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b 4
i’lzlazl.sﬂﬁqmanumzquztmuﬁ"lmaﬂm‘smiﬁm%anﬁnmﬁm
Wwan  B27 /2560
s189n15N 4 Omeprazole 40 mg for injection

muﬂszn’nﬁé’mi’aquaﬂﬁmﬁ

1. §aen Omeprazole 40 mg for injection

2. ansaatiania 1y
2.1 gy 1uraen lyophilized #1Mnsaifiovyn Unannida dmitacmeiiaaataaaniond
2.2 gmdsznay  Usznaualualnn omeprazole %3a omeprazole sodium 'ﬁ'augaﬁ'u Omeprazole 40 mg
lu 1 vial weudinazane (solvent)
23 Mawsussy UM TUsLITEda Uneanida Lta:ussqﬁmcvi'ﬂaaﬁ'uum
2.4 aan - s:q%am FUUTENAUMIVIE N YUITAMALTI TUHAR fuﬁvumq \ufinde uazisanadon
v vl’)”atha’ﬁ'@wuuumsqﬁ'mm‘
- URMTUELTTY maihenfaﬂﬁaoszq%amu’%‘a’?amamsﬁw UL NBULAZIUAAMUUTITRIEN
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3. AudANTANIIINARA

3.1 Finish product specification'”
1. USanadaendniy mmmumuﬁizg‘lu Finished product specification
2. Identification Glsmmumuﬁiquu Finished product specification
3. pH @S?%Nﬂuﬂ’lwﬁitqlu Finished product specification
4. Uniformity of dosage units (s’lﬂﬁm"mm’mﬁsmﬂu Finished product specification
5. Sterility mw&humuﬁlszq‘lu Finished product specification
6. Bacterial endotoxins NMT 175 Endotoxin units / 85.2 mg of omeprazole sodium
w3
NMT 2.1875 Endotoxin units / mg of omeprazole
7. Water m’;awi’mmuﬁsziﬂu Finished product specification
8. Particulate matter AU
-9 2 10 um LiiAn 6,000/container
- auwa > 25 pm 'l4LA% 600/container
9. Related substances - Individual impurity : NMT 0.5%
- Total impurities : NMT 1.0%
10. Constituted solution mi’mmumuﬁizqh Finished product specification
(aa%a) ................................... / ........................... UemuamenIsuns

(WiBLn3n q’;ssm%w)

NITUMI (M) @/ ................... N3NNI

(W19E3Ia AaLnsa) (wwaAgm 39nNna 3))
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3.2.1 Drug substance specification : Omeprazolem’“’

amaugansinaia USP 35 BP 2013

1. USanmenendaty 98.0 - 102.0% of omeprazole (on dried basis) | 99.0 - 101.0% of omeprazole (on the dried basis)

2. |dentification AU ATIINIH

3. Completeness of solution AN -

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™

AMFNTANWINAKA BP 2013
1. ﬂ?mmﬁ"amé’lﬂw@ 98.0 - 101.0% of omeprazole sodium (on the anhydrous basis)
2. Identificaiton ATIVEU
3. Optical rotation -0.10° to +0.10°
4. pH 103 - 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%

MAUNG 1. nytifiaemafioundin1seiu (waive) mIeTsBLIATIER TNl lﬂ”ﬁmﬁmmnmwﬁngﬂuﬂ”\andnﬁ‘lﬁ%‘uagﬁﬁ@T’m
2.. Drug substance specification w“mim’mnlu%l,ﬂﬂ:v‘fmawj &M drug substance #38lUAATIEN drug substance 183
AnAnedTagy atuleatiuwile S‘Eaﬁmsm’;ﬁmsw:ﬁﬂ'sunnﬁ'zﬁaﬁﬁmuﬂ
3. nsﬂqmaw"ém'mmﬂﬁﬂmmmﬁ?ai'mqﬁu fanedslwndudiuen usiwamsmaﬁmﬁ:ﬁmmBgtauaﬂmvlaimoﬁ'u
Wnasi e wilswe- unadsznme 1w 51\160mé’w‘h%’uﬁ‘lmin'hﬂﬁ:nmnszmwmmsmq’u Faq Iz
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1.1 ‘luﬁwﬁ'zymii‘fumtﬁﬂuéiﬁum (N8.2 N8.3 NY.4 LRANTHR)
1.1.1 luns@iduendinelutszinalng nanods no2
1.1.2 lunstﬁﬁl,ﬁummnhw‘v‘ammﬂamsg wanpds ne.3
1.1.3 luns@iduevingranndnsdssng nunofis o4
12 ludwetunaifouen no.1/u.1 vasnfiiauonan wioumaasduawar; BMIAILANA NWVBINT AL U
auRtunziion (finished  product ~ specification) uazfarinnuanmNIWVBIIANAY (drug  substance
specification) mzﬁﬁagjs:mhomnﬂﬁwuﬂautn’"l’uw‘i'mau ABIUUVBNEIFENWIMNWENINITVEUA LY (2.5)
VWTay finished product specification Waz/%3a Drug substance specification Tasvaun lurawiudszne
dszmeanamBidnnsafing wazlaiiu 2 9 o Sudszmedszniemandidnnsafing
2. 1INAITUIDIANNATFINNIINAAL
2.1 nsdfiemaalusznalng AnRadasdianasivsasnaspumsniameamaninasiuaziin1snialu
MINAALN PIC/S (Pharmaceutical Inspection Co-operation Scheme) laswineau PIC/S participating authorities
wia Jlanssiusesnasgrunsnianaunaninoeiuaifmialumsniaswashinunmenssunms
8IMITUSTLN NIENTHAITITUFY Frnmuadulavdanuseansasuasriafnusunaninusiuaziinisialu
nsudann PIC/S lununaenflzuaune atiusgaausaumIaTaseulasinansiusesiiviudsena
sznanadlanniaiing
2.2 n3difinaingaeinadredsana HHAAFaINlaNE1ITUTINNATTIUNITNEALIMURS LN T LaE
%miﬁﬁlumwﬁ@m PIC/S (Pharmaceutical Inspection Co-operation Science) lagwisnu PIC/S participating
authorities aUUaga eusaumMIaTIraulasdinantsiusastiviuemalszmenabidnnsaiing wiaa1y
AROATW WA IUANTH
3. Lanmsqmmwmaamﬁmuaﬂm (Fuuwinnana)
3.1 wansaTRAeTTRMIWKARA tiENdUTIgLTa KA (Certification of analysis of Finished product) 1u
mjuﬁa‘mﬂud”;mjw
32 wammsaﬁmsw:ﬁqmmwi'mqﬁumaaéﬁmﬁwﬂ"ry (Certification of analysis of Drug substance) 7il%11
mswﬁmm?uﬁa\uﬂuﬁﬁazmvﬁmaa;:{wﬁmmuazgi‘“wﬁﬂfmqﬁu
33 Lanmivﬁa%a”ng']uﬁuﬂ“’ufmNé’uﬁ‘uﬁnijjumwﬁmaa‘?mqﬁumaad’amﬁwﬁy (Drug substance)
9a 3.2 ﬁ'm;umwﬁmawﬁﬂﬁmeﬁmzh%%gﬂ (Finished product) T8 3.1
3.4 lunsdidunzdougnanannny 2 9 ssdasddnnmdnenansdnen Long term stability aaifion
dudnlunsougnanuaas LLaz‘l@T{umsaemu%’maaLanmimmjﬁé'\mwaaﬁﬁ’ﬂ
3.5 lunsditunadlousnumionnds 2 9 axdasfidumnnmminsnansansa U I ufiau
Waudulunsdouguuaas LLa:‘lch%“umsmmu%'usaoLanmsa1n;§ﬁé’1u’1waou?ﬁ’n
3.6 iinsnnillusfidesazanunanls FoaunuLEN TUFAININNAITITBINMERAINTIZALLAZIT 897
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4.1 dlauanan dasdadratinsmadeian 3 %ﬂwussqﬁm«n‘ Fadudunuuaasmoszidvaldasudau
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5. msﬂsxﬁ'nqmmwmﬁeiouau (waastana1sNITIUlIEnW)

5.1 m‘ﬁ'ﬁauamﬁ’aoﬁmqlﬁm‘"[aiﬁaun’h 1 3 duaniusevay

5.2 mnmmﬁ'dwau a:ﬁaae?aa’ﬂmewmm'l‘u%’usaaNamsmsaﬁmﬁzﬁméuﬁmuau
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UAANTENTNIBITUGY NTENTRNIDTUFY, Tunay 2559

2 = General requirement Ba3LN B FUEMILIULLUULN Injections
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4 = British Pharmacopoeia 2013
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180151 5 Pancreatin 150 mg capsule

m'lm.lszn'lﬁﬁ'awi’ﬁquaswﬁ'lﬁ

1. faen Pancreatin 150 mg capsule

2. amdanianaly
2.1 gluuy LﬂumLﬂﬂLtﬂﬂ‘ga maluussqu.nshsa minimicrospheres & %IUTULUTEN N
2.2 dmdszney  Usznaudasaaen Microspheres pancreatin 150 mg lu 1 i@
2.3 MTULVIN ussaﬂuumflmﬁﬂ dasruenuiu
2.4 28N - Han ULTENAUAIENERPUEZANNLTI TUNEa i’u?;umq Wwuinda wazawmzdon
dnsuen 13 pETALIUUULTIIA I

1] \ 4 kg A ) Qs Iy ar Lo g d‘ o
= UULLWNIEN amauawaasxqwam muﬂs:ﬂaummmmy ALY 'maumq HASLRUVINE A

3. amMANUANWINARA

3.1 Finish product specification“)

1. YSanudaendag m’mhumuﬁs:glu Finished product specification
2. Identification aaRrIueNYATzy M Finished product specification
3. Dissolution Glﬁﬁl&i’m@l’mﬁsquu Finished product specification
4. Uniformity of dosage units mwmumuﬁszq'lu Finished product specification
5. Water content m’mi'mmuﬁiquu Finished product specification
6. Microbiological guality m’;i)vi’mm’mﬁixlqllu Finished product specification
3.2 Drug substance specification : Pancreatin®""
AnANUANINARA USP 38

1. Bunmandngy luimg:

- Not less than 25 USP units of amylase activity
- Not less than 2.0 USP units of lipase activity

- Not less than 25 USP units of protease activity

4 ..
2. Microbial enumeration tests and Tests | a7alsiwuita Salmonelia species and Escherichia

for specified microorganisms

3. Loss on drying NMT 5.0%

4. Fat
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W.a. 2556 WiadsBsmundsdriuueniniianIN T MANTNTHETTMEY WalWAan Uyt lwvﬂ‘fuﬁuqanﬁﬁa
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Gouludw
1. z%'ummwri'\manmsmsvlﬁsvuagryﬂmfunuﬁ pudrsueeswinelulsindng uazduag (dedlare) WARINA®
1.1 luddynstunzdoudie me.2 ne.3 ne.4 ududnsd)
1.1.1 luns@ifiduenfindeludszinelng nansfs ne.2
1.1.2 'lunszﬁﬁl.ﬂumﬁ'ui'\Lﬁlammﬁamiq wnpte ne.3
1.1.3 lunsdifiduenidhanndslsana nanefis ne4
12 ludnuatunzadouen vu.1/e.1 vaseniaueTn wisunuaziduaiademInunua MWYaINEAA U
muﬁi‘fuml,ﬁ g (finished product specification) WAz aﬁ’mu@q HNINY aai’mqau (drug substance
specification) nszﬁﬁ'ag;szwmn'lsl,ﬁﬁ'nul,uﬂmLm“"l,mﬁmﬁu WADILUULANFITIUWMIWEEMTVBLA b (8.5)
WWsay finished product specification UAz/%I8 Drug substance specification Tasvaunlenauiulsznia
dizmanedidnnseding wazlaiiu 2 O o Fudszmedszmanendidnnseiing
2. 1INAITIUIBINIATTIRNITHRAL

21 nadifignuaaludsanalng grdadasfienssiuseanaspunskiamaandninoeius:35nsnalu
MINAsEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) laswiisann PIC/S participating authorities
$%30 ﬁLanms%'usaammj'mmswﬁmmmwé’nan‘ﬁuaz")ﬁmsﬁﬁlunﬁwﬁ@mmaaﬁwﬁnmuﬂmnsmms
2IMIUATEN NIENTIIENT 1T Fartmuatulasinnuseandasussriafiourunaninueiuas3annsfiein
msudaz PIC/S Tununasfiausnie aﬁumqﬂmusaumsmmaauhﬂﬁwamﬁmaoﬁﬁuﬂi:mﬁ
Uszmanadiinnsafing '

2.2 nadmiidweningaindaylszne HnRedasdianansiusennasgunsnaacnaaumaninasiuee
"AJ“Emsﬁﬁ'lumiwﬁﬂm GMP %38 GMP/PICs (Pharmaceutical inspection Co-operation Science) laswiisny
PIC/S participating authorities 217LA"§® ausaunIaTaseulasinaniuTasiieiutsrmeadsznianan
Bildnnielind wise1yasaadw usuenath
3. Lanmiﬂmmwmaam*ﬁmuaﬂm (Enwnnana)

3.1 namIaT ez MWK EaueimETague AN (Certification of analysis of Finished product) T
ms;uﬁam,ﬁm‘ﬁmm

3.2 HANIATIVIATEAAUNINIAAUVBIFIENERTY (Certification of analysis of Drug substance) Alflu
mswﬁmméuﬁd\uﬁué’mdwavﬁ’uaosjwﬁmmuaz@wﬁmi’mqﬁu

3.3 wnaansenanguiuduanudiiuisznitiunniavasingavuesdiunsngy (Drug substance)
99 3.2 ﬁ’uéumswﬁwaawﬁwﬁm‘ﬁmﬁﬁﬁagﬂ (Finished product) 78 3.1

3.4 Tunsdidunzifiousnaunannnt 2 9 ssdasiidmnwinanamsfine Long term stability anaifitiu
wudulunadouenuuaas wazldsunssamasisesanasnndiswnanasivn

3.5 lunsdidnaiouenanasnii 2 9 ssdasddunmninenemsansnanunidivasmenafiin
wdulunadonenunuans uazldsumsaswnuiisesanmIangiiinunsvasuistn
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m‘l’nmzmmzmjao‘[umsmamms’lwﬂmmw nstumwmnm"l,mﬂu'lﬂmuﬂmanwmao.wm RUILTITNNTVD
mauanﬂmuwmsmmsmuaﬁmmmnmwao mn:JLLawmiana@lumma'Lﬂ
5.4 Nmmmaosmﬂawmmam‘[namwmﬂ mamamﬂmsmammwmnﬂswmﬂ@cJ faufvnuelaylaid
Gouly
6. flananan (Juw) Busaalienidndyginawasuiviwe aod
6.1 nscﬁwamsz‘jumaﬁl,ﬂﬁzﬁﬂ’lﬁmnnmf‘mmmam{m'stmﬂzﬂ;itﬂu'[ﬂmummgmﬁaﬁmm
6.2 NIHHEAN TueH m’ﬁﬁmﬁgnﬁﬂmﬁuﬁmwnﬁ asemalasdinnuannTIimMIawuasen luraawes
dyacdfaszang
6.3 ns:ﬁwuJzqummwmnw'ﬁ@ﬁm‘ﬁﬁmaahNa@iaﬂsz§°m?wau,a:mmﬂaa@ﬁada%ﬂmfﬂﬁ%’um
7. m‘nzm'ﬁmsmaamuﬁwﬂ&i%’uﬁmsmNﬁmﬁ’msﬁmﬁﬁﬂs:fﬁgnL’%'zmLﬁuﬁﬁﬂmUﬁﬂﬁnmuﬂmfznswms
gsuazenluszeziig 1 Jiewiudszmedszmanmaidnnsefing

Nangwe | 91989310

1 = General requirement 1a3LNF7@FUEMIUZUULULN Tablets, Capsules

................. Wﬂﬁi&m’]i

wafggn 13Innat)

@

winiamumsfisyaiis27/2560



YAV IAAA NHUSIANITURLNIYIBNEIINITINTOITAMITYN
1N B27 /2560

518115N 6 Rebamipide 100 mg tablet

AadsEnAIIMNIA qnaimmﬁ

1. o Rebamipide 100 mg tablet

2. ankaanianaly
2.1 3uuy Wuede swIusudienu
2.2 dwdszney  Usznaudiu@ann Rebamipide 100 mg tu 1 1dia
A « [ X
23 mruzusn  usRluuredasiin desiuanuiu
2.4 amn - SEyFeen FuLsnaudNSAYLAEAULT TunEa JuFuang Wwulings ussiemzon
dfun Hedwdauuuuusraiun
[l L 8/ A g A v
- UWMIUEYTIIEN anadpadiasizy e miatian1amsin §auUsnaULAzINAAINIS

22387 LAVNKER fuﬁumq ivaiau

3. amaNIANIIINAKA

3.1 Finish product speciﬁcation"’

1. Bsnuarsdany msaamumuﬁsquu Finished product specification
2. Identification mwmumuﬁszlﬂu Finished product specification
3. Dissolution mﬂﬁwhumuﬁlsquu Finished product specification
4. Uniformity of dosage units mwmumu‘ﬁ'iquu Finished product specification

2)

3.2 Drug substance specification : Rebamipide

amanianmnaia | : - Japanese Pharmacopoeia 16Editio§

1. YSinmarendaty 99.0 - 101.0% of the L.A. of rebamipide (dried basis)
2. Identification G\S’ﬁl&i’]umuﬁi:ﬂu Finished product specification
3. Loss on drying NMT 3.0% (1g, 105 °C, 2 hours)
4. Residue on ignition NMT 0.1%
5. Purity

- Chloride NMT 0.028%

- Heavy metals NMT 10 ppm

- Rebamipide m-chloro isomer NMT 2.0%

- Related substances NMT 2.0%
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muﬂs:n'lﬁé'awi'ﬂquaﬂ'ﬁﬁ'lﬁ

1.8081  Sennosides 7.5 mg tablet
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3.1 Finish product specification("

1. YSunmuarpndnamy msnmumuﬁ's:qlu Finished product specification
2. |dentification mmmumuﬁizﬂu Finished product specification
3. Disintegration Gli’aﬁwhum&lﬁsnﬂu Finished product specification
4. Uniformity of dosage units ATV
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