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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. anusulAvialy
2.1 juuuy \Hugmwidimeianenaide

2.2 drudsenau Usznaumemign desferrioxamine (deferoxamine) mesilate 500 mg Tu 1 vial

2.3 MYULUTTY vssglumautedeldussqendausmnnide
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3. anudulananAliaves
3.1 Finished product specification:

h) 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 um: 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:

D) 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 IU/mg
5 | pH 3.7-55
6 | Chlorides Not more than 120 ppm
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1) Test Items Specifications
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%

NUBINR - *s8ye Dissolution AU Uniformity of dosage units....... luuenansuanisgasidenna
MnsIviesey wmindilaudselilulu CoA
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4.3oulvdy 9
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Drug Substance specification
4.2 (BNANTIUTDWINTFIUNITNENYY
421 nsdiflewdslulssmelng uandosiiduunnmeentdosusenunasgumsudngeg
MANNSTISNSTRtUNSKERE PIC/S (Pharmaceutical Inspection Co-operation
Scheme) aemineanu PIC/S participating authorities ¥3afilonanssusaunnsgIuNs
HAREIMAMANINTILAEIEMITIRUN SRR et TNLALEATSINTTO M SWAZEN
AsEVSNAsIINAY Ssimustulaefianudenadesuasinifisuiundninusiuasmsin
Tumsudinen PIC/S lumnaenilauswie atudganiuseuntsnssdeulaeiinanisiuses
feiuiiussmauszmnsmBidninsind
422  ns@ndugnindranseussme gruandosiionansiusennnsgIunmsnaneIn
WS NIARUNINEREN PIC/S (Pharmaceutical Inspection Co-operation
Scheme) Inevuaeau PIC/S Participating authorities aUUadanIusauN1sRTINEDY
Tnefinansiusesdisiuiivsemalszmanendidninsindvienaonotginudusinsdl
4.3 lNaNSANNTNYBITAUDTIAN

A934N19

& 1

(Wey. SRRy Wavgnw) (Wey WY udt A3una) (A 393U W)

U q

am”\/s@?”"m;é

(ney.asagie wiadsewey)  (Afy.e10neS mued)
GPU 1012875 [V2604]




43.1

432

433

434

4.4 §7881980
441

HANIATIVUATILNAUNINHANTTIVDENER (Certification of analysis of finished
product) lugnjuidsiioeng

KM TIATIEIAMAMIRgRuYesaedAey (Certification of analysis drug substance)
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substance) 98 4.3.2 fugunsrdnvosndniusiduiagy (finished product) 4o 4.3.1
Nan15AN®" Long term stability @3 ASEAN guideline on stability study of drug
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