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‘ Test | Requirement ‘ Method
® yilsEpSUTEINTIATIEH (COA)
3.2P.5.2 M3-M321P52

5.2 A53LA3129 (Analytical Procedures)
U nsdllénginmevinusse Wuuuseasden
BRI IERNNIITeNAAB ULATUUULENEAS
Monograph
U nsdlaild3s3msnziniudisien Wuuu
TadunisInTeiniate
o nsiliSveaoutdu IR we UV spectrum:
WU IR %38 UV absorption spectrum
o nsadsvnaeutlu HPLC 999 fenddny/
related substances/impurities: Wiy HPLC
chromatogram wazkiisuaziden il
® Mobile phase and preparation of
Mobile phase
® Standard preparation
® Sample preparation/Test solution
procedure
® HPLC system/HPLC condition
- %ila Column S¥YsI8azidunve
column, stationary phase, length of
column (isqﬁﬁa Column)
- Detector
- Flow rate
- Injection volume
- Temperature
- Time
- Procedure
- System suitability test and criteria
o % RSD %@ replicate injection
o Tailing factor

Analytical Procedures

Analytical Procedures
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o Resolution factor

® Calculation

® nsdifivade Microbial Limit Tests
" uUSIUasBYn s AU
® Asalldideusise Tuuenansdisen
Fredanfonedituarduneuiuitnaaou
fidenld
® Joyanan1snaaay Suitability test of the
counting methoduag suitability of test
method
- %a;ﬂamamaa‘u Microbial Examination
(Microbial Limit tests)
® Method Validation w83 Microbial Limit
Tests (n58 oral solution wag sterile
preparation)
o nsdiivhide Sterility Test
" LuUS18asl8unltNadey WagInuIY
sample
® Asalldideusise Tuuenansisen
Fredanfonsdituarduneuiuitnaaoy
Mdenld, s1um sample it
® Joyananaaey Method Suitability Test
® Joyananaaey Sterility Test
® Method Validation 984 Sterility Test
(sl sterile preparation)
® nsalilvhde Bacterial Endotoxin Test
" LUUSIUaELEEATEN1SNAEBU Bacterial
Endotoxin test
" asallismudsen Tawuulenasisen
#8198 n¥ouvadisuasduneunuis
naaeuiidenld
b izqﬁmeﬂaqm Endotoxin limit, k@min1s
ANAAT Maximum Valid Dilution (MVD)
- %agamamaau Test for Interfering Factor
" nsall38 Gel-Clot Method TWifldeyara
ASNAGBUY
- %a;ﬂamamimaau Bacterial Endotoxins
Test e 58y sample dilution ldneaeu
® Method Validation w84 Bacterial Endotoxin
Test (N34 sterile preparation)
® n5aiiivhde Related substance

® Known impurity

® Any individual impurity
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® Total impurity
5.3 N1SASIVADUANNQNABIVBIITNTIATIEN 3.2P.53 M3-M321P53
Y Validation of Validation of

(Validation of Analytical Procedures)
[ nsell4hsainsnesimusisnen 1o verification
L nsetlald383emevimnashsen Iuuusoasden
NNINTINABUAIILYNADIVDITIATILIAN ASEAN
Guideline
NAINABUAUYNABIVBITBNTIATIEN
(Method Validation for Assay wag for Related
substances/impurities)
("5EAFAATIERE28 HPLC, UV, Micro #laiuly
AUATIEN)
L] Method vatidation for assay Wudes8azidun
MsiAsEindeuLuUNannaay Validation fall
® Specificity: ¥11 stress test, m1319a3UlaA
196818 LULABZANIIY, WAAIAT peak
purity 199 peak fend1Agy
® Precision
® Accuracy
® |inearity

® Robustness

[J Method validation for related
substances/Impurities Yadliide

® Specificity: 1 stress test, m1519a3UKaA
Asaaneiilu uRazan1Iy, LansA1 peak
purity U84 peak fa81d1A%y

® Precision

LOD, LOQ

® Precision at LOQ level, 100%

® Accuracy at LOQ to-> 150%

® | inearity LOQ to ->150%

® Robustness

LAV OO

Analytical Procedures

Analytical Procedures

5.4 MYAATIENIUNTIHER (Batch analyses) DE
oy 2-3 JUMINEn

3.2.p.5.4
Batch Analyses

M3-M321P54
Batch Analyses

5.5 audnuwavaIsUuieu (Characterization of
Impurities)

3.2.P.55
Characterizations of

Impurities

M3-M321P55
Characterizations of

Impurities

5.6 MANALUNISAINUATEAINUANIATFIY

(Justification of Specification)

3.2.P.5.6
Justification of

Specifications

M3-M321P56
Justification of

Specifications

P6

msmmgmé’w%a (Reference Standards or
Materials)

3.2.P.6
Reference Standards
or Materials

M3-M321P6
Reference materials
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U nselld primary ref. Std.
® LUy COA B4 primary ref. Std.
L] nsedily working standard
o TuuuseasBenisniswses uazdu q
® LU COA w84 primary ref. Std. fildiiauiisy
® LU COA v93 working ref. standard

® LUUTIEALBEANISANUIM % purity
L] ns@il#357ia5139in199a323n87 Tiudaans
g unldiaziveduniduinigiu

3.2.P.7 M3-M321P7
Container Container

o ﬂ]a@%aﬂﬂqsﬂugUiiﬂLLazﬂqﬂﬂ Closure System closure system

JUUU5RT0u (Container Closure System)

® 519ax88n8eTAAUTIVA TN oUUAR
UMW (diagram) V0401YULUIIYUTIAS U
wazr ey Primary packaging

® Luy specification Uay COA UBINITULUTTY
nnviin Heveagudnussafust uazfudn
wanSnu

® 115U preparation fdu sterile T¥uuv
specification UBIINYIY Wnedounay COA
YoIqneaiild

L ﬂitﬁm‘ﬂuzussq‘ﬁﬂu Multiple dose “ﬁﬂfﬂqﬂ
B19@ 13019120109 1 Ade Feaiiifnis
VAR ULATNANITNAAOUAIINAINNTAIUNNT
1 Irr89neiild

ANMUASANINTDINARA UL (Stability) 32.p.8 M3-M321P8
Stability Drug product -

® LUUNTANYIAINAENTN (Stability Protocol) stability
3.2P.8.1 M3-M321P81

Stability Summary Stability Summary

summary and conclusion) and Conclusion and Conclusion

" a3U18n19M9A517 Se01gn1slEasa
Wiounaan1IZNINUINBIEINIUNANTT
NAFOU

® a3UnanIsANYIAIUALANIN (Stability

3.2.p.8.2 M3-M321P82 Post-
Post-approval approval Stability
> o w =
ABILLUUAIIUIDINANITANWIAIUAITNIN Stability Protocol and Protocol and Stability

Stability Commitment Commitment

e nsdlansAnueuAEnnliATUAUDIYEN

3.2.pP83 M3-M321P83

o N
VIYARMNAIANIN (Stability data) 31897UNE stabilty Data Stabillty Data

M3ANYIANAWIIYDIYT (Stability) Y)nwun
uss9Tivet unzidou videdideya bracketing
438 matrixing design

® STYTUNITHER
[ pilot batch
[ Production batch

e Condition fld@nwAnuAEA YD
[] condition 30 ssmwaidya
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b=

® Accelerated study (6 L) Nigaungil
40+2° C, 75+5 9%RH

® |ong-term study (Sz8gliateg ety 12
o) Aguwgdl 3042 C, 755 %RH
atetioy 2 Jun1suan dmiu conventional
dosage forms wag 3 Jun1IHAAF1UTU
critical dosage forms (s1vazLdenniu
ASEAN guideline on Stability Study of Drug
Product)

L] condition 8w 9 Tefud

® Accelerated study ﬁqmwgﬁ ......................

( ﬂiiﬁmgmmummmmﬁﬂimmﬂnga oy
"inﬂsmmﬂﬁ?a 81 metered dose inhalation, nasal
aerosol IﬁLLuUSﬁagaﬁ'ﬂ upright e invert stability
data forms (s18azL88an1u ASEAN guideline on
Stability Study of Drug Product)

[ inuse stability study L4 Multi-doses product,
8181, dry syrup, dry suspension, sterile powder
for injection or infusion (&113)

[J nsallléf Drug Substances siansuvaslfuuutoya
stability data 984 drug product ﬁwémmﬂnmméq
Wndeay 2-3 U pilot batches n3@ production

batches
Part 4. Safety Module 4 Module 4
1) Product identification 4211 Maa.2.1.1

i . e 4 o o Primary Primary PD
1.1) ﬂjam’;ma’lﬂﬁyizwammmﬂnﬂug‘dsua& pharmacodynamics

International non-proprietary name
(INN) ﬁa%aﬁuw%'amzqmddﬁm
1.2) ATC vet code (Therapeutic,
pharmacological and chemical
classification)
) Synonyms and abbreviations
) Structural formula
1.5) Molecular formula
) Molecular weight
) Impurities (degree, qualitative and
quantitative composition of impurities)
1.8) Description of physical properties
A. Melting point
B. Boiling point

C. Vapor pressure
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D. Solubility in water and organic
solvents (s¥yluniie o/l wiaufiu
gunninadeu)
E. Density
F. Spectra of refraction, rotation wag 91 9|
2) dwlszneuresedusagy (Formulation of
the product)
Y o w 1 a
2.1) sxyrpmedIny wisNUIuIu
2.2) szydmlsEnoudy wiauUIuM
3) anwaguazFULULEMLAGUNS Y
(Pharmaceutical Dosage Form)
® 53YsULUUIIMIUAFYNTTUAIUNIATEIY
European Directorate for the Quality of
Medicines & HealthCare (EDQM) w1nlaidl
sy FULUUE1IALATEILEY WiBUNENBY
e nsdleduredunsidvuldligasgadine
(final formulation) TszysukuUe1vegns
gavng lagtayarasdennaedriu Finished
Product Specification
4) AaauUAn1eAdin (Clinical particulars)
4.1) wiadnidnng
4.2) Yaudld (Indications)
4.3) uanazisn1slden (Dosage and route
of administration)
4B | Nonclinical safety
1. Pharmacological studies
1) Pharmacodynamics 4211 Maz L1
Primary Primary PD
pharmacodynamics
2) Pharmacokinetics
® Absorption: Cmax, Tmax, AUC, onset 4'2'2'2_ NMMM,ZZ
Absorption Absorption
® Distribution: Protein binding, Vd _4'_2'2'3, W42_23
Distribution Distribution
. 4224 MA-Ma224
® Metabolism: phase |, Il ) )
Metabolism Metabolism
® Excretion: urine, feces, milk 4'2'225 rwwa.zzs
Excretion Excretion
2. Toxicological studies
1) Single dose toxicity 42317 MMA23.7.T
Other toxicity studies Other toxicity studies
2) Repeat-dose toxicity (Sub-acute toxicity) 42311 w2317
, Other toxicity studies Other toxicity studies
11A1 Maximum tolerable dose
11A1 NOEL, ADI (nsel food producing animals)
3) Reproductive toxicity 42317 MAMAZ3T.T
Other toxicity studies Other toxicity studies
4) Developmental toxicity 42377 MAMA23TT
Other toxicity studies Other toxicity studies
5) Carcinogenicity 42317 Ma-Ma237.7
Other toxicity studies Other toxicity studies
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6) GehOtOXiCity 42377 Ma-M4.237.7
Other toxicity studies Other toxicity studies
7) Special toxicological studies (e.g. 42317 aMaZ3 LT
Other toxicity studies Other toxicity studies
hepatotoxicity, nephrotoxicity, immunotoxicity,
neurotoxicity, endocrine dysfunction
8) Antimicrobial safety 42377 WHMA23.11
Other toxicity studies Other toxicity studies
9) Additional toxicological studies 42317 aMaZ3 LT
Other toxicity studies Other toxicity studies
3. Residue studies (food producing animals)
1) Pharmacokinetics 42311 ama237
Other toxicity studies Other toxicity studies
2) Residue depletion
® Dose-response assessment (NOAEL or
NOEL %171 ADI)
® MRL
® withdrawal period
3) Analytical method
4. Other nonclinical studies
1) User safety and human toxicological data 42317 aMaZ3 LT
Other toxicity studies Other toxicity studies
2) Environmental safety 42317 aMaZ3 LT
Other toxicity studies Other toxicity studies
4C | Preclinical safety
1) Margin of safety study 42317 MaMa23TT
Other toxicity studies Other toxicity studies
2) Other preclinical safety studies 42311 VaMA23TT
Other toxicity studies Other toxicity studies
4D | Clinical safety
1) Target animal safety 42317 VAMA23TT
Other toxicity studies Other toxicity studies
4t | Critical summary of safety
1) Nonclinical safety 42311 WHMA23.11
Other toxicity studies Other toxicity studies
2) Safety parameters 42317 MaMa231T
Other toxicity studies Other toxicity studies
3) Target animal safety and risk management 42317 aMaZ3 LT
Other toxicity studies Other toxicity studies
Part 5. Efficacy Module 5 Module 5
5A. | Product identification 5.3.54 M5-M5.3.M5.4
Other Clinical Study Other Study Reports
Reports
5B | Pharmacological studies
1) Pharmacodynamics 5.3.54 M5-M5.3.4.1
Other Clinical Study Healthy Subject PD
Reports and PK/PD
2) Pharmacokinetics 5.3.54 M5-M5.3.3.1
Other Clinical Study Healthy Subject PK
Reports and Initial Tolerability
5C | Preclinical efficacy
1) Laboratory model efficacy studies 5354 MS-M53M54
Other Clinical Study Other study report
Reports
2) Dose determination studies (Target animal 5354 M5-M53M54
Other Clinical Study Other study report
study) Reports
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3) Dose confirmation studies (Target animal 5354 MS-M53M54
Other Clinical Study Other study report
study) Reports
5D Clinical efficacy
1) Fleld efﬁ ca Cy 5.3.5.4 M5-M53M5.4
Other Clinical Study Other study report
Reports
2) Palatability studies 5354 MS-M53M54
Other Clinical Study Other study report
Reports
5E. | Critical summary of efficacy 5354 M5-M53M54
Other Clinical Study Other study report
Reports
VB9

KT AEUeNaNT (§3uaun19/E3Usougiua)
(ceveeeireeeeeeeiese e )
TUeererrrerre s

A7UNANIIATIVABUANNYNAD AL ATUNIUYBILENANSANYRTUNELTEY
L] Avedunzideumiugnasuiiuuazgnied 2> 5

] mastunsidousnsueilinsudiunsaliandas =2 uAlumutufindeunnsasiass1en15tenansnsesduLiuLRy

N2 [ G VAVITTER PR
(cerreeemeeereeeisesees e )

U dl

FUT et
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WUU Summary of Product Characteristics

aeu o Horenansdneda
Fondn o
(Name of the veterinary medicinal product) (354 %ams@ﬁ)
dulsenauuasUTunuiedAgy (Qualitative and quantitative composition)
anwalvlaz JULUUEIMUndunssu (Pharmaceutical Dosage Form)
AuauUAn19Adln (Clinical Particulars)
4.1 | wiadniduine (Target species)
4.2 | Uausdld (Indications)
4.3 | aunuazisn1slden (Dosage and route of administration)
4.4 | Uavinaldy (Contraindications)
4.5 | omshuisuseasn (Adverse reactions)
4.6 | Ausouniawdmsudn iU vuneusazviin (Special warnings for each target
species)
4.7 | vemsszisiitanlunslden (Special precautions for use)
1) Tonssziaiiawdnsunisidenludnd
(Special precautions for use in animals)
2) Yemrssyiafivavdmiugieundnd
(Special precautions to be taken by the person administering the
veterinary medicinal product to animals)
0.8 | nmsldeoludnifeios sewhdlsiuugn viosvzmald
(Use during pregnancy, lactation or lay)
4.9 | mslasuguiuauin (Overdose)
4.10 | SunsAseniuendu (nteractions with other medicinal products)
4.11 | ssugngnen (Withdrawal periods)
5 | aauURmandyinegn (Pharmacological Properties)
(5¥U NqUAN3U Pharmacotherapeutic group Wag ATC vet code)
5.1 | AnautAmandunaaans (Pharmacodynamic properties)
(visey Tunsdlonduuuaiie)
5.2 | AuantAnwndvaauaans (Pharmacokinetic properties)
(iszy Tunsdeduuuniise)
6 FUazldYANINdYNTIN (Pharmaceutical Particulars)
6.1 | Anulaitniuvese (Incompatibilities)
6.2 | 818U (Shelf life)
6.3 | M3AUSNY (Storage condition)

s JoArsseieiAwlunisiiuen (Special precautions for storage)
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ANnU %390 YoLBNE1591994

6.4 éh‘wmzLLﬁSE‘i’J‘L!‘UiSﬂ@‘U“UENﬂ’]‘U‘US‘Uiiﬁg (Nature and contents of container)

6.5 | Temsszisitavlunsidnveadsainmsldemviesnvdsld neadeds
NANSENUsAINADY

(Special precautions for the disposal of waste materials derived from the
use of such products or unused veterinary medicinal product and

environmental impact)

7| AFRUANNUTENIANSENTIEITITUAY
(Warnings in accordance with the notification of the Ministry of Public
Health) (74])

lnasafuayulszansninuazanuasade #31dluaainuasienaisiniuen

Fosilfoyavawinerddny (active ingredient) lugnssinfu Tunnadadnd (target species) fszylily
aaInwazlenansMAven agAsUTI taun

1. enarsatiuayunisidenniuguuuu (dosage form) wazgAI1uULse (strength) fvetunaidou
(available dosage form/available strength) daUszneusnedeyaaiuayudulsznaunazimamed iy
(compositions) 98Ul (indications) VU1AKAEIEN15LTE (dosage and route of administration) LAZITEENYA
&1 (withdrawal periods) Inerdudeyaluusemne uwas/m3e srsuszine

VINGLUG):

o ynidudeyaludrsuszmarzdonduenarsdoyanlasunisfusenselasueugyinain

q o

! Ao a A a ] o w A A 19
ﬁu’)ﬂﬂqumsUNﬂﬂj@U‘ﬂqﬂﬂiﬁLV]ﬂ‘VliJi%UUﬂ']TUiSLﬂJU‘V]%LUEJUG]'HUEJ']WLSU@E\I@‘IW

o wnifutoyaluvszmanarlififoyalusiiaszimazdosuuunanisinyimaasaiioatduayy
n15ldernuguiuy aunse Teusld vurauagitnislden uagszezvgae dendidlagdeaitnisAnuily
TosU RS lFmTIL GLP wielfiguiin

s sienansfildaiivayunisdrdainamdraiug 2 dsson dll
“lunsditenansensdadumwauilidlinwdingy desudadunundngy warfusesnisudalag
aontuN WV INg1ds viemsauildedeld
1.1. 1n&a1581989uan (Principal References) aﬁ’uﬁlﬂuﬂ%qﬁu (current updated version) lauA

1) Code of Federal Regulation 21 (CFR 21) wagiand1s NADA/ANADA 57159 Freedom of
Information Summaries (913l) %awﬁmﬁmsflmﬁ%auﬁamﬂ U.S. Food and Drug Administration (USFDA)

2) European Public Assessment Reports (EPARs) #19® Product Information YOINAN Fu9iT
195uansiRann European Medicines Agency (EMA)

3) Summary of Product Characteristics (SPC) ﬂaﬂwamﬁwﬁmﬁ%ayﬁamﬂ Veterinary Mutual
Recognition Index (VMRI)

4) Summary of Product Characteristics (SPC) vo4uanSauaifilaSus YdRI1N Veterinary
Medicines Directorate (VMD)
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1.2. 1lanans819B a3y (Supporting References) atuiluiiagty laun
1) Summary of Product Characteristics (SPC) %38 Product Information 283xanfaafildsu
m'iaﬂgﬂasluﬂizmﬂgu 9 fundefio 1w Ireland, Spain, Canada, New Zealand, Australia 1Jusu
2) International Publication 7 peer review Lagyinn1snnasslu target species fiuansds
pharmacokinetic, metabolism, efficacy test %58 potency test YOINAANUTNEN ‘VﬁaL{Jumiﬁﬂmwmaaﬂméjmam
vieldvendndn Minmaassainuidvinanuienirsnunaassiidedeld deresufjiinismaasald
UINTFIU GLP v38Liguiin

2. nssmsUssfiuiietuuadUiinugegavaseniiveslianddluitiafe vie nafaatandad

(Maximurn Residue Limits; MRLs) nsaifisidaudldludaiuilng atuiduiiagdu

2.1. CODEX Veterinary Drugs MRLs: Status of Maximum Residue Limits (MRLs) for Veterinary
Drug Residues in Food 910 Codex Alimentarius Commission

2.2. European Public MRL Assessment Reports (EPMARs) #3® Summary Reports (Status of
MRLs) 984 European Medicines Agency (EMA)

2.3. National MRLs: tanansnisussifiuuagiuunauiinugeanvoseiivesliandnsluiedn’
(Maximum Residue Limits; MRLs) fiusznialaentassufisuiinveuluuszmady 5 laun USFDA tolerance,
Canada MRLs, Japan MRLs, Australia MRLs, New Zealand MRLs

57 2.3 Wuenasdudauaiudsfesinnsanuvasiin uas/mieismsAnuiitorvundl MRLs
i

ma%ﬁwa%uwzLﬁEJWT']%’UsnLﬁaaﬁfuawuﬂizﬁm%mwLLazmmﬂaamﬁﬂmmﬂLLasLaﬂmﬁﬁwﬁ’um
fsnamthadiu Fesszneumetenansatuayumsldsmusuuuuiazamussiiuienaisérsdmdnegislion 1
s1ems nadiiflifienansérdmdnasdesuuuienansdrsduaiuasuis 2 e

nsdifeniifeudldludniuilng dosionansdradarn MRLs nssmuilndniflvetunzidou wazasy
nnidleidevdendnfasinndaifiasiunuilon (o indedu uy uazl)
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