JTEKJAPALIUSI O COOTBETCTBUM

JEKJIAPAHT, IPHHEMAIOIIHA JEKJIAPAIIHIO O COOTBETCTBHH

AO "Canoghu Poccus”

Ceedenus 0 peztcmpayuy opzanusayuu. MedxpaiioHHaR UHCReXyUA Dedepanbroli Hano2060i cayscbor Ne 46 no
2. Mockee 01.01.2008, OFPH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mocxsea, yn. Teepcxasn, 0. 22. Teneon/graxc: 8 (495) 721-14-00/ 721-14-11

B nuye: Fenepanvuoiti Qupexmop Monoc O.A.

Hosepennoe nuyo: Cmenanos C.C., dogepennoce 6/nom01.12.2017

3AMBJSIET, UTO

nexapcmeennoe cpedcmso: Jlubexcun Mywo, cupon 03 Oemei 20 mz/mn 125 ma, ghnaxonbt (1), 8 komnaexme ¢
ROHCKOT MepHol, navku kapmonnsie, PY Ne [T NOI3994/02 om 25.04.2008 (dama 3amenet 08.02.2017) svidano
Canodu-Asenmuc ®panc, cepus 8K1821, napmus 38130 ynaxosok, zo0eH do 01.10.2021, npouseodcmsa A.
Hammepmany 3ud Cue. Iu6X, lepmanus, A. Nattermann & Cie. GmbH, Nattermannallee 1, 50829 Koln,
Germany, ko0 OKITJ2 21.20.10.255, koo TH B3/ 3004900002, xonmparm Ne 250/400561 92/F-2 om
20.10.2010, urneotic Ne 9085310972 om 26.10.2018

COOTBETCTBYET TPEEOBAHUAM

I1 N013994/02-250408 (H 42-5216-07 usm. Ne 1-3)

JEKJAPAITHSI IPHHATA HA OCHOBAHHH

npomoxon ucnvimanuti Ne 3248 0 om 12.11.2018 BT 000 HL] "OAPMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 D140, Cepmudhuram POCC DE.OM08.C27387 om 14.11.2018

RATATTFIAHSZNA NEKNAPALIAM 14.11.2018

FEKTAPALUS AEICTBUTENBHA 0 01.10.2021
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CBEJEHWS O PETUCTPALIAN

OPIAH IO CEPTHOUKAIUM, SAPETHUCT. PHPOBABIIAI AEKJIAPANIHIO

RA.RU. 11OMO8 OPTAH ITO CEPTH®HUKALMH ITPOAYKLIHH OFL{ECTBO C OI, PAHUYEHHOH
OTBETCTBEHHOCTBIO "OKPYIKHOH LJEHTP KOHTPOJIT KAYECTBA',

adpec opeanusayuu: 115280, 2. Mocksa, yn. Macmepxoea, 0. 4, am. 5, nom. I, kam. I, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mocksa, yr. Macmeprosa, 0. 4, 3m. 5., men.:(495)788-02-88, aeb-
catim. oykK.pe.

JEKJIAPAIIEISI O COOTBETCTBHH 3APETHCTPHPOBAHA A2 POCC RU J-DE.@M08.4.06997/18
IIATA_};‘@I;I{CT PATYUN 14.11.2018
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A. Nattermann & Cie. Gmb

A Sanofi Company
attermannallee }

30829 Cologne / Germany

SANOFI

Cepruduxar anaxnsa / coorsercreusn cGMP

3akaz No:

Wenintradne No: 241582

Buinyueno: 24. 10,2018 r,

MaTtepuan:

Homep marepuana:
Ne cepun:
GMID-Ne:

Pazmep cepiuu:
Hara npon3soacTea;

Jlara oxonuaHus cpoka roJHOCTH:

Crenpnguxaunn Ne/sepeus:
Conepxanue NpoayKTa B

Jdubexenis Myko 2%, pacTsop,
125 ma
364935

8K1821

525758

38130

Oxrstbps 2018 1.
OxTadps 2021 r.
11.234347 /2.0
160 ma

CTpana Ha3HAUEHUS:

IToxasatenn

CroiicTBa

Onucanue

IlseT

TexHHYeCKHEe HCHBbITAHUS

pH

Cpennuit 00bem

OTHoCcHTeNBHAA ANOTHOCTE
HNognuAHOCTD

Kapbowncrenna
MeTtuanaparnapoxcubensoara
Koau4ecTsennoe onpeaeterue
KapOonucreuna
Merunnaparuapokcubensoara
MuxcpoSnonoradeckasi YHCTOTa

Obuiee uncsio aapodHbiX
muxpoopranusMos (TAMC)
O0uiee YMCAD APONAEBEIX U
fuiecHesbix rputos (TYMO)
OHTepOBAKTEPUH U IPYTHE
rpaMoTpubarenbiple Gakrepun
Pseudomonas aeruginosa

Staphylococcus aureus

ExCertReleaseE]l nat.xml
Hara nocnexneii oGpabotki: 08.04.2015 14:50
Sven Schumacher, QAS, Tel. 2028

Hopma npn Beinycke Peayanrar
cuponoodpazHas KHAKOCTD COOTBETCTBYET
KpacHbLii COOTBETCTBYET
5,50 - 6,40 6,13

He MeHee 125 127 mn
1,25-1,29 1,27

OO HTENLHO COOTBETCTBYET
TIOIOKUTEABHO COOTBETCTRYET
1,9-2.1 2.0r
0,13-0,15 0,151

max. 100 < 10 KOE/mn
max. 10 <10 KOE/mn
oTCYTCTBUE B | MA COOTBETCTRYET
OTCYTCTBHE B | M1 COOTBETCTBYET
OTCYTCTBHE B | MI COOTBETCTBYET

Skcnopr Crpannna 1 3
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A. Nattermann & Cie, Gmb
A Sanofi Company )
Nattermannallee 1 , _

SANOFI
50829 Cologne / Germany

Ceprudukar ananusa / coorsercreus cGMP

3akaz Ne: Hematanme No: 241582 Beinyweno: 24.10.2018 r.

IlpuMeuanusn:

ITOT CepHs COOTBETCTBYET HOPMaM cneludpuKalmH,
Oraen KOHTpONs KavecTBa

Wolfgang Hermanns

HauansHuk oTnena KOHTPOJis KayecTBa

Hata Bemmycka: 23.10.2018 8 17:50:08 Dr. Anette Maurer

Ceninga:

DTOT NpoAyKT ObUT NPOTECTRPOBAH B COOTBETCTBHH CO 11.234347 /2.0
cnenupukanuei:

Cepruduxanmonnoe 3asgpienne:

Hacrosimum noaTeepkiao, 9To BeIIIeyKasanHas HHYOPMAaLMs BISETCS JOCTOBEPHON H TOYHOH.
O1a cepus npoaykra Oblla H3rOTOBIEHA/IIPOM3BEICHA, BKIKOYAS YIIAKOBKY W KOHTPOb KAUECTBA
Ha BBHILICYTNIOMAHYTOH NPOW3BOJACTBEHHOH MIOMA/AKe (IUI0MAAKax) B NOJHOM COOTBETCTRHE C
tpedopanuamu GMP MecTHOrO perymupylomiero opraia u CHEHHYUKAIMAMH, YKA3aHHBIMH B
PETUCTPaiiiOHHOM  YAOCTOBEPEHHH HMIOPTHPYIOIIEH cTpaHbl. J[OKYMEHTH, Kacalolpecs
NpPOH3BOACTRA, YIIAKOBKH H aHANH3a CepHH, ObLIYM NPOBEPEHE! M ITPU3HAHE! COOTBETCTRYIOLIMMH
Tpebosanuam GMP,

Dr. Bettina Glombitza
YnoaaoMOueHHoe IHI0

Haunpii 1okyMeHT ObI CO3/IaH B 9MCKTPOHHON opMe 1 AelicTBHTENCH (83 NOTHCH.

ExCertReleaseE] nat.xml Dxcnopr Crpanuna 2 u3

Hara nacneanel: obpaborxn: 08 04 2015 14:30 )
Sven Schumacher, QAS, Tel. 2028




A. Nattermann & Cie. GmbH
A Sanofi Company
Nattermannallee 1

50829 Cologne / Germany

SANOFI .4

Certificate of Analysis / of cGMP Conformance

Order No: Test No: 241582 tssued: 24.10.2018
Material: Libexin Muco 2%, solution, 125mi

Material No: 364935

Batch No: 8K1821

GMID-No: 525758

Batch Yield: 38.130

Manufacture Date: Oct 2018

Expiry Date: Oct 2021 Destination:

Specification No./Version: 11.234347/2.0

This product contains in:. 100 ml

Parameter

Characters

Appearance

Colour

Technical Tests

pH

Average volume

Relative density
Identification
Carbocisteine

Methyl parahydroxybenzoat
Assay

Carbocisteine

Methyl parahydroxybenzoat
Microbiological Purity
Total aerobic microbial count {TAMC)

Total combined yeasts and moulds court
(TYMC)

Bile-tolerant gram-negative bacteria
Pseudomonas aeruginosa

Staphylococcus aureus

ExCertReleaseEl_nat.xml

At bt O 1 3018 05
Swen Sotummche. QA3 Ta 2078

Release limits

syrupy liquid

red

5,50 - 6,40
min. 125
1,25-1,29

positive

positive

1,9-21
0,13-0,15

max. 100

max. 10

absent in T mt
absent in 1t mi

absentin 1 ml

Export

Result

conforms

conforms

6,13
127 mt
1,27

conforms

conforms

2,049
0,159

<10 CFU/mi
< 10 CFU/mf

conforms
conforms

conforms

Page 1 of 2




A. Nattermann & Cie. GmbH
A Sanofi Company SA N O F E ﬁ

Nattermannallee 1
50829 Cologne / Germany

Certificate of Analysis / of cGMP Conformance

Order No; Test No; 241582 Issued: 24.10.2018

Comments:

This batch conforms to the specification.

Quality Control
Wolfgang Hermanns
QC Manager

Release date:  23.10.2018 at 17:50:08 by Dr. Anette Maurer

Reference:

This product has been tested according specification: 11.234347/2.0

Certification statement;

I hereby certify that the above information is authentic and accurate. This batch of product has been fabricated/manufactured,
including packaging and quality control at the above-mentioned site(s} in full compliance with the GMP requirements of the local
Regulatory Authority and with the specifications in the Marketing Authorization of the importing country. The batch processing,
packaging, and analysis records were reviewed and found to be in compliance with GMP.

Dr. Bettina Glombitza
Qualified Person

This document has been produced electronically and is valid without signature,

ExCertReleaseE!l_nat.xml
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