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Mannfacturer: Farchemia S.R.L. - 24047 (Italy) Via Bergame, 121 tel: 39 0363 31401 fax:+ 39 9360 “4A085
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Chaemical name: aitreimidazole-l-achano:

Formula: C& HY NI Q3 Brw, p L7, 150

“iption: whi o pale vellow, arys

alline powdet

acelone, aleochol, mothylans ohlor ide

USP Tests

emificasion (FTIR absorpiom USP < 1u7a> Condorm Coninen
ldendification (HPLC) LISP Caonfuorm Uomphies the Rei Spd,
Losy on drving USP <731 = 0. e NMT 03 %
~esidue onignition USSP <281 .0 i SMT 01 8
Heavy metaly USP Met 1T <2315 < ={L02 Yo %
Tinidzole related compound A (HPLC) USP €621 > 0.0 U NMT 0.
Facn unknown impurity (HPLC) USPh <621 > [IRCH % NMT

Totl mpurites (HPLC) LSk <o2i> Y %o NMT 0.2 %
Assay (HPLO) LSP <62] = 99.2 “ YOO/10T0 9
EUR Tests

Identifieadon (1°T1R; Ph Bur. (2.2.24) Conforn Compiios the
Clary ol solution PiLEur, i2.2.1) RS NT1! NML s AT
Calour of solution P'h.Bur. (Mer. 11, 2.2.2) Canlori NN Coline) 10
Any mnknown hnpurity Ph.Bure. (2.2,20, 0.0 G NMIE G405 ¢
Relured substances (HPLCS LV IpUrity Ph,Eur. {2.2.29 0.0 % NMT B %
Reluted substaees (HPLC) BP Torl mn. PhiLiue, (2,220, .4 i NMT a2
Hewvy metals Ph.BEor. (2.4.8) < =20 ppn: MM M o
foss o drying PleiBuv. (2.235% (L8] % NMT 0.5 ¢
Sudphated ash Ph.Eur. (24,140 4.6 “a NMT G
Ansay (HCIO4) Ph.Bur 2.2.20) 99.7 T e REES IEY
Additional tests

Appearance FAR Conform i
! Ph.Eue. (2.2.3) 6.5

Particle size HO% passing -1 1B-62 8 e

Panicle size 30% pussing 1302 5.2 R 1

Particie size 90% passing BLIB-02 522 298 pm

Spectfic surface area 41802 5,02 (LG intiy

Foreipn matters BLIB-02 526 Conform Conform

Contorm e USH/EP
Noter Refernng o GO residual solvents and HPLC rasulis:
Linearny. Precision, Detection and Quamitation Limits are <discussed it corresponding Validation Repors

Micrabivlogical Tests ncluded i or arached o this CoA are 1o be considered {or information only,

iy
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