JEPXKABHA CJVYIKBA 3 JIIKAPCHKUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHKAMMH y m. KUEBI

npos. Haaii Ceitnuunof, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dis.gov.ua, Kox €EPTIQY 37079055

BHCHOBOK

npo AKICTL BBE3eHOro B YKRpainy jiikapcbKoro 3aco0y

21.07.2025 Ne 35925/25/26

IUKJIOKC®

(HaisenypaHis JHKapebKoro 3acofy 3riiHo 3 peccTpalifium MOCRITHEHHAM)
TaGJaeTiH, BKPUTI IAiBKOB010 06010HK0K0, 110 10 Mr; no 14 tadxerok y 6aicrepi, no 4
Gaicrepa v KapronHil ynakosui

(shopMa BHNYCKY, L03YBARHA, BUIL NAKYBAHHS AIKAPCHKOIO 32C00Y)

Homep peeerpaniitnoro rocsimsenns UA/19243/01/01 erpox aif peecrpauiiitioro nocsindenss 23.02.,2027

Cepis nikapebkoro sacoby Ne 1006374 KinbkicTs BBe3eHoro fikapehroro sacofy 6705
BupoSunk KYCYM XEJITXKEP INBT JITH, Ingis
(HaiMERYBAHEA BUPOBHITKA JKAPCHOro 3acoBY, Kpaina noxaAxKeitha)
Baeseno B Ypainy ToBapucTEO 3 0fMekenoro sBianosinamsuictio "Tueadapm JTI,
inenr. won: 20075891

(HaliMeHy Baing Ta koa 3a €APTIOY ropuaudrel ocobn abo npisnuuie, iM's, 10 Garrrosi
(isiol 0co6H ~ nipHeMus, 1T MICHC NIPOKHBAHNA Ta peecrpaniftuui HoMep o6aikoroi
KAPTKM NATHIKA NORATKIB 860 CEPisl Ta HOMCP NACNOPTA)

Mporokon sisyansioroe kowtpoumo six 16.06.2025 N 2079/01.10-25/1.
JaGopaTopuuii ananis sxocti Aikapebkore 3acofy 3aicHeH:

JITT "Lentpansna 5aGopaTopis 3 aHaiizy AKoCTi JiKapehKHX 3ac00iB 1 Me/H4HOT npoJty Kiii"
(M.Kuis, Byn. Kyupsscexa 10r m.Kuis, syn. Kynpsiscbka 8B Kuisceka obnacts, ¢. Hoei
Ietpisui, syi. Inana Opanxa, 19)

(RaHMCHYBAHNHS Ta MicUuE3HaX0KeHES nafoparopil, 1o npoRena naGoparopnuii anania aKocri)

BHCHOBOK OO AKOCT] AiKapebKoro 3acoBy, hianuii naGoparopieio sin 18.07.2025 Ne 1055
Pe3y/IsTaTH 1aGOPATOPHOTO aHalisy AKOCTi JiKapebkoro 3acoly 3a NepeBipeHUMH NoKaZHUKkamn BiAnoBiaaTL
BUMOaM METOMIB KOHTPONKO AKOCTI (aHARITHYHO-HOPMATUBHOT 0Ky MeHTaLl).

3a pesyibpTaraMH  JEpPKABHOI0 KOHTPOMO BCTAHOBICHO, O Alkapebicuit 3aciG  seeseno B Ykpalky 3
AOTPHMAHHSAM BUMOT 3aKOHOABCTHA 100 3a0e3M1CH SHHS Arocti 1 pﬂpcum-ﬂx 3ac06is,
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Kusum Healthcare Prt [td.

Plot No. M-3, Indore Special Economic Zone, Phase-11, Pithampur, Distt. Dhar, Madhya Pradesh-454774 (India),

Ph.: 07292-258300, Email: info@Kusum.com, Website: www.kusumhealthcare.com

Jtiapenruii 4acif: HKIAOKCH

Medicinal product: CIKLOX®
Jitorra pewonnna:

Active ingredient:
Peecrpangiine rocsipaenns

Registration Certiticate:
Jlinenain na pupobunurso Ne:
Ceprudivar GMP Ne:
Bupobmc:

Appeca nipo@uina:

Manutactured by:

Address of mapufacturer:

Cepisi: Ne 1006374
Baitch:No. 1006374

Posmip cepii: 6705
Batch Size: 6705

CIN No.: U65929DL1997PTC085780

CEPTUPIKAT JIKOCTI
CERTIFICATE OF QUALITY

AR, Ne 1210FP25000263
Hara Date :09.05.2025

(Tabaericn, BRPIFT BKOBOIO 05001KR010, N0 10 M5, 1O 14 radaeror y Guicrepis no 4

Gaicrepa y kapronuiii yimnonni)

(film coated tablets 16 mg, 14 tablets are in a blister; 4 blisters is in a carton package)

Eenrrasonpam 10 ye
Eseitalopram 10 mg

Ne UA/19243/01/01 pin 23.02.2022; repmin aif pecerpauiitnoro wocninvenusn: 23.02,2027

poxy

Ne UA/19243/01/01 from 23.02:2022; Registration Certificate valid till: 23.02.2027

25/61/2018
135/2024/GMP
Kyeys Xearseep Tnr Jiva, Inais

1ot Ne M-3, Listop Cnemen Ixonomix 3oyn, @ eiis-11, Miramuyyp, Mier, Jdxap, Maaxnn

Mpajews, Tlin 454774, Inpis
Kusum Healtheare Pyt Litd, India

Plot No. M-3, Indore $pecial Economic Zone, Phase-I1, Pithampur, Distt. Dhar, Madhya

Pradesh, Pin 454774, India

Jara pur.: 04/2025
D/M: 04/2025

Jiitcnnii po: 03/2028
Expiry date: 03/2028

Appearance of brownish red color

Ne Haszsa nmokasuura Bumory PesynnraTn audanizis
Name Index Requirements Result of analyses
1 | Onne Opanviti, Asoonyxai tabnerkn, 6inoro ado smaibke Gin0ro KOALOPY. Binnosigac
BRPHTE NAIBKOBOIO 0BOAONICOI, 3 HIHEIO POTNOMY 3 OIHOTO Boky Ta
raadxi 3 inmoro oxy.
Description While to off white color, oval shape, film coated tablet, breakline on Complics
one side and plain other side,
2 | lnewrndikanis
Ecusrraaonpas Yac  yrpumyBasss  OCHOBHOrO  niky  Ha xpoamarorpasi | Bianosinae
AOCHUKYBAHOIO POIUMIY BIANOBIAE Macy YTPHMYBAITNS OCHOBHOIO
iKY HQ XPOMATOIPAMI  CTAHARPTHOrO DOUMHY, OTPIMAION0 8
YMOBAX KEILRICHOTO BI3RAUCHD,
Ecunranonpam Bianosinac
OCHORNUI NIK 1A CHCKTPT NOFAMHABN AOCIHIARYBAHOIO POITIIY T4
CTAAAPTIION0 POZUNBY, MUAIOTH CIBHRLETH.
Turany piokena Bianoninae
3aGapBnci s KOPIUREBO-YCPEOHOID KOIBLOPY.
Identification
Escitalopram Complics
The retention time of the major peak of the Sample solution
carresponds Lo that ol the Standard solution, as obtained in the Assay.
Escitalopram Complics
The UV spectum of the major peak of the Sample solution
corresponds to that of the Standard solution.
Titaninm dioxide £ Complics

3 i Cepeanst maca

Average Weight

128.75 a2 5.0 % (12231 air - 135,09 1)

P28.75 mus 5.0% (12231 me - 135,19 mg)

130,64 air

130.64 mg.

RipQanonisiaoiuot-iRegd. Off.: D-158A, Okhla Indl. Area, Phase-1, New Delhi-110020 (India)

Ph. +91-11-41005147, 40514919, 41010571, 40527575

Py mut. N 0765,

OOl 76
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Plot No. M-3, Indore Special Economic Zone, Phase-1II, Pithampur, Distt. Dhar, Madhya Pradesh-454774 (India),
Ph.: 07292-258300, Email: info@Kusum.com, Website: www . kusumhealthcare.com

CIN No.: U65929DL1997PTC085780

AR, No 1210FKP25000263

Ne Hassa nokazHika
Name Index

Bumoru
Requirements

PesysauTarn auanisin
Result of analyses

4 | Ompnopinnicrs
A030BAHNX OANNHUL

Uniformity of Dosage
Units

AVELL, e L1=15.0

AV<SLE, where L1=15.0

Binoosinac

Complies

5 | Posznagans

Disintegration

He Sinbine 30 xsuann

Not more than 30 minutes

01 xBunu 45 cex

01 minutes 45 sec.

6 | Posuumennn

He merwe 85,0 % (Q) sig 3assaenoro sMicry aa 15 xsumu

101 % - 104%

Related Substance

Ilranonpam nonmiwxa C: we Ginsie 0,5 %;

Linranonpam nositka B ne Ginsme 0,2 %

Byas-ska inuisigyansua gosiwga ado peeneumdinnil npoaysT
posnananun: e Hinse 0.2 %;

Cyma gomiwox: ne Ginve 2,0 %

Citalopram related compound A NMT 0.30 %

Citalopram related compound 8 NMT 0.50 %

Citalopram related compound CNMT 0.50 %

Citalopram related compound ENMT 0.20 %

Any ather individual or unspecificd degradation product NMT
0.20 %

Total impuritics NMT 2.0 %

Dissolution Not less than 85,0 % (Q) Jabel claim in 15 minutes 101 % - 104%
7 | Kinbkicue 95,0 % - 105,0 % Bia 301BACHOTO BMICTY 101.14 %
sH3HAMEH NS 9,5 - 10,5 mi/rabnertry 10211 mr/radaerky
95.0% to 105.0% label claim 101.14 %
Assay 9.8 mg/tablet - 10.5 my/tablet 10.] 1 mg/tablet
8 | Cynpouigui Luranonpas nomiwia A: ne Sinpue 0,3 %; He oGnapyixeno
AOMILEH Llnragonpan gomituka B3: ne Giasise 0,5 %; He obuapynceno

Hinkue Mexi BH3HAUCHHN
He oGuapyrerto
Hipkue MKl BUIHAUCHHS

He oGHapyieHo

Not Detected
Not Detected
Below Disregard Limit
Not Detecled
Below Disregard Limit

Not Deltected

9 | Mikpoioaoriuia
wuerora®

Microbiological
Purity*

# Kowrpont MIKPOBIOAQrTHHOT HIICTOTH NIPOBOASTY

BaranbHa kinpkicts acpoSuux  Mixpooprapizmin (TAMC): ue
Binkure 107 KYO:

Jaraibiia Kiabkicts ApiAsxosux Ta naicencsux rpudis (TYMC):
e Ginsue 10° KYOi:

Bincyvuicrs Eschevichia coli v |rnpeuapary.

Total Aerobic Microbial Count (TAMC): Not more than [0
CTuifg:

Total Combined Yeasts/Moulds Count (TYMC): Not more thun
107 CFUy;

Escheric

sentper Ly

e sHKosycthes

Nat Applicable

W epWiN 3 cepill, noTiv Aas koot 10 cepii ado eann pit i piK.

* Microbial purity will be performed on first 3 commercial baches therealter al every 10™ batch or once in o year.

BHCHOBOK:
CONCLUSION:

Cepia No 1006374 sinnosizac suaioran MKSPTT Ne UA/19243/01/01
Batch Me 1006374 complics with the requirements of MQC RC Ne UAA 024301701

Regd. Off.: D-158A, Okhla Indl. Area, Phase-], New Delhi-110020 (India)

K3 P ADOBES AU 1004

Ph. +91-11-41005147, 40514919, 41010571, 40527575
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fsum Healthcare Prt (td.

Plot No. M-3, Indore Special Economic Zone, Phase-II, Pithampur, Distt. Dhar, Madhya Prades

4774 (India),
Ph.: 07292-258300, Email: info@Kusum.com, Website: www kusumhealthcare.com
CIN No.: U65929D1.1997PTC085780

AR, Ne 1210FP25000263

AMAII3 BUKOHAB " (;1 JATA Q9o

o

(ANALYSED BY) 7 (DATE)

Komentapl: Hemae
Comments: no

3asra npo ceprupixanio: «ilicany g 3acBianyo, o HaBeneHa BHINE indopmanin ¢ poctosipnoio i Tounolo, s
cepist Bpoayuil Gyua BHIOTOBSICHA (BIAIOMAIOUN YIAKOBKY / MADKYBANNS) | NPOBLACHO KOHTPOIL 1f stoceTi na
BHULE3rAAAHOMY HigupuemcTsi B noBniil Bianosianocri 3 sHMoramit, 3a3navennmy s gnnuiii nacranosi GMP,
saTsepipkenii Minicrepersom oxopoun sgopop's Yipaiuy, i 3 BHMOTamMH  peectpauiifnoro foche Kpati
npranavenns, TIporokosn BupoGuuuTna, ynakoskH Ta anaaizin Gyan  nepernsuyvi i seraposheno WX
pignopignicT, sBumoram GMPy»,

Certification statement: «On this 1 certify that the above-mentioned information is true and accuvate. This product
batch was produced (including paclkaging / labeling) and conducted for its quality control at the above-mentioned
manufacturer according to specified in the current GMP guidefines, approved by the Ministry of Health of
Ukraine, and with the requirements of the registration dossier of the destination country. Records of
manufacturing, packaging and analysis were reviewed and determined for their compliance with the GMP
requirements».

KCPIBHUK PPYIIH KOUTPOII JKOCT] ViosropiieHa  ocola, w0 3aficuioe

Quality control group manager ceprigikauio cepii

Qualificd Person certifying the batch.

Ia'n ra npizsnie 0\ - : In'st T2 IPISBHILE
: N O -g\‘(-\‘«'& \GE ey "
(Name) - (Name)
[Tiarme Iianue
(Signature) ) (Signature)
\
Jara niznpcam o Hara nianucari
/ ()l')‘
{ate of signature) (Date ol signature)

Regd. Off.: D-1584, Okhla Indl. Area, Phase-1, New Delhi-110020 (India)

R AL S ADBRO | E-00: Ph. +91-11-41005147, 40514919, 41010571, 40527575 Pilgﬂ Jof3
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AEFATABHA CAYKEA 3 JEAPCLHIHX 3ACOEIR
TA KOHTPOUTHD 3A HAPKOTHRKAMHA y v KHETLT
agon. Hagi Carnaannst, 5, 20, an, (1794 ] JQE.2R-HS
B-mabl: dls kyividbe pov s, Zog PO 3700055

BIHCIIOTON
MPe ARICTER RECIEHOTO B Y EPATHY ika periearo 3acody
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