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Rivopharnn

Manufactured by Rivopharm SA
Location: Centro Insermna, 6928 Manno, Switzerland
Manufacturing license nr. 504552
Bupobniero Pusodapm CA
MicuesnaxomkesHs: Yentpo lucema, 6928 Manno, llseknapia
Jhinensig: Ne504552

CERTIFICATE OF ANALYSIS No. 0000012660

CEPTHUDIKAT AROCTY

Product name: ROTARITMIL

Huassa npodykmy: POTAPATM

Pharmacentical form, tablets 200 mg, 10 tablets in bilisters, 3 blisters with a leaflet in a carton box

package type and size:
Hirxapevxa dhapma, mun

mabnemru no 200 u2; no 10 madnerior y Gnicmepi, ne 3 oniciiepn pasom
3 InCmpYRHicio Ona MEONUHOZ0 3ACINOCYBAIHA Y RUPMONIEIT KopooHL

9

M PO3MID YRAKOGRU:
Dosage / potency: amiodarone hydrochloride 200 nig
Hoza / cune di5: amiodapoeny zidpoxnopudy 200 mz
Registration certificate: :
Peecmpajitize UA/12887/01/01
RnOCeIdueHNHs:
Batch no.: 223184
Ne cepil:
gg;;l:;z:;u 15 951 packages/ynaxosox
Manufacture date:
Hama eupobruymesa: 10.2022
Expiry date:
Tepain npudamuocini: 102025
TEST Lmir RESULT
Hoxasuuc sxoemi Hopaoyaaina Pegynsmam
Appearance Round white tablets with sgore Complies
Onie Kpyeni mabnemias 6i1020 KOMbOPY 3 POIVIABHOIO PUCKOI Bidnogidae
The retention time of the major peak in the chromatogram of the test
Identi . solution ¢orresponds to that in the chromatogram of the reference solution | Complics
entification , . - : .
Toenmugixein Yae YMPUMYSANHA OCHOGIOZ0 NIKY HA XPOMAMOZDaMS docnidxcysanozo Bionosioae
PO3UUKY i0nosidac wacy YmpusMyeanis 0CHOGHO20 RiKy Ha
xpoMamozpami candapmrozo pOHURY
Average tablet weight. 350 % 5 % (332.5 - 367.5 mg) 349.7 mg(mr)
Cepedun maca mabnenyy 350+5% (3325 - 367,5 sa)
Uniformity of weight Complies
Odnopionicms macu Individual weight of not more than 2 tablet should deviate from average Bidnogidae
weight for more than = 5.0 %
None of individual weight of tablet should deviate from average weight for
more than = 10.0 %
Indusidvanvua maca ne Ginswue 2 mabiemox eidxungemsca 6id cepednbol
Macu Binvut Hine Ha % 5,0%
Hi Ona odnict mabnemyu ndusidyansia Maca He gidxunacmoca gid
cepednooi macy Bintwe, rivie na = 10,0%
Disintegration gztsizlz :h]aéljaﬂnmm. at temperam_r;;ZgC in g}lriﬁed waﬁer (with disc) 5 min.(xs)
PO.?HG&GHHX 2 P nesnepanypl Y 804! gruuieiti
{z duicront)
Dissoluticn no less 75% {Q) in 30 min 87%
Pozvitnenns Fe memue 75 % (C) sa 30 xa e —
RIVOPHARM S.A, 1/3
Pharmaceutical Laboratories
6928 Marno - Switzerland - Tel.:+ 41 {0)81 611 98 88 - Fax : #1 (0)91 605 & th
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Assay amiodarone
hydrochloride

Kinvicicne gusnaienns
amiedapory 2idpoxnopudy

190.0 —~210.0 mg/tablet (95.0 — 105.0 %)

190,0 — 210,0 me/mabnemyy (95,0 — 105,0 %)

202.8 mg/tablet
{nefimadunenicy)

(1014 %)

Uniformity of dosage units
Odnopidnicme dososanux
oduHUYb

1) Acceptance value for 10 tablets {AV) should be < L1 (L1=15.0)

2) If acceptance value for 10 tablets (AV) >LI, analyze 20 tablets.
Acceptance value for 30 tablets (AV):

a) acceptance value (AV) SL1; and

6) each value should be within 0.75 M and 1.25 M (L2=25,0).

1) Hpuitnamue suauenna onx 10 madnemox (AV) mae cmanosumu < LI
(L1=15,0)

2} o npuiinamye snavenns onn 10 mabnemor (A¥)> L1, mo ananizyioms
e 20 mabnemox. Hpufingmue navenns dna 30 mabnemox (AV):

a} nputingimne swavenan (AV) 2L1; ma

6} xoxewe wueto smae nepebveamu ¢ Olanazowi mize 0,75 M ma 1,25 M
(L2=25,0).

AV=1.0

Related substances
Cynpogidni doximrn

Impurity A £0.2%
Homiuna A £0,2%

Impurity C<0.2%
Homiwa C <0,2 %

Impurity D <0.2%
Aoviiwxa D <0,2%

Impurity E <0.2%
Hosintxa B £0,2%

Impurity F <0.2%
Hoanmwa F <0,2%

Not detected
He guaaneno

Not detected
He gungneno

<0.1%

Not detected
He gugeneno

Not detected
He suasneno

[}
Any unknown impurity £0.2% <igsl i
Bydb-ara nesidosa doaiura < 0,2%
Total impurities < 1.0 % gg;;gl‘gm
Cymapiyii emicm domintox 5 1,0 %
TAMC: not more than 10° CFU/g
. E 3 <10 CFUfg
N TAMC: ne Ginsre 10° KVO/r (KVO/2)
Microbiological purity TYMC: not more than 10% CFU/g <10 CFU/s
T . . prs 3 o
Mirpobionoziuna wuemoma | TYMC: ne Ginvwe 10° KYO/r (KYO/)
Escherichia coli: absentin 1 g
e o " Absent
Escherichia coli; pipcytaicte y 1 1 Bideymil I

6928 Manno - Switzerland - Tel.: + 41 (0)91 61198 88 -Fax : +41 (0)91 605666

RIVOPHARM S.A.
Pharmaceutical Laboratories
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I do hereby certify that the abovementioned dafa ave trustworthy and accurate. This product batch is
manufactured (packaging/labelling included) under the qualify control on the ebovementioned
manufacturing site in full conformity with the GMP requirenients, established by the regulatory agency of
Turkey as well as with the specification und control methods of the analytic-normative documeitation,
registered in Ukraine. The protocols of manufacture, packaging and analysis are reviewed; conforimity with
the GMP is established.

ITum 5 3aceiduyio, wo nepepaxosana ewwe inghopmayis € docmogipuoio i mounow. Ll cepis npodyryii
Gyra euzomoeneHa (GIUNONAIOMY WMAKYEAHHA [/ MODKYBGHWH) 3 WPOBEOEHHAM KOMNpOMO Akocmi Ha
suesrasaniti  supobnuvill  Oinenuyi 6 noeuii eidnogidwocmi 3 eumozamu GMP, scmanosnenumy
peaynsmoprun opzanom Hleeityapii, a maxooic y eidnosionocmi 21 cneyugbixayieio i memodamu
xonmpomo axocmi (MES), zapeecmposanunty 8 Vipaini. TIpomoxony supobripmes, ynakosky ma aHauizie
Byau nepeansymi ma 6cmanosReno aionogionicms GMP.

Surnaine and position of person, approving Quality Control Manager: Dr.Danrele Casal
batch release to market
Hpizawge ma nocada / ssanss ocobu, Menedaicep 3KT: Joxmop Haniene Kasane

ska eudana 0036in Ha GUNYCK cepit

L) 2N
Signature and date, stamp Cfm E i

]
(06

ITionuc ma dame nidnucanns, revamea / vonavn 10.11.20

\Mpn'i',,a Y

RIVOPHARM 5.A,
Pharmaceutical Laboratories
6928 Manno - Switzerland - Tel.:+ 41 (0)91 611 98 88 -Fax : +41 (D)91 605 66 &
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JEPXUIKCITY XBA
AEPKABHA CIVIKBA 3 JIIKAPCBKHAX 3ACORBIB TA KOHTPOJIIO
3A HAPKOTHKAMMA ¥ YEPHIBENLKIA OBJACTI

Byn. I'onosua, 29, M, Yepniani, 58008, 0-372-52-22-60 Ten./daxc 0-372-55-39-93
e-mail: dis.cv@dls.gov.ua, Kog CIPTIOY 37032279

BUCHOBOK
Npo sKicTH BEE3EHOT0 B YKpainy JikapesKkoro 3acoby

22.02.2024 Ne 8478/24/24

POTAPHUTMII

(naiimenysain Nikapchroro 3acoBy 3riAHO 3 peecTPAITHAM NochiAuCHIAM)
rabJaeTien o 200 mr mo 10 Tabaeroi y Gaicrepi; no 3 Gaicrepu B kapTonuiii Kopobui

(popma punycky, RO3YBANKA, BT MAKYBAHHS NiKAPCLKOTG 30C0GY)
Homep peectpauifiroro nocsinacans UA/12887/01/01 crpox xii peecrpanitisoro mocizers 01.01.2099
Cepin nikapeskoro sacofy Ne 223184 Kinskicts pBe3enoro nikapeskoro saco6y 15911

BrpoBHHK Pasodapm CA, Ilneiiapia

(waisterysanna sipoGumKe TiKapeokoro sacoBy, KpatHA NOXOPKEHHS)

Bseseno B Yxpainy Topapucreo 3 06Mekeno sianosinaasuictio "BJIIYC GAPMAY,
inent, ko 43821180

(Hanmeﬂynamm a wox 3a CJIPTIOY topuanyHot ocobu abo npiseHine, im'n, mo Gatokosi thispuroi
ocobu - mianpuemus, T Micue npoIHBaNAA Ta pcecrpamﬁnuﬁ HOMCD 00MKOBOT KAPTHN ML IHHKS
nogarkin afo cepin Ta noMep nacnopTa)

[poTokon sizyaseroro wontpomio sin 22.02.2024 M 47/0/01.25-24/4,

3a  pesymsTaTaMH JAepXKaBHOTO KOMTPOIO BCTAHOBAEHO, U0 nikapcbiuil  3aciG  Boesewo B Vipainy 3
AOTPUMAHHAM BRMOr 3aKOHOEBCTRA MO0 38683MEYEHHA FKOCT] NikAPCHIIX
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