1Q/0Q/PQ

Laboratory Instrument Validation
Performed and Documented in GLP Format

GC Systems

Biomatic Technologies

OQ - Operational Qualification

Data Analysis of Test Results

Graphical Display & Charts
GC Systems (FID, NPD, ECD, FPD, TCD)

Gven Temperature Accuracy and Stability. GC System

Sel Temperaiure.C

Temperature accuracy and stability

Oven set to 50, 150, 200, 250, and 300 degrees Celsius and temperature R S or e e e
measured with calibrated thermocouples for accuracy and  stability e —

Temperature uniformity

Oven temperature is measured at the top, middle, and bottom levels with cali-

brated thermocouples for uniformity RTINS I

. | Top [ Middle | Bottom

Injector and detector temperature accuracy
. . Average 203.12 201.36 201.62

Detector noise and drift Average Dev. 009 004 006
Gas flow rate accuracy and split flow ratio HRSD_ AT T T
Injection precision Minimum 1 20122 ¥

J p

Five repeated injections of standard sample
Compare area count and retention time deviations

Detector linearity and sample to sample carryover Injection Precision. NPD
. .. . . . . . TR13455 1 ug/mL, 2uL injection
Five injections of increasing concentration standard caffeine samples, fol- Run# | Retention Time. min_| Poak Area
lowed by HPLC water injection. ] 1 152 579245.00
Compare linearity of area counts, and check for carryover in water blank. 2 L% $12466.00
4 1.93 570863.00
5 1.93 574239.00

Average 1.93 573414.40
Ave. Dev. 0.00 2662.08
% RSD 0.04 0.46

IQ - Installation Qualification

Inventory of instruction manuals, components and serial numbers
Installation verification

Detector Response Linearity, NPD
TR13455 2 u injection

File Name Coni:’:(‘:‘:uon‘ ie"“ee’“r‘n"l: Peak Area
ug/mL !
- . 1037 0.10 192 60143.00
PQ - Performance Qualification i T
1052 10.00 194 17000173.00
System performance and robustness mRSD | By

Typically an injection of a low concentration sample, repeated five times.
Compare area count and retention time deviations o

o

Data analysis verification

Performance Qualification, NPD
TR13455 0.1 ug/mL, 2 uL injection

Run # Retention Time, min Peak Area
: : A : H . . 1 1.92 60143.00
Biomatic Technologies Specialties Biomatic Technologies Inc. > 102 58639.00
i 3 1.92 59189.00
124 G_rove St., Suite 225 n o o 00
Reconditioned Lab Equipment Franklin, MA 02038 5 1.02 58005.00
Service & Maintenance of Lab Equipment Phone: (877) 74;]][12600 verads oz 52050

Instrument IQ, OQ, PQ Validation 508 5(4; Sée(;()) [Ave. Dev, 0.00 761.28

Asset Management & Inventory Control ( ) : %6 RSD 0.05 128

FAX: (508) 541-2323

Contract R & D and Consulting \ .
www.biomatic.com




