AEPHABHA CAYIKEBA 3 JIKAPCLEKWYX 3ACOEBIB
TA KOHTPOJIO 3A HAPKOTHEAMU y ., KHEBI
By, Bepeausciscuka, 29, Kuis, 02098, ren. (044) 295-26-85 ven. (0443 2095.25-82
E-mail: dis.kyiv@dls.gov.ua, Kox €JIPTIOV 37079055

BHCHOBOK

npo AKicTs BBE3eHOro B Yrpainy aikapebkoro 3ac00y

13.04.2023 @ 17872/23/26

KJIODPAHLA

(nafiMelyBummn alkapoukore sweody arimiw PECCTPRIGHHHM NOChipRIIaN)
TabieTu, BRPUTI IiiBroBO10 VBuNONKO0, 110 25 M, no 10 Tabaeror y etpuni, no S erpuuin v
wapronniil ynaropui

{Bops BiEyCRY, JOIYRINIL. SRA HARYBANHS HiAPCLEOrD 1000y

Hosep pecerpauifinoro nocsinuenun UA/4869/01/01 cwpox nif peecrpauiiioro nocsinueniy HeoGMetceni
Cepin nixapeuxoro sacoby Ne SKZ1166 Kinvicrs ssesenoro aixapeskoro sacoby 7835

BupoGuix Cait Dapmacsiorrkan lacrpis Jva, Inais

(oaiistenypani sHpOTHIRAIRIPELROrO JHeo0Y, KTt N0XGLECHIN )]

Bseseno u Yepatiuy Tonapuerse 3 ofmexeno pignonizansnicrio "Pandarci
Dapmaceiorinaie Yepalua®, v, vog: 382635984

(uudivenysauns T2 woi 38 CUAPHIOY sopuuirniol ocoby a6y i, s, no Satkoni Gisndoi
aeolH - nianpuosi, 7 sicue npomuasing peecTpatifinii vonep oBaionol KapTIOH TG
G Rin a80 cepis ta nomep tacnopri)

Hlaboparopiudt ananis sxkocti aikapenkoro 3acoSy saificieii:

Heprkasna nayxoso-gociigua nabopatopis 3 KOHTPOMNO SK0CTI Aikapeskux 3acobis Jepkaniol
yeraHoBn "IHETHTY T rpoManchroro 3aoposs iv. O.M. Mapseesa HAMH Yxpaiun” (nuKuis,
syaTlonynpenxa 50)

(rafissesty soiis T SHCULMIIXOIHEHI sabopicropil o nporena saSopatopiai snuwiiy HROCT)

Brcnonok wono sxocti fikapeskoro sacoly, siumanuil mboparopicio niz 13.04.2023 No 728
Peaynvriry naboparoprioro ananisy skoeti JiKAperKoro 20c08y 3a NepeaipeHMe NokasHKaMs BIANORIANIOTS
BHMOTAM MCTOMIB KOHTPOMO AKOCTE {a1ULITHMHO-HOPMATIBHOT 20Ky MEHTALT),

33 pesyALTATAMH  ABPKGBUOTO  KOWTPOMO  BCTAHOWASHO, WO aikapenkuit el seesedo  w Yrpainy 9
,zm'rfmmmmszm BUMOE 3gKRoHoLasCTae wono sabeaneweinm axoci nikapeskix mcobis,

Mukona XOJTOAEHKO
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Kpatua imnoprep :

YKPAIHA / Imparting Country : UKRAINE

Sun Pharmaceutical Industries Lid

Strvey No, 214, Plot No. 20, Govt. Indl. Areg,
| Phase 1, Piparia, Silvass 396 230

L { (U of Dadra & Nagar Haveli), India

Kowrpons arocri/ Qurality Control

Cepruginar anaaiza / Certificate of Analysis

Puge [ of 3

j Hadtsenysanus HpoRAyIHiy' |
| oBonowkom, mo 25 Mr
Froduct : CLOFRANIL, film-coated tablets 25 me

KAOGPAHIA, rabieTis, sipiti nniekooto

Hara supobusiurea /
Mg Date 1042022

Strength ; | tablets sontain Clomi pramine hydrochloride 23 m 5

Civa it : | mabnerxa micuie knosinpasiny rifposnopugy 25 wr

Hpvanrauit go /
Exp. Date 1 09/2026

Posstlp 1 tan yrawoswn :

in Ukrainian and English

mo 10 TaBerok v crpuni, no § TpsAis v
KapTowHilt ynakosul 3 sapky satusu YEDATHCEKO10 T2 a6riHCs KOIO MoBaMY
Packaging size and type : (0 tablets in sirlp, 5 strips in a carton with marking

Hava susycrn vepit/
Release date 1 05.-Nov-2022

Cepist No / Batch No. 1 SK71166

A, N /AR No, : T/1189797

Posmip cepii/ Bateh size : 8000 ¥IBROBOK / packs

Kpaita supodiung ; Ingia
Country-mauufecturer ; India

Bupofume ; Can haphaseorucur | saaerpis Jiva,

=396 230 VT, taspa i Harap Xapent, tugin.
Manufacturer : Sun Pharmaceutical Indusiries Ltd,

396 230, LT of Dadra & Nagar Haveli, india

Cypreit No214, Hinnria No 20, 2t s, Epin, ®aza I, 1T aapia, Cimspacca

Survey Ne. 214, Plot No. 20, Govt. Indl. Area, Phase i, Piparia, Silvassa —

Bupobia siveusia /
Manufacturing leense s NHAG

Peeerpauiiiue noesinvenny N/
Registration eertificnte No. UA/4860/01/01

Cepragrirar GMP/ GMP cerd, -
DE2/2022/GMmp

gf ﬂmcnsurx;;;x:;zmc vl Peaysprara / Results Crrmdiinnutin £ Specifications
Lo Onuc/ Kpyel  rabnerias,  sipuTi Kpyeni rabrersw,  sepirti | nnisxonoro oGonouxom,
Deseription HAIRECB0D OGOAORKOIO, | CHEBOTD KOAB0DY 3 iHieo posnoMy 3 oamiel CTOPOHY Ta
CHHEQRO - KOALOpY 3 aiMieio | maaki 3 ol cropo / Round, blue, film coated tablets
postoMy 3 ofmiel cropown Ta having a break ling on one side and plain on the other side,
rRanki 3 inwol eropons / Round,
blue, Bim coated tablets having a
break line on one side and plain
{ on the other side,
2. {renrudixauin/ '
Identification
Knosinpasiny
cinposaopuny/
Clomipramine
hydrochioride: ‘ ‘
2.1y Mecnerrp § Binnesizae/ H-cnestp senuky upenapary nosunen sianoniaTis
By LR, Meats the requirements CHERIpY pOloNOro CTAHAAPTHOMD 3patca RROMINpamMiny
riapoxnopray / The (R absorption spectrum of residue is
concordant with the [R absorption spectrum obtained
from Clomipransine Hydrochloride WS,
2.2} Y@-cuerrp / Bisnosinas / YO-CHERTD HOIMMHHARIE POSHHHY npesapaty 8 Alanasout
Light absorption Mests the requirements 8z 230 no 350 wm OB MaTH Maz(c:,nmg,@ fipt 252 st
- i nneve apu 270 wa / The light absorption, in the range of
230 nm and 350 nim, of the final solution obitained in assay
exhibits a maxima only at about 252 am and-a shoulder at
270 wun.
2.3y Peaxiin ua Bigmosiaae / YT8OPIOeTLER 6%5;5}1“: 'rt;opm«fac*nm oo/
opHa loun 7 Meets the reguirements White precipitate is produced.
Reaction of Chioride . i
2.4 Mamasronii Biangsixae/ Meeis the Cuerrp noruHay ,zmcmmxynarm{fmm CTRHARPTHOTO
cuniit/ Brifllant blue | requirements possity & mlanasoni eix 400 g0 800 wne noswuen mari
' MAKCHMYM NOPWHANHA fpit 0uiA 1 Till we gopsmuni
xeuni / Samiple solution shows same absorption maxima
as standard solution in the range of 400 to 800nn1,
2.5) Twrany gokena | Bianosinge / Meets the 3abapsieann posuuny y so; aip / The sample
{ Titanium dioxide requiréments solution turns vellow. ; s e
3. | Posmagasds / 07 Nawtmw / Minutes. He Glnswe 30 xmwmﬁj’m},mm}han 36.minvtes.
Disintegration Tinme ot i




Kpaiua imnoprep : YR’f’AYHAHmmrﬁng Country : UKRAINE
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Sun Pharmaceutical Industries Lid

Survey No. 214, Plat No. 20, Govi. 1ndl. Area,
Phase 11, Piparia, Silvassa ~ 396 230

{LLT. of Dadra & Nagar Haveli), India

Kewrposm, sicooyi / Quality Contro! |

Ceprudsicar ananxiza / Certificare of Analysis

Page 2 of 3

Haitmenysauns fpox
ofosnoniom, 1o 25 M
Product : CLOFRANIL, film-conted tablets 23 g

yruii r KIOOPAHLL, tadnerin, BrouTl roiskoRo

Hava supotinncrns /
Mig. Date £ 1072022

Cuaa i 1 | Tadnerea sicrurs wroMinpastidy riapoxnopray 38 mr

Strenpth | tablets contain Clomipramine hydrochlorids 25 nmg

Opsnarmnit go /
Exp. Date 2 0972026

and type 2 10 tabléts in strip, § strips ina e

Poustip 4 it yoakorey : no 10 TalHetoK y erpuni, mo 3
Kaprounild yiakosui 3 MAPKYBAHHAM YEpaTHCHKIO T2
Packaging size
inn Ukrainian and English

AHIHHCHRO MOBAMH
rton with marking

eTpunis y | flata sunyeka cepit /

Release date » 05-Nov-2022

Cepist

No/ Bateh Na,

+ BKZ1166

AD. Ne /AR No.: T/1189722

Passip cepit / Batch size : $000 ynawosos / pachs
¥ 14

Kpatus supobun : funin
Countev-manubacturer ¢ [ndia

Bupoatue « Can hapsaceiormas | uaacrpis g,
Cypoeft Ms214, Hinanxa Me 20, Cast (. Epia, baza
=396.230 Y.T. Hanpa | Harap Xasent, hiin,
Manufactarer : Sun Pharmaceatical Indusiries Lid,
Survey No. 214, Plot No. 20, Govt, indl. Area, Phase i,
396 230, U.T. of Dadra & Nagar Haveli, India

i, Minapia, Cinesacca

Piparia, Sifvassa —~

BupoGuaa miuensis /
Manufacturing license « NEZ26

Pecerpauifivre nocsinuenig No /
Registration certificate No. UA/4869/0 /01

Cepradivar CMP/ CMP cert,
0062/2022/GA1p

‘gf’ Hm{am}{g‘;};&ﬁmmﬁ Pesyanrati / Resulis Crrenudieauin / Specifications
4, | Cepenus Maca | 1448 mr/mg 145.2 mr % 5% (8ia 137.9 wr 20 152.5 M) / Standard wi.
rabnerxu / ¢ 185.2mg % 5% L.e between 137.9 mg and 132,35 mg.
Average weight
5 Cpropiasicrs macy | M Iibiyst / Minimum =226 % | He Binsmie 3o 1 30 TEGACTOR MOUKYTH MATH BIIXIACHIT
rafnerox/ Waight | Makansys / Maximum 12,232 % 8l cepeansol Macn BULLe WK Ha + 7.5% 1a
Varlation of tablets HORNE 3 HIX HE MOBRHNE MOTH BLAXHITCHIS aix cepenisol
macy Ginsoie aby ua s 13%. 7
Notmaore than 2 units of 20 the individual weights deviate
from the average waight by more than = 7.5% and none
unit deviates by more than + 15%.
6. | Powmteenus / Minivys / Minimum  © 96% | He  meiiie BO%(Q) i saneaemOl  KimbkooT
Dissolution Marciaym / Maximum ; 99% ©IoMITpaMiiY TiApOXAOPHAY HOBMIHD POIMHHHTICR 32
Cepenne / Average D 98% | 30 xwiman / Not less than 80%(Q) of labeled amount of
Clomipramine hydrochloride dissolved in 30minutes.
7. | Ousopizsicts Cepensie / Average : 95.5 % Hosnuso sianosinari vunoras / Shauld comply vith the
#o30BaMUX omuuas /| Plpiitvaness queno / requirements.
Uniformity of dosage | Acceptance Value : 2.2
units by content
und formity
3. Cynyvui gomiusci / Related Substances
Inirpanidn / 0.035% He Binpute 0.6 % /7 Not more than 0.6%
Lmipramine '
Kanop-ininonubenun BQL He Sinswe 0.2% 7 Not more than 0.2%
/ Chiot-iminodibenzyl
Byae-sra uesigosa 0093 % He Sinsie 0.2% / Not more than 0.2%
sosiurka / Unknown
Impurity )
Cynsa goatinor / Total 181 % He Ginsure 1.0% / Not more than 1.0%
lmpurities
9. Kinsxious 24.775 Dna wanyera / Release / | fins sunyoxa /Releaser nin 23,7540 g0 26.25mr
BHIRAeHH /A SsRy Ml mg raosinpaminy riapoxnopuay o taberu (slz 95.0% ao
105.0%  in  ssassenol  kimekocti Kiostinpaminy
991 % Llapoxaopuay) / Between 23.75mg  and 26.25mg
Clomipramine hydrochloride {not fess than 95.0% and not
mgétixzxn 105.0% of labeled amount of Clemipramine
dwedrgchloride).
\',!:gjm nepminy npiganioent / Shelf life: sin 22.5 mr 0 27.5
"‘léiﬁmim}a&ﬁay rizpoxaopuay s rabrerul (rig 90.0%

4




. Kpatua baoprep : YKPATHA / Importing Country : UKRAIN L

Sun Pharmaceutical Industrics Lid Kourpoas saxocri/ Quality Control
pivey No. 214, Plot No. 20, Gowt, . Acea, Ceprudirar auanisa / Certificate g; Analysis
N bt Ol -G8 Y i < ¢ 5
P | (O ol g sy Poge 30
: &4 , ageJof 3
Hafmenynanun npogysuit ¢ KIIO®RPAHL, radnerxn, expunt wiiekonoio | ara supobuiures /
obonoikeio, mo 25 ur Mlg. Date 1072022
Product s CLOFRANIL, film-coated tablets 23 my
Cung alt: | vabnerka sicrirs sRoMinpasiny rinpoxiopsiy 23 Mr Hpuawrawit go /
Strength ; 1 tablets contain Ciomipramine hydrochloride 75 mg Exp. Date : 0972026
Poasip ta run yaxonky ¢ no 10 tadacTox Yy etpini, no 3 erpunis y | Hara siuyexa cepil /
Kapromuil yoakosu) 3 MApRY B2 HHAN YKPATHCL KOO Ta AHIAITICREOK MOBAMY Release date 1 05-Nov-2012

Packaging size and type : 10 tablets in strip, 3 strips i a carton with marking
in Ultrainian and Engelish

Cepist X / Bateh No. : SKZIIGE AQ Ne /AR No, : T/1189/22

Po3atip cepit / Batch size : 8000 yiiprosor / packs Kpaiua supofamw s [xais
Country-manufacturer : India

Bupodung : Can Gapuacsionian Inpacrpia Sivg, Bupobunua niveinia /

Cypoed Ne214, Hinmuxa Ne 20, Fage laa, Epia, dasa [, Minapia, Clovsscen Manufacturing license 1 NH/26
~396 230 VT Jwapa i Harap Xanend, luaisa,

Manufactarer : Sun Pharmaceutical Tndustries Lid,

Survey No. 214, Plot No. 20, Govt. Indl. Area, Phase U, Piparia, Silvassa —
396 230, U.T. of Dadra & Nagar Haveli, fadia

Pecerpaniitae uoesigenun Na / Ceprudivar GMP/ GMP cort, :
Registration certificate No, UA/4869/01/01 06272022/GMP
gﬁf ﬂm‘amf;‘;;‘;m‘ﬁﬂ“‘ Pesynsrari / Resulls Cneandiixanin / Specifications
A 110.0% eiz saescol KinLKooTi KroMiapasiny
rigpoxnopray) /  Between 225mg  and  27.5mg
Clomipramine hydrochloride {not less than 90.0% and not
more than 110.0% of labeled smount of Clomipramine
hydrochloride).
1. | MikpoGiosnoriuua uucrara / Microbial Lunit test
Jarasuua KBRICT,
aegofinmx <LOKOBIR / CFU 7 g ' He Sinsuie 107 KOB/r/ Not more than 103 CFL / e
sixpoopranizin /
Total Aerobic
Microbial Count -
Suranna KiALKIoTs
Aphiokesix ta He Ginswe 107 KOE/r 7 Not more than 10? CPU /g,
wicHaguX rpudin / S KOBT I OFY S o
Total Comb;m:d 10 KOERICRU /g
Molds and Yeasts
Count
Escherichia coli Bincyrul / r/ Absentig He nonyoxactses /v / Should be absent/g

3zawa upo cepridicanion s g FLATRERKYIO, WO IAM@IEHY sHite hubopnauis € zoctoripuoio | TowHoo, L cepin
apoay ki Gy surorossena (mUneuaon HARYBARHA £ maprysani) | nposenena xonTpoas ¥ akocTi ua BHLUCTIATHAUZHOMY
sasoi y nonkiit slanoviguoeti 1o sumor GMP, 2 Takom y sipnosignoct 3t criewnixauien, wo mictiteer 3 MK 10
peecTpauifinoro nocaimtenns N UA/SE69/01/01, srpabumi MPOTOROAW, NPOTOKOMH NAKYLINI T2 aHaniain sxocti Gynu
nepesipel { sCTAROBASAD BANOBIRMICTS BUMOraM GMP.

Declaration about cortiffeation: | hereby certify that the above information is true and accurate. The bateh of product was
manufactured including packaging and quality contrel at the aforementioned plant in full complinnce with GMP, and in
accordance with.the specifications sontained in the drug quality control for marketing authorization of UA/4569/01/01, Batch
manuficturing records, packaging and quality control records have been reviewsd and found in fuil compliance with GMP
reguirements,

“BQL —~ Below Quantification Limit

Jasepens /Authorized By ;,}..}

Mengsmrep/Executive ~ Quality (;j EZ,/ > ”’é ,
Kysrap Tanaun / Kumar Thadani e Jgg?,i ;
Hara/ Date iy N R:’X} /
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