AEKJIAPAIIHSI O COOTBETCTBUN

AEKHAPAHT, IPHHUMAJOUIHI NEKJIAPAIIIO O COOTBETCTBHI

AO "Canoghu Poccusn"

3apezucmpuposano : Meowpaiionnas uncnexyus MEC Poccuu Ne39 no eMocxee OFPH 1027739079940 om
19.08.2002

Aopec: 125009, 2. Mocxea, yn. Teepcxan, . 22. Tenegon:8 (495) 721-14-00

B nuye. I'enepanvuutii dupexmop Adaman H.B.

Hoeepennoe nuyo: Cmenanos C.C., dosepenrociy 6/n om 01.12.2017

3ASIBJISIET, UTO

nexapemeennoe cpeocmeo: Jlubexcun Mywo, cupon ons demedi 20 mz/mn 125 M, gaaxonnt (1), 8 xomnnexme ¢
nodickoU Meprod, nayxu xkapmownnsie, PY Ne IT NOI13994/02 om 25.04.2008 (Oama samenst 08.02.2017) enrdano
Canogpu-Aeenmuc Opanc, cepus 8K1751, napmusn 38310 ynaxosox, zoden do 01.08.2021, npouzeodcmea A.
Hammepmann 510 Cue. Im6X, lepmanus, A. Nottermann & Cie. GmbH, Nattermannallee 1, 50829 Koln,
Germany, koo ORII2 21.20.10.255, xod TH B3] 3004900002, xonmpaxm Ne 250/40056192/F-2 om
20.10.2010, unsotic Ne 9085306392 om 19.09.2018

| COOTBETCTBYET TPEEOBAHMSIM
| T1N013994/02-250408 (HJT 42-5216-07 usms. Mo 1-3)

| HEKTAPAIIHISI IIPHHATA HA OCHOBAHHHN

npomoKGn ucnsimanut Ne 2767 ¢ om 03.10.2018 H/I 000 HI] "®APMOBOPOHA ", ammecmam

axxpedumayuu POCC RU.0001.21 @JI40, Cepmughuxam POCC DE.PMOS.C24272 om 04.10.2018

L ITPHASITHS TEKTAPALIW 04.10.2018
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CBEAEHUS O PETUCTPAIIIN

OPI'AH I10 CEPTM®UKALVH, 3APETHCTPHPOBABIIHI JEKTAPAITHIO

| R4.RU.1I®OMO8 OPTAH [TO CEPTHOHRALHH ITPOAVKIIHH OBLIECTBO C OFPAHUYEHHON

OTBETCTBEHHOCTRIO ”OKPYMOET UEHTP KOHTPOJI KAYECTBA"
adpec opzanuzayuu: 115280, 2, Mocxea, ya. Macmeprosa, 9. 4, sm. 5, nom. I, xom. 1, adpec opzana no

cepmudburayuu: 115280, POCCHA, 20pod Mockea, yn. Macmeproea, 0. 4, om. 5., men, :(495)788-02-88, eeb-
| caim: oykK.pe.
{ HEKJAPAITHISL O COOTBETCTBWHU 3APET HCTPUPOBAHA M POCC RU /I-DE.DM08.A.03001/18
|| HATA PETYUCTPAIIMY 04.10.2018
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SANOFI

A. Harrepmans 387 Cue. ['m6X, 'epManns

Harrepmannannee I,
50829 Kensbn, ['epmanns.

CEPTHOUKAT AHAJIU3A

JIubexcun Myko®, cupon aus gereii 20 mr/ma guakonn: 125 ma N 1

Cepus: 8K1751

Jata uarorosnenus: 08/2018
I'open no: 08/2021

HJI 1T N013994/02-250408

IHHOKA3ATEJIb CIIEDMOUKAITHAS PE3YJIBTAT

Onucanue CuponootpasHas ®HAKOCTb KpacHoro | CooTBETCTRYeT
1BETA.

IoanmuauOoCTS
- KapOouHcTenH Rt (obpasna) = Rt (cranzapra) CooTBeTcTBYET
- METHJINAparuApoKCHOeH30aT Rt (0bpasnua) = Rt (cranmapra) CooTBETCTBYET
OTHocHUTEeNbLHAA Ot 1,25 10 1,29 1,28
IIJIOTHOCTE
pH Ot 5,50 no 6,40 6,06
W3Baexaemplil 06beM He <125 mn 127 mn
KonugecteenHoe onpeneieHue
- KapoouucreHn* Or 1,80 no 2,10 2,0r.
- METHJINAPArHIpOKCHOEH30aT O1 0,13 1o 0,15 0,14 r.
Mukpobuonornyeckas 9McToTa CootsercrBre I'® X1, u. 1, ¢mp.160 CooTBercrByer

=Il-—HOIDMInI IIPHBCIACHEL Ha KOHEIL

CpOKa I'OJHOCTH H OTHHUAKOTCH OT HOPM, ITPHBCIACHHEBIX

ceprH(MKaTe aHaTu3a IPOU3BOIMTENSE Ha MOMEHT BBIITYCKa FOTOBOTO HPOAYKTA.
Ykasanuasi cepus TPOM3BENCHA B COOTBETCTBHM C ACHCTBYIONMIHMH TPeGOBAHMAMMU
PETHCTPANMOHHOIO KOCHE M MPaBHIIAMH Hajlexallel IPakTHKi NPOH3BOJICTBA J1eKAaPCTREHHbIX

cpeacre (GMP).

B

Kaxue-nmubo 3nagnmele uian KPHTHYCCKHE OTKNIOHEHHA OT PEriaMeHTHPOBAHHEIX MTapaMeTpoB

HE 3apETHCTPUPORAREL.

Pemrenne: Bomymen 07.09.2018

YnoiaomodenHoe nuno: Dr. Bettina Glombitza

AQ «Carothn Poccun»

Snnar APAMNG Mnarvaa wa Teanrvaa 22 Tan - fAQRY 721 1400 thave (AQEY 72414191 wnanar canafi oo



A. Nattermann & Cie. GmbH

A Sanofi Company
Nattermannallee 1

50829 Cologne / Germany

SANOF| g

Certificate of Analysis / of cGMP Conformance

Order No: Test No: 239573 Issued: (7.09.2018
Material: Libexin Muco 2%, solution, 125ml

Material No: 364935

Batch No: 8K1751

GMID-No: 525758

Batch Yield: 38.310

Manufacture Date: Aug 2018

Expiry Date: Aug 2021 Destination:;

Specification No./NVersion:

This product contains in:

11.234347 /2.0
100 mi

Parameter
Characters
Appearance
Colour
Technical Tests
pH

Average volume
Relative density
Identification

Carbocisteine

Methyl parahydroxybenzoat

Assay

Carbocisteine

Methyl parahydroxybenzoat

Microbiclogical Purity

Total aerobic microbial count (TAMC)

Total combined yeasts and moulds count

(TYMC)

Bile-tolerant gram-negative bacteria

Pseudomonas aeruginosa

Staphylococcus aureus

ExCertReleaseEl_nat.xmil

Zuluuct pearteret 08 04 2015 74 50
Sren Schumacher, OAS. T 2026

Release limits

syrupy liquid

red

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

positive

positive

1.9-21
0,13-0,15

max. 100

max. 10

absent in 1 ml
absentin 1 mi

absent in 1 ml

Export

Result

conforms

conforms

6,06
127 ml
1,28

conforms

confarms

20g
0,14 g

<10 CFU/mi
< 10 CFU/m|

conforms
conforms

conforms
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A. Nattermann & Cie. GmbH e
A Sanofi Company SA T\E Q F E
Nattermannallee 1

50828 Cologne / Germany

Certificate of Analysis / of cGMP Conformance

Order No: Test No: 239573 Issued: 07.09.2018

Comments:

This batch conforms to the specification.

Quality Control
Wolfgang Hermanns
QC Manager

Release date:  07.09.2018 at 09:49:21 by Dr. Bettina Glombitza

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,
inctuding 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.

Evem Sclnsrmchor (A5, Tel 2028



