CEPTU®HKAT AHAJIU3A/CEPTHOHKAT CEPIHN

Canodu- Asentuc Co. 3 0.0., [lonsiua
ul. Lubelska 52, 35-233 Rzeszow, Poland

Ten. +48 17 850 25 00

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

Haumenosanue Bporxukym® C
HpOAYKTA:
Cepus Ne: ARL38J Jo3uposka: 100 Mr
GMID Homep: 447002 Crpana: Poccus
JlexapctBennas ¢opma:  IlacTimxu [IpouzsencH: 30/10/2019
INonen no: CenTa6ps 2022
Ynakoska: 20x macTiiiok B 6nucTepax
Hopwmatusasiii joxyment: JICP-010619/08
IMMOKA3ATEJIH HOPMBI PE3YJIbTATHI
XapakTepHeTHKH
- Onmcanue Kpyriasle, crerka ABOSKOBBINTYKIbIE IACTHIIKH C CootBercTByeT
HeOONbIIMMH BKPAIJICHHAMH.
- [1BeT KPEMOBOTO LIBETA CooTBercTByeT
IMoaauuHocTh (TCX)
- 3KCTpaKTa THMbAHA XUaKoro | Ha xpoMmarorpaMme HCNOBITYEMOro pacTBopa CooTtBercTBYeET

J0JKHA OOHApYXHBATLCA OCHOBHAsA 30HA HA YPOBHE
30HBb! THMOJIAa HA XPOMATOrpaMMax PacTBOPOB
CTaHJapTa THMoOJIa H CTaHJapTa dKCTPaKTa TUMbIHA

XHAKOTO
Rs (.70-0.80 0.80
O0mue TECThI
- CpenHAsn Macca 882,00 — 918,0 mr. 901,5 Mr

He MeHee 90 % (18/20) macTHIOK MOTYT HMETE CooTBeTCTBYET

= OJHOPOAHOCTE IT0 Macce

OTKJIOHEHHE = 5 % oT cpeaneil Macchl NACTHIIKH, H
He Gostee 10 % (2/20) nacTUNOK MOTYT UMETH
otxyoHeHue + 10 % ot cpenHelt Macchl.

- MOTEPK B MaccCe NMpH

He 6omee uem 2 % .8 T

1 ‘c\,"'f-::‘.—_._—-. 1
BBICYIIHBAHUH Ve 2Zanen K,,h;:\z;,
- QHAMETP 12.5-12.7 MM LA A
- BBICOTA 6.1-6.6 MM et
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CEPTUP®UKAT AHAJTU3A/CEPTH®HKAT CEPUH

Canodu- Aserruc Ci. 3 0.0., [lonpiua
ul. Lubelska 52, 35-233 Rzeszow, Poland

Ten. +48 17 850 25 00

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

HaumeHoBanHe Bponxukym® C
NPOAYKTa:
Cepus Ne: ARL38J Ho3upoBka: 100 mr
GMID Homep: 447002 Crpana: Poccus
JlexapctBenHas gopma:  Tlactunku [Mpoussenen: 30/10/2019
Ionen no: CeHTabps 2022

YakoBka: 20x nmacTHJIOK B BAHCTEpax
Hopmatususiit nokyment: JICP-010619/08

IMOKA3ATEJIU HOPMbI PE3VJIBTATHI
KonnuecTBeHHOE onpeneneHHe
IKCTPAKTa THMBIHA XHIKOTO
I'X)
- KonnyectBo: sxBuBanenTHo | He MeHee yeM 0,03 % 0.05 mr
THMOITY
Mukpo6uonoruueckas CooTBeTCTBYET
Yuctota
- obinee yncyo a3poOHEBIX He 6onee uem 1000 [CFU/r] <10 CFU/r
baxtepuit
- rpubwI He bonee yem 100 [CFU/r] <10 CFU/r
- Escherichia coli OTCYTCTBYET/T OTCYTCTBYET

YkazaHHas cepus MPOK3BEJICHA B COOTBETCTBHH C AeHCTBYIOIIHMH TPeOOBAHUAMH PErHCTPAIHOHHOTO
JI0Che H TIPaBUJIaMH HaIJIeKAILECH TIPAKTHKH IIPOM3BOACTBA JIEKAPCTBEHHBIX cpeacTs (GMP), “ .,

Peluenue YIOAHOMOUEHHOT'O JIMIIA:

Craryc pelueHus: BbIMyHIeH

Hara pewwenus: 21-Hoa6pa-2019 09:48:25.00
YnonHomouenHoe nuuo: JI. Macnauka

Rap_coa_resultats v4
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APUNOXEHMUE K CEPTUDPUKATY AHAJIU3A

Haumenopanue npoaykta: Bponxukym® C

Homep cepui: ARL38]

GMID: 447002

Jara nponzsoactea: 30.10.2019

Tonen no: 09.2022

Ccblnka Ha Homep PY, sapervcrpuposantoe B Poccuu: JICP-010619/08

Haumenoranne ADC: JxCTpaxT TpaBhl THMbBAHA KWAKHIA

Hazeanwe n aapec npoussoautens: R&R Oxkerpakt I'moX (GMID 413924) Hatrepmatuannee 1 50829,
Kénen, l'epmanna

A noareepxaato, uTO AAaHHAA CEPHA MPOTECTHPOBAHA MO BCEM MNapaMmeTpaM, NepeqHcieHHbIM B crneuMdMKalin
HopmaThBHOH AoKyMeHTaLIMH, 3aperHCTPHPOBaHHOH B HacTodAllee BpeMs B Poccufickoli deaepaumn,

Hacrosuim noaTBepikAAeTCA, YTO MaPKHPOBKA MOTHOCTHIO COOTBETCTBYET NOCICAHHM YTBEPXKA m_aaﬂ:lcum
MAKETOB YMaKOBOUYHBIX MATEPHANOB W HHCTPYKLUHH 110 MEAHUWHCKOMY MPUMEHEHHIO NEKAPC OORED; &,
Y nakoBKa MNOJHOCTLIO COOTBETCTRYET crneurdukaury HopMaTHBHOM DOKYMEHTAaLUH, H nepew nudop a}gtg, %
3aHECEHa B COOTRETCTBYIOLME Aueiky. gy W

w,. Canodu Pocguan ”_,
b iihedell i
% ot Sanofi Russia AQ |

Moanuck/para: [noanmce] &ﬁx_ b
~ %

h

Hmsa (neuatHoimu 6ykeami): Jopora Macnauka (DOROTA MASLANKA)

,uO.TI}KHOCTb: MeHemKep KOHTpOJA Ka4yecTBa / YNONMHOMOYEHHOE NTHUO



Certificate of Analysis /

Batch Certificate SA N O F | .\‘l

SANOFI-AVENTIS Sp. Z ©.0.
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: ARL38J Strength: 100 MG
GMID Code: 447002 Country: Russia
Dosage Form: Lozenges Manufacturing Date: 30/10/2019
Packaging: 20x Lozenges in blisters Expiry Date: SEP-2022

Marketing Auth. No.: LSR-01061%/08

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 liquid extract

tracking standard solutions

~ Rf 0.70 - 0.80 0.80

General tests
- Average mass 882,0 - 918.0 [ mg) 901.5 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 pastilles may deviate from average
pastille mass by +/- 10%

- Loss on drying not more than 2 [ %) 0.3 %

- Diameter 12.5 - 12.7 [ mn) 12.5 mm

- Height 6.1 - 6.6 [ mm| 6.6 mm

Assay of Thyme liquid extract (GC): Jg ..CaHOlTDV‘ POS(::“:;
- Quantification: equiv. to thymol not less than 0.03 (mg) 0.05 mg Sfo ganofi Rus

e
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Certificate of Analysis /
Batch Certificate

SANOFI-AVENTIS Sp. z 0.0.
ul. Lubelska 52, Rzeszéw, 35-233, Poland
Tel. +48 17 850 25 00O

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

SANOFI «p

Product Name: BRONCHICUM S
Batch No: ARL38J Strength: 100 MG
GMID Code: 447002 Country: Russia
Dosage Form: Lozenges Manufacturing Date: 30/10/2019
Packaging: 20x Lozenges in blisters Expiry Date: SEP-2022
Marketing Auth. No.: LSR-010619/08
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
- Escherichia coli absent in 1 g absent
r 3
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

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

o v
Status of Decision: Released SPLCL
S
Data of Decision (UTC + 1): 21-NOV-2019 09:48:25.00 & Oﬂf?
'
LQualified Parson: D. Maslanka JsfiCa“0¢“ poccwar

ti Russia AY
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APPENDIX TO CERTIFICATE OF ANALYSIS

Product Name: Bronchicum® &

Batch Number: ARL38)

GMID: 447002

Manufacturing Date: 30.10.2019

Expiry Date: 09.2022

Reference number to MA registered in Russia:  LSR-010619/08

API name: Thyme liquid extract

Name and address of manufacturer: R&R Extrakte GmbH (GMID 413924)
Nattermannallee 1
50829 Kdln
Germany

I hereby certify that this batch is tested for all quality tests indicated in the Normative Document specification

currently registered in the Russian Federation. o

It is hereby certified that labelling Is in full compliance with the last approved version of | :

artworks. Packaging is in full compliance with the Normative Document specification an.:iI v rLabAe.ﬁfmﬁatjeg,;,s ui
| oF, |
located in corresponding fields. ﬂi;:_ ! RUSs;a AQ é,"l';"

Signature/Date: /
v, 0

Printed Name: DOROTA MASLANKA

Title: QC MANAGER / QUALIFIED PERSON



