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862310: Enoxaparin sodium 80 mg/0.8 mL solution for injection, 0.8 mL prefilled syr
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2.1 Finished product specification:

Specifications

U9 Test items
USP43 BP 2022
1 | Identification
A : Precipitate by Protamine sulfate | A creamy white precipitate
B : UV absorption The spectra exhibit maxima The spectra exhibit
at 231 + 2nm maxima
at 231 £ 2nm
C : Sodium content Meets the requirement Meets the requirements
2 | Clarity of solution Its appearance is analyzed The solution is clear

for clarity and degree of
color, using a validated
method
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FA Tastiitarme Specifications
USP43 BP 2022
3 | Color of solution A validate method Not more intensely
colored than reference
solution Y4 or BY4
4 | Anti-Factor Xa Activity 90.0% - 110.0% 90.0% - 110.0%
5 | Anti-Factor Xa to Anti-Factor lla 33%-53 3.3% 5.5
Ratio
6 | Anti-Factor lla Activity 20.0% - 35.0 % =
(1,200 - 2,100 IU of Anti-
Factor lla activity per 0.6 ml)
Of the potency stated on
the label in terms of
International Anti-Factor Xa
Units (IU or IU/ml)
7 | Benzyl alcohol content (if present) 1.35% - 1.65%
8 | pH 55-175 55-75
Bacterial endotoxins test Less than 0.01 EU/unit* of Less than 0.01 IU/IU* of
Anti-Factor Xa activity in Anti-Factor Xa activity
Anti-factor Xa U
10| Free Sulfate Content NMT 0.12% (w/w) -
11| Sterility test Meets the requirements Sterile
12| Particulate matter Meets the requirements Complied
13| Volume in container Complied Complied
Other requirement Meets the requirements
under Injection and
implanted drug products
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2.2 Specification of active pharmaceutical ingredient (API):

w337
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Test items

Specification

USP42

BP2016/ Ph.Eur.8.0

Identification

Complied

Complied

A : *C NMR Spectrum

The spectra are similar

Carry out identification test A

as described in the
monograph

B : UV absorption

The spectra exhibit maxima
at 231 + 2nm
(14.0 - 20.0 at 231 + 2 nm)

14.0 - 20.0 at 231 nm

C :Anti-Factor Xa to Anti-
Factor lla Ratio

33-53

5153 =5.3

D: Molecular weight
distribution and weight -

average molecular weight

M <2000 12.0% - 20.0% 12.0% - 20.0%
M 2000-8000 68.0% - 82.0 % 68.0% - 82.0 %
M go00 NMT 18.0% L

Mass- average molecular

mass

3800-5000 Da

3800-5000 Da

E: Sodium contents

Meets the requirements

Appearance of solution

The solution is clear (2.2.1)
and not more intensely
coloured than intensity 6 of
the range of reference
solutions of the most
appropriate colour (2.2.2,
Method II).
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2 | Anti-Factor Xa Activity 90.0 - 125.0% 90.0 - 125.0%
Anti-Factor lla Activity 20.0 - 35.0 IU/mg 20.0 - 35.0 IU/mg
Molar Ratio of Sulfate to NLT 1.8 -
Carboxylate

5 | Sodium content (on dried 11.3-13.5% 11.3-13.5%
basis)
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Specification

B Test items USPa2 BP2016/ Ph.Eur.8.0
6 | Benzyl Alcohol Content NMT 0.1% NMT 0.1%m/m
7 | Nitrogen determination 1.8 = 2.5% (on the dried basis) =
8 | pH (10% aqueous solution) 62-17 62-177
9 | Residual solvent
- 1, 6 anhydro content 15 - 25% 15 -25%
10 | Loss on drying NMT 10.0% (at 70° for 6 hr) -
11 | Bacterial endotoxin Less than 0.01 EU/unit* -
12 | Specific Absorbance 14.0 - 20.0 14.0 - 20.0

naewe: NMT 68311310 Not more than

*0.01 Endotoxin unit (EU)/unit tM1AU 100 EU/ml kag 0.01 1U/IU wihdu 100 1U/ml

3. N15UsZEUAIUSEANSNINGa51A1 (Price Performance)
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1)

2)
3)

nansiillumsinsanauamenliSedduenasnieusyymneiavenarsmuiiy fuielui
duunenasmiven Mwlve waz/vmiemusinge
wunewmg: lunsdlifildendunvuassesfiienarsuanstevsldveseniiiunisiuseanin

ddnauAnensTuNTeITkazel kansienduiiteusld denrssets desuldiiiauuhiue
sunuylurneenildlumssmviviidy wasiinsseydernudiounsldenlluenansifuen
dunenansuansdennuuuaaInuasTuLUTTY (Weeuazndesen) auildtunsdouly
diunmuetunzfousidue (W ne.1 u3e 8.1) asunan wieustazBuauinunuziane
19981d11593Ukardarinunn1n§Iuve435n153A31298 (Finished Product Specification and
Analytical Procedures) fidunsifiouly Tnedosdnaduinsusniusemanssnssanssnguiusemso
Inindusenie

winewe: nsdiflegstwinwanasuulaudleisiiesgiuardormununnsguliaenndeny
Msefiusemasuseavdeinenagasediiniuauenssunisesuazel uudiundve
uAlyAsuuvassemslunsfouiiue wuu ne. 9) wie duundweuiludsuuvasenisly
neidoudiiuen (Wuu 8.5) N msauiume

4) dnludAgynstunzidousisuen (WU ve.2 %30 8.3 ¥50 N8.4 w30 8.2 udusnsel)
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wureing: n3dfinsdsuuvasuilufFuoyyinuazaniuiingn Tuuudnurdveudle
Wasuulassenislunzifeuiiiue (wuu n.e. 9) vie dndveudludsuntassienisly
nzdumiuenufeafudiueyynuasanuiings (Wuu 0.4)
dumilsAedUTesIATFIUNTHANEIMIVENINUSITN15ARLUNSWEREN (Good Manufacturing
Practices (GMP)) /PICs (Pharmaceutical Inspection Co-operation Science) Lo ¥13841u PIC/S
participating authorities 2UUa1@ANIN5BUNIINTIVABY ANaN135UTEMNTIUYTENIAUTENIATIAN
Sidnvsetind lumnefiAetestvefiaus Ussnause
5.1. duwmiideiusesinsgunsHaneiaundninueiisnisiialunisndningausenddy
(Certificate of GMP Active Pharmaceutical Ingredient (API))
5.2. AumisdesuseunasHIUMsHAReIMNMANIN SIS MR lun SERNARS s d T AU
(Certificate of GMP Finished Product)

6) lunsdiilusndndraindrauseina guandesddrumvdedosusesndnsud (Certificate of

7)
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pharmaceutical products, CPP) #38%4d85Us09n1591U" e (Certificate of free sales, CFS) Tu

vnafauswe atuaganuseumsnadeulneiinaiusesdieiulsemelseningian

1nsguvesteMmuanunIningAufaendids (Active Pharmaceutical Ingredient Specification)
wazkdnsiusiendniagy (Finished Product Specification)
7.1 dununsguingaudiu1d1fsy (Active Pharmaceutical Ingredient Specification) wae
U sgIuNanSu9ie1d11593U (Finished Product Specification) a5y Y1318
(Pharmacopoeia) ild§198an1siamesilaguasgiuegadossoaduluaudefvuauas
nasguveImsiaseiluieladsemids suusEmensEMsasIaEY 1309 STy
g
7.2. @1 drug monograph maqﬁ”’qéfqmﬁwﬁcg (Active Pharmaceutical Ingredient) uaguaniousien
d533U (Finished Product)
7.3. n3dlfifngAuiendfny (Active Pharmaceutical Ingredient Specification) %3 an&n e
411593V (Finished Product Specification) laiusinglusisien (Non-official pharmacopoeia)
dowuanmangunenfinasgureamaianeidulumudondeladelud
7.3.1 e munuazsnmspuvesmsiiaseilusinevesussmediduamndnes The
International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) %39

7.3.2 fofmuauarannsgIuueImsiiassiiian (In-house process) figenndosriu ICH
Guidelines %59

7.3.3 fermusuazinmsgusiluveam s neiidmualilusse dsela dsemis mu
UsEnmANSENs1NasnTagy 1309 SEYMNTIEN ﬁm%’ugﬂuwmﬁuq (General requirement
for dosage form)

nuewng: temvunfunIngAuiiednAty (Active Pharmaceutical Ingredient Specification)

wagndnduaie1d11593Y (Finished Product Specification) fiaeg198991ndsnferfulazady
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Wty onduwinsdiidisondidermunuarinassurensiinseiiang ingAusend ey uie

wanSueiedSagy

dumiidesusomansiiasient (Certificate of Analysis (CoA)) lngspsusznausig

8.1. duumlidesusesnanisinseningiumendifgy (Certificate of Analysis of Active
Pharmaceutical Ingredient (API)) Ing@osUsznaume
8.1.Ldunmildesusemansiinseiingaumendifty vewnaningausiiendfey (Supplier)
8.1.2dnumtiidesusemamsiinszningiusiend Aty vesndandniusiednsagy

(Manufacturer)

8.2. dumiidesusenanisiiasvindnsineiandniagy (Certificate of Analysis of Finished
Product) vekinndnsiaeiendnsagy (Manufacturer)

8.3. onasBudupnuduiusseningun1sHanvesingfudiendifty (drug substance) uag JUn1s
NAnYBINANARsTdS3U (finished product) Tildlunsnanenuiidewey

AUNBNaTHANINANIIANEIALALAT (Stability data)

9.1. NN TUANINANITANYIAINALIITEELE (Long term stability data) $9u3u 3 Jun1s
Nan

9.2. AU BNATUAMIHANTITANYIAIINAITIIUANIELSA (Accelerated stability data) §1u7u 3 Ju
NSHAR

9.3. duunenarsuannansAnmiuaniingrannsavinuiadaele 1 gn duuinansuseansua
M3y (nsdiedia) (i)

9.4, nsidueniidesazany Afearsneuld WdwenansnanisAnmmnuawmdnisarasuas/
%39 139379 / naalald lusivinazanssineg asudiunazaenadesiuionalsniiuel (In use
stability data)

10) duwmilsdaTuseandndngiendniagy (Certificate of Pharmaceutical Product) lawizeniiidiun

Tulszwealne

11) dwumdngiunuauyavesansiueien (Bioequivalence) Ingnan1sAnyIAL ALY avBINAAT

81 (Bioequivalence) Ldulumiudarinnun ASEAN Guidelines for the Conduct of Bicavailability
and Bioequivalence Studies %38 filon15AnH1TIUTLENTHAUALTIAUYAVDINENTUINEGT NTENTHN
sy Wngandunsenbenufinuanyailasunisiusesann drdnauamenssuniseIms

wazen atutlagiuy (nsallalyensuuiuu)

12) dumtlideiusownngrunsuuinundninaeiisnisnaluiesljianis (Good Laboratory

Practices (GLP) lunsdiivimsfinutauyaiisnaussme

13) dumiidesusewnnsgrunisiivdnviuasnszanseinundninaeiasn1sia lunsiiuinwinas

N3¥31881 (Good Storage Practice / Good Distribution Practice (GSP/GDP))

14) flaueAfeddsnateneeatoy 3 MiausIYIe
15) dnwmidesusosnnsgiuiesuusinis ISO/IEC 17025 Tusreniseniiaue (@)
16) dunenansuanadeyanisiaiunisussylu Green book vaensIINEIMERIASWINNEG (613])
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17) duenarsuanadayanislasunisussylu Orange book Y84 US.FDA. %3 European Medicines
Agency (81%)

18) nsdililwenduuuudouaninisinuinierdin (Clinical trial) vesenlulssmalneuansianania
paTinvaeUSsUTsUR U AULUUKAE ARLNIUNTASTRNISWIE (673)

19) N"159USHITUETIUNTNNUATNUTENIAAILATTUNTRALNTTUUETUNR Toanamiaiesssninde
mMsdaasunsMeevessEmalng wa. 2559 wieasusssudue fiaenndostulseman (i)

5. Woulvdue

1) swesdiongmdsliosnin 1 U duaniuiidaweue

2) swnavmskanfidaeuliungudnisunmdasdosdiunilidofuseamantsiingiu (Certificate of
Analysis (CoA))

3) fusazdesdludugensudsunilenlndvunengvieidlaifinmsideranmnsuimunnusiuay
239

g) wnaudnisuwmdmudgmauninanuanfasiiazdsinsdmsuiolinssiqaam §mine
wanfsienandugfuinveudliinglumsiinneinuamen wazdwluswaufigndguiinsiesiiu
wAFUgNITUNNEY

5) feuena(fune)Busenlionidndyaniounsuimun fil
5.1. wndmsduasndnsziannsuingmaninsunndudananmsinszsilidulunmmnnsgu
5.2. nadinansusieviaignidniuiunniiewanlasdiinnuaagnssunisemsuazen
5.3. nstinuilamAnnmankanfusifioedssadeUssavsnauasanuUaesdioseftaeiladsuen
5.4. nsdlfinaznssumsindunssuuazmstitndagieanantyden qudnisunndavesnidnnis
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wUUUsELEIUATUTEANSAINABSI1AT (Price Performance) Usstnneiadl

Auus vwmiin (Gevas)
1A niazauauTAnIulsylovidonaenis 80
2,570 20
1. auamuazausutAndulsslevidenisnunis (evaz 80) Fanshn
inausinsuszdiuanawednusiondessiy Rz
n. inausinaunwalY (General quality criteria) 20
1) IATHIUMSHERUMENNSTISNTARIUNNEREN 15
2) wnsgIngAumed@ney (Active Pharmaceutical Ingredient Specification) wazannsgu
nansusiendniagy (Finished Product Specification) 3
3) WATFIUNRIU]URNS 2
4) ey IuMsIAUIvILaEnIEIIBEIR AN SRS W LaENIE BN (Good
Storage Practice / Good Distribution Practice ; GSP/GDP) 2
5) U1ATFIURERSI0N 1.5
6) AnautATEaUsHlovReNTURTRNY 4
. InaueiRuAWRNE (Specific quality criteria) 80
1) wafigatnuamvthideiuseanansiiasgii (Certificate of Analysis ; CoA) 25
2) HafgIUANNIMMIANYIAINALT (Stability data) 3
3) nafigunNnWYBINYULUSIYTiduNAEN Ussiusiuazaain (Package & Labeling) 2
4) enuwinisulunsundadnwduenauuuy (Therapeutic Equivalence) 25
5 nsAny/ATennaain 20
6) FPUUDUTUNAANIITLTITNY AW 5
ATLUUTIY 100

2 v
fovazazuuulagldvdnnisaasimin (draiwmiinlaeszuunisindedadnniaigiaedidnuseiing)
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Fan1sdn
inausinsUsiiugunHART usiedaanslny AZUUU
. SEQ\_JEBs&&d (General quality criteria) 20
1. | iasgrunswanennamaninasiisnisita unsuanen (asuuusan = 99 1.1 + 1.2+1.3) 1.5
1.1 Certificate of GMP Active Pharmaceutical Ingredient (AP!) lumnnegniliausus atuanan 0.5
musoumsnTaaeulasiinaiusesiviulssmaUsznmnna/daiden (Gandaladonids)
1.1.1. 195un135us89 GMP-PIC/S 910 PIC/S participating authorities W38 cGMP 0.5
1.1.2. 1#3Un155U399 WHO-GMP vise vi3e cGMP vi3aifisuwin Tumnefiigatesiu AP 0.1
1.1.3. 1615UN155U593 WHO-GMP 38 cGMP w3aLiisuwin weilsisyyvuiadaau / luditenans 0
WanIN33UTe GMP (liWa15a47)
1.1.4.1§5un33U583 GMP-PIC/S 0 WHO-GMP %38 cGMP finuaegreuiulsmausznin 0
1m1 waghifiilenansuansmstuveriesiy wse lidvdngunansiuvuneny (We1sas)
1.1.5. lsdlasunsFuses GMP-PIC/S ve WHO-GMP (laiwa15as7) 0

. . . L U/ !
1.2 Certificate of GMP Finished Product lunuaneniliausuis atuaiganiusaunisnsivaaulag 0.5
] o = o - =
finasuseadaiulsemaszmesian (@andalndanils)

1.2.1. 1A5un135U509 GMP-PIC/S 910 PIC/S participating authorities #38 cGMP Wag/use 0.5
nilsdosusanansium (Certificate of pharmaceutical products) 910 PIC/S
participating authorities lunsnaenfiauees (nsdlindn) wisldsunssuses GMP-
PIC/S 9ndtiNIUANLNITUNITEIMITHASEN

1.2.2. 195Un153UT88 WHO-GMP %38 cGMP 83 Useinrigudn lunuiniingadesiu Finished 0.1
Product uag/v3e nilsdesusemaniae (Certificate of pharmaceutical products) Tu
nReIEUYIY (NTeleIdLT)

1.2.3. 19i5Un153U509 WHO-GMP usilaisyyvinadaau (luwaisas) 0

1.2.4. 195Un155U309 GMP-PIC/S ¥38 WHO-GMP 38 cGMP fnusagneuiulszniadsenin 0
5101 waghifilenansuaninistuvesieniy (luwersas)

o o W ' 1% o ) a w ¢
1.3 ns@imdugntnanaausema seslidunmiihdesusesdnsiog (Certificate of 0.5
pharmaceutical products: CPP) #3aniladesusainisdmug (Certificate of free sales: CFS)
: ,
Tunsnpeauevie
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nzifyusiiveua @ 8.5 18y ae. nelu 2 YuadslildsunseowT® wasduuslunou
Tudseningnn)

Fan3dn
inausin1sUszliunnkaninsiondoaniny AZLUU
1.3.1. CPP vise CFS altiuaan (nwseunsnsivaev) nsadlergbidergnissusedeiutsema 0.5
Uszmngim viselugnindnlulseinelng
1.3.2. aifl CPP w30 CFS w3 i CPP / CFS fivumeny 0
2. | mmsgrwingAuddendfey (Active Pharmaceutical Ingredient Specification) uag 3

asgundaiueierdnsagy (Finished Product Specification) ,
Avrsanaenarsnmsiunsiioy (Asuuusas = 90 2.1 + 2.2)
2.1 nnsguingAuiiendngy (Active Pharmaceutical Ingredient Specification) (idandalada 15
nils)

2.1.1. nagileisunisiuseslussnen (Official Pharmacopoeia) (1dandaladanil)

1) 81989 USP, BP, Ph.Eur. , IP JP atfugiga (manenansiitunzideul?) wavmséneds 1.5
tfu Fosiluflulunsideumiveuds Gos 7 98.8135)

2) 183 USP, BP, PhEur. , IP JP atfudgn (muienansitunsideul’) vioduudlaly | 075
nelowihiveud @ o.5 A8y ev. melu 2 Yuadsllldzunseustd uavduuilarou
TUU5ENINTIAN)

3) 9189 USP, BP, Ph.Eur,, IP ,JP atulnindiseme szysiisnen wazudlaluneideu 1
s¥usniBuufenuds (@e.5 9 ov.oysiH)

4) &8s USP, BP, Ph.Eur, IP, JP adulmindnsyma seyshanen uasBuudlalunadeu | 0.25
M¥ueudn @ o.5 Mty oy, mely 2 YuadlailasunisewsT® uavBuudlodeuiu
Uszningien)

5) 91983 USP, BP, Ph.Eur,, IP,JP NUsENA SEUM e wazsuiluly 0
etlouiiueuds uidh lwldduudlelunsSoussue

6) 8181 USP., BP., PhEur, IP, TP, JP (atfumussnen?t sun.usznia) uazudluly 1

sifousSueuda (le.5 7 oo.oysiR)

7) 8W8e USP. , BP., PhEur, IP, TP, JP (atfumusisnen?l sum.usznim) uavdunflely 0.15
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AU

8)

919949 USP. , BP., Ph.Eur,, IP, TP, JP (atiumisdisieni sus.usznia) wazuilaly
nziloussueuan uads llgguudlolunvideussuen

0

9)

91999 581RTUmMNNUsEMEs1en (Lainasan)

2.1:2:

Esmwéﬁmaséo%m_% Pharmacopoeia vosseimaiduaundnues The International
Conference on Harmonisation (ICH) (taw7zau18n ICH 731 Official Pharmacopoeia
harmonization A USP, BP, Ph.Eur., JP.,, Ph Int.) v3edarvunuazunnsgiu In-house
process idanAdasfiu ICH Guidelines waz/w3a Pharmacopoeia General
Requirements (tAanvaladonila)

1)

81984 Official Pharmacopoeia v83Uszinaau1dn ICH wag/#58 In-house process #
#8AAariu ICH Guidelines 38 Pharmacopoeia General Requirements atiugian

2)

yntade uavuiluluneifeousiusniGouiesudn Gle.s 7 ov.avild)

81984 Official Pharmacopoeia YasUsvinAaun@n ICH uag/%38 In-house process i
a9nAARDINY ICH Guidelines %30 Pharmacopoeia General Requirements avulusd
nUsEMARTET sun.Usena yathds wasudlulunsfeusiueuds @es 4
RERYHD))

a

81984 Official Pharmacopoeia v83UszinAau@n ICH wag/m3e In-house process 7
@anARDTy ICH Guidelines 1138 Pharmacopoeia General Requirements aduggn
vidalmindnuszniaiisendi sumdsenia yavhde wasBuuilelunsiSousiusudn
(@ v.5 918u ov. ety 2 VusdlailéFuniseusi® uarBunsludeuiulszniasian)

0.75

a)

81981 Official Pharmacopoeia ¥83Usgimaan1@n ICH waz/v3e In-house process i
#8nARBINY ICH Guidelines %38 Pharmacopoeia General Requirements auum
Uszmeiendl sun Usenia ynviada wazudlalunsdoumvewds @e.s 7 oo,
D)

i
a

81984 Official Pharmacopoeia v89UszinAaun ICH uag/#3e In-house process
aonraBIny ICH Guidelines %38 Pharmacopoeia General Requirements_ atuau

0.25
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Uszmaisenyt sunUsema ynviade  wastuudlulunzifeussveua @ u.5 fdu
8. Melu 2 Duadalilasuniseusi@ uasbuudlunawiulszningian)

6) 91983 Official Pharmacopoeia ¥89UseMAaLNTN ICH Wag/%38 In-house process
@enAaDIiu ICH Guidelines #38 Pharmacopoeia General Requirements atfuagn
visolnind WiemmUsEMe_ug

vy

7) #1484 In-house process fidanAdaariu ICH Guidelines muUszmesseuIte 0
8) W84 In-house process fidenndaaiu ICH Guidelines sndUsEMARISIEN (i 0
NATEUN)
9) In house process liaonmdos/luiidulun ICH guideline vi3elaifinstuudly (L 0
WI5040)
2.2 inmsgrudndiusiordniag (Finished Product Specification) (tAendaladonids) nsiliiog 15

SENINAITURIULYAUA LU ANPUILF DI UUONFITUS DT UUINITYOUA Y (LU 8.5) I3
finished product specification lagvaunlvnauiulszniavseninginr/mmaen uazluiiv 2 T w

TUUsENINTIAY
2.2.1. nsailasunssuseslusingen (Official Pharmacopoeia) (taanvalndownils)
1) ®1989 USP, BP, Ph.Eur., IP JP aUugge wae a3un1saylflungloussueud, 1.5

a

2) W81 USP, BP, PhEur., IP JP aliua1ga wae agszuinduudlylunsilouiduen @ | 0.75
8.5 18w o8 ety 2 Yusdslulisumsewd® wazduuilvneuiulssniesan)

3) §1989 USP, BP, Ph.Eur. , IP JP atfugign usd lilafuudlelungiSeusisuen 0

4) ©1984 USP, BP, Ph.Eur,, IPJP atiulusnarssmasyyseen wae lesuniseysdily 1.25
neilguimiug e

5) 61983 USP, BP, Ph.Eur,, IP atuluainanszmessyssnen was egszineduudlyly 0.15
veoumiuen @ v.5 10u oo, melu 2 JuddallFSunsoudd wazduudlunoutu
U3zNIn31A1)

6) 81981 USP, BP, Ph.Eur,, IP atuluuindruszmmszyssnen wads luldduudlaly 0
nelousiuen
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7)

81983 USP, BP , Ph.Eur,, IP mutsgmeaszyssnen waz lgsuniseydilunsideu

ANSULILA

1

1989 USP, BP , Ph.Eur,, IP muusemiAssysings e waz agsywineduundlolunyifou
diuen (@ o.5 NPy 9. ety 2 Yuadalilasumeeyd® wazBuniluiewiulsenin
31A1)

0.05

9)

8983 USP, BP, Ph.Eur,, IP muuszmiaszysnsen wadlulaudloluneideusisuen

10)

919899315181 USP, BP, Ph.Eur,, IP wiatusng1 Ussnaszyssen (lifensan)

222

nstllulazunsiuseslusisnen (Non-official Pharmacopoeia) 1msgnufisans
Official Pharmacopoeia vasUszimaiiduauinues The International Conference
on Harmonisation (ICH) (iRwWIsUszinaan3n ICH il Official Pharmacopoeia
harmonization Ag USP, BP, Ph.Eur., JP, Ph Int.).) v38%afimmuauazunnsgiu In-
house process idoardaiiu ICH Guidelines waz/138 Pharmacopoeia General
Requirements (Gandalatani)

1)

91984 Official Pharmacopoeia U83UsemeAaNEn ICH wag/438 In-house process 7
aanAaBIy ICH Guidelines #3® Pharmacopoeia General Requirements atfuaian

yavade uwaruililunsifeusmiusidousosuda Glo.s 7 ou.ovsid)

81984 Official Pharmacopoeia ¥04UseinAain®n ICH waz/v38 In-house process i
#8nARe3fU ICH Guidelines 38 Pharmacopoeia General Requirements atfuluy
nUsEMAmTend sun.Usema ynvhde wasudlvlungfousueud (o5 7
28.91R)

1.25

3)

81984 Official Pharmacopoeia 989UsgimAanndn ICH uag/#3e In-house process il
@enARBINU ICH Guidelines %38 Pharmacopoeia General Requirements auudign
viselmsind1szmaisenil sum Ussna nndhade warBundlulunsdeumiveuds
(d 0.5 10u o8, Melu 2 VuagdlildFumseutd uarduufludeuiuuszniasan)

0.75

91984 Official Pharmacopoeia 18UsznAauNTn ICH Wag/13e In-house process 9
aanAfIU ICH Guidelines 30 Pharmacopoeia General Requirements 2uuau
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5) &84 Official Pharmacopoeia ve3Useinaann@n ICH uaz/v3e In-house process i 0.25
#onAaeIfiu ICH Guidelines #3® Pharmacopoeia General Requirements_atiusial
Uszmessendl sun Usena yashde uazBuudlelune Sousiueuds @ .5 figu
ov. melu 2 Yuadalaildfunsensid warduulauneutulszninsan)

6) 81981 Official Pharmacopoeia ¥83Useineaudin ICH uag/v3e In-house process i 0
@anAABINY ICH Guidelines #3© njm:jmnoﬁuom_m General Requirements atuangn
wsolnind MiemuUsEMe

7) 184 In-house process fidenadasiiu ICH Guidelines mudszmess1eIuIsvte 0

8) #1484 In-house process fidonndaariu ICH Guidelines mndusenesngaen (la 0
NI1T0N)

9) In house process liaanadsd/luitulunu ICH guideline wisliifinsiuudly (s 0
N1T0UN)

asgumIiefiAnts ISO/IEC 17025 (idandaladanily) 2
3.1. 1#¥un13¥used ISO/IEC 17025 lusenseniliaus anmihsnudusesiundeie 1wy 2
nsuAnemansmsunng Wiy uariinsneaaeuasunnidanusses1ded sum.usznia
nyoatulninin
3.2. 1#¥un135uses ISO/IEC 17025 lusemseniiaue yreiadanusmseitensds (§7157e7: 1
atulmindrseme seyss1e1 nmhenuiusesiindede 1y nauinermansnisunne
sy
3.3, lilsfun1s¥uses 1ISO/IEC 17025 Tusneniseniaue 0
34, &t%%&ii%émursnﬂﬂm%dw\:wwégﬁaé 2
WINIFIUN133UTD9 Good Storage vann_nm \ mooa Distribution Practice (GSP/GDP) (idan 2
@?&a&&&
4.1. 195un155uses GDP-PIC/S :nviheauiusesiividede 1w SGS, B 2

—F AMENITUNISAVUATIBAZIBIALAL AN WEISIANTY
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4.2. 1#¥un135uses WHO-GSP+WHO-GDP annvtheudusesiitnidede 1 SGS, BSI 1
4.3. 1#¥un133Us0s WHO-GDP 9nmienuiusesiiundede wu SGS, BSI 0.5
4.4. 1#¥un135uses WHO-GSP annvihsnuiusesiiundedie wu SGS, BS 0.5
4.5. laileisun1s5uses GSP #3e GDP 0

| sesgrundadioel  (do 5.1 vie 40 5.245.345.4) el 7.5
5.1. WWugsiunuy 2.5
5.2 WHO List of Prequalified Medicinal Products 2.5
5.3 579m3niilisede oglu Green book w1 - Yagiiu 2.5
5.4 KaRTIRAATIERONT MY 3 Lot. (Einsamalinngiasunnidesusmsnetiienada) lne 25

vieaUUAMS ISO/IEC 17025 lailwigfidn
5.5. Widulumusade 5.1, 5.2, 5.3, 5.4 0
6 aemwa,mﬂ&m%&eamamz..émm_.mﬁz 4

a i < A %) v P
9120 /81Un/edu (Aendeladends)

6.1. \Hugnndiussafasianuindusisussyasuiau yng wieges (vialampoule/vaan/vin) | 4
28N3¥YT0e1 Lot No Judiueny wn9 vuleeges (unit dose) ATUNIU Wazliszuullsdy
(safety device) wipsltitoauuasndusefiae yaansuaz dunaes

6.2. \Jugnniiussyiausiauiinduisussyasuiau yne wieges (vialampoule/vaea/vin) | 1
281N32 Y081 Lot No Tudueny wnq wiieges (unit dose) AsuMU waliidiszuullssiy
(safety device) winildiennuuaensivsegUas yaansuag duandeu

6.3. \Wupnfiussydausimuindysiiusyy asutiiu wwz mielwy (naes) uaslissuuilsfe 2
(safety device) winsltiiveautasadusagiie yaainsuag duinaey
6.4. \unniiussyiusiaufindusisuszy asudiu wwiz wielvg (naeq) ualifiszuu 0.5

1347 (safety device) wiasldivenuuasniusegie yaainsuag Suinae

LD. @ < P @ o I ¥
6.5. \Uugnniiussyiusianuiiindusisuszy linsudiu 0
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(4 . . . .
U. INUNAUMNLANIE (Specific quality criteria)

80

naigaiaunmnisdaiusamansnszi (Certificate of Analysis ; CoA)
(R2UUUTIN = U8 1.1 + 1.2 +1.3+1.4+1.5)

25

1.1. mmduiusvesnaigauamunmuiidesusemanisiiaseishenddey (Certificate of
Analysis of Active Pharmaceutical Ingredient) (&andalatonils)

2.5

1.1.1. COA Jngiiu fiviawes Supplier uaz Manufacturer waziuingaufindnguidieniiu

25

1.1.2. dawizaes Supplier wag/v5e Manufacturer %39 luldsumswasnifensu
pp :

1.2. waigaununmvilidesusesmansinseishendifey (Certificate of Analysis of Active
: 1 - <
Pharmaceutical Ingredient) (tdanvaladawils)

1.2.1.95911U Active Pharmaceutical Ingredient Specification 1nvde &aé@a Supplier Lag
Manufacturer uagiinsuananaluzuwuusnigy fav (as/miauaninanisansieilu
vNRaTaI impurity faunsoneunisauavlsity Below Reporting Threshold (BRT)
%58 Below Detection Limit UaguanIm) Reporting Threshold %38 Level of detection
luludimsresien) nviu Watdie Physical test, Description, Appearance, Identification

1.2.2.7531U Active Pharmaceutical Ingredient Specification ynite 909 Supplier #3a
Manufacturer waziinsuanaaluguuuuing Was/miouaninansinsiziluuaiade
W impurity asanauusuaYlFiYu Below Reporting Threshold (BRT) %39
Below Detection Limit uazianiA Reporting Threshold %39 Level of detection [ulu
ATIeYE7) BAIU Wte Physical test, Description, Appearance, Identification

1.2.3. #3911y Active Pharmaceutical Ingredient Specification yjnvadia iawes Supplier wag
Manufacturer @magmpmsazmﬁcmdr&c “Conforms, Complies, Not detected, N/A, >,

<” #nNIU YU Physical test, Description, Appearance, Identification

1.2.4. n5911U Active Pharmaceutical Ingredient Specification E&b 294 Supplier %38
Manufacturer wb.m:d:mﬁzmﬁtmé_&d “Conforms, Complies, Not detected, N/A, 2,

<” gnLiu 19 Physical test, Description, Appearance, Identification

ANTNITUNISAVUASTIBALLBIALAYAANYLIANIY

1
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1.2.5. 541U Active Pharmaceutical Ingredient Specification yn#ate w83 Supplier 38 0
Manufacturer wei TuvtadAgitu Assay, Related compounds usiu fin1suananaly

sUlUU “Conforms, Complies, N/A, >, <” (liiwarsass

1.3, anuduiusvesnaiigaugunmvtiidesusemanisiinsiendnsagy (Certificate of 28
Analysis of Finished Product) (@andalavonils)
1.3.1.COA finished product l¥¥ngauun1sndniieariu COA Active Pharmaceutical 2.5
Ingredient Specification
1.3.2.COA finished product Ll ingAugunisndniiiediiu COA Active Pharmaceutical 0
Ingredient Specification
1.4. wafigaununwrilsdesusemansinsiziendusagy (Certificate of Analysis of Finished 5

Product) ((Fandalndanils)

1.4.1. #3391 Finished Product Ingredient Specification n#ada waz fintsuansnalu
JUWUUia (U SauaniNan 15 aATIEluuITaTIY impurity FaNITOVaLYY
suavleiv Below Reporting Threshold (BRT) %358 Below Detection Limit 4agian 5
A7 Reporting Threshold %3a Level of detection luludinsiesien) sniu vhve
Physical description, Appearance, Identification

1.4.2. @391 Finished Product Ingredient Specification yn#ade us Insuanwaluguuuy

“Conforms, Complies, Not detected, N/A |, >, <” gNLIY WIU0 Physical description q
, Appearance, Identification

1.4.3. #3591 Finished Product Ingredient Specification Nn#ite us Tukdedidgymusis

&1 19U Assay, Dissolution, Related compounds 18usiu nmsuanswaluguiuy 0
“Conforms, Complies, N/A , >, <” (lsiWa15047)

1.5 Risk Assessment Report for Elemental Impurities (tAandaladanils) 5
1.5.1 & Risk Assessment Report for Elemental impurities NARITHS Active Pharmaceutical
Ingredient wag Finished Product wiailueniilésunseniiumudornusues ICH Guidelines 5
(Q3D)

ANENTTUNSAMUATIALIBEALALANANYUIZIONS
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n33UNTT




i1 12 970 20

Fanmsdn
inausinsUsuliununweaniusiendosiiny AZLUY
1.5.2 31 Risk Assessment Report for Elemental impurities WaAS lRWIE Finished Product e
wazin1svaasy Heavy Metals 1u Active Pharmaceutical Ingredient .
1.5.3 §@W12n15vadeu Heavy Metals Tu Active Pharmaceutical Ingredient Specification o

e Finished Product Specification

2 | wangaguamnIsAnwaltuaeia (Stability data) (@andaladenids 2.1. w3e 2.2.) 3

a a o Y - o a o e ' a o ' 1%
2.1 nsdlgfdndusesinunsinuauzaly (n-use stability) Wy s1dn enfinaunould sweeam | 3
\Jusiu w3e msvageumsinulsriadineuaz/m3e In-use stability Tuenin [Hudu
(ASHUNTIN = U9 2.1.1. + 2.1.2. %5999 2.1.1. + 2.1.3.)

2.1.1.m3@n9" Long term stability (@andaladanits) 1.5

1) $in3@nwn Long term stability fianizdaifiu (Storage condition) 8gNUee 3 JUNT3 1.8
wan el Wulumadermualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) nsdilanunsniunisnwléinnm ASEAN Guideline fiasuuu Stability protocol
vise vinguiildsuniseysiann ee. ifinansinwasuengeniimualivuaan Taed
NaN15An®1 On-going stability Yanga uaruanwan1snsIddmsizsiduday onuiu

Ua
9
¥t8 physical description WaziivadonsnadeUATUAIU MUTIENIdN9Be (Wiu

USP, Ph.Eur, etc)

2) fims@nw Long term stability fignnaedaLiu (Storage condition) aeaties 3 FUMT 1
nan_uatidulumutormvunlu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) nstifiansnsaiunsAnulénu ASEAN Guideline foauuu Stability protocol
wse vingwitldsumseydiiann ee. ifinanisAinwnasuageniimvualiuuaan Taed
HAN3ANY On-going stability Ydrge wazvuanmansnsviweidudaay sniu
Wade physical description Lavildonisnadeuasudau musmsenisnsda

3) flMsAnwn Long term stability fiannazdaufiu (Storage condition) aehsties 3 JUN3 1.25
wan \lulauderivualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) finan1sdnwiasuageniimvualivuaan welsifinans@nwn On-going stability U

) ‘ ARIZNSSUNSAIMUAS WasBauaTANANYLIONY
\\r\ﬂﬁ\ﬂ!
/ g y
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a180 wazuanmannsIviaziidudaey sniuiade physical description uavi
WITONINAADUATUAIU MIUAITIEINEN9DY

4) m3Anw Long term stability fian1izdaufiu (Storage condition) athaties 3 JUNS 0.15
nan i Uulumuderivunlu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) mzm:dm:.m,_gsmcoESm%sasﬁdow3 WANNANISANYY On-going stability U

a1gn uwaruanaansnTviineiiludaae eniuide physical description wagil

FdenisnadeuasUiu mMusseienids

W
fin13@nw1 Long term stability fian1izdmifiu (Storage condition) athstios 3 JUNT 0.15
wan 1Wulumaterivunluy ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) finansAnwliinsuangeniiivualivuaain waghifinanis@inw On-going
stability Uaga uazuaniman1snnalnsziidudiuay eniumide physical

S o v v ° Ay a
Qme‘_UdOD FEH&idé@ngSEm@dEmdmdﬁ ANUANIINUTIND NN

6) fin13@nw Long term stability fidan1izdafiu (Storage condition) liAsu 3 Jun1sHEn 0
waluluanutoniviusly ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5% RH)
mzm:ﬁm:@#nmmc@,ﬁSn%stsﬁd:wmé WAtINANNSAN®Y On-going stability U
8180 LazwaninansnsIviiasziiludiaey enliuide physical description wawdl
Tdenmaaeuasudu mussIeniiensda

7) #m3Anw Long term stability fianazdnfiu (Storage condition) athatios 3 U3 0.5
nae uwalailulumudedviualuy ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) finan1sAnwasuengeidvualiuuaain udlifinan1sdinu On-going
stability Uange wazwanmansasviaszmludaae sniukide physical
description_uawilvhdenisveaeuasudiau musheniténeds egeties 3 Juniswdn

8) IM3Anw Long term stability iannazdaifiu (Storage condition) athaties 3 FUMT 0.25
wan wiliduluaudeivualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) mzm:dm:.%mémESn%scE,ﬁcgmé uglaifinan1sAnw On-going
stability Uaga wazuaninan13nsdvimsiziidu Conform, Complies, Not

ANNTIUNISAMMUATIBEUBEALALAMEN YUz IaNTY
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detected, N/A snariuinde physical description wazdlitansnaaauATUAIU 3
FnsenTignsde
9) 3in13AnNYI Long term stability Taidulumu ASEAN Stability Study Guidelines, finw 0
asugeniimvualiuuaan udiivhiensmaaeulinsudau musseniienads (lu
W215047)
10) finsfnw Long term stability Afian1sAnwlinsuaigeniifvunlivuaain wiedl 0

TN 15Veaa UliATUSUAILFITIEIND1989 UIBRANTTIATIETLUBEIUA LN EUNT
91999 wioliuanman1sasraasIziliuday sniuiade physical description

%39 Lifinan15@nwn Long term stability

2,123 In-use stability (tBandaladonils) Wy e18n eriinaunould 15

1) fifeyamsnmanuashvazalinuiissyluenasifueesuduynansazans 1.5

2) ffeyanmsfinwanumssvaslaldmuiissyluenasiiueudliasutunn 0.5
a138zay

3) lufivegamsfinumanuasivasidaly 0

2.1.3 MIvedeunMsnuUIAsding (Splitting Tablets with Functional Scoring Test) waz/ 15
38 In-use stability (Fondeladenila): nsdlonda (Tablet)

1) Wnuvadieenld Wieendisesuin (Fnuvaessls) wagiinsnaaeunisinuusassdingn 1.5
(Splitting Tablets with Functional Scoring Test) NIBHANSNAGBUANLAINITBILIN
g1vinuLUInsading (In-use stability testing) ASUANTDMUUAYDIAITIONID YU USP

w39 US.FDA wag/msa dn1sveaeu impurities Tugnfivinuus Inevieaujuans 1ISO/IEC
17025 7lallgindn w38 inan13finwiuseaninaveseninuys

2) Fnuvadinels Winendisosunn (inuusnalé) uwaziinsmeaeunisnuusnsasinen 1
(Splitting Tablets with Functional Scoring Test) UAZHANTNADUANLAIII DN
givnutaniadinen (in-use stability testing) AsUMUTarMUAvBIATIENBY WU
USP % US.FDA ualifintsnaaeu impurities Tuenfiwnus

ANENITUNMIAVUATIBALIBUALALAMEN YUZIAWIE
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3) hudadnenls Wnelifisesun Ginudsnield) uainsvageunissnulsrsadine
(Splitting Tablets with Functional Scoring Test) Waz/vM3adNan1SNAADUAINLAIG
vouingniivinuusaiaidinen (in-use stability testing) ATUAIHBRMLATEITE1951
Wi USP %38 US.FDA

0.5

4) nsdlinuuadinenls Winendsesuin (nutendsld) lifinsnaasunissnuusasasaen

a wa 17

Lifinavageurnuasih viaiimnedeunrunslnevios fiinmsvesiuan

0.25

5) lifisesunnty wavinuusdnelé

oS oM & Y s L a a e - Lo ¥ % ey
2.2 nsdlondilaisuudostinnuasiunsdald (n-use stability) ¥3aefiviusinuvadinen Liflde
Ueflumsvinidngn e GRIGILT

M3An® Long term stability (Fandaladouils)

1) finsfnw Long term stability fidnmedafiu (Storage condition) 8gatiey 3 JuN13
a0 Wuluaudorvualu ASEAN Stability Study Guidelines (36 + 2 °C, 75 + 5%
RH) nsdiflanunsaciumsinuléiniu ASEAN Guideline foauuy Stability protocol
3o wdngwiilsfunseysifann e, fifiwansAnwasuegeniidvusliuuaann Tned
HAN15ANYY On-going stability Yansge wazuanmanisasvdmziidusiney sy
Wt physical description wazilvhden1snaaauasudau ausmsieniignsds

2) fims@nw Long term stability ianzdatiiu (Storage condition) 8¢13ties 3 Jun3
wan Tiuluaudorimuslu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) nsdiftannsaciunisAnuléniu ASEAN Guideline #oduuu Stability protocol %3
véngildsumsoyiian ee. fiflwansAnwiasuangeiifuuslfusaann Taeiina
M3AN® On-going stability Yanga wavuanmanisasindmmeiidudaay sniuite
physical description waziivhdanisnaaeuasufiou mussiefiensds

3) fin1sfinw Long term stability fian1azdiiiu (Storage condition) ag1atios 3 JUN3
wae WWulumudervuslu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) finan1sAniasuaigeiimunlivuaann udlifinanis@nw On-going stability I
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a) m3finw Long term stability 7ian1azdnifiu (Storage condition) athaties 3 JUMS 1
ndn Liiuluauderivuslu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) finansAnwasusgeniifunlivuaan uslifinanisdnw On-going stability I
d1ga wazlanman1snsaviesziidudaee sniuiite physical description wawdl
Wdemsveaeuasuau museisnede

5) fins@nw Long term stability fianazdnifiu (Storage condition) agation 3 JUMT 0.5
nan Lidulumudeimualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) mzm:jm3.3smcoﬁegﬂmégﬁdgmi weilaifinan1s@nwr On-going stability U
A150 warkanINanN13n5I93tA1zMlu Conform, Complies, Not detected, N/A
sniiuviade physical description warilvhtomvaaeuasudau musiseiisnsds

6) fin1s@nw1 Long term stability laitdulumiu ASEAN Stability Study Guidelines, @nw1 0
asuegeniimmusl uuaan usilihdemnaaeulsinsudau mussendisnsds (daf
W915041)
7) Lifilenansn1sAnwn Long term stability (IvWasas1) 0
3 | naigavannwvssnruzussyiduaen usseisiuazaan (Package & Labeling) 2
3.1. MYULUITY WA aanilnanduamsanuiitunsidous 2
3.2, MUurUITy wie aaniinaviBuanssmuiitunsdeue 0.5
3.3, MYuUrUTTY Wae aanilseanden ings muiitunsdeus 0
4 | mnuwindisslunisuniadnenuedunuu (Therapeutic Equivalence): (RzUYYTIY = 99 25
4.1. %38 4.2+ 4.3+ 4.4+4.5) ‘
4.1 Jusndunuy 25
4.2.anuvindisuiuveandynssu (Pharmaceutical equivalence: PE) vioundunssuauya 7 | 4
fhendydieiu Allvuinanuuss wesglsuueFeiu Taadanasgudefmunmiioudy
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4.2.1. Wuanddgyndanuwinfieuiuivedusuu: flenarsigadiansaasuunuen 4
aunuule (9198annudarivusnazienatsisnesdulunistunsileusnivd/enaiy wuu
ASEAN HARMONIZATION)

4.2.2. Wifinnuinfisumandun ssuiugauwuy 0
4.3. HaNgIAMNWANANURAMUATIEATA (Biosimilarity) 12
nsdl Wuen@adng Wsumsiusesndiinnuaaznssunsomsuwaseiidud Tngadoads

Aoy

(Biosimilarity) Niiteyani1sanwiAruieuisuiule (Comparability Exercise: CE) Augnin
Tonfunuuagnensuiauis 1) fuamnim (Quality comparison) 2) msfinw Non-clinical
study way 3)N13ANwWI Clinical study (PK/PD study) #s3saiuIng s EMEA guideline:

- Guideline on similar biological medicinal products containing biotechnology-derived
proteins as active substance: quality issues, 2014

- Guideline on similar biological medicinal products containing biotechnology-derived
proteins as active substance: non-clinical and clinical issues, 2014

(AZWUUTIN = U8 4.3.144.3.2+44.3.3)

4.3.1. in3AnwlIguiiigu head-to-head fUENTITNOB19BY LamIpUASIBARIAIUAMAIN | 2
(quality part) iediaszvivdsuuiausn 9 (Impurities) wavausasey Critical Quality
Attributes (CQAs) ¢ 1 Identification, Assay, Purity, Potency, Receptor affinity 1usiu

4.3.2. imsfnwilIeuiiigu head-to-head fuB1TITM981983 U non-clinical part Lans 2
ANMNARIEARITBY pharmacology uay toxicology

4.3.3. iMsfnw iUy head-to-head fua1¥33mgen98e fu clinical part Tugnanalips | 2
AUAING UARIAUANIEATIVDY PK & PD

4.3.4. imsAnwiUIguiey head-to-head fiugn1inge1989 f clinical part Tugiay 6
LAMIAIINARIEAAIYDY efficacy, safety (infusion related reaction Wa¥ immunogenicity)
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a.4.1. Buegdiuuuu viie sraniiyildFuussglu US.FDA Orange book wialssunissusesan
EMA Fnanansaidsuumendiunuuld Sauviniieslunsthdndnefuendunuy g
(Therapeutic Equivalence)

4.4.2. @ngme%mmdcﬂ%ﬁ US.FDA Orange book #38l#in155usesann EMA Tranansadey
unusukuuls Sanuwifieslunistidasnwiuenfuwuy (Therapeutic 2
Equivalence)

4.4.3. Jugsunuuvidesnandiy Aflsedendndu luntidesensuandasioantelnidis
Anuvisuiulunmsuitainwnueduluy (Thai Orange Book) -

4.4.4. l1ifinan135U309 Therapeutic equivalence 0

4.5.wnasffiuen (Bandeladanil) 4

a.5.1. \duenduuuy ve Idevdlduessn muildsueyiinndninnuanenssunisevsuay 4
o1 Auviudsutuendusuuidminglulszvdlne waziideyadun Ansufiu ieatiuayu
msldgegaumana muwwImslumsiavinenansmivemudennatendeu
(ASEAN Common Technical Dossier : ACTD)

4.52. fievdldvessn muiildsueyiRnndninnuamsnssumsomsuaren fviifieuiuen 2
funuuiisiminglutszmalng us LiBulumy wamdlunisdavhenansmfueay
Yonnasel@eu (ASEAN Common Technical Dossier : ACTD)
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5.1. M3Anw/Adenendiin (Fandaladanils) 1
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Jausltveten wWigusunuensuLuy 7
a oA oo a = o - o v v =3
A5 IUFVNUTBNE Tagdinsfnwwuusaseallll (Fantaladauils)

5.1.3.1.38ns@nwndunuy Well-designed Randomized controlled trial 15

5.1.3.2. 3nsAnwuluwuy  Long term follow up RCT 10

5.1.3.3. WmsAnwuluiuy Comparative studies Wuu Cohort studies (prospective) 8

5.1.3.4 FBn1sAinwnduluy Comparative studies iUy Case-control studies (retro - 6
spective)

5.1.3.5. WwmsAnwndunuy Descriptive studies wuu Case report/case series 4

5.1.4 gansiy AfAnw/Ademenatn wuy Well-designed Randomized controlled trial 1
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6 | szuuausHINeindEsTINT windinay (Fendeladevily) 5
6.1. UIHMIONATTUTRINTOUTUNUTTILTITULAYASING INVIEIUEIUNAT 18U PREMA, 5
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