«A. Harrepmann su Cue. [MOX»

Komnanus «Canodpu»
Harrepmannamiee 1
50829 Kenbh, ['epmanus

SANOFI .7

Ceptudukar aHanusa/coorBeTcTBUA TpeboBaHUAM TeKylen Hagnexawien

NPOU3BOACTBEHHOM NPAKTUKK

3akas Ne: WcnbitaHmne Ne: 283645 BobinyweHo: 21.12.2021
Martepuan: JNIn6ekcuH Myko 20 mr/mn, cupon, 125 mn

Homep maTepuana: 364935

Ne cepun 1K2351

Ne GMID: 525758

Pasmep cepuu: 10.290

[arta npousBoacTtBa: Okt 2021

[ata okoH4aHus cpoka CeH 2024 CrpaHa Poccus
rogHOCTU: Ha3Ha4yeHus:

HopmaTnBHas M N013994/02-250408

OOKyMeHTauus:

Homep peructpaunoHHoro M N013994/02

yA0CTOBEPEHNS

[aHHbIN npoaykT 100 mn

CoAepXuTCS B:

MokasaTtenu HopmbI npu BbInycke PesynbTaTbl
XapakTepucTUKH

OnwncaHne cuponoobpasHasi XX1aKoCcTb COOTBETCTBYET
LiBet KpacHbIN COOTBETCTBYET
TexHu4Yeckue nokasatenu

pH 5,50 - 6,40 6,11
OTHOCUTENbHAst NNIOTHOCTb 1,25-1,29 1,27
M3Bnekaembii 06BbEM MUH 125 COOTBETCTBYET
MoanuHHOCTbL

Kap6ouunctenH NOMOXWUTENbHbBIN pe3ynbTaTt COOTBETCTBYET
MeTtunnaparngpokcnbeHsoat NONOXWUTENbHbBIN pe3ynbTaTt COOTBETCTBYET
KonuyecTtBeHHOe onpepgeneHune

Kap6ouunctenH 1,9-21 20r
MeTtunnaparungpokcubeHsoat 0,13-0,15 0,15r
Mukpobuonoruyeckasa yncrota

ObLee uncno aspobHbIX He 6onee 100 <10 KOE/r
MukpoopraHmamoB (TAMC)

OO6Lee YnCno OPOXOKEBBIX U NITECHEBBIX He G6onee 10 <10 KOE/r
rpmbos (TYMC)

pamoTpuLaTenbHble bakTepuu, oTcyTCcTBUE B 1 M COOTBETCTBYET
YCTONYMBbLIE K XKEN4u

Pseudomonas aeruginosa oTcyTCTBME B 1 MnN COOTBETCTBYET

Staphylococcus aureus

OTCyTCTBME B 1 mn

CcoOoTBETCTBYEeT
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«A. Harrepmans 31z Cue. I'moX» S A N O F I J

Komnanus «Canodpu»
Harrepmannamiee 1
50829 Kenbh, ['epmanus

Ceptudukar aHanusa/coorBeTcTBUA TpeboBaHUAM TeKylen Hagnexawien
NPOu3BOACTBEHHOMN NMPaKTUKN

3akas Ne: WcnbitaHmne Ne: 283645 BobinyweHo: 21.12.2021

KommeHTapuu:

[HaHHas cepus oTBeyaeT TpeboBaHuAM cneuundukaumm HopmaTneHon gokymenTaumm M N013994/02-250408
OTAen KOHTpoONA KavyecTBa

Wolfgang Hermanns

MeHexep oTAena KOHTPOSIS kadyecTsa

[Harta Bbinycka: 21.12.2021 B 10:05:10 Dr. Anette Maurer

CcblIKH:

JlaHHBII IPOTYKT OBLI TPOKOHTPOIMPOBAH B COOTBETCTBHHU ¢ HOpMAaTUBHOM nokymeHTarwmei [1 N013994/02-
250408

3asBieHue 0 cepTHGUKAMM:

HacrosimmM st moaTBepKIat0, YTO MPEACTABICHHAS BbIIIC HHPOPMALHS SBISCTCS MMOUTMHHON U TOYHOW. DTa cepust
npernapara Ipou3Be/IcHa, BKIIOYasi YIIaKOBKY W KOHTPOJIb Ka4ecTBa, Ha YKa3aHHOH BBILIE IUIOMIAaKe (-aX) B TIOJHOM
COOTBEeTCTBUH C TpebOoBaHmsMu Hammexameil mponsBoacTBeHHONH npakTukud (GMP) mecTHOro peryiasiTopHOTO
OopraHa ¥ B COOTBETCTBUHM €O CHEUM(DUKALUSIMH, yKa3aHHBIMH B PerucTpalmOHHOM YIOCTOBEPCHHH CTPaHBI-
UMIIOpTepa. 3amicu 10 TPOM3BOJACTBY, YIIAKOBKE M aHAJIM3y CEpHUHM OBUIM IIPOBEPEHHl U IPU3HAHEI
COOTBETCTBYOIUME TpeboBanusM GMP. MapkupoBka B IMOJHOM COOTBETCTBHM C TOCICIHHUMHU OIO0OPCHHBIMH
BEPCUAMU MAKCTOB YITAKOBOYHBIX MAaTCPHUAJIOB U HHCTPYKIUHN 110 MEAUITUHCKOMY IMPUMEHCHUIO.

Dr. Bettina Glombitza
V1I0IHOMOYEHHOE JIUIIO

JlaHHBIT JOKYMEHT OBLT CO3[1aH B AJICKTPOHHON (popMe U JecTBUTENCH 03 TTOAIICH
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A. Nattermann & Cie. GmbH
A Sanofi Company
Nattermannallee 1

50829 Cologne / Germany

SANOFI «z

Certificate of Analysis / of cGMP Conformance

Order No: Test No: 283645 Issued: 21.12.2021
Material: Libexin Muco syrup for children, 125ml

Material No: 364935

Batch No: 1K2351

GMID-No: 525758

Batch Yield: 10.290

Manufacture Date: Oct 2021

Expiry Date: Sep 2024 Destination: Russia

Normative Document No: P N013994/02-250408

Marketing Authorisation No: P N013994/02

This product contains in: 100 ml

Parameter Release limits Result
Characters

Appearance syrupy liquid conforms
Colour red conforms
Technical Tests

pH 5,50 - 6,40 6,11
Relative density 1,25-1,29 1,27
Average volume min. 125 conforms
Identification

Carbocisteine positive conforms
Methyl parahydroxybenzoate positive conforms
Assay

Carbocisteine 1,9-2,1 20g
Methyl parahydroxybenzoate 0,13-0,15 0,15¢g
Microbiological Purity

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

Bile-tolerant gram-negative bacteria absentin 1 ml conforms
Pseudomonas aeruginosa absentin 1 ml conforms
Staphylococcus aureus absentin 1 ml conforms
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A. Nattermann & Cie. GmbH &t
A Sanofi Company SA N O F l ’%‘ﬁ

Nattermannallee 1
50829 Cologne / Germany

Certificate of Analysis / of cGMP Conformance

Order No: Test No: 283645 Issued: 21.12.2021

Comments:

This batch meet the requirement of the normative document P N013994/02-250408
Quality Control

Wolfgang Hermanns
QC Manager

Release date: 21.12.2021 at 10:05:10 by Dr. Anette Maurer

Reference:

This product has been tested according normative document P N013994/02-250408

Certification statement:

| 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. B HOE Ty Or
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