
n^au*)

aianvraauna (wina)

© tu

©.a: (b)

.s^ (b)

vi1arla<UT'<umiliJi,n^j m ^uvhrm

(©)

(fa)

®.m

Tuvinm^ vtian^viviuvn'Ufiii (I<a-3iAia'iinanai-3)L^'ij-^nl3Jau^n'3a^ivin^a^na-3i.il<uviu^^a

ani^iJ^n^^^n^^iaianvi^a^naaKi^a^viia^jy^^^a^in

a mjfii-^LviviJJvn'Ufi^ (<L<a-3i^aiuiana'i-3)rnali! ei tu

^iJ lu-ua ©.

Tu-vinm-a

wau



(mS)

(I?-3^anaianai^3)fi-3Tu^vi5'^aBtLnl<DL'^uL^uwat!l^i

d^-^'waTuian^^Jl^fii^Llianu>ei'3

vi?at^an^a<i^^nwaanviij<i?laniil^Bn'urii'5aiu'^iaLatiamivi

(aid)

aa.enwa

(a) vi^a (is)

d^viaitnanan-a) i^r

a.m Vila

'u

i -ru mi

/1(en)

^alvia

^iim^lt! gti tu uuw-^ttw'ruviw^napM

\J ^5 b m d a n ^^Hti "a ^ vi nl^ a i! a a^l^

©©.is

o.feo





©

cn.©o

(Electronic Government Procurement: e-GP)

ljj'til'uwl^i'Tui.an^vi5Vt^€PiTi3J^3jn<u ^

^  wuivt^

cn.t> S^

cn.cn

en.

en.®

maa^faaTnariT^   Manidipine Hydrochloride bo mg tablet,  ©oo tablet

81 Manidipine Hydrochloride too mg tablet, ©oo tablet aiUTU to(,ooo flfia<3

©.



-CTl-V.

en.b..©.

c^o.o - ©o^o % of labelled amount of Manidipine HCl

Not less than ctI< % of labeled amount is dissolved in

<^( minutes

Meet the requirements

Complies with finished product specification (JP)

Specification

Assay (Content)

Dissolution test

Uniformity of dosage unit

(Content Uniformity)

Identification

^^tiamiivi^ffau

en

b

©

Finished product specification

i^.pi.^^
tuvi ©o Cauiati

wnfuvru-3

VilaSpecification of Active pharmaceutical ingredient (API)

In-house specification

Finished product specification

Tuw^w Tu

Vtil

a^nn

hydrochloride bo m.

Manidipine©

pii^Cm^ri^lmn^^^

il.tl.if.

Ufyimfi'^ wnuvia (Electronic  Government   Procurement:   e-GP)

il/U/B. mvru^i

-b-



(•unam'Ufn^i

©

(Good Manufacturing Practices) (GMP)

via. © Vila a.©

€auH  (finished  product

(Active   Pharmaceutical  Ingredient)      ijspecification)

nTUEn (via.is, via.en via.e: Vila o.

(declare)

- Active pharmaceutical Ingredients <^an^anain1u^i,Pt'5'i^'Mtia-3WwS^i  Active

Pharmaceutical Ingredients vilaTLmfmt^ API ^)a-3wwaan^fm^a^ijQiT<u1^Qij'<uvi^<i

Dissolution uas Uniformity of dosage units

COA
(waive)

tiitnt) o.gt/%

Imfru o.is%

liltnij © ppm

liimu ^o ppm

iJ-ss^untu boGT/C (<w^aumjnT5aaijw^)

Imnu o.is%

Uiifru ©.% (© g viacuvmCi ©o  C tu^sn  ih\u^
G<^^s. - ©O©.O%

Complied with the standard

Specification

Total related substances

Each related substance

Arsenic

Heavy metals

Melting point

Residue on ignition

Loss on drying

Assay

Identification

in^fam^vifiaatj

GT)

to

en

Is

©

O  ft/fnmj

sCto.to Active pharmaceutical Ingredients (API)

-cn-



^^an^a)

(aid)

(Therapeutic

a (Clinical trials)

Equivalence) (aid)
sl.en.d

ASEAN

t.cn.b ^?nmnianfn^uei^^wfifnipln^npm3J^i'3W'3 (Stability data) <btutu en ^^

-^?ii^ii,aneiT3i,i,a^'^wanT5^n'^i^mjja-^^i'T5sasia'n (Long  term

stability data) d^Tu^jjaiaaivmiw^^^HtJtjQ^nn/ij^aaam

-aiLtnianaT^ua^^wanii^ntn^TUj^^^niuaan^i^^ (Accelerated

stability data)
^iLunian^i'3iia^^"3wani^n'^n^^^nu^^'3f?ii'5^as!a'n (On-going

stability data) tla'i^j^^ ^TUTU ® "5tJnT5wa^i

sLoi.gti    vnnanviifl'ua'lultiai^'UU.'U'U (original  drugs)

bioequivalence   8ua-3anm^'uai<Uiamdaunuai(^UU.'iJU

guideline /

bioequivalence V\

an^a^i^sj^

(Certification of analysis of raw material)

(Certification of analysis of finished product) 1<uanfuvi^i^<u(?haa''n

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

(Certificate of Analysis)

(Manufacturer)

cu^i (Packaging)

lYIEJUlYn

GMP-PIC/s Vila(Finished Product)

GMP

i^^'U (Active Pharmaceutical Ingredient) dl^^TUfmru^a^'iaJSJ'iwi^p'U WHO-



-b-V...

:.(t n^c^

-3^Ey^jia^aas^^na WL^^a-ai^i (w^ia) SuaauH

sr.<s:.cn n^^^iw^wnjuiia'i'w^^CivinWin^ina^Tu ADR

ISO/IEC

^^Ci

(w-^na)

(w^ia) aswa-ifui.'iJaa^ani,uaan1n^vtua'i| vtiaulawa^^a

tl

en
2/a/^j o^^/a/*^ ^ H i 2/     ft/

mapJij<uwvnW^n^w<



^nthnmtu)i^m^)
m.b

vn-3lTu1<BPl  www.klanghospital.go.th

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

(5)08)00

PI^

b<^,oooManidipine Hydrochloride bo m tablet, ®oo tablet

b,^eT/<i:,ooo.oo invi

aBa

iss ^oo tnvi

s mo

^ nio

^Ci(Price Performance) ^^a^an?wi^

-b-



^^/

an.S).

eoo

&

<

S)O

sxil

cno

si

<S)O

do

S)O

kio

^aaa^flsuu'uT^aHviainnTSjiQ^'unvi'un

^^.incu^i^i^as^jjei-^ieiisjfn^'iaan (lvi^in|n<unn'5Sincu(ia1a5'3<33J^a-^'u1wiu^^vi'un-3n'u)

^^.S<Uiseiiifn'5ul<umiHonuliiI^'3<waTun^n^n-all3J<uaafn1n © tlu^^'UJynjilt^vn^TUfj^/n'w

b.^aieiuwi^taatl^^Ia^H'U^iafTiiil^^'u^^TU (wu Device ,unit dose ua^a^ *))

ni^uaiCi^aau'inu'u-am^m^i Sfniuei^-aw^nTSPln'bnpn'iUR^w^

^.fni^n^/^aa vn^pia^fl (m?pln<bn^^al^fufn^wv5iJ'Hlin'i^?nivi<un^afla)

sc    fmui.vin^aui'uni'atJTu^ifn^nDan^i'u^u'U (Therapeutic Equivalence)

Svian^TU PE ,BE , i^fufn^fuiao^nnviii^a-^TUvi^afla^ \Mu US.FDA ,EMA itlu^u

cn.w^^?j^<UPia!/nvit)a-^fiTB<Ui!'Ui'3^vimjw?(Ji n^ii^iTw^^sQ^'in (Package & Labeling)

k.wa^^^au^^W/iTwm^nw^msjf^w^ (Stability data)
(©) Long term stability itlukl^nu ASEAN Guideline Piiti^nuanEJtJ'ivimvi'U^iH'UQgnn

-    w^mi^fn^ On-going stability tleina^ (m^)

<5).w^i^ei^'U^a!fnviVi'u^^aTU'3€-3Wfim^i^i,Pi'5ii!<^ (Certificate of Analysis; CoA)

Active Pharmaceutical ingredient

cfnt^i CoA of API ^a-auiwiwwawTwci^u

^itui CoA of API •ua-3'ui'aViwN^^a'i

Finished Product

cfniun CoA of finished product

V. incu^iUfiTWlQ'N'lS! (Specific quality criteria)

d  ^j                                     <u          ^^^     ^=^^^>          d   osBn.^jn^^^'iunnim'u^n'tthu^sn^sanaanwnijvi^ninfu^i^sn'iivi^l'un'iim'uin'^^'iuas^n^^aiaan

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

-    Svian^^inn^Ciijnw^ntj^unn^miifn^nua^nn^nis^naanwnsjvi^hin^u'ii^Bm^ivi^ii.'iJ'u

t^^TiinTaTuiia^ GDP-PiC/s annvruitnTuvmn^a^a v^u SGS . BSI

lo.jnw^5pu^Mfl^\jm^En^?nmy (Active Pharmaceutical Ingredient Specification)ufisjjnw^TU

waw/uuiiai^niia^'Ll (Finished Product Specification)

s). ^nos)'5|'i<um^w^^)Ejno!njJvi^ni>na!si^5^^l<unn^iw^^i^n(Certificate of GMP)

-    Active Pharmaceutical ingredient

Finished Product

n. inwi^^jnwnviYnUJ (General quality criteria)
mcu^nnTd^Sjufln^n^waw/uuVmn^^a?nsjfa!

Manidipine Hydrochloride lao mg Tablet


	ประกาศManidipine Hydrochloride.pdf

