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Part 3. Manufacture and Quality Control

Module 3

S4

M3AYuUANAIENEATY (Control of Drug Substance)

4.1 darimuni1nsgnu (Specification) vasiiendsy

o Lansgaidundarimuaiamne + Bsvndeu +
nausifldRasanlunstensy egreasuin (Raw
material specification of APIs)

o LuuvisFesuseInan1sIATIe Certificate of
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Specification
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Drug product -
description,
composition
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M3-M321P32
Batch Formula
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Process Control)
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Description of
Manufacturing
Process and
Process Controls
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4.1 Yerwvua1nsg U (Specification) yosdulsznouT
Talladedngy
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naweinldRansanluniseeusu (Raw material specification
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Specifications
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M3-M321P51
Specification(s)

5.2 n15ATIEY (Analytical Procedures)
foesyuitiaseiilimagevendniazy munsdily
P V] &
nstinta dasieludl
L nsalld3glmsneinnueingen iuuusieasidenis
AesginniitenaaeuLarkuuLenans Monograph
U nsall§38Timseinivunanvosinds (In house)

TuuuazBeaisinsenniite

M3-M321P52
Analytical
Procedures
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WL ASEAN willsififeyanisfinwuuuiss Tiuuudeya on-
going stability data %38 annual stability data

0 dmsugniiianuawi (stable) Triuuura stability
data bitfesndn 2 Junisdn vise

0 Jluuniifimadssge (aitical dosage form) W

WUWURNA stability data litieendn 3 Junisén
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[ nsdiiilfEudeya stability data Tiudausdslaiiduly
AINLUINTG ASEAN ?J'uﬂﬁa;ﬂa on-going stability data %3
annual stability data
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WUU Summary of Product Characteristics

a10U wate Horonansdneds
Fondnsosn
(Name of the veterinary medicinal product) (3gy Fonsén)
2 dquusznaudasUTunuiiendAgy (Qualitative and quantitative composition)
SnwazuarsULUUIMIundunssa (Pharmaceutical Dosage Form)
il AuaudAn1aAaln (Clinical Particulars)
4.1 | vlledw il wnng (Target species)
42 | Uausld (Indications)
4.3 YUAKALIDNI5LUY1 (Dosage and route of administration)
a4 Vvl (Contraindications)
4.5 | e1mslifisUszasn (Adverse reactions)
46 | Anfeuniewdmsudniidmneunazeiin (Special warnings for each target species)
a7 Yamsszisianlunislyen (Special precautions for use)
1) Tomsszisiitavdmiunslduiludnd
(Special precautions for use in animals)
2) Fomrsseiaavdmiugivieundnd
(Special precautions to be taken by the person administering the veterinary medicinal
product to animals)
a8 | maldeludnifeios sewhalviuugn vidosszansls
(Use during pregnancy, lactation or lay)
4.9 | mslesusniuvuin (Overdose)
4.10 | Sunsizenfiuedu (interactions with other medicinal products)
4.11 | szuzngnen (Withdrawal periods)
5 AFLTRNIUNEYINeT (Pharmacological Properties)
(58Y N§uA3U Pharmacotherapeutic group uag ATC vet code)
51 | auaud@inianduwaans (Pharmacodynamic properties) (viszy lunsalenduuuniiise)
52 | Auaudiniundvaaumans (Pharmacokinetic properties) (Wiszy lunsdlenduuuaiiise)
6 F8autdeANIAN&YNTIU (Pharmaceutical Particulars)
6.1 | anubirduvesen (Incompatibilities)
6.2 | 91890381 (Shelf life)
6.3 | msiiusne (Storage condition)
wse vemsseleimwlunisiiven (Special precautions for storage)
6.4 | dnunzlazdiulsznauvein1vuyussy (Nature and contents of container)
6.5 | Temsszisievlunisindnveadeainmsldumsosnnasld Ineadsdananssvusio
Aaunden
(Special precautions for the disposal of waste materials derived from the use of such
products or unused veterinary medicinal product and environmental impact)
7| ANABUMINUTENIANTENTNATITNGY

(Warnings in accordance with the notification of the Ministry of Public Health)
(4)
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