JEKJIAPAITUS O COOTBETCTBUHA

| AEKJIAPAHT, IPHHUMAIOIMH JAEKJIAPALIAIO O COOTBETCTBUH
AO "OPQDE"
Ceedenun o pezucmpayuu opeanusayuu: Mesxcpaionnas uncnekyun Dedepanbiion Han02080u cayauchbol Ne 46 no
2. Mockee 01.01.2008, OF'PH 1027739451410, dama npucsoerua OFPH 24.10.2002.
Adpec: 117556, 2. Mockea, yn @pykmosan, 9. 3-A, xom. [pasnenus. Tenegpon: 8(495)234-04-01.
B nuye: lenepaivruiii dupekmop Banecmpunu A.
Hosepennoe nuyo. benoanazoe O.P., dosepenriocme Nel om 09.01.2018

3AMBJSIET, UTO
aekapemeentoe cpecemao. Laioxcym®, pacmeop dnn nodxoxcnozo esedenun 3200 anmu-XA ME/0,3 ma,

wnpuybl 8 KOMIIeKkme ¢ uenoll 6 Qymuape (2), ynaxoeru Avelikogote konmyproie (3), nauxu kapmonnvie, PY Ne
JM1-002292 om 05.11.2013 (dama 3amens: 24.11.2017), deiicmeyowee PY JII1-002292 om 05.11.2013 (dama
samenot 06.11.2018), cepun 19840, napmua 12600 ynaxosok, zoden do 01.11.2021, npouzeodcmea Anvpacuema
CnA., Hmanus, Alfasigma S.p.A., Via E. Fermi 1, 65020 Alanno (Pescara), Italy, ko0 OKITZ2 21.20.10.131,
k00 TH B3 3004900002, koumpaxm Ne 10/PHL/2010 om 22.01.2010, ungoiic Ne 18-075 om 29.11.2018

COOTBETCTBYET TPEBOBAHHUAM

JIHT 002292-051113 uam. No 1-2

JTEKJAPALUMSA NPHHATA HA OCHOBAHUH

npomokon ucnoimanuu Ne 18-009484 om 12,12.2018 QOO0 "HLJIC "Buomexnonozus’”, ammecmam

axkpedumayuu RA.RU.21 OMO4, Cepmugpuxam POCC IT.OM0O8.C29769 om 12. 12;_ 5-0-18
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NOAMHCH DHO. ¢

OPIAH 10 CEPTHO®HKAIINH, 3APETUCTPHPOBABUI U NEKJIAPALIUIO )
RARU.IIOMOS OPIAH ITO CEPTHOHKALHH TPOQYKIHH OFLECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTHIO "OKPYXHOH LJEHTP KOHTPOJ/IS KAYECTBA",

adpec opeanusayuu: 115280, &. Mockea, ya. Macmepxosa, 0. 4, am. 5, nom. I, kom. 1, adpec opeana no
cepmucpuxayuu: 115280, POCCHA, 20pood Mockea, yn. Macmeproga, 0. 4, am. 5., men.:(495)788-02-88, se6-
caum: oyxx.pg.

AEKJIAPAITUSA O COOTBETCTBHH 3APETHCTPUPOBAHA M POCC RU J-IT.®M0O8.4.10053/18
AATA PETUCTPAIIMH /2.12.2018
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ALFASIGMAY

Kmn'pnm, KAYCCTBA- CepTHDIUKAT aAHAMIIA No: 201809145
Quality Control - Certificate of analysis Nr: 201809145

IMponyicr - Product cepin Hate anamina  [laTa nponssoacTna Conen oo
@awkcynt 3200 avin-Xa ME Baich Analysis Manufacluring date Expiry Date
FLUXUM 3200 LU - 0.3 ML 19840 27/11/2018 112018 1172021
Houasa‘rgnu Hopwmu - Limits EaHHLb! H3MCpEHIA Peaynsrate
Analysis Muy MaKc unit of measure Result
Min, Max.

Onucauue Npo3payHas KuAgkocTe OT 6eCUBETHONO A0 CBETNO-

Kenroro uysera CoorsercrayeT
APPEARANCE Pre-filled syringe containing a transparent liquid coloriess

to light-yellow Complies
UseTHoCTe RonkeH BbiaepKuBaTL CPaBHEHWE € 3TaNOHOM

yserHocTu BY4 Coorvaercreyer
COLOR Solution must be not more intensively colored than BY4 Complies
Mpo3paynocTb AoneH GbiTh NPO3PaiHbLIM WK BLIAEPKUBATH

CpasHeHue c atanoHoM | Coorsercrayer
CLARITY OF THE SOLUTION Solution must be transparent or corresponds to etalon | Complies
pH 5.0 7.5 6.3
MoAnuHHOCTL (METOAOM Fenb-
anekrpochopesn) CoOTBETCTBYET CTaHAAPTY CooteercrayeT
ELECTOPHORESIS Complies to standard Complies
CpenxAan monexynapHana macca 4000 6000 AanbTOH 5400
AVERAGE MOLECULAR MASS 4000 6000 dalton 5400
Monekynspran macca < 3000 Da 30 % 26
MASS WEIGHT < 3000 30 % 26
MonekynsapHan macca or 3000 no 8000 50 60 % 58
MASS WEIGHT BETWEEN 3000-8000 50 60 % 58
V3snekaeMbiit 06Lem 0.3 mn 0.3
EXTRACTABLE VOLUME 0.3 mi 0.3
aHTu-Xa aKTMBHOCTL 90 110 h % 106
ANTI-FACTOR XA ACTIVITY 90 110 Nns % 106
CrepunchocTe Aomken GbiTe CTEPUNbHBIM 110 buka CoorasercTByeT
STERILITY TEST Complies to Ph.Eur. Complies
AHOMaNbHaA TOKCHYHOCTb fAonxex GbiTe He Toxcuﬁnhim‘; Coorsercrayer
ABNORMAL TOXICITY Complies to Ph.Evr. ,Z{’ Complies
Note:

APPROVED
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" Quality Control Manager




ALFASIGMAY

KouTpoak kavecTsn- cepTudmikaT anannia Ne: 201809145
Quality Control - Certificate of analysis Nr: 201809145

TpoaykT - Product cepus Jats susania  [aTe npousBoacTea Toncw 1o
QOnorccym 3200 avri-Xa ME Batch Analysis Manufacluring date Expiry Date
FLUXUM 3200 LU - 0.3 ML 19840 27/1172018 11/2018 11/2021
Moxasarenn Hopmut - Limits Enntnimt H3MepeIm PeaysbTaTEl
Analysis Mun MAKC unit of measure Result
Min. Max.
BakTepuanbHbie 3HAOTOKCUHDBY 0.01 Ed/anTi-Xa ME < 0,01
BACTERIAL ENDOTOXINS 0.01 EU/N.U.aXa <0.01
MexaHu4ecKkue BIIIHOMGHWA BUAUMbLE HonkHbl OTCYTCTBOBATE NPU BH3yanLHOM KOHTpOne CooTrBeTcrByeT
VISIBLE PARTICLES Absent Complies
MexaHuueckue BITIOYEHWUA HEBNAUMBIC
SUBVISIBLE PARTICLES
CONTAMINATION:
Yactuubl paimepom 210 MKM 6000 Kon-so/uinpuy 286
PARTICLES 2 10 pm 6000 n/syringe 286
YacTuub! pasmepom 225 MKM 600 Kon-solwnpuy 2
PARTICLES 2 25 pm 600 nisyringe 2
o4 |
s '
ceptudukato

Note:

APPROVED

Qualjty Control Manager
Dr. C. Trezza
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MHHHCTEPCTBO 3/IPABOOXPAHEHWA
POCCHICKON OFIFPATIHH

Perncrpannonnoe viocrosepenue
ACKAPCTBEHHOIO Ipenapara /st MeIMUMHCKOTO IIPUMCHEHHS

J0-002292
(HOMEp PerHCTPaLLHOHHOIO Y0CTOBEPEHIA 1EKAPCTBEHHOIO Npenapara)

T e ey i ——

‘ Hawumenosanue ncpmates:a (nnaﬂemua) Anugiscirma C.a.A., Hranus,
| PErHCTPALHOHHOIO YA0CTOBEDEHHE | Alfasigma S.p.A
| IeKAPETBEHHOTO NPenapara it

SR e il KR i

;A.’lpec MECTOHAXOAICHHA AepARaATCIH

[(BaaeabUA) PErHCTPALUHOHHOIO Y10CTOBEPEHUS Via E. Fermi 1, 65020 Alanno (Pescara), lta!y
|1eKapCTBEHHOTO NpenapaTa.

Jara rocyaapersennoii perucrpaunn | 05.11.2013
AEKAPCTBEHHOIO IpeNapaTa _ L.

,Cpox AeHeTBHA pemnpauuouuoro | Geccpouno
| YAOCTOBEPEHHN IEKAPCTBEHHOI0 npenapara i

Jara BHeceHHR WIMEHEHHI B PerHCeTpaUHOHHOE |
|YAOCTOBEPeHHe JeKapCTBEHHOrO Npenapara 06.11.2018
(1274 3aMEHBI PEHCTPAUHOHHOTO :

| YAOCTOBEPERMA NEKAPCTBEHHOTO PenapaTa)

1

; Hmbopmaunx 0 saperucmﬂ poaauuou .1exapc*rseunom npenapa‘re:

Daoreym®

{Topronﬁe HauMeHoBaANe

i M EAXIAYHAPOAHOE HENATEHTODBA IIHDC, H/IH

IPYHNHPOBOYHOE, HIH XHMHYECKO ; Mapnanapuy Hatpis
HAUMEHOBAHHE

I ekapcmeuuaa qmpua

paCTaop .’Ulil HOII.I\OJG\HOI (8] BBCHGHHN

z“ 44 ”*:‘f s

,Elomposxa 7 , 3200 ani-Xa ME, 4250 antu-Xa ME, 6400 ani-Xa
i ME

AN
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1 KauectTsenubtii coetas u KOJIH'ICCTBEI!RMI»’I cocras ueﬁcrsvmmux BQIIIECTB H KaYecTBeHHbIi COCTEB
acnomuratenbuux BELIECTB
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[napHanapuH uarpus 3“’00!4‘-‘50!64()0 ahm-Xa MF acsmmnrm*emnme BeUleCTRA (nona i um.ekuuu)

e —

Jtlopua BBINYCKY (mxapcmeanaﬂ ¢0p&iﬁ, pacraop ,'Ulil MOAKOKHOIO Bsc,meuua 320{) amu—Xa

/AO3NPOBKA, NEPBHYHAN YIAKOBKA, KO.IHNECTBO W‘EEfO 3 ma, 4250 anru-Xa MF/O 4 :

(AeRapcTBeHHOR HOPMEI B IEPBHYHON

YNAKOBKE, KOIHYECTBO NEPBHYHOH YIAKOBKH B xaprounaﬂ}

NOTpedHTEALCKON YNAKOBKE, KOMIIEKTHOCTL)  Yrakonka "in-bulk": )
PACTBOP U1 IOAKOKHOTO BBEACHNA 3200 aﬂﬁ%
ME/0.3 mut, 4250 autn-Xa ME!OQME‘&%
ME/0.6 ma (wnpuu) 0.3/0.4/0.6 ma x 126 (hopoﬁx
‘kaproﬂnan)

Pem&um‘m nopuamnuoﬂnoxymmauuu - H_Jlﬂ 0(} 9‘? 05]!]3




Crpannua 2 perucrpaunontoro yAaoctoseperus Ne JI1-002292

TTponssoacTeennnie naomanky, YHacTBYIOILHE
npenapara, ¢ y

B NIPOLIECce NPOH3IBOACTRA JIEKAPCTBEHHOI 0
Ka3anuem craamii npouwssoncrsa, Halsanuii 1
MECTOHAXOKRIEHHH

4}3 KTHYeCKHX aapecoB

[poussoocmso 2omogoir 1 CRApCMEEnton ghop s

Anwpacirma C.n.A.. Wrams / Alfasigma
S.p.A., haly
Via E. Fermi 1, 65020 Alanno (Pescara), ltaly

llepsuanan yrakoera

Anbdacurma C.n A, Hranms / Alfasigma
Sp.A ltaly
Via E. Fermi 1, 65020 Alanno (Pescara), lialy

Bmopuunas/nompedumensexan VHAKo8Ka

Anbdacurma C.n.A., Hranus / Altasigma
S.p.A. laly
Via E. Fermi 1, 65020 Alanno (Pescara). ltaly

Bmopuunas/nompedumenscras YHaKoexa

'OB1ecTBo ¢ orpaHHdeHHO

OTBETCTBEHHOCTBIO "Jlobpanek” (OO0
"NoGponek"), Poccus
115446, r. Mocksa, KosomeHcknii npoein a. 13 A

Hpowseodumens ( Bunyexaowgui konmpons Kavecmea)

Anbdacurma C.n.A., Hranus / Alfasigma
S.pAL laly
Via E. Fermi 1, 65020 Alanno (Pescara), ltaly

lpousacdumens (Beuinycxaouui KOHMPOIb Kaye

CiGa)

‘O0utecTBo ¢ orpannyerHoj

" Hobpoaek"), Poceus

e
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orseTcTBeHHOCTHIO " lobponek” (000
115446, r. Mocksa, KosomeHcknii npoesn, 1. 13 A

y ¥4

Crarte-cexperaps - 3amectureas
Munnerpa

A.B. Kocrenunkosn
; 5‘3“#()’,/“1[1;!;1. ).

“2,

7 oM.

W P

3 : &

o o .
.



