Ceprudmuxar ananuza

302516, Poccus, Opnosckas ofn, Opnoackm#i pafiow,
c/n BonswexynMKORCKOE, YA, JIMBeHckan, n. 1,

Livenskaya str.1,s/p Bolshekulikovskoye,

Orlovskiy rayon, Orlovskaya obl., 302516 Russia,

ten./Tel.: +7 (4862} 440055; 440056
¢axc/Fax: +7 (4B62) 440037
e-mail: vostok@sanofi-aventia.com.

SANOFI «p

AQ "CAHO®U BOCTOK"™

Hanmenonauue Aynukcent® p-p ANA nogk. BB~A 150 Mp/mn
{wnpuy © cucTemon sammTw) 2.00 mu, B2

® napTum 1L5B1C

On NpOoayKTa ORL 777981 Kon GMID

Ta NMPOM3BONCTBA 13/12/2021 Cpox ronHocTH
KonuuecTno 7713.000 Emmumus
[poussonnrens Canopu BMHTpPON MHOVCTPHR, @©paHUMA
HI HO NIN-005440-040419, u3mM. W 1, 2, 3, 4, 4, 5, 6

ONKoe HamseHoBanMe JynurcedT® PACTBOD ANA NONKOXHONo BBeneHwua 150 mr/mn

777991
30/11/2024
ynare,

(mnpuu ¢ cucremofi aamurs) 2.00 mn x 2 {nauka kaprouunan)

Hapayno-a0T GNOTTHHT
Hacanextpuueckoe goxycnposanue
NpospaunocTn

UneTHOCTS

pH
Mexaruyeckue BRINMEHMA:

BMAMMEE BKAOYCHHA

HEBUIMMUE BRIUOYAHMA

= YaCTHU C pa3umepoM >= 10 Mxm

“ HACTHU C PABMEPOM >= 25 Mkm
Haopopua::

3AEXTPOQOPErPaMMA MCAWTYEMOTO PAacTBOPA
nonxsa CwTh CONOCTABMMA

€ TUnMuHOR 3nexTpopoperpamModt

a. Perwon 1, %

b. Peruon 2, %

€. Peruon 3, %

Ynerora:

k3% [CH B ROCCTAHABAMMADIMX YCHMOBMAK:
= yucrora, %

- HI'TU, %

= HNDl, &

= UMCTOTA OCHOBHOPO nMra, §
= HND, %

Uucrora (arperatu):

~ NMCTOTA OCHOBHODO nMea, §
~ BNO, A

Hasneraemsst obbves, MA

X3¢ JICH B MeBOCCTAHABAMBADGINY YCNORMAX!

COOTBETCTRYET CTaHmapry.
CoOTBETCTRYST CTaMEAPTY.

OnanecusHuUKA NPenapaTa He NONXHA
npepuwaTe 3TanoH IV.

Oxpacra npornpn!i He Ma npessmaThL
aTanoM BY2, /

Or 5,6 no 6,2.

B COOTBETCTBHM C TpEOoBaNMmOL.

He Bonee 30@9;#‘0!ﬂnli'¢uﬁlﬁum.
He Bonee 300 u"iﬁ_cii-'ﬁufnum_n!tﬁep.

w2 31 no 46
o 51 no 65.
ne Gonee 6.

He MeHee 93,0,
He Gonee 2,0.
He Bonee 4,5.

ne meHee 93,0,
e Gonee 5,0,

He memees 96,0.
He Oonee 4,0.
He MmeMee 2,0.

Toxasatenn / Tests Cnenm¢nranusn/HI/ Spec.  Peayanrats / Results

onmcaHue Npospaukan uan cnerxa onanecuupymuas, Cnerxa onatecunpypman,
ecuneran maroro usera . XeATOBATOrC UBETA AKOCTH
HOKOCTE , S

NORAKHHOCTS : L

CooTs.
Coors.
MeHee arvanoxa IV
MeHee pTancHa BY?

5.9

OrcyrcTs.

40
56

95.2

1.8
2.11
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Cepruduxar ananusza

302516, Poccma, Opnoscras o651, Opnosckufi pahon,

c/n Bomsuexynuxonckoe, yn. Nusenckas, n. 1, RO "CAHO®K BOCTOK" ‘
Livenskaya str.l,s/p Bolshekulikovskoye, ‘
Orlovskiy rayon, Orlovskaya obl., 302516 Russia,

Ten. /Tel.: +7 (40862) 440055; 440056,

dakc/Fax: +7 (4862) 440037

e-mail: vostok@sanofi-aventis.com.

Haumenopasme Aynukcent® p-p mna nomx. as-a 150 Mp/an
(wnpnu ¢ cucremolt samte) 2.00 Mma, W2
B napruun 1L581¢C
Kon nponykta ORL 7717991 Kon GMID 777991 |
Ta Npow3IBOOCTRA 13/12/2021 Cpok romvocTu 30/11/2024 i
Konuuecreo 7713.000 Eams L ynax.
Mpowasoourens Canogu Bunrpon MHAyCcTPHA, OpaHuMA
HIL HD NN-005440-040419, uam. » 1, 2y 3; 4, 4; 5, 6
Monxoe nammenonamme Aynurcenr® PacTBOp ONA NOOKOEHOTO BBemeHMa 150 mr/un
{mapyu ¢ cucremonr 3ammMTd) 2.00 Mn x 2 [nauxka kaproumas)

CooTs.
- Crepunsnet
CooTeercTeme rapanrTmpyerca

BAKTepHANLHNE IHOOTOKCHHM, EI/Mr Honka
CrepunsnocTs
AHOMANBHAR TOKCHUHOCTS

. T npoHIBOIMTE NENM
fonmcopoar 80, 1 ue Mewse 0,05, : 0.20 |
KonuuecTaeHnoe Onpenenemme {oSuuit or 146 mo 156, 15
Benok}, mr/mn ' : i
Cneumduueckan axTHBHOSTH, 1 or 70 Ao 130 w hxmmo‘c%n'cia'uapmom 93 .

oGpasua mynmnywmaca. L

Ynaxosxa Mo 2,00 wmn » umopaapiul enpuu flo 2,00 mn » omnopasoswsi wnpnu ¢
cucremolt aaun m ngnbro cTexrna CHCTeMON 3amiTh M3 NPo3pavHoro
(THn 1), CuAGKENNMA MechewMOR MPAOR M3 crexna Tun 1), cuaGxennwd
Hepxanemuef crand, saui!ﬂwoﬁ FONNAuKOM  HecwsemHMOR MIAOA w3 Hepxapeome
M3 MATKONO NOAMMEPA C/Oen 2Bepmofi CPaNM, BAWAWEHHORA KOANAVKXOM H3
W*w“.;é"f" = L : MATKOro nonMMepa ¢ Taepaoh

s *pumKof .

Ynaxosxa (npononmenue) Mo 1 unm 2 inpm& C cucTeMolt samwTM o Mo 2 wnpHua © cHcTemol sawiTy C
MMCTPYRUMESl N0 NPHMANEHMO B KAPTOMHYT MHCTRYRUMRR no npuenexnn s i
nauxy © JarneeHHM knananassi. Ha xaxaym KAPTOHHYD Nauxy C 3axeewnuns
RAPTOMHYD NAMKY Hanecew KNanakasm. Ha xaxnymo xaprouuym
AHTUROMTPAPARTHMA CTURep. TpaxcnopTHas RAYKY HAHECEM ANTHMKOMTPAGAKTHWR
7apa B coommeTcTmI C TOCT 17768-90, CTuxep. TpancriopTHaa Tapa »

cooraercTenM © FOCT 17768-50,

Naprmporka (wnpiuy) Ha 3TuxerTre mnpuua c CHCTEMON 3amMTH MA Ha aTMkeTxe mapuua ¢ cucTeMmoRt
PYCCROM A3MKE YKANBANT! TOProBOe J2WMTH HA PYCCKOM A3MKE YXAIAHO !
HAKMEHOBAHME fMpenapara ¢ TOPTOBOE HAMMEHOBAHMe npenapara
npcnynpomea_t_nol npnmj:qagoll ®, C npenynpemMTensuolt Mapruposxoh
MEXAYMAPOAHOE HENATEHTOBAMHOS ®, MEXLYHADONHO® MOMATENHTOBAHHOE
HAMMEHOBAHME, NeKAPCTREHHYD dopuy, H ¢ Rexapcreennan
BO3UPOBRY, $opma, nosamposxa,

Mapruposxa (mnpuu, npogonEesue) conepxande JeRcTRyvmero semectma a

mapHUe B MUMAMAUTPAX, AOTOTHN KOMMAHMH
«SANOFI GENZYME», norormn REGENERON,
HOMED CepuM, CPOK PONHOCTH (B penakumu

Eap_cos_tesultats v§




Ceprudmkar anannza

"
My
302518, Poccun, W"O.CKQ. oon, OPJFOHClmﬁ Paﬁ(’“:

¢/n BonswexynukoBCrOe, Yn. fumewckan, m. 1, AO "CRHO®H BOCTOK"
Livenskaya str.l,s/p Bolshekulikovskoye,

Orlovskiy rayon, Orlovskaya obl., 302516 Russia,

Ten./Tel.: +7 (4862) 440055; 440056,

baxc/Fax: +7 (4862) 440037

e-mail: vostok@sanofi-aventis,com.

Hamenonanue AynurkcesT® p-p ana nonx. ma-g 150 Mp/mn
(unpuu c© cucremoRt 3ammTe) 2.00 i, B2

N napruu 1L381C
Konm npoaykra ORL 777991 Kon GMID 777991

Ta NPOM3BONCTBA 13/12/2021 Cpok romHocTu 30/11/2024
KonuyecTeo 7713.000 EnmHnnn ynax,
[ponapoanTent Caxodu BunTpon MHAYCTPMA, OpanuMs
HI HE NN-005440-040419, nam. » 1, 2, 3, 4, 4, 5, 6

Monnoe HaumeHoBaHMe [IYNUKCEHT® PACTBOp ANA NOOKOEHOTO Bpenedusa 150 mr/mn
(wnpuit ¢ cucremol 3aummrTa) 2.00 Mn x 2 (nauka xaproHuas)

- Cnelmdm‘mmm / 3]’0'-"‘ ' .

qr’gam uo's) Y

REGENERON, wOMep CepuM, cpox
‘roakoCTM (B penmakuuu «lonmem

no:n),
Mapruposxa (mnpuu, nNpomonxexse) RONycRaeTCR MAMIIME umwnnem (ux) BHYTDEHMMIA KOR KOMNAMMH M
rona (on) umv mm_ H rp Qﬂﬂcmm (Hx) TpaguuecKMe INeMeHTH.
ammmuton). Bk
Mapkuposxa [xapToMMaa nauxa) Ha upwcmnoﬂ nayke CO mnpuuaMi c ~ Ha xapTommoft nauke CO mnpHuUaMM C
CHCTEMOM JADMTM HA DYCCKOM ASMKe CHMCTeMOR 3ABMTH Ma pyccxoM Asues
YKA3NRAKT: TOPIOROR HAMMEHOBAHME YEA3AHO! TOPrOBOS HAMMOMOBAHME
npenapara ¢ . npenapaTa ¢ npesynpesmrensuol
MADKUPOB KOt  Mapxuposxoit @, MemayHapoanoe
nenarenroBannos HaMMeHOBANNE , nenarent Ha ypanme,
Texapcreennyn GopMy, Ro npo:xy, NexapcTEeHNan dopMa, NOIMpoRKa,
Mapxuposra (kKaproHHasa nauka, conepxatine 'mlm conepxanue NeRCTBYDMEDNO BemecThRa
npogeAxexne ) uupma B mmmmx RMecno B ONpUue B MMATMIPAMMAX,
unpnuel B mlnotnn, o&uu npanapa'ra l . ROMMUECTRO WAPHUER B ynAKORKE,
anpuue B mm@pan, ofnem npenapata b unpHue »
MUANMAMTPAX,
Mapkuposxa (xaproMMas nauka, COCTAR € YKASAMWEM MAMMEHOBAMKA M COCTAR ¢ YKASAHMEM HAMMEHOBAMMA
npoaonxenne ) COnepXAHKA OEACTBYDMErO BEMACTBA B OAHOM M CORNEPXAMMA Refcrsyomero
unpHue u ﬁopnmen BCNOMOTaTENbHUX BEMECTRA B OMHOM WNPMUe M
BEWeCTR, «XPAMMTL B HeNOCTYNHOM nna NepeyuHeM BCNOMOTATeNLHMX
zereil MecTE», YCNOBMA XpaHeHmA, RERECTR, XXPAHMTL & HMENOCTYNHOM
«CTePHIBHO®, «He BETPRXMBATLY, AnA perefi mecren, ycnosua
xpamenua, «Crepunshon, wxHe
BCTPAXMBATEYD,
Mapkuposka (raprommas nayxa, tﬂpu ucnouummm ruumum npenapart «TlpM MCNONBBOBAHMM Naune HTOM
npogoaxeHue | MOXeT xpaumct ees xonomnan npu F PAT MOXeT Xp ThCA Oes
TeMneparype ne Gonee 25°C m meveuue XONOAMNLHMKA NpM TeMnepatype He
MakCHMYM 14 mwedts, ycnomma oTnycka, Sonee 25°C B rewemme Maxciaym 14
«TlOPeN NPUMEHEHNEM BHMMATENLHO anefin, ycnosma ornycka, «fepen
npounTafiTe MHCTPYKUMDR, NPMMEHEHMEM BHMMATENL MO
MaprMpoBka (KAPTOHHAA nayxa, «TONBKO ANA ONHOKPATHOPO NPHMEMAHMAN,
npogonxeHme ) g2 «OTKPHBATE SAECHY, HAMMEHOBAMME M CTPaHy nNpUMEHeMMA»,

rap coa resultats v8
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Ceprunduxar anannza

302516, Poccua, Opnodckan ofa, Opnoscrwit pafion,
¢/n BonwmexysnukoBCKOe, yn. Nusewckas, a. 1,
Livenskaya str.1,a/p Bolshekulikovskoye,
Orlovskiy rayon, Orlovskaya obl., 302516 Russia,
Ten./Tel.: +7 (4862) 440055: 440058,

axc/Fax: +7 (4862) 440037

e-mail: vostok@sanofi{-aventis. com.

SANOFI .

RO "CRHO®M BOCTOK"

HaumeHoBaHue Iynuxkcen™® p-p nna nomx. Ba=a 150 mr/wmn 1
(wnpuut ¢ cucremofi savmrw) 2,00 mn, B2

B naprum lLs81cC

Kon npomykTa ORL 7779951 Kon GMID 717991

iJaTa npou3BoAcTBA 13/12/2021 Cpox romHocT 30/11/2024 '

KonnvecTpo 7713.000 Envuuii ynax.

NpouanoonTens Canopu BuuTpon MHnycTpuA, Opaduma V'

HA HO NN-005440~040419, wuaM, ¥ 1, 2, 3, 4, 4, 5, 6

[Tonnoe nammeHoBauue [ynuxcenT® PACTBOP ANA MOQKORHOrO ppemeHua 150 mr/mn
funpuu ¢ cucTemMol 3ammTa} 2.00 MA X 2 (nauxa KApTOHHAA)

Toxasarenn / Tests

T N s i e
_ Peayantars / Results

| HAMMEMOBRANME M CTpAMA dMpant -

BNANENLUA PerUCTPALMONNOTO

ynoctoupmnu. HaMMéHOoBaAMHKME
PUPHM-NPOUIBORMTEAR rOTOBOH

' AemApCTRAHHOR QopMN M CTpama

- ApoM3IBOACTBA,

Cneuuqmmnun/}lﬂ / Bpec.

&
5

peanpuaTia,

Mapxuposxa (xaprToMWan nauxa, HAMMEHOBAHME NPeRAPUATHA, ¢
nponomxexue ) nme:rmiﬁne;-o BTOPHMHYD YNAKOBKY M OCYMECTBAAONETO BTOPHYHYD
BMNYC KA mn'rpoﬁa kicemll. ero ; YRAKOBKY W BHnycxanasift kourpons
anpec, Homep PErUCTPaUNOMMOTO ' XauecTBa, ero ampec, Homep .
yuocmnpom, :'- 2 PEPKCTPALMOHNOTD YROCTOBEpP@MMA,
Mapxuporxa (KApTOMHAA navka, noae ¢ HnaﬂnCLn lﬂlwa u!tntu!nul H3 none c maanuce® «llara uzBneyeHus
npononxenie ) M3 XOJNIOMMALHMKAR € BELNENEeHMbM
i AnA BHECEMMA COOTReTCTBYDwel
E», HHPOPMAUMM MECTOM, NoroTun
noroTun mnrm '_am ) cepu MW. . Komnauum «SANOFT GENZIYME»,
npousam B pemmim ' - noromun REGENERON, owep cepmu,
unpon:lenmo:n ~ RaTa nNpPoMIBORCTAA (B pemaxummu
AT .anpouanaacuo:»).
MApKMpOBKA {KAPTOMHAA nawxa, CPOK romMOCTH (B pemaxumM «TofeM nO:i»), CPOK POAHOCTH (8 pemaxuwy «open
npoaonwenue) MTPHUX-KOL, TEMATHYECKHH PHCYHOK AO:»)}, WTYPHX-KOR, TeMATHYECKM
{13c0paxenne WNPHUA), AONONHMTENBHO pucyHok (uaoBSpaxensme wnpuua),
£ NpenycMOTPEHA JAWHTHAN WaEnefixa AONOAHUTENLHO HAHECEHA 3AMTHANR .
(aHTHKOHTPAGAKTHNA CTHKep) MA omHOM Haknefixa (&HTHKOHTPAdAKTHL
CTOPOHE KADPTOHHOW nausén. RONYCKARTCA cTurep) Ha ognoft cropone ]
Hanuume 2D xona, kapTonHoRt nayxu, 2D xoa, 3
MapkMpoBKa (XapTOMNMAR navka, lny‘lpelmerofm! xoza lot: xcmtamn . BHYTPOHNMA KOR KOMNAHMM ¥ :
nponoaxenue) rpahwoc:oro{nx) SMeMeHTA | (on). rpaguuecKkue MeMaHTM.
Rononumrensuo MOXeT DHTL HaHeceda Hononkurensmo nanecena
HHQOPMAUKA [NA MONMTOPUNDA ABMREHMA HHPOPMALMA JNA MOHMTOPHHIA
.uenpcrum npelinp"o: or n nexapc
MPON3BONMTENA IO KOMEUHOPO NOTPEOMTENA. NPENAPATOR OF NPOHABORHTENA no
KOHeYHOT'O "».'n 2L
Xpanenue :

XpauuTs npu Temneparypes or 2 mo 8 °C

Tap_cos_resultats vS




Cepruduxar ananausa

SANOFI . g

AO "CRHO®M BOCTOK"

302516, Poccua, Opnoackas o6n, Opnoeckuit pafion,
¢/n BonsmexynuKOBCKOe, YN. Jumeuckan, n. 1,
Livenskaya $tr.1,s/p Bolshekulikovskoye,
Orlovskiy rayon, Orlovskaya obl., 302516 Russia,
Ten./Tel.: +7 (4862) 440055; 440056,

dakc/Fax: +7 (4862) 440037

e-mail: vostok@sanofi-aventis, com,

HanmeHoBanue Dymuxcent® p-p ans nomx. ss~a 150 Mr/ma
(mnpuu © cucTemoR 3ammTH) 2.00 mn, B2
® naprum 1L581¢C
Koa npoaykra ORL 777991 Kon GMID 777991
aTe NPOM3BOACTBA 13/12/2021 Cpok romHoCTH 30/11/2024
ONUYeCTRO 7713.000 Eanumum ynak.
[pou3BoIMTENs CaHo¢u Bunrpon MuaycrTpus, dpaHuma
HAO HI NN-005440-040419, su3m. ® 1, 2, 3, 4, 4, 5, 6

Montoe waumexopanne JynurceHT® PacTBOP ANA NONKORHOTO BBexesma 150 M/
(mnpuu € cueTemoRt saumTi) 2.00 mn x 2 (nauka KAPTONMAR)

m

Hokasarern /Tests ~ Cneumpmauus/HJ/Spec.  Peaymnramst/ Results
B OPUPMHAMLKOR YnaxoBke AMA BamMTH OT caeta, : :

He samopamumath. - S e

Cpox rommocTH: 36 mecaues, e e 36 mecaues.

Hausan cepus T 0 np PaTa ObNA NPOMIBEARHA M HCMMTAMA B COOTBETCTBMM C ReACTBYOWMM 3AKOHOOATENbCTROM
Poccuickofl Senepaumn 1 TpeGoBaKMAMMK PeTHCTPAUKOHHOMG ACCHE.

OOK PemeHme - Final Decision Paspewen sunyck B rpaxpancrsii 0GOpoT

Peamemme no monrponsmofi cepm Released w/o Restrict. or Dev.

YNOAMOMONEHHO® NMUO NO xauecTRy Olga Veretennikova
JdaTa OPEMATHA PemOMMR 05/05/2022

Nlanusdt cepruduxar samepex IMEXTPOHHOR NOANUCLLD M3 BATMAMPOBAHNOA LIMS./This certificate has been electronically
signed from a validated LIMS .

Fap_ces_resultats v§ Crpanuua -




