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Caicium folinate 300 mg injection
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2.1 gﬂu,a.m

Calcium folinate 300 mg injection
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2.2 gutsznay Usznauaas Calcium folinate 10 mg/mL (300 mg) 1w 1 Vial
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3.1 Finish product specification

1.(2)

TestItem

BP 2013

USP 38

1. YSumeandaty

90.0 - 110.0% of the stated amount

90.0 - 120.0% of the L.A of Leucoverin

2. ldentification

ATIWW

ATITHU

3. pH

6.5-85

6.5-85

4, Related substances

- the area of any peak corresponding to formylfolic
acid : NMT 1%

- the area of any other secondary peak : NMT 1%

- the sum of the areass of any secondary peaks : NMT 2.5%

’ p —
A weantszylu Finished product

specification

5. Bacterial endotoxins

ATIVNW

NMT 1.95 USP EU/mg of Leucovorin calcium

6. Sterility

AW

AT

7. Particulate matter
- aRAYWIA 2 10 pm
- Laiifiu 6,000 ayn
- BPMATING > 25 pm

i 600 aumen

ATV

AT

8. Volume in container /

Extractable volume

AT

NIHB

o a . €,
(woasud Aeasmd)

(WWEYTWIEN NBITY)

17-’}> .......... nNIINNNT
HUNR)

(WHEIMIA

]
w1 mai 5a7IB18/2561




2. Drug substance specification

12

- ansaiBnmana

BP 2013

USP 38

1. Buudaandany

- 97.0 - 102.0% of the L.A of Calcium
folinate (anhydrous substance)
- 7.54 - 8.14% of the L.A of Calcium

(anhydrous substance)

95.0 - 105.0% of the L.A of Leucoverin

Calcium (anhydrous basis)

ATIIU

2. ldentification ATIU
3. Appearance of solution Clear -
4. pH 6.8 -8.0 -
5. Specific optical rotation +14.4° to +18.0° (anhydrous substance) -
6. Acetone, ethanol and Head-space gas chromatograpy -
methano! - acetone : NMT 0.5%

- ethanol : NMT 3.0%

- methanol : NMT 0.5%
7. Related substances By liquid chromatography -

- Impurity D : NMT 1%

- Impurities A,B,C,E,F,G : for each impurity,

NMT 1%

- Sum of impurities other than D : NMT 2.5%
8. Chlorides NMT 0.5% -
9. Heavy metals NMT 50 ppm NMT 50 ppm
10. Platinum NMT 20.0 ppm -
11. Water NMT 17.0% NMT 17.0%
12. Bacterial endotoxins NMT 0.5 iU/img -
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21 nsdingaaalwlsemalng ;&”mﬁmﬁmﬁmnmﬁmaommgmmwﬁmmmwé’nmm’ﬁuaﬁ%msﬁﬁ‘m
MINaAE PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tagmiinean PIC/S participating authorities
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378n113N 2 Capecitabine 500 mg tablet
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1. i@g Capecitabine 500 mg tablet
2. andsnianaly
2.1 puwy iusndanfauiay (Film-coated tablet) SWTUTUUTEM®
2.2 gulszney  Usznaudedasn Capecitabine 500 mg 1 1 1da
23 Mruzusny  ussdluunsagiiilounesd w3a blister pack Jawiin
2.4 287N - sxq%am SUUTENOUMENEN YUAZA UL TUKE® 'i'uﬁvumq wuiinG e nanzion
f3uen uwaziEmafiusnme adadanuuuusraiud
- UTWHIEN aﬂwaﬁaﬂﬁaaszqéamﬁa%amamsﬁw FIBUITNOUUAZIWIAANILTIVDIEN

LRUNNE® 'S'uz?umqvlf;”‘ﬁ'mw

3. amaNTANIIMaka

3.1 Finish product specification "

1. USnmaasnsagy mwmumuﬁ'iquu Finished product specification
2. |dentification mmmumwﬁsquu Finished product specification
3. Dissolution m’aﬁ]mumwﬁiquu Finished product specification
4. Uniformity of dosage units mnmumuﬁ"i:q‘lu Finished product specification
5. Related compounds / Impurities maﬁ]mumwﬁlszﬂu Finished product specification

3.2 Drug substance specification ®

Qmauiﬁlmamﬂﬁﬂ USP 38
1. YSanudaendary 98.0 - 102.0% of Capecitabine
(Calculated on the anhydrous and solvent-free basis)
2. |dentification AT UAAT 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 ATITHIU

—
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MINAAEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Toawiaaw PIC/S participating authorities
v3e flenasiusennaspumsnaammandninariuasiimsnalumsniasmasdiinnuanenssums
2IMIUATEN NIENTWRITITUFY 2 sinnuaiulapfanusaansasuasiafisununaninasiuazisnnialy
nsuaae PIC/S lumniaenfiauaane aﬂ'ua’wq@mmaumsmmaauimﬁwanw%’usaaﬁﬁuﬂszmﬂ
dszmienandidnnsafing
2.2 nsdiiiduensinganestssna KA D4 ANENTIUTBMNATTIUNTHRALTNAA TN TS
5%msfialunsndaen GMP %58 GMP/PICs (Pharmaceutical Inspection Co-operation Science) loamiazyu
PIC/S participating authorities aUUa"g® uTaUMIRTIIFaLlasinansTusesieikUszmayszniasan
fidnnsefind wiaayaseadn ufudndl
3. Lanmsqmmwmaamﬁtauaﬁm (Fnwanane)

3.1 wanIaTR ez mmwkias g isegUivesiuaa (Certification of analysis of Finished product) T

mg’uﬁa&uﬂuﬁaaﬂ’m
(m%a)ﬁ// ................... LT TIUAUSNTINNTS
uased Nansne)
—
L = by W
G T) N NIINNNT (aa‘ﬁa)..................s’g. ..... 4;]’"'} ......... nIINAT
@ e &l
(WNENIWTEN NBIT89) (WHENINTA TIRUIR)

Mﬁ'\ﬁZ/swmiﬁzqﬂﬁm 8/2561



32 NaMIATRIATERINWIANALYEITIEEATY (Certification of analysis of Drug substance) Al
mswﬁmwéuﬁz&mﬂuﬁaadﬂavﬁmaoquﬁmmLl,a:;&’wﬁmi'mqﬁu
3.3 nmmsanangududuanudunusiznisiummiavesingfuvasdunddty (Drug substance)
99 3.2 n"u;‘umiwﬁwaowﬁﬂﬁ'wﬁmﬁmﬁagﬂ (Finished product) 7a 3.1
3.4 luns@ifunzidousnunuinnia 2 9 wxdesfdnunniwdtenamsdinm Long term stability At
wudulunzadoueauans LLa:"I,@T%'umsaamu{madLanmsmmgﬁéwmwaau’%ﬁ’ﬂ
3.5 luns@idunzidousnantesnin 2 9 axdasddumnnmwinonansansanueeaTEauTiu
s lunzidougnanuans wazldsumsasunuivsasanasanglsiunazesnisn
4. A108198N
4.1 fimuenan dassvdnatienainaiey 3 mumussqﬁmﬁ Fudusunuugasneazioaldnsudin
muﬁﬁmu@lw”'ﬁaﬂmauu“ﬁﬁﬂﬂﬁwﬁu
5. msﬂszﬁ'%qmmwmﬁeiwan (waALDNAIIN1ITVUS2NN)
5.1 mﬁr«iwauﬁaaﬁmq’tﬁmﬁﬁbam"h 1 3 duaniudenay
5.2 mnm’mﬁﬁwau a:ﬁaaﬁoéwmewrhUlu%'usaawan'ﬁms’mﬁm’l:ﬁmjuﬁdwau
5.3 nsrﬁﬁwu’mswnﬁﬁ’mﬁzﬁmﬁaz'mmﬁdwauw‘\iadmmﬁmsﬁ:ﬁqmmw RUILTITNTALYNRTIRD
Savvaai08nd T@U;j’”lnm:ﬁaadqmtﬁuﬁnmmﬁmuﬁmmmswnwdomw?msw:ﬁuauﬂmﬁuﬁmiau
d'xl’fﬁhﬂﬁ'l,ﬁ‘m%ﬂumsmqﬁmﬂ:ﬁqmmw nszﬁﬁ'wudwmvl,mﬂuvlﬂmuqmé'nwm:mww: RHILIITNITV
FINANE LU RITII M T ERTINEAINEN V89 ;Emmm:m%a;ﬂi}”wﬁalm%siaiﬂ
5.4 ;‘Tmmzﬁaﬁmﬂﬁmml,ﬁam'l,né“vsmmq wiadaifiomadenanmeaolsznisla g neurwualaslsid
Gowly
6. lanasSauludn g
6.1 minganelalgenduuuy (original  drugs) dpeliniafauaainismasey Bioequivalence faue
Wisuisuniugduuuy laeisnsdnsdesdulumananinasivazuwil judlumsdnmaauyazas
A VBIFINNITUA RN TINNNTOMITUAZL ﬂi:m’mmmsmq‘m“’ Tuns@idunzidoudniy HIANULLENEINTY
Twai (ldiaanzidousn NG) sansnuniumsusLENIINTANITIFNYIUDIEN
7. dlawa el (§2ne) BnsenReniindyyinanasuiivwe ot
7.1 nsr‘fmamsaﬁwmaﬁmsw:vfmﬁmnﬂsu%wmmam‘mmwnzT"inLﬂu"Lﬁmummgmeaﬁmuﬂ
72 nsﬂwﬁmﬁmﬁmwﬁaﬁgnL’%UnLﬁuﬁumnﬁaammGﬂQUéﬂﬁmwuﬂmnﬁumsmmmmm Tugasanvas

R A/
REUUIISTDICUY

7.3 nsn’iwuﬂtqummwmnwﬁmﬁm«fﬁﬁawdaNa@iaﬂs;ﬁwﬁwaLLa:@muﬂaawﬁ'mﬁa;{ﬂwﬂ@i’%’um
8. %2 zm‘ﬁrmmaaamﬁwﬂﬁ%’uﬁmsmwﬁﬂﬁmﬁmﬁﬁm:i’agnL%'UﬂLﬁuﬁuTm HEIUNIUAMESNTINAT

' a a & a ¢
E)WWWSLLEIQ‘,EJW‘L%?ZEJZL’JEI’I 1 Prewindszmeavsznianadildnnsaing

o
(BITD ). eeeeererereererar e iere e st UemuamenIsums
oasud Naasmd)
—=p ) '
(84TD)...... kj[f"/ 2D e nITUNS

GRE12) NISUMY

(WNRITIWIEN 1189389) (WHEIMIA TIBUIA)

Mﬁi’lﬁ3/swmsﬁz'zgﬁﬁ B18/2561



NNBG : 819899

1 = General requirement PILN&TATU 1Y Finished product g‘lJLLUU Tablet

2 = The Intemational 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 = The United States Pharmacopoeia 38

4 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies LLa:@;ﬁa
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s 3 Carboplatin 450 mg injection

ANYSZNIATINIA GHEE RV FgYY

1. Bogn Carboplatin 450 mg injection

2. amaaLaT2 W
2.1 gun Dussszandsennidala dmivde

22 sautlsznay  Usznaudas Carboplatin 10 mg/mL, U3anas 45 mL 1w 1 Vial

2.3 MAUUIN ussaﬂummzussa;mﬁ@ﬂﬂﬂmm%a wazusTI i aaruues”
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3.1 Finish product specification(”

e  — | — : 8P 2013
1. USunmaanndeny | 90.0 - 105.0% of the L.A. of Carboplatin
2. dentification ATIVN I

3. pH 5.0-7.0

4. Limit of cyclobutane-1,1-dicarboxylic acid NMT 1.0%

5. Bacterial endotoxins NMT 5.4 1U of Endotoxin/mL

6. Sterility ATIU

7. Particulate matter AT

- 9%MATIIA 210 pm laitfin 6,000 8uN1A
- ayMAYIe > 25 pm liifiu 600 auna

8. Impurities - Impurity A (Cis-diamminedichloroplatinum II) ; NMT 0.25%
- Total : NMT 0.5%
9. Volume in containers AT
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3.2 Drug substance specification : Carboplatinm

. Testltem | ‘ ~ BP2013
1. USaunmeendagy 98.0 - 102.0% of the L.A. of Carboplatin (Calculated on the dried substance)
2. |dentification ATIVHIU
3. Appearance of solution Clear and colourless
4. Limit of cyclobutane-1,1-dicarboxylic acid NMT 0.5%
5. Chromatographic purity - Impurity A (Cis-diamminedichloroplatinum I, Cisplatin) : NMT 0.25%
- Total : NMT 0.5%
6. Chiorides NMT 100 ppm
7. Ammonium NMT 100 ppm
8. Silver NMT 10 ppm
9. Soluble barium NMT 10 ppm
10. Loss on drying NMT 0.5%
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Cyclophosphamide 1000 mg for injection

1. Baen Cyclophosphamide 1000 mg for injection

2. amaydana iy

A’ o Qs
2.1 gduuy iunsgUsieannise dnsude

2.2 daudsznay, Usznaudeden Cyclophosphamide 1000 mg T 1 Vial
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3.1 Finish product specification

(1,(2)

an. -
Qmauuamamawm

USP 38

BP 2013

1. Bmarendny

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

92.5 - 107.5% of the L.A. of anhydrous

Cyclophosphamide Cyclophosphamide

2. Identification TN AU

3. Bacterial endotoxins NMT 0.20 USP Endotoxin Unit/mg of ATITHIU
cyclophosphamide

4. pH 3.0-9.0 40-6.0

5. Uniformity of dosage units ATIHN ATITHIW

6. Constituted solution ATITIN ATITHIU

7. Sterility Tests ATITHIW ATITN

8. Related substances ' - Any impurity : NMT 1%

9.Particulate matter ATV ATV

- BUMATWIA > 10 pm TavAin

6,000 ﬂ‘i«#ﬂ’]ﬂ

- aumawa > 25 um Litfiu

600 E]'L;Lﬂ?ﬂ
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3.2 Drug substance specification : Cyclophosphamide™®

qmautanmaina ~ usP38 , BP 2013

1. YSnnmdendegy 97.0 - 103.0% of Cyclophosphamide 98.0 - 102.0% of Cyclophosphamide
(anhydrous basis) (anhydrous substance)

2. Identification AT ATIY

3. Appearance of solution - Clear

4. pH 39-741 4.0-6.0

5. Limit of Propanolamine NMT 0.025% -

6. Related substances / - Cyclophosphamide related compound D Any impurity : NMT 1.0%

Degradation products : NMT 0.06%

- Cyclophosphamide related compound C
: NMT 0.06%
- Cyclophosphamide related compound B
: NMT 0.06%

- Cyclophosphamide related compound A

: NMT 0.06%
- Any unspecified impurity : NMT 0.06%

7. Chlorides NMT 0.033% NMT 330 ppm

8. Phosphates NMT 0.01% NMT 100 ppm

9. Heavy metals NMT 20 ppm NMT 20 ppm

10. Water 5.7% - 6.8% 6.0% - 7.0%

11. Bacterial endotoxins NMT 0.0625 USP Endotoxin Unit/mg of -
Cyclophosphamide

12. Sterility Tests AN -
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31811 5 Gemcitabine 1 g for injection

Qr Qs =l
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1.3987  Gemcitabine 1 g for injection

2. ansaaanaly
2.1 guuyy
2.2 #Hulsznou
2.3 MTUUITY
2.4 2370

WunagnUmannids snsude

1sznauaauaI81 Gemcitabine hydrochloride 'ﬁ'augaﬁ'u Gemcitabine 1 g 1w 1 Vial
usstlumauzusendadnmnide
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3.1 Finish product specification'”

Test Item ; USP 38 ’

1. USinadasndndiy 95.0 - 105.0% of the L.A. of Gemditabine

2. Identification AU

3. Clarity of solution ATITHIU

4. Bacterial endotoxins NMT 0.05 USP Endotoxin U/mg of Gemcitabine
5. Sterility AT

6. Uniformity of dosage units ATI

7. pH 27-33

8. Particulate matter ATITHU

- 841A2UIA = 10 pm lallfin 6,000 aume
- BYMATWIA > 25 pm ajifin 600 auma

9. Organic impurities

- Cytosine : NMT 0.1%

NMT 0.1%

- Any individual unspecified impurity : NMT 0.2%
- Total impurities : NMT 0.3%

- Gemcitabine COl-anomer :

e
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3.2 Drug substance specmcatlon Gemcutabme Hydrochlonde( )

- TestItem USP 38

1. ﬂ?mmmmmmy 97 5 - 101 5% of Gemmtabme Hydrochloride (Calculated on the as-is basis)

2. ldentification AN

3. Specific rotation +43° to +50°, at 20°
4. pH 20-30

5. Residue on ignition NMT 0.1%

6. Heavy metals NMT 10 ppm

7. Organic impurities - Cytosine : NMT 0.1%

- Gemcitabine Ol-anomer : NMT 0.1%

- Any individual unspecified impurity : NMT 0.1%
- Total impurities : NMT 0.2%

8. Bacterial endotoxins NMT 0.05 USP Endotoxin U/mg of Gemcitabine
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3780190 6 Irinotecan hydrochloride 300 mg/15 mL injection
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1. Bomn Irinotecan hydrochloride

2. amaniarialyl
2.1 3uuy
2.2 fmsznay
2.3 IWIAUIN
2.4 amn

nzidoudrsven uas

300 mg/15 mL injection

J o - |
WussazaeUsnennige dmsudae
Usznaudueaen Irinotecan hydrochloride 300 mg T 15 mL
a & v g% a
usiglumauzussandednenide uszussan e anuugs
- STUBDEN FIUUTNOUMIINEATIUET AT SUKEe AUy WfinEe uaziay
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3. amaniaMmMenaia

3.1 Finish product specificationm

Test Item -

USP 38

1. PBnudrmdey

90.0 - 110.0% of the L.A. of Irinotecan hydrochloride

2. Identification

ATITWI

3. Organic impurities

- Irinotecan related compound B : NMT 0.2%
- Any unspecified impurity : NMT 0.2%
- Total impurities : NMT 1.0%

4. Bacterial endotoxins

NMT 0.83 USP Endotoxin Units/mg

5. Sterility ATIMIW
6. pH 3.0-38
7. Particulate matter ATIW
- AMAYWIN > 10 pm 15 6,000 auMA
- BRMAVUIA > 25 um laitAiu 600 auMA
8. Volume in container ATITHIU

3.2 Drug substance specification : Irinoteca

n hydrochloride“)

Test Item

USP 38

1. USnowendnty

98.0 - 102.0% of Irinotecan hydrochloride (calculated on the anhydrous

basis)
2. Identification ATI
3. Residue on ignition NMT 0.1%
4. Heavy metals NMT 10 ppm

5. Limit of Irinotecan hydrochloride enantiomer

R-enantiomer : NMT 0.15%

6. Microbial enumeration tests

- the total aerobic microbial count dose not exceed 1000 cfu/g

- the total combined molds and yeasts count dose not exceed 100 cfulg

WHE I nesses)

on"
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(wwasmd Avas)
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3.2 Drug substance specification : Irlnoteran hydrochlorlde@ (Gla)

Testitem = : - L ’ USP 38

7. Organic |mpur|t|es Procedure 1 (for material labeled as produced by a synthetic process)

- Irinotecan related compound B : NMT 0.15%
- Irinotecan related compound C : NMT 0.10%
- Any unspecified impurity : NMT 0.10%
- Total impurities : NMT 0.5%
Procedure 2 (for material labeled as produced by a semi-synthetic process)
-7-Desethyl irinotecan : NMT 0.15%

- Irinotecan related compound A : NMT 0.15%

- 11-Ethyl irinotecan : NMT 0.15%

- Camptothecin : NMT 0.15%

- Irinotecan related compound B : NMT 0.15%

- 7-Ethylcamptothecin: NMT 0.15%

-7,1 1-Diethyl-10-hydroxy-camptothecin : NMT 0.15%
- Any unspecified impurity : NMT 0.10%

- Total impurities : NMT 0.50%

8. Water determination 7.0% - 9.0%

ﬂ&nﬂl“@! 1. ﬂ?fﬁﬁa@ﬂzl:ﬂﬂuwﬂvﬂﬂ']iﬁ’% (waive) ﬂ’ﬁﬁ]?}"ﬂaﬂuﬁjkﬂﬂw“ﬂﬂﬂjﬂm l'ﬁ U%LLaﬂﬂLanmmﬂﬂmu@ﬂnaqjﬂvlﬂﬁuau&]ﬂ@?ﬂ
2. Drug substance specification Wansanannlys Lm'\”wawwaﬂ drug substance w3oluiinyey drug substance 289
Nwﬂﬂﬂqaqlﬁﬂsﬂ QUUI@IQUU“%\? EU\‘]&Jﬂ']s@]?}'ﬂ'}Lﬂﬁj"“ﬂsUﬂﬂ“?Taﬂﬂ'}“u@
3. ﬂ?mﬂmﬁ&]ﬂ@ﬂ’n\?Lﬂﬂuﬂ”ﬂﬂ@ﬂ"’ﬂiﬂ?(ﬂﬂ@u 'UENNLﬁua?’]ﬂjiNWﬁﬂ@'}&‘ﬂI?@WEﬂlnaﬂ'i”n’]ﬂ L1 51\35\1Lﬂ§’ﬁﬁ1§1]ﬁ

I%Nﬂ?'lﬂiwﬂ”lﬁﬂﬁd’l??\?ﬁ']ﬁ’]imﬁ”ﬂ L1384 5»11@1']718'1 .61 2556 1Tudn ‘lwuunugaawuwaaﬂmnswmsﬂszmﬂ
I

Banlagu q
1. mmewmmanmsmsvlmuaummuﬂ“mzmmsuml,w odmvhelwlsznelng uazduas (declare) LR INE®
1.1 lumﬂmmﬂummﬂumsum (M8.2 8.3 8.4 uAuenTEL)
1.1.1 lunsdifidueniindalutsemelng Weds ne.2
1.1.2 1unsmmﬁummm1twammmussa} Wit nw.3
1.1.3 'l.unmmLﬁummmﬁmnmaﬂswmﬁ Wil ny.4
12 tl.ummamumwzmm NE.1/8.1 YBIMEUTIN wsasmnmamm’uamsmusﬂwﬂmwwmaawamnm‘n
mumm‘n“mzlu (fmlshed product specification) was ’uamﬂu@ﬂmn'lwmadmnﬂu (drug substance
specification) ﬂmmagi mwmsulaﬂuLLiJaaLm"'lmwaJL@m fﬂmamumanmsmm’wmwmUmswmm""lm (8.5)
NINWTBY finished product specification LLaz/%3a Drug substance specification I@U’uaun”l'unamuﬂamﬁ
dszmenanfidnnsefing wazlaifiu 20w auﬂswmﬂﬂswmmwmamnmauna

o
(89T0).e 6)7/ Usemunnenssums

(Wwasud faasue)

(89%9)............ — t . f .............. e NTTUAT (m%a) .......... \/7'5 ..... ‘hj WL ................ nITUMS

(Wrauian N9JI7843) (WNRIIMIA ’]‘1;&1]'1@)

<
W2/ 18376 yailB1812561



2. 1ANF1ITUTDINATFIUNIHAA LN

21 nsd@fenaaalulsanalng riTw§<ﬂﬁaaﬁLanmﬁmmmmmumswﬁmmmwé’nmmﬂua:?ﬁ'msﬁﬁlu
MINaREN PIC/S (Pharmaceutical inspection Co-operation Scheme) I@U%u’am’m PIC/S participating authorities
%3a uLana’mmaommmumswammmwanmmmLmvaﬁmsmlumswammmaomunmuﬂmvnisums
DIMIIURTET NITNTIFITIIUFY manwmu@muiﬂyuﬂawwaa@ﬂaamamﬂmywnumnmmmua $ATmTialn
NIINENYT PIC/S 1u%m@mmauamy mmmammmaumsmwaauimwwamssusaom’suﬂsvmﬂ
Uszmanmdidnnsafing

2.2 psdfidugingroneoilssne o HNAAdasiilanmIsUsB I AU IR RN I e
’aﬁmsm'lumwamm GMP %38 GMP/PICs (Pharmaceutical Inspection Co-operation Science) Taewiaeam
PIC/S participating authorities ajus1ga mussumIaTIReulasdnansiusesBetulsemadszniasien
alannsafing vWIaanyaneadn usudnsd
3. lBNAITAMINTBIBTIERETIAN (Enwnnany)

3.1 Nan’ﬁm’aﬁl’JLﬂi’]Mﬂ MNHAAN TN mmmsﬂmaowwa@ (Certification of analysis of Finished product) lu
msuwaazﬂumama

3.2 mannsarndeneigmawiagfuvesdasidety (Certification of analysis of Drug substance) Al7l4
miwammsummﬂumamommaowwa@muavwwammmu

33 Lanmsmavxanmuwﬂumwawwmamwsumswamaownmumaammmmy (Drug substance)

78 3.2 nusumiwamawamnmsnmmm'sﬂ (Finished product) 78 3.1

3.4 lunsddunadousnuannnd 2 4 adaslidmnmweiunanIs@ne Long term stability aufizn
WandnlunsSounanugns LLaJlmumsmmmmaaLanmsmnwummwaamw

3.5 lunsdifunadeonnuntonnty 2 9 wdasiiiunmwignamfnEnnuastIvessauiiy
Wisndslunsndeusninusad LLa'“"lmumsmmmmamﬂmsmnwwmmwaausiem

3.6 Lanmmammmmmmaammwamamamﬂmm’mmu%awmmsnmnumm"l.@"lummmmu
‘nl‘*ﬁn‘umﬂm LL&»G)E)OLLEWNSWUQWLBU@‘NﬁaﬂﬂaaGﬂUTawﬂlmaﬂﬁﬁiﬂﬁﬂﬂﬂ’l
4. inodeen

4.1 dlauanan davsdatnosnatnatas 3 WiBUIIAeT ‘HGLﬂ%@]’JLLﬂ%LLG@OS’]UauLEJU@vLﬁﬂiUﬁJ’J%
mmmvxu@lummaﬂmawmmﬂﬂmmu
5. msﬂs*nuﬂmmwmwawau (uamstanaIIM ISl sein

5.1 m*nmwaumawmal‘ﬁ“”l@‘%uaﬂmw 1 @ siuaniusenay

52 mwmmwmuau ﬁ]maommmewmU’meaawamwnmmmvmmswnawau

5.3 nsmwmﬂswmimmsaumasmmﬂmamwaaomaﬁnmm SR UMW METIENITIsmsEe

Jovvaa0819 lasganyas maaaammuanmummummmwmma@mmmsvmmuﬂugsuﬁmau
m'l.'ﬁmtmmmmaalumsmammswmammw nsmnwmwﬂmﬁu‘lﬂmwﬂmanwmvLawwz WUILTITATVE

ﬁ\‘l’JuaYlﬁchi‘UWﬁ]’lim']ﬂ'ﬁLﬁuaT]ﬂ’l EJ’WNHEW’J’D a3 wmuuaﬂmawwamluﬂsm avh.l

U

-

A
(CE312) W ....................... Uszmunmienssunng

— (Winasug faasue)
L=l .
(CR3) N nINMST (89%0)........ A ‘1’;-(»?1 nITNMT

(WNI1IUTI Nadsay) (WN81IN5R TIHUTA)

w3376 4aiB18/2561



5.4 QmUa:ﬁaofmﬁﬁﬂum!ﬁaUnlnﬁmmmq %?mﬁmﬁ@mﬂﬁauamweﬁaﬂizmﬂﬂGJ naurmualaslaud
dauly
6. diauaan () Buganlisnidndgnnewasurivive gl
6.1 nst‘fmamszﬁmmn?mﬁzﬁmﬁmnnm?ﬂmmam’msu,w*nU”I.ajLﬂuvlllmummgmﬁaﬁmm
6.2 NIUNEAA U mwﬁ@ﬁgnGamﬁuﬁmnﬂﬁammmhuﬁwﬁfmmﬂm:nsswmsmmma:m Tugasnmaes

9 &
R vavcwy

6.3 nsrﬁwuﬂrqummwmnwﬁmﬁmsﬁﬁmaﬁwa@iaﬂszﬁw%wmm:mwﬂaa@ﬁwia;jﬂ’mﬁ"lﬁﬁ'um
7. %mmwms"uam'suz‘?wﬁvlai%’uﬁmsmN§mﬁm‘;’i‘mﬁﬁﬂizﬁgnL?UntﬁuﬁuI@ﬂe‘hﬁ‘nmuﬂm:nsmmi

IMIUATEN I UTTEZLIa 1 ﬁn’aui’uﬂszmﬂﬂszmmﬁmSLﬁnmaﬁnﬁ

v

LERE VT KRR

1= The United States Pharmacopoeia 38

......................................... Usetua UENITUNNT
(Wieastud Rapstug)

(ZN’T):?’J) /jz—ﬁ 7 \-j’ﬁ %j Ty

............................................ NITNMS (8978).... =20 74 2 LNITums
(W83 naviay) (WHE1MIMIE uang)
9

o =l P
H%1YI4/T'IFJTI'IT"6 qﬁﬂB18/2561



k3
I18azLd ﬂmqma ﬂHth%W’]tu%ﬂ‘;ﬁﬂlﬂﬂﬁﬂiﬂﬂi%ﬂ%ﬂl?ﬁﬂ%‘ﬁlﬂ’l
P
laan B18/2561

i'wmiﬁ 7 Nilotinib 150 mg capsule

muﬂs:nma‘i’mi’ﬂquaswmﬁ

1. #on Nilotinib 150 mg capsule

2. amaniianall
2.1 3uuuy Lﬂuml,ﬂmmﬂsna fMTUSUUTEMY
2.2 suilsznay ﬂi”ﬂa‘umﬂmm Nilotinib hydrochioride monohydrate ﬂa&luaﬂu Nilotinib 150 mg
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3. amavdanainaia

3.1 Finish product specification""?

1. Yanadaenddy mwmumwﬁs:qlu Finished product specification

2. |dentification m’JiJBJ’]umaJﬁ'S:q‘lu Finished product specification

3. Dissolution | m’z’awhum&lﬁinﬂu Finished product specification

4. Content uniformity m’;ﬁ]mumu‘ﬁlsquu Finished product specification

5. Impurity / Related substance mwmumu‘ﬁizq‘lu Finished product specification
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578m157 8 Nilotinib HCI 200 mg capsule
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Oxaliplatin 50 mg injection

1. Boan Oxaliplatin 50 mg injection
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3.1 Finish product specification

Testltem

e . . Usp3s

1. ﬂsmmmmmﬂm

90. O 110 0% of L.A. of Oxallplatm

2. |dentification

ATIINR

3. Impurities 1. Oxalic acid : NMT 0.6%
2. (SP-4-2)-Diaqua [(1R,2R)-cyclohexane-1,2-diamine-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 ATV
6. pH 4.0-7.0
7. Particulate matter ATITNIN
- BUMATUIA > 10 pm laitfis 6,000 oA
- BUNIAYWIA > 25 pm 15 600 auMa
8. Volume in container AT
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3.2 Drug substance specification : Oxaliplatin")

i . Test item : : ’ UsP 38 :
1. WBnudendngy 98.0 - 102.0% of L.A. of Oxaliplatin (dried substance) '
2. Identification ATIIN
3. Acidity ATITHIN
4. Specific optical rotation +74.5° to +78.0°
5. Microbial limits -Total aerobic microbial count : NMT 20 cfu/g

-Total combined molds and yeast count : NMT 5 cfulg
6. Silver NMT 5 ppm
7. Loss on drying NMT 0.5% of its weight
8. Platinum 48.1% - 50.1% of the Oxaliplatin (dried basis)
9. Heavy metals NMT 20 ppm
10. Bacterial endotoxins Not more than 1.0 USP EU/ mg
11. Related substances - Oxalic acid : NMT 0.1%

- Oxaliplatin related compound C : NMT 0.1%

- (SP4-2)-diaqua [(1R.2R)cycloohexane-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%
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1. 8087 Pamidronate disodium 30 mg injection

2. amansianalyl

2.1 3luyy Wumsasmodnannida swiude

2.2 gamdsznay  Usznausay Pamidronate disodium 30 mg lu 1 Vial
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3.1 Finish product specification'”

. Testhem SEan e B Lot e

1. PSnmensdegy 95.0 - 105.0% of the L.A. of Pamidronate disodium
2. Identification AT
3. Bacterial endotoxins NMT 30 IU of endotoxin/mL
4.pH 6.0-7.0
5. Particulate matter AT

- aUMATWIA > 10 pm liifin 6,000 ouMA

- auNATWIR > 25 pm laifin 600 auMA
6. Sterility ATIVU
7. B-Alanine NMT 0.5%
8. Volume in containers AT

(Wwasd Haesue)

I
(CRT:) N NIINNMT (89%a).... YN & Iﬂﬁ .............. NIINNT
(WNEIUIT Ne9Tad) (WHEIMIH T14L7A)

winfiis1enIn10 'qﬁ'ﬁB18l2561



3.2 Drug substance specification : Pamidronate disodium "

 Testitem , ;
‘ik.kﬂgﬁﬁﬁu@ﬁ mﬁ’m"ty 98.0 - 101.6% of thé LA. of Pamidronate disodium (anhydfdué subsiénce)
2. Identification ATIIN
3. Appearance of solution ATITNI
4. pH 7.8-88
5. Water 23.0% - 27.0%
6. Heavy metals NMT 20 ppm
7. Related componds - Impurity A (3-aminopropanoic acid (B-alanine)) : NMT 0.5%
- Impurity B (phosphoric acid) and C (phosphorous acid) : for each impurity, NMT 0.5%
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Qv Qs J Qs
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N B18 /2561
3187150 11 Trastuzumab lyophilized 440 mg for injection

Qs Qs =i
GI'I&J]J?Zﬂ'lﬁ%OW')ﬂE!UaT’Iﬁﬁ'IH

1. Bagn Trastuzumab lyophilized 440 mg for injection

2. anbaNLGn2
J o Qs L 2 a o
2.1 3wy Wunanisiaaniie swsuroarasaiiand
2.2 #wdsznay  dsznaudiueaen Trastuzumab 440 mg 1w 1 MTULUIIY
= A’ v . . o . . .
23 MIBUSUITY Uﬁi@luﬂ’)‘lmxusigEl’mmli’lﬂmm’ﬁa W38dl Bacteriostatic sterile water for injection 20 mL
A ' @ o O @ a o & A a a
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3. AMENUANINARA

3.1 Finish product specificationm

1. Potency by Bioassay mswmumuﬁszq‘lu Finished product specification
2. Identification m’aﬁ]mumuﬁs:qlu Finished product specification
3. pH m’aﬁwi’mmu‘ﬁi:qlu Finished product specification
4. Sterility test mwshumuﬁizq‘lu Finished product specification
5. Particulate matter mwmumwﬁiquu Finished product specification

- 8UMNALIA > 10 pm lilAin 6,000 auma
- aUMATWIA > 25 pm Laiifiu 600 auna

6. Bacterial endotoxins mi’;ﬁ]f«hu@]’]&l‘ﬁli:ylu Finished product specification
7. Water content @li’;ﬁ)mu@l’mﬁi:qlu Finished product specification
8. Protein content m’a%i'mmwﬁiquu Finished product specification
9. Purity e33R UuMATiszylu Finished product specification
10. Osmolality ﬂsaaﬂﬁumﬁuﬁiquu Finished product specification
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