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ESOMEPRAZOL COMPRIMIDOS CON RECUBRIMIENTO ENTERICO 20 mg

ESTUDIO DE ESTABILIDAD

Objetivo:

Proveer y establecer evidencia documentada de la estabilidad del producto Esomeprazol
comprimidos con recubrimiento entérico 20 mg, elaborado por Pell Tech Health Care Pvt Ltd.

Formula Cualicuantitativa de Esomeprazol comprimidos con recubrimiento entérico 20 mg:

Cada comprimido con recubrimiento entérico contiene:

Ingrediente

Funcién

Cantidad (mg)

Nucleo
(comprimido no recubierto)

Esomeprazol magnésico trihidrato L . 22,30 mg + 5%
(Equivalentes a 20 mg de Esomeprazol) Principio Activo exceso
Carbonato de Calcio Diluyente/ Estabilizador 26,67
Oxido de Magnesio Diluyente/ Estabilizador 19,91
Crospovidona Desintegrante 5,00
Povidona (PVPK 30) Aglutinante 3,00
Talco purificado Fluidificante 3,00
Estearato de Magnesio Lubricante 1,50
Recubrimiento sellado (comprimido
recubierto sellado)
Hidroxipropil metilcelulosa Polimero 1,00 (1,10**)
Etilcelulosa Polimero 0,266 (0,292**)

Talco purificado

Agente antiaglutinante

0,379 (0,417**)

Di6xido de titanio

Opacificador

0,355 (0,390**)

Recubrimiento entérico (comprimido con
recubrimiento entérico)

Instacoat EN-HPMCP (***)

Polimero entérico

8,00 (8,80%%)

Total

92,50 mg

IH = In House; BPv = Farmacopea Britanica vigente; USPv= Farmacopea de Estados unidos vigente

Alcohol isopropilico y Diclorometano son solventes utilizados y eliminados durante el proceso de manufactura,

por lo tanto, no se encuentran en el producto terminado.

(**) 10% extra de material de recubrimiento entérico y sellado para compensar la pérdida durante el proceso de

recubrimiento.

(***) Composicion cuantitativa de Instacoat EN-HPMCP en %p/p:

- Hipromelosa Ftalato 77,50%
- Dietil Ftalato 10,00%
- Diéxido de Titanio 10,00%
- Oxido de Hierro rojo 2,50%
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ESOMEPRAZOL COMPRIMIDOS CON RECUBRIMIENTO ENTERICO 20 mg

ESTABILIDAD ACELERADA

Condiciones del estudio:

Temperaturay Humedad Relativa : 40°C + 2°Cy 75% + 5% H.R.

Lotes analizados : 7621001; 7621002 y 7621003
Fechas de Fabricacion : Mayo 2010

Tipo y Tamafio de lotes : Lotes Piloto de 200.000 comprimidos
Tipo de material de envase : Blister Alu-Alu

Fabricante de APl empleado en el Estudio:

Metrochem API Pvt. Ltd.

Direccion:

Plot No 62/C/6, Pipeline Road, Phase — |, IDA., Jeedimetla, Hyderabad — 500 055, Telangana,
India.

Fabricante del producto terminado empleado en el Estudio:

Pell Tech Health Care Pvt Ltd.

Direccion:

Plot No. 20B, Tansa Farm Estate, Village Met, Gonsai, Bhiwandi-wada, Thane 421312 Maharashtra
State, India.

Laboratorio que desarrolla el Estudio de Estabilidad:

Pell Tech Health Care Pvt Ltd.

Direccion:

Plot No. 20B, Tansa Farm Estate, Village Met, Gonsai, Bhiwandi-wada, Thane 421312 Maharashtra
State, India.
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ESOMEPRAZOL COMPRIMIDOS CON RECUBRIMIENTO ENTERICO 20 mg

Especificaciones, analisis realizados y frecuencia de testeo:

Tiempo(meses)
_)

Test |

Especificacion {

Inicial
0

Descripcion

Comprimidos con recubrimiento entérico de color café,
circulares y biconvexos

Peso promedio

92,50 mg + 7,5%.
(85,56 mg - 99,44 mg)

Tiempo de
desintegracion

a) 0,1N HCI por 2 horas no hay ningun fragmento.
b) En buffer fosfato pH 6,8: No mas de 45 minutos

Medio: 900 ml de HCI 0,1 N por 2 horas.

Disolucién 900 ml de buffer fosfato pH 6,8 por 45 minutos
Aparato: USP Tipo 2 (paleta);
Velocidad: 100 rpm. « « « « «
Temperatura: 37°C £0,5 °C
Tiempo:
e 2 horas (No més del 10% de la cantidad etiquetada
liberada después de 2 horas en HCI 0,1 N)
e 45 minutos (No menos que el 75% (Q) liberada en
buffer pH 6,8 en 45 minutos)
e Omeprazol Sulfona: No mas de 0,5%
Impurezas e  Cualquier otra
Organicas impureza individual: No mas de 0,2% X L T O

Impurezas totales:  No méas de 2%

Uniformidad de
Unidad de Dosis
(por contenido)

Entre 85% y 115%

Valoracion:

90% - 110% de la cantidad declarada
(18,0 mg — 22,0 mg)

En donde se indica con una “equis”, significa que se hara (Hizo) la determinacién analitica indicada.
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ESOMEPRAZOL COMPRIMIDOS CON RECUBRIMIENTO ENTERICO 20 mg

ESTABILIDAD A TIEMPO REAL

Temperaturay Humedad Relativa : 30°C + 2°C y 65% * 5% H.R.

Lotes analizados : 7621001; 7621002 y 7621003
Fechas de Fabricacion : Mayo 2010

Tipo y Tamafio de lotes : Lotes Piloto de 200.000 comprimidos
Tipo de material de envase : Blister Alu-Alu

Fabricante de APl empleado en el Estudio:

Metrochem API Pvt. Ltd.

Direccion:

Plot No 62/C/6, Pipeline Road, Phase — |, IDA., Jeedimetla, Hyderabad — 500 055, Telangana,
India.

Fabricante del producto terminado empleado en el Estudio:

Pell Tech Health Care Pvt Ltd.

Direccion:

Plot No. 20B, Tansa Farm Estate, Village Met, Gonsai, Bhiwandi-wada, Thane 421312 Maharashtra
State, India.

Laboratorio que desarrolla el Estudio de Estabilidad:

Pell Tech Health Care Pvt Lda.

Direccion:

Plot No. 20B, Tansa Farm Estate, Village Met, Gonsai, Bhiwandi-wada, Thane 421312 Maharashtra
State, India.
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ESOMEPRAZOL COMPRIMIDOS CON RECUBRIMIENTO ENTERICO 20 mg

Especificaciones, analisis realizados v frecuencia de testeo:

Tiempo(meses) o
- Inicial 3 6 9 12 | 18 24
- 0
Tiempo Especificacion 4
(meses)
_)
Test 4 Especificacion 4
Descripcion Comprimidos con recubrimiento entérico de color café,
circulares y biconvexos X X X X X X X
Peso 92,50 mg + 7,5%.
promedio (85,56 mg - 99,44 mg) X X X X X X X
Tiempo de c) 0,1N HCI por 2 horas no hay ningun fragmento.
desintegracion d) En buffer fosfato pH 6,8: No mas de 45 minutos X X X X X X X
Medio: 900 ml de HCI 0,1 N por 2 horas.
900 ml de buffer fosfato pH 6,8 por 45 minutos
Disolucioén Aparato: USP Tipo 2 (paleta);
Velocidad: 100 rpm. « « | x « " « "
Temperatura: 37°C £ 0,5 °C
Tiempo:
e 2 horas (No mas del 10% de la cantidad etiquetada
liberada después de 2 horas en HCI 0,1 N)
e 45 minutos (No menos que el 75% (Q) liberada en
buffer pH 6,8 en 45 minutos)
e  Omeprazol Sulfona: No mas de 0,5%
Impurezas e Cualquier otra
Organicas impureza individual: No mas de 0,2% X Xop X x| x X X
e Impurezas totales: No més de 2%
Uniformidad
de Unidad de Entre 85% y 115% X X X X | X X X
Dosis (por
contenido)
90% - 110% de la cantidad declarada
Valoracién: (18,0 mg — 22,0 mg) X X x| x x| X X

En donde se indica con una “equis”, significa que se hara (Hizo) la determinacion analitica indicada.
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ESOMEPRAZOL COMPRIMIDOS CON RECUBRIMIENTO ENTERICO 20 mg

Método de analisis del Producto Terminado:

El método de analisis de producto terminado empleado en este Estudio de Estabilidad, responde a
la metodologia de producto terminado entregada en dossier de registro de este producto.

Evaluaciéon y andlisis de los resultados:

De acuerdo a los resultados obtenidos en el Estudio de Estabilidad Acelerado (40°C + 2°C; 75 + 5%
HR) y en el Estudio de Estabilidad a Tiempo Real (30°C + 2° C; 65% = 5% HR) para los Lotes
7621001; 7621002 y 7621003, se puede verificar que los lotes estudiados no muestran deterioro
fisico o quimico en el material de envase utilizado. No se evidencia una disminucion significativa en
la valoracién del activo y los parametros analizados se mantuvieron dentro de los limites
especificados.

Conclusiones:

Los resultados obtenidos nos permiten proponer para el producto Esomeprazol comprimidos con
recubrimiento entérico 20 mg, un periodo de eficacia de 36 meses, almacenado en su envase
original a una temperatura no mayor a 30°C.

En las paginas siguientes se adjunta el Protocolo del Estudio de Estabilidad de origen y las tablas
de resultados de los Estudios de Estabilidad realizados por el fabricante del producto a los Lotes
7621001; 7621002 y 7621003 en las condiciones de temperatura y humedad anteriormente
sefialadas.
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ESOMEPRAZOL COMPRIMIDOS CON RECUBRIMIENTO ENTERICO 20 mg
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Name of Dept: R & D

: L R}
| e
Reprinted on:11/05/2016 , FOR t IF.
. = — :
!
t
|

Document Mo, : SSP/762/10/001
| I B

Issued on: 20004/2010, STABILITY STUDY PROTOCOL

ESOMEPRAZOLE ENTERIC COATED
TABLETS 20mg

Revision No, :00 '

OBJECTIVE: To provide and establish documented evidence for the stability study tobe

momitored, for the Development manufactured in Pelltech Healtheare Pvt. Ltd. in support of the
proposed shelf life of the product.

Dosage Form: Tablets

Strength/Label Claim: Each enteric coated tablet contains:

Esomeprazole Magnesium Trihydrate USP
Equivalent to Esomeprazole 20mg
Excipients

—
!
|

R
Titanium Dioxide & Red Oxide S
PURPOSE: DEVELOPMENT
RESPONSIBILITY: R & D DEPARMENT
PRODUCT DETAIL:
 Batch No. 7621001 7621002 7621003 | Pack Profile
Mfg. Date May - 2010 May - 2010 May - 2010
Exp. Date : April - 2013 April - 2013 April - 2013
Batch si
atch size 200000 200000 200000 10 Tablets packed in
Tablets Tablets Tablets Alu-Alu Blister.
Analytical Report RDR/T621001/ | RDR/7621002 | RDR/7621003
.(Tﬂ} Initial 01/10 f01/10 01/10
Active Raw | Esomeprazole Magnesium Trihydrate USP
| Material (API)
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ESOMEPRAZOL COMPRIMIDOS CON RECUBRIMIENTO ENTERICO 20 mg

Name of Dept: R & D

—tar =

* Mot present in final product.

** 10% Extra Seal & Enteric coating material taken to compensate process loss during coating. !

S

Qualitative and Quantitative Formula

Instacoat EN-HPMC P
Ingredients | Quantitative Composition (% w/w)
Hypromellose Phthalate  715% )
Diethyl Phthalate 10,0% |
Titanium Dioxide 10.0% ]
Red Iron Oxide 2.50%

Issued on: 20/04/2010, STABILITY STUDY PROTOCOL "
Reprinted on:11/05/2016 FOR :
- — ESOMEPRAFOLE ENTERIC COATED ]
Revision No. :00 n TABLETS 20mg ! |
— - i {
Dﬂ:l.i:rnml, Mo, : SSP;"?E:E“IWIIIJ] ! II
Qul.litative & Quantitative Formula : o
Sr. | Ingredients E»pnnlﬂtatl.uu | Rationale | Label | Over-| Oty /FPer |
No. | | | Claim | ages | Tablet |
I | qmg) | (%) | (inmg) |
CORE TABLETS {ﬂnmml T:Hm_l_ . |
- 1. | Esomeprazole mg tribydrate | Adhive l 2.3 5 | 13.!2
equivalent 1o Esomeprazale 20 R |
1| Caliom carbopste BI' | Diluent | Stabiliser 26,67 1
3. | Light Magresium oxide Drituent / Stabiliser - - 1491 i
_— | B I I L N
4. | Cros Povidone o BP I Dhsantegrant | |
3. | Povidone (PVPK 30) _ bBr Binder - | 3.00 |
6. | Purified Talc ~ BP Glidant - 300 !
1. | Magnesium Steamnte _ Br 1 Lubricant 1.3 L
. | lsopropyl alcohal® _BrF | Solvent | 1.2 [
| SEAL COATING ( Seal Conted Tablets ) I
g | Hydroxypropyl - Polymer ! : 1 l
" | Methylcellulose ES I | L ALA0**) il
|
D266 |
10, | Ehyl eellulase M20 _BP__ Palymer ) | (035244 |
. L 0379 |
. 11, | Purified Tale BF Anticacking agent I WA
12, | Titanium dicxide BF Opacifier - I wﬂjggfu}
13. | Isopropyl alcohol BP Salvent - Ulﬂfﬁ_
14, | Dichloromethanc® B Solvent . . [3;]::'3'} |
& 1 1 ==t
 ENTERIC COATING { Enteric Conted Tablets ) I
! = | T — —
13- Instacont EN-HPMC P @ IH Enteric Polymer : 8.0 (8.80*%)
' T sz
I, ]Sﬂ'PTWﬂ_ﬂcﬂhﬂ* BF Solvent - i ___'Eﬁ-ﬂ“l |
17. | Dichleromethane® BP Solvent [Lﬁiﬁ.] i
o | S | e
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ESOMEPRAZOL COMPRIMIDOS CON RECUBRIMIENTO ENTERICO 20 mg

FOR

Revision No. :00

TABLETS 20mg

Document No. : SSP/762/10/001 | -

ESOMEPRAZOLE ENTERIC COATED

Name of Dept: R & D —u _ -
Issued on: 20/04/2010, | STABILITY STUDY PROTOCOL
Reprinted on:11/05/2016

Reference No. : FPS/FG762/01/14; SAP/FGT62/01/14

TEST SET -

- {
X1 | All tests - "'
X2 Atclient’s requestonly - ) |

| X3 [ Test1,4,89,10,11,12 (Stability Review) -
TIME INTERVAL & TESTS : :
INTERVAL [ 0 | 1 | 2 [ 3 [ 6 [ o | 12 | 18] 24 | 36
( Month)/ : | I. : I
CONDITION | ‘ ! : .

s | N

§ 1
30°C/ 65%RH | X3 | i X3 | X3 ] X3 | X3 X3 | X3 | X3 |
: — i : B R | I
WCITSURH | X3 | X3 | X3 X3 x| I
1 ] L - |
REPORT : ' |
All the documents such as Bill of Material, certificate of analysis, raw data, stability request,
sample Request etc shall be kept with the report as raw data in Q.A. file.
The Tabulated results shall be reported for all Time Intervals in format as
Annexuie I1
APPROVAL OF PROTOCOL : (For reprinting) i
p— E . —— R —|
Preparﬂi'l By | Checked By Approved By '
- — ]
5 | . '
aF e l
A AN
xx\ﬁ l?‘g;- e\ﬂrﬂ\‘& ;
w\? f
R&D Officer ] R&D Manager ’E;Q'A.: Man_qgﬂ_u" - .J,
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ESOMEPRAZOL COMPRIMIDOS CON RECUBRIMIENTO ENTERICO 20 mg

TABLAS RESUMEN DE RESULTADOS
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ESOMEPRAZOL COMPRIMIDOS CON RECUBRIMIENTO ENTERICO 20 mg

Emmail @ it

Wiohsite @ Wi Delltechheal

o v, Rond, Maiad (W), Mumbni-a00 064, NOLA,

Pell Tech Health Care Pvit. LEd.

(29-1:. OFF.: 202, Sonmur Apls. . Danswala Sompound,
Taie : B1-22 42035123 7 7S26284, Fax : 81-Z32- 428357409,

Ihocares com

Camrn

rrialil

cuntomersenicogoelion

Mame of Dept : R&D

lssued on : 17.12.2010, Reprinted on 02/05/2016

Document No. : SSRIT62/10/001

STABILITY STUDY REPORT FOR
ESOMEPRAZOLE ENTERIC COATED TABLETS 20mg

ACCELERATED STABILITY STUDY REPORT

Product Name: Esomeprazole Enteric Coated Tablets 20mg BATCH NUMBER: 7621001
Each enteric coated tablet contains:
Esomeprazale Magnesium Tribydrate USP
Equivalent 1o Esomeprazole  20mg BATCH SIZE: 200000 Tablets
Extipients q.5
Tianium Dicxide & Red Qxide .
Mfg. Date: May-2010 [ Exp. Date: _April-2013 — | BATCH TYPE: Commercial - _l
|_Set Up Date :37.05.2010 . __| STUDY COMPLETION DATE: 02.12.2010 Pack Details : 10 tablets packed in Alu-8lu blister.
'STORAGE GONDITIONS: Tomperature.; 40°C+ 7-CIT6%2 5 %RH ]
TEST SPECIFICATION Initial 1 maonths Zmonths oF 3 months ~ emonthe
Description Brown coloured, circular, Brown coloured, eircular, Brown colourad, circular, Brown coloured, clroular, |— Brown coloured, circular, | Brown celoured, circular,
bicanvex, enteric coaled bicorvex, enteric coated biconvex, enteric coated biconvex, enteric coated biconvex, sntaric coated Diconvex, enteric coated
tablets. i lablets. tablets. tablets. tablats. tablats.
Average Welght of Tablet 02.5mg £ 7.5% (B5.56mg—09.44 mg) . 42,4 2mg 92.22mg 93.48my 83.61mg i 03.83mg
Disintegration Time a) 0.ANHCI for 2 howrs no any fragments | a)Mo any fragments found | ajMo any fragments found | a)Mo any fragments found | &m0 any fragments faund | a)Mo any fragments found
b} In mixed phosphate buffer pH 6.8 NMT b4 mins b} & ming b) Bmins | b) Tmins b) B mins
- 45 minutes . ——— - - o -
Dissalution |
Apparalus USF Type || {Paddle)
Medium 800ml of 0.1M Hydrochloric Acid for 2 hrs
800 ml pH 6.8 Phosphate buffar for 45 min |
Speed : 100RPM ‘
Temperature : 37TC+0.5°C
Time Interval: 2 hrs MMT 10% of labelled amount released 3.9% 385 % 3.76 % 3.68% | 3.22%
after 2hrs in 0.1N hydrochloric acid . |
45 mins MLT 75 (Q)% relessed in pH 6.8 buffer 89.3% 89.43% 89.45% £9.49% 0 _ 88.52% .
Organic Impurities Omeprazole Sulfone - NMT 0.5% 0.11% 0.12% 0.13% 0.14% 0.15%
Any Other Individual impurity - NMT 0.2% 0.04% 0.045% 0.049% 0.053% 0.058%
Total Impurities - NMT 2.0% 0.5T% 0.58% _0.59% D&%  062%
tm:m"’ dosage unit(by | Betwesn B5.0% lo 115.0% 104.25% 101.18% 101.08% 101.01% 100.95%
| Assay: Each erteric coated lablet contains: . - = CRREISe = =
Esomeprazole Magnesium
Trihydrate USP Betwaen 90.0% to 110.0% of labelied o
Equivalent to Esomeprazole | amount 101.85% 101.64% 100.72% 100.21% 992.82%
20mg = {Batwesn 18.0mg ta 22.0ma) S S N SR .
Sample removal Date = 12.08.2010 27.06.2010 27072010 27.08.2010
Sample Analysis Date 17.05.2010 02.07.2010 03.08.2010 0209 2010
AR NO RDR/TE21001/01/10 ROR/TE21001/02/10 ROR/TE21001/03110 ROR/7621001/04/10
RDS NO ROS/T621001/01/10 ROS/7621001/02/10 RDS/TE21001/03(10 | RDS/7621001/0410_

SIGN & DATE:

NAME:

Q.C.MkNAGER‘_

SIGM & DATE:

]

Remark : The product is found to be stable for 6Months at 40°C+ 2°C/75% +5 %RH and hence the projected shelf iife of 36 months can be given to the product

NAME: E-S_ck‘w'_\,.___

Format No: QA-068 GEN/F3

OPKO
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ESOMEPRAZOL COMPRIMIDOS CON RECUBRIMIENTO ENTERICO 20 mg

Pell Tech Healthh Care Pvt. Ltd.

-
el Corp. Off.: 202, Scnmur Apis.. Daruwala Compound, 5.V, Rosd, Malad (W), PA LD A 00 G54, IR0 A
- Téte : B1-22 42835123 / S7S25364, Fax : §1-22- AZ036140, Wabsilo & wwe pelitechhealihcars. com
Emall @ salosdnm e customergervicegiealiischhsallbhcare com
L]
Name of Dept :R&D

Issued on : 17.12.2010, Reprinted on 02/05/2016

Document No. : SSR/762/10/001

STABILITY STUDY REPORT FOR
ESOMEPRAZOLE ENTERIC COATED TABLETS 20mg

LOMNG TERM STABILITY STUDY REPORT

| RDS N I
CONTD FOR FURTHER MONTHS OMN NEXT PAGE

NAME: E:Sﬁ»_mgap_.

SIGN & DATE:

' /
NAME: fﬂ"’h’:‘"& Tilbe e

SIGN & DATE:

R & D MANAGER

ieth

Q.C.MAMAGER

SIGM & DATE: -

o\ G

Product Name: Esomeprazole Enteric Coated Tablets 20mg BATCH NUMBER: 7621001
Each enteric coaled tablet contains:
Esomeprazole Magnesium Trihydrats USP
Equivalent to Esormeprazole  20mg BATCH SIZE: 200000 Tablets
Excipients q.5
__ Titanm Dioxide & Red Oxida
|_Mfg. Date: May-2010 | Exp. Date: April-2013 BATCH TYPE: Commercial T _
| Set Up Date :27.05.2010 | STUDY COMPLETION DATE: 03.06.2013 Pack Details : 10 tablets packed in Alu-Alu blister.
STORAGE GONDITIONS: Temperature.; 30°C£2°C & RHH_W% . =ty
TEST SPECIFICATION Initial 3 th 8 moinths 9 menths 12 months
Description Brown colourad, circular, EBrown coloured, circular, Erown colourad, circular, Browi coloured, circular, | Brown golkoured, circular, Brown coloured, circular,
bicenvex, enteric coated bicorvex, antaric coated biconvex, enteric coated biconvex, enteric coated biconvex, anteric coated biconvex, enteric coated
tablets. tablets. tablets. tablets. tabilets, tablats.
Average Weight of Tablet | 92.5mg = 7.5% (85.56mq —09.44 mg) 92.12mg 93.38mg 93.72mg 1 eatimg ! _ 9448mg |
Disintegration Time a) 0. 1N HCI for 2 hours no any fragments | .a)No any fragments found | a)No any fragments faund a)No any fragments found Ao any fragments found | ajNo any fragments found
b) In mixed phosphatg bufier pH 6.8 NMT | b)4 mins - b) & mins. b) 7 mins b} & mins | B) 7 mins
45 minutes - L |
Dissolution
Apparatus USP Type || {Paddla) "
Medium 400m| of 0.1N Hydrechioric Acid for 2 hrs
900 mi pH 6.8 Fhosphata buffer for 45min
Spaad 100RPM .
Temperature : 3v°c+0.5°C
Tima Interval : MMT 10% of tabelled amount released
2hrs after 2hrs in 01N hydrochionic acid . 39% 389 % 3.87 % 3.85% 3.82%
45 mins MLT 75 {Q)% released in pH 6.8 buffer B89.3% 88.45% B89.49% B9.53% B9.60%
Organic Impunties Omeprazole Sulfona - NMT 0.5% 0.10% 0.12% 0.13% 0.14% 0.15%
Any Other Individual impurity - NMT-0.2% 0.038% 0.041% 0.044% 0.046% 0.051%
) Total Impurities - NMT 2.0% 0.55% 0.56% 0.57% 0.58% __ D59%
E;:;:‘I‘J'V dosage unit{ by Einhuser 35,0010 1120 101.25% 101.16% 101.08% 100.95% 100.86%
Assay: Each enterc coated tablet contains: o 1
Esomeprazole Magnesium
T ata USP Between 90.0% 0 110.0% of labelled |
Emm o sl Bt 101.85% 101.64% 101.42% 101.24% 100.72% .
20mg (Batween 18.0mq o 22.0mg) - - £
Sample removal Date . | 12.05.2010 27.08.2010 27.11.2010 27.02.2011 27,05.2011
Sample Analysis Date ~ 17.05.2010 03.09.2010 ] 03.12.2010 | e3o3z2on | 04062011
ARNO RDR/7621001/01/10 RDR/7621001/06/10 RDR/7621001/07/10 |  RDR/762100108(11 | RDRI7621001/08/11 |
RDS NO RO&/7621001/01/10 RDS7621001/06M10 RDS/7621001/0710 — RDSAG21001/08M11 | RDSTE21001108M11 |

Format No: QA-068 GEN/F3
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ESOMEPRAZOL COMPRIMIDOS CON RECUBRIMIENTO ENTERICO 20 mg

F"EII Tech Health Care FPvit. Ltd.

Tedo ; B91-22 42035123 F GTS2SI6S, Fux 1 91-232-
Emall : walgadipoliiaoiihosliD S Com.,

Cdrp. O 202 Sommur Aple., T ApIE., Doruwala Compound, SV, Read, Malad (W), Mumbai-a00 DG, IS

A203G1468. Waobsito | waw. pelilechhaaithoara, com

AR YO e e Ty G OGDR oo G AL TR ST

i

Name of Dept : R&D

Issued on : 19.06.2013, Reprinled on 02/05/2016

Document No. : SSR/762/10/001

STABILITY STUDY REPORT FOR
ESOMEPRAZOLE ENTERIC COATED TABLETS 20mg

LONG TERM STABILITY STUDY REPORT

Product Name: Esomeprazole Enteric Coated Tabiets 20mg BATCH NUMBER: 7621001 j
Each enteric coated tablet contalns: |
Esomeprazola Magnasium Tribydrate USP
Equivalent to Esomegprazole  20mg” BATCH SIZE: 200000 Tablets
Excipients q.5 i
Titanium Dioxide & Red Oxide
Mig. Date: _May-2010 | Exp. Date: Aprik2013 BATCH TYPE: Commercial _ ) _ |
Set Up Date :27.05.2010 _ | STUDY COMPLETION DATE: 02.06.2013 Pack Details : 10 tablets packed in Alu-Alu blister,
STDRN.?! CONDITIONS: ‘I'nrrpllralu 2 30°C+2°C & RH B5%+5% o . i e
TEST SPECIFICATION 18 menths 24 months 6 manths _ i —
Descripion Brown coloured, circular, Brown coloured, circular, Brown coloured, circular, Erown coloured, circular, i
biconvex, enterc coated biconvex, enteric coatad biconvex, enteric coated bicorwes, entaric coated |
- tablats. tablats. tablsts. tablats. S P —
Avarage Weight of Tablet 92.5mg + 7.5% (85.56mg —99.44 mg) 94.78mg 85.18mg §5.34 mg o e |
Disintegration Time a) 0.1 HC! for 2 hours no any fragments ajMo any fragments found a)io any fragmenis found ao any fragments found —I
b) In mixad phosphate buffer pH 6.8 NMT | b) & mins b) 9 mins b} 10 ming |
45 minutas o I R
Dissolution : | '
Apparatus USP Type |l (Paddie) i
Medium 900ml of 0.1N Hydrochloric Acid for 2 hrs |
%00 mi pH 6.8 Phosphate buffer for 45 min
Speed 5 100RPM
Temperature ; IT°C+0.5°C
Time Inerval @ 2 hrs NMT 10% of labelled amount released 18% A78 % 2.87 %
after 2hre in 0.1M hydrochloric acid - |
45 mins NLT 75 (@)% released In pH 8.8 buffer 89.73% 59.82% 80.22% |
Organic Impurities Omeprazole Sulfong - NMT 0.5% 0.17% 0.19% 0.23%
Any Other Individual impurity - NMT 0.2% 0.058% 0.064% 0.071%
o Total Impurities - NMT 2.0% 0.59% 0.81% 0.66% _ R S B R
mﬂr dosage unit] by Between B5.0% to 115.0% 100.79% 100.68% 100.58% [
Assay: Each enteric coatad tablet contains: _ -
Esomeprazole Magnesium
Trihydrats USP Betwean B0.0% Lo 110.0% of laballed 3
Equivalant fo Esomeprazola st 97.32% 96.98% 05.52%
20mg (Betwaen 18.0mg to 22.0mg) o o e b o
Sample removal Date ] 27.11.2011 27.05.2012 27053013 o o
Sample Analysis Date _02.12.2011 03.08.2012 03.06.2013 . —
AR NO ; RDR/TE21001/10/11 _RDR/7621001/11/12 RORTE2100112113 |
RDS NO RDS/T621001/10/11 RDS/7621001/11/12 RDS/7621001/1213 | S S N— N

Remark : The product is found to be stable for 36Months at 30°C#2°C & RH 65%+5%and hence the projected shelf life of 36 months can be given o the product

v Chebhralt ﬂfM NAME:

name: Y& Scrul_wg_&-{‘,_—

G
& D.MANAGER

SIGM & DATE:

SIGN & DATE: SIGM & DATE:
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13
OPKO chiles.A



ESOMEPRAZOL COMPRIMIDOS CON RECUBRIMIENTO ENTERICO 20 mg

Pell Tech Health Care Pvt. LEtd.

Corp. Off.: Z0Z. Sonmur Apls , Daruwala Compound, 8.V, Rond, Maiad (W), Mumbai-S00 o5, IrDlA,
Thie : G1-2Z 42035123 [ 67TS25354, Fax : 971-22- 420356149, Wabsite @ www palitachhaalthoars. com
Emall | aoleo@h e G N ol ENOn O onin . Mlnmarmwlccwml!um

T

o SHL L BA D STABILITY PORT

Namk . _ STUDY REPORT FOR -. -
|Issued on - 19.12.2010, Reprinted 0n 02/05/2016 ESOMEPRAZOLE ENTERIC COATED TABLETS 20mg s |
| Document No. : SSR/762/10/002 _ ]

ACCELERATED STABILITY STUDY REPORT

“Product Name: ESOMEPRAZOLE ENTERIC COATED TABLETS 20mg BATCH NUMBER: 7621002 T I O
C o A ooz R . -

|

|

Each entenc coated tablst contains:
Esomeprazole Magnesium Trihydrate USP

Equivalent 1o Escmeprazole  20mg BATCH SIZE: 200000 Tablets ) I
Excipients 0.5 |
Titanium Digxide & Red Oxide z S i
Mig. Date [ . Date: April-2013 BATCH TYPE: Commercial e |
_SetUp Date :05.06.2010 STUDY COMPLETION DATE: 10.12.2010 Pack Detalls : 10 tablats patked I AluAlu blister. :
CONDITIONS: Temperature.: 40°Ct 2°CI75%+_5 %RH . ]
E SPECIFICATION Initial 1 months 2maonths 3 manths & months i
Description Brown coloured, circular, Brown coloured,circular, Brown coloured, circular, Brown coloured, circular, Brown coloured, circular, Brown coloured, crcular,
biconves, enterc coated - biconvex, enteric coated biconvex, entanc coated biconves, enteric coated biconvex, enteric coated biconves, enteric coaled
tablets. tablets. . tablets. tablets. tablets. tablets.
Average Weight of Tablet 02.5mg + 7.5% (B5.56mg —99.44 mg) £ 9232 mg 92.65mg 93.83mg 9308mg 93,35 mg
Disirtagration Time 31 0.1N-HCI for Z haurs no any fragments | ajNo any fragments found | ajNo any fragments found | ajMo ary fragments found | ajMo any fragments found | alho any fragments found
b} In mixed phosphate: buffer pH 6.8 NMT | b)S mins b6 mins B)7 mins | b)) Bmins b} @ mins
¢ 45 minutes - e v
Dissalution : : i
Apparalus USP Type Il (Paddie) . | b |
Medium 800mi of 0. 1N Hydrochloric Acid for 2 hrs ] I
800 ml pH 6.8 Phosphate buffer for 45min | !
Speed i 100RPM
Temperaturs : 3G+ 0.5°C
Time interval : 2 hrs MNMT 10% of labeded amount released ' i
after Zhrs in 01N hydrochioric acid . 4.68 % 412 % 3.891% | 3.68 % H 2.52%
A5 mins NWLT 75 {Q)% released in pH 6.8 bufier B6.3% BT.32% 28.97% 1 90.32% . 92.63%
Organic Impurities Dmaprazole Sulfone - MMT 0.6% 0.10% 0.11% 0.12% 0.15% 0.21%
Any Other individual impurity - NMT 0.2% 0.039% D.044% 0.048% 0.054% 0.067%
Totalmpurities -NMT2.0% | 058% 0.50% D% I 0.85% | _0T0%
Uru!onnly dosage Unit] by Betwesn B5.0% Lo 115.0% | 101% 100.92% 100.88% ! 100.71% 100.65%
M Each enteric coated 1ab:|9l contains: o . - o o
Esomaprazola Magnesaum : !
| Trihydrate USP' B-B'meen 90.0% te 110.0% of labebed .
| Euu:lnalenl lnEsameprazula amaount 101.63% 101.52% 100-18% H M8 11 97.33%
| 20mg (Betwesn 18.0mg bo 22 .0mg) - S ~ i ] e e e H
|_Sample removal Date 18.05.2010_ 05.07.2010 05.08.2010 05.00.2010 B 010
i Samglim is Date B ] 2305.2010 —10.07.2010 11082010 | 10.09.2010 ) T 10122010
AR NOD o __ RDR/T621002/01/10 |  RDR/7621002/02M10 ROR/7621002/03110 | " RORITE21002404110 RODR/T621002/05(10
|_ RDS NO ROSTE21002/01/10 ROST621002/02/10 ROS/TE2102/03110 | ROSTE21002M04/10 RDS/TE21002/05(10

Remark : The product is found to be stable for 6Months 2t 40°C2 2°CI75% +_ 5 %RH and hence the projected shelf life of 36 menths can be given to the pmducf

NAME: K:Sﬁ,m.ma.sfmf nave: SL8Lhroty Glpes” nave: Nivas Bho 's_.‘m’ﬁl.k_

o\ (yeds %PW
SIGN & DATE: ylE® SIGN & DATE;  —meo 2 '-iﬁfﬁm SIGN & DATE; = =

- R & D.MANAGER O.C.MANAGER
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ESOMEPRAZOL COMPRIMIDOS CON RECUBRIMIENTO ENTERICO 20 mg

Pell Tech Health Care FPvi. LEtd.

Corg. Off.: 202, Sonmur Apis,, Daruwala Campound, 5.7, Road, rAatmc (W, PAomibei -4 00 06, IRTEA
Taie : B1-Z2 42935123 / 6726354, Fax : 91 -22- ADBISI4D, Wabsite T wesw palitechheaithcans oo

Emall : salesi@politechbhos ERGHIE.COM. SUSIoMarsanic
L]

Name of Dept :R&D )
S : STABILITY STUDY REPORT FOR
| d 11812, Ri
Il o - 185122018, Reprinte] on (L0106 ESOMEPRAZOLE ENTERIC COATED TABLETS 20mg !
Document No. : SSR/762/10/002 ) o k i

LONG TERM STABILITYSTUDY REPORT

Product Name: ESOMEPRAZOLE ENTERIC COATED TABLETS 20mg BATCH NUMBER: 7621002
Each enteric coated tablet contains: -
Esomaprazole Magnesium Trhydrate USP
Equivalent lo Esomeprazole  20mg BATCH SIZE: 200000 Tablats
Excipients as
Titanium Dioxide & Red Cxide -
MEg. Date: May-2010 | Exp. Date: April-2013 BATCH TYPE: Commercial s
Set Up Date :05.06.2010 | STUDY COMPLETION DATE: 11.06.2013 Pack Detalls : 10 iablets packed In Alu-Alu blistar.
STORAGE CONDITIONS: Temperature.: 30°C22°C & RH 65%5% o o
TEST SPECIFICATION Initial 3 months, 6 months gmonths | 12 months
Desciption Brown coloured, circular, Brown coloured, circular, Brown colourad, circular, Brown coloured, circukar, Brown coloured, circular, | Brown coloured, circular,
biconves, entaric coated biconvesx, enteric coated biconvex, anteric coated biconvex, enteric coated biconvex, enteric coated ! béiconwves, entisfic coated
tablets. tablets. tablets. tablets. tablats, i lablets
Average Weight of Tatdet 92.5mg £7.5% (B5.56fg —99.44 myg) 9232 mg 92.88 mg 93.17myg 93,38 mg 44,06mg
Disjnleggation Time a) 0.1M HCI for 2 hours mo any fragments | ajNo any fragments found a)Mo any fragments found a)Mo any fragments found ajio-any fragments found a)No any fragments found
b} In mixed phosphate buffer pH 6.8 NMT | bj4 mins b)d mins bjd mins b4 mins L}4 mins
45 minutes )
Dissolution
Apparatus LSP Type Il {(Faddie) .
Medium 900mi| of 0.1M Hydrochioric Acid for 2 his
900 mlpH 6.8 Phosphate bulfer for 45min
Speed 100RPM
Temperaiure - 37'C+05°C
Tirme lntarval © NAMT 10% of labelled amount released
2hrs after 2hrs in 0.1N hydrochiorc acid . 4.68% 461 % 3.89 % 3.68 % | 355 %
45 mins NLT 75 (@)% released in pH 6.8 buffer B86.3% 86.45% B7.12% 87.83% | B88.12%
Organic Impurities DOmeprazols Sulfona - NMT 0.5% 0.10% 0.11% 0.13% 0.14% | 0.16%
Any Other Individual impurity - NMWT 029 0.039% 0.042% 0.046% 0.051% | 0.056%
Total |mpurities - NMT 2.0% 0.58% 0.56% _058% 1 C0BD% | o bhe2m
cher:;:;ty dosage unit{ by Between 85.0% to 115.0% 101% 100.92% 100.78% 100 E8% - 100.54%
Assay: Each enteric coatad tablat contains: —
Ezomeprazole Magnesium
Trihydrate USP Betwean 80.0% to 110.0% of labelled & 5
Equivalent to Eso razole amount 101.63% 101.52% 104.01% 100 52% 100.12%
20mg (Betwean 18.0mg to 22.0mg) _— e soosegalicien SRR, Jyp— e —
5 le removal Date 18.06.2010 05.09.2010 05.12.2010 05.03.2011 | 05.06.2011
_Samgple Analysis Date 23.05.2010 10.08.2010 10122010 | 10.03.2011 I 11.062011
AR ND RDR/7621002/01/10 RDOR/TE21002/06/10 ROR/7621002/07/10 | RDRME21002/08M11 | RDRI7EZ00200811
RDS NO_ RDS(7621002/01/10 RDS/7621002/06/10 RDS/762100207/10 | RDS(T62100208M11 |
CONTD FOR FURTHER MONTHS ON NEXT PAGE - !
NAME: = NAME: ﬂO"M WNAME-._ vieoe Blo =L
b
ol
SIGN & DATE:  — e Sf‘\_ SIGN & DATE:  ——trmremef L5 te SIGN & DATE: - X2k
- S & D.MANAGER Q.C.MANAGER E-'O- "
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ESOMEPRAZOL COMPRIMIDOS CON RECUBRIMIENTO ENTERICO 20 mg

Pell Tech Health Care Fyvit. Ltd.

-
== —
. Corp. Off_: 202, Sommur Apts. . Darucwala G e, SV <3, Maiad (W), Mumbai-a00 064, 1INDCEA.
= Teobe - O1-22 92936123 / 67525354, Fax - B91-22- 420365450, Wabsite : wew pelitrchhealthcare ©om
Emall : salosf@paiischhasiNCAre. com. customarservicefipelliaschhesiincars. com
¥
et R STABILITY STUDY REPORT FOR 5 l
- |
Jesuad on +26.08 2013, Reprintad of D2US2016 4 ESOMEPRAZOLE ENTERIC COATED TABLETS 20mg il
Document No. : SSR/762/10/002 ) L | A m_J
LONG TERM STABILITY STUDY REPORT
}_fmnucx Name: ESOMEPRAZOLE ENTERIC COATED TABLETS 20mg - BATCH NUMBER: 7621002 |
Each enteric coated tablet contains: |
Esomeprazole Magnesium Trilydrate USP |
Equivalent o Ezomeprazole  20mg BATCH SIZE: 200000 Tablets |
Excipiants q.s . |
| _Titanium Dioxide & Red Oxide _ ] i B _ ) ]
|_Mfg. Date: Way-2010 - | Exp. Date: Apri-2013 BATCH TYPE: Commercial N - SOUE
|_Set Up Date :05.06.2010 o STUDY COMPLETION DATE: 11.06.2013 Pack Details : 10 feblsts packed in Alu-Alu Blister. 1.
|_STORAGE CONDITIONS: Temperature.: 30°C+2°C & RH B5%25% - J
| TEST SPECIFICATION 18 menths 24 36 months ] I :
| Dascription Brown colaured, circular, Brawn coloured circular, Brewn coloured, circular, Brown coloured, circular, |
biconves, enteric coated biconvex, entaric coated biconves, enternic coatad biconvex, anteric coated | | I
mblets. ‘tablets. tablets. tablets. | _ — | o . a
Average Weight of Tablet 92.5mg £ 7.5% {B5.56mg - 99.44 mg) 04.26 mg 94.52 mg 94.83 mg | o L N |
| Disintegration Time a} 0.1N HEl for 2 hoursmo any fragments | )Mo any fragments found a)No any fragments found | ajNo any fragments found | - | l
! b} In mixed phosphate buffer pH 6.8 NMT | b4 mins bj4 mins b mins | |
! 45 minutes i —_— I | !
Dissolution : | |
Apparatus USP Type Il {Paddia) . |
Medium : B00mi of 0.1N Hydrochionc Acid for 2 brs g
400 ml pH 5.8 Phosphate buffer for 45 min | { [
Speed : 100RFIM | | i
Temparatura 37T'C+056°C | H '
Time Intarval : 2 hrs MMT 10% of lzbelled amount released 322% 2,89 % 258 % | |
after Zhrs in 0.1N hydrochloric acld . |
45 mins NLT 75 (@)% released in pH 6.8 bufier 89.63% 90.32% 91.22% |
Organic Impurities Omeprazole Sulfone - NMT 0.5% 0.19% 0.22% 0.28% !
Any Otfer Individual impurity - NMT 0.2% 0.064% 0.071% 0.080% |
Total Impurities - NMT 2.0% 0.54% 0.67% ) 0.72% | I
Uniformity dosage unit] by Between 85.0% to 115.0% |
content) I ) 100.45% 100.39% 100.26% | J
Assay; Each enteric coated tablet contains: . . . . e n— H
E'mmang; Maanesium Be 110.0% of | |
Trihydrate USP : tween 80.0% to 110.0% of labelled |
Equivalent to Esemeprazole amount BRITA% AN B6.01% |
|_20mg __| (Betwean 18.0mg to 22.0mg) |
Sample removal Date 05.12.2011 ~_ 05.06.2012 ] 05.06.2013 ] ___ __‘ i 1
| Sample Anal Date 11.12.2011 10.06.2012 11.06.2013 — ——
AR NO . RDR/76210021071 ROR/7621002/11112 RDRI/76210021213 | | ] S
RDS NO ROSTE1002/10/11 ROS/7621002/11/12 RDSTE21002112M13 | I

n be given ta ha product

Remark : The product is found to be stable for 36Months at 30°C12°C & RH 65%£5%and hence the projects;
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ESOMEPRAZOL COMPRIMIDOS CON RECUBRIMIENTO ENTERICO 20 mg

.. Pell Tech Health Care Fvt. LEd.

2 Corm. OFfF.: 207, Sonmur Apis., Doruwais Compound, 5.V, Road, Maltad (W), MUmMbai-400 004, INGLA,
- Tale : P1-2F 42VIS423 | EFE2SI6L. Fax 1 Bi=-2F- 429351493, VWoboito - winnee. polilgahhealthcars comn
Ermail 1 5L 1L b s e i . AR, BT i gl et
a
Name of Dept :R&D ' |

— = STABILITY STUDY REPORT FOR | |
Issued on : 26.12.2010, Reprinted on 02/05/2016 ESOMEPRAZOLE ENTERIC COATED TABLETS 20mg H |
Document No. : SSR/762/10/003 ] ) |

ACCELERATED STABILITY STUDY REPORT

[ Product Name: ESOMEPRAZOLE IEN‘I'ERIC COﬁTED TABLETS 20mg BATCH NUMBER 7521903
Each enteric coaled tablat contains:
Esomaprazole Magnesium Trnydrate LSP
Equivalent to Esomeprazole ZDmg BATCH SIZE: 200000 Tablets
Excipients 0.8
| Titanium Dioxide & Red Oxide ~ ) . o |
| Mfg. Date: May-2010 | Exp. Date: April-2013 ] BATCH TYPE: Commercial T S |
Sat Up Date : 10.06.2010 | STUDY COMPLETION DATE: 16.12.2010 Pack Details : 10 tablats packed i Alu-Alu blister. ® !
'STORAGE CONDITIONS: Temperatura.: 40°C+ 2°CI75% + 5 %RH : |
TEST SPECIFICATION __ Initial ] 1 months 2months Imonths | & months 1
Description Brown coloured, cireular, Brown coloured, circular, Brown coloured, circular, Brown caloursd, circular, Brawn coleured, £ircular, | Brown eoloured, circular,
bicorves, enterc coated - biconvex, enteric coated béconvex, entaric coaled bicarvex, entaric coated bicorex, anteric coalad | biconves. enteric coated i
______ taplals. tablets. tablets. [ tablets,. | lablgls. | lablets. L 4
.nwage Wenght of Tablet 42 5mg £ 7.5% (B5.56mg —99.44 mg) 93,11 mg 93.40 mg 93.57 mg 84.14 mg i 24,37 mg |
Dusmtagrahm Tima a) 01N HCI for 2 hours po any fragments | a)No any fragments found | aliNo any fragments found | aNo any fragmenls found | ajNo any fragments found | a)Mo any fragments found :
b) In mixed phesphate buffer pH 6.8 NMT | D)4 mins )5 mins b} 6 ming b} ¥ mins | b) 8 ming
45 minutes 3 |
Dissolution : |
Apparatus  * USP Type |l (Paddie) ! ! i
dedium g 200mi of 0.1 Hydrechionc Acid for 2 hrs H |
200 ml pH 6.8 Phosphate buffer for 45 min |
Spaed i 100RPM
Temperature ; 3TC2 0.5°C 3
Time Interval - 2 hre NMT 10% of labelled amount releasad 3.88 % | 322% 317 % | 31 % i 289 %
after 2hrs in 0.1M hydrochloric acid . ! ) i
45 mins NLT 75 (@)% released in pH 6.8 bufier 86.11% B5.63% B _ araaw 3 8963%
Qrganic Impurities Omeprazole Sulfora - NMT 0.5% 0.11% 0.12% 0.13% | 0.15% 0.18% ]
Any Othar Individual impurity - NMT 0.2% 0.041% 0,047 % 0.055% | 0.059% 0.069% |
TV ——— i Total Impuritios - NMT 2.0% 0.57% I 0.58% 0.58% - o 0.60% Ja— o DT1% ..
Uniformily dosage wnit( Between 85.0% ta 115.0% i | |
| content) by 100.95% | 100.92% . 100.?5% o o 100'?%%,. L B ‘IUD.G?% o
Assay: Each enteric coated tablet contains: LT T S RS S W g S P J
Espomeprazole Magnesium | | !
Tritydrate ISP Between 30.0% to110.0% of labelled | ! i
Equivalent to Esomaprazole | amount 10285 | 101.82% T00E2% | ol s.21% |
20mg {Between 18.0mg 1 22.0mg) 1 e - e A i
le removal Date _ 22.05.2010 I 10072010 10082010 | 10.09.2010 1D.12.2010 !
Sample Analysis Date 27.05.2010 15.07.2010 . 16.06.2010 _ 5092000 o ABazE00 |
AR NO RORTE21003/01/10 RDR/TE21003/02/10 ROR/7EZ1003/03M10 ROR/7E21 0050410 ____ RDR/T§21003/0510 =
RDS NO RDS/7621003/01/10 RDS/T621003/02/10 ROS/7621003/03/10 ROS/TB21003/0410 ___ | ROSTG21003/0510

Remark : The product is found to be stable for SMonths at 40°C+ 2°CI75%.2 5 %4RH and hence the projected shalf ife of 36 manths can be given to the product
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ESOMEPRAZOL COMPRIMIDOS CON RECUBRIMIENTO ENTERICO 20 mg

Pell Tech Health Care FPvi. Ltd.

m Off.1 POZ. Sonmur Apls., Dareewals Compoond, 55 Boad, PAmimed (W), BAU BRSO S, MDA
Téfw : B1-22 42035123 / 67525364, Fux | 91-22. 42835149, Waobsite @ winw.peilleenhealihears cam
Email  salesEipoell echhoalihGans S, S e LG S

11
&

Name of Dept * R & D o o

- ' STABILITY STUDY REPORT FOR
lssued on : 26.12.2010, Reprinted on 02/05/2016 ESOMEPRAZOLE ENTERIC COATED TABLETS 20mg
Document Na, : SSR/T62/10/003

LONG TERM STABILITY STUDY REPORT

Product Name: ESOMEPRAZOLE ENTERIC COATED TABLETS 20mg BATCH NUMBER: 7621003
Each enteric coated tablal contains:
Esomeprazole Magnesium Trihydrale USP
Equivaient to Esomeprazale  20mg BATCH SIZE: 200000 Tablets
Excipients q.8
__ Titanium Dinxide & Red Oxide . o e o
Mfg. Date: May-2010 Exp. Date: Apri-2013 BATCH TYPE: Commercial I
Set Up Date : 10.06. 2010 STUDY COMPLETION DATE: 15.06.2013 Pack Details : 10 tablets packed in Alu-Alu blister. p
STORAGE CONDITIONS: Tnmpomure 30°C22°C & RH 65%15% - o o ) _ o
TEST SPECIFICATION . Initial ] 3 months Gmonths 9 months 1 _ 12 months
Description | Brown coloursd. circular, Brown coloured, circular, Brown coloured, circular, Brown coloured, circular, ‘ Brown coloured, circular, Brawn coloured, cicular,
bicorves, enlenc coated biconvex, antaric coated hiconvex, enteric coated biconvesx, enteric coated hizonves, enteric coated biconvex, antaric coated
tablets. o | tabists. : ‘tablats. _| tablets. o liablets. | tablets.
 Average Weight of Tablet 92.5mg + 7.5% (85.56mg ~ 99.44 mg) i 93.11mg 94.22 mg 94,78 my 1 9491mg . . osZmg
Disintegration Time a} 0.1N HCl or 2 hours no any fragments | 2)Mo any fragments found | alNo any fragments found a)Ma any fragments found a)Me any fragments found ajNo any fragments found
b} In mixed phosphate ht.rFferpH B8 NMT | b ming ) Smins b) & mins b] 7 mins b} & mins
—_— | 45 minutes ; — i SEN— s ——. cped
Dissolution |
Apparatus USP Type |l (Paddla)
Medium : 800m | of 01N Hydrochloric Acid for 2 hrs {
00 mi pH 6.8 Phosphate buffer for 45 min |
Spaad 5 100RPM | |
Temperatura ; ITCr05°C 1
| Time Interval : 2 hrs NMT 10% of labsled amount released | e
after Zhrs in 0. 1N hydrochloric acid . 3.88 % 38% 37T % 3.56 % 361 %
| 45 mins MLT 75 (@)% released in pH 6.8 buffer 85.11% 85.25% 85.33% a5.63% 85.00%
Organic Impurities Omeprazole Sulfone - NMT 0.5% | 0.11% 0.13% 0.14% 0.16% | 0.17%
Any Cther Individual impurity - NMT 0.2% | ©0.041% 0.042% 1 0.045% 0.043% | 0.052%
Total Impurities - NMT 2.0% | 0.57% 0.57% 0.61% P 064% o OBE%
E::lfr:?}m dosage unit{ by Betwean 85.0% to 115.0% . 100.85% 100.91% : 100 .86% 100.79% i 100.69%
Assay: Each enteric coated tablet contains: I i o =@ " —
Esomeprazole Magresium I | |
P b BENSER E  Sa El 102.53% | 102,06% 101.78% 10186% | 101.22%
| 20mg (Baween 18.0mg to 22.0mg) _ o ey . o
|"Sample removal Date 22.05.2010 10.09.2010 10.12.2010 10032011 | 1062011
|_Sample Analysis Date 27.05.2010 16.08.2010 i 16.12.2010 15.03.2011 | 16.06.2011
AR NO RDR/7621003/01110 RDR/7621003/0610 RDR/7621003/07/10 | RORIB210030&11 |~ RDR7E21003/08(11
RDS HO ROS/T621003/01/10 RDST62100&/06M0 | ROS/621003/0710 _ : _ RDS(7B2100304/11, | RDS762100309111 _

CONTD FOR FURTHER MONTHS ON NEXT PAGE

mms:é‘sﬁ_ﬁ% NAME: JZOz}Nf’;WLM"J NeME: Ao e Blo ~le
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ESOMEPRAZOL COMPRIMIDOS CON RECUBRIMIENTO ENTERICO 20 mg

.. Well Tech Health Care Pvi. L.td. -

-
il Edep. O 202, Sonmur Apls., Darsealn Compound, S0 Road, Matad CVW ). Tl w0 B IO A
il o zal L

Tate : G172 42V3IS 123 | G7SZEI64. Fax 1 91-22- 42935149, Wabaite @ www. g
Email s lesCre Lo CTH e G G ms:am-mwlcwmm:\m
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Name of Dept : R&D | ;
S STABILITY STUDY REPORT FOR ‘

Issued on : 28.06.2013, Reprinted on 02/05/2016 ESOMEPRAZOLE ENTERIC COATED TABLETS 20mg
Document No. : SSR/762/10/003 - _ B | —

LONG TERM STABILITY STUDY REPORT
BATCH NUMBER: 7621003

Product Nama: ESOMEPRAZOLE ENTERIC COATED TABLETS 20mg
| Each enteric coated tablet contains:
Esomeprazole Magnesium Trinydrate USP
Equivalent fo Esomeprazale  20mg
Excipients s
Titanium Dioxide & Red Oxida

BATCH SIZE: 200000 Tablets

" Mifg. Date: May-2010

[ Exp. D. Apiil-2013

BATCH TYPE: Commercial

_ Set Up Date : 10.06.2010

[ STI.IDY COMPLETION DATE: 15.06.2013

STORAGE CONDITIONS: Temperature.: 30°C£2°C & RH 65%£5%

Pack Details :

10 tablets packed in Alu-Alu bligtar.

TEST SPECIFICATION. 18 months 24 36 months R N -
Dascnpmn Brown colaured, circular, Brown coloured, circular, Brown coloured, circular, Brown coloured, croular, ,
| biconvex, enteric coated biconvex, enenc coated biconvex, enteric coated biconvex, antari coated | i
tablets, tablets. . tablets. tablets. _— - | _
I Average Weight of Tablet 92.5mg +7.5% (85.56mg - 99.44 mg) 9543 mg 95.68 mg 9587 mg } |
| Disintegration Time a) 0. 1N HCI for 2 hours no any fragments | ajNo any fragments found | ajNo any fragments found | a)No any | fragments found
. b} In mieed phosphaie buffer pH 6.8 NMT | b) 9 mins - b} 10 mins b} 11 mins i
45 minutes - " ]
Dissolution
Apparatus USP Typa Il (Faddie)
Medium A00mE of 0.1M Hydrochloric Acid for 2 hirs
900 ml pH 6.8 Phasphate buffer for 45 min
Speed : 100RPM
Temperature : 3T+ 05°C
Time Interval - MMT 10% of labelied amount released i
2 hrs after Zhrs in 01N hydrochloric achd 328% 342 % 307 % !
MLT 75 {0)% releasad in pH 6.8 bufier i
45 mins B6.33% 86.75% BE.96%
Organic Impurities Omeprazole Sulfone - NMT 0.5% 0.21% 0.26% 0.32% [
Any Othar Individual impurity « NMT 0.2% 0.058% 0.083% 0.072% !
Total Impuritias = NMT 2.0% 0.69% 0.72% 0.79% — — - S 4
Hwntemntjlly dosage uni by Between B5.0% to 115.0% 100.58% 100.48% 100.38% l |
| Assay: Each entarc coated tablet contains: — R = .
Esomaprazole Magnesium !
Trihydrate USP Between 90.0% to 110.0% of labelled - 1 |
Equivalent 1o Esomeprazole amount 100.72% 80.17% LICEE |
20mg (Between 18.0mg to 22.0mg) N S T SV A S ——
la ramoval Date 10.12.2011 10.06.2012 10062013 - |
Sampla Analysis Data 16.12.2011 15.06.2012 15.06.2013 ] o 4
AR NO o ROR/TE21003/10/11 RDR/7621003/11/12 ROR/7621003/12/13 | | |
| RDS NO RDS/T621003/10/11 RDS7621003/1112 RDS/T621003/12/13 | . | |
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Remark : The product is found to be stable for 36Monihs at 30°Cz 2°C & RM B5%25%and hence the projected shelf life of 36 months can be glven to the preduct
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