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CEPTH®IKAT BIIIIOBITHOCTI YMOB BHPOBHHUIITBA JIIKAPCBKHX
3ACOBIB BUMOI'AM HAJIEXXHOI BAPOBHHYOI IPAKTUKH

CERTIFICATE OF GMP COMPLIANCE

Ceprudixar Ne: // Certificate No:

Crpok aii xo: // Valid till:

OYR fA0a s [ GH IO 29.08.2024
Yacruua 1 Part 1
I[epm:anua cayxba Vipalunm 3 nikapehxux State Service of Ukraine on Medicines and
3aco0iB  Ta KOHTPOMI0O 332 HAPKOTHKAMH

(Jepxunikcay:xba) 3acBinuye:

HalimeHyBaHHs BUpOOHHKA, MiCLIE3HAXOHKEHHI:
KYCYM XEJTXKEP IIBT JITJ

CII-289 (A), PIIKO Isgactpian apea, Yonauki,
Bxisani, Jicr. AnBap (Pagxacran), Ingis.
HalimenyBanHs BUpoGHHYOI(MX) AINBHULI(LB):
KYCYM XEJTXKEP IIBT JITJ

Micue npoBamKeHHs NisIBHOCTI:

CII-289 (A), PIIKO Ingacrpian apea, Yonanxi,
Bxisani, Mict. Aneap (Pamxacran), Ingis.

Jlinensii Ha BUPOGHULTBO JIiKapChKMX 3acobiB B
Inpii Ne Raj-2354 (®Dopma 25) Ta Ne Raj-2355
(Popma 28) Bim 04.08.2007 crpokom xii mo
03.08.2027.
3a pesynbTaraMM OUCTAHLINHHOT OLIHKH LLOIO
BHpOOHHKa, sika Oyrna nposejieHa

18.08.2022 — 29.08.2022,

BCTAHOBJIEHO, IO BiH BiAMOBijac BUMOraM
HaJIeXKHOT BUPOOHUYOT MPAKTHKH, 3a3HAYEHUM B

Hactanosi CT-H MO3VY 42-4.0:2020
“Jlikapebki 3acobu. Hanexua supoGumuua

NIpPaKTHKa”,
(nopmamuenuii axm)

Drugs Control (SMDC) confirms the following:

Manufacturer’s name, registered place of business:
KUSUM HEALTHCARE PVT LTD

SP-289 (A), RIICO Industrial area, Chopanki,
Bhiwadi, Dist. Alwar (Rajasthan), India.

Name(s) of manufacturing site(s):
KUSUM HEALTHCARE PVT LTD

Manufacturing site address:
SP-289 (A), RIICO Industrial area, Chopanki,
Bhiwadi, Dist. Alwar (Rajasthan), India.

Manufacturing  authorization medicinai
products in India  from  04.08.2007
Ne Raj-2354 (Form 25) and Ne Raj-2355 (Form 28)
valid until 03.08.2027.

From the knowledge of remote assessment

18.08.2022 - 29.08.2022,
it is considered that it complies with the Good
Manufacturing Practice requirements referred to in
the

for

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

3acrynnuk Lososn Ji¢ A
Yxpainu 3 nikapesgix:3ac
KOHTPOJIIO 32 HAPK)THKaN
Boaogumup KOP

/ _~Deputy Head of the State Service of
Ukraine on Medicines and Drugs Control

/] Volodymyr KOROLENKO

niAnyc BiAnoBinaasHOT ©

signature of the Executive officer (see lefi)

JepaaBHa cayxb6a YKpainu 3 jJikapebKux 3acobis Ta
KOHTPOJIIO 32 HAPKOTHKAMH

Axnpeca: npocnekt Bepecreticbkuii, 120-A, M. Kuis, YkpaiHa,
03115

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

®Daxkc: +38(044) 422-55-77

mailto: dls@dls.gov.ua

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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Lleii ceprudikar BrItoyae yacTUHH 1, 2 Ta JOAATOK.

Yunuicte 0bpOro ceprudikata Moxe OyTH
HiATBEpKEHA OPraHoM, IO HOro BUIaB

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

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

YacTnua 2

Part 2

Jlikapcbki 3ac00H 1151 JIIOIMHH

Human Medicinal Products

1. BAPOEHHWYI OIEPAIIII - NIKAPCBKI
3ACOBH

1. MANUFACTURING OPERATIONS -
MEDICINAL PRODUCTS

1.2. HecTepuapHi Jikapebki 3acodn

1.2. Non-sterile medicinal products

1.2.1. Hecmepunwvhi nixapcvki 3acobu (eupobuuyi
onepayii Onsi HACMYNHUX JIKAPCLKUX POpm)

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

1.2.1.1. Kancyny, TBepai

1.2.1.1. Capsules, hard

1.2.1.5. PiguHu j1s 30BHILIHBOTO 3aCTOCYBAHHS

1.2.1.5. Liquids for external use

1.2.1.8. Inwi TBepai jikapcbki ¢GopMH (TpaHyiH,
TIOPOLLUKH ISl OPAIBHOI CYCIEH3ii)

1.2.1.8. Other solid dosage forms (granules,
powders for oral suspension)

1.2.1.11. M’aki

1.2.1.11. Semi-solids

1.2.1.12. Cynoauropii

1.2.1.12. Suppositories

1.2.1.13. Tabnerku

1.2.1.13. Tablets

1.6. IIpoBenenHst BUIPoOyBaHb B paMKax
KOHTPOJII0 IKOCTI

1.6. Quality control testing

1.6.2. Mikpob6ionoriuHi: Mikpo6ionoriyHa 4ncToTa

1.6.2. Microbiological: non-sterility

1.6.3. ®iznuni/xiMiugi

1.6.3. Chemical/Physical

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

signature of the Executive officer (see left)

KOHTPOJII0 32 HAPKOTHKAMH
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State Service of Ukraine on Medicines and Drugs Contro}

03115 Address: 120-A, Beresteiska avenue, Kyiv 03115, Ukraine

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