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i'lzlmi'ﬁ 1 11% W/V Glucose, 10% Amino acid and 20% W/V Lipid emulsion

for peripheral infusion 1,400 kcal
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1. 3081 11% WV Glucose, 10% Amino acid and 20% W/V Lipid emulsion for peripheral

infusion 1,400 kcal

2. amananaly

2.1 3wy Wugsemsuennde dwiulimamasaiiaad (intravenous nutrition)

2.2 gutlsznay w1 MBUZUITY TAWA3% 1,400 keal Usznaueudin 3 824 LanNTaIuTsg
(three chamber bag) it
§uf 1 Usznausin ssazanalanes Glucose (anhydrous) (11% WIV) USunas 1,180 mi (130 g)
§ufl 2 Usenaudiy Suatuiunues Lipid emulsion 20% WV UJ3unas 340 mi (68 g)
§uft 3 Uszneudas ssazanslauas Amino acid 11% WV U333 400 mil (45 g) 'ldun Alanine 6.4 g,
Arginine 4.5 g, Aspartic acid 1.4 g, Glutamic acid 2.2 g, Glycine 3.2 g, Histidine 2.7 g, Isoleucine 2.2 g,
Leucine 3.2 g, Lysine 3.6 g, Methionine 2.2 g, Phenylalanine 3.2 g, Proline 2.7 g, Serine 1.89 g,
Threonine 2.2 g, Tryptophan 0.76 g, Tyrosine 0.09 g uaz Valine 2.8 g

2.3 MTUUIIY Lﬂumwmaan 3 §2ULaE overpouch 3] oxygen absorber aE3zWiN3 Inner bag was
overpouch Inner bag gnusnidusmusiudasnianiin

2.4 281N - izq%am FUUTNBUMENEINYUZANNUTI TUNER 'S'uﬁvumq iwafinda uszaamadou

f3uen 'l'i’arha“ﬁ'ﬂLamuumsagﬁ'mﬁuazuumw:msgﬁé’mi’am

3. amanlanImata

3.1 Finish product specification
)

3.1.1 @13291%17 Glucose

1. Identification m’amhumuﬁszq‘lu Finished product specification
2. USanmenzndnagy

Glucose 90.0 - 110.0% of the L.A. of glucose (anhydrous)
3. pH m’sﬁlmumuﬁizqh Finished product specification
4. Clarity test Clear
5. Particulate matter (Particulate contamination) ﬂidadﬁuﬂﬂuﬁS:QIu Finished product specification

-awa 2 10 um flifin 25 aymemLb

-wa > 25 pm Flaiifin 3 aypme/mL

-~
.............. )ﬁ‘}.......................nssums

Wnird YaIny) (WNENIWTS Mgawianl)

nﬁ'\ﬁ1Is1umsﬁ17§ﬁﬁ82912559




3.1.2 @1327%13 Lipid "

1. Identification m’mmumu"ﬁlszﬂu Finished product specification
2. YSunmwaendngy @mamumuﬁs:ﬁlu Finished product specification
3.pH @li’mmu@l’mﬁi:‘lﬂu Finished product specification
4. Droplet size mns&’mmuﬁizlﬂu Finished product specification

3.1.3 §1387%15 Amino acid "

1. Identification Gl'a‘ai]mumuﬁiquu Finished product specification

2. Sumarsndngy

Glucose 90.0 - 110.0% of the L.A. of amino acid
3. pH m’ami’mm&lﬁsquu Finished product specification
4. Clarity test Clear
5. Particulate matter (Particulate contamination) m’;ﬁnhum’mﬁi‘:qlu Finished product specification

-wwa 2 10 pm Tlaifiu 25 sunaml

-wwa 2 25 pm Jlaifiv 3 awmea/mL

3.1.4 §15azanuLsloNENNI 3 2 (Mixed solution)”

1. Bacterial endotoxins mwmumuﬁimh Finished product specification
2. Sterility test m’mmumuﬁizﬂu Finished product specification
o ]
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1.E‘hmewd'mLanmﬁm'svléffumgymifmuﬁ pudnsuuiasminglulsznelng ussdues (declare) LARINE®
1.1 lugeynstunzSoudiuem mo.2 ne.3 no.4 ududnsd)
1.1.1 lunsdifiduenfindaludsznelng nansfis ne.2
1.1.2 'Lunsﬁﬁtﬂummhm‘hLﬁanﬁuﬂmﬁ'«g wanate ne.3
1.1.3 unsdifiduenidhandnodsana nanoils no4
12 ludadunzdowen ne./s.1 vesniaueTan wiauTgaSuanaTam RN M WYBINEAS U
auRtunzfon (finished product specification) uazarnnuan N WAL (drug substance
specification) nsrﬁﬁagi:mdﬁanwLﬂgﬂuLLﬂaoLLrﬂmﬁmau rdasuuLLangIELIMNENENTTaLA 1 (8.5)
UW3aa finished product specification uaz/m3e Drug substance specification laswaurlunauiudsznie
dsznianandidnnsafing uazlaiin 2 § o Judszmadszmenadidnnsefing
2. LANENIIUIAININTFIUMTHAN LN
2.1 nsdfemnanluisznalng pjwamﬁaaﬁLanmﬁmaammgmmiwﬁmmmwé’mnmﬁuaz’i%msﬁﬁh
nsHanen PIC/S (Pharmaceutical Inspection Co-operation Scheme) laswiazau PIC/S participating authorities
wio flanmstusasnasguntsndasnaunaninuFiLari s nIRalun N aaETaIEINUAMENTINNS
2IMIUATHN NIENTWEIDIIEY Farruaiulasianuseandasuasriafioutunaninmeiuas3sn1sfiaiu

nswaaen PIC/S lununesnfiiguaane aﬁ"ua"]q@mmaumsm’maaulﬂUﬁwamﬁusmﬁﬁuﬂs:mﬁ

dsznmierandidnnsefing 4
UIeuaAmENIINMg
\\ .................... nTINNTS
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2.2 nadfdugiuge el ssana cgwam‘faaﬁmnmﬁmaammgmmswﬁmmmwﬁnansvﬁm:
S3mTfialumIHaae PIC/S (Pharmaceutical Inspection Co-operation Science) Taswuasaw PIC/S participating
authorities 2UUEEA ausaumIaTasaulasinanTusesieiulssmelszmenadidnnsaiind wiaany
ARDATW LAILANTTH
3. Lanmsqmmwmaomﬁmuaﬂm (Enwrnnang)

3.1 wamsamedienedgumweiaieiingiTaguuasnia (Certification of analysis of Finished product) n
miuﬁd«ﬂmﬁaﬂn |

3.2 wansasndezAgunwiagauvasdasnddry (Certification of analysis of Drug substance) gl
msw‘ﬁ@méuﬁd«ﬂué’aathwfwaagwﬁmmuaz@wﬁmi’mqﬁu

33 Lanmsvﬁav\é‘ngnuﬁuﬂ'umw&'wﬁ'uﬁ‘ﬁzmwjumsw5@1‘11aoi’mqﬁwmé’amﬁwﬁ’ty (Drug substance)
78 3.2 ﬁm‘;umswﬁmawﬁmﬁmﬁmﬁnﬁagﬂ (Finished product) 78 3.1

3.4 Wuns@dunzdouenanuannd 2  axsasfidinmuwainenansane Long term stability anfiiu
dsdnlunafousanueas uasldsumsaswinsusssianansangiismwnazesudem

35 lunsdifunadonenanteoni 2 9 wdasdiumnnmwinenansfnsanunidiresnaaiiu
wndnlunsdsusnunugas warldsunsasnasusasenanngisnnauesuien
4. A8

4.1 fiauanan desssdadeenagwies 3 wmﬂussgﬁmﬁ Fadusunuusasnoazidve laasudau
cmuﬁﬁmu@luﬁﬁaQmauﬂ‘ﬁﬁ’ﬂﬂ%aﬁu
5. msﬂs:ﬁ'uqmmwmﬁdouau (uwdasianaIN1IIUsEAW)

5.1 m'ﬁ'dwauﬁaaﬁmqlﬁﬁa&ﬁaﬂn'&w 1 9 vivanniudney

5.2 mvgmmﬁ'dwau a:ﬁaadaﬁﬂmewd'\zﬂu%’usaowamsmmiﬂﬁ:ﬁmjuﬁﬁwmJ

53 nsﬂﬁﬂmmvﬁnwsﬁﬁn'\szﬁuﬁ"aazhomﬁdmamﬂladwsw%mﬁ:ﬁqmmw AUIBTITANTITYRIIFE

Sa9v8a20819 T,@U;‘Jﬁnm:ﬂ”aodamw‘i'uﬁnmm‘i’mmuﬁmmmwmsdamw"smsw:ﬁua:Lﬁmﬁ'uﬁmau
ch'l’fj”aj'\m"’iLﬁmil”aa'lun'ﬁmfaﬂ,ﬂﬁ:ﬁqmmw nsrﬁ'ﬁ'wmwUﬂ"LsJLﬂu'lﬂ@ﬁuqmé'nwm:LQWﬂ: WLV
SNSRI NS ERE LS INEITD4 ;j‘"mmm:m?ag’wamluﬂ%@iavlﬂ

54 fanpazd aﬁmﬂﬁUuml,f]am'lné'ﬂuﬂa’]q wiadlaemadensnmaindsmsla g dewhmualesbifideuly
6. giawanan (Hae) Busanlisnidndggnienasuivua aait

6.1 nsfﬁwamsajumm"Emﬁ:ﬁmﬁmnnw’mmmms‘mmwwﬂmﬂu‘lﬂmwmmgwuﬁaﬁmu@

6.2 NITHAAN UM m‘nﬁ@ﬁgnﬁﬂmﬁuﬁumnﬁ 2INAA LAFNNUANTINMTOWNTUASEN MUT9aV8Y
fygrazdanzaiy

6.3 nsrﬁwuﬂiqummwmnwﬁmﬁm&ﬁﬁmad\ma@iaﬂszﬁﬂﬁwau,a:mwﬂaa@ﬁ‘m@iapjﬂmﬁ'lﬁ%’um
7. mhmwmwaemuﬁw%ﬁﬂ%’uﬁmsmw§mﬁmfﬂmﬁﬁﬂs:'3'ﬁgnL‘%Umﬁuﬁ‘ﬂﬂUﬁ'}ﬁfnmuﬂmzmsums
asuazenluszeziian 1 Jdewiudszmeadszmanaididnnsafing

nINBIRe 81989310

1 = General requirement 28ILNJYAITUE MU Finished product gﬂLLU‘U Injections (Parenteral

preparations) P

U5z pIuAMeNIITNNIT

n3IIVNIT
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s‘mauﬁﬂﬂqmﬁnvm:mm:uuuﬁ‘lmanmsmiﬁ'ﬂ%anﬁﬁ’mﬁm
\aPN B29 /2559
s78n13N 2 ltopride HCI 50 mg Tablet

alszmesoninguaszsi | 8 0l 7559

1. Bamn Itopride HCI 50 mg Tablet

2. ansaniianaly

2.1 Jluuy Wueudanfauiay (film-coated tablet) §vsusulsznmun

22 dmdszney  Usenaude@ann ltopride HCI 50 mg 1w 1 1l

23 mruzusny  ussiluukadasdin tastuanuiu

2.4 881N - s:q%am FIULTNAUAIENENTPUAZA NI TUNR® i’uﬁuumuq uinAe uassunzdon
dnfun Hatwtawuuuursadund

- UWMTUSLITTIEN azi'mﬁauﬁaaszq%amu?a%amamiﬁ'\ fIUUTTNBUUATIINRANNLTY

P8I LeUTINGR 'S'u?;umzlq 1igaiau

3. amaaiamamana

3.1 Finish product specification'"®
1. YSunmdaendany 90.0 - 110.0% of the L.A. of ltopride HCI
2. Identification @S’J’n:m"mm’mﬁi:q‘lu Finished product specification
3. Dissolution Gﬁwmumuﬁsquu Finished product specification
4. Uniformity of dosage units m’m&humuﬁlsquu Finished product specification
5. Related substance/Impurity mmmumuﬁlsquu Finished product specification

Qauludu q
1. ﬁmmmwmmanmsmﬂﬁ%’uauq,nmﬁmaﬁ sudsuenaminglusineng ussduns (dedare) WisInaa
1.1 lugeynriunzdoudiiue me.2 ne.3 no.4 ufudnsd)
1.1.1 lunsd@ifduenfindeludssnalng nanefls w2
1.1.2 'Lunscﬁﬁl,ﬂumﬂﬁL?T'nﬁamsuﬂaussq wnaie ne.3
1.1.3 lumsd@ifdugnihidhannenalszina nanefls ne.4
12 ludmedwnzdouen ne.1/e.1 vesnfiauenm wiBumuazduaRITeMIAUNN INWYBIREASTTMH
mu‘ﬁ‘i{uﬂuﬂﬂu (finished product specification) LLamTaﬁwuﬂqmmwmaﬁmqﬁu (drug substance
specification) nszﬁﬁa;J;szmwm'sl,ﬂﬁﬁw,l,ﬂmu,rﬂmLﬁmﬁu dBILBLLENTTEUMINNENENTVaLA LY (2.5)
ww¥an finished product specification Waz/38 Drug substance specification laswaun lniawiudsznia
dermanedidnnsefing uazlaifiu 2 D o udszmeadszmanendildnnsefing

o
(BITD).eee e rrree e e st e ere s ennenas UsemuamenssunIg

n3IUNII

(wwirh 1a3TT) (WNEINDS  nyawiani)
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2. 1l9NFITUIDINIATFTIRNIHAALN

2.1 nsdingnAalulsznalng Qwﬁmﬁ’aoﬁLanms%’usaammjﬁumiwﬁmmmmé’nmwﬁmz"‘s%msﬁﬁh
nsWaae PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taswiiaeau PIC/S participating authorities
%30 ﬁLanms%’usaqmmgmmswﬁmmmwé’nmmsrft.ta:“;%miﬁﬁ‘lumswﬁmm’naoﬁﬂﬁmmﬂmxnssums
WU NIENTHRIT VTR 2 itnuedulasfinnusaandauasiaisusundninmeiuazainnalu
nsuaaen PIC/S lunuaaenfiiauasne aﬂ'uahq@mmaumimmaauIﬂUﬁwamﬁusaoﬁﬁuﬂs:mﬂ
dszmanediannsefing

2.2 nsdifidneniugroindrdsana QwamﬁaoﬁLanms{maqmmgmmwﬁﬂmmu‘né’mnmﬁm:
SEmIfialunananen PIC/S (Pharmaceutical Inspection Co-operation Science) Taennsau PIC/S participating
authorities 21UAEA ausaunsareseulesnamsiseasfisiulmalmenmiidnniaiing wieey
AROATN URLANTT
3. LanmsqmmwmaomﬁLauaﬂm (Fnunwinmwany)

3.1 HanIATIIRTEAg R HRR AR BiENE LTIz e INAR (Certification of analysis of Finished product) [
mi;uﬁd\nﬁuﬁ'aazm

3.2 wamsasIvTenzRgmnniagauvasdisndIdny (Certification of analysis of Drug substance) aldlu
msw‘ﬁmmjuﬁd\uﬂuﬁaaﬂwsﬁamaasﬁwﬁmmua:@w?mi’ﬂqﬁu

[

33 Lanmiﬂ?amé‘ngwuﬁuﬁuﬂawé’uﬁ'uﬁ’s:wi'm;un'lswﬁmaai‘mqﬁwm@hmﬁmm (Drug substance)
o 3.2 iujumnAavasndasimionduiagy (Finished product) 78 3.1
3.4 luns@idunzdougnanunnnd 2  sxdasfidnmmwinenansine Long term stability anafiim
vndulunzadouenuges wazldsunsassnuiusasenmsnngiisnnavasnism
3.5 lunsdidunzdonenuasndy 2§ Ard Il E N MNENERaMIAN IR AR TS AW
wudnlunadouowuaas waelddumsaswnuiusesanasnngiiswavesuism
4, @1881981
4.1 fiaueren dassaniadnvenadiniey 3 ﬂmﬂmsqﬁ'wﬂ Fodumunuuansnoazdoaldasudim
muﬁﬁmu@‘luﬁ‘zﬁaqmauu“'@lﬁ;ﬂﬂﬂ'ﬁaﬁu
5. msﬂsxﬁ'm;mmwmﬁdauau (wdaslaN&IINITIULIZNN)
5.1 mﬁﬁwauﬁaaﬁmq’tﬂﬁhﬁﬁazm"h 1 D dunniussney
5.2 m‘qnm@ﬁd\mau a:ﬁaod&ﬁwmewd'\Ulu%’usaaNammsaﬁmﬂ:ﬁmi%ﬁdmau
.53 nstﬁﬁ'%musﬂ’nmsv’i'lmsziuﬁaathomﬁd\‘luamﬁladmsw%mﬂ:ﬁqmmw WIS
fosvaaiating I@UQ’mUfﬂ:@i’aadﬂmLﬁ'uﬁnmm‘hmuﬁ%mm’u’ﬁn’m«hmna“amﬁ:ﬁua:Lﬂmﬁ'uﬁ@'ﬁau
m’ln?ﬁhUﬁLﬁm‘ﬁaﬂumimaﬁmﬂ:ﬁqmmw nsdANL m'lajtﬂuvlﬂmmqmé'mﬂmmm:: AHBTITNIV
FIBENT WS URN TN MIEUETIANEA NN Qmmmzm?agwﬁmluﬂ%@iavlﬂ
5.4 Q’m’m%ﬁm%’mﬂﬁwmlﬁaU'\'Lna"ﬂmmq wialaiamadeuamnaassznsla g neudmualaslsid
Gouly

P
12 OO OO YrmuamenIsunis

nITuNI3

W YaynT) WREMINTS Mpawiant)

winfi2imumsfi2yanB29/2559




A A
6. tanaadanludug
6.1 ynenfiaua lilganduuuy (original drugs) dasiiniiifausainInasay Bioequivalence IL&Wa

Wisuifisunuanduwuy lagdinmsensdesduwllawnaninueiuazuun judlumstnsdsuyavesn
Al L2 IEINNUA KN TINMTOMITUAZEN NIENTREBIT U Tunsdidunzdoudriuaeauuuen
salgynal (Idiaanzidouen NG) sansnenidunisusuanssmsinm@asayaadn
7. diananan (Ju1e) Bnsaalisnidndyginewasuimue aoih
7.1 nstﬁwamsaimnnﬁLﬂﬂ:ﬁmi{mnnmiwmmam‘mmwnﬂmﬂu'lﬂmummgmﬁ’aﬁ'mu@

S e s - A’ a 3 b d o o 1
7.2 NIUNIRN m‘VT&l’l’ﬁ%ﬂugﬂﬁﬂﬂlﬂUﬁWﬂ’mﬂ aamm@ﬂ@ HRIUNIUATUCNTIVNTTATWIIURSEN 1‘1«&’1]"30 IR

a &
WU TAISVY

]

7.3 nitiwudgmamnwanuianmaiiandnsdalszininauazanassanivdagieflafuen
8. WIYIITN1TY ammﬁ‘nE‘lai%’uﬁmsmNﬁ@ﬁm«fﬁmﬁﬁﬂszi’agnL‘%'ﬂnLﬁuﬁuT@Uﬁﬁﬁfmmﬂm:nswms

aIkazeN luTzuz e 1 Jhawiudsznedsemasiadidnnsaing

NANBLAG : 61989970
1 = General requirement Va9LNSTTUANTUILULLLEN Tablets,Capsules

2 = The International Conference on Harmonisation of Technical Requirements for Registration
of Pharmaceuticals for Human use (ICH quideline), Impurities in New Drug Products Q3B
(2R) ; Current step4 version, 2006.

3 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies Lm:@:ﬁa

mfnmdlininsusstiruyareawiaineion nasnuguen dinnuamznIINms

FIRILLRTEN ns:mwmmsmqm

n3IFuINII

(W1 1YaINT) (WIE1INTT nawia)
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v
s18az1d ﬂﬁqmanﬂmzmmztmufhmanm‘smiaﬂ%an?jnm‘ﬁm

a2l B29 /2559
s1gn1In 3 Pancreatin 150 mg Capsule

madsznadminguanssii | 8 710 7559

1. Boen Pancreatin 150 mg Capsule

2. amanyanaly
2.1 stuuy
2.2 auwsznay
2.3 MTUSUITY
2.4 2am

Wugudauailys mmluussqtmshm minimicrospheres §%IUTUUIEN %
Usznaudaaien Microspheres pancreatin 150 mg u 1 i
a * ol !
vrnluwidasiin dasiuanuou
A 1 Qv ° Qs Qs =3 Qs Ahv 4 =y -1
- Baen SlsznaudindRuazANNNT Funie FuEuee WG weseazidow
dfuen Hadwdawuuuussaiusd

Y o : [ o o o & { a
- UULLNIEN aﬂqﬂuaﬂﬁaﬂﬁq’ﬁaﬂq a’luﬂfﬁﬂau@?ﬂﬂlﬁqﬂm AL juﬁua'lq LLG:LﬂmﬁNﬂ@]

3. AuENIGNIMAKA

3.1 Finish product specification

142)

1. WSunmdndag @ : 90 - 165% of the labeled Lipase

: NLT 90% of the labeled Amylase and Protease

2. Identification

m’n’«nhumuﬁsquu Finished product specification

3. Dissolution m’mmumuﬁizu‘ln Finished product specification
4. Uniformity of dosage units Gli’;iwi’mm&lﬁsz‘l_ﬂu Finished product specification
- -
Rawladn 9

) . Qs J ~ o Qv A o 1 o 1 a
1. mmwmwmmanmsmﬂmu B‘qusfy’l@l'ﬂ WNSLUHUATILEINWDITNAUN Ul%‘]_lﬁmﬁ‘l‘ﬂ B LLRSHULAN (declare) WARINR G

o Qv & s (2 }
1.1 ludagymsiunzidoudsus (Mo.2 no.3 ne.4 uiuansdl)

1.1.1 lunsdlAduennndaludszinmdlng vuneds ne.2

ad o v d ' =
1.1.2 1uﬂ5mmﬂumu’wﬂ’uw aﬂ’liLLm‘Uiiﬁg RUEUDY NB.3

1.1.3 lunsdlAdusninghanadssing naedy ne.4

o J 4 4 a o 9 a a
1.2 liJﬂ’]?la’llW/lzLﬁUuﬂ'l N8.1/8.1 VBILNTULIUBTIN WSSNT}UQZLBUG’M’J‘UE]ﬂ’liﬂ’JiJﬂ‘Nﬂﬂm’]W?JENNaﬂﬂm‘VT

Py - . . . @ o o a
aundunziusw  (finished product specification) ULRZUBNIAUANWNTINVBIINNAL (drug  substance

specification) nszﬁﬁags:%’iwnﬁl,ﬂﬁautt.ﬂaotl,rﬂmw‘?mau rdpILULLaNIIIRLMANENEMSauA LY (8.5)

wwsawn finished product specification Waz/w3a Drug substance specification laguaur lunauiudsznia

Usznmaedidnnsaing wazliin 2 9 o udsenmelseniaendidnnsaing

/!
Nr—
G2 ) YOO UsemuAmeNIsNMI
(WHRNMFDINEN FAURS)
- &f I
=t
(G k12) O U AU ATINMS (R k:12) U, DN 330N

W13 YaIne) (WIEINTS  nawiail)

wiflsemsiisyaiiB2ei2559




2, 1INAIITVIDINATTIRNITHAGEN
21 nsdnenmanlwlsanalng rgwEm@’u’aoﬁmnmss"maommﬁmmmﬁmU'm'lwé'nl.nm'ﬁu.aﬁ%msﬁﬁ'lu
MINaaeN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taewignu PIC/S participating authorities
w3a SlenassusesnasgumMINAamaNRanInIE A I sRalumMInEao st inUABENIIINTS
2IMIUATHN NIENTWETITUFY Farmuatulasfianuseandasussriafisuiunaninaeiuardsnisiialn
nsudaen PIC/S lununaenfiiauaiy atudgaausaunsaIsaulasinanisiusesiiviudszma
Yrzmanandiinnsafing
2.2 nsdfdinevingraneyssna AndadasdianasiuTasnasgunmsiinsimamaninmsiuas
SEmanialunINaaen PIC/S (Pharmaceutical Inspection Co-operation Science) laguiagiu PIC/S participating
authorities atius1ga aasaunsanaseulasdnanmsivsasiviulszmedszmanmaidnnssiind wiaang
ARDATW URIUANTTH
3. Lanmsqmmmmamﬁtauaﬂm (Fuwinnane)
3.1 wamsaslenzRg WK aiueieguTagUvawikia (Certification of analysis of Finished product) 1
mjuﬁduﬂuﬁ'@aﬂ’m
3.2 HaNTIATRAATIERG AW IAgAUaIRENeTY (Certification of analysis of Drug substance) llu
mswﬁmméuﬁduﬂuéﬁazhaﬁimaijﬁmmua:éwﬁmi’ﬂqﬁu
3.3 N lenangudutuanudunuiizniviunmaatasiagiuesiisndnty (Drug substance)
78 3.2 nujunInAavasnianmusrienduiagy (Finished product) T 3.1
3.4 lunsdidunzidouganannni 2 3 sxdasiidunnmeianamséinen Long term stability anufifin
wndulunadougnunuan wazldsumsasuiusesenannglisunsnasnivn
3.5 luns@idunsdougutoanii 2 9 sxdasdidumnmndnonansinsanansdavaseaiitu
wWudulunsdoueuuans wazlasumsasnasusasenasnngiidunaasniEn
4. A10819aN
4.1 fisuanen dessadratnmetnados 3 whsusraie Fudusunuuaasnoanioaldasudiu
muﬁﬁmu@luﬁ'ﬁaqmauﬁ‘ﬁﬁ;‘f'{ﬂ’ﬂ"’]o@i’u
5. m‘sﬂ*szﬁ'uqmmwmﬁaiwan (wanstana1INITIUUIEN)
5.1 mﬁﬁwauﬁaaﬁmq‘[ﬂ@“hiﬁaﬂn'h 1 9 dunniudaey
5.2 mnmmﬁa’wau a:ﬁaadoéummwmu'lu%”usaawamsmqﬁmﬁ:ﬁmiuﬁd\ma'u
53 nsrﬁﬁ'%mﬂwnmsﬁ'm'miué‘aazhamﬁmuamﬂ‘aﬁmsm%mm:ﬁqmmw wihaTrmMnitide
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1. Boen Peginterferon alfa 2a 180 mcg/0.5 ml prefilled syringe injection

2. ansasianalyl
2.1 guuuy dussszadsennides dwsuianldmm
22 d@wlenay  Usznaude@ae Peginterferon alfa 2a 21e 180 mcg 1301t 0.5 mi ¢ia 1 syringe
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3. AMANUANIINAKA

3.1 Finish product specification™”

1. Appearance of the solution m’mmumuﬁ's:ﬂu Finished product specification
2. Identification FaILEAINANIIATI9REINEY 1 1w 5 35 ldun

- CZE w3a IEF

- PAGE uaz/nia Immunobilotting

- Peptide mapping / LC

- Anti viral activity

- HPLC
3. PBunmaandag @ mwmumuﬁsquu Finished product specification
4. The Specific Antiviral activity m’mchumuﬁsquu Finished product specification
5. pH ms'samumuﬁs:qh Finished product specification
6. Sterility AIIHU
7. Bacterial endotoxins m’mmumwﬁlizﬂu Finished product specification
8. Purity la3% HPIEC w32 HPSEC / Impurities maamumuﬁszqh Finished product specification
\T% oxidized forms,dimers and high molecular
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9. Extractable volume AT
10. Particulate matter m’siﬁhu
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57901371 5 Rebamipide 100 mg Tablet
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1.%87  Rebamipide 100 mg Tablet

2. amntianalal

2.1 guuuy Wuele s wIusudsenu

2.2 gusznay  Usznaudiu@aen Rebamipide 100 mg 1u 1 1l

2.3 MTUTUTTY ussg‘luumﬁ@aﬁﬂ Uparuanudn
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3. amdaianvmanea

3.1 Finish product specificationm

1. USumarendaty 90.0 - 110.0% of the L.A. of rebamipide

2. Identification Gli’zﬁwhumu‘ﬁi:qlu Finished product specification
3. Dissolution mimmumuﬁi:qlu Finished product specification
4. Uniformity of dosage units m’;i}&i'mmuﬁiquu Finished product specification

3.2 Drug substance specification : Rebamipide(z)

Qmam]‘amamﬂﬁﬂ Japanese Pharmacopoeia 16 Edition
1. USunmarsidety 99.0 - 101.0% of the L.A. of rebamipide (dried basis)
2. |dentification m’aﬁlmumuﬁi: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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5180151 6 Entecavir 1 mg Tablet
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1.3881  Entecavir 1 mg Tablet

2. amanianaly

2.1 31wy uenida SnsusuUszms

2.2 fawsznay Usznaudl@aen Entecavir 1 mg 1u 1 1@

2.3 MTUVIT msqluumﬁﬂaﬁw Yastuarudn

2.4 28N - szq%am FUUINALAINT N YUISATINLTI TUHEN 'Tuf?:umq \wUTHAe uazmamzdion
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3. amaNUaNInNaAka

3.1 Finish product specification™”

1. Usuaawndany 90.0 - 110 % of the L.A. of Entecavir

2. Identification test m’aﬁwhuel’mﬁs:qlu Finished product specification

3. Dissolution m’.lﬁ)mumu‘ﬁ'S:HIu Finished product specification

4. Uniformity of dosage units @liaﬁldﬁumﬂuﬁiquu Finished product specification

5. Related substance / Impurity m’md’mmuﬁs:q‘lu Finished product specification
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1.1 luddgmstunadoud$um mo.2 ne.3 ne.4 ududnsdl)
1.1.1 luns@ifduenfindaludszmelng nanefls ne.2
1.1.2 lunsrﬁﬁtﬂuawﬁwL%Tﬂtﬁ‘ammﬂwssq nnete ne.3
1.1.3 luns@fdugnihidrandnslsaing nanefls ne.4
12 ludwatunzfousn ne.1/e.1 vesendiiauenan wisumgazduanatemImuaua N NYIHR At
muﬁ‘fumlﬂﬂu (finished product specification) LLa:ﬁ'aﬁﬁﬂuﬂqmmW’ﬂmfﬂqﬁu (drug substance
specification) nsfﬁﬁagszmwmﬂﬂﬁﬂuuﬂaum"'[mﬁwﬁu wdaunLLanIITEILWIMNEIEMITaLd 1Y (8.5)
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2. 1BNFEIITUTDINATFIRMINAAY
2.1 nsdifignanlulsanalng QwﬁmﬁaqﬁLanms{maammgmmswﬁmmmwﬁ‘nmmﬂffttaﬁ%msﬁéﬂu
MIWANEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tasniaeny PIC/S participating authorities
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dzmenamdidnnsafing
2.2 nadfdwegvingrondwdssne HniadasdiianmITuTasnasgIunINaauaunaninuriuaz
SEmsialuwmIndam PIC/S (Pharmaceutical Inspection Co-operation Science) lag%si891 PIC/S participating
authorities afudga wseumMsaTareulasdnamsiusasiviudmelszmenaBidnnseiind wisany
ARBATN LAILANTD
3. mnmsqmmwmaamﬁLamaﬂm (Fnwinnane)
3.1 wamIaraienzigumweaaiuriinduiagivasinda (Certification of analysis of Finished product) 1
mjuﬁmtﬂuﬁ'zad’m
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33 Lanmsﬂ?am‘”ngmﬁuﬂ'umwé’uﬁuﬁizm'\ojumwﬁmao’i’mqﬁwadﬁ'smﬁ’\ﬁcy (Drug substance)
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6. tonaadonludn 9

6.1 winonauelaildeduuuy (original drugs) FasfiwitiFausasnmasey Bioequivalence MLawua
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NANBIAG : 8198990
1 = General requirement Va3N§TAFUEMTY Finished product 3wy Tablets, Capsules
2 = The International Conference on Harmonisation of Technical Requirements for Registration of
Pharmaceuticals for Human use (ICH quideline), Impurities in New Drug Products Q3B (2R) ;
Current step4 version, 2006.
3 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies LLa:@:ﬁa
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M 7 Esomeprazole magnesium 20 mg Tablet

m‘mﬂi:n'}m"\m'fmquas’mmﬁ 1 g (1f, 2559

1. Hoen Esomeprazole magnesium 20 mg Tablet

2. ansanzianaly
2.1 3uuy Wusndewndaufsy (film-coated tablet) §wsusUUTENY

2.2 swudszney  Ysznaudiu@aen Esomeprazole magnesium trihydrate §UYaNU Esomeprazole 20 mg

Tu 1 e

2.3 MBUSUIN ms%ﬁ‘luumﬁ@aﬁﬂ dasruanudu

2.4 28N - s:q%am fUUTNAUAINEAYURZATINUS TUNEA fuéumq \afinde waseunzon

@i Hadwiawuuuussasiont
- LWMTUSUIIYEN azhaﬁauﬁaasxq%emﬁa’?amamsﬁﬁ NI N LURZ W IAAINULTI

2DILN LRVNNER i’uﬁumq Tiraian

3. amanlannaha

3.1 Finish product specification'"?

1. UTanaudnendagy 90.0 - 110.0 % L.A. of esomeprazole

2. Identification test m’mimmuﬁﬁ:g'lﬂu Finished product specification
3. Uniformity of mass m’mimmuﬁszq‘lﬂu Finished product specification
4. Dissolution mnﬁ)mumuﬁszq'lﬂu Finished product specification
5. Related substances(z)

- Total related substance - NMT 2.0%

- Any known individual (for each) - NMT 0.5%

- Any other individual - NMT 0.2%

(31(4)

3.2 Drug substance specification : Esomeprazole magnesium

AMANLANINATA USP 35 BP 2013

1. ldentification test ATIWIU ATIU

2. USnaudaendng 98.0 - 102.0% of LA. of Esomeprazole

magnesium, calcuiated on the anhydrous basis

98.0 - 102.0% of L.A of Esomeprazole

magnesium (anhydrous subsatnce)

3. Absorbance -

Maximum 0.20 at 440 nm.

4. Magnesium content 3.30% - 3.55% (on anhydrous basis)

3.30% - 3.55% (on anhydrous basis)

5. Enantiomeric purity NMT 0.2% of the R-enantiomer

NMT 0.2% of R-enantiomer

6. Water content 6.0% - 8.0%

6.0% - 8.0%
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3.2 Drug substance specification : Esomeprazole magnesiumm’(" (Gia)

amauaNMImana USP 35 BP 2013
7. Impurities - Total impurities : NMT 0.5% - Impurities D (Omeprazole sulfone) : NMT 0.2%
- Omeprazole N-oxide : NMT 0.1% - Impurities E (Omeprazole N-oxide) : NMT 0.1%
- Omeprazole sulfone : NMT 0.2% - Unspecified impurities : for each impurity
(related compound A) :NMT 0.1%
- Any other individual impurities : NMT 0.1% | - Total : NMT 0.5%

= 'Y o . a 3 e a o W v
Ny - nadifaansioundinsiu waive) mismareuiinTedinemsla Winusasenanmangudnsmanlasueyiaday
- Drug substance specification ATvsannludinmzivasitia drug substance WiolLiaTzw drug substance 199
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VIWTay finished product specification Waz/%3a Drug substance specification lavvautlunauiudsznia
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MINEALT PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taswsianu PIC/S participating authorities
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518n1N 8 Omeprazole 40 mg for injection

aalszmeadsninguanssih " 118 018 2658

1. 38t Omeprazole 40 mg for injection

2. ansanianaly
2.1 Juny \unsen lyophilized Frnamaifiauna Unennide dmsuszmneiedadammasadand

2.2 dwdsznay  dsznaudluain omeprazole w38 omeprazole sodium ‘ﬁ'au%laﬁ'u Omeprazole 40 mg

u 1 vial wiaudrnazane (solvent)

2.3 MTULUIIY ussg'lum'ﬁu:msgmﬁ@ Unaanide LLa:msqﬁ'msvTﬂaoﬁuum

2.4 28N - sxq%am futiznauaInf A YLezAMULTI Tunia 'S’uﬁuumq Wwfinda uasieanaiou

dsuen e ENTALIULUUTIIAUA
- UWMTULUTTY mau‘wffaU@Taos:y%amm%a%amomsﬁw I TNaULAZYINANNMULIIVEIEN

Wfinde JuFuey Lidaiau

3. AmANLaNMIMmaRA

3.1 Finish product specification

3.1.1 Omeprazole for injection"

s

1. USunauaaendagy

o

90.0 - 110.0% of the L.A. of omeprazole

2. Identification

a3 weNNIzYlu Finished product specification

3. pH

Gli’zilmu@lﬂuﬁiquu Finished product specification

4. Uniformity of dosage units

mwmumuﬁssﬂu Finished product specification

5. Sterility

m’;fﬂmum’mﬁizﬂu Finished product specification

6. Bacterial endotoxins

NMT 175 Endotoxin units / 85.2 mg of omeprazole sodium
W30
NMT 2.1875 Endotoxin units / mg of omeprazole

7. Water

A3 UeNIZY L Finished product specification

8. Particulate matter
- 231 > 10 pm LA 6,000/container

- 9U1a > 25 pm L3iifiu 600/container

ATINY

9. Related substances

- Individual impurity : NMT 0.5%
- Total impurities : NMT 1.0%

10. Constituted solution

G\ﬁ%ﬁi‘mmuﬁsquu Finished product specification

(Wil YaInT)
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3.21 Drug substance specification : Omeprazole™*

amaNlan1naie

USP 35

BP 2013

1. WSnmdadnty

98.0 - 102.0% of omeprazole (on dried basis)

99.0 - 101.0% of omeprazole (on the dried basis)

. ldentification AT ATIWU

. Completeness of solution ATIINN -
. Color of solution Absorbance is not greater than 0.10 -
. Loss on drying NMT 0.5% NMT 0.2%

. Residue on ignition

NMT 0.1%

. Heavy metals

NMT 0.002%

W Nl O A]JWIN

. Related Substances

- Any individual impurity : NMT 0.3%
- Total impurities : NMT 1.0%

- Impurities F and G : NMT 350 ppm

- Impurities D,E : for each impurity, NMT 0.15%
- Unspecified impurities : NMT 0.10%

- Total impurities : MNMT 0.5%

9. Chloroform and methylene

chloride

- Chloroform : NMT 50 ppm
- Methylene chloride : NMT 100 ppm

10. Sulfated ash

NMT 0.1%

3.2.2 Drug substance specification : Omeprazole sodium’

4)

amsaianInaRa

BP 2013

1. USindaendrany

98.0 - 101.0% of omeprazole sodium (on the anhydrous basis)

2. |dentificaiton AT
3. Optical rotation -0.10° to +0.10°
4. pH 10.3-11.3

5. Related substances

- Total impurities : MNMT 0.5%

- Impurities D,E : for each impurity, NMT 0.15%
- Unspecified impurities : NMT 0.10%

6. Heavy metals

NMT 20 ppm

7. Water

4.5 -10.0%
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12 ludmetunaiiouen no.1/e.1 vaseniiauemm WIBUTIWAB LAWITEMIAILIONR ATWLBINAAA AN
aafidunsidon (finished product specification) LLa:’zTaﬁmuﬂqmmwmaﬁmqﬁu (drug substance
specification) nnﬁﬁ'ags:%'iwnm,ﬂﬁuuu,ﬂmuﬁ"lmﬁmau wddULNIITELWIMWEIMIVBUS LY (8.5)
UIW3BY finished product specification Waz/n3a Drug substance specification legvaurtluriauiulszna
dzmanadidnnsafing uaclaiiin 2 9 o Fudszniedsznienensidnnseding
2. 1lINFAITUTDINIATFIRMIHAA LN

2.4 nadifgudalwsemalng KHRndasfiienasiusannaspumInaasemamann s iuasdsn1sialu
MINRALT PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taamineau PIC/S participating authorities
wia flanasiusannaspunisuiamamunaninaeinezifnsialunisndawasdineua senssuna
2IMITUBZLT NITNTHAIDITUY Farnuedulasdanusanasasussrafsurunannuriuas3ensialy
mMIndae PIC/S Tunuaaenfiauaany atudgaansaumIasasaulasiinanisusasfaiulsznne
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