4
1. 9981

AUANEUZIaNIE

Pantoprazole 40 mg powder for solution for injection

GPU 207768

Pantoprazole 40 mg powder for solution for injection

2. quaudAnaly

2.1 FUuuy nagUsAnged miumisudugdadvaemdenni

22 dwszney a1 van Uszneusmudgnddyiiauyaiu pantoprazole 40 mg

&' o/
23 MUurUssy  UTSRlumwuzusseendausannte Yasiuainuas

2.4 Qan aangsipsiveriuseyliasgisimau liavdounasgaing

- VUMUEUSTY BgaeddTryTervioTeniimsn duuseneuuazrunfIY
Wse 8% aviindnuasTuduany
- VuUssAN syytenn aauvsznausiundifyuaraiunss Junds Sudveny

waiindn waziauveidoudinsue

3. puaNUANIemaila

3.1
yiofiauvin
3.2
3.3

as Q. *

andeingAudmeidifyiewiunsivsesnasguntsndningAudiieddysuunesgiu PIC/S

vV o 9 = g Ll o = < ~ '
QwammzﬂLsagﬂﬁmmumsﬁ‘usaammsgmmsmammmummg'm PIC/S wsawisuinn

Tundiniusiondosd Edetate disodium (EDTA) iWudiuysenouskassasdinisiwseiusuinans

Edetate disodium (EDTA) lusdnfnsiondnSagiusssadhiiuinasguidmuely

34

Fodin1yiiaTgsian pH (alkalinity) 484 reconstituted solution Tundndtusisndnsagulaefimun

Ty Finished product specification 1 9.0-11.5 iasmnifiu pH fwsnzau annsiia hemolysis way Local

irritation

35

wamsnTavaaTsikdadusilulusu  Finished  product  specification  Wway  Active

pharmaceutical  ingredient  specification  &slaaavzilousedinauAmENITUNITEIMNUAZET  NSENTI

A15IUAY

Tngdpadulumudeimusiazinnsgurenisinsdfiarsdwhgnnnsgu (Official

Pharmacopoeia) ludisieila fsgvils Aifisuvivielwinishsemuusemanseyssansisugy 5o sy

#5181 WA, 2561 asTudl 6 Suneu wa. 2561 (Usenmelusieiaanyune 12 quaius we. 2562) wavdsznie

NIEVITIAGITUAY 1589 525187 (QUUT 2) WA, 2562 aTui 3 nsngiau wa. 2562 (Usemalusisianiyuny

26 NINHIAU W.A. 2562)

nsfiilaivsinglusistanla 5 (Non-official Pharmacopoeia) dafi1nunnnandfinianada foq

o 0

Us2nausig Universal tests way Specific tests audarimunuazangsgrumiluvasmsiiasieiiiiivunliuse

1/8



81 d1mfuguuuutiu q (General requirement for dosage form) w3® The Interational Conference on

Harmonization of Technical Requirements for Registration of Pharmaceuticals for Human Use (ICH)

] o
4. wauludu 9
-
® NISHULAUDSIAN

) o - oo ) o .
fauesiandissfiusiaiauonuiusaziaiiimusiudssnenndisndunssu Tswemaunssuasideddni

& nsBuleNETUTENEUMIRNIAN
faussimdpsiuenansusznaumsinnsanmuiimsiidmusludsemanndrandenssy Tsmenaimsy .
unsdoslvi asanarsysznaudy
1. wuuweiurwanduaiiaus las download Iduledinawndunssy Tswernamnssuasdodlu
https://hospital.med.cmu.ac.th/pharmacy/ w3anu link Tuusznian
2. duunawisuaninimeiniugien aan MYUEUTT) KaTUTIYIYY
3, dwunenarsritue) nMwilvie wae/vienwndangw Aldduiuanenssumsemsuazen
6. dwunenansmsiunsdeusiiuen (Wuu ne. 1, ne. 2, N.e. 3, ne. 4, 8. 1, 8 2 wiudnsd) Fadnmd
warndmisuneandunandneusiansaindiiagiiasdarmunnnsguvedidmsiaseio
(Finished product specification and analytical procedures) e deuly
nsdifmsasuwasdlynemstunsdowisver  Biusudandesudludfouwas Wy
n.9.9, 8.4, 8.5 uAUAnIl) YwTauiusy
5. dnumisdeiusesnaniusiondiagy (Certificate of Pharmaceutical Product) nsdismim3adaain
flsEna
6. Anumdvdaiuseswimsgiunisudnemundninusiisnisialunisudngi (Good Manufacturing
Practices; GMP) luvsafiiinadissiusiiaus (@luaraanuseunisasisaeulasdeaglusiniains
$use) lnussaUsenoude
6.1 dnumitdaiusounnsgiunsudngnnumaninusiisnisislunsudaingfiudaenddty (Active
Pharmaceutical Ingredient : API) ¥a3indningaiusendifty (APl manufacturer)
6.2 dnumivdaiuseansgrunisudagimundninusiisnisialunisuiaudn fusieduiagy
(Finished product) vesinannandneie1dniagy (Manufacturer)
6.3 dutvwiidefuseainsgiunisudasinundninausiisnsialunisniandn fusiordniagy
(Finished product) ¥euyussnansitue (Packaging) (ewiznsdiiguanundnsaguuasuuseg

- a v
e DITGEATLERDY

2/8



https://hospital.med.cmu.ac.th/pharmacy/

7. dwwmihdeiuseanmspiunmsifuinuuasnssnenumdninusiimsatlumafuing warnsyane
1 (Good Storage Practice / Good Distribution Practice (GSP/GDP))
8. @ official monograph Tuss1en (Pharmacopoeias) lg8nedslu Active Pharmaceutical Ingredient
specifications waz Finished product specifications Ussnaudiy
8.1 Official monograph lu Pharmacopoeias #4898 Active Pharmaceutical Ingredient
specification vouuinTagRusiedrdiy (API-Manufacturer) (08)
8.2 Official monograph Tu Pharmacopoeias #l481398s Active Pharmaceutical Ingredient
specifications vasindnedu3agy (Finished product - Manufacturer) (i)
8.3 Official monograph Tu Pharmacopoeias 481984 Finished product specifications Ve suangn
duagy (i)

9. @1 Active Pharmaceutical Ingredient specification

9.1 duun Active Pharmaceutical Ingredient specification vajnininaAusizedrdy (AP
Manufacturer) .
9.2 dwun Active Pharmaceutical Ingredient specification vastindng @393y (Finished product -
Manufacturer)
10. & Risk Assessment Report for Elemental Impurities (6131)
11. & Finished product Specification vesikdinediagy

U A -~ . - . - J e » L
12. dwumlidaiusewmanmsinsed (Certificate of Analysis : COA) Tugunisudnfidsdantire (nsdllvias

Feg1een) vagumswaniiddlidungelutiigu ledawssneulushe

12.1 dnumisdeiusamamsinsievingdufiaendifty (COA of Active Pharmaceutical Ingredient)
lngsinssznaume
1211 dnumwmisdeiusemanisiinsizivesniningiudindrdty
1212 dwumiadeiusemansiinssivesindandniusiorduiagy

12.2 dwumilsdoiusemansianesindnieiduiogy (COA of Finished Product) vasywanuiniiosi
ondnsagy

1221  dwumilideiusemamsiinsziningudandaiueierdniogy (Manufacturer)

o A s - s v oo o . . cdy a
1222 dnumiiideiuseman1siinsiedainguususiyine (Packaging) lawinsdlfitndag
o Y | o e
ANTAFUUATHUVIUTIIINITDURTVIDYN)
12.3 wingmbuduanudiusvesjumissin vasingfusmedWyguassindusiodniagy (driiviensd
hifiszy Lot. vavingivhuanans COA of Finished product)
12.4 wingrumsiwseinunweilagwizenuvesiy (13 |

13. duutonaisuansnanisAnenuAi (Stability data) Inesasdsenaume




14.

15.

16.

17.

18.
19.
20.
21.

» . - -
13.1 duuenansuaninanisfinyAuAisEeze1? (Long term stability data) ARSUAND LT
fvunlivuaain/ussying
13.2 AU UDNATTUARINANITANYIAUAII IUANTITLSS (Accelerated stability data)
13.3 dUUNDNATTUARINANISANYIAUAWIISEELE1? (On-going stability data) Udnam
13.4 AU NENATUARINENSANYIANAWTIINBTALY (In-use stability data), ANUAWIYBIME]
WSENVSRara1e/A309n9ewaITIeINa 4 (6)
13.5 AMUNBNATTUARINANISANWIAIINAI V3BLaNaTTuRIMMAWhEINSHeteanuantgamgiinlg
€ W v al
tusnw (1)
L - - [ < . . ol
duumdngunsiusannuauyavewiaiugion (Bioequivalence study) (lawizseniseniigadas
~ vV -
o)
duumdngrumssusssanuvindientumsinwiduesiuwuy (Therapeutic equivalence), ndngiuaa
WudrTmgadienda (Biosimilars) wisnmsanwmmnyisuifisuiuld (Comparability exercise: CE)
o v - v o
(lewesenseieItamIanil)
o < . v a A wvao P - o~ v
wBnatsuanenIsUssiugunwedwouwauatawiiodailsun Ineliswanssamuite “ns
o o, ,,
Usziuamuweidwoy
- v d wveo v a ’ ° - w v a
wnarstugsuniouasansiisediisrun WMendindyginsuasuimun steandeaniizde « nsenidn
g‘um,}n
o« o T A ¥ o«
vangrumssmmioeilulsimenuiadu (i)
duuenarsnisiinwaadiin (Clinical study), n15AnwIMstie193e (Real world data) (613)
Y - “ W LN - , - Y v o
wangnuiudiuniuiade “ 3. auaniimanalia ” fusniiannenaisde 1 - 19 (i)

-
Bu g

® G7981%0

% 2 w e i ) -t % = o o o a w
favesmdssnumainedniudunuuanireandealdasuiununidmusiuidennanimii ludresu

-y “ 1 J 0 " of 1 Q"I d"
Tnesneaziduanswuusiagrnunt s luusemanndondunssu Tsaweunaumsvuasidosval Wallvoanu

- 4 - a . 1
avsmshusitatnlidiinsiila q

® wANNUSUALAVS lUNITRIT

msnsusiaAuliudninusimsysufiuaniseavisnwaasia (Price Performance) lasarsaniviazuuy

At

fvuslAzLuuTILAWnAY 100 Azuuu wuadu

o
1. 59 Laue (Price) 30 Az

4/8




Lo A ! <l L4 o
2. qam1wuasQmauummﬂuﬂiﬂwﬁmamqswms (Performance) 70 Azuuu Insfinaueinsusediy

Performance #1313

WNausinsUszdiu Performance R
| N AASHIULATANA NG
1 | wespruguEmanmdninusiinmsintunsadng (GMP) 5
2 | wsgusarauAWINGAUTE@ ATy (Raw Material ; API) 10
3 | wnsguuavaunmndniueisdniogy (Finished product) 10
4 | wmsgruNsAUINYY N5ER1881 (GSP/GDP) karnsumsvainisne 5
5 | msAinviaruasda (Stability data) 5
6 | msfnwmnuayatesen (Bicequivalence) nsiltdlauazuauya vie nMsvareuniswions/
n1IVAdBVENATY Dosage form nadiendauardu q 15
7 | aunmingusussy Usiqﬁmﬁuasamn (Packaging & Labeting) 5
| 4. auauiBvaediauasanaudividuyselon -
1 | auaut@nidulstlendiensldolulsmeua 15
2 | mMsAnwmuaaiin (Clinicat study) 30
sw - 100 !

-1
& nsEsgauasniIsaINaY

1. fauesmarsedadiwnudmd@ennuiverdoidodwidunn 4 suduandygn

2. favenmazdsiussyfivvislasusnussavenuazinnusnuazvsussadusiduuiinas 10 drewaradinla
Wavainsianisnsaiusuvisssydasuarhuuuuiivviefidaau

® nsusziugunweiidaey

[y ) o ) o < Y 4 o weto -
QLa‘ua'i'\ﬂ'lﬂﬂs'lEluuﬁﬂ\WﬂNﬁiﬁU?'ElGﬂ’l3\]583’1”?}(1“’11“817!3\3”0117!58“aﬁa"lﬂ&la‘ﬁa% e el

ot L “ “ :
swavdenlumidaiusawsil

v ' a o oo 1 o - o
1. pweumsRiasanaunwednguRvuawaz bifivsy ligndenitundninsuanznssuns
2IMSUATE
1 s 1 L] a o -« ves l’l lg‘
2. szwzamsaweus (seylidnou e dweveinely 5 Juvihms vdainladuludee)
o - N ‘. - -
3. swvawmaweussaiogmsignulabivesnin 12 wisu lnefinnssey wunniswdn (Batch No/Lot
Y . o W o« v & o ‘e v v & da
No.) uazJumuna et (Expire Date) lutenansdriung visluwdamil wisludadudievnaiani
| o W P v ] Po} - v o - Y - v
msdsdudn (nsdiongiasn 1 U lswndudi lot Wen velineuidnudadunsdly)

1Y

d’ . v ! o o - o - 1 A 1 -~
4. swnnafidsvarissddimideiusesmslieneindadneinduiaguiundanvesindauatly

- [ > o

s @ - - LY 1 IJ 1
'zmwmmqﬂwaac“mammqﬂuﬁ'l*zmama'\s‘umaauau

5/8




Y = o v & A A - - v ' °

5 fuwdsuedleniindvusogviemnmevsadiafiansdenanmwiedszmsla q newdvue melu 3
Wwounmenddldsuuds (sryidaulvbidany W deelndvusenglivesndi 6 weu Suwdeu 100%)

6. Tunsdifuwiiverdudodwmivhnisduiiet e idweuiiodwmmalieseinunm - antivendodesdul
ansswashedelnefusardesdwiiudnmudnnuiivendudodmidmsninngivandu
var o ! 2/ 1 o ¢ o al « 1 s
iuiiavevaldinglunsesniiesvdaunmuasansinsgy  Tunsdimuiiglidulumunudnuae

wwnzuwingdudsdmiveanudnshifufinsannisiauenaefinanueuieias/visnanluass

soly

' a = . .
® m’mLﬁmnamimﬂm‘mﬁmmaaaumam (Medication error)

dugagsissiugoudniivnmunisiemenndieindunssy lssmgunaunnvuasidosimilaglii
Rouly Tumsiidin Ysuuse wily Misadesiunaine) avusussaen vioussadamen nsdwuhiianundssie

MIARANNAIILAAIALAABUYIINE (medication error)

® nsendndyan
Alauesinn Busenlviendindyainouasuivun el
1. ggniersandneanaindnydenlsweua

2. punmvsselifulunugudnuasiomganuanmsaiesgiaunwannsivemanimsunnd

NITNTIAIBITUGV W30aUT1WNNTU 9 vipanTudu 9 melenwy

3. ggnsenifiuduainviesnsn nedinnuanenssunsewnsiasen lusswisiisnanvesdygaviioay

ald
0. silymeuamilensdmadeussavinanisinyviernuuseaduvesdUeildiue
5. Liguflunisaunisiesedewmudossenmainnnueraimedouniaen (medication error)
6. Umdu q usnmilonndinanin Fshvrsanudrifinmadsmesasiunis

wwwwme : idemsenidindiya dlaueradesdulansnidedueuniountaeiiedolilisning

® dameuing
1. lswgaenddiensinuamenilitunsdadon Teoefigngulivinnslienest fdwiossiosdee
Tudnnumuiilssweunadmusatnaios 3 funissdn Wilsmenuiaguiang uasiuiiaveuaildnsly
myilAsesinunwenTignay
2. wnwweindngudfwhesaifyildFunisdnden daeuvdngrulsznsumsiansaniiteduses
Fvegndeandiyiiiuiie vishignsewnuaddasiamn Q’ﬁmu’wam%'amﬁsy'ﬁaﬁu%éf@agnﬁumL{iau

g whsedssiulunisdnge (Black list) lneaglildfunisfiarsuuiedamedeatiyadilos 3 U

6/8




5.

1

uaznsdiflseweadntoedeauigfndnud: eninsandeniedvivalinnudomedu qidaiu
nmstauls (i)

AENIIUNTINEYNTSUNAL NI TTRaNANETIassendngIusine q AFUsEnaunIRTI T TEEuAY
UszAvnweinsien (price performance) thaidiu aaenszoziatsimruadadasndoandgiiu q e
AAMUNIITADUNINTEIUAUA MBI

AEnssINELETNSTINAaEN ST RaNUAVERRzuAlY Wududouloviedermuslundninmsisydiuen
UseAnSnwsiesian (price performance) wazsienisen Tdulumumnzaumudeiausnuzanngiidu
ANl

anudvslumsiuietiae wnasuasdayausenounsiasumnnsel

1/8




=

o &

o~ v

b \ A . ) 8 dv ar Qi ar &‘ o« v
vofusaei  andnvumawiryeagnerdntedadnsluaistiiliulunuwseselyginisdatedadtuay

-~ o g “ & 4&‘ -~ Cy L <
NSUIMSWARNASE WA, 2560 191 9 uarsulounsznsnmsadaivasnisdadanisdadedadnmasnmsuims

s

annadg w.a. 2560 99 21

-
Y. 4.4 ........ {r{/ ............... Uses1unssung

4 .
(3171 OO -/ n3UNIT

-
BB AITUNNG

ANENTTUNMSAMUARMANYRIZ VDY e

8N Gastrointestinal drugs
R el
A0 Qo n33UNT3

ATIUNTT

N3NNI

(ngyem FoRdgssn)

o
(3 k1 TSR e NFITUNTUALIAVIYNG

LT 1 S NSSUNMTUALLNIBAYIYNT

- e ~ ,_._rt! . v i
YD i e NITUMTUATHIILEVIUNTT

(nn.lorm dela)

8/8




