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Sample Nr. 

vta Matteottl n. 249. 28082 C AMERI • NOVARA· ITALY 
Phone: ++39-0321-842211 • Fax: ++39-0321'642219 

210113690 

E-mail: proeos@procos .lt
www.procos .lt 

Manufacturlng Date 15/02/2019 

Descript/on 

RetestDate 

Code 

G1MR 

Lot/Batch 

0000290065 DALFAMPR/DINE MICRONIZED 

j Tests 

C HA R AC TER S 

APPEARANC E 

C-USP<197>. C-EP 2,2.24. 

IR I DEN TIFICATION 

IDEN T IFICATION HPLC G1T 

RETEN TION TIME 

RELATED SUBSTANC ES HPLC G1 

2-Amlnopy,ldlne 

lsonlcotlnlc Actd 

Each unknown lmpurity 

Total lmpurlllas 

RELATED SUBS T ANCES UPLC-MS G1 

3-Amlnopy,ldlne 

Oalfamprldlne Dime, 

lsonlcollnamlde 

Dalfamprldlne n-oxlde 

ASSAY H PLC G1T 

ASSAY (Anhydrous and solvent froo basls) 

C•USP <921> METHOD 1 • C•EP 2.5.12. 

WATER 

RESIDUAL SOL V EN TS GC G1SR 

Acetone 

lsobutyl alcohol 

MIBK 

Total residual solvents 

C-USP<281>. C -EP 2.4.14. 

RESJDUE ON IGNJT IONISUL PHATED ASH 

C-USP<231>METHOD 11. C -EP 2.4.8. 

HEAVY METAL S 

Results Units 

Compites lo 
speclflcatlon 

Compllos to 
spcciftcatlon 

Compllulo 
spe clficatlon 

Not Delected % 

Not Oetecled % 

Not Detected % 

Not Detectad % 

Not Detected 

Not Detected 

Compiles to 
s�clOcatlon 

Compiles to 
speciflcatlon 

99.1 % 

0.05 'I, 

<160 ppm 

Not Oelected ppm 

Not Oetected ppm 

o ppm 

1 º·ºº 'I, 

Compiles to 
speclOcatlon 
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11/04/2022 

Product C/ass 

FE RT CLASSEA 

Speclflcallon 

Whit• to off-whlte powder 

Compiles wlth Rel. S TD 

Compiles wlth Rol.STO 

NMT0.1% 

NMT 0.1% 

NMT 0.10'/, 

NMT 0.5% 

NMT75ppm 

NMT75 ppm 

NMT75ppm 

NMT75ppm 

Between 08.0% and 102.0% 

NMT0.5% 

NMT 5000ppm 

NMT 5000ppm 

NMT 4500ppm 

NMT5000ppm 

NMT0.1% 

NMT 10ppm 




