s1pazd mqmé’numzmm:tmm’hmanmsms{fﬂ%aL'nfﬁmeﬁm
lazN MO01 /2558
718M3N 1 Bevacizumab 100 mg/4 mL Injection

aulsznAdInInauaTnsih i1 0 1o, 2557

Hom Bevacizumab 100 mg/4 mL Injection

AmEaAYI2 1)

1. ussaznounannide

2. 1w 4 mL Ysznausnadagn Bevacizumab 100 mg

3. ussq‘lum’nu:mssgmﬁﬂﬂﬂﬂmm%a

4. asnwy - Hapn sudsznaudadayuaza LT TunRa 'J"ui‘ivumq AT LLa:Lam‘r\:Lﬁuu
diuen Hadedauuuussanue

- UWMTUELIIYENAA azhoﬁaw”amq%am FIUURNDUANFNTY AU i’uﬁvumq uar

finGa

Qamn a1 v w5 A @ v &
amauiamonana (L Official luundwsiisl USP 35, BP 2013 dsaniznssumyalfiduanasdndo

lunsiarquansuziamzeads)

1. SSmasndeany 90.0 - 110.0% of the L.A. of Bevacizumab
2. |dentification mnmumuﬁsquu Finished product specification
3. Particulate matter maamumwﬁszqm Finished product specification

- %18 = 10 pm 'l3jiAiY 6,000/container

-gwa = 25 pm Wifiu 600/container

4. Sterility m’mmumuﬁizqh Finished product specification

5. Pyrogens or Bacterial endotoxins #9379 &i’mm&lﬁi:qh Finished product specification i
6. pH mwmumu?{squu Finished product specification :
7. Volume in container midﬂﬂﬂumuﬁi:q‘lu Finished product specification

lf"; au‘lw?ju 9

1.ﬁ'u,mmwmmanmsmsvleﬁ'umqsmﬂmfuml.ﬁuue‘h%’umvﬁ admineludsanetng uazduas (declare) unaInan
11 ‘lnﬁﬁﬂ"mvmsi'fuﬂnﬂsm@'iﬁum (8.2 N8.3 NE.4 URILANTTH)
1.1.1 Tunsdinduenfindaludsznalng wansds no.2
11.2 ‘lunszﬁﬁﬁummL’:Tﬂtﬁammﬂamsg nuwiis ne.3
1.1.3 lunvd@ifduenindhanelsang nanof no.4
1.2 ludpadunzadiowen ne.1 vasefiauann wiaumuandsaiidensaiuguammwyaIniaimed
anandunzionld (finished product specification) mrﬁﬁag:s:mwamsmﬁ'nuuﬂaaLl.ﬂ"'l’ﬂl,ﬁmﬁm:ﬁamuu

lanaTSed i mwnanTvawn lanwiay finished product specification
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J (wwasoad faeitud) ‘/XD
"
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(®3%0) ... N =N AIIUM3 CRE 1) NV, AT nIsums
(WNEMIMIE I UuI8) (WNENITYLY IIUEN)
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2. LANATIUTBINATFIUNTHAAL

2.1 nadifienmdalusanalng fuasdssiidumnnmdnemiieSusasnasyumandamenunaninosd
'“J%msﬁﬁ'lumswﬁﬂmmmm:mwmmsmqw (GMP w38 GMP/PICs) lunanasdiiauainy

2.2 nsdidusningrendwdsang  fuaadoddinmuteniifeiuseunaspumaniama
vxé’ntnm«ﬁ%ﬁn'ﬁﬁﬁlumswﬁmmmaoﬂs:mﬁcgwﬁm 730 Certificate of pharmaceutical products
3. a”nmmwn’wuLanmsqmﬁ’nwmwaamﬁmuaﬂm

3.1 NANIATIVIATIERINNKE AR YDA A« (Certification of analysis) 'lums;uﬁdal.ﬂué‘aaﬂ"w

3.2 uamsaTndianzigunwiandy (Raw material) vpsda ey illunsndas ﬁf‘imao;gwﬁmm

LLa:;‘lewam'fmqﬁuﬁl,ﬁujmﬁmﬁ'u Ltaztﬂuémﬁmﬁ'umm”qafhuﬁda (WHEAILBNEITUTDY)

4. flanenmdasdiniagniengtaiay 3 WBUTIIATA Fadudunuuaasnoasndveldasudmmuiiinue

Twrate qmauu‘“ﬁﬁ'ﬂﬂ T96% |
5. mﬁtauaﬁaqLﬂumﬁu’iﬁmﬂm‘{w‘ﬁw?a;jLLﬂui'i’mmﬂ (waRIBNAITIVIDY) '
6. msﬂs:ﬁuqmmwmﬁa’auau (WaRstBNAIINITUTENW)
6.1 mzyuaamﬁdwané’aa‘hjﬁaﬂn'j’l 12 \@au wUINIBFINBY
6.2 mnmmﬁ'dwau a:@i’aaﬁaﬁmmmwmﬂlu%'usaammsm’miﬂsw:ﬁmiuﬁdauaumaag{wﬁm
6.3 1unstﬁ°7f%u’;nswmsﬁﬁmiémﬁar_mm“?fdwamv”v‘aa‘msm%mm:ﬁqmmw 1T it fiebrta gl
ﬁﬁaﬁaé’awaﬂ“ﬂazhwﬂm;jmm:é’aaﬁamw‘v"uSnmmiwmuﬁ'wmmﬂ"ﬁmﬁhm’:ﬁtﬂﬁ:ﬂt,a:tﬂupﬁuﬁmjau
dldslunsaseiianeiguniw 'lunsr‘iﬁ‘wu*hmvl,mﬁu"lﬂmuqméfnwmzmmz u‘%ﬁ'ﬂa:ﬁaammiuﬁwﬁm
Tmifidranasgusaueulilsmema Tanlidasldsela 9 nolu 30 Fwiueniudldiuudsnnlsmeng
LD RIIUANS LIRS INISLEUETIANLNAINENIY aq;Emwua:m?a;{wﬁm'lm%’v\wiavlﬂ
6.4 ss'mm:ﬁao{mﬂé’iﬂumLﬁam'lna”vmmmq wiaflaifianmsdevanmnauinue
6.5 fiTzUUMITURILLY Cold chain system ﬁ"[@"mmg'm (LRAIBNFNINTILYS2% nSaaTaamauly
TuAIUNITATIVTLEN)
7. LONE@IANY
7.1 FUWLEAINANNTANEIANUAIAIVBIBN (Stability data)

7.1.1 Wwnsdifunsousnanannnii 2 3 axdasdidunnnanonanisfine Long term stability 1876
wudnlunadougunuans

7.1.2 luns@dunsfioumuioond 2 9 asdasdimiunmwineramsinEaunIeITasaNTiDY
Wudulunsidousuuaes uwazlasunsasunasisesenasnngldmnevesuitn

7.1.3 LONEIUFMIANNAITITEINIERAIS st E s s suman Tt iuda Idluana
nTmTw?i‘l.‘Eﬁ'uQﬂw LLaxﬁTamams’luanﬁm%oaaﬂﬂﬁaaﬁuﬁaQa’lmanmsﬁwﬁ'um

waomeg - 89899n

1 = General requirement maot.né"ﬁﬁﬁuﬁ']m”ugﬂl.mum Injections
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(WNFIMIA TIBUR) (WNRIIITYLYT IUEN)
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i’lﬂa:LSﬂﬂqmanumxmwmmuﬁﬁmanmsmsaﬁ%an%nmﬁm
LAy MO1 /2558
578m9N 2 Capecitabine 500 mg Tablet

aalszmasaninguanasiih 10 0.8, 2557

.
[]
®
-

Capecitabine 500 mg Tablet

ansaianaly

1. \usndafovfsuy (Film-coated tablet) whaiulsenu

2. lu 1 e Usznaudiu@asn Capecitabine 500 mg

3. usnyluunsagfiilvuwasd wia blister pack

4. 28N32Y - Horn FmUsznaLdNEALUITA ML) TUNER 'Yuﬁvumq \WIANAR uazinnzidon
ésuen Haghedaiuuuussanmed

- unimaen atiukpdpIszydom uURNaUANEIATY ANALSI TURUY UazeUHEe

cigma’{ad1]“??171’1\1nmar?m.a\1
AMFNTANIINATA USP 35
1. USunmea mﬁﬁﬁ’mv 93.0 - 105.0% of the L.A. of Capecitabine
2. ldentification By Infared absorption : a339H1% j
3. Dissolution Fasurasmaazanslaiaenin 80%(Q) of the L.A. of
Capecitabine 1144781 30 w1l
4. Uniformity of dosage units ATIHU
5. Related compounds / Impurities - Capecitabine related compound A : NMT 1.0%
- Capecitabine related compound B : NMT 1.0%
- Capecitabine related compound C : NMT 0.5%
- Individual unspecified impurity : NMT 0.1%
- Total impurities : NMT 2.0%

(33%0)
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Gonludn 9
1.ﬁ1mwmwn’wzJLzmmsmﬂw’%’uat}npm‘;ruml,ﬁum‘hs"u e e ludszinelng uazdues (declare)
UNRINGE®
1.1 luﬁwﬁ'mvmwzuw:tﬁwﬁﬁum (N8.2 ne.3 Ne.4 uFLEnTHl)
1.1.1 lunsdifdunfindaludsznalng wansis ne.2
112 Wwnsdmdusinguiamsutussg nuneils no.3
1.1.3 lunsdifidusinighandnsdsane wanefls o4
1.2 ludwadunzfoue nw.1 vasnfiiauanan wiaunuaszndsanadanisniuquamnInges
HAaiauATunzewly (finished product specification) nstﬁv‘iaijs:whomstﬂé‘wuﬂmuﬁ"lmﬂ"uLe“iu
r@pIuuLLanaNIMIadEIMNENENNTaLA Iy WIau finished product specification
2. LONANTILIDINATFIUNINE AL
2.1 psd@ngmAalusamalng fuiedaslidnmnamioniifesuresnasgmnniamey
wannEAEMIialUNINRAEN8INTTNTIIT1IGY (GMP %38 GMP/PICs) Tunaanenfaneve
2.2 nsd@ffiugmindrenandsana  fuiadeifiunnwiowiifeiusaanaspunmian
mwé’nmmevf"‘:%n'ﬁﬁiéﬂun'\mﬁmuwaaﬂsxmﬁg’l’wﬁm $30 Certificate of pharmaceutical products
3. mﬁtauaﬁautﬂumﬁu‘%ﬁmﬂu;‘{waw%Q’Lmuﬁ’mmu ( UFEAILANRITIUTDY)
4. ﬁmmmwd'mmanmsqmé’nwmmaam‘?il,auaﬁm
4.1 HANMIATIV AT MNHEAN ATV aIHER (Certification of analysis) 'Luu*@uﬁdotﬂum"’:ar.i’m
4.2 NAMIATIAATERAUNWIAQAY (Raw material) vgadanieAlFlunsnaaen Yﬁmaaﬁwﬁmm
Ltazé'wﬁmi’mqﬁuﬁl.ﬂm;ul.ﬁmn”u LLa:Lﬂwg'uLﬁmﬁ'umv‘T’mzi'wﬁdq (LEAILBNRITTLTDY) ABILFAINITATID

¢
Capecitabine @Nu1

- ausalan ek - use3
1. PSnmdamdnaty 98.0 - 102.0% of Capecitabine
(Calculated on the anhydrous and solvent-free basis)
2. Identification A7296 U837 Infared Absorption
3. Water NMT 0.3%
4. Specific rotation +96.0° to +100.0°
(Test solution : 10 mg/ml on the anhydrous and solvent-free basis, in methanol, at 20°)
5. Residue on ignition NMT 0.1%
6. Heavy metals NMT 20 ppm
7. Related compounds AT

ARG NMT = Not more than

nITUNII

(WHENINTA TIRLR) (WNRITYYT IUEN)

winfiziunnsfizyaiimei2sss



5. @19819EN
5.1 fiauaman davdiiagisenatneiay 3 wiagussanmi Fadusrunwuaasnessiuele
ﬂsuﬁmmuﬁﬁ'muﬂ'luﬁ'w"aqmauuﬁﬁ'ﬂﬂ’u’we\”u
6. msﬂszﬁ'uqmmwmﬁdwau ( URMILENFIINTTUUTEAR)
6.1 mqmaomﬁdmauﬁaﬂ&iﬁamh 12 1% WLUININFINDL
6.2 mqmmﬁz«imau azﬁaqa’aa"mmmwmﬂ'l,u%'maoNan'\msaﬁlﬂmzﬁmiuﬁéwa:u'uaq;d”wﬁﬂ
6.3 lunszﬁﬁ%mUi’]’ﬁmsﬁﬁmﬁjmﬁa:;mmﬁdeuauﬁaa’msw?mﬂ:ﬁqmww WETTNNTIzY
ﬂﬁaﬁa%awavT'JashamiﬂU;‘{mm:ﬁaadamlﬁuSﬂmm‘hmuﬁﬁmUﬂ"ﬁmsa'qm*aﬁmsw:ﬁu.auﬂu@'%’uﬁmiau
d'fl%ﬁi'm'lummﬁﬁmﬂ:ﬁqmmw Iunsrﬁ?{wud’lmvl.&iLﬁu'lﬂmuﬂqmé'num:mm: u‘%ﬁmzﬁaammiuﬁwﬁm
Tmifidanaspusaaulilsomenng laglifedldisla 9 molu 30 3 s Iui e udsnnlsmeing
Uaz ’uaaamﬁﬂ%‘lu'%’uﬁmimmitauaﬂmm@"ansi’nmaa;jmmm:m?asgwﬁm'luﬂ%@ia'l.ﬂ
6.4 ;fmna:ﬁaﬁmﬂﬁ‘ﬂuwﬁam‘lnﬁwﬂmq wiadlafamndsusnmdandsznisla g naurmua
7. LanEsu g
7.1 FURWFNINANMTANHIANUAIAIVBILT (Stability data)
7.1.1 Wnsddunadougnunannnii 2 9 sxdasfidunmwinenan1sine Long term stability a %7l
DwRmdulunaouenanuans
7.1.2 lunsdidunafionsnantasnt 2 1 axdesflidmnmntnenamsAnATNAIT TN
wadnlunzdouenanuany uszldsunisaswnsusasenasnglawaresuisn
72 mdifduililsduuy dasfindngumsimnisiidade ldiuaainamsfnunils Bioequivalence study
TuuysdilFaufisunvenduiuy FaduluaamsninasinisAnmFaiuyazainasmugue nznT

@)
] ﬁ"ﬁmq’ﬂ

naNEInA : 81983370
1 = The United States Pharmacopoeia 35
2 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies LLG:@;ﬁﬂ
n’ﬁﬁnu’l"ﬁaﬂszﬁﬂﬁmua:’?daugamawﬁmﬁmﬁm HERRTGE g FWNIUATUSNITUATS

FIRTITURZYN ns:mwmmsmigm

UssmuamuenIIuns

nIsunNg

(WWEMIMIA T IUL0) (WWRW[TYYT IUEN)
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aulszmadvinguassh 10 W8, 2557

Dacarbazine 200 mg for injection

Zoen

amaNLana 1y

Dacarbazine 200 mg for injection

! = A - "
1. Juwsgndmisannise gi.ll.mu Freeze-dried 111%78L1anIsau (White or pale yellow)

P w® DN

1 AEUzUIY dsznaudndlen Dacarbazine 200 mg

f@Tuen "l'a’azi"m'ﬁ”@lmunumsqn"mfvf

" X o ¥ oo (1)
ursglumauzusTasniadnaasiia Type | glass uaztlasnuuas

A ) Qs o a b -3 L Av i -
2N3EY - Fa81 FUUTNAUMLIEAYUAZANILT TUNTR TuFuD1Y WwITinRe uasawnzidou

- UUMTUIENae et wiasdasszytam dunaudindng ANuwse TUFHY uae

d a
IRTYIHRRN

an ~ 1),{2)
ﬂmﬂuuan’mmauﬂ( s

 ammnigmomaiia

 usP3s

BP2013

1. Binmeendnny

90.0 — 110.0% of the L.A. of

90.0 — 110.0% of the L.A. of

Dacarbazine Dacarbazine
2. Identification ATIVHIU ATIVHIU
3. Completeness of solution ATIVNT -
and constituted solution
4. Bacterial endotoxins NMT 0.52 USP EU/mg. of Dacarbazine ATIVHU

5. pH

3.0-40

3.0 — 4.0 (USP 35)

6. Water

NMT 1.5%

NMT 1.5% (USP 35)

7. Related substances

- 2-azahypoxanthine : NMT 1.0%

By liguid chromatography

- 5-aminoimidazole-4-carboxamide
hydrochloride : NMT 0.6%

- 2-azahypoxanthine : NMT 1.0%

- Any other related compound : NMT 0.5%
- Total related compounds : NMT 3.0%

8. Sterility tests

ATIIHH

AT

(WEMNIMTE TIULR)

nIvuNIT

(WNEITYYT IURW)

nﬁ1ﬁ1/ﬂumsﬁ3_qﬂﬁmo112558




an a (1))
ARANUANIIINAKA

ammniamoneia .~ usp3s | . BP2013

10. Particulate matter AT A3
-aw1@ 2 10 pm Litfin
6,000/container
- w1 = 25 pm Bifin

600/container

11. Uniformity of content AT ATITNIW

wanoe 1. eTaaummamﬂmaauqmauu"ﬁmemﬂﬁﬂnm‘l’ﬂ@rmmiﬁﬁﬁ%’u BP 2013 %38 USP 35 fiazythadiu
2. NMT = Not more than

Gonludng
1.ﬁ'ummwn"\manmsn'ﬁ‘lﬂvé'uagmvw’ifumtﬂ suduen e mingluysanelng wazdues (declare) uns InE®
1.1 ‘luﬁﬁﬂ”mvn'liifumtﬂuus'iﬁ’UU'] (N8.2 NB.3 NE.4 WAIMANTTR)
1.1.1 luns@imdusnfindeludseindlng wanefls ne.2
112 'lunstﬁﬁtﬂummnT’uﬁ‘ammﬁmﬁq wuwfla ne.3
1.1.3 lunsdimdueignanensszne nunsis no.4
1.2 ludaatunadouen no. 1 vasenfianasion wiaunuszduaiademimugugmn T INRa A
anundunziowly finished product specification) nsrﬁﬁag;s:whamstﬂﬁszuJaouﬁ‘lmﬁmamzm"muuu
lNATIaEIMNENENTVaLA LuuTWIBY finished product specification
2. LNENITUTAINIAITIUMIHE AL
2.1 nsdfgwaawsznalng ArRadaaliduimwiienisfeiusasanaspumandamaunaninost
%'msﬁﬁlumswﬁmmmaonszmwmmimqm (GMP w32 GMP/PICs) lunanaefiiauainy
2.2 nsddwegingenaedsana AudadasiidmnnndreniiFasusasanaunIHEnma
ﬁé'nmmq/ﬁ%msﬁﬁlumwﬁmmmaaﬂszmmj’wam 738 Certificate of pharmaceutical products
3. a‘ummwdwmanm‘sﬁ]mé'nwm:maomﬁmuamm
3.1 HAMIATI AN KA WYV IKHA® (Certification of analysis) Tum‘g'uﬁdal,ﬂmﬁaﬂ'n
3.2 iamIaTvIaMRmMNINIanau (Raw material) saaandanililumniag vﬁmao;jwﬁmm
ua:;j’wﬁmi’mqﬁuﬁlﬂujuﬁmﬁu u,a:l.ﬂus;ulﬁmﬁ'umﬁ"mzmﬁda (LEANBNENTILIAY) ABILRAINTITATIR

. o & (1.2
Dacarbazine mu( M

n3ITUNIIT

(WNENITYT 3IUF)

Mfi’lﬁzmumsﬁa_vgﬂﬁmmmsss



‘Qmauﬁm{mﬁﬁn W ousPas oo e T BP2013

1. USnmarendngy 97.0 - 102.0% of Dacarbazine 98.5 - 101.0% of Dacarbazine

(anhydrous substance) (anhydrous substance)
2. Identification ATIVHIU ATIVHU
3. Residue on ignition NMT 0.1% -
4. Related compounds By liquid chromatography By liquid chromatography

- 5-aminoimidazole-4-carboxamide | - 2-azahypoxanthine : NMT 0.2%

: NMT 1.0% - 5-aminoimidazole-4-carboxamide
- 2-azahypoxanthine : NMT 1.0% : NMT 0.1%

- Unspecified impurities : for each
impurity, NMT 0.10%

- Total : NMT 0.5%

- Disregard limit : NMT 0.05%

By Head-space gas chromatography
-N-methyimethanamine : NMT 0.05%
5. Water - NMT 0.5%
6. Sulphated ash - NMT 0.1%

nansmeg 1. dasusasnanInaseuguauiaminafiayndamuindrdiiu BP 2013 wia USP 35 Nszydiedu
2. NMT = Not more than

/

) ' o ' f ' a o ar o {0
4. dlauemadasdsmatnmatnaiay 3 wihoursynmit Fududunuuaaimoazidoa laasudiunmunimua
Twiat qouanyi@naly dhadu
5. pnfiianadoaifluennuniudnianiadunudmineg (uaasiananiiuses)
6. MILlziugmNINENIdIeY (UAAIlBNE1INITULTEW)
6.1 mu;uaomﬁdwauﬁaﬂajﬁaun'ﬁw 12 1@an HUIINIUdINaY
6.2 gMnaIATidINE a:m’aodaﬁwmewmﬂln%'maaNamsmw’amﬂ:ﬁmjuﬁd@uawaog{wﬁﬂ
i o s a ' o A a ' o
6.3 lwnsdnmbensmahmigualedwofidgwsuiiadiaraiinrziaumn wibamammeimiiie
%’awaeﬁathmﬂﬂm{mm:ﬁaadamLﬁuﬁnmuﬁ’lmuﬁﬁmuswmsa’a@maﬁmﬁ:vﬁm:Lﬂug"’{uﬁmaud'ﬂﬁiw
a ¢ ad ' ' o - o [y o i oA A Tl
Tumsamafiensiqaunw lunsdidinuihobiduldawguansusian: visnizdenhojunindalnaifid
asgussnaulilsineinna Tanlifadqld3ela 9 nwlu 30 Fwiveniudlasuudsnnlsmenns uazve
aoauﬁw%ﬁﬂ%’nﬁmsmmsmuaﬂmm@\"amh’maa;jmuuaxm?apjwﬁw'luﬂ{wia'lﬂ
@ as i 4 A a A ' o
6.4 fansazdasiuildsusudionindnuaany wialaiiamafenamwnauimua
o [y a o o . an o o '3
6.5 MITadILdasmIuquaNMNR 1 2-8 BafLTALTLF LU Cold chain system N FNATFIHMURRILNTAN
GDP (Good Distribution Practices) lasuaadenansusznay

(waasd fasTmed)
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(WNFTINTE

MU1A)
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7. 1ONA5OUY
7.1 FUWUFAIRANTANHIAINAIAIVREN (Stability data)
ak P ' v A ' P - -l
7.1.1 lunsddunzifousrunainnia 2 9 asdpsfidauunmwanunanisAnen Long term stability aufitin
udnlunzidousnuuaas
ad a Y ' v de ' -~ a ad
7.1.2 lunsddunadonsruntdasnii 2 1 aedasddauunnanonan1sAn¥IAINNAIMBRILNNNNDR
wadnlunzidouenanuand LLaxvld'ﬁlmsaemu%’usaamnaﬁmn;j’ﬁé’lmwaau?ﬁ'ﬂ
a i ' Y a
7.1.3 asndusfidasazaonauld Ao ILuuLaNEITLEAIAIUAIRIVBILINMURRINTAZANY UazidD
Y Y A v e a v w A8 vae el % - P MY
mamumsu’mmm:aummmnnnumm"lm”l.umwvuwuﬁlmnmiﬂm LRZABILEAITIERL D LA TIRDANG DI
fudayalwanasinuen

nangweg - 8198997n
1 = The United states Pharmacopeia 35
2 = British Pharmacopoeia 2013

UssmuamenIsums.

(wastue Aaasoud)

d kﬂf a
(8978) {’TQ ............ nITUNIT (RITD) ...eeeee I TSR nITANIT

(WEMMNTa YUR) (WNRIITYAT IUF)
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ﬁﬂaztﬁmqmé’numzmwnuuuﬁ'\manm‘smsﬁ'ﬁ%yanﬁﬁm'ﬁm
iaafi Mo1/2558
578371 4 Erlotinib 100 mg tablet
aalsEmMAYInInguaTsh 1.0 W8 2851,

Basn  Erlotinib 100 mg tablet

amantianaly

1. \ugndesiasudsemu

2. 1u 1 i@ Usznauda@aen Erlotinib 100 mg

3. usngluunsagdiifivawass w3a blister pack astuuaauazanudule

4. aanwy - Haen drusznaudandyuazaaus Junae 'i'ufi’vumq \Wwpfinda uaziaanzadon
@suen Mavtaauunussimed

v (Y P s o o o o X 4 a
LULAIET DENNUDEA El\'ﬁ:l!’ﬁﬂﬂ"l ﬁ?uﬂﬁﬂau@nﬂ']mﬂfy AL 1“&“31&! LRSRINHI G

Qe - ] Qs 3 s A o/ v o
AMANVANNIINAUA (VI.SJ Official lTwLn&oésL USP 35, BP 2013 'mﬂm:nﬁums%‘l’mﬂmanmsmom

lunsdarhaudnyuzianzrasnn)

1. tSanmdamdnegy @ | 90.0 - 110 % L.A. of Erlotinib
2. ldentification test @ m‘mmumu‘ﬁixq‘lu Finished product specification
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* Disregard limit : NMT 0.02%
7. Chlorides - NMT 50 ppm
8. Water - NMT 0.5%
9. Sulfated ash - NMT 0.1%
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7. LONATANY
7.1 FRWILIAINANIANWIANUAIAIVBIL (Stability data)
711 luns@idunzdousnununnii 2 3 axdasfidumnnmananan1sdne Long term stability @13
SwRndulunadouenanuan
7.1.2 Wwnsddunadonsnutasndi 2 1 asdasdimnnmminsuamsfnnauassavasaufiau
Wudulunafausuugas wazldsunsasunasusesenaTngisuinvauitn
72 nsdnduilalsonduuny m”aqﬁwﬁ'ng’mmﬁ’mmsﬁL%aﬁa‘lﬁLLaﬂowan']iﬁnwﬁﬁa Bioequivalence study
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5787135 8 Nilotinib HCI 200 mg Capsule
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#887  Nilotinib HCI 200 mg Capsule

Amaianaly
1. Dusndeuadgs riteiudsznw
2. 1w 1 e Usznaudaadaen Nilotinib 200 mg (3Uind8 hydrochloride monohydrate)
3. ursyluwnseiiifiouwasd w3a blister pack asruanuiuld
4. a8nTY - Fovn FuLsENOLMINERYILAZANULTI TUNER 'S'uz?vumq \WUiNAS uazianzido
ésuen Hathadauuunussanmed
- UNURIEN a:j'wﬁam'fmi:q%am futlnauaind@fny AL i’uﬁvumq UAAUARE®

Qe - 1 Q- o Q- A L L —
amanvanamana’ (1 Official luLnaaénsu USP 35, BP 2013 Gsamznssumsylgiduwionanssnds

lumsiavhqudnuaiziawizvasn)

1. U auaendnny 90.0-110.0 % L.A. of Nilotinib HCI

2. ldentification mswd’lu@l’luﬁizq‘lu Finished product specification

3. Dissolution @\S’Jiwi’m@l'mﬁiquu Finished product specification

4. Uniformity of dosage units 339 Bi’]u@l’l&l‘?llﬁ:lﬂu Finished product specification
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1.ﬁ'n,u’m'nwrhmanmsn’lsvlﬁ%'umfzgm%umt,ﬁw@h%‘umtﬁlaﬁwumluﬂs:mﬂ‘lm Uazd1ua (declare)
URAINEQ
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1.1.3 lunsdifidugnindhanarsdsana nanefis no.4
1.2 luswatunafouen ny. 1 vasenfiauanan wianneandosaiadanminiuguamnInyas
nAanmriaufitunzionly (finished product specification) ﬂszﬁﬁagsm'mmsl,ﬂﬁﬂuu.ﬂamn"'l,mﬁmﬁu

ardasuuulanmInIadmumnawanansvaud luanwsay finished product specification
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2.2 n3didwgningronawysana gwamaaummewmwuaaasmaqmmiwumwaﬂm
mwa"mnm‘ﬁ%%msﬁe‘ﬂumswﬁ@mmaaﬂsxmag{wﬁw #38 Certificate of pharmaceutical products
3. mﬁLaua@TaaLﬂumﬁﬁﬁ'mﬂuﬁwﬁw%g{tmm‘i’mﬁnsJ ( WRAILDNRNTILTBI)
4. FUWIMNEDLANENTO AN WA yadpAfiEue T
4.1 wamsanddiaszinmnniainriuasiuia (Certification of analysis) ‘lumiuﬂauﬂumama
4.2 NANIATIRIATIA IWMWIADAY (Raw material) spasatndeRlElunE A mmaawwamm
Lta:cdwammq@nmﬂu;ummnu LLa:Lﬂu;;ummnummamaﬂaa (LRRSLANFITILITDI)
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6.4 p‘ql’mm):maasmﬂauumwam‘lnav\mmq wiadadananfeuanmdandsnslag deu fvue
7. LlanETau
7.1 FUUWILRAIHANIANHIANNAIAIVDILT (Stability data)
711 lunsditunzdongnuannnin 2 9 wxdasfiduunwinarnansine Long term stability maf
fwRudulunadoueanuaas
7.1.2 Wwns@tunzidouganitesnda 2 9 AR DI LU NN EHANNSAN IR IAIVBIE AN DY
wudnlunadousmuaas wazldiunsasuasusasenasanglsiuiavaisn
72 nsdmiun lsenduuy @Taaﬁmé’nﬁmm"’sﬂmmsﬁv’?j‘aﬁavlﬁu,aNNamsﬁnhﬂﬁa Bioequivalence study
TuuysdilSsufsunuenduiuy Faduluaaumaninueimsdnmndrsuyavainasniuqui nsEns
MBI z
NANBIAE : 8198930
1 = General requirement 284LN&TETUENIU Finished product EﬂLL‘UU Tablets

2 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies Ltatﬁjﬁan'\sﬁnwﬁ'sm:aﬁ%wa
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s18N15N 9  Pemetrexed disodium heptahydrate 100 mg for injection

aalsemeasoninguaasii 1 § We, 2557

%am Pemetrexed disodium heptahydrate 100 mg for injection

amaaianaly
1. \unsendatsaannige
2. 11 1 Vial Usznaudae Pemetrexed disodium heptahydrate ﬁlaugaﬂ”u Pemetrexed 100 mg
3. ussajlum'ﬁuzussa;maﬂﬂﬂﬁmm"ga dagin
4. aanIzy - Fon drusznoudndAuazn L Tunda i’uﬁuumq \wfinde uasnzdoudiue
Vathadaiauunussrioet
- UUMTUUTIENAe aliand; auszi_.‘l’fj'am daulsznauandng AMULT 'S'ugumq uasafinGa

«ny = p ' o . o & P o
ABENVANWINAKA " (L Official luLndwdrsuriauas USP 35, BP 2013 danienssunisy 15idu

tanansasdalumsiarguansuianzuase )

1. Bnmanendeny 90.0 - 110.0% L.A.of Pemetrexed

2. Identification m‘.)ﬁlci’mﬂ'm'ﬁ'i:tqllu Finished product specification
3. pH’ 66-7.8

4. Sterility Gli‘Jﬁwhuﬂ’mﬁ.‘s:qlu Finished product specification
5. Particulate matter m‘;'wxmumu?is:qlu Finished product specification

- 8uMATWIA 2 10 pm litAu 6,000 aynn
- BUMATWIA 2 25 pm LiLAiu 600 auMA

6. Bacterial endotoxins M’mmummﬁﬁn‘l‘lu Finished product specification
7. Uniformity of dosage units @S’J’«Jmuﬁ’mﬁnulu Finished product specification
8. Water content’ NMT 6.0
9. Constituted solution m’aamummﬁs:qlu Finished product specification
10. Impurity” - Unspecified impurity : NMT 0.24

- Total impurity : NMT 1.30
donlufin 9

° ‘ aar X - o s A o ' o . A
1éuwnmwisanmimsldsvaygnetunadoudrsueniedminsludsznalng uszduag (deciare) unasnia
o Qs ! 3 a L 1) )
1.1 ludagmsiunadaudsuen mo.2 ne.3 no.4 usduansil)
1.1.1 lunstiidusnnnaalulszaneng wanpds ne.2
o ° o A . =)
1.1.2 lunsdifdusnidiiamautnssy wanods ne.3
1.1.3 lunsdndusningrannesdssine nanods no.4
° & P 'Y o
1.2 ludaadunadouen ny. 1 vaserfitawesal niaanusndseratan1snuguamNIHIEd
a i Y P v ., . X ] ' ] s a
nAaAmreuitunzidawly (finished product specification) nsrﬁﬁagszmwﬂ’mﬂﬁﬂmmam.m"'lmwumu

FrABILULIENFIIRIBE LA EIEANTVaLA LN WIDY finished product specification
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2. LINATIUIBINIATTIUNTHAAL
2.1 nadigmaalusanalng fuiadesddummmninawiifesusesanasgunianianey
vxa“nmm‘ﬁ’?%msﬁﬁlumswammmaunizmwmmsmq‘m (GMP %38 GMP/PICs) Tununaefitanany
22 nsdfufiugningrondsdsana  riadaslidumnniniewiifeiusaunasgpumnian
mwé’nmwﬁ?ﬁmsﬁﬁlumswammmaoﬂsxmm&’wﬁm #38 Certificate of pharmaceutical products
3. mﬁmuam’aaLﬂumﬁu’%ﬁmﬂu@"ﬂﬁw%ag"tmm'i’mmtl ( LRANBNANTIVUTDY)
4. ﬁ'nmmwzhmanmsqmﬁﬂwmmaamﬁmuaﬁm
4.1 wansaniiaTiwmwnianiyasfiia (Certification of analysis) ‘lumsq’w?'iimﬂu@‘i"aazm
4.2 wamsm’aﬁLﬂﬂ:ﬁqmmwi'mqﬁu(Raw material) mam‘ﬁma’wﬁnﬁ‘lﬂumswﬁmm n{amaugwﬁﬂ
TaEICEL L CLIT ﬁtﬂuéwﬁmﬁu uazt’fluimﬁmﬁ'mnﬁ"mshaﬁaia (WEAILBNFITIUTDY)
5. @1081981
5.1 fiauane dassadaativgnagwies 3 wipuTsIiTen Fadusrunuuansnoandoald
ﬂsun"':umuﬁﬁ‘mm‘luﬁ’aﬁaqmauu‘“@nvﬁ"lﬂﬁ'\aﬁu
6. msﬂs:ﬁ'uqmmwmﬁdmau ( WEAILBNEIINTIUYTENAR)
6.1 mq‘uaaﬂﬁﬁdawauﬁaa"[ajﬁaﬁﬂ'jw 12 1A% HUNNIURINDY
6.2 mnmmﬁa’wau m:@'faaz&aﬁmmmwn"\alu%’uiaaNan'\smﬁaﬁmﬂ:ﬁméuﬁdwaumaa;d”wﬁm
6.3 lunstﬁﬁmhﬂwnmsv‘hmsiiu@Taamumﬁa'wauu,ﬁ'az«iomﬂﬁmm:ﬁqnmw YAV TIb b 12l PrTA i
v\ﬁﬁas”awaéf’aaahamiﬂUs{muazﬁaoa’am@uﬁ'nmm’hmuﬁﬂmuwﬁmsdamaﬁLﬂﬂ:ﬁuazl,ﬂmﬁ'm‘imau
dldelunsaradienzigunw Tunsdinwudnenls dullaugudnsmciams visnad aaﬁ’m’ﬁ;uﬁnﬁ f
Inifdranespmswalilsmenna Tanlbidadldiela 9 mols 30 wivaniuflduudmnlsmena
Uaz °uaaa’ma‘iﬂiﬂﬂ%’uﬁmswmsmuaﬂmmé’onﬁm’uaanmLa:m?a;jwamluﬂ%sia‘h]
6.4 pjmm:@n’aa%’un,ﬂﬁwml,ﬁam‘lné”wmmq vlaflaiiemafeusmndudsznisle g newinua
7. enasing
7.1 FUWILFAINANTANWIANAIAITD987 (Stability data)
7.1.1 lunsdidunsafisusnanannnii 2 2 wxdasddnunmweionansinm Long term stability a i
SwRadnlunadoueauaas
7.1.2 lunsdidunsfonouioonii 2 9 szdasddiunmwineraMsAnEANNAIRITa I NTADY
wudnlunzadoueanusns wazldSimesawasusasanansnnglsunavasuism
7.1.3 osnidumnfidesscaanould daauuulanamIuEaIAMAAIRITBIINERAINTAZAIY UaS
L%’amaé\"’aumsm{wﬁmm:aummsmﬁ'\ﬁ'm?"sm"l@"luﬂ'nuw”m?uﬁ'l’ﬁn”mj"ﬂw LRZABIUEAITILAZIBG
%aaaﬂﬂiaaﬁuﬁagalutana’\'sﬁwﬁum
wanome  §WBsn

1 = General requirement YINFUA TUEWATL Finished product ziJLL'UU Injections (Parenteral preparations)
2 = Finished product specification PBIBTAWULIL
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1 Em'li‘ﬁ 10 Pemetrexed disodium heptahydrate 500 mg for injection

malszmesaninavaseo® 1 § WY 2857

‘T;‘a g1 Pemetrexed disodium heptahydrate 500 mg for injection

AnsaNLaNna
1. \Jumaendadaanida
2. u 1 vial Ysznauale Pemetrexed disodium heptahydrate ﬁ'augan"u Pemetrexed 500 mg
3. Uﬁﬁg‘luN’]’ﬁu:UiiqUﬂaﬂﬂﬂﬁ%"lnl,%a aain
4. aanazy - Hap1 FIUUTNOUMENEIAYUITANAULTI TUNER 'Tm?vumq \nfinde uazaanzfoudiue
isthetauunussnimed
- UUMTUELTIENae atiiand: aamﬁ‘am Ul EnauaILNfIATgY AINULT i’uﬁvumq RTINS

a . . v o, o & 4 @
amaauamamana " (li official lwndséiiuvisuas USP 35, BP 2013 Saaniznssunsy Mdidwanas

° o

fedslunmsdarnamans iR nIzUaden )

9

1. ISanmeaendnny 90.0 — 110.0% L.A.of Pemetrexed

2. ldentification m'mmumuﬁs:qlu Finished product specification
3. pH’ 6.6-7.8

4. Sterility Gl‘i’lﬁlchuﬁ’m‘ﬁiquu Finished product specification
5. Particulate matter m’ﬁm’m@l’mﬁi:qlu Finished product specification

- BRMATWIA 2 10 um 1aiifin 6,000 YA

- symAzwe 2 25 pm Litfin 600 aynn

6. Bacterial endotoxins Gli?ﬁ)bhuﬂ’luﬁi:qlu Finished product specification
7. Uniformity of dosage units @5’)’1)&4"1%@1’111#53141% Finished product specification
8. Water content” NMT 4.0
9. Constituted solution @S’aﬁlﬂi’m@l’\mﬁiquu Finished product specification
10. Impurity2 - Unspecified impurity : NMT 0.20

- Total impurity : NMT 1.20
léa%v(‘ﬂg% 9

1.éﬁtmmwmmanmmﬂﬁfuagmgmfuﬂnﬁ suduen s mingludsanelng ussduas (declare) UNEINER
1.1 luddgymsiunadoudiiuem me.2 ne.3 no.4 ufudnsd)
1.1.1 lunsdiniduenfndaludszineglng nanefls ne.2
11.2 luns:ﬁﬁtﬂumﬁﬂL‘zT”nﬁian’mu.imssg nanefia ne.3
1.1.3 Tunsdifdusiidhanansdsana nanedle ne.s
1.2 ludaatunsidoue ne. 1 vasenfiiauanen wibanwaziBuavadensniuugnwad
rdaeianuAtunsfowld (finished product specification) mrﬁﬁag;s:wi'mn'lsl,ﬂﬁuuuﬂmu,n"'lvLﬁutﬁu

wdDILKLLEATRSad I M WENENNTIaUA LaWTa finished product specification
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2. LENANTIUTAINATIIUNTHAALN
2.1 psdingmaalusamalng fuiadesiidunmninoniifessasnasgmnisniagau
WANMUAI SN IAF LUN1INRALTILEINTINTIMBTITGY (GMP "3 GMP/PICS) Tunsaeenfilananie
2.2 nsdAiuwgmingendlsama  graadasiidunmwiewiifaiisasmasumanien
muvxé’naneﬁ"?ﬁmi'?{ﬁlumswﬁmmmaaﬂszmﬂtgwﬁm #5a Certificate of pharmaceutical products
3. m'ﬁ'l.auaﬁaqLﬂumﬁu‘}ﬁﬂLﬁmjwaw?agij,muémmzJ (URAILBNRITTUTI)
4. z%%mm'wn"mLanmsqma“’numwaomﬁmuaﬂm
4.1 wamsavaviaTzRg I HREan 1A (Certification of analysis) 'l,ums;uﬁduﬂuﬁaama
4.2 nansanIale TR MWInnAL(Raw material) vasdadenyildlunnaam ﬁ%maacjwﬁmm
wazgHinIandu ﬁl,ﬁus;mﬁmﬁ‘u uauﬁuimﬁmﬁ'umﬁ"msjwﬁd\s (WENILBNAITILTDY)
5. @21881498
5.1 fluaTIAN dasddagsenagnioy 3 Wi Faumunuurasnuansveld
ﬂﬁun"aumuﬁ'n"mu@luﬁ'w"aqmauu“ﬁﬁ"ﬂﬂ'ﬁ'w@'\’u
6. msﬂs:ﬁ'uqmmwmﬁa’wau ( UFAILANAITANTTUUTEN)
6.1 mq’uaomﬁdauam\”aﬂajﬁaﬂniw 12 1fa% HUINNIUFINA
6.2 mnmmﬁdwau a:ﬁaadaﬁnmmwmﬂ‘l‘u{usaawamsmnﬁmm:ﬁm?uﬁdwamsao;ﬂi’wﬁm
6.3 1umrﬁﬁ'mhawnmsv‘i'\msejuvTaazi'wm‘?‘idwamﬁadommﬁmﬂ:ﬁqmww wiBwATIzYn
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gltanelumsanad mﬂ:ﬁq o Tunsdifinuinenlal Lﬂu"lﬂenuq MR NBUSLANNE AU TITNTLSENATAa N
sjuiindalmifidanaspudoweutilsmenna Tavhifedlsiwla 9 malu 30 Fukuaniuilasuudinn
Tsswenunauaz mammﬁn%vlsj%'uﬁmsmmsmzmaﬂmmﬂ”anﬁh'maogil’myua:m%agwﬁm'lua%’v\wia‘hl
6.4 Q’uwa:ﬁaﬁ'mﬂﬁuuml,ﬁam‘lna”mmmq wiaflaiiamaausmnaantsznisla g deurmua
7. WNEEUY
7.1 FUWUAAINANTIIANBIANNAIAIVAIT (Stability data)
7.1.1 lunsdidunsifiousnunannnin 2  axdasfdumnnawinenan1sdnen Long term stability anufi
fuRadulunadousnanuaas
7.1.2 lunididunsifiousnunasnii 2 § ssdasiidmnmnanoransdnsnananidivasnaiuiiou
Wadnlunsdoueranuaas wazldfunsaswasisasanansnngiswnvesuiun
7.1.3 ssnnidugidaazatonanld dasuuuIaNaTLEAIATINAIRIVAILNMERAINTALANY UAL
Lf:'amaéﬁﬂmsﬁwﬁ'mm:aummsnnT"srTucﬁ'qm‘lﬂ"lumwmﬁuﬁumfﬁucgﬂau LAzRBILAAITIEALELA
‘fiaaaﬂﬂﬁaaﬁ'u'ﬁaga’lutanmsﬁ’m"um

wangmg 81983910

1 = General requirement VILNRTATUEMTY Finished product g‘lJl,LmJ Injections (Parenteral preparations)

2 = Finished product specification 189819 %ULL
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s98M9N 11 Tacrolimus 1 mg Capsule

aalssmavewinguanysti 10 U8, 2557

Zon Tacrolimus 1 mg Capsule

amaanianaly
1. 1uenide sfasulsenu
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