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Desferrioxamine mesilate 500 mg powder for solution for injection/infusion

1.3981 Desferrioxamine mesilate 500 mg powder for solution for injection/infusion
2. Aoty
2.1 gYuuu Hugmausdrnvinusanade

2.2 dulsgneu Usznaunaesien desferrioxamine (deferoxamine) mesilate 500 mg Tu 1 vial

2.3 MYULUTIY ussglurauiialdussqendausimnide

24,907 - syyien dudszneudendrduasmuussiundniuduoigiaeiingn waziaumsifousiuen

Wethadmauuuussyiue
- VuNYUrUTIREneEeBuraasyosmietenimafdulsnauLarTLIAANLLSIYREN

A - ar qu at
wenndniuduenglidaiou

3.AnuaNUAN1ImATIAYDY

3.1 Finished product specification:

D) Test Items Specifications

1 | Identification Test Complied with finished product specification

2 | Assay 97.0 - 107.0% of the labeled amount of deferoxamine mesilate
3 | pH 40-6.0

4 | Water content Not more than 0.7%

5 | Bacterial endotoxins Not more than 165 EU/Vial

6 | Sterility Complied with finished product specification

7 | Particulate matter - Size > 10 pm: Not more than 6,000 particles/container

- Size > 25 pm: Not more than 600 particles/container
8 | Related substances Complied with finished product specification

3.2 Drug substance specification:

4o Test Items Specifications
1 | Identification Complied with drug substance specification
2 | Assay 98.0% - 102.0% of the labeled amount of deferoxamine mesilate
3 | Related substances Complied with finished product specification
4 | Bacterial endotoxins Not more than 0.025 1U/mg
5 | pH 3.7-55
NIFUNIT
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6 | Chlorides Not more than 120 ppm
7 | Sulfate Not more than 400 ppm
8 | Heavy metal Not more than 10 ppm
9 | Water Not more than 2.0%

10 | Sulfated ash Not more than 0.1%

wanewe - *szyiate Dissolution iU Uniformity of dosage units....... Wkuulona1suanITeazidenna
MIngI9ATEd mndleudalilulu CoA
- nydifleanaideuudinisiiu (waive) msasavasuiiasigidesienislalidunanenarsndngiu
FananfilésuayiAce

4.3auladu 9
0.1 wnansn1slisueygntunadeuhivenites e luusemalne uagduas (declare) uvdwan
611 Tuddymstunadeusiue (e.2 ve.3 ve.d vie 82 udusinsd)
6.1.2  Tudwetunadou ne.1/6.1 vesenilauesia wieuswandoadenismunuamuam
vowAnFusimuiitunsdou (finished product specification) wazdeimunauamues
Fqfu (Drug Substance specification) n3diflegseninamsiasundawudlufiuia
spawuunaIsNMsvawily (8.5) umisy finished product specification uag/m3e
Drug Substance specification
4.2 1NANTTUTDWNATTIUNTNANYD
421 nsdfewanlulszmealng uandesdidiunnmienideiusennnsgriumsnanginiu
WaNNMUeIENISARLUNSHEREN PIC/S (Pharmaceutical Inspection Co-operation
Scheme) lnawieu PIC/S participating authorities ¥583lBNA1TTUTBININTFIUNNS
HANEIMNVANNAeILAEIEMIIAIUNTNAR1YBIFTNUAMENTTINTB WS ILALE
NIENTNAEITUY Fermustulnefimuaenndeuasinifionfundninusiuayisnisiia
Tunswanen PIC/S lumnaeiausyis atuagamuseunsnsasulasiinanssuses
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WanNEUIRSMSARTUNMSHARET PIC/S (Pharmaceutical Inspection Co-operation
Scheme) lnswieau PIC/S Participating authorities nﬁ'umqﬂmmaunﬁm'maau
Tneinamssusasfisiuiussmausemanadidninsindvionasneginudusnged
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43.1

432

4.3.3

434

4.4 A79Y1EN
441

HANNINTIVIATIVRUNINNARS 91U NER (Certification of analysis of finished
product) lugguiidesiegng

HANTIATIEIRAWIRGAUYBIRILd1AYY (Certification of analysis drug substance)
ﬂﬂumsma"mm‘;’uﬁﬁqtﬂuﬁ?amqﬁ"wmﬁwﬁmmuasﬁuﬁmﬁmqﬁu
nasvienanududumudniusseninjunsuanvesingivvesendidy (Drug
substance) 9 4.3.2 fugunisuanvewdnsiaueidniagy (finished product) 9o 4.3.1
Nan13AN®N Long term stability 13 ASEAN guideline on stability study of drug
product aaaatasenguestfldtunzdeulifudinnuanenssunse Az
NITNTNATITUAY
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4.5.1
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4.6 LBNANTDY 9

4.6.1

o | i Er " = = g 7 =
nsteauslaldensiunuy (original drug) AeslinanisAinwibioequivalencevaisn
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4.7.1

4.7.2
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Desferrioxamine mesilate 500 mg powder for solution for injection/infusion
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5.1nuNUsuiiudseansnnaasia (Price Performance)
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