g SENTISS PHARMA PVT. LTD.
SENTISS Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India.
CERTIFICATE OF QUALITY
Ceprudixar sxoeri
Item : TIZOPTAN eye drops, solution
Hasga : TISOITTAH, kpamni ousi, po3uny

I mi solution contains: Bimatoprost 0.3 mg, Timolol maleate 6.83 mg equivalent to Timolol 5 mg
1 M1 po3unHy micTute: 6iMaTonpocty 0,3 mr i TUMOJIONY MaieaTy 6,83 Mr exBIBANIEHTHO THMOJIOAY 5 Mr
Dosage form: /Jlikapchka ¢popma: Eye drops, solution / xparni ouri, po3unn

Size and type of pack: 3 ml in a vial with a stopper-dropper and a cap, with marking in Ukrainian; 1 vial in a cardboard box

marked in Ukrainian and English.

Po3mip ta Tun ynakosku: Ilo 3 ma y duaxoni 3 MIPODKOKO-KPATICTBHALEIO Ta KPHIIKOIO 3 MapKyBaHHAM YKPaTHCBKOIO MOBOD; {10}

| pnaxoHy B kapTousiit kopobui 3 MAPKYBaHHAM YKPAlHCBKOI) T& aHIVIIHCHKOIO MOBAMMU.
Manufacturer Country: India / Kpaina - rupo6uuk: Inmis

Pack size/ Posmip ynaxorku: 3 mL /3 mn Report No/ Homep 3BiTy: N-23-570
Batch No/ Homep cepii : N23374B Date/ Hara : 25/12/2023
Mfg. Date/ [lata BupoSHUIITBA . 12/2023 Batch size/ O6’em maprii: 40L (1212 tpacks)
140 m (12121ym.)
Exp. Date/ [Ipunatauit go : 12/2025 Date of receipt of samples: 06/12/2023
Hara oTpuManus 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 Bupo6uuka: CEHTICC DAPMA TIRT. JITH., Ingia
Binniax Kxepa Hixna, Texcin Hanarapx, dictt. Conan, Ximavar IIpanent, 174 101, lagis
Manufacturer License (form 28) / Bupo6uiua Jlinensis (dbopma 28) Ne: MB/06/470
Registration certificate / Peectpaniiine nocsinuenus: Ne UA/ 7236/01/01
RESULTS OF ANALYSIS
PesynwTaru ananizy
No. Tests Observations Standards (Limits)/ Reference
Ne TecTn PesyneTaru HopmyBamus
Description . : Clear, colorless to slightly yellow colored solution.
1 Onuc f)mpllles IIposopnii, 6e3baprumit abo CBITI0-KOBTOTO KONLO
Bianosigae po3opui, P by
DO3YMH.
Identification (By HPLC)
InenTndixanin Complies The retention time of the principal peak in the
(MeTog BEPX) chromatogram of the sample solution should correspond
a) Bimatoprost to the principal peak in the chromatogram of the
a) BimaTonpoer standard solution, as obtained in the assay of
Bimatoprost,
Bignorinae Yac yTpuManHs 0OCHOBHOTIO Niky Ha XpomMaTtorpami
BUNPOOYBaHOro po34MKy Mae BiANOBIiLATH 4acy
YTPUMaHHs OCHOBHOTO 1Ky Ha XpoMaTorpami
CTAHAAPTHOTO POIYNHY, SIK OTPUMAHO B PO3ALII
«KinsxicHe Bu3HAYEHHA DimMaTompocTyy,
2 Complies The retention time of the principal peak in the
b) Timolol chromatogram of the sample solution should correspond
to the principal peak in the chromatogram of the
standard solution, as obtained in the assay of Timolol.
6) Tumonon Binnosigae Hac yTpuMaKHsA OCHOBHOrO MiKy Ha XpoMaTorpami
BHTIPOOYBaHOIO PO3YHHY MAE BifnosigaTa Hacy
YTPAMAHHS OCHOBHOTO IIiKy Ha XpoMaTorpami
CTaHAAPTHOTO PO3YUHY, 5K OTPUMAHO B PO
«KIIBKICHE BU3HAYEHHS THMONOY.
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. SENTISS PHARMA PVT. LTD.
SENTISS Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India.

CERTIFICATE OF QUALITY

[tem : TIZOPTAN eye drops, solution

Hazpa . TI3OIITAH, kpamni ouHi, po3uus

1 ml solution contains: Bimatoprost 0.3 mg, Timolol maleate 6.83 mg equivalent to Timolol 5 mg,

I M1 po3ynHy MicTuTh: SiMaTonpocty 0,3 mri TUMOTIONTY Maneary 6,83 MI' KBIBATIEHTHO THMOJOJY 5 MrF

Dosage form: /Jlikapcrxa dopma: Eye drops, solution / Kparuii O4Hi, po34uuy

Size and type of pack: 3 ml in a vial with a stopper-dropper and a cap, with marking in Ukrainian; 1 vial in a cardboard box
marked in Ukrainian and English.

Posmip Ta THI ynakosku: [1o 3 mn y ¢naxoni 3 POOKOO-KpaneNbHULEEO Ta KPUIIKOIO 3 MAPKYRAHHAM YKPATHCHKOIO MOBOIO; 110
| paxoHy B KapTOHHIN Kopobui 3 MAapKYBAHHAM YKPaiHCHKOIO TA aHTIIACEKOIO MOBAMH.
Manufacturer Country: India / Kpaiua - Bupo6uux: [nxis

Pack size/ Poamip ynaxosxu: 3 mL /3 mn Report No/ Homep 3sity: N-23-570

Batch No/ Homep cepit : N23374B Date/ Hata : 25/12/2023

Mfg. Date/ Kata BupobunuTEa : 12/2023 Batch size/ O6’em maprit: 40L (12121packs)
;40 7 (12121yn.)

Exp. Date/ [Ipupartunii oo : 12/2025 Date of receipt of samples: 06/12/2023

Hara oTpumanns 3paskis
Name & address of Manufacturer: SENTISS PHARMA PVT. LTD., India,
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
Hasea ra agpeca Bupo6uuka: CEHTICC QAPMA IIBT. JATH., Iagig
Buutimk Kxepa Hixna, Texcin Hanarapx, Hictt. Conan, Ximauan Hpagew, 174 101, Ingis
Manufacturer License (form 28) / Bupo6ruua JTinemsis (popma 28) Ne: MB/06/470
Registration certificate / Peectpartiitne nocsimuenns: Ne UA/17236/01/01

RESULTS OF ANALYSIS

PezynsTaTu auanizy

No. Tests Observations Standards (Limits)/ Reference
No TecTn PesyneTarn HopmyBanusn

¢) Benzalkonium Complies The retention time of major homologue peak of
chloride Benzalkonium chloride in chromatogram of sample
solution should correspond to that of major homologue
peak of Benzalkonium chloride in chromatogram of
standard solution, as obtained in the content of
Benzalkonium chloride.

¢) BeHaankowin xaopua Binnorigae Hac  yrpumamHs  miky  OCHOBHOrO  romoJora
Oenzaxonio XJIOpHIY Ha XpomMarorpami
BUMIPOOYBAHOTO  PO3YMHY, Ma€ BiANOBIgaTH yacy
YTPUMAHHA MKy OCHOBHOIC [OMONOrad BeH3aNKOHIKO
XJIOpHAYy HAa XPOMATOrpaMi pO3YWHY MOPIBHAHHS,, SK
OTpuMaHo B po3aiuni «Kinsxkicne Bu3HAYEeHHS IMicTy
OeH3ankoHio xIopumy».

Al the release:
13 From 7.1t0 7.5
pH Ha momenm sunycky:
7,3 Bix 7,1 no 7,5

During shelf life:

From 6.8 to 7.8
Ha mepmin npuoamuocmi:

Bi1 6,8 no 7.8
At the release;
281 mOsmol/kg 270 — 310 mOsmol/kg
4 Osmolality Ha momenm gunycky:
Ocmonansuicrs 281 MOcmons/xr 270 - 310 mOcmonb/xrj
During shelf life:
270 — 330 mOsmol/kgl| %

Country ;- Ukraine
Version No. :- 03
SPL-QA-SOP-041-02-11




) SENTISS PHARMA PVT. LTD.

SENTISS Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India.
CERTIFICATE OF QUALITY
Ceprudixar sikocti
Item . TIZOPTAN eye drops, solution
Hassa : TI3OIITAH, xpari ousi, posuun

I m] solution contains: Bimatoprost 0.3 mg, Timolol maleate 6,83 mg equivalent to Timolol 5 mg

1 M po34MHY MICTUTE: HiMaTonpocty 0,3 mri THMOJIONy MalleaTy 6,83 MI eKBIBATEHTHO THMOJIONY 5 M

Dosage form: /Jlixapcska dopma: Eye drops, solution / kpanni ouni, posuns

Size and type of pack: 3 ml in a vial with g stopper-dropper and a cap, with marking in Ukrainian; 1 vial in a cardboard box
marked in Ukrainian and English.

Posmip Ta tun ynakosku: ITo 3 ma y uiaxoni 3 TPOOKOM-KPAMENBHULICIO Ta KPUINKOIO 3 MAPKYBAHHAM YKPATHCEKO10 MOBOIO; 110
1 dnakoHy B KapTOHHIN KOpPOGLI 3 MAPKYBaHHAM YKPATHCLKOI) Ta aH[TiHCEKOK MOBAMIA,
Manufacturer Country: India / Kpaiha - supo6ruk; Ingis

Pack size/ Posmip ynakosku: 3 mL /3 mn Report No/ Homep 3BiTy: N-23-570

Batch No/ Homep cepii : N23374R Date/ Mata : 25/12/2023

Mfg. Date/ lata BupoSumursa : 12/2023 Batch size/ O6’em maprii: 40L (12121 packs)
240 m(12121yn)

Exp. Date/ Ipuaaruuit no : 12/2025 Date of receipt of samples: 06/12/2023

Hata oTpuMasHa 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 Bupo6Guuka: CEHTICC GAPMA [IRT. JATA., Iugis
Binnigk Kxepa Hixna, Texcin Hanarapx, Hicrr. Conan, Ximayan paneur, 174 101, Iuaiq
Manufacturer License (form 28) / Bupo6auua Jlineusis {dopma 28) Ne: MB/06/470
Registration certificate / Peectpariiiine mocaimuenns: No UA/17236/01/01

RESULTS OF ANALYSIS

PeiyiawTaTH ananisy

No. Tests Observations Standards (Limits)/ Reference
Ne TecTn PesyasTarm HopmyBauusn

Ha mepmin npuoamnocmi:

270 - 330 mOcMmonn/xr

Sterility Complies Drug should be sterile.
CrepHabHIiCTS Binnosizae fIpenapaT Mae OyTH cTePHITLHUM.
Particulate contamination
(By visual) Complies Sample should be free from visible particles.
Mexaniuyui BRI0O9eHEN Binnosinae Po34un moBuHeH Oy TH BUILHEM BiJl BAAMMHX YACTHHOK,
(BizyaasHO)

Complies Solution should be considered clear if its clarity is same
as that of water, or if its opalescence is not more than
Clarity that of Reference Suspension 1.

IIpo3opicTh Bianosigae Posunn cnim  BBaxaru rmposopum, sxmo  ioro
NPO30PICTh Taka ), AK Y BOXH aG0 HKIO HOro
ONATCCHCHUNA HE BHIUE, HIX Y eTAIOHHOT cCycnensii [

At the release:
Complies Sample solution should be less intensely colored than
that of Reference Solution Y.
Ha momenm sunycky:
Binnosinae 3abapeneHHa npenapary Mae 6yTu MeHIm IHTeHCUBHE,
g Color Hi’ eTanoH 3abapanenns Yy,
3abapBaenun During shelf life:

. sample solution should be less intensely colored than
that of Reference Solution Y.
Ha mepmin npuoamnocmi:
3abapBaenns npenapary mMae 6yTu MeHIm IHTEHCHEME,
HDX eTanoH 3a6apanenns Ye.

Country :- Ukraine
Version No, :- 03
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) SENTISS PHARMA PVT. LTD.
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SENTISS Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India.

CERTIFICATE OF QUALITY
Ceprudikar sxocti
Item : TIZOPTAN eye drops, solution
Hazpa : TISOIITAH, xpamni ouni, pozuun
I ml solution contains: Bimatoprost 0.3 mg, Timolol maleate 6.83 mg equivalent to Timolol S mg
1 mu pozdnHy micTuTs: GiMaTonpocTty 0,3 Mr i THMOJNONY ManeaTy 6,83 Mr eKBiBaJIEHTHO THMOJIONY 5 Mr
Dosage form: /Jlikapceka dopma: Eye drops, solution / xparuti ousi, po3uun

Size and type of pack: 3 ml in a vial with a stopper-dropper and a cap, with marking in Ukrainian; 1 vial in a cardboard box

marked in Ukrainian and English.

Posmip Ta Tun ynakoBku: Io 3 mn y dnaxowi 3 NPOBKOIO-KPANETbHHLEKO Ta KPHUIKOIO 3 MAPKyBAHHAM YKPATHCLKO MOBOIO; 110

| dnaxkoHy B KapTOHHIL Kopobui 3 MAPKYBaHHAM YKDAIHCHKOK) Ta aHMIIHCHLKOIO MOBAMH.
Manufacturer Country: India / Kpatxa - Bupoouuk; Inis

Pack size/ PoaMip ynakosxn: 3 mL /3 ma Report No/ Homep 3miTy: N-23-570

Batch No/ Homep cepii : N23374B Date/ Mata : 25/12/2023

Mfg. Date/ Jlata Bupo6uuiTaa . 12/2023 Batch size/ 06’em maprii: 40L (12121 packs)
40 m(12121ym.)

Exp. Date/ ITpugaTuauii no : 1272025 Date of receipt of samples: 06/12/2023

Hara oTpuManHi 3paskip
Name & address of Manufacturer: SENTISS PHARMA PVT. LTD., India,
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
Ha3zga Ta anapeca Bupobruka; CEHTICC ®APMA UBT. T, Ixnia
Binnizx Kxepa Hixna, Texcin Hanarapx, Hictt. Conan, Ximauan Ipagemn, 174 101, Innia
Manufacturer License (form 28) / Bupo6unua Jlinemsis (bopma 28) Ne: MB/06/470

Registration certificate / Peectpauiiine nmocsimienns: Ne UA/ 17236/01/01

RESULTS OF ANALYSIS
PesyabTaTu ananizy
No. Tests Observations Standards (Limits)/ Reference
No TecTn Pesyanrarn HopmyBauun
At the release:
Not detected a) 15 Keto Bimatoprost-NMT 0.3 %
0.06% b) Highest Unknown Impurity-NMT 0.1 %
0.06% ¢} Total Impurities - NMT 1.0%
Ha momenm sunycky:
He BussneHo a) 15 Keto 6iMaronpoct - ve Ginbie 0,3%
Related Substances 0) Halibinbwa "epigoma
(Bimatoprost) (By HPLC). 0,06% IOMilIKka - He Ounbiue 0,1%
9 CynyTui aomiwku C) CyMa HOMIllIOK - e 6inpiue 1,0%
OiMaTonpocry
(Meton BEPX) During shelf life:
a) 15 Keto Bimatoprost-NMT 0.5 %
b) Highest Unknown Impurity-NMT 0.20 %
¢) Total Impurities - NMT 2.0%
Ha mepmin npudamuocmi:
a) 15 Kero 6imaronpoct - ue dinsLee 0,5%
6) uaiibiasua nerinoma
OOMIILIKa - He Otnbuie 0,20%
€) cyMa AOoMIiuIoK - He Oinbine 2,0%
> At the release:
gﬁfﬁﬂfﬁgﬁ;;’;ﬁ%y 0.07% a) Highest Unknown Impurity- NMT 0.1 %
HPLQ) 0.07% b) Total Impurities- NMT 1.0 %
10 : . Ha moMenm eunycky:
CynyTHi gominixn
THMOJIONY maneaTy a) Haitbinswa nepigoma
(Meroa BEPX) 0,07% OOMiKa - He O1nbmre 0,1%

Country :- Ukraine
Version No, '- 03
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) SENTISS PHARMA PVT. LTD.

SENTISS Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India.
CERTIFICATE OF QUALITY
Ceprudikar aKocTi
Item . TIZOPTAN eye drops, solution
Hazspa : TI3OIITAH, kparmni oui, po3uun

I ml solution contains: Bimatoprost 0.3 mg, Timolol maleate 6.83 mg equivalent to Timolol 5 mg

I Mot po3uniy MiCTUTE: GiMaTompocty 0,3 Mr i THMONONY MasieaTy 6,83 MI eKBiBaNeHTHO THMOJIONY 5 MI

Dosage form: /Jlikapcexa $opma: Eye drops, solution / Kpamuil O4Hi, po3YuH

Size and type of pack: 3 m! in a vial with a stopper-dropper and a cap, with marking in Ukrainian; 1 vial in a cardboard box
marked in Ukrainian and English.

Po3umip 12 Tun ynakosxu: Mo 3 M1 y daxoHi 3 MpoGKoro-KparesibHALE Ta KPHIIKOIO 3 MAPKYBAHHAM YKPATHCEKOK MOBOID; 110
| (naxoHy B xapTOHHI# KOPOOU] 3 MAPKYBAHHAM YKPATECHKOIO T2 AHITIHCHKOIO MOBAMIL.
Manufacturer Country: India / Kpaina - supo6uuk: Iupis

Pack size/ Posmip ymakosku: 3 mL /3 M Report No/ Homep 3sity: N-23-570

Batch No/ Homep cepii : N23374B Date/ Hara : 25/12/2023

Mfg. Date/ [lata Bupo6HituTsa . 1272023 Batch size/ O6’em naprii: 40L (12121packs)
40 m(12121ym,)

Exp. Date/ IlpupaTuwuii go - 12/2025 Date of receipt of samples: 06/12/2023

Hata oTpuManns 3paskis
Name & address of Manufacturer: - SENTISS PHARMA PVT. LTD., India,
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
Hassa Ta anpeca BupoGuuka: CEHTICC ®APMA TIRT. T, Ianis
Binnigx Kxepa Hixna, Texcin Hanarapx, Hictt. Conax, XiMagan Ipanew, 174 101, Inais
Manufacturer License (form 28) / Bupo6uuaa Jinenais (Popma 28) Ne: MB/06/470
Registration certificate / Peectpaniiine nocsiguenus: No UA/17236/01/01

RESULTS OF ANALYSIS

PeiyasTaru aHanizy

No, Tests Observations Standards (Limits)/ Reference

No TectH PesynwtaTn Hopmyeanus
0,07% 0) cyma momiinox - He Bulkie 1,0%
During shelf life:

a) Highest Unknown Impurity- NMT 0.5%
b) Total Impurities- NMT 2.0 %

Ha mepmin npudamnocmi:

a) Halibinpina Herigoma

AOMILHKA - H¢ Oinple 0,5%
0) cyma nomimox - He Bitbire 2,0%
1 Extractable volume 3.3 ml NLT 3 ml
00’em, w10 BUTATACTLCA 3.3 M He mennie nix 3 mn

At the release:

0.0450 mg/ml - 0.0550 mg/ml]
(90.0%- 110.0% of labelled amount)
Ha momenm sunycxy:

0,0450 mr/mia — 0,0550 mr/mon

Content of Benzalkonin

[ chloride (By HPLC) (90,0% - 110,0% Bin 3asBneroi KinskocTi)
BmicT Genzanxonir During shelf life:
xnopuay (Metog BEPX] Between 0.0425 mg/ml - 0.0600 mg/ml
(Between 85.0% - 120.0% of labelled amount)
Ha mepmin npudamuocmi:
0,0425 mr/ma — 0,0600 mMriman
(85,0% - 120,0% Bin 3aspneHoi Kinskocti)
Assay: 0304 me/ml | 0285 magmnl- 0315 megm
; Eimatoprost Ry HPLGY (101.3 %) (95.0%-%/05.0% of labglled amount)
3 KIIJILKICHB BU3HAYCHHA: Ha Moueenins. aunycisy;
EIEM;;U“POCT (Metoz 0,304 Mr/mn 0,285 mr/vr — 0,315 mr/ma
) (101,3 %) (95,0% - 105,0% pin 3assieHol KiTBKOCTI)

Country :- Ukraine
Version No. - 03

SPL-QA-SOP-041-02-11
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) SENTISS PHARMA PVT. LTD.

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

CERTIFICATE OF QUALITY
Ceprnodixar grocti

Item : TIZOPTAN eye drops, solution

Hazea : TISBOIITAH, xparuti ouni, po3uun

1 ml solution contains: Bimatoprost 0.3 mg, Timolol maleate 6.83 mg equivalent to Timolol 5 mg

1 Mi po3uuHy micTiTh: GiMaTompocty 0,3 mr i TuMosONY Maneary 6,83 Mr exBiBaJIEHTHO THMOJNONY 5 Mr

Dosage form: /Jlikapceka dopma: Eye drops, solution / Kparuli ouHi, po3uyuH

Size and type of pack: 3 ml in a vial with a stopper-dropper and a cap, with marking in Ukrainian; 1 vial in a cardboard box
marked in Ukrainian and English.

Posmip Ta THN ynmakosku: [To 3 mn y dnakosi 3 POOKOIO-KpaneNnbHULEIO Ta KPUIUKCIO 3 MAPKYBAHHAM YKPaiHCLKOI MOBOFO; T10
1 rakoHy B KapTOHHIH KOpPOBLI 3 MAPKYBaHHAM YKPATHCEKOIO T2 AHTTIHCHKOIO MOBAMIL.

Manufacturer Country: India / Kpaiua - Bupo6uux: [uais

Pack size/ Poamip ynakopxu: 3 mL /3 mMn Report No/ Homep 3gity: N-23-570

Batch No/ Homep cepii -+ N23374B Date/ Hara : 25/12/2023
Batch size/ O6’em naprii: 40L (12121packs)

Mfg. Date/ Tata supobuunTRa : 12/2023

Exp. Date/ Ilpunartauit no

Name & address of Manufacturer:

-
&

12/2025

2401 (12121yn.)
Date of receipt of samples: 06/12/2023

Hata oTpumanns 3paskin

SENTISS PHARMA PVT. LTD., India,

Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
Hasga Ta ajpeca Bupobunka: CEHTICC GAPMA IIBT. JITH., Iugis

Binnigx Kxepa Hixna, Texcin Hanarapx, HictT. Conan, XiMauan [Ipagem, 174 101, Inpis
Manufacturer License (form 28) / BupoGuuua Jlinensis (opma 28) Ne: MB/06/470
Registration certificate / Peectpaniiine noceiguenns: Ne UA/17236/01/01

RESULTS OF ANALYSIS

PesyawTatu ananizy

No, Tests
Ne TecTH

Observations
Peaynutaru

Standards (Limits)/ Reference
Hopmysanun

During shelf life:

0.270 mg/ml - 0.330 mg/ml

(90.0% - 110.0% of labelled amount)

Ha mepmin npuoamnocmi:

0,270 mr/mn — 0,330 Mr/mn

(90,0% - 110,0% Bixa 3asrneno! kinbkocTi)

Assay:

Timelo! (By HPLC)
KinekicHe BnznaueHHn:
Tumonon (Meron BEPX)

14

5.09 mg/m]
(101.7 %)

5,09 mr/mn
(101,7 %)

At the release:
4.75 mg/ml - 5.25 mg/ml
( 95.0% - 105.0% of labelled amount)
Ha momenm eunycxy:
4,75 mr/mn — 5,25 Mr/moa
(95,0% - 105,0% Bin 3assnenof kinpkocti)
During shelf life:
4.50 mg/ml - 5.50 mg/ml]
(90.0% - 110.0% of labelled amount)
Ha mepmin npudamuocmi:
4,50 Mr/mm — 5,50 M/t
(90,0% - 110,0% Bin 3assneHoi kinpkocri)

Conelusion:

BucHOBOK:
Country :- Ukraine
Version No. ;- 03
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SENTISS PHARMA PVT. LTD.

SENTISS Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India.
CERTIFICATE OF QUALITY
Ceprudikar sikocTi
Item . TIZOPTAN eye drops, solution
Hassa : TI3OIITAH, xpamti ouni, posuun

I ml solution contains: Bimatoprost 0.3 mg, Timolol maleate 6.83 mg equivalent to Timolol 5 mg

1 M1 po3umHy MicTuTs: bimMaTonpocty 0,3 Mr i THMONONY MaseaTy 60,83 Mr exBiBaNIEHTHO TUMONOJIY 5 MT

Dosage form: /Jlixaperka dopma: Eye drops, solution / kpani omai, PO3YUH

Size and type of pack: 3 ml in a vial with a stopper-dropper and a cap, with marking in Ukrainian; 1 vial in a cardboard box
marked in Ukrainian and English.

Poamip Ta Tan ynakosku: 1o 3 mn y dmaxowni 3 MPOOKOIO-KPANENbHHULICIO TA KPHILKOI) 3 MaPKYBAHHAM YKPATHCHKOIO MOBOIO; 10
I bnaxoHy B kapTouHil# Kopobui 3 MapKyBaHHAM YKPatHCLKOIO Ta aHIIHCEKOI0 MOBaAMH,
Manufacturer Country: India / Kpaina - supoGuux; [uais

Pack size/ Pozmip yrmaxosxu: 3 mL /3 mn Report No/ Homep 3sity: N-23-570

Batch No/ Homep cepif : N23374B Date/ JlaTa : 25/12/2023

Mfg. Date/ Jlata supoGruirsa : 1272023 Batch size/ O0’em nmapril: 40L (12121packs)
:40 1 (12121yn.)

Exp. Date/ [Tpunartauii no : 1272025 Date of receipt of samples: 06/12/2023

Hata oTpuMaHHA 3pa3kin
Name & address of Manufacturer: SENTISS PHARMA PVT. LTD., India,
Village Khera Nihla, Tebsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
Haspa Ta appeca Bupo6unka; CEHTICC ®APMA TIBT. T, Inpia
Binnimx Kxepa Hixura, Texcin Hanarapx, Hicrr. Conan, Ximauan lpazgew, 174 101, Iagis
Manufacturer License (form 28) / BupoGuuua Jlinensis (popma 28) Ne: MB/06/470
Registration certificate / Peectpaniline nocsimuenns: Ne UA/17236/01/01

luv 5 3acBigdyro, 10 HaBemeHa RuUILe idopmalin € mocToBiptoro Ta Toumoo. Lio cepiro mpoxmykuil 0yj0 BHUpoGIEHO
(BKMIOYAIOYM MAKYBaHHS/MAPKYBaHH:) T4 [IpOBEACHO KOHTPONL I AKOCTI HA BHINE3A3HAYCHIN NiNLHUIN ¥ HOBHIN BIAMOBIIHOCTI 3
Bumoramu GMP VxkpaiHu, a Takox sigmosizgo mo crenudikamif, WMo MICTATECA peEcTpalifiHOMy [OChE. ITpoToxomu

BHPOOHMLTBA, [TAKYBaHHA Ta aHAII3IB 6yno

NEeperNAHyTO Ta BCTAHOBNCHO BiANoBinHicTE GMP

[ hereby certify that the above information

is accurate and accurate. This 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

production, packaging amd analysis protocols were

accordance with the specifications contained in the registrs@ion dossier. The

eviewed and GMP liant . ’
review GMP complian \ CH)

Signatirc/Tloamics. Signaufire/Tloarmece Sigiaturc/IToansce
2.5 Dger=1L] o< RN p_:ﬂ}\
Date/lara Date/llata Date/lfara
Ravi Kumar Pradeep Janga Ajay Dobhal
Pagi Kymap Ilpaain mxanra Agkaii Tobxan
Asst, Manager Sr. Manager Sr. Manager
Quality Control Quality Control Quality Assurance

ACHCT.MeHepKep
KouTpons axocri
Prepared By
iIpurorosna

Crapunit Menefxep
3abesneyenns axkocTi
Approved by
3aTBepaun

Crapmmit MmeHemxep
Kourpoas akocri
Reviewed By
Ilepesipun

Date of Batch release/ & AN
Hara BuIycky cepif:

Responsible for Batch release/
BigmosiganbHuii 3a BEIIyCK cepil:

Ajay Dobhal

Amxait Jobxan

Sr, Manager Quality Assurance
Crapimii Mememxep

Bingur 3abesneyeHHs SxoCTi

Country :- Ukraine
Version No. - {3
SPL-QA-SOP-041-02-11
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