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LN Serial# Description CH Value Maximum Average Minimum Units CH description Logger file
1 06072117 VI-2000-20R 1 27.78 21.90 15.79 C Temperature  D:\Logger transfers\06072117_VI-2000-20R.spl
2 06072117 VI-2000-20R 2 320 19.7 9.0 RH Humidity D:\Logger transfers\06072117_VI-2000-20R.spl
LN Logger file D # Security Created by Creation time
1 D:\Logger transfers\06072117_VI-2000-20R.spl 2755607522 Secure Jeff Chesman 4/7/2011 1:07:08 PM
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2 06072117 Veriteq Inst. Inc.  10/10/2010 10/10/2011
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Report ID Number: 1453069120 Page 10of 1

K3 oA il g R 7 B LU 7 LR [RAE (& T 1Rk 25 7] £ 52 I FRifE



SRS IEHE T IR CHEANRIGR A el E—
PR 24 9 57 O 20 = e — s
MRS TREEATELORESN  OORCEARTEEL R, g S5E 2 ¢
SRR 24 P Fo R TS A5 R T AR, DAL, s 2 @ ¢
SRR RS, EERRE.  m— ’
R R, O P RBES RS KA SR T, ¢
i, L ORI TRET RS e PR, SRR e s s ‘
BUR T8 B R ok g O EIMARMREAD RIAISRE 4 Sees ™ e B 4
KR, ERE ey, IR, BGOSR fonaee T EL s
MR R AR, R IR RO BRI e o {
SRS 2 o s BT T 22 I LM RN & —RINAF G R Bt 72 ; SEEEE?T:: ?
- BEREE, BT BT R A e 2

RN EPH I G B IEA

T BRI g, H2, —HER

AEHHE T IS UE E R, Akl
UK A Ja SRR G SR AR

b B AN 2 B R A 175 45

AN AR 2 A R A B ?

BEETT R EORR =AM, T —
L7 SRR E — B EAI TR i —
UCHR B TR Lo 56 B AT R B8 00 H A

6 UE T J B 24 PV 2 AT RE XA i
A it B ey N IO o Kl |
ARG UL BEAE IR UE Y
i LT BN A i i ZE TR B
AR S T R 5 22 P A il B PO A
FEH i, B HEONE AR R
JEE T ) 2 iR g I R e A, B AiE T
R REZORAE B HREAT W06, Hm R
HHE R A AR EABBA ST
FRIER T, BVFAT LU e A 56
IR &\ A RAHE TR A AT, ST

RIS 24 B % L 4% 4 HE AR 0 R AR PRI
R E it KR S T Hh X A%
AR, ST R AT DA SR BRI
T30 °CHNA IR FEAC T 0°C Yy I i 5 5l
AT T

R R R A IE SR B2 2
GMPZLSR A A Bl ik 1) — 6 3
W A A, FE AT T VR A B I
HE 5 0 25 TG (R B o K 20 06 250 P] 4 it
HTIB B 0T DU AR BT A R
B A0 Wy il sk, s
J 21 CFR Partl 1384y BRECH %11
MMEK .

I0MEE



e TS, e Y

P ok

N E

F TN AT A B 3 AT BT
% B AL B A B IE
I %, R HE— PR
e AR E R A G
PEo BRI T Fefi i AR
AT I SRATA

Fiff 7 6 2 ) RIS X3k, i 5
A8 JER 2% 1) 4 A7 A0k 56 4 4582
]

1 HI3E A 1% BT 55 1 ] 5
Bk

AR BRI A 1], DARA IR
e L S A B 0 Ik

HRIE 2 BRI, X7
ARG 1C FAF A, il i [A)
Ko e HIr &7
A IRAF I T

7 2290 3 15 P 8 ST 1 75

S, 5 IR O R A
B

10

RS EiRsE

T UNCFRES 212 A E] S 1 BRI R 5
SIATREFE IR VE R ER B SEAIE A S AL T
PERIIRAS, H ELGE 0= e e i) i
AR o W E AR ST T AT
RELIH I PO, XSO
T GMPs 1224 iy I A KL 5 T b v LB
RPN A N VER . (HE, XS
SCH M G TR D, TEA TS
PREAR JEfI AR, ARRIEE A=
NVEEARWHE T AA 1% F-CMPs FRIfERE, TFR
B RURIFE SO0 TR AT ER A5 1k
BAliNPUNEES | S

AU A—RINE LTk, &l T MAme
A TS DAtk EE, Friddt
ETE

International Conference on
Harmonisation:

¢ ICH Q10 Pharmaceutical Quality
System (2009)

United States Pharmacopeial
Convention:

¢ USP Chapter 1079 Monitoring
Devices — Good Storage and
Shipping Practices (under revision
2011)

¢ USP Chapter 1118 Monitoring
Devices — Time, Temperature, and
Humidity

International Society of

Pharmaceutical Engineering:

¢ ISPE Good Practice Guide — Cold
Chain Management (2011)

Parenteral Drug Association:

¢ PDA Technical Report No. 52 -
Guidance for Good Distribution
Practices for the Pharmaceutical
Supply Chain (2011)

European Commission:

e EC Guidelines on Good
Distribution Practice of Medicinal
Products for Human Use (under
revision 2011)

Pharmaceutical Convention
Inspection and Pharmaceutical
Inspection Cooperation Scheme:

e PIC/S GMP Guide Part I: Basic
Requirements for Medicinal
Program Sections 3.19 and 4.9

e PIC/S GMP Guide Part II: Basic
Requirements for Active
Pharmaceutical Ingredients
Sections 7.42 and 10.1

U.S. FDA Code of Federal
Regulations Title 21:

e 21 CFR 820.150 Storage
Health Canada:

¢ GUI 0069: Guidelines for
Temperature Control of Drug
Products During Storage and
Transportation (2011)

DA O Ho i L 48 T 5 b R A G Bt

U.S. FDA Code of Federal
Regulations Title 21:

e 21 CFR Part 210 cGMPs for
Manufacturing, Processing or
Holding of Drugs

e 21 CFR Part 211 cGMPs for
Finished Pharmaceuticals

e 21 CFR Part 820 cGMPs for
Medical Devices

e 21 CFR Part 600 cGMPs for Blood
Products

e 21 CFR Part 111 cGMPs for Dietary
Supplements

e 21 CFR Part 11 cGMPS Electronic
Records & Signatures



e 21 CFR 211.46, .68, .142, .194
Ventilation, Air Filtration;
Electronic Equipment,
Warehousing; Laboratory Records

European Commission:

¢ Eudralex Volume 4 Good
Manufacturing Practices -
Medicinal Products for Human
and Veterinary Use, Annex 11:
Computerized Systems (2011)

U.S. FDA:

e Guidance for Industry:
Quality Systems Approach to
Pharmaceutical cGMP Regulations
(2006)

e Pharmaceutical CGMPs for the
21st Century — A Risk-Based
Approach (2004)

International Conference on
Harmonisation:

¢ ICH Q8 - Pharmaceutical
Development (2006)

e ICH Q9 - Quality Risk Management
(2006)

¢ ICH Appendix 2.4 Human and
Organizational Errors and
Criticality of Records

International Society of
Pharmaceutical Engineering:

¢ [SPE GAMP® 5: A Risk-Based
Approach to Compliant GxP
Computerized Systems

World Health Organization:

¢ WHO Report 908 Appendix 2
ASTM (formerly American Society
for Testing and Materials):

e ASTM E2500 Standard Guide
for Specification, Design, and
Verification of Pharmaceutical and
Biopharmaceutical Manufacturing
Systems and Equipment (2007)

International Organization for
Standardization:

¢ [SO/IEC 17025:2005 General
Requirements for the Competence
of Testing and Calibration
Laboratories

¢ [SO 10012:2003 Measurement
Management Systems

e ISO 14971:2007 Medical Devices -
Application of Risk Management
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