At. Sra. Gabriela Rey Romikin SA

Paraguay 1535
MEGAP HARMA C1061ABC Buenos Aires
Ruta 101, Kin 23500 Argentina
Parque de las Ciencias T(54 11) 4872 1200
Edificio Mega Pharma, piso 3 F {54 11) 4872 1201

14000, Canelones - Uruguay
Tel.: (+598) 2683 8000

Buenos Aires, 23 de Enero de 2013
De mi mayor consideracion:

Por la presente envio:

GMP apostillado Lee Pharma — Lansoprazol pellets.

Ala espera de su confirmacion de recepcion,

Cordialmente la saluda,

Veronica Bangerter




GOVERNMENT OF ANDHRAPRADESH
{108 CONTROL ADMINISTRATION

Office of the Deputy Director,
Drugs Control Administration,
Visakhapatnam Region,
Visakhapatnam -530 003,

" File No L7ES/DDVSR2G1LE

Dated: 21-12-2012

G.WLE. CERTIFICATE

Thisisto u-'cri'éf\-' thut M/s Lee Pharma Limited, Plot No.V, Phase-1, VSEZ, Duvvada
Sabbavaram: {ivij, Visu! n District is holding license in Form-25 bearing No.
3YVEIAP2OTH RO Dl 13-07-2010 valid up 1o 14-07-2015 for manufacture, for sale or

distribution of drugs wpproved by this Department. The firm is subjected to periodical inspection
by this Depuartaieat.

The firm i3 foilewing GOGD MANUFACTURING PRACTICES as stipulated under
the provisiens of Sruvdute “w v Drug and Cosmetics Rules, 19435,

The firo should B

requirernents ot Cood

ver carry out self inspection from time to time fo ensure that the
Laletuting Practices are complied with.

The Certificaie v vali! tor one vear from the date of Issue.

(L. PRAMOD REDDY)
DEPUTY DIRECTOR & CERTIFYING AUTHORITY
DRUGS CONTROL ADMINISTRATION

R T VISAKAPATNAMREFHON
To o ) DGy SO
M/s Lee Pharima Linsiee
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GOVERNMENT OF ANDHRA PRADIESH
PRUGS CONTROL ADMINISTRATION

L. Dis.No. 1 2352/M1 B/M /2010 Dited: [0 ~19-2010.
Fron, To. _

s Lee PhsrmaLimited,

o7 T RVSRBSanu,
; \ Plot Ng'V, Phase 11,

Joint Divector & Licencing Authority,

-
-

Qo the Director General, VREZ. Duvvada,
© Dragsand Gopyright, Sabbavaram-Mandal,

' Drugs Conirol Administration, Visakhapataam Distriet.
Vengﬁirammgar,.{Hyd_é'rabéd»'59(}._0;3&

—uu—mw‘vuw"—ulﬂb&ﬂm'p-d*uLqpnw’—vh-l-.inuav-;—_avr-_-w‘-,—wﬂdu-.a«w—h--,nm_m _________

Sirs,
g Fﬁn i”bub Drugs and Cosmetic Act. 1940-and rules:made there under - Grasit.of
Ty additional products in Form=25 — Regarding,

- PRI 1. Yourapplicationdated: 15-09-2010.
KBV BH AT [ 2, Letter Re:No.203/DD/VSP/2010 dated: 02-10-2010 of Deputy

Junior Officer Director, Visakhapatiam District.
- 3] Letter ReNo99WADIVSP/2010 dated: 11-10:2016 of Assistant
Director, DCA, Visakhapatnant District.
4. Letter ReNo485/KR/DIAKP/2010; dated::08.10.261 & of the Drugs
Inspegtor, Anakapalli, Visakhapatnam District:

No. 1030 of 64 - 65
HYDERABAD

30

A4 reference fo vour application cited, you arc hereby permitted to manufacture

hearing No.3MVEAPZOI0/E/G Dated: 15072010 valid upto 140722015 for the
77 060 101 products mentioned in the fist enclosed.

The additional produets are.granted subject to the following sonditions.

I You -are informed ihat on failure to manufacture the drug approved herewith
without a reasonable caugeduring the lieensing period the matter will be reviewed
and the drug is:liable for deletion.

2. The provision of Deugs Price Control Order. 1995 shiall-be complied with.

5 You should ensure that the drug approved herewith .shall net. make any
false/misleadinglobjectionable claims and should not be an imtitation or resemble
any other drug. in vespect of design, colour combination ete., and shali comply

 with all the provisions relating to the labeling of drug

Contd.. .2

following products as.an. additional items under your Drug Licenge I Form - 25




"L Dis.No.12352/MEB/MEg/2010

¥ .2;“- »
-8 . -

4. S.;pcciﬁ‘c: perinission For edch export order need not he obtaided, However, the
details of exparts by thie:exporter shall be furnished {nuredi ately after completion
of vach export ifithe format mentioned below.

S1. Dateof Nﬁmesmf Batchﬂa "gizintiiy Name ofithe
N, expoit, the diugs of the afthe iniporting
exporied drtg: drug. country.

3 Detniled particulars of rejects/ returned gouds if any shall be furnished to this
office at once for the purpose of issuing necessary orders in such cases. Till:such
time, the goods shali not be alteredidisposed ofin any other mansner:

6. The specification/standards asked for by thé Importing Country/firm shall be
complied:with-while exporting the drugs.

7. The federal regulations: of the imperting county shall be fulfilled while
ﬁx;}@ftiﬂgfsupplyihgt—t‘se drugs:

8. While the permissions for export of drugs earlier granted still hold good, the

conditions attached ‘for such permissions-stand amended-as mentioned gbove.

Further, you are inforimed. that non-compliance ofiany of the conditiohs mentioned

above the matier will be reviewed and the ficences Jpermission issued herewith are liable
for suspension feancellation for which you may take this as d-notice under Rule-85(2) of
the: Drugs and Cosmietic Ritles. You are therefore requested to plan your production
acoordingly.

Yours faithfully,

.
S .
s “RREE SN B

# ey

JOINT DIRECTOR & LICENSING AUTHORITY
PRUGS CONTROL ADMINISTRATION

o

Sopete The Deputy Ditector, Visakhapatnam: Distriet.

cH. R INTATR Y

vOCATE . _
Q%ARY Appointad by Govt. of f'\:‘
In Respec! ol ‘.'1ydf—,‘.tuh?d .Oliq‘
3.5.928, Himoyothnogat, HYDERABAD-47-

21 TN

M KBV BHATTAR
B W " Junior Officer
. B . .

No. 1030 of 64 - 65
HYDERABAD
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N L Dis:No. 123521 B/Mfgi2010 |

o List of the additiondl products approv d 1o-be manufactured by M/sLee Pharma Lad, Plot
N0V, Phase-, Visakhapattiam Special Economic Zone; Duvvada, Sabbavaram (M),
Visakhapatian under their Licence i Form — 25 ‘bearing No.33VPIAP2ZB0/FIG
A 15:07.10 valid upte 14.07.2043 . _

NAME OF THE ADDITIONAL PRODUCTS TNDER FORM —125

i. VENLAFAXINE SRPE@L’F}TS-SS;GT‘% Wi - For Export /Pomestic
Fach 1 gram of Sustained Release Pellets '
conlaiis 1 Venlafaxine Hydrochloride PhEur
equivalent to Venlafixine: 330my
Breepieits: Sugar Spheres, Sodium ;;Sf_;ta'mlr(ﬁiyeg}a”te; Sodium Lauryl Sulphate
Microcrystalline Cellulose; Suctose, Povidenie, Hyprormeliose 3eps and 6¢ps,
Ethyl Cellulose, Tristhyl Citrate.

DISSOLUTION RELEASE PROFILE
USP Apparatus 11 _ After 2% Flour: NMT 30.0%
RPM: 100 After 4 Hour: 30.0'to 55.0%
1000m! DM Water After 8" Hour: §5:010.80.0%

After 12" Hour; 65.0:40 90.0%
After 24" Hour: NLT 70.0%

2. VENLAFAXINE SR PELLETS 33:0% s/ - For Export
Each T geaim of Sustained Release Pellets:
comitains Venlafaxine Hydrochloride THS
' 'T;méﬁiiiva{érli‘te Venlafaxine ¥30mg
Mikcepients: Sugar Spheres, Sodium Starch Glycolate.Sodium Lauryl Sulphate
Mﬁ Microcrystalline Cellulose, Suctose; Povidone, Hypromellose 3cps.and Gops,
S Ethyl Cellidose, Trigthyl Citrate.

. TR t 7
P85 i F R oy
é ! i S i

T ] ] LR

T
e

5 B V. BHATTASsoLUTION RILEASE PROFILE
Lanior OfficelSP Apparatus I  After 2" Hour: NMT 30.0%
Sunio SRPM: 100 | After 4% Hour: 30.0 16 55.0%

1000ml DM Water After 8" Hour: 55.0 to 80.0%
. Afler 12" Hour: 63.0:10 90.0%

Afrer 24" Hour; NLT 70.0%

CAPAXINE SR PELLETS 35.0% wihv- For Export /Dontestie

byl/gram of Sustained Release Pellets. .

SWistding, Venlafaxine Hydroeliloride Ph. Bur o

quivalent to Venlafaxine 3500 Omg e N

Excepients Sugar Spheres, Sodium Starch Glyeolate, Sodium Laury! Sulphate,

Micracrystallie Cellulose, Sterese, Povidone, Hypromellose Jeps-and 6¢ps: Fthyt

77 OEL N2 Cellulose, Triethyl Citrate: ‘ -
DISSOLUTION

USP Apparatus H

EROX COPY  ,piEASE PROFILE
ATTESTED o tour: NMT 30.0%

RPM: 100 ()\f\ ' After 47 Hour: 30.0 to 55.0%
1000 DM Water CH. RAVIND R VR /\'{3@1‘8“’;{?10111‘-:' 55.0°to 80.0%
O ADVOCATE B.5c. Ay 127 Hour: 65.0 t0 90.0%
SSIOF AN éﬁﬁ@g NCEARY Anpointad by Govt. ofiitr 24™ Hour: NLT 70.0%
/s LR Respact of Pyderobad Dist.
: éﬁ j\ No {)f-}l‘p}’)!’ﬁ%' Himuyuthnaoar, ?EYDERI\BP\D‘%‘%
by e S 3 B A ARG ii 1
T HlF ¢ T DE™ il Page 1 of 12




L.Ois. No.12352/M1B/Mfg/2010

List of the additional produets approved to be manufactured by M/s.Lee Pharma Lid., Plot

.....

No.V. Phase-1I, Visakhapatnarni Specidl Ecanomie Zone,

Ditviada, Sabbavaram (M),

Visakhapatiam —under their Licence in: Form — 28 Yearing No. 33/ VHAPZ010/FIG

di:15.07.10 valid upto, 14:07.20158

4. VENLAFAXINE SR PELLETS 350%: whw -
fiach T gram of Sustained Release Pellets
Contains Venlafaxing Hydro chiloride THS:
equivatent to Venlafaxing

For Export

350 Omg

Excepieits: Stgar Sphieres, Godiun Stareh Gycolate,Sodium Lawryl Sulphate,
Microerystailing Cellul pse, Sucrose; Povidone, Hypromellose 3ops-and Geps, Ethyl

Celtulose, Triethyl Citrate.
PISSOLUTION

LSP Apparatus 1l

RPM: 100

1000m1 DM Water

VENLAFAXINE SR PELLETS: 46.0% wiw -
Each I grain Qf},Si!Sstﬁihéd’Rﬁléa;éé Pellets

L7 3

Containg :‘Vetdafé}{-iheHydi‘eéi‘ilorida’iihgﬁu ¢
equivalentto Venl afaxine ) 460:mg

RELEASE PROFILE
Adter 2 Hour: NMT 30.0%
After 4" Hour: 30.0 10 55:0%
Afler 8" Hour: §5.0 to 80:0%
After 12 Hour: 65.0 10 90.0%
After 24" Hour: NLT 70.0%

Bor Tixport/Demestic

Exceplents: Sug_arﬁpﬁems-,sedmm Sﬁ_t{amh-ﬁi}rccﬂat& Sodium Lauryl Suiphate,
‘Microerystalline Cellulose, Bucrose, Povidone, H};ﬁp’r&i'}‘léﬂﬂse-B'Gpi%:;aﬁd

Geps. Bttiyl Celluloses Triethyl Citrate.
DISSOLUTION

USP Apparatus 11

RPM: 100

1000m! DM Water

RELEASE PROFILE
After 2" HourNMT 30.0%
After 4% Hour:3¢:0to 55.0%
After 8% Hour: 55.0 10 80.0%

After 12" Hour: 65.0 16 90:0%
After24™ Hour: NLT 70.0%

0. VENLAFAXINE SR PELLETS46.0% wiw. - For Export
fach 1 gram of Sustained Release Pellets
Contaios : Venlafaxirie Hydroghloride THS .
e equivatent to Venltafaxine 460 mg SR
T Excepients: Sugdr Spheres, Sodiiim Starch Glyeoliate, Sodium Lauryl Sulphate,
o Miémc:;zstgllin‘é-cél.lul.ése,&temse, povidone, Hypromellose 3eps and Gops, Ethyl
Celluloss, Triethyl Citrate.
PISSOLUTION
Al USP Apparatus 1
- RPM: 100
L2 1000l DM Watet

RELEASE PROFILE
Sy, After 27 Hour: NMT 30.0%
Ty Affer 4" Hour: 30.0 to 55.0%
aa -8 VB After 8" Hour: 55.0 to 80.0%
NN After 12" Hour: 65010 90.0%
<Y Afer 24" Hour: NLT70.0%

e Mﬁ%
s No atappugn®l Bgiycs:
> 7

S
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i, Mo of approved:

it h _— 0
{_::‘5-3;; ‘-z“{.{;zz:?{sﬁ\%’*

1. Dis.No.1 23521 BINTg/2810 :

List of the additional products approved 10 be- manutactured by Mis.bee Pharma Lid.. Plot
No.V, Phase-il, Visakhapatiani Special Boonditie Zore, Duvvada, Sabbavaram (M},
Visaklmpatmam under their Licenee in Form ~ 25 bearing No. 33/ VP/APROIOTIG
2150710 valid upto 14.07.2013

7. VENLAFARINE SRIPELLEYS 50. 0% wiw - For Export/Domestic
Bachi 1 gram of Sustained Release Pellets
Contains Venlafsxine Hydrochloride Ph.Bur.
aquivalent to- Venlafaxine SQ0ang;

Excepients: Sugar Spheres, Sadium Starch:Glyeolate, Sodium Laury! Sulphate,

Mieracrystalline Cellulose, Suctose, Povidone, Hypromellose 3¢ps and Geps, Ethyl

Cellulose, Trethyl Citrate. ‘

DISSOLUTION RELEA&E PROFILE

ST Apparatis 1 Adter 2™ Hour: NMT 30.0%

RPNE 100 After 4% Hour: 30.0 10 55.0%

1000mE DM Water After 8 Hour: 55.016-80.0%
After 127 Hour: 65.0 to 90.0%
Afier 24™ Hour: NLT 70.0%

8. VENLAFAXINE SR PELLETS 50, 0% wiw - For Expoit

Fach 1 gram-of Sustained: Release Pellets

Contains : Venlafaxine Hydrochloride IHS

equivalent {o Yenlafaxine 500 mg -

Exoepients: Sugar -Sphems;_fiodium--Stm‘dz'ﬁ-lyeel'ate, Sodium Lauryl Sulphate.

Mierocrystalline Cellulose, Sucrose, povidona, Hypromellose 3eps and eps, Ethyl

Cellulose, Triethyl Citrate:

PISSOLUTION RELEASE PROFILE

LiSP Apparatis 1 After 279 Hour: NMT 30.0%

RPM: 100 Afler 4™ FHour: 30.0 to 55:0%,

H0ml DM Water After 8% Hour: 55:0to 80.0%
After 12 Hour: 65.0t0°90.0%:
After 24™ Hour: NLT 70.0%

9. TAMSULOSIN T*EY‘?H@)@I%IL@RH)EISR PELLETS BI12% wiw For Export
Fach | gram of Sustained Release Pellets
Contains; Tamstilosin Hydrochldride Ph. Euar 1.20 mg

e Fxcepients: Sugar Spheres, Hypromellose, Tale, Colloidal Silicon Dioxide, Propylene

. Glveo!, Tween-8U, Methaerylic Acid Co-polymer Dispersion, Polyethylene Glycol
6600, Titaniom Dioxide, Sodinm Hydroxide, Bthyl Cel lulose, Diethyl Phthalate.
DISSOLUTION RELEASE PROFILE
cid Stage Alter? Houts : 13%ta34%

uiter Stage o After 3-Hours : 47010 68.0%
Hospliate Buffer. pH 722, 500mb) After 8 Hours : NLT80:0%

4;?%% its: 3 (Three)

e g}




L..Dis.No. 123562/M1B/Mfg/2010 _ 7 ,
Ligt of the additiona! produgts approved fo be manufactured by M/silee Pharma Tad., Plot
No.V. Phase:ll, Visakhapatnam Special Economic Zene, Duvvada, Sabbavaram (M),
Visakhapatnam  under their Licence i Form — 25 bearing No. 3WVPRIAPROOF/G
d1:15.07.10 valid upto 14.07.2015

0.  TAMSULOSIN HYDROCHLORIDE SR PELLETS 0.12% wiw - For Bxport

Fach 1 gram of Sustained Release Pellets 3
Contains: Tamsalosin Hydrochloride U.S¥ 1.20-mg
Excepients: Supar Spheres, Hyprotielloge, Fale, Colloidal Siticon Dioxide, Propylene
Gilyeal, Tween-80, Methacrylic Aetd Co-polyruer Dispersion, Polyethylene Glycol

6000. Titaitium Dioxide, Soditi Hydroxide, Ethyl Celhilose, Diethyl Phihalate:

. PISSOLUTION: RELEASE PROTILE

A} Acid-Stage Afier 2 Hours : 13%t034%.
(0.1 N HECY 500 mb)
) Buffér Stage After 3 Hours : 47.010°68.0%
(Phosphate Buffer, pH 7.2, 500mt) Afler 8 Hours - NLT 80.0%
RPM 1O

1. TAMSULOSIN HYDROCHLORIDE SR PELLETS 0.12% wi - For Export
Each 1 gram of Sustained Release Pellets
Containg : Tamsulosin Hydro chloride EH.S 120 mg
Excepients: Sugar Splieres; Hypromellose, Talc, Colloidal Silicon Dioxide, Propylene

Glycol, Tween-80, Methaerylic-Acid Co-polymer Dispersion, Polyethylene Glycol
6000, Titaniom Dioxide; Sodium Hydroxide, Bthyl Cellulose, Digthyl Phthalate.
PISSOLUTION RELEASE, PROFILE.

A Acid Stage After 2 Hours : NMT 10.0%
(0.1 NHCT 500 ml)

B) Buffer Stage After 2 Hours 3 350 to 70.0%
(Phosphate Buffer,.pH 7.2, 500mb) After4 Hours: NLT-65:0%
RPM 100 After 8 Hours : NLT 70.0%

12, TAMSULOSIN HYDROCHLORIDE SR PELLETS 0.2% w/iw - For Export

Each 1.grain of Sustained Release Pellots

Contains: TamsulosinHydrochloride BP 2ing

Lixcepients; Sugar Spheres; Hypromellose, Tale, Colloidal Silicon Diexide, Propylene

L Glyeol, Tween-80, Methaerylic Acid Clo-polymer Dispersion, Polyethiylene Glycol

o e TN 6000, Titanium Dioxide, Sodium Hydroxide, Ethyl Cellulose, Diethyl Phthalate.

" DISSOLUTION RELEASE PROFILE

- A) Acid Stage After 2 Tlours: 13%. to 34.0%
“(0.1 N HC1 500 mly

Y. o B) Buffer Stage ‘_ Afler 3 Hours: 47.0 to 68.0%

N ‘:":-{f(l_l.l’hosphate;ﬁuffey, pH 7.2, A00ml) After 8 Hours 1 NIT $0.0%

"/ RPM 100 |

Page 4 ol 12




|| Dis.No.12352/M1B/Mfg/2010 -
Liet of the additional products approved to be manufactured by M/s.Lee Pharma L4d., Plot

No. Y,

Phase-11, Visakhapatnam Special Economic Zong, Duvvada, Sabbavaram (M),

Visakhapatnam under their Licence in Form - 25 bearing No.33/VPIAP2010/F/G
d1:15.07.10 valid uplor 14.07.2015 '

1%

14.

15

TAMSULOSIN '}IYDR?‘(}'CHLOKIDI«?; SR PELLETS 0.2% wiw

For Export
Fach 1 gram of ¢ _ustairied--Reiease-?ei‘leis'
Containg © Tamsulasin Hydrochforide Ph, Bur 2mg
Excepients: Sugaf Spheres, Hypromellose, Talc, Colloidal Sificon Dioxide, Propylene
Glycol, Tween-80, Methacrylic Acid Co-polymer Dispersion, Polyethylene Glycol
6000, Titaniwm Dioxide, Sodium Hydroxide, Fihyl Cellulose, Dietliyl Phihalate,

PISSOLUTION RELEASE PROFILE

A) Acid Stage After 2 Hours: 13.% 10 34.0%
(0.5 N HC 500 mi)

B) Buffer Stage After 3 Hours: 47.0 1o 68.0%
(Phosphate Buffer, pH 7.2, 500ml) After 8 Hours : NLT 80.0%

RPM 100"

TAMSULOSIN HYDROCHEORIDE SR PELLETS 0.2% wiw For Export

Each | gramof Sustained Release Pellets

Containg :Tamsulosmn Hydtoehloride USSP 2mg

Fxcepients: Sugar Spheres, Hyprotmeliose: Tale, Colloidal Silicon Dioxide, Propylene
Glyeol, Tween-80, Methacrylic Acid Co-polywiet Dispetsion. Polyethylene Giycol
6000, Titaniuvm Dioxide, Sodium Hydroxide, Ethyl Cellulose, Dicthy! Phthalate.

PISSOLUTION RELEASE PROFILE
A) Acid Stage Adter 2 Hours: 130t 34.0%
(0.1 N HC1 500 mD) '

B) Buffer Stage After ¥ Hours : 47.0 10 68.0%
(Phosphate Buffer, pH 7.2, 300mb) After 8 Hours : NLT 80.0%

RPM 100

TAMSULOSIN /Y DRO’CHL(}RWE SR PELLETS 0.2% wiwv— For Export

Fach 1 gram. of Sustained Release Pellets

Contains ;Tamsulosin Hydrochloride LH.S Zmg _

Fxcepients: Sugar Spheres, Hypromellose, Tale, Colloidal Silicon Dioxide; Propylene
Glyeol, Tween-80, Methaerylic Aeid Co-polymet Dispersion. Polyethylene Glycol

3 T 000, T ianium Dioxide, Sodium Hydroxide, Ethyl Cellulose, Diethyl Phihalate.
PISSOLUTION | '

RELEASE PROFILE

Al Acid Stage After 2 Hours - NMT 10.0%
(N HCL 500 ml)
‘B Buffer Stage After 2 Hours 35010 70.0%

After 4 Hours ¢ NLT 65.0%

g Phosphate Bulfer, pH: 7 . 500mb
After § Hours : NLT T0.0%

o C - -
% R
\bf Y. 8 mepL
63 k)

s G nERABRD 220

A %} ﬁé%{f appt’ﬂ\fed@@?ucts: 3 {Three} No. 1030 of 64 -85

o, &l HYDERABAD

oy < :é:’;
6w Page 5 of 12



L.Dis-;N_G.12352]"&)3’.18{Mf§i20’1 0] )
List of the additional -products approved o be mantfactured by Mis.Lee Pharma fiad.. Plot
Mo.V, Phase-ll. Visaklidpatiam Special Economic Zone, Duvvada, Sabbavaram (M),
Visakhapatpam under their Licence in Form - 25 bearing No.33/VPIAP20TOTIG

1507710 valid apto 14,07:2015

16, TAMSULOSIN HYDROCHLORIDE SR PELLETS 0:4% wiw - For Export

Each 1 gran of Sllsl'aiﬁéd_R‘ﬂ&ﬁ'se:_“_}t’:élkt’:&

Contains :Tamsulosin Hydrochioride Pi. Bur 4mg
. ixcepients: Sugar Spheres, Hypremellose, Tale, Colloidal Silicon Doxide, Propylene

Glycol, Tween-80, Methuerylic Acid Co-polymer Dispersion, Polyethylenc Glyeol

6000, Titanium Dioxide, Sodium Hydroxide, Ethyl Cellulose, Diethyl Phthalate.

DISSOLUTION RELEASE PROFILE

AY Acid Stage : After 2 Hours:: 13% {0 34%

(0.1 N HCIS00 m)

By Buffer Stage Afler4 Hours: 47010 68

(Phosphate Buffer. pH 7.2, 500ml) After 8 Hours ; NLT 86.0%

RPM 106

17. TAMSULOSIN BYDROCHLORIDE SR PELLETS0.4% whv - For Expord
Gach | grantof Sustaived Release Pellets
Contains: Tansulosin Hydtochloride. US.P dmy
Excepients: Sugar Spheres, Hypromellose, Tale, Colloidal Silicen:Dioxide, Propyleie
Glyeol, Twien-80, Methacrylic Acid Cospelymer Dispetsion, Polyethylene. Glycol
6000, Titantum Diexide, Sodium Hydroxide, Fithyl Cellulose, Diethyl Phihalate.
DISSOLUTION RELEASE PROFILE
A) Acid Stage After 2 Hotns: 13 %-to 34%
(0.1 N HCL300 mb
B) Buffer Stage
(Phosphate Buffer, pli7.2, 500mi) After 3:Hows : 47.0 to 68
RPM 100 After 8 Howrs :NLT 80:0%

18. TAMSUGLOSIN HCI SR PELLETS 0.4% wiw - Far Export
Fach | gram of Sustained Release Pellets :
Containg: Tamsulosin Hydrochloride: LH.S 4 mg
Excepients: Sugar Spheres, Hypromellose. Tale. Colloidal Siticon Dioxide, Propylene
Glycol, Tween-80; Methactylic Aeid Co-polymer Dispetsion; Polyethylene Glycol
6000, Titanium Divxide, Sodivm Hydroxide, Ethyl Cellulose, Diethyl Phthalate.
DISSOLUTION RELEASE PROFILE
, A)-Acid Siage After 2 Flours: NMT {0.0%
H W1 N HELS00 mb)

After 2 Hours': 35.0 10 70:0%
- pesphate Buffer; pH 7.2, $00mb After 8 Hours : NLT 70.0%

N L
@“'ﬁi L 3(Three)

. @ﬁfﬂ]‘};ﬂ‘wed-pru
E{ My gy A s
{ws woerkerd o
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L:Dis:No. 12352/M18/Migl2010:

List of: the additional products approvui to. be manufactured by M/s.Lee Pharma Lid., Plot:
NoV, Phase-Il, Visdkbapatmam Specml Bcotiomic Zone, Duvvada, Sabbavaram (M),
\f:eakhapam’w apder their Licence in Farm - 25 bedring No33/VP/APROIVFIG
dt:15.07.10 valid upter 14.07.2015

19. DOMPERIDONE SUSTAINEDRELEASE PELLETS 19.2% wiw ~  For Export
Eaeh 1 gram of Sustained Release Pellets
Containsz Domperidone:B.P 192 mg
Colour: Sunget Yellow FCF
Excepients: Sugm Spheres, Suctose, Stareh, Povidorne, EthykCellulose, Dmthyi
Phthalate, Méthylene Dichloride, Isopropyl Adcohol,

-'BIS‘SQLUTK)N RELEASEPROFILK
- TSP Apparatos 11 After 1Y Howr! 15.0 10-40,0%
RPM: 100 0,18 HC After 4% Hour: 30:0-t0 66.0%

After 8" Hour: 55.0 10 85.0%
After. 12“’ Hour: NLT 70.0%

24. DOMPERIDONE SUSTAINED RELEASE. PELLETS 19.2% .w!w =~ Feor Exporl
Bach 1 gram.of Sustained Reélease Pellets
Contains: Bnmpeﬂdanei H:8.192 mg
Colour: Senset Yellow FCF
Exceplents: Sugar Sphetes, Sticiose, Starch, Povidone, Ethyl Cellulose, Diethyl
Phitlialate, Methylene Diehloride. Isopropyl Aleohiol:

DISSOLUTION RELEASE PROFILE;
USP Appdratus 1T ’ After 1% Hour: 15:0-t0 40.0%
RPM: 1L00: 01N HEl After 4™ Hour: 30:0 to 60.0%

Alter 8™ Hour: 55.0 to 85.0%.
Afier'12" Hour: NLT 70.0%
21, DOMPERIDONE SUSTAINED RELEASEPELLEYLS 17.0% wiw - For Export
1:::1(;1] i gmm a'f ‘:ss,s'stained Réka&e‘ ‘I’eﬁe‘t%
(;oimn &stmset ‘r’c]iow F CT

Excepients: Sugat Spheres, Sucrose, Stareh, Povidene, Etliyl Cellulose, Diethyl
Phithalite, Methylene Dichlotide, Isopropyl Aleohot.

PISSOLUTION RELEASE PROFILE
USP Apparatus 11 Adter 1% Hours 15.0 to 40.0%
REM: 100, §.IN HC After 4™ Hour: 30,00 60.0%

After 8 Hour: 550 10 85.0%
After 12" Hour: NLT 70.0%

22 DOMPERIDONE SUSTAINED RELEASE PEL LETS 170% sy - For Export
Bach 1 grant of Sustaitied Release Pellets

Contains : Domperidone THS. 170 mg

olour: Sunset Yellow FCF

ucpmm% Sug,dr bphferes, fmamsc Starch Pevxd-:,me, Hihyl Cellulose, Diethyl

RELEASE PROFILE
After 1% Hour: 15.0 to 40.0%
Adter 4% Hour: 30.0 to 60.0%
R 8% Hour: 55.010:85.0%
12" Hour: NLT 70.0%
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© List of the additional products approved (o be manufactured by M/s.Lee Pharma Lad., Plot
No.V. Phasell, Visakhapauram Special Economic. Zone, Duvvada, Sabbavaramn (M)
Visaklapanam under their Licence in Fotm — 25 bearing No.33/VP/APROTYFAG

di:13.07.10 valid upto 14.07.2015

23.  DOMPERIDONE SUSTAINED RELEASE PELLETS 20,0% wiw - For Export

Bach 1.gram of Sustained Release Pellets

Conttiis : Domperidone B.P. 200mg

Coleus: Titaniury Dioxide o

Excepients: Sugar Spheres, Sucrose, Starch, Povidons, Bthyl Cellulose, Diethyl

Phihalate, Methylene Dishlotide, Isopropyl Alcohel. '

. DISSOLUTION RELEASE PROFILE

USP Apparatis'(i Adter I Hour: 15:0 10 40.0%

RPM: 100, 0.1IN HEL After 4™ Hour: 30,0 t0-60.0%
After 8" Hour: 550 to 85.0%
After 12™ Hour: NLT 70.0%

14 DOMPERIDONE SUSTAINED RELEASE PELLETS 20.0% whv - For Export

Fach 1 gram of Sustained Release Pellets

Coniaing : Domperidone [HS. 200:mg

Colour: Titanium Pioxide _

Excepients: Sugar Spheres, Sucrose, Starch, Povidone, Btliy! Cellulose, Diethyl

Phithalate, Methylene Dichloride, Isopropyl Aleohol.

DISSOLUTION RELEASE PROFILE.

USP Apparatus I ‘ After 1°" Hour:. 15:0 10 40.0%

RPME 100, 01N HC After 4" Hour: 30.0 to 60.0%
Afer 8™ Hour: 55010 85.0%
After 12 Hour: NL'T'70.0%

5% DOMPERIDONE SUSTAINED RELEASE PELLETS 30.0% wiw -For Export
Bach 1 gram of Sustainéd Reledse Peflets contding
Domperidone B.P 300 mg
Colour: Titamium Dioxide _
Excepients: Sugar Spheres; Suerose; Starch, Povidone, Bthyl Cellulose, Diethy!
Phthalate, Methylene Dichloride, Isoprapyl Alcohol.
DISSOLUTION RELEASE PROFILE
USP Apparatus 11 After 1™ Hour: 15.0 1o 40.0%
RPM: 100,0.1N HCF After 4% Hour: 30.0:40 60.0%
o After 8" Hour: 55.0 to 85.0%
/f“uqa\ After 12" Hours NLT 70.0%
7o o726 DOMPER] DONE SUSTAINED RELEASE PELLETS 30.0% whw -For Export
& - Bach 1 gram.of Sustained Release Pelléts contains
' Tomperidone THS 300 mg
. L _Colout: Titanium Dioxide
= ;jf:cepients: Sugar Spheres, Sucrose, Starch, Povidone, Bhiyl Cellufose, Diethyl
S R Iy hthalate, Methylene Dichloride; Isopropy! Aleokol.
N TTAR Y7 DISSOLUTION RELEASE PROFILE
et e dSP Apparatus I Afier I* Hour: 15.0to 40.0%.
2755 CREVERQ0, 0.IN HCI Alter 4™ Hour: 30.0.16 60:0%
il N ' After 8% Hour; 55.0 to:85.0%
After 12" Holip NET 70.0%
i

1
"
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List of the additional products approved to be manufactured by Mfs.Lee Pharma Ltd.. Plot

Noy,

Phase-I1, Visdkhapatnam Spectal Ecomomic Zone, Duvvada, Sabbavaram {M},

Visakhapatnam under their Licence in Form - 25 bearing No.33/VP/AP/2010/F/G
d:15.07.10 valid upto 14.07.2015

27.

28.

29,

1 1
S
JE

DOMPERIDONE SUSTAINED RELEASE PELLETS 40.0% whiw - For Export
Bach 1 gram of Sustained Release Pellets corntains

Demperidéne B.P 400 mg

Colour: Sunset Yellow FCF

Excepients: Sugar Splieres, Sucrose, Starch, Povidone, Ethyl Cellulose, Diethyl
Phthalate, Methylene Dichloride, Isopropyl Alcohol.

DISSOLUTION RELEASE PROFILE
USP Apparatus 11 Adfter 1% Hour: 130 to 40.0%
RPM: 100, 01N HCI After 4™ Hour: 30.0 0 60.0%

After 8™ Hour: 55.0.to 85.0%
After 12" Hour: NLT 70.0%

DOMPERIDONE SUSTAINED RELEASE PELLETS 40.0% wiw - For Export.
Eaoh 1 gramiof Susiained Release Pelléts contains

Domperidone 1 H S 400'mg

Colour: Sunset Yellow FCF

Excepients: Sugar Spheres, Suctose, Starch. Povidone, Ethy! Cellulose, Diethyl
Phthalate, Methylene Dichloride, Isopropyl Aleohol.

DISSOLUTION _ RELEASE PROVILE
LISP Apparatus After 19 Hour: 15.0-to 40.0%
RPM: 100, 01N HCI After 4" Hour: 30.0 t0-60.0%

After 8 Hour: 55.0 to 85.0% -
After 12" Hour: NLT 70.0%

DULOXETINE HCIENTERIC COATED PELLETS 17.0% wiw - For Export
Each 1 gram of Enteric Coated Pellets-contains

Duloxetine HCL

equivalent to Duloxetine LH.S 170 mg

Coleur: Red Oxide of Iron

Excepients: Sugar Spheres, Sodium Carbonate. Tale, Titanium Diexide,Hypromellose
Crogpovidene, Cetyl Alcohol, Iron Oxide Red, Hypromellose Phthalate.

PSEUDOEPHEDRINE HCL SR PELLETS - 42.% W/W  (for Domestic)
Each | gram SR Pellets contains: |
Psedoephedrine Hydrochloride LP 420.00 mg.

O Colour: Titanium Dioxide

Excepiénts: Starch, Sugar, PVPK-30, Ethyl Cellulose, Triethyl Citrate [PA,
Methylene Dichloride '

SSOLUTION RELEASE PROFILE
iffer stage After 3 Hours: 20.0-50.0%

ml) After 6 Hours: 45.0-75.0%

i

’-gég B e e ,

4 . "3
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: List of the additional products-approved lo be manufactured by M/s.lee Pharma Lid., Plot
No.V, Phase-]l, Vigakhapatnam 557@01211 Feonomic Zone, Duvvada, Sabbavaram (M),
Visakhapatnan under iheir Licénce in Form ~ 25 HGearing No33/VPIAPROIV/IG.
dt:15:07, 10 valid upte 14072015

3. PSEUDOEPHEDRINE HCL SR PELLETS - 42.% WIW  (For Export)
Each 1 grany SR Pelfers containg:
Psedoephediing Hydrochloride U S, 420,00 mg.
Colour: Titanium Dioxide
Excepients: Starch; bugar PVPK-30, Bthyl Cellulose, Triethyl Claate IPA,
Metliylene Bichioride

DISSOLUTION " RELEASE PROFILE.

Buffer stage After 3 Hours: 20.0-50:0%

{water,900ml) 7 After 6 Hours: 45:0-75:0%
32, OMEPRAZOLE PELLETS 8.5% wiw- For Domestic.

Bach 1 gram of Enteric-Coated Pellets

Contain: Omepsazole LP 85 my

Colour: Titanium Dioxide

Excepiénts: Sugar Sphetes, Suctose, Mannitol. Caleium Carbonate, Sodium Laueyl
Sulphiate, Disodium Hydrogen Otthopliosphate, Povidene, Hypromeilose,.
Hypromellose Phithalate; Cetyd Aleohel, Acetone, Isopropyl Alcohol.

33, OMEPRAZOLE PELLETS 8:5% wiw- For Expert
Each 1 gram of Enteric Coated Pellets
Contains:Omeprazole Ph. Eir  $5my
Colour: Titanium Ploxide
Excepients: Sugar Sphéres, Sucrose, Mannitol; Calcium Carbonate; Sadium Lauryl
Sulphiate, Disodium MydrogenOrihophosphate, Povidone, Hypromellose,
Hypromeilose Phithalate, Cetyl Alechol Acetone, Isopropyl Aleohol.

34, OMEPRAZOLE PELLETS 8.5% wiw ~ For Export
Each 1 grany of Brteric Coated Pellets
Containg: Omeprazole ULS.P 85 1mg
Colour: Titanium Dioxide
Excepients: Sugar Spheres Sucrose, Mannitol, Calehun Carbonate; Sodium Lauryl
j—— Sulphate, Disodium Hydrogen @r[hophmp hate, Pavidone, Hypromellose,

o NO k\\livpmmcﬂasc Plithatate, Cetyl Aleohol Acetene, Isopropyl Alcohol.

hY

EPRAZOLE PELEETS9.0% wiv - For Damestic
o b gram of Enteric Couted Pellsts.
¢ Bairains: Omeprazole ] P 90mg

A eCatour: Titanium Dioxide
o ce,pmnts ‘Sugar Spheres, Sucrose, Maninitel, Calciom Carbonate, Sodium Laury]
N Tp, CoASulphate, Disodium Hydrogen Oriliophosphate, Povidone, Hypromellose, Méthacrylic
’*4&::- s / Ac:d Co- pofymel Dispetsion, Tale, Tween-80; Sodium ]chimmdc Dicthyl Phthatate,

oo
LA
i
i
s

Rgs: 5 (Five)

m (IERABAD ?? ?; No. 1030 cf 64 - 65
LRt H

& g
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LT L. Dis No. 12352/M1B/Mfg/2010 |
- List of the additional products approved to be manufactuted by M/s.Lee Pharma Lad., Plot

No.V, Phase-il, Visakhpatnam Special Economic Zone. Duvvada, Sabbavaram (M),
Visakhapatnam under their Licence in Form - 25 bearing No.33/VP/AP2010/G
dt:15.07.18 valid upto 14.07.2015

36.  OMEPRAZOLE PELLETS 9:.0% w/w - For Export
Fach | granyof Enteric Coated Peliets.
Containg: Omeprazole Ph Eur 90 my
Colour; Titanium Dioxide
Fixcepients: Sugar Spheres, Suctose, Mannitol, Caletiym Carbonate, Sodium Lauryl
Sulphate, Disodium Hydrogen Orthophosphate. Povidone. Hypromellose, Methacrylic
Acid Co-polymer Dispersion, Tale, Tween-80, Sodium Hydroxide, Diethyl Phihalate,

37, OMEPRAZOLE PELLETS 9.0% why - For Export
Fach 1 gram of Enteric-Coated Pellets .
Contains: Omeprazole USSP 90 mg
Celour: Titanium Dioxide
Excepients: Sugar Spheres, Sucrese, Mannitol, Calciuns Carbonate, Sodium Lauryl
Sulphate, Bisodium Hydrogen Orthophosphate, Povidone, Hyprometose, Methacrylic
Acid Co-polymer Dispersion, Tale, Tween-80, Sodium Hydroxide, Diethy! Phthalate,

38,  OMEPRAZOLE PELLETS 9.5% wiw - For Export
Each | gram of Enteric Coated Pellets
Contains: Omeprazole Ph . Eur 95 mg

Excepients: Sugar Spheres, Hypromiellose, Dimethicone Emulsion, Polysorbate 80,
= ¥anmitol, Diacetylated monoglycerides, Talc, Methactylic acid-ethyl acrylate
w8iolymer (1:1). Triethyl Citrate, Stearyl M acroglycerides. '

[\ L 7. LA SOPRAZOLE PELLETS 8.5% wiw- . For Export
K BV BHAT T A 1 gram of Enteric Coated Pellets’
s Junior Qfﬁoer&miain; Lansoprazole U 8 P 85 mg
Colour: Thanium Dioxide
Exceplenits: Sugar Spheres, Sucrose, Mannitol, Caleium Carbonate, Sodium Lauryl
'phate_, Disodium Hydrogen Orthophosphate, Povidone, Hypromellose.
oimieliose Phthalate, Cetyl Alcohol, Acetone. Isopropyl Aleohol.

& -
Y No. 1030 of 64 - 65
* HYDERABAD J#SSOPRAZOLE PELLETS8.5% wiie- For Export
- 40% ' &“\6 gh 1.gram of Enteric Coated Pellets
28 of Commerce 2 Contain: Lansoprazole LP 85 mg

Calour: Titanium Dioxide

: Excepients: Sugar Spheres, Sucrose, Manaitol. Caleium Carbonate, Soditum Lauryl
77 DEC 2012 Sulphate, Disodium Hydrogen Orthophosphate, Povidone. Hyprometlose,
Hypromelflose Phthalate. Cetyl Aleohol, Acetone, Isopropy! Alcohol.

..... 5%:5 . i
XEROX COPY i
ATTESTED
SppL Ay ii RAO
VAT 5.5¢. LLB.

s . ~ b
BARY Anpointzd by Govi of A
3 biedaroiand Dist

HYDERAGAD-ZY Page 11 of 12

5.‘)2 a, Himoyalnnogal,

[('")} A om o a a




L.Dis.No. 123521 B/0igl2010.

List of the additional products. approved to be manufactured by Misilee Pharma Lid., Plot
NoV, Phase-li, Visakhapatam Special Eeonomic Zone, Duvvada, Sabbavaram (M),
Visakhapatnam under their Licénce in Form — 25 bearing No3WVPAPIZOIVF/G
di:15.07.10 valid upto 14.07.2015

41,  LANSOPRAZOLE PELLETS 8.5% wiw- For Expert
Each 1 gram of Emerie Coated Pellels
Contain: Lansoprazele B P 85.:my
Colour: Titanivm Dioxide
Bxeepients: SugarSpheres, Sucrose, Mannitel, Caleium Carbonate, Sodium Lauryl
Sulphate. Disodium Hydrogen Orthophesphate, Povidone; Hypromellose,
Hypromellose Phthalate, Cetyl Aleshol, Aeetone, Isopropyl Aleohol.
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