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GMP/GDP Consulting and Thermal Validation Services
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GMP/GDP Training, Consultancy and Thermal Validation Services
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GXP Temperature Mapping and Validation
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Documentation and Software
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- A Rl ’E'.*H'I(Loaded and Empty) AEHOAM Q] 2 B A}
- Door Open, Power Fail Test(H-2A|)
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GXP(GMP/GDP E&}) Temperature Mapping Services

RA, URS, DQ, 1Q, 0Q, PQ ¥ X|&HQl Requalification0f O|2J[7X] =2 &M E4M(COA, Critical Operation
Attribute), =8 OX[Q! £M(CADEs, Critical Aspect Design Element), &8 37 Oi7§®4(CPP Critical Process
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o AHEM(RA, Risk Analysis)
o AEX2THZAM(URS, User Requirement Specification)

o AN MAMIYIKDQ, Design Qualification)

e MX| MAMMIKIQ, Installation Qualification)

o 2M MAMMIHOQ, Operation Qualification)

o M& MAMHIKPQ, Performance Qualification)

o FIE HZEE(0E/H2) MES(RQ, Requalification)
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KAYE Validator & Bath

3Set 7

[Wire Type]
. Autoclaves, Lyophilizer .
J Tunnels, Ovens .
. LN2 Tank .
o Incubators, Freezers o
J Chambers, Warehouses .
. SIP Sterilization .

. Temp. range : -195 to 420°C
. Accuracy over range .

+0.025°C .
. Resolution : 0.01°C

KAYE Data Logger
7000 E&
[Wireless Type]

EtO Sterilizer

Tunnels, Ovens
Incubators, Freezers
Chambers, Warehouses
Transportation, Logistics
SIP Sterilization

Temp. range : -45°C to 140°C
Accuracy : +0.1°C
Resolution : 0.01°C

Ebro Data Logger
3507 R
[Wireless Type]

Transport Monitoring
Storage Monitoring
Refrigerators, Incubators
Warehouses

Storage Room
Transportation, Logistics

Temp. range : -30°C~+70°C
Humidity range : 0~100% RH
Accuracy : +0.5°C / +3%
Resolution : 0.1°C / 0.1%
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VAISALA Data Logger
9071 2%
[Wireless Type]
. Transport Monitoring
© Storage Monitoring
J Refrigerators, Incubators
. Warehouses
. Storage Room
. Transportation, Logistics

. Temp. range : -35°C~+85°C

. Humidity range : 0~100% RH
*  Accuracy: +¥01°C/ 1%

. Resolution : 0.01°C / 0.1%
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Warehouse & Cold Room Temperature Mapping
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Transportation Vehicle & Container Temperature Mapping

Spacer blocks at
nose of compartment

Wood or high Load lock
LOAD RESTRAINT density foam  baratrear
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Equipment Temperature Mapping

Refrigerator
LN2 Tank
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Steam Sterilizer

Tunnel Sterilizer Lyophilizer
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Temperature Mapping Dataloggers

&% Data Logger ¥ Thermal Validation System 231 QO . KOLAS
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Temperature Mapping % Thermal ValidationOf| CHaH

Bio-Support : MYHALHE OtdFE

E-Mail : gpp@biosupport.co.kr
TEL : 010-5683-9195 / 031-446-7200
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