JEPXABHA CJOYXBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMHA Y XUIBCHKIIA OBJIACTI

npoB. CaiTmranoi Hanii, 3, m.Kuis, 02099, ten/take; (044) 576-40-41
E-mail: dIs.kof@dls.gov.ua, Kog €JIPITOY 37078774

BHCHOBOK
PO SIKICTH BBE3EHOr0 B YKpainy MKapchkoro 3acofy

11.03.2025 Ne 3142/25/10

BEPHHEKC

{s1alimerynanis nikapeekoro 3aceby ariano 3 peccTpaniiismm nocaigucisng)
Kpani ouni, cycnensin, 1 % o 5 s y (aakoni 3 npobxoero-KpaneasiHueo Ta KPHILKOX0; 110
1 fuiaxory B KapToHHIl Kepobui

(opMa BUNYCRY, ACIYBAHHS, AIET NAKYBUINS TIKAPCLROro 12c0by)

Homep peeetpauiitnoro mocsignenns UA/17178/01/01 erpox mii peectpauiiinoro nocsizuenns 01.01.2099

Cepin sikapcsxoro 3acoby Ne N24367A Kinekicts 8Besentoro nikapeskoro 3acoby 450
Bupofuuk CEHTICC ®APMA IIBT. AT/, Iuais
{HafinterlyRanis erpodunka ikapebkoro 2acofy, kpalla HoxomEeNNE)
Bscsero B Yipainy Cninsre yKpailichRO-eCTOHChKE MIINPHEMETEO y GopMi TOBAPHCTBA
3 o6Mexenol0 BignoeigaapHicTio "OnrimMa-®apm, ATH", inent, vox
21642228

{HafimeryBanss Ta xon 3a EAPIIOY jopuarrusol ocotu abo npizenie, is's, no 6aTekoni PisHUHOY
ocofilt ~ mianpieMILA, i MicHe IPOAKHEANEA T4 peccTpamifinigi HoMep oGaikosol KapTEI! DIATHHAR
moatkin abo, cepis Ta HoMep nacnopTa)

Ipororea eisyaannoere xonrpome sin 14.02.2025 N 0217/1.
JlaGopatopunii anani sxocTi Aikapeskoro zacaby aaiicerui:.

AT "Lenrpansya nabopatopis 3 aHamisy AKoCTi MiKapehkix 3aco6iB i MeauaHO! mpogyKuii"
{m.Kwis, Byn. Kynpasepka 10r m.Kuis, Byn. Kyapsschka 8B Kuisenka o6nacts, ¢. Hosi Ilerpisui,
By, IBana Ppanka, 19)

{(HafMEHYBAMEN T2 MiCUe3HAXOMNeHHd nabopaTopil, e nporena nabopareplii aHanis AK0cTi)

Brerosex wono axecti frikapeskoro sacoBy, sitanni naboparopieo sig 11.03.2025 Ne 0317

Pesynsrari naGoparopHoro aHaTizy akocri nigaperKOro 3acoby 34 nepepipeHiMI MOKA3HAKAMY BIAHOBINAI0TS
BHMOTAM METOMIB KOHTPORK AKOCT] {aHANITHYHO-HOPMATHBHOT IOKYMEHTAli).

32 pesymbTaTaMi  JIEPKABHOTO KOHTPOMD BCTAHOBJIGHO, WO JxApchkuii 3aci6 BBReseno = Yrpaiay 3

Omsra CPBOMEHKO

{iniutany ta npizanite)




& SENTISS PHARMA PVT. LTD.

§FWS§ Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India.

CERTIFICATE OF QUALITY
Ceprudixar sxoeri

Ttem : BRINEX eye drops, suspension 1%
Hazga : BPUHEKC, xpanui ouni, cycnensis 1%
1 ml suspension contains: Brinzolamide 10.0 mg
1 mn cycniensil Micturs: Bpansonamin 10.0 Mr
Dosage form: /Jlikapceka dopma: Eye drops, suspension 1% / xpanui ousi, cycnemsin 1%
Size and type of pack: 5 ml in a vial with a dropper stopper and a cap with marking in Ukrainian; 1 vial in a cardboard box
labeled in Ukrainian and English. .
Posmip Ta THO yriakoBkm: 0o 5 Mit y dutaxosi 2 npoSKoo-KpaneabHUUEIO Ta KPUIIKOIO 3 MAPKYBAHHAM YKPATHCBKOIO MOROI;
no 1 QriakoHy B KapTouHil KOpoOLi 3 MapKYBaHHAM YKPAiHCHKOIO T2 aHIUIACEKOI MOBaMH.
Manufacturer Country: India / Kpaina - supoGuux: Tixis

Pack size/ Posmip ynakosxu: 5 ml. /5 mni Report No./ Homep 3Bity: N-25-003
Batch No./ Homep cepii :N24367A Date/ fata:02/01/2025
Mfg. Date/ Jata supoGauwirsa:12/2024 Batch size/ O6’em maprii: 200 1.(34483packs)
200 51 (34483 ym.)
Exp. Date/ Ilpunatauit no:12/2026 Date of receipt of samples:10/12/2024

Jara oTpuManHs 3paskis
Name & address of Manufacturer: SENTISS PHARMA PVT. L'TD., India,
Village Khera Nihla, Tehsil Nalagarh, Disit. Solan, Himachal Pradesh, 174 101, India
Haspa ta anpeca Bupobuuka: CEHTICC ®APMA TIBT. JITH., Iunis
Bimmimx Kxepa Hixna, Texcin Hanarapx, Jierr. Conan, Ximauasn pagew, 174 101, lnuis
Manufacturer License (form 28) / BapoBunua Jlinensis (Gopma 28) Ne: MB/06/470
Registration certificate / Peectpauiiise nocsinuenna: Ne UA/17178/01/01 .

RESULTS OF ANALYSIS
PesyabTaTh adanisy

Country: - Ukraine
Version No: - 04

SPL-QA-SOP-041-02-12 Z%Y NP RAT T4

No. Tests Observations Standards (Limits)/ Reference
Ne Tecern PesyabTaTn HopmyBanusn
At the release:
Description Complies White suspension
Onue Ha momenT BHITYCKY:
(Visually/Bisyanb o) Binmosinae Bina cycneusis
1
During shelf life:
White to off-white suspension.
Ha vepmin npuasarnocTi:
bina abo maibke Gina cycriensis.
Identification
Inerwrudivanis
a) Brinzolamide Complies The retention time of main peak in the chromatogram of
(HPL.C-method) sample preparation should correspond to that of the
a) Bpuuzonamin main peak in the chromatogram of standard preparation
(BEPX) as obtained in the assay of Brinzolamide.
Bianosinae Yac yrpumysaHHs OCHOBHOrO Hika mna xpomarorpami
BHOPOOYRAHOTO  PO3YMHY Ma€ BimmoBimaTn 4acy
YTPUMYBAaHHS OCHOBHOrO ITika Ha XpoMarorpami
2 CTaHEAPTHOTO PO3MMHY, OTPHMMAHHX NpH KiUThKiCHOMY
BH3HAYCHHI OpuH3OIaMiny.
b) Benzalkonium chloride Complies The retention time of major homologue peak of
(HPLC-method) Benzalkonium chloride in chromatogram of sample
solution should correspond to that of the major
homologue peak of Benzalkonjum chloride in
chromatogram of standard solution, as obtained under
content of Benzalkonium chloride.
b) Ben3aikonio Xn0pHix Binnosinae Yac  yrpuMmyBaHHA  [iKa  OCHOBHOrC  I'OMOJIOrd
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SENTISS PHARMA PVT. LTD.
Village Khera Nihla, Tehsil Nalagarh, Distt, Solan, Himachal Pradesh, 174 101, India.

CERTIFICATE OF QUALITY

Ceprudikar srocri

Item : BRINEX eye drops, suspension 1%
Hassa © BPUHEKC, xparni ouni, cycnensis 1%

1 ml suspension contains: Brinzolamide 10.0 mg
1 Ma cycnensil MicTiTs: Bpunszonamin 10.0 mr

Dosage form: /Jlixapceka dopma: Eye drops, suspension 1% / xpanni ousi, cycuensis 1%
Size and type of pack: 5 ml in a vial with a dropper stopper and a cap with marking in Ukrainian; 1 vial in a cardboard box

labeled in Ukrainian and English.

Posmip Ta THI ynaxoBku: 110 5 it y (i1akoHi 3 npoGKo0-KpanensHIIEIo Ta KPUMIKOIO 3 MapPKYBAHHAM YKPaTHCHKOIO MOBO;

no 1 ¢pnakoHy B KapToHHiM KOpoOUl 3 MAPKYBAHHAM YKPATHCHKOIO T4 aHINIMCHKOI0 MOBAMY.

Manufacturer Country: India / Kpaina - supoGuuk: Inzis
Pack size/ Posmip ynakosku: 5 mL /5 ma

Batch No./ Homep cepii :N24367A

Mfg. Date/ Jlata supoOuuurea: 12/2024

Exp. Date/ INpunaranit go:12/2026

Report No./ Homep 3BiTy: N-25-003
Date/ J{ara:02/01/2025
Batch size/ 06’ em naprii: 200 1.(34483packs)
2200 5t (34483 yr1)
Date of receipt of samples:10/12/2024
Hara oTpuMaHHS 3paskis

Name & address of Manufacturer: SENTISS PHARMA PVT. LTD., India,

Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
Haspa ta anpeca Bupobuuxa: CEHTICC GAPMA TIBT. JIT/L., Iunis

Binnimx Kxepa Hixna, Texcin Hanarapx, Mictr. Conan, Ximauan Ipazew, 174 101, lugis
Manufacturer License (form 28) / BupoGuuya Jlinensis (hopma 28) Ne: MB/06/470
Registration certificate / Peecrpartiitue rocsinuenus: Ne UA/17178/01/01

RESULTS OF ANALYSIS
Pesyavrary ananizy

No. Tests
Ne Tectu

Observations
PesyapraTi

Standards (Limits)/ Reference
Hopmysaxus

(BEPX)

GensanKoHio XIOPHITY Ha XpomMaTorpami
BUOPOOYBAHOTO  PO3YMHY MAE BIIDOBIHATH Hacy
YTPUMYBAHHS [iKa OCHOBHOI'O IoMosiora Gersanxonino
XJTOPULY Ha XpPOMAaTorpaMi CTAHZAPTHOLO POIUMHY,
OTPHMAHMX TIPY  BHIHAYCHHI BMICTY GeH3ANKOHIIO
XJOPHAY.

pH

7.5

7,5

At the release:

From 7.0 to 8.0

Ha momenT Bunycky:
Bix 7,0 no 8,0

During shelf life:

From 6.5t0 8.5

Ha Tepmin npuaariocri:
Bin 6.5 1o 8,5

Osmolality
OcMONAILHICTD

289 mOsmol/kg

289 mOcmonu/xr

At the release:

270 — 310 mOsmol/kg
Ha momerT Buirycky:
270 - 310 MOcMons/xr

During shelf life:

260 — 330 mOsmol/kg

Ha repmin npunaTHocTi:
260 - 330 mOcmoss/xr

Viscosity
B’sizkicth

321 cps

At the release:
250 - 650 cps
Ha momenT Bunycky:

Country: - Ukraine
Version No: - 04
SPL-QA-SOP-041-02-12
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9 SENTISS PHARMA PVT. LTD.
SENTISS Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India.
CERTIFICATE OF QUALITY
Ceprudixar grocri
Ttem : BRINEX eye drops, suspension 1%
Hasga : BPUHEKC, kpamni ousi, cycnensis 1%

1 ml suspension contains: Brinzolamide 10.0 mg

1 mn cycnensil MicTurs: Bpunszonamin 10.0 Mr

Dosage form: /Jlixapcbka dopma: Eye drops, suspension 1% / xparuti ousi, cycnensis 1%

Size and type of pack: 5 ml in a vial with a dropper stopper and a cap with marking in Ukrainian; 1 vial in a cardboard box
labeled in Ukrainian and English.

Po3mip Ta Tl ynakoBky: 1o 5 Mir y durakosi 3 mpoOKoIo-KpareNIbHALCIO Ta KPHINKOIO 3 MapKYBaHHAM YKPaTHCHKOIO MOBOIO;
no 1 gnaxosy B KapTOHEIH KOpoOLUi 3 MapKyBAHHAM YKpaTHCLKOK Ta aHIATHCHKOI0 MOBAMH.

Manufacturer Country: India / Kpaina - BupoOnux: [Hnis

Pack size/ Posmip yriakosxu: 5 ml /5 mn Report No./ Homep 3Bity: N-25-003
Batch No./ Homep cepii :N24367A Date/ [ara:02/01/2025
Mitg. Date/ Jara supoOuuirsa: 12/2024 Batch size/ 06’em mapTii:200 1.(34483packs)
1200 21 (34483 yn.)
Exp. Date/ Npunarunit xo:12/2026 Date of receipt of samples:10/12/2024

Hata OTpUMAaHHS 3paskin
Name & address of Manufacturer: SENTISS PHARMA PVT. LTD., India,
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
Hasna ta anpeca Bupobuuka: CEHTICC ®APMA TIBT. JIT]L., Innis
Binnimx Kxepa Hixna, Texcin Hanarapx, Hicrr. Conan, Ximauan Ipageur, 174 101, Inpnis
Manufacturer License (form 28) / Bupo6uuaa Jliuensis (dopma 28) Ne: MB/06/470
Registration certificate / Peecrpaniiine nocsingenns: Noe UA/17178/01/01

RESULTS OF ANALYSIS
PeayssTaty anaisy
No. Tests Observations Standards (Limits)/ Reference
Ne Teeru Pesynnraru Hopmysanus
321 ¢l 250 650 ¢l
During shelf life:
200 — 800 cps
Ha Tepmin npuxarHocTi:
200 - 800 cIl
Complies Time of resuspendability should not be more than 15
6 Resuspendability ) _ seconds.
PecycnienxyBanus Bianosinae Yac pecycrientysanns mae OyTu Be 6inbue Hidx 15
CEKYHIL,
7 Sterility Complies Drug should be sterile.
CrepuibiicTs Bignosinae [Ipeoapart Mae OYTH CTCPWILHIM,
Extractable volume 5.7 ml NLT 5.0 mL'
8 ) He menmwe uix 5.0 ma
O6°en , 1IX0 BUTIFACTLCSE 5,7 mn
At the release:
99 % NLT 90%- NMT 10 pn
100.0 % NLT 99.5%- NMT 25 um
100.00 % NLT 99.95%- NMT 50 pm
100.000 % NLT 99.995%- NMT 100 um
Particle size Ha momenr Banyeky: - .
9 Posmip HACYHHOR 99 % He meuine nixe 90% - se Ginslue e 10 MKM
100,0 % He Menme ik 99,5% - ve Ginpine Hix 25 MM
100,00 % He menuie nix 99,95% - ne 6inabie Hix 50 MxM
100,000 % He menme Hix 99,995% - pe Ginsue nix 100 mMxm
During shelf life:
NLT 85%- NMT 10 pm

Country: - Uktaine
Version No: -~ 04 Page 3 of 7
SPL-QA-SOP-041-02.12




w& SENTISS PHARMA PVT. LTD. .
SENTISS Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India,

CERTIFICATE OF QUALITY
Ceprudixar sxoeri

Item : BRINEX eye drops, suspension 1%
Hazpa : BPHHEKC, xpamuni ouwi, cycnensis 1%
1 ml suspension contains: Brinzolamide 10.0 mg
1 Mt cyenensii micTith: Bpuuszonamin 10.0 mr
Dosage form: /Jlikapcpka dopma: Eye drops, suspension 1% / kpaiurti ousi, cycnensis 1%
Size and type of pack: 5 ml in a vial with a dropper stopper and a cap with marking in Ukrainian; 1 vial in a cardboard box
labeled in Ukrainian and English.
Po3mip Ta TN ynakoRKH: 0 5 My ¢maxoHi 3 IpoGKOIO-KPAIEIEHANEIO Ta KPULIKOIO 3 MAPKYBAHHAM YKPalHChKOIO MOBOIO;
no 1 durakony B kapTOHHIN KOPOOLI 3 MAPKYBaHHAM YKPATHCHKOIO Ta AHIIHCEKO0 MOBAMU.
Manufacturer Country: India / Kpaiua - supo6uux: [nnis

Pack size/ Poamip ynaxosku: S mL /5 mn Report No./ Homep agity: N-25-003
Batch No./ Homep cepii :N24367A Date/ [{ara:02/01/2025
Mfyg. Date/ Jara supobuunrsa: 12/2024 Batch size/ 06" em mapTii:200 1.(34483packs)
:200 1 (34483 yn)
Exp. Date/ [punaraunii no:12/2026 Date of receipt of samples:10/12/2024

Hara oTpuMaHHA 3paskis
Name & address of Manufacturer: SENTISS PHARMA PVT. L'TD., India,
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
Hasna ra agpeca Bupobruxa: CEHTICC ®APMA TIBT. JIT/., luuis
Binnimx Kxepa Hixna, Texcin Hanarapx, icrr, Conan, Ximauan [pagew, 174 101, [nnis
Manufacturer License (form 28) / Bupo6nuua Jliuensin (dopma 28) Ne: MB/06/470
Registration certificate / Peecrpauiiine nocsiguenna: Ne UA/17178/01/01

RESULTS OF ANALYSIS
Pe3yanTaT awanizy

No. Tests Observations Standards (Limits)/ Reference
No Teern PesynnTarn Hopmysanus

NLT 99.5%- NMT 25 um

NLT 99.95%- NMT 50 pum

NLT 99.995%- NMT 100 um

Ha repmin npunarsocri:

He menme mixk 85% - He Sinbme ik 10 MM

He Menue wix 99,5% - ne Ginbiue Hbx 25 MM

He menine #ix 99,95% - ge Ginpite Hin 50 Mxm
He Menue Hik 99,995% - ge Ginnute uik 100 MM
At the release:

a) Test 1
Not detected - Related compound A (S- isomer)- NMT 1.0%
b) Test 2
0.08 % - Impurity B - NMT 0.4%
Not detected - Impurity D -NMT 0.4%
Related substances 0.11% - Any single unspecified impurity - NMT 0.4%
(HPLC-method) 0.19 % - Total impurities -NMT 1.0%
CynyTtai aemMiniku Ha momenr sunycky:
10 (BEPX) a) Jocaimxenus 1
Cynyrag
He BHABIIEHO nomimka A (S-isomep) - He Ginpue 1,0%
b) Hoenimxenus 2
0,08 % - Homimxa B - He Gigpwe 0,4%
He BussneHo - Jomimixa D - He 6insue 0,4%
0,11% - Bynp-saxa Hencranossiena gomiwka - He Ginpue 0,4%
0,19 % - Cyma poMimox - He 6lisue 1,0%

Country: - Ukraine
Version No: - 04 Page 4 of 7
SPL-QA-SOP-041-02-12




8 SENTISS PHARMA PV, LTD.
SENTISS Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India.

CERTIFICATE OF QUALITY
Cepradirar srocri

Item : BRINEX eye drops, suspension 1%
Hazspa : BPMHEKC, xpanni ouni, cycnensis 1%
I ml suspension contains: Brinzolamide 10.0 mg
1 mn cycnensit Micture: bpunzonamin 10.0 Mr
Dosage form: /Jlixapcwka dopma: Eye drops, suspension 1% / kpamni o4ni, cycuiensis 1%
Size and type of pack: 5 ml in a vial with a dropper stopper and a cap with marking in Ukrainian; 1 vial in a cardboard box

labeled in Ukrainian and English.
Poamip Ta THH YIZKOBKH: 110 5 M1 y GIaKkoHi 3 NpoGKOIO-KPANE/LHUALEIO T3 KPHULIKOIO 3 MAPKYBAHHAM YKPAiHCHKO MOBOIO;

10 1 GpaakoHy B KapToHHIM KopoOui 3 MapkyBaHHIM YKPATHCEKOIO Ta AHMHHCEKOK MOBaMY,
Manufacturer Country: India / Kpaina - supoGuuic: Innis
Pack size/ Poamip yrnaxosxu: 5 ml. /5 Mo

Report No./ Homep 3gity: N-25-003

Batch No./ Homep cepii :N24367A Date/ Jara:02/01/2025
Mifg. Date/ Hata Bupobauursa:12/2024 Batch size/ O6’em naptii:200 L(34483packs)
:200 1 (34483 yn.)

Exp. Date/ Npunarauit 10:12/2026 Diate of receipt of samples:10/12/2024
Jara oTpuMaHHs 3pa3Kis

Name & address of Manufacturer: SENTISS PHARMA PVT. LTD., India,

Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India

Hasga Ta anpeca Bupobuuka: CEHTICC ®APMA TIBT. JITK,, Inuis

Bisipox Kxepa Hixna, Texcin Hanarapx, [licrr. Conan, Ximauan Ipanem, 174 101, Ingin

Manufacturer License (form 28) / BupoGauma Jlinenzis (dopma 28) Ne: MB/06/470

Registration certificate / Peectpauiiine nocsixuenis: Ne UA/17178/01/01

RESULTS OF ANALYSIS
Pesyantarn ananizy
No. Tests Observations Standards (Limits)/ Reference
Ne Teeru Pesyabrartu Hopmysanus
During shelf life:
a) Test 1
- Related compound A (8- isomer) -NMT 1.5%
b) Test 2
- Impurity B - NMT 0.5%
- Impurity D - NMT 0.5%
- Any single unspecified impurity - NMT 0.5%
- Total impurities - NMT 2.0%

Ha repmin npagarnocris
a) Hocnimxenns 1

Cymrytis
nomimka A (S-isomep) - He 6inpiue 1,5%
b) Jocaimxernus 2
- Jomimxka B - He 6impiue 0,5%
- Jlomimika D - He 6irpine 0,5%
- Bynb-sika HEBCTaHOBNEHA noMilika - He 6inbuie 0,5%
- CyMma JoMiniox - He 6inpiue 2,0%
Assay/ At the release:
Kinbkicie suanayenns 98.5 % 93.0% - 107.0% of labelled amount
Ha momeHnT BHUNYCKY:
a) Brinzolamide 98,5 % 93,0% - 107,0% Bix 3asBneHof Kinbkocti
1 By HPLC)
a) bpunsosnamin During shelf-life:
(BEPX) 90.0% - 110.0% of labelled amount
Ha Tepmin npuaaTaocti:
90,0% - 110,0% six 3asBieH0l KiNbKOCT
Country; - Ukraine
Version No: - 04 Page S of 7
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SENTISS PHARMA PVT. LTD.
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India.

CERTIFICATE OF QUALTTY
Ceprudirar axocri

Itemn : BRINEX eye drops, suspension 1%
Hazsa : BPUHEKC, kpamii oysi, cycnensia 1%
1 ml suspension contains: Brinzolamide 10.0 mg
1 Mn cyenensii micturs: Bpunzonamin 10.0 mr
Dosage form: /Jlikapesxa dopma: Eye drops, suspension 1% / kparwii ouni, cycniensis 1%
Size and type of pack: 5 ml in a vial with a dropper stopper and a cap with marking in Ukrainian; 1 vial in a cardboard box
labeled in Ukrainian and English.
Po3Mip Ta THI yIaxOBRKH: 110 5 Mt Y GHaKOHI 3 HPOGKOIO-KPANENLHUUEIO Ta KPHIIKOID 3 MAPKYBAHHSIM YKPATHCHKOIO MOBOIO;
no 1 ¢gaaxoxy B KapTOHHIM Kopo6ui 3 MapKyBaHHAM YKPATHCLKOIO T aUTTIHCHAKOI0 MOBAMMU.
Manufacturer Country: India / Kpaina - aupoGuux: IHais
Pack size/ Posmip yuaxosku: 5 mL /5 mi
Batch No./ Homep cepii :N24367A
Mfg. Date/ lara supoGaunrsa: 12/2024

Report No./ Homep 3Bity: N-25-003
Date/ Jara:02/01/2025
Batch size/ 06’ em mapri:200 L(34483packs)
1200 n (34483 yn.)
Date of receipt of samples: 10/12/2024

Exp. Date/ Ipunarauii no:12/2026
Hara oTpuMaHss 3paskin

Name & address of Manufacturer: SENTISS PHARMA PVT. LTD., India,

Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
Haspa ta agpeca Bupo6uuka: CEHTICC ®APMA TIBT. JIT/,, Iuxis

Binnipx Kxepa Hixna, Texcin Hanarapx, Jicrr. Conan, Ximauan Ipanen, 174 101, Inpis
Manufacturer License (form 28) / Bupo6uyma JTinensis (hopma 28) Ne: MB/06/470
Registration certificate / Peectpaniitne nocsiguenus: Ne UA/17178/01/01

RESULTS OF ANALYSIS
PesynoraTn ananisy
No. Tests Observations Standards (I.imits)/ Reference
Ne TeeTn PeaynsraTi Hopmysannst
At the release:
b) Benzalkonium chloride 97.8 % 85.0% - 110.0% of labelled amount
By HPLC) Ha MoMeHT BUNYCKY:
b) beH3a/IkoHiI0 XJOPHI 97,8 % 85,0% - 110,0% Bin 3asBeHOT KIALKOCTI
(BEPX)
During shelf-life:
75.0% - 115.0% of labelled amount
Ha repmin npunarsocri:
75,0% - 115,0% Bin zasmnesnol kiiskocti
Conclusion:

Bucuxobok:
Hum s 3acsixdylo, mo uaseneda sume inpopmauis € mocrosipmolo Ta Tounoo. Lo cepilo npomyxuii Gymo BupoGieso

(BIULOYAIOYH NAKYBAHHS/MAPKYBAHHA) TA IPOBEJCHO KORTPONS 1f AKOCTI Ha BUINE3a3HAdEHiH Almbuui y nosHi#l BignoBigHocTi 3
pumoramu GMP  Vxpainu, a rtakox signosigHo o crnemwbixauiii, wo Mictatees peectpauifisoMmy mocke. [Iporokomn
BMpOGHHUTBEA, TTAKYBAKHA Ta aHANI3IB OyN0 NeperysHyTo Ta BCTAHOBIEHO BiANOBianicTs GMP

I hereby certify that the above information is reliable and accurateThis series of products was manufactured (including packaging /
labeling) and quality controlled at the above site in full compliance with the GMP requirements of Ukraine, as well as in
accordance with the specifications contained in the registration dossier. The production, packaging and analysis protocols were

reviewed and GMP compliant .

Country: - Ukraine
Version No: - 04 Page 6 ot 7
SPL-QA-SOP-041-02-12




)

. A SENTISS PHARMA PVT. LTD.
SENTISS

Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India.

CERTIFICATE OF QUALITY
Ceprudirar sikoeri

ftem : BRINEX eye drops, suspension 1%

Hasga : BPUHEKC, xparud ogsi, cycnenzis 1%

1 ml suspension contains: Brinzolamide 10.0 g

1 mn cycnensii mictuts: Bpunzonamiz 10.0 Mr

Dosage form: /Jlikapcsxa Qpopma: Eye drops, suspension 1% / xparur oumi, cycitensis 1%

Size and type of pack: 5 ml in a vial with a dropper stopper and a cap with marking in Ukrainian; 1 vial in a cardboard box
labeled in Ukrainian and English.

Po3mip Ta THR YIrAKOBKK: HO 5 M1y (NAKOR 3 HPOGKOIO-KPAleILHHALEIO T KPUIIXOK 3 MAPKYBAHHAM YKPAIHCHKOIO MOBOIO;
10 1 Gnaxkony B KapTOHHINH KOpoBI 3 MapKyBaHHAM YKPATHCHKOIO Ta aHITHHCLKOK MOBAMH,

Manufacturer Country: India / Kpaina - supobHuk: Inuis
Pack size/ Posmip ynakosku: 5 ml, /5 mn
Batch No./ Homep cepii :N24367A
Mifg. Date/ ara supoOruursa: 1 2/2024

Report No./ Homep 3sity: N-25-003
Date/ Jlara:02/01/2025
Batch size/ 06’ em naptii:200 1.(34483packs)
200 1 (34483 yi)
Date of receipt of samples:10/12/2024
Jlara OTPHUMAaHHY 3pasKip

Exp. Date/ lpunatruit 50:12/2026

Name & address of Manufacturer: SENTISS PHARMA PVT. LTD., India,

Village Khera Nihla, Tehsil Nalagarh, Distt, Solan, Himachal Pradesh, 174 101, India
Hassa Ta agpeca Bupobunxa: CEHTICC ®APMA TIBT. JIT., Iumis

Bimnimi Kxepa Hixna, Texcin Hanarapx, Hicrt, Conan, Ximavan panew, 174 101, Inain
Manufacturer License (form 28) / Bupo6uanua Jliuensis (hopma 28) Ne: MB/06/470
Registration certificate / Peectpauiitne nocsingenns: Ne UA/17178/01/01

S ) ) ,
g i I N -
Signature/Tlorc Signatre/Tloancs Signature/[Toamics /ﬁ}wﬁm-f”"’ W ot P
s \ S g w
0 2JAch 2oV I OIS
Date/Hata Date/Ilara e lara :
Ravi Knmar Pardeep Janga Ranjeet Singh
Papi Kymap Hapain Drxaura Paukut Cinrs
Manager Sr. Manager Deputy General Manager
Quality Control Quality Centrol Quality Assurance
menemep Crapunii mexexep 3aCTYNHHK FeHepanLHOro AMpexTopa
Kontposs axocrti KonTpons axocTi 3aGezneuenHn AKoeTi
Prepared By Reviewed By Approved by
IfpuroToBna [epesipun 38’!‘3epmz<r-,1 P
/ Py
: e e for Bateh reloasel A ot ¥
Date of Batch rele.?se/ Y AHDOES R.espon‘mble for Batch release Ly oo
Hara urmycky cepii: Binnosigansaui 3a BHIOYCK CEPIT: e} o¥

Name of authorized person
YnosHOBaXEHa ocoba
Designation of authorized person
Tocana ynosuopakenol ocobu

Ranjeet Singh

Papornt Cibrx

Deputy General Manager

3acTynHIK IeHePAILHOIO IUPEKTOpa
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