Manufactured by Rivopharm SA
Location: Centro Insema, 6928 Manno, Switzerland
Manufacturing license nr. 504552
Bupobneno Pusodapm CA
Micnesmaxomxenss: Yentpo Incema, 6928 Manno, Ilsefinapis
Jinensiz: Ne504552

CERTIFICATE OF ANALYSIS No. 8006012659

CEPTHDIKAT AKOCTI

Product name; ROTARITMIL

Hazea npodyxmy: POTAPUTMII

Pharmaceutical form, tablets 200 mg, 10 tablets in biisters, 3 blisters with a leaflet in a carion box

package type and size: madnency no 200 sz no 10 mabnemox y dniciepl, no 3 dnicmepiu pusos
Jirapcoka hopma, mun 3 IHCHPYKUEEID Qs MEOUUIO20 3GCIMOCY8RHHA Y KGPIOI Kopodui
Ma POIMIP YIAKOGKY!

Dosage / potency: amiodarone hydroehloride 200 g
Hosa/ cuna Oii: astiooapoiy eiopoxaopudy 200 m2
Registration certificate:

Peccmpayitine UA/12887/01/01

noceiouenns.

Bateh no. 223183

Ne cepii:
Batch size:

. 5 %’ g F x
Poswip cepii: 15966 packages/ynarkogox

Manufacture date:
, . 10.2022
Hama eupobruymsa:
Expiry date: -
piry date: 102025
Tepmin npudaimmnocini:
TEST LIMIT RESULT
LHoxaznury sxoemi Hopmysauus Pesynemam
Appearance Round white tablets with score Complies
Ornuc Kpyeni mabnemxu 61020 KOAOPY 3 pO3BIMbHOIO PUCKOIO Bionosidae

The retention time of the major peak in the chromatogram of the test
solution corresponds to that in the chromatogram of the reference solution | Complies
Yac ympumyeanis 0CHOSHO20 HIKY HA XPOMAMoEpami dueniducyeanozo Bidnosidas
posuuHY GIOROBIGRE YACY YMPUMYBAHHA CCHUGHOS0 RIKY HA
XPOMAMODAMI CIAHOAPIHOZ0 POZUUNY

ldentification
Idenmugbivayis

Average tablet weight. 350+ 5 % (332.5 ~ 367.5 mg) 347.3 mg(mr)
Cepedusi maca madsemru 3505 % (332,5 - 367,35 me)

Uniformity of weight Complies
Qduopidnicmey macu Individual weight of not more than 2 tablet should deviate from average Bionogioae

weight for more than = 5.0 %

None of individual weight of tablet should deviate from average weight for
more than £ 10.0 %

Inousidyansna maca ne binvie 2 mabnemor gidxursemoes 610 cepednsol
racy Ginout nisie na + 5,0%

Hi onst o0wici mabaemru InQueidvwivHa »aca ne gidxunacnsves ¢io
cepednnol macu Binvute, niae wa = 10,0%

Not more than 10 min. at temperature 37 °C in purified water (with disc) 5 min.(x8)

Disintegration s s e o c o~
g He Ginvwe 10 xa npu memnepamypi 37 °C v aodi ounuienin
Posnadanns
(3 Oucrom)

Dissolution no less 75% (Q) in 30 min 86 %
Pozuunenis He smenute 75 % (0O) 3a 30 x6
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Assay amiodarone . e cno 201.2 mg/tabiet
hydrochloride 190.0~210.0 mg/tablet (95.0 - 105.0 %) (me/mabaeinky)
Kinoriche cuUsHQUCHHA ~ ne o

amiodapony 2idpoxnopudy 190,0 ~ 210,0 me/mabaemicy (95,0~ 1 05,0 %) (100.6 %)
Uniformity of dosage units | 1) Acceptance value for 10 tablets (AV) should be S L1 (L1=1 5.0) AV=272
Qduapiduicny 00308aHUN 2) If acceptance value for 10 tablets (AV) >L1, analyze 20 tablets.

00uUHUL Acceptance value for 30 tablets (AVY):

a) acceptance value (AV) <L1; and

6) each value should be within 0.75 M and 1.25 M (1.2=25,0).

1) Mpuiinsimne 2Ha4EHHA oan 10 mabnemor (AV) mae cmauosumu = Ll
(L1=1510)

2) Axuo npulinAmue sHENEHNA ons 10 mabremor (AV)> L1, mo anarisyome
we 20 mabnemox, Hputnamue sHaeHAs dna 30 mabremor (AV):

@) NPUTTHAIHE 3HAHEHHT (AV) <L ma

f) wosicHe HUCHO MaE nepedysaml 8 dianasoni mioe 0,75 M ma 1,25 M
(L2=23,0).

Impurity A £0.2%
Hoamihuca A <0,2%

Not detected
He susaneito

Impurity C 0.2 %

L . N ntorted
Tomimxa C <0,2 % Not detected

He susigiero

Impurity D £0.2% <0.1 %
Homimrxa D $0,2% e

- Not detected

Related substances Tmpurity E £0.2% ' He cunen
. > . ; - Lo e suasneHc
Cynpoeioni dvminiky Jomimra E <0,2% | 41€ GUABACHO

Not detected

Impurity F £0.2%
He suagieHo

Hominca F <0,2%

<0.1¢
Any unknown impurity <0.2% 0.1%
Bydv-axa 1egidoma OOMIuKa = 0,2%
Total impurities £ 1.0 % Z)o()mp’le; .
Cysapruti exicm dominor < 1 0% fonogtaat
TAMC: not more than 10° CFU/g <10 CFU/e
TAMC: ne Gizswe 10° KYO/r A
(KVO/2)
Microbiologieal purity TYMC: not more than 10> CFU/g <10 CFU/e
Mixpobionoziuna wucmoma | TYMC: ne birvite 102 KYOir (KYO/: )“’ =
FAS &4
Escherichia coli: absentin L g Absent
herichi i Bl . 1 Apsent
Escherichia colit BIACYTHICTR Y 2 T Bideyimi
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I do hereby certify that the abovementioned datu are rrustworthy and eccurate, This product batch is
manufactured (packaging/labelling included) under the qualily control on the wabovementioned
manufacturing site in full conformity with the GMP requirements, established by the regulatory agency of
Turkey as well as with the specification and control methods of the analytic-normative documeniation,
registered in Ukraine. The protocols of manufucture, packaging ared analysis are reviewed; conformity with
the GMP is established,

Lfunt 2 30C6104YI0, W0 REPEPAXOBARA Buufe IHpOPMAYIR € docmosipuoio i movnoro. s cepis npodyryil
Byna  uzomoGReNa  (SKmONGIONY  NAKYCAHHA / MOPKYBONHA) 3 RPOGEOCHHIM  KOHMPONIO arocil md
Guyesrazaniii  eupoBuunilt Obienuyi ¢ noewiil gionosidnocmi 3 GuMoUMU GMP,  gcmanosacHumy
pezyasmopuum opeanom [llgetiyapii, & maxodic y sidnogionocmi 3t eneyuixayicio i memooamu
rormpono sxocmi (MKS), sepeccmposanmu ¢ Yipaind, lIpomoxony BUPOBHUMMGH, YRAKOEKY NG AHGAIZIG
By nepeenAnymi ma GCMAHOGAEHO GION0GIONICING GAMP.

Swurnwne end position of person, approving Quality Conirol Manager: Dr.Danele Casal
batch release (o market
Tpizeuye ma nocada / 36anns ocod, Mewedocep 3KA: Joxmop Haniene Kasane
AKG GuOana G0IRIN HE GURYCK Cepil n Q
S Ty ‘-\\
Signature and date, stamp %\\ -

ITionue ma Oama niIONUCAHHA, HEHANKA / WInamn 10.11.2022
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