65598

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

CERTIFICATE OF QUALITY

Ceprudikar sixocri

Item ¢ Irifrin eye drops 2.5%

Hazsa . Ipudpus, xpanai ousl, 2,5%

1 ml solution contains: phenylephrine hydrochloride 25 mg

1 M/ po3uMHY MICTUTB: (eRrinedpuHy rinpoxiopusy 25 mr

Dosage form: / Jlikapceka (opma: eye drops, 2,5% / kpanni oust, 2,5%

Size and type of pack: 5 ml in vial-dropper; 1 vial-dropper in unit carton.

PosMip Ta THI yNakoBKH: 110 S Mit B (pIaKOHI-KPANeTbHHULLE; 110 | (prakoHy-Kpane/ bHMLL B KAPTOHHIN nayvui.
Manufacturer Country: India / Kpaina - Bupo6uui: I4ais

Pack size/ Pasmip ynakosku :5ml/S ma Report No./ Homep 3siTy : N-20-336

Batch No./ Homep cepif 1 N20163 Date/ lata : 31/08/2020

Mfg. Date/ Jara supoSHuursa : 08/2020 Batch size/ O6’em naprii 1 1000 L (188679 packs)
2 1000 5 (188679 yn.)

Exp. Date/ Hpugaruuit no 1 0872022 Date of receipt of samples  : 11/08/20

Jara otpuMaHHs 3paskis
Name & address of Manufacturer:  SENTISS PHARMA PVT. LTD., India,
Village Khera Nibia, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
Hassa ra anpeca Bupo6uuka: CEHTICC GAPMA TIBT. JIT/., Iunin
Binnizmx Kxepa Hixaa, Texcin Hanarapx, Jictt. Conan, Ximavan Ipagew, 174 101, Innis
Manufacturer License (form 28) / Bupo6uusa Jliueusis (popma 28) Ne: MB/06/470
Registration certificate / Peectpauiiine nocsimuenns: Ne UA/7687/01/01

RESULTS OF ANALYSIS
PesynbraTn anaaisy
No. Tests Observations Standards (Limits)/ Reference
Ne Tectn PesyantaTi HopmyBanus
Description Complies Clear colorless to slightly yellow liquid.
1 Onme Biznosinae IIposopa 6es6apeHa abo 31erka OBTYBATA PLAMHA.
(Visually/Bisyanbuo)
Identification
ABTeHTHUHICTD
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.

2 Identification* Complics C Formation of a precipitate from white to light brown
Sodium metabisulfite color
{(Visually)
(perinedpuny rinpoxsopun) Bixnosinae A OcroBHa ruisiMa Ha XpoMarorpami posuuny (23,
{(Meroa THHIX)

OTpHMaHA B po3aiMi «CynyTHI HOMILUKH», Mac
BiZMOBIOATH 32 IHTECHCHBHICTIO Ta 3HascHHI0 RT
OCHOBHII IAMI Ha XpoMaTorpamMi posunny (4).

(BensanKoHil0 XA0pPHA)

: . B Ha xpomarorpami BunpoGoByBaHOro po3uHHY,
(Metoz BEPX) Bianosigae

oneprkaHiii B posain «KinbKicHe BH3HAYCHHS
GCHIANKOHIIO XAOPHAY», Hac YTPHMYBaHHA
OCHOBHOTO {lika Mae€ BiAHOBIZATH 4Yacy
YTPHMYBaHH5 OCHOBHOI'O THKY Ha XpomaTorpami
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SENTISS PHARMA PVT. LTD.

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

item

Hasga

CERTIFICATE OF QUALITY

Ceprudirar saxocri

: Irifrin eye drops 2.5%

Ipudpun, kpansi ousl, 2,5%

I ml solution contains: phenylephrine hydrochloride 25 mg
1 MJ1 pO3UHHY MICTUTB: (pesinedpuHy rizpoxiaopuay 25 Mr
Dosage form: / Jlikapcska dopma: eye drops, 2,5% / kpanai cusi, 2,5%

Size and type of pack: 5 ml in vial-dropper; 1 vial-dropper in unit carton.

Posmip Ta Tun ynaxosku: no 5 Mi B piakori-kpanensHuui; 1o | GprakoHy-kpanesbHMUI B KAPTOHHIM navii.
Manufacturer Country: India / Kpaina - supo6uux: Inais
Pack size/ PasMip ynakosiu

S ml/S mn

Report No./ Homep 3Bity : N-20-336

Batch No./ Homep cepii : N20163 Date/ Hara 1 31/08/2020

Mfg. Date/ lata BupobHULTEA : 08/2020 Batch size/ O6’em naptii  : 1000 L (188679 packs)
: 1000 n (188679 yn.)

Exp. Date/ Tlpuaaruuii 1o : 08/2022 Date of receipt of samples  : 11/08/20

Zla‘ra OTPHMaHHA ispa'n(ia

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

Village Khera Nihia, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
Haspa ta anpeca Bupo6uuka: CEHTICC DAPMA TIBT. JITA., Ixnis

Binmmx Kxepa Hixma, Texcin Hanarapx, Qictt. Conan, Ximauan Tpagewr, 174 101, Inais
Manufacturer License (form 28) / BupoGausa Jlinensis (hopma 28) Ne: MB/06/470
Registration certificate / Peectpauiiine nocsizsenns: Ne UA/7687/01/01

PO3UHHY TMOPIBHAHHS.
ABTEHTHMHICTH ¥ Bianosizae
(Hatpito MeTabicyiediT) C YT1BOpeHHs ocany Big B1I0T0 [0 CBITIO-KOPHYHEBOTO
{BizyansHo) KOJBOPY.
Clarity Complies The preparation should have clarity the same as that of
water P or opalescence not more than reference
3 suspension 1.
ItposopicTs Bianosizae [penapar nioBuHeH GyTH MPO30PUM Y NOPIBHIHHI 3
801010 P a60 He 6inblue onaiecueHuiio eTaiony [
Coloration Complies The preparation should not be more intensely colored
4 than reference solution BY s.
3abapsicHun Binnosigae 3abapeienHs npenapaTy NOBHHHO 6yTH He
IHTEHCHBHIIIIE HDK eTasioH 3abappienus BYs.
Particulate contamination Complies The drug must be free from any visible particles.
5 Mexaniuui sxinouemis Binnosigac [ipenapar nosuHer OyTi BUIbHIM Bift 6Yib-sK1X
BHAMMUX YaCTHHOK.
pH 5,3 40-75
6 pH 5.3 Biz 4,0 g0 7.5.
Deliverable volume 5,2 ml Not less than 5.0 ml.
i JoOysuuit 06’em 5.2 Mmn He menwe 5,0 M.
Sterility Complies The preparation should be sterile.
8 Crepumicts Bianosinae Hpenapar mae SyTu crepuibHuM.
5 Osmolality 351 mOsmol/Kg | 300 - 400 mOsmol/kg.
OcmonnibricTs 351 MOcMm/xr Bia 300 no 400 mOcmons/xr.
Related substances Complies Any impurity: not more than 1.0%.
(TLC-method) Complies Sum of impurities: not more than 2.0%.
10 Cynysi rominkn Bixnosinae Byap-sxoi noMitiky - He Giabise 1,0%.
{Metoz THIX) . . CyMH JOMIIIOK - He 6insuie 2,0%
Bianosigae
Content of Benzalkonium 0.094mg/ml At the release:
11 chioride (94%) 0.090 mg/mi - 0.110 mg/ml (90% - 110%).
(HPLC-method) During shelf-life:
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SENTISS PHARMA PVT. LTD.
IS5 Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India.

CERTIFICATE OF QUALITY
Ceprudirar sxocri

item : Irifrin eye drops 2.5%

Hassa : Ipudpun, kparm ouui, 2,5%

L ml solution contains: phenylephrine hydrochloride 25 mg

I M2 posunny MicTuTh: Qerinepury rinpoxaopuay 25 Mr

Dosage form: / Jlikapceka dopma: eye drops, 2,5% / kpanai ousi, 2,5%

Size and type of pack: 5 ml in vial-dropper; 1 vial-dropper in unit carton.

Posmip Ta TN ynakoBKu: 1o 5 M B (1akoHi-KpaneabuLi; no | (rakoHy-KpanemsHUL B KapTOHHIH navLi.
Manufacturer Country: India / Kpaina - Bupo6uuk: Iunis

Pack size/ Paimip ynaxkosxs :5mi/S Ma Report No./ Homep 3gity : N-20-336

Batch No./ Homep cepii 1 N20i63 Date/ Jara : 31/08/2020

Mfg. Date/ lata BupoSHunTBa : 08/2020 Batch size/ O6’em naprii 1000 L (188679 packs)
2 10001 (188679 ym)

Exp. Date/ ITpunatruit no : 08/2022 Date of receipt of samples  : 11/08/20

JlaTta oTpHMaHHs 3pasKiB
Name & address of Manufacturer: SENTISS PHARMA PVT. LTD., India,
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
Hasga ta aapeca Bupo6unka: CEHTICC ®APMA TIBT. JITA., luais
Binnigx Kxepa Hixma, Texcia Hanarapx, Jictr. Conan, Ximauan [Tpazew, 174 101, luzis
Manufacturer License (form 28) / Bupo6nnua Jliuensist (popma 28) Ne: MB/06/470
Registration certificate / Peectpauiiine nocpimuenns: Ne UA/7687/01/01

0.085 mg/ml - 0.115 mg/ml (85%-115%).
Kispkicte BH3sauenns Ha sosenm eunycky:
Genzasnkonito XJ0puiy 0,094 Mr/ma Bix 0,090 M /ma po 0,110 hrfr/hm (90%-110%).
(Meton BEPX) (94%) Ha mepsin npudamuocmi:

Bia 0,085 mr/ma o 0,115 Mr/ma (85%-115%).
Assay/
Kinnkicue
BH3HAYCHHA 24.66 mg/ml At the release:
Phenvlephrine (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%).

| | enitedpuny 24,66 i‘;”‘/ M Ha momenm eunycxy:

riapoxaopunj (99%) Bia 23,75 Mr/ma 10 26,25 mr/an (95% - 105%).
(Metoa BEPX) Ha mepyin npuoamuocmi:

Bia 22,50 Mr/mut 1o 27,50 mr/mn (90% - 110%).
Sodium metabisulphite 1.4 mg/ml Not more than 2 mg/ml.
(Titrumetric)
Harpiio Merabicyandir L4 mr/vn He 6ubine 2 Mr/va.
(Turpuserpuunnx)

* at the time of release/ * na Moment BunyCKy

Conclusion:

Bucnonox:

LM miaTeepakyemo, 110 BHIICHABCACHA iHPOPMALIS € JOCTOBIPHOIO | TOHHOIO.

Hlaua cepist npoaykuii 6y/1a BUroToBiicHa (BKIIOMAIOUH YTIAKOBKY / MApKyBaHHs) Ta apoHuiia KOHTPOb SIKOCTi
Ha BHLICBKA3aHiA Ak B DOBHIA BiAnoRinHOCTI 3 BuMoramyu GMP, BCTAHOBNCHEMH MiCLEBHM

PEry/IOIOHKM OPraHOM, a TAKOXK BiANOBIOHO A0 creundixauil pecctpauiiitoi JQOKYMEHTAaLi{, 3aTBEePAKCHOY

B YKpaiHi VIR J0CTiAKYBaHOro HiKapchKoro 3acoby. ITpoTokosu BHpoGHHLTEa, YI8KOBKH Ta KOHTPOIO SKOCTI
cepli nepeBipedi i BianopiaaoTs BuMoram GMP.
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SENTISS PHARMA PVT. LTD.
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India.

CERTIFICATE OF QUALITY
Ceprudirar sixocri
item ¢ Irifrin eye drops 2.5%
Hasga : Ipudprr, xpanm ousl, 2,5%

1 ml solution contains: phenylephrine hydrochloride 25 mg

1 M1 posuuHy MicTUTh: (eninedpuny rigpoxiopuay 25 mr

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

Size and type of pack: 5 ml in vial-dropper: 1 vial-dropper in unit carton,

Posmip Ta T ynakosii: o 5 M1 B rakoHi-kpanensHULi; o 1 GprakoHy-Kpane sHULL B KapTOHHIlH nav.
Manufacturer Country: India / Kpaina - supo6uuk: Inais

Pack size/ Pasmip ynakosku :5ml/S Ma Report No./ Homep 3Bity : N-20-336
Batch No./ Homep cepii : N20163 Date/ [lara 1 31/08/2020
Mfg. Date/ ara supoBuuirsa : 08/2020 Batch size/ O6’em naptii @ 1000 L (188679 packs)

© 1000 1 (188679 yn.)

Exp. Date/ Hpuparuuii o 0 08/2022 Date of receipt of samples  : 11/08/20
Jarta oTpuMaHHs 3pasKkis

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

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

Haspa ta agpeca Bupo6uuka: CEHTICC GAPMA [IBT. 1T/, Iunis

Binaimk Kxepa Hixaa, Texcin Hanarapx, Hicrt. Conan, Ximauan Tpagews, 174 101, Inais

Manufacturer License (form 28) / Bupo6uima Jliuensis (popma 28) Ne: MB/06/470

Registration certificate / Peectpauiiine nocsigaenns: No UA/7687/01/01

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

mimnme/ . miamme/ It/
Signature/ITizme Signature/ ITizrme Signature/ [lizmme
31 cepnnn 2020 31 cepy 2020 01 sepecis 2020
Date/J{ara Date//Tara Date/flara
Ravi Kumar Pradeep Janga Mukesh Kumar Sharma
Pasi Kymap Ilpaain Jxanra Myxemt Kymap Illapma
Asst.Manager Manager St.Manager
Quality Control Quality Control Quality Assurance
AcHcT.MeHEDKEPa 3 Menemxep 3 Crapunit Menenxep
KouTpoa saxocri Kourposno sixocri Bipain 3a0e3neuenss sikocTi
Prepared by Reviewed By Approved by
Iliarorysas Mepesipus 3arsepaus
Date of Batch release/ Responsible for Batch relcase/
Hata Bunycky cepii: 01 Bepecks 2020 Bianosizansnuii 3a BHITycK cepii: /Mmianuc/

Mukesh Kumar Sharma
Myxkem Kymap lapma

Sr. Manager Quality Assurance
Crapuunii McHEKED

Bigain 3abesncuenns sikocri

Country :- Ukraine
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.&2.-.. SENTISS PHARMA PVT. LTD.

SENTISS Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India.
CERTIFICATE OF QUALITY
Cepruduxar kayecrsa
Item : Irifrin eye drops 2.5%
Hazpanne : Wpudpun, kamu rnasuse, 2,5%

1 ml solution contains: phenylephrine hydrochloride 25 mg
1 Mt pactBopa comepxurt: berunmsdprHa ruapoxIOpUaa 25 MI

Dosage form: /Jlexapcteennas gopma: eye drops, 2,5% / Karumu riasmbie, 2,5%
Size and type of pack: 5 ml in vial-dropper; 1 vial-dropper in unit carton.
PasMep 1 TMn ynakoBxku: 10 5 Mt B lakoHe-KaNeabHHLE, 110 1 ¢aKoHy-KanejbHULE B KAPTOHHOI MayKe.

Manufacturer Country: India / Ctpana — npoussogutens: Unaus

Pack size/ Pasmep ynakosxu : 5 ml/5 mn
Batch No./ Homep cepun : N20163
Mfg. Date/ [lara npoussonctaa : 08/2020
Exp. Date/ I'ogen mo : 08/2022

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

Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
Haseanue u agpec Iponssoautens: CEHTUCC ®APMA IIBT. JITH., Uuaus

Bunmx Kxepa Huxora, Texcun Hanarapx, iuctr. Conan, Xumauan [papew, 174 101, Unaus
Manufacturer License (form 28) / [Tpou3BoacraerHas Jnuensus (popma 28) Ne: MB/06/470
Registration certificate / Perncrpaunonnoe yaoctoseperue: Ne UA/7687/01/01

Report No./ Homep otuéra : N-20-336
Date/ Jlara : 31/08/2020
Batch size/O6vem maprun  : 1000 L (188679 packs)
: 1000 n (188679 y11.)
Date of receipt of samples  : 11/08/2020
Harta nonyyeHus o6pa3uos

RESULTS OF ANALYSIS
Pe3ysibTaT ananuza
No. Tests Observations Standards (Limits)/ Reference
Ne Tects Pe3ysLTaThl Hopmbt
Description Complies/ Clear colorless to slightly yellow liquid.
1 Onucanue CooTBeTcTBYET [Ipospaynas GecuBeTHas WM C1€rKa XKEITOBATAS
(Visually/BunsyansHo) XHUAKOCTS.,
Identification
MoannaHOCTH
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.
2 | Identification* Complies C Formation of a precipitate from white to light brown
Sodium metabisulfite color
(Visually)
A OCHOBHOE ITHO Ha XpOMATOrpamme pacTeopa (2),
(penumdppuna CootsetcTBYyeT nony4yeHHoH B pasgene «COmyTCTBYIOLIHE
THOPOXJIOPHI) NPAMECH), NOIDKHO COOTBETCTBOBATH 110
(Meton TCX) MHTECHCUBHOCTH M 3HaueHuo Rf ocHOBHOMY maTHy
H& XpOMaTorpaMme pacteopa (4).
B Bpems BbIX0a OCHOBHOTO Muka (MMKOB) Ha
(Ger3anKoHns XJI0pun) CootBercTBYET XpOMaTorpaMMe MCIIBITYEMOTO PacTBOpa,
(Meron BOXX) nonyuyeHHo# B pasnene «Conepxanue GeH3aTKOHUA
XJIOPUAY, NOJDKHO COOTBETCTBOBATEH BPEMEHH

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

CERTIFICATE OF QUALITY
Cepruduxar kauecrsa

item : Irifrin eye drops 2.5%

Ha3sanne : Upudpns, xarny rnasusie, 2,5%

1 ml solution contains: phenylephrine hydrochloride 25 mg

1 Mn1 pacTsopa comepkut: peHumIGpUna THApoxJIopuaa 25 Mr

Dosage form: /Jlexapctsennan dopwma: eye drops, 2,5% / Kamiy riasusle, 2,5%

Size and type of pack: 5 ml in vial-dropper; 1 vial-dropper in unit carton.

Pa3smep 1 Tun ynakoBKu: 1o 5 M B (TaKoHe-KamenbHALE; 1o 1 (nakoHy-KkarebHULE B KAPTOHHOMN MauKe.
Manufacturer Country: India / Ctpana — nponssonutens: Muaus

Pack size/ Paamep ynakosku 15 ml/S mn Report No./ Homep otuéta : N-20-336

Batch No./ Homep cepuu : N20163 Date/ Jara : 31/08/2020

Mfg. Date/ [lata ripoussoncTaa : 08/2020 Batch size/O6bem naptun  : 1000 L (188679 packs)
: 1000 n (188679 yn.)

Exp. Date/ I'omen no : 08/2022 Date of receipt of samples  : 11/08/2020

Hara nosyueHus o6pa3uon
Name & address of Manufacturer: SENTISS PHARMA PVT., LTD., India,
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
Haspanwe 1 anpec Ipoussonurens: CEHTUCC ®APMA IIBT. JTH., Uanua

Bumnnmx Kxepa Huxna, Texcun Hanarapx, Juctr. Conan, Xumauan [1pagern, 174 101, Uunus
Manufacturer License (form 28) / TIpoussoactaerHas JIuueH3us (dopma 28) Ne: MB/06/470
Registration certificate / Peructpaunonsoe yaoctosepenre: Ne UA/7687/01/01

BbIXOZIa OCHOBHOTO NMuKa (MTMKOB) Ha
XpomaTorpaMMe CTaHAAPTHOTO PacTBOpa.
Hognuunocre* CootsercrByeT C O6pazoBanue ocangxa ot 6e10ro Jo CBETO0-
(narpus Merabucynsdur) KOPUYHEBOTO LIBETA.
(BusyassHo)
Clarity Complies The preparation should have clarity the same as that of
water P or opalescence not more than reference
3 suspension L.
IMpospaunoctn CoorBeTcTBYET IIpenapat fomkeH GbITh MPO3PAYHBIM [0 CPABHEHUIO C
BOJIOW P i1y He NMpeBbIATh ONAIECUEHLUMIO STAIOHA .
Coloration Complies The preparation should not be more intensely colored
4 than reference solution BYSs.
LBeTHoctn CootBeTcTBYET Oxpacka npenapara 10/KHa 6bITh HE UHTEHCHBHEE 4EM
3TaJIOH UBETHOCTH BY's.
Particulate contamination Complies The drug must be free from any visible particles.
5 MexanuyecKHe [Ipenapar nomkeH GuITh CBOGOAHBIM OT MOBLIX
BITIOYEHUS CooTBeTCTBYET BHAMMBIX YACTHLI,
6 pH 5.3 4.0-175
pH 5,3 0t14,0 no7,5.
7 Deliverable volume 52ml Not less than 5.0 ml.
H3Bjiexaemblii 06bem 5,2 Mn He Menee 5,0 mi.
Sterility Complies The preparation should be sterile.
8 CTepHABLHOCTD CooreercTByeT Ipenapat n0/KeH ObITh CTEPHILHBIM.
9 Osmolality 351 mOsmol/kg 300 - 400 mOsmol/kg.
OcmonsabHOCTH 351 MOCMOJB/KT Ot 300 no 400 MoCMOB/KT.
Related substances Complies Any impurity: not more than 1.0%.
(TLC-method) Complies Sum of impurities; not more than 2.0%.
o ConyrcTByomue npumecu JIroboit mpumecH - He Gonee 1,0%.
(Meton TCX) Coorsercrayer Cymmsl npumeceti - He Gonee 2,0%
CoorsercTByeT
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SENTISS PHARMA PVT. LTD.
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India.

CERTIFICATE OF QUALITY
Ceprudukar kadecTBa
Item : Irifrin eye drops 2.5%
Hazpanue : Vpubpnn, kannu rnazseie, 2,5%

1 ml solution contains: phenylephrine hydrochloride 25 mg

1 MJ1 pacTBopa COEpKMT: GeHUIIPPHHA TMAPOXIOpHAA 25 MT

Dosage form: /Jlexapctaennas dopma: eye drops, 2,5% / karuu rnasusie, 2,5%

Size and type of pack: 5 ml in vial-dropper; 1 vial-dropper in unit carton.

Pa3mep 1 Tun ynaxoBku: 1o 5 mMa B ¢rnaxoHe-kaneasHULE; 110 1 (rakoHy-KanenbHALE B KAPTOHHOM Mauke.
Manufacturer Country: India / Crpana — npouseogurens: Uuaus

Pack size/ Pasmep ynakoexu : 5 ml/5 mn Report No./ Homep otyéta : N-20-336

Batch No./ Homep cepun : N20163 Date/ JlTata : 31/08/2020

Mfg. Date/ [lata rpousBoacTRa : 08/2020 Batch size/O6bem naptun  : 1000 L (188679 packs)
1000 1 (188679 yn.)

Exp. Date/ 'ogen no 1 08/2022 Date of receipt of samples  : 11/08/2020

Hara nonyyesus o6pasuos
Name & address of Manufacturer: SENTISS PHARMA PVT. LTD., India,
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
HazBanue u anpec ITpoussonurens: CEHTUCC ®APMA IIBT. JTH., Uuaus
Buumnmx Kxepa Huxna, Texcun Hanarapx, Juctr. Conan, Xumavan [panewn, 174 101, Munus
Manufacturer License (form 28) / [IpouspoacTeennas Juuensus (dopma 28) Ne: MB/06/470
Registration certificate / Peructpaunossoe ynoctopepetue: Ne UA/7687/01/01

Content of Benzalkonium 0.094 mg/ml At the release:
chloride (94%) 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
Cosepxanne Gensagonus 0,094 mr/mn Ha momenm evinycka:
XJA0pHaa (94%) ot 0,090 mMr/Mn 10 0,110 mr/mn (90%-110%).
(Meton BOXX) Ha cpok 200n0cmu:
o1 0,085 mr/mi 5o 0,115 mr/ma (85%-115%).
Assay/
Konnyecraennoe
onpenejieHne 24.66 mg/ml At the release:
Phenylephrine (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%).
Qennnadpuna 24,66 mr/mn Ha momenm gninycka:
12| ruapoxnopna (99%) ot 23,75 mr/mn 10 26,25 Mr/mi (95% - 105%).
(Meton BOXX) Ha cpok zoonocmu:
oT 22,50 mr/mn no 27,50 mr/mit (90% - 110%)).
Sodium metabisulphite 1.4 mg/ml Not more than 2 mg/ml.
(Titrimetric)
Hatpun mevabucyandur He 6onee 2 mr/mn.
(TutpameTpHuecky) 14 mr/mn

* at the time of release/ *na MomMenT BbINycKka

Conclusion:

3aknouenue

Hacrosmum noarsepixaaem, uto BuIIENPUBESHHAS HHGOPMaLHS ABIAETCA NOCTOBEPHOM ¥ TOUHOM.

Jannas cepust nponykuus 65114 MPOMIBEAEHA (BKTOuAs yakoBKy/MapKHPOBKY) U IPOLLTA KOHTPOJb KaYeCTBa

Ha BBIILIEYKa3aHHOM y4acTKe B [OIHOM COOTBETCTBUM ¢ TpeGosauusamMu GMP, yCTaHOBICHHBLIMY MECTHBIM

PETYIIATOPHRIM OPTaHOM, & TaKXKe B COOTBETCTBHH CO CreLMpUKALMEH PErUCTPALMOHHOM! IOKYMEHTALMH, YTBEPKICHHOM
Country :- Ukraine
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<) SENTISS PHARMA PVT. LTD.

SWTTS—g Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India.
CERTIFICATE OF QUALITY
CepTuduKaT KayecTBa
Item : Irifrin eye drops 2.5%
Haseanue : Mpudpun, kamm riasuee, 2,5%

1 ml solution contains: phenylephrine hydrochloride 25 mg

1 MI pacTsopa conepuT: GeHMIPPHHA rUAPOXIOpHLA 25 MT

Dosage form: /Jlekapctpennas bopma: eye drops, 2,5% / karu rnasHele, 2,5%

Size and type of pack: 5 ml in vial-dropper; 1 vial-dropper in unit carton.

Pasmep u Tun ymaxosku: no 5 ma s hnakone-kanensuuue; Mo 1 (nakoHy-kanensHHUE B KAPTOHHOM Mayke.
Manufacturer Country: India / Ctpana — nponssonutens: Mnmus

Pack size/ Pasmep ynakopku 15 ml/5 mn Report No./ Homep oryéta : N-20-336

Batch No./ Homep cepun : N20163 Date/ lata : 31/08/2020

Mfg. Date/ Jlata npousBoncTsa : 08/2020 Batch size/O6bem naptun  : 1000 L (188679 packs)
: 1000 1 (188679 ym.)

Exp. Date/ "'ogen oo : 0872022 Date of receipt of samples  : 11/08/2020

Hara nonyueHus o6pasios
Name & address of Manufacturer: SENTISS PHARMA PVT. LTD., India,
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
Hasganue u anpec [poussonutens: CEHTUCC ®APMA IIBT. JITH., Uunoua
Bunnumx Kxepa Haxna, Texcun Hanarapx, Jlnctr. Conan, Xumauan [panewm, 174 101, Uupus
Manufacturer License (form 28) / ITponspoacreennas Jluuensus (dopma 28) Ne: MB/06/470
Registration certificate / Peructpausonsoe yaoctosepenue: Ne UA/7687/01/01

B YKpauHe 1isl HCCIIeAYeMOro EKapCTBEHHOTO cpenctsa. [IpoTOKO/B! MPOM3BOACTBA, YTIAKOBKH U KOHTPOJI Ka4yecTBa

CepuH NpOBEPEHD! K COOTBETCTBYIOT TpeGoBanuaM GMP,

Hereby conlirmed, that the above information is (rue and uccurate. 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 qza]ity control of the series are tested and meet the requirements of GMP.

N

Signature/Tlommes "7}’""0 Signalurcmﬁr_mcb Signature/Tlozmics
AV 314070V 01 5£02020

Date/Jlata Date/[lara Date/lata
Ravi Kumar Pradeep Janga Mukesh Kumar Sharma
Pasu Kymap Ipapun JTxanra Mykem Kymap lllapma
Asst. Manager Manager Sr. Manager
Quality Control Quality Control Quality Assurance
Accucr. Meneaxepa Menexep Crapmunii MeHeIKep
Konrpoas Kauectna Kounrpoan Kayecrsa Oraen obecnevenus KayecTsa
Prepared By Reviewed By Approved by
Hpurorosn.i IIpoeepun OnoGpun

Date of Batch release/ ols E_P 2020 Responsible for Batch release/

Hara Brimycka cepuu: OTBETCTBEHHBIH 32 BEITyCK CEpHIL
N
Mukesh Kumar Sharma
Myxemw Kymap Illapma

Sr. Manager Quality Assurance
Crapiumit MeHemxep
Ornen Obecrnieuenns xayecrea

Country :- Ukraine
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JIEPXCUTIKCITY KBA
JAEPKABHA CJIYXKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMH Y KHIBCHKIN OBJIACTI

npocnekt Banepia Jlo6anoscekoro, 51, m. Kuis, 03110, ten/daxe: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €JIPTIOY 37078774

BUCHOBOK
PO SIKICTH BBE3€HOro B YKpaiHy JiKapcbKoro 3acody

30.12.2020 Ne 70544/20/10

IPH®PHH

(naliMeHyBaHHA NiKapcLKOro 3acoGy 3rifHO 3 peecTpauiiHUM MOCBiTUEHHAM)
Kpamii ouni 2,5% 1o S ma y ¢paakoni-kpaneasunui, o 1 ¢paakony y kapronsiii maumi

(opma BHIYCKY, 103YBaHHS, BH NIAKYBAHHS NiKapCKOTo 3ac00y)

Homep peectpauiiinoro nocsizuenns UA/7687/01/01 crpox nii peecrpaniiinoro nocsizuenns 01.01.2099

Cepis nikapcekoro 3acoby Ne N20163 KinekicTs BBe3eHoro sikapcskoro 3acoby 300
Bupo6ruk CEHTICC ®APMA IIBT. JIT/I., Iaxis
(HaiiMenyBaHHs BUpOOHHKa Jlikapcbkoro 3aco0y, KpaiHa MoXoKeHHS:)
Baeseno B Vkpainy ChinbHe ykpaiHCbKO0-eCTOHCHKE HiNPHEMCTBO Y opMi TOBapHCTBA
3 oOmezkenolo BinnosizanenicTo "OnriMa-®apm, JITH", inenr. kon:
21642228

(nafimenyBanns Ta koa 3a €JIPIIOY 1opuauynoi ocobu abo npizsuie, im's, no 6arskosi (izmunoi
ocofH - nianpuemus, if Miclie NPOKHBAHHA Ta peecTpauiiHuii Homep 061ikoBOT KAPTKH MIATHHKA
nozarkis aGo cepis Ta HoMep nacnopra)

Iporokoa Bisyansuoro koutpomo sia 21.12.2020 Ne 4524/4.
JlaGoparopHnii aHani3 akocTi nikapcekoro 3aco0y 3ailicHeHHii;
JepxaBHa HayKOBO-AOC/iZHA JabopaTopis 3 KOHTPOIIO SKOCTi JIKapchKHX 3acobis JlepiaBHOT
ycranoBu "[HcTHTYT rpomazcekoro 3zopos's iMm. O.M. Mapseesa HAMH Vkpaian" (m.Kuis,
Byn.Ilonynpenxka 50)

(HaliMeHyBaHHA Ta MicLie3HAXO0/DKeHHA aGopaTopii, 1wo nposena naGopaTopHuii aHami3 AKocTi)

BHCHOBOK 11010 SKOCTi JikapceKoro 3acoby, Bunannii naGoparopieio sin 10.11.2020 Ne 2547

PesynsraTn 1abopaTopHOro aHANi3y AKOCTI JiKapchbKoro 3aco0y 3a nepeBipeHMMH NokasHMKamMH BIAMOBIZAIOTH
BHMOraM METO/IiB KOHTPOIO AKOCTi (aHANITHYHO-HOPMATHBHOI JOKYMEHTALIIT).

3a pesynbTaTaMM JIEPKABHOTO KOHTPOMIO BCTAHOBNEHO, MO JiiKapchKuii 3aci6 BBezeHo B VkpaiHy 3

AOTPHM HMOT 3aKOHOJIaBCTBA 11010 3a0e3neYeH s A 1 JlikapcbKHX 3ac00iB.

(‘- Onexciit COJIO[IPA

(niammc) (ininiann Ta npissuine)




AEPXABHA YCTAHOBA "HCTUTYT I'POMALNCEKOIO 3OPOB'A im. 0.M.MAP3€EBA
HALIIOHANLHOI AKALEMII MEQUYHUX HAYK YKPAIHWA"

A WHE
CICTY ISOAEC 17028

OepxaBHa HayKoBO-A0CNiAHA NaBOPaTOPIA 3 KOHTPONIO AKOCTI nikapcbkux 3acobis

syn.llonyapenka, 50, M.Kuis, 02094

Ten: +380 (44) 513-71-33; +3B0 (44) 292-14-17; chakc; +380 (44) 292-14-21; E-mail; druglab@ukr.net

STV

Mpsexsdnipxonana BOO3 s 22.01.2016 p
AxpaanTosana HEUIOHATsHMM BrHTCTEOM 3 BXDeAWTAYE Yrpainy va signobiaHicTs Bikeuoran ACTY ISCHEC
17025 2017, Avecrat npo axpegarauue Ne 20905 mia 28,05.2019 p
Arecrosana [lepaansor CrywGO0 Yepait 3 AKapCaxuX 33C05IB T3 KOHTPODK: 33 HApKOTHaMK CBIAGLTED PEC
arecTauiio Ne 410 nig 05.07. 2018 p.
Cuctema ynpasnirna RKICTIC CONTURIXOBAHD YxpaHCKIA MORHHUM LOHTPOM COPTHEKALIT Ha BIANOBLHICTS
euaoram ICTY IS0 9001.2015, Ceprepixar pignosigHocTi N2OTS 2ig 19 07 2019
Ynosrcpawena 4N *Jlepwanii 8LCIEPTHIR LEHTP MiniCTEOCTRA SX0PONA JROPCE R Yrpaing” Ha CDOERLBRAR
naboparopsx BANPOGYBakL MIXaPChKvK 33C0BIB, WG NOA8~THCA Ha ABIXIRRY PBECTRALYS

Ceprudikar ananiay Ne 513

E Neponip«a inenTiocTi cepTwdbiary yopes Hrepuer. Rip . /iww druglab.kiev.va/sert

Id=15D4015C214
Big "28" motoro 2020 p.

Hassa 3pa3ky: IPUOPUH, kpanni cuni 2,5% no 5 mn y dnakowi-kpanensHuyi, no 1 dnakoHy y
KapTORHI navLti
Bupobuuk: CEHTICC ®APMA NBT. NTA., lxain
Homep cepii: N19286
Ha3ea Ta anpeca 3amoBHuka: [lepxasHa cnyxBa YKpainy 3 nikapcbkix 3acobis Ta KOHTPOIO 33
HapkoTukamu, M. Kuie, npocnext Mepemory, 120

Nuct-Hanpasnensxa: N2 977-002.0.1/002.0/2-20 sig 07.02.2020 p.

Micue BinGopy 3pa3ky: TorapucTeo 3 cBMexeHow BignosigantHicTio "BaM"
[laTa opnepxanxa 3pa3ky: 13.02.2020 p.

Aara Bukonanus poGotu: 13.02.2020 - 28.02.2020 p.

Bua xoHTpono: 3a posnopagreHHam Oepxnikcnyxtu (Mocranosa Ne 902)
HA, arinHo Axol npoBoauTheR anania: MKA go p.n. Ne UA/7887/01/01

Ne

nin MokasHKKK Bumorn HOQ PesyneTraTtu ananisis
1 Onmuc fpo3cpa beabapeHa abo neab KoBTyBaTa piavHa Bignoeinae ]
2 laenTudikauis -
- theninedpudy rinpoxnopug iA. OCcHoBHa Nnfma Ha Xpomatorpami posumnny (2), Binnosigae
OTpMMaHa B pa3agini "CynyTHi AoMilLkA” Mae BignosiaaTh
no iHTencHeHOCT! | 3Ha4enHo Rf ocHoBHI nnsami Ha
XpomaTorpamMi posuusy {(4)
t BEH3ANKOHIK XNopHA B. Hac yTpuMyealia oCHOBHOrD niky (nikis) Ha Binnosigae
XPOMaTOrpami JOCHIAXYBAHOTO POAUMHY, OTPMMAaHIN B
po3nini "Bmict BexsankoHio xnopuay", Mae BianoeigaT
Hacy yTpUMyBaHHA OCHOBHOrO miky (nikis) Ha
XpOMaTOrpami CTaHAaPTHOrO PO3YUHY
- HaTpio meTabicynboir C. YTs0peHHs ocany Big Ginoro ao caimo-xopw-meaor'o Bianosinae
KOnbopy
3 Jlpo3opicts (penapar noBuHeH ByTW NPO3OPYM B NOPIBRAKHI 3 Binnosinas
pogolo abo e nepeeuvlyBaTh onanecuexyin eranony |
4 KonbopogiCle BabapaneHns npenapaty noauHHo ByTu He Binnosinac
HTEHCUBHILLE HiIX 8TaNOH KOMbOpOBOCTI BY,
5 MexaHiusi BKNIOYEHKA Tpenapar nosukeH ByTu BiNbHUM 8ia Byab-AKUX Bignoseigac
WAHMMX YacTok
6 pH 0-75 4.9
7 OB6'eM sunyJyeHHs e meniue 5,0 mn Bignoeipac
8 OcwMmonansHicTs 00 - 400 MOcmonb/kr 360 MOcmonb/kr
9 Bwmict BeH3ankoHio xnopuay ¢ ,085 - 0,115 mr/Mn (85 - 115 %) 0,092 mrimn (92 %)
10 KinbKiCHe BM3HaYeHHHA "
- cheHinedpuny rigpoxnopus 2,50 - 27,50 wmrfmn (90 - 110 %) 24.25 mrimn (37 %)
- HaTpito meTabicynboit e Ginblue 2 MriMn 1 mriman
11 |¥Ynakosxa rigHo MKSA no p.n. Ne UA/7687/01/01 Bianosigae
12 MapkyBaHHs rigHo MKA no p.n. Ne UA/7887/01/01 Bianosipae
BucHosok: spasox npenapaty IPUGPUH, xpanni . ;2}3"% 058N y (hnakoHi-kpanenbHWLi, No 1
hRakoHy y KapTOHHIA navui, ¢. N19286 supoBiiitao J\C&Z@f\PMA NBT. NTA., l4ais, signosinae
sumoram MKS go p.n. Ne UA/7687/01/01 no p‘e?'pﬁenfniokaguﬁu\am AKOCTI. el
R -}_;.} Pl / o o
/"3as. naboparopicto H.B.OcTawina :
B-C-0513:2020 9
e A f




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

CERTIFICATE OF QUALITY

Ceprudmxar xavecrsa
ftem : Irifrin eye drops 2.5%

Haspanue : Mpupuu, xamm raasuste, 2,5%

I ml solution contains: phenylephrine hydrochloride 25 mg

1 vt pacreopa cosepur: deHmdpaa Faapoxnoplaa 25 Mr

Dosage form: Jlewapcrpensas opma: eye drops, 2,5% / kanni riasHee, 2,5%

Size and type of pack: 5 miin vial-dropper; I vial-drepper in unit carton,

PasMmep & THI} yiakosxs: no 5 ma s dnakone-kanenpmNe; o ! GIaKOHY-KaNeNbHILE B KAPTOHHOH rauke,
Manufacturer Country: India / Crpana — npeHzBoanTens: Mayus

|
TSR,

Pack size/ Pasmep yrmaxoBku : 5 m¥3 ma Report No./ Homep oruéta @ N-19-402

Batch No./ Homep cepun 1 N19286 Date/ Jata 1 23/12/19

Mfg. Date/ Jara npoussoncrna 1 112019 Batch size/O6vem maprun 250 L (47170 packs)
2230 1 (47170 yn)

Exp. Date/ I'ogen no o 1172021 Date of receipt of samples 1 04/12/19

Jiata nonyyenus 06pazuos
Name & address of Manufacturer: SENTISS PHARMA PVT. LTD.,, India,
Village Khera Nihla, Tehsi! Nalagarh, Dist, Solan, Himacha! Pradesh, 174 101, India
Haspanue u agpec Npomzseonutens: CEHTUCC GAPMA [IBT, JTA., Hanus
Brnsox Kxepa Hieta, Texcun Harnarapx, Huerr. Conan, Xuvauan IMpanew, 174 101, Mupus
Manufacturer License (form 28) / Npoussozcrsennas Munenius (thopma 28} Ne: MB/06/470
Registration certificate / Perncrpaunonmoe ynocrosepenne: Ne UA/7687/01/01

RESULTS OF ANALYSIS

5 B Pesyaptar ananuza : !,

No. Tests Observations Standards (Limits)/ Reference

X Tecres Pesyacrars Hopmer
Drescription Complies/ Clear colorless to slightly vellow liquid. |

1 Crearne Cootseitinyel Hpospaunan GecLBETHAN HITH CIIErKa XKENTOBATAS !

B (Visually/Busyaisuo) FRHIKOCTS, .

Identification

Hopnuuuoers !

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

{TLC-method) obtained in test «Related substances», should
correspond to intensity and Rf value of the main
spot in the chromatogram of solution ).

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 chloridey, should
correspond  to  that of main peak(s) in the
chromatogram of standard solution.

2 | Identification® Complies € Formation of a precipitate from white to light brown
Sodiuvm metabisulfite color i
{Visnally)

A OCHOBHO® MsTHO HA XpomarerpaMMe pactsopa (2),
{Genwiadpuna Cootsercrsyer HOTYHEHHOH B pasnene «ConyTeTByroLIHe
THIPOXTIOPHIL) HPHMECH”, NORKHO COOTBETCTEOBATE 1O
{Meton TCX) MUTECHCHEHOCTH 1 3Ha4cHuio Rf ocHoBromy morray
Ha XpoMaTorpamme pactsopa (4).
B Bpems BBIXO/A OCHOBHOTC MUKa {nuxos) ua
(Oenzankorns xnopu) Cootrercrryer XpOMaTOrpamMMe HOILITYEMOre PACTROpA,
(Meton BOXX) nonyyeHsol B paszens «Coaepicatne GeHMIKOMHT
XAOPUAAY, AOTKAC COOTBETCTHOBATL RPEMEH:

Country - Ukraine
Version No. :- 7 Page 1 ofd
SPL-QA-SOP-041-02-07 emp. 1 of 4.
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SENTISS PHARMA PVT. LTD.
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India.

CERTIFICATE OF QUALITY
Cepradurar Kauecrsa
ltem ¢ Irifrin eye drops 2.5%

Haszanwe : Vipudpun, kanmy riashse, 2,5%
Lml solution contains: phenylephrine hydrochloride 25 mg

1 M1 pacTROpa COmePKUT: therunadpung THApOXROpHAR 25 mr

Dosage form: /JlexapcTsennas dopma: eye drops, 2,5% / xarunu rasuere, 2,5%

Size and type of pack: 5 ml in vial-dropper; 1 vial-dropper in unit carton.

Paavep u TR ynaxosrn: 1o 5 M B (raKOHe-KATRNBHALE; M0 1 MNAKOLY-KANSNBHIIE B KApTOHHOH mayke.
Manufacturer Country: India / Crpana — npowasonurens: Munus

Pack size/ Pasmep ynakosgu $ 5 ml/5 ma Report No./ Homep oruéta : N-19-402

Batch No./ Homep cepun : N19286 Date/ Tata  : 23/12/19

Mfg. Date/ [lara npowssonctsa 2 1172019 Batch size/O6ben naprem 250 L {47170 packs)
2250 n {47170 yn)

Exp. Date/ l'ogen 1o » 1172021 Date of receipt of samples  : 04/12/19

JigTa nonyvenns o6pasion
Name & address of Manufacturer:  SENTISS PHARMA PVT. LTD, India,
Village Khera Nihia, Tehsil Nalagarh, Distz. Solan, Himachal Pradesh, 174 101, India
Hassanue  anpec Iporssonwrens: CEHTHCC MAPMA TIRT. T ., Waaus
Buanmnx Kxepa Huxna, Texcun Hanarapx, Jlactr. Cosan, Xamagan Tpasem, 174 101, Yiugus
Manufacturer License (form 28) / Hlpoussoicteentas Juneniss {hopua 28) Ne: MB/G6/470
Registration certificate / Peructpaumonnoe yaoctosepenne: Ne UA/7687/01/01

BLIXOJA OCHOBHOTO MHKa {IHKOR) Ha
XPOMATOrpaMMe CTAHaPTHOrO PACTEOPA.
Hopawnnoers* CooTReTcrayer £ Obpazosanse 0cagxa oT HEJIOrG 16 CHETAG-
{naTpus meTabucynopur) KOPHYHEBOrO 1BETA,
(Buayansuo) :
Clarity Complies The preparation should have clarity the same as that of
waler P or opalescence not more than reference
3 : suspension I,
fipospauncers CooTsercTeyeT Tlpenapar nomken Berrn npospavssm o CPasHeHwIo ¢
_____ BOAOH P yuni He NPERRIIATL OBANCCUSHIIIO TaNoHa L.
Coloration Complies The preparation should not be more intensely colored
4 | than reference solution BYS.
Hzernoers CooTeercTByeT Oxpacxka npenapara RomKea Guirth 5o HHTEHCHAREE GeM
STUIOH UBETHOCTH BY .. o
Particulate contamination Complies The drug must be free from any visible particles,
5 Mexanngeckue Hpenapar nomxen 651 cBOGOAHKIM OT Tno0sIX
BRI CHHS CooTeetcTByeT BHIHMBIX 4CTHIL :
6 pH 52 40-75
pH 5,2 0140 mo 7.5,
7 Deliverable volume 52 mi Not less than 5.0 ml.
H3aexaemnrii oGnem 3,2 M He menee 5,0 mu. - ]
_ Sterility Complies The preparation should be sterile. :
8 CTepHAbHOCTE Cootsetcrayer Iipenapat RomKeH GBITE CTEPUTBHKIM,
o Osmuelality 362 mOsmol/kg 300 - 400 mOsmol/kg.
OeMoisuIbHOCTD 362 MOCMOAL/KT Ot 300 o 400 mocmonb/kr,
Related substances Complies Any impurity: not more than 1.0%.
(TLC-method) Complies Sum of impurities: not more than 2.0%.
10 CeonyteTnyionpie ipumMecy . JhoGoh upamec - He Gonee 1,0%.
{(Meropn TCX) Coorsetctayer Cymmebr mprmecelt - ve Goree 2,0%
Cootretcrayer

Country ;- Ukraine
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SENTISS PHARMA PVT. LTD.
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 161, India.

i
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f
|
|
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i
H

ltem

Hazpanue

CERTIFICATE OF ()UALITY
Ceprudurar xagcerna
: Triftin eye drops 2.5%

: Mpubpey, kamwm roasnee, 2,5%

1 ml solution contains: phenyiephrine hydrochloride 25 mg

| Ma pactsopa conepkuT: denmmadpuna ruapoxJiopaga 25 Mr

Dosage form: /Jexapcraennan dopma: eye drops, 2,3% / xamm raasusie, 2,5%

Size and type of pack: 5 m! in vial-dropper; 1 vial-dropper in unit carton.

PasMep W THE yakoBKM: (10 § M B $raxoue-kaneapRMLe; no 1 dnaxody-Kaneinunue B KapTOHHOH nauke,
Manufacturer Country: India / Crpana — npomsromnveis: Haus

Pack size/ Pasmep ynakoBkn Smi/5Smn Report No./ Homep orugra : N-19-402
Batch Ne./ Homep cepun : N19286 Date/ flara  :23/12/19
Mfg. Date/ Jara npoussoacrea : 1172019 Batch size/O6senm maprum ;250 L (47170 packs)
1250 m (47170 yn)
Exp. Date/ logen ao 1 11/2021 Date of receipt of samples 1 04/12/19
Hata nonyueHus obpasuos
Name & address of Manufacturer; SENTISS PHARMA PVT. LTD., India,
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, [imachal Pradesh, 174 101, India
Hasserue u agpec Mpousroantens: CEHTHCC ®APMA MDBT. ATH., Usnns
Buinax Kxepa Huxna, Texcun Hanarapx, Jucrr. Conan, XuMauan Tfparem, 174 101, Hapun
Manufacturer License (form 28) / TlpoussoacTeensas JuueH3ua {dopma 283 Ne: MB/06/470
Registration certificate / Perucipaumonsoe yioctopepesue: No UA/7687/61/01
Content of Benzalkonitm 0.102 mg/ml At the release;
chloride (102%) 0.090 mg/ml - 6.110 mg/m! {(90% - 110%).
(HPLC-method) During shelf-life:
0.085 mg/mi - 0.115 mg/mi (85%-115%).
11
Cojepmanne Ged3aiKonng 0,102 mr/m Ha moxieum ghinycka:
Lnepusa (102%) o1 0,090 Mr/ve o 0,110 mr/aon ($0%-110%).
(Metoa BOWX) Ha cpox 200nocmu:
__ or 0,085 Mo/ o 0,115 mr/v (85%-115%).
Assay/
KosmaecTBennoe
onpefeneHue 24 61 mg/mi At the release:
Phenylephring {99%) 23.75 mg/ml ~ 26.25 mg/rl (95% - 105%).
hvdrochioride Buring shelf-life:
(IIPLC-method) 22.50 mg/ml - 27.50 mg/mi (90% - 110%),
Dennindpuug 24,61 mr/mn Ha stcomenm guinyera:
i 12 THAPONADDHA i £994%) 01 23,75 mrivi 1o 26,25 mrivan (95% - 105%).
{Merog BOXX) ' Ha cpok z0dnoemu:
0T 22,50 Mr/vn zo 27,50 mrivn (90% - 110%%),
i Sodium metabisulphite L5 mg/mi Not more than 2 mg/ml.
| (Titrimetric)
| Hatpus merabucyandin He Gonee 2 mr/m.
! {Turpuvetpuecn) L3 mr/un
3

* at the time of release/ *na moment BLIAYCKA

Conclusion:
Jaknwuenue

Hacrosunum noareepicgaen, uto BBIIEOPUBEAS HHAY HHDOpMALHg ZRIseTCH HOCTOBCPHOH H TO4HOM,
Hansan cepud nponykuuu Geina nporzBeneHa (BRIIo9ast YHAKOBKY/MapKHPOBKY) M NpoIia KOHTROIE Ka4ecTRa

Ha BhlUIEYKA3AMHOM

PETYIITOPHEIM OPrasoM, & TaoKe & COOTBETCTBHM CO CrieUH(uKANNSH PeruCTPANHOHHONR JOKYMCHTALAH,

Country - Ukraine
Version No, - 07
SPL-QA-SOP-041-02-07

YHaCTKe = TI0HOM COOTBETCTBIH ¢ TpeboBanusMua GMP, yeTaHOBICHHBIMH MECTHLIM

YTBEPKASHROH
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) SENTISS PHARMA PVT. I.TD.

| SENTISS Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India.
CERTIFICATE OF QUALITY
Ceprudukar wayecrna
ftem : lrifrin eye drops 2.5%
Haspanne : Hpudpus, karmm rmasuse, 2,5%

I ml solution contains: phenylephrine hydrochloride 25 mg

1 MIl pacTeopa couepmT: denna@pia ruapoxnopaa 25 Mr

Dosage form: /Jlexapersennas dopma: eye drops, 2,5% / kaniu rmesme, 2,5%

Size and type of pdek: § miin vial-dropper; 1 vial-dropper in unir carton,

Paswmep n tun ynakosku: mo 5 man (AZKOHE-KEAGALHELE, o 1 dnaxouy-Kkalc/AsHALE B KAPTOHHOH naTke,
Manufacturer Country: India / Crpana — Apou3BOAnTETh: Hinua ‘
: N-19-402

Pack size/ Pasmep yiakosxu 15 mifS s Report No./ Homep otaéta

Batch No./ Homep cepuu : N19286 Date/ Hata :23/12/19

Mig. Date/ [lata npomsaonctaa : 1172019 Batch size/O6nem raptunr 250 L (47170 packs)
1250 n (47170 yr)

Exp. Date/ 'ogen fo o 1172028 Date of receipt of samples  : 04/12/19

Hara nonygenuns obpasuos
Name & address of Manufacturer: SENTISS PHARMA PVT. LTD,, India,
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
Hasranue n anpec Ipoussoairens: CEHTHCC DAPMA TIBT, JITH., Uuaus
Bunaux Knepa Huxona, Texcmn Hamarapx, Tucrr, Cosan, Xmvasan [Ipanem, 174 101, Huoua
Manufacturer License (form 28) / [ponssoacreennas Jluuensus (hopma 28) Ne: MB/06/470
Registration certificate / Perucrpanuonnoe yaocronepenne: Ne UA/7687/01/01

8 YXpauKe /U HCCNENYEMOTO NEKAPCTEEHIOD cpenctaa. [IpOTOXONL! NPOUIBOACTEE, YIAKORKH H KOHTPONSA KA4ECTBa

Cepuu NPOBEPLHBI M COOTBETCTRYIOT TpeGoBaumwim GMP. ‘

Hereby confirmed, that the above information is frue and accurate. This series of products has been made (including packaging /
labeling) and s passed guality conirol at the location specified above, in full compliance with the requirements of GMP,

established by local reguiatory authority and in accordance with the specification registration document approved in Ukraine to

study medication. Minutes of production, packaging ar

RN PR
Sianature 104 1tncs Egmrla e/ Toanuen m;& A\N/\WZ" ,
2apee 25Detq _DERECY ﬁ)\w}w\ !
Date/Jfata Date/}lara Date/ lara ]
Arun Kaushik Pradeep Janga Vikas Pandita !
Apyu Kaymug Hpapun Txanra Buaxac Hanaura ‘
Executive Manager Sr. Manager
Quality Control Quality Control Quality Assurance
Henonnarens Menempxep Crapmuii Menexep
KouTpoan kayecrna Km-x:rpo:m Kawecrea Otnen ofecnewenun kavecTsa
Prepared By Reviewed By Approved by
TipuroToBu. Iposepun OpoGpun

nd quality control of the series are tested and meet the requirements of GMP,

| Date of Batch release/g.§{)&C 'U{‘
i [Jlata seimycsa cepuu:

Country :- Ukraine
Versien No. :- 07
SPL-QA-SOP-041-02-07

&/ v ikas Pandita

Responsible for Batch release/ \/&\U% :

OTBETCTREHHNII 32 BuLyCK CEPUH:

P\‘(\LW‘ Q !V\ﬂ&w "x;

Bukac IMaugnra

Sr. Manager Corporate Quality Assurance
Crapumait menemep

Otnen Obecrievenus kauecrsa
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TEPXITIKCIIY)XXBA YKPATHA
JEP)KABHA CJYXKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTHKAMM Y KHIBCHKINA OBJIACTI

npocnext Banepis JloGaHorckkoro, 51, m. Kuie, 03110, Ten/daxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kox €IPTIOV 37078774

BUCHOBOK
Npo SIKICTH BBE3€HOTr0 B Y KpaiHy JiKapcbKoro zacody

31.03.2020 Ne 11106/20/10

IPUOPUH

(uaiiMenyBaHHs JTiKapcbKoro 3acofy 3rifHo 3 peecTpaniliHuM MOCBi A4CHHAM)
Kpamiai ouHi 2,5% no 5 ma JakoHi-Kpaneasuuui, mo 1 ¢paakoHy y kapToHHiA magni
3y

(dopma BuITyCKY, DO3yBaHHS, BUX ITAKYBAHHA JiKapCHKOTO 3ac00y)

Howmep peectpariitroro mocsingenns UA/7687/01/01 crpox aii peecrpauiiinoro nocsingenns 01.01.2099

Cepis nikapewkoro zacoby Ne N19286 Kinbkicts BBe3eHoro Nikapeskoro sacoGy 6000
BupoGHuK CEHTICC ®APMA NIBT. JIT/L., lanis
(vatiMeHyBaHHs BUpOOHHKA JiKAapCEKOro 3aco0y, KpaiHa OXOIKEHHS)
Baeseno B Vipainy CrijibHe yKpalHChK0-eCTOHCHKE MANPAEMCTBO Y (popMi TOBapHCTBA
3 o0mMexeHo10 BixnoBiganbuicTio "OnriMa-®apm, JITA, inenr. xox:
21642228

(saiiMenyBanns Ta koA 38 CJIPTIOY wpuaudnol ocobu abo npizemie, iM'a, no 6arskosi PisnanHoT
ocobu - miagnpueMus, 1i Micle IPOXKHBaHHA T4 peecTpaliiinuit HoMep obnikoBol KapTKU NIATHHKA
nojartkie abo cepis Ta HOMEp MacnopTa)

TIpotoxon Bisyansnoro koutposmio sia 31,03.2020 Ne 0682/3.

3a pesyabTaTaMH JAEpXKaBHOTO KOHTPOTIO BCTAHOBNEGHO, WO Jikapcekuil 3aci® BBeseHO B Ykpaidy 3
JOTPHMAHHAM BUMOr 3aKOHONABCTBA OO 3a0€3NeIeHHs SKOCTI IKAPCHKHX 3ac001B.

3acTyNHAK HAYATBHUKA BTy
Hepxanuoi ¢y 0OH 3 mKapchbKHX 3aco0iB

B - 3ybapera H.B.
Ta KOHTPOJIO 3a HapkoTHKaMH y KuiBchkii %
obnacti ——
AR TN f
(mocax ogg@'b%%gﬁﬁ%gpﬁ ro KOHTPOIO) (mianuc) (ininiany Ta npispuie)
\Q\\ -\i.?}‘u\v‘H“‘q o _%,7 4
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ENTIS Village Kh

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

Item
Hasmanue

Pasmep u Tun ynakosxu: o
Manufacturer Country: India
Pack size/ Pasmep ynakosxu
Batch No./ Homep cepun

Mfg. Date/ lata nponssoncraa

Exp. Date/ Fosen o

Name & address of Manufacturer:

Village Khera Nihla, Tehsil
Haspanwe u anpec [Tpousson
Buwumx Kxepa Huxra, Tex

¢ Irifrin eye drops 2.5%

: Mpudpun, karnu rnasnsre, 2,5%

I ml solution contains: phenylephrine hydrochloride 25 mg

1 M pactsopa comepuur: bennnadpuna TEAPOXJIOpHAa 25 Mr
Dosage form: /Jexapcreennas thopma: eye drops,
Size and type of pack: 5 ml in vial-dropper; 1 vial-dropper in unit carton.

Nalagarh, Distt. Solan, Himachal Pradesh,

CERTIFICATE OF QUALITY
Ceprudurar kavecTea

2,5% / karu rnasmsie, 2,5%

5 M1 B hriakoHe-xanensHuLe; no | brakony-Kanensuulle B KapTOHHOM Natke,
/ Crpana - npoussoautens: Unus :

253 ml/5 mn Report No./ Homep otugra : N-20-083

: N20041A Date/ Hata  : 25/02/20

0 02/2020 Batch size/O6nem naprum - 1000 L (188679 packs)
: 1000 n (188679 yn.)

2 02/2022 Date of receipt of samples  : 08/02/20

Hara nomysenus ofpasuos |
SENTISS PHARMA PVT. LTD,, India,
174 101, India
uress: CEHTHCC ®APMA IIBT. JITI., Uuans
cwi Hanarapx, JTuctr. Conan, Xumauan Ipanenr, 174 101, Uunusg

Manufacturer License (form 28} / lNpow3ssoacTeenas JNauensns (dopma 28) Ne: MB/06/470

Registration certificate / Perucrpaunontoe yRoctosepenue: Noe UA/7687/01/01

Country :- Ukraine
Version No - 07
SPL-QA-SOP-041-02-07

RESULTS OF ANALYSIS ]
N ____ Pesyawrar ananusa N ‘{
| No. Tests Observations Standards (Limits)/ Reference ‘
Ne Tecrnr PesyasraTer Hopme
Description Complies/ | Clear colorless to slightly yellow liquid.
1 Onucanue Cootsercreyer Ipo3paunan GecupeTnas wim crerka KENTOBATAN
[ (Visually/BisyanLuo) KIJIKOCTh, N L
Identification
Hoanunuocts
Fhenylephrine hydrochloride Complies A The main spot in the chromatogram of solution (2), g
(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
5 correspond  to that of main peak(s) in the |
chromatogram of standard solution, f
2 ! Identification* Complies C Formation of a precipitate from white to light brown
| Sodium metabisulfite color
i (Visually)
A OcnoBHoe nsiTHO HA XpoMarorpamme pacrsopa (2),
{(pennmdpuna Coorsercrayer TONyMEHHOH B pasnene «ConyTeTRyomHe
THAPOXNIOpPHL) MPUMECH», NOKHO COOTBETCTEOBATE [10 "
{ (Meton TCX) WHTCHCHBHOCTH M 3HAYeHUIO R OCHOBHOMY IATHY
Ha XpoMarorpamme pactsopa (4). i
1
B Bpems BbIXO[a 0CHOBHOTO mHKa (AUKOB) Ha ‘E
(Gersankomms XJopua) Cootsercreyer XPOMATOrpamMme HCTIBITYEMOTO pacTsopa,
i (MeTton BOXKX) nony4enHeit B pazgene «Cojepxanue GeH3aNKO Hits
] . MIOPHARY . NOMIKHO COOTBETCTBOBATE BPCMCH I

Page 1 of d
ctp. 1 of 4]
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SENTISS PHARMA PVT. LTD.
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India. [ !

CERTIFICATE OF QUALITY
CeprudukaTr kavecTsa

ltem : Irifrin eye drops 2.5%

Haszpanue : Hpudpun, kannm rnassue, 2,5%

I 'ml solution contains: phenylephrine hydrochloride 25 mg

I mn pactsopa comepucur: dernndpraa ruapoxopuaa 25 Mr

Dosage form: /Jlexapersennas thopma: eye drops, 2,5% / karnu riazmble, 2,5%

Size and type of pack: 5 ml in vial-dropper; 1 vial-dropper in unit carton.

Pazmep u tnn ynakosku: 1o S My B ¢naroue-kanensHune; no 1 (rakouy-kanejbHHLE B KAPTORHOM nMauKke,
Manufacturer Country: india / Crpana — npousBoautens: Muus

Pack size/ Pasmep ymakosku :Sml5 mn Report No./ Homep otuéra 1 N-20-083

Batch No./ Homep cepun : N20041A Date/ Mara : 25/02/20

Mfg. Date/ Jlata npoussonctra : 02/2020 Batch size/O6mem naptur  : 1000 L (188679 packs)
: 1000 11 (188679 yn.)

Exp. Date/ open no : 02/2022 Date of receipt of samples  : 08/02/20

Hara nonyuenus ofpazuos
Name & address of Manufacturer: SENTISS PHARMA PVT, LTD., India,
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
Hassanue u anpec Ipowssogurens: CEHTUCC DPAPMA IIBT. JITJL., Munua
Bunnumx Kxepa Huxna, Texcun Hanarapx, Juctr. Conan, Xumauan Mpagew, 174 101, Humus
Manufacturer License (form 28) / Ilpoussonctaennas JuneHsus (chopma 28) Ne: MB/06/470
Registration certificate / Peructpanuonnoe YRrocrosepenue: Ne UA/7687/01/01

BLINO/IA OCHOBHOI'O NHKa (NUKOR) Ha ;
KPOMATOTPAMME CTRUAAPTIONO PACTHOPRA.

Hoaauunocrn* Cootsercrayer C Odpazonaiiie ocanki o1 Ge0ro 10 eReo-
(HaTpHs merabucynbour) KOPHYHERO MO UBCTa,
| (Buayaneno)
Clarity Complies The preparation should have clarity the same as that of
water P or opalescence not more than reference
3 suspension .
Mpospaunocrs Cootsercteyer [Tpenapar noswen GaiTh Mpoapatisiv 1o CPaBHEHMIO € |
. BOAOI P 11k He npeBbliuaTs onaiecuetime statomna | i
Coloration Complies The preparation should not be more intensely colored
4 than reference solution BY;.
L[BeTHocts CootsercTayer Oxpacka nipenapara 107xHa Okits He HHTe HCHBHEE YeM
L 3TATIOH UBETHOCTH BY.
Particulate contamination Complies The drug must be free from any visible particles,
5 Mexaauueckue [penapar nonxen 6bite croBoxHEIM OT mo0BIX
BIJTIOEHH S Cooteercrayer BH/IUMBIX SaCTHIL.
6 pH 53 40-175
pH 5.3 Or4,0 no175. o
5 | Deliverable volume 52ml Not less than 5.0 ml. |
_| M3Bnexaemsiii o6nem 5,2 M He menee 5,0 M. . |
Sterility Complies The preparation should be sterile.
_S | Crepunbnocrs Cootserctayer IIpenapar nomuex 6uITs CTEPWILHEIM.
9 Osmolality 360 mOsmol/kg 300 - 400 mOsmol/kg,
Ocmonnnsuoersn 360 MOCMOL/KT Ot 300 a0 400 MocMoB/KT.
Related substances Complies Any impurity: not more than 1.0%,
(TLC-method) Complies Sum of impurities: not more than 2.0%.
10 Conyrerayommne NpHMecH Jlro6oit npumecH - He Gomee 1,0%.
I (MeTon TCX) Cootsercrnyer Cymmer npumeceti - ne Gosee 2,0%
e - CooTBeTcTRYET N -

Country :- Ukraine
Version No. :- 07
SPL-QA-SOP-041-02-07

Page 2 of 4
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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
Cepruduxar xavecrsa

Item : Irifrin eye drops 2.5%

Hazpauue © Hputpun, kannw cnasuee, 2,5%

I ml solution contains: phenylephrine hydrochloride 25 mg

1 Mu1 pacTeOpa conepuT: Genmnsdpuna ruapoxopuna 25 wr

Dosage form: /llexaperpennan topma: eye drops, 2,5% / kamu rnasHele, 2,5%

Size and type of pack: 5 ml in vial-dropper; 1 vial-dropper in unit carton.

Pasmep u THI ynakoBki: 1o 5 ma s dnaxoHe-kamensuune; 1o 1 draxouy-kaneibHHUE B KAPTOHHOMN nayke,
Manufacturer Country: India / Crpana — npousroaurens: Mugus

Pack size/ Paamep ymakosku :Sml/5 mn Report No./ Homep otugta : N-20-083
Batch No./ Homep cepun 1 N20041A Date/ lata  : 25/02/20
Mfg. Date/ JTata npoussoactaa 2 02/2020 Batch size/OGnem mapruu 1000 L (188679

packs)

: 1000 5 (188679 yn.)

Exp. Date/ Topnen no : 0272022 Date of receipt of samples  : 08/02/20
Hara nonyyenns obpaszuoe

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

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

Hazsanue u anpec [ponssonurens: CEHTUCC ®APMA TIRT. JIT, M., Uuana

Buiumx Kxepa Huxna, Texciur Hanarapx, [luctrt. Conan, Xumauan [Mpanew, 174 101, Munus

Manufacturer License (form 28) / Tlpoussoacraenuas dunewsus (dbopma 28) Ne: MB/06/470

Registration certificate / Peructpauuonnoe ynocrosepenne: Ne UA/7687/01/01

Content of Benzalkonium 0.094 mg/mi At the release:
chloride (94%) 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
f Conepmarne densaniconns 0,094 Mrivn Ha momemmn ssinycra:
xiopnaa (94%) ot 0,090 Mr/mi 1o 0,110 Mr/mn (90%-1 10%).
(Meton B2XX) Ha cpok zodnocmu:
ot 0,085 mr/ma 50 0,115 Mr/vn (85%-1 15%).
Assay/
Koanuecreennoe
ofpeaesicHHe 25.10 mg/ml At the release:
Phenyiephrine (100%) 23.75 mg/ml - 26.25 mg/ml (95% - 105%).
hydrochloride During shelif-life:
(HPLC-method) 22.50 mg/ml —27.50 mg/ml (90% - 1 10%).
Deuwadppina 25,10 mr/mn Ha momenm goinycka:
12| runpoxnopus (100%) OT 23,75 mr/mit 10 26,25 Mt/mi (95% - 105%).
(MeTon BIXKX) Ha cpox zoonoeemu:
oT 22,50 mr/mn go 27,50 Mr/mi (90% - 1 10%).
Sodium metabisulphite 1.2 mg/ml Not more than 2 mg/m].
(Titrimetric)
Harpns veradueyindur He 6Gonee 2 mr/mi.
(TurpuMeTpuyeckn) 1,2 mr/mn

* at the time of release/ *na momenT BRINYCKA

Conclusion:

3aknw4yerte

Hactosuspm HOATBCPIKAAEM, YTO BLIIENPUBEACHHAS HHpOPMALHA ABNASTCH HOCTOBEPHOH H TOYHOIA.

Hannas cepus [pOAYKUHM Obia npon3seacHa (Brmouas YNAKOBKY/MAPKEPOBKY) 1 NpOULTA KOHTPOIIb KAYeCTRa

Ha BBIUEYKA3AHHOM YYACTKE B TONHOM COOTBETCTEUM C 1pedorarnamu GMP, yeTanoBIeHHBIM I MECTHBIM

PEryMATOPHBIM OPraHOM, & TAKKE B COOTBETCTRHM CO cneuudukanmei PETHCTPALIHOHHOR HOKYMEHTALIHH, YTBEPKASHHOH
Country :- Ukraine

Version No. :- 07
SPL-QA-SOP-041-02-07

Page 3 of 4
ctp. 3 of 4




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

CERTIFICATE OF QUALITY
Cepradiakar xauecTra

Item : Irifrin eye drops 2.5% |
Hazganmne : Hpudpny, kannu rasHele, 2,5%
1 ml solution contains: phenylephrine hydrochloride 25 mg
1 M1 pactBopa conepkur: denwmdpuna ruapoxnopuna 25 mr
Dosage form: //Texapcreennas thopma: eye drops, 2,5% / xarumu riasuele, 2,5%
Size and type of pack: 5 ml in vial-dropper; 1 vial-dropper in unit carton.
PasMmep v THIl ymakoBku: 1o 5 i s (rakoue-kanensHuLe; mo 1 ¢brakony-kanensHHIEe B KapTOHHOMH Iauke,
Manufacturer Country: India / Crpana — npoussonurens: Migus

Pack size/ Pasmep ynakosku :5 ml/5 ma Report No./ Homep orugra : N-20-083

Batch No./ Homep cepun : N20041A Date/ Tata : 25/02/20

Mfg. Date/ lata npoussonctsa : 02/2020 Batch size/O6bem napruu 1000 L (188679 packs) |
: 1000 m (188679 yn.)

Exp. Date/ Tonen 1o 1 02/2022 Date of receipt of samples  : 08/02/20

f Hara nonyserns obpasior
[ Name & address of Manufacturer; SENTISS PHARMA PVT. LTD., India,

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

Hassanue u anpec ITpoussoaures: CEHTHUCC ®APMA TIBRT. JTA., Unaus

Bk Kxepa Huxna, Texcun Hanarapx, JTucrr, Conan, Xumavan IMpagewr, 174 101, Huaua
Manufacturer License (form 28) / Mpoussoncreennas JI HueHsHA (hopma 28) No: MB/06/470
Registration certificate / Peructpauuomnioe ynoctosepennre: Ne UA/7687/01/01

B YKpauue 1t neeneayemoro JIEKAPCTBEHHOrO cpeacTsa. [TpoTokonar POU3BOACTRA, YIAKOBKH ¥ KOHTPONS KayecTpa

CCPUH IPOBEPEHBL M COOTBETCTBYIOT TpeboBanmaM 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 accordarice with the specilication registration docu[?](:"m approved in Ukraine to

study mC’dicalion. Minutes of production, packaging and guality control of the series are tested ang m%‘ci the mqyirem?nts of GMP,
\ ri A, i 1 ,

a s | Lo o4 T
i e h\,\r} o A et s
T e K T N e T e o
Signature/Tloamucs, Signature/l lozmies I Signatre/ Toanern ) v

25 FERys o A0 PR
gm/ﬂﬁﬁ T Date/Hara Dater’}f[;'m%——
Ravi Kumar Pradeep Janga Vikas Pandita
Pasu Kymap Hpanun Txanra Buxac Masgara
Asst. Manager Manager Sr. Manager
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JIEPYJIIKCIIYXXBA
TEPKABHA CJIYVKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHiBCHKIN OBJIACTI

npocrext Banepis Jlo6aroBcbkoro, 51, m. Kuis, 03110, Ten/dakc: (044) 2753030
E-mail: dls.ko@dls.gov.uahttps://www.dls.gov.ua, Kox €JPTIOY 37078774

BUCHOBOK
Npo SIKiCTL BBe3eHOro B YKPpaiHy JlikapcbKoro 3aco0y

07.09.2020 Ne 44014/20/10

IPUOPUH

(HaliMeHyBaHHS JiKapchKOro 3aco0y 3rifHO 3 peecTpauiiHAM MIOCBiTYEHHSIM)
kpamnii ouni 2,5% no 5 mar y gaakoni-kpaneabHuui, 10 1 grakony y KAPTOHHIIT mavui

(opma BuIyCKy, 103yBaHHS, BUJl IAKYBaHHs J1iKapCBKOro 3aco0y)

Homep peecTpauiifHoro HO.CBi)I‘{eHHﬂ UA/7687/01/01 crpox mii peectpaniittoro nocsizuenns 01.01.2099

Cepis nikapcbkoro 3acoby Ne N20041A KinbkicTs BBe3eHOro Jikapcbkoro 3aco6y 5100
BupoGHHK CEHTICC ®APMA IIBT. JIT/L., Iugis
(naliMeHyBaHHs BUPOOHHKa Jlikapchkoro 3acoly, kpaia MOXOZKSHHS)
Bse3seHo B YkpaiHy CrijibHe yKPaiHCHKO0-€CTOHChKE MINPHEMCTBO y GOpMi TOBAPHCTBA
3 0OMeskeno10 Bixmosinanpnictio "OnriMa-Dapm, JITH", inent. kox:
21642228

(maiimeHyBanHs Ta kox 3a €JIPTIOY opunuyHoi oco6u a6o npi3BuiE, iM's, 110 6aThKOBI (iznaHOT
0co6u - mignpuemiy, if Micue NpoXKMBaHHS Ta peecTpauiitHuii HoMep 00:1iK0BOT KapTKH IJIAaTHHKA
noaaTkiB a6o cepist Ta HOMEp MacIopTa)

IIpoTokon Bisyansuoro koutposo Bix 31.08.2020 Ne 2780/5.
JlaGopaTopHHuii aHai3 SKOCTI JIKapChKOTo 3aco0y 3IiHCHEHHii:

JlepraBHa HAyKOBO-OCIIiTHA Ta6OPaTOPis 3 KOHTPOIIO SIKOCTI JiKapchKuX 3aco0iB JlepxkaBHOT
ycTaHOBH "[HCTUTYT FPOMAJICBKOTO 3/10POB's im. O.M. MapseeBa HAMH Vkpainn" (M.KuiB,
By..ITomrynperka 50)

(HaiiMeHyBaHHS Ta MiCLE3HAXODKEHHS TaGopaTopii, 110 nposena naGopaTopHuUii aHaJli3 AKOCTi)

BHCHOBOK IIOJI0 IKOCT JiKapehKoro 3acoly, Bunanmii naGoparopieio six 28.07.2020 Ne 1699
Pe3ynbTaTi 1aGOPaTOPHOTO aHANI3Yy AKOCTI JIiKapChKOro 3aco0y 3a nepeBipeHUMHU MMOKa3HUKaMH BiIIOBIZAIOTH
BHMOTaM METOIB KOHTPOJIIO SKOCTi (aHAITHIHO-HOPMATHBHOT IOKyMEHTaLlii).

3a pe3yJbTaTaMH JEPXKABHOTO ~KOHTPOJIO BCTAHOBJICHO, IO nikapchkuii  3aci6 BBeseHO B YKpaiHy 3
JOTPpH I 3aKOHO/IABCTBA 1IOJI0 3a0e3MeYeHHs SKOCTI JIIKapChKUX 3aCO0iB.
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