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3.1 Finish product specification

1.2

By @,
ARJUVANWINARA

USP 35

BP 2013 ;

1. Panmaaendny

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

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

2. ldentification

AU

AU

3. Constituted solution /

Appearance of solution

AN (Clear)

@779 (Clear)

4. Bacterial endotoxins NMT 0.125 USP Endotoxin Unit/mg ATIWH
5. pH 40-70 40-7.0
6. Water NMT 0.3% NMT 0.5%
7. Sterility ATIIHH ATIINIH
8. Uniformity of mass ATIH NI
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™ (da)
amauiananaia o USP 35 k I BP 2013
10. Particulate matter AT AT
- BYMAUUIN = 10 pm
Litfin 6,000 aymn
- OUMAYUIA > 25 um
lLiifin 600 ouma
3.2 Drug substance specification™"
amsiaNIImaia L usP3s e BP 2013 {
1. YTy 98.0 - 102.0% of Ifosfamide 98.0 - 102.0% of lfosfamide
(anhydrous substance) (anhydrous substance) i
2. ldentification AT ATIREU !
~ 3. Appearance of solution - AN
4. Acidity or alkalinity or pH 40-70 AT
5. Optical rotation - -0.10° to +0.10°
6. 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. Chioroform-insoluble phosphorus | NMT 0.0415% -
10. Limit of 2-chloroethylamine NMT 0.25% -
hydrochloride
11. Sterility AU -
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%

o d a Y 'Y . a I3 el o w o ar an o
“N'\ﬂl“q - NIWNIANTLU SULIINITIW (waive) ﬂ'ﬁ@ﬂﬂa@ﬂ?kﬂﬂ:ﬂﬂﬂn’ﬁlﬂ 1“UuLLﬁﬂﬁLﬂnmmﬂﬂg’luﬂﬁﬂﬂ'mﬂlﬁ’uawu@ﬁ?ﬂ
- Drug substance specification ﬁmﬂu’lmn‘luiﬂﬂ:ﬁ"ﬂaoé’wﬁﬂ drug substance w3alu3inT1ew drug substance V83
“oa o o 4 4 - o o
gwaﬂmmﬁﬂgﬂ QUUl@QUU“u@ ‘H\?ﬁﬂ'\fﬂs'ﬁl'ﬂﬂﬂ:ﬁﬂﬁunnﬂ'}maﬂﬂ'\“uﬂ

'
]

wanludn 9

o ) Q0 A’ = o e A o 1 Iy
1. mmewmmanmsmﬂﬂmaq,tymmummUumsumt.wammu*m'l,uﬂi:mﬁ'lm uazduad (declare)
WASINER

o & [ [y '

1.1 ludaymsbunsifoudriuen mo.2 ne.3 nu4 usuensd)

1.1.1 lunsdifduefudalulsanelne nanodls ne.2

A o L4 A 1 =
112 1unsm°nLﬂummmmanmmamﬁ; wuwdy Ne.3
1.1.3 luns@nduenindrandrstseing nuneis ne.4d

(aa%a)“"w‘ .......................... I UAMENTINMT
(wingaend siahust)
= o e
(ABO).corennr S T, NTINMT GG WSO W (ST =N nyINMT
WNETUIE nasses WHRINTA BIULNS
S

nﬁ'\ﬁZIﬂumtﬁngﬁﬁmslzsss




12 'Lummamummuum Ne.1/8.1 VaseTiteuaTen wmammmaﬂ@mmamsmmmﬂnm*nwmaaw?mﬁm‘ﬁ
ma,lmluﬂ“n_mu (finished product specification) LLa'"uan’muﬂﬂmn'lwma\‘l’J@mﬂu (drug substance
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NINWTBY finished product specification Waz/%3a Drug substance specification I@Umamﬂ’uﬂa wdszna
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3. Lanmmmmmmoﬂ'mmuaﬁm (Fwinnane)

3.1 Namsmn'“.ams*uzﬁﬂmmwwﬁmﬁmwfmaaﬁwam (Certification of analysis) ’I.umi'uﬁdotﬂuéhazm
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British pharmacopoeia 2013
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TIBNISA 2 Imatinib 400 mg Tablet
aanlsemassninguasiesit 1 0 5., 2559'

15087 Imatinib 400 mg Tablet

2. aneantinrialy

2.1 uny Wuside snsusullsznimg

22 swdszney T 1 ula Uszneudandaen Imatinib mesylate 'nauuanu Imatinib 400 mg

2.3 MAUUIN usm‘luumaamuwﬂaaa %38 blister pack ﬂaanumnwu’lﬂ
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3. amduanNImaRa

31 Finish product specification””

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

2. Identification m’.lwhumuﬁszulu Finished product specification

3. Dissolution mwmumumwﬂu Finished product specifi catlon

4. Uniformity of dosage units AT

5. Related substances / Impurity mnthumu‘ﬁs:q‘lu Finished product specification
Rawludu g
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1 = General requirement 283NF¥HSUE WU Finished product Uy Tablets
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i'wmi‘ﬁ 3 Gemcitabine 1 g for Injection
mmlizn'lﬁi'i‘owi'mquaﬂﬁs'lﬁ 10 &0 2559

1.89mn  Gemcitabine 1 g for Injection

2. amananA W
2.1 zﬂLLU‘U

A’ o Q@ o
v tUenLge FINIuae

22 wlsznay 1w 1 vial dszneudaaeaen Gemcitabine hydrochloride 7 wa&manu Gemcitabine 1 g
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3. amdauiamnaia

Namim’m?mi’]:ﬁqmmWLﬂuvthu Finished product specification wax Drug substance specification
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3.1 Finish product specification'

anaNdAMImaia USP 35

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

2. |dentification ATIHU

3. Clarity of solution AT

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

6. Uniformity of dosage units ATIMN

7. pH 27-33

8. Particulate matter ATINU

- BYMATINA > 10 pm LaiLfin 6,000 aume
- SWMNATUIN > 25 pm LaiLfAiu 600 aumA

9. Chromatographic purity

- Gemcitabine Ol-anomer : NMT 0.1%
- Each of any other impurity : NMT 0.2%

- The sum of all impurities : NMT 0.3%

(WHENIUIRT N89T9)
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3.2 Drug substance s ecification”

amaNANINaLa : e USP 35 ;
1. VBnadendey 97.5 - 101.5% of Gemcitabine Hydrochloride (Calculated on the as-is basis)
2. Identification AT
3. Specific rotation +43° to +50°, at 20°
4. pH 20-3.0
5. Residue on ignition NMT 0.1%
6. Heavy metais NMT 0.001%
7. Related substances By liquid chromatography
1.Gemcitabine Ol-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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T1801IN 4 Tegafur 100 mg + Uracil 224 mg Capsule
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1. ;%ﬂil Tegafur 100 mg + Uracil 224 mg Capsule

2. amaanianaly
2.1 giluyy Lﬂuﬂ'nﬁmmﬂga §MTVTUUSEN N
22 dwdsznay w1 14l Ussnaudaeaen Tegafur 100 mg uae Uracil 224 mg
2.3 MruzuTy msaﬂuumagﬁtﬂwﬂan&f W38 blister pack
2.4 287N - :q%am FIsEnNaUdILIEAYUAZANNUTI TUNER 'S’u?:vumq WUTiNEe uaz
wavzdoudisuen LLa:‘i%mﬂﬁu{nmm"li”aziwﬁ'mauuumsqﬁmm’
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3. AmANIGNIImARA

3.1 Finish product specification”

1. YSunauaendaty 90.0 — 110.0 % of the L.A. of Tegafur
90.0 — 110.0 % of the L.A. of Uracil
2. ldentification test miwmumuﬁ‘s:q‘lu Finished product specification
3. Uniformity of dosage unit %38 Glﬁ’aﬁwhum&lﬁs:qlu Finished product specification
Uniformity of content or mass
4, Dissolution @li’mw"mmuﬁi:q‘lu Finished product specification
5. Water content Gli’)iwhumuﬁizlﬂu Finished product specification

3.2 Drug substance specification(z’

AMANTAMINARA Japanese Pharmacopoeia 16" edition
1. USnmdaendny Not less than 98.0% of Tegafur
2. |dentification AT
3. pH 42-52
4. Melting point 166 - 171°C
5. Purity - Clarity and color of solution : Clear and colorless

- Chioride : NMT 0.011%
- Heavy metals : NMT 10 ppm
- Arsenic : NMT 2 ppm

- Related substances : #7334

6. Loss on drying NMT 0.5%
7. Residue on ignition NMT 0.1%
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3787191 5 Docetaxel 80mg Injection
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1. Bon Docetaxel 80mg Injection

2. amaNiana 1y

A’ o @ =
2.1 gﬂu;uu Wussazaulsaaniga fRILAR

22 duszney  Wsznavdisdae Docetaxel 20 mg/mL Tui3anas 4 mL s 1 Vial
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3. anENiANIIINARA

Namim‘ammﬁz‘nﬂmmWLﬁuvLﬂmaJ Finished product specification waz Drug substance spacification

Y\a'waomnma’nmsuwummnu ‘HGVL@]'%]YI.,L‘U Uumamummﬂmnﬁumsmmsuazm n?vm'mmmsma'u
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3.1 Finish product sgecification( )

AMAIANINAKA

USP 35

1. YInmdaedey

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

2. |dentification

AT

3. Bacterial endotoxins

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

4. Sterility ATIINH
5. Particulate matter ATITH
- AUNUWIA > 10 pm 1aiLAn 6,000 aumA
- BMAIWIA > 25 pm Lilfin 600 auma
6. Extractable volume ATIIHI

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%

(WWFTUIFT NedTey)
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3.2 Drug substance sgecification"’

AmaNaNIMmana - ) . USP35. ’ :
1. U?mmé‘nmé’lé”ty 97.5 - 1b2.0% of Docstaxel (Calculated on the anhydrous and solvent-free basis)
2. Identification ATIIU
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 : Jai\iu 100 cfu/g

for specified microorganisms - Total yeast and mold count : laitfiu 10 cfu/g

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
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i’mmiﬁ 6 Erythropoietin beta 30,000 IU Injection Pre-filled syringe
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1. Baen Erythropoietin beta 30,000 IU Injection Pre-filled syringe

2. amaniianaly

X ° e 8/ v s A = e = °
2.1 E‘IJLLUU Lﬂuﬁ?iﬂ:aﬁﬂﬂi’m'ﬂﬂﬂlﬁﬁa mmnmwﬂmmﬂm haz/nIa aAUIRaALRaAM

2.2 @wdsznay  lu 1 MrUzUIIY Usenaueie Recombinant Erythropoietin beta 30,000 U

2.3 MIULUIIY IR lmaa@usﬂmwsamm (pre-filled syringe) Us1etannidte LLEIAJSSMEWVI'IJSGHNLL&G
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3. AmanANmaka

Nammsw?mm:ﬁqmmmﬂu'lﬂmu Finished product specification ULz Drug substance specification
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3.1 Finish product specification”

amdanianmunaiia

Brltlsh Pharmacopoela 201.3"

1. Identification

m’mmumu‘m ‘U‘Lu Finish product specification

2. Biological assay
URAINANTTATINRENIlaD LMl
- in polycythemic mice (in vivo)

- in normocythemic mice (in vivo)

- immunoassay (in vitro) 1% ELISA %32 EIA

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

(Enzyme linked immunosorbent assay), RIA ATIH
(Radioimmunoassay)
3. pH 66-74

4. Bacterial endotoxins

NMT 20 1U/10,000 U of Erythroopoietin

(WNEMIUIE Na9Tan)
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3.1 Finish product specification' (éa)

aAmdEuiaMInana | Bntish Pharmacqpoeia 2043

5. Dimers and related substances of higher NMT 2%

molecular mass ( %30 Aggregate protein)

6. Sterility ATIINU

7. Particulate matter AT
- ayMATWIA 2 10 pm Lilfin 6,000 ayna
- aymaTwIA > 25 pm Litfiu 600 auna

8. Extractable volume / Volume in container ATINH

3.2 Drug substance specification“’

1. Identification AT

2. Biological assay (Potency)
LLs’(ﬂGN&ﬂ’ﬁﬂi’JﬁJﬂﬂﬁdlﬂBF_'I’N‘V\‘Ii\‘I
- 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 AT
5. Peptide mapping ATITNIW
6. Sialic acids Not less than 10 mol/mol of Erythroopoietin
7. Bacterial endotoxins NMT 20 1U/100,000 U of Erythroopoietin
8. Impurity

- host cell derived protein AT

- host cell and vector derived DNA AU
9. Dimers and related substances of higher NMT 2%
molecular mass (‘vﬁa Aggregate protein)
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- Drug substance specification ﬁmsmmn‘l.ufimﬂ:ﬁmaogwﬁm drug substance %3aluiiATeH drug substance L83
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1. éhmewmﬂLanmsms"léf%’uagrgmﬁﬁmn.ﬂum‘iﬁuU'\Lv‘iaﬁmmﬂluﬂsmﬂ'lm uazdURY (declare)
UNAINA®
1.1 'luﬁwﬁ%ymsi‘fumtﬁwe‘h%’ua’l (Ne1.2 N8.3 N84 LRIUANTTH)
1.1.1 lWuns@fiduenfindeludssamelng naneis o2
1.1.2 ’Lunitﬁﬁl,ﬂumﬁ'uﬁwLﬁanmﬂaussa; wuefs ne.3
1.1.3 lunsdimdusntdhandnsdsena nanefa ne.4
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12 ludedunadouen ne.1/o.1 sasniisuanm wiaunuandaradanInugua M wIa WA A U
muﬁ'ﬁuﬂnﬁﬂu (finished product specification) ua:‘ﬂ'aﬁﬂﬂuﬂqmnﬁwmaa’ﬁ'mqﬁu (drug substance
specification) nsrﬁﬁ'ay}szmwn’mﬂﬁﬂuuﬂmuﬂmLﬁ'mﬁu dpIuuuEnaTELIMWENENTaun 1y (8.5)
W W3au finished product specification Waz/w3a Drug substance specification lapvaun lunawindszme
Uszmenandiannsefing uazliiiu 2 O o dudsemedsenmenadidansefing
2. 18N TTUTRINIATTIRNNTHAAYD

21 mfmraauszmalng guiadasiiunmwdomisfeiuseanaspumardamemumaninmaiuas
Emsnelun1sHEALY GMP-PIC/S Wiawinuiri VBINTENTVRTVINGD Tunuaaenauauns DSETEEOTREY
saumsasnaraulasdnanissusasieiudssmealssnianadidnnsefing

22 nsdmiwenindronatsdsene Audadasfidiunnmwdignifesusasnasgumniamany
WAL ATURATNIAFIUNIIHAALT GMP-PIC/S W38 US cGMP vpalsminagnanalilEage aasaums
anaravlasinanissusasdsindemeadssnianadidnnsefing
3. tanm‘sqmmwwaomﬁmuaﬂm (Fuwinnang)

3.1 ANl MzRRIINNEAAUYIIaNAR (Certification of analysis) ‘lums"w?idatﬂuﬁmtho

3.2 mamIanIliaTRMMNIagAuLaIIL1@RTY (Drug substance) m’&'lummﬁmmjuﬁﬁatﬂu@’i‘mzho
Vﬁmaa@ﬁmmuazﬁwﬁmﬁqﬁu
3.3 lunsdidunadouswuinnin 2 9 wxdasfidrumnwtnanansAne Long term stability aufiou
Wwudulunsifougnuusas wazldsunsasnuiusaaenasnngiisunaasnisn
3.4 lunsdidunafiousutasnii 2 9 axdaslidmnmwinonansAnAIAnIRI LA WAER
wudulunadougrunuses wazldsumssswwiusesanasnngiisunavesish
4. A1981981
4.1 fiauanen dasdvdatwmainales 3 wihausiwd Fadusmunuuanimoandvalaasudau
muﬁﬁ’mmluﬁ'ﬂl’aqmauuﬁﬁ'ﬂﬂi’nﬁu
5. msﬂizﬁuqmmwmﬁaiwau (W@RIBNEITANTIVYIENW)
5.1 mﬁa&wauﬁaoﬁmq’lﬂd’tﬂﬁaUmf'l 1 9 duanniudnay
5.2 mnmmﬁdwau a):m”aaﬁaa‘hmewmﬂ'h:%'maqNamsmwf‘amﬁ:ﬁméuﬁdauau
5.3 nsrﬁ'ﬁﬂmmwmsﬁ'}msiiuﬁ‘sazhamﬁa'wamﬁ‘aa’msm?ms’wﬁqmmw MU TIMTIiRRIRe
$9U8@78879 Iﬂmjmmam”aaa’amLﬁ'uSnmm‘hmuﬁﬂmzmmnwsdam'sﬁmﬂ:ﬁua:tﬂmﬁuﬁmau
fi'ﬂ"ﬁ”ihuﬁtﬁmﬁaﬂumimwfimsn:ﬁqmmw nsn‘iﬁwuhm‘hiLﬂu'lﬂmuqmé'num:mm: AULTITNTVD
FIMANE LR IR ERE TIAN N AINE 1289 Q’mnua:m?apjwﬁm’luﬂ%eiavlﬂ

54 cjjm’m:o?aas"ul,ﬂﬁiﬂuﬂ'n,ﬁam'lna”mmmq wIadlaifamsifenanmeandsemsle g neurmualaslid
Fawly

5.5 sTuumsiiuuasdadsendaiuwiuy Cold chain system °7'i'lﬁ'u1@|s§'1umw§'ntnm‘ﬁ good storage practice
(GSP) uaz good distribution practice (GDP) Tasuaadananstsznay

P p—— A -
[ o nITNNTI (89%8).....o7 L AR nITANTI
(WHE1IWIRT NDITY) (W1aINsh "’mmgma)

wiiismuniifieyaile13i2sse



6. flamaman (§21w) Busanlisnidndygrienasuivue G

6.1 nsfﬁwamsa}lumm%mﬂ:ﬁmﬁmnnsu"‘mmmam%mmwwzﬂxhﬂu'lﬂmummgmﬂ'aﬁ'muﬂ

6.2 NYNAAA U mﬁﬁﬂﬁgnﬁmﬁuﬁmﬂnﬁ’ AN A LALFINNUATINTTUATOIUAZEN THE1E VB
fygezdaazany

6.3 nﬂﬁwuﬂvtqummwmnwﬁmﬁ'mfﬁﬁmamwmiaﬂizﬁ‘nﬁwaLLaxmmﬂaa@ﬁuﬁa;{ﬂwmd’{um
7. %muswmsmasmuﬁw%‘l&i{nﬁmsmNﬁmﬁmsﬁmﬁﬁﬂsﬁagnL‘%UnLﬁUﬁu‘[ﬂﬂa’ﬂﬁnmuﬂmznssums
pwsuazenluszesaan 1 Dhewiudszmealszmeneadidnnsaiing
8. Lﬁaommﬂumﬁmﬁwﬁ%ﬁmqLﬁﬂmmu (Biosimilar) Wafiamuananlssasuwdsmasmingluriasnme ey
ﬁnﬁons:mwmmsmqmﬁl 942/2556 158MdastiuNumIs AN NaLE 4 (Risk management Plan) ﬁs::q UWINN
mwi’uﬁumﬂunszﬁwwjﬂaﬂaaa?'ﬁdﬂa’mﬁ@ma: Pure Red Cell Aplasia (PRCA) uag i aneaanaaaasil
nuasBoad ganugsznunundnisnasnsis 35msanaiileds PRCA (3% Radioimmunoprecipitation assay)
LAZNIIRINANITATIY oni{ﬁ’amﬂuvlﬂmummjﬁuﬁ Thai ESA Registry (A Prospective, Immunogenicity
Surveillance Registry of Erythropoiesis stimulating Agent (ESA) with Subcutaneous Exposure In Thailand) nue
KAZNUIENG aaaﬁfuagmm‘lﬁﬁ evismualumsdniinns @

WANPING : 81989310

1 = British Pharmacopoeia 2013

2 = Thai ESA Registry (A Prospective,immunogenicity Surveillance Registry of Erythropoiesis stimulating
Agent(ESA) with Subcutaneous Exposure In Thailand)
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578019 7 Erlotinib 100 mg tablet

[on}
@35z 1AIIMINQUATIBEH 10 & 2599

1.#azn  Erlotinib 100 mg tablet

2. amdaianaly

2.1 3uuuy Wuende dwiusudsenmu

2.2 gudszney 1 e Ysznaudauenen Erotinib hydrochloride ﬁaugaﬁ'u Erlotinib 100 mg

2.3 MTUTVIY ussqluumagﬁtﬁauﬂaaa‘ #30 blister pack JagiN

2.4 amn - szq%am §IUUTENIUALNEAYNITANNLTI TUNER fuéumq \wfikGa uas
wanzdoudiium weedtmafvinmnenegndanuunussaioe

- LVMHIE aﬂwaﬁauﬁaanq%em W3oTaTMINIIN FIUUTENEY UATIWIAANNLSY

Ya9en LaufikEe i’uﬁyumqvl'f'ﬁ'mw

3. AMANUANNAKA

3.1 Finish product speciﬁcation“”‘z’
1. YSunmeaendany 90.0 - 110 % L.A. of Erlotinib
2. |dentification test m’amhumuﬁi:q‘lu Finished product specification
3. Uniformity of dosage unit AU
4. Dissolution @li’aﬁm"mmuﬁiquu Finished product specification
5. Related substances / Impurity m’:’eu&i'mm&lﬁi:q‘lu Finished product specification
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1. ﬁ'nmmwmSJLanmsmﬂéﬁ’uagn;mi‘fuml,ﬁw@‘h%'umtﬁaaﬁmuwluﬂszmﬂvlm WAzELeN (declare)
UARINEN
1.1 ’Luﬁ”uﬁ'tymsi‘fuwuﬁwﬁﬁ'um (N8.2 NY.3 NY.4 UAWANTHE)
1.1.1 lunsdifiuenfindaludszandlng nansfls ne.2
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specification) nsrﬁﬁagj:sw'i'mn'mﬂﬁmt,l,ﬂamuﬂmﬁmﬁu ardasuuuenaTEMIMNEeMIveuily (2.5)
NTW3a finished product specification uaz/nIe Drug substance specification lagvaur lunauindsznma
Uszmerendidnnsaing wazliiu 2 3 o Swdszmeadszmenendidnnseiing
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PENINAITUAZIEN1SARINANIHAAET GMP-PIC/S %ia US ¢GMP wsilszinaguiaativanga aiasaunis
arvroulandnanissusasfaiutszmadznianandidnnsafing
3. mnmsqmmmmomﬁmuaﬂm (Fwwrnnang)
3.1 NamMIATIVRATIERRUNAKIANIYITIHER (Certification of analysis) 'lums;uﬁduﬂud‘aatha
3.2 wanaTRdlanERgININIngAuTaIdIENdENTg (Drug substance) ﬁl’ﬂumswammjuﬁduﬂu
@T’:amavﬁmaacjuﬁmuma:&jwﬁmi’mqﬁu
3.3 lunsdidunsifougnanannnin 2 9 sedasdidniunnnenuramsainen Long term stability anafidu
vudnlunzidousuuans waslddumsasnuiusenenasnngiismavasuiem
3.4 luntddunsadougnantiasnd 2 1 wdafdummudionanisansanuaIRIva IR fin
wadslunaifonomuaas uazldsumssswususasanasangiisnaresuivn
4. Aod19n
4.1 fiauanan dasssdiatieagiaiay 4 WUBUITIAUA Fodusrunuuaasnuazdoaldasudu
muﬁﬁ'muﬂ‘luﬁ"ﬁaqmauu"ﬁﬁ'ﬂﬂm’wﬁu
5. msﬂszﬁuqmmwmﬁﬁwau (wdRBNE@IINITIULTENW)
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5.2 mnmmﬁz&wau a:ﬁaadaﬁ’ummwms_l'lui”maawamsm’mf‘amﬂ:ﬁmjuﬁdauau
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ehh?ahuﬁ"Lﬁm-u"ao'lumsmaﬁmsw:m’qmmw nsdAnun lidulymugadneuziani: wiessnsve
#9IMENT IS URTONNSARETIAENAINE1I VB cgmﬂua:m‘%'aéwﬁm‘luﬂ{wiavlﬂ
5.4 cj"mm:@?aa%’mﬂa‘uumLﬁam‘lné’mamq wialafamadenanmdasdsznisla g fauiwualaslaid
Faula
6. lonansisonlodu 9
6.1 wniiawalulgenduuuy (original drugs) dasiinisfausasnismaray Bioequivalence Aauo
wWisufisutueduwuy lasdinsAnmdaaduldemundninaueiussuwiudlumsdnmaizuyavaaen
AU IENIIUATAZNTINNTTAIIUATEN m:m’mmm'smqmm
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72 nsdledanuel m’ﬁﬁm{gm‘iunl.ﬁuﬁumnﬁ IOl ENINIUANEATINATO TR IUE9a 189
Tyandaszny

7.3 nsﬁwuﬂvq;mqnmwmnwamﬁm‘ﬁﬁma fonadavszivruauszanaaeaivsaagih pilesus
8. MWILTNITY aaa’mﬁn%‘h&%’uﬁmsmNﬁmﬁm‘ﬁmﬁﬁﬂs:i’agn Sendufulasdinauamenisunms

pmsuazenluszosioa 1 Jnantudszmeadsznianasidnnsaiing

WN'IEH‘VW.I' : 81989310
1 = General requirement ¥8ILNFAAITUFINIY Finished products gﬂu‘unmm‘ﬂ

2 = The International Conference on Harmonisation of Technical Requirements for Registration of

Pharmaceuticals for Human use (ICH quideline), Impurities in New Drug Products Q3B (2R) ;

Current stepd version, 2006.
3 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies Lta:ﬁﬁa
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= .
3780131 8  Rituximab 100 mg/10 mL Injection
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1.#8g1  Rituximab 100 mg/10 mL Injection

2. anassianialy

2.1 3uuy Wumsaznodmends dwiuda

22 gudsznay  Usznaueiudu Rituximab 10 mg/mL ludSanas 10 mL ¢ia 1 Vial

2.3 MIUTUTTY mﬁﬂ.um"zm:ussagmﬁ@ﬂﬁﬂmnL‘ffa Lm:msqﬁmﬁﬁmﬁ‘uuao‘[uu@iawmm

2.4 9870 - s:q%am FUUTENAUMILEIRYUAZAMINUTY TUHER fu§umq \DUNINED LazIAY
nziboudiuen Lta:"“afnﬁtﬁu%'nmm"ld”azi'wﬁ'ﬂwuuuussqﬁm‘ﬁ

- UUMAULUIIEN aﬂﬂaﬁamﬁaﬁ:q%am wiafememseén EmUsnauLazTwIaeY

W98 LRUTINR® fu§umq‘1ﬁhmu

3. AuMANLIGNImaka

3.1 Finish product specification”

1. USinmarndagy 90.0 - 110.0% of the L.A. of Rituximab
2. Bioassay complement dependent cytotoxicity mﬂﬁwi’mmwﬁﬁquu Finished product specification
3. Identification m’mmumuﬁiz‘iﬂu Finished product specification
4. Particulate matter mmmumuﬁizqh Finished product specification
-2w@ > 10 pm An 6,000/container
- U@ > 25 pm BiLAu 600/container
5. Sterility Gli’ailw"mmuﬁizlﬂu Finished product specification
6. Pyrogens or Bacterial endotoxins mw&humuﬁizqh Finished product specification
7.pH m’aﬁlmum’mﬁsxq‘lu Finished product specification
8. Volume in container @limmumuﬁi:ﬂu Finished product specification
9. Purity / Impurity @S’Jamumu’ﬁ'szq‘lu Finished product specification
Howludn g
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112 ‘lunsn“iﬁl,ﬂumﬁ'\Lm"'u,v‘i'anﬁuﬂamiq naneia ne.3
1.1.3 luns@ndugnidranasdszna nanads no.4

12 lusmatunadouen ne.1/e.1 vasniiauemn w%"mmUaztﬁ'mﬁ'ﬁamiﬂmquqmwwmaqwﬁmﬁm‘rf
mu'ﬁ%uﬂ:l.ﬁﬂu (finished product specification) LLa:ﬁaﬁﬂﬁuﬂqmnﬂwmao’fﬂqﬁu (drug substance
specification) nsrﬁﬁagsxm'\on'mﬂﬁwuﬂmLLﬁ”LmLﬁ'mau AzdpIuuUINITELNMNENEMSTBLT 1Y (8.5)
uTWIaw finished product specification uaz/%3e Drug substance specification Tasvaunlanawiudsena
dszmammdianntafing uazliiiu 2 8 o Judszmedszmenadidnnsefing
2. 1laNATTUTDINATFINMINAALN

2.1 nadifnudalwlsznalng AnAadasliunmwdnewiifeiLsasnaspumIndaemaumdninarinaz
AEnsAaluNINEAET GMP-PIC/S Wiauisuiri VINTENTWATITUFY Tunanaefiiauauy avusgan
saumsanagaulasiinamsutastieiundszmeadszmanandidnnsefing

2.2 nad@fdusnindhondialszime HuiadasdidumnnwiioniifeTusasnnaIIunIHEaENY
WanNoTuarAsNNINalunINEALY GMP-PIC/S wia US cGMP vosszinaniaatuaga eusauns
avazaulasiinanssusestsiudssmedsemenadidnnseding
3. mnm‘sqmmwmaomﬁLauaﬂm (Fuwinmwane)

3.1 Nammnﬁmﬂ:ﬁqmmwwﬁmﬁ‘mwfmaoﬁwﬁm (Certification of analysis) 1umjuﬁdmﬂu@”’:azm

3.2 wanarndieziaanwiagduvesdaendiaty (Drug substance) ﬁl’n"lumiwﬁ@méuﬁduﬂu@ﬁama
%mao;{w‘ﬁmmuaxﬁwﬁmi’mqﬁu

3.3 lwnsdidunafougnanuinni 2 9 axdesdidnaminananisfinm Long term stability enufitiu
Wi lunsoueanusas LLa:‘leTi"umsmmu{maaLanmimmjﬁéﬂmwaau‘%ﬁ'ﬂ

3.4 lunsdifunafougnuniaonii 2 0 asdaefinmwinonanmsanmaNuaITaTa I euTitu
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