VKPATHA
UKRAINE

CEPTH®IKAT BIIIIOBIIHOCTI YMOB BUPOBHHUIITBA JIKAPCBKHX 3ACOBIB
BHAMOT'AM HAJEKHOI BUPOFHITYOI IPAKTUKHA

CERTIFICATE OF GMP COMPLIANCE

Ceprudixar Ne: // Certificate
T it ) s

Crpox aii no: // Valid till:
17.05.2027

Yacruna 1

Part 1

Jepxapna caymba Ykpaiuu 3 JikapebKux 3acobiB Ta
KOHTPO/II0 38 HapKroTHKamu (TepaxnikcmynGa) 3acBinuye:
HaitmenypauHs BHpOGHHKA, MICIE3HAXOMIKCHHA:
ToBapucTBO 3 OOMEKEHOI0 BiINOBIIANBLHICTIO
"BAJIAPTIH ®APMA"

08135, KuiBceka o6nacth, Bydancekuit (KeeBo-
CBATOIIMHCEKHM) paitoH, ceno Yalku, ByIHIA
Ipymescskoro, Oynunok 60.

HaiimMenyBasHs BUpoCHHYOI(MX) ANEHHLI(LE):
TosapucTBo 3 00MexeHol0 BilmoBizaabHicTiO
"BAJIAPTIH ®APMA"
JinbEuug BHpPOOHHLITBA
(apMaueBTHYHHX iHrpeieHTiB
Miclie IpoBaKEHHS JisSMbHOCTI:
08135, Kuniechka obnacts, ByuaHncekuii (Kueso-
CBSITOIMHCHLKHI) pafioH, ceso Yaiiku, Bynuus
I'pymeBchbKoro, GynuHoK S58;

08135, Kuipcbka obnacts, Byuyanceruii (Kueso-
CpATOLIHHCLKHI) paiioH, ceso qamcu, BYJTHUS
I'pywescbkoro, GyanHok 60.

AKTHBHHX

Jlinensins Ha BHPOOHHUUTBO mKapcmq{x 3acobie B
Vkpaiui Bix 29.04.2015 cepis AE Ne 637438

Micne  BHpOOHHITBa  CHCTEMAaTHYHO  IPOXOJIHTH
iHCIIEKTYBaHHA 31 BCTAHORJCHOK MEPIOZMYHICTIO HA
pignosignicTs Bumoram GMP 3rigHo 3i BCTAHOBJICHHM
HOPSAIIKOM.

3a pesyaLTaTaMd {HCIIGKTYBaHHS LBOTO BHPOOHHKa,
ocranne 3 akux 0yJ0 MpoBeAcHe

13.05.2024 — 17.05.2024 :
BCTAHOBJIGHO, W0 BiH BiAMOBiZae BMMOraM HAJIENCHOT
BUPOOHHYOT IPAKTHKH, 3a3HAYSHHM B!
Hacranopi CT-H MO3Y 42-4.0:2020
“Jlikapchki 3aco6m. HanexHa BpoGHIYA MPAKTHKA”,

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

Manufacturer’s name, registered place of business:

Limited  Liability = Company '"VALARTIN
PHARMA"
08135, Kyiv region, Buchanskyi (Kyevo-

Sviatoshynsky) district, Chayky village, Grushevskogo
street, building 60.

Name(s) of manufacturing site(s):
Limited  Liability = Company
PHARMA"

Manufacturing site of active pharmaceutical
ingredients

Manufacturing site address:

"VALARTIN

08135, Kyiv region, Buchanskyi (Kyevo-
Sviatoshynsky) distriet, Chayky village,
Grushevskogo street, building 58;

08135, Kyiv region, Buchanskyi (Kyevo-
Sviatoshynsky) district, Chayky village,

Grushevskogo street, building 60.

Manufacturing authorization for medicinal products in
Ukraine from 29.04.2015 AE Ne 637438

Facilities of above mentioned manufacturer are suvject 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

13.05.2024 - 17.05.2024
it is considered that it complies with the Good
Manufacturing Practice requirements referred to in the:
Guide 42-4.0:2020
“Medicinal products. Good manufacturing practice”
(name of regulation document)

(Hopmamusnuu" axm)

f /Deputy Head of the State Service of
Ukraine on Medicines and Drugs

Control

Volodymyr KOROLENKO

signature of the Executive officer (see leff)
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110 BIAUOBIAAFOTE BMMOraM HAIEKHOI IPAKTHKH MPU
BUPOGHHITBI i  xomrponmi  AKOCTI CucreMu
cnippofiTHUITEa (apMaleBTHIHNX incnexuiit (PIC/S),
mupextuBaMm  €C 12 pexoMeHnaniam BeecBiTHROT
oprauizauii 0XOpOHH 3[OPOB'A BiHOCHO MpOAYKLIl, IO
npusHaueHa U TOPTiBIi Ta mucTpubyuii B KpaiHi
noxoKeHHs ab0 M eKCIOpTy.

Lleit ceprudikar BigoOpaxae cTan BHPOGHUYO! JMBHALE
12 MOMENT iHCTIEKTYBaHHS, 3a3HAYEHOT0 BHILE, i HE MOXKe
BUKOPMCTOBYBATHCS A MiATBEPIIKEHHS BinmoeigHoCTi,
qKIIO 3 MOMEHTY TpPOBEACHHA LBOTO iHCIEKTYBaHHA
npoitmio GLtsIe HiX 3 POKH.

Lleit cepTrdikaT BKIFOMAE HACTHHY 1, 2 Ta DOBATOK.
YumHicTh 1BOT0 cepTudikaTa MOXe GyTH TiATBEp/PKEHA
OpraHoM, o 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 3
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.

®APMAIEBTHYHI IHTPEAIEHTH

YacTuHa 2 Part 2
Jlikapchki 3aco6u AJisi JTIOOHHH Human Medicinal Products
2. BUPOGHHYI OIEPALIII - AKTHBHI 2. MANUFACTURING OPERATIONS - ACTIVE

SUBSTANCES

AKTHBHHI (bapMaleBTHIHMIT HTPEieHT:

Active Substance:

2.1. BupoGHHUTBO AKTHBHOI PEYOBMHH LLIIXOM
XiMigHOr0 CHHTE3Y

2.1. Manufacture of Active Substance by Chemical
Synthesis

2.1.3. ConeyTBOpEHHA / OUHIIECHH: nepeKkprcTalli3alis

2.1.3. Salt formation / Purification steps: recrystallization

2.5. Crynesi 3arajbHOl 00poOKH

2.5. General Finishing Steps

2.5.1 Crymeni  isianoi  06poGKH
CymiHHs, DoApiCHeHHA, ycepeIHeHHs)

(tinprpamis,

2.5.1, Physical processing steps (filtration, drying,
grinding, averaging)

2.6. IlposeneHHsi BUNpoOyBaHb B pAMKaX KOHTPOII0
SIKOCTI

2.6. Quality Control Testing

2.6.1. ®i3maHi/xiMigHi BUIpoOyBaHHA

2.6.1. Physical / Chemical testing

3acrynauk I'osoBH )1 KA
Yxkpainn 3 JikapcbK ‘c-‘ 00
KOHTPOJII0 33 HAPKOTHKANH
Bosnoguvup KOPOJIEH

, Deputy Head of the State Service of
-//I—J‘kraine on Medicines and Drugs

7 Control

Volodymyr KOROLENKO

ninmic BignoeizansHOl 0COGH,

signature of the Executive officer (sec left)

X/pyf%z ama/Date

JepskaBHa c1yx0a Yxpaiti 3 JlikapebkHX 3aco0iB Ta
KOHTPOJIIO 32 HAPKOTHKAMHU

AJpeca: IPOCIEKT Bepecrelichkuit,120-A, M. KuiB, Vxpaina,
03115

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

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