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Sample Nr. 210065513 Flanufaeturing Date 15/03/2016 Retest Date 15/03/2021

Code
GllttR

LotlBatch
00aa235726

Description
DALFAM P RI DIN E M I CRA N'ZED

Product Class
FERT CLASSEA

Results Units Specification

CHARAGTERS

APPEARANCE

c{rsP<g> -C-EP 2.2.24.

lR IDENNFICATION

Complles to
specification

Compli€s to
gpeciflcation

Complles to
spec¡fication

Not Detec{ed

Not Detected

<0.02 (LoQ)

0.00

Not Dete¡tgd

Not Detsctéd

Not DeGcted

complj6 to
specificaüon

l¡'rhite to off-white powder

complies with REf,sTD

complíes with Ref.STD

NMT 0.1%

NMT O.I%

NMT 0.10%

NMT 0.5%

NMT75 ppm

NñT 75 ppm

NMT75 ppm

NMT75 ppm

IOENÍFICATION HPLC G1T

RETENNON TIiJIE

RELAÍED SUBSTANCES HPLC GI

2-Añlnopyridine

lson¡cotinic Acid

Each unknown ¡mpurlql

Total ¡mpurities

RELATED SUBSTANCES UPLC.I*S G1

3.Aminopt'¡ld¡re

Dallampridim Diffi
lsonicdilr4lde
Dalfamprldire lÉdde

ASSAY HPLC G1T

"/.

"/.

Ás§nY6ññ¿.ore m¿ rcÑáát¡ree ¡iÑ Between 98.0% and 102.0%

NMT 0.5%

NMT 5000 ppm

NMT 5000 ppm

NMT 5000 ppm

NMT 6000 ppm

NMT O.,I%

NMT I0 ppm

c{sP <s21> LIETHOD I - C-EP 2,5.12.

WAfER

RESIDI'AL SOLVENTS GC G,SR

Aetm
lsobuv aI@hol

MIBK

Total E¡dual solvents

c.usP<281>. C-EP 2.4.14.

RESIDUE ON IGNITION'SULPHATED ASH

c-usP<231>METHOD ll - C-EP 2.4.8.

HEAVY MEIALS

c.usP<941> - c-EP 2.9.33. (X-RAY DIFFR)

0.03

<160 (LoQ)

<200 (LoQ)

Not Detected

0

Not Detocted

Complies to
spsificat¡on

ppm

ppm

ppm

ppm

. fag. uz

,
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sampte Nr. 210065513 Manufactur¡ng Date 15/únN6 Refesf Dafe 15/03/2021

Code LotlEatch Descript¡on

GíMR 0000235726 DALFAMPRIDINEMICRONIZED

Product class
FERT CIASSEA

Tests R""rttry -l

crystallinlty Complis to - cdnpl¡6 with Ref.sTD

specificatlon

FERT Pharma@utiÉlActive lngrediont

PROCOS CLASS PRODUCT COMPLIES WTH PROCOS SPECIFrcANONS

Lot Released : Complies w¡th alf specincatüns * tne testing ¡nsiiuction anEiitñGMFGiánclánll

Camer¡, March 30, 2016

Procos Spa
Quality Control Auihor¡zed Person

TIZIANO RUFFILLI
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