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CEPTHOUKAT COOTBETCTBMSI

= Ha HPOA}'I(D,HEO, BI{;\IO‘IEHHY}O B C,\Iﬂlfﬂf[ ['[CPEE‘IEHB l'lp()AYKulfﬂl,
i noAseskamen o0sa3areAbHOI cepruduKanEn
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Cpox peiictsnsic 94 03,2017 1024.03.2018
| OPTAH I10 CEPTHOHKALIMH j Ne 0015870

per. Ne POCC RU.0001.21MMN25
000 " LieHtp BKCMNEPTDAPM "
109052, r.Mocksa, yn.Hwxeropoackas a. 29-33, ¢Tp.7, ocbuc 7409a, Ten +7 (495) §79-55-01

| 3ASBHUTEADb

000 "MEQUNAJI-OHKO"
WHecnekuus ®enepanbHoi Hanerosoi cnywds Ne1 no r.Mockee 1027739237900 105082, r. Mocksa, yn.
@.3Hrenbca, A.75, cTp.21
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A

BuoTect Gapma MBX, NanawranHepwrpacce 5, 63303 [paianx/ Biotest Pharma
GmbH, Landsteinerstrasse 5, D-63303 Dreieich, Germany, cTpaxa: MepmaHus.

xop OK 005 (OKIT):
TIPOAVKINAT 2120.21.110
MexTarnobud (MiMmyHornoBynuH Yenoeeka HopmanbHbii (IgG+IgM+IgA)) pacteop
Ans uHpyaui 50 mrimn 10 mn/ 20 Mn/50 mn /100 mn, chnakoHs! (1), navuku
KapTOHHbIe, per. ya. Ne 1 NO11843/01 ot 01.08.2011 (aaTa nepecdopmneHua PY kop TH B3A Poccun:
11.09.2012), cepuiiHeIi Bbinyck 3002109509
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TPAHCHY3INOHHOM 1 MHEPY3MOHHOI Tepanuu, aTTecTar akkpeautauun POCC RU.0001.210124 ot 16.02.2018,
CepTuthukaT COOTBETCTBISA CUCTEMBI MEHEIKMEHTA kaqecTsa B CucTeMe AoBpOBONLHON cepTuthnkaLmum
«DAPM-PETMCTP» Ne POCC DE.@X/0.K.00071, cpok geiictaus ¢ 01.06.2015 r. no 01.06.2018 r., BblAaH
000 «OLKK», 115280, r. Mockea, yn. MacTtepkoea, 4. 4
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From Nature for Life

Cepmucbuxam aHanu3a

Mpoaykr: lMeHtarnobux Cepus Ne: B146148
(Product: Pentaglobin) (Batch no.:)

Hata npoussopnctea: 26.03.2018 Cpok rogHocTi: 29.02.2020
{Manufacturing date:) (Expiry date:)

O6sem B ynakoeke: 10 mn
(Dose of containers:)

YcnoBusa xpaHenus: 2-8°C
(Storage conditions:)

CornacHo esponeickuM TpeBosaHuaM Kaxaas VHAVMBMAYanbHas AOHAUMs AOHOPCKOW
nnasmbl W KedXKALIFA Nyn NNasMel, UCnonbayemble 45 Npou3eoAcTsa, Gbinm MpoTECTUPOBAaHLI
Ha oTcyTCcTBUE HBS-aHTurena, avtuten k BUY-1/-2, siniovaa BUY noatun O, u aHTuTEn K
Bupycy renatuta C. [lononuuTensHo kawgblit Nyn nnasmel Gbin npoTecTMpoBaH Ha
otcytcTeue BUY, Bupycos renatuta B u C metogom MUP. [ins npoussogcrea npenapara
Bbina nenonb3osaHa NNasma ToMbKO NPU OTPULATENBHbIX pesynsTatax TecTupoBaHus.

MpoayKkT npousseneH MeTOOOM (DPaKLUMOHUPOBAHUA NMa3Mbl 3TAHOMOM Mo Kony ¢
WCcnonb3oBaHUem BanUOUPOBaHHLIX MeToaoB BUPpYCUHaKTUBaLMI (obpaboTka
B-npenuonakToHom/ Y® 1 oKTaHOBOM KUGMOTOIR).

lMpoaykT cootBeTcTBYeET CneumndukaLn Buotect ®apma MGX n TpeGoaHuam Esponelickoit
®apmaxoneu.

Biolest Pharma GmbH Tel:  +49 (0) 6103-801-0
Landsteinerstrasse 5 Fax:  +48 (0) 6103-801-140 gultig ab: 09.2008
63303 Dreieich eMail: mail@biotest.com Peniaglobin - Sekn 1
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Cepuna Ne: B146148
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From Nature for Life

(Bmocneumdmwucm: Eenok yenoseka)

Moxazatenu Cneyucpurauyms Pesynbrar
Sterility CTEPUIBHO CTEPUIBHO
{CrepunsHocTs)
Pyrogenicity anMporeHHo anuporeHHo
(MuporeHHocT)
Protein 48 -55 50 rin
{Benox)
pH-value 6.4-72 6.8
(pH) il '
Sodium ions 70 - 86 79 MmMonb/n
(MoHbl HaTpus)
Chloride ions 70 - 86 76 mmons/n
{MoHs! xnopa)
Glucose 225-275 26.0r/n
(Mniokoaa)
Content of immunoglobulins > 95 100 %
{Obwee coaepmanie uMmMyHornobynuHos)
Molecular size distribution
(Pacnpegenenne monekyn no pasmepy)
monomers (IgG, IgA) 54 - 71 82 %
{Mokomepsi (IgG, 1gA))
dimers (IgG, IgA) 13-26 18 %
(Aumepsl (IgG, IgA))
polymers (IgG, IgA), = IgM 9-25 20 %
(Monumepsl (1gG, 1gA), = IgM)
fragments <2 0%
(©parmenTs!) -
!mmunochemlca! punty COOTBETCTBYET COOTBETCTBYET
(MmmyHoxiumMu4eckan uicToTa)
Human protein pattern

COOTBETCTBYET COOTBETCTBYET

Page 2 of 4 pages
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Cepusn Ne: B146148

MokazaTenwu Crneuudovikauus PeayneTtaTt
Anticomplementary activity <1 0.8 CHso/Mr 6enka
(AHTHKOMNNEMEHTAPHAR BKTMBHOCTL)
Madification <25 29 9
(Moaudukauun Genka B-nponuonakroHom)
Pseudomonas aeruginosa
antibody titer 211320 1:1280
(AnTutena k Pseudomenas aeruginosa)
Content of
{Copepwanue ummyHornoSynuHon)

IgG 30-42 39 r/n

lgA 4-8 5 r/n

IgM 4.5-8 6.4 rin
Crapaalality 310 -340 321 mOcmonb/ur
(OcmonanbHOCTB)
HEERMRdns 205 42.0 ME/r 6enka
(AuTuTena k HBs — aHTureny)
SEUIRIE] <120 0 mr/n
(3ranon)
Beta-Proplolactone He OﬁHapy}KIﬂBaBTCH He OﬁHapy)KMBaETCﬁ
{B-nponuonakToH)
Prekallikrein activator <35 0 ME/mn
(AKTUBaTOp NpekannukpenHa)
Haemolys:n oTpuuaTenbHo oTpuyaTeneHo
(Femonuauy)
Fill volume .

p = HOMUHANBHBIA 06bem | 10 Mn

(M3Bnekaemblil 0Bwem)

Page 3 of 4 pages
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Cepus Ne: B146148

Mokasatenu Cneundhukauusn PeayneTaTt
Anti-A titer . :
(AHTU-A-TUTD) 1:<64 1:32
Anti-B titer . y
(AHTU-B-TiTp) 1:<64 1:32
Anti-D He Gonee tutpa cooTBeTCTBYET
MONOXWTENLHOM
(Awru-D) pedhepeHc-ob6pasua
Coloration
> BY7
BETHOCTb) = BYS
Claifivcfsg] Buaumble
arity of solution
y MexaHu4eckue cooTBETCTBYET
(MexaHuueckue BrnloveHNs) BKNIOYEHUS
OTCYTCTBYIOT
Compliance with acceptance criteria ~ yes K no [
(CoareeTcTBHE KpUTEPUSM npuemkm)
v 7
4
[ AL - 05.06.2018
Dr. C. Apel = Date of signature
/Qualified Person Hata nognucanns
J-p K. Anen

YrnonHomoueHHoe nulo
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