VKPATHA
UKRAINE

CEPTU®IKAT BIANIOBLIHOCTI YMOB BHPOBHULTBA JIKAPCBKHX
3ACOBIB BUMOI'AM HAJIEXKHOF BUPOBHHUYOI TIPAKTHKH

CERTIFICATE OF GMP COMPLIANCE

Ceprudirar Ne: // Certificate No: Crpow 4iv 10: /7 Valid till:
004 [A043 [ 6P 27032024
' " Yacruna 1 Part 1 |

Jlepxasua ciayxba Yxpainn 3 Jjikapchkux
3a¢06iB  Ta  KOHTPO.II0 33  HAPKOTHKAMA
(Jlepa.aiketymba) sacsiauyc:

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

Haiimetiysarust sHpOSHHRA. MICHE3HIND TRCHIS: Manufacturer’s name. registered place ot business:
XeromMonT 1.0.0. tjemomont d.o.0.

By.1. 8 Mapra, 35a, 81000, m. TToaropuns, 8 Marta 55a str., 81000, Podgorica, Montenegro
Yopuoropis :

HalimenyBanHs BUPOOHHHOT(MX) AIBIHILI( L) Name(s) of manutacturing site(s):

XeMOMOHT 21.0.0. Hemomont d.o.o.

Micite npoBaKeHHs AiibHOCTE: Manufacturing site address:

By, 8 Mapia, 55a, 81000, w. Tlouopuns,

: 8 Marta 55a str., 81000, Podgorica, Viontenegro
HYopuoropis .

Manufacturing authorization for medicinal products

Jliensis Ha BHPOOHHIITBO 1IKAPCLKHX 3acofiB B . i g ot
Anap ap ; in Montenegro from 19.04.2010 Ne2050/19 373

Hoproropit i1 19.04.2019 Ne2050.19/15773-1409

1409
Mictie BHpOGHHILIBA CHCTEMATHUHO HIPONOIHTH Facilities of above mentioned manufacturer are
THCHCKTYRAHHA 31 BCTAHORBACHOK) HEPIOAHHHICTIO ‘subject to GMP inspections at switable intervals in
Ha  Bigniosianicrs BuMoram  GMP srimo 3 accordance  with the  Navonal  certificanon
BCTAHOBICHUM HOPHAKOM. procedure.

32 pesysIbTATaMM  IHCTICKTYBAHHA  1bOIO From the know ledge gained during inspection of this
rpabidra, ocratne 3 SKHX 010 nporejicHe manufacturer. the latest of which was conducted v
23.09.2019 - 27.09.2019, 23.09.2019 - 27.09.2019,
RCTAHOKICHO,  Hlo BB BEIOBLKC  BHMOIAM it is considered that it complies with the Good
FIOARNOT BEPOSHHIOL Ipak iy sasiaacinv 30 D Manufacturing Pracuce reanirements referred 1o

L the
Hacranosi C'1-H MO3YVY 42-4.0:2016 “Jlikapebki Guide 42-4.0:2016 “Medicinal products.
sacobun. Hallescnd supoOnuua npakTuiga’ Good manufacturing practice”
_Anopuamuenui akm) g ~{(name of regulation document)

Foaoba Jlepxasuol caywbu Yipaiun 3
JRAPCHKANY  3Aco0iB T4 KOHTPGaw 3

HAPROTHRAME 4 ‘/./
Poman ICACHKO : L W ENKO
. . . .- - 4 A . . e ~
NLARHC BIATOBLAILUGE GCOOR. TicuaTka 7, /" M ?ﬁl?& Executive officer (see leth
| P . =% ¥
,/0 ,Q{-’M?{,-gflunm”l)dm

P
, S 2y - I
JepmasHa caymda Yrpaiuu snwapenrnx 3acodin o gy
KOHTPO.IO 32 HapreTuRamy’

Asipeca: upoctient Hepemoru 120-A0 m. Kiis-113. =t Tremohy avenue. Kyiv- 11 Ui,
Vipaina. 03115 03115

Tex: 380-14) 422-55-77 Phone: +38(0-) 122-55-77

Duke. 38(U-FH 422-55-77 Fax, -38{04-4y 122.85.77
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HPH BUPOGHMUTBI | KOHTpOs skocti Cuctemu
CHiBPOBITHALTBA  (APMALEBTHHHUN  THCHEKILIH
(PIC/S). ampektusam €C Ta  peKOMeHAALUSM
BeecriTHboT — opraizail  OXOpPOHH  310POB's

ta AWMCTpuOYyLii B KkpaiHi noxomwkenns abo ana
eKCTIopTY.

ALILHALL HA MOMEHT IHCHERTYBAHHL. 3a311aucionn
BHIC. 1 HE MOWKE BHKOPHCTOBVBATHUH  L1s
HIATBEPKEHHS BLUTOBLAHOCTI. AKILO 3 MOMENTY
MPOBEACHHS LLOIO  IHCIEKTYBAHHA  [TPOHLLI0
Giablie HIX 3 POKH.

lHei ceprudikar srmouac
HOAATOK.

UninicTb  WbOIO  Ceprudikara vowke
HATBEP,IKEHA OPralIoM. (1O HOro Bian.

yactiid 1. 2 Ta

Gy 1

110 Bl,_lﬂOBlIla}OI‘b BMMOIa'Vl Hdﬂe)KHOI NpakTHKN

BLAIOCHO 1POAYKUIT, LLO NpH3Hateta 18 TOPriBii |

et ceprudikar sigoGpaxkae cran BHPOGHUUOT

which is harmonized with the requirements of Good
practices in the manufacture and quality control of
the Pharmaceutical  Inspection  Convention:Cu-
operation  Scheme (PIC/S). LU 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 it more than three years have
elapsed since the date of that inspection.

This certificate includes the Parts 1. 2 and Annex.
Fhe authenticity of this certificate may be verilied
with the issuing authority.

L Bupoduuua onepauist 1.2.1.8 das aikapeskux
3ACO0IG MLTORY YEhAToenopuiosol py i

2 el cepimdisan
HPOUeSYPU OUYINKY PUIURIS.
l 3. Ledt cepmuchivam Oiticnuir oo 27.03.2024.

GUOIL 1 aCiHG]

1 Manufacturing operation 1.2.1.8 for medicinal
products only cephalosporin group.
2o Mhis certificate iy issued on ihe
assessment procedure..,

3. This certificate is valid unril 27.03 2024

rivk

hirsis vk il

Pocosa Jlepxkasnoi ciayxén Yrpaium 3
JIKAPCLKHX 3aco0iB Ta KOHTPOdI0 3a
HAPKOTHKAMH §

Poman ICACHKO

\the State Service of Ukraine on
\ and Drugs Control

HEAHC BLANOBLALILHOT 0COOH. e ‘I:l]l\(l

/0 0/ 9{0163[(1/7/1: Daie _IX

Jepwasna caymxba Yrpainn 3 gikapenkix sacodis ra

KOHTPOJIIO 38 HAPKOTHRAMH

Aapeca: npocnext [Tepemorn. 120-A. M. Kuis-115,
Yipaina, 03115
Pen: 38(0:44) 422-55-7
Wake: 38044 ) 422-5:

77
i
5-77

nailto: dlsidls.gov.ua

\ ' )[na vl‘g l‘l NKO

e [xecutive othicer (see fefl)

§
Oherviee of }@:‘?

T MoKAlE e

ne on Medicines and Drugs

Address: 120-A. Peremohy avenue. Kyiv-115, Ukraine
03113
Phone: +38(0-113 422-55-77

Paxs S8 22.58.77

Ihis English uamlauon 15 tor reference only and is sol pan
of the ofticial certiticate

Cropitka. Cropinor 2 2
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Yacrnna 2 Part 2 :
Jlikapcebki 3ac00m A5 J0IHIHT Human Medicinal Products
1. BUPOBHHUUYI OITEPAILT ~ MKAPCBLKI 1. MANUFACTURING OPERATIONS - ].
3ACOBH MEDICINAL PRODUCTS |
1.2. Hecrepuanni jgirapebki sacotn 1.2. Non-sterile products ]|
1.2.1. Hecreprabhi AiKapebKi 3ac00n (BHpOOHUI 1.2.1. Non-sterile products (processing operations |
olepauil L1 HACTYIHHNN JIKapChRUN (hopm) for the following dosage forms) 1
1.2, 8.8, i eeepai stikapeski hopaiu (rpauy:iu [.2.1.8. Other solid dosage forms (granules for oral |
LIS OPAILHOT cycliensii) suspension) !
1.6. Ilposejienns sHNPoOYBanL B paMKax 1.6. Quality control testing :
KOHTPOII0 HKOCTI |
1.6.3. DiznuHi/XiMitHI i.0.3. Chemical Phy sweal Mol -
byov-siki oOmesncenns abo ROACHENUA, 1O MAIONTb Any restrictions or clarifving remarks related 10 the
GIOUOWeHNS 00 WbOO Cepmugiramda: seope of this certificare: |



IEPEJIK JIKAPCBKHX 3ACOBIB, 3APECCTPOBAHUX ABO 3ATNIAHOBAHHWX J10

PECCTPAIUT B YKPATHI

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

Jonatok no ceptudikara
Annex to certificate

O93,J4033/ 6P 10.07. 4043

BiI
from

BUPOOHUK XeMOMOHT /1.0.0,

Ajipeca MICIS HIPORAIKCHHS SUILHOCTL:

ByJ. 8 Mapra, 55a, 81000, m. IToaropuns, Hopnoropis
manufacturer Hemomont d.o.o.

Manufacturing site address:
8 Marta 53a str., 81000, Podgorica, Montenegro

7o ceprudpikara

00| A4S [ P

CTPOKOM LT J10

to certificate valid till 27.03.2024
Ne 1lasBa gikapenroro 3acoly [
3/ Mixcnapoiana '
HeImaTeHTOBAHA HA3BA Peccrpauiiine
Hazga Ta aikapebka Haspa ra aikapebra AlH0u0i(uX) HOCBIAYEeHHH
¢opma Jikapebroro dopma gikapcbKoro pevOBHHU(HH), ¥ TOMY (Toproea jineusis)
3a¢00y (YKpalHChKO10 3acoly (anraiiicbKo10 yuedi Ix nepeaik — juis Ne

MOBOI))

MOBOK)

0AraTOKOMITOHCHTHHX
(koMOITOBAaHNX)
{AHTAHCHKOI0 MOBOIO)

(B Ykpaini

Bupobnuumeso neposhacosanoi npodyxuii, n

epeuniaG ma 6MopUItia YitaKO8Ra

1 BEDAJEKCHH,
TpaHynn 1Jis opaibHoT
cycnensit, 100 sut (250
Mi/Sam) nodry
dnakonis no | gaakony
Pa3OM 3 MIPHOIO JIOKKOKO
Y KapToHHIN yriakosLi

CEFALEXIN,

granules for oral
suspension, 100 ml (250
mg /Smi). 40 g in bottle: |
bottle with measuring
spoon in cardboard box

Cephalexin UA/7888/01/0]

Fosnosa Jepxkapuoi caywbéu Ykpaium 3
JiKApChKHX  3acoBiB  Ta KOHTpoaw 32

HAPKOTHRAMH
Poman ICACHKO

NiNHC BIATOBLAAILHOT 0coBH. neuarka

NepicaBHa caywGa ¥Ykpaluu 3 nikapcbkux 3acobie Ta

KOHTPOJIH0 32 HAPKOTHKAMH

Aupeca: npoctert flepemoru, 120-A. M. Kuis-115,

VYxpaina, 03115
Tea.: 38(044) 422-55-77
®Gaxkc: 38(044) 422-55-77

mailto: dls@dls.gov.ua

Ukraine. 03115

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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