AEKJIAPAIIVIST O COOTBETCTBHAN

JEKJAPAHT, IIPUHAMAIOHIHI JEKTAPAIIAIO O COOTBETCTBHH

AQ "Canogpu Poccun”

Ceedenua o pecucmpayuu opeanuzayuu. Mexcpationnan uncnexyus Pedepanvroit Hanoeoeoil cayxrchsr Ne 46 no
2 Mocree 01.01.2008, OI'PH 1027739079940, oama npucevenus OI'PH 19.08,2002,

Adpec: 125009, 2. Mockea, ya. Teepcran, 0. 22, Tenegon/gaxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvrviii dupexmop Mownowe O.A.

Hosepennoe nuyo: Kaorosa FO.C., ooeepennocmy 6/n om (01.12.2017

3AABJIAET, YTO

Aexapemeennoe cpedcmeo. Jubexcun Myro, cupon 50 me/ma 125 mn, aaxonwt (1), € komnnexme ¢ mepHoim
CMAaKanYuKoM, Rauxy xapmonnse, PY Ne 1T N013994/01 om 25.04.2008 (0ama zamener 05.02.2017) ewdano
Canogpu-deenmuc @panc, cepun 8K1341, napmus 17280 ynawosox, zoden do 01.10.2021, npousesdcmea A.
Hammepmann 310 Cue. Im6X, Fepmanun, A. Nattermann & Cie. GmbH, Nattermannallee 1, 50829 Koln,
Germany, koo OKIIJ]2 21.20.10.255, xoo TH B3 3004900002, xoumpaxm No 250/40056192/F-2 om
20.10.2010, uneoiic Ne 9085312798 om 09.11.2018

COOTBETCTBYET TPEBOBAHUSIM
1T N013994/01-250408 (HJ 42-5082-07 uzm. Ne 1-5)

JEKJIAPAITNIA ITIPHHATA HA OCHOBAHIN
npomokxon ucnetmanuid Ne 3424 0 om 16.11.2018 HJT OO0 HI] "PAPMOBOPOHA", ammecmam
axxpedumayuy POCC RU.0001.21 P40, Cepmugpurxam POCC DE, ®MO8.C27679 om 16.11.2018

Knoxosa 10.C,
HCh ¢.HN.0
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CBEAEHHAA O PETHCTPAIIUA

OPI'AH IIO CEPTHO®UKANWM, 3APETHCTPUPOBABINA TEKJTAPAITHIO

RA.RU.11 ®@M08 OPIAH 10 CEPTHOHKAIIHH ITPOJYKIHH OFIECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH IJEHTP KOHTPOJIA KAYECTRA",

adpec opzanusayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, sm. 5, nom. I, kom. 1, adpec opzava no
cepmugpurayuu: 115280, POCCHA, eapao Mocxaa, yn. Macmepxoga, 0. 4, am. 5., men.:(495)788-02-88, sef-
catim: oy pgh.

,ILEKJIAPAIIHH O COOTBETCTBHH 3APETHCTPHPOBAHA X POCC RU J-DE. ®M08.A.07336/18
TPAI(III/I 16.11.2018
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«A. Harrepmans 21 Cue. I'M0X»
Komnauns «Canodm»
Hatrepmannane 1

50829 Kenen, INepmanus

Cepruduxar ananuza/cooTBercrens rpedoBannam Texymeii Hajuexameit

H[)(}I’B'BOHCTBEHHOﬁ HPaKTHKH

Ne zakasza: Hcnprranue No: 241360 Brmyiieno:
25.10.2018
Martepuai: JIudexcun Myko 50 Mr/mu, pacrsop,
125 M
Ne marepuana: 364934
Ne cepun: 8K1341
GMID Ne: 525746
Pasmep cepuu: 28,800
Hata npoussoacrra: Oxtabps 2018
Jlata oxondaums cpoka OxtaGpp 2021 Crpana
TOAHOCTH: Ha3HAYEHHUs:
Crnenuduxanms 11.233694/7
Ne/Bepceus:
Jaunbrii npoayxr 100 ma
COACPKUTCA B:
IToxkazarean Hopmbl npu BeInycke PesyabraTni
XapaxkrepucTHKH
Onucanue cuponoodpazHas KHIAKOCTE COOTBETCTRYET
AHTAPHOTO 1IBETA
TexHAvMecKkne HoKazaTeIu
OtHOCHTEIBHAR IUIOTHOCTD 1,16 - 1,20 1,18
pH 5,50 - 6,40 6,05
Cpennnii obnem He Menee 125 126 mn
IHopnunHoCTH
Kapbonucrenn NOJIOKHTENBLHBIH pe3ybTaT COOTBETCTBYET
MeTtnnmaparnapoxcubenzoar LOJIOKHTEBHEIH Pe3yALTAT COOTBETCTBYET
KoandecTBenHoe onpeaenenne
Kapbouncrenn 4,75-5,25 5,081
Mernnnaparuapokcubensoar 0,13-0,15 0,15r
Mukpobduosoruyeckas YHeToTA
Obiee yucno aspobHbIX ge 6oiee 100 < 10 KOE/Mn
MHKpooprainusMoB (TAMC)
e et o ] Crpana |

Caen Ulymaep, cayaba xOHTPOAS kavecTna,
Ten. 2028

BE, FR, HU, LU, MT, RO, PT, QA, 1.B, OM, BH, KW, RU, MN

u3 2




«A. Harrepmann s Cue, I'M6X»
Komnanus «Canodu»
Harrepmannane |

50829 Kesbn, ['epmannsg

Ceprudpukar anannza/coorsercrBus rpeGorannam rexymeii Hanaexameit
NPOH3BOACTEEHHOH UPAKTHKH

No 3akasa: Hcenbiranue No: 241360 Brinyuieno:
25.10.2018

Ob1ee YHCIIO APONIKEBLIX U He Bosee 10 < 10 KOE/Mn

nnecuesblx rpudos (TYMC)

Escherichia coli OTCYTCTRYET B 1 M1 COOTBETCTBYET

Kovvenrapun:

Hannas cepust cooTBETCTBYET CreHM(pUKALIIN.

OTtes1 KOHTpOAA KadecTBa
Boae@ranr Xepmainc
Havaneunk otaena kontpons kadecTsa

Hara Bemycka: 24.10.2018 8 18:11:00 JI-p Anerre Moitpep

Peinenne:

Haunnpii nponykt Obil HMCDBITAH B COOTBETCTBHH co  11.233694/7
cneunduranyeii:

3amBacHHe 0 cepruduKanmu:

Hacrosimmm s noatsepsiuaio, uTo mpeicTasiedsas Boie MHGOPMALHS SBISETCS HOLTHHHON
1 TOYHOM. D1a cepus npenapata 6blia H3rOTOBICHA, BKIIOYAS YNAKOBKY H KOHTPO/b KAYeCTRa,
Ha YKa3aHHBIX BBLIIIE IJIOMIALKAX B MOJHOM COOTBETCTBHA ¢ Tpefomanmamu Hajnexainei
NpOU3BOACTBEHHOM npakTHKu (GMP) MECTHOTO KOHTPOANPYIONIEro OpPraHa i B COOTBETCTBHH
CO CTCLHEQHKALMAMH, YKa3aHHEIMH B PETHCTPALHOHHOM YAOCTOBEPEHHH CTPaHBI-UMIIOpTEpA.
Otyetsl o o6paloTke, yIakoBKe W AHANM3Y CEPHH ObLIH IIpOBEPEHE W TPU3HAHLL
COOTBETCTBYIOIMMY TpeboBanusM npasui GMP.

J-p Berruna Fnomourua
YIonHOMOYEHHOE THIIO

HanHbiii IOKyMenT GBI CO3/AH B 37IEKTPOHHOI dopMe M AeHCTBUTENEH 663 TTOAIHCH.

ExCertReleaseEl_nat.xml
Tlocnemuse nanererna: 08.04.2015 14:50 BE’ FR, HU’ LU’ IVIT, RO, PT, (;)‘A‘3 LB’ OM’ BI{’ KW— RU’ MN

Cren LHvazep, cnywa KOWrpoas kavecTsa,
Ten 2028

Crpanuna 2
H32




A. Nattermann & Cie. GmbH
A Sanofi Company
Nattermannallee 1

50829 Cologne / Germany

Certificate of Analysis / of cGMP Conformance

Order No: Test No: 241360 Issued: 25.10.2018
Material: Libexin Muko 50 mg/ml, solution, 125ml

Material No: 364934

Batch No: 8K1341

GMID-No: 525746

Batch Yield: 28.800

Manufacture Date: Oct 2018

Expiry Date: Oct 2021 Destination:

Specification No./Version: 11233694 /7

This product contains in: 100 mi

Parameter

Characters

Characters

Technical Tests

Relative density

pH

Average volume
Identification

Carbocisteine

Methyl parahydroxybenzoate
Assay

Carbocisteine

Methy| parahydroxybenzoate
Microbiological Purity

Total aerobic microbial count {TAMC)

Total combined yeasts and moulds count

(TYMC)
Escherichia coli

ExCertReleaseEl_nat.xml

Zurgi beasbrie) D410 2008 08 50
Setn Senumacher GAS Tel 7078

Release limits

amber-coloured, syrupy liquid

1,16 - 1,20
5,60 - 6,40
min. 125

positive

positive

4,75-5,25
0,13-0,15

max. 100

max. 10

absentin 1 ml

Result

conforms

1,18
6,05
126 mi

conforms

conforms

508 g
0.15g

< 10 CFU/mt
<10 CFU/mi

conforms

BE, FR, HU, LU, MT, RO, PT, QA, LB, OM, BH, KW, RU, MN, Export Page 1 of 2




A Nattermann & Cie. GmbH
A Saanc}?”l Conmnpany!e " Sfﬁ\ F\E Q E’: E '

Nattermannallee 1
50829 Cologne / Germany

Certificate of Analysis / of cGMP Conformance

Order No: Test No: 241360 issued: 25.10.2018

Comments:

This batch conforms to the specification.

Quality Control
Wolfgang Hermanns
QC Manager

Release date:  24.10.2018 at 18:11:00 by Dr. Anette Mzurer

Reference:

This product has been tested according specification: 11.233684/7

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 locat
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.

ExCertReleaseE|_nat.xmil

Zwetal cewneae) 02 10 Kb Ob 0
Sorn Srumacher, D45 Tel 504

BE, FR, HU, LU, MT, RO, PT, QA, LB, OM, BH, KW, RU, MN, Exporl Page 2 of 2



