Cepruduxkar anaausa /

Opella.

AHAJIMTHYECKHUI MACIIOPT CEPUM

Opella Healthcare Poland Sp. z o.0.

Oddzial w Rzeszowie

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

Tes.: +48 17 850 25 00

Homep aBropmzaumm: 167/0190/15
Ccruika Ha HoMep EBponGMP: 149094

HasepaHMe npoaykTa:

BEPOHXMKYM C

HomMep cepumn: AR565F Io3MpOBKaA : 100 mr
Konm GMID: 817100 CrpaHa: Poccus
Jlex. dopma: [MacTuixkm IaTa HpoM3BOLCTBA: 22/10/2025
YnakoBKa: 20 nacTuiok B OJmcTepax CpOK TOOHOCTMU: CEH-2028
YCJIOBMSA XpPaHeHUA: Huxe 25 °C
Homep PY: JICP-010619/08
HUCIBITAHUS CIHEHU®UKAIINN PE3YJIBTATHI
XAPAKTEPUCTUKI
OnmcaHue Kpyruiele, ciierka OBOAKOBHITYKJIEIE MNAaCTUIIKM C COOTBETCTBYET
HeOOJIbIIVMY BKPAIJIEHU M/
IBeT KpeMmoBEM LBET COOTBETCTBYET
NOIJIMHHOCTL  (TCX)
OKCTPaKT TUMbAHA XUIKOT'O Ha xpomMaTorpaMMme MUCIHTYyeMOI'O pacTBopa npoJsixkHa COOTBETCTBYET
ODHAPYyXMBATLCSA OCHOBHas SO0HA Ha YPOBHE BOHBL
TYMOJIA Ha XPOMaToTpaMMax pacTBOpPa-CBUIETENS U
CTAaHIAPTHOT'O pacTBOpa BKCTpakKTa TMMOJAa XUIKOI'O
Kond. ymepxmuBaHuUsa 0.70 - 0.80 0,83
OCHOBHEE JVCIIHTAHUA
CpenHsas Macca 882.0 — 918.0 (mm) 900, 5 wmr
OOHOPOIHOCTHL HO3UPOBAHMUSA (IO He wMenHee 90% (18/20) mnacTuiok MOTYT wmMeTh COOTBETCTBYET
Macce) OTKJIOHEHME OT CpemHelM MacChl NacTujiku B +/- 5%,
u He 6osiee 10% (2/20) mnacTUiIOK MOTYT MMETb
OTKJIOHEHME OT CpemHEeM MacCh macTuiky B +/- 10%.
IloTepsa OPM BHCYUWMBAHUN He Gojee 2 (%) 1,2 %
InamMeTp 12.5 = 12.7 (Mm) 12,6 MM
BricoTa 6.1 — 6.6 (MMm) 6,4 MM
KonmmuecTBEHHOE omnpemejyieHne
3kcTpakTa THMMBSHA Xupakoro (I'X)
KonmmuecTBeHHEIE IIOKa3aTeJM: B He menHee 0.03 (Mrp/T6i.) 0,06 Mr

rnepecueTe Ha TUMOJI
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Cepruduxkar anaausa /

AHAJIMTHYECKHUI MACIIOPT CEPUM

Opella Healthcare Poland Sp. z
Oddzial w Rzeszowie

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

Homep aBTopmzaumm: 167/0190/15

Ccruika Ha HoMep EBponGMP: 149094

.O0.

[MoJsibwa

Opella.

HasBaHme nponykra:

BEPOHXMKYM C

Homep cepum: AR565F JosupoBKa : 100 wmr
Konm GMID: 817100 CrpaHa: Poccus
Jlex. dopwma: MacTUIKm IaTa OpPOM3BOACTBA: 22/10/2025
YrnaxkoBka: 20 nmacTuyok B OimcTepax Cpok TOOHOCTH: CEH-2028
YcioeuAa XpaHeHuA: Hmxe 25 °C
Homep PY: JICP-010619/08
Muxpo6uonorndeckasl 4mcToTa
Obuee KOJIMUECTBO al’POOHBIX He 6ojsee 1000 (KOE/r1) 15 KOE/r
MMKPOOPTaHM3MOB
TpubkH He 6ojsee 100 (KOE/r1) <10 KOE/r
Echerichia Coli OTcyTcTByeT B 1 T OTcyTcTBYyeT

JaHHBEIM NOOTBEpPXOal, 4YTO BCE CTaAuM [IPOM3BOICTBA HaHHOM CepMM TI'OTOBOT'O MNPONYyKTa OBUJIM BEIIOJHEHE B I1OJIHOM
cooTBeTCTBUM C TpeboBaumaMmu GMP EC M TpebGoBaHMAMM PerMCTPAaLUMOHHOTO (HX) YIOCTOBEpPeHUd (Mii) CTpaHe/CcTpaH
Ha3Ha4YeHUs.

Pemenne OnmoBpeHo

HOaTa: 13-NOV-2025 14:08:16.00

YnosIHOMOYEeHHOe NULIO WUIN J. Jurek

npencTaenTelb :

JaHHB cepTudMkaT aHauM3a [NOANMCAH BJIEKTPOHHO MPM I[IOMOWY BaJIMOMPOBAHHOM cucTeMsl JIMMC.
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Certificate of Analysis /
Batch Certificate

Opella Healthcare Poland Sp. z o.o.

Oddzial w Rzeszowie

ul. Lubelska 52, 35-233 Rzeszdéw, Poland

Tel. +48 17 850 25 00

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

O pella.

Product Name:

BRONCHICUM S

Batch No.: ARS565F Strength: 100 MG
GMID Code: 817100 Country: Russia
Dosage Form: Lozenges Manufacturing Date: 22/10/2025
Packaging: 20x Lozenges in blisters Expiry Date: SEP-2028
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 0.83
General tests
— Average mass 882.0 - 918.0 [mg] 900.5 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 [%] 1.2 %
— Diameter 12.5 - 12.7 [mm] 12.6 mm
- Height 6.1 — 6.6 [mm] 6.4 mm
Assay of Thyme liquid extract (GC):
— Quantification: equiv. not less than 0.03 [mg/tbl] 0.06 mg
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Certificate of Analysis /
Batch Certificate O pella.

Opella Healthcare Poland Sp. z o.o.
Oddzial w Rzeszowie

ul. Lubelska 52, 35-233 Rzeszdéw, Poland
Tel. +48 17 850 25 00

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

Product Name: BRONCHICUM S

Batch No.: ARS565F Strength: 100 MG
GMID Code: 817100 Country: Russia
Dosage Form: Lozenges Manufacturing Date: 22/10/2025
Packaging: 20x Lozenges in blisters Expiry Date: SEP-2028
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] 15 CFU/g

- Fungi not more than 100 [CFU/g] <10 CFU/g

— Escherichia coli absent in 1 g absent

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)
of the destination country/countries

Qualified Person Decision

Status of Decision: Released
Date of Decision (UTC+1): 13-NOV-2025 14:08:16.00
Qualified Person: J. Jurek

\.

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