YBULALAZIIWALLDUAANANYMLIANIZ(TOR)
1A Atorvastatin €o mg film - coated tablet (GPU: beencilnmn)

Tsswgunagiiesnil

o. AT

dleadhelsawerunagyiusnil fenusnduesidunisdationyfusion Atorvastatin o mg
film - coated tablet §1U3U mo,c00 NABY (mo Wa/navs) el nfismedmiulvunsduaelu
Yauuszana eeos tngrdudssnamsdatoduniuauum fufu Tsmeagiesidesduiuns
Fagpnufnmiensingts Tnedsusenmadgriuialy feduuenivuszanu Ussinnduueniinads
Tsanenunagriesil Tauusesna odow punsyelydinsintedadrauasmsuimeianniadg we.
&0 1M51 & uavszdeunsznsnnisadviifienisindednirsuaznisuimswanaiasy w.e.
b&oo 18 me I5UTEMATIMBIANMSETing (e-bidding)

. IngUsTasA
Wedntenysusievivinaismedmiuliuinsding lulaussunn eaoe
. AuANUAYBYY

.0 LAINANNTONUNY VLY

alo Wiluypraduavaty

an.en WogsEnIUANAINg

0. 111'L%uqﬂﬂa%"’qasujsswifmgﬂssé’ums?juij’aLauau%'aﬁwé’mfywﬁ’wﬂwmwm%’g AU
®ob I53AAY

on.& lﬁLi‘JuUﬂﬂa%mnLL@’L]'@L‘i'sus?ialﬁLﬂuﬁﬁmumawuammmms%mummw @O

0.5 ﬂmamumvhtaanwwmawmaumuﬁﬂmunsiumsu‘[amaﬂszmmmuum’tu
A IYPUNY

.0 \DuyarasTuavediyaradiiondnunewaniiussmnsendidnnseling

oo lldudinausslevisususuiButeimueneduiddudeiausliud
Tsswenunagiiosn a Tuussme Ussmamandidnnsetind/futudeiaus vielidu
Fnseinsdudunsdarrnisudsiusgralusssulunis Ysemasiadiliavsetdnd/lu
nstudoiauendsil

o B GugldSuenaniviemnuduiu ma'mﬂgl,aﬁluaamumalmnuLLms%mamaawau
‘uaLaualﬂumaﬂ'viaavLanawaummwmmuwmmu

n.®@0 QawmauammawuLuauluiswamawmamﬂsgmU%Lﬁﬂwiaﬁné (Electronic
Government Procurement: e - GP) U94n5uUaydnans

Wewanassd udauing)  (Weuums WugsTsy) (wvanwigle anlsend)
UILUNNSLTE I8y WNEYNTTIYNNT WndNSUHURNT



Jo-
a0 Nididuliyaranidanadunungmnglnedaldvamatewiunit o U

£ al ‘ = ar 3 a =’l’q ad
follyadngnsuesians nwaswssnindunindgrsvindnevil@uaninusinglua

|}

=

wanaguznIsduiifinisnseaeuiuTewdy Fusdosnansiniuuin e Yaavheneutu
futoiaue nadiiudeiauaiulfiyaradedibiimsmenusuangusmstuiunsy
Wangsiamsdn TBudeiaueiiquaamefouniFondrseyadiunds o Yulu
orauslaisinit @ duum
@. TWALDYARMINBULIANIZUDINEA
ABNAITUUUTING TIUIU oo UHU
&. 9AMNaevaIWaRTlazde
dondagaliiiiu b Teutseunn mudygrasiesrns el a/odos arfuflen nsngiau
b&ob
b. 2{UUUsTUN
NuusnIuUIZUNN ‘Uisz/lL'f‘i‘uuaﬂNWﬂﬂﬁﬁIﬁQWU’]U’]ﬁQﬁﬂﬁﬂﬁ NRUWVUIZNN 6,00, 000.-
v milsduniswaunaviudatudadesumiu
o, ANAUALIAIEUDUNES
deweuwannely moe Jutuwiiuiawnludygymiedennanduntide
<. winnauginsRasundadandaiaus
THnausinnsusziliumusednsnnmesan (price performance)
. 9INIUUAZNNTINBRY
fvundweuuasdnienuludeidunaquoasie
@o. dNTIATU
fvuausuiduneiilusinmemdesas oloo vesamianidlildiuuey
06. NMYUATEELLIANTEAUANNTIFAUNNTD
szogna o UHufnenfuiinuenssumsnsiuian

ly sy 9 9

e
(Welanassn uwdiaung)  (WeNuss Wugsssw) (Weanvigla anlsan)
WL NETEIY8Y wndunsgrungnis WndunIUURNIT



AMANYUZIANIZYDIEN
Atorvastatin @o mg film - coated tablet (GPU: beeedloa)

. Boen  Atorvastatin <o mg film - coated tablet
. apuaNTRAv Y

©.e JULUY Jugudie dmsuiuussmu

bl dUUszneu  UsznoumeRien atorvastatin €o mg U @ in

oo MUzUssy  UsTluuslnatv Yeatuniudu

b.g 2871 - spyfioen duusznaufedWauazeuuse fusdn Yuduany inuiinda
wastawnzilyusiiuen Wsgrednuuuuussysiue

- VunUrUS TRt eefassyBesmieteniisn dauuszneuuasaunn
ANUUTIYRIET LAUTIHER ﬁu?iuumq 1idniau
. AENTANIumAlln

wamwi’aﬁﬁLﬂiﬁzﬁﬂmmm‘f}ﬂﬂmu finished product specification wag drug substance
specification  #i§n98v1nsSuatiuiiientu Feldanzouredinnuangnssunisemisuagen
AsEMTNEEIsgY Tedlnduihfuilissdaeaduatuivinfisanielmininnasguindeiiula
fr¥unils suUsEnmnsEnsEnsIgY See BT WAL edoe asiull b SUAY 1A, boe
(asUszmeluseisayunw Juil elo NuATLS beol) uaTUSENANSENGI9EN515IGY 1509 T8y
#5161 @UUT ) WA, ool adiufl m NINGIAN WA, besl (asUszmelusiviaangune Juf
b NINHIAN b&olb)
nsalfueitlaifl monograph Usnglussmen (non - official) fosuamavdng unani1snsae
AAs189A finished product specification Wag drug substance specification Faldaaveideuse
d1nUANENITUNITOIMITUAZY NTENTNEAITIIUEY Tumsgruiidensieiiluniu general
requirement YowNAYAITU mmgmwumﬁlﬁawmﬁam

v v A o ' . . .
nugLne - %Lau@i’]ﬂqﬁa\jﬂuaqLuqﬂWWﬂ']ﬂLaﬂ'ﬁqi @) finish prgdugt spegﬁgatlgn &) drug

substance specification kag ) nFYRTUNLED1989 LONAISYIY o 5280115 Fatliudiun

AMNa1gveuenasauat Ut uradunssuiud1iniuAMENIIHAISEINISLAS ]

NIENTAIGITUAY w%auaamaﬁa?ia%’usaqLaﬂms‘[maQ’ﬁémm

- nsfifivanafoundenisiiu (waive) n1snsinasuiiasissisienisle Wdunanaenans
vangusananilssueysiace

- drug substance specification iansauNINTUIATIEIVRILHER drug substance W3aly

WAT18 drug substance vosdnerdsazy atulaatunils Faimsnsiadinseiasy

Vnvtafiun
|4 s v P
(Weanassd uiiauina)  (Weuuss Wugsssw) (wsamvigle anlsan)

UNUNNETEIV Y Wndwnsdrugynis WndunsuuRns



o o
<. Wouludy

-lo-

AauesIA ({v1e) fesdudiunnwiieienans wisuasaeievesuseenarslaedisune nad

vitndaenarsildldnuninevienwsingy desiienansluliauduvantvviuned wadu

mwlngnientdangy wieslingud Susesenasuniiiseuios wuuumisuenarsdualty

= o =3 o/ A <4 U o
lngaugnssumtasumea sefarsaninsdatetenansatunidunwinevionindingulundn

& o a o o w L4 va = &/
LLﬂS‘U’é]‘IW‘i]ﬂLiENaWWUL@ﬂﬂ?ii%q%ll']EJLﬁ‘UVl'UJa'WﬂUVi’J‘UE] 1'JVIQ{NUUG%|"1N‘U’J'1‘UE)\3LBﬂa’W \Wo v

] < [ % é’
p3rvdaulflnedte suaziBunnail

<o nasnslasueugndunsidowinfugiedmieglulsenalvg uasduns (declare) uvas

NER

<.a.0 WEAYNMITunzioumiuen loun nele .o ne.e 3o 8lo udusinsd

.00 WWATaTUNLULU 8.0 %30 .o V9IEWIHEUDIIAN w%auswaam%‘emﬁ’ﬁamsmuqu

ﬂmmwmaqwamﬁmﬁmuﬁ“ﬁuwsL‘ﬁ'au (finished product specification) uazdef1vnum
AoinYRYIngAU (drug substance specification) nsdifiogszminamaiudsuntasudly
Wi Aedpsuuuienaisnisvausie (8.&) umsou finished product specification
uaz/v3e drug substance specification Tneiuit fiseylutenansmsveudile (8.¢) Fesve
utlvnewTulssnmadszmasiadidnnsednd wagluiiu b U u Tuusenalseninsian
Bianvseiind nshersanfadenuasnsiaiuinduiue ssfiansunsisaziBenmuienans

fiturously

& LBNANTIUTBWINTFIUNTHEREN

<o.®

&bl

nsdlemanlulssmelng duindesdiienansiusewnasgprunisndnemundninueiuay
ABnsirlunisuang PIC/S (Pharmaceutical Inspection Co-operation Scheme) lag
WU PIC/S  participating  authorities  13831loNan53UTIATHIUNITHANL AN
MaNNAUeILAEITNNAlUAIHERE1YBIEITNUALY NSTUNITOMITUAZET NTENT
asnsaigy Sermuntulnefinnuaenndesuaeiniisufundninasiuasiinsainlunis
WAne PIC/S Tumnaeiiauews aduagamuseuntsnsiadeulneiinanisusesdeiu
Usgnauszmnsindidnnseling

nsflgnhidnandsussine gudasesdiiona1siuseannsgrunsnaneaundninee
Bnsfirlunisudne PIC/S (Pharmaceutical Inspection Co-operation Scheme) lng
WU PIC/S  participating  authorities aUuanganiuseunisasivdeulneiinans

U & o a o a ¢ < =t v ] =l
SUTDINIUUSENAUTEMATIABLENNTBUNE RIDDEYARDAYN LAILFANTE

5 3
(Wganassd wiinuna) u'ﬁmm WgsIIN) (wanvigla anlsnd)
WLUAEEIYgY \ndynsgungns WndunsuuRnag

/& LONdE1S...



.o WONANTANNINYDINTLAUDIIAN
e HANINTITIANERRUAHERTaeie1d 593U V0N (certificate of analysis of
finished product) Tugn{uidadusoeis
o HANTATIIIATITRAUAINIRGRUYBIAINAAY (certificate of analysis of drug
substance) ﬁlﬂumswamaﬁéuﬁdqLﬂu&’aaemﬂ”’wmﬁwammLLaxQ'wﬁmi’mqau [*** n3ed
\Juengu biological products #8an15 COA of drug substance maqé’wﬁmmwi'nfu/
nsdlthudu sterile water for injection li#asd] COA of drug substance **¥]
aa @nasvIondngrududumnuduiusseningunsninvesingAuvesiiendify (drug
substance) 18 @mlo  AuguMsHAnveInAnTueiedniagu (finished  product) 4o
&.m.e
<o NaN15ANM long term stability Wulumiu ASEAN Stability Study Guideline Tudannas
ASEAN Harmonization Product on Pharmaceutical Registration Jufl oo $uaas w..
o&do lnevnsinmanuasnmefiguugl mote C ARV oidre %RH
naentivegressitunsifoulifudiinnuaaznssunisemiskasn 5N
asnangy nsditunsidousnnnit o Y w3e nansAnw accelerated stability nsl
Funedoustiosnin o U
c.a.& nididugiifesararsuaz/mioifoneneuld desdlnanisfinwinuasiisenindden
(in-use stability) wazaruasiluszniimsiiusnvndinisazasuas/miaideas u
fviazanesng 4 Mgamglisng 4 Asudaunasdenndesiuienansfiniuen snuans
&.n.o nsmﬂumnqu biological products iy vaccines, blood products fioailonassuses
FunsWan (Lot release) INNTWINAANANTNITWNNE NTENTAGITUGY
e« fregen faueman ({ue) fosdsiregienatiaios o mirwussyiug Fadudumuans
swwavidealdnsutunuiisimualuidonuandiviludreiu uasdiaussia (§ue) Budueu
fregrselilsmeuialaglifitevly
«.¢ Mavszfuguamenidaey
«.&.0 tildwesuiedlongltldlidesnii o ¥ Tunniudwey
<&l fauasian (un) Foslienansuansuariuses 1r3udsuedeslndmuneny v3oiile
RamsidevanimdieUssmsla 9 neutmun Tnghifiteuly

& pWnnefidwey srdesddnamdgluiusemwamnlinswieniuiidaoy

| d
(WBLENATIA WIUING) (uwj\‘;‘; Wugs) (wsamvigle alsand)

WNEUNNELTEIVEY WndYNIIIUIYNS WndunsUNURMT
/&.&.& NTe...



_@f_

&.&.& nadiTmhesmshmsduiesueidweuiitedmselinseiaunm miiesiynnsey
yntiadodeuadiegns Ineflaussian (fune) szdesdsenfindnauduauiiniae
srmsdmviesisesduiiuliaveualdsefiiuadedunisassiinsesigunm
nsdiinuinenldidulunuaadnvazians mhesensveanunsliiufinnsans
dueTmeinanvesdiauesia (une) was/vieduanluaduioly

eee nsddusiifenfuinuiigamnll o - ¢ ssmwadua fesienansuaniuaziuseain
fauesian (§une) fszvumsdafunardndeonitliuinsgrunumdninaus Good
Storage Practice (GSP) wag Good Distribution Practice (GDP)

&5 lonansdu 9
oo ntefiauslilyenduuuy (original drugs) Fesdiionansuanis@in bioequivalence
yesefiauesAUIsudisuiugsuuuy TagismsAnmdeadulumundninasivasiun
UURlunsAnuTianyareg1asigresdilinuamenITuNITEINITLALET NTENTN
assaige Seilseylunsdiifeddyressfuuuuiunadounoud e, wene wandy

1 @/ d’l
gnlunay fadl

]
al

n. eMsryIneglungu Biopharmaceutics Classification System (BCS) class m %38 &

9. g1ifidinssnwuAy (narrow therapeutic index drugs)

A, 1fdTNMUANENTTINSENTHAZETUTENAI e sAinw bicequivalence (W
m@uﬁ%ﬁmqmau zidovudine (azidothymidine, AZT) mlugmwumﬁﬁmwaqmi
Uanuaseendfey (modified release dosage forms) [usu

<o dnumiladoiuseddum Made in Thailand Yasn1gaamnssuiaUsenalng (§ni)
<. ﬁmuﬂuﬁumLﬁau@’ﬂssﬂauiamﬁ%mm nanslazIuIngeN (SMEs) (9ndl)

[TV %

19 9 a < [ & a o o & @
&0 %Lau@iqﬂfl (%7]'18) ﬂuﬂallﬂ"i]31‘1/”/1”'3Ui']‘Uﬂ'ﬁeUEJEJ']‘U‘UWW]U?ﬂuuﬂqﬂﬂa\‘lﬂuﬂﬂqﬁzﬁﬂﬂwu fUEUINY

£ 4 a

HUeRuvIegueswdudsnou

e e

Y

& flauasa (§une) Susedlenidndygineuasuivun fall

[
o 1

udgygnsdndesievdaieniuil ldinendunsingosiu

.

€c.0 NINNUILTITAITABIYN

v =

W
& a o &
YDITUTEAULUA (L‘UG]?;IﬂJﬂ’TWVI o) N39N159ATBIAUNTINTI

SEAUTINTA ¥58N1590
GRRERIGR

o | a & a P ¢ 4 v a wa PRy

€&l NIANANITENATIITATIERENT Tnensudnenmansnisunndusedesujuinnisnla

WM ISO/IEC ewlolbe nan13nsIvdaseiliidulyauuasgiudesmunlulsenie

Usgninsimn
|7 w' )
(Weanassd wilang)  (Wenuns fugsss) (uvamvigle alsand)
UNGLANSLTIYEY WNAYNTTIUIYNNT WndunsuHuRms

/@.&.o NT...



-@:_
& a =3

cda nidikaniurviadonsenAuauainviswmainlagdinauANgnIsNATEIMNSLAZEN

Y
3/

luthsanvesdygyiasoasny
€.R.E nsn‘iwuf]ﬁgm@mmwmﬂmamﬁ’mff\mﬁﬁmadamasiaﬂszﬁm%waLLasmmUaamﬁwiacEﬂwﬁ
Iasuen
c.a.& nsiifiaurnssunsndunssuiaznsthva vedlsmeiuiagivsil leRasandasionis
gneananUyTlsaneiuia ’I,wzmnawaqe‘@mwssﬁaama lsawguragisiiazenidn
nsdsdelunadesaly
<5 ntmudgmiula Gnnsanudiinfaeudemesesens
ex  MiwsvnsveanudnglifuiinsuwinfusofiivseiignSeniivAulasdninay
pEnsIUNSENSHATEluSEEENA © U Aewiuussniauszninsmdidnnseting
o0 WAnFasiThiuEueue wwdoslisvdiavieaglussuinmsdudunisgndniiuafineaiuns
avdinunlydRuiingraneviednsla 1 ludvsunsueyrradu
Coo NIEIUTENMARBILATTLNSNALNTEUVEWAINR 1389 fnunsiananseesen Wufly USulse
senanssrnUszmmatuin Tuthwiawesdygristearany fiawesnan (§ue) Fesunly
srerlfumusamnansynads

&. n1sUseiualszansnnsiasia (price performance)
Tunsfinsanduuzmsiauesian lagldvndninasinsussifiuass@nsnmsesan Dugai)
- fiaworia fnuautiasuiiugndesmudssnaszninga wasenansuzningm
- HARS s lEun TN ﬁﬁaﬁmuﬂgnﬁaaﬂsuﬁaumuqmé’nwmsLawwsﬁﬂssmﬂﬂismﬂmm
- Flsndnd i dunaslunsussdiuaussansamsosaussnoudae o fuus feiwin

ATUUUAIL
frulsvand e S1ANLEURIIAN (price) mo  ATWUU
U U dl UAA 1
MuUsvanil o AuamuasruaudRiniuusslevddonissuns Wo  AZLUU

U eoco AYLUU
0. FUUTVENT & 51ATLEUI1A (price) (ATWUULAY @oo AZUUL)
szuudededndnniafsiedidnnseind azdudumsustnananvuulviinluiauesian
. fuUWENT © QmmwLLazqmauﬁ?\ﬁLi‘JuUsz‘Iwﬁﬁiamaswms (AZLUULAL @00 AZWLIL)
UsenousemiuUsses e i uariiminasuu il

b.e MUUTTNN 0 WNTFIUNEASTA mo  ATHUUY
L l=‘ L4 o e

.o AILUTIBMN o NINTFIUNBIUHUANS mo  AZWUY
e/ o wa o 4‘4’ Lol a wa

.o FUU50N o AuanTRB U sElevdsonsUfURe @o  AZHUU

U eoo ALLHUU

- " 3
'3 fa a o 6 v €.
(WBENATIA  WHIMUING) (UBUUAT WUGEIT) (maa'rmzyﬁ GRIEE )
UIUUNNETYIY Y WFYNITIUIYNNS WndensUJURNS

/AILUS....



_b-
Faulvdnii e ﬂmmwLtazﬂmauﬁ'ﬁﬁLﬂuﬂr‘[wﬁdamaswnﬁ (AZUWUULAN @00 AZWUL)

.0 UINTFIUNEATUA (AZWUULAN @00 ATIUL)

(n) Lﬂummaﬂuumsw‘aa US.FDA Orange book wsaLﬂuawqaa'l,uum‘nﬂwawamnmmm
AMNWILALERER (GREEN BOOK) Tnensainemansnsunnd @ o fe endaqiu

() Lﬂummumamwmmmewmmmuluuaamw o JUNTIHEAR Fedonisnsndinnesides
quaamwwamvﬂu GREEN BOOK awawamwﬂmngmamsawamummmnu WAYHE
nsiasieidiongliiu ¢ ¥ TunuiildnnssusemanisasdlinseiteiuuseniaUznin
swmmanwsaunamamLﬂswvvﬂmwaaﬂg‘ummwﬂm”lwmﬂgummwmwwamm fildinng
$useeANNEINIareIUfURN1INABUAIET (Medical testing : 1ISO edoms ANUNIATIIU
ISO/IEC ewoled 1NMUIENU accreditation body Tizauiulussiuaina (LAC MRA
Signatories (International Laboratory Accredit Cooperation Mutual Recognition
Arrangement Signatories) u3elagdinauimsgiuiesujifinmsnssingrmansnisunnd
NIFENTHAGITUGY

.o U1ATFIUNBIUHUANTS (AZWUULAYN @00 AZUL)

() WuedwdalaglsanuiiifesufoRmsriunsiusesruansanusnsg i 1ISO/IEC
erlobd FUMINAFBULT (Medical testing : 1SO edoce) IINWUIINY accreditation
body foondulusesuaina (LAC  MRA  Signatories (International — Laboratory
Accreditation Cooperation Mutual Recognition Arrangement Signatories) wu diin
Wn3gIUReIUTRNS nINIneImaninITunnd NsENsIeAsISUEY TaydusuLun
adNInsadunInaaUNaRfusioTiauesaTlusemimaaeuiisudusaqiu Assay
or Potency, Identification, Uniformity of dosage units, pH (Acidity and Alkalinity),
Related substances 39 Organic impurity %58 Chromatographic purity, Dissolution,
Bacterial endotoxins, Sterility, Particulate matter “1a

(%) Lﬂuaw?gawﬁm‘lﬂaiimuﬁﬁﬁaaﬂﬁﬁ’amﬂﬁ%’umi%’usmqmmwmmsgwuag’luﬁ’ty%sw%a
WHO List of Prequalified Quality Control Laboratories

0.0 AuANTATIBeUsETovilsan1sUFTRTN (AzIUUAN aoo AZILL)

w.on.e Package and Label

gulln

(n) nimmmmmusa%’luum foslinansvy Forn AL aumauﬂwmma \@iindn ndie

() u imprint code Uumm&nwmaum‘lmwmamsuw (identification) MNLANHIAINGI1YTA
fuqls

() nsdendiadasinuds diagndisesun awnsavinuusld wasinansvaaeuRuATHYBINIEN
wiadeen

(1) nsdleniidestieatiuuas n 9 wiedes (da 1a%) seclostunadld

|~ v J
(eanassd wiinuna) (uwﬁm‘%‘ WugsTIN) (wwanvigla alsand)
WS deaTey WEBNITTIUIYNNT WndunsuuRnIs

/8739...



_(n[_
#1820
(n) nhegesveinruzuTIIRedlinaInsy Foen Aruuse Suouliivuaeny ‘@i
LLavussaaa’stﬁmmmLL&JnL‘UwuasJaaawmmsaﬁﬂ{]mmw“usswaamululm
(@) &namwmmuvmsmﬂu vial astiehUavinwila flip-off LwaaﬂmsUuLUauLLa“qumm
azanluniadelden srdafinnwugussgdu amp  Aasfisesdnuus amp f¥aaunsene
amp
(R) n3dieTieatiaafiuuas yn q wiedes (amp, vial, bot “1a+) esdeafiuuadld
gn3UuUUEuY
(n) st vesnvurusIYRediaanTyy ot Anuuss Yudouliivuseny \auiinden
LLavmiﬂaa’LuUisanmwwﬂLﬂuwuaaaaa wmmsmJﬂﬁmmwvmsﬁmaamu'lulm
() ‘Uisf\mfusmmu‘uuﬂaaﬂumsmemmmmmsvdm’w (tamper proof packaging)
(A) ndlenfidiosdosiunamn 9§ miedey fosdafuuadld
b.ale N1IANEAITEALARRIRUAIAZANYADABYBEN
mjauamsmnmnﬂmaﬂauﬂiuﬂsvmﬂlwamuﬂi“awsmwLLavmflmJaamamaunu
mmuu:uuLLa.,aJmsmwuw‘lmﬁmsmanﬁLmeJ/mﬁ'rimawmwana (nsdlnsAnwidely
maUssmﬂmswmimwunuqaawuﬁmmﬂmvﬂssumswmsmma°1)
..o gUnTAiUsznaunsidenfiiaunwlfunsgiu
gunsalszneunisidendesiinnnuudeuss azmndenisldeu duaduliifianisldenlu
mmmﬁgﬂé{aa a4

k4

n1sMIIRERUAMENUAYRIIUUTTRN HuuImng fedl

nsslinnsgrunanint 4o .o @andoladeviled

(o) BiauanmasBiuionans
s1e3onan ity US.FDA Orange book Lawwa"auﬁﬁs']a%aawaaémuaswm‘luﬂ%ﬁ 1y
nyavaeudieyaldl https//www.accessdata.fda.gov/scripts/cder/ob/index.cfm 3o
seTondninioinunmuazinan (GREEN BOOK) yeansuingrmaninisunmdilssyan
Laynun Lawwduuﬁﬁswa?iaa'l‘uaacgt,auasmﬂuﬂ%u’aﬁ Imammaau*ﬁay)alﬁﬁ
https://website.bdn.go.th/th/greenbook %38 Green Book Mobile Application wlussuy
IOS wagseuu Android

) flaenedaduenasamnniieneieduulitesnii e funman dwihdons
prTdiaTzRedlitesnidoriseylu GREEN BOOK atiudan fiusingmemseideay
Fieatu uasnanslinreiiongliiu ¢ ¥ duanuiildinisiusesansasalinseiiiely
Ussmausemnsiadidnnseiind emﬁnLﬂswuvﬂmwaaﬂgummsmlu'lwmﬂgummwaq

¥ J
Weanassh wilawmna)  (Ueuun3 %ﬁu) (uanvigla anlsand)
weunmdideavey WNAYNITUIYNT Wndunsufuang

Y a
/RHaR...



-c3-

AY)

fnaneNlATuNMITusImuaInIaesUfiRmImaaausnuen (Medical testing : 1SO

odesx) ANUNINTFIU ISO/IEC emolbd NNVUIBIUaccreditation body Avausulusesy
a1na (ILAC MRA Signatories (International Laboratory Accreditation Cooperation
Mutual Recognition Arrangement Signatories) #3olagdinauansgIuRIuuRnTs

a 4 o @
nsdneMmERS MUY NTENTINEITNEY lnedlauasiaestuduunluiuseannsgiu

v a wa 2] a
ISO/IEC esiolod ‘Uﬂﬂwaﬂﬂgﬂﬂﬂqi‘ﬂﬂﬂaﬁU LLazLEJﬂmiNaﬂ’]imw’JLﬂiwﬁm

nsdiunesgiuesuianis 4o wie

(0) fiauasimdasBulananiusznimiusaiosujoRnsinunsiusesmuanse

AINNNIFIUISO/IEC ool AUNITNABUYT (Medical testing

1SO ed¢ecss 370

w1897y accreditation body fisauiulusefuaina (LAC MRA Signatories (International
Laboratory Accreditation Cooperation Mutual Recognition Arrangement Signatories))
Wy ddnunnsguiesuBinas nsnemansnIsuing nTENITINEIsITNGY @150
Gli’;ﬁlaauﬁau“a ILAC MRA Signatories 167 http://ilac.org/signatory-search/?id
(o) fauanmdasthuanaisdydsiede WHO List of Prequalified Quality Control
Laboratoriesfifid oo aU fUAn15v0elssarufudnelnonsivasudoyald

http://apps.who.int/prequal/lists/PQ_QCLabsList.pdf
nediauaudafigausslovidenisufiieu 4o v
fauesadesduiog s uasenansiuandfanaantinufisyylude
nsfimsanifasuuy fnasinisiarsanaguilumsnald ol
Fulsudnuaztminazuuy

©.n.e - ©.m.en

£4

faudmen umilnAzuuyY
®. iﬂﬂ’ﬁﬁLﬂua Mo
o. AU MuArALANTAMIuUsTloviremesems o
swﬁu’wm @00
Fauusudnil o aunmuazausuURnuUslevdien1esnenis (Asuuufiy eoo ATWUL)
AauUs309 iwtinazuuy
o. WNIFIUNERS U o
©. 119GV JUANT o
o, anaudATiseusslertidensufiRa &0
Tanun ®00

|5

(WEEnassh wHimwIna)
WLUWNE LTIy

o

(WBUUAT FUTETIN)
WndnITungynIs

d

7/
(wanaigla alsaw)
WndunsU{URNT

/o. fIkUs...




_d..
0.6 FIUTTIMN 0. UIATFIUNAAAUG (ALUUULAYN @00 AZLL)

o Y [

o v v <
U8 aY (Lﬁ@ﬂ‘llﬂlﬂ‘llﬂ‘ﬂu&)

AZLUY
o, prfeslunsnvfufuLuy: nansuaninisiisedelu US.FDA ®00
Orange book %39 GREEN BOOK
b, HEPTITIATIENREN o Lot TnefesjiinTs ISO/IEC emolod Tilsilyues @00
AnBnenes waznanslin sty ¢ U
blo FUUT39971 0. 11As§ IR URNT (ASUULIAN @00 ATUUW)

viadatos (ondeladonde) ATUUY

o. %aU{URNIHIUNTITUTEY ISO/IEC ewolbd Frun1svmaouHanSaiei ®00
iauosan lusemsnadeundn deludl
gl Svhdenaaeundn fei
- Assay or Potency wo
- Identification o
- Uniformity of dosage units wo
- Dissolution bo
- Impurities Lo
1@ Shdennaeundn feil
- Assay or Potency &o
- Identification bo
- Uniformity of dosage units I~
- Impurities ®
- Bacterial endotoxin &
- Sterility test «
- pH &
- Particulate matter &
- Volume in container &
- Constituted sotution &
lv. WHO List of Prequalified Quality Control Laboratories ®@00

[y S U

J

(eanassh wilmwing)  (Weaues WugsTI) (wrwanrigle alsand)
WBUNVELTEI gy LOFYNITIUYNT WndunsuURng

Jo.om HIkUs...




-G)O-
we

b fUUTT099 . AuduUATIBoUS loviden1sUfURnU (AzuULAY @oo AZULY)

£ v

witagey (Fenlinnde) AZLUY

lo.en.@ Package and Label =o

gaude

(n) nedlendinfiussyluuns Feaflaainssy Josn anuuss Sudeuliivuaey wo
iauiindn ynidie

(v) #1 imprint code vuinenfitaauriltinesonsusd (identification) Ay o
wnnsnenewiindu q 18

(m) nsdedindosinuus Wieendisesun awnsavinuudlsl uaslinanisnaaey ®o
AMAMYBINSENUULdREN

(1) nadlendiFeadosiunas vn 4 wiredes (da 7a7) Fealesiuuasls wo

#1230

(n) ymiregesvesnIsuruTsYosiiaainszy Joun Arwuse Tuienudi mo
wune1y Wviinde uazussqegluvssyiasiuendumsgesfianunsa
Untlosnauzussgiegsulule

() EJ’laﬂﬁm“UuSUiSQLfJu vial st Uavinvida flip-off Weannisuuteu &
wagifiumuazaintumalialdeon endafinwuzussqlu amp  Aosil
soutnLUe amp TITARUATIAG amp

() n3dleireatiaatiuuas yn 9 wiwdee (amp, vial, bot 1a7) fesloeiu &
waalel

eguiyydy 9

(n) nnMiinegesvasnvurUTTYFesiiaaInsyy Jo8n ANwLSe Suiieuld no
nunoy Laviindn uarusigegluussyiasiuenifumiegosilatuise
Untasnvuzussyiiogsululét

(9) vsTyfaridsruuilosfunisunguieustindinseld (tamper  proof &
packaging)

(r) n3dleniifostiosfiunamn 9 mhegoedastesiuuadls &

.o NMIANEATeLaRBsguAMLazANYABA B YR IEN wo

fifoyanisAnuidenrmdinludsemalnedudssininmuazaiiuy
Uaensuifisufugndunuuuagsinsifuilunsansmanisunnd/asnsagui
dndefie (nsdinsAnuvideludravseina nsfinnsanduiunasfidanes
AMYNTTUMTAAITUINA)

(WELEnassh  wiimung) (msmm%' Le0ERH) (wanigla anlsad)
ULUNNELTBI8Y WndunsguNgYNIg Wnd¥NSUFUANS

/o.an.en 9UNTO]




-®6)-

.. gUNsBIUsENRUANS TS Tinuawldunasg @00

vy Uinmdmsudndugdu (penfill) 1n3asawuen (spacer) mas

() Heuudauss nunusianisidau <o

() aganson1sidany (Wi Wdudivuiadn dauau spacer TunLaY Mo
LUUBNEALANTLS N UadeINTS

(7) daeduliAnnsTduilurueiignsies o

wnew nsdlenfidedldgunsaisauniude b.a.a Wanazuuusaluiide b.o Uy woo Asuul uiifn
WeuBupzuuuiy <o Azuul Wiy

// o N

(WelEnassA  wimuing) (mai?m‘% WUGEI) (wsamvigla alsand)
¢ A g o Qs o wa
WEWNNELTEIY0Y nd¥nsgnngnis WwnsUJURNNT




