AEPAHIHKCIYKBA
AEPKABHA CAYHKBA 3 JHKAPCLKHX 3ACOBIB
TA KOHTPOJHO 3A HAPROTHKAMMH y m. KHEBI

sy.1. bepesuaxinceka, 29, Kuis, 02098, rensdaxe: (044) 550-23-53, tea. (844) 350-20-35
E-mail: dis kyivigdls.gov.ua.hups:/www.dls.pov.ua, Kea €JIPTIOY 37079053

BUCHOBOK
PO SIKICTL BBE3EHOTO B YKpaTHy AIKapesKOro 3acoy

02.12.2020 Ne 66480/20/26

IPOJEN

{HaliMenyRIHR AIK2PCSKOTO 3aceby Frigno ¥ pecorpauifnma nocsiaueHuLs )
raney no 20 v no 10 kaseya y cipuui; no 6 crpunis y kaprouniii xopodui

{fhopa BHITYCRY, A0y ria!msz BHA BARYBAHEA JIKaPRKOre 1acofy)
Houmep peccrpautiinioro nocsizsens UA/9615/G1/01 crpok nit pecerpauisinoro nocsiancrns HOOOMEKCHNT
Cepin nixapcuroro saceby No SKX 0888 Kiskicrs spesenoro aixkaposkors sacofy 6405

Bupobunx Can Dapmacsioraxan Inaacrpis Jhoy, Inais -
Esiafivenyranns sepoCuMES KAPORKOro 38000y, kpalis noxoKeig)

Beereno v Yepainy Tosapuerso 3 obmexenorw pianorizaannicrio "Panbaxci
Mapmaceiorikaae Yrpaiua'', ienr. vor: 38265984
{uafbvenypanis Ta ko 3a ©APTIOY opwamnot ocolu abo apizswne, iw'a, no Garuxeoni
3ol 0CoBH - BLINPHCMNE, T MICHC NPOKUBINES T PCCoTpaiiiunil HoMep obaixonot
KAPTRW (IRTHRRE noarkin 500 COpi¥ 12 HOMED HACHOpTa)

fiporoxos sinyaisnore konrpome sia 06,1 1.2020 N 3433/4.
Flafoparopnnii anwtis sxoCTi AlKapceroro 3acoly dificuenui
ﬁepmamm HAYKOBO-JOCHIHA 1a00paTopis 3 KOHTPOIO AKOCTI MKAPChHX 38c00is Jepxasnol

VCTanoBy "IHCTHTY T PPOMa/IChroro 340poe’s iM. O.M. Mapzeepa HAMH Yipaing” (m.Kuin,
av tilonyiapenka SU)

[HAHMOEYRLILES TR MICEEIHANCIRCHYS MfopaTopil, WO nponeaa nadoparopHsll anasis axocri}

Bueronox 056 sxecti nixapeskoro sacoBy, muaanuit naboparopiso siz 26.11.2020 Ne 2679
Peayabtati a00paToprOTO aRAAIIY AKOCT] AIKAPCLKOTD 1acoBy 32 NePEBiPEHUMH MOXAIHIKAMH BUINOBIZAIOTL
BHMOTAM METOAR KOHIPOAIO SKOCT] {QHANITHUHO-HOPMATHEHOT J0XYMEHTAUIT).

32 pesynhTATAME  ACPAEBHOIC KONTPOMX BCTAHOBACHO, IO Jikapcokuil 3aci sseleso & Vepainy 3
AOTPHMAHHAM sivOr 3aK0HOAABCTSA 1020 3a0eaneye s SKOCTI AlKapCokix 3ac06is.
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YEKPATHA / Importing country : URRAINE

_paina avneprep:

Keurpoas axoeri ! Quality Control

Cepruduras auazniza / Certificate of Analysis

i
_ ot Smu_\- No. 21, Plot No. 28, Govt Indl Area, i
¢ Paseisa | Phase Il Piperia, Silvassa - 396 230, UT of :
! ¢ Dadra & Nagar Haveli, INDIA i

Crp. /Page T of 4

Haspa apenapary: Tipoaen, gancyan no 10 mr
Praduct: Prodep, Capsule 20 my

Hara supoduwurua /
Mio. Date  :GR/2020

(PAYOKCETHHG,

20mg

Cyra gitt 1 gancyna siorgte dorvorcetitm riapoxaopriaa exnmanentio 20 s

Strength: 1 Capsuie contains Fluoxetine Hydrochloride equivalent ta Fluoxetine

Tpuasruii no/
Exp. Date L 072024

KOpoOLU 3 MAPKYBAHHAM YEPAHCLEDIO T AHIIHCAKOIO MORAMI

Ukrainian and English.

Posaip i voem ynarosrs: no 10 ancys s orpuni, 00 6 cTpunis » xaprouniil

Packing size and type: 10 Capsule in Strip, 6 Strips in the Pack with marking

Jara panesa cepit/
Refease Date : 28-Aug-2020

Cepin Nz / Baich No.: SKX0883

A0, Ne /AR No.: TA87120

Poamip cepii / Batch size : 6666 ynakosok /packs

Kpatua supobung : [Haig
Country-manufacturer : [ndia

Bupobduuw / Manelacturer: «Can dapuacorika %Q@ﬁapi'; Hran
“Sun Pharmaceutical Industries Lt

Aapeca ! Address : Cypueit Ne 2}
Hinapia, Canssacea - 396230, ¥T Haspa i Harap Xansead, lunig,
Survey No. 214, Plot No .28, Govt.nd.

4, Hiassca No20, {asy luan Epus, aza [,

Area, Phase 1L Piparia. Silvassa -

Bupoduna aimentin /

Manufacturing licence, 1 NH/Z26

396230, UT. of Dadra & \éaoar Haveli, india.
Peccrpaniiise nocsinyenns 7 Ceprutiirar GMP/ GMP Cortifl
Registration certificate No. : UA/9613/0 1401 H70:2018/GMP

CKPHIISUKOIO, 3 HATHCOM
*PRODEP sagrono gopnvea -

wpadIoM  Siore  soasopy 1
HABROHO EDHILCHKR -~
WEToM  HOPHOTS  KONObOPY!
MICTATH nopsos  Gugors
KOILOPY.

Blue/Blue, size "2" hard gelatin

Ne / [okasusku sxocri/ Pesyanrarn / Busioru /
Sk No. Tests Results Specifications
I | Oaue . Teepuri wenaruuosi kaocymr No ¢ Taepii skenarunosi kancym No 2 3 cruiM opaycou
Description ¢ 23 cuuiM ROPAYCOM | CHHBOIO | | CHHBOIO KPHUIUROID, I #aricom «PRODEP»

HABKONO KOPOYCA - WpHGTOM OLIOTO KOALOPY 1
HARKOJO KPHIHCHKH - WIBHETOM SOPHOEO ROAULDDY;
MICTHTE AOPOUHIOK GLI0TO KONLODY.

Blue/Blue, size "2" hard gelatin capsules, having g

capsules, having a  cweular | eircular imprint ‘PRODEP on body with white ink
mprint 'PRODEP on  body | and on cap with black ink, comtaining whitc powder,
seith white ink and on cap with
black ink. containing  white
owder,

20| lzesorsnbigaina Binnopizac Yac VIPHMAHHA OCHOBHOTO K2 Ha

Fluoxetme Meets the reguitement.

{denulication Meets the requirement. XDOMATOTPAMMAN BUIPOSYBAHOTO | CTRHABDTHOIG
2.1) DayorceTiH posaans, OTPUMAHNX api KifIbRICHOMY
Fluoxetine BUIHAMEHH 1, HORRUHO CIHRIEREATHL
The retenuon time for the major peak wn the
chromatogram of the sample solution corresponds
10 that of standard solution as obtamned in the assay
procedure.
2.2) Oayorcerun ¢ Binnosinae -cnextp suapodyasHore 2paska HOBHUHCH

signosinaty 1H-cnextpy polodore cvanaapThoro
3paska hIyOKCSTHHE rinpoxnopiia.

The IR absorption spectrum of sample residue
should bc concordant with the IR absorprion
speetrum obtained from Fluexetine Hydrochloride
WS

2.3) Tutany guokcie Simmha’

Titamum dionide

I AMCTRCS CRITAQ-3OBTE

8.;1&0&5;1;:(
Meeis the ¢

2.4} Miamantousi cuniil
Brilfiant blue

sadaps «w—-«\\
A el vellow colowr dev Li@p AT

TERTH NOTAHHAHHA

Ineis- “Hchika i
,.
KOZ 382€ 5654




Kpaina istnoprep: YKPATHA / Importing country : UKRAINE

§ Sun Pharmaccutical ndustries Lid

D Swivey Noo 214, Plet No. 20, Goviindl Aren,

Phase I, Pipena, Silvassa - 396 230 UT of
| Dadra & Nagar Haveli, INDIA

Cepradurar ananiza / Certificate of Analysis

Crp. /Page 2 of 4

Haospa npemapary: Hpoeaen, zancyan o 20 mr
Praduct: Prodep, Capsule 20 mg

Hava supodmnmiss /

Mfe. Date - 08/2020

Cuaa gl | gancyna Mictuts (EIvORCCTHHA TMADOXI0DHAA eKBisancHTHO 20 M1
duivoKceTHRA,
Strenpth: | Capsule comains Fluoxetine Hydrochloride equivalent to Fluoxetine

{Ipsaarnit a0/
Exp. Date 1 0772024

72{}“{}& b ot e 6 AR ¥ A SR
Posstip § Ta yrarosxt no L0 ganeyn g Cipimi, 6o 0 Crpmits 2 KaproHsiil

Jbrva sunyera cepil/

KOpODUE 3 MAPKY BAHHAM VEDRIHCRROIO T3 SRFAHICHEDI) MORANMH,

Pacling size and type: 10 Capsule mn Strip, 6 Strips i the Pack with marking

Ukramian and English

Release Date : 28-Aug-2020

Cepin Ne / Batch Noo: SKX0888

A0 No AR No, 1 T/ORT 1720

Poamip cepii / Batch size 1 6666 vraxosok /packs

Bapoduuw / Manufacturer: «Can Papyaceoruran funactpiy Jras

Kpaiuz sapodsuk : luais
Country-manufacturer @ India

“Sun Pharmaceutical Indusiries Lid.”

Asnpeca / Address @ Cypaedt No 214, Qisanxa MNo20, Maer v Epus, @aza

[irapin, Cunnpacea - 396230, ¥.T. [agpa i Harap Xapent, bunis,

Survey No. 214, Plot No, 20, Govt.indl Area, Phase 1, Piparia, Sitvassa -

396230, UT. of Dadra & Nagar Haveli, Indig,

Buapoba ainenzisn /
Manufacturing Heence. @ NH/26

Pegerpauiiine nocsixtenun /

Ceprandivar GMP/ GMP Certif.

Registration ecertificate No. 1 UA/Q615/01/04 070/2018/GMP
Ne / Horasnawn sxocyi/ Pesvawraru/ Busorn /
Sr. No, Tests Results Specifications
n
3. Cpeassn sara eaicty | 347 1 mr/mg 3430 mr £ 35,0 % (327.8 mr~ 3625 mr)
KARCYAH Standard wt 3450 mg = 3%
Average weight i.e. Between 327 8 and 362.3 mg
4. PoOsurHeHHR ! Ministys/Minimum - 83 % He ascusuie 30%(Q) sian asssienol KUILKOOTI
Dissolution { Makcuwmys/Maximum: 93 % 1 dayoscetina 3a 30 xn.

| Cpenuc/Average 1 90 %

Dibm S

¢ kancynd,

o Jhm S2 piskac cpenile 3uaucuus naa 12 kancys (S
4,

plaris: #e senmwe 85 % gan kowuol

+ 32} nopisuoe abo nepeswisve 80 %, 1 wonne
IHAUSHHUA He TOBHHKO OVTH Meme 65 %,

Jag 53 piann: cpennc uauenna ann 24 gancvi (S|
« 82+ §3) sopisuiec ado nepemisiye 80 %, i
AOHYCRACCTHUR HE Dispie 2-% IH34ecHL MCHbLge
63 %a, ¢ PR ULOMY KOAHE 11 3HAUSHL HE TTOBHMHHO
Sytu menwite 33 Y.

Not less than 80%(Q) of the labeled amount of
Flusxetine hydrochloride equivalent to Fluoxeting
is dissolved in 30minutes.

For 81 tevel each unit is not less than 83%

For 852 leve] average of 12 units (S1 + $2) is equal
to or greater than 80% and no unit is less than 65%.

For 53 level average of 24 units (8§t + 52 + S3) &5
equal to or greater than 80%, not more than 2 units
are less than 63% and no unit is less than 35%.

& "‘}-‘4‘ 4

laeH ttikar g
KO 38265584




Kpaina ivnoprep: YKPATHA / Importing country : UKRAINE

R0 Sun Pharmaceutical Industries L Kowrpoas saroeri / Quality Control
E Supaneints, Bk, Blarada o0, By A I : . e T ]
3‘?1[&;% ;; ;;?'; i\ﬁsf;.:i!&i':;t;;f’} __03’ 9(;}:;3[ {;TJ:T‘:;;&’ Ceprudusrar ananiza / Certificate of Analysis
Dadia & Nagar Haveli, INDIA Crp. /Page 3 of 4
| Haisa npenapary: Tpenen, xancysu 1o 20 mr [ Aava papodusirea /
Product: Prodep, Capsule 20 ma Mfa, Date 1 03/2020
Cuaa afit | gancyna MicviTs GayosceThEa PUPOXADRIAA CKBIRAREHTHO 20 M1 Hpuaarui a0/
dyoRTeTHHA, Exp. Date :07/2024
Strength: { Capsule containg Fluoxetine Hydrochloride equivalent to Fluoxetine
Zimg
Possip i Tin yracoski: o 10 kancys1 a cTpuni. 1o & cTpHAIE B KApTOIGI Hara sanycxa cepii / ]
¥opoBUl 3 MAPKY BANIAM YEPATHChKOIO 12 2HIAITICLRO0 MoRAMI, Retease Date @ 28-Aug-2000

- Packing size and type: 10 Capsule in Strip, 6 Strips in the Pack with marking
Ukrainian and English,

Cepin Nz { Bateh No,: SKX0583 A0, Ne /AR No. : T/OR71720

Po3stip cepii/ Batch size : 6666 ynarosox /packs Kpaiua siposunk : fagis
Couniry-manufacturer : India

Bupoduux / Manufacturer: «Can ®apsiacsiorikan Iiacrpis Jlvs Bupobuiua siuensin /

“Sun Pharmaceutical Industries Ltd.” Manufacturing licence, : NH?26

Aapeca / Address : Cypeeit Mo 214, Husnka No20, Casrn. T Epust, Daga (1,
Minapis, Crnvaacca ~ 396230, YT /tanpa 1 Harap Xaseni, Tugis.

Survey No. 214, Plot No 26, Govtindl Area, Phase [}, Piparia, Silvassa -
396230, U7, of Dadra & Nagar Haveli, India.

Peecrpauniiine necsinvens / Ceprudirar GMP/ GMP Certif,
Registration certificate No. 1 UA9613/01/01 070/2018/GMP
Ne/ Horaznuwn sxocri/ Pesyaevary / Bitnviors /
Sr. Ne. Tests Results Specifieations
5. | Onuopiasicts J07083HHX Cpemie /Average - 993 % Haa n=10-

OAHHN UL Hpmitnatie gucno Hpuitaarie 28 [0 2030Ra48X oanukus, nosuHuo
Uniformity of dosage wnits | Acceptance Value ;3.5 Sy i menniie ado nopisHosati LI
by content uniformity B n=30:

Kinuese npmierie uncao nam 10 4030B4k6X
CHHBU A0/DR0 8T MeHCe Wik passo L1 amicr
HOANOT J0708aHOT oauHuul He nosHHHO GyTu
senbwie {(1-L2x001) M adbo  Oinsise
{1+ L2x0011M,

Li=13.0 a L2=230.

Forn=10,

Acceptance value of the 10 dosage unit is less than
orequal to L1,

For n =30. Final acceptance value of the 30dosage
unit is less than or equal to L1 and no individual
conlent of the dosage unit 15 less than [1- L2 (0.013]
M not more than [1+ L2 (GO M. Lt is 15.0 and

S L2is25.0
6. | Xpowarorpaditusa quctora Hag sunycxa Hnn repivny
Chromatographic purity MPHERTHOCTE
For release : For shelf Hfe .

PHAHBLAYANLBL 20MILEH | laHsiayansel QoM
i Mo sinpacno /Not detected = -

e Ginsiue 0.25%; He Giasie (0.25% !

individual impurity individual impurity

Not more than 0.23% Not more than 0.253%,;
He pimpnenn 7 Not detected | Cyma nomitzos — Cyma aomior - !

He Giapure 3,40 9%, ne OLabie 0,80 Y.

Total Impuritivs . Total Impuzities :

Mot more than 0.40% Not morg AU




Kpaiua ivnoprep: YKPATHA / Importing country : UKRAINE

} Sun Phar m%euz;ca [radustn wes Lid Kouarpons ssocri / Quality Control
N | Survey \0 214, Plot No. 20, Govilndl Area,
Sruiaa | Phase IE Piperia, Silvassa - 396 230. UT of

Cepridurar anajiza / Certificate of Analysis

Da(i:n & Nagar Haveli. INDIA Crp. /Page 4 of 4
Haawa nperapary: Hpoaen, kancym no 20 mr Aara supobiuuraa /
Produet: Prodep, Capsule 20 g Mie. Date  : 08/2020
Cuas i | gancyna MICTHTE $AYOKCETHHA [HIPOXAODHAS exBiBareHTHO 20 Mr [ipuaaruii a0 /
diavorceTHHa. Exp. Date P U72024
Strength: | Capsule contains Fluoxetine Hydrochloride equivalent (o Fluoxctine
20mg
Posatip t tn ynaxorcn: no 10 kancyn 8 cTpuni, 150 6 crpinis 4 3pToRRIN Mara sraveka copit/
ROPGHUE 3 MAPEKY BRHEAM YXPATICHKOIG T4 3HIRHICLKOIO MOBaMH Release Date @ 28-Aug-2020

Packing size and type: 10 Capsule in Strip, 6 Strips in the Pack with marking
Ukraintan and Enghish.

Cepin Ne/ Baitch No.: SKX0888 A.Q. No /AR No. : T/AGB71720
Po3mip cepil / Batch size : 6666 ynaxosok /packs Kpatna snpobuns : lunis

i Counntry-manufaciurer : India
Bupodunr / Manufacturer: «Can Gapuacsiorasan fugacrpis fay Bupobuu«ua aiuensin /
“Sun Pharmaceutical Indusirics Ltd ™ Manufacturing licence. : NH/26

Aapecn f Address : Cypnefi No 214, Jiansusa No20, Canr. i Epnn, @aza 1,
Minapis, Canssacea — 396230, YT Hanpa ¢ Harap Xasem, Tuais.

Survey No. 214, Plot No 20, Govtludl. Area, Phase {1, Piparia. Silvassa -
396230, U.T. of Dadra & Nagar Haveli, India.

Pecerpauiiine nocsiauenist / Ceprugirar GMP/ GMP Certifl
Registration certificate No. : LAQGL3/01/4 070201 8/GMP
Ne / Hoxasuien uxoeri/ Pesyanravs / Bustors /
Sr. No. Tests Results Specifications
7. | Kiapxicse sru3HaucHug 1974 sr g ganeyni / Bin 190 mr a0 21,0 Mr dayokeeTina rigpoxaopuaa
Assay {974 mpicapsule B NepepaxyHky 53 HAvOKCETHH & | kamcy

: (95.0-103.0 % 8inx 1assnenol ginskocTi).
98.7 % Not fess than 19.0me and not more than 21 0mg of

Fluoxetine hydrochloride equivalent to Fluoxetine
in 1 capsule.
{93.0% - 105.0% of labeled amount).

8 Mirpobionoriyna acTora B apenupaii actycraeTses:
Microbiological Himit test TAMC. < O KOE/ CFLVg | sarassua  KLTeKICTH  acpodHiX  MIKpOODTatiiMin

{TAMC) - ne Ginsure 10° KOE/T,

Total Aerobic Microbial Count:

Not more than 1000 CFU 7 a

WIAARNA  KITRKICTS  APDIGKERMN  TA  AAICHABUX
FYMC: <10 KOE/r CFU's | rpudis {TYMC) - ne Sinuwe 10° KOE/r

Total Combined Molds and Yeasts Count:

L Not more than 100 CFU 7a.

| Escherichia colt He nonyesactsen Escherichia coli 8 | rnpenapara.

| Bigcyruir /Absent/a Escherichia ¢oli : Should be absentg
9. | Ynazoska | Maprysanns Biznosinae Bianosizac sumoras MKSI n;mpcm{om 3ac00y
Packing and marking Meets requirements As per the requirements of Methods of product

quality control.

Zaupy viono ceprudmratdi: Uas @ AiETREPRVIO, 10 JAHANCHI BuILC HAOPMALIT € 10CTOBIpHMG | TounDw. Lln cepin
NposyKitl Gy BrruToBACH (BRAIOMAIONH NAKYEARIA/MAPKYBAHIE) | IPOBSASHO KOHTDOME Il AKOCT! Ha BUIREIATHAYEHOMY
33RO ¥ AoBHT BIANOBEHOCTT 20 sumor GMP. 2 Taxek y sianosinvocti 2 cocundikanioo, wo sictuteca 8 MKS ne
peeeTpanifinors nocsinyenin Ne UA/SGISQIDL, supolrind apoTokoar, NPOIOs0AN NAKYBILHHA T8 BHANI3IB sKOCTI Oyiu
nepesipeal L BCTHHOBASHO sUINOBIANCTE Busoray GMP.

Declaration about certification : Here by [ testify refiabilitv and accuracy of the above information. This batch of product
was manufactured (including packaging / labelling), and its quality was contralled at the above stated site in full acecordance
with the GMP nJ m Lu;r;ylm*u with specifications contained in methods of drug quality control for Registeation Certificate
No. UAGGT501) Hateh manufactunng, packaging and analysis records (protocolsy were rewwfu*? and_ces i
GMI* was pwvcd :
3asipeno /Authorized By

Menenswep/ Executive - Qualiry

¢ Npaumarcesap bapukd Kumar Thadan
(fara Dute:

g "ia'@?r e

.1na1l4.f



http://www.tcpdf.org

