POTOIPAPNYHECKOE
M30BPAXXEHNE

YCTpOWCTBO A1 Bbi6MBaHUA 06pa3L0oB

KpoBu «Panthera-Puncher 9»

(nsrotosutenb Wallac Oy, dnHnaHnana).



O60opYyA0BaHKE NOCTABSETCS B KOMMJIEKTE C
NPUHAIEXHOCTAMU:

1. CeHCOpHbIN 3KpaH C NMOACTaBKO -1 LUTYKa.

2. COopHble ronosku nepgopartopa - Ao 10 Wwryk.

3. HoxxHada nefanb -1 LWITyKa.

4. ApanTepbl gna nnatlek -ao 10 wryk.

5. BHewHWIA KoMnbloTep - 1 WTyKa.
5.1 Kabenu ans nogkoyeHns - o 15 Wwryk
5.2.YCTaHOBOYHbIN AUCK C JOKyMeHTamu ans MK

6. MaHunynatop Tmna «Mblilb» - 1 WTyKa.

/. BHelwHAa knaBmatypa - 1 Wryka.

8. KomnniekT Kabesnein nutaHus Ana noakaoyeHns 61oka nepgoparopa.

8.1 Kabenb USB - 1wui.

8.2. Kabenb CAN - 1wr.

8.3. Kabenb 230-240 V - fo 2 wir.

8.4 Kab6enb 115V - [0 3 WryK.

9. YCcTaHOBOYHOE NporpaMmMHoe obecreyeHre Ha 6YyMaXKHbIX U AUCKOBbIX

HOCUTenax.

10. PyKoBOACTBO MO 3KcnyaTauuu.

11. CepTudumkaT KoHTposnsA Kavectsa, CE-mapka.

12. LLlecTMrpaHHbIin KN4 - 1 LITYKA.
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TOUCHSYSTEMS

refer to Lher & *je fc- detailed operating, maintenance and ser ...s ...«ructions

«akK
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11460012

Mains cable 115V

PerkmEImer

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



instrument manual

2081-0010
Panthera-

Puncher™ 9

Dried blood spot punching device

for w vitro diagnostic use

a

SO
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Rev

Elmer*

QUALITY CONTROL
CERTIFICATE

PRODUCT INFORMATION

Name of product: .Panthera-Puncher 9

Product type number: 2081-0010

Serial number: 20810048
CERTIFICATE

This is to certify that this instrument and its components and subunits have
been tested according to the PerkinElmer, Wallac Quality System practices in
compliance with ISO 9001 and ISO 13485 and that it fullfills the specified
guality and performance values. More detailed information can be obtained

from your PerkinElmer representative.

Date: >0
Signature and
JUC& MH T 1A

clarification:
On behalf of the Quality Control Department

Wallac Oy Business Identity
CodiC937168-4
Rogjgeretd office: Turku

LI
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PerkinElmer

DECLARATION OF CONFORMITY FOR CE-MARKING

Manufacturer's name and address
Waiiac Oy

Mustionkatu 6

FI1-20750 Turku

Finland

Name of the device(s)
2081-0010 Panthera Puncher 9
We, Wallac Oy, hereby declare that the device(s) mentioned above comply with

2006/95/EC Low Voltage Directive

2004/1 OSEC Electromagnetic Compatibility Directive
98/79/EC In Vitro Diagnostic Medical device directive, as transposed to the Finnish legislation

The product(s) bears the CE mark Indicating conformity with the provisions of these directives.

The product(s) are classified as follows according to the tn vitro oiagnostic medical devices

98/79/EC;
Other device (all devices except Annex Mand self testing devices)

Conformity Assessment Procedure:
Seif-declaration, Annex Ill, 88/79/EC

Common Technical Specifications used for demonstration of compliance:
EN61010-1 Safety requirements for electrical equipment for measurement, control and laboratory use
EN 61326-1 EMC requirements for electrical equipment for measurement, control and laboratory use

EN61010-2-1Q1 Particular requirements for in vitro diagnostic (IVD) medical equipment

Date and place of Issue
10. February 2012, Turku

<T 0 :
I
Name, position and signature of authorized person

Tapio Ktvimaa, Quality Manager
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