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itvifi1via i.^'uu^a^l^'f'ua'U^ijn

(en)   lunioivfUi'iJ^iJiPi^'iu (a) Vila (is) w^naas^a-afuw^wniJfi/jvijjiaQn^iQami

(l^i-a'w^Tuiana^)1^flViiliania,ei'3 Ijjlilviiaajnji

^a^i^^ l^

b iHau  mja^anri^i^ n^ivt^ijvn'ufi^ (I"3-3'^^Tui^na'i-3) ^fuyau

^^L^n'^U

^.cn Vila
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(Electronic Government Procurement: e-GP)
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ai fuil^sjfnpi'iJ^sjm^i^pnaianvi^aunaaianvi^auna
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n^um^waVifn^ ^uivn^
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en.
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mawBamamian Pregabalin raid? mg capsule.hard,© capsule ^ninu tob^,^oo
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aB

©.
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Not more than o.©%

Not more than o.<%

!^.o - <s)oh.o% of Pregabalin

WT^aWTUWiUYiist/lu API specification

Specification

Sulphated ash :

water content:

Assay :

Identification test:

vh^fam^vi^aatj

en

la

a

s^.ls.lo Drug substance specification: ai-^a^^iiJJ BP teoacTi Vi^a USP s^^

an^a^mnjj BP tsoa^i

w^awi'uwnjjvi^stji'u Finished product specification

uinfn'i ^o%(Q) malu cno "unvi

wnawnu^nuvtasijTu Finished product specification

c^^etto - <s)odl.o% of the labeled amount of Pregabalin

wnawTUWi^^s^iu Finished product specification

Specification

Related substances:

Dissolutiontest:

Uniformity of dosage units:

•Ulintuw^En^imy :

Identification test:

vh'warn^vi^aa'u

en

to

a

s;.k).a Finished product specification

iaaviwa^Tuw^ T

Pregabalin gtI m lu aaTUtJisnan

wnuvinnjsfvnurnii tl.tJ.'B.

jfi^iaaniilufl^synwa^T

'^^^^i^mamT.mn^^^

en.©cn

i (Electronic  Government   Procurement:   e-GP)  'ua>3fmj'U^y^nn-3

\JaJ.k.
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en.

(waive)

Dissolution u^sj Uniformity of dosage units.

COA

^^^iWTUCfmj API specification

Not more than o.©(%

Mandelic acid  o.s>o%

Isobutylglutaric acid <. o.sxt%

Isobutyl- glutarmonoamide ^o.©d^%

Pregabalin related compound C <.o.&^l%

Any unspecified impurity  o.©o%

Total impurity  o.d%

Not more than o.s)%

Not more than o.c%

c^^.o - ©ols.o% of Pregabalin

WT^WTUPnuviis'i/tu API specification

Specification

Residual solvents :

Enantiomeric purity :

Related substances :

Residue of Ignition:

Loss on drying:

Assay :

Identification :

vh'tfofmvi^^aa'u

Gil

b

<sr

en

k)

©

O  Van^u

USP

wnawn^wnw API specification

Not more than o.sk%

Polar impurities

- Any unspecified impurity  o.^o%

Non-polar impurities

- Impurity A  o.©<%

- Any unspecified impurity  o.©o%

- Total impurity (A+B)  o.<%

Specification

Residual solvents:

Enantiomeric purity Impurity B:

Related substances :

vfTtfanTSYi^aau

Gil

b

<sr

aimj

BP ho&eil vtaa USP <slosMs.lo Drug substance specification:

a^a-amm BP 1bo^ct) (^is)
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en

(i^emvimn u

sT.cn.ctr.to

(Certification of analysis of raw material)

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

sT.cn.dr ^^^unH^miwna^ifl^ns'Mflsu/nvian (Certificate of Analysis)

sT.cn.dr.®

(Certification of analysis of finished produ

^   (Finished Product) v^^i^funn^fu^a^nuunw'^fnii GMP-PIC/s Vila

mauivii

(Manufacturer)

(Packaging)i

sT.cn.cn.®
d^(Active Pharmaceutical Ingredient) vfl^TUfn-5TU'5a^3^njjjj'i^ii^nu WHO-

GMPi'

(^uu a.<tr)

sT.cn.cn

(Good Manufacturing Practices) (GMP)

via. ^ Vila a.®

^,{!a\jH (finished   product
specification) w,^sj'Kamvi<Li^fja!/iivi<1ua^a^^ (Active   Pharmaceutical Ingredient)  n^^viaa

(declare) uvm'-w^w

sT.cn.k).© 1ti^nflyfn^^)uvisi€aaiwnTuan (vm.io vi^j.cn viej.st Vila

sr.cn.®

s^.cn
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(<un^?mvipivi<5
enIs

(unauuw^ fnlwyftana)

- wtm^jaiaua (w^na)

© tl b i^au m

en

6^n,tni,iei^i^w^mi^n'^i^^t)vn-^^i^^nsl<uu'U'^^) (Clinical trials)

(and)

(Therapeutic

vnnanmaiiaUfW?nw<uuii<u (original   drugs)

Ia^5fn^^nibnwa-^i,?lul'Ll^n3J ASEAN

©

(Long  term

^i^ (Accelerated

(On-going

(Stability data) ^iin^ on j\i

©

Equivalence) (fhS)

bioequivalence

guideline  /
bioequivalence vf

stability data)

stability data)

stability data)



-eil-V.

b      2
©^^r!sn

to. ^^as

s; looo unvi (^a^^

8/
'U'ivtun

^u(Price Performance) I^a^an^iunWn^

dr.

ADR    ^
Suaauivf

ai^nma^na

ISO/EC

(^^tna)

-to-



(<un-^?mvipivi<3

b^^

siogioo

www.klanghospital.go.th

^J.cn vm e-mail: klanghospitalpharmacy@gmail.com

b,d:<s:Gn,boo.oo TJivi

^^^a'n^nT^n Pregabalin gtIc^ mg capsule,hard,^ capsule a

c^.
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©        Is/.en.

fflOO

©

©<

eno

^

©<^

^^o

©o

too

^^BBSfisuuuIil*viflnml'j^niiriin
flSUUWQJJ

d)   inowi^^asi^uj'i^iaijjfn^i^naa'i (CIvi^ri^'i'unn'j^i.n^u'^aias^i^ijj'ua^'uiwii.Las^vi'un^'i'u)

eni)       Sil'a^eiiim^idl'um^Han^i'uT'a^yiaTun^n^n^lii'uaan^in © tlu.a^iiJyi'u^^yvn^nu^nj/n^

i   4/                                                                                                                                   ito)       PifUeiu'Li^ivii.aatJ'^sIa^'U^i'anTa'Ll^iJ^^i'u (^u Device .unit dose uasa^ ])

<t)      m^flntn/j^ vn^S^n (fni^^n^^^ti^ftjfni^jJv^lt^tni^n^vitJi^a^a)

s^)       fi^iJJi.viil.vi^JJji'Ufn'j'UTijVifn'bnn'Utn^tJi.i.'U'U (Therapeutic Equivalence)

Clvi^n^nu PE ,BE , i^fufn^fuia^nnvru^EJ^TUvi^aflal^ ^u US.FDA ,EMA itl^w^
da            }         *                                                                                                                          '

en)       wfi'^^^'UPjUi/iTWiJQ^fn'a'u^'u^^vi^ijweiEJ'i tiTa^fU^U.fi^Qfnn (Package & Labeling)

is)    w^'^^^^^/iT^ni'a^^n'^^iFniajf^^n (Stability data)

(©) Long term stability i^ultl^nu ASEAN Guideline Pi'a'U^njjanEJtn'^mvi'u^lTl'UQfnn

-    w^mwrbn On-going stability ^la'na^ (end)

(Is) In-use stability

Swam^pln^ In-use stability uaS^ia^jfi'5<ij1tjanfnimmjyn

©)   w^^eiat^^oi/nwi/n^aafina^w^m^nLPi'riii'W (Certificate of Analysis; CoA)

(©) Active Pharmaceutical ingredient

jfiiui CoA of API eua-3ui<wviww^^iTViafiti

-    ^^iwii CoA of API tia^^^viNwawan

(is) Finished Product

^Tiitn CoA of finished product

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

fuia<i GDP-PiC/s ^nnwu^Ej^n-uviiJ'H^Jafia vau SGS . BSI

H. infUit^cuinYllQVns (Specific quality criteria)

Is)     ^n^^^^jpv^^^^^^i'Uf^n^n^TiFity (Active Pharmaceutical Ingredient Specification)iifis!in^ii^TU

w^^UT^u^itntTHi^JTil (Finished Product Specification)

n. m^i^^fU/nwnVUJ (General quality criteria)

©)   in^^|Tum^w^n^n^n3JVi^ni>nai(ii^5vi^l'Ufn'5w^^iEJi(Certificate of GMP)

Active Pharmaceutical ingredient

Finished Product

mni^mthsiiufl(u/nv^ii®/Man^afln^

Pregabalin m/dr mg capsule
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