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e SENTISS PHARMA PVT. LTD.

B HRS Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
CERTIFICATE OF QUALITY
Cepradikar axocti
ltern : Cyclomed Eye drops 1 %.
Haapa : Huknomen, kpanni ouni 1%

I mi solution contains: Cyclopentolate hydrochloride -10.0 mg

1 MIT po3uMAY MICTHTD! UMKAOINCHTONATY TiApoxaopuay 10,0 mr

Dosage form; /Nikapceka dopma: eye drops 1% / kpanni oaui 1%

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

Posmip ta THR ynakosxu: 0o 5 My dhnakoni-KpanenbaULE; no 1 Prakony-xpanenbHUiE B KapTOHHIHA nawi.
Manufacturer Country: India / Kpaila - pupofnrk: Enais

! Pack size/ Poamip ynaxoskm 5 ml/S mn Report No./ Homep apity  N-22-315

' Batch No./ Homep cepii : N22212B Date/ Jata D 17/1172022

g Mfg. Date/ Jata spounursa : 1012022 Batch size/ O6’em naptiv @ 500L {96154 packs)
’ 1500 0 (96154 yn)

' Exp. Date/ [Tpupatuuii no 1 10/2024 Date of receipt of samples = 29/10/2022

Nara orpuMakng 3paskis
Name & address of Manufacturer:  SENTISS PHARMA PVT. LTD., India,
Village Khera Nihla, Tehsil Nalagarh, Dist. Solan, Himachal Pradesh, 174 101, India
Haspa Ta anpeca Bupobuuxa: CEHTICC ®APMA NMBT. JIT/L., [uais
Bianizk Kxepa Hixna, Texcin Hanarapx, Hictr, Conan, Xivavan [Tpagews, 174 101, lunis
Manufacturer License (form 28) / BupoSuuua flinewsia (hopma 28) No: MB/06/470
Registration certificate / Peectpauiiive nocsiguenns; No UA/2911/01/01

o RESULTS OF ANALYSIS
P Pesynbray ananizy
o P
- ‘J;no. :‘ests Gsanvations Standard}s{( Limits )/ Reference
| [ b ecTH Pesyanrath OpMyBaHHs
l Description/Onue Complies 1 Clear colorless solution.
(Visual)/(Bizyan,no) Bianoaizac TIposophit Ge3BapaHHA posuUH,
"2 | Identification/ - I
Iaenrudixauin
{Cyclopentolate Complies A The IR spectrum of the drug must match the [R
hydrochloride) spectrum of the standard,
iR-spectrophotometry
(Benzalkonjum chloride) Complies B The retention times of the main peaks of homologs
; (By HPLC) ol benzalkonium chloride in the chromatogram of
the test solution must coincide with the retention
times of the main peaks in the chromatogram of
the standard solution
| ! (umknonenronaty Binnosinae A |Y-cnexTp npenapaty noBuHer sinnosiary
P  [idpoxnopua) U-cnektpy craHzapry.
L ' {4 —~ meTon}
| B Ha xpomatorpami BHNpoBoBysaHoro posyuKy, Hac
| (Betzankonito Xnopua) Binmosinae YTPHMYBAHHA  OCHOBHHX  NiKiB  romoocria
i {Meton BEPX) OenlanKkoHiD xAopuly mae Bianosinaru Hacy
i YTPHMYBAHKS OCHOBHHX NiKie H& Xpomarorpami
i PO3HHHY NOPIBHSAHA.
Comtry - Lkraine
Version Ne - (6 Page 1 vl'4
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SENTISS PHARMA PVT. LTD.

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

[tem

Hazga

CERTIFICATE OF QUALITY
Ceprudikar aKocTi

: Cyclomed Eye drops 1 %.

: Uuwiomen, kpanai o4 1 %

[ ml solution contains: Cyclopentolate hydrochloride -10.0 mg
1 MA PO3YMHY MICTHTB: UMKNOREHTONATY rifpoxnopnay 10,0 Mr
Dosage form: /Jlikapcera dopsa: eye drops 1% / kpanni ouHi 1%

Size and type of pack: 5 ml in vial-dropper; 1 vial-dropper in unit carton.
Po3mMip Ta THA ynakoBkM: 10 5 MA y driakori-Kpanenbrmai; no | gnakory-kpanenkHKil B kapTOHHIR nayLi.
Manufacturer Country: India / Kpaina - eupoGupk: kaain

Pack size/ Po3mip ynakopku
Batch No./ Homep cepii
Mfg. Date/ Hata snpoGunursa

Exp. Date/ [puaarunit oo

Name & address of Manufacturer:

1S mi/5ma

: N22212B Date/ Jlata

: 1072022 Batch size/ O6'em naptii
102024 Date of receipt of samples

Report No./ Homep 3sity : N-22-315

S 171112022

: 300L (961 54 packs)
500 5 (96154 yu.)

: 2971042022

Hara oTprmanHa 3paskis

SENTISS PHARMA PVT. LTD., India,

Village Khera Nihia, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
Hassa Ta anpeca BupoGuuxa: CEHTICC ®APMA MIBT. AT, 1uzin

Binnime Kxepa Hixna, Texcin Hanarapx, [licrr. Conan, Ximagan [lpazew, 174 10, [Hais
Manufacturer License ([orm 28) / BupoGuuya Jliuewsia (¢opma 28) Ne; MB/06/470
Registration certificate / Peectpauifine nocsiguewHa: Ne UA/291 1/01/01

RESULTS OF ANALYSIS

Pely.antaTi ananisy

No. Tests Bisservations Standards ( Limits )/ Reference
Ne Tectn PexyanTaTth HopmyBpanHa
3 | Clarity The drug must withstand comparison with water R, ot
Complies have opalescence not exceeding the opalescence of the
reference I,
MpoiopicTe Binnoeinac llpenapar TOBHHEH BHTPHMYBATH TIODIBHAHKA 3
Boaoie P alo Math onaiecle i, AKA He NEPEBHILYE
onatecuesiiio etanoua .
4 | Coloration Complies The drug must be colorless or be not intensely colored
than the reference Bo
3abapeieHns Bixnosizae [lpenapar mae Oyty GezbapeHum abo 3abapereHHs
| mac 6yTH He IHTEHCHBHILIMM 32 eTarod Bs
5 | pH 4.4 3.0-5.3
pH 4.4 Bin 3,0 no 5,3.
& | Sterility Complies The drug must be sterile
CrepuasHicrs Biznosinae [Mpenapar NoBHHEH BYTH CTEPILIBHHMM.
7 | Particulate matter* Complies The drug must be clear of any visible particles
Mexariuni BKI0UenHA* Bianosigae [Tpenapar nosuden GyTv BigbHHM BiZ Gyub-9KMX
e MEgs ESRESseSNmSRLNTAAE rena RSN BHR“MHX qaCTH]‘OK'
8 | Extractable volume 52 ml Not less than 5.0 mli
06’em, W0 BHTACACTLCA 5.2 mn He menme 5,0 mn
9 | Assay/ Kinbkicue
BHIHAYEHHS
Cyclopentolate 10.0 mg/m| At the release: 9.5 mg/ml - 10.5 mg/ml
hydrochloride (100 %) {95% - 1035% of the labeled amount).
{HPLC) During shelf-life: 9.0 mg/ml - 11.0 mg/ml
(90% - 110% of the labeled amount).

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

CERTIFICATE QF QUALITY
Ceprudikar sxocri

ltem : Cyclomed Eye drops 1 %.
Hazpa : Hukaomen, kpamsi o4ui 1 %
I mt solution contains: Cyclopentolate hydrochloride -10.0 mg
I M po3vuRy MICTHTE: UKKAONEHFONATY Tiapoxnopuny 10,0 mr
Dosage form: /Jikapceka dopma: eye drops 1% / kparuti ouni 1%
Size and type of pack: 3 ml in vial-dropper; { vial-dropper in unit carton.
Poamip ra Tvo ynakonkk: no 5 ma y Gnaxoxi-spanensHuui; no | grakory-xpanensunl B kapTOHHIA navuk.
Manufacturer Country: India / Kpaina - eupoSuux: [naia

Pack size/ Poamip ynaxoeku 15 ml/5 mn Report No./ Homep saity :N-22-315

Batch No./ Homep cepii : N22212B Date/ Hara 111720622

Mfg. Date/ [fara BupoGuuurea 1 1072022 Batch size/ O6em naptii  : 500L (96154 packs)
1500 1 (96154 ymn.)

Exp. Date/ TTpupathuil 10 1 10/2024 Date of receipt of samples  : 29/10/2022

Jata oTpUMAHHA 3p23KiB
Name & address of Manufacturer; SENTISS PHARMA PVT. LTD., India,
Viilage Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
Hazipa Ta anpeca Bupobuuxa: CEHTICC ®APMA NBT. ATA., lnais
Binninw Kxepa Hixna, Texcin Hararapx, [icrt. Conan, Ximasan Npagew, 174 101, Ingis
Manufacturer License (form 28) / Bupo6buuua Jliuensia (bopma 28) Ne: MB/06/470
Registration certificate / Peccrpauiiine nocsinuenns: Ne UA/291 1/01/01

TS Tl T T T i e

o PesyawTatn ananisy
:;0' ;’:::i I Gliservatibs Standardls;( Limits ¥ Reference
' PetyanTirn LEMYBAN L
Benzalkonium chioride 0.103 mg/m} : Al the release; 0.090 mg/mi - 0.110 mg/ml
(HPLC) (103%) i (890% - 110% of the labeled amount).
: | During shelf-life: 0,085 mg/ml - 0.115 mg/mi
: ! (85% - 115% of the labeled amount),
Ll neneironay 10,0 mrimn J Ha mosenm eunycxy: Bin 9,5 mr/ mn a0 10,5 mre/ mn
riIpoXIpIA (160 %) (95% -105% ®in sansiieHol KinbKOCT),
{Metoa BEPX) Hu mepamin npudamuoecmi: sin 9,0 mr / Mn no
11,0 M/ mn
(90% - 110% 8in 3asBReHOT KitbKOCT).
bBenianKoHi XTORHA 0,103 mr/mn Ha momenm sunyexy: sin 0,090 wmrimn  no
(Meroa BEPX) {103 %) 0,110 mr/ma (90%-110% sin sassnenoi kinskocti).
Ha mepmin npudamnocmi: pin 0,085 wmr/mn ao
0,115 mo/vn (85% - [ 15% sin 3assnenod kinwrocri).
Conclusion:
BrcHOBOK!

lum niaTecpmxyemo, Wo putIeHaReAeHa iRPOPMALLIA € AOCTOBIPHOID | TOYHOKD.

Hlawa cepis npoaykuii 6yna BUroTOB/EHA (BXAIOHAIONH YNAKORKY / MAPKYBAHHA) T2 NPORLNA KOHTPONS AKOCT]
Ha BHUIEBKA3AHIR TigHLE 8 MORIIA BIAMOBIAHOCTI 3 BUMOramMn GMP, BCTAHOB.ICHEMH MiCLICBUM

PETYIIOIOYHM OPTAHOM, 2 TAKOK BIAIIOBINHO N0 eNeUHIKANIT peecTpatifnol nokyMenTadil, 3arbepameHol

8 YKpaiHi ANy 10CHiKyBaHOTo nikapekkore 3acofy. [poTokonH supoBHHUTea, YIAKOBKH T2 KONTPOO AKOCTI
cepii nepesipeni i Bianoginatwts Bumoram 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 contro! at the lacation specified abeve, in full compliance with the requirements of GMP,

cstablished 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 scries arc tested and meet the requirements of GMP,
Country - Ukraing
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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

Cepradixar skocti
Item : Cyclomed Eye drops 1 %.
Haspa : Unxnomen, kpamti oumi | %
] ml solution contains: Cyclopentolate hydrochloride -10.0 mg
| MJT pO3YHHY MICTHTb: LHKTOTIGHTONRATY TiApoxAopHAY 10,0 Mr
Dosage form: /Jlixapcska dopma: eye drops 1% / kpanni owui 19
Size and type of pack: 5 ml in vial-dropper; 1 vial-dropper in unit carton.
Po3Mip Ta THN yNakoBKH: 10 5 MY dnaxoHi-kpanesbHiL; no | draKoHy-KpanesbHULi B KapTOHHIN nauud.
Manufacturer Country: India / Kpaina - supoduuk: fuais

Pack size/ Poamip ynakosx« :5ml5 mn Report No./ Homep 3ity :N-22-315
Batch No./ Homep cepii 1 N22212B Date/ [lata S 12022
Mfg. Date/ Hata supoGuuurea 1 1072022 Baich size/ O0’em naprii  ; 500L (96154 packs)

1500 4 (96154 yn.)

Exp. Date/ TTpugataua zo : 1072024 Date of receipt of samples  : 29/10/2022
Hara oTpuMaHHz 3pazkie

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

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

Haaea ta aapeca Bupobunka: CEHTICC GAPMA TIBT. ITA., luais

Binniox Kxepa Hixna, Texcin Hanarapx, Hicrr. Conan, Ximauan Fipanew, 174 (01, lszis

Manufacturer License (form 28) / BupoGuunya Jliuensin (dopma 28) No: MB/06/470

Repgistration certificate / Peecrpauiiine noceizuenns: Ne UA/2911/01/01

i hoy £
o S P f Y
— Lt Wkl b
Signature/ [haruc Signatire’ Mignne Signature/ Thume
N D hniad . LINDY YD g Mg
te/flaTa Dawe/Hara Date/ Lara
Ravi Knmar Pradecp Janga Ashok Marathe
Pagi Kymap Mpapin Jxaura Awor MapaTtxe
Asst. Manager Sr. Manager Sr. Manager
Quality Control Quality Control Quality assurance
ACHCT. MEHeTWeED Crapmuii menegxep Crapmuii MeHeKep
Koutpone avocri Konrpoas axoeri 3adesnevennn aKocri
Prepared By Reviewed By Approved by
Miaroryeae fepesipun 3arsepaus
(€ NOV 2w
Date of Batch release/ Responsible for Batch release/

Jata ernycky cepii Bignosiganbuuii 3a sunyck cepii: /nianvc/

iy
Ashok Marathe ﬁw&ﬁ\" L VOV~

Awok Maparxe

Sr. Manager Quality Assurance
Crapuwinii meHesxep
3abe3nevenHs sKocti

Country - Ukraine
Version No. - D6
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IEPKABHA CJIYXKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
_ HAPKOTUKAMH
Y JHIIPONIETPOBCBHKIH OBJACTI

Juinpo, niz.Cobopua,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kog €JIPTIOY 37070665

BUCHOBOK
Npo AKiCTH BBE3eHOro B YKpaiHy JiKapcbKoro 3acoby
01.12.2023 ' _ Ne 61370/23/0411
IIUKJIOME]]

(HaiiMenyBaHH$ JlikapcbKoro 3acofy 3rilHO 3 peccTpauifiHiM MOCBIAYEHHAM)
kpamii ouni, 1 %, 10 5 mJ1 y 1akoHax-Kpane/ b HHIAX, [0 0AHOMY dJiakoHy y mauii

(dpopma BHMYCKY, AO3YBAHH, BH/l NIaKyBaHHA Aikapcuroro 3acoby)

Homep peectpauiittoro noceimuerna UA/2911/01/01 crpok aif peectpauifitoro noceiaseH s 01.01.2099

Cepis nikapcskoro 3acoby Ne N23160A KinbKicTh BBE3eHOTO JTiKapchkoro 3acoby 900
BupoGHuK CEHTICC ®APMA IIBTJIT/,, Innis
(HaliMeHyBaRHs BUpOGHUKa TiKapceKoro 3acoby, kpaida MOXOIRCHHEA)
BeeseHo B YkpaiHy ToBapucTBo 3 odMexenor Bignosinansnictio "BaJM", izenr. kon:
31816235

(naiiveHyBauns T2 kox 32 €JIPTIOY ropumnuHol ocobu aGo npissuule, iM'a, o GarekoBi diznunol
oco6u - miznpueMLs, i Micile IpOxKUBAHHA Td peecTpaLliiinuil HoMep 00iKOBOT KApTKH MIATHHKA
roaTkiB 260 cepin Ta HOMED TTAcnopTa)

Tpotokon BisyaasHoro xontpoo Bin 30.11.2023 Ne 07-01/3403/7.

3a pe3synbTaTaMH JEPABHOTO KOHTPOIO BCTAHOBIEHO, IO nixapcekuit 3aci6 BBE3CHO B YKpaiHy 3

JOTPHMAHHSM BUMOT 33KOHO/IABCTBA MO0 320¢3MeYeHHS AKOCTI JTiKapchKHX 3ac00iB.

B. 0. HagansHUKA JlepxkaBHOI cIyxOH 3
NikapchKuxX 3aco0iB Ta KOHTPOIIO 32
HApKOTHKaMH y J{HINPOTeTPOBCHKIM
obnacti

Mapist BPE3ILIBKA

(iminjamu Ta npizBHIIE}

: s
JOKY MEHT

Hikitiuesa Oxcana +38(066)345-41-71



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

Item : Cyclomed Eye drops 1 %.

Haana : Limkmomen, kpamri oqni 1 %

1 ml solution contains: Cyclopentolate hydrochloride -10.0 mg

1 Mn pOSYKEY MICTHTS: UMKNONCHTONATY rigpoxaopuAy 10,0 Mr

Dosage form: /Jlixapcuka dopua: eye drops 1% / epartti oqni 1%

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

Paosaip T8 THN YTIEXORKIC 10 5 M1 Y QrAKOHI-KpANS/GHM; N0 | naxowy-kpaneasHIN] B KRPTOHHINR nadL].
Manufacturer Country: India / Kpaius - supofuux: Ingin

Pack size/ Posuip ymixonxn :Smb/5 un Report No./ Honep 3sity : N-23-245
Batch No./ Homep cepil : N23160A Date/ Jara : 17/06/2023
Mfg. Date/ [lata supoSinmrree = 05/2023 Batch size/ O6em napril  : 300L (57692 packs)
- : 300 n (57692 yn,)
Exp. Date/ ITpuparemit no : 05/2025 Date of receipt of samples  : 31/05/2023
Jlama OTPHMREHN 3PAIKIB

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

Village Khera Nihla, Tehsil Nalagarh, Distt, Solan, Himachal Pradesh, 174 101, India
Hassa Ta aapeca BapoSuina: CEHTICC DAPMA TIBT. JITL,, Iugis

Binnime Kiepa Hixna, Texcin Hanarapx, Micrr. Conas, Ximauan IMpanem, 174 101, Iuaix
Manufacturer License (form 28) / BupoGumma Jlinensis (hopma 28) Ne: MB/06/470
Registration certificate / Pecctpauitiue noceimaennn: N UA/2911/01/01

Rl

Quality mlranee

Crapuinit Buxonaneus Crapmuit meseastep
Kourpane fxocri 3alesnevenns axocr
Ipuroroann

Date of Batch release/ \q '.SUNW Responsible for Batchige
Jara sumycky cepii Bianoeinanuawii 38 au

Ashok Marathe
Amox Maparxe -
Sr. Manager Quality Assurance
Crapumii Meseaxep
3abeaneueHus awocTi

Couniry :- Ukraine
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SENTISS PHARMA PVT. LTD.

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

Item : Cyclomed Eye drops 1 %.

Ha3sa : I{uxmomen, spanm oami 1 %

1mi solution contains; Cyclopentoiate hydrochloride -10.0 mg

1 Mn posanEy MicTHTS: HXNONEHTONATY riapoxnopery 10,0 mr

Dosage form: /Jixapcexa dopma: eye drops 1% / xpanni oxni 1%

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

Posmip 7a Tan ymaxoskw: no $ Ma y aaxosi-xpanensammi; mo 1 dnakoHy-xpanerbHRM B KAPTORHIH rmagm.
Manufacturer Comntry: India / Kpaifua - sapoSemx; Inain

Pack size/ Poauip ynaxoBKR : 5 ml/S ma Report No./ Homep a3aity : N-23.245
Batch No./ Homep cepil : N23160A Date/ Jlata : 17/06/2023
Mfg. Date/ Jata pupoGuEITEA : 05/2023 Batch size/ O6”em naprit  : 300L (57692 packs)
1300 2 (57692 yn)
Exp. Date/ [lpugatruft a0 : 05/2025 Date of receipt of samples  : 31/05/2023
Jara oTpumanng spyskin
Name & address of Manufacturer: SENTISS PHARMA PVT. LTD.,, India,
Village Khers Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
Hazsa 1a pjgpeca Bupobawka: CEHTICC ®APMA IIBT. JIT/., laais
Bimwdax Kxepa Hixna, Texcin Hanarapx, Hictr. Conas, Ximavan TIpanem, 174 101, Innis
Manufacthirer License (form 28) / Bapobuuda Jlivensin (opma 28) Ne: MB/06/470
Regpistration certificate / Peecrpauiline nocsigvennn: M UA/2911/01/01
RESULTS OF ANALYSIS
PesyinTatd auanby _ —
= m;u "~ Standaras (LG Reforence
PesynsTars ‘ HDW“"HH
- 0.100 mg/ml Al the release: 0090mghn1 0 IOmgIml
] o). (90% llll%ofthe Ibeled am _
(85% - 115% o'l’the labaled amount).
10,1 mr/mn | Ha momenm aunyexp: vin 9,5 ur / wn 10 10,5 M / wn
. (101 %) | (95% ~105% nin sassreHot KinbxoCTI). P
Ha mepmin npudamnocmi: vin 90 Mr / mn po | ¢
11,0 M/ Mt
(90% - 110% sin 3asencHOl KinbXOCTE). i
0,100 mr/mn Ha momenm ennycxy: sin 0,090 wmrhun o
(100 %) 0,110 mr/un (90%-110% pin 3ageneHof xinnxocri).
Ha mepmin damuocmd: Bip 0,085 mr/mn no
0,115 mrivm (83 - 115% Bia 3ansnenol xinsxoer).
! Conclusion
Bucaonox:

PETYNIIOIOUEM OPraHOM, 3 TAKOW Bianoeinxo no crienmpivardt pe Aemaritin
B Yxpaini oas pocrimxyraroro ikapeskoro aacoby. Miporoxony supob
cepil nepenipesi i pignosiamoTs BuMoram GMP.

Hereby confirmed, that the above information is true and accurate)
Iabeling) and has passed quality contro] at the location specified a
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Poamip T8 THI yORKOBKE; 110 § Mt ¥ duiaxoHi-KpaneasHHIL; 0o 1 gnaxoHy-KpaneabHAUI B KAPTOHHIHR naqui.
Manufacturer Country: India / Kpaina - supobamk: Innis

1.2 SENTISS PHARMA PVT. LTD.
1 | SENTISS Vlllage Khera Nlhla, Tehsﬂ Nalagnrh, D:stt. Solau, Htmachal Pradesh, 1‘?4 101, Indla
Item : Cyclomed Eyedrops i %.
i Hazea : H{axnosen, xpamni ouni 1 %
| 1 ml solution contains: Cyclopentolate hydrochioride -10.0 mg
1 un posauy wderwrs: unmcronierTonaty rinpoxnopuny 10,0 Mr
Dosage form: /Jlixapcexa dopma: eye drops 1% / xparni oani 1%
a Size and type of pack: 5 ml in vial-dropper; 1 vial-dropper in unit carton,

Pack size/ Poamip ynaxosxa 15 ml/5 Mn Report No./ Homep apity : N-23-245
Batch No./ Homep cepit : N23160A Date/ Ilata : 17/06/2023
Mfg. Date/ Jlara supobumarsa 1 05/2023 Batch size/ O6’ex naprif . = 300L (57692 packs)
: 300 n (57692 yn.)
Exp. Date/ lpupaTHnit oo : 0572025 Date of receipt of samp_l&l :31/05/2023
Jara oTpumanua apasxis

Name & address of Manuficturer: SENTISS PHARMA PVT, LTD., India,
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
Haana ta aspeca Bupobuuxa: CEHTICC ®APMA TIBT. JITX., Iuxis

Biznime Kxepa Hixna, Texcin Hanarapx, iert. Conan, Xistawas ITpaasus, 174 101, Iuaia
Manufacturer License (form 28) / Bapo6uea Jliueusin (dopaa 28) Ne: MB/06/470
R.eglsﬂ'atmn certificate / Peecrpamﬁne noceiguensy: Mo UAL2911/01/01

thsﬂm‘s mr ANAI,VQIq ——
PeaynTars annniny ]
e e (Eimiu)ll!?érénnce —

i No' 1 T“ . Observalions Ho
TR P . P“V""m" » e

- Cleur eoloﬂess solutlon.

ECyclopentolate : Complies - A The IR spectrum of the drug must match the IR
; h}‘d!bd'llﬂlﬂde) E spectrum of the standard. I; ;
1 IR-spectrophotometry

| B The retention times of the main peaks of homologs {;

- of benzalkonium chioride in the chromatogram of | |
the test solution must coincide with the retention | -
times of the main peaks in the chromatogram of |

L_ the standard solution
A [4Y-crextp npenaparty NoSHHEH BiAROBIRATH
IY-cnexTpy craHaapry.
I_ B Ha xpomarorpami srapofosyBaHoro posdrHy, Hac |
YTPHMYBAHHN  OCHOBHMX NiKiB  romonoris | ¢
GensankoRrilo xnopupy Mae BiAMORIAATH wacy
YTPUMYBAKHR OCHOBHHX [MIKiB HAa XPOMATOrpaMi ;
- _poymuwynopiewnsax.
Country :- Ukrine -
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1.2 SENTISS PHARMA PVT. LTD.
| 1 SENTISS - Village Khera Nihla, TehsllNa!agarh, Dlstt.Solan Hunachal?mdesh, 174 101 India

Item : Cyclomed Eye drops 1 %.

Hespa : Unxnomen, xpannt ogui 1 %

1 ml solution contains: Cyclopentolaie hydrochloride -10.0 mg

! 1 Mt POSHHHY MICTHTS: LMKAONSHTONRTY riapoxopuxy 10,0 Mr

§ Dosage form: /Jlixapcska gopma; eye drops 1% / kpansi owml 1%

Size and type of pack: 5 ml in vial-dropper; 1 vial-droppet in unit carton.
Pozmip Ta THD ynakosKe: 1o 5 Ma y duaxoHi-kpanensikui; no 1 ¢uiakoHy-kpaneasRani B kapToHuift navei. :
Meanufacturer Country: india / Kpafua - supobsau: Iunis g
Pack size/ PoimMip yiAKOBKK : S ml/S mn Report No./ Homep 3ity : N-23-245

Batch No./ Homsp cepil : N23160A Date/ Hlara : 17/06/2023

Mfyg. Date/ [fata aupoGunuTsa : 05/2023 Batch size/ O6’em mapril  : 300L (57692 packs)
Exp. Date/ Npupatnuit zo : 05/2025 Date of receipt of samples  : 31/05/2023

- ) Hara otpuManis 3pa3kin

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

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

Hassa ta anpeca BupoGuuxa: CEHTICC ®APMA IIBT. NITA,, Lugis

Bimnimx Kxepa Hixma, Texcin Hanarapx, Jicrr. Conan, Ximavan Hpagem, 174 101, Iuais

Munufacturer License (form 28) / Bupobuita Jlinensis (Gopma 28) Ne: MB/06/470

Registration certificatce / Peecrpaitiline nocaizuenus; Ne UA/2911/01/01

RESULTS OF ANALYSIS

‘Complies

1 Mposopicrs ! Bianorinae 'l'[pempar_ mmnea smpuuynm rmpismum 3 &
| ®onoic P abo maTH onarecnenuilo, AKA HE TEpoBMIYE |
N | e _omanectesifo erasioka . =

} Coloration Complies | The dmg must be colorless or be | 70t intensely colored | -

: thari the reference By i
3aGapencHus - Bianosinae | Tipenapar mae Gy GesGapeawm abo 3abaprnennx

el o _ o o} wmacByd ge inTencyRmimmm sa eraon Bs :
pH ’ 43 [3.0-55. 1
‘pH 4,3 Biz 3,0 z0 5, 5y -

: 3 s—t'e—;'*m&m T e Eomplies — '[hedmgmustbester’?le e .
5 | Crepmasnicrs ] Biznosiaae Ilpenapar nosuuen GyTH CTEPRALHAM. {3

7 | Particulate matter* | Comphies ;Thedrugmusthe clcar of any visle partices
| Mexamiani pxmoveBHa® | Binnosinae - 10T SyTM BITRHEM. BIX GyIE-MKAX

8 | Estractable volume | “5aml
g ] Of'eM, 110 BHTHTACTRCR ‘ 52mn

i {9} Assay/ Kinsxdeme |
' BMIHAYEHHE
:’I{P‘?{B'““"‘" (101 %) | (g

7 thanﬁ-ﬁ,ml” %o\
e wo\mmns
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