JAEKJIAPALIAA O COOTBETCTBHHA

JEKJIAPAHT, IPUHUMAIONIHA AEKJIAPAIIUIO O COOTBETCTBHH

AO "Canochu Poccun”

Ceederus o pezucmpayuu opeanusayuu. Mescpaiionnan uncnexyun Pedepansroti Hano2060t cayxcbvi Ne 46 ro
2. Mocxee 01.01.2008, OT'PH 1027739079940, oama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mocxea, yn. Teepckasn, 9. 22. Tenegpon/paxc: 8 (495) 721-14-00/721-14-11

B nuye: I'enepanoubiti Oupexmop Monoic O.4.

Hoeepennoe nuyo: Cmenarios C.C., dosepenrocms 6/w om 01.12.2017

3AABJIAET, UTO
nexapcmeaennoe cpedcmeo: bponxuxym C, cupon 100 ma, @raxonet (1), @ xomnaexme ¢ cmaxanom

do3upoeounsim (1), nauxu kapmonnvie, PY Ne JICP-002221/07 om 15.08.2007 (dama samenwt 30.08.2016),
cepun 9K1131, napmun 27300 ynaxoeok, 20den 0o 01.05.2022, npoussodcmea A. Hammepmanu and Cue.
Im6X, Fepmanun, A. Nattermann and Cie. GmbH, Nattermannallee 1, D-50829 Koln, Germany, xod OKI1/]2
21.20.10.255, ko0 TH B3 3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne
9085337352 om 19.06.2019

COOTBETCTBYET TPEBOBAHUSIM
JICP-002221/07-150807 (H 42-14339-06 uam. Ne 1-3)

JEKJJAPAIIUA ITPUHSTA HA OCHOBAHHHA
npomoxon uchsimanuti Ne 19080 om 10.07.2019 HJT OO0 HI] "®APMOBEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 ®JI40, Cepmugpuxam POCC DE.®M08.C43843 om 10.07.2019

JATATIPHHATAA JEKJIAPALIMH 10.07.2019
HEKJIAPAITMSTIEMCTBUTEIBLHA AO 01.05.2022

AT

CrenaHos C.C.
O.HU.0

deritapannt

CBEJIEHUSA O PETUCTPAIIMHN

OPTAH 11O CEPTHOUKAIINH, 3SAPETMCTPHPOBABII I JEKJIAPAITHIO

RA.RU.1I®MO8 OPTAH IO CEPTHOHKALIMH ITPOJYKIHH OBI[ECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTHIO "OKPY)XHOH IIEHTP KOHTPOJIS KAYECTBA",

adpec opeanuzayuu: 115280, 2. Mockea, yn. Macmepkosa, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mocksa, yn. Macmepxoéa, 0. 4, am. 5., men. :(495)788-02-88, eeb-
caiim: oyxx.pe.

AEKJIAPAIIMA O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU ]-DE.®M08.4.29744/19

«
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Ceprugukar aHanisa/coorpercreis GMP

Homep 3akaza:

Homep 251364
anaiM3a:

Brtmyiueno: 14.06.2019

Marepuan:

Homep matepnana:

Homep cepum:

Homep GMID:

Pasmep cepuu:

Jara npoussoacrtea;

Cpok roasocTH:
Homep/Bepcua cneunduxawmn:
3TOT NPOIYKT COAEPHHT;

Bpouxuxym C cupom, 100 mn
364951

9K1131

532417

96.840

Mafi 2019

Mait 2022

11.233701/5

100 ma

Ha3znauenue

[MoxcazaTenn
Punyeckne xapakTepHeTHKN
Onucanue

IMokasatenn xauecTra

Hzenekaemulii 06bem (06beM 3anonnenins)

OrnocuTensHas nnoTHocTs d-20/20
pH

HoanuuuocTs

JKunxwmii KCTPaKT THMBAHA

Drauon

Hatpus Genzoar

KomnvecTrenHoe onpegeneHne
Tumon
DrtaHon

Hatpna Gensoar
Mukpobnonoriuueckas 4icroTa

Ob6wee uucno aspoGHbIX MUKpoopranuamos He Gonee 1000
Ofuee yHuCIO APOROKEBBIX H INECHEBEIX

rpubop

SurepobakTepHu M Apyrye
TpaMeTpHuATENBHEIE HakTepHl
Escherichia coli

ExCertReleaseEl nat.xmi

Iocnennan pepakuns: 04.10.2018 09:50
Caen 1llymaxep (Sven Schumacher), otnen

obecneuenna kadecTna, Ten. 2028

Hopma npn erinycke PesynnTar

NpO3payHbI WIH CRErka onanecueHuBesi MyTHeL
PacTBOP KpPacHOBATO-kOPHYHEBOro LBETA

COOTBETCTBYET

HE MEHee 3aMBNeHHOT0 COAePManna 101 mn
15253 1,277 1,270
30-50 42

HHTEHCHBHO-KpacHas 30Ha Ha XpomMaTorpamMme
HCTIBITYEMOTO pacTeopa NOMHKHA COOTBETCTBOBATL
Takoeoi Ha XpoMarorpaMMe CTaHOapTHOTO pacTeOpa
BPEMA YNCPHKABAHIA OCHOBHOIO ITHKA Ha
XpoMarorpaMme HCNILITYEMOI O pacTBOpa AOMKHO
COOTBETCTBOBATH BpeMEeHH YACpXHMBaAHHA NIKa 3TaHOJIa
Ha XpoMaTorpaMme CTaHAaPTHOrO pacTBOpa

BpEMA YAEPKHBAHHA OCHOBHOTO NHKA HA
XpoMarorpaMme HeILITYEMOrQ PacTeopa AOMKHO
COOTBETCTBOBATh BPEMEHH YAepKHBAaHNA NIIKA HAaTpHA
fenzoara Ha XpomaTorpaMMe CTaHAAPTHOTO pacTBopa

COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET

He MeHee 3,7 7,4 Mr
4,0-4,9 4,4 % (mo

ofnemy)
135,0 - 165,0 151,7 mr

80 KOE/mn

He 6onee 100 < 10 KOE/Mn
OTCYTCTBHE B 1 M COOTBETCTBYET
OTCYTCTBHE B 1 MN COOTBETCTBYET

RU, MN
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Cepruduxar anannsa/cooreercreus GMP

Homep 3akasa; Homep 251364 Brimymeno: 14.06.2019
aHanu3a;

Komnentapun:

JlatHas cepus COOTBETCTBYET CReUMBHKALHHN,

OTaen kouTpona Kavecrsa
Bonbranr Xepmannc (Wolfgang Hermanns)
Menen:ep oTaena KOHTpons kadecTsa

[Mlata srimycxa: 13.06.2019 B 17:04:50 p-pom Bpurra HB3H (Britta Iven)

Ceninga:
ITOT NpoAyKT GBI NPOAHANHIUPOBAH B COOTBETCTBIN CO cnemmdmkaunedi: 11.233701/5
3asBienne o ceprudukaln:

Hacroammm noareepxaato, yro NPEACTABNEHHAA BLIIE HH(OPMALKS ABNAETCA NOMLTHHHOM M TouHoll. DTa cepus
npenapara Oblia M3rOTOBNEHA/NPON3BENEHa, BKIIOYas YNaKkoBKY H KOHTPONL Ka4eCcTRBA, HA YKa3aHHBIX BbIlle

——————————T1I0Iakax B NOAHOM- COOTBETCTBHM ¢ TpeSobanuamu  Haanexaweli npou3BoAcTBeHHON mpaxTHkKH - (GMP)
MECTHOTC KOHTPOJHMPYIOLIETO OPraHa K B COOTBETCTBHH €O CREBHGHKALMAMH, YKa3aHHLIMH B PErUCTPALHOHHOM
YBOCTOBEPEHAH CTpaHul-HMnopTepa. Otuetn! no obpaboTke, YNRKOBKE M aHajlM3y CepHH ObiH TIpOBEpEeHH H
HPH3HAHBI COOTBETCTRYHOUIHMY TpeGoBanusM GMP.

A-p Berruua InomGiTua (Bettina Glombitza)
YnonHoMoYeHHoe JIHLO

JaHHBI# AOKYMEHT GLisT CO3MAH B 3NeKTPORHOH $opMme u nefictuTenen Ges moanucu

ExCertReleaseEl nat.xm] RU, MN aHHla 2
Hocnennas penaxums: 04.10.2018 09:50 2

Ceen lilymaxep (Sven Schumacher), otaen

ofecneyenna kavecTra, Ten. 2028



A Sanofi Company
Nattermannallee 1

A. Nattermann & Cie. GmbH

50829 Cologne / Germany

SANOFI .z

Certificate of Analysis / of cGMP Conformance

Order No: Test No: 251364 lssued. 14.06.2019
Material: Bronchicum S Syrup, solution 100ml
Material No: 364951
Batch No: K113
GMID-No: 532417
Batch Yield: 96.840
Manufaclure Date: May 2019
Expiry Date: May 2022 Destination:
Specification No./Version: 11.233701/5
This product contains in: 100 ml
Parameter Release limits Resuit
Characters
Appearance clear to slightly turbid reddish brown solution  conforms
Technical Tests
Extractable volume {filling volume}) not less than claimed volume 0T mi
Relative density d 20/20 1,253 - 1,277 1,270
pH value 30-50 42
Identification
Thyme liquid extract iniense red zone in test chromatogram should  conforms
correspond to that in standard chromatogram
Ethanol retention time of base peak in test conforms
chromatogram should correspond to ethanol
peak in calibration chromatogram
Sodium benzoate retention time of base peak in test conforms
chromatogram should correspond to sodium
benzoate pzak in calibration chromatogram
Assay
Thymol min. 3,7 7.4mg
Ethanol 40-49 4.4 % (VIV)
Sodium benzoate 135,0 - 165,0 151,7 mg
Microbiological Purity
TAMC max. 1000 80 CFU/m!
TYMC max. 100 <10 CFU/ml
Bile-tolerant gram-negative bacteria absent in 1 mil conforms
Escherichia coli absentin 1 ml conforms
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A. Nattermann & Cie. GmbH

A Sanofi Company SA N O F l _/

Nattermannailee 1

50829 Cologne / Germany
Certificate of Analysis / of cGMP Conformance
Order No: Test No: 251364 Issued: 14.06.2019
Comments:

This batch conforms to the specification.
Quality Control

Wolfgang Hermanns

QC Manager

Release date:  13.06.2019 at 17:04:50 by Britta lven

Reference:

This product has been tested according specification: 11.233701/5

Certification statement:

| hereby cerify 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 baich 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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