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Cepmucpukam Ons [Nompebumerns Roche

02195310

AKTeMpa KOHUEHTpaT ANA NPUroToBIieHUs pacTeopa AnA
uHdy3uii 400 mr/20 mn conakor Net

Marepuan Ne: 102256629
Cepun Ne: N7448H02 JPara esinycka: 20 man 2020
OTMeTKN HA YynakoBKe: 10 2022
N7448H02
04 2020
Konuuecrao: 16882 ynax.

Wudcpopmauus o Mokynarene:
HaumesoBas ke opraunsayum: AO «Pow-Mocksar

lopon: Mockea, Poccuitckan Peaepaumn Yeepomnexue ¢ nocraske: 1210339835
MopnakoBuii N2 3akasa: 6800002673 Jlara sakaza: 15 man 2020

K nanHoMy QOKYMEHTY NPUNCGKEHLI

CepTuthuxar Ha cepwio; 02195310 (1 cTpanvua) Bepeusa 2.0

WndpopmaLmorHoe nucbmo (TWIMC): (1 cTpaHnua)

ACN:0000508091(*) FRB: 19.05.2020 KonTpaxT Ne 756/20434630/10007
Waabenns KoHpo
Pykosoautens rnobanbHore ynpasneHus UensmMn nocTasok

DTOT SOKYMENT BLINONHEH 3NBKTPOHHOM CUCTEMONA ACKyMeHTo0BapOTa u geiicTauTeneH Gea nognuci.
@, Xodpchuann-Na Pow Iro. MNoapaanenedne Sapma Tel: +41-61688 11 11 Crpanuua 1 nad
Bepcun 2.0 CH-4070 Basens Fax +41-61-6888020




Cepmucbukam Ha ceputo
02195310

AKTeMpa KOHUeHTpaT 4NA NPUroToBNEeHUA pactTeopa AnA
nHdy3un 400 mr/20 mn dnakoH Net

Nosupoaka: 400 Mr/20 mn Kon-sof¥Yn-xa: 1 hnaxon
Marepman Ne: 10226629
Cepusn Ne: N7448H02 Aara eeinycka: 20 man 2020

Nara np-sa: 20 anpens 2020
Fopen po: oxTAGpe 2020
Crpava-umnoprep: Poceuitickan ®epepaums

YnaxkopaHo:

Pow [uarnoctuke MmBX, Tepmanun, Sandhofer Str 116, 68305 Mannheim, Germany
Nnuensns Ha npouseoacTso Ne: DE_BW._01_MIA_2020_0004

EudraGMP ceprudmxar Ne: DE_BW 01 GMP_2020_0064

YTBepHASHHDBIE KOMNOHEHTBE

10225451 Axtempa tbnakoHbt 400 mr/20 mn
Cepua Ne; N7448
MNpoussegeno:

[oxerenTex Mnk., CLIA, Ne Brookwood Pkwy 4625, 97124 Hilisboro, United States
Nuuenauna #a npouseoacTeo Na: M-0001880
EudraGMP ceprutbukaT Ne: DE_BW_01_GMP_2017_1015

Kontpons Kavecrsa:

Jbhxewrentek Muk., CLUA, Ne Brookwood Pkwy 4625, 97124 Hillsboro, United States

Cwm. Bhitbe

Doxenentex Mk, CLUA, New Horizons Way 1000, 95688 Vacaville, United States

NuueHanA Ha npon3BoACTso Ne: 41958

EudraGMP ceprucmkat Ne: DE_BW_01_GMP_2017_0020

BuilweykasanHas UHOPMaLMA HACTORLLMM NOATBEPKAAETCH, YTO ABNAETCA NOANUHHON W TOMHOR. 31a
napTs npogykta Bbina NPOU3BEAEHA, BKAYAA YNAKOBKY/MaPKWPOBKY W KOHTPONh Ka4ecTea, Ha
BhilueykasaHHoM{-HeIX) caiite(-ax) B8 nomHom cootsercTsm ¢ GMP TpebosaHuamu nokansbHoro
PerynATOPHOIO OPraHa 1 B COOTBETCTEMKN CO CNEUMMKaLMAMK PDEMVCTPALMOHHBIX AOKYMEHTOB B CTPaHe-
umnoprepe. [lokyMenTst No NPoM3BOACTBY, YNAKOBKE W aHanWiy gaHHoh cepu Obinv npoBepeHbl Ha
cooTeeTcTRyOLME TpeBosanus GMP u Beino ycTaHoBREHO, 4TO OHy cooteeTcTayioT GMP. Otknotenune
0T CYLLECTBYIOLIEN NULIEH3WK. YTBEpXASHWE CTPaHb! NPOBEPAETCA I. KaksepayrcTom.

A-p Tanbs [NawoTtT, MaHredM, Nepmanns
OTBeTCTBeHHLIN COTPYAHMK

20 man 2020 11:47.06

A-p Taven MawoTy
OTBeTCTReHHBIA COTPYAHMK

3707 AOKYMEHT NOANNCaH 3NEKTPOHHO. YTaepxaeHo A-p Taxbs MawoTtT 20 Man 2020 11:47:06 CEST

Pow [Juarnocruxc MuBX MNoapasgenanve DapMa Tel. +49-821-759-8760 Crpasiuia 2 us 4
Bapcun 2.0 D - 68305 Manrsim Fax +45-621-759-78-8760




CepTuduKkar aHanusa

Axrempa {Tounwnuaymab) /B, pUHANLHLIR GUIAKOH, CNEUMMUKALUA Ha NPORYKT (ExUS}
Loauposka: 20 mrimn, 20 mn/thnakoH
Cepun: 3376965

Aara npoussonctea: 20 anpenn 2020
Foaen no: 31 oxTaGpa 2020

MaTepuan Ne: 10225106
Crneundukauuna Ne: TEC-0181627
[ata BcTynnexus B gefcteue: 07 anpenn 2020

Kog Tecta Tecy Cneundmxaymn Pesynbrar
SAM-0112892 Kowreirep
Tun 20 mn thnaxonsl HECLBETHOMD CTEKNa COOTBETCTRYST
SAM-0112892 Kourehuep
LiseT xpbitiin TeMHO-CHHW COOTBETCTBYET
SAM-0112852 Koureimnep
LiseT xonnauxa Cepebpucrbiit COOTBETCTBYET
Q12729 Liper
Onucatue oT GecUBETHORO A0 CBETNO-WENTOro COOTBETCTBYET
Mo wane useTHocty Espen. dapm. ue Bonee Y5 cooTBETCTRYET
Q12281 {po3apaunoCTs/ OnanecLEHTHOCTL
Onwcanue QT PO3pauHoN A0 Cerka onanecuMpylllek  cooTseTcTeyeT
KA KOCTe
OnanecueHTHOCTs o Wwxane Eapon. ®apm.  <=Ref. (il COUTBBTCTBYET
Q8280 Waanexaemoiil obvem’
B coors. Eepon. ®apm./®@apm. CLIA/ fin.
dapm. CooTBETCTBYET COOTBETCTBYET
Q8290 W3anekaembiii obuem
Obsem Bo hnaxoHe >=20,0 Mn/nakon 21,0 mn/dbnaron
SAM 0108584 Brawmbie 4acTuup NPAKTYHECKN OTCYTCTBYIOT coOTBETCTBYET
Q12121 HesuguMmbie wacTuupt (8 cnerka
IBTEMHEHHOM NONe)
vacrmybi>=10 Mkmithn <=3000 PPC 148 PPC
vacThLbi> =25 MKW/ <=300 PPC D PPC
Q12749 pH 6,367 6.5
SAM_0108342 OrHoweHue OCMOTUNECKOrD AaBNerkA” 0.6-0,8 0.7
SAM_0108906 Cogepsanue Nonwcopbar 80
Konopumetpudeciont MeToa 0,040 - 0,060% 0.052%
Wnentbuinpyrowmnit TecT 4nA
Touunuaymaba’
Q13352 Buonormieckwi metog cneumwbudeckas DuonoruHecKan aKTMBHOCTL
ROATEEPXAEHA COOTBETCTBYET
Q12734 HMonnootmenHan BIXX BPEMA YAEPMAHUA CCHOBHOTD NWKA Ha
XPOMATOrpamMme COOTBETCTBYET BPeMEHN
YAESPKAHNA OCHOBHOMD NUKa Ha
XpomarorpaMMe CTaHA3pTHOrO pacTeopa COOTBETCTBYET
Q12732 Yucrora (axcrmoamonHan BINX)
MoHomep >=09,0% 99.6%
Numep <=1,0% 0.4%
Mposwve <=1,0% <0,2%
Q12734 Yucrora (uoHooBmenHas BIXX)
Mpe-rvk <=28% 19%
QcHOBHOM Nk >=56% 71%
Sub-1 <=15% 6%
Sub-2 <=6% 2%
R-1 <=3% <1,0%
Hpyrve <=3% <1,0%
Q12735 Conepwanue Senxa (YO-COM) 18,0-22.0 mrimn 20,8 mrimn
Q13352 Cneundrdyeckan akTUBHOCTL

Brnonorvieckui METOR

{1,4-2,6) x10E4 Eflimn

1,7 x10E4 E[Ymn

Dwenerrex Mux, CLIA , 1 DNA Way, South San Francisco, CA 84080
Ten. : +1 650 225 1000
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Kon recra  Tecy Cneuuduxauun Peaynurar
@12008 BaKTepuancHbie 3HA0TOKCHHL!! <= 1,0 3E/mn <0.050 3E/mn
Q12002 CrepunsHoOCTS

7-AHEBHLIA NPEABapUTENLHBIR OTCHET Her pocra COQTBETCTRYET
Q12002 CrepunbHoCTs

OUHANEHLIA KOHTEAHER B COOTBETCTBUMN C

Esponeiicxoil Gapmaxoneei/Dapmakoneei HeT pocra (cooTeeTcTayeT) cooTBaTCTBYST
CLIA/AN. Dapm.

Bce TecTbl BuASPKUBANT UCTIBITAHNA

TecTol BoinonHeHHbe: [pkeHenTex WHK, CLUA, 4625 NE Brookwood Parkway, Hillsboro, OR 87124
SAM_0112892

Q12261

Q8290

SAM_0108584

Q2121

Q12008

Q12002

Tecrs Beinonuenusie; Srenerrex Wu., CLUA, 1000 New Horizons Way, Vacaville, CA 95688
Q12729

Q12749

SAM_0108342

SAM_0108206

Q13352

Q12734

Q12732

Q12735

3ra cepus Gbina NPOAHANU3IMPOBAHA W YTBEPKAEHA HALIMM YRONHOMONEHHLIM OTASNOM KOHTPONSA 1
ofecrneyenun KaYeCcTBa U BCS TECThl CODTBRTCTBYET CrielMpUKaLmam.

Yreepwaeno; Xurep Pockaucy Aava: 08 man 2020 4:00 pm PDT

Jupexrop oraena KonTpons kasecrsa

Dwenenrex Mux, CILA , 1 DNA Way, South San Francisco, CA 94080 Crpanviia 4 ua 4
Ten. : +1 650 225 1000




