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(drug substance ) ^a cn.gn.b mj^'um^wa^^ja^wa^fi'ai^tJiciiL^^^'iJ (finished product)  ^a cn.cn.^

cn.Gn.cn ian?m^vt1avi^fisTu5<ufl'<u

(Certification of  analysis  of

finished product) 'I'uan'^'uvi^L^l^^naan'^anriww^^viiavi'U^a^n'uvinisvi^^^nsn^njfi^fu^a^

en.cn.io w^m^^na^i^^'sns'MPjai/n'^^'̂ ci^i'Uiia^^nan^fn^^^y (Certification of analysis of

drug substance) ^^<unn<5w^^tjn<5'U'^ei-9i,tl<u^adi-^vi'-^(lua-3ww^^itjnu^^Wwa^iT'^^fi<u (**vijjnt)i,vi^ : fi^al

iilt^tnnau biological products wa-3m^ COA of Drug substance tia-^WW^ani,viTU'u/n^dlaTU<ui.il'U

Sterile water for injection "Ui^a^S COA of drug substance**)

ai^nma^n^

PIC/S

PIC/S  (Pharmaceutical inspection Co-operation Scheme)I^^EJ

PIC/S participating authorities

PIC/S
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9/(wuia) S'uaasjHanianaiyiyifia^piiijnnviu^

cold chain system vfl^n^i^i5TUwnuviani,naiVi Good Storage Practice

(GSP) li^s Good Distribution Practice (GDP)

oi.eii.to warn^^ntn Long term stability
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iia-3 ^^ti^hnai vi.fl. Oc^c^o (a^tbsrnfll'U'n'anaaTuitjfTfcn tuv! ©o

Finished  product   specification  uas drug

substance specification vian-aa^mna^nfnQ'umfi^^fvu vilaai^a^ann In-house specification

©.a:.© "un/nti'ustiiiia^^nj^i <5^<u^aaivi1a^avn-^miif=fi, aTutl'ssnau,

a^i'5a'v!n^nn3jasia'i^<3a'ueJiiJi'5a/i'a!6Tl^ cnbo a^

©.cn.cn

^^anvm<5<5nmwiinni,a<iuvi

©.© Tikim olnaiias^aib win^a la laJCia

©.to awLbsnati lua^a^anatJi^n^^ ®oo ml ib^nat^a sodium chloride ctoo mg I

nEj'ilijj'ws ©oo ml

©.en flTflUS'lJT^

®.sn.© itlnfiTBusu^aviana^nvfliri^^ PVC (Non PVC) vilaviaia^n^liJCian^ DEHP

nvifuH^if^^n uaS scale ^^

©.en.to

to. Sodium chloride ^ioo mg/©oo mL solution for injection .̂ mL unit dose
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aa

PIC/S  (Pharmaceutical Inspection Co

operation) ^^avribarvu PIC/S participating authorities

(drug substance specification)

v.^) ^nvi^au finished product specification ^as/vila drug substance specification

^iau,nli)fia'U'TUtJiismpi<iJ'5sm^in^naianvi'5a^nau,fi'Uiin'u is tl tu

cn.©.is lu^^^aTi'uvisi.Cia'u via.©/a.® •ua-^anvii.^^janfn

en.©.© lu^fn^ym'sw^si^B'u^nfu&n (via.is via.^n via.s: vtia a.is

'u via.©/a.® •ua-^anvii.^^janfn v

(finished product specification)

en.®

(declare)

- Drug substance specification •wai^wi^ifu'u^i.Fmsviiia-^ww^^ drug substance

itVi drug substance

mvru^^

en.

la.® Finished product specification

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

Is.©.© Assay :c^.o-aodr.o % LA. of sodium chloride

ls.©.cnlmpurities

-IronNot more than Is ppm

-Heavy metalsNot more than ©o ppm

b.^.s^ pH :c.-ctI.o

ls.©. Particulate matter

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

Size > Isct pmNot matter than boo particles/container

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

Is.©.^) Sterility testSterile

h.^.d Volume in containerNot less than the nominal volume
^ J<=l2/2/,.(waive)
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sn.cn.® w^nT5^^na^^^n^!'^^aifn<^w^^fi'a!6^tia^ww^^i (Certification of  analysis  of

finished product) tiiEjn^^^^^t^^iJ^a^jn^^nnwwS^vi^avi<u'3EJ-ani4vin'5S{vi-5^^a6i'i5n-5fu?j^JTU<5€-a

sn.sn.te w^n'iiiwiia^iFi^ins'M^^^fnviTVici^i'U^ia^^n^n^n^y (Certification of analysis of

drug substance) ^^ni^w^^ai^ufiei^i.il'U^naan^vi'^'tia^ww^^aiu^^ww^^iT'̂ ir^'u (**v\nimm -.

itl^^nneju biological products ^fa^nT^ COA of Drug substance

Sterile water for injection laJ^Ja^Ci COA of drug substance**)

sn.sn.cn lanenTw^avmnrvufj'utru ^i3j^jwu5'

(drug substance ) ^'a cn.sn.b n'u^'urn'jw^^'ua^w^^/i'ai'^aisiii.^a^il (finished product)  'lia sn.cn.®

PIC/S

a<uvi

PIC/S  (Pharmaceutical inspection Co-operation Scheme)!^

PIC/S participating authorities

PIC/S T/umn^ienvi
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w^n.^ wiecua^fii (w^na) SuaauHant^n?f^yfi)ina<u^i"5'univt'u^

cold chain system ^l^ui^n^i'U^^iuvi^mna^ Good Storage Practice

(GSP) Li^^ Good Distribution Practice (GDP)

en.^^.^ w^fmrnrtn Long term stability

(f^^na) a^^^a^fmileia'ua'Hiiatn^nei'vm^^a'ia Vila
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tuv! ©o

Finished  product   specification  ^as drug

substance specification vian^a^annma'B^nfuQ'inji^a^n'U Vilaai^a^ann  In-house specification  ^

pi'n, enm^sna'u,

\J<npiann^a^n3J3jn^'3^Tuw3^fi'aie>i a^anvin^i'sujjn^^sTui.^^ivi uan.^en^-tet^drd ain

©.is eh^Lb^nau \m ^o ua. tl^^naui^^a water for injection

©.n /^u^ii^a

©.en.® ol^fn^^ii^ia^ana^^nvilifhi PVC (Non PVC)

DEHPitl'ueb'uiJ'a^na'u eiTMfulwf^^a^ ua^i] scale ^^t

©.© ^

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

PIC/S  (Pharmaceutical Inspection Co

operation) I^^^udtJ^TU PIC/S participating authorities   ^S

en.®

(declare) uvt^^w^^i

^n.^.^ 1ijf?nmym'aw^^i€a<u^'i?UEn (y\v.h yiej.cn yiej.^: Vila tJ.

yia.®/a.ffl ^ia-aenmema^npn ^

(finished product specification)

ci^n (drug substance specification) n^ala^s^vi'in^n'mil^a'UU'iJfi'^unl^i.'WJJ

JJTW^au finished product specification u^s/vtia drug substance specification I^i^

h tl tu

en.

-   Drug substance specification Y^^flnahfuini.Pim^vnia-^ww^^i drug substance

v^atirk^i^^ drug substance ^a^ww^^^aicni^aiilQmjt^^Qmivi'u^ t^avif

virinvru^i

b.® Finished product specification

Is.®.® Oxidiazble substances :Pink color

ls.g).lo Water conductivity :Not more than & ps/cm

l^.ffl.6n Particulate matter^sio pm: max Is</ML

^:l)ctt pm : max Gn/ML

to.ffl.e: Bacterial endotoxinsNot matter than o.b< USP

Endotoxin Unit/ml

te>.ffl. Sterility testSterile

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

ril(waive)
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cn.GTi.cn

vtii'3tj'5i<iafn'3^^viTvi'u-3^afa-3tya^3atj'i^tJi

tl
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®o

cn.cnj

en.cn.® w^nn^^r^a^iflri^^^fljfn^w^^/faWriia'aww^w (Certification of analysis

of finished product) l^^i^?i^til^hatJi^^inww^^iviiavi'UhtJ-3itu'^n^s;vi15h-^eii5i^fUii8ufu'5a-3

m.en.b w^nnie^a^iflinsnfacu/nvnwii^j^a^^a'i^nmy (Certification   of

analysis of drug substance) ^^iinniw^^an^u^ei^i^^^w'jaEJh-^^^ia^WN^waniLai^Ww^wT^a^i'u (**vuna

'acui.^l'uannejjj biological products ^fa^m^ COA of Drug substancei

Sterile water for injection Ui^a-^J COA of drug substance**)

cn.cn.cn

(drug substance ) ^^a en.en.Is nii'5'unT5w^^i^ua^w^^ifi'tu<itncini,^^^'U (finished product)

cn.cn.® Gn.

fnj PIC/S twunfltnvuerua^nEJ

PIC/S   (Pharmaceutical  inspection Co-operation

PIC/S participating authorities
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Storage Practice (GSP) ^as Good Distribution Practice (GDP)
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