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Enoxaparin sodium 60 mg/0'6 mt solution for injection
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lu t uaon (0.6 ml)tl:vnol6'ru6'rul Enoxaparin Sodium 60 mg
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2.1 Finished product specification:
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uo Test items

Specifications

USP BP

Compl.ied1

2 Comptied Comptied

3 ht absor 14.0 - 20.0 at 231 nm

4 Anti-Fa 90.0 - 110.0% 90.0 - 110.00/o

5 r Xa to Anti-Factor lla

6 lla Activity 20.0 - 35.0 0/o

(1,200 - 2,100 lu)

I Sodium content 1r.3 - L3.50/o

I pH 5.5 - 7.5 5.5 - 7.5

9 Bacteriat endotoxin Less than 0.01 lullu"

10 Free Sutfate Content NtrlT 0.1270 (w/w)

11 Steritity test Steri[e Sterile
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ldentification

Ctarity and Col.orof sotution

Less than 0.01 EUlunit"
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$o Test items

Specifications

USP BP

t2 Particutate matter CompIied Comptied

13 Votume in container Comptied CompIied

liur z nto 5

2.2 Speci fication of active pharmaceuticaI ingredient (APl):

14il',]UIUA; NN/T uol]rarn ore than

*0.01 Endotoxin unit (E rvirfii 1OO EUlml ttav 0.01 lUllU uvirril 100 lUlml

5, nr (Price Performance)

rJ : v rfl u ni r rJ : v fr r,rB n ru ri o : r nr r ( P ri ce P e rfo rma n c e)
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Specificatio

BPl Ph.Eur.USP

v
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Test items

Complied Complied1 ldentification

14.0 - 20.0 at 231. nm14.0 - 20.0 at 23I + 2 nm2 Specific absorbance

90.0 - L25.0o/oAnti-Factor Xa Activity 90.0 - 1,25.0% ,.3

3.3 - 5.34 Anti-Factor Xa to Anti-Factor IIa Ratio

20.0 - 35.0 lUlmg20.O - 35.0 lUlmg5 Anti-Factor lla Activity

NLT 1.8Motar Ratio of Sutfate to Carboxytate6

1t.3 - 13,50/otL.3 - L3.50/o7 Sodium content

NN/T 0.1olo NN/T 0.1oloB Benzyl Atcohol Content

- 2.5o/o (on the dried basis)-L.O9 Nitrogen determination

Nlt/T 30 pg/g10 Heavy metats

6.2 - 7.76.2 - 7.711 pH

Nl\/T 10.00/o (at 70'for 6 hr)72 Loss on drying

Less than 0.01 EUlunit"t3 BacteriaI endotoxin
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9 r{ruurrirroduyvrfluusirYrur (uurrL vr.u.t vBo u.1) n:tlvnurir vriou:runvudunqrud'flufuu[evllv

rocur6{l*o;lriavdoriryunilrFt:grutoti6nr:iun:lvtiur (Finished Product Specification and

Anal.yticaI Procedures) fifluvrvr,]uul{ lnufrordrsdrcirYuurfil:vnrrtn:vvt:?{arfir:ruqtYu:olvEo

lvilnirr]:vnro
trsiluruq: n:fifioqj:vr,r'jrrrourJduuurlarurffltisiun:rvviuavdodrraupwrn:grul,,laorinfrolmrr
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rrfrhurjduuuila.i:runr:lur,rvrfiuugirYuur (urr u.u. 9) ra6o r{rrurr{rtoufrttlf6uuutlal:runr:1u

vrv rrluusirir.lur (uur.r a.5) :rt'riorfiud: u

4) r{rrurlu;{r6'rynr:duyvrfloun'rir-rur (ilrr-r vru.2 r,16o vrs.l raio vu.4 raio u.z urfl'l*Ein:cfl)

q. t. t.n:fidurzufin"[ur]:v uvrqtr,ru (vru.z)

4. 1 . 2. n: rfl fi ur rir rdr ufi o n r : ur-i ru : : qlurj : v tvr otvr u (vr u. 3)

q. t.g.n:6fl fi urriruirornrirn]:vrurt ivru.+i

fifinr:rrJduuutrJarufftt(YuorltUrnLtavaflrufizufrn hfruulrirturr{'r'uottri'Lt

urjduurirjal:runr:luyvrfluugirYlur (rurr yr.u. 9)v6o r{ruurrirzuou#ttul6uurtlal:rsnr:'[u
d o u A - u- .j ^vle lU UUnl:! Ul Ln U? nU,.l:U01{tUl n UAUArllu1,l zuA r] (ttllU U.4)

5) r{rrurr,rrisfiofl:oslrn:!runr:zufinarnuudaunru,fiiBnr:fi6tunr:zuarrur (Good N4anufacturing

Practices (GA,4P)) /PlCs (PharmaceuticaI ln o-operation Science) 1o E uilr ulru PICIS

participating authorities arilri rq n n rl: ou nr T n5? aor fl zun nr:Yu:otflliurJ:urrrfl f tufl 'tFrilFtl
a< q 6a j j v u d'
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tfl ur{ol ril urfr tauo l:v nolpi'l u

s.t. r{rrururirf;oYr:or}.rrniiruflriorfrnurmrrudnunru.?iiBnr:d61unr:2frn{nqFl6'rurc{rdcy
(Certificate of GA/P Active PharmaceuticaI Ingredient (APl))

5.2.;irrururilfioYu:orlra:grun1:r.Jfinurmrrvn-nrnruq4iBnr:fi61unr:2fin2fiflfiru']4ur;{rrEq:ilv
(Certificate of GIvIP Finished Product)

o) lun:fidr{Juurrjrr.iirqrnrirril:yrvrn ry'zufrrrfrotflr{ruurvrirfioYl:otzuFnflruq,i 
(Certil-icate ol-

pharmaceutical products, CPP) yioyrilfioYu:osnr:siruilru (Certificate of free sates, CFS)lu
j
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7) [.ira:gruro{dorirrauerqrunrv,rinqfrr.lfr'rut;{tfrrp (Active PharmaceuticaI lngredient Specification)

ruas zu fi m:iruq.iu r ;{r rE o grJ ( F i n i s h ed P rod uct Specificatio n )

7.1. d:[u'tx]ln:oruincrfil6"lure{rdry (Active Pharmaceutical. Ingredient Specification) ttav

ura:fir!r.tfrnfiruqiarr{rrEo;rJ (rinished Product Specification) lol:vurilltur
' (pharmacopoeia) ii1d6'rrOcnr:iun:rvfilnurrn:gruodrsrioufrorr{luhJsrrr'ilorirvunuav

il1fl:Sluro,rnr:iun:rvflutir:rurlon'r:rEirvfir nrrl:vnrrtn:vvti?{alDlicu4t rtol:vrloir:r

U1

7.2. dttut drug monograph tolvtslfrrurdrfiry (Active PharmaceuticaI lngredient) tuavzufinnlruq.iur

rirrSo;rJ (Finished Product)
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<!- 4 ^7.3. nrillfrinndrflru'rr{rflry (Active Pharmaceutical Ingredient Specification)u6ozu6mn'ru'ilur
o d ,:_..,
rirrSo;rJ (ninished Product Specification)lilrJ:rngluoir:rur (Non-officiaI pharmacopoeia)

fr o s rra o r u a'ng r u'j r u r fi l r n To'r ufl o.i fl 'r :i rn : r v r,i u{J uhl rr r rL rio ra fi r doln ri otrl fl

z.e.t.fidoriryuoLLaulJrfl:iluro{nriirrr:rv#tuoir:rurro{il:ett,rflfir{luarLrfinrLor The

lnternationaI Conference on Harmonization of TechnicaI Requirements for

Registration of Pharmaceuticats for Human Use (lCH) v6o

7.3.2.iloriluoLravtlrFt:fi'rurornr:iun:rvr,i(2frm (tn-house process) fiaoprnfrotrir tCl

Guidetines vto
t.i.i.nor11unuavl.Jrfl:firufrrhjrornr:iun:rvr.ifiriryunlflupir:rur girTrurln pir:rurrafll nrri

tJ:vnrnn:vvr:?{firo'r:rufiri rSor :vuoir:rur r{ruiu;rjruuuurfiul (GeneraI requirement
9iu

for dosage form)

liil1utuq: dorirvuorrrunt^,iinqFuoi'rurrirfiry (Active PharmaceuticaI lngredient Specification)
9qtu

uavzufrnn-ru,?4ur6ilia:il (Finished Product Soecification) 6'ordrrd tornrir:rtdu':riuuavafu
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B) r{ruurr,tirfioYu:orzuanr:itn:rvr.i (Certificate of Analysis (CoA))InuplolrJ:snoufrru

a.t. i{rrurrarisfioil:orzuanr:irn:rvr,{fnqfirn-rurrirriry (Certificate of Analysis of Active

Pharmaceutica I I n gred ient (APl)) Ioru6'olr]:v nol6'ru

8. 1. 1.r{r lu'rvflifi oYr:orzun nr:
V4u

.r rizud niern du n": ur;iro'ry (Su ppl.ier)
UI

8. 1.2.r{r rurvfiifi oYr:ot zun nr:
Y4 lod

c rizufr nzu d 0 Jiru'il u r6ir rin :l
U!

(lt/anufactured

liln.l ntn 5

(Certificate of Analysis of Finished

ir{r 15t;rJ (Ir/a n ufactu rer)

iunr:zu6 mr o r':-nqfi r',r rir uriir frry (d ru g s u bsta nce) uua v SUnl:

a.z. i{ruurvrirfi
Product) to
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8.3. ronar:Eudunr

tJnFtt0

9) riruuruo

9.1. rirr

D:v14?1{

r-Lt "\/dW^Mtv'.4frss9rnTs
r

(ncg.afiar h:r11n)

(finished prod uct) fi1fflunr:zufr nurlufi aiuol
6'r (StabiIity data)

?riln.ifr'?tvuvul? (Long term stability data) uiru'lu 3 :unli
,.tflFl.. : .::

q.z=Jlrurronattluao{,,]anr:finryrnrriln{6'x1u6n'nvuit (Accelerated stability data) ri,uru a iu
,,' fl1524Fl

'. 9.-3. i{rrurroflalirrarr{zuant:finrsrfr[an{'iruralilr:ar.{n[ustfiflurt6't qF] /6{rtu'tttaotrJ:vfrvBzua

nr:Ynur (n:rfruruff n) (firfl)

g.q. n:6fir{luurfi6'o.tavaru /u6oq'xiiouki hfrr{rrurroflar:zuanrifinBrprrrilns6'rud'cnr:avarutuav/
d d u a, q rq t v v v

uEo u6oort / r,ta'crilfl'Ld 
'[un''lliravarari:r1 F]iud?urlauaoondotriutonar:ritn'uu1 (ln use

stabiIity data)
v 4 il 6 0 d t ,- --- o v

10) r{ruurr.lrftfrofl:orzu6ndruqrur6iru5o:tJ (Certificate of PharmaceuticaI Product) uaurvsrilrttrlr

ntuvnStLlnttntYuo?1uaYt0u0 unY Fttua nBfus lal',1'lu
I
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lur]:vrvrntys

11)rirrurraa'n5run?1ildtllaroszufimfirudur (Bioequival'ence)Tnuzuanr:finulFrxrx]a]JUntotzufrnfleuqi

ur (Bioequivalence) rflutrJmr:rdoriryun ASEAN Guidelines for the Conduct of Bioavail.ability

and Bioequivalence Studies u6o {fionr:finrgrfirrj:vfrvrBzua*avfiraLHato{trAm:iru'fiur n:vv:?{

arorsrufit Tpruanrriur,16orariruvrufinrsrflraililafil6':-rnr:Yu:o{xrfl r{rfinrrunruvfl::tJnl:ol1,lti
lv

uiavur ari!fl q qriu (n: fihiki urfru utur )

-

t2) r{rruryrjsfioY!:otilrn:grunr:r.Jfrrifinrur.r#nunruq4iBnr:fi61ur.1olr-lfrrifinr: (Good Laboratory

P ra ct i ce s (G L P ) tu n : nifi dr n r : fi n rcr fi r a u a fi ri x rJ : v ult rt
' - dad !<o d ,

i3)rirrurr,rritfioYl:olurm:Qrunr:ufrlYnrsruavn:varuurnrilud'ntnruvriEnr:fr6'Lunr:rfr!fnrsrttav

n:ueruur (Good StoragJ Practice / GoodDistribution Practice (GSP/GDP))

1 4) (rauo:r n r frorr{ c fr"r o u'r'i u r o d 1 {fio u 3 r,rril sl ::ofiruqi

15) riruutarirfioYl:olrrrn:orurfiouJfrrifial: tso/E; t7025lu:runr:urfirauo (firfi)

16) r{Tru'rionalituao.i{oL]anr:lpiirnr:uiiQ"tu Green book to{n:ilevu'tnraninr:ruuvd (flril1
!9

17) riruulonar:uranrdonanr:16'Yrnr:u::qlu Orange book tos US.FDA. v6o European lvledicines
- ,u 4,
Agency (nril)

ra) n:6fitil1du"rfru*tufro.irraa{n1:finurv1{n4frfl (Cl.inical trial')rLolurlur]:vtuolvufiuanlfrlzuaurr

nfrfrnrosururjiur.lufiur.ln'uurfruuruuuuavfifrrLvfllurr:a1r11riflr:ul r,rei trirfil

19) nttouila:uDtt1.r1Jfin{ruFnil!:unrflFr6uvn::ilnrrur'ruur:uu!urttviwrfr 16olrnruc,{o3uor:}r'ir6'tu

nriri{raB!n1:fltuurro{rjTUrilfltuu 1t\).A.2559 vsoq3ut::il6u1 fiaoondolrilil:vnrrtr (firfl)

-drrd5. t{ou[tjoudl

1) urfrorfioruivfrohirloun'ir t fl rilorniufiriuolur
2) urlnraflnri,.r6nfieirlor.;l#uriqlurinr:ruvrvrrirovfrotr{rrurvri.lfio:-lio.ruanrtiLo:rvr,i (certificate of

Analysis (CoA))

3) (rruovfr'osfrlu0uuolYlril6uuuruflour'ln6'yrprorqra6oufiouflnrnl:tfioranrr,,,rrjourirvuptnrrriruru

oir
4) urnqlurinr:rrv,rurirv,ruflrpy'rFrruflrflQ'tnnfinfiruqiuavfrornr:eicFr:?otfioitnirvvinrunrvl {'frr,rrjru

zu6mfirue4urovr{Ju(Yrfrnrourirkisjrulunr:irprTruliq6unrflur uavrirurludrulufrqn(rirnr:rvr.i6u
rtd

ttnfluun1:tLl,rv]u'1uv

5) {uauo:rnrr({tr u)0uuoltrfru n rF ad'ryryr riaun:l rirrauo d'tfi
-'5.1. 

yrnfinr:eirrt:roirer:rvviornn:riysrrnraminr:ruvrvrriut6'rzuaar:iln:rv#tilu{lutrlnrtt:L1n:firu

s.z. n:rflzufrgrfieu,fiurtflodanrBunufirduornfrornarolou;{rrinrrurrruvflT:xrn1ior14't:LLavulq,.

5.e. n:fiv,n:rJ6Uyrnilnrv\arnzu6nniruqifiororirzuariou:vfiv,6zuautavn'ruilnonfiu11or,rr-hufi16'ilur
oi u d d d

5.4. n:ilrnilyflir:]flli[flatnt:l]tLnunr:lluFlFtFlu'r00na1n!rytur q!unrittl"lvlu'lu0uflLaflfll:
"t3 , H -r,a{c,0u1Lun5{na [!

ntuvn::!nl:fl 'rfi 1.Jfl lluavIau0tlauntuanvruvtQilrv

3 arflo

liut 5 ntn 5
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