Cepruduxar ananausa /
AHAJIUMTHYECKUH NACIIOPT CePUH

Opella Healthcare Poland Sp. z o0.0.

Oddzial w Rzeszowie

V. Jowbenbka 52, Xemyr, 35-233, Ilojbima

Tenm.: +48 17 850 25 00

HoMmep aBropmzaumm: 167/0190/15
Ccritka Ha HoMep EBponGMP: 149094

sanofi

HasBaHMe mnNpoAaykKTa:

EPOHXMKYM C

IiepecueTe Ha TUMOJI

HomMep cepum: AR44DC Io3MpPOBKA : 100 Mr
Konm GMID: 817100 CrpaHa: Poccusa
Jlex. dopma: MacTunxkm IaTa HPOM3BOLACTBA: 15/07/2024
YrnaxkoBka: 20 nacTuiok B OJamcTepax Cpok TOOHOCTHU: VIOH-2027
YCcIoBMA XpPaHeHUA: Huxe 25 °C
Homep PY: JICP-010619/08
HNCIIBITAHUA CIHEHA®UKAILINA PE3YJIBTATHI
XAPAKTEPUCTUKI
OnmcaHue Kpyrusele, cilerka OBOAKOBBITYKJIEIE INaCTUJIKU C COOTBETCTBYET
HeOOJIbIIYMY BKPATIJIEHUAMMA
IIpeT KpemoBEI LIBET COOTBETCTBYET
NOIJIMHHOCTL (TCX)
OKCTpPaKT TUMbAHA XUIKOT'O Ha xpomMaTorpamMme MUCIHIBITyeMOI'O pacTBopa noJsixHa COOTBETCTBYET
OBHAPYXMBATHLCSA OCHOBHAas B0HA Ha YPOBHE BOHEH
TYMOJIAa Ha XpoMaToTpaMMaxX pPacTBOPa—-CBUIETENS U
CTAaHIAPTHOTO pPacTBOPa BKCTPaKTa TUMOJA XUIKOIO
Kosd. ynmepxmBaHmUSa 0.70 - 0.80 0,87
OCHOBHHE VCIIHTAHUA
CpenHsas macca 882.0 - 918.0 (M1) 900,1 wmr
OOHOPOOHOCTE HO3UPOBAHMUSA (IO He wmenee 90% (18/20) mnacTusiok MOTyT uMeTb COOTBETCTBYET
Macce) OTKJIOHEHME OT CpeImHel MacCh nacTuiku B +/- 5%,
u He 6osee 10% (2/20) mnacTUiIoKk MOTYT MMETH
OTKJIOHEHME OT CPEeIHEeM MacChH nacTuyiku B +/- 10%.
[loTeps NpPY BLHCYLMBaHUMK He OGojee 2 (%) 1,0 %
IrnameTp 12.5 = 12.7 (Mm) 12,5 MM
BricoTa 6.1 — 6.6 (MMm) 6,4 MM
KonmmuecTBeHHOE onpegeiieHue
3kcTpakKTa TMMBSIHA Xupkoro (I'X)
KonmuecTBeHHEE [IOKa3aTeJr: B He menee 0.03 (Mrp/T6i1.) 0,05 Mr
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Opella Healthcare Poland Sp. z
Oddzial w Rzeszowie

V. Jwbenbka 52, Xemys, 35-233,
Tes.: +48 17 850 25 00

Homep aBTopmszaumm: 167/0190/15

Ccruika Ha HoMep EBponGMP: 149094

Cepruduxar ananausa /
AHAJIUMTHYECKUH NACIIOPT CePUH

.O0.

[MoJsbwa

sanofi

HasBaHme nponykra:

EPOHXMKYM C

Homep cepum: AR44DC IJo3mMpoBKa : 100 wmr
Konm GMID: 817100 CrpaHa: Poccusa
Jlex. dopma: MacTunxkm IaTa HPOM3BOLACTBA: 15/07/2024
YrnaxkoBka: 20 nacTuiok B OJamcTepax Cpok TOOHOCTHU: VIOH-2027
YCcIoBMA XpPaHeHUA: Huxe 25 °C
Homep PY: JICP-010619/08
Muxpo6uoniornyeckast 4McToOTa
Oflmee KOJIMUECTBO a3pPOBOHBIX He 6ojsee 1000 (KOE/T) 10 KOE/r
MUKPOOPTaHU3MOB
TpuBH He 6ojyee 100 (KOE/r) <10 KOE/r
Echerichia Coli OTcyTcTBYyeT B 1 T OTcyTCcTBYEeT

IJaHHEIM IOOTBEPXIal, 4YTO BCE CTaOMM [IPOMBBOICTBA HNaHHOM CepMM I'OTOBOTO MNPONyKTa OBUIM BEIIOJHEHE B IIOJIHOM
cooTBeTCTBMU C TpeboBaHuaMU GMP EC u TpeboBaHMAMM PerMCTPaLMOHHOTO (BIX) YIOCTOBEepeHM (M) CTpaHH/CTpaH
HasHaYeHUs .

Pemenne OmobpeHO
HOara: 30-ABI'-2023 12:19:26.00
YIOJIHOMOYEHHOe JIMIIO WMIN A. Chmiel

npencCTaeEBUTeNb :

IaHHEM cepTUdMKAT aHalM3a MNOANMCAaH B3JIEKTPOHHO IIPM IIOMOWM BaJIMOMPOBAHHOM cucTemsl JIMMC.
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Certificate of Analysis /
Batch Certificate

Opella Healthcare Poland Sp. z 0.0.

Oddzial w Rzeszowie

ul. Lubelska 52, 35-233 Rzeszdw, Poland

Tel. +48 17 850 25 00

Authorisation Number:

167/0190/15

EudraGMDP Reference Number: 149094

sanofi

Product Name:

BRONCHICUM S

Batch No.: AR44DC Strength: 100 MG
GMID Code: 817100 Country: Russia
Dosage Form: Lozenges Manufacturing Date: 15/07/2024
Packaging: 20x Lozenges 1in blisters Expiry Date: JUN-2027
Storage: Below 25°C
Marketing Auth. No.: LSR-010619/08
-~
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
zone at the level of thymol zone
in chromatograms of thymol tracking
standard and thyme liquid extract
tracking standard solutions
~ Rf 0.70 - 0.90 0.87
General tests
- Average mass 882.0 - 918.0 [ mg] 900.1 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 [ %] 1.0 %
_ Diameter 12.5 - 12.7 [ mm] 12.5 mm
- Height 6.1 - 6.6 [ mm] 6.4 mm
Assay of Thyme liquid extract (GC):
- Quantification: equiv. to thymol not less than 0.03 [ mg/tbl] 0.05 mg
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Opella Healthcare Poland Sp. z 0.0.
Oddzial w Rzeszowie

ul. Lubelska 52, 35-233 Rzeszdw, Poland

Tel. +48 17 850 25 00

Authorisation Number: 167/0190/15
EudraGMDP Reference Number: 149094

Certificate of Analysis /
Batch Certificate

sanofi

Product Name: BRONCHICUM S

- Escherichia coli

Batch No.: AR44DC Strength: 100 MG

GMID Code: 817100 Country: Russia

Dosage Form: Lozenges Manufacturing Date: 15/07/2024

Packaging: 20x Lozenges 1in blisters Expiry Date: JUN-2027

Storage: Below 25°C

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
absent in 1 g absent

of the destination country/countries

I hereby certify that all the manufacturing stages of this batch of finished product have been carried out in
full compliance with the GMP requirements of the EU and with the requirements of the Marketing Authorisation (S)

Qualified Person Decision

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

Qualified Person:

\.

Released
30-AUG-2024 12:19:26.00

A. Chmiel

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