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1.2 dwdsenau Tu 1 vial Ysznaumeien Tigecycline 50 mg
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2. puaNUANIamAila
wamsmsafﬁLﬂiwﬁ@mmmﬂulﬂmu finished product specification wag Specification of Active
pharmaceutical ingredient (AP) #8198931nLad¥i1Tvatuifeafu deldannsidouieditnay
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unsgrunduinfulasifunds muUssmansensnasIsuay 13ee seYMae) we. 2561 aatudl
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2.1 Specification of finished product: USP43

48 | Specification of finished product Acceptance criteria (USP43)
1 | Identification
A: HPLC Complied with the finished product specification
2 | Assay 96.0 — 116.0% of the labeled amount of Tigecycline
Uniformity of dosage units Meets the requirements
4 | Particulate matter in injection Complied with Specification
- 210 um NMT 6,000 particles/Vial
= 225 pm ‘ NMT 600 particles/Vial
5 | Sterility Meet the requirement
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48 | Specification of finished product Acceptance criteria (USP43)
6 | Bacterial endotoxins NMT 1.75 USP EU/mg
7 | pH 45-55
8 | Organic impurities

Tigecycline open ring NMT 0.15%
Tigecycline 12-oxo-11 hydroxy NMT 0.5%
Tigecycline related compound B NMT 0.7%
Tigecycline epimer NMT 2.0%
Tigecycline quinone analog NMT 0.3%
Tigecycline tricyclic analog NMT 0.5%
Any individual unspecified NMT 0.2%
degradation product

Total degradation product NMT 6.0%

2.2 Specification of Active pharmaceutical ingredient (API):

D) Specification of API

Acceptance criteria USP 43

1 | Identification
A. Infrared absorption

B. HPLC

Corresponds to standard
Corresponds to standard

2 | Assay (On the anhydrous basis)

97.0% - 102.0% of the Tigecycline, calculated
on the anhydrous and solvent free basis

Residue on ignition NMT 0.1%
4 | Organic impurities/Related compounds
- Specified unidentified impurity NMT 0.15%
- Tigecycline open ring NMT 0.020%
- Tigecycline 12-oxo-11 hydroxy NMT 0.15%
- Tigecycline related compound B NMT 0.25%
- Tigecycline epimer NMT 1.0%
- Tigecycline quinone analog NMT 0.15%
- Minocycline NMT 0.25%
- Tigecycline tricyclic analog NMT 0.15%
- Any individual unspecified impurity NMT 0.10%
- Total impurities NMT 2.2%
5 | pH 1.71~82
6 | Water determination NMT 2.5%
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D) Specification of API Acceptance criteria USP 43

7 | Optical rotation Between -240° to -215° on the anhydrous and

solvent free basis

8 | Bacterial endotoxins NMT 1 USP EU/mg of Tigecycline

NUNBWA - * U8 Uniformity of dosage units TRLLULDNANTWANISIUALLBEANAN1NIITIATIZHA WA
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- Drug substance specification #1315U193101UTLAT18WV09ENER drug substance w3o Tu
AR89 drug substance vesgndnendnsazy atulaatunils Fallinsnsralinszvinsunn
hdeiivun

3. NM5UTLLEUAIUTZANSNINGa51A1 (Price Performance)
TWALLDYANNULENETS 1589 NSUSELIUAIUSEANSNNEB51A1 (Price Performance)

4. wnansildlunmsiansun
wnansildlumsfinsanunmeliFedduenamieussymnsavenasmugiy folui
1) duenasiiven mwlng way/vMsenwidingy
wurewn: lunsafiflderfuuuvazdosiionarsuanstevdldvoseiiiiunisusesain
dfnnunnenssunsemsuazen Awansieniuditevdld demssets fevulfidoushiuen
fusuulumuneenildlumsinuuiniy uasiimsssydornudeunsldonliluwenansiiuen
2) dunenansuansdonnuuuamnuesnuurussy (Wewaenaessn) audildduneideuls
3) duundvetunsdouiiuen (Wuu v.e.1 e o.1) AsUNNTIEN WiausatiBunAuENBAEIANIE
19481d 1159 jUN Az TorNUAN1AT§IUVE938n15AT181e (Finished Product Specification and
Analytical Procedures) fitungoul Tnefasdnedamsueniivszmansensaanssuguiusemse
Inindnusenie
winewe: nsdifegseminsendsuuaudlyisinssiuazdefmununsgiuliaeandomn
fMseniilsemeasuseamdeddgareditneunmuenssunisemsuaren uuudiundve
uiluwdsuudassisnislungifousiiue wuu ne. 9) wie duundveuiluudeuutasienisly
nzilwisuen (Wuu 8.5) umdauriusie
4) ﬁ%uﬂuﬁwﬁ’mmﬁwxLﬁaw‘h%’um (LU 8.2 %39 v18.3 Y50 V.4 %39 8.2 UduAnsel)
4.1.1.n3d@ifewdnlulssnalng (e.2)
4.1.2 nsdiflemituiensutsussylulsemelng (e 3)
4.1 3.nsdionhdranneisUssne (e.4)
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WasuwlassenslunsSeudisuen (wuu n.e. 9) 3o duurdweudlydsunuassenisly

nedouiSuenfeiuiiusyyauasanuiingn (W o.4)

5) dumiideiusonnsgIunIsHAneIMUNANINUNISNsAAlUN1SHAREN (Good Manufacturing
Practices (GMP)) lumanfAgadostueniiaue (@Uuagamuseunsnsiraeulnedieglugiia
ms3uses) Inedosszneudie
5.1 dwmisdeiusesnnsgunisudnermundninasiisnsfinlunissaningiudenddy

(Certificate of GMP Active Pharmaceutical Ingredient (API))
L éhLu'mﬁ’aﬁa'%’wsaammgmﬂ'ﬁNﬁmmmwé’nLﬂmvﬁ%msﬁﬁlumswﬁmmﬁmﬁ’mfﬁme‘hL%ﬁ]gﬂ
(Certificate of GMP Finished Product)
6) lunsdfunindrandassina guandeadidnumiadoduseawdndns (Certificate of
pharmaceutical products, CPP) #38uil4da3usan158 11Uy (Certificate of free sales, CFS) Tu
mnpefiaueney aduanganuseunsasndeulneinasuseaditiulssnasemasan
7) wmsgruvesdaimuaguniwingiuiienddey (Active Pharmaceutical Ingredient Specification)
waznanfueiendniagy (Finished Product Spedification)
7.1 duuiasgruingaudiendifny (Active Pharmaceutical Ingredient Specification) ka
u1RsgIuUNEnAusiond11393U (Finished Product Specification) Tnt sy yfi13181
(Pharmacopoeia) ﬁi‘ﬁé’ﬁqﬁqmsfimevﬁimmms%')ua&mﬁaaﬁaqLﬂulﬂmmﬁaﬁmummy
mmmumaammmwm“tumﬁm‘lmmﬁmwmmuﬂs EAANTENTNABTUAY 13095815181
7.2. &1 drug monograph ‘uaqmmmmﬂm (Active Pharmaceutical Ingredient) Waznansusien
d5a3U (Finished Product)
7.3. n3dlfiingAudend1fy (Active Pharmaceutical Ingredient Specification) #3oNaM A 8N
d11593V (Finished Product Specification) Liusinglusiisen (Non-official pharmacopoeia)
domanmdinguheiinesgpuvesmsiesgiidulumadeniedelaseluil
7.3.1 e munuazmsIuveIm e esilusnevessemaiiduaindnuves The
International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) %38

7.3.2. 00MMUALALUIRTE NI UATIERERER (In-house process) Tidanndasiy ICH
Guidelines %30

7.33 o munuazinmsgumnluvesmsieneidnmualilusise ssenla ssemids s
UsEMANTENT AN (309 SEYen dmduguuuueniug (General requirement
for dosage form)

[

wuewmeg: JemmuagunningAudiend@fey (Active Pharmaceutical Ingredient Specification
) wazndnAnsiurdiagu (Finished Product Specification) fioad1edaaindisieatuuazaty
Weatu sniuldnsdifisefidermunuazuinsgiureinsinsisiiany ngauienddy vie
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8) duumiladEesusemamsIAseii (Certificate of Analysis (CoA)) Inefoausenausne
8.1. duunuilideiusesranslinseingfiusiend Aty (Certificate of Analysis of Active
Pharmaceutical Ingredient (API)) lngsnaUsenaunie

w

8.1.1Ldwwmilsdedusesmansinseingiusend iy vesunanTngaudendidny (Supplier)

o

<

8.1.2. dnumildesusosmamslinTgningaufendifty vesndandnfusiondsagy
(Manufacturer)

8.2. dumtideiusesnansiiaTsindndnsiend sy (Certificate of Analysis of Finished
Product) venanndnsiaeiendnsazu (Manufacturer)

8.3. nanstudunruduiussewiniunisuanvesingiudendfy (drug substance) uay Jumis
wAnvenAnfasidSagy (finished product) Aldlunisuaneguiidsey

9) @LUBNENTHAMINANIIANYIAILAI (Stability data)

9.1. dwenasUANINANIIAN®IANUAINITEELE17 (Long term stability data) 91U 3 Jun1s
HEn

9.2. dnuENAUARINANIANWIAINANTUANTILISY (Accelerated stability data) 7uau 3 Ju
NIWAR

9.3. dunenansuananisAniuaniinerannsavinuiadaeld 1 ¥a /dAuanasyansaa
M3shw (nsdledin) ()

9.4. nsdhugniidesazarn/Feneneuld Iidnunenasnanisdnwanunsiavdimsaransuas/
%39 WWe/mdndald lusvihazatenieg asudiunazaenndestuianalsiifuen (In use
stability data)

10) dwuisdesuseanandnaiendsagy (Certificate of Pharmaceutical Product) lawizensiidnun

Tulszwalneg

11) dwnangiuanuanyavewdningien (Bioequivalence) Ingnan1sAin¥innuauyavemansuei

81 (Bioequivalence) tuluniudofiivun ASEAN Guidelines for the Conduct of Bioavailability

and Bioequivalence Studies %38 flan13AnwIIUszaAnSaLardIauyavTeNAnTUIE1 NTINTI

a151500g0 TngantunSomenuAnnauyaildsunissusesan didnauennssunmsems
wazen atutlagiu (nsdlldlyensuuuy)
12) dunmlsdesusesnsgrunisufiRnundninasiisnisialuiesd §UAnng (Good Laboratory

Practices (GLP) lunsalivinn1sfinunGranyaiisneusine

13) dunididesusownsgiunisiivineilasnszangeimamdninueiasmeialunisifusnuiuas

N3231881 (Good Storage Practice / Good Distribution Practice (GSP/GDP))

14) fiauesnpeddsnegeensgnoy 3 mhuussium

15) dnunmisdesusonnasguiesuiinng IS0/IEC17025 Tusmoniseriiaue (E73)

16) dunenansuansdeyan1slaiunisussylu Green book veensuinenaansniswnme (Gnil)

17) dunenansuanadayanislasunisussylu Orange book ¥ea Thai Orange Book %38 European

Medicines Agency (§13)
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18) n3dilaldendunvudosuaninisfinviussansnmandouasdudate veenlulszmalneioudiou
AUSIMULUULALARUN IUINTATNNATENNE

19) MIBUTNAZUFITUNUNIUALYUTENAANENTIUNITHAUITEUVEUAIR 1309n09Ta3 855513188
MSEIETNNSEE VR IUTENALNg WA, 2559 v3osEssINBuY Tidonndostuusyman (@)

5. [aulvdus

1) ewesflongmdslitosnin 1 U fuainiudidseven

2) vwnavnskaniidweuliunguinisunndrasiesdnumisdosusemanisins s (Certificate of
Analysis (CoA))

3) fuisszfedlubusensudsuniiienlndnuneiguiedioiansidevanimieufmunmusiuam
N

4) mnguénisunngmudgmemnimannandusiuasdoinsdmsiaioiangiguam feming
wanfausignasluguiavevalitelunsiinseinanmen wagdwnlusuuiignguiiasesiay
wngugnIsUNNgY

5) fenenmduie)Busenlsionidndyanounsutmun fa
5.1 wvindimsguesadinnginnnsiinemaninsunndudnanisiwsziliduluanuannssu
5.2. nsdindnfasiensilnignEenifuiunniiesmalnsdinnuansnssumsemsuazen
5.5, ﬂsmwuﬂmmﬂmmwmnwammwawmwamaﬂiuawﬁwau,aumwﬂaamnsmawmamimum
5.4. nsdifinanssumsindunssuuazmstitadngreanaintyler audnsunngwesnidnnis

Atoenlundadnly

muxniiumin’mumiwauLﬁamLLauQmﬁnwwLavm Q
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wuuUseLiuAUsEaNS N Ras1A1 (Price Performance) Useunngsadl

s umiin (5euaz)
Launmuazauau AN lulselondseniesvnis 80
2,971 20
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1. auamuazauauianidulselevddoniesnyms (Gosaz 80)
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inausinsUsEiiununREnAusiendeaniiny AZLUL
n. 52.&@23:&%._ (General quality criteria) 20
1) IATFIUM ARGV NINATAIBNIAR N TREREN 1.5
2) WRsHUIRRAUMENdARY (Active Pharmaceutical Ingredient Specification) wagsnnsgu
nansTuated@n593U (Finished Product Specification) 3
3) 119IFIUNVRIUGTANNS 2
4) wespuMaAUinYILanITIEEIAmMEnINAISMINRUNMaALYLAENTENEE (Good
Storage Practice / Good Distribution Practice ; GSP/GDF) 2
5) UIAIFIURENTUN 7.5
6) AuautinBeUslevidenmsufiinu 4
. 524.5.23252;« (Specific quality criteria) 80
1) waigauRun mviadeiuTemansImIIed (Certificate of Analysis ; CoA) 20
2) WaNgUAMAINNTANYIANAL (Stability data) 7
3) WagUUANNNYRINMTLLUTIITIANNAE UsTafusinazaain (Package & Labeling) 3
4) euviniienlunisiidasnwAuen@uluy (Therapeutic Equivalence) 25
5) n1sfinw/Adeneedtn 20
6) FLUUBUTUNAINIIUFITUY UANTINOIU 5
AZLUUTIN 100
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. 52%_@235&%_._ (General quality criteria)
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EJSMMJ.ZDJMEWSQJSJES%\:_.:nz.sam:.d.m.sm.w::)mzmseg (AzUUUTIN = Y9 1.1 + 1.2+1.3)
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1.1 Certificate of GMP Active Pharmaceutical Ingredient (API) luvsianeniiausvie atuanan
= ) o o o A < =
MUTEUMSATIVdaUlAEINaS USRI TuUSE NAUSENIATIAY/AnLden (iAanvaladenily)

0.5

1.1.1. 165un135U589 GMP-PIC/S 910 PIC/S participating authorities 38 cGMP

0.5

1.1.2. 195UN155U589 WHO-GMP %158 %38 cGMP visaiisuwin Tunuisaitneitesiu APl

0.1

1.1.3.195un135U589 WHO-GMP %38 cGMP wisatiisuwin ualiszyvuiadaau / Lifilenans
wanIN135Uses GMP (liersas1)

0

1.1.4. 1i5un135U583 GMP-PIC/S vi58 WHO-GMP %38 cGMP iviuaangnsuiuusemealsznin
5101 wagliflionansuaninistuvereniy wia liivdnguuansiunaeeny (lidersasn)

1.1.5. lail@Sun1ssuses GMP-PIC/S %58 WHO-GMP (laiiwa15a47)

1.2 Certificate of GMP Finished Product lumnagiiauauig atuaiganiuseunisnsivaeulay
Y, = o a =
fnasusestaiulssniAuseningen (@andaladenils)

1.2.1. 195un155U583 GMP-PIC/S 910 PIC/S participating authorities 58 cGMP uay/v38
ntldosusowndnium (Certificate of pharmaceutical products) 310 PIC/S
participating authorities luvanaenfiauee (nsdonindn) vieldsunissuses GMP-
PIC/S 91N@UINMUANZNTINNITDINITUAZYN

0.5

1.2.2. lAFun133U583 WHO-GMP %38 cGMP 81 Usemegudn lumnaiiiieadesiu Finished
Product waz/uw3e nildesusaswadnsium (Certificate of pharmaceutical products) Tu
MRINEUYIY (NTEIUILL)

0.1

1.2.3. 195Un1335U389 WHO-GMP usiliiszymnataau (luwersas)

1.2.4. [i5un155U583 GMP-PIC/S %58 WHO-GMP %38 cGMP inusangnawiuusemealsznin
511 waglifilenansuansnistuvesienny (luwersas)
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dansén
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1.3 nsdinidusniuthanmeUssne desldiumikdesusesndndust (Certificate of 0.5
pharmaceutical products: CPP) #3auntidesusan1simune (Certificate of free sales: CFS)
Tumnagiliausne
1.3.1. CPP w3 CFS atuaan (a1useun1snsI9aeu) nsdidengilorgnisivsesdsiudsena 0.5
Usznangin viseusindslulsemelne
1.3.2. laifl CPP w30 CFS vide il CPP / CFS iviunony 0
2. | masgIngAuaendAty (Active Pharmaceutical Ingredient Specification) wag 3

WnsgIURAnAuTiE1dN3a3U (Finished Product Specification)
Aorsmsnena1snmstunsidoy (asuuysan = 99 2.1 + 2.2)
2.1 wasguingRusitendfisy (Active Pharmaceutical Ingredient Specification) (t8anvalava 15
%ils)

2.1.1. nsdllésunissusestussen (Official Pharmacopoeia) (iGandaladani)

1) §1989 USP, BP, Ph.Eur, IP JP atugiga (muenansiivunsideul’) wazmsdrededu | 15
sosiiudlelunzidousmivewd (lo.5 7 ov.ovi)

2) 81383 USP, BP, Ph.Eur, IP JP atfudnan (muienansiitunzideuls) vieduudlaly 0.75
naidoumiueud (1 0.5 18y ee. melu 2 Yuadslailéunsoysi® uazuuiluneu
TuUsENINTIAN)

3) 81982 USP, BP, Ph.Eur, IP JP adulmindiusznia seysnsien wazuilulunsideu 1
MfunFeudesud (le.5 7 ov.oulR)

a) §83 USP, BP, Ph.Eur, IP, JP atiulmindiuseme seyssne uasBuudlalunsifeou | 025
f¥uguda (@ o5 M8y oo, melu 2 Juadslailizunseysi@ uasBuudluieutu
Uiznansnm)

5) 91983 USP, BP, Ph.Eur,, IP,JP U miindnUsene seyisen waswnluly 0
el usiueud wide lildduudlylunsdousiiuen

6) 1981 USP., BP., PhEur, IP, TP, JP (@ffumussenit sum.Uszne) wasuilalu 1
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Fan3én
inawsin1sUsliunnREAS st deaniiny AZUUY
7) #1983 USP. , BP,, PhEur,, IP, TP, JP @Uumasihsnen?l sun.Uszma) uazBuudlaly 0.15
vzidoumivewd (1 0.5 Ay e, melu 2 Yuddsladlifuniseys® wazduudluneu
TUUTENINTIAN)
8) €184 USP. , BP., PhEur, IP, TP, JP (atfumissisnenit sum Uszne) uazudloly 0

] o v N Y v D. o
NELUHUAITULTEST A8 NMNEQQR%N@A,:.SNrdmﬁsqmdm\_

9) PuBINTERTUAINIIUTENERS1e1 (ldinasa)

212, ﬁgsmwé&@%\_ﬁom_ng Pharmacopoeia vosUseimaiduanndnues The Interational
Conference on Harmonisation (ICH) (iaw7eas % ICH 7 Official Pharmacopoeia
harmonization @& USP, BP, Ph.Eur., JP., Ph Int.) v3eUafiviunuLazannIgIy In-house
process fidanadeafiu ICH Guidelines waz/u38 Pharmacopoeia General
Requirements (Gandaladonils)

1) 972984 Official Pharmacopoeia 109UszinAdun ICH wax/%se In-house process 7
donAansiu ICH Guidelines %38 Pharmacopoeia General Requirements atiuangn
ynie wazunlulungsideusmsvenseuiosuwad (e.5 9 ay.0ln)

2) 91984 Official Pharmacopoeia 183UsEmA@LITN ICH Waz/13e In-house process # 1.25
#9nAADINY ICH Guidelines #30 Pharmacopoeia General Requirements auulual
NUsEMARSIEN sun.Usena ynte weswnlulungileumiveuwas @e.5 9

98.01i%)

3) 91989 Official Pharmacopoeia 189Useineaun®in ICH Waz/u3e In-house process 9 0.75
@9nAABINU ICH Guidelines #58 Pharmacopoeia General Requirements aUuua&a
wialminduszmaisend sundsznia yashde warbuudlvlunsdeuiiueuwdn
({ 8.5 Mgy 0. Moty 2 YuadslildSunsensdd uarduuiluneuiulsenmaman)

4) 91984 Official Pharmacopoeia 193UsemAauITin ICH Waz/138 In-house process # 1
danAaBINY ICH Guidelines 438 Pharmacopoeia General Requiren.,ants auumal
Uszniamsend sus.dszna yaade wazuilulunsifousmiveuwa {e.5 1 o8,
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nziloumsuen @ 8.5 N8y v, nelu 2 Yusdalulasuniseydl® wavtuwnlunauiu
Usznangan)

Fon13dn
\nausinsUszIfiuAnNWHAR ustETa sty AZLUY

5) #1989 Official Pharmacopoeia ¥@Ussneaundn ICH wax/v3e In-house process i 0.25
ganAfeanu ICH Guidelines %38 Pharmacopoeia General Requirements_ atuay
Usgmiamsend sundsena yovhde wavBuudleluneiSewhivewds @ .5 fidu
o8, melu 2 Tuadslailaunisewstd uardundlunoutulsenasian)

6) 91994 Official Pharmacopoeia 183Uszineaun®in ICH waz/13e In-house process i
@nARBINU ICH Guidelines %38 Pharmacopoeia General Requirements atuanan
aolnmini1 wemuUsznmea .

7) #1984 In-house process fidanndaafiu ICH Guidelines muUsznadiseueswde 0

8) 81984 In-house process fidenAdaiu ICH Guidelines sniUsznassen (i 0
NA156007)

9) In house process gamaans/luifuluna iCH guideline wiealifin1stuudly (i 0
N15841)

2.2 snasgrunandiusiendniagy (Finished Product Specification) (iBandaladauide) nsdliiog 15
senINMTUEIULUaUAIRMF R U LUENT SUTaF NN TYeUATY (WUU 8.5) 1w Tau
finished product specification lpgvaunlunouiulseniauseninsin/Anaen uagslunu 2 U al
JuY5¢NINTINI

2.2.1. nsdiléifunssuseslusisnen (Official Pharmacopoeia) (i§andalndanils)

1) §1983 USP, BP, Ph.Eur,, IP JP atugiga way [n3untseydiilungilousmiveu 15

2) w84 USP, BP, PhEur, IP JP atfug1ge uas agszudnsduudlslunsdeudnsuen @ | 0.75
8.5 ity oy, melu 2 Yuadsliliunisensid uasduuiluiauiulseninan)

3)  §1984 USP, BP, Ph.Eur., IP JP atiugnan udth luldduuslylungidousi¥uen 0

4) §1983 USP, BP, Ph.Eur., IP,JP atuluuinaiuszniassysnsne was [asunisaydiiu 1:25
NLJeUMIUEIUET

5) $1483 USF, BP, Ph.Eur,, IP atiuluindiussmaszyinsen uay egsewinaduudlely 0.15
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81983 USP, BP, Ph.Eur,, IP atuluunanssmaszysingnen wid lulgduudlalu
negigusiuen

0

81983 USP, BP, Ph.Eur,, IP _suusgmaszysinsien waz [asunisayailunzileu
AFUIUED

81984 USP, BP , Ph.Eur,, IP muuszniAssysingen wag agseninsduudlylunsidou
mFuen @ 8.5 1y o8, Melu 2 Yuadalilasuniseysd® uavduunlaneuiudsznin
31A1)

0.05

9)

81989 USP, BP, Ph.Eur,, IP mudszmaszyshsnen wadelulaidlylunzifousiuen

10)

8198993615181 USP, BP, Ph.Eur,, IP usiatiusmnin Ussmaszysisien (Liwansan)

222,

nsailulasunsiuseslusingen (Non-official Pharmacopoeia) 11935 1ufBm3
Official Pharmacopoeia yosUsemefiduaindnues The International Conference
on Harmonisation (ICH) (iwizUszinaaudn ICH 7 Official Pharmacopoeia
harmonization A& USP, BP, Ph.Eur., JP., Ph Int.).) ¥38vamuuauwazannsgu In-
house process fiaenndoeu ICH Guidelines waz/v3e Pharmacopoeia General
Requirements (sdandaladanil)

1)

97983 Official Pharmacopoeia 109Uszeid@uLN%n ICH way/wse In-house process 7
@9nAaBINU ICH Guidelines %38 Pharmacopoeia General Requirements atuaign
ynvida wavudluluneleumsuensausasuda ({e.5 1 ov.0yilR)

91984 Official Pharmacopoeia 103UsgmNANTN ICH Waz/u38 In-house process

aanAaesiu ICH Guidelines 38 Pharmacopoeia General Requirements auyUiusi
n9UsEMAR e sue.Usena nvite  wazunlulungieusmsveiual @u.5 A
08.914R)

1.25

91984 Official Pharmacopoeia 109UsEmMAaNITN ICH Waz/u38 In-house process
@9nAABsiU ICH Guidelines #se Pharmacopoeia General Requirements wtetm.qms
viselmindrszmasen?t sun Ussma yovhde warBuudlalunsiousmiveudn
@ v.5 7By 8. Moty 2 Yudliléunsewsi@ uazduudlonoutulszninsa)

0.75
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4) #9849 Official Pharmacopoeia 13UseineaNdn ICH waz/%38 In-house process 7 t
@anmapsiu ICH Guidelines %38 Pharmacopoeia General Requirements auum
Usemam e sunUsena yavhde wasudlvlunafousivewds (o5 7 o,

DU3IR)

5) 972483 Official Pharmacopoeia 193UsziAan1Tin ICH wag/%3e In-house process il 0.25
aanAaBINU ICH Guidelines #58 Pharmacopoeia General Requirements_atumal
Usgniamsend sunUszme ynvade warBundlulunsifousiueuds @ o.5 iy
ov. meflu 2 Yusdalailéunseusd uasduusluneuuuszniasan)

6) 1984 Official Pharmacopoeia ¥89UsEmAaNNTN ICH waz/%38 In-house process 7 0
donAdesfiu ICH Guidelines 38 Pharmacopoeia General Requirements atuaan
viielnsindn viesnuusema usluladuudlylunsidesiisuen

7) #1984 In-house process fidonndasiiu ICH Guidelines mMuUsznasIsIEIvIaFde 0

8) #1984 In-house process fidanndasiiu ICH Guidelines snirusymasisne (i 0
NINTOUN)

9) In house process luaenmAdos/liifuluas ICH guideline vdelifinsundly (i 0
NITLN) ,

3 | imsgrumaviesU{iAnas ISO/IEC 17025 (iFandaladanily) 2

3.1, 1§5Un13¥uses ISO/IEC 17025 Tusiemsendiaue anmihenuiusesividete wu 2
nsAnemansmsuwng [Wus wasinismeadeuasunntianumendaded sun.Uszme
aeavulmini

3.2, l§5un13¥used ISO/IEC 17025 Tusmemsenilaue yrsatamusmseiiensds (6757¢7: 1
avulmind1Usema syysis1e1 nmhenususesiindedie Wy nsuinenmansmsunme
s

3.3. lailé3un1siuses 1SO/IEC 17025 Tuseniseniliaue 0

3.4, WusnihthansmeUssmatilsfunsiusesnmsgiu 2
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WIM3F1UN155U89 Good Storage Practice / Good Distribution Practice (GSP/GDP) (sidan 2
vialadonile)
4.1. 1¢3uns5uses GDP-PIC/S Mnmiheaudusesdiundedie wu SGS, BSI 2
4.2. 13Un35uUs83 WHO-GSP+WHO-GDP a1nwiisauiusesfiundetie wu SGS, BSI 1
4.3, l§¥un13¥Uses WHO-GDP annmisnuiusesiiuidedie wu SGS, BSI 0.5
4.4. l§¥un13¥uses WHO-GSP anmibenuiusesfiunidede wu SGS, BSI 0.5
4.5. laileisun135us09 GSP %30 GDP 0
wnsgunAniel (Gandaladonils) uas 5.6 vie 5.7 i35
5.1. Wuesduwuu 2.5
5.2 WHO List of Prequalified Medicinal Products 2.5
5.3 999Mseiiisede oglu Green book w1 - YJagiu 2.5
5.4 nanTITAATIEieRsIving 3 Lot. @insemaiiesgiiasunnidenusiiseniidneds) ne 25
vioaUfuAns ISO/IEC 17025 Alailgiuan
5.5. lifulusuide 5.1, 5.2, 5.3, 5.4 0
5.6. uefleglutiyTnenisendmiusnulsafifinnadudou mmidsmmmmnmitedoigmmsindatais 5
waznsuIMIIWARMIATY nautiy@nansil nA(N19)0405.0/050764 asiuit 24 waAdneu 2560)
5.7. Liuglutydnemserdmiuinunlsafifanududou mmidssusnmmetedotymmiadoinun: 0

n3uUimswagn1aTg nsuyBnansil nA(N12)0405.0/050764 aeuil 24 waASnieu 2560)

wad &

' a wa a <
6 | anautandaystleyddanisufunau (Fentaladaniy)

6.1. nsmedin Jastunas Uastunnuau (Bentvelatenis)

6.1.1. dmmaﬁtdmmabgﬂm@scrrm DwgtJSM&Jirbmdﬁgmd ) e \ﬁm@&@ajﬁj Su._& ADMM:
ﬁgswﬂgtgmﬁsgmdmedv rrmetagﬂmudﬁﬂtdmmw_bmcﬁﬁsZt ATUMY

S v @ D._

5_3 1 ASUSIUY

328:%53&::.2% fiaanseyoen Lot No Judueny yne viuleeges (unit dose) uae

aeuzﬂzadmézwﬂcm«&%:m«aEméE«Ssd

wrs A bons o TR
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6.1.2 \Jugdialivussquas wisistasduuas (nsdiinasgrundusisuszy) waz/viellasiy 0.5

Aty (nsdnesundsiniusyy) Snsussyluussytasimumun udlifinnsseyliv
U339 seuwgluenasiiuen

6.1.3. Eﬁmgscﬂﬂa:za% xajcﬂﬂtcﬂgegm%é e Smm_gsmﬂagm%dcmes 3
Yoafupnutiy SMEEE@éSm&sddmeS zwgaec&@% Lot No u:wc@é VN9 NuIBEoe
(unit dose) AsuB ualid Fadnwsitanunsadvseuugiae

6.1.4. Smﬂcdﬂamﬁ:&ségsmaéﬂdm\é Aséﬂmé:&ﬁsemu&m,\,_ﬁé amu& mmiw_éa@ 2
&1 (Fon 3, Foen, AILS) N9 Miieeee (semi- unit dose) Hazd Fasnusfiensnsatus
gIUULIAEN

0
va o

6.1.5. UTIluUTIYTIMUINATTINATUGIU (unifrualuauaudinaly) wazil aansey 1.5
WoEn (Ton13MN, Fou1, ANULIY) VNG NIBEes ( ueilaidl FdnwInanTa
U 1udngn

6.1.6. UssqluLTT IS UATUT Ui vuslunuaTRT L) 1

6.1.7. Ussyluussyfusiliiasunumnasg sy (Muiidvuslunuaud@ily) we litesiu 0

was (nselinasgrunduiniu seylesiuuas) (iwansmn)
6.2. n3fienan /emih/endug (Fendelatends)

6.2.1. \fugifussyinsinuiinduiiussyasuiiu vng wietes (vial/ampoule/viaas/ 4
) m%ﬂé&.@% Lot No mcmc@é N9 vhegey (unit dose) ATUNIUY
6.2.2. Huifussafausinuiinduhiusey asudiu awz el (hdea) 2
6.2.3. \ugniifiussaiausinumindusiussy linsuiu 0
Fon3hn
inausinsUssiiunuAWHARAusiEYaaiity AT
9. 52&523252;« (Specific quality criteria) 80
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zgﬂmamsegssmammmcm%zm:dm:ﬂd& (Certificate of Analysis ; CoA) 20
(AzUWUTIN = Y9 1.1 + 1.2 +1.3+1.4)

1.1. anudiusvemangalnunwmiidosusemanisiiasieisendrfey (Certificate of

4 v 2.5
Analysis of Active Pharmaceutical Ingredient) Qmma@m?&m&ﬂ&

1.1.1. COA Tmgdiu {viaves Supplier uag Manufacturer waziluingAunudnguinieai 25

1.1.2. §an1¥v4 Supplier kay/w38 Manufacturer vise Lilygunsuanisieniu 0

1.2. Hafigatnua wviiideaiusearamsliasieiismendifity (Certificate of Analysis of Active

o a9 o .5
Pharmaceutical Ingredient) (Gandaladanis)

1.2.1.59/U Active Pharmaceutical Ingredient Specification ynvhta fwes Supplier wag 75
Manufacturer uagiimswaninaluguwuuiuay fuav (Uas/ viauanivanIsan szl
UNTeIYY impurity fa11sanaunusiualaiYu Below Reporting Threshold (BRT)
%39 Below Detection Limit uaziania) Reporting Threshold %39 Level of detection
luluaimsizsien) saviu 9te Physical test, Description, Appearance, Identification

1.2.2.099AU Active Pharmaceutical Ingredient Specification nn#1a ¥83 Supplier ¥3a 6
Manufacturer uagilmswananalugunuusiuay (uas/visuaninanIsaasieiluuiiade
LU impurity Aaasanaunusalaieh Below Reporting Threshold (BRT) %39
Below Detection Limit Uaziania7 Reporting Threshold %39 Level of detection [ulu
FAT1zvEe7)  8nvdu Wve Physical test, Description, Appearance, Identification

1.2.3. @53fiu Active Pharmaceutical Ingredient Specification y)n¥ata 9ve9 Supplier wag 3
Manufacturer F&m:j:msﬁm,ﬁxmdpdd “Conforms, Complies, Not detected, N/A

<” 9nL3u Wt Physical test, Description, Appearance, Identification

1.2.4. n39ffu Active Pharmaceutical Ingredient Specification ynita ve3 Supplier #3a 2
Manufacturer F&mmgm_,_vmsazm?md_,rdd “Conforms, Complies, Not detected, N/A, >,

<” 9N Wade Physical test, Description, Appearance, Identification

ANENTINNIAVUATIYALIBUALALAMEN BTN IE
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1.2.5. #3317U Active Pharmaceutical Ingredient Specification yin¥ate w9 Supplier #3a 0
Manufacturer us luidedAiau Assay, Related compounds tudu dnsuansnaly

1a

sUwuU “Conforms, Complies, N/A, 2, <” (laiWa5047)

1.3. anuduiusvemaiigaununmviiidesusewanisimsziendniagy (Certificate of 25
Analysis of Finished Product) (tdandaladauile)
1.3.1.COA finished product I¥ingRusunisuadnideaiu COA Active Pharmaceutical 25
- Ingredient Specification
1.3.2.COA finished product laila¥ngauunisndndieariu COA Active Pharmaceutical 0
Ingredient Specification
1.4. waigaununmmiidesusemanisiiasziendniagy (Certificate of Analysis of Finished 75

Product) (t@andalndanils)

1.4.1. »33f7u Finished Product Ingredient Specification y)n¥te wag dn1suaninaly
sULUURIEY (Uas/vSauaninan1sains1siluuiadeisu impurity a1 sanauny
ka1l Below Reporting Threshold (BRT) #39 Below Detection Limit Uagians | 7.5
A1 Reporting Threshold %38 Level of detection luluaiAs1zvie) Bnviu ¥t
Physical description

1.4.2. #5911 Finished Product Ingredient Specification y)nvade wa In1suansxalugunuy

“Conforms, Complies, Not detected, N/A, 2, <” gAY 9D Physical description

1.4.3. »3971U Finished Product Ingredient Specification Nnte wsl luitadiAgmusiig
&1 19U Assay, Dissolution, Related compounds tJusiu finisuananaluguuuy 0
“Conforms, Complies, N/A , 2, <” (lsiwa15047)

2 | waiigatiaunmn1sAnuIAMuALD (Stability data) (iFandaladonids 2.1. wie 2.2.)

a i o % ) i 1% s ' o a ' Y]
2.1 nsdlgnndndusesiimnuasiivalald (In-use stability) Wy e1da enfinauneuld eveenm 7
Wudy v3e nMsnegeunsvinuusnsadineuaz/vse In-use stability Tusdia {Jusu
(AtUUYTIN = U9 2.1.1. + 2.1.2. 3098 2.1.1. + 2.1.3.)

1.83%0 g?ﬂh%uh ... NF ... ......... . UI¥E1UNITUNTS 2.83%0 QN\«\! N33UNS
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2.1.1.n13ANw1 Long term stability Gaandalatanis) 4
1) §insfine Long term stability fidnnazdauiu (Storage condition) aghatios 3 JUMS a

wan i \Dulumadervuslu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) n3gifianansaiunisAnuléiniu ASEAN Guideline #osuwu Stability protocol
vive wanguildiunseyiian ee. filinansAnwasuangeniidivunlivuaain ned
HAN13ANY1 On-going stability Yage wavuanwannsavinsziidudaay snciu
Wate physical description uazdivhdenisnaaeuasudou mussenfisnds (wu
USP, Ph.Eur, etc)

2) fimsfine Long term stability fidnnazdaiiiu (Storage condition) aghatios 3 JUMS 1
nan_ualiduluautervuslu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) n3difianansaiunisdnunléinia ASEAN Guideline #oaunu Stability protocol
vide vangwiilsifuniseysiaionn ee. MinansAnenasusigeiifvualiuuaain Taedl
HaN13AN®1 On-going stability Yaga uazuannan1snsIvdnseiduiay sniy
watia physical description wariivhienisnaaeuasudau musseniiensds

3) fimsAnw Lone term stability fian1izdauiu (Storage condition) agatios 3 JUMS3 3
nan 1 Uulumudeaiivunlu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) finamsAnwiasusngeiidmuslivuasn udlifinan1s@nw On-going stability U
d1gn uazuanmansnsviesziidudaiae eniuiide physical description waxil
Watensnaaeuasulou musiseniends

4) fimsfinw Long term stability fian1zdauiu (Storage condition) agetas 3 JUMT 1
nan_Uuluaudeiviualuy ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) mzmzdmngismcm\_@e;ﬂméasﬁcgmé wAZNaN15ANYY On-going stability U
d1gn wazwanmansnsviasiziidudaae sniiuiide physical description waxdl

d snaneaeuATUEIU mMUFIENTisnads

]
5) fimsfnw Lone term stability fian1izdafiu (Storage condition) eeatios 3 JUNNT 1
nan Wuluaiuderiivualy ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%

ANENTTUNIAMUATIEALBYAUALAMIAN WA Y
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RH) SinamsAneldasuangenfidimualivuaain waglidfinan1sdny On-going
stability Udga uazuanmanisnsavdnnziiludaiay sniiuvide physical
description WAzl dan1SMARBUATUSIU INNFNTIEINE19BY

6) finsAny Lone term stability fian1izdaufiu (Storage condition) lsiasu 3 fun1sudn 0
weiilulumuteriviusly ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5% RH)
mzmzdmmdg_gamcm,_mhm_,.ﬂmé%ﬁdawg3 wAZiNan15AN®Y On-going stability U
g wazuanwan1InTIieseiiluduay enviuvide physical description uaxdl
vhtonsnageuasudau mMuskseiienids

7) dAnsAny Long term stability fanzdauiu (Storage condition) pEN9URY 3 m._tzj 0.15
wan wiliduluauderiviualy ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) fxansAnwiasuangeniimmunlivuaann walsifinanisdnu On-going
stability Yange uazuanman1snsidimnziiusiaeey sniiuide physical
description uazilvtenisnadeuasudau musseniiensds eg1etes 3 Junisuan

8) innsAnw Long term stability fian1izdafiu (Storage condition) aesifes 3 Jun1s 0.5
nan woliiuluamudeniviuslu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) Sinan1sdnwasuangeniiivualivuaain uslifinanisdnw On-going
stability Uange uazuaninan1sngiaiiasziilu Conform, Complies, Not
detected, N/A sniiushide physical description waziiitonisvadouasudau mu
98178984

9) 3in15An®Y1 Long term stability Tiidulumu ASEAN Stability Study Guidelines, @nw1 0

v v

asupgsfifvualiuaan willfhidemsnaaeuldasudu mudmengisds (i
Wa1504)

agndisiualivuaain wiedl 0
st snaaeUllasUALUALF TN Tien 81 visanan A e RLLENUANN T
$1999 w30 linanInan13ns29NATITITUA
y30 laifinan1s@nen Long term stability

10) finsAnwn Long term stability fifinandsdinwnlsia

gNLIUITD physical description
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2.1.2.137n0w In-use stability Gandaladonils) wu e1da erinaunould 3

1) fidayamsnmanuasshvasaldmuiiszyluenasiiusasudiuynansazane 3

2) feyamsAnwanunshuuUnldmuiissyluenansmiueudliasudiunn 0.5

ansavany

3) lifiveyansdnwiaunssiuazlaly 0

2.1.3 MvedeuMsvinuUsA3aiingn (Splitting Tablets with Functional Scoring Test) uag/ 3
3o In-use stability (Fendeladenile): nsdenda (Tablet)

1) snuvadiaeld Winendisosuin Gnudseials) wagiinsvadeuntsinuisniadine 3

(Splitting Tablets with Functional Scoring Test) WIDHANTNAABUANAIRITBALIA
gL UIAUdingn (In-use stability testing) ASUALTBMMUATDIRITIDNDUTY USP

#30 US.FDA wag/vsa fin1svnaey impurities Tuenivinuus Inevieaujuisnis ISO/IEC
17025 lalvgndn 3 dnansAny1UsyanSHareeNvinLUs

2) wuvadineld Winendisesuin Fnudanssld) waziinsmeaeunisiutensainen 15
(Splitting Tablets with Functional Scoring Test) WAZNANITNARDUANAIF VBN
givinuUersasinen (In-use stability testing) AsUALTBfMMUATEINIIEBS 1ty
USP e US.FDA ualifinnsnaaeu impurities Tugniwnuda

3) nuvadaeld Weelifisesunn Hnuvaedelé) wainsnaaeunmsinudansadine 1
(Splitting Tablets with Functional Scoring Test) WAL/UIBUNANITNAFDUAINLAIA
vousinendivnuusndadine (in-use stability testing) ATUAUTBrUATEITII8198:
\Wu USP %50 US.FDA

4) nsgifnudadaenld Winendiseaun nudsadals) Lifimsmageunisinulsedaging 0.25
Lifinavnaaununsn uzaiinmageuauailagiesufiansvegnan
5) liiflses unly wainuuadinenls 0
2.2 nsdlpitlaisdudeinnunssvaeld (In-use stability) wiaefivuinudadine Lifidve 7

| C <
Uaglumsvinideen vive suala

ANENITUNTAIML ﬂc\e&cssmuaem\geuzsd
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M3ANYI Long term stability G&andalatonils) 1
1) fin3finy Long term stability Mian1zdniu (Storage condition) 9ty 3 Juns 7

nan Wuluaudesivualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) nsifianunsasiunsdinuiléniu ASEAN Guideline fiowuu Stability protocol
vie véngruiildfumseysiAann ee. filinamsAnenasusigeriidivualiuuaan Tned
HaN13ANYY On-going stability Yagn uazuanman1snsnTzmludaey sniy
vhte physical description uazilidonsvaaeuasudau mussendiensds

2) finsfinw Long term stability fian1izdafiu (Storage condition) aghetios 3 JUAS 35
wan Liuluanuderiviualy ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) nsdiftansnsaniunsfinwiléniu ASEAN Guideline #osuuu Stability protocol vi3e
vanguiilasuniseysfAan ee. AlinanisAnwiasuangeniifivualivuasin Tnsding
n13ANW On-going stability Yagn wazuaninan1snsddinseiiduiaey sniuide
physical description waviltonisnaasuasudau musseitensds

3) fin1s@inw Long term stability fianazdaifiu (Storage condition) agatios 3 JUMT 5.5
wan Wulumudearivualuy ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) mzm:ﬁmai\_smcmﬁe‘_m%stsﬁcg83 ualsiginan1sAnwn On-going stability U
a18a Lazuanwan1snaTviluiay sniuide physical description wagil

Y

MBNSNAFBUATUNIU AIUAISIEN7D1984

M3finw Long term stability fian1zdaLiiu (Storage condition) aghstios 3 JUNS 2.5
an Liduluamudervualuy ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%

RH) mzm:dm:.%sudmﬁegmméasﬁdgmé waliginan1sAnw On-going stability U
4189 UazuanInanInsIvneiiduiaay enciuiade physical description waxdl

N
4) 3§
W

Y

MBNNSNAFBUATUNIU AU 1518717191984

A
fin1s@nw Long term stability fian1izdaufiu (Storage condition) egatios 3 FUMT 1.5
wan laulumudeiivualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
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RH) SnamsAnwasuangeiiimvuslivuaain ualaisinan1sAny On-going stability U
agn WAZUARINAN1IRTIVIATIwMTU Conform, Complies, Not detected, N/A
gnumIe physical description LaziidiTon MA@ UATUAIU MURITIE17191989

6) dinsAnw1 Long term stability Tiulunia ASEAN Stability Study Guidelines, @nwn

=K%

AsUNEENIIMUAlIULRaTN wilitensnaaeulsinsudau aussiennensds (o
W915047)

7) lifltlenansnis@nun Long term stability (Iwarsasn)

zmﬁma:mE:Jsemgézecmmm_smzmme,_ cﬂﬁ:p_s_._,muwm;: (Package & Labeling)

3.1. M¥UL U9 e wmgzﬁmgmmermmﬁsﬂs\dtﬂ& y1Juen

3.2. MYULUINY VED) wmgjﬁmgmmermumgsm,,_sgts.dﬁsp\rdmtmg

0.5

3.3 MBUSUTIY Wae aanisieazidun NEEMQ Sgtﬁétﬁurdmtmg

anuwinwisnlunsurtadneniuendunuy (Therapeutic Equivalence): (ASUUUSIN = Y8
4.1. %39 4.2+ 4.3+ 4.4)
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4.1 Jugfunuy

25

4.2.anuWinvieniuvawndunssy (Pharmaceutical equivalence: PE) w3alndunssueasya 7l
fendfnyifeniu Nivunauess wesgliuugnsieiu lnadsnsgiutefmvuamilouiy
| " @ - =
wiaiieuwiniu (iFendaladenil)

1.2.1. Hunadiyiianuminisuiufueduuuy: fenasigaihaunsadsuunue
Funuuld Gredemudermuanazionarsigesiilunstunalouelml/eaniy wuu
ASEAN HARMONIZATION) wagflsnmsgutefmusiiteannisidenaaisveseilagns
PiaUsIesveteendlauluvingi (Oxygen head space)

4.2.2. TN AU IwNEUNSSUAUSIAURUY

' s P A ad A wvy e v v =
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(Therapeutic Equivalence)
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4.3.2. Wusduuwuuvsesnaity Nisiedenaniue lunisdesensndndumietadoylmind
AnusuAulunsidasnwfugIAuL U (Thai Orange Book)

4.3.3. lifinan155u383 Therapeutic equivalence

o as P~
4.4.@na15nnue (Handaladanile)

a.4.1. Husduuuy vie ddetdldvese muilldiueyiBandrinnuamenssunisemnauag
o1 fiuisutuendusuuidmingluusanalne wasideyadug fnsuiu ieatiuayu
nsldeegnsaumera muwwndlumsiariienasmivgimutennase iy
(ASEAN Common Technical Dossier : ACTD)

4.4.2. fiveudldvesen munlasusydfiandinauanenIsuNTaIsLaze Mieuiue
sunvunImureslulszwalne wa idulusmy wuimalunisdnriuenansmnueiniy
Jannasangeu (ASEAN Common Technical Dossier : ACTD)

4.4.3. Pousldvasen munlasuadiand1iniIuAMENIINNITEIMITUALET ABENTIEIRULUY

Yayauszaninmlunsine msAne/Ademeadin (5.1+5.2)
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5.1. ANSAN®/AWNAAUN  (tAanvalndanil)
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51.1 1AULUU NLAALBNAITNITIENIARLUNAUUTLANS N NKaMNNUaBANBUBIEN L UNIS
$hwn enudeudldveselasueysia
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5.1.2 Wugnniflienanssusesimdnlaegrdnifieniu gasiiudeaiu Ingavanuvaaieiu
NSTUIUNITHARLAEAIUANAA I Taudld Jomsseia devnuldiuinednu g1nuwuy
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5.1.3. gy MAnw/Adenerdtnaulszdnsnintazaulasnisueselun1siny a
Jausltvassn WsuWisunueAURUY
as1savnuIeie tneiin1sfnwwuunwe iUl (tAandalndanil)

5.1.3.1.33ms@nwndunuu Well-designed Randomized controlled trial
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5.1.3.2. 3msAnwluwuy  Long term follow up RCT
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5.1.3.3. 3msAnwluluy Comparative studies wuu Cohort studies (perspective)
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5.1.3.4 FonsAnwndunuu Comparative studies wuu Case-control studies (retro 6
perspective)

5.1.3.5. FsnmsAnwndunuy Descriptive studies Wuu Case report/case series 4

ooy

5.1.4  gianilgy NHANY/ATenmenatn wuu Well-designed Randomized controlled trial 1
mulsEdnsnmuazamuUasndvussenlunsing muteusldvesen wWisuieuiuen
sunuy Tudszmalne waldlasunisanuilunsasninisunnduazansisae

5.1.5. f@nw/Atenerdtn wililaSeusuniuenauwuy

5.1.6. hWifin1sAnw1/Aden19edin

5.2. Uszaunisalnisianienaiin (\Handalatanile)
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FoasuIUsEANEa I Ussdvinavesen agung
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- AUy dwsraeasinulgmenlilanasgiunundueiiu
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