KOl

/ To all to whom these presents shall come

I TIMOTHY CHARLES HOWARTH Notary Public duly authorised admitted
and sworn residing and practising at 25 Rodney Road Cheltenham GL50 IHX
in the County of Gloucester in the United Kingdom of Great Britain and
Northern Ireland do hereby certify that the document attached hereto was this
day signed in my presence at Cheltenham by Colleen Mary PoweU, Regulatory
Affairs Manager duly authorised on behalf of Spectrum Medical Limited, who
declared that the same is a true copy of the Appendix to the InStrCiction for Use

issued by the said Company.

In Testimony whereof 1have hereunto subscribed my name
and affixed my Seal of Office at Cheltenham aforesaid

this  day of November 2017.

NOTARY PUBLIC

CHELTENHAM

3MEKTPOHHAS KOMUS OOPMAEHA LIEHTPOM WCTILITAHUI 1 PETHCTPALIMH MELMLMHCKUX U3AEM
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Ana onpeaeneHna napameTpoB KPoBU C NPUHAANEXXHOCTAMN

Appendix to the Instruction for use/
MpunoxeHne K IHCTpYyKLMKM Mo aKcnayaTauum

The main parameters and characteristics of medical device:
The Spectrum Medical Monitor for the blood parameters determination different variants with
accessories /
OCHOBHble NapaMeTpbl N XapaKTePUCTUKN MeLULMHCKOI0 U3genmns:
MoHuTop Spectrum Medical gns onpegeneHns NapameTpoB KPOBY, PasNYHbIX BaPUAHTOB MCMOSTHEHMSA
C NPUHAANEXHOCTAMM

CBefleHVsi 0 MPOM3BOANTENE MEAULMHCKOTO
n3genvsa (HaMmeHoBaHue, agpec
MeCTOHaX0XAeHUS, NOYTOBbIV afpec, TenedoH.
ajpec MecTa Npon3BOACTBA)

PaspaboTumnk:

«CnekTpyMm Megnkan J1Ta», BenvkobputaHus
Harrier 4, Meteor Business Park,
Cheltenham Road East, Gloucestershire, GL2 9QL,
UK
Ten+44 (0) 1242.650.120
dakc +44 (0)8452.808.127
Wwww.spectrummedical .com
Mpowv3BognTesib:

«CnekTpyM Megukan J1Ta», BenukobputaHmsa
Harrier 4, Meteor Business Park,
Cheltenham Road East, Gloucestershire, GL2 9QL,
UK
Ten+44 (0) 1242.650.120
dakc+44 (0)8452.808.127
www.spectrummedical.com
YNONHOMOYEHHbIW NMNeACTaBUTeNb NPOU3BOANTENS
OO0 «MegTpoHuk», 123317, Poccusa, r. Mocksa,
MpecHeHckasn Hab., 4. 10,

Ten.: (495) 580-73-77, thaxc: (495) 580-73-78,
www.medtronic.ru
FOpuanyeckoe N1L0, Ha UM KOTOPOro MOXXeT
6bITb BbIJAHO PErNUCTPaLNOHHOE YL0CTOBEPeH e
OO0 «MegTpoHnk», 123317, Poccusa, r. Mocksa,
MpecHeHckasa Hab., 4. 10,

Ten.: (495) 580-73-77, thakc: (495) 580-73-78,
www.medtronic.ru
Afpeca MecT NpoM3BOACTBA MeANLMHCKOIO
n3genus
«CnekTpym Meankan J1Ta», BenukobputaHumsa
Harrier 4, Meteor Business Park,
Cheltenham Road East, Gloucestershire, GL2 9QL,
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Information about manufacturer of medical
device (name, location address, mailing
address, phone number, address of place of
production)

Design facility:
Spectrum Medical Ltd.

Harrier 4, Meteor Business Park,
Cheltenham Road East, Gloucestershire, GL2
9QL, UK
Tel +44 (0) 1242.650.120
Fax+44 (0) 8452.808.127
www.spectrummedical.com
Manufacturer:

Spectrum Medical Ltd.

Harrier 4, Meteor Business Park,
Cheltenham Road East, Gloucestershire, GL2
9QL, UK
Tel +44 (0) 1242.650.120
Fax+44 (0) 8452.808.127
www.spectrummedical.com
Authorized Representatiye of Manufacturer:
Medtronic, LLC,

123317, Moscow, Presnenskaya Naberezhnaya.,
10
Tel.: (495) 580-73-77, Fax: (495) 580-73-78,
www.medtronic.ru
Legal person in whose name may be issued the
certificate of registration (name, address, tel. fax.
e-mail, website)

Medtronic, LLC,

123317, Moscow, Presnenskaya Naberezhnaya.,
10
Tel.: (495) 580-73-77, Fax: (495) 580-73-78,
www.medtronic.ru
Addresses of the places of production of medical
deyice
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L9 onpefeneHns napaMeTpoB KPOBU C NPUHALNEXHOCTAMM

MK Spectram Medical Ltd.
Harrier 4, Meteor Business Park,
Cheltenham Road East, Gloucestershire, GL2
9QL, UK
HasHa4yeHne MeaNLIMHCKOIO n3aenns Prescription of medical device

MonwuTop Spectrum Medical ncnonb3yetcs ansg The Spectrum Medical Monitor is used for

NPoBeLeHNs N3MEPEHNIA pas3/inyHbIX NapameTpoB  measurement of various of arterial and venous
apTepuanibHOW 1 BEHO3HOI KPOBM HeuHBa3nBHbIM  blood parameters non-invasively and in real-time.

Croco6oM B peXxkrmMe peasibHOro BPeMeHMU.
MNokaszaHus Indications

HeobxoanmocTb N3MepeHns pa3iuuHbiX The need to measure different parameters of
napameTpoB apTepuasibHON-1N BeHO3HONM KpoBw Kak arterial and venous blood are not invasive and
HEeMHBa3MBHbIM MeTOAOoM, Tak W B onepatuBHoM promptly in the extracorporeal circuit.
MOPAZKE B 3KCTPAKOPMNOpabHOM KOHTYpe.

lNpoTuBoONoKasaHuA Contraindications
OCTaHOBMBLUWIACA WX CUMbHO 3aMe/lIeHHbIN Still or slow flowing blood
KPOBOTOK
Cneymdurkaumsa MoHUTOpa Monitor Specifications

B komnnekT BXOAWT: MOHWUTOP, 610K nuTaHus, The Monitor consists of a monitor, power
MOHTaXHbI KPOHLUTEVH, JaTumku u gepxkatenm  supply, mounting arm, sensors and pipe clips.
Ans Tpybok. B KOMMnekT He BXOAAT pacxogHble There are no user serviceable parts or fuses.
maTepuasibl U NPefoXpaHUTENN.

* Weight: 4.5KGs £0,5 KGs (9.0 Ibs)

* Macca,: 4.5 kr £0,5 kr. (9.0 yHTOB) e Size:  294mmz0,5mm x 234mm =0,5mm x
» Pa3smepsbl, He 6onee: 294 Mm +0,5Mm X 234 mm  70mm +0,5mm
+0,5MM X 70 MM +0,5MM (11.6inches X 9.21 inches x 2.76inches)

(A Togtonma X9.21 arolima X 2.764101Ma)
Defibrillation proof type BF applied
Pabouasn yacTb TMna BF ¢ 3awmToi I part H h
OT paspaga feduobpunnatopa
Electric shock protection **Class I'T* |:|
3awmTa oT NopaXkeHNs D with internal electrical power source
3NIEKTPUYECKNM TOKOM
"Knacc- 11 knacc, ¢ BHYTPEHHUM
VCTOYHVKOM MUTAHUS. » Degree of protection against ingress of water:
IPXO (Not Protected)
CreneHb BofoHenpoHuuaemocTu: 1PXO (HeT

3aLLTbI) * Mode of Operation: Continuous

Pexxvm paGoTbi: HenpepbiBHbil « Degree of safety of application in the
presence of a flammable anaesthetic mixture
with air or with oxygen or nitrous oxide: Not
protected

CTeneHb 6e30MacHOCTU 3KCM/yaTaLum B
MPUCYTCTBMM TOPIOUMX Ta30BbIX CMECceli ¢
KMCNOPOZOM W/ 3aKMCbIO a30Ta: HeT 3aluThl

Electrical installation Data
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ana onpeaeneHna napaMmeTpoB KpPoBu C NMPUHaONEXXHOCTAMM

ONeKTprnyecKmne napameTpobl

MCTOYHMK NnUTaHWS ProtekPMP90-11-K17

HanpsikeHne nutaHus 90-264 B

YacToTa cetn 47-63 'y
MoTpebnsemas MoLHOCTL 65 BT

MoTpebnseMblil TOK 13A

YTeuka yepes nayneHta < 100 MKA
WHpopmayms 0 3ameHe NaaBKnNxX

npeLoxXpaHuTene.

HeT uacTeid, 06CNy>1BaeMbIX MO/b30BATENEM.
HeT 3aMeHsieMbIX NNaBKMX NPeLoXpaHUTENeNA.

TpeboBaHWs K UCTOYHMKY MUTAHUSA MOHUTOPA
BxoAHble XapaKTepUCTUKK:

Hanps»keHne 100 - 240 B

Yactota47- 6314

Tok 1,06-0,45 A

MouHocTb 70 BT

BbixogHoe HanpseHve 9 B NOCTOAHHOr0O TOKa
BbixogHoli Tok 7,78 A

XapaKTepuCcTUKN NUTaHNSA MOHUTOPOB
HanpsxeHue 9 B
Tok 5A (NOCTOAHHBIA TOK)

TexHMYecKne napaMeTpbl GaTapeu:

B MOHMTOpPax ncnonb3yeTca HUKeNb-
HanpsykeHne 7,2 B.
EmKocTb 21 Au

B MOHWMTOpax MOXET wucnonb3oBaTbeca Gartapes,
noctaenseMass TONMbKO — KOMMaHwei  Spectrum
Medical. Het yacTel, 06CNyXnBaeMbIX
nonb3oBaTenieM. HeT 3ameHsieMbIx 6aTapeid.

MNpumeyaHe:

KonebaHns HanpskeHWs 3M1EKTPUYECKOrO TOKa He
BNAIOT Ha (DYHKLMOHMPOBaHWe nNprbopa, rnoka oHu
HaxoaATca B A0MNYCTVMOM [uanasoHe
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Power Supply Protek PMP90-11-K17

Supply Voltage 90-264 VAC
Frequency 47 - 63 Hz
Rated Power 65 W

Input Current at Rated

Power 1.3A

Patient Leakage < 100 uA
(current)

Information about replacing fuses.

There are no user serviceable parts. No
replaceable fuses.

Monitor Power Source Requirements
Input characteristics:

Voltage 100-240 V

Frequency 47 - 63 Hz

Current 1.06 - 0.45 A

Power 70 W

Output voltage 9 V DC

Output current 7.78 A

Characteristics of Monitors power
Voltage 9 V
Current 5A (direct current)

Technical characteristics of the backup battery:

Voltage 72 V.

Capacity 2.1 Ah
Only batteries supplied by Spectrum Medical may
be used. There are no user serviceable parts. No
replaceable batteries

Note: Performance of affected by supply
variations as long as they are within the
applicable.
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Pabouas cneymdumkauyus/ Performance Specification

CpepgHee C
nanasoH Temn. peAHEKBaApaTMHEC
MapameTp/ Parameter ﬂmanasoH/ GC/ Range KznemeHme/ KOe OTK/IOHeHue/
ange Temp. °C €an Standard Deviation
Offset
SO: % 20-100 15-37 0.48 +1.90
HCT/Hb 10-45/3-15 15-37 0.03 +0.60
3asucuT oT
MoTok n/MuH JlaTumKa 35.39 MeHee +/- 5% (c nOMOLLbIO Set zero)
Flow 1/min Sensor Less than +/- 5% (using set zero)
Dependent
PacueTHoe PO> MM PT.CT. o4 44 95.37 0.87 +13.9
Predicted PO. mmHg ' T
PacuetHoe PCO:2 Mmm
pT.CT. 10-100 25-37 0.23 +2.12
Predicted PCO. mmHg
C02% 0-10 15-40 -0.16 10.31
Fi02% 0-100 15-40 -0.28 +1.33
0- 3 (HU3KUiA
pacxog/Low
MoTok rasa si/MuH flow)
Gas Flow 1/min 1- 7 (BblcoKuit 15-40 021 *0.26
pacxog/High
flow)
Temneparypa C 15-40 15-40 -0.24 +0.27
Temperatnre C
CneuymmKaun jaT4MKoB
JaTtumk onga
n3mepeHuns Pa3mep Knuncel
carypaumu BHyTpeHHUIA  TonwyHa BEHO3HOM CkopocTb Jatunk gns
apTepuasibHol U AnameTp CTEHKU TPyOKK NnoTOKa N3MepeHns
BEHO3HOW KPOBW, TpyOKW,  TpyOku AoiiM  (HapyXHbIN KpoBw MOTOKOB KPOBU U
rematokpura, u Atorim (Mm) (Mm) anameTp) gtoim - (n/MKH) - feTekuumn 3M60/10B
YPOBH# (Mm)
remMorsiobnHa
«System 3/16 X 1/16 3/16+0,005” 1/16+0,005”  5/16+0,005” 0.25-1.0 «Flow & Emboli
HCT/Sv02 Sa02» (4,76£0,01)  (1,59+0,01) (7,93£0,01) ' o 3/16 X 1/16»
«System 1/4 X 1/16  1/4+0,005”  1/16+0,005”  3/8+0,005” 05 -2.0 «Flow & Emboli
HCT/Sv02 Sa02» (6,35£0,01)  (1,59+0,01) (9,52+0,01) R 14 X 1/16»
«System 1/4x3/32 1/4+0,005”  3/32+0,005”  7/16+0,005” 05 -2.0 «Flow & Emboli
HCT/Sv02 Sa02»  (6,35+0,01) (2,38+0,01) (11,11+0,01) - 1/4X3/32»
«System 3/8 x 3/32  3/8+0,005”  3/32+0,005”  9/16+0,005” 10-7.0 «Flow & Emboli
HCT/Sv02 Sa02»  (9,52+0,01) (2,38+0,01) (14,28+0,01) T 3/8 X 3/32»
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[Na onpefeneHns NapaMmeTpoB KPOBW C MPUHaANEXHOCTAMM

Tonbko ans 1/2+0,005”  3/32+0,005”  11/16+0,005” 2 0- 110 «Flow & Emboli
BEHO3HOI NMHUK (12,7£0,01)  (2,38+0,01)  (17,46%0,01) ' T 1/2X3/32»
Tun gatunka Paavep MM (aroim) Macca r (yHumsl)
LlaTumk s M3MepeHs carypaum 150+0,5x 150+0,5x 100+0,5 2835+ 15
apTepuanbHOM M BEHO3HOM KPOBM, FeMaToKpUTa, (6x6x4) (100)
1 YPOBHSI FremMornobmHa
Jatunk pona  msmepeHusa noTtokoB Kposu K 75%0,5x 100+0,5x50+0,5 1417+ 10
fetekuun améonos Flow & Emboli (3x4x2) (50)
Mogaynb razoaHanM3vpyOLWMIA HU3KOMOTOYHBIIA
GAS
6nok Pa02 200+0,5x 150+0,5x 100+0,5 14175+ 10
(8x6x4) (500)
6nok PaC02 150+0,5x 100£0,5x75+0,5
(6x4x3) 2835+ 15
(100)
Mogaynb razoaHanM3VpPYOLLMIA BbICOKOMOTOUHbIN
GAS
6nok Pa02 200+0,5x 150+0,5x 100+0,5 14175+ 10
(8x6x4) (500)
6nok PaC02 150+0,5x 100+0,5x75+0,5
(6x4x3) 2835+ 15
(100)
HanmeHoBaHMe Pasmepb! (MM) Macca (r)
Hecywpin pbiyar 200£0,5x 150+0,5x 10+0,5 500 +5
Brnok nutaHuns 150+0,5x50+0,5x25+0,5 350 +5
Kabenb nutaHus 500+10x5+0,5 100+ 1
OTBEpTKa 80+0,5 X 5+0,5 15+0,5

BbigepXunBaemas Harpy3ka HecyLLEero pblyara- 25 Kr.
XapaKTepuUCcTUKN MHDPAKPACHOT0 U3/TyUYeHUS:
[MHa BOMHbI MHpaKpacHoro nanyyveHus - 880 HM.
XapaKTepuUCTUKM yNbTPaB3yKOBOI0 U3/y4eHNs:

YacToTa yNbTpa3ByKoBOro nsnyyeHns - 1.2 My, 1.8 My 2.4 MIy, B 3aBUCMMOCTM OT pa3Mepa ceHcopa
5
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[Na onpefeneHns NapameTpoB KPOBM C MPUHaANEXHOCTAMM

W MmakcumanbHOW nepepayn.

MrHoBeHHas MakKcumasibHas MHTeHCMBHOCTL <1,13 BT/ cm2
YcpeaHeHHas BO BPEMEHN MHTEHCUBHOCTbL <10 M B 1/cM2

Sensor Specifications

Arterial and venous

; Tube Internal  Tube Wall ~ Venous Tubing Sensor for Flow
saturation, . . o .

. Diameter, Thickness, Clip Size (Tube Blood FIO\.N & Emboli
hematocrit and . . . Rates (L/min) )
haemoglobin inch (mm) inch (mm)  OD), inch (mm) measuring
“System 3/16 x 3/16+0,005” 1/16+0,005”  5/16+0,005”

U16HCT/SV02  (2,76£0,01) (15920,01)  (r.93:001)  °O2~ 10 316X116
“System 14 x 116 1/4+0,005”  1/16+0,005” 3/8+0,005”
HCT/Sv02 Sa02” (6,35+0,01)  (1,59+0,01) (9,52+0,01) 0.5-2.0 VaX 116
“System 14 x 3/32  1/4+0,005”  3/32+0,005” 7/16+0,005”
HCT/SV02 Sa02”  (6,35:001)  (2,38+0,01)  (11,11+0,01) 0.5-2.0 /4 X 3/32
“System 3/8 x 3/32  3/8+0,005”  3/32+0,005” 9/16+0,005”
HCT/Sv02 Sa02” (9,52+0,01)  (2,38+0,01) (14,28+0,01) 1.0-7.0 3/8 X 3132

. [/2+0,005”  3/32+0,005”  11/16+0,005”

Venous Line Only (127+0,01)  (2,38+0,01) (17,46+0,01) 2.0- 110 1/2X3/32

Sensor Type Size mm (inch) Weight g (0z)
] ) _150+0,5x 150+0,5x 100+0,5 2835+ 15
Arterial and venous saturation, hematocrit (6x6x4) (100)
and haemoglobin measuring sensor
. . 75+0,5x 100+0,5x50+0,5 1417+ 10
Sensor for Flow & Emboli measuring (3x4x2) (50)
Low flow gas module for Pa02 PaC02
block Pa02 200+0,5x 150+0,5x 100+0,5 14175+ 10
(8x6x4) (500)
block PaC02 150+0,5x 100+0,5 x 75+0,5
(6x4x3) 2835% 15
(100)
High flow gas module for Pa02 PaC02
block Pa02 200+0,5x 150+0,5x 100+0,5 14175+ 10
(8x6x4) (500)
block PaC02 150+0,5x 100+0,5x75+0,5
(6x4x3) 2835+ 15
(100)
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A5 ONpefiesieHns NapamMeTPOB KPOBU C MPUHAAMEXHOCTAMM

Name Dimensions (mm)
Wishbone suspension 200+0,5x 150+0,5x 10+0,5
Power suppl y 150+0,5x50+0,5x25+0,5
Power supply cable 500£10x5+0,5
Screwdriver 80+0,5 x 5+0,5

Max load 25 kg for wishbone suspension

Infrared radiation characteristics

Wavelength of infrared radiation - 880nm.

Ultrasonic radiation characteristics

Ultrasonic frequency is 1.2MHz, 1.8MHz and 2.4MHz depending on sensor size with a maximum

transmit
Instantaneous Maximum Intensity <1.13 W/cm2

Time-Average Maximum Intensity <10 mW/cm2
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ONs onpefe/ieHns NapamMeTpoB KPOBY C MPUHALIEXHOCTSIMU

[Jatunk ona namepeHns caTypaumy apTepuaibHON
1 BEHO3HOW KPOBW, FEMATOKPUTA. U yposns
reMorno06uHa

Jatunku NOCTaBNAOTCA B KOMI/eKTe
COeAVHEHHble BMeCTe: [aTuMK AN U3MepeHUs
caTypauuyn apTepuasibHOW W BEHO3HOW  KPOBM,

remMaTtokpuTa, KakK TOKa3aHO Ha (POTO HIDKe.
BeHO3HbIA ~ JaTuMK  M3MepeHWs  caTypaLum
pacnofioXXeH Cneea, [faTunk [ U3MEepeHUs

caTypauuu apTepuanibHO/ KpPOBM 1 remaToKpuTa -
cnpasa.

O6a  patumka  WCNOMB3YKT  MHpaKpacHoe
N3nyyeHne ANS U3MEpPEeHUs caTypaumm KpoBu 1 Tak
Xe N1 reMaToKpuTa, WM YPOBEHb reMornobuHa B
KpoBW.  [aTuyMKn  WAEHTUYHbI, HEOB6XOAWMBIi
[aTyuvK BbIOMpaeTca B COOTBETCTBMM C pPasMepoM
TPYyOKM:

HasBaHue gatynka Pa3wvep Tpy6b!
(BHYTpeHHwWiA
AmnameTp Tpyoku,
AHoNM (MMm),
TO/ILLMHA CTEHKU
TPYOKM Atoinm

(Mm))
Jatumnk ana namepeHus 14 X116
catypauuv apTepuasibHomn 1 (6,35 x 1,59)
BEHO3HOM KpPOBW,
reMaToKpuTa, 1 ypoBHA
remoriobuHa «System 1/4x
1/16HCT/SV02 Sa02»
Jatunk ana nvepeHus 1/4x3/32
caTypauum apTepuanbHOn 1 (6,35 x2,38)

| BEHO3HOIA KpoBM,
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Arterial and venous saturation, hematocrit and
haemoglobin measuring sensor

The sensor pair comes connected together with a
venous saturation sensor and a hematocrit/arterial
saturation sensor, shown in the photos below. The
venous saturation sensor (5 o0z., same shape as the
tubing on which it connects) is shown on left,
while the hematocrit/arterial sensor (100 oz., 6x 6
X4”) is shown on the right.

Both pairs use infrared absorbance and refection
to measure the oxygen saturation level in the
blood as well as hematocrit, or the % of red blood
cells in the blood. The sensors are all identical and
sized to the corresponding size of the tubing to
which the sensors must connect:

Name of sensor Tubing size
(diameter x
thickness,

inches (mm))

Arterial and venous
saturation, hematocrit and
haemoglobin measuring
sensor “System 1/4x 1/16
HCT/Sv02 Sa02”

14 x 1/16(6,35
x 1,59)

Arterial and venous
saturation, hematocrit and
haemoglobin measuring
sensor “System 1/4x3/32
HCT/Sv02 Sa02”

14 x 3/32 (6,35
x 2,38)
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ana onpeneneHna napameTpoB KPOBU C NPUHAANEXHOCTAMU

remMaTokpuTa, Y YpOoBHS
remorniobuHa «System 1/4 x
3/32 HCT/Sv02 Sa02»

[Jatuvk gna nsmepeHus 3/16x 1/16
catypauum apTepranbHOn u (4,76 x 1,59)
BEHO3HOW KpoBW,

reMaToKpuTa, 1 YpPOBHS

remornio6rHa «System 3/16

x 1/16 HCT/SV02 Sa02»

[JaTtumk gns namepeHus 3/8 x 3/32
caTypauum apTeprasibHOR 1 (9,52x2,38)

BEHO3HOW KpOoBM,
remMaTokpuTa, 1 YpoBHS
remornobuHa «System 3/8 x
3/32 HCT/SV02 Sa02»

[JaTunk ana n3mepeHms MOTOKOB KPOBU 1
fetekuum amb6onos

MNprumeyaHue - ABNIAKOTCA
YNbTPa3ByKOBbIMU JaTymkKamu,
npegHasHaveHHbIMU NS M3MEPEHUst NMOTOKa KPOBW
N BbISIBNEHWS NO60I  MUKPO 3ambonuu. Bce
JAaTYMKN  ONA M3MEPEHWS MOTOKOB  KPOBU U
JeTekuMn 3MO60MI0B ABASKOTCS UAEHTUYHLIMK 10
pasmepy W Becy. PasiMuve TOMbKO B pasMepax
BHELUHEro Auametpa TPy6K, Ha KOTOpYH OHW

JaTyMKM  NOTOKa

HasBaHve gatumnka Pa3mep TpyObI
(BHYTpeHHUI
AmnameTp TpyoKu,
aronm (Mw),
TO/ILLMHA CTEHKN
TPYOKM AtoiM (MM))

Jatunk ans namepeHus 3/16x 1/16
MOTOKOB KPOBY 1
JeTekummn aM60/108
«Flow & Emboli 3/16 X

1/16»

(4,76 X 1,59)
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3/16 x 1/16
(4,76 x 1,59)

Arterial and venous
saturation, hematocrit and
haemoglobin measuring
sensor “System 3/16 x 1/16
HCT/Sv02 Sa02”

Arterial and venous
saturation, hematocrit and
haemoglobin measuring
sensor “System 3/8 x 3/32
HCT/Sv02 Sa02”

3/8 x 3/32 (9,52
x2,38)

Sensor for Flow & Emboli measuring

Note - flow probes are ultrasonic sensors designed
to measure flow and sense any micro emboli. All
sensors for Flow & Emboli measuring are all
identical in size and weight, but designed to clip
onto different external diameter tubing as follows

Name of sensor Tubing size (OD x
wall thickness,

inches (mm))

Sensor for Flow & 3/16x 1/16
Emboli measuring 3/16

X 1/16 (4,76 x 1,59)
Sensor for Flow & 1/4 x 1/16

Emboli measuring 1/4 X (6,35 x 1,59)
1/16

Sensor for Flow & 1/4x3/32

Emboli measuring 1/14 (6,35 x 2,38)
X3/32

Sensor for Flow & 3/8 x 3/32

Emboli measuring 3/8 X (9,52 x 2,38)
3/32

Sensor for Flow & 1/2X3/32

Emboli measuring 1/2 X
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ONs ONpefiesieHns NapaMeTpoOB KPOBU C MPUHAANEXHOCTSAMM

JaTtuvk ona nimepeHus V4 x 116
MOTOKOB KPOBM U (6,35 x 1,59)
JleTeKLMM 3MO0N0B

«Flow & Emboli 1/4 X

1/16»

[Jatuunk ona namepeHus 14 x 3/32
MOTOKOB KPOBU U (6,35 x2,38)
JeTeKUMn 3M60/10B

«Flow & Emboli /4 X

3/32»

Jatumk ana namepeHus 3/8 x 3/32
MOTOKOB KPOBU U (9,52x2,38)
JIeTEKLMN 3MO0/0B

«Flow & Emboli 3/8 X

3/32»

Jatumnk ana namepeHus 1/2X3/32
NOTOKOB KpOBY U (12,7x2,38)

JIeTEKLMM 3MO0/0B
«Flow & Emboli 1/2 X
3/32»

Makcumym 3 gatumka gnd M3MepeHus MOTOKOB
KpoBM W feTekuun  3MO60/10B  MOTYT  ObITb
NOAKNOYEHb! K MOHUTOpaM M3/M4

Mogynb razoaHasM3npyoLwniA HU3KONOTOUHbIN 1
MQOY/b razoaHanmM3npyoLLuiA BbICOKOMOTOUHbII

Mogynb rasoaHa/IM3npyoLWmMiA  COCTOUT 13 ABYX
[aTuMKoB, KOTOpble W3MEPSAOT  KOHLEHTpauum
MoTOKa W rasa, O4WH W3 KOTOPbIX WU3MepseT
KOHLiEHTpaLuio  Kuciopofa W ApYroi, KOTopblid
M3MEPSET KOHLEHTpauuo AWMOKCMAa yriepoja
Cco2. Mogaynb rasoaHanu13vpyoLLnii
BbICOKOMOTOYHbIA M3MepseT noTok or 1 go 10
NNTPOB B MUHYTY (BbICOKOrO pacxoja rasa).
Mogynb  ra3oaHanM3VPYHOLWMIA  HU3KOMOTOYHbIN
npefHasHayYeH AN neayaTpuyeckoro npUMeHeHus
N COOTBETCTBYIOLLMX HWKHMX MoTokos, 100 cm /
MUH 10 2 N/ MuH. O6e napbl (HU3KOYaCTOTHbIN U

10
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3/32 (12,7x2,38)
A maximum of 3 flow sensors can be connected to
the M3/M4 monitor.

Low flow gas module for Pa02 PaCQ?2 and high
flow gas module for Pa02 PaC02

The sensor blocks consist of two sensors whieh
measure flow and gas eoncentrations, one which
measures the oxygen concentration and the otter
which measures  C02 carbon  dioxide

concentration. SPMODI measures flows from 1
to 10 LPM (high gas flow) which SPMOD2 is
designed for  pediatric applications  and
corresponding lower flows, 100 cc/min to 2
liters/minute. Both pairs are identical in size and
weight, the only difference being the flow ratings.

02 sensor

C02 sensor
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Ana onpeaeneHna napaMmeTpoB KpoBu C NPUHaAIEXHOCTAMN

BbICOKOUACTOTHbI) SBASIOTCA WAEHTUYHLIMK O
pasMepy W BeCy, pas/NyaroTCs SMLLb NMOTOKOM.

Jatunk namepeHns KoHUeHTpaumm kucnopoga 02

Jatunk  M3MepeHns  KOHLEHTpauuu  AMoKcmaa
yrnepoga C02 -

XapaKTepucTrKa curHana TpeBoru:

3KpaH 06beaVHAET BU3yasbHYIO 1 3BYKOBYHO
CUTHa/I3aLMI0 418 KaoKAO0ro napameTpa
n3MepeHns. CeHCOpPHbIV 3KpaH KOHTPO/IMpyeT
paboTy M HAaCTPOVKY CUCTEMY CUTHaIM3aLMK, Kak
onmcaHo B pasfenax Bbile .Bce husmonornyeckue
1 TEXHUYECKME YC/IOBUS CUTHA/IOB
npesynpeXxaeHunii KnaccuuuypyoTes Kak
MpUoOpMTETHbIE. 3BYKOBas CUCTEMA CUrHa/IM3aLLMK
COLEPXKNT YCTPOICTBO CAMOKOHTPONS, KOTOPOe
MOCTOSAHHO MPOBePsieT paboTy CUCTEMbI Ha
npasubHOCTb. [MpoBepKa (PyHKLMY CUCTEMbI
CMrHanmM3aLmy Nonb3oBaTeNieM He TpebyeTcs.
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Alarm Characteristics:

The screen combines the visual and audible alarms
for each parameter measurement. Touch screen
controls work and setting the alarm system, as
described in the sections above. All physiological
and technical conditions signal warnings are
classified as priority. Audible alarm system
comprises a self-control that continuously checks
the system correctly. Functional testing of the
alarm system by the user is not required.
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[N onpefeneHys napameTpoB KPOBU C NPUHALIEXHOCTAMU

MapameTp/
parameter

SO2

Hb

MoTok/ flow

3/16x 1/16
1/4 X 1/16

1/4x3/32
3/8 X 3/32

1/2x3/32

PO2

PCO2

CO2
FiOz
[Ma30Bbli

notok / The

Cnabblii
notok/ Weak

CWbHbIi
noTok/ Jet

Temnepatypa/

temperature

dusnonoruyeckme curHansl/ Physiological signals:

[JwnanasoH perynnposaHus
Ep. npegena curHana/ Control

Mpegen curHana rno
ymonyaHuto/ Limit default

namepeHmns/ range limit signal signal
measurement
units BepxHuia/ HyoxHWiA/L BepxHwid/ HwxHWiA/
High ow High low
% N/A 30-100 N/A 30
rlan N/A 5.0- 20.0 N/A 7.0
g/di

3aBM1CUT OT pa3mepoB AaTumnka, cmoTpute Hke/ Depends on the size of the
sensor, see below

JMUH. -2.00-2.00 -2.00 - 1.00 -0.50
/min 2.00
N/MUH. -4.00-4.00 -4.00 - 2.00 -1.00
/min 4.00
N/MUH. -4.00-4.00 -4.00 - 2.00 -1.00
Umin 4.00
N/IMUH. -8.00-8.00 -8.00 - 4.00 -2.00
/min 8.00
NI/MWH. -10.00-10.00 -10.00- 5.00 -2.50
I/min 10.00
Mm
PTyTHOTO 0-500 0-500 300 0
cTon6a/
mmHg
Mm
PTYTHOTO 0-200 0-200 7 0
ctonba/
mmHg
% 0.00-10.00 0.00- 2.00 0.00
10.00
% 0-100 0-100 70 20

3aBuCUT OT Pa3MepoB JaTumKa, CMoTpuTe HKe/ Depends on the size of the
sensor, see below

J/MUAH. -3.00-3.00 -3.00- 1.70 0.00
3.00

NMUAH. -7.00-7.00 -7.00 - 4.00 0.00
I/min 7.00

°C 15.0-40.0 15.0- 38.0 30.0
40.0
2
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3agepxka
thopMmpoBaH
VA curnana/
The delay of

the signal

9 cekyHg/
seconds
1 cexkyHp/
seconds

5 cekyHp/
seconds

1 cekyHpa/
seconds

1 cekyHpa/
seconds

1 cekyHpa/
seconds

1 cexkyHpa/
seconds

1 cekyHpa/
seconds

1 cekyHpa/
seconds
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ONs OnpejeneHus NapaMeTpoB KPOBM C NPUHAANEXHOCTSAMM

HacTpoiikn npefiena cUrHanmsaumm Ans Kaxaoro
M3MEPEHNs  COXpaHSIOTCs,  Korga  3KpaH
OTK/HOYEH.

OCTOpOXHO; HacTpoiiki npegena CurHaamsaumn
[N151 BCEX M3MEPEHWIA JOMKHbI NMPOBEPATLCS NEPeL
KaXAbIM NpPUMeHeHWeM, 4TOObl rapaHTUpOBaTh,
YTO OHW MOAXOAAT MaLeHTy.

OcCTOpOXHO: HacTpolika npesesnos
CUTHaIM3aUMM N1 M3MEPEeHWUs Ha  KpaiHue
3HaYeHus npuBedyT K 6GecrnosesHocTn  AaHHOM
(YHKLMN CUrHAM3aumn.

OcTopoxHo;  Korga wucnonb3yetcd  Apyroe
KOHTpO/IMpyemMoe obopyfoBaHue 4na
BbIMO/IHEHMA  TakKMX  Xe WM Mofo6HbIX
N3MepeHuii 4NA TOTO  >Ke  MaumeHTa,

CMO/b30BaHME Pa3/IMYHbIX YCTaHOBOK Mpe/enoB
aBapUiiHbIX CUTHA/IOB MEXAy 3KpaHaMu, MOXEeT
MPUBECTM K OMacHOCTW.

"pOMKOCTb 3BYKOBOIA CUrHanm3ayum
perynmpyeTcs, Kak OMUCaHO B pa3genax BblLLe.
HacTpoiika camoli Hu3KOW (B KpaiiHEM f1EBOM
yray) TPOMKOCTM Ha HeonpefenieHHoe Bpems
OTK/IOYaeT  3BYKOBYH)  CUTHa/IM3aLMK;  3TO
ycnoBme OyaeT 0OTOOpaXkaTbCA KaK  KHOMKa
OTK/IKOUYEHHOIN CUrHaIM3auMM Ha rNaBHOM 3KpaHe.

YpoBeHb 3BYKOBOIO [jaB/IeHNs 3BYKOBOW
CUrHasM3aumm coctasnset 64 ab (A) npu
MaKCUMasibHOIN HacTpolike, 42 ab(A) - npu
MWUHVMa/IbHOM HaCTPOIKe.

Setting Alarm Limits for each measurement are
saved when the screen is turned off.

Caution:  Setting of Alarm Limits for all
measurements has to be checked before each use to
ensure that they are appropriate to the patient.

for the
lead to the

Caution: Setting the alarm limits
measurement of extreme values will
uselessness of the alarm function.

Caution: When other controlled equipment used to
perform the same or similar measurement for the
same patient, using different installations alarm
limits between screens, may cause danger.

The volume of the chime is governed as described
in the sections above. Setting the lowest (the far
left) the volume indefinitely disables the buzzer; this
condition will be displayed as alarm mute button on
the main screen.

The sound pressure level of the chime 64 dB (A) at
the maximum setting, 42 dB (A) - at the minimum
setting.

Marepuansl, U3 KOTOPbIX N3rOTOB/IEHO MEAULIMHCKOE U3LENVE UK ero OCHOBHbIE 4acTu (B TOM 4ucne
maTepuabl YacTeli MeULIMHCKOIO M3Le/nns, KOTOpble UCMO/b3YIOTCA B KOHTaKTe C OpraHu3mMoMm
yenosekom)/ The materials from which it is made or its medical device basic parts (required patient
contacting materials of a medical device)

MoHvTopbI
M2/M3/M4
HavmeHoBaHVe nsgenus Martenwuan
MoHwuTop Cnnas avtomMmHmA LMG:
mefpb 0.1%, marHuii 0.10%, KpeMHWiA 12%, »xene3o 0.6 %
mapraHew, 0.5 % Hukenb 0.1 9% unHK 0.1 %, ceuHey, 0.1 %, 071080
0.05 %, TuTaH 0.2 % asiroMuHWIA 86.15%
OKpaH Crekrio GGS,Touch International

13
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ONs ONpefieNIeHns NapaMeTPOB KPOBU C NMPUHAZANEXHOCTSMU

JatuvkHeT

1/4X1/16 HeT 1/4X3/32 HeT 3/16X1/16 HeT SV02 SA02 3/8X3/32 HCT SV02 SA02

SV02 SA02 SV02 SA02
HavmveHoBaHuWe nsgenus
KoHHekTop (Lemo)
JaTtyvk rososbl

Martepuan
MonucynsoH Udel P-1700
aKpUnoHUTpUNGyTagmeHcTMpos MG 94MD, Sabic Innovative

Plastics
Kabenb MonunemHnnxnopug Hydro HY-VIN XH80250, 101 Engineering
Crun6 TepMonnacT4HbIii nonypetaH DESMOPAN 786, Lemo
Jatunku fetekumm am60s108
3/16X 1/16 1/4X 1/16 1/14X3/32 3/8X3/32 1/2X3/32
Martepran

HavimeHoBaHve v3nenvs
KoHHekTOp (Lemo)
Jatunk ronosbl
Kabenb

Hukenb ¢ natyHHbIM nokpbituem (UNS C3 500), Transonic
MonucynboH Ultem 1000, Transonic
MonnypetaH Estane® ZHF92AT3
Mogaynb
Mogynb rasoaHaIM3MpPyLMIA HU3KOMOTO4YHbLIA GAS PA02 PACO02/
Mogynb rasoaHaM3npPyrLLLMIA BbICOKOMOTOUHbIN GAS PA02 PACO02
HavmeHoBaHve n3genns Martepuan
MasoBas TpybKa HepxxasetoLwan ctasib ASTM 316
aKpunoHUTpunéyTaaneHcTupon MG 94MD, Sabic Innovative

Koxyx
Plastics
BbInyckHoli Mogy/ib aKpunoHUTpunéyTaaneHctupon MG 94MD, Sabic Innovative
Plastics

Hukenb ¢ natyHHbIM rokpbiTveM (UNS C38500), Lemo
Kabenb MonuemHnxopug (BS7655-3.2), 101 Engineering

Kopobka kabens MonunypetaH PX330
Yactun nsgennsa HemHBasnBHOI0 U3MepPEHUs, N HA OLHO W3 BbllLenepeynCcneHHbIX He MMeeT NPAMOro KOHTakTa C nauuMeHToM.

KoHHekTOp

Device material specification
Monitors

M2/M3/M 4
Material
Aluminium alloy LM6:

Copper 0.1%, Magnesium 0.10%, Silicon 12%, Iron 0.6 %
Manganese 0.5 % Nickel 0.1 % Zinc 0.1 %, Lead 0.1 % Tin 0.05
%, Titanium 0.2 % Aluminium 86.15%

Glass GGS Touch International

HeT Sensors

Product part
Monitor Body

Touch Screen

3/8X3/32 HeT SV02 SA02

1/4X1/16 HeT SVO02 1/4X3/32 3/16X1/16 HeT SVO02
SA02 HeT SV02 SA02
SA02
Product part Material

Connector (Lemo) Polysulfone Udel P-1700
Sensor Head ABS MG 94MD, Sabic Innovative Plastics
Cable Hydro Hydro HY-VIN XH80250, 101 Engineering
Bend Relief TPE DESMOPAN 786, Lemo
Flow emboli sensors
1/14X3/32 3/8X 3/32 1/2X 3/32

14
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[N onpefieNeHns NapameTpoB KPOBY C NMPUHAL/IEXHOCTAMU

Product Dert
Connector (Lemo)
Sensor Head

Material

Nickel Coated Brass (UNS C3 500), Transonic

Polysulfone Ultem 1000, Transonic

Cable Polyurethane Estane® ZHF92AT3
Module
LOW FLOW gas PA02 PAC02/HIGH FLOW gas PA02 PAC02
Product Dart Material
Gas Tube ASTM 316 Stainless steel
Housing ABS MG 94MD, Sabic Innovative Plastics
Exhaust Module ABS MG 94MD, Sabic Innovative Plastics
Connector Nickel Coated Brass (UNS C38500), Lemo
Cable PVC (BS7655-3.2), 101 Engineering
Cable Box Polyurethane PX330

Non-Invasive measurements so none of the above listed parts come in direct contact with the patient.

BapunaHTbl ucnonHeHnsa MU
. MoHuTOop Spectrum Medical gna onpegeneHus

napaMeTpoB KPOBW, BapuaHTbl UCMOSTHEHUSA:

1 MoHutop [41A  OnpegesieHUs  napameTpos
Kposu, mofiesib M2, B cocTaBe:

1) MoHuTOp 4518 onpefeneHns napaMeTpoB KPoBu
M2;

2) bnok nuTaHus;

3) OTBEPTKa;

4) Kapta SD;

5) Kabenb nuTaHus;

6) Pbluar HecyLwmii;

7)  [Oatumk  anA n3MepeHuns carypauuu
apTepuanbHOM 1 BEHO3HOM KPOBMW, reMaToKpuTa, 1

YPOBHA remornobuHa «System 1/4 x 1/16
HCT/Sv02 Sa02», npu HeobxoAMMOCTKU, B
cocTase:

- CeHcop;

- Oepxatenu, He 6onee 20 wT,;

nvnn

[JaTunk ons nsmepeHus catypauumn apTepuaibHoOi
N BEHO3HOW KpOBW, remMaTOKpWTa, W YPOBHSA
remornobmHa «System 1/4 x 3/32 HCT/Sv02
Sa02», npy He06XOAMMOCTM, B COCTaBE:

- CeHcop;

- [epxaTtenu, He 6onee 20 WT.;,

nvnu

JaTunk gna nsmepeHns catypauumn apTepuanibHoOi

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

MD Models
I. The Spectrum Medical Monitor for the blood

parameters determination, variants; with
accessories:

1. The Monitor for the blood parameters
determination model M2 consisting of:

1) The Monitor for the blood parameters
determination model M2

2) Power supply

3) Screwdriver

4) SD Card

5) Power (supply) cable

6) Wishbone suspension

7) Arterial and venous saturation, hematocrit and
haemoglobin measuring sensor “System 1/4 x 1/16
HCT/Sv02 Sa02”, if necessary, consisting of:

- Sensor

- Holder - no more than 20 pcs.

And/or

Arterial and venous saturation, hematocrit and
haemoglobin measuring sensor “System 1/4 x 3/32
HCT/Sv02 Sa02”, if necessary, consisting of:

- Sensor

- Holder - no more than 20 pcs.

And/or

Arterial and venous saturation, hematocrit and
haemoglobin measuring sensor “System 3/16 x
1/16 HCT/Sv02 Sa02”, if necessary, consisting of:

15
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[N onpefeneHns napameTpoB KPOBU C NMPUHALIEXHOCTAMM

M BEHO3HOW KPOBW, TFeMaToOKpUTa, U YPOBHS

remornobuHa «System 3/16 x 1/16 HCT/Sv02
Sa02», Npu HEOBX0AMMOCTH, B COCTaBE:

- CeHcop

- OepxxaTtenu, He 6onee 20 wr;

n/vnu

[aTunk gna n3mepeHus catypauumn aptepranbHOn
W BEHO3HOW KpOBW, reMaToOKpUTa, W YPOBHSA
remornobmnHa «System 3/8 x 3/32 HCT/Sv02
Sa02», Npm HeO6X0AUMOCTW, B COCTABE;

- CeHcop

- [epxaTtenu, He 60nee 20 wWr.

8) JoKymMeHTauusa no nposyKumnm

2. MoHuTop [Ana  onpegeneHus
Kposu, mofenb M3, B cocTase:

1) MoHuUTOp AN onpefeneHnsa napamMeTpoB KPoBu
M3;

2) Bnok nutaHus;

3) OTBEPTKa;

4) Kapta SD;

5) Kabenb nuTaHus;

) Pbluar HecyLmit;

napameTpoB

7)  [batumk  anA n3MepeHns carypaumu
apTepuasibHOM 1 BEHO3HOW KPOBMW, reMaToOKpuTa, 1
YPOBHA  remorsobmHa «System 1/4 x 1/16
HCT/Sv02 Sa02», npu HeobxogumMocTn, B
cocTaBe;

- CeHcop;

- Oep>xaTtenu, He 6onee 20 wWr.;

nnnn

JaTunk ons namepeHns catypaumv apTepuanibHoii
N BEHO3HOW KpOBW, TFEMATOKPUTA, U YPOBHSA
remorsiobmHa «System 1/4 x 3/32 HCT/Sv02
Sa02», npy HEOBXOANMOCTH, B COCTABE;

- CeHcop;

- Oepxartenu, He 6onee 20 wrt;

nvnu

JaTunk gna namepeHns catypauum apTepuasibHon
N BEHO3HOW KpOBW, rEMaToKpuTa, W YPOBHSA

remornobuHa «System 3/16 x 1/16 HCT/Sv02
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- Sensor

- Holder - no more than 20 pcs.
And/or

Arterial and venous saturation, herriatocrit and

laemoglobin measuring sensor “System 3/8 x 3/32

-ICT/Sv02 Sa02”, if necessary, consisting of:

- Sensor

- Holder - no more than 20 pcs.

3) Product documentation.

2. The Monitor for the blood parameters
determination, model M3 consisting of;

) The Monitor for the blood parameters
determination M3

3) Screwdriver

4) SD Card

5) Power (supply) cable
6) Wishbone suspension
7) Arterial and venous saturation, hematocrit and
laemoglobin measuring sensor “System 1/4 x 1/16
4CT/Sv02 Sa02”, if necessary, consisting of:
- Sensor
- Holder - no more than 20 pcs.
And/or
Arterial and venous saturation, hematocrit and
laemoglobin measuring sensor “System 1/4 x 3/32
4CT/Sv02 Sa02”, if necessary, consisting of:
- Sensor
- Holder - no more than 20 pcs.
And/or
Arterial and venous saturation, hematocrit and
laemoglobin measuring sensor “System 3/16 x

1/16 HCT/Sv02 Sa02”, if necessary, consisting of;
- Sensor

- Holder - no more than 20 pcs.

And/or

Arterial and venous saturation, hematoerit and
haemoglobin measuring sensor “System 3/8 x 3/32
HCT/Sv02 Sa02”, if necessary, consisting of;

- Sensor

- Holder - no more than 20 pcs.

2) Power supply

16
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Ana onpeaeneHna napameTpoB KPoBKU C NPUHAANEXHOCTAMN

Sa02», npu He0O6XOAUMOCTHN, B COCTaBe:

- CeHcop;

- OepxaTenun, He 6onee 20 wrt,;

nnn

[aTunk gna nsmepeHuns caTypaumm aptepuasibHOM
W BEHO3HOW KPOBM, TFeMaToKpuTa, W YPOBHSA
remornobmHa «System 3/8 x 3/32 HCT/Sv02
Sa02», npm HEO6X0AMMOCTU, B COCTaBE:

- CeHcop;

- fepxaTenn, He 6onee 20 L.

8) Jatuuk nns u3MepeHMS MNOTOKOB KPOBW W

getekumn asm6onoB «Flow & Emboli 3/16 X
1/16», npy HeobX0AMMOCTM;

nvnu

[JaTtuvk NS u3MepeHus MOTOKOB KPOBU U

getekumn amoéonos «Flow & Emboli 1/4 X 1/16»,
npy He06X0ANMOCTH;

n/vnu

Jatunk pgna  v3mepeHus KpoBU U
fetekumn ambonos «Flow & Emboli 1/4 X 3/32»,
npyv Heo6XoANUMOCTH;

n/vnu

Jatunk ona  mnsamepeHns KpoBU U
fetekumm ambonos «Flow & Emboli 3/8 X 3/32»,
npyv He06X0ANMOCTH;

n/vnu

Jatunk pna  mnsmepeHus KpoBU U
getekumm amoonos «Flow & Emboli 1/2 X 3/32»,
npuv He06Xo4MMOCTN;

9) JokyMeHTaLua No NpoayKuumn

3. MoHuTop [4na  onpegesieHns
KpoBW, mogenb M4, B cocTaBse:

1) MoHuTOp ANA onpefeneHns nNapameTpos KpPoBu
M4,

2) Bnok nutaHus;

3) OTBEPTKa;

4) Kapta SD;

5) Kabenb nutaHus;
6) Pbluar HecyLnid;
7)  [batumk  gnA

NMOTOKOB

NMOTOKOB

NMOTOKOB

napameTpoB

M3MEPEHUsT  caTypauum
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8) Sensor for Flow & Emboli measuring 3/16 X
1/16, if necessary;

And/or

Sensor for Flow & Emboli measuring 1/4 X 1/16,
necessary;

And/or

Sensor for Flow & Emboli measuring 1/4 X 3/32,
necessary;

And/or

Sensor for Flow & Emboli measuring 3/8 X 3/32,
necessary;

And/or

Sensor for Flow & Emboli measuring 1/2 X 3/32,
necessary;

9) Product documentation.

3. The Monitor for the blood parameters
determination, model M4 consisting of:

1) The Monitor for the blood parameters
determination M4 2) Power supply

3) Screwdriver

4) SD Card

5) Power (supply) cable

6) Wishbone suspension

7) Arterial and venous saturation, hematocrit and
haemoglobin measuring sensor “System 1/4 x 1/16
HCT/Sv02 Sa02”, if necessary, consisting of:

- Sensor

- Flolder - no more than 20 pcs.

And/or

Arterial and venous saturation, hematocrit and
haemoglobin measuring sensor “System 1/4 x 3/32
HCT/Sv02 Sa02”, if necessary, consisting of:

- Sensor

if

if

if

if

- Holder - no more than 20 pcs.

And/or

Arterial and venous saturation, hematocrit and
haemoglobin measuring sensor “System 3/16 x
1/16 HCT/Sv02 Sa02”, if necessary, consisting of:
- Sensor

- Holder - no more than 20 pcs.
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Appendix to the Instruction for use/ MpunoxeHve K VHCTPYKLUMU NO 3KCMyaTaLmm
The Spectrum Medical Monitor for the blood parameters determination with accessories / MoHuTop Spectrum Medical

ONs OnpeaeneHus NapamMeTpoB KPOBY C NPUHA/IEXXHOCTSMM

apTepuasibHOM 1M BEHO3HOW KPOBW, FeMaToOKpUTa, 1
YpoBHA remornobmHa «System 1/4 x 1/16
HCT/Sv02 Sa02», npu HeobxogumocTu, B
cocTase:

- CeHcop;

- OepxaTtenn, He 6onee 20 WT.;

n/vinu

JaTunk gna namepeHuns catypauumn apTepuanbHoi
N BEHO3HOW KpOBW, remMaTokputa, W YPOBHSA
remornobnHa «System 1/4 x 3/32 HCT/Sv02
Sa02», Nnpn Heo6XoaMMOCTH, B COCTaBe:

- CeHcop;

- Oepxatenu, He 6onee 20 wr.;

n/vnn

[JaTunk gna namepeHus catypaumm apTepuasibHoi
N BEHO3HOW KpOBW, TreMaToKpuTa, W YPOBHA
remornobuHa «System 3/16 x 1/16 HCT/Sv02
Sa02», npy1 Heo6X0AMMOCTHU, B COCTaBe:

- CeHcop;

- Oepxxatenn, He 6onee 20 WT.; n/mnm

JaTunk gna n3amepeHns catypaummv apTeprasibHOb
N BEHO3HOW KpOBW, remMaToOKpuTa, W YPOBHSA
remornobuHa «System 3/8 x 3/32 HCT/Sv02
Sa02», Np1 HeO6X0AMMOCTH, B COCTABE:

- CeHcop;

- Oepxxatenu, He 6onee 20 .

8) [atumk ansi u3MepeHMst MOTOKOB KpOBU WU

getekumn asmbonos «Flow & Emboli 3/16 X
1/16», npn He06XOANUMOCTH;

n/vnu

[JaTtuvk gnsa  vM3mepeHWs MOTOKOB KpPOBU U

getekumm ambonos «Flow & Emboli 1/4 X 1/16»,
npv He06Xo04MMOCTN;

n/nnn

[JaTuMk ana  n“3MepeHMsi MOTOKOB KpPOBU U
feTekuuun ambonoB «Flow & Emboli 1/4 X 3/32»,
npv He06X04MMOCTN;

And/or
Arterial and venous saturation, hematocrit and

haemoglobin measuring sensor “System 3/8 x 3/32

HCT/Sv02 Sa02”, if necessary, consisting of:

- Sensor

- Flolder - no more than 20 pcs.

8) Sensor for Flow & Emboli measuring 3/16 X
1/16, if necessary;

And/or

Sensor for Flow & Emboli measuring 1/4 X 1/16,
necessary;

And/or

Sensor for Flow & Emboli measuring 1/4 X 3/32,
necessary;

And/or

Sensor for Flow & Emboli measuring 3/8 X 3/32,
necessary;

And/or

Sensor for Flow & Emboli measuring 1/2 X 3/32, i

necessary;

9) Low flow gas module for Pa02 PaCO02 , if
necessary, consisting of:

- Gas module

- Exhaust Module

- Mounting block

- Pole mount assembly

And/or

High flow gas module for Pa02 PaCO02, if
necessary, consisting of:

- Gas module

- Exhaust Module

- Mounting block

- Pole mount assembly

10) Product documentation.

Il. Accessories:

Adapter cable usb/rs 232.

ninm Contents of delivery

JaTuvk NS M3MepeHMst MOTOKOB  KPOBM W Mo s R _

AeTeKumn amM6010B «Flow & Emboli 3/8 X 3/32», M3 CCessorizes
18
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Appendix to the Instruction for use/ MpunoxeHve K VIHCTPYKLMKX MO 3KCMyaTaLmm
The Spectrum Medical Monitor for the blood parameters determination with accessories / MoHuTOop Spectrum Medical
[Na onpefeneHns NapameTpoB KPOBW C MPUHaANEXHOCTAMM

npy HeO6XOANMOCTY; Arterial and venous saturation,
n/vnn + + + hematocrit and haemoglobin
JaTuvk Ans M3MepeHUst MOTOKOB KPOBU W measuring sensor “System 1/4 x
feTeKunn amM60n08 «Flow & Emboli 1/2 X 3/32», 1/16HCT/Sv02” Sa02

Arterial and venous saturation,
hematocrit and haemoglobin
measuring sensor “System 1/4 x
3/32 HCT/Sv02 Sa02”
Arterial and venous saturation,
hematocrit and haemoglobin

npy He06X0ANMOCTH;

9) Mogynb razoaHasM3npyoLLMiA HU3KONOTOUHbIN + o+ o+
«GAS Pa02 PaC02», npu Heobxogumoctu, B

cocTase:

- Mogynb rasoaHanusaropa,;

- Mogynb BbinyCcKHO, measuring sensor “System 3/16 x
- BNOK MOHTaXXHbI; 1/16 HCT/Sv02 Sa02”
- KpoHLTeiiH; Arterial and venous saturation,
n/vnmn + + + hematocrit and haemoglobin
Mogynb ra3oaHaM3VpPYHOLLMIA BbICOKOMOTOYHbINA measuring sensor “System 3/8 x
«GAS Pa02 PaC02», npu HeoGXO4MMOCTH, B 3/32 HCT/Sv02 Sa02”
CoCTaBe: ) + + Sensor for Flow & Emboli
- Mogaynb rasoaHanusaropa; measuring 3/16 X 1/16. .
.. Sensor for Flow & Emboli
- Mogynb BbIMYCKHOW; - + + .
- B/I0K MOHTaKHbIIl: measuring 1/4X 1/16.
. ’ Sensor for Flow & Emboli
- KpoHLUTeNH; i ot measuring 1/4 X 3/32.
10) AlokymeHTaLmA Mo NPoAyKLK. Sensor for Flow & Emboli
I1. TpuHagnexHocTL: i T measuring 3/8 X 3/32.
Kabenb-nepexofHuk usb/rs 232. .\ . Sensor for Elow & Emboli
i measuring 1/2 X 3/32.
KomnnekT nocrasky Low flow gas module for Pa02
M2 M3 M4 MpYHAANeXHOCTH -7 Paco2
Aaruvk gns VISMEPEHIAR N High flow gas module for Pa02
caTypaumn apTepuasibHol 1 - - PaC02

BEHO3HOW KPOBW, reMaToOKpu1Ta, 1
YPOBHS reMornodmHa «System
14 x 1/16HCT/Sv02 Sa02»
Jatumk ans n3mepeHus
caTypauum apTepranbHoi 1
BEHO3HOW KPOBW, reMaToKpuTa, 1
YPOBHS reMoriobuHa «System
1/4 x 3/32 HCT/Sv02 Sa02»
Jatumk ans n3vepeHus
caTypauum apTepuasibHol u
BEHO3HOW KpOBM, reMaToKpuTa, U
YPOBHS reMoriobuHa «System
3/16x1/16 HCT/SV02 Sa02»

Adapter cable usb/rs 232 is supplied with all
models.
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Appendix to the Instruction for use/ MpunoxeHve K VHCTpyKLuUK MO 3KcnayaTaLmm
The Spectrum Medical Monitor for the blood parameters determination with accessories / MoHuTtop Spectrum Medical

ANs onpeaeneHus NapamMeTpoB KPOBYW C NPUHA/IEXXHOCTAMM

Jartuvk gns nsmepeHms
caTypauyn apTeprasibHONA 1
+ BEHO3HOI KPOBY, remMaToKpuTa, U
YPOBHS reMor/iobuHa «System
3/8 x 3/32 HCT/SV02 Sa02»

[aTuvik ons vsMepeHmns NMoTOKOB
KPOBY 1 AAETEKLM 3MOO/I0B
«Flow & Emboli 3/16 X 1/16»
JaTuvik ans v3MepeHmsi NMOTOKOB

KPOBM W ETEKLM 3MBO/I0B
«Flow & Emboli 1/4 X 1/16»
JaTunk ans aMepeHmns NMoTokoB
KpOBM 1 IETEKLM 3MOO/IOB
«Flow & Emboli 1/4 X 3/32»
[JatuvK ans usmepeHns noTokoB
KPOBU 1 AeTEKLMM 3MB0/I0B
«Flow & Emboli 3/8 X 3/32»
JaTuvk Ans visMepeHns NoTOKOB
KPOBM U AETEKLMM 3MBO/I0B
«Flow & Emboli 1/2 X 3/32»
Mogynb rasoaHa M3V pyoLLMiA
HU3KOMOTOUHbIA GAS Pa02
PaC02
Mogy/b razoaHamM3npyHoLLA
BbICOKOMOTOUHbIA GAS Pa02
PaC02

Kabenb-nepexofHUK usb/rs 232 nocraensieTcs co
BCEMMW BapuaHTamyn UCMOSTHEHUS.

YcnoBusa akenyataumm

- Qnana3oH pabounx Temneparyp:

oT 10°C pgo 40°C (ot 50° o 104°F),
-OTHOCUTE/IbHAsA BMaXKHOCTL: 15-85%,

- aTmoctepHoe aaBneHne 101 kia.

CpoK rogHocTm:
Cpok rogHocTtu n3genusa coctasnget 10 fiet

CaefieHNs 0 MapKNPOBKe:

Operating conditions

- Operating temperature: 10° ¢ ~ 40° ¢ (50° ~ 104°
f)

- humidity rate: 15- 85%,,

- atmospheric pressure 101 kPa.

Shelf life:
The shelf life of the product is 10 years.

Labeling Information:

M3penna noctasnawTca B ynakoBke ¢ Devices supplied in packaging marked with the
MapKUPOBKO, cogepxave cnegytowyto  following information:
WHhopMaLuio: . Device name and reference number
» HaumeHOBaHVe W HOMEP W34ennUs no . Serial Number of the product
KaTasory; . Trademark and  address of the
* Howmep cepumn NpoayKTa; manufacturer
2
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Appendix to the Instruction for use/ MpunoxxeHune K VIHCTPYKLMM MO 3KCnayaTaumm
The Spectrum Medical Monitor for the blood parameters determination with accessories / MoHuTop Spectrum Medical
[N18 onpefeneHns NapameTpoB KPOBY C MPUHAANEXHOCTAMM

Toprosyto MapKy " agpec . Single-Use
NpesnpuUATUA-U3rOTOBUTENS; . Sterile, Sterile EC (Device has been
OpfHopas3oBoe MCMO/b30BaHUE; sterilized wusing Liquid Chemical Sterilants
CTepunbHo, CTepunusoBaHo XKB: according to EN/ISO 14160)
n3genve CTEPUN30BAHO XXUAKAMU . CE Mark (label complies with European
XUMUYECKUMWN  CTEPU/IU3YIOLLIMMMN Council 93/42 EEC)
BelllecTBaMW B COOTBETCTBUM CO . Date of production and expiry date.
ctaHgapTom EN/ISO 14160 . Storage conditions;
Howmep cepTumkaTa EC (B . The characteristics of the product.
COOTBETCTBUU C TpeboBaHnaAMmn EC . Warning and informing symbols
93/4 EEC);
Jata  npousBogctBa U CPOK
rofHoCTw;

YCnoBusi XxpaHeHus;

XapakTepucTukn n3genuns
MpeaynpeanTenbHble

N MHPOPMALNOHHbIE HALMUCK N 3HAKU

Mapkuposka 6510ka nutaHus/Power supply label

PROTEK pcmm L
MODEL PYPLU-11-K17

INPUT 1M-240V',
47-83 Hr, I»t0.4SA

OUTPUT 70W MAX.
P19V-~7.T8A

P2: RETURN

A e

EMBO95£M

E1?8020

Thts W TKWALL LWHO
1>sbn9 Mailt tor ITE
W £137410.

me CE

PaclwmnpoBKa MapK1poBKU
CumBonsl / OnucaHue / Description!

Symbols
Co0TBeTCTBUE CTaHAapTam
UL 60601-1, CSA C22.2NO. 601.1 File No. E 178020
E 178020

21
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Appendix to the Instruction for use/ MpunoxeHue K MHCTpYyKUMM NO 3KCNayaTaLmm
The Spectrum Medical Monitor for the blood parameters determination with accessories / MoHuTop Spectrum Medical
[N19 onpefeneHns napameTpoB KPOBY C NMPUHALIEXHOCTAMM

NGOV TUVEN 60601-1

TUVEN 60950-1

£N80950-1
He yTunusmpyiite paHHbIA NPOAYKT BMECTE C HECOPTUPOBAHHbLIM ObITOBLIM
)‘K MYCOpPOM. YTUNU3MPYITE AaHHbIA MPOJYKT B COOTBETCTBMM C TpeboBaHUAMM
MECTHOF0 [eiCTBYIOLLEro 3akoHogaTenbcTBa. [AupektmBa EC 06 yTunmsauumm
0TpaboTaHHOr 0 3M1eKTPUYECKOI0 U 3/1eKTPOHHOro o6opynosaHusa 2002/96/EC /
Do not dispose of this product in the unsorted municipal waste stream. Dispose of
this product according to local regulations. Waste Electrical and Electronic
Equipment directive 2002/96/EC
C € CooteTcTBUe TpeboBaHnsAM EC / European Conformity
YTunnusaums: Utilization:
[ns 6esonacHoi yTunusaumm npmbopa, ero Returned to Spectrum Medical for safe disposal.
HEe0bX04MMO BEPHYTb B KOMMaHuo «CneKTpyM
Meankan». Hazard class of medical waste A class

Knacc onacHoOCTM MegULMHCKUX 0TXO040B Ksiacc
A

YCnoBusa TPaHCNOPTUPOBAHUA N XPaHEHWS: Conditions of transportation and storage:
N3genue TpaHcnopTupyeTcs BcemMu  Bugamu  The device is transported by all modes of transport
TpaHcnopTa B KpbITbIX TPaAHCMOPTHbLIX cpeacTBax in covered vehicles in conformity with the rules of
B COOTBETCTBME C MpaBwWIaMu MepeBO3KM Fpy3oB, transportation of goods, operating in each mode.
LEeNCTBYHOLMX Ha KaXX4OM BUAe TpaHcropTa. The Monitor must be stored and transported in its
XpaHeHMe U1 TpPaHCMOPTMPOBKY  MoHMTOpa original packaging, and returned to Spectrum
cnegyeT MpPoOBOAMTL B 3aBoAcKoii ynakoBke. Ans  Medical for safe disposal.

6e3onacHoii yTumMsaumm npuéopa ero Protect the Monitor from environmental hazards
HeobXo4MMO BepHyTb B KomnaHui «Cnektpym such as dirt, food, liquids, extremes of
Megukan». temperature or humidity and exposure to direct

OGeperaiiTe MOHMTOP OT BHewHUx cakTopoB: sunlight. Sudden changes in temperature or
3arpssHeHusl, MpPOAYKTbl MuTaHusA, >Xugkoctu, humidity may cause condensation;  allow
3KCTpeMasibHble TemmepaTypbl WM BRaXKHOCTb, condensation to clear before operation.
BO3JeNCTBUE MPSAMbIX CO/THEYHbIX fy4yeld. Pe3kue

nepenagbl TemnepaTypbl WM BA@XHOCTM MoryT Temperature: 32 °F to 140 °F (0 °C to 60 °C)
npuBecTn K o6pasoBaHUIO KoHAeHcaTa. [Mepeg Humidity: 15% - 85%, non-condensing.

Hayanom paboTbl yaaimMTe KOHAEHcaT. Atmospheric pressure 101 kPa

Temnepatypa: oT 32 °F go 140 °F (o1 0 °C po 60
OC)

BnaxHocte:  15-85 9%, 6e3 ob6pasoBaHus
KOH/ieHcaTa, aTMocepHoe aasneHne 101 Kia.

2
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Appendix to the Instruction for use/ MpunoxxeHne K VIHCTpyKUMM MO 3KCNyaTaumm
The Spectrum Medical Monitor for the blood parameters determination with accessories / MoHuTop Spectrum Medical
[N18 onpefieNneHys napamMeTpoB KPOBM C NPUHALAMEXHOCTAMM

MepeyeHb HAUNOHA/TbHBIX M MeXYHapOHbIX HOPMATUBHbIX OKYMEHTOB/CTaHAAPTOB, KOTOPbIM
COOTBETCTBYeT MeanumHckoe nsgenve/ The list of national and international regulatory
documents/standards, which matches medical device

Howmep cTaHgapTta/
Standard Number
ENISO 13485

EN 60601-1

EN 60601-1-2

EN 60601-1-4

EN 60601-1-8

IEC 62366

ENISO 14971
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HassaHwe cTaHgapTa/Standard Title

MeaununHckme nsgenms - CucTeMbl MeHeKMeHTa KayecTsa
- TpeboBaHus ansa uenei perynuposaHus/ Medical devices -
Quality managernent systems - Requirements for regulatory
purpose

Me[uUMHCKOe 3MeKTpuyecKoe ob6opyposaHue. - Yacte 1
O6wme TpeboBaHMA K 6a30BOi 6€30MacHOCTM M OCHOBHOM
3KCnyaTalMoHHol  xapakTepuctuke., Medical electrical
equipment - Part 1 General requirements for basic safety
and essential performance

MeauLUHCKOe 3neKTpuyeckoe obopynosaHue. - Yactb 1-2:
O6wme TpeboBaHMs K 6a30BOi 6€30MacCHOCTM M OCHOBHOM
3KCM/yaTalUMOHHOM XapakTepucTuke. - [ONOMHUTENbHbIN
CTaHzapT: AneKTpomMarHuTHas COBMECTUMOCTb -
Tpe6oBaHus n TectmposaHus./ Medical electrical equipment
- Part 1-2: General requirements for safety - Collateral
standard: Electromagnetic compatibility - Requirements and
tests

MeanupHcKoe 3nekTpmueckoe obopygoBaHue. Yactb 1-4:
O6uwme TpeboBaHMs Ge3onacHOCTM - [ONOAHWUTENbHbIV
cTaHzapT: Mporpammupyemble MeAULUHCKUE 3NMEKTPOHHbIE
cuctembl/ Medical electrical equipment - Part 1-4: General
requirements for safety - Collateral standard: Programmable
electrical medical systems

MeamumHckoe 3nekTpuyeckoe obopynosaHue. Yactb 1-8.
O6ume TpeboBaHMs 6e3onacHOCTU. -  [ONONHWUTENbHbIN
cTaHgapT. O6Lwme TpeboBaHMSA, UCMbITAHUA U PYKOBOAALLME
yKazaHuMsi M0 MPUMEHEHWI0  CUCTEM  CUTrHa/IM3aumm
MEAMLIMHCKOrO  3NeKTPUYECKOro o6opyzoBaHus 7
MeSULMHCKNX  aneKTpuyecknx cuctem/Medical electrical
equipment - Part 1-8 General requirements for safety -
Collateral standard: General requirements, tests and guidance
for alarm systems in medical electrical equipment and
medical electrical systems

WN3penua  meamupHckue. MpoekTMpoBaHWE  MeAMLMHCKUX
U3benniA €  Y4yeToM  3KCryaTaumoHHOW  npurogHocTu/
Medical devices - Application of usability engineering to
medical devices

MeguunHckme  u3genns - [puMMeHeHWe  yrnpasfieHus
puckamMn K meguumHekum m3genuam/ Medical devices -
Application of risk management to medical devices
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Appendix to the Instraction for use/ MNMpunoxeHne K VIHCTpYyKLUMM NO 3KCMayaTaLum
The Spectrum Medical Monitor for the blood parameters determination with accessories / Monutop Spectrum Medical

ONs onpefeneHns NapameTpoB KPOBY C MPUHAL/IEXXHOCTAMM

EN 62304

MporpamMmHble CpeacTBa 4151 MeMLMHCKOro 060pya0BaHuS.

- JKusHeHHbIVi UMK nNporpaMMHoro npogykrta. Medical
device software - Software life-cycle processes

EN 1041

WHhopmaums,
MeSULVHCKNX  n3gennii/

npegocTaBnsiemas
Information

Npov3BOAUTENEM
supplied by the

manufacturer of medical devices

EN980

patmyeckue CUMMBOSbI, WCMOMb3yeMble A7 MapKUpPOBKM

MegMUMHCKUX usgenuii/ Symbols for use in the labelling of
medical devices

rapaHTuiiHble 065A3aTeNnbCcTBa:

Hactoawum komnaHua «CnekTpym Meankan»
rapaHTUpyeT, YTO U3deNIne He UMeeT [ePeKToB B
4YaCcTM KauyecTBa MaTepuasioB W W3rOTOB/IEHUS.
MapaHTWiiHbIA  nepuog cocTaBnsAeT 1 rog ¢
MOMEHTa MOKynku. EcnaM B TedeHWe 3TOro
BPEMEHM Bbl 3aMeTUTe KaKme-nnbo paedeKTbl
yacTeli MOHWTOpaA WM HapyweHuss B paboTe
N3genvsi, Mbl Mpou3BefeM €ero 06e3B0O3Me3fHbIl
PEMOHT WM 3aMeHy, 3a WCK/IKOUYEHUEM Cly4aes,
KOrfa Takue HapyLleHUs MPou30LLIN MO OLHOWN U3
YKa3aHHbIX HUKE NPUUNH.

McknoveHna: kKoMmnaHua «CnekTpym Megukan»
He HeceT OTBETCTBEHHOCTU U He NPUHMMAET Ha
cebs 0653aTeNbCTB B pamMKax OrpaHUYeHHO
rapaHTun,ecnu;

1. Henonagku npousoLwsin rno npuynHe
HenpaBW/IbHOI0 NN HEGPEXXHOI 0
NCNO/Ib30BaHUSA U3aeNns.

2.MoBpexaeHnsa BO3HUKN BC/IEACTBUE
BO3A€ECTBMS NPUPOAHBIX CUI.

3. MNoBpexaeHnsa BO3HNK/IM BCNeACTBME
HeCaHKLWNOHMPOBaHHbIX U3MEHEHWIA.

4. MoBpexaeHns BO3HUK/N BCeACTBUE
HenpaBW/IbHOT0 XpaHeHUs n3aenns.

5. M3genvie ncnosb3oBasiocb He Mo
Ha3Ha4eHUo, yKa3aHHOMY B PYKOBO/CTBE
no aKcrnyaTauunm.

PeMOHT mn3genus, TpedyoLnica no NnpuynHe
NMo60ro 13 yKasaHHbIX BblLLie UCK/HOYEHWI, byaeT
OCYLLIECTBJIEH 3a CUET MOKyMnaTensi, BK/OYas
3aTpaTbl Ha JOCTaBKy W MOrpys3Ky.

Cnyxb6a KnneHta
Mo Bcem BOMpocam, BKAKOYas anobbl Ha
NPOAYKLWIO, PEMOHT 1 TEX06CNYXXMBaHWMeE,

Warranty:
Spectrum Medical hereby warranties that the
product is free of any defect in material and
workmanship. The period of Warranty is 1 year
from the date of purchase. If you notice any defect
in the monitor parts or operation within the above
said period, we will repair and replace it free of
charge, unless they were caused by any of the
exclusions stated below.
Exclusions: Spectrum Medical will not have any
liability or obligation under this limited warranty, in
case of,

1. Any defect caused by misuse or abuse of the

product.

2. Damage caused by natural disasters.

3. Damage caused by unauthorized
modification.
Defects caused by improper storage of the
product.

5. Operation outside the specified limits

defined in the instructions of use.

Any repairs required due to any of the above
exclusions will be chargeable to you including
shipping and handling charges.

Customer Service
Contact for all questions, including complaints,
repair and service of medical devices the

24
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Appendix to the Instruction for use/ MpunoxeHne K MHCTPYKLMK NO 3KCMyaTaumum
The Spei“um Medical Monitor for the blood parameters determination with accessories / MoHuTop Spectrum Medical
[N onpefeneHns napaMeTpoB KPOBU C NPUHALMEXHOCTAMU

obpaw,aTbcsd K YNOJHOMOYEHHOMY Authorized Representative in Russia:
MpeactaBuTento B Poccuiickoin degepaynu:
Medtronic, LLC,

OO0 «MeagTPOHUK» 123317, Moscow, Presnenskaya Naberezhnaya., 10
123317, Poccuiickas Pegepauns, Mocksa, Tel.; (495) 580-73-77, Fax: (495) 580-73-78,
MpecHeHcKasa HabepexkHas, 10 www.medtronic.ru

Ten.; (495) 580-73-77, dakc: (495) 580-73-78,
www.niedtronic.ru

Regulatory Affairs Specialist/Cneunannct OTgena HOpMaTUBHO-MPaBOBOro PerynnpoBaHus
Spectrum Medical Ltd./ OO0 «CnekTpym Megunkasn»
ame/Vims
Signature/lMognuck
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MepeBog AaHHOrO TeKCcTa cAenaH MHOI, nepeBoguynkoM KnenHeBbiM BukTopom Mropesnyem

jeigle.

"opog Mocksa

MATHaAUaTOro HoAGPA fBe ThiCAYM CEMHAALATOro roga

O Akumos Mneb bopucosuy, HoTapuyc ropoga MocKBbI, CBUAETENLCTBYIO NOAAMHHOCTb NMOANUCH
nepesogymka KnenHesa BukTopa Vropesuya.

Mognuck caenaHa B MOeM MpUCY TCTBUMN.

JInyHocTb nNoanvcasLLEro JOKYMEHT YCTaHoB/eHa.

Poccuiickan degepaums

3aperncTprpoBaHo B peecTpe: Ne

B3bICKaHO rocyapcTBeHHOM nowmHbl (Mo Tapudyy): 100 py6.

YnnayeHo 3a OKa3aHMWM TEXHMYECKOI 0 XapaKTepa:

epboBas neyaTb
HoTapuyca r.Mocksbl
Akumosa I'.b

Bcero npowHypoBaHo, NPOHYMepOBaHO
1 cKpenneHo nevaTbio 16 nucT (a)(oB)

jeigie.

Poccuiickas depepauus
["opoz, Mocksa
ATHAALATOro HOA6PS fBe ThICAYM CEMHAALATOrO rofa.

HoTapuyc

'ne6 BoprcoBXY, HOTApUYC ropofa MOCKBbI, CBIIETENLCTBYHO
OnUY C NPeACTaBNEHHOTO MHe [I0KYMeHTa.

MpOBaHO B peecTpe; No
aHO rocyaapcTBeHHON nowwmHbI (Mo Tapuddy): ~o 3~ py6. 00 kon.

YnnayeHo 3a 0KasaHue YCnyr MpaBoBOro U TEXHUYECKOTO XapakTepa:
py6. 00 Kon.

[.B. AKumoB

Bcero npoLumTo, NpoHyMepoBaHo, CKpersieHo
neyarbHo nciia) (o B)

HoTapuyc)
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