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/MefMUMHCKOro n3genns
t0BaHWEe MeULMHCKOrOo N3aenus
JNlcokcumeTpbl MegnunHekne AORTIS* B BapuaHTax
AKNHeHn4
m' M MynbcokcnmeTp MegnunHcknii AORTIS® FO3T B
I cocrase:
[ - MNynbcokcumeTp MeguuuHcknii AORTIS® FO3T -1
[ wr
/- PykoBoAacCTBO No sKcnayatauuy -1wr.
MPUHALJIEXXHOCTHU:
1. bBaTapeiika ~oT 140 100 wr.
2. WHypok - oT 1 8o 100 wr.
13 Yexon - ot 180 100 wr.
14 Cymka- oT 180 100 wr.
15 Kabenb mini USB - ot 180 100 wr.
16 MaHxeta- ot 140 100 wr.

1 2. TlynbcokcuMmeTp meauuuHCcKuii AORTISY®FO1T B

1 COCTaBe:

1 - MynbcokcumeTp MeanunHCeKniA AORTIS*®F01T-1
1 ;

I - PykoBofcTBO No akcnyaraumm -1uwr.
f  MpuHagnexHocTu:
# Batapeiika- ot 140 100 wr.
# LLIHypok - oT 10 100 wwr.
Uexon - o1 140 100 wr.
Cymka- ot 140 100 wr.
Kab6esnb mini USB - ot 10 100 wr.
MaHxeTta- oT 180 100 wr.

I
f
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3. TynbcokcumeTp meguunHckuii AORTIS®WOLT B

cocTase:
- MynbcokcnmeTp meanumHeknin AORTIS® WOLT -
1 wr;
- PykoBoACTBO Mo akcnyarauum -1wr.

MprHaAeXHOCTU:

Batapeiika- ot 140 100 wr.

LLHypok - oT 140 100 wwr.

Yexon - ot 140 100 wr.

Cymka - oT 110 100 wr.

Ka6enb mini USB - ot 10 100 wr.

MaHxeTa - o1 140 100 .

Uk W

4. TlynbcokcumeTp meguumHckmin AORTIS® FO2T B
cocTaBe:
- MynbcokemmeTp meanyMHekuii AORTIS® FO2T -1
LuT;
- PykoBogcTBO no akcnayaraumm -1,

lMNprHagneXxxHocTu:

batapeiika - oT 140 100 wr.

LLIHypoK - oT 1 80 100 wr.

Yexon - ot 180 100 wwr.

Cymka- ot 10 100 wwr.

Kabenb mini USB - oT 1 a0 100 wr.

MaHxeta - oT 140 100 wr.

O R WD

5. TynbcokcumeTp megmuuHcknii AORTIS® FOIO B
cocTase:
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1. Medical device description
1.1. Medical device name

Medical pulse oximeters AORTIS® in versions

1. Medical pulse oximeter AORTIS® FO3T

consisting of:

- Medical pulse oximeter AORTIS® FO3T -1 pc;
- Operation manual -Ipc.

Accessories:

1. Battery - from 1to 100 pcs.

2. Lace - from 1to 100 pcs.

3. Cover - from 1to 100 pcs.

4. Bag - from 1to 100 pcs.

5. Mini USB cable - from 1to 100 pcs.

6. Cuff- from 1to 100 pcs.

2. Medical pulse oximeter AORTIS® FOIT

consisting of:

- Medical pulse oximeter AORTIS® FOIT -1 pc;
- Operation manual -Ipc.

Accessories:

. Battery - from 1to 100 pcs.

. Lace - from 1to 100 pcs.

. Cover - from 1to 100 pcs.

. Bag - from 1to 100 pcs.

. Mini USB cable - from 1to 100 pcs.

. Cuff- from 1to 100 pcs.

CUNWN R

3. Medical pulse oximeter AORTIS® WOIT

consisting of:

- Medical pulse oximeter AORTIS® WOIT -1 pc;
- Operation manual -Ipc.

Accessories:

1. Battery - from 1to 100 pcs.

2. Lace - from 1to 100 pcs.

3. Cover - from 1to 100 pcs.

4. Bag - from 1to 100 pcs.

5. Mini USB cable - from 1to 100 pcs.

6. Cuff- from 1to 100 pcs.

4. Medical pulse oximeter AORTIS® FO2T

consisting of:

- Medical pulse oximeter AORTIS® FO2T -1 pc;
- Operation manual -Ipc.

Accessories:

1. Battery - from 1to 100 pcs.

2. Lace - from 1to 100 pcs.

3. Cover - from 1to 100 pcs.

4. Bag - from 1to 100 pcs.

5. Mini USB cable - from 1to 100 pcs.

6. Cuff- from 1to 100 pcs.

5. Medical pulse oximeter AORTIS® FOIO
consisting of:



[-TMynbcokcumeTp mMeauumHeknin AORTIS®’F010 -1
/ um,
1 - PykoBoACTBO MO 3Kkcnayatauuu -1uT.
LL/IEXXHOCTU:
frapeiika - ot 140 100 wr.
APjHvpOK - o1 110 100 wr.
T*?exon - ot 180 100 L.
1 Cymka - o1 110 100 wwr.
p. Ka6enb mini USB - ot 140 100 wwr.
K. MaHxeTa- ot 140 100 wr.

1 6 TlynbcokcumeTp meamuuHckuii AORTISAFOI 18
1 cocTaBe:
1 - NynbcokcumeTp MeanuuHekniAi AORTISAFOI 1-1
1 LT;
1 - PykoBoAcTBO no akcnyartaumm -1 1wr.
1 [puHagnexHocTu:
1 1 bartapeitika- ot 140 100 .
1 2 LWHypok- ot 140 100 wr.
1 3 Yexon- ot 140 100 wr.
4
3)
6

1 CymKa - ot 10 100 wr.

Kab6enb mini USB - ot 1 g0 100 wr.

1 MaHxeTa - o1 1 g0 100 wr.

1 7. TynbcokcnmeTp megmunHckmin AORTIS®F012 B

/ cocTaBe:

/ - NynbcokenmeTp MeguunHckuii AORTIS®F012 -1
L;
- PyKOBOZCTBO Mo 3Kcnyarauuy -1,

MpuHagiexXHoCTu:

batapelika- ot 140 100 wwr.

LLIHypok - oT 1 go 100 wr.

Yexon - ot 140 100 wr.

Cymka - ot 180 100 wr.

Ka6enb mini USB - ot 140 100 wr.

MaHxeTa - ot 140 100 wr.

oA WD -

8. MynbcokcumeTp MeguumHckunii AORTIS®F013 B

cocTase:
- MynbcokcumeTp MeanumHcknii AORTIS®F013 -1
LuT;
- PykoBogcTBo Mo skcnyataumm -1uT.

MpuHagnexHocTu:

Batapeiika - oT 140 100 wr.

LWHypok - oT 180 100 L.

Yexon - ot 1 4o 100 wr.

Cymka - oT 140 100 wr.

Kabenb mini USB - ot 140 100 wr.

MaHxeTa-oT 140 100 wr.

ok wWN R

9. TynbcokcumeTp mMeguunHckmin AORTIS®F014 B

CoCTaBe:
- MynbcokcumeTp meamumnHcknin AORTIS®F014 -1
L,
- PykoBoAcTBO No aKcnayaTaumy -1wr.

MpuHagneXxHocTu:

1. Batapeiika- oT 140 100 wr.

2. LWHypok- oT 140 100 wr.
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- Medical pulse oximeter AORTIS® FOIO -1 pc;
- Operation manual -Ipc.

Accessories:

1. Battery - from 1to 100 pcs.

2. Lace - from 1to 100 pcs.

3. Cover - from 1to 100 pcs.

4. Bag - from 1to 100 pcs.

5. Mini USB cable - from 1to 100 pcs.

6. Cuff - from 1to 100 pcs.

6. Medical pulse oximeter AORTIS® FOI 1

consisting of:

- Medical pulse oximeter AORTIS® FOI 1-1 pc;
- Operation manual -Ipc.

Accessories:

1. Battery - from 1to 100 pcs.

2. Lace - from 1to 100 pcs.

3. Cover - from 1to 100 pcs.

4. Bag - from 1to 100 pcs.

5. Mini USB cable - from 1to 100 pcs.

6. Cuff- from 1to 100 pcs.

7. Medical pulse oximeter AORTIS® F012

consisting of:

- Medical pulse oximeter AORTIS® F012 -1 pc;
- Operation manual -Ipc.

Accessories:

1. Battery - from 1to 100 pcs.

2. Lace - from 1to 100 pcs.

3. Cover - from 1to 100 pcs.

4. Bag - from 1to 100 pcs.

5. Mini USB cable - from 1to 100 pcs.

6. Cuff- from 1to 100 pcs.

8. Medical pulse oximeter AORTIS® F013

consisting of:

- Medical pulse oximeter AORTIS® F013 -1 pc;
- Operation manual -Ipc.

Accessories:

1. Battery - from 1to 100 pcs.

2. Lace - from 1to 100 pcs.

3. Cover - from 1to 100 pcs.

4. Bag - from 1to 100 pcs.

5. Mini USB cable - from 1to 100 pcs.

6. Cuff- from 1to 100 pcs.

9. Medical pulse oximeter AORTIS® FOI4

consisting of:

- Medical pulse oximeter AORTIS® FOI4 -1 pc;
- Operation manual -Ipc.

Accessories:

1 Battery - from 1to 100 pcs.

2. Lace - from 1to 100 pcs.

3. Cover - from 1to 100 pcs.



bn- ot 10 100 wr.
nka - ot 10 100 wr.
5enb mini USB - o1 140 100 wr.
«HXeTa- oT 140 100 wr.
/
MynbcokcumeTp MeauLmMHCKuin AORTIS*® FO15 B
1cocrTase:
[ - MynbcokcmmeTp MeanuymHeknin AORTIS* 015 -1
[ wr;
/ - PyKOBOACTBO MO 3KcnayaTaumm -1uT.
OVHa/IeKHOCTU:
1 barapeiika - oT 1 a0 100 wr.
C LHypok- oT 140 100 wwr.
f3 UYexon - ot 140 100 wr.
/4. Cymka- ot 10 100 wr.
/5. Kabenb mini USB-oT 140 100 wWr.
/ 6. MaHxeTta- oT 140 100 wwT.

1 11 MynbcokcumeTp MeauuuHckniAi AORTIS® F016 B
/ cocTaBe:
/ - MynbcokcumeTp MeanumMHCeKnin AORTIS™FO16 -1
1 Lu;
1 - PykoBofcTBO No akcnayaraymm -1uwT.
1  TpuHagnexxHocTu:
7 BaTapeiika - oT 10 100 wr.
1 LUHypok - oT 140 100 wr.
Yexon - o1 140 100 wr.
Cymka - ot 10 100 wr.
Kabenb mini USB - ot 1 a0 100 wr.
MaHxeTta- otr 140 100 wr.

/
1
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12. MynbcoKcMMETp MeauLMHCKUA AORTIS* FO17 B

cocrase:
- MynbcokcmmeTp MeanuuHcknii AORTISAFOI? -1
L,
- PykoBozcTBO no akcnayaraumm -1,

MpunHagneXxHocTu:

Bartapeiika- ot 140 100 wr.

LHypok - ot 140 100 wr.

Uexon - ot 140 100 wr.

Cymka - oT 140 100 wr.

Ka6enb mini USB-oT 140 100 wr.

MaHxeTta- oT 140 100 wr.

Ok Wb

13. MynbcokcumeTp MeanumHeknin AORTIS* FO20 B

cocTase:
- MynbcokcumeTp meanumHeknin AORTIS® FO020 -1
Lu;
- PykoBoAcCTBO No sKcnyaTtauum -1uT.

[MpuHagnexHocTn:

Batapeiika- oT 1 a0 100 wr.

LLHypoK - oT 140 100 L.

Yexon - ot 140 100 wr.

Cymka - ot 140 100 wr.

Ka6enb mini USB - o1 180 100 wr.

Mar>keta - oT 10 100 wwr.

O Uk WD

14. TynbcokcumeTp MeguumHekuii AORTIS®N F021 B
cocTaBe:
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4. Bag - from 1to 100 pcs.
5. Mini USB cable - from 1to 100 pcs.
6. Cuff- from 1to 100 pcs.

10. Medical pulse oximeter AORTIS® F015

consisting of:

- Medical pulse oximeter AORTIS® F015 -1 pc;
- Operation manual -Ipc.

Accessories:

1. Battery - from 1to 100 pcs.

2. Lace - from 1to 100 pcs.

3. Cover - from 1to 100 pcs.

4. Bag - from 1to 100 pcs.

5. Mini USB cable - from 1to 100 pcs.

6. Cuff- from 1to 100 pcs.

11. Medical pulse oximeter AORTIS® FOI 6

consisting of:

- Medical pulse oximeter AORTIS® F016 -1 pc;
- Operation manual -Ipc.

Accessories:

1. Battery - from 1to 100 pcs.

2. Lace - from 1to 100 pcs.

3. Cover - from 1to 100 pcs.

4. Bag - from 1to 100 pcs.

5. Mini USB cable - from 1to 100 pcs.

6. Cuff- from 1to 100 pcs.

12. Medical pulse oximeter AORTIS® FOI7

consisting of:

- Medical pulse oximeter AORTIS® F017 -1 pc;
- Operation manual -Ipc.

Accessories:

1 Battery - from 1to 100 pcs.

2. Lace - from 1to 100 pcs.

3. Cover - from 1to 100 pcs.

4. Bag - from 1to 100 pcs.

5. Mini USB cable - from 1to 100 pcs.

6. Cuff- from 1to 100 pcs.

13. Medical pulse oximeter AORTIS® F020

consisting of:

- Medical pulse oximeter AORTIS® F020 -1 p<
- Operation manual -Ipc.

Accessories:

1. Battery - from 1to 100 pcs.

2. Lace - from 1to 100 pcs.

3. Cover - from 1to 100 pcs.

4. Bag - from 1to 100 pcs.

5. Mini USB cable - from 1to 100 pcs.

6. Cuff- from 1to 100 pcs.

14. Medical pulse oximeter AORTIS® F021
consisting of:



lynbcokcumeTp MeguumHckunii AORTIS®’ F021 -1
»
[PykoBOACTBO No aKcnyaTaymm -1,
IeXXHOCTH,
Ipelika - oT 1 a0 100 wr.
1Hypok - oT 140 100 L.
lexon - ot 10 100 wr.
[Cymka- oT 180 100 wr.
'Kabenb mini USB - ot 140 100 wr.
MaHxeTa- ot 140 100 wr.

[5 MynbcokcumeTp meanuuHckuii AORTISN FO22 B

cocTaBe:
- NMynbcokecumeTp MeguuuHckuii AORTIS*® F022 -1
L;
- PykoBoACTBO Mo 3Kcnayataymm -11T.

MpuHagnexHocTu:

Batapeiika - ot 140 100 wr.

LLIHypok - oT 140 100 wr.

Uexon - ot 10 100 wr.

Cymka - ot 140 100 wwr.

Ka6enb mini USB - ot 140 100 wr.

MaHxeTta - ot 140 100 wr.

16. MynbcokcumeTp MegnumnHcKnii AORTIS*® F023 B

cocTase:
- MynbcokcnmeTp MeguumnHeknin AORTIS® F023 -1
L,
- PykoBofcTBO No akcnyarauuy -1wr.

MpuHagfexHocTn:

baTapeiika - ot 140 100 wr.

LLIHypok - oT 180 100 wr.

Uexon - ot 180 100 wr.

Cymka - ot 140 100 wr.

Ka6enb mini USB - ot 10 100 wr.

MarxeTa - ot 1 80 100 wr.

O WN

17. MynbCOKCUMETP MegnuUMHCKMA AORTIS* F024 B

cocrase:
- NMynbcokcmmeTp MeanumHeKuii AORTIS*N F024 -1
L,
- PyKoBOACTBO Mo 3KcnayaTaumm -1uwr.

MpuHagneXxxHocTn:

baTapeiika - oT 140 100 wr.

LLHypok - oT 180 100 wr.

YUexon - ot 140 100 wr.

Cymka - ot 180 100 wr.

Ka6enb mini USB - ot 10 100 wr.

MaHxeTa - oT 140 100 wr.

S~ wWN R

18. IMynbcokcuMeTp MeauumMHeknin AORTIS® F025 B

cocTaBe:
- MynbcokcnmeTp MeauumHekuii AORTIS® F025 -1
LuT;
- PykoBoAcCTBO Mo akcnayaTtaumm -1LwT.

MpuHaaneXxHocTu:

1 bartapeitka- oT 140 100 wr.

2. LWHypok- ot 180 100 wwr.

3. Yexon- ot 1p0 100 wr.
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- Medical pulse oximeter AORTIS® F021 -1 pc;
- Operation manual -Ipc.

Accessories:

1. Battery - from 1to 100 pcs.

2. Lace - from 1to 100 pcs.

3. Cover - from 1to 100 pcs.

4. Bag - from 1to 100 pcs.

5. Mini USB cable - from 1to 100 pcs.

6. Cuff- from 1to 100 pcs.

15. Medical pulse oximeter AORTIS® F022 consisting
of:
- Medical pulse oximeter AORTIS® F022 -1 pc;
- e-guide operation -Ipc.
Accessories:
1 Battery - from 1to 100 pcs.
2. Lace - from 1to 100 pcs.
3. Cover - from 1to 100 pcs.
4. Bag - from 1to 100 pcs.
5. Mini USB cable - from 1to 100 pcs.
6. Cuff- from 1to 100 pcs.

16. Medical pulse oximeter AORTIS® F023 consisting of:
- Medical pulse oximeter AORTIS® F023 -1 pc;
- Operation manual -Ipc.
Accessories:
1. Battery - from 1to 100 pcs.
2. Lace - from 1to 100 pcs.
3. Cover - from 1to 100 pcs.
4. Bag - from 1to 100 pcs.
5. Mini USB cable - from 1to 100 pcs.
6. Cuff- from 1to 100 pcs.

17.  Medical pulse oximeter AORTIS® F024 consisting of:
- Medical pulse oximeter AORTIS® F024 -1 pc;
- Operation manual -Ipc.
Accessories:
1. Battery - from 1to 100 pcs.
2. Lace - from 1to 100 pcs.
3. Cover - from 1to 100 pcs.
4. Bag - from 1to 100 pcs.
5. Mini USB cable - from 1to 100 pcs.
6. Cuff - from 1to 100 pcs.

18. Medical pulse oximeter AORTIS® F025 consisting o*
- Medical pulse oximeter AORTIS® F025 -1 pc;
- Operation manual -Ipc.
Accessories:
1. Battery - from 1to 100 pcs.
2. Lace - from 1to 100 pcs.
3. Cover - from 1to 100 pcs.
4. Bag - from 1to 100 pcs.
5. Mini USB cable - from 1to 100 pcs.



(ka- ot 140 100 wr.
|6enb mini USB - ot 140 100 wr.
[Marketa- oT 10 100 wwr.

MynbCOKCMMETP MeanumHcKkuii AORTIS®RN F026 B
cocTase:
- MynbcokcumeTp meamuuHcknii AORTIS® F026 -1
L,
- PykoBoAcCTBO Mo akcnayataymu -1T.
"TlpnHaNeXHoCTN:
batapeiika- oT 10 100 wwr.
LLHypok - oT 140 100 wr.
Yexon - ot 180 100 wr.
4. Cymka- ot 140 100 wr.
Kabenb mini USB - oT 140 100 wr.
6. MaHxeTta- ot 140 100 wr.

[6a]

20. MynbcokcumeTp MeauumHekuin AORTIS® F027 B

cocTaBe:
- NMynbcokecumeTp MeanumMHeknin AORTIS® F027 -1
L;
- PykoBoACTBO Mo aKcnayaTauum -1uTt.

MpuHagnexHocTw:

BaTapeiika - ot 140 100 wr.

LHypok - oT 140 100 wwr.

Uexon - ot 140 100 wr.

Cymka - ot 140 100 wr.

Ka6ens mini USB - ot 140 100 wr.

MaHxeTta- ot 1 4o 100 wr.

O UTAWDN

21. MynbcokcuMeTp MeguunHckmin AORTIS® PO30 B
cocTaBe:
- MynbcokcumeTp MeguumHckmiin AORTIS® PO30 -1
Lu;
- PykoBoACTBO Mo aKcnayaTaumm -1T.

MpuHagnexHocTn:

baTapeiika - oT 140 100 wr.

LHypok - oT 140 100 wr.

Uexon - ot 180 100 .

Cymka- ot 180 100 wr.

Ka6enb mini USB - ot 140 100 wr.

MaHxeTta- ot 140 100 wr.

SO WDN

22. MynbcokcnmeTp MeauumnHcknin AORTIS® PO31 B
cocrase:
- NynbcokecumeTp MeanunHckuiAi AORTIS® FO31 -1
Lu;
- PykoBoAcTBO No akcnayartauum -11T.

MpuHagexHocTw:

BaTapeiika - ot 100 100 wr.

LLHypoK - oT 180 100 wr.

Yexon - ot 140 100 wr.

Cymka - ot 140 100 wr.

Ka6enb mini USB - ot 1 a0 100 wr.

MaH>keta - oT 180 100 L.

Sk wd R

23. MNynbcokcumeTp MeanunHckmiin AORTIS® F032 B
cocTase:
- NMynbcokcumeTp MeanunHcknii AORTIS® F032 -1
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6. Cuff- from 1to 100 pcs.

19. Medical pulse oximeter AORTIS® F026 consisting of:

- Medical pulse oximeter AORTIS® F026 -1 pc;
- Operation manual -Ipc.

Accessories:

1. Battery - from 1to 100 pcs.

2. Lace - from 1to 100 pcs.

3. Cover - from 1to 100 pcs.

4. Bag - from 1to 100 pcs.

5. Mini USB cable - from 1to 100 pcs.

6. Cuff- from 1to 100 pcs.

20. Medical pulse oximeter AORTIS® F027 consisting o

- Medical pulse oximeter AORTIS® F027 -1 pc;
- Operation manual - Ipc.

Accessories:

1. Battery - from 1to 100 pcs.

2. Lace - from 1to 100 pcs.

3. Cover - from 1to 100 pcs.

4. Bag - from 1to 100 pcs.

5. Mini USB cable - from 1to 100 pcs.

6. Cuff- from 1to 100 pcs.

21. Medical pulse oximeter AORTIS® FO030 consisting
- Medical pulse oximeter AORTIS® F030 -1 pc;
- Operation manual -Ipc.
Accessories:
1. Battery - from 1to 100 pcs.
2. Lace - from 1to 100 pcs.
3. Cover - from 1to 100 pcs.
4. Bag - from 1to 100 pcs.
5. Mini USB cable - from 1to 100 pcs.
6. Cuff-from 1to 100 pcs.

22. Medical pulse oximeter AORTIS® F031 consisti
- Medical pulse oximeter AORTIS® F031 -1 pc;
- Operation manual -Ipc.
Accessories:
1 Battery - from 1to 100 pcs.
2. Lace - from 1to 100 pcs.
3. Cover - from 1to 100 pcs.
4. Bag - from 1to 100 pcs.
5. Mini USB cable - from 1to 100 pcs.
6. Cuff- from 1to 100 pcs.

23. Medical pulse oximeter AORTIS® F032 consi
- Medical pulse oximeter AORTIS® F032 -1 pc;
- Operation manual - Ipc.



170BOACTBO MO 3KCnyaTaumm -1wr.
BXXHOCTU:
Ipeiika - ot 140 100 wwir.
[LLHypok- oT 1 4o 100 wr.
lexan- ot 140 100 wr.
ka-oT 140 100 wr.
Kabenb mini USB - oT 1 go 100 wr.
MaHxeTta- ot 140 100 wr.

[2 NMynbcokcumeTp MeguumHckniin AORTIS® FO33 B
cocTase:
- MynbcokecumeTp MeamuuHckuii AORTIS®’F033 -1
LLIT,
- PyKoBOZCTBO MO aKcnyartauuy -1uwr.
[MpuHagnexHocTy:
Barapeiika - ot 140 100 wr.
LLIHypok - oT 140 100 wr.
Uexon - ot 140 100 wr.
4 Cywmka- ot 1p0 100 wwr.
5 Kab6enb mini USB - oT 10 100 wr.
6. MaHxeta- ot 10 100 wr.

25. MynbcokcumeTp MeanumnHeKuiA AORTIS® F034 B

cocrase:
- MynbcokcnmeTp MegnunHckmin AORTIS® F034 -1
LUT;
- PykoBogcTBO No 3Kcnayaraumm -1uwr.

MpuHageXxxHocTu:

BaTapeiika - ot 140 100 wr.

LWHypok - o1 140 100 wwr.

Yexon - ot 140 100 wr.

Cymka - ot 140 100 wr.

Ka6enb mini USB - ot 180 100 wr.

MaHxeTa - oT 140 100 wr.

STk WN R

26. MynbcokcnmeTp MeanumHekuii AORTIS® FO035 B

cocrase:
- MynbcokcnmeTp MeguunHckmin AORTIS® FO35 -1
LuT;
- PykoBogcTBO Mo akcnayarauuy -1,

MpyHaLNeXHOCTH:

batapelika - ot 140 100 wr.

LWHypok - oT 140 100 wr.

Uexon - ot 140 100 wwr.

Cymka - oT 110 100 wwr.

Ka6ens mini USB - ot 140 100 wr.

MaHxeTa - 0T 140 100 wr.

o~ wWN R

27. MynbcokcumeTp MeanumHekuii AORTIS® FO36 B

cocTase:
- MynbcokcmnmeTp MeanumHcknii AORTIS® F036 -1
L,
- PykoBoacTBO Mo akcnayarauum -1,

MprHaaNeXHOCTH:

1 bartapeiika- oT 140 100 wr.

2. LHypok- ot 140 100 wr.

3. Yexon- ot 10 100 wr.

4. Cymka- ot 1p0 100 wr.

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

Accessories:
Battery - from 1to 100 pcs.
Lace - from 1to 100 pcs.
Cover - from 1to 100 pcs.
Bag - from 1to 100 pcs.
Mini USB cable - from 1to 100 pcs.

24. Medical pulse oximeter AORTIS® F033 consisting of:
- Medical pulse oximeter AORTIS® F033 -1 pc;
- Operation manual -Ipc.
Accessories:
1. Battery - from 1to 100 pcs.
2. Lace - from 1to 100 pcs.
3. Cover - from 1to 100 pcs.
4. Bag - from 1to 100 pcs.
5. Mini USB cable - from 1to 100 pcs.
6. Cuff- from 1to 100 pcs.

25. Medical pulse oximeter AORTIS® F034 consisting of:
- Medical pulse oximeter AORTIS® F034 -1 pc;
- Operation manual -Ipc.
Accessories:
1 Battery - from 1to 100 pcs.
2. Lace - from 1to 100 pcs.
3. Cover - from 1to 100 pcs.
4. Bag - from 1to 100 pcs.
5. Mini USB cable - from 1to 100 pcs.
6. Cuff- from 1to 100 pcs.

26. Medical pulse oximeter AORTIS® F035 consisting of:
- Medical pulse oximeter AORTIS® F035 -1 pc;
- Operation manual -Ipc.
Accessories:
1. Battery - from 1to 100 pcs.
2. Lace - from 1to 100 pcs.
3. Cover - from 1to 100 pcs.
4. Bag - from 1to 100 pcs.
5. Mini USB cable - from 1to 100 pcs.
6. Cuff- from 1to 100 pcs.

27. Medical pulse oximeter AORTIS® F036 consisting of:
- Medical pulse oximeter AORTIS® F036 -1 pc;
- Operation manual -Ipc.
Accessories:
1. Battery - from 1to 100 pcs.
2. Lace - from 1to 100 pcs.
3. Cover - from 1to 100 pcs.
4. Bag - from 1to 100 pcs.
5. Mini USB cable - from 1to 100 pcs.




b mini USB - ot 140 100 wr.
(amketa- oT 10 100 wwr.

MynbcokcMmeTp MeanumHeknii AORTIS® FO037 B
C(xTaBe:
- MynbcokcumeTp MeguumHekuit AORTIS® FO37 -1
L,
- PyKoBoACTBO Mo akcnayaTtaumu -1uT.
OVHaIEXHOCTY:
Batapeiika - ot 140 100 wr.
LHypok - oT 140 100 wr.
Uexon - ot 140 100 wwr.
Cymka- ot 10 100 wwr.
5 Kab6enb mini USB - oT 1 a0 100 wr.
5 MaHxeta- ot 140 100 wr.

29. MynbCOKCUMETP MeanUmMHCKMin AORTIS*N KO1T B

cocTasBe:
- MynbcokecumeTp MeguunHckmii AORTIS® KOLT -1
L,
- PykoBoACTBO No akcnnyatauum -1uTt.

IMNprHagneXxHocTu:

baTapeiika- oT 180 100 wr.

LHypok - oT 180 100 wr.

Uexon - o1 140 100 wr.

Cymka- ot 1g0 100 wr.

Kab6enb mini USB - ot 140 100 wwr.

MaHxeTta- ot 140 100 wr.

< NS NI RN

30. MynbcokcumeTp MeanUUHCKNA AORTIS® FOLLT B

cocTaBe:
- MynbcokcnmeTp mMeanumHeknin AORTIS® FOLLT -
1w,
- PykoBOoACTBO no akcnayaTauum -1uwr.

MNpuHagnexHocTu:

AKKymynaTopHas 6arapes - oT 140 10 wr.

LWHypok - ot 180 100 wwir.

Yexon - ot 10 100 wr.

Cymka- ot 180 100 wwr.

Ka6enb mini USB - ot 140 100 wr.

MaHxeTta- ot 140 100 wr.

O TR WN

31. MynbcokcumeTp MeanumHcknini AORTIS® WOLLT B

cocTaBe:
- MynbcokenmeTp MeanLmMHCKuiA AORTIS® WOLLT
-1 wr;
- PykoBoacTBO Mo akcnayartaumm -1ur.

MprHagnexXHocTu:

AKKyMynsTopHas 6atapes - oT 140 10 wr.

LUHypok - oT 140 100 wr.

Uexon - o1 1 g0 100 wwr.

Cymka - oT 140 100 wwr.

Kabenb mini USB - o1 1 4o 100 wr.

MaHxeTa - ot 180 100 wr.

o UTAWN R

(Banee no TeKCTy m3aenve, NyabCOKCMMETP Un
npunoéop).

.2 HasHauyeHMe: npefHa3HaueHbl 1 YPECKOXHOFO M3MEPEHMs!
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6. Cuff- from 1to 100 pcs.

28. Medical pulse oximeter AORTIS® F037 consisting of:
- Medical pulse oximeter AORTIS® F037 -1 pc;
- Operation manual -Ipc.
Accessories:
1. Battery - from 1to 100 pcs.
2. Lace - from 1to 100 pcs.
3. Cover - from 1to 100 pcs.
4. Bag - from 1to 100 pcs.
5. Mini USB cable - from 1to 100 pcs.
6. Cuff- from 1to 100 pcs.

29. Medical pulse oximeter AORTIS® KOIT consisting of:
- Medical pulse oximeter AORTIS® KOIT -1 p;
- Operation manual -Ipc.
Accessories:
1. Battery - from 1to 100 pcs.
2. Lace - from 1to 100 pcs.
3. Cover - from 1to 100 pcs.
4. Bag - from 1to 100 pcs.
5. Mini USB cable - from 1to 100 pcs.
6. Cuff- from 1to 100 pcs.

30. Medical pulse oximeter AORTIS® FOILT consisting

of:

- Medical pulse oximeter AORTIS® FOILT -I pc;
- Operation manual -Ipc.

Accessories:

1. Rechargeable battery - from 1to 10 pcs.

2. Lace - from 1to 100 pcs.

3. Cover - from 1to 100 pcs.

4. Bag - from 1to 100 pcs.

5. Mini USB cable - from 1to 100 pcs.

6. Cuff-from 1to 100 pcs.

31. Medical pulse oximeter AORTIS® WOILT consisting

of:

- Medical pulse oximeter AORTIS® WOILT -1 pc;
- Operation manual -Ipc.

Accessories:

1. Rechargeable battery - from 1to 10 pcs.

2. Lace - from 1to 100 pcs.

3. Cover - from 1to 100 pcs.

4. Bag - from 1to 100 pcs.

5. Mini USB cable - from 1to 100 pcs.

6. Cuff - from 1to 100 pcs.

(hereinafter referred to as - product, pulseoxymetry
device or device).



HacbILeHNa remornobuHa kucnopogom (Sp02) u

NPUMEHEHUS; B MEAVLIMHCKMX YUYPEXAEHUAX, B
DaKTUYECKMX  YUPEeXAeHMsIX, B  [OMalUHMX

KkennyaTauunu:

Irype ot 5 1o 40 °C 1 oTHOCUTeNIbHAA BNaXHOCTL 30
mn +25 °C un 6onee HU3KMX Temnepatypax 6e3
WiBnaru; atmocepHoe aasneHve 700-1060 rlMa (525-
CT.)

3aHNA K NPUMEHEHWIO:
IO ons cnefyrowmx nalmMeHToB:

MauyeHTbl ¢ COCYAUCTbIMU 3a060/1€BaHUSAMU, TaKMMMK KakK:
nLIEMUYeCKas 6one3Hb cepaua, rMNepToHMS,
runepaMnuaemMus, TPOM603 rofloBHON0 MO3ra;
nauueHTbl C PecnMpaTopHbIMKU 3a60M1eBaHUAMU, TaKUMU
KaK: acTMa, TPaxuT, XPOHNYECKNIA BPOHXMT, XpOHUYecKas
06CTPYKTMBHAs 60/1e3Hb NIEMKMX;
noXxwnble ntoau craple 60 nert;
noam, KoTopble paboTatoT 6onee 12 4acoB B fieHb;
nogyu  paboTaldT  Ha  3KCTPeMalbHbIX — (DU3MUYECKUX
Harpy3skax nnm B YCNOBUSX BbICOKOTOpHOiA
FMNOKCUYECKOW cpefbl;
OJINTENbHO YNoTpebnatoLLmMe anKorosb Noau.

6poTMBONOKa3zaHUA:
1pOTVBOMOKA3aHWIA K MY/bCOKCUMETPUMN HET.
lonpnbop 3anpeLiaeTCcsa UCLIK3bIOBATb:

He wcnonb3yiiTe NynbCOKCUMETP B AfepHO-MarHUTHO-
€30HaHCHOV cpefe Man B cpefe KOMMNbIOTEPHON ToMorpadum.
.3anpeLiaeTca  MCMNonb3oBaTb MY/IbCOKCUMETP B CUTYyaLMsX,
orfa TpebyeTcs TpeBOXHas CUrHaaM3auus. 3TO YCTPOMCTBO He
HabXXeHO TPEBOXKHOIM CUTHaNM3aLNeN.
.OnacHocTb B3pbIBa: 3anpeLyaeTcs
YNbCOKCUMETP BO B3PbIBOOMACHON aTMocdepe.

MynbCOKCMMETP MpefHa3HayeH TOMbKO B KauyecTBe CpeAcTBa
NS OLEHKN COCTOSHWS naumeHTa. Ero cnepyeT ucnonb3oBaTh B

MNCMNO/b30BaTb

OYeTaHMM C APYrMMK  cnocobamMm  OUEHKM  KMHUYECKMX
PU3HAKOB 11 CUMMTOMOB.

YacTo npoBepsiiTe  yyaCTOK  MPUMNOXKEHUs  AaTymMKa
YNbCOKCUMETPA,  YTOGbl  OMPEAeNUTb  MO3ULMOHUPOBaHME
aTuMKa 1 YyBCTBUTENIBHOCTU CUCTEMbI KPOBOOGPALLEHUS U KOXM
auyieHTa.

He cnepyeT  3akpennsTb  NeliKonnacTblpeM — AaTuuMk

YNbCOKCUMETPA. ITO MOXET MPUBECTM K HETOUHOCTMW MOKa3aHWui
prbopa 1nn NOABMEHUIO BONAbIPEl Ha KOXe.

. Mepep ncnonb3oBaHWeM TLlaTEIbHO NPOYMTaliTe PyKOBOACTBO
0 3KCnnyaTaumu.

. Y nynbCOKCMMETpa HeT TPeBOXHOM curHanmsauum no Sp()2;
H He NpefHa3HayYeH AN HenpepbIBHOrO KOHTPONS.

. AnuTenbHoe MCMONb30BaHWE WKW COCTOSHUE MauueHTa MoryT
oTpeboBaTb  NEPUOSMYECKO  CMeHbl  MecTa  MPUIOXKEHUS
aTuMka. MeHalTe MeCcTo MPUNOXKEHUS JaTyMKa, Y4uTbiBas
€/I0OCTHOCTb  KOXM, COCTOSIHME CUCTEMbl KPOBOOOpALLEHUS 1
paBWIbHOCTL COBMELLEHNS, MO MeHbLUeli Mepe, Kax/ble 2 vaca.
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1.2 Purpose: they are intended for percutaneous
measurement and display of hemoglobin saturation with
oxygen (Sp02) and pulse rate.

1.3 Domain of usage: They should be used in healthcare
settings, medical preventive institutions and domiciliary

1.4 Operational conditions:
at the temperatures from 5 to 40°C and relative humidity
from 30 to 80%, at +25 °C and at lower temperatures
without moisture condensation; atmospheric pressure: 700-
1060 hPa (525-795 mm Hg).

1.5. Indications for use:
The device is suitable for the following patients:

A patients with vascular diseases, such as: coronary
heart disease, hypertension, hyperlipidemia, brain
thrombosis;

A patients with respiratory diseases such as: asthma,
trachitis, chronic bronchitis, chronic obstructive
pulmonary disease;
senior citizens that are over 60 years old:
people, who work more than 12 hours a day;
people, who work with extreme physical loads or
under the conditions of alpine hypoxic
environment;

A people, who drink alcohol for a long time.

1.6 Contraindications:

There are no contraindications to pulse oximetry.

But do not use the device asfollows:

1 Do not use pulseoxymetry device in nuclear magnetic
resonance environment or in a computerized tomography
environment.

2. It is forbidden to use pulseoxymetry device in situations,
when the alarm is required. This device is not equipped
with an alarm.

3. Explosive hazard: it is forbidden to use a pulseoxymetry
device in an explosive atmosphere.

4 The pulseoxymetry device only should be used as a
means to evaluate the patient’s condition. The one should
be used in combination with other methods for evaluation
of both clinical signs and symptoms.

5. Time and again check the pulseoxymetry device sensor
application area in order to determine the position of the
sensor, the sensitivity of blood circulatory system and the
patient’s skin.

6. The pulseoxymetry device sensor should not be fixed
with adhesive plaster. It can lead to device inaccurate
readings or skin blisters.

7. Before use, carefully read the Operations manual.

8. The pulseoxymetry device does not have Sp02 alarms;
the one is not intended for continuous monitoring.

9. Prolonged use or patient’s condition may require a
periodic change of sensor application place. Please, change
the place of sensor application, taking into account the skin



N3MepeHns MOXKET BbITb pe3ynbTaToM 06paboTKM
.CTEPUNN3ALIM OKCUAOM 3TUNEHA WA NOFPYXXEHVEM
(xvioKocTb
rpeHmst Sp02 MOXeT nary6Ho BAMSTb MPUCYTCTBUE
PY)KAIOLLEro cBeTa; (3awuTute 06/1aCTb  fJarymka
CMPYPrMYeCKUM MOJIOTEHLIEM, HanNpumep, OT MPAMOro
«CBETa, C/IN 3TO HEOOXOAMMO)
LLEe IBVXKEHME NaLMeHTa.
TPEHUMA BbICOKOYACTOTHBIX 3/IEKTPOXUPYPrUYECKUX
Vnepnbpnnnatopos,
3+bE NyNbCaLun.
(eweH/e gaTuMKa Ha KOHEYHOCTM € MaHXeTol Ans
WKpOBAIHOTO [jaB/ieHUs, apTepuaibHbIM KaTeTepoM Wan
:YANCTBIA NNHWEN.
[owuee, Korga naumeHT 60MeH runepTeHsueld, TAXenoi
VCTPUKLMEN, TSXKeNas aHeMueld Uan runoTepmuei,
LLEHT HaXOA4MTCSH B COCTOSIHUM OCTAaHOBKM cepAua wuin B

A HOTTEA WNM  HaknafHble HOITW MOryT BbI3BaTb
Ho€ UTEHNA NokasaHuii Sp02.

[Myb1MpeaocTOPOXKHOCTI:
ne Npnbop B CTOPOHE OT UCTOYHUKOB OTHS W/nnu Tenna.
W3beraiite cNbHOMO BO3AEACTBUA Ha MYNbCOKCUMETP.
W36eraliTe MHTEHCUBHOMO MOMafaHus NPAMbIX COMHEYHbIX
NyYeit Ha NyNbCOKCUMETP.
HE ocTaBnsinTe NynbCOKCUMETP B 3aKPbITOM aBTOMOGMIE.

HE oTkpblBaiiTe 1 He pa3bupaiiTe npuoéop. OTKpbIBaHME U
JAEMOHTaX MOTYT NOBPeANTL MyNbCOKCUMETP.

MpumeHsiiTe TONIBKO TY akKymMynsTOpHYK 6aTtapeto
(ona BapuaHToB UcnonHenma FOLLT, WOLLT).

, KOTopas BXOAMT B KOMMAEKT npubopa. Jpyrue
ycTpoiictBa  ucnons3oBatb HE  CNEAYET. TMpu
Hecob6/MoAeHNN  3TO  PEeKOMEHAAaLUMM  BO3HWKAeT PUCK
MOBPEXAEHNUA NYNbCOKCUMETPA WUAX ONACHOCTW 3[0POBbLIO
yenoBseka.

HE C/NEAYET 3apsxatb 6aTapeto B TeueHue 6onee 5
4acoB, MHaye BO3HWKAET PUCK eé NMoBpeXaeHus.

HE sapsxkaliTe M He XpaHWTe 6aTapero Mpu Ype3MepHO
XapKNUX WU XONMOAHBEX YCNOBMAX OKpYXXalollei cpefbl.
Havbonee noaxopswas TemnepaTypa [And  3apafgku

coctaBnget 5 ~ 35°C. [Ons 3apsgkum akKyMynsTOPHOIiA

6aTapen mcnonb3yete kabens mini USB.

CBOEBpPEMEHHO  3apspkaiTe NyNbCOKCUMETP npu
MosIB/IEHNN MHAUKATOpPa HW3KOro 3apsga. B nmpoTuBHOM
Cnyyae  3TO  MOXET  MNOBAMATb  HAa  HACTPOMKM
NybCOKCUMETPA.

M36eraiiTe KOHTaKTa C BOAOA. XpaHWUTe My/bCOKCUMETP B
yKa3aHHbIX YCNoBUAX. AKKYMynaTopHas 6artapes O6yneT
pearupoBaTb Ha BO3AeNCTBME XWUAKOCTM, npu eé
nonasaHuM B NynbCOKCUMETP, U HA BO3AEACTBME BbICOKMX
Temneparyp.

[LeiicTBus B cnydae, €cAM CHer, [OXAb, MNOT M T.M.
BellecTBa MOMafaldT Ha nynbcokcumeTp. Cnepyet
MPekpaTuTb UCMOMb30BaHWe npubopa, WHaye BO3MOXHO
€ro BO3ropaHuie. 3aTeM CBSi3aThCA C LEHTPOM TEXHUYECKON

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

integrity, the state of blood circulatory system and the
alignment correctness, at least, every 2 hours.

10. Measurement inaccuracy may come out
autoclaving, ethylene oxide sterilization or
immersion into liquid.

11. Sp02 measurements can be harmfully affected by the
presence of bright ambient light; (protect the sensor area
with a screen - a surgical towel, for example, from direct
sunlight, if any)

12. Excessive patient movement.

13. Interference of high-frequency electrosurgical devices
and defibrillators.

14. Venous pulsations.

15. Placement of a sensor on an extremity with a cuff for
blood pressure measuring, an arterial catheter, or an
intravascular line.

16. In the case when the patient is addicted to hypertension,
severe vasoconstriction, severe anemia or hypothermia.

17. The patient is in the state of cardiopulmonary arrest or
in shock.

18. Nail polish or false nails can cause inaccurate readings
ofSp02.

from
sensors

1.7 Measures of precaution:
Keep the device away from the sources of fire and / or heat.

m  Avoid strong exposure to the pulseoxymetry device.

m  Avoid intense direct sunlight exposure to the
pulseoxymetry device.

m DO NOT leave the pulseoxymetry device in a closed
vehicle.

m DO NOT open or disassemble the device. Opening
and disassembling can damage the pulseoxymetry
device.

m Use ONLY the charger that is supplied with the
device. Other chargers SHOULD NOT be used. If
this recommendation is not followed, there is a risk
of pulseoxymetry device damage or danger to
human health.

m DO NOT charge the battery for more than 5 hours,
otherwise there is a risk of its damage.

m DO NOT charge or store the battery in extremely
hot or cold environmental conditions. The most

suitable temperature for charging is 5"-35°C.

m  Charge the pulseoxymetry device in due lime, when
the low-charge indicator appears. Otherwise, it may
affect the pulseoxymetry device settings.

m  Avoid contact with water. Store the pulseoxymetry
device under the specified conditions. The
accumulator storage battery will respond to liquid
exposure, when it enters the pulseoxymetry device,
and to exposure to high temperatures.

m  Actions if snow, rain, sweat, etc. substances get on a

pulseoxymetry device. You should stop using the

device, otherwise it may catch fire. Then contact the
technical support center and get the necessary

10



‘KA Y MONYYUTb HEOOXOAUMYH MOMOLLb,
EKOMEHZYETCS  UCMO/b30BaTb MY/NbCOKCUMETP  BO

ero 3apsagKu.
Nb3yiiTe TONLKO GaTapeikn AAA.

OKCUMETP  NPOBOAMT  WM3MEPEHUs Ha  YpPOBHe
(huueckoro  KpoBoobpaLLeHus (8 nanbug).

MoKHbl OWNMGKM B OLEHKE OKCUreHauum (OHa MOXeT

HOPManbHO/ B LEHTPa/IbHOM KPOBOTOKE) Mpu
PYLLEHWM WU 3aMefJIeHUM  KpOBOOOpalleHus B
BEUHOCTW, Ha  KOTOPO/  MPOBOAUTCA  M3MepeHue

)BOMOTEPS, LUOK, OX/TaXKAEHUE KOHEYHOCTHW, Mepexarue
CyOOB B HEYAOOHOM MOIOXEHWM, TECHOW OLEXA0N nnn
LLDKETOW M3mepeHnsa AL.)

LUE: TMpn ANUTENbHOM XpaHeHWW nyNbCOKCUMeTpa
luraeTcs, 4TO ero 6Garapes OyaeT paspsxaTbca U
B 33pAgKM  pa3 B Tpu  Mecsua. He nbiTainTech
pdarb 06blYHbIE LWenoYHble 6atapen (AAA), OHU MOryT
alb 1 MOXET NPUBECTU K MOXapy UK B3pPbIBY.

SYKUMA 1o 6e30nacHoCTU
YCTPOIACTBO He NpeAHa3HauYeHo AN18 fledeHus.
;4 VCMO0/b30BaHNEM [JAHHOMO MY/IbCOKCUMETP BHMMATENbHO
raifte  pyKoOBOACTBO MO  TexHWKe  6e30MacHoCTy,
yaTalum 1 TEXHUYECKUM XapaKTepucTUKam.

H oTkpbIBaliTe Kopnyc npubopa. B MpOTMBHOM cny4yae Bbl
[Lete noBpeanTb Npubop. Bce TexHUueckoe o6CnyxunBaHue K
ocsemyroye  MOLEPHU3aUUM  [O/DKHbI  BbIMOJIHATLCA  TOJIbKO
OyveHHbM M YMO/THOMOYEHHbIM Hallein  KoMnaHuen
€COHa/IOM.

He ucnonb3yliTe faHHOe YCTPOCTBO C AethMOpUNIsTOpPoOM Um
PYIM BbICOKOYaCTOTHLIM 060pY0BaHUEM.

OnacHOCTb B3pblBA: HE MCMOMb3YiTe [JaHHOe YCTPOWCTBO BO
3pbIBOOMAcHO aTmocdepe.
. JauTenbHoe UCMO/Mb30BaHWE WM COCTOAAHWE NauuMeHTa MoryT
CTpeboBaTb  MEPUOAMYECKOA  CMeHbl  MecTa  MPUIOXKEHUS
aruka. MeHsiinTe MeCcTO NPUIOXKEHUS AaTuWKa, Y4uTblBas
€/10CTHOCTb  KOXM, COCTOSIHMEe CUCTEMbl KPOBOOOpaLleHus U
paBUMbHOCTL COBMELLLEHNWS, MO MeHbLUEl Mepe, Kaxable 2 yaca.

M3mepuTenbHble  [jaHHble, OTOGpakaeMble Ha  MpuGope,
pefHasHauyeHbl TONMbKO [/ CMpaBKM W He MOFyT OblTh
enocpeacTBeHHO  UCMOMb30BaHbl AN AMArHOCTUYECKO
HTepnpeTaLuw.

. JaHHOe YyCTPOWCTBO He nNpeAHa3HayeHO ANA WCMOJb30BaHWS

LUAZeHLEM Y HOBOPOXKEHHbIM.

. B HEKOTOpbIX Cnyyasax YCTPOWCTBO MOXET WUHTEprpeTMpoBaThb

enpaBubHble fJaHHble MpU  ABMXeHWe nanbua. CeeguTte K

(UHUMYMY [BUXEHWE NaupeHTa, HACKOJIbKO 3TO BO3MOXHO.

0. Hannuve fApKoro ceeta  MOXET MNPMBECTM K HETOYHbLIM

3mepeHuam Sp02.

1.3apspkaiiTe YCTPOMCTBO TOMbKO MyTEM MOAKMOYEHUS ero K

npegeneHHOMY YCTPOWCTBY, COOTBETCTBYIOLLEMY TpeboBaHUAM

EC 60601-1 no anektpobe3onacHoCTM, W yb6eauTecb, 4TO

anpskeHne W TOK YKa3aHHOro YCTPOWCTBA COOTBETCTBYIOT

peboBaHuAM cTaHgapTa. He nmbiTaiiTech nepesapskaTb 06blUYHbIE

lenoyHble Gatapen (AAA), OHM MOryT nNpoTeKaTb U MOXeT

PUBECTW K MOXapy WUNu B3PbIBY.

2. He nogkniovaiite ero K Kakomy-nmbo BHeLUHeMY YCTPOMCTBY
He WCNOMb3yWTe A1 M3MepPeHWs, Korga 3TO YCTPOWCTBO
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assistance.

It is not recommended to use pulseoxymetry device,
while charging it.

The pulse oximeter takes measurements at the level
of the peripheral circulation (in the finger). Errors
are possible in the assessment of oxygenation (it
may be normal in the central bloodstream) if blood
circulation is disturbed or slowed down in the limb
on which the measurement is taken (blood loss,
shock, cooling of the limb, vascular clamping in an
uncomfortable position, tight clothing or blood
pressure cuff.)

CAUTION: During long-term storage of the pulseoxymetry
device, it is assumed that its battery will be discharged and
require charging once every three months. The charge level
of battery should be checked in both modes: storage and
use.

I. 8 Safety instructions

1 This device is not intended for treatment.

2 Before use of this pulseoxymetry device, carefully read
safety, operation, and specifications manual.

3 Do not open the device case. Otherwise, you may damage
the device. All maintenance and subsequent upgrades
should be carried out only by the personnel that is trained
and authorized by our company.

4 Do not use this device with a defibrillator or other high-
frequency equipment.

5 Explosive hazard - Do not use this device in explosive
atmosphere.

6. Prolonged use or patient’s condition may require a
periodic change of sensor application place. Please, change
the place of sensor application, taking into account the skin
integrity, the state of blood circulatory system and the
alignment correctness, at least, every 2 hours.

7. The measuring data that are displayed on the device are
for reference only and they cannot be directly used for
diagnostic interpretation.

8. This device is not intended for use by infant and
newborn.

9. in some cases, the device may interpret incorrect data
when moving the finger. Minimize patient movement as
much as possible.

10. The presence of bright light can lead to inaccurate Sp02
measurements.

Il1. Only charge the device by connecting it to a specific
device that meets the requirements of IEC 60601-1 for
electrical safety, and make sure that the voltage and current
of the specified device meet the requirements of the
standard.

12. Do not connect it to any external device or use it for
measurement, when this device is charging.

13. Do not use this device in situations, when an alarm is

11



b3ynuTe 3TO YCTPOWCTBO B CUTyauusx, Korga
PuiiHas curHanmsaums. MynbCOKCUMETP He UMeeT
€sorm.
Tenu, ¢ anneprmyeckKUMmn peakLusmMm Ha KayuyK He
b30BaTb 3TO M3AENMeE.

pncka " nNpuUMeEHUMbIE KJ'IaCCI/I(bI/IKaLI,I/IOHHbIe

YHUWaNBHOIO pUcKa NpuMeHeHus 26

160THY/K MegNLIMHCKOTO n3genuvs
iKonsung Bio-Medical Science and Technology Co., Ltd

NO.8, Shengchang West Road, Danyang Development
lfiangsu Province, 212300, P.R.China

[ApovssoguTens MeLULMHCKOTO U3AeNnuns
Konsung Bio-Medical Science and Technology Co., Ltd

mecta npowussofctea: NO.8, Shengchang West Road,
ig Development Zone, Jiangsu Province, 212300,
Lhira

12 06Wwasn KOHCTPYKLNA MeAULMHCKOTO nU3genns

(YNbCOKCMMETP - 3TO MOPTATMBHBIA NpUGOp ANA U3MEPeHUs
Hiekca caTypauun. OH COCTOUT W3 JaTyMka W MOHUTOPA,
(@WK npucoeauHAIOT K nNaably WAM BOKPYr 3ansictbs. Y
armKa ecTb UCTOYHWK WHPaKpPacHOro M KpacHOro ceeta, 3Tu
CTOYHVKL MOJAIOT fABa Nyya, KOTOpble MPOXOAAT Yepe3 TKaHb.

B 3aBMCMMOCTM OT TOrO, Kak XOpOLUO
emMorfiobuH HacbiweH 02, M3MeHsieTCa A/MHA CBETOBOMO /ly4a,
OTOpYIO OH Mornouaet. [eTeKTOP PErncTpMpyeT CBET, KOTOPLINA
CT/1CA He MOrNOLWEHHBIM.

4 s

. VIHanKaTop emMKocTy GaTtapeu

N B [lonHas eMKOCTb 6GaTapeu, CpeAHssl 4acTb MOKa3blBaeT

MKOCTb.

EMKOCTb 6aTapen nycTa, 3apsixaiiTe ero HeMef/ieHHO.

& 000 LMPMM (] INFO@CIRMI.RU &5 WWW.G0SZDRAVNADZOR.RU

required. The pulseoxymetry device has no alarms.

14. The users, who have allergic reactions to rubber canno
use this product.

1.9 Risk class and applicable classification rules
Class of potential risk application 2b.

1.10 Medical device designer

Jiangsu Konsung Bio-Medical Science and Technology
Co,, Ltd

Address: NO.8, Shengchang West Road, Danyang
Development Zone, Jiangsu Province, 212300, P.R.China

1.11 Manufacturer of a medical device

Jiangsu Konsung Bio-Medical Science and Technology
Co., Ltd

production facility address: N0.8, Shengchang West Road,
Danyang Development Zone, Jiangsu Province, 212300,
P.R.China

1.12. General construction of medical device
Pulseoximeter is a portable device for measuring the
saturation index. It consists of a sensor and a monitor. The
sensor is attached to the fmger or around the wrist. The
sensor has a source of infrared and red light, these sources
supply two beams that pass through the fabric.

Depending on how well the
hemoglobin is saturated with 02, the length of the light
beam that it absorbs changes. The detector registers the
light that has not been absorbed.

1. Battery capacity indicator

12



)4aTena NUTaHMA B / Bbiks W) Fun capacity of battery, the middle part shows

NynbCOKCMMETpa; HaXmuTe KHOMKY BK/OYEHUA / capacity.

T)6bl BKHOUNTL YCTPOIACTBO, [ 1

mmeee " Battery low, charge it immediately (or replace the
My/IbCOKCMMETP: HaXXmuTe 3Ty KHOMKY B TeUYeHume

batteries for model F03).
2. Power On / Off Button

Initiation of pulseoxymetry device: Press on / off button

)bIBBIK/IKOUNTL YCTPOMUCTBO.
3Ty KHOMKY, 4TOObI BKMKOYMTL AMCMNel, Korfja OH

PEXVIME HU3KOW IPKOCTH.

to turn on the device.
nen

Sp02 Switch off the pulseoxymetry device: Press this button
for 2 seconds to switch off the device.
PR: yacToTa nynbca B MUHYTY.
Press this button to switch on the display, when it is in
| Bluetooth (onumoHanbHO)
. low brightness mode.
. 03HaYaeT NojKMoYeHne K yctpoincTay Bluetooth

3. Display screen
4. Sp02 value

I 03HauaeT OTK/OUYEH OT ycTpoiicTea Bluetooth

cepaua

) paMMa YaCTOTH My/Ibca 5. PR value: heart rate per minute.

6. Bluetooth icon (not available in FO3 model)
ON: means the connecting to Bluetooth device
Off: means disconnecting from Bluetooth device
7. Heart symbol

8. Heart Rate Histogram

1- Pasbem no kabenb mini USB gna BapuaHTOB MUCMOHEHUS
FOILTh WOLLT
2- Orcek nog nasnew
IKOMM/IEKT NOCTaBKN BXOAUT:

ynscokcumeTp  mMeguumMHckmin - AORTIS* B BapuaHTe
CronHeHust - 1 L. 1- Connector via mini USB cable for versions FOILT and
. PykoB0oACTBO Mo skcnyataumm -1uwr. WOILT

[pPHagNeXHOCTM - N0 HE06X0AUMOCTU
2- Finger compartment

13 I‘Ieupequb MPYIHAANIEKHOCTEN The scope of delivery includes:
eaTapelika, AKKyMynsaTopHas 6atapes, LLIHypok, Yexon, Cymka,
Kabers mini USB, MaHxeTa 1. Medical pulseoxymetry device in the option - 1 pc.

2. Operations manual -1 pc.
14 O6liee onNuWcaHWe OCHOBHbIX  (DYHKLMOHaNbHbIX Accessories - if need
NEMEHTOB, YacTell, cocTas, (DYHKLMOHASIbHbIE BO3MOXHOCTM
1yNbCOKCUMETP -  3TO  MOPTAaTMBHOE  (DOTO3/IEKTPUYECKOE
CTPOIACTBO C MWTaHMeM OT 6aTapeek wmnm oT akkymynstopHoii 1.13 List of accessories
atapey B 3aBUCMMOCTM OT BapuaHTa WcnonHeHus. CurHansl, Battery, Rechargeable battery. Lace, Case, Bag, Mini USB
eHepupyemble  ceetogmogamm  (LED  wm  OLED) un cable. Cuff
PUHMMaeMble [IETEKTOPOM B [ATYMKE WA HEMOCPeACTBEHHO
CTPOEHHbIM [JeTeKTOpOM, uchonb3yloTcs ana  nposegeHus 1.14 General description of key functional elements,
3MepeHuii C MCMOMb30BaHMeM MpUHLMMA crekTpodoTomeTpumn. Parts, composition, functional capabilities
1ynbCOKCMMETp  OTOGpaKaeT — fJaHHble M0 HachiljeHuio Pulseoxymetry device is a portable, battery-powered
ncnopogom (Sp02) n yactoTbl nynbca (PR). photoelectric device. Signals that are generated by light
lacblllieHe  KuUCMopoda -3TO TePMUH, 0603HavaloLniAi 400 emitting diodes (LEDs) and received by the detector in the
acblILLEHHOrO KMCNIOpoAoM remorno6una (Hb02) oTHocuTensHo —Sensor or directly by the built-in detector are used for
6lero remornobuHa (Hb) B KpoBW, TO ecTb HacbllleHe Measurements, using the spectrophotometry principle. The

13
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KpoBWH, KOTOpoe ABNAETCA

HacblILLEHNA KMCopoaom.

LUHTOB McnonHeHus WOL1T, WOLLT).

ncnonHeHns FOILT w WOLLT pab6oTtaloT oOT
LUTOPHOI BaTapeu, Bce OCTallbHble BapUaHTbl UCMOMHEHMUSA

(cMveTpoB paboTardT OT 0ObIUHBLIX 6aTapeek TN AAA.

HUECKVe XapaKTepUCTUKN U3LE/NA:
30H 0TO6paxxeHmst Sp02 :0~100%
mocTb n3mepeHmns: 70-100% +2%
rHOCTb M3MepeHnsa 1%

0TOGpPaXKeHUs 4YacToTbl nynbca: [padmk aMnAnTybl

povv paboTbl: MPOLO/HKUTENbHBI
fiopocTb o6HoBNeHUA: 1 cek

/(vanasoH ANVH BOMH B MakCUMYyMe W3/lydYeHns U MaKCUMasibHoe
HaYeHWe CWAbl CBETa W3NyyaTeneid fgatymka MNynbCOBOrO
660+3HM;

KevvieTpa:  JAvHa  BOJSIHBI:
H(ppakpacHbI cBeT: 940+5HM
MakcvvanbHas noTpebnseMas MoLHOCTb,BT: <30
lepcva MO: 01 o1 01.2019
jiacc 6esonacHocTy MO: A
UM 3aLNTBI OT NPOHUKHOBEHUA BOAbI U nbinn: 1P21
jiacc 6e3onacHocTu: knacc Il Tun BF
LwmHa kabens nutaHms: 800MMm
BPOBeHb LWyMa, [6: He npumeHnmo. LLiyma HeT
O0YHOCTb M3MepeHna nynbca: 257250, £3 yAapoB B MUHYTY
(MCKpeTHOCTb M3MepeHus 1ynap B MUHYTY

KpacHbI  CBeT:

6aTapeiika:
wrttun AAA, 1.5 B wenoyHas 6atapeiika
1pema paboTbl: 304

1KkymynaTopHasn 6aTapes:
UNUYHas NUTUI-NOHHasA 6aTtapesa: 300 LMKNOB

afiep>KKa BbIKMOYeHUa: Makc, yepe3 5 MUHYT Mocne Toro, Kak

0SIBUTCA COO6LLEHME 0 HA3KOM 3apsafe batapew.
[pemsa 3apsagku: 2,5 vaca (3apag 4o 90% emkocTu)
«atapes: 300mAY, 3,7 B

1A 3apaga ncnonbsyetcs Kabenb mini USB 2.0
1pems paboTbl: 16 Yacos

lec: 69T

lluetooth 4.0

Kabenb mini USB 2.0:
HONIMYECTBO BbIXOAHbIX Pa3bemoB:!

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

BaXXHbIM
QoM napameTpoM [biXaTeNbHOW W KPOBEHOCHOI
le pecnupaTopHble 3aboneBaHMs MOFyT BbI3BaTb
ABTOMaTMYeCKas
AVChHYHKLMS OpraHv3ma, Bbl3BaHHas aHecTe3uel,
[xvpypruyeckoii TpaBMO W TPaBMOW, BbI3BaHHOM
(MeyUMHCKM OCMOTPOM W T. 4., BEPOSITHO, NpuBeLYT
Ul HaCbILLEHWs KUCMOPOLOM, UTO npuBedeT K
y NaLuMeHTOB rONOBOKPYXeHUs, cnabocTun, peOThl W
LUTOMOB; TSDKefible Clyyan OYyAyT YrpoXaTb XKW3HW,
KEET B@KHOE 3HayeHMe B 001aCTU  KIMHUYECKOW
 cBOEBpeMEHHOe MOHMMaHVe CUTYaLWUn HaCbILLEeHUs
VieHTa KNCNOPOAOM MOMOXKET Bpayy HaiTu npobnemsl,
l0 HaZleBaeTCA Ha KOHYMK Manbla W BOKPYT 3anscTbs

pulseoxymetry device displays oxygen saturation (Sp02)
and heart rate (PR) data.

Oxygen saturation is a term that specifies the proportion of
oxygenated hemoglobin (Hb02) as to total hemoglobin
(Hb) in blood, i.e., oxygen saturation of the blood, which is
an important physiological parameter of the respiratory and
blood circulatory systems. Many respiratory diseases can
cause oxygen saturation decreasing. Automatic regulatory
dysfunction of the body, caused by anesthesia, serious
surgical injury and injury that is caused by some physical
examination, etc., will likely lead to a decrease of oxygen
saturation that will lead to dizziness, weakness, vomiting
and other symptoms in patients; severe cases will threaten
life. Sp02 is important in the scope of clinical medicine.
And timely understanding of the patient’s saturation of
blood with oxygen will help the doctor find the problems.
The device is worn on the tip of the finger and around the
wrist (for versions WOIT, WOILT).

The FOILT and WOILT versions are battery-powered,
while all other pulse oximeter versions are powered by
conventional AAA batteries.

Product Specifications;

Sp02 display range: 0 ~ 100%

Measurement accuracy; 70-100% £2%
Measurement discreteness 1%

Pulse rate display mode: Pulse Amplitude graph
Operating mode: continuous

Refresh Rate: 1sec

The range of wavelengths in the maximum radiation and the
maximum value ofthe light intensity of the pulse oximeter
sensor emitters; Wavelength: red light: 660£3nm; infrared
light: 940+5nm

Maximum power consumption, W: <30

Software version: 01 from 01.2019

Software security class: But

Water and dust protection type: 1P21

Safety class; Class Il type BF

Power cable length: 800mm

Noise level, Db: not applicable. No noise

Pulse measurement accuracy: 25 ~ 250, £3 beats per minute

Measurement discreteness 1beat per minute

Battery:
2pcs type AAA, 1.5V alkaline battery
Working time: 30h

Rechargeable battery:

Typical Li-ion battery: 300 cycles

Power off delay; Max. 5 minutes after the low battery
message appears.

Charging time: 2.5 hours (charge up to 90% capacity)
Batteiy: 300mAh, 3.7 V

For charging, use a mini USB 2.0 cable

14
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BapuaHTh!
UCTIO/NTHEHWS

/XapaKTepucTnKK

1 TllynbcokcumeT
p MeAULUHCKNIA
FO3T,;

2. [lynbcokcumet
P MeAWLMHCKWIA
FOLT;

3. Mynbcokcumer
P MeAULMHCKNIA
WOLT,;

4. Tlynbcokcumet
P MeANLMUHCKNIA
FO2T;

5. Tlynbcokcumet
P MeAULIMHCKWIA
FO010;

6. [lynbcokcumeTt
P MeAULIMHCKWIA
FO11;

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

[Jwnana3oH
0TO6paKeHN
A 4aCTOTbl
nynbca,
y[,apoB B
MUHYTY

30-235

18-250

30-235

30-235

30-235

30-235

Twn gucnnes
Xupkokpuctanimyeck
nin (LED)

/CBEeTOANOAHBI
(OLED)

LED

LED

LED

LED

LED

LED

Perynuposk
a ApKocTu
3KpaHa

HET

HET

€CTb

€CTb

HeT

HeT

KonnyecTso
pexumos
oTobpaxeHus
aucnnes (ato
nepeBopoThI
+ KOn-BO
nHopmayuu
nokKasbiBaemo
i Ha aKpaHe)*

rabapuTHbIE
pasvepsb!
OXLUXB, MM /
Overall
dimensions
LiseT LxW xH,
3KpaHa mm
64,2 X 38,7 X
YepHbli, 352
rony6oi, '
XeNnThblii
68x32x27
LiBet
68x51x
I
ub
60 x 36 x
35
LigeT
60 x 36 x
35
yb
60 x 36 x
35
LiseT

Bec, r /
Weight

©

40

50

50

40

40

40

K K- Tun nuTaHWa HomunHansHoe
3KpaH HanpsXeHve,
pasmve B/ Tok, A
p/
LCD
screen
size
24x13 2wt TMn AAA, 1,5 B/
1.5 B wenoyHasa
baTapeiika 30mA
30x20 2WT TN AAA, ‘¢ 3,7B/
1.5 B weno4Hasa
batapeliika 130mA
20x 13 2wt 1IN AAA, 3,5 B/
1.5 B wenoyHasa
o 50mMA
bartapelika
20x13 2wT !N AAA, 5B/ 160
1.5 B wenoyHas MA
baTtapelika
20x13 2wt "N AAA, 5B/ 160
1.5 B wenoyHasna MA
baTtapelika
20x 13 2WT TIN AAA, 5B /160
1.5 B wwenoyHas MA
baTapeika

16



7. Tlynbcokcumer
P MeAVNLUHCKNIA

FO12; 30-235 LED

8. ynbcokcumer
P MeANLUHCKNIA
FO13; 30-235 LED

9. Tlyfnbcokcumet
P MeANLUHCKNIA

F014; 30-235 OLED

10. MNMynbcokcumer
P MeANLMHCKNIA
FO15; 30-235 OLED

11. MNynbcokcumeT
P MeANLMUHCKNIA
FO16; 30-235 OLED

12. TynbcokcumeT
P MeAULMHCKWIA
FO17; 30-235 OLED

13. MNynbcokcumeT
P MeANLMHCKNIA
F020; 25-250 LED

14. TlynbcokcumeTt
P MeANLMHCKNIA
F021; 25-250 LED

15. TynbcokcumeTt
P MeAULMHCKNIA
F022; 25-250 LED

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

eCTb

€CTb

HEeT

HET

eCTb

eCTb

HET

HET

€CTb

4yb

LiseT

ub

LiBet

ub

LiseT

ub

Liget

uo

60 x 36 x
35

60 x 36 x
35

60 x 36 x
35

60 x 36 x
35

60 x 36 x
35

60 x 36 x

35

68x32x27

68x32x27

68x32x27

40

40

40

40

40

40

50

50

50

20x13

20x 13

20x13

20x 13

20x 13

20x 13

30x20

30x20

30x20

2wt TMn AAA,
1.5 B wenoyHas
6aTapeiika

2wt Tin AAA,
1.5 B wenouHas
6aTtapeiika

2wt Tin AAA,
1.5 B wenouHas
6aTtapeiika

2WT TN AAA,
1.5 B wenoyHasa
baTapeika

2WT !N AAA,
1.5 B wenoyHas
6aTtapelika

2WT TIN AAA,
1.5 B wenoyHas
baTtapelika

2wt TMn AAA,
1.5 B wenoyHasa
baTtapelika

2wt tmn AAA,
1.5 B wenoyHasa
baTtapelika

2wT tmn AAA,
1.5 B wenoyHasa
batapeiika

5B/ 160
MA

5B/ 160
MA

5B /160
MA

5B/ 160
MA

5B/ 160
MA

5B /160
MA

3,7 B/
130mA

3,7 B/
130mA

3,7 B/
130mMA

17
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17.

18.

19.

20.

21.

22.

23.

24,
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. MynbcokcumeT
P MeANLMUHCKNIA
F023;

Mynscokcnmet
P MeANLUHCKNIA
F024;

Mynbcokcnumet
P MeANLUHCKNIA
F025;

Mynscokcnmet
P MeAVNLUHCKNIA
F026;

Mynbcokcumer
P MeANLUHCKNIA
F027;

Iynbcokcnmer
P MeANLMUHCKNIA
F030;

Iynbcokcnumer
P MeANLMHCKNIA
F031,;

Mynbcokcumer
P MeAULMHCKUIA
F032;

MynbcokcumeTt
p MeANLUHCKNIA
F033;

25-250

25-250

25-250

25-250

25-250

18-300

18-300

18-300

18-300

LED

OLED

OLED

OLED

OLED

LED

LED

LED

LED

€CTb

HEeT

HeT

eCTb

€CTb

HEeT

HET

€CTb

€CTb

LiBet

4b

LiseT

ub

LiseT

ub

LiBet

ub

LiBeT

68x32x27

68x32x27

68x32x27

68x32x27

68x32x27

60x36x35

60x36x35

60x36x35

60x36x35

50

50

50

50

50

40

40

40

40

30x20

30x20

30x20

30x20

30x20

25x13

25x13

25x13

25x13

2WT 1IN AAA,
1.5 B wenoyHas
baTtapeiika

2wt Tnn AAA,
1.5 B wenoyHas
baTapeiika

2wWT !N AAA,
1.5 B wenoyHas
baTapeiika

2wT tmn AAA,
1.5 B wenoyHas
baTapeiika

2wt Tvn AAA,
1.5 B wenoyHasa
batapelika

2wt TN AAA,
1.5 B wenoyHasa
baTtapeiika

2wt Tnn AAA,
1.5 B wenoyHas
baTapeiika

2wt Tnn AAA,
1.5 B wenoyHas
bartapeiika

2wt Tin AAA,
1.5 B wenoyHasa
baTapeiika

3,7 B/
130mMA

3,7 B/
130mA

3,7 B/
130mMA

3,7 B/
130mMA

3,7 B/
130mA

15 B/
30MA

15 B/
30MA

15 B/
30MA

15 B/
30MA
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25. Tlynbcokcumet
P MeAULMHCKWIA
F034;

26. lynbcokcumet
P MeAULMHCKWIA
FO035;

27. Tlynbcokcumet
P MeAULIMHCKWIA
F036;

28. ynbcokcumet
P MEANLIMHCKWIA
F037.

29.MynbcoKcnmeTp
MeANLUHCKNIA
KO1T

30.IMynbcokenmeTp
MeLNLUHCKNIA
FOLLT,;

31.MynbcoKcnmeTp
MeLULUHCKUIA
WOLLT;

18-300

18-300

18-300

18-300

18-300

18-250

30-235

OLED

OLED

OLED

OLED

OLED

OLED

OLED

HET

HEeT

€CTb

eCTb

eCTb

eCTb

€CTb

ub

LiseT

yb

LigeT

LiseT

LigeT

LiBet

60x36x35

60x36x35

60x36x35

60x36x35

65x35x40

68x32x27

272x56,5%
18,6

40

40

40

40

45

57

25x13

25x13

25x13

25x13

25x13

30x20

24x21

2wt TN AAJ,
1.5 B wenoyHas
6aTtapeiika

2wt Tmn AAA,
1.5 B wenoyHas
6aTapeiika

2wt TN AAA,
1.5 B wenoyHas
6artapeiika

2WT TN AAA,
1.5 B wenoyHas
baTapeika

2WT TN AAA,
1.5 B wenoyHasn
GaTtapelika

AKKYMYNATOPb
as barapes

300mAY, 3,7 B

AKKYMYNaTopbl
an barapes

300mAY, 3,7 B

* KONn4ecTBO peXkMOB 0TOGPaXKeHNs aucnnes (3To NepeBOPOThbl + KON-BO MH(OPMALLMM NOKa3biBAEMO Ha aKpaHe)™:
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15 B/
30MA

15 B/
30mMA

15 B/
30MA

15 B/
30MA

1,5 B/
30MA
5B/ 160
MA

5B /160
MA
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'HbIX MOMEX, KOTOpble BAWAIOT Ha paGoTy
npubopa:  TemnepaTypa,  BNaXHOCTb,

)y>KaeHue.
[arHan onacHocTw: fa, npu 3HadeHun 8p02-Hue

[toBepxHOCTM  u3denMs  He  [O/MKHbI  UMEeTb
3alWMTHBIX ~ AEKOpaTUBHbLIX  MOKpbITMA. Ha
M3aennii He AO/MKHO ObITb TPELWWH, Ny3blpeil,
@MH v ppyrux pedekToB, yXyAwWawWmMX KX
BAL M TEXHUWYECKMe  XapaKTepucTUKK.
(KMe M HeMeTa/IMYeckue [Jetanum  U3genuid
[Sbb M3roTOB/IEHBI M3 MaTepuana, YCTOWYMBOro K
VIViHageXXHbIM cnocoboMm 3aLiMLLEeHbI OT Hee.
>Hee [OMYCTUMOe BpeMsi YCTaHOBNEeHWUs paboyero
INYyNbCOKCUMETPA C MOMEHTA BK/IIOYEHNSA 1 MUH.

[O/MDKEH ObITb MEXaHWMYeCKW MPOYHbIM U COXPaHATb
CnocobHoCTb B mpouecce u (UAKM) nocne BO3LEWCTBUSA
ryeckmx Harpysok no 1SO 80601-2-61.

[OMKEH COXPaHATb paboToCNoCcoBHOCTL B NpoLecce U

i)riocne BO3AENCTBMS HA HEFO KIMMAaTMUECKNX haKTOPOB:

toparypa Bo3gyxa oT +5 ®C o + 40 ®RC

:mTenbHad BRaxHocTb 30 go 80% npu +25 °C un 6onee

lxTemnepaTypax 6e3 KoOHAeHcaLMmn Bnaru,
rrvociepHoe faeneHune 700-1060 rla (525-795 Mm pT. CT.)
bkomeHyemas Temnepatypa and 3apsagku +5 °C go + 35
(YNbCOKCUMETP [O/MKEH COOTBETCTBOBATL TpebosaHMsmM IEC
0601-1-2 (rpynna 1, knacc B)..

lamxetra p[nd BapuaHToB  ucnonHeHus WOLT, WOLLT
peacTaBnseT coboi pemelloK. AnnHa MaHxeTbl 20 cwm.

YHYpPOK WCMOMb3yeTca A5 HOLIEHMS MyNbCOKCMMETpa Ha
jee. AnnHa 35cm.

[exon - mpefHa3HaueH 3aluTbl OT LapaniiH, 6pbI3r, Y40poB.
a3Mep: COOTBETCTBYET pa3Mepy Ny/nbCOKCUMETpa
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Any known interference that affects the operation or accuracy
ofthe instrument: Temperature, humidity, physical excitation.
Whether a hazard signal is given: yes, with a Sp02 value of
90%.

The external surfaces of the product should not have violations
of protective decorative coatings. On the surface of the
products there should be no cracks, bubbles, chips, shells and
other defects that impair their presentation and technical
characteristics. Metal and non-metal parts of products must be
made of a material that is resistant to corrosion or reliably
protected from it.

Tne maximum permissible time for set of operating mode of
pulseoxymetry device from the moment of switching on is 1
min.

The device should be mechanically strong and maintain
operability in process and (or) after exposure to mechanical
loads in accordance with ISO 80601-2-61.

The device should ensure safe operation in process and(or)
after exposure to climatic factors:

- air temperature from +5°C to + 40°C;

- relative humidity from 30 to 80% at +25 °C and at lower
temperatures without moisture condensation;

- atmospheric pressure: 700-1060 hPa (525-795 mm Hg)

- Recommended temperature for charging: from +5°C to +
IVC

The pulseoxymetry device should comply with IEC 60601-1-2
requirements (group 1, class B)..

The cuff for the WOIT, WOILT versions is a strap made of
durable fabric. The cuff length is 20 cm.

The cord is used to wear a pulse oximeter around your neck.
Length 35cm.

Case-designed to protect against scratches, splashes, bumps,
size: corresponds to the size of the pulse oximeter.
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Bag-designed for storing, protecting and transporting the pulse
oximeter.
npegHasHaueHa Ans  XpaHeHus, 3awmTbl 1 Size :length 110mm, width 65mm.
POBKM MYyNbCOKCUMETPA.
AvHa 110 MM, WMprHa 65 MMm.

15 OnucaHve MaTepuasioB, COAEPXKALLMXCA B K/THOUEBbIX 1.15 Description of the materials, contained in key
(DyHKLIVIOHa/bHbIX anemeHTax [/ 6nokax [/ u4actsix functional elements / blocks / parts of a medical device,
CDEAHLU/IHCKOI'O n3genua, B TOM 4uCne, MaTepuasnos, including materials, contacting with the human body

YacTb fetanu Martepuan, 1pownssoguTesns KoHTakKT
MapKa
MynbCOKCMMETP ABC-nnactuk Shenzhen Chenfeng KpaTKoBpemeHHbIi
HI121H Technology Co., Ltd KOHTaKT ¢
Kopnyc HEMoBPEX/EHHOA
SHENZHEN
CHANGWANG
o Crekno X:Fff_)g PLASTIC PRODUCTS
NNacTuK CO. LTD
JaTumnK o
A“*O“’”"”gggg”" GUANGDONG HAOMEI
cnnas ALUMINIUM CO., LTD
Kpacutens / Coloring CuHuii RAL Yangzhou baiya plastic KpaTKoBpeMeHHbII
agent 5002 Co. LTD KOHTaKT C

. HeMoBPEXeHHO
KpacHbin RAL

22
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XX MaHxeTta
MyNbCOKCUMETPOB
LLIKAHTOB MCIMONHEH NS
I WOLT, WO1LT

LI  Barapeiika

Wr AKKYMynsaTopHas
1 GaTapes

Ka6enb mini USB

LLIHypoK

Yexon

CyMKa

YnakoBka / Packaging

3020

3eneHbln RAL
PO 4302

BO/JOHENpPOoHMLae
MbIA HEANOH 6

LLlenoyHasa
6atapeiika

JInTeBO-NOHHAs
barapes

NMBX FR

LLIHypoOK-
BOAOHeNpoHULIae
MbIiA HENOH 6

3aKNM-MNacTuK
PBDO01

CunukoH LRS

BO/JJOHEMNPOHMLae
MbIi HEliNoH 6

KapToH,
NoNN3TU/MEH
HOPE 8050

mShenzhen SanheXinye
TechnologyCo., Ltd

Changzhou Daily-Mx
Battery Co., Ltd

Changzhou Daily-Mx
Battery Co., Ltd

Zhenjiang Huayin Co,ltd

Shenzhen SanheXinye
TechnologyCo., Ltd

SHENZHEN
CHANGWANG
PLASTIC PRODUCTS
CO,, LTD

INNO SILICA

Shenzhen SanheXinye
TechnologyCo., Ltd

Foshan Zhongkai
Packaging products Co.,
Ltd.

KpaTKoBpeMeHHbIi
KOHTaKT C
HEMoBPeXXAEeHHO

KpaTKOBpPeMEHHBIi
KOHTaKT C
HENoBPEeX4eHHOM

KpaTKkoBpeMeHHbIi
KOHTaKT ¢
HEMOBPEXAEHHO

.TexHN4YeCcKoe onucaHme MefULMHCKOTO U3AeNuns

1. YcnoBus 6e30nacHOro NnpuMeHeHus

11 Bo wu3bexaHue HexenaTenbHbIX  MOCNeACTBUIA,
Crnosb30BaHue nynbCOKCUMETpa BO3MOXHO npu
06/110eHNAX MHCTPYKLUMM NO 6e30NacHOCTU U UCKITHYeHUA
03MOXKHbIX MPOTUBOMOKA3aHWIA.

1.2 nMepeg Hayanom paboTbl, MNpPOBEPUTL  Hanmuue
LU3MYECKNX MOBPEXAEHNIA M3AeNUiA U BCEX MOACOEANHEHWIA
acTen K usgennto (6atapeek, MaHXeTbl).

1.3 Ycnosua akcnnyaTtauuu npu Temnepatype ot 5  fo +
OT.
1.4  Tpouefypy [LO/MKeH  NpoBOAUTL  MO/b30BaTeSlb,

3HAaKOMMBLUWIACA C PYKOBOACTBOM M0 3KCMAyaTaLuum.
.15 TMopagok paboTbl Ha My/NbCOKCMMETPE ONMNUCaH B
YKOBOZCTBE MO 3KCnyarauum.
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2. Technical description of medical device

2.1 Safe use conditions

2.1.1 In order to avoid undesirable consequences, the
pulseoxymetry device use is possible, when observing the
safety procedures and excluding possible contraindications.

2.1.2 Before starting work, check the presence of physical
damages of the devices and all connections of the parts to the
device (batteries, cuff).

2.1.3 Operating conditions at the temperature from 5°C to +
40T.

2.1.4 The procedure should be carried out by the personnel,
who has familiarized with the operations manual.

2.1.5 The operational procedure with the pulseoxymetry device
is described in the operations manual
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|6oTbI
80/ BHMMaATENIbHO OCMOTPUTE YNAKOBKY Ha
YA noBpeXaeHWin. Mpu 06HapY>XEHUN KaKuX -

- cBsXUTECh C  MOCTAaBLYMKOM WU
e
B@ He TMOBPEeX/eHa, OTKPONTe YNaKOBKY MW
U3BNEKATE  M3fgenve U NPUHAANEXHOCTH,
HET /1M Kakux-nMbo  MoBpexieHWi  Ha
NyNbCOKCUMETPA, TakKUX Kak 3a3yOpuHbl,
CCafvHbl UM TakK fanee. [poBepbTe Ha Hanuuue
[XnoBpexaeHwia.
b3yiiTe  ero, ecnu  NYJbCOKCUMETP  UMeeT

‘KVe NOBPEXAEHMS.
n3genme B MecTe, Te CAMWKOM BNQXHO, eCTb
ICOMHEYHbIE yYn, BbICOKAst TeMMepaTypa, BNaXHOCT,
[n arpeccuBHble Tasbl, e XPaHATCA XMUMUYECKMe
W arpeccuBHbIe rasbl.

AYcTaHoBKa baTapeliku/akkymynatopa

soB/Te ABe GaTapeliky Tuna AAA B 6aTapeliHbll
BNPaBUIbHON NONAPHOCTU M CHOBA

JTe KpbILWKY (CM. pUC, HUXE) UK YCTaHOBUTE
WTOPHY HaTapero No TaKOMY Xe MPUHLMNY Kak
VKM,

[peaynpexaeHne! He nbiTaiTechb 3apshkaTb 00blUHbIE
lenoyHble 6atapen, oHW inoiyT NPoOTeKaTb W NPUBECTU K
oXapy unn B3pbIBY.

1.2 Bknounte nynbCOKCUMETP, MOMECTUTE O4MH U3 BalnX
anbLeB B pe3nHOBOE OTBEpPCTWEe MyNbCOKCcMMETpa (Kak 3To
03MOXXHO) MOBEPXHOCTHID HOITA BBEPX (KaK MOKasaHo Ha
VCYHKe), 3aTEM OTMYCTUTE 3aKUM U3LeSuns.

lakmnte  kHonky BKJTKOUEHWA/BLIKAOYEHMS,  4TOObI
KIOYUTb MybCOKCUMETP. Haxmute KHOMKY n
YNbCOKCMMETP NepeiaeT B paboyee COCTOSHME.

p02 1 3HaYeHMe YacToTbl My/ibCa OTOOPAXKAKTCA Ha IKpaHe.
1ynbCOKCMMETP  aBTOMATUYECKM  MEpPenaeT B PeXum
XugaHna mam cHa vepes 10 cekyHp 6e3 nanbla.

1.3 TlpouTTe faHHble C 3KpaHa Aucnnes usgenus (cwm.
112,
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2.2 Working procedure

Before unpacking, examine the packing case carefully for
signs of damage. If any damage is detected, contact the
carrier or us.

If the packing case is intact, open the package and remove
the device and accessories carefully. Check whether there is
any damage to the surface of the oximeter such as notches,
dents, abrasions and so on.

Do not use it if the oximeter has mechanical damage.

Do not store it in a place where it is easy to splash water,
direct sunlight, high temperature, humidity, dust, and
corrosive gas, storage of chemicals or corrosive gases.

2.2.1 Install battery/ Rechargeable battery

Install two AAA batteries into battery compartment in
correct polarities and put cover back

on. (see Figure) or install the battery pack on the same
principle as the batteries.

WARNING! Do not attempt to recharge normal
alkaline batteries, they may leak and may cause fire or
explosion.

2.1.2 Turn the Pulseoximeter on Put one of your fingers
into rubber hole of the oximeter (as much area as
possible) with nail surface facing up(as Figure), then
release the clamp.

Press the ON/OFF button to turn the pulseoximeter on.
Press the button and pulseoximeter will go into the
working state.

Sp02 and pulse rate value displays on screen.

The oximeter will automatic fall into standby or sleep
mode after 10 seconds without finger in it.

2.1.3 Read correspondent data from display screen (see
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MMETP He MOXET U3MepsTb BO Bpems
(s wmsgennii ¢ aKKyMYNATOPHbLIMU
)
blUbl HeMb3d HAHOCUTb NaK Ans HorTein wu
KOCMETUKY.
afcuTe Nanbuem, PyKOol Wau Tenom BO Bpems
L.
feHVA K apyrve nu3genusa BOKpYr nanbua npu
rPeHM MOTyT MOBAMATL Ha TOYHOCTL Sp02 M
nynbca.

LIHYpKa
;BKM MPOMycTUTe yepe3 OTBEPCTUE ANS LUHYpKa B
3aTeM MponycTUTe KOHeL, WHYypKa Yepe3 OTBEPCTME
IN3aTIHUTE LLHYPOK.

pBAYMNPEXAEHWE: MynbcokcumeTp He
npesHasHaueH N8 MOCTAHOBKWM AMArHo3a, a npefHasHauveH
0/bko A9

pesynpexaeHHsl, ecnn ecTb Kakue-mbo OTKIOHEHUS B
OKasaHWsX, NoXanyicTta, obpatnTech B 60NbHULY ANS
AnNbHenLwWwero o6¢cnei0BaHUS.

[okaszaHWs yKa3biBaeT Ha TSXKeCTb FUMOKCUW BO BpeMS
Ha, ecin 3TO Ymcno 6onbwe 25, noxanyicra, obpaTnTech
60nbHULY AN fanbHelwero 06cnenoBaHus.

3 TexHu4Yeckoe 06CnyXMBaHME

(m 6e3onacHO akcnnyaTauuyM PeKOMeHAYeTCs BbINOMHATb
poueaypbl TEXHUYECKOro o6cnyxusaHusa. [ns 6e3onacHoi
aboTbl MyNbCOKCUMETPA TPebyeTcs perynapHoe TeXHUYeckKoe
6cnyxuneaHne. OnucaHve W NEPUOLUYHOCTb PErynsipHOro
eXHNYecKoro o6cnyXunBaHuma npeacTas/ieHbl B
WYKOBOACTBE MO  3KCM/yaTauuu, MOCTaBMISEMOM C
3genuemM. lMepnoAUYHOCTL MPOBEPOK YKasaHa, MCXons
3 pacyeTa, 4TO NMYNbCOKCUMETP UCMONb3YyeTcd no 16-20
acoB B [leHb.

1naH TEXHUYECKOro 06CNY>KMBaHNS:
Mpoeepka/kannbposka / Verification /
Calibration

BHewHwuii Bug / Appearance

MpoBepUTb HanMume PU3NYECKIX NMOBPEXAEHWIA
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p.1.12).

NOTE:

1. The pulseoximeter cannot be measured while charging.
2. Finger can not apply nail polish and other cosmetics.

3. Do not shake the finger, hand or body during the
measuring.

4. Jewelry or other items around the finger when
measured can affect the accuracy of Sp02 and heart rate.

Install Lace

Let the thin end of the rope go through the lace hole, next
let the big point of lace go through the hole, then tighten
the lace.

WARNING: The pulseoximeter is NOT intended for
diagnosis and the is only for warning, if there is any
abnormal about the readings please go to the hospital for
further examination. Indication indicates the severity of
hypoxia during sleep, if this number is greater than 25,
please go to the hospital for further examination.

2.3 Maintenance

For safe operation, it is recommended to carry out
maintenance procedures. For safe operation of the
pulseoxymetry device, the regular maintenance is required.
Description and frequency of regular maintenance are given in
the manual that came with the device. The frequency of
inspections is specified, based on the calculation that the
pulseoxymetry device is used 16-20 hours a day.

Maintenance Plan:
Mepunog / Period

Mo Heob6xoaMMOCTK, HO He pexe 1pa3 B
mecau/ When required

Mepep KaxabiM ncnonb3oBaHuem / Before
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(enna / Check for physical damages of the
Fokvice
lMposepka ncnpasHocTK paboTbl / Check of
correct operation.

MpoBepka akKyMynsiTopHoi 6atapen /
6arapeek/ Check of accumulator storage battery

each use

Mepen kaxgbiM ucnonb3oBaHnem / Before

each use

Mpy HeobxognmocTu / when required

MOBPEXK/AEHMSX, He CBA3aHHbIX C [AeACTBUSMW NONb3oBaTENs W COGMOAEHUS PYKOBOACTBA MO 3KCMiyaTauuu
Tpa Heob6X0AMMO 06PAaTHUTh KYNOTHOMOYEHHOMY NPEACTaBUTEN0 NPOU3BOANTENS.

\corpaHnuyeHHoli 0TBeTCTBEHHOCTbIO "Camen”

JPd 107497, r.MockBa, BH. Tep. r. MyHuLMNasbHbIi OKPYT F0nbsHOBO, W LLLEnKoBCKOE, 4. 79, K. 1, kB. 444, kKomu. 1

h? 499 161 77 54

erdamage that is not related to the user's actions and compliance with the operations manual of the pulseoxymetry

leze, contact the authorized representative o fthe manufacturer.

YcTpaHeHne HeucnpaBHocTei: / Remedy:

Bo3moxHasa npuymHa /
Possible reason
INoHM)KeHHaa eMKOCTb
6aTapeu nnu
OTCYTCTBME MUTaHuA /
Low battery or no
power

HanmeHoBaHue / Name

MynbCOKCMMETP He BK/IHOYaeTCs
/ The pulseoxymetry device
does not turn on

Maney MOXeT ObITb
BCTaB/IeH
HenpaswbHO / The
finger may be inserted
incorrectly.

Sp02 1 PR 3HayeHue He
MoKasblBatOT HopMasbHO / 3pOr
and PR value do not show
normally

Bbicokas apKocTb
ceeta. / High light
intensity

Monb3oBartenb
HaxoAMTCs B HU3KOW
nepgysnn um
OKCUremMornobuH
nosib3oBaTens
C/IMLLKOM HW3OK,
4TOObI ObITH
n3mepeHHbIM. / The
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[Hevicteus / Actions

3apsauTe akKyMynsaTop unm
nomeHsliTe GaTapeliku.
MynbCOKCUMETP MOXET ObITh
MOBPEX/EH.

CBsXkuTechb C NpouN3BOANTENIEM W

BaLLVMM MECTHbIM LIEHTPOM
06CNyXMBaHUA KNIMEHTOB

(YNONHOMOYEHHbIM MpPeACTaBUTENEM

npounssoautens). / Charge the
accumulator battery or change the
batteries.
The pulseoxymetry device may be
damaged.

Contact the manufacturer or your
local customer service center
(authorized representative of the
manufacturer).

BcTaBbTe nanew npaeubHo. / Insert
finger correctly.

He ncnonbaylite nsgenve B
YCNOBUAX C BbICOKOI
OCBELLEHHOCTbIO OKPYXatoLL el
cpegpl. / Do not use the device under
conditions of high illuminance.

O6paruTech B 60bHMLY ANd
NMocTaHoBKM guarHosa. / Apply to the
hospital for a diagnosis.
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3HauyeHue SpOi nam PR
HeycTtoiumeo / Sp02 or PR
value is unstable

[ucnneli BHe3anHo
BbIktounnca / The display
suddenly turned off

4 Ynctka n fgesnHgekumns

1T0Gbl M36€XaTb MOBPEXAEHNUS MyMbCOKCUMETPA, Cheayiite

TWMnpasunam:

Bcerga pas6aBnsiite B COOTBETCTBUM C MHCTPYKLMAMU
POVM3BOAMTENS WAN WCNONb3YHATE MUHUMA/bHO BO3MOXHYHO

OHLIEHTpaLyIo.

He norpyxaiiTe NyfbCOKCUMETP B XKUAKOCTb.

He HanuBaliTe XWAKOCTb Ha
PUHAANEXHOCTU.

My/bCOKCUMETP UK

user is in low
perfusion or the user's
oxyhemoglobin is too
low to be measured.

[ynbcoKcn MeTp
MOXET ObITb
nospexgeH. / The
pulseoxymetry device
may be damaged.

Maney, (MM MaHXeTa)
MOXeT ObITb BCTaB/EH
HenpasuIbHO
Maney 4pOXUT mUnu
nauueHT asuraetcs. /
The finger may be
inserted incorrectly.
The finger is trembling
or patient is moving.
Manew, He BCTaBnseTcs
nocne BK/KOYEHUS
My/IbCOKCUMETP, WK
OH aBTOMaTUYeCKu
BbIK/TO4AETCA M3- 3
HW3KOW EMKOCTU
6arapen. / A finger is
not inserted after
turning on of the
pulseoxymetry device,
or it automatically
turns off due to low

battery.

CBSXXUTECh C MPOU3BOAUTENEM W/
BaLLMM MECTHbIM LieHTPOM
06CNYy>XUBaHNS KMEHTOB

(YNONHOMOUEHHBLIM MpeAcTaBUTENIEM

npownssoauTens). / Contact the
manufacturer or your local customer
service center
(authorized representative of the
manufacturer)
BcTaBbTe nanew, NnpasuibHO UK
0fEeHbTE MaHXeTy MPaBU/ILHO.

Moxanyicta He gepraiiTec 1 He
pasrosapwusaliTe. / Insert finger
correctly.

Please, do not jerk or talk

HaXXMnTe KHONKY BKAKOYEHUS /
BbIK/IIOUYEHUSA, YTOObI BK/THOUNTH €0
NN 3apsAgUTb akKKyMynaTop
(nomeHsTbL 6aTapeiikn). / Press on /
off button in order to turn on it or
charge the battery
(or change the batteries).

2.4 Cleaning and disinfection

rules:

Do not immerse the pulseoxymetry device into liquid.
Do not pour liquid onto the pulseoxymetry device c

accessories.

Always dilute

To avoid damage of the pulseoxymetry device, follow thes<

in accordance with the manufacturer'
instructions or use as low as practicable concentration.

He gonyckaiiTe nonagaHus »XuWaKocTU B KOPNyc U3genws.

Hukorga He ucnonb3yiite abpasvBHble MaTepuasbl (Takue
aK CTalbHagd Bata WM cepebpsHas MNOMWPOBKA) WK
pO3MBHbIE YUCTAWME CpeAcTBa (TakuMe Kak aueToH uau
UCTALLME CPeACTBA Ha OCHOBE aleToHa).
1peaynpe>kaenve
Mepes YNCTKOM BbIKNKYUTE MYNbCOKCUMETP U OTCOELUHNUTE
abenb ana 3apagkn (v BbiTalWwMTe GaTapenkm).

He pesuHduuupyiiTe  NynbCOKCUMETP € BbICOKON
emMnepaTypoli, BbICOKMM fAaBfeHWeM, Mapom rasa W
OrpY>XeHMEM XMAKOCTU. OUUCTUTE U NPOAE3NHULUPYITE
aT4uK B COOTBETCTBUM C TPebOBaHMAMU NPOU3BOAUTENS.

Ecnv  Bbl MpPOAMAM  KMOKOCTb Ha YCTPOWCTBO WM
Kceccyapbl, HEMeANeHHO NpoTpuTe ux. Ecnn nynbcokcumeTp
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Do not allow liquid to enter the device case.

Never use abrasive materials (such as steel wool or silv<
polish) or erosive cleaners (such as acetone or acetone-base
cleaners).

JVarning

1 Before cleaning, turn off the pulseoxymetry device ar
disconnect the charging cable (or remove the batteries).

2 Do not disinfect the pulseoxymetry device with hij
temperature, high pressure, gas vapor, or liquid immersio
Clean and disinfect the oxygen according tomanufacturer
requirements.

3. Ifyou spilled liquid on the device or accessories, wipe the
27



[O/DKHbIM o6pa30M, CBAXXUTECH c
n BallM CepBUCHbIM MepCcoHas/1oM.

‘cnegytolie  AedcTBMS,  UTOBbl  OUUCTUTb
BbIEC/IOUMTE NMYNIbCOKCUMETP.
Hapy>KHYI0 ~ MOBEPXHOCTb  My/bCOKCUMMETpPA

N@g CMOYEHHOW MoKLWMM cpeacTBoM (TUna

)XOAUMOCTM BbITPUTE BECb UUCTALMIA pacTBOp
0 nocne YNCTKM.

My/bCOKCUMETP B NPOBETPMBAEMOM,
M MecTe.
[HbekumA
Aoyrens peKoMeHayeT Je3nHpuumposatb
XXMETP TONbKO B C/yvyae Heob6Xo4MMOCTU Wau Mpu
)BaHK HECKOMbKUMU nauveHTamu. Mepeg
XUME 04MCTUTE NYNLCOKCUMETP.
?Hayemoe MoOtOLLLee CpesCcTBO-3TaHON (75%)

rHayemoe Bpems Ae3nHpekummn-300 MuH.
;YaHMe: HUKOrfa He WCMOoNb3yinTe 3TUNEHOKCUE WK
(anbgervg ansa fesMHpeKumm.

tPttimauuH:
e He CTEPUNLHO.

i TpeboBaHWs OXpaHbl OKpyXatoulelh cpeabl, B TOM
Hcre  TpeboBaHWs  6e30MacHOr0  YHUUTOXEHMA U
TUNusaumm. 3almTa oKpy>KatoLLel cpesbl

lce paboTbl MO MPOM3BOACTBY AO/MKHbI MPOBOAUTLCA B

CMeLLEeHMsX, 060pyA0BaHHbIX MECTHON MPUTOYHO-BbITSXKHOW
eHTUNAUMe. pMMEHEHMe  OTKPLITOTO OrHA B 3TUX
CMeLLeHmMsX 3anpewiaetcs. OxpaHa OKpy»KawLlleid cpefbl B
00TBETCTBUM c JeicTByoLWMMN CaHWTapHoO-
NMAEMMONOrMYECKMMU NpaBuiamn 1 Hopmamu. M3gennsa He
bIAENAT B OKPY)XAKOLLYH0 Cpeay TOKCMYHbIX BELLECTB U He

Ka3blBaloT pasapaXkatoLLero, CEHCUBUNU3UPYIOLLIETO
03[€eCTBMS Ha YenoBeKa.

)XpaHa  OKpy)alollei  cpegbl B COOTBETCTBMM €
eCTBYIOLLNMM CaHUTapHO-3NNAEMMNONOTMYECKNMM

paBufaMM WM HOpMamu  Npou3BoAWTENs.  3anpeLyaeTcs
e0praHn30BaHHOE CXWUraHWe ObIBLWIMX B YnNoTpe6aeHun
ofyleK. YTunuzauus u3genua [LO/KHa Npou3BOAUTLCS B
00TBETCTBMM  C  [EACTBYHOLIMM  3aKOHOAATE/IbCTBOM.
1cronb3oBaHHble  U3AeNUA  YTUNU3UPYIOTCA KAk  OTXOAbl
nacca A, o0co60oe BHUMaHWe Yy[enuTb  YTUAM3auuu
NeKTPUYECKMX KOMMOHEHTOB " aKKyMY/IATOPHO
aTapewn/6aTapeiiku. MynbCOKCMMETPbI Heo6x04MMO
KCMNyaTupoBaTb B COOTBETCTBMM C PYKOBOACTBOM MO
Kcnnyatauun. Tpeb6oBaHMA 6€30MacHOCTU K MCMONb30BaHMIO
NEeKTPUYECKMX KOMIMOHEHTOB n3genus [LO/MKHBI
ootBeTcTBOBaTL IEC 60601-1-6, IEC 60601-1-2, IEC 60601-
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immediately. If the pulseoxymetry device does not work
properly, contact the manufacturer or your service personnel.

2.4.1 Cleaning

Carrying out the following steps to clean the pulseoxymetry
device:

1 Without fail, turn offthe pulseoxymetry device.

2. Clean outside surface of the pulseoxymetry device with soft
cloth, soaked in detergent (“Lotus” type).

3. If necessary, wipe out the entire cleaning solution with dry
cloth after cleaning.
4. Dry the pulseoxymetry device in a ventilated and cool place.

2.4.2 Disinfection

The manufacturer recommends to disinfect the pulseoxymetry
device only in case of need. Before disinfection, clean the
pulseoxymetry device.

The recommended detergent is ethanol
recommended disinfection time is 300 minutes.
Note: never use ethylene oxide or formaldehyde for
disinfection.

(75%); the

Sterilization:
The device is not sterile.

2.5 Environmental

requirements of safe
Environmental protection
All production work should be carried out in the premises thal

are equipped with local supply and exhaust ventilation. The use
of open flame in these premises is prohibited. Environmenta
protection in accordance with applicable sanitary anc
epidemiological rules and standards. The devices do not emi
toxic substances into environment and do not have irritating
sensitizing effect on humans.

including  the
and  disposal.

requirements,
destruction

Environmental
sanitary and

protection in accordance with applicabl
epidemiological rules and standards o
manufacturer. Unorganized burning of used cushions i
prohibited. Disposal of device should be carried out i
accordance with applicable legislation.

Used devices should be disposed as Class A wastes, wit
particular attention to the disposal of electrical components an
accumulator battery. The pulseoxymetry devices should t
operated in accordance with operations manual.  Safel
requirements for the use of electrical components of the devic
should be comply with IEC 60601-1-6, IEC 60601-1-2, IE
60601-1.
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CPOKY CNy>K6bl

K TPaHCNOPTUPOBAHUIO U XPaHEHUIO
)T BCEMU BUAaMU TpaHcnopTa,
Mm:
or- 20°C go + 60°C
[10%- 95%
- KO60rMa
THTUIVPYEMOM MOMELLEHNN.
LIOPTUPOBKE  OyabTe  OCTOPOXKHbI:
NTPACKN
[NynbcoKcMETp HEO6X0AMMO B CYXOM MOMELLEHNN
rpatype ot 5 10 40 °C. Cpok XpaHeHus 12 mecaues ¢
>BJIeHNA.

n3berante

HTHAn3rotoBuTENA
YNIbCOKCUMETP  MPOU3BOAWUTENb AaéT rapaHTuio 12
IB Ha aKKYMynATOpHYylo Gartapeto - 6 Mecqaues C Aarbl
1, KOTOopas 6bITb yKazaHa B rapaHTUAHOM TasloHe,
Vel [ONroro CpoKa cnyXobl ABNSETCH ero npaBu/ibHOe
b3oBaHWe. B rapaHTuiiHOe 06CnyXuBaHWe He BXOAAT
3HT MOBPEXJEHHON MOBEPXHOCTU, MNOBPEXAEHWA W©3-3a
BUNbHOI 3KCNAyaTauumn nsgenms.
TTT HeAelCTBUTEbHA B ClyYasX:
D ywepb, MpUUYMHEHHbIA HenpaBu/bHbLIM 0bOpalleHreM BO
'PeVs TPAHCMOPTUPOBKM.
) nocnefytollee MoBpeXAeHWe, Bbl3BAHHOE HEMNpPaBWUIbHbIM
Cro/b30BaHWEM U 06CNYXMBAHUEM.
) ywiep6, NPUUYMHEHHbIA W3MEHEHWEM WM PEMOHTOM KeM-
160, He YNONHOMOYEHHbLIM MPOU3BOANTENEM.
) ywiep6, NPUUYNHEHHBIA HECYACTHBLIMMK CYYasMU.
) 3aMeHa WM ypaneHWe 3TUKETKW CepuiAHOro Homepa U
TUKETKWN NMPOU3BOACTBA.
XN n3genime, Ha KOTOPOe pacnpocTpaHsAeTcs HacTosLas
apaHTus, OyfeT npusHaH fe(eKTHbIM UK3-3a Ae(eKTHbIX
(aTepnanos, KOMMOHEHTOB WM U3rOTOBMEHUS, U rapaHTUiiHas
peTeHsns OyaeT npeabsBAeHAa B TeyeHue rapaHTUIAHOro
poka, Mpoun3BoAnTeNb WU YNOSTHOMOYEHHBIA MPeacTaBUTeNb
POV3BOAMTENS MO CBOEMY YCMOTPEHUIO OTPEMOHTUPYET WK
ameHUT gedeKTHYH YacTb(bl) 6ecniaTHo.

.9 OTBETCTBEHHOCTb

lecobntofeHre MyHKTOB PYKOBOACTBa MO 3KChayartauuu, a
aKKe NpoBedeHWe  PEMOHTHbIX  paboT fuuyamu  6es
0OTBETCTBYHOLLEN KBanmukauuu, B 0COBEHHOCTH
eXHUYECKMe W3MEHeHUs W [OYKOMMEKTOBKa 6e3 cornacus
a TO Mpou3BOAUTENS MOTYT MPUBECTU K OTMEHE rapaHTuu, a
aKXKe OTBETCTBEHHOCTM 3a MPOAYKUMIO.

. MapkupoBKa v ynakoBka u3fenus
1. OnncaHne mapkuposkn MU
1apkvpoBKa BbIMOMHEHA TUMNOrpapUUecKUM WM MevyaTHbIM
noco6oM Ha 6YMaXXHOM Sip/blKe, C YKa3aHWEeM:
HavMeHOBaHWe U3aenns;
0603HayveHe Moaenn usgenus;

HaMMeHOBaHVWe ¥ (MM) TOBapHbIA 3HaK MNpesnpuATUs-
3roToBUTENS;
afipec NpeanpusTUA-N3roTOBUTENS;
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2.6 Operating life data
3 years

2.7 Transportation and storage requirements

The devices should be transported by all means of transport
providing:

Temperature: from - 20°C to + 60°C.

Humidity: 10% - 95%.

Pressure; 700 - 1060 hPa.

In a well-ventilated premise.

Be careful, when transporting: avoid humidity and shaking.

It is necessary to store the pulseoxymetry device in a dr
premise at the temperature from 5 to 40 °C. Shelf life is i:
months from the date of manufacture.

2,8 Manufacturer's Warranty

The manufacturer gives 12-months warranty for pulseoxymetr
device, 6-month warranty for accumulator storage battery fror
the date of sale, which should be indicated on warranty card.
Correct use of device is warranty of its long service life
Warranty service does not cover the repair of a damage<
surface that is damaged due to improper use of the device.
Warranty is not valid in thefollowing cases:

a) damage, caused by improper handling during transportation.
b) subsequent damage, caused by improper use or maintenance
¢) damage, caused by a change or repair by someone, who doe
not authorized by the manufacturer.

d) damage, caused by accidents.
e) replacement or removal
production label.

If the product that is covered by this warranty is found to b
defective due to defective materials, components ¢
workmanship, and the warranty claim is submitted within th
warranty period, the Manufacturer or the authorize
representative of the manufacturer will repair or replace th
defective part (- s) free of charge, at its own convenience.

of serial number label an

2.9 Responsibility

Failure to comply with the paragraphs of the operatior
manual, as well as performing of repair work by persor
without relevant qualifications, in particular, technical change
and refitting, without the consent of the manufacturer to do i
may void the warranty, as well as responsibility for th
products.

3. Product labeling and packaging

3.1. MI marking description

The marking is done by typographic or printing method on
paper tag, with indication of:

- name of the product;

- product model designation;

- name and (or) trademark of the manufacturer;

- address of the manufacturer;

- serial number or lot;
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<g) UK NoT;
tory (apTukyn);

yaTauum n XpaHeHus;

FOHMS;

)paTuTeCb K WHCTPYKUUW MO NPUMEHEHUIO»;
[orconHeuHoro ceeTax;
«CTPaLMOHHOr0 YA0CTOBEPEHNS,
BK/IOYaeT B cebs MapkupoeKy no IEC 60601-1.

(ep nynbcoKOMmeTpa He NO3BONAET MPOBECTM
(PKMPOBKY M3[eNns, TO Ha MyNbCOKCUMETP LO/XKHa
‘eHa, NO KpaiiHei Mepe, cnefyrowwas MHGopMaLns:
roBUTENS;
)BbIA HOMep (Mn cumBon 3.16 mo 1SO 15223) wnn
(KaUMOHHbIA HOMep MapTum wnm cepun (UM CUMBON
/SO 15223) un
'BHMMaHWe, 03HaKOMbTeCb C COMPOBOAUTE/IbHLIMU
MK nnm o0603HavyeHne 1SO 7000-0434;
HbliA Homep (Mnm cumBon 3.16 no I1SO 15223) wnn
(VKAUMOHHbIA HOMEP MapTUU UAK cepumn (MU CUMBON
i1ISO 15223);
rOVMHSEMblE [aTUMKW  OO/MKHbI UMETb MapKMpPOBKY B
HOMepa TuMa M Homepa naptum (unm cumson 3.14 no
f15223) nnn cepuiiHblii Homep (unn cumson 3.16 no 1SO
33, HaAHeCeHHbIX Ha HWX WM Ha YMNaKOBKY, €cnn OHa
resi;
(noBTOpHO  06paboTaHHble  AaTYMKK
VhHbl UMETB TaKyHo Xe MapKupoBKY.

My/IbCOKCUMETPOB

robpakaemble 3Ha4eHUS

NoHHTOp nynbCcoKcMMEeTpa AO/MKEH MOKa3blBaTb 3HAYEHMS

)YHKUMOH&/IbHOrO  HacblWweHna  kucnopogom  SPO2 B
poueHTax W WMeTb Mapkuposky % SPO2 wam SPO2
OTobpaxeHne Ha [AMCMAee  YacToTbl  Nyfbca  JO/MKHO

blpaaTbCs B eAUHMLAX 06paTHbIX MUHYT (1/MWH), HanpymMep
yNbC/MUH. Bce ocCTanbHble M3MEpeHHbIe 3HaYeHWs cnepyeT
603Ha4YaTb COOTBETCTBYIOLLMMUN efNHULAMM.

[e ucnonb3oBaTb NOBTOPHO

Jem  paTuMk  He  npefycMOTpeH AN MOBTOPHOrO
CMo/Mb30BaHMsl, TO YMaKOBKa WK CaM AaTUMK A0/MKHbI UMETb
(ApKMPOBKY C YyKasaHMEM, 4TO AaTuyMK My/fbCOKCMMETPA He
OANEXWUT MOBTOPHOMY WCMO/b30BaHNIO, WM UMETb CUMBO
2 no 1ISO 15223-1.

NT AaTunuK NynbCOKCMMETpPa MnpefHa3HayeH TOMbKO Ans
AHOTO MauyeHTa, YNakoBKAa WM [aTuyMK [OMKHbI MMETb
(APKMpOBKY C YyKazaHWeM, 4TO [aTuMK npejHasHauyeH AN
[HOrO0 MnavmeHTa.

awm, rae TpebyeTcs, AO/MKEH ObITb yKaszaH NpefefibHblA CPoK
€30MacHoi akcnayatauum ¢ cumeonom 3.12 no 1ISO 15223-1.
(ata pomkHa BKAWYaTb B cebs  YeTbipe uudpbl  Ana
603HayeHns roga u ase uMdpsbl 4N 0603HaYeHMs Mecsaua, a
enn HeobXo4MMO, elle ABe UMGPbl AN 0603HAYEHUs AHS.
(ata fo/MKHa 6bITb YKa3aHa psgoM C CMMBOJIOM.
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- catalog number (article);

- operating and storage conditions;

- date of manufacture;

- the symbols: "Refer to the usage instruction”; "Protect against
sunlight";

- registration certificate number;

Marking includes the marking according to IEC 60601-1.

If the size of the pulseoxymetry device does not allow to carry
out complete marking of the product, then, at least, the
following information should be applied to the pulseoxymetry
device:

- name of the manufacturer;

- serial number (or symbol 3.16 according to ISO 15223) or
batch or series identification number (or symbol 3.14 according
to 1ISO 15223) and

- the words: "Attention, take a look at accompanying
documents" or ISO 7000-0434 designation;

- the serial number (or symbol 3.16 according to 1SO 15223) or
the identification number of a batch or series (or symbol 3.14
according to 1SO 15223);

- detachable sensors should be marked in the form of a type
number and a batch number (or symbol 3.14 according to I1ISO
15223) or a serial number (or symbol 3.16 according to ISO
15223) that are affixed to them or to the packaging, ifany;

- postprocessed pulseoxymetry device sensors should have the
same marking.

Displayed values

The pulseoxymetry device monitor should display the values of
functional oxygen saturation SPO2 in percentas and have
marking: % SPO2or SPO2 The display image of the heart rate
should be expressed in inverse minutes units (1/min), for
example, heart rate/min. All other measured values should be
indicated with the appropriate units.

Do not reuse

If the sensor is not intended for reuse, then packaging or sensor
itself should have marking with an indication that the
pulseoxymetry device sensor should not be reused, or the one
should have a symbol 3.2 according to 1SO 15223-1.

If the pulseoxymetry device sensor is intended for one patient
only, package or sensor should have marking, indicating that
the sensor is intended for one patient.

Where required, the safe operating deadline should be indicated
with the symbol 3.12 according to ISO 15223-1. The date
should include four digits to indicate the year and two digits to
indicate the month, as welt as, if necessary, additional two
digits in order to indicate the day. The date should be indicated
next to the symbol.
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IOKCMMETPa W €ro 4actm [AO0JDKHbI ObITb

[0 nx npaBnILHOTO PacnonoXeHus.

- JlonyckaeTca HaHOCWUTb Ha MapKUPOBKY
CUMBOJIbI U PUCYHKMU, MOSACHAKOLWMNE YCNOBUS
BviA, x ytunmsaguio n T.n. no 1ISO 15223-1..

(a7 MapK1poBKa BK/OYAET B CebA:
e Mofenu n3genus;
)BaHue M (MnM) TOBAPHbIA 3HAaK NpeanpusATUS-
=
:ANPUATUSA-N3rOTOBUTENS;
rOBJIeHUS;
«O6paTuUTeCh K MHCTPYKLUUN MO NMPUMEHEHMUIO» MO

223-1;

)BKa TPaHCMOPTHOW Tapbl JO/HKHA NPOWU3BOANTLCA C
I6M MaHUMNYNAUMOHHLIX 3HAKOB «bepeyb OT Bnaru»,
coe. OCTOPOXKHO».

'O noTpebuTenbCKyt YMakoBKY AO/MKHO ObiTb

reHo PyKOBO/CTBO MO 3KCM/yaTauum.
(‘ckaetca ncnonb3oBatb Apyrve cumeosbl no SO 15223-

j OnncaHmne cMMBO/I0B, HAHECEHHbIX Ha MapKUPOBKY

Jata n3rotosneHus

3rotoBuTenb

OcTopoxkHo! O6paTUTeCh K MHCTPYKLUK
. CepuiiHblii HOMEp

H Pabouas yactb BF

He npeaHasHayveH 4na HenpepbIBHOr0O MOHUTOPUHTra

IP 21 CTteneHb 3awnTbl, 06ecneymBaeMble 060/104KaMm
Koz 1P)

CUMBO/ YKa3blBaeT Ha TO, YTO YCTPOMNCTBO AOMKHO
bITb OTNPAB/IEHO B CMELMa/IbHbIE YUPEXAEHNS B
OOTBETCTBUW C MECTHbIMW MpaBuiaMm 418 pasLebHoro
60opa No UCTeYEHUN CPOKa ero Cnyxo6bl.

f

J bepeyb OT Bnaru

Xpynkoe

C€ CooTBeTcTBYET AupekTuee EC

.3 MNpouecc ynakoBKU M3genuns

1yNbCOKCUMETPbLI CO BCEMM COCTaBASAKLMUMU YMakoBaHbl B
O/IN3TU/IEHOBLIA Make3 3aTeM B KapTOHHYK KOPOOKY,
6ecrneynBaroLLy0 COXPaHHOCTb MPOLYKLMM.

'a3mMep yNakoBKU:

00*370*240Mmm; 440*350*%270MM; 510%430*230 MM.
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The pulseoxymetry device monitor and its parts should be
marked for their proper location.

Note - It is allowed to put on the marking both graphic symbols
and pictures, explaining the storage conditions of products,
their disposal, etc. according to ISO 15223-1.

The shipping marking includes the following:

- product model designation;

- name and (or) trademark of the manufacturer;

- address of the manufacturer;

- date of manufacture;

- “Refer to the usage instruction” symbols according to I1SO
15223-1;

Marking of transportation packing should be carried out with
indication of the following handling marks: “Keep away from
moisture”, “Fragile. Caution”.

Each consumer package should include operations manual.
Other symbols are allowed to use according to 1ISO 15223-1.

3.2 Description of symbols that are put on the marking

&

Manufacturer

Date of manufacture

A Caution! Refer to the instructions.

] Serial number

BF applied part

Not intended for continuous monitoring.
IP 21 Degree of protection provided by the shells (IP code)

The symbol indicates that the device should be sent to

special facilities, according to the local regulations for separate
collection at the end of its useful life.

m~ Fragile
Keep dry
C€It complies with EU Directive
3.3 Product packaging process
The pulseoxymetry devices are packed in polyethylene bag,

then in a cardboard box, ensuring products safety.

Package size:
400*370*240 mm;440*350*270mm;510*430*230mm.
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M3roTosneHune
OMbITHOTO
obpasua/
Prototype
model
production

KoHTposb 1

BHeLpeHMe B

NpPOW3BOACTBO
/ Control and
commissioning

"an npoekTupoBaHusa n3genus / Cushions’ design device

| Mpon3BOACTBEHHbIN npotiecc
jCibcoKCHVEOB BKHOYaeT B cebs:
NrOTOBKA MCXOAHBIX CblpbA M MATEPUaOB;
[ Bepka marepunanos;
.'6opKa npogyKuuu;
OcMOTp 1 UCMbITaHWUA MPOAYKLUN;
OCMOTP Mepef NOCTaBKOW;
YNaKoBKa.

nonyyeHus

Tabnuua cooTBETCTBUA CYLLLECTBEHHbIM NPUHLMNAM
1 MepeyeHb NPUMEHAEMbIX HaLMOHaNbHbIX "
MexayHapoAHbIX — CTaHZapToB € Lenbid  obecrieyeHuns
6e3omnacHOCTW, 3(MMEKTUBHOCTU U KayecTBa MeAMLMHCKOro
638enma - (MMHUMaNbLHOe TpeboBaHue)
I« Cwucrtema ¥YnpasneHua Kavyectsom EN ISO 13485
¢ Cucrema Kayectsa [lpunoxeHue Il - wucknoyas
Pasgen 4 AupekTusbl coBeTa 93/42/EEC
o [lpuMeHeHWe MeHeIKMeHTa pUCKa Ha MeaWLMHCKWe
nsgenusa FOCT ISO 14971:2019

2. MexxayHapofHble CTaHAapThI

30 14971:2019 YcTpoicTBa MeLULMHCKME.
npasfneHUs  puckamnm K  MeLULMHCKUM
bmeHeHue 1. O60cHOBaHMe TpeboBaHWI

IN ISO 13485:2016 MeguumHckue wusgenma - CuUcTeMmbl
npasfeHns Ka4yecTBOM. TpeboBaHWS K HOPMATUBHbLIM LieNsmM
EC 60529:2013 CreneHn 3alWuTbl, o0b6ecrneymBaemble
6onoukamm (kog IP)

EC 60601-1:2012 W3pgenua MeAUUWHCKME 3NEKTPUYECKME,
[acTb 1. O6uwme TpeboBaHMs 6e30NacHOCTU

EC 60601-1-2:2014 MefuWLMHCKME 3NEKTPUYECKNE U3LENNS,
[acTb 1-2. O6uwme TpeboBaHNA K OCHOBHOWM 6e30MacHOCTU ”
CHOBHbIM (hYHKLMOHANBbHbIM XapaKTepucTmKam.
lapannenbHblit CTaHzapT. AneKTpomMarHuTHas
OBMECTUMOCTb. Tpe60oBaHNsA 1 UCMbITAHNS

EC 60601-1-6: 2013 N3genna mMeAUUNHCKME 3NEKTPUYECKUE.
lactb 1-6. O6uwwme TpeboBaHWA 6€30MaCHOCTN C YYeTOM

lMprvMmeHeHwne
YCTpOiCcTBaM.

CHOBHbIX (PYHKLMOHA/TbHbIX XapaKTePUCTUK,
(onoNHUTENbHbIN CTaHAaprT. JKcnyaTtalMoHHas
PUrOAHOCTb

SO  10993-1:2018 W3penua  meguumHckme.  OLueHKa

MONOrMYECKOro AeACTBMA MeAUUMHCKMX n3genuii. Yactb L
JUeHKa 1 uccnenoBaHus
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4.3 Manufacturing process of pulseoxymetry devices
production

Prepare all the material; inspect the material; arrange the
production; producing inspection ; inspection before delivery;
packing.

5. Significant principles correspondence table

5.1. The list of applicable national and international standards
for the purpose to ensure safety, effectiveness and quality of a
medical device - (minimal requirement)

¢ Quality management system EN 1SO 13485

e Quality System Annex Il - excluding Section 4 of
Council Directive 93/42 / EEC

e Application of risk management to medical devices
GOST I1SO 14971:2019

5.2. International standards

ISO 14971:2019 Medical devices. Application of risk
management to medical devices. Amendment 1. Validation of
requirements

EN ISO 13485: 2016 Medical devices - Quality Management
Systems. Normative Goals Requirements

IEC 60529: 2013 Degrees of protection,
enclosures (IP code)

IEC 60601-1: 2012 Medical electrical equipment Part 1
General safety requirements

IEC 60601-1-2: 2014 Medical electrical equipment. Part 1-2.
General requirements to both basic safety and basic functional
characteristics. Parallel standard. Electromagnetic
compatibility Requirements and Tests.

provided by

IEC 60601-1-6: 2013 Medical electrical equipment Part 1-6.
General safety requirements, taking into account the basic
functional characteristics. Supplementary standard.
Serviceability

ISO 10993-1: 2018 Medical devices. Assessment of the
biological effects of medical devices. Part 1 Assessment and
researches
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~;2017 MeauumHCKoe 3nekTpoobopyaoBaHme-
jobbie TpeboBaHMs K 6a30BOV 6e30MacHOCTM K
XapakTepucTmKam MYNbCOKCUMETPUYUECKOTO

/31:2008 Basic environmental testing procedures
rests - Test Ed: Free fall (McnbitaHus - Ha
t BHewHMX akTopoB. YacTb 2. WcnbiTaHus.
/Ed: CBO60OAHOE NafeHue)
2-64:2008 Environmental testing - Part 2: Test
Test Fh: Vibration, broad-band random (digital
id guidance (McnbiTaHna Ha BO3AECTBME BHELLHUX
L Yacte 2. WcnbitaHus.  WcnbiTaHne  Fh:
nomnocHass  cnyvaiiHas BUOGpauus (undposoe
Ane)n pyKOBOACTBO)
/(HO-4-2:2008 Electromagnetic compatibility (EMC) -
i Testing and measuring techniques - Electrostatic
ge immunity tesFOCT ISO 9919-2011 W3pgenus
SHCKME  3MIEKTPUYECKNE. YacTHble  TpeboBaHuA
IOHOCTM W OCHOBHble XapaKTEPUCTUKU  MYy/bCOBbIX
BETPOB (DneKTpomarHuTHas coBMecTUMocTb (3MC).
B4-2. MeToAMKN N3MePeHUIA 1 UCMbITaHUA. cnbiTaHue
CBOCMPUUMUMBOCTL K 3N1EKTPOCTATUYECKOMY Pa3psaLy)

MepeyeHb cepTU(MKATOB, [AeKnapauuii COOTBETCTBMS
LLIOHA/IbHBIMU MeXAYHapoAHbIM CTaHZapTam
Actema YnpasneHusa Kavyectsom EN I1SO 13485:2016
ncrema Kauyectsa lNMpunoxeHue Il - ucknwovaa Pasgen 4
.mpekTvBbl coBeTa 93/42/EEC
M JlekapCTBEHHbIX CpeAcTB, BXOAAWUX B COCTaB
>KYNbCOKCUMETPOB HET.
[ .YNONHOMOYeHHbIV NpeacTaBuTeNlb NponsBoauTens B PO

| HammeHoBaHWe, agpec, TenedoH, nNouTa)

] HOLWECTBO C OrpaHnyYeHHOl 0TBeTCTBEHHOCTHI0 "Camen"

I )p.agpec P®, 107497, r.Mocksa, BH. Tep. I.

| {ynnumnanshbiii okpyr MonbsHoBO, L. LLLénkoBcKoe, 4. 79, K
, kB. 444, xomn. |
renedpoH:A7 499 161 77 54
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ISO 80601-2-61: 2017 Medical electrical equipment - part 2-
61: special requirements for basic safety and basic
characteristics of pulse oximeter equipment.

IEC 60068-2-31: 2008 Basic environmental testing procedures
- Part 2: Tests - Test Ed: Free fall (Tests for environmental
effect. Part 2. Tests. Test Ed: Free fall).

IEC 60068-2-64: 2008 Environmental testing - Part 2. Test
methods - Test Fh: Vibration, broad-band random (digital
control) and guidance (Tests for environmental effect). Part 2.
Tests. The Fh: Broadband random vibration (digital control)
and manual).

IEC 61000-4-2: 2008 Electromagnetic compatibility (EMC) -
Part 4-2: Testing and measuring techniques - Electrostatic
discharge immunity test GOST ISO 9919-2011 Medical
electrical equipment. Particular safety requirements and basic
characteristics  of  pulse  oximeters  (Electromagnetic
compatibility (EMC). Part 4-2. Methods of measurements and
tests. Electrostatic discharge immunity test).

5.4. The list of certificates, declarations of conformity with
national, international standards

 Quality Management System EN ISO 13485: 2016
 Quality System Appendix Il - excluding Section 4 of Council
Directive 93/42 | EEC

6. There are no medicinal products, that are used in
construction of pulseoxymetry devices.

7. Authorized representative of the manufacturer in the
Russian Federation (name, address, phone, mail)

Limited Liability Company "Samed"

registered address: RF, 107497, Moscow, Ext. ter. g.
Golyanovo Municipal District, Shchelkovskoe sh., 79, room 1,
sg. 444, room 1

Phone: +7 499161 77 54
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MepeBoA C aHIMIACKOTO f3blKa U KW TaRCKOro A3biKa Ha PyCCKMit A3bIK

CEPTUDPUKAT

Norotun: Kntacknin KOMUTET COAEACTBUA Pa3BUTUIO MeXAYHapO4HO TOPros/u

KuTaiickuidi KOMUTET COfE/CTBIS PasBUTMIO MEX[yHapOAHOI TOproB/v — MexkayHapofHasi Toprosasi nanara Kutas
& 000 LIPMU @] INFO@CIRMI.RU @& WWW.GOSZDRAVNADZOR.RU



ATaTdN KDVTET QO CTE/H PEEBETING VEKIVHEOOQHO TOQarce M
NMexmyHapQHea TOoarcead rey ena KraA

CEPTUNPUKAT

Ne21M00B0/062219

HACTOAWUMM YOOCTOBEPAETCH, 4YTO neyatb kKomnaHunm «LBAHCY

KOHCYH BUWO-MEAUWKAN CAWEHC 3H[A TEKHONOOKWN KO. NTA.»
(JIANGSU KONSUNG BIO-MEDICAL AND TECHNOLOGY CO., LTD.) Ha
npunaraemom [JOKyMeHTe ABNAETCA NMOA/MHHON

KUTA/ICKN KOMTET COOE/CTBV/A PASBATI0 MEXOYHAPOOHON
TOPTI OB/ M/ MEXOYHAPOOHASA TOPTOBRAA MAVIATA KUTAA

KATa i Ko mer Gy acms A
PEERTTIIO MeIWVHEOQHOA T M

/Kpyrnaa nevats: MEYATb A1 KOMMEPYECKUX CEPTU®UKATOB

*KNTAMCKUN KOMUTET
COAENCTBUA PA3BUTUIO MEXAYHAPOAHOW TOPrOB/N!

/Moanuce/
Moanncb YNONMHOMOYEHHOTO NiMua:
CyHb L3a (Sun Jia)
(Oata: 18 okTAb6ps 2022 r.)

[Kpyrnas neyats: MEYATb 419 KOMMEPYECKUX CEPTU®VKATOB
*KUTANCKUM KOMUTET

COAEVNCTBUSA PA3BUTUIO MEXJYHAPOJHOW TOPIOB/N!

Beb6-caliT gns npoBepku cepTudukara: http://www.rzccpit.com/validate.html
& 000 LPMU @] INFO@CIRMI.RU @& WWW.G0SZDRAVNADZOR.RU



€TEKCT Ha PYCCKOM A3bIKE

42yrnas nevatb: «L|3AHCY KOHCYH BUO-MEAVKAN CAVMEHC 3HA

YEKHONMOAOXW KO. NTA4.» (JIANGSU KONSUNG BIO-MEDICAL AND
Technology co., 1td.)*321lsisoi5196/

U3AHCY KOHCYH BNUO-MEANKAN CAVEHC 3HO TEKHONOAX W KO.

NTA.» JIANGSU KONSUNG BIO-MEDICAL AND TECHNOLOGY CO.,
LTD.)

/Mopnuce/
(BaH Lan (Wang Qiang))
18 okTa6psa 2022 T.

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



HEDEBOAAaHHOFO TEKCTa BbIMNOJ/IHEH MEPEBOAYNKOM 5yLU€HKOBbIM ViBaHOM BuTtasibeBUYEM.

Poccuiickaa Pegepauus
"opos MockBa
Bocbmoro gekabps ase ThicA4M ABaALAaTL BTOPOro roja

A, FOpakoBa [dunaHa LLIeBKeTOBHa, BPEMEHHO UCMOMHAKOLWAA 0653aHHOCTM HOTapuyca ropoga Mocks
Kopcuk Mapumn AnekcaHgpoBHbI, CBUAETENLCTBYIO MOA/MHHOCTL NOAMNUCK MepeBojunKka bylleHKoB aHa

BurtanbeBuya.
Mognuce chenaHa B MOEM MPUCYTCTBUMW.

JIn4HOCTb NognucasLIero JOKYMeHT yCTaHo M Ha.
) N N

3apeructpupoBaHo B peectpe: Ne 77/213  gM\7-2022-
YnnayeHo 3a COBepLLEHNe HOTapuanbHoe — aeicTens: 400 py6. 00 Kon.

A. L. KOpakosg>' W.

Bcero npowHypoBaHo, MPOHYMepPOBaHO
1 cKpenneHo neyvatbto 41 nuct(a)(oB)

BPWVO HoTapuyca

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



