3 SENTISS PHARMA PVT. LTD.
SENTISS Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himacha! Pradesh, 174 101, India.
CERTIFICATE OF QUALITY
Ceprndixar sixocri
Item : DICLO-F eye drops 0.1%
Hazga . [wnxo - @, kpanni ouni 0,1 %

1 ml solution contains: Diclofenac sodium - 1.0 mg

1 M npenapaty mictaTs: auKITOhEHAK Hartpio - 1,0 mr

Dosage form: /Jlixapceka opma: eye drops 0.1% / kpanni ouni 0.1%

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

Poswmip ta Tho ynmakosru: mo S M B ¢raxoni-kpanessuuni; o 1 (raKoHy-KpaneTsHuL B KapToHHIHK nayy.
Manufacturer Country: India / Kpatua - BUpOOHHMK: [Hais

Pack size/ Pasmip ynakoBku :5ml/ 5 mn Report No./ Homep 3sity : N-24-017

Batch No./ Homep cepif : N23394C Date/ Hata : 08/01/2024

Mtg. Date/ JTata supoGHHUITRA : 12/2023 Batch size/ O6’em maptii : 1000 L (188679 packs)
: 1000 1 (188679 ym.)

Exp. Date/ [Ipunarauit no : 12/2025 Date of receipt of samples  : 20/12/2023

Jlata otpumanns 3paskis
Name & address of Manufacturer: SENTISS PHARMA PVT. LTD,, india,
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
Hasea ta anpeca BupoGrnka: CEHTICC ®APMA [IBT. ITA., Ingis
Bimnmimk Kxepa Hixna, Texcin Haarapx, Jicrr. Conan, XimMauan Ipanews, 174 101, Ingis
Manufacturer License (form 28) / Bapobaiua Jlinensis (fopma 28) Ne: MB/06/470
Registration certificate / Peccrpauitine nocsizuenss: Ne UA/2905/01/01

RESULTS OF ANALYSIS
PesvinraTu aAHATi3Y

No. Tests Observations Standards (Limits) / Reference

Ne Tecrn Pesy/iLTaTu HopmyBauus

i Deseription/Omuc Complies Clear solution from colorless to light yellow.

Bianosigae IIpozopuit posuun Bim GesbapeHoro 5o chiTiO-
KOBTOI'Q KOJLODY.

2 Identification/ Complies A Correspondence of retention times for main peaks
InenTudikamis on the chromatogram of the test solution and the
(Diclofenac sodium) standard solution, obtained under Assay of
(HPLC) _ Diclofenac sodium, o |
(Benzalkonium chloride) Complies B Correspondence of retention times for main peaks
(HPLC) on the chromatogram of the test solution and the

standard solution, obtained under Assay of
Benzalkonium chloride.,

(Hatpio guknopenak)

Bignorigac A Ha Xxpomarorpami BHUNpPOGOBYBAHOMO DO3UM .
(BEPX) P rp p Y p Hy

ONePaHiAl MpH kinskicHOMY BMIHAYEHHI HATPIIO
TUKIOGEHAKY, HAC YTPUMYBAHHS OCHOBHOLO Mika
Ma€ BIAMOBINATH YaCYy YTPUMYBAHHSI OCHOBHOILO
IiKa HA XPOMATOIPaMi po3YHHY MOPIBHAHHS.

(bemsankouiro xmopun) Binnosinac B Ha xpomarorpami sunpo6osyeamnoro PO3YKHY,
(BEPX) OfEpPXaAHIA  npM  kinbkicHOMY  m3mavenm
OcH3alkoHiI0O  xjopmmy,  uac YTPUMYBAHHSA
OCHOBHOrO  mika ™Ma€  BigmoBigaTH qacy
YTPUMYBAaHHA OCHOBHOTO Ilika Ha Xpomarorpami
PO3YHHY HOPIBHSHHA.

3 Clarity/ Ilpozopicrs A The drug must withstand comparison with water P,
or have opalescence not exceeding the opalescence
of the reference suspension I

B Light transmission factor of the sample solution

should not be less than light transmission factor of
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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 : DICLO-F eye drops 0.1%

Hazea : Rukiro - @, xparuti ogni 0,1 %

1 ml solution contains: Diclofenac sodium - 1.0 mg

I M1 npenapaty MicTHTS: quKIoderak Harpito - 1,0 Mr

Dosage form: /JTikapebka popma: eye drops 0.1% / kpamni ouni 0.1%

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

Poamip Ta THR yniakoBKY: no 5 M1 B ¢rakori-KpanensHALI; no 1 $raxoHy-KpaneThHUL] B KAPTOHHIH mayir,
Manufacturer Country: India / Kpaina - Bupo6aux; [nmis

Pack size/ PasMip ynakosxu :Sml/5mn Report No./ Homep 3niTy : N-24-017

Batch No./ Homep cepift 1 N23394C Date/ Hata : 08/01/2024

Mfg. Date/ Jlara BupoOuunrsa 1 12/2023 Batch size/ O6’em maprii : 1000 L (188679 packs)
: 1000 0 (188679 yn.)

Exp. Date/ [TpupaTuuit 1o : 12/2025 Date of receipt of samples  :20/12/2023

[ata oTpuMaHHs 3paskis
Name & address of Manufacturer: SENTISS PHARMA PVT. LTD., India, -
Village Khera Nihla, Tehsil Nalagarh, Distt, Solan, Himacha] Pradesh, 174 101, India
Hassa 1a anpeca Bupo6uuka: CEHTICC GAPMA HBT. JITH., Isnis

Bismimox Kxepa Hixna, Texcin Hanarapx, dictr. Conan, XiMagar lpanem, 174 101, Iuaia
Manufacturer License (form 28) / Bupobuuya Jlinensis (dopma 28) Ne: MB/06/470
Registration certificate / PeecTpauiiine mocsipuenns: Ne UA/2905/01/01

RESULTS OF ANALYSIS
B PesynanTaTn ananizy
No. Tests Observations Standards (Limits) / Reference
No Tectn Pesynnraru HopmyBauus

the reference suspension I for 650 nm wavelength.

Bianopinae A IIpenapat noBuHEH BUTPUMYBATH LOPIBMSHHS 3
Bozo10 P abo maru onanecrienuito, sxa He nepesnmye
ONANECUSHUII cimandapmuol cycnensii I,

Biznosinae B 3wayenns xoediuicura CBITJIONPOITY CKAHH
PO3MHHY 3Da3Ky [OBHHHO GyTH He MEHUIe, Hix
3HAYEHHA koedinienra CBITNOMPOITYCKAHHS
_, | CTAHAAPTHOI cycired3ii I mpu 650 um.
4 Coloration / 3a6apBnenns Complies The preparation should not be more intensely colored
than reference solution BY;
Binnorinae Crynine 3a0apeieHHA npemapary He HOBHHHA
[ICPEBUNTYBATH €TANI0OH KONILOPOBOCTI BY s
5 | pH 1.7 7.0-8.5
pH 1,7 Bin 7,0 o 8,5.
6 | Related substances Below the limit detected | Diclofenac impurity A: not more than 0.5%.

(HPLC)
Below the limit detected | Any impurity: not more than 1,0%.

Below the limit detected | Sum of all impurities: not more than 1,5%.

Croponni zomimku
(BEPX)

tHwide Mexi BHABNeHHSR Huknoperaxy nomimea A - ue 6ibire 0,5%.

Hunxue mexi sussnenns | Byan-srof goMimu - e Outbie 1,0%.

Huxcie mexi puspnenns Cyma nomiurok - ne Giasie 1,5%.

Gountry
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) SENTISS PHARMA PVT. LTD.

SENTlSS Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India.
CERTIFICATE OF QUALITY
Cepradixar sxocri
[tem . DICLO-F eye drops 0.1%
Hasea . Huxno - @, kparuii ouni 0,1 %

I ml solution contains: Diclofenac sodium - 1.0 mg

1 M1 mpenapary micTrTs: muKTO(GErHaK Hatpio - 1,0 Mr

Dosage form: /Jlikapcrka dopma: eye drops 0.1% / kparuti o4Hi 0.1%

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

Poamip T2 Tun ynakorku: o 5 Mt B prakori-KpanensHuni; no | QuaKoHy-KpanenbHUUI B KAPTOHHII mauii.
Manufacturer Country: India / Kpaiua - Bupo6uuk; Innis

Pack size/ Pasmip ynaxoBku :5mi/ 5 mn Report No./ Homep 3Bity : N-24-017

Batch No./ Homep cepif : N23394C Date/ [lata : 08/01/2024

Mfg. Date/ ata enpobuunrsea : 12/2023 Batch size/ O6%em maptii : 1000 L (188679 packs)
- 1000 1 (188679 yn.)

Exp. Date/ [IpunaTuuit o 1272025 Date of receipt of samples  : 20/12/2023

Jlara oTpuMmanus 3paskis
Name & address of Manufacturer: SENTISS PHARMA PVT. LTD., India,
Village Khera Nihla, Tehsi] Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
Hasga ta anpeca BupoBuuxa: CEHTICC ®APMA IIBT. AT, luais
Binnimk Kxepa Hixna, Texcin Hanarapx, Jicrr. Conan, Xivmayan [Ipagem, 174 101, Ingis
Manufacturer License (form 28) / Bupobmyua Jinensia (popma 28) No: MB/06/470
Registration certificate / Peectpauifitie nocsiguents: No UA/2905/01/01

RESULTS OF ANALYSIS
PeiyantaTi anamizy
No. Tests Observations Standards (Limits) / Reference
Ne Tectn PesyasTaTy Hopmysauuna
7 Sterility Complies Should have no evidence of formation of microbial
growth.
CrepunsnicTn Binnosinae IIpenapar mae GyTu crepusbuumM,
8 | Particulate contamination Complies The drug must be virtually free of any visible particles. |
Mexaniuni Be/I0OYEHHSE Ilpenapar noBuHeH 6yTH npaKTHUHO BiNLHUE Bim
Binnoeinae OYIb-AKMX BHANMMUX YACTHHOK.
9 Extractable Volume 3.2 ml Not less than 5, 0 ml
006’em, 110 BUTAracTLECS 5,2 M He meuure 5,0 M.
10 | Assay/ Kinskiche
BHIHAYECHHA
Diclofenac sodium At the release :
(HPLC) 0.98 mg/ml 0.95 mg/mi ~ 1.05 mg/ml (95% - 105% of specified
(98 %) amount).

During shelf - life:
0.90 mg/ml — 1.10 mg/ml (90% - 110% of specified
amount).

At the release:
Benzalkonium chloride 0.103 n:.g/ml 0.090 mg/ml - 0.110 mg/ml1 (90% - 110% of
(HPLC) (103 %} specified amount).

During shelf - life:
| e
»
Harpito amicnodenax  f/9 o |

0.080 mg/ml - 0.120 mg/ml (80% - 120% of
specified amount).
(BEPX) (& ~/
Country :- Ukraine

Version No. :- 07

Ha Momenm eunycky:
Bix 0,95 mr/mn mo 1,05 mr/mn (95% - 105% ein

3aABJEHO]I KiJIbKOCTI ).
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¢ SENTISS PHARMA PVT. LTD.

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

CERTIFICATE OF OUALITY
Ceprudikar arocri
[tem : DICLO-F eye drops 0.1%

Ha3gna . dukio - @, kparni oyni 0,1 %

1 ml solution contains: Diclofenac sodium - 1.0 mg

1 M1 ipenapary MicTuTe: auKiodenak Hatpito - 1,0 Mr

Dosage form: /Jlixapceka dopma: eye drops 0.1% / kparuti o4Hi 0.1%

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

Po3MIp Ta TUH yNIaKOBKHU: 110 5 MJI B ¢akoHi-kpane sHUL]; 110 1 (hnakoHy-xpanensHULi B KApTOHHIN maul,
Manufacturer Country: India / Kpaika - BupoGuuxk; Inzis

Pack size/ Paamip ymaxopku :5ml/ 5 mn Report No./ Homep 3gity : N-24-017

Batch No./ Homep cepii : N23394C Date/ Nata : 08/01/2024

Mfg. Date/ Jlata BupoOHMLITES 1 12/2023 Batch size/ O6’em naptil : 1000 L (188679 packs)
: 1000 1 (188679 yn.)

Exp. Date/ Ilpunatsuii no : 1272025 Date of receipt of samples : 20/12/2023

Jarta oTpruMaHHs 3paskiB
Name & address of Manufacturer: SENTISS PHARMA PVT. LTD,, India,
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
Has3sa 1a anpeca BupoGunka: CEHTICC ®APMA IIBT. JATA., Ingis
Binmigx Kxepa Hixna, Texcin Hamarapx, [licrr. Conan, Ximauan Hpanem, 174 101, Iunis
Manufacturer License (form 28) / Bupobunua Jlinensia (gopma 28) Ne: MB/06/470
Registration certificate / Peecypauiiiine nocsimuenns: No UA/2905/01/01

RESULTS OF ANALYSIS
PeaynbraTn ananisy

No. Tests Observations Standards (Limits) / Reference
Ne TecTn PesyanTaTh HopmyBanun

Ha mepmin npuoamnocmi:
3asABACHOT KINBKOCTL).

Ha momenm sunycxy:

benzankoniw xsopua p L :
(BEPX) - (103 %) 3anBICHOT KiNbKocTi).

Ha mepmin npudamnocmi:

3aABACHOT KibKroCT).

Bix 0,90 mr/mn go 1,10 mr/mn (90% - 110% B1j

0,103 Mr/mn Bin 0,090 mr/mn 5o 0,110 mr/ma (90% - 110% six

Bix 0,080 mr/mn a0 0,120 mr/min (80% - 120% BLI

Conclusion:

Bucnopox:

Lum niareepmxyemo, o Buenasenena 1GoOpMAaLLL € AOCTOBIPHOIO i TOYHOFO.

Hata cepis npoaykuil 6yiia BUroTOBIeHA (BKIIIOUAIOYHU YIAKOBKY / MApKYBaHHA) Ta [IPOHIIIA KOHTPOID AKOCTI
Ha BUINCBKA3AHIN QUIAHUL B [IOBHIM BiZnoBigHOCTI 3 BUMOranu GMP, BcTaHOBIIEHUMH MiCUEBIM

PErYMOI0YHUM OPraHOM, & TAKOX BiXOOBIIHO J10 crienndikanii peecrpaniinol JAOKYMEHTALIl], 3aTBepIKEHOT

B YKpaiHi Ana gocnimxysanoro JIKApCEKOro 3aco6y. [IpoTokonu BHPOOHHULUTBA, YNAKOBKH Ta KOHTPOIIO AKOCTI
cepii nepesipeHi i BignosigaoTs BaMoram GMP.
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) SENTISS PHARMA PVT. LID.

SENTISS Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India.
CERTIFICATE OF QUALITY
Ceprudikar sixcocti
Item . DICLO-F eye drops 0.1%
Hazsga : Anxato - @, xpamii ouni 0,1 %

1 ml solution contains: Diclofenac sodium - 1.0 mg

| Mt mpemapary micTuts: guknodenak Harpio - 1,0 Mr

Dosage form: /Jlikapceka dopma: eye drops 0.1% / Kpamni o4ui 0.1%

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

Po3mip Ta THn ynakoBku: no 5 Mn B ¢aaxoHi-kpanensHULi; o | PriakoHy-KparienLHHIL B KAPTOHHIIH magii.
Manufacturer Country: India / Kpaiua - BUpoHHNK: Insin

Pack size/ Pasmip ynakosku »3ml/ 5 wmn Report No./ Homep 3Bity : N-24-017

Batch No./ Homep cepit : N23394C Date/ Jlata : 08/01/2024

Mfg. Date/ Jlata BupoGuuuTEa : 12/2023 Batch size/ O6’em naptii : 1000 L (188679 packs)
: 1000 (188679 yn.)

Exp. Date/ Ilpuparuuii no : 1272025 Date of receipt of samples  : 20/12/2023

Jlata oTpuMaHHs 3paskis
Name & address of Manufacturer: SENTISS PHARMA PVT. LTD., India,
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
Haspa Ta aapeca BupoGuuka: CEHTICC GAPMA [IBT. JITH., Ingis
Binnipx Kxepa Hixna, Texcis Hanarapx, [Ticrr. Conan, Ximayan Ipanems, 174 101, Tunia
Manufacturer License (form 28) / Brpo6uwma Jlinensis (popma 28) Ne: MB/06/470
Registration certificate / PeecTpauiline nocsimuenns: Ne UA/2905/01/01

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.
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Stgnature/ TTinmuc Signature/ ITignuc Sigﬁﬁiumf Hignwe
0T 0L JanrerY 0B1AN> 02
Date/lata Date/Hara Date/Jata

Pradeep Singh Pradeep Janga Ranjeet Singh
Ipanin Cinrx Hpagin Txanra Panpxuatr Ciarx
Executive Sr. Manager Deputy General Manager
Quality Control Quality Control Quality Assurance
Henonunrens Crapmnit menemxep 3aCTYNHHK reHepanbHOro
KonTpois kaveceTna KonTpoan skocri AMPpeKTopa
Prepared By Reviewed By 3ale3neuyenns aKocTi
Hpurorosun IlepeBipun Approved by

3aTBepaun
Date of Batch release/p @ JAMN392Y  Responsible for Batch release/
Hara BAycKy cepii Binnosinansuuit 3a sunyck cepii: /nixmic/

Ranjeet Singh
Panprur Ciurx
Deputy General Manager Quality Assurance
3acTyNHHK reHepanbLHOro AUpPeKTOopa

BIAITY 3a0e3neueHHs aKoCTi
Country :- Ukraine
Version No. :- 07
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