ATENOLOL COMPRIMIDOS 50 mg
ESTUDIO DE ESTABILIDAD
Diseno- Estudio - Tabla Resumen

1.- RESUMEN : DISENO Y ESTUDIO DE ESTABILIDAD

ESTABILIDAD ACELERADA

: 40°C + 2°C y Humedad Residual: 75% + 5%
7511401; 7511402 y 7511403
Diciembre 2014
16 Diciembre 2014
: 22 Junio 2014
: Lotes productivos de 600.000 comprimidos
: Blister ALU-PVC (impreso).

Temperatura

Lotes analizados

Fechas de Fabricacion
Fecha de inicio del estudio
Fecha de término del estudio
Tipo y Tamafio de lotes

Tipo de material de envase

Fabricante de APl empleado en Estudio:
Kopran Research Laboratories Limited.
Direccién: K-4/4, Additional MIDC, At/Post: Birwadi, Tal: Mahad, Dist: Raigad, Pin 402302, Maharshtra, India.

Fabricante y direccion del sitio de Fabricacion:
Pell Tech Health Care Pvt Ltd.
Direccién: Plot.N°20B, Tansa Farm Estate, Bhiwandi-Wada Road, Wada, Thane, Maharashtra - 421312

Laboratorio que desarrolla el Estudio de Estabilida  d:
Pell Tech Health Care Pvt Ltd.
Direccion: Plot.N°20B, Tansa Farm Estate, Bhiwandi-Wada Road, Wada, Thane, Maharashtra - 421312

Tiempo(meses)
- Inicial 1 2 3 6
Test 1 Especificacion & 0
Descripcion Comprimidos blancos redondos y planos, con

linea de fraccionamiento en uno de sus lados

X

Peso promedio

Peso tedrico del comprimido
Limite :180 mg: £ 5%.
(171,0 mg - 189,0 mg)

Tiempo de desintegracién

No mas de 30,0 minutos

Disoluciéon

Medio : Buffer acetato 0.1 N,

pH 4,6,

Volumen: 900 mL.
Aparato: USP Tipo
2(paletas);

Velocidad : 50 rpm.
Temperatura: 37°C £0,5 °C
Tiempo: 30 minutos.

No menos del 80% (Q) de la cantidad
declarada de C14H2,N,O3 en la etiqueta del
envase de venta, se disuelve en 30 minutos

Valoracion:
Cada comprimido contiene:
Atenolol 50 mg

Limite:

Cada comprimido contiene entre 45,0 mg
hasta 55,0 mg.

Entre un 90 % al 110% de la cantidad
declarada

En donde se indica con una “equis”, significa que se hara (Hizo) la determinacion analitica indicada.
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ATENOLOL COMPRIMIDOS 50 mg
ESTUDIO DE ESTABILIDAD
Diseno- Estudio - Tabla Resumen

ESTABILIDAD A TIEMPO REAL
EN DESARROLLO

Temperatura : 30°C + 2°C y Humedad Residual: 65% + 5%
Lotes analizados ;. 7511401; 7511402 y 7511403

Fechas de Fabricacién . Diciembre 2014

Fecha de inicio del estudio : 16 Diciembre 2014

Fecha de término del estudio : 22 Junio 2014

Tipo y Tamafio de lotes : Lotes productivos de 600.000 comprimidos
Tipo de material de envase : Blister ALU-PVC (impreso).

Fabricante de APl empleado en Estudio:
Kopran Research Laboratories Limited.
Direccion: K-4/4, Additional MIDC, At/Post: Birwadi, Tal: Mahad, Dist: Raigad, Pin 402302, Maharshtra, India.

Fabricante y direccion del sitio de Fabricacion:
Pell Tech Health Care Pvt Ltd.
Direccion: Plot.N°20B, Tansa Farm Estate, Bhiwandi-Wada Road, Wada, Thane, Maharashtra - 421312

Laboratorio que desarrolla el Estudio de Estabilida  d:
Pell Tech Health Care Pvt Ltd.
Direccién: Plot.N°20B, Tansa Farm Estate, Bhiwandi-Wada Road, Wada, Thane, Maharashtra - 421312

Tiempo(meses)
- | Inicial 3 6 9 12 18 24 36

Test 4 Especificacion 1 0
Descripcion Comprimidos blancos redondos y

planos, con linea de fraccionamiento X X X X X - - -

en uno de sus lados
Peso promedio Peso tedrico del comprimido

Limite :180 mg: + 5%. X X X X X - - -

(171,0 mg - 189,0 mg)
Tiempo de desintegracion No més de 30,0 minutos X X X X X - - -
Disolucion
Medio : Buffer acetato 0.1 N, pH No menos del 80% (Q) de la
4,6, cantidad declarada de C14H22N,03 X X X X X - - -
Volumen: 900 mL. en la etiqueta del envase de venta,
Aparato: USP Tipo 2(paletas); se disuelve en 30 minutos

Velocidad : 50 rpm.
Temperatura: 37°C £0,5 °C
Tiempo: 30 minutos.

Valoracion: Limite:
Cada comprimido contiene: Cada comprimido contiene entre X X X X X - - -
Atenolol 50 mg 45,0 mg hasta 55,0 mg.

Entre un 90 % al 110% de la
cantidad declarada

En donde se indica con una “equis”, significa que se hara (Hizo) la determinacién analitica indicada. - = Pendiente o
en desarrollo

OPKO CHILE S.A.



ATENOLOL COMPRIMIDOS 50 mg
ESTUDIO DE ESTABILIDAD
Diseno- Estudio - Tabla Resumen

2.- FORMULA CUALICUANTITATIVA

Ingredientes Cantidad por Especificacion
unidad Analitica
(mg)
Atenolol 50.0 USP v
Almidén de maiz 79,17 BPv
Celulosa Microcristalina PH101 20,00 BPv
Almidon glicolato de sodio 15,00 BPv
Talco purificado 7,00 BPv
Dioxido de silicio colloidal(Aerosl) 2,50 BPv
Estearato de magnesio 2,00 BPv
Povidona(P.V.P.K30) 2,00 BPv
Lauril Sulfato de sodio 2,00 BPv
Parahidroximetilbenzoato de sodio 0,30 BPv
(Metilparabeno sodico)
Parahidroxipropilbenzoato de sodio 0,03 BPv
(Propilparabeno sadico)
Agua purificada * C.S. BPv
Peso tedrico del comprimido 180,00

*Agua purificada es un solvente que es removido durante el proceso de fabricacion, no se encuentra
en el producto final.

USPv= Farmacopea de Los Estados unidos de América vigente

BPv = Farmacopea Britanica vigente

OPKO CHILE S.A.



ATENOLOL COMPRIMIDOS 50 mg

ESTUDIO DE ESTABILIDAD
Diseno- Estudio - Tabla Resumen

FORMULA CULICUANTITATIVA DE ORIGEN

Pvt. Ltd.

P Pell Tech Health Care

FOTIN
Reg. Cffice o
A5} Torvros b, \}II‘ i I--If
Maar Marve Road e, 5. W Road S

Nt (N}, Db - SO0 038 DI

QUALTTATIVE QUANTITATIVE FORMULA

Generic Name

Atenolol Tablets USP 500 mg

Reference USP | Pageno.1lofl

Brand Name

Document No. QAQNTGT51/02/14

FGT751

Product Code Supersedes No. QAQN/TFGT51/01/13
Shelf Life 36 months Effective Date 27/05/2014
Review Date 26/042019

Reference FPS No. FPS/FGT51/02/14

Storage Condition: Preserve in well-closed container between 28°C-32°C

Label Claim: Fach uncoated tablet contains: Pack Profile:
Atenolol USP S0mg 10 tablets Packed in blisters
Excipient q.s 10310 blister packed in carfon
Sr. Ingredients Specifications Rationale Label Overages | Qtv/tablets
No. Claim (%%0) (mg)
(mg)
1 Atenolol LUSP Active 50 - 50.00
2 Maize starch BF Driluent and - - 7917
Binder
3 Microcrystalline Cellulose BP Diluent - - 20.00
PH 101
4 Colloidal Silicon Dioxide BP Binder and - - 2.50
(Aerosil) Glidant
5 Sodinm Methyl Parahydroxy BP Preservative - - 0.30
Benzoate (Sodium methyl
paraben)
s] Sodinm Propyl Parahvdroxy BP Preservative - - 0.03
Benzoate (Sodinm propyl
paraben)
I Povidone (P.W.P. K30) BP Binder - - 2.00
8 Purified Water® BP Vehicle - - 42.00
Q Magnesium stearate BF TLubricant - - 2.00
10 Purified Talc EP Glidant - - 7.00
11 Sodium Starch Glycolate BPFP Distinfigrant - - 15.00
12 Sodinm Laurvl Sulphate BP Lubricant - - 2.00
TOTAL 180.00 mg |
* Not present in final product
L : __Prepared By CheckedBy | Approved By |
Signldate Fhikoas] g: \ : | ~ .61 ;
e EIE\S_TLJ | _g_;ﬂ'ks.l 14 C Q;Téﬁ}{?’:{}ilﬁ
Mame Ms. Dipti Gaikwad Mr.Satyanarayana | Mr.C.D. Tiwsrd |
: ] Kaha
Department - R.A. Officer | R & D Manager 01 A. Manager
. |
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ATENOLOL COMPRIMIDOS 50 mg
ESTUDIO DE ESTABILIDAD
Diseno- Estudio - Tabla Resumen

3.- METODO DE ANALISIS 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.

4.- ESPECIFICACIONES DE PRDOUCTO TERMINADO PARA EST UDIO DE ESTABILIDAD

Las especificaciones del producto terminado que se consideraron para determinar durante el estudio de
estabilidad, se eligieron con el criterio de que son las que realmente reflejarian un eventual deterioro fisico-
guimico del producto.

Test Especificacion

Descripci 6n Comprimidos blancos redondos y planos, con linea de fraccionamiento en uno de sus
lados

Peso promedio Peso tedrico del comprimido

Limite :180 mg: + 5%.
(171,0 mg - 189,0 mg)

Tiempo de desintegracion No més de 30,0 minutos

Disolucion

Medio : Buffer acetato 0.1 N, pH 4,6, No menos del 80% (Q) de la cantidad declarada de Ci4H2,N,Os en la etiqueta del
Volumen: 900 mL. envase de venta, se disuelve en 30 minutos

Aparato: USP Tipo 2(paletas);
Velocidad : 50 rpm.
Temperatura: 37°C 0,5 °C
Tiempo: 30 minutos.
Valoracion: Limite:

Cada comprimido contiene: Atenolol 50 mg Cada comprimido contiene entre 45,0 mg hasta 55,0 mg.
Entre un 90 % al 110% de la cantidad declarada

5.- EVALUACION Y ANALISIS DE LOS RESULTADOS:

De acuerdo a los resultados obtenidos en el Estudio de Estabilidad Acelerado (40°C +2°C; HR: 75 +
5%; INICIAL, 1,2, 3Y 6 MESES ) completo para los Lotes 7511401; 7511402 y 7511403. Y el Estudio de
Estabilidad a Tiempo Real en curso, en condiciones de temperatura y humedad (Temperatura 30°C £ 2° C;
Humedad relativa 65% + 5%), del cual se presentan los puntos 0,3,6,9 y 12 meses, para los Lotes
7511401; 7511402 y 7511403. Se puede verificar que los lotes estudiados no muestran deterioro fisico o
guimico en el envase estudiado. No se evidencia una disminucidn significativa en la valoracion del activo y
los parametros analizados hasta el momento, donde los mismos se mantuvieron dentro de los limites
especificados.

6.- CONCLUSIONES:

Con los resultados obtenidos permiten proponer, para el producto ATENOLOL COMPRIMIDOS 50 mg,
un periodo de eficacia provisorio de 24 meses, almacenado en su envase original en un lugar fresco a una
temperatura no mayor a 30°C, protegido de la humedad y la luz.

En paginas siguientes se adjuntan Las tablas de resultados de los Estudios de Estabilidad sefialados de
los Lotes 7511401; 7511402 y 7511403. En las condiciones de temperatura y humedad sefialadas.
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ATENOLOL COMPRIMIDOS 50 mg
ESTUDIO DE ESTABILIDAD
Diseno- Estudio - Tabla Resumen

ESTUDIO DE ESTABILIDAD ACELERADO

TABLAS RESUMEN DE RESULTADOS

OPKO CHILE S.A.



ATENOLOL COMPRIMIDOS 50 mg

ESTUDIO DE ESTABILIDAD
Diseno- Estudio - Tabla Resumen

Pell Tech Health Care Pvt. Ltd.

Corp. Off.: 202, Sonmur Apts., Daruwala Compound, SV, Road, Maiad (W), Mumbai-400 064 INDIA
Tele : 91-22 42036123 [ 67626364, Fax : 91-22. 42635149, Websito : www. pelitechhealthcare.com
Emall : sales@pelitechhealibcare com, customergervice@palilechhealihcare.com

Name of Dept : QA

Issued on :06.07.2015 Reprinted on: 09/06/2016

Document No. : SSRIFG751/15/001

STABILITY STUDY REPORT FOR
ATENOLOL TABLETS USP 50 mg

"
"

P

ACCELERATED STUDIES REPORT

Product Name: _Atenolol Tablets USP 50mg

BATCH NUMBER: 75115001

Label Claim: Each uncoated
Atenolol USP

tablet contains:
50mg

BATCH SIZE: 6,00,000 Tablets

Mfg. Date: Jul-2015

Exp. Date: Jun-2018

BATCH TYPE: Process Validation & Commercial

Set Up Date : 29/07/2015

STUDY COMPLETION DATE: 3010112016

STORAGE CONDITIONS: Temperature.: 40°C+ 2°C/75% + 5 %RH

Pack Details : 10 Tablets packed in Blister

TEST SPECIFICATION Initial 1 months 2 months 3 months 6 months
Description White circular flat uncoated White circular fiat White circular flat White circular flat White circular flat White circular flat
tablet having breakiine on one uncoated tablet having | uncoaled tablethaving | uncoated tablet having | uncoated fablet having | uncoated tablet having
side of each fablet. breakline on one side of | breakline on one side of | breakiine on one side of | breakline on one side of | breakline on one side of
each tablet. each tablet each tablet. each tablet. each fablet
Average weight 180mg £ 5% 184.00 mg 185.10mg 18410 mg 184.50 mg 18320 mg
(171.0mg - 189.0mg)
Disintegration time NMT 15 mins 3min 13 sec 3min 25 sec 3 min 01 sec 3min 15 sec 3min 20 sec
Dissolution
Apparatus USP Type Il (Paddle)
Medium 900ml, 01N Acetate Buffer,
v pH46
Speed : 5 pn 9.9% 96.1% 95.5% 95.2% 94.5%
Temperature : 't 05°C
Time interval : 30 ming Not less than 80%(Q) of the
|abeled amount dissolved
Assay : Each uncoated tablef contains
ol WL 98% 950% 940% 0940% 920%
(Between 450 mgto 550 mg) (49.800 mg) (49.750 mg) (49.700 mg) (49.700 mg) (49.600 mg)
Sample removal Date 2710712015 20/08/2015 2010912015 2911012015 29/0112016
Sample Analysis Date 29/07/2015 3000812015 3010912015 311072015 3110112016
ARNO 2015-16/QCPIFGRI0255 2015- 2015- 2015 2015
16/SSRI75115001/01/A | 16/SSRI75115001/01/B | 16/SSRI75115001/01/C | 16/SSRI75115001/01/D
Remark:- The product is found to be stable for 6 Months at 40°C £ 5°C & RH 75% £ 5% and hence the projected shelf life of 36 months can be given to the product.
Do 7(5 /Zf l(‘ Date: °9\0_(\\'u\\i
NANE Q1 (4o~ NAME )y (o,
QMANAGER QANANAGER 3
Format No: QA-068 GEN-F3
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ATENOLOL COMPRIMIDOS 50 mg

ESTUDIO DE ESTABILIDAD

Diseno- Estudio - Tabla Resumen

Pell Tech Health Care Pvt. Ltd.

Corp. OM.: 202, Sonmur Apts. , Daruwala Compound, §.V. Road, Maiad (W), Mumbai-400 064 INDIA
Tele : 91-22 42035123 / 675256354, Fax : 91-22- 42935149, Website : www.pelltachhealthcare.com
Emall : sales@pelllechhoalihcare.com, customergerviceg@pelilechhealihcare.com

Name of Dept : QA

lssued on : 06072015 Reprinted on: 09/06/2016

Document No. : SSRIFG751/15/001

STABILITY STUDY REPORT FOR
ATENOLOL TABLETS USP 50 mg

ACCELERATED STUDIES REPORT

Product Name:  Atenolol Tablets USP 50mg

BATCH NUMBER: 75115002

Label Claim: Each uncoated tablet contains:

Atenolol USP

50mg

BATCH SIZE: 6,00,000 Tablets

Mfg, Date: Jul-2015

Exp. Date: Jun-2018

BATCH TYPE: Process Validation & Commercial

Set Up Date : 2010772015

STUDY COMPLETION DATE: 30/01/2016

STORAGE CONDITIONS: Temperature.: 40°C+ 2°C/78% + § %RH

Pack Details : 10 Tablets packed in Blister

TEST SPECIFICATION Iitial 1 months 2 months 3 months 6 months
Description White circular flat uncoated White circular flat White circular flat White circular flat White circular flat White circular flat
tablet having breakine onone | uncoated fablet having |  uncoated tablel having | uncoated fablethaving | uncoated tablet having | - uncoated tablet having
side of each tablet. breakline on one side of | breakiine on one side of | breakline on one side of | breakiine on one side of | breakline on one side of
each tablet gach tablet. each fablet, gach lablet, each tablet,
Average weight 180mg £ 5%
(171.0ng - 189.0m) 184.1 mg 185.20 mg 185,60 mg 185.10 mg 186.00 mg
Disintegration time NMT 15 mins 3 min 55 sec 3min 35 sec 3min 31 sec 3min 20 sec 3min 18 sec
Dissolution
Apparatus USP Type Il (Paddle)
Medium 900ml, 0.1N Acetate Buffer,
pH46
Speed | 50 pm 97.0% 96.7% 96.5% 96.8% 95.5%
Temperature 31+ 05°C
Time interval : 30 mins| Not less than 80%(Q) of the
labeled amount dissolved
Assay : Each uncoated tablet containg
W AR T 1012% 101.1% 1008% 1009% 1007%
(Between 450 mg o 550 mg) (50.60 mg) (50.55 mg) (50.40 mg) (50.45 mg) (50.35 mg)
Sample removal Date 27107/2015 29/08/2015 2010912015 201012015 290112016
Sample Analysis Date 20/07/2015 30/08/2015 30/09/2015 311012015 3110112016
ARNO 2015 2015 2015 2015 2015-
16/QCPIFGRIO256 | 16/SSR75115002101/A | 16/SSRI75115002001/B | 16/SSRA5115002/01IC | 16/SSRIT5115002001/D
Remark:- The product is found to be stable for 6 Months at 40°C £ 5°C & RH 75% # 5% and hence the projected shelf life of 36 months can be given to the product.
fsgfv K
Dae; ) i, Date 03}%\“ |6
NAME S‘NQI Ve NAKE Vo (l”
Na WA
Q.C.MANAGER Q.AMANAGER
Format No: QA-068 GEN-F3
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ATENOLOL COMPRIMIDOS 50 mg

ESTUDIO DE ESTABILIDAD
Diseno- Estudio - Tabla Resumen

Pell Tech Health Care Pvt. Ltd.

Corp. Off.: 202, Sonmur Apts., Daruwala Compound, S.V. Road, Malad (W), Mumbas-400 054, INDIA
Tele : 01-22 42035123 | 67525354, Fax : 91-22- 42935149, Website | www pelltachhealthcare com
Emall : sales@peliachhealihcare.cam., customergervice@pelitgchhealihcare.com

Name of Dept : QA

Issued on : 06.07.2015 Reprinted on: 09/06/2016

Document No. : SSRIFG751/15/001

STABILITY STUDY REPORT FOR
ATENOLOL TABLETS USP §0 mg

ACCELERATED STUDIES REPORT

Product Name:  Atenolol Tablets USP 50mg

BATCH NUMBER: 75115003

Label Claim: Each uncoated tablet contains:

Atenolol USP

50mg

BATCH SIZE: 6,00,000 Tablets

Mfg. Date: Jul-2015

Exp. Date: Jun-2018

BATCH TYPE: Process Validation & Commercial

Set Up Date : 29/07/2015

STUDY COMPLETION DATE: 30/01/2016

Pack Details ; 10 Tablets packed in Blister

STORAGE CONDITIONS: Temperature.. 40°C# 2°CI75% + § %RH

TEST SPECIFICATION Initial 1 months 2 months 3 months 6 months
Description White circular flat uncoated ~ White circular flat White circular flat White circular flat White circular fiat White circular flat
tablet having breakiine onone |  uncoated tablet having | uncoated tablet having | uncoated tablet having | uncoated ablet having | uncoaled tablet having
side of each tablet. breakling on one side of | breakline on oneside of | breakiine on one side of | breakiine on one side | breakline on one side of
each tablet, each tablet gach tablet. of each tablet. each fablet
Average Weight 180mg + 5%
(171.8 mg - 189.0mg) 184,00 mg 185.60 mg 185,70 mg 185.40 mg 186.90 mg
Disintegration time NMT 15 mins 3 min 38 sec 3min 21 sec 3min 15 sec 3 min 22 sec 3 min 25 sec
Dissolution USP Type Il (Paddle)
Apparatus §00ml, 0.1N Acetate Buffer, pH
Medium 46
Speed 7 50 rpm 97.2% 97.1% 96.9% 96.5% 9%.6%
Temperature 3°:05°C
Time interval : 30 mins | Not less than 80%(Q) of the
Iabeled amount dissolved
Assay : Each uncoated tablet containg
Atenolol ~ USP  50mg Between 90% to 110% of
labeled amount. 101.30% 101.2% 101.4% 101.1% 100.8%
(Between 45,0 mg fo 55.0 mg) (60.650 mg) (50.60 mg) (50.70 mg) (60.55 mg) (5040 mg)
Sample removal Date 2100712015 29/06/2015 29/0912015 291012015 290112016
Sample Analysis Date 29007/2015 30108/2015 3000912015 311012015 30112016
ARNO 2015-16/QCP/FGR/00257 2015- 2015- 2015- 2015
16/SSRIT511500301/A | 16/SSR/75115003/01/8B | 16/SSRI7511500301/ | 16/SSR/751150031011D
C
Remark:- The product is found to be stable for 6 Months at 40°C £ 5°C & RH 75% & 5% and hence the projected shelf ife of 36 months can be given to the product.
Date: @? / Hg/ ul { Date: 9| 361 Ml t "
MME Oy (e NAME Vipp ho

by~

i 8

Q.CMANAGER

g~

QAMANAGER

Format No: QA-068 GEN-F3
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ATENOLOL COMPRIMIDOS 50 mg

ESTUDIO DE ESTABILIDAD
Diseno- Estudio - Tabla Resumen

ESTABILIDAD A TIEMPO REAL

TABLAS RESUMEN DE RESULTADOS

OPKO CHILE S.A.
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ATENOLOL COMPRIMIDOS 50 mg

ESTUDIO DE ESTABILIDAD

Diseno- Estudio - Tabla Resumen

Pell Tech Health Care Pvt. Litd.

Corp, Off.; 202, Sonmur Apis,, Daruwala Compound, SV, Road, Maiad 1W): Mumbai-400 064 INDIA
Tele ; 91-22 42035123 ( 67525354, Foax : 91-22- 42035149, Website : www pelltachhealthcare.com
Email : sales@peliechhealitcare.com, cuslomergervice@pelilechhealthcare.com

Name of Dept : QA

Issued on : 06.07.2015 Reprinted on: 09/06/2016

Document No. : SSRIFG751/15/001

STABILITY STUDY REPORT FOR
ATENOLOL TABLETS USP 50 mg

LONG TERM STUDIES REPORT

Product Name:  Atenolol Tablets USP 50mg

BATCH NUMBER: 75115001

Label Clim: E;“O:L';‘ﬂ’s‘;d “h':;;‘;““i“’: BATCH SIZE: 6,00,000 Tablts
Mfg Date: Jul-2015 Exp. Date: Jun-2018 BATCH TYPE: Process Validation & Commercial

Set Up Date : 29/07/2015

STUDY COMPLETION DATE: Ongoing

STORAGE CONDITIONS: Temperature.; 30°C+ 2°CI65% + 5 %RH

—| Pack Details : 10 Tablets packed in Blister

TEST SPECIFICATION Initial 3 months 6 months 9 months 12 months
Description White circular flat uncoated White circular flat White circular flat White circular flat White circular flat White circular flat
tablet having breakline on one uncoated tablet having | uncoated tablet having | uncoaled tablet having | uncoaled lablet having | uncoated tablet having
side of each tablet. breakline on one side of | breakline on one side of | breakline on one side of | breakline on one side of | breakline on one side of
each tablet. each tablet gach fablet each lablet. gach fablet.
Average weight 180mg £ 5% 18400 mg 185.15 mg 184.18 mg 184/16 mg 183.20mg
(171.0mg - 189.0mg)
Disintegration time NMT 15 mins 3min 13 sec 3 min 23 sec 3 min 18 sec 3 min 26 sec 3 min 27 sec
Dissolution
Apparalus USP Type Il (Paddle)
Medium 900ml, 0.1N Acetate Buffer,
' pH46 8
Speed : 50rom 96.9% 96.2% 96.1% 9.0% 96.2%
Temperature ; 37+ 05°C
Time interval : 30 mins Not less than 80%(Q) of the
[abeled amount dissolved
Assay : Each uncoated tablet contains
it T 98% 050% % 40% 920% 920%
(Beeen 450 mg 0550 mg) (49.800 m) (49.750 mg) (49.700 mg) (49.600 mg) (49.650 mg)
Sample removal Date 2710712015 29/08/2015 290912015 20110/2015 29/01/2016
Sample Analysis Date 2000712015 30/08/2015 300972015 31012015 3110112016
ARNO 2015-16/QCP/FGRI00255 2015- 2015 2015 2015-
16/SSR75115001/02A | 16/SSRIT5115001/02/B | 16/SSRIT5115001/02/C | 16/SSR/75115001/021D
Remark:- The product is found to be stable for 09 Months at 30°C+ 2°C/65% + 5 %RH.
Date: N4 9 / Lo/ ‘( | Date 59\05\1{1(
NAVE | (RO NAMEV()&T@ 5
QCMANAGER ,ﬁA.MANAGER

Format No: QA-068 GEN-F3

OPKO CHILE S.A.
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ATENOLOL COMPRIMIDOS 50 mg

ESTUDIO DE ESTABILIDAD

Diseno- Estudio - Tabla Resumen

Pell Tech Health Care Pvt. Ltd.

ie W,

Corp. Off.: 202, Sonmur Apts,, Daruwala Compound, S.V. Road, Malad (W), Mumbai-400 064, INDIA.
Téle : 91-22 42936123 / 67525354, Fux : 91-22- 420315149,
Emall : sales@pelitachhealihcare,com., customergervicefoalilgchhaatthcare com

a.com

Name of Dept : QA

Issued on : 06.07.2015 Reprinted on: 09/06/2016

Document No. : SSRIFG751/15/001

STABILITY STUDY REPORT FOR
ATENOLOL TABLETS USP 50 mg

L1}

LONG TERM STUDIES REPORT

Product Name: _ Atenolol Tablets USP 50mg BATCH NUMBER: 75115002
Label Claim:  Each uncoated tablet contains: g
Alenolol USP 50 BATCH SIZE: 6,00,000 Tablets
Mfg. Date: Jul-2015 Exp. Date: Jun-2018 BATCH TYPE: Process Validation & Commercial
Set Up Date : 2010712015 STUDY COMPLETION DATE: Ongoing ,
STORAGE CONDITIONS: Temperature: 30°C+ ZC68% + 5 %RA OATGHIASER 1o
TEST SPECIFICATION Initial 3 months 6 months 9 months 12 months
Description White circular flat uncoated While circular flat White circular flat White circular flat White circular flat White circular flat
tablet having breakiine on one | uncoated tablet having | uncoaled tablet having | uncoated tablet having | uncoated tablet having | uncoaled tablet having
side of each tablet. breakline on one side of | breakline on one side of | breakline on one side of | breakiine on one side of | breakline on one side of
each tablet. gach fablel. each fablet, each tablel, each tablet
Average weight 180mg £ 5%
(171.0mg - 189 0mg) 184.1mg 185.22 mg 185.25 mg 185.20 mg 186.21 mg
Disintegration time NMT 15 ming 3 min 55 sec 3 min 30 sec 3 min 31 sec 3 min 35 sec 3 min 28 sec
Dissolution
Apparatus USP Type Il (Paddle)
Medium 900ml, 0.1N Acetate Buffer,
pH4.6
Speed 50 rpm 97.0% 96.8% 96.7% 96.5% 96.1%
Temperature * 3’1 05°C
Time interval © 30 ming| Not less than 80%(Q) of the
labeled amount dissolved
Assay : Each uncoated tablet containg
0
il % Lo L 101 2% 101.4% 1009% 101.0% 1008%
(Between 450 mgto 550 mg) (50.60 mg) (50.55 mg) (5045 mg) (50.50 mg) (5040 mg)
Sample removal Date 2100712015 2000812015 291092015 291102015 290112016
Sample Analysis Date 2900712015 30/08/2015 30/09/2015 311012015 3110112016
ARNO 2015- 2015 2015- 2015 2015
16/QCP/FGRI00256 | 16/SSRT5115002002A | 16/SSRIT51150021028 | 16/SSRIT5115002021C | 16/SSRIT5115002/021D
Remark:- The product is found to be stable for 09 Months at 30°C# 2°C/65% + 5 %RH. L{
Y 07 / : /U’ | 0 \
Date: ' Date; ©1 bGl 10l6
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Tele :
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Document No. : SSRIFG751/15/001

STABILITY STUDY REPORT FOR
ATENOLOL TABLETS USP 80 mg

LONG TERM STUDIES REPORT

Product Name:  Atenolol Tablets USP 50mg BATCH NUMBER: 75115003
Label Claim: Each uncoated tablet contains: :
Atnolol USP 50mg BATCH SIZE: 6,00,000 Tablets
Mfg. Date: Jul-2015 Exp. Date: Jun-2018 BATCH TYPE: Process Validation & Commercial
Set Up Date ; 20/07/2015 STUDY COMPLETION DATE: Ongoing A ,
STORAGE CONDITIONS: Temperature.: 30°C+ 2°CI5% ¢ 5 %RH Pack Decals ;14 Tavts packad I Bt
TEST SPECIFICATION Initial 3 months 6 months 9 months 12 months
Description White circular flat uncoated White circular flat White circular flat White circular flat White circular flat White circular flat
teblet having breakline onone |  uncoated fablet having | uncoated tablet having | uncoated tablet having | uncoated tablet having | uncoated tablet having
side of each tablet. breakline on one side of | breakline on one side of | breakiine on one side of | breakline onone side | breakline on one side of
gach fablet. each tablel, each table. of each tablet. each {ablet
Average Weight 180mg + 5%
(174.0mg - 189.0my) 184.00 mg 185.10 mg 185.15 mg 185.09 mg 185.25mg
Disintegration time NMT 15 ming 3min 36 sec 3min 32 sec 3min 20 sec 3 min 22 sec 3 min 27 sec
Dissolution
Apparatus USP Type Il (Paddle)
900ml, 0.1N Acetate Buffer, pH
Medium 46
Speed ' 50 pm 07.2% 97.0% 96.8% 96.2% 97.0%
Temperature 37 0.5°C
Timeinterval @ 30mins | Not less than 80%(Q) of the
Izbeled amount dissolved
Assay ; Each uncoated tablet contains
Atenolol ~ USP 50mg | Between 90% to 110% of
labeled amount. 101.30% 101.2% 101.0% 101.4% 100.9%
Sample removal Date 270712015 29/082015 2910972015 29/10/2015 29012016
Sample Analysis Date 2010712015 30/08/2015 3010972015 3102015 3110112016
ARNO 2015- 2015- 2015- 2015 2015-
16/QCPIFGRI00257 16/SSR/75115003/02/A | 16/SSR75115003/02/8 | 16/SSRIT5115003102 | 16ISSRIT5115003/02/0
C
Remark:- The product is found to be stable for 09 Months at 30°C+ 2°C/65% + § %RH.
pate: & g & Date; @ \nk\ﬂpl ¢ .
NAME NANE \mq Rl
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CONCLUSIONS OF THE STUDY:

Conclusion:

Based cn the favorable results obtained mn all the results of stability study performed at accelerated stability
conditions (40°C = 2°C /75 = 5%FH) and real time (long term) stability conditions (30°C = 2°C /65 + 5%RH). it
15 possible to say that the product Atenolol 50 mg USP tablets is stable for the period of 6 months.

Further. as per the stability protocol the product is still kept at the Real time (long-term) upto the period of

expected shelf life of 36 months.

Person In-charge of the study

; 3 -
Signature: M

Mame: Mr. Shobhnath Tiwan

Designation: QC Manager
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