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** Procedure
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azfiasifiayavasdanddny (A) Tugasndu Tunatindng (target species) Nazyl3Tuaainuay
eNANANALEN aeineATLEan THuA
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1. Code of Federal Regulation 21 (CFR 21) (current updated version)

2. NADA: FDA approved Animal Drug Products

3. European Public Assessment Reports (EPARs) (current updated version) @ 1 N European
Medicines Agency (EMA)

4 Veterinary Mutual Recognition Index (VMRI) (current updated version)

5.Summary of Product Characteristics-SPC (current updated version)a 1 n Veterinary Medicines
Directorate (VMD)

6.Status of Maximum Residue Limits (MRLs) for Veterinary Drug Residues in Food
(current updated version) A1N Codex Alimentarius Commission

7.European Public MRL Assessment Reports (EPMARs) / Summary Reports (Status of MRLs)
(current updated version) U84 European Medicines Agency (EMA)
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LANAIFDNNDIUAN

LANAITDNNDILESH

avulsznay

Composition

datla’l4

Indication

W ALAZAD Dosage and administration

2

Fasinu 14

Contraindication

anngldfelsvaad

Adverse reactions

ALABUAL A A UTUART

Special warning for each target species

damq77239 Special precautions

Avsunisldenludnd

Special precautions for use in animals

v o

gniuglienundng

Special precautions to be taken by the person
administering the veterinary medicinal product to

animals

12
& o

nslienludndasvias Wiuugn visaansla

Use during pregnancy, lactation or lay

AglEfus LA

Overdose

10

Ufseniuenau

Interaction with other medicinal products

11

ITUTUEIMEN

Withdrawal period

12

NNTALFNEN

Storage condition

13
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WULS1EN15LaN®15 New Animal Drugs (wuuissinnsalanluddviudnd) wiinii1/2
BT LRUFL oo,
%@Ej“”umzyﬁm ......................................................................................... ST T
BARINBVATY oo TUARHT oo,

Wiadia dwdugtsznaunig fvsu i NNELYR)
Wi / wiing i laf i ladfl
1. Part Admin BINLUU 2ANEL.1
2. Mﬁﬂg’]ﬂLL@ﬁﬂﬂMﬂ’lW“ﬂﬂ\iﬂ’] ('SifﬂLlfldiEINﬁl’]NLL‘Ll‘Ll T8
2)
3. Pharmacology ( 11 Target Animal Species )
nsAnmandieelimnas
O GLP munnsgn
O ldd GLP
3.1 Pharmacokinetics
® Absorption : C max, T max, AUC, onset
® Distribution : Protein binding, Vd
® Metabolism: phase |, Il
® [Excretion : urine, feces ,milk
3.2 Pharmacodynamics
4. Toxicology (Risk Assessment Data)
4.1 Hazard ldentification (or Assessment)
4.1.1 General Properties
4.1.2 General Systemic Toxicity Testing
® Acute Exposure tests : LD 50
® Sub-chronic Exposure tests (90 days)
: NOEL , ADI
® | ong Term Chronic Exposure Test (&1
)
4.1.3 Special Toxicity Testing
® Reproductive toxicity Testing
®  Developmental Toxicology and
Teratology
® Genetic Toxicity Testing
®  Gene Mutation Assay
®  Chromosomal Effect Testing
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Wiadia A wiuglsznaunis AwFulRwiing | e
wiad /wihn | 8 | Td i T3l

L Hepatotoxicity Testing

L Nephrotoxicity Testing

o Other Toxicity Testing (ﬁlﬁﬂﬁ@\i)

4.2 Dose-Response Assessment (§1uiLdn3iislng)

(11#1 NOAEL or NOEL --> "ADI")

4.3 Exposure Assessment ( 1A "MRL")

(@ wiudniuilnm)

4.4 Risk Characterization (AMu5udn3iizinm)

® Human food safety (MNA1 Margin of Safety)

® Target animal safety

5. Safety

L Environmental safety

L User safety

6.Effectiveness (or Efficacy)

L A study in target species

L A study in laboratory animal

L Any field investigation

o An in vitro study (Molecular Mechanism Study)

7.The analytical method to determine the drug in edible

tissue (LHdnTinNdeNanstun WEanLanans Part Quality)

o A o a & o 1 R Iy 2
9. MUNARTLTAINTAARNTNLA Elﬂ’]ﬁ‘ﬂé’ﬂlﬂlﬁ"l\iﬂ’j‘ﬁ@\i AANNNT 1

#11 (Adverse event) 149a1 2 7

T a o o 1R 'S v
1 O.LL‘LI‘LI‘V\I@’J‘NW]@W]NL‘Mﬁlﬂ’]’iﬂ«!ﬂ‘lﬂm‘w\iﬂ’itﬂdﬁ'ﬂ’mﬂ’]ﬂ‘ﬁﬂ’l
(Adverse Event Reporting Form, download a1n USFDA In

“FORM FDA 1932a") Y European Veterinary

Pharmacovigilance Reporting Form for MAHs

wnneLme : lenansfnulsyaninnuazlasnsiafieduianansiAfuily International Journal 13 Impact Factor
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WL 981.2 INTANTAHAATUNIU

WU 9811 NINFANGRANATLENL

@911ty (Table of Content)

2EATREATBIANTUIEN (WUL 981.1.2)

NM9EAR (Manufacture) (ANAKUINT0)

5.1 §ATE1ABTUNITHAR (Batch Formula)
NA1319UAAIGATIN 1 UeRIN .1 uiin
3 uazlu 1 batch Wienwihfineusazans

lugns

5.2 Method of manufacture kAL WNEY

LAANTUARUNTTNAR ( Flow Chart)

5.3 3N19ATLANNITLIUNTHAR
(Manufacturing Process and Process

Control)

o

5.4 M3AtUANTUABUNTHARNAATYUAY

an938¢iUm3 (Control of Critical Steps

and Intermediates)

5.5 NIAIIAEDUAIINYNHBITDY
ATTUIUNNTHAR WAZ/AFD 119192 R LA
(Process Validation and/or Evaluation)

(B1R)
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FIURSLDL AN LU

Yoy arevingAusneNgIAty (active

ingredient raw material)

[16.1 nsdimaandinn official

® Raw Material Specification

o @ 1
MLLUA199 3 D89

Test Requirement | Method

Identification

o

® Monograph 18468 41ALY

o

a aal ¥ a

®  EAYIBYAITNARDLUBIEHAN
HARATUN uazdiayan1smaaaLyn
Hadiam1a Monograph

(ldsansanda 6.3)

® (Certificate of analysis
" COA 284ENARANNLITZMATILARS

nILlsviuaInguansesyimAtaiay

a o ° o

B ANNIRIRIARALANLNANATYANM

q

faruunanENAnNRnsTW

[]6.2 nstimagngdinsy non-official

12
o

6.2.1 TuuudayavassaendAnyssil

® Chemical structure

® Chemical name (INN LL@?:%@%W])

® Molecular structure

® Molecular weight

® CAS number

® Physicochemical properties

AENTANIANUAZNENA
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® NIrliN Impurity uuu Impurity
LAy =
profile NUaegRsluANA UATINLALIBLA

B89 Impurity 13147

6.2.2 Raw material specification Wuang
AN974 3 T4 wuauinde Test,
Requirement, Method

(ANNANAKUIN 11.1)

Test Requirement Method

Identification

6.2.3 uaviaumIsNAdaLLasdoys
nMmMeAaaLyniadianIn Raw material

specification (Usansanda 6.3)

6.2.4 Method Validation 2896221
&Rty Uaz Related substances (T15a

L4
N9aANIUA 6.4)

6.2.5 Certificate of analysis (COA)
® COA 284HUARANLITNATILARAIAT

dsziuanuanselszimadnian

a o ° o

L N@ﬂ’ﬁ‘ﬁli‘ﬂl@"i’ﬁmﬂ‘l_lﬁ]’JEI’W@’]ﬂQ_,Iﬁl’WN

q

faruunanENAnNRnsTW

6.3 yiansniofficialllas non-official

6.3.1 WLUINYALDUATENAABLIVBIEHAR

NARATUT

6.3.2 Wuudayanimaaauyniadianiu
Monograph 1i38mN3 Raw material

specification

Onsaignasawilu TLC, IR
#sa UV spectrum : LU TLC
chromatogram IR iga UV

absorption spectrum

v
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Onsalaanagaunilu HPLC :uul
HPLC chromatogram LAZLAY

o

a d”
TIEHAZIREA ANU

® Mobile phase and preparation of

Mobile phase

® Standard preparation

® Sample preparation / Test solution

procedure

® HPLC system /HPLC condition

a =
B 91, Column ICYUATLRUATD
column , stationary phase, length of

column (‘ixuﬁﬁ’ﬂ Column @981

®  Detector

® Flow rate

®  Injection volume

®  Temperature

" Time

® Procedure

®  System suitability test and

criteria

> % RSD 284 replicate

injection

> Tailing factor

> Resolution factor

> etc. (Theoretical plate,

capacity factor)

o o
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B Calculation

Onsdiilvintia Water , Heavy metal

1iuda9114 Method | %52 11 s Bu

[]16.4 n3tiinon-official 14wl

6.4.1 Method Validation 184sineN41ATY

for assay TeNade

Precision : Repeatablility ,

Intermediate precision

Specificity : &R peak purity

Accuracy

Linearity

6.4.2 Method validation 184 Related

o Aoy
substances TNNUUR

Specificity : 1 stress test

Precision : lWW Repeatability,

Intermediate precision

LOD, LOQ

Precision at LOQ level ,100%

Accuracy LOQ ->150%

Linearity LOQ -> 150%

403109681198 (Inert ingredients /

Excipients)
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®  LU1LILANANT monograph

®  (Certificate of Analysis

®  LANATATLANADININDU

LBNANT In process control tsznaufag

o v

Adanagau LaT N1RTgIY (limit)

(ANIAKNUIN 11.3)

L@N2A17 Finished Product Control

1srnausog

[ 9.1 nsediilumnfuntiszulusisan
(official product) WAzE19B9ITILATIZH

ANHNAITILN

9.1.1 1319431 Finished Product

Specification (FPS) (AN1ANYAN 11.4)

9.1.2 Monograph U84A151eN

a aal v
9.1.3 UATLRYUAITNARADL LASUBHA
nInAgaLNNidianIn Monograph

(ldsansanda 9.3)

9.1.4 Certificate of Analysis

[ 9.2 nsabiflumnsunlafszulusis

&1 (non-official product)

9.2.1 A51949U Finished Product

Specification (FPS) (AN1ANYAN 11.4)

9.2.2 9UAZIBYATDNAADY UATTaYA
nmegaunnvadiann FPS  (ldsm

L
nsanaa 9.3)

9.2.3 Method Validation for Assay

way for Related substances  (Tilsm

L4
nN9anNaa 9.4)

9.2.4 Certificate of Analysis
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9.3 a2l official WA non-official

product &Ly

9.3.191uazIRuAIINAGeL wazdayanis

naaaLvniadias1x Monograph 13a

AN FPS

a Yy aca e 1 aa 4
O NIUAIITAATIZINANNGN 135 19

WA MR e uR s A AL

(Conclusive method)

Onsalanagaunilu IR wsa UV

spectrum: Ll IR 3198 UV

absorption spectrum

Onsanavnagainilu HPLC :uuy

HPLC chromatogram UAZLAY

a o dy
TIEURCLBEUA AN

®  Mobile phase and preparation

of Mobile phase

®  Standard preparation

B Sample preparation / Test

solution procedure

® HPLC system / HPLC condition

» 4%in Column 9¥1j318Az1BYA
284 column , stationary
phase, length of column

(sz18i%%a Column $inel)

> Detector

> Flow rate

> Injection volume

> Temperature
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> Time

®  Procedure

®  System suitability test and

criteria

> % RSD 284 replicate

injection

> Tailing factor

> Resolution factor

O nsdiilviade Sterility Test 19w
WwnanImINiada Sterility Testlu
NIAKLIN 11WFRNITYINRALBEAUAL

. oy,
1191 sample 4

®  Method Validation 2184 Sterility

Test (N7l sterile preparation)

O nsmvindia Bacterial Endotoxinlii
WHLLANANTANNIAYe Bacterial
Endotoxin LUN1ARLIN 11 WEBH

(2 |

Y  a o | dacddgy
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®  Method Validation 484 Bacterial
Endotoxin Test (ﬂitﬁ sterile

preparation)

O nsalilviadia Microbial Limits Testldf
WLLLBNANTANIATe Microbial

Limits Test ln1Anwan 11
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" Method Validation 284
Microbial Limits Test (N7l
oral solution LAY sterile

preparation)

9.3.2 Yadia Related substances ix

o

= o v g
TIEHAZLRUAUBRINIUBDAIU

v A

®  Known impurity (21d)

®  Any individual impurity

®  Total impurity

[] 9.4 N36i non-official product L1

9.4.1 Method validation for assay %Qﬁ

o

4
U8

® Specificity : 11 stress test
AN NATULAAINIIAAEIAD L1
AYANTY, WAAIAN peak purity

2199 peak FILNAVATY

® Precision :Repeatability ,

Intermediate precision

® Accuracy

® |inearity

9.4.2 Method validation for Related

'
o v

=®
substancesTNN3UD

® Specificity : 11 stress test
AN NATULARINNIAAEIFR L1 e
ATANIY, WAAIAN peak purity

2199 peak FILNANATY

® Precision :Repeatability ,

Intermediate precision
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Chlortetracycline Calcium Complex

equivalent to Chlortetracycline Hydrochloride Attached p.xxx 100 g.
(*as dried Streptomyces aureofaciens fermentation 15 g.
product)

*Excipients

- Tetracycline
- 4Epi-CTC

- Protein

- Fat

- Sugar

- Ash
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5.1 dan vuanaaiuniiadadusasuansinsi (Certificate of Free Sale : CFS)

5.2 Model Certificate of Pharmaceutical Product
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F1ENITLANAT

Husznaunis

LRIUBN

=

EN]

1o

ARl

1adsinu

S1EATLDLALN LU

dl ¥ v
WL T8.2 MNTRNADYAATUNIN

WU 9811 NN3aNdaANATUELL

#9175y (Table of Content)

SBAIDEATBIATUEN (UL 581.1.2)

N13NaR (Manufacture) (AN1AKWIN10)

5.1 gAT81FBTUNIHAR (Batch Formula)
NIANTIUAASEATIN 1 N 8.1 Ut
3 1Azl 1 batch WieuwihAaeusazans

lugms

5.2 Method of manufacture Lag LNUHES

LAANTUABUNITHAR ( Flow Chart)

5.3 3N19ATLIANNIELIUNTHAR
(Manufacturing Process and Process

Control)

o

5.4 NM3ALANTURBUNTHART AN ATYUAY

o

Aans8sEum3 (Control of Critical Steps

and Intermediates)

5.5 N13ATIARDLAINNYNHBITDY
ATTUIBNITNAR WAL/YTD N9 HUNA
(Process Validation and/or Evaluation)

(B18)

= %
BB I U1 1/12

cA IR RE)

WU

dusznaums

o

EN

By

saazIAEAWN L
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fayaresingAusiaendiAy (active

ingredient raw material)
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[16.1 nscimaandinn official

® Raw Material Specification

) [~ 1
MLtump199 3 909

Test Requirement | Method

Identification

o

® Monograph 289seN&NALY

o

= aal Y a
® UAAHAITNARALURIHNAR
AR uavdayan1maaaLn
Wadiam1u Monograph
(ldsmnsanda 6.3)
® Certificate of analysis
yoa o
" COA 124HNARFASUsUNATILARS
o ¥ a ' o
AsLseyiuanngnanAalsTimAdmaIay

a o ° o

B ANNIATIRIARALANLNANATYAH

q

o o

faruuaaNEHARNARN

[] 6.2 nsiifiaendnAty non-official

12
o

6.2.1 TWuuudayarasdaendAtyssil
® Chemical structure
® Chemical name (INN LL@:%@%I‘LA’})
® Molecular structure
® Molecular weight
® CAS number

® Physicochemical properties

o

ﬂm@ll‘].l VINLﬂﬁLLﬂﬁﬁﬂ’mﬂ’]ﬁ

® NIl Impurity Wuuy Impurity
LAy =

profile WLL@QQM?I@JL@Q@ LAZTNEATIREA

BU289 Impurity 15w

cA IR RE)

WU

dusznaums

LRUTNN

o

EN

By

g | laleinu

saazIAEAWN L
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6.2.2 Raw material specification uana
R34 3 a9 wiafluinda Test,
Requirement, Method

(MNNIANLIN 11.1)

Test Requirement Method

Identification

6.2.3 uavRuTNAdaLLAsayA
nanagaunniaiianiu Raw material
specification I1lsansanda 6.3)
6.2.4 Method Validation 28461381
&A1Y WAY Related substances

(ldsansanda 6.4)

6.2.5 Certificate of analysis (COA)
® COA 184HHARFNUIUNATILAAINT

spivanfuansslszinadnian

a o o o

L4 Nﬂﬂ’]ﬁ‘mﬂ‘ﬂffﬁmWUWQEI’]@’WE‘I&IW]QJ

q

o o

faruuaaNEHARNARN

6.3 Y9N3 official WAZ non-official

6.3.1 WUUINYAZIDUATBNAABLIVBEHAR

NARATUN

6.3.2 uuudiaganiamaaauyniadiani
Monograph 138m18 Raw material
specification
aaa [
O nsaidanasauilu TLC, IR
usa UV spectrum : UL TLC
chromatogram IR W3a UV

absorption spectrum

cA IR RE)

WU

dusznaums

LRUTNN

o

Y T8

g | laleinu

saazIAEAWN L




O nsasnAgauLilu HPLC :

il HPLC chromatogram LAZUAY
a o d’J
TIERNCLRE A AN
® Mobile phase and preparation of
Mobile phase

® Standard preparation

® Sample preparation / Test solution

procedure

57

® HPLC system /HPLC condition

a a
B 9ym Column ITUIURLALATR
column , stationary phase, length of
Py P
column  (3¢1)ei1a Column M98)

" Detector

® Flow rate

® Injection volume

" Temperature

" Time

®  Procedure

®  System suitability test and criteria
> % RSD 184 replicate injection
> Tailing factor

> Resolution factor

> etc.

(Theoretical plate, capacity factor)

F1ENITLANAT

gusznaunis

LRNTUBN

=

Y (Y

gy | laleinu

FIURSLDL AN L




B Calculation

Onsaliiviadia Water , Heavy metal 1%

w8391l Method | 4190 Il vi3e B

58

[16.4 n35i non-official lALil

o

6.4.1 Method Validation a89528N41AzY

(7

'
o

for assay Faflviade
® Precision : Repeatablility ,

Intermediate precision

®  Specificity : L&RAN peak purity
® Accuracy

® |inearity

6.4.2 Method validation 984 Related

'
o

KX = v
substances TINNILD
®  Specificity : 11 stress test
®  Precision : W Repeatability,

Intermediate precision

® |OD,LOQ
® Precision at LOQ level ,1700%
® Accuracy LOQ ->150%

® |inearity LOQ -> 150%

® AU
7. fayaredFantag
(Inert ingredients / Excipients)
anu F18N15LANANT wi | dusznaunis W@t srEazidanwn by

o

Y (Y
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®  LULILANATT monograph

®  Certificate of Analysis

®  LANANTATLANATUNINGL ]

LANANT In process control sznavfion

v v

Ydanadau LAz N1RTFIU (limit)

(AAAEUIN 11.3)

LAN4A19 Finished Product Control

Usznaufiae

[ 9.1 neailumfuniszulusisen
(official product) WALENIBREAATNZIA

ANNANTIEN

9.1.1 M1319471 Finished Product
Specification (FPS) (an1ANUIN 11.4)

9.1.2 Monograph 184A151e

9.1.3 uaziBLAdINAfaL uazdayanis
o Y
NAKDUNNNILBMIN Monograph (dsm

nsania 9.3)

9.1.4 Certificate of Analysis

[ 9.2 nsthilusnfunlaidiszylugisen

(non-official product)

9.2.1 M131445U Finished Product

Specification (FPS) (AN1ANYIN 11.4)

9.2.2 9eaziduARBNAARY Uaviayanis
o Y
nageunniadientn FPS  (udsensan

ivie Lt

9a 9.3)

9.2.3 Method Validation for Assay

ae for Related substances (dsm

nsanda 9.4)

9.2.4 Certificate of Analysis

cA IR RE)

disznaunis

LT

o

EN

LBy

g | laleinu

saazIAEAWN L
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9.3 lan9il official WA non-official

product lAKUL

9.3.1 MuazRuAlENAAeL uazdieya
miwmmunﬂﬁq%ﬁ@mu Monograph

1iamH FPS

= v acaa 's 1
O naludasaAszinInngn 1
3% Wiwde9 1533 1auA s na uNs

(Conclusive method)

O nsaldsnegauily IR wia
UV spectrum : LUl IR 198 UV

absorption spectrum

O nsaldsnasauiily HPLC :
WU HPLC chromatogram Wazuas
al o d’j
FILATLREA ANU
®  Mobile phase and preparation
of Mobile phase

®  Standard preparation

B Sample preparation / Test
solution procedure
® HPLC system / HPLC condition
» 4iln Column s21j5N8AZ1BEA
284 column , stationary
phase, length of column
(izuﬁlﬁ@ Column Rq81)

> Detector
> Flow rate
> Injection volume

> Temperature

cA IR RE)

disznaunis

o

EN

LBy

saazIAEAWN L

> Time
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®  Procedure

®  System suitability test and
criteria
> % RSD 284 replicate
injection

> Tailing factor

> Resolution factor

O nadiiiviadie Sterility Test 1%
wULENANIANAade Sterility Test 1
NIANWIN 11 WEONIZYINBATLBEA

. dos
WAZANUIU sample 711
®  Method Validation 184 Sterility
Test (N7l sterile preparation)
N oy .

O nsdifiviada Bacterial
Endotoxin Jiuuuienansmuiade
Bacterial Endotoxin LN muwan 11

o ¥  a o | aealale o
NIRULBNANIANIBY WEANLNTIEN 1
®  Method Validation 984 Bacterial
Endotoxin Test (ﬂ?ﬂj sterile
preparation)

O nadiflviadia Microbial Limits

Test MiuuL@NaNIANYiaTe

Microbial Limits Test Mn1@ARLI0 11

F1ENITLANAT

gusznaunis

LRIUBN

=

Y (Y

g | laleinu

S1EATLDLALN LU

B Method Validation 194

Microbial Limits Test (3¢l
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oral solution LAY sterile

preparation)

9.3.2 Windia Related substances 193
= o v [ 3 d’l
TIERCLAAUADINIUDAIU
®  Known impurity (”Wfl)
®  Any individual impurity

®  Total impurity

[] 9.4 n38% non-official product L1

9.4.1 Method validation for assay GREY

o

k4
1R

Specificity : 1 stress test
AN NATLuAAINNIAA AL TS
ATANY, WAASAN peak purity

2184 peak AENAATY

® Precision : Repeatability ,

Intermediate precision

® Accuracy

® |inearity

9.4.2 Method validation for Related

'
v v

X
substances TN

® Specificity : 1 stress test
AR LaAINNIAAEIAR LU Lsi
ATANY, WAASAN peak purity

284 peak FENAATY

® Precision : Repeatability,

Intermediate precision

F1ENITLANAT

gusznaunis

LRIUBN

=

EN]

(R

g | laleinu

S1EATLDLALN LU

® Accuracy
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® |inearity

® |OD,LOQ

=
® AU

10.

\@NA1T Packaging
® Tip

o o

® EaziBEATRNIANLIIYIDL

®  AUNNLIIY

® Al preparation Ml sterile 194
LWLl specification UBNNNTUZLTTY
® specification 284qN819 TENAGEL

WAz COA 199qnenaf 14

11.

12
o

\aNaN9321] Label uaz Storage WiaNYIY

WASR NN HABINTALTNEEN

12.

L‘ﬂﬂ@’]ﬁ‘ﬁ"m\‘]’]umﬂﬂ’]iﬁmﬂ’]ﬂQ’]ﬁJﬂ\‘i[;l/fJ
ARNEIN (Stability)

d‘ d” = =
O NNTUIALTIINTRUIUNSIUE U KATR

Ay . = L

O N8y bracketing 1178 matrixing
design
TWuuuenans Stability Protocol Lag

(2
o

Stability Report Tunseilanseinila fsil
1 Accelerate Study (5zeziian’lai
9 U A A a le)
Woon11 6 1AoY) Ngangil 40+2°C

7515 %RH uag Long term study

a

(szoz1a1 12 o) Ngungi 30+2°C

U

, 7545 %RH 88191100 3 jUu K30

F1ENITLANAT

gusznaunis

LRIUBN

=

Y (Y

g | laleinu

S1EATLDLALN LU

] Accelerate Study (szgiziaanla
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a

finendn 6 1neaw) Nguugi 40+2°C

al

7515 %RH wag Long term study 7

foUnNN 30£2°C , 7525 %RH auLaa

a =R wdl
mumummmmqmﬂw LEUD

S = N P v
NIUNNITANHINANIITDY 1‘1/13‘21‘1_‘!

BOUNDH oo °C
T TR %
RHMM.......... BOl ANUI....... fU
(@3)

a a [ ral' < Y < =2 a
m‘mm@mmmﬁmwmﬂumﬂmu ANHIN

0 A o
PN 513 C ©% 12 1ABY AU 3

91 (A7)

= a [ % o‘d‘ v o A ¥
nINARATuAseNg e uaTlnld /
PAIAN (AIR) .o

aglengnislidansn visaangnislias
WIRNANIIZNITNLTNHLAINNANTT

NAKBL

ANTLIRI MUNTTRUDNANTINN AN 114
NNIANHIAINNAIANINAALEIN

(F-D2-142)

(

o g
A

a

1sznaunig) ldnmagasiazilsviluenansaae

dgl = & 1 a b % 1 dl Y v 2 dIQ o/ °
Punzideuednd/andndlnd Fafesusn nauulidutinnatsunmamasuAa
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NG R LR RE
(oo )
TN,

ag1nan1sAMAaaLANNYNADILATATUHIUTBNENATANTBTUN LTI

(] Aastungillsusniuangnsiasuazasuiiou —> aaniaay

3 d" = o o 1 1% = 1 1% 9 o o K '
[] mmmummﬂum@umimqﬂmmm@immumu NIUUNNANNUNNTAILALTIENITLANANT

Ay A a
NABANELLENNLAN

b §8.1.2

FIEURZLAAAUDIANTUEN
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Y a
HNan
LTEIMIAL L,
° o = ° o =l 4 o L
aifuen  [] Hszylwinmenniguwsissznimizeaiiuluningn
=
Tl
= o alln/ a A o ! ! ! ! o
[1 Nsxylusnmenniguusisdsznimizeatiuluind, ws dosage form sinari
=
Tt

y
TRt
[ 1 Lifiszylusnaeniguussdssniaviseativluaind)

4n9R1FuLN (Formula)
o dsj 1
DI T N e (Vdngel)

A o o ] A

ngduiudaulsznaupe
zﬂl [ -dl v o o
GRelly TALATUTNIBIATUEN IErNaial!

q

1. qRILNFaguNIHAR (Batch Formula) lHiuAssaazibanaasgnsenly 1 uaamiu .1 1 3 uaz T 1

AARUIN 10

ANLUEUINNSAALATANIBNAITATUFATUALNTTHIBNITHAR

batch wWianwiihnaasusazatslugmaninFuen
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2. Batch size ia9AU90L Batch size NNARANFANITNNTAIUINL
(3 a A 1 % v ] 09/ = ] 09; v
o suflnafiadausine Wuisdonlsznauaesingadeuusiazduneu (H13)

® Overage : ATHTIRYAATLAUWUATINEHATDY overage waz THiudaniinenans Batch formula

® syiaIUNAAA NN IATUANNTHARFBIUNTHAS

3. NITUIUNNTHAR l%]jﬂ\‘i@?;lu flow chart 389NTLUIUNTTHAR

®  LAANULAUEITUAAUNITHAALAL AN LA UTUAAUNINAR LA T AN ALN I uFa T8

q

D

o o

NILLIUNT AFITYTURAULATAAEIATIIBINITATLANNIZLAUNNT NINAREL Intermediates
ULAZNNIAIUANNARAS T ANTAg1 parameter NAMLIAN WAZIIAN
= a o ' d” . al o a aa al o %
e lunsaunansingitsnAani@e (sterile product) A9THAIALNEATNNTATENWAZN19919U TN
dsranimeresdautlsenausing < u nausussqr e
® N1AIUANTURAAUNITHNGR N&1 At uae Intermediates (Control of Critical Steps and

Intermediates)

4. Ha3in process validation 189NNI¥LAUNT  (H13)

®  UINUANHILY WHUNIIAANITAIAAB AINDNFBITBINTELIUNITHAS WIBNAIINNITANEN
N1IAFIARDUANYNHDILAL/1IFD mafﬂ@zLﬁuwmﬁﬁﬁufumummamﬁzﬁﬂﬁmﬁ@mﬁLmﬂzﬁ
Banndiddnydalilunszuounianda (gu nsmsagauaugniiessesnszuauniaiiliidaaann
L%yfwéi@mzmummamﬁ@mmunuﬂmmﬁyﬂ (sterilization process or aseptic processing) Wiau

HANNSANHILANARFALILAY 3 JUNAS

¥ i
®  NIlATRTUNU TN NINAR IULSUINAG NI AIUNUNITANITATIAABLAIINYNE DDA
NITLAUNITHAR LAZUULINENIUNITATIRABLAINNHBIIBIFUNITUAANNTEY 1 FUNITHAR NoaN
WULANFLIEINITAIHANNIANHINAKARAFDIL0T 3 JUHAR  WIRENIIENIUNIATIAERLAINY NGB

a 1

299 FUNITHRALNDAIMUNE 3 TUNARFaLTa
= o o o Ao A o 3y o P P
o nstlanaedunvlaunivisadidinunlumgendng ItumasunImmasaUANgNFes
299 FUNITHRALNDAIMUNE 3 TUNARFBLTaY
o nsdnndiayadouniInaaauANgniasaesnszuaunisuan idulianueiiea ASEAN
GUIDELINE ON SUBMISSION OF MANUFACTURING PROCESS VALIDATION DATA FOR DRUG
REGISTRATION



NITHARENFULLLFANS ) ARINWITD TUABUNISNAR  TaLATRINEA/Condition NHARNSAN
ANNITURINDIRLAA (Clean room class A,B,C) lULARZIUARUNITNAR WAT In process(mfizﬁu
Sampling) nxguuy e Asalli

TunismauANANN N AR UUULNARA DT IR N General chapter uaz/49a Specific

monograph JundannFungnada

o @ . 1 < { 1 a o 1 1 [
dm5U solid dosage form U gufia Tunsainviagumskanisesiiosndt 100,000 e 19
UsEng sihmisdevesyanamdidning muilsemadnine 5o msguvesyaInvIAFUMIHANINITENN

o011 100,000 e Usznie o Fuft 3 W0, 56
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guunuenRn (Injections)

a oy o ) . . o =
L] gﬂLLUUHW@@iﬁLLuU“H@H@ﬂ';l\?.i‘l_lﬂluﬂ']'i Cleaning validation %mmumﬂumzmummm

69

L4 z%wﬁ*um%mﬁlugﬂ Solutions Wa¥ Suspensions r;ﬁmi::‘]_ql % Overage luniin batch formula , method of

manufacturing

1.1 maﬂgﬂuuumiazmﬂ (Solution injections)

Flow chart liiuansuuudsdunaunisuanuaza1edungnaaiuduneaunisnanuayingaui L

TuwAazdN9Ue9nNgzLaUNIT

YUAAUNITHAR

faLA3aINa / Condition NHNAR
WEANANIZADINDIRZDA
(Clean room class A,B,C)

TuwARZTUADUNITHAR

In process
(n'l'a‘zg"u Sampling)
1HAILIANATININAN
General LL@Z/M‘%‘@Specific
monograph lundamnFui
1% A o v
AN LAZ/Y170 NIUANAKALUL

L"ElW’]?.i"lI’rJ\‘iLL[ﬂI@Zgﬂ bLITIEN

1. n1edesn(Weighing)

dll A dl v e a o
?ZuLﬂ?@ﬁN@Vlslﬁ Sensitivity / WA

-dl uI/ 4 o
89LATRNTY TR AaINNZaNAL

batch size

2. N19HAN (Mixing)

IHAAUTUAAUNITRNANIDIANT L

o 1 o Y

ACAI NAU-URY AL

- szieiasileld

Capacity (mm@gmmm’%m)/ Rate
(ﬁmﬁﬁ*qm@um‘%q)
InEABUUNIZANAL batch size

- 2XYNANTHAN (Mixing time) /

a

AYNNEY / GEUNYH

a

3. n1Ingesla (Clarification)

k4
o

A A dey
?ZuLﬂ?@ﬂN@VIIﬂ]ﬂ?ﬂ\ﬁQNWQ

Integrity test

4. n17ue39 (Filling)

NP : ArFLaIaaauiude 5

1

EATIGELRMERS

1311M3U99q (volume) Faniiagl

5. Sterilization

v aa .
LagIaN17 Sterile
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\11 autoclave, membrane
filtration, N13911 aseptic process

(media fill)

6. UIIIEUTIUATNTUARS

aa7n(Packaging &
Labelling) Us9qs0u9i5ieq
WA4YiS primary and

secondary

- fegsryIHndan L9

(v 2amuiiala/aan type,
FUAUBINANABFIN) LAZNF
(dimension),

Rubber stopper specification,
Flip-off aluminum seals,
1AL

o

- N3uanRaNN WarysnendAny

waviBunnd way ulimny

NYUNEANUA

“IRNANNINAZBL Rubber
stopper aadlalg(wnalén

A)

AN192N13ALINEN
(Storage condition) Lay
AN1ZNIALTNENTZUING
7144 (Distribution

condition)

seyliaannfesiudayanisdni
ANNASENTNYIBIN AR LT e
Agagl uaz HANTIANHIANAY
ANINUAIANHANLN (in-use
stability) Wianszyaamnilunig
Bufnmuaanan (lunsalldd
3}]@3@ in-use stability Wizlﬂu
AANBNAINALENIN HaN a1
Winiua i)
NN AN AN ASANINANN

WUANIANINUA

LG in-use stability
data , NARAUAN specific
monograph 2124ULAAY
suuunen (1 potency,

sterility ()




1.2 Sterile Emulsion / Suspension
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Flow chart THuansuauisdunaunisuanuazaesunenaniuduneunisanuazingaun i luusasdeaaes

NITUIUNIT

YUAAUNITHAR

faLA3aINa / Condition NHNAR
WEANANIZURINRIAZDA
(Clean room class A,B,C)

TunAazIUADUNITHAR

In process

(n19g3 Sampling)

THRILANADANINA
General WAZ/4i58 Specific
monograph lun&TRn3u
% ! v Y

AN BAZ/UTD UIUANAKDL

NS URILARTIL ILLIEN

1. N9teen(Weighing)

svyATasilan i Sensitivity / Aiim
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T
o

1eaiATaeta Tnefeauunzaniy

batch size

2. N19HAN (Mixing)

IHAAUTUAAUNITNANIDIANT L

o 1 o Y

ACAI NAU-URY AL

- sxisasiief i

Capacity (mm@gmmm’%m) / Rate
(ﬁmm&wmm‘%m)
InEADIUNIZANAL batch size

- 2XYNANTHAN (Mixing time) /

AYNNEY / gEUNYH

1RWIL Suspension}inTIa3R

AUNNBUNIA FTN monograph

Twndgmmnsungna

3. N19U799q (Filling)

UNEMP : AIALeNAaaLiLde 5

1

~
TEUYATBNLTIY, UTNIMTLITI

(volume) Flaung

4. Sterilization

WA43TN17 Sterile
Wi autoclave, membrane

filtration

5. mmﬁm‘*ﬁu@zﬂﬁ?mm
aa1n(Packaging &
Labelling) Us99si0u9i5ieq

v o
LANYN primary and

secondary

- fesryTindan U

1 % =
(1w 2aauiala/dtn type,
FUAUBINAABFIN) LAZNF
(dimension),
Rubber stopper specification,
Flip-off aluminum seals,
UALITIY

o

- N3uAMsaaTN WarymanndnAty

uazFunm uaz iuldmnu

NOUNEANUA

“URNANINALBL Rubber
stopper uaalalf(unalFn

A3)

6. @N1TNIALTNEN
(Storage condition) way
AN1NENNTALTNEN
TENINNUUAS

(Distribution condition)

seyliaannfesniudayanisdni
ATNAIAN NN AR 1E
A5a31 uaz HANIANHIAYINAY
ANINNAIRNHANEN (in-use
stability) Wsanszyansmnilunig
@ o [ d 1=
nFnevanan (lunsidlais
3]]@3;1@ in-use stability Wﬁ‘ti_ﬂu

AANNANAITNIALLNTT NAN R b
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Winua i)

JHAIN1TANHI AN AIEAINANN

LUININARINUA

1.3 Freeze-dried (sterile powder)

Flow chart TiuansuauiedusaunisnanuazAasungfasiuduaeunisnanuazingAun b luusazdaiaes

NITUIUNIT

YUAAUNITHAR

FaLATRIND / Condition NKAR
NEANANINZADINDIFEZDA
(Clean room class A,B,C)

TURARZAUAAUNITHAR

In process

(nﬁ‘i'&j&l Sampling)
TALANANININATN
General LAZ/438
Specific monograph Tu

6 o v =y

WNATANTUNENN az/iTe
Wdanagasian1z e

avgtluuuen

1. N9teen(Weighing)

svyATasian i Sensitivity / Nineq

\Agaata Tnsidadwmnnzaniu batch




74

size

2.

NITHAN (Mixing)

IHAAUTUAAUNITHANUDIANT LS

%

AZHN NOU-UAS ADE

4 a4 doy ,

- ?:um@mmw% Capacity (A2N]
4 v -

1D9LATAN) / Rate (ABFTILTIURILATAN)

IPEIFigWmNNZaNnL batch size

- 2XYANTHAN (Mixing time) /

a

AN / gEUNYH

a

] o 1

ANNRENNIATIEYR

q

uniformity

Sterilization / sterile filtration /

aseptic filtration

WA93ENNT Sterile

L1 membrane filtration , 3yTiAT8
membrane LR pore size (ﬁﬂ\‘i‘ﬁﬁ
Process validation 28909219119
sterile AT integrity test 184

membrane Aagl)

N19U79q (Aseptic filling )

-
-EUYLATENUIIY, LTNIMTLIIY
(volume) slaung
P g )
-NNIUTLIIResLIAANNLTe/sterile

(Sterilized container)

ﬁmﬁﬂizmummmmu

ATULUITNNLUIAIIN

A
Nkl

5.

Freeze drying /

lyophilization

sxiasiien luninli freeze
dry / Model erﬁlfa\i / capacity Lﬂ'ﬂﬁ;ﬂ\i

-3¢ condition ﬁi%hﬂ’m‘ﬁ’] freeze

dry

a

-321QUUNA ( freezing , primary

drying, secondary drying)

-s2az10a1 TUN19N0 freeze dry

3/ moisture content

6. mﬁ*@;ﬁmeﬁummﬂmmmﬂ

(Packaging &Labelling) 11979

o oY v :/l .
AUMNFANLLAING primary and

- fe9sryTiadanLII9q (U WIALTN
/@11 type....) wazld (dimension)

Rubber stopper specification, Flip-

-IAHNANITNAKAL

a)

Rubber stopper uasiila

W uneldnmasa)

secondary off aluminum seals , AUIALITIY
- N3uanRaNN WarysnendAny
waztfinno uaz Wullenunguune
RV
7. AN19EnIgALINEN svyliisanndesiudeyanisinm TiwuunNg in-use stability

(Storage condition) Way N9

ANNNANANTWURS AR DWiE1

data , NAAALAN
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NNTLNLISN T NINIULEN

(Distribution condition)

A5a31 uaz NANIANHIAYINAY
ANTNNAIANHANE (in-use stability)
WranNszUnnuN N NS AL N IMAS
nan (lunsailaifidioya in-use stability
Tiszyluaainenansnaiuendn iaw
waa 1 s e laviun)
HMnnsAnEANASANINANH

LUININARINUA

specific monograph 283
winzgLluuuen (Lo
moisture content,

potency, sterility tu6W)

1.4 Sterile dried fill (Sterile powder for injection)

Flow chart liiuansuuuisdupaunisnanuazAesungfasiuduaeunisnanuazing Aun kb luusazdniaes

NTTUIUNIT
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a

YUADAUNITHAR

FaLA3a9INa / Condition NHARNSAN
ANNISUDINDIRLAA
(Clean room class A,B,C)

TULARZAUADUNITHAR

In process
(N19gu Sampling)
liPaLANAMNINAN
General LaZ/4isa
Specific monograph i
o o o aAu
RATANTUND LAL/
A 4
U780 NIUDNARDLLDNE

PRAUAATILILLEN

1. n1edesn (Weighing)

svyATasian i Sensitivity / Nineq
\A7asda Iefiaaiinnzanmiy batch

size
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2. NITHNAN (Mixing)

IHAAUTUAALNITNANIDIANT L

o 1 o Y

A A agy .
- ?:ﬁum?ﬂﬁﬂﬂ‘l’ﬂ“ﬁ Capacity (ﬁqf]ll"ﬂ"ll’ﬂ\‘i

LA394) / Rate (§R31539109LA5704) 1agl

-guNAFRL uniformity

of content , moisture

AZHI NAU-UAT AEl FagwNnzaNAY batch size
content
- TELNAINITHAN (Mixing time) /
AT / QRN
3. n17u99q (Filling) ixﬂ_ng‘?*@aua‘a‘@;, ﬂ?mmmn (volume)
NP : AVFUeIRaaUiude 4 | seuoy
%
1
4.  Sterilization 4899819 Sterile W dry heat
sterilization, gamma radiation, gas
sterilization
- lunsdiiieeen way ingredient a1
1ls1@AaNNLTE NITLABNINNFaaLT
aseptic process
5. ussdindsiuaznIsianianIn | - fesscyatndanuesy (u 19auiala/ | -1enanimagey

(Packaging & Labeling) 1799
Anifaaudens primary and

secondary

A1 type....) WAzl (dimension) ,
Rubber stopper specification, Flip-off
aluminum seals , 1U1ALTIY

- nsuansaan WarysendAnyuay

asnns waz duldmungunieniivue

Rubber stopper 144

Aalduneldnas)

6.  ANITANTALTN®
(Storage condition) kay aN19s
NIFALTNNTTAINTUAN

(Distribution condition)

4 % o Y =
seylaenndesiudeyan1sAneiaAoy
PNANTNIBNEARTUTENA 1T uay
HANTANHIAYINAIANINUAIANNAN

a

¢ (in-use stability) WoaNTELHUUYH
Tunspusnuuaanas (lunsailad
faya in-use stability Wiszyluaan
WNANTNNALENGN HANLAL 1 e
Tusinin)
1NN AN AN ASANINANN

[

WUININANINUA

TuuLNg in-use
stability data , nAaaLl
RN specific
monograph 1B9LLAAY
sunen (Liw
potency, sterility Wu

2

B11)
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2. @769 (Powder) / wn3yYa (granule) / WINNG (Premix)

Flow chart TiuansuuuiedupaunisnanuazaasungfasiuduaeunisnanuazingAudn ki luusazdaiaes

N9UIUNT
Z = I 3 o . & &
YUADUNITHAR FalAsa9da / Condition NNARANSBNFNIIZURY In process
7#a98:a1m (Clean room class C,D) luunaz (n9gu
AUABUNITHAR Sampling)
lAuANANINN
AN General LAY/
| e
178 Specific
monograph u
e o o Sy
WNATATUNENN
A o Y
LaZ/iige e
NAFALLANIZUD
wAAzgLlkLLeN
z 3 o ces . 3 2
1. NN9T9EN se1liAresilei i Sensitivity / AiA1a9ATRaTs Tne
(Weighing) ARUUNIZENAY batch size




2. NITHNAN (Mixing)
Fa1AuduAauNITHAN
YDIATLEAZHD NBU-

[ %

%
NAI A

4 e _ 4
- ?Z‘].!Lﬂ?‘ﬂ\iﬂ‘ﬂ‘l/ﬂ’ﬂ Capacity (A2MN{URILATN) /
Rate (§0315391094A704) IasIfiagiunnzansiy batch
size
- TELAINITHAN (Mixing time) / ANLTY /
TV EFU

JREYY: o
-ﬁ‘xqmmmmmmmﬁlﬂummm (AUAF D

Tn&Asanig)

I EATLITR TN TR
¢l COA 184
Raw material

-4NABENNARDL
homogeneity ,
moisture content,

loss on drying

Tunsainiunsyaiilen

a aa I 1 = P 09//
AFUNERENNTHTENUNTYADENALLBE ANFDNTIS
sryaiauazanuidinduesarstinntiaanld

(binder) WAZATANILFTLN binder

aae v
-srygnuunin i luniseuunya

-sxyaRAILIALST I (Sieve No.)

N92U21NNTALILIAILN PAREA)
aa o ¥ ¥ ! QQII A
32351 IHUNIYALTI [ aaz N g

11n179LIL9A

NITUIUNIINIUNTYAUIY

a A ~ A A Aegy o '
ATLUNEIDNITLIATEN LL@::L@?@QN@‘V]ITVI’]LLﬂ?‘%@ﬂﬁqﬂ

= P :// a ] dl A .
azlREANFANTNITYTHATUIATN L (Sieve No.)

3/ moisture

content,

TPUA
WNTUALAT
NNTNTLANLUUWA

(granule size

distribution)

3. N17u99q (Filling)

= = | |
ICYLATRNLTIY, LGN’WMV]U‘??“’EW@VHQE

4u (fin3) weight

variation

4. UIIAUTIUATNNS

LadAsaann (Packaging
& Labeling) U999
FANLLANN primary and

secondary

- Ay Tindan U (W QanaaEnTia ... A
Tuyfoananadngin ..., eqillaunasd)
UUIALIITY

- NMsuanRAN WsrysnedAtyuariiunns uay

dulimungusnaiinue

5 AN1MEANTLHL

Fnw (Storage

4 % o Y =
-‘J“Z‘L!I‘Vl'&‘ﬂﬂﬁ@‘ﬂ\‘lﬂ‘].l‘ll’ﬂﬁ;lj@ﬂ’]ﬁ‘ﬁﬂﬂ’] AIUANANTN

URINARAUTINENTATL
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condition) uaz an9r | -NIUNNIUTLIIIUIA RN sdnuLnas e
@ o | o . o o ¥ B
NN FNETENIN THiunuig stability naulaldanu wianseyuuaain
9144 (Distribution LAZLONANTNNLEYN
condition) SFN1NN9ANHI AN ANENTNAINLLIN AN U LA
UNTELUB) :

1. NITURYIN premix NANDIWNT 11 €1 1 kg NANSIUIS 1 Fil ArsnaasLlaansguinauandlififiudnansn

v
v Y A o

v nl/ =X . . U s o o v b % o
AN (uniformity of content) WX <1mngmLﬂmzumlﬁémmmmmaﬂm (Assay) M8 NTNANRAAINA

@

geometric dilution, mixing validation lunstiluiina Stability aandnensdnd Miuisnaanuaziendns

o o 1 v 6 ¥ :j al
AL NANBIANTEY M AN A I UATILAEIN

2. 4 mFunisesunedsnisnanaiuasdndluenansinduen fesssyeteaziaen [y nsHaNeniy
81917 (mixing process) fiaariaielneds geometric dilution kA IHEUNAANHULINNAINITHANIINANN

B o &
ANANDURNA LU (texture)
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3. eLiim (Tablet)

= < a A 1 Y Y ! 0” A ] o’/J vy A
- ﬂi‘mgﬂLLUUﬂWLNWHH@Lﬁ@‘ﬂ‘]_lVl'?\‘i"']sL‘MLL“’N’&QH‘]J?ZT]@‘LI?.I@\?H’]EI’]Lﬂ@@llLL[F]ZQﬁ‘lIuW@u QREY;

Flow chart Wiuanunudadunaunisuanuazaetunenaniudunensnisanuazingaun i luusasdeaaes

NITUIUNIT
TURBUNNTHAR FaiAsasiia / Condition AuAm In process
WEANANSUDINDIALRIA 1 | (N154H Sampling)
ARz UARUNTHAR TAILANAMAINATN
General WAZ/178 Specific
monograph Tundasn s
§19 waz/vise Wndenaaay
NS URILARTIL ILLIEN
1. mifﬁ'“\‘im(Weighing) 331.1m‘?"mﬁ@1’7ﬂ% Sensitivity / Wi
JaqLAaaeta Tnedaquinnzduriv
batch size
2. MINAN (Mixing) - ?:uLﬂ%aﬁ@ﬁﬁ Capacity (A2
AT URE NN T AL L D9A T “’gﬂl‘ﬂ\‘lLﬂdﬁI"ﬂ\‘i) / Rate (6511399849
ATF NDU-UAT AoEl Lﬁ?"m) IpeIfadwNnzaNiy batch
size
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- FLUYIANITHAN (Mixing time) /

a

AT / QRN

u

3. NINunIya  (

v
0

1

=
BN

)

Tunsainiaunsyailen

AFLNABNNILFTUNUNIYADEINY

-
AZIRUANGONN
-svyaialarANdNduLeIans
famtlannld (binder) wazAanng

= .
WIFEIN binder
- o

-3rUgUUNRkATIAT Nl lun1sa
WNIYA

sx1atiaauALNT I (Sieve No.)

N2UIUNNTALILIAILN IUA

as [ A 4 ]
-?ZMQﬁﬂ’]ﬁ“VﬂI‘VI NTUNLIN LT

adas
1981 waz gl lunisey

NILUIUNIINIUNTYALIA

a as = A A A
BFLNERENTHTUN UAZLATESHETN
TinunsyaatinaaziBaansonia

svyatipaunnuIanld (Sieve No.)

3/ moisture content, 1A

AUA

WATUALAT
N19NILALVUIA (granule

size distribution)

4. N17RBNLIALN

Tunsaiinnenmanida visa 10
wnsyaninenduln

4 a des “
-37bATRNNEN 1 un1IRenwdn
(Model) , AITNAUBLATE

(Capacity), 8R31159289LAT84

NARALMIN monograph Tu

o O o ¢=4I$/ =
WATANTUNAN LLAL/UTR

v Y
general chapter / 1918
NARALLANIZUBILFARY
siluuuen 1 Tablet
Friability , Hardness,
Thickness, Uniformity of
dosage units, Assay
(1N monograph Ann3
. . 4 Aaa

NAARL Dissolution ABNNIE

NARDLATNAITILNNAINH

WUL W5 criteria LAZHA
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NTNAZEAL)

5. N17u999q (Filling)

dl dl 1
TEUYWATBNLTI, UTNeuNLIIIqsie

198

6. Uﬁ‘ﬁ‘ﬂﬁmﬁuﬂtﬂﬁﬂmﬁ\iﬁ@’m
(Packaging & Labeling) 1779
o oY v :/l .
AUMNFBNLLAING primary and

secondary

- Ae9sTyTHATARNRIUTIA TN

FUALLINALR DAY Alu-Alu /

Laminate, TUAUIANAAFN, TUA
v

YIALA

- IUIALITIY

o

- NsuAAIRATN WiszysedAty

@

waziFuand uay Wwllnnw

NYUNILAIURA

7. AN1EnTALSNEN
(Storage condition) kay 4N
NIFALTNNTTAINTUAN

(Distribution condition)

¥ % o Y =S

sy liiaanadesivdeyanisdnm
AN ASANTNU DI AR T D eI
d113a31

= al I [~3 v v 1
ATWANTULLNLE AN LAIEN990
ganrannu 1A launwsinle Mt
la stability aguLidngn wiau
FLUBNYENNULNUAD LATANIIZNNT
NLSNEUURAINLAZLANATNNU
£
NN19 AN AN AIANINANN

LUINNARINUA




4. engduuuraaual (Liquid dosage form)

4.1 enu1la (Solutions)

'
a A

Flow chart LAASLAUEITUARLNTHAALALAI LN AENA LT UAAUNTHAALA TR AL 1 L1l Aa LT 928

NTTUIUNIT

q
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73
a

YUAAUNITHAR

FaLATaINg / Condition NNAR LuLA

ALTUADUNITHAR

In process

(n19g3 Sampling)
THRILANADININAN
General LL@:/V?@Specific
monograph W &TR13u
% ! v Y

AN LAZ/Y17D BIUANARAU

RN URILARTIL ILLLIEN

1. N9teen(Weighing)

svyATasian i Sensitivity / A4
dl nl/ 4 o
\ATaeds Inesiaaiinnzaniy batch

size

2. N1THAN (Mixing)
IFAAUTUAAUNITHANUDIANT LS

AZFD NOU-UNAY

4 a4 doy ,

- ?:mmmmw% Capacity (A2N]
4 v o

21D9LATEN)/ Rate (ABTILTIURILATAN)

InsIfagNIZaN batch size

ANl (Clarity test)
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- model : TR LUNA/NE
- TCLIANTHAN (Mixing time) /
AN / @qm‘wqﬁ/ pH/ WIRANIIENNT

P
KSR

3. Ufu pH/Yfurlsuameau

ATUATNGAT

ANla (Clarity test)

A1315u pH (81R)

N19U799 (Filling)

=
FTYLATRILIIY, TNIMILT9] (volume)

RN

m@@gﬁme‘v‘ﬂ,mzﬂwmm

241N (Packaging &

Labelling) 19395 0491619
y 2

LWANYN primary and

secondary

- fe9sTyTHATAAUTIY (11 BIAAY L4/
A1 type...., THATRINA1AFN) WAL
YUIALTI

- Nsuansaa N WerysaandAtyuay

SIEFUatal!

AN1ENNTALTNEN
(Storage condition) way
AN122NIALTNENTZUING
7144 (Distribution

condition)

v 4 4 =2
- svyliiaanpdesiudeyanisdnm
AN ANANTNYBINARATUT G131
- WiiansAnEANAIANINE N

LN NARINUA




4.2 snagatis (Emulsions)

Flow chart UAAUHUEITURLNTHARLATAIB LSRN UTURUNNINARLA IR AUN L Tulsa sy

NTTUIUNIT

85

YUAAUNITHAR

FdaLA5aINa / Condition NHNAR L1446

ALTUADUNITHAR

In process

(n19g3 Sampling)
THPILANADININAN
General LL@:/V?@Specific
monograph lundamnFui
1% A o v

AW WAL/ UIUANARDL

Nz TRaLAATILILLEN

1. N9teen(Weighing)

svyATasian i Sensitivity / A4
dll nl/ 4 o
\ATaedd Inesiaaiinnzaniy batch

size

2. N1THAN (Mixing)
IHAAUTUAALNITNANIDIANTH
ALFN NAU-UAY LAZANTLFTEINEN

WAz E (azaneain-1n54)

4 o oy ,

- ?:mmmmw‘lm Capacity (A2N]
4 v 4

21D9LATEN)/ Rate (ARTILTIURILATAN)

IpeIfingwNnzauiy batch size

- model : THAlUWA/NE

- EYAINNTHAN (Mixing time) /

ANNITY / TN/ pH / Taan oz

‘ﬂl a
a1 lunInan




86

3. n17u99q (Filling)

4
TEUYLATBNLTIY, UTNIMTLIIT (volume)

FIOULNE

4. UITADUIUATNNTUA A
aa7n(Packaging &
Labelling) Us99si0usi5ieq

v &
LWANYIN primary and

secondary

- flavsryTiadan Uy (\iu 2anuiala/
a1 type...., THAVRINAGAN) WAL
VUIALIFTY

- Nsuansaa N WerysaandAnyuay

Paanns waz duldmunguniaiivue

5. @N1ENNTALSNEN
(Storage condition) Wag
ANENNTALTNENTENING
U4 (Distribution

condition)

v 4 4 =2
- svylisenndesiudiayanisfne
AN ANANINUBINAR U N E11FAgL]
- WWinnnsANEIANAIANINATN

[

WUANIANINUA

4.3 gNUILAIUAZNAU Suspensions

Flow chart uansunuiduneunsnanuazAesuneneaiuduseunsuanuasdnnAun g luusardasues

NTTUIUNIT

73
a

YUADAUNITHAR

FaLAsaINa / Condition NHAR LA

ATTUNAUNITHAR

In process

(nﬁ‘i'&j&l Sampling)
1HALIANATININAN
General LL@%/M‘%‘@Specific
monograph lun&TR13u
% ! v Y

AN BAZ/UTD UIUANARDL

L"ElW’]Z"lIﬂ\‘iLL[ﬂI@Zg‘]J bLITIEN

1. n1edesn(Weighing)

dll = dl v e a o
?:mmmmwh Sensitivity / WNAUAN

LATa9te Taefiaauunzaniu batch size

2. NIINAN (Mixing
1HAALTUAAUNITHANUDIANT

WA G0

- sxaisaeilefiV Capacity (Auqeq
Lﬂ?l*m)/ Rate (87191 L?‘qmmm?:m) IEEER
LWNNZ@NAU batch size

- model : FHAlUNA/NE

- TXYANTHAN (Mixing time) /

A IEY / grUuni/ pH / Vitean1aza

lunsuam

f’fmmmwﬂmLL@z QIPMEN
Yo (Caking,
redispersibility , crystal
growth), sedimentation

volume

3. nu9q (Filling)

=
FUYLATENLIIY, LFTHIMTLI9 (volume)
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RN

4. UITRADUTUATNNTUAA
aaN(Packaging
&Labelling) U999 0WN
4 % o’/l .
FANLLAINY primary and

secondary

- fasszyaiiadanuesq (u anuiiala/a
9 type. ..., TUATBINANEFN) LAy TU1A
U399

- nsuandaaIn WisrymendAtyuay

snnns uay uldmungunnanivue

5. AN1IZNIALTNEN
(Storage condition) way
AN1ZNIALTNENTZUING
7144 (Distribution

condition)

£ v o Y 3
- seyliiaanpdesiudayanisAn AN
PNANTNIBNEARITUTENALTagL
- WHNNN19ANHIAINAIRNINAH

LININARINUA

AU b1

fayaN9AFTLNENANIAUGATUATNITNIENINER WS Part Pre-formulation (R & D)




NANUIN 11

o

1.1, wnuaglanmsgdanaussddnyiliilusinsenfisguusitlsenia (Non - compendia Active
Pharmaceutical Ingredient Raw Material Specification)

11.2. N9HTUNIBNATT Method Validation for APl and  related substance

11.3. [ﬁTfJ@?;iNﬂ”l?LL’fi\‘iﬂwm‘i_IﬂNﬂmmwsl,u%umﬂu In-process control

11.4. LL‘]_l‘LIm;ﬂmmﬂﬁuLL@ﬁ%%Lﬂmzﬁmzﬁﬂﬁ‘@gﬂ (Finished product specification)

11.5. fatnauuudlnnImeagan Analytical Method Validation (Finished product)

11.6. LLuumﬁ;ﬂmiﬁﬂEﬁmmmzﬁmwmwﬁmﬁmeﬁmL‘ﬁlﬂL@uﬂslum?ﬂ@iﬂ?ﬂ?ﬂd%’%ﬂﬂ?ﬁqu@u@mm‘wum
mmgmmLﬁ'@ﬂizﬂfaumﬁsjumlﬁﬂuﬁﬁu

11.7. fafiuuanisAnianasanIneesdniusienlsznaunise luFuseaRmN I NNIATT N

(@1Tuuf )
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11.1. wuuaglansgrudngausendrAgnladlusmsensguuasdssnia

(Non — compendia Active Pharmaceutical Ingredient Raw Material Specification)

89

NAME. . (INN e

GBI C Al NAME .

StTUCTUIAl fOIMUI .o e e e

Y o] =To W1 =T o] a1 1= T

YT S0 =T Y7 =T

(@7 N T (T 1571 Y2 041 0

DT o1 4T 011 o] o ISP

Definition ( VSN Biological product TE Vegetable drug )

SO U Y e
Test Requirement Method
ldentification | ]
Assay AuUaElu % wiw |

(NATYN 1 AU )

1138 Potency {1 mcg/mg

Loss on drying

Heavy metals

Related substances

pH ( tidursenfindsey

solvent WALAINNIEINTL
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WA |

. [
solution A7l )

% [ % a % ¥ o 1 o a . = %
uaELue 1. NsudanInIgudngaL wialitaaudiAuanluan g (as is) vive wits
(on dry basis) 1198 1/91AanNtin (on anhydrous basis) 198 AU 11 on
y y
ethanol free acid
2. fianmuasinge) f1819893EMAaauRIN general method TAN9IENNTTHAT
v Y ac enera me O % 4 v acl a (% ] v
1senr Taifiesuuiisves g | method 14 usifiagsz 1B LATeINERNY UL
Tunstinéns general method 1l § method elagixnnnan 1 Auli fagszy
method giasnanasliitmian

11.2. N19LATENLANA1S Method Validation for APl and related substance

nansfisndulunistinigueiiiaatu Method Validation Iumiﬁluéwﬂﬁlm*m@ﬁ%mu@m
ADININ wazHIRTgIY Tun

1. Precision A25U398N2A28197 Lflum‘ﬁLmmzﬁmﬂ?mmhﬁq@ﬂwﬁﬂmuﬁm%@(n: AU
siiyﬂ) ATNATALATIZY WRIUINAIATIEHNIATUIRL % RSD

2. Accuracy ma‘i:qﬁqm’w 1475 Spiked placebo 199 Spiked sample (standard addition )
WATLITTENYNTLFT ﬁmﬂmmm‘%‘%ﬁﬁzq

3. Linearity (system) z@’éwﬂm%liwdwﬁmmﬁammzdﬁq(Lmu X) FuLBuIURaenT
AIIZA(LNY)

4. Linearity (system) #379n91951919A N dNI128941THIAITIU (WNU X) FLAN
Response (LNUY)

JunsiiiaaaA iy HPLC, GC HaduandAnuns system suitability Aqgl TR

Tailing factor (symmetry factor) Was Resolution (5Wﬁ)

fayalnuazidanreusazindasinanndingdiu avsuanidn Weight 299 Sample, Standard 7
1% Response a1NN1T9LAIIEH (1UAN Abosorbance, Peak area ),NaatAs1eH (111 % LA., %recovery) Las
Iuﬂiaiﬁwmmmiﬁ%ma*ﬂ 21 1AL AINITANUITUNIAE nyﬁﬁ,ﬁmmnwudqm@mmfﬁmgwmumqm?
gl linsudn nsvin Method Validation tiugnfeavidelsl

Calibration curve a1ndia (3) ldaunsoian991 qesiaqalfifaaaanifiasuantan Corelation
coefficient R uazpsinaInannis Y= ax+b 1luntinmaaiu Fetsznaunisfiatsn

WANANT AYTLAAY spectrum 38 chromatogram Usznaunnsfiansadn wazlunsoiiag

RIGEREA Stability indicating assay fasfiadenadey Specificity gl



NSIAUALANA1TNI158AsTIz e IAga8 HPLC

ada 6 Y Y = [ d”
). 383LATIEU TWuieeaziaanagil

1

2.

. System Suitability Solution (Resolution Solution) 1

A o«
. bATEANHA
Reagent
aal = oa, a
. qmmﬂummm?mmw’]
. Standard Preparation

. Assay Preparation

vy

. Chromatographic System

7.1 Column : T4A..........

Packing material Ti@......LaT AUA.........
= vy
7.2 Guard Column %28 Precolumn (21H)
7.3 FlowRate .................. ml/min

7.4 Detector : TiALAZcondition N

7.6 Temperature : .......cooovviiiiinnn .

7.7 Retetiontme @ ... mins
78Runtime . ..., mins
7.9 Injection volume & .................. ul

710 Chartspeed : .......cooeevivnnnns cm/min
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8. System suitability :

RSD & AU oo %

Resolution : THHBNTT oo %
Tailing Factor : TR oo, %
etC v

9. Calculation
9.1 9m peak response HuLlA
o % aal

9.2 ATUINUNAAILIE 1A

- External Standard method

- Internal Standard method
9.3 gMIN1TATUIY

v al o 1 1 éll A
- WAseaTIRe ATeastiasina Nl lugns

- wHanuiTads AWM Factor M1 luges

v
o

I1). HPLC chromatogram WWildaseazidsmnmail
1. TUALBY chromatogram
-Blank solution
-Standard solution (standard Mixture LLa% Internal Standard)

-Assay solution

2. AadNNEAIN1R (Interested substance) :-111s Betametasone valerate

3. 9YLTRANIVBY Usla peak M1Ll3IN7LUU chromatogram

4 4uFinan11EnsRn e uRIENARNY chromatogram RULLAN
2.1 type of Sample.................... (Standard %38 Assay)
2.2Column........o
2.3 Mobile Phase........................

24 Flowrate.....ooovviiiiii ml/min
2.5 Detector....c.ooiviiiiii

2.6 Sensitivity (Attenuation)....................

2.7 Sample solvent (811414 Mobile Phase)
2.8 Volume injection.................. Ml

2.9 Chartspeed.........ccoovevinnnns cm/min

1
o

dd‘a g
5. WUNNAUATIER
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NISIAUBLANAITNISIATIEVEIALIAE UV
acaa g % % al o d”
). AIATIZU SLVLL@Q?WEIZ\]&@EI@@QH
A A
1. LATRIND
2. Reagent
ad o & A
3. ADLATENUNNANTANAN]
4. Standard Preparation
5. Assay Preparation
6. Anm3a TR (procedure):,LLgfi\‘i Maximum wavelength (7\. max)
Blank solution N1%
7. Calculation gRIN1sAIUIN
% = o ] 1 all U
-uANTeaziBeAYesatief1e Nl lugns
-uReNNITaIBAUING Factor NElugms
I1). Uv Spectrum lHiudeseazinannail
1. Timvadspectrum
-Blank solution
-Standard solution
-Assay solution
2. Fad1NEaIN179A ( Interested substance ) :, i1 Paracetamol
3. ALY A max
4. 331 Medium 94

A4 A ey do
5. LAFNONAN M scan spectrum (€118 , TU)
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N

=b_

LAFIZF

=b_
%))

6. U

NISIAUBLANAITNITIATIENIALAE IR
ada s ¥ v a
). 359AeY ATz

4~

1. LATANND

adal = o 1
2. ABLBITHNAINENG
P | adal o

-Pre-treatment sample (Q1d) :- 96N19ENA
-Phase preparation :- 11 KBr disc , Solution

3. 38m3949m (procedure)

(2
o

). IR Spectrum lHiudeseaziensail
1. THAU99FREN -1 reference standard ,raw material, FiaasqeNdFa3
2. TFaa13NfeInimnsadn ( Interested substance ) -1 Chlorpheniramine maleate
3. 921 Phase 111
-KBr, Nujol , Neat solid
1% . ¥ al' [
-guduliuy Solution Was Solvent 4
A A Ay Ay '
41509 N M (878 | 7U)
5.Wave number scale verifiled Tng polystyrene film

6. JUNNILATVZIF

NSIAUALANA1TN1TATIAIaNAn e lagaE TLC

). AEMIIRE0L TudenaaziBeadl

1.113Wi3eN TLC plate

2.n113W55eN Mobile Phase

3.Standard Preparation

4.Assay Preparation

5.Applied Volume

6.Developing Reagent

7.Detection

8.Rf Value'

v
o

I1). TLC chromatogram ~ fiu&eseazidamnsail
1 FAE1INABIN1IMI99481 (Interested substance) :- 11 Paracetamol

2.9vTRAN3109usAz spot Ns1ng LU chromatogram



3.921 R, value N30 14

4 LA9ANLUS base line WAL solvent front

o aala -
5.9UNNIATIEN

WNNEE N3N Rf value analaifiasiun TLC chromatogram 16

" gunrauanalagdiunninegns vise diagram 1A

nsLauaLana15lngas MICROBIOLOGICAL TESTS

91eNn9

LanNd1e

Microbiological

Assay

® LU1IEALIRLATIDAIIABNANEILAYITNIRIATLATI LT IUI AN AL

® |111I9ALIAEIANTNTIALANANHDILALAITNTFATIA0LATILIT LN
o (3 o o 4:4‘ d’/ a
a113931 lanzaniunveTIunilauen

= a

dlez ac o % a g o ¢=II9/ 2
® NIUNDINITATNNAITIUT AEADITLATIEURATNAITIENNDINAT WTBH UL

ANUNANANTATNAIFIENNE19D

® N3N 1% In-house method AadlULNANAZAL Validation

® L1l COA 938LaNANTUAAIUNAITINITBIAITHIATTIN UATITEAUYITE
PPy a &
N lunsmsaadianzi

® Lu1dpyANANI9IRIIADLATIZE WEDNUAAINITAIUIDIANNANTNENT

b % a
ANB

Sterility Test

o % a 2 1 d’;dtﬂl v
® LULAUNANANTENNEY WEANLNTIEN MinAdaL

~ o o dl 1 ogl v a ada = o 1
o mmmiumwim:mﬁm KLU MeazRuATBIATENFIRLY LAY

AFNIMARDLLANIZAMFUANT UL

® Lundinyananaaay Suitability Test WianuRssaazidaannendas

AUNIINAZDL

L4 LLuu?ﬁﬂHﬂNﬂwM@u Sterility WERNNAARDL growth promotion LAY




¥ o

WAesaazidapningndasiunimagay

Bacterial

Endotoxins Test

o LutANueNaN iR WiaNLNTa T

o naglfiuenitlifazylusnamen udsiiunzesan Endotoxin limit e
WAANNIFANWITUAT Endotoxin limit

® LAAINITAIUITUAT MVD

® uudinyananaaal Interfering factor

o Lunfiayananngal Bacterial endotoxins WianuAsA dilution 7114

NPADL

T1eN9

LanNd1e

Microbial Limits

Test

) v a % ] d”addl v

® LLURANLUILANANITRINAN W?@NU\‘}TQﬁVﬂﬁ]
A aa ~ o aal o o o &
® LLUUTEAZIALAITNITLATHUNAYDUNNUALATNARDLLRANICANITUNURUL

=
NTEUEUEN

° LLuu?ﬂﬂyj@N@meﬂu Suitability test of counting method LAy

¥ =

Suitability of test method Wianu&edinyani9sdenmaqauvs uas

o
4 [

passage no. WA¥INEAzBndU] Ninedeiunimaasy
® Lundiayananaaal Microbial Limits
N . . . . . L. ° &
® NIUN specification 1m?zqﬂﬁ@wmm@u Microbial Limits Iummmgﬂ

4
o

ki g el euatlga Tuuudeyaatiuayuivuby 69
. . 1% d” d” a a 6
- NARTIAERU process validation AMUNTLULLRUTRYALNTE]

-  HNanmaau Microbial Limits 3 - 10 lots
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11.3. AIRENNITUAINITATLANANMNINWIULUADY In-process control

al 6D [~ =l ayd .
n. nsaditlugnidninaauWan (Fim coated tablets)

In-process control, during manufacturing are carried out as followed :

GRANULES :

- Moisture content

- Penicillin V

CORE TABLETS :
- Appearance
- Diameter
- Thickness
- Range of mean weight
- Weight variation
- Hardness
- Friability

- Disintegration

FILM COATED TABLETS :

:05-15% ( use moisture balance )

: 1250 — 1500 Units / mg W<gN

: White, circular, biconvex tablets. Bisected on one side
:10.0 mm

:4.0-5.0mm

: 320 mg * 5% (304 — 336 mg)

£ 5%

14 -5Kgs

: Not more than 1.0%

: Within 20 minutes

- Conformed to finished product specification and control method
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ADENG

. ns‘rﬁ'tf]ummm‘ﬁ‘?%ﬂo (Powder in sachet)

In-process control, during manufacturing are carried out as followed :

Powder :

- Paracetamol
Sachets :

- Appearance

- Identification

- Assay :

Paracetamol
- Uniformity of weight

- Range of mean weight

1 7.2 -8.8 % w/w

: Orange powder

: Paracetamol

:95.0-105.0 % L.A. of CgH,NO,
:+ 5%
:15.0gm + 5%

a6 :’ 1 [ .
A. nsodtilusdeaza1gdinausuilsevniu (Dry suspension)

In-process control, during manufacturing are carried out as followed :

Powder NAUN15LI999
- Appearance
- Moisture content
- Ampicillin trihydrate
Product 2tue11999 :
- Appearance

- Moisture content

- Range of mean weight

L RENATNWEDY
: not more than 1.0%

:10.0 - 12.0 % w/w of Ampicillin ( C,;H,,N,0,S)

L ueenATnyeey Ienantn lfaniuasunznaudsuy

: not more than 3.0%

: 24 g £ 5% for 30 ml
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48 g 5% for 60 ml
- pH (when mixed) :5.0-75
- Assay :
Ampicillin trinydrate :90.0 - 120.0 % L.A. of Ampicillin (C,;H,,N,0,S)

A2BENY
9. nsadiflugnilszinn Ointment
In-process control, during manufacturing are carried out as followed :
Appearance : %ﬁﬁmﬁm
Identification : Positive
- Methyl salicylate
- Menthol
- Camphor
- Eucalyptus ail
- Peppermint oil
Assay :
- Methyl salicylate :90.0-110.0 % L.A. of C8H803
- Total volatile substances  :46.4 - 57.0 % w/w
Microbial limit
The total aerobic microbial count does not exceed 500 per g ;
a 1 g sample is free from Enterobacteria, Pseudomonas aeruginosa,
Staphylococcus aureus, yeasts and moulds.
Minimum fill :
-150 g or less : Meet the requirement of USP 23 P.......

- more than 150 g : Not less than labeled amount
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AR
a. nsalsilugnATN (Cream)
Inprocess control, during manufacturing are carried out as followed :
Apperarance : Smooth, White cream, without foreign matter
Odour : characteristic
pH(10 %) w/v in water) : 3.0-5.0

|[dentification

= Clobetasone propionate : positive

Assay
- Clobetasone propionate : 90.0-110.0 % of the labeled amount of C,,H,,CIFO,

= Minimum fill
150 gorless : meetthe requirement of USP 23 P.........

more than 150 g : not less than the labeled amount

- Viscosity : 15000-17500 centipoises

A2BENY
2. nsalitlug@an (Injection)
Inprocess control, during manufacturing are carried out as followed :
Appearance - gingusLan 10 il ussqlumInL1an (ufia) Tad1inmna
|dentification . positive
Assay :
Ranitidine hydrochloride : 95.0-110.0 % LA. C,,H,,N,O,S

Clarity : clear , no evidence particle by visually

100



Particulate matter

pH

Sterility

Bacterial endotoxins
Volume in container

Leak test

: meet the requirement USP 23 P

( under small volume injection )

:6.7-7.3

: sterile

: not more than 7.0 USP EU/mg of ranitidine hydrochloride

: not less than labelled volume

1 no leak

(Finished product specification)

aaa 4 <
11.4. LLHUN‘;ﬂN’]ﬂ‘iﬂ’]uLL@%’Jﬁ’JLﬂi’]z‘lﬂﬂﬁ‘ﬁﬁ L‘i‘@g‘ﬂ
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NAME OF PrOTUCT ... e e et

F Y o] ol=T= [ F=1 g lo1= PP
Test Reguirement Method
o . % dl £ o
[dentification | LLAQTRALLAZUUIRNITIEN
A1 lumnsen A
“UULITEIATIRER”
Assay Wa9 % LA, (NATLN 1 AL ) WASTALATUTINAFIEN

P % o o
W?@NLL“’Q\‘]ZB}W?IN lananinu

B 117 lumA378n A

“UULITEIATIRLR”

Weight per unit

RIS o,

P A N
TN R RICRIR NG

unit

Weight variation

Wa9 percentage deviation (BP)

1178 WA meet the requirements

(USP)

3 2 o
BANTRLASUUIATTIEN
A 2 ¥

TR “UWULTIHAZLALA" 0N

o o 1= )
[ﬂ’]ﬁ“].lilllliuﬁl’]ﬁ"]ﬂ’]

Content uniformity

W& meet the requirements

(BP or USP)

o o o o
BAITRLASUUIATTIEN
A = ” -4

TR “LULITIEAZLRLA" 0N

o o 1= o
m?uiuﬂummm

Dissolution

WA %Q WAY LIAN

3 2 o
BANTRLASUUIATIEN
A 2 ¥

TR “UWULTIHAZLALUA" 0N

o o 1= o
m?uiuﬂummm




pH ( fnlueensiadsvy
solvent WAy ANEINAUTaY

solution Aagl )

Shelf — life

Storage condition

D, ajdengemndioyan1sAnANNAANIN

1. Accuracy (Spiked placebo)

1.1 WiuRsneazidaaindesne) Aol

- Stock standard solution

- Standard preparation

- Spiked placebo sample preparation

SRR agUan1nzn iU ANTaYANIIANEI AN AIANIN

11.5.A2289ULLATUN19NAEaL Analytical Method Validation (Finished Product)

102

WA Standard tnnnunieg]lugag 50-150 % 1049 Uinuiudsluiadinanzif (Expected value)

a4l Placebo auauminfszy uasamsedt (A)

1.2 LL@@\?N@ﬂ’]?VIﬂN@UINQﬂm’]?’N

- Standard preparation for the system linearity (1u°ﬁf3\1 50-150 % of expected value)

Analysis SEEEUTAY! Quantity added Responses Quantity found % Recovery
No. Placebo (mg) (mg)
1 A
2 A
3 A
4 A
5 A
Average | .......
RSD (%) | .......

Acceptance criteria

Mean recovery, Range

2. Linearity (method)

2.1 WamINa N9z1iNg mg added LAz mg found



2.2 AUINLAN correlation coefficient (1) kaz ANNT y=ax+b

3. Precision (Repeatability)

3.1 I HFNBE N NARA DT MINA T EFAUIU 6 G (N =6)

3.2 1HR9918AZIBEATAINTN AR AL

3.3 WAAINANITIATITI LU UA 3

Sample Concentration Responses % L.A. (X SD)
(per ml) (mean £ SD)
1
2
3
4
5
6
Average
SD
RSD (%)

Acceptance criteria

% RSDNMt .o

4. Linearity and Range (system)

4.1 uanenamlszndneanuidinduedansuInggnu A1 response (calibration curve)

4.2 W@PNENNIT Yy = ax + b (a =slope, b = intercept )

4.3 L&AYAN correlation coefficient (r)

4.4 LA ﬂﬂN@ﬂW?V\ﬂ@@Ungﬂﬁﬂﬁ‘%‘i

No.

Concentration

Responses * SD

a b~ W N

Acceptance criteria
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Correlation coefficient (r)

5. Specificity test

nansdiayalifiviugn Tudaanianisamsiziildnunissunauann product excipient,

» oy
198 reagent N1

2

11.6. WULATUNSANHIAMNASENINUBINA AN UNEN

n. @gaﬁﬂﬂmawﬁmﬁ’mm’ (General product information)

1. 38 (Name of drug

product)

6

5. 1339570497 (Container / Closure)

WAINNIUA

ANTAAFIN

104

2. YAAINUALALIENARAL (Specification and Test methodology information)

WALANISNAFDLI ADNIUUR 3NN
(Parameters) (Requirement) (Test method)
1. Appearance | Visual ; Test method no......
2. Strength | % L.A HPLC ; Test method no......
orUSP23p.............
3. Degradation product < % TLC ; Test method no......
e etCooviiin,

A. WHUNITNARALIULAERN12ENNAKAL (Study design / condition)

1. et aNTNNINARDL

SUNKAR

(Batch number)

AUNAR

(Date of manu.)

YUNANRR

(Batch size)

TUAUDIFUNARA
(Type of batch)
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NN : 921 THATBIFUNAR (FUN1INARLINTRY, JUNARa1Mg) (pilot scale, production scale)

2. U333710u41 (Container / Closure) 1W1ANNNAADL

3. AUl Teat e iRentiNInegel uazszydn iunimeseuusiaziaevizasniu (Number

of dosage units selected and whether tests were conducted on individual units or on composites of

individual units)

4. 3zaznaniiy (Sampling plan)

Accelerated test :

Long-term test

5. NInAdeLNTeuadazanginnenld isanenaailald (Reconstitued or opening)

Long-term test

Accelerated test : ............ months
Long-termtest :............ months

7. AaN12ENN9NUSNEN (Storage condition)
Accelerated test : 40+2°C , 75+5% R.H.
Long-term test : 30+2°C, 75+5% R.H.

3. dayanimeaayl (Stability data)

q, ﬂﬂ?LLﬂ?N@LL@m@ﬂN@ (Data analysis and CONCIUSION) ....ovuieieiie e
818N"19 1 E9A919 (Tentative shelf - life) ........... o AR
2181914 (Shelf - life) ........... 1

9 o @ =
LRINRAINLNUN
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Aﬂl v = ¥ -QII a ea al
mmgwmwﬂ{]ummi .......................................... WN .......... /25.......

(Responsible officer) (Date)

11.7. BAAIUUANITANBHIANAIENTNUDINA AN UL

uWIN WU RN LNI991ENIUNIAN A INANAN TN BN RARTTTTEN HAasia i

b2

1. fayadAnyisiesseyl3lusmenunisdneanuasaninaas(stability report)

4 o a o &
1.1. fayarialiaasnansine

|
1% g

AANARSTWS

dll a v Y oa

“TRUTENENAR
~“IUARATIUIALITIVUBINVTUSLITINTEUT

1.2. fanuunLazasnaday (stability indicating method)
1.3. NANINARBLAINAIANTNTBIANTL

= =8 ¢ﬂl 1 1% =3 = i/tﬂl
1.3.1 NTIUNTANBIAIMUANANINLLLTEeIZEN3(long term) 9 QINLL@QL@?@’QMG\?@’]E‘I‘ﬂ’]ﬂfﬁVI

laus arayiRangnslidansalitliinu 2 1 Tnafesdsdiayananisdneaanumsanin

[ %

' A P 1Y 1 A d’j
BLITLILIN 6 LR W?@NLLUU?ZHZE’]QiNH@HﬂQ’] 12 AU AN

1 v 1 % 1 tﬂl a o/ tﬂl a %4
® NAKALAENNURE 3 wu, LL@Q?“H‘WN@mLL@i’Ju‘WN@[ﬂi’DWﬁE

® LAvTunENINNIMAaaUALINUATuInaauATisa Ay

1.3.2 NIUNNSANHIANNAIAN TWULILIFZEZE19 (long term) MaTaansniaunisangns i

o

1aue azauRannnisliaie Inefiasdsfioyanan1sAnunAnuasanIn Wianiausagun

1
P o

NARLATTUNNAR A9

o o =

® FnFundaeniAuAIEaR(stable active ingredients) WigadienansnadsINIsaLAYW I

nAgaUaENlint 2

v
o 1

o mfunRfanaLiTanfaanumasiatias (Less stable drug substances) Winmgaavasing

1ot 331
1.4 a1 1gn19l4a34 viga angnaslddansn whanan1aznaiuinm(storage condition)

FNHNNANITNARADL

2. NMINAFDLANANNANANINLLLSZEZEN) (long term) THiinnsAnE A Nan1azsz lueiie/

wannaEinsunzilsuwsnfuendns vianluusacgluuunaaineilinn1ameaausRN AT

Y v v

2.1 9NATH BNTRY WATENLN NHBNAILIAN microbial limit 13innnsnaaaL microbial limit

Yy oA a oy > ) ~
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- 99aWA3 (1 Type 111,111 etc.)
- WIANANGFN (114 PE, PVCetc.)
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1. Manufacturing Process & Quality Control

(ﬁ‘fmm?wmmmu 981.2)

2. Pharmacology ( Tu Target Animal Species )

2.1 Pharmacokinetics

- Absorption

- Distribution

- Metabolism

- Excretion

2.2 Pharmacodynamics

3. Toxicology (Risk Assessment Data)

3.1 Hazard Identification (or Assessment)

3.1.1 General Properties

3.1.2 General Systemic Toxicity Testing

- Acute Exposure tests

- Subchronic Exposure tests (90 days)

vy A

- Long Term Chronic Exposure Test (21d)

3.1.3 Special Toxicity Testing

- Reproductive toxicity Testing

> Developmental Toxicology and

Teratology

- Genetic Toxicity Testing
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> Gene Mutation Assay
> Chromosomal Effect Testing
il dwiugsznaunig UNELIAG)
Wi / X lidl
i
- Hepatotoxicity Testing
- Nephrotoxicity Testing
- Other Toxicity Testing (ﬁﬁﬂf;gﬁfm)
3.2 Dose-Response Assessment (Au5udm{u3lne)
(¥1A1 NOAEL or NOEL --> "ADI" ANu
CODEX)
3.3 Exposure Assessment ( ¥11AN "CDI" ua "MRL")
(@ vFudmivsinm)
3.4 Risk Characterization (AN15UdmnILzINA)
> Human food safety (#11A1 Margin of Safety)
> Target animal safety
4. Safety
-Environmental safety
-User safety
5.Effectiveness (or Efficacy)
= A study in target species
- A study in laboratory animal
= Any field investigation
= An in vitro study (Molecular Mechanism Study)
6.The analytical method to determine the drug in edible
tissue
m%m’ﬁ'uﬁw@ (HUTZNBUNIG) oo FURPINR oo
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