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851556: Enoxaparin sodium 40 mg/0.4 ml solution for injection
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Tu 1 vaea (0.4 ml) Usznaumedaen Enoxaparin Sodium 40 mg
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1 Finished product specification:

Test items

Specifications

USP43

BP 2022

Identification
A : Precipitate by Protamine sulfate

A creamy white precipitate

B : UV absorption

The spectra exhibit maxima
at 231 £ 2nm

The spectra exhibit
maxima
at 231 + 2nm

C : Sodium content

Meets the requirement

Meets the requirements

Clarity of solution

Its appearance is analyzed
for clarity and degree of
color, using a validated

method

The solution is clear
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EA Test items Specifications
uUsP43 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 33553 3.3—5.3
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 1U/ml)
7 | Benzyl alcohol content (if present) 1.35% - 1.65%
8 | pH 55~1.5 55~7.5
9 | 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 IU
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):

wh3n7

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

2a=5.3

23 =2.9

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 go0o NMT 18.0% -

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).

basis)

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

4 | Molar Ratio of Sulfate to NLT 1.8 -
Carboxylate

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

UD
Vet s 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) 6.2-1.7 6.2-71.7
9 | Residual solvent

- 1, 6 anhydro content 15 - 25% 15 - 25%
10 | Loss on drying NMT 10.0% (at 70° for 6 hr) 3
11 | Bacterial endotoxin Less than 0.01 EU/unit* -
12 | Specific Absorbance 14.0 - 20.0 14.0 - 20.0

NuEWR: NMT 8031370 Not more than

*0.01 Endotoxin unit (EU)/unit 11U 100 EU/mL waz 0.01 1U/IU windu 100 1U/ml

. N13USLEUANUSE AN ANRB51A1 (Price Performance)
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dunduatunziousizue (W n.e.1 vie .1) ATUNNWIN WiBUITEazIBuAAMENYTIANTY
Y9481d 15 gUuardarinuaNIns §Iue935N133L1AT 18981 (Finished Product Specification and
Analytical Procedures) idumzifeul Tnesosdnadasfueniiusznansemsnansisuauiviomie
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4.1.2.nsdifenindiiensuiaussyludsanalng (e 3)
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ANENTIUNSINUATIEALBUAUAY ARG BTN Y
W{W Us¥auNIINMS 2.83%0 ’f:’ /éo N331N13 3. 89T v QQ ................ N3TUNT5

(WeY. LIS BAUTIWUN) (ngy.adan Tusna) (ney.g¥51 dlnvadn)




wih 5 nn 7

vuewn: nsdiinsidsunlasudlugSveygeuazaniuiindn Wiuuvduidweundly

Wasuwassemslunsieudifue (wuu n.e. 9) ude duwidveufluvdsuutasnenisly

vedoushiuenintudSueyaauasanuiingn (wuu o.0)

5) duvtadeFUTemInTTIUNITHEREIANNENINMIIEN5TIALUN1SHEREN (Good Manufacturing
Practices (GMP)) /PICs (Pharmaceutical Inspection Co-operation Science) Tag 118314 PIC/S
participating authorities UUAEANINTBUNITNTIFFBU ANANTTIUTDINITUYTENIAYTENINGIAY
didnvsedind lumnefifetesiueiiiaue Uszneude
5.1. dunedesuUsoanInTIUNIHERIIMLINENN TSN TAluNSHARTRgAUMEd1 Ay

(Certificate of GMP Active Pharmaceutical Ingredient (API))
5.2. dLumitde3UsewInSHIUNTNERBIMANANNATIE M STIRTUNIHERN R A usiend 1S agU
(Certificate of GMP Finished Product)
6) lunsalfitdugntindranreussina fudndeafidnumtedosusonaniuei (Certificate of
pharmaceutical products, CPP) #3antlsdasusaen1391muny (Certificate of free sales, CFS) Tu
vnngfilaueny atudganuseunsasaasulaeinaiusesieiulsnmalszniasian
7) 1n55UveITeMUUARMAININgAUFIENE1ATy (Active Pharmaceutical Ingredient Specification)
wazkdnsnusiend5agu (Finished Product Specification)
7.1 dunuinsgiudngudigndndey (Active Pharmaceutical Ingredient Specification) wa e
UrnsgrIunandaiend1593U (Finished Product Specification) 1ae sz ysi15181
(Pharmacopoeia) Aild§1989n15Tiasesilasunsgiuegadossoadulunudefmuauas
AsgIuveINTIATeiluimelademis auusznAnTETNaIIEY 30 ST
81
7.2. @1 drug monograph ‘Uaa'*flj«?f’ltﬂﬁ’\ﬁ'iy (Active Pharmaceutical Ingredient) uaguansineien
d5a3U (Finished Product)
73 ﬂizﬂﬁﬁ’mqauﬁamﬁﬁm (Active Pharmaceutical Ingredient Specification) ¥3onan 9181
d11593U (Finished Product Specification) lius1nglus1s1e1 (Non-official pharmacopoeia)
Fouanmdnguienfinesguresmaieneidulumudoniselaselud
7.3.1. i muanazamspuresmslianeiluinevesUssmaniduaininves The
International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) %39

7.3.2 formualayINAsTINYeINTIATIEEHAR (In-house process) fidonAdaaiu ICH
Guidelines %38

7.3.3 fotmunnazaasguiilvesmsinsesdiiniualilussen saenla drsewmis e
UsEMANSENTNANGITUEY 1309 5238 ﬁww%’ugﬂuuumﬁuﬂ (General requirement
for dosage form)

@

N YanvuaRuA WIngAufIend1fity (Active Pharmaceutical Ingredient Specification)

<

waznandneiand1i593YU (Finished Product Specification) $1948198431n6151LAgINURazaTY
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Featu enuudnsdiidnenivermuatazinaspuresmsiessiame ingiusend iy wie
wAnauaied sy
8) duumilsdesusowmansiasieii (Certificate of Analysis (CoA)) lapdasUsznaunie
8.1. dumilsdesusamanmsinsingausendfey (Certificate of Analysis of Active
Pharmaceutical Ingredient (API)) lngfasusznoume

[

8.1.Ldnumildesuseamamslinseiingiumendity vesnaningiudiend Ay (Supplier)

£
I

8.1.2. dnumilidesuseamamslinsizningiuiedifsy vewnaanandusiendusagy
(Manufacturer)

8.2. dumilidesusenanisinsisindndudiend1i5agy (Certificate of Analysis of Finished
Product) vesnanHansueie1d15a3U (Manufacturer)

8.3. lenanstuduANuduTuSIEnINUNTHARYEIngAUMed1AYy (drug substance) WAz JuUN1S
WAURINARTTsiIS5U (finished product) AlHlunsranensuiidewey

9) @uuienaITuaRINaNISANEIANNAI (Stability data)

9.1. @NUILBNATUAAINANIIANEIANAIAITZEZENT (Long term stability data) 91U 3 s;uﬂ"\s
HER

9.2. &LUNBNAITHANINANISANYIANAIFIIUANIZL (Accelerated stability data) $1uau 3 Ju
NSWAR

9.3, duuenasuansanisAnwiuansinransavinudadanld 1 o /Auuudnassdniua
M3shw (nsdiende) (6d)

9.4. nsddueniifiesazany Adeansreuld WidwuenansnanisAnwinuasimdinisaransuas/
%30 130919 / naalald Tudvinazaieieg asudiulazasnndesfiuienalsniiuel (In use
stability data)

10) dnumisdosusendnsamiendsagy (Certificate of Pharmaceutical Product) lawgeniidnun

Tulszwalng

11) dumdnguauauyavendnsingie (Bioequivalence) InananisAnwiA AN AYBINE AT

81 (Bioequivalence) LJulun1uderi1nun ASEAN Guidelines for the Conduct of Bicavailability

and Bioequivalence Studies 3o gilonsAnwnTseavsranasdianyavewdnineien nsznag

a1s13aia Wnganituniomhenufnundrauyailizunisiusesnn didnauanznssunsems
wazen avullaguy (nsadldlvenduuuy)
12) nadiusnguiaing lunsdldlvenduuuy desienansdeyanisdnyimendinluiivan g

ANUAEIEARY (biosimilarity) fus¥ringaedalusmuaun I AMaaeniy uagUssansnn

13) dnumilidesusewnsgrunsuiRnumdninusiisnisiidludesufiinns (Good Laboratory

Practices (GLP) lunseiivins@nunrauyaiisnsuszine

14) a‘hLumﬂfqﬁa%’usanmmgmmsLﬁ'u%’ﬂmLgazﬂ'sxmammwé’ﬂmmsﬁ%msﬁﬁiun’mﬁu%’nmuaz
n3237881 (Good Storage Practice / Good Distribution Practice (GSP/GDP))
15) fiauesansiesdsinegnseetieey 3 mheussyiu
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16) diumiisdesusesnnsgruiosu§oRnag 1SO/IEC 17025 Tusemseniaue (dnd)

17) dwenatsuanadeyanislasunisussylu Green book Baensuivemansnisunng (i)

18) ﬁ’lL‘u’lLaﬂmiLLﬁﬂﬂ‘ﬁ'aHaﬂ’lﬂﬁ%’umimiﬂu Orange book 84 US.FDA. %38 European Medicines
Agency (61)

19) nséila e dunvudosaninisdnwiniandin (Clinical trial) vesenludszimnalnedivansdananis
AATNYBENUSBUTEUA VAL UULAL ARUWLLISENSNINISUNTEG (63])

20) NMFOUTUIZETTUNTNNUANUTEN AR NTTUNSHAUITEUULIINYR (309N 0913855583198
mMsauasunsmEEveITEwAlng W, 2559 wedsussudug fiaenndesiuuszme (i)

5. Wouludug

1) evealongwdolitosnit 19 fuaniuiidweuen

2) swnasnsHaniidweuliuAgudnsunmdmasfesdiumiidesusemanisinge (Certificate of
Analysis (CoA))

3) frieasdesdluusensuidsusileoslndvunengvdelaifinnsidenanwnoufunnudiuou
N

1) wingudnsunmgmuigmaunmannudniasiuazioinsdmsiaiieiinsizsinuam §5mie
wanfusinanugiuisveudlisilunsiinmsiquamen wazdwenlududigndaiinsiziay
WnFUENTUNNEY

5) fiauena(ue)Busenliisnidndayannouesuimun feil
5.1. winiimsguenadnnzinnnsuinemansnsunndudmansinsziliduliauunsgu
5.2. nsdinAndusienadnignidsniiuunniesmamalnsdinnuamgnssumsemsuazen
5.3. nstinuilymaunmanwanfusifio1vdssasdeUssavinauazanuaesdeseftaeildsuen
5.4. nsdifinauznssumsindunssunaznstitndagieenantyden gudnisunndvesnidnnis
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HUUUIZIUATUTEaNSAINAB51A1 (Price Performance) Ussinngwadl

Aauls dwiin ($evaz)
1 ganmuazanan T dul st lovtisonnenenis 80
2,571 20
1. auamuazanaudandulsslevddensssnis Govaz 80) Yan1sfn
inausinnsUszliunun WHAR BN Y ansiny AZLU
U
n. 52{3232&&1 (General quality criteria) 20
1) 1AIFIUMIHERALVENINUSTISNIAR LN IHEREN 1.5
2) WAsFIUIRgRUMeIdIATY (Active Pharmaceutical Ingredient Specification) wazansgu
HARsuTE1d1593U (Finished Product Specification) 3
3) WnsgIumavieauJuang 2
4) wesgruMsiivinwineznsyatsmamdnInueTIs NI uNMSIAU N ILaYnIEIEE (Good
Storage Practice / Good Distribution Practice ; GSP/GDP) 2
5) URIFIURERTUN 75
6) AuautRniEoUsloviemsuiinnu 4
. INUFIAINTWIANWIE (Specific quality criteria) 80
1) wadigauaunwviidesuseman1singz (Certificate of Analysis ; CoA) 25
2) WaNgIUAMNINNITANYIAUAIF (Stability data) 7
3) waigavnunwussmaurussgiduian ussfusiuazaain (Package & Labeling) 3
4) anuuidisnlunsiidasnwniuefuwuy (Therapeutic Equivalence) 20
5) n1sAnw/ATeneadtn 20
6) FTUUBUIUNINITLTIIN WANTINAY 5
AZUUUIIN 100
Sovazazuuulnslindnnsaasimn (sharhmiinlasszuuntsindedniremaiziesidnnseiind) 80
ANZNIIUNSIMUATpaIBunuazANENYUZIANTE
H.maﬂw 2 .BK\::::::..iwmef_Dmmw_D\J N.maﬂw ....... &“\ﬁ.‘/ ................. A33UNT 3. ma,.m.@ .......... % .................... n33UNT3
(WS @nusuuv) (ney.adan WS1n@)

(.51 &lnvadn)




W1 2 990 18

Fon13An
inasinsUsziiunnmkans usisdoaniiy AZUUL
n. SEQ..@EB.\,_&QZ (General quality criteria) 20
1. | M193§IUNISRANEIAUENNAIIISNSTIRIUNINERE (ASUUYS W = 99 1.1 + 1.2+1.3) 1.5
1.1 Certificate of GMP Active Pharmaceutical Ingredient (API) lumnnenilauswe atiudign 0.5
MUTBUMINTINADULRElNasUTRIT IuUsEMAUSENMATA/Aniden (i@andalndonils) |
1.1.1. 195Un1353Us09 GMP-PIC/S 910 PIC/S participating authorities #se cGMP 0.5
1.1.2. 1¢5Un133Us03 WHO-GMP %30 vi30 cGMP vidaifleuwin luninedifiendesiu APl 0.1
1.1.3. 19¥ums¥uses WHO-GMP vie cGMP viaiiteuwin wilissymuandaiau / lsifiienans 0
uanIN133uTes GMP (luwarsas)
1.1.4.185Un155U509 GMP-PIC/S vi3 WHO-GMP 38 cGMP fivimengrauiuuszmedsznan 0
101 waglifilenansuaninisiuvesionny wie liivdngrunansiununeny (liwersan)
1.1.5. 1ilasunssuses GMP-PIC/S w150 WHO-GMP (luiita15a47) 0

1.2 Certificate of GMP Finished Product Tumnegnfiauevie aduagamuseunisasivasulay | 0.5
inaFuseatiaiuusenmausznmnsian (@anvaladanils)

1.2.1. 195Un155Us03 GMP-PIC/S 910 PIC/S participating authorities 30 cGMP way/vise 0.5
wilsdeiuseandndaa (Certificate of pharmaceutical products) 310 PIC/S
participating authorities Tuvsnasnfiiausne (nsdlonindn) vielasunissuses GMP-
PIC/S nd1tinauAtignIsunIseIskasen

1.2.2. 195un133U389 WHO-GMP 38 cGMP ves Uszmeatian lunnaiifiesdestu Finished 0.1
Product waw/v3e vifsdesuseandinda (Certificate of pharmaceutical products) Tu
NNAEIEUeYIY (nSaedudn)

1.2.3. l9¥un1s¥uses WHO-GMP usiliisyywnedaiau (uersasn) 0

1.2.4. 193Un35u589 GMP-PIC/S %138 WHO-GMP %38 cGMP Mnunengrauiulszmeausznan 0
511 wazlifiienatsuaninistiuvesionny (luersan)
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Fansdn
inausin1sUszdiuannEnS usiedasiiny UUY
1.3 nsdifidugnindaneszne fosilduumtiideusewandast (Certificate of 0.5
pharmaceutical products: CPP) v3aniiadesusasnissving (Certificate of free sales: CFS)
Tumnaefiiausung
1.3.1. CPP vie CFS atvanan (mwseunismsavaeu) nsalilergiilongnissusesdeiudseme 0.5
Usznanam viseuniindalulsymelng
1.3.2. 1551 CPP w3 CFS e il CPP / CFS finunony 0
2. | MasgwIngAualed1fty (Active Pharmaceutical Ingredient Specification) uag 3

WAsgIunAniusisndniagu (Finished Product Specification)
Avrsanauenarsnisdunsiioy (asuuusas = 90 2.1 + 2.2)
2.1 egwingAudied@ifty (Active Pharmaceutical Ingredient Specification) (tdandalads 15
nils)

2.1.1. nsallasunissuseslusisnen (Official Pharmacopoeia) ({andalnganils)

1) w83 USP, BP, Ph.Eur. , IP JP atfugian (manenansitunzideuld) uaynssnads L5
tiu deostiulolunsdousiueuds @es 7 08.81315)

2) 483 USP, BP, PhEur., IP JP atiuanan (manenarsiisunzidouls) videsuudluly 0.75
veidouiiueud @ v.5 @iy es. melu 2 Tudddlailisunmseny@ warBuudlorou
TUU5¥NIATIAN)

3) ©1989 USP, BP, Ph.Eur,, IP JP adulmindiuszma seyshsnen wasudlolunsidou 1
MiuenSeufasnd Glo.5 7 oy 01sld)

4) 1989 USP, BP, PhEur,, IP, JP atiulmindisema ssyssnen uazBuuilaluneifeu | 025
s @ o.5 8y os. melu 2 Uustdalailisumsens® wazduudlurewiy
Uszninsian)

5) 81989 USP, BP, Ph.Eur,, IP,JP atusige vialusind1usznmia seysmsnen wazuilaly 0
nzidewmiueuds wids ligduudlalunsdousisuen

6) ©2983 USP., BP., Ph.Eur, IP, TP, P (@tfumussnendi sum.Usznae) wazudlely 1

silvumiueud (fle.5 9 ov.011lR)

AZNSIINSAIVLATIBAZ BRI ANEN vATIaNE

(@?\ AUsEsunssuns 2a%%e.......... » ........... A W .... . NITUNS

(Wey.uIws Vgnusuum) (ney.adan Tusana)

451 &lnwidn)

n33UNT




w1 4 97N 18

- v
PYan1In

wnauginsUsziliuannwadadueiende sy AZLUL

7) 81983 USP., BP,, Ph.Eur, IP, TP, JP @Ufumissinenyt sum.Uszna) wasduudlaly 0.15
nzifewihiueud (@ o.5 du o, el 2 Turdalildunsowi® wasBuuilureu

MUsENINIAN)

8§83 USP., BP, PhEur, IP, TP, JP (atfupamshsneni sun.Usznia) uazudlaly 0
neloumiveud wads lldduudlylunsidousisuen

9) m\z?%ﬂm,_w&cméo_émua,_a%ﬂ% (LiNaseun) 0

21.2 ggsmmé&@aséoagmﬁ Pharmacopoeia é@a%ursamaamnge@a The International
Conference on Harmonisation (ICH) (taw7zau1n ICH 71 Official Pharmacopoeia
39303No:os Aa USP, BP, Ph.Eur., JP., Ph Int.) gm@émzégpmegsm%z In-house
process fiaenndasiu ICH Guidelines wag/%38 Pharmacopoeia General
Requirements (taandalationils)

1) #7384 Official Pharmacopoeia vaUszimeau1dn ICH uax/v38 In-house process 15
@onARTU ICH Guidelines 38 Pharmacopoeia mmzmﬁmp Requirements avug1ga
Dﬁuw_m r_vmeFwﬁ&ﬁﬁﬁerdmﬁﬁgmqurmmdmwmrrmu Au,_m\_ 5% 7 8. @.CMEQV
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5 |wwsgrundndnei (@andaladanids) 25
5.1. Wusduuuy 7.5
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5.3 enseiifis1ede oglu Green book il - Taqiu 255
5.4 NARTIVIATITAENTATIMY 3 Lot. @Insnsandiasieiasunnidemuseniignsds) Tag 25
vipaUfiRNS 1SO/IEC 17025 lailvigiuan
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naigainunmvieiaTusawman15AT12i (Certificate of Analysis ; CoA)
(ASUUYTIN = U8 1.1 + 1.2 +1.3+41.4+1.5)

25

18988 oo <<< ............... U9e57UNIIUNT

L1, anuduiusvesraigainanmmisdesusemwanisinseiimend @y (Certificate of
: G - . P =
Analysis of Active Pharmaceutical Ingredient) (taanvaladanile)

2.5

1.1.1. COA Tngiiu 81384 Supplier way Manufacturer wazifuingiufindmnjuiieniu

25

1.1.2. flawzwes Supplier waz/vie Manufacturer wie lildsumsuanifieadu

1.2. waigaununmvtsdeSusemanisinseisienddey (Certificate of Analysis of Active
T R = 2 =
Pharmaceutical Ingredient) (t3an¥alavanils)

1.2.1.959/fu Active Pharmaceutical Ingredient Specification ynthta wes Supplier wag
Manufacturer uaziimsuanssaluguuuudagy fiaw Uae/vSouaninanisainsieilu
VNI impurity faunsoneunisalaioy Below Reporting Threshold (BRT)
1358 Below Detection Limit UazuaniA? Reporting Threshold %38 Level of detection
luludinsizvie) snviu adie Physical test, Description, Appearance, Identification

1.2.2.0590U Active Pharmaceutical Ingredient Specification ynvhda wes Supplier w3a
Manufacturer uazdinsuansnaluguuuuginay (uas/miouaniuansansievluuniite
LY impurity Aansanaunisiuaylaigy Below Reporting Threshold (BRT) %39
Below Detection Limit Uaziianin? Reporting Threshold %39 Level of detection [ulu
WATITEYY) 8 Wade Physical test, Description, Appearance, Identification

1.2.3. #33f1u Active Pharmaceutical Ingredient Specification yn#ade v Supplier uag
Manufacturer F&mzjsm%zm,ﬁtmdpcd “Conforms, Complies, Not detected, N/A, >

<” gALIU e Physical test, Description, Appearance, Identification

1.2.4. a391U Active Pharmaceutical Ingredient Specification ynte v83 Supplier #:

Fg e 2y

Manufacturer F&mzjzmgazmﬁtmdﬁ_d “Conforms, Complies, Not detected, N/A, >,

<” 9 Mo Physical test, Description, Appearance, Identification
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1.2.5. a39MU Active Pharmaceutical Ingredient Specification ya¥ada ¥4 Supplier #38 0

Manufacturer wsl Tuvtadfiyiaiu Assay, Related compounds tHusiu fin1suaniwaly

suluy “Conforms, Complies, N/A, >, <” (laiia15a41)

1.3. anwduitusvasnaiigainunmmilsdesusemansinseiendusagy (Certificate of 25
3 S - 2 <
Analysis of Finished Product) (taanvaladanils)

1.3.1.COA finished product ¥ ingavgunisudnideariu COA Active Pharmaceutical 25
Ingredient Specification

1.3.2.COA finished product liildingAusunisudnifieaiu COA Active Pharmaceutical 0
Ingredient Specification

1.4. waiigadpunwwilidieiusesmamsiinszienduiagy (Certificate of Analysis of Finished 5
Product) (ldenvaladanils)

1.4.1. #3310 Finished Product Ingredient Specification ynida wag finsuananaly
suwuuiIaY (as/viauanasian1s3ns1zAluuiagew impurity Ha7750naunY
#auavlaio Below Reporting Threshold (BRT) 58 Below Detection Limit Uazuan 5
A1 Reporting Threshold %38 Level of detection [uludiasiziien) sniu vade
Physical description, Appearance, Identification

1.4.2. 53U Finished Product Ingredient Specification ynwide we fnsuananaluguuuy

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

1.4.3. a53nU Finished Product Ingredient Specification ninwhde wa Tudeddgyausiis

&1 19U Assay, Dissolution, Related compounds tHusiu finsuanwaluguuuy 0
“Conforms, Complies, N/A , >, <” (lsiia15047)
1.5 Risk Assessment Report for Elemental Impurities (dandaladanils) 10
1.5.1 41 Risk Assessment Report for Elemental impurities WA Active Pharmaceutical
Ingredient uag Finished Product valdugndildsuniseniiunsdommunues ICH Guidelines 10
(Q3D)
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1.5.2 1 Risk Assessment Report for Elemental impurities k&MY 1ANZ Finished Product way
1in15neaeu Heavy Metals 1u Active Pharmaceutical Ingredient

1.5.3 flan1en13vaaau Heavy Metals Tu Active Pharmaceutical Ingredient Specification
lae Finished Product Specification

2 | waigaguamnIsAneIAmALia (Stability data) (i@endaladanils 2.1. w3e 2.2.) 7

2.1 nsdlenindusedinunsinvauzdald (n-use stability) W 1@ erfinaunould svgonm 7
Jusiu wie msvedeunsfnudnsadinguay/vide In-use stability Tusniin Hudy
(AzUUUTIN = U8 2.1.1. + 2.1.2. %5999 2.1.1. + 2.1.3.)

2.1.1.13@nw" Long term stability (\dandaladanils) 4

1) fin3Anw Long term stability fianizdniiu (Storage condition) 8¢ wiee 3 JunN13 a
wan vt ulumadervunlu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) nstifleanunsniun1s@inunléniu ASEAN Guideline #oauuu Stability protocol
vi3e nénguilduniseyiAnnn ee. linanisAnmnasuatgeiifiualiuuaann ned
HANN5ANYY On-going stability Yagn wazuanwwan1snsavimseiidudaiay eniiy
Wadie physical description uariivhdensvaaauasudau musmsieiiensds ey
USP, Ph.Eur, etc)

2) fins@n®n Long term stability fiagnmazdnifiu (Storage condition) 8gatiay 3 JuN13 1
nadn_watdiiduluamuderivunlu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) nsfifianunsariunis@inuléinu ASEAN Guideline #osuuy Stability protocol
vise ingildsuniseyliiann oe. iinamsinmasuangeniifmaliuuaan Tnedl
HAN5ANW1 On-going stability Yaga wazuananansnsviasziidudaiay sniiu

U ¥

U8 physical description waziiitemMsnaaauASURIU MUFISIENTI91981

3) §lmsAnw Long term stability ianzdniiiu (Storage condition) agnatios 3 JUM3 3
s luluatmdarmunlu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) finansAnerasuatgeninivualivuaann ualsifinanisdne On-going stability U
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d1gn wavuanavanInTIvleseiidudaay sniuide physical description wawd
itk

Widemanaaeuasudiou mussenfisnads
4) flm3fnw Long term stability fign1azdaiu (Storage condition) 8&gauee 3 JuN1T 1
A lulumutorivunlu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) finansAnenliasuangeniifvualivuaain usfinanisdnw On-going stability U

a1ga waruannanInTIRlATeilduRaaY eniuiade physical description waysl
vhdenmsnaaeuasufiau mussendiensda

5) fims@inw Long term stability fianizdafiu (Storage condition) agnatios 3 JUNT 1
nan Wuluaudervualy ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) finansineliiasuangeniidvunliuuaan uaglifinanisfinw On-going
stability Uanga uazuaninan1snsaviiasziidudaiay sniuide physical
description wazilhdenismaaeuasudau musseniienda

6) fimM3Anw Long term stability fianizdaifiu (Storage condition) lsiAsu 3 Jun1swén 0
usiiluluauderivunlu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5% RH)
finansAneldasuangeniidvuelivuaain uifinansane On-going stability U
180 wazuanINaN1InTITlATIERduANeY sniiuiade physical description wad
Wdensvageuasuiiau sushseiisnsds

7) fin13@nW1 Long term stability fiannedaiu (Storage condition) 889ty 3 JUMT 0.15
wan woilsilulumudormualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) finamsfinwasuaigeniimvualivuaan ualaifinanisine On-going
stability Udga uazuaninansnsiaiwsziiludiaay snfuide physical
description_wagiihien1svaaeuasuiau mussenisnsds egetos 3 Junisnan

8) fln1sAnw Long term stability fianizdnLiu (Storage condition) aghatios 3 JUN3 0.5
wan uilaiilulumudorimualu ASEAN Stability Study Guidetines (30 + 2 °C, 75 +
5% RH) fixansAnenasusigeniifvualivuaain udlaifinanisdng On-going
stability Yange wazuaninan13ns9lns1zilu Conform, Complies, Not
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detected, N/A 8nL3uvve physical description Lagilvhdanisnaaauasudiu au
981781984
9) fin13AN®1 Long term stability laitdulumu ASEAN Stability Study Guidelines, @nwn 0
asuangiimvualiuuaan wiidemsnaaeulinsudau ausseniisnads o
Wa15047)
10) ilnsAnw Long term stability fiinanisanwrldasuagenitrualiuuaan wisd 0

MTonsnageulidasudaunumsnenNiands wsenan1sias e lldrunn i
91989 i3 Adudaway sniuiadie physical description
%39 Lilinan1s@nwn Long term stability

2.1.2.0138nw1 In-use stability (Fandaladonids) iy #18n eriiuaunauls 3

1) fifoyamsfnweuasihvasdaldmufissyluenarsiiueasudumnaisezans 3

2) fifeyamsfinmanuashusndaldmufissyluenasifusudliasudaumn 0.5

a1savany

3) lifiteyanisAnwianumsiivasald 0

2.1.3 MvaasunsinuUsAsasine (Splitting Tablets with Functional Scoring Test) wag/ 3
30 In-use stability (Fendeladends): nsdlesia (Tablet)

1) nudadaels Waendisosuin Ginuvaesls) uagiinsmeaaeunisinuysdagine 3

(Splitting Tablets with Functional Scoring Test) w3awan1sNAABUANNAITIVDILEIA
giivinuUsnsadingn (In-use stability testing) ATUANTDAMWUAYDIFITIO1BUTY USP
v39 US.FUA uag/via Snisvmadeu impurities lugndivinuia Tnevesufjifing 1SO/IEC
17025 lailsindn v3a fnan1sAnuUseavsnavesefivnuys

2) Fnudadiaenld Winendisesuin Ginuuansalé) waziinsmeaeunisiinulsniadine 15
(Splitting Tablets with Functional Scoring Test) WAZHANITNAFBUAINNAIFIVDILLIA
grinuUIRsudinen (In-use stability testing) ATUMLTBMUUAVBIRITIBNIBY 1TU

USP w30 US.FDA ualsifinsvnaaeu impurities Tugndisnuds
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3) vinudadlaenld Winenlifisosunn (Fnudsedsls) udfinsvageunsinulsniadingn 1

(Splitting Tablets with Functional Scoring Test) wag/vM3alinan1INAABUAILAIH
vaulinenfivinuusniainen (In-use stability testing) AsUANTaRMVUATBIEIS IS
WU USP %38 US.FDA

4) nsavinuuadeels Winefisesuin @inuverssls) Tifinsnaaeunisinusnsasne 0.25

a wva

Liifinanegouaitunai wialinmsnaseummAsiilneiesUfiinsvesinan

5) laiflsesunly uavwnuuasinels 0

1 v

2.2 nydlenilaidntusedianumsivasdeld (n-use stability) ¥3aendivhuinuusdine luide y
Usiilumsiinidagn vie eualga

M3 Long term stability (idandaladanils) 7

1) inmsfinwn Long term stability fiannazdauiu (Storage condition) 8gnatiay 3 Juns 7
wan WWuldaudervunlu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) nsdiflenunsniiumsnuilinu ASEAN Guideline #oquwu Stability protocol
3o vdnguitlisunseyiiinnn e, fifinamsAnwiasuargeiifvueluuaain Tnedi
Han1sfne On-going stability Yaga wazuanwwan1snsavdasividudnay sniu
e physical description wazilhtan1svnasuasudau musiseTieness

2) fims@nw Long term stability fianz iy (Storage condition) 8geies 3 Juns 3.5
win laidhiluaarderimusilu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) nstiftannsaiunisdnuiga ASEAN Guideline #®euuu Stability protocol %38
smgﬂcﬂsmdmdoxxsﬁa Y. su,_zm:dm:m:355333528583 Tneding
M3AN® On-going stability Ysrge wazuamman1snsadnssiiludiaay snduite
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