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2.1 Finished product specification:

) Specifications
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 + Znm maxima
at 231 + Znm
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Test items

Specifications

USP43

BP 2022

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
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 33-55 3.5 53
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 58~ 15 55-75
9 | Bacterial endotoxins test Less than 0.01 EU/unit* of Less than 0.01 IU/U* of
Anti-Factor Xa activity in Anti-Factor Xa activity
Anti-factor Xa IU
10| Free Sulfate Content NMT 0.12% (w/w) -
11| Sterility test Meets the requirements Sterile
12| Particulate matter Meets the requirements Complied
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o TSt s Specifications
UspP43 BP 2022
13| Volume in container Complied Complied
Other requirement Meets the requirements
under Injection and
implanted drug products

2.2 Specification of active pharmaceutical ingredient (API):

v Specification
10 _
Testitems USP42 BP2016/ Ph.Eur.8.0
1 | 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 14.0 - 20.0 at 231 nm
at 231 + 2nm
(14.0 - 20.0 at 231 + 2 nm)

C :Anti-Factor Xa to Anti- 33 =53 33-55
Factor lla Ratio
D: Molecular weight
distribution and weight -
average molecular weight

M 5000 12.0% - 20.0% 12.0% - 20.0%

M 2e00:5000 68.0% - 820% “‘t.’la.S.VO% — 82.0 %

ARNENITUNTITMURT D UALASAMEN LB Y

%
) ff

‘ A ‘ b@ 4 :
¥ 4 / ;
1.83%9 hn(f Y AsesunTiunis EE G LR ) & AR e LR 300 e L

(WL LINT FAUTIULN) (ney edian Twsna) (nou.g@5n &mwadn)

wensssnansnst ) S GRHIFY



wihd nn §

A Specification
TRRE RSt USP42 BP2016/ Ph.Eur.8.0
Mass- average molecular 3800-5000 Da 3800-5000 Da
mass
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).
2 | Anti-Factor Xa Activity 90.0— 125.0% 90.0 — 125.0%
3 | Anti-Factor lla Activity 20.0 = 35.0 IU/meg 20.0 - 35.0 lU/mg
4 | Molar Ratio of Sulfate to NLT 1.8 2
Carboxylate
5 | Sodium content (on dried 11.3-13.5% 11.3-13.5%
basis)
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) B2 = d.7 8.2 =1.7
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

R NMT 8831910 Not more than
*0.01 Endotoxin unit (FU)/unit 11U 100 EU/ml wag 0.01 IUAU windu 100 1U/ml
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MeazduanIuLenans 1389 msUseiuaUseanSnmsasian (Price Performance)
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. 52&325\2&\&& (General quality criteria) 20
1. | mesgruntIHEaeIAmvanINeiAsnsiialunsnanen (AeuuNsIY = 99 1.1 + 1.241.3) 1.5
1.1 Certificate of GMP Active Pharmaceutical Ingredient (API) luvsnngniliauews atudign 0.5

ausauMInTIndaulnednasusestisulsenmalseniasia/Aeaen (dandaladanily)

1.1.1. lafun1sfuses GMP-PIC/S 990 PIC/S participating authorities %58 cGMP 0.5
1.1.2. 19Fun"s5uses WHO-GMP vile vio cGMP vieifisuwin Tunmnafiierdessu AP 0.1
1.1.3. 1¢3un133uses WHO-GMP wia cGMP v3aiiiguiin wiilissyvuandaiou / lifllenans 0

WERIN1SSUTaY GMP (lafwa5as7)

1.1.4. 165ums¥uses GMP-PIC/S 138 WHO-GMP 138 cGMP fivmaengriouuussmatsznaa 0

s1en waglaiflionansuaninsuverony use lsiiinangunanviunaneny (liiersan)

1.1.5. lall@sun1s§usas GMP-PIC/S w5 WHO-GMP (lsi#War5a47) 0

. .. L L !
1.2 Certificate of GMP Finished Product Tuvsnagiiauewie aduaiaasmsseunisnsivaaulng 0.5
fnasusesdeiulsemalszmnan (Aendaladonils)

1.2.1. leiFun1sSuses GMP-PIC/S a7 PIC/S participating authorities 38 cGMP wag/vi3e 05
W03 UTONANAW (Certificate of pharmaceutical products) 217 PIC/S
participating authorities luminnefiiduawe (nsdlonthidn) wieldsunisiuses GMP-

PIC/S N&1UNIUANENTSUAITOIAISUAZEN

1.2.2. l#¥ums$uses WHO-GMP w38 cGMP w83 Useinegiudn Tuniaitiendasiu Finished | 0.1
Product wax/v3e nilsFedusesdndnm (Certificate of pharmaceutical products) Tu

L = o &/
RUINLIVILEUOVY (NTABIUILT)

1.2.3. lpiFunissuses WHO-GMP walidssymunndaiau (luiarsan) 0
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1.2.4. 1#3Un"35Us89 GMP-PIC/S %138 WHO-GMP vi3e cGMP finunangneuiuuszniesznim G-

s1a1 uagliilienansuanenistuaedeeny (liersas)

1.3 nsd@idueniidnandslssme dosdlduniidesusowansng (Certificate of 0.5

pharmaceutical products: CPP) isanilideiusssnsdnning (Certificate of free sales; CFS)

Tumnagfliausune
1.3.1. CPP v3a CFS atudngn (miwseuntswsivasy) nadliderglvilergmssusesdedusema | 0.5
Usgnans1m viseituendindaluussmalne
1.3.2. l3ifl CPP via CFS 30 & CPP / CFS #iviunans 0
2. | mesguingAudlendnfny (Active Pharmaceutical Ingredient Specification) wag 3

WnsgIuNAndueie1dn393U (Finished Product Specification)
WIITUINIBNTTINITVUNTEY (ASHUYTIA = 99 2.1 + 2.2)

2.1 i9IguingAusiendfy (Active Pharmaceutical Ingredient Specification) ({@anvalava 1.5
=
Yiil)

2.1.1. nsdilasunssuseslusisnen (Official Pharmacopoeia) (tRandalndani)

1%
=

1) @183 USP, BP, Ph.Eur. , IP JP atiugian (muenansfivunsieuld) waznnsonsds

Wy gesduAlulunsidoumsueudn (o5 91 08.0130%)

4
= =

2) 972489 USP, BP, PhEur. , IP JP aduangn (muenarsiidunzileul’) wietuudluly 0.75
neilgum v (@ o.5 98y ae. nalu 2 Yuddlilasuniseyl® wazbuudluney

JulsEnIng A1)

3) 81984 USP, BP, Ph.Eur., IP JP atulwdninusznie szymaen wazunlalungideou 1

AsuenSausesuas (H8.5 9 oy.0lR)
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4) 81384 USP, BP, Ph.Eur, IP, JP atiulmindiusznia ssumanen uasBuudlalunsdey | 025
fMFueuda @1 o5 Aty oy, melu 2 YussalalléfumsewsTd uarBuudladeusu
Usgnimsien)

5) 8983 USP, BP, Ph.Eur, IP,JP atud1ge wisaluindrussnia ssuisien wasuiluly 0
nziloudyuauds uids ulgduudlelunsdeusduen

6) #1983 USP., BP.  Ph.Fur, IP, TP, JP (adfumussienit sum.usznid) uazudlaly 1
neiDeuiuguds (o5 1 ev.ouliR)

7) #1983 USP. , BP., Ph.Eur, IP, TP, JP (atfupassnendl sum.Usznia) warduuflvly 0.15
nyiTausueud (@ v.5 18y oo, molu 2 Waddllizunsew® wasduudladey
TuUsENINTIA)

8) #1983 USP. , BP., Ph.Eur, IP, TP, JP (atumusiisnendl sum.Usznie) wasudlaly 0
neifeud¥uudn uide [ldfuudlalunzifeuiduen

9) FrdsTeatuiniiussniadise (aRansun)

2.1.2.

ﬁgsdwé&mbséoﬂgmﬁ Pharmacopoeia gasUszinafiduzauiinuas The International
Conference on Harmonisation (ICH) (iaw9eaa9n ICH 7§l Official Pharmacopoeia
harmonization A USP, BP, Ph.Eur., JP., Ph Int.) %38¥8MnunLazuInsgu In-house
process fiaonndoeriu ICH Guidelines uaz/u3e Pharmacopoeia General

Requirements (tdandalatanii)

1) 91984 Official Pharmacopoeia v03UszivAau1dn ICH waz/13e In-house process ¥
donndeiu ICH Guidelines %38 Pharmacopoeia General Requirements atfugnan
yavide wazkAlalunzilsuisuenFeuiosuds He.5 1 ee.04lR)
ANENTTUMIATMUAS BasBERLETANENYUSIANIL
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914984 Official Pharmacopoeia YasUssinAgunlin ICH Laz/138 In-house process #
@oAARBINU ICH Guidelines 138 Pharmacopoeia General Requirements atiulusd
ndUsEn1AmTIend sunUsenia ynvta wezunlulunzilewisveiua @e5 4

LA e vy

98.0111R)

1.25

91484 Official Pharmacopoeia vesUszimnaaundin ICH waw/#38 In-house process 7l
danmaeiu ICH Guidelines 38 Pharmacopoeia General Requirements atiudngn

wsnlnindnuszn1adis1ena sus Usznia vnvade wazdunslalunzideusisusuda

(® &.5 Fieu a. Moy 2 Yuddslilasunisould warbuunluneuiulseninsan)

0.75

2 = _ 2 = L
91984 Official Pharmacopoeia 999UsenAasntin ICH Waz/%3s In-house process #

@0AMaDINU ICH Guidelines ¥3® Pharmacopoeia General Requirements atiumy
UsemAM IR sun.Usenid nniads waswi lwlunsideusisuewds (Ju5 7 oe.

D14317)

91984 Official Pharmacopoeia 183UsEMA#LNTN ICH Waz/%39 In-house process 9
FOAAABINU ICH Guidelines 38 Pharmacopoeia General Requirements_atiusal
Usznam 189 sueUsenia nde wazBuunlulunzideuisueiuds (3 .5 gy

L lile SR

ag. melu 2 Yusdaldlasuniseyl® wastiuudlunawiudseningan)
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97984 Official Pharmacopoeia 189UsztnAa:nTn ICH Waz/138 In-house process 1
#9AREBINY ICH Guidelines 38 Pharmacopoeia General Requirements atfuaian

vEalminy visemulsema_ualulgguunloluneideus15ue
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9) In house process luaaanasa/laitlulua ICH guideline violifinstuudle (i 0
WATN)
2.2 inmsgunanfinsiordiiagy (Finished Product Specification) (idandaladianids) nsiliiog 1.5
ssmInmnUasuawAlu Ao Uena U os I TVeUATY (WuY 8.5) uamsau
finished product specification lngvaunlvnauiulsenassmasia/Amass uagluinu 2 T w
TUsEnInTINg
2.2.1. nadllésuns¥useslusisnen (Official Pharmacopoeia) G@andaladouida) I
1) 92989 USP, BP, Ph.Eur., IP JP atuaiga wae lasuniseydflunsifoushivenudn 15
2) W8I USP, BP, Ph.Eur., IP JP atiuglga uas @mwu:u_qqm_taﬂﬁguami%ﬂ_% @ | 075
0.5 ity ov. Melu 2 YuadslalldSunmsoudd uasduudluneuiuuszninsan)
3) §4B3 USP, BP, Ph.Eur. , IP JP atfugian wads [uldduualalunsifeusiduen 0
4) 9183 USP, BP, Ph.Eur, IP,JP atuluundiussmassusnsien uas ldsuniseydilu 1.25
nzloumsueua
5) ©1984 USP, BP, Ph.Eur., IP alfulmininussmassusngien uag @@__mniﬁgﬁ 0.15
sfsuiiuen @ o.5 A8y v, nelu 2 Yusidslallafunsoys® uasBuuilotoutu
Usenangian)
6) ©198¢ USP, BP, Ph Eur, IP atulminaausemassysngen undh [uldduudlaly 0
neidoumsuen
7) 81989 USP, BP, Ph.Eur., IP_suuszmiassysianen waz lesusseydilunzidou 1
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8) 1483 USP, BP , Ph.Eur, IP puiszniAszysanen wag @m_ mirduudllunaidoy | 0.05
ruen (@ o5 figu eg. nelu 2 TurdslalliFumseyi® uasduudludeuiuusznin
371A7)
9) 1989 USP, BP , Ph.Eur,, IP snutsemeaszysiisnan widsluldudlalunsifeusiisuen 0
10) §9Bamusanen USP, BP, Ph.Eur., IP udatudinit Ussmeaszydisen (aiRansan) 0

2.22. naddlulaiumsiusasludisnen (Non-official Pharmacopoeia) N0 1UAB IR
Official Pharmacopoeia yealszwAiiluaindnues The International Conference
on Harmonisation (ICH) (wwazUssinaausn ICH 71 Official Pharmacopoeia
harmonization A& USP, BP, Ph.Eur., JP., Ph Int.).) vsalamuunuayuinsgiu In-
house process fiaenndastu ICH Guidelines wag/m3e vjmgmno_uo@m General

Requirements (s5andaladonite)

1) 81984 Official Pharmacopoeia Ua4Usvmeau®n ICH Laz/%38 In-house process 9

AanAaRINU ICH Guidelines %39 Pharmacopoeia mm:mﬁm_ Requirements avua1En

ata

e wasuilylungdoussusn Buudesuda @us 7 eu. DYIIR)

2) 9184 Official Pharmacopoeia 193UsztnAaNTn ICH Laz/%38 In-house process 125
denAaearu ICH Guidelines 30 Pharmacopoeia General Requirements auulusl
' o = o v = o D =
AMUIEAAANTIENN SUR.UIENA AT Fm&r:ﬁéﬁiﬁurdmﬁﬁgmdm\#rmu (Ha.5n

R

28.9uLli#)

3) 97484 Official Pharmacopoeia w84UssnAauNTn ICH Wag/%3a In-house process 7 0.75

gonAaDINU ICH Guidelines %38 Pharmacopoeia General Requirements aUUA1EA
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4) 81983 Official Pharmacopoeia Wa3UssmAaandn ICH wag/M30 In-house process il 1
@annaeiu ICH Guidelines 38 Pharmacopoeia General Requirements 20un1al
Usendssienyt sumUsenia ode wazuAlulunzidoumsveua Ge.s 7 ow.
aYIR)

5) 81984 Official Pharmacopoeia vaUseneiasnn ICH uag/138 In-house process 7 0.25
ApAAEEINU ICH Guidelines w38 Pharmacopoeia General Requirements_aifumsl
Usznassendl sums.Usznia navhda wesBuuilulunedewhiuewd @ o5 Aty
o8, melu 2 Yusddlailaiunisoud® wazduusluneuiuuszninsia)

6) §1984 Official Pharmacopoeia vasUssmAaunGin ICH Lag/%38 In-house process 7 0
aenndedriv ICH Guidelines %38 Pharmacopoeia General Requirements atuanan
Wia NI WsenmUszne

7) 81984 In-house process fidanpdasiu ICH Guidelines sz mefsienuIsiite 0

8) 61484 In-house process fiaanpdaaiiu ICH Guidelines shninussmeassien (l 0
Na5847)

9) In house process lagannans/uidlulupu ICH guideline w3alaifinnstuudle (i 0
NA5647)

3 | mesgrumsiesUjians ISO/IEC 17025 (iFandaladonids) 2
3.1. I#5Un1s¥uses ISO/IEC 17025 Tusenisendivaue mmsnuiusesiindade wu 2
nsAneanimunng s wardimimaaeupsunnitonauisesd i sus Usyma
wanatulniniy
EE&DMMEElegﬁﬁE..M‘_mmu_.MESFN«JE%D@Q&E,EJH
H.manm@ ..... % ..... f\ﬂg ....... UsE57UNITUNTG mmaﬂwm”\ww\h .......... I N3TUNTT 3. maﬂ_m SO 1., - AP 7 |- 411 i

(Wey wams gnusIuum) (nay.adan lusna)

(ney.gds dlnwadn)




i1 10 970 23

Yan1sAn
wnasin1sUszivaun wnandusiendoailny AZLUY
3.2. laFun13¥used ISO/IEC 17025 Tusenisendiiaue yedaganuisenienss (srse: 1

avulminaivszma SEYA7787 INVINBITUSUTINUTRDND 1YL nIRIneIAansnITLnng

\Husu
3.3, ladl@¥unissuses ISO/IEC 17025 lumemsondiaue 0
34, &5\_%&\5\534&%Eamﬁw\dadmﬁmégﬁmé 2
4 | #1ATIUNIT5UTDY Good Storage Practice / Good Distribution Practice (GSP/GDP) (t3an 2
golndonils)
4.1. 1#un135uses GDP-PIC/S nvitsnususesivideie wiu SGS, BSI 2
4.2. /3 UMI3UTes WHO-GSP+WHO-GDP anamiaesuiusesivideio i SGS, BSI 1
4.3. 1#3umssuses WHO-GDP sanuthenususesiiindeds wu SGS, BSI 0.5
4.4. 1FEumsSuses WHO-GSP aanvihssususesiiunidedie 1w SGS, BSI 0.5
4.5. luilasumssuses GSP v3e GDP 0
5 | wnesguniniue (Fendelatanil) 2.5
5.1. Wusauluy 2.5
5.2 WHO List of Prequalified Medicinal Products 2.5
5.3 s18n13eniiisnede oglu Green book i1 - Hagiiu 2.5
5.4 KansIvIiAIEie Mg 3 Lot. @mansaieseiasunniatesmusiisgniignada) lny 85
o iAims 1SO/EC 17025 Alaflaifudn
5.5. lilluldausiade 5.1, 5.2, 5.3, 5.4 0

T
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6 | ananUAnaUsElegisianisufuneu (6.1 + 6.2)

6.1. anunsauldvaten (Aandeladaniiy)

i
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6.1.1. vrsgluvmentiianionds Usasinide wiougunsaldsie (Prefilled-syringe with

Safety device)

5

6.1.2 visyluvaenvilanianda Unmenie Lifigunseifisde (Prefilled-syringe)

X ) g o w =
5.1.5. dwwﬂﬂﬁimwﬁ U3FNLYD WIBMLTUEINTURS

6.1.4. vsstluvaen Usmainde Lifdiudwiudandoe

6.1.6. vsIhuusTyAeilasununnsguszy - (binensan)

6.2, N3QENaAn /eni/endus (Fentelavenils)

6.2.1. \lugnnfussydaeinuindumsuszyasudau yne mitedeos (vial/ampoule/maos/

9) 2aINTEYVLYT Lot No Fuduery vne vihweey (unit dose) ATUdIY

6.2.2. \llugnfiussyiasianuiinduis sy Asuu ez wihelwe) (ndes)

6.2.3. \Hueniflussyiasinuiinduihsussy ldasuday

&
BA13A1

2D

ingin1sUsIuAMA KRN B YRSy

ASLLUU

& aps . . "
V. INUNAUNINLANE (Specific quality criteria)

80

1 | waigaupunmviisdaiusamanisiiase (Certificate of Analysis ; CoA)

(RHUSIN = U9 1.1 + 1.2 +1.3+1.4)

20

1.1, anuduiusvewaigalgunmmiidesusemamslinssisnenddey (Certificate of

Analysis of Active Pharmaceutical Ingredient) (iFandalatanils)

2.5

1.1.1. COA Tmgfu iswas Supplier uas Manufacturer waziluingRundnguiieaiu

2.5

AMZNITUNTIAMUATIBABHA :,m_umemw\jd?ﬂﬁmﬁgﬂ
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1.1.2. fiianizued Supplier wag/v3e Manufacturer %o lildjuntandaseniu 0

1.2. wafigapunwviisiesusesnan1sinsnevisnendsy (Certificate of Analysis of Active
7.5

Pharmaceutical Ingredient) (Gandalatanil)

1.2.1.9390U Active Pharmaceutical Ingredient Specification nnita uad Supplier uag 7.5

Le Ay

Manufacturer uazdmsuanawaluglibuusame fnau (Uas/wiouaninanIsin el

UNFIYBLYY impurity TiEsnsavaunusauleivy Below Reporting Threshold (BRT)
38 Below Detection Limit 4ailansa1 Reporting Threshold %39 Level of detection

lludtmsaesien) enviu %ate Physical test, Description, Appearance, Identification

1.2.2.9530U Active Pharmaceutical Ingredient Specification )n#ita ¥e¢ Supplier 3a 6
Manufacturer uaziinsuansaluguuuuiuas (was/vsauaniuansansIeyluunide
W impurity Tianusanaunusaasldivy Below Reporting Threshold (BRT) u3a
Below Detection Limit iazuansA1 Reporting Threshold 38 Level of detection Tuly

AATI¥YET) BAVIN Wt Physical test, Description, Appearance, Identification

1.2.3. @59f1U Active Pharmaceutical Ingredient Specification ynata Mauad Supplier wag 3

Lt A S

Manufacturer Fgmz,ﬁr%azmm__ﬁdgd “Conforms, Complies, Not detected, N/A, 2,

<” gAviu e Physical test, Description, Appearance, ldentification

||||||||| | i PR

1.2.4. a53fiu Active Pharmaceutical Ingredient Specification vnatea ¥84 Supplier #5a 2

Manufacturer walinswananaluguiuy “Conforms, Complies, Not detected, N/A, =,

<” gnLiu %ada Physical test, Description, Appearance, |dentification
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1.2.5. 959AU Active Pharmaceutical Ingredient Specification nn#ata a4 Supplier %38 0

Manufacturer wél TuiidadAgiau Assay, Related compounds Wugiu Smsuanwalu

sUwuU “Conforms, Complies, N/A, =, < (lue15047)

1.3. anuduiusvewagatnunmvifiiotusewanmslinswienduiagy (Certificate of 2.5

Analysis of Finished Product) (é8andaladanis)

1.3.1. COA finished product l¥ingRusunisndnifiaaiu COA Active Pharmaceutical 2.5

Ingredient Specification

1.3.2.COA finished product ldlaingRugunisw@sifieaiu COA Active Pharmaceutical 0

Ingredient Specification

1.4. nafigatgunwviiedesusemamslinsigiendiiasy (Certificate of Analysis of Finished 7.5

= 2 ] =
Product) (tAandaladanils)

1.4.1. #5477 Finished Product Ingredient Specification Mnviia waz dnsuaninaly
sUwuuIan (Uag/m3ouaninanisinTIsiluunsiada impurity aiusonauny
#auavlmiy Below Reporting Threshold (BRT) %30 Below Detection Limit Uastiany | 7.5
A1 Reporting Threshold #38 Level of detection luludiasizsier) BaLIU Wt

Physical description

1.4.2. #3591 Finished Product Ingredient Specification NAviate wa dnsuanmalugluuy

“Conforms, Complies, Not detected, N/A , 2, <” anviu Wit Physical description

1.4.3. #3371V Finished Product Ingredient Specification vinta wsl luidadfnausiig,
g1 1 Assay, Dissolution, Related compounds tusiu finsuannalugluuy 0

“Conforms, Complies, N/A , >, <” (lLiWa15a47)
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2 | nafigalaniniwnisinwiarunsia (Stability data) (@andalndouids 2.1. w3s 2.2.)

= a o 2 s = 3 W | = = ' 2/
2.1 nsdlenTnludesiinnunssnvauileld (In-use stability) 1iu #1an eninaunauly g1vieenm
& v - oY) T & £ & & e
Wusu 158 NSYIRERUMIANLUIATIINELEY/YT8 In-use stability Tugidia WWusu

(A2UUYSIY = Y9 2.1.1, + 2.1.2. 5999 2.1.1. + 2.1.3.)

2.1.1.n15@n® Long term stability (Gantalatonile)

1) fin13Anw Long term stability fianmedatiiu (Storage condition) aghatios 3 JUNS
wam e uluanadorimusly ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) nstifianansndiunmsanunlinig ASEAN Guideline @eauiu Stability protocol
vi3e wdngildsunseyifionn oe. ilinan1sAnuiesuangenimvaliuuaain Tned
HAN15AN® On-going stability Uangn wazianmwanisnsvimsziiludaen sniiu
vate physical description wasilionisnaasuasudau mushsiefisnads (wu
USP, Ph.Eur, etc)

2) §imsfinw Long term stability fian1nsdauiu (Storage condition) aghatios 3 JUNS
nan_waliduluaudonivualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) n3difianansaciumsfnuiléang ASEAN Guideline #oawuu Stability protocol
vise wdng uilésuniseyiAan ou. AtnanisAnuasuageriidvuslivuaan el
HANNTANYY On-going stability Usngm wavuanmanisnsraimsigidudaay sniiu

e physical description Wagiimtan1InagauaTudaU ausTeniansd

3) din13finw Long term stability fianasdnuiu (Storage condition) ety 3 Junis

wan tOulumadaminusly ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%

RH) SinannsAnwnasuagendiirualivuaain weldiinanisdnw On-going stability U
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d1gn wasuannan1InTITiAs siiludaae uniuinde physical description wasdl

FONSYAADUATUNIY MIUAISI8191D19D4

a) fimsfinyn Long term stability flanmzdaLiu (Storage condition) agnsties 3 unis 1
nan_sdulumudarimuaty ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) mzm3mmziius.mcmgmmgm%gssﬁcsm%3 uasiansAinegn On-going stability U
AER LATLARIKNANTINTINIATITRTUAEY BnlTuiaUe physical description el

PUaNIIVAEBUATURIU MUAITIE1781984

5) fins@nwn Long term stability fian1ie iy (Storage condition) aghatios 3 JUNS 1
wan \Wulumuderiviualy ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) mzm3mm:d#p_mmcmémgﬂ%g%ﬁc%mg3 wazlddnanisfne) On-going
stability Uange wazuananantsnmaimsziiludiaae oniuiide physical

description WazliITaN1TNAABUATUIU AIUFITIETND1D

6) HnNM5ANE Long term stability fanmzdaiu (Storage condition) lsiasu 3 JUNIHER 0
wiflusnadervuslu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5% RH)
finanisAnunliinsuangeiidimuslivuaain witiansinw On-going stability U
A1g9 uazuwaninanInsdwssiludaiae sniuiite physical description wawd

FBNITNIFOUATUAIU MUAITIENTND19D S

7) finsf@ne Long term stability fianizdnufiu (Storage condition) aehatias 3 U3 0.15
wan wildiduluauderinvuslu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) mzm:dm3.@5Emcmgﬂmgmmé%ﬁcxmmi wa liginan15@n®I On-going

stability Uangin uaziamwanmsnniinsiiluduey snduiide physical

description A IT8N15NAFOUATULIU MUAISIEITINEY a819tay 3 JUNIIWEN
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8) fin13fnun Long term stability fian1idaLiu (Storage condition) aghetias 3 JUN13 0.5
nan walaluluamderiivuelu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) fiwansdnwiasuaigenviiivuelivuaain udlsisinan1sAne On-going
stability Uange wavkannani1snsaadnseiilu Conform, Complies, Not

detected, N/A &nuiuida physical description uaziiiitensvedgauaAsuaIY My

11817187984

9) finsAnW Long term stability Tailuluaiu ASEAN Stability Study Guidelines, @nwn 0
asueeenTitmualiuuamn usiliatemsnageuliasudau aushnenitdrsds (u
W215847) |

10) UN15AnwT Long term stability ,m.__wzm:dm:ﬁiﬂd%m‘_e\_ﬂmésaﬁdammé 301l 0

o | o Ay a a L ¢
uémngmﬁﬁm\@d.ﬁw_@m Em_\u UATUATTTEIVBDINDY ﬁmm2@ngurjmgniﬁﬁm;)ﬁﬁgﬁﬁﬁmﬁnsﬁ

97484 via luansnan1sesadmsziludaas sniuide physical description

%30 ldfinan1sAine Long term stability

2.1.2.0580¥1 In-use stability (Fondaladonide) iy e13n eriinaunauls 3
1) fdoyamsanmmuashnzlialimuiissyluenamssifuaasuduynansazans 3
2) fifeyamsAnuAmasshumsdalimufissyluenansituaudbinsudaugn 0.5

a15a¥aTY
3) Lifvayamsfinmmuraiiuaeitinly 0
2.1.3 mvageumsnuliasadinen (Splitting Tablets with Functional Scoring Test) was/ 3

Wi In-use stability (Fenteladanily). nsdienda (Tablet)

1) nuuadinels Waadsesuin (Fnudaesale) wazdnisnagaunisinuuiasagingd 3

(Splitting Tablets with Functional Scoring Test) WSBNAMINAABUAIUANFIVBNIIA
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innuginsUszfiuamun Ik Anusie Jeanday AT

EMiNLUIAIdngT (In-use stability testing) AsUAINTBMUUAvaPNTIBIBaEY USP

= oais

w30 US.FDA uag/v3e dnsvageu impurities lugniisiauds Tneviesu§0Rns 1ISO/IEC

17025 ﬂ&%z Y38 NNANSANYIUTEANSHaTD I8 TINLUY

o/ 1 = 14 = Y] 1 = o =l ol ' < o
2) ﬁjrrdﬁﬁgmwﬁs rtﬁmgﬁmwmdgj garrdaﬁmb_ﬁﬁv LLAZUATINATUNITVNLUIATILLRAEN 1.5

(Splitting Tablets with Functional Scoring Test) WAZNANISNAGDUAINUAIFIVDILIR
g NANLUIATAANYY (In-use stability testing) ATUMUTEMVUATEIRITI819BT LU

USP w38 US.FDA ugilisinnsvaaey impurities Tuenfivinuds

3) sinudadeels Waethifisesunn Gnuwlirdals) uadinsaseumsinussniadine 1
(Splitting Tablets with Functional Scoring Test) wag/M3ailHan1sVAEEUAINLAIGT
vosdinenfiinudeniafinen (In-use stability testing) ATUALTBRVURTBIENI 819D

Wy USP w3 US.FDA

4) nsalvnuUadeeld Weendsesuin Ginudersals) Lifinsnagaunissinudansasinen 0.25

a wa

Lifinavaaeuaiunsh vislinsvageumiunsialagiesd foRnsuenin

5) liflsegunly usvnuuadnels 0

=

2.2 nsdlendladdnlunesiinnunssnun el (n-use stability) Wisendivusinudadinen laliive 7

- s @ N
vsdlunsvinidagn viie eualga

M3An® Long term stability (i@andaladaniis) 7

1) fins@nw Long term stability fian1izdaiu (Storage condition) B&9tes 3 JUN13 7
nae Wulumudermuslu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) nselfianansoriumsfnunléniu ASEAN Guideline #oauu Stability protocol
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NAN15ANYY On-going stability Udga wazuanwanisnsialinsziluiuay sadiy

WUe physical description kagdlvhdanisnnaeuasudiau susnsienfieneda

2) fimsfinw Long term stability fian1izdaufiu (Storage condition) aghatiae 3 Junns 35
wan Talulumudarimunluy ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) nsdianssariunsdnuléiniu ASEAN Guideline #osuwu Stability protocol 138
wéngildsumsayifian ey, AfinanisAneasuatgeriifmualiuuasin Tneiia
n"3ANYT On-going stability Yagn uazwammanisnsaaiiameidudaae uniiuide

o v

physical description wagliiiTansyadaUATUAIU AUFNTIETIE B

3) §m3fine Long term stability fian11eduiiu (Storage condition) aghaties 3 JUNT 55
udn Wuluaudarivualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) finansAnuiasuatgeniifivualiuuaain udlaifinan1sfinu On-going stability ¥
d1en wazhananantsnsniimsigsiludiae endiuide physical description waed

FIOMINAADUATUSIU MUAIS1817187954

flnsfnwn Long term stability flanmizdnufiu (Storage condition) aghstios 3 U3 25
uae Laiulumudarimunly ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%

RH) Ezmzgmmnﬁédw;m_m;gmézsiSE%3 ualsifinanisdne On- -going stability U

£

A0 WashansNan1InsI9iws eiduiaiae aniuvnde physical description wasil

PIUONSNAARUATUAIU MINAISIEITO1984

fims@nu Long term stability fian1azdniu (Storage condition) aenatios 3 U3 15
wdn Llulumutarimunlu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%

il

RH) finan1sAnwiasuaneemivualivuaain waldifinans@ny On-going stability U
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agn wasuansnanInTITins1ziiu Conform, Complies, Not detected, N/A

snLiuTde physical description wariiidenisvegouasudinu nuen51e1N81984

6) dAnnsAnw Long term stability Taiulusnu ASEAN Stability Study Guidelines, Anw 0
asuoIgeiif Al iutaan wilhiemsnnaeyliasuiou mudimeniignds
We13047)
7) liifilenansnis@nwn Long term stability (luwWa75a42) 0
3 | nafigadaunmusinvuzussyiiduiaen ussginsiuazaain (Package & Labeling) 3
3.1, MYULUTIY WAL amniinway Beanssmuiitung deuen 3
3.2, MUUPUTI] ¥R andinEandsansamuiituredous 0.5
3.3, MuuzUITY Wew aandiawaden fuass aufitunsdeven 0
4 | auwindieulunisiatnsneniuendiunuu (Therapeutic Equivalence): (AzUuUsIN = 92 25

4.1. %59 4.2+ 4.3+ 4.4)

4.1. fuenduuuy 25

4.2, anuwiniisuiuvesndunssu (Pharmaceutical equivalence: PE) wisaindunssuasisya il 5

frendrfeieniu idvuieanuuse wesgluuusdieniu lngdnsguderivuamilouiy

i PR

A o Vo = o 9 =
Wialauwindu (Banvaladanil)

4.2.1. Juenadigyifenuminiieniuivemuuy: flenasfigalhasnsafouwmen 5
Funuuld (danuterivuauazienansfinesdulunistungileuenlui/enanday wuy
ASEAN HARMONIZATION)

4.2.2. Wfipnuwinieumiandun ssuiugauLuy 0

4.3 waRgninaunmausudanauedienis (Biosimilarity) fuendiadngd1ede (Rendalate 10
%ile) (AzuUUTIN = 48 4.3.1. + 4.3.2. vise 90 4.3.1. + 4.3.3) vi38 4.3.4
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4.5.1. uenduuuy vie fideuddvese) mufilasuauiRnndninmuaazassunmsemisuag
e Duiuiuiuendusuufismhelulsemelng uasiitoyadug fasuiu Weatuayuy
m3ldenegsaumnna munuimalunsinienansifvenmadesnasendou

(ASEAN Common Technical Dossier : ACTD)

Fanvdn
inausinsUszfiuguamrAnfusiedosy AZLULY
4.3.1. fenasteyanisfinumardiinluiuanstenuetifnuadeads (biosimilarity) f 5
enfivingansdsludununm anusends wasUsednsamn
432 fenateyansfnmendinlunysdfivansdessAnBamm autaeads uazain 5
\HuRwete munnsgTu EMEA Guideline Afuimeunslunsansmanisunme
AUszmaiiudede
433, fenansteyansfinemendtnluiyudiuansdesyaninim arudaend uavaau 5
\ufiwwete muuiesgiutesdiinnuanznsTunIsewNsLazemMuua
4.34. LifilenarsuansisnauantRnnuedienda (biosimilarity) 0
4.4. siuns3usesdaenisussasluenasidediold (Fendoladanil) 5
4.4.1. Wuenfunuy vde eandyfléiFuussglu USFDA Orange book #3el#¥untsfusesan
EMA anansaldsuuruendunuld Saonumindieslunistadawv fveduuu 5
(Therapeutic Equivalence)
4.4.2. Jusduuuuviesneniiy Tisetendnios luvidesemandesasioatlmiail
ANswIweRiulunstilindneduendunuu (Thai Orange Book) N
4.4.3. lilfinan33uses Therapeutic equivalence 0
4.5, wnansmiuen (1Fendeladonil) 5
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4.5.2. fteudduosn muildfueyiRnndinnuanznssumsenmsuaren Awiifleuiuen
sunvuidglulszmalng uet lidulumy wamsunsdavenansmiuenmy

JORNAIDULTEU (ASEAN Common Technical Dossier : ACTD)

2

4.5.3. deudlivoser muildsueyifinndinnuansnssunsomsuaven fesninenduuuy

5 | deyauszAvSamlumsinen nsdnw/Ademeadin (5.145.2)

20

5.1. msAne/A9en19eadn  ((Bandoladanils)

15

511 ULy AuanaenansmMsldeneeatnsnuussansanuazaudasadeuasetluns

e mudeusldveeiilasuol®

15

5.1.2 Wugniiflenansiusesimdnlnedudniviiu gassiiudeatu Taghunnunaaiionty

NIgUIUNIIHARLAZAUANAMNAIN Teudld damssels dovhuldmuiontu snduwuy

15

P P

5.1.3. gnansiny WiAnw/ATensadtinaulsednsamuaranudasndevasenlunisne any

Toudliresen Wisuflsuiuedusuy flesumsanuilunsasmemsundiias

sonsuguiiidiads Inefinsdnvwuussie il (Fandaladanils)

5.1.3.1.35m3Anwnluluu Well-designed Randomized controlled trial

15

5.1.3.2. 3msAnuuduuuu  Long term follow up RCT

10

5.1.3.3. B/nsfAnwuluiuu Comparative studies wuu Cohort studies (perspective)

5.1.3.4 FnsAnwiluwuy Comparative studies WUy Case-control studies (retro

perspective)

5.1.3.5. Fmsfnwnduuuu Descriptive studies WUu Case report/case series

514 iy Affnw/ATenenadn wuu Well-designed Randomized controlled trial
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5.1.5. ddnw/Avenerdidn waldliuSoudisusuenduuy 0

5.1.6. lfin1s@nw/Adennemdin

5.2. Usgaunisainislanieeddn (Bendaladendls)

b n| O

5.2.1 vhuduszaumaainsldonimedtnlanalunissne linusieaiunisiineans i

Uszanninouse ldldsunssesSeuseslse@nsnn Useanduavasen
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