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(is)
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o.iso
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-to-V.
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(Electronic Government Procurement: e-GP)T^

(I^-a-waninan^n-a) tu T

T^^

w^Vinni wniiumiw^Vinni wuivn?

cn.cn

maaVraayiafr^an Ezetimibe ®o m tablet, cno tablet aTUTU siis,ooo nd

,tooo,tooo.oo  invi (vhfh'uaa-^usi'ueiB-aiaa'inYifhu)

an Ezetimibe ©o mg tablet, sno tablet aiUTU ©to.ooo n^a-a

to.
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^^awTUW^JJviisj^i'U finished product specification

a?i^-3w^m^ifi^fntieua^^nj'ilii'uaEjn'3i^o% (Q) tia-^

i^u'i^^ha'iviu^fnaiuna'i eno <uivfl^i^atii^3'U9Ej^ia-3

ua^-apimtlTj^nia^jwn^i^ (Min)pina^sj^ (Max) uafiniQ^a

(Average)

s!6n.o-©oml.o % LA. of Ezetimibe

^^aw'i'U^njJvi^stj'lu Finished product specification

Specification

Content uniformity :

Dissolution test:

iBinnj^h^n^^nmy:

Identification test:

v^<wanT5¥i^aa<u

en

to

©

fn^tj

Finished product specification

tuvi

^j  ^k     <^   o  <^>    ^s> a/ a/    ^=^    a/
^CBwiiivi wan^a^wa^

Specification of Active pharmaceutical ingredient (API)

Finished product specification uas

s:.©.s^Q?nn

^^i Lt^sL^<oviiiiil)'u^nf<utjnHa '̂'i^^i^'U'u<u'U'3'5^^a!<>;i

Vila

s:.©.Gn

Tuwaw Tu

Ezetimibe ^o m

I<*j ^3 *=*a/ii

tl.il.u.

m^em ^nuvia (Electronic  Government   Procurement:   e-GP)

.il.^f. mviu^

-lo-
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a:SI.

Impurities . Procedure si

- Desfluoroaniline analog    : < o.k>%

- o-Fluorobenzene isomer    : ^ o.ls%

- m- Fluoroaniline analog    : < o.ts%

- Ezetimibe ketone        : < o.s>%

- Any unspecified impurity   : <• o.si%

- Total achiral impurities      : < o.b%

Impurities . Procedure Is

-S,S,S - Ezetimibe         : < o.lo%

-R,R,R - Ezetimibe          : <; o.si%

- R,R,S - Ezetimibe         : <; o.s^%

- S.S.R - Ezetimibe         : < o.s>%

- R,S,R - Ezetimibe         : < o.si%

-Total achiral impurities      : ^ o.^%

- Total impurities             : < o.<^%

o         o
-lod^o to -ano.o

< o.b%

< o.k>%

G<;d.o-©c>ls.o % of Ezetimibe

^^r^WTu^niJvbsnjTu finished product specification

Specification

Impurity :

Optical rotation :

Water determination :

Residue on ignition :

iliinoi^^itnaimy:

Identification test:

vr^^an'^^Yiflsatjan^u

(Active pharmaceutical

Ingredients (API))

sdlo.lo

NMT o.<%

NMT o.b%

NMT o.b%

NMT o.te%

Specification

- Total impurities:

- Any unspecified impurity:

- Ezetimibe ketone :

- Ezetimibe tetrahydropyran analog :

Impurities

vh'wafmvi^^aa'u

Finished product specification

-6T1-
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(\ii^nnimi\i

-<tr-\..

(Certification of analysis of finished
an^a^^^^^a^^man?mm^^ifi)^^a^a^^ij^na)

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

sT.en.dr ^nmiw^n^^i^aQL^'j'i^J^ai/nvia'i (Certificate of Analysis)

(Manufacturer)

'^i (Packaging)
^

(Finished Product) vfl^fufnifu^a^wiuunw^Bnu GMP-PIC/s  Vila

ci^iti (Active  Pharmaceutical  Ingredient)  vi

WHO-GMP li

(u,tju a.csr)

sr.en.6n

(Good Manufacturing Practices) (GMP)

jj(finished  product
specification) Lias^famvru^RCUfn'^^ia^TWfi^i'U (Active Pharmaceutical Ingredient) Tomaa'Svn'

l

sr.en.te.te iti^^^ia^iuvisiCla^an via. ® Vila a.®

(declare) uvm'-^^w

I^^f (via.te, vi^.cn vifj.sr vtia ^.

Dissolution uas Uniformity of dosage units

coa
(waive)

-sr-
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uu ^^^^^fl^^^a^ia^wus)

©

siaafl^flTu^^ufli^vimwufl^^tia

^hitm^^w^m^fln^^aavn^^^nT^^^m^ (Clinical trials)

(M

(Therapeutic

ASEAN

s:.cn.6Ti    vnnaim?i'ua1l^ileaan^i''uu'UD (original  drugs)

©

^cn.t) fhiunian?miA?i^^^fm^n^'iFmajf^w'j (Stability data) ttutu en iu

(Long  term

5-^ (Accelerated

(On-going

Equivalence)

bioequivalence

guideline  /

bioequivalence

stability data)

stability data)

stability data)

(Certification of analysis of raw material)



(un^em/na^u ^^^fli   w^w

a^eaaa^

b. nnmjn?nfl'i^aiQnfi'i^<iJ^^n'3n^'inn8ilnvi^aun^ ^^nnn^aa^ 00 invi

^ ©oo

8ilnvi^au

VIt/(Price Performance) I^a^^n^wn^fl^u^wni^^^^avi^^ivtunvimvi'u^iA^i'ionnii^^

e:.(t:.b

ia i \il
Clm'3ili5sifnpinivi<u^ii5ifsnnan^<iua-^M<ii'3a'3n<am^ nin

ADR    ^
Suaawivf

lSO/lEC

si.(t ^^^liti^^aiei'ua (^nej) aiiaairtvfaniangfcytynria^fiTumvi'uw ^^Ci

(win^)

-b-
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A^J ^

siosioo

<^!.lo vn^nul^^W www.klanghospital.go.th

c^.^ vn-3 e-mail: klanghospitalpharmacy@gmail.com

Ezetimibe ^o m tablet, eno tablet aiinu ^10,000 neia^

(^,iooo,iooo.oo invi ('^i^niiaa^uei'ueia-^iaaTJivifiTu)

t'Mtj 1®eji,iI®i>hej

mvruw?^^jja<ii/nEjtu
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o •wa^iaswus)

©oo
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<t

ct

act

mo

(t

<t

^o

act

&

ao

too

^aaasjfl^u'U'u^a^viannn^an^unvnjn
fi^uu'ui^y

d)    mw^aiaB^iya^iaiynniunaan (Svian^^nunn^SLnEuiiaias^^y^a^'u^^viuas^'un-^n'u)

gti)      Stlisjaiinn^wl'unn'jHan^l'uti^viantinan^n^'Ui^aannn a tlu.asj'Ui'W'utlfyvin^niifiWfin'w

b)   fjway<uwviiaailislaw3wann^tl^<ijw-^nu (vaxi Device ,unit dose ua^au ])

<t)       fiTa^n^/n^tj vin-^Pi^^n (nm^ln'wnn^a'l^funn^w^y'wl'unn^ian'svi'iinwafia)

s^)      pnnyi,vink^jy1<unn'5'UTU^!'n'wnmjtJi^i''Ui,i'u<u (Therapeutic Equivalence)

yv^njijTU PE ,be , ^fum^?nia^nviunB<n<uvi^aaa1Ui wu US.FDA ,EMA ttltiwu

m)   w^^?j^i^cu^invi<ua-^fii6a"us^iiii^^ijweitjn u-s^^muVdA^sQann (Package & Labeling)

is)    w^^^^flomn^miiflri'fen^miJfl-^n (Stability data)

(a) Long term stability iiliiUJflni] ASEAN Guideline fi^uwnyan^|anvinnviii^lnluQ^nn

-    wann^^n^n On-going stability il?ra^ (anCi)

(Is) In-use stability

Clwami^ifTfcn In-use stability uasS^^a^ai^ji'UBngmfnfnjtn

tl.  l.nfuV(f]CunnviiQVin^ (Specific quality criteria)

a)   wa^^^^u^wnnwwu^afuia^^nn^niPiins'M (Certificate of Analysis; CoA)

(a) Active Pharmaceutical ingredient

-    iivui CoA of API ^a^tn^Yiww^wnwa^i'u

-    ^non CoA of API •ua^ni'ttvi^w^wan

(Is) Finished Product

^iltJi CoA of finished product

m)   ijnwi^nunn^mtifn^nu^snis^naanwnjJvi^nintu^insnniviirL'unn^i.nijfnwufisjn^is^naan

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

-    Svi^h^jnunn^Cijjnwisnul'unn^inijfin'wnuasnn^ifi^i^'DnaanwniJvianinwiinsnn^ivi^ l^u I^^furm

fuia-3 GDP-PiC/s ^nnvulna^n'uvi'unwa^a itiu SGS . BSl

is)     yn^^^p^nwfi^^iJwnEn^hmy (Active Pharmaceutical Ingredient Specification^uasin^^Npu

w^/nuVian^ni,^^^tl (Finished Product Specification)

©)    jjn^i'3|n'uniiiw^anpinjJVi^ni.na!<in5Viin<unT5W^^an(Certificate of GMP)

Active Pharmaceutical ingredient

Finished Product

n. incu^turnvmiUJ (General quality criteria)

mju<wnn'5iJ^i2<uflJUfinviw^^^U6Man^^9aninij

an Ezetimibe ©o mg tablet, mo tablet
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