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PantoprazoLe 40 m3 gastro-resistant tablet

GPU 656238

1. tlaan

Pantoprazole 40 m§ gastro-resistant tablet

2.

2.1 ^lIUUO
V

2.2 ef-mlisnau

2.3 /ntmuoTia

iilutJiiwiiJiitJijliiupinrjt’unigi.M'itaivm (gastro-resistant) ^iVifufinJisviTU 

1 il^nau^awianciipify^enjsjsmj pantoprazole 40 mg

1

Qfnnanpta^StiapmjjmijlT’Bai^La’u UiamaauLiasvi^^ia

- uu/nmn-irsa adn^’uaawa^tij^aaniila^avn^m^Fii fi'nitlTKnauLLaswit'ipmjj 

iu-3 ua^ai LdwtaamiasTuaueiEj
1

- Tuwi^i TuBtiantj 

tiasJifiTOLija'uwnfoai

2.4 aam

3. flftjauupivn^tviftQpt %
mapiT'wei^or3aic?nflfywa'3wnunT3Tui0'3in9)^e'ium?w3wiwo?iuw'ian(innfyw'iianwT5TU PIC/S3.1

wlawaut.vin

3.2 mfitnanaiL!a?ilwa'3m,unT5ruia'3jj'iwii5n<um?w^aipnjjjJiPii5nv! PIC/5 wlawautvin

3.3 mtuliS‘l^anwu\j'U9:ia'3Sfn^wn,tn^?i^ija (Bioequivalence)

3.4 WfimTOliiaQi.FinKywaw/i'ajVitiluliJwiaj Finished product specification uat Active 

pharmaceutical ingredient specification ^1wsi9ivi»mat4W0^iijfn^iiiPi{UKn5?um50'ivi5iAa»ai

(Officialfntn?w{i'u

Pharmacopoeia) IwinanT^i WTSianvi^ ^wauviiylalmindiwi^iano'mjtJitnnHn^vn'J^nB'iiJUfitJ 110-3 ikij 

wnnan Yi.n. 2561 a-3Tuvl 6 suiipiu w.?i. 2561 (tJisnnpiluintjnaaimunyi 12 nu/nwus •w.f»i. 2562) iifiEtlisniP! 
nirKin-sa'isnicufiii da-3 isomnai (aijiivi 2) ■w.f’i. 2562 a-3Tuw 3 nmfpmj vj.pi. 2562 (’Ui^mpituinunaai'uamyi

26 nmfpmj v^-Pi. 2562)

mmwliiiJiin/jluw'inan'lpi *] (Non-official Pharmacopoeia) ‘uannwtiPiPiUSUJTJWvn^iviPi^Pi wa-3 

tJitnauPiia Universal tests uat Specific tests Pii3J^an'iWPiufi£:jjni»ii5iuviiliJtja^n'iiitPiin£WMnTm4Pil,Tlt!Piii'i 

an ^iwiuiviuuu'u'u *1 (General requirement for dosage form) Vila The International Conference 

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

on
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4. iloutoiau «]

^i.e’i'uonf'nwa^^ifliifmawiuTULLaKnsTMmviwl'UiJ'ssfnpirnn&JnEii^^ini'su I^waunsujvnnwpiiwa^viii

• m?0<uian?n?i)tsn0,ufmwan?cun

mfiiiot'iR'iwo^SuangmiJi^no’ufmwaTaanpmjQBfmvinTwwlviiliKfnpianndiatfiminiiJj I^viynuifiuvnTTa 

I?i0t0n£n‘3iJisn0Tjl’i0

1. uuii^oiui'iypsi.oa^aiviifi^o Ta&i download ImluWdiaifimjniiisj I^aTU'ifiuvmTouRii^a^ta' 

https://hospitaLmed.cmu.acth/pharmacy/w1awnij UnkliiiJismfli vtlawijj linkluiJ^mpii

2. anfuifnvjfinyuei^^fn^wa^iTai^i Qfnn fnwsuna aaniniia^ajwi

3. snnjuonjmnnnuai mwilvisj ust/vlafnwo-anqw ^Sumjflai^n^'aiimiiOTMniuasian

4. gf'imiLansn^mi^'uvitJiijaumfuai (uuu vi.a. l, via. 2, vi.u. 3, vi.a. 4, a. l, 0 2 uaiu^nicu) vnI’i'uviiji 

u^^viawfam'iap^LBawpjaifinyfUKkQvnsJtia^ynsiLlaiiJua^aniMwun^TU'ija^gmiQtFiiiiKvan 

(Finished product specification and analytical procedures) fi^'unu'U&mH

nimSm?L\Ja0IuuiJs-3LLnl,ui'i0nT5ttJvi£i1'U0'UPin!''u0'i Imm'u^nmnR'i^aunl^i.iJ^uutJci^ (uuu 

vi.0.9, 0.4, 0.5 ufTHiwnmi) jjTwf0unwi0

5. 6liLinvn4^0l’U‘30-3waj!;UT'aj^0i6lii!0itJ (Certificate of Pharmaceutical Product) rnrijaniliwla^ain 

W1^lJ58lVIPi

6. ^ni\4TM,u^0f,U‘30'3JJiw,35TUm‘3WSW0n9injJM?inLnsu‘M^5ni‘3V«lunn,3W?9i0n (Good Manufacturing 

Practices; GMP) luviin(»iMi,n09^0^n\j0nmaii0 (aiJtJfin^pm]i0ijnT3piid0a0ulpi00'300W'3'3n?'irm 

fina^) Ipi0PiB-3\J?sn0D^0
^ . © a-* q fez, d 4 40 ©ft/ , ,
6.1 fmvinvi,u^^0‘3,\j‘30^nw‘a^fmweiw0nyin^pmnfu¥n5nT5vi?ilunT5wapi'3?iciw\j9n0nf{nf!i^j (Active 

Pharmaceutical Ingredient: API) ua^waflTwnfmwdaisfapTfy (API manufacturer)

(Finished product) ,tia'3wwac:\t4apificusii0i6?nt!0itj (Manufacturer)
O ft/ 4 ft/ ^ 0/ ^44 4 40 4 4 ft/ < o C« .

6.3 cnm<wU'3siBiU30-auw5i'umiwAff0ienu<M?imnamsnnsYim,umiwaflwaflfini<fi0'-igni>‘3 0!,U 

(Finished product) ^la^wuii^uiiiBwa^i/Ttu^ (Packaging) (i,QVN'i»n‘3mvi^p9i0i^ii!0iOuss:NU.\j’w3^ 

pi'i^oi.ias^Bdn'u)

© ft/ 4 ft/ cj ft/ ft/ ^44 4 40 d ft/

7. S'ii,unvn4^0?tj^0^un9i^'iumiimjin^'iiias;n‘3K0n00itmuvaninn4W5fnTvi5iluniim,u^n,yn 

0T (Good Storage Practice / Good Distribution Practice (GSP/GDP))
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8. gfiiui official monograph luwntiEJi (Pharmacopoeias) viKanwlii Active Pharmaceutical Ingredient 

specifications lias Finished product specifications ibsntrutfotJ

8.1 Official monograph Tu Pharmacopoeias viHEmfi'3 Active Pharmaceutical Ingredient 

specification UQ-awwanftflfiufaBisfimy (API-Manufacturer) (fiifi)

8.2 Official monograph In Pharmacopoeias Active Pharmaceutical Ingredient

specifications (Finished product - Manufacturer) (rhi!)

8.3 Official monograph tn Pharmacopoeias vil^an^a^ Finished product specifications TiawwawEn 

aiilsiji] (Pin)

9. sfum Active Pharmaceutical Ingredient specification

9.1 shim Active Pharmaceutical Ingredient specification (API-

Manufacturer)

9.2 ivuin Active Pharmaceutical Ingredient specification (Finished product -

Manufacturer)

10. gTutn Risk Assessment Report for Elemental Impurities (Pin)

11. Piim Finished product Specification tia^msentiisliifaii)

12. Piimwn^ainia-wpni^iflnsM (Certificate of Analysis: COA) Infuniiwpflvtewatm (miulvip-a 

^natii^ tn) Mla,5'um?NP9ivla-3,ln^naiEjaitnila^,u'u I^ia^tl^nanltJ^itJ

12.1 aiiniviU3?ia!iJ?a-3WPnilliFnii£MT'piPWii^9aiPiflPJ (COA of Active Pharmaceutical Ingredient) 

Iflatfe'nJiKnaij^ntJ

12.1.1 6?ii,mvn'3?iaTU'30'3Narmim^is:M<u0'3wwa(nT/«pwiJwitJiPif?ipjv * v

12.1.2 piiniMU3?ia!t)‘5a^wpfmiifl‘3i^0'3mpp)WPi>ifipj'MaipiiiaiiJ

12.2 aiimvin^iafiJia^waniiiiPiiis'w^pwfi'fu'MPiiiaiiJ (COA of Finished Product) ua^wwawwaw/Twii 

tiiPiiiaiiJv

12.2.1 Piimviw^afuia^wpfmiiPiniJvainwwa^iw^iTtu^EJiPiiia^iJ (Manufacturer)

12.2.2 anmvi'u-3lioi'u,30'3W6;\m‘5^if\<3is5Winwi;\i-3,uiiafiiu,»i (Packaging) (laYn^mujviwwpwai 

^iifaitlupKNuij^tJuawi^auPEviadnn)
V M * V

12.3 v?pn5inan£mpi/3inpnmi56uaq<uni?wppi ‘ua-3Tpip^uwiai^ipif\jiiaK^p9imu‘>iai^ii!a|,U (pinwlamal 

InniKiJ Lot. “ua^iPimijluan^i^ COA of Finished product)

12.4 vaninjm^iFiiisiWPcupiviailwavnjia^iwa^fi (pin)

13. Piiniianfmiisi^^wanii^nyifnin^wT (Stability data) Ipiawa^iJ^natJ^ia

13.1 aiiniianaima^^warm^nyipnin^whiuasan (Long term stability data) vlfmjwinaiaaivi 

ni vm PiUn n aa i n/n nap ai^i
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13.2 ^iL,U'ii,0ngmuflPKiNamwn,bfipmjJfi-3Wi4l^?i4ir3s;L‘3-3 (Accelerated stability data)

13.3 (On-§oin§ stability data)

13.4 einLuntanc’iTsugi^^finiiflntnFnnsjPi^^fuiJLil^H (In-use stability data), ssmuft-WTtJ0<3tnvi&) 

i,«lEJ3Jvtl0sii6ntJA000'i^0i^06;n?uncfi'i^ «i (ci'iS)
tz ,

13.5 aii^it0nai?a^'3W?niim<wnpmyFi-3wti ,nl0t0n?m?u0^pmuf5i-3^0'in?{U0n00nv!0n‘?i'3^0wvifiS®
* M

inufnw (rtnS)

14. a'Uunv!pneniimiTu?0-3{5mii{i^ijatJ0^Na«iTfU9ifJi (Bioequivalence study) (tQ^nsnyrmyivitmi^ 

vtlonnS)

15. sin^'manp,unT5!ii^0-3PmmviiLVi03j'lt4m^fn,wnntj0iwuuu,u (Therapeutic equivalence), wninupmu

iQ'UimflnfsiehEJfl0-3 (Biosimilars) (Comparability exercise: CE)

(laynsritJmianykmTfewloniSlj)
. , i ft/ 4 ' t/ 4 1/4 e c- 4 4 o/ 1/ ,,16. L0nfnmfi^ni?iJ^nwcu/i'ivi0ivi?i'3ii0iJiN?03ja-3fn0jj0‘!i0W3j0iin0 nT5

i v

dii;nuflfu/nvi0nvi?i'3U0U”

17. i0n?ni0U00uvn0UA^n0y0‘b0wu0TLn0 Ivt^n^natyfynnoupiiumwi!^ nysKtompiiy™© “ mi^n^n 

mueyi”

18. viansnymi0iMtii00n,liiIi'3i\0TU'i?0u (ciny)

19. siniu'iLonfmm^niyivn^FiBun (Clinical study), (Real world data) (M)

20. vian?'nii.wyi,wy?nyvh^0 “ 3. Picugiyulvn-sLViFiQpi ” M^mviyo^inLonfn^ l - 19 (rhy)

21. 0ti *|

wiaiionfliwO'JuuTjwqaEi^tn^ivlupnuviuuaw^nafistaEiPi'lwpiiunTuwiyvinnvrupit^q^aflfueiinjwirh'liJ^nwii 

*lw0,3n0fisa00(?inT5uyu^0di'3Fny^nnviypi4ly<iJ‘3«fn^0'ind'i0L/im)n?‘5y IiwyiuiaywiTnwpii^y^y

• wamnnjvua:^,MsTumTw>mnn
m^^n?wi9fefii/lwamnftrtifmiJ?«tywpliil?g^viBfniN?[i8iiFn (Price Performance)

^ £ WU
o O 1/ ^niwumMflsjuuuniiMwijfltiViin'u 100 akuw

1. nfimmj© (Price) 20 Pizmv,
2. fjtum'wafiKfi£u^y,u^yit\!'ui!i£lti‘8'ue;i0vn^in6gm‘3 (Performance) 80 f\^\m T^mnammTthuyii 

Performance
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mflwmstltswvi Performance

yiOTjpuwwaflwiawaninwwenisiialuniwfinEn (GMP)l 5

uiwtieiuuasflCu/nM'ywnautrnaitfnflqj (Raw Material; API)2 10
jjiw,5snjuasamfnv*wawfi'cuwaijfii!a?iJ (Finished product)3 10
ui«9fnuni?imj?fmi nisanatn (GSP/GDP) uasnTsvilmiMa-jm^na4 5

(Stability data)5 5

msfln'bnfl'nuauijaTja^En (Bioequivalence) n^mtnwaLiasuflil^a Vila miwaaaurmiwisfjuEn/ 
mwaaouaiwiii Dosage form nsfutnQAuasfiu *l

6
15

naifn^m^jusu^^^ vj^tfamiasaann (Packaging & Labeling)7 5
% ftajauOwvmiviaCaua^awauOwviifluiiiKlatiu

1 ^wayCwvlivIuxl^sIowwom^lwTluX'swu^ia 15
2 fmanviYmPiaOn (Clinical study) 30

100

• m^a-slauasm^fi^sjaij

1. wi,aua?iflias?i'a^aaa^an^nyflna-94"0ainuv'iiviE)naai?a'3<lM^iLlu^'i^ *) auauapiacysyi

2. wiawona'i^swa^iii^^MuvioI^auumJ^^viaiuata'mQuaiuaKwauiia^cusiiCliiuwpiac 10 aiawanawnla
*i v w 4 ^wattn'jn^Brmw^afumjvi'S^ij^aaiuasj^'ni'iinjuwijviaviflawu

• mTUisn'uacwnvia'iwfl^au
maiio^iaiwa^auiLaw-JMUjaofu^a^n'i^iJisrruacu^iwa'ivla^uouvyiaya-iaiaSoflawSo’iuia Taejjj
* % v

^laatiSaw'luMiKaaTu^o^PMCI

1. 0iw0^wnun'i?,w0n?njnf!jfu/ny(wiuvian|nuvmmiPiLias'Uj5TJicTwam1ofunu0inaciijin^uRaisn??urm 

0im5iia«on
* £2. smna'in'mwjjauui (^toH^iiaii tw a-njouan/nalu 5 TUMinn? wmainlanj'lua^^o)

3. ai^a^a'iva^ou^a^SoiqmtiH^ny'lwUjijaan'ii 12 irou Twailniw^ laTivim^waR (Batch No./Lot 

No.) uaKTUViuaanEJUO^an (Expire DatejImanan^n'imj/nwMlo'lutmviil yilalua^Bua'iwiaytna^^S 

rmtUfhjfh (mwohtJiiaun'i'i 11) itia^amauanS lot tatn tialvivn^ol^viu^iSun^wlij)

4. uivin^'iRvia^auaswo^a^^iiu'iwujaovu^O'jmi^iansvwaaficuwtn^iifaiil^vlawnuo^wwaRuasiTu 

i5ifi»?i«wT(fi{ia\j‘U0^wNaRT'aaauvi,lwaRan?u^a'3U0\j
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5. funJ^uuniJiBynlnpwpitnyvtlaviuwa'iqvilsiilatfiwfmLllajja^Tw^tJiliEnTalw *] na'unnviu^ /nalu 3 

i^aunitma^fm^ (i^tji.lavjMMWiau lw i.Saailnaviu^an^’Uiuaan'ji 6 tHau fmtlaau 100%)

6. luni£uvijivnQyiaiaai,?a^Wviim?fijjpnaEjn-3anto3jaijmaEii^'3'3^minsi,Hpfu/n‘v\ iivn^vianaa^a^viij 

a'laia-jua^aEi^aoI^aw'unaagwa'aH-ja'Hwuaneniiamnu^uMiovianfiatw^visjgi^^QtPinsMuastiJu 

wf'uwwuaiipi'iHanatumiPinaQi.Fiinswpiai/iTwua^gnTui^'si'm ‘lufncuvivi'uinailiii.CluliJwiupnjan^ais; 

i,Qwi^iJM^vianatji,?y'3lviij^a^'3^vitUjiuwaiianm'5t?iua,j'if5nai^nfin/3‘ua'3w^nau^/vi1awwaw‘l'Ufsi!''3
V V

?ialil

• (Medication error)

w^na^sj^a-53'uaaij^3t ,̂um<39nyni‘3fa^*ua^nnri3tj^^nmi I^^v»an\j3B5Jvnnwni^aVL,wiSl9i«lmj 
ilaulu 'lurm^jjiwu iH'inJi-q unl^j yima^a^nijQPina'i mw^u^aan vilatinaiTcu^an mwwija'iSFnou^a^iHa 

fnitOPipmupmufiaiPimlauvn^a'i (medication error)

• fmamlnacycyi

^lauanm 3iuaa%iHam,inlcyeynria'UFii‘unTvai(?\

1. aian,waiinii^aananmjcy?ailiwai<u'i?i

2. piamivi6ua^ail3Ji,ili4liJ(?n^^tuanya!t;t,Qv\iya'inwanii9ii?'iaai,mia;wa!fniwainfmjiviait3n?i9ifm,5tmva 

msvm-sfnBTawau ^lafiauio'urma^ *] vila^aiiJiiati ^ /natanw

3. a'lamlamn'u^'uannyia^^ign^ ka^TunoTUFtcusifmjjrmanvm^san liiiKVi'inw^LaaTiia^^qjqjia^aas
“tna

4. aidi]fyvn^mfn<wviaia^Nae;i0iJ-3S53vi5warmfnynw1apmu\Jaa^/Ta^0'3WT)aavil?ifua'i

5. IjjpiiLCum^iijfmfa^atla^pmjJ^a^piafminwpmiJPiaiwtPiaa^vn^an (medication error)

6. tlqjvnau ^ uamwlaannvinfmsjn ^wanianLLpa'inLmpm^taawia^iaiinwn?
?> ay 1/ jy ^ a/ dj »> r*i Vef ovtinaw^ : vmjani?amanaqjcijn wia'uainm^s^tmuaawii^aaa'uaatj^iajja^aiajjaijawuantjia

• ^aft-aauaviB
^ j ^ (T* «W S-f a/ ay^*\ ei t««ya *vo »h^vjfjiuiasi^gi^iPintviPimmvjtn^lPnumiPuFaaan iPiaaivinn^lMViifmiLpmsv! Nvnvmiatneia^fn

S V ' ^

l'uai‘uaw'i3J^Ii'3^a'iinanivitiaad'i'3'uaa 3 ^jtimiwaw Iwl^waiuiajjjjwaacin uasfuw^'yatiFiiHa'iat'u 

fmomiiKWFifu/n-waivicindjj
^ M 4

^ ^ I 1> o i qy i/o/ q/ i 0/ < q/ 1/

winwTjMisjJMfinfnww^nMuntiEJiffniJCiivilw^ufmnwiaon a^aijvi?)ri5i,uiii^na<uni<5Wi'?fuima?ij‘50'3Nt« M 6 dx V

aivrunaaifeiijfyMtti'uma vilal^nl’a'SmjjwIflmawi waiMtiiaan^aai^syna'uuas^anwYittCai! 
wanMtiiaan?iB^vi'ijjli4m‘aa9i^0 (Black list) Ifiaasljjll'f'unra^BiBani'WBaavnan^aa'ijTqjaan^'uaa 3 tl

1.

2.
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uflKn^flifewanunfl^oEjiilBanjjty^nsii'jufn on^i?iuiLlEin?s4wi«1i(fmwiflo\nusu iwnww 

snnmsWoiTiW (onS)
3. flwcn^nmn^iiiaTin^jjuatmiunijPiei^uaviQvi^K'aawpn?™^ ^ vtl^\lisnovjm^vi^?(u^?ti2\ift'\ 

tJ^saviQ/nwnaiifli (price performance) iwuiwu naaffUKatnanvII^vioiunaafrtioaiTlaaijjjyiJU »| wa 

flwwiun^siaauuiw^iuflwfnvrtia^oi
4. f:Jajtn??jjmiLfia'on?njii?iKm?u0nOi?ia'3'3uav)gii>isunl^ LWjJiwm1aT4,l‘uv1a‘uannviui»)lTiMamn£U9i\J?s:i£juf!ii 

O^KaviBfliyiaanfln (price performance) ufisnofmfn 'IviivluliJmjjiwjisaunijjtiaLaiiBU'Usannwjja'ju 

I'juua'iuwmcfl
5. a^uflviBliimBpluw'jadnai lananuasTiBJjailwnBUfmfiaiBW'ivinnBnl

M *

7/8



miulvn^wapi/nf8)^ vj.?i. 2560 unmi 9 ufiEiEiOaun^EVi^'j^m^fladiw'jam^wiflamiaViflaaeiai'SiiSEni^lvn?
i da

ww/nAi! v,-pi- 2560 21

fltuEn^wminnwfi^wanvwEua^nvmu^ 

aindu Gastrointestinal drugs

S-3^a...........^C........... Ofy.rrr*..............

(f*i.Mty.a1uviai mviiluBna)

f\nd

(iflmuvuiaipffw wflcu)

^2^<9lnrsum? a«aa«a

rtfl.uvi.wjjyMw api^wa)

swua .n«iifma«a .ni^ijfm

(wfi.im.flnw flinaifia) (nQj.ioTjm ^fowBtyi^^w)

awa .n?9yni?ufl«iain^ni5

!«?£3*^ $rr'r/. V Ifmwfn^iias^jinaia^n^fn?

(nfy.a?flfn?w wnfh)

4 .ns^ijnmfiKtfanEJifiTnum?a^Tia

(nnlanv) wjjla)

8/8


