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^^i^aNTUwnuvii^^iu finished product specification
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PH
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- Immunoassay

- Bioassay
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.Isj.© Finished product specification (FPS)

Finished product specification
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pre-filled syringe

Epoetin alfas:.©.cn eiTuil-s^naiJ lu © prefilled syringe
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Studies , Efficacy & Safety Studies , Immunogenicity IL^^ drug interaction

^^aij^ Pharmacology ^t

PK studies , PD\mn

Toxicology
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EMA

(Manufacturer)

US. FDA

( Supplier)

isoform
(Comparability exercise)

(Bioequivalence)
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^)   majiiaias^jfi-aifiijjfn^^naan (Svi^fisTUfn^Cim^<iia^a5^^iJ^ia-3tj?i?viLi^s'wijn-3Tu)

a)   StJ'^s^ei'uni^ian'ufn'^Ha'i'uI'uT'^^^aTui^n^n^lji'uaan'in © tlu^sjUiviiit^fyvn

mi)    ^^aifi^ti^aa^^I^m '̂amTUfjiji^TU (itj'u Device ,unit dose u^sa^ ])

t>)       wannT^^^t^^^m^atJ'UEn^mVi^ (Interchangeability study : ICS )

<)       W^^^^<U'lia<u1^3^ (Indications) u.^sm'S^iana^ia'U^ (Extrapolated indications )

e:)    W^'^^^<UPm3Ji,'LliEJ<ui,'^Ej'un<ul^(Comparability exercise : CE) v^^zHAiiiVi^'iimmiv^^

(Biosimilars)

en)       wei'^ej'vCU^Curn^i^iQ-ani^'u^'u^^ovimjWeitjn ^^iTw^^sQann (Package & Labeling)

is)    wa<w^a<UFjaifn<^fn^^n<bHPm3Jfi)-3wr3 (Stability data)

(©) Long term stability iiltAtJenu ASEAN Guideline P^'U5niianE|anvin'ivitJlTl<UQgnn

-    w^fmflfTbn On-going stability tlfinsi^ (mS)

(Is) In-use stability

Sw^m^^n^ In-use stability uasS^^a^j^is'utuane'mfhmjtn

®)   Wfi'W^ja'U^ai/n'HVit^liaf'U^a-^w^nTii^ifl^s^'M (Certificate of Analysis; CoA)

(®) Active Pharmaceutical ingredient

-    ^rion CoA of API ^a<nj1i5Viww^wTwn^iu
-    cfnon CoA of API ^a-njTwViww^wen

(Is) Finished Product

climn CoA of finished product

•w.  mwMf^nwnwwwns; (Specific quality criteria)

<)       inwi^jTUwaw^^njii

sr)       jjnwi^n^nn^miifn^ni^asn^is^n^anwniJVi^nin^Vi^snn^vi^rL'unniintjfn'^^nu.^sjnis^iEJan

(Good Storage Practice / Good Distribution Practice ; GSP/GDP)

-    ^vi^n|itjnn^i^n^^|n^^ni^i,niJin'tfni,i.^s^nn<3ni5^\iiEJtJi^in3Jviei'nmnj<i^5n'i<3^f! you i^Tuni^

Tu^ao GDP-PlC/s ainmna^Tuvhh^acia wu SGS . BSI

en)       Jjnw^TUVn^^Q^ll^^iJWfn^i ISO/iEC ©eilolsd:

Is)     ^nwi^^^nu^wrfi'iiw^En^fnmy (Active Pharmaceutical Ingredient Specification)uaBin<3j5TU

w^^^/Yamtneru^aTil (Finished Product Specification)

©)   ui^ii^TunT3W^^iEjn^mjV!^ini,na)^5viin<urn'5w^^i^jn(Certificate of GMP)

Active Pharmaceutical ingredient

Finished Product

n. tficu^ljntfnwWWJ (General quality criteria)
ma^nnTU^saS^flamn^wafl/inj^ian^afnajciJ


	ประกวดราคาซื้อยา Epoetin alfa 5,000 iu.pdf

