VKPAIHA
UKRAINE

CEPTU®DIKAT BIAMTOBIJIHOCTI YMOB BUPOGHHUITBA JIIKAPCHLKHX 3ACOBIB
BUMOTI'AM HAJIEJKHOI BUPOBHU YOI ITPAKTUKH
CERTIFICATE OF GMP COMPLIANCE

Ceprudikar
Certificate 035/2019/GMP

Crpok aii no:
Valid till: 12.04.2022

YacTtuna 1

Part 1

Hepxasna cayxbda Ykpainu 3 JikapcbKux 3acobin
T4 KOHTPOJTI0 32 HapKoTUKaMH (depaaikenyxoa)
3acBiguye:

Haimvenysanng supoOHHKa, MiCUE3HAXOKEHHS
[lpuBaTHe akuionepHe TOBApHCTBO
"®apmanesruuna gipma "Japuunn"

(ITpAT "®apmauesTuuna gpipma "JTapuuun')
Yipaina, 02093, m. Kuig, Byn. bopucninseska, 13

Haiimenysanns BHpoOHUU0T(MX) ALTBHALI(Ub):
[Ipusarie akuionepue ToBapucTBo
"®apmanesruyna pipma "dapuuus"

(IIpAT "dapmauesruuna gpipma "JTapuuus")
AMDyabHHH ex;

Llex TBepanx nikapcbKux 3acodis;

Llex cTepHIbHAX JiKAPCHKHX 32C06iB;

JAibHELS M IKNX JikapebKUX Gopm;

Jiabnuug indy3ifinux posuunnis.

Miciie npoBagKeHts AisibHOCTI:

Ywpaina, 02093, m. Kuis, Bya. Bopucuinbenka, 13
JlineHsis Ha BUPOOHHMILTBO NIKAPChKUX 3ac00iB B
Vkpaini i1 22.04.2014 AB Ne 598086

Micue BHPOOHHLTBA CHCTEMATHUHO MPOXOIHTE
IHCTIEKTYBAHHSA 31 BCTAHOBEHOIO NEPIOAHYHICTIO Ha
gianosianicrs pumoram GMP 3rigno 31 sBeTanossieHm
HOPSIAKOM.

3a pesynbraTamu IHCNEKTYBAaHHS ULOIO BHPOOHMKA,
OCTAHHE 3 AKUX OY0 NpOBELEHE

08.04.2019 - 12.04.2019,

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

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

(PrJSC "Pharmaceutical firm "Darnitsa")

13 Boryspilska Street, Kyiv 02093, Ukraine

Name(s) of manufacturing site(s):

Private Joint Stock Company "Pharmaceutical {irm
"Darnitsa"

(PrdSC "Pharmaceutical firm "Darnitsa")
Workshop of ampoule;

Solid dosage forms facility;

Workshop of sterile medicinal products;
Manufacturing section of semisolid dosage forms;
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 AB Nt 598086

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
08.04.2019 - 12.04.2019,

Fouosa lepmannol ciywon Ypaium 3 7
JIKAPCHKUX 32c00iB Ta KOHTPOIIO 32 /
HAPDKOTHKAMH
P. Lleaenko

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

R. Isaienko
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FECT&HOBHEHO. WO BiH BIAMOBIAAE BUMOraMm Hane:kHOT
BHPOOHHYOT NPakTHKH, 3a3HAYEHUM B
Hacranogri CT-H MO3V 42-4.0:2016
“Jlikapebki 3acobu. Hanesna BUpoGHHYA NpakTHKA.
(HOpyvamuerit axnr)
O BIANOBIAAIOTL BUMOFaM HAJIKHOT NpakTHKY rpu
BEMPOOHMUTR] I KOHTPOJII AKOCTI Cuctemu
CiBPOSITHHLTBA (apMalleBTHYHHX iHCOEKLIH (PIC/S),
AunpektHsam  €C  Tta  pekomenupauism  BcecpiThbol
Opraizauii oXOpoHH 300pPOB’R BiAHOCHO POy KLUIT,
Lo TipH3HaYeHa s Topriai Ta aucTpubyuiil B kpaiHi
NOXO/LKEHHs abo Ans ekenopty.
et ceprudpikar  pinoGpakae  cramu BHPOOHHYOT
LUTBHULL  HAa  MOMEHT IHCTICKTYBaHHA, 3a3HAYCHOTO
BUILE, | He MOKE BHKOPHCTOBYBAaTHCA  JuiA
MATBEPIDKEHHS  BIAMOBIAHOCTI, SKILO 3 MOMEHTY
POBCAEHHA LULOrO IHCMEKTYBAHHSA I1POHLWIO Bifblie
HIZK 3 pOKH.
Leii ceprudixar Brmouae wactuun 1, 2 Ta 1onatox.
YuHuicTs  uboro cepTudikara Moe  OyTH
MIATBEP/IKEHA OPraHOM, 110 HOro BHIAE.

it is considered that it complies with the Good
Manufacturing Practice requirements referred to in the
Guide 42-4.0:2016
“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 country of origin ar
10 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.

Yacruna 2

Part 2

Jlirapebki 3acobn aas moaunn

Human Medicinal Products

I. BHPOBHHYI OMEPAIIIT - IIKAPCBHKI
3ACOBH

1. MANUFACTURING OPERATIONS -
MEDICINAL PRODUCTS

L.1. Crepuibui npoaykrn

L.1. Sterile products

L1 Acenmuuno 6ueomosaeni (supoonyyi onepayii
s HACHYRHUX AIKADCOKLUX hopm)

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

[.1.1.1. PinvHu B ynakoskax Besnkoro 00’ emy

I.1.1.1. Large volume liquids

I.1.1.4. Pinnnu B ynakoskax manoro 00 emy (y Tomy
HUCI KAPCHKI 3aC00M, 1O MICTSITH FOPMOHHM)

11,6, [ acenrmuuno Burotosneni NPOAYKTH
(MOPOUIKH JUIS PO3UMHIB JUIsl 1H €KIL, 110 MICTSTh
uedanocnopunm)

I.1.1.4. Small volume liquids (including medicines
containing hormones)

I.1.1.6. Other aseptically prepared products (powders
for solutions for injections containing cephalosporins)

1.1.2. Lo niooaiombes kinyeaiir cmepunizayit
(6UPOOHUYT onepaii 018 HacmynHx JHRAPCHRUX hopw)

1.1.2. Terminally sierilised (processing operations for
the following dosage forms)

[.1.2.1. PiauHu B ylnakoBkax Beimkoro 00’emy

[.1.2.3. PiavHu B yNakoBKax Maioro o0 emy (y Tomy
MU JHKAPCBKI 3aC00M, WO MICTST FOPMOHH)

[.1.2.1. Large volume liquids

1.1.2.3. Small volume liquids (including medicines
containing hormones)

1.2. Hectepuabhi npoaykrn

1.2. Non-sterile products

Fostosa Jlepaxasnoi cnymon Ykpainu 3
TIRAPCHKIX 33¢00iB Ta KOUTPOIIO 3a
HAPDKOTHRAMH
P. Icaenko

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

R. Isaienko
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NiAHC BiANoBi 1216107 0c0GH /

Hepiwasna cnymda Yiepainm 3 MKAPCERMX 3ac00iB T4 Ko poato
34 HAPROTHRAMN
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Ykpaita. 03113
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1.2.1. Hecmepuroni npodyimu (supoOiui onepayil
Q18 HACMYNHUX AikapcoKux hopm)

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

[.2.1.1. Kancynawu, Teepai 1.2.1.1. Capsules, hard shell

1.2.1.5. PiauHu AN 30BHILIHBOIO 3aCTOCYBAHHS 1.2.1.5. Liquids for external use

1.2.1.6. PiaMeu /uis BHYTPILIHBOTO 3aCTOCYBAHHS 1.2.1.6. Liquids for internal use

[.2.1.8. [Hwi TBepl AikapebKki GopMu (FpaHyau, 1.2.1.8. Other solid dosage forms (granules, powders)
NMOPOLLKH)

L2111 M aki (y ToMy YMC/Il IKapekKi 3ac00M, Lo 1.2.1.11. Semi-solids (including medicines containing

MICTATE FOPMOHH Ta CybdhaHiiamian)

hormones and sulfanilamides)

1.2.1.13. Tabnetku (y TOMY HHCII JTIKAPCHKI 3ac00H,
L0 MICTSTh TOPMOHH Ta cynbdaHinamiim)

1.2.1.13. Tablets (including medicines containing
hormones and sulfanilamides)

1.6. ITposeaenns BunpodyBanb B PAMKAX KOHTPOJII0O
KOCTI

1.6. Quality control testing

1.6.1, MikpoOionorivHi: CTepUabLHICTE

1.6.1. Microbiological: sterility

1.6.2. MikpoOionorivuui: MiKpodionoriuHa YucToTa

1.6.2. Microbiological: non-sterility

1.6.3. @izuuni/xXiMiudi

1.6.3. Chemical/Physical

|.6.4. BionoriyHi

1.6.4. Biological

Tonosa Jepmasnol eayxon Ykpainm 3
JIKRAPCHLKHX 32c00IB Ta KOHTPOJIK 34 7
HAPKOTHKAMU
P. lecacuxo

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

R. Isaienko

07

NIANHC BIATOBIAANLHOT 0COOM
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