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Kpaiua anoprep: Yupaiua / baportine sountry s DA

SEIN

PHARMA

Sun Pharmaceutical Industries Lid.
Baroda Highway, Halol, Gujarat, 389350, Indiu

Kowrpoan sroen / Quality Ton

Cepradivay avasiza / Cortificsie of Analys

Crp./ Page L of 8 )

Hasna npenaparys JEPTECAY, mbnery 10 8,75 wr
Product: EERGESUN, tablets 0.75 my

Hars piipobunirtsa /
Mg Date 1 08/2024

Craa gits | rabnerra micrirs 0,75 s Jeponopresrpeny
Strength | tablet contains 0.73 mao of Levonorgestrel

Hpuaarunit ao/
Lixp, Date - 07/2027

Likrainian,

Poasip 1 rm yrawosxus 2 rabneysn u Saiervepd, vo 1 Saicre
ynaxonul 3 MApRYBUIGIM YRPATHCHKOK MOBOIO,
Packing size and type: 2 tablels in blister | blister in a carton with marking in

Yo KARTeYIH

Aava punyera cepil /
Release Date 1 310872024

Cepin Ne / Bateh No.

s HAFISG3B

A0, Mo /AL No, ¢ FPOZ4023093

Possrip cepii / Bateh size 1 10790 Showbox ynakonor / packs

Kpatoa sapolmrs ¢ s
Country-magufactyrer: Indiy

Batpoebunxe / Manufachirers «Cay
«Sun Pharmaceutical Industries Lid»
Agpeca/ Address @ Bapona Xaiiae
Baroda Highway, Halol, Gujarat, 389350, India

Gapsaeswrwkan [ngacrpiz Jrgn /

, Xamon, Uymxapar, 389354, Iunig /

Bupofnnaa aluensis /
Mapufucturing Heence, o GRRE/396

Pecorpanbiine nosrriggenns /

Registration certificate No. 1 UA/L7362/01/01

Ceprpdbear GV GMP Ceraf,
B212024/GMP

Reference Specification No.: 3808033124 Rev, No.: 2.0

Wo TECT/ PEIVIRTATI/ CHRELRQIKALIH/
o TESY RESULTS SPECIFICATION

T} Onue/ Deseription

Kpyral  wmnoexi talperxe Ges ofionouky,
Sinoro  afio wmaftwe Binoro  womsopy, i
CROWEHUMA KPASMA, 13 THoHesusM "403" 4

nuore Soxy Ta raagenssl 3 uers Goxy. /
White , cireutar, flat faced bevelled edge
uncoated tablet debossed witl 403" on one
side and plain on the other side,

Kpyrai  naoexi  rabacrss 8o3 ofonouks,
Ginoro  afo  wallxe nero Koasopy,
CKOWICHMMMW KpRxMst, 13 vHenesasy 4037 3
oanoro Soky Ta risgessrd 8 inwore Soxy., /

White to off-white, circular, flat faced beveled
edge unceated ahlet debossed with "403" o

[ #ia
one side and plaln on the other side,

2 | Irewrndixauis /
Tdentification
21§ Dnewrudixauiy o BEPX

/ Identification by HPLC

2.2 CTIIX by TLC

Uas  PIPHMYRAHHS  OCHOBHOIO  Mixa W4

KpoMarorpani  POBMMHY  AOCHRKYBAHOCO
3pRIKA pianonizne HOKE3HIKY, IO
CHOCTePIrRETHC] Ha XPOMETOrpami

CTAHMAPTHOTG  POBGMY,  OTPHMEHOMY B
surpobypamnt «XKimpwicne BUAAYRUARY 1R
Hesonoprecipeny. /

The retention time of the Lovonorgestrel peak
in the chramatogran of the lest preparation is
correspands to that of the standard preparation
a5 obtained in the Assay of Levonorgasirel,

OTPHAEN S POSHHEY
IPAAKA  RIADOBIAQIOTE 20
posuniy  podepenc-

Cuogoasl  rsmmu,
AOCHDKYBAHOD
norazuuros RE
crangapty./

The principal  spots obtained with  test
preparation are corresponds in R value 1o that
obtained from standard preparation,

Kposarorpani  poIvIRY
Ipaska sMae sianosinaty
enesrepiraeTses Ha

Hac  YTPUMYBANHE,  QCMORHOIO

CRAHEAPTHOrD  ROIGIHY,  DTPHMAHOMY B
mnpofyeannl «Kinssicne muguadennsy
Jienouoprecipeny. /

The retention time of the Levonorgeswel pusl
in the chromuiogram of the test prepar

4

JLON

Qoresni  nasxg,  otpndari  §
ACCAEKY BRBOTD 3PE3KA MWL BiAr
sorazmikom RE POBUHIY
crasaapry. /

The principal  spots  obiuined
preparation correspond i RE value tw thad
obtained from standard preparation.

fest

3| Cepenna maca /
Average weight

3.0 1 Cepesus saca vabnersn /
Average weight of tablet
3.2 | Blaxunenns sig

craunaprael Macy (%) /
Y Variation from
Standard Weight

(1%

G5.60 « 165,00 Mr/
Between 95,00 m

{CrannapyHginmg
& 3.0% of sgrdiae
Standard wui

{Form001184/2.0)
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Kpaing eprep: Yepaina / Importiog country : UKRATNEG
Kowrposs nxoeri / Quality Control

i Sun Pharmaceutical Industries Lid. v ; ; 16 A :
2 i Su Riemacentiaal isdistics Ld Cepradirar ananiza / Cevtificate of Analysis

e 4
STTN | Baroda Highway, Halol, Guiarat, 389350, India

PRATRMA

Crp./ Page 2 of 5

Haspa npenapary: JEPTBECAH, rebnemar no 0,75 se

Product; LERGESUN, tablets 0,75 my

Hara snpoluirna /
Mg Date 1 0872024

Crean ait: | reGrerra micrers 8,73 me Jesonoprecrpeiy
Strength: 1 tablet contains 0,73 mg of Levonorgestrel

pugarunft go/
Exp. Date 2 072027

Posmip { Fun ynaxosra: 2 tadnerss s Saferepl, no | Gaicrepy » wapronnid

YURAKOB l.ﬁ 3 HMARRY BHHHAM yxcpz‘afﬂcmom MOBOKY,

Packing size and type: 2 tablets in biister 1 blister in a carion with mavking in

Ukrainiar,

Hera miyexes cepil/
Release Date 1 31/08/2024

Copta N/ Batel Mo,  HAFISO3B

AL N AR Mo, ; TPO24025093

Pasmip cepii/ Bateh size : 107890 Showbox ynaxonok / packs

Kpatuz spupobmioe s Tl
Country-manufacturer: India

Bupouum / Manufacturers «Can Papasacsomiomn Tgactpiz JIran 7

«Sun Pharmacautical Industries Ludy

Aapess / Address s Bapoma Kattsels, Xanon, Tymapar, 389350, Duds /

Baroda Highway, Halol, Guiarat, 389350, Indis

Bupodumian yineusia /
Munufacturing fivence. 1 G/28/396

Pecerpaniiine noorainvennn /
Registration certifivate No. 1 UAJ17362/01/01

Copradinar GMP/ GMP Certif,
Q2772024/GMP

Reference Specification No.: 3808033124 Rey, No.o 2.0

No TECT/ PEIYALTATH / CHERHDIKAIIL/
) TEST RESULTS SPECIFICATION
4 | Tuepaicrs / Cepenus IRANCHHR TRRPAOTT]!
Hardness 27 Wewton p igrason 0N - 70N/

Mean hardness Value :
Beyween 10 N and 70N

#5 | Pogauuenug /
ssolution

Min: 96%
Max: 100%
Mean: 99%

He menine 85% {(Q) sa 30 sosnmn. /

Not tess than 859% (Q} in 50 minutes.

Jan SU ~ pigoyrst josopani  oautnmd, a0y
ARMX NORAIHUK Mere 907 sig somimansy
£ AL 81 no unit should be Tess than 90% of 1z
claim.

Tre 82 « cepepue auanewn 17 omman (St 4+
52y nopiemioe alo pepemmuys  85%
HOMIHABHGTG  3HaveHHs, placyrsl opamuaul,
ARA SEUX noRaaHuR smemiue %, /At 82
average valug of the 12 units {$14+82) is cqual
o or greater than 85 % of label cigirn, and no
is less than 70%.
Haa 53~ copea 19 a 24 o
(81 + 52 + B3} nopinsos afio nepennuye 85%,
fe GLAkie 2 OBMHHLD, S SK HOKasnme
smenme 70%. /7 At 83 average value of the 34
31482+ 83) is equal to or greater than

3

bl

o

‘85% of label claim.

Oua 24 gosopawsx  omimmuy - siacyth
OHAHBMULL, 208 KUK ToRadHEK Memme 60%: 7
Wot more than 2 units are less than 70 24, Mo
st of the 24 units is Jess than 60%,

o

Boma ?
Water content

Mears S.8%0w/w

Lna mepasing
npudamnocnt /
Skalf Bfe;

Fipu sunyery/
- Re

He Girinne § Yo miv /

o N .
L Notmore than § %

(Form061184/2.0)




Kpalna imnop‘m;ﬁ: Ywpaina / Importing country 1 URAINE

Konrpoas aroerl / Quality Control |

Sun Pharmaceutical Industries Lid,

Ceprudiar ananisa / Certificate of Analysis

Baroda Mighway, Halol, Gujara, 389350, India

Crp. / Page 3 of

Haspa npeaapary: JEPTECAKN, mabaerin no 0,75 mr
Producs: LERGESUN, tablets 0.75 me

Hars mxgmﬁnmrma H
Mg, Date 1 08/2024

Coen nifs § rabnercea sierires 0,75 mr Jesonoprectpeny
Strensth: 1 {ablet coptains 0.75 me of Levonorgestrel

Pponavonit go /
Exp. Date (072007

Pozsdp | run ynawonrat 2 tabnetes s Buicrepi, no | Gnierepy 5 xapromuill

YORRORUL 3 MAPKYBRHEAN YRPATHCLIOIO MOBOIQ,
E‘wcicim, size and type: 2 tablels in blister | Slister in & carton with marking in
Uikrainian,

Hara munyera copit /
Helease Date 3 31082024

Cepig Mo/ Bateh Mo, : HATIS0IR

AdD Ne 4 AR Mo, 1 FPQUA

Fosstip cepii/ Batch size 1 10780 Showbox ynakosox / packs

Kpaina supobune : Tonuis
Countre-manudacturer: India

BrpoSuuw / Manufacturer; «Can Qapnacnioruxan Isactpis s /
«Sun Pharmaceatical Indugtries Lidy

Anpeens / Address : Bapoan XatineH, Xanosn, Yymwapar, 389350, luain /
Baroda Hinhway, Halol, Gujarat, 389350, India

Bupotinnaa niveusin /
Manufachuring Heence, 1 (72687398

Peeorpanifine noctnigwenny /
Registration certifiente No. 3 UA/L7362/01/01

Cepradiar GMEP/ GMP Certif,
027/2024/GMP

Reforsnce Specification Mo.: 3808033124 Rav, No.:
o TECT/ PEIVILTATH/ iy Eflf.ii-l(f}l Kr"\il.iﬁi !
e TEST RESULTS SPECIFICATION
71 Opeopiguicrs Hasta =10/ Forawi
AOZOBAHMK OAUHNL / Mpwitwsrensd nokezung gons 10
Uinifermity of dosage Mean ; 100.7 % ;zoxy;aaam - senmud afe plssll L%
units by content Min 8.1 % Accepiance Value of 10 dosage units is I =
uniformity Max @ 101.9% than or equai Lo L1%

Acceptance Value: 2.4

Jost s 20 7 Por n =30,

Shaapne  apuiTeEgit  neraE
Gumeoniz < nenwsl abo  pinaui
siacyrsl  gosovayl  ocawsn,  um

FORABHIK wemne, s {1~ (L2) (0,00

Siavme, wiie [T+ (L2) (0.00)] ™ Y
acceptanse ‘va!uv {AV) m (Z]L 30 msafﬂ unils
is less than or equal w0 Li% end no {ndividual
contert of the dczsagc unit is less than { - (L2)
{C.00)] ¥ nor more than [1+(1.2) (0.01)]M

L= 150107 and 1.2 =250,

& 1 Cynyrui aombiesn /
Related Substances
He inewrndironani
nosimke / Unknown
Lnpurities

- By~ KL QKpesa : BOL
aoMika 7 Any
individua! fmpurity :
~ Cyza poxiuox / Total BOL
Iropurities

He Gineige 0.1 % /7 Not more than 0.1 %

He Glanue 0.5 % 7/ Mot mova than §,5%

g Kinuricne guayauens
Jleropoprecrpeny /

Hna mepusing
npudar P/

Shelfiife,

fipu eunyexy /
Release:

Assay of Levonorgestrel 0.76 mg/iablet GTL- 078 (urFwgd | 067082 (e /g
Y5 HominansHol 101.8%

rignroot! 4 % Nominal 93,0~ 105 O"’ 2 $10.0%
amaouat

{(FormD61184/2.0)




fnatna innoprep: Yrpatua / Importing sountry UKRAINE

KonTpoan sxocri / Quality Control
%\m Pharmaceutical Indusisles Lud ae . Ceprndicar anaxiza / Certificate of Analysis
y Baroda Highway, Halol, Chijarns, 389330, India ;
PR Crp. / Page dof 5
Hansa npenapary: JEPTECAH, tabxemiy ro 0,78 M Hara supobumngrra /
Product; LERGESUN, wblets 0.75 g Miw, Date  : 08/2024
Chans ait | vabaerks aicmirs 0,78 s Jlesonoprecypes ipanarindl geo /
Gerenpihs 1 tablet contains 0.75 myg of Levonoreestee! Kyp, Date 0772027
Puanip | ynuxonion 2 Talnetky » Gaivvepl, mo 1 Spicrepy u wapronniit | Hava sunycxa eepil /
YRGB 3 MAPRYBAHHAM ¥RPATHCHKOIO MOSOIO. Release Date @ 31/08/2024

Packing size and type: 2 tablets in blister t biister in 2 carton with marking in

Ukrainian,

Cepis J& / Bateh Mo, s HAFISO3R AQ, N AR MNo. 2 FPOZ4025093

Poswip copit/ Bateh size 1 10790 Showbox yNuxosor / packs Kpaina papobmi ¢ Jrain
Conntry-manufacturer: India.

BrpoGmux / Manufacturer: «Can Dapypemcmsait InaacTpis Jra» / Bupoburux sinessia /

«Sun Pharmaceutical Industries Lid.y Manufacturing Heenee, s G/28/396

Appees / Addresst Bapona Xadsed, Xanon, Dyamapar, 389350, Trpin /
Sarods Highway, Halol, Guiarat, 389250, Indiz

Z*‘"( erp sediine nosesixacnns / Cepradivgy GVEP/ GVIP Certif
coistration certificate No. s UA/17362/01/01 027/2024/GMP i
Reference Specification No.; 3808033124 Rev, No. 2.0
No | TECT/ PEIVIALTATE/ <H amnmmnm /
) TEST RESULTS SPECUICATION

10 | MixpoSionoriuna
wserora / Microbial
Limil test

101 i KLALKICTS 10 CFU/gm He Gisniue 1000 KYO/ ¢
1% NMT 1000 CFU/gm
wit ranizais
%/ Total Agrobic
Biat Count
0.2 aLna KineKICTh Less than 10 CFU/gm He Gismre 100 KYO /v

NMT 100 OF U/gm

Co’nhne'i Molds "ud
Y easts (,m'm (TY M

Abs MasTs OYTH BlaoyT w / Should be ahsent.

‘7'3 seeonds He Hipsme 15 xn.
Not more than 13 mi '1!11!’9

04 rinuie

A0

'lcmpc‘x:t.iure 7 7/~ g

BOL: Fasue piaus sronasenys / Below Quantification Lt

* As per QOT OME PR Moo 1388915,

Zagpa weno ceprndmwaunit LU 8 niarsepiryie. Mo jainasena Brie tngopnauls € gocropipro | Tounsio. s
POAYKIL if Gyira MHroTORIEHE (BRAKGUAIOW! TARY BARNS/MAPKY BAMES) | [IPCREACUO KOHTPONE T 4xGeTL HA RHIERABHAYY
i v nopwi aianosloct] zo mestor GMP, a rarow ¥ sianoniggoett 3t cnewmdizanien, wo Mictureet B M
naginore nocninuenns No UAJLT362/01/01, mupoBuyul npoToKOny, NPOTOROAY HAKYyBanhs Ta anaald o
nepesipert | neranonsens sianosiniers suvoran G
Declaration ahout cortification @ Here by 1 testify reli

ility and aceuracy of the above information. This batch af product was
nu mcfurc (md.x‘mﬂ 'm‘}\amnc / “b ;rw) "M its quality was contralied at the above § full aceordance with the
2 sined in methods of drug quality w’n 01 ; jon Cerificate
ing and analysis records {protocols) wmzf,ra‘?mv& 1idnd comphian ¢ with GMP w

5.
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Kpatua ivnoprep: Yiepaiua / Tmporiing country ¢ UKRAINE

Kouwrpons grocti / Quality Conirol
il Sur Pharmacentical Industries 1 td. ] : Lo . ¥
&"’,’E{}N Raroda Highway, Falol, Gujarar, 389350, india Ceprudivar anaaiza / Certifivate of Az;:-aiysx:_;w
Friantis Covp / Page 5 ol 5
Hagns upemapary: JEPTECAM, mabnet o 0,75 wr Jara supolunurss 7
Product: LERGESUN, tablets 9,75 mg Wifg, Date ;0872024
Cynn it 1 rabaerica sictars 0,73 wr Jlesonoprecrpesy Mpranrnnii 2o/
Strengt! 12 1 tablet containg 0,75 me of Levonorgestrel Eap. Dute 5 07/2027
Posmip § vau ymmomc;x: 2 rafinevis 8 Gnicrepl, wo 1 Guicrepy 3 waprounlil | Jlava winyera cepll/
YURKOBUL B MADRYBRHHAN yxpa‘mzzmmo MOBOW, Release Dote 1 31/08/2024
Packing size and types 2 tablets in blister 1 biister i a carion with marking in
Ukrainian,
Cepis Mo / Bateh No, : HAF1503B A.0, Mo A Mo, : FPO240725093
Possidp cepil / Bateh size 1 10780 Showbox ynarosox / packs Kpatra napefina s [iada
Country-munvfagturers india
Bepotuine / Manafscinrer: «Can Duprackiorixa Dagaerpis s / Bupobruua siuemsis /
«Sun Pharmaceutical Industrizs Lid.» Manufacturing Heenew, ¢ G/728/396
Anpecn / Address : Fapona Xuitaed, Xanox, Uyxapar, 389350, Tunis /
ighway, Halol, Gujarat, 389330, India
Pesyrpaniitng nocrpigueuns / Coprrudicar GMP7 GMP Certifs
Renistration certificats Mo, ;. UAN7362/01/01 027/2024/0MP
Reference Specification No.: 3808033124 Rey. Mot 2.0
No. | TECT / PE3VIILTATY / COBIA®TRALLSL/ |
N TEST RESULTS SPECIFICATION {
PMORAHO / Generated by ¢ [epesipewo / Checked by ¢ " Raruepsmxeno / Authorised by ¢
Duyaneshwar Shinde M,L/ :\]’\ Ramkrishos Taur S
\Q. C.. Sr. L,\m:uﬁv;: f&.‘”@ﬁ“ Reviewer $r, Excontive N\ N Q. AL Manager-tt
MPriY ’ _
Hara / Date Hava f Date Hava/ Date !

{Form06118472.07
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Kpaiua anoprep: Yupaiua / baportine sountry s DA

SEIN

PHARMA

Sun Pharmaceutical Industries Lid.
Baroda Highway, Halol, Gujarat, 389350, Indiu

Kowrpoan sroen / Quality Ton

Cepradivay avasiza / Cortificsie of Analys

Crp./ Page L of 8 )

Hasna npenaparys JEPTECAY, mbnery 10 8,75 wr
Product: EERGESUN, tablets 0.75 my

Hars piipobunirtsa /
Mg Date 1 08/2024

Craa gits | rabnerra micrirs 0,75 s Jeponopresrpeny
Strength | tablet contains 0.73 mao of Levonorgestrel

Hpuaarunit ao/
Lixp, Date - 07/2027

Likrainian,

Poasip 1 rm yrawosxus 2 rabneysn u Saiervepd, vo 1 Saicre
ynaxonul 3 MApRYBUIGIM YRPATHCHKOK MOBOIO,
Packing size and type: 2 tablels in blister | blister in a carton with marking in

Yo KARTeYIH

Aava punyera cepil /
Release Date 1 310872024

Cepin Ne / Bateh No.

s HAFISG3B

A0, Mo /AL No, ¢ FPOZ4023093

Possrip cepii / Bateh size 1 10790 Showbox ynakonor / packs

Kpatoa sapolmrs ¢ s
Country-magufactyrer: Indiy

Batpoebunxe / Manufachirers «Cay
«Sun Pharmaceutical Industries Lid»
Agpeca/ Address @ Bapona Xaiiae
Baroda Highway, Halol, Gujarat, 389350, India

Gapsaeswrwkan [ngacrpiz Jrgn /

, Xamon, Uymxapar, 389354, Iunig /

Bupofnnaa aluensis /
Mapufucturing Heence, o GRRE/396

Pecorpanbiine nosrriggenns /

Registration certificate No. 1 UA/L7362/01/01

Ceprpdbear GV GMP Ceraf,
B212024/GMP

Reference Specification No.: 3808033124 Rev, No.: 2.0

Wo TECT/ PEIVIRTATI/ CHRELRQIKALIH/
o TESY RESULTS SPECIFICATION

T} Onue/ Deseription

Kpyral  wmnoexi talperxe Ges ofionouky,
Sinoro  afio wmaftwe Binoro  womsopy, i
CROWEHUMA KPASMA, 13 THoHesusM "403" 4

nuore Soxy Ta raagenssl 3 uers Goxy. /
White , cireutar, flat faced bevelled edge
uncoated tablet debossed witl 403" on one
side and plain on the other side,

Kpyrai  naoexi  rabacrss 8o3 ofonouks,
Ginoro  afo  wallxe nero Koasopy,
CKOWICHMMMW KpRxMst, 13 vHenesasy 4037 3
oanoro Soky Ta risgessrd 8 inwore Soxy., /

White to off-white, circular, flat faced beveled
edge unceated ahlet debossed with "403" o

[ #ia
one side and plaln on the other side,

2 | Irewrndixauis /
Tdentification
21§ Dnewrudixauiy o BEPX

/ Identification by HPLC

2.2 CTIIX by TLC

Uas  PIPHMYRAHHS  OCHOBHOIO  Mixa W4

KpoMarorpani  POBMMHY  AOCHRKYBAHOCO
3pRIKA pianonizne HOKE3HIKY, IO
CHOCTePIrRETHC] Ha XPOMETOrpami

CTAHMAPTHOTG  POBGMY,  OTPHMEHOMY B
surpobypamnt «XKimpwicne BUAAYRUARY 1R
Hesonoprecipeny. /

The retention time of the Lovonorgestrel peak
in the chramatogran of the lest preparation is
correspands to that of the standard preparation
a5 obtained in the Assay of Levonorgasirel,

OTPHAEN S POSHHEY
IPAAKA  RIADOBIAQIOTE 20
posuniy  podepenc-

Cuogoasl  rsmmu,
AOCHDKYBAHOD
norazuuros RE
crangapty./

The principal  spots obtained with  test
preparation are corresponds in R value 1o that
obtained from standard preparation,

Kposarorpani  poIvIRY
Ipaska sMae sianosinaty
enesrepiraeTses Ha

Hac  YTPUMYBANHE,  QCMORHOIO

CRAHEAPTHOrD  ROIGIHY,  DTPHMAHOMY B
mnpofyeannl «Kinssicne muguadennsy
Jienouoprecipeny. /

The retention time of the Levonorgeswel pusl
in the chromuiogram of the test prepar

4

JLON

Qoresni  nasxg,  otpndari  §
ACCAEKY BRBOTD 3PE3KA MWL BiAr
sorazmikom RE POBUHIY
crasaapry. /

The principal  spots  obiuined
preparation correspond i RE value tw thad
obtained from standard preparation.

fest

3| Cepenna maca /
Average weight

3.0 1 Cepesus saca vabnersn /
Average weight of tablet
3.2 | Blaxunenns sig

craunaprael Macy (%) /
Y Variation from
Standard Weight

(1%

G5.60 « 165,00 Mr/
Between 95,00 m

{CrannapyHginmg
& 3.0% of sgrdiae
Standard wui

{Form001184/2.0)
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Kpaing eprep: Yepaina / Importiog country : UKRATNEG
Kowrposs nxoeri / Quality Control

i Sun Pharmaceutical Industries Lid. v ; ; 16 A :
2 i Su Riemacentiaal isdistics Ld Cepradirar ananiza / Cevtificate of Analysis

e 4
STTN | Baroda Highway, Halol, Guiarat, 389350, India

PRATRMA

Crp./ Page 2 of 5

Haspa npenapary: JEPTBECAH, rebnemar no 0,75 se

Product; LERGESUN, tablets 0,75 my

Hara snpoluirna /
Mg Date 1 0872024

Crean ait: | reGrerra micrers 8,73 me Jesonoprecrpeiy
Strength: 1 tablet contains 0,73 mg of Levonorgestrel

pugarunft go/
Exp. Date 2 072027

Posmip { Fun ynaxosra: 2 tadnerss s Saferepl, no | Gaicrepy » wapronnid

YURAKOB l.ﬁ 3 HMARRY BHHHAM yxcpz‘afﬂcmom MOBOKY,

Packing size and type: 2 tablets in biister 1 blister in a carion with mavking in

Ukrainiar,

Hera miyexes cepil/
Release Date 1 31/08/2024

Copta N/ Batel Mo,  HAFISO3B

AL N AR Mo, ; TPO24025093

Pasmip cepii/ Bateh size : 107890 Showbox ynaxonok / packs

Kpatuz spupobmioe s Tl
Country-manufacturer: India

Bupouum / Manufacturers «Can Papasacsomiomn Tgactpiz JIran 7

«Sun Pharmacautical Industries Ludy

Aapess / Address s Bapoma Kattsels, Xanon, Tymapar, 389350, Duds /

Baroda Highway, Halol, Guiarat, 389350, Indis

Bupodumian yineusia /
Munufacturing fivence. 1 G/28/396

Pecerpaniiine noorainvennn /
Registration certifivate No. 1 UAJ17362/01/01

Copradinar GMP/ GMP Certif,
Q2772024/GMP

Reference Specification No.: 3808033124 Rey, No.o 2.0

No TECT/ PEIYALTATH / CHERHDIKAIIL/
) TEST RESULTS SPECIFICATION
4 | Tuepaicrs / Cepenus IRANCHHR TRRPAOTT]!
Hardness 27 Wewton p igrason 0N - 70N/

Mean hardness Value :
Beyween 10 N and 70N

#5 | Pogauuenug /
ssolution

Min: 96%
Max: 100%
Mean: 99%

He menine 85% {(Q) sa 30 sosnmn. /

Not tess than 859% (Q} in 50 minutes.

Jan SU ~ pigoyrst josopani  oautnmd, a0y
ARMX NORAIHUK Mere 907 sig somimansy
£ AL 81 no unit should be Tess than 90% of 1z
claim.

Tre 82 « cepepue auanewn 17 omman (St 4+
52y nopiemioe alo pepemmuys  85%
HOMIHABHGTG  3HaveHHs, placyrsl opamuaul,
ARA SEUX noRaaHuR smemiue %, /At 82
average valug of the 12 units {$14+82) is cqual
o or greater than 85 % of label cigirn, and no
is less than 70%.
Haa 53~ copea 19 a 24 o
(81 + 52 + B3} nopinsos afio nepennuye 85%,
fe GLAkie 2 OBMHHLD, S SK HOKasnme
smenme 70%. /7 At 83 average value of the 34
31482+ 83) is equal to or greater than

3

bl

o

‘85% of label claim.

Oua 24 gosopawsx  omimmuy - siacyth
OHAHBMULL, 208 KUK ToRadHEK Memme 60%: 7
Wot more than 2 units are less than 70 24, Mo
st of the 24 units is Jess than 60%,

o

Boma ?
Water content

Mears S.8%0w/w

Lna mepasing
npudamnocnt /
Skalf Bfe;

Fipu sunyery/
- Re

He Girinne § Yo miv /

o N .
L Notmore than § %

(Form061184/2.0)




Kpalna imnop‘m;ﬁ: Ywpaina / Importing country 1 URAINE

Konrpoas aroerl / Quality Control |

Sun Pharmaceutical Industries Lid,

Ceprudiar ananisa / Certificate of Analysis

Baroda Mighway, Halol, Gujara, 389350, India

Crp. / Page 3 of

Haspa npeaapary: JEPTECAKN, mabaerin no 0,75 mr
Producs: LERGESUN, tablets 0.75 me

Hars mxgmﬁnmrma H
Mg, Date 1 08/2024

Coen nifs § rabnercea sierires 0,75 mr Jesonoprectpeny
Strensth: 1 {ablet coptains 0.75 me of Levonorgestrel

Pponavonit go /
Exp. Date (072007

Pozsdp | run ynawonrat 2 tabnetes s Buicrepi, no | Gnierepy 5 xapromuill

YORRORUL 3 MAPKYBRHEAN YRPATHCLIOIO MOBOIQ,
E‘wcicim, size and type: 2 tablels in blister | Slister in & carton with marking in
Uikrainian,

Hara munyera copit /
Helease Date 3 31082024

Cepig Mo/ Bateh Mo, : HATIS0IR

AdD Ne 4 AR Mo, 1 FPQUA

Fosstip cepii/ Batch size 1 10780 Showbox ynakosox / packs

Kpaina supobune : Tonuis
Countre-manudacturer: India

BrpoSuuw / Manufacturer; «Can Qapnacnioruxan Isactpis s /
«Sun Pharmaceatical Indugtries Lidy

Anpeens / Address : Bapoan XatineH, Xanosn, Yymwapar, 389350, luain /
Baroda Hinhway, Halol, Gujarat, 389350, India

Bupotinnaa niveusin /
Manufachuring Heence, 1 (72687398

Peeorpanifine noctnigwenny /
Registration certifiente No. 3 UA/L7362/01/01

Cepradiar GMEP/ GMP Certif,
027/2024/GMP

Reforsnce Specification Mo.: 3808033124 Rav, No.:
o TECT/ PEIVILTATH/ iy Eflf.ii-l(f}l Kr"\il.iﬁi !
e TEST RESULTS SPECIFICATION
71 Opeopiguicrs Hasta =10/ Forawi
AOZOBAHMK OAUHNL / Mpwitwsrensd nokezung gons 10
Uinifermity of dosage Mean ; 100.7 % ;zoxy;aaam - senmud afe plssll L%
units by content Min 8.1 % Accepiance Value of 10 dosage units is I =
uniformity Max @ 101.9% than or equai Lo L1%

Acceptance Value: 2.4

Jost s 20 7 Por n =30,

Shaapne  apuiTeEgit  neraE
Gumeoniz < nenwsl abo  pinaui
siacyrsl  gosovayl  ocawsn,  um

FORABHIK wemne, s {1~ (L2) (0,00

Siavme, wiie [T+ (L2) (0.00)] ™ Y
acceptanse ‘va!uv {AV) m (Z]L 30 msafﬂ unils
is less than or equal w0 Li% end no {ndividual
contert of the dczsagc unit is less than { - (L2)
{C.00)] ¥ nor more than [1+(1.2) (0.01)]M

L= 150107 and 1.2 =250,

& 1 Cynyrui aombiesn /
Related Substances
He inewrndironani
nosimke / Unknown
Lnpurities

- By~ KL QKpesa : BOL
aoMika 7 Any
individua! fmpurity :
~ Cyza poxiuox / Total BOL
Iropurities

He Gineige 0.1 % /7 Not more than 0.1 %

He Glanue 0.5 % 7/ Mot mova than §,5%

g Kinuricne guayauens
Jleropoprecrpeny /

Hna mepusing
npudar P/

Shelfiife,

fipu eunyexy /
Release:

Assay of Levonorgestrel 0.76 mg/iablet GTL- 078 (urFwgd | 067082 (e /g
Y5 HominansHol 101.8%

rignroot! 4 % Nominal 93,0~ 105 O"’ 2 $10.0%
amaouat

{(FormD61184/2.0)




fnatna innoprep: Yrpatua / Importing sountry UKRAINE

KonTpoan sxocri / Quality Control
%\m Pharmaceutical Indusisles Lud ae . Ceprndicar anaxiza / Certificate of Analysis
y Baroda Highway, Halol, Chijarns, 389330, India ;
PR Crp. / Page dof 5
Hansa npenapary: JEPTECAH, tabxemiy ro 0,78 M Hara supobumngrra /
Product; LERGESUN, wblets 0.75 g Miw, Date  : 08/2024
Chans ait | vabaerks aicmirs 0,78 s Jlesonoprecypes ipanarindl geo /
Gerenpihs 1 tablet contains 0.75 myg of Levonoreestee! Kyp, Date 0772027
Puanip | ynuxonion 2 Talnetky » Gaivvepl, mo 1 Spicrepy u wapronniit | Hava sunycxa eepil /
YRGB 3 MAPRYBAHHAM ¥RPATHCHKOIO MOSOIO. Release Date @ 31/08/2024

Packing size and type: 2 tablets in blister t biister in 2 carton with marking in

Ukrainian,

Cepis J& / Bateh Mo, s HAFISO3R AQ, N AR MNo. 2 FPOZ4025093

Poswip copit/ Bateh size 1 10790 Showbox yNuxosor / packs Kpaina papobmi ¢ Jrain
Conntry-manufacturer: India.

BrpoGmux / Manufacturer: «Can Dapypemcmsait InaacTpis Jra» / Bupoburux sinessia /

«Sun Pharmaceutical Industries Lid.y Manufacturing Heenee, s G/28/396

Appees / Addresst Bapona Xadsed, Xanon, Dyamapar, 389350, Trpin /
Sarods Highway, Halol, Guiarat, 389250, Indiz

Z*‘"( erp sediine nosesixacnns / Cepradivgy GVEP/ GVIP Certif
coistration certificate No. s UA/17362/01/01 027/2024/GMP i
Reference Specification No.; 3808033124 Rev, No. 2.0
No | TECT/ PEIVIALTATE/ <H amnmmnm /
) TEST RESULTS SPECUICATION

10 | MixpoSionoriuna
wserora / Microbial
Limil test

101 i KLALKICTS 10 CFU/gm He Gisniue 1000 KYO/ ¢
1% NMT 1000 CFU/gm
wit ranizais
%/ Total Agrobic
Biat Count
0.2 aLna KineKICTh Less than 10 CFU/gm He Gismre 100 KYO /v

NMT 100 OF U/gm

Co’nhne'i Molds "ud
Y easts (,m'm (TY M

Abs MasTs OYTH BlaoyT w / Should be ahsent.

‘7'3 seeonds He Hipsme 15 xn.
Not more than 13 mi '1!11!’9

04 rinuie

A0

'lcmpc‘x:t.iure 7 7/~ g

BOL: Fasue piaus sronasenys / Below Quantification Lt

* As per QOT OME PR Moo 1388915,

Zagpa weno ceprndmwaunit LU 8 niarsepiryie. Mo jainasena Brie tngopnauls € gocropipro | Tounsio. s
POAYKIL if Gyira MHroTORIEHE (BRAKGUAIOW! TARY BARNS/MAPKY BAMES) | [IPCREACUO KOHTPONE T 4xGeTL HA RHIERABHAYY
i v nopwi aianosloct] zo mestor GMP, a rarow ¥ sianoniggoett 3t cnewmdizanien, wo Mictureet B M
naginore nocninuenns No UAJLT362/01/01, mupoBuyul npoToKOny, NPOTOROAY HAKYyBanhs Ta anaald o
nepesipert | neranonsens sianosiniers suvoran G
Declaration ahout cortification @ Here by 1 testify reli

ility and aceuracy of the above information. This batch af product was
nu mcfurc (md.x‘mﬂ 'm‘}\amnc / “b ;rw) "M its quality was contralied at the above § full aceordance with the
2 sined in methods of drug quality w’n 01 ; jon Cerificate
ing and analysis records {protocols) wmzf,ra‘?mv& 1idnd comphian ¢ with GMP w

5.

Formd611.8472.0}
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Kpatua ivnoprep: Yiepaiua / Tmporiing country ¢ UKRAINE

Kouwrpons grocti / Quality Conirol
il Sur Pharmacentical Industries 1 td. ] : Lo . ¥
&"’,’E{}N Raroda Highway, Falol, Gujarar, 389350, india Ceprudivar anaaiza / Certifivate of Az;:-aiysx:_;w
Friantis Covp / Page 5 ol 5
Hagns upemapary: JEPTECAM, mabnet o 0,75 wr Jara supolunurss 7
Product: LERGESUN, tablets 9,75 mg Wifg, Date ;0872024
Cynn it 1 rabaerica sictars 0,73 wr Jlesonoprecrpesy Mpranrnnii 2o/
Strengt! 12 1 tablet containg 0,75 me of Levonorgestrel Eap. Dute 5 07/2027
Posmip § vau ymmomc;x: 2 rafinevis 8 Gnicrepl, wo 1 Guicrepy 3 waprounlil | Jlava winyera cepll/
YURKOBUL B MADRYBRHHAN yxpa‘mzzmmo MOBOW, Release Dote 1 31/08/2024
Packing size and types 2 tablets in blister 1 biister i a carion with marking in
Ukrainian,
Cepis Mo / Bateh No, : HAF1503B A.0, Mo A Mo, : FPO240725093
Possidp cepil / Bateh size 1 10780 Showbox ynarosox / packs Kpatra napefina s [iada
Country-munvfagturers india
Bepotuine / Manafscinrer: «Can Duprackiorixa Dagaerpis s / Bupobruua siuemsis /
«Sun Pharmaceutical Industrizs Lid.» Manufacturing Heenew, ¢ G/728/396
Anpecn / Address : Fapona Xuitaed, Xanox, Uyxapar, 389350, Tunis /
ighway, Halol, Gujarat, 389330, India
Pesyrpaniitng nocrpigueuns / Coprrudicar GMP7 GMP Certifs
Renistration certificats Mo, ;. UAN7362/01/01 027/2024/0MP
Reference Specification No.: 3808033124 Rey. Mot 2.0
No. | TECT / PE3VIILTATY / COBIA®TRALLSL/ |
N TEST RESULTS SPECIFICATION {
PMORAHO / Generated by ¢ [epesipewo / Checked by ¢ " Raruepsmxeno / Authorised by ¢
Duyaneshwar Shinde M,L/ :\]’\ Ramkrishos Taur S
\Q. C.. Sr. L,\m:uﬁv;: f&.‘”@ﬁ“ Reviewer $r, Excontive N\ N Q. AL Manager-tt
MPriY ’ _
Hara / Date Hava f Date Hava/ Date !

{Form06118472.07







JNEPKABHA CJUYXBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHKAMH y m. KHEBI

npos. FHaaii Ceimtuunof, 3. 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kop €IPIIOY 37079055

BUCHOBOK
Npo AKICTHL BBE3¢HOI0 B YKpainy JikapcbKoro 3acoby

23.02.2024 No 8726/24/26

JEPTECAH

(HafiMenyBaniy Nikapckkoro 3acoly 3ruiHo 3 peeeTpauifinms nocsiiichiss)
tabaerkn no 0,75 mr no 2 Tabaerkn y faicrepi, no 1 6aicrepy y kapronuii ynakosui

(popma sHNyCcKy, JOIYBANHA, B HAKY BAHHA JIKAPCLKOIO 3aco0y}
Homep peccrpaniiinoro nocainnenns UA/17362/01/01 crpok nii peectpauifivero nocsiawenns 26.04.2024
Cepis nikapcwkoro 3acoby Ne HAEIS03A KifbkicTs BBeseHOra nikapcbxoro sacoby 10790

BupoBHHK Can dapmacsiotukan Ingacrpis Jita., Innis
(HadMcnyBaINS BHPOBHHKA Aikapehkoro 3acoly, kpaita NoKoLkeHIN )

Beeseno B Ykpainy TosapucTno 3 06Mexenoro pianosinansnicrio "Panbakci

dapmackioTikaiae Yipaina'', izent. xon: 38265984
(nafisenysanns Ta ko 3a CAPTIOY wpuanoi ocoGr abo npizeuing, iM's, 110 Garvkosi
dizminol ocolu - niapuesug, iT MiCue NpoxURANNA Ta peccTpalliiiniil Homep ubnikosol
KAPTEM ITHAKS NOAATKIB 460 CCPin T8 HOMEP NAcnopTa)

fiporokon Bisyanwuore kourpomo sin 18.01.2024 Ne 150/5.
JlaGopatoprmit anani3 sxacti nikapesroro 3acaly 3aificienuii:

JlaBoparopis 3 KORTpPOIMO fAKocTi nikapeskux 3acobis TOB "OBPOBYT-JIKHUJIAB" (M. Knis,
sy Hosropos-Cisepeska, 8y1.3, HeXWTIOBI puMitneHHs 92)

(HaiivMeHYBaHHE TA MICHE3HAX0KcHNg nafiopaTopil, 1o npesena naGoparopiniil ananis xkocti)

BHCHOBOK 1040 AKOCTI Nikapcbkoro 3acoby, Buaannii naGoparopieto 8in 22.02.2024 Ne 182-24

PesybTaTh 1aGopaTopHOro akalizy AKOCTI nikapeskoro 3acoly 3a NepeBipEHIMH NoKasNHKaMu BIAOBIIAI0TL
BHMOFaM METO/IB KOHTPOAK AKOCTI (AHATTHY HO-HOPMATHBHOT IOKYMEHTaLIT).

BJa pelynbTaTamil  ACPKABHOrO  KOHTPOJIO  BCTAHODBACHO, o! nikapcekuli 3aciG  spescHo 8 Yrpaiwy 3
MOTPHMAH BENE GO0 R0 1aBC T8 11010 3a0e3feSeHHS AROCTI NKAPCLKUX acoBis.

it 3AJIBOPHUX

RITROIO) {ninmnuc) (ininiank Ta npizsume)

"/ «PAHBARCE
[pAPMACHIOTIKAZKC

VKPATHA»
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Kpaina imnoprep: Yepaiua / lmperting country ; URRAINE

Kourpoas saxocri / Quality Control

Sun Pharmaceutical Indusiries Lid.

Baroda Highway, Halol, Gujarat, 389330, India Ceprudirat ananiza/ Certificate of Analysis |

Crp. /Page 1 of 5

Hazsa npenapary: AEPTECAH, tadnerin ne 0,75 mr Aa¥s supoduuursa /

Product: LERGESUN, tablets 0.75 mg Wiy Date 1 0872023
Cscra giis | radaeTtxa sicturs 1,75 mr JlepoHoprecTpeay praaTumii 1o/
Strengih: | tablet containg .73 mg of Levonorgaestrel Exp. Date  :07/202¢6

Hata puaycws cepii/
Release Date 3 28/09/2023

Possmip i Tt ynakoskH: 1 tadnetkw & Gnicrepi, mo | Gaictepy B xaprouwdit
VYIAKORET 3 MAPKYBAHHAM YKPEIHCBKOID MOBOH).

Packing size and type: 2 tablets in blister L blister in a carton with marking in ;
Ukrainian. :
Cepin Ne / Bawch No.  : HAEL303A

Posmip cepil/ Batch size : 10790 Showbox ynaxosok / packs

AL N AR No: FPO23020361
Kpaiua supodunk ¢ s
Country-manafaceurer: India
Brpobunua miuensis/

i ¥anufacturing licence. 1 G28/396

Bupodaur ¢ Manufacturer: «Can ©apmacstorikan luaactpis fta» /
«Sun Pharmaceutical ndustries Ltd.»

Aspeca ! Address ; Bapona Xaiteci, Xason, [yskapar, 389350, [iaia /
Barodn Highway, Hatol, Gujarat. 389330, India

Pecorpauifine nocTRiNYeHNR /

Cepradirar GMP/ GMP Certill

| Registration certificate No, 1 UA/I7362/01/01 28872020/C-583
Reference Specification No.o 3801812 Rev. No.; 1.0
No TECT/ PEIVIALTATH/ CIIEUHDIKALIS /
o TEST RESULTS SPECIFICATION
I Ooue / Desceription Kpyrni naoeki tafinerkd  Oe3  ofosouxi, | Kpyriti noyocki  taireTkn 683 0O0A0HKR,
; Ginoro  ado mamwke Oinoro ronsopy, 3 | Sinoro  afo  wmalbke  Obworo  koavopy,

CKOHIEHUMH  KpaRMH, 13 TvucHesuaw "4037 2
OAHOrG GOKY Ta FAAJASHEKL 3 LHILOTO JOKY.
White to offewhite, circular, flat faced beveled
edee ancogted tablet debossed awith "403" on
one side and plain on the other side.

CKOWRHHMH KpaasiM, i3 THCedHAam "403" 3
oaHore Soky Ta rragenuki 3 inworo Goky, /
White , cirgular, fiat faced bevelled edge
uncoated tablet debossed with "403" on one
side and plain on the other side.

) laenrudirania /
[dentification

2| | laeurudikauia no BEPX | Hac  yrpusyBauua  OCHOBHOrO  (ika wa [ Yac  yTPHMYBAHHR  OCHOBHOTO  fixa  HA
¢ Identification by HPLC | xposarorpami  po34ey  ZOCAIDKYBAHOIO | XPOMBTOrPaMi  po3uuiy  JIOCAUIAKYBR(IOTD
3paika sigmoeisac NOXAIHHKY, we | Ipazka Mag  BIANORIARTH  NOKAIHEKY, 40

CIOCTepiragTsLea Ha XpOMATOrpamMl | CNOCTEPICACTHCH Ha xpasarorpami

CTAHAAPTHOrD  POINHY, UIPHMAHOMY B | CTAMAADTHOTO  paitHUYy,  OTpUMadHosmy 3

Bripodysanti «KilbkicHe pHInaueHnR» An8
Jieponoprecrpeny. !

The retention time ol the Levonorgesirel peak
in the chromatogram of the test preparation is
corresponds to that of the standard preparation
as obtained in the Assay of Levonorgestrel.

sunpodysaniti aKifekicHe sHUIHAMERHA» ANA
Jepovoprectpeny. /

The retention time of the Levonorgestee] peak
in the chromatogram cof the test preparation
corresponds to that of the standard preparation
as obtained in the Assay of Levonorgestrel.

cranaapTioi Mack (Vo)
Y% Variation from
Standard Weight

1.1%

OcHOBHI  RAAMHK, OTPHManE A% potaHuy | OcHesul  DAAMM, OTPHMAHI I POBMMHY
22 THIX by TLC AOCHIAKYBAHOrO  IPAIKA  BIIROBLAAKGTH 3d | ADCAHUKYBAHOID 3PATKA MaloTh BINNOBIZATH 34
nokauukom  RE posundy  pedepenc- | RoKasHHkom RS posunry  pedepenc-
ceaHRapTy. / cranaapry. /
The principal spols obtained with test | The principal  spots  obtained  with  test
preparation arc corresponds in R value to that | preparation correspond in Rf wvalue to that
obtained from standard preparation. obtained from standard prepacation.
5 Cepowin maca/
Average weight
3.1 | Cepetns Maca TadmeTku / 95.00 ~ 105.00 mr [
Average weight of tablet [01.13 ing Between 95.00 mg and 105.0
3.7 | BiaxuieHus gia + 5.0% eill cTaHgapTHOT Mac

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

(Form06¢ 184:2.0)
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Kpaina isnoprep: Yrpaida / Importing country : UKRAINE

Kowrposas arocti / Qu ality Control

Ceprudrikar anaaiza/ Certificate of Analysis

i}lf/’ ; Sun Pharmaceutical Industries Ltd,
| SUIN | Baroda Highway, Halol, Gujarat, 389350, Tndia
i PHARRA

Crp. /Page 2 0f §

Hazen apenapary: AEPTECAH, radénerss no 0,75 mr

Hava supodiuurea /

| Product; LERGESUN, tablets 0.75 my Mig. Date 1 08/2023
Caaa aii: 1 rabnersa sicture 0,73 mr Jissonoprecrpeny puaarHuit 5o /
Strength: | tablet contains .73 mg of Levaonorgestrel Exp. Date  07/2026

)

Posmip i Tun ynawosku: 2 tabmersd 8 Saicrepl, mo | Bnictepy 8 RapTonnii
YIMAKOBI 3 MAPKYBBHHAM YKDATHCHROIC MOBOK.
Packing size and type: 2 tables in blister | blister in a carton with marking in

Ukrainian.

flara suaycra cepil/
Release Date : 28/09/2025

Cepist Ne / Batch No. : HAELS03A

A 0. N/ AR Ne. : FPO23020361

Posmip cepit/ Batch size : 10750 Showbox ynaxoeok / packs

Kpaina Bupodunk @ [Haix
Country-manufacturer: India

Bupodunr / Manufacturer: «Can $apuactiotukan Haacrpis itan f
«Sun Pharmaceutical Industries Lid.»
Aapeca / Address : Bapona Xafiseft, Xanton, Cyaxapar, 389350, [nais /

Bupoounsa simexsia /
Mauufacturing licence, 1 G/28/396

Raroda Highway, Halol, Gujarat, 389350, India
Pecocrpauiise nocraizdentm /
Repistration certificate No, : UA/17362/01/01

Ceprugivar GMP/ GMP Certill
288/2020/C-383

Reference Specification No.: 38G1812 Rev, No.:

1.0

TECT/
TEST

PEIYJLTATH /

N RESULTS

CHEUHOIKAILISE /
SPECIFICATION

Taepaicrs /

Hardness 28 Newton

CepeiHe IHaUeHHS TBePAOCTL:
B dianazodi (O N-7ON/
Mean hardness. Value :
Between 10 Nand 70N

Min: 100%
Max: 104%
Mean; 102%

Pozauscnna /
Dissolution

He sierte 83% (0Q) 7a 30 xsunun. /

Not less than 83% (Q) in 30 minutes.
Ans 31 - sigcyrui 10308aHi
AKX MOKA3HHK MeHe B0% 8la HOMIHAARHOrG,

QAHHHUL 34

{ AtS§t no unit should be Jess than 90% of label

claim.
S 82 - cepenne thaderHs |2 oaudunue (S1 ¢
S§2) aopisHioe  ado  nepeBumye  853%
HOMIHANBHOrG 3HAYCHHA, BIACYTHI oauHmMi,
Aad AKMX noxazduk meouwe 70%. 7 At 52
average value of the 12 units (SE+82) is equal
to ot greater than 85 % of label claim, and none
is less than 70%.
Nas 53 - cepelde 3HAMEHHS AnA 24 0aMHWUL
{S1 + 82 + §3} nopissioe ado nepemuwye 35%,
He OinsWe 2 OfHHHUG, A% KKEX NOKANHK
menwte 70%. [ At 83 average value of the 24
units {8182+ §3) is equal 0 or greater than
85% of label ciaim.

a4 24 2030BaAHKX  OAMHMUL - BEZCYTHI
OoAMRMUL LA AKHX NOKAZHHE MeHiue 60%. /
Not more than 2 units are less than 70 %. Mo
unit of the 24 units is less than 60%.

Doga /
Water content
Mean: 5.33%wiw

Hag meprtiny
npuQamiocnt

Shelf life:

Ifpu sunyeiy !
Release:

wiw

FHe Ginbtye 8 SoMim /
Not more than § %6

He dinsuie 7 95 mim 7
Not more than 7 %

(Form061184/2.0)
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Kpaira imnopTep: ¥Ykpaina / Importing country : UKRAINE

Kowrpoas axocti / Quality Control

! Sun Pharmaceutical industries Ltd,
Baroda Highway, Halal, Gujarat, 389330, India

Ceprupiicar ananiza / Certificate of Analysis

Crip. / Page 3 0f S

Hasps apewaputy: JEPTECAH, vadsersu 1o 0,75 wr

Aara supoiiiurea /

Product: LERGESUN, tablets 0.75 mg Mfg. Date  : 0872023
Caara aifs | tadaerxa sicturs 0,73 me Jiesonoprectpeny M pssaarasii xo/
Strengih: | tablet contains 0.75 mg of Levonorgestrel Exp. Date  ;07/2026

bl

Posmip | tun ynasoswss: 2 1adfeTkd 8 Oaictept, no | OnicTepy B Kaprousid
YIAKOBL 3 MAPKYRAHIEAM YEPRTHCLKOH MORBOI.
Packing size and fype: 2 tablets in blister | blister in a carton with marking in

Ukratnian.

Rata sunycxa cepit/
Refease Date ; 28/09/2023

Cepia N / Batch No. : HAE1503A

A0 Ne /AR No. : FPO23020561

Poastip cepii/ Batch size : 10790 Showbox ynakonos / packs

Kpatua supodunk : luis
Country-manulaciurer: India

Bupodnuk / Manulacturer: «Can ©apmMaceioThian 1H0acTpis Jrwy /
«Sun Pharmaceutical Industries Led.s

Anpeca/ Address : BEapona Xafisedt, Xanoa, [ymwapart, 389350, [nain /
Baroda Highway, Halol, Gujarat, 389350, India

Bupotnruwa miuesmiin /
Manufacturing licence. : G/28/396

Peccrpauifide nocTaiavennd /
Registration certificate No. : UA/17362/01/01

| CepTudirar GNP/ GMP Certif.
| 288/2020/C-583

Reference Specification No.; 3801812 Rev, Ne.: 1.0

No TECT/ PEIYJALTATH / CHOEUHDGIKALEA /
) TEST RESULTS SPECIFICATION
7 Quaropianicre Oaan =104 Forn=10
AOTOBAHKX OAHHMUE / Mpuiieeatnift noxaznvx  ans [0 oanueHus
Uniformity of dosage Mean - 1013 % AO3ysanHA - MEHWHA ado pisunil  Li%. /
units by conteat Min: 995 % Acceptance Value of 10 dosage units is less
uniformity aax c 1033 % than or equal to L1%
Acceptance Value : 3.7
Hagn =30/ Forn=30,
@idanbHO NPUAHITHHE  NOKalHuk 1w 30
dnakonis - MeHwui ado pisnwit L1%,
aiﬂcy’mi AO3ORAHT  QAMMHMUE, LR AKHX
nokaznek  Meme, b [1 - (L2) (001)] M i
Simeuie, ®iw [§ + {L2) 001} M / Final
acceptance Value (AV) of the 30 dosage units
is less than or equal to L1% and no individuat
content of the dosage unit is less than f1- (L2)
(0.013} M nor more than [1+HL2) {(0.01)jM
LI =150ifand L2 =250
8 CynyTHi JOMIWIKH /
Related Substances
He iaentrdikosani
Aosukk / Unknown
Impuritics -
- By 1b-fiKa DKpeva BQL He &utkwe 0.1 % 7/ Not more than 0.1 %
AoMbka f Any
individual impurity :
- Cysa noMimok / Total BOL He Ginsuze 0.3 % / Not more than 0.3%
! limpurities N |
) g mepuiny
_— Hpu sunyey 7 .
9 KineKicHe sHIUANCHHA Bl ApUAARTHOC I -
JlevoHopreoTpeny / T Shelf life:
Assay of Levonorgestrel 0.73 mg/tablet 0.71-0.78 {mr/mg) | 0.67-0.82 (mr/ mg)
% HouiHansHOT 100.4%
kinskocTi / % Nominal 95.0 - 103.0% 9G.0 - 110.0%
amount 1.

{Form061184/2.0)
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Kpaima isatoprep: Yxpaina / [mporting country : UKRAINE

Konrpoan axoeri / Quality Control

’

P

.

=

* * Sun Pharmaceutical Industries [.td.

G,

Ceprudirar anasisa / Certificate of Analysis

PHAB A

SI'N | Baroda Highway, Halol, Gujaral, 389330, India
L Crp. /Paged of 5

. B

! Hazaa npesapary: JEPCECAH, tadiaeThi no 0,75 wr Aara pupoduuures /

i Product: LERGESUN, tablets 0.73 my Mfe, Date 1 0872023

© Cuaa aif: |radacrwa mictuts 0,73 wr Jlerowoprectpeny [Ipuaavauit ao /

- Strenpth: | tablet contains 0.75 mg of Levonorgestrel ! £xp. Date 0772020

TPoivip § Tan ynawoskw: 2 Tabnetki 8 GuicTepl, no 1 Snicvepy & xaprouwif ! Jlata sunycka cepit/

YHEKOAU] 3 MAPKYBAHHAM YKPATHCHKOKY MOBOIO, . Release Date : 28/09/2023

i Packing size and type: 2 tabiets in blister 1 blister in a carton with marking in
Ukraizian.
Cepis Ne / Batch No. : HAE1503A A0, N/ AR No, s FPO230203561
Pousip cepii / Batch size : 10790 Showbax ynakoeok / packs Kpaina supodunk @ [Hais

| Country-manufacturer: India .
Bupodusk / Manufacturer: «Can apuacrotssan HaacTpis Jirny / Bupoduvya niuensin /
«Sun Pharmaceutical Industries Lid.» Manufacturing licence. 1 G/28/396
Aapecs / Address : Bapoaa Xefiset, Xanon, Uymxapar, 389330, (uaia /
Baroda Highway, Halal, Gujarat, 389330 india
Pecotpauiiine nocTaiavenna / Ceprudikar GMP/ GMP Certil,
Registration certificate No. 1 UA/17362/01/¢] 288/2020/C-383

_ Reference Specification No.: 3801812 Rev. No.: |0
N TECT/ PE3YJILTATH/ CAEUHDIKALLE /
TEST ... RESULTS SPECIFICATION

LG MikpoSioaeriuna
wiscrota / Microbial

Limit test
10.1 | 3araipHa KimsKICTL [Less than 10 CFU/gm He dinswe (000 KYO/r
aepodHKX NMT (000 CFLl/gm

MIKpLOprantiMis
{TAMC)/ Total Aerohic
Microbial Count

(TAMO)
10.2 | 3arushha KLBKICTD Less than 10 CFU/gm He Ginpwe 100 KYO/ ¢
| APUKIKOBHX ¢ URHICRHX NMT 100 CFU/gm

rpubkie (TYMC)/ Total
Combined Molds and
+ Yeasts Count {TYMC)

Posuirn : Boaa,
Teuneparypa; 37°C £ 2°
S Liguid @ Water,
Temperature : 37°C+2 2

10.5 i Escherichia coli Absent Matote 6yTi siacytri / Should be absent, ;
11 | Pomagamss / 04 minute 42 seconds He dinswe |3 x8./ :
Disintegration time Not more than 13 minutes !

BOQL: Huxue pisns sianadcnua f Below Quantification Limit

« As per OOT (JMS PR No.: 1388915,

Janpa woao cepTieduranil: LluM & nlavsepRyIo, IO 3THAHCHE BHULE jHpopMauia € ZOCTORIpHOW | TouHDK. LA cepin
IpOAYKUIT 5312 BHIOTORMEHA (SKMOYAONH NAKYBAHHA/MAPKYBAHHA) i 1LpOBEAEHO KOHTPO/Ib 11 AKOCTI HA BUUIE3ATHAUCHAMY
sagoyl y NORKIR sianmosiawocTi no suMor GMP, a vakom y piznosiayocTi 31 cocundikauicro, wo micvureca s MES 10
peecTpauiiinero noceinuedsa Ne UA/LT362/01/01, BHPOGHHYT NPOTOKOAH, NPOTOKOMM MAKYRAHHR TA ananizie akocti Gynu
fepesipedi | BeTaHoBICHO KutnoslHicTE BrMoram GMP.

Declaration about certification : Here by ! testify reliability and accuracy of the above infarmation. This batch of product was
manufactured (including packaging / labelling), and its quality was controlled at the above stated site in full accordance with the
GMP and in compliance with specifications contained in methods of drug quality contral for Registration Centificate No.
UaA/17362/01/0 |, Batch manufacturing, packaging and analysis records {protocols) were reviewed and compliance with GMP was

proved. P

SIHBARC
PAPMACBHITIRAIK
YRPAT A
|pEHTHIELE s
¥ 38265304
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Kpaina isnoprep: Yrpaina / Importing country ; GKRAINE

o~

t
Kontpois sxocrt / Qualily Control |

——d

(kprmpmarauaﬁﬂaICcnukateofAnaWﬁs!

/

}_,3 Sun Pharmaceutical [ndustries Lid,
SYIN Baroda Highway, Halel, Gujarat, 389330, India
PHiARRMA

Crp. / Puge S ol 5

Hasza apenapaty: JEPUECAH, mafnerks no 0,75 me
Product: LERGESUN, tablets 0.75 mig

Aars supoduuursaa /
Mg, Date 1 08/2025

Ciuta aii: | rabiierka sictuTs 0,75 wr JleaoHoprectpeny
Strength: | tablet gontaing 0.75 mg of Levonorgestrel

Npnaarauit 10/
Exp. Date 10772026

Posvtip | run ynaxosku: 2 rabierku 8 Gnicrepi, no | dnictepy B KapToHHifA
YRAKORUR 7 MAPKYBRHHIM YKPATHCBKOW MOBO,

Packing size and type: 2 tablets in blister 1 blister in a carton with marking in
Likrainian,

HMara sunycka cepii /
Retesse Date : 28/09/2023

Cepia Ne / Batch No. ' HAELS03A

A, Ne/ AR No, : FPO230203561

Pomip cepii / Batch size : 10790 Showbox yiakosoxk / packs

Kpaiua supefinns : [naix
Country-manufacturer: India

Bupoduak / Manulacturer: «Can Qapvacsotnian luaactpia fleas /
«Sun Pharmaceutical ladustries Lid.»

Azpeca /! Address : Bapona Xafigedt, Xanon. Cymkapar, 389350, fuxin /
Baroda Highway, Hatol, Gujarat, 389330, India

Bupobuuua sivensin /

Manufacturing licence, : G/28/396

Peceypauiiive nocteiauesys /
Registration eertificate No. : UA/I7362/01/0]

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

Reference Specificalion No.: 3801812 Rev. No.: 1.0

TECT/
TEST

PEIVIILTATH/

oy RESULTS

COEUHOIKALLA Y
SPECIFICATION

Chopsmonano / Gengrated by

Manish Dave (h:‘;‘-—‘

Q. C. Sr. Executive
n3)al23

{Teperipeno / Checked by g ~
Dnyaneshwar Shinde qw-
. C. Sr. Executive 7

Jara f Date © Hara / Date :

{Form061184/2.0}

3arsepmxexo / Authorised by @

tfahendra Jadhav
Q. A Mangger-1l
Jara / Date 2

nalpalr

ff‘\HI AR
DAPMACKIO K 4 0

YRPAIfA

laenr; *ﬁkﬂuim,m
#08 382655
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