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e SENTISS PHARMA PVT. LTD.
f 1o Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India.

CERTIFICATE OF QUALITY
Ceprndurar Kagecrsa

Item : OPHTOLIQUE eye drops
Hazranne : OOTOJTUK, xaruis rnasssle
1 ml solution contains: Polyvinyl alcohol - 14 mg, Povidone — 6 mg
L MJI pacTBOpa CONMEPIMUT: CIHPTA NMOMMBHHUIOBOTO - 14 MI, HOBAAOHA - 6 M
Dosage form: /Jlekapcreensas dopma: eye drops / kKamid riasusie
Size and type of pack: 10 ml in plastic vial-dropper; 1 vial-dropper in unit carton.
Pasmep u Tan yriakosku: mo 10 Mt B 1acTHKOBOM (riakOHe-kaleMbHRLE; 10 |1 QuiakoHy-KameNsHALE B KAPTOHHON nauke.
Manufacturer Country: India / Crpana — npoussonurens: Hugus

Pack size/ Pasmep ynakopku : 10 mi/10 mn Report No. / Homep otuéta : N-20-333

Batch No./ Homep cepuu 1 N20159A Date/ [lara 1 28/08/2020

Mfg, Date/ [lata npoussogctea : 0872020 Batch size/O6bem naptunt 1 1000 L (95238 packs)
11000 1 (95238 yn)

Exp. Date/ l'oneH oo : 08/2023 Date of receipt of samples : 06/08/2020

Jlata mony4eHus 00pasios
Name & address of Manufacturer: SENTISS PHARMA PVT. LTD,, India,
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
Hassanue n anpec [Mponssonurens: CEHTHUCC ®APMA TIBT. JIT/,, Muaus
Buumumk Kxepa Huxna, Texcun Hanarapx, Quctt. Conan, Xemadan [Ipagemn, 174 101, Huans
Manufacturer License (form 28) / Tpomssoncteennas Jliuessus (popma 28) Ne: MB/06/470
Registration certificate / PerucTpatmonroe yaocrosepenue: Noe UA/5782/01/01

RESULTS OF ANALYSIS
PesyabTaT aHaIuia
No. Tests Observations Standards ( Limits )/ Reference
No TecThl PesyabTarhl Hopmb!
Description Complies Clear colourless or slightly yellowish solution
1 Onucame Coorsercisyer [Ipo3patinblit GecuBeTHLIH MITH CNI@TKa XEeNTOBATLIH
PacTBOp.
Identification/
MoamuuuocTs Complies A In assay of Polyvinyl alcohol sample and standard
A) Polyvinyl solution should have absorption maxima at the
alcohol (By UV) same wavelength
B) Povidone Complies B Sample on reaction with lodine should produce a
(Visually) deep red color.
C) Benzalkonium chloride( Complies C Inthe content of Benzalkonium chloride the
By HPLC) retention time of the main peak in chromatogram
of sample solution corresponds to that of the main
peak in chromatogram of standard solution.
2 {NONMBHHUNIOBLIA CIIHPT) CoOTBETCTBYET A TlpH xOnW4YECTBEHHOM ONpPEaeNeHHH TONUBUHU-
(Y®-meton) MIOBOTO CAUMPTA UCMBITYEMbIH H CTAHJAPTHBI i
PacTBOp AOJDKHEL HMETH MAKCHMYMBI [TOrIOLIEHHA
NPH ONHUX W TEX e ATHHAX BOITH.
{noBUaOH)
{(BusyaieHo) CooTBETCTBYET B [Ilpenapat npy peakuyu ¢ HOOOM AO/KEH 1aBaTsh
WHTEHCHBHBIH KpacHLIil HBET.
(BersanKoHus XIOPHL) Coorsercrayer C TIpdt KOJNHYECTBEHHOM OMpPe/ENeHHH GeHIATKOHHS
(B3XX) XJIOpHAaa BpeMA yAEPHKHBAHHA OCHOBHOIO MNHKA Ha
XPOMATOrpaMMax HCMLITYEMOro PACTBOpa JOIKHO
COOTBETCTROBATH BPEMCHH Y IEDMKUBAHUSA
OCHOBHOTO TTHKA HA XPOMaTorpaMmMax
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| & SENTISS PHARMA PVT. LTD.
l yEINT Lah Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India.

CERTIFICATE OF QUALITY
CeprudHiKaT KaueeTsa

[tem : OPHTOLIQUE eye drops
Hazsanue . OOTOJHK, kanau rnasHete
I ml solution contains: Polyviny] alcohol - 14 mg, Povidone — 6 mg
1 My pacTBOpa COMEPIKUT: CIIMPTA NONHBMHHAOBOTO - 14 MT, IOBHAOHE - 6 MT
Dosage form: /Jlexapcrensas dopma: eye drops / Kariid riasmble
Size and type of pack: 10 ml in plastic vial-dropper; 1 vial-dropper in unit carton.
Pasnmep 1 THI ynaxkoBku: 1o 10 MII B IIaCTHKOBOM (NaKOHE-KANENbHULE; N0 | (hrakony-KaneasHMIE B KAPTOHHOMN Nauke.
Manufacturer Country: India / Crpana — npoussonutens: Hugus

Pack size/ Pasmep ynakosxu : 10 ml/10 mn Report No. / Homep otuéra : N-20-333

Batch No./ Homep cepru tN20159A Date/ lata :28/08/2020

Mfg. Date/ Jara npoussonctsa : 08/2020 Batch size/Obbem maprun 1 1000 L (95238 packs)
11000 n (95238 yn)

Exp. Date/ 'ogex no : 08/2023 Date of receipt of samples : 06/08/2020

Jara nonyuenus o6pa3zuos
Name & address of Manufacturer: SENTISS PHARMA PVT, LTD,, India,
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
Hasganue 1 anpec Hpomssogurens: CEHTUCC ®APMA TIBT. JIT/., Unnus
Bumminx Kxepa Huxna, Texcun Hanarapx, Juctr. Conan, Xumauan lpagem, 174 101, Huaus
Manufacturer License (form 28) / [Iponssoactaennas Jluuensus (hopma 28) Ne: MB/06/470
Registration certificate / PerucrpaunosHoe yaocrosepenre: No UA/5782/01/01

CTEHAAPTHUIO pYCIBOpY.
Clarity Complies The preparation should be clear in comparison with
water, or the preparation opalescence should not be
more than reference suspension 1
i Ilpospaanocrs TIpenapar nomkeHn GBITH APO3PAHHBEIM MO CPABHEHHIO
CGOTBETCTBY&T C BOJIOH WJIM ONAJECUEHLIAA nper@para HE L0JDKHA
6niTH Honee crangapTHOi cycnen3uu L,
Color Complies Color intensity of the preparation should not exceed
the standard of reference BY s
4 IlgeTHOCTD HHTeHCHBHOCTDL OKPACKH MPENapaTa He JO/DKHA
CooTseTcTBYET MPEBBIATEL 3TAN0H HUBETHOCTH BYs.
pH 5.6 4.0-6.0
3 pH 5.6 OT1 4,0 no 6,0.
Particulate matters Complies Should be free from any visible particle.
6 Mexauudeckue CooTeetcTayer Homxen ObITh CBODOMHBIM OT NIOOBIX BHUAMMbIX
BEJIIOYEHHA JACTHIL
- Extractable volume 10.5ml 100ml - 11.0ml
Mipnexaembrii 06bem 10,5Mm1 Ot 10,0 mor o 11,0 ma.
Content of 0.103mg/ml At the release : 0.090 mg/ml - 0.110mg/m!
Benzalkonium Chloride (102.6%) (90.0% ~ 110.0% of claimed amount)
(By HPLC) During sheli- life : 0.085 mg/ml - 0.115 mg/ml
( 85.0% - 115.0% of claimed amount)
8
Copepxxanue GeHsaKoHus Ha momenm ssinycka: ot 0,090 mr/mia xo 0,110 mr/ms
x1opuaa 0,103Mr/mMa (90,0% - 110,0% 0T 3a4BNEHROTO KOJHYECTBA).
(BOXKX) (102,6%) Ha cpox zoonocmi: ot 0,085 mr/mn go 0,115 mr/mn
(85,0% - 115,0% OT 3asABIEHHOrO KOMHYECTRA).

Country :- Ukraine .
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SENTISS PHARMA PVT. LTD.
P Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India.

CERTIFICATE OF QUALITY
Ceprudnkar kayecrsa

Item : OPHTOLIQUE eye drops
Hassanue : ODOTOJHK, kamid rnasusie
1 m! solution contains: Polyvinyl alcohol - 14 mg, Povidone — 6 mg
I MN pacTsopa cONEpXHT: CIIUPTA HONWBHHMIOBOTO - 14 Mr, IOBHIOHA - 6 MT
Dosage form: /Jlexapcrsenuas dopma: eye drops / kamiu riasHbie
Size and type of pack: 10 ml in plastic vial-dropper; 1 vial-dropper in unit carton.
Pasmep u Tan ynakosxn: no 10 M B IIACTHXOBOM (IaKOHE-KATIETRHALE; 110 | (pIaKOHY-KaneabHHLE B KAPTOHHOM HauKe.
Manufacturer Country: India / Ctpana — npoussoaurens: Huanus

Pack size/ Pasmep ynaxopxs : 10 ml/10 mn Report No. / Homep oruéra : N-20-333

Batch No./ Homep cepus 1 N20159A Date/ ata : 28/08/2020

Mfg. Date/ [lata npoussoacrsa : 08/2020 Batch size/O6wvem naprun 1 1000 L (95238 packs)
1000 1 (95238 yi.)

Exp. Date/ Togen go : 08/2023 Date of receipt of samples : 06/08/2020

Hara nonyvesus obpasuos
Name & address of Manufacturer: SENTISS PHARMA PVT. LTD., India,
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
Hassanue 1 anpec [poussonurens: CEHTUCC ®APMA MIBT. JIT]., Uuaus
Bummumx Kxepa Huxna, Texcun Hanarapx, Juctr. Conan, Xumagan Ilpamew, 174 101, Hunus
Manufacturer License (form 28) / ITpoussonctsennas Jnuensus (dopma 28) Ne: MB/06/470
Registration certificate / Peructpauronnoe ynoctosepenne: Ne UA/5782/01/01

Assay/KonmsteeToenioe

onpegenesue

a)Polyvinyl alcohol (By UV) 14.0 mg/ml At the release : 13.3mg/ml — 14.7 mg/ml

(100.3%) (95.0% - 105.0% of claimed amount)

During shelf life: 12.6mg/ml - 15.4mg/ml(90.0% -
110.0% of claimed amount)

b) Povidone 6.0mg/ml At the release - 5.7 mg/ml - 6.3 mg/ml

(By Titrimetry) (99.8%) {95.0% - 105.0% of claimed amount)

' During shelf life: 5.4mg/ml — 6.6 mg/ml
9 (80.0% - 110.0% of claimed amount)

MonuBHHERAOBBIH 14.0 Mrfau Ha mostenm gsinycra: ot 13,3 Mr/mit 5o 14,7 mr/mn

CoupT (1'00 39) (95,0% - 105,0% 0T 3asBIEHHOTO KOJIHYECTBA).

(VYd-meTon) 1 Ha cpox zoduocmu: ot 12,6 Mr/vn o 15,4 mrimn
(90,0% - 110,0% oOT 3asBICHHOIC KOJIMYECTBA).

Hosuaon 6,0Mr/MI Ha momenm geinycxa: ot 5,7 mr/vn 1o 6.3 Mr/mn

(Turpumerpus) (99,8%) (95,0% - 105.0% OT 2asIBNEHHOTO KONUYECTBa).
Ha cpox zodnocmu: or 5,4 mrivn go 6,6 Mr/mi
(90,0% - 110,0% OT 3a#BIEHHOr0 KONMYECTRA).

1 Sterility / Complies The preparation should be sterile.
0 CrepuisHoctn CooTBETCTRYET Ipenapar 10/mKeH OLITL CTEPHILHBIM.
Conclusion:
3aknmwouenne

HacToAIMM MOATBEPHIAEM, UTO BRIIIENPHBEASHHAS HH(OPMALHS ABIAETCS JOCTOBEPHOMH M TOUHOIA.

Hannas cepus nponykuuu 6bina Npou3BeaeHa (BKIIOYan YIAKOBKY/MaPKHPOBKY) ¥ NPOIIA KOHTPOb KAYECTRA

Ha BLILICYKA38HHOM YYaCTKE B NOJHOM COOTBETCTBUH ¢ Tpeboranuamu GMP, yCTAHOBIEHHEIMY MECTHBIM

DECYJIATOPHBIM OPraHOM, & TAXKe B COOTBETCTRHH CO cielHbrKalyel perHCTPaUMOHHONR JOKYMEHTALHHY, YTBEPKIEHHOH
B Vl(pam-[e Juig UCCJIeIYEMOT O HeK&pCTBGHHOFO cpencrsa. HPOTOKOHBI HPOH?:BDHCTBEI, yHaKOBK}{ H KOHTpONs Ka4CCTEa
CEepHH NPOBEPEHB] B COOTBETCTBYIOT Thebosanmam GMP.,

Country :- Ukraing
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< SENTISS PHARMA PVT, LTD.
SENTISS Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India.

CERTIFICATE OF QUALITY
Cepradnrat xayecrsa

Item : OPHTOLIQUE eye drops
Hasgauue . ODTOJHUK, xarim rnasuele
| ml solution contains: Polyvinyl alcohol - 14 mg, Pavidone — 6 mg
1 M1 pacTBOpa COAGPMHT: CIAPTA NOTHEHHMUIOBOTO - 14 Mr, MOBHIOHA - 6 Mr
Dosage form: /Jlexapcrsennas dopma: eye drops / karun riasHeie
Size and type of pack: 10 ml in plastic vial-dropper; 1 vial-dropper in unit carton.
Pazmep u TN ynakoBku: 1o 10 M1 B MIacTHKOBOM (IAKOHE-KATIENLHHIIE; IO | GI2KOHY-KATENBHHLE B KAPTOHHOMN MAvKe.
Manufacturer Country: India / Ctpana — npouzsoaunTens: Unaus

Pack size/ Pazmep ynakopxu : 10 ml/10 mn Report No. / Homep otuéta : N-20-333

Batch No./ Homep cepuu : N20159A Date/ ata 1 28/08/2020

Mfg, Date/ {ata nponssoactea : 08/2020 Batch size/O6vem naptan  : 1000 L (95238 packs)
: 1000 n (95238 ym.)

Exp. Date/ 'oneH no : 08/2023 Date of receipt of samples : 06/08/2020

Jata nosnydaeHus obpasios
Name & address of Manufacturer: SENTISS PHARMA PVT. LTD., India,
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
Hassanue u anpec INponssogurens: CEHTUCC ®APMA IIBT. JITH., Huaus
Bumnumk Kxepa Hiona, Texcwn Hanarapx, Huett. Conan, Xumauan [Mpagew, 174 101, Hugus
Manufacturer License (form 28) / ITpon3aeoucreernnan Juuensus (dopma 28) No: MB/06/470
Registration certificate / Peructpausonnoe ynoctosepenne: Ne UA/5782/01/01

Hereby confirmed, that the above information is true 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 contro! of the series are tested and meet thg requirements of GMP.
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Siaz;tag::’ﬁ&mﬂcxa Signature/Tloantcn Signature/Tlosics
0 8 vyere 2K ALY 05 sEf 2020
Date/Hara ;. Date/IlaTa W
Ravi Kumar Pradeep Janga Mukesh Kumar Sharma
Pasn Kymap Ipanun Jxanra Myrkemn Kymap llapma
Asst. Manager Manager Sr. Manager
Quality Control Quality Control Quality Assurance
Accuer, Menemxepa Menemxep Crapmnaii MEHEIKEp
Konrpoas Kavectpa Konrtpoas Kauecrra OTrpen obecieyenns KayecTBa
Prepared By Reviewed By Approved by
IIpurorosnn IIposepun Opobpun

Date of Batch release: (05 ST f? 2070 Responsible for Batch release:

Jlara BelTycKa CEpHA: OtTBeTCTBEHHBIH 33 BBUTYCK CEPHU: )}
N 0
Mukesh Kumar Sharma (2 _ 515? 0T
Myxewr Kymap [lapma o2

Sr. Manager Quality Assurance
Crapuumit Mene/pKep
Otaen ObecnieueHys KayecTra
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JIEPXUJIIKCIIYKBA
AEPKABHA CJIYIKBA 3 JIIKAPCbKHX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHKAMM Y KHIBCHKIM OBJIACTI

npocnext Banepis Jlo6anoscekoro, 51, m. Kuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dis ko@dls.gov.ua https://www.dls.gov.ua, Kog €JIPIIOY 37078774

BHUCHOBOK
Npo AKICTHL BBE3EHOro B YKpaiHy JikapcbKoro 3acofy

27.01.2021 Ne 131/21/10

ODPTOJIIK

(HalMEeHYBAHHA TIKBPCEKOTO 3aC00Y 3TiJIHO 3 PECCTPALIHHM NMOCBIAYEHHAM)
Kpamuii 04Hi no 10 M1 y niacrnkoBomy ¢aakoHi-kpaneabHHL; o 1 ¢d1aKoHy-KpaneJbHHI y
KAPTOHHIH naui

((hopma BunyCKy, 7103yBaHHS, BUA NAKYBAHHS JTiKapCHKOTO 3ac00y)

Homep peectpauiiinoro nocsinuenns UA/5782/01/01 crpok nii peectpauiiitoro noceinuenns 01.01.2099

Cepis nikapcbkoro 3acoby Ne N20159A KinbkicTb BBe3eHOro nikapcskoro 3acoby 300
BupoGHuk CEHTICC ®APMA TIBT. JITH., Inxist
(HaHMEHYBaHHS BUDOOHMKA J1iKapChKOTO 3ac00y, KpaiHa MOXOIKEHHs)
BeeseHo B Vikpainy CrinbHe yKpaiHChKO0-eCTOHChKE NANPHEMCTBO Y GopMi TOBapHCTBA
3 o0MezkeHo0 BianosinanbHicTio "OnriMa-®apm, JITA", izent. kox:
21642228

(nafimeHyBanna Ta xoa 3a €IPMIOY oprau4noi ocobu abo npiseuiie, im's, o 6aTbKoBI disHuHOT
0COOH - MIANPHEMUS, Ti MiClle NPOXHBAHHSA Ta peecTpauilinuii Homep 0671iKOBOT KAPTKH MIATHHKA
nojarkie abo cepis Ta HOMep nacriopta)

IMpotokon BisyansHoro kourpomo sin 27.01.2021 Ne 0009/5.

3a  pesyibTaTaMH  EPKABHOTO KOHTPO/NKO BCTAHOBIEHO, WO JiKAPChKHH 3aci6  BBE3eHO B Vkpainy 3

3aKOHOAABCTBA 110/10 3a0e3MeYeHHA AKOETi iKapchbkHX 3aco0iB.

L Onexciit COJIOJIPA
=

(miamuc (ininianyu Ta npissuie)
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