YKPATHA
UKRAINE

CEPTU®IKAT BIANNOBIITHOCTI YMOB BUPOBHUIITBA JIIKAPCHKHX 3ACOBIB
BUMOTI'AM HAJIEKHOI BUPOBHUYOI IIPAKTUKH

CERTIFICATE OF GMP COMPLIANCE

Ceprudikar Ne: // Certificate No:
O5Efr01E /b P

Crpok aii no: // Valid till:
13.03.2027

Yactuna 1

Part 1

HepxaBua cayxéa VYkpainm 3 JikapcbKux
3ac00iB  Ta KOHTPOJIIO 32 HAPKOTHKAMH
(Hepaxnikenyx6a) 3acBiguye:

HaliMenyBaHHsT BHPOOHMKA, MICLIE3HAXOKEHHS:

bPAYH JIABOPATOPI3 JIIMITE],

13, HIT, Inpactpian apia, Dapimaban-121001
(Tapesna), IHais

HaiiMmenyBaHHS BUPOOHMYOT(MX) HibHHII(IIB):

BPAYH JIABOPATOPI3 JIIMITE]

Micie npoBaHKEHHS MisALHOCTI:
13, HIT, Impacrpian apia, ®apinaéan-121001
(lapwsaua), Iugin

Jlinensii Ha BUPOOGHHMUTBO JIKAPCHKHMX 3ac06iB y
Inmii Bix 03.1992 Ne 671-OSP (H) (®opma 25) ta
Ne379-B (H) (Popma 28), Ttepminom xii 10
31.12.2026.

Micue BHPOOHMIITBA CHCTEMATHYHO IPOXOAUTH
IHCMEKTYBaHHS 31 BCTAHOBIIEHOIO NEPIOAMIHICTIO HA
BigmoBigHicTe  Bumoram  GMP  srigHo  3i
BCTaHOBIIEHUM TIOPSIKOM.

3a pe3yabTaTaMy IHCIIEKTYBaHHs LbOTO BUPOOHHKA,
OCTaHHE 3 AKUX OyJI0 NpoBeneHe

05.03.2026, 06.03.2026,
09.03.2026 — 13.03.2026

BCTaHOBJIEHO, 110 BiH BiJI[TOBi1a€ BUMOTAM HAJIEKHOT
BHPOOHUYOI MPAKTHKH, 3a3HAYECHHM B

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

Manufacturer’s name, registered place of business:
BRAWN LABORATORIES LIMITED

13, NIT, Industrial Area, Faridabad-121001
(Haryana), India

Name(s) of manufacturing site(s):

BRAWN LABORATORIES LIMITED
Manufacturing site address:

13, NIT, Industrial Area, Faridabad-121001
(Haryana), India

Manufacturing authorization for medicinal products
in India from 03.1992 Ne 671-OSP (H) (Form 25) and
Ne 379-B (H) (Form 28), valid till 31.12.2026.

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

05.03.2026, 06.03.2026,
09.03.2026 — 13.03.2026

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

3actynauk I'o10BH 3 nuTanb qupoBoro
PO3BHUTKY, HH(PppoBHX TPpaHchopmaniii i
nudposizamii

Jlecst ABJIOHCBKA

i JIUC BiANOBINANBHOT 0cOOH, meyaTka

Jepxkasua ciyx6a Ykpainu 3 nikapcsKux 3aco6is Ta
KOHTPOJIIO 32 HAPKOTHKAMH

Alpeca: nipocnekT bepecreiichkiii,120-A, M. Kuis, Vipaina,
03115

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

Daxc: +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 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
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Hacranosi CT-H MO3VY 42-4.0:2020
“Jlikapebki 3acobu. Hanesxna Bupo6HIya npaxTiKa”,
Hacranosi CT-H MO3YVY 42-4.0/1:2023 «Jlikapchki
3acobu. Hanexwna BupoGumya npaktuka. Jomatok 1.
BHpOGHULTBO CTEPHUIBHUX JTiKapChKUX 3ac00iBY,
(Hopmamuenudi axm)

O BiANOBIAAIOTH BUMOIraM HAJEXKHOT MPAKTHKM TpPH
BUPOOHMUTBI i  kOHTpom  skocti  CucTemu
CriBpobiTHULTBA hapMaleBTHYHUX iHcTekiit (PIC/S),
mupektuBaMm €C  Ta  pexomeHmamiaM BcecBiTHBOT
opraHisauii 0XOpoHH 370poB'a BIAHOCHS NpoRyKLii, o
NpU3HAYeHa I TOPTiBNI Ta JUCTpUOYLii B KpaiHi
HOXOKEHHS ab0 AT eKCIIopTY.

Heii  ceprudixar BigoOpaxkae crtan BHPOOGHHUOT
ATbHALI Ha MOMEHT IHCIIEKTYBAHHS, 3a3HAYEHOTO
BUIIE, i HE MOXE BHKODHCTOBYBATHCA IS
TiATBEP/DKEHHS BiANOBIZHOCTI, KO 3 MOMEHTY
TIPOBEJIHHS [[HOTO IHCMEKTYBAHHS TPOWLITIO Oiiblire
HiX 1 pik.

Lle#t cepTudixat BrIrOYae yacTHHHU 1, 2 Ta H0JATOK.
YuHnicth  1mporo  ceprudikata  Moxke  OyTu
HiATBEP/UKEHa OPraHoM, Wio oro BUAAB.

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”,
(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

Nrganizatian rasnmmandatin n ragnoact afnradiiota ta
uLsuquauuu 1\.\,uuuu\.auuauvuo lll l\-ol,l\./\/l, viL leuu\atO w

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 year has 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
JlikapchKi 3aco6u A71s JIOIHHU Human Medicinal Products
1. BUPOBHUYI ONEPAUII - JIIKAPCBKI 1. MANUFACTURING OPERATIONS -
3ACOBH MEDICINAL PRODUCTS

1.1. Crepuasbhi gikapcebki 3acoou

1.1. Sterile products

OISl HACMYNHUX 1IKAPCHKUX hopM)

1.1.1. Acenmuuno euzomosneni (6upoduuui onepayii

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

1.1.1.2. Jlioginizatu

1.1.1.2. Lyophilisates

1.1.1.4. Pianuu B ymakoBkax Masnoro o6'eMy (Jikapchki
3aC00M, 10 MICTSITh TOPMOHM)

1.1.1.4. Small volume liquids (medicines containing
hormones)

1.1.1.5. Teepni  Ta iMIUTaHTaHTH (OOPOIIOK  JUIA
po3uMHy A iH’€KUiH, (B T.4. JiKapchki 3acobH, Mo
MiCTATH 1e(aJOCTIOPHHM Ta TOPMOHH))

1.1.1.5. Solids and implants (powder for solution for
injection, (including medicines containing
cephalosporins and hormones))

1.1.1.6. Inmi acenTuyHO BUTOTOBJIEHI JTiKapchKi 3ac06u
(kpari ouHi)

1.1.1.6. Other aseptically prepared products (eye drops)

1.6. IlpoBenenns
KOHTPOJII0 SIKOCTi

BUIIPOOYBaHbL B pamMKax

1.6. Quality control testing

1.6.1. Mikpo6ioJIoriuHi: CTepunbHicTh

1.6.1. Microbiological: sterility

1.6.3. ®iznyni/xiMiuHi

1.6.3. Chemical/Physical

1.6.4. bionoriuui (LAL-tecT)

1.6.4. Biological (LAL-test)

3acrynnuk I'ojioBH 3 muranb nudposoro
PO3BUTKY, iudpoBHuX TpaHchopmaniii i
nudporizamii

Jleca ABJIOHCBKA

TIATHKC BiMOBIAANBLHOT 0COOH, edaTka

L£./06 /£94E Tama/Date

Hepxasna cay:x6a Ykpaiuu 3 aikapcbKkux 3aco6is Ta
KOHTPOJII0 32 HAPKOTHKAMH

Appeca: npocnekt bepecreiicbkuii,120-A, m. Kuis, Ypaina,
03115

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

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

mailto: diséadls.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
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HEPEJIIK JIIKAPCHKUX 3ACOBIB, 3APE€CTPOBA.HI/IX ABO 3AIIJIAHOBAHHUX J10
PEECTPAIIII B YKPATHI
LIST OF PRODUCTS, AUTHORISED OR PLANNED TO BE AUTHORISED IN UKRAINE

Honarox 1o ceprudixara o5 6% 02 g%ﬂ, P

Bl /ff 06. 402 E
Annex to certificate from

BHPOOHMIITBA BPAYH JIABOPATOPI3 JIIMITE
Anpeca MicIis IPOBAHKEHHS AisTIbHOCTI:

i3, HIT, Inpacrpian apia, ®@apina6an-i21001 (Tapssna), Ingis

BRAWN LABORATORIES LIMITED
Manufacturing site address:
13, NIT, Industrial Area, Faridabad-121001 (Haryana), India

manufacture of

o ceprudikara CTPOKOM Jii 110

O5€E/r0lE é’w’P

to certificate valid till 13.03.2027
Ne HaiimeHyBaHH JTiKapCbKOTo 3ac00) Peectpauiiine
3/m | Hasea Ta mikapcbka dopma | Hassa Ta jikapebka dopma Mixuapoana MOCBiYeHHst
JiKapcbKoro 3acoy JiKapcbKoro 3acody HENaTeHTOBaHA Ha3Ba (Toprosa
(yxpaiHCbKOI0 MOBOIO) (aHraificbKo010 MOBO10) niruoi(ux) Jinensis) Ne
PeYOBHHH(HH), Y TOMY (B Ykpalm)
yucai ix mepestik — gist
06araToKOMMOHEHTHHX
(koMOiHOBAHHUX) —
AHITiliCbKOI0 MOBOIO
Bupoonumeo 3a nosHum yuriom
1 I'inpoxopruzony Harpiio Hydrocortisone Sodium Hydrocortisone YV nporeci
Cykuusar, Succinate, peectparii
nopowiok juist in'exii 100 vr | powder for injection 100 mg
2 Jexcameraszony Harpiio Dexamethasone Sodium Dexamethasone VY npoueci
®@ocpar, Phosphate, peectpaltii
PO3YMH 7Sl iH'€KIii 4 Mr/MiT solution for injection 4 mg/ml
3 Owmenpasoa Harpiio, Omeprazole Sodium, Omeprazole Y nporeci
TioiNi3aT st pO3UUHY I lyophilized solution for peectparii
iH'exuiit 40 M injection 40 mg
4 TiminoJ, Timilol, Timolol Y npoueci
kparui ouni 0.5% eye drops 0.5% peecTpanii
5 Hedrpuakcon, Ceftriaxone, Ceftriaxone Y npoueci
TIOPOILOK AJis1 1H'€KLi | T powder for injection | g peecTpauii

3actynnuk I'onoBH 3 mutans uu$pposoro

PO3BUTKY, nuppoBHX TpaHchopmaii i
uudposizamii
Jlecs ABJIOHCBKA

7

an rt}’érmatlon and
NSKA

MANHC BiAIOBIZaabHOT 0cO0H, mevarka

E{ ecu@ve officer (see left)

L& /06 /5% Tama/Date

Hep#xaBna ciay:x6a YKkpaiuu 3 JikapebKknx 3aco6is Ta
KOHTPOJIIO 32 HAPKOTHKAMM

Anpeca: npocnekr Bepecreiicbknii,120-A, M. Kui, Vipaina,

03115
Ten.: +38(044) 422-55-77
Daxc: +38(044) 422-55-77

\N'g

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
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