
Page 1 of 5

ar:a varurJ:r fl ar n Ldo6{rvirder ujr rfru lahifi fi
"3"uddLuularuruLn:ullulanlBll1n: 100 mL livnolpiru Sodium Chl.oride 900 mg

- !::n"Lurr1tuu1J:inruAflorfllla16fintfioPol.yethylene (PE) ra6o

Po[ypropylene (PP) tulnl]::a 1000 mL

q 6ud'nuruu tav{1 uu o{ u1

Sodium Ch[oride 900 mg/100 m[ sotution for injection/infusion 1,000 mt

so&u.
1. nrudlJurlil?[u

1.1 ilLruu
U

1.2 ri:urj:vnou

1.3 nltuvui:e
I

1.4 enrn

uurl

f,t'l%uslJTSa
q

olu

icq v 4l
n r rl u u fr 

"[{u 
: : o m o r fr 

'[ u Yl i o { F] [u fl 1 1',t ].1't Fl : o 1 1.J I o { n
19d

rfl u

l.l't Fr : o1 u ri A rl firuqio n a rv n 5 5il (u o n. ) uB o Ir m: or u n r1r
*q4

dt

a1fl 14U?U{'rufl 5?A? tPt51vll1j0{5r1fl 1: l1j1l vlu'r l:tLv\v]u,

e{rfinrrurrmrsruonarvn:iil (ail0.) n:ilivt
di

at'tSuauou 6l

4qur^
14: 0 lU:lJ:O{ A I n zu'.lA rlfl ItUUU::Q

Uq
(n:ilu'l

Aavv d, u rj <
a nur{v L1J Ft o { t!ua nul{a {LFt5lu1,1 1J{LlJ 0
3C

{CIonovrloilrifirirur

fi uoonrruravlilfi rnu fr urirutoro ?{a{??nur fi'lrfu:o{qtun]fl

il1n:0'tufnLFtl:l urarnr.rr.J ^dQ't ta:Iv14 lJ0{Yn{:llJfl 'li L1J U

addo

n:!??1u1fl laaS n1:LL1/,lyu a
d

Fl5 fi 1Ur.t6 fl iirue/r o marv n:5lr (alr o. )&9

n5l.r'tvtulfir
d,6fla!0n!:il'r

't

utL:.luu't0l

uil:v norn-r ardr frru tta vFr?'ru tt:.i iud zufr n ?uau

v v rfl u u sir Yu u l ra v fi r't r v"[u n r : u ff tr Yn urlio d r l
1'f]t rnv\ioiliv! mOsmoUm I t{luaarn

n a r i ri't tiu u 1 u : r a'lu n 6i o { u 1 tta u u ui'r'l u u u u I r Q o d x rio u rlo I
lq

44'v',iog,
rr,t5 of, o u x n r : rir rir uil : v n o ! Lta v'il 1.J I Ft Fl?'l1l tL: { I o { u r La 1?1,.J d a'Ju

u rrautatlrurfi uuar"rYl ur l{cyn uou

oua'ir z fl fiuqrniuriqlol

a

n

1.5.

1.6.

2.

lU"tfiu:5on0na0.l
I

lilnun

1irt:tairn:'tvvinrunrnrtJutrlnrtl finished product specification ttdv Specification of Active

pharmaceuticaI ingredient (APl) fr 6 r r 6 r q r n rn fi I a r 5! ar.l 1J Io u ? n u cI { Lo Q a v v tu uu rt 0 a 1 tr n'i'l u

Frruvfls:x.lrr1:o'1141:rauul n:vvt:?{arorsruar vreldrndrrirYrdki6x6r6'olu{luariufirfiulrvirra60}a:^ia,

n'jrurn:o'ruun#toirYl"Lnoiriurafir flrillrunrflflrvvri?{aror:6uqfl #o{ :uLlgilrlur \.n. 2561n{iufi

6 durrnu vr.F,.2s6L (alrJ:vnro"Lu:lrnaar1LUnrgriufi 12 q!fl1riui5 2562)arrvTUlleir:lul(arilfiz)vl.n.

2s62 ndufi 3 n:n6rru 2562 (alrJ:vnrnlu:rtfit0lut!nuriufi zo n:nqr qu 2562)

tQ1"r1U

\

,0,d, dtn-fih{\ lfl,S$n,,,n.,

A

, u,.,ju . d#ur- n,,s,n1i

( nry.l-ndnr uiraqa)

z.ardo...

(nry.afinr

....n5:!n15
(nig.4fi:r 61nm6n)



2.1 Finished product specification (USP)

t. rti?4,'irumltd:vq1u finished product specification ttaufr zua
q rl
Lr.Jnln?l

rl:?xhilux uilrufi{

01{0{n'lfiua

2. rtlunr:m:ro r.iruturirdofi tfi r tfi ror n fl n is hed

9V
3. nr:il:vrilu6?udoilarrnr (Price)

v

Page 2 of 5

F]1Xrlrl5firul1n1:'lu1

rfi olrXn :r-r n ril s{r : r u r

aJu
:ruauL0unfl 'rilt0nal: L:0{ nl:u:vtl]uo

+. ranar:frlsTlunr:fi or:6ur

ronar:filffLunr rfr arr6urqruf,t'tY\ u r o n a r 5 il : o 1.r : u LJ v13.J r u ra ? Lo n fi 1 I F] 1 l.J a 1 n L a { Ei otil fi
q

1) r{rruruonar:rirri'uur n qB

2) rt'ruurtonar:
A"u& d \v

arx.Jvr Lfifl ull u tLJ uu L?

3) drtu'rrirtoduvrvt u1r vr.u.1 ra6o u.1) n:uunufir l'lioil:ruavtduonrua'nrsilu[avllvq9

torurrir 15o;r.1 3J1rtigrtt'tlotiBnr:iun:rvliur (Finished Product Specification and

Analytical P fi u vr v ufl u uti Tn u 6'o r 6'r r 6 I rir :-u u r fi r-J : v n r o n : v vl i ? { fi r o I : ru4t YLl 5 o {
q

4q
14:0 lviln?

n:oifioti: vra'irrto uf F uu rurjal rrffltiBi in:rvr.itta vdo riryuolr m:oru"[ri'aoorrfro.l
ire

U4yn1fl5u:0{145ooir:rura'rqnrioe{rrinrruailvn:i}.Jnriollr't:tLavur l#rrulr{lturril

rilfi uu uujar:r u nr i"Luilu re uurir Yu u r (urr vr. u. 9) raio rir uur r{rto tuilt rrj6uuuilar:rsrnr:

ufi uuoirYrur (uu! Er.s) l'rvliolriupiru

altu r'hiirdeunr:duvrvueuuoirYusr (ultr us.2 ra6o vru.3 ra6o vru.4 via u.z 116,rrrrin:ni)
ai a 5

4. 1. 1.n:rifi srzufi m"Lul:s tvrfllvru 1nu.z)

4. i . 2. n : rfi fi u rrjr rdr rfi o n r : uur-i w : : 1'tul : v rvr nlvr u (vr u. a)

^i o e

4. 1.3.n:fifi urrirrdrornri't{ltutilfl (vru.4)

14il1u[um: n:aifinr:rr.Jduurulatruflltr1Yuoururrl[aua01ufrzufin hi'ruulrirturri"rtotrfftt
9V

ir-ifiuuurjal:runr:"tuyvrCuusirYuur (uuu vr.u. 9)ra6o eirrurrirtoLLritttl6uuutlat:runr:lu
douAuv-i

y u rfl u u gi1 :n er r rfl u r n'l 4'Yt o ! ry r rl [a u a o r u fi n fi or ( rrl u u. 4)

,finnrn t

I

nflJvflillJfl15

2.a0d0...,..,,

Itav n6!afluflls tQl\rs

+!, ni,,n.,i3. aito ..,,....

m:rqhiru"1. ldentiflcation

z. r-lil r ru m'r u r r{r dry 95.0-105.0olo labeled amount of sodium chloride

4.5-7.03pH

n:rqr.iru*4.Steritity test

5. BacteriaI endotoxins Not more than 0.5 USP Endotoxin Unit/ml

hirfru z ppm6. lron

Not more than 1 0 ppm, based on

sodium chloride

the amount of7. Heavy metal

n:?0ilru'i(B. Particulate matters

1.a{to
( vrq.riadnr uiraqa)

,t-l:

(nrg.adar

.......fl1:!n'15

(nrp.qfi:r fiIvrmdn)



Page 3 of 5

OUdU5) druuryrjrfro:-u:orurm:qrunrir.rArrurrrllrudnrnruq{iBnr:dGtun'r:NAnu'r (Good Arlanufacturing

Practices (Gt\4P))/PlCs (Pharmaceutical lnspection Co-operatlon Science)IeruurjrEJ{1u PICIS

participating authorities ariurirqomr:J:ouflr:rt:iaao! fitian'r::-l:olfiliutJ:vnrorJ:vfl'lFr51Frr
a d 

^ 
dq d 4 v u .j , v

o ta fl r:0!na lu1,ll]? f'rv tn u?t 0.i n! urvl [a1-J0 uiv n0! f]l u

5.1. rirrururirfioiu:orilrrr:5runr:,.rArrurfl'u.Jvd'nrnruq{i6nr:fr61unr:zufrnimqfrlo'rurr{rfrry
(Certificate of GIr4P Active PharmaceuticaI lngredient (APl))

5.2. drrururilfioiu:olrnmiolunr:,.rfimurnruua'nlnruviiBnr:fr61unr:zu6nzufinfiruviurr{ru5o;rJU
(Certificate of GlvlP Finished Product)

. o ai a, o v r , v a v d g u 4
o) "Lu 

n : rfi fr rfl u u r rir ldr o r n ri r l tJ : u Lr fl tT,'r A n fr o n fl r{r ru r ra rit d o Yu : o t zu d nflcuq.i. (Certificate

of free sites, CFS)

of

1upha rmace utica L prod ucts, C PP) ra6 or,rril d o Yl 5 o { n r : d1uil r u (Certificate

141.r'r n u 1 fi ra u o r r u a rir ri r a a rt 1 il : o u n I r n :x a a o lTn u fi zu a Yl : o I fi q iu | : v n r n?0ilFl'l

7) r.Jr rr:fi 'rullo{do rirrauo q run tt{nq6l fr'r urr{rdry (Active Pha rma nt Speciflcation)

ur;{t5o;rJ (rinished Product)
-i-7.3. n:ruv?nQo!rr?ura1nry (Act

i
aceuticaI I n gredient Specifi cation) vE o zu a nflruqi u'l

rirrSo;rJ (Finished P on) trirJ: r nn'tuoir :r ur (Non-officia I pha rmacopoeia)

nr:i rn: r vri r{Juhj nuriorafi rrioto riohlfl
U

vu
tr]o{ ttfift.iuan6ru?

d

z.a. t.fidoiirr,run

lnternati

7.3.2

s 14:0

,au,.nFr:61u110{flr

rn:r vflu o{r :r a r t o s tJ : v ivr n fi ui]u ar r fr nt o I Th e

nce on Harmonization of Technical Requirements for

Pharmaceuticats for Human Use (lCH) r.a6o

:i rnr:rvr.iry'zu fr m ( | n-house process) fi aoo nfrol riu tcH

"\u ^ ao'o r@ q o i
rrfivxrln:filuvtr Lltotnr:?tn:lv14vlfl'lvuFlL? Lun151u1 m1:rul lFl Fl1:'lu'l1,11.J{

rtrilf:vnron:vr1i?{aror5ru4t LEo{ :vt1ol'r:rur rit,t:-l:rJrruuolfir1 (GeneraI
iiu

requlrement for dosage form)

14&tlurraq: rioriruuFtq6unruinq6rfr'rurrirdry (Active Pharmaceutical lngredient

Specificatton) uavzufrnflruviurriruSo;rJ (Finished Product Specification) n'l:drl6{arngil5r
4 u v d u v t ai o d, o q d

tdurnuuavaUulnslnu un[iutto^ln:6ulrrit:rurur0nrv1unLtnvilrfl5ilu1J0{fl15?tFt;lviltav,l']v
uailou4aulod
iornfr r n'r ur;irncu uEo zu6 nn'ruvtur;il tiei|

IUU

B) rirrutrarisfroYrL:orzuanr:irn:rvr,{ (Certiflcate of Anal.ysis (CoA)) Tntrfroll:vnou6'xu

8.1. r{riururitfioYl:olzunnr:itn:rvdinqfiufr'rurr{1dry (Certificate of Anatysis of Active

Pharmace uticaI I n gredient (APl)) Ipru fr'olr.]:v n orL6'r u

{nmn
t.uuiio

( ncy.n-adnr rrilaqa)

z.ar{i0.. n5:1ln15

n
, u.du ..Ajfir- nirilnlr

(nrg.qfi:r ilntrFsr)(nrg.aiar



Page 4 of 5

B.l.l.rirrurvrirfioYu:orzuanr:irn:rslir-mnfrr6'rsrcirfrru rorffzufrnirrn6roi'rurrirfrru
lv

(su ppl.ie r) tuurludei.r r{Jufrro drr

B.1.2.eirrururilfio:-u:ow.ranr:irer:rvlir-nn6rn-rurdrfiru rorfrnfrnri6nrirue{ureiruSo:rJ

(A/anufacturer)'luur{udeilu{tufiroi'.r0 
u t tu

8.2. druururirfiofl:oqzuanr:irer:rvr,izufrnrieuq4urrirrSogr"J (Certificate of Analysis of Finished

Product) ror{zufrmzu6mflruq{ur;{rrEq;il (lt/anufacturer) luuriufiei.rr{Jufirod'x

8.3. ronar:6uriun'rrrfr'rr[u6:vra'jrriunr:zufirrtorimqfrrfr"rurr{rn'ry (drug substance) uav lunr:

q rirtu

9.1

9.2.

9.3

1 0) (ua u o: r n r olo r ri r pt-r o u r r u r o d r I rio s t o t r n/q I ?tLruuan.ii'r uav ld u olpin:rfirunrrfi

riruu nlufi'r rio q ruaurifi ri'rhJ dx fru uua flu
u rd q w t t d

'tLilnuFr?0ul{ur Lu L3J?rnt[u LFrl

1 1 ) a'r uurrari.rfi oir : o r zu6 orfiruddr r$ t ;rJ ( Pharmaceutical Prod uct) raurs n:airir tdrur
'[ul:vuvrntvu

12) rir rurr,rirfr oir-l:owrm:orunr: 16
u dad i<c d u

fl5va 1u ulnlxrva fl Ln 6u94?0 nltl,lFl Lu n1: Lflu: n19l !!Av

fl:uQluU1 (Good Storage Distribution Practice (GSP/GDP))

1 3) rir uurrariqfi oYu:owr : ISO/IEC t7 025"[u:runr:urfi rauo (frrfi)

14) nr:ou:uqBuo::uilfin

fl'EA{LA:r.JnlTt1U

^4'datwfl1flFt6Uvn:iltnrSv'i9}lu1:vlJlJUlttu.iulFl 150{Lntu6/1Q5u6553-l?''lf]?U

nlvru vr.o. zssg viooiuo::il6u1 fiaoprnfrolriurJ:vnror (frrfr)vt

iri
5. t{oultjou6l

-vd1) urao{:.t

2)

oun'ir z fl riuorniufiaiuorur

nfiaittrort#uriflurinr:rrvrvrdrqvfr'ocriturvritfioir:orzuanr:itn:rvr,l (certificate
U

is (CoA))

lJ uno{}.tLu 0uuotYurf Fuuurffiourlnduroo'ruy$orfio iflnnr: uf;ouantnrriouriruunorilsiruru
j

nrrurinr:uvtyriruruflrurarncunrfl81nzu6nficuq{iiavfr'ornr:iirn:rotfioitn:rvlinrunrn ri'drvilrs'''i_--- - -- --o 9 q !

mflcu"duroyrtluniiufrnrourirtdsirutunr:iun:rvdFrrunrv!u'r uaveirur'[ulirurufianrilirrr:rvd
ulvl

't

4) 14't

,ia

6u ilri rtu tin r i ttl,'r v ti'1
,u

5 ) riuauo: r n r (1]t r u )0u u or"L#u n rfi n a'ry ryr riou n :l rir vuo o'1fi.UU

5.1. vrrnfinr:rirn:roiin:rvtiornn:riuuroraninr:ulnrudufrrzuanr:itn:rv#till{luhnrulrmifir!-1 -4

5.2. n:rfizu6mrYruviurrflnflnnrBunrfir.l6utrnfiosnarnlnudrrlnlrurr[uvfl::tLnrioruriL[auur

5.3. n:nivllflryrarqcunrflarnzuAarirue{fioro?ivrariorJ:vfrvBzuautavnruilnoon-urio{r-Jrufituiiuo',

dnfrrn
n

,.,+, S
(nfu.41J51 aLvt?afl)

t.a.l{io

( nq.riaFnr rrirala)

z.ardo.

(nry.affar 1a)

.n:5l.rn1l .n5:!n15



Page 5 of 5

s.4. n:nifinruufli::Jnr:rn#rnriiluuavnr:rirrinm'nuroonalnrirufiur gurinr:Ln'!fld1tountAnfl1i
"tN q il -v,
a{cJ0ur LuFr:{00l1J

It' -",

finfrn

(nry.aiar (nnr.d1,5't all1t'laft)

3. ariio

( nry.n-adnr uritala)

..1#" 'l't

1

1.fri'uo


