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PHCABHA CJAYKBA 3 JIIKA PCHBKHUX 3ACOBLIB

TA KOHTPOJIO 3A HAPKOTHRAMH y s KHOBI

npos. Handi Caitimaimol 107099, v [43) 295 26-88
E-mail diskyivigdls.gov.ua, Koa CJIPHIOY 370790585
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Cepis sikapewkoro sacoby Ne SLEUOU64A KiankicTh BReICHONO AiKapCHROro sacudy G-442
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Breseno B Yrpaiy

Tpororen BizyILIOre

{Hradbauiy pannn BHPpOBHIRE HEUPULRTD aucoly, KPR ORI

I3

ToBapHCTBO 3 0BMEKCHOIO shxnositaapuicrio " Pandara
MapMachioTIRANE Yepaiua'', wewr, kom 358263984

{HOBMCHY RIS TO KOS CAPTIOY opuanaind ocolin ulo HpisRIa, PR, B Garswont Hlaanni
AealH - phanpiestp, 1 MU fpeseaEE 18 pores pantiftinit noswp OO HRORGT KRPTEIN IRGLTTHRR

. aoauE KR A0U QUpE T S0V HeeHoDEY

owrrpoaio nix 27.09.2023 Ne 2905/4.

HaBoparopnuil ananis axocT] AKAPCLEGrE Jacoly agifcnenni

Jlepxasua Hay KOBO-AOCHINHA naBopartopial 3 KOUTPOLIO srocH ARApebRIX 1eodin Hepwagnol

yeranony TIHeTHTYT

rPOMAICHROTO gpopos's is. O.M. Mapaccsa HAMH Yipainn" (s.Kin.

syl Tonyapenxa 50)

{Hathaeiy R T etearas AR JDOPRTOPIL 1O APk CGomITOpHR daais sROUH

B 1OBOK LIOO BKOCTI ATRAPCHLKOI acoly. BIAGHILH aaGopatopicio sia | 6.10.2023 Me 2232
Pesysiprar naBoparophoro aHWIizy #KOCTE AIRRPEHROTD sacofy 38 NHEPCRIPEHIN NORIIHBEANNT BLIDBLLAOTD
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Kpafiea ivnopren: }?%{;{g’f}%g / tmporting couniry : UKRAINE

Sun Pharmaceutical Indusirias Lid Kowrpoas axoeri /! Quality Control
Survgy No, 214, Plot No, 20, (iou ndl Area, , . ,
;»,512}\‘ Phase 11, Piperia. Silvassa - 306 130, UT of Ceprudnucar anaaiza / Certificate of Analysis
Dadra & Nagar Haveli, f?\i)! A Crp. Page ¥ of 4
#
Hasea npenapary: Mpogen, oy 1o 20 s, Aara supodunyieg /
Product: Prodep, Capsule 20 me Nify, Date 2 042023
Cuaa st | sanes g Mo fuyokes g ripovIopaL ckpimuen1ie o0 s Mpuaarslt an 7
dayoreeTria, Exp. Dute L2027
Strength: | Capsule vontains Flaosetine Hydrochivride squivalent w Fluoseting
2my
Posarip T van yimawosten: no 1 kanewt » crpaith, ne 6 crpunis u saprosal ava snoyera cepif/
kapodul 3 Maprybana }s:gxi‘t‘zst:bsm;w T8 UL RO MopaNL, Release Date @ 20-Mav-2013
Packing size and type: 10 Capsule in Swip. 6 Strips s the Pack with ma arking ,
Uikrainian and English. :
Cepist Xt / Batch Ne,: SLEQOGHA ' A0, No/ AR No, 1 T/0390:23
Passip cepii / Bateh size 6666 vhaxonor packs Wpatun supobuu : s
Country-manufacturer : India
BupoSuuk / Manufacturer: «Can Gapuaesiaritean Inaaerpis Jes Bupotiuius stuensia / i
“Sun Phermaceutical Industries Ll Manufdcturing licence. 1 NH/26 H
Agpeea 7 Address : Cypaell Mo 214 Humesa Me20, Mooy (o Epoy, @asa 11 ¢
Thoapia, Craspaces - 396230, ¥ Haspa i Hamg Xapead, [nain.
Hurvey Mo, 214, Plot No.20, Govt.indl. Arvea, Phase L, Pipmis, Silvassa -
396230, U.T. of Dadra & Nagar Haveli, ludia. }
Pecorpauiiine nocsigueuun / Cegrrutpixar GMP/ GMP Certil, :
| Registration cerfificale No. 1 UASIS TS0 1)1 ) G622 202/GMP 7
Ned Towssuimen geocsi/ Pexyawraru / Bumory /
Sr, No. Tests Results Specifications
Lo Omee Taepal weamrmoul kaney i | Trepai weansnnosi sancyis Ne 2 3 iy kopaycom &
Deseription Ne 203 cumid o kOpUYONS || 1 CHEBMC  RPIGUEMRGIO. 3 HATHOOM  «PRODERY ;
CHRBOIY  KDMICHROWY, 3 | UBBEXI0 Nopnyea - wpnditon Glaoro simopy i 5
HAMHCOM «PRODEP» | Hasronn kpraieugit - GpifiToM Sopioro Rotobopy: ¢
HABKOAG (SOt - ] eTHTL nopoiior GRIGND KOIOpY. :
wpdron Slacre woasopy |
HEBKOVID  RPIMUCHRH ~
tiputhron HOPHOED
HIOLEPY, sl . ‘
HOpoIOK Slaora Koasopy. BluesBiue, size "2" hard golatin capsules, having

Blue/Blue, size 2" had | circular impring PRODEM on body with white ink
gelatin cupsales, having 2 | and on cap with black ink, containing white ponder,
cireular  Imprint PRODEN
on bods with awhite ink and
or cap  with black  ink
contuining svhite powder

BN [ ET AT Bianosinar Hag VPPN VCHOBHOND fika Hi
Identification Muets the requiremont APOMATAFPAMAN BHOPOSYBRHOID | CTRUJAPTHOrD
21y Boyorcetin Py, OTPHIIHNX 1 Kigniienoay

Fluoxetine BATH TR, TOBIHHD CHIBITEAATIL

The retention nma for the mujor peak in the
chronupogram of the sample solution L\mmgm,ld
o thut of standard sofution as abtained in the askay

B RTEH

progedure,
L2 Durvonegrus ORIaE [eeneierp swmpodysanoro 2PEIGT GORHRH [
Fluoxeline Meets the requirement. i Plecnerrpy podovore o
3pRsEa GANORUSTHHR CLAPOXIOpIHEA,
The IR shsorption spectrum of somple residue ‘
should be convordsmt with the IR absorption
spectrum obtained from Fluoxetine Hydrochloride
W,
2.3 Trrany pokow Binaigae T anarerLes SR noroBTe sadaprwi s
Tianium digxide Meets the requirement, A ekt vellow colour develops
2.4y Mlesanrannd; cunil Binnosiae Unertp  norisaands  sanpodysuigs i
Brithtant blue deets the requirianent, SORSTHOH VB MUECHAMOM AP 08
' £




Kpatua imne

Tep: YRPATHA / importing country : UKRAINE

o b d 20
BEAT A

Sunt Pharmaceutical Industries Led

Survey No, 214, Plot N, 20, Govtindt Area,
Phase 11, Piperia, Silvassa ~ 396 230, UT of
Dadra & Nagar Haveli, INDIA

Kowurpoas sicoeri/ Quality Control

Cepruduuar nunaim / Certifieate of Analysis

Crp. /Page 2 of 4

¥

Haxna npenapary: Hpeaen, xanaan ne 20 un
Produet: Prodep, Capsele 20 my

Havn supofuineraa /
Mfg, Date 0472023

Cuam alls | ranoysas wienits GasokeeTing riapoopiaa essivanennid 20 ur

DAVORCETHIN.

Steength: | Capsule contains Fluoxeiing Mydrochloride equivalen o Pluoxeting

Zome

{Ipunaruti go /
Exp. Date 2032027

Posmip { vun ynacowsu: uo 10 cancya s erpuni, o 6 oTpisin 8 xaprondi

ROPOBUT 3 MAPKYBIGHAM YRPRTHCA KO T8 aH B sne wosas.

Packing size and type: 10 Capsule in Strip, 6 Swips in the Fack with macking

Ukrainian and English,

Hara sutyesa eepii /
Retease Date : 20-May-2023

Cepin Ne 7 Bateh Nov: SLECOGIA

AC N AR No.  TA39023

Poamip cepil / Bateh size { 6666 yuarosnr /packs

Kpsina supodinw 1 luais
Country-manufaetarer : lndia

Brpobuus / Manufucturer: sCad Dapuacoytizad tngacrpis e
“Sun Pharmaceutical fadusiries Ld.”

Aapeen/ Address : Cypoeit Mo 214, fliasuxa No20, Danr v Epsa, ®aan 1L

{Tinapia. Crassacea ~ 396230, YT, Juapa | Hurap Xapent, Inxin,

Survey No. 214, Plot N 20, Gostladl. area, Phase [, Piparia, Siivassa -
396230, UL of Dadia & Na

¢ Haveil, indig.

Bupobnnua atisenaisn /
Manufacturing leenee, 1 NH26

Pecorpauifise aocaigtenust /

Registration cersifiente No. 1 UAAGISO10I

Ceprigicar GMP/ GMP Cerdil,
DOZMOMP

Nof

florazusy grocri /

Pesyanrare

Busoru /

S No, Tests Requis Specifications
The solution shows maximum absocbanoe al 630 2
nm
30 ] Cpeass  marn saicty | 3471 wrfmg 343,00 2 3,09 (527.8 sir - 362,3 )
KARCYIH Sandard wio 3450 mg = 5%
Average welelt ‘ i.e, Benween 327.8 and 362.3 mg
4. | Posssngnus MliriayseiMinimum © 89 % He sewpowe 80%(Q) #ia sasasenol  «irskocTi
Dissotution Museusty/Maximum: 96 % | dayoxeeriua 3a 30 w8,

Cprand/Average : 92 %

Jam St
BARCY
Jost 82 plaon epesine suasenny o 12 xancya (S
+ 823 popisnwoe ado uepestiiwe 80 %, 1 owoaue
BEAHSH RN HE NopHEy Gy TR deuwe 63 %.

Sl B3 planae epeane sunaenis aom 24 caneya (51
+ 52+ 83 acpientor ale nepesnuye 30%, 1
aopyexkageTeld e OLIbwe J-X JUGMEHL MeHbe
63 %, | apr GLOMY WRTHE 13 3HENEHE 1O DUBHANS
Gyrss senbae 35 %,

Mot less than 80%(0Q) of the labeled amount of
Fluoxeting hydrochioride cquivalent w Fluoxetine
is dissolved in Himingtes.

Far §1 tevel cugh anitis not Jess than 85%

Far 52 level wveruze of 12 units (81 + §2% is equal
to or greater than 0% and no updt is less than 63%.

For 83 level average of 24 units (51 4+ §2 + 831 4%
equal © or geeater than 30%, not more then 2 units

pigng He semme 85 % aas xownol

ave less than 3% and po uail is fess than 33%,
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Feen
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) o Coumomaaufacturer it

Brpotuas !/ Masulrctrer: «Uas Sapescnrsitions Tnssarphs oy apotunna shiewsin /

“Sun Plaonavestical Indusites Led” Manufacturiog Besnee, ¢ NS

Aapeds L ASGeews ¢ Cipuel Ne 214 Bhawaua 8900, 1 oun bias B, S
3 3G VT Hnagn 1 Kani]

Niw 21, R0, Cown bl Anea, Phase T Piparie. Silvaias - }
36330, 1.1, of Dindi & Nage Mavell, india , ‘
Proorpaniibne socnlpness | Leprndiinr GMP GMP Certill
Reghvration certiligate Mo, s U SHIL010H WGl HITONE e
BT “Hoswwmen awarnit 1 Pewmaaead T s/
B e, L Teswy ; Resuliy _  Spcifieations

e O L e R e .
A o Bipsiimme sweao frpdamnite L 10 SOWBGEE UL GO
Preifoeminy of dosage vnlls  Acceptasce Vahwe  § X
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Kpulua EMHQ{{i'}‘;i{i“?{ﬁ?{%}:%@% / iporting country : UKRAINE

Sun Pharmaceutical Indusiries Lid Konrpoas swoeri / Quality Control
Survey No. 214, Plot No, 20, Govtdndl Area,
Phase i1, Piperia, Silvassa - 396 230. UTel

Dadrea & MNagar Havell, INDIA

SN

[ g R LR R

- Ceprudmsar auaaiza / Certificate of Analysis
Crp. Paged of 4

Aara pupobuniren /
Mio, Date 10442025

£
Hagua npemnpary: Tpeaen, anesil 10 JAIRSIR
Product; Prodep, Capsule 20 me

Vipunareit ae /
Exp. Date D 3/2027

Cuan aif | Ranesa MIETH TS s DRECTHIA TLIPOXIOPIUIA eREIBLISHTHO 20 sy
fayorce T
Strength: | Copsule containg Fluoxetine Hydroghiovide equivalenst 1o Fluoxetine

Himy

Foasip v ynagosru: i 10 kaeya s CrpHii, 60 6 crprig 8 kaprosaii

wopolRl FUAPKY BN YEPATCLROD 14 ARCIICBROIE MOBRMH.

Packing size and type: 10 Capsule in Surip. & Serips In the Puck with marking

Ukrainian and English.

flara pHiycss cepils
Release Dnte ¢ 20-Mav-2023

Cepin Mo/ Bateh No.t SLEDOGEA

A, N 7 AR No, s TAOS723

Posatip cepii / Batcl size . 6666 ynasonok Ipucks

{paiua supobume @ hialy
Country-manufacturer : ndia

Bupobuss / Manufacturer: «Can GapuacnioThra Drgaerpis Ao
“Sun Pharmaceutical Industries Lid.”

Anapeca / Address : Cypscit Mo 214, linsnxa Na20, LapT. than Eprs, Gaza 1,
 Haapa b Harap Xaseai, tuais,
Survey No. 214 Plot No 20, Govt lndl. Area. Phase 1L Pipacta, Silvassa -

[Tinapin, Cnoseacea — 39623,

386230, ULT. of Dadra & Nagar Haveli India.

Bupodmrm alnensin /
Manufacturing licence. 1 NH/26

Peeerpanifine aocaiguwerns /
fregisteation certificate No, : UAMG1301/01

Cepradsitent GMP! GMP Certif.
Q62/2022/GMP

N/ Moramuks aroeti/ Pesyavrary / Busors /
Sy, Na. Tests Resuits 3 Soeeifications )
7. | Kiaskicne suraaucHus 20,2 A w wancyal S Tix 19.0 wr o 21.0 My Quvokcening riipoxiopiid
Assay 20,2 mycapsule B pepepasyuky Ha doyoscerin o | suncyai
(95,0-103.0 % sin anesenol glaskoutiy
98.8 % Mot less than 120mg and not more than 21.0mg of
Fluosetine hydrochloride equivalent lo Floosetine
in | capsule.
(93.0% ~ 103.0% of labeted amount).
g | wHrpoSioasrivun weroTy 53 npenapdri J0nYCRIETECH!
Microbiological fimit test FAME: <10 KOB/r CFUfg | smuauna  siaosicts  aepodimy sfkpoupraiizn
CTAMUT « ne Sianwe 107 KOET:
Total Agrobic Microbial Count
Not more than 1000 CFU /¢
ATLARHE  KIARKICTH APURMEBHX  Ta  aalcRasdy
TYMO: <16 KOE CFUig | rpnbis (TYMO) - e Glosws 16 KOB®
Towt Combingd Melds and Yeusts Count
Nat more than 190 CFU ‘g,
Escherichin coli Flo aonyeractnas Eseherichin voli L npenapara.
e Biaoyrsnir /Absentie Escherichia coli  Should be absent'y.
9. | Yuaroaka DM sains Biamosiae Binroniane srsioras M tikapennoro 30c00y
Packing and marking Mueets roguiremenis As per the requirements of Methods of praduct
Quality ool

Tanes tueao cepridswanis Ly o glrisepa@yio, v RBHIICHA BRe Tbomiatns ¢ awerosipnos 1 rnon, Ls cep 1%
3 f PR F

Hepestperi 1 BCTIHEBACHO BUISHLUHCTS 6 uoraM GwipP,

Declaration about certification @ Here by 1 restily reliability nad
was manufaciured Uoeluding packaging £
with the GMP and 1 compliance with specitications con

npeny KU Oy BHIO I {BRIN0UARII KD BRIGEMAPKY BALHAY T HPUBLICRG ROHTPOIL T ARGCT HI BHINSIARHIMEHOMY
sapaatl v nomGH pinosiuoert 20 prsor (M

pecerpatifinore aoestiins Ne

P oa taxow y shnosizwocrd 3 counndisaulon. we sictivrses s MKH 10
UAMAGTAD10T. nupolnudl RPOTOROML, HPOTOKOM BAKYBARHA T2 anaidie sroeTi fvan

| aceuracy of the abose information. This buten of product
fabelting). and is quatits was vontrofied al the above stated she in (uli wseordance
wined in methuds of drug guality coniro! for Registion Cegtificate

No. UABI3401 01, Buteh manuficturdog. packaging and analysis cecords {rotocnls) were roviesed and compliance with

CGMP was proved,

Authorized By
Sr. Esecative -
[yarshan Shah

Dare  22-May- 2023




