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Kpaina fsn

epren: Yipaina / Importing country : UERAINE

FHARMA

Sun Pharmaceutical Industries Lid.

RBaroda Highway, Halol, Gujarat, 389350, India

Kowrposs sroeri / Quality Control

Ceprudicert ananiza / Certificate of Analysis

Crp./ Pagelof 4

Hassa npenapary: JEPTECAM, ralnetru no L5 mMr

Product: LEROESUN, mablets 1.5 mo

Jlara supobunurasa /
Wiy, Date 3 07/2024

Craa xils 1 raBaerka sicrurs 1,8 vr Jesonoprestpany
Strengthy | tablet contalns 1.5 my of Levonorgesirel

Hpsaarndt go f
Exp. Date 1 0672027

Pozatip 1 Tere ynaresae e

Bnetka v Gnicrept, no 1 Gnicrepy 8 RaproHuiit

YUAKOBL % MAPKYBRHHAM YKPATHCHKOI) MOBOK.

Packing size and type: 1 tablet in blister | blister in g caron with marking in

Vikrainian.

Jara sunyewa cepii/
Release Date 1 31/08/2024

Coplg No / Bateh No.

s HAF16648

A0, N/ AR No, : FPO24022781

Pozutip copif / Bateh size 1 10400 ynaxonox / packs

Kpaina gupoluuw : Inmia
Conuntry-manufacturer: India

BrpoSmix / Manufacturers «Caw Gapsaceiorikan Igerpis Jrasr /

«Sun Pharmaceutical Indusiries

Adn

Appeca / Address + Bapona Xafsel, Xanon, Uynaapar, 389350, luniz /
Baroda Highway, Halol, Guiarat, 389350, India

Bupotuuna mivnensia /
Manufacturing Heence, ;
GUIDRUGS/28/396

Pecerpaniiine noersizueins /

Rewistration certificate No. ¢ LIA/17362/01/02

Ceprudisar GVP GMP Certif,
027/2024/GMP

Reference Specification No,: 3308033125 Rev. No.: 2.0
Na T EC? 7 PKBY@E{?AT‘H / (.'.TVII EI,Z{KI’!.{I‘)U{T @ s/
o TEST RESULTS SPECIFICATION
1| One / Desceription Kpyrai  opocki  vabserss Gex | Kpyid naockl talnerku Ges ofonouky,  Ginoro
afonouim, Sigora abo aibxe | afo walke Blore konsopy, 31 CKOWSHHME
Ginoro  xonbopy, 31 CKOUEHMMY | Kpasug, 13 tacHendam "718" 3 omworo Soxy o

"718" 3
RS b1 gs)

EPAAMY, 13 THCHSHHSM
QaHere GOKY Ta I
Boxy. /

White , circular, flat faced bevelled
edge uncoated tablet debossed with
L&Y on one side and plain on the
cther side

rraasenbri 3 woro Goxy. /

White to offewhite, circular, flat faced beveled
edge uncoated tablet debossed with "718" on one
side and plain on the other side.

2| Laerrudixauia / Identification
Laewnupinatis o BEPX/
2.1 1 Identification by HPLC

39 | TLEK /by TLC

Yae yIpuMyBatEs OCHOBROIO NiKa
Ha XPOMATOrpEM] POIUHY
HOCHULRYBAHOIG 3PA3Ka BLANOBIAAE
HOKASHIKY, 10 CROCTEPITAETRCS HA

xposarorpami CTEHARFTHOO
DORUHHY, CTPUMBHOMY B
puipobyBan «Kiabkicue
BUIRANCHHI BET
Jlesosoprecypeny. /

The  retentdon  time  of  the

Levonorgestrel  peak o the
chramatogram  of  the  test
preparation is corresponds o that of
the standard preparation as obtained
i the Assay of Levonorgestrel,

rnaay,  oTpuMani  aad
PUIYHHY  AOCAUDKYBABOIO  3pa3ka
pianosizaoTsy 3@ nokassmwost RE
posunmy pedepeyc-cransapty. /
The principal spots obtained with
test preparation are comesponds in
RE value 1o that obtained from
standard preparation.

Ouwonyi

Yac  yTPUMYBAHHA  OCHOBHOTO kA Ha
XKPOMATOIPasMi POINHHY ACCHILIKYBAHOLO 3pazKa
1a€ BUATORIAQTH NOKATHHKY, WO CHOUTepiracTsy
Ba  XpoMarorpami  CTAMZAPTHOTO  PO3UMAY,
orpavanoMy B sunpofysanst «Kinekicue
pusHanenusn wis Jleronoprecrpery. /

The retention time of the Levonorgestre! peak in
the chromatogram of the fest  preparation
corresponds to that of the standard preparation as
obtained in the assay of Levonorgestrel.

Qcnonri G, OTPHMAEI

AOCHLKYBAHOTG 3PAlKA MAKDTh
nosaspukey RE posumsy pedepene-cramaapry. /
The principal spots obtained with test preparati
correspond in RE value to that obtained from
standard preparation.

iU DO3UIRHY
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Kpatua ivnoprep: Yepalua / Importing country : UKRAINE
prep b

Kontpoas sxocri / Quality Control

Sun Pharmaceutical Industriss Lid,
Baroda Highway, Halol, Guiarat, 3

893590, India

Ceprndixar anaaisa / Certificate of Analysis

[l WIS
FARRRA

Crp / Page 2 of 4

Hassa apenaparys JEPTECAH, valnev no 1,5 wr
Product; LERGESUN, 1ablets 1.3 me

Jara supoGuursa /
fife, Date £ 07/2024

Cuna gif: 1 ralacrka sicrurs 1,5 mr Jleponoprecrpany
Strenatl | tablet cortaing 1.5 my of Lc‘vcmcw estrel

Hpwwrennit no /

xp. Date 2 06/2027

Po: 1“\1![} i oran YHAKOBIKR 1 rafnerxa o Goic }‘ 0
VOAKOBIUT 3 MAPKYRAHUSM YKPATHC KO0 MOBOIO.
Packing size and type: 1 tablet in blisier 1 bliste
Ukrainian,

I GnicTepy B raprOHMid

- in & earton with marking in

Hara puoyewn copii /
Release Date » 31/08/2024

Cepist No 7/ Batch No,  HAFI604B

AL Mo/ AR Mo, t FPO24022781

Poswip cepit / Batel size » 10400 vnaxosor / packs

Kpafua supobunx : Iuals
Country-manufacturer: India

Bupobax / Mannfacturer: «Can happacsioruras lunacrpis Toay /
«Sun Pharmaceutical Industries Ludoy

Anpers 7 Address » Sapome Ka¥izel, Xanon, Dymrapar, 389350, Ingis /
Baroda Highway, Halol, Guiarat, 3853

Bupobanua sineusia /
Manufacturing lHeence. s

GUIDRUGS/28/396

350, India
Pecorpaniiine pocrsiggenns /
Registration certificate No. © UASI7362/01/02

Copraiear GV GMP Certif,
02772024/GMP

Reference Specification No,: 3808033

125 Rev, No.: 2.0

N TECT/ PE3VILTATH/ CHEMRIKALA/
% TEST RESULTS SPECIFICATION

3 Cepeama maca /

3.0 Cepeans vaca talnersu / 200.36 mg
Average weight of tablet
Bingwnenus sin crangapyaol
wacu (%) /7 % Variation from
Standard Weight

0.2 %

194.00 - 206.00 mr/
Between 194.00 mg and 206.00 myg
4 3.0% giZ CrasaapTrOT MacK
{Crangapraa maca: 200.00 mr) /
2 3.0% of stanclard weight
{Standard weight : 200.00 me)

38 Newton

H*mo&xs

Ce:pe;mc “’Mtreimﬂ TREPAGOTE
B aianasoni -G N/
Mean hardness Value
Between 10N and 90 N

Min: 95%
Nax: 98%
Mean: 96%

Posumnenns / Dissolution

o

He seme 80% () 3a 30 xmamm. /

Not Ies& than 80% (Q) in 30 minutes,

Ina SI - plgoyrsi aorosal  OAMHMUL AT AKKHX
nowazsng Memue 85% sl nominansioro. / At §1
1o unit should be less than 85% of label claim.

Jlas 82 - x,ﬁ,{"(”l ie aHadendy 12 oamunun (81

§2) sopismos afo nepespulye 80% HOMIHANRHOIG
apadensd, siacy THl OAMHUMIE, ARE SKWX AOKAIHAK
menue 63%. / At 87 average value of the 12 units
{S14+82) is equal to or greater than 80% of label
claim, and oone is less than 63%.

Jing 83 -~ cepenne axavenda i 24 o (51
4+ 52+ $§3) popipuce afo nepestimye 80%, ne
Ginpwe 2 onMBMIL, AT AKMEX BORAZHI MEHIE
6\,% / Atr 83 average value of the 24 units
(S1+82+ $3) is equal to or grewter than $0% of

fabel claun‘
s 24 p030BaRKN QAURMUL - sigeyTHi oausud,
L8 SKHX MORA3HER Mewe 35%.
2 units are less than 65 %.

I —

/ Not more than
No upit of the 24 units

is less than %. i

6 Bona /
Water content

., Alas mepadny
Sypdamnocn {
s Shelf life:

(Form061184/2.0)




Kpatua banoprep Yrepalua / Importing country : UKRAINE

Konrpons axocrl / Quality Control

4

oo Sun Pharmaceutica! Industries Lid,
STIN | Baroda Wighway, Halol, Gujarat, 389350, lndia

Ceprnginar aganizy / Certificate of Analysis

FHARMA Crp. / Page d ol 4
Hasna npenapary: JEPIEC, J"{, rabactsy o 1,5 s Hara pupobunuyrsa /

Proguet: LERGESUN, tablets 1.5 my e, Date 0772024

Craa 230 1 rafinerra mictwrs 1,5 wr F[oz OHOPrECTREAY MNpuaarunit go/

Strength: 1 mblet consaing 1.5 mg of Levonorgestrel Exp, Date 2 0602027

Poamip § run yaaroswms | orafaena e Griorepl, no 1 Gnicrepy v xapromuilt | Dars munyexa cepii/

YHAKOBL] 3 MAPKYBAHIIM YEPATHOLKOIO MOR0K, Reloase Date @ 31/08/2024

eking size and typer | tablet in blister 1 blister i a carton with marking in

Cepin No / Batch No. ; HAFIO041 AL Ne /AR No.: FPO24022781

Posuip cepit / Bateh shee 1 10400 yraxosox / pa Kpatwa supofanw @ Tunis
Country-manufactorsr: India

Bupofnnr / Manufacturer: «Can Mapaacsiornxan [rpactpiz Jdran / Bupobuaaa sinensis /
«Sun Pharmaceuwtical Industries Lidy Manufacturing Heence, 2
Aapeca / Address s Bapona Xaeelt, Xaaon, U'yawapar, 389350, Iunix / GUIDRUGS/ZB/396
Baroda Hishway, Halol, Gujarat, 389350, India
Peeerpauiiiue wovrsinyenns / Cepradieny GVP/ GMP Certifl
Registration certificate Wo, ¢ UA/T7362/01/02 027/2024/GMP
Reference Specification No,; 3808033125 Rev, No.t 2.0

No TECT/ PE3 } JI}{{“A'I“'H ! C‘H’TIIHQ)’I’K AL/

: TEHEST RESULTS - SPECIFICATION

10§ MikpoBionoriuga sucrora /
Microbial Limit test

Baransug Kinskicrs aepoduux
(0.1 | stixpoopranizmin (T4 ’\-\4(") / 10 CFUlam He Ginsie 1000 KYO /r
Total Aerobic Microbial Count NMT 1000 CFUigm
(TAMC)
10.2 | Bavassus winsricrs
Apismokonns / upinesux rppdxis Less thanl0 CFU/gm He Siaswe 100 KYO /¢
{TYMC)/ Total Combined NMT 100 CFU/gm
Molds and Yeursts Count
(TYMC)
10.3 § Escherichia coli Absent Marots Bvru siaey i / Should be absent,
11| Posnanawas / Disintegration 05 minute 18 second He Sispiue 15 xp. /
tirne Not more than 15 minutes

Poz‘m«z » Boga, Temneparypa
37°C & 2°7 Liguid » Water,

w-,g(»« R

Temperature : 37

BOL: Husiue pisna ansuaaesua / Below Quantification Limit.

Janna mode cepraduieanit Llum g olursepiukyro, 1o sasnadens sume iHGopManis ¢ noctopipaoo [ roduors, L cepiy
aponyruil Gyaa BUroTORIeHE (BLAGYAKUY IAKYBAHEI/MAPKYRAHKA) | NPOBELEHO KOHTPOAS 1 ARCCTI HA BULIEIAIHANCHOMY
sasoml y nopsli swrosianocr 4o pumor GMP, a rmaxkosc y sianesizrocti si epeundixauicio, mo Micturses 5 MKH no
wwcrpaums o nocsiguenng No UA/N7362/01/02, vt xpc&f}i;mn OPOTORONH, TPOTOXOAM NAKYBawus Ta auanizis groeri Symu
frepesipent § geranosseno slnnopluicrs susoras GMP.

Declaration about certification ¢ Here by I testify reliability and accuracy of the above information. This batch of prodwt Wi
manufactured (including packaging / labelling), and its quality was wnircﬂed at the above stated site in full accordance with the
GM"‘ and in compliance with specifica tiom‘ contained in methods of drug quality control for Registration Certificate Mo,
UA/17362/01/02, Batch manufachuring, packaging and analysis records (protwcols) were reviewed and compliance with GMP was
provead,

D e o,

‘/iars S fcenty
zra‘éd

Chopsonann / {L*”rmmt ed Dy {lepesipero / Checked by
Manish Dave Anand Verma
Q. C. 8. Executive Reviewer Sr. Executive

Hara / Date Hava / Date
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XKPOMATOIPasMi POINHHY ACCHILIKYBAHOLO 3pazKa
1a€ BUATORIAQTH NOKATHHKY, WO CHOUTepiracTsy
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The retention time of the Levonorgestre! peak in
the chromatogram of the fest  preparation
corresponds to that of the standard preparation as
obtained in the assay of Levonorgestrel.

Qcnonri G, OTPHMAEI

AOCHLKYBAHOTG 3PAlKA MAKDTh
nosaspukey RE posumsy pedepene-cramaapry. /
The principal spots obtained with test preparati
correspond in RE value to that obtained from
standard preparation.
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3 Cepeama maca /

3.0 Cepeans vaca talnersu / 200.36 mg
Average weight of tablet
Bingwnenus sin crangapyaol
wacu (%) /7 % Variation from
Standard Weight

0.2 %

194.00 - 206.00 mr/
Between 194.00 mg and 206.00 myg
4 3.0% giZ CrasaapTrOT MacK
{Crangapraa maca: 200.00 mr) /
2 3.0% of stanclard weight
{Standard weight : 200.00 me)

38 Newton

H*mo&xs

Ce:pe;mc “’Mtreimﬂ TREPAGOTE
B aianasoni -G N/
Mean hardness Value
Between 10N and 90 N

Min: 95%
Nax: 98%
Mean: 96%

Posumnenns / Dissolution

o

He seme 80% () 3a 30 xmamm. /

Not Ies& than 80% (Q) in 30 minutes,

Ina SI - plgoyrsi aorosal  OAMHMUL AT AKKHX
nowazsng Memue 85% sl nominansioro. / At §1
1o unit should be less than 85% of label claim.

Jlas 82 - x,ﬁ,{"(”l ie aHadendy 12 oamunun (81

§2) sopismos afo nepespulye 80% HOMIHANRHOIG
apadensd, siacy THl OAMHUMIE, ARE SKWX AOKAIHAK
menue 63%. / At 87 average value of the 12 units
{S14+82) is equal to or greater than 80% of label
claim, and oone is less than 63%.

Jing 83 -~ cepenne axavenda i 24 o (51
4+ 52+ $§3) popipuce afo nepestimye 80%, ne
Ginpwe 2 onMBMIL, AT AKMEX BORAZHI MEHIE
6\,% / Atr 83 average value of the 24 units
(S1+82+ $3) is equal to or grewter than $0% of

fabel claun‘
s 24 p030BaRKN QAURMUL - sigeyTHi oausud,
L8 SKHX MORA3HER Mewe 35%.
2 units are less than 65 %.

I —

/ Not more than
No upit of the 24 units

is less than %. i

6 Bona /
Water content

., Alas mepadny
Sypdamnocn {
s Shelf life:

(Form061184/2.0)




Kpatua banoprep Yrepalua / Importing country : UKRAINE

Konrpons axocrl / Quality Control

4

oo Sun Pharmaceutica! Industries Lid,
STIN | Baroda Wighway, Halol, Gujarat, 389350, lndia

Ceprnginar aganizy / Certificate of Analysis

FHARMA Crp. / Page d ol 4
Hasna npenapary: JEPIEC, J"{, rabactsy o 1,5 s Hara pupobunuyrsa /

Proguet: LERGESUN, tablets 1.5 my e, Date 0772024

Craa 230 1 rafinerra mictwrs 1,5 wr F[oz OHOPrECTREAY MNpuaarunit go/

Strength: 1 mblet consaing 1.5 mg of Levonorgestrel Exp, Date 2 0602027

Poamip § run yaaroswms | orafaena e Griorepl, no 1 Gnicrepy v xapromuilt | Dars munyexa cepii/

YHAKOBL] 3 MAPKYBAHIIM YEPATHOLKOIO MOR0K, Reloase Date @ 31/08/2024

eking size and typer | tablet in blister 1 blister i a carton with marking in

Cepin No / Batch No. ; HAFIO041 AL Ne /AR No.: FPO24022781

Posuip cepit / Bateh shee 1 10400 yraxosox / pa Kpatwa supofanw @ Tunis
Country-manufactorsr: India

Bupofnnr / Manufacturer: «Can Mapaacsiornxan [rpactpiz Jdran / Bupobuaaa sinensis /
«Sun Pharmaceuwtical Industries Lidy Manufacturing Heence, 2
Aapeca / Address s Bapona Xaeelt, Xaaon, U'yawapar, 389350, Iunix / GUIDRUGS/ZB/396
Baroda Hishway, Halol, Gujarat, 389350, India
Peeerpauiiiue wovrsinyenns / Cepradieny GVP/ GMP Certifl
Registration certificate Wo, ¢ UA/T7362/01/02 027/2024/GMP
Reference Specification No,; 3808033125 Rev, No.t 2.0

No TECT/ PE3 } JI}{{“A'I“'H ! C‘H’TIIHQ)’I’K AL/

: TEHEST RESULTS - SPECIFICATION

10§ MikpoBionoriuga sucrora /
Microbial Limit test

Baransug Kinskicrs aepoduux
(0.1 | stixpoopranizmin (T4 ’\-\4(") / 10 CFUlam He Ginsie 1000 KYO /r
Total Aerobic Microbial Count NMT 1000 CFUigm
(TAMC)
10.2 | Bavassus winsricrs
Apismokonns / upinesux rppdxis Less thanl0 CFU/gm He Siaswe 100 KYO /¢
{TYMC)/ Total Combined NMT 100 CFU/gm
Molds and Yeursts Count
(TYMC)
10.3 § Escherichia coli Absent Marots Bvru siaey i / Should be absent,
11| Posnanawas / Disintegration 05 minute 18 second He Sispiue 15 xp. /
tirne Not more than 15 minutes

Poz‘m«z » Boga, Temneparypa
37°C & 2°7 Liguid » Water,

w-,g(»« R

Temperature : 37

BOL: Husiue pisna ansuaaesua / Below Quantification Limit.

Janna mode cepraduieanit Llum g olursepiukyro, 1o sasnadens sume iHGopManis ¢ noctopipaoo [ roduors, L cepiy
aponyruil Gyaa BUroTORIeHE (BLAGYAKUY IAKYBAHEI/MAPKYRAHKA) | NPOBELEHO KOHTPOAS 1 ARCCTI HA BULIEIAIHANCHOMY
sasoml y nopsli swrosianocr 4o pumor GMP, a rmaxkosc y sianesizrocti si epeundixauicio, mo Micturses 5 MKH no
wwcrpaums o nocsiguenng No UA/N7362/01/02, vt xpc&f}i;mn OPOTORONH, TPOTOXOAM NAKYBawus Ta auanizis groeri Symu
frepesipent § geranosseno slnnopluicrs susoras GMP.

Declaration about certification ¢ Here by I testify reliability and accuracy of the above information. This batch of prodwt Wi
manufactured (including packaging / labelling), and its quality was wnircﬂed at the above stated site in full accordance with the
GM"‘ and in compliance with specifica tiom‘ contained in methods of drug quality control for Registration Certificate Mo,
UA/17362/01/02, Batch manufachuring, packaging and analysis records (protwcols) were reviewed and compliance with GMP was
provead,

D e o,

‘/iars S fcenty
zra‘éd

Chopsonann / {L*”rmmt ed Dy {lepesipero / Checked by
Manish Dave Anand Verma
Q. C. 8. Executive Reviewer Sr. Executive

Hara / Date Hava / Date




7%

JAEPKABHA CIYBA 3 JIIKAPCLKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMMU y m. KHEBI
npos. Hanit Ceimanod, 3. 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.va. Kon €JIPIIOY 37079035

BUCHOBOK
Npo sKicTh BBE3eHOTo B YKpainy JAikapcbkoro 3acoby
23.02.2024 Ne 8727/24/26
JEPI'ECAH

{(nafiMenyBaung sikapesKore 3acoly sriane 3 PLCCTRAUIiiNIM HOCRILRCHIEM )
taGaersn mo 1,5 mr: no 1 Tabuerui y daicrepi, no 1 6uicrepy y kapronnii ynakosui

{ibopMa BHIIYCKY, O3YBAIHY, BIUL IAKYBAHIIA AIKAPCHKOTO 32C05Y)
Hosmep pecerpattiiinoro nocsinuenns UA/17362/01/02 crpox aii pecerpauiiinoro nocsinvenns 26.04.2024
Cepia nixkapcuroro 3acoby Ne HAE 18158 KinskicTs Bnesenoro nixapcexoro sacaby 8050

Bupobunik Can ®apmacsiotukan [waactpis Jlta., lnais .
(nasinenynanns pepoGimKi AikapeLkore 3acoby, Kpaina NOXO/LKEINis)

Baeaeno 8 Yrpainy TosapHcTBO 3 00MeReH010 Biinosiiaabiicrio "Panbarei
MapmacekioTikaiae Yipaina", izent. xon: 38265984
(rafimenyranna 1a ko 3a C/APHOY 10pranunol ocoGs abo npussHie, is's, no Garpkont
QizruHOT 0COBH - HLANPHCSILE, T MICIE NPOXHBEHIS TA pecerpanilinui womep obnixanol
KOPTRH LIRS 110/28TKi8 200 Cepisn TA HOMCD HACHIOPTR)

Nporokon sisyansuoroe kowrpomo sin 18.01.2024 N 150/6.
JlaGoparopnuii a3z aKocTi NiKapebkoro 3acofy 3aiiicennii

JlaGopatopis 3 KOHTPOMIO #KOCTI Nikapebkux 3acobis TOB “NNOBPOBYT-THKUJIAB" (M. Knis,
ny)n. Hosropoi-Cisepebka, 6yJ1.3, HeKHTNOBI NpuMillieHHs 92)

(Hufisery saERs Ta Micuesiaxopkenna naboparepil, 1o nposena naboparopHHi auilis AKOCTI)

BHEHOBOK 100 AKOCTI NiKapeskoro 3acoly, Binanni nadoparopicio via 22.02.2024 Ne 183-24
Peaysibriat i Aad0paTOpHOIo aHasizy aKoCTi 1iKapCLKOro sacofy 3a nepesipeH sy NOKAIHIKAMH BiAnoBiIa0TL
BHMOrAM METOAIB KOHTPOINO AKOCTI {aHANI THUHO-HOPMATHBHOT JIOKYMeHTauil).

32 pesyanTartaMil  IEPKABHOI0  KOHTPOMO BETAHOBACHO, uf -[nixapm,kuiz saci@  sBeseno B Yipainy 3
AOTPHMAHHANM HMOr 3JaKOHONABCTRA LLO0 3aBesneneHHA AKQCTI Jlikapeskux 3acobis.

Inan 3AJIBOPHUX

FERO.IO) {nijnwe) {ininiany 1a ppissnne)

——




&

Kpaiua imnoprep: Yepaiva / lmporting country : UKRAINE

i
|

Sz-ﬁ) Sun Pharmaceutical Industries Lid,
ST Bareda Highway, Halol, Gujarat, 389350, india
P tided s

Kowuwrpoas akoeri / Qruality Controt

Ceprudixat apaniza / Certificate of Analysis

Crp. /Pagelof 4

Haspa npenapary: JEPCECAH, tabnetku o 1,5 Mr

Hata supobuiursa /

Product: LERGESUN, tablets 1.5 mg Mifg. Date  : 08/2023
Crnn aiir | Tadnersa sictits 1,5 ur flesowoprectpeny Hpuaaranii ao /
Strength: | tablei contains 1.5 mg of Levonorgestrel Exp. Date - 07/2026

Ukratnian.

Poamip | Tun ynawosks: | wlnerka 8 Gnictepi, no | GaicTepy 8 xapToHHif
YOBKOBLUE 3 MAPKYBAHHAM YXPATHCRKRI MOBOI).
Packing size and type: [ tablet in biister 1 blister in a carton with marking in

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

Cepin Ne / 3ateh No.

tHAE18E3B

A.Q. No/ AR No. : FPO23017842

Poasip cepii/ Batch size : 8400 ynakosok / packs

Kpaiva supobiuk ; [nais
Couvalrv-manufacturer: India

| Bupodnmc / Manufacturer: «Cay dapnacsiotikan Inzacrpis Jitan /
- «Sun Pharmaceutical Indusiries Lid.»
Aapeca / Address : Baponma Xaiiselt, Xanon, l'yaxapar, 389350, Tuain /
Baroda Higshway, Halol, Gujarat, 389330, India

Bupotusua nivensia /
Manafacturing licence. :
GUIDRUGS/28/396

Peectpauiiiae noctaingenus /

Registration certificate No. 1 UA/17362/01/02

Ceprudivar GMP/ GMP Ceriif.
288/2020/C-583

' No TECT/ PEIYABTATH/ CHEUH®DIKALLLS /
o TEST RESULTS SPECIFICATION
l Ounne / Description Kpyrmi  wmockt  tabnetku  Oes | Kpyrni onocki rabiersy Ges oBomsouku, Binora
obonoHKs, Ginoro alo maibke | 260 malke Binoro KOABOPY, 31 CKOLEHHMI
Gitoro koneopy. 3 cxOmeHuMM | xpaaME, 13 THeHenrsx "403" 3 omioro Hoky Ta
Kpasmu, i3 TecHeHnaM "7IB" 13 | raamewsxi 3 iFwioro Boxy. /

Reference Specification No.: 3301813 Rev. No.: 1.0

oauoro BoKy Ta rnaneHski 3 (HLIOro
toky.

White , circular, flat faced bevelied
edge uncoated tablet debossed with
"718" on one side and plain on the
other side.

White o off-white, circular, flat faced beveled
edge uncoated tablet debossed with "718” on one
side and plain on the other side.

2§ [neutudiiauiz / ldentification
[aenrudixauia no BEPX/
Identification by HPL.C

]

THIX by TLC

(]
%3

Yac yrpuMmysanus ocHOBHOro nixa
Ha Xpostatorpami poaunny
NOCNKYBAHOrO 3pAIKA BiAGOsilac
NOKAIHUKY, e EHOCTepiFaﬂBQﬂ Ha

XPOMATOrpami CTAHAAPTHOTO
PO3HHHY, OTPHMAHOMY ]
BHnpolysaii «Kinsxicne
BH3HAMCHHAY ana
Jlesonoprecrpeny. /

The retention time of  the
Levonorgestrel  peak  in the

chromatogram of  the test
preparation is corresponds to that of
the standard preparation as obtaized
in the Assay of Levonorgestrel.

OcHoBHI MM, OTpHMani  Aa%
POIMMHY BOCAMIKYBRHOFO  3pasxa
BiamoRinaloTL 32 MOKaiHMKoM R
po3uMHy pedeperc-craniapry. /
The principal spots obtained with
test preparation ace corresponds in
Rf walue to that obtained Fom
standard preparation.

Hac  yTpHMYRAHHS  OCHOBHOrO  [HK3  Ha
XpOMATOTpaMi POIUHHY AOCHDKYBIHOTO 3Pa3Ka
M€ BIAMOBINATH NOKAIHHKY, WO CHOCTEPITACTHCR
H2  XPOMATOTPaMi  CTAHAAPTHOrO  poO3YHEY,
oTpuManoMy B BunpoBysanmi  «Kinekiche
BHINAYCHHAY 118 flesonoprectpeny. /

The retention time of the Levonotgestrel peak in
the chromatogram  of the test preparation
corresponds to that of the standard preparation as
obtairned in the assay of Levonorgestrel.

OcHpaul  moms,  OTpHMaHdl  ANE  pOZUMHY
AOCHiLKYBAHOrO 3Palxa MAWNThL BiANOBIAATH 24
noxasrskoM Rf pozwudy pedepenc-cranaapry. /
The principal spets obtained with test preparation
correspond in Rf valug to that obtained from
standard preparation.

{Form{61184/2.0}
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Kpaina imnoprep: Yxpaiua / lmpsrting country - UKRAINE

SUN

i
Fasama |

!
@ ! Sun Pharmaceutical Industries Lid.

Baroda Highway, Halol, Gujarar, 389350, India

Kounrpoas axocti / Quality Control

Cepradigar ananiza / Certificate of Analysis

Cerp. /Page2o0f 4

Haspa npemapaty: JIEPTECALL tadnetku 1o 1,5 Mr

Hava pnpoéunurea /

Product: LERGESUN, tablets 1.5 mg NMig. Date  : 08/2023
Cuna fit: | rabnerka mictnrs 1,5 mr Jlenouoprectpeny Fpuaaruuit qo /
: Strenpth: 1 ablet containg 1.5 mg of Levonorgestrel Exp. Date  :07/2026

¥NaKOBUI 3 MAPRYBAKHAM YKPAMCLKOIO MOBOIC.

Packing size and type: | tablet in blister 1 blister in a carton with marking in

Lkrainian.

Possip i run ynaxoesku: | talnerka s Oaicrepi, no | Gnictepy B xapTounift

Harta ganycka cepii /
Release Date : 29/08/2023

i Cepin Ne/ Batch No.

: HAEISiISB

A0, Ne/ AR No.: FPO23017842

Poistip cepil/ Batch size ; 8400 ynaxopok / packs

Kpatua pupobnak @ legia
Country-manufacturer: India

Bupobusnc / Manufacturer: «Can Dapsmaceiorssan [naacrpis Jlvgs /

«Sun Pharmaceutical Industries Lid.»

Aapeca / Address : bapona Xaitse#t, Xanon, Uymxapar, 389350, Inais /

Baroda Highway, Halol, Gujarat, 389330, India

BupoGuuya niventia /
Manufacturing licence. :
GUIDRUGS/28/396

Peccrpauiiine nocreinvyennn /
Registration ceriificate No. : UA/17362/01/02

Ceprudivat GMP/ GMP Cenrtil,
288/2020/C-583

Reference Specification No.: 3801813 Rev. No.; 1.0

No TECT/ PE3IYALTATH/ CIIEHH®MIKAIIN/
T TEST RESULTS SPECIFICATION
3 Cepenns maca /
Average weight
3.1 } Cepeana maca Tabastrn / 205.04 mg 194.00 - 206.00 mr/
Average weight of tablet Between 194,00 mg and 206.00 mg
3.2 | Biaxuaenus sig ctangaptaol + 3.0% BiA cTaHAAPTHOT MacH
Macs (%) / % Variation from 335% {Craxnaprua maca: 200.00 mr}/
Standard Weight + 3.0% of standard weight
{Standard weight : 200.00 mg}
4 | Tavpaicts/ 45 Newton Cepenre 3HAYCHIA TBEPIUOCT:
Hardness B fianazoui 10 N -90 N/
Mean hardness Value :
Between 10 N and 90N
& Pazuusiennn / Dissolution Min: 97% He seme 80% (Q) 22 30 xpuauu. /
Max: 102% Not less than 30% (Q) in 30 minutes.
Mean: 99% Ona 8§ — siAcyTHi 20308aH1 OOUHAL, AN8 RKHX
MOKAIHEK MeHie 85% mia vosinanbnoro. / Af 51
no unit should be less than §3% of label claim.
Nnn 82 - cepenne 3uayvenss 12 omsnaue (S1 +
$2) mopisuioe abo nepesitwtye 30% nominanpHoro
IHAHCHHA, BLAGYTHI OAWHALT, AR AKHX NOKAZNHK
sente 65%. / At 52 average value of the 12 units
(S1+82} is equal to or greater than 30% of label
claim, and none is less than 65%.
Itr 83 - cepenue 3uanenna ans 24 oauunus (S
+ 82 + 83) popisuwe abo nepesnmye 80%, ne
Binble 2 OAHHMUDL, AN AKWMX (OKAZHHK MEHIEE
65%. / At 53 average value of the 24 units
{51+52+ S3) is equal to or greater than 80% of
labe! ¢laim.
Jnn 24 1030BRHKMX OZdLMLL - BINCYTHI oansuui,
U SKMX AOKAIHUK Merwe 55%. / Not more than
2 units are less than 65 %. No unit of the 24 units
i5 less than 55%.
G Bona/ 5 *
Water conlent fpu sunycry / Re C@/A i
pyrpasthel Y.
RAPMACBIOTIRAT
(Form061184/2.0) ' VEPAIHAS
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Kpaiua imaoprep: Yepaiua / [mporting country : CKRAINE

Keourpons sikoeri / Quality Control

@ Sun Pharmaceutical Industries Ld.
SUN Baroda Highway, Halol, Gujarat, 389350, india

Ceprudixar ananiza / Certificate of Analysis

PHAFRMA

Cryp./Page3of4

Haisa npenapaty: JIEPTECAH, tatnerwy no 1,5 mp

Jara supobunursa /

Product: LERGESUN, tablets 1.5 mg Mlg. Date  :08/2023
Ciusma aif: | vabnetra Micturs 1,5 mr flesonoprectpeny {Ipuaarwi ao/ ‘
Strength: | tabiet contains .5 mg of Levonorgestrel Exp. Date  : 07/2026 i

YIAKORILE 3 MAPKYBAHIUAM YKPATHCLKO MOSOID,

Ukrainian.

Poamip i Tun ymawoexu: | Talnevka s Gnicrepi, no | Gnicrepy 8 wapromuiit | fata sunyexa cepii /

Packing size and type: | tablet in blister | blister in a carton with marking in

Release Date : 29/08/2023

Cepiu N [ Bateh No. : HAE1B15B

A 0. N/ AR No, : FPO23017842

Posmip cepil / Batch size : 8400 yuaxosox / packs

Kpaina supobanx : [xma
Country-manufacturer: Indis

Bupodisnc / Manufacturer: «Can ®apmacoiotiran ngacrpis Toan /
«Sun Pharmacewmical Industries Lid.»

Aapeea / Address : Bapoya Xaiise#t, Xanon, Mymkapar, 389350, lunis /
Baroda Highway, Halol, Gujarat, 389350, [ndia

Bupobunsa aiuesia /
Manufacturing licence. :
GUI/DRUGS/28/3%6

Peectpauifine noctoiadenns /
Registration certificate No. 1 UA/17362/01/02

Cepradixar GMP/ GMP Certif.
288/2020/C-583

Reference Speeification No.: 3801813 Rev. No.: 1.0

No TECT/ PE3IYIALTATH/ CIHEHHDIKALLIAN/
’ TEST RESULTS SPECIFICATION
5.36% wiw He 6inewe 7% sim / He dimpwie 8 % m/iv/
Not more than 7 % w/w | Not mare than § %
wiw
7 OaiopiaticTs 1030BaHHX Mear: 101.9% Hnaw =10/ Fora=10
CAHHKEUE (38 ONHOPOOKICTIO Min: 99.9% [lpusinarHnit  moxasukmk a0 onHukus
smicTy Jlesonoprectpeny) / Max: 103.7% AolysaHHA -~ ™MeHIEHA alo pisanit Li%. 7
Uniformity of dosage units by Acceptance Value : 3.4 Acceptance Value of 10 dosage units is less than
content uniformity or equal to Li%
I =30/ For n =30,
bivansHo opuitiATeMi  nowaswuk  aaa 30
graxouis - Metwmml afo pipuui  L1%, sigeyrni
AOSOBAKI ORMHHI, A% SKHX AOKAIHHK MeHIUE,
ik [t - (L2) (0,01} M { Binsrae, ni [1 + {12}
{0.01)] M/ Final acceptance Value (AV) of the 30
dosage units is kess than or equal to L1% and no
individual content of the dosage unit is less than
[1- (L2} (0.013] M nor more than [1+(L2)
(0.01)]M
L1=1501i/and L2 =250.
§ | Cynytai pomiwike / Related
Substances
He uytentudikosaki posimgn /
Unknewn Impurities :
- Byay-AKa OKpEMa [0MEUKE /
Any individual impurity : 0.039% He &inbwe 0.1 %% / Not more than 0.1 %
- Cysa gosmiwox / Total
impuritics 0.064% He Ginpwe ¢.5 % / Not more than 0.5%
KinsKictie sHIna4eRHs 1.5 mg/Tablet Ling mepsminy
¢ 9 | Hepouoprectpeny / Assay of fIpu eunycky / Release: npudamocas /
Levonorgestrel [02.8% Shelf life:
% Hosinanpieol xinekocTi / % 1.4- 1.3 (wr/mg) [.3- 1.6 {mr/mg}
Neminal amount -
95.0 - 105.0% + PR,
oS PRy
of CAPNAC J.{,.”‘._.‘ 1) 2
(Form061184/2.0) ol YR,
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Kpaiua isnoptep: Ypaiua / Importing country : UKRAINE

L Konrpoar axacri / Quality Control
Y Sun Pharmaceutical Industries Lid. ; : : i
g STJN | Baroca Highway, Halol, Gujarat, 389350, india Ceprudicat ananiza / Certificate of Analysis
i Crp./ Paged of 4

Hazsa npenapary: AEPTECAH, tabnerxd no 1,5 mr Hata supolfunurea /
Product: LERGESUN, tabiets 1.5 mg Mio. Date  : G8/2025
Cuna aii: | Tabnetka Micturs S Mr Jlepokoprecrpeny punaTasd ae /
Strength: | tablet containg 1.5 mg of Levonorgestrel Exp. Date  :07/2026
Pozwip | Tuo ynawxeswn: 1 tabnerxa s Gaicrepl, no I Gmictepy & kaptonniit | Jata punycka cepii/ B
YMAKOBI] 2 MADPKYBAHHAM YKPATHCLKOK MOBOI. Release Date : 29/08/2023
Packing size and type: { tablet in blister 1 blister in a carton with marking in
| Ukrainian.
Cepin Ne / Batch No, : HAELS15B AQ. Na / AR Ne. : FPO23017842
Poimip cepii/ Batch size : 8400 ymaxosox / packs Kpaina supodnsac @ [uais
Country-manufacturer: India
Bupoduui / Manufacturer: «Catt Dapuactiotuxkan lunactpia Jta» / BupobHuua mivenzin /
«Sun Pharmaceutical Industries Lid.n Manufactering licence. :
Aapeca / Address : Bapoga Xafeeh, Xanon, ['yasapar, 389350, lugin / GUI/DRUGSE/28/396
Baroda Highway, Halol, Gujarat, 389350, india
Pecerpanifise nocrsiguesns / Cepradicar GMP/ GMP Certif.
Registration certificate No, : UA/17362/01/02 288/2020/C-583
Reference Specification No.: 38301813 Rev. No.: 1.0
No. TECT/ PEIYIALTATH/ COEHHBIKALILA/
TEST RESULTS SPECIFICATION
10 | MirpoBionoriuna wxcTota /

Microbial Liniit test

3aranbua KiALKICTE 2epobiing
16.1 | mixpoopranizmin {TAMC)/ Less than 10 CFU/gm He Ginsue 1000 KYO /¢

Total Aerobic Mictobial Count NMT 1000 CFU/gm

(TAMC)
10.2 | JaransHa KinekicTs

APIAAKOBEX / UBIACBMX rpulKiB 10 CFU/gm He Binewie 100 KYO /i r

(TYMC) / Total Combined NMT {00 CFU/gm

Moids and Yeasts Count

{TYMC)
10.3 | Lscherichia coli Absent MaioTs GytH piacytai / Should be absent.

[t | Poinasauna / Disintegration 05 minute 48 second He Ginswe 15 xo./

time Mot more than 15 minutes
Pozasn : Boaa, Temnepatypa:

37°C £ 27/ Liquid ; Water,

Temperature ; 37°C£2 ©

BQL: Hiwac pisus suznauerns { Below Quantification Limit.

3asss wogo ceprHdurauil: Lluy 5 nigveeppkyio, woe jaszHaveda awne inopaalis € A0CTOBIpHOIO 1 Toukoo. EHa cepix
npoayiii Syna suroTopiena (BKMHOYAONYH DAKYBAHHA/MAPKYBAHHA) § (IPOBCACHO KONTPODL 11 RKOCTI HA BRUIGIAIHAUCHOMY
3aB0ai ¥ noBHifl sianopigHocTl a0 sumor GMP, a takow y migmosiasocri 3i cneundiraunien, wo mictevses = MU po
| peecrpattiitnoro noceiuenta Ne UA/17382/01/02, srpobHHYI POTOKOIN, NPOTORMIH NaKyBatA Ta aHanizie akocri Gy
nepepipeHi | BeTanoBNeHo sinosigricrs anmoraM GMP.

Declaration about certification : Here by [ testify reliability and accuracy of the above information. This batch of product was
manufactured (including packaging / fabelling), and its quality was comrolled at the above stated site in full accordance with the
GMP and in compliance with specifications contained in methods of drug quality control for Registration Certificate No.
UA/SET362:01/02, Batch manufacturing, packaging and analysis records (protocols) were reviewed and compliance wath GMP was

proved. N
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