319518821880 YAUIYNVRU (Terms of Reference : TOR)
81 Apixaban 5 mg tablet

Tssweuavaunnu

1. annunduin
' ¢l ; el v ) a_ a
Tsnenunaveuuruinnuussasdfiazvedos Apixaban 5 me tablet Wsldtastunmaiiniuiden
9y =i ar as & . A " o & v ow LY o
Tugtheiifinmegihlaviesuudunda (Atrial Fibrillation) waeduq Judriumsinuilsmenurausaung
Tuwsiagd
2. AngusvasA
d LA s AJ!:I L o) &
weligUelasusniinunmuaslsunasgiumumanisims

am wed
3. auaulfvewiudaiaue
3.1 fimnuanunsanung g

3.2 Liuynraduavane
3.3 laiegseninadnianis
1 e = 1 ' @ d v = o s ' @ ¥ya
3.4 Liuypradsegsyningnisfumstutaiauevievidyaifunhenuesssiidam
= o L o a wa v = o -y
esnifufiilsiriunasinisUssiiuianisufdinuvesiussnsunsmussdeuiifguuniinnis
w oo =l 4 o =
NIENTNNIATINNUARTAUTENIAMELNS lUSTUUIAT T B SeuvATaInsudRTnans

[
Ve

i - W e 4 ud v ow oo A
35 lLiduyeradagnszyislilutaydnedediisnuuasliuduoudslhdugisnures

o

1 al = ] L | = = =vea Y 1
‘VI‘L!‘T;EN?u‘liilﬂ'iiﬁ,uiSUUL‘FI‘3’EI'U"Iﬂﬁ"l'i?I‘LlL‘r’I‘FI‘?.Iﬂx‘lﬂi&JUm‘ﬁﬂﬂ']Q‘Ni’mﬂﬂuﬂUﬂﬁﬁﬂQ‘VNﬂuLﬂUﬂ;uﬂiu

K]

JansnssumagIantsuIsiiidslunsauiunulufiinisvesifiyaeatiuoe

e

= e 1= v v < o & o v
3.6 Hpuaudiuaslhififnwazdewinumunaunssunisulevienisdadedadnuaznis
UIMIwann1ATEIMUAlLS BRI

e el = ar = = = o oas 1
3.7 Wuyprasssunviedfyanadiioinnetaniusemnsimdidnnsetndsanam

at ar

i £ e w ow o wd w T I T ) 2w
3.8 luLﬁuﬂﬂJNaﬂiZIFJSHUT?INﬂUﬂU@E!u'UﬂLﬂu@‘ﬁqﬁlﬂu‘VIL’ﬂ']EJu?JﬂLﬁu@Iwuaﬂﬂ\‘lﬂ']ﬂ f U

Usgnieuseninsandidnnseiinduseliiludnszvihnssulunstarnanisusedusiaethady

a a P - |
ﬁ‘i'iﬂ.llﬁﬂ’]‘iﬂ'ﬁ%ﬂ?ﬂ‘i"lﬂ’]ﬂLﬂﬂﬂi@uﬂﬂﬂiﬂu

a@,ﬂﬁm‘5‘531ﬂ"l‘iﬁ'l'ﬁ‘uﬂ‘fﬁﬂiﬂﬂﬂﬁlaﬂﬁﬂaﬂlﬂﬂﬂﬂﬂ’m (Terms of Reference : TOR)

(Weuwel§ \AysaaIssn) (wwesa Inmnna) (undyed  S¥einna)
WLUANETIUNgYNS UNBUANNETIUNRYNTS indunsiBeamey

i N YO

(mamﬁuLm 7 voIuNa) (waUseln 535u813)

WndwnIgIUNnNIsLeAY WndunsdugnIs




] e = = v ow o = 1 .=¥ 1 4 1as &4
3.9 lLiduflésuendvsionuduivoaufiaslisostumalneiiuudiguavesdiu
& vel o a 2 £ @ oo H )
forauslafiddilviaaziondnianuauiuguiniu

ot ar

vel o dd e (= T S T wa o & -
3.10 qujé'iﬂ}ﬂLﬂuaﬂﬂu‘ﬂ'ﬂlauiﬂugﬂuﬂlﬂl@ﬂ “NIN1T32UAN ABDIUAUENUANIU NIUNVDANGS

1 o ¥ o LR T T | 2 ] 20 8r 1 4 as kX 1 LS L] FY
ﬁ%ﬂ’)qﬂﬂdL‘Uﬂ??uﬂqﬂqﬁu@lﬂﬁlmq?]uﬂ"l'i"l&liﬂﬁ']ﬂ“uﬁLﬁuaLﬂqﬁ'?ﬂJﬂTﬁaﬂ ﬂ@ﬂﬂaﬂi%“’a’li’ﬂlﬂniquﬂq
2 =i o ot 1 4 d LY = N = 1 al
"Tlﬁﬂﬂﬂun"liﬂqﬁuﬁaﬂﬁ?uﬁuqﬂuﬁgﬂqq&lﬁUNﬂ‘ﬁ@UIuU'iu']mﬂ’lu aﬂ%@ﬂ ﬁ?ﬂi&ﬁ?ﬂﬂqu EUEUNUBY
W ow v w L w w1 ) <
Hkmqiquﬂqﬁaﬂuqﬂﬂ'l']ﬂlfﬂ'l'i'}llﬂ'ﬁ"lﬂ'ﬂﬁﬂﬂi"lﬂ
prpn DY oW ow v o vy v ) & e owow v
ﬂimWﬂQWHQQ'igmqﬂQL?ni'}i.lﬂ'lﬂ'!Wﬁﬂ:“F&LﬂqiquﬂqiqﬂﬁlﬂsqﬂﬂuqLﬂuHLﬂqiquﬁqﬁﬁﬂ
= | v & u ) v ow 1 v o = = a 1 v odd e
ﬂﬁ]ﬂ'l'ii'lllﬂ"luu{ﬂﬂ\ﬂ‘ﬁN‘EN']UW@Q%L%?T?H?I'}“@ﬂs']EJLﬂEJ'JLﬂuNﬁQqUﬂﬂQﬂ%ﬂ'ﬁ'jquﬂTﬂﬂU‘ﬂ'ﬂlﬂu@
dwiudannasszrinagdrsudniilildmualifidrsandrseladugidrindman

@ 14 L

= Qhss o = = o =
ihdudmnseessedinuandfasuiumuloulviimualiluenasidywu

20

&

o= oww v o wel ¥ oW o 4
NIEUN EW]ﬂﬁ\ﬁmﬂ'ﬂﬂl’dm'ﬁ')ﬂﬁﬁﬂ’mu@iﬁﬂﬂ"’I‘S'JJ’EIU"Ir‘iﬁJ"IEIELﬂﬂﬁ?NﬂﬂﬁWﬂIﬂ?ﬂﬂﬁuﬁkﬂu
yd‘ &5 =3 1 3 A i 4 af 1 1R = al [:]
Fdﬂu%ﬂLﬁu@quﬂuﬂﬂﬂqﬁﬁ‘ﬂilﬂq m‘iawmﬂuaﬂaﬂa’rﬂ,mmwmﬁﬁuaumm%
w W oW v:I\Luvo Yy Y 1w & wel w v
a?’lwm'uaﬂnaa‘iwmqQnmwm'n 1ﬂﬂ"ﬁﬂuﬁ1‘ﬁﬂL‘ll"l's'?ﬂ.lﬂ"l'i"lﬂ1ﬂtﬂu&jﬂu“ﬂ€nﬁuaﬁﬂ
| [Y w a% ) o Yy w0 EY = o wed  w
SuimnesziesaaeiotelunideneusnnilifithiniselaseialugBudeiaueluun
= ] 2
NAN133IUAN

val  w & = el v 8 3 w & o w L
3.11 Qﬂu?lﬂLﬁﬂ’ﬂ@l@ﬂﬁﬁ‘ﬂ%L‘LIEI‘NVIQJ‘Hmqu’ﬂgﬂﬂﬂﬂﬂ'ﬁUﬂ’lUiUi%UU%ﬁl‘BEl%ﬂ%’Nﬂ"lﬁiiﬁl'lﬂ

Sidinnseiingd (Electronic Government Procurement : e-GP) ¥8en3aUgyina

I = = @t

wad o v oa &
3.12 ﬂﬂu'ﬂﬂlﬂuﬂm@ﬂuuaﬂflﬁﬂﬁ‘ﬂﬂﬁﬂﬁ]ﬂqﬁ U

R} q

v

= v STy dw o= ' = &
3.12.1 nsdlfudaauaiuiiiyaraiidndiumungranelneviesisssna Jslsdan

@
LY

veilou Wiundt 1 U desliyadgvnBusdianis nnas1eseninsdunindansinaieviidugms
a oo a v oo o ' = @ | s
Usnglusunansgiugmsitunifinnsnsiniusewds udowansinduuin 1 Ygavedeuiud

U

) P = o 1 w o v =2 - 1 u
Falaussunansgurasdu 1 Yaavheneuiuiudoiaus wunefls sunansgugasudeulnauiud

|2
= ot

' w_ o 2 w o e aa v ' aa = =
mhgnuvessgimualnluiugudaiaue 1 Jujiu Liuudnsdidfiyaranidas@umungmnglneg

ﬁ@qﬂﬁmmsﬁwum‘iqqsﬂﬂﬁs@amau?wmﬂu (Terms of Reference : TOR)

.\_/‘\
(Weuwely  WAETiEITIN (Wwiewesa Javnng) (wnoRud 3Tuidann)
WsuWgTIuIYNIS weuwnddugnng wndnsdenney

........................................... Al oS

(Wadueu| Asduaiuna) (unseln 5551913)
ATy WNFUNTTIUYATS




W W | P w = v e o = = i
wniuiutaiauedutisszsgnainsuwrungsnansmimuall  dfyanausulaniguenIRy
funsaianngsiantafn feseglutrudeuunsay - Weunquniau vemntd Tnediyaraiiugiu
24 3 ol i o a e ar = | 1 =
Tolaunudeglugi1UeInMIPUIULEAITIUENTTRUAUNTUNAIUIGININITAT AD YIUNABUNNTIAN -
& ) = a g = o W oW
ieunguniey asdlilanansausuwaniguznistudouludn 1Y 14

Awd W aa do & &£ & Wy o
3.12.2 nstifiudeieuaduliiyprandarsunangringlne dadslifinnssenus
a W W a v o awd v am do O &
wansgruen1sRuiunsuiauigsianisdn viensdlfbudeiausiulifiyanandansguaungming
v = W 1=l = B = ] ' =i
sneUsena Fadslaifinnsnenusunangiuensiu iasannsimusayarivesyuaanzidou lay

9 v v o = = a v v w Ad w 18 1 o
Eﬁ‘wtlﬂLﬁums@]m&muﬂﬂmLUEJumiEJﬂﬁﬁxyamwuual Ul IUNYUVBLAUD h.l@l']ﬂ'l"l 2 a7UUMm

w
[V ) I

o ar =l a a &5 o

3.12.3 dntun1sdndedndneadenieiitaduiAu 500,000 unIuly nsalfEu
& F oY L7 a w s [ [.7) 1 (7] dJ ko
doraus uyprasssuan WifinsananmilsdetuseslnTtuehalsihiu 90 fu Asuiududeiaus
TnadasdliFurnaanasludydsurmsiuyart 1 u 4 °uaa13aﬂ"m‘uUﬁzmmmaﬂﬂﬁamw‘%amanwsfn‘
o w 1 q’.': ar w 4 W w = [ s LT | 1 L)
Julalaua luLAaYASY Ll,asmﬂLquQwsﬂ’mm%aﬁmmwiaLﬂuélmumiﬂmaanﬂsﬁaquﬁmwmﬁa
) W el a o= | oo | e & ad W a
imawfymuel'\nﬂugammﬂananmmuﬂmuaamﬂuammﬂ

o wad ] ] a o = = i
3.12.4 nsfindutoiaushiflyargvsvesfianisvseyuaansideu vsediusliiies

= v oo w s = v &
WANILLVEUTDLEUD ﬂqﬁﬂﬁﬂﬂ'ﬂuuﬂ'ﬁlﬂﬂﬂu

| 2
of ot

e w aa =l = <
(1) nadifudaiauetuiliiyarafidarsiunungrinelne viieyanasssum
< @t ] w s o o =i = 1
fitedyrilne fiudaiausansaveraiudude laefecdhatufiude 1 lu 4 veaariulssina

=1 e w i & I o 4 =1 oo e
ﬂﬂﬂiﬂi@ﬂﬂﬁﬂiﬂi"&lﬂ']“iﬂﬂu“?}’ﬂlsauﬂiuuﬂﬁSﬂi\’l ﬂ%Lﬂuauwﬂ‘ﬂﬁuﬂﬂ'ﬁﬂ"lﬂ‘luﬂ‘i?;mﬁﬁﬁﬁvﬁﬂﬂtﬂuﬂu

124

4 oaw & o w () 2 a a < a ¢ a o
vieuisniunuvdnnindildfusyanaliuseneufsnsiunuilonsmdyduasysyneugsian

s ] - & oa =l i W
ﬂﬁ%ﬂ‘L!fﬂ'uﬁJﬁ%ﬂ']ﬂ?lﬂqfﬁu’]ﬂ'lslzl.‘ﬁﬂﬂﬁgL'l"lﬁ‘LVIEl ﬁqﬂiqﬂ'ﬁ@Uﬁﬂ'ﬂNuﬂu‘WGuqFﬂ'su“ﬂﬂﬁgla'ﬂﬁlﬂ&]wﬁﬂ

-l v - - = A IJ o o e =4 4 o s
Aeulvinsiu Tnefiansananeendusiuvesstuauiendiunaulugsuses wsenddnatuanan

1 25

@ v ° o o=t o wa R | a
uses (nsdldsunsudunnndinnulng) JweenliuAgiuteiaue duiviubulaemeliiiu 90 Ju

o wed W ) =me do Y & i <!
(2) nstupEUTDLEUBLTUURYARAVIIAAITUAUNYMUNERNUTZYA Y3DYARAR

an v w vel  w = = L =i = = 1
ﬁiﬁﬂﬂﬂﬂﬂlﬁﬂﬂﬁm‘ﬁ’lmﬂﬂ HUUTBLEUBANNNTNUDINIUAULYD Ingfasdhadudude 1 lua YB3an

e%;sp‘ﬁun‘l‘iﬁ'lﬁuﬂ‘i'lﬁ‘lﬂamﬁﬂWBEIUL‘UWHE!N’M (Terms of Reference : TOR
"4

-----}{n’-nnntlnn Tesrsane
P

(weuwaly  WResaaTI) (Wewedd  Inmnng) (uwdned  IteRdana)

BN TIUIEYNT WIBUWNETIUIgN1S ' wndunadeey

(WMt fdvaung) (weUsgln 5353919

- wndvnItIuIyMIAY WndUNITIUIYNIT




o4 =l i & 4 o -
*ﬂUU‘i%iﬂm‘Uaﬁiﬂiﬂﬂﬂi%?ﬂ‘i'\ﬂﬂﬁiﬂ&luﬁﬂLauﬂ‘luLLﬂﬁSﬂ‘iﬂ ﬂ3L{‘I'Lla‘uL'ﬁﬂ“flﬁu"lﬂ'ﬁﬂ’lﬂiu‘lj'iﬁmﬂﬂia
= o - =4 =oad - ot at t:l Srar & = = A =Y &

‘UwwLeunumauwwLaunu‘wanmww‘tmuaqsgm’lﬁﬂssnaunﬂm‘munumamﬁmmﬁa Was
a 8 w 1 4 aw a = \
UsgnaugsnemUssiumulsznmressunnsuissmalng aasedeuisniiuuismum
W = ar - ] P i < L o LY 4 Ve

ﬂ‘wmﬂwamanﬂu‘lwmw maLﬂuauwwﬁmm-imaﬂ‘s3;%ﬁwsamwmaunuwaﬂmww #13U

1 a = o a8 a 3 Y]
sy nliszneufian1suyuivenswidyduazlsznouganamUssnuaIUszNIATBITIANSNAT

' & o oo o 1 O w - &
ANUITEINAUY ﬂ"liﬁ"iﬂ%’ﬂUTﬂ'VMﬁu’lﬂ’ﬁﬂﬁ"lﬂﬂ"lﬁ‘t]i%‘akﬂﬂuuuﬂﬂﬁﬂﬂﬁﬂﬂﬂ TefiansanaINeaniu

= sJ s e = :J o ot at & e -]
suveiududefidninauinguses uiefidiinauaianiuses (nsdllafuneudiunnain

o 1 v wel W w o owod o ow | a @
dninailwg) deoenliunfBudeiaus dufiviugudeusliiiu 90 Ju

=) UA a5 = o 5 -;’ 1 =
3.12.5 nsflfpudeiavaiduifyprandasliuaunguinesassne viaynna

1

ol e a £ £y £y 1 2 [ = a
sssuniinlddedeywiinenude 2 4o 3 wavde 4 (2) yadnedoudulumudasuanasutuns

:‘ ) o 1 1 at c; I
(51"131‘1.]'i%ﬂ"tﬂ‘r’lﬁu”lﬂ’ﬁLL‘lNﬂimVIﬁl‘Vl Hﬂﬂﬂuﬂiu‘ﬁ’]ﬂ‘izwﬂﬂuﬂmEJLLWTU SEANALALLENAITUTENINTIAN

8/

at &l L2 ot =3 = = o
Tuszuuin®odnanNnInsg ']EJ@L’E%HVI'E‘EIUH& (e - GP) 2uRIULEUDTIAN

i

i
ar

& v w Y| = = v < Y] 1 a
il Fpudaiauesdesduenansivansliiufisdeyaiieaiuyarigrives

el

AaMSuEIuAnsal Usenaufuenalsainaniveieenun1ssusemussiiaunssnsnn1snelssme
oW ar o a & o | ar ] o o
AdrsAMsSUTaRENENT W.A. 2539 wazdiuAludiuiuiivus Ingagfesduenalsienaluiuiu
% we| w i el o 'Y | v @ 4 w T T
TR0, mngawaLauamlmumiwLana'ﬁmnmamwﬁaunumiau‘uaLaua“lwna'nr;;ﬂwal,auaiw
5 n'] ] E d -J -]
T HuenansldasudiumuideuleiivusBluenansusennaian
v v Vo w 7] 1 d&’
3.12.6 ASGima 98 3.12.1 - 99 3.12.5 Lildsdunsdinmalui
aled wal W 1 ar
(1) nsdinfBudelauadunihenurasignelulseme

j
s atf 1 1

2) Ayanafidafsdununguuielneiagssninanisituyianisany
ol s B = o =
wivsUygRanavate w.a. 2483 uashudluiiaas
v 1w o w o v o ow \w )
(3) nudnneadefinsudydnanldtunsideudussnaumsaunaasiaudy
v 1w o W et w o w Ay " w = we v
LLasa'mm'mnaa's'mmwmmqwaaﬁgﬁlﬂmmmﬂmvzuﬂusgﬂﬁsnaummunaamﬁuﬂmauumLﬁmmu‘h

v w W o ) ) =4 Vo
LLﬂ?ﬂBU'JuVIW?Bﬁqﬁﬂmmﬁﬂqﬁﬂﬂéﬂﬂﬂﬂqﬂ°'| NNEII‘U‘UQ@:U

AUZNITUNAMUAIINTBALIDBATIULIYAVEI9TU (Terms of Reference : TOR)

/

................ N N

(wnuwelg éﬂsﬁﬁﬁ%—'ﬁfu) (weesa  dsienmng) (wedgyd SteRdnna)

UBUNNETIUIRYNT ndunaideey

&

Avaing) (nadsgln ovsuand)
WndrnsTIuInISALAY wdwnstuynis




(@) NM3SAToIAdNImIaINAST 56 153ANTN (2) (3) ua (A) winssaTadR
nsdadednine
(5) MsteedmBuninduazmsitredmuming
(6) NIEMNUTNUIMINTBNUTIIMNIUINTAVYARSSTTUAT LU Treminau

fusa agrmsend wiionufuees wineuduiindeya s

=} ar ar d o = ar g
4. ‘5‘1Elii3I.EIElﬂFllit'l.lElﬂHﬁu&ﬂ‘ﬂ"ﬁﬂﬂﬂﬂﬁﬂﬂ%&’ﬂﬂlﬂun']‘iﬂﬁeﬁﬂ

WhiulupuseaviBunqmuénuaziawe ausensasdeauuuiie

5. ivuaLadIBUREn
o | ) w oW ) ailyu & &
fmundsuounas nelu 15 Ju dudiaanunladuludsee

&' i‘l’ -] ar -y
(?IB‘ZJ’]EI/’%“UEI%S‘IHE!LLUUi'lﬂ’]FNﬁLJJ’%"IﬂWIJ‘il!']‘GU)

6. panN9 lUNISHINSUIARLRDNTUBLEYD
Tudninaein1suseiliuauseansnnmasien
7. 29FusUUsEIn/29RullldSusasss

7.1 2aulunssade 5,778,000.00 um  (Fduidanaudaniuwuaiuumdau) fedu
qulsInaiudng

7.2 9118 5,778,000.00 vm  (Fdusianaudaniiuuaiuuméiu) (sranansense
Wi 48.15 U fe 1 1in)
8. ANUATN1ISIBIRUY

i | a % w = oA = | | g Wt & v e v 1w w
LABANAIVDY Q‘Lﬂ'ﬁﬂﬂﬂq‘iﬂ%ﬂﬂqLWN AABDAIUNTEDINTDUS LL?IEﬂ'ﬂs'ﬁ'ﬂ'lFJWQU?QLLE\{L“LLH%EJUTIQL?I‘UQ

v w e Y o 4 v w1 3 v o v [y \ v v v
AldsunsAmdeniiudune diefuelidaeudwesdmuin uasldnmaiureudned iGouieasn

9. 9ATIAUTU

! 1 W e st [ 1o b o w ™ o o
aUSuAnlusnsdosas 0.20 sadu vaesAmaaswesndlilasulsuseiy

mssunﬂsﬁ'\wuniwﬁﬂamﬁﬂﬂﬂE%:?tlaaﬂu (Terms of Reference : TOR)

s il B Y zﬁ

(wsunaly  Wesdgnssay) (Welesa  sienng) (wedged 3duRtana)
UNBUNNET YN WIHLWNETIUIYNTS undansideney
(usamIuug pedvanung) (wedssln 535913)

indunIgIuy NI TRy WNATNSTINRYNNT




10. nMsTuussiuaNdIzAuANsaY

@ 1 y G‘J ‘; (=) é’
aefpefulsziuauthsaunwsasesdasiifevieiifindumslussesailitesnd 2 Weu tudaain

A walasuneuawes InedesusanisteuneuuAlulildnsiansaiunigly 15 Su Sudnantuiilesy

WI9AINTITAUNNT DY

Mimmiﬁwumiwswasl.ﬁﬂmauwmaamu (Terms of Reference : TOR

s
" I
sl e i esss s
(weunaly  WiestgIsea) (weefd Fsiamng) (e 3TeiTnna)
WBUANETIUIYNIT UNBUWNETUIGYATS wndnsideagy
(WEmAunu] Fdvaiung) (unUselw s550913)

Wdsnstuginisiiey WnFUNSTIUINNIT
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Apixaban 5 mg tablet
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Tsswenunavauuniu
Foen Apixaban 5 mg tablet
2. paanANlU
2.1 guuuy Wugudawndauitas (Film coated tablet) dmiuiudseniy
2.2 daulseney Tu 1 Weusznausesen Apixaban 5 mg
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3. andulfnunaia

3.1 Finished product specification: Apixaban 5 mg tablet

{8 Test items Specifications
1. | Identification fTIAURN finished product specification
2. | Ysuneushendregy 95.0 - 105.0% of the L.A. of Apixaban
3. | Uniformity of dosage units A329N UM finished product specification
4. Disintegration NMT 10 minutes
5. | Impurities (if tested)
- BMS - 591455-01 NMT 0.4%
- Individual < 0.2%
- Total Impurities < 1.0%
6. | Dissolution (if tested) 2 80% (Q) in 30 minutes
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3.2 Drug substance specification : Apixaban

48 Test items Specifications
1. | Identification AT
2. | Vinaushenddny 95.0 - 105.0% of the L.A. of Apixaban
(anhydrous substance)
3. | Heavy metal (if tested) NMT 20 ppm
a. Impurities
- 1<(a-methoxyphenyl)-7-oxo-6-(4-(2-oxopiperidin-1- | < 0.35%
ylUphenyl)-4,5,6,7-tetrahydro-1H-pyrazolo[3,4-
clpyridine-3-carboxylic acid (BMS-591455-01)
- 6-(4-((5-amino-5-oxopentyllamino)phenyl)-1-(4- < 0.15%
methoxyphenyl)-7-oxo-4,5,6,7-tetrahydro-1H-
pyrazolo[3,4-clpyridine-3-carboxamide
(BMS-724914-01)
- 1-(4-methoxyphenyl)-6-(4-(5-methyl-2- <0.15%
oxopiperidin-1-yl)phenyl)-7-oxo-4,5,6,7-tetrahydro-
1H-pyrazolo[3,4-c]pyridine-3-carboxamide
(BMS-728626-01)
- 1-(4-methoxyphenyl)-7-oxo-6-(4-(2-oxopiperidin-1- | < 0.15%
ylphenyl)-4,5,6,7-tetrahydro-1H-pyrazolo[3,4-
cIpyridine-3-carboxylate(BMS-719288-01)
- Individual Other Impurities < 0.10%
- Total impurities < 0.90%
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3.2 Drug substance specification : Apixaban (¢ia)

) Test items Specifications

5 Residual Solvents

- N,N-Dimethylformamide < 0.2%
- Formamide < 0.1%
- Methanol < 0.1%
- Particle size < 0.30%
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