YKPAITHA
UKRAINE

CEPTU®IKAT BIANNOBIAHOCTI YMOB BI/IPOBHI/III'I:BA JIKAPCBKHUX 3ACOBIB
BUMOI'AM HAJIEZKHOI BUPOBHHYOI IPAKTAKH

CERTIFICATE OF GMP COMPLIANCE

Cepradikar Ne; // Certificate No:
AP

TNl

Crpok xaii go: // Valid till:
20.01.2027

Yacruna 1

Part 1

HMepxaBHa cayxGa Ykpainu 3 JIKapCHKUX
32c00iB Ta KOHTpoNO 3a HAPKOTHKAMH
(Zepxnikemynx6a) sacBizuye:

HaiimMeHnyBanHa Bupo6HIKa, MiCLIE3HAXOKEHHS:
YOPJII MEJQUIIVH LJTAY CAH. BE
TLIK. A.IIL

15 Temmys Maxanneini Jixami Moy oxamneci Ne50
Touewni Barmknnap/Cramby, Typeuunna

HalimeHyBanHs BHpoGHHUOT(1X) AinbHULI(LE):
YOPJII MEJUIIVIH IJIAY CAH. BE
TILAXK. A.III.

Micue npoBamkenns gisabHOCTI:
OII3Y, xBapraxa I.O.Mawa, 6-Ta Bymmnst, Ne3(0,
Yepkeskoii/Texipaar, Typeaunsa

Jliuensis Ha BMPOGHMUTBO NiKapchKHX 3acoBiB y
Typeuunni Bix 01.06.2023 Ne TR/UY/2020/29-10
Micue BHpOOHMITBA CcHCTEMAaTHYHO NPOXOHTE
IHCIEKTYBAHHS 3i BCTAHOBICHOIO NEPIOAMUHICTIO Ha
BianoBiaHicts  Bumorav GMP  arigmo 3
BCTaHOBJIEHUM MOPAAKOM.

3a pesyIbTaTtamu iHCTIEKTYBaHHS LBOrO BUpOOHUKa,
OCTaHHE 3 AKMX OyJI0 NpoBeacHe

15.07.2024 - 20.07.2024

BCTaHOBJICHO, 1110 BiH BiANOBiAac BUMOraM HAJIEXKHO]
BHUPOOHHYOT NPAKTHKH, 3a3HAYEHUM B

Yxpainn 3 nikapenkn 3G
KOHTPOJIIO 32 HAPKOTHEA
Boaogavup KOPOJI

State Service of Ukraine on Medicines and Drugs
Control (SMDC) confirms the following:

Manufacturer’s name, registered place of business:
WORLD MEDICINE ILAC SAN. VE
TIC. A.S.

15 Temmuz Mahallesi Cami Yolu Caddesi No:50
Gunesli Bagcilar/Istanbul, Turkey

Name(s) of manufacturing site(s):

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

Manufacturing site address:

COSB G.O.Pasa Mah. 6. Cad.
Cerkezkoy/Tekirdag, Turkey

No:30,

Manufacturing authorization for medicinal products
in Turkey from 01.06.2023 Ne TR/UY/2020/29-10

Facilities of above mentioned manufacturer are
subject to GMP inspections at suitable intervals in
accordance with the National certification procedure.

From the knowledge gained during inspection of this
manufacturer, the latest of which was conducted on

15.07.2024 - 20.07.2024

it is considered that it complies with the Good
Manufacturing Practice requirements referred to in
the

/D'eputy Head of the State Service of
Ukraine

on Medicines and Drugs Control
Volodymyr KOROLENKO
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signature of the Executive officer (see left)
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KOHTPOJIIO 32 HAPKOTHKAMH
Aipeca: npocnekt Bepecreiicrkuit, 120-A, m. KuiB, Yrpaina,
03115

Texn.: +38(044) 422-55-77

Dakc: +38(044) 422-55-77
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State Service of Ukraine on Medicines and Drugs Control

Address: 120-A. Beresteiska avenue, Kyiv 03115, Ukraine
Phone: +38(044) 422-55-77

Fax: +38(044) 422-55-77

This English translation is for reference only and is not part of
the official certificate
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Hactanoei CT-H MO3YV 42-4.0:2020
“Jlikapcbki 3aco0u. Hasteskna BupoOH4a npakTHKa”,
(Hopmamusnuit axm)

Guide 42-4.0:2020
“Medicinal products. Good manufacturing practice”,
(name of regulation document)

1110 BiATIOBiJAIOTh BUMOTaM HaJIeKHOT PaKTUKU [TPU
BHpOOHMUTBI 1 KOHTponi sxocti  Cucremu
cniBpobitHuTBa  apMaleBTUYHHX  IHCIEKUiH
(PIC/S), mupexktuBaMm €C Ta peKOMEHIAUisM
BcecBiTHROI  oprasizamii  OXOpoOHH  310pOB'A
BiIHOCHO MpOAYKUii, 1110 NMpU3HaYeHa JUIA TOPriBM
Ta aMcTpuOyuil B KkpaiHi noxo/pkeHHs abo s
EKCIIOPTY.

Lle#t ceptudikar BigoOpakae cTaH BHPOOHHHOL
JAiNBHULI HA MOMEHT iHCHEKTYBAaHHS, 3a3HAYEHOTO
BUIlE, 1 HE MOXKE BHKOPHCTOBYBATHCH A
NiATBEpIKEHHA BiANOBIJHOCTI, SKIIO 3 MOMEHTY
NpoBeIeHHs UbOro IHCNEeKTY BaHHA Npoiinino Giibme
HiX 2,5 poku.

Lleit cepTudikaT BKIIOYAE YaCTUHU 1, 2 Ta JOAATOK.
UnuuaicTs Lporo  ceprudikara Moxke Oytw
NiATBepIyKeHa OPraHoM, 110 HOro BHAAB.

which is harmonized with the requirements of Good
practices in the manufacture and quality control of
the Pharmaceutical Inspection Convention/Co-
operation Scheme (PIC/S), EU Directives, and World
Health Organization recommendations in respect of
products to be sold or distributed within the county
of origin or to be exported.

This certificate reflects the status of the
manufacturing site at the time of the inspection noted
above and should not be relied upon to reflect the
compliance status if more than 2,5 years have elapsed
since the date of that inspection.

This certificate includes the Parts 1, 2 and Annex.
The authenticity of this certificate may be verified
with the issuing authority.

Hacruna 2 Part 2
Jlikapceski 3aco0u AJsl TIOAHHA Human Medicinal Products
1. BAPOBHHYI ONEPAIIIl - JIKAPCBKI 1. MANUFACTURING OPERATIONS -
3ACOBH MEDICINAL PRODUCTS

1.2. HecTepuiasbHi JikapcbKi 3aco0n

1.2. Non-sterile products

1.2.1. Hecmepuawni aixapcvki 3acobu (6upobuuni
onepayii 018 HACMYRHUX KAPCOKUX Gopm)

for the following dosage forms)

1.2.1. Non-sterile products (processing operations

1.2.1.6. PigyHu a4 BHYTPILIHBOrO 3aCTOCYBAHHS

1.2.1.6. Liquids for internal use

1.2.1.11. M'ski

1.2.1.11. Semi-solids

1.2.1.12. Cyno3uTopii

1.2.1.12. Suppositories

1.6. liposegennss  BUNpOGYBaHb
KOHTPOJ10 AIKOCTI

B paMkax

1.6. Quality control testing

1.6.2. MixpoGionoriuHi: MikpobiosoriqHa y1ucToTa

1.6.2. Microbiological: non-sterility

1.6.3. ®iznuni/ximiuHi

1.6.3. Chemical/Physical
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Deputy Head of the State Service of
Ukraine

on Medicines and Drugs Control
Volodymyr KOROLENKO
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signature of the Executive officer (see left)
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Azpeca: npocnekt bepecreiicekuit, 120-A, M. Kuis, Yxpaina,
03115

Ten.: +38(044) 422-55-77

dakc: +38(044) 422-55-77
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State Service of Ukraine on Medicines and Drugs Control

Address: 120-A, Beresteiska avenue, Kyiv 03115, Ukraine
Phone: +38(044) 422-55-77

Fax: +38(044) 422-55-77
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the official certificate

Cropinka/CropiHok/2/2
Page/Pages



HNEPEJIIK JIKAPChKHUX 3ACOBIB, 3APE€CTPOBA.HI/IX ABO 3AILIAH
PEECTPAILII B YKPAIHI
LIST OF PRODUCTS, AUTHORISED OR PLANNED TO BE AUTHORISED IN UKRAINE

fatinfa s, 508 205

OBAHUX J0

Homatok no ceprudixara
Annex to certificate

BHPOOHHK YOPJIA MEJMIUH LUTAY CAH. BE TIIK. A
AJipeca MicIist IpOBaKCHHS MisIbHOCTI:
OlI34, xBapraa I'.O.Ilama, 6-ta Byauns, Ne30,
Yepkeskoii/Tekxipaar, Typequnna

manufacturer WORLD MEDICINE ILAC SAN. VE TIC. A.S.

Manufacturing site address:
COSB G.0.Pasa Mah. 6. Cad. No:30, Cerkezkoy/Tekirdag, Turkey

) sy

10 ceprapikar CTPOKOM il A0

to certificate valid till 20.01.2027
Ne Hasga nikapcbkoro 3acoy Peectpaniiine
3/n | Ha3ga Ta Jikapcbka ¢popma Ha3sga Ta gikapcebka Mixnapoana MOCBiTIYeHHS
JiKapebKoro 3acoly ¢dopma nixapebkoro HEeNATEeHTOBAHA HA3Ba (Toprosa
(yxpaincnko10 MoBoio) 3aco0y (aHrilicbKoN0 Airo4oi(ux) JAinen3sin)
MOBOI0) pevoBHHE(NA), Y TOMY Ne
gncai Ix nepeaik — qn (B Yxpainui)
0araToKoMnoneNTHHX
(xomGinoBaHmXx) —
AHIiHCHKOI0 MOBOIO
Bupoornuymeo 3a noenum yuxiom
1. | APTOKCAH, ARTOXAN, Tenoxicam B npoueci
reas 10,0 Mr/r o 45 r y 1y6i; 1 gel, 10,0 mg/g, 45 g Nel peecTpauii
Ty6a B KapTOHHIN KOpobIi
2. | APTPOKO.I, ARTROCOL, Ketoprofen UA/19017/01/01
rens, 25 Mr/rno 45 ry 1y6i, no | gel, 25 mg/g, 45 g in a tube,
1 1y6i B KapTOHHIl KOpoO6Lj 1 tube in a cardboard box
3. | AEPUJIAH @, DERYLIFE, Clobetasol propionate UA/18398/01/01
kpeM, 0,5 mr/r, o 50 r g Ty6i; cream, 0.5 mg/g, 50 gina
o 1 Ty6i B KapToHHi# kopobIi tube, 1 tube in a cardboard
box
4. | KIOAU®EH, CLODIFEN, Diclofenac UA/13861/01/01
ress, 50 Mr/r o 45 r y Ty6ax; gel, 50 mg/g, 45 g in tubes, 1
o 1 1y6i y kapToHHili kopoOni tube in a carton box

KOHTPOJIIO 32 HAPKOTHK
Boaoapamup KOPOJIEHK:

NiATHC BiANOBiTaIBHOT 0CO6H, |

ama/Date

KOHTPOJIO 32 HAPKOTHKAMH

Axpeca: npocniext Bepecreiichkuii, 120-A, M. KuiB, Vkpaina,

03115
Ten.: +38(044) 422-55-77
Dakc: +38(044) 422-55-77

mailto: dls@dls.gov.ua

Deputy Head of the State Service of

¥ /Ukraine
on Medicines and Drugs Control
Volodymyr KOROLENKO

signature of the Executive officer (see left)

State Service of Ukraine on Medicines and Drugs Control

Address: 120-A, Beresteiska avenue, Kyiv 031135, Ukraine
Phone: +38(044) 422-55-77
Fax: +38(044) 422-55-77

This English translation is for reference only and is not part of the
official certificate
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HEPEJIK JIIKAPCHKHX 3ACOBIB, 3APE€CTPOBAHUX ABO 3AILIAHOBAHUX bi (0]
PECCTPAIIII B YKPATHI
LIST OF PRODUCTS, AUTHORISED OR PLANNED TO BE AUTHORISED IN UKRAINE

Honarok jo ceprudirara

AALE 22

Bix
Annex to certificate / W 7@ W W from
Ne Ha3ssa Jikapcbkoro 3acofy Peectpaniiine
3/m | Ha3pa 1a Jikapceka popma Hasga Ta gikapcnka Mixnapoana HOCBiAYeHHA
JHKapebKOro 3acoby dopma aikapcbkoro HENATeHTOBAHA Ha3Ba (Toprosa
(yxpaiHCBKOI0O MOBOIO) 3aco0y (anraiiicLxor0 Air090i(ux) Jinen3sin)
MOBOIO) pevYOBHHH(HH), Y TOMY Ne
Yncai iX nepexik — aosg (B YKpaini)
0araTOKOMIOHEHTHHX
(xomOiHOBaHMX) —
AHNIiHCHKOI0 MOBOIO
5. | KOJIEJAH, COLEDAN, Cholecalciferol UA/16448/01/01
KpanJi opaibHi, po3unH, 15000 | oral drops, solution, 15000
MO, no 10 mMn y dnakoni- IU, 10 mi in a flacon
KpanenbHu1i; no 1 drakony B dropper; 1 flacon dropper in
KapTOHHi# KopoOui a carton box
6. | KCHJIA30JI, XYLAZOL, Xylometazoline, UA/18500/01/01
crpeit HazanbHUM, po3yuH no 10 | nasal spray,solution 10 mlin | Dexpanthenol
M1y GIIaKoHi 3 pO3NUITIOBAYEM flacon with spray nozzle and
Td 3aXHCHUM KOBHAYKOM; 110 1 protective cap; 1 flacon in a
(hnakony B KapTOHHIMH KopoOLi carton box
7. | KCUJIA3OJ-KIAC, XYLAZOL-KIDS, Xylometazoline, UA/18501/01/01
cHpeil Ha3aNbHUM, po3uuH, no 10 | nasal spray,solution 10 ml in | Dexpanthenol
M1y ¢nakoHi 3 posmamosadeM | flacon with spray nozzle and
Ta 3aXUCHAM KOBIAYKOM; 110 1 protective cap; 1 flacon in a
()I1aKOHY B KapTOHHIH KOpoOILi carton box
8. | JIMEHOA-JI, LIMENDA-L, Metronidazol, miconazole | UA/15946/01/01
CYFO3UTOpil BariHaibHi, no 7 vaginal suppositories, 7
CYHO3UTOpIiiB y GiticTepi; no 1 suppositories in a blister; 1
Oaictrepy y kOMILIeKTi 3 7 blister with 7 disposable
HanankYHUKaMH OJ{HOPA30BOTO fingertips in a carton box
BHKOPHCTaHHSA Y KapTOHHIH
KopoOLi
9. | IIMEHIA, LIMENDA, Metronidazol, miconazole | UA/14636/01/01
CYNO3UTOpii BariHaNbHi, 1o 7 vaginal suppositories, 7
cyno3uTtopiis y omictepi; no 1 suppositories in a blister; 1
6iicTepy y KOMIUICKTi 3 7 blister with 7 disposable
HarnalbYHHKaMHU OJHOPa30BOrO fingertips or 2 blisters with
BHKOpUCTaHHA abo 1o 2 14 disposable fingertips in a
6micTepy y KOMIUIEKTI 3 14 carton box
3actynauk T'onosu Jlep Cryac Deputy Head of the State Service of

Yxpainu 3 aikapcbKuX
KOHTPOJTIO 32 HAPKOT
Bosoanmup KOPO.I

MiAMKC BiANOBIANEHOI 0c0oD

UKkraine

on Medicines and Drugs Control

Volodymyr KOROLENKO

signature of the Executive officer (see Ieft)

State Service of Ukraine on Medicines and Drugs Control
KOHTPO.I0 32 HAPKOTHKAMH

Agxpeca: npocnexr Bepecrelicekuii, 120-A, M. Kuis, Ykpaiua,
03115

Ten.: +38(044) 422-55-77

Daxc: +38(044) 422-55-77

mailto: dlst@dls.cov.ua

Address: 120-A, Beresteiska avenue, Kyiv 03115, Ukraine
Phone: +~38(044) 422-55-77

Fax: +38(044) 422-55-77

This English translation is for reference only and is not part of the
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HEPEJIIK JJIKAPCHKUX 3ACOBIB, 3BAPEECTPOBAHUX AEO 3AIILTAHOBAHHX 10

PEECTPAITIi B YKPATHI

LIST OF PRODUCTS, AUTHORISED OR PLANNED TO BE AUTHORISED IN UKRAINE

A dika . .
s iV ISRV PP

reab 12,5 mr/r no 60 ry Ty6i; 1
Ty0a B B KapTOHHiii KOpo6ii

gel 12.5 mg/g, 60 g in a tube;
1 tube in a carton box

Ne Ha3sga Jjikapcbkoro 3acoly PeecTpaniiine
3/ | Ha3sa ta Jlikapcbka ¢popma Ha3sga Ta nikapcbka Mixunapoana HOCBiTYeHHA
JiKapebKoro 3acody ¢dopma gikapcbkoro HENMATEeHTOBAHA HA3BA (Toprosa
(yxpaincbko10 MoBoio) 3aco0y (anraiiicekoro Ai090i(Hx) JineH3is)
MOBOI0) PeIOBHHH(HR), y TOMY Ne
qHcH X nepenik — qin (B Yxpaiui)
0araTokoMmoHeHTHHX
(xombGinoBannx) —
AHIJIIHCHKOI0 MOBOIO
HanajlbYHUKaMH OXHOPA30BOTO
BUKOPHCTAHHA Y KapTOHH it
KOpoOwi
10.| MEAYJIAK-BM, MEDULAC-WM, syrup, Lactulose B npoueci
cupon, 667 mr/mi, 180 mi abo 667 mg/ml, 180 ml or 200 peecTpauii
1o 200 mn, aGo o 250 mu1, a6o ml, or 250 ml, or 500 ml in
10 500 M y ¢itakoni Nel flacon Nel
11.| METAKAPTHUH, METACARTIN, Levocarnitine UA/18029/01/01
PO34uH opanbhnid 2 1/10 M, no | oral solution 2 g/10ml, 10
10 M1y dpraxonax Ne 10 y m] in flacons No. 10 in a
KapTOHHiH Kopobui carton box
12.| MYCKOMEJ, MUSKOMED, Thiocolchicoside UA/16594/01/01
KpeMm, mo 2,5 Mr/rno 30 r y Ty6i, | cream, 2.5 mg/g, 30 gina
1o 1 1y6i B kapToHHiii kopo6wi tube, 1 tube in a carton box
13.| POHOILINT, RONOCIT, Citicoline UA/18790/01/01
PO34HH opankHuH, 100 Mr/mii o | oral solution, 100 mg/ml, 10
10 mn y dnakoni; mo 10 ¢naxonis| mlina flacon; 10 flacons in a
¥ KapTOHHil kopoOuj carton box
14.| CEPTO®EH, SERTOFEN, Dexketoprofen UA/17608/02/01

3actynuux I'oioen HAepxasuoftay
YKpainu 3 gikapebxnx 3 % it
KOHTPOJII0 32 HAPKOTHKANE)
Boxoaumup KOPOJIEHK(

. . . " < o
HIANHKC BIATIOBiAANBHOT 0cob! ﬁe TKa

{mma/Date %é;

Hepzcaeua cayméa Ykpaiuu 3 .
KOHTPOII0 32 HAPKOTHKAMH
Aapeca: npocriexr Bepecreiichiuit, 120-A, M. Kuis, Vxpaina,
03115

Ten.: +38(044) 422-55-77

Dakc: +38(044) 422-55-77

Z,//—li

| M.II.

Phone: +38(044) 422-55-77
Fax: +38(044) 422-55-77

mailto: dis @dls.cov. . .
SEs.50v.ug official certificate

Deputy Head of the State Service of
/ aine
P rmedicines and Drugs Control
Volodymyr KOROLENKO

signature of the Executive officer (see left)
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