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Benta Lyon, France / BewTa flioH, ®panxuia

29 avenue Charles de Gaulle, 69230 Saint-Genis-Laval, France/
29 asewo Liapnk fie [onnk, 69230 Cex-YKeHi- Ilasans,

‘QpaHLif

_Certificate of analysis/ CeprudikaT anaizy

Page/cTop.

1 JA

L. Name of product/ Hassa npoaykry RYTMONORMY/ PUTMOHOPM®
2. | Country of the manufacturer/ Kpaina supofnux France / @paHuis
3. Registratign certiﬁcatia.number in Uk{a.i‘ne/ Homep UA/R928/01/01
_ PEECTPAtIMHOTO NOCBIAYEHHS B YKpaiHi |
4. | Strength/ Cuna it 1.50 mg propafenone hy.drochloride /
o | 150 mr nponadenony rigpoxaopuny
5. | Pharmaceutical form/ Jlikapchka dopma ﬁlm—crf}ateFl tablets 150 mg /_ rabaeri,
|  BKPHUTI ONIBKOBOIO OOONOHKOIO, 110 150 Mr
10 tablets per blister; 5 blisters in carton
1 6. | Size and type of the package/ Poamip i Tun ynakoskn | pack/10 TabreTok y.6rictepi; 5 6nicTepip y
| ,' | o _KapTOHHIN ynakosui
7 Batch number/ Homep cepif 4800776
| Batch size/ Poamip cepii 3396 packs/yn.
P Date of manufacture/ lata Bnpobuunrea 12.2022
| Batch Release date / /lata sunycky cepii 27.02.2023
19. | Expiry date/ [lata 3akinuenns tepminy npuaatHoCT] 11.2025
10. | Name, address and manufacturing license numbers for | Benta Lyon, 29 avenue Charles de Gaulle,
| all sites responsible for manufacturing process and 1 69230 Saint-Genis-Laval, France / benra
quality control/ Hasga, aapeca ta nomepu stitensifi ua | Jlion, 29 asenio Llapns ge I'onns, 69230
BHPOOHUWLITBO A1 BCiX BUPOOHMKIB, BiANORI NANBHMX Cen-XKeui-Jlasans, @panuis
33 BUPOGHUUHIA NPOLIEC | KOHTPOIb. SKOCTI Manufacturing Authorization/ Jliuensis aa
o B o BUpOOHMLITBO M15/311
11. | Results of analysis/ PeaynwraTn ananiay See table below/ us. Tabnuuio Hukue

Results of analysis/ Peaynbratu ananizy

V.03

| Parameter tested Acceptance limits Results
| KoHTpoanosanuii napamerp Adonyctami mexi N PesyabraTn
Appearance (visually)/ Onuc (sisyansHo) Film-coated tablets, white to off-white, | Complies /
“biconvex, face 1: "150", face 2: blank. /| Bianoainae
~Tabnerku, BKpUTI NNiBKOBOIO OGOIOHKOIO,
'Bip Outoro po  maiixe 6inoro  kombopy,
JIBOONYKJH, '3 THCHEeHHsM «150» 3 opHoro
e BOKY. e
Identification, propafenone hydrochloride* | Complies / sianosinace Complies /
(TLC) / Inenrudikaiis, nponadenony Bianosinac
riapoxnopua* (TLEX)
Identification, Chloride* (chemical | Complies / BijiioBiiae Complies /
reaction) / Inentudixauis, Xnopuau* Bianosizae
(xiMiyHa peakiis)
[dentification, propafenone hydrochloride* Cormaplies /
(HPLC, not routinely) / Ineutudikauis, BIAMOBIAAE
nponagenony rigpoxmopun* (BEPX,
- HSpYTHHHHUHA TeCT)
Identification, Coloring agent, Titanium Complies /
~dioxide (E 171)* (not routinely) / Bianopinae
| lnenrudikauis, Bapsuuk, Tutany niokcun
1 (E-171) * (sepyTunnuii recr)

30075 X 5/
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Benta Lyon, France / bexTa Jlion, ®panuis

29 avenue Charles de Gaulle, 69230 Saint-Genis-Laval, France/
29 aBeHo Lapns pe N'onnk, 68230 CeH-XXeni-NlaBans,

DpaHuin

Page/crop. |2

Posaunenns (Y, €pp. Gapm. 2.9.3)

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

Q = 80% uepes 30 xBunuw, Tabauus
AorycTHMUX Mex €Bp. Gapm. 2.9.3-1
(etam 1 +2)

Assay propafenone hydrochloride (HPLC) / | 95-105% of the labeled claim / 100 %
Kinbkicue puzHaueHHs nponadeHony 1 95-105% BiA 3asIRIEHOT KUIBKOCTI
_Tigpoxnopuny (BEPX) ,,, -
Putity (HPLC)** / JTomimku (BEPX)**
| Individual impurities, each** / Koxuot Not more than 0,2% / -ne 6inse 0,2%. 0.0%
| okpemoi goMitku** | 1
Total Imipurities**./ 3aranbaa KiIbKIiCTS. Not more than 1,0%/ 1e 6iabie 1,0%, 10.0%
Jomitox** . o _. .
Dissolution (UV, Ph, Eur. 2.9.3)/ Q =-80% after 30 minutes, acceptance table 97 % -

| Stage/Etan 1

- Uﬁifomﬁty of Dosage Units*

(individual) (n > 10) Ph. Eur. 2.9.8/
CTIAKICTb A0 PO3/AABIIOBAHHS
(iHauBigyaneui 3HaueHns) (n > 10)

Esp. Dapm. 2.9.8

Meets the requirements Ph. Eur. 2.9.40 for | Complies /
(Ph. Eur. 2,9.40) / film-coated tablets per mass ‘variation / | Bigmosinae
OHOPIAHICTS A030BAHUX OIUHMITL* Bignosizae Bumoram €sp. Gapm. 2.9.40 mis
(€8p. Papum. 2.9.40) TaDNETOK, BKPUTHX T1iBKOROIO 000JIOHKOIO,
i PO3paxyHKOBO-BArOBUM METOA L
Resistance to Crushing Not less than 25 N/ ve menme 25 H 125 N/H

Microbiological Quality *** Ph. Eur. 2.6, 12,
2.6.13/ Mikpobionoriuna auctora*** Egp,
Mapm. 2.6.12,2.6.13

- TAMC*** / 3aransHa KiNsKIiCTE
- aepobHMX MIKpooprauizmip® * *

- TYMC***/ 3aranbaa KiTbKicTE
| LBUTEBHX i IPDKIDKOBUX rpubiB***

- Escherichia coli***

<10 cfwg / <10° KYO/r

| <10cfug / <102 KYO/r

Absentinl g/ sijicyrtnis I r

<50 cfu/g/ KYO/r

<50 cfu/g/ KYO/r |

Absent / Biacytui

* These tests are not stability indicating and are not

BIAMOBIIATA BUMOraM Y Da3i TECTYBAMHS,

tested routinely in stability trials, but would comply if tested./ ti TecTn HE €
NOKAIOBHMM AR CTAOINEHOCTI NPOAYKTY, TOMY BOHM He MPOBOAATHCA PYTHHHO IIpM 8MBYEHHI cTabinbHOoCTL. [ToBUHUI

** This test is not performed for product release it the results for 10 production batches mect the specification./ tect He
POBOANTHCA NMPH BUAYCKY NPOAYKTY, AKILGC pesynsTati 10 BUpoBHUUMX cepiit BianosinaloTs crieuudrikanit.
*** Not less than 2 batches/year are tested./ TECTYECTHCA HE MCHINE 2-X cepifi Ha pik.

12, ‘Co.r.mnents/ Kﬂmémapi

N/A

13. | Certification statement/
3agBa npo cepTHPikaLLio

V.03

I hereby certify that the above information is
authentic and accurate. This batch of product
has been manufactured, including
packaging/labeling and quality control 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

HA AAD: 16-March-16




Benta Lyon, France / BexTa flioH, ®panuis Page/crop. |3
29 avenue Charles de Gaulle, 69230 Saint-Genis-Laval, France/

29 -aseHo UWapne ge Monnb, 68230 Cen-Xeni-Nlagans,

dpaHLlis

of the importing couniry. The batch
processing, packaging and analysis records |
were reviewed and found to be in compliance |
with GMP. / [Lum nigreepaxywo, o |
BUUIEBHKIaJEHA 1HPOPMALLIS € aBTEHTUYHOI: |
1 BipHow. Ljo cepito npenapary supobiieHo |
{BKMIOUAKOMM  NAKyBAaHHA/MApKyBaHHA Ta |
KOHTPOJSIb IKOCTI) BULIICBKa3aHUM
BUPOOHMKOM Yy TIOBHIHM BiANOBiAHOCTI 3
Bumoramu GMP siokansHoro perynsropaoro
Oprany 1 3 3aTBEpPIKEHUMH crnienudikaniamm
3riiHo 3. Peecrpauiiinum MOCBIUEHHAM |
Kpaiuu-imnoprepa.  JIOKyMEHTALIO 1040 |
BUPOOHULTBA CePii, TAKYBAHHA | TECTYBAaHHSA 1
MEPEBIPEHO, | BCTAHOBAEHO 1T BIAMOBIAHICTE |
N I | | sumoram GMP. |
14. | Name and position/title of person authorizing the batch A TR
release/ Im's Ta nocaga ocobu, sianopinansHOY 33
BUIIYCK Cepil B 1 Qualitied person / ynosHoBaxeHa ocoba
1 15. | Signature of person authorizing the batch release/ | N R
ITiarme ocobu, BianosiansHoT 3a BUMyCK cepii | w____,@_(x? K‘ S
16. | Date of signature/ Jlata nignucy o o

&3 £V _93

v 03 | ED: 12-Feb-21 HA AAD: 16-March-16




