ALKEM
ALKEM LABORATORIES LIMITED

STABILITY REPORT FORMAT FOR CEFPODOXIME PROXETIL TABLETS USP 200MG
(Protocol Number: FRD/P/086/16-00)

Product . Cefpodoxime Proxetil Tablets USP Batch No. . 6142103 (Mother Batch:6142103)
Strength : 200mg Batch Size 1 215000 Tablets

Pack 1 20's HDPE pack Mig. Date : Aug-20186

Condition T 25x2°C/60+£5%RH Stability Start Date o 14/09/2016

Reason for stability . Microbiological stability study. Pack Code 1 NT9611

22 Tests Specification nital Station M

Microbial Enumeration test and test for
Specified Microorganisms

i} Total Viable aercbic microbial count Not more than 10 3 cfu/g <10 cfu/g Nil cfu/g

ii} Total combined molds and yeasts count | Not more than 10 2 cfu/g <10 cfu/g Nil cfu/g

iil) Specified microorganisms

a) Staphylococcus aureus Absent - Absent
b) Pseudomonas aeruginosa Absent - Absent
¢) Escherichia coli Absent Absent Absent
d) Salmonella species Absent g Absent
e) Candida albicans Absent - Absent
Date of Sample Withdrawn - 14.09.17
Date of Analysis 13.09.16 03.01.18
fu: Colony forming unit.
Conclusion: Based on above data, it is concluded that the above preduct is stable for 12 months at 25+ 2°C /60 + 5 % RH.
Remarks: Microbial test at initial was done as per process validation protocol (PVP/A/C/16-020).
o
[
A
Prepared By: “a Checked By: Y

Date ; Date

@7/:5//}8




ALKEM

ALKEM LABORATORIES LIMITED

STABILITY REPORT FORMAT FOR CEFPODOXIME PROXETIL TABLETS USP 200MG
(Protocol Number: FRD/P/088/16-00)

ANNEXURE -1

Active pharmaceutical ingredient (AP} & component details of Cefpodoxime Proxetil Tablets USP 200 mg
Protocol No. FRD/P/086/16-00

Product
Strength
Pack

Cefpodoxime Proxetil Tablets USP

200 mg
20'S HDPE pack

Pack Code : NT9611

Batch No 6142103 (Mother Batch:6142103)
API Details
Sr. No. APl Manufacturer Name A.R. Number
1 Cefpodoxime Proxetil USP Covalent Laboratories Pvt Lid. 614R000790, 614R000824
MOC/Resin Details
Sr. No. | Packaging Material Name of Manufacturer A.R. Number MOC Details with manufacturer
614P001283, Resin Grade: Marlex HHM5502BN, Chevron Phillips.
1 HDPE Bottle 40 CC, 33 MM Shriji Polymers india Ltd. P
614P001332 Colorant: 11078 white US Ampacet.
Resin Grade: Repol H110MA, Relince industries Lid.
5 Cap Child Resistant 33 MM Shriji Polymers India Ltd. 614P001672 India.
Colorant: 11343 White Ampacet.
Liner: H5123.20 White Prinied Tri-Seal.
Canister Sorb-IT 2 G. Clariant Corporation USA. 614P000693 .
3 Not applicable
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ALKEM

ALKEM LABORATORIES LIMITED

STABILITY REPORT FORMAT FOR CEFPODOXIME PROXETIL TABLETS USP 200MG
{Protocol Number: FRD/P/086/16-00}

Product : Cefpodoxime Proxatil Tablets USP Batch No. 1 6142104 (Mother Baich:6142104)
Strength o 200 mg Batch Size 1 215000 Tablets

Pack : 20's HDPE pack Mfg. Date : Aug-2016

Condition © 2522°C/60+5%RH Stabifity Start Date T 14/09/2016

Reason for stability :  Micrebiological stability study. Pack Code : NT@611

ﬁg Tests Specification il Station TSN

Microbial Enurmneration test and test for
Specified Microorganisms

i} Total Viable aerobic microbial count Not more than 10 2 cfu/g <10 cfu/g Nil cfufg

ii} Total combined molds and yeasts count  Not more than 10 2 cfu/g <10 cfu/g Nil cfu/g

iif) Specified microorganisms

a) Staphylococcus aureus Absent - Absent
b} Pseudomonas aeruginosa Absent - Absent
c) Escherichia coli Absent Absent Absent
d} Salmonella species Absent - Absent
e} Candida albicans Absent - Absent
Date of Sample Withdrawn - 14.09.17

Date of Analysis 13.09.16 03.01.18

Cfu: Coleny forming unit.
Conclusion: Based on above data, it is concluded that the above product is stable for 12 months at 25 £ 2°C /60 £ 5 % RH.
Remarks: Microbial test at initial was done as per process validation protocol (PVP/A/C/16-020).
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ALKEM
ALKEM LABORATORIES LIMITEE

STABILITY REPORT FORMAT FOR CEFPODOXIME PROXETIL TABLETS USP 200MG
(Protocol Number: FRD/P/086/16-00)

ANNEXURE -1

Active pharmaceutical ingredient (APl) & component details of Cefpodoxime Proxetil Tablets USP 200 mg
Protocol No. FRD/P/086/16-00

Product
Strength
Pack

Ceipodoxime Proxetil Tablets USP

200 mg
20'S HDPE pack

Pack Code : NT9611

Batch No 6142104 (Mother Batch:6142104)
API Details
Sr. No. API Manufacturer Name A.R. Number
1. Cefpodoxime Proxetil USP Covalent Laboratories Pvt Lid. 614R000824
MOC/Resin Details
Sr. No. | Packaging Material Name of Manufacturer A.R. Number MOC Details with manufacturer
i Resin Grade: Mariex HHMS5502BN, Chevron Phiflips.
1 HDPE Bottle 40 CC, 33 MM Shriji Polymers India Lid. 614P001332
Colorant: 11078 white US Ampacet.
Resin Grade: Repol H110MA, Relince Industries Lid.
5 Cap Child Resistant 33 MM Shriji Polymers India Ltd. 814P001672 india.
Colorant: 11343 White Ampacet.
Liner: HS123.20 White Printed Tri-Seal.
3 Canister Sorb-IT 2 G. Ciariant Corporation USA. 614P000693 Not applicable
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ALKEM

ALKEM LABORATORIES LIMITED

STABILITY REPORT FORMAT FOR CEFPODOXIME PROXETIL TABLETS USP 200MG
(Protocol Number: FRD/P/086/16-00)

Product . Cefpodoxime Proxetil Tablets USP Batch No. : 6142196 (Mother Batch:6142105)
Strength . 200mg Batch Size 1 215000 Tablets

Pack . 20's HDPE pack Mfg. Date o Aug-2016

Condition : 25:22°C/B60+5%RH Stability Start Date 1 14/09/2016

Reason for stability . Microbiclogical stabitity study. Pack Code : NTS61M

2; Tests Specification PEe Station M

Microbial Enumeration test and test for
Specified Microcrganisms

i} Total Viable aerobic microbial count Not more than 10 3 cfufg <10 cfufg Nil efufg

ii} Total combined molds and yeasts count | Not more than 10 2 cfu/g <10 efu/g Nil cfufg

ity Specified microorganisms

a) Staphylococcus aureus Absent - Absent
b} Pseudomonas aeruginosa Absent - Absent
¢) Escherichia coli Absent Absent Absent
d} Salmonella species Absent -- Absent
e} Candida albicans Absent - Absent
Date of Sample Withdrawn - 14.09.17
Date of Analysis 13.09.16 03.01.18

Cfu: Colony forming unit.
Conclusion: Based on above data, it is concluded that the above product is stable for 12 months at 25 £ 2°C /60 £ 5 % RH.
Remarks: Microbial test at initial was done as per process validation protocol (PVP/A/C/18-020).
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ALKEM

ALKEM LABORATORIES LIMITED

STABILITY REPORT FORMAT FOR CEFPODOXIME PROXETIL TABLETS USP 200MG
{Protocol Number: FRD/P/086/16-00)

ANNEXURE - |

Active pharmaceutical ingredient {APl} & component details of Cefpodoxime Proxetil Tablets USP 200 mg
Protocol No. FRD/P/Q86/16-00

Product
Strength
Pack

Cefpodoxime Proxetil Tablets USP

200 myg
20'S HDPE pack

Pack Code : NT9611

Batch No 6142196 (NMother Batch:6142105)
AP! Details
Sr. No. APl Manufacturer Name A.R. Number
1. Cefpodoxime Proxetil USP Covalent Laboeratories Pvt Lid. 614R000825, 614R000791
MOC/Resin Details
Sr. No. | Packaging Material Name of Manufacturer A.R. Number MOC Details with manufacturer
Resin Grade: Marlex HHM5502BN, Chevron Phillips.
1 HDPE Botlle 40 CC, 33 MM Shriji Polymers India Lid. 614P001332 P
Colorant: 11078 white US Ampacet.
Resin Grade: Repol H110MA, Relince Industries Ltd.
5 Cap Child Resistant 33 MM Shriji Polymers India Ltd. 614P001672 India.
Colorant: 11343 White Ampacet,
Liner: H5123.20 White Printed Tri-Seal.
Canister Sorb-iT 2 G. Clariant Corporation USA, 614P000623 .
3 Not applicable
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ALKEM
ALKEM LABORATORIES LIMITED

STABILITY REPORT FORMAT FOR CEFPODOXIME PROXETIL TABLETS USP 200MG
{Protocol Number: FRD/P/086/16-00)

Product ;. Cefpodoxims Proxetil Tablets USP Batch No. 1 8142176 (Mother Batch:6142104)
Strength : 200 mg Batch Size ;215000 Tablets

Pack ;. 100's HDPE nack Mig. Date : Aug-2016

Condition T 25x2°C/B0+£5%RH Stability Start Date 1 14/09/2016

Reasocn for stability . Micrebiological siability study. Pack Code : NT9612

:2 Tesis Specification inital Station oM

Microbial Enumeration test and test fer
Specified Microorganisms

i) Total Viable aercbic microbial count Not more than 10 2 cfuig <10 cfulg Nil cfulg

ii) Total combined molds and yeasts count | Not more than 10 # cfu/g <10 cfu/g Nil cfu/g

iil} Specified microorganisms

a) Staphylococcus aureus Absent - Absent
b) Pseudomonas aeruginosa Absent . Absent
c) Escherichia coli Absent Absent Absent
d) Salmonella species Absent - Absent
e) Candida albicans Absent - Absent
Date of Sample Withdrawn - 14.09.17

Date of Analysis 13.09.16 03.01.18

Cfu: Colony forming unit.
Conclusion: Based on above data, it is concluded that the above product is stable for 12 months at 25 £ 2°C /60 £ 5 % RH.
Remarks: Microbial test at initial was donz as per process validation protocol (PVPIA/C/16-020).
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ALKEM

ALKEM LABORATORIES LIMITED

STABILITY REPORT FORMAT FOR CEFPODOXIME PROXETIL TABLETS USP 200MG
(Protocol Number: FRD/P/086/18-00)

ANNEXURE -1

Protocol No. FRD/P/086/16-00

Active pharmaceutical ingredient (AP]) & component details of Cefpodoxime Proxetil Tablets USP 200 mg

Strength : 200 mg
Pack : 100'S HDPE pack
Pack Code: NT9612

Product : Cefpodoxime Proxetil Tablets USP

Batch No : 6142176 (Mother Balch:6142104)

AP Details
Sr. No. APl Manufacturer Name A.R. Number
1. Cefpodoxime Proxeti USP Covalent Laboratories Pvt Lid. 6814R000824

MOC/Resin Details

Sr. No. | Packaging Material Name of Manufacturer A.R. Number MOC Details with manufacturer
. . Resin Grade: Marlex HHMS5502BN, Chevron Phillips.

1 HDPE Botile 100 CC, 38 MM Shriji Polymers India Ltd. Unit-] 614P001571

Colorant: 11078 white US Ampacet.

Resin Grade: Repel H110MA, Relince industries Lid.
2 Cap Child Resistant 38 MM Shriji Polymers India Ltd. Unit-1 India.

614P001589 Colorant: 11343 White Ampacet.

Liner: H8123.20 White Printed Tri-Seai.

3 Canister Sorb-IT 2 G. Clariant Corporation USA. 614PC00693 Not applicable
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ALKEM

ALKEM LABORATORIES LIMITED

STABILITY REPORT FORMAT FOR CEFPODOXIME PROXETIL TABLETS USP 200MG
{Protocol Nurnber: FRD/P{086/16-00)

Product . Cefpodoxime Proxetil Tablets USP ' Batch No. T 6142174 (Mother Batch:6142103)
Strength © 200mg Batch Size ¢ 215000 Tablets

Pack : 100's HDPE pack Mfg. Date T Aug-2016

Condition : 25+2°C/60+£5%RH Stability Start Date T 14/09/2016

Reasoen for stability . Microbiclogical stability study. Pack Code : NT9612

Eig Tests Specification il Station T

Microbial Enumeration test and test for
Specified Microorganisms

i) Total Viable aerobic microbial count Not more than 10 * cfu/g <10 cfu/g Nil cfu/g
iy Total combined molds and yeasts count | Not more than 10 2 cfu/g <10 cfulg Nil cfulg
1
iii) Specified microorganisms
z) Staphylococcus aureus Absent - Absent
b) Pseudomonas aeruginosa Absent o Absent
c) Escherichia coli ‘ Absent Absent Absent
d) Salmonelia species Absent - Absent
e) Candida albicans Absent - Absent
Date of Sampie Withdrawn -- 14.09.17
Date of Analysis 13.09.16 03.01.18

Ciu: Colony forming unit.
Conciusion: Based on above datia, it is concluded that the above product is stable for 12 months at 25 £ 2°C /80 + 5 % RH.
Remarks: Microbial test at initial was done as per process validation protocol (PVP/A/C/16-020).
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ALKEM

ALKEM LABORATORIES LIMITED

STABILITY REPORT FORMAT FOR CEFPODOXIME PROXETIL TABLETS USP 200MG
(Protocol Number: FRD/P/086/16-00)

ANNEXURE -1
Active pharmaceutical ingredient {APl) & component details of Cefpodoxime Proxetil Tablets USP 200 mg
Protocol No. FRD/P/086/16-00
Product Cefpodoxime Proxetit Tablets USP
Strength 200 mg
Pack 10C¢'S HDPE pack
Pack Code: NT9612
Batch No 6142174 (Mother Batch:6142103)
API1 Details
Sr. No. APl Manufacturer Name A.R. Number
1. Cefpodoxime Proxetil USP Covalent Laboratories Pvt Lid. 614R000720, 614R00G0824
MOC/Resin Details
Sr. No. | Packaging Material Name of Manufacturer A.R. Number MOC Details with manufacturer
. . Resin Grade: Marlex HHM5502BN, Chevron Phillips.
1 HDPE Bottle 100 CC, 38 MM Shriii Polymers India Lid. Unit-i 614P001571
Colorant: 11078 white US Ampacet.
814P001079, Resin Grade: Repol H110MA, Relince Industries Ltd.
o Cap Child Resistant 38 MM Shriji Polymers india Ltd. Unit- India.
614P001589 Colorant: 11343 White Ampacet.
Liner, H3123.20 White Printed Tri-Seal.
Canister Sorb-IT 2 G. Clariant Corporation USA. 614P000693 .
3 Not applicable
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ALKEM
ALKEM LABORATORIES LIMITED

STABILITY REPORT FORMAT FOR CEFPODOXIME PROXETIL TABLETS USP 200MG
{Protocol Number: FRD/P/O86/16-00})

Product . Cefpodoxime Proxetil Tablets USP Batch No. © 6142105 (Mother Batch:6142105)
Strength ;200 mg Baich Size > 215000 Tablets

Pack o 100's HDPE pack Mfg. Date o Aug-2016

Condition ' . 25+2°C/60+5%RH Stability Start Date ;o 14/09/2016

Reason for stability . Microbiological stability study. Pack Code o NTg612

ﬁg Tests Specification Inal Station oM

Microbial Enumeration test and test for
Specified Microorganisms

i) Total Viable aerobic microbial count Not more than 10 2 cfu/g <10 cfufg Nit cfu/g

i) Total combined molds and yeasts count | Not more than 10 2 cfu/g <10 cfu/g Nil cfu/g

iii} Specified microorganisms

a) Staphylococcus aureus Absent - Absent
b) Pseudomenas aeruginosa Absent - Absent
¢) Escherichia coli Absent Absent Absent
d) Salmonelia species Absent - Absent
e) Candida albicans Absent - Absent
Date of Sample Withdrawn -~ 14.09.17

Date of Analysis 13.09.18 03.01.18

Cfu: Colony forming unit.
Conclusion: Based on above data, it is concluded that the above product is stabie for 12 months at 25+ 2°C /60 £ 5 % RH.
Remarks: Microbial test at initial was done as per process validation protocol (PVP/A/C/16-020).
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ALKEM

ALKEM LABORATORIES LIMITED

STABILITY REPORT FORMAT FOR CEFPODOXIME PROXETIL TABLETS USP 200MG
{Protocol Number: FRDIP/086/16-00)

ANNEXURE -1
Active pharmaceutical ingredient (API) & component details of Cefpcocdoxime Proxetil Tablets USP 200 mg
Protocol No. FRD/P/086/16-00

Product : Cefpodoxime Proxetil Tablets USP
Strength : 200 mg
Pack : 100'S HDPE pack

Pack Code : NT9612
Batch No : 6142105 (Mother Batch:6142105)

API Details
Sr. No. API Manufacturer Name A.R. Number
1. Cefpodoxime Proxetil USP Covalent Laboratories Pt Ltd. 614R000825, 614RO00791
MOC/Resin Details
Sr. No. | Packaging Material Name of Manufacturer A.R. Number MOC Details with manufacturer
. . Resin Grade: Marlex HHM55028BN, Chevron Phitlips.
1 HDPE Bottle 100 CC, 38 MM Shriji Polymers India Lid. Unit-l 614P001571 P
Colerant: 11078 white US Ampacet.
Resin Grade: Repol H110MA, Relince Industries Ltd.
2 Cap Child Resistant 38 MM Shriji Polymers India Lid. Unit-l India.
614P001589 Coiorant: 11343 White Ampacet.
Liner. HS8123.20 White Printed Tri-Seal.
Canister Sorb-IT 2 G. Clariant Corporation USA. 614P000693 .
3 Not applicable
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ALKEM

ALKEM LABORATORIES LIMITED

STAEILITY REPORT FORMAT FOR CEFPODOXIME PROXETIL. TABLETS USP 200MG
(Protocol Number: FRD/P/036/16-00)

Product . Cefpodoxime Proxetil Tablets USP Batch No. o 6142175 (Mother Batch:6142103)
Strength . 200mg Batch Size o 215000 Tablets

Pack . 500's HDPE Pack Mfg. Date . Aug-2016

Condition D 25+£2°C/60+£5%RH Stability Start Date o 14/08/2016

Reason for stability . Microbiclegical stability study. Pack Code . NT9613

ﬁ; Tests Specification e Station oM

Microbial Enumeration test and fest for
Specified Microorganisms

i} Total Viable aerobic microbial count Not more than 10 3 cfu/g <10 cfu/g 01 cfu/g

iiy Total combined molds and yeasts count | Not more than 10 2 cfu/g <10 cfu/g Nil cfu/g

iil} Specified microorganisms

a) Staphylococcus eureus Absent - Absent
b) Pseudomonas aeruginosa Absent - Absent
¢) Escherichia coli Absent Absent Absent
d) Salmonella species Abseni - Absent
e) Candida albicans Absent - Absent
Date of Sampiz Withdrawn - 14.09.17

Date of Analysis 13.09.16 03.01.18

Cfu: Colony forming un‘t.
Conclusion: Based on above data, it is concluded that the above product is stable for 12 months at 25 £ 2°C /60 £ 5 % RH.
Remarks: Microbial test at initial was done &s per process validation protocol (PVP/A/C/16-020).
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ALKEM

ALKEM LABORATORIES LIMITED

STABILITY REPORT FORMAT FOR CEFPODOXIME PROXETIL TABLETS USP 200MG
{Protocol Number: FRD/IP/G8E/16-00)

ANNEXURE -1
Active pharmaceutical ingredient {AP]) & component details of Cefpodoxime Proxetil Tablets USP 200 mg
Protocol No. FRD/P/086/16-00
Product Cefpodoxime Proxetil Tablets USP
Strength 200 mg
Pack 500'S HDPE pack
Pack Code: NTS613
Batch No 6142175 (Mother Baich:6142103)
AP1 Details
Sr. No. API Manufacturer Name A.R. Number
1. Cefpodoxime Proxetii USP Covalent Laboratories Pvt Lid. 614R000824, 614R000790
MOC/Resin Details

Sr. No. | Packaging Material Name of Manufacturer A.R. Number MOC Details with manufacturer

Resin Grade: Marlex HHMS502BN, Chevron Phillips.
1 HDPE Bottle 500 CC, 53 MM Shriji Polymers India Ltd. 614P001505 P

Colorant: 11078 white US Ampacet.

Resin Grade: Repol H110MA, Relince Industries Lid.
5 Cap Non Child Resistant 53 MM Shriii Polymers India Ltd. India.

614P001591 Colorant: 11343 White Ampacet.
Liner: H5123.20 White Printed Tri-Seal.
Canister Sorb-iT 2 G, Clariant Cerporation USA. £14P000693 .

3 Not applicable
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ALKEM
ALKEM LABORATORIES LIMITED

STABILITY REPORT FORMAT FOR CEFPODOXIME PROXETIH. TABLETS USP 200MG
{Protocol Number: FRD/P/086/16-00}

Product . Cefpodoxime Proxetit Tablets USP Batch No. 6142177 (Mother Baich:6142104)
Strength o 200 mg Batch Size 215000 Tablets
Pack . 500's HDPE Pack Mfg. Date Aug-2016
Condition 25:2°C/B0z5% RH Stability Start Date 14/09/2016
Reason for stability Microbiologicat stability study. Pack Code NTS613
Sr. N Station
No Tests Specification il TSN
Microbial Enumeration test and test for
Specified Microorganisms
i) Total Viable aerobic microbial count Not more than 10 3 cfu/g <10 cfu/g Nil cfu/g
ii) Total combined molds and yeasts count | Not more than 10 2 cfulg <10 cfufg Nil efufg
1
iti) Specified microorganisms
a) Staphylococcus aureus Absent - Absent
b) Pseudomonas aeruginosa Absent - Absent
¢) Escherichia coli Absent Absent Absent
d) Salmonella species Absent - Absent
e) Candida albicans Absent s Absent
Date of Sampie Withdrawn — 14.09.17
Date of Analysis 13.09.16 03.01.18

Cfu: Colony forming unit.

Conclusion; Based on above data, it is concluded that the above product is stable for 12 months at 25 £ 2°C /60 £ 5 % RH.

Remarks: Microbial tes: at initial was dong as per process validation protocol (PVP/A/C/16-020).
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ALKEM

ALKEM LABORATCORIES LIMITED

STABILITY REPORT FORMAT FOR CEFPODOXIME PROXETIL TABLETS USP 200MG
{Protocol Number: FRD/P/086/16-00)

ANNEXURE -1

Active pharmaceutical ingredient {APl) & component details of Cefpodoxime Proxetil Tablets USP 200 mg
Protocol No. FRD/P/086/16-00

Product
Strength
Pack

Cefpodoxime Proxetil Tablets USP

200 mg
500°S HDPE pack

Pack Code: NTS9613

Batch No 6142177 (Mother Baich:6142104)
AP| Details
Sr. No. AP Manufacturer Name A.R. Number
1 Cefpodoxime Proxetil USP Covalent Laboratories Pvt Ltd. 614R000824
MOC/Resin Details
Sr. No. | Packaging Material Name of Manufacturer A_R. Number MOC Details with manufacturer
Resin Grade: Marlex HHM5502BN, Ch Phitlips.
; HDPE Bottle 500 CC, 53 MM Shriji Polymers India Ltd. 614P001505 i forage: Marex  Lhevron Fhips
Colorant: 11078 white US Ampacet.
Resin Grade: Repot H110MA, Relince Industries Litd.
5 Cap Non Child Resistant 53 MM Shriji Polymers India Ltd. india.
§14P001591 Colorant: 11343 White Ampacet.
Liner: H5123.20 White Printed Tri-Seal.
Canister Sorb-iT 2 G. Clariant Corporation USA. 614P000B93 .
3 Not applicable
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ALKEM

ALKEM LABORATORIES LIMITED

STABILITY REPORT FORMAT FOR CEFPODOXIME PROXETIL TABLETS USP 200MG
(Protocol Number: FRD/P/086/16-00)

Product . Cefpodoxime Proxetil Tablets USP Batch No. o 6142197 (Mother Batch:6142105)
Strength 1 200mg Batch Size 1 215000 Tablets

Pack . 500's HDPE Pack Mfg. Date o Aug-2016

Condition : 25%22°C/60+5%RH Stability Start Date o 14/09/2018

Reason for stability :  Microbiologicat stability study. Pack Code : NT9613

gg Tests Specification el Station T30

Microbial Enumeration test and test for
Specified Microcrganisms

i) Total Viable aerobic microbial count Not more than 10 3 cfu/g <10 cfufg Nil cfu/g

i) Total combined molds and yeasts count | Not more than 10 2 cfu/g <10 cfu/g Nil cfufg

iif) Specified microorganisms

a) Staphylococcus aureus Absent - Absent
b} Pseudomonas aeruginosa Absent - Absent
¢) Escherichia coli Absent Absent Absent
d} Salmonella species Absent - Absent
e) Candida albicans Absent e Absent
Date of Sample Withdrawn - 14.09.17
Date of Analysis 13.09.16 03.01.18

Cfu: Colony forming unit.
Conclusion: Based on abave data, it is concluded that the above product is stable for 12 months at 25 £ 2°C /60 £ 5 % RH.
Remarks: Microbial test at initial was done as per process validation protocol (PVP/A/C/16-020).
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ALKEM

ALKEM LABORATORIES LIMITED

STABILITY REPORT FORMAT FOR CEFPODOXIME PROXETIL TABLETS USP 200MG
{Protocol Number: FRD/P/G86/16-00)

ANNEXURE - |

Active pharmaceutical ingredient (API) & component details of Cefpodoxime Proxetil Tablets USP 200 mg
Protocol No. FRD/P/086/16-00

Product
Strength
Pack

Cefpodoxime Proxetil Tablets USP

200 mg
500'S HDPE pack

Pack Code : NTS9613

Batch No 6142197 (Mother Batch:6142105)
APl Details
Sr. No. APl Manufacturer Name AR. Number
1. Cefpodoxime Proxetil USP Covalent Laboratories Pvt Lid. 614R000825, 614R000791
MOC/Resin Details
Sr. No. | Packaging Material Name of Manufacturer A.R. Number MOC Details with manufacturer
Resin Grade: Marlex HHM5502BN, Chevron Phillips.
1 HDPE Botile 500 CC, 53 MM Shriji Polymers India Lid. 614001505 ' P
Colorant: 11078 white US Ampacet.
Resin Grade: Repol H110MA, Relince industries Ltd.
o Cap Neon Child Resistant 53 MM | Shriji Polymers India Lid. India.
614P001591 Colorant: 11343 White Ampacet.
Liner: H5123.2C White Printed Tri-Seal.
Canister Sorb-IT 2 G. Clariant Corporation USA, 614P000693 .
3 Not applicable
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ALKEM
ALKEM LABORATORIES LIMITED

STABILITY REPORT FORMAT FOR CEFPODOXIME PROXETIL TABLETS USP 200MG
{Protocol Number: FRD/P/086/16-00)

Product . Cefpodoxime Proxetil Tablets USP Batch No. . . 6142103 (Mother Batch:6142103)
Strength : 200 mg Batch Size 1 215000 Tablets

Pack . 20's HDPE pack Mfg. Date : Aug-2016

Condition : 4022°C/75+5%RH Stability Start Date o 14/09/2016

Reason for stability : Microbiological stability study. Pack Code o NTS611

2;‘ Tests Specification oy Station o

Microbial Enumeration test and test for
Specified Microorganisms

i) Total Viable aerobic microbial count Not more than 10 3 cfu/g <10 cfu/g Nil cfulg

iy Total combined molds and yeasts count | Not more than 10 ? cfu/g <10 cfuig Nil cfu/g

ifi) Specified microorganisms

a) Staphylococcus aureus Absent - Absent
b} Pseudomonas aeruginosa Absent - Absent
¢) Escherichiz coli Absent Absent Absent
d} Salmonella species Absent - Absent
e) Candida abicans Absent -- Absent
Date of Sample Withdrawn - 15.03.17
Date of Analysis 13.08.16 29.03.17

Cfu: Colcny forming unit.
Conclusion: Based on above data, it is concluded that the above product is stable for 6 months at 40+ 2°C /75 £ 5 % RH.
Remarks: Microbial test at initial was done as per process vatidation protocot (PVP/AIC/16-020),
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ALKEM

ALKEM LABORATORIES LIMITED

STABILITY REPORT FORMAT FOR CEFPODOXIME PROXETIL TABLETS USP 200MG
(Protocol Number: FRD/P/086/16-00})

Product . Cefpodoxime Proxetit Tablets USP Batch No. o 8142104 (Mother Batch:6142104)
Strength : 200mg Batch Size © 215000 Tablets

Pack . 20's HDPE pack Mig. Date o Aug-2016

Condition : 4022°C/7525%RH Stability Start Date 1 14/09/2016

Reascn for stability :  Microbiological stability study. Pack Code : NT9811

zg Tests Specification inital Station &M

Microbial Enumeration test and test for
Specified Microorganisms

i} Total Viable aerobic microbial count Not more than 10 3 cfu/g <10 cfu/g Nil cfu/g

ii} Total combined moids and yeasts count | Not more than 10 2 cfu/g <10 cfu/g Nil cfu/g

iy Specified microorganisms

a) Staphylococcus aureus Absent - Absent
b) Pseudomonas geruginosa Absent - Absent
¢} Escherichia coli Absent Absent Absent
d) Salmonella species Absent -- Absent
e) Candida albicans Absent - Absent
Date of Sample Withdrawn - 15.03.17

Date of Analysis 13.09.16 29.03.17

Ciu: Colony forming unit.
Conciusion: Based on above data, it is concluded that the above product is stable for 6 months at 40+ 2°C /75 +£5 % RH.
Remarks: Microbial test at initial was done as per process validation protocol (PVP/A/C/16-020).
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ALKEM
ALKEM LABORATORIES LIMITED

STABILITY REPORT FORMAT FOR CEFPODOXIME PROXETIL TABLETS USP 200MG
{Protocol Number: FRD/P/86/16-00)

Product :  Cefpodoxime Proxetil Tablets USP Batch No. . 6142196 (Mother Batch:6142105)
Strength : 200mg Baich Size © 215000 Tablets

Pack : 20's HDPE pack Mfg. Date D Aug-2016

Condition : 40+£2°C/75x5%RH Stability Start Date o 14/09/2016

Reason for stability © Micrebiological stability study. Pack Cede o NT9611

ﬁ; Tests Specification — Station -

Microbial Enumeration test and test for
Specified Microorganisms

i) Total Viable aerobic microbial count Not more than 10 % cfulg <10 cfulg Nit cfulg

iiy Total combined molds and yeasts count | Not more than 10 2 cfu/g <10 cfu/g Nif cfu/g

iiiy Specified microorganisms

a) Staphylococcus aureus Absent - Absent
b} Pseudomonas aeruginosa Absent e Absent
c) Escherichia coli Absent Absent Absent
d) Saimonella species Absent - Absent
e) Candida albicans Absent - Absent
Date of Sample Withdrawn - 15.03.17

Date of Analysis 13.09.16 29.03.17

Cfu: Colony forming unit.
Conclusion: Based on above data, it is concluded that the above product is stable for 8 months at 40 £ 2°C/ 75+ 5 % RH.
Remarks: Microbial test at initial was done as per process validation protocol (PVP/A/C/16-020).
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ALKEM
ALKEM LABORATORIES LIMITED
STABILITY REPORT FORMAT FOR CEFPODOXIME PROXETIL TABLETS USP 200MG
(Protocol Number: FRD/P/086/16-00)

Product . Cefpodoxime Proxetil Tablets USP Batch No. . 6142178 (Mother Batch:6142104)
Strength ;200 mg Baich Size o 215000 Tablets

Pack :  100's HDPE pack Mig. Date o Aug-2016

Condition : 40x2°C/75+5%RH Stability Start Date © o 14/09/2016

Reason for stability . Micrcbiological stability study. Pack Ceode : NT8612

2; Tests Specification ol Station 5

Microbial Enumeration test and test for
Specified Microorganisms

i) Total Viable aerobic microbial count Not more than 10 3 cfu/g <10 cfulg Nil cfu/g

it) Total combined molds and yeasts count | Nof more than 10 2 cfu/g <10 cfu/g Nil cfu/g

iii} Specified microorganisms

a) Staphylococcus aureus Absent - Absent
b) Pseudomonas aeruginosa Absent e Absent
¢) Escherichia coli Absent Absent Absent
d) Saimonella species Absent - Absent
e) Candida albicans Absent - Absent
Date of Sample Withdrawn - 15.03.17
Date of Analysis 13.09.16 29.03.17

Cfu; Colony forming unit.
Conclusion: Based on above data, it is concluded that the above product is stable for 6 months at 40 £ 2°C/ 75+ 5 % RH.
Remarks: Microbial test at initial was done as per process validation protocoi (PVPIA/C/16-0203).
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ALKEM
ALKEM LABORATORIES LIMITED

STABILITY REPORT FORMAT FOR CEFPODOXIME PROXETIL TABLETS USP 200MG
{Protocol Number: FRD/P/0856/16-00)

Product . Cefpodoxime Proxetil Tablets USP Batch No. . 6142174 (Mother Batch:6142103)
Strength : 200 mg Batch Size © 215000 Tablets

Pack : 100's HDPE pack Mfg. Date . Aug-2016

Condition D 4022°C/75+5%RH Stability Start Date o 14/09/2016

Reason for stability . Microbiological stability study. Pack Code © NTg612

3; Tests Specification intial Station oM

Microbial Enumeration test and test for
Specified Microorganisms

i) Total Viable aerobic microbial count Not more than 10 2 cfu/g <10 cfu/g Nil cfu/g

ii) Total combined molds and yeasts count | Not more than 10 2 cfu/g <10 cfu/g Nil cfu/g

iii) Specified microorganisms

a) Staphylococcus aureus Absent - Absent
b} Pseudomonas aeruginecsa Absent - Absent
c) Escherichia coli Absent Absent Absent
d} Salmonella species Absent - Absent
e) Candida albicans Absent - Absent
Date of Sample Withdrawn - 15.03.17
Date of Analysis 13.09.16 28.03.17

Ciu: Celony forming unit.
Conclusion: Based on above data, it is concluded that the above product is stable for 6 months at 40+ 2°C /75 £ 5 % RH.
Remarks: Microbial test at initial was done as per process validation protocol (PVP/A/C/16-020).
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ALKEM
ALKEM LABORATORIES LIMITED

STABILITY REPORT FORMAT FOR CEFPODOXIME PROXETIL TABLETS USP 200MG
{Protocol Number: FRD/P/086/16-00})

Product . Cefpodoxime Proxetil Tablets USP Baich No. © 6142105 (Mother Batch:6142105)
Strength : 200mg Batch Size © 215000 Tablets

Pack . 100's HDPE pack Mfg. Date © o Aug-2016

Condition D 4022°C/75+5%RH Stability Start Date © 14/09/2018

Reason for stability . Microbiological stability study. Pack Code © NT9612

2; Tests Specification ] Station i

Microbial Enumeration test and test for
Specified Microorganisms

f) Total Viable aerobic microbial count Not more than 10 3 cfulg <10 cfulg Nil cfu/g
it) Total combined molds and yeasts count | Not more than 10 2 cfu/g <10 cfufg Nil cfu/g
1
iii) Specified microorganisms
a) Staphylococcus aureus Absent - Absent
b) Pseudomonas aeruginosa Absent - Absent
¢} Escherichia coli Absent Absent Absent
d) Salmonella species Absent - Absent
e) Candida albicans Absent - Absent
Date of Sample Withdrawn - 15.03.17
Date of Analysis 13.09.16 29.03.17

Cfu: Colony forming unit.
Conclusion: Based on above data, it is concluded that the above product is stabie for 6 months at 40 + 2°C/ 75+ 5 % RH.
Remarks: Microbial test at initial was done as per process validation protocol {PVP/A/C/16-020).
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ALKEN
ALKEM LABORATORIES LIMITED

STABILITY REPORT FORMAT FOR CEFPODOXIME PROXETIL TABLETS USP 200MG
(Protocol Number: FRD/P/086/16-00)

Product . Cefpodoxime Proxetil Tablets USP Batch No. © 6142175 (Mother Baich:6142103)
Strength ;. 200 mg Batch Size 1 215000 Tablets

Pack : 500's HDPE Pack Mfg. Date : Aug-2018

Condition 1 40+2°C/75+5%RH Stability Start Date T 14/09/2016

Reason for stability 1 Microbiological stability study. Pack Code . NT9613

g; Tests Specification el Station =

Microbial Enumeration test and test for
Specified Microorganisms

i} Total Viable aerobic microbial count Not more than 10 3 cfu/g <10 cfulg Nil cfu/g

ii} Total combined molds and yeasts count | Not more than 10 2 ciu/g <10 cfulg Nil cfufg

iii} Specified microorganisms

a) Staphylococcus aureus Absent - Absent
b) Pseudomonas aeruginosa Absent p Absent
c) Escherichia coli Absent Absent Absent
d) Salmoneiia specias Absent - Absent
e) Candida albicans Absent - Absent
Date of Sample Withdrawn - 15.03.17
Date of Analysis 13.09.16 29.03.17
Cfu: Colony forming unit.
Conclusion: Based on above data, it is concluded that the above product is stable for 6 months at 40 £ 2°C/ 75+ 5 % RH.
Remarks: Microbial tes: at initia! was done as per process validation protocol (PVP/A/C/16-020).
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ALKEM

ALKEM LABORATORIES LIMITED

STABILITY REPORT FORMAT FOR CEFPODOXIME PROXETIL TABLETS USP 200MG
{Protocot Number: FRD/P/0B6/16-00)

Product ;. Cefpodoxime Prexetil Tableis USP Batch No. . 6142177 (Mother Batch:6142104)
Strength © 200mg Baich Size o 245000 Tabiets

Pack : 500's HDPE Pack Mfg. Date o Auc-2016

Condition 401 2°C /7525 %RH Stability Start Date . 14/09/20186

Reason for stability : Microbiolegical stability study. Pack Code o NT9613

2; Tests Specification nital Station oM

Microbial Enumeration test and test for
Specified Microorganisms

i) Total Viable asrobic microbial count Not more than 10 ° cfu/g <10 cfu/g Nil cfu/g

i} Total combined moids and yeasts count | Not more than 10 2 cfulg <10 cfu/g Nil cfu/g

iiiy Specified microorganisms

a) Staphylococcus aursus Absent - Absent
b) Pseudomonas aeruginosa Absent - Absent
c) Escherichia col Absent Absent Ahsent
d) Salmonella species Absent - Absent
e) Candida albicans Absent -- Absent
Date of Sample Withdrawn - 15.03.17

Date of Analysis 13.08.16 29.03.17

Cfu: Colony forming unit.
Conclusion: Based on above data, it is concluded that the above product is stable for 6 months at 40+ 2°C /75 +£ 5 % RH.
Remarks: Microbial test st initial wes done as per process validation protocel (PVP/A/C/16-020).
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ALKEM

ALKEM LABORATORIES LIMITED

STABILITY REPORT FORMAT FOR CEFPODOXIME PROXETIL TABLETS USP 200MG
{Protocol Number: FRD/P/086/16-00)

Product » Cefpodoxime Proxetil Tablets USP Batch No. £5142197 (Mother Batch:6142105)
Sirength : 200mg Batch Size 215000 Tablets
Pack : 500's HDPE Pack Mfg. Date Aug-2018
Condition 40+2°C/75x5%RH Stability Start Date 14/09/2016
Reason for stability Microbiological stability study. Pack Code NT9613
Sr. e Station
NoO Tests Specification e o
Microbial Enumeration test and test for
Specified Microcrganisms
i) Total Viable aerobic microbial count Not more than 10 3 cfu/g <10 cfu/g Nil cfu/g
i) Total combined molds and yeasts count | Not more than 10 2 ¢fu/g <10 cfufg Nil cfu/g
1
iii) Specified microorganisms
a) Staphylococcus aureus Absent - Absent
b) Pseudomonas aeruginosa Absent - Absent
¢) Escherichia coli Absent Absent Absent
d) Salmonella species Absent - Absent
&) Candida albicans Absent - Absent
Date of Sample Withdrawn - 15.03.17
Date of Analysis 13.09.16 | 29.03.17

Cfu: Colony forming unit.

Conclusion: Based on above data, it is concluded that the above product is stable for 6 months at 40 £ 2°C /75 £ 5 % RH,

Remarks: Microbial test at initial was done as per process validation protocol (PVP/AIC/16-020),
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