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1. Bamn Omeprazole 40 mg for injection

2. amaniianalil
2.1 guuuy \Dunsen lyophilized FnamTaifiaun Uneanide dwmiuasaofiadadaimmaseitoad
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1w 1 vial wiandarazany (solvent)
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3. amaniaN1Inaa

3.1 Finish product specification?

1. ﬂ?mmﬁ"amﬁ’]ﬁ’ry ma%mumwﬁ"s:qh Finished product specification

2. ldentification mi'samumwﬁlizyh Finished product specification

3. pH Gli’;ilﬁi’luﬂ’mﬁﬁ:qlu Finished product specification

4. Uniformity of dosage units m’nm&mmuﬁs:qlu Finished product specification

5. Sterility m’mmumuﬁiquu Finished product specification ‘

6. Bacterial endotoxins NMT 175 Endotoxin units / 85.2 mg of omeprazole sodium
Wi

NMT 2.1875 Endotoxin units / mg of omeprazole

7. Water m’mﬁhumuﬁiquu Finished product specification

8. Particulate matter ATIWH
- 9U1@ > 10 pm 'liAin 6,000/container

- 29U > 25 pm lsiAU 600/container

9. Related substances - Individual impurity : NMT 0.5%
- Total impurities : NMT 1.0%
10. Constituted solution ﬂi’savi’lumwﬁsquu Finished product specification
(CRET) I 7/ e Ustunmienssung
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(3)(4)

3.2.1 Drug substance specification : Omeprazole

1. YTanmalendngy 98.0 - 102.0% of omeprazole (on dried basis) 99.0 - 101.0% of omeprazole’(on the dnéd basis)

2. Identification AT AU

3. Completeness of solution ATITHH -

4. Color of solution Absorbance is not greater than 0.10 -

5. Loss on drying NMT 0.5% NMT 0.2%

6. Residue on ignition NMT 0.1% -

7. Heavy metals NMT 0.002% -

8. Related Substances - Any individual impurity : NMT 0.3% - Impurities F and G : NMT 350 ppm

- Total impurities : NMT 1.0% - Impurities D,E : for each impurity, NMT 0.15%

- Unspecified impurities : NMT 0.10%
- Total impurities : MNMT 0.5%

9. Chloroform and methylene - - Chloroform : NMT 50 ppm

chloride . - Methylene chloride : NMT 100 ppm

10. Sulfated ash - NMT 0.1%

)

3.2.2 Drug substance specification : Omeprazole sodium®

1. PSunmaaensagy 98.0 - 101.0% of omeprazole sodium {on the anhydrous basis)

2. Identificaiton AT

3. Optical rotation -0.10° to +0.10°

4. pH 10.3-11.3

5. Related substances - Impurities D,E : for each impurity, NMT 0.15%

- Unspecified impurities : NMT 0.10%
- Total impurities : MNMT 0.5%

6. Heavy metals NMT 20 ppm

7. Water 4.5 -10.0%
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51890191 5  Pancreatin 150 mg capsule
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1.$881  Pancreatin 150 mg capsule
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4. Uniformity of dosage units m'mﬁhu@l’mﬁixylu Finished product specification
5. Water content m’aﬁ]&i"&u@lmﬁ‘szylu Finished product specification
6. Microbiological guality (ﬁli’aamum&lﬁszﬂu Finished product specification

WAL 1. nsdifeamnsd o snsviu (waive) mismaseuiiaTzdTamle ’Lﬁﬂ'uua@aLanmwa’fngmﬂ”onEiﬂaﬁvlﬁﬁ'uagu“@ﬁm
2. Drug substance specification ﬁmimﬂmn‘luimi’\:ﬁmaagﬁﬁ@l drug substance w3aluAtamzw drug substance 189
dwAnendniag atuleatiumile 6‘33ﬁmmnﬁLm’l:ﬁmunnﬁﬁaﬁﬁmm
3. Namﬁm?ﬁmﬁ:ﬁqmmwm 1wlideny Finished product specification Wae Drug substance specification
B9ldranzfoudoiinnua menIIIMITMWITURTEN NENTIIBITUMEY Nadguaudananafiavaen

a v a \ d wd o an
LEER DY °uaa;jtauaswm"l,umamwmwwmmaﬂs:mﬂ ‘Lmunugauwuwammnswmsﬂs:mmwmm

GEEE) WY St < UseBIUATENIINNT
(W1eLnIn q’ss?fnw)
' (G 4 W
GREL) W s nITUMT GRUT) W ol ATIUNT
(WWFNMFSIRAT FAUEY) (wivafyyn J3nnad)

wifmsis 4afiB3s/2561



Gowludu 9
maumqmmawuﬁwLmn'mmmanm's wsauaomﬂua%musaatanm{[ﬁﬂnumma Tuazidyn
aoih
1. mmewmmanmsms"lmuaummuwm gudsusias g luusmalng ussdues (declare) WA INA®
1.1 'Lumﬂmmsmuwmwmmm (NB.2 NY.3 NY.4 uFIANTH)
1.1.1 lunsdiiduenfnieludsanalng wansds ne2
1.1.2 lunsﬂﬁl,ﬂumﬁ'uﬁ'lw‘éammﬂqmi@. wanehy ne.3
1.1.3 luns@fduenihdhanndadssine wanefie ned
12 'Lummamummﬂum N8.1/8.1 VBINTILEUTION wsaumzja%aUmmlamsﬂ'mﬂuﬂmmwmaowaemmm
m&m’ﬂuﬂ”m B (finished product specification) uas ’uam%u(ﬂﬂ HWNIWY EN’JGm(ﬂ’U (drug substance
specification) nsmﬂam.,wmmsn,ﬂawuﬂmuﬁ”&mwumu TABIUUVLENATFUWIAINENEMTVUT 1Y (2.5)
NIWTBN finished product specification Waz/%3a Drug substance specification Tasvaurlufautudsenie
dszmanadiinnsading wazlifiu 2 9 o Sudemalssmenandidnnsaiing
2. 19NA@ITUTDINIANITIRNIIHAAL
21 nsdifiguaalusanalng HrAadasianmsiusesnaspumsniamamunaninaeiuas I nshalu
MINENLT PIC/S (Pharmaceutical inspection Co-operation Scheme) Tagwianam PIC/S participating authorities
W38 LONAITLTEINNIATFIUMTHR AL AT AR NN e TLaE S TN TG UM T H B AL 898NN UA DENTIUNAT
2INIUAZE NIENINEITITUFY %oﬁwumifﬂmﬁmwaaﬂﬂé’adLL&:YT@Lﬁﬂwﬁ'u*né’mnmwﬁm:?ﬁmsﬁﬁ‘lu
nsudaen PIC/S lunaiapnfilawas avuagaauTaunsaageulasinanistusasiietudssna
Uzmermdiannsaiing
2.2 nadifidiuenringronasysana HnaadasdianasiuTesnasumIHAatamuwann e iuae
AFmsfialumnaann GMP PIC/S (Pharmaceutical Inspection Co-operation Science) lagmingu PIC/S
participating authorities ¥38 GMP clearance atvigemuIsLNIaTIaRey lasdnanssusesfeiutsme
Uszmianaaiannsaiing wiaagaaantn usaudnsdl
3. Lanmsﬂmmwmmmﬁtaumwm (Fnurnnane)
31 NamimqmLﬂi’]mﬂmmwwamnm‘n mmw%ﬂ‘uawwam (Certification of analysis of Finished product) u
msuﬂmlﬂumama
3.2 Namsmammsﬂ:ﬁqmmwfmq@waoﬁaméwﬁy (Certification of analysis of Drug substance) Alflu
mswﬁ@mjuﬁduﬂuéﬁazhwawaapjwﬁmmua:g{wﬁmﬁqau
33 Lanmw%a%é’ngﬁuﬁuﬁuﬂamﬁuﬁuﬁszwjﬂasq'umswﬁmaoi’mqﬁwaa@i’amﬁ’xﬂ”zy (Drug substance)
9 3.2 n”us'umw?zwaawﬁﬂﬁmﬂmﬁmfasﬂ (Finished product) T8 3.1
3.4 lunsdidunadougnanannnii 2 9 adaaldmNNEIBNaN AN Long term stability anafipn
wandulunadousnuuaes was "LmumsaammmadLanmsmnwummwaoumﬂ
3.5 lunsdidunsadouenantosndn 2 9 AAITENU NN NINRNTANEIAINAIRAVDIDANA B
wiandalunsfouoauuans LLa:vlmumsaammusamanmsmnguE‘hmwam?ﬁ’ﬂ

Urzmuatenssuns

4 7
(Wigin3n’ §a950UnIN)
(89%8) b

............................................ nIINNIT nIvuMg

(WHENIRBINAT TAUEY) (Wiaiggn 3nnad)

wWin2sensis 'qﬁ‘f"lB3812561



4. @aateen
4.1 dlauanan dadssdragnenatnaties 3 WILUTTYI A T Fududunuuaasreasdoeldnrudau
mmn’muﬂlummaﬂmauumm‘lﬂmmu
5. mydsziuqmanenfidenoy (udavtanaInITulsein
5.1 mﬁa‘wauﬁaoﬁmulﬂﬁsjﬁaUmfw 1 9 duaniuseay
5.2 m‘nmmmmau FITIFUWINMWELIUTUTRINANITATITIATE ﬁmsuﬂmuau
5.3 nsmﬂwmmvﬁnwmmmumaammnmuamwammammsvmmmw WBTMIRYNNITIRE
favvadiaEnd I@]amnwv@ammeuanmummuwvxmUﬁ’ﬁmsamsamLﬂswmua%ﬂumuwmau
m'lfnms_lmnmmao'l,umsm'm'nmnmﬂmmw nsmmwm'lm"l,mﬁuvlﬂmuﬂmanﬂmvmwm WMV
m’maﬂﬁvlmuwmsmmnauaﬁmmmnmwm mnmm*vmsawwa@lumwavlﬂ
5.4 wmmmawmﬂaﬂummam’lnamama maLuaLn@msmauamwmuﬂsvms'lmFJ nawrvualeaylud
Gouly
6. fianasien (du1g) Busealienidndygrnewasuivue ok

= . a & a ' v o
6.1 NTUNR ﬂ’ﬁqw@li’l’-ﬂ’a Lﬂs’]gﬁﬂ'—]u‘ﬂqﬂﬂsu’Jﬂ U6 amgﬂWSLLW‘H ETVLN Lﬂule] [JENEV | @liﬁﬂwﬂ ANTRUA
= = as o J - 1 3 I ar [l
6.2 ﬂsmNa(ﬂnm‘ﬁﬂ’]'ﬁu@ugﬂLiUnLﬁUﬁuﬁnﬂﬂ E]O@léﬂ@f[ﬂUm%ﬂ\ﬂuﬂm:ﬂﬁlm’lia’lwmmw’l lu’U’JGL’JEI’l'llad

[

&
QLYY TaeY

o

6.3 mtﬁwuﬂzqummwmnw§mﬁmﬂﬁa1adawa@iaﬂ5:§ﬂﬁwau,a:ﬂ'nm_laa@ﬁyﬁagﬂwﬁvleﬁ'um
7. m’nmwn’mjaamuﬁw%ﬁ;iﬁ"uﬁmsmﬂwﬁmﬁmﬁmﬁﬁﬂs:i’ﬁgnL?UntﬁuﬁuI@Uﬁﬂﬁfnmuﬂm:nsmms
asuazenluszazian 1 Jiewiudszmedsmenmaidnnsefing

RAPIAG : §198437N

1 = General requirement U89LNF BN FUEMIUTULULEN Tablets, Capsules

(¥en q’sssmmw)

4 S~ 4 '
CEXTa) F O nNIINNS (CEVIT) N 4/ / NITNNNT
(WHENIFDINRT FAUES) (wradyg ;ﬁanmrf)

wifi3munisis yailB3si2se1



S'lﬂaztﬁﬂﬂqmé'nvmsmwnlmu‘ﬁ'lmanmimiﬁ'ﬂ%armﬁmﬁm
12N B38 /2561
31801150 6  Sennosides 7.5 mg tablet

aulszmadowinguanssiit | () (10 2561

1. 3oen Sennosides 7.5 mg tablet

2. amantariall
2.1 uny Wuside Snsusudsznmu
2.2 émmdsznay  Usznaudls@ien Sennosides 7.5 mg (lugﬁuuu Sennoside B ) Tus 1 1
2.3 MTULUIN msgluumag&ﬁwﬂaﬂa’ $30 blister pack Jaaiin
2.4 aan - s:q%am fudsznaudILIE A YuazANNLTY Tunia fuguawq Wwufinae wansdon
dsuen LLaz"“a%'mﬂﬁu%"nmmvb”asho%mwuumsagﬁmﬁ
- UNWHIEN 8EN9Ra8e: aas:q%am WioBaNImIRn FIMUTNEY UATTINAANILTI

YDIEN LAVNHAN 'E'uﬁumq‘l'?’ﬁ'@wu

3. AMENLGNIINAKA

3.1 Finish product specification“’

1. YSarsdany m’aﬁlmumuﬁs:qh Finished product specification
2. ldentification m’mhumuﬁs:qlu Finished product specification
3. Disintegration m’;’ﬂmumu‘ﬁlizq‘lu Finished product specification
4. Uniformity of dosage units AT

VaNung 1. natifaanad s In1siu (waive) minTaseLSiaTETENsle ‘lﬁﬁuu,amLanmwé”ngﬂu@”anﬁ'nﬁ'lﬁuaym“ﬁﬁ’m
2. Drug substance specification v‘imsmmn'luf‘ams*l:ﬁmaagwﬁm drug substance #38lU3ATEZY drug substance Va4
H{ndaediiagy atuleadunils s‘ﬁoﬁmmsqﬁmﬂ:ﬁﬂmnnﬁ'sﬁaﬁﬁmm
3. Nan’lm‘nﬁl,ﬂi’lzﬁqmn’lwm 1Iwldeny Finished product specification W8z Drug substance specification
Beldransifoudominaue pmensIumMIs TN NIENITNNTINGY NIAUENIAMINAiavaIen
wWiadagdiu maaQmuaﬁmvlajmamwuﬁisawawuwaﬂsznwa lﬁ’i‘fuﬁuqanﬁﬁwawm:mmn’nﬂszn’mmmm

4 A
wanladu 9
[ v oo ' [ o A o [ Y R -
digwasaaasdudiwinnaisianans niasasaafisdaiusasanaslasdiisnwa Meandea
Qv ;
Ao
o 1 QU J = o Qv 4 o v o 1] r-
1. dunmwinsenanInsleivaugnadunsboudriuouiesmihelulsanelng uadues (deciare) unaange
o X = o [ ' o
1.1 Tugdmsvunzfoudiusn (mo.2 ne.3 no.4 ududnsd)
1.1.1 lunsdnduennudaludszinalng waneds no.2
1.1.2 1%nszﬁﬁﬂumﬁwL’lT’]Lﬁan’lmﬁwssa; wapi ne.3
1.1.3 lunsainiduonihdhandedsane sunsds ne 4

nyTuNy

(WIHEIFDINGT FAUET) (wradygN ;ﬁanm‘)

WS eeie 'qﬁﬁB38/2561



12 ‘lummamumuyum NE.A/8.1 D89 TilEUaTIAN winunuanduaaTamIn IR M IWTB INRA T
Gl’lml'uuﬂ”m £ (finished product specification) Laz am%u@mmmwmmmnmu (drug substance specification)
nsmwammmanmﬂawm_lmLm""l,mwwmu %”G)ENLL‘LLULaﬂﬁ’]iﬁ’]L%’m’\Wﬂﬂﬁﬂ’li'ﬂE}Lm‘h (8.5) M INWTau
finished product specification Laz/%38 Drug substance specification I@\U‘uaLm"'lmnamuﬂszmﬁﬂszmmﬂm
Sidnnsafing uazlitAiu 2 O o Fudsemedszmenasidnnsefing
2. 1aNA@ITUIDINNAIFTIRNIHAAL

21 nsdifignudalusznelng Hdadasfiianaatusasnaspumniamaaumaninosiuazisnsfialu
MINEAL PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tagwiiaany PIC/S participating authorities
w38 JLaNEISUIaINAIT U THE AL AN AR NN I UAE T M T8 UM SN A A8 IF NI HA LN TINNAS
DIMITURZET NITNTIIITIIFY FatmuatulasfanusanadosuasriafiouiunsninasiuasSensials
mndae PIC/S lunanasnfilanaane avudgaausaumIaasaulasinanisivsesfisiudsenmea
drznenmaiannsafing

2.2 nsdfidingnindrensdsena HHiadaslionmsiusannasgunisniamaunaninmsiue:
3mafidlunTiniacn GMP PIC/S (Pharmaceutical Inspection Co-operation Science) lagmiineanu PIC/S
participating authorities %358 GMP clearance ajudgamusauNIaTIaRey lasfinamssusasfaiudsemea
Yszmenadiinnseling nisanganaadn usudndl
3. mnmsqmmw*ﬂaamﬁm%aﬁm (Fuwnmane)

3.1 NAMIATIVIATIZRR MNKRAS U £1&1F93L BTN (Certification of analysis of Finished product) 1u
msﬁ'uﬁamﬂu@ﬁamo

3.2 namaasradiameigmmwinnduvesdiendneity (Certification of analysis of Drug substance) A1y
mswﬁm’ﬁ;uﬁamﬁuﬁaafhmawaa;jwﬁmmua:@mé‘mfmqﬁu

3.3 lanmsnsenangmiuduanuiinusininiumniavasingivuesdansety (Drug substance)

789 3.2 n”ujumswﬁ@maomﬁmﬁmeﬁmé’nﬁagﬂ (Finished product) 78 3.1

3.4 luns@ifunsadougnanunnnii 2 9 ssdasdidiunmwinornamssine Long term stability A
Wudulunznfouenauans LLaz"Lﬁfumsmmm”maoLanmsmngﬁéwmwaaﬁ%ﬁﬂ

35 'Lunaﬁ%uwuﬂwmmﬁamdw 2 1 ardpadidumnmndnonanisfinsnanunisavassnauion
wudslunsdouguiusa LLa:VI,@T{umsamms"maaLan?mann;jﬁa‘hmwaou‘%ﬁﬂ
4. @298198N

4.1 fiauanen dassadiatvmnatiey 3 whsusiud Fadusunmiusaimesssoaldasudn
mwﬁﬁmu@luﬁﬁaqmauu“@ﬁﬂﬂ‘ﬁwﬁu
5. msﬂszﬁ'uqmmwmﬁéwau (waastana@1 TNV sENW)

5.1 mﬁﬁwauﬁaaﬁmU'lﬁ"l,@“lﬂﬁaﬂndﬂ 1 3 duaniusdiney

5.2 mwm'swaawau aasgsd I mMwaelususasnanITaTIdaTe vxmmﬂmuau

(awa) ..................... //1 ......................................... Uremuanenssuns
(WIBNIN §ITTHNIW)

GEE L) N AR AIINNT Rk W ﬂ/ .................. NIINNT

(WNEMFDINAT TLLRI) @WeAYY 13N

q
(Y

wiil2mumsile yeilB3sr2se1



5.3 ns:ﬁﬁﬂumwﬁmsﬁwn”ﬁqkuﬁ"mammﬁdwamﬁadmnﬁmﬁ:ﬁqmmw RUBTITATILYIMILIFD
SasvaainLg Tcﬂmfmm:ﬁaadamLﬁwSﬂmm"wmuﬁ%mm’]’nmsd\amaﬁ!,ﬂﬁ:ﬁl,tazLﬂu@“{uﬁmau
d'ﬂ:ﬁﬁhﬂﬁLﬁmiaa'lumsmm%mﬁ:ﬁqmmw ns:ﬁﬁwud’lm"Lahﬂu"thuqmé’nwmmww: BB TITNTVE
§UAN DU ILRIIT NI EUA TN INAN T8 ;‘lfmULL&:/%?E);EN@@'LW%’WMM

Y 'Y a — “ o A A a A @ ' ° . ot
54 gmmmaosmﬂauummam’l,nwmmq wiaaifiansiFeuanwandsenisla g newdmualas s
Pauly
./ v - £ - Qv 1 o [ 5‘
6. HIdWDI1A (H"H) Susanlvuniandyananasunirwe dol
= 1 =y ; =3 ] A9 o
6.1 nsmwamsqum’smLﬂsw:ﬁmumnnsmwmmam‘mmwnz?vlmﬂu"lﬂmwmmg’mmam%uﬂ
= = s = ! =1 -~ s o Q. v
6.2 NSTAHA N Ut snrilainniunifuauany asnaAlasEINIUABRNITIMIMITHELEN Tuaavad
Qs J
synnsTere
w“ “a Qs dl 1 1 =Y =y Qs 1} v A Qs
6.3 nstﬁwuﬂzqummwmnwammﬁwmamwamﬂs:aﬂﬁwaLLa:mmﬂaa@nUmaaﬂ’mﬂmum
7. m‘nﬂswms’uam‘mﬁﬂﬁvlaﬁuﬁmsmwﬁmﬁmsﬁmﬁﬁﬂszfﬁgnL?UmﬁuﬁuhUﬁwﬁnmuﬂmznﬁums
2MMTHAZE bIzEIRY 1 Dnauwindszmesznianandidnnsaing

WAL #198991n

1 = General requirement 283.NF@1UMWIL Finished product 3Uuuw Tablets, Capsules

UsemuamenIsuns

(WiBnIn g7IImMMIW)

-

d A d @/
(GESE) N NITNATS (GER) N |/ SO NITUMSI

(WHEIFDINAT TAUEY) (wradggn 3nge )

wiil3iunisile yailB3si2561



TUALIBHAN AN HULIANIEUBUNIBIANAITNIIVATOIIBAMTI B
182N B38 /2561
578n19N 7 Sucralfate 1 gm tablet

anszniadininguaszsii 10 018 2561

1.8887  Sucralfate 1 gm tablet

2. amaniianaly
2.1 uuy Wueule éwsusudienmu
2.2 dwdszney  Usznaudlueann Sucralfate 1 gm L 1 L@
23 Mrweuasy  usRluussnndasiin
2.4 2870 - s:y%am FIUUIENOUAILEIAYUAZANULTY TUNE® 'Yuéumq LSUTANE® LazLAT
nzfoudriven Hadwtaauuuursaiud
- uunwmmiagmasmﬁaﬂﬁaas:q%amm?a%amamsﬁ'] FUUTTNAU LATTHINANMNLTY

28987 LRVNENER 'S’uﬁumqvl,’ﬁmﬁm

3. amaxlanmaha

3.1 Finish product specification"’

Test item USP 38
1. USanmenendagy 90.0 - 110.0% of the L.A. of Sucralfate
2. Identification ATIV
3. Disintegration NMT 15 w1l
4. Uniformity of dosage units AT
5. Acid-neutralizing capacity Not less than 12 mEq of acid is consumed

3.2 Drug substance specification : Sucralfate'”

Test ltem USP 38
1. USnmendagy 30.0% - 38.0% of sucrose octasulfate
2. ldentification ATIVHEU
3. Clarity and color of solution Clear and practically color less
4. Acid-neutralizing capacity Not less than 12 mEq of acid is consumed
5. Chioride NMT 0.50%
6. Arsenic NMT 4 ppm
7. Heavy metals NMT 0.002%
8. Pyridine and 2-methylpyridine NMT 0.05%
9. Sucrose heptasulfate NMT 0.1
10. Aluminum 15.5% - 18.5% of aluminium (calculated on an “as is” basis)
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