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1.1 Acyclovir .......... mg for injection (138 Aciclovir)
1.2 Amoxicillin .......... mg and Clavulanic acid .......... mg for injection
1.3 Amoxicillin .......... mg and Clavulanic acid .......... mg tablet
1.4 Atorvastatin .......... mg tablet
1.5 Bisoprolol fumarate .......... mg tablet
1.6 Carvedilol .......... mg tablet
1.7 Cefixime .......... mg capsule
1.8 Ceftazidime .......... g for injection
1.9 Cetirizine hydrochloride .......... mg tablet
1.10 Ciprofloxacin .......... mg injection
1.11 Clindamycin .......... mg injection
1.12 Colistin .......... mg for injection
1.13 Donepezil hydrochloride .......... mg tablet
1.14 Doxazosin .......... mg tablet
1.15 Enalapril maleate .......... mg tablet
1.16 Equine rabies immunoglobulin .......... IU injection
1.17 Erythropoietin alpha .......... IU injection or for injection
1.18 Fenofibrate .......... mg tablet
1.19 Fenofibrate .......... mg capsule
1.20 Finasteride .......... mg tablet
1.21 Irbesartan .......... mg tablet
1.22 Levofloxacin .......... mg injection
1.23 Methyldopa .......... mg tablet
1.24 Metronidazole .......... mg injection
1.25 Nicergoline .......... mg tablet
1.26 Norepinephrine .......... mg injection
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1.27 Omeprazole .......... mg for Injection

1.28 Pantoprazole .......... mg for injection

1.29 Phenytoin sodium .......... mg injection

1.30 Piperacillin .......... g and tazobactam .......... mg for injection
1.31 Sulfasalazine .......... mg enteric coated tablet

1.32 Tamoxifen .......... mg tablet

1.33 Theophylline .......... mg extended-release capsule

1.34 Theophylline .......... mg prolonged-release tablet

1.35 Vancomycin .......... mg for injection

daui 2: [oulvdu
dqui 3: nanwnaainisuseliuatuseansnnmasna (Price Performance)

duil 4: 99AANS

4.1 ICH Guidelines
HEAL.NN.AT. 155 NAUBIAA Alzndmans 91aensalumIne dy
4.2  Msvegeuni1sazaiy (Dissolution Testing)
HELON.AT.UAUNS FIGIT50) PANGYAIENT 9W189NsalunIINe e
4.3 asevuluingAudeddnuasndndueien
SANN.ATNITY [5UansanG mazindumans gunansaluminende
4.4  eanudunsn-ag ves1dn
HALDY.AT.F52NTT FAFAG AUANSYAIANT UNI1TNEIAEUTAA
4.5 Bacterial Endotoxin Limit in Sterile Products : LW'ﬁﬂszﬂﬂ UYDANAUA
endotoxin ﬁagﬂu monograph Yesndumsu Jeilauanaeiuly
HELNN.ATEY FUBLNASEY Palsindvmans uimeduRating
4.6 Human Rabies Immunoglobulin (HRIg) : Gﬁjaﬁﬂmmﬁlmﬁu total protein i
AvuAll monograph
HELNN.AT5ES FUBLNASEY Palzindvmans uneduRaring
47 ety pH Tu@13U Intravenous Immunoglobulin (IVIg)
HELNN.AT5ES FUBLNASEY Palzindvmans wimeduRaring
4.8 Plasma-derived Factor VI
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BF.NN.AT.357 FUBENASAY palziadvaaRS U IneIauAatIng
4.10 nsusziuAmMAImegl uay GREEN BOOK 156
nyasgmal mesUiv nwIneImansnisunng
4.11 um9g U ISO/IEC 17025 158
nyasgmal msie nwIneImansnisunng
4.12 Long term stability #13 ASEAN guideline on stability study 159
of drug product
NQY.AT.OENT U d1neg7 A1INNIUAAIENTIINITOINITUAZE )
4.13 WHO : Guide to good storage practice for pharmaceuticals, GSP 164
Good distribution practice for pharmaceutical products, GDP
NgY.a93 Fueusiinid usen Aimeaiey (Usamalne) 9110
NN FUNTANNE FNNUSININTIATI5UTY FNNIMUAANTENTNTITI50UTY
4.14 mMsfinwmeasmeeddn (Clinical Trial) Slunsel 166
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1. Msddeinsenlumsiniauanyusianzvae
Anzyiaue Tesnen 2 aduiduwnassnsdmdniunisdnrinaudnvazianzyeen

Yaid

1) fsmdunladevesanigelning wavatuifiuify (The United States
Pharmacopoeia and The National Formulary and Supplements) wioiSande
g8 USP

2) fsusAvnsunlade uagatuifisui (British Pharmacopoeia and Addenda)
videiFundegedn BP

¥
v Y

lagaziaNsuLdondT e NiTeNas finished product Wag drug substance 91

Y

Toyatuatuiieaiu N3yl finished product liusngluis1en (non-official monograph) 381984

gy

ANT1ENveYATRY drug substance

AU a9 InUsENANTENTIAGITUGY 1509 T2YFTIE1 WA, 2556 aafudl 11
WU W.A. 2556 (awizmﬂluswﬁ%mwﬂm"’s’uﬁ 10 diqu1eu 2556) %qszyiﬂ%’ﬁwmm USP 34
waz BP 2011 ognlsinu Aazvineus laansantsamumunzanlunisldsisen USP 35 waz BP
2012 dwiudrsddlunmstavinaudnunsanzvetluadsd Woswn

N, AN151819198092U0U8 monograph 84 finished product Wag drug substance 7

D.

(%

AseuAauetudniAainuusianzvesdlng tlamiiunisluenansil
¥, N13RTITRiIAudnYuLlanIzveeT AneYnauY laviinisidSeuiiiey
AN BAZIANITYRIYY NUITIENserdlng iusIng seninadisgn USP 34

U USP 35 %58 BP 2011 AU BP 2012 laiflauuansnaniy
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1. nadisenserifansaulivsnglu USP 35 wag BP 2012 uaiseylilu Usp

1139 BP aUuflninin Angyina1u ag1ensienftndninunlee1eds

2e13l5AnL nmenule JaulseasnInToIndy S uNNLAUSNYUSIANIZYD 987

Mupnengldannfiszyluenansatull anansaviila lnggedainsgnaudunseyegluuseniansensis
81571900 1309 TEUATIE WA, 2556 ATTUR 11 Wwwieu w.A. 2556 (aeUsenAlusivfianun

Tuf 10 dguigy 2556) saiudeyarunisuaniaznisaivauamn niTungileududinau

v vy
v A= % a

ARIENTTUNITDNMNTHAZENIRIUNUAAINLIVDINUILINULBLANMULVUNL ALY DILARLLNAVA UN

q

2. 11033 UT5ULKER
unsgulssnugudalulssimaiiimuanmn1weds fe Good Manufacturing
Practice (GMP) lngu19557u GMP lagnitmun wilvuasuSuussegnasniial waglulagdumia
dninnuanznsinIeskaze1Usynalildinsgiu GMP fdrsdandninasitermuneydnya
FENIUsEATeMruANIUN1IATIIUTEUEWsann LSy (Pharmaceutical Inspection Co-
operation Scheme, PIC/S) F959n91 GMP PIC/S daumﬁﬁwL%’wmﬂemﬂszLwﬂlﬂ%mmgm‘liwmﬁ

d0AASRINUTDNNUANIBNY NUEVBIUTEIMALLY Fernsanenudnlulsewme

Andzyinau Taaiuisnnudrdglunisimualilssnundnefesduinsgiuly
sEAvaIng Lelvia1unsnAnaeneNiAnuAINAINLsIUNTNINgg U Faivualinudnvusianiy
YBIYIARLIIINITADINANIINLTINULITTUIATFIUALGUWIT GMP PIC/S mudsenaAnTensi

415715048 WU US cGMP ludu

3. ¥EUYaVaIET %39 Bioequivalence (BE)
WWosnenadyndferdiAgiduiferfvedunuun tunzidounout w.e. 2535
LilagnimualidesinisuuuienaisnisAnu¥rauyanse Bioequivalence (BE) 1ot tiadune

N1saunIsTunzideu agnelsAnuaueyinaus laededslssansannazaulasnfuvossn 34

¥ Y o o

WiuastiduwuInensiuagadnvazianzveseaduilvld ledasaidenrudniuves

Y

NsANTIEULaYSe Bioequivalence (BE) vasen sialuil

a

n. e1f1szyineglungy Biopharmaceutics Classification System (BCS) Class 3 30 4

2. YIAATUNITSNWILAU (narrow therapeutic index drugs)
A. 1MdNIUANENTIUNTRIMILAZE1USENIATIABIINSANYY bioequivalence
Wy grnuiiagnidu zidovudine (azidothymidine, AZT) g1luguwuugi

anLUasnsUanUanesiendfey (modified release dosage forms) 1Hugu
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Tul 2558 nsudndnanslaeanyseniawuinialjuialunisdamianaieisnan

a a ¢ [% aq a < a ¢ . . aa
2LanNNIaUNd (e-market) WarAILIFUILTNINTIANBLANNTBUNE (e-bidding) WNUITHDUIIALAY

¥
v A

U35znIns1awie3snismedidnnsedind anguennaznviugifesdntelagldis e-bidding mu
Usznianananinieiilesainilududiiifiaududeudndudesiinuanuinvuzianis
(specification) HBANVUAAMAINANLABINITIUNTINTBUAGLAT

1%
=

o [ = o o & d' o a [ 1% a

n1sfimunAuaNYMglanNIzvededdlinudnluiediiunisingelnlag1nd
AMAINLATIIAMNITAL IR TULUUTBIAMNANBAELA Nz Ya38171LadnvinluaTaliin1susuuse
WaguuUawieluanasaneus ielaeniuiunaninaninistunsideue1vesdinauauenssunig

41' o o A

21NSHAZYT LAY UTENIANTENTIEAGITUEY L399 TEUAITIET WA, 2556 A9Ui 11 Law18u A
2556 (a3UsenAlusafiaaunyiun 10 quieu 2556) na1iee Mvuafuaudiniamaliawen
Ju 2 dw

gl asaudRves finished product

g2 AruaudRves drug substance

Y o

dueladlafifmunasgulilusseiifsuusdinnsnsensaissaguusena
Susommdeatulmind awdredemussentu aiin138198nnsg1uves finished product way
drug substance feadumsenatuifeafiude dviuiiuendlidimuanasgulilussen q
SPUUATIINIINTENTNEAFITUFUUTENIASUTOT TR MUUALALLINTFIUTDINITIATIE LA 518
vosUszimafiduaudnves The International Council for Harmonisation of Technical
Requirements for Pharmaceuticals for Human Use (ICH) %38 Ttnas191983913 ICH udusinsal

uaﬂmﬂﬁ?uLm’;mﬁmummé’ﬂwmxLawwsummé’qﬁwﬁqﬁamimLa‘%mLaw“v’wm

a v v v 6

nawinssuelulseing lngldvnannis customer enforcement tenseAulvinaniauLn&y S

9
9 Y
fiaaunn Uaeade nelviinUseleviseonednme
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enansLIMIUARLENNsIETsatul 2559 Usenaudae 5 dau fell
ddl 1 audnunzlanzIesen

drudl 2 Reuludy

dudl 3 ndninasinsUsEiiuAUsEAMSnmEeTIAN (Price Performance)

drudl 4 eadnIng

d@UN 5 AANWIN

nhgnunIziwwInsiruanudnvauzanzve Wglunsdndonienaueisinn
Agndgaeediun 1 wavdiun 2 wldusenauiu nstinnsInaanIsLnuain1sUTEIELAN
UsednSn1nsias1A1 (Price Performance) agdaaindiud 1 @i 2 wavdiun 3 unldusznausiuiu
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ANZYINITUIRILLINIINSIUARENYZIANIZYBIBUUTENOUMEY 019158 NAMELNEYMEnS
aInsalunIineds uniinerdeuiing uviine1defating wazdiduavigain
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dafinnsunisunng Lﬂé’%mmﬂiiqwarm'1aé’i’qﬁ’@ﬁwﬁmmﬂé’@mzm'gqmmiiuqsuﬁ’q 12 Lunguan
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1. Faen Acyclovir ..........

2. aruantanaly
2.1 sduuu
2.2 dulszney

2.3 AYULUTIY
2.4 2810

3. auaNUANImAllA
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QN%ﬂHNZLQW"I&"IJENEJ']

Acyclovir .......... mg for injection

mg for injection (@13l4%e Aciclovir unulé)

Hunsermannide

Usznaumisien acyclovir #3e acyclovir sodium (prepared from

acyclovir with the aid of a suitable alkali) e‘z’iqamﬂaﬁu acyclovir .......... mg

Tu 1 vial

UssfluMTUEUITIENAnAnge uarussefuridesiuuas

- syyilenn dutsznaufedduazauuse Tundn Tudueny laaiinge
waziaunsdowinsuen Liagadaauunussasdiom

- UUNYUEUTIIIeosinsszyTesvideteniainisin diulseneulay
YUINATIILTIVOIE LAUTINER fuéuaw&g Tigaiau

mamimafﬁLﬂsﬂsﬁﬂmmmﬂulﬂmm finished product specification Wag drug substance

specification 7191984
WazEN NTENTIEIGTS
wndsnsulasisunile

nndrinFuatubie iy Felaannsideudedinauamuenssun1sems
gy atlindyssuldsnsdesenduaduniieuminialndninunsgiu
MUUTENIANTENTIASITUAY 1589 T8UANTIET WA, 2556 aeiudl 11

WWIEU WA 2556 (@aUseMAlusIwAuNYIun 10 Tquiey 2556)

3.1 Finished product specification: Acyclovir for injection USP

J8  Test items

Specifications

1 Identification Meet the requirement
2 Assay 90.0 — 110.0% of the labeled amount of acyclovir
3 Bacterial endotoxins Not more than 0.174 Endotoxin Unit/mg of acyclovir
4 pH 11.0 - 125
5 | Water Not more than 5.5%
6 | Chromatographic purity
- Guanine Not more than 1.0%
- Any other individual impurity | Not more than 0.5%
- Total all other impuirities Not more than 1.0%
7 | Sterility Meet the requirement
8 Uniformity of dosage units* Meet the requirement

9 Particulate matter

- Size > 10 um
- Size > 25 um

12
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Not more than 600 particles/container
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3.2 Drug substance specification: Acyclovir USP

v
Ua

1

O A~V DN

Test items
Identification
Assay

Water

Ordinary impurities

Guanine

Specifications

Meet the requirement

98.0 — 101.0% of acyclovir (on the anhydrous basis)

Not more than 6.0%
Not more than 1%

Not more than 0.7%

3.3 Finished product specification: Aciclovir sodium for intravenous infusion BP

v
U

1

O | o N O L AW DN

Test items

Identification

Assay

Bacterial endotoxins

pH (Alkalinity)

Clarity and color of solution
Guanine

Related substances

Sterility

Particulate matter
- Size > 10 um
- Size > 25 um

Specifications

Meet the requirement

95.0 — 105.0% of the labeled amount of aciclovir
Not more than 0.174 Unit/mg of aciclovir

10.7 - 11.7

Meet the requirement

Not more than 1%

Not more than 0.5%

Meet the requirement

Not more than 6,000 particles/container

Not more than 600 particles/container

3.4 Drug substance specification: Aciclovir BP

Test items
Identification

Assay

Related substances

- Impurity B (Guanine)
- Impurity O

- Impurity A, G, J, K, N, P (for each)

- Impurity C, F, | (for each)
- Unspicified impurities

- Total Impurities

Water

Sulfated ash

Specifications

Meet the requirement

98.5-101.0% of aciclovir (on the anhydrous substance)

Not more than 0.7%
Not more than 0.3%
Not more than 0.2%
Not more than 0.1%
Not more than 0.05%
Not more than 1.5%
Maximum 6.0%

Maximum 0.1%

§11InuINIsN13a151504gY A1 IUUAANTENTINAI51TUFY
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4.

5.

14

U8R - * T Uniformity of dosage units TokuULENAITHAAIIILALLBEANANIINTIT

g1z mndldudsneaziBeaiiluiuavlilulu coa

- nsdifiaanefoundenisiiu (waive) nsasiadeuiasizisianisle lruuans
lonansndngrufananitlasueysiise

- Drug substance specification #9134131NLUTATILNVBENER drug substance %38
TUilAsg9 drug substance vosgnARBN@NTagU adulaatunila Faiinningia

Tnsiasunnitenivun

Auuzidmiudin spec WY - anudnvagianzew1AINg1991900 8198991LIR5FIUAT
81 414 acyclovir WJu drug substance iU 37 drug substance Juans
Asdnu5a3U (semifinished or intermediate product) Aie acyclovir sodium &sliusing
lusis1g1 dlddesimunnuaudfianizveenluiite 3.2 wag 3.4 Drug substance
specification Ii@anARedniIval kagAITMMUALARUIULAAUBNAITHANITNTIT
WasrzringAuiluansnssuresansnsdniagy (semi-finished or intermediate
product) NlaunsgruauatseIatuReIfuiu finished product

- =

woulvdu

a ] - o = z:i
eazdunnueNa1saILi 2 1593 Houludu

A15UsziuAIUSEaNS N INRas1A (Price Performance)

al ! a « a ! a a ' .
FYALLRDYANIULDNFITAIUN 3 1399 N1FUIELLUAIUTEEANTANHDI1AT (Price Performance)
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qmé’nwmzmmwmm

Amoxicillin.......... mg and clavulanic acid .......... mg for injection
1. o8 Amoxicillin ........ mg and clavulanic acid .......... mg for injection

2. AaNUAnalY

2.1 Uiy Hunserusaanide dunnserniuig

2.2 @nlsenou Usznaumeflgn amoxicillin sodium %aam&aﬁ’u amoxicillin ......... mg
lkay clavulanate potassium G?jﬂamﬂaﬁu clavulanic acid .......... mg Tu
1 vial

2.3 PYULUTTY °uiiaﬂ,um%uzmmsnﬁmmmmL%a wazusTiilasiuuas

2.4 28N - swyien dhnuszneufendduarauus Tunda Judueny waeiinde

waziaungidouisuen Legnatdnnuuuussyio
- UUNIBUEUTIIUN0E NUREADITEYTDIMTOTONNNITAT dIUUTENBULAL

YUINAILLIIVBIEN LaiinGs Judueny 1iTaau

3. AnaNUANImALlA

Namim’sﬁﬁLﬂi’lzﬁ@mmmfluwmm finished product specification &g drug substance

o o L% al

specification 191999 1ALAdURSUaTUREITU BelnaanziTunedtinauaunITuNITeIMIS

£% '
v A

WAzE1 NIENTIEITITUEY Matndussunildansdedenduaduniisuinnielndnituinsgiu
wndyisuladnsunils MuUTENIANTENIINEISITUAY 1509 SEUMITIEN WA, 2556 asiun 11

3

g WA, 2556 (@aUsemalusnsiaanuuneiui 10 Iguieu 2556)

3.1 Finished product specification: Co-amoxiclav for injection BP

U | Test items Specifications
1 Identification Meet the requirement
2 Assay
- Amoxicillin 90.0 — 107.5% of the labeled amount of amoxicillin
- Clavulanic acid 90.0 - 107.5% of the labeled amount of clavulanic acid
3 | pH (Alkalinity) 8.0 - 10.0

4 Related substances
- Alpha penicilloic acid Not more than 5%
- Amoxiclllin dimer Not more than 5%
- Any unknown impurity | Not more than 3%
- Total impurities Not more than 15%

5 | Bacterial endotoxins Not more than 0.25 IU/mg of amoxicillin

15
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48 | Test items Specifications

6 | Water Not more than 3.5% w/w

7 Uniformity of dosage units* Meet the requirement

8 Particulate matter
- Size > 10 pm Not more than 6,000 particles/container
- Size > 25 pm Not more than 600 particles/container

9 | Sterility Meet the requirement

10 | Constituted solution Meet the requirement

3.2 Drug substance specification:

(A) Amoxicillin sodium BP

48  Test items Specifications
1 Identification Meet the requirement
2 Assay 89.0 - 102.0% of amoxicillin sodium (on the
anhydrous substance)
3 | pH 8.0 - 10.0
4 | Specific optical rotation +240° to +290° (anhydrous substance)
5 Related substances
- Impurity J Not more than 3%
- Any other impurity Not more than 2%
- Total impurities Not more than 9%
6 N,N-Dimethylaniline Maximum 20 ppm
7 2-Ethylhexanoic acid Maximum 0.8% m/m
8 Heavy metals Maximum 20 ppm
9 Water Maximum 3.0%
10 Bacterial endotoxins Less than 0.25 1U/mg
11 Sterility Meet the requirement

(B) Potassium clavulanate BP

49 Test items Specifications

1 Identification Meet the requirement

2 | Assay 96.5 - 102.0% of clavulanate potassium (on the
anhydrous substance)

3 | pH 55-8.0

4 Specific optical rotation +53° to +63° (anhydrous substance)

16
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48  Test items
5 Polymeric impurities and
other impurities (278nm)
6 Related substances
- Impurity E, G
- Any other impurity
- Total impurities
7 Aliphatic amines
8 2-Ethylhexanoic acid
9 Water
10 | Bacterial endotoxins

11 | Sterility

LLU’J‘V]’NﬂW‘Sﬁ’IﬁUﬂQﬂJﬁﬂENSLQ‘W’]S‘UENEI']

Specifications

Absorbance not greater than 0.40

Not more than 1%
Not more than 0.2%
Not more than 2%
Maximum 0.2%
Maximum 0.8%
Maximum 0.5%

Less than 0.03 IU/mg

Meet the requirement

U 2559

NuEme - * Wade Uniformity of dosage units lWkuuLONa1TLAA318a2UANANTITATIT

A51e9 ndllandeseazideamdudnavlilulu CoA

- N5UNIANLTEULTINTTAY (Waive) N1SHTIVEBUILASTIENITIENITEA LATULER

LNANIUANFIUAINATINLATUBYITRAE

- Drug substance specification #315041310UAATIENVBIENER drug substance %50

ludiAs1eh drug substance vaddndnendn5e3U atulaadunila Jadinsnse

AATIERATUNNTITONTILA

Auuzidmsudin spec W - Andnvuzianzee1AIng1I9190u 8198990LIRTFIUAT

81 @914 amoxicillin sodium way clavulanate potassium \Ju drug substance Wiy

N8I drug substance Lflua’l'iﬁ\‘ié”lﬁ%gﬂ (semi-finished or intermediate product)

Ao mixture of amoxicillin sodium and clavulanate potassium @akiusinglusiisien

HldRasnvunnmadRanizveenluiite 3.2 Drug substance specification

Tdonmdosmunzay wuazmsivun iguIsuansonaIsnansnsIaiaseiingauiiu

maﬁaﬁummmsﬁqﬁﬁ%gﬂ (semi-finished or intermediate product) NaxmsgIU

A318120ULARANUAY finished product

4. [Waulvdy

a | - o = 4'
S188LDUANIULDNENTEIUN 2 1589 Waulvdu

5. nsUseuAUsEansnnmas1an (Price Performance)

al ! A d' a ! a a ' .
FYALLRYANIULDNFITAIUN 3 1399 N1FUITELLUAIUTEEANTANHDI1AT (Price Performance)

§11InuINIsN13a151504gY A1 IUUAANTENTINAI51TUFY
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1.

2.

18

qmé’nwmmawwwmm

Amoxicillin .......... mg and clavulanic acid.......... mg tablet
Fow1 Amoxicillin ....... mg and clavulanic acid .......... mg tablet
AnENTAN LY
2.1 guuuy Wuedimndeuilay (film coated tablet) dususulsenu
2.2 @mlszneu  Usenaumiedign amoxicillin trihydrate ?iaam“aﬁu amoxicillin .......... mg

wag potassium clavulanate %39 diluted potassium clavulanate %qamﬂa
v clavulanic acid ......... me lu 1 1din
23 poususTy  vssilusssdaain Yesfunnudu uasussastasitdestuuas
2.4 2870 - szyBienn drmusznoufididyuazause FuRdn 57u§umq \avTindn
waziaungidouisuen Liegnatnnuuuussyio
- YuNMYULUITIINREsioedesTry e mIlonisnsi diulszneunas

YUIAAIIAULTIVEIE LavTIHEs Tudueny Lidaiau

. AuENUANIanAila

Nam'ﬁm’sﬁﬁLﬂiwﬁ@mmmfluwmm finished product specification Wag drug substance
specification 7ig198a1nundudSuatuiieniu Jeldannzideudedinauamuenssunisers
LAYEN NTENTNEITUEY tnduiiuiligrsdseaduatufifieusivdelnininesgiu
wndusinsulasizunids auUsznAnTENTINEsITgY 1599 SEURTIET We. 2556 aatudl 11

g WA, 2556 (@3Usenalusisiaauuneiui 10 dguieu 2556)

3.1 Finished product specification: Amoxicillin and clavulanate potassium tablets USP

U3 | Test items Specifications
1 Identification Meet the requirement
2 | Assay 90.0 — 120.0% of the labeled amount of
amoxicillin

90.0 — 120.0% of the labeled amount of
clavulanic acid

3 Uniformity of dosage units* Meet the requirement

4 | Dissolution*

Test1 or Test2 (unsalilailald Test 1 Tviszy Test Aldluluiusomanisiingz)

Test 1

- Amoxicillin Not less than 85%(Q) of the labeled amount of
amoxicillin is dissolved in 30 minutes

- Clavulanic acid Not less than 80%(Q) of the labeled amount of

clavulanic acid is dissolved in 30 minutes

§1UnUINIIN158151500gY  d1Un91UannsENTINE1515UgY
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U9 | Test items Specifications
Test 2
- Amoxicillin Not less than 85%(Q) of the labeled amount of

amoxicillin is dissolved in 45 minutes

- Clavulanic acid Not less than 80%(Q) of the labeled amount of
clavulanic acid is dissolved in 30 minutes

5 Water

(Laﬁlﬂ@&i’]ﬂﬂaEj’]ﬂﬂﬂjﬂ@]’]ﬂ%ﬂ']ﬂﬂ?’]ﬂLLN“U?NEI'])

- Amoxicillin laitfiy 250 mg Not more than 7.5%

- Amoxicillin 4911191 250 mg  Not more than 10.0%

ua L3ty 500 mg
- Amoxicillin 49111771 500 mg | Not more than 11.0%

6 Microbial test

- Total aerobic microbial Not more than 1,000 cfu/g
count

- Total combined yeast & Not more than 100 cfu/g
mold count

3.2 Drug substance specification:

(A) Amoxicillin trinydrate USP

48  Test items Specifications
1 Identification Meet the requirement
2 | Assay 900 - 1050 microgram of amoxicillin

per mg (on the anhydrous basis)
3 | Organic impurities

- Amoxicillin related compound | Not more than 1.0%
[D-hydroxyphenylglycine]

- Amoxicillin related compound D Not more than 1.0%
[amoxicilin open ring]

- Amoxicillin related compound A Not more than 0.5%
[6-aminopenicillanic acid]

- Amoxicillin related compound G Not more than 1.0%
[D-hydroxyphenylglycylamoxicillin]

- Amoxicillin related compound E Not more than 1.0%

[amoxicillin penilloic derivative]

19
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Y9  Test items Specifications
- Amoxicillin related compound M Not more than 1.0%
[N-(penicillan-6-yl) open ring amoxicillinamide]
- Amoxicillin related compound C Not more than 1.0%
[amoxicillin rearrangement product]
- Amoxicillin related compound E Not more than 1.0%
[amoxicillin penilloic derivative]
- Amoxicillin related compound J Not more than 1.0%
[amoxicillin open ring dimer]
- Amoxicillin related compound L Not more than 1.0%
[N-(penicillan-6-yl) amoxicillinamide]
- Any unspecified individual impurity Not more than 1.0%
- Total impurities Not more than 5.0%
4 | Dimethylaniline Meet the requirement
5 | pH 35-6.0
6 | Water 11.5 - 14.5%
(B) Clavulanate potassium USP
g8 | Test items Specifications
1 Identification Meet the requirement
2 | Assay 75.5 = 92.0% of clavulanic acid (on the anhydrous
basis)
3 | Organic impurities
- Total impurities Not more than 2%
- Clavam-2-carboxylate Not more than 0.01%
potassium
- Aliphatic amines Not more than 0.2%
- 2-Ethylhexanoic acid Not more than 0.8%
4 | pH 55-8.0
5 | Water Not more than 1.5%

3.3 Finished product specification: Co-amoxiclav Tablets BP

48 | Test items Specifications
1 Identification Meet the requirement
2 Assay

20
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Y3 | Test items Specifications
- Amoxicillin 90.0 — 105.0% of the labeled amount of amoxicillin
- Clavulanic acid 90.0 — 105.0% of the labeled amount of clavulanic
acid
3 Related substances
- Amoxicillin dimer Not more than 2%
- Any other Not more than 1%
4 Uniformity of dosage units* Meet the requirement
5 Dissolution*

- Amoxicillin

- Clavulanic acid

Not less than 70%(Q) of the labeled amount of
amoxicillin is dissolved in 45 minutes
Not less than 70%(Q) of the labeled amount of

clavulanic acid is dissolved in 45 minutes

3.4 Drug substance specification:

(A) Amoxicillin trinydrate BP

U3 | Test items Specifications

1 Identification Meet the requirement

2 | Specific rotation +290° to +315°

3 | Assay 95.0 — 102.0% of anhydrous amoxicillin
4 | water 11.5 - 14.5%

5 | pH 35-55

6 Impurities

- Any unspecified individual
impurity

- N,N-Dimethylaniline

- Sulfated ash

Not more than 1%

Not more than 20 ppm
Not more than 1.0%

(B) Potassium clavulanate BP

U | Test items Specifications
1 Identification Meet the requirement
2 | Assay 96.5 — 102.0% of clavulanate potassium (on the
anhydrous substance)
3 | pH 55-8.0
4 | Specific optical rotation +53° to +63° (anhydrous substance)

§1InuUsu1sn15a151TdgY  §1ineulannsensaaIsIsagy
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49 Test items Specifications
5 Polymeric impurities and Absorbance not greater than 0.40

other impurities (278nm)

6 Related substances

- Impurity E, G Not more than 1%
- Any other impurity Not more than 0.2%
- Total impurities Not more than 2%

7 | Aliphatic amines Maximum 0.2%

8 2-Ethylhexanoic acid Maximum 0.8%

9 Water Maximum 0.5%

10 Bacterial endotoxins Less than 0.03 1U/mg

(C) Diluted potassium clavulanate BP

48  Test items Specifications
1 Identification Meet the requirement
2 | Assay 91.2 — 107.1% of the content of potassium

clavulanate stated on the label

3 | pH 4.8 -8.0
4 Polymeric impurities and Absorbance not greater than 0.40
other impurities (278 nm)
5 Related substances
- Impurities E, G Not more than 1.0%
- Any other impurity Not more than 0.2%
- Total Impurities Not more than 2.0%
6 Water Maximum 2.5%

NuEWn - * 117370 Dissolution waz Uniformity of dosage units Tiwuulenansuanssiuaziden

NAN1IMI29AT1EN nTllandeseazideamdusnavlilulu CoA

- nsdifiaavefoundenisiiu (waive) nsasiadeuinszisienisle liduuans
lonansndngiufanaaiilisueysiise

- Drug substance specification W1504131NIUATIEVRENEN drug substance %38
TulAs1esi drug substance vesgHAnsd1TaTU atulnatunils eiin1snsas

Insinsunnitenivun
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Auuziidgmiudin spec W - andnvuzianzyeeIAing12919du 9198901UL1M gL
81 Tunsalindnduandunziiouniy USP Tagld diluted clavulanate potassium Hu
drug substance @sliiusnglusisen desimuenaudfenizveseluiite 3.2

Drug substance specification lvidenndedniyay uazAIIANUALMEI1EUARNS

a &

LONENTHANIIATINIATIEAIRgAUNL A IAIAUeY diluted clavulanate potassium

q

flaunsgIumusseatuiiedtuiu finished product
4. [Saulvdy
NYALLDYANNULDNANTAIUN 2 1509 Waulvudu

5. n1sUsziuAIUsEaNSAINsas1A1 (Price Performance)

SUALLDYANILLBNEITAIUT 3 1599 N5USTUAIUSEEANSAINEBI1A1 (Price Performance)
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Qmé’nwmuawqwaam

Atorvastatin .......... mg tablet
1. Y81 Atorvastatin .......... mg tablet
2. gruantAnaly
2.1 Uuuy Jugndaniouildu (film coated tablet) dmsusuuseniu
2.2 dwlszneu  Usenaumemien atorvastatin calcium fiauyaiu atorvastatin ... mg

Tu 1
23 AwupUssy  usTeluueeUnadn Hosumuy
2.4 28N - syydenn dautsznauserdidyuaraiuss Yundn Yuiueny ke
waziaunzdowinsuen Liagadaauunussysioum
- UUNYULUTIRNREsosdesTry e nietenianisin diulstnauuay

YUIAAILLIIVOIET 1aVTIHEAR Judueny LidaLau

3. auguUANamaia
NamimafﬁLﬂi’]gﬁ@mmwrﬁulﬂmu finished product specification Wag drug substance

specification @slavangLdeusod1inauAMLNITUNITOMITHALY NIENTHAITITVGY

3.1 Finished product specification

YD | Test items Specifications
1 Identification Complied with finished product specification
2 | Assay 95.0 — 105.0% of the labeled amount of

atorvastatin
3 Uniformity of dosage units* Complied with finished product specification
4 | Dissolution* Complied with finished product specification

5 Related substances Complied with finished product specification

3.2 Drug substance specification:

(A) Atorvastatin calcium USP35

49 Test items Specifications
1 Identification Meet the requirement
2 | Assay 98.0 — 102.0% of atorvastatin calcium (on the

anhydrous basis)
3 | Heavy metals Not more than 20 ppm
4 | Organic impurities
- Atorvastatin related compound A | Not more than 0.3%
(Desfluoro impurity)

24
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48  Test items Specifications
- Atorvastatin related compound B Not more than 0.3%
(3S, 5R isomer)
- Atorvastatin related compound C = Not more than 0.3%
(Difluoro impurity)
- Atorvastatin related compound D | Not more than 0.1%
(Epoxide impuirity)
- Any other individual impurity Not more than 0.1%
- Total Impurities Not more than 1.0%
5 | Enantiomeric purity Not more than 0.3% of atorvastatin related
compound E (3S, 5S enantiomer)
6 Water 35-55%

(B) Atorvastatin calcium USP37

49  Test items Specifications
1 Identification Meet the requirement
2 | Assay 98.0 — 102.0% of atorvastatin calcium (on the
anhydrous and solvent free basis)
3 | Propylene glycol (If label as a 54-7.3%
propylene glycol solvate)
4 | Heavy metals Not more than 20 ppm
5 Organic impurities

Procedure 1

- Atorvastatin related compound A
(Desfluoro impurity)

- Atorvastatin related compound B
(3S, 5R isomer)

- Atorvastatin related compound C
(Difluoro impurity)

- Atorvastatin related compound D
(Epoxide impurity)

- Any other individual impurity

- Total impurities

(1éen Procedure 1 138 Procedure 2 FufiUisduAT1Z1LaY polymorph Ya9nen)

Not more than 0.3%

Not more than 0.3%

Not more than 0.3%

Not more than 0.2%

Not more than 0.1%
Not more than 1.0%

§1InuUsu1sn15aI51TAlgY §1ineulannsensaaIsIsagy
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48 | Test items Specifications

Procedure 2
- Atorvastatin diamino Not more than 0.15%

- Atorvastatin related compound A | Not more than 0.3%

(Desfluoro impurity)

- Atorvastatin related compound B | Not more than 0.3%
(3S, 5R isomer)

- Atorvastatin related compound C | Not more than 0.3%
(Difluoro impurity) if present

- Atorvastatin 3-deoxyhept-2-enoic | Not more than 0.10%
acid

- Atorvastatin related compound H | Not more than 0.15%
(Lactone impurity)

- Atorvastatin epoxy Not more than 0.15%

tetrahydrofuran analog
- Atorvastatin ethyl ester Not more than 0.15%
- Atorvastatin related compound D | Not more than 0.15%
(Epoxide impurity)
- Atorvastatin related compound | Not more than 0.15%

(Acetonide impurity)

- Any other individual impurity Not more than 0.10%
- Total impurities Not more than 1.0%
6 | - Enantiomeric purity Not more than 0.3% of atorvastatin related

compound E (3S, 5S enantiomer)

Y

7 Water @i crystallinity vassend1Agy)
- Trihydrate form 35-55%
- Amorphous form or Not more than 6.0%
semicrystalline form

- Propylene glycol solvate Not more than 1.0%

(©) Atorvastatin calcium trihydrate BP2012

49  Test items Specifications
1 Identification Meet the requirement
2 | Assay 97.0 - 102.0% of atorvastatin calcium (on the

anhydrous substance)

26
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U | Test items Specifications
3 Enantiomeric purity
- Impurity E Not more than 0.3%

a Related substances

- Impurity A, B (for each) Not more than 0.3%

- Impurity C, D (for each) Not more than 0.15%

- Unspecified impurities Not more than 0.10%

(for each)

- Total impurities Not more than 1.5%
5 Sodium Maximum 0.4% (anhydrous substance)
6 Heavy metals Maximum 20 ppm
7 | Water 35-55%

nuEwme - * 11378 Dissolution wag Uniformity of dosage units Tvilluutenansuanisgaziden

NAN1IM529AT1EM ndllandsTeazideandudnavliluly CoA

- nsdiannzdeundenisiiu (waive) nmsasaaeuiesgisenisla Tidunans
lonansndngIusanaiildsueysiice

- Drug substance specification #315041310UAATIENVBENER drug substance %50
TUilAs1g9% drug substance vesgnansdnFagy adulaatunis Fefin1snsae

AATIVATUYNTITeNITUA
4. Roulvdy
= oA < a A
JwazBeanUeNaTaIuN 2 1S0e Roulvdu

5. n1sUsluAUsEaNnsnnsas1an (Price Performance)

a ! d' K a ! a a ' .
FNYALLDYANULDNAITAIUN 3 1599 N1TUILLUUAIUTEENTNINHDI1AN (Price Performance)

27
§11InuINIsN13a151504gY A1 IUUAANTENTINAI51TUFY



S S Y [ [
dJ 2559 WUININITANUAAUANBULIANITYDIEN

AMANEBALLANITYDIY

Bisoprolol fumarate .......... mg tablet
1. ¥981 Bisoprolol fumarate .......... mg tablet
2. qruaNtAnIlY
2.1 gUuuy Jugudn dmsusudsenu

2.2 dnlsznau Usznaunaesie bisoprolol fumarate %38 bisoprolol hemifumarate
.......... me Tu 1 in
23 awuzussy  UTsgluunsTeain Jestuarutu uasussydasitotuuas
24 aan - szyfionn dhuvszneumiendifyuazaunss Jundn i’u??ums; \avTinan
waziaunzdowiniuen Liagadaauuuussasioe
- yunugUTIIees wleefessrydosmietenainisd diuuszneuuay

YUINAIUHIIVDIEN LavinGs Judueny LiTaau

3. aududANamaila
Nam'ﬁm’gﬁLﬂiﬂzﬁ@mmmfluwmm finished product specification Wag drug substance

o L% a

specification 191999910 dURsUatURBITU BelnaanzilounedtinauAuznITUNIT91MIS
LazeT NIENTIEA51IEY eilindusinfunldansdadesduatuiiisumvieluiniuinsgu
wndysuladiFunils MuUTENIANTENITINEISITUAY 1509 SEUMITIEN WA, 2556 asiud 11

g WA, 2556 (@aUsenalusniaauuneiug 10 dguieu 2556)

3.1 Finished product specification: Bisoprolol fumarate tablets USP

99  Test items Specifications
1 Identification Meet the requirement
2 | Assay 90.0 — 105.0% of the labeled amount of
bisoprolol fumarate
3 | Dissolution* Not less than 80%(Q) of the labeled amount of
Testl or Test2 bisoprolol fumarate is dissolved in 20 minutes
4 | Uniformity of dosage units* Meet the requirement

3.2 Drug substance specification: Bisoprolol fumarate USP

#U09 bisoprolol fumarate %39 bisoprolol hemifumarate

48 | Test items Specifications
1 Identification Meet the requirement
2 | Assay 97.5 - 102.0% of bisoprolol fumarate (on the

anhydrous basis)
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49  Test items Specifications
3 | Specific rotation -2"to +2°
4 | Water Not more than 0.5%
5 Residue on ignition Not more than 0.1%
6 Heavy metals Not more than 0.002%
7 | Chromatographic purity
Total impurities Not more than 0.5%
8 | Content of fumaric acid 14.8 — 15.4% (on the anhydrous basis)

U 2559

nuEwme - * vUe Dissolution wag Uniformity of dosage units Tikuutenansianssgaziden

NAN1IMI29ATIEN NTllandeseazideamdudnavlilulu CoA

- NIANIANLLTEULIINITIU (Waive) NITASITEBUILATILNTIENITLA LIRS ULEARS

NasnangIUfINaNlsuayLRae

- Drug substance specification #315041910lUAATIERVBIEKNERA drug substance %30

ludipsngdt drug substance vasndnendsagy atulaadunils Falin150579

AATIERATUNNTITONTUA

4. Woulvdu

SUaLLDUARNNLBNETAILN 2 1599 Waulvdu

5. n1sUsziuAIUsEaNSAINsas1A1 (Price Performance)

UALLDUANILLBNANTAIUT 3 1509 NSUTEIUAIUSEANS A INHas1A1 (Price Performance)
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Carvedilol .......... mg tablet
1. Fawn Carvedilol ......... mg tablet
2. gruantAnalY
2.1 gUuuu Wueudia dmsusuusenu
2.2 dwlsenou  Usznaumiesign carvedilol ........ me lu 1 uin

23 amuzussy  vsluussdaain Jostuarutu uasusadusidestuuas
2.4 a0 - syyiionn dulssneufenddyuazanunss Yundn ufiueny lauiinge
waziaungidouisuen Miegnatnauuuussyio
- yunwurUTIIeeswtesessrydosmiatenanisdn diuuszneuuay

YUINAINLIIVIET LaviIHGn Judueny Lidaiau

3. aududANamaila
wamimafﬁLﬂiﬂzﬁ@mmmﬂulﬂmm finished product specification ey drug substance

o L% a

specification 191999 1AnduRsvatuLAsIiu elnaanzilounedtinanuauznITuNITe1MIS
Lazen NIENTNAISITAUEY Vv suldenadedienluaduniisumvselndnitunsgiu
wdwmsulamSunils AuUTENIANTENIIESITUEY 1509 TEYRITIE W.A. 2556 aeiudl 11

g WA, 2556 (@aUsenalusiwiaayunyiug 10 dguieu 2556)

3.1 Finished product specification: Carvedilol tablets USP

48 | Test items Specifications

1 Identification Meet the requirement

2 | Assay 90.0 - 110.0% of the labeled amount of carvedilol

3 Dissolution* Not less than 80%(Q) of the labeled amount of
Testl or Test2 or Test3 carvedilol is dissolved in 30 minutes

4 | Uniformity of dosage units* Meet the requirement

5 Related Compounds
- Individual impurity Not more than 0.2%
(specified or unspecified)

- Total impurities Not more than 1.0%

30
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3.2 Drug substance specification: Carvedilol USP

)
1
2

6

Test items
|dentification

Assay

Residue on ignition
Heavy metals

Organic impurities

Specifications

Meet the requirement

98.0 — 102.0% of carvedilol (on the dried
basis)

Not more than 0.1%

Not more than 10 ppm

Note : Procedure 1 or Procedue 2 (Procedure 2 is recommended when carvedilol

related compound F is a potential impurity)

Procedure 1

Carvedilol related compound E

Carvedilol related compound A

Carvedilol bisalkylpyrocatechol
derivative (if present)

Carvedilol related compound C

Carvedilol related compound D

Carvedilol related compound B

Any other individual impurity

Total impurities

Procedure 2

Carvedilol related compound A

Carvedilol related compound F

N-isopropylcarvedilol

Carvedilol related compound C

Carvedilol related compound B

Biscarbazole

Any other individual impurity

Total impurities

Procedure 3

Carvedilol related compound F
(if present)

Loss on drying

Not more than 0.1%
Not more than 0.1%

Not more than 0.15%

Not more than 0.02%
Not more than 0.1%
Not more than 0.1%
Not more than 0.10%
Not more than 0.5%

Not more than 0.1%
Not more than 0.1%
Not more than 0.1%
Not more than 0.02%
Not more than 0.1%
Not more than 0.1%
Not more than 0.1%

Not more than 0.5%

Not more than 0.1%

Not more than 0.5%

naEwme - * 11310 Dissolution wag Uniformity of dosage units Tikuutonansuanisgazigun

NAN1395AAS1EY ndllaudesazideniidudnavlilulu coA

- NIANIANZLTEULIINITIU (Waive) N1SHTIVFDUILATIZINIIENITEA LADULEARS

enasangIuRInaNlesus iRy
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- Drug substance specification #913a4131NtUTATIENVRENER drug substance %30

ludps1zit drug substance woddNdnuIdNs3U adulaatunis Fininsae
AATIATUYNTITeNIN U
4. woulvdy
eavldunnueNa1saIui 2 1593 Houludu

5. n1sUszliuAIUsEaNSAINsas1A1 (Price Performance)

al ! d' « a 1 a a ' .
FYALLRYANULDNFITAIUN 3 13899 NTUITELHUAIUTZEANTAINABI1AT (Price Performance)
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Cefixime .......... mg capsule

1. Y981 Cefixime .......... mg capsule
2. auantanaly

2.1 guuuy Juendiaualya vlinsuuseniu

2.2 dwusenou  Usenaumemien cefixime trihydrate Jaauyaiu cefixime .......... mg Tu

1 i
23 7wuzUssy UsTRluwnsUnatin desiuaiuiu
2.4 a8 - SeYREN @UUTENBUMLIAIAYLATAILLTI TURER JUAURIY 1@VTINGR

waztaunzauiniuen Liegnednauunussysine
- UUAYULUTIRENTUBUADITE YT IMIBTENINTIA1 dIuUsenauiay

YUINAINLLITIVBIET LaUNGR Juaueie 1iTaau

3. augudANamaila
Han13nsI93tAsIsinan mduluany finished product specification waz drug substance
specification aus188818ua7919a19 Felavanzidouned1inauAMENIIUNITEINITUAZ )

NIENIIEATITUEY

3.1 Finished product specification

49  Test items Specifications

1 Identification Complied with finished product specification
2 | Assay 90.0 - 120.0% of the labeled amount of cefixime
3 | Uniformity of dosage units* Complied with finished product specification
4 Dissolution* Complied with finished product specification
5 | Impurities Complied with finished product specification

3.2 Drug substance specification: ldonvo 3.2 (A) w3898 3.2 (B) atslaegamni

(A) Cefixime USP

U84 Cefixime trihydrate

Y9  Test items Specifications
1 Identification Meet the requirement
2 | Assay 950 — 1030 microgram of cefixime per mg (on the
anhydrous basis)
3 | Specific rotation -75° to -88°
4 | pH 26-4.1
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98  Test items

5 Water
6 | Chromatographic purity
- Any individual impurity

- Total impurities

(B) Cefixime BP

U809 Cefixime trihydrate

92  Test items

1 Identification

2 Assay

3 pH

4 | Related substances
- Any impurity
- Total impurities

5 Ethanol

6 Water

7 | Sulphated ash

NuBR - * 9ia%e Dissolution wag Uniformity of dosage units Tikuulenansianisiuaviden

Specifications

9.0 -12.0%

Not more than 1.0%

Not more than 2.0%

Specifications

Meet the requirement

95.0 — 102.0% of cefixime (on the anhydrous
substance)

26-14.1

Not more than 0.5%
Not more than 3%
Maximum 1.0% m/m
9.0 - 12.0%

Maximum 0.2%

NAN1IATINATIEN YN lanasTeaziBusidudiavlilulu coA

- NSUNINLLTYUKIINITLIU (waive)

enasuangIuRananlesuayifeg

- Drug substance specification ﬁmﬁmwmfﬂ,ﬁLﬂﬁﬂzﬁmaﬂﬁmﬁm drug substance %39

a s Y a o & LY LY = PN
ludiAs1en drug substance vadEnAng @15z atulaadunils Falin1snsia

AATIRATUNNTTRTINYTIUA

= a
. Noulvdu

HALLDYANULDNANTAIUN 2 1589 Waulvdu

. N15UsSEUAIUTEANSAINABI1A (Price Performance)

UATLDYANIULBNEITAIUN 3 1589 N5UTEIUAIUSEEANS A 1NEaI1A7 (Price Performance)
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Ceftazidime .......... g for injection
1. ¥981 Ceftazidime ......... g for injection
2. aaauUAnalY
2.1 guuuu unsenduniaudenniug Usaainide

2.2 dwlszney  Usenaumgdiunaiveeiien ceftazidime pentahydrate @aauyafiu

ceftazidime .......... ¢ uag sodium carbonate %39 arginine Tu 1 vial
23 2WULUIIY UTSTRUNITUEUSIIENRAUTIAINTR kavussYinadaiunas
2.4 28N - 5¥UTRYN duUTENaUMEdAUATANLTY TUNER TuAUDNY YNNG

waziaungdouinsuen Liagdnauunussasioe
- UUNYULUTIIYN0E1NTREABITE U0 IMTOT0NNNNTAN dINUsEnauLaL

YUIAAILRIIVBE Laviinde Tudueny Lidaau

3. augudANamaiia
Namﬁmi’;ﬁﬁLﬂi’]zﬁqmmmﬂuwmm finished product specification Wag drug substance
specification 7ig198a1nundudiSuatuieniu Jeldannzideudedinauamenssunisers
LAYEN NTENTNAIIUEY tnduiiuiligiBfeaduatuiiiisumivielminiwiasgn
wndusinsuladizunids muUsznAnsENTIEsITgY 1309 SEUMTIET We. 2556 aatudl 11

WwEU WA, 2556 (@aUsenalusnwiaauunyiui 10 Iguieu 2556)

3.1 Finished product specification: Ceftazidime for injection USP

U | Test items Specifications
1 Identification Meet the requirement
2 | Assay 90.0 — 105.0% of ceftazidime on the dried and

sodium carbonate- or arginine-free basis and
90.0 — 120.0% of the labeled amount of

ceftazidime

3 Bacterial endotoxins Not more than 0.1 Endotoxin Unit/mg of
ceftazidime

4 | Sterility Meet the requirement

5 | pH 50-75

6 Loss on drying Not more than 13.5% (n5eild sodium carbonate)

Not more than 12.5% (nsalld arginine)
7 Particulate matter
- Size > 10 pm Not more than 6,000 particles/container

- Size > 25 pm Not more than 600 particles/container

35
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99  Test items Specifications

8 | Sodium carbonate (61) Meet the requirement

9 | Limit of pyridine (impurity F) | Not more than 0.4% (n5aild sodium carbonate)
Not more than 0.3% (N384 arginine)

10 | Content of arginine Meet the requirement

11 | Uniformity of dosage units* Meet the requirement

3.2 Drug substance specification: Ceftazidime USP

#U804 ceftazidime pentahydrate

¥

U | Test items Specifications

1 Identification Meet the requirement

2 | Assay 95.0 — 102.0% of ceftazidime (on the dried basis)
3 | Sterility Meet the requirement

4 | pH 3.0-4.0

5 Loss on drying 13.0 - 15.0%

6 Bacterial endotoxins Not more than 0.1 Endotoxin Unit/mg

3.3 Finished product specification: Ceftazidime for injection BP

Y3 | Test items Specifications
1 Identification Meet the requirement
2 Assay
- Ceftazidime 90.0 - 110.0% of the labeled amount of
ceftazidime
- Anhydrous sodium 8.0 - 10.0% w/w
carbonate
3 | pH (Acidity or alkalinity) 50-75
4 | Clarity of solution Meet the requirement
5 Pyridine Not more than 0.5%
6 | Related substances
- Impurity A Not more than 0.2%
- Impurity B Not more than 0.2%
- Impurity G Not more than 0.2%
- Unspecified impurities Not more than 0.1%
- Total impurities Not more than 1%
7 Loss on drying Not more than 13.5%

36
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49 Test items Specifications
8 | Bacterial endotoxins Not more than 1.0 IU/ml (solution 10 mg/ml)
9 Uniformity of dosage units* Meet the requirement
10 | Particulate matter (613)
- Size > 10 ym Not more than 6,000 particles/container
- Size > 25 ym Not more than 600 particles/container
11 | Sterility Meet the requirement

3.4 Drug substance specification:

(A) Ceftazidime pentahydrate BP

v

U9  Test items Specifications
1 Identification Meet the requirement
2 | Assay 95.0 - 102.0% of ceftazidime (on the anhydrous
substance)
3 pH 3.0-4.0
a4 Related substances
- Impurities A, B, G (for each) | Not more than 0.2%
- Unspecified impurities Not more than 0.10%
(for each)
- Total impurities Not more than 1.0%
5 | Impurity F Not more than 500 ppm
6 | Heavy metals Maximum 20 ppm
7 Water 13.0 - 15.0%
8 Bacterial endotoxins Less than 0.10 1U/mg

(B) Ceftazidime pentahydrate with sodium carbonate for injection BP

U9  Test items Specifications
1 Identification Meet the requirement
2 Assay
- Ceftazidime 93.0 - 105.0% of ceftazidime pentahydrate (dried
and carbonate-free substance)
- Sodium carbonate 8.0 - 10.0%
3 pH 50-75

§1InuUsu1sn15aI51TAlgY §1ineulannsensaaIsIsagy
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499  Test items Specifications

4 Related substances

- Impurity A Not more than 0.2%
- Impurity B Not more than 0.2%
- Impurity G Not more than 0.2%
- Unspecified impurities Not more than 0.1%
- Total impurities Not more than 1.0%
5 Impurity F Not more than 0.3%
6 Loss on drying Maximum 13.5%
7 | Bacterial endotoxins Less than 0.10 1U/mg

BN - * T Uniformity of dosage units lWhuUBNATLANIIIEAZIBUANANITATIT

@518 ndllewdsseazideandudnavliluly CoA

- NIANAANLLTHULIINITLIU (Waive) N1SHSIFFBUILATIEIITIENITIA bATULEARS

enansvangIufanaIntasueudifce

- Drug substance specification #315041310MUAATIERVBIENER drug substance %30

TudiAs1giit drug substance woddnaned15agU atulaatunis Falin150579

AATIIATUYNTITRNI TR

AuwuzidmIudin spec W - Andnvuzianzew1AINg19U190U 919899UNIRTFINAT

4. [Naulvdu

81 Tunsalvnaniuavungidsunin USP Tagld mixture of ceftazidime pentahydrate
with sodium carbonate for injection Ju drug substance #slaiusinglusisnen

AosfmunRuaNTRanIzvedeluiite 3.2 Drug substance specification lvidanadas

'
a =

WILNZAN kAZAISIIMUAEYI8LAANENaNINANINTITIAT T IngRuNDuansAswi

9

YB3 mixture of ceftazidime pentahydrate with sodium carbonate for injection

AlaunsgIusumseIatuRedfuiu finished product

HALLDYANNULDNANTAIUN 2 1509 Waulvdu

5. n1sUseluA1UsEaNSNINAa31A1 (Price Performance)

UATLDYANIULBNAITAIUN 3 1589 N5UTEEIUAIUSEEANSAINEBI1A1 (Price Performance)
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Cetirizine hydrochloride .......... mg tablet
1. Foen Cetirizine hydrochloride .......... mg tablet
2. gruantAnaly
2.1 gUuuY Dugndandouildu dmsuiudseniu

2.2 @nmusznou  Usenausie@ien cetirizine hydrochloride %39 cetirizine dihydrochloride
.......... meg lu 1 in
23 mouwussy  ussilusesdaain Jestuanutu warussadeitostuuas
2.4 a0 - svydenn dhutsznausendfyuazauuss Yundn Tuiueny wufinde
waziavnzdowiniuen Liagadaauuuussysioe
- YuMTUEUITYEnegetioesinssryTosvietenisnsd dausznauuas

YUINAILIIVIET 1aviHGR Judueny Lidalau

3. adudANIamaila

NamimaﬁﬁLﬂ'ﬁﬁzﬁﬂmmwﬂﬂﬂm’m finished product specification Wag drug substance

'
[ Y a [ = 1 o

specification 19198991ALAdUASUatULREINU BelaananzidounadinanuauynITUNITOIMIS

[ '
a

LazeT NIENTNAISITUEY eilindusisuiildsadedeaduatuiiisurinvielvdninuinsgiu
ndyisuladiFunile muUTENIANTENTINAEISITUEY 1509 SEUMITIEN WA, 2556 asiud 11

9

g WA 2556 (@eUsenAlus1wanuunyiun 10 dguieu 2556)

3.1 Finished product specification: Cetirizine hydrochloride tablet USP

48  Test items Specifications
1 Identification Meet the requirement
2 | Assay 90.0 — 110.0% of the labeled amount of cetirizine
hydrochloride
3 Dissolution* Not less than 80%(Q) of the labeled amount of

cetirizine hydrochloride is dissolved in 30 minutes

4 Uniformity of dosage unit* Meet the requirement
5 Organic Impurities

- Cetirizine lactose ester Not more than 0.40%

- Cetirizine ethanol Not more than 0.15%

- Any unspecified degradation | Not more than 0.2%

product
- Total impurities Not more than 0.8%

39
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3.2 Drug substance specification: Cetirizine hydrochloride USP

B
1
2

Test items
|dentification

Assay

Residue on ignition
Heavy metals

Organic impurities

Note : It is recommended that procedure 2 be performed if either cetirizine ethanol

N84 cetirizine hydrochloride %38 cetirizine dihydrochloride

Specifications

Meet the requirement

98.0 — 102.0 % of cetirizine hydrochloride

(on the dried basis)
Not more than 0.2%

Not more than 10 ppm

or cetirizine acetic acid may be present in the test substance

Procedure 1

4-CBH

Dimer

2-Chlorocetirizine

Cetirizine related compound A
Deschlorocetirizine

CBHP

Any individual unspecified impurity
Total impurities

Procedure 2
Deschlorocetirizine

Cetirizine ethanol

CBHP

2-Chlorocetirizine

Cetirizine methyl ester
3-Chlorocetirizine

Cetirizine acetic acid

Cetirizine N-oxide

4-CBH

4-Chlorobenzophenone
Cetirizine dimer

Any individual unspecified impurity
Total impurities

pH

Loss on drying

Not more than 0.1%
Not more than 0.1%
Not more than 0.1%
Not more than 0.1%
Not more than 0.1%
Not more than 0.1%
Not more than 0.1%
Not more than 0.3%

Not more than 0.1%
Not more than 0.1%
Not more than 0.1%
Not more than 0.1%
Not more than 0.1%
Not more than 0.1%
Not more than 0.1%
Not more than 0.1%
Not more than 0.1%
Not more than 0.1%
Not more than 0.1%
Not more than 0.10%
Not more than 0.3%
1.2-18

Not more than 0.5%
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3.3 Finished product specification: Cetirizine tablets BP

U | Test items Specifications
1 Identification Meet the requirement
2 | Assay 95.0 — 105.0% of the labeled amount of cetirizine
hydrochloride
3 Dissolution* Not less than 80%(Q) of the labeled amount of

cetirizine hydrochloride is dissolved in 45 minutes

a Related substances

- Impurities A, B or G Not more than 0.3%

- Unspecified impurities Not more than 0.2%

- Total impurities Not more than 1.0%
5 Uniformity of dosage unit* Meet the requirement

3.4 Drug substance specification: Cetirizine hydrochloride BP

#UWA cetirizine hydrochloride %39 cetirizine dihydrochloride

U | Test items Specifications
1 Identification Meet the requirement
2 | Assay 99.0 — 100.5 % of cetirizine hydrochloride

(on the dried substance)
3 pH 12-18
a Related substances

- Impurities A, B, C, D, E, F (for each) | Not more than 0.15%

- Unspecified impurities Not more than 0.10%
- Total impurities Not more than 0.3%
5 Loss on drying Maximum 0.5%
6 | Sulfated ash Maximum 0.2%

NEWR - * 11390 Dissolution wag Uniformity of dosage units liluulenansuansgaziden

NAN139M523 A2 ndllauasssazideamdudnaviilulu coA

- nsdifaanzifeundinisiu (waive) n1snsivdeudasizisienisla 1B uuana
lonansndngIufananilisueusicme

- Drug substance specification #131504131NMUAATIENVBIENER drug substance %30
Tudas1e% drug substance veagnaneduFagy adulaadunis Felin1snsae

TAsinsunniteninvun
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4. [Saulvdy
SNYALLDYANNULBNEANTAIUN 2 1509 Waulvudu

5. n1sUsziuAIUsEaNSAINsas1A1 (Price Performance)

SUALLDYARNULBNETEIUN 3 1589 N15USEUAIUSEANS A INHBI1AN (Price Performance)
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Ciprofloxacin .......... mg injection
1. ¥981 Ciprofloxacin .......... mg injection
2. pauantanaly
2.1 guuuy Juansazaneusmande la lifddedmaesnns dmsuia
2.2 duisznau Usznoaumesiegn ciprofloxacin %39 ciprofloxacin hydrochloride lawil
lactic acid \Judsavate Fsauyaiu ciprofloxacin ... mg azangluy

asazanunglaa (5% dextrose injection) 3eansavanginie (0.9%

sodium chloride injection) Tudsunas .......... Uadans
23 WIAUTIV e ladans
2.4 ANYULUTTY UssTlunurUTIEIAnUTANge warussuTidesiuuas
2.5 aan - swyienn dnuseneufiendiduaraauus Tunda Judueny weiinde

waziaungidousinsuen Miegnadnauuuussyio
- UUNYULUTIIE0819UDEADITEYTRLMTOTONNTAT dauUsenauLay

YUIAAIIULITIVEIEN LavTIHEs Tuduene Lidaiau

3. andudANIamaila

NamimaﬁﬁLﬂﬁ’lzﬁﬂmmwﬂﬂﬂmu finished product specification Wag drug substance

[ Y a 1 )

specification 1919891ALAdURSUat LAY FelaaanzilouredinaunmenIsun15e1ms
LA NIENTIAI515EY Methindysisuiildidesealuaduiiiisurimielninimuinsgu
ndyisuladiFunile muUTENIANTENITINEISITUEY 1509 TEUMITIEN WA, 2556 asTud 11

WWgU WA 2556 (@asEnAlus1ianuunyiun 10 dguneu 2556)

3.1 Finished product specification: Ciprofloxacin injection USP

98  Test items Specifications
1 Identification Meet the requirement
2 | Assay 90.0 — 110.0% of the labeled amount of

ciprofloxacin

3 Lactic acid content 0.288 - 0.352 mg of lactic acid for each mg of
ciprofloxacin
4 | Dextrose content (213) 4.75 - 5.25 ¢/100 mL
5 | Sodium chloride content (61l) 85.5 - 94.5 mg/10 mL
6 Ciprofloxacin ethylenediamine Not more than 0.5%
analog
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YD | Test items

Specifications

7 Particulate matter

- Size > 10 pm Not more than 6,000 particles/container
- Size > 25 pm Not more than 600 particles/container
8 | pH 35-46

9 Bacterial endotoxins

Not more than 0.50 Endotoxin Unit/mg of

ciprofloxacin

10 | Sterility

Meet the requirement

11 Volume in container

Meet the requirement

3.2 Drug substance specification:

(A) Ciprofloxacin USP

Y2 | Test items

Specifications

1 Identification Meet the requirement

2 Assay 98.0 — 102.0% of ciprofloxacin (on the dried
basis)

3 Residue on ignition Not more than 0.1%

4 | Chloride Not more than 0.02%

5 | Sulfate Not more than 0.04%

6 Heavy metals Not more than 20 ppm

7 Organic impurities

Pr re 1

- Limit of fluoroquinolonic acid

Procedure 2

- Ciprofloxacin ethylenediamine
analog or any other individual
impurity

- Total impurities

Not more than 0.2%

Not more than 0.2%

Not more than 0.5%

8 Loss on drying

Not more than 1.0%

9 Sterility

Meet the requirement

10 | Bacterial endotoxins

Not more than 0.50 Endotoxin Unit/mg of

ciprofloxacin
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(B) Ciprofloxacin hydrochloride USP

948  Test items Specifications
1 Identification Meet the requirement
2 | Assay 98.0 — 102.0% of ciprofloxacin hydrochloride
(on the anhydrous basis)
3 Residue on ignition Not more than 0.1%
4 | Chloride and sulfate
- Sulfate Not more than 0.04%
5 | Heavy metals Not more than 20 ppm
6  Organics impurities
Pr re 1
- Limit of fluoroquinolonic acid Not more than 0.2%
Pr re 2
- Ciprofloxacin ethylenediamine Not more than 0.2%
analog or any other individual
impurity
- Total impurities Not more than 0.5%
7 | pH 3.0-45
8 | Water 4.7 -6.7%

3.3 Finished product specification: Ciprofloxacin intravenous infusion BP

U | Test items Specifications
1 Identification Meet the requirement
2 | Assay 95.0 — 105.0% of the labeled amount of
ciprofloxacin
3 | pH (acidity)
- For solution prepared in glucose | 3.5 -4.6
intravenous infusion
- For solution prepared in sodium 39-45
chloride intravenous infusion
4 | 5-Hydroxymethylfurfural Not more than 0.05% of glucose content
(For solution prepared in glucose
intravenous infusion)
5 Related substances

- Ciprofloxacin impurity C

- Unspecified impurities

- Total impurities

Not more than 0.5%
Not more than 0.2%
Not more than 0.5%

§1InuUsu1sn15aI51TAlgY §1ineulannsensaaIsIsagy
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Y9  Test items Specifications

6 | Bacterial endotoxins Not more than 0.5 IU per ml
(solution 2 mg/ml)

7 Particulate matter

- Size > 10 pm Not more than 6,000 particles/container
- Size > 25 pm Not more than 600 particles/container
8 Extractable volume Meet the requirement
9 | Sterility Meet the requirement

3.4 Drug substance specification: Ciprofloxacin BP

99  Test items Specifications
1 Identification Meet the requirement
2 | Assay 99.0 - 101.0% of ciprofloxacin (on the dried
substance)
3 Impurity A Not more than 0.2%

4 Related substances

- Impurities B, C, D, E (for each) | Not more than 0.2%

- Unspecified impurities Not more than 0.10%
- Total impurities Not more than 0.5%
5 Heavy metals Maximum 20 ppm
6 Loss on drying Maximum 1.0%
7 Sulphated ash Maximum 0.1%

wuemeg - n3difeanzifoundnisiiu (waive) nsnsIsaeuiasIzisionsla Tiduuans
lonansndngiufanaaitldiuaysiicme
- Drug substance specification #315041310MUAATIENVEIENER drug substance %30
TUilAs1e% drug substance vosgnanendniasy atulaatunils Faiinnsngia
Ainesinsunnidedidmua

Auuzidmiudin spec WY - AndnvugianzewIAINg 1991900 8198901LIRSFIUAT
g1 Fald ciprofloxacin %38 ciprofloxacin hydrochloride WJu drug substance
winthy nsdid drug substance LﬁuaﬂiﬁﬂﬁﬂLéﬂgﬂ (semi-product) 19U ciprofloxacin
lactate  Bslivsngludiisen glidesimunamantianizvessiluinde 2.2
d1uUs¥nNOU Wazive 3.2 w8 3.4 Drug  substance specification lvid@anaans
Wingan uagmsimuslifisuansonaInanInsIv et ingAud Huasas
93157381595V (semi-product) AAlFumsgrumusisetatufiedfudy finished
product
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4. [Waulvdy
SYALLDYANULDNANTAIUN 2 1589 Waulvdu

5. n1sUsZluAIUsEaNSAINsas1A1 (Price Performance)

SNYALLDYARIULBNANTEIUTN 3 1589 M1sUsEIuAUSEANS A NmBI1AN (Price Performance)
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Clindamycin .......... mg injection
1. ¥981 Clindamycin ......... mg injection
2. aruantanaly
2.1 Uuuu Juansazganeusmndela Wid dmsuia
2.2 duisznau UseNausiefieg clindamycin phosphate &sauyaniu clindamycin ..........
mg T ......... 1adans
2.3 WIAUTIY e ladans
2.4 YULUT U539l YULUTIRAUTIAINITD
2.5 aan - 5¥U¥BY1 dUTENaUMEdAYLAANLTY TUNER TUAUDNY UTINER

waziaungdouisuen Megsdnnuuuussyio
- UUNYUTUTTIYN0819108ABITEUTDEMTBTENINITAN druUTenaumas

YUIAAILRIIVRE Laviindn TuFueny Lidaau

3. augnUANamaiia
Namim%ﬁLﬂi’lzﬁqmmmﬂulﬂmm finished product specification Wag drug substance
specification 7181989 nnduiSuat Uity Jeldannzifeudediinauanenssunises
LATEN NTENTNEITUEY einduiiuiligidaseaduatuiiiisumimielnainiwinsgu
wndasisuladisunils amuUsznensenssanssagy 39 seyfisen we. 2556 asiuil 11

WwEU WAL 2556 (aaUsenelusviaayunwuil 10 Squieu 2556)

3.1 Finished product specification: Clindamycin injection USP

49  Test items Specifications
1 Identification Meet the requirement
2 Assay 90.0 - 120.0% of the labeled amount of
clindamycin
3 Bacterial endotoxins Not more than 0.58 Endotoxin Unit/mg of
clindamycin
4 | pH 55-70
5 Particulate matter
- Size > 10 pm Not more than 6,000 particles/container
- Size > 25 pm Not more than 600 particles/container
6 Sterility Meet the requirement
7 | Volume in container Meet the requirement
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§1UnUINIIN158151500gY  d1Un91UannsENTINE1515UgY



LLu’JVI’Nﬂ’]‘Jﬁ’]WuﬂﬂﬂJélﬂiﬂmzLQ‘W’W‘UG\?EI"I

3.2 Drug substance specification: Clindamycin phosphate USP

U9 | Test items Specifications

1 Identification Meet the requirement

2 Potency Not less than 758 microgram of clindamycin per mg

(on the anhydrous basis)

3 | pH 35-45

4 | Water Not more than 6.0%

5 | Sterility Meet the requirement

6 Bacterial endotoxins Not more than 0.58 Endotoxin Unit/ mg of

clindamycin

3.3 Finished product specification: Clindamycin injection BP

Y9 | Test items Specifications
1 Identification Meet the requirement
2 | Assay 90.0 - 105.0% of the labeled amount of
clindamycin
3 | pH (Acidity or alkalinity) 55-17.0
4 | Related substances
- The sum of the areas of any | Not more than 8.0%
secondary peaks
5 | Bacterial endotoxins Not more than 6 IU of endotoxin/ml (solution 10
mg/ml)
6 | Sterility Meet the requirement
7 Particulate matter
- Size > 10 um Not more than 6,000 particles/container
- Size > 25 ym Not more than 600 particles/container
8 Extractable volume Meet the requirement

3.4 Drug substance specification: Cli

ndamycin phosphate BP

99  Test items Specifications
1 |dentification Meet the requirement
2 | Assay 95.0 - 102.0% of clindamycin (on the anhydrous
substance)
3 | pH 35-45
4 Specific optical rotation +115° to +130° (anhydrous substance)
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Y3 | Test items Specifications

5 Related substances

- Any Impurity Not more than 2.5%
- Total Impurities Not more than 4.0%
6 Water Maximum 6.0%
7 Bacterial endotoxins Less than 0.6 1U/mg

wureg - nsdifieanzidoundnisiiu waive)  m1snsavmeuiiATIzvisienisle Tiduuans
lonansndngiusananaiildiueyiiice
- Drug substance specification ﬁﬁ]ﬂimﬂﬂﬂfﬂ,ﬁLﬂiﬂsﬁ%a\‘i@:ﬁdﬁm drug substance #3®
TuliAsg9 drug substance veagransdnFagy adulaatunis dainsnsae
Ansghasunnindediimue
4. Feuludu
TeaziBeanonasdini 2 [Fee Houlvdu

5. n1sUsziuAIUsEaNSAINsas1A1 (Price Performance)

SIUALLDYANIULBNEITAIUN 3 1589 NSUSTUAIUSEEANSNAINEBI1A1 (Price Performance)
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Colistin .......... mg for injection

. a1 Colistin ......... mg for injection
. AaNURNlY

2.1 guuuy Duwsen Usiaainide dmsudadmnmasnidens

2.2 dwlseneu  Usenausigsign colistimethate sodium fawyaniy colistin ......... mg Tu

2.3 MYULUTIY

2.4 2810

1 vial

U553l UN1YULUITIRIANYUTIFINYE wazusTadaidaaiuues

- 58Y¥eYn drulsznaufendAnyuaradunse JUKER Judueny lauiinge

waztawngleusisuen Megrednauuuussasioe

- UUAYULUTIIENRE1NUREABITEUTREMTUENINNITAY dIulsenauuay

YUIAAIULTIVRIE LaviInGs Tuduene Lidaiau

3. aududANIamaila

specification 71919899110

WALYY NIENTNATITUAY 919

[

[

fsuaTuLRenny Falaanneideunad1dnauAnenISUNISENIS

Nan13nsIaaszinan mduluaw finished product specification wag drug substance

a ! o w

Tundyinsuildidedenduatuiiisurinnielvidninuinsgiu

wdyi1sulamSunils muUTENIANTENTIENSITUAY 1509 SEUANTIEN WA, 2556 aauil 11

WwgU WA 2556 (@aUsemalusnsiaauunwiun 10 dquiey 2556)

3.1 Finished product specification: Colistimethate for injection USP

v
U

O 0O N O AW

N BN
]

Test items

Identification

Assay

Constituted solution
Bacterial endotoxins
Sterility

pH

Loss on drying

Heavy metals

Free colistin

Uniformity of dosage units*

Particulate matter
- Size > 10 pm

- Size > 25 um

Specifications

Meet the requirement

90.0 — 120.0% of the labeled amount of colistin
Meet the requirement

Not more than 2.0 Endotoxin Units/mg of colistin
Meet the requirement

6.5 -85

Not more than 7.0%

Not more than 0.003%

Meet the requirement

Meet the requirement

Not more than 6,000 particles/container

Not more than 600 particles/container
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3.2 Drug substance specification: Colistimethate sodium USP

¥

Y9 | Test items Specifications

1 Identification Meet the requirement

2 | Potency Not less than 390 microgram of colistin per mg
3 | pH 6.5- 8.5

4 Loss on drying Not more than 7.0%

5 Heavy metals Not more than 0.003%

6 | Free colistin Meet the requirement

7 | Sterility Meet the requirement

8 | Bacterial endotoxins Not more than 2.0 Endotoxin Units/mg of colistin

3.3 Finished product specification: Colistimethate sodium for injection BP

49  Test items Specifications
1 Identification Meet the requirement
2 | Assay 95 — 105% of the estimated potency
3 | pH (Acidity or alkalinity) 6.5 -85
4 Free colistin Meet the requirement
5 Loss on drying Not more than 5.0%
6 Bacterial endotoxins Not more than 43.75 |U/ml (solution 250,000 IU/ml)
7 Uniformity of dosage units* Meet the requirement
8 Particulate matter
- Size > 10 um Not more than 6,000 particles/container
- Size > 25 pm Not more than 600 particles/container
9  Sterility Meet the requirement

3.4 Drug substance specification: Co

listimethate sodium BP

v

Y | Test items Specifications

1 Identification Meet the requirement

2 | Content Minimum 11,500 IU/mg (on the dried substance)
3  pH 6.5-85

4 | Specific optical rotation -46° to -51°

5 | Free colistin Meet the requirement

6 | Total sulfite Meet the requirement

7 Loss on drying Maximum 5.0%

8 | Sulfated ash 16 - 21%

9 Pyrogen Meet the requirement

52

gF1inuinisnisarsisalgy §1ineulannsensaats1sagy




LtuﬁﬂﬁﬂﬂﬁiﬁﬁﬁuﬂﬂmﬁﬂﬂmzLQ‘W’]%‘UG\?U’] -

nuEme - * Mde Uniformity of dosage units lvikuulenansuanisngazidennanisngia

Yp51z9 mndldudsreazdeadidusaaylilulu coa

- nsdifivanzdoundinisiiu (waive) n1snsieaeuinsigisienisle Tiduuans
lnansndngiusananildiuayiice

- Drug substance specification #315041310UAATIENVBIENER drug substance %50
TulAs1esi drug substance vosgnanend3azu adulaatunis siinsnsie
Ansghasunnindediimue

4. Foulvdy
eazduanuenaIsaIud 2 Seq Heuludu

5. n1sUszliuAIUsEaNSAINsas1A1 (Price Performance)

SUALLDYANIULBNAITAIUT 3 1599 NSUSTIUAIUSEEANSAINEBI1A1 (Price Performance)
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Donepezil hydrochloride .......... mg tablet
. Foen Donepezil hydrochloride .......... mg tablet
. AauaNTAN 9l
2.1 gUuuy Jugndedmsusuusenu
2.2 dulsznou Usznauriesiign donepezil hydrochloride ... me Tu 1 1in
2.3 AYULUTIY usslun1vusUnain Hostfupnnuiy
2.4 a8 - szyfieen drulsznaumendflarainss Jundn iuéuawq LauTinGn
waziaunzidousisuen Liegatnnuuuussyio
- UuNMurUTIEnegstiosdinssyyTesuiedonisnisdn dulseneuay
YUINAVIILTIVOIEN LAUTINER fugum&g Tigaiau
. AENUANIamALla
Namﬁm’ﬁﬁLﬂ'i’]zﬁ@mmmﬂﬂﬂmu finished product specification Wag drug substance
specification  7ig1981nndusSuatuieniu Jsldannzideudediinauamenssuniserns
LAYEN NTENTNEITUEY atnduiiuiligrdafeaduatuilifisumimi eluindnnesgu
wndusinsuladizunids amuUsznAnsENTINEsITgY 1399 SEURTIET We. 2556 aatudl 11
W A, 2556 (aeUsznelusivRenyunuiuil 10 fiquieu 2556)
3.1 Finished product specification: Donepezil hydrochloride tablet USP
49  Test items Specifications
1 Identification Meet the requirement
2 | Assay 90.0 - 110.0% of the labeled amount of donepezil
hydrochloride
3 | Dissolution* Not less than 80%(Q) of the labeled amount of
donepezil hydrochloride is dissolved in 30 minutes
4 Uniformity of dosage unit* Meet the requirement
5 Organic impurities
Note: 1fin Procedure 1 %38 Procedure 2 ANABEILATIZALAILANTED
Procedure 1
- Desbenzyl donepezil Not more than 0.5%
- Donepezil open ring Not more than 0.5%
- Donepezil N-Oxide Not more than 0.5%
- Any individual unspecified Not more than 0.2%
degradation product
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Test items

Procedure 2

- Desbenzyl donepezil

- Donepezil pyridine analog

(DPMI)

- Donepezilbenzyl bromide

- Dehydrodeoxy donepezil

- Deoxydonepezil

- Any individual degradation

product
- Total impurities

LLU’J‘V]’NﬂW‘Sﬁ’IﬁUﬂQﬂJﬁﬂENSLQ‘W’]S‘UENEI']

Specifications

Not more than 0.15%
Not more than 0.15%

Not more than 0.15%
Not more than 0.15%
Not more than 0.15%

Not more than 0.1%

Not more than 0.75%

3.2 Drug substance specification: Donepezil hydrochloride USP

D)
1
2

Test items
|dentification

Assay

Heavy metal
Residue on ignition

Organic impurities

Note: @8 Procedure 1 %38 Procedure 2 ANU35ELASIZALAILANT (Y

Procedure 1
- Desbenzyl donepezil

- Hydroxydonepezil

- Donepezil related compound A

- Any individual unspecificed impurity

- Total impurities
Procedure 2

- Desbenzyl donepezil

- Donepezil pyridine analog (DPMI)
- Donepezilbenzyl bromide

- Dehydrodeoxy donepezil

- Deoxydonepezil

- Any individual unspecified impurity

- Total impurities

Water

- For the anhydrous form

- For the monohydrate form

Specifications

Meet the requirement

98.0 — 102.0% of donepezil hydrochloride
(on the anhydrous basis)

Not more than 20 ppm

Not more than 0.1%

Not more than 0.2%
Not more than 0.2%
Not more than 0.1%
Not more than 0.1%

Not more than 1.0%

Not more than 0.15%
Not more than 0.15%
Not more than 0.15%
Not more than 0.15%
Not more than 0.15%
Not more than 0.1%

Not more than 0.5%

Not more than 0.4%
Not more than 7.0%

U 2559
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- Drug substance specification ﬁm‘ﬁammﬂ'lﬂLﬂsﬂzﬁmaﬂﬁmam drug substance %39
TuliAsesh drug substance vesgnanedniagy atulaatunils Fainnsngae
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euazBeannonansandl 2 3eq Feulvdy

5. n1sUszluAIUsEansnnsasian (Price Performance)

SNYALLDYARIULBNANTAIUN 3 1599 M1sUsEUAUSEANS A NmBS1AN (Price Performance)
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Doxazosin .......... mg tablet
1. ¥981 Doxazosin ....... mg tablet
2. auantanaly
2.1 ULLU Dugudle dmsusulszniu
2.2 dulsznou  Usenaunigdien doxazosin mesylate Faauyaiu doxazosin ......... mg

Tu 1
23 awurussy  usteluussdaain Jestuaruty
2.4 281N - syyfienn dutszneuendidyuazannuuss Tundn Sudueny lauiinGe
waziaungidouisuen Miegadnnuuuussyio
- yunvurUsIInewtiesdesssydesmietonanisi daulseneuay

YUIAAIIULTIVEIE LavTIHEs Tuduene Lidaiau

3. augudANamaila
Namim’sﬁLﬂ'i’]zﬁ@mmmﬂuwmm finished product specification Wag drug substance

o L% a

specification 191999 1AnduRsUatULRBITU BelnaanzilounedtinauauenITuNITEIMIS
LaZeT N3ENINAISITUEY VeilnduiSuiildsnedeieaduatunifieuwiovs elmindnunsgu
wndyisuladnFunils MuUTENIANTENITINEISITUAY 1309 SEUMITIEN WA, 2556 Aaiud 11

WWIEU WA, 2556 (@aUsenalusniaauunyiui 10 dguiey 2556)

3.1 Finished product specification: Doxazosin tablet USP

99 Test items Specifications

1 Identification Meet the requirement

2 | Assay 90.0 — 110.0% of the labeled amount of doxazosin
3 | Dissolution* Not less than 70% (Q) of the labeled amount of

doxazosin mesylate is dissolved in 30 minutes

4 Uniformity of dosage units* Meet the requirement

3.2 Drug substance specification: Doxazosin mesylate USP

49  Test items Specifications
1 |dentification Meet the requirement
2 | Assay 98.0 — 102.0% of doxazosin mesylate (on the
dried basis)
3 Loss on drying Not more than 2.0%
4 | Residue on ignition Not more than 0.1%
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U | Test items Specifications

5 Heavy metals Not more than 20 microgram/gram

6 | Related compounds

- Terazosin related compound A Not more than 0.3%
- Any other identified individual Not more than 0.25%
impurity

- Any other unidentified impurity Not more than 0.10%

- Total impurities Not more than 1.0%

nuEwme - * 13Ue Dissolution waw Uniformity of dosage units likuutenansianssgaziden

NAN1IMI29ATIEN NTllandeseazideamdudnavlilulu CoA

- nsdifieansidoundanisiiu (waive) nisasiaaeuliasizisionisla lduuans
lonansudngiufananaitldiueysiice

- Drug substance specification #315041310lUAATIERVBERER drug substance %30
TuliAsg9 drug substance wosfnans1dsasy atulaadunis dainnsngae

AATIERATUNNIITONTIUA
4. Saulvdy
SNYALLDYANULBNEANTAIUN 2 1509 Wauludu

5. n1sUsziuAIUsEaNSAINsas1A1 (Price Performance)

SIUALLDYARNULBNETEIUN 3 1599 N15USEUAIUSEANS A 1Mmas1AN (Price Performance)
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Enalapril maleate .......... mg tablet
1. Foen Enalapril maleate .......... mg tablet
2. ausuliATaly
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mamsmaaﬁmeﬁ@mmmﬁulmm finished product specification Wag drug substance
specification 7i19891nundudSuatuientu Faldaaneidousedinmunnznssun1semis
LAYEN NTENTNATIIUEY tnduiiuiligiBafeaduatuiiiisumivielminiwiasgn
wnduiiuladfunils muUsznensenTsasisagy Sed szyfisen we. 2556 asiuil 11

W8 WAL 2556 (8aUsenelus1viaayunw i 10 Squieu 2556)

3.1 Finished product specification: Enalapril maleate tablet USP

49  Test items Specifications

1 |dentification Meet the requirement

2 | Assay 90.0 - 110.0 % of the labeled amount of enalapril
maleate

3 | Dissolution* Not less than 80%(Q) of the labeled amount of

enalapril maleate is dissolved in 30 minutes
4 | Content uniformity* Meet the requirement
5 Related compounds
- The sum of all related Not greater than 5.0%
compounds including those
from enalaprilat and

enalapril diketopiperazine
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3.2 Drug substance specification: Enalapril maleate USP

4  Test items Specifications

1 Identification Meet the requirement

2 | Assay 98.0 — 102.0% of enalapril maleate (on the dried

basis)

3 | Specific rotation -41.0° to —-43.5°

4 | Loss on drying Not more than 1.0%

5 Residue on ignition Not more than 0.2%

6 Heavy metals Not more than 0.001%

7 | Related compounds
- Any impurity Not more than 1.0%
- Any other individual Not more than 0.3%

impurity

- Total impurities Not more than 2%

3.3 Finished product specification: Enalapril tablets BP

48  Test items Specifications
1 Identification Meet the requirement
2 Assay 95.0 - 105.0% of the labeled amount of

enalapril maleate

3 Uniformity of dosage unit* Meet the requirement

4 Dissolution* Not less than 70%(Q) of the labeled amount of

enalapril maleate is dissolved in 45 minutes

5 Related substances

- Enalaprilat Not greater than 1.5%
- Enalapril diketopiperazine Not greater than 0.5%
- Any other secondary peak Not greater than 0.3%
- The sum of the areas of any Not greater than 1%

secondary peaks other than any
peak corresponding to

enalaprilat or enalapril

diketopiperazine
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3.4 Drug substance specification: Enalapril maleate BP

N AW

Test items
|dentification

Assay

Melting point

pH

Specific optical rotation

Related substances

- Impurity A

- Impurities B, C, D, E, H (for
each)

- Unspecified impurities

- Sum of impurities other
than A

Heavy metals

Loss on drying

Sulfated ash

Specifications

Meet the requirement

98.5 - 101.5% of enalapril maleate (on the dried
substance)

144°C

24-29

-48°to -51°

Not more than 1.0%

Not more than 0.3%

Not more than 0.10%

Not more than 1.0%

Maximum 10 ppm
Maximum 1.0%

Maximum 0.1%

nugLue - * WU Dissolution, Content uniformity wag Uniformity of dosage units Ty

LONANTHANITIYALLDEANANIIATIDIATIZI nTllandasrsazdaadudnaviluly

COA

- NSUNANLLTIULIINITLIU (Waive) N1TATIVABUILATITIITIENITE TATULER

LNEIUEANIURINAITLASUB YR

- Drug substance specification #315041310UAATIENVBIENER drug substance %50

ludAs1ent drug substance vesnAne1d3agU atulaadunds Falin13nse

4. Saulvdy

AATIERATUNNTITONNTIUA

NYALLDYANNULDNANTAIUN 2 1599 Waulvudu

5. n5UseuAIUsEaNSATNRas1A1 (Price Performance)

UATLDUANILLBNATAIUT 3 1509 NSUTELIUAIUSEANS A INHas1A1 (Price Performance)
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AMANBALLANITYDIYN

Equine rabies immunoglobulin .......... IU injection

1. Faen Equine rabies immunosglobulin .......... IU injection

2. qruaNtANIlY
2.1 3duuy

2.2 d@udszneu
2.3 YUIAUTI

2.4 MYULUTIY
2.5 aa1n

3. aududANamaila

Huansazaneusimainide 1a (clear to opalescent) liifidviodimassou

dmiuda

Usznausme rabies immunoglobulin %38 fragmented (Fab %30 F(ab)’,)

Liteendn ........ U Tu 1 Tadans Aldndsudonarainvessiguninids

9N hyperimmunized ¢ rabies vaccine

.......... iadans

UIlLA UL AT

- swyfies dauvsznauserdiduarauus Tundniuduegaiings
waztaunz luuin e Lo 19TaauunU s

- VUNUEUTIYNRE e RsdRsTEy TR MTeTen1annsAn daulszneulas
YUIAATINTIVENEN InviinGn ufuengliday

nan13nsIdeszinun miduluaiu finished product specification @slgannsidause

A1UNUANZNITUNITONMN LAY NITNTWEAIBIIUY

3.1 Finished product specification

U | Test items

Specifications

1 Identification* Meet the requirement
2 Potency The estimated potency is not less than the stated
potency and not greater than twice the stated
potency
The confidence limits (P=0.95) of the estimated
potency: 80 — 125%
3 Protein content 90 - 110% of the amount stated on the label &g
Aeslin1nnan 100 n3u/dm3
4 | pH Complied with finished product specification

5 Osmolality

Minimum 240 mOsmol/kg

6 | Molecular-size distribution** | Complied with finished product specification

(by liquid chromatography)

7 | Purity (by non-reducing Complied withfinished product specification

polyacrylamide gel

electrophoresis)
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g | Test items Specifications

8 | Albumin (by electrophoresis) | Not more than 3%

9 | Sterility Meet the requirement
10 | Pyrogens Meet the requirement

11 | Extractable volume ( Volume | Meet the requirement
in container)
12 Antimicrobial preservative
- N3AlLAN preservative Tud13u | The amount is not less than the minimum amount
shown to be effective and is not greater than
115% of the stated on the label
- n3ElAY Phenol Tudsu Not more than 2.5 ¢/Litre
13 Stabilizer 80 — 120% of the quantity stated on the label

(anznsaliFsluanseiniu)

nu1EWme - *Identification 1438n013015199A518M 19U Immunological test %38 Virus
neutralization test
- **Molecular-size distribution $BILAAIKNAILATILY monomer, dimer, polymers,
aggregates and fragmented
- psdifiennsideundinisiiu (waive) n1snsiadeuinsizisieniste 1Wdunana

LNENIUANIUAINATINLASUB YR

4. [Waulvdu
= | P A = =
188z DuANLLENANTAIUN 2 1509 Weauludu

(FmTue1518n13H LBNANTTUTBIHANIIATITAATIBINGAU (drug substance) Tdatuain

NANYINYIRUULAILINLIL)

e

5. n1sUsziuAIUsEaNSAINsas1A1 (Price Performance)

a ! d‘ = a ! a a ! .
FYALLRYANULDNFITEIUN 3 13899 NFUITEUAIUTEEANTAINADI1AT (Price Performance)
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Erythropoietin alpha .......... IU injection or for injection

1. Foen Erythropoietin alpha .......... IU injection or for injection

2.

64

AnENTAN LY
2.1 guuuy Hugnnmanide dwmsudadlifav war/vie Indwaeaidons
- nsdlgunuvansazane: WWuansazanela Lufidvse dvdesdou
- nadizuuuuss: Wuseunenidedvn ndsaranediesvinazasld
asazangla
2.2 dwulsenou Usznauniesign recombinant human erythropoietin alpha ......... 1V]
T 1 mhensuguss
23 WAV (Wisgynumnamnga)
24 PUPUTT USSUATURUSTIEEaUTIENde
2.5 aa1n - seyfionn dauuseneudiendfyuazauunse Tuwdn Tuduety aaiinde
waziaunziowiniuen Megadaauuuussasiog
- YuNTUEUTIYEnegsesdessrydosmIetennenisi daulseneu

(%
a v a

LAZUUIAANULIIVDLET LAVTINGS UdUDNY vau

. AENUANIImALA

Namﬁm?ﬁﬁLﬂiﬂsﬁ@mmmﬁulﬂmm finished product specification ey drug substance

o o Ly a | o w

specification  fi91989a1nLAdsRSUatUREIAY FelaaansilsunadinauAMenITUNITOIANS
Lazen NIENTNAISITAEY Veinduisuldsadedenduaduniisumavselndninuinsgiu
wdwmsulamSunils AuUTENIANTENIIESITUEY 1509 TEYRITIE W.A. 2556 aeiudl 11

WWIEU WA, 2556 (a3UseAlusIwRauuneIun 10 Iguiey 2556)

3.1 Finished product specification: Erythropoietin injection BP
49  Test items Specifications
1 Identification* Meet the requirement
2 Biological assay
wARINAN1SATIR0E 1 nae 1wl
- Potency in polycythemic mice (in vivo) 80 - 125%
- Potency in normocythemic mice (in vivo) 80 — 125%
- Immunoassay (in vitro) i ELISA %39 Meet the requirement
EIA (Enzyme linked immunosorbent assay),

RIA (Radioimmunoassay)
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Test items

pH (Acidity or alkalinity)

Dimers & related substances of higher
molecular weight

(39 Aggregate protein)

Bacterial endotoxins

Sterility

Particulate matter

- Size > 10 pm

- Size > 25 pm

Water content (n3@lgUWUURNIEN)
Extractable volume (Volume in

container) (n3AlFULUUATAZANY)

U 2559

Specifications
6.6 -7.4
Not more than 2.0%

Less than 20 1U/10,000 IU of
erythropoietin

Meet the requirement

Not more than 6,000 particles/container
Not more than 600 particles/container
Not more than 4.0% w/w

Meet the requirement

3.2 Drug substance specification: Erythropoietin concentrated solution BP

D)
1
2

Test items

Identification

Biological assay
LARINANT5NTI0ENslnoE 19T

- in polycythemic mice (in vivo)

- in normocythemic mice (in vivo)
Protein content

Dimers & related substances of higher

molecule mass (#30 Aggregate protein)

Sialic acids

Impurity

- Host cell-derived protein

- Host cell- and vector-derived DNA
Amino acid sequence analysis
Peptide mapping

Bacterial endotoxins

Specifications

Meet the requirement

Not less than 100,000 IU/mg protein
Not less than 100,000 IU/mg protein
80 — 120% of stated concentration

Not more than 2%

Minimum 10 mol of sialic acids/mol of

erythropoietin

Meet the requirement
Meet the requirement
Meet the requirement
Meet the requirement

Not more than 20 1U/100,000 IU of

erythropoietin
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nuEne - NSNIANz s undinIsiiu (waive) NMINTIERUAATIZVTIENISIA INEBULAALONETS

nangIuRananlasuesuiane
- Drug substance specification #13150419nlUATIEVVBERER drug substance %30
Tuiwsngit drug substance vaagnansdnsagy atulpatunils Fadimsnnaiasizi

AsUYNTTaNITUA

4. Roulvdu
FEavduAUeNa1TEILT 2 1599 Roulvdu
(FmTuen518n15l LBNANTTUTONANIINTINIATIENTNGAY (drug substance) Tgatuan

NAMYLNEIRUULAYLYINNIL)

e>2p

5. n1sUszliuAIUsEaNsnIneas1an (Price Performance)

UALLDYARILLBNANTEIUN 3 1589 MsUSTEIUAIUSEANS A NmBS1AN (Price Performance)
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AMANYULIANIZYDIEN

Fenofibrate .......... mg tablet
1. @981 Fenofibrate ......... mg tablet
2. pauantanaly
2.1 gUuuy Juegude dmsusudszniu
2.2 dwlszneu  Useneumiedien fenofibrate ... me Tu 1 1fin
23 gwurussy ussluukeUnaiin Jesiuaauiu
2.4 aan - 3UTREN druUsENaUiieNdAnlarANLSY Tundn Tuduony aunnge

waziaunsdowinsuen Lisgdaauunussadon

- UUNYULUTIIENRE N 0EADITEUHREWMTBTONNITAT druUsenaumay

YUIAAULTIVRIE LavNinGs Tuduene Lidaiau

3. AENUANIImALA

NamimaﬁﬁLﬂ'ﬁ’lzﬁﬂmﬂ’lwﬂuwmu finished product specification &g drug substance

specification 191989 nLAFURsUatURgInUY Felaaanzideusod1iniuamenssuA198191s

Laze1 NIENTNESITUEY Matndydnsuildsnsdesenduatuiiieusinialvidnimuinsgiu

a1 Fulassunile muUsENIANTENINEIEITUGY 1389 TEUMITIEN WA, 2556 aeiud 11

WIEU WA 2556 (a9UsenAlus1vAULUNYITUN 10 Jguieu 2556)

3.1 Finished product specification: Fenofibrate tablet USP

v
Ua
1

W N

Test items
|dentification
Assay

Dissolution®
Test 1 or Test?2

Uniformity of dosage units*

Organic impurities

- Fenofibrate related
compound A

- Fenofibrate related
compound B

- Any unspecified impurity

- Total impurities (includes
fenofibrate related
compounds A and B, and
unspecified impurities)

Specifications
Meet the requirement

90.0 — 110.0% of the labeled amount of fenofibrate

Not less than 80% (Q) of the labeled amount of
fenofibrate is dissolved in 30 minutes

Meet the requirement

Not more than 0.2%

Not more than 0.2%

Not more than 0.2%
Not more than 0.3%
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3.2 Drug substance specification: Fenofibrate USP

UD
1
2

Test items
|dentification

Assay

Residue on ignition

Chloride and sulfate

- Chloride

- Sulfate

Heavy metals

Organic impurities

- Fenofibrate related compound A

- Fenofibrate related compound B

- (3RS )-3-[4-(4-Chlorobenzoyl)
phenoxyl]butan-2-one

- Methyl 2-[4-(4-chlorobenzoyl)
phenoxy]-2-methyl-propanoate

- Ethyl 2-[4-(4-chlorobenzoyl)
phenoxy]-2-methyl-propanoate

- (4-Chlorophenyl)[4-(1-methylethoxy)

phenylmethanone
- Fenofibrate related compound C
- Any other impurity
- Total impurities
Melting range or temperature

Loss on drying

Specifications

Meet the requirement

98.0 - 102.0% of fenofibrate (on the dried
basis)

Not more than 0.1%

Not more than 0.01%
Not more than 0.01%

Not more than 20 ppm

Not more than 0.1%
Not more than 0.1%

Not more than 0.1%

Not more than 0.1%

Not more than 0.1%

Not more than 0.1%

Not more than 0.2%

Not more than 0.1%

Not more than 0.5%

79° — 82°C
Not more than 0.5%

NuEwn - * 11370 Dissolution waz Uniformity of dosage units Tiwuulenansuanssiuaziden

68
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- NSAUNAANELTHUKITINITIY (Waive) NITATIVABUIATIZIIIENITEA LADULEARS

LNANIUANIUAINATINLATUB YR

- Drug substance specification ﬂ'ﬂ]’lim”ﬁl’]ﬂiUiLﬂiﬁzﬁ“UaQé\Tmam drug substance %39

ludipsngit drug substance vesnan1dusau avulaadunis Faiin1snsae

AATIERATUNNTITONNVIUA
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4. Naulvdu
HALLDYANULDNANTAIUN 2 1509 Waulvdu

5. NM15UsEUAIUSEENSNINRas1A (Price Performance)

UATLDYANIULBNAITAIUT 3 1589 N5UTELIUAIUSEEANSA1NEa51A1 (Price Performance)
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AMANEBALLANITYDIYT

Namimaﬁ]’?Lﬁiwﬁ@mmmﬂﬂﬂmm finished product specification ey drug substance
specification  7ig19891nundusSuatuieniu Faldaansidousediniunnznssun1semis
LAYEN NTENTNETITUEY etnduiuiligiBdefeaduatuiiiisumivielminiwinsgu
wndaiisuladfunils amuUsznensensassagy 39 seyiisen we. 2556 asiuil 11

Fenofibrate .......... mg capsule
w81 Fenofibrate ......... mg capsule
AuENUANILY
2.1 Uiy Dueuaga dmsuiulsznu
2.2 d@ulsgnou Usznaumiusie fenofibrate ......... me Tu 1 1fin
2.3 QUBUTTY UsqluskaUnatin Jesfuaiuiu
2.4 2810 - 5¥URYN duUTENaUMENdAUAT AN TG TudueTY VKGR
waztaunz leudnsuen Lieenednanunussgine
- UUNIYUEUTTIEN0ENURUABITE YT IMTOTDNNNNTAT dIUUTENBULAL
YUINAVILLIIVOIET 1aVTIHER Judueny LidaLau
. AuENUANIanaila

WWIEU WA, 2556 (@9UseNAlusIwRauunYIun 10 Iguieu 2556)

3.1 Finished product specification: Fenofibrate capsule USP

d8  Test items
1 |dentification
2 Assay

3 Dissolution*

Specifications

Meet the requirement

90.0 — 110.0% of the labeled amount of fenofibrate

(unsainlulald Test 1 Wisyy Test Mlalulususemanisnsiaiingen)

Test 1

Test 2

Test 3

4 Uniformity of dosage units*
5 Organic impurities
- Fenofibrate related
compound B
- Any other individual
impurity
- Total impurities

Not less than 70%(Q) of the labeled amount of
fenofibrate is dissolved in 40 minutes

Not less than 80%(Q) of the labeled amount of
fenofibrate is dissolved in 2 hours

Not less than 809%(Q) of the labeled amount of
fenofibrate is dissolved in 30 minutes

Meet the requirement

Not more than 0.5%

Not more than 0.2%

Not more than 2.0%
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3.2 Drug substance specification: Fenofibrate USP

U | Test items Specifications
1 |dentification Meet the requirement
2 | Assay 98.0 - 102.0% of fenofibrate (on the dried
basis)
3 Residue on ignition Not more than 0.1%
4 | Chloride and sulfate
- Chloride Not more than 0.01%
- Sulfate Not more than 0.01%
5 Heavy metals Not more than 20 ppm
6 Organic impurities
- Fenofibrate related compound A Not more than 0.1%
- Fenofibrate related compound B Not more than 0.1%
- (3RS )-3-[4-(4-Chlorobenzoyl) Not more than 0.1%
phenoxylbutan-2-one
- Methyl 2-[4-(4-chlorobenzoyl) Not more than 0.1%
phenoxy]-2-methyl-propanoate
- Ethyl 2-[4-(4-chlorobenzoyl) Not more than 0.1%
phenoxy]-2-methyl-propanoate
- (4-Chlorophenyl)[4-(1-methylethoxy) | Not more than 0.1%
phenylmethanone
- Fenofibrate related compound C Not more than 0.2%
- Any other impurity Not more than 0.1%
- Total impurities Not more than 0.5%
7 Melting range or temperature 79° - 82°C
8 | Loss on drying Not more than 0.5%

nBWe - * 1370 Dissolution wag Uniformity of dosage units Tiiluutanansuansgaziden

NAN137M523AS1E ndllewiesazideniidudnaviilulu coa

- nsdifieanzifeundenisiu (waive) n1snsiadeuiiasieisienisle Tiduuans
lonansudngiufananaiildiueyiiice

- Drug substance specification #315041310MUAATIERVBIENER drug substance %30
TulAsesi drug substance vosgnAReduTasy atulnatunis dsiinnsnsas
Annevinsunniidediimun
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4. Jaulvdy
SYALLDYANULDNANTAIUN 2 1589 Wauldu

5. n1sUszluAIUsEaNSAnsas1a1 (Price Performance)

SNYALLDYARIULBNANTAIUN 3 1589 M1sUsSTEUAUSEANSAINmBS1AN (Price Performance)
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Finasteride .......... mg tablet
1. ¥981 Finasteride ......... mg tablet
2. aaNUAnalY
2.1 gUuuY Jugndandeuiidy dmsuiudsenu
2.2 d@muszneu  Useneumemien finasteride ........ mg Tu 1 1in

23 awuzussy  ussgluussdeain Jestumnntu wasussadaeitiostuuas
2.4 2N - szyTorn dudseneufieddyuazanuuse Yundn Tuiuey waiinde
waztauneloudnsuen Liagnednauuuussyiom
- VUNUEUTIIEIRERERRITEYTos v eToniensd dauuszneulay

YUIAAIULTIVEIE LavTHEn Tudueny Lidaiau

3. augNUANImAlla
Namim’sﬁﬁLﬂi’]zﬁﬂmmwﬂuwm’m finished product specification Wag drug substance

o v LY a

specification  fi919dsanndsRIsUatuReInU FelaaanziisunediinaunuznIsun151mIs
WaZE1 NTENTNEITITUEY Matndussuildansdedesduaduniieuinnielndnituinsgiu
wndyssuladisunils MuUTENIANTENTINEISITUAY 1509 SEUMITIEN WA, 2556 Aaeiud 11

WWIEU WA, 2556 (83UseNAlusIwAIuNEIUN 10 Tguiey 2556)

3.1 Finished product specification: Finasteride tablet USP

49  Test items Specifications
1 Identification Meet the requirement
2 Assay 95.0 — 105.0% of the labeled amount of finasteride

3 Dissolution*
- For 5 mg tablet Not less than 75%(Q) of the labeled amount of
finasteride is dissolved in 45 minutes
- For 1 mg tablet Not less than 80%(Q) of the labeled amount of
finasteride is dissolved in 30 minutes

4 Uniformity of dosage units* Meet the requirement
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3.2 Drug substance specification: Finasteride USP

v
Ua

~N O BAOWN -

Test items
|dentification

Assay

Specific rotation

Water

Residue on ignition
Heavy metals
Chromatographic purity
- Any individual impurity

- Total impurities

Specifications

Meet the requirement

98.5 - 101.0% of finasteride (on the anhydrous basis)
-56° to -60°

Not more than 0.3%

Not more than 0.1%

Not more than 0.001%

Not more than 0.5%
Not more than 1.0%

3.3 Finished product specification: Finasteride tablets BP

B
1
2

5

Test items
Identification
Assay

Dissolution*

Related substances

- Finasteride impurity A

- Finasteride impurity B

- Finasteride impurity C

- Any other impurity

- Sum of any other impurites

Uniformity of dosage units*

Specifications

Meet the requirement

95.0 — 105.0% of the labeled amount of finasteride
Not less than 75%(Q) of the labeled amount of

finasteride is dissolved in 45 minutes

Not more than 0.3%
Not more than 0.3%
Not more than 0.3%
Not more than 0.1%
Not more than 0.6%

Meet the requirement

3.4 Drug substance specification: Finasteride BP

v
UB

1
2
3
q

5

Test items

|dentification

Assay

Specific optical rotation

Related substances

- Impurity A

- Impurity B

- Impurity C

- Any other impurity
(for each)

- Total impurities

Loss on drying

Specifications

Meet the requirement

98.0 — 102.0% of finasteride (on the dried substance)
+12.0° to +14.0° (dried substance)

Maximum 0.3%

Not more than 0.3%
Not more than 0.3%
Not more than 0.10%

Not more than 0.6%

Maximum 0.5%
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nuEwme - * vUe Dissolution wag Uniformity of dosage units Tikuutenansianisgaziden

HAN15A T AS1E vndlewasseaziBusidudnaslilulu coA

- nsalNAAnzIdsuLdInIsIU (waive) N15ASIE0UILATIZRIIENITLA THEuLans
enasangIuRInaNlesus LAY

- Drug substance specification ﬁmimﬂmfﬂu‘imeﬁ%fwgmam drug substance %3
ludAs1esi drug substance veuRHARed155U atulnadunils Falin13n533
Inswinsunnitenivun

4. Joulvdu
a | al' « = 41'
SUAZIDYAN LN TAIUN 2 1399 Weoulwdu

5. nsUsziuAIUsEaNSAINsas1A1 (Price Performance)

al ! A « a ' a a ' .
FYALLRYANULDNFITAIUN 3 1389 NFUITELHUAIUTZEANTAINABI1AT (Price Performance)
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AMANBALLANITYDIY

Irbesartan .......... mg tablet
1. 981 Irbesartan ......... mg tablet
2. auandanaly
2.1 sUuuy Dugudn dmsusudseniu (szy film coated wi3olal waaussld)
2.2 d@nlszneu Usenauniusien irbesartan ....... me Tu 1 uin
23 awugussy ussluukeUnaiin Jesiumauiu
2.4 2810 - syy¥een diuusznaumendfniazaunss Junde Judueny laInHGe

waziaunsidowiniuen Lisgadaauunussadion
- UUNIYUEUTTIEN0ENUREABITE YT IMTOTONNNNTAT dIUUTENBULAL

YUIAAINLTIVREN LaUTNEn Tudueny LiTaau

3. auduUANImAlla
HaN1303293A TN mUulURY finished product specification wag drug substance

o o Ly a

specification  719199991nLAFUR 5 UatUREINUY TelaannztloundiniuANENITUNITOINS
LAZE1 NIENTNEITITUEY Metndyssuildansdedenduatuiiiisumimielunininuinsgiu
Wndyi1FulafSuntls MuUIENIANTENITNEITITVEY 1509 SEUMITIE WA, 2556 aaduil 11

WwE WAL 2556 (aaUsenelusviaayunwiuil 10 Iquieu 2556)

3.1 Finished product specification: Irbesartan tablet USP

Y3 | Test items Specifications

1 Identification Meet the requirement

2 Assay 90.0 — 110.0% of the labeled amount of irbesartan
3 | Dissolution* Not less than 80%(Q) of the labeled amount of

irbesartan is dissolved in 20 minutes
4 Uniformity of dosage units* Meet the requirement
5 Related compounds
- Irbesartan related Not more than 0.2%
compound A
- Any individual Impurity Not more than 0.2%

- Total impurities Not more than 0.5%

76
§1UnUINIIN158151500gY  d1Un91UannsENTINE1515UgY



S Y [ [ 3
WUINNITANUAAUANBULIANITVDIEN dJ 2559

3.2 Drug substance specification: Irbesartan USP

48 | Test items Specifications

1 Identification Meet the requirement

2 | Assay 98.0 - 102.0% of irbesartan (on the anhydrous
basis)

3 | Water Not more than 0.5%

4 Heavy metals Not more than 0.002%

5 | Limit of azide Not more than 10 ppm

6 | Related compounds

- Irbesartan related Not more than 0.2%
compound A
- Any other impurity Not more than 0.1%

- Total impurities Not more than 0.5%

MEWA - * ¥te Dissolution Uag Uniformity of dosage units lyikuulenansuanisigazlden

NAN1IMNIDATIEN UnTllandeseazideamdudnavlilulu CoA

- nsdifivanzifeundinisiiu (waive) nsnsiaaeuiiasieisienisle Tiduuans
lonansvdngusanaldFueysiAce

- Drug substance specification #315041310UAATIENVBIENER drug substance %50
TulAs1e44 drug substance vasgnanedITagy atulaatunils defin1snsas

Insiasunnitenivun
4. $aulvdy
SNYALLDYANNULBNEANTAIUN 2 1599 Wauludu

5. n1sUsziuAIUsEaNSAINsas1A1 (Price Performance)

a 1 N = a ! a a ! .
FYALLRYANULDNFITAIUN 3 15899 N1FUITELUAIUTEEANTAINADI1AT (Price Performance)
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1. ¥981 Levofloxacin

2. gruantAnaly
2.1 guuuu

2.2 @uusenau
2.3 WIAVTIY

2.4 NYUYUTTY

2.5 aan

3. AnuaNUANIawmALlA

LLU’J%’NﬂW‘Sﬁ’]WUﬂQﬂJﬁﬂENSLQ‘W’]S‘UB\?EI']

Qmé’nwmuawqwaam

Levofloxacin .......... mg injection

......... mg injection

Wuansazarela Usimannie

Usenaumedign levofloxacin hemihydrate #sauyany levofloxacin

UsITlunurUTIEIAnUTIATINge warusTsusitesiulas

- svydenn dhnusgneufendduaranuuss Yundn Sudueny luiinde
waztawneleuisuen Megrednauuuusssiue

- VUNMUEUTIIEegoedpssEyTosuiolonenisdn dauusznouuay

YUINAINBTIVOIET 1vTIHGR Judueny Lidaiau

Namﬁm%ﬁLﬂiﬂsﬁ@mmWL@ﬂUmm finished product specification Wag drug substance

specification @slaannzlUeusadinauAnENITUNITOIMITHALY NTENTWAITITUGY

3.1 Finished product specification

d8  Test items

1 Identification
2 Assay
3 pH

4 Bacterial endotoxins

Specifications

Complied with finished product specification
95.0 — 105.0% of the labeled amount of
levofloxacin

Complied with finished product specification
Not more than 0.7 Endotoxin Unit/mg

5 Particulate matter

Container size <100 ml

- Size > 10 pm
- Size > 25 pm

Not more than 6,000 particles/container

Not more than 600 particles/container

Container size >100 ml

- Size > 10 pm
- Size > 25 um

6 Volume in container

Not more than 25 particles/ml
Not more than 3 particles/ml

Complied with finished product specification

(Extractable volume)

7 Sterility

8 Impurities

78

Complied with finished product specification
Complied with finished product specification
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3.2 Drug substance specification: Levofloxacin USP

#1884 Levofloxacin hemihydrate

Test items
|dentification

Assay

Residue on ignition
Heavy metals

Organic impurities

Specifications

Meet the requirement

U 2559

98.0 — 102.0% of levofloxacin (on the

anhydrous basis)
Not more than 0.2%

Not more than 10 ppm

Note: Procedure 1 is recommended if levofloxacin N-oxide is a potential organic

impurity. Procedure 2 and Procedure 3 are recommended if levofloxacin related

compound B is a potential organic impurity.

Procedure 1

- N-Desmethyl levofloxacin

- Diamine derivative

- Levofloxacin N-oxide

- 9-Desfluoro levofloxacin

- D-Isomer

- Any unknown impurity

- Total impurities

Procedure 2

- Levofloxacin related compound A
(N-Desmethyl Levofloxacin)

- Levofloxacin related compound B

- Any other impurity

- Total impurities

Procedure 3

- D-ofloxacin

Optical rotation / Specific rotation

Water

§11InUINIsN13a151504gY  d1Un9IUUAANTENTINAIS1TUFY

Not more than 0.3%
Not more than 0.3%
Not more than 0.3%
Not more than 0.3%
Not more than 0.8%
Not more than 0.1%
Not more than 0.5%

Not more than 0.20%

Not more than 0.13%
Not more than 0.10%
Not more than 0.50%

Not more than 1.0%
-92° to -106°
2.0-3.0%
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N - NIAUNIANZLTEULTINITIU (waive) N15ATIFADVIATIENTIENITLA T LR

lnansvdngudsnanilasueyiiace
- Drug substance specification #1315019MNTUATIEAVBERER drug substance 150
Tulisgs drug substance wosEnans1d1sagy atulaatunils Fefinsnsaa
Ansesinsunnvteditmua
4. Jeulvdy
MeaziBeanuonaisaini 2 Feq Houlvdu

5. n1sUszliuAIUsEaNSANsas1A1 (Price Performance)

SUALLDYARULBNETEIUN 3 1589 N15USEUAIUSEANS A NFBI1AN (Price Performance)
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AMANBALLANITYDIYN

Methyldopa .......... mg tablet
. Foen Methyldopa .......... mg tablet
. aauantAnaly
2.1 iU Jugndandeuiidy dmsuiussmu

22 @ulsznou  Usznaumefiel methyldopa 38 methyldopa sesquihydrate %qamga
iU methyldopa .......... mg lu 1 i
23 nmurusTy  vssyluussdaadn Jesfunnutu uasusssasitdestuuas
2.4 287 - syyfienn dutszneufendidyuazanuuss Tundn Sudueny lauiinGe
waziaungideuisuen Legadnnuuuussyio
- yunvurUsIInegtiesdesssydesmietonanisi daulseneuiay

YUIAAIIULTIVEIEN LavTIHEs Tuduene Lidaiau

. AuENUANIanAila

Namim’ﬁﬁLﬂ'i’]zﬁ@mmmﬂuwmm finished product specification Wag drug substance
specification 7i8198a1nunduiSuatuieniu Jeldannzideudedinauamuenssunises
LAE1 NTENTIES1TEY Weindvi fuilldesdfeaduatiuifieusiing elmindnannsgiu
wndusinsulasisunids auUsznAnTENTINEsITgY 1399 SEUMTIET We. 2556 aatudl 11

g WA, 2556 (@aUsenalusisiaauuneiui 10 dguieu 2556)

3.1 Finished product specification: Methyldopa tablets USP

Y9 | Test items Specifications

1 Identification Meet the requirement

2 Assay 90.0 — 110.0% of the labeled amount of anhydrous
methyldopa

3 Dissolution* Not less than 80%(Q) of the labeled amount of

methyldopa is dissolved in 20 minutes

4 Uniformity of dosage units* Meet the requirement
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3.2 Drug substance specification: Methyldopa USP

#1809 Methyldopa sesquihydrate

48  Test items

1 Identification
Assay

Residue on ignition
Heavy metals
3-O-Methylmethyldopa

Specific rotation

~N O 0 BRAWDN

Acidity

8 Water

Specifications

Meet the requirement

98.0 — 101.0% of methyldopa (on the anhydrous basis)
Not more than 0.1%

Not more than 10 ppm

Not more than 0.5%

-25° to -28°

Not more than 0.5 ml of 0.10 N sodium hydroxide
is required

10.0 - 13.0%

3.3 Finished product specification: Methyldopa tablets BP

98  Test items
1 |dentification

2 Assay

3 | Optical rotation
4 Uniformity of dosage units*

5 Dissolution*

Specifications

Meet the requirement

95.0 - 105.0% of the labeled amount of anhydrous
methyldopa

-0.98° to -1.09°

Meet the requirement

Not less than 70%(Q) of the labeled amount of

methyldopa is dissolved in 45 minutes

3.4 Drug substance specification: Methyldopa BP

#U1809 Methyldopa sesquihydrate

¥ | Test items

1 |dentification
2 Assay
3 | Acidity

4 | Absorbance
- Specific absorbance at the
absorption maximum
(280 nm)

82

Specifications

Meet the requirement

98.5 - 101.0% of methyldopa (on the anhydrous
substance)

Not more than 0.5 ml of 0.1 M sodium hydroxide is

required

122 to 137 (anhydrous substance)
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YD | Test items Specifications

5 Related substances

- Impurities A, B, C (for each) | Not more than 0.15%
- Unspecified impurities Not more than 0.05%

- Total impurities Not more than 0.5%
6 Enantiomeric purity

- D-methyldopa (Impurity D) | Not more than 0.5%

7 | Heavy metals Maximum 20 ppm
8 | Water 10.0 - 13.0%
9 | Sulfated ash Maximum 0.1%

Nuewn - * 11370 Dissolution waz Uniformity of dosage units Tiwuulenansuanisiuazidan

NAN13M529A51E ndllausseazideamdudnaviiluly CoA

- nsdifiannsfeuudanisiiu (waive) n1snsaaaeuiinsizisienisle Trduwans
lonansndngiufananaitldiueuiice

- Drug substance specification #1315041310MUAATIENVEIRKER drug substance #38
TUiiAs1esh drug substance wosgwane1d1S5U atulaatunils dsiinisnsie

AATIRATUNNIITONNTIUA
4. [Waulvdy
SUaLLDUARNULBNAETEIUN 2 1599 Waulvdu

5. n1sUseuAIUsEaNsSAIneas1An (Price Performance)

SUALLDYANIULBNAITAIUT 3 1599 NSUSEIUAIUSLANS N INEBI1A1 (Price Performance)
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Metronidazole .......... mg injection
1. ¥9871 Metronidazole .......... mg injection
2. aauaudanaly
2.1 jUuuu Juansazane isotonic Ta Usaniwe dmsudadnrasnidond
2.2 @nusznau Usznauniusig metronidazole .......... mg Tu 1 Jaddns
23 WU s 1adans
2.4 21BULUTI U9lUNYUEdmMIUUTIIAN wazusTiundaaiuuas
2.5 aa - 58U¥RYN diuUsEnaumendAnkazALLTY TuNEn Judueiy WwUNNEn

waztawngzileuisuen Megrednauuuussasioe
- UUNYULUTILN0E19108ABITYUTRUIMIBTENINN1IAT dIuUTEnaULaL

YUINAIURIIVEEN Lavninde TuFuene Lidaau

3. AnuaNUANIawmALlA
Namﬁm%ﬁLﬂiﬂsﬁ@mmWL@ﬂUmm finished product specification Wag drug substance

o o v A '

specification 19198931nFUR5UaTUREINUY FelaannglloundiniuAMENITUNITOINNS
LazE1 NTENIIEISITUEY atndussuiildansdedesduaduniisuinnielndnituinsgiu
WdwimsulamSunils a1uUTENIANTENIWESITUEY 1509 TPYRITIE W.A. 2556 aeiul 11

g WAL 2556 (@aUsenAluTviagune Uil 10 Squieu 2556)

3.1 Finished product specification: Metronidazole injection USP

49  Test items Specifications
1 Identification Meet the requirement
2 | Assay 90.0 — 110.0% of the labeled amount of

metronidazole

3 Bacterial endotoxins Not more than 0.35 Endotoxin Unit/mg¢ of
metronidazole

il pH 45-7.0

5 Particulate matter

- Size > 10 pm Not more than 6,000 particles/container
- Size > 25 ym Not more than 600 particles/container
6 | Sterility Meet the requirement
7 | Volume in container Meet the requirement
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3.2 Drug substance specification: Metronidazole USP

h) Test items Specifications
1 Identification Meet the requirement
2 | Assay 99.0 - 101.0% of metronidazole (on the dried basis)
3 Loss on drying Not more than 0.5%
4 Residue on ignition Not more than 0.1%
5 Heavy metals Not more than 0.005%
6 | Related compounds

- Any single unspecified Not more than 0.1%

impurity
- Total impurities Not more than 0.2%

3.3 Finished product specification: Metronidazole intravenous infusion BP

49 Test items Specifications
1 Identification Meet the requirement
2 Assay 95.0 — 110.0% of the labeled amount of
metronidazole
3 | pH (Acidity) 4.5-6.0
4 Related substances
- 2-methyl-5-nitroimidazole Not more than 0.5%
5 Nitrite Not more than 0.8%
6 Bacterial endotoxins Not more than 3.5 IU/ml (solution 5 mg/ml)
7 | Sterility Meet the requirement
8 Particulate matter
- Size > 10 pm Not more than 6,000 particles/container
- Size > 25 pm Not more than 600 particles/container
9 | Volume in container Meet the requirement

3.4 Drug substance specification: Metronidazole BP

4  Test items Specifications

1 Identification Meet the requirement

2 | Assay 99.0 — 101.0% of metronidazole (on the dried substance)

3 Related substances
- Any impurity Not more than 0.1%
- Total impurities Not more than 0.2%

4 | Heavy metals Maximum 20 ppm

5 Loss on drying Maximum 0.5%

6 | Sulfated ash Maximum 0.1%
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AMANBALLANIZYDIYT

Nicergoline .......... mg tablet
1. @981 Nicergoline ......... mg tablet
2. Aauantanaly
2.1 3Uuuy Jugudle dmsusudszniu
2.2 d@nlszneu Usznaumlusie nicergoline ........ me Tu 1 udin
2.3 AUULUTIY U5k Unaiin Jaatunnuay wasussydueidesiuuas
2.4 aa1n - S¥YTRYN dinusznaumendfniaraunse Jundn Juaueny Laaninge

waztaunzlousniuen LIegednauunussyine
- UUNBUEUTIIUN0E NTURURABITEYTDEMTOTONNNITAT dIUUTENBULAL

YUIAAIIULTIVEIE LavTIHEn Tudueny Lidaiau

3. AaNUANIaImALlA
nan13nsIadtaszinan mduluaw finished product specification wag drug substance
specification &slavanzileuredinauAMENITUNITOIMITHALET NTENTIEITITUEY

3.1 Finished product specification:

¥

Y3 | Test items Specifications

1 Identification Complied with finished product specification

2 | Assay 90.0 — 110.0% of the labeled amount of nicergoline

3 | Uniformity of dosageunits* Complied with finished product specification

4 | Dissolution* Complied with finished product specification

5 Related substances or Complied with finished product specification
impurity

3.2 Drug substance specification: Nicergoline BP

99  Test items Specifications
1 |dentification Meet the requirement
- Specific optical rotation +4.8° to +5.8°
2 | Assay 99.0 - 101.0% of nicergoline (on the anhydrous
substance)

3 Related substances

- Impurity B Not more than 0.8%
- Impurity A Not more than 0.5%
- Impurity H Not more than 0.3%
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Y3 | Test items Specifications
- Impurity D Not more than 0.2%
- Impurity C, F, | (for each) Not more than 0.2%
- Unspecified impurities Not more than 0.10%

(for each)

- Total impurities Maximum 1.2%

4 | Water Maximum 0.5%

5 Sulfated ash Maximum 0.1%

MR - * 1310 Dissolution waz Uniformity of dosage units Tiiluutenansuansgazdyn

NAN139523A51E9 ndllawdssazideniidudnaviilulu coa

- nsdifivanzifoundenisiiu (waive) n1sasiaaeudiaszisenisle 1duuans
lonansudngiufananaiildiueyiiice

- Drug substance specification #315041310lUAATIEVBIENER drug substance %30
Tudas1e% drug substance wosguans1dsagy adulaatiunds Falinnsnsie

AATIRATUNNTITETINTIUA
4. Jaulvdy
SHALLDYANULDNANTEIUN 2 1589 Waulvdu

5. n1sUsZiuAIUsEaNSANsas1A1 (Price Performance)

NYALLDYARIULBNANTAIUN 3 1589 M1sUSTEUAUSEANSAINmBS1AN (Price Performance)
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qmé’nwmzquwaam

Norepinephrine .......... mg injection

2. aaauUAnaly

2.1
2.2

2.3
2.4
25

mg injection

JURUY Juansazangla Usiaainide dwsuia
duusznay Usznaunie6ien norepinephrine bitartrate (norepinephrine acid

tartrate / noradrenaline acid tartrate) %qamgaﬁu norepinephrine

mg lu 1 fadans

VUINUTIY oo lada
AYULUTTY UTIRINTUEUITTNEAUTIAINTE wazussaiueideiuuas
2810 - 5¥UTRYN duUTENaUMENEAYUAZANLTY TUNER TudUDNY UTINGR

waztawngleuisuen Megrednauuuussasioe

- UNAYUEUTILNRENTRUADITE TR IMTBTENIINTTA dauUsenauiay

YUIAAIURIIVREN Laviindn Tudueny Lidaau

3. augNUANIamAilA

mamsmaaﬁmeﬁ@mmmﬁulmm finished product specification Wag drug substance

specification 7i9198sanundsRIsUatuReInU FelaaansilisunedinaunuznIsun1se1ms

LaZEN NIENTNAISITUEY Veilinduisuildenadeienluatuniisumvselndnitunsgiu

wdwsulasunils MuUsENIANTENTIESITUEY 1389 SEUMITIE WA, 2556 aaduil 11

WWEU WAL 2556 (@aUsenAlusviaaguneiuil 10 Squieu 2556)

3.1 Finished product specification: Norepinephrine bitartrate injection USP

b
1
2

(SN}

Test items
|dentification

Assay

Color and clarity

Bacterial endotoxins

pH

Particulate matter
- Size > 10 um

- Size > 25 um
Sterility

Volume in container

Specifications

Meet the requirement

90.0 — 115.0% of the labeled amount of
norepinephrine

Meet the requirement

Not more than 83.4 Endotoxin Units/mg of
norepinephrine

3.0-45

Not more than 6,000 particles/container
Not more than 600 particles/container
Meet the requirement

Meet the requirement
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3.2 Drug substance specification: Norepinephrine bitartrate USP

#U1809 Norepinephrine bitartrate monohydrate

U8  Test items Specifications
1 Identification Meet the requirement
2 | Assay 97.0 — 102.0% of norepinephrine bitartrate (on the
anhydrous basis)
3 | Residual on ignition Not more than 0.1%
4 | Arterenone Absorptivity at 310 nm not more than 0.2
5 | Optical rotation / specific -10° to -12°
rotation
6 | Water 4.5 -58%

3.3 Finished product specification: Noradrenaline injection/

Norepinephrine injection BP

Y9 | Test items Specifications
1 Identification Meet the requirement
2 | Assay 90.0 - 110.0% of the labeled amount of
norepinephrine acid tartrate (noradrenaline acid
tartrate)
3 | pH (Acidity) 3.0-4.6
4 | Adrenaline Not greater than 1%
5 | Bacterial endotoxins Not more than 83.4 Endotoxin Units/mg
6 | Sterility Meet the requirement
7 | Particulate matter
- Size > 10 um Not more than 6,000 particles/container
- Size > 25 pm Not more than 600 particles/container
8 | Extractable volume Meet the requirement
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3.4 Drug substance specification: Norepinephrine acid tartrate/

Noradrenaline acid tartrate BP

#1889 Norepinephrine acid tartrate monohydrate %38 Noradrenaline acid

tartrate monohydrate

U9  Test items
1 Identification
- Specific optical rotation
2 | Assay

3 | Related substances

- Impurity F

- Specified impurity B, D, E (for

each)

- Unspecified impurities

- Sum of impurities and impurity F
4 | Water
5 | Sulfated ash

Specifications

Meet the requirement

-44° to -48° (noradrenaline base)

98.5 - 101.0% of norepinephrine acid
tartrate/noradrenaline acid tartrate (on the

anhydrous substance)

Not more than 0.1%

Not more than 0.1%

Not more than 0.10%
Maximum 0.3%
4.5 -5.8%

Maximum 0.1%

NUNENA - NTANIANT8ULIINITIIY (waive)  N199TIRABULLATIZVTIEN5LA TriBuLans

nasuangIuRananlasueinne

- Drug substance specification 913841910 IUAATIEVVDINHER drug substance 150

TudiAs12ii drug substance vaRRAnedsagU adulaatunis Falin1snsie

TATAsUNNtenivun

4. [Saulvdy

= | - o = 4'
S188LBUANIULDNENTEIUN 2 1589 Waulvdu

5. nsUseuAUsEaNnsAnmas1An (Price Performance)

a ! d‘ = a ! a a ! .
FYALLRYANIULDNFITAIUN 3 1399 N1FUIELLUAIUTEEANTNAINHDI1AT (Price Performance)
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AMANYULIANIZVRIYT

Omeprazole .......... mg for injection
Fown Omeprazole .......... mg for injection
AaNUANILY
2.1 gy \Juween lyophilized dvnvsafieunn Usannde dmsuazaneiiiedaidn
NINADALEDAA

2.2 dwlsenou Usznaume@ien omeprazole %39 omeprazole sodium ﬁau;ﬂaﬁ’u
omeprazole .......... mg lu 1 vial
23 awurussy UIsglunwugdmsuusTenda Unennde uasussadusidestuuas
2.4 2810 - syyienn dauvsznousiordidyuazainunss Jurda Yudueny wudindn
waziaunzidowinsuen Liagadaauunussydom
- VUABUEUTTIIRNTIsAeITEyTBeIME0TenensAn diudszneuas
YPWIAATIILTIVEIET LaviinEn Tudueng LiTaiau

. AENUANIImALA
Namﬁm%ﬁLﬂiﬂsﬁ@mmWL@ﬂUmm finished product specification Wag drug substance
specification slsannziTouiedinmuAnLATINANTEMILAZEN NTENTIEE1TUAY
3.1 Finished product specification:
49  Test items Specifications
1 Identification Complied with finished product specification
2 Assay 90.0 - 110.0% of the labeled amount of omeprazole
3 pH (aza1ese solvent Awzay) | 8.8 - 10.0
4 Uniformity of dosage units* Complied with finished product specification
5 | Sterility Complied with finished product specification
6 Bacterial endotoxins Not more than 175 Endotoxin Units/85.2 mg of
omeprazole sodium #3®
Not more than 2.1875 Endotoxin Units/mg of
omeprazole
7 | Water Not more than 10.0%
8 Particulate matter
- Size > 10 um Not more than 6,000 particles/container
- Size > 25 pm Not more than 600 particles/container
9 | Related substances
-Individual impurity Not more than 0.5%
-Total impurities Not more than 1.0%
10 | Constituted solution Complied with finished product specification

§1UnUINIIN158151500gY  d1Un9UUanNTENTINE1515UGY
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3.2 Drug substance specification

(A) Omeprazole USP

Y9  Test items Specifications

1 Identification Meet the requirement

2 Assay 98.0 — 102.0% of omeprazole (on dried basis)
3 | Completeness of solution Meet the requirement

4 | Color of solution Absorbance is not greater than 0.10

5 Loss on drying Not more than 0.5%

6 Residue on ignition Not more than 0.1%

7 Heavy metals Not more than 0.002%

8 | Chromatographic purity

- Individual impurity

- Total impurities

Not more than 0.3%

Not more than 1.0%

(B) Omeprazole sodium BP

YD | Test items Specifications
1 Identification Meet the requirement
Optical rotation -0.10° to +0.10°
2 Assay 98.0 — 101.0% of omeprazole sodium
(on the anhydrous basis)
3 pH 10.3-11.3
4 | Related substances
- Impurities D, E (for each) Not more than 0.15%
- Unspecified impurities Not more than 0.10%
- Total Impurities Not more than 0.5%
5 Heavy metals Maximum 20 ppm
6 | Water 4.5 - 10.0%

§1InuUsu1sn15aI51TAlgY §1ineulannsensaaIsIsagy
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(C) Omeprazole BP
Test items
Identification
Assay
Impurities F and G
Related substances
- Impurities D, E (for each)
- Unspecified impurities
- Total impurities
Chloroform and methylene
chloride
- Methylene chloride
- Chloroform
Loss on drying

Sulfated ash

LLU’J%’NﬂW‘Sﬁ’]‘WUﬂQﬂJﬁﬂENSLQ‘W’]S‘UB\?EI']

Specifications
Meet the requirement
99.0 - 101.0% of omeprazole (on the dried basis)

Maximum 350 ppm

Not more than 0.15%
Not more than 0.10%
Not more than 0.5%

Maximum 100 ppm
Maximum 50 ppm
Maximum 0.2%

Maximum 0.1%

nuEme - * vive Uniformity of dosage units 1WluUULNA1THANITIEAZIBEANANINTIY

A mndllandeseazdeamdusiaviiluly CoA

- NSUNANLLTIULIINITIU (Waive)  NISASIAEBUILATIZIIIENITIA b ULARAS

LNENIUENIUAINATINLATUDYITRAE

- Drug substance specification ﬂﬁ]’lim”ﬁmﬂsluami’lzﬁ“daqsliwﬁm drug substance 39

ludipsngit drug substance vaRWAng1dnsagU atuleadunis Fadlin1snsie

Insiasunnitenivun

4. [Wauludu

a | =i o = 4'
S188LBUANIULDNENTEIUN 2 1589 Waulvdu

5. n15UseLliuAIUsEaNSAINAB31AT (Price Performance)

94

a | - 44' a a a ! .
FYALLRYANULDNFITAIUN 3 1399 NFUITELHUAIUTEEANTAINADI1AT (Price Performance)
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Pantoprazole .......... mg for injection

1. %asn Pantoprazole .......... mg for injection

2. aauUAnaly

2.1 guuuy

2.2 @ulseneu

2.3 NYULUIIY

2.4 aan

mg Tu 1 vial

&, & o ° o A a v & °
LWUNIEIUTIARNNLIDEUY @INTUALANELNBRALUINADALEDAN

UsznaumeAlen pantoprazole sodium %ﬁamy“aﬁ'u pantoprazole

U553 lUN1YULUIIEIAAUTIAINTD wazusTRiasilosiuwas

waziauneleudsuen [iagedniauuuussasio

- s¥yTeen diulsznauiiendidnuazainuuse Tunde Juaueny wunikGe

- VUAYUBUITIUNBE1NUREADITEYTR M 0¥eN1aN15AT drulsenaunay

YUIAAIINLTIVEEN LavPHEs Tudueny Lidaiau

3. audNUANIamAlln

specification @slaannzlUeusradinauAMENITNNITOMITHALE NTENTEITITUGY

3.1 Finished product specification:

U8

1

~N o0 0B~ W

Test items
|dentification

Assay

pH

Bacterial endotoxins
Sterility

Water

Particulate matter

- Size > 10 pm

- Size > 25 um

Uniformity of dosage unit*

Constituted solution

Specifications

Complied with finished product specification
90.0 - 110.0% of the labeled amount of
pantoprazole

Complied with finished product specification
Not more than 4.5 Endotoxin Unit/mg
Complied with finished product specification

Complied with finished product specification

Not more than 6,000 particles/container
Not more than 600 particles/container
Complied with finished product specification

Complied with finished product specification

§11InuINIsN13a151504gY A1 IUUAANTENTINAI51TUFY
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3.2 Drug substance specification:

(A) Pantoprazole sodium USP

U809 pantoprazole sesquihydrate

Y3 | Test items Specifications
1 Identification Meet the requirement
2 Assay 98.0 — 102.0% of pantoprazole sodium (on the

anhydrous basis)

3 Water 5.0 -8.0%

4 Heavy metals Not more than 0.002%

5 | Related compounds
Note: On the basis of the synthetic route, perform either Test 1 or Test 2. Test 2 is
recommended when impurities C, D, E, and F are potential related compounds.
Test1
- Pantoprazole related Not more than 0.20%
compound A
- Pantoprazole related Not more than 0.15%

compound B

- Any other individual Not more than 0.10%
impurity

- Total impurities Not more than 0.5%

Test 2

- Related compound A Not more than 0.20%

- Related compound B Not more than 0.15%

- Related compound C Not more than 0.10%

- Related compound D and F | Not more than 0.20%

- Related compound E Not more than 0.10%

- Any other individual Not more than 0.10%
impurity

- Total impurities Not more than 0.5%

96
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Test items
|dentification

Assay

Optical rotation

Related substances

- Impurity A

- Sum of impurities D and F
- Impuirities B, C, E (for each)
- Unspecified impurities (for

each)

S Y [ [ 3
WUINNITANUAAUANBULIANITVDIEN dJ 2559

(B) Pantoprazole sodium sesquihydrate BP

Specifications

Meet the requirement

99.0 — 101.0% of pantoprazole sodium (on the
anhydrous substance)

-0.4° to +0.4°

Not more than 0.2%
Not more than 0.2%
Not more than 0.1%

Not more than 0.10%

- Total impurities
5 Heavy metals

6 Water

Not more than 0.5%
Maximum 20 ppm
59 -6.9%

NUBWn - * 9318 Uniformity of dosage units lkuuLeNaNIkanII18azL8ANANIIATIT

4. [Waulvdu

a1z vndileudesieazenimdusavilulu CoA

- NIAINAANLLTOULIINITIY (Waive) NNTASIEBUIATILISIONITEA AL ULEARS

nasuangIuRananlasues e

- Drug substance specification ﬂﬁ]’lim’lmﬂiUiLﬂiﬁzﬁ“Uaﬂﬂmam drug substance %39

ludns1e9t drug substance veENARedNTIFU atulaatunis Falin13neia

Insasunnitenivun

= | =i o = 4'
188 DUANULDNENTEIUN 2 1589 Waulvdu

5. nsuUseluAIUsEaNSATNWAB31A1 (Price Performance)

a ! d‘ = a ! a a ! .
FYALLRYANULDNFITAIUN 3 15899 NFUITELUAIUTEEANTAINADI1AT (Price Performance)
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Phenytoin sodium .......... mg injection
1. ¥981 Phenytoin sodium .......... mg injection
2. Aauandanaly
2.1 jUuuy Juansazaneusmainde la lifid dmsudadvaendend
2.2 @nlszneu Usznaunieusien phenytoin sodium ......... mg Tu 1 ml wesansazany

98

NaUUDY propylene glycol tag ethanol in water for injection
N39U3zNaUMIBRAILT phenytoin sodium 5% w/v luansazaiunauves

propylene glycol 40% v/v Wag ethanol 10% v/v in water for injection

2.3 WINUTTY e ladans
2.4 AYULUTTY U559LUNYULUTIRIRAUTIANTE UsTRTadaaiuues
2.5 aan - 58U¥RYN diuUsEnaumendAnlazALLTY TuNEn Judueiy WwUnkEs

waztawngleuisuen Megrednauuuussasioe
- UUNYULUTIEN8E19108ABITYUTRYIMIBTENINN1IAT dIuUsEnauLaL

YUINAIURTIVEEN Lavninde Tuduene Lidaau

. AENUANIamALA

Nam'ﬁm%ﬁLﬂiwﬁﬂmmmﬁum{ﬂm finished product specification Wag drug substance

o U a ! o w

specification 191989 nundURSUatUIRgInU Felaaanzilounodinaunuenssun15e19s

[ '
a A 1

Laze1 NITNTNABITUGY Matindudnsuiildsnsdesenduaduiifieumimielvdniiuinsgiu
nduensulasSunils muUIENIANTENTINEITITUNEY 1509 F8YAITIEY WA, 2556 aviun 11

g WA, 2556 (@sUseniAlusvianuunwiun 10 dguieu 2556)

3.1 Finished product specification: Phenytoin sodium injection USP

48 | Test items Specifications
1 Identification Meet the requirement
2 | Assay 95.0 — 105.0% of the labeled amount of phenytoin
sodium
3 | Bacterial endotoxins Not more than 0.3 Endotoxin Unit/mg of phenytoin
sodium
4  pH 10.0 - 123
5 | Alcohol and propylene glycol
content
- Alcohol 9.0 - 11.0% v/v
- Propylene glycol 37.0 - 43.0% v/v

§1UnUINIIN158151500gY  d1Un91UannsENTINE1515UgY
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Y | Test items Specifications

6 Particulate matter

- Size > 10 um Not more than 6,000 particles/container
- Size > 25 pm Not more than 600 particles/container
7 | Sterility Meet the requirement
8 | Volume in container Meet the requirement

3.2 Drug substance specification: Phenytoin sodium USP

U | Test items Specifications

1 Identification Meet the requirement

2 Assay 98.0 — 102.0% of phenytoin sodium (on the dried basis)
3 | Clarity and color of solution | Meet the requirement

4 | Loss on drying Not more than 2.5%

5 Heavy metals Not more than 0.002%

6 | Related compounds

- Phenytoin related Not more than 0.9%
compound A
- Phenytoin related Not more than 0.9%
compound B
- Benzophenone Not more than 0.1%
- Total impurities excluding | Not more than 0.9%

benzophenone

3.3 Finished product specification: Phenytoin injection BP

Y | Test items Specifications

1 Identification Meet the requirement

2 | Assay 4.75 - 5.25% w/v of phenytoin sodium
3 | pH (Alkalinity) 11.5-121

4 | Weight per ml 1.025 -1.035¢

5 Benzil and benzophenone | Not more than 0.5%

(for each)

6 Ethanol 9.0 - 11.0% v/v

7 Propylene glycol 37.0 - 43.0% v/v

8  Sterility Meet the requirement

99
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10

11

Test items
Particulate matter
- Size > 10 pm

- Size > 25 pm

Bacterial endotoxins

Extractable volume

LLU’J%’NﬂW‘Sﬁ’]‘WUﬂQﬂJﬁﬂENSLQ‘W’]S‘UB\?EI']

Specifications

Not more than 6,000 particles/container

Not more than 600 particles/container

Not more than 0.3 Endotoxin Unit/mg of phenytoin
sodium

Meet the requirement

3.4 Drug substance specification: Phenytoin sodium BP

Test items
|dentification

Assay

Appearance of solution

Related substances

- Impurity £

- Impurity C

- Impurity D

- Unspecified impurities
(for each)

- Total impurities

Free phenytoin

Heavy metals

Water

Specifications

Meet the requirement

98.5 - 100.5% of phenytoin sodium (on the
anhydrous substance)

Meet the requirement

Not more than 0.3%
Not more than 0.2%
Not more than 0.15%
Not more than 0.10%

Not more than 0.5%

Not more than 1.0 ml of 0.1 M sodium hydroxide is
required

Maximum 10 ppm

Maximum 3.0%

N - NINIRNETsULIINITIIY (Waive) N15ATI9A0UTLATIENTI8NT5Le Trtuwans

100

NENIUEANIUAINAITLATUBYTRAY

- Drug substance specification #3159 NlUTATIENVRENERA drug substance %38

ludAsieat drug substance vasgnAna1dusagU adulaatunds §9in15ms9

Tasasunnitenivun
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= ] i - = A
S1UazldeanuonansaIun 2 13es Weoulvdu

4. [Waulvdu

5. n1sUsziuAIUsEaNSANsas1A1 (Price Performance)

SNUALLDYARULBNETEIUN 3 1589 N15USEUAIUSEANS A 1NEBs1AN (Price Performance)
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Piperacillin .......... g and tazobactam .......... mg for injection
1. Faen Piperacillin .......... ¢ and tazobactam .......... mg for injection

2. auandanaly

2.1 Uuuu Hussen Unannide dmsudadmmasnidend

2.2 @nlsznau Usgnaumieu@le piperacillin %39 piperacillin sodium %aaugaﬁ’u
piperacillin .......... ¢ Uy tazobactam %39 tazobactam sodium %39
tazobactam acid %ﬁaugaﬁu tazobactam .......... mg Tu 1 vial
(9n518UV04 piperacillin #9 tazobactam WU 8:1)

2.3 2IYULUTTY UsTTluMTUEUITII AU TANge uarusTafuridesiuuas

2.4 221N - svyienn dhulsgneufeddyuaraunss Tundn Tudueny wuiindn

waziaunzdowinsuen Lisgadaauunussaioum
- UUNBUEUTIION0E NTUREABITEUTDEIMTOTONNNTAN drulsenauuay
YUINAILRIIVOIET LavTinde TuFueny Lidaau

25 HEIATANgNIERITINALas ... USUNDT % avarenuangluan .......... U9

3. auaNUANIImAllA
Namim’maLﬂiwﬁﬂmmmﬂﬂﬂmm finished product specification &g drug substance

[ Ly a

specification 1919899 nLAFUR5URTUREINUY TelaanngllounedinauAMENITUNITOINNS
waze1 NIENINEISITUEY atinduisunildasdsdesduaduniisuinnielndnituinsgiu
wdwimsulamSunils auUsENIANTENIINESITUAY 1509 TPYRITIE W.A. 2556 aeiufl 11

WWIEU WAL 2556 (2aUsenAluTviaaguneuil 10 Iquieu 2556)

3.1 Finished product specification: Piperacillin and tazobactam for injection USP

g9  Test items Specifications
1 Identification Meet the requirement
2 Assay
- Piperacillin 90.0 — 110.0% of the labeled amount of piperacillin
- Tazobactam 90.0 — 110.0% of the labeled amount of tazobactam

3 Uniformity of dosage units* | Meet the requirement
4 Organic impurities
- Tazobactam related Not more than 1.0%
compound A
- Piperacillin impurity 4 Not more than 1.0%

102
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Y | Test items Specifications
- Piperacillin impurity 1 Not more than 1.0%
- Piperacillin related Not more than 5.0%

compound A
- Piperacillin related Not more than 1.0%
compound C
- Piperacillin impurity 5 Not more than 1.0%
- Piperacillin impurity 6 Not more than 1.0%
- Any individual unspecified Not more than 1.0%
impurity
- Total impuirities (not include = Not more than 5.0%
piperacillin related
compound A)

5 Bacterial endotoxins Not more than 0.08 Endotoxin Unit/mg of a mixture

of piperacillin and tazobactam

6 | Sterility Meet the requirement
7 Particulate matter
- Size > 10 pm Not more than 6,000 particles/container
- Size > 25 pm Not more than 600 particles/container
8 | pH 50-7.0
9 | Water Not more than 2.5%
10 | Constituted solution Meet the requirement

3.2 Drug substance specification:

(A) Piperacillin USP
#1804 piperacillin monohydrate

48 | Test items Specifications
1 Identification Meet the requirement
2 | Assay 960 — 1030 microgram/mg of piperacillin

(on the anhydrous basis)

W

Heavy metals Not more than 20 ppm

4 | Ampicillin and Piperacillin related
compounds A, B, and C

- Piperacillin related compound B Not more than 0.2 %
- Ampicillin Not more than 0.2%
- Piperacillin related compound C Not more than 0.4 %
- Piperacillin related compound A Not more than 1.0 %

103
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Y2 | Test items

Specifications

5 Piperacillin related compound D
e Piperacillin related compound D

e Total impurities

Not more than 2.0%
Not more than 3.8%

6 Water

2.0 -4.0%

7 | Specific rotation

+155° to +175°

8 Bacterial endotoxins

Not more than 0.07 Endotoxin Unit/mg of

piperacillin

9 Sterility

Meet the requirement

(B) Piperacillin sodium USP

U | Test items

Specifications

1 |dentification

Meet the requirement

2 | Assay

863 — 1007 microgram/mg of piperacillin

(on the anhydrous basis)

3 | Piperacillin related compound A and C
- Piperacillin related compound C

- Piperacillin related compound A

Not more than 1.0%

Not more than 3.5%

q pH

55-75

5 Water

Not more than 1.0%

6 Bacterial endotoxins

Not more than 0.07 Endotoxin Unit/mg of

piperacillin

7 Sterility

Meet the requirement

(C) Tazobactam USP

YD | Test items

Specifications

1 |dentification

Meet the requirement

2 Assay

98.0 — 102.0% of tazobactam (on the

anhydrous basis)

3 Residue on ignition

Not more than 0.1%

il Heavy metals

Not more than 20 ppm

5 Organic impurities

- Tazobactam related compound A
- Any other individual impurity

- Total impurities (lids71 tazobactam

related compound A)

Not more than 1.0%
Not more than 0.1%

Not more than 0.3%

g1inuinisnisarsisalgy §1ineulaansensaans1sagy
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- For the anhydrous form

- For the hemihydrate form

Y9  Test items Specifications
6 Bacterial endotoxins Not more than 0.7 Endotoxin Unit/mg of
tazobactam
7 specific rotation +160° to +167°
8 | Microbial enumeration tests and tests = Meet the requirement
for specified microorganisms
9 | pH 1.8-28
10 | Water

Not more than 0.6%
2.2 -3.8%

nuBwmn - * 1i3te Uniformity of dosage units Wil uULONA1TLARII1EALLDEANANITATIT

WAy mndllandeseazdeamdusaviiluly CoA

- NIAINIANLLTYURIINITIU (Waive) NITASIEBUILATILNIIENITLA LIRS ULEARS

LenasuangIuRInaNlasusuAceY

- Drug substance specification ﬂﬁﬂim%ﬂﬂi‘u"?Lﬂiﬂzﬁmaqﬂwam drug substance %3

ludAs1gst drug substance vefnane1d1593U atulaadunis #lin13ns9a

WATIVATUYNTTRNIN LA

4. [Wauludu

NYALLDYANNULDNANTAIUN 2 1599 Waulvdu

5. nsUsziuAIUsEaNSAINsas1A1 (Price Performance)

IUALLDYANILLBNAITAIUT 3 1509 NSUSELUAIUSEEANSNAINEB51A1 (Price Performance)
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Sulfasalazine .......... mg enteric coated tablet
1. ¥991 Sulfasalazine ... mg enteric coated tablet
2. aauautAnaly
21 sy Juedednsusuusemuiiesnuuulviavareluald (enteric coated)
2.2 dmlszneu  Usznausiesigl sulfasalazine ........ me Tu 1 uin

106

23 2YULUTTY Uii@iumﬂmz%aﬁmﬂaqﬁumm%u
2.4 aa1n - spyiienn daulsznaufenddyuazauuss Tundn Yuiueny lauiinge
waziaunsdowinsuen Liagdaauunussadios
- JUNUEUTIIEIRgRsdessyyTesuiedoniinisd diuuszneuuay

YUINAILLIIVOIET LaUTINER Tuduey LiTaau

. AnENUANIamnaila

NamimafﬁLmﬂzﬁﬂmmmﬁﬂﬂmm finished product specification Wag drug substance

[ Y a 1 o

specification M1919891ALAdUASUaTULRYINU BelaaanzidounadtinanuauynITUNITEINIS
LazeT NITNTNAITITUEY eilinduisuiildenadedealuadunifisumivselndnituinsgiu
Wndyensulasunils MuUTENIANTENITNEISITUAY 1509 TEUAITIEN W.A. 2556 aviudl 11

WWgY WA 2556 (@aseniAlus1ianuunyiun 10 dguieu 2556)

3.1 Finished product specification: Sulfasalazine delayed-release tablets USP

48 | Test items Specifications
1 |dentification Meet the requirement
2 | Assay 95.0 — 105.0% of the labeled amount of

sulfasalazine
3 Dissolution*
- Acid stage Not more than 10% of the labeled amount of
sulfasalazine is dissolved in 120 minutes
- Buffer stage Not less than 85%(Q) of the labeled amount of
sulfasalazine is dissolved in 60 minutes

3 Uniformity of dosage units* Meet the requirement

§1UnUINIIN158151500gY  d1Un91UannsENTINE1515UgY
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3.2 Drug substance specification: Sulfasalazine USP

U | Test items Specifications
1 Identification Meet the requirement
2 | Assay 97.0 - 101.5% of sulfasalazine (on the dried basis)
3 Residue on ignition Not more than 0.5%
4 | Chloride and sulfate
- Chloride Not more than 0.014%
- Sulfate Not more than 0.04%
5 Heavy metals Not more than 20 ppm
6 | Organic impurities
- Any impurity Not more than 2%
- Total impurities Not more than 4%
7 | Loss on drying Not more than 1.0%

3.3 Finished product specification: Gastro-resistant sulfasalazine tablets BP

U9 | Test items Specifications
1 Identification Meet the requirement
2 Assay 95.0 — 105.0% of the labeled amount of
sulfasalazine
3 Related substances
- Any impurity Not more than 1%
- Total impurities Not more than 4%
4 | Salicylic acid and
sulfapyridine
- Salicylic acid Not more than 0.5%
- Sulfapyridine Not more than 0.5%
5 Dissolution*
- Acid stage Not more than 10% of the labeled amount of
sulfasalazine is dissolved in 120 minutes
- Buffer stage Not less than 75%(Q) of the labeled amount of
sulfasalazine is dissolved in 45 minutes
6 Uniformity of dosage units* Meet the requirement

§1InuUsu1sn15aI51TAlgY §1ineulannsensaaIsIsagy
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3.4 Drug substance specification: Sulfasalazine BP

48 | Test items Specifications
1 Identification Meet the requirement
2 | Assay 97.0 - 101.5% of sulfasalazine (on the dried
substance)

3 Related substances

- Impurity A, B, C, D, E, F, G, | | Not more than 1%

(for each)

- Total impurities Not more than 4%
4 Impurity H, J (for each) Not more than 0.5%
5 | Chloride Maximum 140 ppm
6 | Sulfates Maximum 400 ppm
7 | Heavy metals Maximum 10 ppm
8 | Loss on drying Maximum 1.0%
9 | Sulfated ash Maximum 0.5%

MEUA - * ¥te Dissolution Uag Uniformity of dosage units lvikuulenansuanisigazlden

NAN1IMNTIDATIEN Yndllandeeazideamduduavliluly COA

- nsdifieansdoundinisiiu (waive) n1snsiadeuinsizisienista Wiuuans
lonansvangusanaildFueysiAse

- Drug substance specification #315041310UAATIENVBIENER drug substance %30
TUiA91g91 drug substance vsransdnFagy adulpatunis delin1nsae

Insiasunnitenivun
4. woulvdy
a | o = =
JUazBennuena1sauil 2 15e9 Reulvdy

5. n1sUsZiuAIUsEaNSAINeas1A1 (Price Performance)

a ! N = a ! a a ! .
FYALLRYANULDNFITAIUN 3 1599 NFUITELHUAIUTEEANTAINADI1AT (Price Performance)
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AMANBALLANITYDIY

Tamoxifen .......... mg tablet
. ¥981 Tamoxifen ......... mg tablet
. AaNURNlY
2.1 gUuuy Jueudln dmsusulsemu
2.2 dwusenou  Usenausiesien tamoxifen citrate Feauyafiu tamoxifen ......... mg Tu

1 in
23 nmurussy  ursqluuesTnadn destuamutiuy uazussyfasitoatuuas
2.4 a8 - szyfienn dulsznaumiediduazaunss Yundn ’?u??umq LavTinGn
waziaunsdowinsuen Liagadaauunussasdioe
- vunugUsIIees wleefessrydosmieteninisd duuszneuay

YUIAAINLTIVRET LaUTINGEn Tudueny LiTaau

. AuENUANIanAila
Han13nsI9ItAs a1 duluany finished product specification waz drug substance

o o Ly a

specification 191999 1AnduRIsUatURBITU BelnaanzilsunedtinanuAuznITUNITEIMIS
LaZeN NITNTNAISITUEY Viillnduisuldeadedenluaduniisumvselndnitunsgiu
a1 3ulaSUne MUUTENIANTENITINEITITVEY 1509 SEUMITIE WA, 2556 aauil 11

WwgU WA, 2556 (@aUsenialusisiaauunyiui 10 dguieu 2556)

3.1 Finished product specification: Tamoxifen citrate tablets USP

49 Test items Specifications

1 Identification Meet the requirement

2 | Assay 90.0 — 110.0% of the labeled amount of tamoxifen
3 Dissolution* Not less than 75%(Q) of the labeled amount of

tamoxifen is dissolved in 30 minutes

4 Content uniformity* Meet the requirement

3.2 Drug substance specification: Tamoxifen citrate USP

U | Test items Specifications

1 Identification Meet the requirement

2 | Assay 99.0 - 101.0% of tamoxifen citrate (on the dried
basis)

3 Loss on drying Not more than 0.5%

4 Residue on ignition Not more than 0.2%
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49  Test items Specifications
5 E-isomer Not more than 0.3%
6 Iron Not more than 0.005%
7 Heavy metals Not more than 0.001%
8 Related impuirities

- Any impurity Not more than 0.5%

- Total impurities Not more than 1.0%

3.3 Finished product specification: Tamoxifen tablets BP

48  Test items Specifications
1 Identification Meet the requirement
2 Assay 90.0 — 110.0% of the labeled amount of tamoxifen

3 E-isomer and other related

substances
- E-isomer Not greater than 0.3%
- Total impurities Not greater than 0.5%

(not include E-isomer)
4 Dissolution® Not less than 70%(Q) of the labeled amount of
tamoxifen is dissolved in 45 minutes

5 Uniformity of dosage units* Meet the requirement

3.4 Drug substance specification: Tamoxifen citrate BP

48 | Test items Specifications
1 Identification Meet the requirement
2 | Assay 99.0 — 101.0% of tamoxifen citrate (on the

dried substance)
3 Related substances

- Impurities A, B, C, D, E, F, G, H Not more than 0.3%

(for each)
- Total impurities other than A Not more than 0.5%
4 Loss on drying Maximum 0.5%
5 | Sulfated ash Maximum 0.1%

nuyLne - * #ave Dissolution, Content uniformity wag Uniformity of dosage units 19U
a a ¢ ay vy v a a2 o
LONATHANISIYALDUANANITATINATIEY UINTLALII8azdeaTlluavl I luly
COA
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- NSUNIANLLTYUBIINTAU (Waive) N1SATIVABUILATISIINENTEA AL ULAR

lnasndngiufananildiuauiice
- Drug substance specification ﬁmimﬂmfﬂ,ﬁmeﬁsua\‘wgwﬁm drug substance %3
TuliAs1ei drug substance wesEansd 153U atulaadunils elinsnsdm
Ansghasunnindediimue
4. Reulvdy
eaziBeanonasdiui 2 Fee Houlvdu

5. nsUsziuAIUsEaNSAINsas1A1 (Price Performance)

SUALLDYARNULBNETEIUN 3 1589 N15USEUAIUSEANS A INEBs1AN (Price Performance)
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1.

AMANBALLANITYDIYN

Theophylline .......... mg extended-release capsule

Foun Theophylline ...... mg extended-release capsule

2. aauandanaly

112

2.1 gUuuy Hugusindmiusulsenu viineenguisun ... Hlus
(@0uNENUNAMITTEYIIRBINSLUBBNgYE 12 uTe 24 Falu)
2.2 d@wlszneu  Uszneumesien theophylline ... me Tu 1 din
23 nususTy vssylusssdaadnieatuninui
2.4 aa1n - syyiienn drutsznaufendidyuazanuuss Yundn Sufueny lauiinge
waziaunsdowiniuen Liagadaauunussadioe
- YunMYUzUTIReneEetieedeassydesmiedonnanisin diulszneunay

YUINATILBTIVOIET LaVTIGR Judueny Lidaau

. AENUANIUmALA

Namﬁm'nﬁﬁLﬂiwﬁ@mmWL@ﬂUmm finished product specification Wag drug substance

o o v A '

specification i91989anLdsRIsUatUREINUY FelaaanzilsunediinaunuznIsuNI51s
LazE1 NTENTIEIITUEY stndudnFuiildsnsdeieaduatuiiieumimislnlninunsgiu
a1 Sulad1untls MuUTENIANTENITNEAITITUEY 1509 SEUMITIE WA, 2556 aduil 11

g WAL 2556 (@aUsenAluTviauuneuil 10 dquieu 2556)

3.1 Finished product specification: Theophylline extended-release capsules USP

Y3 | Test items Specifications
1 Identification Meet the requirement
2 | Assay 90.0 — 110.0% of the labeled amount of anhydrous
theophylline
3 Dissolution* Meet the requirement
4 Content uniformity* Meet the requirement

3.2 Drug substance specification: Theophylline USP

#UA9 theophylline anhydrous %38 theophylline monohydrate

948 | Test items Specifications

1 Identification Meet the requirement

2 | Assay 97.0 — 102.0% of theophylline (on the dried basis)
3 | Melting range 270° - 274° (the range between beginning and end

of melting does not exceed 3°)
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Yd | Test items Specifications
4 | Acidity Not more than 1.0 mL of 0.020 N sodium hydroxide
is required to change the colour of the indicator to yellow

5 Loss on drying

- Hydrous form 75-9.5%
- Anhydrous form Not more than 0.5%
6 | Residue on ignition Not more than 0.15%

newma - * side Dissolution wag Content uniformity TAlWULENATUAAITIUALLBUANANT
as9ased vnfildudsseasdendidudnavlilulu coa
- nsdifiaanzidouudanisiiu (waive) nsasiaaeuiiaseisienisle Tiduuans
lonansvdngudsnanilaiueysiace
- Drug substance specification ﬁﬁ]’liﬂﬂﬁ]’lﬂiﬁLﬂi’lzﬁ%&ﬁwam drug substance %39
TuliAs1esi drug substance vosgnanedsagy adulaatunils Fainnsngae

AATIIATUYNITITRNM YA
4. [Naulvdy
SNYALLIYANNLLDNANTEIUN 2 1589 Waulvudu

5. n1sUszluAIUsEaNsNINeas1A1 (Price Performance)

SNUALLDYARILLBNANTEIUN 3 1589 MsUsTEUAIUSEANS A NmBs1AN (Price Performance)
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AMANBALLANIZYDIYT

Theophylline .......... mg prolonged-release tablet

1. Foen Theophylline

2. Aauantanaly

2.1 guuuu
2.2 diulszneu

2.3 NMPULUTI]

2.4 2810

3. AaNUANIamALlA

.......... mg prolonged-release tablet

Buendindmsusuusenu viaeengniuny ... Falug
(amuwstﬁamsﬁzqiwé}’aaﬂml,waaﬂqwé 12 vi¥e 24 )
Usznaumesign theophylline %39 theophylline hydrate %’ﬁam&aﬁ’u
theophylline .......... mg Tu 1 in

Ussﬂul,l,m%aﬁm’]aﬂﬁumm%u

[ Y a

- 5¥U¥RYn duusEnaufienddnuazaunse Jundn Tuduey laInnGe
waziaunzidowiniuen Lisgadaauunussasioe
- UUNITULUTTIYNRENLBUADITLYTRLINIDTONINNITAT dIuUsEnauLay

YUINAVILLIIVOIET 1avTIHGR Judueny Lidaau

Namimaﬁﬁmeﬁﬂmmmﬂﬂﬂmm finished product specification Wag drug substance

specification 191989 nLAFUR5URTUIREINU BelaannzllsunadiniuAMENITUNITOINNS

LaZeT NITNTNAISITUEY Matlindydsunlddrdeseuduatuniisuvimielniniuinsgu

WndwisulaiFunila muUTENIANTENTIEITISUEY 1389 SEUMITIEN W.A. 2556 avTun 11

g WA, 2556 (@susenidlusvfanyunsiun 10 dguieu 2556)

3.1 Finished product specification: Prolonged-release theophylline tablets BP

Y2 | Test items

Specifications

1 |dentification Meet the requirement

2 | Assay 95.0 — 105.0% of the labeled amount of
theophylline

3 Related substances Not more than 0.5%

3 Uniformity of dosage units* Meet the requirement

4 Dissolution*®

114
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3.2 Drug substance specification:

(A) Theophylline BP

J2  Test items

Specifications

1 |dentification

Meet the requirement

2 | Assay 99.0 - 101.0% of theophylline (on the dried
substance)
3 | Acidity Not more than 1.0 ml of 0.01 M sodium hydroxide

is required to change the colour of the indicator to yellow

4 | Related substances

- Impurities A, B, C, D (for
each)

- Any other impurity (for
each)

- Total impurities

Not more than 0.1%

Not more than 0.1%

Not more than 0.5%

5 Heavy metals

Maximum 20 ppm

6 Loss on drying

Maximum 0.5%

7 Sulfated ash

Maximum 0.1%

(B) Theophylline hydrate BP

YD | Test items

Specifications

1 Identification

Meet the requirement

2 Assay 99.0 - 101.0% of theophylline (on the anhydrous
substance)
3 | Acidity Not more than 1.0 ml of 0.01 M sodium hydroxide

is required to change the colour of the indicator to yellow

4 | Related substances

- Impurities A, B, C, D (for
each)

- Any other impurity (for
each)

- Total impurities

Not more than 0.1%

Not more than 0.1%

Not more than 0.5%

5 Heavy metals

Maximum 20 ppm

6 Water

8.0 - 9.5%

4 Sulfated ash

Maximum 0.1%

§1InuUsu1sn15aI51TAlgY §1ineulannsensaaIsIsagy
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MR - * 11370 Dissolution wag Uniformity of dosage units Tikuutonansuanisgazidun

NAN1IATINATIEN N lanaeseaziBusidudnavldlulu coa

- nstiftannsdeundanisiiu (waive)  MInsadeuiinsiedisiensle 1duuans
lonansvdngudsnanilasueysiace
- Drug substance specification ﬁi}’l‘ﬁﬂﬂﬂ’m’lﬁLﬂ‘i'}zﬁ%ﬂ;ﬁwﬁm drug substance %39
TuliAsesh drug substance wosgnanedusasy adulaatunils Fainnsngae
Annevinsunniidediimun
4. Jeulvduy
eazBeannonansainil 2 3ee Feulvdy

5. n1sUszluAIUsEansnnsas1an (Price Performance)

NYALLDYARIULDNANTAIUN 3 1599 M1sUsEEUAUSEANSAINmBS1AN (Price Performance)
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Qmé’nwmzquwaq&n

Vancomycin .......... mg for injection
1. ¥981 Vancomycin ........ mg for injection
2. auantanaly
2.1 Usuy Duwseusreniae damtwnwa dmsudadimisasnidons

2.2 @muusyneu

2.3 MYULUTIY
2.4 28N

.......... mg Tu 1 vial

U553 lUN1YULUITRIRNUTIFINLYE wazusTadaaidaaiuuas

waztawngleusisuen Megrednauuuussasiue

Usznaumesigl vancomycin hydrochloride %aauyjaﬁu vancomycin

- 5¥UTRYN duUTENaUMEIdAYMAZ AN TUNER TuluDNY YNNG

- UNAYUEUTILNRENTRUADITE TR IMTBTENINTTA dauUsenauiay

YUIRATINU

3. auaNUANIamAllA

W39UR31 LaviiGe Tuduene Lidaiau

mamsmaaﬁmeﬁ@mmmﬁﬂmm finished product specification Wag drug substance

specification  71919999nLFUR5Uat RSN FalaannglloundniniuAMENITUNITOINNS

LazeN N3ENTNAISITUEY Teilnduisuldsedeienduaduiiisumavselndninuinsgiu

Wndvisulad1Surile MINUTENIANTENTINEAISITUGY 1389 TEYAITIET W.A. 2556 aeiudl 11

g WAL 2556 (@aUsenAluTIviagune Uil 10 Squieu 2556)

3.1 Finished product specification: Vancomycin hydrochloride for injection USP

v
Ua

1
2
3
il

O | 00 ~N| O

Test items

|dentification
Antibiotics-microbial assay
Uniformity of dosage units*
Particulate matter

- Size > 10 um

- Size > 25 pm

Bacterial endotoxins

Sterility

pH

Water

Constituted solution
Content of vancomycin

- Vancomycin B

- Any peak other than the

main peak

Specifications
Meet the requirement
90.0 — 115.0% of the labeled amount of vancomycin

Meet the requirement

Not more than 6,000 particles/container

Not more than 600 particles/container
Not more than 0.33 Endotoxin Unit/mg of

vancomycin

Meet the requirement
25-45

Not more than 5.0%

Meet the requirement

Not less than 80.0%
Not more than 9.0%

§11InuINIsN13a151504gY A1 IUUAANTENTINAI51TUFY
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3.2 Drug substance specification: Vancomycin hydrochloride USP

49 Test items Specifications
1 Identification Meet the requirement
2 Assay Not less than 900 microgram per mg of vancomycin
(on anhydrous basis)
3 Inorganic impurity
- Heavy metal Not more than 30 ppm
4 Organic impurity
- Monodechlorovancomycin | Not more than 4.7%
5 | Sterility Meet the requirement
6 Bacterial endotoxins Not more than 0.33 Endotoxin Unit/mg of
vancomycin
7 | pH 25-45
8 | Water Not more than 5.0%
9 | Composition of vancomycin

- Vancomycin B
- Any peak other than the

main peak

Not less than 85.0%
Not more than 5.0%

3.3 Finished product specification: Vancomycin hydrochloride for intravenous

infusion BP
49  Test items Specifications
1 Identification Meet the requirement
2 Assay 95 - 105% of the estimated potency
3 | pH (Acidity) 25-45
4 Clarity of solution Meet the requirement
5 Vancomycin B Not less than 88.0%
6 Related substances
- Any impurity Not more than 4.0%
- Total impurities Not more than 12.0%
7 | Water Not more than 5.0%
8 Bacterial endotoxins Not more than 2.5 IU of endotoxin per ml (solution
9000 1U/ml)
9 Uniformity of dosage units* Meet the requirement
10 Sterility Meet the requirement
11 Particulate matter

- Size > 10 um

- Size > 25 pm

Not more than 6,000 particles/container

Not more than 600 particles/container

118
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3.4 Drug substance specification: Vancomycin hydrochloride BP

48  Test items Specifications
1 |dentification Meet the requirement
2 Potency Minimum 1050 1U/mg (on the anhydrous substance)
3 | pH 25-45
4 Vancomycin B Minimum 93.0%
5 Related substances
- Any impurity (for each) Maximum 4.0%
- Total impurities Maximum 7.0%
6 | Heavy metals Maximum 30 ppm
7 Water Maximum 5.0%
8 | Sulfated ash Maximum 1.0%
9 | Bacterial endotoxins Less than 0.25 IU/mg of vancomycin

NU1EA - * U8 Uniformity of dosage units THikuULONA15LAAII18aLDHANANITATIT

Fe51e ndlondasieazideadusavldlulu CoA
- NSAUNIANLLTHUBIINITIY (Waive) N1SATITFDUILATITIIIEAITHA bAEULEA
enasangIuRInaInlesus iRy
- Drug substance specificati
a a s Y a & a 6
on WsaANtuTATIEVIveeENER drug substance #3e TullATIEY drug substance

vournane1dnsagy atuleadunis Jslinnsesindesziasunnidenimue
4. Waulvdu
a , oA a4 - a
T1UaLIBYANNENATAIUN 2 1589 Reulvdu

5. nMsUseuAUsEansnnsasian (Price Performance)

IUATLDUANILLBNENTAIUT 3 1509 NSUTELIUAIUSEANS A INHas1A1 (Price Performance)
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LLU’J%’NﬂW‘Sﬁ’]‘WUﬂQﬂJﬁﬂENSLQ‘W’]S‘UB\?EI']

4. [Waulvdy

De a0

A

lEueTIAR I udIUIAINENBENETS NTRNAIANeilaTRTUTENBNANSTINLLTEIUNR TIvavldYn

4.1. wnansnistasuaygndunslsudSugivedmigludsenealng wavdung (declare) wnas

NER

4.1.1.

TudAgnstungiloudisuen loun me.2 8.3 Mg.4 %39 8.2 Lauansal

4.1.2. luivedunzideu ne.1 ¥38 8.1 V83g1MaUDIIA WIDUTWaLLBLATITEN1TAIUAY

a (Y 6

AMNINVBINENA U NTUNzITeY (finished product specification) wagtafiinun

a 1 |

AMNINYBIINQAU (drug substance specification) AsMifiRgsEnitan1siUdguLUag
WA lYLANLALZADILUULONANTNITVILALY (8.5) WINTeu finished product
specification Way/%3® drug substance specification lagvsuiluneuwiulsznia

Usznmasiandiannsating wazliiu 2 ¥ s Yuuszniauseninsiandidnnsating

4.2. 1BNETTUTBRATFIUNNTNAREN

4.2.1.

4.2.2.

sl mdnlulssmelng JHancaalionansuTeaaTIUNMINEREIMIUANINMIILAL
ABn1s7imlunisudnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) lag
89U PIC/S participating authorities %138 $18Na135UTBIUINTFIUNITHEALINY
VANLNAUIILAEITNTAATUNIHAN YDA TNIUAMENTTUNNTOIMITLALEN NTENT
ansnsnugy Seimuntulaeferuaenadouasiinfieutundninuriuayisnsfinluns
wAnen PIC/S Tumnaeniliauevis atuaiganmseunisnsaaeulneinanisiusesi
Julszmauszmesiadiannseiing

N3t NIIINANYTENA JHENRDITLENA1TTUTOIINTTIUNTNANSIMUNE NN U
waz3in1sfinlunisnanen PIC/S (Pharmaceutical Inspection Co-operation Scheme)
laguiee1u PIC/S participating authorities atuagan usaun1snsIvaaulneiing

mssusesisiulszmalszmesindiannsednd wisergnasndn udaunsdl

4.3. Laﬂmi@mmwmaﬂmﬁmuemm

4.3.1.

NANIIATINATIZRAUNNNENS T ed1593UVeNER (certificate of analysis of

finished product) lugnsuidadusiegg

4.3.2. 1aN1INTIVIATIERAUN N INgAUvRIiedAey (certificate of analysis of drug

122

[ a

substance) ildlunsnanensuindadudegavisesdndneuazinaningd
(A8 ﬂ'ﬁﬂjLﬁummjm biological products A84n15 COA of drug substance
YosENAne NIy / ndlentudy Sterile water for injection lifiesdl COA of drug

substance ***]
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4.3.3. LeNA1IUI VAN INEUTUANUFUNUTTENINFUNINENTDIINgAUDIAIETEARy (drug
substance) 9@ 4.3.2 fugunisndnveandndngierdnsagy (finished product) 4o
4.3.1

4.3.0. wan13Anw long term stability maeatvergveseivunsdeulifudinny
AYNTTUNITOMNTUAZYT NTENTIAITITUGY

4.3.5. ﬂiﬂjL‘ﬂumﬂﬁjm biological products Ay vaccines, blood products Aasilonans
$UTD93UNTHER (Lot release) INNTUINYIAARNTNITUNNE NTTNTIETITUEY

4.4. f9g19e

& = [d v

4.4.1. {LEUBIIA1 AovdIRIBg19810819RY ... ... n8UTIN U9 Baludiunuuans
Twazdealansumiunuimvualuiitenaudinlutney

4.5. mUsgiuauAmeTidsey

a.5.1. pnitdsueudesiiengltlalaidoonin.. ... iuaniudaneu

4.5.2. swpnoniidey adesdsdunnmasluiusemansnyTiineieniuiidaey

4.5.3. nydifiningswnsvinsguiiegenfidaeuiiiodinsiaiinszvinunin nine
swansgvihmisdedesvasetng Taeflaussie (§une) awdesdsoniiudnaudiuoud
mhensdwnsieniuasiuffuiaveumlideiidodunsnnoingei
A nsdlinuinenliifulumuandnvazianis mhesvnisveanuanshisy
firsannaauemendinanesiauesan (fune) uaz/videfuanlundwield

4.5.4. flauena(ue)zdossuilasusuiionlndnuneny wieileinnsidenanmsie
Usenislag reurdmun Tnglifideuls

4.5.5. nsdhdugiideufuinunitgnmgil 2 - 8 ssmwaida Feafllonasuaniuagiusesing
svuumafivuazdadeendu cold chain system Alfunasgiunumdninas Good
Storage Practice (GSP) wa¥ Good Distribution Practice (GDP)

4.6 wnansduy
4.6.1. nsdlenfiauelyildendunuy (original drugs) Fesfiienansnanisfine bioequivalence
gosenauesanuieufisuivendusuy Tnedsnsdnwdeadulumumdninamivas
WU URluAISANYITIaNYavete1a1 Ty eId1inIUANENTTUAITO I TLALEN
NITNTWAITITUGY

[

Totiszylunsdiifedfyresesunuuiunzifouneud w.e. 2535 wasidy
U giadl

glung

v a o

. Sﬁﬁizudﬂatuﬂuma;a\l Biopharmaceutics Classification System (BCS) Class 3 %39 4
9. el

FUN1IINWLAU (narrow therapeutic index drugs)

'
=

A. §INENINNUANYNTTUNITOINITLAZEIUTZNIAIIRDYIINI3ANE bioequivalence
1 enpuidingnidu zidovudine (azidothymidine, AZT) srlugUnuuesniidinudag
nsUanUasemendfny (modified release dosage forms) udu
4.6.2. nsdhdueiidesararsway/vieideananeuld desdinanis@nanuasaninrdanig
azaBLaz/MI9199318 Tudvineralesiee ATUdIULaYaIAARDINULDNATTAIAUEN
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a o 1

4.7. fiauesian ({ne) Bugenlienidndygineunsufimun dail

Ag7]

2

4.7.1. nsalnan1sdunsiadiasieienil lnensuingremansnisunndvseviesuiinisnla
WA ISO/IEC 17025 man1snsiadnszilidulunumnsgrudeimvualudsenia

Useningia

a = I3 A

4.7.2. nsalndasugignsinioniseninuanaIniswmainlagd1tniuAneNITUAITEIMITLAY
&

Y

[
=

81 Tugsnavesdygyazdoaswny
4.7.3. nsdlnudgmaunimainwdnduneilneadnaneyuszdnsualazainulaendese
UreTlasuen
4.8. Mi1e519N15veaudnslusuRisuIndn duviennivseThgniseniivAulaedidnay

ANENIsIATEINTLazenlusrazian 1 Uneutusemauseninsiamdiannselind
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5. vannauain1sUssiuA1UseansnInsas1A1 (Price Performance)

1usradl

lunsfiansangyugnisiauesian Ingldvdninaeinisusediurlseaniaimsesian

- Jlaues1An dRaaudRnsuiiugnABewNUsENIAUTENINTIALALLENENTUTENINTIAY

- nARduTlaUe I IternungniesnsuIUMLANAN YUzlaNETUTENAUTENIATIAN

- fhudsudndmsuladunaueiiunisussifiuauszans ninsasien

Usznaumeg 2 AaukUs Teintnazwuy 99l

Mwlvdny 1 :1iauasian (Price) > 40 AZWUY
o v A wad & 1
AkUsnani 2 aunnsavanauiAnidulseloyideniesisnis < 60 AL
324 100  ATUUY
Azl : Iaudswaniies 2 61 Ao (D5 milauesing (2paunmuszanieuaidulsslevdaoniesimnis ns

mmunhmindnaunsuuesuUsdnmbes TSI As AU MU SA 0l I
uaspaauRTTuslevdion19smnislanunaiumsauvesan e wsarnguusazyln s
Foalsiiiusagay 60 mnmhesuilersauiuIimines Loy sg an IS ARIEUTRTILTY
Usglgmdsionivsrnisdarudndudosdmunuinnitsesas 60 Wiszymsuaniudndulilusigau
vefeitovenuifureuainimiaus s

Fusvandug imdedn 2 duyshe “wanisussdugainiasy” luilagtussuy eGP dalunsould
uss “miguerianiiiuientsisgiomssuasundoaiuayy” lussesseluazendn Aufumney
idonldsaudaedosivrsanluvamiuiusinariniouldldudamsesnidnmstouda vidnisimun
hnihasuuuiuds “similauesing” dedluendiosas 40 wieduys “AaunmiaznaauURTY
Uselominon1esmns” uasdaudsnandug vusuluiAusosay 60 uazszuudndasaiininsyiae
Sisnmsetindesaniunisyszaana insuuusuds “sIntiauesing” “uansussiugining”

uaz “nisaueraniiuinsisgiemn)saasunioaduayu”

1. AwUsUan? 1 : 51 MEUD51A1 (Price) (AZHUULAN 100 AZKUL)

[
v A v Y

o a

FEUUIRTRININNIASEIedianvsedindazadunsuszinanaaziuulianluauesia

2. faudsuandl 2 : aauntnwnazauauUAUuUszlovinen1es1anis (Azuuudiu 100 AZIUL)

UsnNaumeikUssed 4 i1 warduntnAzwuy ¢l

Fusoei 1 wmsgiulssnunn 10 Azl
FuUT5097 2 msgIUHER 20 ATWUY
Fusoed 3 wmsgiuviosuFoRnng 40 AZLUY
fuusTesdt 4 auauiRfiBeusleidensufifa 30 AZLUY
57 100 ATWUY

Az - Fulssasesnan muazRaaNURTTuY S lsadaon1esiams 4 4 7 mirseruainsadenlsiuys

so90e/19Wpe 1 AUl 4 §aid uasmImUmNMINALUUUAINA IS TUVOIHAAT AT aaz NG
ugaziln
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2.1 1AsFIULTIUNER (AZUULAL 100 ATWUL)

(n) JuendendelnglssnuildiunsfusesnnnsguaumdninueiLagisnsialunisuang
PIC/S (Pharmaceutical Inspection Co-operation Scheme) Inag#ua89U PIC/S
participating authorities

(@) JusrBendelaslsamildiunsiusesnasgumundninausivag s aalunsndne

Wiguwin GMP/PICS agdtinauanenssun1somnskaze NsensasIsaE

2.2 1MIPIUNARNUIN (AZUULAL 100 AZKUL)

(n) Lﬂuawﬁ?iaagﬂuﬁ’aﬁﬁaﬂﬁm@mmwmm WHO List of Prequalified Medicinal Products

() 1usdsoglutyTsnedendnfusisrnmuninuazindn (GREEN BOOK) lag
nsuneIeansnIswmd a1 faaudagu

(A) Lﬂum%ﬁasﬂuﬂ’zﬁi’]U%amamﬁmsﬁmmﬁ%’umi%’mm (Approved Medicinal List) lag
wsenglsmeuIanguanItuneeansuissenealne

(©) dusdeinannstinngiendiuiulidesniy 3 unimandsidenisn :193Ah
deslsitiosninidediszylu GREEN BOOK atfudiaaiiusingsneniserdeansiafieaiu
Laznansiaseiiiongliiiu 5 ¥ duanfuildnisfuseananisniiaiinsiziietu
UsznaUszmnasiadidnnsedind nvaiiasgilaevies fiRnnsdalaildve sufdinng
yesguaneflinsfusosamansave sl juAnsmaaoufuen (Medical testing
ISO 15189) A1UNM5§1U ISO/IEC 17025 91nMUI91U accreditation body foonsulu
szauaina (ILAC MRA Signatories (International Laboratory Accreditation
Cooperation Mutual Recognition Arrangement Signatories)) nIolawdininu
INTFIUBIUURNIT NTUTINYIAERTNITLING NTENTWEAITITUEY

2.3 1MATFIUVRIUJURNTT (Azluui 100 AzuuL)
L“fJum%?iﬂNﬁmiﬂﬂswmﬁﬁﬁawﬁﬁamim'mmi%’usaﬂmmmmsammmmgm ISO/IEC
17025 a1un1snadeue (Medical testing : 1ISO 15189) 21n#U1891U accreditation
body feousuluseiuaina ILAC MRA Signatories  (International Laboratory
Accreditation Cooperation Mutual Recognition Arrangement Signatories)) Ltu @11in
W93 JURNNT NTUINGIMIEATNITUNNG NTENTIEITITUGY LadlvauLun
ALENINSasUNTIAdeURAn S uTeae T Tusensmadeussaluil

(n) Assay or Potency

(V) Identification

(A) Uniformity of dosage units

(9) pH (Acidity and Alkalinity)

(7) Related substances %38 Organic impurity %38 Chromatographic purity
() Dissolution

(%) Bacterial endotoxins
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(1) Sterility

() Particulate matter
(8) Volume in container
(£) Water content

(3) Lost on drying

() Constituted solution

AU : 598n15MAFeU () (V) (A) ... 91984 (TN 208710497159 BUIE9IUAITAINUATIENITNAFOU (test
item) mupaiaNUAnImAilA Finished product specification inmualilupaanvaizianizluy

Ys¥nIAYsENINTINIYEIYITIENITULY FINAIIINISTNYSINARNI T WUAD NGaLs Az IR

2.4 puaniAfideusglovidenmsufoRau (azuuuify 100 Aziuw)
(n) Lﬁuawﬁﬁﬁﬁayjamiﬁﬂmmmmamwm (long term stability) ATunzideussuenude
2.4 ASEAN Stability Study Guideline Tutamnas ASEAN Harmonization Product on

Pharmaceutical Registration Ju#l 26 5u1AN W.A.2551 1agvinn15ANEIAIUASANINE

al

flgaumgdi 302 °C ATAUELINE 7525 %RH

(¥) Wueiiussetamidesiunamng nieedes (da/vial/ampoule/vasn/vn)

(@ uendaussgluwsiiioainszyfios Lot No Suduey nne uin

(@) Wuediadl imprint code vudnendsesion1sust (identification)

(@) Duendaiinruzussdu vial waedihdavniin flip-off ieannstuideu

(2) \Hurdaivuinmidnusves Josn FerdidyuazaNuLss UuRAINATUEUITYTILINGS
Lieendn ....... ladluns

() 184

AWMLY : 5980715898 (1) (3) (A) ... T8 LT WeIFTI0819I0U FUIE9IUAITAIVNUATIENITAINATIUNUILFL

VOINANAUT AR NGUUI DYl

[

N137333FBUAMANUAYDIAUTIBY Hluuamisil

De

(n) nsdlnnsgulssnundn 9o 2.1 @ondelateniledsil

(1) frauesimdosduienarsiusesitlssnundneilaiiunsiusesnnsgiunseangiaiy

wEnNIISSTRluNSHEREN PIC/S (Pharmaceutical Inspection Co-operation Scheme)

laemiaea1u PIC/S  participating  authorities @1115an519d@8uYaYa PIC/S participating
authorities 17 http://www.picscheme.org/members.php

(2) fauesiadeaduienalsiuseinlsanunaneildifunsiusemnsgIunTNane1AY

MENNTISNSARLUNSHARET GMP/PICS Tagd1inauAmeNITINITOMITLALEN NTENTN

A51T0UEY
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(4) nsdhnnsgurand 1o 2.2 Fendeladontadd
(1) ;:iLauaimwﬁaﬁmaﬂmiiw%a WHO List of Prequalified Medicinal Products ifis1edaen
voaffiauesiniluniall lnsnsaaaoudoyaldd
http://apps.who.int/prequal/query/ProductRegistry.aspx?list
(2) frauesiadosdulenarssiedondndusioinuamuargudn (GREEN BOOK) 189
nsAngmaRinsLETsyiEy wapniih lewigdniifiiedesvesiauemaluadsd lae
mwaau%’ayjawﬁ http://dmsc2.dmsc.moph.go.th/webroot/drug/ga30/index.stm

(3) HrauesiadedulenanseTenansiugieilasunisiuses (Approved Medicinal List) lng

~

\3etnslsmeruianguaniuunmemansuisussnelne Aflsedosuazinanvosdiaue
serluaded

(@) frauesimdesdulonansnanisnsiaiinswiendiuilitdesnii 3 Junisuandadonns
anvieTgideshiteuniihderiszylu GREEN BOOK atfuaanfiusingsieniseideansisy
ety waznansiinseilionglsiiiu 5 U duanfuiildnssusemanisnsiaiiaseid siu
Uszmausznmasiadidnnsetind aslienzilaevies fUansddildviesjianisves
fuaneniildnssusesmmannsaies foRnsmaaeusnuen (Medical testing : ISO 15189)
ARSI ISO/IEC 17025 91Amiaea1u accreditation body fiweniulusgiuaina (ILAC
MRA Signatories (International Laboratory Accreditation Cooperation Mutual Recognition
Arrangement Signatories)) #38lagdtinaUNINTFIURBIURTRMT NTIneIeansnIsLImeg

NTeENITNE1TNaY laediauesiarfedudiunluiusesnnsgiu ISO/IEC 17025 Y89

ipaliRn1sinaaaunsauiueNaINaNISATIAATIEEN

(P) N3tlsmsIURIUfURNTS To 2.3

;:\TLauas'lméfaﬂ?juLaﬂms‘dﬁzmﬁ%’maﬂﬁawﬁﬁamsﬁN"mmﬁ%JUﬁaammmmmmmmmgm
ISO/IEC 17025 anun1snageusn (Medical testing : 1SO 15189) 3111289711 accreditation
body fizeudulusziuaina (ILAC MRA Signatories (International Laboratory
Accreditation Cooperation Mutual Recognition Arrangement Signatories)) L3u
d1NU19IFIUNRIUHURNS NSUINYIANANTNITUNNE NTENTIETITUEY
mmmmwaau%aﬂa ILAC MRA Signatories 167 http://ilac.org/signatory-search/?id 1xx=
0&id2xx=0&id3xx=Medical+Testing%3A+ISO+15189&iddxx=0&pagenum=1

(1) nsdlnauaniAfidoUsslovddomsufifau 4o 2.4
(1) fiauesimdosduenarsnisinuiauasannen (long term stability) itunzSouiiuen
A1 98 2.4 ASEAN Stability Study Guideline Tutamnas ASEAN Harmonization Product
on Pharmaceutical Registration '3’14‘171' 26 511AN W.A.2551 TasviN1SANYIAIINAIANTINYN
flgamndl 30+2 °C ArBUALTIWS 7545 %6RH

(2) laamneduiegenuantinuauiRnse

9
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N15NTAUN AASIUY Tinausin sRasandadl

Aaudsuand 2 : aaunnuasaaauURniluysleninanesvms (azuuuiu 100 AzwUY)

Fuvssesil 1 1nsgIulssamunae 10 Azl
FuUsTesN 2 WAIFIUNGRSUA 20 ATWULY
Faulssesd 3 MmsguesfuRnng 40 Azl
futssesi 4 Qmauﬁ’aﬁLgaﬂiziaﬁuﬂﬁiamiﬂﬁﬁ’amu 30 AYWUY

59 100  AzuWU

fus30971 1 310sIULTINUNER (AZUULAL 100 ATWUL)

[ a

(1) nsdldudiauenamianninaeuifinsenuiuds 2.1n) wwldifunzuuuiosas 100 vosRzuULAY

(2) nsahugiavesiaianiinnautfnsinududs 2.1(v) alisupzuuuiosas 80 YosAZLULLAY

L2 3

uU550391 2 WATFIUNAAALI (AZLULLAL 100 AZLUL)

(1) nsddufiauesaianifinuantinsmnuiuds 2.2(n) we 2.2(v) 3o 2.2(r) We 2.2(1)

q

o

agdlaegnanile azlasunziuuLSasas 100 UDIAZLUULGL

530391 3 WIRIFIURIUATRNS (AzLUULAL 100 AZLLL)

(1) nsdJudianesaianifinaauifinsanudiuls 2.3(n) wldsupziuudosas 40 voIRTLUULAL

(2) nsdhJudiauesiaianidnaaudfnsenuiuds 2.3w) azlisupzuuuiosas xx vasnzLULLAY

v

(3) nssdludiauesanianifinnaudfinsanuiiuls 2.3(r) aeldsunsuuuiosas xx vasAzULLAL
(4) nsdJudianesaianiifinaauifinsanuiiuls 2.3(0) wlisunziunionas xx U0IRTHUULAL

(5) nsdhJudiauesimianidnuaudfnsinuiuls 2.3(a) azlasunziuuiosas xx voIRzLULAY

Y

(6) nsahdugiavesiaianiinnautfnsinududs 2.3@) wlisupzuuuiosas xx YoIRZLULLAY

(7) nsdludianesanianiifinaauifinsinudiuls 2.3(v) wlisunziunionas xx U0IATHUULAL

o

(8) nsdhudiauesimianidnauaudRnsanuiuls 2.3(a) azlasunziunsouas xx YanzuuUAY

v

(9) nsahugiauesimianndnuaudRnsanuiiuls 2.3(q) selasuaziunsauas xx YadnzUUULAY

(10) nscldufiauonaianinueauifnseuduls 2.3(9) wldsuasuuniosay xx vasnzuuuiY

@ r-:l'

(11) nsdhJufiauonaiannlnauaudfnseudiuls 2.3()) wldsuasuuniosay xx vesnzuuLLAY

(12) nsdhdugiauesiaianninaaudfinsanududs 2.3(g) awlasunziuuiosay xx TaansuuMAY
(13) nsdJufiauesnianidnauandfnsemuiauls 2.3m) axldsupsuunsosas xx Teanzuuuiy

(14) nadhludianesaianiifinaauifnsanudus ... arlAsURATIULSRYRT XX YDIAZLULLAY

AUz : TaugusdeeluiadoillunaiiuaeuuatnIun vy aiyenansusieunaznguusaziln 3997
linzuwuusas TodogvoInaninsie1n19vilniue19unns 190 un e usadnzuuusuyntedeany
100 lagnmunmzuuulyivedos (n) Assay or Potency infiusegay 40 lunansimvigmnviln aau

o 4 A o o v 1% v v
SUUUYNYDYDYD U NEVABIRAEUATITIUNULYINUTOEYNY 60
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fus5099 4 AuauTRfiieUuszlovuron1sUfURY (AzuUWAL 100 AZWWL)

Ly

(1) nadludiauesiania

v

(2) nssdludiauasania

A

ANTAMANTRNTINNLFILUS 2.4(n) 22 lASUALIULID8AY XX VBIATLUULAL

9 9

Aa wa Y Yo k4 I3
AniAENTRnTwNRILUT 2.40) Atlasunziuniosas xx YBIATLULLAY

(3) ngludiauesaianiinuaniinsanudiuds 2.4(r) arldsuasuuuiosay xx vasnzLULAY

(@) naghludiauesaniian

v

(5) nsdludiauasania

Ly

(6) nagludiauesaniian

LY

(7) nadhludiauesaniian

niinaantfnsanuiiuls 2.4) wldsunziunionas xx T0IRTLLULAL

Aa wa Y Yo 2/ @
AniAENTRnTwNRILUT 2.4(3) AlasunsuLToEAE XX YBIATLULLAY
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niinaantfnssmuiinls 2.4@) alasunsuuuiosas xx TeanTuULLAY

niinaEutRnswmudins 2.4w) aglasuasuuuiosay xx UeanzuuLLAY
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[

asuilumsnslasail

ALUTUAN LAY UNMUNAZLUY

Audsnan dwiinazuuy
1. Afllauesa > 40
2. punmuazAanARdu s loviionissuns < 60
saviavsn 100

faudsuandl 2 : annwazaaautRnduyslevidan1esvnis (Azuuwis 100 AzwUW)

AuUT599 dwinesuuy
1. 119351Ul59UNER 10
2. WNTFIUNEAS N 20
3. 1195 IUNRIURURANTS 40
4. ppuantAfiauslevisenmsuiRam 30
s 100

2.1 fuUs5097 1 : 1asgIulssnunds (Azuuuin 100 AzwuL)

o Y ~ ¥ v =
#indagay (HanYalnUanila)

v
ATLUU (5a8aY)

(n) GMP PIC/S lae PIC/S participating authorities

100

(1) GMP/PICS Tagd1inauangnssunIseIMnIsuaze NsenIansIsaEy

80

2.2 fUUs5097 2 : 1055 IURARA (AZUUAN 100 AZLUL)

o Y & v v =<
Yinvad8 (1AaNVUBlAUaNL)

v
AsLUU (5a88Y)

Y

(1) WHO List of Prequalified Medicinal Products 100

(¥) onluseTonansnsionnunnuazHan (GREEN BOOK) 100

() elusreTendnsaueiendilasunissuses (Approved Medicinal List) 100
lnawesadnalsmenuianguantusnneeansuisssinalne

(9) HANTIITAT VLN 3 Lot TneviosufiRng ISO/EC 17025 Alallaguan 100
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2.3 fuUs39391 3 WAIPIUNBIUATRNTT (Axuufy 100 AZWLL)

U 1 = 1'% v
Windadey (1Fenlannda)

v
ATLUU (S8aY)

WoaUURNTITNINIUNITTUTOIAIINAINITANIUNINTFIY ISO/IEC 17025

ANUNINAFDUNAR N U1 7LEUDIAN TUs18NISNAFDY

() Assay or Potency

nN
(@)

(¥) Identification

(A) Uniformity of dosage units

(1) pH (Acidity and Alkalinity)

() Related substances %#3® Organic impurity %38 Chromatographic

purity

| X%

(R) Dissolution

(%) Bacterial endotoxins

() Sterility

(sy) Particulate matter

() Volume in container

(£) Water content

(3) Lost on drying

B -0 I B < B S A

2.4 fuUs3939 4 : pauaiRidaUszlerinan1sufURNY (AzuuuAy 100 AZWUL)

U 1 = 1'% v
Windaday (Fenlannda)

v
ATLUU (S98a)

(M) Long term stability #1341 ASEAN guideline on stability study of drug XX
product

(v) vssyiaitosiunang Miiegey XX

() aanszyToen Lot No i’uﬁumq ne) 19 XX

(1) imprint code UuLingN XX

(@) MruzusIRly vial wazdilavinvda flip-off XX

(¥) YUIREISNITYR Toe e NFIRYLAZAIINLIS UURAINANTULUTIRT] XX
yungs lideund ...... Taduns

() XX
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HALON.AT.ITANG NAGNTIAA

AILNTYAIANT 9WIa9nTaluMTINe1ae

ICH ¢81191n "The International Conference on Harmonisation of Technical
Requirements for Registration of Pharmaceuticals for Human Use" fjaﬁ;ﬁ’uw?ﬂlau%aﬂu "The
International Council for Harmonisation of Technical Requirements for Pharmaceuticals for
Human Use" Euaulull ae. 1990 91nnssaunguiuvesunuainmissuniadgivhmeiis
guasnu Az MAgRanTIHEeInguaamylsyU dluuazanigeusnlaeiidmanendniitesia
ausaniefusgiuummnilunstaeuaznasitermunmasglunstunsdeusn Wiila
efifauiuasiunzifouiauuaonds TUssaniamuasdinmnin Tag ICH 1§da ICH
guidelines %mﬁm‘ﬁuummﬂumﬁmmLLazs‘ﬁumLﬁsum%qmzﬂaﬂﬂﬁw Quiality Safety Efficacy

ey Multidisciplinary guidelines

luauuInsgiuen Quality suidelines 3glvisngazidann193vIN1shasnanina
NNAIUAMAINE D1 TorNUANINTFIUTBIaTNENS QeI (Drug specification) ansUuleu

(Impurities) ASANYIANUASANTNUDIBILATHANA 18 (Stability study) mimwaaummgﬂﬁm

6

YBI5WATIEI (Analytical method development) 1usiu Fadeyawmariazilundninasinig

Fwvnstignneadesdlunsmmuauinsgiues wisnassiazaiaenvuldiduiuinislunsufinau

Y

o Y = a o ¢ N Y . . a v
Welvlaundanandaginiseniaaninlaedeyares ICH guidelines @1unsafinniulanig

http://www.ich.org
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HALON.AT.UAUNST §I59550

AUILNTVAIANT DWIa9N AN INE1AE

nsnedeunsazatsilunisnageunUsinamendAyngnuanuaessaenunain

nanfnuriezULuUrellnduusenu wu edla viewadga neldannizuasianfidimun e

Tdlunsmuauann nvesmdniugiedsegy lnesinvenaiesilonazisni sedeuasgnasyluns

avndusinsuvesnandnmendniogy

JunauNIsHUaNE

TulagiuiBuazinaueiunnIgIureansnaaeuNsazaleveInanfuae JUL UL LTS

WilaFuUsENIUAIUAISI81 United States Pharmacopoeia (USP) ¥8savigeiisni %3e British

Pharmacopoeia (BP) vesans1w91a19ns dnsusulidunuimaioniu Inslunsallndudsud

nsseydermvuannsguly ieedamudeimunuinsgiuty wininliinisseydermnununsgu

Tundussulienadamuiisyylilu General chapter adanaeau Dissolution <711> 483 USP 38

Appendix Xl B. Dissolution ¥4 BP Fsiisnsazidun fsil

ﬂiﬂjﬁdamﬁm%mgﬂLLUUﬁUam‘Udaaﬁuﬁ (Immediate-release dosaee forms)

nawiniseansugnuiseniliu 3 seau leun Sy, S, uay S, AR

» . | IMUIUAIDYINAFIU

AU , naugigausu
(dae)

S 6 usaynheiivsinamedfryazaiseanuliddesnil Q+5%

S, 6 Anadsveilinaiiendifyfiaraisesnuiaindieganadeu
12 mheagdswinviniurisuinniial Q waglilifegamagasu
Tafiflusunauienddyazasesnintiosnin Q-15%

S, 12 AadsvesUSunauiiedduiiazatseanuiaindiesimadeu

24 MigzARalANTUNseNINNA Q tazifnag1tmaaauls

Wy 2 wihenuTuadisidifyazaigeeniiuesnit Q-15%
T o 1 d‘d a U o U b4

wazliddregrmaasulaniiuSunadendfyazatgeenuitioy

71 Q-25%

' a ¢z ¢ o o W = ' @ o @
e A Q A L'U?JiL"U'Llﬁ]ﬂ']iaﬁa’]EJSUE’NGYJEﬂﬁ’]ﬂ@%Qi%ul’nuLLﬁa%Lﬂﬁﬁﬁﬁl’ﬁU

AMsUsELIUNANNSNAAULSUAURINTNIUTY S, Wud1Auwsn Ae in1snadaun

USunauiend1fgveandndnaiend1i593Uiiazaieeanu1dnuiy 6 Mg windieg 1 anndeuLsas

mhisivinameddgazatgoenuliteundt Q+5% a3 WUTNMUANINTIIU WANINTAIBENS
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nagovag1etoy 1 wulgbiiduluauinusisensudu S, TiinsnegeuniuSunuimediAgues

Y 1 A a [ ! Y X a ) [ °o v v
F9819NAFDUINNDNTIUIY 6 YUY LaIRINANTU LUt S, LUUGW@‘UO@i‘U

LNUNDNTUTY S, NA1TUIANNANAAYVOIUTUIUAI8E 1A TIaza1808nLIRIN
feg1anadau 12 Wil (@lANNnTU S, IUIY 6 NUILLAYNAFDUMINDN 6 Mle) axApalian
windunsen1nninAl Q wazlifidedrmageulaniivsunuiieiddyazaigeenuitesnin Q-15%
A Y o ' A a1 v o A Ao ' 1 v ' Aa
D9IHIUTEMUUANINTFIU INANRFEEAIUeENIIAN Q UsellfIeg1mnaausd ey 1 iehil
USuaiiendidgazatsoonuiuosnin Q-15% AN 1snaaeunIUsunune1d1AgY 9962081

NAABULNNENT LI 12 e wardeiansanludy S, Wudsudaly

naggensuty S; RrsanainAnaisveslSunaiienddyiiararseonuiann
Frethmadau 24 wihe @dldunaindu S, W% S, T 12 Mheuaynadeuiiudn 12 wiie) avdedl
Avifundeninninen Q TfegnameaeuliiiAu 2 wihefilusunaiienddyaratsesniniiesnii
Q-15% wazhidfegrmaaaulafifivunafeidfyazaiveenuitesnin Q-25% daiHu
Formmuannsgiu mnwanismadeulidulununasisensuvdu s, fedliihutetmusuasgu

VININAFBUNITALANY

nsdindnsduiensuuuueengusiiiy (Extended-release dosage forms)

newiniseansugnuiaseniliu 3 seau laun Ly, L, uay Ly #aensa

I1UIUADYNNATDU ..
LNEUIgaUU

gee
=S).

(¥1128)

Ly 6 LifinirglanUSunasendfyaraiseanuniifaguanuaasyis
= o A A a v °o w =
nimuanayldiviiglanusunumedidyazatgeonuniean

Wosndn Adinmuall o yaagaving

L, 6 ALRAUDIUTUIUAIEEIAYTIaZaUD0NUIINFIDYNNAADU

12 mgazssilmaglundazyisimuuanazialidesndt A1

[y

Avuald a gananaavineg InenldiniiglauSinasmienddgy
a1 1 U 1 dl o a a 1

avangeeniilmeguanusaz iUy 10% war lidviaele

AlTuadiedAgyazatveonuiilatosninA1nnivuall u

AIAEATELAUNTY 10%

o w a

Ly 12 ANRRYUDIUSUIUAIEIE1AYNAEA8DNANIANFIDENNAFDU

<

24 miheavddidreglunwdardrmimuauaziialidesndn A1

[

Mvuald a ganiagaving lagitlaiiy 2 vdlenusunaiiendfgy

o

ISP 1 I 1 A o a IS I a
ASA18DNUIUATDYUDNLAFS T NVININUALNU 10% wagdiluiiu

2 wiheuSunaiedfyazatgeanuilaiosnin Afnuuall
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Y ATUIUAIDEINAGHBU

YU , LNaUaNBaNSU
(na8)

0 9ALIANEATIELANNTY 10%  Bnvia LiinglauSunudien
dfAavarweanindmeguanuiard A muaiu 20% v3a il
nhglanusunadediAyazatesnunila1tosninaIinnue

13 o0 ganangavinesiundl 20%

msUssfiunantsagoududuinnsanludu L Budiduusn fe vinismaaoum
USnashenddyueskdniusiodifaguilazatoonind i 6 mie maliiifedimaasuniae
Tafiusinaseddgazaeesnuiiidoguonusazasiidmuauarliiffegrmaaeuniaglad
USinasedifyazateeenunildidesnindiidinualy & qaraigadine feddiuderiivun
wnsgu winlsifulumanasisonsuty L, Winsmageumuiiuiendifyvosiodng

A a o ! Y X a o < o v v
NAFDULNNDNTIUIU 6 MUY WAIFINATUNUTY L, LU‘L!@']WUQ@I‘U

LNUNIONTUTU L, N15001910ANANT0IUTUIIA81d 1A Iaza1800nu121n

a 1

fog1amaday 12 ilg (@lau1aIndu L, 919U 6 Miisuaznadauiiiudn 6 niiy) asdesileney
Tuusazgenmvuauasdianlidesninanivuall a 9anatanving lnenliddiegrmagauniele
PN o o v Al 1 ! ! o a 1l o 1 1

Msuime@dgazangeanindAeguenusavyimvuaiu 10% warlilidiegmaaeuniiels
MsuumendfyavatgeanulAtesndiAninuall s aLa1anvngiiundl 10% oK1y
Formuauinsgiu mnlildulumuinasisensu TiiinismegeumUsunuiisidifgyaesdiedi

NAABULANBNT LI 12 MUY warFanansanludy Ly Wuddudaly

WNUNEUTUTY Ly Na1TanainAtadsreslsuiuiiediAyiazaiseanuiain
F9819MAEDU 24 %Y (R9launa1ntu Ly wag L, 598 12 YUR8Lasnadauiudn 12 wiie) avsaddl
Aeglunsdazdrsidmuauazialddesniteiinmuall w ganatgavine laenddiegamaaey
Lifiu 2 nirenUsnamedAyasaeeenindAiaguenuiavd1siidnuaiy 10% wavifiogs
nageuliiiu 2 mhenUsunaiieddyaratseanuintesndtmiiivuall a gaaigavineiu
N1 10% BnvsdareslifidnegmegeunizelanusunuiiendifyazatgesninilAeguanuiag 139
dl o a A ra o ! 1 d‘ 2 U o U a1l ¥ U U Iql
nmuaiy 20% vse Lififegimeaaeumiielanusunuiieididgyaratgesnundetesniteni
o 1% 1% a ! A ! 1 Y o 1 &
Mvuald a8 9aLIagavineiiund 20% dedriudemvuaninsgiu vinuanisaaeuliiduluniy

nauEaNsuTy Ly fedlinudeinunuinsgiuresnIsagaunsasans

nsandnsiagiezuuuuilanUdesludnld (Delayed-release dosage forms)

nawin1seansugnUisanidu 2 dau auani1izesdianas (medium) Nldvageu
Ao annensauarUnwles Tnelunsavdiuntseanidu 3 szau lawn A, A, A; Wag B, By, Bs
ANNAIRY AIR1519 NANITTIAFBUNITAZAIBveINARdaTiasUsuUNUanUdesludlddnluseiiu

TOMNUALINTTIUIADIEN Y F93A IAINHIUTMVUALIASFIUNISVAADUNTATANY
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40172 | IUIUAIBEAFDU ..
3 . OILEREGY
NIAVUN (¥iuqe)
A 6 LiiffetmageulafiUsunaieddyaratseanuiuinnii
10%
A, 6 Aadsveslsuiudiedfyfiazaiseenuiaindiedis
NAdoy 12 nuwazAedlalingnnil 10% wagliiifetng
nageulafifiuinaied fyavatseenunuinnin 25%
A 12 Aadeveslsuiuiionddyfiazaisoenuiaindiodis
nadou 24 wihgazAsdarlduinnit 10% warludidlegis
nageulafifiuSunaied fyavarseenunuinnin 25%

nsUsvdiunanisnageuluanmznsaduuiasanlutuy A, Judiiuusn fe vinas
maaumﬂ%mméﬁmé’wﬁ’mmamﬁmﬁméﬁmﬁwL%Qgﬂﬁazmaaaﬂmlmuamwﬁlﬁuﬂmﬁmau
6 mie mnlififegrmeaeulaiiviunaiienddyaraisesnuiuninni 10% fedwiudeinun
wesguluan1ensn uimnilfedimeaeuetnatios 1 niwlidulununasieusuiu A, T
MsnadeUMUTINaIEnddreiieg 1 ade UNBNS WAL 6 e Wi efiansanludu A, 1Ju
audnaly

nasieusutu A, finrsananAnadevesUSunuiiendfyfiavaiseanuiain
Fregmedou 12 iy @dldunaindu A, 31U 6 MhouazVadeuiusn 6 nue) azdesiian
l3i11nndn 10% waglddfegrmaasulaffiusuiusiend1fyazatseonununnnin 25% foiHnu
Forfmuanasgiluannznsn mneadedidunnnit 10% vieiifednmadeueges 1 miei
TUsuufed1AgyazatgeonuININnidl 25% 19Yin1snaas U1 UIuIuGIE1d1AY U198

NAABULANBNI LI 12 My wdFaRansantudu A, Wuddudald

LNUNEOUNTUTU A; 13150419 1NALRAEYOIUTUIUFBd 1A Narals0anu191n
g1 aMAdU 24 1Y (F9lAN11nTU A, WAy A, 533 12 AIBLaYAAaULNEN 12 UIY) LA
faldunnin 10% wazlufiiegrmaasulanduTuiuiiedifAyaraiseanuiuinnil 25% 0011

Hrudaiinuannsgiuluanznse mnuanisnaaeuldilulumunasisensutu A, fednliniu

%’aﬁmummmgmmaqﬂﬁmaaumiazmsﬂuam’wm@

LHOHAN AN INIUAINVBAINUALIATFIUVINTNAZBUNTAT S IUAN1IENTALAD

fau1vIN1sUsEiunanIsnagauluanzunmes e ltnueigausuRani1sIg
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dnnzinmas | Iuufleg1magau ..
3 - . LNEUNEDUTU
YUN (¥iuqe)

B, 6 wagnuedusuumeididyazatveonuilidiesnin
Q+5%

B, 6 ml,a?{maw%mmﬁamﬁﬂﬁfy,ﬁazmaaaﬂmmﬂﬁaasm
NAEDU 12 NIILADIANVNAUNIONINAIAT Q AL
Lifishegnmaaeulafifiusinaied fyazaigoani
N1 Q-15%

B, 12 AadevesSunaiienddyfiazageenuinindiogng
NAADU 24 MYILHDAAWYINAUNTONINATIAT Q WA
fishegnamaaaUliiiy 2 mhefivdinasenddyazans
ganuesnit Q-15%  wazldfifiegrmaasuladid
Usunameddgazatsaanuitosnil Q-25%

v
o

ey /1 Q fe wWesldudnsaranevessendfyiiomaluaniznsauazdrimestssyliluurazinduiisu

Tunsdindasisuliliseyld an Q avliAwindu 75%

nsUseiiunansnegeuluanzdwesisudunansanludy B, Wudduwsn Ae v
nsnedeUmUTINASIedAyveIndniadiendnsegUNazateoenunTIuIU 6 My MINAIBL1
nadeUwarmheivInameddyaratseanulitaenin Q+5% NoTMHIUTEMNUANINTIIY U

v ' 1 ¥ 1 [ 3 o O Y o 2 (9
mniifegmaaevagieioy 1 vielidulumunaaieeusuty B, lvinismaaeumUsunasiie

o w o 1 A a 3 ' Y = a ] [ o v v
FNAVDINIDYNNAABULNUBNINUIU 6 NUWY LAl U Y B, L‘Uu&ﬂﬂ‘Uﬂ@iU

nasEausuTY B, fi1sanALedsvesUsuaiiedfyfiazateeenuiain
Fretmeaou 12 wiie @sldunandu B, $1uiu 6 whowaznaaeulfiudn 6 wiae) azdosiian
whunseunnine Q waglififhegrmeaeulafifivunafend dyazaisesnuitdosnin Q-15%
fodsudeimuninnss madedsiiddosniia Q wiedfedmaasusgiatiey 1 vineii
USunauiiendiAgazaiuoonuiuosnin Q-15% N 1snagouniusuIufe1d1AY 99620813

NAABULANBNT LI 12 MUY wdFaiasanluduy B, Wudsudaly

nasiseniudy B, Ra1sanainAnadsvesUSunaienddyfiazatseenunain
Fregrmadeu 24 miae @sldunaindu B, 4 B, 571 12 miheuasvageuiindn 12 wihe) azdos
fiswindundeninnitan Q Tfegwaadeuliiiiu 2 miefiivsuausmed fuazarseenuntosnia
0-15% wazlififregrmaaeulafifivunuiiendfyazatsoenuntesnit Q-25% do7HIu
dormununsgu nuanmanedeulifuluannariseniuiu B, fedliiutedvuaunsgu

VNNINAFDUNITALANY
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1y
Taila
v
NIINAADUNTTATAUVBY dosage form
anfimualy general monograph
o lulle

v v v

nadeUNTaTaImNIsTIT MUY VAFBUNTAYAEMETsYRIRUTENBUNTNLNTS nanfnselddndudes
Lneasinu ATIVAOUAIUYNFBI VAFBUNNTAZANY
v v
finasigensuszylunduinfu | 0y nanfurieniiluseniserifnmsimuauasgiunis
nagaunsazangliluiisiendeuadu BP 2008
14 1o Tailag
v l l
8198 emannauaieausuiszyly 8198 munausieensuiiszyly BP 8198 smunauafisansusaniu
LNdYRISU (wiagniedediviunuietdfyazaie (A1 Q Wiy 75% Tuan 45 wi)
aonunliitioandy 70% angluian 45 wni)
o
WNUANINN 1

b4
U
YUNDUNITUBNE

Aa

Tuns@iismseasuszylildofionieuntga 1 mheldasluedosdioudas vessel
1 6 vessel mnlaiinsseydennuaunsgiulundysiniu inusgausuivualiudas niiesas
fUsuaenddyazatseanuildtosndt 70% Maan 45wl wimnidfegmeaeusdistos
1wy Liidulununasivensu lsinsvageufegiafiudniiuau 6 wig Smnuiean 6 wig

IVPEO UL ABIRUALNATERNTU DUt MMUANINTEIY
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wiag vessel 41U 6 vessel mnlufinsszudonmvuauinsgiulundudinsu inasigeusurinvualin
! 1 ¥ = a U o g [ ! ‘N‘ a ! a o I

wingnigdediuSunuiietdidyazatgeanuilddesnin 70% Man 45 Wi waninildaeeng

nadoueg1toy 1 vessel illuluaunasizensu fdednliiudefiiuauinsgiunisnaaeuns
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SA.NN.AT.WSTE 159UENFANG

AAUNTVAIANT 901N TAlNTINE1AE

a15199Uu (impurities) Aip @15la9 ﬁagﬂui’mqﬁuﬁamﬁﬁiy (drug substances) 7ilalla
sy vie anstagiilildegludiunavesgnssiiu asdeuudmnesiuiansanmsaansd
Y93A281d1A7Y (degradation products) §99199, AN TUTENIIINTTUIUNTNE AMFENSLUS A
dmsulundnsiogien (drug products) @1331NN15aANEFIVBIRILIEIAYDIININTAAUFIBEATY
LInIBLANIINMSARUGATENTENIREE AR uanMWINGaN d15:RULAN (excipients) ¥isaUSTYSinu
Adusatundnsasielaenss (immediate container) lunsdlvasinguienddny aansouus
yilpvesarsidevulidu 3 vla lauA arsideuudunsd (organic impurities) @1sideuueiunse
(inorganic impurities) WagAiazaannAa (residual solvents)

ansFevuBunsdannsafinldluseninanssuiunisndnuaz/miensiiuinu ingiu
fendndy eraduasiansaiigaiendnualliviofigaiiendnvallilisiufsenafuasiannsa
sumy (volatile) videlalszive (non-volatile) Al fegrsmasnguanaifotudunis wu arsheiuly
N19WAR (starting materials) @1snanaoyld (by-product) msﬁ”mmqﬁlﬁmwdwﬁwﬁﬁ%mvﬁ@
a151758Ud (intermediates) @1591NN1T@AUAIVDIRIBIEARY mimﬁﬁiﬂumiﬁmﬁﬁ%m (reagents,
catalyst uag ligands) leloiuesisviadin (geometric isomers) uazainaslololaiuas

(stereoisomers)

adevueiunidifindulusznintansruiunmande Wuasiinsudeyauazaiunan
a5 dald 1wy arsafiildlunsinuiiten Tavewiin (heavy metals) vielangilndoain
N3YUIUNIHAR (residual metals) inAoofun3s (inorganic salts) uagiandus WWuasEnTes
(filter aids) %3981U (charcoal)

fvihazanennAnluansdunidniiaousduveanaidgnldluniswiovaisazaiy

6

NI0ATLVIUNZNOULUNTZTUIUNTALATIZRAIEEIATY

=

dusunsalvowmandngien IAinsAruAa159INNTaa18F 0988 1d1AYTIAIAT
watusgninnszuiunmaniarszrininduinvsdedueiiuliluduvesdormunnan St
(product specification) Imwﬁmaqmimﬂmiamas?hsuaaéhméﬁﬁ’mﬁﬂsmgagﬂu%aﬁmumm
HER ST Qﬂﬁmumﬁuuuﬁugmmmmiﬁﬂwm’;mmﬁ’maaﬁamﬁwﬁ'ﬁgﬁmijzwﬂumﬁmﬁmsﬁm
ilensdming msfvuaUiinageaaivenliiildvesansannsaanesvesiorddnlundniosi
g JutundngudeingimanifuansteyaludruanuuasnfonazauasiaveaunSnsion
%’aa&aWia'ﬂﬁ?umfﬂiwﬁwﬁﬁ%mmsama(ﬁhsmq Yosenddy nsvuiunssan UiRsenfieaiiniy
IFfuansiuwsa uazn1sdnwiluiuanudasndone Wudu arsdeunduildlyaisannisaanssh
vofenddsinaglignauaunieusingludorinunvessdndasion iiiesnnarsievumand

lpgnasialaseiudlutunaun1sAIvANANA N IROAUYBIIEE ALY
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general chapter 98 < 1086 > IMPURITIES IN DRUG SUBSTANCES AND DRUG PRODUCTS

LONANTD19D4

1. The United States Pharmacopeia (USP) 38-National Formulary (NF) 33. General Chapters:

IMPURITIES IN DRUG SUBSTANCES AND DRUG PRODUCTS < 1086 >
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HFLOGY.NT.A5ENTTAL I9AA

AUNAVAIERNS UNIINGI1AEUTNA

2 A [ < ' [ 1% a
uimsudundianudunse-ae (pH) aendenisazalenig solvent Mvsngay
a A g . . . & & ) & A Y a ° Y A

v83g13ailu intravenous infusion Wwludadenilsiidwalfianisiaieiduden (vascular
damage) daraliiinnvaendanmsniau (phlebitis) datumngasisvenlafauaunsasigns
ASulnll pH n1eundenisazatsniy solvent filnunzau MilnalAssiu physiological pH (pH 7.4
Tnauszuna) uniigniazananudssiianiue azneliminnisnasnidenadniaunse phiebitis la
wipgdlsAuemaneviialiaunsafiaziagasdsuliieal pH (newdanisazalesie solvent 1
wanzan) danlnalAssiu physiological pH laliissainlassadiamand mnuAIiIveeILay
YaMAlULTBIANAINNTAIUNTATAVDEITUY WALHBIIINT NNy YdTAINaINIsalunIsY
sio pH lontsluszaunils Wesanluswnelissuuiviesiiazdissnmaunannnudunsaduaidly
! = & o & b4 o o o ] 1o & e a1 [J ' [
$1n1g Fadudadeinenyulinisasgasiivetuanalidnludesdeianudunin-ae aendans

azaneme solvent MwnzantudatlnalAesiu physiological pH tauely

MIEMARINATY The Infusion Nursing Society (INS) lafnunLnauiiugiinves pH

(Mendenisazatemiy solvent Msngau) lugdaiivaeaiions Tl pH agsgning 5 - 9 Lile
anAULEESTIazin phlebitis Tideeiign wasgislsinunamididunaeinenalduanzauiuen

v

ynUszan esnaaautiniaeiivesasusasyiauandieiy daduaianudunse-asweselulsday
arsuindudrndaudnmigd msuetudazvlin win1sasgasiisuaziesdfatannuideiag

Aelinngnaamdendmsnaunse phlebitis lnevndsansdnFulydl pH anevdenisazalenie

=

solvent fiwianzau NlnaLALsiU physiological pH wnfiganvzanaudssiisniug aznelmin

Agvaoaionmsniauld luunensdiananuinnduiisuns BP waz USP lildssydn pH (mewds
azanyme solvent Mwinzaw) vease1uawiiall 1y n3iivese1 omeprazole injection wAtaya

aananusnglunilade “Injectable Drug Guide” lainmunnaeilin pH faszning 8.8 -10 Wusiu

LONA1591989

1. Gray A, Wright J, Goodey V,Bruce L. Injectable drugs gsuide. London: Pharmaceutical Press;
2011.

2. Stranz M. Areview of pH and osmolarity. Int J Pharm Compd 2002; 6: 216-20.
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4.5 Bacterial Endotoxin Limit in Sterile Products :

W3z ladanimum endotoxin #1aglu monograph

VDINEUAISU J9qALANA19NU LU

KA.NN.AT. 355 AAENAIAY

9

AULLNFTAIARNS UM INEIBEAAUINT

Bacterial Endotoxin Test 1Jun13ns19iaTgsimUsunaues endotoxins 20130
wuafsennsuau tagld amoebocyte lysate 7ildannuusavzia (Limulus polyphemus #3e
Tachypleus tridentatus, horseshoe crab) @1unsansiaaeula 3 35 Fe gel-clot technique,
turbidimetric technique Wag chromogenic technique LLGﬂ‘IAVI’N‘IJf]ﬁJa 2219 gel-clot technique
I R Id [ 14 oA J I 1 A 1 a v 6 I
Wumandwlundn varluindnisnarnduegrsdulunsay monograph vesnanime Wunis

asvaeundanud Ry luNdnduusIFnLe

Tun1sAuia endotoxin limit @usSuwsazNandugiUsiANnaNlAlaen1san

AUIUIINGAT
Endotoxin Limit = K/M

g K wwnedle threshold pyrogenic dose w84 endotoxin/kg body weight %38 138A77
tolerance limit s7af f1 K vislu USP 2011 wa European Pharmacopoeia 5.0
viualid 1 5 EU/kg body weight vee13aviIly enciu intrathecal route 9

191 0.2 EU/kg body weight (EU=Endotoxin Unit)
M 889 GummnLLuzuﬁqqqmmmﬁmﬁmﬂﬂimmﬂL%aﬁiﬂmwiazﬂ%gﬂ/kg body weight
ynwandasiiug Wlnensannutaanan wiseiimsnenedivasnidensiogn

1 d{' 1 = d‘ v «d! Q.II
follasn M agvaneiia vunengegaitvnnelunteialug

fR9819N15AIUI

auyAdn e1dannavaeniiondi A I maximum dose 10 mlzkg
K (5 EU/kg) / M (10 ml/kg)

0.5 EU/ml 92981 A

A1 Endotoxin Limit ¥8981 A

Endotoxin limit a¥iinaedu USP-EU/ml %58 USP-EU/mg #58 USP-EU/Unit of biological activity W

lu European Pharmacopoeia 214 IU-EU unu 1oy 1 USP-EU qagdianyindu 1 IU-EU
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azuiula1 Endotoxin limit vadusiazuansusazialimingu Yusgiuvuingn

Y

wuzihlivemanduantue wazanudlunislgenmey snfe1agi

Ty USP Muuslsidl Endotoxin Limit @115y

Dexamethasone Acetate Injectable Suspension 21.7 EU/mg
Dexamethasone Injection 21.0 EU/mg
Dexamethasone Sodium Phosphate Injection 31.3 EU/mg

auiiulainlundndneivisauyda ity Dexamethasone Tugunuun1sia wadl Endotoxin
Limit L1y iWesanguuuueiisneiu wavegluguindedisniu

v
(% & (%

Ingasy Endotoxin Limit dwsundndaeienlduvingy dusgivvuinefgdiglasu

A TUNULDY
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2
v a

BFL.NAN.NT.ITY FAENAIAY

AUSNTTIANT UWIINEI1FEAAUINT
Human Rabies Immunoglobulin (HRIg)

2 a a A a o v o v ¥ & a a Yo Y a
LUU@NNQIUﬂﬁ@UjauaW‘Vﬁ‘UQ@L‘U']ﬂa']lllfua IWEJLﬁ]iFJNQ']ﬂWﬁ']all']Vll@i‘Uﬂ']ﬂ%‘Uiﬂqﬂ
aaa a

lainnlasudndngudesiulsaiivatdull Fellueudvedniignsviatelifanivadudn Taeh

immunoglobulin ¥ 1gG a1 dulusfurliandnfieglusiiu

USP 32 Ph Eur 6.0

Potency 150 1U/ml

Total Protein 10-18 g/dl *not stated

M131909NE TR wansnsieuiiguderivuaiiegluindysiisu USP 32 uaz
Ph Eur 6.0 Tutndusinsuyisaesiaunuuali HRIg & potency 150 IU/ml winfu uagdudulu USP 32
MUUALRLINTIATIZIRIUSLN total protein lasfivaesnivun 10-18 g/dl d@ulu Ph Eur 6.0 lald

ANAUR

[y

Tumsiuunaudnyazenzuee) HRlg aradennduisulants mszndusisu

= a

eaeaunlasun1siusesedinlunianis wilumaujuR Snsaindnanladnvinnudnyuseie

Usznaunsiiansannisinge tagluiite total protein Uu A1#ininan 10 ¢/dl savisluluiiasizi
(COA) Auansuainini 10 g/dl ey srvesuSEnaanafansamunduinsu USP 32 sl
el Usziiufiansande ndndudivesusendenandauainaeenitnasinseliluiide total

protein

n159ll total protein snnnlulaguduinandueiiiuse@nsninaanan @11su HRig
WAUBLI8Y potency UazazvioudlsyanTa e uInnd Bntenis mnnandueiglag i
potency U LALUSUIA total protein A1SAU WUIBAINIT NARAUNTNTNATLATIZA total

protein 110N TUsAuyHndunldly anti-rabies immunoglobulin Yuagunnin deillenaldesie

v Y a

Ufnsendulufislszasd waznisnszdueinisuitauinndn nedileniadululanguanlawmun

Y

' [
Yaa =

nsgurun1syibiusanslangeuinliilusiuduileutdesadaendadignswingy 39919euuny

AR NTAINE1I91ATAMNINANT

(%
LYY o

ety dmsuiiade total protein Fso1alifinnudnduiidesseylvioglutmundy
AU wimsazlissylviinisnsiamusunaleeivaimunniy finished product specification
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2
v a

HA.NN.AT.985 IUALNATAY

ALUNTIAITNS UNI1INGIFEAFUINT

% I

Human Intravenous Immunoglobulin (IVIg) tlugn@irTngilunandusiarniden

9
@

KanannIsemaIEnlanduINaladinauansuanazneugamgiiiuluienueatiusundn
Cohn-Oncley cold ethanol fractionation wanfasiganedadundnsiagiusmndenussnaume
a1sagangvekouiven dveuslddmiuinyilsanateviln laganizlungulsa primary

immunodeficiencies LLazﬂEjiJIiﬂ idiopathic diseases

doann Vig undnstasionden fuasfildsueifdanudssiomslétudelta
1ndon MsdszRuauamveminiurisiesdaud unaduinsdansonionvesiuiaia
Funoumstrdndelasaseninnssuiunande nszuaunsinliuians duanenaldnssuisiendn
F198u unnsnsfuoonly sdswarondnsusiialudruaudasnde AruesiivomEniuet
desdensuien 1uu fadu Tunsfmuseadnuasianizees Vg Saflanuddasonmuain A
Uaense wasUszannmues Vig il

Tagvily msfmunmasguvesdeavienanauiegaduan iundnuseiuiiddy
dienanideansindeannisléiuen Vig lasanauds Buduannisdansesiusnadiieananuies
Tulesdu wazdoaiinisnsiamueuiuedise HIV-1, HIV-2, HCV 11599 hepatitis B surface
antigen WA¥ATI HIV p24 antigen waznsIam e syphilis udu fidulunadermuaesusias
Uszna uenainil Asnsasafiviualiouasdnulsindulasnisasaniniaiinddnveshyady
wdnUseiunuasa sty Tnvandas window period (szvzansauslduieaunsiany
LoUAUBAYRILUTIA) F3N5ATIINLBUFUIINNINTINEBUIEBAURALIIY LATATINA UNETINNT
pooled FIUAULAD

fifedunnusznsniledmsu armudunsn-ane (pH) veandnsoel Ve lunde
i3ualngjimunliitninissensuves pH Aoutienie wazeratimAeutralunse iy
nAnAdifioanuuuiiousmsniaasaldenda (intravenous) 8ndes1uau Tu European
Pharmacopoeia 6.0 A19UALA HUMAN NORMAL IMMUNOGLOBULIN FOR INTRAVENOUS ADMINISTRATION
(Vig) F1 pH oglutae 4.0-7.4 Wil gnudlunsmainlindndusegasinguivafe ¥iadidl pH

[ %
v a Y

Aoutnulunsnlaeazdl pH IndlAeeiu 4.0 uaz pH 10unans (Ussana 7) wall fdnnslalindnsdoe
a 1 [ I A
i1 pH Aot dunsaLiiosain
1) 91 pH 4 WAnAuNILIAIUAIAIANTT 7 pH 7 laewuandl protein aggregation
anas vy Vig ldanududuasulagliiiiy aggregate
2) M3l pH 4 Tunszurumsuanmdudiunilevastuneu viral inactivation 1iesain

I pH Asnamamsavinatsislfaussiaienavuideusniunaiaun
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agwuliinansusinieanuwuulid pHa nafimnuasinaziinulasaizannnii egalsiniy A

WunsaeraviliAinn1ig phlebitis waztina1iy metabolic acidosis 16 Fsaasiiumnuszdnsy e

M3l Vg Aflmnudunsaluindn wisededli Vig Tuusunasnnegssinga

aatulunisusmsudade Vig Uy AIsNTAMEN v YaINaRIMYIFY pH

WinANUUaanN8aINNSIT81A28
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KIF.01.07. 335 AUAENATAY

ALY UM IN1DEAAUINT

FUelsn Hemophilia A 1ugtnefifinuRnunimeiugnssulunisaiis Factor Vil

(FVIIl) Bs3uBudonisudaiivenden Tavoengniivdeu Prothrombin () Tnaneidu
Thrombin 1w intrinsic pathway lulagdunisshwilsa Hemophilia A vilalasnastv FViIl
nauny Jsrdndsi FVIl Tuviesnann Tegassvliandnde FVIl fiadalsinwatanvosuyud

(Plasma-derived factor VIII) wag FVII 416 recombinant

(%
1 Y |

Plasma-derived factor VIl iundnsaueifildunsaundad a.a 1960s Hnaninig

'
a £ 1 1 |

WAIUINTEUIUNINAALABLANIZNTLUIUNTNLAUS d11508190BLHee WANUINI9T 1980s LAn

9
¥ 1%

Taymnlaegie Hemophilia A Mdadlasu FVIINv@ln1sAne HIV @3lea1nnissu Plasma-
derived Factor VIl fifin1suwdauiiiolisa HIV JeladinsAnnsesnanauiogadusinuay

a

fiwunszuannsriliuians Inenisifiaduneu viral inactivation Tunseuaunisniswin
delfuladnddn HIV uaglafaduq sonvinwdnduel fail dudneraidonldis
solvent/detergent treatment, heat inactivation ﬁ%@"ﬁ%ﬂﬂigu‘] Tagonafiarsanldnaeis
Fananasauiu isuseiuludiuainuvasadeainnisidedenans udeegnelsiniunisld
plasma-derived FVIIl Aisasiinnuidsannidolaiaey
Recombinant Factor VIl 5ufflélul 1988 Tnendniiieldudlamiuanuvansds
1nhfa wazmsrasliisaesuanudesnisiiuunty nmsianunisldoregweiios
ndunugmlmaiingas Hemophilia A #il4 concentrated factor Vil fidnuaugihefiin
anti-FVIIl inhibitors WfidTu n15a373 inhibitors flana danaanUszansainues concentrated
factor VIl AU Tnefausfigiuinnisiin anti-FVill inhibitors o1auietesiuiiade ¢
Fod wlinvesnisiia mutation Tuflhe e1guesftasiiFuduiny anuuianiues
concentrated factor VI miaﬁluglﬁal,l,az nsaduUTNAUeY concentrated factor VIl agnslsn
AINANAVBINITAA anti-FVIIl inhibitors  §aldnsuwidn eueIMItaReiiiiatudia
nsfanunisldenfidunnuiniy Fadisseuginisaifiuiy Usznouduiinnsld
concentrated FVIIl g plasma-derived Wag recombinant FVIII Qg UNITIANELNT
UszifufignuBusniunaniiivaiuin sliaves concentrated factor VIl
(plasma derived vs. recombinant) wislaneliinAinadsdlunisiiia anti-FVII inhibitors
wnnin lutlagdudmndeagdlilfuidadeiossonisfnudely usegralsfnu recombinant
FVII fidasunda plasma-derived FVIIl lugnuanudasasaanntasa wilsiafiunaniiun 4o
uAnAsUsEsdAYSnUsznnImilede recombinant FVIIl laifideudldluduaefidu von

Willebrand disease W plasma-derived FVIIl fiouslalun1ssawilsnfingn
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Plasma-derived FVIII 1a11299nn58UUA1S cryoprecipitation suaqwmamwwé 919
WANANIAUALALIEINLITBINAIENT NTEUIUNSATALITE nszUIUNTYITIAUTEVE wasylinvesans
U d‘

AsEn YilinAnsaueiange onatinudnvasiiinsiu Mvuldadade von Willebrand Factor (VWF)

ag/lunansiouet

von Willebrand Factor Julnalalusfiuvuialvgaimulalunatawn dnnulugy
multimers Liflgnsiduteules] wihnddgues vWF fe Judulusfusdindus Adrdglaun FVIl Tng
3wy liA1A3a83nves FVIIl euulumenalnnisannisaaladives FVII luwaiaun wa FVIl 9sgn

UanUdageanain vWF Wain1snseduliiin thrombin

Aay

d 35U plasma-derived FVIII WWuendiingffivouslddinsu von Willebrand

q

disease (15919 VW) Lilesannlundndamisenan Wi shesidulusiudimuegsiuiu FVill fudn
ueTeeenuuunszuaumsviliuiavslaedansanmls VWi ufu PVl Lileriueunsiaves
FVIll lusdnfos wasifiuaiaisdinvoselunatan duisusngidenisiemegides Wik lu
wanfusigaTnese waslauRgiuin VWE Adufu FVil azasmnaduleudiauves FVIIl §ie19an
n3NTERuUNTANS anti-FVIll inhibitors wioehslsfimugnAnuisseenafinnsayiliuiansfui
(fni3endn hichly purified FVII Tnerdn W eenainuandas feduiwudiiiendy plasma-

Y 1

derived FVIII uw@v1ninan VWF aanuad 39kuiidaudlalu von Willebrand disease 39735015047

[
= v A

Tafimuases vWF lupudnvasianizveswdndnaniszdnteliaonndesiuinguszainlunis

inlUld
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SA.NN.ATNTTE L50UaN5ANA AzlnavmIans guIainsalun)Ieide

HALAN.AT.TFT AUALIFEY AASNTTMIANT UN1INeI1a8AaUINT

a a IS

AwuUATBLLBS (enantiomers) AB @153UNSINTaANsIATLNLDUNY WATNITLS U967

Y

v a . A g a a sy Y PN o ~
fouviuiuatin (non-superimposable) asniluduuuiilowes loud a1silassadisluanaiiosnou

[y

nifuszinliiveznounianguezaeuiuanAiudny (asymmetric center) Fuinlndinnautfdu
chiral %ﬁiﬂiﬂﬁ%”lﬂﬂ@f}ﬁ%ﬁ enantiomer 3 chiral center %30i chiral plane = 1 i3l ansmdu

duuuiilawesanusanansnuaudilunisdnssuiuuanailsd (plane of polarized light) lngans

=

niinuautilunisiaszurvnasinalsdluiianuduufnidndu dextrorotatory (d) %3 (+)

optical isomer vuzia1sdiguautAlunistaszurvsastnalsdlufianiuduuinidadu

| 1 a

levorotatory () %30 (-) optical isomer lngdduuuiilelesudazdszinszurunasinailsdludia
AU IAIERNTYINAY dmSuatsiauvegdkuulawe NTUSINMvetLsarduuuilawes
aging i 38n31 91%ue (racemate) lnesFunaziiinalunistinszurusadinanlsdansidueue
= a va & a 3 a a 3 = o wa o

\esnngwaeviailnuaudidusuuuilewss uarduuunlowesvesasnile dnflaudanandy
WeuazfiwInerfiuandeiu vilisiarudlulunsiaadendnual (identify) wasnsIvaauAdy
U3gm5 (purity) vesduuuiilawesluingiuviosidnsiagu Inserdunaaudflunisdn ssuiuuas

Twanlsd (optical rotation) iuanAAUYDILsazBLUUTLDLLDS

Polarimetry 1Ju3s7ldinn1s0nszunuuasinanlsdvesans (optical rotation) #sagman

3

sonTsuenuioszyriinvesduuuilowesvesasuasiluidenimeaeudmiunisiigatiendnuel

wagANUIanduesduuuTilowesvesingiunieendnsagy lnglunsin optical rotation ziled

&

d09LLUUAD specific rotation @1%5UTA pure compound Wag angular rotation @M%SUINUDINEL

984 chiral compound vangvia

N9 specific rotation 1u Iaevialu The United States Pharmacopeia (USP) agfnnunli

= v ! A Y Y = v Y 1 Aa a
wissuiegeANududunusyy bl lululunsv lngldvasnussasiteganianiuend 1.0 nduns
ANNEIARULAST 589 WluAT (D-line sodium lamp) vin1IMAaesigumall 25 aeAlaldea
WevhmammaaeuwalrliruuveuaigninesnainssuIuiy (a, angular rotation) 1A a
AlFUIAILIINIAT specific rotation AapENNITTNENNT v9d Tusnuisrila USP e1amivualing

NSNARBUNIANUYNIARUNTORUNYHDUY
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. 100
la], = l—a
c

dlo  [a] @ e specific rotation finmENaAGL A
¢ e gumgifivinimmaaes
a  f@ angular rotation uvesuasTigninoonanszuudy Yaldlumize degree (©)
[ fB ANYIIVBWABAUTIYIOY1 MUY decimeter (dm)
c A9 AMNUTNTUYBIENIMeE1sluMIY ¢ M 100 mL (g/100mL)
d1m¥un19v angular rotation 1y USP seylifiadeusetauasnaaeumaiissylilulilunsm

Y99a151U7 IneA1 angular rotation Ae yuveasgnineenvINszwIUfY Ne1uldlaenseain

1389 polarimeter Tuningesr (degree, ©)

eagduaeIn1suyussuukatnalsdaiunsanlaain USP Tu General Chapter it

<781> Optical Rotation

LONATSD19D4

USP38-NF33, General Chapters: General Tests and Assays: Physical Tests and Determinations:
Optical Rotation <781>
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NgY.A3.908 #I955UTY)

ASUINYIAIFNTAISUNNE

nsuIngreansnisundlagdinguaz inguaninsuivaudingramansnisunngd

'
[

fudunsiihszfaagssidiuaniunsalnanniaznsguvesnan fusiodildlulsmeuiaisy
Useinadaudl 2545 soflosaufieliontu aeldde “lassnisusziunmuaimen” wielelfude
“Insansasnmdnusziuaunmuazainnsgiuuinsenuer” Wunsadunisdegniaedsyaiuaiiy
saileannmihenuiliAsades Iduadinnuauznssunsemsuaren uardinauasIsuae
U0 Imaﬁﬁmifcjuﬁaaammﬁmﬁm%mmﬂiiawa'mﬁa%’gﬁqmzé’uﬁwwmﬂﬁy’ﬂuuawaﬂé’qﬁ’ﬂ
nIENTNAIsIIMAUEINERufe8 9 i gauinsiiledsnTialiasgiitu nanuamilldazarieu
AW TareudmeulsFuLINS tnasinsdnidenemssuilensiaiiasziasitusluliy?
MW e iEUTInunslivioyarigs oididymizesnnilinsanin sriifisinunnsis
fusnnuaziideasdoiierfuannmdsldnainradisateyaniudesmsmsunananneildly

l5amg1u1aaINYAAINTIAEITe

N1305793A5189AUN NS HUTTULEITIATIERA LN AU IN TFIUAINATIE
@@ 19U The United States Pharmacopeia (USP) %30 The British Pharmacopoeia (BP) atu#l

wupsUsznAnseatuiligiuilundndaduituazinadininsyivaina endiunsdinlifissylusis

aNe

EE]

Y a

Y a ada ¢ a = = ° )~ )
EJ']"DS@’NEN'Jﬁ'JLﬂi’]SWLLagﬂquiiqu@"lﬂJV}NNa@]i%UVL'EﬂUV]SLUEJUEJ'] VNULUBDIIN G]"IﬁqEJ']Nﬂ']TUTUUEQ

Y 9

WINTFIUARDALIAT LilaUIvaNAMN N IATAIIULAEUTEANEAINETUNITATIRABUAMAIN

%9 9

'
a (% 6 aa o o v

ARSI TNMeddgLaz URuUgTmilauiulagldisuazunsgiulunndiegisladinunainunas
Hanle ielUTeuiisuaaanluiite g uiuuuaInsgIuA eI U NWEaIREAT9a1u150
Wisuilsununniula (pharmaceutical equivalence) AalulsangIUIaaINITAAINUA

specification lun1sdngegnlagdadeingmen iWelilaeniaun nauuinsgiuainauiy

Wedntulassnisaugaluudazl nsudnermansnisunndazasunaiinsiey

nneg R lasunanidagllidinagiunnsgiuadusUsuusiuda “lasanisuseiuamninen” ddi

o

Y

MI8IUA1515UgUMN8I70uaslsIne1U1asgNIUTEINANTIU Lagneunsi1w vl

9

Doy

a

nsuAngeanin1sunng Fanedldsianiulunisidifiedeyamnizynainsaisisugunlasuans

dmfundndneigriiunugfndeniniskewnsgaissalaednvimiede “s1eteningmeien

] [

AMNINLAZANE® (GREEN BOOK)” iiierludeyadmsulssvivu Ingssysieniseinudeandsy &
FeaziBuniiteinsideunmnIn s1etelndn neideuen wazdenisan tudu dmsudiegng
HAR A1 INanTIRTATER ki IgIuldduu TenuRaineilidinnuauenssung

21MSHazELNaNITUIA L TUNTHa LU
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ToUARMNTUAaENE NS el e MM ImeLns i GREEN BOOK tu N33inenmans nsunme
FUsRIAMEAMIBE1NTINTIRERUAMAINYINTY Tl¥N135UTeIRuAMEE1N1IT BIIINUINARS 9Ie
MpatnannsgruoRlinunmiliaiiaueluwiaviunds viiendnduriemaenulymaunineiad

LA NlidmInsgIuLal agalsiniu fegreeilinisguasianiuszuuaunneady

¥ =

fuwnuiagveuisavaduanslunisudnlalusedunis mngrandnssuiun1snannfgasininig

a A

Faldeninafuniauniniaiuisansnunnlile JerpaiimsnumuiazilseTiaunmEEn e

4 a q

Husvezegnaraiiios dwiundnsusieitldfisedelu GREEN BOOK enaidlasannuanfsioniud
vegundniinunmlidunsgiu viedminsgiunnimegauddiuiusundnlunsazngidoue
linsunsnasinsndeniteweuns viondnsasioiuligndunnaidliidoyatadudedialums
fufiulaseansusziugaamen Aeliannsagundndusionldnseunquynziountldnelulseime
dosnudndasioonantulidldlulsmeiuialudsiiduinegavioldlésudeyanandasian
Tsameunannusiaiessensdusnegnddismumiuaiaslaveslsmetuia Ssliannsafmualii
wdulilsmenunausazszduiuinieidusunilsmeunaroun defumsiinaasusolalifsey
Tu GREEN BOOK fflgmunssaimdnsasiedulifinunin usidesannnisdarh GREEN BOOK

v @ |

I9I1NARINAT

D

naihseisnuaimeiegralussuy inliagunmsinvesnunmkdndasiewiay
senslussduseng anarusdeuluniniaiineilarUsendaningIns Msuas g
ansnihdeyaluusznounsfinsandndonudniusioniidade fiieadedussuumueueives
Uspnaldnszmindaliygmndeuianuummaudlufstuaunmuazinesgiueiildlussne Dy
nsnszdulsiinannsiaunaunmednfusionegsieommmnsgiuainaaiianusiulaliidu

UAANTANSSRgURAE ST UL
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NgY.93.8078 AINETUTY

ASUINEAIANTITUINNE

ISO/IEC 17025 @ umsgruainaninyiisauiuszning 1SO (The International
Organization for Standardization) wag IEC (The International Electrotechnical Commission) R
\dutefmuniluivheauaunsafes fanslunsdniunveaeuuas/vieaouiiieu eas
U5¥NaUMmg e muAnIUNITUIMISNUANAINIAETONUAMWIYINTG ISO/IEC 17025 ATBUARY
ynduLeINIUIMTIANITeafiing faudnswiousiogne arwduiglumsliesginageu
nMafiutiufin warnssenuna sesguiiuesduszneunaneduldldinamzuaiiueg 7
pndogaLd i Seldun sruunmuamuesiesUfiRinig mIrauamenats nsUFtRnsudla
wazlostu aomufiuaznnnzwaindon edesile msuszaameuiliniueu ndnguanuaeunduls
nsdusnegianazdug nsldnnsusesnnIgiu 1ISO/IEC 17025 azvilianuanansnves
wosufiRnaifuiivensyu fansluvssmauasinsssna vliAnauiulaguainiazaniy
UndefiolunenunanisiadeundenanisdeutiisuannesufiRnisasuiisunionaaoy dmiulu
Uszinelvedidrinuinsguiesuuiainig nsuingimansniswnng nsenswasisaay Wundae

SUS8952UU ISO/IEC 17025 fl9nan7
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NQY.AT.OFNT AL

F1UNYT IUNNIUAENTIUNITOIRITUAZEY)

HANAMIIET (Drug Product) NHAMAMN 8ABILNITAIUANANAINATLATUADUNIS

9 9
v a a 1 |

BenINgAU NITUIUNITHER LL@%ﬂ’]iﬂ’J‘Uf’)}Jﬂﬁuﬂ’]Wﬂ@ua@ﬂQﬁ@\‘maﬂﬂ iﬁwﬁﬂﬂWSLﬁU%}ﬂUWNamﬁm‘ﬁﬂ’l

q
= A 4 a

AoudsdaliadusTnAm el laNan 1SS NWINLUTEANT AN AITUNISANYIAINUAIENINYDIBNIY

e

Dudsddglunmsussiununmuasldiludeyalunisivuneige drinnuaaenssuniseInsuaze
laeeandsznianistidulddennasendeudimsunistunzifoudisueunudagiuegiahy
sUwuveghadumanis Wedud 26 5.0. 2551

1%

nsanwauasanmlunisludeyausenaunistunedeusisueuuue e s

Y

PUAYOVUNLLTIUAS UYL A DIVINNISANYIANUAIENINATN ASEAN Guideline on Stability Study
of Drug Product Jaquiudu version 6.0

aUanszdAnyued ASEAN Guideline on Stability Study of Drug Product il
pdninaitidaadanneiisndudeunsthdmiunmsfnuanunsaninvessanfasien
di3a3U uasvidnunausildudrunilsesenasmsfnianuasaamussedsznountstunsideu
frsvelulssmaandnondou ndndmsiondnsagulundninusidaseunquiseilus (New
chemical entity: NCE) #1215ty (Generic) waznsuAluUdsunlas (Major variations (MaV) and

Minor variations(MiV)) w# 5189817 UsEnaunIeInTURAL NG DL

1. General
N1598NKUUNISANYIAINALEN TNV BsE ARSI dnSagUAITgULIugIuAIINSAEIdY
AuENUATRIRIEEALAL JULUUTBIYN

2. Photostability testing
AITN1IAEBU photostability testing 8819Uey 1 primary batch

3. Selection of batches
mshMsAnmAmLAsENYesedmTUTUNSHAR TGRSR fuLas sULUU R E Al un e
vssyiadeafuiuiiagimssdniiediming
- dmsuplminisinnsfineiegsiles 3 primary batches
- é’m%’ummﬂaujmsﬁaﬂﬁumiwamﬁqﬁ

= v

® g17I5UkuUETIUAT WU B dn 810 wasdfedAYNAWNA AITTIAFEUAIINAIANTI
V8L NUDY 2 JUNAABINER (pilot scale batches)
® 1fisULuLTiLAY LY B1eeng NSy wavddiend1dgyiasiilifnisvegeu 3 primary
A ! a < ! a ! a a = o o
batches nefl 2 Tu 3 sumsnandusunaasidn uazsun1sndnil 3 Jvwndesningy

NAFDINGS
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- n3sNABNIHAREIEMSUTUNIIHER MU primary batches AdsiinaunInuasdtaninun
WNIFIUTBUAUTUNSHARL DTN

[ 1 |

- dnduldldudazgun1sndnivinn1smeaeuAuAIENINAITNERIINFIENEAYAIITUNITHER

- MSANYIAMUASANINVBILIAITANYIMENLABEAIUUTIASUABLIUIAUTTY HNLIUITANY

WUU bracketing #5® matrixing

4. Specification (testing parameter)
Yofmuannsguie agdessznausieg shdeflazvinimaaey deriivun wagdsnldlunis
NAGOU NMSANYIANNAANINYBIBIAITYINTNAGDUNARS UTiod1FasUTiasTinnsUasunlad
seviansfvinugiinadenunin anuasady uagUszaninavesn Wdeilivaaounis

ATOUARNTNANYAENINEA AndaNTRAMIAAT F1IMeN Largatinive suBaUTnuasiuEe

5. Testing frequency
a ¢ A a 2 A & a
AMUDVRINIIANYIANAIANINLUUTEEEENIAD TWTisn 109 3 e UNaswng 6 ey wasd
folUUarAse @1USUNITANIAINUAIENINLUULSIAISANYIDENLBY 3 ASI NANAB HauN 0, 3,
6 NSUNNUINTNSLUABULUAININARDAIUASENINUBIYT AITINISANYIAIUASENTNLUULS I
UTIUIUFIDEINITENYIAINUAIENI NI DDBNULUUNITANBWTUNITN AU 4 ASI AMUDVD4

mMsfinwiAuAsanInesenagUidunsadsil

MN5199 1 ANSILERIAINUNVDINITANYIAINUASENINYDIEN

dnnzmsinuine yiauaden AMuAvaIMsAnY
Long term NCE, Generics and Variation 0,3,6,9, 12, 18, 24 \fau
(MaV and MiV) waznng Vauiengen
Accelerated NCE, Generics and Variation 0, 3, 6 LAy
(MaV and MiV)

6. Storage condition

PITNT 2 AITNLAASENIZNITANEIALASEN WY TLaZe1E3TDY

nsade vl
sULUUNSANEN < szeziIanatntaeinly 1Y
dn12zn1sIAUeN _ , _
AUAIENTN AnwAUAIENIN JUNITHER
Long term 30°C + 2°C/75% RH + 5% RH 12 fiou pEnatioE 3
Accelerated 40°C + 2°C/75% RH = 5% RH 6 1oy attioy 3
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QERTERERRGY
sULUUNIANEN . szeziIanegnetaenly 1Y
fgn122n1siAue _ . _
AUASENTN AnwIAUALENTI FUNITHER
dmiuenlsuiuuensssumuazigdAylauAIn
30°C + 2°C/75% RH + 5% RH 6 \fau pEgilos 2
Long term , —
dmugnnliguuuuniiavdugteangrsiiukassited Ay liaei
30°C + 2°C/75% RH + 5% RH 12 fiou pEgatiey 3
Accelerated 40°C + 2°C/75% RH + 5% RH 6 Wiy pEstioy 2

AN397 3 MITNUERIEN1IZNSIAVE T UATUE Uy Tseu i Funule

sULUUNIANEN ) ke
GERREINFTGIIER! 5282178198 19U 0N ITANHIAUASEHATN
AUAIFNIN
Long term 30°C + 2°C /75% RH + 5% RH 12 1hou
Accelerated 40°C + 2°C /75% RH + 5% RH 6 LAoU
= I3 °o & Ay I3 v &
A5 4 MTNERsENIEnIsiveNdsaguideanulugibu
sULUUNSANEN - 5281981981910y MUY
dn19gN15NUe e o -
AUAIENIN NdAnwIANAIENIN NISHEAR
Long term 5°C + 3°C 12 1hiou 9814198 3
Accelerated 25°C + 2°C /60% RH + 5% RH 6 LioU 9819U9Y 3

AN3197 5 NTREAsENIZNISNvENdnTagUTRe LA Ulut s

sULUUNSANEN ; oy o un
g013TN1ILNVEN iZEJZtﬁaﬂaﬂﬁﬂuaﬂﬂlﬂjﬂﬂ‘lﬂ'}ﬂ’a"mﬂ\‘iﬁﬂ']‘w
AIMUAITNTIN
Long term -20°C + 5°C 12 \hou

4n12EN13ANYIAUASEN AU NIRD A UTNIgUN

ATANNIN —20°C

Y

o & = £ 2 o a o ' ° [ = £ ' =
EJ'Wﬁ’]L’i‘\];a'“l_J‘Vl‘\]gG]E)flLﬂUV]E}m%QEJG]’]ﬂ’N —-20°C A3TNINITANYILLAILANTE

7. MIMAUABIYEN

' (%
aa Y (% =

N3AMUARNYEIUURAINIEAR L ITaLATIINITANYIAIUASEN NN TaLAATUNINISANWILUULSS

(accelerated) war N13ANWI3ZEE1 (long term) FWIATUNISHANTIUINMAGEU TTUTUNAADS

&R (pilot batch) ¥30 éuwﬁmﬁaﬁmma (production batch)

29819113 NUABIELEN

- fegei 1 81 A uTselunnsegilifley d9auan1sAnwkuulse 6 Wiau N1sAN

JEHEE17 6 WO JUNTHANIININANYIAD 3 Juneaewdn (pilot scale) waznanisAnwliiin

significant change %mmmﬁmummqmﬂu tentative shelf-life 12 LAou
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o oA ca' a a g = ] = =
-AIPYNN 2 81 B WU??QIULLNQ@QNLUEJN Nsﬂaﬂgjaﬂ’]ﬁﬂﬂUWLLUULix‘] 6 LABU NITAN W

Srere1 24 AU JUMSHARTIUNNNANwIAe 3 JundaLadImneg (production batch) wagka

nsAnwliiAa significant change avanunsarinune1genly shelf-life 24 wiou

8. MSWARIENITNSIAUSAIULAATN

A13197 6 61’15'1\1LL’d(ﬂ\‘iﬂ’]iLLﬁﬂﬂﬁﬂT}%ﬂ’ﬁLﬁU%ﬂ'@’]UuQa’]ﬂ

E‘U LUUNTSANYIANNASHAIN

HAZANIIZANTAUSNEN

FaAMULEAIENIIZNITAUSNBIVLRAIN

30°C / 75% RH (long term)
40°C / 75% RH (accelerated)

\Auigaunisania 30°C w3e Wmsuluiigaumgd

Y

E;Nﬂ’j’] 30°C

5°C + 3°C

Aulugiiu (2°C to 8°C)

-20°C + 5°C

<@ ] 1 [
AU T DI

MU 7 MSINTANUULRANNSINENaNMSAdUANLAENMLEAITId8T11A (limiting factors)

Limiting factors

FoAMUNNLUURAN

U L3

a o < PN 1 1 @
NARNE mmmﬁﬂmimmummmwu

Y

Limsiuludiduriodoutuds

o &

' 4:1' 1 1 1 1 @
NeFUSITUN N URDTD NI

Y

>
D)

#

TiasiAuluraauainga

€ ge

3 ]

AnAtusiendnsasunlisonas

Y

a

>

3 A v
WU UNNULES

a

a v L3 o

Y

'
al

wanfausiedniaguinlinuserufou wu ety | ldensiiurdevudiiionmgligini 30°C

9

<

HanduTiedNSIgUNgARINAY

Y

3 A v
AU LTI

WNEWR  “significant change” dwsugnadnsasununeia
q Y

1. USunauiendfmyasunlaiunnnii 5% vesusunaiiendAgiliaeuil 0 ¥3anIannnuInggIu

ludomvualInsgIu

2. fiUsunal degradation product AU UL

3. AN19WASULUAINNNIEATN Y AvtglAsunlad N1TLENTUVDI8IN Meg1TuLduA UL

< < = ! 3 a a d'
ANULTIVBALAASLUREULUAS E)EJ'Nblﬁﬂﬁﬂllg‘ULL‘UU‘EN'U'N“UU@E]'T‘UEJﬂ']iLUﬁEJ‘ULL‘U@\WH\‘IﬂWEJﬂTW

FENINATANYIAIIUAIEATNLUULTS LU mmﬁuawﬁé’ﬂwmzﬁu YIATUAEN

4. fnmsasuwdasianudunsa-ang iufmun dmsueiunegiuy

5. fn1swaguulasAinisnageunisazaie (dissolution) d1wSU 12 dosage units (81diAnsaEN

wAULa)
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oA

NISNAAOUKUULSI (Accelerated testing) anads mssanuuumMsinwifieifiudnsinsiuasuwlas
anmvaselagldnisannensinuiiuanmanuiusss Fawanisinwbiuslovlunsdd
grldanunsaiusnuluannziindsliuuaain Wy AESEUINNISULEE NAYDINISANE

38888’1311&‘1'111'15@11?]1]’]?‘%’1@LG]’]ﬂ’]iL‘UaﬂuLLUa\‘WI’NﬂW‘EJﬂ'WW“UEN’EJ’]VLﬁ

Bracketing N84 N1508NKUUANTNNTANYINFUAIDEILANITUIIANNLTY 50UUIAUTTY Laglyl
AOIAFDUNNAIINKIINTBYNVUIAUTTY LALAULRTINITNAGOUAIINAIANINVBILNTEAULN
NnanusaLdufiumuUNIsANITITTNINNAT NMTOBNLUUAISTNNISANYILUU bracketing 14
TunsainAnulssvaelnadeaiunsoddiuusenauNmilouiu W NTMOILIN LAaZAIIULTS

| o a0 o A a Ao N ) ~
ganuumtnesenanInknTyanildiusenounilouiu wazannsaldlunsalen

TUVUINNIYUTUTIPNNUNTEN UL UTIRUUIAAEINULAUTUIUIUTIIRAY

NISAABULYUTZEZE77 (Long term testing) MHNETN MSANWIAIUAsANINYsEluan1IEAMSIAY

Snwfatuayuenge uuaain

Matrixing V18814 N1588NKUUNTTANWIANLAIENNYRLLALLERNUNEINYBITIUIUMBE 1V avILA
wdanwfganaidmualy Tngauyfdinisdnwianizuisiegradudiuuresnisdne
VNUA AIIULANANTBIRIDETINLMAdEUTDIdNTIFUREINY Avsagiigailld 1wy u

NINARATY AULTIANY YUIAUTTYANY

Pilot scale batch e Junaaeandneasaduiunuvesgunaniiodmmielaelignsuay
a = ' a ° U < ! a = <
nsrvIUNSHARmleuTUREANNUTENS dnsueiluguedn sunnasmdnalsivuindu 1 u

10 vos3undnLiad viewsa 100,000 win Tnadenswinilugnin

Primary batch vueds Jun1sudad msuldfnwaniizaiuasanimvesedmiunistudive
Funzileuiionvuneigen dusuendniagy 2 lu 3 Jundsnasilusgntesjunaasinds

drusundni 3 anunsafiunuleenit egndlsinugunswdntonadusundaiied e

Production batch vingde JuMsHanLiadmineinGnlaedgunsain1suanluan1isuaznssuisnis

NannsIIURTUNSL Deul

LONEN581984_ : ASEAN Guideline on Stability Study of Drug Product 5" draft version 6.0, May 2013
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v o

A.ANS Fuaruaianl USYn Ameaiay (Ussnalneg) 914

o

nY.wsiua Juninannig @ninuinIsnIsaIsIsalgy a1naIUaRNsENTINEI15ISlqY

'
o w

“o1” Wutladudidnnldlunisiesiu $nw Yada ussini lsenseainisiauieves

o

o v A 1

uywdnsednd v1dudutadudrfgyiidmansenunenunindinuaznisedsenrsenulasniaves
€ A o & o vy = a a o a = @ vyl '
wyudvisednilnenss axtu enminldaediusedniam Uaendouaviinnnin Jaiuladn “Aanimen
Y [ (3 o v L3 = A o 4 g = LY o =)
TuiuesrusznaudrdgesAusenaunis Milvientus finalunsdesiu Snwv vssmlsanieniny
Wullevesyudnsednila AuNIMedeT 8199NNTENUIINNITVINNITAIVANTILIEINDHONAY

AANTIUMAATUIUTZNINNTEUIUNITIAAULAZNITINTINUE

asrnseungelantaldauiutsmnudAgvesladesigg ﬁawdqmaﬂiwwia@mmwm
Falddnvivdninausiieatiunisifiusnwien (Guide to good storage practice for pharmaceuticals,
GSP) fifianfly WHO Technical Report Series, No.908, 2003 uagydninassiizmsintunsdnsmie
Wndvsiaue (Good distribution practice for pharmaceutical products, GDP) @fiumwli WHO Technical
Report Series, No.937, 2006 T,maﬁi’mqﬂizmﬁlﬁamaa%ﬁqmmﬁuhdmmmwLLazmmgﬂﬁama &N
flFsunaufsaasudumnUssiunaennssuiumsdafiuwaenisind minediosnwlidemmua i
vo981 Metazdoadulumundninasiisnsiialunsudne (GMP) #e Tnsanusoirluussgndld
muATIIINEaY GsddnaunmssunseIware i mdninasiTde i ewesesd mseunde
Tanuwdafuatunislng ndninasiusaziiosfuiueniuauaziay Tuudasiaurssiundninge

atum e lnenazatunesingelimenu

asaUsznauidudenivuania WHO : GSP
1. @1AsaUNTANULALAISWIEANLELAIN (premises and facilities)
. YornuALaznN15IALAY (storage requirements)

. @UAAY (return goods)

2
3
4. N159RdaarN15UUEs (dispatch and transport)
5. Ml3ennunanfaumiau (product recall)

6. anTrnsIaLiuLazn1sUnaaan (storage and labeling conditions)

7. Guide to good storage practices for pharmaceuticals

flun - vdninasIsmsnalunsinfundsiusivesesdniseusiolan nesniuaue dtinau

AMENITUNITDINNTAZYT NINHIAN 2550
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asdUsznaufiiduderivuaniu WHO : GDP
1. NM39MDANILAEAITUSHITIANT (organization and management)
. YAans (personnel)
. NSUTINTINNTTLUUANAIN (quality management)
. 21NSUTENBUNT ARSAUAMALNSIAWIU (premises, warehousing and storage)

- U vusiavaunsal (vehicles and equipment)

SN O A WN

. Mugiiion1svudduiLarnsuansRaInUariiunisings (shipment containers and
container labeling)

7. M3dnasdunn (dispatch)

8. N3UUANAZAUAITENINTUES (transportation and product in transit)

9. SzUULENANT (documentation)

10. MsusTylnmalnaznisUaaanivy (repacking and relabeling)

11. N13594138U (complaints)

12. M3lsennuAu (recalls)

13, \nduAusinlisnuniseys® wasinduAnsiAuaingnén (rejected and returned products)

14. .ndssiugiuasu (counterfeit pharmaceutical products)

15. n5Ud1 (importation)

16. AANT5UA9YIN (contract activities)

17. NMINTIFDUMLAULDY (self-inspection)

fn . wdninasisnsialunsiadivinsindususivesesdniseunselan nesmuawNen

F117N9IUAMZNTTUNITOIMTUAZEN n3ngIAd 2550
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& aa I~

ng.oussHU 7993887

anvaseuasUseidunaluladnienisunne

nsfnyInaasanieeddn (Clinical trial auAUVNIEY83 WHO ; world Health
Organization) Munefls nsfnwiegraduszuuiisafundusue (81) luswniguesuyud lidias
nsgsilugihevieluoranasing ileflazdumvidefigaiinavesndvfusiiinnyhnsinu waz/vie
ieduunnatnadesiilifivlseasd wag/vie Anwin1sgada N3nsEane WwanuedTy wagn1svdng

I TnguszasdlymiuisUsednSranazanulasnioveseAnwitiy

Clinical trial wuadu 4 szes

[y

szeedl 1 (Phase /) \ussozusnlunisfinudendify (active ingredient) w3ogns

m3ulnd dalvgjagiilueranadasniiguaind ieusailiuamnulasndouasfnysuwuuniands

2auA1@n3 (Pharmacodynamic)/induwarians (Pharmacokinetic) 902818 Agytiu

= Y I3 = o 1 & A = £
282 2 (Phase Il) TngUuszasAraimsfnyiwuuiinsesil iedsfinwiniseengnsuay
Uszidiuanuuaendevesansdifgyiu InednulufUienldulsaniefianneiideinisagfnuiieaiu
o v & 1 o a o o w 1 1 & =2 = a 1 = = v
asdAYTY naueaadasIsidwIndin wardulngilumsfnwidSeuiiouau Wisuieuiu
nauAIuAL) NsAnwssazdasadeds vwnen svezviny/detmunnisliien wazdnduldlsazdnw
Weatuanuduiusivewieen devsldidudeyaniuguluniseenuuunisfinumaasananissng

(Therapeutic trial) faly

58 3 (Phase ) Tussezlinguonanadasasddnuiuuiniu Ingusvasdiiofne
Aanulaendysrerdu sreve1d Ussansamvesefuanserivuizay wazusziunanisinw
IngTiuukazkuulUIg Ui uiuNguAIUAN ABTiNITARAILTULUULATURLATIERALLDEAYDINAT ALY
av e & = wa o ] ! LY aa ‘:l' a &£ o 1 [ aa o A
MlaifisUsgasd AnwanauURdus) veseuue) Wy dunsisennasiiadullaldsiuiunieadiin Jadeq

= 1 ¥ £ 1 = aa & 3 ] a v .
eilnadananislden (lawn 81g) nsnwmeasmneediniasiduluugy Unlateya (randomized

double-blind) win1sfnwilailygunuuisnan wu nsfinwiauvasadevesnistdeisyezenin

'
[

< A o v v 1 ¢ = =~ Y o, a
Wunesusu I@HwalﬂaﬂqjgLL'J@@@?JJY]UI@ﬂ{]l’ﬂmsﬂﬂ"ﬁﬁﬂﬂqﬂjif\]gﬂ ﬂwmglﬂaLﬁUQﬂ’JqﬂJLUu‘ﬂﬁﬂNqﬂ
ez dulula

= = v

szeedl 4 (Phase V) Duszesiidaaiinisinuinaninseisinmunisldomasaine
senesmingluTiomannuds (post- marketing surveillance) mMsAnERLTURUSNYRILRNZYDS
mﬁaﬁ?uq zUszifiuanuaenisldeniaznanissny MsAinwideanseyiniglduinsgiunidvinis
WAzA3EsTIN DdIsN1TenRzUANA1IINATANYIlUTE T ARUEIRENERaTA msAnuluszesdt ¢
919oenLUUMDarToU v wuImensuimsetlvl vie drunaslng Feesdediduneumiion

ASANEINAADIMIARRNVDILNFU N UgIA
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sruunstungioueandyveslseimaanigoisni SUToINTIUAMAINYRLEN

anlyiisuming dunuy Taedinaninugin1siansuasil

2 IS

1. grandiyieslifend1AgyviediulsenounazaainAuLIuAgINUAT1AULUY Aollguwuy

Weriu i sUsuuede wiukls o1 mdeuduivenduwuu Fnsuimsendeumiiouiu

i I

Rl R TRt T (R P R R R VG TR o F NG S REATTIR Y

N
ey

o IS

3. aanenaigazfesditonnuisudunudefuunmiouduefuluy

4. ,9NANSUNITEUVBTUNLLDUULNILADINVDUATIHALLDYAATUDIU bTU dIUUTENOUNILAL

Y

NIEUIUNITNES LLagﬂ’Wi‘UiSﬁUﬂ’ﬁﬂ’JUQMQMQ’WWﬂ’ﬁNaG} FMTUNITRATUVBIBIANITOIMITUAY

Y1URIANTFOLUTNN

o U

5. fhenddniilinanendniagy uazenduiaguindusandydesiunuminsgiuveandumiu
an3gewini (U.S Pharmacopoeia) 519‘1’1%’%13‘?31%15815‘14@@1'

6. frandasuandliiuianiyiuinuashmuieanszyiouasadming uandonsdmine
TuInaInnad AsedlszuunNIsinAINAIILAIAITDIYT NYULUITIHALITUUUTIYEF bl
UFATewos nsdhifuenaanidedouansdeyaszuuumainide welfiAnanusiulaly

UNINYDIE

L4 o ¥ a

HARFRIIRITRYATIvaEIBuAvRtRUNTAlNaY TITlUNTHER NTEUIUNITNAGRY N1TUTTY 28N

eNe LD

Y9481 WarNIIAIUANAMAINEY TedasuRTRmuTorimunrestunaunisudne1iii (good
manufacturing practices) fiiutlagtunaznelinsmmadouuszsifiuvemingnuredeidnsg
PIMIHATEIANIFOLITNT

8. MhenutetesinMIoIMMIILazEanigainMIsie B sniiulsanuiinaneansdy e
afeauiuladn TssnuduldufoRnuenarsibuianuasiininuanunsofivgndneldosis

nailies neusveylAngideuen

=~ a o 4 . . < = = =) a a
vrduyaveINannuNy1 (bioequivalence) tdun15UIsULNEUFIUTEANTNAVDY

naniugen (bioavailability) s¥winsenangiyiarefuLuULaI lINUIAULANA9AY

L = IS

It U@ 9l vaLaTIENLAUTIUMIBUNUENAULUU bIBLEAIDaUTEANTANLAY

Aulaenssveseiviniisuiu eradayludidudeswins@nyinaaemenddnnileuiudunou
NSALIEIAULUL LRsaInnsAnwALUaanieuarUsyansninvesensuwuulaiiniseanuuuey
lun1sfinwmaaemeadinuainasinisldensusuuanuunalsy Idddaumgaunanisivinisway

n1sfnwmaasmisrdindnludedderaradasmnduiUisdwiuuin fansannisasesssuill

gupsNgIatyuRaz NI glunewmaInfesuyinNsAnwIAaRInINAaTLngn
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na.ndla 81una aodulseamine)

v oy

Ny avgunsdl 1saneIvianszluna)

Tuszey 10 Pinuun nsuva@nansldfinsiaunssuudndesnsrsuazszuunis
fannsfunisiunisediesniaiglidanuiuatouasiuszansamdedu Tnglddunalulad
asaumALUszonAliiileuiiasyavsnnuazeundessnlunmsduiuanu JslddnswamnEes
dagtuldsruunisdadednineninsgiedidnnseiing (Electronic Government Procurement :
e-GP) ileanarmiiananalunisdniiuanu ananusdoulumstuiindoua iinenslusda antlam
MIIIRAeTUTu aunsaRnmuteyaldiuy real time Hroifisszdvdamlunisiseindanunisly

IesuUszanle

53uU eGP lasuldusiausl 2553 Tngluszazusnidunisimunssuuguddeyanis

v
v A v v

JnFedninennsgiediannseting (Electronic Procurement Information Center : EPIC) Lol

WBNUNIASTAINISaRAANEA UM BANAUNTIvRIN1sInTeldludnuay online 1Wuszuunis

[ 1

Unmgdayaynegndsszmvuniliamnsadigld neliiinnisnsiaaeunisiinuniasg annis

—

1930AR3TUTY wanandidsimunszuunisuszyamedidnvsednd (Electronic Auction : e-Auction)

= < [ dy 1 Y a
szqL‘Uuiwumiﬂizyjamiﬁ]Mamuiﬂmimimmmﬂmq

53U e-GP luszosdl 2 3uldlud 2555 1Wunisversnanisufunaulussuy
a g a 1% 1% as o = o w 1Y) a0 v o
dudnnselindlvinsudiunnisauimmvualussidsudtnuiensguuniinaieniswan w.e. 2535 uay
Mudluianiy wazdinseunquludenisuimsdyyn nMsmuinuaUTuiieg nswenlesdeyariu
FUIAT LLazGﬁayjaiu%UU GFMIS (Government Fiscal Management Information System) L
Toyalude Jayanisnsiasu deyanisingie Wudu uaglul 2558 dfiduiudng e-GP szuei 3
Fudunsiauszuunsiananseinaindiannseidnd (Electronic Market : e-market) uaz33

UsgmasiAndiannseing (Electronic Bidding : e-bidding)

]
v =

nIAEnAIE3s e-market Wun1siananiiseazidennuanvuznlidudou

9

v
A a

hududvdeuinmemly fumsgiu dshmualidunenisiatedudvionuidifvuelilussuy
e—catalog d1n§uendnulsafidesrnidun1ssanseds e-market léun Doxazosin (815w
Rougnyunle) wag Calcum carbonate (e1dasfunarinwinizvIakAAEYL) N1IANINANRAILTS
e-market ng¥ild 2 dnwai el

1. mtauesAlagluiauasia (Request for Quotation : RFQ) oA n1sdamniian
adwils FaisraiAy 100,000 U weilsitin 5,000,000 U

2. MsiauesIn lnun1suseyadidnusedind (Thai Auction) laud n153anmian

ASINTY Fadsrawiy 5,000,000 UM
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1

N3InMINERR8335 e-bidding WunsdamiandsieaziBennudnvuzniiniy
fudou Twmadaamey veduduiniovinsildladmualilussuy e-market WWun1sdnman

ASINLITINSIAWAY 100,000 U

INTINMIIAMINARUURNA LT TEUNER N159PFRINIETTa0UTIAMIBYTENIA

3930 e-Auction lENeINISHANTULALET brand  NEIUTUABUNITHINTUIAMSNYULLANE

A a

° 2 v = aa & o v R
vosuavtauesAgnaviluduus 3938nstionaililien brand Nliaanwlifdniiesainen

Aa

brand Niinunwdigalilddudiauesinisign

4

[ v aa . . o Yo o . o’d‘
N3IAMINANA875 e-bidding Muualwdiusisnisimuandninuanagldlunis

9

farsanguuglunisiauesauazlivsemaliluiisenaisuseninsanlidaau lngnaninaen i

runfdaenAdIfUNANNISUSISNaNNIASENATAE 4 Uszinufe dua Tussdla luse@vsninuay

P

aa

Usedndua asivaeuld d1mSundninuein1siansangyusNIsiauesIAINITInmINanaie’

e-bidding @usienisanunsadenlinaninasiognslnegnanils fsil

]
¥ U a

1. ndnnaisian (Price) dndudvusiuiisnan Tdlunsdindiusvnisiiuin ns
vusauandivediauesAwazAudnyusianzvesianduleulalunisiansaniiisaneiag
D~ B N I = v I ¢
Ipandeiannlinaun1nansanuaufeinshasdulseleyiuiniesanis

2. vianinaunnsUsEiua1UsEansamsesia (Price. Performance) Tolunsaifidu
599¥N159UI wlsdnisivuanuantivesdiauesiniLasauanvuslanzvesanndaliiies
= D SV P = v [ ¢ = = o & v
woNvglau@aianilnanmansmuaudeinskas dulselevdiivniessnis Jdiaudndudes
MuuadikUsaug Wuduieldlunisussiliualseansamsesan deagdivdaaiuliigiauesani

ueaniinunnuslildiauesmmagnaunsasusnisuszmesndiannseiindla

n15UsTliuAUsEanSn1neesian (Price Performance) agfaaiansaidondanys
wanasieluilognatios 2 sanusdmsuldimundunasiiunisuszdiu
(n) s1eauesIe (Price) WusuusuanUssandadu
(@) wan1sUsziiugin1asy (Grading) WusuusuanUszanlidedu
(A) AaunmuazAnan AT duUsElavisonissionis Wusudsmanuszanlitedu loun aanmn
VYIFUAT UINTFIUVIAUAT AUNUVBINAATUAREADIYNITITNU USNITUSINITUY Uy
UszlorilszesysiinluLnaIusvnis
@) nstaueianidufanisnsgiesnsduasursoativayy Wududsudndsznnladanu
1 Y aa . N a oA Y] ¢ a ! a a | o )
N139A%RY191875 e-bidding MasnldndninausinisusziiiuAUseansninsasia faudsudn
UszLnnisfuisesldAesiafiaue  dusudindsdus Novidiunldusznaunisiansuniui@a
= Y Y 1w A a Y o ¢ - a X
wenmieluandiuussen laun fudsiiieitesiununimeesenasyseloyissere1iniasiniy

LAFIUTIVNNS
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dl o = e o ¥ Y a g L4 o o 1 o
WeAadensudsuanutal TRansandntnveswmusnanuaazaiwds taglunis

NrsanuundnvessnlsiedenemnumunzauLazlsylorivewmasunisidundn waztilndan
Ns3ngeinlugUreamznIINNT AeluAneNITUNSWazAuAdsiiBaselunsandulanagimunel
Tuntnveauiazdys l@sandlrestiuimaAtadsuirtinueasaziiuls Ineuinndnsiuvedinys

LAWY 100 Faazibilsanevialaeniiiaaning lusnmeaunls
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.30 wiaulsuasy lsaneIv1asivii

nQYAYF mgawiand 1ssweuiaasswansussaid

Jagtiugmamnssunisuanelulssimalnefinsustunaniséunniy o1 1 3o
a1y (Generic) nangsenisiismingluviowmain 2 - 5 U3snIuld Feeudagsenisoradianiu
wansinsfuluuneUseiiu Wy JULuUen UssRsiae uwiawdningau savanasgulssnundng
Fu ety NsMMUARAMANYEIANIEYeIen (drug specification) Jefimudlunsindesiiol

lsaignuadaideniagnfiaunin asamiuauienIsvasldny

¥

A159A11519L0Na15UTENIAT1A1 WudumaunilealunszuIunIsIndaseisusenin

v
a < a & [

sImBlannseling lnendnnislunismuuenuanvuzlan1zresdIinuInIgIunIsIng 0n1Asy :

EE]

v A

nsuUnydnans laun

1. auilawe TUsdla wazilalomalidnisudsduivegalusssy
musziloudninunensguusiindnensian wa. 2535 4o 15 v 23sania “... Fesiuduns
g Wawe 1Usala wazilalondliiinisudsduiuegiulusssulaedrdedinuautfvay
MNLANsIveslaue A olausny uudnsdlfdnuuzianzdududosniiunui
fmunlflussdouil”

2. MITTyAUENYITIaNE YA aEVioAes
nsimuaRudnvazianizasadudunsiudduld lnedvuasigazidoanie
AudnuAzaNEAIANFBINMITeMhsnuTiagdam uddesegmelivaninasinaiingmane
suilou dovdu Mds vieuRnneSguusinifadesimualy

3. msliagindslulszsmanazfanisvesaulne (MusAvesnasiguuss asiuil 28 wwiey 2552

a )

Tnevangeuis wandasifndnduaguudalasaniuinaniieglulsemelne)

4. msdndetairsduiuasuinfidulinsfuduandoy
auniladensutdnansii na (naw) 0421.3/7 181a¢5uii 29 w.A.2556 fnualiauduas
vimslaflazfesindedndmunaeidermusiidulnstuianndon wioldfuaanide wie
$3ululiden Wduiunsmugionisdndedadnsduduaruinisiiiudnsiuiuindonves
nsumuANLaiy wazdeegnlatidussidovianv 2535 Ual5 Wl uay 1916

(Yo 3 uazde 4 Tanudertedludunaunsdnidenduiaiulszningai)
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nsIavinAEnYzanIzYeel Aodldn1sYIUINITEIRAIUIIAMUAFYNTTY WY
auidruiadl mealuladdundunssy ssdusznouvesAMdNYMLIANIZYEIET TITIFBINTIU
nuanefiieates 1wy Ussnadisen wdninasinstunadeus Hudu lunisdaviaudnune
laMzYeden fegUsziiuiiasionsan loun
- dszamendidaindueiaiiniosndiing iiesminmsszynudnuazianizyoseiuisUseiiu
uANANaA U n3dlenTingindnann plasma FesszyliinisuuuienansiusesfunInan
Lot release MNNTIANEIAMARSINTUIME nsEnTIvEns gAY sy
- UszifiutesndesszyainuusaazsunuuenlBidaou 1wy foan15e13UluY tablet %3e
sustained release tablet %38 capsule JULUU Injection %39 powder for injection WDuu
- UssiiunvuzusIitduiiaE MIssyguNUUIINeT WU ampule %30 vial u30815UUTENL

v

HHALKIEILUY aluminium foil %38 blister ¥38 Alu-Alu Mall AoadnilafatoyaniumeIves

o
Y a

guarnsldau lnsamsoilsouamienuiu nuesinnsanluimisdafveives

Funeiithusiude

- USEIAUBUY AU ANYBIEUATIENNS

Uszaumanifinusnunaasmutigmilunmsdavinaudnunsenzeee wu Tidide
&1 (Pharmacopoeia) dm3ul481984 nedumluatuiin liffuateauuszniansensis Joymises
99AAINFVBINTIIN T IMUAAUAN YAz ZYeI1  InslawizenduTningdeliesdannusluin
uming Jymonnsmemslifinansasivesusdlariununmauandnvugianz e fidivue
usefuuuidesndustiduastunsideusia in-house specification ddlinzatusisnen
481989 nouravitmagsuau musdenatdwlunduliinuny quanvuzlanz e
dosnTunsdsununununasnsideusiiiotgnaendn linumu drug specification Tituadion
Usgmasanen Sensdanmstlgmdananmstutunasidavesnenssunisdarii audnumzane

9987 FIAIFUTENDUMENNANIVITNVBILARLLTINYIUA

uenanilazvenarniudnlutunousus Aon159ninsIen15UTe91 AITATNUA

a & 1% = v A o | a A 1= o =i & o
1wveeveItlunstienuendnylenanuiaid fe minlifisiminals Wldsefnetendsgn
LAy 2 ¥ wslildsmmaialaedusimswdaivledane uinadaisiiansananiunisaliasegialu

'
1 v A

YuziuUsENauMeY nsemntdsiminedendsanliiiu 2 U e1aldiguvsduguauesiaila 9an

anneasygnanasunlativluwdasUdwuzdldsnanain a aiuazmuizaundy

unasy

mMsfimunRudnyuzlanzYesenfignaes anzan uavlusda laifiafumnisnisdn
Usgnousnemanetade léun nsiigen (Pharmacopoeia)  Avuasiy ssdainuivesiiugdnii
uansrfuguananwevesass Surillsmeiunadatosniifiauninnsmiuausionis

VolY 1PUTENdn waziinuseansninlunisSnvineuiaunyUae
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ng.gums neasy lsamerviaaseys

Tun1sinunAuENBuEaNIZYBI1 AMENITUNIUSTINNEnTATRTIAuENYME
nzvedeInITiiosAnuiiuetunatessinuiieaunsafimuanudn vusianzveelieg1g
wingay deyaiagnanideluiiluiiesiegnsdiuniisvetesianuinarsmsuiieldusenauluns

WATUNANUAAMIN BN LYDIEN

1) guwuuen
Tunsivundeuazsuuuuveds) auznssunsusefiudisiniiidariaudnyuzianizyeen
wwdpaiinsAvdudeyaiiuinirsunuvenfifismhsluiesnarnvnedudusuuuulatic vie
anuneutadisanmsdadeslusuuuuladielfaenadestulidnensevesanuneiuiaies
gnshetng sUuvve e agtuiiiismmieluiesmanauidldidu 2 suuu fe
1. Immediate release (IR) WWugdnuueniunndazangesnunsiui
2. Modified release (MR) LﬂugﬂLLUUmﬁmmiamuamma‘damﬂa’aamé”mi’mqﬂizmﬁ@m6]
windusUuuugenldded
2.1 Delayed release LHusuuuuitliifinsvaniaossieenniiuiindsiusene usas
Uanudosenendaainifuuszmiueluldszezinamil Megreguuuviidaiy
delayed release 1% enteric-coated ﬁam%gﬂﬂamﬂéaaLﬁal,ﬁ%’lm?{aulﬂagﬂu
ald EJWsLugULLUUﬁI% resist §10 gastric fluid 390191589N71 Gastro-resistant
2.2 Controlled release (CR) usuunuuiiidnsmsuasidoseasiiuszozinany uaz
yhlvisysugludennaiinaonszazanditimsvanUdesensenanniin
2.3 Prolonged release (PL) Lfﬂugﬂquﬁﬁmsﬂa@ﬂéaama*&m%’m Jusseznaiiy
dieliieneanguslduiuty udenguuuuiaglifinfsuanudossoonuituiilugasuen
ndsFusEmue) adeddszeznariamilsnitssdvenluidonavgedeseauille
HANITINY
2.4 Sustained release (SR) L‘flugﬂLmuﬁﬁmiﬂamdaﬂmaéwﬁwﬂ] Juszeeaaiuiu
dielsisneangquilduiudy wisnsluuuiazinisanudessieenuildiuiilugamuen
nisFuUsEmugyilrssiuludengsdeseuiilinanisdnw
2.5 Extended release (ER, XL) L,‘flugﬂLmuﬁﬁmiﬂaﬂﬂa'aamasmgﬁwG] Wuszezinaiuiu
dielensengyslduiutu usensuuuuiasiineinussdueludenlvinsiodlusedud
Tnan1snwlussesnaiuiu Tnedulnguszunm 8 vse 12 $alus

Aatly AzNITUNINS e dnihNdainnudnvaslanzre9e1AI NI IUINeEe
JUBUUANY TAnumileuvsauananeiuegnels Welvanunsammuntenas JUwuuYeeI e ivun
AAAN Bz lABg 1M AN #OAARBINUAIILABINITTINEINTREIVDIANIUNEIUIA
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2) pH Yasa5azanveNRn
gdnuianendmaniuivhazatsudaasiinisiiediee pH vesasavatendanaud
wanzanse etesfuiymanudunsavdossiiunnifuly dseradamansenuseftasluvms
UImseu glieinnnevasniiendsniau (phlebitis)
PNADEIY NITANNUA pH VosaTaraIse12n Omeprazole
.{19991n81 Omeprazole for  injection tHugniilivsingludisien (non-official
monograph) é’aﬁ?umsﬁmum@mé’ﬂwmmawwmaqaﬁqéfmﬁm’m5amau33ﬁmsﬁqaéwama il
Josrudgminisiafunianisi wazdedldlafiadesnunimuessrlulszifuvesnnuvasadoves

HUAE (patient safety) iU N1sangURNTaIAUEEIBINSIAA phiebitis vazuImseliiuglae

nsfimun pH Anangauinasiduninladuiuiuladevateedns enfilwu ensing
dn n30 blood flow lusiunisisnde udu usegrelsinunuiisnesuszydng pH 2.3 w3e pH

11.0 gunsavinliiAn phlebitis 16

1199911W987 omeprazole aza18AuULIEIN @NNHIINNIBITSN YUz TY
lyophilized powder astudlunszuiuns lyophilized vilalid wegnaziian1sdudiunuulade

dwwalvienavarelaid AesirluuSume sodium hydroxide naneiliu omeprazole sodium Tsagiin

¥ [
= v v ¥

Audunegsdu dwaliminauaiunsatunsazangladitedu datudinszuIunis lyophilized
ilaaladu sponge Ndudiuliniunin Falddarudnduniazsoddanudunigin erfias

[ 14 =2 a

aunsnazaslen defazvieulmiudinanInveINansamuAazUSENTuLe

q

“Injectable Drug Guide” London: Pharmaceutical Press; 2011. ng Gray A,
Wright J., Goodey V. uag Bruce L. lamuungi9an pH fvunzaudmsuansazaigenin
omeprazole Aa pH 5¥1319 8.8 - 10 FsluvaueiinisiarsandavihaudnyuzanzveseIfangt? i

USEvETmevangseisey pH agluyas 8.8 - 10 Tudnwnenansluimsevien

Aty Tun1siansandninuanuueianigyaten Omeprazole for injection 3ald
viun pH vesansazatwe1dn omeprazole L3fAsening 8.8 — 10 wedesiugUisiinnieg

v a Y 1

WaRAEaARBNLEU (phlebitis) VaurU3n15en usnantunuddidiauesinaiuisanuduuastiule

Y

nane51e Rlidunsiatuniniseusasngle

1 @ [ P A o w .
pgnlsimunuImenstesiulguisosnnznasadenn1oniau (phlebitis) Ve
Usmsevilalaedneuse push enliungUledie AazdivangUfinisalninudeswenisiia

phlebitis vauzuIMsenlvinugUagla
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3) N9ia drug substance Lfluaﬂiﬁaé’%‘%agﬂ (semi-finished or intermediate product)
\flosanniindnsusiomatssionisil drug substance LHuansAsdngasy (semi-finished or
intermediate product) Gﬁﬂlﬁﬂﬂﬂghﬁ’ﬁ’]m (non - official monograph) warldrunsau
neilouiuainauangnssunsomsazenliual e19iwu aciclovir infusion, acyclovir for
injection, amoxicillin and clavulanic acid for injection, amoxicillin and clavulanic acid
tablet, ceftazidime, ciprofloxacin injection WDudu IuﬂWiﬁwwum@mé’ﬂwmmawwmmmma'wa
ArgnsIIMIVoTiufidnandnuusanzvssaedianuaulafessiudananiide
gnf0e1g el drug substance L‘ﬂumiﬁﬂﬁ%%gﬂ (sem-finished or intermediate product) %
Liusnglusingen (non-official monograph) waglgriunstunsdoufuddnaunaenssuns
shareliuan

1) Aciclovir infusion

Auugidgmiugun spec Tuly

AdNwUzaNEYRILIRINa1T1eiY E19BamuanassIui1Te1 394 aciclovir 1 drug
substance Lvi’lﬁ?u el drug substance Lﬂuawsﬁﬁ%%agﬂ (semi - finished or
intermediate product) @8 acyclovir sodium @slsiusinglusisen AlYADannue
AuaudRlanzvateluiite 3.2 Drug substance specification Tidonndasangay way
arstmualifrisuanaenansnanisasviinseiiagivili Juasieduvesansiedidagy
(semi-finished or intermediate product) ﬁlﬁmmgmmmﬁﬁ?maﬁuLaajﬁuﬁu finished
product

2) Acyclovir for injection

Auugindgmnsugun spec TUld

AudnvAzINzYRIIRINa1TNL E1Bemummsgiusiien 3eld acyclovir 1 drug
substance Lviﬂizéu el drug substance LﬁuﬁﬁiﬁﬁﬁﬁLgagﬂ (semi - finished or
intermediate product) fe acyclovir sodium @slaisinglugdisen AldAaannue
AasauURRNIzvesenluiite 3.2 Drug substance specification lWiaenndasvangay wag
astmualifinsuanenansnanIsmTalesgiingAvidumsdsiuresansisduiagy
(semi-finished or intermediate product) mﬁmmgmmmﬁﬁwmﬁuLamﬁuﬁu finished
product

3) Amoxicillin and clavulanic acid for injection

Auuztdmsugn spec Iy

AudNYUTRETaE R INa1T9Y $19BanamnsgIuiise 94 amoxicillin sodium
e clavulanate potassium Ju drug substance Lvhﬁ?u 56T drug substance Huans
ﬁﬂﬁ%%'g‘d (semi-finished or intermediate product) A mixture of amoxicillin sodium
and clavulanate potassium @aliusnglusisen glidesimusnuantfanzveselu
¥t 3.2 Drug substance specification lvidennnedmngay LagAIsMUAlAUIELEA
LonansHan1InTIIl e iingAuiiduasdeiuresansisdniasy (semi-finished or
intermediate product) Ailfinnsgunusiisetatudeiuiu finished product
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4) Amoxicillin and clavulanic acid tablet

Auugthdmsugun spec Iy

AMANYULLANIZUBILIRINAITIIAY 919BI0NUNIATFIUA5181 TUunTUNNEAA 9T

q

ngidouny USP Tagld diluted clavulanate potassium Ju drug substance %ﬂiﬂiﬂi’mg

ludnsen desimunamautAanizvedenturidve 3.2 Drug substance specification 14

a A

AOAAOLMINZAN WAZAIIINTUALVEUIELAALENATSNANIATITBATIETIngAUNTuENS

q

RIsiued diluted clavulanate potassium NlARIRSFIUAUAITIBIRTURITUAY finished

product

5) Ceftazidime for injection

Auugihdgmiugu spec TUld

AudnsazianIzraseIfinandieiy §198anmnnsgiudisen lunsdifindnsueidu
nzidouniu USP Tagld mixture of ceftazidime pentahydrate with sodium carbonate
for injection u drug substance @sliusnglusiisen desimusnuautlamzyeely
Wt 3.2 Drug substance specification Tidenndodmangal LazAISAINUAIRUIELAA
Laﬂmsmamimm%miwﬁf@qaUﬁu“]ums&gqé’umaq mixture of ceftazidime
pentahydrate with sodium carbonate for injection ﬁlﬁmmg’mmmﬁﬁ?maﬁuLamﬁu

AU finished product

6) Ciprofloxacin injection

unasy

Auugihdgmsugu spec TUld

AdNwUIaNZYRIIRINa1ITedY §19B9RaNIMIgIui1TIe1 BelY dprofloxacin vide
ciprofloxacin hydrochloride W drug substance Lvhﬁ’ju A5 drug substance WHuans
ﬁ!ﬁﬁ%%f\]gﬂ (semi-product) L ciprofloxacin lactate %ﬂlﬂiﬂi?ﬂgiuﬁ’liﬁm A ldfearinmun
AauURRnrveseluiide 2.2 diuusenau uaziite 3.2 w38 3.4 Drug substance

specification li@anAdauMizay LagAIsAMUAMIKUIELARLENATHANIINTIVIATIEN

v
a A g v v =

Togauiluansaeiuresarsiedniagy (semi-product) Ailduinsgiuniusiiseaty
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anusaseiiui
W.A. 2550

Tnefilutagduniseniunis@inuiauyalunywe (Biowaiver) fuuiniseeusuidy

@nam1y  Biopharmaceutics Classification  System (BCS) @4Unann1sNaNsanuuiugIuYed

WI510me3 2 via Ao AnTsaza1elull Lagn1ITUNIUEARTDIF181dIAY TINAUNITAZAIEUDS

nandueien Fadunisiansan 3 JadendniiinadednsuarUsuiunisgaduveseainndndueien
< a o =i ! v a [ & v ! o wa o o w L

sUBuuvBlwilnsuusenuivanUdeseiui lnendndusineananniauaudivesinenddyedlu

BSC class | (High solubility, High Permeability) ansnsaeniiumsanudauyaluiyudla

Welinsiansaneniunsfinunauyalunywddmsundadusidanarnduliegns
WUz a Lav13n19AMENITUNITeIMITHaZElAEAIULALTEIAMENTIUN1TET Tun1TUsTYL
ARIZNTIUNITE ASIN 1/2550 WoTuil 9 furen 2550 Faiudwiuraulundnniseniiunis@ne
a 6 o [y a [y L3 < a o a | o A .
Frauyalunywddviundadunesuuuuresdiaulsemunuanldse1iuil (mmediate release

solid oral dosage form) 339sztdaulifaluil

99 1 588Ul 159091 “5ef8UATNNUANMEATINNITONMISHAZYNINAIENIT NI
n1sfnwTrauyalunyed dwiundadasiengluuurewdiasulssmuiivanuaeseiuil w.e,
2550”

v
v A&

99 2 selsuilrlgUsrusaavatdidudull

10 3 n1siarsaneniunsfnydauyatunyvdveandndusesiuuuve i
SuUssmuiivanUdeseniiuit IfRansanaumdninassisel
(1) shendAyiianisazaiegs (high solubility) wagn1sBuruwadags (higsh
permeability) A1a BCS ﬂdfu‘ﬁl 1*
(2) wanAsieniinnsazaiesa (apidly dissolving) #3eiinnsazaneisiunn
(very rapidly dissolving)

(3) lifidudsznaudignlidfty (excipients) 19138NARBN1IAATUVDIEN

wazaruusznaumenlidrAnluansisuduasiinisldedaninwinuarladfidunsisereinde

Y

aNaa

JaueansvawIdIfy nsdnfinslddlszneumeliddglutsunagannnitunfivioduans
yialmifuansuszneulus$udesdidoyaiiisnis

@ idueiifigatinssnwiuay (narrow therapeutic index)

5) hidunansusinesnuuuliiinmsgadulugesuin

183
§11InuINIsN13a151504gY A1 IUUAANTENTINAI51TUFY



S S Y [ [
dJ 2559 WUININITANUAAUANBULIANITYDIEN

(6) aasERIeANdsarUTElevunlasuaNnNIsENIUNSANYTIaLY Aty
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uywdtugousulalunivasisagy lnefiansananteudly wagduiinissnwivesen

U0 4 f3uaunInnan Uvitedeeunulagiu flalinnnudsvaAazyoeniiunsanw
= 4 a v 3 N < a o PN 1 v A v
FrauyalunyedramdninmnenaeI UL uuvelilnfuusenuivanudeseviuiinuvaninaeily
v v v v a £ 1 a [ L3 3 I % cal o
1o 3 Wigwenansteyanatvayuindaduatuduluaumdninaeiniimun
10 5 Huesniumsfny¥iauyaniute 4 sestuenansteyaatuayuvesenlusaz
oo X

nyalasll

5.1 nssfendfyiinisazatvgelidudeyanuanadnmendfgluruinniig
wssgeganiiluriosnaindmsvenguuuuvendilniuusemunvana evenviufianusoazaslaly
MnanaNsara1eUsung 250 dadansvsetosndt Tt pH daus 1 - 7.5 Ngaungil 37+1°C g
Woe 3 A1 pH lnedesdidnuinaniiy pH unwedagls pH-solubility profile Mignsias F1uIuan1
pH  N13EAIINITANYINITAZANEUUAINITOM IALAYDIABANWULNITUANAIVBIAIBE1A Y
(lonization characteristics) A981918U Lo pKa V9IMIERAYVINAU 3 — 5 AITANYINITAZANET
pH = pKa, pH = pKa +1, pH = pKa - 1 g pH =1 Wag 7.5

5.2 nsalfgdAyiinBuriiuadgs dudeyaiuansiidsunnisgaduen
Tuau (fraction absorbed) > 85% 1ne3% mass balance #3935n15ANY1 absolute bioavailability
wonANtueIalgIsAnwINSTUNIUNsElElnedsnidumaden loun ns@nw in vivo intestinal
perfusion lunywe %38n15@NW in vitro permeation lagldillaitaaldndnaanuivesnunsedn’d
naildlaldisndumaienadeauanifieninuianauvesisns (Suitability of methodology) Al
AITINNINTINAINS UL aAIB UAUEN 591989 U TdRduNSTUR Loy 85% Hazoiald
Wunaeuneluililudiuusenau loun ns@ne in vivo or in situ intestinal perfusion Tudninaass
=) =2 . . . 4 . . M v
%30 NSANYI in vitro permeation lagld cultured epithelial monolayer walignansaldianig
msfinwludainaasuay cell lines Wit Wudayaaiuayy

5.3 nsdnandaeiendinisazates Wdudeyauaninisuanudessaendfala

Liivoandn 85% vesUunuiisey (labeled amount) Aglwaan 30 w1l Favinsneaeuludings

'
[y

nsazateNnIenu 3 ¥dn (WU pH 1.2, 4.5 waz 6.8) NRUSHIAsVAAU 900 fadans aeld paddle
apparatus denTU52 50 rpm 39 75 rpm 139 basket apparatus 8m31152 100 rpm ﬁqmmﬁ
37+0.5°C wiaudayatUSuuisunsmluaninisazany (dissolution profile) veenadnsdineignandayin

witlounureINansuge19Blaelans similarity factor (f,) = 50

’ Proposal to Waive In Vivo Bioegivalence Requirements for WHO Model List of Essential Medicines Immediate Release. Solid
Oral Dosage Forms (Annex8, WHO Technical Report Series No.937, 2006) Guidance for Industry : Waiver of In Vivo
Bioavailability and Bioegjivalence Studies for Immediate-Release Solid Oral Dosage Forms Based on Biopharmaceutics

Classification System, CDER, US FDA, August 2000
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amount) nelunian 15 wifivietosnin Ssinnsmeaeulusinarsnisazanediinaiu 3 wia (gu
pH 1.2, 4.5 uag 6.8) fUTUIMTWINAU 900 faddns Taeld paddle apparatus Afign31153 50 rpm

w30 75 rpm w3e basket apparatus §m5153 100 rpm figamaill 37+0.5°C nanduiviadesvzion

WiguwhiulagldsndudeauSeuiisu similarity factor (f,) Lagnsiuansnisazaney

19 6 lunsdidududediiznisles wWelinisujuiRaussifeviiluludieniu

Soufor TavSnseaznssunisemsuazendudivunisnisuu

Useme a4 JUN 15 89MaU WA, 2550
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