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3.1 Finish product specification™”

1. WInnmdasndey mmmumuﬁ'szq‘[u Finished product specification
2. Identification m’sﬁ]ﬁhu@l’mﬁi:ﬂu Finished product specification
3. Dissolution m’mmumwﬁs:q‘[u Finished product specification
4. Weight variation 38 AT

Uniformity of weight (mass)
5. Impurity / Related substances @S’Jﬁ)mumuﬁszﬂu Finished product specification
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i’mmin 2 Fluorouracil 50 mg/mL, 20 mL lnjectlon

17 SA, 2562,

ﬂﬁNﬂizﬂ1ﬂ%ﬂﬂ1ﬂquaiﬂﬁﬁ1H v

1. %981  Fluorouracil 50 mg/mL, 20 mL injection

2. amaniana
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2.1 3uuuy Wumsazansyseninds la dwivdadimasntand

22 dwmdnney  isznausay Fluorouracil 50 mg/ml lussas zaedsunes 20 mL 1u 1 vial
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2.3 MTUzUITY msa’lummmﬁammﬂﬁﬂmma’nu@mmm type | uawmﬁnmmﬂmnmm‘ )

2.4 28N s~u'5am sruthznaudindenuazanunss Junse auauaw WVTiNGe waziay
nzidoudnsuen Lmnﬁn’lsmmnmm'bamomwuuuusmnmm

- UUWMTULUTIYEN amouasmasmwam wiaavamas samtsznauszuwIan Ny

AMAUIIVIEN Lﬂ"ﬂ‘ﬂNﬂ@l 'Juaum Elqvh'ﬁ@ b9

3. andENLANIIINATA

3.1 Finish product specification™”

- YBanadadegy 90.0 - 110.0% of the L.A. of Fluorouracil | 90.0 - 110.0% of the L.A. of Fluorouracil
2. |dentification AT ATIVEU
3. Bacterial endotoxins NMT 0.33 USP EU/mg of fluorouracil mnmum&lﬁiquu finished product
specification
4. pH 8.6-94 85-9.1
5. Urea - ATIAHIU
6. Related substances - ATIINIU
7. Sterility AT ATITIH
8. Volume in containers ATIANU AT
9.Particulate matter ATITNU ATIHIU
- UMATUIA > 10 pm
aitiu 6,000 auUMe
- AUNINYUIA > 25 pm
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3 2 Drug substance specmcatlon Fluorourac:l M@

1. ﬂsmmmmmam

98.0 - 102 0% of the L.A. of Fluorouracn

(calculated on the dried basis)

98.5 - 101.0% of the L.A. of Fluorouracil

(dried substance)

2. Identification

AT

ATITHNIB

3. pH

45-50

4. Impurity F and G (Urea)

- Fluorouracil related compound F : NMT 0.25%
- Urea : NMT 0.2%

- Impurity F : NMT 0.25%
- Impurity G : NMT 0.2%

5. Related substance /

Organic impurities

- Fluorouracil related compound A : NMT 0.15%
- Fluorouracil related compound B : NMT 0.15%
- Uracil : NMT 0.15%

- Fluorouracil related compound E : NMT 0.15%
- 5-Methoxyuracil : NMT 0.15%

- Any individual unspecified impurity : NMT 0.10%
- Total impurities : NMT 0.5%

- Impurity A,B,C,D, E : for each impurity, NMT
0.1%

- Unspecified impurities : for each impurity,
NMT 0.1%

- Total : NMT 0.5%

6. Loss on drying

NMT 0.5% (at 80°C for 4 hr)

NMT 0.5% (at 80°C for 4 hr)

7. Heavy metals NMT 20 ppm NMT 20 ppm
8. Residue on ignition NMT 0.1% -
9. Suifated ash - NMT 0.1%
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2. 18NFITTUTDINATFIRMINAA L
21 nsdifiemaaludlsamealng Hriadasiilenasivssanaspumsnammunaninasiuas3in gy
MINANLT PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taumiaenu PIC/S participating authorities
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6. fiauanan (dune) Busanlonidndyanianaruimne g
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318N1N 3 Kfosfamide 1 g for injection

17 SA. 2562

m'mﬂsznmé'ow‘i'nquaﬁarﬁ'lﬁ

1. o lfosfamide 1 g for injection

2. amansiana

2.1 guuuy Wurenannids smsudn

2.2 dwwdszney  dsznaudiuaaen Ifosfamide 1 g 11 1 vial

2.3 MTusuITy ussq‘lum’nuzussqmﬁﬂﬂﬁﬂmnv‘faﬂﬂaﬁw

2.4 a8 - s:q%am FIUUTNaUAIENYURZANILI TUKER fu§umq WUTNAR uazinY
nzidoudrsuen Lt,a:"‘a‘ﬁ'nmﬁu%'nmm'l.‘i’aziwfmwuumsqn”m‘ﬁ

. (Y (Y P a 4 [
- Uuﬂqﬁ%’JUﬁfg 81 ﬂﬂqduﬂﬂmaﬁﬂq'ﬁﬂﬂq $I9TaMIMIAI FIudsnauuazruIanINy
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3. andnIAMIINaka

3.1 Finish product specification'™*'

1. MRnmdmddy 90.0 - 110.0% of the L.A. of lfosfamide

95.0 - 105.0% of the L.A. of lfosfamide

2. Identification avu

AT

3. Constituted solution / AT (Clear)

Appearance of solution

AU (Clear)

4. Bacterial endotoxins NMT 0.125 USP Endotoxin Unit/mg AT
5. pH 40-7.0 40-7.0
6. Water NMT 0.3% NMT 0.5%
7. Sterility AU AT
8. Uniformity of mass ATIINIY AT

9. Related substances -

- Impurity A or Impurity C : for each impurity,
NMT 0.25%

- Impurity B : NMT 0.15%

- Unspecified impurity : NMT 0.15%

- Impurity E or Impurity F : for each impurity,
NMT 0.25%

10. Particulate matter ATIFY AT
- BUMATWIA > 10 pm
4i\An 6,000 auMA
- BYNIABUA > 25 um
it 600 aumA
(CREL) WR O UsemMuAmEnITNNg
WRFNMASYY Usenisinw)
-
4 4
(m’ﬁa)..........% ................ NIINNT GEET:) N % ........................ nITNM3

(WNFTUIA NaITed) (WHENIUUANS  WguYa)
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3.2 Dru substances ecification : ifosfamide "

1. Yinasendary 98.0 - 102.0% oflfosfamide 98.0 - 102.0% of Ifosfamide
(anhydrous substance) (anhydrous substance)

2. ldentification ATIHU AT

3. Appearance of solution - AT

4. Acidity or alkalinity or pH 40-7.0 ATIININ

5. Optical rotation - -0.10° to +0.10°

6. lonic chioride / Chiorides NMT 0.018% NMT 100 ppm

7. Heavy metals NMT 0.002% NMT 10 ppm

8. Water NMT 0.3% NMT 0.5%

9. Chioroform-insoluble phosphorus | NMT 0.0415% -

10. Limit of 2-chloroethylamine NMT 0.25% -

hydrochloride

11. Sterility ATIH -

12. Bacterial endotoxins NMT 0.125 USP Endotoxin Unit/mg -

13. Related substances - - Impurity A or Impurity C : for each impurity,
NMT 0.25%
- Impurity B : NMT 0.15%
- Impurity E or Impurity F : for each impurity,
NMT 0.25%
- Unspecified impurity : NMT 0.15%

Hagwme 1. nytifiaensd BUIINILIU (waive) MIaTrseLSeMEEEmsle 1%tJuLLamLanmmanmuﬂmanﬂmuaummy

2. Drug substance specification wmsm'mnlmmmwmmw (A drug substance #38lU5ATIEA drug substance ¥84
Nwammmmsﬂ QUUIG]QUU%%G %Gwﬂ’ﬁ@ﬁ’m?Lﬂ?’l”%ﬂivﬂﬂﬂ"]ﬁaﬂﬂﬂ‘ﬂ%ﬂ

3. NEMIATII Lﬂﬂ”wqmwwm Wwlena Finished product specification Wz Drug substance specification Aign954
mnmﬁm"ﬁmﬁmﬁmﬁu Gﬁdvlﬁaw:mmmamummﬂmnﬁumm’lmmawm n?wmommsmzw ﬂianﬂJUGWI’N
mﬂuﬂmmm‘m‘imﬂmu ?JadNLﬁuai’lﬂ’l‘l&lﬂidﬂﬁwﬂI‘NWEﬂ‘]fmﬂT‘ﬂ’lﬂ 51! mommmfmsmwﬁ‘lmnawwfsowmwuwa
tyene WSB amaaLna’m15um1wﬂs~mans~nnammsmaw L3803 ‘i“‘UWlT]EI'] L‘]juﬂu lmunumywmmaaﬂ%nmmi
deememaien

4 4
RBanlydn g
v > d' . v -~ 4 v Ve o =
HIARaNANADERE U INEBLaNFS wsauaomﬂuaiasusamanmsfmgumma INYazdya
o &
Aath
4sQs J = ° Qs 4 o 1 9 i =)
1. LanmsmﬂmuagrmmummﬁumﬁuU"n,ﬁm'mmaluﬂs:mﬁ‘lm uasdLad (declare) WnsINEa
o a J o 8 ]
1.1 lddymstunaidoudium me.2 ne.s no.4 waueinadi)
1.1 lunsdlfduenfindalulsznalng naneds ne 2
11.2 ’Lunsmmﬂummmmammmussm nineds ne.3

1.1.3 ‘lunsnmLﬂummmﬁﬁnﬂmaﬂ?mﬁ nueh ne.4

A
(R O{S*"W‘ ................................ UsesuamznIsunIg

(WeEmesygn Uszrieinw)

Zl A
(83%)............ jZ/— ........... YIS (CELiT2) N @ ..................... N3INNIS

(WHINTIUITT Na9Tel) (WHEIUUINS HIF2YR)

w25 18373 4aniB 7/2563



1.2 ‘luﬁwa-ifuﬂ:muum Ne.1/8.1 vasenfiiauaTien wsa&mﬂa*taﬂﬂm’uamsmuauﬂmmwmaowawnm‘n
mumu‘n*muu (fnlshed product specification) usz mamnuﬂﬂmmwmao'mnwu (drug substance
specification) nmmaus*‘n’mn’mﬂaauuﬂmun"'lmwumu wassukulanmIFuINWiamaurtly (2.5)
YIN3AN finished product specification Wwaz/v3a Drug substance specification 1o mlal.l.n“l'unau’mﬂ‘i SN
tmenmidnnsaiind uszliiu 2 9 o Suvsmadsznenmidnnraing
2. 1@ TTUTBINATIIMMTHARLN

21 nsdngmaaludsanalng Huiadasilianasiiresnaspumniasmunaninasiuasiinsialy
MINENEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tagwviaeamn PIC/S participating authorities
3o JlanmsiLsesunasgiunisninsaumaninmeiuas LB nIATUMINE AL T BN A TN TIINNS
BIMITUBZLT NIENTHNTIIURY ‘mﬁmumﬂﬂuumwaaﬂﬂa”aoLtazﬁ'ﬂLﬁuuﬁ’wé’mnmﬂua:ﬁﬁmsﬁﬁ'lu
mMindaw PIC/S lunuaaufianaviy atudrgaamsaumanIseulasfinan1itusesfetulszne
dznianmdiannsafing

2.2 nsddueningroneedsana HHAadpIdlanmTILTeINASTIUMIKE AL auRA NI uae
’Jﬁmmﬁlummamm GMP PIC/S (Pharmaceutical Inspection Co-operation Science) Taumsiagau PIC/S
participating authorities W38 GMP clearance auumqwmusaumsmmaau Iﬂﬂuwanﬁﬁusaom’mﬂizmﬂ
Umanmdidansefing WIBAYARBATW URIUANTT
3. mnmsnmmmlaomﬁtaua‘mm

3.1 Namsm’mLfmvmmmwwamnm‘nmmtsasﬂmawwm (Certification of analysis of Finished product)
'I,umiunamﬂumama

3.2 mansanndnszinmnwiagauuesdaendeny (Certification of analysis of Drug substance) 7il41u
m'swammsunmLﬂumamemmaawwammuwwwammnﬂu

33 Lanmmsananmuﬂuuummauwuﬁs,wmsummamaa’mnﬂumaammmﬂm (Drug substance)
9n 3.2 nummwamawamnm‘nmmuwﬂ (Finished product) T2 3.1

3.4 HAMIANYA Long term stability maaﬂmomqmaammumwuu"l'm”nﬁ'}ﬁ'nmuﬂnwnssumsmms
WAZED NTINTHATIINFY

35 Luaammﬂummaaaumunau'lﬂs ADILULLANATULAAINUAIAIVDINNERAINTAZAIY LAzIS 8979
mﬂm‘smmv\m:aummmmnumm‘lﬂ‘lum'mwmun'l’nnuwﬂw uszdpuamIMEa S saderaandoany
dayaluenmsiniven
4. aeten

4.1 diauanan dassediacsmnatialon 3 WhgUTIIA A Fududunuusairoandoaldasudan
muﬂmmﬂlummaﬂmauumm'lﬂmwu

CRET:) N Q\J}"""/ ............................ UszmuamEnssums
(Wwsnasyan szt
—
4 ‘/;b‘- r
(CEET) N onssfih.-eer nTsANNT CREL) W— @ ........................ NITUNTT
WHEM I nasses) (Weamuufing mnguyn)

wii3310msiis yeilB 772563



5. msa.lszﬁuqmmmnﬁéwau (uaastanarsmssuiliznin
5.1 mﬁdwauﬁaoﬁmq’tﬂﬂmjﬁaam'j’] 1 T duaniussvey
52 mvgmmﬁdmau a:@"aaEioﬁwmewmU'lﬂ%'maowamsmaﬁmﬁ:ﬁméuﬁdwau
53 nsrﬁﬁ%mmwmsﬁnmssjuﬁaazmmﬁdwamﬁadwsm?mﬁ:ﬁqmmw L1 P Hp b TP ETLY Sy
T99v8R8E9 Iﬂmjmm:éfaadomLﬁwSnmuﬁwmuﬁummwmsdom’aﬂ"imsw:ﬁuauﬂug{uﬁmau
ﬂ"ﬂ’ﬁ"’«j’lUﬁtﬁmﬁaalumsmaa’imsw:ﬁqmmw nsn’iﬁ'wudwmvl&iLﬂuvLﬂmanmé‘nmm:mwnz niIuTITNITU0
m’au?mEvl,ai%'uﬁm?mmsmuaﬁmm@”anﬁmmad ;jmmtazm?a;jwﬁm‘luﬂ%@iavlﬂ
5.4 ;ﬁwa:ﬁaa%’mﬂﬁwmLﬁamlnzi”%mmq ﬂ%@ijaLﬁﬂmmﬁlawamwehnﬂs:m{lﬂs] riaurhwualas s
Fouly
6. Hiduaan (Hre) dusanliunidndggndenasuivue §o5
6.1 N3BNaNMIFNaTIVTIATIZWENT] Imnsu‘i‘nmmam‘mmwnsfm‘%aﬁaoﬂﬁu“ﬁmsﬁvléfumsfm ISO/IEC
17025 Tilwldansnasgrudarmualulsemadszniasan
6.2 NIANA AN U Uﬁ’ﬁﬁﬂ‘ﬁgﬂﬁﬂmﬁuﬁuﬂ'}ﬂﬁ asamalasdninnuaenTsunTewIswaEEN Tumsamaes
syanadaszuy ‘
6.3 nstﬁwuﬂﬂiqummwmnwﬁwﬁmﬁﬁawadawa@iaﬂszﬁﬂﬁwaLm:m’mﬂaa@n”ﬂ@ia;jﬂmﬁ"l@?s”um
7. minmwmwaamuﬁniﬂﬂ%’uﬁmsmwﬁmﬁmﬁmﬁﬁﬂs:i’ﬁgnL’%'ﬂmﬁuﬁuiﬂﬂﬁwﬁfmmﬂm:mwms
ez e luszezen 1 Dreswiulszmeadsenmeanensdnnseiing oL Iudnit o tuasanndiniu
ﬂm:nsmn"ﬁmmsl,l,a:a'rj']'l,@i”ﬁwLﬁumsuﬁ”l,mﬂwzymlut%‘aa@“’ana'nu,a”’s

nAgHA 81989970
1
2

The United States Pharmacopeia 41

1]

British pharmacopoeia 2013

(m%‘a)....% ............. nsIuMSs (aa‘z?‘a) ................. %/

........................ nFINNT

(WU nassey) (WIEIUUANg HI§2YA)

wiil4/unsi3 yailB 772563



IHAIBYAAMANNMIANIEURLT BN TN ITAB O LIT e N
a2l B7/2563
i’lsln'ﬁﬁ 4  Oxaliplatin 50 mg injection
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1. #omn Oxaliplatin 50 mg injection

2. anansiana

2.1 3uuy Wussazaola WHF Unannde dmitiadimsanidand

22 dwmlwney  Ysznaudas Oxaliplatin 50 mg 1w 1 Vial

2.3 MYUUTN umg'lum'ﬁu:ﬁnu%’umnmﬁwﬁmmuﬁd type I Usaanida ua:wﬁgn”mfyfﬂam”uum
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3. AnENIBMIINaRA

3.1 Finish product specification™

1. Bnudnddy 90.0 - 110.0% of L.A. of Oxaliplatin
2. Identification ATIWU
3. Impurities 1. Oxalic acid : NMT 0.6%
2. (SP-4-2)-Diaqua [(1R.2R)-cyclohexane-1,2-diamine-N,N] platinum : NMT 0.65%
3. Diaquodiaminocyclohexaneplatinum dimer : NMT 0.5%
4. Any individual unspecified impurity : NMT 0.20%
5. Total impurities : NMT 2.45%
4, Bacterial endotoxins NMT 1.0 USP Endotoxin units/mg of Oxaliplatin
5. Sterility ATIIHIU
6. pH 40-7.0
7. Particulate matter A773U
- ayMATIIA > 10 pm i 6,000 aunA
- ayMAYUIR > 25 pm i 600 oA
8. Volume in container AU
(GELT) W, m ﬁ“"”' ........................ dsrmuamenTsuns
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3.2 Drug substance specification : Oxaliplatin"’

1. USinmueaensheyy 98.0 - 102.0% of L.A. of Oxaliplatin (dried substance)

2. Identification ATIVHIU

3. Silver NMT 5 ppm

4. Heavy metals NMT 20 ppm

5. Platinum 48.1% - 50.1% of the Oxaliplatin (dried basis)
6. Related substances - Oxalic acid : NMT 0.1%

- Oxaliplatin related compound C : NMT 0.1%

- (SP-4-2)-diaqua [(1R,2R)-cyc|oohexane—1,2-diamine—N,N] platinum : NMT 0.1%
- Diaquodiamino—cyclohexane-platinum dimmer : NMT 0.1%

- Any individual unspecified impurity : NMT 0.1%

- Total impurities : NMT 0.3%

- Oxaliplatin related compound D : NMT 0.1%

7. Acidity AU

8. Bacterial endotoxins Not more than 1.0 USP EU/ mg

9. Loss on drying NMT 0.5%

10. Microbial fimits -Total aerobic microbial count : NMT 20 cfu/g

-Total combined molds and yeast count : NMT 5 cfu/g

11. Specific optical rotation +74.5° to0 +78.0°
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7’12171’1517:! 5 Paclitaxel 300 mg/50 mL injection

adssmesanaguasesit | 7 S, 2562,

1.8021  Paclitaxel 300 mg/50 mL injection

2. anaaniaviall

2.1 Juuy Wumsazmelnannds dnsudadnasaidond

2.2 dmdszney  vsznaudaudaen Paclitaxel 300 mg 1 50 mL

23 mrususny  uInluneuinenda Type | uazusTY aeaaruuae
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3. AmANIAMINARA

3.1 Finish product sgecification"’

- YInudamdey o T e00- 110.0% of the L.A. of Paclitaxel
2. |dentification ATIIHU
3. Bacterial endotoxins NMT 0.67 USP Endotoxin Uimg of paclitaxel
4. pH 30-7.0
5. Limit of degradation products - Baccatin Ill : NMT 0.8%

- Ethyl ester side chain : NMT 0.4%

- 10-Deacethylpaciitaxel : NMT 0.8%

- 10-Deacetyl-7-epipaclitaxe! : NMT 0.5%

- 7-Epipaclitaxel : NMT 0.6%

- Any other paclitaxel degradation product : NMT 0.1%
- Total paclitaxel degradation product : NMT 2.0%

6. Sterility AU

7. Particulate matter AU
- a%MAYIQ > 10 pm liiAn 6,000 a%NA
- BYMATIIA > 25 um i 600 auMn

8. Volume in container ATIIU
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3.2 Drug substance specification : Paclitaxe! "

1. 1]7&11mmmﬁ‘15:y 97.0 - 102.0% of Paclitaxel (calculated on the anhydrous, solvent-free basis)

2. Identification AU

3. Specific rotation -49° to -55.0°(calculated on the anhydrous, solvent-free basis)

4. Microbial enumeration test & Tests for | - Total aerobic microbial count : NMT 100 cfu per gram
specified microorganisms - hiwuvfa Staphylococeus aureus, Pseudomonas aeruginosa, Salmonella

species IR Escherichia coli

5. Bacterial endotoxins NMT 0.4 USP Endotoxin U/mg of paclitaxel

6. Water NMT 4.0%

7. Residue on ignition NMT 0.2%

8. Heavy metals NMT 0.002%

9. Related compounds A. 3t Paclitaxel isolated from natural sources or produced by fementation

- Baccatin IIl : NMT 0.2%
- 10-Deacetylpaclitaxel : NMT 0.5%

- 7-Xylosylpaclitaxel : NMT 0.2%

- 10-Deacetyl-7-epipaclitaxel (paclitaxel related compound B) : NMT 0.5%
- 7-Epicephalomannine : NMT 0.3%

- 7-Epipaclitaxel : NMT 0.5%

- Any other single impurity : NMT 0.1%

- Total impurities : NMT 2.0%

B. Paclitaxel produced by a semisynthetic process.
- 10-Deacstylbaccatin Il : NMT 0.1%

- Baccatin Il : NMT 0.2%

- Photodegradant : NMT 0.1%

- 10-Deacetylpaclitaxel : NMT 0.5%

- 2-Debenzoylpaclitaxel-2-pentenoate : NMT 0.7%
- 7-Epipaclitaxel : NMT 0.4%

- 10,13-Bissidechainpaclitaxel : NMT 0.5%

- 7-Acetylpaclitaxel : NMT 0.6%

- 13-Tes-baccatin Il : NMT 0.1%

- 7-Tes-paclitaxel : NMT 0.3%

- Any other single impurity : NMT 0.1%

- Total impurities : NMT 2.0%

C. Paclitaxel produced by a plant cell fermentation process
- Propyl analog : NMT 0.2%

- Cephalomannine (Paclitaxel related compound A) : NMT 0.5%
- sec-Butyl analog : NMT 0.2%

o 4 \
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3.2 Drug substance specification : Paclitaxel " (Gia)

9. Related compounds (¢ig)

- n-Butyl analog : NMT 0.1%
- Benzy! analog : NMT 0.4%
- Baccatin VI : NMT 0.2%

- Pentyl analog : NMT0.2%
- 7-Epipaclitaxel : NMT 0.4%

- Any other single impurity : NMT 0.1%
- Total impurities : NMT 2.0%

MN’IHWW) 1. nstﬁﬁwmﬁﬂumﬁmﬁﬁu (Waive) mm‘naaaﬁmﬂmmﬂmﬂﬂ lﬂauuamLaﬂmmanmumnanﬂmuaummsl
2. Drug substance specification W‘al’ﬁmm]'lﬂlu'zl,ﬂﬁmma\mnaﬁ drug substance w3oluSaTe drug substance 284
NNRGIE!’]G’]L?QT]J Q‘UUI@QU‘UW%\? ‘N&)ﬂ’liﬂ‘i’)’ﬂ’)Lﬂiﬁuﬂﬂﬁj"ﬂﬂﬂ’l’uaﬂﬂﬁﬂuﬂ
3. Nﬂmsm’muﬂs’lmﬂmmwm wldena Finished product specification wge Drug substance specification 171"5’1\750
i]’]ﬂLﬂﬁ'ﬂ(ﬂTilm‘U‘]JL(ﬂU?ﬂu @m'lmmmmﬂuﬂamunmuﬂm“nﬁumsmmma:m nszmwmmsmqm ns:ﬁqmauu“@
mamﬂuﬂmaom%‘mmmu 'J.IENNLﬁuai’]ﬂ’ﬂ&lﬂﬁﬂ’}&IﬂINWEl’ll!’)a‘lh“’ﬂ']ﬂ LB é“'mﬁuﬂé”nﬁﬁ‘mﬁuﬁlmindﬂﬁ

{ 2 94! Qv aoa
I‘N‘Wm‘uﬂﬂl}?’ﬂ'}ﬂ #3a E)'Na\‘iLﬂﬁ“ﬂ@l’lﬁﬂﬂﬂ&lﬂ‘i“ﬂ’]ﬁﬂ‘i“‘ﬂﬁ?ﬂmﬁ’ﬁmq‘u 304 ‘5:14@]’]‘5’18’] Wudu 'lwunuqaﬂwuwm
ﬂ%ﬂﬁi&lﬂ’ﬁﬂ‘hﬂ’)@i’]ﬂﬂﬂ'}

1. Lanmimsvlﬁé“uaumm‘i‘fuwﬂ,ﬁw@iﬁumﬁaﬁmﬂw‘luﬂs,mﬂ‘lﬂm WazHILAY (declare) UWAEINE®
1.1 'lumﬂmmmuw"mzmmsum (NB.2 N8.3 N4 URIUENTEL)
1.1.1 lunsdifidueiindoludszmerlng WU ne.2
1.1.2 lunimﬂtﬂuﬂ’m’lL’IJ’“ILWEIﬂ’]SLL‘iJGUSi'ﬂ wneis nw.3
1.1.3 luﬂimﬂ’lL‘i‘juﬂﬂu”llﬂl’lﬁﬂﬂ@l’]dﬂiwn’lﬂ wWneie ne.4
1.2 lum"ua'uummtmm Ne.1/81.1 maommma’mm WIBNTBALE U@]WJ’Hamsma.lﬂuﬂmmwmmwamﬂm‘n
mu‘n’uu‘n“mﬂu ,{finished product specification) Ltadlaﬂ’mu@ﬂmn’]wmad’mnﬂu (drug substance
specification) nsnmamm’namfnﬂaﬂuLLﬂaamemem@m ﬂmamumanmsa’ummwmUmwmm”lm 8.5)
VN30 finished product specification waz/%35a Drug substance specification I@U“Uaunuhmau’mﬂim'm
dsmasimdidnnsafing uazlaiiin 2 9 o ’Juﬂswmﬂﬂiwmm’m’]amnmauna
2. Lanmﬁumw’]rﬂis’mmwaﬁsn
21 n‘imnymaﬁ‘lmlivmﬁZml Nwamﬂa\mLaﬂmﬁmaommmumiwaﬂmmumnmm‘muanﬁmmﬁlu
MsuRaeN PIC/S (Pharmaceutical Inspection Co-operation Scheme) la BRUIEN PIC/S participating authorities
%30 manmssmaammmumswammmuﬂanmmmu,a aﬁmiﬂé'ﬂummamwaomuﬂmuﬂmmsmms
IWITUAZEN NIENTNIFIUFY mﬂ'muﬂmui@wmwaa@ﬂaaouam@mmmu%amnm‘mta“’mmiﬂa‘lu
NISHRN8N PIC/S luﬂwﬁﬂywvltauamﬁﬂ mJ‘.Umaﬂmmaummswaauf@ﬂuwamisusaom’mﬂs*mﬂ
dezmeanadidnnsafing

(wEmasyn Useribinm)

............................................ NN (39%a cerereeeeren e NITUATS
(HWEMUIE navses) (WHEIUUTNa HIIYA)

WHN3/ 1801575 -qﬁﬁB 7/2563



2.2 nsmmflummw’lmnmails Zine Nwa@maamanmﬁmaemmﬁ‘mmwammmwanmm‘n LUa
’Jﬁm‘mﬁﬂumwamm GMP PIC/S (Pharmaceutical Inspection Co-operation Science) Tauwin 84974 PIC/S
participating authorities %38 GMP clearance a.uumqﬂmmaumimwaau Tmuuwamﬁmaam’auﬂszn'\ﬁ
dszmaradidnnsafing wWinayaasadw usudnsd
3. lanmsﬂmmwﬂaamﬁmuaﬂm

3.1 HAMTATI Lﬂﬂ“ﬂﬂmmwwamnmtn mmmsﬂma\mwam (Certification of analysis of Finished product)
'lumsuﬂmtﬂumamo

3.2 NammﬁmLﬂﬁwuﬂmmwmnﬂumadmmmﬂm (Certification of analysis of Drug substance) ﬁl‘ﬁ
’lumwammmﬂmtﬂumammwamwmmua*wwammnﬂu

3.3 tanmimEmsmmuﬂuuummaajwuﬁvmnmmmamaamn@u’uaammmﬂm (Drug substance)
98 3.2 nusumwamaowamm‘nmmmsﬂ (Finished product) 4a 3.1

34 Naﬂ'ﬁﬂﬂ‘.lsﬂ Long term stability omammmq’uaozrm'uu‘n:Luuu‘hn"uﬁwﬂ‘noﬁuﬂm:nﬁumsa'lms
Lasen ns:nﬁommimam

35 Lanmmammwmmmmmmuv\mwamomumsﬂmmmvfmmmsnW'mummvl@"lummwwu
‘ﬂ].’liﬂUN‘L"JU ua,mawamﬂua.taUﬂmoaaﬂﬂaaonwaua‘lmanmsmnum
4. A8t

4.1 NLtmaﬂm davddnatneen aakay 3 mnuus*s'-nnm'n wiby Set It mﬂumtmuuammna*mm

‘lﬂmumu mu’nmmm’lumwaﬂmauumm‘lﬂmmu
5. n’rsﬂs:nugmnmmna\mau (uanstenaINIITULTENW)
5.1 mﬁﬁwauﬁadﬁaﬁﬂlﬂﬂ"lﬁﬁaanh 1 1 sivaniudenay
5.2 LTNNENFINAL 32 maammmewmu'lusmaowammﬁmmﬁmmsunmuau
53 nsmmmyﬂ'ﬁmsﬁ'm*naumamomﬂamamwaaommamﬁmﬂmmw WIETTANIITIIMAe
fo9uad10819 Tﬂuumw*waoaemtwuanmmwmummuswmsaomamms'\vmta ailugdiufasay
m'l.’mwmnawaq‘lummnmmﬂ.mmww mmfnmmm'l,uu']uvlﬂ@rmﬂru,fmmu,,L«z:wn~ WHIUTITNNTVD
m'Juamﬁ‘lmuwmsmn'mauaﬂmmmnm'ruao wmvua*/mawwamlumwa'lﬂ
5.4 fnpazdassidouedaslndmuasis v\samammmstaauamwmﬂﬂsm'n"lﬂ°] rauimualaslid
Fowla
6. ftana 1A () Swsenliunidandugnnewasuivwwa foit
6.1 n3dinamsguaTIRdaTEHEni Tﬂunsmnmmammsuwnwsawaoﬂgummsn%mmmu ISO/IEC
17025 aiduly mummmwu Jatwualudsmeadsznianan
6.2 N3tNA anTu) m’mﬂugmsunmmm—mn fasamnalasdinnuenenssinsemnsussen lughaamues
fyanezdaeznng

6.3 nstﬁwuﬂrqummwmnNﬁmn"msrfﬁmadmmiaﬂs:ﬁw%maua:mwﬂaa@ﬁ'aeia@'ﬂwﬁwlﬁum

Vi

4 .

(CRE) F NTINNT (GEE) N @/ ................... NIINNT
(WNENIUIET NBdTed) (WHEIUUANS HIFVYR)

Wi4NENTTE ?{ﬂ'ﬁB 712563



7. AUILITANTY aamuﬁwﬁql&ii”uﬁmsmNﬁmﬁmm‘mﬁﬁﬂs:fﬁgﬂL‘%‘Untﬁuﬁuiﬂ HEIUN IO Db

NITUANT
msuazenluszaziian 1 Jrewiudsenadss

= o~ U = a ; o L=
manamdiinnsefing snciudwitiFafuasandninen
amznITunInImsuaz s lddniunsutludywludasdansiiuga

8. US¥NYy azdesmiLayu Administration set #1150l lusasdan £ 2 - 1o 3 1aes Administration set a4
a d‘ o _ . . . . o aan o = a
\Turila non PVC fiasanndnium Paclitaxel injection a1aviuAsemuwanadnsiia PVC

naEme 81989900

1= The United States Pharmacopeia 41

........................................................... Ussmuamenssung
WFNESYYN Yszhanm)
[CE10) N ATINAS (ﬂ\?%ﬂ)...................S-/.L ......................... NITUMS

(WIFNIUIFT nadses) (wrsuufing sguya)

WSS ganie 772563



