[

wdnszfuiiesiuld Tnglifaenids ausandurenianivedansanmmuns (s
wenwiana) esuneuling
o, ARWATNITIBRY
Asawvaiues (sweiunanany) axdeaidweddldnundyadin nsearunden
nsiug wavAldsreiudlundiutmuedlasunsdadeniidune deduelddueuimasddasy
Sunudandeneviatennandumisde wazngunwumues (15aMg1u1anans) Idnsrasunaudsadly
SeuTeuudn
& dnAUiy
AUSUALLUY “fg:waz’fasmaLLuUﬁwaLaﬂmistmmwmﬁLﬁﬂmainﬁﬁ viadonnasde
preidhunede Wianludnmiesay olbo tnsmmadwesidilildfuneusetu
& MIUUIBAUAMNTITAUNWIDY
grurnsszmasiadidnnseling Felevidaiersmuuuudiszylule o.m vie
vdonnasdaifiuvilsde wdudnsdl azé’faa%’uﬂizﬁumm‘ﬁﬁﬂuﬂ‘wiawaa?*iwanﬁ%amaﬁLﬁw‘ﬂyuma“lu
sveznaililtosnit o U b ifleu  dudnainiud ngammasnuns (samgunanans) #3uneudsuns Tng
Foduiansdenumudlrlildnsldisaiunielu o Yu Tufaanfuildsuudmnudizaunnses
wo.  feariudvilunstudaiauaunaziug
®0.® Lﬁumﬁ’aaﬁm%’umssﬁaﬂ%ﬁ TunanRusudssannduuansulsssna [{y
nasvuuanUsEAUguA W
nsasuludogasnsevils sewlongaunmmues (smeuananaléifu
ayfRduAmannuueniulszau Bunasuvanyseiuguniw udavirthy
sole lenguvmumuns (smennananglddmdendiudaiaueselalidudue
wagldnnasdedwesminisusynmeradidnnsaiindudr fireesdesdmiethdsesiindrdunan
salstmrtasvosiufenidnulnemadeludumeitidelnaiduey wazanansolsiuinissualdnui
SguupymsnsznmnauUsznai v iudelausdadufnesfesfifnmngmngirdaonisd

LASUAISWIRTEUNY fatl

(&)  uWiinsdviSethieitorgfinanidiunnaaUsEmARBATII NN

'
1o o @

el o Ju Tunausfuiiguneds wiedovssansisUszme uumdureniguuaiiinisnsensasnuuin

UsgnaoniiuliussynlasSedule

1 a

(o)  don1slidsesfizeuafinanusmnieedelne wisSenidviuuneiiu

Zolve nccUszmandaszmdlng Buusedldsuaygnnnnsudivh Wussyndsueatulag5edui

as

flyielny Favsdpsldueunmuiuneuusynuesniedu wialurasmipuniiinsnssnsnauua
Ussnmeenduliussmnlaezedu
(@) Tlunsaitliufiianu (o) vise (o) fuisazdesduliamungmangineienis

daasunswidiseun’

[

v v = Yo & o [ °
oo Houlorausdinzummumuas (smenuanaiglsdadenuds Liluidaa,

vietomnasterdunisdanmelunariidmun dssylilude o ngamwavies (sameruianandaziunan

Usefunisbudeiaus wiaduniesnngoonuifsdeasyiuntstudeiaueiiui uaverafinrsanandedi




[ % [
Va ) LY

galdarundsmedu (G iamﬁu‘a%ﬂmmﬂﬁﬂugmmu AuseidaunsEngaIN1sAaIIvNEN15InEed
FaENITUIIINENNIASE

vo.c nyuvmumuas (smenuianawanudvsiesuilufinfudouly viete
Smuslunuudyanrietennadoidumisie Whiulumueudiuvesdninaudunisgean (i)

[
IS L]

so.¢ lunsafenalsuuuynaenaisuszninsiasidnvseiinddl danudansautanu

o an o [V t

feuteiausnz e ifnudidedsunsngumumunas (sswetunanane) Aidadednanliieluiian
vl w laa aa 19 G o -
wazdBudaiauslaifianiGenfosdlddnglag udy
w0k nyumimuas (Smeivanareaussnmaenidnnisiadelunsddelila
o v v

TnefigbuteiausazSoniosindomalan annsunnumues (smeruanardlile

U

(@) NIIVNUNIUAT (smenanandlilézunisinassduiieslilunisinge
vaeRlFsudnassusliifivmeiiashnsiatendeiely
(o)  finsnsevinfididnuaediutoiausiivusnadadoniodilasumsdadond]
watselaviiuiy viefdulddetuiiutoiauenedy vietavnimaudsiussraliussa wisauseniy
fufButeiauenedu viamihilunisiauesian wiadeinsyimsvaiedulalunisiauesien
@)  myimsinseadsireluanvneliifsanuidsmeunngamvamuns (s
wewanane) vionsenudeUssleviansiae
(@ nsdduluhusuieaiu (o) (o) wie () auiidvuslungnszvsis Jseen
sueatungumngidasnsintotadnuaznsuimiannady
ee. MIUjuRaunguuneLassidoy
Tusswrinsssznainisde diudelausiilssunsdndentiduduiedos jiRmaman
naTingraneuassadouldimualflasiasnsn

oo,  nsUszdiunan1sUfuRnuvausznaunts

@

ngunnauAs 5w 1uanans) annsnthuansujiRnuudaianudyaives
4w -y v PV v v 4 o a a wa v
futoiausilasunisdndanlnludueieiunsydiuvnansuuRnuyelsznaunis

7iad] ‘mﬂéj’@usﬁaLauaﬁlé{%’uﬂ'ﬁé’ml,ﬁanhjchul,nmv‘lﬁﬁmumsgﬂizﬁ’umiﬁu%’maua




INVBULVAYDINY

#1 Pravastatin sodium «o mg tablet, mo tablet 31UU m,000 NEBY

<)
@. ANUUNN

neuundunssu lsmegmnananslafueyilvldRuuentutssana Usuaviunamu-
vianuUseriugun iladPaTN8Ms Pravastatin sodium «o mg tablet,mo tablet 91UIU m,000 NEDI
melneiu b, ccdmoo.00 UM (@BsEUTLALLUANTuTRuasSesumdw) wWieldluienis
Lﬁmﬁ’ums%’ﬂmwmmamaaéﬂ'aaiﬂaﬁ'l‘?famnmLﬂuﬁzycywz%a%mauvummmﬁ‘lzﬁwﬁ’mﬂ?mm
. IngUTYaNA

welvinnsdndosniuludemaiusda Snsudetuegradusssy Wuussloniud
yas1wn1s uagldefifiguammnzandmivlfludsnisfetumsinumeiuiavesiiae dav
Yogtuiifnnuadansrvmenaduduanniveshiaiies
o. AsuTRvasdudaiaua

.0 AANNANTANUNY WY

oo Liluypraduazany

.o Wlagsevinadniionis

1 = 1 1 LY 4‘ 14 < o w L% 1 (¥ ¥
. Lﬂuqﬂﬂamagszmwgnszw AT UYBLAUDUIVINGYUINUNUN 8989551

oA

insliesann ldiludnliiuinainisussifiunanisujiRauvesdussnaunismuszideud

1 L2

FUUATIINNTATENTNNTAGIAMUARUTUSEAIMWE LRI luTEUULAT BT 8@ SauINATY

nutnydnans
V& a Pr| o o o4 v Y Y o o vy
on.& IuLUuqﬂﬂawgnssq%al"a‘luummiwa%aqmmuuaﬂmmqL’Jau‘udmmmwm
nhegnuwesly lussuueiorsansauwmeaveinsudydnans %as'mﬁaﬁaqﬂﬂaﬁQﬁamutﬂuﬁuﬁau

¥ ar Yo k4

HIANTS NTIUNTSHIANTS uivs glgnunalumsdidunuluianisvesifiyraadusie

v 2] & o v

oo fpumniAuazhifldnvasdosiumufinaznssunsulouiensdngednituas

MIusMINaRAsgivualusRisyunm

o o o]

.o \Juyarasssumuiediyana dllerdnuieNagiivsznmnsiandidnnseingd

AINAT?

& <4 - | b

o Lilludlinayselovisiufuiudiudeiavesivduiidrdudoiaualiun

d\lld v o o

ngunmnavuas (Lssme1uianans) s Judsznmaussnmasiadidnnsednd vie UURNTENINITG
<) a [ 1 <) a a ¢ & A&
Wunstnrnamsudsiuegratusssulunisussmesiadidnnseiindased
[ o a £ a [V ) a 1 & v 1
o.c WiluglaTuiendndviernuduiu Frersufiasliveniumalne Buusigua
vastutoiaualadimdslvaaziondnsuazamduiuguingu
a.eo fBudaiausdesamaiisuluszuudndedadiininsgiiedidnnselind

N S

(WennA Iyadedn)
-b-\....

(Electronic Govemment Procurement : e-GP) waangpitiy@nan




-lo-

i d
S W

0.0 é’ﬁu%’al,aua%ﬂﬁ%’uﬁmﬁanLﬂu@jﬁ'syzméfmmmLﬁau’luizuua’]’ma'«am’}’mﬂﬂ%'g

[ a o = s .
AABLANNTBUNE (Electronic

AMEZATINNTT U.U.9. Mrua

=

" o
Govemment  Procurement:  e-GP)  waansudydnate aaud

.0l Q’ﬁu%’aLauas’faa‘lajagj'lug'msvﬁué'lajLLamﬂ'zg%sw%'Ui'lmjnw%auamﬂ’zﬁ

o ' ‘ %) 1Y) as < °
5']EJTUT]FJ'\]'WﬂlﬂgﬂmaﬂﬂiUﬂﬁﬁluﬁ’]izﬂ'}ﬂiy MUNALUEATIUNTT U.U.9. NMnum

ey

=2

mom { u"aLauamlﬂsuﬂmaamﬂuﬂﬁ’mmﬁéfm%’uLLazﬁhaﬁumuﬁzy%ﬁmms

Y

v
UV 2 =

Vuusn1ssnetuusayasagl

U.U.9.071%1un

L)

yarnbifuanumiiumgdygrenateduiuandldnuiinaenssuns

. WUUFUTBNT TeAUANBMIANIE

.o AMENURNLY

€0.0 JULUU \Duendadmiuuusemu

ms§

<ol dulsznoy  1u e WinUsenaumese Pravastatin sodium o

co.m MIULUIT]  ussqlunnsegiiflonleaiin wie Blister  pack

Uasiuuawasainuay

&.0.€ 28N

- Sz‘U‘U’e)EJ’] ?l".lu‘l_]iuﬂE]UWJEJ']ﬁ”IﬂEULLauﬂ'J'mLLN U

9

Nan auauma Lawwam LLauLa?J'VIuL‘UEJUW'ﬁUEJ”I hamwmwwuussanmm

v P o o
- ‘Uuﬂ’wuz‘USSﬁ}aﬁaﬂﬂﬂuaamaﬂisq%aEJ'W!?E]‘UEJ‘VI’N

A15M1 AIUUTENDULAYIUIAPIIILIIVEIET 1aTiNGR ey Vidamu

<o AuduisMunae
Nan3n TR einunmBuluaiy Finished product specification way

Specification of Active pharmaceutical ingredient (API) fighadsannindusiduatuiiety e
87989990 In-house  specification %ﬂﬁ%’umimmLﬁ'awiaahﬁ’nmuﬂmsﬂssumsmmsuaum
NIBNTREATTUGY ‘muLna‘nmﬂsum‘umaamaqLﬂuauuwmammma'lwumwmmmumawms‘uiﬂ
f¥uniie auuse MANSENTIENSISURY (F09 YA WA oeeo @UsznaluseRinyunm
Fufl oo lguey been)

Finished product specification

a16u widan1vagau Specification
@ | ldentification test mi’mﬁi’mmuﬁizq‘lu Finished product specification
o | Assay xo-e@@o % LA
o | Dissolution test: wamInaveInIsasangvesieliteunin co% veausush
g szyuuLangelunm mo i
& | Uniformity of mass: mswvhymuﬁ%q'lu finished product specification
. SRR N~ AT 2

(Weauwde eugpainsing) (Wennn Iyadetin)

-\




a1nu wadan1snageu Specification
Impurities M’J’«Jchummﬁimﬂu Finished product specification
b | Total impurity NMT an.0%
NU8LE

L

- S¥YmTe Dissolution uag Uniformity of dosage units.... Tuuulenansuansseazdun
Han13nsI AT vndibeudslilulu coa
- nsdifnamzeuiuns (waive) msnsasaevinnsidesenslalitusanaenans
véngusnanilisueyiise
<o Raulyduq
&.m.o duunenarsiiusinuilneas/visnmndinguitlddutu dinau
ANENTINNITOIMNTHAZEN
cmlo lonansnsldTuoygtunsitoumivenitesireluussmelne
uageung (declare) uvandn
@.mlo.o TudAyNsTunsoudfuen Mele ne.a no.e ¥ ol
udusinsd) nsdifimswAsuudasdlaliuuudiundvsudluudeuuanmdeudy
calol  Tusvetunsifus vie. o e v.0 vew Tiauesian
wieusiaviduavadenismuguauninvesmidndusinniitunsideuly (finished  product
specification)uagdarivunnuninaesingAu (Active Pharmaceutical Ingredient) nsa’i*?‘iagjizwm
nsideuuasdluiudndiundesuslodsusvasmenmslunaoudiue G s.e)
o BNA1ITUIBWINTFIUNIHARSMIMENINASTITNSARLUNNSHERY
(Good Manufacturing Practices) (GMP) Tuminefiigadasfuingausendduazenfiauenis
(atuagamuseunsaTalaedeglutiiaimsiusey) Ussneume
<mame  @UUNBNEITIUTDNNTTIUNTHEAL MU UTILAY
FBmsfirlunswaningAu (Active Pharmaceutical Ingredient) fldFun13FuUTINNLIATEIU WHO-
GMP wiawiguwinduetnsiesy
Cmmlo  AUUNBAANITUTBWINIFIUNTRANL NS NN UTILAL
Fnsfitlunissdnendudagy (Finished Product) fldFunissusesnuanasg GMP viaifiauivin

Y a

- HuEn endusagy (Manufacturer)
¥ ' a %3 (3 . YV oo
- HWUIUSIHannuN (Packaging)  (L@WIZNIEARNARNYN
duSaguuazduisussqudnseiindouasiiog)
<o« duumiidaiusennnsgruingiuimendfguasudnsunednsagy
&mce N3t Official Pharmacopoeia 11@s§1uBENatiDuRBInTL

UszNANTENTIEETUEY 1389 58UMNTI8T Walbdds




-@&-

<m.alo N3 Non-official Pharmacopoeia wmsgIustUpedio

(MY

]
=

- Official Pharmacopoeia ¥8sUssinaMduaannyes The
International Conference on Harmonisation (ICH) %38
- defmuanazinnsgIu In-house process idonndeafiu
ICH Guidelines
&.on.c.on HOIONDIM Pharmacopoeia Wheafiu wazatuidelfuiu
W A3 Official Pharmacopoeia w1z APl %3 Finished Products
coce NIRITUUAY mco-man Foaanmingiuin APl &
Finished Products specification ﬁmm3§'lu13j¢?1ﬂ’i'l General requirement for dosage form lu
Pharmacopoeia
<.o.& duumidensgrunsifiuinviwaznszagemumdninaeiisnisi
Alunsiiusnsuaznssaee (Good Storage Practice / Good Distribution Practice; GSP/GDP)
<D AWUHANIATIVIATIBAUANET (Certificate of Analysis)
mo.e FMUmManInTITlATIsiauwaaaiugiedusIgUTes

2 &

. . R . T ] @ ' aad A woo w
Kuamen (Certification of analysis of finished product) Tugnjuiidadudiagng (nsaineniindusiiu

Y

&/ a

DB UA I DILLUENA SN AT UNLEE198 95 mene)

(4

Cabl  AUWHANMIATIVIATIERAMNAWIRgRUYDIREd Ay

9

(Certification of analysis of raw material) isvesgnaneuazEndaingdu Tusrguiidaduiet

< a Py

sniiu lunsdnvidgndudneuarininingiuidusaderfuliuansanzianisnsaadins e

]

[ a ¥ e 1 =l v ad < @ o w - v @w o0 @ o v
ﬂmﬂ’]W’JMQWU‘ZJ’PNQNGWEJ’IE]EJ’NLQEJ'JIQ (ﬂiﬂJ‘V]EJ']llLﬂ?l‘ﬂf‘l'ﬁUﬂalN'e)\‘lLLa'Jé\laﬁLLUULE]ﬂﬂ’]iLﬂﬁ‘Uﬁl'li'Um‘U

SENGRERIRE)
&.n.ef ENUNBNETUARINANTANBIAINAW (Stability data) $1UU e Ju

nInan lngussnaume

Cooe  UUNBNAITUAAINANITANYIAIUAIITE 881 (Long
term stability data) firsunengeiifmusluuaain/ussysas

caalo  duunenaisuannaniIsAnwiaunssaluanineiss
(Accelerated stability data)

o ANUNDNATUANINANSANWIANNARYETALY (In-use
stability data) (awizeriidaldvanenda (Multidose/Reclosables))

<.o.e.e FUUNBNATUANNANIANYIAIINAIAITEEZET (On-going

stability data) Uangn 91U o Jun1sNan




-&-

o wnefiauslilderdunuy (original  drugs) fiesilnan1sAnyn
bioequivalence  wasgnfiaualUFouLisufuaduLuy Tasdsnsinwdeadulumiy ASEAN
guideline  /  gilonsnuIivssdninauarFrauyavewmdndngien lnvandu/muinsaufne
bioequivalence Mifunsiusesmndninmuaniznssumsevnsuazen NSENTNATITNGY

<. HaRgIUANATNYINITUTUTIQNF NN AL ussyiusiuazaain
(Package & Labeling)

<moo KRl AmiuAisulunsvdadnwifusduluy (Therapeutic
Equivalence) .

<m.oo duNEnmHan1IAnYITan1nadnluuywd (Clinical trials) Al
nsdifan Tunsansidudede &)
..ol FI9E1NYT
JLauesIafesdediiedeeg1etes o wiasussyiue daduy
Munuuansgasidonldnsudunuiitvusluidenmadinludredu Tnslsmeuianars ve
anuavslumsiiusedslaglifulilainsdila
.mn.om MIUsziunuAWeTdwey
- vesefidwaudedlitosni o U o dou tuanfudweudeiy
Auonguesen
- Tunsdlfimisesenis n1sguiisgeniidmouiiiedinsas
Anszinunn milesynsagyhmiidedeweiietieen Inggvrasdosdseiindnausuiud
vm"aaiwmﬁdqmmﬁﬁmﬁzﬁl,l,azLﬂuﬁ%’uﬁmaum‘l%ﬁa’lumimﬁﬁmswﬁﬂmmw Tunsdifiwudngn
Lidulumanudnuausianey ‘wu'uaswnWimaaqauﬁw%ﬁlﬁ%’uﬁmsmmsLauaswmmﬁ’aﬂdﬂwaaé‘ma
waz/visefuanlundiroly
- funessfesiudsundenlndvmineny viedleiinnsidouann
fauiwum

<. §Budaiaun une) SuseulFundndygreunsutuun dof

<&o nidnan1sgunsindiesisierdvinnainemandnsunmduie
Wo U URn1siléinnsgiu 1ISO/IEC. esobe Lidulunanasguderimusluyszniauszningan
Bdnnseing

«.&o nididafusiorvinigni3enfviuaintieenan Taedineu
AN SUNTEMMILazE Ut IaYeNd Yy TR T ELUUT A AT AU

< & nadlndnfnusiodaivhlfiinsony ADR 2g197ulss Tneiindngiu
vamauyngBuduanuwnddlden ludianavesdygiesdeazens deudeiaus (gune) Buvenl

pAENFYQINOUATUA LA

(WanynA Jyadedn)
-o-\....




-y-

C.&.c nsiﬁﬁﬂmznssumsmé‘l’*ﬂnssuLLasmsﬁﬁﬁmaﬂsqwmu"nana"m
Msandagnsenantyfervedsmea lsmeranasvesndnnisdsasslunese 91y
& vm'aEJswnnwaanuﬁwéhj%'uﬁﬂﬁsmwwﬁmﬁ’m%mﬁﬁﬂszﬁ’agnL%‘amﬁ‘u
Aulsgdiinnuansnsaunisenswaveluseesng o Sreufulsene
&. vaninusinsRasandndantoiaus

iumsﬁmsmwa%ﬁﬂﬂsmiﬂa‘l%’wé’mnmﬁmsﬁssLﬁumﬂszﬁwﬁmwoﬁaﬁm
(Price Performance) IﬂaﬁmsmﬂﬁﬂzLLuummﬂfu%’wa"nLLasﬁmﬂ’nﬁﬁ'muﬂLwiazs'mmiﬁqﬁ
sefidudolaue
- fvuswinminfudesas so
TowuaiuannmuazauaniBdiulssleniiomesms
- v winyiniudesas wo
ImEJﬁwmum‘lﬁﬁmﬂn3’331?'?mmwi'1f“1’u%'aaas ®00

b. szEZLIA N NIUNIS

Melutaulssanaunmedneusestaudssing besl

. STHSLIAHIUBUYDY

o i L3 L% Qs LY QU -4 4 1o Qs
AMuagdInsunely moe v Tuasuuludygrasiessenauuusianillsde
U%maﬂmaiﬂuﬁq%amuLLUUW@':’uﬁﬂ'suﬁnﬁ'na'mﬁmuﬂ'lumsﬁ'ﬁa'luu,ﬁiazﬂsn
<. 1ulunisdamn

RuAnidandmiunisdonseilldanniuusnsutssuna Usstanidunemundnyseiuguaw

a4 o X . . ° '
tNOINYBINUNTTYN Pravastatin sodium <o mg tablet,mo tablet F1UIU e,000 NEBY

WUl b0z noo.0o UM (@osanufiuauudaviiviwuaniosumiaw)

ada J a s v a a <y a ¢ a & ay
. ’s‘m’mﬂﬂﬂﬂaLWB?JE]?UVIT]U‘UE]Q?ILW&JLMJ NIBLAUBUUSINITU UIDLEAIAMUARLAY IﬂEIL‘UmNEI

§i7
&.0 Neluswild
dafie  Tsmwenunanans (nguanundunssw)
ﬁwﬁ’mmﬁ”'aagjﬁ dod UUNAN UuslauUsu

walauusudngring nammwavues
51alUsweild eosoo

oo Maiuled www.klanghospital.go.th

&.en N e-mail : klanghospitalpharmacy@email.com

ﬂfuzﬂiillﬂﬂiﬁ'lﬁﬂﬂil’mﬂ@‘uL?JW]‘U'E]\N']‘H

(WeASgeld $8338na)
WFINITINEY T RLAY

(Wenynin Tyadedn)
LAFUNITIWIYNNT




e L] .
aunnuazAuantAnduyslenisoniesienisen pravastatin o me

a a o | Y
Lnzwimiﬂs"muﬂmmwNannmcﬁawamumu
inmelaunniialy (General quality criteria)

mmsmumswammmwanm:umﬁmﬁlumswamm(Certn“cate of GMP)

ASLLUY

®) &
- Active Pharmaceutical ingredient
- Finished Product
) wwsguingaudiendify (Active Pharmaceutical Ingredient Specification)uazanasgnu ®0
nandnusied 593U (Finished Product Specification)
@ wwsprumsfiviivikasnssneeamdninaeisnsimunsfiuinvsasnszase &

(Good Storage Practice / Good Distribution Practice ; GSP/GDP)
- ﬁwé’ﬂﬁﬂumsﬁmm'smu’lunﬂiLﬁu%'nmuavn'ﬁﬂsumammwé’mnmv‘ﬁ%‘msﬁﬁ Wy esuns

Su03 GDP-PIC/s QWﬂMU'JEJ\ﬂUVIU']WEJﬂEJ wu SGS BSI

nausinunIwawIE (Specific quality criteria) . ‘
wawamuﬂmmwvxmaaimaqwamsams"uuvr (Certn“cate of Analy5|s CoA)

®) o

(@) Active Pharmaceutical ingredient

- &1 CoA of APl wpeusEmEREn Tngiu

- dun CoA of APl 4aeUSEMHEARY

() Finished Product

- @1 CoA of finished product
b)  HafigadauawnsAnwIAuAEn (Stability data) &

(@) Long term stability ¥ulunu ASEAN Guideline ﬂsumumqmﬁﬁwuﬂlﬂuaafm

- Wansfnw1 On-going stability Uange (6l)

() In-use stability

fiwansfinw In-use stability waziidoyaseylusnaisiiiuen
m)  wafigalnunmyssnnmuzussgiduian ussatusiuazaan (Package & Labeling) <
@  waWgau Bioequivalence (munausinisRansan Bioequivalence ) o
®  waWgau Therapeutic Equivalence o
IFSunssusesnmhesnuiidediold wWu USFDA EMA Hudy
b)  MsAnw/Ade merdde (Mifneideldfumsinuwluansasivndedie) ®0
o) Qmauﬂ"ﬁﬁLgaﬂss‘la‘nﬁsiamiﬂﬁﬂ’amu (19 Device ,unit dose wardu ) &
&) fussaumsallunmslinilulsmerianarshidesni o Tuarhinudgméunmam &
<) inaeiesesssuduasunisneen @ivdngumsiinusissusssuvasuituaswminau)
AZLUUTIYU @00

Sovazazuunlasldvdnnisarsiiniin

(WnerSgald ai5una)

9

(WenynIA Tyadedn)




	1-1 Prakat 6-6-62.pdf

