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

CERTIFICATE OF QUALITY
Ceprudikar sKocTi

[tem : Trifrin eye drops 2.5%

Hazsa : Ipudpun, xparmn oyni, 2,5%

1 ml solution contains: phenylephrine hydrochloride 25 mg

1 M7t pO34HHY MICTHTE: heHineQpUHY rigpoxJopuiy 25 Mr

Dosage form: /Jlixapceka ¢opma: eye drops, 2,5% / xpamni ouni, 2,5%

Size and type of pack: 5 ml vial-dropper; with marking in Ukrainian; 1 vial in a cardboard pack marked in Ukrainian and
English.

Posmip Ta THI YNakoBKM: Mo 5 Mi Y (UIakOHI-KpanenpHMIi, 3 MApKyBAHHAM YKPaiHCHKOIO MOBOHO, MO 1 ¢nakoHy vy

KapTOHHIA Naymi 3 MApKYBAHHAM YKPATHCHKOIO T4 aHLN HCLKOIO MOBaMM.

Manufacturer Country: India / Kpaixa - supo6uux: Inais

Pack size/ Po3mip ynakoBku : Sml/5 mn Report No./ Homep 3BiTy : N-23-583

Batch No./ Homep cepii : N23388C Date/ Jlara : 29/12/2023

Mig. Date/ /lata supoOuuursa - : 12/2023 Batch size/ O6’em maptii  : 1000L (188679 packs)
: 1000 ;1 (188679 ym )

Exp. Date/ [lpugaTauit 1o : 12/2025 Date of receipt of samples ; 13/12/2023

Jlata oTpuMaHHA 3pa3KiB
Name & address of Manufacturer: SENTISS PHARMA PVT. LTD., India,
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
Has3pa 1a agpeca Bupobunka: CEHTICC ®APMA TIBT. NIT/L, [Hais
Binnigx Kxepa Hixna, Texcin Banarapx, Jictt. Conax, XimMauan Ilpapgem, 174 101, lunis
Manufacturer License (form 28) / Bupobuuua Jlinensig (bopma 28) Ne: MB/06/470
Registration certificate / Peecrpauitine nocgindenns: Noe UA/7687/01/01

RESULTS OF ANALYSIS
PesynsTaTH agaaizy

No. Tests Observations Standards (Limits)/ Reference
Ne Tectn PesynnTatn Hopmypanus

Description Complies Clear colorless solution or slightly yellow liquid.
1 Onue Bignorinae [Iposopuit Geibapeauit po3unn abo 3nerka XoBTA

(Visually/ Bisyanbuo) piapna.

Identification

InenThdikauis

Phenylephrine hydrochloride Complies A The main spot in the chromatogram of solution (2),

(TLC-method) obtained in test «Related substances», should

correspond to intensity and Rf value of the main
spot in the chromatogram of solution (4).

Benzalkonium chloride Complies B Retention time of the main peak(s) in the
(HPLC-method) chromatogram of test solution, obtained in test
' «Content of Benzalkonium chloride», should
correspond to that of main peak(s) in the
chromatogram of standard solution.

Identification® C Formation of a precipitate from white to light brown

Sodium metabisulfite color
(Visually)
denine@puHy rigpoxaopun ‘* asiNte A OcHOBHa mAMa Ha Xpomarorpami po3unHy (2),

0.13@-0 »

oTpuMana B pos3gini «CynyTHI poMimxu», Mae

(Meton TLIX) _ _ . :
BIATIOBLAQTA 32 IHTEHCHBHICTIO Ta 3Ha4eHHsM Rf
OCHOBHIH IUTAMI Ha XpoMaTorpami pozuuny (4).
BensakoHito xiopun Binnosinae B Ha xpioma‘ror'pami. EfI/IHpr‘SDBy'BaHGI“D pO34HHY,
(Meron BEPX) onep:&camf&_ B po3aum  «KuekicHe BH3HAYEHHA
OEH3ANKOHII0  XJOPHAY», 4ac  YTPUMYBAHHS

C;Juntr}- - 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
Cepritdikar ssxocri
Item . Irifrin eye drops 2.5%
Hassa . Ipudpun, xparui ount, 2,5%

1 ml solution contains: phenylephrine hydrochloride 25 mg

1 MJ1 pO3UMHY MICTUTE: QerinedpuHy riapoxmopuay 25 mr

Dosage form: /Jlikapceka dopma: eye drops, 2,5% / kpanni ouni, 2,5%

Size and type of pack: 5 ml vial-dropper; with marking in Ukrainian; 1 vial in a cardboard pack marked in Ukrainian and
English.

Po3MIp T2 TUI yMAakOBKM: MO 5 M1 y (IaKoHI-KpameAbHMUI; 3 MapKyBaHHAM YKDAIHCRKOK MOBOIO; 10 | dnakody y

KapTOHHIH Naduiii 3 MapKyBaHHAM YKPaTHCEKOW T4 aHrNifchKOI0 MOBAMM,

Manufacturer Country: India / Kpaiua - supo6uuk: [uais

Pack size/ Po3smip ynakosxu : 5 ml/S mn Report No./ Homep 38iTy : N-23-583

Batch No./ Homep cepil : N23388C Date/ Hara :29/12/2023

Mfg. Date/ [lata BupoOuuLTBa 2 12/2023 Batch size/ O0’eM naptii  : 1000L. (188679 packs)
: 1000 1 (188679 yn )

Exp. Date/ IIpugaTanii no : 1272025 Date of receipt of samples : 13/12/2023

Hara oTpuMaHHs 3pasKis
Name & address of Manufacturer: SENTISS PHARMA PVT. LTD., India,
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
Haszsa Ta agpeca Bupobuuka: CEHTICC ®APMA TIBT. JIT/L., [uzis
Binnimk Kxepa Hixna, Texcin Hanarapx, Jicrr. Conan, XiMauan Mpagewy, 174 101, Inpin
Manufacturer License (form 28) / BupoGuuua Jlinensis (dopma 28) Ne: MB/06/470
Registration certificate / Peectpauiiine nmocsiguenns: Ne UA/7687/01/01

OCHOBHOTO  TiKa  Mae€  BiANOBIZATH  Hacy
YTPUMYBAHHA OCHOBHOTO NIKY Ha Xpomarorpami
PO3UMHY NOPIBHAHHA.

InenTidikanin * Binnoripae C ¥YTBopeHHs ocaay BiJx HUIOr0 A0 CRITNO-KOPHYHEBOI'O

Harpio meTabicynsdirt KOMBOPY.

(BizyansHo)

Clarity Complies The preparation should have clarity the same as that of
water P or opalescence not more than reference

3 suspension l.

ITposopicTs Bianoginae [Ipenapar nosmHeH OyTU [MPO3OPHM Y MOPIBHAHHI 3
BoAo0 P abo MaTH onmanecueHuilo, fka He MepeRUllye
onaJleCLeHUII eTaJIoHAa |.

Coloration Complies The preparation should not be more intensely colored

4 than reference solution BYSs.

3aGapBiesHs Bignoeinae 3alapBiieHdss  OpenapaTy — [OBHHHO  ©OyTd  He
IHTeHCHBHIIE HiX eTanoH 3adapaiesnsa BYs.

Particulate contamination Complies The drug must be free from any visible particles.

Mexaniuni BRII0YeHHST Bianogigae Ilpenapar nosuneH OyTu BimbHMM Bixg 6yap-gxux
BUJIMMHX YACTHHOK

pH 5.1 4.0-75

pH 5,1 six 4,0 go 7,5.

Deliverable volume 52 ml Not less than 5.0 ml.

00’em, 1110 BUTAracTLCA 5,2 mMn He menme 5,0 ma.

Sterility Complies The preparation should be sterile,

CTepHibHicTb Bignosigae [Tpenapat Mae 6yTH CTEPHABHUM.

Osmolality 358 mOsmol/kg 300 - 400 mOsmol/kg.

OcmonsabHicTs 358 MOCMONB/KT Bin 300 po 400 mocmons/

Country :- Ukraine
VYersion No. ;- 09
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 IKOCTi
[tem : Irifrin eye drops 2.5%
Hazpa : Ipndpun, Xparun ount, 2,5%

1 ml solution contains: phenylephrine hydrochloride 25 mg

1 Mn po3uHHy MicTuTh: deHinedpudy riapoxsiopugy 25 Mr

Dosage form: /Jlikapcexa dopma: eye drops, 2,5% / xparwii o4mi, 2,5%

Size and type of pack: 5 ml vial-dropper; with marking in Ukrainian; 1 vial in a cardboard pack marked in Ukrainian and
English.

Posmip Ta tun ynakosxu: no 5 mil y duiakoHi-kpanenbHHLI; 3 MapKyBaHHAM YKPalHCHLKOW MOBOIO; o 1 dnakouy y

KapTOHHIH a4l 3 MapKyBaHHAM YKPaiHCLKOK Ta aHIMiHCLKOK MOBAMM.

Manufacturer Country: India / Kpaisa - supo6unk; Iunis

Pack size/ Poamip ynakosku : 5 ml/S mn Report No./ Homep 3BiTy : N-23-583

Batch No./ Homep cepil : N23388C Date/ Hata : 29/12/2023

Mfg. Date/ /lara BupoGHMLITBA : 12/2023 Batch size/ O0’em maptii  : 1000L (188679 packs)
: 1600 1 (188679 yn )

Exp. Date/ [Tpunatuuii 0o . 1272025 Date of receipt of samples : 13/12/2023

HAara oTpuManHA 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 Bupotuuka: CEHTICC OAPMA TIBT. JIT/L., Iuzis
Binnizx Kxepa Hixna, Texcin Hanarapx, Jlictt. Conan, Ximauan IMpagew, 174 101, Inais
Manufacturer License (form 28) / BupoGuuya Jlinensist (dopma 28) No: MB/06/470
Registration certificate / Peecrpauifine nocsiguenns: Ne UA/7687/01/01

Related substances Complies Any impurity: not more than 1.0%.

(TLC-method) Complies Sum of impurities: not more than 2.0%.
10 CynyTHi pomimixn | B byab-akoi .L[omim[m - He Outpiue 1,0%.
(Meton TIHX) . CyMH JOMILIOK - He Giaswie 2,0%
Content of Benzalkonium Al the release:.
chloride | 0.095 mg/ml (95%) 0.090 mg/ml - 0.110 mg/ml (90% - 110%).
(HPLC-method) During shelf-life:
0.085 mg/ml - 0.115 mg/ml (85%-115%).
11
Kinnkicne BH3HAYMEHHA Ha momenm sunycky:
Gen3aikoHilo X1opuay 0,095 mr/mn (35%) Bix 0,090 mr/mn go 0,110 mr/mn (90%-110%).
(Meton BEPX) Ha mepmin npudamuocmi:
Bij 0,085 mr/ma no 0,115 mr/ma (85%-115%).
Assay/
KinpxicHe
BUIHAYECHHS At the release:
Phenylephrine 24.69 mg/ml (99%) 23.75 mg/ml — 26.25 mg/ml (95% - 105%).
hydrochloride During shelf-life:
(HPLC-method) 22.50 mg/ml —27.50 mg/ml (90% - 110%).
12 DOenisieppHHY Ha momenm gunycky:
riapoxaopna 24,69 mr/mna (99%) B 23,75 mr/mn mo 26,25 mr/mn (95% - 105%).
(Meton BEPX) Ha mepmin npudamuocmi:
Bix 22,50 mr/mn o 27,50 mr/mn (90% - 110%).
Sodinm metabisulphite 1.6 mg/ml Not more than 2 mg/ml.
(Titrimetric)
Harpito merabicynsdir 1,6 mr/Mn He Ginpmie 2 Mr/Ml.
(THTPHMETDHYHO)

* at the time of release/ * na MomenT BUDyCKY

Country :~ Ukrzine
Yersion No. :- 09
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
Ceprudixar gxocTi
Item . Irifrin eye drops 2.5%
Hazga i Ipudpun, kpamni ount, 2,5%

1 ml solution contains: phenylephrine hydrochloride 25 mg

1 it po3ymBy MicTTe: deHUIehpUHyY rizpoxiopuny 25 mr

Dosage form: /Jlikapcbxa dopma: eye drops, 2,5% / xpamni o4ni, 2,5%

Size and type of pack: 5 ml vial-dropper; with marking in Ukrainian; 1 vial in a cardboard pack marked in Ukrainian and
English.

Poamip Ta Tin ynakoBki: mo 5 Ml y (UakoHi-KpanensHHUL; 3 MapKyBaHHAM YKPaTHCLKOK MOBOIO, mo | Praxony y

KAPTOHHIMA NAYLi 3 MAPKYBAHHAM YKPATHCLKOK T AHITHIACHEKOK MOBAMEL.

Manufacturer Country; India / Kpaina - supo6unk: Innis

Pack size/ Po3Mmip ynakosxu : 3 ml/5 Mn Report No./ Homep 3BiTy : N-23-583

Batch No./ Homep cepil : N23388C Date/ Hata : 29/12/2023

Mfg. Date/ lata BupoGHUITBA : 1272023 Batch size/ O6’em nmaptii  : 1000L (188679 packs)
: 1000 n (188679 yir )

Exp. Date/ [Ipunatuunii no 12/2025 Date of receipt of samples : 13/12/2023

Jara oTpuMaHHs 3pa3kis
Name & address of Manufacturer: SENTISS PHARMA PVT. LTD., India,
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
Ha3zga 1a agpeca Bupobnuka: CEHTICC ®APMA MIBT. JIT/L, Ingia
Binnimx Kxepa Hixna, Texcin Hanarapx, icrt. Conan, Ximauan IMpagem, 174 101, Inais
Manufacturer License (form 28) / Bupo6mwua Jlineusis (dopma 28) No: MB/06/470
Registration certificate / Peectpauifine moceingenns: Ne UA/7687/01/01

Conclusion:

BucHoBoOK:

Ilnm st 3acBingyto, IO HaBeeHa Bullte iH(opMauis € focToripHOIO Ta Touro:o. Lo cepito mpoayxuii 6yno eapobaeno
(BKIIOYAONM NMAKYBAHHA/MAPKYBAHHS) T4 IPOBEACHO KOHTPOM 11 AKOCTI Ha BUIE3a3HAYCHIN LibH LI Y IOBHIM BIAMOBIAHOCTI 3
Bumoramu GMP Vipaiu, a Takox sianosigno ao cnenudiraui, wo mictarsea peectpaniiinomy nocke. [TpoTokomm BHpoGHNLITEY,
MaKyBaHHSA T aHANMI3IB Oy/NO NMepernsHyTO Ta BCTAHOBJIEHO BianoBiaHicTs GMP

[ hereby certify that the above information is true 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 accordance
with the specifications contained in the registration dossier. The production, packaging and analysis protogols were reviewed and

GM§) compliant

pnature/ THanc
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Signature/ Flianue

YA DCIVE

Signature/ ITignuc

3 q Do

Date/Ilata Date/Jlara Date/[Tata

Pradeep Singh Pradeep Janga Ranjeet Singh

NPAAAII CHHIX IIpapin Mxanra Panpmxut Cinrx

Executive Sr. Manager Deputy General Manager
Quality Control Quality Control Quality Assuranc
Henonuurens CTapmuii MeHexRep 3aCTYNHHUK reHepaibHOro

Kourpoiib kauecTa
Prepared By
Ipurorosun

Date of Batch release/ 0 | 3N 202M
JlaTa BHITYCKY cepil:

Country ;- Ukraine
Version No, ;- 09
SPL-QA-SOP-041-02-11

Kourpoas skocti
Reviewed By
Ilepenipne

Responsible for Batch release/
BianoeigannHuil 3a BUIyCK cepii: /mianuc/

Ranjeet Singh
Paumxur Cinrx
Deputy General Manager Quality Assurance
3acTyHUK FE€HEPANLHOTO AUPEeKTOpa
BLIAUTY 3a0€3neUeHHs AKOCTI

AHpeKTOpa
3abezneueHHa AKOCTI
Approved by
3aTBepaAUB




