YKPAIHA
UKRAINE

CEPTU®IKAT BIATIOBIAHOCTI YMOB BAPOBHUIITBA JIKAPCBKHX 3ACOBIB
BUMOTI'AM HAJIEZKHOI BUPOBHIUYOI IIPAKTUKH

CERTIFICATE OF GMP COMPLIANCE

Ceprudikat Ne: // Certificate No:
034 ) 20ZA | GMP

Crpox aii go: // Valid till:
26.01.2024

Yacruna 1

Part 1

HepxkaBHa ciayxkb6a YkpaiHu 3 JIIKapCbKHX
3ac00iB Ta KOHTPOJI0 32 HAPKOTHKAMH
(depexiikciy:xba) 3acBiguye:

HatlimeHyBaHHS BUPOOHUKA,
MiCLIE3HAXOIKEHHS:

Esepronken Jlaiidp Caencus Jlimiren

ILnot Ne: Ec-8, Ec-9, Ec-13/I1i Ta Ec-14/I1i Ti
Ec Aii Aii Ci, ®apma Ec I 3er, I'pin
Inpacrpian IMapk, [Monenanai (Bi), €xuepaa
(Em), Maxa6y6uarap, Tenanrana, IH-509
301, Inpgis

HaiimeHyBaHHs BUpOOHUYOT(MX) AiNbHULI(LIB):
Eseprom:ken Jlaiig Caencus Jlimiren

Miciie npoBamKeHHs AisTbHOCTI:

Inot Ne: Ec-8, Ec-9, Ec-13/I1i Ta Ec-14/11i Ti
Ec Aii Aii Ci, ®apma Ec I 3er, I'pin
Inpacrpian Iapk, Iloaenamii (Bi), €xuepia
(Em), MaxaGy6unarap, Teaanrana, IH-509
301, Inpis

JliueH3ii Ha BUPOGHHUIITBO J1iKapChKUX 3ac00iB B
Ingii Ne 7/MN/TS/2014/F/G Tepminom aii mo
03.09.2024 Ta Ne 19/MN/AP/2014/F/G
tepmiHoMm aii mo 01.05.2024.

3a pesysibTaTaMyd JUCTAHLIMHOT OLIHKK LOTO
BUpOOHHUKa, sika Oysa npoBeAeHa
17.01.2022 — 26.01.2022,

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

Manufacturer’s name, registered place of
business:

Evertogen Life Sciences Limited

Plot No: S-8, S-9, S-13/P & S-14/P TSIIC,
Pharma SEZ, Green Industrial Park,
Polepally v), Jadcherla ™M),
Mahabubnagar, Telangana, IN-509 301,
India

Name(s) of manufacturing site(s):

Evertogen Life Sciences Limited
Manufacturing site address:

Plot No: S-8, S-9, S-13/P & S-14/P TSIIC,
Pharma SEZ, Green Industrial Park,
Polepally V), Jadcherla M),
Mahabubnagar, Telangana, IN-509 301,
India

Manufacturing authorization for medicinal
products in India Ne 7/MN/TS/2014/F/G valid
until 03.09.2024 and Ne 19/MN/AP/2014/F/G
valid until 01.05.2024.

From the knowledge of remote assessment
17.01.2022 — 26.01.2022,
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KOHTPOJII0 32 HADKOTHKAMH
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Vxpaina, 03115

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

daxc: 38(044) 422-55-77
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BCTAHOBJIEHO, ILIO BiH BiJIOBiae BUMOram
HaJIe)KHOT BUPOOHUYOT MPAKTHKH, 3a3HAUECHHUM
B

Hacranosi CT-H MO3YVY 42-4.0:2020

“Jlikapceki 3acobu. HanexxHa BUpoOHHYA
npakTHKa”,
(HopmamusHuti akm) :

Lleit ceprudpikaT BKIIOYAae 4yacTUHH 1, 2 Ta
JIOIATOK.

YuHHiCTE UBOro cepTUdikaTa Moxke OyTH
TiATBepPKEHa OPraHoM, 110 HOro BHIAB

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)
This certificate includes the Parts 1, 2 and
Annex.

The authenticity of this certificate may be
verified with the issuing authority

YacTtuHa 2

Part 2

Jlikapcbki 3aco0u 1J1s1 JIIOAHHH

Human Medicinal Products

1. BAUPOBHHYI OMEPAIIII - IIKAPCBKI
3ACOBH

1. MANUFACTURING OPERATIONS -
MEDICINAL PRODUCTS

1.2. HecrepuiibHi JikapcbKi 3aco0u

1.2. Non-sterile medicinal products

1.2.1. HecmepunoHi NIKApCuKi 3acobu
(6upobHuYi onepayii O HACMYNHUX JIKAPCOKUX

popm)

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

forms)

1.2.1.1. Kancynu, TBepai

1.2.1.1. Capsules, hard shell

1.2.1.8. Iumi TBepni Jikapceki
(MOPOLIKH /1Jisl OpaJbHUX PO3UHHIB )

dopmu

1.2.1.8. Other solid dosage forms (powders for
oral solutions)

1.2.1.13. Tabnerkn

1.2.1.13. Tablets

1.6. IlpoBenennsi BUnpoOyBaHb B paMKax
KOHTPOJIIO SIKOCTI

1.6. Quality control testing

1.6.2. Mikpo6iosnoriysi: Mikpo6ioJoriusa
YHCTOTA

1.6.2. Microbiological: non-sterility

1.6.3. @i3uuHi/xXiMiUHI

1.6.3. Chemical/Physical

T'osnosa JepxaBHoi ciayxbn Ykpainu 3
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HepxaBHa ci1y:k6a Ykpainu 3 JiKapcbKHX 3aC
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signature of the Executive officer (see left)
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