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Kpainaimnoprep: Yepaisa / lmporting country ;

AX

UKRAINE

§

e Sun Pharmaceutical Industries Lid,
SUUN Barada Highway, Halol, Gujarat, 389330, India
THAFELLA .

Kourpoas arocti/ Quality Centrol

Ceprishirat ananiza/ Certificate of Analysis |

Crp. / Page1 of5 |

1 Produch:

Hazsa npenapary: JEPTECAH, Tadneren ne 0,75 mr

LERGESUN, tablets 0.75 mg

Aayas supoduyursa /
Mifg Date 0872025

. Strenyth:

Ciota A

I TadneTsa sictats 8,75 Mmr JlepoHoprecTpeny
{ tablet.contains .73 mg of Levonorgestrel

[1proaTunii xo /
Exp. Date  : 07/2026

Possmip | THIE YOIAKOBKHI 3

tabnerkd 8 Onicrepi, mo | Gaictepy B KaproHHiR
L VY RAKORET 3 MADKYBAHHAM YRPATHCBKOH MOBOK),
1 Packing stze and type: 2 tablets in biister 1 blister in-a carton with marking in |
1 Ukrainian. L

Hara puaycka cepil /
Release Date ; 28/09/2023

1

) .Ctplﬂ Ne / Batch No.

: HAEL303A

A0, N/ AR No.: FPO23020561

4 Possmip cepit/ Batch size :

10790 Showbox ynaxosok / packs

i Kpaiua supolnux; [1us
Country-manufacturer: India

1 Bupobuux / Vanufacturer: «Can BapMachio THKAN !Hﬂampu At/
-«Sun Pharmaceutical Industries Ltd.»
TAApeea ! Address:

Bapona XaiecH, Xamon, ['yaxapart, 389350, lnaa /
1 Bareda Highway, Haiol, Gujarat, 389330, India

. Bupobuanua jiuensin/

. ¥Manufacturing licence. : G/28/396

1 Pecorpauisine NocTRIAYCHNR /

..Ci’:p'ﬂlcbiﬁﬁ”f GMP/ GMP Certil.

Identification
2l | laentudbikauis no BEPX

-Hac
- XpoMatorpami.
3patka
CIIOCTEPIrACTLCS
“CTAHAAPTHOTO

7 ldentification by HPLC

4 Oeuosai

YYPHMYBAHUS  OCHOBHOCO  MiKa
pO3YHY  ZOCALDKYBAHOID
BiIOBIAAC MNOKATHHEY,
Ha XpoMaTorgami
PO3YHIY,

K.
i)

DIPHMAHOMY B
1 osuupodysansi. «KilskicHe sulnauennsin JAng
JiegoHoprecrpeny. /

“The retention time of the Levonorgestrel peak
in the chromatogram of the test preparation i3
“gorresponds 1o that of the standard preparation
" as obtained in the Assay of Levonargestrel.

Yac  yTPHMYBAHHR  OCHOBHOTO. [iKa

XPOMBTOFPpaMi  poOIiHHY  JACCAUDKYBAOro
IPAINA MaE  BIAMORIAGTH  NMOKAIHHKY, 0
CNOCTEPICAETLCS Ha Kpamarorpami
CTAHHAPTHOTO  POIHHHY,  OTPpAMaHaMY 8

suApodyeanitt «KifgekicHe BUIHAYCHHA» ILNA |
JlegoHoprectpeny. / '

The retention time of the Levonorgestre! peak

in the chromatogram of the test preparation
~corresponds to that of the standard preparation |
as obtained in the Assay of Levonorgestrel.

Hit

1 Registration certificate No. : UAJ17362/01/01 288/2020/C-583 | |
_ Reference Specification No.o 3801812 Rev. No, 1.0
,. TECT/ PEIVALTATH/ COEHUDIKAUIS/
NO TEST RESULTS SPECIFICATION
2 Onuc 7 Deseription Kpyrni niocki  Tabaerks 6e1  obosouku, | Kpyrai  nmocki  Tadietkd 63 0G0OHKH,
' “Oioro  abdo smaitke  Dinoro  woasopy, 3 | Sinoro aGo  maitke  OLwro  koawopy. 3t
CCKOMEHHME KpaAMM, i3 THCHEHHAM "403" 3 | CKOHICHHMH KDARME, 13 THCHEHHAM :if,}"”' 1
“pAHOre SOKY Ta rARGEHLKI 3 IFUOFO OOKY, / OAHOrO GOKY T3 FAAASHLK 3 HULOr0 §oKY.
‘White , cirgular, Dat faced bevelled edge White 1o off.white, circular, Aat faced beveled
| uncoated tablet debossed with “403" on one edge uncoated tablet debossed sith 403
N side and plain on the other side. one side and plain on the other side.
3 lacuvudikanir /

cranaaptioi MacH (%)
“ Vanation from
Standard Weight

3 noANK,  OTpHMARE Ak poTaiiHy | OciOsnl  OAAMM; OTDHMaHL I pOSYKHHY -
2.2 THIX b'y""l'"{;(“f.' HGCHAKYBAHOrO  Ipaika BIAROBLAAIOTE 33 | AOCAIMKYBAHGIO Iparka MAGTh BINMOBIAATH 34
- 4 nokasuukom  RF pounHy  pediepenc- | nokasankom  Rf posunny  pedepenc-

1 1 ecraknapry. / - cTanaapTy. /

1 i The principal spols obtained with test | The principal spots. obtained with  test
1 1 preparation arc correspofids in Rf value to that | preparation correspond. in Rf wvalue to. that
I o | .obtained from standard preparation. -obtained froin standard preparation.

13 ¢ Cepeann maca /

: Average weight _

1 3.0 ] Cepetna Maca Tadaetku /- | ’ii-iﬁi P 95.00 - 105.00 mr/

1 i -Average weight of tablet q*? @{}w,g}' Between 95.00 mg.and 105.00 mg

] 3.2 | Biuxunenns sia +.5.0% 814 CTAHAAPTHOT MAC

{Crannaptia maca: 100.00
% 5.0% of standard weight
(Standard weight : 100.00




Kpaiua istnoprep: Yepaina / Importing countiry

s UK RAINE

5 * Kourpons axocti / Qu ality Control
o 1 Sun Pharmaceutical Industries Ltd, . . * ]

| SUN | Baroda Highway, Halol, Gujarat, 389350, Tndia Ceprudikar ananiza/ Certificate of Analysis

PrAkead Crp. /Page 2 0f5

Hazea apenapary: AEPTECAH, tadneteu no .75 mr

Harta supobuuursa /

Product: LERGESUN, tablets 0.75.myg Mfe. Date  :08/202)
Cuaa it | Tabnerta Mictit 0,75 mr }"Zeson;precheﬁy punarHuit no /
Strength: | tablet contains 0.75 mg of Levonorgestrel Exp. Date :07/2026

g

Possiip i Tnn ypawoskk: 2 tabnersy 8 Saicrepl, mo | Gnictepy 8 KapTONHE

\fﬂﬁ.hDBiEi 3 MAPDRKYEAHHAM yhpﬂlﬂ{:hhi}i{} MOBOK:.

Packing size and type: 2 tablets in blister | blister in @ carton with marking n
Ukramian.

Hara suaycra cepii/
Release Date : 28/09:2023

Cepist N2 / Batch No. . HAEL303A

0. N/ AR No.: FPO2302056 1

Posmip cepit/ Batch size : 10790 Showbox ynakosok / packs

Kpaiua ssupoduuk @ {Hnis
i Country-manufacturert India

e b e m it

Bupodunr / Manufacturer: «Can GapmacsoTikan [Hzactpis JItay f
«Sun Pharmaceutical Industries Ltd.y

Aapeca / Address 1 bapona Xatige#, Xason, Pypkapar, 389350, [Hais /
Raroda Highway, Halol, Gujarat, 389330, India

Bupoburua smendia /

Mauaufacturing licence, : G/28/396

Peccrpauiiite nocreiayenun /
‘Registration certificate No. : UA/17362/01/01

Ceprugpixar GMP/ GMP Certif,
288/2020/C-383

Reference Spectfication N0,

3801812 Rev. No. 1O

TECT /
TEST

PESYJILTATH/

e RESULTS

CRELHOIKAHIA/
SPECIFICATION

1 Taepaicrs /

Hardness 28 Newton

Cepease IHAUCHHS TBEPIOCTL:
B dianazout (0N 70N/

- Mean hardness. Value -

Betrwegen 10 Nand 70N

Mai: [00%
Max: 104%
Mean: 1072%

Potuuuching /
Dissolotion

Hng $1 o~ Blagyrul a0308aHl

He seiie 83% (Q) 2a ..,;0 KB, v

Not fess than 83% (Q) in 30 minutes,
QAUHHUL.
AKHY TOKAIHHK Merie 00% BlLa HOMIHATIRKOTO,

£ At S no unit should be less than 90% of label
, c:ia:m.__
Jhwm S2 - cepenne mauennn 12 oausuus (S| ¢

S2)  aopisHioe  ado  nepesuurye  83%
HOMIMANBHOFG 3HAYEHHN, BLACYTHI OaMHmLl,
and AKMX noKazHdk Mouwe 70%. 7OAt

to or greater than 83 % of labetl claim, and none.
is less than 70%.

Jns 83 - cepedt€ 3HaMeHHs Uik 24 OmHHUUG-
(ST + $2 + S3) gopistioc ado nepesnitye §3%,.
He  Oiblie 2 OJHHHLUE,
merute 70%. 4 At S3 average value of the 24
units {S1+S2+ 83} is equal to or greater than
83% of label claim.

And 24 R030B3HMX  OUMHMUbL - BLICYTHI
onunwWit, AT AKUX MOKAZHHK MeHwe 60%. /
Not more than 2 units are less than 70 %. No
unit of the 24 units is less than 60%.

S
average value of the 12 units (S1+82) 1s. equal -

hEE

Wit KKHX MOKAMNIMK |

Boma/
Water content

Mean: 5.35%wiw

Har nepariny
npuGmHocn

Shelf life:

{fpu sunyexy /
Hefease |

He: ainsule F %6 MM

He oinbie 8 % Miv f
Not more than 7 % Not more Lhan 8 %6

wiw

(Form0G61 184/2.0)

*/ ePAHBAKC]
{ - [ PAPMACHIOTIKAIC

VKIATHA»
N ISentudiiBau R s y
Hﬁﬂ +53255984 .




Kpaina iminoprep: Yrpaisa / Importing country | UKRAINE

. {f-:.‘_ E Kourpons axocri / Quality Control
.50 i Sun Pharmaceutical industries Ltd, - e e | :
beN ' Raroda Highway, Halol, Gujarat, 389350, India Ceprudpirar ananiza / Certiicate of Analysis
FRARMA | Ctp. / Page 3 of 5
Hazea apeuapary: JAEPTECAH, vadaersu nio 0,73 mr Aara supofunure /
Product: LERGESUN, tablets 0.75 mg | Mig. Date  : 0872023
Cara 410 | vadaersa sicturs 0,73 me fiesonoprectpeny (pssparauii go/
Strengih: | tablet contains 0.75 mg of Levonorgestrel Exp Date [ (7/2026
Posmip | v ynaxoswu: 2 tadaeTkd 8 Onicrepi, no | Onictepy 8 Kaprousidl | [lava suaycka cepit/
YITAKOHEL 3 MAPDKYRAHHAM VEKPATHCLKOIO MORBOID, Release Date :28/00/2013
Packing size and type: 2 tablets in blister ! blister in a carton with marking in-
| Ckrainian, L e
Cepia N/ Batch No. : HAE1S03A AL Ne / AR No. t FPO23020 361
Poistip cepii / Batch size : 10790 Showbox ynakonrox / packs Kpaiua gspodunx : lnais
N o | | ] Country-manulacturer: lndia
Bupoduuk / Manulacturer: «Can ©apmacsiorrian 1HaacTpis JTay / Bupodurua nigendia/ t
«Sun Pharmaceutical [ndustnes Ltd.» {-Manufacturing licence. : G/28/396 i
Anpeca/ Address : bapona Xadisei, Xanoa, I'ymxapar, 389350, fnain / |
‘Baroda Hichway, Halol, Gujarat, 3893350, India _ T
Pecorpantifise noctsiavenna / | CepTudinar GMP/ GMP Certif.
Registration certificate No. : UA/7362/01/01 | 288/2020/C-383
_ Reference Specification No.; 3801812 Rev. No.. 1.0
No TECT/ PE3YJILTATH / CHEUH®IKALL/
' TEST RESULTS. SPECIFICATION
7 | Oanoplanicre | Hnapn =107 Forn=10
1OTOBAKX OUAUHMILE / HpgiteaTnsit  qoxazdvx. ant |0 oassuis
Uniformity of dosage Mean - 1013 % A0IyeaHHA - MEHIWWHA ado pisuHudl  Li%. /
“units by content Min:99.1 %. | Acceptance Value of 10 dosage units is less
uniformity Max o 1033 % than or equal to L 1%

Acceptance Value - 3.7 |
JUt n= 30/ Forn =30,

QiHATLHO NPURHSTHHE NOKa3zHuk .aas 30
| pnakonie - Menwwir ado pwshwni L%,
BiACYTHI  [O30BAHI  QAHMHUL, QAR AKHX
1 noxaznuk- memue, sk [1 - (L2 (.01 M |
| Sinewe, wim [1 + (L2) (0013 M / Final
| acceptance Value (AV) of the 30 dosage units
1 s less than or equal 1o L1% and no individual
1 content of the dosage unil is less than {i- (L)
1 {0.0131 M nor more than {1 +L2) (0.0DH]M
TLI =150/ and L2 =250

3 CynyTHI AOMILUKY /

| Related Substances.

1 Heaenrudikosani

1 eaitusH / Unknowe

1 Impurities

- Ry1e-SKa OKpeMa
AOMUEA S Any
-individual impurity :
- Cyma aomimok / Total

He oinewie 0.1 % 7 Not moregthan 0.1 %

| Hed inste 0.5 % Not more than 0.5%

______ 1 lmpurities N o ]
: s mepuiny
e Tpu eunyexy/ "

9 i KinpkicHe sHIHAYCHHA | _ npHdameocnii -
| Release. | . o,
|- JlewonoprecTpeny /. | Shelf life;
Assay of Levonorgestrel 0.71 -03.78 {mr/ mg} | 0.67-082{mr/ mg)
%% HomidansHOT 100.4% |
| kiaskocti/ % Nominal 95.0 - 105.0% 1900+ 110.0%
| amount

iy - - ——

(Form{Q611i84/2.0)

WPAHRAKCT
JOAPMACHEOTIEAC

VEMIHAY

[ iEHTHOIRAL R




Kpaina imizoprep: YRpaina / [mporting countey : UKRAINE

!‘;F;:‘-i :
" ﬁ,._j‘;‘ ! Sun Pharmaceutical Industries [.td.
~ SUN | Baroda Highway, Halol, Gujarat, 389350, India
L F e AR A

:
:

Koutpoas saxocri / Quality Conirol

Ceprudikar ananiza / Certificate of Analysis

Crp. /Paged oi 3

C

% H’a-ma“}ipmmpmy: JEPIECAH, vabnetwi no 0,75 mr

é’_\!’rnduct: LERGESUN, tablets 0.75 my

E_;:}am pHpoGHHUTES /
| Mfe. Date ;0872023

' Cuaa afis | aadaerka Mictuts 0.75 mr jlerouoprecTpeny
- Strength: | tablet contains 0.73 mg of Levonorgestrel

{ [{pnaavauit ae/
T Exp. Date. 1 0772020

“Powmip i tun ynakoske: 2 tadnetki B ogictepl, no | Snictepy & KapTOMHIA |

© YNAKOHLI -3 MAPKYBAHHAM YKPAIHCHKOK MOBOID.

. Packing size and type: 2 tablels in blister 1 blister in a carton with marking in
Ukraian.

{ lara sURyCcKa cepii/
Release Date : 28/09/2025

Cepisn

No / Batch No.

: HAELS0JA

A0, N/ AR No. s FPO230205361

Poisip cepii / Batch size 1 10790 Showbox ynakosok / packs

Kpaina supodunk @ [HAiR

an

Bupodusk / Manufacturer: «Can DapsaceroTran lHaacTpis Jiray /
«Sun Pharmaccutical Industries Lid.»
Aapecs/ Address : Bapoaa Xafise#, xanon, ['yaKapat, 389330, lunin /
Baroda Highway, Halol, Gujarat, 389350, india

Bupodumua aiuensin /
Manufacturing licence.: G/28/396

Peccrpauiiine nocrsiaveuns /
Registration certificate No. : UA/17562/01/01

Ceprupicar GMP/ GMP Certif.
288/2020/C-383

Reference Specitication No.: 38018132 Rev. No.: [ .0 _'

NG.

TECT/
TEST

PE3YJIBTATH /
RESULTS

CHEUUDIKALIA ./
SPECIFICATION

[ {i

10.1

1G.2

105

Mikpobioaoriana

wioroTa £ Microbiad
Limit test
3araibHa KIJISKICTE
ALPOOHKX
MIKDQOPTHHEIMER

{TAMC) 7 Total Aerobic

Microbial Count
(TAMO)

3arankHi KUIBKICTD
APLACGUKOBHX ¢ URINERHX
rpudkie (TYMC)Y/ Total
Combined Molds and

 Yeasts Count {TYMO)

Facherichia coli

an

Less than 10 CFU/zm

Less than 10 CFU/gm

_Absent

He Sinswe (000 KYO /¢
NMT 1000 CFU/gm

He Sinpwie Y00 KYO/ ¢
NMT 100 CFUlem

Maiote 6ytu siacytii / Should be abgent,

P PosnagaHus /

Disintegration time
Poaustd © Boaa,

I Teumneparypa: 37°C £ 2°

S Laguid @ Waler,
Temperature ; 37°C42 °

04 minute 42 seconds

He diasiie |3 x8./
Not more than 13 minutes

BOL: Hipxue pisns suanascnua / Below Quantification Limit.

GMP

LAt

« As per OOT QMS PR No.: [588915.
Sasipa utoao cepriduranii LHM 4 niarseplkyio, UI0 Ja1HAHEHA BUULE THQOPMALWA € 40CTORIpHOW | TOUHOK. LA cepis
npoayKuil Gy 8 HrOTORIEHA: (BKTIOYAOUH . NAKYBAHHA/MAPKY BAHHA) | UPOBEALHO KOHTPOAL 1 AKOCTI HA BHUIEIAIHAHCHOMY
japofl ¥ noseif sianosianocTi 2o suMor GMP, a Takox Y giznogianocti 31 cneundikauicto, wo micrureca 8 MKA z0
peccTpautiiioro noceigueHns Ne UAST362/01/01, BHPOOHHUE NPOTOKOIH, GPOTORO/IM RAKyRAHKA T2 AHaNizB AkocTi Syau
nepesipedi | BCTaHOBCHD BUIoBLIHICTE Busoram GMP,
Declaration about certification : Here by ! testify reliability and accuracy of the above information. This batch of product was
¢), and its quality was controlied -at the above stated site in full accordance with the
hods of drug quality control for Registration Certificate No.
e facturing, packaging and analysis records (protocols) were reviewed and compliance with GMP was -

manufactured (including packaging / labellin
*;'i\\ specifications. contained n met

B HYTHOURRG

{Form061184/2.0)

/ DAHBARCT \F
{ipAPSIACHIOTIRAN Y =
- VRPARL.
' IWTHLDiI{Eiuii'm{m' /:
w03 38263354 :




Kpaina imooprep: Yrpaiua / Importing coontry : UKRAINE
I
Kontpois axocti/ Quality Control |

i Sun Pharmacautical Endustnies Lid.

. . ] .
. DT agi3a f Certificate of Analysis |
Barada Highway, Halol, Gujarat, 389350, India | __ Cepradikar anasiza / Certificate o ¥sis

Crp. /PageSof 5

. | )

kiep
; M :'f""::i\:ﬁ.
F
ey

T
5

! Hazea penapaty: ﬁEPfECAlE, radseTkd no 0,75 me Hara supodHuurea / 1
| Product: LERGESUN, tiblets 0.75 mg. o Miy, Date = 08/2023 '=
 Cua i | raGaerka sictuts 0,735 mr Jlesonoprectpeny Ipuaarauit no/

| Strength: | tablet contains 0.75 myg of Levonorgestrel Exp. Date  ;07/2026

| anii} Poran ynakosku: 2 tadaerkd s OnicTepi, no | omictepy B xaptoknii | Jara sunycka cepii/

1 ¥NAKORUE 3 MAPKYBRHHAM YKPATHCBKOID MOBOK), Refesse Date 3 28/09/2023

i . . « b g - . “ .
1 Packing size and type: 2 tablets in-blister 1 blister in a carton with marking in
4 UiKrainian.

TCepis Ne / Batch No.  : HAELS03A A0, Ne /AR No.: FPQ23020361
| Posmip cepii / Bateh size 1 10790 Showbox yitakosok / packs Kpatua supoiinax ¢ [Haisx
_ | Country-manufacturer: India
' Bupoduus / Manufacturer: «Cau f!':la.ps{an:b}{}“nma.n lenactpis Slran / o Bupotuisua sidensis /
| «Sun Pharmaceutical Industries Ltd.» Manufacturing licence, : (/28/596

| Aapeca / Address : bapona Xatigeil, Xanon. lymkapar, 389350, fnain/ |
Buroda Highway, Halol, Gujarat, 389330, india . o ]

Pecevpauiiive nocreiayenus / Ceprudixar GMP/ GMP Certifl

1 Registration certificate No, 1 UA/I7362/01/01 N 28872020/C-385 | |

T Reference Specification No.: 3801812 Rev. No.: 1.0
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