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Ceprudmrar ananusa H COOTBeTCTBUS

Hanmeuosanue NPONyKTa: Bakuuua 284 Menakrpa® MEHWHTOKOKKOBan SoJHCaXapuatag (ceporpynn A, CYuw-
135), KOHBIOTHPORANHAS ¢ andrepuiinniyg AHATOKCHHOM, ORHOLO30B LI Pnaxon - Poceug

3ran npouecca: MapKHpOBKa

Homep cepuy; U6561AB Homep Matepuana/kon nponyxkra: 3000595
Obvem/konmuectno: 80 000 navek

Yenosun xpanenus: Tipa Temneparype or 2 a0 § °C

Hara npoussoactsa; 14 DEBPAJIS 2019 r. Hara nerevenny €POKa rogsocTy: 01,2021
ﬂoxazarmb(u) Hopm Pesynurar Aara
HCLITAHYA

Honanunocrs TIpH BhInTyCKe Honoxurensysie TeCTs! ans Honoxurenpipre Teersl (21 MASI 2010 -
Q96-102 Ceporpymm A, C, Y u W-1 35, 474 ceporpynn A, C, Y

KOHBIOTHPOBAHHEIX ¢ andreputtnm |y W-135,

AHATOKCHHOM KOHBIOTHPOBAYHBIX ¢

andrepuitanin
i j AHATOKCHHOM

CE!’TMQ}HKALH/UI ITPOU3BOUTENS

Hacrosugm noaTBepx a0, uro Npeacrasnesnan spiwe HHGOPMaLMA AsngeTCy BOARHHHON ¥ Tounol, Hacronuay
CePHA NPORYKTA Bhina IPOH3BENCHA 1 MCTIBITaNA Ha Ykazau#o#(bix) Boime Tnoutanke(ax) & nonwom COOTBETCTRIM ¢
TpeBoparmnmy Hapnexawen NpoMsBoncTReHNOH fpaxtiku (GMP) mectiore peryaupyromero oprasa u g
cooTBeTCTENY CO coeunduKkaunsmu, YKAJAHHBIMH B PErHCTPalHOHHOM YAocTosepenuy CTPaHbI-uMnoprepa uny
COracHo creundukaumay ua KARHuseCKkni npopykr (Heenenyemuie JIEKapCTEe HublE CPeaCcTBa) 8 COOTBETCTBUY ¢
0Cke KnuHuYeckory Heenenosanus. Oryersy go 00paorks AHANIY Cepuil Griu TIPOBEDEHE! M Npy3Hans
COOTBETCTRYIOW MM Tpebonaruam Hpasuwn GMP, a  takue BOKYMEHTaM, HONTBEDRARIO LM npuémky
ceprudikaros ua BBHIYCK npenapara Peryaupyiotum opranoy, Hocrasnennas uunce SNEKTPOHHAR NOANHCH uMeeT
HpHARYeCKyTO CHAY W 3KBHBANEHTHA cobeTrentopy o MOANHCH B cooTBetcTRHY ¢ Haanexaien
Npou3BOACTBEHKOH HpaxTHxoi (GMP) i Konexcom denepansunx nocTanosnenuit ClIA (CFR), Tom 21, uactp | 1.

Vruepwaeno n SNCKTPOHHOM BHRE:  DUO Memuicca Xampuc (Melissa Humphries)
Hata 2l MAS 2019 . 22:58:00 UTC-4 y,

Oraen one Ui 10 oecnievenno KavecTsa i Buinyck cepuii
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Hudopmaiug, COnepMalancs 8 aanpom ROKyMeHTe, panHo kax u 4acTH 3ol HHOOPMALMH, oK
o0pabarsisarpcg KaK YacTHas eobersentocTs koMnanuu «Carodu acrep» ynp ee ACHEPHHX opranwsayui,




