Hepsxapna cnyxba Yipaiin ' ‘ State Service of Ukraine on Medicines
3 MiKapcLKUX 3ac0DIB Ta KOHTPONIO 38 D and Drugs Control
HaPKOTHKAMH S

Jepxasue mignpuemerso "Henrpansua A State Enterprise "Central
naboparopid 3 ananizy sKocTi JikapchKHX Laboratory for Quality Control of
32c00iB I Megnunol npoayxuii” Medicines and Medical Products"
Yxpaina, 04053, m.Kufs, eyn. KyOpsacexa 107 10G, Kudryavska street, Kyiv, Ukraine, 04053
men./thaic (044) 272 57 98 Tel./Fax +380 (44) 272 57 98
web: www.clab.com.ua, e-mail: centrallab@clab.com.ua web: www.clab.com.ua, e-mail: cenfrallab@ctab.com.ua

Ceprudixar ananizy Ne 0083 six 28.01.2025

Ha3sea 3pa3ka: BIBAJIJIEPIOJI, xpanni ouni, 0,2%, 1o 2,5 Ma y nnactukosomy (raxoHi 3
KpanenpHHUe; no | dnakoHy y kapToHHiH mavyj
Peectpauifinnii Hosep: 0080.25
Bupotun: CEHTICC OAPMA TIBT. JITH., lunia
Homep cepif: N24324A
Micue Bindopy 3paska; Cnrinbze ykpainceko-ecToHchbke nianpuemctso y dopmi TOB "Onrtima-®apm JITI"
3aMOBHIK: Hepxcasna cnyxba Yipainu 3 nikapebkix 3aco6is Ta KOHTPOMIO 33 HAPKOTHKAMH
Cynposinaiit foKyMenT: Aner Ne 232-002.0.1/002.3/2-25 sin [3.01.2025 p.
AxT Binbopy 3paswka; Ne min 15.01.2025
Crran 3paska; 3pa3oK B CTaHi NPUAATHOMY JUIA NIPOBENEHHA BUNPOOYBaHL
Jara orpumanns 3paska: 20.01.2025
JaTn sukonasHa pobir: 21.01.2025 - 28.01.2025
Bup xourpomo: 3a posnopamxennam JepiaBHol ciyx6i YKpaiuy 3 Nikapchkux 3aco6is Ta KOHTpOMIO
3a napkotukamu ("IM", ITocranoea 902)
Micue npoeeaetinn T «Llentpansna naGoparopis 3 ananizy sxocTi nikapebkux 3acobie i MenHuHol
AisibHOCTI: NPORYKLIT»
HJ, sinnorigHo o sikof MK no p.m. Ne UA/15939/01/01, sminu sig 09.09.2024 paxas Nel557, aMinu
nposoanBeda aHaANI3:
TMokasHuKy, Bumorn HL, | Pesynstatn
Onuc MNposopwii poauvi Bin Be3bapeHOre A0 CEITNO-KOBTOIO KONLOpPY Bignosinae
|aeHTUthiKaLin 1. A. Ononaragui. Yac yTpuMyBsaHHs OCHOBHOIO Nika Ha Bianoeigae
PN REE "":\"-.: Xpomarorpami AGCNIANYBaAHOro PO3YUHY NOBUHEH BIANDBIgATY Yacy

EHTPA pHA YyTpuUMyBaHHA OCHOBHOTO NiKa HA XpOMaTorpamMi CTaHAAPTHORO

7 po3unHy ononataguHy (aAns. KinbkicHe BuaHayeHHs)
2. B. BensankoHilo xnopug. Yacn yTprMyBaHHA OCHOBHWX Nikie Bignosinae

APOBKIE 3A000IB L o romornorie GeH3anKoHio XNopuY Ha XpomaTtorpami 4oChiaxysaHoro

VATHOT IPCAYKITD = PO3YMHY NOBUHHI BIANOBIAATA YACAM YTPUMYBaHHS OCHOBHUX MiKIB

N e L LI roMosIorie Ha Xpomarorpami cyaHAapTHOre poaunHy GeH3aNKoHiK

g “P54127TR " 9{1-‘-"' ' xropuay

2 |.E"E§eaopi(:ib§/ OnanecueHLUis po3uvHy He NOEMHHA NEREBVLLYBATH onanecuexuiio  Bianosigae
== TANOHHOT CycneHsii |

Koncoposicts IHTeHcuBHicTE 3a6apBneHHs posdunHy NpenapaTy He NOBWHHA Bignosinae
nepesMILYEaTH eTanos GYS5

pH 50-8,0 7.1

O6'em, WO BUTATAETLCH He merwe 2,5 Mn Bigneeinae

MexaHiuHi Brio4eHHRA Mpenapat nosuHeH ByTu BiNkHUM Big, ByAb-AKvX BUAMMKUX YacTuHoKk  Bignosinae

KinekicHe BU3Ha4YeHHA 1. Ononatagux (20,0% - 110,0% sig 3asenexol kinkkocTi): 1,80 - 2,20 1,97 mrivn
mr/mA

2. beHsankoHito xnopug (80,0% - 120,0% eia 3asBneHoi kinskocTi): 0,094 marfmn
0,080 - 0,120 mrfmn

Ynakoska 3rigno Bumor MKH Bignoeinae
MapxyBaHHA 3rigHo sumor MKS Bignosigae

BHCHOBKHM:  Ceprugdikar awanizy No 0083 sin 28.01.2025 niarsepmxye, Wwo nepesipenuil 3pasok npenapary
BIBAJIJIEPTOJI, kpansti ouni, 0,2%, no 2,5 Mn y nnacTukosomy (uiakoHi 3 kpanespHMUe; mo |
(pnakoHy y kapromhiit nauui, Ne cepii N24324A, eupo6uuurso CEHTICC ®APMA TIBT. JITII.,
IHpis sianosinac sumoram MICH no p.n. Ne UA/15939/01/01, sminn sin 09.09.2024 naxaz Nel557,
3MiHK 32 HABEACHUMU BULLE IOKAZHHKAMH.
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Ceprudikar ananizy He niansrac NOBHOMY abo 4acTKOBOMY opeHmo 683 ILOSBOJ'ly IIl'l ‘LlenTpankHa nabopatopis 3
3
aHanisy sSKoCTI MiKapChbKHX 3ahQﬁlB‘liMeIlH‘1H0] npoaykuii”

Kineus ceprudikara ananizy No 0083 Bil 28 01.2025
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TEPKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHKAMM ¥ KAIBCHKIN OBJACTI

npos. Ceitauynoi Hagii, 3, m.Kuis, 02099, Ten/daxc; (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kon €APIIOY 37078774

BHCHOBOK
po AKiCTH BBE3EHOIo B YKpainy JiKapcsKoro 3acoby

28.01.2025 Ne 71187/25/10

BISAJIJIEPTOJ

A%

(stofiMeRyBaHHA JiKapehKoro 3acody ATiAHO 3 peecTpaliiiHIM MOCBIAHEHHAM)
xpanni ouni 0,2 % 1o 2,5 MJI 'y IWIACTHKOBOMY ¢aaxori 3 KpaneJbHHIECIO; N0 1 aaxony y
KapToHHii nauui

((popMa BHITYCKY, Z03YBAHHI, BIU/l IIAKYBAIA JTKapeekoro 3acoby)

Homep peectpaiitroro nocsiauenns UA/1593 9/01/01 crpox nif peectpautittoro nocsizaers 01 .01.2099

Cepix nixapcskoro sacoby Ne N24324A KinskicTs BRE3eHoro gixapepkoro sacoby 3000
Bupofuuk CEHTICC ®APMA TIBT. JITH,, Iuzis
(Haiimenypanns pipoBHuKa JiKapesrore 3ac00y, xpaiHa NOXQIKEHH)
Bgeseno B Ykpainy CrinpHe yKpaiHCHKO-eCTORCLKE MANPUEMCTBO Y ¢opmi ToBapICTBA
3 oGMesreHo10 BinnoBiransuicTio "OnriMa-®apm, JITA, inent. ko
21642228

(nafiMeHysams Ta kox 3a €JPIIOY roprapynol ocobH abo npisenme, in'a, rio Gathropl dizminol
ocoBH - mianpieMng, if Micue npoxBants T4 peccrpauiiiunit HomMep 0BNIKOBOL KapTKH FUIATHHKA
HONATKIE 260 cepis Ta HOMEp MECIopTa)

TIpOTOKOJ BiyalbHOT KOHTPOIIO BiX 08.01.2025 Ne 4268/2.
JIafopatopHuii anailiz AKOCTi MKAPCHKOTO sacofy 3aificHeHHI:

IIT1 "LlenTpansa qaboparopis 3 aHanli3y AKOCTi JKapchKux 3acobis i MEIHYHOT MpoAyKuii”
(m.Kuis, yn. Kyapasceka 10r m.Kuis, ByiL. Kynpspcska 8B Kuischka 061acTs, C. Hosi ITerpisui,
syn. Isana ®panka, 19}

(HRI{MERYBAHHA T2 MICLE3HAXOIKCHER naBopaTopii, o nposena TabopaTopHIi ayani3z 2KOCTL)

BHCHOBOK 1LOJI0 SKOCT] MiKapchKoro 3acoby, Butaunit 1aGoparopieio Bix 28.01.2025 Ne 0083

PesyspTaTi 5aGOPATOPHOTO aHATIZY AKOCTI AiXAPCLKOro 3aco0y 33 NEPEBIPeHIMII IIOKA3HHKAMH pigmoBinainL
BHMOTaM MCTOJIB KOHTPOIIO AKOCTI {aHaniTHYHO-HOPMATHEHOL HOKYMEHTAHIT).

3a pesyNsTaTaMH JEPABHOTO KOHTPOMO BCTAHOBIEHO, mo nikapchbkuit 3aci6  Bheseno B YKpaiwy 3
AOTPHMAHHAM

BHMOT 33KOHOJIABCTBA MOAO 3a6e3neveHHA SKOCT] JIIKApChKHX 3acobis.
A /

Ounsra EPLOMEHKO

(istiufams T4 npissme)




= SENTISS PHARMA PVT. LTD.
SENTISS Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India.
CERTIFICATE OF QUALITY
- Ceprudixar axocri
ltem : Visallergol Eye drops, 0.2%
Hazpa : Bizamnepron, xpanm ouni, (.2%

I ml solution contains : 2.22 mg of olopatadine hydrochloride is equivalent to 2.0 mg of olopatading

b posyury micTurs: 2,22 Mr ononaTafuHy CAPOXIOPHIY eKBIBATEHTHO 2.0 MT olONaTairHy

Dosage form: /Jlixkapcexa dopMa; ¢ye drops / kpanni ousi

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 W Tun ynakoskr; nmo 2,5 Mil Y IIaCTHKOBOMY GMAKOH] 3 KPaNensHuelo; ito 1 dnakody y kapTonnii nauni 3
MAPKYBAHHAM YXPaTHCBKOO Ta afarificbkom MoBaMy.

Manufacturer Country: India / Kpaina - supoGuuk: Inzis

Pack size/ Poamip ymaxopku :2.5ml /2.5 Mn Report No./ Homep 3BiTy ; N-24-471

Batch No./ Homep cepil 1 N24324A Date/ HaTa : 05/12/2024

Mfg. Date/ [ata BUPOGHHIITEA 1112024 Batch size/06 em napTit : 200 1. (74074 packs)
1200 1 (74074 ym)

Exp. Date/ [Tpugatavit no 1172026 Date of receipt of samples  : 09/11/2024

Jara oTpHMaKHS 3paskis
Name & address of Manufacturer: SENTISS PHARMA PVT. LTD., India,
Village Khera Nihla, Tehsil Nalagarh, Distt. Sclan, Himachal Pradesh, 174 101, India
Hasea i azpeca Bupobnaka: CEHTICC OAPMA TIBT. JITH,, lunis
Binnins Kxepa Hixna, Texcin Hamarapx, ictr. Conan, XiMavan TMpangeur, 174 101, Tuzis
Manufacturer License (form 28) / BupoGuuua Jlinenais (Qopma 28) Ne: MB/O6/470
Registration certificate / Peectpaniiine nocsimuenss: No UA/135939/01/01

RESULTS OF ANALYSIS

SPL-QA-50P-041-07-17

PEIYJIBTATH AHAJIZY
;0- 'gee:th! Ohiservationg Standarcll; (Limits)/ Reference
PesynbTaTh OpMyBaHHs
Description Complies Clear colorless to yellow colored solution
1 Onuc Binmnosiaae IIposopuil po3uun pin Ge3dapeHOro 00 CBITIO-HOBTOIO
{Visually/Bizyaneno) KOJILODY
Identification Complies A. The retention time of the main peak on the test
Lienrndikain soiution chromatogram must correspond to the
(Olopatadine) retention time of the main peak on the standard .
(HPLC-method) solution of Olopatadine chromatogram (see Assay).
Binrorinae A. Uac yTpUMyBaHHA OCHOBHOFO MKy HA XpOMATOTPAMI
{oonaraiun) BUIpOGYBAHOTO PO3YHHY TOBHHEH BIAMOBiAaTH yacy
(BEPX) YTPUMYBAHHS OCHOBHOTO (iKY H& XpOMarorpami
CTAHAAPTHOTC  DO3YMHY  ONOMNATAfWHY  (AMB.
KineKicHe BEIHAUEHUN)
B. The retention times of the main peaks of
(Benzalkonium chloride) Complies Benzalkonium chloride homologues on the test
2 (HPL.C-method} solution chromatogram must correspond to the
retention times of the main homologue peaks on the
standard solution of Benzalkonium chloride
chromatogram.
{bemankonino xaopua) B. YHacu yTpHMYBAHHA OCHOBHHX [iKi8 I'OMOJIOTIR
(BEPX} Bimnosigae GeHzanKOHID XNOPHIY Ha XpOMaTOorpami
BunipoByBAHOTO DPO3YMHY TIOBHMHH] Bignoeimatu
HacaM YTPHMYBRHHS OCHOBHHX MKIB rOMOJNOriB Ha
XpOMATOrpamMi CTAHRAPTHOTO po34uBy OeH3IankoHir
XIOpHIY .
Countey: - Ukraine
Version Na.: - 07 Page L of 7
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IA ) SENTISS PHARMA PVT. LTD.

SENTISS Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India.
CERTIFICATE OF QUALITY
Cepridikart ARoCTI
Item : Visallergol Eye drops, 0.2%
aisa » Bisannepros, xpamni ouni, 0.2%

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

| Mnt posunHy MicTHT! 2,22 Mr 0JIOnATaMKy TiAPOXIOPMIY eKBiBanerTHO 2.0 MF ononaTanHy

Dosage form: /Jlikapceka dopma: eye drops / kparii ouni

Size and type of pack: 2.5 ml in a plastic bottle with a dropper; | vial in a cardboard pack marked in Ukrainian and English,
Po3mip 1 THIT ynakonks: 1o 2,5 MJI Y [IACTHKOBOMY dNakoHi 3 KparensHuLe; mo 1 dnaxkony y kapronnili naymi a
MZPKyBaHHAM YKDATHCRKOIO Ta AHCTIHCLKOK MOBAMIL,

Manufacturer Country: India / Kpaiwa - pupotaux: Ingis

Pack size/ Poamip ynaxosxu :2.5ml /2.5 ma Report No./ Homep agity 1 N-24-471

Batch No./ Homep cepit 1 N24324A Date/ ara :05/12/2024

Mfg. Date/ Jlata BupoBHunTBa 1172024 Batch size/O6’em mapTii 1200 L (74074 packs)
1200 n (74074 ym)

Exp. Date/ Upungaruuii no s L2026 Date of receipt of samples  : 09/11/2024

Hara oTprManms 3paskis
Name & address of Manufacturer: SENTISS PHARMA PVT. LTD., India,
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
Hazpa i anpeca BupoGunka: CEHTICC GAPMA IBT. JIT/L, Iuuin
Binnimx Kxepa Hixna, Texcin Hanarapx, Jlictt. Conan, Ximauan Mpanew, 174 101, Iunis
Manufacturer License (form 28) / Bupo6uuua Jliuensin (¢popma 28) Ne: MB/06/470
Registration certificate / Peectpaunitine noceimuenns: Ne UA/15939/01/01

RESULTS OF ANALYSIS
PE3YJIBTATH AHAJIIZY ]
No. Tests Observations Standards (Limits)/ Reference
No Tectn Pesyabrath Hopmysanna
Transparency Complies The sample selution opalescence must not exceed the
3 IlpoiopicTs opalescence of reference suspension I,
Biznosinae Ornafecuennia poSYHHy HE DOBHHHNA TepepHILYBaTH
ONWIECUERNII0 eTANOHHOT ¢ycnensil |,
Color Complies The color intensity of the drug solution should not
: ‘ cxceed the standard GY6 at the time ol release and
Koaroposicrs (Y5 at the expiration date,
4
Bignosixae [aTercuBRicTs 3afapBlieHAs posdawHy nperapaty  He
MOBHHHA  TepeBullyBatd  etaioH GY6.HA  MOMEHT
. ! BHycky | GYS5 Ha Tepmid nppaaTHocTi.
: pH 7.0 At the release: From 6.5t0 7.5,
5 pH 7.0 Ha momenm sunycxy: Big 6,5 no 7,5

During Shelf ife: From 5.0 to 8.0.

Ha mepmin npuoamnocmi: Bin 5.0 no 8,0

At the release:

a) Early Eluting Impurity:

- Olopatadine E-isomer — not more than 0.5 %

Related substance
(HPL.C-method)
Not detected

Cropouni gosmitukn 0.09% - Olopatadine related compound B — not more than 1.5 %
(BEPX) Not detected - Olopatadine carbaldehyde — not more than 0.5 %
6 Not detected - any unspecified impurity — not more than 0.5%

Ha momenm sunycxy:

@) MOMIMIKR, SKi eMOITECH KO ONANaTaNHHy:

He puasneno - E-izomep ononmaraauHy — ne Ginsure 0,5%;
0,09% - HoMiwxka onenatanuuy B — ne Ginnme 1,5 %;

He susnneno - kapOankieria oxonataguny — ue direme 0,5%

Country. - Ukraine
Versian No.: - 07

SPL-QA-S0P-041-02-12

Page 2 of 7
crop. 2 of 7




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

CERTIFICATE OF QUALITY
Ceprudikar siocTi

Item : Visallergol Eye drops, 0.2%
Hasga . Bizamnepron, kpanni ousi, 0.2%
I ml solution contains : 2.22 mg of olopatadine hydrochloride is equivalent to 2.0 mg of olopatadine
| Mot pozuuiy micTats: 2,22 Mr cronaTafnHy riipOXIOpAIY eXBiBaIeHTHO 2.0 MT ONODATAIUHY
Dosage form: /Jlikapcexa dopma; eye drops / kpawii ouni
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.
PoaMip u THIT ¥IIAKOBKH: 110 2,5 MI ¥ riacTHKoROMY (UIAKOHI 3 KpanenbHUlelo; o | dnakony y xapTomRi# nayi 3
MapKyBaHHAM YKPATHCLKOW Td AHITIHCHKOK MORAMH.

Manufacturer Country: India / Kpaina - supoSuux; Inais

Pack size/ Posmip ynakoriu :2.5ml /2.5 Mn Repott No./ Homep 3sity : N-24-471

Batch No./ Homep cepil 1 N24324A Date/ Hara 1 05/12/2024

Mfe. Date/ ara BupoSHuuTBa 0 11/2024 Batch size/O6’em taprii : 200 L {74074 packs)
£200 1 (74074 yn)

Exp. Date/ [Ipugaruuii no 1 1172026 Date of receipt of samples 1 09/11/2024

Hara oTpuMaHeA 3paskis
Name & address of Manufacturer: SENTISS PHARMA PVT. LTD., India,
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
Hazsea i aapeca BupoGunka: CEHTICC @APMA TIBT. JIT/L, Iunia
Burinx Kxepa Hixna, Texcin Hanarapx, Jiietr. Conag, XimMauat [Mpagewr, 174 101, [uzia
Manufacturer License (form 28) / BupoGuuua Jlineusis (gopma 28) Ne: MB/06/470
Registration certificate / Peecrpanifine nocrizuenns: Ne UA/15939/01/01

RESULTS OF ANALYSIS

At the release:
b) Late Eluting Impurity:

0.03% ~ Olopatadine related compound C — not more than
0.8 %
Not detected - Any individual impurity — not more than 0.5 %
0.11% Total impurity* — not more than 2.5 %

Ha smosenm sunycxy:
6} AOMILIKY, AKE SAHHOTHCA THCA ONANATANHHY!

a) Early Eluting Impurity:

- Olopatadine E-isomer —not more than 0.5 %

- Olopatadine related compound B — not more than 2 %
- Olopatadine carbaldehyde — not more than 0.5 %

- any unspecified impurity — not more than 0.5%

Ha mepmin npuoamuocmi:

a) JOMILIKH, 9K] @MOTECA J0 ONaNaTalInHy:

- E-izomep ononataaMuy ~ He Ginsme 0,5%;

- DoMilEKa ononataaudy B — He Ginswe 2 %;

- Kap0anpAeri ONoaTaguHy — He Giuse 0,5%

PEIYALTATH ARAJN3Y
‘I;;). ;ecsts O servabiss Standarfg (Limits)/ Reference
o cTH PesyabTaTh OpMYBEHHS
He BuABAgHO - Oyns-AKa He igeHtudixoBaHa nomiwxa — He Ginbue
0,5%;

0,03% - noMika ofonaraguty C — ne 6i1bie 0,8%;
He suseneno - Oynp-fka we inenrudikosana aoMiwxa - HE Oinbuie
! 0,5%.
0,11% Cyma nomituox® - ve Sinsme 2,5%.
During Shelf ife:

Country: - Ukraine
Version No.; - 37 Page 3 of 7
crop, 3of 7
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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 sxocti

Itern : Visallergol Eye drops, 0.2%
Hasra : Bisamepron, kpanni ousi, 0.2%
I'ml] selution contains : 2.22 mg of olopatadine hydrochloride is equivalent to 2.0 mg of olopatadine
I mr pozunHy MicTUTB: 2,22 MT OIONATA/MHY TiAPOXJIOPHAY eKBiBaeHTHO 2.0 MI ONIOTIATAHHY
Dosage form: /JTikapcbka dopma: eye drops / kparuri ouni
Size and type of pack: 2.5 ml in a plastic bottle with a dropper; | vial in a cardboard pack marked in Ukrainian and English.
Po3mip ¥ THE yIakoBKd: 110 2,5 MJT ¥ IIaCTHKOBOMY (BIakoHi 3 KpanelbHALE; 1o | (naxoHy y xapTOHHIH mavii 3
MaPKYBAHHAM YKPaTHCLKOIO Ta AHINIACLKOID MOBAMY,

Manufacturer Country: India / Kpaina - supofaux: Tugin

Pack size/ Posmip ynaxosku :2.5ml /2.5 mn Report No./ Homep 3sity : N-24-471

Batch No./ Homep cepil : N24324A Date/ Hara 1 05/12/72024

Mfg. Date/ Hara supoGauiTea 11172024 Batch size/O6" em mapril 1200 L (74074 packs)
1200 0 (74074 vio)

Exp. Date/ [lpunaranii no : 11/2026 Date of receipt of samples  : 09/11/2024

Jlata oTpraMaHHs 3paKie
Name & address of Manufacturer: SENTISS PHARMA PVT. LTD., India,
Village Khera Nihia, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
Hazaa i anpeca Bupobunka: CEHTICC PAPMA [IBT. IT/L., [uzis
Binnin Kxepa Hixma, Texcin Hanarapx, Hictr. Conan, Ximauan Hpanews, 174 101, Tuis
Manufacturer License (form 28) / Bupo6uuua Jliensia (hopma 28) Ne: MB/06/470
Registration certificate / Peectpanifine nocsizscrut: Ne UA/15939/01/01

RESULTS OF ANALYSIS
PEIYJIBTATH AHAJII3Y
;0. ';Fce;;fi Olbservations Standartllj O(Il)_,:;ll;;si)ilﬂl:efercnce
Peaynerata '
- Oyne-sixa He imeHTH(IKOBAHA HOMilIKa — He Ginbuic
0,5%;
During Shelf life:
b) Late Eluting Impurity:
- Olopatadine related compound C —no more than | % ||
- Any individual impurity — no more than 0.5 % 5
Total impurity* — no more than 3 % !
Ha mepmin npudamnocmi; €
6} noMitky, skl CAOOTLCA NICHA ONANATAIMHY: i
- domimka ononataauny C — ge 6inpme 1 %;
- Oyne-sika He ineHTHMixoBama AoMiltka - He Binbmie
0,5%.
Cyma pomitmox* - ue Ginslite 3 %.
Osmolality 291 mOsmolkg 250 mOsmol/kg to 350 mOsmolkg

7 OeMOTANLHICTE 291 MOcMons/kr Bin 250 mocmons/kr 10 350 mocMons/kr

R Extractable volume 2.7 m! Not less than 2.5 mi.
06’em, O BUTATAETHCH 2.7 Mn He meHmte 2,5 ma. e
Total chloride content 3.8 mg/ml 3.5 -4.5 mg/m]

g 3aranuunii BMicT xsopun- 3,8 mr/mn 3,5 Mr/Ma - 4,5 mr/min :
ioHiB :
Particulate matters Complies The drug must be free of any visible particles.

16 | Mexauiuni Bximogenus Bignosinae Ipenapar nosyHes Gy 1y BIALHUHA 8ig Gy Ah-RKMX

BHAHMHX 4AaCTHHOK

Il Sterility Complies The drug must be sterile.

Crepunshicts Binnosinac [TpenapaT Ma€ OYTH CTEDHILHNM. .
Country: - Ukraine
Version No.: - 07 Page 4 of 7
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_& SENTISS PHARMA PVT. LTD.
SENTISS Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India.
CERTIFICATE OF OUALITY
Ceprudirkar sikgeri
[tem : Visallergol Eye drops, 0.2%
Hasea : Bizamaepromn, kpamni o4si, §.2%

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

1 M0 posyuHy MiCTHTE: 2,22 MT ONONATANMHY TiIAPOXNOPHLY eKBiBaneHTHO 2.0 MT ONOMATAAHHY

Dosage form: /Jlixapceka dopma: eye drops / kpani ogxi

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.
PoaMmip ¥ THI yNakoBKY: N0 2,5 M ¥ IIAacTHXOEOMY ¢rakoHi 3 KpareibHUUEH; 1o 1 (urakoHy v KaprToHHIR navui 3
MAPKYBAHHAM YKPATHCBKOIO T4 3N HCHKOI0 MOBAMH,

Manufacturer Country: India / Kpaiua - pupobuuk: Inais

Pack size/ Posmip ymakoBx# :2.5ml /2.5 mn Report No./ Homep asity : N-24-471

Batch No./ Homep cepii :N24324A Daate/ Hara 1 05/12/2024

Mfg. Date/ lara supobunurea 1172024 Batch size/O6"em napTii 1200 L {74074 packs)
1200 1 (74074 ym)

Exp. Date/ [puraranil 0o T 112026 Date of receipt of samples  : 09/11/2024

Jlara oTpHMaHHS 3pasKis
Name & address of Manufacturer; SENTISS PHARMA PVT. LTD., India,
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
Ha3ga i anpeca Bupobnuka: CEHTICC OAPMA TIBT. JITJL,, Inais
Binaizx Kxepa Hixna, Texcin Hanarapx, Hictr. Conar, Ximauan [Npagew, 174 101, luzis
Manufacturer License (form 28} / BupoGuwuua Jtiuensin (gopma 28) Ne: MB/06/470
Registration certificate / Peectpaniline nocsinsedns; Ne UA/]15939/01/01

RESULTS OF ANALYSIS
PE3YJILTATH AHAJIIZY
ﬁc. ’;E‘ests Ghservations Standart:; (Limits)/ Reference
] Cec Ty PesyuTaTh OPMYBAHHSA
Assay
Kinkkicue Bu3nadennn At the release:
Hua smomenm sunyciy:
Olopatadine 1.98 mg/ml From 1.90 mg/mi to 2.10 mg/ml
{(HPLC-method} (98.8 %) (95.0 % — 105.0 % of the amount claimed).
! 1,98 mr/mn Bix 1,90 mr/mn 5o 2,10 Mrima
Osonartanun (98,8 %a) (95.0 %6 - 135.0 % Bix 3asrneHoT KinbKoCTI).
(BEPX) | During Shelfife: -
Ha mepmin npuoamngomi:
From 1.80 mg/ml to 2.20 mg/m]
{90.0 % — 110.0 % of the amount claimed).
Bia 1,80 Mr/mi oo 2,20 mr/Mn
12 (90.0 % - 110.0 % Bix sasnnenHol xinskocTi}.
At the release:
Benzalkonium chioride Ha momenm sunycky:
(HPLC-method) 0.098 mg/mi From 0.090 mg/m! to 0.110 mg/ml
Eemzankonin xnopun (98.4 %) (90.0 % — 110.0 % of the amount claimed)
(BEFX) 0,098 mr/mn Big 0,090 Mr/ma 50 0,110 M/
(98,4 %) (90.0 % - 110.0 % Bin 3aamaeHo} KinnkocTi).
During Shelf ife:
Ha mepsin npudamuocmi:
From 0.080 mg/m! to 0.120 mg/m]
{80.0 % — 120.0 % of the amount claimed)
Bix 0,080 mr/mn ao 0.120 Mr/mn

Country: - Ukraine
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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 grocti

[tem : Visallergot Eye drops, 0.2%
Haszza . Bizannepron, kpamni ogsi, 0.2%
1 mi solution contains : 2.22 mg of olopatadine hydrochloride is equivalent to 2.0 mg of olopatadine
1 M posusHy MicTuTh: 2,22 Mr QIONATALNHY IiAPOXNCPHTY ekBiRATEHTRO 2.0 MI ONCIEATAIHAY
Dosage fonn: /JTikapebka dopma: eye drops / kpamni ousi
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,
Posmip ¥ U1 ynaxoBks: 1o 2,5 MIl Y IIacTHKOBOMY (UIAKOHI 3 Kpanesuuuero; no | guakony y xapToHHill maunj 3
MAPKYRAHHAM YKPATHCHKOIO T AHMIHCHKOK MOBaMH.

Manufacturer Country: India / Kpaina - supobuux: Ingin

Pack size/ Posumip ynaxonku 12.5ml /2.5 mn Report No./ Homep 3pity : N-24-471

Batch No./ Homep cepit 1 N24324A Date/ Tata 1 05/12/2024

Mfs. Date/ Hata BupobuuuTea D 11/2024 Batch size/06 em naprii 1200 L (74074 packs)
200 1 (74074 ym)

Exp. Date/ Mpunatawii go : 1172026 Date of receipt of samples 1 09/11/2024

Jlata oTpuMaHHA 3paskis
Name & address of Manufacturer; SENTISS PHARMA PVT. LTD., India,
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
Haspa i anpeca Bupofnuka: CEHTICC ®APMA TIBT, JITA., Tugis
Binnimk Kxepa Hixnia, Texcin Hanarapx, Qicrr. Conan, Ximauan Mpazgews, 174 101, [aain
Manufacturer License (form 28) / BipoGuuua Jlitensis (Popma 28) Ne: MB/06/470
Registeation certificate / Peectpauiiine nocrizuerns: Ne UA/15939/01/01

RESULTS OF ANALYSIS

PE3YJIBTATH AHAJI3Y
No. Tests O bsErvsEsTE Standards (Limits)/ Reference
Ne TecTn Pesysnrath HopmyBanus

(80.0 % - 120.0 % Bix 3asBneHOl KITEKOCTI).

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

*Cyma AoMIIIoK BxiTiovae B cefie; AoMilKa oronaTanuua B + goMiwsa ononataaudy C + E-izomep onornaraauny +xkapOanpaeria |
ONONATAAUIY + BCT IHUI AOMILIKH, A1 BHABJAIOTECA APH AHARIZ HA HOMIWIKH, WO eRITOTRC 10 ONONATARMHY, | ROMILEIKHE, #K]
EHIOIOTLCA MG/ OACTIATAJKHY,

Conclusion:

BucHopok

LiM NiATREPIKYEMO, W0 BHIIEHABEACHA (H(OPMaLiX € [OCTOBIPHOK 1 TOYHO.

Hara cepis npomykuii Gyra BHIOTOBEHA (BKAIOYAIONN YIIAKOBKY / MAPKYBAHHS) Ta Mpofilia KOHTPOIE SKOCTI HA BHIICRKAZAHIT
AUILHALG B N0BHIR BianosiaHoCTi 3 Bivoramu GMP, BCTAHOBNCHUMHM MICIEBHM PEryTIOROUNM OpTaHOM, 8 TAKOX BIRNOBLAHO 710
cneusdikauil peectpauiiinol noxymentaiii, 3arBepixenol B Vkpatui 419 ZoCHimKyBarRoro NTKAPCLKOrO 3acody. [poToRoiH
BHPOOHULTEE, YNaKOBKH TA KOHTPOMK KOCTI cepii nepesipeni | BianoBinaors sumoran GMP,

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 control of the series are tested and meet the requirements of
GMP.

Country: - Ukraine
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& SENTISS PHARMA PVT. LID.
SENTISS Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India. I
CERTIFICATE OF QUALITY
Ceprudikar sskocri
[tem : Visallergol Eve drops, 0.2%

Hazpa : Bizwwuiepron, kpamni ouni, 0.2%

| m] solution contains : 2.22 mg of olopatadine hydrochloride is equivalent to 2.0 mg of olopatadine

| Mn posuMmy micTaTL: 2,22 MI OJIOTIATANKAY CIAPOXIOPUAY ekpiBaNienTHO 2.0 Mr olOMaTaHHY

Dosage form: /Jlikapcrka dopma: eye drops / kpamm 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.
Posnip u van ynakosku: 1o 2,5 MI y MMACTHKOBOMY (MIaKOHI 3 KpanenbHHIeso; o 1 dwiakoHy y KapToHHIH mauui 3
MapKyBaAHHAM yKPaTHCLKOFO T2 GHMTIHCEKOI0 MOBaMH,

Manufacturer Country: India / Kpaina - BupoGuuk: Iuais

Pack size/ Posmip ynakopgu :2.5m1/2.5 M Report No./ Homep 3sity : N-24-471

Batch No./ Homep cepil i N243244A Date/ lata : 05/12/2024

Mfg. Date/ Hara supoBauursa 1 1172024 Batch size/06’em naprii 1200 L (74074 packs)
200 x (74074 ym)

Exp. Date/ Mpuraraui go S 11/2026 Date of receipt of samples  : 09/11/2024

Jlata oTpuManis 3paskis

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

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

Hassa i anpeca Bupotuuxa: CEHTICC PAPMA TIBT. JIT/, Inain

Binnimx Kxepa Hixura, Texcin Hanarapx, [Jictt. Conan, Ximavan Npanem, 174 101, [Hais
Manufacturer License (form 28) / BupoGruua Jlinenzis (opma 28) Ne: MB/06/470

Regisiration certificate / Peectpauiiise nocsinuenss: Ne UA/15939/01/01

)
\Ch

Signature/Aloanmics

5/ /’/—;"

Siamature/TToanues

05 DECTM oS DEvO
Date/[lata Date/flara
Ravi Komar Pardeep Janga
gy St Manager
Qualiigy Control Quality Cgontrol
MERELKEp CTapuinii meHeKRep

Kourposs sroeti
Prepared By
Ilpurororns

Konrtpoas axkocti
Reviewed By
{Iepenipus

Date of Batch release/ (7 D & 2o Y
Jara puoycky cepii;

Responsible for Batch refease/
Name of authorized person
YnoeuoBaxkena ocoba

Designation of authorized person
[Tocana ynoBHOBa¥EHOT ocoOH

BixnorigansHui 34 BRITyCK cepi'f},j QY

Stgnafure/IToatmcs

oA eCzo>AT

Date/Mara o

Ranjeet Singh

Papamnt Cinrx

Deputy General Manager

Quality Assurance

JACTYNMHHK YeHepaNLHore AKpeRTopa
3abesnevyenHn AKOCTI

Approved by

FaTBep/ss

Ranjeet Singh
Pannant CiHrx

Deputy General Manager
3aCTYMHAK TEHEPAIBHOTO AMPEKTEPa
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