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s78n1sN 1 Bevacizumab 100 mg/4 mL Injection

aaliznasoninguanzo® 2 § #U. 2558

Fom Bevacizumab 100 mg/4 mL Injection
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1. ilusnsesanoly Unaenide dmduda

2. 1w 4 mL Ysznaudle@sn Bevacizumab 100 mg

3. ussg'l,um’nu:msqmamﬂswﬂmm%a

4. aanTzy - Fop FImIzNaUMENAAYUAZANUTI TUKEN Fuduay wfinde wazinanzdon
dnsuen Hagradauunussaiud

- UWMTUTUTINAN adwaﬁanﬁau:q%am fHudsznaudn &Ny AN i’uﬁvumqua:

\npfinde

a 1 . . L A o v a
amaatamenana’ (i Official lunasénsu USP 35, BP 2013 danmenssunsyltiduiana1sansds

lunsdarhaman¥IIaWIZU8I")

1. Potency2 (by bioassay) 08-12x10" U/ mg
2. Identification mswo«i'\uﬂ’mﬁ‘squu Finished product specification
3. Particulate matter ms’:’%&i’mmuﬁixﬂu Finished product specification

-gw@ = 10 pm lailfiu 6,000/container

-aw@ = 25 pm litAu 600/container

4. Sterility mmmumuﬁsquu Finished product specification
5. Bacterial endotoxins Gliailbi’wumuﬁiquu Finished product specification
6. pH avaarwAaiszyly Finished product specification
7. Volume in container G\S’Jiwi’mmuﬁi:qlu Finished product specification
8. Purity and impurities mms«"\umuﬁi‘i:q‘[u Finished product specification
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1.z%'ummwrhmanmﬁfmsvl@'f{uagzymifuﬂnﬁ pudus s mvinglussneng wazduas (declare) Lnsanae
1.4 Wwidgnisiuwnadisudiu mo.2 no.3 no.4 ufuensid)

1.1.1 lunsdindueniindelutszinglng wuneds ne.2

112 'lunsrﬁﬁLﬂumﬁ'\L’E’\Lﬁammﬂamsq waneds N3

1.1.3 lunsdAdugindramnasdsane wanefls ne.4
1.2 ludvatunzifoun ne.1 wia 8.1 vasnfilaueman wiunuazdoavatansmuquammnyes
nRaranafidunzdiswly (finished product specification) nstﬁﬁagsw'ﬁ'\omﬂﬂﬁﬂuuﬂamn’”lmﬁmau
am”am.mmanmséﬂmewmumwaurﬂm (8.5) UWSaw finished product specification uaz/mIe Drug

substance specification
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2. 1LaNMTILTBINATIIUNINAALN
2.4 nsdifgmdalwsanalng HriadasdidumnmudiowiiFasusasinaspunsniamaumaninos’
MR lUNINE ALY BINTTNTNATIUFY (GMP 38 GMP/PICs) Tunuaaefiianee
2.2 nsdifudiweningroindrodsana ;‘\]‘wﬁm"aaﬁﬁwmewrhzmﬁ'o?ia%‘usaammg’mmrwﬁmmmu
%é’nmm‘vﬁﬁmsﬁﬁ‘lumwﬁmmmaaﬂszmﬂa’nam %38 Certificate of pharmaceutical products
3. ﬁummwn‘wmanmsqmﬁ”num:maomﬁmuaﬁm
3.1 NamMIaTIRIleTIzR M WNRAA T8 afHE e (Certification of analysis) 1umjuﬁdmﬂwﬁam
3.2 uan1IATIIATRRNIWIAGAL (Raw material) yasdndrAgAlFlunndann Yﬁmaogwﬁmm
ua:g,"wﬁmi’@lqﬁuﬁl.ﬂm;mﬁmﬁ'u ua:;ﬂu@'mﬁmﬁ'vmﬁ'zamaﬁ‘a‘q (LEAILBNATILTEY)
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Inaifidranasgusansulilsonenna Taslisasldinla 9 nolu 30 Fwiveniuilésuudmnlsmena
wazpeRINENT isURM TN MITEHE T ENRINENY aag{mmm:m?a;jwﬁm’luﬂ{wia‘lﬂ
6.4 Qmm:m’aas"mﬂ?iuumLﬁauﬂ.nﬁmﬂmq wiaflaiiamsfausnmiauinua
6.5 MIvaFINABINIUAUFUNYE # 2-8 eenLTALTE® LLY Cold chain system ﬁ‘lﬁmmgmmum”mnmvﬁ
GDP (Good Distribution Practices) lasuaasiansnsusznay
7. WnEIhu 9
7.1 FUWURAINANIANVIAUAIAIVBILN (Stability data)
7.1.1 lunsdidunzdongnanannnit 2 9 sxdasdidmiuinmenaan3dnmn Long term stability anamin
wudnlunafougunuaas
7.1.2 lunsdidunadougnuntesnit 2 9 axdasdidumnmwinsnanmsanwanunssaassneufion
Waudalunsdougauses LLa:Vl@ﬁ'un'\saauw%”maamnmsmmjﬁéwmwaaﬁﬁ'ﬂ
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1 = General requirement V8INFEA1TU ﬁﬂﬂ%’ugmmum Injections
2 = Finished product specification YBILARUDL
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swam‘a’ﬂﬁqmé‘num:mwntmnﬁ’wLanmsmsﬁ'ﬂ%anﬁﬁmﬁm
WwuN M29 /2558
185N 2 Capecitabine 500 mg Tablet

muﬂszmﬁwmaqnaswﬁ'm 24 8.0, 998

M Capecitabine 500 mg Tablet

ansantanaly

1. \ueudewfauRay (Film-coated tablet) fmsLTUUTENY

2. 1w 1 e Usznaudiu@aen Capecitabine 500 mg

3. ussaluunsapdiifivavans wSo biister pack Jaafin

4. 98n32Y - Haen fUUIENIUAIL AR YURTAUUTI TUNER ’S'uz?vumq Wwvfine wasiaunzdow
Fsuen 'L'J”as_i'xa’ﬁ'mwuumsgn”m‘ﬁ

v e o ' o o o o & i a
= UULLNIEN aﬂjduaﬂ@]ﬂdﬁ]{'ﬁﬂﬂj a’)uﬂi:ﬂau@]?ﬂ']a’]ﬂfy ANVLT 'Juaua']q Lla:lﬂ’ﬂ'ﬁwﬂﬂ

amaiamamaia’
ANFNLEANIINARA USP 35

1. USunue mﬁ'lﬁ'mv 93.0 - 105.0% of the L.A. of Capecitabine

2. Identification By Infared absorption : @731

3. Dissolution gasusaansazane liaondt 80%(Q) of the L.A. of
Capecitabine Tuiaa1 30 Wit

4, Uniformity of dosage units AT

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%
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1.ﬁ'\mewmmanmims'lcvﬁ'umg,mumifumtﬁﬂu@‘hs"umtﬁaﬁmmaluﬂszmﬂlm uazdue (declare)
UNAINES
1.1 luéﬂﬂ”ngn'lsi‘fumtﬁmu@‘iﬁum (n8.2 n1B.3 N4 UAUANTHL)
1.1.1 Wwnsdiiduefindaludsnelng waneds no.2
1.1.2 luﬂﬂﬁ‘ﬁ.Lﬂumﬂ’lLﬁﬁtﬁﬂﬂ’]?&ﬂdﬂﬁﬁ} wunefls ne.3
1.1.3 luns@dugniidrandetsana nansfs nod
1.2 Wémedunzifone o1 wie o1 vasenianasan wibusuazBsaNITaNIRIUgUR MW 89
wiaA i Atunadowly (finished product specification) ns:ﬁﬁagﬁ:ﬂdwn’mﬂa‘uuu,ﬂmuﬁ“lmw‘i'mﬁu
AAILUVLBNAITEUWIMWEENITVBLA L2 (;l.5) UIWIBY finished product specification uaz/%3a Drug
substance specification
2. LaNENITUTAINNATHIUNITHA AL
2.1 nsdfgmaalnsanalng drAndsslidmnndemiifesusaunaspunisuiasiana
%é’mnwﬁﬁﬁmsﬁﬁlumwﬁmwaanszwﬂammsmqﬂx (GMP w32 GMP/PICs) luninasflanauy
2.2 nsdifdueindroneretsuna HrAadpalidmnwineniIRasusasanaspIunsuien
mwﬁ'nLnm'ﬁfi‘ﬁ'msﬁvﬂumswﬁmmmaaﬂs:mmjwam %38 Certificate of pharmaceutical products
3. mﬁmua@Yauﬂumﬁn?ﬁmﬂu;jwﬁmﬁa;jtmuﬁ"mmg (WEHRILBNRITILTEY)
4, é’ummwrhmanmsqmﬁ'nwm:maamﬁmuaﬂm
4.1 manIanailaTeigunwnAanurfvasivia (Certification of analysis) 'Luzm;u‘v‘l'dol.ﬂum"aaﬂw
42 Nammﬂﬁmﬂ:ﬁqmwwfﬂqﬁu (Raw material) maaﬁ’aﬂﬂﬁwﬂ”mﬁ1ﬁunwswﬁm91 vfwaovd’nﬁwm
Ltazﬁj’wﬁmfmqﬁuﬁtﬂujutﬁmn"’u ua:tﬂus;mamﬁ'umﬁaatmﬁaia (LRAILANFITTUTAY) A ILAAINITATIY

Qs :
Capecitabine 61\‘1%1

AnauianwImana : UsSP35
1. YSnmdasndany 98.0 - 102.0% of Capecitabine
(Calculated on the anhydrous and solvent-free basis)
2. Identification 379 uA 23T 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 ATIF
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5. f8En9EN
5.1 flauaen dasdsdiathenathaios 3 wisuTsioe Saduduniuaasroasioeles
mumumuwm'ﬁuﬂ'lummaﬂmauumm'lﬂmmu
6. MyUsziugmnwenfigauay (uFRIBNEINTIULERN)
6.1 a'm'uaamﬁdouauﬁao‘lﬂﬁaunh 12 168w RUNTUFINEL
6.2 tmnnefidsaay mmmaommwmwmﬂ'lususawamsmnamﬁmmswnawamjamnan
6.3 ‘lunsmmnmUﬁﬁn'ﬁmmsaumamomﬂamamwaamszmmswmﬂmmw WY TITITIEYN
v\maasawamamamfﬂwmw’maoaomtwuanmummumm sInIEaTR I neilanlugiuAasey
m'lm’m'lummnmmswwmmmw lunsmﬂwmwmvluLﬁuvlﬂmmmanummwm US¥nez maqmmswwam
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u,a*mammzmﬁvlmuwmsmmsmuaﬂmmmnm’mammﬂua.,/mawwamluﬂsma"hJ
6.4 mnmmaasu:.ﬂauuml,uam"flnwmms.l maLuam@mstaauamwmuﬂs"n'uﬂm6] niaufnue
7. anansdug
7.1 FNUUFNIHANIANYIAMNAIAIBIE (Stability data)
7.4.1 lunsdidunadonosmannnit 2 9 wABIllFUMINEERANIANY Long term stability aaifi
BuwRudalunzfouenanuans
7.1.2 lunsdidunsifdoneutoond 2 4 AT EUUIMINININANIAN BN NUAIRIVBIBN U
Wandulunsdonenuiuans ua:'lmumsmumsmaoLanmsmnwummwaamtm
72 nydinlilsonduuny daslinangumeimnisidate Ieusaenanisansis Bioequivalence study lu
uummmumvunum@uuuu muﬂu‘lﬂmwamnmmmsanm’mauuamaonaamuaum nN92NI9
mmsma’u

NaEIAG 1 81983370
1 = The United States Pharmacopoeia 35
2 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies ua:ﬁﬁa
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51yaztﬁzmqmé’numzmmmmnﬁﬁmanmsmia‘fﬁ%amsﬁ'm«n‘m
a2l M29 / 2558
181N 3 Dacarbazine 200 mg for injection

aulsznadminguasusiit 24 .0, 2558 ’

Hoen Dacarbazine 200 mg for injection

amaiana
1. iwmasdsande JUUUY Freeze-dried §1M17w3aIndas8anu (White or pale yellow) #sudanse
R MaanlRandn
2. lu1 MTUVTIY sznavsiudren Dacarbazine 200 mg
3. usssg'lumﬂmsfgmﬁmﬂswm%aﬁﬁﬂ Type | glass Yasruugs"?
4. amnzy - Baen fulsEnaudIt A YuazAINLTY TuNEa fu%ﬁsmq WUAKER waza Nz
dsuen 'Hazha'&'mauuuussagn”m‘ﬁ
- LWMTUELIINGR aﬂwoﬁaﬂﬁaaxq%‘am saulsznaudinndnn auuse 'S'uﬁvung uaz

WU HRS
amauiamanana ?
AMFNLAMIImMaRA USP 35 BP 2013
1. PBnmamdagy 90.0 - 110.0% of the L.A. of Dacarbazine | 90.0 - 110.0% of the L.A. of Dacarbezine
2. ldentification AN AU

3. Completeness of solution | @19 % -

and constituted solution

4. Bacterial endotoxins NMT 0.52 USP EU/mg of Dacarbazine A5

5. pH 3.0-4.0 mnchumuﬁs:qlu Finished product
specification

6. Water NMT 1.5% m’:amumuﬁs:qlu Finished product
specification

7. Related substances - 2-azahypoxanthine : NMT 1.0% By liquid chromatography

- S-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 NTIU ATIVHIU

G

(89%8) o % .......................... Usssrunnienssunig
(Wwalu3 g3z29d)

o
.'lem ........ nITUNIY (BIBB) oo e NITNNT
(WA TIRLR) (Wsmyane 1e1763)
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amantamamana

ausiAMaInaiia USP35 : BP 2013

10. Particulate matter ATIIU AT9H U
-UUa 2 10 pm laitAin
6,000/container
-8 2 25 pm LiAiu

600/container

11. Uniformity of content ATIINTIN AT

naELna 1.0 mﬁwmf'ﬂwmoaoaauﬂuauu‘nmﬂmmmalvmn'n nsailaif Wauwinue Lﬂu"lﬂmm.l'symﬁnnmummsma‘u

L’?J\'l m.v'ahﬂm 11ﬂﬂluﬂﬂﬂ§iEJ‘IN‘lw'llﬂdﬂmuﬂfi&lﬂ’ﬁﬂiuﬂ’.l@ﬁﬂ'lil'l
2. Nammmauqmauummommﬂ 61aamaa@mnmmﬁwmwummnu *ﬁa'ls'fwmtﬁﬂueiaﬁ']ﬁ'm‘mﬂm:nﬁumi
DIRIIURTEN nszmwmmsmqm

Goulugw 9
1. mtmmwmmanmsms‘lmuaummuw.,mr_lum"ﬁu:mw admiineludsunelng uasduas (declare) UnaINAa
1.1 ‘lumﬂmmﬂuwmﬂummm (V8.2 n8.3 ned uaudnTeL)
1.1.1 Wnsdifiduindaludssnelng wneds ne.o
112 lunsmmﬂummwmwamsu.mussa wuais ne.3
1.1.3 ’lunsmmﬁummmmnmms*mﬁ nnaie ne.d
12 Weasdunsidouen ne.1 w30 8.1 vasefiEuaia wsasmmmaUﬂmmanﬁmunuﬂmwwmm
nAaA TRt Towly (finished product specification) nsmwam*vrmmnﬂanuuﬂamn"'[mwumu W
AnduuuanmIILMwEtsmyvautly (8.5) iw3aw finished product specification uaz/M3a Drug substance
specification
2. LANAITUTDINATFIRNINAAEN
2.1 nsmngmaaTusanalng wmwmaaumtmmwmwmaasmaamma’mmwammmwanmm'n
'aﬁmswﬁ'lumswmmwmns*mwmmsmw (GMP w32 GMP/PICs) lunanagniiauane
2.2 nsdimdueingreindiegse, SINd Nwmmawmmewmuv\maamsaammﬁ’mmwawmmu
mnmm‘mﬁmswﬁlumwamm’uaoﬂs.mﬂwwam #38 Certificate of pharmaceutical products
3. a’ummwmmanmiqmanunwmmmauaﬂm
3.1 NammnﬁLﬂﬂ:ﬂ'ﬂmmwNﬁmn"m‘ﬁmaaﬁwﬁm (Certification of analysis) 'lums'uﬁa‘uﬂuﬁ'aazm
3.2 Nanwm’;w,ﬂs']:mmmwmnﬂu (Raw material) maommmﬂmmﬂﬁ'lumwamm m’uamnamm
ua.wwammnﬂuwLﬂusummnu u.a,Lﬂusmmrmummammm (LRAILBNFITTLIDY) ABILFAINITATID

1.2
Dacarbazine mu( M )

(wwalud gazad)
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G,
AMFNUAMIINaTA

1. Bsnmirendne
Ry 97.0 - 102.0% of Dacarbazine 98.5 - 101.0% of Dacarbazine

(anhydroys Substance) (anhydrous Substance)

3. Residue on ignition

4. Related compounds - dacabazine‘related compound A

NMT 1.0%
- dacabazine related compound B
:NMT 1.0%

1) 2-azahypoxanthine I NMT 0.29%
2) 5-amino-1 H-imidazole-4-
carboxamide : NMT 0.1%

3) -N-methylmethanamine

: NMT 0.05%

4) Unspecified impurities : for
each impurity, NMT 0.10%
5) Total : NMT 0.5%

6. Suifated ash - NMT 0.1%
nangve 1. ma'nmwn"lwmaamauﬂuauvmwummmalmmw nsm'LummJwnLmLﬂu'LaJmaJUs:mﬂnszmnmnmam
e 9

L‘iﬂ\‘l 7:Uﬂ15137 lﬂ'ﬂuﬂi}ﬂﬂﬂwuﬁl'ﬂﬂﬂﬂ%ﬂiﬁ&lﬂﬂiﬂﬁ»ﬂ?ﬂ?’]ﬂ’m?
2. Nﬁﬂ']ﬁﬂﬂﬁaUﬂmﬁ&lUﬂ‘nNmﬂuﬂ ﬁaaimaomnmaﬂfﬁﬁuauummnu m'lﬂwmmnuwamum‘mﬂnumsum:
INTUBEN ﬂi“ﬂi’ldmm?mijﬂl

4. JlauaTINIAIdIcIatItnat kel 3 miagLTY sl smLﬂumumuamﬂumam‘lﬂ’ﬂwﬁuumuﬁ'ﬁmua
luiade qouaanidvialudnadu
5. mmauamamﬂumnuswmﬂuwwawsawunumvxmu (UERdLaNaTTLTRY)
6. msﬂswnuﬂmmwmna\mau (LAILBNAIINTTUYSZAYH)

6.1 mmlauu‘mmuaumaﬂuuaumw 12 \@a% WuaInTudnay

6.2 mwmmnasuau amaama’n,mmwmu’[ususamamsmammswmmm‘nawaumaonwam

6.3 1un7m’nvammwmsmmmumamamwamamwaawsammﬁmﬂmmw nihgnsmseimide
sawamamom‘[ﬂuwmmmammtwuanmummummuswmsaamﬁmwmmuauﬂumnwwaum‘lmw
lumsaraTinnziqmunn 'I,unsm'nwu'nm'l,mﬂu‘lﬂmuﬂmanummwm mum,mmmmsunwamlmuﬂm
nasgmdsvaulilsaneuns Taglidadld9sla 9 nelu 30 muummuﬂ‘lmuummnisawmma UAZYD
amuawﬁvlmuwmsmmsmuaﬂmmmnmwaogmuu,a:/magwam'luﬂmavhJ
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7. lanm3aug
7.1 éumuamwamsﬁnmmmﬂm"waom (Stability data)

ad P ' ¢ A » -
7.1.1 1unsmwmmuummmnn'n 21 WARINFWMIN NN TN Long term stability anafighy
vRudulunzSeugaugeg

71.2 ‘lunsrﬁi’fumtﬁuummﬁaﬂnﬁ 21 ﬁ]:ﬂ"aoﬁa”’nme‘wn"]Unamsﬁnmmwm@ﬁmmmmuﬁﬁu
Lﬁmﬁwlumtﬁuummuam ua:‘l@”s"nnwmmu%’mauanm‘smncjﬁé’nmwaou%ﬁ'n

7.1.3 LﬁaamnLﬂumﬁﬁaoazmyﬁaulﬁ” ﬂ"aauumanmmaﬂamwmm"maammwa"amsa:mﬂ uazida
mm”mmsﬁ’nﬁmm:aummsmm’wﬁ'um“:m‘l@‘luanmm’uiu?ﬂfn”uqﬂw unzAauRIITILAz e darannday
fudayaluwanasiituen

nnswe 81980
1 = The United states Pharmacopeia 35
2 = British Pharmacopoeia 2013
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