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843275: Enoxaparin sodium 60 mg/0.6 mL solution for injection, 0.6 mL prefilled syr

1. AusnUAnalY
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1.1 gluwu Wuansazmeusannae dusudanldtmtiazdadimavassidens

1.2 dwszneu w1 waon (0.6 ml) Usznoumedaegn Enoxaparin Sodium 60 mg
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i dsuslfegreimauuuussyiug Sienarsmiueiussylunaasen
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LAUNIHER (amﬂwwaaﬂmmaﬁzqmluwma me/ml kag IU (units) of anti-factor
Xa per unit volume)

2. auaNUANIamALia

Naﬂﬁmi'sﬁmwﬁﬂmmwLﬂulﬂmu finished product specification Waz Specification of Active
pharmaceutical ingredient (AP)) 81983991 nLndud15vatuiionsu Saldaanzifoudeditinaiy
ARIENTIUNTOMSUALEN NTENTHMBTRIY TetindusirFuillisrdedonduatuiiiiouwivielminia
wmsgrundusiiuladfunie sudsenansensasisugy e seyien we. 2561 astudl 6
funen WA, 2561 @aUsenialusiwiaanyuawiuil 12 nuanius 2562) uas seysinsen @Tuii2) wa.
2562 awiuil 3 AEngIRal 2562 (asszmelusmisayunsiud 26 nsngiey 2562)

2.1 Finished product specification:

& Test items Specifications
USP2024 BP 2024
1 | Identification
A : Precipitate by Protamine sulfate ite precipitate
B : UV abscrption The spectra exhibit maxima The spectra exhibit
at 231 + 2nm maxima
........................ S at 231 + 2nm
lllllllllllllllllllllll C -SOdlum content e Meets the requirement Meets the requirements
2 | Clarity of solution lts appearance is analyzed The solution is clear

for clarity and degree of
color, using a validated
method
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¥ Test iterns Specifications
UsP2024 BP 2024
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%
Anti-Factor Xa to Anti-Factor lla 35~53 33-53
Ratio

6 | Anti-Factor lla Activity 20.0% - 35.0 % -

(1,200 - 2,100 1U 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)
Benzyl alcohol content (if present) 1.35% - 1.65%
8 55-175 55-7.5

pH

Bacterial endotoxins test

Less than 0.01 EU/unit* of
Anti-Factor Xa activity in
Anti-factor Xa U

Less than 0.01 IU/IU* of
Anti-Factor Xa activity

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 reguirement

Meets the requirements
under Injection and
implanted drug products
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2.2 Specification of active pharmaceutical ingredient (API):
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D)

Test items

Specification

UspP42

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

14.0 - 20.0 at 231 nm

at 231 £ 2nm
(14.0 - 20.0 at 231 + 2 nm)

C :Anti-Factor Xa to Anti- 3.3-53 33-53
Factor lla Ratio
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 m, e :

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).

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 IlU/mg

4 | 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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i | Specification
Tt Homns USP42 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% agueous solution) 6.2-1.7 6.2-1.7
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

NUYLUA: NMT 8811390 Not more than
*0.01 Endotoxin unit (EU)/unit 119U 100 EU/mL kag 0.01 1U/IU windu 100 1U/ml

3. M3UszliuAIUsEaNs N TWAas1A1 (Price Performance)
TeaziduanuEnas 1389 Msusuduruseansnnaesian (Price Performance)

a. wnansitldlunisiansan
wnansildlumsfinsanquameliGedsuenamioussyenoiaenasmudiy felud
1) dwenasinnuer Mwning was/misnmwsangy
vuewn: lunsalifildurfunuuasdasfiienaisuansdeusldvesiiiinunisiusesann
dnnueaznssunsemskasen kanheniuideudd feaassete Seruldifinushiue,
sy lumneeildlunsinenindy waslinmsssydermudeuntslenliluenansiiuen
2) dunenasuanItanNNULRAINTEINYUEUTTY (WHEuarnaRIEn) suiildtunadeuls
3) dundvetunsdeuiiuen (wu ne.t vie v.1) asuyauth NTUTLaLIBEnRANYUEIRANY
19981d11393Ukazdarinun1nT§1uve935n1531As18%e (Finished Product Specification and
Analytical Procedures) fitunzidenls TnufosdhdeiniuenfivseniAnsensnansisaguiusomie
Tmindseme
wanewe: nsdifiegseinvedsuuiawudlviziiesgitasdormumnasgulirenndesny
MaeivssmasussmsemniagaseddnauauznIsinesLazen Wuuudiuee
urludsuuasrenslunafoumhiuen wuu ne. 9) wie duundesudlowdsuutassenisly
neleumsuen (Wuu 8.5) iwseudusmeg
8) dunluddynstunsfousiue WU ve.2 vee v1e.3 vie ne.4 vie 8.2 udurnsd)
4.1.1.nsdewdnluUssmAlng (ne.2)
4.1.2.nsdlfgnhiiensuwussylulsemelng (ne.3)
4.1.3.ndlfonidrannmalseme (ne.a)
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wagwe: nsdiinisasuudasudlugfveygiauazantuiinds uuvdruifiveudly

Wasuwassenislunsioudifuen wuu v.e. 9) vie duumvsudludsuidassienislu

wst.ﬁ'auﬁﬁ'umLﬁmﬁ"u@'i’uauqmuazan’mﬁwam (Wuu 8.4)

5) duumiideiussnsgunisuansinundninaeiisnisialun1snanen (Good Manufacturing
Practices (GMP)) /PICs (Pharmaceutical Inspection Co-operation Science) lag 28314 PIC/S
participating authorities atuaganInsauN1InII9aeU dnan1siusesfieiulseniauseningian
idnnsedind TumnailiAedestueiiaue Useneude
5.1 duumiidesusesnnsgriunisuangaundninaeisnisfialunisudaTagiudendidey

(Certificate of GMP Active Pharmaceutical Ingredient (API))

5.2. dumilsdesuseunasgrumsuansimundninusinsnsialunisuansansusiediagy
(Certificate of GMP Finished Product)

6) luns@fdusnintransussine guandesiidriuiviedeyusenaniasi (Certificate of
pharmaceutical products, CPP) #3autiad@esusesn133nuune (Certificate of free sales, CFS) Tu
e Tiieuony atuagamuseunsnnaseulneiinasusesdiviuussmauszmesm

7) UINTFIUVDITDMNUAAMANINGRUMIEEATY (Active Pharmaceutical Ingredient Specification)
wagnansiasiendn5agu (Finished Product Specification)

7.1 dnuaasgiuingiunlendnnity (Active Pharmaceutical Ingredient Specification) wag
uinsgrundindnaiond1i593U (Finished Product Specification) Taeszyfis181
(Pharmacopoeia) Ml#81484n153inesilasunsgruegedosfondulunudefinuauay
wasguveImsieseiluiselaimemils muussmanseTNEsITgY 309 STy
Gy

7.2. @11 drug monograph waaﬁ%ﬁumﬁwﬁiy (Active Pharmaceutical Ingredient) kagnansingian
15934 (Finished Product)

7.3, nydifTngAusieddny (Active Pharmaceutical Ingradient Specification) w3 andnfaueien
@593V (Finished Product Specification) liUs1nglusisnen (Non-official pharmacopoeia)
er'fml,l,aﬂmé'ng'm'hmﬁmmg’mﬂaamﬁLﬂﬁﬁsﬁr‘f‘}ulﬂmuﬁ'awﬁﬁalﬂoia"lﬂ‘f:’
7.3.1.:3179r‘f’m‘umLLazmmgwﬂmmﬁLr'mw"luﬁﬁwwawsxmﬂ'?ii.ﬂuauﬁnﬂm The

International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) w38
7.3 2. defmunuasinnsTIULBIMIAATIEERER (In-house process) Tidenndnariy ICH

Guidelines %39
7.3.3 Sofmunuazinassnvih vesmsieseiidmalilussen ssenla dsemis

UTENIANTENTNASITUAY 1309 sEYsTIeN ﬁﬂﬁ?UEUHUUHWﬁU‘] (General requirement

for dosage form)
wueme: Tefvusnuningaudaedfey (Active Pharmaceutical Ingredient Specification)
warkaAnAnsiend11393V (Finished Product Specification) fipagnadeanndsniieafunazady
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ey emL'i'uu,c‘im:ﬁﬁfr‘iﬁ'}mﬁ'ﬁar‘fwumazmmgpwmm'ﬁLﬂi'wﬁmmzi’mqﬁuﬁw’lﬁ’lﬁ’m w39
HanAendusagy
8) duumitdesusemanisTiasze (Certificate of Analysis (CoA)) InasaaUseznousie
8.1. duumisiiesuseawmansiieseingiuiendfey (Certificate of Analysis of Active
Pharmaceutical Ingredient (AP)) lnadasUsznoudng
8.1.L.dwmisdefusewmamslmswiingaused ey vesudaingiusendrdy (Supplier)

1
= - s 3

8.1.2 dumildeiusosmamyilassiingAudenddty vesjnannandusiendiSagy
(Manufacturer)
8.2. @wmiledesusewman1sinszsindntusiondnsagy (Certificate of Analysis of Finished
Product) vegranndndasierdnsagy (Manufacturer)
8.3. tonastudupruduiusssminsjunsminvesingiudaeiddy (drug substance) uay Junis
wanvendnsausidnIagy (finished product) A#luntsuanegudidueu
9) @WeNaASUANINANISANYIANAL (Stability data)
9.1. dunenaSUANIHANTISANWIAUANITEEZETT (Long term stability data) §1uu 3 JUNTY
6l
9.2. @wonaUANIKANSANYIAMUAFITUANTIEIS (Accelerated stability data) §1u7u 3 Ju
NIHER
9.3. duuenarsudsmansnmiuaniieainsainuiadanld 1 ga Aiuuaniseavine
msinw (nsdledie) (@i
9.4, nsalifiugniideaazany Adeaneneuld Wdunenansuantsfnwimiunafmdnisazansuas/
30 13990 / naulald ludvhazaier1eq asuduuazsaenadestuienansnifuel (n use
stability data)
10) duumisdeiusendndusiendniagy (Certificate of Pharmaceutical Product) anizeniidiun
Tudszwalne
11) dwwmangrunnuauyavewdndueien (Bioequivalence) InenansAnwiauasyavonindosi
81 (Bioequivalence) LUulUn1utainnun ASEAN Guidelines for the Conduct of Bioavailability
and Bioequivalence Studies %38 gilan1sAnw¥sedninauardianyavenansiusien nsensae
as1sgy Tnsaavuviomhsnununiiauyadliiunisiusesnn ddnuanegnssunsems
waren atullagly (nsallyldendunuy)
12) duumiledesusemmsgrunsUFiRmundninasiitn1siidluiesujiAnas (Good Laboratory
Practices (GLP) lunsdiilvhmseinsninauyadimsuseie
13) nsdfuengudaing Tunsdllildendunuy desdienansteyanisinwmepddnluiiuansionuaya
PUAMEARA (biosimilarity) fugBringoedalusuguam aaaendie wasUssansam

14) dnumidefusownsgiunisiiuinwasnszaseImuanInNsIsNsARluNsus nwILay
N3¥21881 (Good Storage Practice / Good Distribution Practice (GSP/GDP))
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15) fauesadisdiinednsenagnaton 3 wiuussyfuei

16) dumisdeiusesnasgruieauiRnns ISO/EC 17025 lusrenisendivaue (6

17) dnuenansuansdeyanislasunisussglu Green book vesnTuinenmansnisunmg (@)

18) dvwenansuanidoyanislasunisussylu Orange book 484 US.FDA. %38 European Medicines
Agency (613

19) nsallidldedunuudiosuaninis@nuinandiin (Clinical trial) vesenluysswalnefinansiaania
ARlnveseWIBUBUAUEsuLUULas ARuW LU NI TINaMSUng (§)

20) NM59USHITLETINNINIUAILUTENIAMAMLNTIUNMIRAUITLUVIILUINR 1Toanaeia3esssuingny
msdaaiun1sneevesemdlne w.a. 2559 wioaSusTsndun Tidoandestuusemen @il

5. Gavlvdug

1) vwiesdlogvaslidesnit 1 U Juaniufidaeuen

2 smnienstdnideaeulunguinisunndasdosduumidesusemanisiinsiey (Certificate of
Analysis (CoA))

3) fuiessfedlufusensuasundeninduuseguiadlaiamsidonanmrsufmuamusuu
N

4) mnguénisunndmudgmamunmainndndasiuasfesnisdmmiaiiednasinunm g
wanfamienasduifuisreurlitelunsinseinaunmen wasdwnlusnouiigndulinseviiu
wngugn1sUNNE

5) fauennfueBusenliondndygieunsufuun fil
5.1. windimsguasiiienginnnsuinemaninsunndudmansinnzilidulununnsgu
5.2. nsdinAndnusienadndignidsniivivnniesmaalnsdinnunaenssumsemsuazen
5.3. naginuilgmaunmanwanfasifierndmaseyszavinauaznnuasadeseduasitldsuen
5.4. nsdlinaizassumsiadunssunaznisttadngisanaintyden gudnisunndawesnidnnis

dedorlundedaly
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