JEKJIAPAIIUSI O COOTBETCTBHU

JEKJIAPAHT, IPUHUMAIOLUUHA JEKJAPAIIHIO O COOTBETCTBUM:
AQ "Canogpu Poccusn"

Ceedenua o pezucmpayuu opzanuzayuu: Mea;cpauaﬂnaﬂ uncnexyua Pedepanvroii nanoz060i cayxcbovr Ne
46 no 2. Mocxee 01.01.2008, OI'PH 1027739079940, dama npucsoenus OFPH: 19.08.2002

Adpec: 125009, 2. Mockea, ya. Teepcras, 8. 22. Teneghon/chaxc: 8 (495) 721-14-00/721-14-11

B auye: I'enepanvuviii dupexmop Monxe O.A.

Hosepennoe nuyo: Kysneyosa H.10 Jlosepenrocme: 6/ om 20.08.2019

3ASABJISIET, YTO
nexapcmeennoe cpedcmeo: Jlubexcun Myxo® cupon 50 m2/mn 125 mn, pnaxons: (1) 8 xomnaexme c

MepHuim cmaxansuxom (1), nauxu kapmonnete, pez.yd. Ne IT NO13994/01 om 25.04.2008 ( dama 3amenst
08.02.2017) evidaro Canou-Asenmuc $panc, cepus IK1481, napmus 14399 ynaxosox, zodex do
01.08.2022, npoussodcmaa A. Hammepmann 3nd Cue. Im6X / A. Nattermann and Cie. GmbH,
Nattermannallee 1, D-50829, Koln, Germany, I'epmanus, xod OKII[2 21.20.10.255, koo TH B
3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085348883 om 02.10.2019

COOTBETCTBYET TPEGOBAHHAM
II NO13994/01-250408 usm Nz 1-5

AEKJIAPAIIMA ITIPUHATA HA OCHOBAHHUH
npomoxon ucnvimawuii Ne 997271 om 08.10.2019 HJT OO0 "Lenmp xonmpons xavecmea Buonatigh”,

ammecmam akxpedumayuu RA.RU.211[K01 om 22.07.2015 2., cepmugpuxam ananusa A. Hammepmanu
an0 Cue. I'm6X om 20.09.2019, Cepmugpuxam POCC DE.PMOS5.C09876 om 08.10.2019

AATA IIPUHSATHS NEKJIAPALAH: 09.10.2019 .
)IE?WAH&H ﬁEﬁCTBHTEJIbHA JI0: 01.08.2022 2.
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CBEJAEHMUS O PETUCTPAIINHA

OPI'AH ITO CEPTHO®HKAITUH, 3APETUCTPUPOBABINWH NEKIAPAITUIO

Opean no cepmudpuxayuu npodyxuuu

Obwecmsa c ozpanuyennoii omeememeerHocmsI0 « OXpYXCHOT yenmp cepmugduxayuy,
adpec: 620014, POCCHA, Ceepdnoscran obnacmy, Examepunbype, Xoxpaxosa, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpedumanuu Ne RA.RU. 1 1 OMOS

AEKJIAPAIIMA O COOTBETCTBUH M POCC RU J-DE.DM05.4.45294/19
I[AT} PEI‘HCTP I.II/IPI 09.10.2019
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«A. HartepmanH sup Cue. I'M6X» .
Komnanua «Canopu» S A N O F I J
Harrepmannane 1

50829 KenbH, I'epmanus

Ceprudukar ananusa/coorsercrsus TpeGoannam Texymeit Hagaexameii
HPOH3BOACTBEHHONH NPaKTHKH

Ne 3aka3a: Hcnbrranue Ne: 254385 Bemymeno:

20.09.2019
Marepnan: JluGexcun Myko 50 mr/ma, pactsop, 125 ma
Ne marepnana: 364934
Ne cepum: 9K1481
GMID Ne: 525746
Pazmep cepuu: 14,399
Hara npousBoacTsa: Asr 2019
HMara oxoHuanusa cpoka Asr 2022 Crpana
TOIHOCTH: Ha3Ha4YeHUs:
Crneundukarnus 11.233694/7
Ne/Bepcus:
Jauuniit npoaykr 100 mn

COOCPIKHUTCA B

IToxasatenu Hopmbl npH Bohinycke PesyabTaThi
XapakTepucTHKH
Onucanue cHpomnoobpa3sHas XHAKOCTh COOTBETCTBYET

AHTApPHOro LIBCTa

TexHHYeCKHE HOKAZATENH

OTHOCHTENbHAS IJIOTHOCTD 1,16 - 1,20 1,18

pH 5,50 - 6,40 6,16

Cpennuii o6beM He MeHee 125 126 mn
Noanuunocts

Kapbouncreunn TIONIOXMUTEbHBIH Pe3yNbTaT COOTBETCTBYET
MetunnaparugpokcuGensoat HOJIONKHTEABHBIN pe3ynsTaT COOTBETCTBYET

KonanyecTtBenuoe onpenenenne

Kapbouuctenn 4,75-5,25 503r
MeTtnnmaparuapokcubensoar 0,13-0,15 0,15r
Mukpobnoesorndeckas 4McToTa

Obmee yncao a3poGHBIX He Gonee 100 < 10 KOE/mn
MuKpoopranusMos {TAMC)
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«A. Harrepmans sua Cue, ['M6X»
Komnauus «Canodu» S A N O F I
Harrepmannane | J
50829 Kenbn, ['epmanus

Ceprudnxar ananusa/coorsercraus Tpebosannam rexymeii Hagnexameti
NMPOH3BOACTBEHH O NPAKTHKH

Ne zakaza: Hcnbrranue No: 254385 Brmymeno:
20.09.2019
Of1ee YHCHO OPOMOKEBBIX H He bonee 10 < 10 KOE/Mn

nnecHeBwlx rpuboe (TYMC)

Escherichia coli OTCYTCTBYeT B | Mn COOTBETCTBYET

KommenTaphuu:

JaHHas cepust COOTBETCTBYET CEUHDHKALHH.

OTtaen koHTpOAs KayecTBa
Bonbdraur Xepmannc
HavanbsHuK OTAENA KOHTPOIS KayecTpa

Hara semycka: 19.09.2019 B 18:18:45 JI-p Anerte Moiipep

Pemenue:

Hauueiit mpoaykT OB HCOBITAH B COOTBETCTBHH ¢o  11.233694/7
cneuuduKauHei:

3anBaeHne 0 cepTHPUKAUNRHN:

HacrosuwM s noateep:xaaio, YTo NpeAcTaBieHHAs Bhiille HHPOPMALKS ABNACTCH TOLTHHHOM
¥ TOYHO#H. JTa cepus npenapara ObLIa H3rOTOBNIEHA, BKIIOYAs YNaKOBKY H KOHTPOJIb KA4ECTBa,
Ha YKa3aHHBIX BBINIE MMOIAAKaX B MOJHOM COOTBETCTBHH ¢ TpebosanmamMu Hamnexarueit
NPOU3BOACTBEHHOM NPakTHKH (GMP) MECTHOIO KOHTPOJMPYIOIIETO OPr'aHa H B COOTBETCTRBHH
CO crenuHKAnAAMH, YKAa3aHHEIMH B PETHCTPALMOHHOM YIOCTOBEPEHHH CTpaHpI-HMNOPTEpA.
Oruetsl nmo o6paboTke, ynmakoBke M aHaIH3y cepuH ObUIH TIPOBEPEHBl M INPU3HAHDI
COOTBETCTBYIOLIMMH TpeboBaHuAM npasua GMP.

JA-p berrina I'nom6uTa
YONHOMOYEHHOE JIHIO

HaHHBIA NOKYMEHT GbUI CO3/1aH B MIEKTPOHHOH GopMe H AeHCTBUTENEH 63 MOIHCH.

ExCertReleaseEl_nat.xml
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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: 254385 lssued: 20.09.2019
Material: Libexin Muko 50 mg/ml, solution, 125ml

Material No: 364934

Batch No; 9K1481

GMID-No: 525746

Batch Yield: 14.399

Manufacture Date; Aug 2019

Expiry Date: Aug 2022 Destination:

Specification No./Version: 11.233694/7
This product contains in: 100 ml

Parameter
Characters

Characters

Technical Tests

Relative density

pH

Average volume
Identification

Carbocisteine

Methyl parahydroxybenzoate
Assay

Carbocisteine

Methyl parahydroxybenzoate
Microbiological Purity

Total aerobic microbial count (TAMC)

Total combined yeasts and moulds count

(TYMC)
Escherichia coli

ExCertReteaseEl_nat.xml

Tuetatvowbedmt 0 G 2010 00 34
Sean BOmachs: OAS TH 0

Release limits

amber-coloured, syrupy liquid

1,16 - 1,20
5,50-6,40
min. 125

positive

positive

4,75-525
0.13-0,15

max. 100

max. 10

absent in 1 mi

Result

conforms

1,18
6,16
126 ml

conforms

conforms

503g
015g

<10 CFU/m
< 10 CFU/ml

conforms
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A. Nattermann & Cie. GmbH ©
A Sanc%mcalompanyIe SA N O F I b)

Nattermannallee 1

50829 Cologne / Germany
Certificate of Analysis / of cGMP Conformance
Order No: Test No: 254385 Issued: 20.09.2019
Comments:

This batch conforms to the specification.

Quality Control
Wolfgang Hermanns
QC Manager

Release date:  19.09.2019 at 18:18:45 by Dr. Anette M&urer

Reference:

This product has been tested according specification: 11.233694/7

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.

Dr. Bettina Glombitza
Qualified Person

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