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Finished  product   specification  u^^ drug

substance specification ^E^a^nmfi^^i?tjQmii>^nfru vtiaa^fkann In-house specification

i^^^aanvi1a^avn-3m^fln, eiTuiJ'ssnatJ,

mOsmol/L,

(Double protection cap) I^a<ngneiwn^uiuani]a^3fru^^iJui'Llauannfnatjan

^w^ww^wenvin^j (eiua.) nianviEnpneiw^u^fmu^sa'ui Liei^^ntn^Svienei^n seal

(Closed system)

©.to etauth^nati thsnatif^^^ sodium chloride o.g^% lufmasenaiHinwi ©,ooo ml

i^^
©.sn.® itlufiTH^stm^eneiwnvi'liftai PVC (Non PVC)

©.© iiluiiti iiluem^^fnEjtlnpmn^e lei liiCifi tbiflaineni'lWtai.a'u

Sodium chloride s!oo mg/©oo mL solution for injection infusion ©,ooo mL bag

NSS si,ooo ml for injection)
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PIC/S    (Pharmaceutical  Inspection

Cooperation) ^^avni^a^nu PIC/S participating authorities

en.©

(declare) uvtfi^aw

en.^.® I'u^f'imyn'i^^juvisi.iiEj'uwnTuan (via.io via.cn via.e: Vila a.b

cn.si.io ^um^awvisJiCm^ via.si/a.sii

nT5^n<ufjjj^^a!/nvi6ua-^wa^iJT'a!si^n3JVi^<uvis^L^^aii (finished product specification)

Va^u (drug substance specification) n^wa^svn'n-^n'm'iJaa'UUila^iinl'^^jJ

(a.c^) ^TNiau finished product specification u,a/vi1a drug substance specification I^a
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en.

- Drug substance specification ^i^cu^nlini^^risn^^ja-^w^^^ drug substance

drug substance

lo.s> Finished product specification

b.s).® Identification test:Sodium and chloride : Meets the

requirements

1o.sj.1o Assay :c^^t.o-s^odLo % LA of sodium chloride

lo.si.cn Impurities

- IronNot more than lo ppm

lo.Gi.s^ pH :e^ct-oi.o

lo.si.d^ Particulate matter

Size > sio pmNot matter than b,ooo particles/container

Size > lo pmNot matter than boo particles/container

lo.si.b Bacterial endotoxinsNot matter than o.< USP Endotoxin Unit/ml

lo.si.eii Sterility testSterile

lo.Q.^ Volume in containerNot less than the nominal volume

wntimw     - n?w<w'0flmsifl^uu^^fn<5iTiu (waive)
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(drug  substance  )  ^a an.cn.b nii'5'urn^w^^i^ja^w^^^T/a!(ian^ni^a^<iJ (finished  product)

sn.cn.© wam^WTja^i^msi^^ftmn^^wmuVfaa^&mw (Certification of analysis

sn.sn.b w^nniwi^a^mrisi^^wfnYn^^^hj^a^^^ian^nmy (Certification   of

analysis of drug substance) ^ftumiw^^an^uvia^^^adn^^a^w^wa

iviw : fnuktl'UEnn^jJ biological products wa^i^ COA of Drug substance

VUuJu Sterile water for injection liJ^ia-^ii COA of drug substance**)

Spmufiapiaa-3u,avi>iiviajjmj PIC/S

PIC/S   (Pharmaceutical inspection Co-operation

PIC/S participating authorities

pic/s
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Good Storage

n.GTi.c^: n^wi?l'uanviwa^5i,n<ufn^vi^uvifji

Via^itl'U cold chain system

Practice (GSP) uas Good Distribution Practice (GDP)

en.GTi.b w^mi^nw Long term stability

vnia/.s^ ^iemanm (win^) as
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b.© Finished product specification

b.ffl.® Identification test:Sodium and chloride : Meets the

requirements

b.©.b. Assay :^!c.o-©oct:.o % LA of sodium chloride

b.®.en Impurities

- IronNot more than b ppm

b.a.sT pH :e^.dr-eil.o

b.ffl.SI Particulate matter

Size > ©o pmNot matter than b,ooo particles/container

Size > b pmNot matter than boo particles/container

b.©.b Bacterial endotoxinsNot matter than o.tt USP Endotoxin Unit/ml

b.ffl.ei) Sterility testSterile

b.ffl.d Volume in containerNot less than the nominal volume

substance specification vian^a^anni/ia'WwnTUQij'ui^a^n'U vilaan^a^^nn In-house specification

a/  d

awnTUQi'i^a^n'U vilaan

Finished  product   specification  was drug

u,as!Tuviu^ane|H^i,at^ ua^Sfiiiwau 'not for injection' vtiai^^^fntnlvia Ha '̂n-3

®.s:.® imna'a-nj'na ^^^^Jatnvtia^favmrm^i, ebmb^nati,

©.© Tikim L^luemasaiEiiJn^mn^Q lei laid!!

®.b sbmlisnati th^nau^nti sodium chloride o.^% ^ufm^s^nailian^^'S 0,000 ml

©.en /n^rusjim^ tii^turn^^usmn?i^nT!flaaanu\JiiWillfl^hEJ

<. Sodium chloride eioo mg/aoo mL irrigation solution, © L bottle

NSS Irrigation solution ^,000 ml)
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PIC/S     (Pharmaceutical  Inspection

(finished product specification)
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(**viui6Jiviw : nrnkiltiEnnfm biological products wa-arn? COA of Drug substance

Sterile water for injection Uiwa-aS COA of drug substance**)
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Sodium and chloride : Meets the

requirements

^ic.o-©o(.o % L.A. of sodium chloride

Not more than lo ppm

sl.Sl-ei.o

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

tuvi ©o Cir-unauvi.pi.

Is.© Finished product specification

Is.©.© Identification test:

lo.ffl.lo Assay :

Is.©.en Impurities

- Iron

lo.©.s: pH :

ls.©.dr Particulate matter

Size > ©o pm

Size > ted^ pm

ls.©.b Bacterial endotoxins

Is.®.mi Sterility test

ls.ffl.ci Volume in container

Finished  product   specification  uas drug

Vi1aan-3a^3^nn  In-house specification

sSfl-H^aii' not for injection ' vilaiilufiTttnlvia Haa'n-3

substance specification

t^^iviw^^

^a-aen ia^vii,{iau^nTuan, immwaw,

s>.si.h

i{iau^nTu

^^miatnvnia^iavrafmm, aTuth^nati,i

mlsodium chloride o.!%

I^aaanunnWitl^'io

®.s> Ttliuiu

®.to jtomlisnau

©.en /n^r

.si o^in

b. Sodium chloride ^oo mg/ooo mL irrigation solution, ©oo mL bottle

(o.ai% NSS Irrigation solution ^oo ml)
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