AANYUZIANIZVDIEN
Dabigatran etexilate @@ mg capsule, hard (GPU: beree)

o. Joon Dabigatran etexilate @@o Mg capsule, hard
. AnuautAavaly
.o JULUY Jusuedga dwmduiudsenu
blo dUszney  Uszneudnesien dabigatran etexilate aeo fiadndk lu o uAvya
b MUUEUTSY  UTTlunkUnaiiv Hoaupaity
. 887N - s“mjam drulsenausendfguazannuns Jundn wauma \@uiinGn waz
wundousniuen Meghsdanuuuussyiud
- UummuzussqEnaa"mﬁaaﬁaassq%aam%a%mamsﬁﬂ AUUTENIULAZIUA
ALLS RN taviinan Tuduong Vidaau
o, AaNUANIamatia |
Namimi’sﬁﬁLﬂiﬁsﬁﬂﬂiﬂWLfJiﬂUWlN finished product specification Wag drug substance
specification 1919899 nsTuatiuifeaiu FaldaanzidoureddnuANENITUNNTEIMITHAEY)
NSENTANGITUEY mummmwﬁlmmaaammLﬂuauwmeawsa‘lvmn’nmmss'mma‘umiu'lﬂ
f¥unils muUTENANTENTIENGETMEY 309 3TYT181 NA. bdoa asfuil b FuAN WA, bdoe
(@aUsEnMAlus1wAaunN Fuil ol numwuﬁ &) LarUIENIANTENINETITUY 3o 38y
15181 (RTUT o) WA bdol astuil m NINYIAN WA baolo (a5 yMAlusITRIYLUN Fuil
b NINHIAN b&ob)
nsdugniilaisl monograph Usinglusisnen (non - official) ABALARIVEINGIUNANITATIY
31518931 finished product specification @y drug substance specification Feldaanzilousio
AINIUANENITUNNTOMITUATET ATENTNETITUEY faumsgruidediasgiiluniy general
requirement Yaunduiiu musﬂuuumﬁlﬁaﬂmﬁam

VUBLAR - NLauaﬂmmmauﬁ'\mm'\wmmﬁ)na'ﬁ @) finish product 5pgg| fication o) drug
substance specification \a o) Lna%mium“umﬂm Lanmim en JIUAT foududwun

mwma*uaaLanmimuaww'l‘wwawmLUaunu?‘hunaﬂuﬂmsnisumsmmsuasm

nsgnmeEsInEY Wenaraneiieteiuseaenailagiiidne
. nsdifleansfouudinmsiiu (waive) mamsisdeuiiasieisienile Tduuanenans
wdngrudsnanidiueyide
N v 39 M/ w})
(uamRgnsal Yussea) (Wenums WugsTsn) (wnameigls alsad)
UNLUNNET NGNS LAABNITIUIYNNT WndwNIUFURANT

/drug substance...



Jo-
- drug substance specification #a15191NlUTATIVEHAR drug substance WiBlu
AAs1e% drug substance veasgnanendFogy atulaadunils Galinsnsialneiinsy

Qs

ynviadeditmun
. Raulvdy
fiauonm () desdudunamaioienans nienasaeiioteusesenasiavgiiérung nsdl
vitmdsienansfilildnulneviensdinge desdnenaslulkgududanivmnei uwadu
aelngudensndingy nieulimeguda Susessnaranlmioudes uuuimienenaisduat
Tneraenssumsiasawa wwinsanlasdedaenasatuiilunminevianmdanguilundn
wazvelidaiisadduienatssrymineiasaudduiide Iiyuuudiuranvesenans el
asvaeuldlasine eanduadsil
<o wnanmsldsuoygntungfeudifugiiesminglulsemdlng uazduns (declare) uvas
HE
&.0.0 luddgmstunudoumiue 16 nele ne.m . vie oo udusnsd
<00 TuAmetunziiou ne.e v3e .o voswfilauesnm niouneaziduniidonisniuny
@mmwmmwamﬁmeﬁmuﬁ%’uwsLﬁau (finished product specification) wagdefvun
AunMYBIIAqAY (drug substance specification) nsdiflegsewinamsiudsundasudly
iy agdesuuuienansnisvaudle (8.¢) umdau finished product  specification
waw/v3e drug substance specification Tagiuil fssylulenasnisveutly (v.¢) Kove
wilvreuiuussmeavszmesiadidnvseiind wazliiu o U w Juusznmadszninsien
didnnselind msfinsandadonuasasiniundusiue asfinsanseasideanuenans
Auvoudly
&lo LBNATTUTBNNNTFIUNTHENET
<b.o nstluminlulszwealng guandesdiionaisiusesnnsgiunisuangimavdninaueiuas
BmsfiRlunsudaen PIC/S (Pharmaceutical Inspection Co-operation Scheme) lag
891U PIC/S  participating authorities  ¥39dilanansiusBININTgIUNTHARLIN W

a

vaninasuazIsnsNAluAERIYEIdINUANENITUNITOIMITUALEY NTENTIY
asnangy datmuatulnesiruaenadowasiaifisutundninasinagdsnmsiinlunis
wAne PIC/S Tumineeniiauswns atuanganusaunsnsaaeulaeiinanisiusesiieiu
Usemadszninsimdidnvisedngd
Do By e wl’
(WnaIRYnTel YuNdng) (WU Wusa) (uvamvigle anlsand)
WBLWNETIUYNT WNFUNTTIWYNIS Wndwnsu{umnig

/&l NSH...



-
el nsdemiinnesema fuansedienansiuseunnsgunisndnginiumdninas
A2ansiialunisnanen PIC/S (Pharmaceutical Inspection Co-operation Scheme) 1ng
whee PIC/S  participating  authorities atudganiuseunmsnsiaaeulagiinanis
SusasfisTusemeausemasadidanseiind videengnaendw udusnsdl
& ONANTAUANYBILTLAUBTIAN
Came WANIITIVTATITRRUAMRERSNedNTIgUvRNER (certificate of analysis of
finished product) 'lumj:uﬁddl,ﬂuﬁ'ﬁatha
alo WANIATIDIATIERRUnIngAuvewiend iy (certificate of analysis of drug

¥ o a

substance) lflunsudneriuidaiusesnafedneuasiudningiu [+ nsdl
\Juengu biological products #8413 COA of drug substance %aQﬁwammwi’m;u /
nsinhudu sterile water for injection laifesi] COA of drug substance **]
caa tenarsvendngrududurnuduiusseniteiunndnvesingfiuvesiiendndy (drug
substance) 48 @.mlo  fujuMIHBRvomAnSusie1dnsagy (finished  product) Ya
&.n.6
<o Wan1sAne long term stability 1uluanu ASEAN Stability Study Guideline Tudannas
ASEAN Harmonization Product on Pharmaceutical Registration $ufl oo $urAs w.a.
ot&s Ingvnsinwauaanmefigangll motle C AMMTUAWS were %RH
maamﬁaamqmmmﬁ‘ﬁuwzLﬁauli'ﬁ’uﬁnﬂ'ﬂmu AMENTTUAITOINITUALET ATENTI
anssnigy nsditunsfousnnnnit o U ve namsfinu accelerated stability nsel
Junzidougiesnit o U
c.a.& nsddueniifesazarsuaz/miadorineuld dedinansfnwinunsdasewindldan
(in-use stability) wagauasilusErinmsiiusnemdinsazaisuaz/vmiaidesn Tu
Finazatunng 9 ﬁqquﬁma 9 ATUULazABandasiulenansitfiuel uuand
<o nadiiuenngu biological products Mu vaccines, blood products Fosdianansiuses
JuMsHAN (Lot release) IINNTNINGIMNANTNTUNNY NTENTIAEITUAY
e Fetue fauenia o) dowdssteeginion o mirsussyfas dudufunuuang
eazdunldrsudunuiirmusluihdenuandimiudreiu wasfiauesian ({une) Bufivey
egreglilsmeunalngbifidouly
S X M/ WL
(WnanRYINTal Yaena) (Weuun3 WugsTsu) (Wnanvigle atlsend)

WLUWNEgUIYNT WndynsgYNS WndwnsU{uRNs

/&.& MsUsEU....



Y A
& ﬂ'ﬁﬂﬁb’ﬂu‘ﬂmﬂqwel']waﬂuau

A ) ) 1 LY U 1
<.&o tiidweusodiongldldlitesnit o U duaniudwey

€&l

&.&.m

9 [ v ) ' ] ol v o a
Frauesnan (§une) desditenasuaniuaziuies Nudsusufleslnavuneny vivellie
a o v 1 ° 1ol o
Aensidenanweusensie q neudmun TaglifiGeuly

A 1] 2/ 1] I 4 - ¥ d 1}
gNNIRTEUBY suFasdidnunnmeeluiusemanisnsliasieiengundwey

dd [} o ] ] d ] A 1 - +
&.&a ﬂSﬂJ'VWIu’JUiﬁ‘Uﬂ'ﬁVﬂﬂ'ﬁ?!lJ?T’JE]EJ’NEJ'WIﬁQ&JﬂULWBENVI‘S'J’\J’JLﬂ‘ﬂb’ﬁﬂmﬂWW NUIYIIYNNIIY

&&o

[ LY 4 g ] 1 P (-3 o [l
RV DRE LR RN IﬂEJFEL?I‘IJ’eJi']ﬂ'] (5:4:?1']8) EADIAWUNUDNANNTIUIUNNUY

a i

) a ¢ & v v a4 v a I3
3'\‘Uﬂ'ﬁa\3m3?7\nLﬂi'\ngLaSLUUB‘JﬁUNﬂ‘UaUﬂ 1‘117\]']87]LﬂEJ'J?JEN‘l'Uﬂ'ﬁWTJQ'JLﬂi"lé“/’ﬂﬂ.mﬂqw

dd U ] 23 ] - )l 1 o~
ﬂimWW‘U'J']U'ﬂllLﬂuvlﬂmquﬂmaﬂmeLQW"W 'WU'JEJ5']‘11ﬂ']'i‘Uaaﬂ')uaﬂﬁl&lﬁUW'ﬂqimqﬂqﬁ

o ] v v S YV oa ¥

La‘uaiﬁmﬂ’lmnm’l‘llax‘igtauai’m’l (Q“U']ﬂ) LLag/ﬂiaﬁdNaW‘l‘l‘Jﬂi\‘lma‘lﬂ

a & o v & > a - v o o '
ﬂimlﬂuﬂqﬂﬁaﬂLﬂUiﬂ‘H"IVI'?J‘ﬂJVinI o - & 9IANYALYYE RDIULDNATITUAAILESIUTDIN
v v P v 4 Y] v v Y ¢
%Lau@iqﬂq (P\J'?J']EJ) lls:‘/'UUﬂ'ﬁ'i]ﬂLﬂ‘ULLazﬂﬂﬂﬂUqw\lﬂuqmiﬁqumquwaﬂlaﬂm% Good

Storage Practice (GSP) wag Good Distribution Practice (GDP)

<o LBNATIY 9

&.0.6

o ' .. = . N
nydienmauslildedfunuy (original drugs) fpsdilenansianisAny bioequivalence
P <t o o v ad - v & o ¢
yeaniauasiaSeuiisutuadunuu InedSmsnwideaduluaundninasiuasuul
UjuRlumsiinun@ranyaveseranlguesdiinnuanuznssunIseImIsuasy nensn
v & ad o Y v & o Vol &
ans1saugu deilszylunsdindeddgyesedunuuiiunsiiounsull w.a. beme wasily
glungy fall

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

9

=l _/

Ao o I
9. gnlawnIIne AL (narrow therapeutic index drugs)
o Y ' ° < . . '
A, efidneuenenIsuMIBIMsLAsEUsEMATReNiNsANY bioequivalence 1y
° a2 a . . . PR T o o
grnuRiingnidu zidovudine (azidothymidine, AZT) enluguuuugniisiaudasnis

UanUdeeedfiy (modified release dosage forms) {usiu

&olo dumiideusesdu Made in Thailand vesan gaanIsuwvisUssnglng (613)

<o.a dnulutunzsougussnaudamviavunn nanuazvungey (SMEs) (63)

A U/

a A L 4 ' &’ = Q. A’ g
<o e (§ue) Busenivglimhessmsvesviiavefullmendmuanissyniudygiu

v a o v d a4
Q‘U']EJLﬂuﬁi@%‘ﬂ"lﬁiqﬂaumﬂﬂﬁu

g 907%/ o

(WNaIRYTINT Yaena) (Wsun3 Wugosn) (wnamvigla alsan)

UIBUNNETILIYNTT WNAYNITIUIYNT WndunsuuRng

/&.@ JauesIm...



-&-
«.& fiauesa (o) Buseslisnindeygneunsuivun il
<.3.0 nsa‘iv]ﬁaaswmsﬁmgﬂﬁ’uﬁ’zymﬂnwsﬁﬂ%s”mawﬁmﬁa'sﬁuﬁ lidnanfumsdadesau
sefudanin wian1sdadesauseiuion (Waguamil m) wian15dntelaunsensng
A5
A" nm‘imamsejumm%mswﬁmﬁTﬂEJns:ﬁ*nmmam%msLwaéw?aﬁaan]ﬁ'anwsﬁlé’
1ML ISO/IEC ewiolod Hamsasavdiaseiliiiiulunannasgudefimunludssme
Usznaasian
&.®. nifﬁwﬁmﬁ’m«ﬁm‘uﬁﬂﬁgm‘%aﬂLﬁuﬁumnﬁammm‘lﬂEJﬁwimﬂuﬂmsnssumsmmmassn
Tutrananvesdyyevtossg
<c.& nsm‘i‘wu*ﬂtymﬂmmwmnm‘%mﬁmﬂmf‘]ﬁmadmasiaﬂssﬁw%maLtazm'\uﬂaaﬂﬁawiaﬁﬂ'wﬁ
1i5uen
ec.¢ nsifaugnssunndsnssuwazmstitn vedlsmetutagiiesnil laRarsundasenis
g190nNNUYTLIINEIUA Tutrsavesdygazdorrune Tsweuagiesiilazenidn
nsdsdoluninsiesialy
@.a5 nsfinugmiula fefinnsanudiin fernuidemesiosions
e Mmiwsvnisteanudndlifuinsuindndusieiiivseiagnieniiviulasduinau
agnIIIMIEINTRaselusTazIa o U Aouulssmeauszninmandidnnselind
<00 HEFUFIIIIEUETY Tefatliandiavisagluserinmasuiunisgnduiiunfineaiunis
avdiaunUgyfRuiinguinevsednsia 9 Tudvstnsvesynnady
C.oo NIEUTENIARMLATIINIRALTFUUEWANNG 1589 Avunsianansvasen Wuily Uiuuss
snanenUssnratiudin lutisanvesdygresdessens diaueman une) Feaudly
ehdumumemnamnads

& NMsUszdiuA1UsEaNSaweas1an (price performance)

Tunmsfinsandvuznsiauesa Ingldndninarinsussliudnssansamdesm Dt

- fiaweim fauautinsudugnisminysenemlsznnma wasienansuszninga

- wdnfsiauesa detmungnipsnsufumunudnuasiamsivssnmszninsm

 Fruusndndwmivididunsilunsusafiumussans amdesianuseneudae o fauds Sedimin
Asuuusiail

FuUsvanil & refllauesim (price) Mo  ATLUY
Fusudnil o auamuasauautAidusslovirenissems Wo  AZUUU
U eoco ATHUU
) SN Yu o)
(WramRvnsel Yuuna) (WBUUR3 WUGETT) (Wamuigle alsa)

WILUHNET YT Wdsnsgungyns WndynsUHURMS



-b-
o. FauUsudnd o S1PTLEUDIIAN (price) (AZUULAN @00 ATILLL)
ssuudadedndunmesgiedidnvseind sxdniiumsusznananzuilinnluiauesim
o, Fuwdmant e aunmuazauauAtiuyslonidenesuns (AsuUUAN eco AZUL)
Ussnauhefaulsses m i waziihudnasuuy

U A o

b.o MUUTION o NMTFIUREAT mo  ATUUU
@ o a wa

o MLUTTB b NMIFIURIUFURNT mo  AZUUU
[ | wa o J € 1 a wa

o UUTIEN m AuENtEnBeYsslevironsUuRnu <o ABlUU

73 eoco ASKUY

Fudmdnil v auamuazausutAnduusslsnidonenens (Azuuudy eco AzuLL)

b0 NIATFIUNARTU (ATUUUAY eoo0 ATIUL)

(n) HusBsegluty@ensergaaimaes WHO List of Prequalified Medicinal Products

(9) (WusrBeegluliydselendniusierquamuasduin GREEN  BOOK)  lay
nsuInemansnMsuwnd (a o fe audagiu

(@) WugdatinansnseTinsiziensuadlidesndt e unismdn dvhdemsnsaslinseifes
laitfosniwihdediseylu GREEN BOOK aliuahgaiiusingsiemsedeaniyiiorriu uaska
mslemeillengliiiy ¢ U funnduildnsiusewanisansliesgitieiulszmasznin
sandinnseiindnsiniinreilaskesufiinisdeilidecfiinsvecduinet idns
SuseamuansaviesUfURNsnaasusuen (Medical testing : 1SO edecs ANUINIFIU
ISO/IEC emolb® N8 accreditation body flweuiulussiuaina (ILAC MRA
Signatories (International Laboratory Accredit Cooperation Mutual Recognition
Arrangement Signatories) v3olagdinanunnsgiuesufiRmsnsuivermansnisunng
NFYNTWATITUAY

o NIRTFIURBWFUANMT (ATUUUAN @00 ATILUL)

(n) WuedmdnlaelsanuidvesufoRnmsiiunsiusesnnuannsanuunsgiu ISO/IEC
ook FuMINAEBULI (Medical testing : 1SO edece) MINNUILIU accreditation
body fususuluseiuanna (ILAC  MRA Signatories  (International  Laboratory
Accreditation Cooperation Mutual Recognition Arrangement Signatories) iy dvin
WIN§IuReIUfURNS nsuAnermaninisunnd nsgnIans1nge lasiiveuiun
mvaNnsagunsnasunandasiefiauesailusiemmaaeuisulumaqitu Assay
or Potency, Identification, Uniformity of dosage units, pH (Acidity and Alkalinity),
Related substances #3® Organic impurity %38 Chromatographic purity, Dissolution,
Bacterial endotoxins, Sterility, Particulate matter ‘a4

a by Y wL

(WnanfveInsel Yuung) (WS FUGETT) (uvanvigle anlswd)

WBUNNEFUIYNIT WnAYNITIUIYNT WndwnsuuRng

/() Huenda....



-o¥-
= a o o e Yo o
(@) WuedendnlaglssnuidvejiRnislaunsiusesnunminsgusgludydnete
WHO List of Prequalified Quality Control Laboratories
wad & ' a
.o gauandATRaUslevlden1sufjifeu (Aeuuuin eoo AZUL)
.. Package and Label
pudln
= < d ¥ - v o ad a a -
(n) nsdlondafiussylunas feliaainssy ¥oe1 AuLs TuRewlnvuney wuindn e
=l Au [ L 783 J ] A’ . . . ] o
(v) &§ imprint code vuingAidaIUINIViEsaNTUN (identification) AuUANA1INETTR
]
du 9 1al
(m) nydlefindoainuds Weendisesuin ansarinuusld uaslinan1sMadaUAMAINYBINSHN
wUaingn
o v Y ' 1 v
(9) nydlenidesosiuuas vn q mhwdey (Wa 1av) destostuuasls
=
2790
1 ! v a P @ = a a
(n) NAvthpgrYeINTUEUTIYFBslianINTyy Yo AL Tulieulnuuneny uhindn
v € a ' | a v v
warussgagluussytnsinenilumbedesiannsauntesnvusussyiegamlula
a4 I . a g a a . o & a
(2) e1@annYurUsIPUU vial masiiUamiavia flip-off tneann1sUullsulazinumu
a a & al o ) al o
avmnlumsiUalden erdafinivusussulu amp  Arsfiseswnuus amp Maaunsene
amp

o v Y ' i . [ 'Y 'Y
() nsslenfidiososiuuas nn q wiaten (amp, vial, bot v1a+) Feadeatuuasls
o

ggUuuueu
(n) yniegesuasnruruITYRsiaaniyy Joe mnuuse Tulieuliivuneny aviindn
uazussgegluussyiusiusndumiedes fannsauntesnsurussyitagsululd
(@) Ussqﬁ’m«n‘ﬁizwﬂaaﬁ’umsLan%ﬂa%dwﬁmiﬁJﬂ'l%' (tamper proof packaging)
(m) nadloniidetiostunamn 4 miseeos dosdoafuuald
.o M3ANITeAuaRBsRuAMLAZAIUABAT BV N
(n) Fdayan1sAnsITentsndinlulsemalnediuussdnsamuasanulasadoiisudiu
gfunuukasinsifuilunsansmamsuimd/assuguiiidede (nsdnisAneidely
eha‘dssmeimsﬂms:m%uﬁuqasﬁﬁwaaﬂmnssumsﬁmsmwa°1)
() ﬁ‘?'fauuamiﬁnm degradation product %38 related substance m1u Asian guideline on
stability of drug product #aana1gvaen
..o gURTRUSzNRUN I FInATgY

gunsalysznaumsldendesdinuudause azanndonisldnu duasulinanisldenly
PIARNGBI 1

> % s A

(WamivrnInd YaNeng) (WguUR3 Wugsw) (Wvamuigla alsand)

UBUNNEG YN Wnd¥NsTIUIYNT indwnsufuRnng

/MNSAVFDU...



mw\smaammauumaamuﬂﬁaa Tuuanng GN‘U
nimmmmuwammm 4o v.0 manma‘lmwmmu

(@) Q}W@ﬂfﬁjﬁwa WHO List of Prequalified Medicinal Products ﬁﬁ
sederwesiavenalunied Tnunsivaoutoyaldi
http://apps.who. int/preququuery/ProductRegistry aspx?list

(o) HLAUDIIAGDY fuenan jswa‘dawammmmﬂmmwua.,mwam (GREEN BOOK) w®4
ﬂil.l'l‘l’liﬂﬂ’]?lﬂiﬂ’ﬁLL'W‘V]EJVliu'ULai.l LAy Lam"a'auwui'\waﬂwawLauas'\ﬂ’ﬂuﬁiw
Iﬂammaaumaga‘lﬂw https://website.bdn.go.th/th/greenbook %30 Green Book Mobile
Application MelsEUU 10S was¥UY Android

(en) mgjjﬂ_mﬂymmimamsmsamLﬂi'}uwﬂ’ﬁnuwluuaﬂrm on JUANTHAR Favhdenns
m’a’«nLﬂi'lmmaﬂuuaamwﬁ’wamw’[u GREEN BOOK atuangn VIUi’]ﬂ{]ﬁEJﬂ']iEJ’]‘UEJmuiy
Wenl LasNan1sATIELl 1 uummuﬁlﬂmisusamamims’aﬁmﬂi%mmu
Usumﬂﬂivnmﬂm&é‘nmaﬁné anvlaneilaefesufoinsdiilavesufoinsves
Nwammﬁ‘lm‘umﬁusmmmmmmmwgummiwmaa‘umum (Medical testing : ISO
odecs) MUNNIFIU ISO/IEC erolbd INAVLIBNUaccreditation body freuiulusedu
a1na (ILAC MRA Signatories (International Laboratory Accreditation Cooperation
Mutual Recognition Arrangement Signatories) w3olaudtinauunsguviesians

a - @
nsuAnemansnsuwng nsznsasansisage laediauesimdadiudiunluiusennnigi

nisuu'msg'mwawgwlmi 35 oo

(@) W@j&wﬂmﬂizmmusmﬁawﬁﬁﬁmsﬁshums%’usw-mummsﬂ
AUUINIFIUISO/IEC eriolbd AUNITNAABUELN (Medical testing : 1ISO edece 210
w891y accreditation body fizeuiuluseduaina (ILAC MRA Signatories (International
Laboratory Accreditation Cooperation Mutual Recognition Arrangement Signatories))
Wy dinuesgIuResujuinmg nsuivermansnisunvd nsenTeaissugy amnse
n319asuTeya ILAC MRA Signatories 167 http://ilac.ore/signatory-search/?id

o) fauesiasestuenarsvfsede WHO List of Prequalified Quality Control
Laboratoriesii i dasiaaU fUAn15veelsearugndnerlnensasasudoyaldd
http://apps.who.int/prequal/lists/PQ_QCLabsList.pdf

nsdiauandaigayslovidanisuficu 4o e.m

flauesnndiadiufsdieuasienansiuansfnaantinuisvylude oo - o.om

o w o

(WeaMRYYINTl YUNAR) (Weaup3 Wugsssu) (uanvigla anlsad)
UHUNNETIUIEYNS Wnd¥nITUIYNT indunsufuRnng

/MSNATAN...



-Gv-

o &

msRosanazuuy Sinasimsisanaguidunsld dsd

faudsuanuasuviinasiuy

7]
fauusuan UIMINAZILUY
. .

®. S1IALEUD oo

a‘ I L0
b, AunuazAuanTRnlulsslovdsemesnanis wo

SIUNIVUA ®@00
o o o wa ol P o
AUSHANN o qr.umwu,az@mauumwﬁ‘]mhz'lwumameswms (AZWUULAN @00 ASILUY)
[
ALUI509 UIMINAZIUY
. NATFIUNEAITUN oo
©. UINTFIUBIUHUANS o
WA A’ € 1 o uUa
on. qmauuwLaaﬂsﬂwumamsﬂgumﬂu &0
FINVANUA @00
o P = l

.0 HuUT59 a. mmg'\uwamﬁ’m«ﬁ (AZUUULAN @00 AZLUL)

o ' ]

Wadaday (Fandaladanila) ASLIUY
®. WHO List of Prequalified Medicinal Products ®00

L < d‘ - o 4 a
. agludyBsedendndusieinunimuazinan (GREEN BOOK) @00
o, HARTITAATIENE o Lot TaeiasufuRng ISO/IEC esolbd Plafldves @00
RrAnees warsan1slinseiliengliiiu ¢ ¥
s o L4 o oo [

o HUU55999 I WATFILHRUTRANT (AZLUUAYN 000 ASUL)

LY [ = d

Wadadon (Fondalndanils) AZLUY

1% o wa 1 7] 1 4 a (.Y & e‘
o. #BUFURN1INIUNI55UTBY ISO/IEC emolod MUNSAFBUNARSTNETT @00
U QU 1 A’

@uasian lusrensmaasuvian sesaluil
gdin Sdenaaaunan fall
- Assay or Potency oo
- |dentification bo
- Uniformity of dosage units o
- Dissolution o
- Impurities o

5

(WA RYYINTA! YAR)

(WU Wudsssu)

WBWWNEgIuIgyNs WndUnITIUYNTS

o

(uwamvigla alsav)

indunsufuRnig

/81@n....




-®0-

(2
g1 ddenaaoundn Al

- Assay or Potency &o

- |dentification wo

- Uniformity of dosage units [~

- Impurities ]

- Bacterial endotoxin &

- Sterility test &

- pH &

- Particulate matter 4

- Volume in container 4

- Constituted solution &

. WHO List of Prequalified Quality Control Laboratories ®00

. Fus30el o, AustARBaUsHlovddensuf TRy (Azuuuiy eoo AzuL)

viadogan (Fenldnnda) AZIUY

w.on.e Package and Label o

gudn

(n) nadlendinfiussqluuns Fesfiaannssy Foen Amuuse Tufiouliivuneny ®o
i il

(@) & imprint code vuineniidaauriiliiedenisusd (identification) Ay wo
wnnasRIneneindu 4 ¢

() nsdlondadosinuus Waendlsesuin awnsarnuusls wasiinanimeaay wo
AUAMYBINSRNULULRET

(1) nsdlodsaafiuuas vin 4 wieeges (dia vav) deslasiuuadls o

g18n

(n) ynvaegesvaanITusUsTYiaslinansey Feun Armuse Julfieudi no
wuney lauiindn warussgegluussydusivendumiisgesiiamise
Untlesmuzussyitegsmluld

(v) er@nfinwuzussgdu vial msticlinuiaviia flp-off weanmsuuiliou &
wagiiuauazanlunsalden erdafinwuzussglu amp  Adsdl
soeMNUUY amp FidREUATIAD amp

(m) nstleniidostiastunas v o wireees (amp, vial, bot “a) Featesty o&
waalel .

4 g i
(WA INTel YUIIAR) (uwiﬂum%‘ UG5 (uvamaigla anlsa)
UHUNNETIUIYAT WNFUNITIUIYNT Wndunsufinns

/83UkuL...




-6~

grgUuyud 9
' ' - o o A ]
(n) nnvsegosvasnivurussyResiiaainsyy Tae1 mmuuse Jufieuln no
d - (] .73 ] ] A
vune1y lavfinde uavussyegluussyduriueniluniiedesiaiunse
a v v
Untlosnwuzussyiegalula
L7 &al L < ] A’I I - ¥
(v) ussgimusiliszuudesfunmsuneuievadiniiniailaly (tamper  proof &
packaging)
A U ) 1
(A) nsdenfidestasiunamn 4 miegosdasleiunasld od
aw o
.o MIANEITENLAATIAMATNIAZANUADAAYYDIEN wo
(n) §doyanisAnwiTenadinlussimalnediudsz@ninmuazainy @0
Yasaseiisudverdunuunasdnisaiuiluiisarsnianisunnd/
a0 d‘ =t o o/ J a J
ans1suguiiindede (nsdinmsfnuidelusiassng msfinnsantuiy
nagtiavesnnEnTTNSRINTUNE")
(%) fdeyanmsfiny degradation product #3e related substance Ay Asian ®0
guideline on stability of drug product naana1guBdeN
P
.o gUNsalUsEnoUNTsTdniiaunwidunsgu @00
1 U - a A ) )
wiu Yinmdmsuandugiu (penfill) 1aTesgienwuen (spacer) 789
(M) fauudauss numusemslgau &o
() aganaion1sida (Bu Wdufivuaidn danuaa spacer vunaLay mo
WUV ANAATT SN UaR BN
1 = ¥V a k4 d ¥
(n) duasulviAnnsldeluruangnses Mo

| Y ' va o v v a
e nsdioiivedldgunsaisiunude o.a.a Witnazuuuriiluiife v.n U woo Aviul ufiAn

Weuiuasiuuiy o AvwuY Wiy

{ 5 o

3

(WA RYYINTAL YAa) (Wenup3 W) (wnanvigle alsed)

UIBUNNET YN wndynsgungynis

indunsufunnig




