«A. Harrepmans 311 Cue. 'MOX»
Kommanus «Canodpu»
Hartrepmannaie 1

50829 KenbH, ['epmanus

SANOFI v g

Ceptudmkar aHanmsa/cooTBeTcTBUSA TPeOOBaHMAM TeKyLwen Hagnexawen

NPoOn3BOACTBEHHOMN NMPaKTUKN

3aka3s Ne: McnbitaHne Ne: 269274 BobinyweHo: 04.12.2020
Matepuan: JNIn6ekcuH Myko 20 mr/mn, cupon, 125 mn

Homep matepuana: 364935

Ne cepun 0K2281

Ne GMID: 525758

Pasmep cepuu: 7.290

[ata nponsBoacTBaa: CeH 2020

[aTta okoH4YaHus cpoka Asr 2023 CrtpaHa Poccus
roAHOCTU: Ha3Ha4YeHus:

HopmaTtuBHas M N013994/02-250408

OOKyMEeHTauus:

Howmep peructpaumonHoro M N013994/02

yAOCTOBEPEHNUS

[aHHbIN npoaykT 100 mn

COAEepXuTCS B!

MokasaTenu Hopwmbl npu Bbinycke Pe3ynbTaTthbl
XapakTepucTuku

Onwncanue cupornoobpasHas XXuaKkocTb cooTBeTCTBYET
LiBet KpacHbIN COOTBETCTBYET
TexHU4Yeckue nokasartenu

pH 5,50 - 6,40 6,10
OTHOocuTEnNbHas NNOTHOCTb 1,25-1,29 1,28
MN3Bnekaembln 06beM MUH 125 COOTBETCTBYET
MoanuHHOCTbL

Kap6ouucteunH NONOXUTENbHbLINA pe3ynbTaTt COOTBETCTBYET
MeTtunnaparngpokcrnbeHsoat NONOXUTENbHbIN pe3ynbTaTt cooTBeTCTBYET
KonuyectBeHHOe onpeaeneHune

Kap6ouuncteunH 1,9-2,1 20r
MeTtunnaparugpokcubeHsoat 0,13-0,15 0,15r
Mukpobuonoruyeckas Yymcrora

ObLee 4ncno aapobHbix He 6onee 100 <10 KOE/r

mMukpoopraHuamos (TAMC)

O6LLEee Yncno ApoXKEBLIX U NIIECHEBBLIX
rpubos (TYMC)

pam-oTpuuaTenbHble GakTepum,
YCTONYMBBIE K XKENYM

Pseudomonas aeruginosa

Staphylococcus aureus

He 6ornee 10

OTCYTCTBMUE B 1™Mn

OTCYTCTBMUE B 1™Mn

OTCyTCTBME B 1 mn

2T W@
TSN
A\ Sl
L. DAl cwva \\;_f
.e;;,g‘,o:awﬂag_'[gmy?;— c

1 AU |

S an b%@%g%gym / ﬂ‘(_.{
- -2 B ‘,.v
"

ExCertReleaseEl.xml

Tlocnennee n3menenne: 17.12.2019 09:00
Cgen Illymaep, ciryx0a KOHTpOIISE KauecTBa, Teil. 2028

Poccus

Crpanuma 1 u3 2




«A. Harrepmans sua Cue. 'm6X» S A N O F I J

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

Ceptudmkar aHanmsa/cooTBeTcTBUSA TPeOOBaHMAM TeKyLwen Hagnexawen
NPoOn3BOACTBEHHOMN NMPaKTUKN

3aka3s Ne: McnbitaHne Ne: 269274 BobinyweHo: 04.12.2020
KommeHTapuu:

ADU npounssoguTtens: KapbouncteuH, BLI® BpeTtanb Xumn daitH, Boisel 56140; F-56140 Pleucadeuc, France,
Cepus 00000354

HaHHas cepusi oTBeyaeT TpeboBaHuaM crneumndukaumm HopmaTnesHon gokymentaumm M N013994/02-250408
OTaen KOHTPONSA kavyecTsa

Wolfgang Hermanns

MeHempkep oTAena KOHTPOIS KavecTsa

[aTa Bbinycka: 03.12.2020 B 15:00:15 Dr. Anette Maurer

CchLIKH:

JlaHHBIH OPOIYKT OBLI MPOKOHTPOJIMPOBAH B COOTBETCTBUH ¢ HOpMATUBHOM nokymenTarmeii [T N013994/02-
250408

3asiBjeHHe 0 cepTHOUKANMM:

Hacrosmumm s moaTBep:k/ato, 4To Mpe/cTaBlIeHHas Bbllle MH(OOpMAaLUs sIBISIETCS TIOUIMHHON M TOYHOH. JTa cepust
npernapara Mpou3Be/icHa, BKJII0Yash YIIAKOBKY U KOHTPOJIb Ka4ecTBa, HA YKa3aHHOH BBIIIE TUIOMIA/KE (-aX) B OJHOM
COOTBETCTBMM C TpeOoBaHMsMHU Hamnexamield nponsBojcTBeHHOHM mnpaktuku (GMP) MecTHOro perynsiTopHOro
OopraHa M B COOTBETCTBHM CO CHEHM(HUKALMSIMHU, YKa3aHHBIMH B PerucTpanioHHOM yJOCTOBEPEHHH CTpaHbI-
uUMIopTepa. 3amucu IO IPOM3BOJACTBY, YIAKOBKE M aHAJIM3y CEPUH OBUIM MPOBEPEHBI W  INPHU3HAHBI
cooTBeTcTByIOmMME TpeboBanusM GMP. MapkupoBka B HMOJHOM COOTBETCTBHHM C TOCJIEAHHUMH OJ0OPEHHBIMHU
BEPCUSIMH MAaKETOB YIIAKOBOYHBIX MAaTEPHUAJIOB U MHCTPYKIUHY 10 MEAUIIMHCKOMY IPUMEHEHHIO.

Dr. Bettina Glombitza
YHOHHOMO‘IGHHOG JINIIO

JlaHHBII JOKYMEHT ObLT CO3/1aH B DJICKTPOHHOM (hopMe U JeiiCTBUTENICH Oe3 MOAMUCH
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A. Nattermann & Cie. GmbH
A Sanofi Company
Nattermannallee 1

50829 Cologne / Germany

SANOFI 7

Certificate of Analysis / of cGMP Conformance

Order No: Test No: 269274 Issued: 04.12.2020
Material: Libexin Muco 20 mg/ml, syrup, 125ml

Material No: 364935

Batch No: 0K2281

GMID-No: 525758

Batch Yield: 7.290

Manufacture Date: Sep 2020

Expiry Date: Aug 2023 Destination: Russia

Normative Document No:

This product contains in: 100 ml

P N013994/02-250408
Marketing Authorisation No: P N013994/02

Parameter

Characters

Appearance

Colour

Technical Tests

pH

Relative density

Average volume
Identification

Carbocisteine

Methyl parahydroxybenzoate
Assay

Carbocisteine

Methyl parahydroxybenzoate
Microbiological Purity
Total aerobic microbial count (TAMC)

Total combined yeasts and moulds count
(TYMC)

Bile-tolerant gram-negative bacteria
Pseudomonas aeruginosa

Staphylococcus aureus

ExCertRelease_Libexin20EL.xml

Zuletzt bearbeitet: 17.12.2019 09:00
Sven Schumacher, QAS, Tel. 2028

Release limits

syrupy liquid

red

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

positive

positive

19-21
0,13-0,15

max. 100

max. 10

absentin 1 ml
absentin 1 ml

absentin 1 ml

Result

conforms

conforms

6,10
1,28

conforms

conforms

conforms

2049
0,15¢

<10 CFU/mI
<10 CFU/mI

conforms
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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: 269274 Issued: 04.12.2020

Comments:

API manufacturer: Carbocisteine, BCF Bretagne Chimie Fine, Boisel 56140 ; F- 56140 Pleucadeuc, France, Batch 00000354

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

Quality Control
Wolfgang Hermanns

QC Manager

Release date: 03.12.2020 at 15:00:15 by Dr. Anette Maurer

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

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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Sven Schumacher, QAS, Tel. 2028
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