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substance specification vian^3a^3^inLfia'!a^nfuQ<U'Ui>litnn'U vilaan^a^^iin In-house specification

mOsmol/L,

la. ^^^uaajijIivn^LviflUfl

l     Finished  product   specification  uas drug

®.e:.® uuneia^iiTaa 'a^ij^a^nviia^avn^niii^i, ei^u-U^snati,

, etamh^nau,

(Double protection cap) l^i^viana^nmi'uan<i]a-3ri'<ua-^iJuii)a'U^infn^<uan

n^u^viaipnei'5fn^u^via

(ana.) nijj^viEJipna^iiii1m'5uas^€<uci uas^nai>35vianawn seal

©.en.cn itl^/n^'usi^u'utl^ (Closed system)

3jan.ct:cn®-is(^(^^

©.© tUu/uii itl^emasenEJ'ilnpmfHiJa lei liiSfl

nvn'ivi^a^ieia^^n

enmlisnau ihsnaui^^a sodium chloride o.^% luema^enEJil^inw^ ©,ooo ml

®.n.® i^^u/nmjsu^^^ana^nvi'UJl'H PVC (Non PVC)  viia^^neiwnvlliiCien'5

Sodium chloride eioo mg/aoo mL solution for injection infusion ®,ooo mL bag

NSS ©,ooo ml for injection)
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)(tn-3eimtnf]pi^'L) •^jj^vta^)Cuiano^

m.is.® n'5uvianwa1ii<iJisivi?ilvia

^5fn^vl^ntim^w^won PIC/S    (Pharmaceutical  inspection

Cooperation) i^aviii^a^nu PIC/S participating authorities

an.®

(declare) uviei-aw^w

an.®.® lu^nmynnii^J^VisJiiia'uwnTuan (via.is via.an via.®: Vila a.is

cn.®.is ^<u^^n^a^l<uvi8i€i^

miiPnuPjiJflai/n'W^a^N^wii'njiiwnuvi^l'uvisi^^a'U (finished product specification)

a^ii (drug substance specification) nii^uadi^vi 1̂n-3nni3i<iJ^a'ui>t<iJa-^i>i>nl6u^jj

(a.<sr) un^i^au finished product specification u^s/vi^a drug substance specification I^a

en.

- Drug substance specification ^anwiannl'Lniflris'^ja^w^pi drug substance

drug substance

lo.® Finished product specification

k>.®.® Identification test:     Sodium and chloride : Meets the

requirements

b.®.lo Assay :<^!c.o-©o(.o % L.A. of sodium chloride

Is.®.en Impurities

- IronNot more than Is ppm

ls.ffl.s^ pH :<s^.(L-ei.o

ls.©.< Particulate matter

Size > ®o pmNot matter than to,ooo particles/container

Size > lsc pmNot matter than boo particles/container

ls.©.b Bacterial endotoxins   Not matter than o.< USP Endotoxin Unit/ml

Is.®.gtI Sterility testSterile

Is.©.c^ Volume in container    Not less than the nominal volume

wntiww     - n^tuvi'ii^ivi^m^j'uu^fn^i.TU (waive) nn^wrja?ia<inim^wnEjfm''tA Ivftmua^u
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(drug  substance  )  ^^a cn.cn.b ni<u15'unTaw^^i<^a^w^^i^'a!<iaiGiii,ia^\J (finished  product)

cn.cn.cn

Sterile water for injection liiwa-aS COA of drug substance*

COA of Drug substance

(Certification   of

(Certification of analysiscn.cn.®

of finished produc t

cn.cn.b

analysis of drug substance) m

tvte^ : niohiJ'Utnnejaj biological products

cn.cn

PIC/S

PIC/S   (Pharmaceutical inspection Co-operation

PIC/S participating authorities

sn^i^nn^a^vn^u^senn^sviy^sn^n^n^^j^J^fnvi'U^

PIC/S
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en.^^.c

ISO/EC

te-d a-3^niBa^a?i

l'U cold chain system vi1lunw<56TUwnjJVianmU<ii Good Storage

Practice (GSP) uas Good Distribution Practice (GDP)

i ft/cn.mi.b w^m^^fn^n Long term stability
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Not matter than b.ooo particles/container

Not matter than boo particles/container

Not matter than o.< USP Endotoxin Unit/ml

Sterile

Not less than the nominal volume

Not more than is ppm

Sodium and chloride : Meets the

requirements

^o % L.A. of sodium chloride

tuv! ©o Cmintm^.n.

Is.® Finished product specification

Is.©.© Identification test:

ls.®.ls. Assay :

is.©.an Impurities

- Iron

lo.a.ct pH :

1s.©.( Particulate matter

Size > ©o pm

Size > is pm

lo.a.b Bacterial endotoxins

ls.ffl.CTi Sterility test

ls.®.d Volume in container

vt^aan^a^ann In-house specification

^^  dQ-* O -<  d^> 9/vi^uifie^wi^'uvu'w

substance specification

"=*  VI  %s^j

Finished  product   specification  uasj drug

m, eiTutl^nau,

'not for injection' vntaitlufntnlviej Ha '̂i-3

m, ebiitbsnau,

i

©,000 ml

©.© Ttlmju itluan^asEnailripmnwa lei lu'Sfi

©.b efambsnau th^nau^^^ sodium chloride 0.^;%

©.an fmru^tiTa^ ti^l^/in^svifnei^nlEJ9snutJtilwtl-3iEJ

©.©: aenn

Sodium chloride t^oo mg/©oo mL irrigation solution, © L bottle

(o.a!% NSS Irrigation solution ©,ooo ml)
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PIC/S

PIC/S   (Pharmaceutical inspection Co-operation

Scheme)I^iavi'U'^a-^i<u PIC/S participating authorities a'Li\j?iici

en.b.

PlC/5

PIC/S    (Pharmaceutical  Inspection

Cooperation) l^iavnha-aTU PIC/S participating authorities vi1a5ianan^fuia<aunw^fnufniwawnwnu

en.b.®

(drug substance specification)

m^aunl^) (a.(^) invifau finished product specification u^^/vila drug substance specification I^ej

^aunl<afiauTU'iJ^sfn?iiLl?mi'ifinaianvi'5a^nau^K'ljJin<u b tl

(via.b via.cn via.^ viia a.b

"ua^anviieiuainpn "w^au

(finished product specification) tias^afi

en.®.®

cn.®.b

(declare)
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- Drug substance specification ^^^nin^nnTu^i,FiTisi^^i0<iww^w drug substance

drug substance

(waive)
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I SO/I EC ©erioiod;

wifiua^pn (w^na)

cold chain system vi1l^iui^'3|i<u^n3JVi^nLnaiei Good Storage

Practice (GSP) uas Good Distribution Practice (GDP)

cn.GTi.b w^rn-5?fn^ Long term stability

(w^na) ^^;^i'a-3fui,<Llfia<uanmaan1.n^vi3J^anEJ viia

Vila w

^tu/n^i v)iJ'3a'5i<iBni^^'^TM'u^^afa-^<iua^iiia '̂i-3ai I^awifi'ua^npn (w^na) as

m ^

(drug  substance  )  ^^a on.cn.b fuifum^W^^a^w^^^/^^mancni^aTiJ (finished product)

V"UQ 6n.cn.©

ianemvtiavt^nj'1'uS'uy'u

(**vtinai,viw -. ^oii.tl'utnneiu biological products wa^fm COA of Drug substance

^^ Sterile water for injection Ui^a-^S COA of drug substance**)
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Not matter than to,ooo particles/container

Not matter than tooo particles/container

Not matter than o.< USP Endotoxin Unit/ml

Sterile

Not less than the nominal volume

Sodium and chloride : Meets the

requirements

g^.o-©o<.o % L.A. of sodium chloride

Not more than Is ppm

tuvi ©o

Finished  product   specification  ua drug

vniaEma-aann In-house specification

' not for injection ' vtiaitlurn^ilvia Hatin-3

, gbuthsnau,

vi.pi.

Is.© Finished product specification

Is.©.© Identification test:

Is.©.Is Assay :

Is.®.en Impurities

- Iron

Is.©.©: pH :

ls.©.<t: Particulate matter

Size > ©o pm

Size > ls<t: pm

Is.©.to Bacterial endotoxins

1s.®.ctI Sterility test

ls.©.^^ Volume in container

kia-3 ^^

substance specification

uai^uvi3j^iaivwao

ia^vii€auwiTuan, ta^viwaw,

©.©:

thmatn

mlsodium chloride o.<z!%©.is aimb^nau

J(
©.©

to. Sodium chloride eioo mg/©oo mL irrigation solution, ©oo mL bottle

NSS Irrigation solution ©oo ml)
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