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1. Installation & Commissioning Service
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Installation Service Product Lists

Product group Descriptions

Laboratory Balance Microbalance

Semi microbalance

Analytical balance

Precision balance
Moisture Analysis(LOD) Infrared moisture analyzer
Microwave dryer

Ultra-Pure Water System arium® advance series

arium® pro series

arium® comfort series




2.1Q | 0Q Qualification Service
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Trolley [ Mixer
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1Q | 0Q Qualification Service Product Lists

Product group Descriptions

Laboratory Balance

Microbalance

4

I
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Semi microbalance

Analytical balance

Precision balance

USP Certi. Microbalance

USP Certi. Semi microbalance

USP Certi. Analytical balance

USP Certi. Precision balance

Moisture Analysis (LOD)

Infrared moisture analyzer

Microwave dryer

Ultra-Pure Water System

arium® advance series

arium® pro series

arium® comfort series

Microbiology + Lab Filtration

Airport MD8

Airscan MD8

Sterisart

Filter Integrity Testing

Sartocheck Series

Trolley

Mixing System

Mixer(Lev,Mag) and Mixing pallet

Tubing Dis-/Connectors

Sealer/Welder

Welder TC




3. Calibration Service
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\ Calibration Service Product Lists

Product group Descriptions

Laboratory Balance Microbalance
Semi microbalance

Analytical balance

Precision balance

D
Moisture Analysis (LOD) Infrared moisture analyzer
\ /’ Microwave dryer
- . Ultra-Pure Water System PRO-TOC calibration
Industrial Scale Industrial Scale, < 30 kg

Industrial Scale, < 60 kg
Industrial Scale, < 150 kg
Industrial Scale, < 300 kg
Industrial Scale, 600 kg
Industrial Scale, < 1500 kg
Industrial Scale, < 3000 kg

IA

Filter Integrity Testing Sartocheck Series
Tubing Dis-/Connectors Sealer/Welder
Welder TC
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+ OIML R76-1 Non-automatic weighing instruments Part 1: Metrological and technical requirements -
Edition 2006 (E)

- OIML E 3 Verification of commercial weights - Edition 2006 (E)

+ OIMLR 111-1 Weights of classes E1, E2, F1, F2, M1, M1-2, M2, M 2-3 and M 3 Part 1: Metrological and technical
requirements-Edition 2004 (E)
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4, Extended Warranty Service
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Extended Warranty Service Product Lists

Product group Descriptions

Laboratory Balance Microbalance

Semi microbalance

Analytical balance

Precision balance

Moisture Analysis (LOD) Infrared moisture analyzer

Microwave dryer

Ultra-Pure Water System arium® advance series

arium® pro series

arium® comfort series

Microbiology + Lab Filtration Airport MD8
Airscan MD8
Sterisart

Filter Integrity Testing Sartocheck series

Tubing Dis-/Connectors Sealer/Welder
Welder TC

FX, YO SO i) L HaHol

0 E0l, HEl2l, tERIX,
Weighing pan 2| WA

ii. Sartorius 2 AFE S| @10 Ul GHXl, HE % HEFH2=2

ii. Sartorius 2 AFM S2| 10l ZHIQ THEHXI & AXI2 QI8 D&

iv. HE HIS LAl LHRIUAX S CHE L-O0IL HEGHA k2 SEZANM ZHIE HSAIZ
R0 LMEE=E 0T

v, High 239, g, 3, d4, Al & 2el 20322 oIF n¥
Vvi.  Sartorius AHIA SIE{DF OLL ROIA =2, 24 |, HZ S &oH0] et F
vii. C2 Ml U9 g&oz olst NE

viii. SartoriusOil A & AIGHXI & & HZE



5. Service Contract Package
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Service Contract & 2! H¢

. Contract
Activity Light Standard Premium
Calibration Report O O O
*PM Report @) @) @)
Adjustment O O O
MEX W= ) @) 0
Software upgrade X O @)
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Service Contract Product List

Product group Type Descriptions
Laboratory Balance Light Standard Premium Microbalance
Light Standard ~ Premium Semi microbalance
Light Standard Premium Analytical balance
Light Standard Premium Precision balance
Moisture Analysis (LOD) Light Standard Premium Infrared moisture analyzer
Light Standard Premium Microwave dryer
Ultra-Pure Water System Light Standard Premium arium® advance series
Light Standard Premium arium® pro series
Light Standard Premium arium® comfort series
Microbiology + Lab Filtration Light Standard Premium Airport MD8
Light Standard Premium Airscan MD8
Light Standard Premium Sterisart
Filter Integrity Testing Light Standard Premium Sartocheck Series
Light Standard Trolley
Mixing System Light Standard Mixer(Lev,Mag)

Tubing Dis-/Connectors Light Standard Premium BioWelder® TC




6. Pipette Service
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KOLAS2} HM|Z=AF W7 it H|w

MZ=AF o H™ KOLAS (ISO 17025) ™
BF= & Test ZIHZ 22| 10%, 50%, 100% ZIHE &2l 10%, 50%, 100%
volumeZ 0l Al 1point2 volumeS BIEXOZ 212+ 103 4
HEIGI0 BtE X o2 242 55| A
Adjustment ZHGI CHAI Test K& otk 23S
PSR ESP M Z= At @15 Certificate KOLAS Certificate

Pipette Service Programs

Programs Descriptions
Basic service Basic Service Light, Standard, KOLAS Plus Service =& Al J| 222
Ml =3dt= Service & LICEH
B SMS MHIA:D MUl A B ASES e

B Adjustment : W& 0|
®m Demo AI& : Service &

B Leak testing : Pipette L0l 321
lE g

Light service Basic service
B AEANE ABA EIO
1 pointE HEIGHO] B X
Standard service Basic service
B HZEADE ARN
®m PM (8 X £4) Report

Z 29| 10%, 50%, 100% volumeZ Ofl Al
o

2 22 534 =5

KOLAS service m KOLAS 'l &AM
KOLAS Plus Basic Service
= KOLAS & XA
® PM Report

Pipette Service Product

Product group Descriptions

Liquid Handling Light (I Z= At Calibration)
Standard (Light + PM)
KOLAS
KOLAS Plus (KOLAS + PM)

13



7. Regulation
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GLP Compliance
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Calibration &3 X

21 CFR part 211.68 US GMP for Pharma
“"Automatic, mechanical or electronic equipment [...]
shall be according to a designed to assure proper perfor-

mance. of those inspections shall be maintained.”

Frequently Asked Question
"Many leading analytical balance manufacturers provide features in their balances. Are
such auto-calibration procedures acceptable instead of external performance checks? If not, then what should the

schedule for calibration be?"

FDA US Answer
External performance checks still have to be carried out, but less frequently.
Risk analysis (criticality and tolerance of the process) and frequency of use determine the frequency of

performance checks.

OECD Principles of GLP

"4.2. Apparatus used in a study should be according to standard
operating procedures.”

7.1 A test facility should have written SOP's that are intended to ensure the of the data gener-
ated by that test facility."

ICH HARMONISED TRIPARTITE GUIDELINE _QUALITY RISK MANAGEMENT Q9
I.4 Quality Risk Management for Facilities, Equipment and Utilities

* Design of facility / equipment

-Calibration | Preventive maintenance to set appropriate

PIC/S, Guide to Good Manufacturing Practice for Medicinal Products Chapter 3.40, 3.41
"Balances and measuring equipment of should be available for production and
control operations. Measuring, weighing, recording and control equipment should be

by appropriate methods."

ISO 9001: 7.6 Control of Monitoring and Measuring Devices

"Measuring equipment shall be ... against

measurement standards traceable to international or national measurement standards ... The
organization of previous measuring results when the equipment is
found not to conform to requirements. The organization shall take appropriate action on the

equipment and on any product affected.

FDA Warning Letters: Calibration & Uncertainty

" ". For example, thermometers, scale, pH and conductivity
meters.

"The calibration of instruments and gauges is in accordance with an established written
program and

with provisions for remedial action in the event accuracy and/or precision limits are not met.

“Balances - balance drift, and minimum weight deter-
mination, etc.

"The balance used to weigh more than 20 mg for balance measure-

ment uncertainty.
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UPS Minimum Weight 221 37X

USP General Chapter 41 “Balances”

Scope

“States the requirements for balances used for materials that must be weighed (see General Notices,
8.20)."

Weighing of analytes for quantitative measures

Scope unchanged but better defined/explained

Requirements

"Weighing shall be performed using a balance that is
“[...] and meets the requirements defined for "

"For balances used for other applications the balance repeatability and accuracy should be commensurate with the
requirements of its use."

"Repeatability is assessed by weighing one test weight "
"Repeatability is satisfactory if two times the standard deviation of the weighed value,
divided by the nominal value of the weight used, does "

"“If the standard deviation obtained is , where d is the scale interval, replace this standard devia-

tion with 0.41 d."

General Chapter 1251 "Weighing on an Analytical Balance"
Provides information on :

Installation and Operational Qualification

Performance Qualification and Balance Checks

Minimum Weight

Balance Operation
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