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181N 1 Calcium folinate 300 mg injection
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1. iﬂm Calcium folinate 300 mg injection
2. amasianalyl
2.1 3uny WussazaeUnends sniude
2.2 #wmisznay Usznauday Calcium folinate 10 mg/mL (300 mg) 1w 1 Vial
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3.1 Finish product specnflcatlon‘ LA

Test item BP 2013 USP 38
1. USinadaznsdany 90.0 - 110.0% of the stated amount 90.0 - 120.0% of the L.A of Leucoverin
2. Identification ATIU ATIINY
3.pH 65-8.5 6.5-8.5
4. Related substances - the area of any peak corresponding to formylfolic ﬂ‘namuﬂ’mﬁix‘iﬁu Finished product
acid : NMT 1% specification

- the area of any other secondary peak : NMT 1%
- the sum of the areas of any secondary peaks : NMT 2.5%

5. Bacterial endotoxins ATITH% NMT 1.95 USP EU/mg of Leucovorin calcium
6. Sterility ATV ATIINW
7. Particulate matter ATIHIL ATIININ

- BUNIATING > 10 pm
Laitfin 6,000 aynmn

- 2UMATWIN > 25 pm
Litfin 600 oA

8. Volume in container / ATV AT

Extractable volume
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2. Drug substance specification "?

AMANURMINAKA BP 2013 USP 38
1. Wnmdaedey - 97.0 - 102.0% of the L.A of Calcium 95.0 - 105.0% of the L.A of Leucoverin
folinate (anhydrous substance) Calcium (anhydrous basis)
- 7.54 - 8.14% of the L.A of Calcium
(anhydrous substance)
2. Identification AT AT
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 -
methanol - 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/mg -
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UINWTBY finished product specification Waz/m3a Drug substance specification I@Umatmﬂ"unau’mﬂizmﬁ
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MINENLN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taowiiagam PIC/S participating authorities
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3.1 Namsmaaﬁmﬁ:qumwwwamﬁmﬁméﬂSﬂgﬂmad;jwﬁm (Certification of analysis of Finished product) 1w
mjuﬁd«ﬂué”sama

3.2 Namsmaﬁﬁmiﬂzﬁﬂmﬂﬁwfﬁlq@umaoﬁ"smﬁﬁﬁry (Certification of analysis of Drug substance) ﬁ‘l‘ﬁ'lu
mswﬁmméu'ﬁ'duﬂuﬁaazmﬂ””waa;jwﬁmmt.m:ﬁwﬁmfmqﬁu

33 Lanmwéavxﬁngwuﬁuﬂ"ummé’uw"'uﬁs:mﬁaéumwﬁwaoi’mqﬁumawﬁmé’]ﬁ'ty (Drug substance)
78 3.2 TUFUNINAAIaINI AR M ENE1T3Y (Finished product) 7 3.1

3.4 lunsdifunadousnanunnii 2 9 ssdasddnwnnwinenamsanen Long term stability aaififin
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5.4 Qmmmaasumawmmam‘lnammmq wialdaRemaFananindaotsznisle g newrwualaslid
Gouly

5.5 SzUUMSILLAzIaRIL@oIuLUL Cold chain system ﬁvloﬁ”mmgﬁumwé’mnmsﬁ good storage practice
(GSP) waz good distribution practice (GDP) lasuaadienansUsznay

6. fiauasian (Jne) Busaalisnidndanionasuimua aoit

6.1 nsfﬁwamszjmnaimw:ﬁmﬁmnnsaf.;'nmmam‘mmwnU"’Lu’Lﬂu'l,ﬂmummgmﬁaﬁ'mum
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801N 2 Capecitabine 500 mg tablet

ANUTENAIINIR AU

1. ;%i]ﬁ Capecitabine 500 mg tablet
2. amasianaly
2.1 Juuuy weidanfeuRdn (Film-coated tablet) §1%3LsULTr"
22 dulsznay  isznavehudaen Capecitabine 500 mg 1w 1 1w
2.3 MIULUITY U LUUNS agdiifluamansd w3a blister pack Jagdin
2.4 387N - i::q%am sz naumFmQLAza UL TunEa fuéumq Wwafinde wansdou
Fsuen waz3TmsALIhwen Hotedaauunussariud
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3. AmENLIANNIMa®e

3.1 Finish product specification ""?

1. YSinmeaendeny 90.0 - 110.0% of the L.A. of Capecitabine

2. Identification m’z’a)mumuﬁsz‘iﬂu Finished product spec!ﬁcation
3. Dissolution mwmumuﬁsquu Finished product speciﬁcation
4. Uniformity of dosage units maﬁlmum&lﬁs:ﬂu Finished product specification
5. Related compounds / Impurities m’sﬁ]mumuﬁs:q‘[u Finished product specification

3.2 Drug substance specification @

AmANIAN 1IN AKA USP 38
1. YSanmeendary 98.0 - 102.0% of Capecitabine
(Calculated on the anhydrous and solvent-free basis)
2. Identification @713 U938 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 ATIIU
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UNWIBY finished product specification Laz/%3a Drug substance specification lagvaud lurauiudsenna
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MINEaEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taewmiasam PIC/S participating authorities
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1 = General requirement YaILNETFITU §IMTU Finished product 3Uuuy 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) ;
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31890130 3 Erlotinib 100 mg tablet

muﬂs:nmﬁ'wi’wquaswmﬁ

1. #am Erlotinib 100 mg tablet

2. amsansianaly

2.1 31 uy Wusude s nsusudszmu

22 sdznay  Usznaudandaen Erlotinib hydrochloride ﬁaugan”u Erlotinib 100 mg u 1 1la

23 mruzursy - usreluuwsagfiifloanans w3a biister pack Jagiin
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3. amaNUaMSInatia

3.1 Finish product specification™?
1. S oapndngy 90.0 - 110 % L.A. of Erlotinib
2. Identification test m‘mmu@’mﬁsziﬂu Finished product specification
3. Uniformity of dosage unit ATIINMU
4. Dissolution ﬂi’mchumuﬁﬁquu Finished product specification
5. Related substances / Impurity mam«"m@’mﬁsxq‘lu Finished product specification
Wonludug
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318NN 4 Erlotinib 150 mg tablet

muﬂsznmﬁ'wi’mquaswmﬁ

1.8881  Erlotinib 150 mg tablet

2. amanyianaly
2.1 3uny Wuenide Ssusudsenn
2.2 swznay  dsznaudindaen Erlotinib 150 mg lu 1 1la
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3. AmENIANINARA

3.1 Finish product specification'"?
1. USanmeanendany 90.0 - 110.0 % L.A. of Erlotinib
2. |dentification m’sﬁnhum&lﬁiquu Finished product specification
3. Dissolution m’sﬁwi'mmuﬁs:qlu Finished product specification
4. Uniformity of dosage units @li’)ﬁ)ﬂhuﬂ’mﬁiﬂﬂ% Finished product specification
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m’m‘ﬁ'i{umtﬁﬂu {finished product specification) LLa:ﬁTaﬁﬁﬂuﬂqmmW‘uaﬂf@lqﬁu (drug substance
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AW3aw finished product specification Waz/%38 Drug substance specification laguawn lrawiulsenia
dszmenadiannseiing wazlaiiiu 2 § o Sudszmelsenieandidnnseing

-

4 A YIeFuAMeNIINNT
(woastie Naasoue)

(m%a) ' ;3{ NTINAS (aa%a) \—)L?‘\ (ﬂ/’\p

........................................................................................ N3NNI

(WHRIIUIFN NaITed) (WHFIMNTA 1L18)

m'hﬁuﬁun11ﬁ4qaﬁ809/2560



2. 18NF1IIUIDINATFIUNIHA AL

21 psdigadnlusanalng cTN5@1@1’5}0;‘3Lanmsﬁ'mmmmmumswﬁmmmwé”nmmﬂm*%%msﬁﬁ’lu
MINENL PIC/S (Pharmaceutical Inspection Co-operation Scheme) laewiagay PIC/S participating authorities
%io uLanmssusmmmmumma@mmwanmmwm;mmswﬁlumwammmaomunmuﬂmnssums
DIMIIUAZET NTNIWITITUGY snonnﬁuﬂmuiﬂuuﬂaﬁuaamﬂaaouaxmmﬂunu*ﬁamnmmua:“mmsﬁﬁlu
n1sndaen PIC/S lunuaaenfilauaziy atuirgaausauntsesraseulasinamsutesfisudsene
dsznieanadidnnsading

2.2 nydifidnweingranastsane o uAadasdionsssusaanaspumMINAatnauwa N e
AT uNINERLN GMP Wia GMP/PICS (Pharmaceutical Inspection Co-operation Science) Tagmsiapsu
PIC/S participating authorities 21iUaga musaunservssulasinansiusesfieTulszmeadseniasian
alannsafing Wiegaseadw usaudnydl
3. Lanmmmmmuaamﬁmuaﬁm (Fnwwimwang)

3.1 Namim’sﬁnLﬂﬂmﬂmmwwaﬂﬂm‘mrm’ni'«aiﬂ’ﬂadwwa@l (Certification of analysis of Finished product) N
msuﬂam,f]umatm

3.2 Namim’zﬁnLﬂi’l:ﬁqmnﬁwf@qaumadﬁ"amﬁ’lﬂ”ty (Certification of analysis of Drug substance) ﬁl'l‘ﬁ"lu
miwﬁmms‘uﬁauﬂuﬁua:ha‘ﬁgwaaﬁwﬁmmua*ﬁwﬁ@f@lnﬁu

33 Lanmsmav\anmuuuﬁummauwuﬁs'*m'mumswa@maa’mnﬂm:aamma’mm (Drug substance)
99 3.2 nusumswa@"uawammmmmw%ﬂ (Finished product) %2 3.1

3.4 lunsdidunadowgnanannni 2 9 dpaldmNWENBNaMsAN®N Long term stability aufiin
Wndulunadouenanuaaa LLaw"lmumsmmmmaaLanmsmnwuaﬂuﬁa’uaouswﬂ

3.5 lunsdidunafougnantesni 2 3 RAITELINMWENIHEM IANHIAINAITIVAENIUT DY
viadulunzdougnanuaad LLa:'LmumsmmmmaaLanmsmnQué’wmwaou‘%wn
4. q0een

4.1 diguanen dossaaaatnenagnaies 1 WU UA Fududunuusainoszidoaldasutiu
muﬁﬁmu@luﬁ‘ﬁaqmawﬂ‘ﬁﬁ;ﬂﬂ’ﬁwﬁu
5. miﬂszﬁ’uqmmwmﬁdwau (waRLaNEIINITIUYIENW)

5.1 mﬁd\mauﬁaoﬁmulﬂ@‘iﬂﬁfﬂmndw 1 1 duanniuguay

5.2 ﬂ’mmmﬂmuau ﬁuﬂaammmewmUlususadNamimm’amﬁmmmwmuau

5.3 nsmﬂ%mmwmsmmsammamamﬂmuamwaammmmﬂ*mmmw WUIUTITNNTALYRINIRD
Tovvad 1089 I@mmnm] sdasdspnAnSnauiwIniinisensssniaiiansiuss WuhuAasey
m‘l’ﬁmnmnm’uaa'lumsmammﬁ,mmmw nsm'nwm"nm‘lmﬂuvlﬂmuﬂmanwwmwwv WUV
mmaﬂﬁvlmuwmmmmnauaswmmmnm’maa N‘U’]ULL&JV\?BNNRG\IRQSW\E}VM

5.4 @mﬂ"amamJLﬂaﬂummamlnwmmq mamam@mﬂaammwmﬂﬂszmﬂmq neuwualaslsi
fisanla

UIemuamenIsums

(wnesmd aasmud)

—
(BB T NIIUNNT (m%a).........%jlfﬁ‘..;....zm ............ NIINNIT

(WHENITUIE NodTaN) (WENIMA ya)

wﬁ'lﬁZIﬂumsﬁqnﬁBoslzsso



6. lonasGenludu 9

6.1 winoiaue lilgndunyy (original - drugs) daslinilafaugaIN1INAROY Bioequivalence Tiana
Wisusunusduuuy Im'sﬁmsﬂnmmaatﬂuvlﬂmwanmmmu.awLLmﬂgum‘lumsﬂnmmauuamaam
ST VBIRUN I RA AN TIUMTAN ISR N neEnwmmImgy” lunsdidunad BUA LN AL LY
Inai (ldtasnaidouen NG) mmsnﬂnnummuuLana’ﬁmsﬁnw’r’mauuamaam
7. didnaan (A"a) tusanlisnidndgginowasuivwe §ai

7.1 mmwammumamLﬂswmmumnnsmwmmamsmmwwU"'l,uLﬂuvlﬂmummmwamwuﬂ

72 nimwamn ! m’m@unnmnmmm’mﬂ Tasemalassninnuanenssumsawsuazen lusasoswes

a

azymw*mammu
7.3 mmmamiau @li?%’JLﬂiT"ﬁ mumnnsu’m El’lﬂ'}ﬁﬂiﬂ'ﬁLLWY] sﬂmﬂuvlﬂ mummmwan’mu@
74 nsmwa@m U mﬁu@unmﬂmmnﬂm’mw aa@1mﬂI@almummﬂmnﬁsumsmmﬂm:m ‘Lummmma\v

Qs

ETIU‘QJ’I'#]‘,’HE)Q::’U’IE]

o

7.5 nsmwuﬂmw\ﬂmmwmnwﬁmﬁ'm‘ﬁﬁmaaawa@iaﬂszﬁwﬁwaua mwﬂaaﬂnumawﬂmﬁ‘lﬂsum'\
8. %mmwmwaamuawﬂmuwmsmwammmmﬂuﬂswwnmmnmmﬂ@ﬂmummawnsmms
2MMITUATEN PuTzEza 1 D Aawindszmeayszmasmaiannsefing

RNRHA 1 51989970
1 = General requirement 283LN&FE1TUE NI Finished products 3ﬂLLuumLﬁ@1
= ICH Harmonised Tripartite guideline Impurities in new drug products Q3B(R2) current step 4
version dated 2 June 2006.
3 = ASEAN Guidelines for the Conduct of Bicavailability and Bioequivalence Studies Lta:@;ﬁa
msﬁnm‘ﬁaﬂs:ﬁw%waum%’;auyamawamﬁmﬁm NBINIVANYT FWNNUATNTINIS

TWITURZYT NTENTN ﬁ'lﬁﬂ‘imq‘ﬂ

weaswg NaaToue)
@35a)...... /_—;&/— ........ NTINNT (m%a)......}.—ﬂﬁ....?ﬂ. WD NSN3
(WHRNTIUIE Nadsad) (WWENMIA T %ua)

wii3munsilayailBoss2560



= Qo L ‘4 Qo
s'lsa:Laﬂﬂqmanvmzmw'lmmuﬁ']manm‘imsaﬂ%anﬁnmﬁm
tawn B09 / 2560
5780131 5 Idarubicin HCI 10 mg for Injection

ANUIENIAIINIG U1

1. Bon Idarubicin HCI 10 mg for Injection

2. ansansianialyl

2.1 guuuy Wunenannide swsuaadmasngand

22 dmdsenay  Usznausaadaen Idarubicin Hydrochloride 10 mg 1w 1 Vial

2.3 MTULUIN msqlumw:msrgmi‘i@ﬂmﬂmm%a Yasruusa®

2.4 281N - nq’fam SUUsENaUAENFALITANNUTI TUKER 'Yuﬁvumq Wwafinge wanzdow
F3uen uasISmaAushenen vl,faziwﬁ'mwuuusigﬁmﬁ
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3. AMENLANINAKA

Namsm’sﬁtﬂi’\:ﬁqmmwL‘ﬂuvl“l.lmu Finished product specification W&z Drug substance specification ‘ﬁ'
grdmnindsdiuatidstu dldvenafoudasinnuasensumsamsuazen NIZNTNENTITUY MUt
indrdfuAlddedsdaailuatufifisurinnielniniunasgndrdsuladifunits auysznianszniag
FITIOAEY 1389 TEYANTIEN WA.2556 aaTUT 11 wmnou w.A.2556 (volszmelumafivaunsniud 10 Squew
2556) nszﬁ"l,;il,ﬁﬂuwiﬂﬁ’ﬁun"uqa:Jw“ﬁwaonmxnssumsﬂﬁ:mﬂﬁmm

3.1 Finish product specification "

Test Item USP 38
1. USunmarendany 90.0 - 110.0% of the L.A. of Idarubicin HCI
2. Identification ATIH®
3. Constituted solution AT
4. Bacterial endotoxins NMT 8.9 USP EU/mg of Idarubicin HCI
5. Sterility AT
6. pH 50-7.0
7. Water NMT 4.0%
8. Uniformity of Dosage units A5
9. Particulate matter AT
- ayMATWIA > 10 pm laiifin 6,000 auna
- 94MATIIA > 25 pm LaiLfAin 600 auma
C XL 1) W W ................... Use FUA L NIINNNT
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2. Drug substance specification "

Test Item USP 38

1. Ranadisndey 960 ug — 1,030 ug of Idarubicin Hydrochloride/mg
(Calculated on the anhydrous basis)

2. Identification ATINY

3. Crystallinity ATIINIU

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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