Cepruduxkar anaausa /

AHAJIUTHYECKHUI MACTIOPT CEpUH SA N O F | Y

CAHOOU-ABEHTUC Cni. 3 0. O.
Y. Jiobenska 52, Xemys, 35-233,

[MoJsbwa
Tes.: +48 17 850 25 00

Homep aBTopmzaumm: 167/0190/15
Ccruika Ha HoMmep EBponGMP: 84226

HasBaHMe mnpomykKTa: BPOHXMKYM C

HoMmep cepum: AR16GP Jo3upoBKa : 100 wmr

Kom GMID: 447002 CrpaHa: Poccusa
Jlex. ®opwMa: NacTunku JaTa NpOM3BONCTBA: 23/03/2021
YhnakoBKa: 20 macTuiioKk B BJucTepax CpPOK TOOHOCTM: ®EB-2024
Homep PV: JICP-010619/08

HUCIIBITAHUSA CIIEIIUOUKALIUN PE3YJIBTATHI

XAPAKTEPUCTUKN

. Onmcanwme Kpyriele, ciierka OBOAKOBEHITYKJIEIE COOTBETCTBYET
NacCTUJIKM C HeOOJIbUIMMM BKPAaINJIEeHUAMU

. IBeT KpeMOBLII LIBET COOTBETCTBYET

IOIJIMHHOCTL (TCX)

. OKCTPakKT TMMbAHa XUIKOTO Ha xpomaTorpamme wuchoelTyemMoro pacrteopa COOTBETCTBYET
OOJIKHA OOHAapyXMBATbLCA OCHOBHAA 30Ha Ha
YPOBHE 3O0OHE TMMOJla Ha XpoMaToTpaMMax
pacTeBopa-CBUAETEJA n CTaHIapTHOTO
pacTBOpa 3KCTPAaKTa TUMOJIA XMUOKOTO

. Kozd. ymepxuBaHug 0.70 — 0.80 0.80

OCHOBHHEE MCIIETAHUA

. CpenHss Macca 882. — 918.0 (mr) 897.9 mr

. OOHOPOIHOCTL IO3MPOBaHMA (IO Macce) He wmenee 90% (18/20) mnacTmwiiok wMoryT COOTBETCTBYET
¥METb OTKJIOHEHME OT CpenHel MacCCH
nacTunku B +/- 5%, u "He bosee 10% (2/20)
NacTMJIOK MOTYT MMETb OTKJIOHEHME OT
cpenHel Macce nactuiku B +/-— 10%.

. IlloTepsa mpM BHCYWMBaHUU He Gojee 2 (%)
. Inametrp 12.5 — 12.7 (Mm)
. BricoTa 6.1 — 6.6 (MMm)

KonmmuecTBeHHOe onpefesieHMe SDKCTpPakKTa
TUMBSTHA XMAkKoro (I'X)

. KosmuecTBeHHEE NOKa3aTeM: B Iepecuere He meHee 0.03 (wmr) 0.08 wmr
Ha TUMOJI
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Mukpo6uosorndeckasl 4ucToTa

. Ofmee KOJIMYECTBO aBPOOHEIX He Gomee 1000 (KOE/r) <10 KOE/r
MUKPOOPTAHUZMOB

. Tpubw He Gosee 100 (KOE/r) <10 KOE/r

. Echerichia Coli OrcyTcTByeT B 1 T OTcyTCTBYeT

IaHHas cepusa NpoM3BEIEeHa B COOTBETCTBMM C TekyummMy TpebosaHuavy npaeun GMP u cooreercTByeT crneumdmrauym
COOTBETCTBYKIEIO0 PerMCTPaLMOHHOTO YIHOCTOBEPEHMS .

Pewmenne OnoBbpeHO
Hara: 16-1m0H-2021 23:51:23.00
YIIOJTHOMOYEHHOE JIMLO MIM NPenCTaBUTENb : D. Maslanka

IaHHE cepTHOMKAT aHaaMs3a INONNMCAH BJIEKTPOHHO IPM IIOMOWM BaJIMOMPOBAHHOM cucTeMsl JIMMC.
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SANOFI-AVENTIS Sp.
ul. Lubelska 52, Rzeszdw,
Tel. +48 17 850 25 00

Z O0.0.
35-233,

167/0190/15
84226

Authorisation Number:
EudraGMDP Reference Number:

Poland

Certificate of Analysis /

Batch Certificate

SANOFI .2

Product Name: BRONCHICUM S

Identification (TLC)

- Thyme liquid extract

General tests

- Average mass

- Uniformity of mass

- Loss on drying

- Diameter

- Height

Assay of Thyme liquid extract (GC):

- Quantification: equiv. to thymol

chromatograms of test solution show the
main zone at the level of thymol zone
in chromatograms of thymol tracking
standard and thyme liquid extract

tracking standard solutions

0.70 - 0.80

882.0 - 918.0 [ mg]

not less than 90% (18/20) of pastilles
may deviate from average pastille mass
by +/- 5%, and not more than 10% (2/20)
of pastilles may deviate from average

pastille mass by +/- 10%

not more than 2 [ %]

12.5 - 12.7 [ mm]

6.1 - 6.6 [ mm]

not less than 0.03 [ mg]

complies

897.9 mg

complies

Batch No: AR16GP Strength: 100 MG

GMID Code: 447002 Country: Russia
Dosage Form: Lozenges Manufacturing Date: 23/03/2021
Packaging: 20x Lozenges in blisters Expiry Date: FEB-2024
Marketing Auth. No.: LSR-010619/08
; o
TESTS SPECIFICATIONS RESULTS
Characters

- Appearance round, slightly biconvex, somewhat complies

speckled pastille
_ Colour cream-coloured complies
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SANOFI-AVENTIS Sp.
ul. Lubelska 52, Rzeszdw,
Tel. +48 17 850 25 00

Z O0.0.
35-233,

167/0190/15
84226

Authorisation Number:
EudraGMDP Reference Number:

Poland

Certificate of Analysis /

Batch Certificate

SANOFI .2

Product Name: BRONCHICUM S

- Escherichia coli

Batch No: AR16GP Strength: 100 MG
GMID Code: 447002 Country: Russia
Dosage Form: Lozenges Manufacturing Date: 23/03/2021
Packaging: 20x Lozenges in blisters Expiry Date: FEB-2024
Marketing Auth. No.: LSR-010619/08
; o
TESTS SPECIFICATIONS RESULTS
Microbiological purity
_ Total viable aerobic count not more than 1000 [ CFU/g] <10 CFU/g
- Fungi not more than 100 [ CFU/q] <10 CFU/g
absent in 1 g absent

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

Qualified Person Decision

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

Qualified Person:

.

Released
16-JUN-2021 23:51:23.00

D. Maslanka

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