NEPENIK

OEP>XXABHOIO PEECTPY JIIKAPCbKMUX 3ACOBIB YKPAIHU

foanaTok 1

no Haka3sy MiHictepcTBa OXOpOHM
300poB’A YKpaiHu
28.11.2019 Ne 2352

3APEECTPOBAHUX JIIKAPCbKUX 3ACOBIB (MEOANYHUX IMYHOBIOJIOIN4YHUX MNMPENAPATIB), AKI BHOCATLCA OO0

Ne

Hazea nikapcbK020 Popma eunycky 3asieHUK Kpaina BupobHuUk Kpaina PeecmpauituHa npouedypa Ymoeu Pexnamye Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa 8UpPO6HUKa eidnycky aHHA peecmpayitiHo2o
ynaKoeka) noceidYyeHHs1
1. BI-NMPEHENIA® TabNeTkm no 4 mr/5 mr; TOB YkpaiHa Apnamven MonbLwa peecTpaLis Ha 5 pokiB - He UA/17797/01/01
inbulk no 10 Tabnetok "APTEPIYM dapma C.A. nidnsieae
y 6nicTepi; no 648 nro' MepiognyHicTb NogaHHA
6nicTepis B kopobui (Mo PeryrsipHO OHOBITHOBaAHOrO 3BiTY 3
9 6nicTepiB B nayui; no 6e3neku BignosigHo Ao Mopsgky
72 nayku B kopobui) 30iViCHEHHA hapmakoHarnsay,
3aTBEpAKEHOTO Hakas3om
MiHicTepcTBa OXOpPOHM 340POB’'SA
Ykpainm Big 27 rpynHa 2006 poky
Ne 898, 3apeecTpoBaHuin B
MiHicTepcTsi tocTuuii Ykpainm 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB’'SA
YkpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBWTb: 3rigHO 3i
CTpOKaMu, 3a3HaYeHUMn y
nepioanYHOCTI NoAaHHs
perynsipHux 3BiTiB 3 6e3neku.
2. BI-MPEHENIA® Tabnetkm no 8 mr/10 mr; TOB YkpaiHa Anawven Monbwa peecTpauis Ha 5 pokiB - He UA/17797/01/02
inbulk no 10 Tabnetok "APTEPIYM ®dapma C.A. nidnseae
y 6nicTepi; no 648 nrTo' MepiognyHicTb NogaHHs
6nicTepis B kopobui (Mo peryrsipHO OHOBIHOBaHOrO 3BiTY 3
9 6nicTepis B nayui; no 6e3neku BignosiaHo Ao Mopsagky
72 navku B Kopobui) 30iMiCHEHHA dhapmakoHarnsay,
3aTBEepAXEHOro Haka3om
MiHicTepcTBa OXOpPOHM 340POB’'SA
Ykpainm Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuini B
MiHicTepcTBi tocTuuii Ykpainm 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpOHM 340pOB’S
Ykpainu Big 26 BepecHa 2016 poky
Ne 996), cTaHOBWTb: 3rifgHO 3i
CTpOKaMu, 3a3Ha4YeHUMN y
nepioguYHOCTI NoaaHHs
perynsipHux 3BiTiB 3 6e3neku.
BJTOKMAKC ®OPTE TabneTku, BKpUTI ANKANOIO A Pecnyonika | AJIKANOIO AL Pecnyonika peecTpaLis Ha 5 pokiB bes nionsizae UA/17783/01/01
NNiBKOBOK 0D ONOHKOLO, Ckor'e MakenoHis Ckor'e MakenoHis peuernma
no 400 wmr; no 10 [NepiognyHiCTb nogaHHa




0[HO,030BOMY
KOHTevHepi, o 5
KOHTEVHEPIB Y KOHBEPTI
3 antoMiHieBoi onbru;
no 4 KOHBEPTU y
KapTOHHI KopobLi

PErynsipHoO OHOBMIOBAHOrO 3BIiTY 3
6e3neku BignosigHo Ao Mopsagky
30iMiCHEHHA dhapmakoHarnsay,
3aTBEPAKEHOr0 HaKa3om
MiHicTepcTBa OXOpPOHM 340POB’'SA
Ykpainm Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuin B
MiHicTepcTBi tocTuuii Ykpainm 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpOHM 3[4,0pPOB’S

2 [IponoBsxenns noaarka 1
Ne Hasea nikapcbko20 Popma eunycky 3aseHuUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Pexknamys Homep
n/n 3acoby (nikapcbka ghopma, 3asi8HUKa eupobHuka eidnycky aHHs1 peecmpauitiHo2o
yrnaKoeka) noceid4YeHHs1
Tabnetok y 6nicTepi; no PEryrnspHO OHOBIIOBAHOTO 3BITY 3
1 6nicTepyy KapTOHHIn 6e3neku BignosigHo Ao Mopsaky
Kopobui 30iViCHEHHA hapmakoHarnsay,
3aTBEPAXKEHONO HaKa3oM
MiHicTepcTBa OXOPOHM 3[40pPOB’'SA
Ykpainv Big 27 rpygHa 2006 poky
Ne 898, 3apeecTpoBaHuin B
MiHicTepcTsi tocTuuii Ykpainm 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB’'SA
YkpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKaMu, 3a3HaYeHUMn y
nepiognYHOCTI NoaaHHs
perynsipHux 3BiTiB 3 6e3neku.
4. BYOECOHIO-IHTENI cycrneHsis ans 3AT «IHTES JlutBa FEHETIK ITanis peecTpaLisi Ha S pokiB 3a He UA/17798/01/01
HEB posnunenHst 0,25 mr/mn, MEHEPUKC C.NA. peuennom nidnsieae
no2mne HOPI» MepiognyHicTb NnogaHHs
O[1HO,030BOMY PEryrnspHO OHOBIIOBAHOTO 3BITY 3
KOHTevHepi, o 5 6e3neku BignosigHo Ao Mopsgky
KOHTEVHepIB Y KOHBEPTI 30iViCHEHHA dhapmakoHarnsay,
3 antomiHieBoi onbry; 3aTBEpKEHOro Hakas3om
no 4 KOHBepTU y MiHicTepcTBa OXOpPOHM 340POB’'SA
KapTOHHI KOpoOLii Ykpainm Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuin B
MiHicTepcTsi tocTuuii Ykpainm 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB’'SA
YkpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKaMu, 3a3HaYeHUMn y
nepioanYHOCTI NoAaHHs
perynsipHux 3BiTiB 3 6e3neku.
5. BYOECOHIAQ-IHTENI cycneHsis ons 3AT «IHTEJI JlutBa MEHETIK ITanis peecTpauis Ha 5 pokiB 3a He UA/17798/01/02
HEB posnunenHs 0,50 mr/mn, MEHEPUKC C.N.A. peuenmom nidnseae
no2mne HOPLO» MepiognyHicTb NogaHHs




3 [IponoBsxenns noaarka 1
Ne Hasea nikapcbko20 Popma eunycky 3aseHuUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Pexknamys Homep
n/n 3acoby (nikapcbka ghopma, 3asi8HUKa eupobHuka eidnycky aHHs1 peecmpauitiHo2o
yrnaKoeka) noceid4YeHHs1
YkpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBWTb: 3rigHO 3i
CTpOKaMW, 3a3HayeHuMn y
nepioanYHOCTI NoaaHHs
perynsipHux 3BiTiB 3 6e3neku.
6. ENAPABOH KPUCTari4YH1A MOPOLLIOK TOB "tOpis- YkpaiHa TOB "tOpis- YkpaiHa peecTpauif Ha 5 pokiB - He UA/17784/01/01
(cybcTaHuis) y CKNsaHUX Papm” Papm” nionsieae
KOHTelHepax Ans
hapMaLeBTU4HOTO
3aCTOCYBaHHSA
7. IHOANAMIO MOPOLLOK (CyOCTaHUis) y Yemo I6epika, Icnanis KIMIKA IcnaHis peecTpauis Ha 5 pokiB - He UA/17785/01/01
oA BiiHNX CA. CIHTETIKA, nidnsieae
nonieTnneHoBmx C.A.
nakeTax ans
dapmaLeBTMHHOrO
3aCTOCYBaHHs
8. MIKOHA301Y MOPOLLIOK (CYDCTaHLisA) y Yemo I6epika, Icnanisa KIMIKA Icnanisa peecTpauif Ha 5 pokiB - He UA/17787/01/01
HITPAT noaBiNHNX C.A CIHTETIKA, nionsicae
MIKPOHI3OBAHUN NonieTnneHoBmX C.A.
nakeTax ans
hapmaLeBTU4HOrO
3aCTOCYBaHHS
9. MOKCUKYM TabneTku, BKpUTI YOPNQ TypeyunHa YOPNQ TypeyunHa peecTpaLis Ha 5 pokiB 3a He UA/17788/01/01
NMiBKOBOIO 0OOMOHKO0, MEOVUVH MEOVUVH peuenmom nidnseae
no 400 mr,no7 IJTAY CAH. BE IJTAY CAH. BE MepiognyHicTb NnogaHHs
Tabnetok y 6nicTepi; no TIK. ALLL TIK. ALLLL PErynspHO OHOBITIOBAHOTO 3BITY 3
1 6nicTepyy KapTOHHiN 6e3neku BignosiaHo Ao Mopsagky
Kopob L 30iNCHEHHA dbapmakoHarnsay,
3aTBEpPAXEHOr0 Haka3om
MiHicTepcTBa OXOpOHM 370pOB’S
Ykpainu Big 27 rpygHs 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTai tocTuuii Ykpainm 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHM 3[40pPOB’'SA
Ykpainu Big 26 BepecHa 2016 poky
Ne 996), cTaHoBWTb: 3rifHO 3i
CTpOKaMu, 3a3Ha4YeHUMN y
nepiogu4HOCTi NogaHHA
perynsipHux 3BiTiB 3 6e3neku.
10. CTPUOAPT Kancynum M sii CTPANIC Kinp CTPANIC IHOis peecTpaLis Ha 5 pokiB - He UA/17790/01/01
»enartuHosi no 0,5 mrin CIAVIEC PAPMA nidnseae
bulk: Ne 1000 (100x10) y NIMITEQ CAVEHC
onicrepax JIMITEQ
1. CTPUOAPT Kancynu M’ sii CTPAMNAC Kinp CTPAMNAC IHpis peecTpauisi Ha 5 pokiB 3a He UA/17791/01/01
»enatuHosi no 0,5 mr CIAMEC OAPMA peuenmom nionsizae
Ne10 (10x1) y JNIMITEQ CAVEHC
6nictepax, Ne 30 (30x1), JNIMITEQ




4

[IponoBsxenns noaarka 1

Ne Hasea nikapcbko20 Popma eunycky 3aseHuUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Pexknamys Homep
n/n 3acoby (nikapcbka ghopma, 3asi8HUKa eupobHuka eidnycky aHHs1 peecmpauitiHo2o
yrnaKoeka) noceid4YeHHs1
Ne90 (90x1) y
KOHT eiHepax
12. YPUKOCTAT TabneTku, BKpUTi MPO®APMA ManbTa [eHecbapm CA peuis peecTpauin Ha 5 pokiB 3a He UA/17789/01/01
nniBKOBOIO 0B OMOHKOIO, IHTepHeLwHn peuerimom nidnseae
no 80 mr, no 14 TpenguHr MNepiognyHiCTb nogaHHa
Tabnertok y 6nictepi, no JlimiTen PEryrsipHO OHOBITHOBAHOrO 3BiTY 3
2 6nicTepu y KapTOHHi 6e3neku BignosiaHo Ao Mopsagky
navui 3[iNCHEHHA dbapmakoHarnsay,
3aTBEpPAXKEHOrO Haka3oMm
MiHicTepcTBa OXOpOHM 3[0pOB'S
Ykpainu Big 27 rpygHs 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTai tocTuuii Ykpainm 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHM 3[40pPOB’'SA
Ykpainu Big 26 BepecHa 2016 poky
Ne 996), cTaHoBWTb: 3rifHO 3i
CTpOKaMu, 3a3HaYeHUMN y
nepiogu4HOCTi NogaHHA
perynsipHux 3BiTiB 3 6e3neku.
13. YPUKOCTAT TabneTku, BKpUTI MPO®APMA ManbTta leHedbapm CA Ipeuis peecTpauis Ha 5 pokis 3a He UA/17789/01/02
NniBKOBOIO 06 OMOHKOIO, IHTepHeLwHn peuennmom nidnseae
no 120 wmr, no 14 TpenanHr MepiognyHicTb nogaHHa
Tabnetok y 6nictepi, no JlimiTeq PEryrsipHO OHOBITOBAHOrO 3BiTY 3
2 6nicTepuy KapTOHHIN 6e3neku BignosigHo Ao Mopsaky
navui 30iViCHEHHA bapmakoHarnsay,
3aTBEPAXKEHONO HaKa3oM
MiHicTepcTBa OXOPOHM 3[0pPOB’'SA
Ykpainu Big 27 rpygHs 2006 poky
Ne 898, 3apeecTpoBaHuin B
MiHicTepcTsi tocTuuii Ykpainm 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHM 340pPOB’'SA
YkpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTbL: 3rigHO 3i
CTpOKaMu, 3a3HaYeHUMN y
nepiognYHOCTI NoaaHHs
perynsipHux 3BiTiB 3 6e3neku.
14. XENMEKC® MOPOLLIOK AN TOB «Mosi YkpaiHa Annekc LLisenuapis peecTpauist Ha 5 pokiB 6e3 He UA/17806/01/01
AHTUKONA HEO OparbHOr0 PO3YKHY 3 Xenc» dapma CA peuenma nidnsieae
ona ITen MarnMHOBUM CMakoM, Mo MepiognyHicTb NogaHHs
2,5 r nopolLKy B calle, PEryrnspHO OHOBIIOBAHOTO 3BITY 3
no 6 calle y KapTOHHIN 6e3neku BignosigHo Ao Mopsgky
navui 30iViCHEHHA dbapmakoHarnsay,
3aTBEpAXEHOro Hakasom
MiHicTepcTBa OXOpPOHM 340pPOB’'SA
YkpaiHu Big 27 rpynHa 2006 poky




[IponoBsxenns noaarka 1

Ne
n/n

Hasea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢hopma,
yrnaKoeka)

3asseHUK

Kpaina
3asigHUKa

Bupo6Huk

Kpaina
eupobHuka

Peecmpauitina npouyedypa Ymoeu Pexnamye Homep
eidnycky aHHs peecmpayitiHo20
noceid4YeHHs1

Ne 898, 3apeecTpoBaHuin B
MiHicTepcTai tocTuuii Ykpainm 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHM 3[40pPOB’'SA
YkpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHoBWTb: 3rifHO 3i
CTpOKaMu, 3a3HaYeHUMN y
nepiogu4HOCTi NogaHHA
perynsipHux 3BiTiB 3 6e3neku.

HavyanbHukK Bigainy 3 nutadb ¢phapmave BTUYHOI

AianbHocTi [lenapTtamMme HTy peanisauil nonitMK

T.M. JlackoBCbKUuu




