MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis
09 mmcronaga 2021 poky No 24

IIpo aep)kaBHY peecTpariiio (mepepeecTpariiio) JIKapCbKHX 3aco0iB (MegMUYHUX
iMmyHoOio/TOriuHMX TMpemapariB) Ta BHECeHHA 3MiHH JI0 PpeeCcTpariiHuX
MarepiasiB

BiamnosigHo o ctaTTi 9 3akoHy YKpainu «IIpo mikapchbKi 3aco6m», MyHKTIB 5,
7, 9, 10 Tlopsagky paepkaBHOI peectpailii (TiepepeecTpariii) JikapCbKUX 3aco0iB,
3aTBep/pKeHOro 1mocTaHoBoio Kabinety MiuicTpiB Ykpaiau Big 26 TpaBHs 2005 poKy
Ne 376, ab3aily ABaALAaTb CbOMOTO IMAMYHKTY 12 myHKTy 4 Ilojio)KeHHsSI TIpo
MiHicTepcTBO 0XOpPOHHU 370pOB’Sl YKpaiHU, 3aTBep)KeHOro MocTaHoOBO0 KabiHery
MinictpiB Ykpainu Bim 25 Oepe3ns 2015 poky Ne 267 (B pefakiiii mocTaHOBU
KabGinery MinictpiB Ykpainu Bifg 24 ciuns 2020 poky Ne 90), Ha mizacraBi
pe3y/IbTaTiB eKCIIePTHU3M peecTpaljifHuX MaTepiasiiB JiKapchbKUX 3aco0iB (MeAUUHUX
iMyHoOionoriuHMX  TmperapartiB), 1[0 TOJaHi Ha JepXXaBHy peecTpallito
(mepepeecTpallito) Ta BHECEHHs 3MiH /10 peeCcTpalliiHUX MaTepiasiB, MpOBe/leHUX
[ep>xaBHUM MiATIPUEMCTBOM «/lep>KaBHUM eKCIepTHUM 1ieHTp MiHicTepcTBa
OXOpPOHHU 37I0pOB’Sl YKpaiHW», BHUCHOBKIB 110710 eheKTUBHOCTi, Oe3reyHOCTi Ta
AKOCTI, IJOAO0 €KCIIePTHOI OLIHKM CITiBBIJHOLIEHHSI KOPUCTL/PU3MK JIIKAPCHKOrO
3aco0y, IO TIPOTIOHYETBHCS [0 Jep)KaBHOI peectpallii (mepepeecTpaiiii), 070
BHECEHHS 3MiH [0 peeCcTpaljiiHuX MaTepiajiB Ta peKoMeHZallii Moro Ao Jep>kaBHOl
peectpaiiii (rmepepeecTpariii) abo BHeCeHHsI 3MiH JI0 peeCTpalliiHUX MaTepiaiB

HAKA3Y1O:

1. 3apeectpyBaTy Ta BHeCTH 70 [lep>KaBHOTO peeCTPY JiKapChbKMX 3aco0iB
YKpaiHud J/iKapckKi 3acobu (MeauuHi iMyHoOionoriuHi mperapaTu) 3rifHO 3
riepesikoM (JomaTok 1).

2. [lepepeecTpyBaTi Ta BHECTU /10 Jlep>kKaBHOT'O peECTPY JiKapChbKUX 3aco0iB
YKpaiHd JmiKapcekKi 3acobu (MeauuHi iMyHoOiosnoriuHi mperapaTe) 3rifHO 3
riepesikoM (JoAaTokK 2).
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3. BHecTu 3MiHM [0 peecTpaLliiHUX MaTepiasiB Ta [lep)kKaBHOTO peeCcTpy

nmikapcbKux 3acobiB YKpaiHM Ha JliKapchKi 3acobu (MeauuHi iMyHOOiosoriuHi
TriperiapaTH) 3TiJ{HO 3 MepesiikoM (JoAaTokK 3).

4. BigMOBUTH Yy [ep>KaBHiM peecTpaliii/riepepeecTpallii Ta BHECEHHI 3MiH [0
peecTpariiHuX MartepiajiB Ta [Iep)KaBHOIO peecTpy JIiKapChbKHX 3aco0iB YKpaiHu

MKapChbKHUX 3aCcO0iB 3TiIHO 3 TIeperikoM (401aToK 4).

5. KoHTpOJIb 3a BUKOHAHHSIM LIbOT0 HaKa3y MOK/IaCTH Ha MepIIoro 3acTyIHUKA
Minictpa Komapiay O.O.

MinicTp BikTop JISALIKO



NMEPENIK

Moparox 1

/o Haka3zy MiHicTepcTBa 0X0poHHU

30poB’st Ykpainu «IIpo gepxaBHy
peecTparniro (mepepeecrpariir) JiKapcbKHX
3aco0iB (MegUUHNX iMYHOOi0/TOriUHHX

npenapariB) Ta BHeCeHHs 3MiH /10

peecTpaniiHIX MaTepiatiB»
Bijg 09 mucronapga 2021 poky Ne 2465

DEP>XABHOIO PEECTPY NNIKAPCbKUX 3ACOBIB YKPAIHU

SAPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIONTOIN4YHUX MPEMNAPATIB), AKI BHOCATbLCA A0

6nictepi no 1 a6o 3
6nictepn y nauyui

MapKyBaHHS, BUMYCK cepil
3 npoaykuii in bulk cipmu-
BMPOGHMKA

OHOBJ/IKOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAKy 3A4iACHEHHS
dhapmakoHarnsgy, 3aTsepxeHoro

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
1. APron Kpanni TOB "OKnM YkpaiHa TOB "AKnM YkpaiHa peecTpauisi Ha 5 pokiB 6e3 nionsizae UA/19041/01/01
Ha3as1bHi/BYLLHI, "®apmaueBTUYH "®apmavueBTnyHa MepioAnYHICTb NOAAHHS PerynsapHo peyenma
po3unH 2 %, no 10 a thabpuka" thabpuka" OHOB/IIOBAHOrO 3BITY 3 6e3neku,
My chnakoHi; no 1 BiANOBIAHO A0 MNopsAaKy 34iACHEHHS
dhnakoHy 3 chapmakoHarnsgy, 3aTBepaxeHoro
KPULLIKOIO- Haka3om MiHicTepcTBa OXOPOHMW 30POB’A
KpanesibHULEeo B Ykpaiuu Big 27 rpygHs 2006 poky Ne 898,
nauui 3apeecTpoBaHoro B MiHicTepcTBi tocTuLil
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegaxuii Hakaly MiHicTepcTBa
OXOPOHW 30POB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTPOKaMW, 3a3Ha4YEHVMN Y NePiOfUYHOCTI
noJlaHHA perynsipHuX 3BiTiB 3 6e3neku
2. BINArIC Tabnetku no 20 mr AT "dapmak” YkpaiHa NNABOPATOPIOC IcnaHis peecTpauis Ha 5 poki - He UA/19042/01/01
in bulk: no 10 HOPMOH, C.A. MepiognyHICTb NOAAHHA PerynsipHo nionsizae
Tabnetok y 6nictepi, OHOB/IOBAHOrO 3BIiTY 3 6e3neku,
no 84 6nictepny BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
MPOMIiXHiI kKopo6Lyj, thapmakoHarnagy, 3aTBepAKeHoro
no 8 NPOMiXHMX Haka3oM MiHicTepcTBa OXOPOHU 340POB’A
KOPO6OK y Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
TpaHCMOpPTHIl 3apeecTpoBaHoro B MiHicTepcTsi tocTuuji
Kopobui YkpaiHu 29 ciyHs 2007 poky 3a Ne
73/13340 (y pegaxuii Hakady MiHicTepcTsa
OXOPOHU 340POB'A YKpaiHu Bifg, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpoKamu, 3a3Ha4yeHUMN Y NepiogNYHOCTI
NnoJiaHHA perynsipHnX 3BiTiB 3 6e3neKku
3. BINArIC Tabnetku no 20 mr AT "dapmak” YkpaiHa AT "dapmak" YkpaiHa peecTtpauis Ha 5 poki 3a He UA/19043/01/01
no 10 TabneTtok y (BTOpUHHE MaKyBaHHS, MepiognyHICTb NOAAHHS PEryNspHO peyenmom nidnsieae




ynakosLi; no 2
KOHTYPHI YapyHKOBI
ynakoBkM B naulj; no
10 mn B amnyni; no
5 amnyn y KOHTYPHIiiA
YapyHKOBIW

Haka3oMm MiHicTepcTBa OXOPOHW 310POB’s
Ykpainu Bif 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHiCTepcTBi tocTuLil
YkpaiHnu 29 ciyHs 2007 poky 3a Ne
73/13340 (y pepaxuii Hakasy MiHicTepcTsa
OXOPOHW 340pOB'st YKpaiHu Bif 26 BepecHsi

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
NABOPATOPIOC Haka3om MiHicTepcTBa OXOPOHW 340POB’s
HOPMOH, C.A., IcnaHis) Ykpainu Big 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi toCTULT
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepaxkuii Hakasy MiHicTepcTBa
OXOPOHW 3[0POB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHVMU Y NepiogUYHOCTI
noJaHHsA perynsipHuX 3BiTiB 3 6e3neku.
4. BO®EH 600 TabneTku, BKpUTI My6niyHe YkpaiHa My6niyHe akuioHepHe YkpaiHa peecTpauisi Ha 5 pokis 3a He UA/10184/02/01
nNiBKOBOIO akuioHepHe TOBapuCTBO "HaykoBo- MepioAnYHICTb NOAAHHS PEryNsapHO peyenmom | niossieae
06010HKo0 600 Mr; TOBapUCTBO BVPOGHNYNIA LEHTP OHOB/IIOBAHOrO 3BITY 3 6e3neku,
no 10 Tabnetok y "HaykoBo- "BopLuariBCbkuii XiMiko- BiANOBIAHO A0 MopsAaKy 34iACHEHHS
6nictepi; no 2 BVMPOGHWYNIA hapmaLeBTMYHKI 3aBoA" hapmakoHarnsgy, 3aTBepKeHoro
6nicTepy B nayui LeHTp Haka3om MiHicTepcTBa OXOPOHW 3[40POB’S
"BopuiariBcbkuii Ykpainu Big 27 rpygHs 2006 poky Ne 898,
XiMiKo- 3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
thapmaLeBTUYHN Ykpainu 29 ciuHs 2007 poky 3a Ne
 3aBoa" 73/13340 (y pegaxuii Hakaly MiHicTepcTBa
OXOPOHW 30POB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YEHVMU Y NePiogUYHOCTI
nofaHHs perynsipHuX 3BiTiB 3 6e3neku.
5. EBPODACT renb, no 50 r y Ty6i; ToBapucTBO 3 YkpaiHa My6niyHe akuioHepHe YkpaiHa peecTpauist Ha 5 pokiB 6e3 nidnsieae UA/19045/01/01
nntoc no 1 Ty6i y navyi 06MexeHot TOBapuCTBO MepioAnYHICTb NOAAHHS PErynsapHO peyenma
BiANoBiAabHICT "Ximthapm3sasog "YepBoHa OHOB/IOBAHOrO 3BiTY 3 6e3neku,
10 "KoHapk 3ipka” BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
IHTeNnveq" hapmakoHarnsgy, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa OXOPOHM 340POB’A
Ykpainu Big, 27 rpygHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHiCTepcTBi tocTuLii
YkpaiHu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegaxuii Hakaly MiHicTepcTsa
OXOPOHW 3[0pPOB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3Ha4eHUMU Y NepiogNYHOCTI
nofaHHA perynspHuX 3BiTiB 3 6e3neku.
6. KANbLIO PO3YMH ANA iH'EKLN, MpAT YkpaiHa MpAT "®apmaLesTuyHa YkpaiHa peecTpadist Ha 5 pokis 3a He UA/19046/01/01
FNHOKOHAT - | 100 mr/mn, no 5 mn "®apmaueBTUYH ipma "JapHuus” MepioAnYHICTb MOAAHHS PErYNISAPHO peyenmom | nidsisieae
AAPHULUA B amnyni; no 5 a thipma OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku,
(CTABINII3OB | amnyn y KOHTYpHiii "fNapHuus" BiANOBIAHO A0 MopsAKy 34iACHEHHS
AHWNIA) YapyHKOBIW hapmakoHarnsigy, 3aTBepaKeHoro




Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
ynakosLi; no 1 a6o 2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
NO 2 KOHTYPHI CTPOKaMW, 3a3Ha4YeHVMU Y NepiogUYHOCTI
YapyHKOBI YNakoBKM NoAaHHA PerynspHuX 3BiTiB 3 6e3neku.
B nauLi
7. MOBI®JIEKC po3unH Ans iH'ekuid, | Mosi Xenc T'm6X | LLUBeliyapis [esa Xongur A.C. TypeyunHa PeecTtpauis Ha 5 pokis 3a He UA/19056/01/01
AEKC 50 mr/2 mn no 2 mn MepioAnyHICTb NOAAHHS PEryNspHO peyenmom nionsieae
B amnynax; no 6 OHOBJ/IHOBAHOTO 3BITY 3 6e3neku,
ammnyn y KOHTYpHIiA BiANOBIAHO A0 MopsAKy 3A4iACHEHHS
YapyHKOBIl hapmakoHarnsgy, 3aTBepakeHoro
ynakosLi; no 1 Haka3oM MiHicTepcTBa OXOPOHU 340POB’A
KOHTYPHIl Ykpaiuu Big 27 rpyaHa 2006 poky Ne 898,
YapyHKOBIli ynakoBLyi 3apeecTpoBaHoro B MiHicTepcTsi toCTULT
B KapTOHHIi kopo6ui Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepaxuii Hakasy MiHicTepcTBa
OXOPOHW 300POB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHVMU Y NePiogUYHOCTI
nofaHHs perynsipHuX 3BiTiB 3 6e3neku.
8. MOHTUIET TabneTku XyBasbHi ety ®apma MakunctaH ety ®apma (Met.) 14, MakncTtaH peecTpaduis Ha 5 pokiB 3a He UA/19047/01/01
no 4 wmr, no7 (MpaiigiT) MepioAnYHICTb NOAAHHS PErynsapHo peyenmom | nidsasieae
TabneTtok y 6nictepi, Nimiteq OHOB/IIOBAHOrO 3BIiTY 3 6e3neKu,
no 2 6nictepu B BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
KapTOHHIlA KopooLi hapmakoHarnagy, 3aTsepakeHoro
Haka3om MiHicTepcTBa OXOPOHMW 340pPOB’S
Ykpainu Big 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepaxkuii Hakady MiHicTepcTBa
OXOPOHW 340pPOB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHNMU Y NepiogUYHOCTI
nofaHHs perynsipHuX 3BiTiB 3 6e3neku.
9. MOHTUFET TabneTkn XyBaslbHi ety ®apma MaknctaH ety ®apwma (MeT.) 14, MakncTtaH peecTpauist Ha 5 pokiB 3a He UA/19047/01/02
no5wr; no7 (MpaiigiT) MepioAnYHICTb NOAAHHS PEryNsipHO peyenmom | riossieae
TabneTtok y 6nictepi, Nimiten OHOB/IOBAHOrO 3BIiTY 3 6e3neKu,
no 2 6nictepu B BiANOBIAHO A0 MNopaaKy 34iNCHEHHS
KapTOHHI KOpO6L dhapmakoHarnsgy, 3aTBepxeHoro
Haka3om MiHicTepcTBa OXOPOHM 3[10POB’A
YKpainu Big 27 rpygHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi oCTULIl
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y peaaxuii Hakady MiHicTepcTBa
OXOPOHW 30POB'A YKpaiHW Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTPOKaMW, 3a3Ha4YeHVMN Y NepiogUYHOCTI
nofaHHA perynspHuX 3BiTiB 3 6e3neku.
10. MOHTUTET TabneTkun, BKPUTI ety ®apma MakuctaH ety ®apma (MBT.) 174, MakuctaH peecTpaduist Ha 5 pokis 3a He UA/19047/02/01
NAiBKOBOIO (MpatiBiT) [MepioANYHICTb NOAAHHS PErYNISAPHO peuyenmom | nidssieae




Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
06510HKO0 1Mo 10 wmr, Nimiteq OHOBJ/THOBAHOrO 3BITYy 3 6e3neku,
no 7 Tabnetok y BiANOBIAHO A0 MopsAaKy 3AiNCHEHHS
6nicTepi, 2 6nictepn hapmakoHarnsgy, 3aTBepakeHoro
B KapTOHHI kKopo6Li Haka3om MiHicTepcTBa OXOPOHW 30POB’S
Ykpainu Big 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi toCcTuLil
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepaxkuii Hakady MiHicTepcTBa
OXOPOHW 3[0POB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTPOKaMW, 3a3Ha4YeHVMU Y NepiogUYHOCTI
nofaHHs perynsipHuX 3BiTiB 3 6e3neku.
11. PEHOMNAH- TabneTkn MaHKaiHz IHais MaHkaiiHg ®apma Jlimiteg, IHais peecTpauisi Ha 5 pokis 3a He UA/19048/01/01
1000 NPOJIOHIOBaHOT Aji, dapwma Nimiteq, MepioAnYHICTb NOAAHHSA PEryNsApHO peyenmom | niossieae
no 1000 wmr, no 10 OHOB/IIOBAHOrO 3BITY 3 6e3neku,
Tabnetok y 6nictepi, BiANOBIAHO A0 MopsAaKy 34iCHEHHS
no 3 6nictepu y hapmakoHarnagy, 3aTBepakeHoro
KapTOHHI Kopobui Haka3om MiHicTepcTBa OXOPOHMW 340POB’S
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegaxuii Hakaly MiHicTepcTBa
OXOPOHW 30pPOB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHNMU Y NepiogUYHOCTI
nofaHHs perynsipHuX 3BiTiB 3 6e3neku.
12. YPCIC® TabNeTKN, BKPUTI AT YkpaiHa AT "KMIBCbKIN YkpaiHa peecTpaLis Ha 5 pokis 3a He UA/18603/01/01
NNiBKOBOO "KUTIBCbKWN BITAMIHHU 3ABOA" MepioAnYHICTb NOAAHHS PErynsapHO peyenmom | riosisieae
060/10HKOI0 1Mo 500 BITAMIHHW OHOB/IOBAHOrO 3BiTY 3 6e3neku,
mr; no 500 mr no 10 3ABO" BiANOBIAHO A0 MopsAaKy 34iCHEHHS
TabneTok y 6nictepi, dhapmakoHarnsgy, 3aTBepkeHoro
no 5 a6o 10 Haka3om MiHicTepcTBa OXOPOHU 340pOB’A
6nicTepiB y nauui Ykpainu Big, 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHiCTepcTBi toCTuLil
YkpaiHu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegaxuii Hakaly MiHicTepcTea
OXOPOHW 340pPOB'A YKpaiHW Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpoKamu, 3a3Ha4eHUMN Y NepiogNYHOCTI
nofaHHA perynspHuX 3BiTiB 3 6e3neku.
13. XTOPAM®EH | nopoLuok MAT YkpaiHa Biokim, C.A. IcnaHis peecTpauis Ha 5 poki - He UA/19049/01/01
IKOon (cybeTaHuin) y "Kuismegnpenap nionsieae
HATPIO aMOMIHIEBUX ar”
CYKUUHAT KOHTelHepax Ans
CTEPU/IbHU hapMaLeBTUHHOIO
n 3acToCyBaHHsA
14. LEE®INPAKC- | Tabnetku, BKpUTI XAOMA XEJNC IHAaia CeHc Jlabopartopic lBT. IHAiA peecTpaduist Ha 5 pokis 3a He UA/19050/01/01
400 NAiBKOBOIO KEAP n1a. [MepioANYHICTb NOAAHHS PErYNISAPHO peuyenmom | nidssieae




Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
o60noHkoto, no 400 NMPANBET OHOBJ/THOBAHOrO 3BITYy 3 6e3neku,
Mmr, no 10 TabneTok NIMITEL BiANOBIAHO A0 MopsAaKy 3AiNCHEHHS
y 6nictepi, no 1 (XXKM) hapmakoHarnsay, 3aTBepaKeHoro

6nictepy B
KapTOHHIA ynakoBLi

Haka3oMm MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi toCcTuLil
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepaxkuii Hakady MiHicTepcTBa
OXOPOHW 3[0POB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHUMU Y NepiognyHoCTi
nofaHHs perynsipHuX 3BiTiB 3 6e3neku.

B.o. l'eHepanbHOro gupekropa Aimpekropary
chapmaveBTUUHOro 3abesneyvyeHHs

IBaH SAABOPHUX




NMEPEPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEAUYHNX IMYHOBIO/TOIN4YHX NPEMAPATIB), AKI

NMEPENIK

JoaaTok 2

J0 Haka3zy MiHicTepcTBa 0X0poHHU

30poB’st YKpainu «IIpo fep)xaBHY
peecTpaniio (mepepeecTpanii) JiKapCbKUX
3aco0iB (MegUYHNX iMYHOOi0/TOriYHHUX

npenapariB) Ta BHeCeHHs 3MiH /10

peecTpaniHNX MaTepiatiB»

Big 09 nuctonaga 2021 poky Ne 2465

BHOCATbLCA A0 AEP)XABHOIO PEECTPY NIIKAPCbKUX 3ACOBIB YKPAIHU

Ne Hassa dopma sunycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknamys Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjiliHo2o
3acoby yrnakoBskKa) nocBi04YeHHs1
1. S-AJEHO3UN-L- NOpPOLLOK MNAT YkpaiHa OMHIABIOC c.p.n. ITania nepepeecTpauist Ha He0OMeXeHW TepMiH - He UA/15977/01/01
METIOHIH 1,4 (cybeTaHuis) y "Kvismeanp nionsizae
BYTAHOUNCYNb nakeTax noABinHMx enapart”
DOHAT nonieTuIeHoBmx
ans
chapmaneBTU4YHOro
3acTocyBaHHs
2. BPOHXOTEPON aepo3o/ib TOB YkpaiHa ToBapucTBo 3 YkpaiHa nepepeecTpawisi Ha HeOOGMEXEHUA TePMiH 3a He UA/15813/01/01
[o3oBaHuii, 100 "BANNAPTIH obMexeHo OHOB/EHO iHhopMaLito B IHCTPYKUIT Ans peyenmom nionsizae
MKr/no3y no 10 mn PAPMA" BigNoBigasIbHICTIO MeAMYHOro 3aCTOCYBaHHSA NikapCbKoro 3acoby
(200 po3) y 6anoHi, «MynbTicnpei» BiANOBIAHO [0 pedhepeHTHOro NikapCbKoro
repMeTn3oBaHoMy 3aco0by (bepoTek® H, aepo30/b [030BaHWiA,
[03yo4nMm 100 mkr/go3y) y posginax "B3aemogis 3
KnanaHom; ro 1 HLIMMKW NikapcbKvMKU 3acob6amu abo iHLWi BUAN
6as10Hy pa3om 3 B3aemogii", "Ocob/MBOCTi 3aCTOCYBaHHS",
Hacagkoto- "34aTHICTb BNAMBATU Ha LWBUAKICTb peakuil
iHransTopom Ta npu KepyBaHHi aBTOTPAHCNOPTOM a60 iHLNMKN
3axXUCHUM mexaHizmamm"”.
KOBMa4yKkoM B MepiognyHICTb NOAAHHS PerynsipHo
KapTOHHIW nauuj OHOB/IOBAHOrO 3BIiTY 3 6€3neKkn, BigNOBIAHO A0
Mopsaky 34iicHeHHs dhapMakoHarnaay,
3aTBepAXEHOro Hakasom MiHicTepcTea
OXOPOHW 340POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil YkpaiHu 29 ciuHa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpOHU 34,0POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3rifHO 3i CTPOKaMK, 3a3HaYEHMUN Y
nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
3. BAJNIEPIAHU NOpPOLLOK MNAT YKpaiHa "BIOCEPY C.A." Icnanis nepepeecTpaLisi Ha HeOOMEXEHUIA TEPMIH - He UA/15914/01/01




MepioanyHICTb NOAAHHSA PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3Mneku, BignoBiaAHO A0
Mopsaky 34ilicHeHHs hapMakoHarnaay,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa
OXOPOHW 3[0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Haka3y
MiHicTepcTBa OXOPOHM 300P0B'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:

Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
EKCTPAKT (cybcTaHuis) y "KviBmegnp nionsizae
CYXWNiA noABiliHMX enapar”
nonieTuIeHoBmX
nakeTtax gns
chapmaLeBTU4YHOro
3acTOCyBaHHs
4. BITAMIH E- Kancysm M siki no ToBapucTBO YkpaiHa ToBapucTBo 3 YkpaiHa nepepeecTpawis Ha He0OMeXeHWi TepMiH 6e3 nionsizae UA/16044/01/03
340POB'A 400 wr, no 10 3 06MEXEHO OHOB/IEHO iHGhopMaLito y po3ainax peuyenma
Kancyn y énictepi; 06MEXEHO0 BigNoBiga/IbHICTIO "MpoTnnokasaHHa", "B3aemogis 3 iHW1Mmn
no 3 6nictepu y BignoBigasib "®apmaueBTUYHa nikapcbkMmn 3acobamu Ta iHWi BUuam
KopobLi 3 KapTOHY HiCTIO KoMnaHis "3popos'a” B3aemogiit”, "OcobmMBOCTi 3acTocyBaHHs"
"®apmauesT IHCTPYKL|i 415 MeAUUYHOro 3acToCyBaHHS
NYHa nikapcbKoro 3acoby BiAnoBiAHO [0 OHOB/IEHOT
KOMNaHis iHbopmauii woao 6e3nekn 3acTocyBaHHs
"3p0pos'a” Ai040T pEYOBUHMW.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neku, BigNoBIAHO A0
Mopsaky 34iicHeHHs dhapMakoHarnagy,
3aTBepAXeHOro Hakaszom MiHicTepcTea
OXOPOHW 3[,0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainm 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHM 340PO0B'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKamu, 3a3HavYeHMn y
nepiogMyYHOCTI NoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
5. BITAMIH E- Kancysim M siki no ToBapucTBO YkpaiHa ToBapucTBO 3 Ykpaina nepepeecTpaisi Ha He0B6MEeXeHW TePMiH 6e3 nionsieae UA/16044/01/01
340POB'A 100 wr; no 10 3 obmexeHoro OHOBEHO iHdhopMaL,ilo y po3ginax peyenma
Kancyn y 6nictepi; obmexeHo BiANoBiAa/IbHICTIO "MpoTunokasaHHA", "B3aemogis 3 iHWMu
no 3 6nictepu abo Bignosigans "PapmaveBTnyHa nikapcbknmy 3acobamu Ta iHLWi BUAN
no 5 6nictepis y HiCTtO KoMnaHis "3gopos'a” B3aemMogiin", "OcobMBOCTi 3acTocyBaHHSA"
KOpPOO6Lii 3 KApTOHY "®apmauesT IHCTPYKLIT ANA MeANYHOro 3aCTOCYBaHHSA
N4Ha niKapcbKoro 3acoby BiAMNOBIAHO 40 OHOBMEHOI
KOMMaHis iHchopmawii Lwopo 6e3nekn 3actocyBaHHA
"3p0poB'a” Lito40T pevOBUHN.
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M1 B MiLLKY
Freeflex® 3 gpoma
noptamu; no 250 mn
B MiwKy Freeflex® 3
[BOMa nopTtamu; no
30 miLkiB y Kopobui
i3 KapTOHY

(yTouHeHHs iHchopmaui), "MpoTrnokasaHHsA"
"B3aemogijs 3 iHWVMK NikapcbkMu 3acobamm
Ta iHWi B B3aemogiii”, "Oco6mMBoCTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHS Ta
[03n" (YTOUHEeHHs iHdhopmadii), "Mo6iyHi
peaxuii” BignoBigHO A0 maTtepianis
peeCTpaLiniHOro AoChE.
MepioAnyHICTL NOAAHHA PerynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neku, BigNOBIAHO A0
Mopsaky 34iicHeHHs dhapMakoHarnagy,
3aTBepKeHoro Hakasom MiHicTepcTsa
OXOPOHW 3,0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciyHa 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOpPOHM 340P0B'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3rifHO 3i CTPOKaMK, 3a3HaYEHVMUN Y
nepiogMYHOCTi NoAaHHSA PerynsipH1X 3BiTiB 3

Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
3rifiHO 3i CTPOKamu, 3a3HavYeHMn y
nepiognuYHOCTI NOAAHHSA PeryssipHUX 3BITIB 3
6e3neku.
6. BITAMIH E- Kancysm M siki no ToBapucTBO YkpaiHa ToBapucTBo 3 Ykpaina nepepeecTpauis Ha He0OMeXeHWi TepMiH 6e3 nionsizae UA/16044/01/02
340POB'SA 200 wmr; no 10 3 06MEXEHO OHOBJIEHO iHGhopMaLito y po3ainax peuyenma
Kancyny énictepi; 06MEXEHO0 BigNoBiga/IbHICTIO "MpoTnnokasaHHa", "B3aemogis 3 iHW1Mmn
no 3 6nictepu y BignoBigasib "®apmaueBTUYHa nikapcbkMmM 3acobamu Ta iHWi BUuam
KopobLi 3 KapTOHY HiCTIO KoMnaHis "3popos'a” B3aemogiit”, "Ocob6mMBOCTi 3acTocyBaHHS"
"®apmauesT IHCTPYKL|i 415 MeAUYHOro 3acTOCyBaHHS
NYHa nikapcbKoro 3acoby BiAnoBiAHO [0 OHOB/IEHOT
KOMNaHis iHbopmauii woao 6e3nekn 3acTocyBaHHsA
"3p0pos'a” Ai040T pEYOBUHMW.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neku, BigNoBIAHO A0
Mopsaky 34iicHeHHs dhapMakoHarnagy,
3aTBepAXeHOro Hakaszom MiHicTepcTea
OXOPOHW 3[,0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOpPOHM 3[40PO0B'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKamu, 3a3HavYeHMn y
nepiogMyYHOCTI NoAaHHSA PerynspHuX 3BiTiB 3
6e3neku.
7. BOJTIOBEH PO34uH ANs iHy3il PpeseHiyc HimeuuunH dpeseHiyc Kabi HimeyunHa nepepeecTpaisi Ha He0B6MEeXeHW TePMiH 3a He UA/4407/01/01
no 500 mny Kabi a [oliunang M6 X OHOB/IEHO iHdhopmauito B IHCTPYKLiT ans peuyenmom nionseae
nonieTMNeHoBUx [Joliunang MeAMYHOro 3aCTOCYBaHHA /ikapCbKoro 3acoby
donakoHax; no 250 m6X y po3sginax "®apmakonoriyHi BnactmsocTi"
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
6e3neku.
8. ECTE3U®IH Kpem, 1% no15ry AT YkpaiHa AT "dapmak” Ykpaina nepepeecTpais Ha He0O6MEeXeHW TepMiH 6e3 nionsieae UA/15944/01/01
Ty6i, no 1 Ty6i y "Papmak” OHOB/IEHO iHGhopMmaLito B IHCTPYKUIT Ans peyenma
nauui MeAMYHOro 3acTOCyBaHHS /likapCbKoro 3acoby
y po3ginax: "B3aemogis 3 iHWNMUY NliKapCbKUMU
3acobamu Ta iHWi BUAn B3aeMogiii',
"Oco6nMBOCTI 3aCTOCYBaHHS"BIANOBIAHO A0
iHbopMmaLii Woa0 MeauyHOro 3acTocyBaHHsA
pedyepeHTHOrO JlikapCbKOro 3acoby
(EK3OAEPUN®, kpem 1 %).
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiaAHO [0
Mopsaky 34iicHeHHs dhapMakoHarnagy,
3aTBepAXEHOro Hakasom MiHicTepcTea
OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil YkpaiHu 29 ciuHa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpOHU 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMK, 3a3HaYEHMUN Y
nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
9. HIKOTUHOBA KpucTaniyHmi MpAT YkpaiHa AMCAN XEM MNBT. IHAis nepepeecTpaLis Ha He0OMeXeHWn TepMiH - He UA/16151/01/01
KNCNOTA NOpPOLLOK "®apmaueBT nTAa. nionsieae
(cybeTaHuis) y nyHa oipma
nakeTax noABiNHUX "fapHnus”
nonieTMNeHoBUx
ans
hapMaLeBTUYHOIO
3acToCcyBaHHsA
10. CIHAPAHON® TabneTkun 3AT YropumHa BUWMYCKHWA YropuuHa/ nepepeecTpais Ha HeOOMeXeHUli TEPMIH. 3a He UA/14842/01/01
NPOIOHrOBaHOI Aji dapmaneBT KOHTpOnb: 3AT Ipeuis OHOB/IEHO iHGhopMalLito y posginax peyenmom nionsieae
no 2 wr, no 14 WNYHWI 3aBOf dapmaneBTUYHNI "PapmMakosioriyHi BNactMBoCTi" (YTOYHEHHSA
Tabnetok y 6nictepi; EriC 3aBof, ETIC, iHchbopmawii), "B3aemogis 3 iHWmmu
no 2, 4 a6o 6 YropLimHa; noBHuiA nNiKkapcbknmu 3acobamm Ta iHLWi BUAn
6nictepiB y LKA BUPOGHMLTBA, B3aemogiit”, "OcobmMBOCTi 3acTOCyBaHHS",
KapTOHHIlA ynakoBLi BK/THOYAKOUN BUMYCK "Cnoci6 3acTocyBaHHs Ta f03U"(YTOYHEHHSA
cepii: PAPMATEH iHchopmawit), "Mo6GiyHi peakyii” iIHCTPYKUiT Ans
C.A., Ipevjs; MeAMYHOro 3acTOCyBaHHA /ikapCbKoro 3acoby
NOBHUIA LMK Bi4NOBIAHO A0 OHOBMEHOT iH(hopMaL,i LWwoao
BMPOOHMLITBA, 6e3nekn 3acToCyBaHHS [il0H0T PEYOBUHN.
BK/IHOHAI0UM BUMYCK MepiognyHICTb NOAAHHS PerynsipHo
cepii: PAPMATEH OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiaHO [0
IHTEPHELUHA C.A., Mopsigky 34iicCHeHHs hapmakoHarnasgy,
peuis 3aTBep/KeHOro HakasoM MiHicTepcTea
OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
MiHicTepcTBi tocTuLii Ykpainm 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOpPOHW 340POB'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTpOKamu, 3a3HaveHMn y
nepiogMyYHOCTI NoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
11. CIHOPAHON® Tabnetku 3AT YropwmHa BUNYCKHWIA YropwmHa/ nepepeecTpawis Ha He0BMEeXeHW TEPMIH. 3a He UA/14842/01/03
NPOSIOHrOBaHOI Aji dapmaLesT KOHTpOnb: 3AT Ipeuis OHOB/EHO iHGhopMmaLito y po3ginax peyenmom nionseae
no 4 mr; no 14 WYHWI 3aBOf dapmaueBTUYHNI "®apmakonoriyHi BnacTmBocTi" (YTOUHEHHS
Tabnetok y 6nictepi; ErC 3aBop, ETIC, iHbopmadii), "B3aemogis 3 iHWMMun
no 2, 4 abo 6 YropLuvHa; noBHWIA nikapcbkMmn 3acobamu Ta iHLWi BUam
6nictepiB y LMKN BUPOGHMLTBA, B3aemogiin, "OcobamBOoCTi 3acTOCyBaHHS",
KapTOHHIA ynakoBLi BKJ/THOYAKOUMN BUMYCK "Cnoci6 3acTocyBaHHA Ta 031" (YTOYHEHHSA
cepii: PAPMATEH iHchopmawii), "MoGiuHi peakuii” iIHCTpyKLii Ans
C.A., Ipevjs; MeAMYHOro 3acTOCYBaHHS /likapCbKoro 3acoby
NOBHWIA LMK BiNOBIAHO 4,0 OHOBMEHOT iH(hopMaL,i LWoao
BMPOGHMLTBA, 6e3nekn 3acTocyBaHHs Ajil040i PEYOBUHMU.
BK/IHOHAI0UM BUMYCK MepiognyHICTb NOAAHHS PerynsipHo
cepii: PAPMATEH OHOB/IOBAHOrO 3BITY 3 6e3neku, BigNOBIAHO A0
IHTEPHELLUHM C.A., Mopsaky 34iicHeHHs dhapMakoHarnagy,
pevis 3aTBEpXEHOro Hakazom MiHicTepcTBa
OXOPOHW 3,0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOpPOHM 340PO0B'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTpOKamu, 3a3HaveHMn y
nepiogMyYHOCTI NoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
12. CIHOPAHON® Tabnetku 3AT YropwmHa BUNYCKHWIA YropwmHa/ nepepeecTpawis Ha He0BMEeXeHW TEPMIH. 3a He UA/14842/01/04
NPOSIOHrOBaHOI Aji dapmaneBT KOHTPO/b: Ipeuis OHOB/EHO iHGhopMmaLito y posginax peuyenmom nionseae
no 8 wmr, no 14 WNYHWI 3aBOJ 3AT "PapmMakosorivyHi BNactMBoCTi" (YTOYHEHHSA
TabneTtok y 6nictepi; ErcC dapmaneBTUYHNI iHbopmawii), "B3aemogis 3 iHWmnMu
no 2, 4 abo 6 3aBog, ETIC, nikapcbkMmn 3acobamu Ta iHLWi BUam
6nictepiB y YropLivHa; NoBHWiA B3aemogiit”, "OcobamBOoCTi 3acToCyBaHHS",

KapTOHHIiA ynakoBLi

LMK BUPOBHULTBA,
BK/IOUYAOUM BUMYCK
cepii: PAPMATEH
C.A,, lpeuis;
MOBHWI LKA
BMPOGHMLTBA,
BK/IHOHA0UM BUMYCK
cepii: PAPMATEH
IHTEPHELLUHAN C.A.,
peuis

"Cnoci6 3acTocyBaHHs Ta 031" (YTOYHEHHS
iHchopmawii), "MoGiuHi peakuii” iIHCTpYKLii ANs
MeAMYHOro 3aCTOCYBaHHA /ikapCbKoro 3acoby

Bi4MNOBIAHO A0 OHOBMEHOT iH(hopmaL,i LWwoao

6e3nekn 3acTocyBaHHs Ajil040i PE4OBUHM.
MepioAnyHIiCTL NOAAHHA PerynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neku, BigNOBIAHO A0
Mopsaky 34iicHeHHs dhapMakoHarnagy,
3aTBepKeHoro Hakasom MiHicTepcTsa
OXOPOHW 3,0POB’A YKpaiHu Bif 27 rpyaHs

2006 poky Ne 898, 3apeecTpoBaHoro B
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
MiHicTepcTBi tocTuLii Ykpainm 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOpPOHW 340POB'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTpOKamu, 3a3HaveHMn y
nepiogMyYHOCTI NoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
13. COPBEHTOIE/b | renb opanbHuid, 0,7 ToBapucTBO YkpaiHa ToBapucTBO 3 Ykpaina nepepeecTpawisi Ha He0O6MEXeHW TePMiH 6e3 He UA/15993/01/01
BEBI r/r, no 50 r y Ty6i; no 3 06MEXEHO0 OHoBEHO iHhopmaLito B IHCTpYKLii ans peyenma nionseae
1 Ty6i B kOpobL,; No obmexeHo BiANOBIAA/TbHICTIO Me[MYHOr0 3aCTOCYBaHHS JlikapcbKoro 3acoby
5ry cauwe; no 20 Bignosigans "®apmaueBTuyHa y po3gini "®apmakoTepanesTuyHa rpyna"
calle y Kopob6ui; no HiCTIO thipma "BepTtekc" (yTOUHeHHS hopMy/toBaHHS) BiAMOBIAHO A0
10 r y cawe; no 20 "®apmaueBT (BUpPOGHMLTBO 3 OHOBJ/IEHOT iHdhopMaLiii 3 6e3neku
calle y Kopobui n4yHa oipma npoaykuii in bulk 3aCTOCYBaHHS Ait040I PEYOBUHN.
"BepTekc” TosapucTsa 3 MepiognyHICTb NOAAHHA PErynsipHO
06MEXEHO OHOB/IHOBAHOrO 3BITY 3 6e3Mneku, BignoBiAHO A0
BigNoBigasIbHICTIO Mopsaky 34iiCHEHHS hapMakoHarnaay,
"®apmaueBTuyHa 3aTBEPAKEHOro Haka3oM MiHicTepcTBa
KOMMaHis OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
"380pos'a”, 2006 poky Ne 898, 3apeecTpoBaHoro B
YkpaiHa) MiHicTepcTBi tocTuLii YKpainm 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 300P0B'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTPOKamu, 3a3HavYeHMn y
nepioguYHOCTI NOAAHHS PerynsipHUX 3BITIB 3
6e3neku.
14. TPACTUBA TabneTku, BKPUTI leTepo IHais [eTepo /1a63 IHais nepepeecTpaLisi,Ha He0OMeXeHWi TepMiH 3a He UA/15606/01/01
NNiBKOBOIO Na63 NimiTen OHOB/IEHO iH(hopMaLLito B IHCTPYKLUIT Ans peuenmom nionsieae
0060/10HKOI0, M0 600 Niviteq MEeAMYHOrO 3aCTOCYBaHHS MiKapCbKOro 3acoby

Mmr/200 mr/300 mr; no
30 TabneTok y
KOHTelHepi; no 1
KOHTEliHepy y
KapTOHHIA KOopooLi

y po3ginax “MpoTtunokasaHHs", "B3aemogis 3
iHLWMMK niKkapcbknMy 3acobamu Ta iHLWi BUAW
B3aemMogiit", "OcobaMBOCTI 3aCTOCyBaHHS",
"3acTocyBaHHs y nepio BaritTHocTi abo
roflyBaHHs rpyaar” (yTouHeHHs iHcopmadi),
"Mo6iuHi peakwyji" BigNoBigHO Ao iHchopmavii
pechepeHTHOro nikapcbkoro 3acoby (Atripla
600 mg/200 mg/245 mg film-coated tablets, B
YkpaiHi He 3apeecTpoBaHuii).
MepioAnyHICTL NoAAHHA perynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neku, BigNOBIAHO A0
Mopsaky 34iicHeHHs dhapMakoHarnagy,
3aTBepKeHoro Hakasom MiHicTepcTsa
OXOPOHW 3,0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil Ykpainu 29 ciyHa 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOpPOHM 300P0B'A YKpaiHu Big
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTpOKamu, 3a3HaveHMn y
nepioguuHOCTI NoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
15. TPACTUBA TabneTkn, BKpUTI letepo IHais leTepo /1a63 IHais nepepeecTpaLisi,Ha He0OO6MeXeHW TepMiH - He UA/15605/01/01
NNiBKOBOIO Na63 Nimiteq MepioAnYHICTb NOAAHHS PErysipHO nionseae
060/10HKO0, Mo 600 Nimiteq OHOB/IHOBAHOrO 3BITY 3 6€3Mneku, BignoBiAHO 40
Mr/200 mr/300 wmr; in Mopsaky 34iCHEHHS hapMakoHarnaay,
bulk Ne 500 y 3aTBEPKEHOr0 Hakasom MiHicTepcTea
KOHTeliHepax OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpainm 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 3[0P0B'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTPOKamu, 3a3HaveHMn y
nepioguYHOCTI NOAAHHS PerynsipHUX 3BITIB 3
6e3neku.
16. TYFHA PO34UH A5 iH'EKLIN, Tynin 1a6 IHAaisa Crepun-[xeH Naiic IHAis MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/8117/01/01
100 mr/mn no 5 mn B MpaiisiT CaiieHcms (M) NTg, 3MiHu | TUnNy - 3MiHK Woao peuenmom nionsieae
amnyni; no 5 amnyn Nimviteq 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.

B NOTKy 3 MBX;
KOXEH /10TOK B
yMakoBLi 3 KapTOHY

3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUIT ANns
MeAUYHOro 3aCToCcyBaHHA Ha nigcTasi
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3 6e3mneku
nikapcbKkoro 3acoby, abo focnigpkeHb 3
6e3nekn 3acToCyBaHHS likapcbkoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 AOCAIAKEHD,
npoBefeHnX BiANOBIAHO [0 NaHy
negiatpuyHux gocnimxkers (PIP) (3MiHy
Y3rO[XEHO 3 KOMMNETEHTHUM YNOBHOBAXEHNM
opraHoMm) - 3MiHW BHECEHO A0 IHCTpyKUii ans
MeAMYHOro 3aCTOCYBaHHA /ikapCbKoro 3acoby
[0 po3ginis: "MpoTunokasaHHs",
"3acTocyBaHHs y nepiod BariTHocTi abo
roflyBaHHs rpyaar”, "Aitn", "Cnoci6
3acTocyBaHHA Ta 031" BiANoBigHO A0
OHOB/IEHOT iHdhopMaLiii 3 6e3nekn
3aCTOCYBaHHSA Ait0H0I PEHOBUHU.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiaAHO 40
Mopsaaky 34iicCHeHHs hapMakoHarnagy,
3aTBepAXEHOro Hakasom MiHicTepcTea
OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil YkpaiHu 29 ciuHg 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1

MiHicTepcTBa OXOpOHU 340POB'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3rifiHO 3i CTPOKamu, 3a3HaYeHMK Y
nepiogMYHOCTI MOAaHHS PerynspHuX 3BiTiB 3
6esneku.

B.o. l'eHepanbHOro gupekropa Ainpekropary
chapmaueBTUUHOrO 3a6e3nevyeHHA

IBaH SAABOPHUX




Joparok 3

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 09 mucronasa 2021 poky Ne 2465

ITEPEJIIK
JIIKAPCBKUX 3ACOBIB (MEJUYHNX IMYHOBIOJ/IOI'TYHUX ITPEITAPATIB), IIO40 AKUX BYJ/IM BHECEHI 3MIHU
A0 PEECTPAIIMHNX MATEPIAJ/IIB, AKI BHOCATDBCSA 40 JEPXKABHOI'O PEECTPY JIIKAPCBKHX 3ACOBIB

YKPAIHN
Ne Hassa dopma suUnycKy 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa YmosBu Howmep
n/n NliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy peecmpayitiHo2o
3acoby ynakoska) nocBi04YeHHs1
1. AKBAJETPUM® pO34uH BOAHWIA ANnsi $apmaueBTNY Monbwa dapmaneBTUYHNI 3aBOS, MonbLia BHECEHHS 3MiH 0 peECTpaLiiiHMX MaTepiasiB: 3MiHN 3a UA/9205/01/01
BITAMIH D3 nepopasibHOro HWiA 3aBOf, "TMOJIb®APMA" C.A. | TNy - AOMIHICTPaTMBHI 3MiHU. 3MiHa peyenmom
3acTocyBaHHs, 15000 «MONb®APM Biggin MegaHa B HaliMeHyBaHHs Ta/abo agpecu Micus NPOBaKEeHHS
MO/mn; no 10 mny A» C.A. Cepaggai AiANbHOCTI BUPOGHUKa/imnopTepa roToBoro
hakoHi 3 NiKapcbKoro 3acoby, BKIOYaOUN AiNbHNLi BUNYCKY
KpanesibHUM cepii abo MicLie NpoBeAeHHS KOHTPOJTHO SKOCTI.
posatopom; no 1 (misnbHiCTb, 3a AKy BignoBigae BMpobHUK/iMnopTep,
chakoHy B KapTOHHilA BK/THOHAIOYM BUMYCK CEPIiA) - 3MiHA Ha3BW BUPOGHUKA
nauui roTOBOro fikapcbKoro 3acoby, 6e3 3miHu micus
BMPOGHULITBA. 3MiHM BHECEHO B iHCTPYKLito ANs
MeZMYHOro 3aCToCyBaHHA y p. "BUPO6HMK" 3
Bi4MOBIAHMMM 3MiHAMM Y TEKCTi MapKyBaHHS
yNakoBKM NikapcbKoro 3acoby (3mMiHa Ha3Bu
BMPOGHUKA). TEPMIH BBELEHHS 3MiH NPOTArom 6
MicsILiB Mic/si 3aTBEPAKEHHSI
2. AMIAKY PO34YUNH | po3uvH gns MpAT Ykpaina MpAT ®apmaueBTUYHA YkpaiHa BHECEHHS 3MiH 0 peECTpaLiiiHMX MaTepiasiB: 3MiHN 6e3 UA/0138/01/01
10% 30BHILUHLOIO PapmaneBTNy thabpuka "Biona" | TNy - 3MiHK 3 AKOCTi. FOTOBUIA Nikapcbkuii 3aci6. peyenma
3acTocyBaHHs 10%, Ha thabpuka CurcTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
no 40 mn a6o no 100 "Biona" pO3Mipy ynakoBK/ roTOBOrO NikapCbKoro 3acoby
MY thnakoHax (3miHa macu/o6'eMy BMICTY KOHTeHepa
CK/IAHWX, YKYMOPEHNX 6araTof,030BOro MiKapcbKoro 3acoby Ans
npo6kamun Ta HenapeHTepasibHOro 3acTocyBaHHs (abo
Kpuiukamu; no 100 mn 0/1HO030BOr0, YaCTKOBOIO BUKOPUCTAHHS)) -
y dhnakoHax BBEJleHHS [0AaTKOBOI ynakoskv no 200 mny
noniMepHux, dhnakoHax CKISHWX, YKynopeHuX kpuikoto (BBk-B-
YKYNopeHux npobkamu 200-27-OC y KoMnekTi 3 Kpuiukoto Tuny 1.4 g), 6e3
Ta Kpuwkamu; no 40 3MiHM NEePBMHHOTO NakKyBaslbHOTO MaTepiasty
MY prakoHi donakoHiB, 3 BigNOBIAHMMM 3MiHAMM B P. «YNaKoBKax»
CKnAHoMmy; no 1 MK$A N3. 3miHn BHeceHi B po3ain "Ynakoska' B
chiakoHy B naui 3 IHCTPYKL,it0 A58 MEAVNYHOIO 3aCTOCYBaHHS
KapToHy; no 200 mny NiKapcbKoro 3acoby y 3B'A3Ky 3 BBEEHHAM
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chapmavueBTMUHOro
3aCcTOCyBaHHS

cneumnaikauii A®l, a came BUNYYEHHS po3ainy
«Badkki MeTasin»; 3MiHu | Tuny - 3MiHM y meTogax
BMNPOGYBaHHS Yy 3B’'A3KY 3 MPUBEAEHHAM iX Y
BiANOBIAHICTL A0 BUMOr €Bponelicbkoi hapmakone,
USP Ta matepianis chipMu BUpo6HuKa, a came
BHECEHHI peAakLiiiHi NpaBkn Ta yTOYHEHHS [0
po3gainis: -«laeHTUdIKaLis» LONOBHEHO METOAOM 3
BMKkopuctaHHsaM FT-IY cnektpomeTpa Perkin Elmer
Spectrum-Two 3 YHiBepCa/lbHOI NPUCTaBKOO
NOpPYLUEHOro NMOBHOMO BHYTPILLHLOMO BiLO6PaXKEHHS
(MNBB); -«CynpoBigHi AOMILLKN» [ONMOBHEHO
PO3YMHOM YYT/IMBOCTI, 38 [0MOMOrot0 SKOro
nepeBipsATb NOKA3HUK «CUTHAN/LLYM»; -
«3a/IMLLKOBI KifIbKOCTI OPraHiyHX PO3UMHHUKIB»
[OMOBHEHO PO3YMHOM YYT/IMBOCTI (BYr/ieLto
TeTpaxsiopug Ta 1,2-auxnopeTtaH) 3a Akum
nepesipsTb YyT/IMBICTb METOAMKM, YTOUHEHO Yacu
YTPUMYBaHHA MeTaHoNy Ta eTunaueTary, BHeCeHi
yacu BMXOAY MikiB PO34YMHHUKIB Ta OHOB/IEHO
dopMyny po3paxyHky; -«KifibKicHe BU3HaUYEHHs»

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
dhnakoHax CKISHUX, [10[aTKOBOI YMaKoBKW, K HAC/IOK - 3aTBEPAKEHHS
YKYMOPEHNX KPULLIKOIO TEKCTY MapKyBaHHs OAATKOBOT yNaKkoBKu
NiKkapcbKoro 3acoby. BBeeHHst 3MiH NpoTAroM 6-Tu
MicsILiB Micns 3aTBepAKEHHSI
3. APTUKAIHY KpucTaniyHmii ToBapucTBo 3 Ykpaina EcCiAih ®PAPMTEX, IHK. TaliBaHb BHECEHHS 3MiH 0 PEECTPALiiHMX MaTepiasiB: 3MiHN - UA/15705/01/01
rigpoxnopunp MOPOLLIOK (Cy6CTaHLis) obmexeHoro | Tuny - 3miHK 3 AkocTi. CepTudikat
y NoABIAHNX BiANoBiAa/bHI BignosigHocTi/l E-cepTudikar BignosigHoCTI
nosieTuIeHoBMX cTHO €Bponelicbkiin hapmakonei/moHorpadii. MogaHHA
naketax gns "®dapmavesTu HOBOro abo OHOB/IEHOTO cepTudlikarta BifgnoBigHOCTI
hapmaLeBTUYHOro YyHa KoMMaHis abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
3acTocyBaHHs "3popos'a” €Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI ADI; ans
[0NOMDKHOT peqoBrHK (cepTudpikat BignoBigHOCTI
€sponelicbkin dhapmakonei) - OHOBEHWIA
cepTudikaT Bif yxe 3aTBepAXeHOro BUPObHUKa -
noJiaHHa OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
€poneiicbkin hapmakonei Ne R1-CEP 2003-215-
Rev 07 (3aTBeppxeHo: R1-CEP 2003-215-Rev 06)
onsa A®l. Ak Hacnigok Buny4YeHHs 3i cneuugikadi
nokasHuka «Baxki meTanv»; gofasaHHs 3BITY 3
OL{iHK/ PU3VKIB CTOCOBHO €/1eMEeHTHUX AOMILLOK
BignoBigHo a0 kepisHMUTBa ICH Q3D; 36i/bLUEHHS
TEepMiHy NepekoHTponto A0 5 pokis (6yno: 4,5 pokn)
4, BICAKOAUN KpucTaniyHmi MpAT Ykpaina Kam6pekc Mpodhapmako ITanis BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: - UA/6500/01/01
NOPOLLOK (CybCTaHLis) "®apmaueBTu MinaHo C.p.n. YTOUHEHHSA 3aCTOCYBaHHA cy6CcTaHLUii B Hakasi
y nakeTax noAgiliHu1X YHa dhipma MO3 YkpaiHu 2272 Big, 20.10.2021 B npoueci
nonieTnneHoBnx ansa "NapHuus” BHECEHHS 3MiH (3MiHV | TUNYy - 3MiHW 80
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
YTOYHEHO Yac XpomartorpadysaHHsa Ta BUMOTrM [j0
BiflHOCHOrO CTaHAPTHOTO BiAXWNEHHS MATK
iHXXEKL po34nHy NOPIBHAHHSA). Pefakuis B Hakasi:
AN BUPOBHNLTBA HECTEPUIBHUX NMIKAPCHKNX hOPM.
3anponoHoBaHa pegakuisa: ansa
chapMaLeBTUHHOIO 3aCTOCYBaHHS.
5. FAPAACUN | cycneHsisa ans Mepk Wapn i LBeiiuapi Brpo6HMUTBO CLIA/ BHECEHHS 3MiH 40 peecTpaviiiHMX MaTepiasiB: 3MiHN 3a UA/13451/01/01
GARDASIL® iH'ekuii; 1 abo 10 Ooywm IOEA A Hepo3dacoBaHOl HigepnaHamn | TMNY - AOMIHICTpaTUBHI 3MiHW. 3MiHa peyenmom
BAKUVHA chnakoHis (no 0,5 mn vM6X NpPOAyKLii, KOHTPO/b HalilMeHyBaHHS Ta/abo agpecu 3asBHVKa (BnacHuKa
MPOTU BIPYCY (1 po3a)) y KapTOHHii AKOCTi Ta NEPBUHHE peecTpaLiiHoro noceigyeHHs). 3miHa agpecu
NANIOMU KopobL; nakyBaHHs; 3asiBHUKA (BNacHMKa PeECTPaLiiHOro NocBigYeHHs)
NOAVHU (TUNIB | 1 a6o 6 nonepeaHbO albTEPHATUBHUN Ta 3a3HayYeHHs1 agpecu BiANOBIAHO A0 BUTArY 3
6, 11, 16, 18) HarnoBHEHUX LUNPULiB BMPOGHWK BTOPUHHOTO ToproBoro peecTpy. 3miHu | Tuny - 3miHn Woao
KBAOPUBANEHT | (no 0,5 mn (1 gosa))y nakyBaHHs (4ns 6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsay.
HA KOMNAEKTi 3 1 rosikoto thnakoHiB): Mepk LWapn i BBegeHHs1 abo 3MiHM A0 y3arasibHEHUX JaHWX Npo
PEKOMBIHAHTH | y KOHTYpHIiA [Joym Kopn., CLUA, cuctemy dpapmakoHarnsagy (BBeAeHHs y3arasibHeHuX
A KOMIpKOBI ynakoBLii B BTOpvHHE nakyBaHHSA [aHux nNpo cuctemy dhapmakoHarnsgy, 3mMiHa
KapTOHHI/ KopoobLi (ansa cnakoHiB Ta yMNOBHOBaXeHOT 0cobw, BigNoBiganbHOT 3a
LINpuLiB), AO3BIN Ha 3[iiCHEeHHs1 hapMakoHarIsay; KOHTaKkTHOI ocobu 3
BUNycCK cepii: Mepk chapmakoHarnsgy 3asaBHuKa ansa 34ilCHEHHS
Wapn i foym B.B., thapmakoHarnsgy B YKpaiHi, K0 BOHa BigMiHHA Bif,
HigepnaHvgn yMNOBHOBaXeHOT 0cobw, BignoBiganbHoOT 3a
3[iicHeHHs hapMakoHarnsay (BkiYakyn
KOHTaKTHi fjaHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
thaiina cuctemun chapmakoHarnsgy).
3MiHa KOHTaKTHUX AaHWUX YNOBHOBaXEHOI 0cobun
3asBHWMKa, BiANOBIAaNbHOI 3a thapmakoHarnsag,.
3MiHa Micus 34iliCHEeHHS OCHOBHOI Aisi/IbHOCTI 3
hapmakoHarnagy. 3miHa Micue3HaxoKeHHs
macTep-gaiina cuctemy hapmakoHarnisgy.
6. AEKEHOP® TabneTku, BKPUTI KPKA, a.4a., CnoseHisa BMPOGHMLTBO "“in bulk", CnoseHis BHECEHHS 3MiH [0 peecTpaLjiiiHuX MaTepiastis: 3MiHH, 3a UA/17180/02/01
NNiBKOBOO HoBo mecTo nepBUHHE Ta BTOPUHHE L0 NoTpebyTb HOBOT peecTpaLliii - 4oAaBaHHS peyernmom
060/10HKOI0, MO 25 Mr, nakyBaHHs, KOHTPOSIb Ta HOBOT NikapcbKoi hopmu
no 10 TabneTok y BUNYCK cepil:
6nictepi, no 1 a6o no KPKA, a.4., HoBo mecto MepiognyHICTb NOA4AHHA PerynsipHO OHOBIOBAHOTO
3 6nicTepu y Kopobui 3BiTy 3 6e3neku, BignoBigHo Ao Mopaaky 34iicHeHHS
chapmakoHarnsgy, 3aTBepKeHOro Hakasom
MiHicTepcTBa OXOpPOHM 340POB’'A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciyHa 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHW 300POB'A YKpaiHu Bifg 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HayeHUMK y NepioANYHOCTI NOAAHHS PErynsapHUX
3BiTiB 3 6e3neku.
7. ECMEPOH® PO34UH A5 iH'EKLLNA, Mepk Wapn i Lseiiuapi Brpo6HuuTBO in bulk, HinepnaHgy | BHeCEHHs 3MiH 0 peecTpauiliHix maTtepianis: 3miHu 3a UA/7719/01/01
10 mr/mn; no 5 mn (50 [oym IOEA A nepBUHHE/BTOPUHHE / | TMNy - AOMIHICTPaTMBHI 3MiHU. 3MiHa peyenmom
Mr) y doiakoHi; no 10 6X nakyBaHHs1, KOHTPO/Ib Himeyunna/ HaliMeHyBaHHs Ta/abo agpecu 3asBHUKA (BacHUKa
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3000 mr/nakeT no 8 r
nopotuky (3000 mr
Ait040i peyYoBUHN) Y
nakeTi; no 1 nakeTy B
KapTOHHIA ynakoBLi

NPOAYKTY, NepBUHHE
nakyBaHHs1, BTOPUHHE
nakyBaHHS, KOHTPO b
AKOCTI, BUNYCK cepil:
Ninpodpapm MvbX,
HimeuunHa,;
BTOPVHHE NaKyBaHHS:
ecnapma ®apma
Cepsices 'M6X,
HimevunHa

Onuc Ta cknag. 3miHa y cknagi (40noMiXHUX
peyoBUHaXx) roToBOro NiKapcbkoro 3acoby (CMakoBi
[o6askn abo 6apBHVKY) - [logaBaHHs, BUNYYEHHS

ab0 3aMiHa - BUNy4YeHHs 3i Ccknagy [ONOMiKHOT
PEUYOBMHN «apoMaTn3aTop MaHAapPUHOBK» FAK
Hacnigok, Bigdynucs 3miHn fo cneumdikadii Ta
MeToAjiB KOHTpoto /13, a came BUTyUYeHHS
nokasHuka «3anax. PpykToBuii, 6€3 CTOPOHHLOIO
3anaxy», Ta 3MiHeHi KpuTepii nokasHMka «30BHILUHI
03HaKM roTOBOTO [10 BUKOPUCTAHHS PO3UMHY» 3
«cnabo onanecLeHTHUn abo onanecueHTHu, 6e3
BMAMMOrOo ocafy yepes 45 ¢ nicnsa nepemillyBaHHs»
Ha «npo3opuii abo cnabo onanecueHTHWi, 6e3
BMAMMOrO ocagy yepes 45 ¢ nicna nepemillyBaHHs»

BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns

3aTBEPMKEHHS; 3MiHU | TUNY - 3MiHU 3 SKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. Onuc Ta cknag. 3miHa y

cKnagi (4ONOMiIXHMX peyoBMHaX) roTOBOro
nikapcbKoro 3acoby (cmakoBi Jo6aBku abo
6apBHYVKN) - loaaBaHHs, BUTyYeHHs1 abo 3amiHa -

BW/TYYEHHS 3i CKNagy A0NOMDKHOI peYOBUHN

«apomaTtunsaTop anesibCvH» BeefeHHsA 3MiH
NPOTArom 6-Tu MiCALIB MicNa 3aTBEPIKEHHS; 3MiHU |
UMy - 3MiHM 3 AKOCTI. [OTOBWIA NikapcbkWii 3aci6.
Onuc Ta cknag. 3miHa y cknagi (40noMiXHUX
peyoBMHax) roToBOro NikapcbKoro 3acoby (iHLwi
3MiHW) - BUTYY€EHHS 3i cknagy A0NOMiXHOI pevyoBUHM

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
(h/1aKOHIB Y KapPTOHHIN AKOCTI Ta BUNYCK cepil: CnoBayunHa peecTpauiiiHoro noceig4eHHs) 3miHa agpecu
KopooLi H.B. OpraHoH, 3asBHUKA (BNacHWKa peecTpaLiiiHoro nNocBig4YeHHs)
Higepnangu; 3MiHn | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
Brpo6HuuTBO in bulk, Ta dpapmakoHarnsgy. BeegeHHs abo 3miHv o
nepBUHHE NakyBaHHS Ta y3arasibHeHUX JaHux Npo cucTemy dapmakoHarnsgy
KOHTPO/b SIKOCTI: (BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
Circopig XamenbH M'v6X, hapmakoHarnsgy, 3MiHa yrnoBHOBa&XeHOi 0cobu,
HimeuuunHa; BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
AnbTepHaTUBHWIA KOHTaKTHOI 0co6M 3 thapmakoHarnsagy 3asiBHuka anas
KOHTPO/b AKOCTI: 3pificHeHHs hapMakoHarisgy B YKpaiHi, K0 BOHA
XamernbH pAc a.c., BiAMiHHa Bif, yNOBHOBaX€EHOI 0CO6M, BiANOBIAA/IbHOI
CnosavunHa 3a 34ilicHeHHs thapmakoHarnsgy (BKyaoum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHI MacTep-
(paiina cuctemu hapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHMX YNOBHOBAXEHOI 0COOM 3asiBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarisg.
3MiHa MicLs 3AiiCHEHHSI OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnagy. 3miHa MicLe3HaxoKeHHs
MacTep-gaiiiia cucteMu papmakoHarisgy.
8. ECMNA-®OLVH® NopoLUOK ANs Ecnapma HimeyuunH BMPOOHULITBO HimeuyunHa BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a UA/14782/01/01
OpasibHOro Po34nHy No 6X a Hepo3g)acoBaHOro | TMRNYy - 3MiHK 3 AKOCTI. FOTOBWIA NiKaPCbKWUIA 3aci6. peyenmom
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

«CaxapyviH HaTpilo» BBefieHHA 3MiH NpoTAarom 6-Tn
MicsILiB MicNs 3aTBEPKEHHS; 3MiHW | TUny - 3MiHW 3
AKocTi. FOTOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y MmeTogax
BMNPOBGYBaHHSA roTOBOrO J1iKapCbKOro 3acoby
(He3HauHa 3MiHa y 3aTBEPMXEHNX METOAAX
BMNPOGYBaHHS) - HE3HAYHI 3MiHW A0 METOAMKM
BUNpo6yBaHHA 13 «CynpoBigHi AOMILLKN»; 3MiHK |
TMny - 3MiHK 3 SIKOCTi. TOTOBMIA Nnikapcbkuii 3acio.
KOHTposb roToBOro nikapcbkoro 3acoby. 3mMiHa y
MeTogax BUNpo6yBaHHSA rOTOBOTO MiKapCbKOro
3aco6y (He3HayHa 3MiHa y 3aTBEpKeHNX MeTodax
BMNPOGYBaHHS) - HE3HAYHI 3MiHW A0 METOAMKM
BMNpo6yBaHHS 13 «KinbkiCHe BU3HAYEHHS»; 3MiHU |
™My - 3MiHK 3 SIKOCTi. FOTOBWIA Nnikapcbkuii 3aci6.
KOHTposb roToBOro nikapcbkoro 3acoby. 3MiHa y
MeTogax BUNpo6yBaHHSA rOTOBOTO MiKapCbKoro
3aco6y (He3HayHa 3MiHa y 3aTBEpKeHNX MeTodax
BMNPOGYBaHHS) - HE3HAYHI 3MiHW A0 METOAMKM
BUNpo6yBaHHsA /13 3a Noka3HUKOM «epMEeTUYHICTb
NEPBUHHOI YNaKoBKM»; 3MiHW | TUNY - 3MiHU 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. Onuc Ta cknag. 3miHa y
cknagi (4ONOMDKHUX pevyoBMHax) roToBOro
nNikapcbKoro 3acoby (iHWi AONOMDKHI peYoBUHM) -
Byfb-sika He3Ha4yHa 3MiHa KiflbKicCHOro cknagy
[OMOMiXKHUX PEYOBVH Y TOTOBOMY /TiKapCbKOMY
3ac06i - 3MiHa KiNbKOCTi AONOMDKHUX PEYOBUHN
Caxapo3a A/1a 36epexeHHs 3arasibHoi macu 13 'y
3B'A3KY 3 BUIYYEHHAM caxapuHy Ta apoMaTtun3aTopis

IMYHOI NOBYNIH
NOANHN
HOPMA/IbHWIA -
BIO®APMA

PO34nH NS iH'eKLin
10%; no 1,5 mn B
amnyni; no 10 amnyny
nauuj

TOB
"BIO®PAPMA
MNIA3MA"

Ykpaina

TOB "BIO®PAPMA
MNA3SMA"
(BUPOGHMLTBO,
nepBUHHE NaKyBaHHS;
BMPOGHMLITBO, NEPBUHHE
Ta BTOPVHHE NaKyBaHHS,
KOHTPO/b SIKOCTi, BUNYCK
cepiii; KOHTPONb SKOCTI)

YkpaiHa

BHECEHHS 3MiH 40 peecTpaliinHmx MmaTepiasis: 3MiHN
| Tuny - AgMiHiCTpaTVBHI 3MiHW. 3MiHa Ha3Bu AdI
ab0 AONOMDKHOT peqyoBrHU - MpuBeaeHHS Ha3BK
[it040i peyoBVHY Y BIANOBIAHICTb A0 MOHOrpadil

LY ImyHOrnobyniH NiogMHM HOPMasbHUA Ta
Eur.Ph.0338 Human normal immunoglobulin.
3a3HayeHHs BMICTY [il040i PeYOBUHM y rpaMax.
3aTtBeppxeHo: IMyHornobyniH G BmicT Ha 1 mi —
100 mr. 3anponoHoBaHo: IMyHOr/106yNiH NOANHN
HopmanbHuin Cknag Ha 1 mn — 0,1 r. 3MiHVM BHECEHO
B IHCTPYKL,i0 415 MEANYHOrO 3aCTOCYBaHHSA
nikapcbKoro 3acoby (posain «Cknag» (girova
peyoBunHa), SK HacNiAoK — y po3ain «IMyHOb6I0ONOoriYHI
i 6i0NOriYHi BNAaCcTUBOCTI»)), Y KOPOTKY
XapaKTepuCTUKy Nikapcbkoro 3acoby (po3ain
«SAKICHWIA | KiNbKiCHUIA cknad» (Ajtoya peyoBmHa), SK
Hacnifok — y po3ain «®apmakoavHaMiyHi
BNaCTUBOCTI»)); Bi4NOBIAHI 3MiHW BHECEHO Y TEKCT
MapKyBaHHS YNakoBKM NiKapCbKOro 3aco6y. 3MiHu

3a
peyermom

UA/15902/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

BHOCSITbCA [10 PEECTPALIHOrO NOCBIAYEHHS, TEKCTY
MapKyBaHHS, iIHCTPYKLiT 4N MeAnYHOro
3acTOCyBaHHS NMikapCcbKoro 3acoby, KOPOTKOI
XapakTepucTVKM Nikapcbkoro 3acoby Ta MKA.
TepMiH BBEEHHS 3MiH - 6 MicALiB nicns
3aTBEPLAKEHHS; 3MiHM | TURY - 3MiHK 3 AKOCTI.
loToBMiA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa Y
TepMiHax NpuaaTHOCTi abo ymoBax 36epiraHHs
rOTOBOrO /iKapCbkoro 3acoby (iHLUi 3MiHK) -
PepakuiiiHi 3mMiHu 0 ymOB 36epiraHHsl rOTOBOro
niKkapcbkoro 3aco6y. 3MiHM BHECEHO B iHCTPYKLiO
0151 MeAMYHOro 3acToCyBaHHSA NikapcbKoro 3acoby
(po3ain «YMoBu 36epiraHHs»), y KOPOTKY
XapaKTepuCTUKy fikapcbkoro 3acoby (po3ain
«Ocob6nvBi 3an0bikHI 3axoaun npu 36epiraHHi»);
BiANOBIAHI 3MiHWN BHECEHO Y TEKCT MapKyBaHHS
ynakoBKU Nikapcbkoro 3acoby Ta MKA. TepMiH
BBE/EHHS 3MiH - 6 MiCALIB NiCNA 3aTBEPKEHHS;
3MiHM I Tuny - 3MiHK 3 AKOCTi. [OTOBWIA NlikapCbkuii
3aci6. Onuc Ta cknag (iHWi 3miHK) - 3a3HavyeHHs y
po3gini Cknag nikapcbkoro 3acoby iHchopmaii npo
po3nogin nigknacis iMyHorno6ynivy G,
MaKCUMa/IbHWIA BMICT iMyHOT 06y niHy A,
3a3HavyeHHs y cknafi AONOMDKHUX PEYOBUH BOAMW
ONs iH'eKUi, BUOAIEHHS MOCUIaHb Ha BHYTPILLHI
cneumaikauii nignpuemcTsa Ta 3actapiny pefakLio
AdY ans AONOMIKHUX PeYOBUH. 3MiHU BHECEHO B
IHCTPYKL,itO 415 MEANYHOrO 3aCTOCyBaHHSA
nikapcbkoro 3acoby (po3ain «Cknag» (40MNOMDKHi
PEYOBUHM)), Y KOPOTKY XapakTepUCTUKY NiKapCbKoro
3aco6y (po3ain «AKICHWIA i KinbKicHUIA cknag»
(DONOMIXKHI peqyoBUHM), SIK HACNILOK — Yy po3ain 6.1.
[lonomixkHi pe4oBrHW)); BiANOBIAHI 3MiHN BHECEHO Y
TEKCT MapKyBaHHS YNakoBKV NikapCbKoro 3acooy.
3MiHN BHOCSITbCS A0 PEECTPALiHOrO NOCBIAYEHHS,
TEKCTY MapKyBaHHS, iIHCTPYKLIT 4719 MeANYHOro
3aCTOCyBaHHSA Nikapcbkoro 3acoby, KOPOTKOT
XapaKTepuUCTUKKM NiKapcbkoro 3acoby Ta MKHA.
TepMiH BBEAEHHS 3MiH - 6 MicsLiB nicns
3aTBEPMKEHHSA

10.

IMYHOI JTIOBY NIH
NOANHN
HOPMA/IbHUNA -
BIO®APMA

PO34UH ANst iH'eKLiiA
10%; no 1,5 mn B
amnyni; no 10 amnyn'y
nauui

TOB
"BIO®PAPMA
MNA3SMA"

YKpaiHa

TOB "BIOPAPMA
MNA3MA", YkpaiHa
(BMpOGHMLTBO,
nepBUHHE NaKyBaHHS;
BMPOOHULITBO, MEPBUHHE
Ta BTOPVHHE NaKyBaHHS,
KOHTPO/b SKOCTI, BUNYCK
Cepiii; KOHTPOb AKOCTI);

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu
| TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbkunii 3acib.
3MiHM Yy BUPOGHMUTBI. 3amiHa abo BBeAEHHS
[04aTKOBOT Ai/IbHULI BUPOBHULTBA [i/151 YaCTUHU abo
BCbOr0 BYPOBHMYOro NPOLLECY rOTOBOTO JiKApPChKOro
3acoby (ginbHULA ANS BTOPUHHOTO NakyBaHHS) -
BBEJEeHHA [04aTKOBOI AiNbHUL 4151 BTOPUHHOIO
nakyBaHHs1

3a
peyenmom

UA/15902/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BTOPVHHE NaKyBaHHS:
TOB "®3 "BIODAPMA,
YKpaiHa
11. ICEHTPECC TabneTku, BKPUTI Mepk Wapn i LBeiiuapi Brpo6HMK Cinranyp/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/9325/01/01
NNiBKOBOIO Ooywm IOEA A Hepo3dhacoBaHOl Ipnangis/ | TMNY - AOMIHICTpaTUBHI 3MiHW. 3MiHa peyenmom
06010HKot0, N0 400 vM6X NpPOAyKLUii Ta KOHTPO/Ib HigepnaHngn HalilMeHyBaHHs Ta/abo agpecu 3asBHVKa (BnacHuKa
Mr; no 60 TabneTok y akocTi: MCL, peecTpauiiiHoro noceig4eHHs) 3miHa agpecu
donakoHi; no 1 IHTepHeLwwHN MTM6X 3asiBHUKA (BNacHMKa PeECTPaLiiHOro NocBigYeHHS)
h/1aKOHY B KapTOHHIi (inis Civranyp), 3MiHn | TUNY - 3MiHK Wopao 6esnekn/edheKTUBHOCTI
Kopoobui Cinranyp; Ta dhapmakoHarnsgy. BeegeHHs abo 3miHv o
MCJ, IHTepHelwHN y3ara/ibHeHVX AaHux npo cuctemy apmakoHarnsagy
v6X / MC/ IpnaHgis (BBEAEHHSA y3araslbHEHUX AaHWX NPO cMcTemy
(Bennigaiin), IpnaHgjs; hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,
MepByHHE Ta BTOPUHHE BiNOBifa/1bHOT 3a 34iiCHEHHSA hapMakoHarnsay;
nakyBaHHs, [03BiN HA KOHTaKTHOI 0CO6M 3 thapmakoHarnsagy 3asiBHuka ans
BMMYCK cepii: Mepk 3piicHeHHs hapMakoHarnsay B YkpaiHi, K0 BOHa
Wapn i Joym B.B., BiAMiHHA Bif YyNOBHOBaXKeHOI 0cobu, BignosigabHOT
HigepnaHngmn 3a 3gilicHeHHs hapmakoHaragy (Bkvarun
KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MiLLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHMX AaHMX YNOBHOBaXXEHOI 0COOM 3asiBHMKA,
BiANOBIAa/IbHOI 3a hapMakoHariag.
3MiHa MicLA 3AiACHEHHSI OCHOBHOI AisifIbHOCTI 3
thapMakoHarnagy. 3miHa MicLe3HaxomKeHHs
mMacTep-gaiina cucteMu papmakoHarisgy.
12. ICEHTPECC TabneTkn, BKpUTI Mepk LWapn i Lseiiuapi Bupo6bHuk CiHranyp/ BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu - UA/14320/01/01
NNiBKOBOO Loywm |[OEA A Hepo3chacoBaHol IpnaHgis/ | TNy - AOMIHICTPaTMBHI 3MiHU. 3MiHa
o60n0Hkoto, no 400 rM6X NPOAYKLiT Ta KOHTPO/b HigepnaHnan HalilMeHyBaHHs Ta/abo agpecu 3asBHMKa (BNacHuKa
mr; in bulk: no 60 AKocTi: MC[, peecTpauiiiHoro noceigueHHs) 3miHa agpecu
TabneTok y o1akoHi; IHTepHewwHn M6X 3asBHVKa (BNacHWKa peecTpauiiHoro nocBig4YeHHs)
no 120 dpnakoHis B (cpinia Cinranyp), 3MiHn | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
rpynoBiii ynakosLi CiHranyp; Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu Ao
MCA IHTepHeLwHn y3aranibHeHVX faHux Npo cuctemy dpapmakoHarnsgy
vm6X / MC/A IpnaHgis (BBEAEHHSA y3araslbHEHNX AaHUX Npo cuctemy
(Bennigaiin), IpnaHgjs; thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobw,
MepBuHHE Ta BTOPUHHE BiANOBIA&UIbHOI 3a 34iiCHEHHSA hapMmakoHarnsaay;
nakyBaHHS, 403BiN Ha KOHTaKTHOI 0co6M 3 thapMakoHarnsgy 3asBHuka gns
BMNyCK cepii: Mepk 3[iicCHEHHs1 hapMakoHarnsay B YkpaiHi, K0 BOHA
Wapn i foym B.B., BiAMiHHa Bif, YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI
HigepnaHan 3a 3AjiicHeHHs1 hapMakoHaragy (Bkiyakum
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
thaiina cuctemun thapmakoHarisgy) 3miHa
KOHTaKTHUX JaHNX YOBHOBaXXEHOT 0CO6M 3as8BHMKA,
BignoBigasibHOI 3a hapMakoHarnsag.
3MiHa MicuA 3AiICHEHHSI OCHOBHOI AiSNIbHOCTI 3
thapmakoHarnagy. 3miHa Micue3HaxoKeHHs
macTep-haiina cucteMmu papmakoHarnsgy.
13. KAOTONPUN Tabnetkn no 25 mr, no MAT YKpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHnX maTtepiasiB: 3MiHu - UA/7638/01/01
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n/n

Hassa

JliKapcbKO20

3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsi0o4YeHHs

10 TabneTok y
6nictepi; no 2
6nictepu B naywj

"Knuismegnpen
apar"

"Knismegnpenapar”

| TNy - 3MiHW 3 AkocTi. A®I. CTabinbHicTb. 3MiHa
nepiogy NoBTOPHMX BUNPoGyBaHb/nepiogy
36epiraHHa abo ymoB 36epiraHHsa AdI (3a
BiICYTHOCTI y 3aTBEp)XEHOMY [OCbE cepTudikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei, Lo
BK/1HOYA€E Nepios NMOBTOPHOTO BUNPOGYBAHHS)
(nepiof noBTOpPHOro BUNpobyBaHHA/Nepios
36epiraHHs) - 36inbLIeHHs abo BBeAEHHS nepiogy
NOBTOPHOro BUNpobyBaHHsA/nepiogy 36epiraHHA Ha
OCHOBI pe3ynbTaTiB AOC/iKEHb Y peaslbHOMY Yaci -
3MiHM TepMiHy npugatHocTi AD| 3 3 pokiB Ha TEPMIH
[10 NpoBeieHHs1 NOBTOPHMX BUNPOGYBaHb 4 POKY Ha
OCHOBI NO3UTVBHWX pe3y/bTaTiB AOC/IMKEHHS
cTabinbHocTi 3aTBepakeHo: TepMiH npuaaTHoOCTI 3
poku 3anponoHoBaHo: TePMIH [0 NPOBEAEHHS
NOBTOPHMX BUNPOGYBaHb 4 POk BBeaeHHS 3MiH
NPOTArom 6-Tu MicALiB NicAa 3aTBEpPIKEHHS

14.

KANTONPUN

NOPOLLOK (CybCTaHList)
y nakeTax noAgiiHmx
nonieTMNeHoBUx ans
BMPOGHMLITBA
HecTepuIbHNX
nikacbkux popm

NAT
"Kuismegnpen
apar”

Ykpaina

XKesinr Xyaxai
dapmacbtoTiken Ko, NT/,

Kutaii

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| TNy - 3MiHW 3 AkocTi. A®I. CTabinbHicTb. 3MiHa
nepiogy NoBTOPHMX BUNPOGYyBaHb/nepioay
36epiraHHa abo ymoB 36epiraHHsa Ad| (3a
BiICYTHOCTI y 3aTBEp)XEHOMY [JOCbE cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei, Lo
BK/1HOYA€E Nepios, MOBTOPHOTO BUNPOGYBaHHS)
(nepiof NoBTOpPHOro BUNpobyBaHHA/Nepios
36epiraHHs) - 36inbLIeHHs abo BBeAEHHS nepioay
NOBTOPHOro BUNpobyBaHHsA/nepiogy 36epiraHHsA Ha
OCHOBI pe3ynbTaTiB AOC/iIKEHb Y peaslbHOMY Yaci -
3MiHM TepMiHy npuaatHocTi A®| 3 3 pokiB Ha TepMiH
[10 MPOBEAEHHSA MOBTOPHMX BUNPOBYBaHb 4 POKN Ha
OCHOBI MO3UTVBHYWX Pe3y/bTaTiB AOCNIMKEHHS
cTabinbHoCTI 3aTBepapxkeHo: Po3ain «TepMiH
npugaTHocTi» 3 pokv 3anponoHoBaHo: Po3gin
«TepMiH [0 NpoBefEeHHs MOBTOPHUX BUNPOOYBaHb>»
4 pokun BBeeHHs 3MiH NpOTAroM 6-Tn MicsLiB nicns
3aTBEPKEHHS.

UA/1138/01/01

15.

KAPCUN®

TabneTku, BKPUTI
060/10HKOI0, NO 22,5
mr, no 10 TabneTok y
6nictepi; no 8
6nicTepiB y KAPTOHHIl
nauuj

AT
"Codhapma”

Bonrapis

Brpo6HMUTBO
Hepo3dgacoBaHOl
npoayKLii, nepBrHHa Ta
BTOpPUHHa ynakoBka: AT
"Codhapma", bonrapisi;
[lo3Bin Ha Bunyck cepii
a60 BMPOGHMLITBO 3a
NOBHUM UMKNIOM: AT
"Codhapma”, Bonrapis

Bonrapis

BHECEHHS 3MiH 40 peecTpaviiiHMX MaTepiasiB: 3MiHN
| TNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkunii 3aci6.
3MiHM y BUPO6HMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AiNlbHUL BUPOGHMLITBA A1 YaCTUHM abo
BCbOr0 BMPOBHMYOr0 NPOLECy roToBOro Nikapcbkoro
3aco6y (AinbHMLA, Ha K NpoBOAATLCA Oy Ab-SKi
BMPOGHWYI CTaAji, 3a BUHATKOM BUMYCKY CEpii,
KOHTPO/O AKOCTi, NEPBUHHOTO Ta BTOPYHHOIO
nakyBaHHs, 419 HECTEPWU/TbHUX NiKapCbknX 3acobiB)
- BBEEHHSA [0AATKOBOI AiNbHULj BUpo6HULUTBa AT
"Codhapma", Byn. InieHcbke woce, 16, Codis, 1220,
Bonrapis - ginbHWUSA, Ha SKii NpoBoAATLCA By Ab-SKi

6e3
peyenma

UA/2773/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsi0o4YeHHs

BMPOGHWYI CTaAji, 3a BUHATKOM BUMYCKY Cepii,
KOHTPO/O AKOCTi, NEPBUHHOTO Ta BTOPYHHOIO
nakyBaHHs, /19 HECTEPUIBHUX NMiKaPCbKMX 3aco0iB;
3MiHW | Tuny - 3MiHK 3 AKOCTI. [OTOBWIA NiKapCbKuii
3aci6. 3MiHM y BUPO6HULTBI. 3amiHa abo BBEEHHS
[04aTKOBOI fiNbHULI BUPOBGHMLTBA A1 YaCTUHN abo
BCbOr0 BMPOOGHNYOTrO NPOLLECY roTOBOTO /iKapPCbKOro
3aco0by (4i/IbHMUA AN1A NepBUHHOTO NakyBaHHS) -
BBE/lEHHS 404aTKOBOI AiNbHULI BUpOBGHULTBa AT
"Cocpapma", Byn. lnieHcbke woce, 16, Codis, 1220,
Bonrapisi 419 NepBMHHOIO NakyBaHHA Nikapcbkoro
3aco0y; 3MiHu | TUNy - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbkuid 3aci6. 3mMiHM y BUPO6GHMLTBI. 3amiHa abo
BBe/leHHs 0AATKOBOI AiNbHULI BUPOBHMLTBA AN
4acTVHM abo BCbOro BUPOGHNYOro nNpoLecy rotoBoro
nikapcbKoro 3acoby (AiNbHWUUSA 415 BTOPUHHOTO
nakyBaHHs1) - BBeleHHSA 404aTKOBOT AiNbHULI
BupobHuUTBa AT "Codhapma”, Byn. lnieHcbke Lwwoce,
16, Codist, 1220, bonrapis 415 BTOPYHHOIO
nakyBaHHs NlikapcbKoro 3acoby. 3MiHN BHECEHI
LLIOAO BBEAEHHS A04ATKOBOI AiNIbHULI BUPOOHULTBA
nikapcbKoro 3acoby, sk HAcNiAoK - 3aTBEPAKEHHS
TEKCTY MapKyBaHHSA ynakoBku AN A0AATKOBOI
BMPOGHMYOT AiNbHUL; 3MiHW | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA NMikapcbkuii 3aci6. 3MiHM Y BUPOOHULITBI.
3MiHa po3Mipy cepii (BKIoYatoun AianasoH po3mipy
cepil) roToBOro NikapcbKoro 3acoby (36isbLUEeHHs 40
10 pasiB MOPIBHSHO i3 3aTBEPAKEHNM PO3MIPOM) -
36iNbLUEHHS 3aTBEPKEHOro po3Mipy cepii roToBOro
nikapcbKkoro 3acoby (MiHimasibHa cepis: 640 000
TabneTok, BKpUTMX 060I0HKOO (288 Kr);
MakcumMasibHa cepisti: 2 560 000 TabneTok, BKpUTUX
060n0Hkot0 (1 152 Kr))

16.

NOPJEC®

TabneTkn BKpUTI
060/10HKOI0 MO 5 Mr,
no 10 TabneTok y
6nictepi, no 1, 2 a6o 3
6nicTepun y KapTOHHiIl
ynakoBLi

HOBEN INAY
CAHAI BE
TIOXAPET

A.LL.

TypeuunH
a

HOBE/ INIAY CAHAI BE
TIOXKAPET A.LL.

TypeuunHa

BHECEHHS 3MiH [0 peecTpaviiiHMx maTepiasis:
YTOUHEHHSA YMOB BifnycKy nikapcbKoro 3acoo6y B
Hakasi MO3 YkpaiHu 2272 Big 20.10.2021 B
npoueci BHECEHHSA 3MiH (3MiHu | Tuny - 3miHn 3
sikocTi. FoTOBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKyrnoptoBasbHWii 3aci6. 3MiHa po3mipy
yMakoBKM FOTOBOTO NiKapCbKoro 3acoby (3miHa
KiNbKOCTI 0guHWLG (Hanpuknag, TabneTok, amnyn
TOLLO) B ynakoBLi:) - 3MiHa no3a gianasoHoM
3aTBEPAKEHVX PO3MIPIB YNaKOBKN - BBEAEHHS
[04aTKOBOI ynakoBka fnikapcbkoro 3acoby Ne 10
(10x1) y 6nictepax, 6€3 3MiHVW NEPBUHHOTO
nakyBa/lbHOro Martepiasy, 3 BiANOBIAHUMY 3MiHAMV B
po3aini «YnakoBka». 3MiHW BHECEHI B iIHCTPYKLLiO
0151 MeAMYHOro 3acTOCyBaHHSA NiKapcbKoro 3acoby y

6e3
peyenma

UA/11552/02/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
po3ain "YnakoBka", ik HacMigoK nosisa foAaTkoBOro
nakyBaHHs). Pejakuis B Hakasi: 3a peLenTom.
3anponoHoBaHa pefakuis: 6e3 peuenTa.
17. HOKCA®IN® CyCneHsis opasibHa, Mepk Wapn i LBeiiuapi BMPOBHUK Kanaga/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/9269/01/01
40 mr/mn; no 105 mny Ooywm IOEA A Hepo3dhacoBaHOl PpaHuin/ | TMNY - AOMIHICTpaTUBHI 3MiHW. 3MiHa peyenmom
thnakoHi; no 1 vM6X NpoAyKLii, NnepBuHHe Benbris HalilMeHyBaHHs Ta/abo agpecu 3asBHVKa (BnacHuKa
th1akoHy 3 MipHOIO nakyBaHHs: [MaTeoH peecTpauiiiHoro noceig4eHHs) 3miHa agpecu
NIOXEUKOH Y KapTOHHIlA IHK., KaHaga; BTOpUHHe 3asBHUKa (BNacHMKa peecTpauiliHoro Noceig4eHHs)
Kopoo6ui nakyBaHHs, BUNYyCK cepil: 3MiHn | TUNY - 3MiHK Wopao 6esnekn/edheKTUBHOCTI
Ta dhapmakoHarnsgy. BeegeHHs abo 3miHv o
CEHEKCI HSC - y3ara/ibHeHVX AaHux npo cuctemy apmakoHarnsagy
EPYBI/Ib CEHT KJIEP, (BBEAEHHSA y3araslbHEHUX AaHWX NPO cMcTemy
®paHuis; LWepiHr-Mnay hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,
Nab6o H.B., benbris BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0CO6M 3 thapmakoHarnsagy 3asiBHuka ans
3piicHeHHs hapMakoHarnsay B YkpaiHi, K0 BOHa
BiAMiHHA Bif YyNOBHOBaXKeHOI 0cobu, BignosigabHOT
3a 34jiicHeHHs thapmakoHarnsagy (Bknoyarum
KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MiLLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHMX AaHMX YNOBHOBaXXEHOI 0COOM 3asiBHMKA,
BiANOBIAa/IbHOI 3a hapMakoHariag.
3MiHa MicLA 3AiACHEHHSI OCHOBHOI AisifIbHOCTI 3
thapMakoHarnagy. 3miHa MicLe3HaxomKeHHs
mMacTep-gaiina cucteMu papmakoHarisgy.
18. MPOCTAKEP Kancynu no 320 mr; no META TainaHg, BUPOGHMK in bulk, TainaHg, BHECEHHS 3MiH 0 pEECTpaLiiiHMX MaTepiasiB: 3MiHN 6e3 UA/11072/01/01
10 kancyn y 6nictepi; NIANOCAVEH BUMYCK Cepii | KOHTPO/Tb | TNy - AOMIHICTPaTMBHI 3MiHU. 3MiHa peyenma
no 1, 3abo 6 CI3 Mabnik [aKocTi: Mera HalilmeHyBaHHs Ta/abo agpecy MicLs NPOBaKEHHS
6nicTepiB y KAPTOHHIl Komnawi NaiidpcaiteHcis Mabnik LisiNbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
Kopoobui Nimiten KomnaHi Nlimites, NikapcbKoro 3acoby, BKIOYaUW AiIbHNLi BUNYCKY
TainaHg; BUPOGHMK in cepii abo micue NpoBefeHHS KOHTPOJI SKOCTI.
bulk, nepBuHHe i (misnbHICTb, 3a Ky BiANOBiAaE BUPOOHMK/iMIopTep,
BTOPUHHE MakyBaHHA: He BK/I04arumn BMMNYCK Cepiit) - 3MiHa B agpeci
Mera NaiidbcaiieHci3 BMpo6HUKa 13 Mera NaiidpcaiieHcis Mabnik
Ma6nik KomnaHi Nimites, Komnani Mimiten, TainaHg (BMpo6HuK in bulk,
TainaHg nepBUHHE | BTOPUHHE MakyBaHHS), 6e3 3MiHn Micus
BMpOGHMLTBA (BBEAEHHS 3MiH NPOTAroM 6-Tn
MiCsILiB Micns 3aTBEPAKEHHS)
19. MPOTONMUK masb 0,03 %; no 10 r JIEO dapma [Oanis NEO Na6opartopic Ipnangis BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/7779/01/01
a6o no 30 r, abo no 60 AIC Nimites (BUpOOHNLTBO YTOUHEHHS A03yBaHHA NikapCcbKOro 3acoby B peyenmom

ry Ty6i; no 1 Ty6i B
KapTOHHI KOpooLi

3a NOBHUM LKIOM)

Hakasi MO3 YkpaiHu 2272 Big 20.10.2021 B
npoueci BHECEHHS 3MiH (3MiHM | TUMy - 3MiHK WoA40
6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
BBeeHHs1 ab0 3MiHM A0 y3arasibHeHUX AaHuX Npo
cuctemy dpapmakoHarnsagy (BBefeHHs y3arasibHeHuX
[aHnx npo cuctemy dpapmakoHarnsgy, amiHa
YNOBHOBaXEHOT 0CO6MU, BigNoBiganbLHOI 3a
3fiicCHEHHS1 ddapMaKoHarns4y; KOHTaKTHOI 0cobu 3
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
thapmakoHarnagy 3asBHuKa Ansi 34iiCHEHHSA
thapMakoHarnagy B YkpaiHi, AKLO BOHA BigMiHHA Bif,
YNOBHOBAXEHOT 0CO6MU, BigNoBigaNbHOI 3a
3piicHeHHs hapmakoHarnsay (BkioYakun
KOHTaKTHi faHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
(paiina cuctemu chapmakoHarnsay) - amiHa
KOHTaKTHOI 0CO6U YNOBHOBaXXEHOT 0COOM 3asBHMKA,
BiANoBiga/IbHOI 3a hapMakoHarnsg B YkpaiHi.
MponoHoBaHa pepakuis: daHinosa Jlapuca
BonognmupisHa. 3MiHa KOHTaKTHUX JaHnX
KOHTaKTHOT 0CO6U YNOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBIAaUIbHOI 3a hapmakoHarnag B YKpaii).
Pepakuisi B Hakasi: masb 0,03 %, 0,1 %.
3anponoHoBaHa pegakuisi: Ma3b 0,03 %.
20. PE30IrNosIH PO34nH N8 iH'eKujin, TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/13033/01/02
1500 MO (300 mkr "BIO®PAPMA MNA3MA" | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3acib. peyenmom
iMyHOrno6yniHy); no 2 MNA3MA" (BUPOGHMLTBO, 3MiHV Yy BUpOOHMUTBI. 3amiHa abo BBeeHHS
M/ B amnyni, no 1 a6o NepBUHHE NakyBaHHS; [04aTKOBOT 4i/bHUL| BUPOBHULTBA A4/15 YacTUHU abo
3,a60 5 amnyn B BMPOGHMLITBO, NEPBUHHE BCbOr0 BMPOGHMYOrO NpoLEecy roToBOro /iKapcbkoro
nauui Ta BTOPVHHE NakyBaHHS, 3aco0by (4ibHULA 415 BTOPUHHOIO NaKyBaHHS) -
KOHTPO/b AKOCTi, BUMYCK BBEAEHHSA A0AATKOBOI AiNbHULL 4719 BTOPUHHOIO
Cepiii; KOHTPOb AKOCTI); nakyBaHHs
BTOPVHHE NaKyBaHHS:
TOB "3 "BIOPAPMA,
YKpaiHa
21. PE30OINNMOBIH PO34UH AN1s1 iH'EKLiA, TOB Ykpaina TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/13033/01/01
1500 MO (300 mkr "BIO®PAPMA MNA3MA" | TNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkunii 3acib. peyenmom
iMyHOrno6yniy); no 1 NIA3MA" (BMpOGHMLTBO, 3MiHM Yy BUpO6GHMLTBI. 3amiHa abo BBeAEHHS
M1 B amnyni, no 1 a6o nepBuHHE NakyBaHHS; [04aTKOBOT Ai/IbHULI BUPOBHULTBA 7151 YaCTUHU abo
3,a6o0 5 amnyn B BUPOOBHMLTBO, NEPBUHHE BCbOr0 BUPOOGHMYOrO NPOLECY FOTOBOTO JliKAPCbKOro
nauui Ta BTOPVHHE NaKyBaHHS, 3aco0by (AinbHULA 415 BTOPUHHOIO NakyBaHHS) -
KOHTPO/b SIKOCTi, BUNYCK BBEJleHHA [104aTKOBOI AiNbHULL 4151 BTOPUHHOIO
Cepiii; KOHTPOb AKOCTI); nakyBaHHs
BTOPVHHE NaKyBaHHS:
TOB "®3 "BIO®APMA,
YkpaiHa
22. PUHA3O/MIH® cnpeii HazanbHWiA, 0,5 AT "dapmak” Ykpaina AT "®apmak” YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 UA/7191/02/01
mr/mn no 15 mny | TNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkunii 3aci6. peyenma

donakoHi
nosieTnneHoBomy,
3abe3neyeHomy
Hacagkoto 3
[103aTOPOM i 3aXMCHUM
KoBnaykom abo no 10
MY cp/1aKoHi
CK/ISIHOMY 6pYyHaTHOro
KOMbOopY,
3a6e3nevyeHomy

3MiHV Yy BUPOOHMLUTBI. 3MiHM Y NpoLeci BUPOGHMLITBA
roTOBOrO /iKapCbKOro 3acoby, BKIo4aum
NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCA NpY
BUPOBHMLTBI TOTOBOTO /liKapCbKOro 3acoby
(He3HauHa 3MiHa y npoueci BUpOOHMLTBA) 3MiHa Y
npoteci Bupo6bHuuTea N3 y nonieTuneHosunx ta
CKMSAHMX p1akoHax, 30Kpema: BUyYeHO KOHTPO/b
«LlinicHicTb hinbTpiB, TEMMNEpaTypa Ta vac
cTepunizauii hinbTpaLiiiHol ycTaHOBKM,
Temneparypa po3umHy» Ha ctagii «®PinbTpauis
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

HacocoM-[103aTopoMm 3
posnuntoBavem
HazaJIbHOro
npv3HaveHHs; no 1
dhnakoHy B nauui 3
KapToHy

PO3UUMHY», SIKi HE € HEOOXiIAHNMMN NPV BUTOTOB/IEHI
HecTepw/IbHOT Nikapcbkoi hopMu. 3MiHK | TRy -
3MiHK 3 siKocTi. FoToBUIA Nikapcbkuii 3aci6. Onuc Ta
cknag,. 3miHa y cknagi (4OMOMKHUX peyoBMHaxX)
roTOBOrO NiKapCbKoro 3acoby (iHLi AONOMiXKHI
peyoBuHK) - 3amiHa OfHIET LONOMKHOI PEYOBUHM Ha
iHLLY 3 TMU caMnMK DYHKLOHA/TbHUMM
XapakTepucTkamy Ta Ha TOMy CaMOMy PiBHi -
3aMiHa [OMOMiXHOI PeYOBMHM BOAA A5 iH'EKL Ha
BOAY OUMLLEHY.

BBEJEHHS 3MiH NPOTAroM 6-TW MicAUiB nicns
3aTBEPAXKEHHS. 3MiHM | TUNY - 3MiHW 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHKiA 3aci6. 3MiHa Y
NepBUHHIli yNakoBLji rOTOBOr0 NikapcbKoro 3acoby
(Tun koHTeliHepa abo AofaBaHHA HOBOrO
KOHTeliHepa) - TBepAi, M'ski Ta HeCTepUbHI piaki
nikapcbki hopMu - BBEAEHO aNbTepHATUBHWI BUA,
NepPBUHHOTO NakyBaHHs, a came: /1TakoHW CKNSHI
6pyHaTHOro Kosibopy 3abe3neyeHi Hacocamu-
Jo3aropamy 3 po3nuioBavemM Ha3aslbHOro
NpU3HAYeHHs.
3MiHV BHECEHI B iHCTPYKLit0 4151 MeguyHoro
3aCcTOCyBaHHS NiKapCcbKoro 3acoby y po3ginm
"Cknag" (LOmoMikHI pe4oBuHM), "YnakoBka" 3
BiANOBIAHUMU 3MiHAMU B TEKCTI MapKyBaHHS
ynakoBoK. 3MiHu | Tuny - 3MiHK 3 AKocTi. FoToBwMi
nikapcbkuii 3aci6. KOHTPOb roTOBOrO NiKapCbKOro
3acoby. 3miHa napameTpiB cneyudikauin Ta/abo
[0NYyCTUMUX MEX FOTOBOTO J1iKapCbKoro 3acoby (iHLwui
3MiHW) BHECEHHS 3MiH Ao Cneuudikauii/MeTopgis
BUNPO6YBaHHsA /13, 30kpema: BBEAEHHS
[0[aTKOBOro 06'eMy BMICTYy (h/iakoOHy - He MeHLwe 10
M.

23.

CIHOPAHON®

TabneTkun
MPOJIOHroBaHoI Aji No
2 mr, no 14 Tabnetok
y 6nictepi; no 2, 4 a6o
6 6nicTepiB y
KapTOHHI ynakoBL,i

3AT
PapmaueBTNy
HWIA 3aBOf,
ETIC

YropumHa

BUMYCKHWIA KOHTPO/b!
3AT dapmaueBTUYHWMi
3asop ElIC, YropumHa;

NOBHUIA LKA
BMPOGHMLITBA,
BK/THOHAI0UM BUMYCK
cepii: PAPMATEH C.A,,
pewis; NOBHUIA LUWKN
BMPOGHMLITBA,
BK/THOHAI0UM BUNYCK
cepii: PAPMATEH

IHTEPHELUHAN C.A.,

peuis

YropwuHa/
Ipeuis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
BunpasneHo TexHiYHY NOMW/IKY Y A0AaTKOBOMY
TEKCTi MapKyBaHHS BTOPVHHOT YNakoBKM /liKapCbKOro
3acoby A/151 BCiX BUAiB YNakoBOK Ha BCi J03yBaHHA

3a
peyenmom

UA/14842/01/01

24.

CIHAPAHON®

TabneTkn

3AT

YropLumHa

BUNYCKHWIA KOHTPO/b:

YroplumHa/

BHECEHHS 3MiH [10 peecTpaviiHix maTepianis:

3a

UA/14842/01/03
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
MPOJIOHroBaHoI Aji No PapmaueBTNy 3AT dapmaueBTUYHWIA Ipeuis BunpaBneHo TeXHiYHY MOMW/IKY Y A0AaTKOBOMY peyenmom
4 wr; no 14 TabneTok HWi1 3aBOf, 3asof ElC, YropLimHa, TeKCTi MapKyBaHHS BTOPUHHOI YNakoBKW NikapCbKoro
y 6nicTepi; no 2, 4 abo ErcC MOBHWIA LKA 3acoby 4115 BCiX BUAIB YNakoBOK Ha BCi A03yBaHHsA
6 6nicTepiB y BMPOGHMLITBA,
KapTOHHIA ynakoBLi BK/THOHAI0UM BUNYCK
cepii: PAPMATEH C.A,,
"pewjisi; NOBHUIA UWKN
BUPOOHULTBA,
BK/l0YAI0UM BUMYCK
cepii: PAPMATEH
IHTEPHELUHA C.A.,
peuis
25. CIHAPAHON® TabneTku 3AT YropumHa BWMYCKHWIA KOHTPO/Ib: YropmHa/ BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/14842/01/04
NPOMOHIOBaHOI Aji No dPapmaueBTny 3AT dapmaLeBTUYHWMIA Ipeuis BunpasneHo TeXHIYHY NOMWIIKY Y OAATKOBOMY peyenmom
8 wr, no 14 tabneTok HWi1 3aBOf, 3asop ElIC, YropumHa; TEKCTi MapKyBaHHS BTOPUHHOI YNaKkoBKW NikapCbKoro
y 6nicTepi; no 2, 4 abo EFIC NOBHUIA LMK 3acoby 4/14 BCix BMAiB YNakoBOK Ha BCi fO3yBaHHSA
6 6nicTepiB y BUPOBHULTBA,
KapTOHHI ynakosL,i BKJ/THOYAI0UN BUMYCK
cepii: PAPMATEH C.A,,
peuis; NOBHWIA LyKN
BMPOGHMLITBA,
BK/THOHAI0UM BUMYCK
cepii: PAPMATEH
IHTEPHELLHN C.A,,
peuist
26. TYTIHA PO34UH AN1s1 iH'EKLiA, Tynin a6 IHais Crepun-[xeH Naiidy IHais BHECEHHS 3MiH 0 pEECTpaLiiiHMX MaTepiasiB: 3MiHN 3a UA/8117/01/01
100 mr/mn; no 5 mn B MpaiisiT Caitencus (M) Ntg, | TNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkunii 3acib. peyenmom
amnyni; no 5 amnyn B Nimitep 3MiHM Yy BUpO6GHMLTBI. 3amiHa abo BBeAEHHS

Nnotky 3 MNBX; koxeH
I0TOK B ynakoBLiji 3
KapToHy

[04aTKOBOT Ai/IbHULI BUPOBHULTBA 7151 YaCTUHU abo
BCbOr0 BYPOGHWNYOTO MPOLECy roToBOro ikapcbKoro
3aco0y (AinbHMLSA, Ha 5Kl NPoBOAATLCA By Ab-SKi
BMPOGHUYI CTagil, 3a BUHATKOM BMNYCKY cepil,
KOHTPOJI0 AIKOCTI Ta BTOPMHHOIO NakyBaHHS AN
CTEPUNTBHUX NIKapPCbKMX 3ac06iB (BKIOYa0Un
BMPOGIEHi acenTUYHUM METOLOM), KPiM NiKapCbKMX
3ac06iB 6i0/10r4YHOr0/iIMyHOOFYHOrO MOXOAKEHHS).
CynyTHS 3MiHa - 3MiHW 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa abo BBEeAEHHS
[04aTKOBOI fibHULI BUPOGHMLTBA A5 YacTUHW abo
BCbOr0 BMPOBGHMYOrO NpoLEecy roToBOro /ikapcbkoro
3aco0by (4ibHULA ANS BTOPUHHOIO NakyBaHHS) -
3MiHa BMPOGHMKA rOTOBOrO NiKapCbKoro 3acooy,
3aTBepxeHo: Aurobindo Pharma Limited, India;
3anponoHoBaHo: Steril-Gene Life Sciences (P) Ltd.,
India. 3miHu | TUNY - 3MiHK 3 AKkocTi. [oTOBWIA
nikapcbkuii 3aci6. 3MiHM Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYHTLCS BUMYCKY cepii Ta

KOHTPOJH0 SIKOCTi rOTOBOrO flikapCbKOoro 3acoby
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
(3amiHa abo foAaBaHHSA BMPOGHMKA, LLO BiANOBIAAE
3a BBe3eHHSA Ta/abo Bunyck cepir) - Bkwoyarum
KOHTPONb/BUNPo6YyBaHHA cepii. 3MiHa BUPO6HUKa
roTOBOrO /iKapCbKOro 3acoby, 3aTBEPAXEHO:
Aurobindo Pharma Limited, India; 3anponoHoBaHo:
Steril-Gene Life Sciences (P) Ltd., India , wo
BiANOBIAaE 3a BUPOOGHULITBO Ta BUMYCK cepii,
BK/THOHAI04M KOHTPO/1b/BUNPOGYBaHHSA cepil.
27. YPCOCAH® kancynm no 250 mr no MPO.MEA.LIC Yecbka BCi cTagii BUpO6HMLTBA, Yecbka BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/3636/01/01
10 kancyn y 6nictepi, Mpara a.c. Pecny6nik KOHTPO/Ib AKOCTi Ta Pecny6nika | Tuny - AAMiHICTpPaTVBHI 3MiHU. BunyyeHHs peyenmom
no 1 a6o 5, a6o 10 a BUNYyCK cepil: BUPOGHMYOT AiNbHUL (BKNHOYAOUN AiNbHULI A5
6nicTepiB y KAPTOHHIi MPO.MEZA.LC lMpara A®I, npomi>XHOro NPoAyKTy abo rotosoro
Kopoo6Li a.c., Yecbka nNiKapcbKoro 3acoby, AiNbHUL 4118 NPoBeAeHHS

Pecny6nika; nepBuHHe i
BTOPUHHE MaKyBaHHS:
CBYC dapwma a.c.,
Yecbka Pecny6nika;
NepBUHHE | BTOPUHHE
nakyBaHHA: KOODPAPMA
C.p.o., Yecbka
Pecny6nika; KOHTpO/b
akocTi: AJIC Yecbka
Pecny6nika, c.p.o.,
Yecbka Pecny6nika;

nakyBaHHs1, BUPOGHWMKA, BiZNOBIgaIbHOrO 3a BUNYCK
cepiii, MicLe NpoBeAEHHST KOHTPOIO cepii) abo
noctayasibHMKa BUXiAHOr0 MaTepiasny, peareHTy abo
[LONOMDKHOT peqyoBMHN (SIKLLO 3a3HAYEHO Y AOCHE)
BW/TyYEHHS BUPOOHUKA XeHHIr ApuHaimiTTens MM6X
i Ko.KI", Himeuumnna / Hennig Arzneimittel GmbH &
Co.KG, Germany BeeHHs 3MiH NpoTAromM 6-tu
MiCALIB MicnA 3aTBEPMKEHHSA. 3MiHu | Tuny -
AZMiHICTpaTUBHI 3MiHN. BruyyeHHs1 BUPOGHUYOT
LinbHUUI (BKIOYaOUM AinbHUU ans Adl,
NPOMIXXHOr0 NPOAYKTY abo roToBOro fikapcbkoro
3aco0y, AiNbHULI ANA NPOBEAEHHS NaKyBaHHS,
BMPOGHMKA, BiAMOBIgaIbHOMO 3a BUMYCK Cepiid, MicLie
NpoBeEeHHS KOHTPOIO cepii) abo nocTavanbHuKa
BVXiHOTO Marepiany, peareHTy abo AONOMiXHOT
PEYOBMHM (SKLLO 3a3HAYEHO Y [OCbE) BunyyeHHs
Bupo6Hmka A®l PHARMAZELL GmbH, HimeyunHa
(Site of production PHARMAZELL SCHWEIZ
GMBH, Oristalstrasse 65, Switzerland-4410 Liestal)
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBepMXEHHS. 3MiHM | TNy - 3MiHU 3 AKOCTI.
CepTudpikat signosigHocTi/lE-cepTucpikat
BiANOBIAHOCTI €BpONenchbkili
thapmakonei/moHorpadii. NogaHHsA HoBOro abo
OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI ab6o
BUyYEHHS cepTudpikaTta BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei: ana A®l; ans BuxigHoro
MaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, LLO
BMKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[OMNOMDKHOT peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA
cepTudikaT Bif yxe 3aTBEpAXEHOr0 BUPOOHUKA -
MopaHHA OHOB/IEHOTO cepTudikaTy BifNOBIAHOCTI
€Bponelicbkiit hapmakonei R1-CEP 1999-047-Rev
07 (nonepeaHs Bepcis R1-CEP 1999 -047-Rev 06)
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

Ha A®| ypcogeokcuxonesa K1cioTa, y 3B's3Ky 3i
3nuTTsM komnain PCA S.P.A. Ta ICE S.P.A., Ha3By
KomnaHii Prodotti Chimici E Alimentari S.P.A. 6yno
3MiHeHO Ha ICE S.P.A., ITanisa BeegeHHs 3MiH
NPOTArom 6-Tv MicAILiB Micns 3aTBepKeHHS. 3MiHu |
Tuny - 3MiHM 3 akocTi. CepTuddikaTt BignosigHocCTI/lIE-
cepTudikaT BignoBigHOCTI EBpoNenchKiii
thapmakonei/MoHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOrO cepTudikara BignosigHoOCTi abo
BW/yYEHHS cepTudpikaTta BiANoOBIAHOCTI
€Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BUKOPWCTOBYIOTLCS Y BUPOOHNULUTBI ADI; ans
[ONOMDKHOT peqyoBrHK (cepTudpikat BignoBigHOCTI
€sponelicbkili hbapmakoner) - OHOBNEHNI
cepTudikaT Bif yxe 3aTBepAXEeHOro BUPOOHUKaA -
MogaHHA OHOBNEHOrO cepTudikaTy BiAMOBIAHOCTI
€Bponeiicbkiit hapmakonei RO-CEP 2018-115-Rev
01 (nonepegaHs Bepcia RO-CEP 2018-115-Rev 00)
Ha A®| ypcofeokcmxonesa KUCN0Ta, Bif BXe
3arBepmxeHoro supobHnka PHARMAZELL GmbH,
HimeuunHa BBegeHHs 3MiH MPOTAroM 6-Tu MicsLiB
nicns 3aTBepaKeHHs.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbkuii
3aci6. 3MiHM y BUpO6HULTBI. 3MiHa iMnopTepa/3MiHu,
LLIO0 CTOCYIOTbCA BUMYCKY Cepii Ta KOHTPOO AKOCTI
roToOBOro fikapcbkoro 3acoby (3amiHa abo
[ofaBaHHA OiNbHULI, Ha 5K 34iACHI0ETLCSA
KOHTPO/b/BMNpOGYBaHHSA cepii) JloaaBaHHs
BMPOGHMKA, LLO BiNOBIAAE 3@ 3AiACHEHHSI KOHTPO/IO
akocTi [N13 A/IC Yecbka Pecny6nika, ¢.p.o., Yecbka
Pecny6nika / ALS Czech Republic, s.r.0., HYecbka
Pecny6nika BeefieHHs1 3MiH NpOTArom 6-Tn MicAuiB
nicns 3aTBepaKeHHs.

28.

DJTYKOHA3O0N

Kancynu no 50 mr, no
7 a6o 10 kancyny
6nictepi, no 1
6nictepy B KOpo6L;i 3
KapToHy

TOB
"AcTpadrapm"

YKpaiHa

TOB "AcTpadapm”

YKpaiHa

BHECEHHS 3MiH 0 pEECTPAaLiiiHMX MaTepiasiB: 3MiHN
| TMNY - 3MiHX BHECEHI A0 IHCTPYKLIT 418 MeanyHOro
3acToCyBaHHS NiKapcbKoro 3acoby y po3ginm
"®apmakonoriyHi BnactmsocTi’, "OcobnnBoCTi
3acTocyBaHHS", "3acTocyBaHHs y nepiog BaritTHOCTI
abo rogyBaHHs rpyaato”, "TobiuHi peakwyii
BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLii LWoo 6e3neku
Ait040i pevoBUHM

3a
peyenmom

UA/9065/01/01

29.

D/TYKOHA3O0N

Kancynu no 100 mr, no
10 kancyn y 6nictepi,
no 1 6nictepy y
KOpOGLii 3 KAPTOHY

TOB
"AcTpadapm"

YKpaiHa

TOB "AcTpadapm”

YKpaiHa

BHECEHHS 3MiH 40 peecTpavliinHMX MaTepiasiB: 3MiHN
| TMNY - 3MiHW BHECEHI A0 IHCTPYKUIi AN MegnuyHoro
3aCcTOCyBaHHS NiKapCbKoro 3acoby y po3ginm
"apmakonoriyHi BnactmeocTi’, "Oco61MBOCTi

3a
peyenmom

UA/9065/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

3acTocyBaHHs", "3acTocyBaHHsA y Nepios BariTHOCTI
abo rogyBaHHs rpyaato”, "MobiuHi peakwyii
BIANOBIAHO [0 OHOBMEHOT iHhopMaLii Woao 6e3neku
[ito40i peyoBMHN

30.

®JTYKOHA3O0N

kancynu no 150 mr, no
1 kancyni B 6nictepi;
no 1 a6o no 2, abo no
3, abo no 4 6nictepn y
KOpOO6Lii 3 KapTOHY

TOB
"AcTpadrapm"

YKpaiHa

TOB "AcTpadapm”

YKpaiHa

BHECEHHS 3MiH 0 PEECTPALiiHMX MaTepiasiB: 3MiHN
| TMNy - 3MiHX BHECEHI A0 IHCTPYKLIi 418 MeanyHOro
3acToCyBaHHS NiKapcbKoro 3acoby y po3ginm
"®apmakonoriyHi BnactmsocTi’, "OcobnnBoCTi
3acTocyBaHHS", "3acTocyBaHHs y nepiog BaritTHOCTI
abo rogyBaHHs rpyaato”, "MobiuHi peakwyii
BiANOBIAHO 4,0 OHOBNEHOT iH(hopMaLii LWoao 6e3neku
Ait040i pevoBUHM

3a
peyenmom

UA/9065/01/03

31

XENNEKC®
AHTUKONA

Tabnetku in bulk: no
5000 TabneTok y
noAgiiHomy
nonieTnaeHoBoMy
nakeTi B KOHTeHepi

Mosi Xenc
rmeX

LBeiiuapi
A

CaBa Xenckea /1T,
IHAis;
Megiton
dapmacsbtoTikan /11a,.,
YropLimHa

IHais/
YropLmHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
YTOUYHEHHS peecTpauiiiHoro Homepa B Hakasi
MO3 YkpaiHu Ne 1922 Big 10.09.2021 B npoueci
BHECEHHSA 3MiH (3MiHV | TUNYy - nogaHHA
OHOB/EHOrO cepTudikaTy BignosigHocTi €EP No. R1-
CEP 2002-020-Rev 08 ana A®l napauetamony Big,
3aTBepKeHOro BUpo6Huka Farmson
Pharmaceutical Gujarat Private Limited, India Ha
3amiHy cepTudikaty BignosigHocti E® No. R1-CEP
2002-020-Rev 07; 3i 3MiHOO Ha3BM Ta BUPOBHUYMNX
NOTYXXHOCTEl BUPOBHUKA Y BiANOBIAHICTL A0
OHOBJ/IEHOrO cepTudikaTy BifgnNoOBIAHOCTI
€Bponelicbkiin hapmakonei; 3MiHu | Tuny - NogaHHsA
OHOB/IEHOTO cepTUaiKaTy BiANOBIAHOCTI
€sponelicbki hapmakonei (R1-CEP 2008-154-Rev
01) Ha A®I xnopdheHipamiHy Masiear Bif, BXxe
3aTBepXeHOro BUpo6Hvka Supriya Lifescience Ltd.,
India Ha 3amiHy cepTucpikaTy BignosigHocTi €® No.
R1-CEP 2008-154-Rev 00; 3i 3MiHOIO Ha3BU
BMpO6HUKA Y BIANOBIAHICTL A0 cepTudikaty
BiAnNoBigHOCTI €Bponeiicbkili hapmakonei). Pefakuis
B Hakasi: UA/9864/01/01. 3anponoHoBaHa
pepakuis: UA/9664/01/01.

UA/9664/01/01
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LMNPO®/IOKCA
LMH

PO34MH N8 iHdysild, 2
mr/m; o 100 a6o 200
My naawLi, no 1
NASWLi B maywyi; no
100 a6o 200 mny
nnswkax, no 100 a6o
200 Mn y KoHTeliHepax

TOB "tOpisi-
dapm"”

YkpaiHa

TOB "HOpia-®apm”

YKpaiHa

BHECEHHS 3MiH [0 pPEeECTpaLiiHNX MaTepianiB: 3MiHN
| TNy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta
dhapmakoHarnsgy. 3miHa y KOpoTkili xapakTepuctuui
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKUIT 0151 MeAUYHOro 3acTocyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOIO 3BiTYy 3 6e3neku
nikapcbKkoro 3acoby, abo gocnigpkeHb 3 6esneku
3acToCyBaHHS NikapcbKoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTart
OUjiHKM 3BITY 3 AOC/iAKEHb, MPOBEAEHUX BiAMOBIAHO
00 NAany negiatpnyHux gocaimkeHs (PIP) (3MiHY

3a
peyenmom

UA/3643/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1

Y3rO[PKEHO 3 KOMMETEHTHNUM YNOBHOBaXKEHNM
opraHoMm) - 3MiHW BHECEHO A0 IHCTPYKUiT ANns
MeAUYHOro 3aCToCyBaHHA NiKapcbKoro 3acoby Ao
po3ginis "Ocob6aMBOCTi 3acTocyBaHHS" Ta "MobiyHI
peaxui’™ BignoBigHO [0 OHOB/EHOT iHhopmaLii 3
6e3nekun Ajitoyoil peHOBUHN NiKapCbKOro 3acoby.
3MiHM BHeceHO J0 KOpOTKOi XxapakTepucTuku
nikapcbkoro 3acoby Ao po3ginis "Ocobnumsi
3acTepexeHHs Ta 3anobixHi 3axoaun npu
3acTocyBaHHI" Ta "lNo6ivHi peakuii” BigNOBIAHO A0
OHOB/EHOT iHhopMaLii 3 6e3neku Ailo4oi peyoBUHU
NiKkapcbKoro 3acoby. BBeeHHs1 3MiH NpOTAroM 6-Tu
MicSLIB MiCNsA 3aTBEPAKEHHS; 3MiHM | Tuny - 3MiHK
oo 6e3nekn/edeKTMBHOCTI Ta hapMakoHarnagy.
3MiHM y KOPOTKili XapaKTepuCTULL NiKapCbKoro
3ac06y, TEKCTIi MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA
reHepuyYHUX/ribpuaHMX/6ionoaibHMX NiKapCbKUX
3ac06iB Nic/1A BHECEHHSA TiET camoi 3MiHN Ha
pethepeHTHW npenapat (3MiHa He noTpebye
HafaHHSA XXOAHMNX HOBUX [OAATKOBUX AaHWX) - 3MiHN
BHECEHO A0 IHCTPYKUIiT A58 Mean4HOro
3aCcTOCyBaHHSA NikapcbKkoro 3acoby A0 po3ainy
"MokasaHHsa", a TakoX A0 po3ginis "dapmMakonorivHi
BnacTMBoCTI" (YTOYHEHHS), "poTrnokasaHH:",
"B3aemogis 3 iHWKMU nikapcbkumn 3acobamu Ta
iHWi BMAW B3aemogiii", "OcobnmsocTi
3acTocyBaHHs", "3acTocyBaHHA y Nepios BariTHOCTI
abo rogyBaHHSA rpyaar” (YTOYHEHHS), "34aTHICTb
BNAMBaTU Ha LUBUAKICTb peakLii Npu kepyBaHHi
aBTOTPaHCMOpPTOM abo iHWMMK MexaHismamu',
"Cnoci6 3acTocyBaHHA" (YTOUHEHHS),
"MepepnosysaHHnA", "Mob6ivHi peakuii” BiANOBIAHO A0
OHOBJIEHOI iHhopMaLii ped)epeHTHOro NikapcbKoro
3acoby Ciprobay 200 mg, 200 mg/100 ml,
Infusionslosung (B YkpaiHi He 3apeecTpoBaHuif).
3MiHM BHeceHO 0 KOpOTKOi XxapakTepucTuku
nikapcbKoro 3acoby Ao po3giny "TepaneBTUYHi
nokasaHHs" (BUNyYeHO MOKa3aHHS: HeyCcKnafHeHui
FOCTPWIA LUCTUT; TOHOKOKOBUIA YPETPUT i LIepBiLnT,
cnpuynHeHuii yyTanemmmy WwWtamamu Neisseria
gonorrhoeae), a Takox A0 po3ainis "[03n Ta cnocié
3acTocyBaHHs" (YTOUHeHHS), "lMpoTunokasaHHs",
"Oco6/11Bi 3aCTepeXeHHs Ta 3anobixHi 3axoamn npu
3acTocyBaHHI", "B3aeMogis 3 iHLLUMMK NikapCbKuMmn
3aco6amu Ta iHLWi BUAY B3aeMOZIn", "3acTocyBaHHS
nig, vyac BariTHOCTI Ta rogyBaHHs rpyaaro”
(yTO4YHeHHs), "Bnave Ha 34aTHICTb KepyBaTtu
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1

TpaHCNOpTHMMM 3acobamu abo npauosaTy 3
iHWMMKW aBTOMaTU30BaHNMKN cuctemamm”, "MobiyHi
peakui”, "Mepeao3sysaHHA", "®apmakonoriyHi
B/1ACTMBOCTI" (YTOYHEHHS) BiAMOBIAHO 4O OHOB/EHOI
iHchopMmawLii pedhepeHTHOro nikapcbkoro 3acoby
Ciprobay 200 mg, 200 mg/100 ml, Infusionslosung (B
YKpaiHi He 3apeecTpoBaHuil). BBeieHHS 3MiH
NPOTArom 6-Tu MicsILiB NicNs 3aTBEPAXKEHHS.

B.o. l'eHepanbHOro gupekropa Ainpekropary
chapmaueBTUUHOrO 3a6e3nevyeHHA

IBaH SAABOPHUX




NEPENIK

Joparox 4
/0 Haka3zy MiHicTepcTBa 0X0poHH

3/10pOB’st Ykpaiau «Ilpo Jiep>KaBHY
peecTpaniio  (mepepeecTpanii) JTiKapCbKHX
3aco0iB (MeguuHNX iMyHoGioToriunNx

npenapariB) Ta  BHeceHH 3MiH [0
peecTpaniHNX MaTepiatiB»
Bij 09 mucronasga 2021 poky Ne 2465

NIKAPCbKUNX 3ACOBIB (MEAUYHUX IMYHOBIONOTYHUX MPEMAPATIB), AKUM BIAMOB/IEHO Y AEP)XABHIN PEECTPALLI, NEPEPEECTPALLI TA
BHECEHHI 3MIH O PEECTPALUIMHNX MATEPIANIB
TA AEP>XABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHU

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asBHUK

Kpaina

Bupo6HUK

Kpaina

riocmasa

lMpoyedypa

BIOTUH-KB

Tabnetkn, no 5 mr; no 10
TabneTtok y 6nictepi; no 3
6nictepu y nauui

AT "KUIBCbKUI

BITAMIHHWA
3ABOA"

Ykpaina

AT

"KUIBCBbKWIA

BITAMIHHW
3ABOS"

YkpaiHa

3acigaHHa HTP
Ne 34 Big
30.09.2021

BigMOBUTM y 3aTBepKEHHI - BUNPaBMEHHS TEXHIYHOT NOMUIIKA -
3rigHo n.2.4. po3giny VI Hakasy MO3 Ykpainu Big 26.08.2005p. Ne
426 (y pepakuii Hakaszy MO3 Ykpainu Big 23.07.2015 p Ne 460),
OOMYLLEHOT Yy 3aTBepKeHNX MpW NOBEeAEHHI npoueaypu peectpadii
nokymeHtax (Hakaz MO3 YkpaiHu Big 11.05.2021 Ne905 PrIl
UA/18737/01/01), a came y Cneumdikauii ClN 02.666 Ha NpomiXHYy
npoaykuito — Macy pAansa TabnetyBaHHA: Yy po3gini Metoaun
KOHTPO/I10,3a NokKa3HUkoM OAHOPIAHICTb BMICTY [Ail040i peyoBUHN B
OAVHWLj [030BaHOrO Jlikapcbkoro 3acoby (*AdY, 2.9.6). B
CKOPOYEeHHIii hopmyni po3paxyHKy BMICTy 6ioTMHY B Maci ans
TabneTyBaHHA B 3HAMEHHWKY BMNaAKOBO 3a3Ha4YeHo NiTepy «a», aka
He MICTUTbCSI B PO3rOpHYTIili hOpMy/i, Ta He Mae YMC/I0BOTO 3MICTY i
noAasnblIoro MNOSICHEHHS Npu onuci dhopmynu. BunyyeHnHsa paHoi
niTepn 3i 3HaAMeHHMKa PO3paxyHKOBOI (DOPMy/nM He BMAMBAE Ha
pe3ynbTatn po3paxyHKy OAHOPIAHOCTI BMICTY [Ait040i PEYOBUHW.
TexHiYHa nomwunka fonylieHa Yy 3aTBEpPKEHUX MPW NPOBEAEHHI
npoueaypv peectpauii gokymeHtax (Hakas MO3 YkpaiHu Big
11.05.2021 Ne905 PN UA/18737/01/01), y Cneuudpikauii ClN 02.666
Ha MNPOMDKHY NPOAYKLUit0, He nignagae nig, BU3HAYEHHS TEeXHIYHOT
nomunku, 3rigHo n.2.4. posginy VI Hakazy MO3 YkpaiHu Big,
26.08.2005p. Ne 426 (y pepakuii Hakaly MO3 YkpaiHu Bif
23.07.2015p. Ne 460)

OME3®

kancynu no 10 mr no 10
Kancyn y 6nictepi; no 1
abo no 3 6nictepu B
KapTOHHI kopobuj; no 40
Mmr no 10 kancyny
6nictepi; no 1 a6o 3
6nicTepn B KAPTOHHIN
KOpoO6Li; no 7 kancyny
6nicTepi; no 4 6nictepu B
KapTOHHI KOpOOL;

[-p Peppi'c

Na6oparopic /it

IHgis

[-p Peggi'c
Na6opaTtopic
nrg

IHgis

3acigaHHsa HTP
Ne 32 Big
16.09.2021

BigmoBUTN y 3aTBepgKeHHi - 3MiHW | Tumy - 3MiHM 3 SIKOCTI.
[oTOBMWIA nikapcbkuii 3aci6. Cuctema KoHTelHep/3aKynopoBasibHUI
3aci6. 3mMiHa po3Mipy ynakoBKM FOTOBOrO NiKapCbkoro 3acoby (iHLwi
3MiHK) (B.1.I'5. (x) 1A)
BBeeHHS aoaaTkoBoi ynakoBku Ne 30 (10x3) ansa gosysaHHA 40 wr,
OCKi/IbKM BXe 3asBfieHa npouegypa 3a tunom b.11.rL5. (a)-2.,16.
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YPCIC® TabneTkn, BKPUTI AT "KNIBCbKUN YkpaiHa AT Ykpaina 3acigaHHs BigmoBuTM y AepxaBHili peecTpauii Ha eTani cneuiasnizoBaHoil

NAiBKOBOK 000/I0HKO MO BITAMIHHMIA "KNIBCbKWN HEP Ne 19 eKcrnepTu3u BignoBigHO A0 BUCHOBKY YNpaB/liHHA ekcnepTusu
250 wmr; no 250 mr no 10 3ABOA" BITAMIHHNIA Bif marepianis 3 6i0ekBiBaUsIEHTHOCTI Ta BUCHOBKY [lenapTameHTy
Tabnetok y 6nictepi, no 3, 3ABO" 10.09.2020; hapmaueBTNUHOI Ais/IbHOCTI
5 a6o 10 6nicTepiB y nauui 3acigaHHs

HEP Ne 24

Bif,

12.11.2020

B.o. l'eHepanbHOro gupekropa Ainupekropary

chapmaueBTUUHOrO 3a0e3nevyeHHs

IBaH SAABOPHUX
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