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SANOFI .7

Cepruduxar anaaunza/coorBeTcTBUsA TpedoBaHuAM Tekyed Hannexameit

NPOU3BOJACTBEHHON NMPAKTHKHU

3aka3 Ne: HUcnbrranue Ne: 270030
Marepuai: JInb6excun Myxko 50 mr/mi, cuporn,
125 ma
Howmep martepuana: 364934
Ne cepun 0K1611
Ne GMID: 525746
Pasmep cepuu: 14.370
JlaTa mpou3BoICTBA: Cen.2020
JlaTa OKOHYaHHS CpOKa Asr 2023 Crtpana
TOJJHOCTH: Ha3HAYCHUS:
Hopmarusnas 11 N013994/01-250408
JIOKYMEHTALUS:
Howmep M N013994/01
PErucTpaloHHOTO
YIOCTOBEPEHUS
JlaHHBIH TpOAYKT 100 mn
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«A. Harrepmans sua Cue. 'm6X» S A N O F I J

Kommanus «Canodpu»
Hartrepmannaie 1
50829 KenbH, ['epmanus

Cepruduxar anaaunza/coorBeTcTBUsA TpedoBaHuAM Tekyed Hannexameit
NPOU3BOJACTBEHHON NMPAKTHKHU

3akaz No: HWcnbrranue Ne: 270030 Beinyueno: 12.11.2020
KomMmeHTapuu:

Ipouzsoaurens ADU: Kapdouucrenn, bperans Xumu daitn, Boisel 56140; F- 56140 Pleucadeuc, ®panus, Cepust
00001012, 00001008

JlanHas cepust oTBeuaeT TpeOOBaHMIM crieliuuKauyu HopMaTuBHOM gokymenTauuu [1 N013994/01-250408

OT1/e1 KOHTPOJIS Ka4yecTBa
Wolfgang Hermanns
MeHepkep oTaeNa KOHTPOIIS KayecTBa

Jlarta BbITyCKa: 10.11.2020 B 17:06:03 Dr. Anette Maurer

CchlIKH:

JlaHHBI NPOAYKT ObLI NPOKOHTPOIHPOBAH B COOTBETCTBHYU ¢ HOPpMAaTHBHOI JokyMeHTanueii I1 N013994/01-
250408

3asiB/IeHHe 0 CepTHHUKALNN:

HacTrosmum st moaTBepkIato, YTo IpeICTaBICHHAs! BbIllle HHGOPMAIIHS SBISCTCS IMOJIMHHON U TOYHOW. JTa cepust
npernapara Ipou3BeIcHa, BKIIFOYasi YIIAKOBKY U KOHTPOJIb KAYECTBa, HA YKAa3aHHOM BBIIIC IUIOMIAKE (-aX) B ITOJHOM
COOTBETCTBUH ¢ TpeOoBaHmsAMH Hammexameidl nponsBoacTBeHHON mpakTuku (GMP) mecTHOrO peryiasTopHOTo
OpraHa W B COOTBETCTBHH CO CIeIM(PHUKANNAMH, YKa3aHHBIMH B PeTHCTpaIriioHHOM YAOCTOBEPEHHH CTPaHbI-
AMIOpTEepa. 3amnucH MO TMPOW3BOJACTBY, YNAKOBKE W aHANU3y CEpPHH OBUIM TIPOBEPEHBI ¥ IPU3HAHEI
cooTBeTcTBYyIomMH TpeboBanmsiM GMP. MapkupoBka B TONHOM COOTBETCTBHH C MOCICTHHUMH OXOOpPCHHBIMH
BEPCHAMH MAaKETOB YITAKOBOYHBIX MAaTEPHAIOB M HHCTPYKIMX IO MEIUIITHCKOMY IPUMEHEHUIO.

Dr. Bettina Glombitza
Y1I0JIHOMOYEHHOE JIUI0

JlaHHBII JOKYMEHT OBbLI CO3/1aH B DJICKTPOHHOI (hopMe U JeiCTBUTENICH Oe3 MOAMUCH
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A. Nattermann & Cie. GmbH

A Sanofi Company SA N O F I J
Nattermannallee 1

50829 Cologne / Germany

Certificate of Analysis / of cGMP Conformance

Order No: Test No: 270030 Issued: 12.11.2020
Material: Libexin Muco 50 mg/ml, syrup, 125ml

Material No: 364934

Batch No: 0K1611

GMID-No: 525746

Batch Yield: 14.370

Manufacture Date: Sep 2020

Expiry Date: Aug 2023 Destination: Russia

Normative Document No: P N013994/01-250408
Marketing Authorisation No: P N013994/01

This product contains in: 100 ml

Parameter Release limits Result
Characters

Characters brownish-yellow to light brown syrup-like liquid conforms

Technical Tests

Relative density 1,16 - 1,20 1,18
pH 5,50 - 6,40 6,06
Average volume min. 125 126 ml

Identification

Carbocisteine positive conforms
Methyl parahydroxybenzoate positive conforms
Assay

Carbocisteine 4,75 - 5,25 5,06 g
Methyl parahydroxybenzoate 0,13-0,15 0,14 ¢

Microbiological Purity

Total aerobic microbial count (TAMC) max. 100 <10 CFU/mi
Total combined yeasts and moulds count max. 10 <10 CFU/mi
(TYMC)

Escherichia coli absentin 1 ml conforms

ExCertRelease_Libexin50EL.xml
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A. Nattermann & Cie. GmbH

A Sanofi Company SA N O F I J
Nattermannallee 1

50829 Cologne / Germany

Certificate of Analysis / of cGMP Conformance

Order No: Test No: 270030 Issued: 12.11.2020

Comments:

API manufacturer: Carbocisteine, BCF Bretagne Chimie Fine, Boisel 56140 ; F- 56140 Pleucadeuc, France, Batches 00001012,
00001008

This batch meet the requirement of the normative document P N013994/01-250408

Quality Control
Wolfgang Hermanns

QC Manager

Release date:  10.11.2020 at 17:06:03 by Dr. Anette Maurer

Reference:
This product has been tested according normative document P N013994/01-250408

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. Labelling is in full compliance with the last
approved version of packaging and leaflet artworks.

Dr. Bettina Glombitza

Qualified Person

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