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, NIKAPCbKNX 3ACOBIB, LLO 3A LLEHTPANIBOBAHOLO MNMPOLIEAYPOLO 3APEECTPOBAHI KOMMNETEHTHAM OPITAHOM
EBPOIMNENCBLKOIo CO3y

60 ry Ty6i, no 1 Ty6i B
KapTOHHI kopobuj; no
100 ry Ty6i, no 1 Ty6i
B KAPTOHHIli Kopobu,i

LOCAISKEHHSI
cTabinbHocTi: Bayw
Xenc KomnaHic IHK.,

KaHaga;
AnbTepHaTMBHa
AiNbHULA, Ha sKili
NPOBOAATLCA BUMYCK
cepii Ta

OOCTiHKEHHSA
cTabinbHocTi: Bayw
Xenc Amepukac IHk.,

CnonyueHi LWtatn
AMepuKK;
AnbTepHaTMBHa
AiNbHULA, Ha sKili
npoBOAATLCA

MiKpo6ionoriyHi

[OCNiMKEHHS:

Macudik bio/labe
(NBN), CnonyyeHi
Ltatn Amepuku;
LinbHnua, Ha skin
npoBOAATLCSA
BMNPO6YBaHHSA
po3Mmipy Kpanesnb
emy/ibCeil: MapTukan
TekHonopxu Jlabe
(NT/), CnonyueHi
Ltatn Amepuku,
AnbTepHaTUBHI
OiNbHULL, Ha SKNX
npoBOAATLCSA

BMNPO6YBaHHSA

[LOMOMDKHUX
peyoBuH: EnemeHT
Maripianc

AiNbHMLI. BignoBigHO OHOBIEHO PO34in
3.2.S.2.1 Manufacturer(s).

- MNpefcTaBneHo OHOBEHI AaHi
[ocCnimKeHHst cTabiNIbHOCTI 3a 3BIiTHWI
nepiog. BignosigHO OHOBNEHO PO34inu

3.2.P.8.1 Stability Summary and
Conclusion Ta 3.2.P.8.3 Stability Data.

Ne Hassa nikapcbko20o dopma surnycky 3asnsHuK Kpaina Bupo6HUK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, Bgionycky | peecmpayiliHo2o
YnakoBsKa) NocBi0YeHHs1
1. AYOBPII™ JIOCbIAOH, TOB "BaylLu YkpaiHa BUpo6HULTBO, KaHaga/ - OHoBneHHs US-DMF 016953 Ha gjtouy 3a UA/18956/01/01
0,01%/0,045% no 45 r Xenc" nakyBaHHs, CnonyyeHi peyoBUHY rasiobeTaszosny npomnioHaTy peyernmom
y Ty6i, no 1 Ty6i B MapKyBaHHS, BUMYCK Wratn BMpo6HMLTBa Hovione FarmaCiencia S.A.
KapTOHHiiA Kopo6Li; no cepii Ta Amepuku/ i3 3MiHOIO KOHTAKTHOI 0CO6U BUPOGHUYOT




no 3 MmNy kapTpuaxi,
BMOHTOBaHOMY B
OiHOPAa30BY LUNPULL-
pyuky; no 3 abo no 5
LUNPWL-PYYOK B
KapTOHHI kopooL.
lonkM B ynakoBKy He
BK/IOYEHI

Op./mn+50 MKr/mA, a came BuUnNpaseHa
HeBIANOBIAHICTL iHhopmaLii
(pi3HOUMTaHHS) Y Mexax 04HOro
[OKYMEHTA - TEKCTY iHCTPYKUiT ANs
Me/IMYHOro 3aCTOCYBaHHA NiKapCbKoro
3aco0y, 3aTBEpPAKEHOr0 Npun
nepepeectpaduii Hakazom MO3 YkpaiHu
Big 10.02.2023 Ne 270. Bunpas/ieHi
PO36ixXHOCTI B po3aini "Cnocio
3acToCyBaHHSA Ta 031" B iIHCTPYKUiT Ans
3aCTOCYBaHHSA NEBHOIo BUAY LUMPUL-PYYOK
(BipHO BKa3aHa neBHa Ki/bKiCTb MoAiNoK
BiANOBIAHO A0 NpM3HaYeHoT J060BOT
[031). 3a3HayYeHe BUMNpaB/IeHHA
BiANOBIAaE apxiBHUM MaTepiasiam
peecTpaujiiHoro gocke ( Yy T.4. KOPOTKiii
XapaKTepuCTULLi NiKapcbKoro 3acoby).

Ne Ha3sBsa nikapcbko2o ®dopma sunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, Bionycky | peecmpayitiHo2o
yrnakoska) nocsi04YeHHs1
TekHomoaxun
KaHaga IHK.,
KaHaga;
EcxiEc KaHaga
IHK., KaHapa;
EclxiEc KaHaga
IHK., KaHaga,;
Heochapm fla6ce IHK.,
KaHaga
2. COJIKBA PO34UH ANS iH KL, TOB "CaHodi- YkpaiHa CaHodi-ABeHTiC HimeyunHa BunpasneHa TexHiYHa NoMunka B 3a UA/16774/01/01
100 Og./mn+50 ABeHTIC [LoiunaHg MmeX IHCTPYKLUiT ANA MeAMYHOro 3aCTOCYBaHHSA peyernmom
MKr/MA1; Ne3 a6o Neb: YkpaiHa" nikapcbkoro 3acoby ans fo3yBaHHa 100




