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CEPTU®DIKAT BIAITOBIJIHOCTI YMOB BUPOBHUIITBA JIIKAPCHBKHUX
3ACOBIB BUMOI'AM HAJIEKHOT BAPOBHHYOI IIPAKTHKHU

CERTIFICATE OF GMP COMPLIANCE

Ceprudirkar Ne: // Certificate No Crpox aii 1o:

J4Y /) 2043/ /Y P Valid till: 23.12.2025

' YacrThna | Part 1
JlepaaBHa ci1y:xkda YKpaiHH 3 JiKapcbKHX 32¢00iB State Service of Ukraine on Medicines and Drugs
Ta KOHTPOJII0 32 HapKoTHKamu ([epaiiikeiry:koa) Control confirms the following:
3acBinuyc:
HaiiMeHyBaHHS BHPOOHIKA. MICLIC3HAXO/UKCHHSI: Manufacturer’s name, registered place of business:
Toapuerso 3 101aTKOBOIO  BIANOBIAAJIBHICTIO Subsidiary Liability Company "INTERCHEM"
"IHTEPXIM"
65080. Oxeckka 001.. M. Ozteca. Jhoctopdenka 10pora. 65080, Odesa Region, city of Odesa. Lustdorfska
oy 86 doroga. block 86
HaiimMeHyBaHHS BUPOOHUYOT(MX) i bHULL(Ub): Name(s) of manutacturing site(s):
TosapuerBo 3 104aTKOBOI  BiANOBIiIAJILHICTIO Subsidiary Liability Company "INTERCHEM"
"IHTEPXIM"
JiibHiust BHPOOHHLTBA  IOTOBHX  JIIKAPCHKHX Division of finished medicines production;
34¢001B;
Aibrius BHPOOHHITBA AKTHBHUX Division of active pharmaceutical ingredients;
(hapMaleBTHUYHNIX iIHI'PEAI€HTIB;
Aintbruns  XiMiMHOTO  BHPOOHMUTBA  OpraHiuHuX Division of chemical production of organic products
IPOAYKTIB
Micle npoBajzKeHHs 1islIbHOCTI: Manufacturing site address:
05025, M. Ozieca, 21-i1 km. CtapokniBebkoi qoporu, 23 65025, city of Odesa, 21* km of Starokyivska doroga, 23
65025, M. Osteca. 21-i1 km. CTapoKHiBCHKOT 10pOTH, 65025, city of Odesa, 21 km of Starokyivska doroga,
40-A 40-A
Jinewsis Ha  BUPOOHHUTBO  JIIKAPChKHX  3aC00iB B Manufacturing authorization for medicinal products in
Vipaini 8in20.02.2015 AE Ne 295499 Ukraine from 20.02.2015 AE Ne 295499
Micue  BHPOOHHIIBA — CHCTEMATHYHO  [IPONOAHTH Facilities of above mentioned manufacturer are subject
IHCHCKTYBAHHS 31 BCTAHOBJICHOIO NEPIOAHYHICTIO Ha 1o GMP inspections at suitable intervals in accordance
BULMOBI/HICTE Binvoravt GMP 31i4HO 31 BCTAHOBICHHM with the National certification procedure.
HHOPSULKOM.
3a pesysbraTaMi IHCMCKTYBAHHS  LbOIO  BUPOOHHKA, From the knowledge gained during inspection of this
OCTAHHE 3 IKHX 0YJ10 1IPOBEIeHE manufacturer, the latest of which was conducted on
20.12.2022- 23.12.2022, 20.12.2022- 23.12.2022,
BCTAHOBJICHO. 110 BiH BIAMOBIAAE BHMOraM HaleKHOT it is considered that it complies with the Good
BUPOOHHUOT MPAKTHKH, 3a3HAUEHHM B Manufacturing Practice requirements referred to in the
Hacranosi CT-H MO3Y 42-4.0:2020 Guide 42-4.0:2020
“Jlikapebki 3aco0mn. HasesxHa BUpoOHHMUa npakTHka’, “Medicinal products. Good manufacturing practice”
. (HopyiamugeHull akin) (name of regulation document)

INoiioBa JlepxaBhoi ciyx0u Y kpainu 3
JIKAPCLKHX 32C00iB Ta KOHTPO.II0 32
HAPKOTHKAMH
Povan ICACHKO

NULAHC BULHOBLILTBHOL 0COOH IeyaTRa

Head of the State Service of Ukraine
on Medicines and Drugs Control

Roman ISAIENKO
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O BIANOBINAIOTh BUMOIAM HAJleKHOT NPAKTHKH 11pH
BUPOOHHLITBI i KOHTPOJII SAKOCTI Cueremn
CHiBpoOITHHLTBA (hapMaueBTHUHUX iHcnekuiit (PIC/S),
anpekTuBam  €C Ta  pexoMmeHmauism  BcecBiTHbOT
OpraHi3aLii OXOPOHH 310poB’sl BIAHOCHO MPOLYKLIT, L0
NpU3HadeHa s Toprisai Ta anctpudyuii B KpaiHi
IMOXOKEHHSA abo /Ul eKCIopTY.

Lleit ceprudikar Binodpakae craH BUPOORHUOT MinbHMLUI
HA MOMCHT IHCIEKTYBAHHS, 3a3HAUYE€HOro BHLIE. | He
MOKC  BHKOPHCTOBYBATHCSl A0Sl NiATBEPIKEHHS
BIAMOBIAHOCTI. AKUIO 3 MOMEHTY MPOBCIEHHS LILOTO
IHCHCKTYBAHHS NPOITILLIO Gifblue ik 3 poKiL.

Lleit ceprudikar skiovac yactunm 1, 2 1a 101aT0K.
HHHHICTL ULOTO cepTHdikaTa MOKe OYTH NIATBEPIIKEHA
OPIaHOM, 11O F1010 BHIAB.

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 country 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 three 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.

YacTruna 2

Part 2

Jlikapebki 3acodn st JOANHY

Human Medicinal Products

1. BUPOBHWUYI1 ONEPALLIT - JIKAPChK]I
3ACOBH

I. MANUFACTURING OPERATIONS -
MEDICINAL PRODUCTS

1.2. HecrepuibHi npoaykTu

1.2. Non-sterile products

1.2.1. Heemepuaoni npodykmu (supoGuuyi onepayii s
HACMYIHUN AIKAPCOKUN hopat)

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

1.2.1.1. Kancynn, tBepui 1.2.1.1. Capsules, hard shell

[.2.1.8. Inwi TBepai NikapebKi GpopMu (NOpoLIKK) 1.2.1.8. Other solid dosage forms (powders)
1.2.1.13. Tabnerku 1.2.1.13. Tablets

1.4, Inuii npoaykTu a6o BHPOOHHYA AislibHICTh 1.4. Other products or processing activity

[+ 1 Bupoonuymso:

[ 4.1 Manufacture of:

LA T HpoayK1n 3 pocanHHOT CHPOBHHM

I.4.1.1. Herbal products

1.6. [Iposeaennst BHIPOOYBAHb B paMKax KOHTPO/TIO
SIKOCTI

1.6. Quality control testing

[.6.2. MikpoGioJioriuni: MikpoSioJoriiHa Ynerora

[.6.2. Microbiological: non-sterility

[.6.3. Disuuni/xiMivuni

1.6.3. Chemical/Physical

2. BUPOBHUYI ONEPALLT - AKTUBIHI
GAPMAIEBTUUHI IHTPEJUEHTH

2. MANUFACTURING OPERATIONS - ACTIVE
SUBSTANCES

2.1. BupoOHMIITBO AKTHBHOT peuoBHHI  LLISIXOM
XiMIYHOIO cHHTE3y

2.1. Manufacture of active substance by chemical
synthesis

2.1.1. BUpOOHHUTBO aKTHBHHX MPOMIKHHX PedOBHH

2.1.1. Manufacture of active substance intermediates

2.1.2. BupoOHuurso HEOUHLLEHOT O AKTHBHOTO
(papMaLeBTHYHOrO iHIrpe/lieHTa

2.1.2. Manufacture of crude active substance

2.1.3. ConeyTBOPEHHs/ 01 uLLIEHHsI (KpHCTaizaLlis)

%)

- Salt formation/purification steps (crystallization)

2.1.4. Inwi (pereHepallist po34HHHHKIB)

~

. Other (solvent recovery)

2.5. CryueHi 3arajibHoOT 06po6KH
2.5.1 CryneHi (Giznunol 00podKH (CYLIIHHS,
NOAPIOHEHHS! ' MIKPOHI3aLLsl. MPOCIIOBAHHS)

21

2.1

2.5. General Finishing Steps

2.5.1. Physical processing steps (drying, milling
micronisation, sieving)

2.5.2. llepBinte MAKYBaHHS (3aKYIOPIOBAHHS

2.5.2. Primary Packaging (enclosing / sealing the

Fonosa lepaasnoi cayxon Ypainm 3
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Head of the State Service of Ukraine
on Medicines and Drugs Control

Roman ISAIENKO

HLUHIC BLUTOBLIA TBHOT OCOOI. neyuarka
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]‘CD.\IC'I’H'&Z!UISI AKTHUBHOI'O (l)‘c‘lPi\’lﬂllCB'I'll‘iH()l'() iHl‘pC,’li(’l;('l"d
INaKyBaJbHIM NIZ\'I‘CPi‘dJIOM, KU 3HAXOAHUTHCH B
MPSAMOMY KOHTaKTI 3 DCLIOBHHOIO)

active substance within a packaging material which is
in direct contact with the substance)

2.5.3. Broputne nakyBaHHs (PO3MIlLEHHsS T€pPMETHYHOT
NePBHHHOT YNaKOBKH BCEepenHI 30BHILIHBOIO
naKyBajibHOro matepiany ado koureiinepa. Lle Takox
Brioyae B cebe Oylb-sike MapKyBaHHs MaTepiany sl
inenTH(ikanii ado npocTexyBaHOCTI (Hymepartis cepii)
aKTHBHOTO (hapMalleBTHHHOIO iHIrpeieHTa)

2.5.3.Secondary Packaging (placing the sealed
primary package within an outer packaging material or
container. This also includes any labelling of the
material which could be used for identificauon or
traceability (lot numbering) of the active substance)

2.6. [posejieHust BUNIPOOYBaHb B paMKax KOHTPOJIIO
SIKOCT I

2.6. Quality Control Testing

2.6.1. Di3HUHI/XIMIYHI BUIIPOOYBAHHSI

2.6.1. Physical / Chemical testing

2.6.2. MikpoOio/I0riuHi - BHIIPOOYBaHHS  (BHKIIOHAIOUH
BHIIPOOYBAHHSI CTCPHIBLHOCTI)

2.6.2. Microbiological testing (excluding sterility
testing)

INososa epaaBnol ciyxOn Y kpaiun 3
JIKAPCLRUY 32C00iB TAa KOHTPO.110 34
HAPKOTHKAMH

Poman [CACHKO

Head of the State Service of Ukraine
on Medicines and Drugs Control

Roman ISAIENKO

CANNC BUANOBLAATLHOT 0C00m. nevatiga §
Ao

Jlepakasna cayxOa YKpainn 3 gikapebknx 3aco0is Ta
KOHTPOJIO 334 HAPDROTHRKAMH
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[ea 38(044) 422-55-77
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