JAEPKABHA CJIYIKBA 3 JIIKAPCbKIX 3ACOEIB
TA KOHTPO.IIO 3A HAPKOTHKAMM y m. KHEBI

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

BUCHOBOK
PO SIKICTH BBE3CHOTr0 B YKpainy JIKapcbKOro 3acody
08.08.2023 Ne 40293/23/26
CIIIJIAKTOH

(HalimetryBanus MikapchbKoro 3acoBy 3riao 3 peecTpatifrmmmg nocBinYeHHsM)
Ta0JIeTKH, BKPHTI NJIIBKOB OO 000/10HK010, 110 100 Mr no 10 Tadaerox y OJricrepi; mo 2
OunicTepn B KAPTOHHIH Kopo6ui

(tbopma Bunycky, n03ysanus, BUA NaKyBAHAS NiKAPCEKONO 3aco0y)
Homep peectpauittnoro nocsinuenns UA/16425/01/03 CTpOK i peecTpauiiinoro nocpiguenns HEOOMEXKEHUIT

Cepis snikapcbkoro 3aco6y Ne 305300560 KinbkicTs BBe3eHOro nikapeskoro saco6y 12004

BipoGHuK YOPJIA MEUUWH UIAY CAH. BE TUDK. A.IIL, Typeuunsa

(HaliMenyBanNS BUPOGHHKA NiKapCLKOrO 3ac00y, Kpaina MOXOMKEHHS)

BeeseHo B Ykpainy ToBapucreo 3 06Meskenoro BianosigaasHicTIO "Tpoxac ®apma
Yxpaina", inenr. kon: 37177201

(HalimenyBanns Ta ko 38 EAPTIOY IOpHAHIHOT 0COGH 860 NpizBULLE, iM'9, 110 BaTLKOB]
hizuunol ocobu - mianpuemus, 1¥ Micue NPpOXHBAHHA Ta peecTpauiinui Homep o6aixosol
KapTKH NAaTHUKa noaatkis abo cepis Ta Homep nacropra)

IpoTokon Bisyansuoro konrponio in 24.07.2023 Ne 2063/1.

Jlaboparopuut ananis sxocri niKapcekoro 3acoby 3ailicHeHHiH:

Jlaboparopis ¢apmakoneiinoro anHanisy JI[1 "Ykpaincekuit HaykoBui (bapmaxoneiinuit ueHTp
SIKOCTI JIiKAPCHKUX 3acobiB" (M.XapkiB, ByJI. ACTpOHOMiuHa, 33)

(HaliMeHyBAHHS Ta MiCLE3HAXOKCHRS n260paTopii, L0 NpoBeNa naboparoprni ananis AKOCTI)

BHCHOBOK LUOAO AKOCTI NiKapChkoro 3acoby, BHAAHMI naboparopiero Big 07.08.2023 Ne 443/49923

Pesynbrarti naGopaTopHOro aHanily skocri MKapeLKOTo 3aco0y 3a NepeBipeHHMHM NMOKAZHHKAMM BIANOBIAAIOTH
BHMOraM MeTOMIB KOHTPOJIIO AKOCTI (ananiTuyHo-HOpMaTHBHOT OOKYMEHTALIT).

3a pesysLTaTaMH  NepiKaBHOro KOHTPOJIO BCTAHOBJICHO, WO JiKapcbkuil 3aci6 BeeseHo B YkpaiHy 3

Muxosa XOJIOJIEHKO

(iniuianu Ta npissuwe)




| WORLD MEDICINE
Pharmaceutical Company

n{]

CERTIFICATE OF ANALYSIS

CEPTHOIKAT SIKOCTI

Product name
Hasseq npodyrmy

Pharmaceutical form, package type

and size

HAixapcura gopma, mun ma posmip

YRaxoexu

Dosage / potency
Hosa / cuna oii

Registration certificate
Peeempayitine noceiduenis
Batch size

Posmip cepii

Batch no.

Ne cepii

Manufacture date

Hama supobruymea
Expiry date

Tepmin npudammnocmi do

Manufactured by WORLD MEDICINE ILAC SAN. VE TIC. A.S.
Location: 15 Temmuz Mahallesi Cami Yolu Caddesi

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

Bupobnero: YOPJIA MEIWITH IJIAY CAH. BE TIJUK. A.HI..
Micnesraxomkenns: 15 Temmys Maxamreni xami Homy Dxamneci
NS0 I'ronenmii barmicnrap/Cram6yn, Typeuarua

Jimensiz: TR/AUY/2019/12-2

No. 40000019782

SPYLACTON
CIIVTAKTOH

together with a leaflet in a carton box

film coated tablets, 100 mg, No 20 (10x2) in blisters; 2 blisters

TablleTKH, BKPHTI IIiBKOBO 060/J0HK010, N0 100 M}
no 10 rabmerox y Gmicrepi; mo 2 Gnicrepu pazom 3 IHCTPYKRKICe AJg

MEXMTHOrO 3aCTOCYBAHNS Yy KAPTOHHIN Kopobni;
Spironolactone 100 mg
Criporonaxmony 100 mz

Ne UA/16425/01/03

12 049 packages / ynarxoeox
305300560

05.2023

04.2026

y

TEST LIMIT RESULT
Iloxaznuxu axocmi Hopmysanns Pesynoman
Description Round, biconvex, yellowish-orange film coated | Conform
Oniic tablets with score line on one side. Binnorinae
Kpyeni 0soonyxni matnemuuy, BKPUMI NNIBKOBOIO
OBONOHKOIO JICOBMYEAMO-OPAHICEE020 KONbOpy 3
PO3NOQIBHOI PUCKOIO 3 0OHO20 OoKy
Identification
Ioenmugirayin Conform
- spironolactone. The retention time of main peak in the Bimnosinae
~CHIDOHOJIGRISONY chromatogram of the test solution should
correspond to the retention time of the main peak in
the chromatogram of the standard solution.
Hac  ympumysanus  ocHosHozo niky  Ha
Xpomamoepami O0CRIONHCYEAHO20 DOFHUHY BOGUHEH
6I0N0GIOGMYU YACY YMPUMYBAHHA OCHOEHO20 niKy HAO
XPOMAmMozpami CManoapmHozo pos4umy.
- titanium INSXRIoe Orange-yellow colour appears in test solution. Conform
-MUMany dioxcuo llosunno cnocmepizamucs nomapanueso-ocosme | Binmosinae

- iron oxide yellow
=3ANI3Y OKCUO JICOBMUTI

3a0apenennay eunpobyeanomy posuuni
Red colour appears in test solution.
3 ennemues YePBOHE 3abapenenns y

:;j)( (liy. 707~

X7 08 <2
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Manufactured by WORLD MEDICINE ILAC SAN. VE TIC. A.S.
Location: 15 Temmuz Mahallesi Cami Yolu Caddesi

No:30 Gunesli Bagcilar/Istanbul, Turkey
License: TR/UY/2019/12-2

Bupobaero: YOPJA MEJUIIAH LJIAY CAH. B}% TIIXK. A.L[I.'
Micueszaxopxenss: 15 Temmys Maxamreni Joxami Viomy IDkajnect
Ne50 Mromemni Barmxwutap/Crambyn, Typeyunna

Jlinersia: TRAUY/2019/12-2

- unknown single impurity
- HelOenmugpixosana odunuuna

domiwxa
~ fotal impurities
- CYMQ OOMIHIOK

Not more 0.2%
He 6invuwe 0.2%

Not more 1.0%
He 6inviue 1.0%

sunpobysarnomy posyuni Conform
- iron oxide red Dark blue residue appears in test solution. Bionosioac
- 3anLya OKCUO YepeoHuli Ymeoproemovcs  memuo-cune sabapenenns  y

SUNPODYBAHOMY DO

Conform
Bionosioac

Average mass. 618.00 mg/ tablet £ 5.0 % (587.10 — 648.90) mg/ 620.0  mg/tablet
Uniformity of mass tablet (m2/mabremxy)
Cepeons maca 618.00 me/ mabnemxy = 5.0 % (587,10 — 648.90)
Odnopiduicme macu ma/ mabnemry

Not more than 2 of the individual masses deviate | Conform

from the average mass by more than 5.0% and none Bionoesidae

deviates by more than 10.0%.

He Ginvwe 2 indugioyanonux mac eidxunsiomscs

6I0 cepeOnvol macu binew, nixe na. 5.0 %, i ncodna

3 HUX He gloxunaemecs Ginsut nine na 10.0% |
Uniformity of dosage units Acceptance value (AV) should meet the Conform
Oonopionicms requirements. Bionosgioge
d0306anuUx 00UHULDL Lpurinamne snavenns (AV) mae eidnogioamuy
(for 1 and ¥ tablet) BUMOZaM
(Ons 1 i % mabremcu)
Water Not more 8.0% 4.6 %
Boda He 6invuie 8.0%
Disintegration Not more 30 min. 8 min (xg)
Posnadanus He 6invwe 30 xe.
Dissolution NLT 80.0% of label claim in 60 minutes 101.8 %
Posuunenns (Q=75.0%)

He menwe 80,0 % i0 3asenenor Kinvrocmi sa 60

X6.

(O =750%)
Koy of spironclactone 100.0 mg/ tablet & 5.0% (95.0- 105.0) mg/ tablox | 707 me/iablet
criponanaxmony [00.0 wmz/mabremxy =+ 2.0% (95.0— 105.0)

Me/mabremxy =

Related Substances |
Cynpogixui gominmn
- canrenone Not more 1.0% 0.06 %
“KAHPEHOH He 6inviue 1.0%

<Disregard limit
<Meoiwci eusienenns

0.06 %

Microbiological quality:
Mixkpo6iororivna yaeroTa;
= Yotal bacterial count (TAMC)

<10% CFU/g

<1 CFU/g (KYO/z)




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
Bupobneno: YOPJIA MEJULIVH [JIAY CAH. BE TIX. A.IH,
Micuesnaxomxenus: 15 Temmyz Maxamemni Jxami Hoy Jhkanpeci

Ne50 I'tomenni Barpxunap/CramGyn, Typeuanna
Jiensis: TR/UY/2019/12-2

| WORLD MEDICINE

. Pharmaceutical Company

- Sazanena kinsxicms aepobrux | < 10° KYVO/2
mikpoopearismie (TAMC)
- total fungi count (TYMC) <10? CFU/g <1 CFU/g (KYOre)
: 3a2aNbHE xinoricme | < 10 KVO/2
ODINICONCOBUX  ma  MniceHegux
epubie (TYMC)
- Escherichia coli Absence in 1g Absent
Bidcymnie 1 2 Biocymui

I do hereby certify that the abovementioned data are trustworthy and accurate. This product batch is
manufactured (packaging/labelling in cluded) under the quality control on the abovementioned manufacturing site in
SJull 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
manufaciure, packaging and analysis are reviewed; conformity with the GMP is established

Lum a zaceiduyro, wo nepepaxosana suwe inopmauin ¢ dpcmosiprow i mourocw. I cepin npeoykyil’ Gyna
BUZOMOCRENA (GRIIOUAIONYU HGKYSAHHA / MAPKY6GHHA) 3 HPOGEOCHHAM KOHMPONIO AKOCHI HQ suweeKka3aniy
supobunuiil Oinsnuyi ¢ nO8HIL 8i0nogidHocmi 3 eumozamu GMP, ecmanoenerimu PEYRAROPHUM  OPZAHOM
Typeuuunu, a maroyc V eionogidnocmi  3i creyugiikayicrlo i memodamu Kormponio axocmi (MKA),
3apeccmposanumu ¢ Ypaini, IIpomoxonu SUPOOHUUMGA, ynaxosku ma ananizie Gynu  nepeznanymi ma
8CIANOGIENo 8idnoeionicmes GMP.

Surname and position of person, approving batch Py
release to market g EE -
Ipizeuye ma nocada / 360mmns ocotiu, axa eudana g"’i@%ﬁ
' " Aor c }
003611 HG BURYCK Cepll ,{i@ﬁﬁ,x‘i’t Lo
A58

Signature and date, siamp |
Hidnuc ma dama HIORUCAHHS, neyamKa / wmamn 15.06.2023 s pg plinns e s e i




