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.Eiocume:s

| Homep cepum rorosoi npoaykumn:
| Crpana-nponssoantent:

__| YAoCTOBepeHus:

.| faTa okoHuan

R

E-mail

OBLIECTBO C OrPAHUYEHHOWN OTBETCTBEHHOCTbIO
PUPMA “HOBODAPM-EUOCUHTE3”

. Info@

@-CC.IIC-156/03

Ten/thake: (04141) 2-05-59, 2-43-57

novofarm.com.ua, http:/Aww.novofarm.com. ua

CEPTU®UKAT CEPUU NEKAPCTBEHHOIO CPELCTBA Ne 452

| Haumenosanue, cuna
ACUCTBUA/AKTUBHOCTL,

- NeKapcTBeHHas (hopma u pasmep
| YNaKkoBKM (MACHTUYHO TEKCTY Ha
ynakoske roToBOI NpoayKumuu):

Haumenosanue ctpanuticrpan
HasHawenus ans cepun:
Homep perucrpauymontoro
faranpouseopcrea:
WA Cpoka rogHocTH:

HazsaHus, agpeca u Homepa

8. | nuuen3uit Bcex yyacTrkos

| NPOU3BOACTBA U KOHTPONS KavecTsa:
f i
_9" Ceprudukathl cooTReTCTBUS GMP
- BCEX y4acTKOB, yKasaHHbIX B .8:
_10. | Pesynutavel avanmsos:
' 11. | KommenTapuu:
I ‘ S— —— e ———— ik S L I

3anenexue o ceptudukamu:

| WUmsa v pamunua

| YnonHomoueHHoro nuua, KoTopoe

13.
- OCyulecTBnAET cepTUdUKayuio

‘ 14,

i
{

(Ccépppr . = 0000000000
| Moanuck YnonHoMoueHHoro nuua,
| KOTOPOEe oCyWecTBNeT

| CepTudimkaumio cepun
| Bata nognucanms

| HEOrEM

1000 mn pacrsopa CozepxuT: nosuaoxa 60 r, HaTpus xnopuaa |

| Ypaura

| cermabpn 2019,

5.5 r, kanus xnopupa 0.42r, kanbuus Xnopuaa rekcaruapara
0.5 r, maruus xnopupa rexcaruapara 0.005 r, natpus

| rmgpokapbonara 0.23 r

| pacTeop AnsA nHdyawii

ro 200 mn 8 GyTbinkax

010918 """ | Pasmep cepuw: | 9648 ynax.

Monposa
UA/9724/01/01

109.2022 .

| MPOVM3BEAEHO, BKIIOUAR YNAKOBKY/MAPKNPOBKY 1 KOHTPOMb |

kauectsa Ha OOO dmpme «Hosoapm-Erocunres» no
anpecy: _

YKutomupckas obn., r. Hosorpaa-BonblHckuin,

yn. XKutomupckas, a.38;
nuueHsns cepus AB Ne

578998; ceuaetennctso 06

ceptucpukar GMP 042/2018/GMP

_| npueenens: & ceprudpukare ananwaa (npunowenve 1).

XPaHTL B OPUMHaNLHOM YNIakoBKe Npu TemnepaType

ACHCTBYIOWEM pYKOBOACTBE MO GMP, yTBepxaeHHOM

arrecTayun  (PUINKO-XUMUIECKOI U mepoﬁmonomqecxoﬁl
_| naGopatopuit OKK Ne 104, :

He Bbiwe 25 °C. XpaHuTs B HeAOCTYNHOM ANs AeTel MecTe. |
3TMM NOATBEPXNAAI0, UTO BCE NPOU3BOACTBEHHBLIE cTapun |
ATSi 3TOW CepuK roTOBOW MPOAYKLMK Bbinu NPOV3BEAEHbI B |
MNOJIHOM COOTBETCTBUN ¢ TPEGOBAHUAMN YCTAHOBNEHHLIMU B |

Mutuctepcteom  3gpaBooxpaHeHus YKkpawubel, u c
TpeGosanuamu PErucTpayuoHHoro  Jocke  CTPaHbl

| HasHaueHua. ~ S
Kapny:ickas O.A.



2 YKPATHA
. UKRAINE
CEPTHOIKAT BIANOBIAHOCTI YMOB BUPOBHH LHTBA JIIKAPCLKUX 3ACOBIB
5_ BIMOTAM HAJIEIKHOT BUPOBHUYOT IPAKTHKH
N CERTIFICATE OF GMP COMPLIANCE
( eprudirar Crpok fii no:
.,u tificate 042/2018/GMP Valid till: 22.06.2021
¥ Uncrnna 1 Part 1
€ \lq)m.lmm cayxba Yipainu 3 aikapesenx sacobin State Service of Ukraine on Medicines and Drugs
? 1A KOWTPOIIO 32 HAPKOTHKRAMN (Jepraireny:xta) Control confirms the following:
'S'ztcninl!y(::
; }immeny]mm—m BUPOBITAKA, MICHE3HANO/PKEHH Manufacturer’s name, registered place of business:
! $‘ OBAPHCTBRO 3 00MEKEN010 BigNOBANLIICTIO Gipaa firm «Novofar m-Bmsyntcz» Ltd.
| Hosodapm-Biocunres"
{ Vipaina, 11700, Muromupebka 061, micto Hosorpaa- Ukraine, 11700, Zhytomyr region, town Novograd-
% %30&;4;-1%[(54:‘-‘1, Bynuiln JKuromupenica, 6yanior 38 Volynskyi, Zhytomyrska street, building 38
‘; _daiinenysats BUpoSHHUoi(MX) Minbimi(un): Name(s) ol manulacturing site(s):
i Vonapuerno 3 06MeIKEH0I0 BIATOBIAAALITCTIO (pipnia firm «Novofarm-Biosyntez» Ltd,
} -\\;Hﬂuﬂ(llapm—ﬂi(mﬂIl'l'C‘J”
; ﬁ‘lia,ue NPOBAKEHHS AIUILHOCTI: Manufacturing site address:
Vicpaina, 11700, Murosupenica o, miero Honor paL- Ukraine, 11700, Zhytomyr region, town Novograd-
‘!n Jmnenicnit, sysogs Auromupenica, Gyunor 38; Volynskyi, Zhytomyrska street, building 38; Ukraine,
[ t wpatua, 11700, JKirrosupeniea 06, micro Hosorpaa- 11700, Zhytomyr region, town Novograd-Volynskyi,Voli
\ln winesruit, wysims Boai, Gyanno 55 strect, building 55
\InLemtsl 1A BHPOOHUILTBO NiKAPCLKKX 3acoBin 1 Manufacturing authorization for medicinal products in
\> kpaiui vin 22.11.2011 AB Ne 578998 Ukraine {rom 22.11.2011 AB Ne 578998
\‘,\hule BHPOOHHIITBA CHCTEMATHUHO NIPOXOJHTL Facilities of above mentioned manufacturer are subject
§é|—|cnurcT5'nzlliis>1 3i BCTAHOBCHOIO NCPIOIUUHICTIO 1A to GMP inspections at suitable intervals in accordance
\ianosiaHicTs BuMoram GMP ariino 3i scranossicHi with the National certification procedure.
S’ IOPHLUKOM,
t?a pe3ysibTaTamu  iHCHEKTYBaHH ULOIo BUpodIKa, From the knowledge gained during inspection of this
lsoc ‘anne 3 akux Oyno tpose/ene manufacturer, the latest of which was conducted on
A 18.06.2018 - 22.06.2018, 18.06.2018 - 22.06.2018,
LRCTAHORACHO, WO BIE BIULIOBIIAC BHMOTAM HANeIKHov it is considered that it complies with the Good
_:-‘anpu(vnutzo'f MPAKTHKH, 323HA4CHUM B Manufacturing Practice requirements referred to in the
Hacranosi CT-H MO3Y 42-4.0:2016 Guide 42-4.0:2016
I: Miwapenki 3acobu. Hanexna supobivua npakgka’, “Medicinal products. Good manufacturing praclice”
A (nupmnmrmri‘m axm) ) (nane ufr..’qu!un'«‘m dociment)

N

\R o. Posionn Jepaasnol c.uymfu ’S’Mhuuu Acting Head of the State Service of

L3 TiRapebruX 3acobiB 4 R wrposo 3a S o Ukraine on Medicines and Drugs
HAPKOTHRAMH :' if P Control

L BLB. Hiauna bt i ! e V.V. Tsilyna

\ i/ M1/

! 7

‘m,.... 1 ulnoBEANILIY 0co0H
»depiasna caywta Yipatie 3 AiKApeLKUX acobio m Itr.m fpuum
1 30 HAPKOTHRAM

anaxomkeuua: npocnekt Mepemorn, 120-A, m. Kiis-1185,

: signature of the Exeeutive officer (see lely
State Service of Ukraine on Medicines and Drugs Control

Address: 120-A, Peremohy avenue, Kyiv-115, Ukraine, 03115

Phone: +38(044) 422-55-77
Fax: +38(04-0) 422-55-77

#38{044) 422-55-77
$38{044) 422-55-77
- diszrdls.gov.ua
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This English translation is for reference only and is not part of the
afficial contificate
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10 BUNIOBIAAIOTH BUMOIAM HANIEKHOT NPAKTHKH [PH
upobuuurei i kouTponi AKOCTI Cucremu
nispoGiTHHITEA apMALIEBTHUHIX (HCTICKIL I (PIC/S),
upextuamM  €C  ta  pekoMesjaitisM  BeecBiTHROT
pravisawii oXopoHH 310poB’s BigHOCHO POy KT,
10 npusnavena i roprisii Ta querpubyuii B kpaiui
oxokenus aGo ang EKCIopTY.

leli  ceprudixar  wigoGpawac  cran  wupoGumiof
UNBHMLE B2 MOMENT iHCHeKTYBanig, 3a3HAUeHOr0
HIHIE, 1 HC MOKE BHUKOPHCTOBYBATHCS JUs
HATBEP/DKCHHS  BIANOBIAHOCTI, sk 3 MOMCHTY
IPOBCACHH UBOTO {NCHCKTYBAaHHs npoiiino Biiplue
1ioi¢ 3 poku.

leit ceprudirar srimnovae vacrunnm 1, 2 1a gogatok.
Tangiets  wworo  ceprudpikara moske Oyru
ITBEP/VKEHA OPraHoOM, 110 {1010 BHAAR.

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.

Yactuna 2

Part 2

Hikapeniei 3acob1 guist Juoannn

Human Medicinal Products

I. BHPOBHHUYI OTIEPAIIII - JITKAPCLK1
3ACOBH

1. MANUFACTURING OPERATIONS -
MEDICINAL PRODUCTS

L1 Crepunnni npoaykru

1.1. Sterile products

111, Acenmuno sueomosneni (eupobimmi onepayit
DI NGEAYIRUX Rikapesiux hopat)

1.1.1. Aseptically prepared (processing operations for
the Jollowing dosage forms)

LA Piyunn B ynakoskax manoro oG’ emy

I.1.1.4. Small volume liquids

[1.2 o niddaomoes: kinyesiii cmepunizayii
(aupoBini onepayii dns nacmyniux aikapeokux thopm)

1.1.2. Terminally sterilised (processing operations for
the Jollowing dosage forms)

LL2.1 Piwnn B ynakoskax seinkoro of6’emy

1.1.2.1. Large volume liquids

123, Pignin s ynakoskax manora o6’emy

1.1.2.3. Small volume liquids

1.3. Bionoriuui nikapenki sacotn

[.3.1. Dionoziuni nikapeoki sacobu

1.3, Biological medicinal products

1.3.1. Biological medicinal products

1.3.1.8. hiwi Gionoriuui sikapenki sacoGu (Jtikapebki
3acobn, surotoeaeHi i3 cyGerannii Gionoriuioro
OXOJUKENHA)

1.3.1.8. Other biological medicinal products (medicines
with substance of biological origin)

L6, ITponepenus sHnpobyBans B paMKax KOHTPOIIO
SIROCTI

1.6, Quality control testing

1.6.1. MikpobBionioriuni: crepuabicTs

1.6.1. Microbiological: sterility

,1.6.2. MikpoGiosnoritui: mikpoGiosoriuna uncrora

1.6.2. Microbiological: non-sterility

r . " " . .
1.6.3. Dinpnunifxismiumi

1.6.3. Chemical/Physical

1.6.4. Bionoriuni

1.6.4. Biological

et JCE IREAT Jlama/Date

B.o. Tosionn )lepm:}m ot cayuGn Y paimii
3 amiRaApenKHx 3acodik a lcmrrpqétw,;;h i
HAPKOTHKAMH : 10
B.B. Hiauua \

\_/

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

V.V. Tsilyna

rd

niue sianosinaniod ocotn . ]
Hepawapua caymba Yepainn 3 nicapesinx sacobin T4 ROHTPOIO
30 HAPROTHRAMK

Micuesnaxomsenua: npoenext Hepestorn, 120-A, m. Kitip-1 o
Yipaina, 03115

e +38(044) 422-55-77
Dake: +38(044) 422-55-77

mailto: disidls.pov.ua
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signature of the Exceutive olficer (see lell)

State Service of Ukraine on Medicines and Drugs Control
Address: 120-A, Peremohy avenue, Kyiv-115, Ukraine, 03115
Phone: +38(044) 422-55-77

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

This English translation is for reference anly and is not part of the
officiul certificate
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