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3.1 Finish product specification

{1h(2)

amndaianinaika

'USP 35

BP 2013

1. YSnmaandngy

90.0 - 110.0% of the L.A. of |fosfamide

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

2. ldentification

ATITHIY

AU

3. Constituted solution /

Appearance of solution

@379 (Clear)

AT (Clear)

NMT 0.125 USP Endotoxin Unit/mg

4. Bacterial endotoxins AN

5. pH 4.0-7.0 40-70

6. Water NMT 0.3% NMT 0.5%

7. Sterility ATIVNU ATITNIW

8. Uniformity of mass AU ATIINU

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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(1).(2)

3.1 Finish product specification (oia)
 qmaNianinaia usp3s BP 2013
10. Particulate matter ATITNIU I
- BYMATUIA > 10 pm
Lsitfin 6,000 aume
- BWATWIN > 25 pm
1siifin 600 auna
3.2 Drug substance specification ™
qumniamonaia . usP3s ‘ BP 2013
1. USnmerensngy 98.0 - 102.0% of Ifosfamide 798.0 - 102.0% of lfosfamide
(anhydrous substance) (anhydrous substance)
2. Identification ATITHIN ATITHIN
~ 3. Appearance of solution - ATIIHU
4. Acidity or alkalinity or pH 40-7.0 AN
5. Optical rotation - -0.10° to +0.10°
6. 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. Chloroform-insoluble phosphorus | NMT 0.0415% -
10. Limit of 2-chloroethylamine NMT 0.25% -
hydrochloride
11. Sterility ATIVC -
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%
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1890130 2 Imatinib 400 mg Tablet
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1.3280  Imatinib 400 mg Tablet

2. amaniana
2.1 3uluuy Wueuda dnsusudsenu

22 gwidsznay lu 1 e Wsznaudaeen Imatinib mesylate ﬁawgaﬁ‘u Imatinib 400 mg

o=\ u Qs ! 2
2.3 MAUTVIN ussa;luumagmﬁﬂuwamﬁ %38 blister pack Uasruanusule
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3. amdaanmaia

3.1 Finish product specification™?

1. Snadisnddy 90.0 - 110.0 % of the L.A. of Imatinib

2. |dentification m’mhumuﬁszu‘lu Finished product specification

3. Dissolution Gl?’li]N’m@l'l&mi.,Ulu Finished product specification

4. Uniformity of dosage units AT

5. Related substances / Impurity mwmumu‘ﬁ'iquu Finished product specification
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8NN 3 Gemcitabine 1 g for Injection

adlszmadaninguaysii

1.388n  Gemcitabine 1 g for Injection

2. anaN@ana

A’ o Q  of
21 El.lLL‘]J‘U LﬂuNGU']‘IJT]ﬂﬁ]'mL’D'?J TRILAA

2.2 dawlsznay 1w 1 Vial Uszneudaedaen Gemcitabine hydrochloride Nauyanu Gemcitabine 1 g
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3. amdnlENIINARA

HANTINTIRUATIE %ﬂmmmﬂuvlﬂmu Finished product specification uwaz Drug substance specification
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3.1 Finish product specification“’

AndNtanImatia

USP 35

1. USanaeendagy

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

- 84MATUA > 10 pm lalifin 6,000 ayme
- BYMATWIA > 25 pm il 600 aune

2. Identification ATINIU
3. Clarity of solution AT
4. Bacterial endotoxins NMT 0.05 USP Endotoxin U/mg of Gemcitabine
5. Sterility ATIWU
6. Uniformity of dosage units ATITNU
7. pH 27-33
8. Particulate matter ATINU

9. Chromatographic purity

- Gemcitabine Cl-anomer : NMT 0.1%
- Each of any other impurity : NMT 0.2%
- The sum of all impurities : NMT 0.3%
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3.2 Drug substance specification'”

anauiananaia B ~ . USP35
1. USuouen mﬁ’lﬁ'ty 97 5-10" 5% of Gemcitabine Hydrochloride (Calculated on the as-is basis)
2. ldentification AT
3. Specific rotation +43° to +50°, at 20°
4. pH 20-3.0
5. Residue on ignition NMT 0.1%
6. Heavy metals NMT 0.001%
7. Related substances By liquid chromatography
1.Gemcitabine C(-anomer : NMT 0.1%
2.Any other individual impurity : NMT 0.1%
3.The sum of all impurities : NMT 0.2%
8. Bacterial endotoxins NMT 0.05 USP Endotoxin U/mg of Gemcitabine
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801N 4 Tegafur 100 mg + Uracil 224 mg Capsule
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1. %aﬁ Tegafur 100 mg + Uracil 224 mg Capsule
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2.1 luny Wusdeuags dmsusudsemu
22 swdsznan w1 1la Uszneududa Tegafur 100 mg was Uracil 224 mg
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3.1 Finish product specification“’
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3.2 Drug substance specification(z’

amanLannaka ' Japanese Pharmacopoeia 16" edition
1. YSanmeaendregy Not less than 98.0% of Tegafur
2. Identification AU
3. pH 42-52
4. Melting point 166 - 171°C
5. Purity - Clarity and color of solution : Clear and colorless

- Chloride : NMT 0.011%

- Heavy metals : NMT 10 ppm

- Arsenic : NMT 2 ppm

- Related substances : #3294

6. Loss on drying NMT 0.5%
7. Residue on ignition NMT 0.1%
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i’lzlﬂ’li‘?; 5 Docetaxel 80mg Injection
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1.#as1  Docetaxel 80mg Injection

2. amaanianaly
2.1 3uuuy usnsazasdenides dmsude
2.2 gawsznou  Usznaualu@lnt Docetaxel 20 mg/mb WMU3INas 4 mL @8 1 Vial
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3. AMEANLANIILNAKA

Namwsw"?mﬂ:ﬁqmmwLﬂuvl,ﬂmu Finished product specification i8¢ Drug substance spacification
{ L2 =) R o Qs Q al Qs A 9/ i) o L 3
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3.1 Finish product specificationm

amsnianamaka

USP-35

1. WSnmdaendngy

90.0 - 110.0% of the L.A. of Docetaxel (anhydrous)

2. identification

AT

3. Bacterial endotoxins

NMT 1.94 USP Endotoxin Units / mg of Docetaxel (anhydrous)

4. Sterility ATIVHW
5. Particulate matter ATITNIU
- a%MATWIA > 10 pm laitAin 6,000 aume
- DUMAYUIN > 25 pm 5i1Ain 600 aUNA
6. Extractable volume ATIHU

7. Oraganic impurities

- 10-Deacetylbaccatin : NMT 0.30%

- Crotonaldehyde analog : NMT 1.3%
- 6-Oxodocetaxel : NMT 1.5%

- 4-Epidocetaxel : NMT 0.5%

- 4-Epi-6-oxodocetaxel : NMT 0.5%

- Any unspecified impurity : NMT 0.2%
- Total impurities : NMT 3.5%
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[GRX2) N (SN AT UseFUAMENITNNIT
v & o A
: (WiegsAnd aiaduc) -
A A . . <
(GRE12) N nIINMS (@9%0)...... S TR NIIUMS

(WNENTUWIEN 1189384) (W1R1IMIA ’ﬁwgpma)

wirilmensiisyeiiB132559



3.2 Drug substance specification'"

AMFNLANIINATA S . UsP3s i
1. ﬂ?mmm”'améﬁﬂ”:y 97.5 - 102 0% of Docetaxel (Calculated on the anhydrous and solvent-free basis)
2. ldentification ATV
3. Residue on ignition NMT 0.1%
4. Heavy metals NMT 20 ppm
5. Related substances - 2-Debenzoxyl 2-penteonyl docetaxel : NMT 0.5%

- 6-Oxodocetaxel : NMT 0.3%

- 4-Epidocetaxel : NMT 0.3%

- 4-Epi-6-oxodocetaxel : NMT 0.2%

- Any unspecified impurity : NMT 0.10%
- Total impurity : NMT 1.0%

6. Microbial enumeration tests and tests - Total aerobic bacterial count : l3jifin 100 cfulg

for specified microorganisms - Total yeast and mold count : lajifiu 10 cfuig

7. Bacterial endotoxins NMT 0.3 USP Endotoxin Units/mg

8. Water 5.0% - 7.0%

9. Optical rotation, Specific rotation -39° to -41°(t=20°), calculated on the anhydrous and solvent-free basis

wingwvg - nﬁmmﬂmm PUMTINM LT (waive) MInTIELAINTEA TIEMTlR 11»\UuLLaﬂaLanmmanmumnm'm'lﬂmaummb
- Drug substance specification Aansan1anluSiasne Wuawwaﬂ drug substance 3aluSaTey drug substance w89
NNaﬂmmLia‘iﬂ au‘u'lﬂauuwud ‘N&rm‘im’a%’uﬂ?\”%ﬂ'mﬂnmma‘nm‘vxu@

Rawludu g _
1. mmewmuLanmsms"lmnaummmummﬂumsuﬂ'nwaa'muw‘luﬂiwmﬂ"lmﬂ uasdLAY (declare)
UREINER
1.1 lugdynistunsidoudiiven (M8.2 8.3 Ny.4 uSUANT)
1.1.1 Wnsdiffuendindolulszmalng woneds noo
1.1.2 ‘lunsm*nLﬂummvmmammmmia Wi ne.3
1.1.3 luns@fdusnsighannansssme Wuhs ne.4
12 s matunademen vie.1/u.1 YaaEniisueTIon w%”aamUanﬁa@ﬁ‘a’ﬁanﬁﬂwﬂuﬂmwwmaowﬁmﬁm‘ﬂ
muﬁ’ifuﬂuﬁﬂu (finished product specification) LLa"naﬂ’Wm(ﬂﬂmn’lwmaa’mnﬂu (drug . substance
specification) nmmamvmwomsmawuﬂamn’”lmwumu wdouuLnII A WIEMIvaltly (1.5)
NIWTau finished product specification waz/"3a Drug substance specification Iml’ﬂal.m“lmﬂau’mﬂs:mﬂ
dezmanadildnnsaiing wazlifin2 9 o Wilszmalszmenenfidnnsefing
2. NAIIUIDINIAIZIHAIHAAL
2.1 mydfimnaalndsznaing NNa@maaumt.mmwmwmaasmaqmmmuﬂwmaﬂmmwaﬂmmmu,m
FEmeidlumsuEam GMP-PIC/S wIafiguwyi VBINTTNTHITITUFY Twwna e AUUIFATY
saumsmnaau‘[@mJwamssmaammﬂswmﬂﬂsymmwmamnmauna

(aa"B‘a) .............................. [er ....................... Uszmuamenssunig
— (szgsﬂ“’nﬁf FiRdus)
PR ) S nl
(R Yi12) N ATINNNT @3%a)...... S . L — nIIWNT
(WWRUIE 184309) (WHE1IMTR m%mqsma)

wihii2inunsiiayaiB13/2559



3. 1IINATAMNINYBILNERD I (FUWININAI8)

3.1 Nams@mﬁmsw:ﬁﬂmmwwﬁwn"m‘vfmam’wﬁm (Certification of analysis) 'lums'uﬁdotﬂuﬁ‘mzm

3.2 HAMTATINNATIE mmmwmnﬂumaammmﬂm (Drug substance) mﬂumwammsumuﬂumazm
mmaawwammuamwammnﬂu

33 'lunsmmuwmmummmnn'n 2 1 wzdasfidnwinwinsnansdns Long term stability aafifin
wandalunafoueuang Lm,vlmumsaamususamanmsmnwummwaaumﬂ

3.4 Wnsdidunafauenantannds 2 4 VRDILH W MINTNENANITANHIAIINAIR IV I AN T Y
Waudnlunsdouenauaas ua:"lmumsmmmmamana‘mnmduz‘hmwaau?nm
3.5 LaNFISURAINNAIGTBILIMERRITa T ad s nunssumnInnusan ldlua ity
9 vo o [y & 'Y o v o O
ﬁ'l'nnucdﬂ’m u,amaau,amﬂva:u‘é‘umoaaﬂﬂaaanumaga‘lutanmsmnum
4. A8e9En
@ ) e v ' £y i [y 4 [ 'Y
4.1 diauana dasdsaiatnaenation 3 wihgunnuel sududunuuaasneazidoaldasutou
a . o o s ol e e
muwmﬂuﬂlummaqmauumm"lﬂmmu
5. MmalienkamNNedINeY (WaANana TN UL W)
5.1 mﬁdouauﬁaaﬁmﬂlﬂﬂ"l&iﬁazm'h 1 9 Wuaniudvay
5.2 mnm’mwmuau '«rmaommtmmwmu'lusmamammsammﬂmmmﬂawau
5.3 nsm"n%mﬂsw’nmsmmsaumamamﬂaauamwaaomsdmmﬂ*nﬂmmw AUINTIBTNITATYINNIFD
Sasvan109 Tﬂﬂwmm maaquwuanmummu‘nnmus*vﬁn'lsaamn'uﬂﬂmua.Lﬂumuwmau
m'hmmmnf.m:aa'lumsm‘ammsnmammw nmmwmwm‘lmﬂu‘lﬂmuﬂmanumvmwm RUIUTITAITVD
aa';uaﬂﬁclmuwmsmmsmuaﬁmmmnmwm gm’ml,m:/wmgwam'luﬂswa'hJ
o ¥ e o A 9 A A a A 9 ' ° val
5.4 Qmmmaﬁmﬂaﬂummamlnauuﬂmq nIalatianaiausmMwaslsznsla 9 newinwualaslaud
A
owly
¥ L o L - L 1] ) Qs ﬂy
6. {lana 31" (H118) mwau‘lwumanmytywnaumumnuﬂ At
. a ry - . .
6.1 nstﬁwamsqumvmLﬂi'\:ﬁmumnmmwmma@{msuwnzﬂmﬁu'lﬂmummgﬁuﬂ’ammﬂ
a a a & - . o s 1
6.2 moldainwinafieignssnifiviunniasemelasdrinnuanenmsumsamsuazen lugananuas
v P g
fyesdasuy
6.3 ndinudgmgmnnannaianmuniniessinadalssindranazaaaaasiosedianfilasum
7. wu'nmwmwaaaauﬁw%ﬂ&i%’uw‘msmwﬁmﬁm‘ﬁmﬁﬁﬂs:fﬁgm’?unLﬁuﬁuTmuﬁﬁﬁ'm'mﬂm:nﬁums
amsuazen luszeziaa 1 Jrawiudsemalssnmesendidnnsefing

'Ir‘ill‘lﬂl‘mil 81989970
1 = The United States Pharmacopeia 35

o - ,,.J

(Gl 2) LS AR Usesuamenssums

v o v oa

(u"mt;ﬁﬂﬂ@ RIRGUZN)

—
7 ‘
4 d/’_ 4 ‘3
(BIBD).cceceree e nITNNTT (8309)....... Sveriennany /.ﬂ...lﬁl.,;?ﬂ ........... NIFUNIT

(momai’ufim NnadTay) (‘Wl\‘lﬁ'l’lﬂ'liﬂ mm@ma)

m’s‘lﬁslﬂﬂmsﬁsqﬂﬁmmsss



TR UAAUA NHMIANITURUNLIDNAITNIIIATAIBA MBI
1azn B13 /2559
s18n15N 6 Erythropoietin beta 30,000 IU Injection Pre-filled syringe
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1. Basn Erythropoietin beta 30,000 IU Injection Pre-filled syringe

2. amaNLana 1y
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2.2 daudsznay lu 1 MUruIIY Usenauele Recombinant Erythropoietin beta 30,000 U

2.3 MTUzUITNY ussa‘lwaaﬂmsamwsaum (pre-filled syringe) Unaanda Lmyussanmenﬂammm

2.4 3a3n - 5~‘]J’D'8U"l muﬂswnaummmﬂmua SRITULI (maaswqwuﬂ erythropoietin 1w beta)
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3. AMENLGNIIMAKA

Nammnﬁmsw:ﬁqmmwu,ﬂu"lﬂmu Finished product specification tlaz Drug substance specification
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3.1 Finish product specification“)

Al mAMIANI9INARA

Brltlsh Pharmacopoela 201:1

1. Identification

m’zﬁlmumumuu‘lu Finish product specification

2. Biological assay
usaIHAMIATIatN I lnatwmils
- in polycythemic mice (in vivo)

- in normocythemic mice (in vivo)

- immunoassay (in vitro) LT ELISA %38 EIA

Potency 80 — 125%
Potency 80 —~ 125%
Potency 90 — 120%

(Enzyme linked immunosorbent assay), RIA | @523t %
(Radioimmunoassay)
3. pH 6.6-7.4

4. Bacterial endotoxins

NMT 20 1U/10,000 IU of Erythroopoietin
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3.1 Finish product specification'” (da)

amsaiAmoanaie | British Pharmacopoeia 2013

5. Dimers and related substances of higher NMT 2%

molecular mass ( %30 Aggregate protein)

6. Sterility ATIINU

7. Particulate matter AU
- auNMAIWIA 2 10 pm Litfin 6,000 ayne
- aumaTwa > 25 pm Lilfiu 600 auna

8. Extractable volume / Volume in container AT

3.2 Drug substance specification"’

1. ldentification ATIINIU
2. Biological assay (Potency)
usaINamMInTIIREelnatnInil
- in polycythemic mice (in vivo) Not less than 100,000 iu per mg protein
- in normocythemic mice (in vivo) Not less than 100,000 iu per mg protein
3. Protein content 80 - 120% of the stated concentration
4. Amino acid sequence analysis AN
5. Peptide mapping AWK
6. Sialic acids Not less than 10 mol/mol of Erythroopoietin
7. Bacterial endotoxins NMT 20 1U/100,000 IU of Erythroopoietin
8. Impurity

- host cell derived protein ATV

- host cell and vector derived DNA ATITN
9. Dimers and related substances of higher NMT 2%
molecular mass (‘V\?a Aggregate protein)
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22 nadiinemindrndelszng Auiadasdidnunwdronibiiatusaswnasgmmsniaoany
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3. lanmsqmmwmaomﬁmuaﬂm (Fuwrnmang)
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6. dlanaa (fany) tusanliunidndygrnowasuivine asih
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6.2 nsmwa@m e m’mﬂunmwnmmumnﬂ Tasamalasdrinnuanenssaimssmsuazen luganses
fyqnardanzang

6.3 nimwuﬂmmﬂmmwmnwamnmmnmamwamaﬂsvmﬁwau,a:mwﬂaamnamawﬂmw’lmum
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MeazidaLd mnuwﬂrmm'\wamﬁmsmmma 3Bnsam9iilesis PRCA (35 Radioimmunoprecipitation assay)
LRZNIIRINANIINTID Ymuma\nﬂu'lﬂmumﬂimuw Thai ESA Registry (A Prospective, Immunogenicity
Surveillance Registry of Erythropoiesis stimulating Agent (ESA) with Subcutaneous Exposure In Thailand) finvua
wazMILS ¥ asaiy agmm‘lfahwﬁmmlumsﬁﬁ Wiuns @

WaBIME : 81989910
1 = British Pharmacopoeia 2013

2 = Thai ESA Registry (A Prospective,lmmunogenicity Surveillance Registry of Erythropoiesis stimulating
Agent(ESA) with Subcutaneous Exposure In Thailand)
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aaNn B13 /2559
57801571 7 Erlotinib 100 mg tablet

a5z n1AINIA qua‘n'zsﬁ'\ﬁ

1.8a8n  Erlotinib 100 mg tablet

2. ansantan bl

2.1 3uluuy Wuenide #wsuiudssnmu

2.2 dautsznay 1w 1 e Usznaudandaen Erotinib hydrochloride A&u3any Erlotinib 100 mg

23 mawzuTsy s luunsediliiisawand w3e blister pack Jasiin

e ! [ o & a a v & a a
2.4 387N - 5:14’11’88'1 a’mﬂs:naummmmyLta:mwma AUNKN maumq LAUNHAG RS

wansidoudisuen Ltazﬁﬁn’mﬁU{nmm'l’i’azmﬁ'mwuumsqﬁ'wﬁ

1 LY v A -] lﬂ. v !
- VWL amouamaonqmam WIDTaMINIA §IULTZNOY LATVUIAAINLT

A a Q nv s
VI LRUNHRIN 'maumqvli"mmu

3. Qmauﬁamamﬂﬁﬂ

3.1 Finish product specification™”

1. USunmeendnagy 90.0 - 110 % L.A. of Erlotinib

2. ldentification test @lﬂwi’lumwﬁiquu Finished product specification
3. Uniformity of dosage unit ATIWU

4. Dissolution m’aﬁ]mumuﬁ'izﬂu Finished product specification
5. Related substances / Impurity m’nﬁwi'mmuﬁiquu Finished product specification
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1. i'azn Rituximab 100 mg/10 mL Injection

o = [ o o L 7 Qv 4” Qs ¢
7'1ﬂautamﬁi.manum,mmwuuummanmsmsaﬁ'ﬂanﬁnm‘nm
o
lagan B13/2559
< T
318N15N 8  Rituximab 100 mg/10 mL Injection

muﬂszmﬁﬁ’mi’ﬂquaﬂﬁmﬁ

2. amaNian 1

& o [ -]
2.1 sluyy Lﬁumsazmﬂﬂﬁﬁmmwa #nTaa
22 dweznay  Ysznaudasaann Rituximab 10 mg/mL u1Sa1a3 10 mL @2 1 Vial
2.3 MIULUTIY msa’lum’nuwusmma@ﬂﬁﬂmm’ﬁa wae msanmmﬂaanuuaa‘luumwmm
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3. amantANsnaia

3.1 Finish product specification'"?

-

- YBinudmedey

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

. Bioassay complement dependent cytotoxicity

mmmumuﬁizq‘lu Finished product specification

. ldentification

mmw"mmuﬁszylu Finished product specification

AlwWIiN

. Particulate matter

- U@ = 10 um 'laisAiu 6,000/container

- 4w > 25 pm l3ifiu. 600/container

mwﬁi’lumuﬁiquu Finished product specification

. Sterility

m’r«aﬁhumwﬁszq‘lu Finished product specification

. Pyrogens or Bacterial endotoxins

ﬂidaﬁﬂumﬂuﬁszq‘lu Finished product specification

pH

m'aiwhumuﬁsquu Finished product specification

. Volume in container

m’mmumuﬁi:ﬂ_ql‘lu Finished product specification

5
6
7.
8
9

. Purity / Impurity

m’aﬁlmumuﬁiquu Finished product specification
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3787151 9 Rituximab 500 mg/50 mL Injection
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1. Baen Rituximab 500 mg/50 mL Injection

2. ansansianaly

2.1 3wy Wumsazasdnmndes dmsuia

22 dwsenay  Usznausie@sn Rituximab 10 mg/mL wy3unas 50 mL ¢a 1 Vial
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3.1 Finish product specification"®

1. USnmaaendngy 90.0 - 110.0% of the L.A. of Rituximab
2. Bioassay complement dependent cytotoxicity mswmumuﬁ'squu Finished product specification
3. Identification @li’J'oJmumaJﬁi:q‘Lu Finished product specification
4. Particulate matter @\i’mchumuﬁizlﬂu Finished product specification
- W@ > 10 pm 'LLA% 6,000/container
- wa 2 25 pm 'A% 600/container
5. Sterility mwmumuﬁszqh Finished product specification
6. Pyrogens or Bacterial endotoxins @li’mmumu‘ﬁi:qlu Finished product specification
7. pH m’aamumuﬁszﬂu Finished product specification
8. Volume in container m’mmumuﬁiquu Finished product specification
8. Purity / Impurity m‘mmuﬂ’mﬁﬁq‘lu Finished product specification
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