CEPTUOUKAT COOTBETCTBIA

Ha MPOAYKIIHIO, BRKAIOUCHHYIO B €AHHBIH NlepedeHb IPOAYKIMEH,
nossexamel obasaTess ol cepTUQHKALUI

Ne POCC RU C-RU.©M11.B.00449/18

Cpox seficrsasc  06.08.2019 mo  06.08.2020
OPTAH IO CEPTUOVIKAIIAA Ne 0074137

RARU 1M1 OPFAH [10 CEPTH@HKALHH NPOTVKIIHH OBLUECTBO C OI'PA HUYEHHOH ;
OTBETCTBEHHOCTHIO "DOPMAT KAYECTBA", adpec opzanusayuu : 109428, 2. Muckea, I-eiii Bazosckuli npoesd, 0. J,
enp. 1, adpec opeana no cepmudurayui: 129626, 2. Mocksa, 1-as Meumuiyuncras, 0. 25, men. (495) 783-19-08

3ASABUTEAD

340 "EHOKAA", N
HHH 3024048000, Adpec : 1985135, 2. Canxm-Iemepoypez, Mempoosopyoselit p-s, n. Cipeisid, yi. Cenzu, 0. 34,dum. A
Tenechon: 8(812)380-49-33 =

VU3TOTOBUTEADL
340 "BHOKAI" HHH 5024048000, 143422, Moexosexas obaacme, Kpacnozopexutt pailow, c. ITempogo-danenee, Poccus

xoa OK
TMPOAYRKLIMA ;
Jerapemeennoe cpedemeo: feikoena®, pacmeop Oist GHYMPUBEHHO20 U HOOKONCHO20 GEEDeHUA, OK 034-2014 (KIIEC
PY Ne JICP-0002968/10 om 08.04.2010 (dama zamenst PY 06.02.2012), 2008) (OKITIZ):
COPUTHBIT BHINVCK 21.20.10.130
xoa THB3A

COOTBETCTBYET TPEBORAHUAM HOPMATHBHbBIX AOKYMEHTOB
JICP-0002965/10-080410 uza. MNe -3

CEPTHUOUKAT BRIAAH HA OCHOBAHMH

npomoron wcneimanui Mo 372 om 01.08.2019 FUT omdenra sxcnepmu3sbt, KOWMPOIA U UTYHEHUA KaUecmed, agihexmueroc,
Gezonacnocmu cpedcme mpaegyzuonnot u ungysucnroi mepanuu PrEY "HMHI cemamonozun’ Munsopasa Poccuit,
ammecmam axxpedumaiun POCC RU.0001.21 /124, Cepmudpurarm cOOmeemcinGus cucmentol MEHEOICMENING KAYECMBad 6
Cucmene doGposorviton cepmugpurayny CHCTEMA CEPTHDHKALIMH PYCCKOIQ PEFTHCTPA Ne 18.0780.026, cpox
desicmaus ¢ 19.06.2018 2. 6o 19.06.2021 2., Accoyuayus no cepmugpuxayuu "Pycexuit Pezucmp", Poccus, 190121, 2. Cankm-
Hemepbype, np. Puscroes-Kopeaxosa, 0.101

AOIIOAHUTEALHAS HHOOPMAIINA

Cxenta cepmughuxayuu Sc.

Pyxososuress {zamecruTeAs p}'i(OB(‘JAH’i’E.\.H) g 'd PR
: Oprana no ceprudHKaly ety n\-": s i, ; ,.,R,‘._L.‘_k.',..,_... e
h’g.:n. ‘ﬂ""“Z/? O, GUAHARL
I
- ~ beasmmna EB

Jxcnepr (axcneprn:) 4 e ol
DA DAL, PANILAIL

A0 «Onuyon», Mocksa, 2018, «Bn, wiugnzud Ne 05-03-08/003 @HC P®, T3 N¢ 368, Ten.: (485) ?2‘6:4_7---'_‘2‘_ www.opcion.ru




ITPUAOKEHUE

K CEPTHOQUKATY COOTBETCTBHS MNe POCC RU C-RU.OM11.B.00449/19

Ha NPOAYRUNK, BRAIOUCHHYI) B @AHHBIHA IepeueHb NPOAYKIIHH,
moAAesKauiesi 0653aTeABHOM CepTHORKAIHY

Ne 0000658

. INexkapcTseHHoe cpeacTso:

_ JeitkocTuM® pacTeop AN BHYTPMBEHHONO Y NOAKOXHOMO BBEaeHUS, 300 MKr/Mn (30 MnH.ME/mn),
0.5 MR Wwnpyus! (1/5), na4kn KapToHHbIE;

. TNenkocTUM® PACTBOP AN BHYTPUBEHHOMO v NOAKOXHOro BBeAeHus, 300 Mikr/mn (30 mnk ME/mn),
1 M wnpuyst (1/5), Na4KK KAPTOHHLIE;

.~ WarorosuTens:

~ 3A0 "BMOKAL", HH 5024048000, 143422, Mockosckas obnacTs, KpacHoropckuii paiiox, c. MNerposc-fanbHee,
- Pocemn

- HAcnannuTensHas ukdcopmauus:
. Cpox roa#0oCTh NekapcTBEHHOMO CPencTaa 2 roqa. YCnosus xpaHeHus: npw Temneparype ot 2 go 8° C.

i £,
i» O
PyxoBoANTEAD (3aMECTHTEAD PYKOBOANTEAS) i L}_Ti{/ Sipowenko M.A.
Oprasa no CepTHOHKANHHA .- B OV S
B’LH. .'w.\mgl-. ,f-’ I, SaMuARs
: A Beasinnua E.B.
Ixcnepr (sxcneprs) L "

feAtIcy HIOEINAATE, PRAIANA




3A0 "SMOKAD.“ /JSC "BIOCAD" Dopma Mpunoxerne Nel k
KK-28-007-9 -28-007-
Poccua, 198515, r.CaHnT-l‘!eTegGypr, MeTpoasopuossit SRRk /Annex Form 1 to OKK-28-007 ?

pakon, N.CTpensHa, yn. Ceasu, g, 34, Aur. A, / Russian B l mAD
Federation, 198515, Saint Petersburg, Petrodvorsoviy district,

Strelna, Svyazi st.,bld. 34, Liter A Ten.ftel.: +7 495 992-66-28; Biotechnology Company

T T s L

Macnopr kavecTsa / Certificate of analysis Ne33667/19

Neakoctum®, PacTBOp ONA BHYTPUBEHHOIO M NOOKOXHOro sBeneHusn, 300 MKr/Mn (30 mau
ME/ mn), B wnpuuax no 1 mn / Leucostim®, solution for intravenous and subcutaneous
injection 300 ug/mi (30 min. IU/ml), in syringes per 1 mL

HomMmep cepuun (napTuu) / Batch No: 45130719

Wcneitanun nposenexsl no / The tests performed in ®©Cr/ES NICP-0002968/10-080410; n3m: /amend.
accordance with: N:1-3

Konuvyecrtso NPoAYyKUWM B cepuu, en. uam, / Batch
P size, units: 11741 yn, Nel / packs N:1

Hata usrotosnenus / Manufacture date: 02.07.2019
Cpok rogHocTu / Expiry date: 01.07.2021

M3roTtosuTens / Manufacturer: 340 «EMOKA,[}:», Poccus, Mockosckas obn.
KpacHoropckuin p-H, C. Herpoao-ﬂanbaee/ SC
“BIOCAD", Petrovo-Dalneye, Krasnogorskiy District,
Moscow Region, Russia

PerncrpaumorHsin HoMep / Registration number: pN: NCP-0002968/10

Mokaza

Gt )
e

enb / As

i

Ycnoaua xpavenus / Npu Temnepatype ot 2 no 8 °C. / at temperature 2-8 °C, CooTeercTeyer / Conform
Storage conditions

Cpok xpaHenus / Shelf 2 roga. / 2 years. CoorseTcrsyer / Conform
life
Onucanue / Description NPo3pa‘Hbiv BecuBeTHbI UK CBETNO-XenToro userta CooTeeTcrayeT / Conform

pacreop. / clear colourless or pale-yellow color solution.
NoanukHHocTe CTUMyNnauma nenkonoaza. / stimulation of leucopoiesis. CooTseTcTayer / Conform
unrpacTum /
tdentification. Filgrastim

MNoANMHHOCT,. OCHOBHARA Nonoca PunrpacrTuma, COOTBETCTBYOU AR 17670.0 fla/ Da

Dunrpacrtum / MONeKynApHOR Macce 178001000 Qa. / the principal band
Identification. Filgrastim of filgrastim Corresponds to molecular weight 17800+1000
Da.
NoanuHHoCTL. Mpenapar paer XBPAKTEPHLIN Yron spawenus / The drug 2.84 rpan/deg
Oexkctpan / product has characteristic optical rotation
Identification. Dextrane
NognuHHOC T, BREMA YACDMUBAHWUS OCHOBHOrD MWKa Ha xpoMaTorpamme CooraeTcrayeT / Conform
ManHuTon / . WMCNLITYeMOro pacTeopa NOMKHO COOTBETCTBOBATL BPEMEHN
Identification. Mannitol © YREPMUBAHWA NMKA MaHHWTONA Ha XpomaTtorpamme

CTaHOapTHOro pacTeopa. / the retention time of the major
peak in the chromatogram of the test solution corresponds to
that in the chromatogram of the standard solution of

mannitol,
Mpo3spaurocTsy / Clarity MpenapaT nomien BoiTe Npo3payHsim / The drug product CoorseTtcreyver / Conform
should be clear
UseTHocTh / Degree of OKPacKa He Q0/IXKHE NPesbIaTs 3TaNoH Y6, / colaration CooTeeTcTayer / Conform
coloration should be not more intensely colored than the reference
solution Yé.
PH / pH OT 3,7 a¢ 4,3, / from 3.7 to 4.3. 4.03

Nacnopt xavecrsa / Certificate of analysis Ne 33667/19 Crpanunya 1 13 3/ Page 1 of 3




Mexanuveckue
BrAtONerns / Particulate
matter

Mexannveckue
BRNKONEHNA,
Hesuaumsie HacTuubi /
Particulate matter,
Subwisible particies
MexaHuyeckue
BKNKOYEHMA,
Hesuanmuie HacTUuubi /
Particulate matter
Subvisible particies
Senok / Protein cantent

HucToTa / Purity
HuctoTa / Purity
YucroTa / Purity

fekcTpan / Dextrane
BakTepuansHble
IHOOTOKCUHBI / Bacterial
endotoxines

M3Bnexaemelit 06bem /
Extractable volume

AHOManbHan
TOKCUNHOCTD /

Abnormal toxicity
CrepuneHocTs / Sterility

Cneuundguyeckasn
AKTUBHOCTH / Potency

MarHUTON / Mannitol

Ynakoska / Package

Mapkuposka / Labeling

B COOTBETCTBUM C TPeBOBAHUAMMY, / comply with the
requirements,

YacTuub: Pa3Mepom 10 MKM u Bonee - He Gonee 3000 s/wn, /
Particles with the size 10 mkm and mere - NMT 3000 part. per
syringe

HacTuusl pasmepom 25 MKM 1 Bonee - He Gonee 300 Sfwn, /

Particles with the size 25 mkm and more - NMT 300 part, per
syringe

0T 270 no 330 mMxrima. /from 270 to 330 ug/mi.

Conepxanue niobon SOUHNYHOW NPUMECH He QoMHO
npessiwate 2 % / Any single impurity content is NMT 2 9,

CymmapHoe CONEPMAHWE NPUMECEN He [OMKHO NpessiWaTh
5 % / Total impurities are NMT 5%

OTHOCUTenb Hoe coaepxanne gpuarpacTuma 95 Gonee % /
Relative content of filgrastim is equal to or greater than 95 %

0T 10 ao 20 mr/Mn. / from 10 to 20 mg/ml.

npeflenbHoe cogepxanue He Bonee 2,5 E3/mr dunrpactuma,
/limit content is not more than 2.5 EU/mg of filgrastim,

He MeHee ykasaHHoro na 3TUKeTKe / Not less than volume on

the label

AQMKEH BbITe HETOKCUYHBIM, / should be nontoxic.

AONXKeH GuiTe CTepuabHbIM, / Should be sterile,

He MeHee 80,0 % v He Bonee 125,0 % o7 oBo3HaveHHo
Ao3bi / NLT 80,0 % and NMT 125.0 % from indicated dose **
MeTonel onpegenenun «Creunduyeckon akTUaHOCTU» (no
METOANKE onpeaenemnns FEMOCTUMYNMUPYIOULeN aKTUBHOCT!
Ha MOABNK UNTOCTATUYECKON MUAenocynpeccun u no
MeTonvke buonoruveckoro ananusa nponudepaumnm Knetok
in vitro} sensTcy anbTepHaTUBHLIMK / Methods for
determination of «Potency» (by determination of
hemostimu!ating activity on cytostatic mielosupression modei
and by biological analysis of cells proliferation in vitro) are
alternative

0T 45 8o 55 mMr/mn. / from 45 to 55 mg/ml.

Mo 1 Mn npenapata s CTEPUNEHOM WNPULE U3 HeRTpansHoro
CTekna | ruaponuTudeckoro Knacca ¢ BnasHHoM
MHBLEKUWOHHOW urnoi, NOKRBITON KOANaYKoM 3aWKUTHBIM
3NACTANHBIM UK MECTKNM, YrRynopeHHom HAKOHEYHUKOM 13
OyTunkayuyka, NaMuKUpoBaHHLIM DTopnoAMMepom,
CHabmeHHbIM nopuiHem, Ha kaxaeli WNPpKL HaKNersawT
ITUKETKY Camokneswyocs. Mo 1 unu 5 3aNoNHEeHHbIX
WINPULEB B KOHTYPHOR RNEMKOBON YNaKoBkKe U3 nneHxu NBX
€ MHCTPYKUWEH No npuMeHeHuio MOMELAIOT B NaYKy v3
KapToHa ans noTpebuTenbekol Tapbl TUMA XPOMOBLIN unu
Xpom-3p3sau. / 1 ml of the drug product in a sterile syringe
made of neutral giass of hydrolytic class 1 with integrated
injection needle, guarded with protective elastic or rigid cap,
closed with fluoropolymer laminated butyl rubber tip on
plunger, fitted with plunger. Each syringe is labeled. lors
filled syringes in PVC blister with package leaflet are placed
into chromo board or imitation chromo board box.

B cooTBeTCTOUM ¢ HI v yTeepxaexHbiM MmakeToM /in
accordance with ES and approved design

97.9 %

CooTsercreyer / Conform

S y-u/wn, / part./syr, 4-
u/wn. / part./syr.

2 y-uwwn. / part./syr. 4-
wiwn. / part.jsyr,

312 mkr/mn / mg/mi

1.2%

2.1%

16 mr/mn / mg/mi

Menee 2,5 / Less than 2.5,
E3/mr / EU/mg

1.0 Mma / mi

HeTokcuyHo / Nentoxic

Crepunero / Sterite

83.30 %

50.2 mr/mn / mg/ml

CooTeeTcTByeT / Conform

CooTsercreyeT / Conform

Bhiweykaszannoin NPOAYKT cooTBEeTCTBYET TpeboBaHuam HOPMaTUBHLIX NoKyMeHTOB / This batch of

MacnopT xavecTsa / Certificate of analysis Ne 33667/19
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MNacnopT kKavyecTsa / Certificate of analysis N: 33667/19

product meet the requirements of regulatory documentation

Pykosoautens OKK / Head of QC
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