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Finished product specification

o. ldentification

b. Assay

- Dobutamine

- Sodium Metabisulfite

6n. pH

d. Relative Density

d. Particulate matter

- Size > oo pm

- Size > lod pm

b. Visibl.e Particles

et. Extractable Volume

c. Related Substances

- Each unknown impurity

- Total lmpurity

c(. Microbiological test

- BacteriaI Endotoxin

- SteriLity

fl :?o t 
j'tufit'ut Fin is hed prod uct s pecification

e(o - oooTo of LA

o.lood - o.loerlb

Ie.d - d.d

o.c(do - o.o6no

NMT b,ooo particles/vial

NMT boo particles/vial

rt:?atitua1l.t Finished product specification

bo.o - bo.b

NMT o.b%o

NMT o.o%

NMT lo.od EUlmg of Dobutamine

Fr:?atirunlil Finished product specification
oda

n 6u g n 5:il n 1 : n 1 ilu 0 : 1 u a v t0 u q n fu a n u6u v tav{ 1 u lJ o { u'l

(nrdo) il:vorun::rnr:
(ur uq ryo.r Sriorrjiriu )

u'lu ttl\vtu tflu?fl1[u
/l

, 4i t/'(a{ro) ...{...............................n:Txtnl:

(ururJ:r1lud rJ:rJndrtr)

u't u rr1,\ il riLfi u ?t't fu

(a{no) 0"nn .-...........nrrun',,

(uxarrr:r.inru1 aufir1&'e!u1na)

tflatn:1'ru'riln1:

a/m



JuJ
[{0u tljou dl

o. [ondl;nr:tdiuoururnduilcrfiuusl'rYuurrfiosiruil'rel'lurj:vrvrntvrs r[avd']uta{ (decl.are) rtud.:e{eer
o6ux

o." hrirricynr:flurrrvtflauairYrur ldrrri vru.b vru.en vru.d r,rio u.to rrdrrrrin:ni

o.to hrirtofluvrvr!-uufirYuur vu.o uio u.o vrior:runsuduprri'r{on1:Fr?uFr}.JFrtunlv!fl0{tJfrru1ruq{nr}rfifiutt

ilvtflutr (finished product specification) rrav rioriryuqnrunlvlto$'nqFu (drug substance specification) n:nifioqj
,,i

:vu'irrnr:tlfiuuuujarruittrfrlrfrl ovrlortturtonarrfl'r:flotuitt (u.a) il11,'r;0il finished product speciflcation

unv/raio drug substance specification

b. [o nd1:fu:o.: tJ''r9l:fl 1u n']:t{e n U14
V{Y4tu.ranno{ilronar:Yu:o{r.r'rn:f,'run'r:r.raerulaliludnrnru,}4rravi6n1:fifilunr:zufrrtar (Good
U4

Manufacturing Practices) (GMP)"[ur,rrrnfirflurriorrirfnqfrurTrurrirdryuavurfirffuor']u (arirrirqornrl:o1r

n r : n :r rTor u u-r o u"lu dr r rx a I n 1 : ;u : o { ) r-J : v n o ! 6": rJ
!

b.o tonar:;!:o.ir.J'rer:qrunr:zufroturarilua-ntnru'firtavi6nr:fi61unr:tiAFlforqfr! (Active
f

Pharmaceutical ingredient) frtoiirio.iFnr.u.JrFrroru wHo-Gtr,lp raiotfiurrvirr{Juodxriou

te.te ronar:ir:owrn:lrunr:zuAFru'rgr'ulua'nrnruq,lruavi6nr:fifflunr:zufrnarrirrio;rJ (Finished

P rod uct) fi toiYu : o r n',u u ri rg.r, G M P- P I C/s r,rt o rfi rr ! rvi r r{i u o d r r rio u

- {zufr n urri'rr*o;rJ (Manufacturer)
v t 

frnfiruq{ (Packaging) ranrvn:ai{zufrmurrirr5q;rJruav{rur-iru::n2frn:iruq{drsdo$avfiod- r.Jttlj.iu::0zuU9

b.en druuru#rfiorror:orunr:rfiriflurrasfl:voruurFnr.Jl4dnrnru,a{ruavi6nr:fi61unrrrfiufnu1!!av

fl:valuu't (Good storage plctice/Cood Distribution Practice; GSP/GDP)

en. [o fl dlTfr ru6'nuruvt ot g rd uauo:r nr
I

en.o 0,rflnt:Fr:toatn:rsdnrunrnzufrmn-ru.dura'rrin;rJtor{2frm (Certificate of analysis of finished
, .q ' i ' 6 u

prod uct) Luu'r:uya{ tlupno urr

en.lo hlfiflltn:roitrr:tvriqrunrlnrinn6ltolm-rurrirdcy (Certificate of analysis of drug substance) fiki11
qa,i,cz,v,Yy^ya
Lu n I : ti a 9t u't :uy a { t! u n ? 0 u'tn il {fl 0.r r.J r{ a Ft u 1 LLn u r.r r.J a n ? 9r fl alJ9UUJ

en.en LOflffrrviora#noruduriurrrtr#ufi'uii:vr,r'jrr!unr:zuan torinq6rtor6'r urr{rn'rg (drug substance)

do r.t" fiiiunr:zufr nrorzuanfieudarr{r r6o:rJ (finished product) rio r."
I

(ur uqcgrr drislrji'iYu)
d4

u'r u tLl\ 11 u ttj u ? lJ'r tu

(arfio) n::ilfl't:
(ur urj:rhvrd rj:fl ndrtr)

u'r u ttv\yt u tlJ u? lJ'r tu

(nrdo) ..o?.I'nn ....-........nrrrn',,

(uxarrr:r{nru.} Aunfinrurfr o)

md'tn:rirurrunr:

Islen



6n.d LOfld1:LLAn{r{Afll:finrgrnrrilFt'rd',r (stablllty data) siruru * iunr:zuanrj:vnou6'ra
4

- zuanr:frnur long term stabil.ity data naoprdrrorqtorurfifluvrvrl^uut{rilrirfinrrunruvn:Tltflr:

0'ty1: tta v u'r n:vyr:?{41 D't :fuafl

- ri a nr:fi nur rrr rlt n'rm-tluan rr v tir Accele rated sta bi l.ity data
4

- zuanr:frnrErnrrrnr6"::uuvu1? On-going stabi[ity data iJeirqor s;ruru o lunr:rufrm
en.d LOflfi1rzuanr:finurrrrrrnr6'rvn-rnr:asarurrnv/r,rio16oox"Lun-rdravarurirsl n:uciruuavaoorndor

fl!tofla1:fl''rnuu'l
d I a d ia, tr,

en.u frtonal:[taa{:'tu.ltuzuan.}:il:vtfrunr:finur Risk assessment of elemental impurities frrtluhJnu

ICH guideline QenD, USP tuav EP

d. 9r?0u1{u1

ritrufroreiw-rodrsurodtfiou " vrrirur::nfiruq{ firr{lun-ruyruuao.i:'ruas16usrtoin:r6'ru nrrfiriryun!q
q v v -^J'Lu 

r.i'r rio n ru a l ri6 ri":tr-J rir r fru ura v fi i u n r : zu fr n rd u r rYu rir"lu rio *. tli

a. n r :d :vri'un fun'r 1',r u'Ifi d I ua u
u,

a. o {ufr uor at ot urfr eitror fror tvd ohirio u n'ir ob ud ou riuo r niueiltr or.rq

d.le uriln{?prfiriwou oc6'oreir6irrurnrvrrirutrir:orzuan1:er:?aeLn:rvriuriufiei{}.ro1Jro{#rlAFll9!
aa , i , J 6 t o v d

d.en fl56UV1?1U?U:lljn''l:il'lnr:At]Fl?0til.lUlyA{}.J01Jt1'{0A.i9l:?O?tFl:'lv14Fl6Utl'lV! 141J1U:11n1:Avil'.l14U{ff0

iorto6'rodrrur Inufr'rruov6'oreirurnfrrdnnr:rsiru?ufiililru:1tnr:ei{a:rrirn:rvd unvr{JufrYrfrotou!U

eiriddrulunl:pr:1q?rFr:rvvinrunrvr n:fifiv,ru'irurh"iufluhjnr:rn6u#nuruvral\'rvuil?u:rtnr:roa{rufrvrBq9

h^i i! fr q r : ru'r n 1 : rau o :'r n r u r 6'r n ei rr r o r e'ir r u ua v/ra$ o rizu fr griu n Yr ri ohjUUyvlqe J^Ja.a fitruqvfrorttarxuonar:n1:i!rl6uuurrfioar"lndvrrprora raiodorflnnr:rfiolanrv!6'rul:snr:"1n1
s I ral 11

n0unluuq Lnu L:t1.1t.l0u LlJ

d'd.d:vlJUnrrLfruuava-n?i.iurfrtdlrn:grunrily#ntn[ue{ GSP (Good Storage Practice) rrav GDP4

(Good Distribution Practice)Tnstuaoxtona'r:l:vnou ([#uraorsronar:fiteiirnr:ir:or:vur)
I .9 . a o I a u r o - X

u. {rauo :rnT ({t r u) 8uuol"[v?s n rf, n#rycyT rioua:u ri'n4unfr{u

u.o n:fizunnr:cjror:roirn:rvdurdornn:livrurflraninr:uv'rudyto#orr.Jfrrifrnr:fi16'rrn:oru
j

#orilfrrifrnr: ISO/lEC oelolEd zunnr:n:rqirn:rvrfhir{iutlprrtilrrnrgru{oril14uFt

u.t" n:dzuf;orfiru,?4urtfrofiqnGe,nrfir:6uornfr'ornaroTnadrfnrrunruvn::ltnr:o'r14r:rravurturi?{r?nr
vv4

?0.iaiuru1avfl0avr-ru

u.en n:nivrrrJryrarqrunt,rtrnzunmniru.?4fioroeirzuariorl:vfruBn1illLavn?tllrJaonfiuriofi'rJrufii6'Y!ur

n fu v n ::il n 1 T fi'r 14u Fr :1 u a v rA u n q 6u dn uru v rav{ 1 s r o { u 1

. ! J.^n/-(arilo) .....'.J.lY.... ................r.i:vD'rufl::ilnr:
I

(ur uq cyo r'q*rie!di{u )
ci

u'ruul\vrutljUrJlfu

,- -4-' V(n{10) ...............n:::Jn'r:

(ur ur.i:rTrvrri rJ:rl ndru)
ri

u'r u ttl,,lyt u tlj u? lJ't fij

.ilJ'fl s. . .. .n::ilnr:
(urrar':r:xnrur qunfi'e!urfr t)

tn#tn:rirurrunr:

(n{lJ0)

m/m


