AEKJIAPAIINA O COOTBETCTBHMU

JEKJIAPAHT, IPHHHMAIOLUIMH JEKJIAPALIMIO O COOTBETCTBAA

AO "Canoghu Poccus”

Ceedenun o pezucmpayuu opzanusayuu: Mesicpationran uncnexyun Dedepanshoti Hanozoeoi cayachv Ne 46 no
2 Mocxse 01.01.2008, OT'PH 1027739079940, dama npuceoenus OT'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepcxan, 0. 22. Tenedhon/paxc: 8 (495) 721-14-00/ 721-14-11

B mmye: Ienepanvuviti dupexmop Mowoic O.A.

Hosepennoe nuyo: Cmenanos C.C., dosepennocms 6/ om 01.12,2017

3AARBIIAET, UTO

nexapcmsenHoe cpedcmso: Jhubexcun Mywo, cupon ons demeii 20 mz/mn 125 mn, gnaronu (1), 8 komnrerxane ¢
RooicKoil Meprotl, naixu xapmonnvie, PY Ne IT NO13994/02 om 25.04.2008 {Oama samenvi 08.02.2017) evidano
Canogpu-Asewmuc Ppavic, cepus 9K2082, napmus 36750 ynaxosox, eoden 0o 01.09.2022, npoussodcmea A.
Hammepmann and Cue. Im6X, Fepmanusn, A, Nattermarm & Cie. GmbH, Nattermarmallee 1, 50829 Koin,
Germany, xo0d OKII/[2 21.20.10.255, xoo TH BIR 3004900002, xonmparm Ne 250/40056192/F-2 om
20.10.2010, uneoiic Ne 9085351362 om 24.10.2019

COOTBETCTBYET TPEEOBAHHSAM

171 N013994/02-250408 (HI 42-5216-07 uzm. e 1-6)

JAEKJAPAIIMSA ITIPUHSTA HA OCHOBAHHU

npomoxon ucnsimanuii Ne 32910 om 14.11.2019 HJI 000 HI] "®APMOBEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®J140, Cepmucpuxam POCC DE.OM08.C54373 om 14.11.2019

JAEKJIAPAYIAM 14.11.2019
i BUTEJILHA 10 01.09.2022
E3T gt poccwie )2 J
%:i‘-i e & _-_ﬁ‘:sgi‘i* ;0?&55 ) Crenanos C.C.
% 6“«@6&0&@.’@{3{' :4;4" OHO
Q"’f"&% w.- T ‘j -
CBEJEHHS O PETHCTPAIIN

OPT'AH 110 CEPTHO®HKAINHA, 3APETHCTPHPOBABIIII JAEKJAPAITHIO

RA.RU.11®M08 OPIAH ITO CEPTH®HKAIHY IPOIYKIHH OBIECTBO C O PAHHYEHHOY
OTBETCTBEHHOCTEIO "OKPYXXHOH LIEHTP KOHTPOJIT KAYECTBA "

adpec opzanuzayuu: 115280, 2. Mocxea, yn. Macmepxosa, 0. 4, sm. 5, nom. 1, xam. 1, adpec opeana no
cepmugpuxayuu: 115280, POCCHA, z0pod Mockea, yn, Macmepxosa, 0. 4, 9m. 5., men.:(495)788-02-88, ee6-
catim: oyxr.pe.

AEKJIAPATIAS O COOTBETCTBHH 3APETHCTPHPOBAHA X% POCC RU A-DE.®@®M08.A.44759%/19
JATA PETHCTPALIAH 14.11.2019

£

(DU Tunesxo WLE,
rofruce Pyxosomrrens. OC




A. Nattermann & Cie. Gmb

A Sanofi Company _‘
attermannallee 1 SANOFI J {
50829 Cologne / Germany |
Ceprudukar ananuia / coorsercrasua cGMP
3axas Mo Hcnbirannie Ne: 255206 Binyuewo: 16.10.2019 .
Marepuan: JinGexenn Myko 2%, pacTBop,

Homep mateprana:

Ne cepun:

GMID-Ne:

Pa3mep cepun:

Jara npoH3BoacTBa:

JlaTa oKOH4aHHA CPOKA FOOHOCTH:
Creunduxaunn Ne/pepeus:
ConepixaHue npoayKTa B:

TlokasaTens

CeoiicTra

OnucaHie

per

TexHn4eckHe HCNBITAHUSA

pH

Cpenunit o6bem

OTHOCHTENbHAA FAOTHOCTD
IMoanuunocTh

Kapbouncrenna
MerunnaparnapokcubeHsoara
KonuuecTBeHHOE onpeneneHue
Kapb6ouuctenna
Metnnnaparnapoxcubensoara
Muxpobuonornueckas uncToTa

O6uwee yucno a3pobHEIX
vuxpoopranuimos (TAMC)
OB1wee YACIO APOXKIKEBLIX H
mnecHesslx rpubos (TYMC)
OxrepobakTepun U apyrue
rpaMOTpHUATENbHEIE HaKTEpHH
Pseudomonas aeruginosa

Staphylococcus aureus
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Jxcnopt

125 mn

364935

9K2082

525758

36 750

Cen 2019r.

Cen2022r. CtpaHa Ha3zHaueHUs:

11.234347 /2.0

100 mn

- Hopma NIPH BLINYCKE PeayabTar
cHponoobpa3Has KHAKOCTD COOTBETCTBYET
KpacHblit COOTBETCTBYET
5,50 - 6,40 6,11
He meHee 125 127 mn
1,25-1,29 1,27
HOJIOKHTENBHO COCTBETCTBYET
NIOJIOMHTENLHO COOTBETCTRYET
1,9-2,1 20r
0,13 - 0,15 0,15r
max. 100 < 10 KOE/mn
max. 10 < 10 KOE/mn
OTCYTCTBHE B | MA COOTBETCTBYET
OTCYTCTBHE B | MA COOTBETCTBYET
OTCYTCTBHE B | Mn COOTBETCTBYET

Crpanuoa 1 m

2



. Nattermann & Cie. Gmb
Sanofi Company

attermannallee 1 SANOFI J

0829 Cologne / Germany .

Ceprudukar ananmsa / coorsercreun ¢cGMP

3axas Ne: * Hensitanne Ne: 255206 BeimyweHo: 16.10.2019 r.

IIpumeuanns:
ITOT CEPHA COOTBETCTBYET HOpMaM CNELH(HKALHH.

OTaen KOHTpOJIA KAYeCTBA

Woligang Hermanns

HavanbHuk OTAE/Ia KOHTPONA KayecTBa

Harta Brinycka: 15.10.2019 B 18:23:02 Jlok-p bputra Heen

Cceplaka:

OTOT NPOAYKT OBLI NPOTECTHPOBAH B COOTBETCTBHH CO 11.234347/2.0
cnenuduranuei:

CeprndukannoHHoe 3aAB/IeHNE:

Hactosmum noATBEp:KAA0, YTO BhIICYKa3aHHasd HHPOPMALHA SBISETCA OCTOBEPHOHA M TOUHOM,
Ota cepus npoaykTa GbL1a H3rOTOBNIEHA/TIPOM3BEICHA, BKJIIOYAA YIIAKOBKY H KOHTPOJIb KauecTBa
Ha BHIICYMIOMAHYTONH NPOH3BOACTBEHHOH Nnolagke (IUIOIIAAKaX) B MOJHOM COOTBETCTBHH ¢
TpeboBanuaMu GMP MecCTHOTO perymHpYIOLIEro opraHa M crenMHKauMAMH, YKA3aHHEIMH B
PErHCTPAalMOHHOM YAOCTOBEPCHHH HMIOPTHpYIOINeH crpaHbl. J{OKYMEHTHI, KacarolHecs
NpPOH3BOJACTEA, YNIAKOBKH H @HAM3a CEPHH, ObUIH NMPOBEPEHE! H NPH3HAHB COOTBETCTBYIOILIMMH
TpeGopannam GMP.

Dr. Bettina Glombitza
VYTonHOMOYEHHOE JTHI0

JlasHBIA AOKYMEHT OBLT CO3MaH B 3NEKTPOHHOH dopMe 1 aeiicTBHTENEH 663 MOANHKCH.
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A. Nattermann & Cie. GmbH

SANOFI g

A Sanofi Company

Nattermannallee 1

50829 Cologne / Germany

Certificate of Analysis / of cGMP Conformance

Order No: Test No: 255208 Issued: 16.10.2019
Material: Libexin Muco 2%, solution, 125ml
Material No: 364935
Batch No: 9K2082
GMID-No: 525758
Batch Yield: 36.750
Manufacture Date: Sep 2019
Expiry Date: Sep 2022 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 count

(TYMC}

Bile-tolerant gram-negative bacteria
Pseudomonas aeruginosa

Staphylococcus aureus

ExCertReleaseEl_nat.xml
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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

absentin 1 ml
absentin 1 ml

absentin 1 ml

Result

conforms

conforms

6,11
127 mi
1.27

conforms

conforms

209
015g

< 10 CFU/ml
< 10 CFU/mi

conforms
conforms

conforms
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A. Natterm & Cie. GmbH -
A Sanofi anmnpany SA N O F I L] J
Nattermannallee 1

50829 Cologne / Germany
Certificate of Analysis / of cGMP Conformance
Order No: Test No: 255208 Issued: 16.10.2019
Comments:

This batch conforms to the specification.

Quality Control
Wolfgang Hermanns
QC Manager

Release date:  15.10.2019 at 18:23:02 by Britta lven

Reference:

This product has been tested according specification: 11.234347 /2.0

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.

Dr. Bettina Glombitza
Qualified Person

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