YKPATHA
UKRAINE

CEPTH®IKAT BIJIIOBITHOCTI YMOB BUPOBHUIITBA JIKAPCBHKHX 3ACOBIB
BAMOTI'AM HAJIEZKHOI BHUPOBHIYOI TIPAKTHKH

CERTIFICATE OF GMP COMPLIANCE

Ceprudixar Ne: // Certificate No:
2

L AL

Crpox aii mo: // Valid till:
17.05.2027

Yactuaa 1

Part1

TepaBna cay:xba Yxkpainn 3 Jikapcbkux 3acoGiB Ta
KOHTPOJII0 3a HapkoTukamu (Jepsiikenysx0a) sacsinuye:
HaiimenyBamis BHPOOHHKA, MiCIIE3HAXOKEHHA!
TosapucTBO 3 00MeKeHOI0 BiAMOBITANbHICTIO
"BAJIAPTIH ®APMA"
08135, Kuieceka  oOnacTs,
CeaTOmIMHCEKHI)  pafioH,  ceno
I'pymescskoro, Oyaunok 60.
HaitvenyBauns BUpOGHHHOT(HX) AiMbHHUIL(LE):
ToBapucTBO 3 00MeeHOK BiANoBiIaIbHICTIO
"BAJIAPTIH ®APMA"
JineHUOs TBEPAUX JiKapcbKHX (GopM Ha 0CHOBI ByTinIs
AKTHBOBAHOI0;
JinnHULSA TBePAMX JiKapcbKUX Gopm;
Jinbauns (acyBaHHs TA NAKYBAHHS nponylcuu i3 popmu
in bulk
Miclie npoBamKeHHs JisIbHOCTI:
08135, Kuiscnka oGmactb, Bywancekmii (Kueso-
CBATOHHCLKHIH) palioH, cexo Yaiixku, Bynaus
TpymeBebKoro, GymuHoK 58;
08135, Kuiscoka obGmacts, BydaHcexnit (Kueso-
CeaTomHHChLKHIT) paiioH, ceixo Yaiiku, Bynausa
I'pymescbKoro, Gyaunok 60.
JlineHsis Ha BUpOGHHUIITBO JiKapchkix 3aco0iB B YkpaiHi Bif
29.04.2015 cepiz AE Ne 637438
Micue BHpOOHMLTBA CHCTEMAaTHIHO [IPOXOAUTE
iHCIIEKTyBaHHS 31 BCTAHOBNEHOK MEPIOAMUHICTIO HA
Bimmosinmicte Bumoram GMP 3rigHo 3i BCTaHOBACHHUM
HOPSIKOM,
3a pesynbTaTaMy iHCIIEKTYBAHHA [[HOr0 BHPOOHMKE, OCTANHE
3 IKUX OYJ0 NpoBe/ieHe
13.05.2024 - 17.05.2024
BCTAHOBNIEHO, INO BiH BiAMOBiZac BHMOraM HAaJEXKHOI
BUpOGHHYO] MPAKTHKH, 3a3HAYEHHM B!
Hacranosi CT-H MO3V 42-4.0:2020
“Jlixapcrpki 3acofu. Hanexua BHpoOHITA TPAKTHKA”,
(nopmamuenuil axm)

ByuaHcekMH
Yaiiku,

(Kueso-
BYJTHLIL

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 "VALARTIN PHARMA"

Manufacturing site of solid dosage forms based on
activated carbon;

Manufacturing site of solid dosage forms;

Manufacturing site of filling and packaging of products
from the form in bulk

Manufacturing site address:

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

Tonosa Jep:xaBuoi cyx0u ¥YKkpainn 3
JiKAPCHKHX 32c06iB T2 KOHTPOJIIO 32
HAPKOTHKAMH .
Poman ICAEHKO

_Head of the State Service of Ukraine
Hnes and Drugs Control
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Jep:xaBHa cayx6a Yxpamﬁ/ﬁuapcblmx 3aco0iB Ta
KOHTPOJII0 32 HADKOTHKAMH

Anpeca: npocniext Bepecreiicekuit, 120-A, m. Kuis, Ykpaina,
03115

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

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

mailto: dls@dls.gov.ua

* M :18 W7

=20=A-Peresteiska 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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IO BiINMOBiNAOTE BHMOTaM HANEKHOI INPAKTHKH IIPH
BUPOGHUITE i konTponi sxocti Cucremu CriBpOOITHHITBA
dapmanesTranx incnekniit (PIC/S), mupextnsav €C Ta
pekoMeHmauiaM BeecBiTHBOI opramizaliii 0XOpOHH 30POB'S
BigmocHO mpoxykumii, MmO NpH3HAYeHA U TOpriBni Ta
ucTpubyuii B kpaiHi moxomKeHHS aGo 1A eKCIopTY.

Leit cepTudirar pinoGpaxae cran BHpoGHITOl MMBHAL] Ha
MOMEHT iHCTICKTYBaHHS, 3a3HAYEHOTO BMINE, 1 He MOXe
BHKOPUCTOBYBATHCA U1 IMiNTBCP/UKEHHA BiAMOBimIOCTI,
SKUMI0 3 MOMEHTY [pPOBEAEHHS IBOTO IHCIEKTYBAHI
npoiiio 6inpine Hix 3 poKH,

Lle#t cepTudikar BKIOYAE YacTHHH 1, 2 Ta AOKATOK.
YunnicTs uporo ceprudikara Moxe OYTH NiATBepIkeHa
OpraHoM, 1o #oro BUAAB.

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.

Yactuna 2

Part 2

Jlikapebki 3ac00H 4151 JIKOAHHH

Human Medicinal Products

1. BAPOBHUYI OIIEPALIII - JIIKAPCBKI 3ACOBH

1. MANUFACTURING OPERATIONS - MEDICINAL
PRODUCTS

1.1. CrepuabHi JikapcbKi 3aco0u

1.1. Sterile products

1.1.3 Cepmudgicayis cepii

1.1.3. Batch certification

1.2. HecTepuasHi Jikapcbki 3aco0H

1.2. Non-sterile products

1.2.1. Hecmepunoui nixapeuki 3acobu (6upobnuui onepayii
QR HACMYRHUX NIKAPCOKUX opm)

1.2.1. Non-sterile products (processing operations for the
following dosage forms)

1.2.1.1 Kancynu, TBepai

1.2.1.1. Capsules, hard shell

1,2.1.13 TaGneTkn

1.2.1.13, Tablets

1.3. Biosoriuni Jikapebki 3aco0H

1.3. Biological medicinal products

1.3.1. Bionoziuni nikapcoki 3acobu

1.3.1. Biological medicinal products

1.3.1.5. biorexnonoriuni skapceki 3acofu

1.3.1.5. Biotechnology products

1.4, Tnwi sikapenKi 3aco6u 260 BUPOGHHYA AiAIBHICTD

1.4. Other products or processing activity

1.4.1. Bupobruymeo:

1.4.1. Manufacture of:

1.4.1.1, Jlikapceki 3ac00H 3 POCTHHHOT CHPOBHHH

1.4.1.1. Herbal products

1.5. IlakyBaHHeA

1.5. Packaging

1.5.2. Bmopunre naKy8aHHsa

1.5.2. Secondary packing

1.6. IlpoBeaeHHs BHNpoOyBaHb B pAMKAX KOHTPOJIIO
siKoCTi

1.6. Quality control testing

1.6.3. Qisuuni/ximiuni

1.6.3. Chemical/Physical

2. BHPOBHHYI ONEPAIT - AKTHBHI

QAPMAIEBTHYHI IHTPETICHTHA

2. MANUFACTURING OPERATIONS - ACTIVE
SUBSTANCES

AXTHBHWH (papMaleBTHIHHIT iNrpenient:

Active Substance:

2.5. Ctyneni 3aranbHoi 00pobku

2.5. General Finishing Steps

2.5.2. TlepBUHHE NaKyBaHHs (3aKYTIOPIOBAHHS / TePMETH3ALIL
AKTHBHOTO (PAPMANEBTHYHOO IHIPENiEHTa NaKyBAaNbHHM
MaTepianoM, SKWH 3HAXONMTBCA B TPAMOMY KOHTaKTi 3
PEYOBHHOIO)

2.5.2. Primary Packaging (enclosing / sealing the active
substance within a packaging material which is in direct
contact with the substance)

TosoBa Jlep:xaBHoi cJyx0n Y KpainH 3
JikapchKHX 32C00iB TA KOHTPOJIIO 32

HAPKOTHKAMH
Poman ICAEHKO
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JepxaBHa cayxba Ykpaiin 3 .nixapcbx(nx 3a’éqéis Ta
KOHTPOJIIO 38 HAPKOTHKAMH

Aunpeca: npocrnekt Bepecreficekui, 120-A, M.}i{l‘fl’B, YxpaiHa,
03115 :

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

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

mailto: dls@dls.gov.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 official certificate
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