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Hospira

Hospira, Inc.
Hwy 301 North
Rocky Mount, NC 27801 Page 1 of 3
CERTIFICATE OF ANALYSIS
Drug Name; Dexmedetomidine Hydrochloride  Specification Date: 02/04/09
Code Number: HS094 Date Received: 08/01/11
Lot Number:  08-001-DP-00 Date Released: 08/09/11
Vendor: Fermion Oy Vendor Lot Number: 1409815
Testing from: 08/06/00-08/09/1 1
Vendor Site: Oulu, Finland Retest Date: 07/31/13
Test Specification Result

A. | Appearance

Aimost white to white powder

Almost white to white powder

15.3 percent by welght, chioride, on
a dried basis

B. | Dexmedeatomidine (HPLC) | Not less than 98.0 % and not more 100.8 %
than 102.0% by weight, of C13 H17
N2 C1, on a dried basis
C. Color of solution Colorless Coloriess
D. | Clarity of Solution Clear Clear
E. | Chloride (titration) Not less than 14.7 and not more than | 15.0%

F. | Identification (IR)

Sample and standard spectra exhibit
maxima only at the same
wavelengths

Sample and standard spectra
exhibit maxima only at the same
wavelengths

identification Chloride

Meets test requirements

Meets test requirements

H. | Identification (chiral
HPLC)

Meels test requirements

Meets test requirements

(HPLG)

Total not more than 0.30%

L | Optical purity Not more than 1.0% 0.3%
(% Levomedetomidine HCI)
J. | Related substance Single largest not more than 0.10% | None detected

None detected




‘Hospira

Hospira, Inc.

Hwy 301 North
Rocky Mount, NC 27801 Page 2 of 3
CERTIFICATE OF ANALYSIS
Drug Name: Dexmedetomidine Hydrochloride — Specification Date: 02/04/09
Code Number: HS094 Date Received: 08/01/11
Lot Number: 08-001-DP-00 Date Released: 08/09/11
Yendor: Fermion Oy Vendor Lot Number: 1409815
Testing from; 08/06/00-08/09/11
Vendor Site: Oulu, Finland Retest Date: 07/31/13
Test Specification Resnlt
K. | pH (0.02% water solution | Between 4.7 and 5.7 54
with KCI)
L. | Loss on drying Not more than 1.0 percent 0.8%
Residue on ignition Not more than 0.10 percent 0.00%
Residual solvents
Isapropanol Not more than 0.10 psrcent None detected
Ethyl Acetate Not more than 0.30 percent 0.00%
Bacterial Endotoxin Less than 0.70 EU/mcg Less than 0.01 EU/mcg
Factor 1.00




Hospira

Hospira, Inc.
Hwy 301 North
Rocky Mount, NC 27801 ' Page 3 of 3
CERTIFICATE OF ANALYSIS
Drug Name; Dexmedetomidine Hydrochloride — Specification Date: 02/04/09
Code Number: HS09%4 Date Received: 08/01/11
Lot Number: 08-001-DP-00 Date Released: 08/09/11
Vendor: Fermion Qy Vendor Lot Number: 1409815
Testing from: 08/06/00-08/09/11
Vendor Site: Oulu, Fintand Retest Date: 07/31/13
Test Specification Result
Hospira, Inc.
m% ogliy
<7 7 { Written By Date
% Lntllo oa/r !
Supervisor's Signature Date




