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Kpaina if’cll’lﬁp"i‘ep  YKPATHA [ iniporting Country : UKRAINE. |

Qv\} Sun Pharmaceutical industries Lid
\,ﬁ Survey No. 214, Plot No. 20, Gowi. Indl. Area,
STJIN | Phase [i, Piparia, Silvassa ~ 396 230

PRAAMA T {U.T. of Dadra & Nagatr Haveld), India

K{}::Tponb nKee1i/ Quaizty Caoifrol

Cepmﬁnmr auaniza / Certificate of Analysis |

Page [ of3

o0ORQHKDIO, NO 25 MT

Hafimenypanua npogywuif : KIIOOPAHUI, TabneTed, BRPHTI (niskonomn Hara mip.uﬁunumn /

Product: CLOFRANIL film-coated tablets 25 mg

| Mfp. Date 1 08/2022

Cuna ait: | Tabaerka MicTUTs KACMInpaMiHY rmpuxﬂnpm{y 2Smr
Strength: | tablets contain Clomipramine hydrochloride 25 mg

Npouaatkuitso/ o
Exp. Date $ 012026 - -

_in Ukrainian and Enelish

Posmip Ta Tan ynakeskw : no 10 Tabnctex y cTpnni, mo 5 crpumis y | JaTa sumycka ccpm
- KRPTOHHIA yNaKosLi 3 MAapPKyBAHHTM YKPATHCHKOIO Ta AHIMIBCE KO0 MoBamMu | Releasedate @ 14- Sep*EL}EZ
Packaging size and type : 10 tablets in strip, S stripsin a carton with marking

Cepini Ne / Bateh No.  : SKZ1050

"A.O. N2/ AR No. : T/0095/22

Pasmip cepii / Bateh size : 8000 voaxosok / packs

| Kpatua srpobirc ; [uain
Country-manufacturer : India

| Bupobunix Can MapmaceroTikan Ingactpis Jita,

-Cypselt Ne2 14, Tinauxa Ne 20, Mapr {uon. Epis, ®a3a ll, [Tinapia, Clnssacca Manufacturingiiccnsa:NHJ'._,?S
1.—396 230 Y.T. Hanpa i Harap Xaseni, [1ais. |

1 Minufacturer : Sun Pharmaceutical [ndusmes Ltd,
~Survey No. 214, Plot No, 20, Gowvi. Indl. Area, Phase 1], Piparia, Silvassa -
1396 230, U.T. of Dadra & Nagar Haveli, India

Bupobnntua riueudia /

1. Pecerpauiiine nocninuens No /
{ Registration certificate Na, UA/4869/01/01

062/2022/GMP

Ceprudiat GMP/ GMP vert, s

No! 1 TMokasmiscu sicoeri /

PesyvanTary / Results

Cnentupixauin / Specifications .

Sr._ Tests | |
I. | Onuc/ Kpyeni  tabrersu,  nxpuri | Kpymni  TaGnerks, EKpHTi iU1(6KOBO1O  GHOMOHKOIO,
Description 1B KOBOIO ODOMOH KO, | CHHBOIG KOJIBODY F MIHICIO POIAOMY 3 OAHICT TTOPOIIH Ta

CHHBOIO  KOILOPY 3 NIHIEK:
PO3AOMY 3 OAHIE] CTOPOUH Ta
rnaski 3 iHUOl cTopoiy / Round,
blue, film coated tablets having
a2 break line ot one side and |

plain on the other side.

-rnaskl 3 inwol croponn / Round, blue, film coated tablets
‘having a break line on one side and plain vn the other
‘side. - S

2. | lreurudikanis/
| {dentification
Kaominpaniey
riapoxstopuay/
Clomipramine.
hydrochloride:
2:0) M-cnexrp /
By LR.

Binnosigac / |
Meets the requirements

e Tt e

1 IM-crekTp- JANKILKY (penapaty nOBMHEH  BiLTOBINATH

| rizpoknopuny / The IR absomption spectrum of residue is
| concordant with the [R absorption spectrum oblained
1 from Clomipramine Hydrochloride WS,

CREeKTPY POfOUCre. CTANAAPTHOO 3paska Kaominpainy

2.2) YO-encxrp /
Light absorption

Biasioninae /

Meets the requirements

_mn 230 no 350 M noBHACH MaTy MEKCHMYM NpH 232 HM

230 nm and 350 nml, of the final solution obtained in

1| assay exhibits a.maxima-only at about 252 nm and a
1 shoulder at. 270 nm.

Y-crektp MOMIMHAHHA PO34HHY NPENapaTy B AI2NA30H]

| nneve npu 270 um / The light absorption, in ihe range of

' 2.3) Pearuin na
XA0PHA 10HH /
Reaction of Chioride

Binnosinae /
Meeis the requirements

Yrsoproernea Dinnit tBOpoxmeTHE ocal /
White precipitate is produced.

2.4) HiamanToruii
|-eutiit / Brilliant blue

i b ,...“I

Biarosigac / Meets the

“Tequirements

CRexTp nornKHatIz ZOCI DY BAHHOIO TA CTIAAPTHOTO |
pozduny B pianaioui sig 400 ao EUU'.HM NOBHHEH MATH |

MAKCHMYM MOMMKUHAHHA NPW OUHif 1 T we AORMHMHI
xsim/ Sample selution shows same abserption maxima
as standard solution in the range of 400 t0-800nm.

5}”5}1 N, IGK{:M,’
*: 2Ly '-i.u_'_l"'.'_._‘._ i}' \"

Bianoaixae / Meeis the
requirements

Jabapsaennn. poswitHy y wostal xonip / The sample |

sofution turns yellow. e
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05 Xoumun / Minutes,

e,

He Oinewie 30 xa { Nomﬂre lhand\minutes

. ‘l-l-“
_ *'t_L:;“.‘iL f_ ' \i_',i.'-.
.. .,. g - T, |. ?
Sl .-'=r_‘ ;'é?;?*.-‘-'-..- } -y
1 I.I_-'__kzl‘_ FI i+ 1?: -?w‘Er.?‘ j _ -
cort P ERnbb _:';-.";{?r.
"
>

N




Kenvpons sicoeri / Quality Control |

LY

o) Sun Pharmaceutical Industrics Ltg
@ Survey No, 214, Plot No. 20, Govt. Indl. Arca, —

SUN | Phase Il, Piparia, Silvassa - 396 230 __Ceprudikar ananiza / Certiﬁcatg of Analysis |
PHARMA | (UCT. of Dadra & Nagar Haveli), India | Fige 2.0f 3
Hafimenysanus nponyxuir : KAOPPAHIN, Tabnerus, BRPHTI fulipkosoo | Jara sipebunursa/ - 0

060A0HK0t0, 10 25 M -¥ilg. Date 0862022
Product : CLOFRANIL, film-coated tablets 25 me i 1 '. o S

Cona it : | Tatnerxa MicruTe knosinpaminy TIAPOXAOPHAY 25 Mr lpunaTusit go /

Strength 1| tablets contain Clomipramine hydrochloride 25 me Lxp. Date s 0772026

Poamip Ta TMn ynaxesin : no 10 TaBnerok y cTpuni, a0 5 crpunie y | Jara sunyexa cepiv/

KBPTOHHIA yNakosui 3 MapkyBatHsm YKPATHCHKOIO T2 AHCNHCBKOK MOBEMH Release date 7 {4-Sep-2022

| Packaging size and type : 10 tablets in strip, 3 strips in a carton with marking
{_in Ukrainian and English

Cepig Ne/ Batch No. 2 SKZ1050 | A.O. e/ AR No. : T/0995/22
Poamip cepii / Batch size : 3000 yrakopox / packs Kpaiwa nupabuirk 1 [umig

i » Country-manufacturer : India
Bupobaitk : Can Gapsmacsiorhcan fnnactpiz Jit, BupoBurya ainewnin /

| Cypseit No214, Hdinasxa Ne 20, Cast, L. Epir, ®aza i, [Minapia, Cinusacca Manufacturing license : NH/26

| =396 230 Y.T. Tanpai Harap Xaeesi, Iugia.

Manufacturer : Sun Pharmaceutical Industries [Ltd,

Survey No. 214, Plot No. 20, Govt. [ndl. Area, Phase. [1, Piparia, Silvassa —
396 230, U.T. of Dadra & Nagar Haveli, India

Pecerpauifine riocsiatenms Ne/ | Cepr:frbiaéar GMP/ GMP cert. :

Registration cedificate No. UA/4869/01/01 062/2022/GMP B

’;!: l]mmau;i‘z:: Koeti / | PesyauTati / Results Creundivauin / Specifications

4, (epenHs Mmaca | 144.8mMr/me 145.2 mr £ 5% (8in 137.9 mr o 1_53,5 M) / Standard wt.
TabneTii / : 145.2mg + 5% i.e between 1379 mg and 152.5 mg.
Average weight o | |

3. QaHopiaMicTs Macu MiHIMys / Minimum :-1.65 % He Ginvuse 2-x 3 20 TaGAeTOK MONCYTS METH BLAXHAEHHA |
TabneTox / Weight Maxkcumy™ / Maximum :1.31 % { Bia cepennnhol Macy Sinslue Hik Ha +7:5% 13
Variation of tablets WOAHE 3 HHX He NOBUHHE MaTH. BiAXMichua Big |

CepeEaHLOT MacH Ollbuue Hin Ha £ | §%. / ‘
Not more than 2 units of 20 the individual weights deviate |
from the average weight by more than + 7.5% and none
e oo+ unit-deviaies-by more than £ 15%. ot
6. | PoavuucHuz / Minimysm /Minimum 1 96% | He wsenwe 80%{Q) sim zamBrenol  «ifexocT
Dissolution Marecumys / Maximum : 99 % KNoMinpamisy riapOXIOPHAY NOSHHHO POIMUKEMTHCA 12 |
| Cepeane / Average 798 % | 30 xsunun / Not less than 80%(Q) of labeled amount of |
| . | Clemipramine hvdrochloride dissobved in 30rinutes, |
7. | Opnsopinticts Cepenne [/ Average : 99.5 % [losuuHo sinnosiaaTy sumoras / Should comply with |-
| AoloBaHnx onuuuil /| Ipwiimansue wucno / the requirements. e ok

| Unuformily of dosage: | Acceptance Value : 0.7 R
uriits by content

| uniformity
1.8, | Cynytui nomiwkn / Related Substances
' IMinpamis / BQL He Sinswe 0.6.% / Not more than 0.6%
Imipramine. o 3 -
Xnop-imiHoauBenzmn / BQL He Ginsule 0.2% / Not more than 0.2%
Chlor-iminodibenzyl -
Eyas-aka Hesinosma 0.047 % He Ginsuwe 0,2% / Not more than 0. 2%
somiwka / Unknown
tmpurity e e
Cyma nomiviox / Total 0.047 % He Gincate 1.0%/ Not more than 1.0%
Imapurities
19, Kinsxicue suaHauenHx Ana sunycka /Release: sin 23.75Mmr e 20.25Mc
| fAssay 24.45 Qan esnycra / Release far /- KAOMEnpaMiKy rispoxnoputy s tabnetui (aia 93.0% ao
mg 1 105.0%  sia  sassaenol kinskocri  knominpaminy
| ‘flapoxnopyuny) / Between 23.75mg and 26.25mg
B AT Clomipramine hydrochloride (not less than 95.0% and
iahrs o " "97.8% D : . . :
2O} . not more than 1050% of labeled dmount of

1 Clomipramine hydrochie

C
.

s Tepuminy npigdrnoGiL 17 Hclff & BIm 22.5 Mt po
27,5 mr knomipffaning [?j.ugux}\-f}‘ﬁ{fﬁy*; Tabnetai (pig |
e el 8_Tan:

(77 vt NN
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Kpaiua intnoprep : YKPAIHA / Importing Country : UKRAINE

A7, | Sun Pharmaceutical Industries Lid KetTpoas siceeri / Quality Controf
| § ?;:g:}; E’Ig;.pzaﬁa:[gﬁzi{;ﬁf)agﬁﬂ%{:”m‘ Arca, | Cepruthixar -a:m.ﬂi:’.a!Cetlr?ﬁca.tg-ﬂf"Ana;lysis
| T 1 (ULT. of Dadra & Nagar Haveli), India - Page 3 of 3

Halimerysaromst nponywuii 1 KJIOGPAHUT, Tabnerky, skputi niskosoio Rara supobmuursa 7+
1 ofonouxeto, no 25 Mr Mfg. Dite : 0872022000

Product : CLGFRANI_L, film-coated tablets 25 nia | o P
1 Ciura nit': [ radnerka MicTiTS KIOMINPaMINY riapoxaopsxy 25 mr [pusarenit ao / '

Strength : | tablets contain Clomipramine hydrochloride 25 mg - Exp. Date : 0772026 -

Posmip 12 THA ynaxosxn : no 10 Tafinerok y crpuni, no § cTpunis y | Kara prnycka cepit /

KBPTOHHIR yNakosui 3 MapKyBaHHAM yKpalHCEKQIO Ta aHmilchkoio Monamu: | Release date 1. 14-Sep-2022

Packaging size and type : 10 tablets in strip, 5 strips in a carton with marking |

in Ukrainian and English 1 e

Cepin Ne/ Batch No.  : SKZ1030 A.O. No /AR No. : T/995/22

Pazmip cepit/ Batch size : 8000 ynawonox / packs | Kpatua supoik : lugin
Country-manufacturer ; [ndia

Brspabuitk : Can dapumacsiotakan higacrpis Jira, BupaGuitua pinensisn f

Cypeefl Ne21[4, dinsuxa Ne 20, . [vaa. Epis, (vaza {1, [Timapia, Cisveacea. Manufacturing license : NH/26

—396-230 ¥Y.T. Baapa i Harap Xaseni, [unis.

Manufacturer : Sun Pharmaceutical Industries Lid, o |

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

396230, U.T. of Dadra & Nagar Haveli, India o o

Pecevpauifize nocsiguetys Ne / Ceprugivay GMTP/ GMP cert. ;

Registration certificate No, UA/4869/01/01 062/2022/GMP

'g‘:f HBKHSI?E:SHHQET” PesyauTarit/ Results Creunikauin / Specifications-

90.0% no 1 10.0% Biz 32881eHOY KISTLKOCTI KATMIiNpPaMity
rigpoxnopusy) / Between 2Z3mg ‘and 27.5mg |
Clomipramine hydrochloride (not less than 90.0% and
not mote than  110:0% of labeled amount of |
Clomipramine hydrachiorids). | |

10. | Mikpodionoriuma wietota f Microbial Limit test
3aranbHa KIBKICTS
{ aepobuKx <|10 KOE/r/CFU /g He dinswe 10° KOE/r/ Not more than 10° CFU/ g.
. MiXpoopranismis /
“Tatal Aerobic
Microbial Count -
| 3araneHa Kinbkicts

| APULECKEBHX Ta ‘He dlrsne 10* KOE/r/ Not more than 102 CFU /g.

INCHABHX Tpubin / <10 KOF/r I CFU /
Total Combined 0 KOEr :

1 Molds and Yeasts
1 Count ; N e
{ Escherichiacoli: Bigeytsi/ r/ Absent/g He nonyexaereca /v { Should be absent/g

| 3ansa npo ceprudixauio: Linm a THATBEPINKY IO, LIO JA3HAYENE BHLIE iHGOpMauis € OCTORIpHOIL | Touueio, s cepis |
| Mpomy KU Byna gUroTOBseH (BIIIIOYAIONH NAKY BAHKR / MADKYBAHHS) i DPOBEALHO KOHTPOAL 1T RKOCT] Ha BUMILCIATHAYSHOMY |
1 3asoni y nosHil. sianosianocti mo sumor GMP, a TaKOW y BIANOBIAHOCTI 31 cneuMdiixauicto, WO MiCTUTL 8 MIKS so-
| pescrpauiiinoro nocsizuenda. Ne UA/4869/01/01, supobuuui npoTokos, IPOTOKOAH NAKYBARHR T4 ananizie fxocti Oyan
| Depewipeni 1 scTanoreHo aignosianicts sumoram GMPE. T

| Declaration about certification: I hereby certify that the above information is true and accurate. The batch of product was

| manufactured including packaging and quality controf at the aforementioned plant in full compliance with GMP, and in-
| accordance with the specifications contained in the drug quality control for marketing authorization o[ UA/4869/01/01. Batch -

| manufacturing records, packaging and quality control records have been reviewed and found in full compliance with GMP
| requirements.

*BQL - Below Quantification Limi{

3anepeno /Authorized By
| Menemxep/Executive - Quality
1 Kymap Tasanu / Kumar Thadani
| [fara / Date




