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AEKJIAPAIIASA O COOTBETCTBHHA

JEKJIAPAHT, IIPHEHUM AIOTI U JIEKJIAPAI.II/IIO O COOTBETCTBHM

AO "Canogpu Poccun”

Ceedenun 0 pezucmpayuu opaanusayuu: Mexcpationnas uncnexyus QedepansHoli Hano2060 cayicovr No 46 no
2 Mocxee 01.01.2008, OI'PH 1027739079940, dama npucecenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yr. Tgepcran, 0. 22. Teredhon/darce: 8 (495) 721-14-00/721-14-11

B nuye: I'enepanvnuti dupexmop Monxc O.4.

Hosepennoe nuyo: Knoxoea FO.C., dosepennocmn 6/n om 01.12.2017

3ASABSMET, YTO

nexapemeennoe cpeocmeo: Bponxuxym C, nacmunxu 10 wem., ynaxoexu siueiixogvle koHmypHble (2), nauku
kapmonnvie, PY No JICP-010619/08 om 26.12,.2008 (0ama samenv 16.03.2017) surdano A. Hammepmann 310
Cue. ImbX, cepun ARKYNR, napmus 30404 ynarosox, z0den o0 01.10.2021, npouszsodocmea Canogu-Asenmuc
Ch. 3 0.0., ITonvwa, Sanofi-Aventis Sp. z o.0., ul. Lubelska 52, 35-233 Rzeszow, Poland, xod OKITI2
21.20.10.2535, koo TH B3 3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, unsoiic Ne
9085312656 om 08.11.2018

COOTBETCTBYET TPEBOBAHUSIM

JICP-010619/08-261208 (HH 42-15283-08 uam. Ne 1-6)

JAEKJTAPAIIMS ITPHHATA HA OCHOBAHUH

npomoxon ucnvimanuii Ne 3395 0 om 15.11.2018 HJI 00O HI] "®APMOEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21DJ140, Cepmuguxam POCC PL. ®OM0O8.C27584 om 15.11.2018

TATA IIPHi—Ih’IM JEKJIAPAITAH 75.11.2018

8] “w_‘

JEXTAPALA AEACTBATELHA JO 0/.10.2021

% Kanckosa }0.C.

Wﬂch ®H.0

CBEAEHMSA O PETHCTPALINN

OPI'AH 110 CEPTUO®UKALINY, 3APETHCTPAPOBABININH JEKJIAPAITHIO

RA.RU. 11®M08 OPTAH IO CEPTHOHKALIHH ITPONYKI[HE OBLJECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTHIO "OKPYKHOH LJEHTP KOHTPOJIT KAYECTRA",

aopec opeanusayuu: 115280, 2. Mockea, yn. Macmeprosa, 0. 4, am. 5, nom. I, kom, 1, adpec opzana no
cepmucpuxayuu. 115280, POCCHA, zopoo Mockea, yn. Macmepxosa, 9. 4, sm. 5., men.:(495)788-02-88, aeb-
caiim: oyxx.pep.

MEKJIAPAITHSA O COOTBETCTBIH 3APETYICTPMPOBAHA M POCC RU J-PL.OMO8.A.07247/18

JBATA PETUCTPAIIANA [5.11.2018
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CEPTHOHUKAT AHAIU3A/CEPTUD®UKAT CEPHM

Canodu- Asentuc Cn. 3 0.0., [Hossma
ul. Lubelska 52, 35-233 Rzeszow, Poland

Ten. +48 17 850 25 00

Authorisation Number: 167/0190/15
EudraGMDP Reference Number: 42002

HanmeHopanue Bponxukym® C
IPOIYKTa:
Cepus Ne: ARKYNR HosupoBka: 100 mr
GMID nomep: 447002 Crpana: Poccus
JlexapctBenHas dopma:  [lacTiikn ITpousseaen: 04/10/2018
T'oneH no: Ox1abps 2021
YnakoBxa: 20x nacTuaoK B Onpcrepax
Hopmarugebiit nokyment: JICP-010619/08
NOKA3ZATEJIM HOPMbBI PE3YVJILTATHI
XapaKTepHCTHKH]
- Onucanne Kpyriieie, clierka JBOAKOBBITYKIIBIC IIACTUIKH © CoorBeTcTBYET
HeBGOJBIMHMH BKPATUICHHAMH.
- 1lser KPEMORBOI'0 LIBETA Coorsercrpyer
Hopmaunocrs (TCX)
- 9KCTPaKTa TAMbAHA XHAKoTo | Ha XpoMaTorpaMme HCIIBITYEMOTO pacTBopa CootBercrByeT

JAOJIKHA 06Hapy2I(HBaTBCSI OCHOBHasA 30HA HA YPOBHE
30HBI THMOJIA Ha XpoMarorpaMmax pacTBOpPOR
CTaHaapTa THMOJAa ¥ CTalJapTa 3KCTpaKTa THMbIHA

YKHIKOTO
R¢ 0.70-0.80 0.80
Oome TecTnl
- CpeJiHss Macca 882,0 —918,0 mMr. 902,9 mr

He Menee 90 % (18/20) macTiiok MoryT UMeTH CootBercTRYET
- OIHOPOJIHOCTE IO Macce OTK/IOHEHUE + 5 % 0T cpeauel Macchl ACTHIIKH, H

ge bonee 10 % (2/20) nacTHIOK MOTYT HMETh

oTkNoHeHue = 10 % OT cpeaHeH MacChL.
- 1I0TEps B Macce IpH He 6omnee uem 2 % 0.4 %
BBICYINIHBAHAH
- quamerp 12.5-12.7 MM 12.6 MM
- BEICOTA 6.1-6.6 MM 6.5 MM
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CEPTH®HUKAT AHAJIM3A/CEPTHOUKAT CEPUU

Canodmu- Aserruc Cn. 3 0.0., [Tospma
ul. Lubelska 52, 35-233 Rzeszow, Poland
Ten. +48 17 850 25 00

Authorisation Number; 167/0190/15
EudraGMDP Reference Number: 42002

HaumeHoraHue bponxukym® C
IPOIYKTA:
Cepus Ne: ARKYNR Jo3uporka: 100 mr
GMID nomep: 447002 Crpana: Poccus
JlexapcTBennas gopma:  [Tactanku IIpouspenen: 04/10/2018
Fonen no: Oxrabpe 2021

YnakoBka: 20x nactTuiok B GnMcTepax
Hopmarusneiii mokymenr: JICP-010619/08

INNOKA3SATEJIH HOPMBI PEIVJIBLTATHI
KonnyecTsennoe onpenenenme
3KCTPaKTa THMbBSIHA XXM AKOTO
IX)
- KoTHuecTBO: 3KBHBAIEHTHO | He Meree ueM 0,03 % 0.04 Mr
TUMOJTY
Mukpobuonornueckas CoorsercTByeT
Uucrora
- o0mee uncao adpobHbIX He Gonee yem 1000 [CFU/T) 15 CFU/r
Gakrepui
- rpuObI He boree geMm 100 [CFU/T] <10 CFU/r
- Escherichia coli OTCYTCTBYET/T OTCYTCTBYET

YKasaHHas cepus NPOM3BEAEHA B COOTBETCTBHH C JCHCTBYIOIMMH TPeGOBAHMSME PErHCTPALIHOHHOTO
A0CHE M NIpaBHJIaMH HaJneKallell IPaKTHKH IPOH3BOCTRA JICKapCTBEHHBIX cpencTs (GMP).

Penienue ynoaHoMo4YeHHOTO JMIA:

Craryc perieHus: BoIyLIEH

Hata pemienns:  23-Oxrabpa-2018 14:37:58.00
YnonnoMouerroe auno: Kalista Michal

Hannerii qoxymMenT 6BUT cO3/1aH B 3I€KTPOHHOH GopMe U NeficTBUTENCH 6e3 OINHCH
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SANOFI-AVENTIS Sp. z o.c.

ul. Lubelska 52, Rzeszdw, 35-233,
Tel. +48 17 850 25 0O
Authorisation Number: 167/0190/15%

EudraGMDP Reference Wumber: 42002

Certificate of Analysis /

Poland

Batch Certificate

SANOFI

Product Name: BROKCHICUM S

Batch No: ARKYNR
GMID Code: 447002
Desage Form: Lozenges

Packaging:

Marketing Auth. No.: LSR-010619/08

20x Lozenges in blisters

Strength: 100 MG
Country: Russia
Manufacturing Date: 04/10/2018
Expiry Date: CCT-2021

TESTS .

SPECIFICATIONS |

RESULTS =

Characters

~ Appearance

- Colour

Identification (TLC)
- Thyme liguid extract

General tests

- Averade mass

= Uniformity of mass

- Loss on drying

- Diameter

- Height

Assay of Thyme liguid extract {GC):

- Quantification: equiv. Lo thymol

.complies
complies

complies

902.9 mg

complies

12.6 mm

6.5 mm

:0.04 mg
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Certificate of Analysis /

Batch Certificate SANOFI

SANOFI-AVENTIS Sp. z o.c.
ul. Lubelska 52, Rzeszdw, 35-233, Poland
Tel., +48 17 850 25 00

Authorisation Number: 167/0190/15
EudraGMDP Reference Number: 42002

Product Name: BRONCHICUM S

Batch No: ARKYNR Strength: 100 MG
GMID Code: 447062 Country: Russia
Dosage Form: Lozenges Manufacturing Date: 04/10/2018
Packaging: 20x Lozenges in blisters Expiry Date: oCT-2021

Marketing Auth. Ne.: LSR-010619/08

TESTS . . SPECIFICATIONS CRESULTS . o
Microbiological impurities S
- Total viable aerobic count 15 CFU/g
- Fungi €10 CFU/g
~absent

- Escherichia coli

This batch has been manufactured in compliance with the current GMP requirements and complies with the
specifications of the relevant marketing authorisation

QA Decision:

Status of Decision: Released
Date of Decision (UTC + 1): 23-0CT-2018 14:37:58.00
Qualified Person: Kalista Michal

\.

This Certificate of Analysis has been electronically signed from a validated LIMS
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