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jFinished  product   specification  ua^ drug

substance specification '^ai-3a^^nni,fia'i8^ifuaiJ'Ui.^a'3n'U viiaan^3a^ann In-house specification

aenn

i.cn.^: enin^a<^npmueis!an^i?aupJn<u^^u<Ml^il

si.gi.cn

Ia^ienvin'5'33J3Ji^<3Tui.^<iuvi
^<*a

si.^ tlIuuu itltiem^senEiilTiPianfu^ia lei "UiSfi

©.is etovibs;na<ii I'ueniasenEJtRu'W^ @oo ml th^nauf^^a sodium chloride ctoo m T

nEJtlijnws ^oo ml

®.cn flTB^SUTa^

©.en.® iilu/iwu^tn'^'weneiwriYfUJW PVC (Non PVC) viiavi^neiwnvflijCien'3 DEHP

uasCi scale <58<1

la. Sodium chloride ^^oo mg/©oo mL solution for injection  mL unit dose

©. fjEua
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Bm'S'^^l^nmiw^^an PIC/S  (Pharmaceutical Inspection Co

operation) l^avataa-nu PIC/S participating authorities

(finished product specification)

^n (drug substance specification) n'^^uaa'^S^Vi'^i^ni^iiJ^a'ui.i.tJa^i.Lnl^u^^J

a.d^) JJT^fa^ finished product specification ua^/Vi1a drug substance specification

is tl cul

en.©.is lu^Tiia^viiiiila'u via.©/a.®

en.©.© l\j6in^i'fynT5^<uvi^L'u^'u^ifuan (via.is via.en via.©: Vila a.is

an.®

(declare)  d

a/

en.

- Drug substance specification ^an^uiannttni>^^^wja-3ww^^^ drug substance

n^ drug substance

la.® Finished product specification

Is.©.® Identification test:Sodium and chloride : Meets the requirements

Is.®.® Assay :<^c.o-®o<i.o % L.A. of sodium chloride

ls.©.snlmpurities

-IronNot more than Is ppm

-Heavy metalsNot more than ©o ppm

ls.®.s! pH :std^eTJ.o

ls.®. Particulate matter

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

Size > lsc pmNot matter than boo particles/container

ls.®.b Bacterial endotoxinsNot matter than o. USP Endotoxin Unit/ml

1s.®.gt) Sterility testSterile

ls.®.^ Volume in containerNot less than the nominal volume

Tu (waive) m^T^a?ia\jQi,^^'n^'w<riafm'l(^i Wa
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(drug substance ) ^3 cn.on.b nii'j'um^w^^i^ia^w^^ifi'ai^riai^nL^a^il (finished product)

en.on.^ wanTj^i^^a^^^i^M^oj/n^iw^^ifi'ai'^tia^ww^^ (Certification of  analysis  of

finished product) 'L<u^n^^via-3i?l<u^'3a 1̂'i-^annwwwvi1avi<UQ^^Tuvin^is!Vin-3?n5n^tufi-uf<u^a-3

on.en.b wam^^^a^iPi^n^i^^fj^Ufnvi^^a^itJ^ia-aw^anffnflEy (Certification of analysis of

drug substance) ^^^nn^w^wan'5Uviei-3i,iliJPnaan-^vi'^a-aww^^aiu.^sww^^T'wa'U (**vi^jnaivi^ :

Ltluann^u biological products ^a^m^ COA of Drug substancei^

Sterile water for injection lii^ia-dj COA of drug substance**)

PIC/S

PIC/S  (Pharmaceutical inspection Co-operation Scheme^^a

PIC/S participating authorities

PIC/S
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Finished  product   specification  u^^ drug

In-house specification  ^-^

, ebmh^nati,
>t

liiSfiTuuviauFiJJvii.fi

a-a^n

w\x

ann

substance specification

aain

ffl.6n.en

©.© Tilutm iil^aiiasanailm^nfu^ia la Urna

©.Id eiTUtJisnau \m ©oo u^. ib^nau^ha water for injection

®.sn /mi'U^'U'na

©.m.® u^fn^^i^a^aiafinvflifhi PVC (Non PVC)

DEHPitl'ueb'U'ib^na'u ^fnvifuKpiT^^En uasS scale ^

en. Water solution for injection, ©o mL unit dose

la.

©.
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PIC/S

PIC/S  (Pharmaceutical Inspection Co

operation) T^aviiba^TU PIC/S participating authorities   1S

(finished product specification)

ili'u (drug substance specification) nii^ua^svi'3n-3fn<5i<Ll^auii<iJ^^un1l^Ji,<^u

finished product specification u,^s/vtia drug substance specification

en.® ianeniifn'31lf<ua<^^jn^!I<uvisii)au^nf<uanmaaivi<iina'LuiJ^si.viPi1lvia

(declare) uvt?i<3N^w

en.®.® lu^n^yfn^i^visJiCia^nfuan (via.io via.cn via.®: Vila a.is

-sr

n.

-   Drug substance specification ^an^onanntini^^'n^wiia^wwa^^ drug substance

ii^ drug substance ^a^wa^^anank!a^\JaiM^^Qmiviu3 t^avim^i^^a^i^n^^TUVi

Is.® Finished product specification

Is.®.® Oxidiazble substances :Pink color

ls.ffl.ls Water conductivity :Not more than  ps/cm

to.®.en Particulate matter^®o |jm: max kx^/ML

^loc^ (jm : max cn/ML

lo.©.< Bacterial endotoxinsNot matter than o.kx^ USP

Endotoxin Unit/ml

b.®. Sterility testSterile

te.a.b Volume in containerNot less than the nominal volume

vtanenvitn         - ni^vtafl^k€^<uij,^fmn<u (waive)
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"U'ULll'U Sterile water for injection iii^a^S COA of drug substance**)
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Finished  product   specification  li^s drug

vt^aan^a^ann In-house specificationsubstance specification

mOsmol/L,

itE^

).6i a^in

u^sanan-aCi'weneipin seal(eijja.)

(Double protection cap)

(Closed system)®.cn.cn

annvutoa-nuwraa

j PVC (Non PVC)©.en.®

©.en

©,ooo mlebinJisnau thsnatu^^a sodium chloride o.

lei Iji^^^ tbiflannem'lWl'ai'vmitJuud al

Sodium chloride ^loo mg/©oo mL solution for injection infusion ©,ooo mL bag
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