JEPKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMHA
VY JHIITPOIIETPOBCBKINA OBJIACTI

Huinpo, w1.CobopHa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail; dIs.dp@dls.gov.ua, Kog CJAPTIOY 37070665

BUCHOBOK
npo saKicTh BBe3eHoro B YKpaiHy Jikapcekoro 3acoGy
02.06.2023 Ne 26962/23/0411
PUTMOHOPM®

(HakimMeHyBaHH NikapchKOTo 3aco0y 3TiAHO 3 PEECTPALliMHAM MOCBiXYEHHAM)
TabJeTKH, BKPHTI ILT1iIBKOB0I0 060/10HKO00, 0 150 Mr 10 TaéeTok y Oaicrepi; no S Oaicrepis
Yy KapToHHi# KopoOui

(dopma BunyCKY, H03yBaHHA, BH MAKyBaHHA JMiKapchKkoro 3acoby)

Homep peecrpauilisoro noceizuenns UA/8928/01/01 crpox gii peectpauiittoro nocsigdenns 01.01.2099

Cepin nikapcekoro sacoby Ne 48007726 KinbkicTs BBe3¢HOrO Ntikapcbkoro 3acofy 240
Bupo6unk benra Jlion, ®panitis
(HaliMeHyBaHHA BUPOOHUKA TiKapchKkore 3acoly, KpaiHa MOXOIKEHHS)
BaeseHo B Ykpainy Tosapucrso 3 06Mexenow BigmosizansHicTIo "ba/IM", inent. xon:
31816235

(HaliMeHyBanns Ta koa 3a CJIPTIOY opuauasHoi ocobu abo npiszsuile, iM'g, 110 6aTeKOBi (izHuHOl
ocobu - nifnpuemMus, T Micile NpoXUBaHHS Ta peecTpalliliHuit HoMep 00/1iKOBOT KAPTKM IUIATHHKA
rioxarkis abo cepis Ta HOMEp NacnopTa)

IIpotoxon Bisyansnoro kourpomo six 01.06.2023 M 07-01/1532/13.

3a pesynbraraMd JEpKABHOTO KOHTPOJNFO BCTAHOBJIGHO, IO JHikapchkMil 3aci0 BBeseHo B YKpaiHy 3

ACTPHMAHHAM BHMOT 32aKOHOAABCTBA 1100 3abe3neueHHs AKOCTI JIikapchKHX 3aco0is.

Hauanenuk JepaxaBHoi cayxou 3
JIIKapChLKUX 3ac001B Ta KOHTPOJIIO 34 .
P ; OO 32 Onist OBUAPEHKO
HApKOTHKaMH y JIHInponeTpoBchbKii
o0Onacti

(nocanoBa ocofa OpraHy AEPKABHOTO KOHTPOIIIO) (ninnw (inirianu Ta npisBUILE)
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Assay propafenone hydrochloride (HPLC) / | 95-105% of the labeled claim / 100 %
Kinukicke Buanauensn nporadenony 95-105% siu 3ananeHOl KINEKOCTI
uzy (BEPX)
Putity (HPLLC)Y** / Homimsxu (BEPX)**
Individual impurities, each** / Koxcrol Not more than 0,2% / we Sinnine §,2%. 0.0 %
oKkpeMol pomimxu®®
Total kmpurities** / 3aranuia xinsxicrs Not more than 1,0% / ve 6innise 1,0%. ¢.0%
acoMilmox**
Dissolution {UV, Ph. Bur. 29.3)/ Q = 80% after 30 minutes, accepiance table 97 %
Powuncunx (YO, Eap. Qapu. 2.9.3) Ph. Eur. 2.9.3.-1 (stages 1+2)/
Q = 80% uepes 30 xsmnun, e Stage/Evant |
aonycriMux Mex €ap, Gapm. 2.9.3-1
{cran 1 +2)
Uniformity of Dosage Units* Meets the requirements Ph. Bur. 2.9.40 for | Complies /
(Ph. Fur. 2.9.40)/ film-coated tablets per mass wvariation /| Bignosinac
QaHOPIAKICT A0SOBANNX OAHHIUL* Bignosinae sumoras Cep. Gapm. 2.9.40 anx
(€sp. Gapm. 2.9.40) TafieToK, BKPHTHX naiBxosole obonoHkow,
POGPAXYHKOBO-BArDBMHSE MeTDA
Resistance to Crushing Not less than 25 N / ne menwe 25 H 125 N/H
(individual) (n = Q) Ph. Eur. 2.9.8/
CrillkicTn o pospaBRIOBAHKA
(inaminyansi swavensa) (n > 10)
Eep. Papm. 2.9.8
Microbiological Quality - Ph. Eur. 2.6.12,
2.6.13/ MixpoGionoriuua wucrora®** €sp.
dapm. 2.6.12, 2.6.13
- TAMC*** } 3aranssa xinekicTs <10 cfivg / <10 KYO/r <50 cfivg / K¥O/r
aepofnux Mikpoopranimis® % %
- TYMC***/ Jarankua xinsKicrs <10 cfwg/ <1? KYO/r <50 efu/g / K¥Oir
usizennx i Apbrxoanx rprbis***
- Escherichia coli*** Absentin ] g / sincymminl r Absent / Biacytai

* These Lests arc not stability indicaling and nre not teated routinely in stability (rizls, but would comply if tested./ i Fecru we ¢
NOKAIOBHME ZAR CTABIARKICTT APOAYKTY, TOMY ROHM HE ITRONINTECE PYTHHAD NPy seuvendil craBiasnoeri. Moswimi

BUITIOBLIATH BMMOTAM ¥ B3I TCCTYRAITHA.

*% This test is nat performed for product release if the resulis for 10 production batches meer the specification. Teer ue
APOBOAHTACN NPH KATIYCKY IFPOAYKTY. 3K peayAnTati 10 supoluevux ¢epill sianosiasors cneumdiraii.
$¥* ot less than 2 batchesfycar arc tosted./ Tectyernen se sentue 2-x cepili wa pix.

12. | Comments/ Kometrapi

N/A

13, | Certification statement/
3axsa npo cepTrpikanin

I hereby certify that the above information is
authentic and accurate. This batch of product
has  been manufaciured,  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
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29 avenue Chartes do aint-Genis-Lavat, France/
20 anewo Ulspne 1ie [onne, 69230 Cen-ewi-flapans,
Dpanyin

Certificate of anslysis/ Ceprudixar ananizy

1. | Name of product/ Hassa npoayxry RYTMONORM® PHTMOQHOPM®
2. i Country of the manufacturer/ Kpaita srpoliinx France / Opanuin
3. chlstratr'on em'uﬁcat_e number in Uk{mnd Homep UA/8928/01/01
peectpauifisoro nocsiauciia B Yipaini
o 150 mg propafenone hydrochloride /
n‘l. Strength/ Ceena aii PR o o o
film-coated tablets 130 mg / rabnerxu,

5, | Fhsmaceutical forny lixapcyrs ogi SKpHTi nAiexoaoio obotonkoio, na 150 mr

10 tablets per blister; 5 blisters in catton
6. | Size and type of the package/ Posmip i Tin ynaxosxd | pack/10 raGnerox y Gnicrepi: 5 Gnicrepie y
Kaprrotiiilt ynaxosui

| Batch number/ Homep cepil 4800776
I Batch size / Poamip cepit 3396 packs/yn.
8 Date of manufacture/ [JaTa sppolrmiTea 12.2022
Batch Release date / Jlata sHmycKy cepif 27.02.2023

9. | Expiry date/ Jlarra 3aKiHuCHHR TEPMiKy UPHAATHOCTI 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 Saini-Genis-Laval, France / benra
quelity control/ Hasea, anpeca T8 nomepu miuensziti va | Jion, 29 arewio Ulapas ge INomns, 69230
BHPOBHHUTEO AN RCiX BRPOSIHKIB, BIZNOBIARNBHAX Cen-Xeni-Jlanans, Dpaxiia

3a pMpobHHURIE APOUES | KDNTPONL AXOCTI Manufacturing Authorization/ Jlinessia na
supobHsiryeo M15/311
i1. | Results of analysis/ Pezyncraru auanisy Sce (able below/ Ane. taGnuiyo mexae
) Results of analysis/ PesynuraTu ananiay
Paramcter tested Acceptanee limits Results
| Kourpoanossnuil napamerp Jouyernmi mexi e PeayanTatn
, Appearance (visually)/ OnmMe (siayaneno} | Filmcoated tablets, white 1o offewhite, [ Complies /
f biconvex, face 1: “150°, face 2: blank. /| Bianosizae
Tabnetkn, BkpUT naiskosco vBoaokkoo,
pin Ginoro po wmafike Ginoro xonsopy,
neoonykni, 3 TheweHwam «150» 3 oanoro
Goky,
Identification, propafenone hydrochioride® | Complies / sianosinae Complies /
(TLC) / Lueprwdikauis, nponaderony Bignosigae
rinpoxaopua® (TUIX)
Iderstification, Chloride® (chemical Complies / sianosiane Complies /
reaction) / lneHmiixastia, Xnopuan* Binnosiaae
i (ximivra peaxitia)
Identification, propafenone hydrochloride* | Complies / pianosisac Complics /
{HPLC, not routinely} / Luettrsdpixauin, BiIRORINAE
nponapercny riapoxnopun® {BEPX,
HEPYTHHHIH TecT)
[dentification, Coloring agent, Titanium Complies / sinnosinae Complies /
“dioxide (E 171)* (not routinely) / Bianosinac
lnestrudicauia, Bapauwi, Trrany aiokcuz
{E 171) * (nepyTrammii TecT)

V.03 ED: 12-Feb-21 HA AAD: |6-March-16




Benta Lyon, France / Betta

i "
24 averiue Charles da Gaulle, 682 Saint-Genias-Laval, France/
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29 anewio Lilapns pa 'onm, 63230 Cen-Werilasans,

Gpaquin

of the importing country. The baich
processing, packaging and analysis records
were reviewed and found t0 be in compliance
with GMP. / lum nigmsepmxye, wo
SMIMCBHICTANCHS iHGOPMALIR € ABTEHTHYHOK
i miptoto. Lo cepito npenapaty supofineto
{(pxaiovmIoun  DAKYBAHHA/MAPKYBAHHS TA
KOHTPOIE AKOCTE) BHMLIGBKATAHIM
supobrmxom  y nossil  sianosiguoeri 3
aumoramu GMP noxsieHoro perynavoproro
Oprady i 3 JaTBepIKEHUMH crRuudikauismm
srinho 3 Peccrpauifinum  AocBiAYCHHAM
xpaiiv-impoprepa.  Joxymewtauio  wono
BUpODHHLTBA Cepil, BAKYBAHHR | TECTYBAHHA
nepesipeno, i acTARHOBACHD 1T miznoBiaHicTs
samoraM GMP,

14. | Name and position/titic of person authorizing the batch A TR

rclcase/ Im's Ta nocana ocoby, signosinaneHoy »a

BMIIYCK Cepii Cualified person / ynosunosaucena ocoba
15. | Signature of person authorizing the batch release/

1Hamic ocobu, slaNoRiaansHol 3a BuITycK cepil ;)%.\%L\
16. | Date of signature/ JlaTa nianscy e

-3 fev .83
V.03 ED: 12-Feb-21 HA AAD: 16-March-16
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