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3. AmENGN1INAKA

3.1 Finish product specification'®

1. USunmanaendagy

a3 UaANEY U Finished product specification

2. ldentification

a3 MeANIEY L Finished product specification

3. pH

Gli’mmu@’mﬁizqiu Finished product specification

4. Sterility test

ATINH

5. Particulate matter
- aumarwIa > 10 pm ‘Lilfiu 6,000 aume
- aymMAIWIA > 25 pm Lilfiu 600 auna

AT

6. Bacterial endotoxins

a3 UemaNIzylu Finished product specification

7. Water content

@329 UamaTIzylu Finished product specification

8. Content uniformity

ATV

9. Clarity of solution

AN

10. Impurity / Related substance

mmmumuﬁizﬁlu Finished product specification
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3.1 Finish product specification"”‘z’
1. USunmaaendamy ﬂi’mmumuﬁizq‘lu Finished product specification
2. Identification m’aﬁ)ﬁi’mm’mﬁi:ﬂu Finished product specification
3. Disintegration time msa%&iﬁuﬂﬁuﬁiquu Finished product specification
4. Dissolution Gli’mmum’mﬁsziﬂu Finished product specification

5. Weight variation ED) Uniformity mwd’mmuﬁ‘s:qlu Finished product specification
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6. Impurity / Related substance mi’mmum’mﬁﬁlﬂu Finished product specification
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(2R) ; Current step4 version, 2006.
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518n15N 3 Doxorubicin HCI 2 mg/mL Injection, 25 mL
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1. %'am Doxorubicin HCI 2 mg/mL Injection, 25 mL

2. amaniianaly

2.1 uuy WussszaeUnannida dmsuia

22 d@miszney  Usznaudae Doxorubicin HCI 2 mg/mL USunas 25 mL 1w 1 Vial

23 MIULUTTY  UTTIlWMTULIRY sndaLnaanEeriauaauta type | uazussqﬁmﬁﬂaaﬁuum o

2.4 28N - s:q%am fFUUZNaUAILNENYUEZAINUTI TUNEA i’u?;umq Wwfinde wanzdou
@b usAimsifuinmen liadetauunussaiun

- UWMITUSUTIEN amoﬁanﬁmszq%am #30FaMNINIIA FIULINALUATIIIANINLT

Yo9tn LaufikEe i’w??umqvﬁ’&'mw

3. AMANTANWINAKA

Namsm’s’«J?Lﬂi'\:ﬁqmmmﬂﬂﬂmu Finished product specification L8z Drug substance specification 1‘7{
r9Bsnundadnsatidoan 4sldeandoudafminauamensTunse ez NINTNITIIMEY it
ndrdnuildaedidanduativifisuiuislniniunasgmndrdisuladisunils ewdszmanszniie
FITITY 1389 AT WA.2556 RTUT 11 18IM1EU W.A.2556 oszmelumzfisnyunenud 10 Sguwou
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2556) nsm'lumﬂum'ﬂmunm;aﬂwuwmﬂm:nssumsﬂszmmﬁmm

3.1 Finish product specification™?
AmsauianInaia USP 38 BP 2013
1. P3nmehandagy 90.0 - 115.0% of the L.A. of Doxorubicin HCI | 95.0 - 110.0% of the L.A. of Doxorubicin HCI
2. Identification NI AT
3. Sterility AT ATIU
4. Bacterial endotoxins NMT 2.2 USP Endotoxin U/mg of NMT 4.4 |U of Endotoxin/mL
Doxorubicin HCI (solution 2 mg/ml)
5. pH 25-45 25-35
6. Volume in container A ATIIHIU
7. Related substances - - the area of any peak corresponding
: NMT 3%
- the area of any other secondary peak
- NMT 0.5%
(ao%a)ﬂ/rJ ...................... U muamsnNIIUNT
(muqsﬁ‘nﬁf ST )
—
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Finish product specification'""” (sa)
anAuianainaia USP 38 BP 2013
8. Particulate matter ATIINW AU

- BUMATWIA 2 10 pm
14iifin 6,000 aymn
- AUMATWIA 2 25 pm

laiifin 600 aygn

3.2 Drug substance specification : Doxorubicin HCI 42

AMANLTANINAKA USP 38 BP 2013
1. YSnmusaendag 98.0 - 102.0% of Doxorubicin HC 98.0 - 102.0% of Doxorubicin HCI
(anhydrous substance) (anhydrous substance)
2. Identification ATIVHIU AU
3. pH 40-55 40-55
4. Crystallinity AT -
5. Related substances The total of any impurities : NMT 2.0% - Any Impurity : NMT 0.5%
6. Limit of solvent residues - Acetone : NMT 0.5% - Ethanol : NMT 1.0%
(as acetone and alcohol) - Total of acetone and alcohol : NMT 2.5%
7. Water NMT 4.0% NMT 4.0%
8. Bacterial endotoxins - NMT 2.2 IU/mg
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ﬂﬁuﬁifuﬂ:tﬁﬂu (finished product specification) LLa:ﬁ'aﬁﬂﬂuﬂanﬂwmaofﬂqau (drug substance
specification) nsrﬁﬁag;s:m'mmsl,ﬂ§uuuﬁamn’"|.mﬁm§u FDIUBULBNETENWINNT B IVBLN [ (8.5)
VTW3a finished product specification wa/mIe Drug substance specification lagvaurdloneuiudsznme
dizmeanmsidnnseding uazliiiu 2 9 o Judszmedszmenmdiannsafing
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i'lzlmiﬁ 4 Filgrastim 300 mcg injection
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3.1 Finish product specification“’

1. ldentification

fauraINanIsaTIat9vas 1 53 lu 5 35 laun
- CZE %38 IEF

- PAGE+Immunoblotting

- Peptide mapping/LC

- N-terminal sequence analysis

- HPLC

2. Potency

80 - 125% of the state potency

3. Sterility

HTIAU

4. Bacterial endotoxins

NMT 2.5 Endotoxin units/mg

5. pH

A32UANNITYLY Finished product specification

6. Extractable volume

@329 UANAITY LY Finished product specification

7. Particulate matter
- AUNATUNA 2 10 ym YaivAin 6,000 aunIa
- AYNMATUNG 2 25 um aitfin 600 auna

ATITN

8. Protein content

m’l’ﬂmumuﬁizﬂu Finished product specification

9. Aggregate test

A3 UMY Finished product specification
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3.2 Drug substance specification : Filgrastim Concentrated Solution®®

AMENLANIINATA BP 2013
1. Protein content Minimum 0.9 mg of protein/mL
2. The estimated potency 80 - 125% of the state potency

(Minimum 1.0 x 10° IU/mg of protein)

3. Identification AT

4. Impurities with molecular masses higher | By Size-exclusion chromatography

than that of filgrastim -Total of the peaks with retention times less than that of the

principal peaks : NMT 2.0%

5. Impurities with molecular masses By Polyacrylamide gel electrophoresis

differing from that of filgrastim - Impurities with molecular masses lower or higher than that of
filgrastim : NMT 2.0%

6. Impurities with charges differing from that | By Isoelectric focusing

of filgrastim - Any impurity : NMT 10%
7. Bacterial endotoxins Less than 2 IU in the volume that contains 1.0 mg of protein
8. Related proteins By Liguid chromatography

- Any impurity : For each impurity NMT 2.0%
- Total : NMT 3.5%
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91 ﬂmiﬁ 5 Lapatinib 250 mg tablet

awdsemadowinguasiastit 1 (0 4.0 2560

1.#as1  Lapatinib 250 mg tablet
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3. AMANLANISINARA

3.1 Finish product speciﬁcation“”(z)

1. USunmersndaty mwmumu‘ﬁ'szﬁlu Finished product specification
2. ldentification @li’JiJmumaJﬁszlgtlu Finished product specification
3. Dissolution m’;’qlmum&lﬁlizquu Finished product specification
4. Uniformity of dosage units m’a’«nhu@l'mﬁszlﬂu Finished product specification
5. Impurity / Related substance mwmumuﬁszq‘m Finished product specification
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1.%981  Methotrexate 2.5 mg Tablet

2. amantiana byl
2.1 Juuuy WHusnda dwsusudsenmu
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3. AANTANIIINA KA

Namiﬂﬂﬁﬁmﬂ:ﬁﬂmr’lwtﬂu‘lﬂmu Finished product specification waz Drug substance specification

1Y

ﬁemaamnma’ﬁmmauummnu Gnavlmamwmtm@amumwuﬂmwnssumimmma,m nie m’mmmsma’u
muma%msuﬂmmaamaaLﬂuauum‘nmJmeal‘vmn'nmmmmna‘ﬁmsulﬂmsu%m auszne
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3.1 Finish product specification“"‘z)
amauianmamaia USP 38 BP 2013
1. YSnmaaday 90.0 - 110.0% of the L.A. of Methotrexate | 95.0 - 105.0% of the L.A. of Methotrexate
2. Identification A3 AT
3, Dissolution uaasmIazang luesndn 75%(Q) of the uaasmsazans liesnin 70%(Q)
LA. of Methotrexate wiaa 45 W of the L.A. of Methotrexate 1wian 45 wifi
4. Disintegration time - Maximum time 30 Wi
5. Uniformity of dosage units - aTaHu ATIHU
6. Related substances - By liquid chromatography
- impurity C : NMT 3%
- impurity B : NMT 0.3%
- impurity E : NMT 0.3%
- The area of any other secondary peak
- NMT 0.2%
- The sum of the areas of any other
secondary peaks : NMT 1%
(aa"fsa).......................‘.’f:..‘j‘.‘ ........................ Uz IUAUENITNNNT
— (WBFIANG FIiEauz)
) —f — N I
k2] J O soseon RS nIsuN3 (3%8) oo LA nITUM3
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3.2 Drug substance specification : Methotrexate

(142

qmamﬁmumﬂﬁn

UsP 38

BP 2013

1. Punmeaendngy

98.0 — 102.0% of Methotrexate

(Calculated on the anhydrous basis)

97.0 — 102.0% of Methotrexate
{Calculated on the anhydrous basis)

2. Identification @99 AT
3. Water NMT 12.0% NMT 13.0%
4. Residue on ignition NMT 0.1% -

5. chromatographic purity /

Related compound

- MTX related compound B : NMT 0.3%

- MTX related compound C : NMT 0.5%

- MTX related compound E free acid : NMT 0.3%

- MTX dimethylamide and MTX related compound |
: NMT 0.2%

- MTX dimethylamide and MTX related compound
H : NMT 0.2%

- Any unspecified impurity : NMT 0.1%

By liquid chromatography

- Impurity C : NMT 0.5%

- Impurities B,E : for each impurity, NMT 0.3%
- Impurities H,| : for each impurity, NMT 0.2%
- Unspecified impurities : For each impurity,
NMT 0.05%

- Sum of impurities other than B,C and E

: NMT 0.5%

6. Enantiomeric purity

NMT 3.0%

- Impurity F : NMT 3.0%

7. Heavy metals

NMT 20 ppm

NMT 50 ppm

8. Sulfated ash

NMT 0.1% J
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3. AMANUANIIINARA

3.1 Finish product specification™®
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