YKPAIHA
UKRAINE

CEPTH®IKAT BIAMMOBITHOCTI YMOB BUPOBHUUTBA JIIKAPCHKHUX 3ACOBIB
BUMOT' AM HAJIEXKHOT BUPOBHHUYOI TPAKTUKH

CERTIFICATE OF CMP COMPLIANCE

Ceprudikar Ne: // Certificate No:
C8% /7025 /5wt o

Crpoxk gii xo: // Valid till:
06.12.2027

Yacruua 1

Part 1

Jep:kapHa eayxba VYkpaiHH 3 JiKapchKHX
3ac00iB  Ta KOHTPOJI 33 HAPKOTHKAMH
(Aepaxnikeny:xba) 3aceizuye:

HailiMenyBaHHs BHpOOHHKaA, MiCIIe3HAXOIKEHHS:

«Xemodapm» Al

bearpagcekuii mnax 6/n, 26300, M. Bpuan,
Pecnybnika Cep0is

HaliMenyBaHHsa BUPOOHHYOT(HX) AiNBHALI(1IB):
«Xemodapm» AJl

Micie npoBamKeHHs AiAABHOCTI:
bearpagcekmii murax 6/, 26300, m. Bpman,
Pecnybaika Cepbis

Jlinensis Ha BUPOOHUUTBO NIKAPCHKMX 3ac00IB y
Pecriyoniui Cep6ia Big 09.05.2024 Ne 001551092
2024 11900 008 004 530 115.

Micue BHpPOOHHUTBA CHCTEMAaTH4YHO MPOXOAUTH
IHCTIEKTYBAHHA 31 BCTAHOBJICHOK MEPIOAMYHICTIO Ha
BignoBizHicT  Bumoram  GMP  3rigno  3i
BCTAHOBJIEHUM TOPAAKOM.

3a pe3ynbTaTaMH iHCHEKTYBaHHS OrO BUPOOHHKA
OCTAHHE 3 sIKMX OyNo npoBesieHe

18.11.2024 — 22.11.2024, 03.12.2024,
05.12.2024, 06.12.2024

*

BCTAHOBJICHO, 1110 BIH BiINOBI1a€ BUMOTAM HaNEKHOT
BHPOOHHYOT NPAKTUKH, 3a3HAYCHHUM B

Hacranosi CT-H MO3Y 42-4.0:2020
“Jlikapeski 3acobu. Hanexna Bupobunya npaxtuka”,
(Hopmamusnutt axim)

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

Manufacturer’s name, registered place of business:
«Hemofarm» AD

Beogradski put bb, 26300, Vrsac, Republic of
Serbia

Name(s) of manufacturing site(s):
«Hemofarm» AD

Manufacturing site address:
Beogradski put bb, 26300, Vrsac, Republic of
Serbia

Manufacturing authorization for medicinal products
in Republic of Serbia from 09.05.2024 Ne 001551092
2024 11900 008 004 530 115.

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

18.11.2024 — 22.11.2024, 03.12.2024,
05.12.2024, 06.12.2024

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)

IosoBa [ep:kaBHoi ciyx0n Ykpainu 3
JikapebKHX 32¢00iB Ta KOHTPOJIO 32
HAPKOTHKAMHM 7
Poman ICAEHKO / g —

Head of the State Service of Ukraine

: /‘f,/ on Medicines and Drugs Control

Roman ISAIENKO

11iAMTHC BiAMOBIAANEHOT 0co0H, nevyaTka AT

Jepaasua cayxba ¥ kpainn 3 aikapeekux 3acobis Ta
KOHTPOJI0 33 HAPKOTHKAMH

Anpeca: npocnext bepecreiicbkuit, 120-A, M. Kuis, Ykpaina,
03115

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

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

mailto: dlswdls. gov.ua

signature of the Executive officer (see left)
|

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

Cropinka/Cropinok/1/2
Page/Pages



110 BiIMOBiAAFOTh BUMOraM HaJIeXKHOT IPAKTHKY NpH
BUpOOHMITBI i  KoHTpom  skocTi  CucTemy
criBpoOiTHUIITBA  (hapMaleBTHYHUX  IHCIEKLiH
(PIC/S), nupektuBam €C Ta pexkoMeHJaLisAM
BeeceiTHboi  opraHizailii  OXOpPOHM  3/10pOB'A
BIJIHOCHO TNIPOAYKII, IO TpU3HAUeHa Alsd TOPriRfi
Ta auctpuOyuii B KpaiHi noxomkeuHs abo ans
EKCIOPTY.

Le#t ceprudikar BinoOpaxae cTaH BHPOOHHYOT
OiNBHULI HA MOMEHT IHCIEKTyBaHH#, 3a3HAYEHOTO
BUIIE, 1 HE MOYE BHKOPHCTOBYBATHCA JUIA
HiATBEPAAKEHHA BIAMNOBIAHOCTI, AKUIO 3 MOMEHTY
NPOBEIeHHS 1IbOT0 IHCHEKTYBaHHs Npoiiio Oinbiie
Hi%k 3 poku.

Lle#i ceprudikat BKIItouae YacTuHH 1, 2 Ta 10AaTOK.
Yunnicte uboro  ceptudikata  Moxke  OyTH
NiATBEPPKEHA OPTraHoM, 110 HOrO 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 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 retlect 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.

Yacruxa 2 Part 2
Jlikapcebki 3ac00M ISl JTIOIHHH Human Medicinal Products
1. BHPOBHHYI OIEPAII - JIKAPCBKI 1. MANUFACTURING OPERATIONS -
3ACOBH MEDICINAL PRODUCTS

1.2. HecrepuiibHi JiikapebKi 3ac00H

1.2. Non-sterile products

1.2.1. Hecmepunbni Jnixapcexi 3acobu (6upoOnuyi
onepayii 018 HACMYRHUX AIKAPCLKUX opm)

for the following dosage forms)

1.2.1. Non-sterile products (processing operations

1.2.1.13. Tabnerkn

1.2.1.13. Tablets

1.6. TIlpopesenns BunpofypaHb B PaMKax
KOHTPOJI0 SIKOCTI

1.6. Quality control testing

1.6.2. Mikpo6ioJioriugi: MikpobioJsioriyHa YHCToTa

1.6.2. Microbiological: non-sterility

1.6.3. @i3uuni/XiMiuHI

1.6.3. Chemical/Physical

Byov-siki obamexcenus abo nosiciienis, o Maroms
gionowennss 0o yvoco cepmudixama;  wodo
n. 1.2.1.13. mabremxu, exkpumi  HIBKOGOIO
000H0HKOI0,

Any restrictions or clarifying remarks related to the
scope of this certificate: regarding p. 1.2.1.13. film-
coated tablets.

Tlonosa Jdep:kaBHoi cayxbu YKpaiuu 3
JikapcbKHX 3ac00iB Ta KOHTpoOJO 32 7

e
-~

7’

//Head of the State Service of Ukraine
on Meédicines and Drugs Control

Roman ISAIENKO

signature of the Executive officer (see left)

HAPKOTHKAMH .
Poman ICAEHKO { F ( _/-/
i d : 2 LA o
NIANnKHC BIANOBLAANBHOL DCOGH. ne4vyaTrka P 4
v

L7/ e el s Tama/Date

Jep:kaBHa cayxba Vkpaiuu 3 aikapcbkux 3acobis Ta
KOHTPOJIIO 32 HAPKOTHKAMH

Anpeca: npocnekt bepecreiiceiuii,120-A, M. Kuig, Ykpaina,
03115

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

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

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
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IEPEJIIK JIIKAPCBKHX 3ACOBIB, 3APEECTPOBAHUX ABO 3AIIVIAHOBAHHUX 1O

PEECTPAILII B YKPATHI

LIST OF PRODUCTS, AUTHORISED OR PLANNED TO BE AUTHORISED IN UKRAINE

Hoparok no ceprudikara Bil ¢4 op 2026
Annex to certificate 66{//(5/ 5/ £ P trom '
BHPOOHUK «Xemopapm» AJl
Anpeca Micusi NPOBaKEHHS JISIBHOCTI:
bearpaacekui musix 6/n, 26300, m. Bpmau, Pecniydonika Cep6in
manufacturer «Hemofarm» AD

110 ceprudikara

Manufacturing site address:
Beogradski put bb, 26300, Vrsac, Republic of Serbia

CTPOKOM il A0

P
to certificate  C57/2026/Emp valid till 06.12.2027
Ne Ha3zsa gikapebkoro 3acody PeecTpauiiine
3/n Ha3gpa Ta Jgikapchka Haspa Ta nikapcbka MixunapoaHa nocBiT4eHHS
topma sikapebkoro dopma dikapcbKoro HENaTeHTOBaHA Ha3Ba (Toprosa
3acolby (ykpaiHcbKoI0 3acoby (aHraificbKoI0 nio4oi(nx) Jinen3is)
MOBOIO) MOBOI0) peYOBHHH(HH), y TOMY Ne
yHCai iX mepestik — Aas (B Ykpaini)
0araToKOMNOHEHTHHX
(koMOiHOBaHHX) —
AHIIICBKOK MOBOIO
Bupoonuymeo 3a nOGHUM UUKITOM
1 OJIMECTAQN, OLMESTAD, Olmesartan medoxomil V¥ npoueci
TabJIeTKH, BKPHUTI film-coated tablets 20 mg; peectpamii
naiekoBoio obosonkoro mo | 10 tablets in blister; 3
20 wmr; mo 10 Tabnerok y blisters in carton box
outictepi; no 3 OmicTepH B
KapTOHHII kopobiii
2 OJIMECTAZ, OLMESTAD, Olmesartan medoxomil V¥ mpoueci
TabNeTKH, BKPHUTI film-coated tablets 40 mg; peecTpauii
niBKoBo1 obGonoukow 1o | 10 tablets in blister; 3
40 mr; o 10 Tabnerox y blisters in carton box
Onicrepi; no 3 Guicrepu B
KapTOHHiH KopoOui

I'onosa lepxaBHol cayxéu Yipainu 3
JiKapcbKHX 3ac00iB Ta KOHTPOJIIO 3a

HAPKOTHKAMM
Poman ICAEHKO

MIATHC BIANOBINANBLHOT 0CO0H, nevarka

%6145 Tama/Date

P <
,__,.z,_'// Head o tate Seryice of Ukraine
/‘/ /on Meditinesand Drugs Control
: dl [1]] i |l i
F == ‘Roman ISAIENKO

Vi

signatiee.of the Execitive officer (see left)

JepxaBHa cayxda Y kpaiHy 3 nikapcbKuX 3acobie Ta

KOHTPOI0 334 HAPKOTHKAMH

Agnpeca: npocnekT bepectefichknii, 120-A, M. Kuis, Ykpaiua,

03115
Ten.: +38(044) 422-55-77
Maxc: +38(044) 422-55-77

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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HEPEJIIK JIIKAPCBKHUX 3ACOBIB, 3APE€ECTPOBAHUX ABO 3ATLJIAHOBAHUX A0
PEECTPAIIII B YKPATHI
LIST OF PRODUCTS, AUTHORISED OR PLANNED TO BE AUTHORISED IN UKRAINE

Jonatok no ceprudikara

Annex to certificate 56‘@4'625}/(’/ up ?rlsm ofoeLals
Ne Hasga JikapceKkoro 3acofy PeecTpaniiine
3/m Ha3sga ta gikapcska Haszea Ta nikapceka MixxHapoaHa NOCBiT4EHHSs
doupMa JiKapCbKoIo dopma aikapebKoro HelATeHTOBAHA HA3BA {Toprosa
3acoby (YKpaiHCsEKoI0 3aco0y (aHrmilichKolo Air040i(Hx) Jinen3sis)
MOBOIO) MOBOI0) peyoBHHH(MH), Y TOMY Ne
YHei ix mepesik — 1us (B Yxpaini)
0araToKOMIOHEHTHHX
(kombiHOBaHuX) —
AHIiHCHKOI0 MOBOIO
3 OJIMECTA, OLMESTAD, Olmesartan medoxomil VY npoueci
TabneTkn, BKpUTI film-coated tablets 10 mg; peecTparii
IUTIBKOBOKO 000sioHKkow0 o | 10 tablets in blister; 3
10 mr; no 10 tabnerok y blisters in carton box
6nicrepi; no 3 Omictepu B
KapTOHHIH KOpoO11i
4 OJIMECTAIH, OLMESTAD H, Olmesartan medoxomil/ Y npoueci
TabJeTKH, BKPHUTI film-coated tablets 20 Hydrochlorothiazide peecTpanii
MiBKOBOIO 00osoHKoI0 o | mg/12,5 mg; 10 tablets in
20 mr/12,5 mr; o 10 blister; 3 blisters in carton
Tabnerok y 6nicrepi; no 3 | box
GuicTepu B KapTOHHIH
KopoO1i
5 OJIMECTAI H, OLMESTAD H, Olmesartan medoxomil/ Y nporieci
TabNeTKH, BKPUTI film-coated tablets 20 Hydrochlorothiazide peectpaurii
IJTiBKOBOIO 000JIOHKOIO 10 | mg/25 mg; 10 tablets in
20 mMr/25 mr; no 10 blister; 3 blisters in carton
Tabnerok y 6micrepi; no 3 | box
OnicTepy B KapTOHHIH
Kopob1i
6 OJMECTAJLH, OLMESTAD H, Olmesartan medoxomil/ VY npoueci
TabNeTKH, BKPHTI film-coated tablets 40 Hydrochlorothiazide peectpattii
MiBKOBOIO obosoHKko0 o | mg/12,5 mg; 10 tablets in
40 mr/12,5 mr; o 10 blister; 3 blisters in carton
tabseTok y Guictepi; mo 3 | box

INonora lep:xaBHoi cayxou YKkpainu 3
JiKapchLKHX 3ac00iB Ta KOHTPOJIIO 32

HAPKOTHKAMH //
Poman ICAEHKO £

He.;ﬁfTI‘Ré‘Ptate Servme of Ukraine
on Meﬂlcmzq and Drugs Control

Rmen 1 ENKO

" § 2 = /
OiINKC BIANOBLIANBHOT 0cO0M, NevaTka ﬂ

1un~numm-ﬂ'i;. Executive officer (see left)

Lee /2025 Tlama/Date

&

Jep:kaBua cayxba Y kpainu 3 aikapeskux 3acodis Ta
KOHTPOJII0 32 HADKOTHKAMH

Agpeca: npocnekT bepecreiichkuii, 120-A, m. Kuis, Ykpaina,

03115
Ten.: +38(044) 422-55-77
Daxc: +38(044) 422-55-77

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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IEPEJIK JTIKAPCBKHUX 3ACOBIB, 3APEECTPOBAHUX ABO 3AIIVIAHOBAH#X 10
PECCTPAIII B YKPAIHI
LIST OF PRODUCTS, AUTHORISED OR PLANNED TO BE AUTHORISED IN UKRAINE

0JATOK No ceprudikata Bill R
innex toxclcrtif?caii] [6%@{' j’/g’/f,_f/ﬂ from 6 (’{ 2 6. /Z‘é/( J
No Ha3ssa mikapcbkoro 3acody Peectpauiiine
3/m Ha3spa Ta gikapebka Ha3spa Ta nxikapceka Mixnapoana nocBinYeHHs:
Gopma sikapebKoro popma JgikapcbKo10 HEHATeHTUBAHA HA3ZBA (Toprosa
3ac00y (YKPAIHCHKOI0 3acoly (aHrailichbKo¥0 Hir04oi(ux) Jlinensis)
MOBOIO) MOBOI0) peYoBHHH(HH), Y TOMY Ne
yueai iX mepetik — mas (B ¥Yxpaini)
0araToKOMMOHEHTHHX
(komMGiHOBaHHX) —
AHTJIHCBKOI0 MOBOIO
OnicTepu B KapTOHHIH
Kopobui
7 OJIMECTAJ H, OLMESTAD H, Olmesartan medoxomil/ ¥ npoueci
TabneTku, BKPHUTI film-coated tablets 40 Hydrochlorothiazide peectpartii
U11BKOBOIO 00010HKOI0 110 | mg/25 mg; 10 tablets in
40 mr/25 mr; o 10 blister; 3 blisters in carton
Tabnerok y OaicTepi; no 3 box
OJticTepH B KapTOHHI
KOpooOi11i
8 PAIITEH PETAPJ, RAPTEN RETARD, Diclofenac sodium UA/1785/01/01
TabJeTKH, BKPHUTI prolonged-release, film
MJ11BKOBOIO 000JIOHKOIO, coated tablets 100 mg; 10
npononrosasei Aii no 100 | tablets in blister; 2 blisters
mr; o 10 Tabnertok y in the carton box
©nicrepi; no 2 Gaicrepu B
KapTOHHIH YIaKOBLi
9 XEMOMIIIUH®, HEMOMYCIN, Azithromycin UA/1073/02/01
TaOJeTKH, BKPUTI film-coated tablets, 500
MJ1iBKOBOIO 0607I0HKOI0, MO | mg; 3 tablets in blister; 1
500 mr; no 3 tabnetku y blister in the carton box
6mictepi; mo | Guicrepy B
KapTOHHil kopobui

Fonosa [lepxaBnol ciyx0u Ykpainu 3
JiKapcLKHX 3aco6iB Ta KOHTPOJIO 33

HAPKOTHKAMHU
Poman ICAEHKO

MANKHC BiAMOBIAANLHOT 0CO0M, NevaTka

E7/66 /Lal s Tama/Date

Hepaasna cayx6a Yrpainu 3 nikapcbKux 3acobis Ta

g Roma ISAn;: KO

qlgmurral‘m\the iXe

KOHTPO 32 HAPKOTHKAMH

Anpeca: npocniext bepecrekichkuii,120-A, m. Kuis, Yipaina,

03115
Ten.: +38(044) 422-55-77
Daxc: +38(044) 422-55-77

mailto; diswedls.gov.ug

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

Cropinka/Cropinox/3/3
Page/Pages



