Draft Revision for Comments and Inclusion in The Indian Pharmacopoeia

DRAFT REVISIONS FOR COMMENTS

This draft amendment contains revised text of monographs for inclusion in the Indian
Pharmacopoeia (IP). The content of this draft document is not final, and the text may be
subject to further revisions prior to publication in the IP.This draft do not necessarily
represent the decisions or the stated policy of the IP or Indian Pharmacopoeia Commission
(IPC).

Manufacturers, regulatory authorities, health authorities, researchers, and other stakeholders
are invited to provide their feedback and comments on this draft proposal. Comments
received after the last date will not be considered by the IPC before finalizing the
monograph.

Please send any comments you may have on this draft document to lab.ipc@gov.in/

biologics-ipc@gov.in before the last date for comments.

Document History and Schedule for
the Adoption Process

Description Details

Document version 0.0

First Draft published on IPC website for public 22" May 2026

comments

Last Date for Comments 30" June 2026

Monograph Revision proposed for Inclusion in Amendment list to IP
2026

Tentative effective date of proposed amendment NA

Draft revision published on IPC website for NA
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BIOTECHNOLOGY DERIVED THERAPEUTIC PRODUCTS

Trastuzumab Concentrated Solution, Pg 5204

Change from

Trastuzumab Heavy Chain Chimeric

EVQLVESGGGLVQPGGSLRLSCAASGFNIKDTYIHWVRQAPGKGLEWVARIYPTNGYTRY
ADSVKGRFTISADTSKNTAYLQMNSLRAEDTAVYYCSRWGGDGFYAMDYWGQGTLVTVSS
ASTKGPSVFPLAPSSKSTSGGTAALGCLVKDYFPEPVTVSWN-GALTSGVSTFPAVLQSS
GLYSLSWSVVTVPSSSLGTQTYICNVNHKPSNTKVDKKVEPKSCDKTHTCPPCPAPELLGG
PSVFLFPPKPKDTLMISRTPEVTCVVVDVSHEDPEVKFNWYVDGVEVHNAKTKPREEQYN
STYRVVSVLTVLHQDWLNGKEYKCKVSNKALPAPIEKTISKAKGQPREPQVYTLPPSREE
MTKNQVSLTCLVKGFYPSDIAVEWESNGQPENNYKTTPPVLDSDGSFFLYSKLTVDKSRW
QQGNVFSCSVMHEALHNHYTQKSLSLSPGK

Trastuzumab Light Chain Chimeric

DIQMTQSPSSLSASVGDRVTITCRASQDVNTAVAWYQQKPGKAPKLLIYSASFLYSGVPS
RFSGSRSGTDFTLTISSLQPEDFATYYCQQHYTTPPTFGQQTKVEIKRTVAAPSVFIFPP
SDEQLKSGTASVVCLLNNF-PREAKVQWKVDNALQSGNSQESVTEQDSKDSTYSLSSTLT
LSKADYEKHKVYACEVTHQGLSSPVTKSFNRGEC

to:

Trastuzumab Heavy Chain Chimeric

EVQLVESGGGLVQPGGSLRLSCAASGFNIKDTYIHWVRQAPGKGLEWVARIYPTNGYTRY
ADSVKGRFTISADTSKNTAYLQMNSLRAEDTAVYYCSRWGGDGFYAMDYWGQGTLVTVSS
ASTKGPSVFPLAPSSKSTSGGTAALGCLVKDYFPEPVTVSWNSGALTSGVHTFPAVLQSS
GLYSLSSVVTVPSSSLGTQTYICNVNHKPSNTKVDKKVEPKSCDKTHTCPPCPAPELLGG
PSVFLFPPKPKDTLMISRTPEVTCVVVDVSHEDPEVKFNWYVDGVEVHNAKTKPREEQYN
STYRVVSVLTVLHQDWLNGKEYKCKVSNKALPAPIEKTISKAKGQPREPQVYTLPPSREE
MTKNQVSLTCLVKGFYPSDIAVEWESNGQPENNYKTTPPVLDSDGSFFLYSKLTVDKSRW
QQGNVFSCSVMHEALHNHYTQKSLSLSPGK

Trastuzumab Light Chain Chimeric
DIQMTQSPSSLSASVGDRVTITCRASQDVNTAVAWYQQKPGKAPKLLIYSASFLYSGVPS
RFSGSRSGTDFTLTISSLQPEDFATYYCQQHYTTPPTFGQGTKVEIKRTVAAPSVFIFPP

SDEQLKSGTASVVCLLNNFYPREAKVQWKVDNALQSGNSQESVTEQDSKDSTYSLSSTLT
LSKADYEKHKVYACEVTHQGLSSPVTKSFNRGEC
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