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Kpaiwaisnoprep: Vipaiua / Importing couniry 3 UKRAINE

Keourpoas axocri / Quality Contro! |

Sun - Pharmaceutical Industries Lid,
Baroda Highway, Halol, Gujarat, 389350, india

Ceprudixar ananiza / Certificate of Analysis
Crp. / Page L of 4

P FA A A,

o A o . L FE—

- Hasea npenapary: JJEPTECAH, vabnetkn no 1,5 ME Hata supobauurea /

Product: LERGESUN, tablets 15 mg Mig. Date : 08/2023
Cuoa aivr 1 tadnertra mictnte 1,5 mr Jlesowoprectpeny Hpugarunii po / r
Strength: 1 tablet contains 1.5 mg of Levonorgestrel Exp. Date  :07/2026

Hara nunyem cepii /
Release Date : 29/08/2023

Poimiip i vin ynaxoskn: | rabnerka 8 Onictepi, no 1 Gaictepy B kapToHwif
¥NAKOBiL- I MADKYBAHHAM YXPATHCHKOIO MOBOI).

Packing size and type: [ tablet in blister | blister in a ¢carton with marking ‘in
1 Ukramian,

A.O. Ne/ AR No. : FPO23017842
Kpaina supobuuk @ [uais
Country-manufacturer: India
Bupobdngua nivensia /

Manufacturing licence. :
GUIDRUGS/28/396

| Cepin Ne/ Bateh No. _ : IAE1815B
| Poawip cepii / Batch size : 8400 ynakosok / packs

Bupobtuuw [ Manufacturer: «Cai $rapmacsioTxan Istnacrpis JIvg.» /
1 «Sun Pharmaceutical Indusiries Lid.»
i . Aapeca/ Address : Bapona Xaitseit, Xanon, [ yaxapat, 389350, Tuaia /
Baroda Highway, Halol, Gujarat, 389350, [ndia
| Peecrpauiitue noctainyuenns /

Registration certificate No, @ UA/17362/01/02

Ceprudivar GMP/ GMP Ceriif,
288/2020/C+583

Reference Specification No.: 38301813 Rev. No.: 1.0

" No TECT/ PEIVILTATH/ C.HEU,P{(()IKA[HE;’
T TEST RESULTS SPECIFICATION
! Onue /! Descrption Kpyrat  mwiockt  1adnetku  Ges | Kpyrni naocki raGaerxw Gea oBonouxy, BGinoro

ofononkn,  Dinoro ale wmaitke | aBc Maike 6in0ro KONBOPY, 31 CKOIMEHWMH
OUIOrO  KonsOPy, 3 CKOMEHNMK | KpasMu, 13 THCHendAM "403" 3 oanoro HoKy Ta
kpasmu, i3 THcHeHuaM 718" 3 | caaneubrl 3 iruwioro Goky. /
ORHOTO BOKY Ta raanensk) 3 iatioro | White to off-white, circular, flat faced beveled
boky. f edge uncoafed tablet debossed with *718" on one
White ; circular, flat fated bevelied | side and plain on the other side.

edge uncoated tablet debossed with
"718" on one side and plain on the
other side.
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fneuTudrixauin no BEPX/

2.1 [ Identification by HPLC Hac ytpHMysanus OCHOBHOTO Mixa | Hac  yTpHMYBaHKA  OCHOBHOIQ  [HK3  HA |
- Ha XpoMaTorpami POIYHNY | XPOMATOrpaM! POIYHHY NOCALDKYBIHOTO 3[33K3 |
AOCNIAXKYBANOrO 3pAIKA BIAGOBLIAC | Mac BIANORINATH MOKABHHKY, LU0 CHIOCTEPIrICTHCR
NOKAIHUKY, LI CROCTEPIIGETESA HA | HR  XPOMATOTPaMi  CTAHRAPTHOrO  po3IdHuy, |
XpOMaTOrpaml CTRiRApTHOTC | OTpuUManoMy B sunpo8yeansi  «Kinexicue |
POIHMHY, OTPHMAHOMY B | BM3HaucHHA» aag Jlesoroprecrpeny. /- |
suapobyeaiii «Kinexicue | The retention time of the Levonorgestre] peak in
BHIHAUCHHAY ans | the chromatogram of the test  preparation.
Jlesoroprecrpeny. / corrésponds to that of the standard preparation as
The retention time of the |-obtained in the assay of Levonorgestrel.
Levonorgestrel  peak.  in the
chromatogram  of  ‘the  test
preparation is carresponds to that of |
the standard preparation as obtained. |
in the Assay of Levonorgestrel, )
Ocuoanl- MK,  OTpAMam  ANd poditiny-]
2.2 | THIX. by TLC OCHOBHI  fIMK, OTPHMARE JUIR | TOCAULKYBAHOrO 3pa3ka MAKTE BiIANOBIAATH 13

PO3MMHY JOCAIDKYBAHOrO  3paika

BUAMOBILOAIOTL 38 MDXKaiHugkoM RE
po3uMHy petdepenc-crasiapry. /

The principal spots obtained with.
test preparation are corresponds in-|
Rf wvalue to that obtained fom |
standard preparation.

‘noxaisyakoM RE poldudy pedepere-cranaapry./

The principal spots obtained with test preparation |
correspond in Rf value to that obtained from |-
‘standard preparation.. p——— '
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Kpaika imnoprep: Yipaina / lmporting country : UKRAINE

i

@ 5 Sun Pharmaceutical Industries Lid.
SUN !

P ARRA

|

Baroda Highway, Halel, Gujarat, 389350, India

Konrpoin arocri/ Quality Control

Cepradixar ananiza / Certificate of Analysis

Cwp./ Page 2.0f 4

Haszpa npemapaty: JJEPCECA rabnetku 110 1,5 Mt

Hara nn;;ﬁﬁxrmm‘m: /

1 Product: LERGESUN, tablets 1.5 mg Mig, Date  : 08/2025
+ Cuaa git: | raCnerxa micturs 1,5 mr flesosoprectpeny Hpunarnuit go /
Strength: 1 ablet contains 1.5 mg of Levonorgestrel fxp. Date :07/2026

Posstip i run ynaxoswks: 1 tadnerka B Oaicrept, no | OaicTepy B KapTOHHIA

¥NaKoBUl 3 MAPKYBAHHAM YKPAIHCLKOIO MOBOIO,

Lkratnian.

Packing size. and typer | tablet in blister | blister in a carton with marking in

Harta sunycka cepiv /
Release Date : 29/08/2025

+ Cepin Ne/ Batch No.

: HAE1815B

A0, /AR No. : FPO23617842

i Posatip cepii/ Batch size : 8400 ynaxosok / packs

Kpaina pupobunx : luais
Country-manufacturer: India

| Bupobuste / Manufacturer: «Can thapsacerorssan [naacrpis Jivan /
1 «Sun Pharmaceutical Industries Lid.»

Aapeca / Address : bapoja Xa#se#, Xanoa, Uyxkapar, 389350, luais /

| Baroda Highway, Hatlol, Gujarat, 389350, India

.

" Bupoduuyn aiuenzis/

Manufacturing licence. :
GUVDRUGS/28/396

1 Peectpauiitse nocrsigyennn /
i Registration certificate No. : JA/17362/01/02

Ceprudivar GMP/ GMP Certif,
288/20620/(C-583

Reference Specification No.: 3801813 Rev, No,: 1.6
No TECT/ PEIVIALTATH / CIlk EU.H(I‘*IKA[HH”J’
N TEST RESULTS SPECIFICATION
5 Cepenns maca /
Average weight
3.1 1 Cepesna vaca tabaetrn / 201.04 mg 194.00 - 206.00 mr/
Average weight of tablet Between | 24.00 mg and 200.00 mg
3.2 | Biaxuaenus sin ctangapruol & 3.0% BiA CTAHUAPTHOI MACH
1 Macy (%) / % Variation from. 0.5% {Crangaprua maca: 200.00 sr)/
Standard- Weight +.3.0% of standard weight
(Standard weight 20000 me)
4 | Teepaers/ 45 Newton Cepeae 3HaYEHIL TBEPUOCTL:

Hardness

1 Between 10 N and 90N

B Alanazoni 1O N -90 N f
lean hardness Vaiue

PazunsicHus / Dissolution

L}

&ﬁh;g;% e

Max: 102%
Mean: 99%

1 Nnn 82 - cepenne 3uadenss 12 ogunuus (81 +

| §2) nopiestoe abo nepesuiye 80%% aoMIHANTBHOIO |.
1 3HAYEHHA, BIICYTH ORMHHLI, JIR AKHX NOKAIIMHK.
1 menme 65%. / At 52 average value of the 12 units |
1 {S1+82) is equal o or greater than 80% of label |

1 IOz 83 - cepenne 3navenna ans 24 onuunns (Si
i+ 82 + S3) nopisnsoe abo nepesuilye 80%, ne |
V.BinsUie 2 ORuHMIEb, AAN AKEX  BOKAZHHK MCHLIE
165%. / At S3 average value of the 24 units |

| Ins 24 a030BaHdX OAHHMUL - BincyTHi oassuui, |
1A SKMX OKadHUK Menwe 35%. / Not more than |

He merine 80% (Q) 2a 30 xpHau. /
Not less than 80% (Q) in 30 miautes.
na S{— BlACYTHI 2030BAHI oOuHuUl, ANK AxuX |
nokazwik MeHine 85% sin HoMirahbuoro. / AL S
no unit should be fess than §3% of label claim.

clair, and none 15 less than 65%.

(S1+52+ S3) is equal 10 or greater than 80% of |
label ¢laim.

.2 units are less than 65 %. No unit-of the 24 uniis |
ts legs than 55%.

i

6 Bona
-Water coment

phaili/
Neribuda

Hpu sunycky / Re -*
) | 3 .

paLbashel

(Form061184/2.0)
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Kpaiua imaoprep: Yrpaiua / Importing country : UKRAINE

Kourpoas awrocti / Quality Control

sun Pharmac:f:uiical_.lnduatries Lid.
Baroda Highway, Halol, Gujarat, 389350, India

SUN

Ceprudirar ananiza / Certificate of Analysis

P ARIRIA

Cyp./Page 3 of 4 |

Ll )

Hassa. nipenapaty: JEPTECAH, mabnerku no 1,5 Me

Jara asupoduuursa /

 Product: LERGESUN, {ablets 1.3 mg Mig. Date 1 08/2023 .
Cisma aii: 1 vabnetka Mictirs 1,5 mr jlesosoprectpeny NipuaaTrnit no /
Strength: { tablet contains 1.5 mg of Levonorgesirel Kxp. Date  : 07/2026

Poimip i Tun yoaxoexi: |1 1afnerka s Gnicrepi, no 1 Oaicrepy 8 kaproMHii
yOarQRil 3 MapKyBaHIAM YKpPaTHCLKOIO MOBOIO.

Packing size and type: I tablet in blister ! blister in a carton with marking in
Ukrainian.

Release Date = 29/08/2023

AaTa suavexa cepil/

Cepin N/ Bateh No. HAEI&&SB

A.O. Ne/ A.R No, : FPO23017842

Fossmip cepit/ Batch size 3 8400 ynaxorok / packs

Kpaina supobauk : [xma
Country-manufacturer: India

Bupodusac / Manulacturer: «Can ®apmaceroTikan Inaactpiz Tran /
««Sun Pharmacentical Industries Lid.n

‘Aapeca/ Address : bapona Xaiiseit, Xanoa, Iymkapart, 389330, [uais /
Baroda Highway, Halol, Gujarat, 389356, [ndia

Brpobun«a aiuensin /
Manufacturing licence. :
GUI/DRUGS/28/396

Peectpauifinic nocrsindesnn /
 Registration certificate No. : UA/17362/01/02

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

Ju——

Reference Specification No.:

3801813 Rev. No.: 1.0

PEIYJILTATH /
RESULTS

TECT/

No. TEST

CNEQHDIKALIA/
SPECIFICATION

5.36% w/w

He buipwie 7 % w/Mm /
Noi more than 7 % w/w

He dinpwe 8 % min /
Not more than 8 %6
wiw

Mean: 101.9%
Min: 99.9%
Max: 103.7%
Accepiance Value : 3.4

7 1 O20platicTs 2030BaAHUX
CAHHHUL {38 OAHOPOOHICTIO
smicTy Jicoonoprectpeny) /
Uniformity of dosage units by
content unitformaty

Hnan=16/Forn=10
Tlpufiugrrns
| Ao3ymadHa - mMeHimMH 200  piadni
Acceptance Value of 10 dosage. units is less than
| or equal to L1%

Husgn= 30/ Forn =30,
+ DiHAIBHO
1 Qragouis. < Mewiuri abo pipnuii  L1%, silcyTui
| moxonanl DRHHHEH TIR AKHX OOKAIHHK

niokazHuK  aas 1 onHsrus

Li%e. 7

TPHIHATHHIT  ROKasHuK. aia 30

MOHLWIC,

Pl (L2) (0.013} M nor more than
1(0.00M
1 L1=1501/and L2=250.

ok [1 - (L2) (0,01} M i Binswe, nbx [1 + (L2}
{0.01)] M/ Final acceptance Value (AVYyof the 30 |
dosage units is less than or equal fo L1% and no
individuat content of the dosage unit is less than
[1-+{L2)

§ | Cy n},’rm JOMILIKH f Relatati
Subhstances

He eHTodikoan BoMitrgH /
Unknown Impurities : |
- Byas-axa okpema noMiwka /
Any indrvidual impurity :

~ Cywaa gomiwox / Total
impurities

0.039%

L0064% .

He &inpwe §.1 94/ Not more than 0.1 %%

He dinsiue G.5 % 7/ Not more than 0.5%

KinsKictle pH3ta%e s
9 1 Hesouoprectpeny / Assay of
Levonorgestrel
% Hosinanenol xinekocti / ¥
Nominal amount

’iﬁ;&

a %l?
g gﬁjﬁﬁﬁ#i }“{; af%u \

1.5 mg/Tablet

PR ":-;_,l 8%

Lra. JHEPJI.H.H}’
npuoamEocms/
Shelf life:

{lpu qunycky / Release;

1.4 - 1.5 (wc/mg) [.3- 1.6 {mr/mg)

95.0 - 105.0%

SV
JEH M'I):&nu;.mrq
1 ]84 {“55&‘1




Kpaiua immoprep: Ykpaiua / Importing country : UKRAINE

L Konrpoae srocri/ Quality Control
@ Sun Pharmaceutical Industries Lid.

Ceprudicar awasisza / Certtficate of Analysis

- STTN Barcda Highway, Halol, Gujarat, 389350, India

TR Crp./ Page 4 of 4
| Hazsa npenapary: AEPTECAH, 1abaetsu no 1,5 mr Jata supobunuresn /
| Product: LERGESUN, tablets 1.5.mg ivifg. Date  : 08/2025
1 Cuna aii: | tabnerka mictus 1,5 Mr fleBonoprecrpeny | NpuraTund ae /
Strength: | tablet contains 1.5 mg of Levonorgestrel Exp. Date  .07/2026
| Posmip i Tua yunawxoswn: 1 tabnerxa 8 Gaicrepi, no 1 Bmictrepy & xaptowwiil | Xava BHOYCKa cepii / N
FNAKOBUI 2 MAPKYRAHHAM YKPATHCLKOK MOBOID, Release Date 1 29/08/2023
Packing size and type: { tablet in blister 1 blister in 3 carton. with marking in |

1 Ukrainian.

frorhrorr—rre—ry - - —

Cepisn Ne / Batch No, : HAE1815B A.Q. Ns/ A RNo. : FPO23017842
i Po3mip cepii / Batch size 1 8400 ynakosox / packs Kpaiva supodHuk : [uais
] | | Country-marufacturer: india
Bupoduuwx / Manufacturer: «Cau DapmackioTixan lugactpis Jita» / BupoGHuua siuensin /
«Sun Phammaceutical Industries Lid.» Manufacturing Heence. ;
Aapeca / Address : bapona Xaitselt, Xanon, [Nyaxapar, 389350, lunin / 1 GUIDRUCGS/28/396
Baroda Highway, H'afnl,,Guj&rat,,Bg?BS{},_india, } o L
Pecorpanifise nocrsinuenns / Cepradivatr GMP/ GMP Certif.
Registration eertificate No. 1 UA/17362/01/02 288/2020/C-583 1
o Reference Specification No.: 3801813 Rev. No.: 1.0
No. TECT / PEIYIALTATH/ CHEUHGBIKALIA/ "
TEST RESULTS SPECIFICATION

10 | Mirpofionoriuna guctoTa /
1 Microbial Limit test
3araibHa KiIRLKICTE aspobtin

101 | mixpoopranizmin {TAMC)/ Less than 10 CFU/gm He 6inpwe 1000 XYO /T
‘“Total Aerobic Microbial Count NMT 1000 CFU/gm
L 4 (TAMC)
102 JaraneHa KiABKICTS
| 1 APIAKOBIX [ UBIAEBHX rpHOKIR 10 CFU/em. He Sinsme 100 KYO /7 r
1 (TYMC) / Total Combined NMT 100 CFU/egm
i Moids and Yeasts Count '
F{TYMC)
| 10.3 |:Escherichia coli o Absemt ‘Maiots 6yTit Bigeytni / Should beabsent.
[ i Poinazauua / Disintegration 05 minute 48 second He Sinswe 15 x8./
time ‘Not more than 15 minutes

1 Pozuun : Boaa, Temnepatypa:
1'37°C £ 2°/ Liquid ; Water,

| "iemperaturﬂ 37°Ck2 @

| BQE Fhvkae pisns sH3naueHns / Below Quamiﬁcauon Limit.

iy

‘3anss wono ccp'rmpmcauu, Lium g nigTeepipkyio, Wo 3aznayeda sue HOOpMALIR € AoCToBipHOIO 1 TouHOW. LA cepis
- npoayKlnl Oyha srroTosaena (BKHOYAOYY NAKYBAHHA/MAPKYBAHHA) I MPOBCACHO KOHTPOADb TI RKOCTI HA BHIHEIAIHAHCHONY
'3aBOAI ¥ NMOBHIFN BIAMOBIAHOCTL A0 sumor GMP, a Texox y signomixuocri 3i ciieundixauiero, mo mictHrses B MK uo
| peecrpattiitnoro noceifuenua Ne UA/17362/01/02, BHPOOHHYT MPOTOKOH, TPOTOKOAH MAKyBaHHA Ta aHaMi3is AkocT Byau
. flepepipeli i sBCTAHOBNEHO BiANOBiKHICTE BHMoraM GMP.

Dectavation about certification : Here by [ testify reliability and accuracy - of the above information. This. batch of product was
‘manufaciured (including packaging / fabelling), and its quality was controllcd at the above stated site in full accordance with the ;
GMP and in compliance with specifications contzined in methods of drug quality contrgl for Registration. Certificate No. |
UA/17362/01/02. Batch manufacturing, packaging and analysis records (protocols) were reviewcd and compliance with GMP was
proved. .

Ciiopmorana / Generated by - [Tepewsipeno / Checked by
Manish Dave Anand Verma
(). C. Sr. Exectitive Y Q. €. 8t. Executive

301 {}‘%}‘2-3

Aata’/ Date | Nara/ Date :
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