YKPATHA
UKRAINE

CEPTU®IKAT BLMTOBIAHOCTI YMOB BUPOBHHULITBA JIKAPCbKUX 3ACOBIB
BUMOI'AM HAJIEZKHOI BUPOBHUYOL ITIPAKTUKH

CERTIFICATE OF GMP COMPLIANCE

Ceprudirar Ne: // Certificate No:
DR R 4P

Crpok aii no: // Valid t¢ill:
10.06.2025

Yactuna 1

Part 1

HAepaapna ciuyx6a Ykpainu 3 sikapenkuy 3aco6is
T2 KOHTPO/I0 32 HapKoTukamu (Jeprnikenyixoa)
3acBimaye:

HakimenyBaHHs BHPOOHHKA, MiCIE3HAXOMKEHHS ;

Hpusarne akuionepne
"M@apmanesTHuna ¢gipma " Mapuuna"
Ykpaiua, 02093, m, Knis, Byn. Bopucninbeska, 13
HadimenyBanns BUpoBHH40I(MX) AinbHULI(LR ):
ITpuBaTtHe aKuioHepue TOBAPHCTBRO
"MapmanesrudHa Gipma " dapunun "

(Ilex Toepaux pikapesknx 3aco6is)

Micle npoBajukeHHs AiSALHOCTI:

Ywpaiwa, 02093, m. Kuie, Bys1. Bopucniancnxa, 13

TOBAPHCTBO

Jlivensil 1a eupobiMirso nikapebkux 3acobie B
Yxpaini Ne AB598086 sin 22.04.2014,

Micue  BHPOGHHUTBA  CHCTEMATHUHO POXOIUTL
IHCTNEKTYRAHMA 31 BCTAHOBIEHOI0 NEPiOAHMHICTIO Ha
BLANORIAHICTE Bumoram GMP 3riaHo 31 BeTanoBieHHM
HOPSIKOM.

3& pesyabTaTamp iHCDGKTYBANUS LLOTO BHPOGHHKA,
0STANNE 3 #KMX Oyno npope.lene

06.06.2022 - 10.06.2022,

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

Manufacturer’s name, registered place of'
business;

Private Joint Stock Company "Pharmaceutical
firm "Darnytsia"

13 Boryspilska Street, Kyiv 02093, Ukraine
Name(s) of manufacturing site(s):

Private Joint Stock Company "Pharmaceutical
firm "Darnytsia"

(Solid dosage forms facility)

Manufacturing site address:

13 Boryspilska Street, Kyiv 02093, Ukraine
Manufacturing  authorization  for
products in Ukraine No. AB598086 from
22.04.2014.

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

06.06.2022 - 10.06.2022,

BCTAHOBNEHO, 1110 BiH BIANOBINAC BHMOraM FAJICIKHOT

| BUPOBHRYOT NMPAKTHKH, 3a3HAYCHHM B

 Hacrangsa CT-H MO3Y 42-4.0:2020

Vonosa depracasuoi cayxn Yrpainn 3
JIRAPChKNX 32c06iB Ta KoUTpPoOIIO 30
[LAPKOTUKAMI

Poman ICACHKQO

Manufacturing Practice requirements| referred 1o
in the

IHead of the State Service of Ukraine on
Medicines and Drugs Control

Roman ISATENKO

THANIIC BLANOBIAAALLOT 0COGH. TIe aTRA

signature af the Executive officer {see lefl)

W ’W M Lama'Deate e

Agpaasia caymda ¥Viwpainm 3 Jikapcekux 1acodis 1a
ROHTELAI0 33 HAPKOTHKAM

Adpec npociterT bepectelicnrni, 120-A, M. Kiis, Ykpaina,
03113

Ten: 38(044) 422-55-77

Bake: 380044y 422.55-77

mailto: disfddls,zov.ua

Staie Service of Ukraine on Medicines and Drugs Control

Address: 126-A, Beresteiska avenue. Kyiv 03115, {kraine
Phone: +38{044) 422-55-77

Fax: +38(014) 422-55-77

This English translation is for reference only and is not parl ui
the olficial centitlicate

)
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it is considered that it complies with the Goud




“Jlikapcoki 3acofu. Hanexna supoGuuya npaxtika”

(nopmamuerut axm)

IO BLAMOBIAAIOTE BUMOraM HANEXHO! MPaKkTHKH Npu

BUPOOHWUTRL | koHTponi  sikoeri  CHeTemu
CriBpobITHHUTBA  GAPMALEBTHUHKX  iHCHEKLIT
(PIC/S), nwupextuBam €C Ta pexoMeHaallinm

BeecsiThbol opranizauii oxopoun 310POB'A BIJHOCHO
NpoAyKuii, WO NpusHadeHa ama  TopriBni  Ta
AHCTpUOYLIT B KpaiHi NOXopKeHAs a6o ans EKCIIOpTY.

Lleit ceptudikar minobpaxae cran BHPOOHHYOT
RIbHULT HA MOMEHT JHCTICKTYBAHHA, 3a3HAUEHOID
BUWE, | HEC MOXE BUKOPHCTOBYBATHCH  aad
MIATBEPKEHHS BIAMOBIAHOCTI, sKUIO 73 MOMEHTY
TIPOBEACHHS LIbOrO IHCMIEKTYBAaHHA NPORIINIO Ginbiie
HiXK 3 poka.

Lie#t ceprudikat srunouae wactunu 1, 2 ta noaatox.

HnHHicTh UuLOTo cepThdikata Moxe Byt
| NUATBE[DKEHE OPraHOM, 11O HOro BUAAB.

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 |, 2 and Annex.

The authenticity of this certificate may be verified |

Yactuna 2

with the issuing authority.
Part 2

Jlikapenki 3acobu ans moxunn

Human Medicinal Products

1. BAPOBHHYI OUEPAIIII - IIKAPCBHKI
3ACOBH

1. MANUFACTURING OPERATIONS -
MEDICINAL PRODUCTS

1.2. HeeTepuiasHi npoaykTn

1.2. Non-sterile products

1.2.1. Hecmepunwni npodyrxmu (6upobruyi
Onepayii s HACMYNHUX AIRAPCoRUX hopm)
1.2.1.1. Kaneyau, teepui

1.2.1. Non-sterile products (processing
| operations for the following dosasze forms)
1.2.1.1. Capsules, hard shell

1.2.1.8. Tnwi TBepyi nikapceki bopmu (rpamynu,
[OPOUIKH )

1.2.1.8. Other solid dosage forms (_gre-mu]es,
powders)

1.2.1.13. TaGnerxkn (y Tomy ymcni JIKApCEHKi

1.2.1.13.  Tablets (including medicines

racobn, SIKH MICTITE FOPMOHH Ta containing hormones and sulfanilamides)
cynbbaninamian)

1.6. IMposeaenusn BHMPOOYBAHL B paMKaX L.6. Quality control testing

KO]!'!?EOJ[IO HKOCTI

1.6.2. Mixpo6ionoriuni: MikpoGionoriuna 1.6.2. Microbiological: non-sterility

YUCTOTA

1.6.3. Dispuni/ximiai 1.6.3. Chemical/Physical R
e Vet Head e St Serieaf Usrin o
R Medicines and Drugs Control

Poman ICACHKO \ | Roman ISAIENKO

flanue BILNoBiAaILHOT 0co0M, Meuatka . MLIT signature of the Exeeutive officer {see lelt)
ﬁ’z/ﬂy/MJ Hama/Date

Mepaansua cnyxGa Yrpainu 3 aikapeskHx 3acobis 1y
KOHTPOJIK 38 HAPKOTHIKAMHK

Anpeca: npocnekr Bepecteficoruit, 120-A, v, Kuie, Yxpliina,
03115

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

Make; 38(044) 422-35-77

mailto: diszidls. zov,ua

State Service of Ukraine on Medicines and Drugs Control

Address: 120-A. Beresteiska avenue. Kyiv 03115, Ukraine
Phone: +38(044) 422-535-77
Fav: +38(0441422-55.77
This English translation is for reference only and is not part of
the official certificate
Cropinka/Cropinok/2:2
Page/Pages




VKPATHA
UKRAINE

CEPTU®IKAT BIAMMOBIAHOCTI YMOB BUPOBHUIITBA JIIKAPCBKHUX 3ACObIB

BUMOI'AM HAJIEKHOT

BHUPOBHUUYOI IIPAKTHKH

CERTIFICATE OF GMP COMPLIANCE

Ceptudikat Ne: // Certificate No:
P65 /40027, 3:/5}"/‘/)0

Crpox aii no: // Valid till:
10.06.2025

Yactuna 1

Part 1

Nepxasua cay:x6a Ykpainu 3 nikapchKnx 3acodis
Ta KONTPOJIO 32 HapKoTukamu (Jlep:knikemyxda)
3acpiavye:

HafimenyBaHHsI BHPOOHHKA, MICLIE3HAXOAKCHHA:

IpueaTne aknionepne
"®apmanesTudHa ipma " Japruus"
Yxpaina, 02093, m. Knis, Bya. Bopucninbenka, 13
Harmenypaliag BUpoGHHUOT(MX) ABHULLI(ILL):
[Ipnearie akuionepie TOBAPHUCTBO
"MapmauesTnuna gipma ' lapanns”

(Tismnung M aKux Jikapeskux gopm)

Micue npoBajzKeHHA TiAILHOCTI:

Yxpaina, 02093, m. Kuis, Byn. Bopucnijibcska, 13

JHnensiv na BHpOGHHUUTBO Jikapehkux 3acobis B
Ykpaini Ne AB598086 ein 22.04.2014.

Micite  pHpoOHHUTBA  CHCTEMATHUHO  TNIPOXOAWTH
ICIIEKTYBAHHSA 3i BCTAHOBNEHOHY [EPIOAMUHICTIO Ha
BifinoBianicTL Bumoram. GMP 3rigHo 31 BCTAHOBREHUM
NIGPAJKOM.

3a pesynbTataMM IHCIIEKTYBAHHA 1LOTO BUPOOHHKA,
OCTaHHE 3 sAKux 0yn0 npoBeaeHe

06.06.2022 - 10.06.2022, -

TOBAPHCTEO |

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

Manufacturer's name, registered place of
business:

Private Joint Stock Company "Pharmaceutical
firm "Darnytsia"

13 Boryspilska Street, Kyiv 02093, Ukraine
Name(s) of manufacturing site(s):

Private Joint Stock Company "Pharmaceutical
firm "Darnytsia” (Manufacturing section of
semisolid dosage forms)

Manufacturing site address:

13 Boryspilska Street, Kyiv 02093, Ukraine

Manufacturing  authorization for  medicinal
products in Ukraine No. AB598086 from
22.04.2014.

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

06.06.2022 - 10.06.2022,

BCTAHORIEHO, L0 BiH BIIMORBIAAC BUMOIAM HAJCHHOY
EHPOOHHUUOT NPAKTHKH, 383HAUCHIIM B
_Hactanopa CT-H MO3Y 42-4.0:2020
“Jlikapeski sacobu. Hanexnha pupobuuya npakTika”

T"osoBa JTepskaBHoi cay:x6n Yrpaiun 3
AIKAPCHKAX 32C001B Ta KOWTPOJO 32
HAPKOTHKAMH

Poxian ICACHKO

NG BLANOBLAAALEOT 0cobi, revaTka

it is considered that it complies with the Good
Manufacturing Practice requirements] referved to
in the

Guide 42-4.0:2020 “Medicinal products.

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

Roman ISALENKO

sighatuis ol the Executive officer {see [21t)

‘3’{/ W L] Lama/Date

JepaaBha cayxba Yrpainn 3 Jikapesinx 3acobis ta
KOHTPOUTIO 30 HAPKOTHKAMIE

Axapeca: npocnext bepecreficnirit, 1 20-A, M. FKuib, Ykpaira,
O31E5

Ten.: 38{044) 422-535-77

dake: 38(044) 422-55-77

maitio: disgndls.gov.uu

State Service of Ukraine on Medicines and Drugs Control

Address: 120-A. Beresteiska avenue. Kyiv 03115, Ukraine
Phone: +38(04.1) 422-55-77
FFax: +38(044) 422-55-77
This English translation is for reference only and is not par of’
the olticial certificate
Cropitxa/Cropinor/ 1.2
Page/Pages




(HopmaTnuenuﬁ axm 1)

110 BIANOBIAAIOTL BUMOraM HanexHoi NPaKTHKH NpH

BUPOGHHUUTBI | kowtponi  skoeti  Cucremu
CHBPOOITHULTRA  (PAPMALEBTMYHHX  iHCHEKL]
(PIC/S), nupexturam €C Ta pekoMenaaniam

BeecsiThboi oprauisanii oxopoxm 3/OPOB'A BIAHOCHO
NPOAYKUii, M0 mpu3HaueHa ang TOpriBm  Ta
AdcTpuGyuii B Kpaini noxoakexns abo 118 EKCIIOpTY.

Lleii ceprudikar minoBpaxae cran BUpOGHUYOT
ANBHULI HA MOMEHT iHCMEKTYBAHHS, 3a3HAYEHOrD
BUUIE, | HE MOKE BMKOPHCTOBYBATHCH s
NiATBEP/KEHHS  BIANOBIAHOCTI, AKWO 3 MOMEHTY
[IPOBEACHHS LbOTO IHCNEKTYBAHHS NPOiiLNo Ginbie
HIK 3 pokd.

[le# ceptudikar srmouae vactunn 1, 2 Ta goaatok.

HnhhicTs uhoro ceprudikara Mosxe Gyt
NIATBEPIKEHA OPLaHOM, HIO HOrO BUAAE.

“Good mamuf_'ac_:tml:I gra&@”‘ o
(name of regulation document)

which is harmonized with the requircments 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.

Yacrirua 2

Part 2

Jlikapebki 3acobu ans Jognnn

Human Medicinal Products

1. BUPOBHHMI OIIEPALIIT - TIKAPCBKI
3ACOBHU

1. MANUFACTURING OPERATIONS -
MEDICINAL PRODUCTS

1.2, HecrepuabsHi npoaykra

1.2. Non-sterile products

1.2.1. Hecmepunvii npodyxmu (supobuuyi onepayii ons
HACH PRHEX AiKapicvrux iopn)

1.2.1. Non-sterile products (processing operalions
for the Jollowing dosage forms)

1.2.1.5. PianHu Ans 30BHiLIHLOMO 38CTOCYBaHH3

1.2.1.5. Liquids for external use

[.2.1.6. Piaunu ans BHYTPilUHBOrO 38CTOCYBAHHA

1.2.1.6. Liquids for internal use

L.2.1.11. M’sixi (y Tomy uneni Aikapeski 3acofu, wo
MIiCTSTL FOPMOHM)

1.2.1.11. Semi-solids (including medicines
containing hormones)

L.4. Inwi npoayiru a6o BupoGinya aisnbhicTs

1.4. Other products or processing activity

1.4.1. Bupobnuymeo:

1.4.1. Manufacture of:

1 4.1.1. podykmu 3 pociunior cuposunu

14.1.1. Herbal products

1.6. ITposenenns Bunpobynans B paMKax KoHTpOMio
AKOCTI

1.6. Quality control testing

| 1.6.2. Mixpobionociuni: MiKpobionoaiuna wicmoma

1.6.2. Microbiological: non-sterility

1.60.3. @izuuniixiviuni

1.6.3. Chemical/Physical

Tonosa Jlepkanuoi cuysmbu Yxpaiou 3
MiKRAPCHKHX 32c06iB T4 KOUTPO.IO 32
HADKOTHKAMH :

Poman ICAEHKO A

A

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

Roman ISAIENKO

HIANKC Bianosiaansiet ocobu, nevwatka A : M.IT,

signature of the Excoutive officer {sce lef)

ﬁ'/ /53’»3023 Hama/Date

HAeprxasua cymba Yipainu 3 Jikapesknx sacofis Ta
KONTPOII0 33 HAPKOTHKAMH g

Aupeea: npocnext Bepecteiiceknit, 120-A, M. Kuis, Yxpaiua,
03115

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

Makc: 38(044) 422-55-77

mazilto: dlseidls.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 cenificate
Cropivka/Cropinok/2/2
Page/Pages




YKPATHA
UKRAINE

CEPTH®IKAT BIAITOBITHOCTI YMOB BAPOFHHUILITBA JIIKAPCBKHX
3ACOBIB BUMOI'AM HAJIEZKHOT BAPOGHAYO!I ITPAKTUKHA

CERTIFICATE OF GMP COMPLIANCE

Ceprudikar Ne: // Certificate No:

06 7/ 547

Crpox aif go: // Valid till:
15.03.2026

F i
Yacruna 1

Part 1

Jlep:xaBHa cayxba VYkpaihn 3 JiKapchKHX
3aco6iB TA KOHTPOJI0 332 HAPKOTHKAMH
(Hepxiikeayxba) 3acBinaye:

HaliMeHyBaHHs BUPOOHIKA, MiCIIE3HAXOIKEHHS!
IIpuBaTHE aknioHepHe TOBAPHCTBO
«@PapmanesTHIHA (hipma «JlapHuns»

Vkpaina, 02093, M. Kuis, Bysn. Bopucminbcbka, 13
HativeHyBanss BHpOGHUHO0I(¥X) AiNbHALI(1D):
HpuBarHe aKnioHepHE TOBAPHCTBO
«@Papmanernana gipma «Japaanm»
AMnyabHHEI IeX Ta JiIbHANS Kpaneib

Micue NpoBaKeHHT JisIbHOCTI:
Yipatua, 02093, m. Kuis, Byx. Bopucninscbxa, 13

JlineHzis Ha BHPOGHHIITBO JIIKAPCHKUX 3ac06iB B
Vxpaini Big 22.04.2014 Ne AB598086

Micue BHpOGHMLTBA CHUCTEMATHYHO IPOXOAHTH
iHCIIeKTYBaHHS 31 BCTAHOBJICHOIO NIEPiOIMUHICTIO HA
BianoBimmicte Bumoram GMP  srigHo  3i
BCTAHOBJIEHHM IOPSAKOM.

3a pe3yabTaTaMH iHCIEKTYBaHHA IBOTO BUPOOHHKA,
OCTaHHE 3 AKUX OYII0 NPOBENEHE

11.03.2024 — 15.03.2024
BCT2HOBJIEHO, HIO BiH BiIIOBijac BUMOTraM HAIEKHOT
BHPOOHHYO! NIPAKTHKH, 3a3HAYEHHM B:

Hacranosi CT-H MO3V 42-4.0:2020
«Jlixapepki 3acobu. HanexHa BAPOOHKIA OPAKTHKA”,
Hacranosi CT-H MO3Y 42-4.0/1:2023 «Jlixapceki
3acobn, Hanexxna BHpoOHyga nmpakTika. Jlonatox 1.
BupoGHKOTBO CTEPUIBHUX JiKAPCHKUX 3aC06iBY
(nopmamusHuil axm)

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

Manufacturer’s name, registered place of business:
Private Joint Stock Company "Pharmaceutical
firm "Darnytsia"

13 Boryspilska Street, Kyiv 02093, Ukraine
Name(s) of manufacturing site(s):

Private Joint Stock Company "Pharmaceutical
firm "Darnytsia"

Workshop of ampoule and devision of drops

Manufacturing site address:
13 Boryspilska Street, Kyiv 02093, Ukraine

Manufacturing authorization for medicinal products
in Ukraine from 22.04.2014 Ne AB598086

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

11.03.2024 — 15.03.2024
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”.
Guide 42-4.0/1:2023
“Medicinal products. Good manufacturing practice.
Annex 1, Manufacture of Sterile Medicinal Products”

A _(name of regulation document)

I a Jlep=xaBHoi Kkpai - . .
108 Aepikast o e VA —~% _~Head of the State Service of Ukraine
JiKkapchLKHAX 3aco6iB TA KOHTPOJIIO 32 SRS A e

5 - \».amMedicines and Drugs Control
HAPKOTHKAMH _ AN q] 25
Poman ICAEHKO 25 A | 'Roman ISATENKO
nianuc BianosizaneHol oco6H, meyaTk >~ MILZ~"] |/ sighature of the Executive officer (see lcft)
...... /05 ama/Date Nk, — S

e

JNepxaBua cayx0a Ykpainip# nikapcbKkux 3aco6is Ta
KOHTDOJIIO 32 HAPKOTHKAMH

Anpeca: mpocrekt Bepecreitcbknii, 120-A, M. Kuis, Yxpaina,
03115

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

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

mailto: dis@dls.gov.ua

Y
N kmls » S

“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/Cropirox/1/3
Page/Pages



IO BINMOBiat0TE BUMOTaM HalleKHO] IPAKTHKH IPH
BHpoOHMITBI i1 KoHTponi skocTi CHcTeMH
cniepobitTuinuTea  (apMaueBTHYHHX  iHCIEKIiH
(PIC/S), mupextBaM €C Ta peKOMeHIANifAM
BceecitTHpoi  opramisanii  OXOpOHH  370pPOB'S
BiZHOCHO IPOAYKUIi, [0 MpH3HAa4YeHa IS TOPriBii
Ta QUCcTpHOyuil B kpaini moxomxeHHs abo Juid
eKCIIOPTY.

Lleit ceprudikar BimoOpakac cTaH BHpPOOHHYOI
NiMBHULI HA MOMEHT iHCIIEKTYBaHHS, 3a3HaYCHOIO
BHIE, 1 He MOXe BHKOPHCTOBYBATHCA IS
MiATBEPIKEHHS BiANOBINHOCTI, AKINO 3 MOMEHTY
TIPOBe/IEHHs IIEOTO {HCIIEeKTyYBaHHA NpoHIIo Ginbie
Hik 2 pOKH.

Lleii cepTrdikaT BKIIFOYae YacTHHH 1, 2 Ta JOJATOK.
Yunpicte 1mporo  ceprucdiikata moxe OyTH
HiATBEpIKEeHa OPraHoM, IO Horo BUAAB.

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 2 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.

Yacruna 2 Part 2
JlikapcbKi 3acobu [JIs1 TIOAMHA Human Medicinal Products
1. BHPOBHHYI OIIEPAIUI - JIKAPCBHKI 1. MANUFACTURING OPERATIONS -
3ACOBH MEDICINAL PRODUCTS

1.1, CrepuabHi nikapcebki 3acodn

1.1, Sterile products

1.1.1. Acenmuuno auzomoaneni (8upobruyi onepayit
O HacMynHUX AiKapcoKux gopm)

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

1.1.1.4. Pigunu B yniakoBKax Majoro o6’ emy (y Tomy
yuCII MiKapchKi 3aco0H, 110 MiCTATh TOPMOHH)

1.1.1.4. Small volume liquids (including medicines
containing hormones)

1.1.2. lIJo niddaromsca  kinyesiti cmepunisayii
(aupobruni onepayii OnL HACMYNHUX JNIKAPCLKUX

Qopm)

1.1.2. Terminally sterilised (processing operaions
Jor the following dosage forms)

1.1.2.3. Pigunu B yniakoBkax Manoro o6’ emy (y Tomy
YHCIT TiKapcEKi 3ac00H, 1110 MiCTATH TOPMOHH)

1.1.2.3. Small volume liquids (including medicines
containing hormones)

1.2. Hecrepuanni Jdikapcebki 3acou

1.2. Non-sterile products

1.2.1. Hecmepunvhi nixapcvki 3acobu (6upobuuui
onepayii OIS HACKYRHUX JIKAPCLKUX opm)

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

1.2.1.5. PinyHu )1 30BHIMIHBOTO 3aCTOCYBAHHS

1.2.1.5. Liquids for external use

1.2.1.6. Piguay ans BHYTPIIIHBOTO 3aCTOCYBAHHS

1.2.1.6. Liquids for internal use

1.4.Inmi Jikapceki 3acoGu abo BHpPOOHHuYa
OisLILHICTH

1.4. Other products or processing activity

1.4.1. Bupobuuymso:

1.4.1. Manufacture of:

TonoBa JlepxaBHoi ciry:0H YKkpainu 3
JiKapchKHX 32c00iB Ta KOHTPOJIIO 32
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1.4.1.1. Jlikapceki 3acO0H 3 POCIMHHOI CHPOBHHU

1.4.1.1. Herbal products

1.5. ITakyBaHHA

1.5. Packaging

1.5.1. Ilepeunne naxyeanus

1.5.1 Primary packing

1.5.1.5. PigvHy [j1s 30BHIIIHEOIO 3aCTOCYBaHHA

1.5.1.5. Liquids for external use

1.5.1.6. Piguay 718 BHYTPIIIHBOIO 3aCTOCYBaHHA

1.5.1.6. Liquids for internal use

1.5.2. BmopunHne naxy8anus

1.5.2. Secondary packing

1.6. Ilposenennsi  BunpoOyBaHb B
KOHTPOJII0 AKOCTI

pamMKax

1.6. Quality control testing

1.6.1. MikpoGionoriuHi: cTepHIBHICTh

1.6.1. Microbiological: sterility

1.6.2. MixpoGiosnoriuni: Mikpobiooriyaa yucToTa

1.6.2. Microbiological: non-sterility

1.6.3. @isnuni/ximivni

1.6.3. Chemical/Physical

1.6.4. Bionoriuni

1.6.4. Biological
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YKPATHA
UKRAINE

CEPTHU®IKAT BIAIIOBITHOCTI YMOB BUPOBHUIITBA JIKAPCbKHX
3ACOBIB BAMOT' AM HAJIEXKHOI BHPOFHINYOI MPAKTAKHA

CERTIFICATE OF GMP COMPLIANCE

Ceptudikar Ne: // Certificate No:
0bE/ gZﬂ%?’

Crpok aii xo: // Valid till:
15.03.2026

Yacrana 1

Partl

JlepxaBHa cayx6a Vkpaiam 3 JliKapcbKux
3ac006iB TAa KOHTPOJI 338 HAPKOTHKAMH
(Mepxunikeayxba) 3acBinuye:

HalimMeHyBaHHs BUpOGHNKA, MiCIIE3HAXOIKECHHA:
IIpuBaTHe aknionepue TOBAPHCTBO
«®apmanesTuaHa dipma «Japauum»

Vkpaira, 02093, M. Kuis, Bys1. Bopucninsceka, 13
HaiiMeHyBaHH:A BUPOOHUIOI(MX) ALNBHMALI(1IB):
IIpuBaTHe axknioHepHe TOBAPHUCTBO
«®apmaneBTH4Ha pipma «JapHAnsD>
Hincanng indy3iiiaux po3uunis

MicIe poBamKeHHA HisITBHOCTI:

Yipaina, 02093, m. KuiB, By;1. Bopucninnceka, 13

Jlinensis Ha BUPOGHHLTBO JIiKapCBKHX 3ac00iB B
Vkpaini Big 22.04.2014 Ne AB598086

Micue BHpOGHHMITBA CHCTEMATHYHO IPOXOAUTH
iHCTIeKTyBaHHS 31 BCTAHOBJIEHOIO NIEPIOIMYHICTIO Ha
Bigmosimmicte  BuMoraMm GMP  srigHo  3i
BCTaHOBIICHUM MODSIKOM.

3a pe3yJbTaTaMH iHCIIEKTyBaHHA IBOrO BUPOOHMKa,
OCTAHHE 3 IKUX Oyio mpoBelcHe

11.03.2024 - 15.03.2024

BHPOOHHYOT IIPAKTHKH, 3a3HAYEHHM B:

Hacranosi CT-H MO3V 42-4.0:2020
“Jlikapceki 3aco6u, Hanexna BupoGHAYA MPAKTHKA”,
Hacranosi CT-H MO3YV 42-4.0/1:2023 «Jlikapcpki
3acobu. Hane)xHa BHpoOHMYA TipaxTHKa. JloJaTok 1.
OBGHHLITBO CTEPHWIBHAX IiKapPCBKUX 3ac00iB»

(Hopmamuenuii axm)

BCTAHOBJIEHO, 1[0 BiH BiMOBia€ BUMOTaM HAJIEXKHOL

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

Manufacturer’s name, registered place of business:
Private Joint Stock Company "Pharmaceutical
firm "Darnytsia"

13 Boryspilska Street, Kyiv 02093, Ukraine
Name(s) of manufacturing site(s):

Private Joint Stock Company "Pharmaceutical
firm "Darnytsia"

Manufacturing section of infusion solutions

Manufacturing site address:
13 Boryspilska Street, Kyiv 02093, Ukraine

Manufacturing authorization for medicinal products
in Ukraine from 22.04.2014 Ne AB598086

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

11.03.2024 — 15.03.2024
it is considered that it complies with the Good
Manufacturing Practice requirements referred tc in the:
Guide 42-4.0:2020
“Medicinal products. Good manufacturing practice”,
Guide 42-4.0/1:2023

“Medicinal products. Good manufacturing practice.
Annex 1. Manufacture of Sterile Medicinal Products”
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IO BiJMIOBiAAIOTE BAMOraM HaJIEsKHO MPaKTHKH IPH
pupobuunTBi i KoHTponmi skocti  CHCTeMH
chiBpoGiTHMUTBE  (papMaleBTHYHMX  iHCHEKLiM
(PIC/S), nmpektuBaM €C Ta peKOMEHAALIAM
BeecBiTHROT  opraHisamii  OXOpOHH  3A0pOB'A
BiIHOCHO MpoAyKii, 0 NpH3Ha4eHa I TOPriBi
Ta guctpuGyuii B kpaiHi noxomxeHHsa abo s
eKCIIOpTY.

Ile#i ceprudikar BimoOpakae cTaH BHPOGHHYOL
IIMBHMI[ HA MOMEHT iHCIIEKTYBaHHs, 3a3HAYEHOTO
BHIE, i He MOXe BHKOPHCTOBYBATHCA I
HiATBEPMKEHHS BIiNOBiIHOCTI, AKIIO 3 MOMEHTY
TIpOBe/IeHHs 1HOTO IHCTIeKTYBaHHA MpoHIIo Ginbie
HDK 2 pOKH.

Ileit cepTudikar BrI09ac YacTHHH 1, 2 Ta JOATOK.

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 2 years have elapsed
since the date of that inspection.

This certificate includes the Parts 1, 2 and Annex.

Yynhict 1poro ceprudixara Moxe OyTH The authenticity of this certificate may be verified
IiATBEpPIXKEHA OPraHoM, Mo HOro BHAaB. with the issuing authority.

YacTuaa 2 Part 2
Jikapcbki 3acobu ans JIOAHHH Human Medicinal Products
1. BAPOFHHUUI OIIEPAIIl - JIIKAPCBKI 1. MANUFACTURING OPERATIONS -
3ACOFHA MEDICINAL PRODUCTS

1.1. Crepuanhi Jikapcbki 3acobu

1.1. Sterile products

1.1.1. Acenmuuno sucomogneni (8upobruyi onepayii
O HACMYNHUX KAPCOKUX PopM)

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

1.1.1.1. PiguHu B ynakoBKax BeJMKOro 00’eMy

1.1.1.1. Large volume liquids

1.1.1.4. Piauuy B ynakoBKax MaJoro 06’ eMy

1.1.1.4. Small volume liquids

1.1.2. Lo niddaromves  xinyesili  cmepunizayii
(6upobruni onepayii OnA HACMYNHUX JIKAPCLKUX

Gopm)

1.1.2. Terminally sterilised (processing operations
Jor the following dosage forms)

1.1.2.1. PinvHe B ymakoBKax BeJHKOTO 06’emy

1.1.2.1. Large volume liquids

1.1.2.3. Pigyau B ynakoBKax Mauoro 06’emy

1.1.2.3. Small volume liquids

1.6. lIposenennss BunpoSyBaHb B  paMKax
KOHTPOJII0 SIKOCTI

1.6. Quality control testing

1.6.1. Mikpo6ioJioriuni: CTEPHIBHICTD

1.6.1. Microbiological: sterility

1.6.3. ®isuuni/ximiuni

1.6.3. Chemical/Physical

1.6.4. Bioyoriuni

1.6.4. Biological

T'osoBa JepxaBHol cry:0n YKkpainu 3
JiKapchbKHAX 32c00iB Ta KOHTPOIO 32
HAPKOTHKAMH

Poman ICAEHKO
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VKPATHA
UKRAINE

CEPTU®IKAT BIITIOBIAHOCTI YMOB BUPOBHHIITBA JIIKAPCBKHWX
3ACOBIB BUMOI'AM HAJIEXKHOT BAPOFHAYO1 IIPAKTAKA

CERTIFICATE OF GMP COMPLIANCE

Ceprudixar Ne: ;‘/ Certific ,?te No: Crpok aii po: // Valid till:
2l et 15.09.2025
Yacruna 1 Part 1
l[epm.aBHa Sl fenaluilsl HKERCRXHT State Service of Ukraine on Medicines and Drugs
3aco0iB T4 KOHTPOJI 33 HAPKOTHKAMM

(Jepxaikemy:x0a) 3acBindye:

HaliMeHyBaHHA BUpOOHHKA, MiCHE3HAXOMKCHHI:
IIpuBaTHe aKmioHepHe TOBAPHCTBO
«®apmaneBTu4Ha dipMa «JapHENTD»

VxpaiHa, 02093, M. KuiB, By;1. Bopucninscbka, 13
HailtMeHyBaHHA BUPOOHHI0I(MX) TimbHUII(1B):
IIpuBarHe aKnioHepHe TOBAPHCTBO
«@apmaneBTH4HA pipMma «/lapHENT»

Ilex cTeprIBHNAX JiKaAPCHLKHX 32C00iB

Micue npoBakeHHA JisIIBHOCTI:
Yipaina, 02093, m. Kuis, By:1. Bopucniibcbka, 13

JlitieH3ia Ha BHPOGHMIITBO JTiKapChKHUX 3aco0iB B
Vkpaini Bix 22.04.2014 Ne AB598086

Micne Bnpo6HHuTBa CHCTeMATHYHO TPOXOIHUTE
IHCHeKTyBaHH}I 3] BCTAHORBJIEHOIO neplo;(nqmcno Ha
Bigmomigmicte  BuMoram GMP  srimHo  3i
BCTAHOBJIEHUM MOPAIKOM.

3a pesynpTaTamy iHCIIEKTYBaHHs [IOr0 BUPOOHHKA,
OCTaHHE 3 SKHX OYIIO poBefeHe

11.03.2024 — 15.03.2024
BCTAHOBJIEHO, IO BiH BiATIOBila€ BMOraM HaIEXHOI
BHPOOHHYO] IPAKTHKH, 3a3HAYECHUM B:

Hacranosi CT-H MO3Y 42-4.0:2020
‘Jlikapchki 3acobu. HanesxHa BHpoOHIYA NPAKTAKA”
Hacranosi CT-H MO3V 42-4.0/1:2023 «Jlikapceki
3acobu. Hanexna pupobHmya npaktika. Jlonarox 1.
Bupo6 0 CTePHIBHUX JIiKapCHKUX 3ac00iBy
(nopmamusgHuii axm)

&

Control (SMDC) confirms the following:

Manufacturer’s name, registered place of business:
Private Joint Stock Company "Pharmaceutical
firm "Darnytsia"

13 Boryspilska Street, Kyiv 02093, Ukraine
Name(s) of manufacturing site(s):

Private Joint Stock Company "Pharmaceutical
firm "Darnytsia"

Workshop of sterile medicinal products

Manufacturing site address:
13 Boryspilska Street, Kyiv 02093, Ukraine

Manufacturing authorization for medicinal products
in Ukraine from 22.04.2014 Ne AB598086

Facilities of above mentioned manufacturer arc
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

11.03.2024 — 15.03.2024
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”.
Guide 42-4.0/1:2023

“Medicinal products. Good manufacturing practice.

Annex 1. Manufacture of Sterile Medicinal Products”
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1O Bi/TIOBiAAIOTH BHMOTaM HaJIEXKHOI TPaKTHKH TIPH
BUpoOHHUTBI 1 KoHTpomi sAkocti CucTeMH
cniBpobiTHUUTBA  (hapMameBTHYHUX  iHCHeKmiit
(PIC/S), nmupextuBaM €C Ta peKOMeHAALAM
BeecBiTHRO!  opradisauii = OXOpoHHM  37OpPOB'A
BiJTHOCHO MPOJYKIii, OI0 MpH3Ha4YeHa IJI1 TOPriBii
Ta auctpubyuii B Kpaini moxomkenHs abo i
EKCIIOpTY.

He#t cepmudixar Bimobpaxae craH BupoOGHEYOT
JiNTBHHII HA MOMEHT iHCTEKTYBaHHf, 3a3HA4YeHOro
BHIIle, i He MOXe BHKOPHCTOBYBATHCS JUIS
MiXTBEpPIUKEHHA BiAMOBIAHOCTI, AKIO 3 MOMEHTY
IIpOBEeIeHHs LIbOr0 iHCIeKTyBaHH: mpoliiuo Ginblue
Hix 1,5 poku.

et cepTrdikar Birogac 9acTHHY 1, 2 Ta JOJATOK.
YunHicTe nporo ceprudikara Moxe Oytu
HigTRepIKeHa OPraHOM, MO HOoro BH/IaB.

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 1,5 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
JIikapchKi 3aco0H 1151 JTIIOAHAK Human Medicinal Products ul
1. BHAPOFHMYI ONEPAIII - JIKAPCBHKI 1. MANUFACTURING  OPERATIONS -
3ACOBHA MEDICINAL PRODUCTS

1.1. CrepuibHi Jikapenki 3acobu

1.1, Sterile products

1.1.1. Acenmuuno euzomoeneni (6upobuuui onepayii
/1A HACMYNKUX NIKAPCOKUX (hopm)

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

1.1.1.6. Inmi acenTHYHO BHIOTOBNEHi IPOAYKTH
(OpOIIKH I pO3UMHIB AN iH’ekUilf, O MiCTATH
1e(haoCIOPHHY)

1.1.1.6. Other aseptically prepared products
(powders for solutions for injections containing
cephalosporins)

1.6, ITpoBenenns
KOHTPOJIO SIKOCTi

Bunpo0yBaHL B  paMKax

1.6. Quality control testing

1.6.1. Mixpo6ionoriusi: crepripHicTh

1.6.1. Microbiological: sterility

1.6.3. ®iznuHi/XiMiuHI

1.6.3. Chemical/Physical

1.6.4. Bionmoriuni

1.6.4. Biological
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