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JEP?KABHA CJIYKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMHA Y KHIBCBKIH OBJIACTI
mipos. Ceitmmuroi Hanii, 3, m.Kuie, 02099, ren/axc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APIIOV 37078774

BHCHOBOK |
PO AKICTH BBE3EHOr0 B YKpaiHy JiKapchKoro 3acody

14.03.2024 : Ne 10359/24/10

........................ IHKJIOME]J

(HEHMEH}?BGHH:I nmapcmum 3aco0y aripmo 3 pecczpaumnnm nocqueHHHM)
Kpamui ousi 1 %; no 5 ma y ¢uaxoni-xpaneasanni; mo 1 gpaakony y nauni

((opma BuRYCKY, I03YBAaHHS, BUA NAKYBAHHY JIEKAPCLKOTO 3acoby)

Homep peectpauiiisoro noceindenns UA/2911/01/01 ctpoxk aii peectpaniitnoro nocsinuenns 01.01.2099

Cepis nixapcskoro sacofy Ne N23349B Kinskicrs sresenoro nixapcrkoro 3aco6y 600
BupoSHuk. CEHTICC ®APMA IIBT. JIT/L., Tanisn
 (naliMenysaums BUpoOHHKE ikapceKoro 3acody, Kpaum nnxnmxemm)
Baeseno B Yipainy CniasHe yKpaiHCEK0-eCTOHCLKE HANPHEMCTBO Y (OpMi ToBapHCTBA
3 ofmesxenoro BignoBigaasuictio "' Onrima-®apm, JITH, inent. kox:
21642228

{(HaitMenyBauHA Ta Ko 32 €[PIIOY ropumuvnol ocobu abo npi3suine, im's, no 6aTekoBi diznunoi
ocobu ~ mignpremL, i MicHe HpoXUBAHHEA Ta peecTpalliitnuil HoMep 06miKOBOT KapTKH MiaTHHEKA
nojaTkin abo cepis Ta HOMEP HACIIOPTA)

IIporokon Bisyannuoro korrponro six 13.03.2024 Ne 0412/7.
Jlaboparopuuii ananis akocti aikapcsKoro 3acoby 3ailicHeHMIL:

Al "lenrpansra jaabGopaTtopis 3 aHamizy skocri JOKAPCHLKHX 3ac00iB i ‘MeANUHOT mpoayxuii''
(m.Knis,pyn.KynpsscekalOr) _ m.Kuis, syn. Kyapasceka 8B Kuirckka obnacts, ¢. Hosi IfetpiBui, By’

Irana ®panka, 19

(naliMeHyBaHHA Ta MicLie3HAXOMXKeHHA JabopaTopii, 1o nposena nabopatopruii aHANI3 AKOCTI)

'BHCHOBOK 1010 AKOCTI mKapcmoro 3aco0y, Bunanuit naboparopiero Bix 06.03.2024 No 0443
Pesyneratn naGoparopHoro aHamisy saxocTi nikapchKore 3acofy 3a NEpeRIPEHMMH  [TOKAZHHUKAME.
‘BIINOBIIAIOTH BIMOT'aM METOAIB KOHTPOIIIO SKOCT] (2HANITHYHO-HOPMATHBHOL AOKYMeNTail).

3a pesynmbTaTaMH. [Ep)KAaBHOIO KOHTPONIO BCTAHOBJIEHO, IO JiKapchKMil 3aci6G Beesexo B Ykpainy 3
AOTPHMAHHAM BUMOI 32aKOHOHABCTBA 100 32031 YeHHA AKOCTI JHKAPCEKHIX 3ac00iB.




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

CERTIFICATE OF QUALITY

Ceprudikar axocri
[tem = Cyclomed Eye drops 1 %.
Hassa r Hurnomen, kpanni ogni 1 %
I'ml solution cortains: Cyclopentolate hydrochloride -10.0 mg
1M po3dnHy MicTUTE: UHKAONCHTONATY Tifpoxaopuay 10,0 mr
Dosage form: /Jlixapcska dopma: eye drops 1% / kparwti-ouni 1%
Size and type of pack: 5 ml in vial-dropper; 1 vial-dropper in unit carton. )
Posmip ta TN ynakosku: 0o 5 M y ¢uakori-kpanesauLi; o 1 QIaKoHy-KpaNeibHMIl B KApTOHHIH nauri..
Manufacturer Country: India / Kpaiua - Bupo6uuk: Inmis

Pack size/ Poamip ynakopku : 5'ml/5 mn Report No./ Homep aBity : N-23-53(

Batch No./ Homep. cepii : N23349B Date/ Jlata +06/12/2023

Mifg. Date/ lata BupobHuLTEa : 1172023 Batch size/ O6’em maprii '+ 300L (57692 packs)
: 300 1 (57692 yn.)

Exp. Date/ ITpupatumii no 21172025 Date of receipt of samples - 18/11/2023

Hara oTpEMaHHsk 3paskin
‘Name & address of Manufacturer: SENTISS PHARMA PVT. LTD., India,
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
Haspa 1a. agpeca BupoGuuka; CEHTICC ®APMA TIBT, JITH,, lugis
Binninx Kxepa Hixna, Texcin Hanarapx, Jictr. Conaw; Ximauan pageti, 174 101, Ignis
Manufacturer License (form 28) / Bupo6uuua JTinensis (dopma 28) Ne: MB/06/470
Registration certificate / Peectpaiiiine mocsiguenns: Ne UA/2911/01/01

RESULTS OF ANALYSIS
PeayabTaTn anasisy
g:} TT:;;:I Observations Standardfs{ {(} ;:[l;l::l;};; feference
) Pesynuraru
I | Deseription/Onuc Complies Clear colorless solution.
(Visual)/(BisyansHo) Bianosizaé [Tposopwit 6e3Gappauit posumy.
2 Identification/
laenrndixanin
(Cyclopentolate Complies A The IR spectrum of the drug must match the IR
hydrochloride) spectrum of the standard.
IR-spectrophotometry: 1
| (Benzalkonium chloride) - Complies B The retention times of the main peaks of homologs
(By HPLC) of 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
(WMKJIOIeHTONMATY Binnosinae: A [U-crextp npenapaty noBHHEH BIiANOBIIATH
{ TIApOXJIOpHK) | IH-cnexTpy craHnapty.
(IY — meTon) | |
| B Ha xpomarorpami Bunpo6osysaHore posuuny, yac
(beH3ankoHi0 XAOpKa) Bianosinae | YTPUMYyBAHHMS  OCHOBHMX  MiKiB  roMOJONiEB
(Metog BEPX) OEH3aJIKOHIID. XJIOpUAY Mae Bianmosimartu yacy
| YTPHUMYBAHHS OCHOBHMX TMIKIB. HA XpOMAaTOrpami
oo T | DO3YMHY NOPIBHAHHA.

Country := Ukraine-
Version No. :- 06

SPL-QA-SOP-041-02-11
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P — SENTISS PHARMA PVT. LTD.
SENTISS Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India

CERTIFICATE OF QUALITY

Ceprudikar axocTi

Item .. Cyclomed Eye drops 1 %.

Haspa : luxnomen, xpanni ouni 1 %

1 ml solution contains: Cyclopentolate hydrochloride -10.0 mg
1 M po3uHHy MICTUTB: IMKIONEHTONATY rigpoxnopuay 10,0 mr
Dosage form: /Jlixapcrka dopma: eye drops 1% / xparwri-ouni 1%
Size and type of pack: 5 ml in vial-dropper; ! vial-dropper in unit ¢arton. )
Po3mip Ta Tun ynakopku: 1m0 5 a1 y guiakoHi-KpanensHuLi; 1o | hrraxoHy-KpanensHULl B KAPTOKHIH nauu.
Manufacturer Country: India / Kpaiua - Bupo6uux: Iupis

Pack s1ze/ Posmip ynakosxn
Batch No./ Homep cepii
Mfg. Date/ lara Bupofuniurea.

Exp. Date/ TlpumaTnuit no

Name & address of Manufacturer:

: Smi/Smn
: N23349B
:11/2023

1172025

Report No./ Homep 3Bity : N-23-530

Date/ Jlata 106/12/2023
Batch size/ O6’em naprii. : 300L (57692 packs)
300 1 (57692 yi.)

Date of receipt of samples  : 18/11/2023
Jata oTpuMaHHsA 3pa3kis

SENTISS PHARMA PVT. LTD., India,

Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
Hazpa 1a anpeca Bupobuuxa: CEHTICC GAPMA TIBT. JATA., Ingis

Biwnimx Kxepa Hixna, Texcin Hanarapx, Jicrt. Conan, Ximauan Hpagens, 174 101, Tugis
Manufacturer License (form 28) / Bupobuuya Jlinensin (dopma 28) Ne: MB/06/470
Registration certificate / Peectpauiitie nocsiguenns: Ne UA/2911/01/01

'CUunll}' - Ukraine
Yersion No. :- (6

SPL-QA-SOP-041-02-11

RESULTS OF ANALYSIS
PesyanTaTh ananisy
_;,ﬂ' ;‘I‘ests Observations Standards (_Limits.)/ Reference
N ecTrn PesysibTaTH Hopmysanus
3 | Clarity 1 The drug must withstand comparison with water R, or
Complies | have opalescence not exceeding the opalescence of the
reference I.
IIpoiopicTs Bignosipae Tlpemapar noBHHEH BUTPUMYBATH [IODIBHAHHA 3
BOACK ' 460 MaTH OMAICCIICHLIIO, AKA HC NCPCBULLYE
ONaNeCUeHIIK eTanoHa . ) | |
4 | Coloration Complies The drug must be colorless or be not intensely colored |
than the reference By
3abapesennn Bignosiaae IIperapar mae 6ytu Gesbapsunm abo 3abapenemms
Mae BYTH He IHTeHCHBHININM 3a eTanol By
5 | pH 4.4 3.0-5.5,
1 pH 4.4 Big 3,0 mo 5,5.
6 | Sterility Complies The drug must be sterile
CTepHIBLHICTD Bianosipae Hpenapar mosrHed 6yTH CTEPUILHUM.
7 | Particulate matter* Complies The drug must be clear of any visible particles
‘Mexaniuni BK0yeHun* Bignosixae Ilpenapar moemmen 6yTe BinbHEM Bim Oyab-skux
| | BUAMMUX YACTUHOK.
8 | Extractable volume 5.2 ml Not less than 5.0 ml
006’em, 10 BUTHTACTHCS 5,2 M1 He menine 5,0 M
9 | Assay/ KiiskicHe
BH3HAYCHHHA
Cyclopentolate At the release: 9.5 mg/ml - 10.5 mg/ml
hydrochloride (95% - 105% of the labeled amount).
(HPLC) During shelf-life: 9.0 mg/ml - 11.0 mg/m}

1 (90% - 110% of the labeled amount).

Page 2 of 4
Crop. 234




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

CERTIFICATE OF QUALITY
Ceprudixar sigocti

[tem + Cyclomed Eye drops 1 %.

‘Haspa  UmwioMen; xpanni ouni 1 %

1 ml solution contains: Cyclopentolate hydrochloride -10.0 mg

1 Mn po3yMHY MICTHTE: UHISTOTIEHTONATY rifpexaopuay 10,0 mr

Dosage form:: /Jlikapcoka dopma: eye drops 1% / xparum ouni 1%

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

Po3mip Ta TN ynakoBku: 1o 5 mn y ¢nakoHi-kpareasHui: mo | praxoHy-KparienpHuill 8 KapTOHHIA Tavil.
Manufacturer Country: India / Kpaiua - Bupo6ruk: Innis

Pack size/ Posmip ynakosxu : 5 ml/5 mn Report No./ Homep 3sity : N-23-530
Batch No./ Homep cepii ' N23349B Date/ lata +06/12/2023
Mfg. Date/ Jlata supoGHdITBA 2 11/2023 Batch size/ O6’em naptii- -+ 300L (57692 packs)

230071 (57692 y1.)

Exp. Date/ Tlpupatuuit go 11/2025 Date of receipt of samples  : 18/11/2023
) Hara oTpumanHs 3pasKis

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

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

Hasea ta aapeca Bupo6uuka: CEHTICC ®APMA IIBT. JT., Ingis

Butipsx Kxepa Hixna, Texcin Hanarapx, [ictt. Conan, Ximauan Ilpanein, 174 101, Tigis

Manufacturer License (form 28) / Bupo6ruuua Jlinensis (dopma 28) Ne: MB/06/470

Registration certificate / Peectpanitine nocsiguenns; Ne UA/2911/01/01

RESULTS OF ANALYSIS
PesyibraTin aHanisy
JI;J;. g:::{ Observations Sta ndard;l E, ;:I I;l ;:H):I !]:eference
) PezyinraTn
Benzalkonium chloride 0.100 mg/ml At the release: 0.090 mg/ml - 0.110 mg/ml
(IPLC) (100 %) (0% - 110% of the labeled amount).
During shelf-life: 0.085 mg/ml - 0.115 mg/mi
(85% - 115% of the labeled amount).
HsionenronaTy 10,0 mr/mn Ha momenm sunycky: Bin 9,5 Mr / mir 5o 10,5 mr/ min
rigpoxaopna (100 %) (95% -105% bin 2asBneno? kinpkocTi). |
(Metog BEPX) | Ha mepmin npudamuocmi: sig 9,0 mr / M A0
| 11,0 Mr/ M '
(90% - 110% pin 3asBreH0l KiITEKOCT).
bewsankoio XMohitg 0,100 Mr/mn Ha Mmomeum eunycxy: Bin 0,090 mr/Mn  go
1 (Meron BEPX) | (100 %) 0,110 mr/mn (90%-110% Bia 3aseneHol KinbkocTi).
i Ha mepmin npudamnocmi: sin 0,085 mr/ma 1o
Conclusion:
BucHoBok:
1lum miaTepikyemo, wo BHIeHABe ZeHA IHBOPMALLi £ AOCTORIPHOIO | TOUHOL. K
Hama cepis npoayxuil 6yna sUroTOBNeHA (BKTIOYAI0YH yUaKoBKY / MAPKYBaHHA) Ta UpOMIL Rl paasd

Hd BUUWIEBKA3aHIK QiNsHLI B NOBHiY BiAmOBiAHOCTI 3 BUMOTaMHK GMP, BCTAHOBREHNMH MiCUREEEEY
PEIYSIOH0YHM OpPraHoM, a TaKOX BIANOBIAHO [0 creundikaii peectpauiiitoy AOKYMeHTAL(T, Yk %

B YKpaiHl JUIA AOCTIKYBaHO IO Jlikapcekoro 3aco6y. [Tporokonu BHPOOHMIITBA, YIAKOBKH TANOR 1
cepii nepesipeni i sinnorinaoTs 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.control at the location specified above, in full compliance with the requiréments of GMP,
established by local regulatory authority and.in accordance with the specification registration document approved in Ukraine to
study medication. Minutes of production, packaging and quality control of the series are tested and meet the requirements of GMP.

Country :- Ukraine
Yersion No. :- 06

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
Cepradgikar aKocTi
Item i Cyclomed. Eyedrops 1 %.
Hazsna + Huxnomen, kpamsi ouni 1 %

I'ml solution contains: Cyclopentolate hydrochioride -10.0 mg

1 MIL pO3YMHY MICTHTE: LMKITONEHTOATY MiAPOXIopHay 10,0 Mr

Dosage form: /Jlikapceka dopwma: eye drops. 1% / xpami ouni 1%

Size and type of pack: 5 ml in vial-dropper; 1 vial-dropper in unil cariot.. | i |
PoaMip Ta THIl yTAKOBKH: 110 5.M)1 ¥ (IakOHI-Kpane sHuIi: mo 1 drakony-kpanenbHuii B KapTOHHIR Ay,
Manufacturer Country: India / Kpaina - supoSuux: Iugis

Pack size/ Posmip ynakoBku 5 ml/5 mn Report No./ Homep 3ity : N-23-530

‘Batch No./ Homep cepii © N23349B Date/ [Tata :06/12/2023

Mig. Date/ Jlata supobumuTBa +11/2023 Batch size/ O6’em naprii.  : 300L (57692 packs) |
2300 5 (57692 yn.) -_

‘Exp. Date/ Ipunarauii o 1 11/2025 Date of receipt of samples- : 18/11/2023 i

| Hara oTpHManHs 3pa3kis
‘Name & address of Manufacturer: SENTISS PHARMA PVT. LTD., India,
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
Hasea ta anpeca Bupobuuka: CEHTICC ®APMA TIBT. JITIL., Inzis
Binnigx Kxepa Hixna, Texcin Hamarapx, Jlictr. Conan, Ximavan [pagew, 174 101, Ixmis
Manufacturer License (form 28) / Bupo6auua Jinensia (hopma 28) Ne: MB/06/470
Registration certificate / Peectpariittne nocsiguenns: Ne UA/2911/01/01

e Y |

RN

Signature/ [Tianwuc Sigrmtﬁrm’ [Tianuc Signatﬁ}é.!. Hiﬁnuc | 'Lfl _
. - A8 L '
0L OELei 86 pecrord - odbess ._
Date/ Hlata Date/]lara ' o Date/[Tata | R mhﬁ
AW Q'a*ﬁd'"? b.’t’? fnL
Rav] Kumar Pradeep Janga Anurag Bhardwaj &' wjpano 2L
Pasi Kymap IIpaain /Ixxanra Anypar bxapasaii 3/ T
‘Manager Sr. Manager General Manager
Quality Control Quality Control Quality assurance
MEHeIKep ) Crapmni MeHepxep 'onosunit Mesiemxep
KonTpoas akocri Korrpons axocri 3abe3neueHHs AKOCTI
Prepared By Reviewed By Approved by
Higrorysas Jlepesipus 3aTBepauB
Date of Batch release/ 1 N EC 20512 Responsible for Batch release/
Hara surmycky cepii Bignosinansuuii 3a sunycx cepii: /rmisiicA -

'- AHnypar bxapasaii | oy
General Manager Quality assurance S+« MGW”S% @ﬁ
TonoBHUI MeHemKep |
3alezrneyeHHst AKOCTI

é,‘fAnuragBhardwaj &J\M Py ¥

Country :~ Ukraine :
Version No, ;- 06 H Pagedofd
if§ Crop. 414
SPL-QA-SQOP-041-02-11




