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5fn^vifn<un'i'5Nawa'i PIC/S (Pharmaceutical Inspection Co

operation) ^^avru^a-^TU PIC/S participating authorities   i

an.©

(declare) uvta'^wS^

an.©.© ^u^fnmynn?!iuvisi,€a<uwonfuEj'i (viei.Is via.an via.©: Vila a.is

m.©.is ^<um^ia^i<uvi!Ji€aiu via.©/a.® •aa^^anviiaua'^nfn

fniFiTU^ijj^a!fnv(eua-^W^^ia!(i^mj^^<uvi^i{!a'u (finished product specification) ^as

^u (drug substance specification) n^

(a.) ^ivi^ajJ finished product specification u^s/vtia drug substance specification

npitJism^^'ipnai^nvi^a^nau^sliim'u is tl su T#<

en.isf^
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vifhvrufl

- Drug substance specification '^^ai^flJianntu^i^^^n^^a^ww^^i drug substance

^'^ drug substance

te.o Finished product specification

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

Is.©.is Assay :<^Sl.o-s)O^.o % LA of sodium chloride

Is.©.cti Impurities

- IronNot more than Is ppm

Is.©.©: pH :stdr-GTl.o

ls.©.ci: Particulate matter

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

Size > Isci: pmNot matter than boo particles/container

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

Is.©.Gil Sterility testSterile

h.&.^ Volume in containerNot less than the nominal volume

i            (waive)
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cn.cn.^ wamiw^a^ifl^ns'MfiEUfn^w^w^^^^a-aww^w (Certification of  analysis  of

finished product) T.^aii^vi^iiltj^ad^ainww^^viiaviii^a^i^n'a^viii^^fi'isni^UGi'tifu^ia^

cn.cn.ki wamiwna^ifl^is^fiwnn'H^^^n^uua-aw^an^hmy (Certification of analysis of

drug substance) vil^unn^w^wan^u^fi^i.^^^wnaan'^vi'^a^^w^wanuaswwSwT'wr^iti (**viinaiviw :

iiluanneju biological products wa-3nn^ COA of Drug substance

Sterile water for injection tiiwa^S COA of drug substance**)

cn.cn.cn ian?n?v1avi^nTu!j<uo<u ^njj^jviu5'

(drug substance ) ^fa cn.cn.is nii^'Ufn'3w^^t)a-3w^^!iii'aieianciit^a^iJ (finished product)  ua cn.cn.®

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

PIC/S participating authorities Qtj'u?ii6i^i^i'iiJ'5atirin'5^iii^a?ia<uI^iaClw^n'iiiTu^ia-^a-3TU'U^^niPi

li    ^mm^wawan^niJw^mnwmas^tiirmYi^^ ^n^i^nuauvi^fnu^^l^'in S
dada

PIC/S TkISflUJ

PIC/S Wun^anvi

-d-



-s>o-V..

^mw'B

^ a^annianwiu

.^.90 .^^

(wuia)ngn-3

lu^^a^nan © i)

It!

ISO/EC

i.^ wiauanpn (winy) SuaauWani^n^yEynria^flTuri'ivi'u^

k>-rf a-^uuaiiiya

cold chain system v^^flinw^fn^tnjjviafunftwi Good Storage Practice

(GSP) uas Good Distribution Practice (GDP)

Gn.eii.fc. w^fm^fntn Long term stability

Vilan.ffi.si wiauaiifn (winy) a^
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Finished  product   specification  u^^ drug

vi1aan-3a-3ain In-house specification

is\^iiaenvi1a5avmfmph,

.pi. io<^<tt>

substance specification

viw

Q?nn

yiain^a

©.en.^:

n^w^viaipnaw4fniuvviEjn^u^via'ifineiw^ii1m^

^S scale •^^

DEHPPVC (Non PVC)

sodium chloride o.^% ^u?m^^fnEJ<U1aj'W5  ml

©.en.©

©.©

©.to eb'inbiina'u

la. Sodium chloride ctloo mg/aoo mL solution for injection dT mL unit dose

NSS & ml nebule)

to.
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a )(un^anTun^piaii •wu'^viajj)

t^^i\j (drug substance specification)

rnitiaunl'U (a.t^) unvi^au finished product specification uas/vila drug substance specification \m

piili^m^i^pnai^nvi^aunaufi^'liJin'u b tl cu

<m.b i.anen^fu^a-^unw^nufn^wah

cn.b.® n's^u^anw^^iT.'U'iJ^^i.vi^lvi

smivi^ri'Ufn^w^^an PIC/S   (Pharmaceutical Inspection Co

operation) I^aviti^a^TU PIC/S participating authorities     S

an.©.b t'Ufh'ua^'uviu'Oa'u via.©/a.® tua^anvii,?i<ua^pn

en.©.© 1<u^nmyfn^!l<uviii!a<u^nfuan (via.b via.Gn v\u.si ^a a.b

'u via.©/a.® tua^anvii,?i<ua^pn

(finished product specification)

en.®

(declare) uvif^^w^w

sn. ^aultiau

- Drug substance specification ^n^cun^nnT.inifiri^wja^ww^^^ drug substance vilaTu

^i^ drug substance

la.© Finished product specification

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

b.®.® Assay :G^cS:.o-©o<t^.o % L.A. of sodium chloride

b.©.Gnlmpurities

- IronNot more than b ppm

b.©.c^ pH :s^d^clo

b.®. 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.& USP Endotoxin Unit/ml

b.©.GTi Sterility testSterile

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

d^(waive)
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Liltjain^u biological products wa^m^ COA of Drug substance

Sterile water for injection l^i^fa^ COA of drug substance**)
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(Certification of  analysis  of

PIC/S  (Pharmaceutical inspection Co-operation Scheme)1flEJ
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warn^w^a^ia^sJMPjaifn'WiiluT.'iJ^nsj Finished  product   specification  u^s drug

substance specification vian-^a-^ainLfi?f'ia^nfuQ'u<ui^^in<u viiaan-^a^ain  In-house specification ^

®.cn.

vtiawil^a

©.cn.cn

ann

©.en.© i^l^/n^^tjTjia^aia^^nvi'Uftai PVC (Non PVC)

asj] scale ^s<

.en

.to ebmb^na'U tl^^nati^ha water for injection Tu ®o jjs.

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

(Sterile water for injection ©o ml nebule)
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PIC/S 1<uvt3J^anvlii'ua<una

PIC/S participating authoritiesoperation)

PIC/S  (Pharmaceutical Inspection Co

an.is.®

(drug substance specification)     ^

fn^^iaunla {v.si) JJiviia^ finished product specification u^s/vt^a drug substance specification X^

unauas'UJi.n'u is tl cu f

an.®.®

an.®.is

fn^iR'j\jfljjflWfn<w<tia-^Naw/i'w<iiwnuvi^i'UvisiiJau (finished product specification)

(via.io via.en via.®: Vi^a a.i

(declare)

en.

drug substance-  Drug  substance specification

drug substance

Pink color

Not more than < ps/cm

pm: max isctyML

^m : max cn/ML

Not matter than o.k>< USP

Endotoxin Unit/ml

Sterile

Not less than the nominal volume

Is.® Finished product specification

Is.®.® Oxidiazble substances :

is.®.ls Water conductivity :

Is.®.an Particulate matter

lo.ffl.s^ Bacterial endotoxins

Is.®.< Sterility test

ls.®.t> Volume in container

riltai^^(waive)
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cn.ct.®

cn.cn.® Gn.c

(drug substance ) ^^a cn.cn.b mj^urn?w^w^a^w^wmu^Ej'if?ni,fai<Ll (finished product) 4fa

(Certification   of

(**vi3jna

(Certification of analysis

cn.cn

cn.cn.®

of finished produ^

cn.cn.b

analysis of drug substance) 9M

uvro^ : fysahcltiEnnem biological products wa-^rm COA of Drug substance

/TJU^Jll Sterile water for injection l3J^ia-^l COA of drug substance**)

US€ft/

PIC/S

PIC/S   (Pharmaceutical inspection Co-operation

Scheme)T^^EJvnha-mi PIC/S participating authorities

-<5)to-


	ประกวดราคาซื้อน้าเกลือ.pdf

