JAEKJIAPAIIASA O COOTBETCTBHMH

JEKJAPAHT, IIPHHAMAIOIN M AEKJIAPAITIIO O COOTBETCTBHM

AQO "Canogu Poccun”

Csedenun o pezucmpayuu opzanusayuu: Meacpaiionnas uncnexyus Pedepanvrosi nanozoeos cayxcbvt Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, oama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepcxan, 0. 22. Tenegpon/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye: Ienepanvhviii oupexmop Monoic O.A.

Loeepennoe nuyo: Cmenanoe C.C., dosepennocms 6/w om 01.12.2017

3AABISIET, UTO

nexapcmesennoe cpedcmeo. Bponxuxym C, nacmunxu 10 wm., ynaxeexu avetixogole konmyprbvle (2), nauxu
xapmonnsie, PY Ne JICP-010619/08 om 26.12.2008 (0ama 3amener 16.03.2017) evidarno A. Hammepmany 3no
Cue. Tm6X, cepus ARL2E7, napmun 30674 ynaxoeox, 200en do 31.05.2022, npouzeoocmea Canogu-Asenmuc
Cn. 3 0.0., Honvwa, Sanofi-Aventis Sp. z o.0., ul. Lubelska 52, 35-233 Rzeszow, Poland, xod OKII[]2
21.20.10.255, xod TH B3] 3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne
9085342729 om 02.08.2019

COOTBETCTBYET TPEBOBAHHMAM
JICP-010619/08-261208 (HI 42-15283-08 uzm. Ne 1-6)

JEKJAPAITUSA IIPHHATA HA OCHOBAHHH
npomoxon ucnvimaruii Ne 25340 om 12.08.2019 HJT OO0 HL "PAPMOEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®J140, Cepmugpuxam POCC PL,®M08.C46020 om 12.08.2019

JIATA IIPUHSTHSL ARKIAPALGIH 12.08.2019

Crenanos C.C.

/mﬂm ®H.0

CBEJIEHMS O PETUCTPAITAN

OPTAH IO CEPTH®HAKAIIMH, 3APEI' HCTPHPOBABIINMIA TEKJIAPAITHIO

RA.RU. 11 ®M08 OPTAH 10 CEPTHOHKALJHH IPONVKL[HH OFL[ECTBO C OI'PAHHYEHHOH

OTBETCTBEHHOCTAIO "OKPY)KHOH IJEHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, am. 5, nom. I, xom. 1, adpec opaana no

cepmucpuxayuu: 115280, POCCHA, 20po0 Mockea, yn. Macmeprxosa, 0. 4, am. 5., men.:(493)788-02-88, eeb-

catim: oyxx.po.

AEKJAPAITHA O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU I-PL.®@M08.A.32953/19
A.IIHE 12.08.2019
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CEPTH®HUKAT AHAJIN3A/CEPTU®UKAT CEPUHA

Canotu- Asentuc Cu. 3 0.0., [Tonslia
ul. Lubelska 52, 35-233 Rzeszow, Poland

Ten. +48 17 850 25 00

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

HaumeHoBanue Bponxukym® C
NpPOAYKTa:
Cepust Ne: ARL2E7 Jlo3upoeka: 100 mr
GMID nomep: 447002 Crpana: Poccus
JlexapcTeeHnas popma:  IlacTunku [Ipouseene: 27/06/2019
['open nmo: MAHU- 2022
YnakoBka: 20x nactuiok B 6icTepax
HopmatusaeIi noxyment: JICP-010619/08
IIOKA3ATEJIH HOPMbI PE3YJIBTATBI
XapakTepucTHKH
- Onucanue Kpyrneie, cnerka ZBOSKOBHINYKIIBIE MACTHIIKH C CootBeTcTBYET
HeOOIBLIHMH BKPAIUIEHHAMH.
- Liser KpPeMOBOrQ IBETa CooTBETCTBYET
Ioannunocts (TCX)
- 9KCTPaKTa THMbsHA xHakoro | Ha xpomarorpamme ucnsiryemoro pactsopa CootBeTcTBYET

I0JkHA 0OHAPYXHBAThCsl OCHOBHAS 30HA HA YPOBHE
30HbI THMOJIA HA XPOMAaTorpaMMax pacTBOpPOB
CTaHJapTa THMOJa ¥ CTaHAApTa HKCTPAKTa THMBSHA

KHUJKOTO
R 0.70-0.80 0.80
O0mHe TecThI
- CpeaHss Macca 882,0-918,0 mr. 898,9 MT

e meHee 90 % (18/20) macTHIOK MOTYT UMETh CooTtBeTcTBYET

- OOJHOPOAHOCTE MO Macce

OTKIIOHEHHE + 5 % OT cpeaHelt Macchl HAaCTHIKH, H
He Gonee 10 % (2/20) nacTuIOK MOTYT HMETH
oTknoHenue + 10 % ot cpeaHeit Macchl.

- IOTEps B Macce npu He 6onee yvem 2 % 0.8 %
BBICYIIHBAaHHH

- THAMETP 12.5-12.7 MM 12.6 MM
- BEICOTA 6.1-6.6 MM 6.5 MM
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CEPTHOHUKAT AHA/IM3A/CEPTUO®HUKAT CEPHH

Canodu- Apentnc Cn. 3 0.0., [Tonsma
ul. Lubelska 52, 35-233 Rzeszow, Poland
Ten. +48 17 85025 00

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

HaumeHoranue Bpouxukym® C
NPOAYKTA:
Cepus Ne: ARL2E7 Jlo3upoBka: 100 mr
GMID Homep: 447002 Crpana: Poccus
JlexapcTerennas dopma:  IlacTunku Ilpouseenen: 27/06/2019
Tonen no: MAN- 2022

VYnakoBka: 20x nactunok B 6ucrepax
HopmarusHeri noxyment: JICP-010619/08

ITOKA3ATEJIN HOPMBI PE3VYJIBTATHI
KonudecTeeHHOE onpeneneHue
3KCTPAKTa THMbSHA JKHAKOTO
I'X)
- KonuuectBo: 3xkBUBaIeHTHO | He MeHee ueM 0,03 % 0.05%
THMOJTY
Mukpobuonoruyeckas CooTBeTCcTBYET
Yucrora
- 06wee vKcio a’pobHEIX He 6onee yem 1000 KOE/r 15 KOE/r
Gaxrepuii <10 KOE/r
- rpuOHI He 6onee yueM 100 KOE/r OTCYTCTBYET
- Escherichia coli OTCYTCTBYET/T

Yka3aHHas cepus NPOH3BEIEHA B COOTBETCTBHH ¢ ACHCTBYIOIEMH TPeGOBAHUAMH PETHCTPALHOHHOTO
AOCHE H NPpaBHIIAMH HAJUIEKAIIEH MPAKTHKH NPOM3BOCTBA JIEKapcTBEHHEIX cpencts (GMP).

Peinenue ynogHOMOYeHHOTO JIHLA:

Cratyc pelieHHA: BHIMYILEH

Hara pemenna:  15-HMI0JI-2019 14:55:25.00
YnonaomoueHHoe MHLO: A. Jastrzebska

JlaHHb1i qOKyMEHT OBLI CO3/aH B ANEKTPOHHO# dopMe u medicTUTeneH Ge3 moanucH

Rap_coa_resultats v4



SANOFI-AVENTIS Sp. z o.0.

ul. Lubelska 52, Rzeszdw, 35-233, Poland

Tel. +48 17 850 25 00

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

Certificate of Analysis /

Batch Certificate

SANOFI «p

Product Name: BRONCHICUM S

Batch No: ARL2E7
GMID Code: 447002
Dosage Form: Lozenges

Packaging:

Marketing Auth. No.: LSR-010619/08

20x Lozenges in blisters

Strength:
Country:
Manufacturing Date:

Expiry Date:

100 MG
Russia
27/06/2019
MAY-2022

m — e —————— ﬂ
TESTS SPECIFICATIONS RESULTS
Characters
- Appearance round, slightly biconvex, somewhat complies
speckled pastille
- Colour cream-coloured complies
Identification (TLC)
- Thyme liquid extract chromatograms of test solution show the complies
main zone at the level of thymol zone
in chromatograms of thymol tracking
standard and thyme liguid extract
tracking standard solutions
- RFf 0.70 0.80 0.80
Genaral tests
- Average mass 882.0 - 918.0 [ mg] 898.9 mg
Uniformity of mass not less than 90% (18/20) of pastilles complies
may deviate from average pastille mass
by +/- 5%, and not more than 10% (2/20)
of pastilies may deviate from average
pastille mass by +/- 10%
- Loss on drying not mere than 2 [ %} 0.8 %
Diameter 12.5 = 12.7 [ mm] 12.6 mm
= H.Eighl' 6 I H=—H676 [mm] 6.5 mm
Assay of Thyme liquid extract (GC):
- Quantification: equiv. te thymol not less than 0.03 [ % 0.05 %
rap_coa_tesultats vd Fage 1 / 2




SANOFI-AVENTIS Sp. Z 0.0,
ul. Lubelska 52, Rzeszdw,
Tel. +48 17 850 25 00

35-233,

167/0190/15
42002

Authorisation Number:
EudraGMDP Reference Number:

Certificate of Analysis /

Poland

Batch Certificate

SANOFI

Ny

Product Name: BRONCHICUM S

Batch No: ARL2E7 Strength: 100 MG
GMID Code: 447002 Country: Russia
Dosage Form: Lozenges Manufacturing Date: 27/06/2019
Packaging: 20x Lozenges in blisters Expiry Date: MAY-2022
Marketing Auth. No.: LSR-010615%/08

— B EE———————
TESTS SPECIFICATIONS RESULTS
Microbiological impurities
- Total viable aerobiec count not more than 1000 [ CFU/q] 15 CFU/g
- Fungi not more than 100 [ CFU/g] <10 CFU/g
- Escherichia cali absent in 1 g absent

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

and complies with the

Qualified Person Dacision

Status of Decision:
Date of Decision (UTC + 1):

Qualified Person:

-

Released
15-JUL-2019 14:55:25.00

A, Jastrzebska

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