NMEPENIK

NIKAPCbKUX 3ACOBIB LOAO AKUX 3ABEPLUEHO PO3IrNAL PEECTPALINHNX MATEPIANIB NMPO BHECEHHSA 3MIH 0

PEECTPALINHNX MATEPIANIB NPOTAroM Ali PEECTPALIMHOIO NOCBIAYEHHA HA NIKAPCbKI 3ACOBU, AKI 3APEECTPOBAHI

KOMMNETEHTHAMW OPFAHAMW CNONYYEHUX LUTATIB AMEPUKW, LUBENLAPCBHKOI KOH®EAEPALLT, ANOHII, ABCTPAII,

KAHAAW, NIKAPCbKUX 3ACOBIB, LLO 3A LEHTPA/TIISOBAHOIO NMPOLUEAYPOKO SAPEECTPOBAHI KOMMNETEHTHAM OPIrAHOM

EBPOMNENCBLKOIrO COK3Y

Ne Hassa Popma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bgionycky | peecmpayiliHo2o
3acoby YnakoBsKa) NocBi0YeHHs1
1. BIBYNTA™ Kpanni o4Hi, PO34nH, TOB «BAYLL YkpaiHa Brpo6HMLTBO Nikapcbkoro 3acoby, CronyyeHi Byno: Chinoin Pharmaceutical 3a UA/18307/01/01
0,024 %; no5mny XEJIC» nakyBaHHs1, MapKyBaHHS, LLitatn Amepukm and Chemical Works Private peyenmom
nnsawui 3 MixonepaviiHWi1 KOHTPO/b, Co. Ltd / To utca 1-5 H-1045
KpanesnbHuueto, no 1 aHaniTMYHWUA, MiKpoGioNorivyHKiA Budapest, Hungary. Ctano:
nnsawuyi 3 KOHTPO/1b JliKaPCbKOro 3acoby Ta EUROAPI Hungary Ltd. / To
KpanesibHULEK Y eKCUMNIEHTIB, AOCNIMKEHHS utca 1-5 1045 Budapest,
KapTOHHiiA KopobLj; no cTabinbHOCTI. BignosigansHuii 3a Hungary
2,5 M1y naswui 3 BMNycCK cepii N13:
KpanesnbHuueto, no 1 Bayw eHg Nlom6 IHKopnopeliTes,
nAALWLi 3 Cnonyuyei LTtatn AMepuku;
KpanesibHULE Y AnbTepHaTUBHA AiNbHULSA, Ha SKI
KapTOHHI Kopo6Lyi NPOBOAUTLCS aHAUTITUYHWNA,
MiKpPOGIONOriYHWIA KOHTPO/b Ta
[OCNiMKEHHs1 cTabiNbHOCTI:
Bayw eHg Nlom6 IHKopnopeliTes,
Cnonyuyei LTtatn AMepuku;
CTrepwunisauisi KOMNOHEHTIB
yNaKoBKM:
Icomegikc OnepeiunHa, IHK.,
CnonyuyeHi LUtatn AMepukm
2. HIMEHPUKC® NOpPOLLOK Ta MNOAN3EP CWA (hOpMyBaHHS, HANOBHEHHS, Benbris 3MiHu | TUNY - 3MiHK Woao 3a UA/16901/01/01
PO3UYUHHWK AN EWY.CLMI. nioghinizauisi, KOHTPOSb AKOCTI, 6e3nekn/edeKkTnBHOCTI Ta peyenmom
PO3YUHY A5 iH'EKLLNA, KOPMOPEWILLH nakyBaHHs/MapKyBaHHS, BUMYCK thapmakoHarnsgy. BeegeHHs

1 posay donakoHi; no
1 chnakoHy 3
nopowukom (1 gosa) B
KOMM/IEKTi 3
po34nHHKKOM (0,5 mn)
y nonepesHL0
HanoBHEHOMY LINpULi
Ta fBOMa rosikamu
3anakoByoTb Y
6nicTep Ta BKnagaloTb
Y KapTOHHY KOpPOOKy;
no 1 conakoHy 3
nopotukom (1 gosa) B
KOMMEKTi 3
po3unHHuKoMm (0,5 mn)
y nonepesHsL0
HanoOBHEHOMY LUNPUL

cepii roToBOro NPOAYKTY;
hopMyBaHHS Ta HaNOBHEHHS,
nakyBaHHs/MapKyBaHHS, KOHTPO/b
AKOCTI, BUMYCK cepil PO3UYMHHYMKA:
Mdpatizep MeHtodekuypuHr Benbris
HB, Benbris;
hopMyBaHHSA Ta HaNOBHEHHS
PO34YMHHMKE, MapKyBaHHs, KOHTPO/b
AKOCTI PO3UMHHMKa: KaTaneHt
Benbmkiym CA, Benbris;
hopMyBaHHSA BaKLVHW, HANMOBHEHHS
chnakoHiB, niodpinisauisi, KOHTPOsb
AkocTi: FnakcoCMITKNsnH
Bionopxikanc CA, benebris;
KOHTPO/1b SIKOCTi PO3YMHHMKA 3a
nokasHnkom "CtepusbHicTb": CI'C
a6 CimoH CA, Benebrist

ab0 3MiHM [0 y3arasibHeHNX
[aHux npo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHUX JaHnx npo
cuctemy hapmakoHarnsgy,
3MiHa YNOBHOB&XEHOI 0co6H,
BiANOBIAANLHOI 3a 34iiCHEHHSA
hapmakoHarnsgy; KOHTakTHoT
oco6u 3 chapmakoHarnsgy
3asBHUKA A5 34ICHEHHSN
thapmakoHarnagy B Ykpaii,
SIKLLO BOHA BigMiHHA Bif
YNOBHOBaXEHOI 0cobu,
BiZJNOBIAANbHOI 3@ 34jACHEHHS
thapmakoHarnsgy (Bkaoyaoum
KOHTaKTHi AaHi) Ta/abo 3MiHu Yy
PO3MiLLEHHI MacTep-haiina




Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky | peecmpayitiHo2o
3acoby yrnakoBkKa) nocsi04YeHHs1
6e3 rofku cucTeMu dpapmakoHarnsgy) -

3anakoBytoTb Y
6nictep; 10 6nicTepis
BKNajaloTb y
KapTOHHY KOpPOGKY

3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOI 0CO6M 3as1BHMKA,
BiANOBIAA/IbHOT 32 3AiCHEHHSA
hapMakoHarnsay B YKpaiHi.




