi; no rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHA Ta fo3m”,
1 6nicTtepy B "Mo6iuHi peakwji”, "HecyMiCHICTb" CTOCOBHO BHECEHHS
KapTOHHilA KOpO6L YTOUYHEHb A0 TEeKCTY Ta yHidikauii indhopmadii. BeeaeHHA
3MiH NPOTSArom 6-TW MiICALB NiC/1A 3aTBEPAKEHHS.
103. | KNIBAC® AyO Kancynu Teepai no 5 TOB YkpaiHa BUPOGHMLTBO, Monbwa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a He UA/19794/01/01
mr/100 wr, no 7 "ACIHO nakyBaHHs, My - 3MiHK WoA0 6e3nekn/edekTMBHOCTI Ta peyernmom niosnsea
kancyn y 6nictepi, YKPATHA" KOHTPO/b AKOCTI hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuui €

no 4 6nictepu B
KapTOHHIW nayu,i

Ta BUNycK cepii
nikapcbKoro
3acoby: Agavep,
®apma C.A.,
MonbLya;
nepBrHHE Ta
BTOPVHHE
naKyBaHHs:
Apavep dapma
C.A., MonbLa

niKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
[ANA MeAnYHOro 3acToCyBaHHS
reHepuYHUX/TibpMAaHMX/6ionoai6HMX NikapCcbKUX 3aco6iB
nicnsi BHECEHHS Tiel camol 3MiHU Ha pedyepeHTHWIA
npenapar (3MiHa He NoTpebye HagaHHA XOAHUX HOBUX
[0[aTKOBUX AaHnX) 3MiHN BHECEHO A0 iHCTPYKLUi AN
MeAMYHOro 3acToCyBaHHA MikapCbKoro 3acoby Ao
posgainis "®apmakonoriyHi BnactueocTi",
"MpoTunokasaHHa", "B3aemogis 3 iHLIMMK NiKapCbKUMU
3aco6amMu Ta iHWi BUAW B3aemogiii”, "Ocob6mBocCTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta Ao3n",
"Mo6iyHi peakuii” BiANOBIAHO A0 iHopMmaLi
pechepeHTHOro nikapcbkoro 3acoby (Kpectop, Tabnetku,
BKPUTI NNIBKOBOK 060MOHKOI0).

BBefeHHS 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEpPXKEHHS. 3MiHY | Tuny - 3MiHW Woa0
6e3nekn/edeKkTnBHOCTI Ta thapmakoHarnsgy (iHwi
3MiHM). 3MiHV BHECEHO A0 IHCTPYKLi 415 MegUyYHOro
3acTocyBaHHSA NikapcbKoro 3acoby [0 po3ainis
"®apmakoTepanesTuyHa rpyna. Kog ATX" (pegaryBaHHs
TEeKCTOBOI YacTUHM hapmakoTepaneBTMYHOI rpynu 6e3
3MiHM KoAy), "Mo6ivHi peakuii" (BHECEHO peaakLiiHi
npaBsku), a TaKOX A0 IHCTPYKLIT 418 MegnyHOro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby A0AaHo po3ainm
"3asaBHuK" Ta "Micue3HaxokeHHs 3asBHMKA". BBegeHHs
3MiH NPOTAroM 6-TW MicALiB NicNs 3aTBePAKEHHS. 3MiHU
| Tuny - 3miHK Woao 6e3nekn/edpekTBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpPOTKili xapakTepucTuLi
NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
4N MeMYHOro 3aCTOCyBaHHSA
reHepuYHUX/riopuaHnx/6ionofibHMX Nikapcbkux 3aco6is
nicns BHECEHHS TiEl camoi 3MiHN Ha pediepeHTHWIA
npenapar (3miHa He NnoTpebye HafaHHSA XXOAHUX HOBUX
[0[4aTKOBUX laHuX). 3MiHM BHECEHO [0 iHCTPYKUIT Ans
MEeANYHOro 3aCTOCyBaHHS NiKapCbKoro 3acoby o
po3gainis "®apmakosnoriyHi BnactMeocTi",
"MpoTunokasaHHs", "B3aeMogis 3 iHLIMMKN NiKapCbKUMu
3acobamu Ta iHWi BUAW B3aemogiii”, "Oco6amBocCTi

3acTocyBaHHs", "3acTocyBaHHs y NepioA BaritHOCTi abo
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
rogyeaHHs rpyaar”, "MepeposysaHHs", "MobiuHi
peakuii" BiANoOBiAHO A0 iHopMaLii pedepeHTHOro
nikapcbkoro 3acoby (AcnipvH Kapgio, Tabnetku, BKpuUTI
KMLLKOBOPO3UMHHOIO 060/10HKO0). BBEAEHHS 3MIH
NpOTSArom 6-TM MicALB Nic/1a 3aTBepAKEHHS
104. | KNIBAC® 4yO Kancynu Teepai no TOB YkpaiHa BUPOGHMLTBO, Monbwa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a He UA/19794/01/03
20 mr/100 mr, no 7 "ACIHO nakyBaHHs, TMny - 3MiHKN WoA0 6e3nekn/edekTMBHOCTI Ta peyernmom niosnsea
kancyn y 6nictepi, YKPATHA" KOHTPO/b AKOCTI hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuui €

no 4 6nictepu B
KapTOHHIW nayu,i

Ta BUNycK cepii
nikapcbKoro
3acoby: Agavep,
®apma C.A.,
MonbLya;
nepBrHHE Ta
BTOPVHHE
nakyBaHHs:
Apavep dapma
C.A., MonbLa

niKkapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
ANA MeAnYHOro 3acToCcyBaHHs
reHepuYHUX/TibpMAHMX/6ionoai6HNX NikapCcbKUX 3aco6iB
nicnsi BHECEHHS Tiel camol 3MiHU Ha pedyepeHTHWIA
npenapar (3mMiHa He NoTpebye HagaHHA XOAHUX HOBUX
[0[aTKOBUX AaHnX) 3MiHN BHECEHO A0 iHCTPYKLUii ANs
MeAMYHOro 3acToCyBaHHA MikapCbKoro 3acoby Ao
posgainis "®apmakonoriyHi BnactueocTi",
"MpoTunokasaHHa", "B3aemogis 3 iHWMMK NiKapCbKUMUn
3aco6amMu Ta iHWi BUAW B3aemogiii”, "OcobmMBocCTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta Ao3n",
"Mo6iyHi peakuii” BiANOBIAHO A0 iHopMmaLi
pedhepeHTHOro nikapcbkoro 3acoby (Kpectop, Tabnetku,
BKPUTI NNIBKOBOK 060/0HKOI0).

BBefeHHS 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEpPXKEHHS. 3MiHY | TUny - 3MiHW Woa0
6e3nekn/edekTnBHOCTI Ta thapmakoHarnsgy (iHwi
3MiHM). 3MiHV BHECEHO A0 iHCTPYKLi 415 MegnyYHOro
3acToCyBaHHSA NikapcbKoro 3acoby [0 po3ainis
"®apmakoTepanesTuyHa rpyna. Kog ATX" (pegaryBaHHs
TEeKCTOBOI YacTUHM hapmakoTepaneBTUYHOI rpynu 6e3
3MiHM KoAy), "Mo6ivHi peakuii" (BHECEHO peaakLiiHi
npaBskK), a TaKOX A0 IHCTPYKLT 418 MeanyHoro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby A0AaHo po3ainm
"3asaBHuK" Ta "Micue3HaxokeHHs 3asBHMKA". BBeeHHs
3MiH NPOTAroM 6-TW MicALiB NicNs 3aTBepAKEHHS. 3MiHU
| Tuny - 3miHK Woao 6e3nekn/edpekTBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpPOTKili xapakTepucTuLi
NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
4N MeVYHOro 3aCTOCyBaHHSA
reHepuYHUX/riopuaHnx/6ionofibHMX Nikapcbkux 3aco6is
nicns BHECEHHS TiEl camoi 3MiHN Ha pediepeHTHWIA
npenapar (3miHa He NnoTpebye HafaHHSA XXOAHUX HOBUX
[0[4aTKOBUX aHuX). 3MiHVM BHECEHO A0 iHCTPYKUIT Ans
MEeANYHOro 3aCTOCyBaHHSA NiKapcbKoro 3acoby o
po3gainis "®apmakosnoriyHi BnactMeocTi",
"MpoTunokasaHHs", "B3aeMogis 3 iHLWIMMKN NiKapCbKuMu
3acobamu Ta iHWi BUAW B3aemogiii”, "Oco6amBocCTi
3acTocyBaHHs", "3acTocyBaHHs y nepio BaritTHocTi abo
rogyBaHHs rpyaar”, "MepenosysaHHs", "Mo6iyHi
peakuii" BianoBiAHO A0 iHGopmaLii pecepeHTHOro
nikapcbkoro 3aco6y (AcnipvH Kapgio, TabneTku, BKpUTI




62

Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
KMLLKOBOPO34MHHOIO 060M10HKO0). BBEAEHHS 3MIH
NpoTSArom 6-TM MicALiB Nic/1a 3aTBepPAKEHHS

105. | KNIBAC® 4yO Kancynu Teepai no TOB YkpaiHa BUPOGHMLTBO, Monbwa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a He UA/19794/01/02
10 mr/100 mr, no 7 "ACIHO nakyBaHHs, My - 3MiHKN WoA0 6e3nekn/eddeKkTMBHOCTI Ta peyernmom niosnsea
kancyn y 6nictepi, YKPATHA" KOHTPO/b AKOCTI hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuui €

no 4 6nictepu B
KapTOHHIW nayu,i

Ta BUNYycK cepii
nikapcbKkoro
3acoby: Agavep,
®apma C.A.,
MonbLya;
nepBrHHE Ta
BTOPVHHE
nakyBaHHs:
Apavep dapma
C.A., MonbLa

niKkapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
ANA MeAnYHOro 3acToCyBaHHS
reHepuYHUX/TibpMAaHMX/6ionoai6HMX NikapCcbKUX 3aco6iB
nicnst BHECEHHS Tiel camol 3MiHU Ha pedyepeHTHWIA
npenapar (3mMiHa He NoTpebye HagaHHA XOAHUX HOBUX
[0[aTKOBUX AaHnX) 3MiHN BHECEHO A0 iHCTPYKLUii ANs
MeAMYHOro 3acToCyBaHHA MikapCbKoro 3acoby Ao
posgainis "®apmakonoriyHi BnactmeocTi",
"MpoTunokasaHHa", "B3aemogis 3 iHLIMMK NiKapCbKUMUn
3aco6amu Ta iHWi BUAW B3aemogiii”, "OcobmMBocCTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta Ao3n",
"Mo6iyHi peakuii” BiANOBIAHO A0 iHopMmaLi
pechepeHTHOro nikapcbkoro 3acoby (Kpectop, Tabnetku,
BKPUTI NNIBKOBOK 060/0HKOI0).

BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEpXKEHHS. 3MiHY | TUny - 3MiHK Woa0
6e3nekn/edeKkTnBHOCTI Ta thapmakoHarnsgy (iHwi
3MiHM). 3MiHV BHECEHO A0 iHCTPYKLi 415 MegnyHOro
3acTocyBaHHSA NikapcbKoro 3acoby [0 po3ainis
"®apmakoTepanesTuyHa rpyna. Kog ATX" (pegaryBaHHs
TEeKCTOBOI YacTUHM hapmakoTepaneBTUYHOI rpynu 6e3
3MiHM KoAy), "Mo6ivHi peakuii" (BHECEHO peaakLiiHi
npaBskK), a TaKoX A0 IHCTPYKLT 418 MeanyHoro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby A0AaHo po3ainm
"3asaBHuK" Ta "MicuesHaxokeHHs 3asBHMKA". BBegeHHs
3MiH NPOTAroM 6-TW MicALiB NicNs 3aTBepAKEHHS. 3MiHN
| Tuny - 3miHK Woao 6e3nekn/edhekTBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpPOTKili xapakTepucTuLi
NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
4N MeVYHOro 3acTOCyBaHHSA
reHepuYHUX/riopuaHnx/6ionofibHMX Nikapcbkux 3aco6is
nicns BHECEHHS TiEl camoi 3MiHN Ha pediepeHTHWIA
npenapar (3miHa He NnoTpebye HafaHHSA XXOAHUX HOBUX
[0[4aTKOBUX aHuX). 3MiHM BHECEHO [0 iHCTPYKUIT Ans
MEeANYHOro 3aCTOCyBaHHSA NiKapcbKoro 3acoby o
po3gainis "®apmakosnoriyHi BnactMeocTi",
"MpoTunokasaHHs", "B3aeMogis 3 iHLWIMMKN NiKapCbKuMun
3acobamu Ta iHWi BUAW B3aemogiii”, "Oco6amBocCTi
3acTocyBaHHs", "3acTocyBaHHs y nepio BaritTHocTi abo
rogyBaHHs rpyaar”, "MepenosysaHHs", "Mo6iyHi
peakuii" BianoBiAHO A0 iHGopMaLii pecepeHTHOro
nikapcbkoro 3acoby (AcnipvH Kapaio, Tabnetku, BKpuUTI
KMLLKOBOPO34MHHOIO 060/10HKOD). BBEAEHHSA 3MiH
NPOTAroM 6-T1 MIiCALIB MiC/S 3aTBEPKEHHS
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
106. | KNIMAKTO- rpaHynu, no 10 r MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 1O peecTpaLiiiHnx maTepianis: 3MiHu | 6e3 nionsiea | UA/3822/01/01
rPAH rpaHyn y neHani «HauioHanb "HauioHanbHa TMny - 3MiHK Woao 6e3nekn/edhekTNBHOCTI Ta peyenma €
nosniMepHomy, no 1 Ha [omeonatnyHa thapmakoHarnagy (iHwi 3MiHu) - 3MiHN BHECEHO B
neHany B naui 3 Fomeonatny Cninka" IHCTPYKLUitO A5 MEANYHOrO 3aCTOCYBaHHS J1iKapCbKOro
KapToHy; a6ono 5r Ha Cninka» 3aco6y Ao po3ainy "Mo6iyHi peakyii” LWoAo 3BiTyBaHHSA
rpaHyn y KoHTeliHepi npo No6iyHi peakuji.
3 03yBaHHAM, Mo 2
KOHTEliHepy B navu,i
3 KApPTOHY
107. | KNIOBECKIH Ma3b 0,05 %; no 25 TOBAPUCT YKpaina BCi cTagii Ykpaina BHECEHHS 3MiH [0 peecTpaLiiHnx MmaTtepiasis: 3MiHn | 3a UA/13134/02/01
ryTy6i; no 1 1y6iy BO 3 BMPOGHMLTBA, TMny - 3MiHK 3 SKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHK peyenmom
KopoOLi 3 KapTOHY OBMEXEH KOHTPO/b AKOCTI, y BUPOGHULTBI. 3MiHa po3Mipy cepii (Bk/ItovaoUm
(e]}0) BUNYCK cepil: [iana3oH po3Mipy cepii) roToBOro JlikapCbKoro 3acoby
BIAMOBIOA ToBapucTBo 3 (36inbLeHHs go 10 pasiB NOPIBHAHO i3 3aTBEPAKEHUM
NBHICTHO 06MeXeHo pO3MipoM) - BBEAleHHA 404aTKOBOro po3mipy cepii N3
«KOPIMOPA BiANOBigasIbHICT ans uexy M@, ainbHuui MrK - flitoya pegakuis: Liex
LA 10 ®XU, ginbHuus MPI®CTBA - Po3mip cepii cknagae: 2,4
«300POB'A "®apmaueBTUUH Tnc. yn. no 25 ry Ty6ax (60,00 kr) - Liex MN1®, ginbHuuA
» a KoMnaHis MrK - Po3mip cepii cknagae: 2,4 Tuc. yn. no 25 r y Ty6ax
"3popos's”, (60,00 «r) - NponoHoBaHa peaakuis: Lex ®XL, ainbHuus
YKkpaiHa; BCi MP/1®CTaA - Po3mip cepii cknagae: 2,4 Tuc. yn. no 25r
cTagii y Ty6ax (60,00 «r) - Liex MN®, ginbHnya MK - Po3mip
BMPO6HMLITBA, B cepii cknapae: 2,4 Tuc. yn. no 25 ry ty6ax (60,00 «kr) -
nnyckK cepii: 3,2 Tuc. yn. no 25 r y Ty6ax (80,00 «r) - 4,0 Tnc. yn. no
ToBapucTBo 3 25 ry Ty6ax (100,00kr)
06MeXeHoI0
BignoBiganbHiCT
]
"GapmaueBTUyH
a KoMnaHist
"3p0pos'a",
YKpaiHa;
KOHTPO/b SIKOCTI:
ToBapucTeo 3
06MeXeHoI0
BignoBiganbHiCT
10 "®APMEKC
PYI", YkpaiHa
108. | KNONIAONPEN | nopoLuok AT YkpaiHa MpasiiH IHAis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: - UA/15110/01/01
0 (cybeTaHuis) B "papmak” JlebopeTopiec YTOUHEHHS HamnMcaHHs ynakoBku B Hakasi MO3 YkpaiHu
rAPOCY/Ib®PA | nakeTax NOTPiAHKX NBT. NTA. Ne 2089 Big, 13.12.2024 B npoveci BHeCEHHA 3MiH (3MiHM
T nonieTMneHoBuUx ans

thapmaLeBTUYHOro
3aCTOCYBaHHS

| Tuny - 3miHn 3 AkocTi. CepTudpikat BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBponenchkiii

thapmakonei/moHorpadii. NogaHHs HoBOro abo

OHOBJIEHOrO cepTudikaTa BiANOBIAHOCTI a60 BUNYYEHHS

cepTugikaTa BignoBigHOCTI EBponeichkin dhapmakonei:

ona A®l; ana suxigHoro

mMartepiany/peareHTy/NpoMKHOIo NPOAYKTY, WO

BMKOPVCTOBYHOTbCS Y BUPOOHULTBI AD|; 418 AONOMIKHOT
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

peyoBUHM (CepTUiKaT BiANOBIAHOCTI EBpONechbkili
hapmakonei) - HoBuii cepTudpikar Bif Bxe
3aTBEPAKEHOrO BUPOBHMKA - NOAAHHSA HOBOTO
cepTudikata BignoBigHOCTi €EBponelickkili hapmakonet
CEP Ne R1-CEP 2017-247-Rev 00 gna Adl
Knonigorpesnto rigpocynbyaty Bif, BXe 3aTBepAXeHoro
BMpO6HUMKa Praveen Laboratories Private Limited, IHgis
(3amiHa DMF NePLPL/RA/315/0DMF/V-02 (August
2013). Ak Hacnigok, 3MiHeHO Ha3By cybCTaHuji y
BignosigHocTi Ao sumor moHorpadii Klopidogrel
hydrogen sulfate EP (3aTBepgxeHo: Knonigorpento
6icynbart 3anponoHoBaHo: Knonigorpesto
rigpocynbcpar). MprBeseHo NoKasHMKM SKOCTI
cneundikauii Ta METOAIB KOHTPO/IO Cy6CTaHLji 40 BUMOT
€Bponeiicbkoi thapmakonei Ailo4oro BuaaHHsa (E®*) Ta
AoKkymeHTauii Bupo6Huka (CEP). Bigbynuce 3miHn B
MKS$ cybcTaHLjii 3a po3aifiom «YnakoBka»- NpUBeAEeHO Y
BignosigHICTb A0 BUMor CEP (3atBepmxeHo: B naketun
noABiiHi NoNieTUIEHOBI NPO30Pi, NOMILLEHI B NAKeTK
NonieTuIeHOBI YOPHOTO KOMbOPY, BKIaAeH B
nosnieTuneHoBi 6apabaHn CUHLOrO KOMbOPY;
3anponoHoBaHo: B nakeTax NOTPiHMX NOMIETUNEHOBKX
(30BHILLHIli YOPHOTO KOMbOPY), BKNAAEHNX Y
nosnietTuneHosi 6apabaHu). 3MiHEHO TepMiH NPUAATHOCTI
3 poku Ha lMNepiof peTecTyBaHHSA 3 pOKM NpUBEAEHO A0
BVIMOT AOKyMeHTaUii BUpo6HMKa. 3MiHu | Trny - 3MiHn
oo 6e3nekn/edeKTMBHOCTI Ta papMakoHarnsay (iHwi
3MiHW) - OHOB/EHHSA po3ainy «MAPKYBAHHSA» MeTogis
KOHTPO/O SIKOCTi (3anpornoHoBaHo: «Ha eTukeTwi
3a3HavaloTb KpaiHy-BUPOGHUK, thipMy-BUPOGHUK, Ha3BY
cybcTaHUii, Macy cy6cTaHLii, yMOBM 36epiraHHs, TepMiH
NpVAATHOCTI, HoMep cepii. lonyCkaeTbCsA HAHECEHHS
[04aTKOBUX HaNUCiB». 3MiHM | TUNY - 3MiHW 3 AKOCTI.
A®I. CtabinbHicTb. 3miHa nepiogy NOBTOPHUX
BMNpobyBaHb/nepiody 36epiraHHs abo yMoB 36epiraHHs
Al (3a BiACYTHOCTI y 3aTBEPAXEHOMY [0OCbE
cepTudpikaTa BignoBigHOCTI E€Bponeiickkii hapmakone,
LLIO BK/TKOYAE Nepiof NOBTOPHOro BUNPOOYyBaHHS) (iHLLi
3MiHK) - NpUBeAeHHs po3ainy «YMOBW 35EPIFTAHHA»
MeTopiB KOHTPOIO AKOCTI Y BIANOBIAHICTL A0 BUMOT
BMPO6HUKa Ta MoHorpadii EP (3aTBepgyxeHo: 36epiratu
B OpuriHasibHili ynakoBLi npy TemnepaTypi He BuLle 25
C; 3anponoHoBaHo: 36epirati B LLi/IbHO 3aKpUTIii
yMakoBLji B 3aXuULLEHOMYy Bif CBiT/1a Micui)). Pegakuis B
Hakasi - B makeTax noABiiHUX NoslieTUneHoBNX. BipHa
pefakuis - B naketax NoTPiliH1X NONieTUNEHOBUX.

109.

KNOTPUMA3O
n

Ma3b 1 %; no20ry
Ty6i; no 1 Ty6i B
naJui 3 KapToHy

OPFAHOCMU
H
NAN®CAEH
CU3 (E®

OAE

EHK'106 ETikan3
MpaiisiT Mimiteq

IHais

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
TUNy - 3MiHM 3 AKOCTi. FOTOBWIA NikapCbKMii 3aci6.
KOHTPO/Ib FOTOBOIO /iKapCbKOro 3acoby. 3miHa
napameTpiB cneundikauii Ta/abo A0NYCTUMUX MEX

6e3
peyenma

UA/8794/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
3ET 1) rOTOBOrO /liKapCbKoro 3acoby (40NOBHEHHA crievumdikaLii
HOBWM MOKA3HWKOM 3 BifMOBIAHNM METOAO0M
BMNpo6yBaHHs). [lonoBHeHHs cneuudikayii MKHA /13
HOBWUM MOKa3HMKOM «MiHIMa/IbHE HanOBHEHHS Ty6u» 3
BiAMNOBIAHUM METOA0M BMNPOGYBaHHA. 3MiHu | Tuny -
3MiHK 3 SKoCTi. FoToBMIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO /liKapCbkoro 3acoby. 3miHa napameTpis
cneundikauii Ta/abo JONYCTUMKX MEX FOTOBOTO
nikapcbKoro 3acoby (iHLWi 3MiHK). BunyyeHHs nokasHuka
«CepefiHsa Maca BMicTy Tybu» 3i cneumdikayii MKA /13.
110. | KOMBIFAH® Kpanni o4Hi, no 5 mn E66BI IpnaHgjs AnnepraH IpnaHgjs BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/11289/01/01
y thnakoHi- Nimiteq PapmacbloTikau My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peuenmom
KpanesibHuuj; no 1 3 IpnaHgis hapmakoHarniagy (iHwi 3MiHn). 3MiHM BHECEHO B TEKCT
abo 3 dhnakoHu- MapKyBaHHSA NepBUHHOT Ta BTOPUHHOT YNakoBKN
KpanesbHULi B nikapcbKoro 3acoby y po3gin «IHWE». BBeAeHHA 3MiH
KapTOHHI ynakosL,i NpoTArom 6-T1 MiCALIB MiCNA 3aTBEPAKEHHS.
111. | KOHBEPIYM Tabnetkun no 150 mr Megpokemi Kinp Megokemi 1T Kinp BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/12201/01/01
no 10 TabneTtok y nTa (LeHTpanbHuii UMy - 3MiHM 3 AKOCTi. FOTOBWIA NikapcbKuMii 3aci6. peuenmom
6nicTepi, no 3 abo 3asopn) KoHTposb roToBoro fikapcbkoro 3acoby. 3miHa 'y

10 6nicTepis B
ynakoBLii

mMeToAax BUNpPo6yBaHHSA rOTOBOrO JiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMAXEHNX MeToAaxX
BMNPOGYBaHHS). He3HauHi 3MiHV 3a NOKa3HNKOM
«CynpoB.igHi fomilkn» metogom BEPX. 3MiHu
CTOCYHOTbCSt 06'EMY iHXEKLl, Yacy
XpomartorpagyBaHHsi, Tpo60oniAroTOBKN Ta PO3paxyHKy
LOMILLIOK.
3MiHu | TUny - 3MiHK 3 AkocTi. ADL. KoHTposnb APl 3miHa
y napameTpax crneungikauiii Ta/abo 4onycTtuMmx Mex,
BM3HAYeHNX Y cneundikauisx Ha Adl, abo
BUXiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
BMKOPVCTOBYIOTbCA Y npoueci BupobHuuytea AdI
(mogaBaHHA abo 3amiHa (3a BUHSATKOM aKTUBHOT
peyoBMHM 6i0NOrYHOTO abo IMyHO/OMYHOro
NOXOPKEHHS) NapameTpa cneuudikauii 3 BignoBigHNM
MeTOA0M BUNPO6YBaHHA 3a pesynbTataMun JOC/igKeHb
3 6e3nekun abo sKocTi). logaBaHHA napameTpa
«["@HOTOKCMYHI AOMILIKM>» i3 BignoBigHMMMN MeTo4aMu
TecTyBaHHs y cneumdikauito A®| IpbecapTtaH y
BignosigHOCTI g0 BukoHas4oro pileHHs Komicii C (2019)
2698 W00 pe3ynbTariB 3BepHEHHA Ao cTaTTi 31,
EMEA/H//A-31/1471, npo aHTaroHiCTV peLenTopis
aHrioTeH3uHy Il (capTaHn), WO MICTATb rpyny TeTpasony.
Takox BUganseTbCs TeCTyBaHHA Ha Badkki MeTasu, Lwob
BiANOBIAATN NOTOYHI MOHorpadii €E® ans ipbecapTaHy.
BBefeHHA 3MiH NpOTAroM 6-Tu MicALiB nicas
3aTBepMKEHHS. 3MiHK | Tuny - 3MiHK Wwoao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. BHeceHHs
abo 3mMiHa(M) o 30608B'A3aHb Ta YMOB Buaadi
peecTpaLinHOro NocBigYeHHs, BKaYaoum MNnaxH
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

ynpasniHHA pusnkamu (iHLWi 3MiHK). BukntoueHHs
koHTposito NDMA Ta NDEA 3i cneumdikav,iii rotoBoro
NpoAYyKTY 3 METOI BMKOHaHHA ymoBm D Marketing
authorization, BignosigHo o CMDh/400/2019, Rev3,
0OMEXEHHS TeHOTOKCUYHUX AOMILLOK N-
HiTpo3oammeTunaminy (NDMA) i N-HiTpo3ogueTunaminy
(NDEA) y 3.

112.

KOHBEPIYM

Tabnetkun no 300 Mr
no 10 TabneTtok y
6nictepi, no 3 abo
10 6nicTepis B
ynakoBLiji

Megokemi
nTa

Kinp

Megokemi T4
(UeHTpanbHuii
3aBop)

Kinp

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasnis: 3MiHu |
TUNy - 3MiHM 3 AKOCTi. FOTOBWIA NiKapCbKuMii 3aci6.
KOHTpPO/Ib FOTOBOrO NiKapcbkoro 3acoby. 3miHa y

MeToAax BUNPoGYyBaHHSA rOTOBOrO JliKapCbKOro 3acoby

(He3HayHa 3MiHa y 3aTBEPMAXEHNX MEeToAaxX
BMNPOOGYBaHHS). He3HauHi 3MiHV 3a NOKa3HNKOM
«CynpoBigHi AoMmilkn» MeTogoM BEPX. 3MiHn

CTOCYHTbCSt 06'EMY iHXEKLl, Yacy
XpomartorpagyyBaHHsi, Tpo60oniAroToBKM Ta PO3paxyHKY
[LOMILLIOK.
3MiHu | TUny - 3MiHK 3 AkocTi. ADL. KoHTposib A®L. 3miHa
y napameTpax crneungikauii Ta/abo 4onycTtuMmx Mex,

BM3HA4YeHNX y cneundikauisx Ha A®l, abo

BUXiAHWIA/NPOMIDKHUIA NpOAYKT/peareHT, Wwo
BMKOPVCTOBYIOTbCA Y npoueci BupobHuytea Ad|
(mopaBaHHA abo 3amiHa (3a BUHATKOM aKTUBHOT

peyoBMHM 6i0NOrYHOTO abo IMyHO/IOMNYHOro

NOXOLPKEHHS) NapameTpa cneuudikauii 3 BignoBigHNM

MeTOA0M BUNPO6YBaHHA 3a pesynbTataMun JOC/igKeHb
3 6e3nekun abo sAKocTi). JlogaBaHHA napameTpa
«["@HOTOKCMYHI AOMILLKM» i3 BigNoBigHMMMN MeTo4aMu
TecTyBaHHs y cneumdikauito A®| IpbecapTaH y
BignosigHOCTI g0 BukoHasuoro piweHHs Komicii C (2019)
2698 Woa0 pe3ynbTariB 3BepHEHHA Ao cTatTi 31,
EMEA/H//A-31/1471, npo aHTaroHicTV peuenTtopis
aHrioTeH3uHy Il (capTaHn), WO MICTATb rpyny TeTpasony.
Takox BUganseTbCs TECTYBaHHA Ha Bakki MeTasu, Lwob
BiANOBIAATU NOTOYHI MOHOrpadii E® ans ipbecapraHy.
BBefeHHA 3MiH NpoTAroM 6-Tu MicALiB nicas
3aTBepMKeHHs. 3MiHK | Tuny - 3MiHn Wwogo
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy. BHeceHHs
abo 3MiHa(M) [0 30608B'A3aHb Ta YMOB Buaadi
peecTpavyinHOro Noceig4YeHHs, BKIoYaoum MnaxH
ynpas/iHHA pu3nkamu (iHLWi 3MiHK). BukntoueHHs

KoHTposito NDMA Ta NDEA 3i cneumdikauiii rotoBoro

NPOAYKTY 3 METOK BMKOHaHHS ymoBu D Marketing
authorization, BignosigHo o CMDh/400/2019, Rev3,
06MEXEHHS TeHOTOKCUYHUX AOMiLLOK N-
HiTposoammeTunamidy (NDMA) i N-HiTpo3oguetnnaminy
(NDEA) y TN3.

3a
peyenmom

UA/12201/01/02

113.

KCUNOHEKC

cnpeii HasaslbHUiA,
PO34MH [030BaHUNA,

TOB
"Mikpodhapm

YKpaiHa

TOB
"Mikpochapm"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaviiiHux matepianis: 3MiHu |
TMny - 3MiHM WoAo 6e3nekn/edpekT1BHOCTI Ta

6e3
peyenma

UA/19571/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
1 mr/mnno 10 mny " hapmakoHarnagy (iHwi 3miHn)
noniMepHomy OHOB/IEHO TEKCT MapKyBaHHSI NEPBUHHOI Ta BTOPUHHOT
hnakoHi 3 ynakoBKW NiKapcbKoro 3acoby, a came BUIy4YeHo
posnuaoBavem; no iH(hopMaLito, 3a3HaveHy pocilicbkolo MOBOLO, Ta BHECEHO
1 donakoHy B nav,i 3 He3HauHi 3MiHW B iHLUI MYHKTW TEKCTY MapKyBaHHS.
KapTOHY BunyyeHo foaaTkoBuii TEKCT MapKyBaHHS YNakoBKu, B
SIKOMY 3a3Ha4YeHOo /1IoroTUn AucTpub'toTopa. BeeneHHs
3MiH NPOTAroM 6-TW MiICALB Nic/1A 3aTBEPAKEHHS
114. | KYTIBEUT Kpem 0,05 %, no 15 nakcoCmit Benvka Oendapm Monbwa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a He UA/2677/02/01
ryTy6i; no 1 1y6iy KnainH BputaHis Mo3HaHb C.A. TMny - 3MiHK Woao 6e3nekn/edpekTnBHOCTI Ta peyenmom nionsiea
KapTOHHIA ynakoBsL,i Ekcnopt thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTui €
Nimiteq niKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
[O/19 MeAUYHOro 3acToCyBaHHS Ha NiAcTasi perynspHo
OHOBJIHOBAHOTO 3BITY 3 6e3Mnekn nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKoro
3acoby B nicnsipeecTpauiiiHnii nepiog, abo sik pesynbTar
OLLiHKM 3BITY 3 AOC/iKEHb, MPOBEAEHNX BifMoBIAHO A0
nnaHy negiatpuyHux gocnimkeHs (PIP) (3MiHy
Y3roXEHO 3 KOMMETEHTHUM YNOBHOBaXXEHVIM OpraHoM)
3MiHU BHECEHO [0 IHCTPYKLii 415 MeauyHOro
3acTocyBaHHSA NikapcbKoro 3acoby [0 po3ainis
"Ocob6nmBocTi 3acTocyBaHHA", "Mo6iuHi peaxuii”
BiANOBIAHO iH(hOpMaLlii 3 6e3nekun Ailo4oi peHOBUHY.
BBeneHHs1 3MiH NpoTAroM 6 micauis nicas
3aTBepMKEHHS. 3MiHK | Tuny - 3MiHn Wwogo
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHn)
3MiHM BHECEHO [0 TEKCTY MapKyBaHHS yNakoBKu
nikapcbkoro 3acoby, a came B n.n. 3, 8, 15, 17 Tekcty
MapKyBaHHS1 BTOPWHHOT yNakoBKM /TiKapCbKoro 3acoby Ta
n.n. 4, 6 TEKCTY MapKyBaHHA NepPBUHHOT YNakoBKM
nikapcbKoro 3acoby. BBeAeHHS 3MiH NpOTArom 6 MicsuiB
nicns 3aTBepKeHHs
115. | NTA30O/IBAH® pO34uH Ans TOB YkpaiHa IcTiTyTO BE ITania BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 He UA/3430/06/01
iHranauin Ta "Onenna Anxeni C.p.n. MRy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii 3aci6. peyenma niosnsea
nepopasibHOro Xenckea KOHTpO/b roTOBOrO MiKapCbKoro 3acoby. 3miHa €
3acTocyBaHHs, 15 YkpaiHa" napameTpiB cneuudikauiii Ta/abo AONYCTUMUX MEX

Mr/2 mn; no 100 mn
y thnakoHi 3
KpanenbHuLeto; no 1
donakoHy y
KOMNEKTi 3 MipHUM
KOBMaYKoOM B
KapTOHHI KopoobLi

rOTOBOrO JliKapcbKoro 3acoby (4ONOBHEHHS crevmdikaLii
HOBWM MOKa3HWKOM 3 BifMOBIAHM METOA0M
BMNPOGYBaHHSA) - loaaBaHHa 0 cneundikauii N3
[0[aTKOBMX BUNPOOYBaHb, a caMe: O4HOPIAHICTb Macu
[103, L0 BUTAraKOTLCA i3 6aratof030BMX KOHTENHEpIB
(MipHWKi1 KOBMAYOK); 06’'€M BMICTY Ta OLjiHKa NakKyBasIbHUX
marepianis. 3miHu | Tuny - 3miHK 3 skocTi. [OTOBWIA
nikapcbkuii 3aci6. KOHTpob roToBOro NikapcbKoro
3aco6y. 3MiHa napameTpiB cneyudikaii Ta/abo
[0MNYCTUMUX MEX FOTOBOrO /1iKapCbKOro 3acoby
(3BYXXEHHS1 ONYCTUMUX MEX) - BHeceHHs 3MiH 40
napameTpiB cneundikavii [N13, a came 3BY)XeHHs
[ONYCTUMMX MEX A5 NOKa3HWKa SKOCTi MPOAYKTIB
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1

po3nagaHHs AMOGpokcony rigpoxnopugy. 3miHu | Tuny -
3MiHu 3 SKocTi. FoToBMIA Nnikapcbkuii 3aci6. KoHTposb
roToOBOro Nikapcbkoro 3acoby. 3miHa y meTogax
BUMNPOBYBaHHS rOTOBOrO MikKapCcbKoro 3acoby (He3HayHa
3MiHa y 3aTBEpMAKEHNX MeTofax BUNpobyBaHHs) -
HesHauHi 3MiHM y MeTofax BUNPOBYBaHHS NokasHuka
«lpgeHTudikalis. BeHsankoHio xnopuay», a came
meToavka BEPX nokpaulieHa gogasaHHsAM niauebo o
CTaHAAPTHOro PO3YNHY A7 3HWKEHHS NOMUKN
aBTocamniepy, Wo noB s3aHa 3 PisnyH1Mmn
XapakTepucTrkamy po3ymHy. Takox BHECEHO HE3HAuHI
3MiHM B YMOBUW XpomartorpacdyyBaHHs (Temnepartypa),
36iNbLUYETLCA 06" €M BNPUCKYBaHHA A1 NiABULLEHHSA
YYT/IMBOCTI aHaTITUYHOI NPOLleAypy, a TakoX He3HauHi
KOpUryBaHHs napameTpiB NPUAATHOCTI CUCTeMU Ta Yacy
36epiraHHA.3miHK | TUNY - 3MiHK 3 AKoCTi. FoToBWMIA
nikapcbknii 3aci6. Cuctema
KOHTeliHep/3akyrnopoBasibHUi 3aci6. 3MiHa napameTpis
cneumdikauii Ta/abo 4ONYCTUMUX MEX NEPBUHHOI
YNaKoBKM rOTOBOTO /1iKapCbKOro 3acoby ([4ONOBHEHHSA
cneumdikalii HOBUM NOKA3HUKOM 3 BifNOBigHUM
MeTOAOM BUNPOBYBaHHA). [JoNOBHEHHSA cneumdikauii
HOBMMU NapameTpamu y po3gini 3.2.P.7 Cuctema
KOHTeliHep/3aKkynoptoBasibHuiA 3aci6 : -test for
cleanliness, hygiene in screw closure
-test for processing defects in screw closure -test for
intermixing in measuring beaker -test for processing
defects in measuring beaker
-test for intermixing in glass bottle -test for hydrolytic
resistance in glass bottle. 3miHun | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa y NepBUHHIl
ynakoBL{i FOTOBOro NiKapcbkoro 3acoby (iHLi 3MiHK) -
KomepuiiHa 3mMiHa Ha3BW NEPBUHHOMO NakKyBaslbHOrO
matepiany 6e3 3miHW y doopmyni 4m npoueci
BMPOBHMLTBA 3aKyNOPIOBasIbHOTO MPUCTPOIO Ta
nnacTuky B KpanenbHuui. BignosigHa 3miHa He Hece
BMAMBY Ha skicTb J/13. Immediate packaging material in
screw closure
Material description/ldentification PP-PP 1013H1, white
Immediate packaging material in dropper Material
description/Identification
LDPE-PURELL PE 1840H, natural. 3miHu | Tuny - 3MiHn
3 AKocTi. [oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akyrnopoBasibHUi 3aci6. 3MiHa napameTpis
cneumdikauii Ta/abo 4ONYCTUMUX MEX NEPBUHHOI
yNaKoBKM rOTOBOTO MiKapCbKOro 3acoby (BUTyYEHHS
He3Ha4yHOro MokasHuka (Hanpvknag, 3actapinoro
nokasHuka)) - BHeceHHs 3MiH fo posginy 3.2.P.7
Cuctema KoHTelHep/3aKynoproBasibHUiA 3aci6, a came
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1

BUAAIEHHS 3acTapinnx BunpobyBaHb 3 METOAVKM: - test
for colour in screw closure - test for measuring accuracy
in measuring beaker- test for dimensions in dropper -
test for glass quality in glass bottle. 3miHu | TUNY - 3MiHK
3 AKocTi. [oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWii 3aci6. 3MiHa napameTpis
cneumdikauii Ta/abo 4ONYCTUMUX MEX NEPBUHHOI
YMakoBKM FOTOBOTO NiKapCbKOro 3acoby (iHLUi 3MiHN).
HesHauHi 3MiHM y napameTpax cneuudikauii B po3gini
3.2.P.7 CucTtema KoHTeliHep/3aKynoproBasibHWiA 3aci6: -
cleanliness, hygiene in measuring beaker -cleanliness,
hygiene in dropper -intermixing in dropper-processing
defects in dropper
-cleanliness, hygiene in glass bottle -processing defects
in glass bottle. Takox BHOCATbCA HE3HAYHI pefakUiliHi
3MiHM B onuci/igeHTudikauii 3akynoproasibHOro
NPUCTPOIO, 3MiLLYBaHHSA B 3aKynOplBasIbHOMY NPUCTPOI,
onvci/igeHTudikauii matepiasly B MipHOMY KOBMauky Ta
onuci/ineHTudikauii matepiany y kpanenbHuui. 3miHu |
UMy - 3MiHM 3 AKOCTi. OTOBWIA NikapCbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npugaTtHocTi abo
ymoBax 36epiraHHs roTOBOro /liKapCbKoro 3acoby
(3MEHLLEHHSA TepMiHy NMPUAATHOCTI FOTOBOTO JiKapCbKOro
3aco6y) - [1na ToproBoi ynakoBku. 3MiHa TEPMiHY
nNpuAaTHOCTI FOTOBOTO JlikapCbKoro 3acoby 35 Ao 3
POKIB.

Litova pepakuis. TepMiH npugatHocTi 5 pokis. He
3acTOCOBYBaTV npenapar nicas 3akiH4eHHs TePMiHy
NpUAATHOCTI, 3a3Ha4eHOro Ha ynakosL,i. NMponoHoBaHa
pepaxuis TepmiH npugartHocTi 3 poku. He
3acTOCOBYBaTV npenapar nicas 3akiH4eHHs TePMiHy
npuaaTHOCTI, 3a3HA4YEHOro Ha ynakosLi. TepMiH
NpuAATHOCTI NiCNs NepLUOoro BigKpUTTA hnakoHa - 12
MicAUIB. 3MiHN BHECEHO B IHCTPYKLiO 415 MeAUYHOTO
3aCTOCyBaHHSA NMikapcbKoro 3acoby y po3ain «TepMiH
npuaaTHoOCTI». BBeAEeHHsA 3MiH NPOTArom 6-Tu MicsiLiB
nicns 3arBeppkKeHHs. 3MiHu | Tuny - 3MiHW 3 AKOCTI.

[oTOBWIA Nikapcbknii 3aci6. CTabinbHICTb. 3MiHa Y
TepMiHax NpuAaTHOCTi abo yMoBax 36epiraHHs roToBOro
NikapcbKoro 3acoby (36iNbLIeHHs TeEPMiHY NPUAATHOCTI
rOTOBOrO Jlikapcbkoro 3acoby) - Micns nepLioro
po3KpUTTA (NiATBEPAXKYETHCA AaHUMMN PeasibHOro Yacy).
BHeceHHs 3MiHW 0 po3giny «TepMiH NpuaaTHoCTI», a
came 3a3HayeHo - TepMiH NPWAATHOCTI NicNA NepLIoro
BigKpUTTA dhnakoHa - 12 micsAuiB. 3MiHN BHECEHO B
IHCTPYKLiIO 415 MeANYHOro 3acTOCyBaHHS NiKapCbKoro
3aco6y y po3ain «TepMiH NpuaaTHOCTI» (TEPMIH
NPUAATHOCTI NiCNSA NEpLLOro BigKpUTTA d/1akoHa).
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBepMKEHHS. 3MiHM | Tuny - 3MiHK 3 IKOCTIi. [O0TOBWI
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
nikapcbkuii 3aci6. KOHTPOb roTOBOrO NiKapCbKoro
3aco6y (iHwi 3MiHN) -OHOBMEHHSA MOBHOTO TekcTy MKA
13 yKpaiHCbKOK MOBOI, BKHOYaoun nonepeHsLo
3aTBEPKEHI 3MIHW Ta HE3HAYHI pefakuiliHi npaBku ANns
npuBefeHHs cneundikauii Ta MeTOAIB KOHTPOJIIO AKOCTI
N3y BigNOBIgHICTL A0 MaTepiasiB BUPOOHUKA (3MiHN
ymMoBax xpomatorpadpysaHHs y MeToi BUNpobyBaHHs
3a NoKa3HMKOM «KinbkicHe BU3Ha4YeHHs ambpokcosy
rigpoxnopuay»)
116. | NEBACENT TabneTkun, BKpUTI [OKIBOXAP IHAiA BadHa IHAis BHECEHHS 3MiH [0 peecTpaLiinHux matepianis: 3MiHu | 3a UA/13292/01/01
N1iBKOBOIO A ®APMA dapmacbloTikan TMny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
060/10HKO10, N0 500 MPAVBIT c NTp. thapmakoHarnagy (iHwi 3mMiHu). 3MiHW BHECEHO B M.
mr; no 5 TabneTtok y NIMITEL «|HLUE» TeKCTy mapKyBaHHA BTOPUHHOI Ta NEPBUHHOT
6nicTepi; no 1 yMakoBOK NikapcbKoro 3acoby, a came: BUaeHo
6nictepy B iHhopmaLito Npo s1IoroTUn NpeacTaBHYKa 3asiBHUKA B
KapTOHHIi ynakoBL; YKpaiHi.
no 10 Tabnetok y TepMmiH BBeA,eHHS 3MiH - NPOTAroM 6 MicAuiB nicns
6nictepi; no 1 3aTBEPKEHHS.
6nictepy B
KapPTOHHI ynakoBLUi
117. | NEBOKOM Tabnetkn no 250 TOB YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/7844/02/01
mr/25 mr; no 10 "ACIHO Crapt" Tuny - 3MiHK 3 AkocTi. CepTudiikat BignosigHOCTI/IE- peyenmom
Tabnetok y 6nictepi; YKPATHA" cepTudikaT BignoBigHOCTI EBponeinchkiii

no 3 a6o 10
6nicTepis B
KapTOHHIi navui

thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI ab0 BUTYYEHHS
cepTudikaTa BigNoBiAHOCTI E€Bponelickbkiil hapmakonei:
onsa A®l; ana BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ANns LONOMDKHOT
peyoBUHM (CepTuUdikaT BiANOBIAHOCTI EBpONechbkili
hapmakonei) - Houii cepTudikar Bif Bxe
3aTBepAXEHOro BUpo6HUKa - MogaHHA HOBOrO
cepTudpikaTa BignosigHOCTI EBponelickbkiin hapmakoner
RO-CEP 2021-195-Rev 00 ans [iitouoi pe4oBuHn
neBojona Bif 3aTBepKEHOro B1pobHuka «Zhejiang
Wild Wind Pharmaceutical Co., Ltd.», Kutaii. 3miHa
006yMOB/IEHHA BBEAEHHAM aslbTEPHATUBHOI CXEMU
CUHTe3y (enzymatic process) 1eBofonu. - 3MiHu | Tuny -
3MiHu 3 sKocTi. APl. KoHTponb A®I. 3miHa y
napameTpax crneungikauii Ta/abo 4ONyCTUMUX MEX,
BM3HAYeHNX Y cneundikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
BMKOPUCTOBYIOTbCSA Y npoueci BUpobHuytea A®I (iHwwi
3MiHK) - 3MiHa cTpaTerii koHTposo Ad| kapb6igona
BMPOGHMLTBA «Bachem SAx, LLIeliuapisi, a came gns
KOXHOro NokasHvKa 3anponoHOBaHO 3anpoBagnTu
nepeHoc JaHux BU3HauYeHMX NoKasHuKiB («Mpo3opicTb»,
«KONbOPOBICTb», «3a/INLLKOBI KifIbKOCTi OpraHiuHmnx
PO34YMHHKKIBY», «CynbgaTHa 301a», «MikpobionoriyHa
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yncToTa») i3 ceptuddikaTy AkocTi hipMu-BMpo6HMKa B
AHanitnyHuii 38iT TOB «®apma CtapT» Ta fogatv
BifNoBigHe NOCW/IaHHA: KOHTPO/b MOKa3HWKIB AKOCTI
3AIACHIOETLCS B PEXUMI MOHITOPUHTY Ha KOXHIilA 10-i4
cepii, ane He pigwe 1 pa3y Ha pik. - KOHTposb y pexumi
MOHITOPUHIY 3AiICHI0ETbCS HAa OCHOBI «EU Guidelines
for Good Manufacturing Practice for Medicinal Products
for Human and Veterinary Use. Part 1. Chapter 5:
Production, p.p. 5.35-5.36%», BUMOr# IKOTrO MOBHICTHO
rapmoHi3zoBaHi i3 Bumoramu «CT-H MO3Y 42-4.0:2016
KepiBHuLTBa Jlikapcbki 3acobu HanexHa BUpobHnya
npaxkTuka», fitoye BuAaHHs. - 3MiHun | Tuny - 3miHn 3
AKoCTi. A®I. KoHTponb A®I. 3miHa y napameTpax
cneumdikauii Ta/abo AONYCTUMUX MEX, BUSHAYEHUX Y
cneumdikauisix Ha A®l, abo BMXigHWIA/NPOMKHWIA
NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPOLEC
BMPOGHMLTBA ADI (iHLWi 3MiHK) - 3MiHa cTpaTerii
KOHTponto AP| kapbigona BupobHULTBa «Zhejiang Wild
Wind Pharmaceutical Co., Ltd», Kutaii, a came gnsi
KOXHOTO NoKa3HvKa 3anponoHOBaHO 3anpoBagnTyh
NepeHoc AaHnX BU3HaYeHNX NokasHWKiB («Mpo3opicTb»,
«KonbopoBiCTb», «3a/INLLKOBI KiNbKOCTI OpraHiyHmx
PO34YUnHHKKIB», «CynbgaTHa 301a», «MikpobionoriyHa
ynucToTa») i3 cepTudpikaty AKocTi ipMu-BUPOBHKKA B
AHaniTuyHKiA 38iT TOB «®apma CtapT» Ta goaatu
BiZiNOBiHE NOCU/IAHHA: KOHTPO b NOKA3HWUKIB AKOCTI
3AIACHIOETLCS B PEXWUMI MOHITOPUHTY Ha KOXHI 10-i4
cepii, ane He pigwe 1 pa3sy Ha pik. - KOHTposb y pexumi
MOHITOPWHIY 3AjICHI0ETbCS Ha OCHOBI «EU Guidelines
for Good Manufacturing Practice for Medicinal Products
for Human and Veterinary Use. Part 1. Chapter 5:
Production, p.p. 5.35-5.36%», BUMOr# IKOTO MOBHICTIO
rapmMoHi3oBaHi i3 Bumoramu «CT-H MO3Y 42-4.0:2016
KepiBHuLTBa Jlikapcbki 3acobu HanexHa BupobHnya
npakTnka», Ailoye BUAAHHS.

118.

NEBOIMNPO

PO34UH ANs iHQY3il,
500 mr/100 mn, no
100 mn a6o 150 mn
y naswyi, no 1
nAAWUi y nayyj

ToBapucTeo
3
0bMexeHot
Bignosiganb
HicTio «EC
OAPMA»

YKpaiHa

MNpvBaTHe
akujioHepHe
TOBapuCTBO

"IHdpy3ia”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpekTnBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuui
niKkapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
ANA MeAnYHOro 3acToCyBaHHS
reHepuYHUX/ribpMAaHMX/6ionoai6HNX NikapCcbKUX 3aco6iB
nicnsi BHECEHHS Tiel camol 3MiHU Ha pedyepeHTHWIA
npenapar (3mMiHa He NoTpebye HagaHHA XOAHUX HOBUX
[0[AaTKOBUX AaHuX). 3MiHM BHECEHO [0 HCTPYKLi Ans
MeAMYHOro 3acTOCyBaHHA /ikapCbKoro 3acoby y po3ginu
"®apmakonoriyni BnactmeocTi”, "MokasaHHA" (YTOUHEHHS
iHchbopmawii), "MNpoTrnokasaHHA", "B3aemogis 3 iHWNMK
nikapcbkrMKU 3acobamMu Ta iHLWi BUAY B3aemMogiii",
"Oco6nMBOCTI 3acTOCyBaHHA", "3acTocyBaHHs y nepiog,

BariTHOCTi ab0 rogyBaHHs rpyaar”, "3aaTHicTb

3a
peyenmom

He
niosnsea
€

UA/14730/01/01
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BMAMBATY Ha LWBWAKICTb peakLii Npu KepyBaHHi
aBTOTpaHCNOPTOM abo iHWKUMK MexaHismamu”, "Cnocio
3acTocyBaHHA Ta go3un”, "Oitn" (pegaryBaHHs TEKCTY),

"MepeposysaHHs", "Mo6ivHI peakuii”, "HecyMicHicTb"
BiANOBIAHO A0 iHdhopMaL,i WoA0 MeanyHoro
3acTocyBaHHA pehepeHTHOro Nikapcbkoro 3acoby
(Tavanic 5 mg/ml solution for infusion)

119.

NEBOMNPO

pO34uH N8 iHQy3il,
500 mr/100 mn, no
100 mn a6o 150 mn
y naswuj, no 1
NAAWLI Y nayLi

ToBapucTBo
3
06MexeHot
BignoBigaib
HicTo «EC
DPAPMA»

YkpaiHna

MNpvBaTHe
akuioHepHe
TOBapUCTBO

"IHdpy3ia”

Ykpaina

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasnis: 3MiHu |
My - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTui
nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
0719 MEeAUYHOIO 3aCTOCYBaHHS Ha NiAcTasi perynsapHo
OHOB/OBAHOrO 3BiTY 3 6e3neKkun Nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acToCyBaHHSA NikapCbKoro
3acoby B nicnspeecTpaviliHnii nepios, abo sk pesynbTar
OLLiHKM 3BITY 3 AOC/IKEHb, MPOBEAEHNX BifMOBIAHO A0
nnaHy negiatpuyHux gocnimkeHs (PIP) (3miHy
Y3rOKEHO 3 KOMMETEHTHUM YNOBHOBAXXEHNM OPraHoM).
3MiHN BHECEHO A0 IHCTPYKLUiT AN MEAUYHOTO
3acTocyBaHHS NiKapCcbKoro 3acoby y po3ginu:
"Oco6nmBoCTi 3acTocyBaHHA", "Mepeno3yBaHHA",
"Mo6iuHi peakuii" BiANOBIAHO A0 OHOBNEHOI iHthopmaLi 3
6e3nekun Aityoi pevyoBuHN

3a
peyenmom

He
nionsiea
€

UA/14730/01/01

120.

NEBO®/IOKCA
LWH

TabneTtku, BKPUTI
NAiBKOBOIO
o060n0Hkoto no 500
Mmr, no 10 TabneTok
y 6nictepi; no 1 abo
10 6nicTepiB y nauui
3 KapTOHY

AT
"ly6Hndhap
o

YKpaiHa

AT
"Ny6Hnchapm"”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
MRy - 3MiHM 3 AKOCTi. OTOBWIA NikapCbkunii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npugatHocTi abo
ymoBax 36epiraHHsi roTOBOro fikapcbKoro 3acoby

(36inbLUEHHS TEPMiIHY NPUAATHOCTI FOTOBOTO JliKapCbKOro
3acoby) - 15 ToproBoi ynakoBku (NigTBEPAKYETLCA
LaHUMK peasibHOro Yacy) 36iNbLUeHHs TePMiIHY
npuaaTHOCTI Y 3B'A3KY i3 OTPUMAHHAM NO3UTUBHUX

[aHnX LWoA0 A0CiMKEHHS cTabiNbHOCTI y peasibHOMY

yaci. [itoya pepaxuis: TepmiH NpuaaTHOCTI. 2 POKK.

MponoHoBaHa pegakuis: TepmiH NPUAATHOCTI. 3 POKW.

3MiHV BHECeHO A0 [HCTpYKUii Ana MeguyHoro
3acTOoCyBaHHS fikapcbKoro 3acoby Ao po3zainy "TepmiH
npugaTHocTi".

BBefeHHA 3MiH NpoTAroM 6-Tu micALiB nicns
3aTBEPXKEHHS. 3MiHY | TUny - 3MiHW WoA0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy. 3miHa 'y
KOPOTKiil XapakTepuCTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLii A5 MeANYHOro 3acTOCyBaHHS
Ha nigcTaBi perynspHoO OHOB/IOBAHOIO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk pe3ysibTaT OLiHKN
3BiTY 3 fOCNIKEHb, NPOBEAEHNX BiANOBIAHO A0 NnaHy
negiatpuuHux gocnigpxkerb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHWUM YNOBHOB&XEHVM OpraHoM) 3MiHn

3a
peuyenmom

He
niosnsea
€

UA/20040/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
BHECEHO [0 |HCTPYKUii 4158 MeAUYHOro 3acTocyBaHHs
nikapcbKoro 3acoby Ao po3zinis "OcobmBocTi
3acTocyBaHHs", "Mepeno3yBaHHA" Ta "Mo6IYHI peakuii”
Lwoao 6e3neky 3acTocyBaHHS Ail040i peYOBUHN
neBod/IOKCaLUMH BifMoBigHO Ao pekomeHaauii PRAC.
BBefeHHA 3MiH NpoTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHS.
121. | NIEBOLUETUPU MOPOLLIOK TOB YkpaiHa MPABIH IHAis BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHa - UA/17152/01/01
3NHY (cy6eTaHuin) y "TNEAPAP NABOPATOPI3 3aaBHuKa /13 (MIBM) (BnacHuka peecTpaviiiHoro
AVrIAPOXMOP | noagiliHnx MnaTa" MnBT. NTA. noceigyeHHs) (3rigHo Hakady MO3 Big 23.07.2015 Ne
na, nonieTuIeHoBMX 460).
nakeTtax gns
thapmaueBTUYHOro
3aCTOCYBaHHS
122. | NETPO30/ TabneTtku, BKPUTI KPKA, a.4., CnoseHis BiAnoBiaanbHN IHais/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/14992/01/01
KPKA NiBKOBOO HoBo mecTo 3a BUpo6HMUUTBO | Himeuunna/ TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHA HaliMeHyBaHHs peyenmom
060/10HKOI0, M0 2,5 "in bulk", YropwumHa Ta/abo agpecy MicLs NPOBaXEHHS Ais/IbHOCTI
Mmr; no 10 TabneTok nepBUHHY BMpOBHUKa/iMnopTepa roToBOro JliKapcbKoro 3acoby,
y 6nicTepi; no 3, 6 yMakoBKy, BK/IOYAIOUM AiNbHULi BUNYCKY cepii abo micue
abo 9 6nicTepiB y BTOPUHHY NpoBeAEeHHS KOHTPOJIIO AKOCTI. (4iSNbHICTb, 3a AKY
KapTOHHIlA KOopooLi yNaKoBKY: BignoBigae BUPOGHUK/IMNOPTEP, HE BKIOYAOUM BUNYCK
IHTac cepili). 3miHa agpecu Micus NpoBaKeHHs AifNbHOCTI
dapmacbloTukan BMPOGHWKA, BiNOBIAaIbHOMO 338 BTOPMHHY YNakoBKy,

3 JlimiTen, IHAjs;
BiAgnoBiganbHWI
3a BTOPUHHY
yNakoBKy:
KPKA Monba
Cn. 3 0.0.,
MonbLya;
KPKA, a.4.,
HoBso mecTo,
CnoBeHis;
TAL dapma
rM6X,
HimeuuunHa;
BignoBiganbHW
3a KOHTPO/Ib
cepii:
ans disvko-
XiMiYHOTrO
TeCcTyBaHHS:
EypodiHC
AHaniTrkan
Cepsicec
YropumHa Kdr.,
YropumHa;
ans
MiKpo6ionoriyHo

KRKA, d.d., Novo mesto, a came: 3mMiHa NOLUTOBOro
iHaekcy aAns BUpo6HWYoT AinbHuui Belokranjska cesta.
dakTuyHe micue posTallyBaHHS BUPOOHWYOT Ai/TbHULL

3aULLNAOCA HE3MIHHMM.
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ro TeCTyBaHHS:
SAPMABANIA,
nra.
Mikpobionogxik
an JlabopaTtopi,
YropumHa;
BiZJNOBIAANbHWIA
3a [03BiN Ha
BUNYCK cepil:
KPKA, a.4.,
HoBso mecTo,
CnoBeHis;
TAL dapma
62X,
HimeyunHa

123.

NMHAWHET 20

TabneTkn, BKPUTI
060/10HKO0, N0 21
Tabnetui B 6nicTepi;
no 1 a6o no 3
6nictepy pasom 3
KapTOHHVM
dyTnspom ans
36epiraHHsa 6nictepa
B KapTOHHIlA
ynakoBLi

BAT
"lepeoH
PixTep"

YropLmHa

BAT "T'efieoH
PixTep"

YropumHa

BHECEHHS 3MiH [0 peecTpaLiinHux matepianis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) 3MiHM BHECEHO A0
IHCTPYKLU|i 415 MeAUYHOT0 3aCTOCYBaHHS /liKkapCbKoro
3acoby y po3ginu "MNpoTunokasaHHs", "B3aemogis 3
iHLWIMMK NikapcbKMK 3acobamu Ta iHLWi BUAM B3aeMoSiid"
BiANOBIAHO [0 OHOBMEHOT iIHGhopMaLii 3 6e3nekun Aityoi
peyoBuHW. BBeAEHHS 3MiH MpPOTAroM 6 MicAuiB nicns
3aTBEPAKEHHS
3miHu | TUnYy - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3mMiHu) 3mMiHW BHECeHO A0
IHCTPYKUIi ANA MEAUYHOrO 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3ginn "OcobanBoCTi 3aCTOCyBaHHSA",
"Mo6iuHi peakuii" BiANOBIAHO [0 OHOBMEHOI iHChopMaLii 3
6e3nekun ajtyoi pevyoBuHN. BBeLeHHs 3MiH NpoTsArom 6
MiCALIB MicnsA 3aTBepKEHHSA. 3MiHu | Tuny - 3MiHW Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy. 3miHa y
KOPOTKiil XapakTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKLii A5 MeAVNYHOro 3acTOCyBaHHS
Ha nigcTaBi perynisipHO OHOBJIIOBAHOTO 3BITY 3 Ge3Mneku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYBaHHSA NikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pe3ysibTaT OLiHKN
3BiTY 3 OCNIKEHb, NPOBEAEHNX BiAMNOBIAHO A0 NnaHy
negiatpuyHux gocnimpkens (PIP) (iHwi 3miHW) 3MiHK
BHECEHO [0 iHCTPYKLT 415 MeANYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby y po3ainum "MNpotunokasaHHs",
"B3aemogisa 3 iHWVMK nikapcbknMm 3acobamu Ta iHLwi
BVAM B3aEMOZII " BiANOBIAHO A0 OHOBMAEHOT iHchopmaLii
3 6e3neku Aitoyoi pevyoBuHU. BBegeHHS 3MiH NpoTArom 6
MiCALIB MicnsA 3aTBepKEHHS. 3MiHu | Tuny - 3MiHW Wwoao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy. 3miHa 'y
KOPOTKiil XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKLii A5 MeANYHOro 3acTOCyBaHHS
Ha nigcTaBi peryisipHo OHOB/IKOBAHOIO 3BiTY 3 6e3neku

3a
peyerimom

He
niosnsiea
€

UA/7688/01/01
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nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk pe3ysibTaT OLiHKN
3BITY 3 JOCNIMKEHb, NPOBEAEHNX BifNOBIAHO 4O NNaHy
negiatpnyHux gocnimpkeHb (PIP) (3MiHy y3rompkeHo 3
KOMMNEeTEeHTHUM YMOBHOBaXEHUM OpraHom) 3MiHu
BHECEHO [0 IHCTPYKLiT 4719 MeANYHOro 3acToCyBaHHS
nikapcbkoro 3acoby y po3gim "MpoTunokasaHHsa",
"Oco6nmBocTi 3acTocyBaHHA", "MMo6IuHI peakuii”
BiANOBIAHO [0 OHOBMEHOT iHGhopMaLii 3 6e3nekun Aitoyor
peyoBuHW. BBeAEHHS 3MiH MPOTArom 6-Tv MicAuiB micns
3aTBEPAKEHHS
3MiHu | TURY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3mMiHu) 3MiHW BHECEHO A0
IHCTPYKUIi ANA MEAUYHOrO 3aCTOCYBaHHS NikapcbKoro
3acoby y po3ginm "OcobamBocCTi 3acTocyBaHHs", "Cnoci6
3actocyBaHHs", "lNepenosyBaHHs", "Mo6ivHi peakuii”
BiANOBIAHO 10 OHOBMEHOT iHGopMaLlii 3 6e3nekun Aityol
peyoBuHW. BBeaeHHs 3MiH NpoTArom 6-Tv Micauis nicns
3aTBEPAKEHHS

124.

NIHOWMHET 30

TabneTku, BKPUTI
06010HKO0, N0 21
Tabnetui B 6nicTepi,
no 1 a6o no 3
6nictepy pasom 3
KapTOHHVM
dyTnsapom ans
36epiraHHA 6nictepa
B KapTOHHIiA
ynakoBLi

BAT
"lefeoH
Pixtep"

YropLmHa

BAT "TeneoH
PixTep"

YropLmHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpekTnBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn). 3MiHM BHECEHO [0
IHCTPYKUIi ANA MEAUYHOrO 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3ginm "MpoTunokasaHHs", "B3aemogis 3
HLWIMMKW NikapcbkMK 3acobamu Ta iHWi BUAW B3aeMogiii"
BiANOBIAHO 40 OHOBNEHOT iHChopMaLii 3 6e3neku Aitoyol
peyoBuHW. BBeaeHHs 3MiH NpoTArom 6-Tv MicauiB nicns
3aTBEPAKEHHS.
3MiHu | TUnYy - 3MiHKM Wopao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTui
nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
0719 MEeAUYHOI0o 3aCTOCYBaHHS Ha NiAcTasi perynsapHo
OHOB/OBAHOrO 3BiTY 3 6e3neKkun Nikapcbkoro 3acoby, abo
JocnimhkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKoro
3acoby B nicnspeecTpaviliHuii nepios, abo sk pesynbTar
OLLiHKM 3BITY 3 AOC/IKEHb, MPOBEAEHNX BifMNOBIAHO A0
nnaHy negiatpnyHux gocnigpkeHs (PIP) (iHwi 3miHw).
3MiHV BHECEHO A0 IHCTPYKUIT 4151 MeAUYHOro
3aCTOCYBaHHS NiKapCbKOro 3acoby y po3ginm
"MpoTunokasaHHa", "B3aemogis 3 iHWIMMK NiKapCbKUMun
3aco6amMu Ta iHWi BUAW B3aeMogili " BiANoBigHO A0
OHOB/EHOT iHGhopMaLii 3 6e3nekn 440l peyoBUHU.
BBefeHHS 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEpKEHHS. 3MiHY | Tuny - 3MiHW Woa0
6e3nekn/edeKkTnBHOCTI Ta thapmakoHarnsgy (iHwi
3MiHM). 3MiHV BHECEHO A0 iHCTPYKLi 415 MegnyYHOro
3acToCyBaHHSA NikapcbKoro 3acoby y po3aim
"Ocob6nmBocTi 3acTocyBaHHA", "Mo6iuHi peaxuii”
BiNOBIAHO A0 OHOBMEHOI iHChopMaLii 3 6e3nekn aitoyoi

3a
peyenmom

He
niosnsea
€

UA/7689/01/01
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

peyoBuHW. BBeaeHHs 3MiH NpoTArom 6-Tv Micauis nicns
3aTBep/MKeHHA. 3MiHK | Tuny - 3MiHW WoAo
6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy. 3miHa y
KOPOTKiil XapakTepuCTuLi NiKapCbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT A1 MeANYHOro 3aCTOCyBaHHS
Ha nigcTasi perynsapHoO OHOB/IOBAHOIO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk pe3ysibTaT OLiHKN
3BITY 3 JOCNIMKEHb, NPOBEAEHNX BifNOBIAHO 4O NNaHy
negiatpuyHux gocnimpkeHb (PIP) (3MiHy y3rompkeHo 3
KOMNETeHTHUM YNOBHOB&XEHWM OpraHom). 3MiHn
BHECEHO [0 IHCTPYKLiT 4719 MeANYHOro 3acToCyBaHHS
nikapcbkoro 3acoby y po3gim "MpoTunokasaHHsa",
"Oco6nmBocCTi 3acTocyBaHHA", "M0o6IuHI peakuii”
BiANOBIAHO [0 OHOBMEHOT iHGhopMaLii 3 6e3nekun Aitoyor
peyoBuHW. BBeAEHHS 3MiH MPOTArom 6-Tv MicAUiB micns
3aTBepXeHHS. 3MiHY | Tuny - 3MiHW Woa0
6e3nekn/edekTnBHOCTI Ta thapmakoHarnagy (iHLwi
3MiHM). 3MiHV BHECEHO A0 iHCTPYKLi 415 MegnyHOro
3aCTOCyBaHHS MikapcbKoro 3acoby y po3ainm
"®apmakonoriynHi BnactnsocTi”, "OcobamBoCTi
3acTocyBaHHs", "Cnocib 3acTtocyBaHHs",
"Mepeno3yBaHHs", "INo6ivHi peakuii” BigNoBiAHO A0
OHOB/EHOT iHGhopMaLii 3 6e3nekn Ail4oT peyoBUHU.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHSA

125.

NOPAHIIH

cnpeli gns poToBOi
NOPOXHUHY; Nno 50
M1y hnakoHi 3
posnuaBavem; no
1 donakoHy B nav, 3
KapToOHy

TOB
"Mikpochbapm

YkpaiHa

TOB
"Mikpodpapm"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiinHux matepianis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnagy (iHLwi 3MiHK).

OHOB/1EHO TEKCT MapKyBaHHSA NepPBUHHOI Ta BTOPUHHOT
yNakoBKM MiKapCbKOro 3acoby, a came BU/Ty4YeHO
iHchopMalLito, 3a3HaueHy poCiiCbKO MOBOH), a TakoX
BHECEHO He3HauHi 3MiHn y n. 2, 4, 5, 6 TekcTy
MapKyBaHHSA NepBUHHOT ynakosku Tan. 2, 4, 11, 12, 17
BTOPWHHOI YNakoBKW NikapCbKoro 3acoby. Takox
BW/Ty4EHO JOAATKOBUIA TEKCT MapKyBaHHS i3
3a3HaYeHHsM 10roTUNy AUCTpMG'toTopa.
BBefeHHA 3MiH NpoTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHS.

6e3
peyenma

UA/14801/01/01

126.

NOPICTA®

TabneTku, BKpUTI
nAiBKOBOIO
060/10HKO10, No 12,5
Mr, no 10 TabneTok
y 6nictepi; no 3 abo
no 6, abo no 9
6nicTepis B
KapTOHHI KopobLyj;
no 14 TabneTtok y

KPKA, 4.4.,
HoBo mecTo

CnoseHis

Brpo6HuK,
BiAnoBiaanbHN
3a BUPOGHNLTBO

«in bulk»,

nepBuHHe Ta

BTOPWHHE

nakyBaHHs,

KOHTpO/b Ta
BMNYCK cepil:

CnoseHis/
HimeuyunHa

BHECEHHS 3MiH 10 peecTpaLjiiiHix maTepianis:
YTOUYHEHHSI HanMcaHHA [03yBaHHA Ta npoleaypu B
Hakasi MO3 YkpaiHu Ne 171 Big 28.01.2025 B npouieci
BHECEHHS 3MiH - 3MiHuM | TUNY - 3MiHK 3 AKOCTI.
CepTtudpikat BignosigHocTi/l E-cepTucpikat BignosigHocTi
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HoBOro abo OHOBMEHOro cepTudpikaTa BignoBigHOCTI abo
BU/TyYEHHS cepTudpikaTa BignoBigHOCTI EBponeiickkiii
dhapmakonei: ans A®l; ans BuxigHoro

3a
peyenmom

UA/5516/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
6nicTepi, no 1, abo KPKA, a.4., marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
no 2, abo no 4, abo Hoso mecTo, BMKOPVCTOBYHOTbCS Y BUPOOHNLTBI ADI; ANns SONOMDKHOT
no 6, abo no 7 CnoBeHis; peyoBUHM (CepTudikaT BiAMNOBIAHOCTI EBpONechbkili
6nicTepis B Brpo6HuK, thapmakonei) - Hosuii cepTuddikaT Bif BXe
KapTOHHI KopoobLi BiANOBiAa/IbHNI 3aTBEPXEHOr0 BUPOOHWMKA - NOJAHHS HOBOTO
3a NepBuHHE Ta cepTudikaTa BignoBigHOCTI EBponelickbkiin hapmakonel
BTOPVHHE CEP 2023-323-Rev 00 ana A®l nosapTaHy kanito Big
nakyBaHHs Ta BXe 3aTBepmxeHoro BupobHuka KRKA, d.d. Novo
BUNYCK cepil: mesto. K Hacnigok, AofaBaHHSA BUPOOGHMYOT AiNbHUL
TAL ®apma Zhejiang Menovo Pharmaceutical Co., Ltd. Ana A®I
62X, no3apTaH Kanito. Pefakuis B Hakasi - TabneTkun, BKpUTI
HimeuuunHa,; NNiBKOBOK 060/10HKO, No 50 mr, no 100 mr,
Brpo6HuK, iHchopmauis woao AosysaHb no 12,5 mr, 25 mr -
BiANOBiAa/IbHNI BiACyTHS. BipHa pepakuis - fofaetbes we: TabneTky,
3a KOHTPO/1b BKPWTI NNiBKOBOIO 060/10HKOM0, Mo 12,5 mr, 25 mr
cepii: KPKA, (BignosigHo)
4.n., Hoeo
MecTo,
CnoBeHis;
Brpo6HuK,
BiANoBigaNbHNI
3a KOHTPO/b
cepii: TAL
dapma 'm6X,
HimeuuunHa;
Brpo6HuK,
BiANoBiAaNbHNI
3a KOHTPO/1b
cepii: labeHa
4.0.0.,
CnoBeHis;
Brpo6HuK,
BiANoOBiAaNbHNI
3a KOHTPO/b
Mikpo6ionoriyHol
AKOCTI cepil (y
BUMNaAKy
KOHTpOso cepil
TAL ®apma
vm6X): Nabop
JNIC CE & Ko. KT,
HimeyunHa
127. | NOPICTA® TabneTkun, BKpUTI KPKA, a.4., CnoBeHis Brpo6HuK, CnoseHis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/5516/01/02
NNiBKOBOIO HoBso mecTo BiZJNOBIAAbHWIA Himeuunna YTOYHEHHSI HaNMCaHHA [03YBaHHA Ta npoleaypu B peyenmom
060/10HKO10, M0 25 3a BUPOBGHULTBO Hakasi MO3 YkpaiHn Ne 171 Big 28.01.2025 B npoueci
Mmr, no 10 TabneTok «in bulk», BHECEHHS 3MiH - 3MiHM | TUMY - 3MiHK 3 AKOCTI.
y 6nicTepi; no 3 abo nepBuHHEe Ta CeprtudpikaT BignosigHocTi/l E-cepTudpikart BiANoBIiAHOCTI
no 6, abo no 9 BTOPVHHE €Bponeiickkili hapmakonei/MmoHorpadii. MoaaHHA
6nicTepis B nakyBaHHs1, HOBOro ab0o OHOBMIEHOTO cepTudikaTa BignoBigHOCTI abo

KapPTOHHI KOpoo6Li;

KOHTPOJ1b Ta

BWUTyYEHHS cepTudiikaTa BignoBigHOCTi €EBponeiichkiii
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

no 14 tabneTtok y
6nicTepi, no 1, abo
no 2, abo no 4, abo
no 6, abo no 7
6nicTtepis B
KapTOHHilA KopooLi

BUNYCK cepil:
KPKA, a.4.,
HoBo mecTo,
CnoBeHis;
Brpo6HuK,
BiANoOBiAaNbHNI
3a NnepBuHHe Ta
BTOPWHHE
nakyBaHHSA Ta
BUNYCK cepil:
TAL dapma
M6X,
HimeuuunHa;
Brpo6HuK,
BiANoBigaNbHNI
3a KOHTPO/b
cepii: KPKA,
4a.4a., Hoso
MecTo,
CnoseHis;
Bupo6HuK,
BiZJNOBIAANbHWIA
3a KOHTPO/b
cepii: TAL
dapma 'v6X,
HimeyunHa;
Bupo6HuK,
BiZJNOBIAANbHWIA
3a KOHTPO/b
cepii: labeHa
A.0.0.,
CnoseHis;
Bupo6HuK,
BiZJNOBIAANbHWIA
3a KOHTPO/b
Mikpo6ionoriyHol
AKocTi cepii (y
BUMaaKy
KOHTpONtO cepii
TAL dapma
'v6X): Nlabop
N1IC CE & Ko. KT,
HimeyunHa

thapmakonei: gna A®l; ans suxigHoro
marepiany/peareHTy/npomMiKHOro NMPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMLUTBI A®I; ANns AONOMIDKHOT
peyoBUHM (CepTUiKaT BiANOBIAHOCTI EBpONechbkili
dhapmakonei) - HoBuii cepTudikar Bif Bxe
3aTBEPAKEHOrO BUPOBHMKA - NOAAHHSA HOBOTO
cepTudikata BignoBigHOCTI €EBponelickkili hapmakonei
CEP 2023-323-Rev 00 ana A®l nosapTaHy kanito Big
BXe 3aTBepAxeHoro BupobHuka KRKA, d.d. Novo
mesto. Ak HacnifoK, AoAaBaHHA BUPOBHNYOT AiNIbHULL
Zhejiang Menovo Pharmaceutical Co., Ltd. Ans AdI
no3apTaH Kanit. Pefakuis B Hakasi - TabneTkun, BKpUTI
NNiBKOBOK 060/10HKO0, Mo 50 mr, no 100 mr,
iHchopmauis wogo gosysaHb no 12,5 mr, 25 mr -
BiACYTHA. BipHa pepakuia - fogaetbes we: TabneTku,
BKPUTI NNIBKOBOIO 060/10HKO0, N0 12,5 mr, 25 mr
(BignoBigHO)

128.

MEAOBIOTUH
®

Tabnetku no 2,5 wr;
no 10 TabneTtok y
6nicTepi; no 3 abo 6
6nictepiB y
KapTOHHIlA KOpooLi

TOB «MIBE
YKPATHA»

YkpaiHna

Brpo6HuK,
BiAnoBiganbHNI
3a BUPOGHNLTBO
Hepo3dacoBaHo

ro NPoOAYKTY,
nepBuHHE Ta

BTOpPUHHE

HimeyunHa

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasnis: 3MiHu |
TMny - 3MiHK 3 AkocTi. CepTudpikat BignosigHOCTI/IE-
cepTuddikaT BignoBigHOCTI €EBponenchkiii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOTO cepTudiKaTa BiANOBIAHOCTI a60 BUNYYEHHS
cepTugikaTa BignoBigHOCTI EBponenchkin dhapmakonei:
onsa A®l; ans BuxigHoro

6e3
peyenma

UA/2432/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
nakyBaHHs: Mibe marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
6X BMKOPVCTOBYHOTbCS Y BUPOOHNLTBI ADI; ANns SONOMDKHOT
ApuHaiimiTTenNb, peyoBUHM (CepTudikaT BiAMNOBIAHOCTI EBpONechbkili
HimeuumnHa; thapmakonei) - OHOB/IEHUIA cepTudpikaT Bif yxe
Bnpo6HWK, 3aTBEPAKEHOro BUPO6HMKa. MogaHHA OHOBIEHOrO
BiANoOBiAaNbHNI cepTudikaTa BignoBigHOCTI EBponelickbkiin hapmakonel
3a BUNycK cepil, Ne R1-CEP 2001-405-Rev 05 (3aTBepgxeHo: R1-CEP
BK/HOYaA0Un 2001-405-Rev 04) ana A®I 6ioTWH Bif 3aTBEpPKEHOTO
KOHTPONb/BUNPO BUpo6HMKa DSM Nutritional Products Ltd.
6yBaHHs cepi:
AHTOH Xi06Hep
v6X & Ko. KT,
HimeuunHa a6o
mibe MmeX
ApuHaiimiTTenNb,
HimeyunHa
129. | MENITOP® TabneTku, BKpUTI ne ®paHuis Na6opaTtopii ®paHuis/ BHECEHHS 3MiH A0 peecTpaviiiHux matepiasnis: 3MiHu | 3a He UA/4972/01/01
nNiBKOBOIO NABOPATY Ceps' e IpnaHgis My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peuenmom niosnsza
060/10HKO0, N0 25 AP CEPB’€E€ IHpacTpi, hapmakoHarnsgy (iHwi 3miHn) €
Mr; no 14 tabnetok ®paHuis; BupaneHo TekCT MapKyBaHHA NepBUHHOI Ta BTOPUHHOI
y 6nictepi; no 1 abo yNakoBOK 6e3 3a3HayYeHHs 0AMHULL BUMIPIOBaHHS
2, abo 4 6nictepn B Ceps’e cuctemu Sl.
KOpOO6Lii 3 KapTOHY (Ipnangis) BBefeHHs 3MiH NpoTArom 9-Tm MicAuiB micns
IHpacTpic NTa, 3aTBEpPXKEHHS. 3MiHY | TUny - 3MiHW Woa0
IpnaHgis 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsagy (iHLwi 3miHn)

3MmiHu BHeceHo Ao n. 6. IHLWE TekcTy mapKyBaHHS
nepsuHHoi Ta n. 8. JATA 3AKIHUEHHA TEPMIHY
MPUOATHOCTI, n. 17. IHLWE BTOPMHHOT ynakoBOK
nikapcbKoro 3acoby. BBegeHHs 3MiH npoTarom 9-1m
MicALiB nicns 3aTBepMKEHHS. 3MiHu | Tuny -
AAMiIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
afpecy Micus NPOBaXEHHS AiS/IbHOCTI
BMpOBHUKa/iMNopTepa roToBoro Jlikapcbkoro 3acoby,
BK/IOYAIOUM AiNbHULi BUNYCKY cepii abo micue
NPOBEAEHHS KOHTPOJIO SKOCTI. (Zis/IbHICTb, 3a Ky
BignoBigae BUPOGHUK/IMNOPTEp, BKIOYAOUM BUNYCK
cepili) 3miHa agpecu BupobHuka N3 Ceps’e (IpnaHgis)
IHpacTpic JITa, y 38’A3Ky i3 NpUBEAEHHAM [0
ceptugpikaty GMP, BugaHoro [epxnikcnyx6ot Ykpainu
6e3 (hakTMYHOI 3MiHN MicLA BUPOGHMLTBA.
3MiHN BHECEHO B iHCTPYKLiIO 415 MeANyYHOro
3acTocyBaHHA NiKapcbKoro 3acoby Ao po3ainy
"Micue3HaxomkeHHs BUPO6HMKa Ta agpeca Micus
NPOBaPKEHHS AOT0 AiS/ILHOCTI" 3 BiANOBIAHUMMN 3MiHAMMN
y TEKCTi MapKyBaHHA BTOPUHHWX YNakoBOK. BBegeHHs
3MiH NPOTArom 9-Tn MicauiB nicns 3aTBepAKeHHS. 3MiHN
| Tuny - 3miHK Woao 6e3nekn/edhekTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) 3MiHW BHECEHO B
IHCTPYKLi0 415 MeANYHOro 3aCTOCyBaHHS NiKapCbKoro
3aco6y A0 po3ainis "lMobivHi peakuii” Ta
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
"Micue3HaxoMKeHHs 3asBHMKA" LWOA0 NOBIAOM/IEHb NPO
nifgo3proBaHi No6ivHi peakuii. BBeAeHHS 3MiH NPOTArom
9-TN MicAUIB NicNa 3aTBEPKEHHS.
130. | MEPOBOLUWA, NMopoLUOK AN My6niuHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLiinHux matepianis: 3MiHu | 3a UA/14640/01/02
po3unHy ons akujioHepHe akKujioHepHe TMny - 3MiHK Woao 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
iH ekuili no 500 mr, TOBapucTBo TOBapuUCTBO hapmakoHarnsagy (iHwi 3miHn)
no 1 dpnakony 3 "HaykoBo- "HaykoBo- OHOB/1EHO TEKCT MapKyBaHHA NepPBUHHOI Ta BTOPUHHOT
MOPOLLKOM B Mauui 3 | BUPOBGHWUYMIA BMPOGHUYUIA yMakoBKM NikapcbKoro 3acoby, a came BUTy4YeHO
KapToHy; no 1 LieHTp LeHTp iH(hopMmaLito, 3a3HaveHy pocilicbkol MOBOLO, Ta BHECEHO
hnakoHy 3 "Bopuuiariscb "BopLuariscbkuii He3HauHi pefakuiliiHi npasku. BBefeHHS 3MiH NpoTArom
MOPOLLKOM KW Ximiko- XimiKo- 6-TV MiCALIB MiC/1A 3aTBEPIKEHHS.
hapmaueBT hapmaLeBTUYHN
NYHWIA 1 3asoa”
3asofg”
131. | MEPOBOLUWA, NMopoLUOK AN My6niuHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/14640/01/01
pO34uHy AN akuioHepHe akuioHepHe TMny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
iH ekuili no 1000 wr, TOBapucTBo TOBapUCTBO hapmakoHarnsgy (iHwi 3miHn)
no 1 dpnakoHy 3 "HaykoBo- "HaykoBo- OHOB/1EHO TEKCT MapKyBaHHSA NepPBUHHOI Ta BTOPUHHOT
MOPOLLKOM B NauLi 3 | BUPOGHMYWIA BUPOGHNUNIA yNakoBKM iKapCbKOro 3acoby, a came BUTy4YeHO
KapToHy; no 1 LieHTp LieHTp iH(hopMaLito, 3a3HaveHy pocilicbkolo MOBOLO, Ta BHECEHO
chnakoHy 3 "Bopuiariscb "BopLuariscbkuii He3HauHi pefakuiliiHi npaBkv. BBefeHHS 3MiH NpoTArom
NMOpPOLLKOM KW Ximiko- XiMiKO- 6-TN MicALiB NicNA 3aTBEPAKEHHS.
thapmaueBT hapmaLeBTUYHN
NYHWIA 1 3aBoa”
3asofg”
132. | METIOHIH TabneTkn, BKPUTI AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH 40 peecTpaviiHnx MmaTepiasis: 3MiHn | 6e3 UA/6674/01/01
060/10HKOI0, M0 250 "KUIBCbKW "KNIBCbKWI TNy - 3MiHK WOA0 6e3nekn/eddeKTUBHOCTI Ta peuenma
Mmr no 10 TabneTok y " BITAMIHHUIA hapmakoHarnsgy. BeegeHHs abo 3miHn go
6nictepax; no 10 BITAMIHHA 3ABOA" y3araJlbHeHUX gaHux Npo cuctemy dpapmakoHarnsgy
Tabnetok y 6nictepi; " 3ABOA" (BBEAEHHSA y3ara/ibHEHNX AaHUX Mpo cuctemy
no 5 6nictepis y hapmakoHarnsgy, 3MmiHa yrnoBHOBaXKeHoi ocobu,
nauui Bi4NoBiga/IbHOI 3a 34jICHEHHST chapMmakoHarnsay;
KOHTaKTHOI 0c06M 3 chapMakoHarnagy 3asBHuKa Ans
3pjiicHeHHs hapmakoHarnagy B YkpaiHi, K0 BOHa
BiMiHHA Bif, YNOBHOBaXKEHOI 0CO6W, BignoBigasibHOI 3a
3AjiCHEeHHs1 hapMakoHarisay (BK/IUYakun KOHTaKTHI
OaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-thaiina
cucTemn gpapMakoHarnsgy). 3MiHa ynoBHOBaXKEHOT
0cobu 3asBHKKa, BiANOBiAaIbHOI 3a hapMakoHarnsg,.
[itoua pepakuin: Konsaga Biktopia BikTopiBHa.
MponoHoBaHa pegakuis: babuka AMUTpo AHaTOMIKOBWY.
3MiHa KOHTaKTHUX AaHuX YNOBHOBaXEHOI 0co6U
3asBHVKa, BifNoBifanbHOI 3a thapmakoHarnsg.
133. | METOTAB Tabnetku no 2,5 wr, Mepak HimeuumnH Brpo6HuK, Wo HimeuyunHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu | 3a He UA/11318/01/01
no 10 TabneTtok y [esenbliag a Bignosigae 3a TMNy - AAMIHICTpaTVBHI 3MiHW. 3MiHa kogy ATX - 3MiHK peuyenmom niosnsza
6nicTepi, no 3 abo T chrop MapKyBaHHs BHECEHO B iHCTPYKLiO 4519 MEANYHOIO 3aCTOCYBaHHSA €
no 10 6nicTepis 3 KAiHiLe nepBUHHOI niKkapcbKoro 3acoby Ao posginy "®apmakotepaneBTnyHa
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
aloMiHieBOI ponbrn | LWneyiansnp yNakoBKW, rpyna" BignoBigHO A0 MXHapOAHOro knacugikaropa
i MBX/MBAX-nniBku enaparte BTOPUHHE BOO3 (http://www.whocc.no/atc_ddd_index/), a came
B nauLii M6X nakyBaHHs, [ofaBaHHA HoBOro kogy ATX A1 OHKOOMYHOrO
KOHTPO/b/BUNPO nokasaHHs.
6yBaHHs cepii Ta 3arBepmkeHo:
3a BUNYCK cepil: AHTMHeoNnNacTUYHi 3acobu. AHTUMETabOoNITY.
Mepak CTpyKTYpHi aHasoru choniesoi kucnotu. Kog ATX LO1B
lesenbwadT AO01.
hrop KNiHiwe 3anponoHoBaHo:
Lneuianbnpena AHTUHEONNaCTUYHI 3aC06U. AHTUMETa6ONITH.
pate M6X, CTpyKTypHi aHasnoru chonieBoi kucnotu. Kog ATX LO1B
HimeuyunHa AO01L.
Brpo6HuK, Lo AHTWHeOoNNacTNYHI 3ac0bu. IMyHoCcynpecaHTy, iHLWi
BignoBigae 3a imyHocynpecaHTu. Kog ATX LO4A X03.
BMPOOHULTBO BBefeHHA 3MiH NpOTAroM 6-Tu MicALiB nicns
roToBo| 3aTBepKEeHHS.
[030BaHol
chopmu,
nepBuHHE Ta
BTOPWHHE
nakyBaHHsl,
MapKyBaHHs
nepBUHHOI
yNaKkoBKM,
KOHTPO/b/BUNPO
6yBaHHs cepii:
Ekcenna rm6X
eHp Ko. KT,
HimeyunHa
134. | METOTAB Tabnetku no 7,5 mr, Mepak HimeuuunH Bupo6HuK, Lo HimeyunHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a He UA/11318/01/02
no 10 TabneTok y lesenbliad a Bignosigae 3a TMny - AAMIHICTpPaTVBHI 3MiHW. 3MiHa kogy ATX - 3MiHu peyenmom nionsiea
6nicTepi, no 1 a6o 3 T chrop MapKyBaHHs BHECEHO B iHCTPYKLi0 4518 MEANYHOrO 3aCTOCYBaHHS €
6nictepu 3 KNiHiwe nepBUHHOT nikapcbKoro 3acoby no po3gainy "®apmakotepanesTuyHa
aloMiHieBOI honbrn | LWneyiansnp yNakoBKW, rpyna" BignoBigHO A0 MXHapOAHOro knacugikaropa
i MBX/MBAX-nniBku enaparte BTOPUHHE BOO3 (http://www.whocc.no/atc_ddd_index/), a came
B nauLii M6X nakyBaHHs, [ofaBaHHA HoBOro kogy ATX A1 OHKO10TYHOTO
KOHTPO/b/BMNPO nokasaHHs.
6yBaHHs cepii Ta 3arBepmkeHo:

3a BMNyCK cepil:
Megak
lesenbwadT
hrop KNiHiwe
Lneujanbnpena
paTte M6X,
HimeyunHa
Brpo6HuK, Wwo
BignoBigae 3a
BMPOBHULTBO
roToBo|
[030BaHol

AHTMHeonNacTUYHi 3acobu. AHTUMEeTaboNITH.
CTpyKTypHi aHasnoru chonieBoi kucnotu. Kog ATX LO1B
A01.
3anponoHoBaHo:
AHTVMHeonNnacTnyHi 3acobu. AHTumeTaboniTy.
CTpyKTypHi aHasnoru chonieBoi kucnotu. Kog ATX LO1B
AO1.

AHTMHeoNNacT1yHi 3acobu. IMyHocynpecaHTy, iHLWi
imyHocynpecaHTu. Kog ATX LO4A X03.
BBefeHHA 3MiH NpoTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHS.
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
thopmu,
nepBuHHe Ta
BTOPWHHE
naKyBaHHs,
MapKyBaHHs1
nepBUHHOI
yrakoBKu,
KOHTPO/b/BUNPO
6yBaHHs cepii:
Ekcenna rméexX
eHA Ko. KT,
HimeyunHa
135. | METOTAB Tabnetku no 10 wr, Megak HimeuunH Brpo6HuK, wWwo HimeuunHa BHECEHHS 3MiH [0 peecTpaLiinHux matepianis: 3MiHu | 3a He UA/11318/01/03
no 10 Tabnetok y lesenbliad a Bignosigae 3a TMny - AGMiIHICTpaTVBHI 3MiHW. 3MiHa kogy ATX - 3MiHu peyenmom nionsiea
6nictepi, no 1 a6o 3 T chrop MapKyBaHHs BHECEHO B IHCTPYKLiO AN MeAUYHOro 3aCTOCyBaHHsA €
6nictepn 3 KniHiwe NepBUHHOT nikapcbKoro 3acoby Ao po3giny "dapmakotepaneBTuyHa
antoMiHieBoi dponbru | Wneuiansnp yMakoBKMU, rpyna" BignoBigHO A0 MiXXHApPOAHOro knacudikaropa
i MBX/MBAX-nniBku enapare BTOPVHHE BOO3 (http://www.whocc.no/atc_ddd_index/), a came
B nauuj M6X nakyBaHHs, A0faBaHHA HOBOro kody ATX A/19 OHKOMOTiYHOro
KOHTPO/b/BUNPO rokasaHHs.
6yBaHHs cepii Ta 3aTBepaXeHo:
3a BMNYCK cepil: AHTUHEONMaCTUYHI 3aC06U. AHTUMETa6ONITH.
Mepak CTpyKTypHi aHasnoru chonieBoi kucnotu. Kog ATX LO1B
lesenbwadpT AO1.
rop KNiHiwe 3anponoHoBaHo:
LLineuianbnpena AHTVMHeonNacTnyHi 3acobu. AHTUMETaboNITY.
pate M6X, CTpyKTYpHi aHasoru choniesoi kucnotu. Kog ATX LO1B
HimeuunHa AO1.
Brpo6HWK, Wo AHTMHeONNacTNyHi 3acobu. IMyHocynpecaHTy, iHLWi
Bignosigae 3a imyHocynpecaHTu. Kog ATX LO4A X03.
BMPOGHMLITBO BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nmicns
roToBo| 3aTBepXeHHs.
[030BaHoi
thopmu,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
MapKyBaHHsI
nepBUHHOI
yrakoBKu,
KOHTPO/b/BUNPO
6yBaHHs cepii:
Ekcenna rméex
eHA Ko. KT,
HimeyunHa
136. | METPOHIAA30 | po3uvH Ans iHdysii AHaHTa Benvka €ponaiic IHAis BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a He UA/15762/01/01
n 0,5 %; no 100 mn Megikeap BpuTaHis XenTtkeap lBT. TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHYBaHHS peyenmom niosnsiea
npenapary B nra. nra. Ta/abo agpecun micua NpoBaKEHHS AiANbHOCTI €

KOHTelHepax; no 1

BMpPOGHUKa/iMNopTepa roToBOr0 JIiKapCbKOro 3acoby,
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
KOHTeliHepy B nniBUi BKJ/THOYAKOUN AiNbHULI BUNYCKY cepii abo micue
B KOpOO6Li NPOBEAEHHS KOHTPOJIO SKOCTI. (ZisNIbHICTb, 3a Ky
BignoBigae BUPOGHUK/iMNOpTEp, BKIOYAOUM BUNYCK
cepiii). 3MiHa aapecy BUPoGHMKa /13 y 3B'A3KY 3
npuBefeHHsAMY BignoBigHiCTb fo Ceptudiikaty GMP.
Micue3HaxokeHHs BUPO6HMKa, BUPOOGHMYA Ai/IbHULA Ta
yCi BUpOBOHUYI onepavii 3aNmwanTbCs HE3MIHHUMU.
3MiHN BHECEHO B iHCTPYKLiIO A5 MeAnyYHOro
3acToCyBaHHA NikapcbKoro 3acoby a/1s1 BUpobHUKa
€sponaiich XenTkeap MBT. /ITa y po3gin
"MicLe3HaxomkeHHs1 BUPOOHMKa Ta agpeca Micus
NPOBaPKEHHS AOr0 AiS/ILHOCTI" 3 BiANOBIAHUMM 3MiHAMMN
B TEKCTI MapKyBaHHS yNakoBOK. TepMiH BBELEHHS 3MiH -
npotarom 3 micsAuiB nicns 3aTBepAKeHHsA.3MiHu | Tuny -
3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHu). 3MiHN BHECEHO Y TEKCT
MapKyBaHHsA NnepBuHHOI n. 6. IHLWE Ta BTOpUHHOI Nn. 3.
"NEPENIK AOMNOMDKHNX PEYOBUH", n. 17. IHWE
yNakoBKM NikapcbKoro 3acoby. TepmiH BBEAEHHSA 3MiH
npoTsirom 3 MicsiLiB Mic/si 3aTBEPAKEHHS.
137. | MET®OPMIH TabneTku, BKPUTI TOB YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a He UA/18846/01/01
nNiBKOBOIO "APTEPIYM "Knismegnpenap My - 3MiHK WoA0 6e3nekn/edeKkTMBHOCTI Ta peyernmom niosnsea
o060s10HKot0, No 1000 nTa" at" thapmakoHarnagy (iHwi 3MiHN) - 3MiHW BHECEHI A0 €
Mmr; no 10 TabneTok po3ginis "Cknag", "Nikapcbka chopma”, "Cnocié
y 6nicTepi; no 3 abo 3acTocyBaHHsA Ta go3un”, "[itn" Ta "YnakoBka" iHCTPyKLii
5, abo 6 6nicTepiB y 0151 Me4UYHOro 3acTOCyBaHHS /likapcbKoro 3acoby (y
nauui 3B'A3KY 3 A0A4aBaHHAM HOBOI 403V NiKAPCbKOro 3acoby
850 mr).
138. | MET®OPMIH TabneTku, BKpUTI TOB YkpaiHa NAT YkpaiHa BHECEHHS 3MiH O peecTpaLjiiiHuX MaTepiasiB: 3MiHu, L0 3a He UA/18846/01/02
nAiBKOBOIO "APTEPIYM "Kuismegnpenap notpebyoTb HOBOI peecTpauii - 3miHa cunu aii, peuenmom niosnsza
060/10HKO10, Mo 850 nTar at" NiKapcbKoi oopMM Ta CNOCoBYy 3aCTOCYBaHHS: 3MiHa abo €
mr; no 10 TabneTok [ofiaBaHHA HOBOI cunu Aii/po3sBefeHHs (3aTBepaXeHo:
y 6nicTepi; no 6 TabneTku, BKPUTI NNIBKOBO 060/10HKO0, N0 1000 mr).
6nicTepiB y nauui
Pestome MYP Bepcia 0.2 goaaetbes. MepiognyHiCTb
nofiaHHa perynsapHO OHOB/IIOBAHOIO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaky 34iiicHeHHs hapmakoHarisay,
3aTBEPAKEHOrO Haka3oM MiHicTepcTBa OXOPOHM
3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi oCTULT YkpaiHu 29
ciuHs 2007 poky 3a Ne 73/13340 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU 340POB'A YKpaiHuu Big 26
BepecHs 2016 poky Ne 996), cTaHOBWTb: 3rigHO 3i
CTpOKaMW, 3a3Ha4YeHVMN Y NepiogUYHOCTI NOAaHHS
perynspHux 3BiTiB 3 6e3neku.
139. | MET®OPMIHY NMOpPOLLOK TOB YkpaiHa BeHb6api /liviteq IHais BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiasis: 3MiHa - UA/10277/01/01
rigPOXNOPUA | (cybeTaHuis) y "TNEAPAP 3aaBHuKa /13 (MIBI) (BnacHuka peecTpaviiiHoro
noABiHMX M AaTa"

nonieTnIeHoBMX

noceigueHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne
460)
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
naketax gns
dhapmaL,eBTU4YHOro
3aCTOCYBaHHSA
140. | MIACEP® TabneTkun, BKpUTI Pisochapm LLisenuapi Pisochapm CA Llseiiuapis BHECEHHS 3MiH [0 peecTpaLiiniHux maTepiasis: TexHiuHa 3a UA/14722/01/03
N1iBKOBOIO CA A nomwuska (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460) peyenmom
060/10HKO10, M0 60 BunpasneHo TexHiuHy nomusky y n. 12. HOMEP
Mr no 10 TabneTok y PEECTPALLINHOIO MOCBIAYEHHSA TekcTy
6nictepax; no 2 MapKyBaHHS BTOPVMHHOI YNakoBKM JikapCbKoro 3acoby
6nictepn B AnsA ao3yBaHHs 60 Mr, a caMe KOPeKTHO 3a3Ha4yeHo
KapTOHHIW nayu,i HOMep peecTpauiliHoro NoCBiAYEHHS:
3aTBepkeHo:
PeecTpauiiiHe noceigueHHs NeUA/14722/01/02
3anponoHoBaHo:
PeecTtpauiiite noceigueHHsa NeUA/14722/01/03
141. | MIHIPUH Tabnetku no 0,2 mr; PeppiHr LLiBeiiuapi BUPOGHMLTBO: LLiBeiiuapis/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/16236/01/02
no 30 TabneTok y IHTepHeLuHN a ®eppiHr HimeuunHa TMny - 3MiHK WoAo 6e3nekn/edpekTnBHOCTI Ta peyenmom
donakoHi; no 1 CeHTep CA IHTepHeLHN hapmakoHarnsagy (iHwi 3MiHn). 3MiHWM BHECEHI B TeKCT
donakoHy B CeHtep CA, MapKyBaHHS1 BTOPVHHOI YNakoBKM NiKapCbKOro 3acoby y
KapTOHHI ynakosL,i LLiseiuapis; n. 17. «IHWE>.
BiANoBiAa/IbHWI
3a BMNYyCK cepil:
®eppiHr FTM6X,
HimeyunHa
142. | MIHIPUH Tabnetku no 0,1 wr; ®eppiHr Lseliuapi BVMPOGHMLTBO: Lseliuapis/ BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu | 3a UA/16236/01/01
no 30 TabneTok y IHTepHeLLHN A deppiHr HimeyunHa TMny - 3MiHKM WoA0 6e3nekn/edeKkTBHOCTI Ta peyenmom
dhnakoHi; no 1 CeHTep CA IHTEepHeLHN hapmakoHarnsagy (iHwi 3MiHn). 3MiHW BHECEHI B TEKCT
donakoHy B CeHtep CA, MapKyBaHHS1 BTOPVHHOI YNakoBKW NiKkapCbKOro 3acoby y
KapTOHHIi ynakoBLi LLIseliyapis; n. 17. «IHWE».
BiANoOBiAaNbHNI
3a BUNycK cepil:
deppiHr TM6X,
HimeyunHa
143. | MOKCUBAP TabneTkun, BKPUTI Aypo6iHao IHAiA Aypo6iHAao IHAis BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu | 3a He UA/14296/01/01
N/1iBKOBOO dapma /it dapma NimiTeq, - TMny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom nionsiea
060/10HKO10, N0 400 HOHIT VII thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTuLli €

mr; no 5 TabneTok y
6nicTepi; no 1 abo 2
6nictepu B
KapTOHHIlA KOpO6L

NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
0719 MEAUYHOIO 3aCTOCYBaHHS Ha NiAcTasi peryiigpHo
OHOB/IIOBAHOTO 3BITY 3 6e3nekn Nnikapcbkoro 3acoby, abo
[ocnigpKeHb 3 6e3Mnekn 3acTocyBaHHS NiKapCbKoro
3acoby B micnsipeecTpaviliiHvii nepiod, abo sk pesynbTtar
OL|iHKM 3BITY 3 AOC/iAKeHb, NpoBeAeHNX BiANOBIAHO A0
nnaHy negiatpuyHux gocnimpkeHs (PIP) (3MiHy
Y3rO)KEHO 3 KOMMETEHTHNM YNOBHOBaXKEHNM OPraHoM)
3MiHV BHECEHO A0 iHCTPYKUIT 4151 MegnyHOro
3aCcTOCyBaHHs NikapcbKoro 3acoby A0 po3ginis
"Ocob6nmBocTi 3acTocyBaHHA", "MobiuHi peakuii”
BiANOBIAHO 10 OHOBMEHOT iHGopMaLlii 3 6e3nekun Aityol
peyoBuHM (MOKCUIOKCALMHY) 3rigHO 3
pekomeHgauisvm PRAC.
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
144. | MOKCU®DTIOKC | po3unH ans iHdysiid, TOB YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 1O peecTpaLiiiHnx maTepianis: 3MiHu | 3a He UA/19671/01/01
ALUVH 400 mr/250 mn; no "APTEPIYM "Tannuchapm" TMny - 3MiHK Woao 6e3nekn/edhekTNBHOCTI Ta peyenmom nionsiea
250 Mny nnswwi nTar thapmakoHarnagy (iHwi 3mMiHu) 3MiHM BHECEHO A0 €
CKNSAHIN (chnakoHi); IHCTPYKUIT A4NA MEeAMNYHOro 3aCTOCYBaHHA NiKapCbKoro
no 1 NAsLWLji CKASHINA 3aco6y fo po3giny "Mo6iyHi peakuii™ LWoA0 BaXIMBOCTI
(chnaxoHi) B navui 3BiTyBaHHA Npo NobiuHi peakLii. BBegeHHSA 3MiH
NpOTArom 6-T1 MicALIB NiCA 3aTBEPMKEHHSA. 3MiHW |
TMny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTuLli
NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
0719 MEAUYHOIO 3aCTOCYBaHHS Ha NiAcTasi peryigspHo
OHOB/IIOBAHOTO 3BITY 3 6e3nekn nikapcbkoro 3acoby, abo
[ocnigpKeHb 3 6e3Mnekn 3acTocyBaHHS NiKapCbKoro
3acoby B micnsipeecTpaviliiHvii nepiod, abo sk pesynbTtar
OL|iHKM 3BITY 3 AOC/iAKeHb, NpoBeAeHNX BiAMNOBIAHO A0
nnaHy negiatpuyHux gocnimpkeHs (PIP) (3MiHy
Y3rOPKEHO 3 KOMMNETEHTHUM YNOBHOBEKEHNM OPraHoMm)
3MiHV BHECeHO A0 [HCTPpYKUii Ana MeguyHoro
3aCTOCyBaHHs NikapCbKoro 3acoby A0 po3ginis
"Oco6nmBoCTi 3acTocyBaHHA" Ta "MobiuHi peakuii” woao
6e3nekn 3acToCcyBaHHA Ail040i peYoBUHN
MOKCMIOKCALUMH BignoBiAHO A0 pekomeHgauili PRAC.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHS
145. | MOHTENTYKAC TabneTkn, BKPUTI TOB "TeBa YKpaina TOB TeBa MonbLa BHECEHHS 3MiH [0 pPeeCTpaLiiHnX MaTepiasis: 3MiHn | 3a UA/12439/02/01
T-TEBA N1iBKOBOIO Ykpaina" OnepewH3 Tuny - 3miHK 3 sakocTi. CepTudiikat BignosigHOCTI/IE- peyenmom
060/10HKO10, M0 10 MonaHg cepTudikaT BignoBigHOCTI EBponeichkiii

Mr; Mo 7 TabneTok y
6nicTepi, no 4
6nictepu B
KapTOHHI Kopobui

thapmakonei/moHorpadii. NMogaHHs HOBOro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI abo BUTyUYEHHS
cepTudpikaTa BignoBiAHOCTI EBponeiickbkili hapmakoner:
ana A®l; onsa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; ANns AONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI EBPONENChKil
thapmakonei) - OHOB/IeHUIA cepTudikaT Bif yxe
3aTBEPAXXEHOr0 BUPOGHUKA, MOJaHHA OHOB/IEHOr0
cepTudikaTa BignosigHOCTI EBponelichbkin hapmakoner
Ne RO-CEP 2017-131-Rev 03 (3aTBepaxeHo: RO-CEP
2017-131-Rev 02) onst A®l MoHTenykacT HaTpito
BMpo6HMLUTBa Teva API India Private Limited (India).
3MmiHu | TUny - 3MiHn 3 skocTi. CepTudikaT
BignosigHOCTI/ITE-cepTudikat BianoBigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMEHOro cepTudpikaTa BignoBigHOCTI abo
BU/TyYEHHS cepTudpikaTa BignoBigHOCTI EBponeiickkiii
thapmakonei: gna Ad®l; ans suxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; ANns AONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI EBPONENChKIl
hapmakonei) - OHoBNEeHU cepTudikaT Bif yxe
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
3aTBEPKEHOr0 BUPOOHUKA, NOAAHHA OHOB/IEHOTO
cepTudikaTa BignosigHOCTI EBponelichbkin hapmakoner
Ne CEP 2017-131-Rev 04 gnsa A®l MoHTenyKacT HaTpito
BMpo6HMUTBa Teva API India Private Limited (India).
146. | MmOoTOMPUA TabneTku, BKpUTI AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/17445/01/01
NNiBKOBOIO "KUIBCbKW "KNIBCbKWI TNy - 3MiHK WOA0 6e3nekun/eddeKTUBHOCTI Ta peyenmom
o060n0Hkoto, no 50 i BITAMIHHWNIA thapmakoHarnsgy. BeegeHHs abo 3miHu o
mr no 10 Tabnetoky | BITAMIHHA 3ABOA" y3arasibHeHVX AaHnX Npo cucTeMy hapmMakoHarnsay
6nictepi; no 1, 2 abo " 3ABOA" (BBEAEHHSA y3ara/lbHEHNX AaHUX NPo cuctemy
4 6nicTepun y navui hapmMakoHarniagy, 3MiHa ynoBHOBaXXEHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iicCHEHH:A dhapmakoHarnsagy;
KOHTaKTHOI 0c06M 3 thapMakoHarnagy 3asBHuKa Ans
3[jiicHeHHs thapmakoHarnsgy B YkpaiHi, AKLWO BOHA
BiAMiHHa Bif, yNOBHOB&XeEHOI 0C06M, BiANOBIAA/IbHOI 32
3[iiCHEeHHs1 hapMakoHarisay (BK/IHUYaUM KOHTaKTHI
OaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-thaina
cmucTemMu chapmakoHarnagy). 3miHa ynoBHOBaXeHOoT
0cobu 3as1BHMKA, BIANOBIAA/ILHOT 38 hapmakoHarnsg.
[itoua pepakuin: Konsga Biktopis BiktopiBHa.
MponoHoBaHa pepakuis: babvika AmnTpo AHaTonilioBuy.
3MiHa KOHTaKTHUX faHWUX YNOBHOBaXEHOT 0cObun
3asBHVKa, BifNoBifaNbHOI 3a hapmakoHarnsg.
147. | MO®JIAKCA® pO34MH ANA iHdy3ii KPKA, a.4., CnoBeHia | BMPOBHULTBO "in CnoseHis BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a He UA/16077/01/01
no 400 mr/250 mn; HoBo mecTo bulk", nepsuHHe My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peuenmom niosnsza
no 250 mny Ta BTOPUHHE hapmakoHarnsgy. 3miHa y KopoTkiil XxapakTepucTui €
chnakoHi; no 1, 5 abo nakyBaHHs, nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
10 donakoHiB y KOHTpONb cepil 0151 MeAUYHOro 3aCTOCyBaHHA Ha NifacTasi perynspHo
Kopobui Ta BMNYCK cepil: OHOBJOBAHOrO 3BiTY 3 6e3NeKn Nikapcbkoro 3acoby, abo
KPKA, 4.4., [ocnimpKeHb 3 6e3MeKn 3acToCyBaHHS NiKapCbKoro
HoBo mecTo, 3acoby B nicnspeecTpauiliHnii nepios, abo sk pesynbTar
CnoBeHis; OLiHKY 3BITY 3 AOC/IKEHb, MPOBEAEHNX BifMNOBIAHO A0
KOHTPO/b Cepil: nnaxy negiatpuyHux gocnigpxkerb (PIP) (HWwi 3MiHW)
KPKA, a.4a., 3MiHV BHECEHO A0 iHCTPYKUIT 4151 MeAUYHOro
HoBo mecTo, 3acTOCyBaHHS MikapCcbKoro 3acoby Ao po3giny "MobiyHi
CnoseHis peakuii” BiAMNOBIgHO A0 OHOBMEHOI iHChopMaL,i 3 6e3nekn
Lito4oi pevoBuHY (MOKCUDIOKCaUUHY) 3rigHO 3
pekomeHgauismm PRAC. TepmiH BBeAEHHS 3MiH
NpoTArom 6 MicauiB nicas 3aTBePIKEHHS.
148. | MO®J/IAKCA® TabneTkun, BKPUTI KPKA, a.4., CnoseHis KPKA, a.4., CnoseHisa/ BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3MiHu | 3a He UA/14876/01/01
NAiBKOBOIO HoBo mecTo HoBo mecTo, HimeyunHa My - 3MiHKM WoA0 6e3nekn/edekTMBHOCTI Ta peyenmom nidsnsiea
o060n0Hkoto no 400 CnoBeHis thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTuLli €
Mr no 5 tabneTtok y (BignoBiganbHWiA NikapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKLT
6nictepi, mo 1 3a KOHTPO/1b 011 MeAUYHOro 3aCTOCyBaHHS Ha MNifcTaBi perynsipHo
6nictepy B cepii); KPKA, OHOB/IHOBAHOTO 3BITY 3 6e3Mnekn nikapcbkoro 3acoby, abo
KapTOHHIlA KOpO6L; a.n., Hoso [ocnimpKeHb 3 6e3Mnekn 3acTocyBaHHs NiKapCbKoro
no 7 TabneTok y MecTo, 3acoby B nicnsipeecTpauiiiHnii nepiod, abo sik pesynbTar
6nicTepi, no 1 abo CnoBeHis OL|iHKM 3BITY 3 AOC/iMKeHb, MPOBeAEHNX BiANOBIAHO A0
no 2 6nictepu B (BignoBiganbHWiA nnaHy negiatpuyHux gocnigpkeHs (PIP) (iHLwi 3miHw).

KapTOHHI KOpoo6Li;

3a MOBHWUIA LMK

3MiHV BHECEHO A0 iHCTPYKUIT 4151 MeANYHOro
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

no 10 TabneTtok y
6nicTepi, no 1
6nictepy B
KapTOHHIA KOpO6L

BMPOGHMLTBA,
BK/THOHAI0UM
BUNyCK cepil);
KPKA-®APMA
0.0.0., XopBaris
(BignoBiganbHuiA
3a NnepBuHHe Ta
BTOPWHHE
nakyBaHHsl,
KOHTpONb cepii
Ta BuUnyck cepii);
Na6op /IC CE &
Ko. KT,
HimeyunHa
(BignoBiganbHuiA
3a KOHTPO/b
Mikpo6ionoriyHol
ynucToTu cepii (y
BUMNaAKy
KOHTpOso cepil
TAL ®apma
M6X)); TAL
dapma 'v6X,
HimeyunHa
(BignoBiganbHWiA
3a KOHTPO/b
cepii); TAL
dapma 'v6X,
HimeyunHa
(BignoBiganbHuiA
3a NnepBuHHe Ta
BTOPWHHE
nakyBaHHsl,
BUMNYCK cepii)

3acToCyBaHHA Nikapcbkoro 3acoby Ao po3giny "MobiyHi
peakuii" BiAMOBIAHO A0 OHOBMEHOI iHChopMaLi 3 6e3nekn
4itoyoi pevoBuHY (MOKCUhIOKCaUuHY) 3rigHO 3
pekomeHgauismm PRAC. TepmiH BBeAEHHS 3MiH
NpoTArom 6 MicALiB Nicns 3aTBepAKEHHS.

149.

HEBIBONON-
TEBA

TabneTkn no 5 wr;
no 10 TabneTtok y
6nictepi; no 2 abo
no 3 6nictepu B
KapTOHHI Kopo6Lyj;
no 14 TabneTtok y
6nicTepi; no 2
6nictepu B
KapTOHHI Kopobui

TOB «TeBa
YKpaiHa»

YkpaiHna

Bupo6HMuTBO 3a
NOBHUM LIK/TOM:
AkTasic 1T,
ManbTa;

Brpo6HuuTBO 3a
MOBHUM LVIK/TOM:
BankaHdapma-
OynHunus AT,
Bonrapis

ManbTa/
Bonrapis

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasnis: 3MiHu |
My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOpPOTKili XxapakTepucTuui
nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
AN MeAMYHOro 3acToCyBaHHSA
reHepuYHUX/ribpnaHNx/6ionodibHMX Nikapcbknx 3aco6is
nicns BHECEHHS Tiel camoi 3MiHU Ha ped)epeHTHWI
npenapar (3mMiHa He NOTpebye HafaHHS XXOAHUX HOBUX
[04ATKOBUX AaHuX). 3MiHM BHECEHO [0 IHCTPYKLi 415
MeAMYHOro 3acToCyBaHHA NMikapCbKoro 3acoby Ao
po3zinis "®apmakonoriyHi BiactusocTi”, "MokasaHHA",
"B3aemogis 3 iHWVMK nikapcbknMm 3acob6amm Ta iHLwi
BMAM B3aemogiit", "OcobmBOCTi 3aCTOCYyBaHHS",
"3acTocyBaHHSA y nepiof, BariTHOCTi abo rogyBaHHs
rpyaar”, "Cnocib 3actocyBaHHs Ta fosn",
"Mepeno3yBaHHA", "M06IYHI peakuii” 3rigHo 3

3a
peyenmom

He
nionsiea
€

UA/14877/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
iHhopMmaLieto Woa0 MeguyHoro 3acTocyBaHHs
pedhepeHTHOro rikapcbkoro 3acoby HEBINIET®,
TabneTkn no 5 mr.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS
150. | HEMPOMMAHT | TabneTku, BKpUTI [Op. Binbmap | HimeyuunH [Op. Binbmap HimeyunHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 UA/0414/01/01
060n10HKo0; No 20 Llisabe a LliBabe Mv6X i TMny - 3MiHK Woao 6e3nekn/edpekTnBHOCTI Ta peyenma
Tabnetok y 6nictepi; v6X i Ko. Ko. KI thapmakoHarnagy (iHwi 3MiHn) 3miHn BHeceHo y n. 17.
no 1 a6o no 2 Kl IHLE TekcTy MapKyBaHHA BTOPUHHOI YNaKoBKU
6nictepu B NiKapcbKoro 3acoby LW0A0 BUYYEHHS 10roTuny Ta
KapPTOHHIi KOpooLii iHdbopMmalLlii MPo eKCK/3MBHOIO NpeAcTaBHUKA.
151. | HIMOAUNIH TabneTtku, BKPUTI My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a He UA/1230/01/01
NAiBKOBOIO akuioHepHe akuioHepHe TMny - 3MiHKN WoA0 6e3nekn/edekTBHOCTI Ta peyernmom niosnsea
o6onoHkoto, no 30 TOBapucTBo TOBapuCTBO thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTuLli €
Mmr; no 10 TabneTok "HaykoBo- "HaykoBo- nNiKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
y 6nicTepi; no 3 abo BMPOGHWYNIA BMPOGHNUNIA [O/19 MeAUYHOro 3acToCyBaHHS Ha NiAcTasi perynsipHo
5 6nicTepis B nauui 3 LeHTp LEeHTp OHOBJIHOBAHOTO 3BITY 3 6e3Mnekn nikapcbkoro 3acoby, abo
KapToHYy "BopLariscb "BopLyariBcbkuii nocnimkeHb 3 6e3neky 3acTocyBaHHS MikapCbKoro
Kni XiMiko- XiMiKo- 3acoby B nicnsipeecTpauiiiHnii nepiod, abo sk pesynbTar
thapmaueBT thapmaueBTUYHN OL|iHKM 3BITY 3 AOC/iMKeHb, MPoBeAEeHNX BiAMNOBIAHO A0
NYHWI 11 3aBog” nnaHy negiatpuyHux gocnimkers (PIP) (3miHy
3asopg" Y3rofKEHO 3 KOMMETEHTHUM YNOBHOBaXXEHVM OpraHom).
3MiHV BHECeHO A0 [HCTpYKUii Ana MeguyHoro
3acTocyBaHHA NikapcbKoro 3acoby [0 po3ainis
"Oco6nmBocCTi 3acTocyBaHHA", “NobivHi peakuii”, a came,
BHeCeHa iHhopmaLis woao 6e3neky 3acTocyBaHHSA
LitoY0i peqyoBMHM HiMOAUMIH. TepMiH BBEAEHHS 3MiH
npoTArom 6 micsuis nicns 3aTBepkeHHs. 3MiHu | Tuny -
3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHn). 3MiHW BHECEHO A0
IHCTPYKUIT ANA MEeAMYHOro 3aCTOCYBaHHS NiKapCbKoro
3aco6y Ao po3giny “MNo6iyHi peakuii LWoA0 BaXMBOCTI
3BiTyBaHHSA MPO Nif03POBaHi NO6GIYHI peakLil, a Takox
BUyYeHa IHCTPYKLiA 418 MeANYHOro 3acToCyBaHHS
nikapcbKoro 3acoby, BUKNageHa pocilicbkol MOBOHO.
TepMmiH BBEEHHS 3MiH NPOTAroM 6 micALiB nicns
3aTBEPMAKEHHS.
152. | HI®YPOKCA3W | kancynu TBepAi no BocHanek BocHis i BocHanek g.4. BocHis i BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a He UA/1991/01/01
A BOCHAJIEK 100 mr no 10 kancyn a.a. lepuerosu lepuerosuH TNy - 3MiHW 3 SKOCTi. FOTOBUIA Nikapcbkuii 3aci6. peyenmom nionsea
y 6nicTepi, no 3 Ha a KOHTPO/Ib FOTOBOIO NiKapCbKoro 3acoby (iHLWi 3MiHW)- €

6nictepu B
KapTOHHi KOpO6L

OHOBJIEHHSI BXE 3aTBEPXEHUX METOAIB KOHTPO/IH
SAKOCTIi Nlikapcbkoro 3acoby, a came BUKNaAEHHS TEKCTY
[epXaBHO MOBOH 3riHO Cy4acHWUX BUMOT 3 BHECEHHSIM
pefakTopCbKuX NPaBoK 40 po3iny “Ynakoska'.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEepMKEHHS. 3MiHM | TUny - 3MiHK 3 SIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KOHTpOb roTOBOro NikapcbKoro
3acoby. 3miHa y MeTofax BMNpo6yBaHHsS roTOBOrO
nikapcbKkoro 3acoby (iHwWi 3MiHM y MeTogax BUnpobyBaHb
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

(BK/IHOYAKOUM 3aMiHy ab0 [LONMOBHEHHS)) -3MiHa MeTOAY
BEPX 5151 BU3HAYEHHS CyMpOBiAHUX JOMILLOK
Hichypokcasugy. Takox 3MIHIOETbCA MeToS, ifeHTudikauii
Hichypokcasngy, ockinbkn BU3HauYeHHs BifbyBaeTbCA
yepes metog BEPX ansi cynpoBigHMX SOMILLIOK.
3arBepmxeHo: Ph. Eur. 3anponoHoBaHo: HSE.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEpPKEHHSA. 3MiHM | TNy - AgMIHICTPaTUBHI 3MiHN.
3MiHa Ha3BM /iKapCbKoro 3acoby. 3aTBepAXeHo:
EHTEPO®YPW/I®. 3anponoHosaHo: HI®YPOKCA3W],
BOCHAJEK. BBeAeHHS 3MiH NpoTArom 6-Tu Micauis
nicnsa 3aTBepKeHHs.

153.

HI®YPOKCA3UN
A BOCHANEK

Kancynu Teepai no
200 wmr, no 8 karncyn
y 6nictepi, no 1 abo
2 6nictepu B
KapTOHHIA Kopoo6Li

BocHanek
a.a.

BocHis i
epuerosmn
Ha

BocHanek g.4.

BocHis i
epuerosuH
a

BHECEHHS 3MiH [0 peecTpaLiinHux matepianis: 3MiHu |
UMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
KOHTpPO/1b rOTOBOrO NiKapcbKoro 3acoby. 3MiHa y

mMeTofax BUNPOGyBaHHS rOTOBOIO JliKapCbKOro 3acoby

(iHWi 3MiHM y MeTogax BUNpobyBaHb (BK/OUa0UM 3aMiHy
ab0 [0NOBHEHHS)) -3MiHa MeToay BEPX ans
BM3HAYEHHS CYNPOBIAHNX AOMILLOK Hihypokcasnay.
Takox 3MIHIOETbCA MeTog, iaeHTudikauii Hidhypokcasuay,
OCKiNIbK/ BU3HAYEHHS Big6yBaeTbCcs yepes metos BEPX
[0J151 CyNpOoBIgHMX AOMiWOK. 3aTBepakeHo: Ph. Eur.
3anponoHoBaHo: HSE. BBeeHHS 3MiH NpOTArom 6-Tu
MicaLiB nicns 3aTBepMKEHHS. 3MiHU | Tuny -
AfMiHICTpaTMBHI 3MiHN. 3MiHa Ha3BW NikapcbKoro
3acoby. 3aTBepmkeHo: EHTEPOOYPUN®.
3anponoHosaHo: HI®YPOKCA3W BOCHAJIEK.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nmicns
3aTBEPAKEHHS.

3a
peyerimom

He
nionsiea
€

UA/1991/01/02

154.

HONMINPEN®
APTHIH
DOPTE

TabneTtku, BKPUTI
NiBKOBOO
060/10HKO0; Mo 14
Tabnetok y
KOHTelHepi; no 1
KOHTEliHepy y
KOpoOLi 3 KapTOHY;
no 30 TabneTok y
KOHTeliHepi; no 1
a60 3 KoHTeliHepu y
KOpoOL,i 3 KapTOHY

ne
NNABOPATY
AP CEPB'E€

PpaHuis

Nab6opaTopii
Ceps'e IHgacTpi,
PpaHuisn; Ceps'e

(IpnaHgis)
IHgacTpic NT4,
IpnaHgis

PpaHuis
/lpnaHgis

BHECEHHS 3MiH [0 peecTpaLiitHux matepiasnis: 3MiHu ||
TMny - 3MiHK WoAo 6e3nekn/edpekTnBHOCTI Ta
hapmakoHarnsgy. BHeceHHsi abo 3MiHa(v) fo
3060B'A3aHb Ta YMOB BUAaui peecTpaLiiiHoro

nocBigyeHHs, Bkovaouy MNMnaH ynpasniHHA pyu3vkamu

(3acTocyBaHHsA 3MiH(M), sKi(a) BUMaratoTb(€)
nojasibLLIoro 06rpyHTYBaHHS HOBUMU A0LATKOBUM
AaHVMU, L0 MaroTb HaJaBaTUCs KOMMETEHTHUM
OpraHoMm, OCKi/IbK/ BUMaraeTbCs CyTTEBA OLjiHKa
KOMNEeTeHTHUM opraHom) 3asBHUKOM HafaHo
oHOBneHWi MnaH ynpasniHHA pusnkamu Bepcis 3.0.
3MiHV BHeCeHOo [0 YacTuH: | «3arasbHa iHthopmavis» I
«Cneuudikauis 3 6e3nekm» Il «MnaH 3
thapmakoHarnsagy», V «3axoau 3 MiHimizauii pusukie», VI
«Pestome nnaHy ynpasniHHA pusnkamu» VIl «Jogatkus»
3rifHO BUMOT [0 iHTerpoBaHoro chopmarty MyP
(Rev.2.0.1 accompanying GVP Module V Rev.2, Human
Medicines Evaluation Guidance on the format of the risk
management plan (RMP) in the EU — in integrated
format).

3a
peyenmom

UA/5650/01/02
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
Pestome MnaHy ynpasniHHA pusukamn Bepcis 3.0
[0A3€ETLCA.
155. | HONINPEN® TabneTku, BKPUTI Ne PpaHuin Nab6opaTopii PpaHuis BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu || 3a UA/10248/01/01
BI-®dOPTE nNiBKOBOIO Nab6opatyap Ceps’e IHgacTpi, /lpnaHgis My - 3MiHKN WoA0 6e3nekn/eddeKkTMBHOCTI Ta peyernmom
obonoHkoto; no 30 CepB'e ®paHuis; Ceps'e hapmakoHarnsgy. BHeceHHst abo 3miHa(v) fo
Tabnetok y (IpnaHgis) 3060B'A3aHb Ta YMOB BUAaui peecTpadiiHoro
KOHTeliHepi; no 1 IHpacTpic T4, nocBigyeHHs, Bkovaoum MNnaxH ynpasniHHA pyu3vkamu
abono 3 IpnaHgjs (3acTocyBaHHs 3MiH(1), Ski(a) BUMararTb(€)
KOHTelHepu B nojasibLLIoro 06r'pyHTyBaHHS HOBUMU A0LATKOBUM
KOpo6L,i 3 KapTOHY OaHuMK, L0 MaloTb HagaBaTUCA KOMNETEHTHUM
OopraHoMm, OCKi/IbK/ BUMaraeTbCs CyTTEBA OLjiHKa
KOMNETEHTHUM OpraHoMm). 3asiBHUKOM HaJaHo
oHOBAeHWi MnaH ynpaeniHHA pusnkamu sepcis 3.0.
3MiHN BHECEHO [J0 YaCTUH:
| «3aranbHa iHhopmauis», Il «Cneumndikauis 3
6e3nekn», I «MnaH 3 hapmakoHarnsgy», V «3axoam 3
MiHimi3aLii pusunkiB», VI «Pe3tome nnaHy ynpasniHHA
pusukamu», VIl «onatku» 3rigHo BUMOT A0
iHTerposaHoro copmarty MNYP (Rev.2.0.1 accompanying
GVP Module V Rev.2, Human Medicines Evaluation
Guidance on the format of the risk management plan
(RMP) in the EU — in integrated format); Pe3tome MnaHy
ynpasniHHA pusnkamu Bepcis 3.0 gofaeTbes.
156. | OHOAHCETPO | Tabnetku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/10081/01/02
H 060/10HKOI0, MO 8 Mr, "TexHonor" "TexHonor" Tuny - 3MiHK 3 akocTi. CepTudiikat BignosigHOCTI/IE- peyenmom
no 10 Tabnetok y cepTudikaT BignoBigHOCTI EBponeichkiii
6nictepi; no 1 thapmakonei/moHorpadii. NMogaHHs HoBoro abo
6nicTepy B nauui 3 OHOB/IEHOTO cepTudikaTa BignoBigHOCTI ab0 BUTYYEHHS
KapToHy cepTudikaTa BigNoBiAHOCTI EBponeiickbkiil hapmakonei:
onsa A®l; ana BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; ANns AONOMDKHOT
peyoBUHM (CepTuUdikaT BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBAEHUI cepTudikaT Bif yxe
3aTBEPAKEHOr0 BUPOGHUKA, MOJaHHA OHOB/IEHOrO
cepTudpikaTa BignoBigHOCTI EBponelichbkiin hapmakoner
Ne R1-CEP 2004-066 - Rev 04 (3aTBepmkeHo: R1-CEP
2004-066 - Rev 03) ansa APl oHaaHCETPOHY
rigpoxnopuay auriaparty Bif, BXxe 3aTBepAkeHoro
Bmpo6Huka SUN PHARMACEUTICAL INDUSTRIES
LTD., India.
157. | OHAAHCETPO | Tabnetku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu | 3a UA/10081/01/01
H 060/10HKOI0, MO 4 M, "TexHonor" "TexHonor" MRy - 3MiHK 3 AkocTi. CepTudpikat BignosigHOCTI/ITE- peyenmom

no 10 Tabnetok y
6nictepi; no 1
6nicTepy B naui 3
KapTOHY

cepTudikaT BignoBigHOCTI EBponenchkiii
thapmakonei/mMmoHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI ab0 BUYyYEHHS
cepTudikaTa BiANoBiAHOCTI EBponeiickbkiii hapmakoner:
ana A®l; onsa BuxigHoro
MaTtepiany/peareHTy/NpoMiKHOToO NPOAYKTY, WO
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI AD|; A1a SONOMDKHOT
peyoBuHM (cepTudiikaTt BiAMOBIAHOCTI EBpONechbkili
thapmakonei) - OHOB/IEHUIA cepTudpikaT Bif yxe
3aTBEPKEHOr0 BUPOOHUKA, NOAAHHA OHOB/IEHOIO
cepTudikaTa BignosigHOCTI EBponelichbkin hapmakoner
Ne R1-CEP 2004-066 - Rev 04 (3aTBepaxeHo: R1-CEP
2004-066 - Rev 03) ansa A®Il oHAaHCETPOHY
rigpoxnopuay AuriapaTty Bif, BXe 3aTBEepA)KEHOro
B1Mpo6HMka SUN PHARMACEUTICAL INDUSTRIES
LTD., India.
158. | OHAAHCETPO | Tabnetku, BKpUTI My6niuHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/3803/01/01
H 060/10HKOI0, M0 4 Mr akuioHepHe akuioHepHe TMny - 3MiHK 3 AkocTi. CepTudpikat BignosigHOCTI/TE- peuenmom
no 10 TabneTok y TOBapucTBo TOBapUCTBO cepTuddikaT BignoBigHOCTI €EBponenchkii
6nicTepi; no 1 "HaykoBo- "HaykoBo- thapmakonei/moHorpadii. NogaHHs HoBOro abo
6nictepy B naui 3 BMPOGHWYMIA BMPOGHUYUIA OHOBJIEHOTO cepTudiKaTa BiANOBIAHOCTI a60 BUNYYEHHS
KapToHy LeHTp LeHTp cepTtudikaTa BiANOBIAHOCTI E€BpoNelickkii hapmakonei:
"Bopuiariscb "BopLyariBcbkuii onsa A®l; ans BuxigHoro
KW Ximiko- XiMiKo- mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
hapmaueBT hapmauleBTUYHN BMKOPUCTOBYHOTbCS Y BUPOOHULTBI AD|; Ans SONOMKHOT
VYHWI 1 3aBoa” peyoBuHM (cepTudiikaTt BiAMOBIAHOCTI EBpONechbkili
3aBof" thapmakonei) - HoBuiA cepTudpikat Bifg HOBOro
BMPO6HMKA (3aMiHa abo JONOBHEHHS)
NnoJaHHA HOBOro cepTudikara BiAnoBigHOCTI
€Bponeiicbkiit hapmakonei Ne R1-CEP 2009-319-Rev
04 pnsa gitoyoi peyosmHM Ondansetron hydrochloride
dihydrate Big HoBOro Bupo6Hnka SMS
PHARMACEUTICALS LIMITED. (80NOBHEHHS) - 3MiHuU |
Tuny - 3MiHn 3 akocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax crneuudikauiii Ta/abo JoMyCcTUMUX MeX,
BM3HauYeHuX y cneyndikauisx Ha A®l, abo
BUXIAHWA/MPOMDKHMI NpOAYyKT/pearexT, Wwo
BMKOPVCTOBYIOTHCSA Y npoueci BupobHuutea Ad|
(4ONOBHEHHSA cneumdikaLii HOBUM NOKAa3HNKOM SIKOCTI Ta
BiANOBIAHUM METOAOM BMNPOGYBaHHSA) - 3MiHW B
cneuudikayii Ta MeToaax KOHTPO/IH0 Aito4oi peyoBMHM 3a
NoKasHMKaMu «3aNLLKOBI PO3YMHHUKWU», & came
[O0MNOBHEHO cneuudikaLiio PO3UMHHUKOM 2-MPONaHos He
6inble 5000 ppm, SKMIA KOHTPO/THOETLCS HOBUM
BMpo6HUKkoM SMS PHARMACEUTICALS LIMITED, 3
BiANOBIAHUM METOAO0M BMNPOGYBaHHSA
159. | OHAOAHCETPO | Tabnetku, BKpUTI My6niuHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/3803/01/02
H 060/10HKOI0, M0 8 Mr akuioHepHe akuioHepHe TMny - 3MiHK 3 AkocTi. CepTudpikat BignosigHOCTI/ITE- peuenmom
no 10 Tabnetok y TOBapuncTBo TOBapUCTBO cepTudikaT BignoBigHOCTI EBponenchkiii
6nicTepi; no 1 "HaykoBo- "HaykoBo- thapmakonei/moHorpadii. NogaHHs HoBOro abo
6nictepy B navi 3 BMPOGHWYNIA BMPOGHUYNIA OHOBJIEHOrO cepTudikaTa BiANOBIAHOCTI a60 BUNYYEHHS
KapToHy LeHTp LeHTp cepTudpikaTa BiANOBIAHOCTI E€Bponelickbkiin hapmakonei:
"BopLuariscb "BopLyariBcbkuii ona A®l; ana suxigHoro
KWIA Ximiko- XiMiKo- mMartepiany/peareHTy/NpoMKHOIo NPOAYKTY, WO
hapmaueBT dhapmaueBTUYHN BMKOPVCTOBYHOTbCS Y BUPOOHULTBI AD|; 418 AONOMIKHOT
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

NYHUIA
3asof"

11 3aBog”

peyoBUHM (CepTUiKaT BiANOBIAHOCTI EBpONechbkili
thapmakonei) - HoBuii cepTudpikat Big HOBOrO
BMPOGHUKa (3aMiHa abo LONOBHEHHS)

NnoJaHHA HOBOro cepTudikarta BiAnoBigHOCTI
€poneiicbkinn hapmakonei Ne R1-CEP 2009-319-Rev
04 pns pitodoi peyosnHn Ondansetron hydrochloride
dihydrate Big HoBoro Bupo6Huka SMS
PHARMACEUTICALS LIMITED. (80noBHEHHS) - 3MiHu |
My - 3MiHK 3 AKOCTi. A®Il. KoHTposib A®L. 3miHa y
napameTpax creuudikauii Ta/abo fonycTUMMX Mex,
BM3HA4YeHuX y cneundikauisx Ha A®l, abo
BUXiAHWIA/NPOMIXHUIA NpOAyKT/peareHT, Wwo
BMKOPWCTOBYIOTbCSA Y npoueci BUpobHuutea Ad|
(monoBHeHHs creumdikauii HOBUM NOKa3HMKOM SIKOCTI Ta
BiANOBIAHUM METOA0M BMNPOGYBaHHS) - 3MiHU B
cneuudikaLii Ta MeTogax KOHTPOHO Aito4oi peyoBMHM 3a
NOKa3HMKaMu «3aINLLKOBI PO3UMHHUKN», & came
[OMOBHEHO creuudikalito PO3YMHHUKOM 2-MPONaHos He
6inbLue 5000 ppm, sIKMIA KOHTPOJTHETLCS HOBUM
BMpo6bHMKkoM SMS PHARMACEUTICALS LIMITED, 3
BiNOBIAHUM METOAO0M BUNPOGYBaHHSA

160.

OTPUBIH

Kpanni HaszanbHi 0,1
% no 10 mny
hN1aKoHI 3 KPULLIKOLO-
nineTkot; no 1
chnakoHy B
KapTOHHI navwi

XaneoH KX
CAPN

LLisenuapi
f

XaneoH KX
C.a.p.n.

Llseiiuapis

BHECEHHS 3MiH [0 peecTpaLiinHux matepianis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHn fo
y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Yy3arasIbHEHMX AaHUX NPO cUcTemy
hapmMakoHarnagy, 3mMiHa ynoBHOBaXeHOT 0cobu,
BigNoBiga/IbHOI 3a 34jICHEHHST chapmakoHarnsay;
KOHTaKTHOI 0c06u 3 thapMakoHarnagy 3asBHuKa Ans
3[iiCHEeHHs1 chapmakoHarnaay B YKpaiHi, AKLL0 BOHa
BiAMiHHa Bif, yNOBHOB&XeHOI 0C06y, BiANOBIAA/IbHOI 3a
3[jiCHeHHs1 hapMakoHariaay (BK/IUYakun KOHTaKTHI
[OaHi) Ta/abo 3MiHM Y pO3MilLEeHHI MacTep-thaiina
cucTemu chapmakoHarnagy). 3miHa ynoBHOBaXKeHo
0cobu 3asBHWMKa, BiANOBIAAILHOI 3a hapMakoHarnsg,
[itoyva pegakuis: John Poustie. MponoHoBaHa pefakuis:
Sarah Weetch. 3MiHa KOHTaKTHUX AaHWX YNOBHOB&XEHOI
0co6U 3asBHVKa, BifNOBiAaLHOI 3a hapmakoHarnsag.
3MiHa KOHTaKTHOI 0co6u 3as1BHVKA, BiANOBIAA/IbHOT 3a
hapmakoHarnag B Ykpaini. [itoua pegakuis: Knpunisa
lanuHa leopriieHa / Galyna Kyryliva. MNponoHoBaHa
pepakuis: Fopinuk Aptem Bonogmumuposud / Artem
Horilyk. 3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0co6u
3as1BHMKA, BiANOBIAA/IbHOI 32 hapmakoHarisa, B YKpaiHi.

6e3
peyenma

UA/5206/01/02

161.

O®/IOKCALIVH
LWUTYNbH 04

Kpanni oyHi, 3 mr/l
ms; no 0,5 mn y Ty6-
KpanesnbHuULji, Wwo
MICTUTb OfHY [03Y
OYHWX Kpanesb

Papma
LWTynbH
rmM6X

HimeyunH
a

Papma LUTyNnLH
6X

HimeyunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpekTnBHOCTI Ta
chapmakoHarnsgy. BeegeHHsa abo 3miHu o
y3arasibHeHUX JaHnx npo cucTemy dhapmakoHarnsgy
(BBEAEHHS y3arasibHEHUX AaHWX NP0 cucTemy

3a
peyenmom

UA/15986/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
OdpnokcaumH hapmakoHarnsgy, 3MmiHa ynoBHOBaXKeHoi 0cobu,
WTyneH KOA.Mo 5 BiANOBIAa/IbHOI 3a 34iiCHEHHA hapmakoHarnsagy;
Ty6-KkpanenbHULb KOHTaKTHOI 0c06M 3 chapMakoHarnagy 3asBHuKa Ans
3'egHaHnX y 610K; 3pjiicHeHHst hapmakoHarnagy B YkpaiHi, K0 BOHa
no 1 6noky (Ne 5), BiAMiHHa Bif, yNOBHOB&XeHOI 0c06y, BiANOBIAA/IbHOI 3a
a60 no 2 6510kn 3[jiCHEeHHs1 hapMakoHariaay (BK/IUYakUM KOHTaKTHI
(Ne10) B OaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-thaiina
a/IIOMIHIEBINA cuctemu dhapmakoHarnsgy) - 3miHa ynoBHOBaXeHOi
ynakosLi abo no 6 ocobu 3asiBHUKa, BiANOBIAa/IbHOT 3a (hapmakoHarnsa,.
6n0kiB (Ne30 KOXHi 2 [Oitoua pepaxuis: Dr. Karl Luschmann. MponoHosBaHa
610KV B a/IOMIHIEBIV pepakuis: Dr. Michaela Bergmann. 3miHa KOHTaKTHMX
ynakosLi) Ty6- [aHuX YNoBHOBaXEHOT 0CO6M 3aABHMKA, BifgNoBiganbHOI
KpanesnbHULb y 3a hapmakoHarnag. 3MiHa KOHTakTHOT 0Cobu 3asiBHUKA,
KapTOHHI KopoobLi BiANOBIAa/bHOI 3a chapmakoHarisg B YkpaiHi. Jitova
pepakuisn: CowHikoBa Anna MeTpiBHa / Soshnikova Alla
Petrivna. MponoHoBaHa pegakuisa: Yanenko OnekcaHapa
IropiBHa / Chalenko Oleksandra lhorivna. 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOT 0CO6Y 3asiBHNKA,
BiiNoBifgaNbHOI 3a thapmakoHarnsg B YkpaiHi
162. | MAKCUN TabneTku, BKpUTI nakcoCmit Benuka Oencapm Monbwa BHECEHHS 3MiH A0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/8573/01/01
060/10HKO10, M0 20 KnsiiH BpuTaHis Mo3HaHb C.A. TUNy - AAMIHICTPaTMBHI 3MiHW. 3MiHA HaliMEHYBaHHSs peuenmom
mr; no 14 TabneTok Ekcnopt Ta/abo agpecu 3asBHUKA (BNacHUKa peecTpauiiHoro
y 6nicTepi; no 2 Niviten noceigyeHHs). 3MiHa agpecu 3asBHKKa (BNacHyka
6nictepu y peecTpauiiHoro NocBigYEHHs)
KapTOHHI/ Kopobui
163. | MAHAQON Tabnetku wunydi; no | XaneoH FOK Benvka damap A.B.E. peuis/ BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianiB:3miHu | 6e3 UA/2691/02/01
EKCTPA 2 Tabnetkn y TpeigiHr BpuTaHis AHTOCa nNaHT, Ipnangis UMy - 3MiHM 3 AKOCTi. FOTOBWIA NikapcbKuMii 3aci6. peyenma
6araroLiapoBomy Nimiteq pevjs; KOHTpOsb roToBOro MikapcbKoro 3acoby (iHLi 3MiHW)
cTpuni; no 6 cTpunis nakcoCwmitKna BHeceHHA yTOYHIOIUNX 3MiH 40 cneuudikauii Ta
Y KapTOHHiIli kopobLyi; H [aHrapeaH MeToZiB KOHTpoto /13, BKIOUaum 3mMiHy Ha3Bu
no 4 Tabnetkm y Niwviten, NoKasHNKa/MeToANKN «Hac PO3UMHEHHS»
6araToLlapoBomMy IpnaHgis (3anpornoHoBaHOo «Yac po3nagaHHa») Ta BifgnosigHy
cTpuni; no 3 cTpunu TEKCTOBY KOPEKLIit0 MeToAMKM «IokasHuK pH».
Y KapTOHHIl Kopobui BBegeHHS 3MiH NpoTAroM 6-Tu MicALiB nicas
3aTBEPMAKEHHS. 3MiHW | TUny - 3MiHK 3 AKOCTi. F0TOBWIA
nikapcbkuii 3aci6. KOHTPOb roTOBOrO NiKapCbKoro
3aco6y (iHLWi 3MiHN)
BHeceHHA yTouHIoIUMX 3MiH f0 cneuudikauii M3y
MKA /13, a came [0 nokasHuka «Onuc» 3 MeToto
npuBeAeHHs Yy BiANOBIAHICTb A0 3aTBEPL)KEHOI
[OOKyMeHTaUil. BBeieHHA 3MiH NpOoTArom 6-Tv MicsuiB
nicnsa 3aTBepKEHHS.
164. | NAHAQON TabneTkn, BKPUTI XaneoH tOK Benvka nakcoCwmitKna Ipnangis BHECEHHS 3MiH 40 peecTpaviiHnx MmaTtepiasis: 3MiHn | 6e3 UA/13747/01/01
EKCTPA nNiBKOBOO TpeigiHr BpuTaHis H [aHrapeaH TMny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenma
EABAHC 060/10HKOI0; M0 12 Nimiten Nimiten hapmakoHarnsgy. BeegeHHs abo 3miHn go

TabneTtok y 6nictepi;
no 1 6nictepy B
KapTOHHiA KOpOGL

y3ara/ibHeHUX JaHnX Npo cucTemy dhapmakoHarnsgy
(BBEAEHHS y3ara/ibHEHMX AaHUX NPO CUCTEMY
hapmakoHarnagy, 3MiHa yrnoBHOBaXXeHOT 0cobu,
BifnoBiga/IbHOI 3a 34iICHEHHST chapMakoHarnsay;
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3assHvKa Ans
3[jiCHEeHHs dhapmakoHarnagy B YKpaiHi, AKLL0 BOHa
BiIMiHHa Bif, yNOBHOBaXeHOI 0CO6M, BiANOBIAA/ILHOI 32
3pjiicCHeHHs1 hapmakoHarnaay (BKIYaUy KOHTaKTHi
OaHi) Ta/abo 3MiHM Y po3MilLEeHHi MacTep-ghaiina
cuctemu chapmakoHarnsgy) 3MiHa yrnoBHOBaXKeHOT
0cobu 3asBHWKa, BiANOBIAaIbHOI 3a thapMakoHarnsg,
[itoua pegakuis: John Poustie. MNponoHoBaHa peaakuis:
Sarah Weetch. 3MiHa KOHTaKTHUX JaHWX YNOBHOBaXEHOI
0co6U 3asBHVKa, BifNoBiAaIbHOI 3a thapmakoHarnsag,.
3MiHa KOHTaKTHOT 0CO6U 3as1BHUKA, BifnoBigasibHOI 3a
hapmakoHarnsag B YkpaiHi. [itova pegakuis: Kupunisa
[anunna leopriieHa / Galyna Kyryliva. MNponoHosaHa
pepakuisi: Mopinvk Aptem Bonogvmuposuy / Artem
Horilyk.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0CO6u 3asiBHYIKA,
Bi4NoBiAa/IbHOI 32 hapmMakoHarnsg B YkpaiHi.

165.

NMAHKPEATUH

TabneTku, BKPUTI
060/10HKOHO,
KVLLKOBOPO3YMHHI N0
250 wr, no 10
TabneTtok y 6nictepi;
no 1, abo no 2, abo
no 5, abo no 6
6nicTepis y nayui 3
KapToHY

AT
"BITAMIHN"

YKpaiHa

AT "BITAMIHWN"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHA HallMeHyBaHHSA
Ta/abo agpecy MicLs NPOBaXEHHS Ais/IbHOCTI
BMpO6HMKa (BK/THOYaKOUK, 3a HEOOXIAHOCTI, Micue
NpPOBeAEHHSI KOHTPO/IIO SKOCTI), a60 BlacHuka macTep-
thaiina Ha A®Il, abo noctavasibHuka A®I/BNXigHOro
mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
3aCTOCOBYOTbCS Y BUPOOHNLTBI AD| (AKLLO 3a3HAYEHO Y
[0CbE Ha Jlikapcbkuii 3aci6) 3a BigCyTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCbE, a60 BUPOOHMKA HOBOT
[LOMOMDKHOT pEYOBMHY (SIKLLIO 3a3HAaY€HO Y A0ChE) 3MiHa
anpecuv BUpobHUKa Ajto4oi peqoBuHN MNaHkpeaTuH
"Deyang Sinozyme Pharmaceutical Co., Ltd".
Brpo6HuMya AinbH1US Ta yci onepawji 3annwaiTbes 6e3
3MiH.

6e3
peyenma

UA/0337/01/03

166.

NMAHKPEATUH
DOPTE

no 10 TabneTtok y
6nictepi; no 2,4, 5
ab6o no 6 6nictepis y
nadui 3 KapToHy

AT
"BITAMIHL"

YkpaiHa

AT "BITAMIHA"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
UMy - 3MiHM 3 AKOCTi. [OTOBWIA NiKapcbkuii 3aci6.
CTabinbHicTb. 3MiHa y TepMiHax npuaaTHOCTi abo

yMoBax 36epiraHHsi rOTOBOro /likapCbKoro 3acoby (3miHa

y 3aTBEepXeHOMY NPOTOKONI CTabinbHOCTI) - 3MiHa Y

3aTBEpPAKEHOMY NPOTOKONI CTabiNbHOCTI, WoA0
nepiogNYHOCTI 34JINCHEHHSI KOHTPOIO Mif Yac BUBYEHHS
cTabinbHOCTI, 3 BiANOBIAHUMK 3MiHamu B p. 3.2.P.8.
CT1abinbHICTb. 3aTBEpPOKEHO:

[MpoTOoKON BMBYEHHS CTabiNbHOCTI. YMoBY: (25+2)°C,
(60+5%) RH. YacTtoTa: MNokasHukn «Onunc»,
«Po3nagaHHs», «KinbkicHe BU3HaYeHHS» i3 YacToTo: 1
pa3 B 3 micsLi B nepLunii pik 36epiraHHs, 1 pa3 B 6
MicAUiB B Apyruii pik 36epiraHHs. ig yac Bunycky Ta no
3aKiHYEHHIO 36epiraHHsi KOHTPO/Ib 3MiMCHIOITL 3a BCiMa
nokasHukamu firoyoi cneumdikadii. 3anponoHoBaHo:

6e3
peyenma

UA/0337/01/01
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
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Bupo6HUK

Kpaina
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PeecmpayjiliHa npoyedypa

Ymosu
Bionycky
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yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

[MpOTOKON BUBYEHHS CTaBiNIbHOCTI.
YmoBu: (25+2)°C, (60+5%) RH. YacTtoTa: MNoka3Hukm
«Onuc», «Po3nagaHHs», «KinbkicHe BU3HAYEHHS» i3
yacTtoToto: 1 pa3 B nepLunii pik 36epiraHHs, 1 pa3 B 6
MicsLiB B ApYrui pik 36epiraHHs. MNokasHuk
«MikpobionoriyHa yncToTax: nig vyac BUNycky i no
3aKiHYEHHIO TepMiHy 36epiraHHs.

167.

NMAHKPEATUH
DOPTE

TabneTku, BKpUTI
060/10HKOI0,
KMLLKOBOPO34MHHI; in
bulk Ne 800: no 10
Tabnetok y 6nictepi;
no 80 6nicTepiB y
Kopobui

AT
"BITAMIHA"

YkpaiHna

AT "BITAMIHA"

Ykpaina

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasnis: 3MiHu |
TUNy - 3MiHM 3 AKOCTi. FOTOBWIA NiKapCbKuMii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npugaTtHocTi abo

ymMoBax 36epiraHHsi FoTOBOrO /ikapCcbkoro 3acoby (3miHa

y 3aTBEepAKEHOMY NPOTOKONI cTabinbHOCTI) - 3MiHa Yy

3aTBEpMAKEHOMY NPOTOKONI CTabiNbHOCTI, WoA0
nepiogNYHOCTI 34JICHEHHS KOHTPOSIO Nif, Yac BUBUYEHHS
cTabinbHocTi, 3 BiANOBIAHUMU 3MiHamn B p. 3.2.P.8.
CTabinbHiCcTb. 3aTBEpKEHO:

[MpoTOKO/ BUBYEHHS CTabiNIbHOCTI. YMoBY: (25+2)°C,
(60+5%) RH. YacTtoTa: MNokasHukn «Onunc,
«Po3nagaHHs», «KinbKicHe BU3HAUYEHHA» i3 yacToTow: 1
pa3 B 3 micsLi B nepLunii pik 36epiraHHs, 1 pa3 B 6
MicsAUiB B apyruii pik 36epiraHHs. Mig yac Bunycky Ta no
3aKiHYeHHI0 36epiraHHs KOHTPO/Ib 34iMCHIOITL 3a BCiMa
nokasHukamm fjtoyoi cneumdikadii. 3anponoHoBaHo:
MpOTOKO BUBYEHHS CTaBiNIbLHOCTI.

Ymosu: (25+2)°C, (60+5%) RH. YactoTta: Moka3Hukm
«Onunc», «Po3nagaHHs», «KinbkKicHe BU3HAYEHHS» i3
yacToTow: 1 pa3 B nepLunii pik 36epiraHHs, 1 pa3 B 6
MicALiB B ApYruii pik 36epiraHHs. MokasHuk
«MikpobionoriyHa uncToTa»: nig yac BUMYCKy i No
3aKiHYEHHI0 TepMiHy 36epiraHHs.

UA/11376/01/01

168.

NAHTEHON

Tabnetkn no 100 wr;
no 20 a6o 50, a6o
100 TabneTok y
CKNSAHOMY (hN1aKoHi;
no 1 cpnakoHy B
KapTOHHI nayu,i

TOB «MIBE
YKPAIHA»

YkpaiHa

Mi6e Mm6X
ApuHaiimiTTens

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TUny - 3MiHM 3 AKOCTi. OTOBWIA Nikapcbkuii 3aci6.
KOHTpPO/Ib rOTOBOrO /iKapCbKoro 3acoby. 3mMiHa
napameTpiB cneundikayiii Ta/abo 4oNyCTUMUX MEX
rOTOBOrO /iKApPCbKOro 3acoby (3BYXXEHHS [0NYCTUMUX
MeX) BHECEHHS 3MiH A0 cneumdikaL,ii roToBoro
nNikapcbKoro 3aco6y Npv BUMYCKY Y 3B'A3KY 3 3BY)XEHHSAM
[0MYyCTUMUX MeX (TBEPLKEHHS B YUNC/IOBUX 3HAYEHHSX)
nokasHuka “Bucota Tabnetkn” (3aTBepKEHO: NpUGAN3.
3,5 MM; 3anponoHoBaHo: 3,4 — 3,7 MM). B pamkax i€l
3MiHM BHOCATbCA pejakLiliiHi 3MiHu go posginy 3.2.P.2.
dapmaueBTnYHa po3pobka. 3aTeepmkeHo: Editorial
changes: 3.2.P.2.1.1: “Mibe GmbH Arzneimittel used the
active ingredient Dexpanthenol from suppliers DSM,
Daiichi and BASF SE. All suppliers own a certificate of
suitability for the active ingredient Dexpanthenol and all
three substances have a similar quality”. 3.2.P.2.2.3:
Parameter “Diameter/Tablet high” 3anponoHoBaHo:
Editorial changes: “Mibe GmbH Arzneimittel used the

6e3
peyenma

UA/11523/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
active ingredient Dexpanthenol from suppliers DSM, and
BASF SE. All suppliers own a certificate of suitability for
the active ingredient Dexpanthenol and all substances
have a similar quality”. 3.2.P.2.2.3: Parameter
“Diameter/Tablet high”. 3miHu | TUnNy - 3MiHN 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KOHTpoib roToBOrO
nikapcbkoro 3acoby. 3miHa napameTpiB cnewudikadii
Ta/abo [oMyCTVMUX MeX roTOBOrO /iKapCbKOro 3acoby
(3BYXXEHHS fOMYCTUMUX MEX) BHECEHHS 3MiH [0
cneuudikaLii roToBOro NikapcbKoro 3acoby npu BUMYCKy
Yy 3B’A3KY 3 3BY)XXEHHAM A0MYCTUMMX MeX (TBEPMKEHHS B
UYMNCNOBUX 3HAYEHHSX) NokasHuka “iameTp Tabnetku”.
3areBepmkeHo: npn6au3. 13 mm 3anponoHoBaHo:12,8 —
13,4 MM. 3MiHu | TMRY - 3MiHKW 3 AKOCTI. FOTOBMIA
nikapcbkuii 3aci6. KOHTpOb roTOBOrO NiKapCbKoro
3aco6y. 3MiHa napameTpiB cneyudikauii Ta/abo
[OMYyCTUMMX MEX rOTOBOTO NiKapCbKoro 3acoby
(3BYXXEHHS fOMYCTUMUX MEX) BHECEHHS 3MiH [0
cneundikaLii roToBOro nikapcbKkoro 3acoby y 3B'A3ky 3
3BY)XEHHAM JONYCTUMUX MEX (TBEPAXKEHHSA B YACIOBUX
3HaUYeHHsIX) nokasHuka “CepefHs Maca”. 3aTBepAXeHO:
npu6amns. 600 mr
3anponoHoBaHo: 598,8 — 623,2 mr
169. | MAPALEETAMO | Tabnetku no 200 mr MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | Ne 10 — 6e3 UA/4369/01/01
Nn-pAPHMLUA no 10 TabneTok y "papmauesT "®apmaueBTuiH T1ny - 3MiHK 3 akocTi. CepTudiikat BignosigHOCTI/IE- peyenma;
KOHTYPHIi n4yHa chipma a hipma cepTudpikaT BignoBigHOCTI EBpoNenchkiii Ne 100 - 3a
YapyHKOBIl "OapHuus” "NapHuus” hapmakonei/MoHorpadii. 3mMiHW, NoB'A3aHi 3 peuenmom
ynakosLi; no 1 abo HEOOXiAHICTIO NMPUBEAEHHS Y BiANOBIAHICTL A0
no 10 KOHTYPHUX MoHorpadii ®Y abo Esponeiicbkoi dhapmakonei, abo
YapyHKOBUX iHLWOT HauioHanbHOI thapmakonei aepxasu €C (iHLWi
yMakoBOK y nadi; no 3MiHW), NpuBeAeHHS cneuudikauii Ta aHaniTUYHNX
10 TabneTok y MEeTOAVK Ha AOMOMiXHY peyoBuHy MosigoH (K25) go
KOHTYPHUX BMMOr MoHorpadii EP ta A®Y.
YapyHKOBMX
ynakoBKax
170. | NAPALEETAMO | Ta6bnetku no 500 mr, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | Ges UA/4369/01/03
N-pAPHMLA no 10 Tabnetok y "papmaueBT "®apmaueBTuUH Tuny - 3MiHK 3 akocTi. CepTudiikat BignosigHOCTI/IE- peyenma
KOHTYPHIi nyHa dipma a thipma cepTudikaT BignoBigHOCTI EBponeichkiii
YapyHKoBIl "AapHuus" "NapHuus"” hapmakonei/MmoHorpadpii. 3mMiHW, NoB'A3aHi 3
ynakosLi; no 1 HEOOXiAHICTIO NPUBEAEHHS Y BigNOBIAHICTL A0
KOHTYPHIi MoHorpadii dY abo EBponeiicbkoi chapmakonei, abo
YapyHKOBIli ynakoBLj iHLWOT HauioHanbHOI thapmakonei aepxasu €C (iHLWi
y nadui; no 10 3MiHW) - MpuBeaeHHs po3ginis 3.2.P.4.1. Ta 3.2.P.4.2.
TabneTok y peecTpaLiiHoro A0CbE Ha AONOMKHY peqoBuHy MoBiAOH
KOHTYPHUX [0 BMOr MoHorpadii «Povidone» gitoyoi pegakuii
YapyHKOBUX €sponeiicbkoi ®apmakonei Ta JPY
ynakoBKax
171. | NEKTONIBAH® | cupon, no 100 mny AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu | 6e3 UA/9396/01/01
N oNaKOoHi CKIsIHOMY "papmak” TMNY - 3MiHK 3 AKOCTI. FOTOBWIA NliKAPCbKUIA 3aci6. peyenma
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
6pyHaTHoro Cuctema KoHTelHep/3akynoptoBasibHuiA 3aci6. 3miHa y
Konbopy; no 1 MepBWHHIl yNakoBLji rOTOBOrO /liKapCbKOro 3aco6y (iHLui
donakoHy pasom 3 3MiHW) BHECEHHS 3MiHU Ao p. 3.2.P.7. Cuctema
NOXKOI0 KOHTelHep/3aKynoproBasibHWiA 3aci6, a caMme 3amiHa
[103yBasIbHOIO/,03Yt0 KpuLky 3aKkynoptoBasibHO-HarBUHYYBaUTbHOT 3
4O Yy Nayi 3 KOHTpONEM nepLuoro BiakpuTTs Tvn 1.44 (A),
KapToHy BMpo6HULTBA KoMMaHil TOB «®apmmalu», YkpaiHa Ha
KpuLuKy 3aKynoproBasibHO-HarB1HYyBaslbHy 3 KOHTPO/IEM
nepLuoro BigkputTa TMN 1.44 (B), BUpOGHULTBA KOMNaHiT
TOB «®apmMmMall», YKpaiHa, Y 3B’3KYy 3 NPUNUHEHHAM
BBMPOGHMLTBA Kpuwku Tuny 1.44 (A). 3anponoHoBaHwmii
TN KPULLIKM Ma€e KpalLli NoKasHVKW Mo 3abe3neyeHHto
repmeTu3auii CKIsSHOro pnakoHy.
172. | NIPAHTENY MOPOLLIOK TOB YkpaiHa Inka IHAis BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHa - UA/10687/01/01
MNAMOAT (cy6eTaHuin) y "TNEAPAP Nab6opeTopic 3aaBHuKa /13 (MIBM) (BnacHuka peecTpaviiiHoro
nakeTax noABiNHUX MnaTa" Niviteq noceigyeHHs) (3rigHo Hakady MO3 Big 23.07.2015 Ne
nonieTuIeHoBrx ANs 460): 3miHa 3as1BHMKa (B/1acHMKa peecTpaviiiHoro
hapMaLeBTUYHOIO NOCBIAYEHHS).
3acTOCyBaHHs
173. | NONIMIK® TabneTku, BKpUTI TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/7657/01/01
060/10HKOI0 M0 10 «NEQ®AP XENTXKEP NBT TMny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom
Tabnetok y 6nictepi; M NTA» nTa thapmakoHarnagy (iHwi 3MiHu). 3MiHN BHECEHO Y TEKCT
no 1 6nictepy B MapKyBaHHS NepBMHHOI (M. 6) Ta BTOPMHHOT (N. 16, 17)
KapTOHHIA ynakoBL,i YyNakoBKM NiKapCbKoro 3acoby LWoA0 YTOYHEHHS
iHchopmawii, 3a3HaveHoi WwprdTom Bpaiins, HanexHocTi
N0roTuny, a TakoX fofaBaHHs pasmn Npo TEXHIYHY
iH(bopMmaLito BUpo6HMKa. BBeAEHHS 3MiH NPOTATroM 6-Tn
MicALIB MiC/1A 3aTBEPKEHHS.
174. | NPOKTO- KPEM pekTa/bHWiA; Pekoppaarti Ipnangis Pekoppari ITania BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 UA/4678/01/01
rNIBEHON no 30 r kpemy y Ty6i; | AineHg /itg, IHpacTpia Ximika Tuny - 3MiHu 3 akocTi. CepTuddikaTt BignosigHOCTI/ME- peyenma

no1Tty6iy
KOMMNEKTi 3
HacafKow y
KapTOHHIM nauui

e dapmaceBTika
C.n.A., ltania
abo
BAM®APMA
C.P.N., Itania

cepTugikaT BiAMOBIAHOCTI EBPONENChKIln
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI ab0 BUTYYEHHS
cepTuguikaTa BignoBigHOCTI €EBponeiichkiin dhapmakonei:
onsa A®l; ana BuxigHoro
marepiany/peareHTy/npomMiKHOro NPoAyKTY, Lo
BMKOPUCTOBYIOTbCS Y BUPOOHMUTBI ADI; ANnst 4ONOMIKHOT
pevoBUHM (CepTudikaTt BiAMOBIAHOCTI EBpONechbkili
dhapmakonei) - OHOBNeHWIA cepTudikar Big, yxe
3aTBepAKEHOro BUPO6HMKa. MogaHHA OHOB/IEHOrO
cepTudikaTa BignoBigHOCTI EBponelichbkin hapmakonel
Ne R1-CEP 2015-385 - Rev 00 (3aTBepmxeHo: RO-CEP
2015-385 - Rev 02) ans A®Il TpubeHo3nay Big Bxe
3aTBepxeHoro BupobHnka RECORDATI INDUSTRIA
CHIMICA E FARMACEUTICA S.P.A. 3Minu | Tuny -
3MiHu 3 sikocTi. CepTudikaT BignoBigHoCTI/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOTO cepTudlikaTa BignoBigHOCTi ab0 BUIYYEHHS
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n/n

JliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

175.

cepTudpikaTa BignoBigHOCTI E€Bponeiickkiii hapmakonei:
onsa A®l; ons BuxigHoro
mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI AD|; 418 LONOMDKHOT
peyoBuHM (CepTudikaTt BiAMOBIAHOCTI EBpONechbkili
thapmakonei) - OHOB/IEHUIA cepTudpikaT Bif yxe
3aTBEPKEHOr0 BUPOOHMKa. [MofaHHA OHOB/IEHOrO
cepTudpikaTa BignosigHOCTI EBponelickkin hapmakoner
Ne CEP 2015-385 - Rev 01 gnst A®| TpubeHo3unay Bif,
BXe 3aTBeppKeHoro BnupobHuka RECORDATI
INDUSTRIA CHIMICA E FARMACEUTICA S.P.A.

176.

MPOKTO-
rNIBEHON

NYNbMOBPI3®

cynosuTopii
peKTasibHi; No 5
Cyno3unTopiiB y
6nictepi; no 2
6nictepy B
KapTOHHIA Kopoo6Li

Pekoppaarti
Ainenp Nta

Ipnangis

[enbchapm
tOHiHr C.A.C.,
®paHuisa
abo
3ETA
®APMACEBTIUI
C.M.A., ITania
abo
TEMM/EP
ITANIA C.P.11.,
ITanis

PpaHuin/
ITanisa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
T1ny - 3miHK 3 akocTi. CepTudiikat BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBpoNenchkiii
thapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI abo BUTYYEHHS
cepTudikaTa BignNoBiAHOCTI EBponeiickkiin hapmakoner:
onsa A®l; ana BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHNLTBI ADI; Ans AONOMDKHOT
peyoBUHM (CepTuUdikaTt BiANOBIAHOCTI EBpONechbkili
papmakonei) - OHOBAEHUI cepTudikaT Bif yxe
3aTBEPAKEHOro BUPO6HMKa. MogaHHA OHOBIEHOrO
cepTudpikaTa BignoBigHOCTI EBponelichkiin hapmakonel
Ne R1-CEP 2015-385 - Rev 00 (3atBepgxeHo: RO-CEP
2015-385 - Rev 02) gns A®| TpubeHo3nay Bif Bxe
3aTBepxeHoro Bupo6Hrka RECORDATI INDUSTRIA
CHIMICA E FARMACEUTICA S.P.A. 3Minu | Tuny -
3MiHu 3 sKocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. NogaHHs HOBOro abo
OHOBJ/IEHOT0 cepTudikaTa BignoBigHOCTI abo BUTyYEHHS
cepTudpikaTa BignoBiAHOCTI EBponeiickbkilt hapmakoner:
ana A®l; onsa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; ANns AONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI EBPONENChKIl
thapmakonei) - OHOBIeHUIA cepTudikar Bif yxe
3aTBEPAKEHOr0 BUPOGHMKa. MogaHHA OHOBEHOro
cepTudikaTa BignosigHOCTI EBponelichbkin hapmakoner
Ne CEP 2015-385 - Rev 01 gnst A®| TpubeHo3nay Bif,
BXe 3aTBeppKeHoro BupobHuka RECORDATI
INDUSTRIA CHIMICA E FARMACEUTICA S.P.A.

6e3
peyenma

UA/4678/02/01

TabneTku, BKpUTI
060/10HKOI0, M0 9
TabneTtok y 6nictepi;
no 1 6nictepy B
KapTOHHIA ynakoBLi;

TOB «MoBi
Xenc»

no 20 TabneTok y

YkpaiHa

CaBa Xesnckea
Nta, IHAis;
Megiton

PapmacbloTikau

nr1a., YropwmHa

IHgjia/
YropLmHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHun) - 3MiHM BHECEHO B TEKCT
MapKyBaHHS1 NepBUHHOI YNaKkoBKW NiKapCbKoro 3acoby y
n. 1. «<HA3BA NIIKAPCbKOIO 3ACOBY», n. 2.

«KIJTBKICTb AIK0YOI PEHOBWHW», n. 6. «IHLLE»,

6e3
peyenma

UA/10212/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
6nicTepi; no 1 a6o BTOPUHHOT ynakosku B n. 2. «KIJIbKICTb AI0YOl
no 2 6nictepu B PEYOBUVHW», n. 5. «CMOCIB TA WAAX BBEAEHHSA»,
KapTOHHIA ynakoBL,i n. 15. «4NA NIKAPCbKNX 3ACOEBIB, AKI
MPU3HAYEHI 419 CAMOCTINHOMO NIIKYBAHHSA —
IHOPOPMALIA LWOAO 3ACTOCYBAHHSA» Ta iHLWi
He3HauHi pefakLiliHi NpaBky B TEKCTi MapKyBaHHS
ynakoBku. BBeieHHS 3MiH NpOTArom 6-Tu Micauis nicns
3aTBEPAKEHHS.
177. | PECUTAP TabneTku, BKPUTI AT "Apamep Monbua AT "Apamvep, Monbwa BHECEHHS 3MiH [j0 peecTpaLiitHux maTepiasis: 3MiHu |l 6e3 UA/18471/01/01
NiBKOBOO Papma” Papma” TUny - 3MiHK 3 akocTi. ADI. (iHWi 3MiHK) NoJaHHA peyenma
o6onoHkoto, no 1,5 oHoBrieHoi Bepcii ASMF Bupo6Huka Sichuan Xieli
Mmr; no 50 TabneTok Pharmaceutical Co., Ltd., Kutaii gnst A®I LutusmHy.
B 6nicTepi; no 2 3aTBeppxeHa Bepcis: open part: Version No. 7 / 2017-
6nictepa B 05-31 register part: Version No. 3 2017-02-09.
KapTOHHIlA KOpooLi 3anponoHoBaHa Bepcis: open part: Version No. 10/2018-
12-10 register part: Version No. 5/2019-02-28
178. | PETPOBIP pO34uH A5 iHQY3ilA, BiiB Benvka "nakco Benuvka BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/0232/01/01
10 mr/mn; no 20 mn Xenckep FOK | BputaHia OnepeiiwHe HOK BpuTaHis TMny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peuenmom
y donakoHi; no 5 Nimiteq Nimiteq thapmakoHarnagy (iHwi 3MiHN)
hnakoHiB y 3MiHV BHECEHO B TEKCT MapKyBaHHA BTOPUHHOT
KapTOHHIlA KOopooLi yNakoBKM NiKapcbkoro 3acoby y n. 17 «IHLE».
BHeceHHs 3MiH Ao po3giny “MapkyBaHHs" MKA N13.
3atBepakeHo: Mapkuposka Mpunaraetcs.
3anponoHoBaHo: MapKyBaHHSA 3rigHO 3 3aTBEPAKEHUM
TEKCTOM MapKyBaHHS.
BBefeHHA 3MiH NpoTAroM 6-Tu micALiB nicns
3aTBEPAKEHHSA. 3MiHM | TUNY - AQMIHICTPATUBHI 3MiHN.
3MiHa Ha3BY /likapcbKoro 3acoby
3miHa Ha3BM Nikapcbkoro 3acoby. 3ATBEP)KEHO:
PETPOBIP™ (RETROVIR™) 3ANPOMOHOBAHO:
PETPOBIP (RETROVIR) BeegeHHsi 3MiH NpoTArom 6-tu
MicALiB Nicna 3aTBepMKeHHsA. 3MiHN | Tuny - 3MiHK 3
AkocTi. FOTOBWIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOrO
nikapcbkoro 3acoby (iHLwi 3MiHM) OHOBNEHHS BXe
3aTBEPAKEHNX METOZAIB KOHTPOJO SIKOCTi NiKapPCbKOro
3acoby, a came: BUKTafleHHA TEKCTY AepXXaBHOK MOBOIO
3riHO CyyYacHWUX BUMOr. BBefeHHs 3MiH NpoTArom 6-tu
MicsLB MiCNA 3aTBEPMKEHHS.
179. | PUBOKCUH TabneTkn, BKPUTI AT YKpaiHa AT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/0416/01/01
NMiBKOBOO "KNIBCbKW "KNIBCbKWI My - 3MiHK LWoA0 6e3nekn/eddeKTMBHOCTI Ta peyenmom
060n0Hkoto0, no 200 " BITAMIHHMIA thapmakoHarnsgy. BeegeHHs abo 3miHu o
mr no 10 Tabnetoky | BITAMIHHA 3ABOA" y3arasibHeHVX faHunx Npo cuctemy hapmakoHarnsgy
6nictepax; no 10 i 3ABOA" (BBEAEHHS y3ara/ibHEHNX AaHUX MPO cucTemy

Tabnetok y 6nictepi;
no 5 6nictepis y
nauui

hapmakoHarnsgy, 3MmiHa ynoBHOBaXKeHoi 0cobu,
BiANOBIAa/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asBHvKa 4ns
3[jiCHEeHHs1 hapmakoHarnaay B YKpaiHi, sKLLo BoHa
BiIMiHHa Bif, yNOBHOB&XeHOI 0co6y, BiANOBIAA/ILHOI 3a
3iicHeHHs1 dpapMakoHarnsay (BK/IKYaUM KOHTaKTHI
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
[AaHi) Ta/abo 3MiHM y po3MilLEHHI MacTep-thaiina
cmucTemu chapmakoHarnagy). 3miHa ynoBHOBaXKeHOoT
0cobu 3as1BHUKa, BIANOBIAA/ILHOT 38 hapmakoHarnsg.
[itoua pepakuin: Konsga Biktopis BikTopiBHa.
MponoHoBaHa pepakuis: babvika AmnTpo AHaToniioBuy.
3MiHa KOHTaKTHUX faHuX YNOBHOBaXXEHOT 0cobu
3asBHVKa, BifNoBifaNbHOI 3a thapmakoHarnsg.
180. | PO3NITPEK® Kancynv TBepgi no TOB «Pouw YkpaiHa BMPOGHMLITBO CLUA/ BHECEHHS 3MiH [0 peecTpauiiiHux matepiasis: 3MiHu || 3a He UA/19842/01/02
200 wmr; no 90 YkpaiHa» Hepo3dgracoBaHO LBeiiLapis My - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom nionsiea
Kancyn Teepamx y ro nikapcbkoro thapmakoHarnsgy. 3MiHU y KOpPOTKili XxapakTepucTuui €
naswui; no 1 naswui 3acoby, nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
Y KapTOHHi Kopob BUNPOBYBaHHSA ANA MeAUYHOro 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
KOHTPO/IO AKOCTI OaHVIMK 3 SKOCTi, AOKTIHIYHUMM, KNIHIYHUMW aHUMK Ta
npv BUNYCKy Ta AaHumu 3 chapmakoHarnagy - 3MiHM BHECEHO A0
cTabinbHOCTI: IHCTPYKUIT ANA MEeANYHOrO 3aCTOCYBaHHS NiKapCbKOro
KataneHt 3acoby Ao po3ginie "Oco6/MBOCTI 3aCTOCYBaHHS",
[piHBINA IHK., "Mo6iuHi peakwyji" BigNoBigHO A0 iHchopmauii 3 6e3nekn
CLUA; NiKapcbKoro 3acoby, Lo MICTUTLCA B MaTepiasax
BMNPOGYBaHHSA peecTpauiiHoro Aocke. - BBeAEHHSA 3MiH NPOTArom 6-Tu
KOHTPO/0 MiCALIB MiCNA 3aTBEPIKEHHS.
SAKOCTI:
MikpobionoriyHa
yucroTa:
®.XohpmaHH-
Na Pouw Nltg,
LLiBefiuapis;
BMNPO6YBaHHSA
KOHTPO/IO SIKOCTI
npv BUNYCKy Ta
ctabinbHoCTI,
Kpim
Mikpo6ionoriyHol
4yncToTy,
nepBrHHE Ta
BTOPWHHE
nakyBaHHsl,
BMNYCK Cepil:
®.XodhdpmaHH-
Na Pow Nta,
Lliseiuapis
181. | PO3NITPEK® Kancynu Teepgi no TOB «Pouu YkpaiHa BMPOGHMLTBO ClwA/ BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3MiHu Il 3a He UA/19842/01/01
100 wmr; no 30 YkpaiHa» Hepo3dgracoBaHO Lseiiapis TMny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom nionsea
Kancyn Teepaux y ro nikapcbkoro thapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuui €
naswyi; no 1 naswu 3acoby, nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
Y KapTOHHili kopobLi BMNPO6YBaHHSA 0151 MeNYHOro 3aCTOCYBaHHS Y 3B'A3KY i3 HOBUMMU

KOHTPOSIO SIKOCTI
npu BANycKy Ta
cTabiNbHOCTI:
KaTtaneHt

OaHVIMK 3 SKOCTi, AOKTIHIYHUMM, KAIHIYHUMW aHUMK Ta
[aHuMu 3 dhapmakoHarnsgy - 3MiHuM BHECEHO [0
IHCTpPYKUIiT 415 MEAMYHOrO 3aCTOCYBaHHS NiKapCbKoro
3acoby A0 po3ainiB "Ocob/MBOCTi 3aCTOCYBaHHS",
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
[piHBiNA IHK., "Mo6iuHi peakwji" BiANOBigHO A0 iHhopmauii 3 6e3nekn
CLUA; nikapcbKoro 3acoby, Lo MICTUTbCSA B MaTepianax
BUNPOOYBaHHS peecTpauiiiHoro Aocke. - BBeAeHHSA 3MiH NPOTArom 6-Tn
KOHTPO/O MiCALIB MIiCNA 3aTBEPLYKEHHS.
AKOCTI:
Mikpo6ionoriyHa
yucroTa:
®.XodhdpmaHH-
Na Pow Nta,
Lseliuapis;
BMNPOGYBaHHSA
KOHTPO/IO AKOCTI
npu BANYyCKy Ta
CTabiNbHOCTI,
Kpim
Mikpob6ionoriyHol
4ncToTy,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
BUNYCK cepil:
®.XothpmaHH-
Na Pow 14,
Lseiiuapis
182. | PO3YBACTAT TabneTkun, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiinHux matepianis: 3MiHu | 3a UA/18441/01/02
NH-4APHULSA NNiBKOBOIO "®apmaneBT "®apmaueBTUYH Tuny - 3miHK 3 sakocTi. CepTudiikat BignosigHOCTI/IE- peyenmom
060/10HKO10, M0 20 n4yHa doipma a thipma cepTudikaT BignoBigHOCTI EBponeichkiii
mr; no 10 TabneTok "fapHnus” "fapHuus” thapmakonei/moHorpadii. 3mMiHW, NoB'A3aHi 3
Y KOHTYpHIlA HeoOXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0
YapyHKOBIl MoHorpadii dY abo EBponeiicbkoi chapmakonei, abo
ynakosLi; no 3 a6o 9 iHLIOT HauioHasibHOI dhapmakonel gepxasn E€C (iHLWi
KOHTYPHUX 3MiHn). MpuBeneHHs posginis 3.2.P.4.1. Ta 3.2.P.4.2.
YapyHKOBUX peecTpaLiiHoro A0CbE Ha AONOMiXKHY peqyoBuHy MoBIAOH
yMakoBOK B MauLli [0 Bumor MmoHorpadii «Povidone» gitouoi pegakuii
€sponeiicbkoi ®apmakonei Ta AdY.
183. | PO3YBACTAT TabneTkun, BKPUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis: 3MiHu | 3a UA/18441/01/01
NH-AAPHNLUA NAiBKOBOIO "PapmaueBT "GapmaueBTUYH MRy - 3MiHK 3 AkocTi. CepTudpikat BignosigHOCTI/IE- peyernmom
o6onoHkoto, no 10 nyHa dipma a thipma cepTudikaT BignoBigHOCTI EBponeichkiii
Mmr; no 10 TabneTok "AapHuus" "NapHuus"” hapmakonei/MmoHorpadpii. 3mMiHW, NoB'A3aHi 3
Y KOHTYpHIlA HeoOXiAHICTIO NpuBEAEHHS Y BiANOBIAHICTb A0
YapyHKOBIl MoHorpadii dY abo EBponeiicbkoi chapmakonei, abo
ynakosLi; no 3 a6o 9 iHLWOT HauioHanbHOI thapmakonei aepxasu €C (iHLWi
KOHTYPHUX 3MiHv). MpuBegeHHs posainis 3.2.P.4.1. Ta 3.2.P.4.2.
YapyHKOBUX peecTpaLiiHoro A0CbE Ha AONOMKHY peqoBuHy MoBiAOH
ynakoBOK B naui [0 BMOr MoHorpadii «Povidone» gitoyoi pegakuii
€poneiicbkoi Papmakonei 1a dY.
184. | PO3YCTAT TabneTku, BKpUTI Makneogc IHais Makneogc IHais BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/16734/01/01
nNiBKOBOIO dPapmacboT PapmacbroTuKan TUNy - 3MiHM 3 AKOCTi. FOTOBWIA NiKapcbKuMii 3aci6. peyernmom
060/10HKOH0, M0 5 Mr, VKaUIC c Nlimiteq, KOHTPO/1b FTOTOBOIO /liKapCbKOro 3acoby. 3MiHa
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
no 10 TabneTok y Nimiteq napameTpiB cneuudikaLiii Ta/abo AonycTUMUX Mex
6nicTepi, no 3 abo 9 rOTOBOrO JTiKaPCbKOro 3acoby (iHLi 3MiHW) - BBEAEHHS
6nictepiB y nepioguyHocTi KoHTponto B Crneundikaito N3 3a
KapTOHHIA KOpO6L nokasHukoM «MikpobionoriyHa unctoTa», a came:
«AHani3 NPoBOANTLCA Ha NepLUMX TPbOX Cepisx Ta Ha
KOXHIlA fecaTili HacTynHil cepii, ane He pigLe Hix Ha 1
cepii B pik». - BBeAeHHA 3MiH NpoTsarom 6-Tv micsuis
nicnsa 3aTBepKEHHS.
185. | PO3YCTAT TabneTku, BKPUTI Makneoac IHais Makneogc IHais BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/16734/01/02
nNiBKOBOIO dPapmacboT PapmacboTmKan MRy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKUiA 3aci6. peyernmom
o6onoHkoto, no 10 nkanc c Nimitepq, KOHTpOsb roToBOro nikapcbkoro 3acoby. 3MiHa
Mmr, no 10 TabneTok Nimiteq napameTpiB cneuudikauiii Ta/abo AONYCTUMMX MEX
y 6nicTepi, no 3 abo roTOBOrO /1iKapCbKOro 3acoby (iHLWi 3MiHW) - BBEAEHHSA
9 6nicTepiB y nepiogMyHocTi koHTposto B Cneuudikauio 13 3a
KapTOHHIlA KOpooLi nokKasHnkom «MikpobionoriyHa uicToTa», a came:
«AHasi3 NPOBOAMTLCSA HA MEPLUUX TPbOX Cepisax Ta Ha
KOXHIl fecaTili HacTynHil cepii, ane He pigwe Hix Ha 1
cepii B pik». - BBeLeHHA 3MiH NPOTArom 6-Tv MicauiB
nicns 3aTBepAKeHHS.
186. | PO3YCTAT TabneTku, BKpUTI Makneogc IHAja Makneogc IHAjA BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/16734/01/03
nAiBKOBOIO dapmacbioT $apmacbloTukan UMy - 3MiHM 3 AKOCTi. FOTOBMIA NikapcbKuMii 3aci6. peuenmom
o060n0oHkoto, no 20 nkanc ¢ Nimitepq, KOHTposb roToBOro NikapcbKoro 3acoby. 3miHa
Mr, no 10 TabneTok Nimiteq napameTpiB cneuudikauii Ta/abo AONyCTUMMX MEX
y 6nictepi, no 3 abo roTOBOrO NikapCcbKOro 3acoby (iHLWi 3MiHW) - BBEAEHHS
9 6nictepiB y nepioguyHocTi koHTposto B Cneundikadito 13 3a
KapTOHHIA KopoobLi nokasHukoM «MikpobiosoriyHa unctoTa», a came:
«AHani3 NpoBOAMTLCA Ha NEPLUMX TPbOX Cepisax Ta Ha
KOXHI fecaTili HacTynHili cepii, ane He pigLe HxX Ha 1
cepii B pik». - BBeAeHHA 3MiH NPOTArom 6-Tv MicALiB
nicnsa 3aTBepKEHHS.
187. | PO3YCTAT TabneTkn, BKPUTI Makneogc IHais Makneogc IHais BHECEHHS 3MiH 40 peecTpaviiHnx MmaTtepiasis: 3MiHn | 3a UA/16734/01/04
NNiBKOBOO dapmacbioT dapmacbloTukan TNy - 3MiHW 3 AKOCTi. FOTOBUIA Nikapcbkuii 3acio. peyernmom
060/10HKO0, MO 40 nkanc ¢ Nimitepq, KOHTpOsb roTOBOro NikapcbKoro 3acoby. 3MiHa
mr, no 10 TabneTok Nimiteq napameTpiB cneundikayiii Ta/abo 4oNyCTUMUX MEX
y 6nicTepi, no 3 abo rOTOBOrO JliKapcbKoro 3acoby (iHLi 3MiHW) - BBEAEHHS
9 6nictepiB y nepioguyHocTi koHTponto B Cneundikadito N3 3a
KapTOHHI KOpoOLyi nokasHNKom «Mikpo6ionoriyHa YiCcToTa», a came:
«AHani3 NpoBOANTLCA Ha NepLUMX TPbOX Cepiax Ta Ha
KOXHI AeCATI HaCTYMHilA cepii, ane He pigle Hix Ha 1
cepii B pik». - BBe4EHHA 3MiH NPOTArom 6-Tu MicsiuiB
nicnsa 3aTBepKEHHS.
188. | CANIUNNOBA mMa3b 10 % no 25ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 1O peecTpaLiiiHnx maTepianis: 3MiHu | 6e3 nionsiea | UA/6683/01/03
MA3b KOHTeliHepax; no 20 dapmaueBT dapmaueBTUYHA TMny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenma €
rabo 25 ry tybax; nyHa thabpuka thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTuLli
no20ra6ono25ry thabpuka "Biona" NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
Ty6i; mo 1 Ty6i B "Biona" [O/19 MeAUYHOro 3aCTOCyBaHHS Ha MiAcTaBi perynsipHo

naJui; no 20 r abo
no 25 ry Ty6ax
namiHaTHux; no 20 r

OHOB/IIOBAHOTO 3BiTY 3 6e3nekn NikapCcbKoro 3acoby, abo
[ocnigpKeHb 3 6e3Mnekn 3acTocyBaHHS NiKapCbKOro
3acoby B nicnsipeecTpauiiiHnii nepiod, abo sik pesynbTar
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
abo no 25 ry Ty6i OLiHKM 3BITY 3 AOC/IKEHb, MPOBEAEHNX BifMNOBIAHO A0
namiHaTHiiA; o 1 nnaHy negiatpnyHux gocnimkeHs (PIP) (3miHy
Ty6i B nayui Y3ropKEHO 3 KOMNETEHTHUM YNOBHOBaXXEHUM OPraHoM).
3MiHU BHECEHO [0 IHCTPYKLii 415 MegnyHoro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3giny
"3acTocyBaHHSA y nepiof BariTHOCTi abo rogyBaHHs
rpyaaro” BianosigHo Ao pekomeHgauii PRAC cTOCOBHO
6e3neku gjtoyoi peqyoBnHU. TepMiH BBEAEHHS 3MiH -
NPOTArom 6 MicALiB Nicna 3aTBepkKeHHs. 3MiHu | Tuny -
3MiHn Wwopao 6esnekn/edekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn). 3MiHM BHECEHO [0
IHCTPYKUIT 415 MEeAMYHOrO 3aCTOCYyBaHHS NikapCbKoro
3acoby A0 po3giny "MobiyHi peakyii” cTOCOBHO
iHchopMmawii Npo 3BiTyBaHHA NPO Nigo3ptoBaHi NOGIYHI
peaxuii. TepMiH BBEAEHHS 3MiH - MPOTAroM 6 micAuiB
nicns 3aTBeppkKeHHs.
189. | CANIUNNOBA mMa3b 5% no25ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH A0 peecTpaviiiHux matepiasnis: 3MiHu | 6e3 nionsiea | UA/6683/01/02
MA3b KOHTeliHepax; no 20 ®PapmaueBT dapmaueBTUyYHa My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenma €
rabo 25 ry Tybax; nyHa habpuka thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuLi
no20rabono25ry thabpuka "Biona" nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKL,iT
Ty6i; no 1 Ty6i B "Biona" 0151 MeUYHOro 3aCTOCyBaHHA Ha NifcTasi perynspHo
nadui; no 20 r abo OHOBJ/IOBAHOrO 3BiTY 3 6e3neKkun Nikapcbkoro 3acoby, abo
no 25 ry tybax [ocnimpKeHb 3 6e3Mekn 3acToCyBaHHS NikapCbKoro
namiHaTHux; no 20 r 3acoby B nicnspeecTpaviliiHuii nepios, abo sk pesynbTar
abo no 25 ry Ty6i OLiHKM 3BITY 3 AOC/IKEHb, MPOBEAEHNX BifMNOBIAHO A0
namiHaTHiiA; mo 1 nnaHy negiatpuyHux gocnimkeHs (PIP) (3miHy
Ty6i B nayui Y3roPKEHO 3 KOMNETEHTHUM YNOBHOBaXXEHUM OPraHoM).
3MiHU BHECEHO [0 IHCTPYKLii 415 MegnyHoro
3acTocyBaHHS NiKapCcbKoro 3acoby Ao po3ainy
"3acTocyBaHHSA y nepiof, BariTHOCTi abo rogyBaHHs
rpyaaro” BignosigHo Ao pekomeHgauii PRAC cTOCOBHO
6e3neku gjloyoi pevyoBnHU. TepMiH BBEAEHHS 3MiH -
NPOTArom 6 MicALiB Nicna 3aTBepMkKeHHs. 3MiHu | Tuny -
3MiHn Wwopao 6esnekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn). 3MiHM BHECEHO [0
IHCTPYKLUIT 415 MEAMYHOrO 3aCTOCYBaHHS NiKapCbKoro
3acoby A0 po3giny "MobiyHi peakuii" cTOCOBHO
iHchopMmawii Npo 3BiTyBaHHA NPO Nigo3ptoBaHi NOGiYHI
peaxuii. TepMiH BBEEHHS 3MiH - MPOTAroM 6 micAuiB
nicns 3aTBepmkeHHs
190. | CANILUNNOBA Ma3b 2% no25ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | 6e3 nionsiea | UA/6683/01/01
MA3b KOHTeliHepax; no 20 ®PapmaueBT PapmaueBTUyYHa TMny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peyenma €
rabo 25 ry Tybax; N4yHa habpuka thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuLi
no20rabono25ry thabpuka "Biona" nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
Ty6i; no 1 Ty6i B "Biona" 0151 Me4UUYHOro 3aCTOCyBaHHA Ha NifacTasi perynspHo

nadui; no 20 r abo
no 25 ry tybax
namiHaTHux; no 20 r
abo no 25 ry Ty6i

OHOBJOBAHOrO 3BiTY 3 6e3NeKun Nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKoro
3acoby B nicnapeecTpauiliHuii nepios, abo sk pesynsTar
OLIiHKV 3BITY 3 AOC/IKEHb, MPOBEAEHNX BifMOBIAHO A0
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
namiHartHili; no 1 nnaHy negiatpuyHux gocnimpkeHs (PIP) (3MiHy
Ty6i B nayuj Y3roXEHO 3 KOMMETEHTHUM YOBHOBaXXEHVIM OpraHoM)
3MiHV BHECeHO A0 [HCTPpYKUii Ana MeguyHoro
3aCTOCyBaHHSA MikapcbKoro 3acoby A0 po3ainy
"3acTocyBaHHs y nepiof BariTHOCTi abo rogyBaHHs
rpyaaro” BignosigHo go pekomeHgauii PRAC cTocoBHO
6e3neku fjtoyoi pevyoBnHN. TepMiH BBEAEHHSA 3MiH
npoTArom 6 micsuiB nicns 3aTBepakKeHHs. 3MiHu | Tuny -
3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsagy (iHwi 3MiHn) 3mMiHW BHECEHO A0
IHCTPYKUIT 415 MEJMYHOIO 3aCTOCYBaHHS NiKapCbKoro
3acoby A0 po3ainy "MobiyHi peakuii” cTOCOBHO
iHchopMmawii Npo 3BiTYyBaHHA NPO Nigo3ptoBaHi NOGIYHI
peakujii. TepmiH BBEAEHHS 3MiH MPOTAroM 6 micauis
nicnsa 3aTBepKEeHHs.
191. | CANIbBYTAMO | aepo30/b Ansg nakcoCwmit Benuka "nakco dpaHuis BHECEHHS 3MiH [0 pPeecTpaLiiHnx MmaTtepiasis: 3MiHn | 3a UA/2032/01/01
n iHransauin, KnsainH BputaHis Bennkom TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS peyenmom
[030BaHuit, 100 ExcnopTt MpoaakwH Ta/abo aapecy 3asiBHMKA (B/lacHMKa peecTpaviiiHoro
MKr/go3y; 1 6anoH 3 Nimiteq noceigyeHHs). 3MiHa agpecy MicLie3HaxomKeHHS
[03y0UnMm 3aABHUKA
KnanaHom Ha 200
[03 y Kopob6uj 3
KapTOHY
192. | CEPETU] aepo3o/b AN nakcoCmit Benvka "nakco PpaHuis BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/4827/01/02
EBOXANEP iHransauin, KnainH BpuTtaHis Bennkom TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHA HaliMeHyBaHHs peyenmom
[030BaHui, 25 Ekcnopt MpoaakLuH Ta/abo agpecu 3asBHUKa (B1aCHVKa peecTpauiiHoro
MKr/125 mMKr/go3y; no NimiTen NocBiAYEHHS) 3MiHa afapecy MicLLe3HaxX0MKEHHS
120 o3y 6anoHi 3 3asBHMKA
[03yH0UnMm
KnanaHom; ro 1
6as10Hy B KApPTOHHIi
Kopobui
193. | CEPETU] aepo30/1b AN nakcoCmit Benvka "nakco ®paHuisa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu | 3a UA/4827/01/03
EBOXA/NEP iHranauin, KnsiH BpuTaHis Benskom TMny - AGMIHICTpaTUBHI 3MiHW. 3MiHA HaiMeHyBaHHs peyenmom
[030BaHni, 25 Ekcnopt MpoaakLH Ta/abo agpecu 3asBHUKa (B1aCHVKa peecTpaviiHoro
MKr/250 MKr/go3y; no Nimiten nocsifyeHHs) 3miHa agpecu MicLe3HaxomKeHHs
120 po3 y 6anoHi 3 3as1BHMKaA
[03yH0UMM
KnanaHom; ro 1
6aioHy B KAPTOHHIl
Kopo6ui
194. | CEPETUN] aepo30/1b AN nakcoCmit Benvka "nakco ®paHuisa BHECEHHS 3MiH 1O peecTpaLiiiHnx maTepianis: 3MiHu | 3a UA/4827/01/01
EBOXA/NEP iHransauin, KnsainH Bputanis Bennkom TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS peyenmom
[o30BaHni, 25 Ekcnopt MpoaakLuH Ta/abo agpecu 3asBHUKa (BaCHVKa peecTpaiiiHoro
MKr/50 MKr/fo3y; no Niviten noceifgyeHHs) 3miHa agpecu MicLe3HaxomKeHHs

120 po3 y 6asoHi 3
[03y04nMm
KnanaHom; no 1
6aloHy B KAPTOHHIl

3asiBHUKa
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
KopoobLi
195. | CEPMIOH® TabneTku, BKpUTI Biatpic CLIA Mdpaiizep ITanisa ITanisa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/5183/01/03
LYKPOBOIO CnewenTi C.p.n. My - 3MiHK 3 AKOCTi. APl. BUpo6bHMLUTBO. 3MiHV B peuenmom
060n0Hkoto, No 10 nnc npoueci BupobHuuTea APl (HesHayHa 3MiHa y npoLeci
Mr; no 25 TabneTok BMPOGHMLTBA ADI)
y 6nicTepi; no 2 BHeceHHs He3HauyHMX 3MiH y po3gin 3.2.S.2.
6nictepu y peecTpauiiHoro Aocbe, a came 3MiHU [0 BUXIAHOI
KapTOHHIA KopoobLi CVPOBUWHM Ni3epriHoBOI KNCNOTK Ta NpoLecisB
BUPOGHMLTBA HiLleprosiHy. MponoHyTbCA HE3HAYHI
OHOBJ/IEHHS PaHHiX eTanis NpoLecy cuHTe3y Ans
Y3rOKEHHS 3 NOTOYHUM BUPOOHNYUM NPOLLECOM.
®aKTUYHWIA NpoLec BUPOGHMLTBA HE 3MIHIOETLCS.
3asBneHa 3MiHa He BM/IMBAE Ha AKICTb, e(PeKTUBHICTb Ta
6e3neky fikapcbkoro 3acoby. 3miHu | Tuny - 3miHn 3
AKOCTi. A®I. KoHTponb A®L. 3MiHa y napameTpax
cneumgikauin Ta/abo 4ONYCTUMUX MEX, BUSHAYEHUX Y
cneumdikauisix Ha A®l, abo BMXigHWA/NPOMDKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y NPOLECI
BMPOGHMLTBA AD| (BUNYYEHHS HE3HAYHOTO MOKa3HKKa
SAKOCTi (HanpuKnag, BUly4eHHs 3acTapifioro nokasHuka))
BunyueHHs 3i cneuudikauii onsa koHTposto Adl
HiLeproniHy nokasHuka skocti Heavy Metals (as Pb) 3
BiANOBIAHUM MeTOA0M BUNPOo6YyBaHHSA. JaHnii meTos
BW/IyYeHO BianoBigHo Ao ICH Ta niaTeepapxeHo Q3D
OLHKOI pu3nKy. 3asiBNieHa 3MiHa He BM/IMBAE Ha AKICTb,
edheKkTMBHICTb Ta 6e3neky NiKapcbKoro 3acooby.
196. | CEPMIOH® TabneTtku, BKPUTI Biatpic CWA Mdpaiizep ITanis ITania BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/5183/01/02
LlyKpOBOIO CnewenTi C.p.n. TMny - 3MiHK 3 aKkocTi. A®l. BUpo6bHMLTBO. 3MiHM B peyenmom
060/10HKOI0, N0 5 Mr; nnc npoueci BupobHuuTBa A®| (He3HayHa 3MiHa Y NpoLeci

no 15 tabnertok y
6nictepi; no 2
6nictepu y
KapTOHHIlA KopooLi

BUpo6HMLTBa ADI)

BHeceHHs He3HauHUX 3MiH y po3gin 3.2.S.2.
peecTpauiiHoro Aocke, a came 3MiHU 10 BUXIZHOI
CMPOBUHM Ni3epriHOBOI KMCNOTK Ta NpoLiecis
BMPOGHMLTBA HiLleproniHy. MponoHyTbCA He3HauHi
OHOBJ/IEHHA paHHix eTaniB NpoLecy CUHTe3y AA
Y3rO[XXEHHS 3 NOTOYHUM BUPOBHUYUM NPOLLECOM.
®akTUYHWI NpoLec BUPOOGHULITBA HE 3MIHIOETLCS.
3asB/ieHa 3MiHa He BN/MBaE Ha SIKiCTb, e(DEKTUBHICTb Ta
6e3neky nikapcbkoro 3acoby. 3MiHu | Tuny - 3MiHu 3
AKOCTi. A®I. KoHTponb AdI. 3MiHa y napameTpax
cneumdikauii Ta/abo AONYCTUMUX MEX, BU3HAYEHUX Y
cneumdgikauisix Ha A®l, abo BMXigHWIA/NPOMIKHWIA
NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y MPOLECI
BUPOGHMLTBA AD| (BUTyHYEHHA HE3HAYHOIO NOKa3HUKa
SAKOCTi (Hanpuknaz, BUI1yYeHHs 3acTapifioro nokasHvka))
BunyuyeHHs 3i cneumdikayii Ans koHTpono Adl
HiLeproniHy nokasHuka sakocTi Heavy Metals (as Pb) 3
BiANOBIAHUM MeTOA0M BUNPOBYBaHHSA. [aHuii meTos
BWY4YEHO BignoBigHo Ao ICH Ta niatsepmxeHo Q3D
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

OLHKOI pu3nKy. 3asiBNieHa 3MiHa He BM/IMBAE Ha AKICTb,
ed)eKkTMBHICTb Ta 6e3neky NiKapcbKoro 3acooby.

197.

CUHTOMILUWVH

NiHIMEHT ons
30BHILUHLOTO
3acTocyBaHHs, 50
mr/r;

no 25 ry Ty6i; no 1
Ty6i B navuj 3
KapToHy

MPAT
“XIMOAPM3
ABOJ,
“UEPBOHA
3IPKA"

YKpaiHa

MPAT
"XIMOAPM3AB
o[, "HEPBOHA

3IPKA"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
UMy - AAMIHICTPaTMBHI 3MiHW. 3MiHA HaliMeHyBaHHs
Ta/abo agpecy 3asiBHVKa (B/lacHMKa peecTpaviiiHoro
noceigyeHHs). 3MiHa HaliMeHyBaHHS 3asiBHVKA Ta 3MiHU
y HanucaHHi agpecu 3asBHUKa (BNacHUKa
peecTpaLiiHoro nocBig4yeHHs). 3miHu | Tuny -
AAMiHICTpaTMBHI 3MiHU. 3MiHA HalilMeHyBaHHs Ta/abo
afpecy MicusA NPoBaKEHHS Ais/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /ikapcbkoro 3acoby,
BKJ/THOYAKOUN AiNbHULI BUMYCKY cepii abo micue
NPOBEAEHHS KOHTPOSIO AKOCTI. (fis/IbHICTb, 3a Ky
BiANOBiAae BMPOGHMK/IMNOpTep, BKIOYaoUM BUMYCK
cepiii). 3MiHa HalimeHyBaHHs1 BUPO6HUKa /13 Ta 3MiHW y
HanucaHHi agpecun BupobHuka N13. 3miHM BHeceHo B
po3ginu "BupobHuk" Ta "MicLe3HaxomKeHHs! BUPOOHMKa
Ta agpeca MicLsa NpoBaKeHHS oro AisnbHOCTI" B
IHCTPYKLiI0 415 MeANYHOro 3aCTOCyBaHHS NiKapCbKoro
3acoby, K HacnigokK - BiANOBIAHI 3MiHN y TEKCTI
MapKyBaHHs ynakoBKW Nikapcbkoro 3acoby. BeegeHHs
3MiH NPOTAroM 6-TW MicALiB NicNs 3aTBEPAKEHHS.

6e3
peyenma

nionsiea
€

UA/15277/01/01

198.

CUHTOMIUMH

NiHIMEHT Ans
30BHILUHLOrO
3acrtocyBaHHs, 100
mr/r; no 25 r y Ty6i;
no 1 1y6i B nauui 3
KapToHy

MPAT
"XIMOAPM3
ABO/,
"YEPBOHA
3IPKA"

YkpaiHa

MPAT
"XIMOGAPM3AB
Oofl "HEPBOHA

3IPKA"

Ykpaina

BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu |
TUNy - AAMIHICTPaTMBHI 3MiHW. 3MiHA HaliMEeHyBaHHSs!
Ta/abo agpecu 3asBHUKA (BNacHUKa peecTpauiiHoro
noceigyeHHs). 3MiHa HaliMeHyBaHHS 3asiBHVKa Ta 3MiHU
y HanucaHHi agpecu 3asBHUKa (BnacHuka
peecTpauiiHoro nNocBig4yeHHs). 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
agpecu Micus NpoBaMKEHHS AisNIbHOCTI
BMpPOGHMKa/iMNopTepa roToBOrO JiKapCbKOro 3acoby,
BK/IOUAKUM AiNbHULI BUNYCKy cepil abo micue
NPOBEAEHHS KOHTPOJIIO AKOCTI. (4iSNbHICTb, 3a AKY
BiANOBiAae BMPOGHMK/IMNOpTep, BKIOYaUM BUMYCK
cepiii). 3MiHa HalimeHyBaHHS1 BUPO6HUKa /13 Ta 3MiHn y
HanucaHHi agpecun BupobHuka MN3. 3MiHM BHECEHO B
po3ginu "BupobHuk" Ta "MicLue3HaxomKeHHs BUPOOH/Ka
Ta agpeca MicLsa NpoBaKeHHs oro AisnbHoCTI" B
IHCTPYKLUiO AN MeAMYHOro 3aCTOCYBaHHSA /TiKapCbKoro
3aco6by, sk HacnigokK - BigNOBiAHI 3MiHN Y TEKCTi
MapKyBaHHs yNakoBKW Nikapcbkoro 3acoby. BeegeHHs
3MiH NPOTAroM 6-TW MICALIB NiC/IA 3aTBEPAKEHHS.

6e3
peyenma

nionsiea
€

UA/15277/01/02

199.

CUHTOMIUWH

KpucTanivyHni
NOPOLLIOK
(cybeTaHuis) y
NoABINHMX
nonieTMneHoBux
nakeTtax gns
BMpPO6GHMLTBA

MPAT
«XIM®PAPM
3ABO/,
«4YEPBOHA
3IPKA»

YKpaiHa

MPAT
«XIMOPAPM3AB
o[, «<HEPBOHA

3IPKA»

YKpaiHa

BHECEHHS 3MiH 40 peecTpaviiHnx MmaTtepiasis: 3MiHn |
TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHs
Ta/abo aapecy 3asiBHMKA (B/lacHMKa peecTpaviiiHoro
noceigyeHHs) 3MiHa HaliMeHyBaHHS Ta afpecu 3asiBHMKa
y 3B’513Ky 3i 3MiHOI OpraHi3aviiiHo-NpaBoBoi hopMM
nignpuvemcTaa. 3MiHu | Tuny - AAMIHICTPaTUBHI 3MiHK.
3MiHa HalimeHyBaHHs Ta/abo agpecu micus

UA/14196/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
HecTepuibHUX NpOBaKEHHSA AiS/IbHOCTI BUPOOHUKA (BK/IHOYakoun, 3a
NiKapcbknx hopm HeoOXiJHOCTI, MicLie NPOBeAEHHS KOHTPOJIIO SKOCTI), abo
B/lacHUKa mMactep-aiina Ha A®l, abo nocTavasibHUKa
Adl/BuxigHoro matepiasy/peareHTy/npoMixHOro
NPOAYKTY, WO 3aCTOCOBYIOTLCSA Yy BUPOOHNLTBI ADI
(SIKLLLO 3a3HAYEHO Y A0ChE Ha Nikapcbkuii 3acib) 3a
BifICYTHOCTi cepTudikaTa BignoBigHOCTI EBponeiichkili
chapmakonei y 3aTBepkeHoMy A0Cbe, ab0 BUPOOHMKA
HOBOI JONOMiXHOT Pe4OBUHYU (SIKLLO 3a3Ha4YeHOo Y [0ChE)
3MiHa HaliMeHyBaHHA BUPOOHWMKA Y 3B'A3KY 3i 3MiHOM
opraHizaujiiiHo-npaBoBoi hopMu MignpuemcTea. Takox
[IOMOBHIOETHLCA HaNVWCaHHA aApecy Y BigMoBIAHICTb A0
Aito4oi niyeHsii. BupobHunya finbHuUA Ta BCi BUPOGHWUI
onepawii 3a/MLaTbCsl 6E3 3MiH.
200. | Conoaku CYXMIA eKCTpaKT My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | - UA/13133/01/01
KOPEHA (cybeTaHuis) y akujioHepHe akujioHepHe Tuny - 3miHu 3 skocTi. A®l. Cuctema
EKCTPAKT noABiliHMX nakeTax TOBapUCTBO TOBapuCTBO KOHTeliHep/3aKkynoptoBanbHuii 3aci6. 3MiHa y
CYXUiA ans "HaykoBo- "HaykoBo- 6e3nocepeHiit ynakosui A®| (iHWi 3MiHK) - BBEAEHHS
thapmaueBTUYHOro BMPOGHNYNIA BMPOGHUUNIA HOBOT BTOPVHHOI YNakoBKW, a came nakeTy 3 NofiMepHUx
3acTocyBaHHSA LeHTp LEeHTp Marepianis i3 a/IlOMiHIEBUM NOKPUTTSAM B SKOCTI
"Bopuariscb "BopLyariBcbKuii 30BHILUHLOrO NakeTy, 6e3 3MiHW NEePBMHHOIO NakyBaHHSA
Knin XiMiko- XiMiKo- (BHYTPILWHLOrO MONIETU/IEHOBOIO MakKeTy), sike Mae
hapmaneBT hapmaLeBTUYHN 6e3nocepeHiil KOHTaKT 3 NPOAYKTOM, 3 BigNOBIAHNUMYN
WNYHWI 11 3aBoa” 3MiHamu 10 p. «YnakoBka» MKS /13. 3aTtBepKeHo:
3asopg" Cy6CTaHLjito NakylTb Yy nakeTy NoABiliHi NoNieTUIEHOBI.
3anponoHoBaHo: Cy6CTaHLilo NakyloTb Y NOABINHI
nakeTn. BHyTPILLHI — nakeT nonieTueHoBW NPO30puii.
30BHILLHIV — NakeT 3 NoNiMEPHUX marepianis i3
/IIOMIHIEBMM MOKPUTTAM. BHYTPILLHIl | 30BHILLHIA nakeTn
TEPMO3BapolTb
201. | CONNAAEIH TabNeTkn PoO3UNHHI; XaneoH FOK Benuka nakcoCwmitKna Ipnangis BHECEHHS 3MiH 40 peecTpaviliHnx MmaTtepiasis: 3MiHn | 3a UA/4740/01/01
no 2 TabneTtkn y TpeigiHr BpuTaHis H [aHrapeaH TMny - 3MiHK Woao 6e3nekn/edhekTNBHOCTI Ta peyenmom
cTpuni; no 6 cTpunis NimiTeq Nimiten hapmakoHarnsgy. BeegeHHs abo 3miHn fo

Y KapTOHHIll kopoobui

y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHUX NPo cucTemy
hapmakoHarnagy, 3MiHa yrnoBHOBaXXeHOT 0cobum,
Bi4NoBiga/IbHOI 3a 34iCHEHHST chapMmakoHarnsay;
KOHTaKTHOI 0c06M 3 thapMakoHarnagy 3asBHuKa Ans
3[iiCHEeHHs1 chapmakoHarnagy B YKpaiHi, AKLL0 BOHaA
BiAMiHHa Bif, yNOBHOB&XeHOI 0C06y, BiANOBIAA/IbHOI 3a
3[jiCHeHHs1 hapMakoHarifay (BK/IUYakumn KOHTaKTHI
OaHi) Ta/abo 3MiHM Y pO3MilLEeHHI MacTep-thaiina
cuctemn hapmakoHarnsgy) 3miHa ynoBHOBaXeHOi
0cobu 3asBHKKa, BiANOBIAaILHOI 3a hapMakoHarnsg,
[itoyva pegakuis: John Poustie. MNponoHoBaHa pefakuis:
Sarah Weetch. 3MiHa KOHTaKTHUX AaHWX YNOBHOB&XEHOI
0co6U 3asBHNKa, BiANOBiAaNLHOI 3a hapMakoHarnsg.
3MiHa KOHTaKTHOI 0cobu 3asiBHKKA, BiANoBiAa/IbHOT 3a
dhapmakoHarnag B Ykpaini. [itoua pegakuis: Kupunisa
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
[anunna MeopriisHa / Galyna Kyryliva. MNponoHosaHa
pepakuisi: Mopinvk Aptem Bonogvmuposuy / Artem
Horilyk.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0CO6u 3asiBHYIKA,
Bi4NoBiAa/IbHOI 32 hapMakoHarnsg B YkpaiHi.
202. | CONMNAAEIH TabneTku, BKPUTI XaneoH tOK Benvka nakcoCwmitKna IpnaHgis BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 UA/12239/01/01
AKTUB 060/10HKOI0; MO 12 TpeigiHr BpuTaHis H [laHrapBaH TMny - 3MiHKN WoA0 6e3nekn/edekTMBHOCTI Ta peyenma
Tabnetok y 6nictepi; Nimiteq Niviteq thapmakoHarnsgy. BeegeHHs abo 3miHv o
no 1 6nictepy B y3arasibHeHUX JaHnx nNpo cucTemy dpapmakoHarnsgy
KapTOHHI Kopobui (BBEAEHHSA Y3araslbHEHUX JaHWX NP0 cUcTemy
hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3assBHvKa 4ns
3[jiCHEeHHs hapmakoHarnsgy B YKpaiHi, AKLLo BoHa
BiAMiHHA Bif, YNOBHOBaXKEHOI 0Cco6w, BignoBigabHOI 3a
3AificHeHHs thbapmakoHarnsagy (BKIHUaUy KOHTaKTHi
OaHi) Ta/abo 3MiHM Y po3MmilLeHHi MacTep-ghaiina
cuctemu chapmakoHarnsgy) 3MiHa yrnoBHOBaXKeHOT
0cobu 3asBHYKa, BiANOBIA&IbHOI 3a hapMakoHarnsg,
[itoua pegakuis: John Poustie. MNponoHoBaHa peAakuis:
Sarah Weetch. 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOT
0co6U 3asBHVKa, BifNOBIAaILHOI 3a thapmakoHarnsag,.
3MiHa KOHTaKTHOT 0CO6W 3asIBHUKA, BifnoBigaibHOI 3a
hapmakoHarnsag B YkpaiHi. [itova pegakuisa: Kupunisa
[anunna leopriieHa / Galyna Kyryliva. lNponoHosaHa
pepakuisi: Mopinvk Aptem Bonogvmuposud / Artem
Horilyk.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0CO6M 3asiBHYIKA,
Bi4NoBiAa/IbHOI 32 hapMakoHarnsg B YkpaiHi.
203. | CTEPOKOPT® kKpem 0,1% no 15ry MPAT YkpaiHa BiZJNOBIAANbHWIA YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu | 6e3 UA/7784/01/01
Ty6i; no 1 Ty6i y "PITOPAPM 3a MRy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii 3aci6. peyenma
naJui 3 KapToHy " BMPOGHMLTBO, KOHTpo/ib roToBOro fikapcbkoro 3acoby (iHLi 3MiHum)
nepBuHHE, BHECEHHS peflakLiiiHUX NpaBoK No TeKCTy y crnevumdikawii
BTOPUHHE Ta MeToAax KOHTPOJI0 3a NoKasHuKamu: «Onuc»,
nakyBaHHs, «lgeHTundikauis», «pH», «Maca BMICTy ynakoBKu»,
KOHTPO/b SKOCTI «MikpobionoriyHa unctota», «KinbkicHe BU3HAUYEHHS».
Ta BMNYCK cepil: Kpim Toro, B cneyudikauii Ta MeTogax KOHTPOJIH0 CI0BO
MPAT «npenapar» 3amMiHEeHO Ha «/iKapCbKuii 3aci6». 3MiHu
«PITOPAPM» , cTocytoTbes nvwe MKA. 3MiH 3 AkocTi He BigbyBaeTbCs.
YKpaiHa,; 3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
BiANoOBiAaNbHNI KoHTposb roToBOro fikapcbkoro 3acoby. 3miHa y
3a BUMyCK cepii, MeToAax BUNPoGyBaHHSA rOTOBOrO JlikapCbKoro 3acoby
He BK/TloYaroun (iHWi 3MiHM y MeTogax BUNpobyBaHb (BKIOYaOUM 3aMiHy
KOHTPO/b/BUNPO abo gonoBHeHHS)) 3miHa B MeToauLi «CynpoBigHi
6yBaHHs cepii: LOMILLKM». 3MiHW cTOCYOTbCA nnwwe MKA. 3MiH 3 AkocTi
MPAT He Bif0yBa€eTbCS.
"®ITOPAPM",
YkpaiHa
204. | CTIBAP® TabNeTkn, BKPUTI Baviep Al HimeyunH | Bupo6HMUTBO 3a | HimeyunHa/ BHECEHHS 3MiH 40 pPeeCcTpaLiiHnX MaTepiasiB: 3MiHu | 3a UA/13395/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
NiBKOBOO a NMOBHUM LIK/IOM PiHNAHAIA TMny - 3MiHK Woao 6e3nekn/epekTnBHOCTI Ta peyenmom
obonoHkoto, no 40 (BMPOGHMLTBO hapmakoHarnsgy. 3mMiHa 4acToTv Ta/abo TepMiHiB
Mr; o 28 TabneTok in-bulk, NoAaHHsA perynsipHo OHOBJ/THOBAHUX 3BITiB 3 6e3neKkn
y donakoHi; no 3 nepsBuHHa NikapcbKunx 3aco6iB. 3MiHa 4acTOTU Ta TEPMIHIB NOAAHHSA
dnakoHn y ynakoBka, perynsipHo OHOBJIOBAHOTO 3BITY 3 6e3nekn
KapTOHHIiA ynakoBL,i BTOPWHHA [itoya pefakuis: YactoTa nofjaHHsa perynspHo
ynakoBkKa, OHOB/OBAHOTO 3BITY 3 6e3neku 1 pik KiHueBa gara ans
KOHTPO/Ib SKOCTI, BK/IIOYEHHA AaHunx o PO3b - 26.09.2018 p. daTa
BMNYCK cepil): nofaHHs - 05.12.2018 p. MNponoHoBaHa pefakLis:
Baiiep AT, YacToTa nofaHHsa perysisipHoO OHOBJ/IOBAHOrO 3BITY 3
HimeyunHa; 6e3nekn 3 poku KiHueBa fata Ans BKIIOYEHHS JaHuX Ao
AnbTepHaTBHA PO3b - 26.09.2026 p. flJaTa nofaHHs - 25.12.2026 p.
1 BUPOGHYMK PekomeHgoBaHO 0 3aTBEPAKEHHS BiANOBIAHO A0
(nepBuHHa nepioguYHOCTI MoJaHHS perynsipHO OHOB/TOBaHUX 3BITIB
yrnakoBKa, 3 6e3neku likapcbkmx 3acobis y EC.
BTOPUHHA
yMakoBKa):
OpioH
KopnopeiiLuH,
OpioH ®apwma,
PiHnaAHAIA
205. | CYIb®OKAM® | po3uumH Ans iH'ekuii, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiinHux matepianis: 3MiHu | 3a UA/7392/01/01
OKAIH- 100 mr/mn, no 2 mn "papmaueBT "®apmaueBTUUH Tuny - 3MiHN 3 skocTi. A®Il. KoHTponb A®L. 3miHa y peyenmom
OAPHULUA B amnyni; no 5 n4yHa gipma a thipma napameTpax crneuudikauii Ta/abo foONyCTUMUX MEX,
amnyn y KOHTYpPHIi "fapHnus” "fapHuus”

YapyHKOBIl
ynakosLi; no 2
KOHTYPHI YapyHKOBI
yNakoBKM B nauLli

BM3HAYeHuX y cneundikauisx Ha A®l, abo
BUXIiAHWIA/NPOMDKHUIA NpOAyKT/peareHT, wo
BMKOPUCTOBYIOTbCA Y Npoueci BUpobHuuTBa AdI
(BUAYYEHHS HE3HAYHOrO NMOKa3HMKa SKOCTI (Hanpukiag,
BWJ/TyYEHHS 3aCTapifioro nokasHuka)) BHeceHHs 3MiH o
po3ainis 3.2.5.4.1 1a 3.2.S.4.2 ait040i pevyoBmHA
HoBokaiHy OCHOBa, a caMe MoKa3HWK «Badkki MeTanm»
BW/TyYEHO Ha NiacTaBi HafaHo! BUPOGHMKOM OLjiHKM
pu3unky BignosigHo fo sumor ICH Q3D Guideline for
Elemental Impurities. Moka3Hnk «AHOMasbHa
TOKCUYHICTb» BUyHEHO Y 3B'A3KY 3 BTPATOK YMHHOCTI Ta
BUyYeHHsAM 3 EP. CynyTHs 3miHa - 3MiHM 3 sikocTi. AdI.
KoHTponb A®I. 3miHa y meTogax BunpobysBaHHs AdI
abo BuxigHOro marepiany/npomikHoro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIEC
BMPO6HMLTBA AD| (HE3HAYHI 3MiHW Y 3aTBEPAKEHNX
MeToAax BUNpo6yBaHHS). 3MiHN | TUMY - 3MiHK 3 SKOCTI.
A®I. KoHTponb A®I. 3MiHa y napameTpax cneuudikauiii
Ta/abo [OMYyCTVMUX MEX, BU3HAYEHUX Y cneundikaLlisx
Ha A®|, abo BUXigHWI/MPOMIXHWIA NpoAyKT/peareHT, Lo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTBa AP (iHLwi
3MiHM) BHeceHHs 3miH Ao posginis 3.2.5.4.1.
Cneuudikauis Ta 3.2.5.4.2. AHaUTITUYHI METOAVKN ANS
BXiiHOr0 KOHTPOJII0 Ha Ajtody peyoBuHy DL-
CynbthokaMmhopHa KUcnoTa, a came nokasHuK

«PO34YMHHICTb» NepeHeceHo A0 po3A4iy Npo 3arabHi
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1

BNACTVBOCTI, OCKi/IbKN BiH Ma€e pekoMeHgauiliHnii
XapakTtep BignosigHo Ao Bumor A®Y 1.4 «MoHorpadii»
Ta €P 1.5.1.7 «Characters».

CynyTHs 3MmiHa - 3MiHK 3 fkocTi. APl KoHTponb AdI.
3MiHa y meTogax BunpobyBaHHs A®| abo BuxigHoro
mMartepiany/npomiKHOro NpoayKTy/peareHTy, Wo
BMKOPWCTOBYETbLCA Y NpoLieci BUpobHuuTea AdI
(He3HauHi 3MiHN y 3aTBEPKEHNX MeToAax
BMNPOGYBaHHS) 3MiHK | TNy - 3MiHK 3 SKoCTi. ADI.
KoHTponb A®I. 3miHa y napameTpax cneuudikawii
Ta/abo JOMyCTMUX MeX, BU3HAYEHUX Y cneundikaLisx
Ha A®|, abo BUXiZHWIA/NPOMIXHWIA NpoayKT/pearexT, Lo
BMKOPWCTOBYIOTbCSA Y npoueci BUpobHuutea Ad|
(BMlyYEHHA HE3HAYHOrO NOKa3HMKa AKOCTI (Hanpuknag,
BWU/TYYEHHS 3aCTapifioro nokasHuka)) BHeceHHs 3MiH o
po3ginis 3.2.S.4.1. Cneundikauia 1a 3.2.5.4.2.
AHaniTUYHI METOAVIKM 151 BXILHOTO KOHTPOJIIO Ha Aitouy
peyoBuHy DL-CynbthokamdopHa KicnoTa, a came
NoKasHUK «Baxki MmeTanun» BUIy4eHO Ha nigcTaBi
HafaHoi BUPOGHVKOM OLiHKM PU3MKY BiANOBIAHO A0
sumMor ICH Q3D Guideline for Elemental Impurities.
CynyTHs 3MmiHa - 3MiHK 3 fkocTi. APl KoHTponb AdI.
3MiHa y meTogax BunpobyBaHHs A®| abo BuxigHoro
mMartepiany/npomiKHOro NpoayKTy/peareHTy, Wo
BMKOPWCTOBYETbLCA Y NpoLieci BUpo6HuuTea AdI
(He3HauHi 3MiHN y 3aTBEPKEHNX MeToAax
BMNPOGYBaHHS) 3MiHK | TNy - 3MiHK 3 SKoCTi. ADI.
KoHTponb A®I. 3miHa y napameTpax cneuudikawii
Ta/abo JOMyCTMUX MeX, BU3HAYEHUX Y cneundikaLisx
Ha A®|, abo BUXiAHWIA/MPOMIXHWIA NpoayKT/pearexT, Lo
BMKOPUCTOBYIOTbCSA Y npoueci BupobHuytea A®I (iHwwi
3MiHN)

BHeceHHs 3MiH fo po3ginis 3.2.5.4.1. Cneuudikauisa Ta
3.2.5.4.2. AHaNIiITUYHI METOAVKV NS BXIJHOTO KOHTPO/IIO
Ha fitoyy pe4yoBrHy HoBOKaiHy OCHOBa, a came MOKa3HUK
«PO34YMHHICTb» NepeHeceHo [0 Po34iny Npo 3arasibHi
BNACTVBOCTI, OCKi/IbKN BiH Ma€e pekoMeHgauiliHnii
XapakTtep BignosigHo Ao Bumor A®Y 1.4 «MoHorpadii»
Ta €P 1.5.1.7 «Characters» Ta 3a NokasH1KOM
«Mikpo6ionoriyHa yncToTa» - BHECEHO NOCUIAHHSA Ha
gitoye BnaaHHa €, 6e3 3MiHN HOpMYyBaHHS Ta
METOAMKN KOHTPOJIHO SIKOCTI.

CynyTHS 3miHa - 3MiHK 3 fkocTi. APl KoHTponb AdI.
3MiHa y meTogax BunpobyBaHHs A®| abo BuxigHoro
mMartepiany/npomiKHOro NPoayKTy/peareHTy, Wwo
BMKOPWCTOBYETbLCA Y NpoLieci BUpo6HuuTea AdI
(He3HauHi 3MiHN y 3aTBEPKEHNX MeToAax
BMNPOGYBaHHS)
3MmiHu | TUny - 3miHn 3 AkocTi. APl KoHTponb A®I. 3miHa
y MeTogax BunpobyBaHHss A®| abo BMXigHOTO
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep

peecmpayiliHo2o

nocsio4YeHHs1

marepiany/npomMiKHOro NPoAyKTy/peareHTy, Wwo
BUKOPVCTOBYETLCA Y NpoLeci BUpobHMuTBa AdI
(He3HauHi 3MiHW y 3aTBEpPKEHNX MeTofax
BMNPOGYBaHHS)

BHeceHHs He3HauyHWX 3MiH o po3giny 3.2.S.4.2
AHaNITUYHI METOAVKN ANS BXIAHOTO KOHTPOJIIO Ha Ajto4y
peyoBnHy HoBOKaiHy OCHOBA 3a MOKa3HUKOM
«3aNLLKOBI PO3UYNHHNKMNY» - BHECEHO YTOUYHEHHS 3
npvBoAy XpomartorpadyBaHHs po34uHiB, a came:
JofaHo xpomartorpaddyBaHHs XO10CTOr0 PO34nHYy, 3a
pe3ynbTaTtamu Bastigauii BHECEHi TepMiHU NPUAATHOCTI
PO34MHIB Ta BHECEHO pefakLiiiHi npaBku. 3miHu | Tuny -
3MiHu 3 sKocTi. A®Pl. BUpo6HWLTBO. 3MiHM B NPOLiECi
BMPOGHMLTBA ADI (iHLWi 3MiHM) BHECEHHS HE3HAaYHMX
3MiH y npouec BrupobHuuTBa A®| DL-CynbdokamdopHa
KMcnoTa, a came onTuMi3aLisa napamMeTpis
TEXHOOMYHOro Npouecy (3mMiHa NOpPsALKY A03YBaHHS,
nepeHeceHHs inbTpauii, BUKNHOYEHHS BipKUMaHHA Ta
NpoMMBaHHSA Ha cTagii 1, a Takox, BUIYYeHHs cTagii 2).
AxicTb AP 3a1MLIAETHCA HE3MIHHOIO.

206.

CYMNEPBIT

TabneTku XyBasbHi
no 10 TabneTtok y
6nicTepi; no 3
6nictepn y nauyui

AT
"KMIBCbKW
i
BITAMIHHI
" 3ABOA"

YKpaiHa

AT

"KNIBCBKWN

BITAMIHHUIA
3ABO["

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpekTnBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnx nNpo cucTemy dpapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX JaHWX NP0 cUcTemy
hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asBHvKa 4ns
3[jiCHEeHHs hapmakoHarnagy B YKpaiHi, AKLLo BoHa
BiAMiHHA Bif, YNOBHOBaXXEHOI 0Cco6w, BifgnoBigabHOI 3a
3fificHeHHs thapmakoHarnsagy (BKIOUaUy KOHTaKTHI
OaHi) Ta/abo 3MiHM Y po3MilLeHHi MacTep-ghaiina
cuctemn dhapmakoHarnsgy). 3MiHa yrnoBHOBaXKeHO|
0cobu 3asBHYKa, BiANOBIA&IbHOI 3a hapMakoHarnsg,
[itoua pepakuis: Konsga BikTopis BiktopiBHa.
MponoHoBaHa pepakuisi: babvka AmMnTpo AHaTonilioBuy.
3MiHa KOHTaKTHMX AaHnX YNOBHOBaXEHOI 0CO6U
3as1BHMKA, BigNoBiAa/IbHOI 3a dhapMakoHarnsg.

6e3
peyenma

UA/5698/01/01

207.

TAMICTEP

kancynu TBepai; no
30 a6o no 90 kancyn
y thnakoHi; no 1
donakoHy B
KapTOHHI KopoobLi

Mictpan
Kenitan
MeHekmeH
T NimiTeq,

AHrnis

Bupo6bHuLTBO
NPOMKHOro
NPOAYKTY,
roToBOro
nikapcbKoro
3acoby,
nakyBaHHsl,
KOHTPO/b SIKOCTI,
BUNYCK cepil:
NABOPATOPIO
C IEOH

Icnanis/
PymyHis

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
Tuny - 3MiHK 3 akocTi. CepTudiikat BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBponeinchkiii
thapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI abo BUTYYEHHS
cepTudikaTa BigNoBiAHOCTI E€Bponelickbkiil hapmakonei:
onsa A®l; ana BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHNLTBI ADI; ANns LONOMDKHOT
peyoBUHM (CepTuUdikaT BiANOBIAHOCTI EBpONechbkili
dhapmakonei) - OHOBAEHUI cepTudiikaT Bif yxe

3a
peyenmom

UA/18497/01/01
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

®APMA C.A,,
IcnaHis;
Bupo6bHuuTBO
NPOMDKHOro
NPOAYKTY:
3eHTiBa C.A.,
PymyHist;
AnbTepHaTBHe
BTOPUHHE
nakyBaHHs:
ATAIC ®APMA,
C.J1., IcnaHis;
AnbTepHaTuBHe
BTOPUHHE
naKyBaHHs:
MAHAHTIAN
IHTEMPA
C.J1.10., IcnaHis;
AnbTepHaTuBHe
nepBuHHE Ta
BTOPUHHE
nakyBaHHs:
NNABOPATOPIO
C NIKOHCA
C.A., IcnaHis;
Brpo6HMUTBO
NPOMIXXHOro
NPoAyKTY:
NABOPATOPIO
C NIKOHCA
C.A,, IcnaHis

3aTBEPKEHOTO BUPOGHUKA- NOAAHHSI OHOB/IEHOIO
cepTudikaTa BignosigHOCTI EBponelichbkin hapmakoner
Ne R1-CEP 2016-126 - Rev 00 (3aTBepxeHo: RO-CEP
2016-126 - Rev 02) gnsa A®| gytactepuay Big,
3aTBepxeHoro BupobHuka Hetero Labs Limited, India

208.

TAHTYM
BEPAE®

PO34MH ANA POTOBOI
NOPOXHUHN, 1,5
mr/mn; no 120 mny
ch1aKkoHi 3 MipHUM
cTakaH4mkom; no 1
donakoHy y
KapTOHHIA Kopoo6Li

AzieHpe
Kimike
PiyHiTe
AHXeniHi
®paHyecko -
AK.P.A®.
C.n.A.

ITanis

AsieHge Kimike
PiyHiTe AHxeniHi
PpaHyecko
AK.P.A®.
C.n.A.

ITanis

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TMny - 3MiHK 3 AkocTi. CepTudpikat BignosigHocTI/IE-
cepTuddikaT BignoBigHOCTI €EBponenchkiii
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOBJIEHOIO cepTudikaTa BiANOBILHOCTI a60 BUNYYEHHS
cepTugikaTa BignoBigHOCTI EBponenchkin hapmakonei:
onsa A®l; ans BuxigHoro
mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ANns AONOMKHOT
peyoBuMHM (CepTudiikaTt BiAMOBIAHOCTI EBpONechbkili
thapmakonei) - OHOB/IEHUIA cepTudpikaT Bif yxe
3aTBEPAKEHOr0 BUPOOHMKA - NOJAHHS OHOB/IEHOTO
cepTudpikaTa BignosigHOCTI EBponelichbkiin hapmakonel
Ne CEP 2021-203 - Rev 01 (3aTBepaxeHo: RO-CEP
2021-203 - Rev 00) gns gjroyoi peyosuHn Benzydamine
hydrochloride Big, Bxe 3aTBepaXeHOro BUpo6Hvka
AZIENDE CHIMICHE RIUNITE ANGELINI
FRANCESCO - A.C.R.A.F. S.P.A. - 3MiHu | TUnNY - 3MiHN
3 sikocTi. A®I. KoHTponb A®I. 3miHa y napameTpax

6e3
peyenma

UA/3920/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1

cneumdikauiii Ta/abo fONYCTUMUX MEX, BUSHAYEHUX Y
cneumdikauisix Ha A®l, abo BMXigHWIA/NPOMDKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y NPOLECI
BMPOGHMLTBA AD| (BUNYYEHHS HE3HAYHOTO MOKa3HMKa
AKOCTI (Hanpuknag, BUly4eHHs 3acTapisioro nokasHuka))
- BUNYYEHHS i3 crnieundikauii A1 Aito4oi pevoBUHU
Benzydamine hydrochloride nokasHuka «Benzene < 2.0
ppm» (Gas-chromatographic determination).
3MiHu | TUNYy - 3MiHK 3 AkocTi. ADL. KoHTposnib APl 3miHa
y napameTpax creuudikauiii Ta/abo gonycTtummnx Mex,
BM3HA4YeHuX y cneundikauisx Ha A®l, abo
BUXiAHWIA/NPOMIXHUIA NpOAyKT/peareHT, Wwo
BMKOPWCTOBYIOTbCSA Y npoueci BUpobHuutea Ad|
(BMlyYEHHA HE3HAYHOrO NOKa3HMKa AKOCTI (Hanpuknag,
BWU/TYYEHHS 3aCTapisioro NokasHuKa)) - BUNyYeHHs i3
cneuudikauii 4nsa gitovoi peyosmHn Benzydamine
hydrochloride nokasHwuka Particle size (Sieving); 98%
through 30 mesh. - 3miHn | TMNy - 3MiHK 3 SKOCTi. API.
KoHTponb A®I. 3miHa y napameTpax cneuudikawii
Ta/abo fOMyCTVMUX MeX, BU3HAYEHUX Y cneundikaLisx
Ha A®|, abo BUXiAHWIA/MPOMIXHWIA NpoayKT/pearexT, Lo
BMKOPWCTOBYIOTbCSA Y npoueci BUpobHuytea AdI
(BMlyYEHHA HE3HAYHOrO NOKa3HMKa AKOCTI (Hanpuknag,
BWU/TYYEHHS 3aCTapisioro NokasHuka)) - BUNyYeHHs i3
cneuudikauii 4ns gitovoi peyosmHn Benzydamine
hydrochloride nokasHuka «Char. Of water solution»
(Visual and olfactory determination). - 3miHu | Tny -
3MiHu 3 sKocTi. APl KoHTponb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo JOMyCTUMUX MeX,
BM3HauYeHUX y crneyndikauisx Ha A®l, abo
BUXIZHWUA/NPOMIXHUIA NPOAYKT/peareHT, Lo
BUKOPWCTOBYIOTLCSA Y NpoLeci BUpobHuuTea Ad|
(BMlyYEHHA HE3HAYHOrO NOKa3HWKa AKOCTI (Hanpuknag,
BWU/TYYEHHS 3aCTapisIoro NokasHuKa)) - BUNYyYEHHs i3
cneuudikayii 4nsa gioyvoi peyosmHu Benzydamine
hydrochloride noka3Huka Colour of solution (Visual
evaluation): Not more colour than of the matching fluid. -
3miHu | Tvny - 3miHm 3 AkocTi. A®l. KoHTponb A®I. 3miHa
y napameTpax cneuudikauiii Ta/abo fonycTMMUX MeX,
BM3HAYeHWX Yy cneundikauisx Ha A®l, abo
BUXiAHWA/NPOMDKHUIA NpoAyKT/peareHT, wo
BMKOPWCTOBYIOTLCSA Y npoueci BupobHuutea Ad|
(BUAYYEHHSA HE3HAYHOrO NMOKa3HWKa SKOCTI (Hanpukiag,
BWJ/TyYEHHS 3aCTapifioro NokasHuka)) - BUIy4eHHs i3
crneundikaii ona gitoyoi peyosuHn Benzydamine
hydrochloride nokasHuka pH of 10% solution
(Potentiometric determination): 4.00-5.50. - 3minHu | TMny
- 3MiHK 3 AkocTi. APL. KoHTponb A®I. 3miHa y
napameTpax creuudikauii Ta/abo f4onycTUMMX Mex,

BM3Ha4YeHUX y cneundikauisx Ha A®l, abo
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1

BUXIZHWUA/NPOMIXHUIA NPOAYKT/peareHT, Lo
BMKOPWCTOBYIOTLCSA Y Npoueci BUpobHnuTea Ad|
(BMlyYEHHA HE3HAYHOrO NOKa3HWKa AKOCTI (Hanpuknag,
BWU/TYYEHHS 3aCTapisIOro NokasHuKa)) - BUNYYEHHS i3
cneuudikayii 4nsa giovoi peyoBmHu Benzydamine
hydrochloride nokasHuka Primary amines (Colorimetric
method): <0.01% as Anthranilic acid. - 3miHu | Tuny -
3miHu 3 sKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo foMyCTUMUX MEX,
BM3HAYeHWX Yy cneundikauisx Ha A®l, abo
BUXiAHWA/NPOMDKHUIA NpoAyKT/peareHT, wo
BMKOPWCTOBYIOTLCSA Y npoueci BupobHuutea AdI
(BUAYYEHHS HE3HAYHOrO NOKa3HWKa SKOCTI (Hanpuknag,
BWJ/TyYEHHS 3aCTapifioro NokasHuka)) - BUIy4eHHs i3
crneundikauii ona gitoyoi peyosuHn Benzydamine
hydrochloride nokasHuka A (1%, 1 cm 306 nm)
(Spectrophotometric determination): 155-165. - 3miHu |
My - 3MiHKU 3 AKOCTi. A®Il. KoHTposib A®L. 3miHa y
napameTpax crneuudikauii Ta/abo f4onycTUMMX Mex,
BM3HA4YeHNX y cneundikauisx Ha A®l, abo
BUXIiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
BMKOPWCTOBYIOTbCSA Y npoueci BUpobHuytea AdI
(BMlyYEHHA HE3HAYHOrO NOKa3HMKa AKOCTI (Hanpuknag,
BWU/TYYEHHS 3aCTapisioro NokasHuka)) - BUNyYeHHs i3
cneuudikauii 4ns gitovoi peyosmHn Benzydamine
hydrochloride nokasHuka Melting Point (Automatic
determination): 158.5-160.0°C. - 3MiHu | Tuny - 3miHn 3
AKoCTi. A®I. KoHTponb A®I. 3miHa y napameTpax
cneumdikauii Ta/abo AONYCTUMUX MEX, BUSHAUYEHUX Y
cneumdikauisix Ha A®l, abo BMXigHWIA/NPOMKHWIA
NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPOLECI
BUPOGHMLTBA AD| (BU/TyUYEHHA HE3HAYHOIO NOKa3HUKa
AKOCTi (Hanpuknaz, BUTyYeHHs 3acTapifioro nokasHvka))
- BUYYeHHS i3 cneumdikauii 15 Airoyol pevyoBuHN
Benzydamine hydrochloride nokasHuka lonic Chloride
(Automatic electrometric titration): 9.95-10.55%. - 3MiHu®
| Tvny - 3miHK 3 AkocTi. A®I. KoHTponb AdL. 3miHa 'y
napameTpax crneuudikauii Ta/abo JOMyCTUMUX MeX,
BM3HaYeHuX y crneyndikauisx Ha A®l, abo
BUXIZHWUA/NPOMIXHUIA NPOAYKT/peareHT, Lo
BUKOPWCTOBYIOTLCSA Y NpoLeci BUpobHuuTea Ad|
(BMlyYEHHA HE3HAYHOrO NOKa3HMKa AKOCTI (Hanpuknag,
BW/TYYEHHS 3aCTapisIoro NokasHuKa)) - BUNYYEHHS i3
cneuudikayii 4nsa gioyvoi peyosmHu Benzydamine
hydrochloride noka3Huka Sulphates as Na2S0O4 (Limit
test): <0.05%.T - 3miHuW | TMNY - 3MiHK 3 AKoCTi. ADI.
KoHTponb A®l. 3miHa y napameTpax crneuudikaviii
Ta/abo foMYyCTVMUX MEX, BUSHAYEHUX Y cneundikaLlisx
Ha A®I, a6o BUXiAHWA/NPOMIKHUIA NPOAYKT/peareHT, Lo
BMKOPWCTOBYIOTLCS Y Npoueci BUpo6HuuTea Ad|
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
(BUAYYEHHSA HE3HAYHOrO NOKa3HMKa SKOCTI (Hanpuknag,
BWJ/TYYEHHS 3aCTapifioro NokasHuka)) - BUIyYeHHs i3
crneundikaii ona ditoyoi peyosuHn Benzydamine
hydrochloride nokasHvka Readily Carbonizable
Substances (Visual evaluation): Yellow solution which
does not turn brown by 5 minutes.
209. | TAHTYM PO34nH BariHasIbHUiA AsieHge ITanisa AsieHge Kimike ITanisa BHECEHHS 3MiH 0 peecTpaLiinHux marepianis: 3MiHu | 6e3 UA/4012/02/01
PO3A® 0,1%; no 140 mny Kimike PiyHiTe AnxeniHi Tuny - 3miHK 3 sakocTi. CepTudiikat BignosigHOCTI/IE- peyenma
donakoHi PiyHiTe dpaHyecko cepTudikaT BignoBigHOCTI EBponeichkiii
OoCHallleHOMY AHRXeniHi AK.P.A®. hapmakonei/moHorpadii. NMogaHHs HoBoro abo
KaHloneto 3 ®paHyecko C.n.A. OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI abo BUTyUYEHHS
KpuLLeyKow ans AKP.AD. cepTudpikaTa BignNoBiAHOCTI E€Bponeiickbkili hapmakoner:
3aKpuTTA; No 5 C.n.A. ana A®l; onsa BuxigHoro

ch1akoHiB y
KapTOHHIlA KOpooLi

marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; ANns AONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI EBPONENChKil
thapmakonei) - OHOB/IeHUIA cepTudikaT Bif yxe
3aTBEPAKEHOr0 BUPOGHMKa. MogaHHA OHOBEHOro
cepTudikaTa BignosigHOCTI EBponelichbKin hapmakoner
Ne CEP 2021-203 - Rev 01 (3atBepmkeHo: RO-CEP
2021-203 - Rev 00) ans gjtoyoi pevyoBuHN Benzydamine
hydrochloride Big, Bxe 3aTBEpAXEHOro BUPOGHNKA
AZIENDE CHIMICHE RIUNITE ANGELINI
FRANCESCO - A.C.R.A.F. S.P.A. 3MiHK | TUNy - 3MiHK 3
AKOCTi. A®I. KoHTponb AdI. 3miHa y napameTpax
cneumdikauii Ta/abo AONYCTUMUX MEX, BUSHAUYEHUX Y
cneumdikauisix Ha A®l, abo BMXigHWIA/NPOMKHWIA
NpoAyKT/peareHT, Lo BUKOPUCTOBYOTLCA Y MPOLECI
BUPOGHMLTBA AD| (BUTyUYEHHA HE3HAYHOIO NOKa3HUKa
SAKOCTi (Hanpuknaz, BUI1yYeHHs 3acTapifioro nokasHvka))
- BunyueHHs i3 cneundikauii 4ns 4iroyoi peqyoBuHn
Benzydamine hydrochloride nokasHuka «Benzene < 2.0
ppm» (Gas-chromatographic determination). 3miHu |
Tnny - 3MiHN 3 akocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax crneuudikauiii Ta/abo 4oMyCcTUMUX MeX,
BM3HauYeHuX y cneyndikauisx Ha A®l, abo
BUXIAHWA/MPOMDKHMI NPOAYyKT/pearexT, Wwo
BMKOPVCTOBYIOTBCSA Y npoueci BupobHuutea Ad|
(BMlyYEeHHA HE3HAYHOrO NOKa3HWKa AKOCTI (Hanpuknag,
BW/TYYEHHS 3aCTapisioro NokasHuka)) - BunyyeHHs i3
cneuudikayii 4nsa gitovoi peyoBmHu Benzydamine
hydrochloride nokasHuka Particle size (Sieving); 98%
through 30 mesh. 3miHn | TURYy - 3MiHK 3 akocTi. AdI.
KoHTponb A®I. 3miHa y napameTpax cneuudikadiii
Ta/abo foNyCTUMUX MEeX, BU3HAYeHUX Yy cneuudikauisx
Ha A®|, abo BUXigHWIA/NPOMDKHWIA NPOAYKT/pearexT, Lo
BMKOPVCTOBYIOTHCSA Y npoueci BupobHuutea Ad|
(BMlyYEeHHA HE3HAYHOrO NOKa3HWKa AKOCTI (Hanpuknag,
BWJ/TyYEHHS 3aCTapifioro NokasHuka))- BunyyeHhs i3
cneundikauii s gitoyoi pedoBuHM Benzydamine
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
hydrochloride nokasHuka Colour of solution (Visual
evaluation): Not more colour than of the matching fluid.

3MiHu | TUnNy - 3MiHK 3 AkocTi. ADL. KoHTposib APl 3miHa
y napameTpax creuudikauiii Ta/abo gonycTtummnx Mex,
BM3HA4YeHuX y cneundikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
BMKOPWCTOBYIOTbCSA Y npoueci BUpobHuutea AdI
(BMlyYEHHA HE3HAYHOrO NOKa3HMKa AKOCTI (Hanpuknag,
BUJ/TyYEHHS 3aCTapifioro nokasHuka))- BunyyeHhs i3
cneuudikauii 4nsa gitovoi peyosmHn Benzydamine
hydrochloride nokasHuka «Char. Of water solution»
(Visual and olfactory determination). 3minu | Tuny -
3MiHu 3 sKocTi. APl KoHTponb A®I. 3miHa y
napameTpax crneuudikauiii Ta/abo JOMyCTUMUX MeX,
BM3HauYeHX y crneyndikauisx Ha A®l, abo
BUXIZHWUA/NPOMIXHUIA NPOAYKT/peareHT, Lo
BMKOPWCTOBYIOTBLCSA Y NpoLeci BUpobHuuTea Ad|
(BMlyYEHHA HE3HAYHOrO NOKa3HWKa AKOCTI (Hanpuknag,
BW/TyYEHHS 3aCTapisioro nokasHuka)) - BunyyeHHs i3
cneuudikayii 4nsa giovoi peyosmHu Benzydamine
hydrochloride noka3Huka pH of 10% solution
(Potentiometric determination): 4.00-5.50. 3minu | Tuny -
3miHu 3 sKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo fOMyCTUMUX MEX,
BM3HAYeHWX Yy cneundikauisx Ha A®l, abo
BUXiAHWA/NPOMDKHUIA NpOAyKT/peareHT, wo
BMKOPVCTOBYIOTLCSA Y npoueci BupobHuutea AdI
(BUAYYEHHSA HE3HAYHOrO NMOKa3HWKa SKOCTI (Hanpukiag,
BW/TyYEHHS 3aCTapifioro nokasHuka)) - BunyyeHHs i3
crneundikalii onsa gitoyoi peyosuHn Benzydamine
hydrochloride nokasHuka Primary amines (Colorimetric
method): <0.01% as Anthranilic acid. 3minu | Tvny -
3MiHu 3 sKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax creuudikauii Ta/abo f4onycTUMMX Mex,
BM3HA4YeHuX y cneundikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
BMKOPWCTOBYIOTbCSA Y Npoueci BUpobHuutea AdI
(BMlyYEHHA HE3HAYHOrO NOKa3HMKa AKOCTI (Hanpuknag,
BW/TYYEHHS 3aCTapifioro NokasHuka)) - BunyyeHHs i3
cneuudikauii 4nsa gitovoi peyosmHn Benzydamine
hydrochloride nokasHuka A (1%, 1 cm 306 nm)
(Spectrophotometric determination): 155-165. 3MiHu |
TMny - 3MiHK 3 akocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax crneuudikauiii Ta/abo JOMyCTUMUX MeX,
BM3HauYeHuX y crneyndikauisx Ha A®l, abo
BUXIZHWUA/NPOMIXHUIA NPOAYKT/peareHT, Lo
BUKOPWCTOBYIOTLCSA Y NpoLeci BUpobHnuTBa Ad|
(BMlyYEHHA HE3HAYHOrO NOKa3HWKa AKOCTI (Hanpuknag,

BW/TyYEHHS 3aCTapisioro nokasHuka)) - BunyyeHHs i3

cneundikauii s gitoyoi pedoBuHM Benzydamine
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

hydrochloride nokasHuka Melting Point (Automatic
determination): 158.5-160.0°C. 3miHu | Tuny - 3miHu 3
AKOCTi. A®I. KoHTponb A®L. 3miHa y napameTpax
cneumdikauiii Ta/abo fONYCTUMUX MEX, BUSHAUYEHUX Y
cneumdikauisix Ha A®l, abo BMXigHWIA/NPOMDKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y NPOLECI
BMPOGHMLTBA AD| (BUNYYEHHS HE3HAYHOTO NOKa3HMKa
AKOCTi (Hanpuknag, BUly4eHHs 3acTapifioro nokasHuka))
- BunyyeHHs i3 cneuudpikauii 4ns Ajto4oil peyoBrHN
Benzydamine hydrochloride nokasHuka lonic Chloride
(Automatic electrometric titration): 9.95-10.55%. 3minu |
My - 3MiHKU 3 AKOCTi. A®Il. KoHTposib A®L. 3miHa y
napameTpax creuudikauii Ta/abo f4onycTUMMX Mex,
BM3HA4YeHuX y cneundikauisx Ha A®l, abo
BUXIiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
BMKOPWCTOBYIOTbCSA Y npoueci BupobHuutea AdI
(BMlyYEHHA HE3HAYHOrO NOKa3HMKa AKOCTI (Hanpuknag,
BW/TYYEHHS 3aCTapisioro NokasHuka)) - BunyyeHHs i3
cneuudikauii 4nsa gitovoi peyosmHn Benzydamine
hydrochloride nokasHuka Sulphates as Na2S04 (Limit
test): <0.05%. 3miHn | TMNy - 3MiHK 3 SKoCTi. AdDI.
KoHTponb A®I. 3miHa y napameTpax cneuudikawii
Ta/abo JOMyCTVMUX MeX, BU3HAYEHUX Y cneundikavisx
Ha A®|, abo BUXiZHWIA/MPOMIXHWIA NpoayKT/pearexT, Lo
BMKOPWCTOBYIOTbCSA Y npoueci BUpobHuutea AdI
(BMlyYEHHA HE3HAYHOrO NOKa3HMKa AKOCTI (Hanpuknag,
BUJ/TyYEHHS 3aCTapifioro nokasHuka))- BunyyeHhs i3
cneuudikauii 4nsa gitovoi peyosmHn Benzydamine
hydrochloride nokasHvka Readily Carbonizable
Substances (Visual evaluation): Yellow solution which
does not turn brown by 5 minutes.

210.

TAHTYM
PO3A®

rpaHynv ans
BariHasIbHOro
po34unHy no 500 wr;
no 10 cawe B
KapTOHHIlA KOpooLi

AzieHpe
Kimike
PiyHiTe
AHXeniHi
®paHyecko -
AK.P.A®.
C.n.A.

ITanis

AsieHge Kimike
PiyHiTe AHxeniHi
PpaHyecko
AK.P.A®.
C.n.A.

ITanis

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TMny - 3MiHK 3 AkocTi. CepTudpikat BignosigHOCTI/TE-
cepTuddikaT BignoBigHOCTI €EBponenchkiii
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOBJIEHOIO cepTudikaTa BiANOBILHOCTI a60 BUNYYEHHS
cepTugikaTa BignoBigHOCTI EBponenchkin hapmakonei:
onsa A®l; ans BuxigHoro
mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ANns AONOMKHOT
peyoBuMHM (CepTudiikaTt BiAMOBIAHOCTI EBpONechbkili
thapmakonei) - OHOB/IEHUIA cepTudpikaT Bif yxe
3aTBEPLKEHOIO BUPOGHMKA
MoaaHHA OHOBIEHOTO cepTudikaTa BifnoBigHOCTI
€sponelicbkiit hapmakonei Ne CEP 2021-203 - Rev 01
(3atBepmxeHo: RO-CEP 2021-203 - Rev 00) ans gitouoi
pevoBumHM Benzydamine hydrochloride Big Bxe
3aTBepxeHoro Bupo6Hrka AZIENDE CHIMICHE
RIUNITE ANGELINI FRANCESCO - A.C.R.AFF. S.PA. -
3MiHM | TMny - 3MiHK 3 SKocTi. A®Il. KoHTponb A®L. 3MiHa

6e3
peyenma

UA/4012/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
y napameTpax creuudikauiii Ta/abo gonycTtummnx Mex,

BM3HA4YeHuX y cneundikauisx Ha A®l, abo
BUXIiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
BMKOPWCTOBYIOTbCSA Y npoueci BUpobHuytea AdI
(BMlyYEHHA HE3HAYHOrO NOKa3HMKa AKOCTI (Hanpuknag,
BW/TYYEHHS 3aCTapifioro NokasHuka)) - BunyyeHHs i3
cneumdikauii 4nsa giovoi peyosmHn Benzydamine
hydrochloride nokasHwuka Particle size (Sieving); 98%
through 30 mesh. - 3miHn | TMNy - 3MiHK 3 SKoCTi. AdPI.
KoHTponb A®I. 3miHa y napameTpax cneuudikawii
Ta/abo JOMyCTMUX MeX, BU3HAYEHUX Y cneundikaLisx
Ha A®|, abo BUXiZHWIA/NPOMIXHWIA NpoayKT/pearexT, Lo
BMKOPWCTOBYIOTbCSA Y npoueci BUpobHuutea Ad|
(BMlyYEHHA HE3HAYHOrO NOKa3HMKa AKOCTI (Hanpuknag,
BW/TYYEHHS 3aCTapisioro NokasHuka)) - BunyyeHHs i3
cneuudikauii 4nsa gitovoi peyosmHn Benzydamine
hydrochloride nokasHuka «Benzene < 2.0 ppm» ((Gas-
chromatographic determination). - 3miHu | TUnNy - 3MiHK 3
AKOCTi. A®I. KoHTponb A®L. 3miHa y napameTpax
cneumdikauii Ta/abo AONYCTUMUX MEX, BUSHAYEHUX Y
cneumdikauisix Ha A®l, abo BMXigHWIA/NPOMKHWIA
NpoAYKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPOLECI
BUPOGHMLTBA AD| (BU/TyUYEHHA HE3HAYHOIO NOKa3HUKa
AKOCTi (Hanpuknaz, BUTyYeHHs 3acTapifioro nokasHvka))
- BunyyeHHs i3 cneundikauii 4ns 4iroyoi peqyoBuHn
Benzydamine hydrochloride nokasHuka Char. of water
solution (Visual and olfactory determination). - 3mMiHu |
TMny - 3MiHK 3 akocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo JOMyCTUMUX MeX,
BM3HauYeHUX y crneyndikauisx Ha A®l, abo
BUXIZHWUA/NPOMIXHUIA NPOAYKT/peareHT, Lo
BUKOPWCTOBYIOTLCSA Y NpoLeci BUpobHuuTea Ad|
(BMlyYEHHA HE3HAYHOrO NOKa3HWKa AKOCTI (Hanpuknag,
BW/TYYEHHS 3aCTapisioro NokasHuka)) - BunyyeHHs i3
cneuudikayii 4nsa gioyvoi peyosmHu Benzydamine
hydrochloride noka3Huka Colour of solution (Visual
evaluation). - 3miHu | TUny - 3MiHK 3 AkocTi. AdL.
KoHTponb A®l. 3miHa y napameTpax crneumdikaviii
Ta/abo [oMYyCTUMUX MEX, BUSHAYEHUX Y cneundikaLlisx
Ha A®I, a6o BUXiAHWA/NPOMIKHUIA NPOAYKT/peareHT, Lo
BUKOPWCTOBYIOTLCSA Y NpoLeci BUpobHuuTea Ad|
(BMlyYEHHA HE3HAYHOrO NOKa3HMKa AKOCTI (Hanpuknag,
BW/TYYEHHS 3aCTapisioro nokasHuka)) - BunyyeHHs i3
cneuudikayii 4nsa gioyvoi peyosmHu Benzydamine
hydrochloride nokasHuka pH of 10% solution
(Potentiometric determination): 4.00-5.50. - 3minHu | Tvny
- 3miHu 3 akocTi. A®l. KoHTponb A®l. 3miHa y
napameTpax crneuudikauii Ta/abo fonyCcTUMUX MEX,
BM3HAYeHWX Yy cneundikauisx Ha A®l, abo

BUXIAHWA/MPOMIDKHMIA MPOAYKT/pearexT, Wwo
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1

BMKOPWCTOBYIOTbCSA Y npoueci BUpobHuutea AdI
(BMlyYEHHA HE3HAYHOrO NOKa3HMKa AKOCTI (Hanpuknag,
BW/TYYEHHS 3aCTapifioro NokasHuka)) - BunyyeHHs i3
cneumdikauii 4nsa gitovoi peyosmHn Benzydamine
hydrochloride nokasHuka Primary amines (Colorimetric
method): £0.01% as Anthranilic acid. - 3miHu | TUny -
3MiHu 3 sKocTi. APl KoHTponb A®I. 3miHa y
napameTpax crneuudikauiii Ta/abo JOMyCTUMUX MeX,
BM3HauYeHX y crneyndikauisx Ha A®l, abo
BUXIZHWUA/NPOMIXHUIA NPOAYKT/peareHT, Lo
BMKOPWCTOBYIOTLCSA Y NpoLeci BUpobHuuTea Ad|
(BMlyYEHHA HE3HAYHOrO NOKa3HWKa AKOCTI (Hanpuknag,
BW/TYYEHHS 3aCTapisioro NokasHuka)) - BunyyeHHs i3
cneuudikayii 4nsa gioyvoi peyosmHu Benzydamine
hydrochloride He3HauHoro nokasHvika A (1%, 1 cm 306
nm) (Spectrophotometric determination): 155-165. -
3miHu | Tvny - 3miHm 3 AkocTi. A®I. KoHTponb A®I. 3miHa
y napameTpax cneuudikauiii Ta/abo fonycTMMUX MeX,
BM3HAYeHUX Yy cneundikauisx Ha A®l, abo
BUXiAHWA/NPOMDKHUIA NpoAyKT/peareHT, wo
BMKOPVCTOBYIOTLCSA Y npoueci BupobHuutea AdI
(BUYYEHHSA HE3HAYHOrO NMOKa3HWKa SKOCTI (Hanpukiag,
BW/TyYEHHS 3aCTapifioro nokasHuka)) - BunyyeHHs i3
crneundikavii ona gitoyoi peyosuHn Benzydamine
hydrochloride nokasHuka Melting Point (Automatic
determination): 158.5-160.0°C. - 3miHu | Tuny - 3mMiHn 3
AKOCTi. A®I. KoHTponb A®L. 3MiHa y napameTpax
cneumdikauiii Ta/abo fONYCTUMUX MEX, BUSHAUYEHUX Y
cneumdikauisix Ha A®l, abo BMXigHWIA/NPOMDKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPOLECI
BMPOGHMLTBA AD| (BUNYYEHHS HE3HAYHOTO NOKa3HMKa
AKOCTI (Hanpuknag, BUly4eHHs 3acTapisioro nokasHuka))
- BunyyeHHs i3 cneuudpikauii 4ns Ajto4oil pevyoBrHN
Benzydamine hydrochloride nokasHuka lonic Chloride
(Automatic electrometric titration): 9.95-10.55%. - 3miHK
| TMny - 3miHn 3 AkocTi. A®L. KoHTponb A®l. 3miHa y
napameTpax creuudikauii Ta/abo fonycTUMMX Mex,
BM3HA4YeHuX y cneundikauisx Ha A®l, abo
BUXIiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
BMKOPWCTOBYIOTbCSA Y npoueci BUpobHuutea Ad|
(BMlyYEHHA HE3HAYHOrO NOKa3HMKa AKOCTI (Hanpuknag,
BW/TYYEHHS 3aCTapisioro NokasHuka)) - BunyyeHHs i3
cneuudikauii 4nsa gitovoi peyosmHn Benzydamine
hydrochloride nokasHuka Sulphates as Na2S04 (Limit
test): <0.05%. - 3MiHun | TUNY - 3MiHK 3 AKOCTi. ADI.
KoHTponb A®I. 3miHa y napameTpax cneuudikawii
Ta/abo JoMyCTMUX MeX, BU3HAYEHUX Y cneundikaLisx
Ha A®|, abo BUXiAHWIA/MPOMIXHWIA NpoayKT/pearexT, Lo
BMKOPWCTOBYIOTbCSA Y npoueci BUpobHuutea Ad|
(BMIlyYEHHA HE3HAYHOrO NOKa3HMKa AKOCTI (Hanpuknag
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
BW/TyYEHHS 3aCTapisioro nokasHuka)) - BunyyeHHs i3
cneuudikayii 4nsa giovoi peyosmHu Benzydamine
hydrochloride nokasHuka Readily Carbonizable
Substances (Visual evaluation): Yellow solution which
does not turn brown by 5 minutes.
211. | TACUTHA Kancynu Teepai no Hosapric LLiBefiuapi | BMpOGHMUTBO 3a | LUBeiiuapis/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a He UA/8979/01/02
150 wmr; no 4 dapma Al A NMOBHUM LK/IOM: CnoBeHis TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHA HaliMeHyBaHHs peyenmom nionsiea
Kancynu y 6nictepi; HoapTic ®apma Ta/abo agpecy MicLs NPOBaXEHHS AiS/IbHOCTI €
no 7 6nictepis y LLTeliH AT, BMpOBHUKa/iMNopTepa roToBoro Jlikapcbkoro 3acooy,
KOpOO6Li 3 KApTOHY LLsenuapis; BK/IIOYAIOUM AiNbHULI BUNYCKY cepii abo micue
nepBuHHE Ta NPOBEAEHHS KOHTPOJTIO SKOCTI. (ZisIbHICTb, 3a Ky
BTOPVHHE BignoBigae BUPOGHMK/iMNOpTEp, BKIOYAOUM BUNYCK
nakyBaHHs, cepiit) 3miHa agpecn BUPOOHUKA FOTOBOrO JiKapCbKOro
BMNYCK Cepil: 3ac06y. 3MiHM BHECEHO B iHCTPYKLiIO 4515 MeAnYHOro
Nek 3aCTOCYBaHHSA Nikapcbkoro 3acoby y po3gain
PapmacboTukan «MicLe3HaxomKeHHs1 BUPOOHMKa Ta agpeca Micus
cAa.na., NPOBaXXEHHS Oro AisNIbHOCTI» 3 BiANOBIAHMMN 3MiHAMM
BUPOGHMYA y TEKCTi MapKyBaHHS yrNakoBKU fikapCbKoro 3acoby.
AinbHUUA BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nmicns
Nenpasa, 3aTBEPAKEHHS.
CnoseHis
212. | TACUTHA Kancynu Teepgi no Hosapric LliBefiuapi | BMpOGHMUTBO 3a | LUBeiiuapis/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a He UA/8979/01/01
200 mr; no 14 dapma Al a NOBHWUM LK/IOM: CnoBeHis TUNy - AAMIHICTPaTMBHI 3MiHW. 3MiHA HaliMEeHyBaHHSs! peuenmom niosnsza
Kancyn y énictepi; HoBaprTic ®apma Ta/abo agpecun micua NpoBaKEHHS AisNIbHOCTI €
no 2 6nictepu y LLTelH AT, BMPOGHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
KOpoOLi 3 KapTOHY; LLieiiuapis; BKJ/THOYAKOUN AiNbHULI BUNYCKY cepii abo micue
no 4 kancynu y NPOBeAEHHS KOHTPOJIHO SKOCTI. (4iSNbHICTL, 3a Ky
6nicTepi; no 7 nepBuHHE Ta BiANOBIAa€e BUPOGHMK/IMNOpTEp, BKIOYaUM BUMYCK
6nictepiB y Kopobui BTOPVIHHE cepiii) 3miHa agpecy BUPOGHMKA rOTOBOTO /iKapCbKOro
3 KapTOHY nakyBaHHs, 3ac06y. 3MiHN BHECEHO B iHCTPYKLiIO A5 MeANYHOro
BUMYCK Cepii: 3acToCyBaHHSA Nikapcbkoro 3acoby y po3gain
Nek «MicuesHaxoxeHHs BUPOGHMKa Ta agpeca Micus
dapmacboTukan NPOBa)KEHHS MNOro AisNbHOCTI» 3 BiANOBIAHMMY 3MiHAMM
c A.4.. y TEKCTi MapKyBaHHS yNakoBKW NikapCbKoro 3acoby.
BUPOGHMYA BBefeHHA 3MiH NpOTAroM 6-Tu MicALiB nicas
AinbHUUSA 3aTBEPMAKEHHS.
NleHpaBa,
CnoseHis
213. | TEBAIPACTU PO34UH A5 iH'EKLA TOB «TeBa YkpaiHa Bupo6HuLTBO 3a 13paine/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a He UA/15237/01/01
M a6o iHdpysili no 30 YkpaiHa» MOBHUM LK/IOM: INnTtBa TMny - 3MiHY WoAo 6e3nekn/epekTnBHOCTI Ta peyenmom nionsea
M/sIH MO/0,5 mn; no TeBa hapMakoHarnisgy. 3MiH1 y KOpOTKili XapakTepucTuui €
0,5 mn (30 MsiH MO) dapmaLeBTikan nikapcbKoro 3aco6y, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
B CK/IIHOMY LUNPULL IHpacTpis N14., ANA MeiVYHOro 3acToCyBaHHSA
04HOPa30BOro I13pains; reHepuYHUX/ribpnaHNx/6ionodibHMX Mikapcbkux 3aco6iB
BUKOPUCTAHHA 3 KoHTposib nicnsi BHECEHHS Tiel camoi 3MiHU Ha ped)epeHTHWIA
nepMaHeHTHO akocTi: 3AT npenapar (3MiHa He NoTpebye HafaHHA XOAHUX HOBUX

npuegHaHoK roJsikox

TeBa banTikc,

[0AaTKOBMX AaHWX) - 3MiHM BHECEHO A0 iHCTPYKUIT Ansi
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
Ta 3aXMCHUM NutBa MeZMYHOro 3aCTOCyBaHHA MikapCbKoro 3acoby Ao
KoBnavkom, 3 abo po3ginis "OcobamBoCTi 3acTocyBaHHA" Ta "Mo6iyHi
6e3 npucTpoto Ans peaxuii” 3rigHo 3 iHhopMaLielo WoA0 MeaNYHOro
6e3neyHoro 3acToCcyBaHHA pehepeHTHOro NikapcbKoro 3acoby
BBEJEHHS Ta NEUPOGEN. - BBefieHHs1 3MiH NpoTsArom 6 micsuis 3
3anobiraHHs [aTtun 3aTBepAKEHHS.
ropaHeHb roKo YK
NOBTOPHOTO
BUKOPWCTaHHS; no 1
LUMPULY Y KAPTOHHIl
Kopobui
214. | TEBATPACTU PO34UH A5 iH'EKLLA TOB «TeBa YkpaiHa Bupo6bHMLTBO 3a 13paine/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a He UA/15237/01/02
M abo iHdysin no 48 YkpaiHa» MOBHVM LMK/IOM: Nutea TMny - 3MiHK WoAo 6e3nekn/edpekTnBHOCTI Ta peyenmom nionsiea
mnH MO/0,8 mn; no TeBa hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuui €
0,8 mn (48 mniH MO) dapmaLeBTikan niKkapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
B CKNISIHOMY LUMPUL IHgacTpi3 N74,., NS MeAMYHOro 3aCTOCYBaHHS
0HOpPAa30BOro I3paine; reHepuYHUX/TibpMAHMX/6ionoai6HMX NikapCcbKUX 3aco6iB
BUKOPUCTAHHA 3 KoHTposib nicnst BHECEHHS TiEl camol 3MiHU Ha pedyepeHTHWIA
nepmMaHeHTHO akocTi: 3AT npenapar (3mMiHa He NoTpebye HagaHHA XOAHUX HOBUX
NpUESHAHOI rO/KO TeBa banTikc, [0[aTKOBUX AaHWX) - 3MiHN BHECEHO [0 IHCTPYKLUii ANns
Ta 3aX1CHUM Nutea MeAMYHOro 3acToCyBaHHA NMikapCbKoro 3acoby Ao
KOBMaykom, 3 abo po3ginis "OcobmBOCTI 3acTocyBaHHS" Ta "lMobiYHi
6e3 npucTpoto Ans peakujii* 3rigHo 3 iHhopMaLji€elo Woa0 MeanyHOro
6e3neyHoro 3acTOCyBaHHA pepepeHTHOro NikapcbKoro 3acoby
BBEJIEHHSA Ta NEUPOGEN. - BBefieHHsi 3MiH npoTsArom 6 micsuis 3
3anobiraHHs [aTy 3aTBEPPKEHHS.
nopaHeHb rosiKoto Un
NOBTOPHOTO
BUKOPWCTaHHS; no 1
LUMPULY Y KAPTOHHIl
Kopobui
215. | TENMICAPTAH | nopoLuok TOB YkpaiHa NMOXEM IHais BHECEHHS 3MiH O peecTpauiiiHux maTepianis: 3miHa - UA/12083/01/01
(cy6eTaHuin) y "TNEAPAP IHOACTPI3 3aaBHuKa /13 (MIBM) (BnacHuka peecTpawiiiHoro
noABINHNX MnaTa" NIMITEL noceigyeHHs) (3rigHo Hakaly MO3 Big 23.07.2015 Ne
nosnieTuIeHoBMX 460)
nakeTtax gns
thapmaLeBTUYHOro
3aCTOCYBaHHSA
216. | TEPA®D/NIO nopoLUoK aNns XaneoH KX Lseiuapi | XaneoH HOC IHk. CWA BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 UA/5436/01/01
OPa/IbHOTO PO3UUHY CAPN A My - 3MiHKM WoA0 6e3nekn/edekTMBHOCTI Ta peyenma

3i CMakom nicoBux
arig; 1 naket 3
nopowkom; 10
nakeTiB 3 NOPOLLKOM
Y KapTOHHii Kopobui

thapmakoHarnsgy. BeegeHHs abo 3miHu o
y3arasibHeHVX faHunx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX MPO cucTemy
hapmakoHarnsgy, 3MmiHa ynoBHOBaXKeHoi 0cobu,
BiANOBIAa/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asBHvKa 4ns
3[jiCHEeHHs1 hapmakoHarnaay B YKpaiHi, sKLLo BoHa
BiIMiHHa Bif, yNOBHOB&XeHOI 0co6y, BiANOBIAA/ILHOI 3a
3iicHeHHs1 dpapMakoHarnsay (BK/IKYaUM KOHTaKTHI
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
[AaHi) Ta/abo 3MiHM y po3MilLEHHI MacTep-thaiina
cuctemu hapmakoHarnsgy) - 3miHa ynoBHOBaXeHOI
0cobu 3as1BHUKa, BIANOBIAA/ILHOT 38 hapmakoHarnsg.
[itoua pepakuin: John Poustie. - NMponoHosaHa
pepakuis: Sarah Weetch. - 3MiHa KOHTaKTHUX AaHWX
YNOBHOB&XEHOI 0CO6U 3aABHMKa, BifnoBigaibHOI 3a
hapmakoHarnag. - 3MiHa KOHTaKTHOI 0CObM 3asBHUKA,
BiANOBIAa/IbHOI 3a hapMakoHarnisg B YkpaiHi.
[itova pepakuin: Kupunisa Nanuxa leopriisHa / Galyna
Kyryliva. - MponoHoBaHa pegakuis: Fopinnk Aptem
Bonogumunposwuy / Artem Horilyk. - 3miHa KOHTaKTHMX
[aHUX KOHTaKTHOI 0co6u 3asiBHMKA, BiANoBiAa/IbHOT 3a
hapmakoHarnag B Ykpaii.
217. | TEPA®NIO BIA, | nopowok ans XaneoH KX LLiBefiuapi LENb®APM ®paHuia BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasnis: 3MiHu | 6e3 UA/5529/01/01
revny 1A OPa/ILHOTO PO3UMHY; CAP/ a OPJIEAH My - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peyenma
3ACTYAN 3I 1 naket 3 thapmakoHarnsgy. BeegeHHs abo 3miHv o
CMAKOM nopotukom; 10 y3arasibHeHVX AaHnX Npo cucTemMy hapmMmakoHarnsgy
NTMMOHA nakeTiB 3 NOPOLLKOM (BBEAEHHSA y3ara/lbHEHNX AaHUX NPo cuctemy
Y KapTOHHIl kopoobLi hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
BiANOBIAa/IbHOI 3a 34iicCHEHHA hapmakoHarnsagy;
KOHTaKTHOI 0c06u 3 chapMakoHarnagy 3asBHuKa Ans
3fjiicHeHHs chapmakoHarnsgy B YKpaiHi, AKLWO BOHA
BiAMiHHa Bif, yNOBHOB&XeHOI 0C06W, BiANOBIAA/IbHOI 32
3[iiCHEeHHs1 hapMakoHarisay (BK/UYaUM KOHTaKTHI
LaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-thaina
cuctemn hapmakoHarnsgy) 3miHa ynoBHOBaXeHO
0cobu 3as1BHMKA, BIANOBIAA/ILHOT 38 hapmakoHarnsg.
[itoua pegakuis: John Poustie. NponoHoBaHa peAakuis:
Sarah Weetch. 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI
ocobu 3as1BHUKa, BIANOBIAa/ILHOT 3a (hapmakoHarnsa,.
3MiHa KOHTaKTHOT 0CO6U 3asBHMKA, BifgNOBIgaIbHOI 3a
thapmakoHarnsg, B Ykpaii.
[itova pepakuin: Kupunisa Nanuxa leopriisHa / Galyna
Kyryliva. MNponoHoBaHa pegakuis: Fopinvk Aptem
Bonogmmunposwuy / Artem Horilyk. 3miHa KOHTaKTHMX
[aHNX KOHTaKTHOI 0coby 3asiBHMKA, BiANOBIAa/IbHOT 38
hapmakoHarnag B YKpaiHi.
218. | TEPYC pO34UH A8 iH'EKLi, LKIBOXAP IHAja CTEPUN-0XXEH IHAjA BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/17534/01/01
10 MO/mn; no 1 mn A PAPMA NAN® TMny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peuenmom
B amnyni; no 10 MPABIT CAMEHCU3 (M) hapmakoHarnsagy (iHwi 3mMiHn) 3miHW BHECEHO B .
amnyny NIMITEL nTa «|HLWE» TeKCcTy MapKyBaHHsi BTOPUHHOI Ta NEPBUHHOI
nNacTyKOBIi yNakoBOK likapCbKOro 3acoby, a came: BULaIEHO
KOHTYPHIi iHchopMmaL,ito Mpo /1oroTun NpefcTaBHMKa 3asiBHUKA B
YapyHKOBIli ynakoBLj YKpaiHi. TepmiH BBEeHHSA 3MiH - NPOTAroM 6 micsauis
Y KapTOHHii nicnsa 3aTBEPAKEHHS.
ynakoBLi
219. | TONNENCUH TabneTku, BKpUTI TOBAPUCT YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/9762/01/02
25 NiBKOBOO BO 3 BMPOGHMLTBA, YTOUHEHHS HanucaHHsA 3asBHUKa B Hakasi MO3 Ykpainu peyenmom
0060/10HKO, M0 25 OBMEXEH KOHTPO/Ib SIKOCTI, Ne 2085 Big 13.12.2024 B npoueci BHECEHHS 3MiH (3MiHM
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
mr no 10 TabneTok y Ooro BUNYCK cepil: | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
6nicTepi; no 3 BIAMOBIOA ToBapucTBo 3 thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTuLi
6nictepu B NBHICTHO 06MeXeHo niKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
KapTOHHIA KOpO6L «KOPIMOPA BiANoBigaIbHICT ANA MeAMYHOro 3aCTOCyBaHHSA Ha MigcTasi perynspHo
LA 10 OHOBJIHOBAHOrO 3BITY 3 6e3Mnekn Nikapcbkoro 3acoby, abo
«3[00POB’'A "®apmaueBTUyH JocnimkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKoro
» a KomnaHist 3acoby B nicnsipeecTpauiiiHnii nepios, abo sk pesynbTaT
"3popos's”, OLiHKY 3BITY 3 [OC/IiI)KEHHA MPOBEAEHUX BifMOBIAHO A0
YKkpaiHa; BCi nnaHy negiatpuyHux gocnimkers (PIP) (3MiHy
cTagii Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHUM OpraHom) -
BUPOBHMLITBA, 3MiHM BHECEHO B IHCTPYKL,0 4159 MEANYHOrO
KOHTPO/b SIKOCTI, 3acTocyBaHHA NikapcbKoro 3acoby [0 po3ainis
BUNYCK cepil: "MpoTunokasaHHa", "B3aeMogis 3 iHWMMK NiKapCbKUMu
ToBapucTBo 3 3acob6amu Ta iHWi B1uan B3aemogiit”, "OcobamBocTi
06MeXeHo 3acTocyBaHHA", " 3acTocyBaHs y nepiog, BariTHOCTi abo
BiANOBiga/IbHICT roflyBaHHs rpyaar” (yrouHeHHs iHcopmadii), "Cnocio
10 "®APMEKC 3acTocyBaHHs Ta Ao03n" (YTOUYHEHHs iHchopmadii)

FPYI", Ykpaina

BiANOBIAHO A0 iHhopMaLii 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby Ta po3ainy "MobiyHi peakuii woao
3BiTyBaHHS Npo No6iyHi peakuii. BBeAeHHS 3MiH
NPOTAroM 6-Tu MicALiB Nicna 3aTBepakKeHHs. CynyTHA
3MiHa - 3MiHM LWoao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsgy. BHeceHHsi abo 3miHa(v) fo
3060B'A3aHb Ta YMOB BMAaYi peectpauiliHoro
nocBifYeHHs, BKovatoun MaaH ynpasniHHA pyu3vkamm
(3acTocyBaHHsA TEKCTY, KNI MOTOKEHN 3
KOMNETEeHTHUM OpraHoMm) - 3asABHUKOM HaAaHo
OHOB/EHUIA MnaH ynpasniHHA pu3nkamu Bepcis 2.6.
3MiHU BHECeHO [0 YacTvH: | «3aranbHa iHpopmauis» ; V
«3axoau 3 MiHiMi3auii pu3nkie»; VI «Pe3oMe nnaHy
ynpaBniHHS pusukamus; VIl «ogatku» y 38'a3Ky 3
OHOBJ/IEHHAM iH()OpMaLii 3 6e3nekun Ailo4oi pevoBVHN
TonipamMart BifAnoBigHO [0 akTyasibHOI iHhopmaLii Ta
BNPOBaMKEHHAM A0AATKOBMX 3aX0fiB 3 MiHiMizawii
pu3uKiB. B Mexax 3MiHW HafaHO OHOB/IEHWIA NNaH
ynpaB/iHHA pU3nkKamu, Bepcis 2.6. PestomMe niaHy
ynpas/iHHA pusnkamy godaeTbes). Pefakuis B Hakasi -
ToBapnCTBO 3 0GMEXEHOI0 BiAMNOBIAA/IBHICTIO
"apmaLeBTMYHA KOMNaHisa "3p0poB'a”, YkpaiHa. BipHa
pepakuis - TOBAPUCTBO 3 OBMEXXEHORO
BIAMOBIJANBHICTHO «KOPIMOPALIA «340POB'A»,
YkpaiHa, BUpo6HUK(1) - BCi cTagii BUpOGHMLTBA,
KOHTPONb AKOCTi, BUNYyCK cepii: ToBapucTeo 3
06MeXeHOoH0 BignosiganbHicTo "®apmaleBTuyHa
KoMnaHia "30poB'a”, YkpaiHa; BCi cTafil BUPOGHULTBA,
KOHTPO/1b AKOCTi: TOBApUCTBO 3 0OMEXEHOI0
BiAnoBiganbHicTo "®apmekc Mpyn", YkpaiHa
(Bpo6HKK(M) B Hakasi Ne 2085 Big 13.12.2024 - BCi
cTagii BAPOOHULITBA, KOHTPOSIb AKOCTI, BUMYCK Cepii:
ToBapuCTBO 3 0OMEXEHOK BifNOBIAA/IbHICTIO
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
"®apmaveBTMyHa KomnaHia "3a0pos'a", YkpaiHa; BCi
cTagii BUPOOHMLTBA, KOHTPO/b AKOCTi: TOBApUCTBO 3
0o6MeXeHoto BiAgnoBiaasbHICTIO "dapmekc pyn”,
YKpaiHa).
220. | TONINMENCUH TabneTku, BKpUTI TOBAPUCT YkpaiHa BCi cTagil YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/9762/01/03
50 nNiBKOBOIO BO 3 BUPOGHMLTBA, YTOYHEHHS HanMcaHHA 3asBHMKa B Hakasi MO3 YkpaiHu peyernmom
o060n0Hkoto, no 50 OBMEXEH KOHTPO/1b SKOCTI, Ne 2085 Big 13.12.2024 B npoLeci BHECEHHS 3MiH (3MiHK
mr, no 10 TabneTok (e]}0] BMNYCK Cepil: | Tuny - 3miHK Woao 6e3nekn/edpekTBHOCTI Ta
y 6nictepi; no 3 BIANOBIOA ToBapucTBO 3 thapmakoHarnagy. 3MiHa y KOPOTKiil XxapakTepucTuLli
6nictepu B NbHICTIO 06MexeHoto NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
KapTOHHIA Kopoo6Li «KOPTOPA BiAMOBIgaNbHICT [ANA MeAVYHOro 3aCTOCyBaHHSA Ha MiAcTaBi perynspHo
LA 10 OHOBJIOBAHOrO 3BITY 3 6e3neKkun NikapcbKoro 3acoby, abo
«300POB'A "®apmaueBTNUH nocnimpkeHb 3 6e3neku 3acTocyBaHHS MiKapCbKOro
» a KoMnaHis 3acoby B micnspeecTpaviiiHvii nepiod, abo sk pesynbTtar
"3p0pos'a", OLjiHKM 3BITY 3 AOCMIMKEHHA NPOBEAEHMX BiANOBIAHO A0
YKpaiHa; BCi nnady negiatpmyHux gocnigpkers (PIP) (3miHy
cTagii Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHVIM OPraHoMm) -
BMPOGHMLITBA, 3MiHM BHECEHO B IHCTPYKL0 415 MEAUYHOrO
KOHTPO/b AKOCTI, 3aCTOCyBaHHS Nikapcbkoro 3acoby A0 po3ginis
BMNYCK Cepil: "MpoTunokasaHHa", "B3aemogis 3 iHLIMMK NiKapCbKUMU
ToBapucTBO 3 3aco6amMu Ta iHWi BUAW B3aemogiii”, "Ocob6mBocCTi
06MEXEHO0 3acTocyBaHHSA", " 3acTocyBaHs y nepiog, BariTHOCTi abo
BiAMOBIgaNbHICT roflyBaHHs rpyaat” (yTouHeHHs iHcopmadii), "Cnocio
10 "PAPMEKC 3acTocyBaHHA Ta fo31" (YTOUHEHHSA iHhopmadii)

FPYTT", YkpaiHa

BiANOBIAHO A0 iHhopMmaL,ii 3 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby Ta po3ainy "MobivHi peakuii” woao
3BiTyBaHHSA Npo NobiuHi peakLii. BBefeHHSA 3MiH
NPOTArom 6-T1 MiCALIB Mic/sA 3aTBepmxeHHs. CynyTHA
3MiHa - 3MiHN Woao 6e3nekn/edyeKTUBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo 3miHa(u) fo
3060B's13aHb Ta YMOB BMAaYi peecTpauiiiHoro
NOCBIAYEHHS, BKtoYatoun MNnaH ynpasniHHA pu3nkamu
(3acTocyBaHHS TEKCTY, KW MOroKEHWA 3
KOMMETEHTHUM OpraHom) - 3assBHUKOM HafaHo
OHOB/eHUIA MnaH ynpaBniHHA pyu3nkaMmu Bepcis 2.6.
3MiHV BHECEHO [0 YacTuH: | «3aranbHa iHhopmauis» ; V
«3axogy 3 MiHimi3auii pusukie»; VI «Pestome nnaHy
ynpaBniHHA pu3nkamu»; VIl «ogaTkn» y 3B’A3Ky 3
OHOB/IEHHAIM IHhOpMaUT 3 6e3nekn Aito4oi pevoBUHU
Tomipamar BiAnoBigHO A0 aKkTyabHOI iHhopmaLii Ta
BMNPOBaMKEHHSAM A0AATKOBMX 3aX0fiB 3 MiHimizawi
pY3nKiB. B MeXax 3MiHW HafaHO OHOBMEHWIA NnaH
ynpas/iHHA pu3nkamu, Bepcis 2.6. Pestome nniaHy
ynpaBniHHA pu3nkaMu foAaeTbes). Pefakuia B Hakasi -
ToBapuCTBO 3 06MEXEHOI0 BiANOBIAA/TbHICTIO
"®apmaveBTUYHa komnania "3gopos'a”, YkpaiHa. BipHa
pepakuis - TOBAPUCTBO 3 OBMEXXEHORO
BIAMOBISANTBHICTHO «KOPMOPALIA «340POB'A»,
Ykpaina, BUpo6HuK(1) - BCi cTagii BUpO6bHMLTBA,
KOHTPO/b SIKOCTi, BUNYCK cepii: ToBapuCTBO 3
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

obMexeHolo BignosiganbHiCcTIo "®apmaleBTuyHa
KoMnaHis "380poB'a”, YkpaiHa; BCi cTagii BUpo6HMLTBA,
KOHTPO/Tb AKOCTi: TOBApUCTBO 3 06MEXEHOI0
BiAnosiganbHicTio "®apmekc Mpyn", YkpaiHa
(Bpo6HYKK(1) B Hakasi Ne 2085 Big 13.12.2024 - BCi
cTafii BAPOOHMLITBA, KOHTPO/b SIKOCTI, BUMYCK Cepii:
ToBapuCTBO 3 06GMEXEHOIO BiANOBIAA/TBHICTIO
"apmaveBTMyHa komnaHis "30poB'a"”, YkpaiHa; BCi
cTagii BUpo6HMLTBA, KOHTPO/b AKOCTi: TOBApMCTBO 3
obmMexeHolo BignosiganbHicTio "®apmekc Mpyn",
YKpaiHa).

221.

TPECIBA®
DNNEKCTAY®

PO34UH O151 iH'EKLLNA,
100 OA/mn; no 3 mn
Y KapTpuaxi, Skui
MIiCTUTbCA Y
baraTopa3sosii
0HOpAa3oBili
wnpuy-pyyui; no 1
a6o 5 wnpuu-pyyok
Y KapTOHHIli kopobLi

A/T HoBo
Hopgaick

[aHia

Bupo6HMLTBO,
HarnoBHEHHS B
NepBUHHY
ynakoBky Ta
KOHTPO/b 6aUiky.
BignosigansHuii
3a Bunyck: A/IT
Hoso Hopgaick,
[OaHis;
KomnnektyBaHH
A1, MapKyBaHHs
Ta BTOPVHHE
nakyBaHHs
roTOBOro
NPOAYKTY.
KoHTposib siKoCTi
6as1Ky rotToBOro
npoAaykTy Ta
KiHLLeBOro
roTOBOro
npoaykty: A/IT
Hoso Hopgaick,
[JaHis;
Brpo6HMK
Hepo3dgracoBaHO
ro NpoaykKTy,
HanoBHEHHS B
nepBUHHY
ynakoBky Ta
nepesipka
AKOCTI NpoayKUit
6asky.
KoHTporsib sikocTi
3paskis B
npoueci
BMPOGHMLTBA Ta
npoaykuii bulk.
KoHTponb sikocTi
roToBOro

[Oanis/
®paHuia

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
MRy - 3MiHM 3 AKOCTi. OTOBWIA NikapCbkunin 3aci6.
KOHTpOsb roToBOro nikapcbkoro 3acoby (iHLwi 3miHu) -
OHoBeHHA MKA ans nikapcbkoro 3acoby, a came -
BMK/TaAEeHHS TEKCTY EepXXaBHO MOBOIO, 3riAHO
cyyacHux Bumor. MK4, Bkntovaroun posginv
«Cneumdikauis» Ta «<MeToam KOHTPO/IO» NnepeknageHi
YKpalHCbKOI MOBOIO, LLIO Y3rOAXKeHI i3 cneumdikalieto
3a8BHUKa-BNPOBOHNKA, ane CyTb 3aTBEPAKEHOIO TEKCTY
He 3MIHIETbCA. 3MiHM 40 cneyudikauii 3asBHUKa-
BMPOGHMKA HEe BHOCUINCL. BBeaeHHS 3MiH npoTsarom 6-
TU MIiCALIB NiCs 3aTBEPMAKEHHS.

3a
peyenmom

UA/14264/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
NPOAYKTY.
KomnnektyBaHH
A1, MapKyBaHHS
Ta BTOPUHHE
nakyBaHHs
roToBOro
NPOAYKTY.
BignosigansbHuii
3a BUNYCK cepil:
Hoso Hopgaick
MpoatokCboH
CAC, ®paHuis
222. | YNbTPALE® NopoLUOK A8 TOB YKpaina HCIMC Xeb6eli Kutaii BHECEHHS 3MiH [0 pPeecTpaLiiHnx MmaTtepiasis: 3MiHn | 3a He UA/17062/01/02
po3unHy ons iH'ekuin | «ICTOAPM> XyamiHb TUNy - AQMIHICTPaTVBHI 3MiHM. 3MiHa Ha3BW NiKapCbKoro peyenmom nionsiea
no 1,0 r; no 1 a6o no PapmacbloTikau 3acoby. 3miHa Ha3BW JiKapCbKOro 3acoby. €
10 dpnakoHis 3 KomnaHi flimiteq 3arseppxeHo: LE®GTPUAKCOH. 3anponoHoBaHo:
NOPOLUKOM Y YNbTPALE®
KapTOHHI/ KOopooLi
223. | YNbTPALEE® NOpOoLUOK A8 TOB YkpaiHa HCIMC Xeb6eli Kutaii BHECEHHS 3MiH [0 peecTpaviliHnx MmaTepiasis: 3MiHn | - UA/17063/01/02
po3unHy Ons iH'ekuii | «ICTOAPM>» XyaMiHb TMny - AGMIHICTpPaTUBHI 3MiHW. 3MiHa Ha3BU NiKapCbKoro
no 1,0 rin bulk: no dapmacbloTikas 3acoby. 3miHa Ha3BW /iKapCbKOro 3acoby.
10 dpnakoHis 3 KomnaHi Nlimiteq 3arseppxeHo: LE®GTPUAKCOH. 3anponoHoBaHo:
NOPOLUKOM Y YNbTPALE®
KapTOHHI KopooLi
224. | YNbTPALE® NMopoLIOK ANns TOB YkpaiHa HCIMC Xeb6eli Kutaii BHECEHHS 3MiH 40 peecTpaviiHnx MmaTepiasis: 3MiHn | 3a He UA/17062/01/01
po3unHy ans iH'ekuii | «ICTOAPM>» XyaMmiHb TMny - AGMIHICTpPaTUBHI 3MiHW. 3MiHa Ha3BU NiKapcbKoro peyenmom nidnsea
no 0,5 r; no 1 a6o no dapmacbloTikas 3acoby. 3miHa Ha3BY /iKapCbKOro 3acoby. €
10 donakoHiB 3 Komnawi flimiteq 3arBeppxeHo: LLEGTPUAKCOH. 3anponoHoBaHo:
NOPOLUKOM Y YNbTPALE®
KapTOHHI KOpo6Li
225. | YNbTPALE® MOPOLLIOK AN TOB YkpaiHa HCIC Xebeit Kutaii BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | - UA/17063/01/01
po3unHy ans iH'ekuii | «ICTOAPM>» XyaMiHb TMNy - AGMIHICTpPaTUBHI 3MiHW. 3MiHa Ha3BU NiKapcbKoro
no 0,5 rin bulk: no dapmacbloTikau 3acoby. 3MiHa Ha3BW /iKapCbKOro 3acoby.
10 dpnakoHis 3 KomnaHi flimiteq 3aTtBeppxeHo: LE®GTPUAKCOH. 3anponoHoBaHo:
NOPOLUKOM Y YNbTPALE®
KapTOHHI KOpo6Li
226. | YMKANOP® cvpon, no 100 mn [Op. Binbmap | HimeyunH Brpo6HMUTBO HimeuyunHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 UA/6691/02/01
a6o no 200 mny LLisabe a npoAayKuii in My - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peyenma
h1aKkoHi 3 MipHUM v6X i Ko. bulk, nepeuHHe thapmakoHarnagy (iHwi 3MiHn) 3miHn BHeceHo y n. 17.
KoBna4kom; no 1 Kl Ta BTOPUHHE IHLIE TekcTy mapKyBaHHA BTOPUHHOI YNaKoBKu

donakoHy B
KapTOHHI Kopobui

nakyBaHHsl,
KOHTPO/b AKOCTI
Ta BUMYCK Cepiii:
[Op. Binbmap
LliBabe Mv6X i
Ko. KT,
HimeuuunHa,;
MepBuHHe Ta
BTOPWHHE

NikapCbKoro 3acoby LL0AO BUIYYEHHS NOroTMNy Ta
iHchopmaLii Npo eKCKN3NBHOMO NpeacTaBHUKA.
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
nakyBaHHs: B.
LniTyuHep
ApuHaiimiTTens
habpik MM6X,
HimeyunHa
227. | YMKAJIOP® TabneTku, BKPUTI [Op. Binbmap | HimeyuunH [Op. Binbmap HimeyunHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 UA/6691/03/01
nNiBKOBOIO LlIsabe a LlIsa6e MmbX i TMny - 3MiHKN WoA0 6e3nekn/edekTMBHOCTI Ta peyenma
o6onoHkoto, no 20 v6X i Ko. Ko. KI thapmakoHarnagy (iHwi 3MiHn) 3miHn BHeceHo y n. 17.
Mr no 15 TabneTok y Kl IHLE TekcTy MapKyBaHHA BTOPUHHOI YNaKoBKU
6nictepi; no 1 a6o 2 NiKapcbKoro 3acoby LW0A0 BUYYEHHS 10roTuny Ta
6nictepy B iHchopMaLii Npo eKCk3NBHOMO NpeACcTaBHUKA.
KapTOHHI Kopoo6Li
228. | YPOJIECAH® cupon no 90 mny MAT YkpaiHa yci cTagii YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 nidonsea | UA/2727/01/01
6aHuj; o 1 6aHui y "Tannudap BMPOGHMLTBA, TMny - 3MiHK 3 SIKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHK peyenma €
nadui; no 90 mn abo M" 3a BUHATKOM y BUPOGHMLTBI. 3MiHM Y Npoueci BUPOBHNULITBA FOTOBOIO
no 180 mny nepBYHHOIO NikapcbKoro 3acoby, BKIOYaUy NPOMiIXKHUI MPOAYKT,
donakoHi; no 1 nakyBaHHS B LLIO 3aCTOCOBYETHCS MPU BUPOOHULTBI FOTOBOrO
onakoHy B nauw, calle: nikapcbKoro 3acoby (iHLi 3MiHK) - 3MiHa Y KOPOTKOMY
abo no 5 mn B cawue, MAT OMmncCi TEXHOMOTIYHOro NpoLecy BUPO6HMLTBA, B/10K-
no 15 a6o 16 cawe "ranuudapm” CXeMW Ta OMUCYy KOHTPO/THO KPUTUYHUX CTagild, y 3B'A3Ky
B nauLii YkpaiHa; i3 BBEAIEHHAM 4,04AaTKOBOI BUPOOHMYOT AiNbHULI ANS
nepBuHHE 3[jACHEHHSI NaKyBaHHA y A0AATKOBUIA TUN NEPBUHHOI
nakyBaHHS B ynakosku 13. laHa 3MiHa He BMMBAE Ha AKICTb Ta
calle: edeKTUBHICTb fikapcbKoro 3acoby. 3miHu | Tuny - 3MiHn
TOB 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. KOHTpONb roToBOro
"®GapmaueBTUUH nikapcbkoro 3acoby. 3mMiHa napameTpiB cneuudikaii
a KoMnaHis Ta/abo foNyCTMMUX MEX rOTOBOrO NiKapcbKoro 3acoby
"3p0pos'a", (iHWi 3miHK). Y 3B'A3KY i3 BBEAEHHAM A04AaTKOBOrO TNy
YkpaiHa KOHTeliHepa nepBUHHOT ynakoBku /13 YponecaH®,

cuporn, 3MiHM BHOCATLCS B cneumdikaLilo Ta MeToamn
KOHTPO/110 3a nokasHukom "O6'eM BMICTY ynakoBkm"
CynyTHS 3MiHa - 3MiHM 3 KOCTi. [OTOBWIA NlikapCbKuii
3aci6. KoHTposib roToBOro Nikapcbkoro 3acoby. 3miHa y
MeTofax BUNPOGyBaHHS rOTOBOrO JliKapCbKoro 3acoby
(iHWi 3MiHM y MeTogax BUNpobyBaHb (BK/OYaUN 3aMiHy
ab0 A0NOBHEHHS)) 3MiHU | TUNy - 3MiHN 3 AKOCTI.
[oTOBMIA NiKapcbkunii 3aci6. 3MiHW y BUPOOHWLTBI. 3MiHa
po3Mipy cepii (Bk/ItoYaoun gianas3oH po3mipy cepii)
roTOBOro MikapcbKoro 3acoby (iHWi 3MiHK) - BBeAeHHS
[0[aTKOBOro po3Mipy cepii y 3B'AA3Ky i3 BBEAEHHAM
[04aTKOBOro BUAy nepBUHHOIT yrnakosku M13.
3aTBepmakeHo - TeopeTuyHuii po3mip cepii /13
YponecaH®, cupon CTaHOBUTb He binblue 19,999 Tuc.
ynak (ans go3u no 90 mn) i He 6inbwe 9,999 Tuc. ynak
(ansa posm no 180 mn). TeopeTnyHuii po3mip cepii /13
YponecaH®, cupon CTaHOBUTb He Binblue 22,2 TUC. ynak
(ansa posm no 90 mn) i He Ginblwe 11,1 Tuc. ynak (4ns
003y no 180 m1). 3anponoHoBaHo - TeopeTUyHMiA
po3mip cepii /13 YponecaH®, cMpon CTaHOBUTb HE
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
6inbwe 19,999 Tuc. ynak (g1 £o3u no 90 mn) i He

6inble 9,999 Tuc. ynak (418 gosm no 180 mn).
TeopeTuyHuit po3mip cepii /13 YponecaH®, cupon
CTaHOBWTb He GinbLue 22,2 Tuc. ynak (418 fosm no 90
M) i He 6inbwe 11,1 Tic. ynak (aaa gosm no 180 mn).
TeopeTuyHuit po3mip cepii /13 YponecaH®, cupon
CTaHOBUTb He Binblue 23,999 Tuc. ynak no 5 mn y cawe
Ne 15 a6o 22,499 tuc. ynak no 5 mn y cawe Ne 16.
TeopeTuyHuit po3mip cepii /13 YponecaH®, cupon
CTaHOBUTb He binblue 26,666 Tuc. ynak no 5 mn y cawe
Ne 15 a6o 25,000 tuc. ynak no 5 mn y cawe Ne 16.
3MiHu | TUNYy - 3MiHK 3 SIKoCTi. FOTOBWMIA Nikapcbkuii 3aci6.
Cuctema KoHTelHep/3akynoptoBasibHKiA 3aci6. 3miHa y
NepBUHHIN yNakoBL,i rOTOBOrO Jlikapcbkoro 3acoby (Tun
KOHTeliHepa abo foAaBaHHA HOBOTO KOHTelHepa) -
TBepAi, M'sKi Ta HecTepubHI pigki nikapceki dopmu -
[lopgaBaHHA HOBOro TUMY KOHTEHepa NepBUHHOT
ynakoBku, a came: nNo 5 mn B cawle. 3MiH1 BHECEHO B
IHCTPYKLi0 415 MeANYHOro 3acTOCyBaHHS NiKapCbKoro
3aco6y 40 po3diny "YnakoBka"y 3B 513Ky 3 foAaBaHHAM
HOBOTO TWMY KOHTelHepa (calle) Ta K Hacnifgok
3aTBEPKEHHS TEKCTY MapKyBaHHS 4715 BiAnNoBigHOT
yMakoBku (calle). BBeAeHHS 3MiH NpoTArom 6-tu MicAuis
nicns 3aTBEP)KEHHS. 3MiHu | TUnNy - 3MiHK 3
AKOCTi. FOTOBUIA NikapCbkuii 3aci6. 3MiHW Y BUPOBHWLTBI.
3amiHa ab0 BBeAEHHSI 404ATKOBOI AiTbHUL
BMPOGHULUTBA 4715 YACTVHU abo BCbOro BUPOBHNYOro
npoLiecy roToBOro NikapCcbKoro 3acoby (ainbH1LA ans
NepBUHHOIO NakyBaHHs) BBeaeHHs f0AaTKOBOI
BMPOGHMYOT AiNbHUL ANS 34iIACHEHHS NEPBUHHOIO
nakyBaHHs y cawe TOB «®apmaueBT/yHa KOMNaHis
«300poB’sA», YKkpaiHa. BBegeHHs 3MiH NpoTArom 6-tu
MicALB Nicnsa 3aTBepMKeHHs. 3MiHN | Tuny - 3MiHK 3
AKoCTi. FOTOBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBa/ibHWiA 3aci6. 3MiHa po3mipy
yNakoBKU rOTOBOrO NiKapcbKoro 3acoby (3MiHa
macwn/o6'eMy BMICTy KOHTeliHepa 6araTtof030B0ro
NiKapCcbKoro 3acoby 151 HenapeHTepaibHOro
3acTocyBaHHsA (260 04HOA030BOr0, HaCTKOBOrO
BVIKOPUCTaHHS)) BBeAeHHsA [0AaTKOBOro po3mipy
ynakoBku- «o 5 mn y cawe. Mo 15 a6o 16 calle pasom
3 iHCTPYKL€0 ANA MEAUYHOTO 3aCTOCYBaHHS B MauLi».
3MiHM BHECEHO B iHCTPYKLiIO 418 Megu4Horo
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainy
"YnakoBka" y 3B"513Ky 3 fjolaBaHHsIM 40aTKOBOrO
po3Mipy ynakoBku (5 M/1) Ta ik HACNigoK -
3aTBEPKEHHS TEKCTY MapKyBaHHS BiANOBIgHOTO

po3mipy ynakoBku (5Mn1). BBefieHHs 3MiH NpoTArom 6-1u
MiCALIB MicnA 3aTBePKEHHSA. 3MiHK | Tuny - 3MiHW Woao

6e3nekn/edekTNBHOCTI Ta chapmakoHarasgy (iHwi 3miHn)
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

3MiHM BHECEHO B iHCTPYKLiIO 418 MegUYHoro
3aCTOCYBaHHS Nikapcbkoro 3acoby Ao posainy "Cnocio
3acToCyBaHHA Ta 031" — BHACNIAOK fofaBaHHA HOBOT
ynakoBkM (calle), BHECEHO pefakLiliHi npaBku Ao
po3gainis "Cknag" (yHichikoBaHo), "®apmMakosioriyHi
BnactusocTi", "MpoTunokasaHHsa", "OcobnBOCTI
3acTocyBaHHs", "3acTocyBaHHA y nepiof BariTHocTi abo
rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHsA Ta fosm”,
"Aitn", "Mo6ivHi peakuii”, a TakoX po3ain "Mo6iuHi
peakuii" LONOBHEHO iHhopMaLEID WO40 3BITYBaHHSA Npo
no6iyHi peakuii. OHOB/IEHO TEKCT MapKyBaHHs
NepBUHHOT YNakoBKU Nikapcbkoro 3acoby B n. 1 "Hasea
nikapcbKoro 3acoby"”, n. 6 "lHwe" Ta BTOPUHHOT yNakoBKu
- B n. 1 "Ha3Ba nikapcbkoro 3acoby” ta n. 15 "Ans
nNikapcbKnx 3acobiB, sSiKi NpU3HaYeHi A1 caMOCTilAHOro
nikyBaHHS - iHpopMauis LWoA0 3aCTOCyBaHHA".
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBepXeHHS. 3MiHY | Tuny - 3MiHW Woa0
6e3nekn/edhekTMBHOCTI Ta thapmakoHarnsagy (iHwi 3miHn)
BHeceHHs 3miH go po3giny MKA "MapkyBaHHSA"
3arBepaxeHo: MapkyBaHHs. 3anponoHoBaHo: 14
rotosoro J13: MapkyBaHHs. 3rigHo i3 3aTBEPKEHNM
TEKCTOM MapKyBaHHS. 15 nikapcbkoro 3acoby y hopmi
in bulk: 3rigHO 3aTBEPAKEHOrO TEKCTY MapKyBaHHS, L0
[ofaeTbcs BBeAeHHS 3MiH NpoTAroM 6-Tu micAuiB nicas
3aTBEPMAKEHHS.

229.

YPOJIECAH®

cupon in bulk: no 90
My 6aHuj; no 48
6aHOK y kopobax
KapTOoHHKX; in bulk:
no 180 mny
chnakoHi; no 30
hNakoHiB y Kopobax
KapTOHHMX

MNAT
"Tanuudchap
o

YKpaiHa

NAT
"Tannucapm"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TMny - 3MiHK 3 SKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHN
Yy BUPOBGHULTBI. 3MiHM y Mpoueci BUpo6GHMLTBAa rOTOBOrO

NikapcbKoro 3acoby, BK/0UaUM NPOMiIXHUIA NPOAYKT,

LLIO 3aCTOCOBYETLCS NPW BUPOBGHULTBI FOTOBOrO
nikapcbKoro 3acoby (iHwi 3MiHK) - 3MiHa y KOPOTKOMY
OnuCi TEXHO/IOTMYHOro NpoLecy BUMPOBGHNULITBA, 610K-
CXeMW Ta OMUCY KOHTPO/TIO KPUTUYHUX CTagild, y 3B'A3Ky
i3 BBEAEHHAM [0AaTKOBOI BUPOOHWYOT AiNbHNL ANS
3[jiliCHEHHS NakKyBaHHS y [0AaTKOBUIA TUM NEPBUHHOI
ynakosku 13. laHa 3MiHa He BNAMBAaE Ha SAKICTb Ta
epeKTVBHICTb Nikapcbkoro 3acoby. 3miHu | Tuny - 3MiHK
3 IKOCTi. FoTOBWMIA Nikapcbkuii 3aci6. KOHTPOb FOTOBOrO
nikapcbkoro 3acoby. 3miHa napameTpis cneuudikawliin

Ta/abo [oMyCTVMUX MeX roTOBOro /iKapcbKoro 3acoby
(iHWi 3MiHK). Y 3B'A3KY i3 BBEAEHHSAM JO4ATKOBOro Tuny

KOHTeliHepa nepBuHHOT ynakoBkun 13 YponecaH®,
cvpon, 3MiHM BHOCATBLCA B cneuudikauiio Ta Metoau
KOHTPO/II0 3a NoKasHKoM "O6'eM BMICTY ynakoBku"

CynyTHS 3MiHa - 3MiHU 3 AKOCTi. FOTOBWIA NiKapCbKMUii
3aci6. KoHTposb roToBoro fikapcbkoro 3acoby. 3MiHa y

MeToAax BUNpPoGyBaHHSA rOTOBOrO JlikapCbKoro 3acoby
(iHWi 3MmiHM y MeTogax BUNpobyBaHb (BKIOYaOUN 3aMiHy

ab0 AONOBHEHHS)) 3MiHK | TNy - 3MiHK 3 SKOCTI.

UA/9518/01/01
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

[oTOBWIA nikapcbkuii 3aci6. 3MiHU Yy BUPOGHULTBI. 3MiHa
po3mipy cepii (BktoHYatoum gianasoH po3mipy cepii)
roToOBOro NikapcbKoro 3acoby (iHWi 3MiHK) - BBeaeHHS
[0[aTKOBOro po3Mipy cepii y 3B'A3Ky i3 BBEAEHHSAM
[0[aTKOBOro BUAYy NepBUHHOIT yrnakoBku M/13.
3aTBepmkeHo - TeopeTnyHuiA po3mip cepii /13
YponecaH®, cupon CTaHOBUTb He binblue 19,999 tuc.
ynak (ans go3su no 90 mn) i He 6inbwe 9,999 Tuc. ynak
(ansa posm no 180 mn). TeopeTnyHuii po3mip cepii 113
YponecaH®, cupon CTaHOBUTb He Binblue 22,2 TUC. ynak
(ansa posn no 90 mn) i He Ginbwe 11,1 Tuc. ynak (4ns
[o3u no 180 mn1). 3anponoHoBaHo - TeopeTuyHUiA
po3mip cepii /13 YponecaH®, cupon CTaHOBUTb HE
6inbwe 19,999 Tuc. ynak (a1s gosv no 90 mn) i He
6inbLe 9,999 Tuc. ynak (4na fosm no 180 mn).
TeopeTuyHuit po3mip cepii /13 YponecaH®, cupon
CTaHOBUTb He GinbLue 22,2 Tuc. ynak (41a fgosm no 90
M) i He 6inbwe 11,1 Tc. ynak (ansa fosm no 180 mn).
TeopeTuyHuit po3mip cepii /13 YponecaH®, cupon
CTaHOBWTb He binble 23,999 Tuc. ynak no 5 mn y cawe
Ne 15 a60o 22,499 tuc. ynak no 5 mn y cawe Ne 16.
TeopeTuyHuit po3mip cepii /13 YponecaH®, cupon
CTaHOBWTb He binblue 26,666 Tuc. ynak no 5 mn y cawe
Ne 15 a6o 25,000 tuc. ynak no 5 mn y cawe Ne 16.
OHOBEHO TEKCT MapKyBaHHA NEPBUHHOI YNakoBKU
nikapcbkoro 3acoby B n. 1 "Ha3sa nikapcbkoro 3acoby”,
n. 6 "IHWe" Ta BTOPUHHOT ynakosku - B N. 1 "Ha3ea
nikapcbKkoro 3acoby" Ta n. 15 "Ans nikapcbkmx 3aco6is,
AKi NpU3HaYeHi 415 CaMOCTIAHOTO NiKyBaHHS -
iH(hopMmaUis WoA0 3acToCyBaHHSA". BBeAEHHS 3MiH
NpOTArom 6-T1 MicALIB NiCAA 3aTBEPMKEHHSA. 3MiHW |
TMny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
hapMakoHarnsagy (iHwi 3MiHn) BHeceHHs 3MiH fo
po3giny MKA "MapkysaHHA" 3aTBepaKeHo:
MapkyBaHHsA. 3anponoHoBaHo: a5 rotosoro J13:
MapkyBaHHs. 3rifHO i3 3aTBEPMKEHNM TEKCTOM
MapkyBaHHs. [1ns nikapcbkoro 3acoby y chopmi in bulk:
3rifHO 3aTBEPLKEHOr0 TEKCTY MapKyBaHHS, L0
[ofaeTbes BeeeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPAKEHHS.

230.

DAPUHIOCEN
T

NbOAAHNKN
npecosaHi no 10 wmr;
no 10 NboAsAHUKIB Y
6nicTepi, no 2
6nictepu y
KapTOHHI Kopobui

CaH
dapmackoT
nkan
IHpacTpi3
NimiTeq

IHais

Tepanis AT

PymyHis

BHECEHHS 3MiH 10 peecTpaviitHux maTepianiB:3miHu |
TUNy - 3MiHM 3 AKOCTi. FOTOBWIA NiKapCbKMii 3aci6.
CrabinbHicTb. 3MiHa y TepMmiHax npugaTtHocTi abo
ymoBax 36epiraHHsi rOTOBOrO JliKkapCbKoro 3acoby

(36iNbLUEHHS TEepPMiHY NPUAATHOCTI FOTOBOrO NMiKapCbKOro
3acoby) - 1519 TOpProsoi ynakoBku (NiATBEPAKYETHCA
naHnmMu peanbHoro vacy) (6.11.4.1. (6)-1. IB)
36iNbLUEHHA TEPMiHY NPUAATHOCTI Y 3B'A3KY i3

OTPVMaHHSIM MO3UTUBHUX AAHWX LLLOAO AOCNILHKEHHS

CTabiNbHOCTI Y peaslbHOMY Yaci.

6e3
peyenma

niosnsiea
€

UA/6511/01/01




131

Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
[itoya pepakuis:
CpokK rogHucTn
2 poKu.
MponoHoBaHa pegakuis:
TepMiH NpuaaTHOCTI.
3 poku.
3MiHV BHECEHO B po3gin "TepMiH npugatHocTi" B
IHCTPYKUiO 41151 MeANYHOro 3aCTOCYBaHHSA /TiKapCbKOro
3acoby.
231. | PEMOCTOH® TabneTkun, BKpUTI ABGOTT Higepnax AGGOTT HigepnaHgm BHECEHHS 3MiH [0 peecTpaLiinHux matepianis: 3MiHu | 3a He UA/4837/01/01
KOHTI NNiBKOBOIO Xenckea on Bionomxikans TMny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom nionsiea
060/10HKO10, M0 1 Mpopaktc B.B. thapmakoHarnagy. 3MiHa y KOPOTKill XxapakTepucTuLli €
mr/5 wr; no 28 NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
Tabnetok y 6nictepi; [O/19 MeAUYHOro 3aCTOCyBaHHS Ha MiAcTaBi perynsipHo
no 1 a6o 2, a6o 3 OHOBJIOBAHOrO 3BITY 3 6e3neKkun NikapcbKoro 3acoby, abo
6nictepu B nocnigpkeHb 3 6e3neky 3acTocyBaHHS MikapCbKOro
KapTOHHIA Kopoo6Li 3acoby B micnspeecTpaviliiHvii nepiod, abo sk pesynbTtar
OLjiHKM 3BITY 3 AOC/iMKEHb, MPOBEAEHUX BIANOBIAHO A0
nnaHy negiatpuyHux gocnimpkeHs (PIP) (3miHy
Y3rO[KEHO 3 KOMMETEHTHNM YNOBHOBEXKEHNM OPraHoM)
3MiHM BHECEHO [0 IHCTPYKLUIT 0 MEAUYHOIO
3aCTOCyBaHHS Nikapcbkoro 3acoby A0 po3ginis
"MpoTunoka3aHHa" Ta "OcobMBOCTI 3aCTOCyBaHHS"
BiANOBIAHO A0 pekomeHAaLit PRAC. BBefieHHs 3MiH
NPOTAroM 6-T1 MICALIB MiC/S 3aTBEPKEHHS
232. | ®EHIBYT NMOpPOLLOK MPAT YkpaiHa NOBHUIA LMK Kurai/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | - UA/18744/01/01
KpucTaniyHmi «XIMPAPM BMpOBGHULTBA YkpaiHa ™My - AAMIHICTPATMBHI 3MiHU. 3MiHa HaliMeHyBaHHS
(cybeTaHuis) y 3ABO/[ deHibyT (4- Ta/abo agpecu 3asiBHUKA (BNacHUKa peectpauiiHoro
noABiiHMX «4YEPBOHA amiHo-3- nocBifyeHHs) 3MiHa HallMeHyBaHHSA Ta afpecy 3asBHMKa
nonieTuIeHoBMX 3IPKA» heHinbytaHoBOT Yy 3B'A3KYy 3i 3MiHOIO OpraHisaviiiHo-npaBoBoi hopMu
naketax gns KMCnoTu nignpvemcTaa. 3MiHu | Tuny - AgMIHICTPaTUBHI 3MiHW.
hapmMaueBTUYHOIO rigpoxnopua, 3miHa HalimeHyBaHHS Ta/abo agpecu micus
3acTocyBaHHs peaxTuB): NpoBaKEHHS AiS/IbHOCTI BUPOOHUKA (BK/ItOYakoun, 3a
rigpyBaHHs, HEeOobXifHOCTI, MicLe NPOBEAEHHSI KOHTPO/IO SIKOCTI), a6o
uyKnisauis, BNnacHuka mactep-caiina Ha A®l, abo noctavasibHMKa
rigponis, Adl/BnxigHoro matepiany/peareHTy/npoMiXHOro
KpucTanisauis, NpPOAyKTY, L0 3aCTOCOBYOTbCA Y BUPOOHULTBI AD|
CyLLKa, (KO 3a3HAYEHO Y A0ChE Ha Nikapcbkuii 3acib) 3a
hacyBaHHs: BiICYTHOCTI cepTudikaTta BignosigHOCTI EBponeichkili
NAHblOHbraH thapmakonei y 3aTBepXeHOMY [OCbE, ab0 BMPOGHMKA
XeHdpei HOBOI ONOMiXHOI Pe4yOBUHY (SKLLO 3a3Ha4YeHOo Y [0CbE)
dapmacbloTikas 3MiHa HaliMeHyBaHHs1 BUPOGHMKA Y 3B’s13KY 3i 3MIHOH
Ko., NTA,., opraHisaujiiiHo-npasoBoi hopmMu MignpuemcTea. Takox
Kntaii; [IOMOBHIOETHLCA HaNVWCaHHA aApecy Y BigMNoBIAHICTb 40
OYULLEHHSA Aitoyoi niueHsii. BUpobHuya AinbHULA Ta BCi BUPOGHMYI
(rigponis, onepavjii 3anvwatTbcs 6e3 3MiH.
KpucTanisauis),
CyLUKa,

dhacyBaHHs,
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
BUNYCK cepil:
MPAT
«XIMOAPM3AB
O/, «<HEPBOHA
3IPKA», YkpaiHa
233. | PIBPUTA MOPOLLIOK Ta OkTacapma AscTpist Brpo6HuK, Lseuis/ BHECEHHS 3MiH 0 peecTpaLiinHux marepianis: 3MiHu | 3a UA/18890/01/01
PO3YMHHWK ANS dapmauesT BiAnoBiganbHNI AscTpis/ TMny - 3MiHK 3 SKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHK peyenmom
pO34uHy aons nka 3a NepBUHHY HimeuuunHa/ y BUPOGHULTBI. 3MiHM Yy nNpoueci BUPOBHNULITBA FOTOBOIO
iH'ekuiin/indoysii no 1 | MpogykTioHe ynaKoBKy, NiKapcbKoro 3acoby, BKIOYaUM NPOMIXKHUI NMPOAYKT,
r; N0 1 r MOpOLLKY Yy rec. Mm.6.X. KOHTPO/b IKOCTI, LLI0 3aCTOCOBYETHCS NMPU BUPOOGHULTBI FOTOBOIO
CKNAAHOMY (p1aKOHi; BUNYCK cepil: nikapcbkoro 3acoby (iHWi 3miHW). BNnpoBapkeHHs ABOX
no 50 mn OkTadhapma AB, anbTepHaTMBHKX cybnimauiinttnx cywapok FD5 ta FD6
pO34MHHMKa (BOAa LBeujs; ana N3 dibpura Ha niHii SVP Ha OkTadapma, Lseuis
ANs iH'eKUiin) y BUpPO6HUK, (OAB).
CKNsAHOMY hN1aKoHi; BiANOBiAabHNI 3anponoHoBaHi cybnimaLiiiHi cyluapkv ifeHTUYHI [0 BXe
no 1 dprakoHy 3 3a BUPOGHNLTBO 3aTBepaxeHux FD1-4
nopoLukom, no 1 in bulk,
hnakoHy 3 nepBUMHHY Ta
PO3YMHHMKOM, Mo 1 BTOPWHHY
npuctpoto Octajet ynakoBky,
ANns nepeHocy, no 1 MapKyBaHHS,
hiNbTPy B KAPTOHHIl BisyasibHy
Kopobui iHCnekKujto,
KOHTPO/Ib SIKOCTI,
BMNYCK Cepil:
Oktadhapma
PapmaLeBTnka
MpopykTioHcrec.
M.6.X., ABCTpIs;
BUpPOGHUK,
BiANOBiAA/IbHNI
3a Bi3ya/lbHWi
KOHTPO/b,
MapKyBaHHS,
BTOPWHHY
yMakoBKy:
OkTadapma
[Jeccay 'm6X,
HimeuuunHa;
Brpo6HuK,
BiAnoBiganbHNI
3a BUPOGHNLTBO
PO3YMHHVMKA
(Boga ons
iH'EKLiNA):
B. BpayH
MencyHreH Al
HimeuuunHa;

BUPOGHUK,
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
BiZJNOBIAANbHWIA
3a BUPOGHNLTBO
PO3YMHHYKa
(Boga ans
iH'EKLN):
Contogapm
dapmauoliTiwe
EpuofirHicce
M6X,
HimeyunHa
234. | ®NIOKCAN® Kpanni O4Hi, po3yvH TOB YkpaiHa [Op. Cepxapp, HimeuyunHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/8528/01/01
0,3%no5mny «BAYLU MaHH Xem.- My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
h1akoHi 3 XENC» thapm. ®abpuk thapmakoHarnsgy. BeegeHHs abo 3miHu o
KpanenbHuLeto; no 1 mM6X y3ara/ibHeHUX JaHnx npo cuctemy dpapmakoHarnsgy
dhnakoHy 3 (BBEAEHHS y3araslbHEHMX AaHUX NPO cUcTeMy
KpanesibHULE B hapmMakoHarniagy, 3MiHa yrnoBHOBaXXEHOT 0cobwm,
KapTOHHIA Kopoo6Li BiANOBIAa/IbHOI 3a 34iicCHEHH:A hapmakoHarnsagy;
KOHTaKTHOI 0c06M 3 thapMakoHarnagy 3asBHuKa Ans
3[jiicHeHHs chapmakoHarnsgy B YkpaiHi, AKLWO BOHA
BiAMiHHA Bif, yNOBHOB&XEHOI 0C06M, BiANOBIAA/IbHOI 32
3[iiCHEeHHs1 hapMakoHarsay (BK/UYaUM KOHTaKTHI
LaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-thaiina
cmucTemMu chapmakoHarnagy). 3miHa ynoBHOBaXeHoT
0cobu 3as1BHMKA, BIANOBIAA/ILHOT 38 hapmakoHarnsg.
[litoua pepakuin: bapmiHa MaHHa OnekcaHgpiBHa.
lMponoHoBaHa pepakuisi: NpokoneHko IprHa
MuikonaiBHa. 3MiHa KOHTaKTHUX AaHWUX YNOBHOBAXEHO!
0co6U 3asBHVKA, BifNOBiAaILHOI 3a (hapmakoHarnsag.
235. | ®NIOKCIYM® TabneTku, BKpUTI MAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a He UA/1315/01/01
nAiBKOBOIO "Kvismeanp "Kuismegnpenap TMny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peuenmom niosnsza
060n0HkKot0, No 500 enapar” ar" thapmakoHarnagy (iHwi 3MiHK). 3MiHN BHECEHO B €

mr; no 5 a6o no 10
TabneTtok y 6nictepi;
no 1 6nictepy B
nauui

IHCTPYKUiO 4N MeANYHOro 3aCTOCYBaHHSA /TiKapCbKoro
3acoby A0 po3giny "MobivHi peakuii” LWoA0 NOBIAOMIEHD
npo Migo3ptoBaHi NOGIYHI peakwi.

TepMiH BBEEHHS 3MiH NPOTAroM 6 micAuiB nicns
3aTBEPKEHHS. 3MiHY | TUny - 3MiHK WoA0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy. 3miHa 'y
KOPOTKiil XapakTepuCTuLi NikapCcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLii AN MeANYHOro 3acTOCyBaHHS
Ha nigcTaBi perynspHoO OHOB/IKOBAHOIO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3nekn
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsapeecTpauiiiuii nepiog, abo sk pe3ysibTaT OLiHKN
3BiTY 3 fOCNIKEHb, NPOBEAEHNX BiANOBIAHO A0 NnaHy
negiatpuuHux gocnigpxkerb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHVM YNOBHOB&XEHUM OpraHom). 3MiHu
BHECEHO B iHCTPYKLit0 A1 MEAMYHOIO 3aCTOCYyBaHHS
nikapcbKoro 3acoby Ao po3sainis "OcobnnBoCTi
3acTocyBaHHs", "MNMepeno3yBaHHA" Ta "Mo6iYHI peakyii”




134

n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

BIAMNOBIAHO 40 OHOBNEHOT iHChOopMaLi LWoao 6e3nekn
3aCTOCYyBaHHS AiH040i PEYOBUHW 3iAHO 3
pekomeHpauieto PRAC. TepMmiH BBeeHHS 3MiH
NpoTAroM 6 MicsiliB Nicns 3aTBepKEHHS.

236.

dPUHON

Kpanni opasibHi; no
50 mn y donakoHi; no
1 donakoHy B navui

TOB
"MONIMETP
14,
ancTpubyuis
Ta nocnyrun"

CnoBeHisi

NAT
"Fanuudapm"

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHa
3aaBHuKa /13 (MIBM) (BnacHuka peecTpaviiiHoro
noceigueHHs) (3rigHo Hakaly MO3 Big 23.07.2015 Ne
460): BBeeHHs 3MiH NpOTArom 6-T1 MicAUiB micns
3aTBEpPXKEHHS. 3MiHY | Tuny - 3MiHW Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs
ab0 3MiHN A0 y3arasibHeHWX AaHUX Npo cuctemy
chapmakoHarnsgy (BBeieHHs y3araslbHEHUX AaHux npo
cuctemy thapmakoHarnisgy, 3miHa ynoBHOBaXKEHO|
ocobwu, BignoBiganbHOI 3a 34jiicCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0c06M 3 chapmakoHarnagy 3asBHuKa Ans
3fjiicHeHHs chapmakoHarnsgy B YKpaiHi, AKLWO BOHA
BiAMiHHa Bif, yNOBHOB&XEHOI 0C06M, BiANOBIAA/IbHOI 32
3[iiCHEeHHs1 hapMakoHarisay (BK/IUYaUM KOHTaKTHI
OaHi) Ta/abo 3miHM y po3MilLeHHi MacTep-thaina
cuctemu chapmakoHarnsgy)
3MiHa yNnoBHOBaXeHOI 0cobu 3asBHUKa, BiANOBiAa/IbHOT
3a (hapmakoHarnag. [itova pegakuis: Kats MNey'sak /
Katija Pecjak.

MponoHoBaHa pepakuisi: AHa Bpaligix YeHpak / Jana
Brajdih Cendak. 3miHa KOHTaKTHUX gaHux
YMOBHOBaXEHOT 0C06YM 3a8BHMKa, BifNoBigaIbHOT 3a
hapmakoHarnag. 3miHa KOHTaKTHOT 0CObM 3asBHUKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg B Ykpaii.
[itoua pepakuis: battanosa Pumma IropisHa.
MponoHoBaHa pepakuisn: Metposa KOnia AHaToniiBHA.
3MiHa KOHTaKTHUX faHUX KOHTaKTHOI 0CO6M 3asiBHYIKA,
BiANOBiAaNbHOI 3a chapmakoHarnsag B YkpaiHi. 3miHa
MicLie3HaxopKeHHs1 macTep-aiina cuctemu
hapMakoHarnsgy Ta noro Homepa. 3miHa micus
3[jACHEHHSI OCHOBHOT AiSNIbHOCTI 3 dhapMakoHariaay.
3MiHY | TUnYy - 3MiHK Wopao 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiH1) 3MiHW BHECEHO Y TEKCT
MapKyBaHHS1 NepBUHHOI (N. 4, 6) Ta BTOpUHHOI (N. 5, 8,
17) ynakoBKM NikapcbKoro 3acoby. BeegeHHs 3MiH
NPOTAroM 6-T1 MIiCALIB MiC/S 3aTBEPKEHHS

6e3
peyenma

UA/19074/01/01

237.

LEEPBAPVIKC™
BAKLVHA AN
NPODITAKTMK
n
3AXBOPIOBAH
b, LLIO
BUK/IMKAIOTb
CH BIPYCOM
NAMIIOMU

cycneHsis gns
iH’ekuili, no 0,5 mn
(1 posa) cycneHsii
Ans iH'exuini y
nonepeaHL0
HaroBHEHOMY
LUNPULi 3 NOPLUHEM i
KOBMaYKoM y
KOMMIEKTI 3 rO/IKOH

nakcoCmit
Knsiin
Ekcnopt
Nimiteq

Benuka
BpuTaHis

nakcoCmiTKns
H Bionopxikan3
C.A.

Benbris

BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu |
TUNy - AAMIHICTPaTMBHI 3MiHW. 3MiHA HaliMEeHYBaHHSs!
Ta/abo agpecu 3asiBHUKA (BNacHUKa peectpauiiHoro
noceigveHHs) - 3MiHa agpecu 3asaBHUKa (BNnacHUka
peecTpauiiHoro NocBigYeHHs).

3a
peyenmom

UA/16310/01/01
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

NOANHNA
TWUMIB 16 TA 18

(y 6nicTepi) abo y
th1akoHi 3 MPo6GKOIo;
no 1 nonepegHLo
HarnoBHEHOMY
LUMPKLLY 3 FO/IKO0
a60o no 1 dhnakoHy B
KapTOHHilA Kopo6Lii 3
MapKyBaHHSAM
YKpaiHCLKOK MOBOIO;
no 0,5 mn (1 fosa)
cycneHsii gns
iH'eKLin y
nonepeAHL0
HarnoBHEHOMY
wnpuui 3
MapKyBaHHSAM
iHO3eMH1MKU MOBamu
3 NOPLUHEM i
KOBMaykoMm y
KOMMN/IEKTi 3 FOJIKOI0
(y 6nicTepi) abo y
donakoHi 3
MapKyBaHHSAM
iHO3eMH1MU MOBamu
3 npo6koto; no 1
nonepegHL0
HarnoBHEHOMY
LUNPULLY 3 FOSIKOO
abo no 1 dakoHy B
KapTOHHIA Kopobui 3
MapKyBaHHSAM
iHO3eMH1MKU MOBamu
3i CTUKEpPOM
YKpaiHCLKOK MOBOIO

238.

LE®TA3NANM
ACTPA

NOPOLLIOK A/1A
PO34UHY ON15 iH'EKLIA
no 1000 mr no 1
chnakoHy a6o no 10
doNnakoHiB y KopobLi

TOB
"ACTPA®A
PM"

YkpaiHna

TOB
"ACTPA®APM",
YkpaiHa
(nakyBaHHs i3
opmum in bulk
HCIC Xebeli
XyamiH
PapmacbloTikau
KomnaHi
Nimiten, Kutai)

Ykpaina

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasnis: 3MiHu |
My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTui
nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
0719 MEeAUYHOIO 3aCTOCYBaHHS Ha NiAcTasi perynsapHo
OHOB/OBAHOTO 3BITY 3 6e3nekn NikapcbKoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKoro
3acoby B nicnspeecTpaviliiHnii nepios, abo sk pesynbTar
OLiHKM 3BITY 3 AOC/IKEHb, MPOBEAEHNX BifMNOBIAHO A0
nnaHy negiatpuyHux gocnimkeHs (PIP) (3miHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM OPraHoM)
3MiHN BHECEHO [0 IHCTPYKUiT AN MEAUYHOTO
3aCTOCYBaHHS NiKapCbKoro 3acoby y po3ginu
"Ocob6nmBocTi 3acTocyBaHHs", "MobiYHI peakuii”
BiANOBIAHO [0 OHOBMEHOT iIHGhopMaLii 3 6e3nekun Aityoi
PEYOBUHW. - BBEAEHHS 3MiH MPOTArOM 6-T1 MicsLIB nicns

3a
peyenmom

He
nionsiea
€

UA/20414/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
3aTBEPKEHHS
239. | UMNPUHON® KOHLeHTpaT Ans KPKA, a.4a., CnoBeHia | BMPOBHULTBO "in CnoBeHisi BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a He UA/0678/03/01
pO34uHy aons HoBo mecTo bulk", nepsuHHe My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peuenmom niosnsiza
iHcpy3ii 10 mr/mn; no Ta BTOPUHHE thapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuui €
10 mn (100 mr) B nakyBaHHs, nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
amnyni; no 5 amnyn KOHTpO/b Ta AN MeAMYHOro 3acToCyBaHHA
Y KapTOHHIl kopoobLi BMNYCK Cepil: reHepuYHUX/TiGpMaHMX/6ionoaibHMX NikapCbKnx 3acobis
KPKA, o.4., nicns BHECEHHS Tiel camoi 3MiHU Ha ped)epeHTHWI
HoBo mecTo, npenapar (3mMiHa He NOTpebye HafaHHS XOAHUX HOBUX
CnoBeHis; [0[AaTKOBUX AaHWX) - 3MiHN BHECEHO A0 IHCTPYKLUii Ans
MeAMYHOro 3acToCyBaHHA /ikapCbKoro 3acoby y po3ginu
KOHTpONb cepil "apmakoTepanesTuyHa rpyna. Kog ATX "
(chiznuHi Ta (peparyBaHHsa Ha3Bu 6e3 3MiHn kogy ATX),
XiMi4Hi MmeToam "®apmakonoriyHi BactusocTi", "lMokasaHHs",
KOHTPO/I10): "MpoTunokasaHHs", "B3aeMogis 3 iHLWIMMKN NiKapCbKuMun
KPKA, ao.4., 3acobamu Ta iHWi BUA B3aemogiii”, "Oco6amMBocCTi
Hoso mecTo, 3acTocyBaHHs", "3acTocyBaHHs y nepio BariTHocTi abo
CnoBeHis; roflyBaHHs rpyaaro”, "34atHiCTb BN/IMBATU Ha LWBUAKICTb
peakuii Npy KepyBaHHi aBTOTPAHCNOPTOM a60 iHLWUMY
KOHTpOsb cepii mMexaHismamun", "Cnoci6 3actocyBaHHs Ta go3un", "Oitn",
(hisnuHi Ta "Mepepno3yBaHHA", "MO6IYHI peakuii” 3rigHo 3
XiMi4Hi MmeTogm iHchopmauieto LLoA0 MeANYHOr0 3aCTOCYBaHHSA
KOHTPO/IH0): pedhepeHTHOro nikapcbkoro 3acoby (CIPROBAY). -
HN30X TepMiH BBEAEHHS 3MiH NPOTAroM 6 micAuiB nicns
(HaujoHanbHi 3aTBEPKEHHS. - 3MiHM | TUny - 3MiHK Woao
nabopartopis 3a 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHn)
3[paB’e, OKONE - 3MiHN BHECEHO [0 iHCTPYKUIT 415 MeANYHOTO
iH XpaHo), 3acTOCyBaHHS Mikapcbkoro 3acoby y po3ain "rMo6iyHi
CnoBeHis peakujii" LoAo 3BiTyBaHHS NP0 NOGIYHI peakuii.
TepMiH BBEEHHS 3MiH NPOTAroM 6 micAuiB nicns
3aTBEPAKEHHS.

240. | LANPUHON® pO34uH A8 iHQy3il, KPKA, a.4., CnoBeHia | BMPOBHULTBO "in CnoseHis BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a He UA/0678/01/01
2 mr/mn no 100 mn HoBo mecTo bulk", nepsuHHe TMny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peuenmom niosnsza
(200wmr), abo no 200 Ta BTOPUHHE thapmakoHarnsgy. 3MiHU y KOPOTKili XapakTepucTuui €
M1 (400mr) y nakyBaHHs, nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
donakoHi; no 1 KOHTpO/b Ta NS MeAMYHOro 3acToCyBaHHSA
chnakoHy B BMNYCK Cepil: reHepuYHUX/riGpMaHMX/6ionoai6HMX NikapCbKUx 3aco6is
KapTOHHIA KopoobLi KPKA, a.4., nicns BHECEHHS Tiel camoi 3MiHN Ha ped)epeHTHWIA

HoBo mecTo, npenapar (3mMiHa He NoTpebye HafaHHS XOAHUX HOBUX
CnoBeHis; [0[AaTKOBUX AaHWX) - 3MiHN BHECEHO A0 IHCTPYKLUii Ans
MeAMYHOro 3acTOCyBaHHA /TiKkapCbKoro 3acoby y po3ginu
KOHTpONb cepil "GapmakoTepanesTuyHa rpyna. Kog ATX "
(chiznuHi Ta (peparyBaHHsa Ha3Bu 6e3 3MiHn kogy ATX),
XiMiYHi meToau "apmakonoriyHi BnactnsocTi”, "Mokas3aHHA",
KOHTPO/I10): "MpoTunokasaHHs", "B3aeMogis 3 iHLWIMMK NiKapCbKnMun
KPKA, o.4., 3acobamu Ta iHWi BUAW B3aemogiii”, "Oco6amMBocCTi
HoBo mecTo, 3acTocyBaHHs", "3acTocyBaHHs y nepiof BaritTHocTi abo
CnoBeHis; roflyBaHHs rpyaaro”, "34atHiCTb BN/IMBATU Ha WBUAKICTb
peakLii Npy KepyBaHHi aBTOTPAHCNOPTOM a60 iHLINMW
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
KOHTpOnb cepii mexaHismamu", "Cnoci6 3actocyBaHHs Ta gosn", "fitn",
(chiznuHi Ta "Mepepo3yBaHHsA", "Mo6i4HI peakuii” 3rigHo 3
XiMiYHi meToau iHbopMmaLieto Woa0 MeguyHOro 3acTocyBaHHs
KOHTPO/II0): pedepeHTHoro nikapcbkoro 3acoby (CIPROBAY). -
HN30X TepmiH BBeZleHHS 3MiH MPOTArom 6 micauis nicns
(HauioHanbHi 3aTBEPKEHHSA. - 3MiHM | TUNy - 3MiHW WoA0
nabopartopis 3a 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsagy (iHwi 3miHmn)
3/pas’e, OKONE - 3MiHM BHECEHO [0 IHCTPYKLUi A8 MegNYHOro
iH XpaHo), 3aCTOCYBaHHS NiKapcbKoro 3acoby y po3ain "rMobiyHi
CnoseHis peakui" LWoAo 3BiTYyBaHHA NPO NOGIYHI peakuii.
TepMmiH BBeZileHHS 3MiH MPOTAroM 6 micauis nicns
3aTBEPAKEHHS.
*y pa3i BHeCeHHs 3MiH 10 iHCTPYKIii MPo Me/{HUHE 3aCTOCYBaHHSA
B.o. HayanbHMKa
JIrogmuia APKO

dapmaneBTUYHOr0 yNpaB/IiHHSA
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JopaTok 4

Jlo Haka3y MiHicTepcTBa 0X0poHH

30pOB’sA Ykpainu «IIpo Jep)XXaBHY
peecTpaniio  (mepepeecTpanii) JiKapChbKUX
3acobiB (MeguuHNX iMyHoGioToriuHNX
npemnapaTtiB) Ta  BHeceHHA 3MiH  [I0
peecTpaniiHuX MaTepiatiB»

Bijg 11 moToro 2025 poky Ne 240

ITEPEJIIK
JIIKAPCHKHMX 3ACOBRIB, AIKVM BIIMOBJ/IEHO B JIEP)KABHIM PEECTPAIIIL, IIEPEPEECTPAIIIL ABO Y
BHECEHHI 3MIH IO PEECTPALIIMHINX MATEPIAJIIB

Ne Hassa nikapcbko20 Popma sunycky 3asiBHUK KpaiHa Bupo6HuK KpaiHa lliocmasa lMpoyedypa

n/n 3acoby

1. CYNIb®OKAM®OKATH- PO34MH AN1A iH'ekL;iA, 100 MpAT Ykpaina MpAT YkpaiHa | 3aciganHs HTP Ne | BigMOBWUTM Y 3aTBEPAXKEHHI - 3MiHu | Tvny - 3MiHK

AAPHULA mr/Mn, no 2 Ma B amnyni; no 5 | "®dapmauesTuy "®apmaueBTUyH 04 Big 30.01.2025 3 akocTi. A®l. BupobHMUTBO. 3MiHM B npoueci

amnyn y KOHTYpPHIlA Ha thipma a thipma BMpo6HuUTBa A®I (iHWi 3miHKM) (B.l.a.2. (X) 1A), oCKisibkn
YapyHKOBIN ynakosLi; no 2 "dapHnus” "AapHuus” 6yna nogaHa peectpadiiiHa npoueaypa b.1.a.2. (x), 16
KOHTYPHI YapyHKOBi YNakoBKu
B nayuj

B.o. HauanbHUKA
dapManeBTUYHOr0 yIpaB/IiHHA JIrogmuiia APKO
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