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JAEPIKABHA CJIVIKBA 3 TIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMHM Y KHIBCHKIN OBJIACTI

1npop. Ceimmanoi Hanii, 3, ».Kis, 02099, Ten/takc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Koa €IPIIOY 37078774

BHCHOBOK )
MPO AKICTL BBE3eHOro B YKpaiHy MikapchKoro 3acofy

05.10.2023 Ne 47309/23/10

BI3AJAJEPTOJI

(Hai'merryﬁaﬁas TXAPCEKOTO 3acofy 3riquo 1 peccTpaiimms mocBiTuenitam)
kpamit ouni 0,2 %; o 2,5 ma y naacTuxosomy (praxoHi 3 KpaneasHnIeo; o 1 gaakony y
KApTOHHIN mavuni

(bopma BRIIYCKY, HO3YBARHS, BI NAKYBIKHS AIKAPCLKOTo 3ac06y)

Homep peectpauiiinoro nocsinuetnts UAS15939/01/01 crpok nii peectpauiiisoro mocninuenns 01.01.2099

Cepix nikapcekoro 3acoby Ne N23182A Kinekxicte Bsesenoro nikapeskero sacoby 300
Bapobmk _CEHTICC GDAPMA TIBT. JITA,, Iunia o
(nalimeayBanns BEpoGHHKA Rikapcskoro 3acofly, KpRila NOXOTREHHS)
Beeseno g Vpaiity Cninnae yKpaiHChKO-eCTORChKe ANPAEMETBO ¥ BhopMi ToBapueTBa
3 obresxeHoI0 BianoBiganpHicTIo "OnriMa-®apm, JITH", inent. xox:
21642228

(naitmexysanrs ta xon sa CAPTIOY ropimnot ccobl aGo npissine, iM's, o Batnkosi pizumHoi
0co0il - mignpuesira, i Micie npoaGiBasnA Ta peccTpatifisui HoMep 00/ikosol KapTKIt EIaTHIKE
nonarkis afo cepia Ta HOMep RACMOPTL)

Tporokos sisyansnoro kontpomo gix 26.09.2023 N= 3016/4,
JlabopatopHit ananiz #KOCTI AikapcEKkoro 3acoby 3MIHCHeRHI;
JepikaBHa saykoBO-gocaigHa 1abopaTopis 3 KOHTPOMO AKOCTE Aikapcsknx. 3acobiz JepxasHol yeTAHOBH

_"[HCTHTYT Tpomanchkoro 3aopos'sa iM. O.M. MapieeBa HAMH Vipaitn” (M. Kuis, syallomyapenka 50)
{Haitmerrynanug Ta MicHesHaxoLxcHAE n20opatopii, Mo DpoBena NafiopaTopuuil ananis grocTi)

BrCHOBOK M10/10 AKOCTI JIIKapCEKOro 3acoby, RugaHmnil nabopatopicio i1 27.09.2023 Ne 2112
Pesyneratu nabopaTopHOTO aHamily AKOCTL JHKapchKore 3acofy 3a NEpEBIPEHHMH NOKASHEKAMH.
BiAIIOBIAAI0TE BUMOraM METOIB KOHTPOMO AKOCTI (aHAMI THIHO-HOPMATHBHOI IOKYMEeHTaLiT).

3a pesyNLTATAMHM JIPPHEBHOTO KOHTPOMIO BCTRHOBAEHO, WIO AiKapcskiit 3acif meeseno B Vxpainy -3
AOTPRMAHHAM BuMor 3aKOHOAABCTEA 111010 3a0e3neyesns SKOCTI HKapCRKHX sacobis.
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_ SENTISS PHARMA PVT. LLTD.
SENTISS Village Khera Nihla, Tehsi! Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India.
CERTIFICATE OF QUALITY
Ceprudixar axocri
[tem . Visallergol Eye drops, 0.2%
Hassa + Bizannepron, kparuii ousi, 0.2%

I ml solution contains : -2.22 mg of olopatadine hydrochloride is equivalent to 2.0 mg of olopatadirie
1 MJI pO34UHY MICTHTS: 2,22 MI OfIONATAAHHY rifpoXIopuay exsiBanenTHo 2.0 Mr ononaTaguHy
Dosage form: /Jlikapceka dopma: eye drops / kparuri ouri
Size.and type of pack: 2.5 ml in a plastic bottle with a dropper; 1 vial in a cardboard pack marked in Ukrainian and English.-
Po3MIp U THI yHakoBky: 1O 2,5 MY MIaCTUKOROMY (IZKOHI 3 KpaneisHuneio; mo | ¢rakoHy y kapToHHIM mauwi 3
MapKYBAHHAM YKpalHCHKO Ta aHMMHCEKO MOBaMH.

‘Manufacturer Country: India/ Kpaina - supobuuk: Iniis
‘Pack size/ Po3mip yrnaxkoBxu
‘Batch No./ Homep cepii

Mifg. Date/ Jara rupobunirraa.

‘Exp. Date/ Tlpunatuuii no

:2.5ml /2.5 M.
: N23182A
: 06/2023

:-06/2025

Report No./ Homep 3gity  : N-23-264

| ‘Date/ Hata +27/06/2023
Batch size/O6’em naptii 1200 L (74074 packs)
£ 200 1 (74074 yr)

Date of receipt of samples : 10/06/2023
~ Jlata OTpUMAaHHS 3pa3KiB

Narme & address of Manufacturer: SENTISS PHARMA PVT. LTD,, India,
‘Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India

Ha3ssa iagpeca BupoGHuxa: CEHTICC ®APMA IIBT. JITH,, Iunis

Buummx Kxepa Hixna, Texcin Hanarapx, Mictt. Conan, Ximauan Ipaneiri, 174-101, Tania
Manufacturer License. (form 28) / Bupobuuya Jlmensis (popma 28) No: MB/06/470
Registration certificate / Peectpauiiine nocrinuenns: No UA/15939/01/01

Country: - Ukraine
Version No. - 06

SPL-QA-SOP-041-02-11

RESULTS OF ANALYSIS
| PE3YJILTATH AHAJI3Y
NNO. r;l'ests | Observations Standards (Limits)/ Reference
0 ecT Pesyabrars HopmyBaHHs
Description Complies Clear colorless to yellow colored solution
I Onuc Binnoginae . Ilposopuit po3unH.Biy 6€36apBHOTO I6 CBITAO-XOBTOTO
(Visually/BisyanbsHo)  KONs0pYy -
Identification § Complies A. The retention time of the main peak on the test
InenTR@pikanis : solution chromatogram must correspond to the
(Olopatadine) ; retention time of the main peak on the standard
(HPLC-method) solution of Olopatadine chromatogram (see Assay). |
Bignosinae. A. Yac yTpuMmyBauHs OCHOBHOIO MiKy Ha XpoMmatorpawmi ||
(ononaragan) BHIIPOOYBAHOTO pO3YMHY MOBUHEH BIJMOBINATH Yacy
(BEPX) YTPUMYBAHHA OCHOBHOTO [IKYy Ha XpoMarorpami
CTAHAAPTHOrNO  pO34MHY  ononatagdHy  (OMB.
KuibKicHe BU3HAYCHHA)
| - Complies B. ‘The retention times of the main peaks of
5 '(B'e'n'zal'kn'ni'um"chloridej Benzalkonium chloride homologues on _the test:
(HPLC-method) solution chromatogram must correspond to the.
retention times of the main homologue peaks. on the
standard solution of Benzalkonium chloride
chromatogram.
(DeH3ankoRio xa0pHa) Biinosinae - B. Yacu yTpUMYBaHHS OCHOBHHUX -IIiKiB TOMOOrIB
(BEPX) BeHzanxoHiw XJIOPHMAY Ha XpomMarorpami
BUNPOOYBAHOTO pPO3YMHY TMOBWHHI  BiznmoeimaTd ||
‘HacaM YTPUMMYBAHHA OCHOBHHX IMiKiB romonoriB Ha ||
XKPOMATOIPaMi CTAHJAPTHOTO POZYMHY GeH3AIKOHID

XNOpHUAY.

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

CERTIFICATE OF QUALITY

Ceprudirar sxocTi

SENTISS
Item . Visallergol Eye drops, 0.2%
Hasga . Bizannepron, kpamni ousi, 0.2%

1 m! solution contains : 2.22 mg of olopatadine hydrochloride is equivalent to 2.0 mg of olopatadine
1 MR po3uuHy MicTHTh: 2,22 MF ootiaTafiMHy TINPOXJIOpHAY ekBiBaneHTHO 2.0 MP olonaTagnHy
Dosage form: /Jlikapceka dopma: eye drops / kparuti oumi
Size and type of pack: 2.5 mi in a plastic bottle with a dropper; 1 vial in a cardboard pack marked in Ukrainian and English.
Po3mIp 1 THIL ynakoBxu: 1o 2,5 Mit y NNACTHKOBOMY hAKOHI 3 KpaneisHULEo: 110 | (JIAKOHY Y KapTOHHIH 1aylLli 3
MApKYBaHHAM YKpPaiHCHKOIO Ta aHITHCHKOI0 MORAMY.

Manufacturer Country: India / Kpaina - Bupo6unk: Injis

Pack size/ Poamip ynakoBkH

Batch No./ Homep cepii

Mfg. Date/ ITata BupoBuuuraa

Exp. Date/ [1punaruuit xo

2 2.5ml /2.5 ma
*N23182A
1 06/2023

:06/2025

Report No./ Homep ssity  : N-23-264
Date/ Jlata 127/06/2023
Batch size/O6’em naptii 1200 L (74074 packs)
1 200 (74074 yn)

Date of receipt of samples : 10/06/2023
JlaTta oTpuManus 3pazkis

Name & address of Manufacturer: SENTISS PHARMA PVT. LTD,, India,
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India

Hazga 1 appeca Bupobunka: CEHTICC ®APMA TIBT. NTI, [Hais

Buuiiox Kxepa Hixna, Texcin Hanarapx, Jticrt. Conan, Ximauan [pagew, 174 101, Tugis
Manufacturer License (form 28) / Bupo6Sunua Jliuensia (dopma 28) No: MB/067470
Registration certificate / Peectpauiiine noceiguenrs: Ne UA/15939/01/01

RESULTS OF ANALYSIS

PE3YJILTATH AHAJII3Y
ﬁo. T’l‘ests Observations Standar{g (Limits)/ Reference
2 ECTH PesysTaTH OPMYBAHHS
Transparency Complies The sample solution opalescence must not exceed the

3 [IpozopicTh

opalescence of reference suspension 1.

| Binnosigae OnanecueHuis po3YMHY HE HOBMHHA [IEPEBHINYBATH.
; ONAIECUEHLII0 6TAIOHHO] Cycnensii 1.
% Color Complies The Color intensity of the drug solution must not exceed
| 4 standard GYS.
KonsopoBicts Binnoeigae l[HTeRCUBHICTL 3a0dpBAcHHS po3uMHY .npenapaty He ||
TIOBUHHA nepesulyBaTy etanon GYS, |
pH 7.0 Al the release: From 6.5 to 7.5.
5 pH 7,0 Ha momenm gunycky: Bin 6,5 1o 15
During Shelf ife: From 5.0 to 8.0.
Ha mepmin npudamuocmi: Bin 5,0 no 8,0
Related substance At the release:
(HPLC-method) a) Early Eluting Impurity:
Not detected - Olopatadine E-isomer - not more than 0.5 %
Cropouni gominskn Not detected - Olopatadine related compound B — not more than 1.5 %
(BEPX) Not detected - Olopatadine carbaldehyde — not more than 0.5 %
Not detected - any unspecilled impurity —not more than 0.5%
. Ha momenm eunycky:

He Busasnieno

‘He BusnineHo

+orwe 1€ BUABJIEHO
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SPL-QA-SOP-041-02-11

- E-i3omep ononaraguHy — He. Ginbwe 0,5%;

At the release:

@) ROMILIKH, AKI ETIOKTBCH 0 ONANaTAIUHY:

- AOMIIMKA ononatanuuy B — we Ginve 1,5 %:

- kapbanpaerig ononataauby — e Giasuie 0,5%

- Oyne-axka He imeuTudixopana moMiuwika — He Gibue
0,5%:;

L R aify ik U
Country: - Ukraine Pl ’ FLF A O
Version No. :- 06 i “ o aﬂﬂf@%‘ ) i\ﬁﬁ g 2.

% 3O R Y
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L SENTISS PHARMA PVT. LTD,
SENTISS Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India.

CERTIFICATE OF OQUALITY
Cepradirar gsKocti

[tem = Visallergol Eye drops, 0.2%
Hassa.  Bizaanepron, kparuti ouni, 0.2%
I.ml] solution contains @ 2.22.mg of olopatadine hydrochloride is equivalent to 2,0 mg of olopatadiné
1 Myt po3quHy micTuTh: 2,22 MI ononaranuKy riApoXJIopuay eKksisanenTHo 2.0 Mr ononaTaguuy
Dosage form: /Jlikapceka dopma: eye drops / kparmni ousi - o
Size and type of pack: 2.5 ml in a plastic bottle with a dropper; 1 vial in a cardboard pack marked in Ukrainian and English.
PO3MIP U THIT YIIAKOBKM: 10 2,5 MJ1 y N1aCTUKOBOMY haKORI 3 KpanepHuIer; Ho 1 ¢nakoHy y kapToHHI# navui 3
MAapKYBAHHAM YKPAIHCLKOKO Ta aHT i HCHKOI0 MOBaMH.

Manufacturer Country: India / Kpaina - BupoSuux: [uzis

Pack size/ Po3mip ynaxosku :2.5ml /2.5 mn Report No./ Homeép 3sity 1 N-23-264

Batch No./ Homep cepil P N23182A Date/ Harta : 27/06/2023

Mfg. Date/ lata supobuuuTaa  .06/2023. Batch §ize/O6’em naptii 200 L (74074 packs)
22001 (74074 ym)

Exp. Date/ [Ipupatuuit 5o 2 06/2025 Date of receipt-of samples . 10/06/2023

... Daraorpumanus spasxis -'
Name & address of Manufacturer: SENTISS PHARMA PVT. LTD., India, |
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himacha! Pradesh, 174 101, India
Hasga i anpeca Bupobuwnxa: CEHTICC ®APMA IIBT. JITIL, luaxis

Manufacturer License (form 28) / BupoGuuua Jlitensis (hopma 28) Ne: MB/06/470
Registration certificate / PeecTpaniiive nocsizyenns: Ne UA/15939/01/01

- RESULTS OF ANALYSIS
PE3YJILTATH AHAJII3Y .
No. Tests | Observations Standards (Limits)/ Reference
Ne TecTn PesyibTaTy HopMyBaHHs
b) Late Eluﬁn‘g' .I.Iﬁj:ﬁurity:
0.01% ~ Olopatadine related compound C — not more than
0.8 %
Not detected - Any individual impurity — not more than 0.5 %
; . . 0.01% Total impurity* — not more than 2.5 %

Ha mosenm sunycky:
Q) DJOMILLKH, AK! EJIIOKTECA TICNA. 0JlalaTaiuHy:

0,01% | -.Aomimika ojonatagaHy C — ue 6inbwe 0,8%;
Hé BUsBIEHO - Oynb-AKka He igeHTHdixOBaHA Homimka - He Bifbkiue
0,5%.
0,01% Cyma nomimox* - He Binswe 2.5%.

During Shelf -life:

a) Early Eluting Impurity:

1 - Olopatadine E-isomer — not more than 0.5 %

- Olopatadine related compound B - not more than 2 %

~lopatadine carbaldehyde — not more-than (.5 %

=-any unspecified impurity — not more than 0.5%

Ha mepmin npudéamnocmi:

) JOMILIKY; K1 -€I0I0TLCS 40 onanaTagmyy:

= E-{30Mep ononaTaauHy — He 6inabie 0,5%;

| = HoMillIka ononatagudy B — ne Ginbme 2 %;

| - kapbanbaeriL ononataauKy — He 6inbure 0,5%

- Oyap-sika He IHCHTU(ikOBaHA AOMillKa — He Olabwe
| | 0,5%;

------- | .| During Shelf —life:

‘Country: - Ukraine

Version No, :- 06 Page 3 of 7
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e SENTISS PHARMA PVT. LTD.
SENTISS Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India.

CERTIFICATE OF QUALITY
CepTudikar skocTi

[tem : Visallergol Eve drops, 0.2%
Hazga .. Bizamnepron, kpamni o9xi, 0.2%
I mi solution contains = 2.22 mg of olopatadine hydrochloride is equivalent to:2.0-mg of olopatadine
1.mn posumsy MicTUTE: 2,22 MI OJIOTIATAAKHY FIEPOXNOPHAY eKBiBANICHTHO 2.0 M omoraTaguuy
Dosage form: /Jlixapceka gopma: eye drops / kpamnni oqi |
Size and type of pack: 2.5 ml ina plastic bottle with a dropper; 1 vial in a cardboard pack marked in Ukrainian and English.
Po3Mmip 4 THI ymaxoBky: 1Mo 2,5 M1 Y MIACTUKOBOMY §IAKOHI 3 KPANEAbHHUIEID; [0 | (hrAKOHY Y KapTOHHIY mavui 3
MAPKYBAHHAM YKPaTHCHKOIO Ta aHIJIi MCHKOIO. MOBAMHY.

Manufacturer Counfry: India / Kpaina - supofupx: [Hais

Pack size/ Po3mip ymakosku : 2.5ml /2.5 mn Report No./ Homep sBity. @ N-23-264

Batch No./ Homep cepii - N23182A Date/ Jlara :27/06/2023

Mfg. Date/ [lata Bupobunutea & 06/2023 Batch size/O6’em maptii-  : 200 L (74074 packs)
200 n (74074 ym)

Exp. Date/ Hpuaaruuit fo +06/2025 Date of receipt of samples 1 10/06/2023

Hata oTpuManHs 3pasKis
Name & address of Manuficturer: SENTISS PHARMA PVT. LTD,, India,
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
Hassa i anpeca Bupo6Huka: CEHTICC ®APMA LIB'T. JI'T., lamis
Binnimx Kxepa Hixna, Texcin Hanarapx, Jicer. Conas, Ximauan [Ipajeni, 174101, Inpis
Manufacturer License (form 28) / BupoGuwia Jlinensis (dopma 28) Ne: MB/06/470
Registration certificate / Peectpauiiite nocsinuennsa: Ne UA/15939/01/01

RESULTS OF ANALYSIS
PEIYJILTATH AHAJII3Y
:- 0. Tests | Observations Standarcil; (Limits)/ Reference
0 TecTH | Pesy.1TaTH OpMYBAHHS

b) Late Eluting Impurity:
- Olopatadine related compound C — no more than 1 %
- Any individaal impurity — no more than 0.5 %
Total impurity* — no more than 3 %
Ha mepmin npudamnocmi:
6) JOMILUKH, AKI EMFOIOTHCA IC/IK ONANATAIUNEY:
- AoMiluka ononataguny C — He Oinbuie 1 %;
- Oyas-sgka He ineHTHQIkOBaHa AOMIIKA - He Oijibiue
0,5%.
CyMa nomiinok™ - se 6insure 3 %.

Osmolality | 294 mOsmol/kg 250 mOsmol/kg to 350 mOsmol/kg
7 OcmonanbHicTh - 294 MOcmone/xr Bix 250 mocmone/kr 10 350 mocMoOnb/kr
8 Extractable volume 2.7ml Not less than 2.5 ml.
0O0’em, Mo BUTRArACTHCH 2.7 Mn He meHLIe 2,5 mix.
Total chloride content 3.8 mg/ml 3.5 —4.5 mg/ml
9 JaransHui BmMicT xnopua- 3,8 mr/mn 3,5 Mr/mi - 4,5 Mr/ma
iOHIB o |
Particulate matters Compilies The drug must be free of any visible particles.
10 | Mexaniyni BKIIOYeHHS Bianoriaae Ilpenapat noruHed 6y TH BinsHUi Bin Oy ab-1KHX
R T N _ BHANMHAX JaCTUHOK
1l | Sterility | Complies The drug must be sterile,
CTepuibHicTh | s IoR Rae [Ipenapar mac OyTH CTEpHILHYM.

Country: - Ukraing
‘Version No. :- 06 Pape 4 of 7
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L g SENTISS PHARMA PVT. LTD.

SENTISS Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India.
CERTIFICATE OF QUALITY
| Ceprudixart sarocTi
Item : Visallergol Eye drops, 0.2%
Hazgsa : -Bisamiepron, kparuti ouni, 0.2%

1 ml solution contains : 2.22 mg of olopatadine hydrochloride is equivalent to 2.0 mg of olopatadine
I MA po3uaHy MICTHTS: 2,22 MI OJTonIaTaguHy TiAPOXNOpHAY eKBiBaTeHTHO 2:0 Mr oonarafguHy
Dosage form: /Jlikapcsxa dpopMa: eye drops / kparuti o4Hi

Size and type.of pack: 2.5 ml in a plastic bottle with a dropper; 1 vial in a cardboard pack marked in Ukrainian and English.

Po3mip ¥ Tan yHaKOBKH: N0'2,5 MIT Y NacTHKOBOMY GJIAKOHT 3 KpanensHUUero; 110 1 fIakoHy y KapToHHIM mayli 3
MAapKYB&HHAM YKpPalHCBKOIO Ta aHTII ACHKOK MOBaMH.

Manufacturer Country: India / Kpaiua - supobrus: Tugis

Pack size/ Po3mip ynaxosku : 2.5ml./2.5 mn Report No./ Homep asity 1 N-23-264

Batch No./ Homep cepii ' N23182A Date/ Hara :27/06/2023 )

Mfg. Date/ Jlata BupoGuuLTBA : 06/2023 Batch size/O6’em maprii 200 L (74074 packs)
2000 (74074 yn)

Exp. Date/ Ilpuaaruuit go 1 06/2025 Date of receipt of samples : 10/06/2023

Jlara oTpuMaHHs 3pa3Kis
Name & address of Manufacturer; SENTISS PHARMA PVT. LTD., India,
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh;, 174 101, India
Hasga 1 aapeca Bupobuuka: CEHTICC ®APMA [IBT. JI'T'A., lugis
Bimninx Kxepa Hixna, Texcin Hanarapx, Jlicrr. Conat, Ximauan Opajewd, 174 101, Tagis.
Manufacturer License (form 28) / Bupo6auma Jlinensis (dopma 28) Ne: MB/06/470
Registration certificate / Peccrpariifine noceiguenns: Ne UA/15939/01/01

RESULTS OF ANALYSIS
PE3YJIBTATH AHAJII3Y
.I:‘o. .ITeStS Observations Standards (Limits)/ Reference
§oNe eCTH PesyibTaTh HopMyraunus
| Assay
i Kinbkicne Busnaueuus | Al the release: |
: 1 Ha momenm sunycky: |
Olopatadine. 1.97 mg/mi 1 From 1.90 mg/ml to 2.10 mg/ml |
(HPL.C-method) (98.7 %) 1 (95.0 % — 105.0 % of the amount claimed).
1,97 mr/mn 1 Bia 1,90 mr/Mn mo-2,10 mr/mn
Ononaragun (98,7 %) (95.0 % - 105.0 % eig 3asenesol kinskocTi).
{BEPX) | During Shelf —life:
I Ha mepmin npudamuocmi:
1 From 1.80 mg/ml to 2.20 mg/ml
1 (90.0 % — 110.0 % of the amount claimed).
B10 1,80 mr/ma mo 2,20 mr/mn
12 (90.0 % - 110.0 % Bix 3assneHol KIbKOCTI):
At the release:
Ha momenm sunycky:
~Benzalkonium chloride 0.095 mg/mi From 0.090 mg/ml to 0.110 mg/ml
(HPLC-method) (95:2%) 1 (90.0 % — 110.0 % of the amount claimed)
ben3ajikoHiw XJIOpHA 0,095 M/ M R Biﬂ 0,'090.51[‘{5,”] oo {}’] 10 mMir/mo
(BCPX) (95,2.%) (90.0 % - 110.0 % Bix 3asBNCHOT KLILKOCT).
During Shelf —life:
Ha mepmin npudamuocmi:
From 0.080 mg/ml to 0.120 mg/ml ;
t {80.0 % — 120.0 % of the amount claimed) |
pix 0,080 mr/mMa no 0,120 mr/mn

{80.0 % - 120.0 % Bin 3asBseHOT KiIbKOCTI).

Country: - Ukraine
VersionNo. :- 06
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) SENTISS PHARMA PVT. LTD.

SENTISS Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India.
CERTIFICATE OF QOUALITY
CeprudikaT siKoCTi
Item -+ Visallergol Eye drops, 0.2%
Ha3sa. : Bisannepron, kparoii ou#i, 0.2%

1 ml solution contains © 2.22 mg of olopatadine hydrochloride is-equivalent to 2.0 mg of olopatadine

1 M1 postHHy MICTHTB: 2,22 MT OTOTIaATafAHHY TiNPOXIIOPULY EKBIBAICHTHO 2.0 MT ONONATAIUHY

Dosage form: /Jlikapcoka dopma: eye drops / kparuit ouni - -
Size and type of pack: 2.5 ml in a plastic bottle with a dropper; ! vial in a cardboard pack marked in Ukrainian atid English.
Po3MIp #1 THIT ynakoBKU: 1o 2,5 MIl Y ANaCTHKOBOMY (JIaKOHI 3 KparnebHUIE; 110 1 GUakoHy Y KapTOHHiH mau 3
MapKyBAHHAM YKPalHCBKOWO T4 aHTNINChKOW MOBAMH.

Manufacturer Country: India / Kpaiua - aupobunk: [njisn

Pack size/ Posmip ynakoskm : 2.5m1 /2.5 mx ‘Report No./ Homep 3gity  : N-23-264

Batch No./ Homep cepii : N23182A Date/ faTa : 27/06/2023

Mfg. Date/ lata supobuuutea  :.06/2023 Batch size/O6’em mapril 200 L (74074 packs)
2001 (74074 y)

Exp. Date/ ITpuparauii o 1 06/2025 ‘Date of receipt of samples : 10/06/2023

* .. ... {laraorpumanis 3pa3kis
Name & address of Manufacturer: SENTISS PHARMA PVT. LTD.; India,
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh; 174 101, India
Hasga i anpeca Bupobuuka: CEHTICC ®APMA [IBT. JIT/L, lunia
Bimnik Kxepa Hixna, Texcin Hanarapx, dictt. Conasn, Ximauan [Mpagew, 174 101, Tanis
Manufacturer License (form 28)./ Bupo6unya Jlinensis (popma 28) Ne: MB/06/470
Registration certificate / Peectpaniitue nocsiguensas: Ne UA/15939/01/01

* The amount of impurities includes: impurity olopatadine B+ impurity olopatadine C + E-isomer olopatadine + alo-patadinei
carbaldehyde + all other impurities found in'the impurity analysis eluted prior to olopatadine and impurities eluted after
olopatadine.

*Cyma fomiLiok Brimouae & cebe: iomiwka ononataguna B + pomitnka ononatampuuy-C + E-isomep ONIOTIATARUHY +Kapbanbuerig
OIOMATaANUHY + BCI IHIL AOMIIUKH, AK] BUARIAKOTLCA NPH aHANI31 Ha AOMILIKY, 10 eNFOKThCA 10 OnONaTaANHYy, 1 AOMILLIKH, SKi
CIIIOIOTHLCH MICHS OI0NaTAANHY.

Conelusion:

Bucuosok

Lam miaTBepaxy€emo, 160 BHLIEHaBEAeHa THPOPMALS € AOCTOBIPHOKY 1 TOUHOIO. ) )
Jlana cepin nponykuii 6yna BuroTosiena (BKIIOYAONHM YIAKOBKY / MAPKYBAHHA) Ta NPORIINa KOHTPOib SKOCT HA BUILEBKAIAHIT
AUIBHKLI B MOBHiN BiANOBiNHOCTI 3 BuMoramu GMP, BcraroBNIEHMMU MicLIEBUM PEryJIIOKYHM OpPraHoM, a TakoX BIANOBIAHO Iof
cneuudikauil peecrpauiiinoi gokyMmeHTauii, sarsepmuxedoi B Vkpaini ans ROCHimKxyBaHoro Alkapeskoro 3acoby. I[porokosau
BUPODHMIITEA, YNAKOBKA TA KOHTPOIIKO AKOCTI cepil MepesipeHi 1 BIANOBIAalOTh BUMoraMm GMP.

Hereby confirmed, that the above information is trué and accurate. This series of products has been made (including packaging /
labeling) and has passed quality control at the location specified above, in full compliance with the requirements of GMP,
established by local regulatory authority and in accordance with the specification registration document approved .in Ukraine to

study -medication. Minutes of production, packaging and quality control of the series are-tested and meet the requirements of
GMP,
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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 1 Visallergol Eye-drops, 0.2%
Ha3ga - Brannepron, xpamni ouni, 0.2%

1 ml solution contains. : 2.22 mg of olopatadine hydrochloride is equivalent to 2.0 mg of olopatadine

| M1 pO3uMHY MicTHTE: 2,22 MT ONONATAIUHY T APOXIOPHAY eKBiBanenTHo 2.0 Mr ononaTaguHy

‘Dosage form:. /Jlikapcbka dopma: eye drops / kpamni ouni -
‘Size and type of pack: 2.5 ml in a plastic bottle with a dropper; 1 vial in a cardboard pack marked in Ukrainian and English.
Poamip 4 Tun ynakopki: 1o 2,5 mn y nnacTUKOBOMY (riakoHi 3 kKpanesHHUEI; 0.1 QIakoHy Y KapTOHHIM nmauui 3
‘MapKyBaHHAM YKpalHCBKOIO Ta aHITIiHCLEKOK MOBaMHU,

‘Manufacturer Country: India-/ Kpaina - supobrux: [Hais

Pack size/ Po3mip ynakoskn : 2.5ml /2.5 mn Report No./ Homep 3sity - N-23-264

Batch No./ Homep cepii - N23182A Date/ Hara : 27/06/2023

Mfg. Date/ Jlata supobuuursa - 06/2023 Baich size/O6’eM maptii 200 L (74074 packs)
: 200 1(74074 yn)

Exp. Date/ [TpagaTuui ao 1 06/2025 Date of receipt of samples : 10/06/2023

- | Jlata oTpuManHs 3pa3Kis
Name & address of Manufacturer: SENTISS PHARMA PVT. LTD;, India,
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
‘Hazpa 1 anpeca Bupo6uuxa: CEHTICC ®APMA TIBT. JITZL, [uais
Bimnijpk Kxepa Hixora, Texcin Hanarapx, dictt. Conan, Ximauan ITpanew;. 174 101, Ioais
Manufacturer License (form 28) / Bupo6ruua Jlinensis (dhopma 28) No: MB/06/470
Registration certificate / PeecTpauiiine: IIGLHIFL‘F:IIHH Ne UA/15939/01/01
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‘Date/[lata Date/[Iara Date/{Larn
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Ravi Kumar Pradeep Janga Ashok Marathe
Pasi Kymap Tipaain Txanra Amoxk Maparxe |
Asst. Manager- Sr. Manager Sr. Manager
Quality Control Quality Control Quality assurance

AcHcT.MeHeTHeD
KonTtpoas akocri
Prepared By
Iliarorysas

Date of Batch release/ Q_Cg,ju ipTorks

Crapmni MmeHemKep
Kontpoas akocTi
Reviewed By
Ileperipun

Respnnmble for-Batch release/ &\AC(Q*\ %H{x‘f/{

Crapmni MeHemKep
3abe3nedeHHs AKOCTI
Approved by
3aTBepaun
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Ashok: Malathe
Aok Maparxe

Sr. Manager

Quality assurance
Crapuuit MeHemKep
3abezneyeHnn AKOCTI
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