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3. AMANTANWINAHA

3.1 Finish product specification M@

1. YSunmanundneiy mmmumu‘ﬁliquu Finished product specification
2. Identification test maﬁ]ﬂhumwﬁ‘squu Finished product specification
3. Uniformity of dosage units m’aﬁ]mumwﬁi:qlu Finished product specification
4. Dissolution mwmumwﬁiquu Finished product specification
5. Related compounds / Impurities m’mmum’m‘ﬁlszqh Finished product specification

W nsdiguaniinanaiauasaniaianiu Lidarsdslundadriue 148195 9man 3Ty Drug specification fluSwnlel

anzidyuaa I UNNUA LN TIUNITE I TUALHY NIENTWRITIWRY

Gaulviu 9
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3. LanmiqmmwwaamﬁLa%aﬁm (Fuwimnane)

3.1 Naﬂ'ﬁm’ﬁﬁmsﬁ:ﬁq wnwHAan wriendagluadinde (Certification of analysis of Finished product) T
m?uﬁduﬁuﬁaama

3.2 Namim’sﬁLﬂﬁ:ﬁqmmwfmqaumadﬁ"smé’\ﬁzy (Certification of analysis of Drug substance) mﬂu
mswammjuﬁduﬂuﬁmzmﬁgwaaﬁwﬁmma:ﬁwﬁmi’mqﬁu

as

3.3 lanmsanangududuanasunusssniumnaavesiagfivyesdiuiddry (Drug substance)
T8 3.2 ﬁ'm;umiwawaawﬁmﬁmﬁméﬁﬁagﬂ (Finished product) 78 3.1
3.4 lunsdidunzifonenunannnii 2 9 axdasddnunwinananisdnen Long term stability anufidu
Waaulunsdouganugng wszldsunsaswaiisasanasnngisnuaesuien
3.5 lunsditunsdouenuntesnd 2 § wrdasddunmwinsramsenmnaunsavasnaufiin
wudulunzdougaiuans wazldsumsaswnsisasanmIINgNEATeILTEN
4. @8E198N
4.1 fiauanen dessaniatnsenagnatas 1 WiLUTIYAN Fadumunuugasnoanioaldasudm
mwﬁﬁmmluﬁﬁaqmawﬂ‘ﬁﬁiﬂﬂ%aﬁu
5. msﬂszﬁ‘%qmmwmﬁdwau (waastand@ 1IN ITuLIzAR)
5.1 m'ﬁﬁiwauﬁaaﬁmq‘tﬂm"lﬂﬁaﬁn'jﬁ 1 3 dwaniuseney
52 m%qm’mﬁé%wau azﬁaodoﬁmmmwmU'Lu%'usamamsmaaﬁLﬂﬂ:ﬁmjuﬁmwau
53 ﬂsfﬁﬁmmmwmiﬁwan;\lﬁaaﬂwmﬁﬁawamﬁaaamw‘imsw:ﬁqmmw RUBINTNNTALTRTIFD
Savnaa08714 T@mgmm:ﬁamamLﬁuSnmm"wmu‘ﬁ'wmUﬁ“ﬁn’lsﬁam’m?mﬁ:ﬁuazLﬂugfuﬁwau
m’L"ﬁahm"’iLﬁmm”aa‘lumsmaﬁmmzﬁqmmw nstﬁﬁwudwm"l,ajl,ﬂu"lﬂqumﬁnwm:mww: AUILTITNIIVD
FUENS LSRN TN ISR A INA1I VB ;‘3]“11'1ULLazlﬂ?aQNﬁmluﬂ%@iavlﬂ

v 9 et l=l 4 9/ A = A L2 1 o ]
5.4 ;ﬂwwa:maqsmﬂaauml,ﬁam‘lnam@mq wiadlaifamsiRenanmwaudsemsla g naumnualas il

Fowly

A
(BB B ST TIUAMLNIINNNT
L A‘ L= Af =
(Wingsend sasdaueh)

nTINANT GRE12) N, &;7 T e, NYIUMT
(WHR1NIA TINR) (WAL DIUEN)

w2318 n3117ATIB10/2561
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1 = General requirement VaILNRTETUEIMIU Finished products Eﬂtmumt,ﬁ@
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Current step4 version, 2006.

@ A‘ a Ar =l
(%Wﬂaﬁﬂﬂ(ﬂ RIRAULN)

(83%a)........ \jkr(]una ......... NISUMT (aa%a)...................@.«{M ................. ATIUANS
(WHENIMIA TNG) (WHENNTYYY PIUEN)

wﬁ?’uﬁwﬂun1sﬁ12§ﬁﬁ310/2561



¥
‘5'1ﬂaxtﬁﬂﬂqmanvm:mwntmuﬁ'\manmimi%ﬂ%at’mnmﬁm
187 BO6 / 2561
599n15N 2 Anastrozole 1 mg tablet
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1.2881  Anastrozole 1 mg tablet

2. anaatiana b
2.1 iy ugnde §msusudsenin
22 smilsznay  Usznausindasn Anastrozole 1 mg 1w 1 1iia
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3. amaNUENInaka

3.1 Finish product specification“)

1. USnmeadAn m'mmumuﬁ's:ylu Finished product specification
2. Identification @li’s‘ﬂﬁhu@’mﬁﬁtgﬂu Finished product specification
3. Dissolution (ﬁl‘smﬂi’lu@]’l&lﬁizi_‘l‘lu Finished product specification
4. Uniformity of content m’m&i’mmuﬁi:qlu Finished product specification
5. Water content m’;ﬁ)mumwﬁ'i:ylu Finished product specification

6. Related compounds / Impurities mi’aﬁ)mumwﬁi‘:ql% Finished product specification

3.2 Drug substance specification @

AmANLIANIIIMARA USP 38
1. ﬂ%mmé”; mﬁ”&ﬁ”{y 98.0 - 102.0% of the L.A of Anastrozole (on the anhydrous and solvent - free basis)
2. Identification ATITAIW
3. Water NMT 0.3%
4. Residue on ignition NMT 0.1%
5. Heavy metals NMT 10 ppm
6. Related compounds - Desmethy! anastrozole : NMT 0.2%

- Anastrozole dimer : NMT 0.2%

- 5-Bromomethyl anastrozole : NMT 0.1%

- 5-Dibromomethy! anastrozole : NMT 0.1%
- Individual unspecified impurity : NMT 0.1%
- Total impurities : NMT 0.5%
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Winnifsurunduiuy lap3imsdnmdaaiulumunsninmaiuazuwin fudluniséinsdsuyavasen
FUYVDIFIUNIIUA AT NITUNTOTRITUAZEN ns:maammsmqm(a’ Tunsdidunzifoudiuonanauunen
sy lnal (ldlswnzidonen NG) AUNT0NETUMTLRULENENTI AN TIEUY RN
7. fiawanan (F21e) Busaxldsmandygriowasuimua Gaih

7.1 nszﬁwamsa{gwm’sﬁmm:ﬁmﬁmnnm%‘wmmam%’mmwnﬁlmﬁuvl,ﬂmmnmjwm]’aﬁmm

72 mzﬁwamﬁwﬁm%ﬁ@ﬁgm’%amﬁuﬁumnﬁammmiﬂrJﬁ'\ﬁfmmﬂwﬂﬁumimmmazm lugraaaes

9 &
HEYTYNeTRITUY

7.3 n‘szﬁwuﬂcqummwmﬂwﬁmﬁwﬁﬁmamwav‘iaﬂs:ﬁw%wauazmwﬂaa@ﬁ'ﬂ@iagﬂ'zUﬁ‘l@i’ﬁ‘um
8. WuTI TN I1aFIRANE WSURMTIHRe AT AddsziRgniFuniAuAulasdninuamenssanis

DIWITUREEN ‘L%SZU:‘:L’JRW 19 riaui’uﬂizmﬂﬂi:m@swmé‘l,ﬁnmaﬁﬂ5

ANEIAR © 81989970

1 = General requirement UaLNFTEIUAIWITY Finished product E‘ULLU‘U Tablets

2 = The United States Pharmacopeia 38

3 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies LLa:@;ﬁa
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5787150 3 Bevacizumab 100 mg/4 mL injection

muﬂ‘s:mﬁa‘fmi’@quaswmﬁ

1.38z1 Bevacizumab 100 mg/4 mL injection

2. amanianaly
2.1 3duuy Wussszansla Unaenide dwinia
22 #mmUsznay  Usznaudiudien Bevacizumab 100 mg lw 4 mL
2.3 MTUzuIN mﬁﬂumﬁu:ms’gmﬁmﬁmﬂmm%a LLa:ms@ﬁwﬁﬂaarTuLLm’l,uLwia:m@m
2.4 2N - szqﬂ'ﬁ'am fIULIENaUAILIFIAYUATAINLII TUKEA ’S'uz?vumq Wwufinga tnanzidon
f3ue waAimafivshenen liagdaauuuussyioe
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3. AMENTANIINATA

3.1 Finish product speciﬁcation“)

1. Potenc:y2 (by bioassay) mmmumuﬁiquu Finished product specification
2. Identification m’mmumwﬁizylu Finished product specification
3. Quantity 90.0 - 110.0% of Bevacizumab

4. Particulate matter ATIN

- 3@ = 10 pm LA 6,000/container

- 91@ > 25 pm LAY 600/container

5. Sterility ATV
6. Bacterial endotoxins m’gﬁ]m%@]’mﬁixﬂu Finished product specification
7. pH m’mmumuﬁi:ﬂu Finished product specification
8. Volume in container ATIU
9. Purity / Impurities mmmummﬁ'izﬂu Finished product specification

wanuwg nsdiamsiinmanafinvessmdedagiu Liddddundsdive Wdsdmamsiiasziaw Drug specification 7
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1.1.1 lunsdimduennudabuwlssmeing wunods ne.2
1.1.2 lunsdifudunbudufanisudussg wansis no.3

1.1.3 Tlunsaimdugndignandrsdssing wunode ne.d
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12 ludrwetunzdonen ne.1/e.1 veseniausTion wibamuazidvetanInugua sWIBINE AR U
muﬁ’ﬁuﬂuﬂsu (finished product specification) LLa:’ﬁ’aﬁﬁwu@]Qmﬂ'}wm aa’i’mqﬁ‘u (drug substance
specification) nstﬁﬁagﬁzmwmnﬂ?{auuﬂmLm"l’mﬁmau A DILULLENITENUNNNELATVLA b (8.5)
NW3Bu finished product specification Was/#38 Drug substance specification laguaur lurdawindseme
drzmenadiannteiing uwazliiiu 2 9 o Fudszmedszmenandidnnsefing

2. 1BNJEIITVIDINIATTIRNITHEALN

21 nsdngwanlusanalng Qw’émﬁaaﬁLaﬂms%'maommgmmswﬁmmmwé’nmmwﬁm:%%n'\sﬁﬁ‘lu
MINAALN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tasvingau PIC/S participating authorities
wio fonassusesnasgumInaamaunann LAz S N IRAlWN 1IN EAEN IR RITNMA EN TN
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YrzmeTandiinnsefing
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1. @887  Bicalutamide 50 mg tablet
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3.1 Finish product specification“)

Test ltem ’ : USP33
1. USudnengdnaiy 90.0 - 110.0% of the L.A. of Bicalutamide
2. Identification ATITH W
3. Dissolution ugesmIazang lalttoundn 75%(Q) of the L.A. of Bicalutamide Aalwiaan
45 Wl
4. Uniformity of dosage units ATITHIU
5. Limit of 4-amino-2-~ (trifluoromethyl) NMT 0.1%
benzonitrile

3.2 Drug substance specification o

Test ltem B . usP38

1. USunadnndney 98.0% - 102.0% of the L.A. of Bicalutamide

(calculated on the anhydrous and solvent-free basis)

2. Identification AT
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Fluorouracil 50 mg/mL, 20 mL injection

2. amaANUEN2 1Y

2.1 gﬂwuu

2.2 gmudyznay

2.3 m’ﬁu:msﬁg

24 aam

Fluorouracil 50 mg/mL, 20 mL injection

e & o “ a e P o
Lﬂumiazmmﬁﬂﬂmm?ja rLE‘T RIRIVBALD TR DALRBANT

Usznaude Fluorouracil 50 mg/mL TuansazaneySanas 20 mL 1w 1 Vial
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3.1 Finish product specification“)’m
Test Item USP 38 BP 2013
1. ﬂ%mmﬁamﬁwﬁ'@ 90.0 - 110.0% of the L.A. of Fluorouracil 90.0 - 110.0% of the L.A. of Fluorouracil
2. Identification ATIY ATITHIU
3. Bacterial endotoxins NMT 0.33 USP EU/mg of fluorouracil G\i’;ﬁ)ﬁi’lu@’]&lﬁ‘swlu finished product specification
4. pH 86-94 85-9.1
5. Urea - ATIVNIY
6. Related substances - ATIIH
7. Sterility ATIVNH ATV
8. Volume in containers ATIIHW ATIVNU
9.Particulate matter ATV ATV
- auMATWIA 10 pm laiifis
6,000 B4R
- auMATWIA 225 pm T
600 a1nA
(m%a) ...................... ‘WPJ .......................... UITeTIUA UL NITUNNT
(mmpﬁﬁ'ﬂaf CELCITERT)
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3.2 Drug substance specification : Fluorouraci

1),(2
I()()

Test Item

USP 38

BP 2013

1. USnaudisndagy

98.0 - 102.0% of the L.A. of Fluorouracil,

(caiculated on the dried basis)

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

(dried substance)

2. Identification

ATITHIN

ATITNIN

3. pH

45-5.0

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

- 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. Content of Fluorine 13.9% - 15.0%

10. Sulfated ash - NMT 0.1%

{ > @ . a aed a @ 4 ar P
RUYLKG 1. nadinaanzdauudsmsrin (waive) MINTIIRDLN Lﬂﬂzﬁﬂﬂﬂ'ﬁl@ 1“ EluLLa@\'iLﬂﬂmmﬂﬂﬁ'}uﬂﬂﬂﬂq’ﬂﬂ‘lﬁﬁu a%ﬁa@?ﬂ
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5780157 6 Flutamide 250 mg tablet

muﬂs:mﬁé’mi’aquaswmﬁ

1. Zawn

Flutamide 250 mg tablet

2. amantanaly
2.1 Juuuy Wuede §nsusudsznmu
2.2 @utsznay Ysznaudau@aen Flutamide 250 mg bu 1 1da
2.3 MTUTUIN msqluummﬂmﬁw vaatunnatu
2.4 28N - s:q%am FULTZNaUAENEALAZANNUTS TUNE® fuéumq wafinae wanzdou
fnsuen uasdEmafiushne ohstaauunussaion
- DWLHEN azhaﬁamﬁaaizq%amﬂ%a%amamsﬁﬁ AU RNALUAZ WA TIAILIIVBIEN
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3. anaNtanNIIInana

3.1 Finish product specification”

- v . . o - T
1. Ysunmasendag m'mmummmziﬂu Finished product specification

. |dentification test m’mmummﬁﬁquu Finished product specification

. Weight variation m'aﬁ]shu@’mﬁi:‘lﬂu Finished product specification

ﬂs’mﬁi’mmuﬁ‘smﬂu Finished product specification

2
3
4. Dissolution
5

. A e
. Impurity / Related substance maamumum:qh Finished product specification

(calculated on the dried basis)

3.2 Drug substance specification : Flutamide(a)'“)
Test ltem USP 38 BP 2013
1. Panmearndnny 98.0 - 101.0% of the L.A of Flutamide 97.0 - 103.0% of the L.A of Flutamide

(dried substance)

2. ldentification

AT

. Related compounds

- Flutamide related compound B : NMT 0.2%
- Flutamide related compound A : NMT 0.15%

A3
3. Melting range - 112°¢
4. Loss on drying NMT 0.5% NMT 0.5%
5. Residue on ignition NMT 0.1% -
6. Heavy metals NMT 10 ppm NMT 20 ppm
7. Suifated ash - NMT 0.1%
8

- Impurity C : NMT 0.3%

- Impurity A,B,D,E,F : for each impurity,
NMT 0.2%

- Total : NMT 0.5%

(WHEIMIA TIBNR)

........................ AV | e T\ bl

(WNRITYLN IMEI)
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3.2 Drug substance specmcatlon Flutamldem @

8. Related compounds (#8) - 3-(Triﬂuoronﬁethyl) aniline : NMT 0.2%
- Propionyl analog : NMT 0.3%

- Desnitroflutamide : NMT 0.2%

- o-Flutamide : NMT 0.2%

- Any unknown impurity : NMT 0.05%
- Total impurities : NMT 0.4%
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s18n15n 7 Idarubicin HCI 10 mg injection

muﬂizmﬁﬁ'\mi'ﬂquaﬂ%mﬁ

1. 38 Idarubicin HCI 10 mg injection

2. amasnianaly

2.1 juuy uasazansla Ureannide §wibde

2.2 sunay  Usznaudlneagn 1darubicin Hydrochloride 10 mg bw 1 vial

2.3 MTULVITY Uii"ﬂl%ﬂﬁ‘ﬁuwlﬁii}?J’m@‘l_l‘i’lﬁ’i]’mL°UE>J NERLIER

2.4 287N - szu;nam F T NaUMINEIRTILAZAINLTY TUNE® aua‘vomu iR wunzido
&15ULN BazATNTALINENN "Hamw@wuuumsqﬂmm
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Namsmammi%ﬁﬂmmwLﬂu‘lﬂ@rm Finished product specification Waz Drug substance speCIflcatlon "n
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3.1 Finish product specification o

Test ltem USP 38
1. USsnoarendAL 90.0 - 110.0% of the L.A. of ldarubicin HCI
2. Identification ATINIU
3. Organic impurities - Idarubicin aglycone : NMT 2.5%
- Dianhydro idarubicin aglycone : NMT 0.5%
- Any other individual impurity : NMT 0.5%
- Total impurities : NMT 3.5%
4. Bacterial endotoxins NMT 8.9 USP EU/mg of Idarubicin HCI
5. Sterility ATITNU
6. pH 30-45
7. Particulate matter ATIFN
- BYMATWIA > 10 pm laifin 6,000 %A
- ABMATUIN > 25 pm Laiifin 600 BRI
8. Volume in container ATV J
(ama)ﬁvld ........................ sz pUAMNITUNT
(‘v‘nmﬁﬂﬂﬁr FIFAUN)
(aa%a) ........................................ NIIUM3 (m%a) ................. Q.’;’.'Ef’,‘/.?. .................. ATINMNS
maaﬂmmltmuma (u’mm’s’astyzy’\ INE)
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2. Drug substance specification m

Test Item ‘ Gt e
1. ﬂ?&nmé‘l”amﬁ’lﬂ”ﬁy 960 ug - 1,030 ug of Idarublcm Hydrochlonde/mg (calculated on the anhydrous basus)
2. |dentification ATV
3. Crystallinity AU
4. pH 5.0-6.5
5. Water NMT 5.0%
6. Chromatographic purity - Any individual impurity : NMT 1.0%

- The sum of all impurities : NMT 3.0%
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3.1 Finish product specification"®

Test Item USP 38 , BP 2013 i

1. WSy 90.0 - 110.0% of the L.A. of Ifosfamide 95.0 - 105.0% of the L.A. of Ifosfamlde

2. ldentification ATIIHIU ATIU

3. Constituted solution / ATIIHY (Clear) A9 U (Clear)

Appearance of solution

4. Bacterial endotoxins NMT 0.125 USP Endotoxin Unit/mg AU

5. pH 40-7.0 40-7.0

6. Water NMT 0.3% NMT 0.5%

7. Sterility ATIINU AT

8. Uniformity of mass AIITHU ATIVHU

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% |
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3.1 Finish product specification (sia)

.

Testitem

usP 38

10. Particulate matter

- BUNINVUIN 2> 10 pm
aitAin 6,000 aume

- RNPVUIR > 25 um
laivAn 600 ajfteel)

AT

ATIVHI

3.2 Drug substance specification : Ifosfamide ™

Test Item

_ Usp3s

1. Usinmdaendeny

98.0 - 102.0% of lfosfamide

(anhydrous substance)

98.0 - 102.0% of ifosfamide

(anhydrous substance)

. Optical rotation

2. ldentification ATI ATINH
3. Appearance of solution - AN
4. Acidity or alkalinity or pH 4.0-7.0 ATIVHIU
5

-0.10° to +0.10°

6. lonic chloride / Chlorides NMT 0.018% NMT 100 ppm

7. Heavy metals NMT 0.002% NMT 10 ppm

8. Water NMT 0.3% NMT 0.5%

9. Chloroform-insolubie phosphorus | NMT 0.0415% -
10. Limit of 2-chloroethylamine NMT 0.25% -
hydrochloride

11. Sterility NTITNU -

12. Bacterial endotoxins

NMT 0.125 USP Endotoxin Unit/mg

13. Related substances

L

- 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%
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Paclitaxel 300 mg/50 mL injection

muﬂs:mﬂﬁ'mi’ﬂqnasmmﬁ

1. 3a8n Paclitaxel 300 mg/50 mL injection

2. amwaNTana 1

A/ o o e o
2.1 El]LL‘LJ‘U Lﬂuﬁ’liﬂtﬂ’mﬂi’lﬁﬁﬂﬂm@ ET’M?UQ@L’IJ’M&E]@LEQ‘@@@H

2.2 dwdsznay  Usznaudinsann Paclitaxel 300 mg 'Lu 50 mL

2.3 ﬂ"l"ﬁ%:ﬁ‘i_ﬁ?? Uii'ﬂluﬂ?@LLﬂ’)ﬂ?’]ﬂ‘ﬂ’mL’ﬁa Type | LLE‘I"U‘JTﬂ]ﬂm‘YIﬂE)\‘m%LLﬁG
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3. AUANUAN N ATA

3.1 Finish product specification'"

- ﬂmﬂ&lll Wﬂ?dlﬂﬂ%ﬂ

1. ﬂsmmmmmﬂm

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

. Identification

ATV

. Bacterial endotoxins

NMT 0.67 USP Endotoxin U/mg of paclitaxel

pH

3.0-70

aisjw|n

- Limit of degradation products

- Baccatin Il : NMT 0.8%

- Ethyl ester side chain : NMT 0.4%

- 10-Deacethylpaclitaxe! : NMT 0.8%

- 10-Deacetyl-7-epipaclitaxel : 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 ATV
7. Particulate matter AT
- ABMAIUIA > 10 um lsiin 6,000 oumAa
- DUMAYIIA > 25 um lailAw 600 auMIn
8. Volume in container ATHI
4 o
(B8, S Uszuamenssyms
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3.2 Drug substance specification : Paclitaxel "

AmFNUaNISINaRa

1. YSanmdrendey

97.0 - 102.0% of Paclitaxel (calculated on the anhydrous, solvent-free basis)

2. |dentification

ATITHIU

3. Specific rotation

-49° to -55.0°(calculated on the anhydrous, solvent-free basis)

4. Microbial enumeration test & Tests for

specified microorganisms

- Total aerobic microbial count : NMT 100 cfu per gram
T 4 .
- laiwuiirs Staphylococcus aureus, Pseudomonas aeruginosa, Salmonella

species U8z 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

- sec-Butyl analog : NMT 0.2%

A. n3th Paclitaxel isolated from natural sources or produced by fementation
- Baccatin Il : NMT 0.2%

- 10-Deacetylpaclitaxe! : 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-Deacetylbaccatin Il ;: NMT 0.1%

- Baccatin IIl : NMT 0.2%

- Photodegradant : NMT 0.1%

- 10-Deacetylpaciitaxel : NMT 0.5%

- 2-DebenzoyIpaclitaxel-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 celi fermentation process

- Propyl analog : NMT 0.2%

- Cephalomannine (Paclitaxel related compound A) : NMT 0.5%

(WNR1IAT ’D”]EU’] ])

(GEE) A NITUNT

(WNETYY 9ua9)
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3.2 Drug substance specmcatlon Paclltaxel m (Gla)

ﬂmﬁ&lﬂﬁ'ﬂ'ld W'Iﬂﬂvﬂ

9. Related compounds (5i8) - n-Butyl analog : NMT 0.1%
- Benzyl 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%
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3781131 12 Rituximab 500 mg/50 mL injection
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1. Baen Rituximab 500 mg/50 mL injection
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4. Particulate matter m’sﬁ]mu@l’mﬁsquu Finished product specification

- W9 > 10 pm LA 6,000/container
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‘nalmsﬁ 13  Tranexamic acid 50 mg/mL, 5 mL injection

muﬂszmﬁﬁ'wi’ﬂqumwmﬁ

1. %am Tranexamic acid 50 mg/mL, 5§ mL injection

2. amantianaly
2.1 gluuy Wussazadnannids gwsude
22 ®mdszney  Usznauday Tranexamic acid 50 mg/mL 337615 5 mL 14 1 vial
2.3 MUY msa‘lumm:msama@
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3. AMFNUANILNARA

Namsmw‘?mﬁ”ﬁ‘ﬂmmmﬁu‘lﬁmw Finished product specification waz Drug substance specification 'ﬁl
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2556) mm‘lum UUL‘Y]’]IWIJ%ﬂ‘U(ﬂaUwuﬁ]’ua\‘lﬂm‘*ﬂ‘a‘i&lﬂ’]iﬂi‘*ﬂ’.}@i’lﬂ’]El’]

3.1 Finish product specification'”

Test item , BP 2013 -
1. YTinmdsedey 95.0 - 105.0% of the L.A. of Tranexamic acid
2. Identification ATITNIW
3. pH 6.5-8.0
4. Bacterial endotoxins NMT 35 U per mL
5. Sterility test AT
6. Volume in container / Extractable volume ATIVA I
7. Related substances By liquid chromatography

- Impurity A : NMT 1%

- Impurity B : NMT 0.5%

- Impurity C : NMT 0.1%

- Impurity D :NMT 0.1%

- Any other secondary peak : NMT 0.1%

8. Particulate matter ATITH N
- BEMATUIA > 10 pm L3t 6,000 aume
- APMATUIN > 25 pm laiifin 600 U )
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3.2 Drug substance specification "

Test Item BP 2013
1. USinmenedagy 99.0% - 101.0% of the L.A. of Tranexamic acid {dried substance)
2. ldentification ATIWU
3. pH 7.0-8.0
4. Related substance - Impurity A : NMT 0.1%

- Impurity B : NMT 0.2%
- Unspecified impurities : NMT 0.10%
- Sum of unspecified impurities : NMT 0.2%

5. Halides expressed as chlorides NMT 140 ppm
6. Heavy metals NMT 10 ppm
7. Loss on drying NMT 0.5%
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