KONMIiA

YKPATHA
UKRAINE

CEPTU®IKAT BIANIOBIJHOCTI YMOB BUPOBHHUITBA JIKAPChKHX
3ACOBIB BUMOI'AM HAJIEXKHOI BUPOBHUYOI MTPAKTHKHA

CERTIFICATE OF GMP COMPLIANCE

Ceprudikar Ne: // ertlﬂc No: Crpox aii po: // Valid till:
D14/t A7 22.12.2026
YacTuHa 1 Part 1
s s o sl ?ﬂCOGIB e State Service of Ukraine on Medicines and Drugs
KOHTpoa0 3a HapkoTukamu (Jepwiikciysxba)

3acBinuye:

HaiiMeHyBaHHs BUpOOHHKaA, MiCLIe3HAXOKEHHA:
Tosapuereo 3 ofMexeHOW  BiAnmoBiZanbHicTIO
«Tepnodapm»

46010, TepHonineceka o6n., M. TepHomifs,

syn. ®abpuuHa, Oyn. 4

HaliMeHyBaHHA BHPOOHHYOI(MX) ALTbHULI(Lb):

Topapuctso 3 ofmexeHow  BianosizaibHicTio
«Tepuodapm»
Jineauus BupoGHHUTBA cHpomiB  Ta  cycneHsii,

AinbHHUS BHPOOHHUTBA PpIAKHX JiKAPCLKHX  (opM,
AinbHuus  BHpoOHWuTBa (itonpenaparis, AlIBHHUA
po3auBy PJI® raseHoBoro uexy;

Jinsuuus BHpoGHHUTBA M AKHX JiKapchbKHX GopM uexy
pupobuuurea TJI®;

HinbHuua BupobHuuTea Ttabaerox N 1, aiibHMuUA
BupoGHuUTBa TabaeTox Ne 2 uexy supobHuursa TJI®;
JinbHuus BUPOGHMITBA MOPOWIKIB LeXy BHPOGHMUTBA
CYXHX eKCTPAKTIB T8 POCAHHHHX Aikapchicux 3acobis
Micue npoBamKeHHs AiAIBHOCTI:

46010, Tepuoninbebka 061., M. Tepronine,

By/1. ®abpuuna, 6yn. 4

Jliuensis Ha BHPOOHHLTBO NikapchbKiX 3acobiB B
Vkpaini in 13.07.2010 AB Ne 501313

Micue  BHpOOHMUTBA  CHCTEMATHYHO  MPOXOIHTDb
iHCMEKTYBaHHs 31 BCTAHOBJICHONI TNEPIOIMYHICTIO Ha
BiANOBigHicTL BuMoraM GMP 3rigHO 3i BCTAHOBNEHHM
NOPALKOM.

3a pesy/ibTaTaMM iHCTIEKTYBaHHs LbOro BUPOOHHKa,
OCTaHHe 3 AKX OyNo npoBeaeHe
18.12.2023 — 22.12.2023,

Control (SMDC) confirms the following:

Manufacturer’s name, registered place of business:
«TERNOPHARM» LTD

4 Fabrychna Street, Ternopil, Ternopil region, 46010

Name(s) of manufacturing site(s):
«TERNOPHARM» LTD

Site manufacturing of syrups and suspensiors, site
manufacturing of liquid dosage forms, site
manufacturing of phytopreparations, site manufacturing
bottling of liquid dosage forms of the galena workshop;
Site manufacturing of semi-solid dosage forms of the
production workshop of solid dosage forms;

Site manufacturing of tablets No. 1, site manufacturing of
tablets No. 2 of the solid dosage forms production workshop;
Site manufacturing powder production workshop of the
dry extracts and herbal medicines production
Manufacturing site address:

4 Fabrychna Street, Ternopil, Ternopil region, 46010

Manufacturing authorization for medicinal products in
Ukraine from 13.07.2010 AB Ne 501313

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
18.12.2023 — 22.12.2023,

3acrynnuk [onosu lepxaBHOFCAYROH.

Vkpaiun 3 JiKapebKHX 3a906in TR ko, 4 -‘-".‘
KOHTPOJIIO 32 HADKOTHKAMH. ~ B 4
Bosoxumup KOPOJIEHKO

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

nianuc BianosinansHol ocobu, nevarka; | | |

signature of the Executive officer (see left)

Jepxasna cayxba chpahm 3 Jm:apcbxux 3aco§uﬂa
KOHTPOJIH0 38 HAPKOTHKAMH =

Anpeca: npocnekt bepecTedchkui, 120 A, M. I{ms VYkpaina,
03115

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

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

mailto: dis@dls.gov.ua

Digitally signed by Chitic Ecaterina
Date: 2024.09.17 06:19:55 EEST
Reason: MoldSign Signature
Location: Moldova

[ MOLDOVA EUROPEANA

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
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BCTAHOB/IEHO, 10 BiH BiAMOBiJae BUMOraM HaJleXHol
BUPOOHUYOT IPAKTUKH, 3a3HAYEHHM B
Hacraxosi CT-H MO3YV 42-4.0:2020
“Jlikapchki 3aco6u. Hanexsa BUpo6HWYA NPAKTUKA”,
(Hopmamuenuii axm)
10 BiAMOBiZANOTL BMMOraM Hal€KHOI MPaKTHKH TNpH
BHPOGHHUTBI i KOHTpOi SKOCTI CucremH
criBpobiTHUUTBa (apMaueBTHYHHX iHcnekuid (PIC/S),
IUPEKTHBAM €C Ta pexomeHnauiﬂM BceciTHBOT
opraHizauii 0XOpOHH 3noponn BIIHOCHO MPOAYKLIi, mo
NpH3HaueHa 1A TOprisai Ta AMCTPHOYuii B KpaiHi
noxomxeHHA abo A eKCropTy.
Lleit cepTudikaT BinoGpaxae cTaH BUPOOHHUOT ALTbHHLL
HAa MOMEHT iHCMIEKTYBaHHs, 3a3HAYEHOT0 BHILE, | HE MOXKE
BUKOPHCTOBYBATHCA [UIA TATBEPIKEHHA BiamoBiAHOCTI,
AKIIO 3 MOMEHTY [pOBeJEHHA LbOrO iHCIEKTYBaHHA
npoitiuno Ginbiue HiX 3 POKH.
Lleit cepTHdikaT BKITIOYAE YACTHHHM |, 2 Ta NONATOK.
UynHicTs Lboro ceprudikata Moxke OyTH MiATBEpIUKEHA
OpraHoM, 1o Horo BHAAB.

it is considered that it complies with the Good
Manufacturing Practice requirements referred to in the
Guide 42-4.0:2020
“Medicinal products. Good manufacturirig practice”
(name of regulation document)

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 reflect 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.

YacTnHa 2

Part 2

Jlikapebki 3aco0H 1015 JIKAHHH

Human Medicinal Products

1. BAPOBHHUUYI OMNEPALII - JIIKAPCBHKI

3ACOBH

1. MANUFACTURING
MEDICINAL PRODUCTS

OPERATIONS -

1.2. HecTepHibHi jikapebki 3acobu

1.2. Non-sterile products

1.2.1. Hecmepunohi nikapceki 3acobu (6upobruyi
onepayii 01 HACMYNHUX NIKAPCOKUX HopM)

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

1.2.1.5. PiguHu /15 30BHILIHBOTO 3aCTOCYBAHHA

1.2.1.5. Liquids for external use

1.2.1.6. Piguuy 1A BHYTPILIHBOIO 3aCTOCYBAHHA

1.2.1.6. Liquids for internal use

1.2.1.8. IHwi TBepai Nikapchki GOpMH (NMOPOLIKH)

1.2.1.8. Other solid dosage forms (powders)

1.2.1.11. M’ski (y T.4. nikapchKi 3aco0H, WO MiCTATb
cyasdaninamiau)

1.2.1.11. Semi-solids (including medicines containing
sulfanilamides)

1.2.1.13. Ta6nerku (y T.4. nikapchbki 3acobH, wo MICTATh
cyabdaHiaaminn)

1.2.1.13. Tablets (including medicines containing
sulfanilamides)

1.3. Biosnoriuui Jikapebki 3aco6H

1.3. Biological medicinal products

1.3.1. Bionoziuwi nikapceki 3acobu

1.3.1. Biological medicinal products

1.3.1.6. [penapatH, eKCTPAroBaHi 3 TKAHKH THOAHHH 860
TBAapHH

1.3.1.6. Human or animal extracted products

1.4. Tnwi nikapebki 3acobu abo BHpoGHUYA
AisiIbHICTh

1.4. Other products or processing activity

1.4.1. Bupobruymso.

1.4.1. Manufacture of:

1.4.1.1. Jlikapcbki 3aco0H 3 pOCIHHHOT CHDOBHHH

1.4.1.1. Herbal products

1.6. poBeaeHHs BUNPoGyBaHb B PAMKAaX KOHTPOJIIO
AKOCTI

1.6. Quality control testing

1.6.2. Mikpo6ionoriuni: Mikpo6iosori4Ha YHcToTa

1.6.2. Microbiological: non-sterility

1.6.3. @izuyni/XiMiuHi

1.6.3. Chemical/Physical

2. BAPOBHHYI OIIEPALIII - AKTHBHI

O®APMALIEBTUYHI IHIPEAIEHTH

2. MANUFACTURING OPERATIONS - ACTIVE
SUBSTANCES

3acrynunk I'onon J.lepmannmem&( 2277 / “Deputy Head of the State Service of
Ykpainu 3 jgikapcbkux 3acoGis Ta : _AKraine on Medicines and Drugs
KOHTPOJIIO 32 HAPKOTHKAMH '}( \)// / " Control

Boaoaumup KOPOJIEHKQ < | Volodymyr KOROLENKO

nianue pianosizansHoi ocobu, nevarka’ | }° signature of the Executive officer (see left)

[.12.4;???;.%%ﬂama/Date' N\ ‘

Jepxapna cayxba Ykpainu 3 m:capcbnux ncoﬁm‘m
KOHTPOJII0 33 HAPKOTHKAMM o) A

Axpeca: npocnekT Bepecrefcbkyit, 120 K M. FCmB Vkpaina,
03115

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

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

mailto: dls@dls.gov.ua

'-3 MLIT.

State Service of Ukraine on Medicines and Drugs Control

Address: 120-A, Beresteiska avenue, Kyiv 031135, 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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2.2, OTpHMaHHf AKTHBHOro ¢apMaleBTHYHOIO
iHrpeai€cHTa 3 PHPOAHUX JKepes

2.2, Extraction of Active Substance from Natural
Sources

2.2.1. OTpUMaHHs pe40BHHH 3 POCIIHH

2.2.1. Extraction of substance from plant source

2.5. Ctyneni 3arajnbHol o6pobxn

2.5. General Finishing Steps

2.5.1. Cryneni ¢i3suuHoi 06poOKH (HaCTOOBaHHA,
eKCTpaKLis, GinbTpyBaHHA, KOHUEHTPYBAHHS,
BUIIAPIOBAHHA, OCAUKEHHS, O4HCTKA, IPOMHBAHHS,
CYLWIiHHA, NoApiOHeHHA/MIKPOHI3aLis, MPOCilOBaHHS,
3MIILYBaHHS)

2.5.1. Physical processing steps (infusion, extraction,
filtration, concentration, evaporation, precipitation,
purification, washing, drying, grinding / micronization,
sieving, mixing)

2.5.2. [lepBHHHE NaKyBaHHA
(3aKynoproBaHHA/TepPMETH3ALliA aKTHBHOTO
(hapMaleBTHYHOTO IHIPENiEHTA NaKyBaTbHUM
Mmarepiaiom, sakuit nepeGyBae B NPAMOMY KOHTAKTI 3
PEUOBHHOIO)

2.5.2. Primary Packaging (enclosing / sealing the active
substance within a packaging material which is in direct
contact with the substance)

2.5.3. BTopHHHe nakyBaHHA (PO3MILLEHHA FrepMETHYHOT
MEPBHHHOT YNIAaKOBKH BCEPEIHHI 30BHILLHLOTO
nakyBajlbHOro MaTepiamy abo koHTeiiHepa. Lle Takox
BKJIKOMaE OyZb-Ake MapKyBaHHA MaTepiaty Lis
inenTudikauii abo npocTtexyeaHocTi (HymMepaLis cepii)
aKTHBHOTO (hapMaleBTHYHOTO iHrpelicHTa)

2.5.3. Secondary Packaging (placing the sealed primary
package within an outer packaging material or containe:.
This also includes any labelling of the material which
could be used for identification or traceability (lot
numbering) of the active substance)

2.6. INpoeenexHHs BunpoGyBaHb B pAMKaX KOHTPOJIIO
AKOCTI

2.6. Quality Control Testing

2.6.1. Di3uuHI/XiMiuHI BUNpOOYBaHHA

2.6.1. Physical / Chemical testing

2.6.2. MikpoGionoriuHi BunpoGyBaHHA (BUKIIOYAIOUH
BUNPOGYBaHHA CTEPUIBHOCTI)

2.6.2. Microbiological testing (excluding sterility testing)

3acrynuux Conosn Tepaapof coryafn,
Ykpainu 3 TikapcbKHX 3acobiBTa -
KOHTPOJIIO 32 HAPKOTHKAMH
Boaoaumup KOPOJIEHKO |

/7
W

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

Volodymyr KOROLENKO

MANKC BiANOBidaNbHOT OCOSH neua-nca

signature of the Executive officer (see left)

é? (% "'ff/ﬁfzf ,ZIama/Date

JepxaBna caymba Y:cpai'lm 3 m:cagcbnux ‘mcoﬁﬂ'; Ta
KOHTPOJIIO 38 HAPKOTHKAMH i

Axpeca: npocnekt Bepecreiichkui, 120-A, M. Kuis, Ykpaina,
03115

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

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

mailto: dis@dls.gov.ua

State Service of Ukraine on Medicines and Drugs Control

Address: 120-A, Beresteiska avenue, Kyiv 03113, Ukraine

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

Fax: +38(044) 422-55-77
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Ilepesod ¢ YKpauHckoeo na pycekiili si3uli
Hepernad 3 yrpaincorol na pociiicexy mogy

KOTIMA

/T'epbd Yxpaunsy/
YKPAUHA
UKRAINE

CEPTU®HUHKAT COOTBETCTBUSI YC.HOBHP] MPOU3BOACTBA JIEKAPCTBEHHbLIX
CPEACTB TPEBOBAHUAM HAAJEXAIEN NMPOU3BOACTBEHHOMN NMPAKTUKH
CERTIFICATE OF GMP COMPLIANCE

Ceprudmrar No;

Cpok aeiieTeua ao:

Certificate No: 014/2024/GMP Valid till: 22.12.2026
Yacts 1 Part 1
TocyaapcrBeHHas cay:x0a Ykpaunsi no State Service of Ukraine on Medicines and Drugs

JIEKAPCTBEHHBIM  CPEACTBAM M KOHTPO/IIO 32
HapkoTukamu (locnekeny:x6a) noareepxaaer:
HaumeHoBaHHe NPOM3BOAMTENS, MECTOHAXOAIEHHE!
OOuilecTBO ¢ OrpaHHYEHHOH  OTBETCTBEHHOCTBI)
«Teprodapm»

46010, Teprononsckas 06m., r. TepHONOS,

yi. ®abpuunas, gom 4

HanMeHnoBaHHe NPOH3BOACTBEHHOTO (-BIX) y4aCTKA (-0B):
OGwecTBO 3 OrpaHHYEHHON  OTBETCTBEHHOCTBIO
«Teprnopapm»

Y4acTok npou3BOACTBA CHPOMOB M CYCNEH3Hi,
Y4acTOK MpPOH3BOACTBA KHAKHX [1eKaAPCTBEHHBIX
dopm, y4acTOK npouzBoAcTBa  (HTONPENAPATOB,
yuactok paznusa KJIP ranenosoro uexa;

¥Y4acTOK NPou3BOACTBA MATKHX JIEKAPCTBEHHLIX (JOpM
uexa npoussoacrsa TJID;

Yuacrok npoussoacrsa Tabuaerok Nel,  yuactok
npoussoacTea Tadserok Ne 2 uexa npoM3BOACTBA
TJld;

YuacTok npon3BoACTBA MOPOLIKA UEXa NPOH3BOACTBEA
CYXHX JIKCTPAKTOB H PACTHTE/IbHbIX J1€KAPCTBEHHBIX
cpeacTs

MecTo BCACHHA OE€ATENBbHOCTH:
46010, Tepronoabckas 06.1., r. TepHonois,
ya. ®aGpuunasn, fom 4

JlMueH3na Ha TIPOM3BOACTBO NEKapCTBEHHbIX CPEACTE B
Ykpaune ot 13.07.2010 AB Ne 501313

Mecto MNpOH3BOACTBA CHCTEMATHYHO NpoOXOaAuT

MHCMEKUHWK ¢ YCTAHOBJIEHHOH TNEPHOAHYHOCTBIO Ha

cooteercTBue TpeboBanusmM GMP B cooTBeTCTBHH C

YCTAHOBJICHHBIM MOPAIKOM.

I[To pe3yiabTataM HHCMEKTHPOBAHHA 3TOTO MPOM3BOAHTETS,

nocneaHee U3 KOTopbIX ObLI0 OpOBEAEHO
18.12.2023-22.12.2023

Control confirms the following:

Manufacturer’s name, registered place of business:
«TERNOPHARM>» LTD

4 Fabrychna Street, Ternopil, Ternopil region, 46010

Name(s) of manufacturing site(s):

«TERNOPHARM» LTD

Site manufacturing of syrups and suspensions, Site
manufacturing of liquid dosage forms, Site
manufacturing of phytopreparations, Site
manufacturing of bottling of liquid dosage forms of
the galena workshop;

Site manufacturing of semi-solid dosage forms of the
production workshop of solid dosage forms;

Site manufacturing of tablets No.1, site
manufacturing of tablets No.2 of the solid dosage
forms production workshop;

Site manufacturing powder production workshop of
the dry extracts and herbal medicines production

Manufacturing site address:
4 Fabrychna Street, Ternopil, Ternopil region, 46010

Manufacturing authorization for medicinal products in
Ukraine from 13.07.2010 AB Ne 501313

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

18.12.2023 - 22:12.2023

Jamectutens [Nnaeel locyaapeTBeHHOI ¢nykObI
YKpauHbl 10 JIEKAPCTBEHHBIM CPEACTBAM H
KOHTPOJII0 32 HAPKOTHKAMMU
Baanumup KOPOJIEHKO Inodnice/
NOJNHCE OTBCTCTBCHHOTO NI, MNCHUTL

09/02/2024 nara

Kpyrnas repbosas newars: r. Kues, locvaapersennas cnyaba Ykpanus
10 JCKAPCTBCHHBIM - CPEACTBAM  H  KOHTPOIKY 332  HAPKOTHKAMH.
Wienrndmranmnonneit kon 40517815

lNocyaapeTsennan cayk0a Y RPanHbI N0 JERAPCTBEHHBIM CPEICTBAM
H KOHTPO/TIO 32 HAPROTHRAMM

Mecronaxossicnns: npocnexr bepecreiicknit, 120-A, 1. Kner, Ykpanna,
03115

l'ea: 38(044) 422-55-77

Daxkc: 38(044) 422-55-77

mailto: dlsi@dls.gov.ua

Deputy Head of the State Service of Ukraine on
Medicines and Drugs Control
Volodymyr KOROLENKO

signature of the Exceutive officer (see left)

State Service of Ukraine on Medicines and Drugs Control

Address: 120-A, Beresteiskaaa avenue, Kyiv, Ukraine, 03115
Phone: +38(044) 422-55-77

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

This English translation is for reference onlky and 1s not part of the
official certificate
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| YCTAHOB/IEHO. 4TO OH OTBEYACT TpeCOBAHUAM HAJLIEMKALIER
MPOM3BOACTBEHHON NPAKTHKH, YKA3aHHBIM B

‘ Pykosonctee CT-H M3V 42-4.0:2020

«JlekapcTBeHHbIe cpeacTsa. Haanexkalas npou3BOACTBEHHAS

OpaKTHKa»,

(HOpMAMUGHbtit arm)

KOTOpblE  COOTBETCTBYIOT  TPeOOBAHMAM  HaJUlexkalei
NPAKTHKY NpM NPOU3BOACTBE M KOHTpONE KauecTsa CHCTEMEI
coTpyaHuuecTBa (hapmauesTHaeckux uHcmexum# (PIC/S),
nnpextueam EC 1 pekomenaauuam BeeMHpHOH opraHnsalny
3/paBOOXPAHEHHs B OTHOLIEHMH MPOIYKUMH, KOTOpas
NpeAHA3HAYEHA NS TOProBiM W AMCTPHOYUMM B CTpaHe
MPOUCXOIACHHA WK NA 3KCIOPTA.

Hactoswni cepTH(HUKAT oTpaxaer CTaTyc
NPOM3BOACTBEHHOTO YYACTKA HA MOMEHT WHCMEKTHPOBAHHA,
YKa3aHHOrO BbILIE, M HE MOXET HCMONb30BATHCA A4
NOATBEPIKACHHA COOTBETCTBMA, ECTIM C MOMEHTA MPOBEAEHHA
3TOrO MHCMEKTUPOBAHKA TIPOLLTO GOMbLIE HeM 3 roja.

I1oT cepTUhHKAT BKMOUaeT yacTu 1, 2. v NpHIOKeHHE.
[loanuHHOCTL  3TOTO cepTH(UKaTa MOIKET
NOATBEPIKACHA OPraHOM, KOTOPbIH €r0 Bbiaal.

ObITh

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)

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
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.

‘ Yacrs 2

Part 2

JlekapeTBeHHbIE CPEACTBA ANA “eT0BEKA

Human Medicinal Products

1. MPOU3BO/ICTBEHHBIE OINEPAIIUH -
JEKAPCTBEHHbBIE CPEJCTBA

1. MANUFACTURING OPERATIONS MEDICINAL
PRODUCTS

1.2. HecTepHabHbl€ NPOAYKTbI

1.2. Non-sterile products

1.2.1.  Hecmepibnnie nexapemsentivie cpedcmesd
| (pouseoocmaennble Onepani Oisl CleoyIonjiux
SeRapemseniolx popm)

[.2.1. Non-sterile products (processing operations for
the following dosage forms)

1.2.1.5. JKuaxkoCTH s HAPYAKHOIO MPUMEHEHHA

1.2.1.5. Liquids for external use

1.6, KuaxocTtu 151 BHYTPEHHETO NPHMEHEHHS

1.2.1.6, Liquids for internal use

.1.8. Jlpyrue TBepIbIe JeKapCTBEHHbIE (OPMBbL (TOPOLIKH)

1.2.1.8. Other solid dosage forms (powder)

1o |ta|to|io

1.
L,
1.2.1.11 Msrkue (B T.4. 1€KaPCTBEHHbIC CPEIACTBA,
conepskaLlie cyib(aHuIaMuabl)

1.2.1.1 1. Semi-solids (including medicines containing
sulfanilamides)

1.2.1.13. TabneTkH (B TOM UHCIE NEKAPCTBEHHBIE CPEACTBA,
colepiKkallue cyibhaHUIAMHUABI )

1.2.1.13. Tablets (including medicines containing
sulfanilamides

1.3. BHonoru4eckHe JeKaApCcTBEHHbIE CPEACTBA

1.3. Biological medicinal products

1.3.1. Buonozuueciue Jexapcmeenivie cpedcmsda

1.3.1. Biological medicinal products

1.3.1.6. [penaparsl, 3KCTPArHPOBAHHBI M3 TKAHCH Y€IOBEKA
HIH JKABOTHbIX

1.3.1.6. Human or animal extracted products

1.4. Ipyrue /IeKapcTBEHHbIE CPEACTBA HJIH
NPOH3BOACTBEHHARA 1eATE/1LHOCTD

1.4. Other products or processing activity

1.4.1. Hpowssoocmeso:

1.4.1. Manufacture of:

1.4.1.1. JlekapcTBeHHBIE CPEACTBA H3 PACTHTENLHOIO ChIpLA

1.4.1.1. Herbal products

1.6. MposeaeHHe HECTBITAHHA B PAMKAX KOHTPOJISA
KayecTBa

1.6. Quality control testing

1.6.2  Muxpobuonorutieckie: MHKpodHoAOrHYeCKas 1.6.2. Microbiological: non-sterility
YHCTOTA
1.6.3  ®Duzuueckde/ XMMHUECKHE 1.6.3. Chemical/Physical

2. IPOM3BO/ICTBEHHBIE OTTEPALIMM - AKTHBHBIE
| ®APMAIEBTUYECKUE HHI PEAUEHTDI

2. MANUFACTURING OPERATIONS - ACTIVE
SUBSTANCES

Jamectureas [aase Nocyaapereennoi caymbb
YKpauHbl 00 1eKAPCTBEHHBIM CPEACTBAM H
KOHTPOJI0 32 HAPKOTHKAMH

Baanumup KOBAJIEHKO /noonuce/

[Moanucs OTBETCTBEHHOrO JIHLA

Kpyraas repGosas newars: r. Kues, locynapersennas cayxOa YKpauHsl
0 JCKAPCTBCHHBIM  CPEJACTRAM M KOHTPOMIO 38 HAPKOTHKAMH.
Wacimdumranmomnsii ko 40517815

T'ocyaapeTsennan ¢1ysk0a YRPAHHBI 10 JERAPCTBEHHBIM CPEACTBANM 1
KOHTPO/TIO 38 HAPROTHRAMH
Mecronaxoasenms. upoenext bepecieiickuii |
031135

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

Dakc; 38(044) 422-55-77
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Volodymyr KOROLENKO
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2.2, Tlony4venne akTHBHOrO hapmMaLeBTHHECKOI0
MHIPeIHEeHTA U3 NPHPOAHBIX HCTOYHHKOB

2.2. Extraction of Active Substance from Natural
Sources

2.2.1. lNonyueHue BeLIECTBA U3 PACTEHHH

2.2.1. Extraction of substance from plant source

2.5. Crynenu obweii o6paGboTKH

2.5. General Finishing Steps

2.5.1. Crenenu puznueckoil 00padoTKy (HACTAUBAHHUA,
3KCTpakLUusA, QHUIBTPOBAHKE, KOHLEHTPHPOBAHHE,
BLIMAPHBAHHE, OCANKIEHHE, OHHCTKA, NPOMEIBKA,
CYLUKA, HW3METbUYeHHE/MUKPOHHIALIHA, NPOCEUBAHMS,

| cmewrBaHua)

2.5.1. Physical processing steps (infusion, extraction,
filtration, concentration, evaporation, precipitation,
purification, washing, drying, grinding /
micronization, sieving, mixing)

2.5.2. lNepBuuHas ynakoBka (YKyNnopka /repMeTH3aL4s
AKTUBHOTO (PapMALIEBTHYECKOTO MHIPENIHEHTA
VIaKOBOYHBIM MATEPHATOM, KOTOPbIH HAXOAHTCH B
MPAMOM KOHTAKTE C BELLIECTEOM)

2.5.2. Primary Packaging (enclosing / sealing the
active substance within a packaging material which is
in direct contact with the substance)

2.5.3. BropruHas ynakoBka (pa3MeLleHue
FepMeTHYHOH NEPBUHHON YNAKOBKH BHYTPH BHELIHETO
| ¥NAKOBOUHOrO MaTEPHAIA UITH KOHTEHepa. ITO Tak#ke
| BRAKOUaeT N100YI0 MAPKHPOBKY MaTepHana ans

| MACHTHMKALMH HITK POC/IEKUBAEMOCTH (HyMepaLms
| cepHH) akTHBHOrO (PapMaLEBTHYECKOTO MHIPEAMEHTA)

2.5.3. Secondary Packaging (placing the sealed
primary package within an outer packaging material
or container. This also includes any labelling of the
material which could be used for identification or
traceability (lot numbering) of the active substance)

| 2.6. IlpoBeaenune HCNBITAHHI B PAMKAX KOHTPOS
Kayecrsa

2.6. Quality Control Testing

2.6.1. DU3HUECKHE/XUMHYECKHE HCTbITAHKA

2.6.1. Physical / Chemical testing

2.6.2. MukpoOHONOruyecKHe HCIBITAHUA (MCKNIOYas
MCIIbI TAHHA CTEPHILHOCTH)

2.6.2. Microbiological testing (excluding sterility
testing) e

3amectuTens [nassl NocynapersenHoii cayxobl
YKpanHbl N0 JIEKAPCTBEHHbIM CPEACTBAM H
KOHTPO/TI0 32 HAPKOTHKAMH
Bnagumup KOBAJIEHKO /moanuce/
MOAMHCHL OTBCTCTBCHHOTO JIMLLA

09/02/2024 sara

Kpyvinas repGonas neuwars: 1. Knen. [ocyaaperncnnan cayvaba
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naprorkasi. Haenmdumrkanmonipii ko 40517815
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CEaCTBAM M KOHTPOJIIO 33 HAPKOTHRAMH

Mecronaxosenuns:  npoenext  Bepecreiicknit . 120-A, r.Knen,
Yrpanna, 03113

Ten:38(044) 422-55-77

Guke: 38(044) 422-55-77
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Deputy Head of the State Service of Ukraine on
Medicines and Drugs Control
Volodymyr Kovalenko

signature of the Executive officer (see lelt)
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[epeBo/1 ¢ YKPAMHCKOrO A3blKa HA PYCCKUH A3bIK BBINOIHUIIA Bnacora Huna rDIleODbCBHa

[Mepeknaz 3 yKpaiHCHKOT MOBH Ha pocifickky MOBY BUKOHasa Biacosa Hina Fpurﬂ[}mflfz
-

Micto Tepuoninb. Ykpaina.
04/ Gepesns

2024 poky. 1. /‘mlﬁo’&ﬂ A

[ligmuc /

(

r npuBaTHnﬁ HoTapiyc

TepHONIABLCHKOTO  MICBKOrO  HOTapiaabHOro okpyry. 3acBiguyto BipHicTb wiei konii 3 opurinany
JIOKYMEHTA, B OCTAHHbOMY MiAYUCTOK, JOMMCOK, 3aKPECIEHUX CJIiB, HE3aCTEPEIKHWX BUIIPaBIEHb abo

IHIIUX OCOONHUBOCTEH HE BUABIEHO.

WS

]—[MCBMOBHH nepe}ﬂaﬂ TEKCTY 3 yhpﬂlHLbKOI MOBH Ha pOCll/leKy MOBY 3pOOﬂEHO nepexjiaaadem
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