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CAHO®MU JDKEH3AMM

IMACIIOPT HA CEPHIO I'OTOBOI'O IIPEITAPATA
[MonuknoHanbHble UMMYHOTI00YMUHBI koMnaHuu [Dxensaiim — 23 Boulevard Chambaud de la Bruyeére
— 69007 JIMOH (®panius)

* Ha3BaHHe 4 ONHCAHHE NpeNapara:

THAMOTJIOBYJINH (Kposnumii
HMMYHOIJIO0Y/IHH MPOTHB THMOLHTOB
YeJ10BeKa) 5 Mr/mJ

= Howmep cepnn: 9W1251

= Homep npeamera: 701178

= JlaTa NpOH3BOACTBA FOTOBOIO 14 auBapsa 2019
Hepac(acoBaHHOIO npenapara:

= JlaTta npou3BoAcTBa pachacoBaHHOIO 07 ¢peBpans 2019
npemnapara:

=  CpoK rogHocTH: 01. 2022

*  Ypcio ynakoBaHHBIX eAMHHI: 801

= Ha3nauenne: POCCHUSA

= Kommenrapuu: Her xoMmeHTapHeB.

»  Pemenne:

= UYpncao BbINYIIEC€HHbIX €CAHHHI:

®HO yno,THOMOYE€HHOT0 COTPYAHHKAS
IToanuce: Jlrok TpenHo#
®dapmalieBT
YnonHOMOYEHHbIH
COTPYAHHK
3a BhIITyCcK cepuii
/monmnucy/

BBIIYCK IIPEITAPATA

800

JanHblil npenapar 6b171 NPOH3BeAeH H HCCJIEN0BAH B COOTBETCTBHH € HA/lJIexKAIIeH
npousBoacTBeHHO# npakTukoii (GMP) u perucTpaiMOHHBIM YI0CTOBEPEeHHEM.

Jlara: 20 mas 2019

LYON-QUAL-FORM_EN-000039 (v4.0)
Crp. 1m31

/mopnuce/ 20 mas 2019




CAHO®H JDKEH3ANM

CEPTU®UKAT AHAJIM3A
[NonuknoHanbHble UMMYHOTIOOYIHHBI komnaHuu [hxenzaiim — 23 Boulevard Chambaud de la Bruyeére —
69007 JIMOH (Dpanuus)

Ha3zBanmne u onucanune npenapara: TUMOI'JIOBYJIMH® (Kponuuuii “MMyHOrI00YJIMH IIPOTUB THMOLIMTOB
4eyoBeka) S Mr/mi
Jlnodunuzat aJ1s IPUrOTOBJICHHUS KOHUEHTpATa Ul PUTOTOBJIEHHS pacTBopa mjis HHBY3uit 25 Mr

Homep cepuu rorosoro
HepacGacoOBaHHOIO
npenapara:

9GY 000008

O6bem roroBoro
HepacdacoBaHHOIO
npenapara:

163,2 nutpos

Jarta npousBoacTea
roToBOro
HepacdacoBaHHOT 0O
npenapara:

14 suBaps 2019

Homep cepuu roroBoro
npenapara:

9W1251

Homep npeamera:

701178

PriHOK cObITa:

POCCHUSI (B cooTBeTcTBHH ¢ Dapmakoneeii EBponbl)

JaTta npou3BoacTBa 07 ¢peBpans 2019 CpoK rogHoOCTH: 01. 2022
pacdacoBaHHOro
npenapara:
JlaTa npou3BOACTBA 16 mas 2019
FOTOBOIO Npenapara:
YucJ10 KOHTEHHEPOB: 800 dpnaxkonoB no 10 ma | JlaTta Bbimycka: 20 mas 2019
T'OTOBBI HEPAC®ACOBAHHBIN NPENAPAT Ne CEPHUH 9GY000008
IMapameTpsl MeTonb! Crneuudpuxauuu Pe3ynbTaThl
HCCJ1e10BaBHMIA
Buewnumii Bua Busyanbhsiii koHTposb (LYON- | IIpo3pauHas unu IIpo3paunas
QUAL-TECH-000049) crerka OecuBeTHas
onajecuupyorias, JKHAKOCTH
6ecLBeTHas
KUIKOCTb WITH
WUIKOCTb OJIeHO-
XKETOro LiBeTa
KonuuecTBeHHOE TurpoBanue popmanbaerniom 8,0-12,0r/n 10,1 r/n
onpeje/ieHHe IJIHIHHA (LYON-QUAL-TECH-000131)
KoauuecTBeHHOE Bricoko3ddekTiBHas 8,0-12,0r/n 10,3 r/n
onpenesieHHe MAHHHTOJIA | KHIKOCTHas xpomarorpadus
(LYON-QUAL-TECH-000161)
KoanuecTBeHHOE KucnotHo-ocHoBHOe TUTpoBaHue | 0,96 — 1,44 r/n 1,15 r/n
onpeaeieHHe XJIOPUAOB (LYON-QUAL-TECH-000095)
Onpeaenenne pH TToTeHUMOMETPHUECKOE 6,5-17,2 7,0
onpezaeneHue (LYON-QUAL-
TECH-000106)
KonunuecTrBeHHOE CnekrpooTomMeTprUYeCKHit 4,5-55r/n 53 r/n
onpenesenue 6esaka ananu3 (LYON-QUAL-TECH-
000067)
Tutp OueHKa aKTUBHOCTH 9-30En 15 En.
JUMQOLHTOTOKCHYHbBIX NUMQOLUTOTOKCHYHBIX aHTUTEN | raMMarioOyJHMHOB/ raMMMariao6ysanHoB/
anrTuTes (LTIPS0) C MOMOILBIO NIPOTOYHOM Mr Mmr
uuromerpun (LYON-QUAL-
TECH-000109)
BbaxkrepunanbHbie KuneTnyeckuit XxpOMOreHHbIi <2,0 E3/mn <0,5 E3/ma
JHIOTOKCHHBI meton (LYON-QUAL-TECH-
000163)
Buonarpyska MembGpaHHas GpUIbTpaLHs <10 KOE/ 100 mn 0 KOE/ 100 ma
(LYON-QUA L-TECH-000034)
IMapBoBupyc B19 lenamMnnuduKaLuOHHOE OtpuuatensHo OTtpHuaTenbHo
uccneposanue (LYON-QUAL-
TECH-EN-000004)

LYON-QUAL-FORM_EN-000070 V 0.3 /monnucs/ 20 mas 2019

Crp. 173




CAHO®U DKEH3ANM

onpeneneHue (LYON-QUAL-
TECH-000106)

T'OTOBbBIN INIPENAPAT Ne CEPHUH 9GY 000008
ITapameTpsl MeTtoas! Cneuunduxauun PesysabTaThl
HCc/IeJOBaBHHH
Bueuwnnii BuA BuzyansHblit koHTpons (LYON- | [Mopomok kpeMoBo- ITopoiok KpeMoBo-
JHOPUIH3IHPOBAHHOIO QUAL-TECH-000088) Gernoro 1BeTa OeJioro 1BeTa
npenaparta
BHewinuii Bug Buzyanshbiii kouTpoab (LYON- | [Ipo3paunas nnu IIpo3paunas
pa3BeJeHHOT 0 QUAL-TECH-000088) crerka OecuBeTHas
npenaparta ofnajecLHpyoLas, JKHAKOCTH
6ecLiBeTHas )KUIKOCTh
WIH XHUIKOCTh
65e1HO-)KeNTOro
LBETa
Bpems pacTBopeHusi Busyanbhblit koHTponb (LYON- | <2 MuH npu <1 mMuH
QUAL-TECH-000088) temnepatype 20-25°C
OcraTouHasi BAaxHocTs | KymoHomeTpuueckuii aHaiu3 <3,0% 0,3 %
(LYON-QUAL-TECH-000018)
Onpenenenne pH IToTeHuHOMeTpUUECKOE 6,5-17.2 6,9

OcmonsnbHOCTH (Mocyie
pa3Beaenust 1/5 B 0,9%
pactBope NaCl)

Kanopumetpiueckuii aHainus
(LYON-QUA L-TECH-000072)

> 240 mOcMonb/Kr

281 MOcMoab/Kr

(LYON-QUAL-TECH-000161)

KoaHyecTBEeHHOE TutpoBaHue popMabIETHIOM 40,0 - 60,0 47,0 mr/¢paakon
onpeaeneHHe rJIHIHHA (LYON-QUAL-TECH-000131) | mr/¢nakon
Konu4yecTBeHHoe Beicoko3dipekTiBHAS 40,0 - 60,0 48,3 mr/¢paaxkon
ornpeaeieHHe MAHHHTONA | JKHAKOCTHas Xxpomartorpadus Mr/¢nakoH

KoanyecTBeHHOE
onpeaeseHue XJ0pHAOB

KHCcnoTHO-0CHOBHOE TUTPOBAHHE
(LYON-QUAL-TECH-000095)

4,8 — 7,2 mr/¢pnakoH

5,4 mr/¢giakon

Pacnpenenenune no
pa3mMepy MOJIEKYJI

DKCKJIIO3HOHHAA
xpomarorpadus (LYON-QUAL-
TECH-000038)

MoHoMeps! +
auMepsl: > 95,0%
ITonumeps! +

M + 1 99,0%
Mm+A+®:1,0%

000067)

Arperatsl +

¢parmenTsl: < 5,0 %
KosnnuecTBeHHOE CrnektpodoToMeTpryeckuit 22,5-27,5 24,7 mr/paakoH
onpeneieHue Geaka aHanu3 (LYON-QUAL-TECH- mr/¢nakoH

Yucrora Onextpodopes B arapo3HoM rene | > 95,0% Otcyrcteue | 100,0% orcyrcTBHE
ramMmars1o00yauHa (LYON-QUAL-TECH-000025) | ansbyMuHa anbL6ymuHa
Yucaora Amnanus MeTonoM Mo cpaBHeHHIO € OtcyTcTBHE
rammarso00yausa 35eKTpodopesa B 31eKTpooperpaMMoit | JOMOTHHTENbHBIX
TOJTMAKPHIIAMHUTHOM TeJie € pacTBOpa CpaBHEHHUS, | MOJIOC HA
NOAELWICYTb(AaTOM HATpUs OTCYTCTBHE anieKkTpodoperpamMme
(LYON-QUAL-TECH-000134) | nOmOJHUTEIBHBIX HCNBITYEMOT0
T0JIOC Ha pacTBopa
anexktpodoperpamme
HCTBITYEMOTO
pacTeopa
Hpentudukauus A HNmmyHonudpdysus (LYON- Kponnusero Kpoauusbero
QUAL-TECH-000094) MPOUCXOXKACHU NPONCXOXKACHHS

THTp reMOJIU3HHOB

BuzyanbHstii koHTposb (LYON-
QUAL-TECH-000062)

< 64 ns xkaxaoi u3 3
rpynn (Al, B, O)

Al: oTpuLIATE/ILHO
B: oTpunartesbHo
O: oTpHuAaTE/ILHO

AHTH-A, anTH-B
reMarrJJlOTHHHHBI

BusyansHsiii koHTposb (LYON-
QUAL-TECH-000172)

< 64 nnsg xaxaoi us 2
rpynn (Al, B, O)

Al: oTpuuaTeabHO
B: oTpHuaTesibHO

LYON-QUAL-FORM_EN-000070 V 0.3 /noamucs/ 20 mas 2019

Crp. 2/3




CAHO®H JDKEH3ANM

TOTOBbBIN IIPEMAPAT Ne CEPUM 7W0761
IMapameTpbl MerTonnbl Cneunduxaunu PesyabTaThl
HCCJ/IeI0BABHMI
HUneutudpukauunsa B Ummynosnektpodopes (LYON- | OcHoBHOI IgG
QUAL-TECH-000019) KoMmoHeHT IgG
Hpentudpuxanusa C LTIP (LYON-QUAL-TECH- CootBercTBYyeT CooTBeTcTBYeET
000109) aHaJIN3y aKTUBHOCTH
Tutp OlieHKa aKTUBHOCTH 9-30En 17 En.
JAUMPOLUHTOTOKCHYHBIX | NTUM(OLUTOTOKCHYHBIX aHTUTEN | FaMMario6yJiHHOB/ ramMmmmarno6yauHoB/
anTuren (LTIP50) C NOMOLIBIO IIPOTOYHON Mr Mr
utomerpuu (LYON-QUAL-
TECH-000109)
AHTHTENIA K LYON-QUAL-TECH-000077 CpennexBafpaTHbIit 324
TpomGouuTam (in vitro) npupocT < 486
BakTepuanbHble ®apm. Esp. 2.6.14. <2,0 E3/mn < 0,5 E3/ma
9HIO0TOKCHHBI KuneTnueckuii XxpOMOT€HHBIH
merox (LYON-QUAL-TECH-
000163)
CrepunbHOCTb B ®apm. Egp. 2.6.1 (QM-105) CooTBEeTCTBYET CooTBeTCTBYET
OTHOLUEeHHU BakTepuii u ®apwm. EBp. ®apm. Ep.

rpudkoB

HABJIOAEHUSA: HI1
®apwm. Esp.: ®apmaxones Esponsl

HpOCTaBJ'leHHI:le HH’KE MOANMUCH YKa3bIBAKOT HA TO, UTO PE3yJbTAThl COOTBETCTBYIOT

cnenudpuKANHIM

CocTaByieHO U Banecca Tabanu [le JHara: 20 mas 2019
YTBEPKAEHO: JlypGe
Moanuce: CoTpyoHHK OTAENa

BBIMYCKa MPOXYKLIMK

/moanuce/
ITposepeHo 1 JI ManHo# Hara: 20 masn 2019
YTBEPXKIOCHO!: (I)apMaueBT
Tonnucy: Y oJIHOMOY€EHHBIH

COTPYAHUK

3a BBIMYCK Cepui

/moanuce/

Bepcus: 01 ot 20 mas 2019

LYON-QUAL-FORM_EN-000070 V 0.3 /nomnuce/ 20 mas 2019

Crp. 3/3



SANOFI GENZYME g

FINISHED PRODUCT CERTIFICATE OF CONFORMANCE

GENZYME Polyclonals - 23 Boulevard Chambaud de la Bruyére - 69007 LYON (France)

* Product Name and Description : THYMOGLOBULINE (Rabbit anti-human
thymocyte globuline) Lyophilised powder for

infusion
* Dosage Form: 5 mg/ml
* Batch Number : 9W1251
* JItem Number: 701178
* FBP Manufacturing Date : January 14th, 2019
* FP Manufacturing Date : February 07th, 2019
*  Expiry Date: JAN 2022
* Number of Packed Units : 801
* Destination: Russia
* Comments: No comment.
* Decision: PRODUCT RELEASED

=  Number of Released Units : 800

I hereby certify that all the manufacturing stages of this batch of finished product
have been carried out in full compliance with the GMP requirements of the
European Union and with the requirements of the Marketing Authorizations of
the destination countries.

Name of the Qualified Person:

Signature: . ANNOY Date:
3 0 A ‘ﬁ'.' aNa
i —
P S T L
./'Ji
P
-

LYON-QUAL-FORM_EN-000039 (V4.0) Page | sur 1




SANOF| GENZYME wg

CERTIFICATE OF ANALYSIS

GENZYME Polyclonals - 23 Boulevard Chambaud de la Bruyere - 69007 LYON (France)

Product name and description: THYMOGLOBULINE® (rabbit anti-human thymocyte globulin) 5mg/mL
Lyophilizate for concentrate for infusion 25 mg

Final bulk product batch number
Manufacture date of Final Bulk Product
Finished Product Batch number :

: 9GY000008
: January 14, 2019
9W1251

Release market: RUSSIA (According to Normative Document version 5)

Manufacture date of Filled Product
Manufacture date of Finished Product
Number of containers

: February 07th, 2019
: May 16th, 2019
: 800 vials of 10 ml

Expiry date

Release date

Item number: 701178

: JAN 2022

20 MAI 2019

Volume of final bulk product: 163.2 liters

FINAL BULK PRODUCT LOT N°9GY000008
Tests Techniques Specifications Results
Appearance Visual inspection (LYON-QUAL-TECH-000049) Liquid clear or slightly Clear colorless

opalescent, colourless or

pale yellow

liquid

Glycine assay Formaldehyde titration 8.0-120g/1 101 g1
(LYON-QUAL-TECH-000131)

Mannitol assay High  Performance Liquid Chromatography 8.0-12.0g/I 10.3 g/l
(LYON-QUAL-TECH-000161)

Chloride assay Redox titration (LYON-QUAL-TECH-000095) 096 -1.44 g/l 1.15 g/l

pH determination  Potentiometric determination 6.5-72 7.0
(LYON-QUAL-TECH-000106)

Protein assay Spectrophotometric assay 45-55g/l 53g/1
(LYON-QUAL-TECH-000067)

Lymphocytotoxic Anti-lymphocytotoxic activity by flow cytometry 9-30U/mg Q mean value:

titer (LTIP50) (LYON-QUAL-TECH-000109) of gammaglobulins 15 U/ mg of

gammaglobulins

Endotoxins Chromogenic kinetic (LYON-QUAL-TECH-000163) <2.0EU/ml < 0.5 EU/ml

Bioburden Filtration on membrane <10 CFU/100 ml 0 CFU/100 ml
(LYON-QUAL-TECH-000034)

Parvovirus B19 NAT Testing (LYON-QUAL-TECH_EN-000004) Negative Negative

FINISHED PRODUCT LOT N° 9W0150
Tests Techniques Specifications Results
Appearance of the . . . . Creamy white
freeze-dried product Visual inspection (LYON-QUAL-TECH-000088) Creamy-white powder powder
Liquid clear or slightly
Appearance . . . . Clear colorless
of reconstitution Visual inspection (LYON-QUAL-TECH-000088) opalescent, colourless or pale liquid

Dissolution time

Residual moisture

pH determination

Osmolality (after
dilution 1/5 in NaCl
0.9%)

Glycine assay

Mannitol assay

Visual inspection (LYON-QUAL-TECH-000088)

Coulometric assay (LYON-QUAL-TECH-000018)

Potentiometric determination
(LYON-QUAL-TECH-000106)

Calorimetric determination
(LYON-QUAL-TECH-000072)

Formaldehyde titration
(LYON-QUAL-TECH-000131)

High Performance Liquid Chromatography
(LYON-QUAL-TECH-000161)

LYON-QUAL-FORM_EN-000070 V 3.0

20 MAI 2019

yellow

<2 min. at 20-25°C
<3.0%
65-72
> 240 mOsmol/kg

40.0 - 60.0 mg/ vial

40.0 - 60.0 mg/ vial

<1 min
0.3 %

6.9

281 mOsmol/kg

47.0 mg/vial
48.3 mg/vial

Page 1/2




SANOFI GENZYME g

FINISHED PRODUCT B
Tests Techniques
Chloride assay Redox titration (LYON-QUAL-TECH-000095)

Distribution of
molecular size

Protein assay

Gammaglobulin
purity

Gammaglobulin
purity

Size exclusion chromatography
(LYON-QUAL-TECH-000038)

Spectrophotometric assay
(LYON-QUAL-TECH-000067)

Agarose gel electrophoresis
(LYON-QUAL-TECH-000025)

SDS-PAGE (LYON-QUAL-TECH-000134)

. LOTN"9W0150
Specifications Results
4.8 - 7.2 mg/vial 5.4 mg/vial
Monomers + Dimers : 2
95.0 % M+D: 99.0 %

Polymers + Aggregates +
Fragments : <5.0 %

22.5 - 27.5 mg/ vial

>95.0%
No albumin

Compared with the
electrophoregram of the
reference solution, no
additional bands are found
in the electrophoregram of
the test solution

P+A+F:1.0%

24.7 mg/vial

100.0 %, no
albumin

No additional bands
are found in the
electrophoregram of
the test solution

Identification A Immunodiffusion (LYON-QUAL-TECH-000094) Rabbit origin Rabbit origin
< 64 for each of the 3 Al: Negative
Haemolysins titer ~ Visual inspection (LYON-QUAL-TECH-000062) groups B: Negative
(A1, B, O) O: Negative
Anti-A, anti-B . . . < 64 for each of the 2 Al : Negative
haemagglutinins Visual inspection (LYON-QUAL-TECH-000172) groups (A1, B) B: Negative
cps o Immunoelectrophoresis .
Identification B (LYON-QUAL-TECH-000019) Main component IgG IgG
Identification C LTIP50 (LYON-QUAL-TECH-000109) aCSC;‘;;PheS with the activity Complies
Lymphocytotoxic Anti-lymphocytotoxic activity by flow cytometry 9-30U/mg ?718‘71:1 valuz f
titer (LTIP50) (LYON-QUAL-TECH-000109) of gammaglobulins & .
gammaglobulins
Anti-platelet
antibodies (in LYON-QUAL-TECH-000077 MFI < 486 324
vitro)
. EP 2.6.14.
Endotoxins Chromogenic kinetic (LYON-QUAL-TECH-000163) < >0 EU/ml <05 EU/ml
Bacterial and
fungal sterility EP2.6.1. (QM-105) Complies with EP Complies
test
OBSERVATION: Batch 9W1251 is issued from batch 9W0150.
EP: European Pharmacopoeia
The signatures below indicate that the results meet specifications
Compiled and verified by : V. FAURE
. Date : A\l 201!
Signature :  —=fifzar=) '
Verified and approved by : | swaw o] 20 MAI 2019
. . —— Date :
Signature :
/
Version OJ4 dated on 20 MAI 2019

LYON-QUAL-FORM_EN-000070 V 3.0
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