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1.6. ritauo:rnrrrlor:vururnu::oriana'a'lulr

z. nruaurihut.rrunfin
I

zuanr:m:rtiun:rvfnruntrifluhJnr:r finished product specification uas Specification of Active

pharmaceuticaI ingredient (APl) fidrl6ltrnrn#tn'rir:au-run'urffu drtriorrvrcrfiuurioairrinrru
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2.1 Finished product specification (USP)

1. ldentification n:roilru*
z. rJil rrufi'r u rrir6'rg 95.0-105.0%o Labeled amount of sodium chloride

3.pH 4.5-7.A

4. Steri[ity test m:ror'iru*

5. BacteriaI endotoxins Not more than 0.5 USP Endotoxin UniVmL

6. lron Not more than 2 ppm
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7. Heavy meta[ Not more than 10 ppm, based on the amount of sodium

chl'oride

8. Particulate matters 9l:?ail1ux
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4) drrurlueirrYrgnl:clguvrvru-uusl'rYuu'r (uruu vru.2 uta il8r.3 yBo yu.4 uta u.2 rrdrurin:fi)
a. 1. 1.n:niviurzufi prlurl:srratil u (vtu.z)

q. t. z. n : 6iyt' u tjr u{T rfi o n r: ur-ill ::flur..J :s ry nty u (il rr. 3)

q. t. g.n:fifi utiruirornsirlil:cryto (vru.4)
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Practices (Glri1P) /PlCs (PharmaceuticaI lnspection Co-operation Science) Trrurail:u{1u plcls

participating authorities nl-ua't4or)ril:oun1:g):?aaau :r^zuanr:Yl:olfiliurJ:sn1fiil:unxpt:1n1I
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5.1. eirtururilf,oiu:aril1er:fi1un1:ri6nu1rt1l.rya-nrnruviiBnr:firr'lunr:2fimr-nqGrfr':urdrn'rX
(Certificate of GAIP nctiri PharmaceuticaL tngredient (Apl))

5.2. riruururirfioiu:o.unfl:fi1ufl1:zuAnu'rn1l.rra#nrnrudi6nr:dq'tunr:zuf;rrzu6nnTruci'ur6trrio:il
U

(Certificate of Glr/P ftnisled Product)
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6) tun:fivr'rfluurdrtqirornrirtri:srvrrr fi2an6'orfidrruryrirf,oir:0.:26nn-ruvi (Certificate of
pharmaceuticaI products, CPP) ratouu-rf,o:-u:o{n1:l;1uilra (Certificate of free sales, CrS)tu

jurs4udu,
1411?FlU1iltau0t1U au!a1ftFrFl1:.1:0Ufl1:a:?aAoU tnUtJr..ta:n:a{0={1nil:sntOl:snln:1n1

7) 8.11rr:51uflotriorirraunqrufl1fl?-nqA!n-rura'rRt'ry (Active PharmaceuticaI lngredient Specification)

uaszu6nrYrud'ar;ir r5ogil (Fi nis hed prod uct Specifl cation)

7.1. rirtuulfl:61u1-fl610'um-ratrirn'ty (Active PharmaceuticaL lngredient Specification) uac

il 1 n :6 1u r{ a n firusi'el r ctr rS o ; rJ ( r i n is n e d P rod u ct S p e c ifi ca ti o n ) Iet a : vrL. of 1 T 1 u 1

(Pharmacopoeia) fftddrtdrnr:?tnr:rvfinarrrr:oruodr.rrioa6'orrfluhJnrlrdoriruuorrny

lJla:51uflalnt:itn:rvftuni:rurlqn'r:rurufil nrurJ:vn1fin:s?t:'t{a1f,1:[uar Gor :vlt
s1'1:ru'l

7.2. dl)tul drug monograph tiolvtJ.tn-rurittd'ry (Active PharmaceuticaL lngredient) uaszuasrfiruqi

urdrr5o;il (Finished product)

z.E. n:aifi':-nqriln-rardrdry (nctive Pharmaceutical lngredient Specification) r,tBor.ramnlruq{ur

rirr5o;r..1 (Finished Product Specification) hirl:rngtusfr:rur (Non-officiaI pharmacopoeia)

rlolrtaqqua-ngru'jrarfiller:ilulro{nr:irn:rvduttutr]flrillioradrdolnriohd

2.g.1.fi{ofitl4u0[!av:J']n:51u?Jo{n1:iun:rsralun'r:rurro{rJ:urilflfi[fluaurBnrar The

lnternationa[ Conference on Harmonization of TechnicaI Requirements for
Registration of Pharmaceuticals for Human Use (lCH) ra6o

I.3.z.iladmuquas:r1a:Erutornr:?rn:rvri{'zu6n (In-house process) daaon#orn-u tcH

Guidel.ines y6o

z.g.3.dariluun Ltau:.r'rs,:6rur,t''rhhmnr:iurr:rsddritauprtflupl'r:rur n'r:rurlq sl"r:rurufit
nuil:snrnnrrrrioo.',u.r:ilqr rtoo :rr.,,u,,'r:..,r, J.,*tgr;;r.,ril; (GeneraI

requirement for dosage form)

14sJ'l8 tilq : ria rirvuo qrun rvlin q fi l fir urrir 6'ry (Active P h a rm ace utica I t n gred ie nt
Specification) uavzufimfirud'arrirrEt;rJ (ninished Product Specification) nr:dr6lornsl'r:r
duvl
tdurniuuasorilt6a:n-u unr{urruin:fifim'r:rarfirioriluunuac}.r'lrt:i1ulJo{nr:?rn:rvr,iravrrs

im q rr^ u o"r u r eir dry rat o zu 6 sr niru eiu r aer ri o ; rJ
O Ud U8) drturufitaail:olzuanr:itrr:rcd (Certifrcate of Ana|.ysis (CoA)) Toufiolil:snau6'ru

8.1. ;irtururila'oiu:alzuanr:itrr:rvrir-nqdrn-'lardrdry (certificate of Analysis of Active
P ha rm a ce utica I I n gred ie nt (Ap 

I )) Trr u 6'0.:rJ :y n olpi.l u

8.1.1.r{'irutari.rfioil:orzuanr:irn:rvrir-nqrr^ufr'rurrir6'ry ro,rry'ar6ninqdun-ratr{r6'ry
(s u pp li e r) tuu r{uvtdd.r r{Ju dra drt

8.1.2.ii'rrutari'rfio:-u:orzuanr:?rn:rsriinqnurTrurahn'ry tol4'zufinzuf,nniruduriirr5o;r.J
(tr4a n ufa ctu re r) lua,riudds rfl ust-r a u'r.:

8.2. eirtururitf,o:"u:otzuanr:itn:rsrfzu6nnlruderreirrSo;rJ (certificate of Anatysis of Finished
Product) tor{zuf;nzuf,mnTruqi'u'rrtrtsogrJ (uanufactureri tuariudd.:,fludrr,i.o

8.3. tonal:u'uriu0rr:rd'lvl-ud:su'irrlunr:zu6ntarr-nq6lm-lar;trdry (drug substance) uas iunr:
zu6mtatzu6nrYrud'eirrSogti (finished product) fildtun'r:a.r6nuriuvrdd.:rflusr-radr.r

q rit rur ro nar: L[an{r,la n1:frnrgrn,:rltnrn-r (Sta bility data)
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9.1. rirturuonal:ttan.it.ran1:finu1n?]]Jrl{n-?:uuuu'l'r (Long term stability data) siruru a !unr:
,iafl

9.2. eirtu'tuonal:uao'r,.ranr:AnulFr?1xln{sl''rluafll1uti'i (Accelerated stability data) ,iruru 3 !u
n1:zueet

g.g. n:flirfluarfirlarava1u /rda0lrrioulqi lfi;irrurronal:,ian1:finu1n?1xrFr{sl'':ud.inr:asaru

uav/uto r6oorr z ra#.:rtinldluo'rdravaruri'x1 n:ufi?utuavaonn6'orn-r.rrona1:ri1rY!ar (ln

use stability data)

10) {rauo:rnr6'oreirfiroeirrurorixriorr to flxFrlrl{ 6rr{Jun-ruuurLffon:luasu6uqtein:ufirunrlvr'
o q v I * o! u , v v d 6 l, 14 v I a r{ I 
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4)

nlvuo[u14?fl0 nilailuFlYrlL! t1.ie]uuasl11{fiuun1:LtYrvru'1LilFlun?au1{u1t14tlrx1n:ilL9r6l

11) drrururirf,oir:orzuf,nnTruqfidrriogrJ (certificate of PharmaceuticaI Product) tavrrsn:rfirjrrrjr:rr

tur..J:vrvrntyu

12) ;iT uurvrirdoYu:oqil1rr:01ufl1:rfilfnrgruasn:se''ruu1n1:.rva-fl[nrus{i6nr:fin'"Lunr:u6uYnuluau

n:ue1uu1 (Good Storagl Practice / Good Distribution Practice (GSP/GDP))

13) drtutarira'oir:or:rrn:gru#orrJn^ri6nr: lSo/lEC 1,7025 tu:runr:u'rfirauo (rirn')

14) nr:or:roBuo:::rnrinruslrl]l:snlfiFrruun::unr:m'ruur:suuururvistrfi rdo.:unruqioiuo::r'irrira

nr:a'tuairnl:t1uu1flo.rrl:srvntua v.fr. 2559 utaoiuo::rdu1 fiaonnd'orrYur.J:vnrrrr (frr:r')
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1 ) u r6'0.:fi or q rva'otririo u nr'r z fl rir o rn iuvr'ri{Lr oll u 1

2) u14ntatn1:zuaqrvr'dr:raut#urriqudnr:urvryrjrovfr'as6irruruflif,o:-u:ors.ranr:irn:rvd (Certificate

of Analysis (CoA))
ey{)aq,JJoe1J^i'oo3) ,,tfl1uQun0{il LLluuuail:ut!auuu1trl0u1Lnafi}.rFI01u14:0u]0tflnn1:taoilafl1ilnoufl1t4unFt1r]q,'tu'ru' rJ - ----
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4) urnqutint:uulrvrtirnrrJruylqcunlilornarfisrrirus{uav6'ornr:drm:rorfiairn:rvfiqcunrvr fi'3l"rrarjrutU

zu6mnTrudurovr{Ju{irfiorouFirlddrulunr:irrr:rsdorunrnur uravei{ur'Luqr'rurufiqn{lirn:rsvi
draa
nuunfluunl:L[1\v]u"t
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5) oTtauo:rnrr (ry't r u )Eu u oll#u n rfi n #ry ryr riau nr:u ri1yuo n-.1ui

5.1. urnfinr:ri:rn:roirn:rvviornnrriro'.r4'',urlinr:uuyrdrrd'rzuanr:irrr:rsrihirflutilnrurrn:oru
ld

dav€^3dC1 y<ov
5.2. n:il'iaetfltuvlu'ttufiuqnt:untnunualnvt0.laalo[oualun{1un6uun::iln1:01141:[Lauu1

5.3. n:rivrrflruvrrrrunrvrsrnzu6nnlrud'fiororirzuasiorl:vay6zuarrasn:udaorrn-usiorir-hur1di,.,urq 9 -tr- --
ad

5.4. n:ilva{usfl::iln1:m#tn:::rruasnr:rirrirrm'oaroonotnlTrudur nurinr:ulryrrirtoun16nnr:
.)g o U -r, 

u s

a{toul tufi:'infl t!

t$ill +J ......... n5:!fl 151.a.ito ..

( vrrx.q'16 .ataulari )

tl:cotun::iln1: z.ardo......

(nrU.

...fl:itlfl1: 3. a{to ....

(nrg.qfi:r divrtafrn)


