TEKJIAPAIIISI O COOTBETCTBHM

MEKJIAPAHT, TIPHHUMAIOIWI JEKJTAPAITHIO O COOTBETCTBHH

AO "Canogpu Poccun"
Ceedenus o pezucmpayuu opzanusayuu: Mexcpationnan urcnexyus Gedepanvroli Hanozo8ol ciyoctv: Ne 46 no

2 Mocxee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, ya. Teepcxas, 0. 22. Tenegon/paxc: 8 (495) 721-14-00/ 721-14-11
B nuye: lenepanvuvtii oupexmop Mowoie O.A.

Hosepennoe nuyo: Knoxosa F0.C., dosepennocmp 6/u om 01.12.2017

3AABIIET, UTO
nexapcmeerHoe cpedcmeo: Eponxuxym C, cupon 100 mn, ghnaxonsl (1), 6 komnnexme ¢ crmaKaHoM
dozuposounvim (1), nauxu kapmonusie, PY No JICP-002221/07 om 15.08.2007 (dama samener 30.08.201 6),

cepun 8K1111, napmus 21860 ynaxoesox, 20den do 01.11.2021, npouseodcmea A. Hammepmann 3n0 Cue. ImoX,
T'epmarius, A. Nattermann and Cie. GmbH, Nattermannallee 1, D-50829 Koln, Germany xoo OKIIJ]2
21.20.10.255, xod TH B3] 3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, unsoiic N

9085317179 om 13.12.2018

COOTBETCTBYET TPEGEOBAHHSIM

JICP-002221/07-150807 (HI 42-14339-06 uzm. Ne 1-3)

JEKJAPALMSI ITPHHSITA HA OCHOBAHHAH

npomoxon ucneimanuii Ne 37830 om 25.12.2018 HJT 000 HI] "®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®J140, Cepmugpuxam POCC DE.®M08.C30887 om 26.12.2018
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CBEJEHUSI O PETUCTPAIIMIA

oA

OPTAH 110 CEPTU®HKAIINHY, 3APETICTPHPOBABIIHI AEKJAPALIATO
RA.RU.11®M08 OPIAH 10 CEPTHOHKAIIHH ITPONVKLHH OFLECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTHIO "OKPY)XHOH I[EHTP KOHTPOJLI KAYECTBA",
adpec opzanuzayuu: 115280, 2. Mocxea, ya. Macmepxoaa, 0. 4, am. 5, nom. 1, xom. 1, adpec opzana no
cepmucpurayuu. 115280, POCCHA, 20pod Mockea, ya. Macmeproaa, 0. 4, am. 5., men.:(495)788-02-88, 6eb-
catim: oyxr.pQ.

AEA _»0_ COOTBETCTBHHU 3APETHCTPHPOBAHA M POCC RU /[-DE.(DM08.A.11719/18
BEFRCIRAIIN 26.12.2018

Hupnenxo U.B.
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. Harrepmann 3ug Cue I'm6X
I'pynna komnanuii CaHogpu
HarrepManuannee 1
50829 Kensu/TepMaHus

' SANOFI .7

Homep 3axasa:

Ceprnduxar ananusa/coorsercTeua GMP

~ Homep 243515
aHanwu3a,

Marephan:

Homep mMaTepuana:

Homep cepun:

Homep GMID:

Pasmep cepuu:

Hata npon3roacTea:

Cpox FrOAHOCTH:
Homep/eepcns creundHKaLmH:
3TOT NPOAYKT COAEPHKHT:

Buimywero: 12.12.2018

Bpounxnkym C cupon, 100 mn
364951

8K1111

532417

91.160

Hos6 2018

Hos6 2021

11.233701/5

100 mn

Ha3snayenne

[MokasaTens
Pu3nveCKHe XAPAKTEPHCTHKH
Onucanue

IMoxaiaTenu KavyecTBa

HienexaeMulit 06beM (00beM 3anonHeHHs)
OtHocKTensHadg mWioTHOCTL d 20/20

pH
IoANHHHOCTE
Kunkwii 3xcTpakT TUMbAHA

JTaHon

Hatpus GeH3oar

KoauvecTBeHHoR onpeaeneHne

Tumon
Dr1ason

Harpus Genzoar

MukpolHoornyeckas YHCTOTA

Obwee yHcno a’pobHEIX
MHMKpOOPTaHi3MOB

Obwee YHCIO APOKIKEBBIX H IUTECHEBLIX

rpubos

JuTepobaKTEpHH U ApYrue
rpaMoTpHLATENbHbIE GaKkTepHH
Escherichia coli

ExCertReleaseEl_nat.xml

Hopma npu Beinycke

NPO3payHbIiA HAK Clerka onanecueHuMel MyTHbIH
pacTBOP KPaCHOBATO-KOPHYHEBOTO LIBETA

He MEHEE 3aABIEHHOro COOep aHHA
1,253 - 1,277
30-50

HHTEHCHBHO-KpacHas 30Ha Ha XpoMaTorpamMme
HCMLITYEMOTO PACTBOPA AOMHHA COOTBETCTBOBATD
TakoBOH HA XpOMaTOrpaMMe CTaRZApTHOrO PacTBOpa
BpEMS YAEDKHBAHUA OCHOBHOTO NHKA Ha
XPOMATOrpaMMe UCMbITYEMOTO pacTBopa JOMKHO

COOTBETCTBOBATh BPEMCHH YICPXKHUBAHKA MUKa 3TaHONa

Ha XpOMATOrpaMMe CTAHAAPTHOrO pacTBopa

BpeMs ylepKHBaHHA OCHOBHOTO MUKA Ha
XPOMATOrpaMMe HCTIBITYEMOTO PACTBOPA J0MKHO
COOTBETCTBOBAThL BPEMEHH YIEPXKUBAHHA MUKA HATPHA
Oer3oaTa Ha XpoMaTOrpaMMe CTaHAGPTHOTO PacTEOPa

He MeHee 3,7
40-49

135,0-165,0

He Gonee 1000
He Gonee 100
oTcyTcTBUE B | Mn

otcyTcTBHe B | Mn1

RU. MN

Mocnearss peaakuma: 04,10.2018 09:50
Caen llymaxep (Sven Schumacher), otnen

obecneyeHHA KavecTBa, Tes. 2028

PesynbTaT
COOTBETCTBYET
101 Mn

1,271

4.1

COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET

55wMmr

4,5 % (no
obbeMy)
148,5 mr

< 10 KOE/Mn
< 10 KOE/Mn

COOTBETCTBYET

COOTBETCTBYET

Crpanuua 1
H32




A. Hartepmaru ann Che TM6X

IMpynna komnanuit Canogpu S A N O F I J

HatrepManrannee 1
50829 Kenbn/TepmaHun

Ceprudukar anannza/cooteercreus GMP

Homep 3akaza: Homep 243515 Beimymeno: 12.12.2018
aHanu3a:

KommeHTaphu:

JanHas cepus CCOTBETCTBYET c'l_l_e'umbuxauuu.
OTaen KOHTPONS KavecTsa

Bonetranr Xepmanuc (Wolfgang Hermanns)
MeHenskep ornena KOHTPO/IA KauyecTBa

Hata Beimycka: 11.12.2018 B 10:25:10 a-pom Anetrt Maypep (Anette Maurer)

Cceblaka:
OTOT NpoaykT GbL1 NpoaHAIHIHPOBAH B COOTBETCTBHH CO cnewdukanuei: 11.233701/5
3anBneHne o cepTHOHKALMMU:

HacToswum noaTeepkaalo, YTo NpeACTaBACHHAR BhIE HHOOPMALHA ABAAETCA [OMIHHHON M TOMHOW. JTa cepHAa
npenapata 6eina H3TOTOBCHA/TIPOM3BENACHA, BKIOYAA YNAKOBKY M KOHTPONb KAUECTBA, HA YKA3AHHBIX Bblle
NJIOIWAAKAX B NIONIHOM COOTBETCTBIM ¢ Tpeborannamu Hannexaweit nponseoacteentoit npaktiku (GMP) MecTHOrO
KOHTPOJHPYIOIIEr0 OpraHa W B COOTBETCTEHH CO CMEUH(UKALMAMY, YKA3aHHBIMH B PErHCTPALMOHHOM
YAOCTOBEPEHHH CTpaHbl-UMnoprepa. OtyeTel no obpaloTke, ynakoBke W aHanM3y cepuu GbIIH NpOBEpEHbI H
NPH3HaHEI COOTBETCTBYOWKMH Tpebopatnuam GMP,

J-p Berruna [nomouTua (Bettina Glombitza)
VonHoMOYEHHOE NHLO

HauHbiit GOKyMEHT ObLT co3AaH B MekTpoHHO! opme 1 neHcTBuTeneH 6e3 noamicH

ExCertReleaseEl_nat.xml RU, MN Crpanuua 2
[TocnenHas penakuua: 04.10.2018 09:50 u3 2

Csen Llymaxep (Sven Schumacher), otaen

ofecneueHns kauecTsa, Tea. 2028



A. Nattermann & Cie. GmbH

A Sanofi Company
Nattermannallee 1

50829 Cologne / Germany

SANOFI .7

Certificate of Analysis / of cGMP Conformance

Issued: 12.12.2018

Order No: Test No: 243515

Material: Bronchicum S Syrup, solution 100ml

Material No: 364951

Batch No: 8K1111

GMID-No: 532417

Batch Yield: 91.160

Manufacture Date: Nov 2018

Expiry Date; Nov 2021 Destination:
Specification No./Version: 11.233701/5

This product contains in: 100 ml

Parameter Release limits

Characters

Appearance clear to slightly turbid reddish brown solution

Technical Tests

Extractable volume (filling volume})
Relative density d 20/20

pH value
Identification

Thyme liquid extract

Ethanol

Sodium benzoate

not less than claimed volume
1,253 -1,277
3.0-50

intense red zone in test chromatogram should
correspond to that in standard chromatogram
retention time of base peak in test
chromatogram should correspond to ethanol
peak in calibration chromatogram

retention time of base peak in test
chromatogram should correspond to sodium
benzoate peak in calibration chromatogram

Assay

Thymol min. 3,7
Ethano! 40-49
Sodium benzoate 135,0 - 165,0
Microbiological Purity

TAMC max. 1000
TYMC max. 100
Bile-tolerant gram-negative bacteria absentin 1 ml
Escherichia coli absentin 1 ml

ExCertReleaseEl_nat.xml
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Result

conforms

101 ml
1,271
41

conforms

conforms

conforms

55mg

4.5 % (VIV)
148,5 mg

< 10 CFU/ml
< 10 CFU/ml
conforms

conforms
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A. Naftermann & Cie. GmbH o

A Sanofi Company SA N O F I J

Nattermannallee 1
50829 Cologne / Germany

Certificate of Analysis / of cGMP Conformance

Order No: Test No: 243515 Issued: 12.12.2018

Comments:

This batch conforms to the specification.

Quality Control
Wolfgang Hermanns
QC Manager

Release date:  11.12.2018 at 10:25:10 by Dr. Anette M&urer

Reference:

This product has been tested according specification: 11.233701/5

Certification statement:

I hereby cerlify 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 iocal
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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Zute2 brerbedot 04 10200 08 30
Bein Sotmiad, CAS T 2078



