Benta Lyon, France / beuta flion, $pariuis

29 averiue Charles de Gaulle, 69230 Saint-Genis-Laval, France/
29 aseH:o LWapn e Tonns, $9230 Ceu-Xeni-Nasans,

$paHuis

Certificate of analysis/ Ceprugixar anpanisy

L. | Name of product/ Hassa npoayxry RYTMONORM®/ PHTMOHOPM®
2. | Country of the manufacturer/ Kpaina supoBunk France / Opanuis
1 Regi’s'trati.(‘}'n certiﬁca‘u? number in Ukr_.ai.m:/' Homep UA/RO28/01/01
peccrpanifinoro noceigyeHus B Ykpaini
150 mg propafenone hydrochloride /
4. | Suength/ Chna aii 150 Mrg [II)p{)ga(l)EHOHy rigpoxnopHay
5. Pharmaceutical form/ Jlixapceka dopma ﬁlm-cgate-d tablets 150 mg / raGersa,
BKDHTI IJTIBKOBOIO OOQIIOHKOID, 10 150 Mr
10 tablets per blister; 5 blisters in carton
6. | Size and type of the package/ Poamip i thn ynakoskn | pack/10 tafnerok y Omictepi; 5 Gnicrepi v
KAPTOHHIH VIIAKOBLI
7 Batch number/ Homep cepii 4800776
" | Batch size / Posmip cepii 18880 packs/ym.
g Date of manufacture/ {ata srpobuunTsa 12.2022
| Batch Release date / lara Bunycky cepii 27.02.2023
9. | Expiry date/ Jlata 3axingeHHs Tepminy npunaTHocTi 11.2025
10. | Name, address and manufacturing license numbers for | Benta Lyon, 29 avenue Charles de Gaulle,
all sites responsible for manufacturing process and 69230 Saint-Genis-Laval, France / Beura
quality control/ Hasea, anpeca ta HoMepH miuensifi ua | Jliow, 29 asenso Llapne xe I'onns, 69230
BUPOOHHITBO VI BCIX BUPOGHHMKIR, BIAMOBINAAEHHX Cen-Keni-JIapame, ®panris
3a BUpODHHUHI IPOLEC | KOHTPONE SKOCTI Manufacturing Authorization/ JTintensis na
erpoOHHUTEO M15/311
11. | Results of analysis/ Pesynesraru anamisy See table below/ Jup. rabnuuio arxve

Results of analysis/ PesynwTaTtu ananisy

Page/ctop. |1

Parameter tested Acceptance limits Results
KouTpo.sosanuii napamerp HJonyerusti mexi PezynsTaru
Appearance (visually)/ Onuc (Bisyansno) Film-coated tablets, white to off-white, | Complies /
biconvex, face 1:; "150", face 2: blank. /| Biamosigae
TabneTku, BKpUTI IUIIBKOROKW 0BONOHKOIO,
Big Oinoro no wmaibke 6inoro xonawopy,
IBOOIYIIE, 3 THCHEHHsM «150» 3 omHOro
Gowy.
Identification, propafenone hydrochloride* | Complies / Bignosinae Complies /
(TLC) / Ineurndikaris, nporadenony Binnosigae
rigpoxacpug* (TIIX)
I1dentification, Chloride® (chemical Complics / Bignosipae Complies /
reaction) / Inenrudixauis, Xnopuan* Binnoeinae
(ximiuHa peakiiin)
Identification, propafenone hydrochloride* | Complies / Bignosizae Complies /
(HPLC, not routinely) / Imentudixauis, BIATIORIAGE
uponadenony rinpoxnopun* (BEPX,
HEPYTHHHuUH TECT)
Identification, Coloring agent, Titanium Complies / Binnosinae Complies /
dioxide (E 171)* (not routinety) / Binnosinae
InenTudixauis, bapsuuk, Turany miokcun
(E 171) * (sepyTHnum# TecT)
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Pozuunenus (YO, €sp. Dapm. 2.9.3)

Ph. Eur. 2.9.3.-1 (stages 1+2)/

Q = 80% uepes 30 xpunuy, Tabmvns
noflycTHMIX Mex €pp. @apm. 2.9.3-1
(eran 1 +2)

Assay propafenone hydrochloride (HPLC)/ | 95-105% of the labeled claim / 100 %
KinskicHe BE3Hagenns nporiadenony 95-105% mig 3a9B18HOT KUIbKOCTI

riapoxiopuny (BEPX)

Putity (HPLC)** [ Jomiwxu (BEPX)**

Individual impurities, each** / Koxnol Not more than 0,2% / ne 6ins1ue 0,2%. 0.0%
okpeMot noMitmku**

Total Impurities** / 3aranbua KinbkicTs Not more than [,0% / me 6ineine 1,0%. 0.0 %
HoMimor**

Dissolution (UV, Ph. Eur. 2.9.3) / Q = 80% after 30 minutes, acceptance table 97 %

Stage/Eran 1

HBINEBUX | APLKRKOBHX rpubin®**

- Escherichia coli***

Absentin 1 g/pigeyrnin 1 r

Uniformity of Dosage Units* Meets the requirements Ph. Eur. 2.9.40 for : Complies /

(Ph. Eur, 2.9.40) / film-coated tablets per mass variation /| Bianosinae

OpHopinHIcT: A030BAHNX ONHHUIE* Binnosigae sumoram €sp. $apm. 2.9.40 pns

(E€sp. Dapm. 2.9.40) TabseToOK, BKPUTHUX I[LTBKOBOI OGONOHKOIO,
pO3paxyHKOBO-Barosui MeToj

Resistance to Crushing Not less than 25 N / ne mene 25 H 125 N/H

(individual) (n > 10) Ph. Eur. 2,9.8/

CTiHKICTb 40 PO3ZABNIOBAHHSA

(inaueyanssi sHauenns) {(n > 10)

€ap. Qapm. 2.9.8

Microbiological Quality ™ Ph. Eur. 2.6.12,

2.6.13/ Mikpobionoriuna uictota*** €rp.

Papm. 2.6.12,2.6.13

- TAMC*** / 3aranpna kigeKicTh <10%cfu/g / <10° KYO/r <50 cfu/g / KYO/r

aepobHux Mikpoopranizmis* * *

- TYMC*** / 3aransHa KineKicTs <10%cfu/g/ <10? KYO/r <50 cfu/g/KYOIr

Absent / Bincyrsi

* These tests are not stability indicating and are not tested routinely in stability trials, but would comply if tested./ Ui TecTu Re ©
NOKA30BMMH 1A CTafinkHOCTE UIPOYKTY, TOMY BOIIM LE [IPOBOAATLCA PYTHHHEO NPH BHBUCHRI cTafineHocri. TToBunni

RUIMOBLIETH BUMOCAM Y pasi TeCTYBANHA,

** This test is not performed for product release if the results for 10 production batches mect the specification./ Tecr e
TIPGBOLKESCA [IPU BHEYCKY OPOJIYKTY, SKILO pesynsTati 10 BUpoSHHYUX cepill BUIOBITA0TE crieLndH kattl.
¥+ Not less than 2 batches/year are tested./ reoryeTbes He Menute 2-x cepill Ha pic

12. | Comments/ Komenrapi

N/A

13. | Certification statement/
3assa npo ceprrdikauino

I hereby certify that the above information is
authentic and accurate. This batch of product
has been manufactured, including
packaging/labeling and quality contro! at the
above mentioned site(s) in full compliance
with the GMP requirements of the local
Regulatory  Authority and with  the
specifications in the Marketing Authorization
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Benta Lyon, France / Beura Nion, ®pandis Pagc/cTop. |3
29 avenue Chares de Gaulle, 69230 Saint-Genis-Laval, France/
29 asenio [apnb ae Monns, 69230 Cex-XeHi-Nasans,
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of the importing country. The batch
processing, packaging and analysis records
were reviewed and found to be in compliance
with GMP. / luM ninTeepmkylo, 1o
BHIIEBHKITaeHa iH(OpMAalis € aBTeHTHYHOIO
i Biprow. Il cepiro npenapaty supobneno
(RTOYAOYM  MAKYBAHHI/MapKYBaHHA  Ta
KOHTPONE 2KOCTI) BHILCBKA3aHHM
BUPOOHMKOM ¥ MOBHIM BignoeigHocti 3
pumoramu GMP nokamshoro peryasaTopHoro
oprady i 3 sareep/pxeHEMM creuuikamiaMu
arifio 3 PeecTpaliMHuM  MOCBifueHHIM
Kpalnu-iMroprepa.  JOKYMEHTAI{ID  OAO
BHpPOOHHITBA cepil, IAKYBAHHA | TECTYBAHHA
nepesipeHo, I RCTAHOBIEHO il BiNnOBIgHICTE
Bumoram GMP.

14. | Name and positionv/title of person auth.orlzmg .t.he batch A TREEAS - FROL

release/ Im's Ta nocana ocofiu, BignosinansHol 3a
BHITyCK cepil Qualified person / ynosnosaxena ocoa

15. | Signature of person authorizing the batch release/ )
ITiamue ocobH, BiANOBIAANEHOT 32 BHITyCK cepii c:;;ﬂ%\~

16. | Date of signature/ [lata nixmicy |
3o 83
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