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No. Items Note Page
- | #a EFTHHRER Y FAP L ARFLRIOMPTRE FS G F ) EF
l. Cover page FEEUE P W R -
The following should be included: Name and address of corporate headquarters and the manufacturer,
identification of submission: DMF Technical Document for Active Principle Ingredient, name of
subject API, date of submission, and name of original equipment manufacturer, if any.
= P&
1. Table of contents
1l. Abbreviation
z &
V. Abstract
1. ERE-NA
Active substance
ERHE(e MR FlLEPERFEL LA AT W
Chemical structure including stereochemistry Identifying chiral centers, cis-trans isomerism, etc
(- < B REE 5 b~ CAS %k ~ B 8%
Chemical name Generic name, proprietary name, chemical name, code number, and Chemical Abstracts Service
(CAS) number, if available
A F 58
Molecular formula
rFE
Molecular weight
e GBS R PRCERTE
Description Appearance, color, physico-chemical properties, etc.
2 R AL A




Brief description of subject API

3 BT R oA T i
Mechanisms of pharmacological action and clinical uses
4 B>k kg (1) &A1~ = kim
Referenced methods supporting the manufacture (Q 22 3T RBAIG AL F e PR ELE
Patents and literature references. Photocopies of full text attached for Item X1V
Ey wigwmp
V. Description of manufacturing processes
1 Rl & R LA
Names of starting materials, solvents, reagents, auxiliary
materials and other ingredients
F O At FRSGANGSEF RFES FETHE E DR AF(FENE
B. Synthetic or manufacturing route Includes chemical structures of reactants (i.e., starting materials and intermediates, and also molecules
incorporated into the structure) and products, stereochemical configurations, where applicable,
intermediates (either in situ or isolated), and solvents, catalysts, reagents, with written statement of
reaction conditions (temperature, pH, time, pressure, etc.), actual quantity (weight and moles) used,
and yields (crude and/or purified; weight and percent, shown by calculation)
3 B i A2 )
Diagrammatic flow chart of manufacturing process
- RALE2 Wkt z: 253 RALBERFL 2 gy B R FERAE 0 2RI B R e
VI. Analytical specifications and certificate of analysis of the Specifications for the pharmacopeia API should specify the edition of the official compendium and not
subject API be changed by haphazard.
= EFAMERBHRES I6 MY (k% TR AR 7 A% 2 & PE%)
VII. Stability (summary and conclusion) At least six-month data including accelerated and long-term tests
~ FECED RS AR ]
VIII. | Manufacturing site, name, and operational layout
1 1R ApME =2 AR B s L R g say - oA EARE R AR 54 - TRMNFRSRA L BT
IX. Units and personnel involved B s SE1 i B HMESE R 1R LHBEAE -

Only technical personnel involved in the manufacture and quality control to be listed. The list should




contain name, title, affiliated unit, job description, educational background and experiences, and

typewritten name and signature.

-+ Wi o~ R AR IR SN AR S UARAPM R L FHE 2 REB(S FRBARY - A5 15
X. Manufacturing site, equipment capabilities, and operational | Provides a list of relevant facilities and equipments, and their layout, including their manufacturers,
layout makes, and models.
R e Y *EaAg g es v THlEREE AL R
XI. Record of batch manufacture Process Validation Protocol and Record can be a substitute for this item.
1 B p oy
Date of manufacture
2 ERENE. 3 4
Quantity of batch production
3 FETRE FRAERFED S THRIop dle b
Actual amount of materials used Includes name and amount of material used, and records of control
4 ERENEE R BRTARRE G WA Z BEETRP o XTREF RIS
Results and discussion of batch record Out of specifications should be addressed and description of the corrective actions and preventive
actions to be provided.
5 A BRI T TR R v T SREAMRE T LR HE P i E AT LA R @ 0
Solvents used and facilities for their recycle and Includes the concentrations and amount of solvents used, amount of recycled solvent, weather re-used,
recovery and disposal approaches.
6 B A2 RIT B K Lt e A R L ERE TR AT M TR
Waste disposal and its facilities In the case of contract proposal, copies of licenses of the contract organization and the contract should
be provided.
7 FRFPELETRRERRS 2
Specifications and analytical methods for the Containers
+ = Bl ~ ¢ PR SR s 22 B8 EE R | FHR%RERG BRI EERRLEE 5D
XIlI. B Yk 28k Includes analytical instruments, methods, records, and certificates of analysis.

Specifications, analytical methods and record, certificates
of analysis of starting materials and intermediates.

Analytical methods and record of the API.




1 I Sz o rdR 2 FAEKRIR S BRARK S P2 E A
Analytical reports of the standards Includes sources, analytical specifications, methods, and certificates of analysis
2 AEFHIRTRERA GHE § 7 RR AR R
List of instruments and facilities used Major equipments (described in terms of capabilities, application, and location), their make and
model.
3 Az 45 F R WSk iR R P2 s K2 A
Starting materials Source, acceptance specifications, tests (methods should be briefly described) defining identity,
quality, and purity, and certificate of analysis.
4 VRS (ZBEAEY FPRNZ BM P OE) TSk RF S kb2 A2
Intermediates (including key intermediates and final Includes specifications, referenced analytical methods, analytical methods employed, and certificates
intermediates) of analysis.
5 RAL 2 a2 %2 Ripe (e E3 R385 | (1) 7 HRESE ST RIBE - FSHEO B2 RS e FRIBEETP S 3050
7ok RRIEE S RRIPYERCEE > PFSREUE 7 REAATFT A bl 2 5 REUV)
Analytical methods, results, and original records of the ‘o b R FH(IR) ~ F3#(MS) ~ &+ #R3#(NMR) ~ ~ % 4 7 (Elemental analysis) % -
API (including the impurity profile of the product) 2 zREFERF 2 pRWUes BT 2ERRA-2F LA KRS ERFRERS
By EAMER S PE KBRS BEFRAE -
FRZRES TRED 22 .ff%%i "hipede 07 | Q) #FFBFFTHET LA FRE AL R EFRRET B2 B %k 2 2 By
™ V/\*rrv FErRitE 3 2 R4 F o foBl -
Analytical methods Validation Protocol and Record can | (1) Spectra of the API, with those of the standards for comparison, structure elucidation (UV, IR,
be a substitute for this item. NMR, MS, and elemental analysis, etc.), melting point, and sources of the standards. Name, batch
number, test condition, analysis date, and signature of the operator should be given.
(2) Includes actual amount to weigh and record of preparation, with meaningful significant figures.
Avoid using the terms such as pass, conform, or negative response, etc.
(3) Impurity profile of the API should contain names, assay, and analytical methods. The structures,
analytical methods, data, and spectra of the impurities should be given when necessary.
TE | R ARSI GRS RSER AT (R B0 ) R R ] R TR TR
XIIl. | Detailed information on stability testing Includes batches tested, general test methodology (normal, accelerated, and/or stress test conditions),

validated test procedures (stability-indicating), results of tests and conclusions (definition of storage

conditions & retest period)
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XIV. | References ol IF*J% v AT A P H
All the relevant references for the referenced methods and specifications supporting the manufacture,
cited where appropriate. All the photocopies should be marked out their sources.
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