NEPENIK

Honaroxk 1

n0 Hakazy MiHIiCTepCTBa OXOpPOHH 3[0pPOB’s
Vkpaiuu «IIpo ngepxaBHy peecTpauito Ta
BHECEHHS 3MiH [0 PpEECTpalliifHuX MaTepialiB
JMiKapchKUX ~ 3aco0iB,  SAKi  3apeecTpoBaHi
KoMneTreHTHUMH opraHamu Crionydennx Illtaris
AwMepuxy, [TIBeiinapcproi Kongenepanii,
Asgcrpanii, Kanagu, €spomneticbkoro Coro3y»

Big 15 rpymas 2022 pok Ne 2258

3APEECTPOBAHUX JIIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIOJNOIN4YHUX NMPENAPATIB),
AKI BHOCATLCA A0 OEPXXABHOIO PEECTPY NIKAPCbKUX 3ACOEIB YKPAIHWU, 51IKI SAPEECTPOBAHI
KOMMNETEHTHUMU OPFAHAMM CMNOJTYYEHUX LUTATIB AMEPUKWN, LULBEULUAPCbKOI KOH®EOEPALII, ANOHII,
ABCTPAIII, KAHAOW, NNIKAPCbKUX 3ACOBIB, L0 3A LLEHTPANI3SOBAHOIO NPOLIEAYPOIO 3APEECTPOBAHI

KOMMNETEHTHUM OPFAHOM €EBPOMNENCbLKOIO COKO3Y

rakoHy y KapTOHHI
KopoO6Li

TECTYBaHHs1 Ha LiNiCHICTb ynakoBku (Npu
OocnimxkeHHi ctabinbHocTi):
Bect ®apmacktoTikan Cepsicec, IHk., CLUA;
nakyBaHHsl, MapKyBaHHsi, 36epiraHHsi, BUNyck

Ne Hazea ®Popma sunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpaui Ymosu Peknam Homep
n/ JNlikapcbKo20 (nikapcbka ¢popma, UHa eionycky | yeaHHs | peecmpauiliHo2o
n 3acoby ynakoeka) npouyedypa noceid4yeHHs
1. ABIPATEPOH TabneTkn, BKPUTI ToBapucTBo 3 YkpaiHa [03BiN Ha BMNYCK Cepilt: CnoBeHis/ peecTpauis 3a He UA/19750/01/01
CAHOO3® NniBKOBOIO obmexeHo INek ®apmaueBTyHa kOMNaHis 4.4., CnoBeHis Kinp Ha 5 poKiB | peyenmom | nidnszae
obonoHkoto, no 500 BignoBiganbHicT
mr, no 14 TabneTok y to "CaHpos BUPOOHMLUTBO in bulk, nepBrHHE Ta BTOpUHHE
6nictepi, no 4 Ykpaina" naKkyBaHHS, TECTYBaHHS, [O3BIN Ha BUMYCK Cepiii:
GnicTepn y KapTOHHil Pewmegpika J1t4., Kinp
Kopobui
2. | ABIPATEPOH TabneTkn, BKpUTI ToBapucTBo 3 YkpaiHa [03BIiN Ha BUMYCK cepint: CnoseHisi/ peecTpauis 3a He UA/19750/01/02
CAHOO3® NniBkOBOMO obMexeHo JNlek ®apmaueBTUYHa kOMNaHis 4.4., CnoBeHis Kinp Ha 5 poKiB | peyennmom | midnsezae
obonoHkoto, no 250 BignoBiganbHicT
Mr, no 10 TabneTtok y t0 "CaHpos BUPOGHMLUTBO in bulk, nepBMHHE Ta BTOPUHHE
6nicTepi, no 12 YkpaiHa" nakyBaHHs1, TECTYBaHHS, [O3BIN Ha BUNYCK Cepint:
BricTepiB y kapTOHHIN Pewmegpika Jita., Kinp
KopobLi
3. A3AUNTUOUNH NopoLLOK Ans Canpos CnoBeHis BUNYCK cepii: CnoBseHisi/ peecTpauis 3a He UA/19561/01/01
CAHOO3® cycneHsii anst iH'exuin, dapmacbioTikan Jlex ®apmaLieBTMYHA kOMNaHisa A4.4., CroBeHis; Himevuunna/ Ha 5 pokiB | peuyenmom | nidnsizae
100 mr; no 1 dpnakoHy 34.4. BUNYCK cepii: IHAis/
3 NOPOLLIKOM Y Cantotac ®apma 'm6X, HimeuunHa; ManbTta
KapTOHHiI kopobLyi BMPOGHMLITBO HEPO3chacoBaHOro NPOAYKTY,
nepBUHHE Ta BTOPUHHE MaKyBaHHS, TECTYBaHHS:
MCH JNa6opaTopic Mparisart Nimitea, IHais;
TECTyBaHHS:
Papmagokc Xenckep Jlta, Manbta
4. BECMNOH3A NOPOLLIOK Mdparizep CLWA BUPOBHMUTBO, TECTYBaHHSA NpU BUMYCKY cepii, CWA peecTpauis 3a He UA/19782/01/01
niodpinisoBaHnn ans Eny.Ci.Mi. TEeCTYBaHHS NPV JOCNISKEHHI CTaBiNbHOCTI, Ha 5 pokiB | peyenmom | nidnsizae
PO34MHY AN iHDY3in, Kopnope#niuH 36epiraHHs:
0,9 mr; no 0,9 mry Baet ®apmachbtoTikan [iBixH oc Baet XonaiHre
cdnakoHi; no 1 NNC, CWA;




[TponoBkeHHs noaarka |

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpauyi Ymosu Peknam Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, UHa eidnycky | yeaHHsi | peecmpayiliHo20
n 3acoby ynakoeka) npoyedypa noceidYyeHHs1
cepin:
dapmadist i AngxoH Komnati JIN1C, CLUA
5. DEKATUNEH crpen HasanbHun, No TOB «TeBa Ykpaina Mepkne MM6X HimeuunHa peecTpauis bes nidnsizae UA/19645/01/01
PUHO YO 10 mn cnpeto YkpaiHa» (BMPOGHMLITBO HEpo3dhacoBaHOT NPoAyKLii, Ha 5 pokis peuenma
Has3anbHOro y nakoHi nepBUHHA Ta BTOPUHHA yNakoBKa, A03BiNn Ha
3 po3nunoBayem Ta BMNYCK cepii;
KOBMAaYKOM, KW KOHTpOMb cepii)
3axvLLae po3nunioBay,
no 1 cnaxkoHy B
KapTOHHIN kopobui
6. EBEPOJIIMYC Tabnetkn no 10 mr; no Ckan dapma O6'egHaHi BiokoH ®apma Jliviteq IHAis peecTpauis 3a He UA/19595/01/03
TABINETKHN 10 7 Tabnetok y 6nictepi; B3-TOB Apabcbki Ha 5 pokiB | peyenmom | nidnsicae
Mmr no 4 Gnictepa B Emipatun
KapTOHHIl kopobui
7. EBEPOJIIMYC TabneTkn no 2,5 wr; Ckan dapma O6'egHaHi BiokoH ®apma Jlimiteq IHAis peecTpauis 3a He UA/19595/01/01
TABINETKHU 2,5 no 7 tabnetok y B3-TOB Apabcbki Ha 5 pokiB | peyenmom | nidnsicae
Mmr Gnictepi; no 4 Emipatun
Gnictepa B KApTOHHIl
KopobLi
8. EBEPOJIIMYC TabneTkn no 5 mr; no Ckant ®apma O6'egHaHi BiokoH ®apma Jlimiteq IHAis peecTpauis 3a He UA/19595/01/02
TABNETKW 5 Ml | 7 tabneTok y 6nictepi; B3-TOB Apabcbki Ha 5 pokiB | peyenmom | nidnsizae
no 4 6nictepa B Emipatn
KapTOHHiI kopobui
9. KInIKC renb, no 45 r rento B 3angpa Naiid IHAis BCi cTagii BUpoGHMUTBA i BUMYCK cepii: IHAgis peecTpauis 3a He UA/19658/01/01
namiHoBaHi Ty6i 3 CalieHcis EHk'to6 ETikans Mpans.it JlimiTen Ha 5 pokiB | peyenmom | nidnsizae
BiOKMOHOK MpanseTt
NnacTUKOBOK Nimiten
KPWLLIKOIO, LLIO He
nportikae, no 1 Ty6i B
KapTOHHI kopobui
10. | TAMOKCU®EH TabneTtkn, BKpUTI TOB "CaHpgos YkpaiHa NMOBHWIA LUMKIT BUPOOHULITBA; BTOPUHHE NaKyBaHHSA: Himeyuunna peecTpauis 3a He UA/19585/01/01
CAHOO3® NniBKOBOO YkpaiHa" Cantotac ®apma mM6X Ha 5 pokiB | peyenmom | nidnsizae
o6onoHkoto, 20 mr, no
10 TabneTok, BKpUTMX
NNiBKOBOIO
obonoHkot, y
Gnictepi; no 3 abo no
10 6nicTepis B
KapTOHHI kopobui
11. | TPEKOHAI NOPOLLIOK AF1S1 PO3YUHY Mepak HimeyumHa MapKyBaHHs Ta BTOPUHHE MaKyBaHHS, Himeuunna peecTpauis 3a He UA/19579/01/01
ans iHgysin, no1r; 1 [esenbwadT BUNPOOYBaHHSA/KOHTPOIb SIKOCTI, BUMYCK Cepil: Ha 5 pokiB | peyenmom | nidnsizae
abo 5 cnakoHiB 3 dtop KniHiwe Mepak NesenbliadT dtop KniHiwe
NOPOLLKOM B LLineuiansnpena Lneuiansnpenapate m.6.X, HimeuunHa;
KapTOHHiI kopobui pate M6X BUPOGHMLTBO nikapcbkoro 3acoby, NnepBuHHE

nakyBaHHs1, BUNPOOYBaHHS/KOHTPOIb SKOCTi:
OnkoTek Papma lMpogakwH Mv6X, HimevunHa




[TponoBkeHHs noaarka |

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpauyi Ymosu Peknam Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, UHa eidnycky | yeaHHsi | peecmpayiliHo20
n 3acoby ynakoeka) npouyedypa noceid4yeHHs
12. | TPEKOHAI MOPOLLIOK AN PO34UHY Mepak HimeyunHa MapKyBaHHs1 Ta BTOPUHHE MaKyBaHHS, HimeuunHa peecTpauis 3a He UA/19579/01/02
ans iHgysin, no5r; 1 [esenbladT BUNPOOYBaHHS/KOHTPOMb SIKOCTi, BUMNYCK Cepii: Ha 5 pokiB | peyenmom | nidnsizae
abo 5 chnakoHis 3 rop KniHiwe Mepak NesenbiadT rop KniHile
NOPOLLIKOM B Lneuianenpena Lneuiansnpenapate M.6.X, HimeuunHa;
KapTOHHIl kopobui pate M6X BUPOBHMLTBO Nikapcbkoro 3acoby, nepBuHHE

nakyBaHHs1, BUNPOBYBaHHS/KOHTPOMb SKOCTI:
OHkoTek ®apma lMpoaakiuH Mm6X, HimewynHa

B.o. NeHepanbHOro AnpeKrTopa
PapmaueBTUYHOro AUpeKTopaTy

IBan 3ABOPHUX




