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^Bfmvi^ri'Ufmw^^tn PIC/S     (Pharmaceutical  Inspection

Cooperation) I^^vni^tJ^TU PIC/S participating authorities

9/en.©.© t^sMtymmmsaii^^nfiitn (vm.b m.en via.s: Vila ^.o

.© ^aa^tnvkm^am^n

(finished product specification)

ii^^ii (drug substance specification) m^laa^n^^i^m^iileiamitl^^film^^J

finished product specification u^^/Vllia drug substance specification

toll ^u

en.®

(declare)

n.

- Drug substance specification ^aniianainttni^^'n^wia^^mts!) drug substance

drug substance 6[)a-^^w^^tnGiiL!a^'iJa'Li\jl^a<Li\Jvi^ T^^avini'S^ina^i.flris'M

Is.© Finished product specification

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

requirements

to.©.to Assay :c^.o-aoc^.o % L.A. of sodium chloride

Is.si.cn Impurities

-IronNot more than to ppm

-Heavy metalsNot more than ©o ppm

h.&.sl pH :(^.d^nl.o

lo.s).< Particulate matter

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

Size > tod: pmNot matter than boo particles/container

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

to.a.Gil Sterility testSterile

to.a.d Volume in containerNot less than the nominal volume

- n^ri3vk^vis:i,iiEiui.^fmi,TU (waive)



)
enh

(w^na) ^s

^lii'uaan'in ® tl b ^ta^

tl

®o

cn.cn.® w^nn^wT^a^Lf^swfl^^^w^w/mmTO-^w^w (Certification of analysis

of finished product) l^an^^^tiltj^aab^a'inww^^iviTOVt'U'^a^i'uvinii^vi^^^ei'is'iiiaici^ijfuiia^

cn.cn.b w^m^i^i^ha^i^'ai^vi^Eu/i'i'^T'^a^i'u^ia^^i'̂ aicin^i'aj (Certification of

analysis of drug substance) ^^iini^w^^iai^i!'^?i-3til'U^naa'i-3waua-3ww^^aii.i,ei^WW^^T'^i^i^^ (**mna

\>m : f^okil'uannmj biological products ^a-ami COA of Drug substance

Sterile water for injection liiiro^fj COA of drug substance**)

cn.cn.cn iafi?n^viTOvi^'fi5Tua<ua'<u fmsj^^imisi
da

(drug  substance  )  to cn.cn.b nn^<ufn'5w^^<ua>3w^w^^'wiian^?ni,^^^<iJ (finished  product)

TO cn.cn.®

mj PIC/S tuvunflaivii.fnjaina

PIC/S   (Pharmaceutical  inspection Co-operation

PiC/S participating authorities

PIC/S
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ISO/EC

n.^ wia-ua^^n (tfaiv) S-uaauHani^n^y^'iria'upi^'umvru^  xi

is-c. a>3?inL<B^i^aei

Lil'U cold chain system vfl^runW5^niiwnuvi^hLniun Good Storage

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

cn.eii.to w^rni^^^ntn Long term stability

ila ujwiauanan (^na) as^a-^fuilaa^aniljaEn'lfiavm^^a'ia Vila
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iia-a ^stj^nnan "w.pi. b^c^b (a^\J^smpil^TwnaaT^tjn<hn tuv! ®o

la.® Finished product specification

la.©.© Identification test:Sodium and chloride : Meets the

requirements

la.a.la. Assay :<^l<.o-©o(.o % LA of sodium chloride

la.©.an Impurities

-IronNot more than la ppm

-Heavy metalsNot more than ©o ppm

la.©.s^ pH :sLdFalo

la.a.ct Particulate matter

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

Size > bc^ pmNot matter than boo particles/container

la.a.b Bacterial endotoxinsNot matter than o.< USP Endotoxin Unit/ml

la.a.eii Sterility testSterile

lo.©.d Volume in containerNot less than the nominal volume

Finished  product   specification  lias drug

substance specification viah-aa-aannifi^^^ifuQiJ'ui^a'^n'U vtiaan^aa^ain In-house specification

'not for injection' vtiaitl^mwhlvia Hatin-a

^"u^aanvi1a^avn-^fn"5m,

©.si aain

©.si.® titineia^n^j ^stJ^iaEj'iviig^iavi'Ufmfh, jbmtesnati,

©.© tUuud

©.fa ekmihsnati thsnau^hti sodium chloride o.ei% lufiT^asgnEJiliuiwii si,ooo ml

©.an

(. Sodium chloride uloo mg/©oo mL irrigation solution, © L bottle

UC^ <©.
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en.cn.® mni^^isnifti^ts^ft^^in^m^nviim^^mfi^ (Certification of analysis

of finished product) Itian^^i^^^tiltj^naa'n^^^nww^^iviiaviii^a^'i'u^n'a^viti^^eiisniinjci'tifu'^a^

cn.cn.b w^m^i^^naTLf!ins<^^^ni/n<WT'^r^i'U<lua-a^^an^f'iRjy (Certification of

analysis  of    drug substance)

®.

en.cn

PIC/S

PIC/S   (Pharmaceutical  inspection Co-operation

Scheme^^avnha-nt! PIC/S participating authorities Qmj '̂n

PIC/S

PIC/S participating authoritiesCooperation

PIC/S    (Pharmaceutical  Inspection

oi.fe.®

(finished product specification)

iliti (drug substance specification) n-5olaJ^i8Vi'3n<in'i'5i.<Ll^a'uuiJ^-3unl^imjj

(b.<) JJTwfajj finished product specification u^/vi1a drug substance specification

is tl

oi.®.® ^\j^?iflrynnwuvisija<u9nf<uai (via.b via.oi via.®: Vila a.io

en.®.is

(declare) uvie^w^w
en.®

fl^^l

en.

- Drug substance specification ^ai^anainttnt^^Ti^W^ia^ww^^^ drug substance

drug substance ^a^w^^^ai6?ni!aTUaiM^^airuviu3 I^avifm^'na^iflnsw

(waive)
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ISO/IEC

n.^ wiauanpn (w^na) a'uaajjHaniana^y^ynna'UPi^iinnvi'U^i ^i

cold chain system vil(^unw^^nu^najvi^fHnai<ii Good Storage

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

cn.CTi.b wam^^^^fvbn Long term stability

(w^una) aa<3Tui,il^a<uaniSaan1n^vijj^ian^j Vila

Vila w

(^^na) ^^

aia^ia-3aivifi-aua'uwa-aians|1^l^l3J<uaan'3n © tl b

3iiI<uw

cn.cn.®

aisfnmy (drug  substance  )  ^3 cn.cn.b niifum^waii^a^aw/uu'wa'i^f'H^aTil (finished  product)

Gn.cn.cn ian?iiivi^avi^hj5TUjiiEj'<u

(**VtinaiVl^ . nmhll^airmw biological products pia-afm COA of Drug substance

it Sterile water for injection laj^^a^fl COA of drug substance**)
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iia-3 ^si^on-n^n ^i.Pi. bc^d^ (a-^il^sfnpi'l'u^^^naaTui.'un^n tuv! ©o

la.® Finished product specification

lo.©.© Identification test:Sodium and chloride : Meets the

requirements

lo.©.lo Assay :g(^.o-@>o<s:.o % L.A. of sodium chloride

b.©.6n Impurities

-IronNot more than to ppm

-Heavy metalsNot more than ©o ppm

to.©.c^ pH :c^.c^-GTi.o

h.s>.<Sl Particulate matter

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

Size > tod: pmNot matter than boo particles/container

to.©.b Bacterial endotoxinsNot matter than o.d: USP Endotoxin Unit/ml

lo.ffl.eii Sterility testSterile

lo.©.c^ Volume in containerNot less than the nominal volume

Finished  product   specification  ^a drug

substance specification vian<3a-aaintfiawnfuQ<uui^a^fVU vtiaai^a^a^n In-house specification

'3<u^aaivi1a^avii^nT5Fii, ebmh^naii,

uasTUVijjan?|HTOia^ uaCi^^oni,wa<u ' not for injection ' vilai.tl'u/n'fcn

inm^l^^ shinfien

^ agnn

©.^.©ii'una'a^jia ^nj^atnvi1a^avrafmm, etainh^nau,

fl, i^wwa^,   i

©.© ^tlutiii iifuema^enEJilri^^^nfu^Q l^ Urna

©.to gbmb^fi^u th^nau^htJ sodium chloride sioo mg TufmasanEnJimwiiaoo ml

b. Sodium chloride pioo mg/©oo mL irrigation solution, ©oo ml_ bottle
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(Certification of analysis

of finished product) tijan^^^^ttlv!^r3aan^^nnww^^vt^avi'U^a-a'itu^n^vi"3^^3?!n5niia!?i<iufu'50'a

cn.en.k) w^m^^^na^i.Pi^ns<MFju/i'i'WT'pia^i<u^ia-a^'3an^?npi'^^j (Certification   of

analysis of drug substance) vil^

n Spmu^a^piefa-au^svi'̂ i.viaumj PIC/S luvuj^^anvii.^'ua^na

PIC/S   (Pharmaceutical inspection Co-operation

Scheme^^avrtha-aTU PIC/S participating authorities Qinjfi'ifj^

PIC/S

PIC/S participating authoritiesCooperation

PIC/S     (Pharmaceutical  Inspection

via.©/^.^ ^ia>3anvii,?i<ua^nfn

(finished product specification)

i^'u (drug substance specification) n^wa^s^vn'n^fn^iiJ^at^u.'Lla^iAnl^im

(a.dr) ^ivifa^ finished product specification u^s/vi^a drug substance specification

lo tl

(via.io via.Gn via.s^ Vila a.

vii

en.©.®

(declare)

drug substance- Drug substance specification

^'^ drug substance

(waive)
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Is^^^^

j )

1 SO/I EC

Good Storagecold chain system

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

6n.6Ti.^^ wam^^^fv^^'i Long term stability

^aa wa^

Vila

i'i © t) t> i^au

^'il (finished  product)

n.eii.s^ wifiua'5'ifln (w

Vila

vitiQa^ntarn'5at;vioivi'^^a^a^6ua^naa'i-^a'i

t)®

a/^TO 6n.cn.

(drug  substance  )  ^a gi.sn.b

(**mn&Jivif?j : fnak^luainem biological products ^a-afm COA of Drug substance

Sterile water for injection I^^^a^fl COA of drug substance**)
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(a^a)nTSiifm

\J^s5TUfT5iiSJfn^i

Tuvfai
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eni©.

^uv! ©o ^^atnau to^c^b)vi.Pi. toc^<^btia-a ^ii

nTuai'Ui^a^n'U vilaa

Finished  product   specification  li^^ drug

vilaai^aa-aain In-house specificationviasubstance specification

ii8{<u^^aanvi1a^avn<3fn'5m,

u<una'a-3<u'3^ia ^
0

©.a: aain

seal(aua.)

(Double protection cap)

©.en.©:

(Closed system)©.en.en

©.en.to

^^ scale ^

l^ lu'Sa

sterile water for injection (too ml

^iJ PVC (Non PVC)

©.© tUliuij

©.to ffamh^nau

©.en mir

©.en.©

ii. Water solution for infusion, 00 mL bag

©.
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PIC/S

Cooperation) I^^EJvnhEi^vu PIC/S participating authorities

PIC/S     (Pharmaceutical  Inspection

^(finished product specification)

(drug substance specification) nii^uaa'3^Vi'in-3ni^ii,tlela<uail^-3unl<iu^3J

(a.ct:) ^nvi^au finished product specification uas/wa drug substance specification

is tl jui

en.®.® iD^?n^^ym^w^^iOaiunTUEn (via.is via.cn via.s^ ^e a.io

(declare)

en.®

2/

en.

drug substance- Drug substance specification

^'M drug substance

Pink color

Not more than <t |us/cm

pm: max foc/ML

pm : max m/ML

Not matter than o.tex USP

Endotoxin Unit/ml

Sterile

Not less than the nominal volume

Is.® Finished product specification

Is.®.® Oxidiazble substances

ls.sj.ls Water conductivity :

lo.ffl.6n Particulate matter

Is.^.s: Bacterial endotoxins

k>.®.< Sterility test

lo.ffl.to Volume in container

n^a^viitu^f        (waive)vnnmvtn
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tl

©

©o

(drug  substance  )  ^a sn.en.b n'U'5'Ufii^w^^ieua-^w^^iiTa!^ia'icfii^a^'iJ (finished  product)

litl en.on.®

on.en.© wann^^<na^m^n'WflUfniNw^wjmi<faia-awwaw (Certification of analysis

of finished product) l^ani^^i^i^^t^^a^^ainww^^Viiavi'U^a^i'U'^nii^vi'a^^fiisi'sai^'tifij'^a^

en.cn.b wann'j^^'na^i^^'niiwa^jnn'^^^^nfiu^a^an^i^^qj (Certification   of

analysis of drug substance) m^tjnn^w^^^n^'uvi^'aLil'u^^aEi'i-avi'-a'^ia-^ww^w^nu^

: niic^ttl'uain^u biological products wa-afm COA of Drug substance •ua^ww

Sterile water for injection lii^a-ad COA of drug substance**)

lpnnjjeiapieia-3u,^vi^iivi^jjmj PIC/Svi^ivi^jm

en.ia.l<

si5m^vi^n<um^wa^EJn PIC/S   (Pharmaceutical  inspection Co-operation

PIC/S participating authorities
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(wina) as

cn.c^.cn

ISO/IEC

(wtna) S'u^ajjH^ni^n^fajqjiria<u^i'5'univi'u^ ^^^

n.ei/.c^ nii^yiil<u)i'^^ia-^in'uffiw^aaiVi/i^

^^f^^iil'U cold chain system y^^^^jn^^s'i'u^nijvmfunnj'w Good Storage

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

cn.GTi.b w^mi^^n^n Long term stability

n.cTi.s: wiaua^fn (w^na) aswa-a?m\Jeia'ua'uSjaen'trmviiJfla'i?| Vila
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