Drager Safaty AG 8 Co. KGaA, Revaistralle 1, 23580 Lubeck

To Whom It May Concern
[nA koro Le MoXe cTocyBaTuca

CLARIFICATION / PO3'ACHEHHA

Urager

Unser Zeichen

Tel

+40 451 882-6318

Fax

+48 451 882-1819

E-Mail
info@draeger.com

13. Oktober 2022

Dear Madam/Sir,

Drager Safety AG&Co. KGaA as Drager Alcotest
manufacturer reports the following:

1) Drager Alcotest devices service (Maintenance) is
divided into two components:
A) "Service maintenance”.
The "Service Maintenance" operation is a
constituent part of Drager Alcotest devices service
(Maintenance).
"Service Maintenance" shall mean:
- diagnosis and control of functioning,
- testing of all device elements and cleaning
if necessary,
- software verification,
- analysis of error messages (if any) and
error correction,
- elimination of minor maifunctions that do
not need elements and components
replacement,

LaHosHi naxi Ta naHoge!

Drager Safety AG&Co. KGaA sik supoBHuk Drager
Alcotest nosigomnse HacTynHe:

1) OBcnyrosyBaHHs (TexHiyHe oOCNYroByBaHHS)
npunapie Drager Alcotest noginfetbcs Ha fABi
CKNapgosi:
A) «Cepsicre oBcnyrosyBaHHA».
Onepauin  «CepeicHe obGcnyropyBaHHA» - Ue
cknaposa 4actuHa obcnyrosysanHs (TexHiyHoro
oBcnyrosysanns) npunagis Dréager Alcotest.
Migz  «Cepeichum  obcnyroByBaHHAM»
posymiTK:
- [iarHOCTUKY Ta KOHTPOMNb YHKLIOHYBaHHS,
- TeCTyBaHHR BCiX Byanis npunagy Ta
CYMLLEHHS 38 HeobxigHocTi,
- nepesipka nporpamHoro sabesneyerHs,
- aHania nosifomIieHb NpPO HECNpPaBHOCTI
(FKWO HaABHI) Ta YCYHEHHA NOMWNOK,
- YCYHEeHHS ApibHMX HecnpaBHOCTEN, WO He
noTpebyTh 3aMiHK ENEMEHTIB Ta BY3nig,
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- checking the sampling device, flow and
temperature sensors and adjusting them if
necessary.

B) "Calibration” ("Graduation").

" Calibration" ("Graduation") operation is a

constituent part of Drager Alcotest devices service

(Maintenance).

"Calibration" ("Graduation") shall
operation to regulate, adjust and correct Drager
Alcotest device readings in order to obtain an
acceptable error measurement.

mean an

The operation “"Calibration” ("Graduation") of
Drager Alcotest is mandatory, the necessary terms
for conducting "Calibration" ("Graduation”) are
specified in the official Instruction for use for the
operation of the Drager Alcotest in the section
"Maintenance" for each country in accordance with
national regulations.

2) Drager Alcotest devices service (Maintenance),
i.e. device "Calibration" ("Graduation") and service
maintenance can be carried out only by the staff
specially trained and authorized by Drager Safety
AG&Co. KGaA.

3) Drager Alcotest devices service (Maintenance) is
performed using service software and methods of
Drager Safety AG&Co.KGaA. Only the staff
authorized by Drager Safety AG&Co. KGaA has
access fo the actual versions of such software and
methods.

- nepesipka npuctpoi BigBopy npob,
AartyuKie  NoTOKy Ta Temneparypu i
HanawrysaHHA 3a HeoBxigHoCTi.

B) «'panytoBarHs».

Onepauis "MpagyosanHa” - Ue CKNafosa YacTuHa
obcnyroeysanns  (TexHiyHoro oBcnyroByBaHH:A)
npunapais Drager Alcotest.

Ming TepmiHom “IpagyBasds” cnig  posymiTi
onepawilo 3  perynioBaHHA,  HanawTyBaHHS,
KOpUryBaKH#A nokasanb npunagis Drager Alcotest 3
METOK  OTPUMAHHS  JONYCTUMOT  noxubku
BUMIPIOBaHHS.

Onepauyis "MpapyiosanHs" Drager Alcotest ¢
0B0oB'A2KOBOID, NP0 HeoDXigHi CTPOKU NPOBEAEHH:A
"IpapyiosanHa" 333Ha4yeHo B otiyinHmx
HacTaHoBax (iHCTpykuisix) 3 ekcnnyartauil Drager
Alcotest y posgini "TexHiuHe obcnyroeyeBaHHs"
("Maintenance") ana koxHo! kpaiHK y BianoBigHOCTI

00 HauioHanbHMX Npasun.

2) OBcnyrosysaMHs (TexHiyHe oBcnyroByBaHHRA)
npunagis Drager Alcotest, To6To Tx rpagyioBaHHs

Ta  cepeicHe  oficnyrosysanHs, MOXEe
3AINCHIOBATUCE BUKIITIOYHO CMNELianbHO HaBYeHUM i
YNOBHOBaXEHUM Drager Safety AG&Co.
KGaA nepcoHanom.

3) OfcnyrosysanHs (TexHiuHe oGcnyroBysaHHA)
npunagie  Drager  Alcotest Bukonyetbcs i3
3a8CTOCYBaHHAM cepBicHoro NporpamHoro
3abeaneveHHn Ta metoguk Drager Safety AG&Co.
KGaA. BuknouHo ynosHosaweHuwih Drager Safety
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4) The following items must be used for Drager
Alcotest devices service (Maintenance):

- PIN access code, which is confidential; _
- method and instructions developed by Drager
Safety AG&Co. KGaA, which are provided
exclusively to the staff authorized by Drager Safety
AGE&Co. KGaA.

5) Drager Safety AG&Co. KGaA reminds that for
any use of Drager Alcotest devices, it is necessary
to fully understand and strictly follow the Instruction
(guidelines) for use.

The Clarification is drawn up in English and
Ukrainian languages. In case of discrepancies
between the language versions, the English version
shall prevail.

AG&Co. KGaA nepcoHan Mmae gocTynm Ao
aKTyanbHuX  Bepcidi  Takoro  nporpamHoro
3abeaneqeHHs Ta METOoANK.

4) Ong ofcnyrosyBaHHA (TexHiyHoro
obcnyroeysaHHs) npunagie  Drager Alcotest

0GOB'ASKOBO BUKOPUCTOBYIOTLCA:

- PIN xog goctyny, Wo € koHdigeHUiiHnm,

- METOAMKa Ta IHCTPYKUiR, Wwo pospobnexi Drager
Safety AG&Co. KGaA,

SKi NepedalnTbCs  BUKMIOYHO NEpPCoHany, AKWi
ynosHosamenuit Drager Safety AG&Co. KGaA.

5) Drager Safety AG&Co. KGaA Haragye, Wo npu
Oyab-sKkoMy BUKOpWCTaWHi npucTpoie  Dréger
Alcotest HeOBXiAHO NOBHICTIO PO3YMITW i CYBOpO

[OTPUMYBETUCL  HAacTaHoBW  (iHCTpyxuil) 3
exkcnnyarauil.
Pos'sicHeHHs  CKNaAaeTbCA  aWrniicbkold Ta

yKpaiHCbKOW MoBamMu. Y Bunagky posbikHOCTI Mik
MOBHMMW BEpCiAMKM  aWrniickka Bepcis mae
nepesary.

FY '\—;({':'s;han David

Regulatory Affairs Manager Eastern Europe / Mene,
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Appmva??eef Alcotest & Drugtest Research & Development / IHxerep is norogxerHs npunagie Alcotest i Drugtest
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