YKPATHA
UKRAINE

CEPTU®IKAT BIANIOBIIHOCTI YMOB BUPOBHHUIITBA JIIKAPCbKUX 3ACOKGIB
BUMOT'AM HAJIEJKHOI BAPOFHHYOI TIPAKTUKH

CERTIFICATE OF GMP COMPLIANCE

Ceptudikar Ne: // Certificate No:
OST/2ca6/¢mp

Crpoxk xii no: // Valid till:
13.03.2028

Yactuua 1

Part 1

Jdep:xaBHa cayxb6a VYxpainm 3 JiKapcbKHX
3aco0iB  Ta KOHTPOJIO 32 HAPKOTHKAMH
(Jepxnikcayx6a) 3acBiguye:

HaliMenyBaHHA BUpOOHHKa, MiCLE3HAXOKEHHSL:

BPAYH JIABOPATOPI3 JIIMITE]]

13, HIT, Inpactpian apia, ®apimaban-121001
(Iapbsna), [Hais

HailimenyBaHHs BUpOOHMUOI(MX) TinbHMALI(LIB):
BPAYH JIABOPATOPI3 JIIMITE]

Micue npoBamKeHHS isSIbHOCTI:
13, HIT, Impacrpian apia, ®apina6an-121001
(Tapwbsana), Inxis

Jlinensii Ha BUPOOHWIITBO JiKAPCHKUX 3aCOBIB y
Inpii Bix 03.1992 Ne 671-OSP (H) (®opma 25) ta
Ne379-B (H) (®opma 28), tepminom nii 1o
31.12.2026.

Micue BHPOOHMUTBA CHCTEMATHYHO MPOXOIUTH
IHCMIEKTYBaHHS 31 BCTAHOBJICHOIO NEPIOAMIHICTIO Ha
BiINOBigHICT,  BUMoram  GMP  srigo  3i
BCTAHOBJICHUM TIOPSIAKOM.

3a pe3ynbTaTaMH iHCIEKTYBaHHs [bOTO BUPOOHUKA,
OCTaHHE 3 AKUX OyIo IpoBeeHe

05.03.2026, 06.03.2026,
09.03.2026 — 13.03.2026

BCTaHOBJIEHO, 110 BiH BiJIIOBia€ BUMOTaM HAIEKHOT
BUPOOHUYOI NPAKTHKH, 3a3HAYECHUM 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
the

3actynnuk I'o10BH 3 nuTans nudposoro
PO3BHTKY, HM(PpoBHX TPaHchopManiii i
nudposizamii

Jlecsa ABJIOHCBKA

NiANUC BIANOBIZaNbHOT 0COOH, TIeyaTKa

L6 /06 129 Jama/Date

HepxaBua cryxba Ykpainu 3 gikapcbKux 3acoiB Ta
KOHTPOJIIO 32 HAPKOTHKAMMU

Anpeca: npocnext bepecreiicbkuii,120-A, M. Kuis, Yipaina,
03115

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

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

.__...‘._,...__“»_,.,_____.

State Service of U‘kréu'ne 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 MO3YV 42-4.0:2020
“Jlikapebki 3acobu. Hanexna Bupo6HHUA npakTHKA”,
(Hopmamuenuil axm)

1O BiAMOBIAIOTH BUMOraM HaleXHOi TMPAaKTHKH IpH
BUPOOHMUTBI i  koHTpoini  sxocti  Cucremu
criBpoOITHUITBA (apMaueBTHYHUX incnekiil (PIC/S),
mupektuBam €C  Ta pekomenpaauiam BcecBiTHBOI
OpraHi3auii 0OXOPOHH 340pPOB's BiTHOCHO MPOAYKILI, o
NpH3HAYEHA JUIs TOPriBjai Ta AucTpuOyuii B Kpaini
HOXOKEHHS a0 AT eKCIopTY.

Heit cepudixar sigoSpaxae cras  BHpoOHHYO
AUTbHHMII HA MOMEHT iHCTEKTYBAaHHS, 3a3HAYCHOIO
BUIIE, 1 HE MOXE BHUKODHUCTOBYBATHCA IS
HiATBEP/UKEHHS  BilNOBIJHOCTI, $KWIO 3 MOMEHTY
TIPOBENICHHS LOTO IHCIEKTYBAHHS HPOMLIIO OiibIme
HiX 2 poKu.

et cepTudikar Bkaroyae yacTuHy 1, 2 Ta H0J4TOK.
YunHicTh  1WBOTO  cepTHgikaTa  MOke ~ OYyTH
HiATBEpUKEHA OPraHoM, 1o Horo BHUAAB.

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 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 veritied with
the issuing authority.

Yacruna 2

Part 2

Jlikapcbki 3aco0u 1i1s JI0aHHU

Human Medicinal Products

1. BUPOBHUYI ONEPALII - JIIKAPCBHKI
3ACObBHU

1. MANUFACTURING
MEDICINAL PRODUCTS

OPERATIONS -

1.2. HecrepuiibHhi Jikapcbki 3aco6n

1.2. Non-sterile products

1.2.1. Hecmepunoui  nikapcoki - 3acobu  (6upobHuyi
onepayi 01 HACMYNHUX JLiKAPCbKUX (hopim)

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

1.2.1.1. Kancynu, tBepai

1.2.1.1. Capsules, hard shell

1.2.1.8. Tnuni TBepai mikapebki hopmu (Mopomok s
OpaJIbHUX CYCTIeH31it)

1.2.1.8. Other solid dosage forms (powder for oral
suspensions)

1.2.1.11. M'axi (kpem) (nikapebki 3aco6u, MO MiCTATh
TOPMOHH)

1.2.1.11. Semi-solids (cream) (medicines containing
hormones)

1.2.1.13. Tabuerku

1.2.1.13. Tablets

1.6. IIpoBenenusn
KOHTPOJI0 AKOCTi

BUNpPOOYBaHb B pamMKax

1.6. Quality control testing

1.6.2. Mikpo0ionoriusi: Mikpo6iosioriuga 4yucToTa

1.6.2. Microbiological: non-sterility

1.6.3. ®i3nuni/XxiMiuHi

1.6.3. Chemical/Physical

3acrynnuk I'osioBH 3 muTanb nudposoroe
PO3BHTKY, HH(ppoBHX TpaHchopmaiii i
nudposizamii

Jleca ABJIOHCBKA

ABLON SKA

[iMUC BiAMOBINANBHOT 0COOH, T1eyaTka

LE../Q /A€ TTama/Date

JepxaBna cayx6a Ykpainu 3 aikapcbkux 3aco6iB Ta
KOHTPOJII0 32 HAPKOTHKAMH

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

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

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

mailto: disi@dls.sov.ua

of the Executive officer (see lett)

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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IEPEJIIK JIIKAPCBKHX 3ACOBIB, 3APEECTPOBAHUX ABO 3AIVTAHOBAHHUX 10
PEECTPAIIII B YKPAIHI
LIST OF PRODUCTS, AUTHORISED OR PLANNED TO BE AUTHORISED IN UKRAINE

JHonarok no ceprudikara AP Bi Y
Annex to certificate Ost/aose /['M P from f6.06 1026
BHPOOHUIITBA BbPAYH JIABOPATOPI3 JIIMITE I

Anipeca MicIis IPOBaKEHHS AiSILHOCTI:
i3, HIT, Inpacrpian apia, @apinadan-121

e

01 (I'apbsina), innin

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

no ceprudikara / i / CTPOKOM il 110
to certificate ~ O° F/794€/€HP valid till  13.03.2028
Ne HajiMmeHyBaHHS JiKAPCHKOIro 3aco0y Peectpamniiine
3/m Haspa Ta nikapcbka Haspa Ta nikapceka MixuaapoaHa NOCBiTYeHHS
(dopma sikapcbKoro (dopma gikapcbkoro HeNaTeHTOBaHa Ha3Ba | (TOprosa JileH3is)
3aco0y (YKpaiHChKOI0 3aco0y (aHIJIiHCHKOI0 Airo4oi(nx) N (B
MOBOIO) MOBO0I0) pe40BHHH(HH), Y TOMY Ykpaini)

yHci iX nepestik — s
0araToOKOMIIOHEHTHHX
(xomMbinoBaHmx) —
AHIJIIHCHKOI0 MOBOIO

Bupobnuymeo 3a nosnum yuriom

1 AzuTpominus, Azithromycin, Azithromycin VY mporeci
IIOPOLIOK TSI OPaJTbHOI powder for oral peecTparii
cycnensii 1 r (came) suspension 1 g (sachet)

2 AznTpominun, Azithromycin, Azithromycin VY mporieci
MIOPOILOK AJIsSi OpabHOT powder for oral peecTparii
cycnensii 200 mr/5 M suspension 200 mg/5 ml

3 berameraszony Banepar, | Betamethasone Betamethasone V nporeci
kpem 0.1 % Valerate, peectparii

cream 0.1 %

4 Ezomenpaszon Marwnito, | Esomeprazole Esomeprazole VY nporeci
Karcynu 3 ynosiibHeHHM | Magnesium, peectpariii
BUBITTBHEHHAM 40 Mr delayed release capsules

40 mg

3actynaux I'onoBH 3 nurans uudposoro
PO3BHTKY, nHudpoBux TpaHchopmaniii i
uudposizamii

Jlecs ABJIOHCBKA

TANHNC BiAMOBIiAANLHOT 0cOOH, TTIeYaTKa

; "5 SO6 pELE Jlama/Date

HepxaBua cyx6a Ykpainu 3 JikapcbKkux 3acoGiB Ta

S ———. State Service of Ukréiii“e.fb ‘Meédicines and Drugs Control
OA311]ple g a: npocnext bepecteficuiuii, 120-A, u. Kuis, Vipaita, Address: 120-A, Beresteiska avenue, Kyiv 03115, Ukraine

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

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

mailto: dls@dls.gov ua This English translation is for reference only and is not part of the
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HNEPEJIK JIKAPCBKHX 3ACOBIB, 3APEECTPOBAHUX ABO 3AILTAHOBAHUX A0
PEECTPAIIIL B YKPAIHI
LIST OF PRODUCTS, AUTHORISED OR PLANNED TO BE AUTHORISED IN UKRAINE

R i e e .06 202¢
Ne HaiimenyBaHHS JiKapcbKOro 3acody Peectpaniiine
3/m Ha3spa Ta gikapcbka Haspa Ta mikapcbka MixxknapoaHa MOCBiTYeHHS
(opma Jikapebkoro popma jgikapcbkoro HENATEHTOBAHA HA3BA | (TOPTOBa JIillE€H3inA)
3aco0y (yKkpaiHcbKo10 3aco0y (aHIIiiicbKoK0 Airo40i(ux) Ne (B
MOBOI0) MOBOI0) pe4oBHHH(MH), Y TOMY Yxpaini)
yHcai iX nepesik — 1
0araTOKOMIIOHEHTHHX
(xomMOiHOBaHHX) —
AHIJiHCBKOI0 MOBOIO
5 Heniatpuanmnii Paediatric Paracetamol, | Paracetamol VY nporeci
Ilapaneramon, oral suspention 125 mg/5 peectpaii
cycreHsist opansHa 125 ml
MI/5 M
6 Curaraintun ®ocdar Sitagliptin Phosphate Sitagliptin Y mponeci
Momoriapar, Monohydrate, peecTpamii
tabnetku 1o 100 mr tablets 100 mg
7 Hedanpoxcu., Cefadroxil, Cefadroxil VY nporeci
HOPOIIOK JUTS OpaIbHOI powder for oral peecTparii
cycnensii 250 mr/ 5 mi suspension 250 mg/5 ml
8 HE®IUHIP, CEFDINIR, Cefdinir VY nporneci
kancynu 300 mr capsules 300 mg peecTpaii
9 Hedypoxcum Axcernn, | Cefuroxime Axetil, Cefuroxime VY npoueci
tabnerku 500 Mr tablets 500 mg peecTtparii

3actynauk I'os10BH 3 nHTanbL HUQPOBOro
PO3BHTKY, HNQpoBuX TpaHchopmauiii i

uudposizamii
Jlecs ABJIOHCBKA

MANKC BIAMOBIAANBHOI 0COOH, TTeyaTKa

LE./06/496 [Tama/Date

JepxaBHa ciayxba YKpainu 3 gikapcbkux 3acobiB Ta

KOHTPOJII0 32 HADKOTUKAMM

Anpeca: npocnekt bepecreiicekuii,120-A, M. Kuis, Ykpaina,

03115

/ /4""*?&
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lead for Digital Development,
l{s ormation and

State Service of Ukraine on Medicines and Drugs Control

Address: 120-A, Beresteiska avenue, Kyiv 03115, Ukraine

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

mailto: dlst@dls.gov.ua

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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