JNEPKABHA CJIY/KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBHKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €ZIPTIOY 37078774

BUCHOBOK
PO AKICTh BBE3€HOI0 B YKpaiHy JiKapchbKOro 3acody

25.09.2025 Ne 45933/25/10

TI3OIITAH

(naiiMeHyBaHHS JiKapchKOro 3aco0y 3rifHO 3 peecTpaliifHuM MOCBiTYEHHAM)
KpaIuii 04Hi, po3unH no 3 Ma y gJiakoHi 3 npo0KoI-Kpane/bHHIECI0 Ta KPHIIKOI0; 1o 1
(1akoHy B KapTOHHi# Kopo6ui

(dhopma BuITyCcKY, NO3YBaHHS, BHJ IIAKYBAaHHSA JIIKApCBKOTO 3aco0y)

Howmep peecrpariitoro nocsiguenns UA/17236/01/01 crpox aii peectpariitnoro nocsinuenns 01.01.2099

Cepis mixapcebkoro 3acoby Ne N2§S199A Kinskicts BBeseHoro nikapeekoro 3acoby 150
Bupobruk CEHTICC ®APMA TIIBT. JITA,., Ingis
(naliMeHyBaHHA BHUpOOHHKA JIIKapCBKOTO 3aco0y, KpaiHa MOXOMKEHHS )
Baesero B Yipainy CrijbHe yKpaiHCbKO-€CTOHChKE MiAMPHEMCTBO Y (popmi ToBapucTBa
3 o0Me:xeHO10 BiqnosinansHicTIo "OnTtiMa-®apm, JIT/L", inenr. kox:
21642228

(naiimenyBanHs Ta kog 3a €JIPTIOY ropumuusoi ocobu abo npizsuiue, iM'a, o GarekoBi ¢iznaHOT
ocobu - mignpuemMii, i Miciie IPOKHUBAHHS T PeECTpaLliiHuil HoMep 00NIKOBOT KAPTKH IUIATHHKA
nojaTkis abo cepis Ta HOMep nacnopra)

Iporoxoa Bisyaasuoro koutposo six 25.09.2025 Ne 2946/4.
JlaGoparopuuii anani3 sKoCTi JIiKAPCHLKOTO 3ac00y 3/iiicHEHHIL:

JIT "HenrpanbHa 1aboparopis 3 aHaTi3y SKOCTI JIIKapChKUX 3ac00iB 1 MeAUYHOT IPOAYKILil"
(m.Kuis, Byn. Kyapseceka 10r m.Kuis, Byn. Kyapsasceka 8B Kuisceka o6macts, ¢. Hosi
IlerpiBui, Byn. IBana ®panka, 19)

(naliMeHyBaHHA Ta Micle3HaX0LKeHHA abopaTopii, o npoBena NabopaTOPHHI aHaNi3 SKOCTI)

BuiCHOBOK 111010 SIKOCTI Jikapebkoro 3acoy, Buganuii naboparopieto sig 03.09.2025 Ne 1351

PesyibraTy 1a60paTOpHOro aHaIi3y SKOCTI IiKapchbKoro 3acoby 3a nepesipeHMMH nokasHukamMu BiINOBIAaI0THL
BHMOTAM METO/IiB KOHTPOJIIO AKOCTI (AHAIIITHYHO-HOPMATHBHOI JOKYMEHTALLi1).

3a pesynbraTaMu [€p:KABHOTO KOHTPOJIXO BCTAHOBIEHO, ILIO JHKAapchkuil 3aci6 BBeseHo B Ykpalny 3
JOTPHUMAHHSAM BuMOTr 3aKOHO/ABCTBA 11[0/10 3a0e3reueHHs AKOCTI JIiKapChKUX 3aco6iB.

Ounera €EPEOMEHKQ

(i) {isinizmm Ta npizaHIE)

TRIAL MCDE - a valid license will remave this message. See the keywards property of this PDF for mare infarmation.



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

CERTIFICATE OF QUALITY

Ceprudixar axocri
Item : TIZOPTAN eye drops, solution

Hassa : TI3OIITAH, kpamii oysi, po3uuH

1 mal solution contains: Bimatoprost 0.3 mg, Timolo! maleate 6.83 mg equivalent to Timolol 5 mg

1 Mxt po3uuHy MicTHTB: GiMatonpocty 0,3 Mr i TUMOIOIY Maneaty 6,83 MI eKBIBATIEHTHO TUMOJONY 5 MT

Dosage form: /Jlikapewka dopma: Eye drops, solution / kpansi ousi, po3una

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 Tan ynakosku: [1o 3 M y dnaxoHi 3 npobkoro-kparessHANEIO T8 KPUIIKOIO 3 MapKyBAHIAM YKpPaTHCBKOIO MOBOK); T10)
1 dnakony B KAPTOHHIM KOpoGLI 3 MAPKYBAHHAM YKPATHCLKOIO Ta aHIMIHCHKO0 MOBAMMH.
Manufacturer Country: India / Kpaixa - Bupobxuk: Ingia

Pack size/ Po3mip ynakosku: 3 mL /3 Mn Report No./ Homep 3BiTy: N-25-273

Batch No./ Homep cepil 1 N25199A Date/ Jara: 14/07/2025

Mfg. Date/ [lata BupobHUiTBA : 06/2025 Batch size/ O6 em naprii: 100L (30303packs)
’ 1100 11 (30303yn.)

Exp. Date/ TIpunatuunit no 1 06/2027 Date of receipt of samples: 27/06/2025

Jlata oTpuManHg 3pasKiB
Name & address of Manufacturer: SENTISS PHARMA PVT, LTD,, India,
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
Haspa Tta anpeca BupoGuuxa: CEHTICC ®APMA IIBT. JIT/,, Isnia
Binnizx Kxepa Hixna, Texcin Hanarapx, [icrr. Conau, Ximawan [Ipanew, 174 101, Inpis
Manufacturer License (form 28) / Bupo6auua Jliuensis (Gopma 28) Ne: MB/06/470
Registration certificate / Peectpauiitne nocsiguenss: Ne UA/17236/01/01

Country ;- Ukraine
Version No. - 04

RESULTS OF ANALYSIS
Pesynnrary anaiisy
No. Tests Observations Standards (Limits)/ Reference
Ne Tecru Pesyabtarn Hopmysannus
Description Complies Clear, colorless to slightly yellow colored solution.
1 Onue Binmosinae Tposopul, GesGaperuii aG0 CBITNO-KOBTOTO KOIBOPY
PO3UMH. :
Identification (By HPLC)
Inedirmdixanis Complies The retention time of the principal peak in the
{(Mérox BEPX) chromatogram of the sample solution should correspond
a) imatoprost to the principal peak in the chromatogram of the
a) %ima'ronpocr standard solution, as obtained in the assay of
Bimatoprost.
Binnoginae Yac yTpUMYBAHHS OCHOBHOIO IliKa Ha Xpomarorpami

BUIPOBYBAHOTO DO3YMHY Ma€ BIANOBizaTH  wacy
YIpUMYBaUHSl OCHOBHOTO IiKa HAa XpOMATOrpami
CTAHAPTHOIO PO3UMHY, OTPHMAHMX UPH KUILKICHOMY
BysHadeHHi GiMaronpocty.

3

Complies The retention time of the principal peak in the
chromatogram of the sample solution should correspond
to the principal peak in the chromatogram of the

b) Timoloel standard solution, as obtained in the assay of Timolol.
6) Tunmonon Yac yTpuMyBaHHi OCHOBHOTO MiKa Ha XpoMmaTorpami
Binnosinae BUNpPOOYBAKOI0  PO3YMHY Mac BiMHOBifaTH  4acy

yTpUMYBAHAS OCHOBHOrO fika Ha XpPOMATOrpami
CTAHNAPTHONG PO3UMHY, OTPUMAHUX NpPH KibKICHOMY
BH3HAUCHHI TUMONIONY.

Page 1 of 7
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R SENTISS PHARMA PVT. LTD.
SENTISS * Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India,

CERTIFICATE OF QUALITY

Ceprudikxar grocti
Item : TIZOPTAN eye drops, solution

Hazsga : TI3ONTAH, xpami ouHi, pO34YHH

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

1 M7 po3uuHy MicTuTe: 6imatonpocty 0,3 Mr i THMONOIY Masieaty 6,83 MI eKBIBATIEHTHO TUMONIONY 5 MT

Dosage form: /Jlixapcsxa dopma: Eye drops, solution / xparvii o1, posunH

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 ynaxosku: o 3 Mu y drakoni 3 npoSko-KpanebHALEK) Ta KPULIKOKO 3 MAPKYBAaHHAM YKPATHCHKOIO MOBOKO; MO
1 dnaxoHy B KaprouHil kopo6ui 3 MAPKYBaHHAM YKPAIHCHKOIO T4 aHITHCHKOI0 MOBAMA.

Manufacturer Country: India / Kpaixa - supoGrnk: Innis

Pack size/ Poamip ynaxosku: 3 mL /3 ma Report No./ Homep 3giry: N-25-273

Batch No./ Homep cepii + N25199A Date/ Jlata: 14/07/2025

Mfg. Date/ Jlara BupobHunTBA : 06/2025 Batch size/ O6’em naprii: 100L (30303packs)
: 100 1 (30303ym.)

Exp. Date/ Hpunaruuit no 1 06/2027 Date of receipt of samples: 27/06/2025

Jlara oTpUMAaHHS 3pa3KiB
Name & address of Manufacturer: SENTISS PHARMA PVT. LTD., India,
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
Hasea Ta aapeca Bupobruka: CEHTICC ®APMA TIBT. T, Innis
Bingiax Kxepa Hixia, Texcin Hanarapx, Hicrr. Cosan, Ximauan Ipanemw, 174 101, lunis
Manufacturer License (form 28) / BupoGuuma Jlinensisa (bopma 28) Ne: MB/06/470
Registration certificate / Peectpauiiine nocsipuenss: Ne UA/17236/01/01

RESULTS OF ANALYSIS
Pe3yabTaTH aHaN3Y
No. Tests Observations Standards (Limits)/ Reference
Ne TecTn PesynnraTi Hopmysanust
Complies The retention time of major homologue peak of
¢) Benzalkonium Benzalkonium chloride in chromatogram of sample
chloride solution should correspond to that of major homologue
¢) Benzankouiro xaopun peak of Benzalkonium chloride in chromatogram of

standard solution, as obtained in the content of
Benzalkonium chloride.

Bianoizac Yac  yIpuMyBaHHs Mika  OCHOBHOTO  rOMOJIOrd
OEH3AIKOHII0 Xnopumy Ha Xpomarorpami
BUOpOOYBAaHOrO  PO3YMHY Mae  Bigmosizary  dacy
YTPUMYBAHHA NiKa OCHOBHOTG TOMONOra GeH3alkonio
XJIOpHIy Ha XpOMAToOrpaMi CTAHAAPTHOrO PO34UHY,
OTpMMaHMX [Py BH3HA4CHHI BMiCTY GeH3LUTKOHIIO
XJOPHAY.

At the release:

7.3 From 7.1t0 7.5

Ha Momenm eunycky:

7,3 Bin7,1 no 7,5

During shelf life:

From 6.8t0 7.8

Ha mepmin npudamnocmi:
Big 6,8 10 7.8

pH

At the release:

283 mOsmol/kg 270 — 310 mOsmol/kg
Osmolality Ha momenm sunycky:
OcMonsnsHicTs 283 MOcmons/kr 270 - 310 MOcmons/kr
During shelf life:

270 - 330 mQOsmol/kg

Country :- Ukraine
Version No. :- 04 Page 2 of 7
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w“@___.u SENTISS PHARMA PVT. LTD. .
SENTISS Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India.

CERTIFICATE OF QUALITY
Ceprudirar sxocri

Item : TIZOPTAN eye drops, solution
Hazra : TISOIITAMH, xparui o4Ri, po3duH
1 ml solution contains: Bimatoprost 0.3 mg, Timolol maleate 6.83 mg equivalent to Timolol 5 mg
1 M posuumy micTuTs: GiMatonpocty 0,3 mMr i TaMoIloNy Maseaty 6,83 Mr €KBIBAJIEHTHO THMOJIONY 5 MI
Dosage form: /Jlixapcsxa dopma: Eye drops, solution / kparui 04Hi, po34uR
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 Tan ynakosku: [1o 3 mn 'y dnakosi 3 HpOBKOO-Kpane b HHIEIO Ta KPHIIKOIO 3 MAPKYBAHHAM YKpaiHCBKOIO MOBOIO; {10

| dnaxoHy B KapTOHHiH Kopobui 3 MapKyBaHHIM yKPaiHCHKOIO Ta aHFIIHCHKOI0 MOBAMH.
Manufacturer Country: India / Kpaina - BupoGHuk: Inaix

Pack size/ Posmip ynakosku: 3 mL /3 Mn Report No./ Homep 38ity: N-25-273

Batch No./ Homep cepii : N25199A Date/ Jlara: 14/07/2025

Mfg. Date/ Jara Bupobuuursa : 06/2025 Batch size/ 06" em naprii: 100L (30303 packs)
: 100 1 (30303ym.)

Exp. Date/ Tlpunarauil 10 1 0672027 Date of receipt of samples: 27/06/2025

JlaTa OTpUMAHHA 3pa3KiB
Name & address of Manufacturer: SENTISS PHARMA PVT. LTD., India,
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
Hasea Ta anpeca Bupo6unka: CEHTICC ®PAPMA TIBT. JITH,, lunis
Bianimk Kxepa Hixua, Texcin Hanarapx, Jictr. Cosran, Ximauan [lpagew, 174 101, Inpia
Manufacturer License (form 28) / Bupo6uuua Jliuensis (popma 28) Ne: MB/06/470
Registration certificate / Peectpauiiine nocsinsenss: Ne UA/17236/01/01

RESULTS OF ANALYSIS
PesyibLTaTy aHajisy
No. Tests Observations Standards (Limits)/ Reference
Ne TecTn PesyasraTn Hopmyeanusi
Ha mepmin npudamnocmi:
270 - 330 MOcMone/Kr
5 Sterility * Complies Drug should be sterile.
CrepuibHicTb Binmosiae Ilpenapar Mae OYTH CTePHIIbHUM.
Particulate contamination
6 (By visual) Complies Sample should be free from visible particles.
Mexaniusi BTIOYeHER Bianosinae 3pa3ok nOBUHEH OYTH BiTbHUM Bl BUAMMHX YACTOK.
(Bi3yajabHO)
Complies Solution should be considered clear if its clarity is same
) as that of water, or if its opalescence is not more than
Clarit that of Reference Suspension I
7 Any " Biamorinae Posuyd  cHiX  BBAXKATH  UpO30pAM, AKIO  HOro
[Iposopicre L g

npo3opicTs awanoriyHa mposopocti Boaw abo iforo
ONANECLECHLIA HC TEPEBHLILYC ONANECUCHIII0 eTAIOHHOT
cycnensii L.

At the release:

Complies Sample solution should be less intensely colored than
that of Reference Solution Y7.

Ha Momenm gunycky:

. Binnoginae 3pasox He NoBHHEH OyTH iHTeHCUBIiILe 3aGapBietnii,
8 Color HK eTanoHHuit po3usH Y7.
3abapsiaenns During shelf life:

Sample solution should be less intensely colored than
that of Reference Solution Y.

Ha mepmin npudamnocmi:

3pa3oK e NOBHHEH OYTH iHTEHCHBHIlIE 3abapBrieHul,
HK eTanoHHuM po3uuH Y.

Country :- Ukraine
Version No. :- 04 Page 3 of7
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SENTISS PHARMA PVT. LTD.

SENTISS § Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India.
| CERTIFICATE OF QUALITY
Ceprudikat axocri
Item : TIZOPTAN eye drops, solution
Hassa . TISOITAH, xpasuti ogHi, po34uH

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

1 M posurHy MicTUTh: SiMatonpocty 0,3 Mr i TuMoNoNy Maeaty 6,83 Mr eKBIBATEHTHO THMONOY 5 MI'

Dosage form: /Jlikapceka dopma: Eye drops, solution / kparuii ousi, po3dus

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 Tin ynakosku: ITo 3 Mn y dnakori 3 npoGKOFO-Kpanen»HULEO Ta KPUIIKOIO 3 MAPKYBAHAAM YKPATHCHKOIO MOBOIO; MO,
1 pnakoHy B KapTOHHIM KOpoOILl 3 MAPKYBAHHAM YKPATHCHKOIO TA AHTTIHCHKOO MOBaMHU.

Manufacturer Country: India / Kpaiua - supobanx: Innis

Pack size/ Posmip ynakosku: 3 mL /3 mn Report No./ Homep 3gity: N-25-273

Batch No./ Homep cepi : N25199A Date/ J{ata: 14/07/2025

Mfg, Date/ [fata BupoOuuursa : 06/2025 Batch size/ O6’em naprii: 100L (30303packs)
1100 1 (30303yn.)

Exp. Date/ Ipunaranit no : 06/2027 Date of receipt of samples: 27/06/2025

Hara orpuManHs 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 BupoGunka: CEHTICC ®APMA BT, JITH., Inznia
Binnizox Kxepa Hixna, Texcin Hanarapx, Jictt. Conan, XiMauan [Tpanew, 174 101, Innia
Manufacturer License (form 28) / BupoGunya Jlinensis (dopma 28) Ne: MB/06/470
Registration certificate / Peccrpauiiine nocsinuenns: Ne UA/17236/01/01

RESULTS OF ANALYSIS
Pesyawratu ananisy
No. Tests Observations Standards (Limits)/ Reference
Ne Tectu PesynwraTn Hopmysanus
At the release:
Not detected a) 15 Keto Bimatoprost-NMT 0.3 %
Below the limit detected | b) Highest Unknown Impurity-NMT 0.1 %
(0.01%)
Below (he limit detected | ¢) Total Impurities - NMT 1.0%
(0.01%)

Ha smosenm sunycky:
a) 15 Keto GimaronpocT - He Ginbuie 0,3%
6) HaltGinpina HeBinOMA

He Bussneso

Related Substances \
Hixue mexi BusBAeHAS

(Bimatoprost) (By HPLC) 0.01% HoMimka - He 6inpie 0,1%
Cyrrxx}aTni pomimkn (0,01%)
? GimaronpocTy Hinxue Mexi BuABNeHHA | ¢) cyMa JOMilOK - He Ginsue 1,0%
(Meton BEPX) (0,01%) During shelf life:
3 a) 15 Keto Bimatoprost-NMT 0.5 %
b) Highest Unknown Impurity-NMT 0.20 %
¢) Total Impurities - NMT 2.0%
Ha mepmin npuoamnocmi:
a) 15 Kero 6imaronpoct - He Oinbuie 0,5%
6) maitbineina nesigoma
KomMimka - He Ginsme 0,20%
¢) cyma AOMIIIOK - "e Ginbwe 2,0%
Related Substances At the release:
(Timolol Maleate) (By Below the limit detected | a) Highest Unknown Impurity- NMT 0.1 %
10 | HPLC) (0.04%)
Below the limit detected | b) Total Impuritics- NMT 1.0 %
(0.04%)

Country :- Ukraine
Version No. :- 04
SPL-QA-SOP-041-02-12
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& SENTISS PHARMA PVT. LTD.

SENTISS Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India.
CERTIFICATE OF QUALITY
Ceprubikar sikocri
Item : TIZOPTAN eye drops, solution
Hazga : TI3OTITAH, xparut ouni, po3uud

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

1 Mt posunHy MicTuts: iMatompocty 0,3 Mr i THMONONY Maneaty 6,83 M eKBIBAIEHTHO THMOIONY SMr

Dosage form: /Jlikapcbka dopma: Eye drops, solution / kparuni 09Hi, po3yuH

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

Posmip Ta Tun ynakosk: 1o 3 Mn y drakosi 3 npo6KOO-KpAlIENLHALEI0 T8 KPHHIKOK 3 MAPKYBaHHAM YKPATHCBKOIO MOBOIO; 110,
1 ¢1aKoBY B KAPTOHHIH KOPOBUi 3 MAPKYBAHHAM YKPalHCHKOIO Ta aHIMIACHKOI0 MOBAMH.
Manufacturer Country: India / Kpaina - sipobuuk: Ingis

Pack size/ Poamip yrakosku: 3 mL {3 mn Report No./ Homep 3ity: N-25-273

Batch No./ Homep cepii : N25199A Date/ Hara: 14/07/2025

Mfg. Date/ Jara BupoGHuuTBa : 06/2025 Batch size/ O6’em naprii: 100L (30303packs)
100 1 (30303ym.)

Exp. Date/ [Tpunarauit o : 06/2027 Date of receipt of samples: 27/06/2025

Jara oTpUMaHHi 3pasKin
Name & address of Manufacturer: SENTISS PHARMA PVT. LTD., India,
Village Kjiera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
Hasea Ta ;ﬁzxpeca BupoGuuka: CEHTICC ®APMA TIBT. JITJL,, Ingis

Binnimx Kxepa Hixna, Texcin Hanarapx, [licrt. Conan, Ximauan Ipanew, 174 101, Iupis
Manufac er License (form 28) / Bupo6uuua Jliueusin (Gopma 28) Ne: MB/06/470
Registration certificate / Peectpauisine nocsinuenss: Ne UA/17236/01/01

Country :- Ukraine
Version No. :- 04 Page 5 of 7

RESULTS OF ANALYSIS
Pe3ybTaTH aHAJL3Y
No. Tests Observations Standards (Limits)/ Reference
Ne Tecn PesyasTatu Hopmysanns
CynyTHi gomimcy | Ha momenm gunycxy:
THMONOIY MAJIeATY Huxue mexi suasiesu | a) Haitbinema Hepinoma
(Meton BEPX) (0,04%) Jomigixa - ne Ginbze 0,1%
Hunxue Mexi BUABIEHHSA 6) cyma JIOMiHIOK - ge Binbire 1,0‘%
(1)
(0194%) During shelf life:
a) Highest Unknown Impurity- NMT 0.5%
b) Total Impurities- NMT 2.0 %
Ha mepmin npudamnocmi:
a) nalibinpa Hepigoma
fomMinka - fe Gumsnre 0,5%
6) cymMa JOMIILOK - ye Guinine 2,0%
1 Extractable volume 33 mi NLT 3 ml
' 06’ eM, 10 BHTATACTLCS 3.3 mn He menue nix 3 mi
At the release:
0.0494 mg/mi 0.0450 mg/m! - 0.0550 mg/ml
(98.8 %) (90.0%- 110.0% of labelled amount)
Ha momenm sunycky:
Content of Benzalkonium 0,0494 mr/min 0,0450 mr/mi - 0,0550 mr/mn
2 chloride (By HPLC) (98,8 %) (90,0% - 110,0% Bix 3as1BnieHO! KiNbKOCTI)
Buict Gensankouiso During shelf life:
xaopuny (Meton BEPX) Between 0.0425 mg/mi - 0.0600 mg/ml
(Between 85.0% - 120.0% of labelled amount)
Ha mepmin npuoamnocmiz
0,0425 mr/mn -~ 0,0600 mr/mn
(85,0% - 120,0% Bix 3anBieHOT KLIBKOCTI)

SPL-QA-SOP-041-02-12 Crop. 537




ol SENTISS PHARMA PVT. LTD.

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

Version No. :- 04

CERTIFICATE OF QUALITY

Ceprudikar axocti
Item : TIZOPTAN eye drops, solution

Hassa : TIBOIITAM, xpamni o4si, posdus

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

1 Mn po3uuy micTuts: 6iMatonpocty 0,3 Mr i TAMOROTY Maneaty 6,83 Mr eKBIBATEHTHO THMONONY 5 MT

Dosage form: /Jlikapcska dopma: Eye drops, solution / xparuti ousi, po3aus

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 a tun ynaxosku: [lo 3 M y dnakosi 3 npoGKoio-Kpane/bHALEIO Ta KPUUIKOKO 3 MAPKYBAHHAM YKPAiHCHKOK MOBOIO; 110
1 duaxory B XapToHHIH KOPOOH 3 MAPKYBAHHAM YKPATHCHKOK) Ta aBITiHCHKOI0 MOBaMH,
Manufacturer Country: India / Kpaina - BupobHuk: Tnuis

Pack size/ Posmip ymakosku: 3 mL /3 mn Report No./ Homep 3BiTy: N-25-273
Batch No./ Homep cepif : N25199A Date/ Hara: 14/07/2025
Mfg. Date/ Jlata BupoSuunrea 1 06/2025 ~ Batch size/ O6’em naprii: 100L (30303 packs)
: 100 1 (30303ym.)
Exp. Date/ Mpunarauit no 1 06/2027 Date of receipt of samples: 27/06/2025
g [Lata orpuMaHs 3paskis
Name & atldress of Manufacturer: SENTISS PHARMA PVT. LTD,, India,

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

Hassa ta agpeca BupoGuuxa: CEHTICC ®APMA TBT. JITA,, lsxis

Binmimk Kxepa Hixna, Texcin Hanarapx, Jictt. Cosnan, Ximavan Ipagew, 174 101, Inais

Manufactﬁger License (form 28) / Bupo6uuya Jlinensis (Gopma 28) Ne: MB/06/470
Reglsgahon certificate / Peecrpauiiine nocsiguesss: Ne UA/17236/01/01

RESUL TS OF ANALYSIS

PesynpraTh ananizy

No. Tests Observations Standards (Limits)/ Reference
Ne TecTn PesynsraTn Hopmysanusi

At the release;

0.299 mg/ml 0.285 mg/ml - 0.315 mg/ml

(99.8 %) (95.0%- 105.0% of labelled amount)

Ha momenm sunycky:

Assay: 0,299 mr/mor 0,285 mr/ma — 0,315 M/

Bimatoprost (By HPL.C) (99,8 %) (95,0% - 105,0% Bix 3asBeHOT KiIbKOCTI)
13 Kiankicie BusHayeHnsn: During shelf life:

Bimaronpocer (Metozg 0.270 mg/ml - 0.330 mg/ml

BEPX) (90.0% - 110.0% of labelled amount)

Ha mepmin npudamuocmi:

0,270 mr/ma — 0,330 mr/ma

(90,0% - 110,0% six 3as83eHOT KiTLKOCTI)

At the release:
4.98 mg/ml 4.75 mg/ml - 5.25 mg/ml
(99.6 %) (95.0% - 105.0% of labelled amount)
Ha momenm sunycky:
Assay: 4,98 Mr/mi 4,75 mr/ma ~ 5,25 mr/mn
Timolol (By HPLC) (99,6 %) (95,0% - 105,0% Bix 3anBneHol KiNbKOCTI)
KinbkicHe Bu3HaueHHst: During shelf life:

Tumoson (Merox BEPX) 4.50 mg/ml - 5.50 mg/ml
(90.0% - 110.0% of labelled amount)

Ha mepmin npudamuocmiz
4,50 Mr/ma — 5,50 mr/mn
(90,0% - 110,0% sin 3ansnenol xijibkocti)
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___@_._ SENTISS PHARMA PVT. LTD.
SENTISS Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India.

CERTIFICATE OF QUALITY
Ceprudirar socri

Item : TIZOPTAN eye drops, solution

Haspa : TI3OIITAH, kparuti o4, po3uuH

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

1 w1 posumHy MicTHTs: GiMatonpocry 0,3 Mr i TuMonony Maeary 6,83 Mr eKBIBAJIEHTHO TUMOJIONY 5 M

Dosage form: /Jlikapceka dopma: Eye drops, solution / xparuti 04si, po34uH

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 Tan ynakosky: [To 3 M y hakoui 3 npoGKOK0-KpaeNLHALEIO TA KPHLIKOIO 3 MAPKYBAHHAM YKPAIHCHKOK MOBOIY; T10
1 pnakoHy B KapTOHHI i KOpoOLi 3 MapKyBaHHAM YKPalHCHKOIO Ta aHITTIHCEKOI0 MOBaMH,
Manufacturer Country: India / Kpaina - BupoOGHux: Inzis

Pack gize/ Poamip ynakosku: 3 mL /3 mn Report No./ Homep 3BiTy: N-25-273

Batch No./ Homep cepii :N25199A Date/ Jlata: 14/07/2025

Mfg. Date/ [lata BupoGHHLTBA : 06/2025 Batch size/ OG’em naprii: 100L (30303packs)
: 1001 (30303y1.)

Exp. Date/ [IpunaTauii go :06/2027 Date of receipt of samples: 27/06/2025

JaTa oTpumanus 3paskis
Name & address of Manufacturer: SENTISS PHARMA PVT. LTD., India,
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
Hasga Ta agpeca Bapo6ruxa; CEHTICC ®APMA TIBT. JIT/L., Inais
Bimnik Kxepa Hixna, Texcin Hanarapx, Jlicrr. Conan, Ximauan Npagew, 174 101, Iunis
Manufacturer License (form 28) / Bupo6unua Jlinensis (popma 28) No: MB/06/470
Registration certificate / Peccrpauiite nocsiguenss: Ne UA/17236/01/01

Conclusion: i
Bucuonok:

Hum s 3acau§xyro o Hasenena sawe indopMmaiis € gocrosipHow Ta ToyHow. Lo cepiro mpopykuii 6yno BHpOGJleﬂo
(BKIHOYAIOYH TfAKYBaHHs/MapKyBaHHs) Ta TPOBEACHO KOHTPOI il AKOCTI HA BHINE3A3WAUEHiM NiibHAUl y NOBHIN BiNNMOBITHOCTI 3
BHMOIaMH Gv [P Vkpaluu, a Ttakox Bianosizuo mo cnenmdixauiit, wo Mmictarscs peectpauiitHoMy fgocke. Ilporoxonm
BHPOGHANTEA, ; fAKyBaHHS T2 aHasizis Gyno mepernsuyTo Ta BCTAHOBJIEHO BifnoBigHicTe GMP

I hereby certxfy 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 requmements of Ukraine, as well as in
accordance with the specifications contained in the registration dossiet. The production, packaging and analysis protocols were
reviewed and GMP comphant i\ lﬂé

Stwdl uﬂo TG

|43uLe 2 5‘;3\ &,zt,“'y"\*/ y NG y(

Date/llava Date//lata Date/[lara

Ravi Kumar Pardeep Janga Ranjeet Singh

Pagi Kymap Ilapain Jaxanra Panmxut Cinrx

Manager Sr. Manager Deputy General Manager

Quality Control Quality Control Quality Assurance

MeHeIpKep Crapuwmii MeHeDKep 3acTYNHUK IeHepaIbHOro AHPEKTOpa
KouTposms sikoeri ' KonTtponn axocri 3abe3nequenust AKOCT

Prepared By Reviewed By Approved by

IlpuroToBna Hepesipus 3aTBEpPAMB

Date of Batch release/ g Responsible for Batch release/ '
Jlara gurtycky cepif: fb\ vz %ﬁ/ Bim?oniz[anwnﬁ 3a BHMYCK cepil: = ; \\50\”/
Name of authorized person anjeet Singh
YnosHoBaXkEeHa ocoba Panoxut Ciarx
Designation of authorized person Deputy General Manager
Hocana ynosHoBaxeHo! ocobu 3acTyIHUK reHepanbHOro AMPeKTopa

Country ;- Ukraing
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