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Registration Product Particulars ({ P r-(f (f

Product Name : TORICOX-25 ORAL SOLUTION 25 G/L o8 / if O

Product Type/Classification . GENERIC PRODUCT Sl

Product Reference No : 2008103000173HA

Local Product

INSTRUCTION

Click Reply to respond on the request made by the assessor on your application submission. Upon completion, click Send
to return your application to the assessor for further action.

. Review Form — ;
No Action : Item / Descri | Reply Status
i - Date = Section . 4 ption _ E i
1 Reply 22- Apr 2009 SECTION A Al2 - Pregnancy and Lactation %épﬁf‘ré&m
[ " |A16.3 - Proposed Shelf Life (after reconstitution or |21-Jun-2010
2 | Reply 22-Apr-2009 |SECTIONA \Giocd Pro CreEaED)
3 | Reply |22-Apr-2009 |SECTIONA  |A18.1 - Withdrawal Period (*Optional) (zéRJELK‘Tég)lD
4 | Reply |22-Dec-2008 |SECTIONA |AI8.2 - Maximum Resicual Limit (MRL) (chF‘{JE‘j{‘TEzg)lo
5 | Reply 21-Apr-2009 |SECTIONA  |A6.1 - Indication féRé‘ﬂ‘Tég)lo
6 | Reply 21-Apr-2009 (SECTIONA  |A5.2 - Pharmacokinetics (ZéF'{JE‘K‘T'ég)m
| o —— B o (SREATER).
7 E Reply 22-Apr-2009 SECTION A A7 - Recommended Dose |(CREATED)
8 | Reply |21-Apr-2009 SECTIONA  A5.1- Pharmacodynarnics ?é;E‘X‘T'ég)lo
9 | Reply 21-Apr-2009 |SECTIONA  |A6.2 - Targeted Species (zéli-]ELK]'l:l?g;O
10 | Reply 22-Apr-2009 |SECTIONA  |A10 - Warning and Precaution (2&&;%3)10
11| Reply 21-Dec-2009 |SECTION D D1 - Label {Mockup) for immediate container ?ééf{ég;o
12 | Reply '21-Dec-2009 SECTIOND D2 - Label (Mockup) for Outer Carton ?é;:;”T'Ezg)lo
13 | Reply |21-Dec-2009 [SECTION D |D3 - Proposed Package Insert (Zé[;%%{ég)w
mat B il — (SREATED)
1.4. Wf{eply %22 -Dec-2008 SECTIONAEM E16 - Worldmde registration status "(CREAT,ED} -
| E11 - Attachment of Certificate Of Analysis 21-Jun-2010
15| Reply |22-Dec-2008 08 SECTION & (Minimurm 2 Batches) (CREATED)
: 21-Jun-2010
16« Reply [22-Dec-2008 SECTION P P3.2 - Manufacturlng Process and Process Controls {CREATED)
17 Reply :22 Dec-2008 |SECTION P P41 - Specifications (Control OF f Excipient) (2&;5%58)10
18 | Reply _21-Apr-2009 SECTION P |P2.3 - Finished Products féRL‘jq”Tég)m
; . P5.2 - Analytical Procedures (Control of Finished | 21-Jun-2010 i
19 Reply |22-Dec-2008 | SECTION P product {(creaTeD)
' _ _ P5.4 - Batch Analysis {Control of Flnlshed Product) 21-Jun-2010
<0 Reply [22°Dec2008 [SECTIONP  lgeany) T (CREATED)
21| Reply |21-Dec-2009 fSECTION p P7 - Container Closure System (zééi{ég)w
22 Reply |21-Apr-2009 SECTION P P8 - Stability o1 3un-2010
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Type 11 : Attachment we have amended the shelf life from
3 years to 18 months during
correspondence(21/6/2010).

Registration Froduct Particuiars

Product Name ¢ TORICOX-25 ORAL SOLUTION Z5G/T
Product Type/Classification ! GENERIC PRODUCT
Product Reference No : 200B103000173HA

Local Product

INSTRUCTION

Please fill-in your feedback In the “Applicant’s Feedback” column and de necessary amendment / addition to the Information as requested In "Evaiuator’s Remarks®

column,

Click here to view Correspondence Hlstory. i Save Feisdhack ; i Back ]

Applicant's Feedback Evaluator's Remaiks

1. The shelf life of this product is reduced to 18
months. Please open section Al6.)l to key in the
revise proposed shelf life.

2. The complete real time stability data for batch
07R33 is submitted

3, The stability data for another cone batch is
submitted.

Tterm/Description: P8 - Stability

Attachment
F !E Browse... 3
call No: VET00000001328
Ref: FILEODO0012689
Fila uploaded:
[ No File Name File Type Actian
i 1 TORICOX-25-Stability data_211209.PDF apptication/pdf View Delete
hitp://www.bpfk.gov.my/testvet/Cort/Form/frmCorr Typel T Attachment.aspx?evalid=859&id=194 6/21/2010
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we have amended the shelf life from 3 years to 18 months during correspondence(21/6/2010). 




