To
Whom It May Concern

For 1 |
--Cnﬁbiit 15189:20, 2 and ISO 15189:2014 accredited Laboratories — requirements regarding
On & Verification Procedures” [1]

' Diagnostics Products which are manufactured and distributed by Roche Diagnostics
F Which a Free-Sales-Certificate is issued, are CE-marked.
agnostics Directive of the Euro pean Union [2A.] which is currently switching to I;D
7/746/EU (final timeline: May 26, 2022) [2B.] requires for all CE marked P mduct's a;
Urer assures compliance of the products with the requirements of the mentmr;;
ation. This means that all processes in development and manufncturing.uf F.n. e
mbH products are guided by a Quality Management System. Our Quality Management
mpliance with the requirements from 1SO 13485:2016 [3] and 21 CFR Part 820 [4]_-
dregulations and standards require that the production systems and measuring devices
ed and the manufacturing and test procedures are validated. This status has to be
duled maintenance and by regular qualification resp. validation reviews and updates.

calibrators and controls used in Roche Diagnostic systems are fully traceable
eference materials. The performance of all In-vitro diagnostics systems of
\bH at the customer site is assured if regular Quality Control measurements,
e procedures as described in the instructions for use or service
d. By having controlled internal procedures and by running the tasks
- documentation, all In-vitro diagnostics systems of Roche Diagnostics
pecified during their defined lifetime.

| procedures are NOT required by the user in order to assure the
Roche Diagnostics GmbH, Only if a user deviates from these
er have to establish site-specific calibration and verification




|

2/ 18
(2] mmpﬂcﬂcc D 15189:2014 Medical laboratories — Requirements for quality and

s EC of he European Parliament and of the Council of the 27 October 1998
BNostics medical devices;

B.1vp R
egu ;
on in vilrg ;l:l;ion 2017/746/EU of the European Parliament and of the Council of 5 April 2017
e, Bhostic medical devices and repealing Directive 98/79/EC and Commission

13485:2016 Medical devices — Quality management systems-Requirements for
o 1Y Purposes

820, Quality System regulations 21 Regulations on medical devices

€im, 10. August 202

ppalon behalf of the company
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Kalf Zilunski
ATFODAGFEDIAADA.
Ralf Zielenski :
Head Q&R Compliance, PRRC RDG
Centralised and Point of Care Soiﬁt?i 5




Immunoanalyzer cobas € 411 S/N 6395-03

Operator-1D: admin 22/07/2022, 09:00
: Control Type : Ser/Pl
.t Immuno L2 Sequence Number: 677 "
on: 0-1 pipetting Time : 22/07/2022 08:39
Result Unit Flags Dil. Exp. Range Ready ResultMsg

ngjdl -OK [ 1340 = 294 ] 08 :'.5 9

ng/dl " [ 176.5 - 389.5 ] 08:58

ug/dl v (  5.16 - 11.38 ] 08:58

uIt/ml " [ 120 3,18 ] 09:00

&
. . o : P : -
Signal Lot No. RP No. Test Signal Lot No.
00623234 036607 T3 0 00580124
00570113 053225 TSH 0 006274425028,




