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Certificate of analysis/ Ceprudirar ananisy

| 1

1. | Name of product/ Hassa npoaykry RYTMONORM® PUTMOHOPM®
2. | Country of the manufacturer/ Kpaina Bupobrux France / @panuisn
3 Regi‘s.trati‘(ln certiﬁcatf.: number in Ulq:aipe/ Homep UA/8928/01/01
pECCTpalifiHOTO OCBIAMEHHSA B Y KkpaiHi
150 mg propafenone hydrochloride /
| ShEmgihl Craagi 150 Mrg npornadeHoHy ginpox,nopuny
5. | Pharmaceutical form/ Jlikapcska dopwa ﬁlm—cgate_d tablets 150 mg / Tabnerkn,
BKPHTI MIiBKOBOIO 0GONOHKOIO, 110 150 Mr
10 tablets per blister; 5 blisters in carton
6. 1 Size and type of the package/ Poamip i tvn ynaxosku | pack/10 raGnerok y GmicTepi; § bnicrepis y
KAPTOHHINA yIaKoB1l
7 Batch number/ Homep cepil 4800726
"1 Batch size / Poamip cepii 18880 packs/ym.
2 Date of manufacture/ Tata supoGunursa 12.2022
___| Batch Release date / Jlata Bunycky cepii 27.02.2023
9. | Expiry date/ [lara 3akiH4eHHs TepMiHy NpHARTHOCTI 11.2025
10. | Name, address and manufacturing license numbers for | Benta Lyon, 29 avenue Charles de Gaulleg,
all sites responsible for manufacturing process and 69230 Saint-Genis-Laval, France / beuta
quality control/ Ha3ea, ajipeca Ta Homepu miuensiii na | Jlion, 29 apemio Hapne ne INonns, 69230
BUPOOHHMLTEO UT% BCIX BUPOGHUKIR, BifiNOBiRabHIX Cen-Xewni-Jlapans, Opanis
38 BUpPODHHYHH HIPOLEC | KOHTPOIE AKOCTI Manufacturing Authorization/ JTinensis na
supobHuLTEO M15/311
11. | Results of analysis/ PesynsraTit aHaxizy See table below/ Jlua. Tabnuuio miokue

Results of analysis/ Peaynwraru aHanisy

Parameter fested Acceptance limits Results
Koutposbosanuii napamerp HJonyerusi mexi PezynsTaru
Appearance (visually) Onuc (Bisyanruo) Film-coated tablets, white to off-white, | Complies /
biconvex, face 1: 150", face 2: blank. /| Biamosigac
Tabmetks, Bxputi rnniskoBow ofooHKOIO,
Bin Oinmoro nxo wmaike Oiloro xonsopy,
OBoonyki, 3 tHeHeHusM «150» 3 omHOro
Boxy.
Identification, propafenone hydrochloride* | Complies / Bigmosinae Complies /
(TLC) / Ineutnikaris, nponadenony Binnosigae
rigpoxnopu* (TIIX)
Identification, Chloride* {chemical Complies / pignosinae Complies /
reaction) / [nenTudixauis, Xnopuan* Binnoeinae
(ximivHa peaxilia)
Identification, propafenone hydrochloride* | Complies / ianosinae Complies /
(HPLC, not routinely) / [mentudixanuia, BiATMIOBIAAE
nponadenony rizpoxnopun* (BEPX,
HEpYTHHHUI TeCT)
Identification, Coloring agent, Titanium Complies / Binposinae Complies /
dioxide (E 171)* (not routinely) / Binnosinae
[aenTudixauin, bapeunk, Turany giokcHs
(E 171) * (vopyTHHREHI TecT)
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Assay propafenone hydrochloride (HPLC) / | 95-105% of the labeled claim / 100 %
KinbkicHe BusHaueHHs npoiadeHoHy 95-105% Big 3asBneuoi KiLkoCTi

riapoxaopuay (BEPX)

Putity (HPLC)Y** / Homimru (BEPX)**

Individual impurities, cach** / Koxuo¥ Not more than 0,2% / ne Gutpire 0,2%. 0.0%
okpeMoi aoMimku**

Total Impurities** / 3aranpua xinbkicTs Not more than 1,0% / ne Ginpuie 1,0%. 0.0 %
AoMilok**

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

Po3uunenus (YO, €ep. Gapum. 2.9.3)

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

Q = 80% uepes 30 xppmHH, Tabruim
Homyctumix Mex €ep. Dapwm, 2.9.3-1
(etan 1+ 2)

Stage/Eran |

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

(Ph. Eur. 2.9.40)/ film-coated tablets per mass wvariation / | Bigmosigae

OnHopimHICTE HO30BAHAX ONHHKHLL* Binnosimae sumoram €sp. dapm. 2.9.40 ans

(Ep. bapm. 2.9.40) TabIeTOK, BKPUTHX IUHBKOEOIO OOOQMOHKOIO,
PO3PaXYHKOBO-BArOBHIT METOJL

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

(individual) (n = 10) Ph. Eur. 2.9.8/

CTiliKicTb /10 PO3AABRTIOBAHHSA

{ignueigyaneni sHavedns) (n> 10)

Epp. Gapm. 2.9.8

Microbiological Quality = Ph. Eur. 2.6.12,

2.6.13/ Mixpobionoriuua wuctoTa*** Cep.

Qapm. 2.6.12, 2,613

- TAMC*** /[ 3aranpna xinekicTs <10%cfu/g/ <10* KYO/r <50 cfu/g / KYO/r

aepobuux Mikpoopraiamis* * *

- TYMC*** / 3aransHa KilbKiCTh <10? cfu/g / <10? KYO/r <50 cfu/g/KYO/r

MBITEBHUX 1 APDK/DKOBAX rpubip***

- Escherichia coli***

Absentin ! g/ pigecyrninl r

Absent / Bineyrsi

* These tests are not stability indicating and are not tested routinely in stability trials, but wauld comply if tested./ 11 TecT He €
NOKAIOBUMH J)1A CTa8insHOCTL IPOAYKTY, TOMY BOLIM LI¢ MPOBOAATECA PYTHHHO DPH BUBUSHHI cTabinsHocti. Tlopunmi

RiINOBLIAIH BHMOraM Y pasi TecTYBaHHA,

** This test is not performed for product release if the results for 10 production batches mect the specification./ Tecr ue
MIPOBOANTECA [IPH BUNYCKY IPOJIYKLY, SKHLO pezyasTaTti 10 BupoBuuynx cepiil BiAnosinawoTs cneuudicacit.
*+% Not less than 2 batches/year are tested./ vecTyeTbes He Menwe 2-x cepill Ha pix.

12. | Comments/ KomenTapi

N/A

13. | Certification statement/
3assa npo ceprudixauino

1 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

V.03 ED: 12-Feb-21

HA AAD: 16-March-16




1 vmm

Benta Lyon, France / Benra Jiou, ©paHuia

Page/ctop. |3

28 avenue Charles de Gaulle, 69230 Saint-Genis-Laval, France/
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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. / IluM ninrteepmkyro, w0
BHLIEBHKIIaZEHA IHGOpPMALIN € ARTeHTHYHOIO
i BipHow. 110 cepiro mpenapaty supofneno
(BIOUAFOUN  pAKyBaHHS/MapKYRaHHS  Ta
KOHTPOJIB AKOCTI) BHILEBKA3AHHM
BUpoOHMKOM Yy [OBHIH BiAnoRimHoOCcTL 3
Bumorame GMP sokansHOro peryasTopHoro
oprady i 3 3aTBep/UKCHHMM creuugikaniaMu
srinto 3 PeecTpauiiiHuM mocsinyennam
Kpaipu-iMmoprepa. JOKyMEHTAUio  [mMoOAo
BHPOOHMITRA Cepil, NAKYBAHHA | TECTYBAHHA
nepesipeHo, 1 BCTAHOBICGHO 11 BIAMOBIAHICTE
Bumoram GMP.

14. | Name and Iposition/title of person auth'orizing 'I‘:he batch A TSRS - FRAOL

release/ Im's Ta nocana ocofu, BignosigansHoT 32

BHITYCK cepil Qualified person / ynoshopaxeHa ocoba
15. | Signature of person authorizing the batch release/ 0

ITianue ocobu, BinnoBinansHOT 3a BHITycK cepil d"mj@\
16. | Date of signature/ [lata nianucy
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AEPKABHA CJIYKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOQUIIO 3A
HAPKOTHKAMMU Y KHIBCBHKIN OBJIACTI

npocriekt Banepis Jlo6anoscekoro, 51, M. Kuis, 03110, ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kon €JIPI1IQY 37078774

BHUCHOBOK
NMpo SIKiCTH BBE3€HOro B YKpaiHy JiKapchKoro 3acody

13.04.2023 Ne 15647/23/10

PUTMOHOPM®

(uaiimenypanus nikapeskoro 3acofy 3rifHe 3 peecTpauiliuM nocsiuenns M)
Tab/IeTKH, BKPUTI NIIBKOBOIO 000/10HK010, 10 150 Mr mo 10 Ta6uerok y Oaicrepi; no 5
OaicTepiB y KapTOHHIi KopoOui

((opma BumycKy, J03yBaAHHS, B NAKYBAHHS M1iKAPCHKOLO 3aco0y)
Howmep peectpauiitoro nocsinuenns UA/8928/01/01 crpok it peecrpauiiinoro nocsinuenns 01.01.2099
Cepis nikapcbkoro 3acoby Ne 4800776 KinekicTs BBe3eHoro nikapcskoro 3acoy 160

Bupobuuk benta Jlion, ®paniiis

(naiimenyBanns BupobHuka MiKapebkoro 3acoby, kpaina MOXO/UKEHHA)

Beeseno B Vipainy CninbHe yRpaiHebKo-eCTOHCbKe MANPHEMCETBO Y dopmi TOBapHCTBA
3 oOMeskenolo Bianosinanbuicto " Onrima-®apm, JITN", inenr. xox:
21642228

(walivenysanns ta koa 32 €JIPIIOY ropuanunot ocofu abo npiseHLLe, in'a, 10 GaTHKOB] diznunoi
0codu - minpreMs, 1T Micue NPOXHBAHHA Ta peecTpaLiiHii HoMep 0GAIKOBOT KApTKM MIATHMKA
noaatkin abo cepis Ta HOMep nacnopra)

poroxoa pisyansuoro xourpomo sig 13.04.2023 Ne 1006/1.

3a  pesynpraTaMM  JEPKABHOTO KOHTPONIO BCTAHOBNEHO, 11O JUKapeekui  3aci6  BEezeHO B VkpalHy 3

AOTPHMAHHSAM BUMOr 3aKOHOAABCTBA 1100 3a6e31eYeHHs SIKOCT niKapchKux 3acobiB.
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