TEKJIAPATIVISI O COOTBETCTBHM

JAEKJAPAHT, IPHHAMAIOI[HHI AEKJIAPAITHIO O COOTBETCTBHA

AO "Canogpu Poccun"

Ceedenus o pezucmpayuu opzanuzayuu; Mexcpaiionnan uncnexyus @edepanvhoi Hano2060u cayxcovl Ne 46 no
2. Mocuee 01.01.2008, OT'PH 1027739079940, oama npuceoenus OFPH 19.08.2002.

Adpec: 125009, 2. Mocxea, yn. Teepckas, 0. 22, Tenegon/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvuuiit Oupexmop Mondic O.A,

Hosepennoe nuyo: Cmenanoe C.C., dosepennocmo 6/ om 01.12.2017

3AABJISIET, YTO

nexapcmaennoe cpedcmso: Eponxuxym C, nacmunxu 10 wm., ynaxoeru avetixogbie KovmypHuie (2), nauku
xapmonnsie, PY Ne JICP-010619/08 om 26.12.2008 (0ama 3amenws 16.03.2017) ewioane A. Hammepmanu 310
Cue. ImbX, cepun ARL2EG6, napmus 30596 ynaxosox, 2o0en 0o 31.05.2022, npouzeodcmsa Canogyu-Asenmuc
Cn. 3 0.0., Ilonvwua, Sanofi-Aventis Sp. z o.0., ul. Lubelska 52, 35-233 Rzeszow, Poland, koo OKII2
21.20.10.255, koo TH B3] 3004900002, xoumparxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne

9085342729 om 02.08.2019

COOTBETCTBYET TPEEOBAHHUSM

JICP-010619/08-261208 (H 42-15283-08 uzm. Mo 1-6)

JEKJIAPAIIAA ITPUHSATA HA OCHOBAHHH

npomoxon ucnoimarti Ne 25350 om 12.08.2019 HIT OO0 HI[ "@APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21DJI40, Cepmugpuxam POCC PL.@M08.C46021 om 12.08.2019

JATA IIPI/IHHTI/IH JAEKJIAPAITMMN 12.08.2019

Crenaros C.C.
O®.N.0
; ‘{";m,w_ﬂf {«
M CBEAEHHS O PETHCTPALIA

OPT'AH I1IO CEPTH®VKAIIAHA, 3APETHCTPHPOBABII AN JEKJIAPAITHIO
RA.RU.11OM08 OPTAH ITO CEPTHO®HKALJHH ITPOVKI[HH OFLECTBO C OI'PAHHYEHHOH

OTBETCTBEHHOCTAIO "OKPYKHOH I[EHTP KOHTPOJI KAUECTBA",

adpec opzanuzayuu.: 115280, 2. Mockea, yn. Macmeprosa, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no

cepmughuxayuu: 115280, POCCHA, 20pod Mockea, ya. Macmepxroea, 0. 4, am. 5., men.:(495)788-02-88, se6-
| caiim: oyxx.pg.

II;ERJIAPAIIKH O COOTBETCTBHH 3APEITHCTPHPOBAHA M POCC RU J-PL.®M08.A.32954/19
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CEPTHO®HKAT AHAJIN3A/CEPTHOHKAT CEPUH

Canodu- Asentuc Cr. 3 0.0., Ilonsina
ul. Lubelska 52, 35-233 Rzeszow, Poland

Ten. +48 17 850 25 00

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

HaumenoBanue Bpouxukym® C
NpOayKTa:
Cepua Ne: ARL2E6 Hozupobka: 100 mr
GMID =Homep: 447002 Crpana: Poccua
JlekapcteeHHas ¢opma:  IlacTunxu ITpouseeneH: 26/06/2019
['oxen no: MAH- 2022
VYnakoBka: 20x nmacTunok B OnucTepax
Hopmaruenetit nokyment: JICP-010619/08
TTOKA3ATEJIN HOPMBI PE3YJBbBTATDBI
XapakTepHMCTHKH
- Onucanue Kpyrusie, cnerka JBOSKOBBINYKIIBIE NACTHIKHA C CootBeTcTBYET
HeOONBIIHMH BKpaTIeHHAMH.
- Ilget KpEMOBOTI'O IIBETA CooTBETCTBYET
Ioanunnocts (TCX)
- 3KCTPaKTa THMbsHA XXuaxoro |Ha xpoMaTtorpamme HCIBITYeMOro pacTsopa CooTBeTcTBYET

JOOIHA 0OHApPYKHBATHCA OCHOBHAS 30HA HA YPOBHE
30HBI THMOJIA Ha XPOMATOTrpaMMax pacTBOPOB
CTaHJapTa THMOMA K CTaHJapTa SKCTPaKTa THMBAHA

YKHAKOTO
Ry 0.70-0.80 0.79
Odmue recTnl
- CpenHsAs Macca 882,0 -918,0 mr. 896,3 Mr

He MeHee 90 % (18/20) macTHIOK MOTYT UMETH CootBeTcTBYET

- OJHOPOAHOCTB MO Macce

OTK/IOHEHHE £ 5 % oT cpeHeit MacCh! MACTHIIKH, H
He Gonee 10 % (2/20) nacTUIIOK MOTYT HMETh
oTKIoHeHHe + 10 % oT cpeiHel Macchl.

- IOTEPA B Macce NpH He Gonee yem 2 % 0.8 %
BBICYIUIHBAHHH

- JHaMeTp 12.5-12.7 MM 12.6 MM
- BEICOTA 6.1-6.6 MM 6.4 MM
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CEPTUOPHUKAT AHAJIM3A/CEPTUO®HKAT CEPHH

Canodu- Asentuc Cn. 3 0.0., I[Tonsiua
ul. Lubelska 52, 35-233 Rzeszow, Poland
Ten. +48 17 850 25 00

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

Haumenopaune bponxukym® C
nponyKra:
Cepus Ne: ARL2E6 Jo3uposka: 100 mr
GMID HoMmep: 447002 Crpana: Poccus
JlexapctBennas gopma:  IlacTunku Ipoussenen: 26/06/2019
Tozen mo: MAI- 2022

Ynakoska: 20x macTuiok B 6nucTepax
Hopmarususiit nokyment: JICP-010619/08

INOKA3ATEJIN HOPMbI PE3YJIBTATEI
KonuyecTBeHHOE onpeaenenne
JKCTpaKTa THMBAHA XXHAKOTO
Irx)
- Konuuectso: sxBuBanentHo | He meHee yeM 0,03 % 0.04 %
THMOJLY
Muxkpo6Honornyeckas CooTBeTcTBYET
Yucrora
- of1wee uncIoO a3pobHEBIX He Gonee yem 1000 KOE/r 10 KOE/r
OaxTepuii <10 KOE/r
- TpUOLI He Gonee yeM 100 KOE/r OTCYTCTBYET
- Escherichia coli OTCYTCTBYET/T

Yka3saHHaa cepust IPOH3BEAEHA B COOTBETCTBUH C JEHCTBYIOLIMMY TPeGOBAHHAMH PETHCTPALIHOHHOTO
A0ChE U NpaBHJIAMH HaJUIEKALUEH MPaKTHKH NPOH3BOJICTRA JIEKapCTBEHHEIX cpeacTs (GMP).

Pemenne ynonHoMoueHHOr0 NMIa:

Cratyc pellleHHs: BBINYILEH

Hata pewenus:  15-UEFOJI-2019 15:31:43.00
YnonsoMouenHoe nuuo: R. Palczak

JlaHHBIH JOKYMEHT OBLT CO31aH B 3MeKTPOHHOH dopme H AeficTBHTENEH 6e3 MOAmHcH
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SANOFI-AVENTIS Sp. z ©.0.
ul. Lubelska 52, Rzeszdw, 35-233,
Tel. +48 17 850 25 00

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

Poland

Certificate of Analysis /

Batch Certificate

SANOFI \z

-

Product Name: BRONCHICUM S

Batch No: ARL2E6
GMID Code: 447002
Dosage Form: Lozenges

Packaging:
Marketing Auth. No.: LSR-010619/08

20x Lozenges in blisters

Strength:

Country:
Manufacturing Date:
Expiry Date:

m

100 MG
Russia
26/06/2019
MAY-2022

Quantification: equiv. to thymol

—_———
TESTS SPECIFICATIONS RESULTS
Characters
- Appearance round, slightly biconvex, somewhat complies
speckled pastille
Colour cream-coloured complies
Identification (TLC)
- Thyme liqguid 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 .79
General tests
- Average mass 882.0 - 918.0 [ mgj §96.3 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 [ %] 0.8 %
S NDiameter 12.5 - 12.7 { mm] 12,6 mm
Height 6.2 - 6.6 [ mm} 6.4 mm
Assay of Thyme liquid extract {GC):
not less than 0.03 [ %) 0.04 %
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SANOFI-AVENTIS Sp. 2 0.0.
ul. Lubelska 52, Rzeszdw,
Tel. +48 17 850 25 00

35-233,

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

Poland

Certificate of Analysis /
Batch Certificate

SANOFI \z

Product Name: BRONCHICUM S

Batch No: ARL2E6 Strength: 100 MG
GMID Code: 447002 Country: Russia
Dosage Form: Lozenges Manufacturing Date: 26/06/2019
Packaging: 20x Lozenges in blisters Expiry Date: MAY-2022
Marketing Auth. No.: LSR-010619/08

- — = == =
TESTS SPECIFICATIONS RESULTS
Microbioclogical impurities

- Total viable aercbic count not more than 1000 { CFU/qg] 10 CFU/g

- Fungi not moxre than 100 [ CFU/g] <10 CFU/g
- Escherichia coli 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

1

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

Qualified Person:

Released
15-JUL-2019 15:31:43.00

R. Palczak

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