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JEPXABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOEIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KCBY

npoB. Hanii CeitnuuHof, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kox €APTIOVY 37079055

BHCHOBOK
Mpo AKICTH BBE3EHOro B YKpainy JikapcsKoro 3acoly
08.08.2023 Ne 40294/23/26
CHIJIAKTOH

(HafiMenyBanHs nikapcbkoro 3aco6y 3rifHO 3 peecTPaliHHUM MOCRIAYCHHAM)
TabJIeTKH, BKPHTI IVIIBKOBOIO 000J101K0X0, 110 50 Mr o 10 Tabirerox y OJsierepi; mo 2

OnicTepu B kapToHNiii Kopo6ui
(bopma Bunycky, 103yBaHNS, BUA NaKyBaHHA TIKAPCHKOTO 3aco6y)

Homep peectpauiitnoro nocsinuenns UA/16425/01/02 CTPOK AT peecTpauifiHoro noceinyenns HEOOMEXKEeH Ui

Cepis nikapcekoro zaco6y Ne 305200620 KinekicTs BBE3EHOIO Nikapchkoro 3acoby 24152
Bupo6uuk YOPJII MEJIUIIUH UIAY CAH. BE TIIOK. A1, Typeuunna

(naliMenyBaHHA BUPOGHMEKA NIKAPCLKOrO 3ac00y, kpaiHa NOXOMKEHHS)

Boeseno B Ykpaihy Tosapucrso 3 06Merkenor0 BianoBinaaBHicTIO "Tpokac ®apma
Ykpaina", igenr. xon: 37177201

(HaliMeHyYBaHHS Ta KOJ 3a E€OPIIOY IopHInuHOl 0ocobu abo npizsuute, iM's, no 6aTLkoB
diznunoi ocobu - nianpuemus, i Micue NPOXHBAHHA T peecTpauifinuit Homep oBnikopoi
KapTku niaTHuka nonarxis abo cepis Ta HOMep nacnopra)

IpoTokon sisyansHoro xonrponio sin 24.07.2023 N 2063/2.
Jlaboparopuuit ananis skocri nikapcskoro 3acoly 3aifcHeHuH:

Jlabopatopis papmaxomneiinoro anamsy JIIT "YkpaiHcbkuit HaykoBHi GapMakoneinuii LUEHTp
AKOCTI JIIKapChKHX 3ac06iB" (M. XapkiB, ByJl. ACTpOHOMI4YHa, 33)

(HalMEeHYBaHHA Ta MiCLIC3HAXOKEHHS nabopatopii, wo nposena 1aGopaTopHuii ananis AKOCTI)

BUCHOBOK WOA0 AKOCTI JIIKAPCLKOro 3ac06y, BraaHHi na6oparopiero sin 07.08.2023 Ne 441/50023

PesynbTaTtu taboparopuoro aHali3y skocTi nikapeeKkoro sacoGy 3a NEpeBIpeHUMH NoKa3HUKaMK BINOBiAa0ThL
BHMOraMm METOAiB KOHTPOJIIO AKOCTI (aHaniTHuHO-HOpMaTHBHOY JOKyMeHTalil).

‘o
Muxona XOJIOIIEHKO

(inivianu Ta npissuue)
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Pharmaceutical Company

CERTIFICATE OF ANALYSIS
CEPTH®IKAT SIKOCTI

Product name
Hasea npodyxmy

Pharmaceutical form, package type

and size
Jlikapcvra opma, mum ma po3mip
YHAKOGKU

Dosage / potency
Hosza / cuna oii

Registration certificate
Peecmpayiiine noceiduenns
Batch size

Posmip cepii

Batch no.

Ne cepiy

Manufacture date

Hama supobruymesa
Expiry date

Tepmin npudammocmi oo

Manufactured by WORLD MEDICINE ILAC SAN. VE TIC. A.S,
Location: 15 Temmuz Mahallesi Cami Yolu Caddesi
No:50 Gunesli Bageilar/Istanbul, Turkey

. License: TR/UY/2019/12-2
Bupobaero: YOPJIA MEJHINUH IAY CAH. BE TIJIA. A.11.
Micuesnaxomxenus: 15 Temmys Maxammemi oxami Hony Ixanneci

Ne50 Troremi Barmxunap/Crambyn, Typeuunna
Jinensis: TR/UY/2019/12-2

No. 46000019780

SPYLACTON
CHLITAKTOH

with a leaflet in a carton box

Jilm coated tablets, 50 mg, No 20 (10x2) in blisters; 2 blisters together

TabJieTiu, BKpUTI HNiBKoBO0 00010HK 0K, HO 50 Mr;
o 10 Tabnerox y 6Gui¢repi; mo 2 buictepa pasom 3 imcTpykuicio aus
MCAHMHOIO 3ACTOCYBAHNASA Y KaPTOHHIH Kopo6ni;

Spironolactone 50 mg
Cripononaxmony 50 mz

Ne UA/16425/01/02
24197 packages / yraroeox
305200620

(5.2023

04.2026

TEST LIMIT RESULT
I]_for:a:mw«;y sKoCH Hopriyeanns Pezynumam
Description Round, biconvex, orange to light orange film coated | Conform
Onuc tablets with score line on one side Bionosidac
Kpyani  dsoonyrni mabnemxy, expumi  NRieK060IO
060101K0I0 610 CceiMRO-OpaANICEs020 DO OPaHIICLBO20
KObOpY 3 PO3NOOINLHOIO PUCKOIO 3 00HO20 boxy
Identification
Ioenmudixayia
- spironalacton_g* The retention time of main peak in the chromatogram | Conform
~-CHIDOHONGE of the test solution should correspond to the retention | Bidnosioae
time of the main peak in the chromato gram of the
standard solution.
Hac ympumysauns ocroenozo NIKY HA XPOMAMOozpami
oocnidncysarozo PO31URY nosuren gidnoegidamu yacy
YIMPUMYSBANHS OCHOBHOZ0 HIKY HQ xpomamozpami
: CIAHOGPMHO20 PO3YUHY.
- titanium Begeas-o* Orange-yellow colour appears in test solution. Conform
-mumany gioxcud Ilosunno cnocmepizamucs ROMAPAHYEBO-IIC08ME Bionosioae
| 3a06apenennay eunpobyeanom po3unni
- iron oxide yellow Red colour appears in test solution. Conform
~3QAI3Y OKCUO JICOSMUT 3 ABNAEMBCA HepBOHE 3abapenenus y gunpobysanomy | Bidnosidae

/:fx_ @iy CVCE
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Phammaceulical Company

Manufactured by WORLD MEDICINE ILAC SAN. VE TIC. A.S.

Location: 15 Temmuz Mahallesi Cami Yolu Caddesi

No:50 Gunesli Baggilar/Istanbul, Turkey
License: TR/UY/2019/12-2

Bupobrero: YOPJIA MEIUITHH IJIAY CAH, BE THLK. AL,
Micnesnaxomxenns: 15 Temmys Maxamremi Moxami Hoxy hranneci

Ne5(Q I'oremni Barmxunap/Cram6yn, Typeuduna

Jhnewnsia: TR/UY/2019/12-2

PO3UUHI
- iron oxide red Dark blue residue appears in test solation. Conform
~ 3aNi3y OKCUO YepBoHUil Ymeopioemvca memno-cune sabapenenns y Bionogioae
gunpobyeanomy posuuni
Average mass, 309.00 mg/ tablet + 5.0% (293.55 - 324.45) mg/ tablet | 310,72
Uniformity of mass 309.00 me/ mabnemxy £ 5.0 % (293,55 — 324, 45) m2/ | mg/tablet
mabaemxy (me/mabrenixy)
Cepeons maca Not more than 2 of the individual masses deviate from Conform
Oonopidnicme macu the average mass by more than 5.0% and none deviates | Bidnosidae
by more than 10.0%.
He binvwie 2 THOUGIOYQUBHUX MAC BIOXUNSIOMBCS i
cepeOrbol macy 6invul, nioc Ha 5.0 %, i sicodna 3 wux
He gioxunsemncs binow Hioic na 10.0%
Uniformity of dosage units Acceptance value (AV) should meet the requirements. | Conform
Qonopionicme lpuinamue suauenns (AV) mae sionosidamy eumozam Biornosioae
00308aHUX OOUHUYDL
(for 1 tablet and ¥ tablet)
(Ons 1  mabremxu i ¥
mabaemyi)
Water Not more 8.0% 4.6 %
Booa He Ginvue 8.0%
Disintegration Not more 30 min, & min (xg)
Posnadanns He Ginvuwe 30 xe.
Dissolution NLT 80.0% of label claim in 60 minutes (Q=75.0%) 105.4 %
Pozyuneuns 80,0 % 610 zaasnenoi xinvxocmi 3a 60 xa.

(© = 75,0 %)

Assay of spironolactone
Kinvkicre eusnauenns

050.0 mg/ tablet + 5.0% (47.5- 52.5) mg/ tablet

49.7 mg/tablet

CRIPOHANAKMONY 00.0 ma/mabremuy += 5.0% (47.5— 52.5 ) Me/mabnemxy | (Me/mabremxy)
Related Substances

Cynposinsi gominucn

~ CARrenone Not more 1.0% U:00 .40
~-KaAHPeHoH He 6invute 1.0%

~ unknown single impurity Not more 0.2% 0.06 %

- Heldenmugirosana odunuuna | He binvie 0.2%

domMiuikq

- total impurities Not more 1.0% 0.12%

- CYMa aOMfWOK He 55!3&%-{8 J 0%

Microbielogical quality:

Mixpo6ionoriuna uncrora:

- total bacterigl count (TAMC) | < 10° CFU/g <] CFU/g
- 3az2anvHA Kitbricms aepobuux <103 KY0/> (KVO/2)

MiKpoopeanismie (TAMC)
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Fhannaceutical Company

Manufactured by WORLD MEDICINE ILAC SAN, VE TIC, A.S.
Location: 15 Temmuz Mahallesi Cami Yolu Caddesi
No:50 Gunesli Bageilar/Istaribul, Turkey

License: TR/UY/2019/12-2
Bupobaero: YOPIAX MENUIIVH IJIAY CAH. BE TIIK, A.IIL
Micnesnaxomxenns: 15 Temmys Maxamwemi oxami Hony Mamneci

Ne50 onemmi Barmicanap/Crambyn, Typeuunsa
Hinenzig: TR/UY/2019/12-2

- total fungi count (TYMC) <10°CFU/g <] CFU/g

. 3a2anbHE xinovxicms | <102 KVO/2 (KYO/=)

Opiicodicosux  ma  nuicenegux

epubie (TYMC)

- Escherichia coli Absence in 1g Absent
Bidcymnie I 2 | Biocymui

I do hereby certify that the abovementioned data are frustwortlyy and accurate. This product batch is
marnufactured (packaging/labelling included) under the quality control on the gbovementioned 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 documentation, registered in Ukraine. The
protocols of manufacture, packaging and analysis are reviewed; conformity with the GMP is established,

Hunst a zaceiduyio, o hépepaxosarn sume ingopmayia € docmosiprore i mounoio. La cepin npodyruii 6yna
6UZOMOB/ICHA (6RNIOHAIONY RAKYEAHHSA / MAPKY6AHHA) 3 NPOCEOCHHAM KOHMPONIO AKOCHE HA SUMCEKA3ANIH
SupobruYil dlnvnuyi ¢ noewiit eidnosionocmi 3 eumozamu GMP, ecmanoenenumu PECYAMOPHUM OPZAHOM
Typeununu, a maxoysc y e6idnoeionocmi 3i creyugirayielo i memodamu Kormpomy axocmi (MKA),
sapeccmposanumu ¢ Yxpaini, Ipomoronu SUDODHUUMEBA, YRAKO6KU ma ananisie oynu nepeznanymi ma
ecmanosneno eionoeionicme GMP.

Surname and position of person; approving batch “
release to market | A ;
Ipissinye ma nocada / 3earnns ocobu, axa eudona 2308 * ;
0036in K BUNYCK cepii %{%@&_

we

Signature and date, stamp
Hionuc ma damao RIORUCAHHS, neyamia / wmamn 15.06.2023




