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[lononHeHne K MHCTPYKUUK no akcnayartauuy Ne M959236A002 / Appendix to Instruction for Use Ne M959236A002
KaHtonm BeHO3HbIE /1 MCKYCCTBEHHOIO KpoBOoO6GpallleHNs, BapuaHTbl ncnonHenns / Cannulas venous for artificial circulation, variants of execution

1 HavumeHOBaH KaHionu BeHO3Hble 151 UCKYCCTBEHHONO KPOBOOGPALLEHMS, BapuaHTbI

me

MEAULIMHCKOTO  ncnonHeHuA: (danee - meanunHckoe nsgenve, MW):

nspenus/ Name of 1 KaHions BeHo3Has ofHocTyneHuyatas DLP ¢ 30HOi coeguHeHus 0,64 cm,

medical device

aheKTMBHAsA ANnHa 24 - 24,2 cM, Hapy>XKHbIin anameTp: 12 Fr (4 mm), 14
Ft (4,7 mm), 16 Fr (5,3 MM) B cocTaBe:

KaHtons BeHo3Hasi oaHocTyneHYaTas DLP ¢ 30HOW coeauHeHns 0,64 cwm,
apheKTUBHAA A/IMHA 24 - 24,2 cM, HapyXHbIin guaveTp: 12 Fr (4 mw), 14
Fr (4,7 mm), 16 Fr (5,3 Mw);

JKcn/yaTalMoHHas JOKYMeHTaLus.

KaHtons BeHo3Has ofgHocTyneHyaTas DLP c 30HOI coeguHeHus 0,64 -
0,95 cm, ahpekTMBHas AnvHa 24 - 24,2 cM, HapyXXHbIiA anameTtp: 18 Fr (6
Mwm), 20 Fr (6,7 mm), 22 Fr (7,3 Mm), 24 Fr (8 mm) B cocTaBe:

KaHtons BeHo3Hast ogHocTyneHyaTas DLP ¢ 30HOl coeanHeHus 0,64 -
0,95 cm, aththeKTnBHAS ANnHA 24 - 24,2 M, HapyXHbIA guameTtp: 18 Fr (6
MM), 20 Fr (6,7 mm), 22 Fr (7,3 Mm), 24 Fr (8 Mwm);

JkcnnyataumMoHHas JOKYMeHTauus.

KaHtons BeHo3Hast ogHocTyneH4YaTasds DLP ¢ 30Hoi coeamHeHunst 0,95 cm.
aptheKTMBHAA AMHa 23,6 - 24 cM, HapyXHbIi guaveTp: 26 Fr (8,7 mm),
28 Fr (9,3 mm), 30 Fr (10 mm), 32 Fr (10,7 mm), 34 Fr (11,3 mm), 36 Fr (12
MM) B COCTaBe:

KaHtons BeHo3Has ofgHocTyneHyaTtas DLP c 30HoI coeguHeHms 0,95 cwm.
aphekTVBHAA AnnHa 23,6 - 24 cM, HapyXHbIil anameTp: 26 Fr (8,7 Mm).
28 )Fr (9,3 mm), 30 Fr (10 mm), 32 Fr (10,7 mm), 34 Fr (11,3 mm), 36 Fr (12
MM);
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Cannulas venous for artificial circulation, variants of
execution: (Further - medical product, MD):

1 Cannula venous single-stage DLP with a connection
zone of 0.64 cm, effective length of 24 - 24.2 cm, outer
diameter: 12 Fr (4 mm), 14 Fr (4.7 mm), 16 Fr (5.3 mm)
consisting of:

- Cannula venous single-stage DLP with a connection zone
of 0.64 cm, effective length of 24 - 24.2 cm, outer
diameter: 12Fr(4mm), 14 Fr (4.7 mm), 16 Fr (5.3 mm);

- Operating documentation.

2. Cannula venous single-stage DLP with a connection
zone of 0.64 to 0.95 cm, effective length of 24 - 24.2 cm.
external diameter: 18 Fr (6 mm), 20 Fr (6.7 mm), 22 Fr
(7.3 mm), 24 Fr (8 mm) consisting of:

- Cannula venous single-stage DLP with a connection zone
of 0.64 to 0.95 cm, effective length of 24 - 24.2 cm,
external diameter: 18 Fr (6 mm), 20 Fr (6.7 mm), 22 Fr
(7.3 mm), 24 Fr (8 mm);

- Operating documentation.

3. Cannula venous single-stage DLP with a connection
zone 0.95 cm, effective length of 23.6 - 24 cm, outer
diameter: 26 Fr (8.7 mm), 28 Fr (9.3 mm), 30 Fr (10 mm).
32 Fr (10.7 mm). 34 Fr (11.3 mm), 36 Fr (12 mm)
consisting of:
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9. Inacruyneit Hakonegnwxk w3 TBX ¢ HECKOABLKAMY HOpTaMu

9. PVC multiport malleable tip

10, {TpAMOYTOabHBIN METAINTHNCCKHHY HAKORETHHK C NMATHM OTBEPCTHEM

10. Right angle metal tip with fifth hole

11. BoxoBBIE NOPTH

11. Side ports
12. MaHxeTa 12, Cuff
13. Knanawnniii 6ok 13. Valve assembly
14. Konycruii Haxoneanuk Jlioapa 14. Slip Luer
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5. OnwucaHue 3aBMCUMOCTb Mepenaa AasneHrs OT CKOPOCTY MOTOKA [/11 KaHH/b BEHO3HbIX 0gHoCTyneH4YatbiX DLP/ Dependence of pressure drop on

COCTaBHbIX YacTeli flow velocity for carmulae of venous single-stage DLP
(ysnos) 0/utocTy?toHYaTble BN HO3HbIE KaHom EXP
MeAMLMHCKOro 100
V|3,U.ef|ﬂ (an 12F»If UFrJ le IBF! J;Zl 1y
Hannuun)/ i1 }l

L 0
Description of the L A I SSFr
components o
(units) of medical B S R Ve
device (if "

. 40
applicable)

20 |f/
2 3 4 5

cKopocTb notoka Bn/muH

2 3 4 5

CKOPOCTb NOTOKa a1/ KLUH
ONA KoHHekTopa 3/8” {0.95 cm)

OpHocTyneH4YaTble BeHO3HbIe KaHioin DLP Single-stage venous cannula DLP

ana KOHHEKTOpa 3/8" (0,95 cwm) For the connector 3/8 "(0.95 cm)

3afasaemblii napameTp/ The parameter to set CkopocTb noTtoka (n/mmH Bogpl)/ Flow rate (L/min of
water)

W3meHstowpiica napametp/ Changing parameter Mepenag aaeneHus (Mm pt. cT.) (MM pT. cT.)/ Pressure
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NEPRNAA ARBARINN



TIpMMesanne. CKOPOCT: NATOKA MIMCINACH NPH BLIMPAMIEHHOA KAHIONE, HINEHEHHE DPOPMEL KAHIONK NORIEHET MIMCHEHHN B CROPOCTH
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KaHtons BeHo3Hast ogHocTyneHuatast DLP ¢ 30Hol coeamHeHns 0,64 cm, pasvepbl 5,3
53 mm / Cannula venous single-stage DLP with a connection zone of 0.64 cm,
sizes 5.3 mm
TonwwmHa o6mMoTkK, Mv/ Winding thickness, mm 05
2. KaHtona BeHo3Has ofHocTyrneHyatas DLP ¢ 30Hoii coeguHeHns 0,64 - 0,95 cm, 2. Cannula venous single-stage DLP with a
ahpeKTMBHAA AnmHa 24 - 24,2 cM, HapyXHbIli gnametp: 18 Fr (6 mm). 20 Fr  connection zone of 0.64 to 0.95 cm, effective
{6,7 mm), 22 Fr (7,3 mm), 24 Fr (8 Mm) B cocTase: length of 24 - 24.2 cm, external diameter: 18 Fr (6
- KaHtona BeHo3Has ogHocTyneHyatast DLP ¢ 30Hol coeguHeHuns 0,64 - 0,95 cm, mm), 20 Fr (6.7 mm), 22 Fr (7.3 mm), 24 Fr (8
athheKTUBHAA AMHa 24 —24,2 cM, HapyXHbIi avameTp: 18 Fr (6 mm), 20 Fr - mm) consisting of:
(6,7 mm), 22 Fr (7,3 mm), 24 Fr (8 mwm); - Cannula venous single-stage DLP with a
JKcnnyaTauyoHHas JOKyMeHTaLus. connection zone of 0.64 to 0.95 cm, effective
length of 24 - 24.2 cm, external diameter 18 Fr (6
mm), 20 Fr (6.7 mm), 22 Fr (7.3 mm), 24 Fr (8
mm);
- Operating documentation.
Mpumep cneumndukaLmmn meamumHekoro mnagenns/ Example of a medical device specification

HapyxHbliin gnameTp (PpaHuysckas wkana), mm (Fr.)/ Outer diameter (French size), mm (Fr.)

KaHtona BeHo3Has ofHocTyneHuarasd DLP ¢ 30Hoi coeguHeHns 0,64 - 0,95 cM,  MuHuManbHoe 3HaueHme / Minimal 6,0 (18)
pasvepbl 6,0 mm / Cannula venous single-stage DLP with a connection zone of - \akcumanbHoe sHadeve / Maximal 6,2 (18)
0.64 t0 0.95 cm, sizes 6.0 mm

KaHtons BeHosHas ogHocTyneHuyatast DLP ¢ 3oHol coefuHenuns 0,64 - 0,95 cM,  MuHumanbHoe 3HadeHve / Minimal 6,7 (20)
pasmepbl 6,7 mm / Cannula venous single-stage DLP with a connection zone of  \jakcymanbHoe 3HaueHme / Maximal 6,9 (20)
0.64 to 0.95 cm, sizes 6.7 mm

KaHtons BeHo3Has ogHocTyrneHyatas DLP ¢ 30Hol coeguHeHus 0,64 - 0,95 ¢M, MuHumanbHoe 3HadeHue / Minimal 7,3 (22)
pasvep 7,3 mm / Cannula venous single-stage DLP with a connection zone 0f 0.64  \jakcimansHoe 3Hauerme / Maximal 7,6 (22)
t0 0.95 cm, sizes 7.3 mm

KaHtons BeHo3Has ofHocTyneHuvatas DLP ¢ 30Hoi coeguHeHus 0,64 - 0,95 cM,  MuHumanbHoe 3HaueHue / Minimal 8,0 (24)
pasmepbl 8,0 mm / Cannula venous single-stage DLP with a connection zone of  MaxcumanbHoe sHaueHve / Maximal 8,3 (24)

0.64 to 0.95 cm, sizes 8.0 mm
BHyTpeHHWIA anameTp, MM/ Inner diameter, mm
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0.64 to 0.95 cm, sizes 7.3 mm

KaHlons BeHO3Had ofgHocTyneH4yaTad DLP c¢ 30HOl coeguHeHuns 0,64 - 0,95 cm, 24
pasmepbl 8,0 mm / Cannula venous single-stage DLP with a connection zone of
0.64 to 0.95 cm, sizes 8.0 mm

OvameTp nposonoku, Mm/ The diameter of the wire, mm

KaHtons BeHO3Hasi ogHocTyneHuatas DLP ¢ 30Hoi coeamHeHuns 0,64 - 0,95 cwm,
pa3mepbl 6,0 MM / Cannula venous single-stage DLP with a connection zone of
0.64 t0 0.95 cm, sizes 6.0 mm
KaHtona BeHo3Has ogHocTyrneHuatas DLP ¢ 30HOi coeauHeHus 0,64 - 0,95 cMm, 6,7
pasmMepbl 6,7 mMm / Cannula venous single-stage DLP with a connection zone of
0.64 t0 0.95 cm, sizes 6.7 mm
KaHtonst BeHO3Has ofHocTyneH4aTast DLP ¢ 30HOW coeauHeHus 0,64 - 0,95 cm, 7,3
pasvepbl 7,3 MM / Cannula venous single-stage DLP with a connection zone of
0.64 t0 0.95 cm, sizes 7.3 mm
KaHtons BeHo3Hasi ogHocTyrneHuaTtas DLP ¢ 30Hoi coeamHeHus 0,64 - 0,95 cwm,
pa3vepbl 8,0 MM / Cannula venous single-stage DLP with a connection zone of
0.64 to 0.95 cm, sizes 8.0 mm
TonwwmHa o6moTky, MM/ Winding thickness, mm 05
3. KaHtons BeHo3Hast ogHocTyrneHyatas DLP c 3o0Hoin coeamHeHws 0,95 cM, 3. Cannula venous single-stage DLP with a
atpcpeKTUBHAA JmHa 23,6 - 24 cM, HapyXKHbIiA avameTp: 26 Fr (8,7 Mm), 28 Fr  connection zone 0.95 cm, effective length of 23.6
(9,3 mm), 30 Fr (10 mm), 32 Fr (10,7 mwm), 34 Fr (11,3 mm), 36 Fr (12 mm) B - 24 cm, outer diameter: 26 Fr (8.7 mm). 28 Fr
CocTase: (9.3 mm), 30 Fr (10 mm), 32 Fr (10.7 mm), 34 Fr
- KaHiona BeHosHast ogHocTyneHuatas DLP ¢ 3oHoi coeguHerna 0,95 cm, (11.3 mm), 36 Fr (12 mm) consisting of:
athdpeTVBHAA LyinHA 23,6 - 24 oM, HapyxHEEW anavetp: 26 Fr (8,7 mm), 28 Fr - Cannula venous single-stage DLP with a
(9,3 mw), 30 Fr(10 mm), 32 Fr (10,7 mwm), 34 Fr (11,3 mm), 36 Fr (12 mMm); connection zone 0.95 cm, effective length of 23.6
SKcnnyaraumoHHas JOKYMEHTaLMS. - 24 cm, outer diameter: 26 Fr (8.7 mm), 28 Fr
(9.3 mm), 30 Fr (10 mm), 32 Fr (10.7 mm), 34 Fr
(11.3 mm), 36 Fr (12 mm);
- Operating documentation.
Mpumep crieymdmkaumm meamumHekoro msgenus/ Example ofa medical device specification
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TonwunHa o6moTkm, mm/ Winding thickness, mm 0,5

4. KaHions BeHO3Hasi ofHocTyneHdatan DLP ¢ 30HOW coeguHeHust 1,27 cM, 4, Cannula venous single-stage DLP with a
a(hheKTVBHAA AnnHa 23,4 - 23,6 CM, HapyHbIiA avameTp: 36 Fr (12 mm), 40 Fr - connection zone of 1.27 cm, effective length of
(13,3 mw) B cocTage: 23.4 - 23.6 cm, external diameter: 36 Fr (12 mm).

- KaHtona BeHosHad opHocTyneHyatad DLP c 30HoM coefguHeHust 1,27 cm, 40 Fr(13.3 mm) consisting of:
a(hheKTVBHasA J/MHa 23,4 - 23,6 M, HapyXXHbIiA amameTp: 36 Fr (12 mm), 40 Fr - Cannula venous single-stage DLP with a

(13,3 mw); connection zone of 1.27 cm, effective length of
- OKCnnyarauMoHHas AOKYMeHTauus. 23.4 - 23.6 cm, outer diameter: 36 Fr (12 mm), 40
Fr(13.3 mm):

- Operating documentation.
Mpumep crneumdmkaumm meanumHekoro nsgenns/ Example of a medical device specification

Hapy>xHbIi gnameTp (PpaHuysckas wkana), MM (Fr.)/ Outer diameter (French size), mm (Fr.)

KaHtona BeHo3Has ogHocTyneHuartast DLP ¢ 30HOW coefnHeHna 1,27 cM, pasmMepbl  MyHumanbHoe 3HaueHue / Minima! 12,0 (36)
12,0 mm / Cannula venous single-stage DLP with a connection zone of 1.27 cm,  jakcumansHoe sHaverme / Maximal 12,2 (36)
sizes 12.0 mm ’
KaHtona BeHo3Has opHocTyneHuaras DLP ¢ 30HOW coenHeHns 1,27 cM, pasmepbl  MyHumanbHoe 3HadeHve / Minimal 13,3 (40)
133 mm / Cannula venous single-stage DLP with a connection zone of 127 cm,  jakcumanbHoe sHauerme / Maximal 13,6 (40)
sizes 13.3 mm ’
BHyTpeHHWMIA anameTp, MM/ Inner diameter, mm

KaHtons BeHo3Has opHocTyneHyaTas DLP ¢ 30HOI coeagnHeHns 1,27 cm, pasmepbl 91 +0,1
12,0 mm / Cannula venous single-stage DLP with a connection zone of 1.27 cm,

sizes 12.0 mm

KaHtons BeHo3Has ogHocTyneHyatas DLP ¢ 30HOI coeauHeHws 1,27 oM, pasmvepbl 10,4 +0,1
13,3 mm / Cannula venous single-stage DLP with a connection zone of 1.27 cm,

sizes 13.3 mm

Macca, r/ Mass, g

KaHtons BeHo3Has ofHocTyneH4yaras DLP ¢ 30HOi coeguHeHus 1,27 cM, pasvepbl 11,9
12,0 mm / Cannula venous single-stage DLP with a connection zone of 1.27 cm,
sizes 12.0 mm
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13,3 mm / Cannula venous single-stage DLP with a connection zone of 1.27 cm,

sizes 13.3 mm
OnameTtp nposonokn, mvm/ The diameter of the wire, mm

KaHtons BeHo3Hast ogHocTyneHuaTtast DLP ¢ 30Hoi coeauHeHns 1,27 cm, pa3Mepbl

12,0 mm / Cannula venous single-stage DLP with a connection zone of 1.27 cm,

sizes 12.0 mm

KaHtons BeHo3Has ogHocTyneH4Yatast DLP ¢ 30Hol coeamHeHns 1,27 cMm, pa3vepsbl

13,3 mm / Cannula venous single-stage DLP with a connection zone of 1.27 cm,

sizes 13.3 mm

TonwmHa o6moTkM, v/ Winding thickness, mm

5. KaHions BeHo3Has ogHocTyrneH4atasd DLP ¢ npamoyro/ibHbIM METaIMYeckum
HaKOHEYHWKOM, C 30HOW coeauHeHns 0,64 cM, adekTuBHas AnmHa 26,5 - 28
CM, Hapy>XHbIli avameTp: 12 Fr (4 mwv), 14 Fr (4,7 mm), 16 Fr (5,3 mm), 18 Fr (6
mmM), 20 Fr (6,7 MM) B coCTaBe:
Kaluonsa BeHo3Has ogHocTyneHyatas DLP ¢ npaMOyrosibHbIM MeTanINYeCcKUm
HaKOHEYHWMKOM, C 30HOI coeanHeHns 0,64 cm, adekTnBHas AmMHa 26,5 —28
CM, Hapy>Hblin anameTp: 12 Fr (4 mm), 14 Fr (4,7 mm), 16 Fr (5,3 mm), 18 Fr (6
Mm), 20 Fr (6,7 Mm);

- OKcnyaTtauvoHHas JOKyMeHTaLyA.

133

05

5. Cannula venous single-stage DLP with right
angle metal tip, with 0.64 cm connection zone,
effective length of 26.5 —28 cm, outer diameter:
12 Fr (4 mm), 14 Fr (4.7 mm). 16 Fr (5.3 mm), 18
Fr (6 mm), 20 Fr (6.7 mm) consisting of:

- Cannula venous single-stage DLP with right
angle metal tip, with 0.64 c¢cm connection zone,
effective length of 26.5 —28 cm, outer diameter:
12 Fr (4 mm), 14 Fr (4.7 mm). 16 Fr (5.3 mm), 18
Fr (6 mm), 20 Fr (6.7 mm);

- Operating documentation.

Mpumvep cneumdurkaumn MeguumHekoro nsgenus/ Example of a medical device specification

Hapy>Hbliii gnameTp (PpaHuysckas wkana), mm (Fr.)/ Outer diameter (French size), mm (Fr.)

KaHtons BeHO3Hast ofHocTyneH4yatast DLP ¢ mpsiMOyrofibHbIM METa//IMYeCKUM
HaKOHEYHMKOM, C 30HOW coefuHeHus 0,64 cm, pasmepbl 4,0 v / Cannula venous
single-stage DLP with right angle metal tip, with 0.64 cm connection zone, sizes
4.0 mm
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KaHions BeHo3Had opHocTyrneHyatas DLP ¢ npamMOYyrofibHbIM MeTaslIM4eckum

HaKOHEYHMKOM, C 30HOI coeanHeHust 0,64 cm, pasMepbl 6,0 Mm / Cannula venous

single-stage DLP with right angle metal tip, with 0.64 cm connection zone, sizes

6.0 mm

KaHtona BeHo3Has ofgHocTyneHyatas DLP ¢ npsAMOyrosibHbiM MEeTa/IIMYECKUM

HaKOHEYHVKOM, C 30HOW coeamHeHns 0,64 cM, pasmepbl 6,7 Mv / Cannula venous

single-stage DLP with right angle metal tip, with 0.~ cm connection zone, sizes

6.7 mm

TonwwmHa o6MoTkm, Mv/ Winding thickness, mm

6. KaHiona BeHo3Hasd ofgHocTyneHyaTasd DLP ¢ npsaMOyrofibHbIM MeTa/INYECKUM
HaKOHEYHWKOM, C 30HOV coeamHeHus 0,95 cM, adihekTnBHas aimHa 26,6 —28,8
CM, HapyXHblIin anameTp: 12 Fr (4 mm), 14 Fr (4,7 mv), 16 Fr (5,3 mm), 18 Fr (6
mMm), 20 Fr (6,7 mm), 22 Fr (7,3 mm), 24 Fr (8 mm), 28 Fr (9,3 mwm), 31 Fr (10,3
MM), B COCTaBe:

- KaHtona BeHo3HasA ogHocTyneHyatas DLP ¢ MpsAMOYrofibHbIM METaIIMYeCK M
HaKOHEYHWKOM, C 30HOW coeauHeHuns 0,95 cm, athdekTrBHas AnHa 26,6 - 28,8
CM, Hapy>XHbIA anavetp: 12 Fr (4 mwm), 14 Fr (4,7 mwm), 16 Fr (5,3 mm), 18 Fr (6
MM%. 20 Fr (6,7 mm), 22 Fr (7,3 Mv), 24 Fr (8 mm), 28 Fr (9,3 mwm), 31 Fr (10,3
MM);

- OKCnnyatauMoHHas JOKyMeHTalUys.

7,7

8,2

05

6. Cannula venous single-stage DLP with right
angle metal tip, with a connection zone 0f0.95 cm,
effective length of 26.6 - 28.8 cm, outer diameter:
12 Fr(4 mm), 14 Fr(4.7 mm), 16 Fr(5.3 mm), 18
Fr (6 mm), 20 Fr (6.7 mm), 22 Fr (7.3 mm), 24 Fr
(8 mm) 28 Fr (93 mm), 31 Fr (10.3 mm),
consisting of:

- Cannula venous single-stage DLP with right
angle metal tip, with a connection zone 0f0.95 cm,
effective length of 26.6 - 28.8 cm, outer diameter;
12 Fr (4 mm), 14 Fr (4.7 mm), 16 Fr (5.3 mm). 18
Fr (6 mm), 20 Fr (6.7 mm), 22 Fr 7.33, 24 Fr (8
mm). 28 Fr (9.3 mm), 31 Fr (10.3 mm);

- Operating documentation.

Mprmep cneupdmnkaumm meamumHekoro nagenus/ Example of a medical device specification

Hapy>xHblli gnameTp (PpaHuy3sckas wkana), Mm (Fr.)/ Outer diameter (French size), mm (Fr.)

KaHtons BeHO3Has ogHocTyneHuatas DLP ¢ npsAMOYro/ibHbIM MeTa/INYeCKUM
HaKOHEYHWKOM, C 30HOi coefyHeHuns 0,95 cm, pasvepbl 4,0 v / Cannula venous
single-stage DLP with right angle metal tip, with 0.95 cm connection zone, sizes
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KaHtong BeHo3Had opHoctyneH4yatas DLP ¢ npAMOYrosbHbIM MeTasi/IMiyeckum 9,8

HaKOHEYHMKOM, C 30HOI coefyHeHns 0,95 cm, pasMepbl 7,3 Mm / Cannula venous

single-stage DLP with right angle metal tip, with 0.95 cm connection zone, sizes

7.3 mm

KaHtonsa BeHo3Has ofHocTyneHuyatas DLP ¢ MpsAMOYronbHbIM MET/IMYECKUM 10

HaKOHEUYHWNKOM, C 30HOW coeanHeHms 0,95 cm, pasmepbl 8,0 mm / Cannula venous

single-stage DLP with right angle metal tip, with 0.95 cm connection zone, sizes

8.0 mm

KaHtona BeHO3Hast opHocTyneHuatasds DLP ¢ npsAMOYrosibHbIM MeTayIMYeckKUM 11,6

HaKOHEYHWKOM, C 30HOW coefnHeHns 0,95 cm, pas3mepbl 9,3 Mm / Cannula venous

single-stage DLP with right angle metal tip, with 0.95 ¢cm connection zone, sizes

9.3 mm

KaHtons BeHO3Has ofHocTyneHyatass DLP ¢ npsMOyrosibHbIM MeTa/fIYecKum 12,3

HaKOHEYHWKOM, C 30HOW coeanHeHus 0,95 cm, pasvepbl 10,3 mm / Cannula venous

single-stage DLP with right angle metal tip, with 0.95 cm connection zone, sizes

10.3 mm

TonwmHa 06moTkM, MM/ Winding thickness, mm 1

7. KaHtons BeHO3Has opHocTyneHyatas DLP C yanmHeHHbIM npamoyrofibHbIM 7. Cannula venous single-stage DLP  with
MET&/IIMYECKM HaKOHEUYHMKOM, C 30HOW coeauHerms 0,95 cwm, adipekTBHas elongated right angle metal tip, with 0.95 cm
[/WHa 27,5 - 28,2 CM, HapyXHblii anameTp: 24 Fr (8 mm), 28 Fr (9,3 mm), 31 Fr  connection zone, effective length of 27.5 - 28.2
(10,3 mm) B cocTase: cm, outer diameter: 24 Fr (8 mm). 28 Fr (9.3 mm),
KaHtons BeHo3Haa ogHocTyneH4yatas DLP C yaHeHHbIM npsmoyronbHbiM 31 Fr(10.3 mm) consisting of:
METa/IINYECKAM HAKOHEUHUKOM, C 30HOV coemHeHus 0,95 cm, addekTvBHas - Cannula venous single-stage DLP with elongated
ANVHa 27,5 - 28,2 cM, Hapy>HbIiA arameTp: 24 Fr (8 mm), 28 Fr(9,3 mm), 31 Fr right angle metal tip, with 0.95 cm connection

(10,3 mw); zone, effective length of 27.5 - 28.2 cm, outer
SKCnnyaTaLoHHas fOKYMeHTaLS. diameter: 24 Fr (8 mm), 28 Fr (9.3 mm), 31 Fr
(10.3 mm);

- Operating documentation.
Mpumep cneuvdmkaumm meamumHekoro usgenua/ Example of a medical device specification
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Mpurmep cneumdurkaumy MegmumHekoro nsgemvs/ Example of a medical device specification

- AULBHIM NI AGA e UNNAUAN IO AN Bl WA 1AM LA

HapyxHbliii gnameTp (PpaHuy3ckas wkana), Mm (Kr.)/ Outer diameter (French size), mm (Fr.)

KaHtona BeHo3Haa opHoctyrneHyatad DLP ¢ npsMOyronbHbIM HaKOHEUHUKOM 13
MBX C HecKo/MbKMMKM NopTamu, ¢ 30HON coeamHeHns 0,95 cm, pasmepbl 8,7 MM /
Cannula venous single-stage DLP with right angle tip of PVC with several ports,
with a connection zone of 0.95 cm, sizes 8.7 mm

KaHtona BeHosHas opHocTyneHyatas DLP ¢ npAMOYrofnbHbIM HaKOHEYHUKOM U3
MBX C HECKOMbKMMK MopTamu, C 30HOM coeauHeHns 0,95 cM, pasmepbl 9,3 MM /
Cannula venous single-stage DLP with right angle tip of PVC with several ports,
with a connection zone of 0.95 cm, sizes 9.3 mm

KaHtona BeHo3Has ofHocTyneHyatasd DLP ¢ npAMOyrofibHbIM HakOHeYHUKOM 13
MBX ¢ HeCKOMbKMM MOpTamu, C 30HOI coeanHeHns 0,95 cm, pasvepb! 10,0 mm /
Cannula venous single-stage DLP with right angle tip of PVC with several ports,
with a connection zone of 0.95 cm, sizes 10.0 mm

KaHtona BeHo3Has ogHocTyneHyatas DLP ¢ npsmMOyrosibHbIM HakOHEYHWKOM U3
MBX ¢ HeCKOMbKMMK nopTamu, € 30HON coeamHeHns 0,95 cm, pasmepbl 10,7 MM /
Cannula venous single-stage DLP with right angle tip of PVC with several ports,
with a connection zone 0f 0.95 cm, sizes 10.7 mm

KaHions BeHo3HasA ofHocTyneHyatasd DLP ¢ npAMOYro/bHbIM HaKOHEYHUKOM 13
MBX ¢ HeCKoMbKMMK NopTaMu, € 30HOIN coefuHeHns 0,95 cm, pasMepbl 11,3 mm /
Cannula venous single-stage DLP with right angle tip of PVC with several ports,
with a connection zone of 0.95 cm, sizes 11.3 mm

KaHtona BeHOo3Has ogHocTyneHyatas DLP ¢ npamoyrofibHbIM HakOHEYHMKOM U3
MBX ¢ HECKOMbKMMI MopTamm, € 30HON coeanHeHns 0,95 cm, pasvepbl 12,0 mm /
Cannula venous single-stage DLP with right angle tip of PVC with several ports,
with a connection zone of 0.95 cm, sizes 12.0 mm

KaHtona BeHo3Has ogHocTtyrneHyatas DLP ¢ npsmMoyrosibHbIM HakOHEYHWKOM U3
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MwuH1ManbHoe 3HaueHne / Minimal 8,0 (26)
MakcumanbHoe 3HadeHve / Maximal 8,9 (26)

MwuHuManbHoe 3HadeHue / Minimal 9,3 (28)
MakcumanbHoe 3HadeHve / Maximal 9,6 (28)

MwuHuManbHoe 3HaueHue / Minimal 10,0 (30)
MakcumanbHoe 3HadeHue / Maximal 10,3 (30)

MwuHuManbHoe 3HaueHue / Minimal 10,7 (32)
MakcumanbHoe 3HaveHne / Maximal 10,9 (32)

MwuH1ManbHoe 3HaveHne / Minimal 11,3 (34)
MakcymaribHoe 3HaueHue / Maximal 11,6 (34)

MwuH1MaibHOe 3HadeHve / Minimal 12,0 (36)

MakcumanbHoe 3HadeHre / Maximal 12,2 (36)

MwuHuManbHoe 3HaveHune / Minimal 12,7 (38)
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Hapy>xHblIii gnameTp (PpaHuy3ckas wkKana), mm (Fr.)/ Outer diameter (French size), mm (Fr.)

KaHtona BeHo3Has ogHoctyneHyatad DLP ¢ npamMoyrosibHbIM HaKOHEYHVKOM W3
MBX ¢ HECKOMbKUMK MOPTaMK, C 30HOIM coeamHeHus 1,27 cwm, pasmepbl 12,0 mm /
Cannula venous single-stage DLP with right angle tip of PVC with several ports,
with a connection zone of 1.27 cm, sizes 12.0 mm

BHyTpeHHWI gnameTp, MM/ Inner diameter, mm

KaHtona BeHo3Has opHocTyneHyaTas DLP ¢ npsmoyrofibHbIM HakOHEYHUKOM U3
MBX C HeCKOMbKMMM NopTamu, C 30HOM coeanHeHns 1,27 cm, pasmepbl 12,0 Mm /
Cannula venous single-stage DLP with right angle tip of PVC with several ports,
with a connection zone of 1.27 cm, sizes 12.0 mm

Macca, r/ Mass, g

KaHtons BeHO3Hasi ogHocTyneH4YaTast DLP ¢ npsiMoyronbHbIM HakOHEYHUKOM 113
MBX C HeCKO/MbKMM NOPTaMu, C 30HOM coeamHeHns 1,27 cM, pasmepbl 12,0 Mw/
Cannula venous single-stage DLP with right angle tip of PVC with several ports,
with a connection zone of 1.27 cm, sizes 12.0 mm

[nnHa Tpy6ku (adekTrBHas AnvHa) KaHionm, cm/ Cannula tube length, cm

O6uwwasa gnmHa, cv/ Overall length, cm

OnunHa; wirpuHa oteepctus, MM/ Length; width of hole, mm
KonuuecTBo 0TMETOK ry6uHbl, wt./ Number of depth marks, pcs
MuHVMasbHOe yeunve Ha paspbis, H/ Minimum breaking force, N

YTeuka xuakoctu nog gasneHven/ Leakage of liquid under pressure

CoeaunHuTens/ Connector
Page 60 of 115

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

MwuH1ManbHoe 3HadeHre / Minimal 12,0 (36)
MakcumansHoe 3HadeHve / Maximal 12,2 (36)

91+0,1

31

26,5

34,8

9,4

OTMETKW INYBUHbI o rcyrcrsyio v/ NO denth marks
15

OrtcyTcTBYET yTeyka XNIKOCTK 7
COELIMHUTENbHBIX Y3/10B U TPYOKU KaHKM MO/
JasneHvem 350 KIMa/ There is no leakage of fluid
from the junctions and the cannula tube at 350 kPa
6e3 oTBOAE/ non-yented



W3rmbarowmin momeHT. H M/ Kink resistance, N m

<0,12

1MefamnuUmMHCKOe n3genue SBNSETCA PeHTreHoKoHTpacTHbIM/ The medical device is radiopaque.

PaccTosiHWe Mexxay BuTKamu, Mm/ Distance between turns, mm

[JnuHa nposonoky, cm/ Wire length, cm

[OvameTp nposonoku, mm/ The diameter of the wire, mm

TonwwmHa o6MoTkm, mv/ Winding thickness, mm

12.KaHIong BeHO3Haa ofgHocTyneHyatas DLP ¢ mnaCcTMYHbIM HaKOHEUHUKOM U3
MBX C HECKOMbKMMK NopTamMu, C 30HOW coeauHeHus 0,64 cm, adeKTrBHas
ANVHa 24,5 M, HapyXXHblil anameTp: 12 Fr (4 mv), 14 Fr (4,7 mm), 16 Fr (5,3
MM) B COCTaBe:

- KaHiona BeHo3Hass ofgHocTyneHyatass DLP ¢ mnacTUYHbIM HAKOHEYHMKOM U3
MBX ¢ HECKOMbKMMM nopTamu, C 30HON coefuHeHns 0,64 cM, addeKTBHas
ANVHa 24,5 M, HapyXHbIli anameTtp: 12 Fr (4 mwv), 14 Fr (4,7 mw), 16 Fr (5,3
MM);

- JKcnnyaTtauyoHHas 4OKYMeHTaLus.

15

29,4

12

I

12. Cannula venous single-stage DLP with plastic
tip of PVC with several ports, with a connection
zone of 0.64 cm, effective length of 24.5 cm, outer
diameter: 12 Fr (4 mm), 14 Fr (4.7 mm), 16 Fr (5.3
mm) consisting of:

- Cannula venous single-stage DLP with plastic tip
of PVC with several ports, with a connection zone
of 0.64 cm, effective length of 24.5 cm. outer
diameter; 12 Fr (4 mm), 14 Fr (4.7 mm), 16 Fr (5.3
mmy;

- Operating documentation.

Mpumep cneundmkaumm MeguumHekoro nsgenua/ Example of a medical device specification

HapyxHbIii gnameTp (PpaHuysckas wkana), mm (Fr.)/ Outer diameter (French size), mm (Fr.)

KaHtons BeHo3Has ofHocTyneHyaTasd DLP ¢ nnacTuuHbIM HakoHeuHnKoMm 13 MNMBX
C HECKO/MbKMMM nopTamK, € 30HOM coeanHeHns 0,64 cm, pasvepsbl 4,0 mm / Cannula
venous single-stage DLP with plastic tip of PVC with several ports, with a
connection zone of 0.64 cm, sizes 4.0 mm

KaHtona BeHo3Haa ofgHocTyneH4YaTad DLP ¢ nnacTMyHbIM HakoHeYHUKOM 13 MBX
C HECKO/IbKVMM NopTamu, € 30HOW coeauHeHus 0,64 cm, pasmepbl 4,7 mm/ Cannula
venous single-stage DLP with plastic tip of PVC with several ports, with a
connection zone of 0.64 cm, sizes 4.7 mm
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MuH1ManbHoe 3HadeHre / Minimal 4,0 (12)
MakcumanbHoe 3HadeHve / Maximal 4,2 (12)

MwuH1ManbHOe 3HaveHre / Minimal 4,7 (14)
MakcuMmarbHoe 3HaueHve / Maximal 4,9 (14)
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- Operating documentation.

Mprmep cneumpukaLmmn MeguumHekoro nsgenmns/ Example of a medical device specification

r/\

Hapy>xHbiin guameTp (PpaHuysckas wkana), MM (Fr.)/ Outer diameter (French size), mm (Fr.)

KaHtons BeHo3Had opHocTyneHYaTass DLP ¢ niacTiuHbIM HakoHeYHMKOM U3 MBX  MuHuManbHoe 3HaueHre / Minimal 12,0 (36)
C HECKO/IbK/MI MOpTaml, C 30HOM coeauHeHnsa 1,27 cM, pasmepbl 120 MM /  MakcumansHoe 3HaueHme / Maximal 12,2 (36)
Cannula venous single-stage DLP with plastic tip of PVC with several ports, with a

connection zone of 1.27 cm, sizes 12.0 mm

KaHtonga BeHo3Has ogHocTyneHYatad DLP ¢ niacTuyHbIM HaKoHeUHKOM 13 NBX  MuHMmManbHoe 3HaueHre / Minimal 12,7 (38)
C HECKO/IbKAMW MOpTamil, C 30HOW coeauHeHma 1,27 cm, pasmepbl 12,7 MM /  MakcumanbHoe 3HaueHme / Maximal 12,9 (38)
Cannula venous single-stage DLP with plastic tip of PVVC with several ports, with a

connection zone of 1.27 cm, sizes 12.7 mm

BHyTpeHHWiT gnameTp, MM/ Inner diameter, mm

KaHtonga BeHo3HasA ogHocTyneHyaTad DLP ¢ nnacTuyHbIM HakoHeuHnkom u3 MNMBX 91 +0,1
C HECKONbKUMM MopTamu, C 30HOW coeguHeHus 1,27 cm, pasvepbl 120 mMm /

Cannula venous single-stage DLP with plastic tip of PVC with several ports, with a
connection zone of 1.27 cm. sizes 12.0 mm

KaHtons BeHo3Has ofHoCcTyrneH4aTas DLP ¢ nnacTMuHbIM HakoHeuHVKoM u3 NMBX 91 +0,1
C HECKO/IbKMMMW TOpTamK1, C 30HOW coefuHeHus 1,27 cm, pasmepbl 12,7 mm /

Cannula venous single-stage DLP with plastic tip of PVC with several ports, with a
connection zone of 1.27 cm, sizes 12.7 mm

Macca, r/ Mass, g
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BTopuuHas (rpynnosas) ynakoeka/ Secondary (group) packaging

M e d trO n iC meelgt%?ﬁgﬁ;rc Mtnoeapotis, MN 55432-5604 USA
DLP ref 66112

Catalog Number
12 Fr

Single Stage Venous Cannula

Canule veineuse a une seule phase /Venose Kaniile {fur Kanulierung der Vena cava superior
und Vena cava inferior) / Canula venosa de etapa unica / Eenstaps-veneuze canule / Cannula
venosa monofase / Singlestage-venekanyle / Yksivaiheinen laskimokanyyii / Enstegsvenkany! /
®Jle31kn kayou/la ev6<; eT1Te6omn / Enkeltfaset venekanyle f Jednostopniowa kaniula 2yina /
Canula venosa de lumen Onico / Tek Devreli Venoz Kanul /Jednofazova venozni kanyla /
Egyszakaszos venas kanul / OgHocTyneH4aTas BeHO3HasA KaHnA

Do Not Do Not Caution. Consult
Reuse Restecili™ ~cornpwiying Documents
UsA Rx Only STERILE EO pVrggen
Stehlized Using ENg/lerto Oxide Nonpyrogenic QuarX™ 10 C€
LOT 0123
Use By LotNuntief M934493A002 Rev 1A

Mpumep noTpebuTenbcKo ynakoBku/ Example of consumer packaging
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Mpumep BTOpUYHOI (rpynnosoii) ynakosku/ Example of secondary (group) packaging
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V13aenusi NocTaBnsitOTCS BO BTOPMYHOI YNAaKOBKE C MapKMPOBKOW, cofepyKalleli creaytoLyto MHDopMaLmio:

Toprosyo MapKy 1 afipec NpeanpUATUA-1U3roToBUTENS;
HavmeHoBaHVe 1 HOMep U34eNns No Katasory;,

OfHOpa30BOe WCMO/b30BaHNE;

Tonbko gna CLUA,;

MOoxeT ObITb MCMO/Ib30BAHO TOMBKO C Pa3peLLEHNs Bpaya;
Wcnonb3oBarts Ao;

He cTepunnn3oBath NOBTOPHO;

CTepunnin3osaHo 3TWUIEHOKCUAOM;

Homep napTuu;

BHymaHme! O3HaKOMbTECH C COMPOBOAWTENBHON JOKYMEHTALIME;
ANVPOreHHo;

Konn4ecTso;

CuUMBO/ COOTBETCTBUSA TPEOGOBAHMAM NPUMEHMbIX AMPEKTUB EBponelickoro Cotosa;
Homep MHCTPYKLMM NO 3KCMyaTaumu;

CopepxuT thranat (QHI P);

LLTpux-kog;

XpaHnTb B CYXOM MECTE;

Xpynkoe, Npu o6paLLeHnn cob/oaariTe OCTOPOXKHOCTD;
Temnepatypa He BblLLe,

VHdopMaLs 06 ynaKoBKe.
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Mpumep TpaHcnopTHOW ynakoBku/ Example of transport packaging

Page 1050f 115

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



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



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



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



Table ). Summary of EO Residualy
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Conclusion: guaranteed Jevel of sterility: 10=,
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4, OnucaHue [na KaHonb BeHo3HbIX MC2, MC2X, VC2
OCHOBHbIX

(DYHKLMOHA/TbHbIX
3/1EMEHTOB
MeWLUHCKOro
n3pennsa/
Description of the
main functional
parts of medical
device

[na KaHo/b BeHO3HbIX MC2 For the cannula ofvenous MC2
1 KoHYCOBMAHbIV MPOTOYHbIV HAKOHEYHMK C MPOBO/IOYHOK 06MOTKOM 1 1. Tapered wirewound flow-through tip
GOKOBbIMY MOpTamMm with side ports
3. MNpepcepaHas cekuma ¢ noptamu 3. Ported atrial basket
4. OTMETKM rNy6UHbI 4. Depth markings
5. Kopnyc, 06B/TbIi1 NPOBOAOM 5. Wirewound body
6. YNNOLLEHHBbIA KOpyc ¢ NPOBO/IOYHON 0OMOTKOM 6. Flattened wirewound body
8.30Ha coeauHeHuns 8. Connection site
9. Pazbem 9. Connector
11. O6T1ypatop (OKKOaEP) 11. Occluder
MC2X:
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SRZS I B VTN TON PSS Y P

NS KaHb BEHO3HbIX MC2X

I. KOHYCOBMAHBIV NPOTOYHbIA HAKOHEYHMK C MPOBO/IOYHO 0OMOTKOM 1
6OKOBbIMM NMOPTaMK

3. MNpepcepaHas cekumsa ¢ nopramm

4. OTMETKU ry6uHbI

5. Kopnyc, 06B/TbIin NPOBOAOM

8. 30Ha coegyHeHus

9. Pazbem

11. O6Typatop (Okkoaep)

VC2:
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For the cannula of venous MC2X

1 Tapered wirewound flow-through tip
with side ports

3. Ported atrial basket

4. Depth markings

5. Wirewound body

8. Connection site

9. Connector

11. Occluder



[ns KaHoNb BEHO3HbIX VC2 For the cannula of venous VC2
2. KoHycoBuvaHas npefcepaHas CeKLnA Co CMpaneBaHbIM HaKOHEYHKOM 2, Tapered atrial basket with swirl tip

4. OTMETKN y6nHbI 4. Depth markings
5. Kopnyc, 06B/TbI NPOBOAOM 5. Wirewound body
7. Kopnyc 6e3 NpoBONOYHO 06MOTKM 7. Non-wirewound body
8. 30Ha coeayHeHus 8. Connection site
9. Pasvem 9. Connector
10. CoefiHWTENb C OTBOAOM 10. Vented connector
11. O61ypatop (OkKMoaep) 11. Occluder
5. OnwucaHve
COCTaBHbIX 4acTell  3aBMCMMOCTb Mepernaja faB/eHnst OT CKOPOCTY MOTOKa A/15 KaHH/ b BEHO3HbIX ABYXCTyneHuaTbix MC2/ Dependence of pressure drop on
(ysnos) flow velocity for cannula of venous two-stage MC2
MeAVLUHCKOro
n3nens (npw
Hanuuum)/
Description of the
components (units)
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Hapy>XHbIA anametp: 28/36 Fr (9,3 mm/12 mm), 29/37 Fr (9,7 mw/12,3 mwm),
36/46 Fr (12 mwm/15,3 M), 32/40 Fr (10,7 mwm/13,3 Mm), 34/46 Fr (11,3 mw/15,3
mMm), 36/51 Fr(12 mm/17 mm) B cocTase:

KaHtons BeHO3Has aByxcTyneH4yaTad MC2, athdekTuBHasA anmHa 27,5 - 29 cwm,
Hapy>XHblin avameTp: 28/36 Fr (9,3 mm/12 mwm), 29/37 Fr (9,7 mw/12,3 Mw),
36/46 Fr (12 mw/15,3 mm), 32/40 Fr (10,7 mw/13,3 mMm), 34/46 Fr (11,3 mw/15,3
MM), 36/51 Fr (12 mm/17 mwm);

O6Typarop;

3KcnnyaTauyioHHas LJOKyMeHTaLus.

length of 27.5 —29 cm. external diameter: 28/36
Fr (9.3 mm/12 mm), 29/37 Fr (9.7 mm/12.3 mm),
36/46 Fr (12 mm/15.3 mm), 32/40 Fr (10.7
mm/13.3 mm), 34/46 Fr (11.3 mm/15.3 mm),
36/51Fr (12 mm/17 mm) consisting of:

- Cannula venous two-stage MC2, effective length
of 27.5 - 29 cm, outer diameter: 28/36 Fr (9.3
mm/12 mm), 29/37 Fr (9.7 mm/12.3 mm), 36/46
Fr (12 mm/15.3 mm), 32/40 Fr (10.7 mm/13.3
mm). 34/46 Fr (11.3 mm/15.3 mm), 36/51 Fr (12
mm/17 mm);

- Obturator;

- Operating documentation.

Mpumep crnieummkaumm MeguumHekoro mnsgenms/ Example of a medical device specification

Hapy>kHblii gnameTp (PpaHuysckas wkana), mm (Fr.)/ Outer diameter (French size), mm (Fr.)

KaHtona BeHo3Has aByxctyneHyatas MC2, pasmepbl 9,3 mm/12 mm / Cannula
venous two-stage MC2, sizes 9,3 mm/12 mm

KaHtong BeHo3Has AByxctyneHuataa MC2, pasmepbl 9,7 mm/12,3 mm / Cannula
venous two-stage MC2, sizes 9.7 mm/12.3 mm

KaHtons BeHo3Has AByxcTyneHuyatas MC2, pasmepb! 12,0 mm/15,3 mm / Cannula
venous two-stage MC2, sizes 12.0 mm/15.3 mm

KaHtons BeHO3Has AByxcTyneH4atas MC2, pasmepbl 10,7 Mwm/13,3mm / Cannula
venous two-stage MC2, sizes 10.7 mm/13.3 mm

KaHtonsa BeHO3Has AByxcTyrneH4aTas MC2, pasvepbl 11,3 Mwm/15,3 mm / Cannula
venous two-stage MC2, sizes 11.3 mm/15.3 mm

KaHtona BeHO3Had AgByxcTyneHyatas MC2, pasmepbl 12 mm/17 mm / Cannula
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MuHumanbHoe 3HadeHme / Minimal 9,3/12
MakcumanibHoe 3HadeHne / Maximal 9,4/12,2
(28/36)
MuHumanbHoe 3HadeHne / Minimal 9,7/12,3
MakcumanbHoe 3HadeHve / Maximal 9,8/12,4
(29/37)
MuHumanbHoe 3HadeHre / Minimal 12,0/15,3
MakcumansHoe 3HadeHve / Maximal 11,8/15,4
(36/46)

MuHumanbHoe 3HadeHre / Minimal 10,7/13,3
MakcnumanbHoe 3HadeHve / Maximal 10,8/13,5
(32/40)

MwuHuManbHoe 3HadeHue / Minimal 11,3/15,3
MakcnmanbHoe 3HadeHve / Maximal 11,3/15,4
(34/46)

MuHMmanbHoe 3HadeHne / Minimal 12/17
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[nuHa Tpybkun (3dhdekTmBHas anmHa), mm/ Dilator length, mm

KaHtons BeHo3HasA AByxctyneHuyatas MC2, pasmepbl 9,3 mw/12 mm / Cannula 37
venous two-stage MC2, sizes 9,3 mm/12 mm

KaHtons BeHo3Has ayxctyrneHuatas MC2, pasvepbl 9,7 mm/12,3 mm / Cannula 37,5
venous two-stage MC2, sizes 9.7 mm/12.3 mm

KaHtons BeHo3Has AByXcTyneHyaTtas MC2, pasmepbl 12,0 mw/15,3 mv / Cannula 37,5
venous tvyo-stage MC2, sizes 12.0 mm/15.3 mm

KaHtonga BeHO3Has AByxcTyneHuatas MC2, pasmepb! 10,7 mm/13,3mm / Cannula 37
venous two-stage MC2, sizes 10.7 mm/13.3 mm

KaHtons BeHo3HasA apyxctyneHuatast MC2, pasmepb! 11,3 mw/15,3 mm / Cannula 37
venous two-sta’;e MC2, sizes 11.3 mm/15.3 mm

KaHtons BeHO3Hasi AByxcTyneHyatass MC2, pasmepbl 12 mwm/17 mm / Cannula 37,5
venous two-stage MC2, sizes 12 mm/17 mm

Hapy>xHbIii gnameTp, mm/ Dilator diameter, mm

KaHtona BeHO3Has [ByxcTyneHuatas MC2, pasmepbl 9,3 mm/12 mm / Cannula 7,3
venous tvyo-stage MC2, sizes 9,3 mm/12 mm

KaHtona BeHo3Has gByxcTyneHuatas MC2, pasmepbl 9,7 mw/12,3 mm / Cannula 7,3
venous two-stage MC2, sizes 9.7 mm/12.3 mm

KaHtons BeHo3Has AByXcTyneHyaTtas MC2, pasvepbl 12,0 mm/15,3 mm / Cannula
venous two-stage MC2, sizes 12.0 mm/15.3 mm

KaHtonga BeHo3Has aByxctyneHyatas MC2, pasmepbl 10,7 mm/13,3mMm / Cannula 8,5
venous two-stage MC2, sizes 10.7 mm/13.3 mm

KaHtonst BeHo3Has AByxcTyneHyaTtass MC2, pasmepbl 11,3 Mw/15,3 mm / Cannula 85
venous two-stage MC2, sizes 11.3 mm/15.3 mm

KaHtons BeHO3Has AByxcTyrneHuyatas MC2, pasmepbl 12 mm/17 mm / Cannula 9,4
venous two-stage MC2, sizes 12 mm/17 mm

BHyTpeHHWI gnameTp, MM/ Inner dilator diameter, mm

KaHona BeHO3Has fAByxcTyneHuyatas MC2, pasmepbl 9,3 mMm/12 mm / Cannula
venous two-stage MC2, sizes 9,3 mm/12 mm

Page 16 of 89

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



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



Mpumep cneumdmKaumm MegmumHekoro nsgennsa/ Example of a medical device specification

&Ml tle m2't Vr

Hapy>xHbiii gnameTtp (PpaHuy3ckas wkana), mm (Fr.)/ Outer diameter (French size), mm (Fr.)

KaHtonst BeHo3Hast AByxcTyrneHuaTas MC2 6e3 0TBofa, pasmepb! 9,3 Mm/12 mMm /
Cannula venous two-stage MC2 without tap, sizes 9,3 mm/12 mm

KaHtonsa BeHO3Has ABYXCTyneHuYaTas MC2 6e3 0TBoaa, pasmepbl 9,7 mw/12,3 mm /
Cannula venous two-stage MC2 without tap, sizes 9.7 mm/12.3 mm

KaHtons BeHo3Has AByxcTyneHuaTast MC2 6e3 oTBoAa, pasmepbl 12,0 Mm/15,3 Mm
/ Cannula venous two-stage MC2 without tap, sizes 12.0 mm/15.3 mm

KaHtons BeHo3Has AByxcTyrneH4YaTas MC2 6e3 0TBoga, pasmepb! 10,7 Mm/13,3MM
/ Cannula venous two-stage MC2 without tap, sizes 10.7 mm/13.3 mm

KaHtons BeHO3Has AByxcTyneH4vaTas MC2 6e3 otBoga, pasMepbl 11,3 Mm/15,3 MM
/ Cannula venous two-stage MC2 without tap, sizes 11.3 mm/15.3 mm

KaHtons BeHo3Has fByxcTyneHyaTtas MC2 6e3 oTBofa, pasmepbl 12 Mm/17 mm /
Cannula venous two-stage MC2 without tap, sizes 12 mm/17 mm

BHyTpeHHWIA anameTp, MM/ Inner diameter, mm

KaHtons BeHO3Has AByxcTyrneHuatas MC2 6e3 otBofa, pasmepb! 9,3 Mw/12 mm /
Cannula venous two-stage MC2 without tap, sizes 9,3 mm/12 mm

KaHtons BeHO3Has aByxcTyneHuaTas MC2 6e3 oTBofa, pasmepbl 9,7 Mm/12,3 mm /
Cannula venous two-stage MC2 without tap, sizes 9.7 mm/12.3 mm

KaHlonsa BeHO3Hasa gByxcTyneHuyatas MC2 6e3 oTBofa, pasmepbl 12,0 Mmm/15,3 Mm
/ Cannula venous two-stage MC2 without tap, sizes 12.0 mm/15.3 mm

KaHlona BeHO3Haa gByxcTyneHyatas MC2 6e3 oTBoga, pasmepbl 10,7 MmM/13,3MMm
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MwuHnmanbHoe 3HaveHue / Minimal 9,3/12
MakcumanbHoe 3HadyeHne / Maximal 9,4/12.3
(28/36)

MwuHumanbHoe 3HaveHre / Minimal 9,7/12,3
MakcumanbHoe 3HauveHwe / Maximal 9,8/12,4
(29/37)
MuHMManbHoe 3HayeHune / Minimal 12,0/15,3
MakcumanbHoe 3HadeHne / Maximal 11,8/15,4
(36/46)
MwuHumanbHoe 3HadveHune / Minimal 10,7/13,3
MakcumanbHoe 3HadeHne / Maximal 10,8/13,5
(32/40)
MwuHumanbHoe 3HadeHune / Minimal 11,3/15,3
MakcumanbHoe 3HadeHne / Maximal 11,3/15,4
(34/46)
MuH1ManbHoe 3HadeHune / Minimal 12/17
MakcumanbHoe 3HadeHve / Maximal 11,8/17,1
(36/51)

(9,1/11,8)20,1
(9,5/12,1)0, |
(8,6/11,3)£0, |

(8,1/9,4) 0,1
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KaHiona BeHo3Haa gByxctyneHyatas MC2 6e3 otBofa, pasmepbl 9,3 mMm/12 mm /8,6

Cannula venous two-stage MC2 without tap, sizes 9,3 mm/12 mm

KaHtons BeHo3Has AByxcTyneHuatas MC2 6e3 0TBoAa, pasmepbl 9,7 Mw/123 Mm/ g1

Cannula venous two-stage MC2 without tap, sizes 9.7 mm/12.3 mm

KaHtonis BeHO3Has AByxcTyrneHuyatas MC2 6e3 01803, pasmepbl 12,0 Mm/153 mm 12

/ Cannula venous two-stage MC2 without tap, sizes 12.0 mm/15.3 mm

KaHtons BeHo3Hast AByXcTyneHdaTass MC2 6e3 oTBofa, pasmepbl 10,7 mw/13,3vm 10

/ Cannula venous two-stage MC2 without tap, sizes 10.7 mm/13.3 mm

KaHtons BeHo3Has AByxcTyrneH4vaTas MC2 6e3 oTBofa, pasmepb! 11,3 Mw/153 MM 1

/ Cannula venous two-stage MC2 without tap, sizes 11.3 mm/15.3 mm

KaHtons BeHO3Has AByxcTyneH4yatas MC2 6e3 oTBoaa, pasmepbl 12 mm/17 mm /10,6

Cannula venous two-stage MC2 without tap, sizes 12 mm/17 mm

MuH1ManbHas cuna paspbiea, H/ Minimum breaking force, N

3. KaHions BeHO3Has —[AByxcTyneHdatas MC2 ¢ oBabHbIM  KOPMYcOM, 3, Cannula venous two-stage MC2 with oval
ahheKTUBHAS JyIMHA 27,5 CM, HapyxHbIA avameTp: 32/40 Fr (10,7 Mw/13,3  body, effective length of 27.5 cm, outer diameter:
MM), 36/46 Fr (12 Mw/15,3 mm) B cocTase: 32/40 Fr (10.7 mm/13.3 mm), 36/46 Fr (12 mm/

- KaHtons BeHosHas  fByxcTyneHyatads MCZ2 ¢ oBanbHbIM  KOprycoM, 15, 3 mm) consisting of:
apekTMBHAA [MHA 27,5 CM, HapyHblid avameTp: 32/40 Fr (10,7 mw13,3 - Cannula venous two-stage MC2 with oval body,

MM), 36/46 Fr (12 Mm/15,3 mm); effective length of 27.5 cm, outer diameter: 32/40
- Ob6Typartop; Fr (10.7 mm/13.3 mm), 36/46 Fr (12 mm / 153
- OKcnyaTaumoHHas JOKYMEHTaLuS. mm);
- Obturator;

- Operating documentation.
Mpumep crieummnkaumm MeguumHekoro usgenus/ Example of a medical device specification

irr.....

mmmliai B 1 I~ian

HapyxHbIii gnameTp (PpaHuy3ckas wkana), mm (Fr.)/ Outer diameter (French size), mm (Fr.)

KaHtonsa BeHo3Has aByxcTyneHuyatas MC2 ¢ oBasbHbIM Koprycom, pasmepbl 10,7 MyHumanbHoe 3HaueHve / Minimal 10,7/13,3
mMm/13,3 Mm / Cannula venous two-stage MC2 with oval body, sizes 10.7 mm/13.3  MakcumansHoe 3HaueHue / Maximal
mm 10,8/13,5(32/40)
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[nunHa Tpy6kn (achcpekTuBHAA AnvHa), MM/ Dilator length, mm

KaHtona BeHosHasa AByxcTyneHyaTas MC2 ¢ oBanbHbIM KoprycoMm, pasmepbl 10,7 355
mMwm/13,3 Mm / Cannula venous two-stage MC2 with oval body, sizes 10.7 mm/13.3

mm

KaHionga BeHo3Has AByxcTyneHyatad MC2 c oBasibHbIM KOpMycoMm, pasmepbl 12 355
mMm/15,3 mm / Cannula venous two-stage MC2 with oval body, sizes 12 mm/15.3

mm

Hapy>xHbIii gnameTp, mm/ Dilator diameter, mm

KaHtons BeHo3Has AByxcTyneHyarad MC2 ¢ oBasibHbIM Koprnycom, pasmepbl 10,7 4,5
mm/13,3 mm / Cannula venous two-stage MC2 with oval body, sizes 10.7 mm/13.3

mm

KaHtons BeHo3Haa AByxcTyneH4yatad MC2 ¢ oBa/lbHbIM Koprnycom, pasmMepbl 12 45
mm/15,3 MM / Cannula venous two-stage MC2 with oval body, sizes 12 mm/15.3

mm

Macca, r/ Mass, g

KaHtons BeHo3Has ByxcTyneHyaTtas MC2 ¢ oBa/lbHbIM Koprycom, pasmepbl 10,7 51

mMm/13,3 mm / Cannula venous two-stage MC2 with oval body, sizes 10.7 mm/13.3

mm

KaHtona BeHo3Has AByxcTyneH4yaTad MC2 ¢ oBa/lbHbIM KOpMycoM, pasmepbl 12 51

mm/15,3 mm / Cannula venous two-stage MC2 with oval body, sizes 12 mm/15.3

mm

MuHumanbHas cuna paspbiBa, H/ Minimum breaking force, N

4. KaHions BeHO3Has [AByxcTyreHyatas MC2 c 0BasibHbIM TOHKOCTEHHBLIM 4, Cannula venous two-stage MC2 with oval thin-
KOpMycoM, aipeKTUBHAA A/inHa 29,5 CM, HapyHblid arameTp: 29/29 Fr (9,7 walled body, effective length of 29.5 cm, outer
MM/9,7 MM) B cOCTaBe: diameter: 29/29 Fr (9.7 mm/9.7 mm) consisting

- KaHiona BeHo3Has pgByxctyneHuyatas MC2 C OBa/lbHbIM TOHKOCTEHHbIM  Of:
Koprnycom, athdeKTvBHas gavHa 29,5 cM, HapyXkHbIiA gvametp: 29/29 Fr (9,7 - Cannula venous two-stage MC2 with oval thin-
MM/9,7 MM); walled body, effective length of 29.5 cm, outer
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OG6Typatop; diameter: 29/29 Fr (9.7 mm/9.7 mm);

SKcnnyaTaLuMoHHas AOKYMeHTaLms. - Obturator;
- Operating documentation.

Mpumep cneuydmkaumm MegmumHekoro nagenns/ Example of a medical device specification

HapyxHbiii gnameTp (PpaHuysckas wwkana), Mm (Fr.)/ Outer diameter (French size), mm (Fr.)

KaHtons BeHo3Has fByxcTyneH4yatas MC2 C  OBa/bHbIM TOHKOCTEHHbIM  9,7/9,7 (29/29)
Kopnycom, pasmepbl 9,7 mw/9,7 MM / Cannula venous two-stage MC2 with oval

thin-walled body, sizes 9.7 mm/9.7 mm

BHyTpeHHWUi gnameTp, mm/ Inner diameter, mm

KaHtons BeHO3Hast [ByxcTyneH4yatas MC2 C OBalbHbIM  TOHKOCTEHHBIM  (7,2/8,2)+0,]
Kopnycom, pasmepbl 9,7 mm/9,7 MM / Cannula venous two-stage MC2 with oval

thin-walled body, sizes 9.7 mm/9.7 mm
Macca, r/ Mass, g

KaHions  BeHo3Hast [ByXCTyneHuatass MC2 ¢ OBa/lbHbIM  TOHKOCTEHHbIM 20
Kopnycom, pasvepbl 9,7 Mm/9,7 mm / Cannula venous two-stage MC2 with oval
thin-walled body, sizes 9.7 mm/9.7 mm

[nviHa Tpy6oku (athdpekTviBHas AnvHa) KaHonm, cv/ Cannula tube length, cm 29,5

O6wwan annHa, cv/ Overall length, cm 38,1

[nvHa; wmpuHa oteepcTrsa, Mv/ Length; width of hole, mm 6:3:6:2

Konnyectso 0TMETOK ryouHsl, WT./ Number of depth marks, pcs

TonwyHa oTMeTKM ry6uHbl, MM/ Thickness of depth mark, mm 1

MuHVMasbHOE yeunve Ha paspbis, H/ Minimum breaking force, N 15

YTeuka >XWUAKOCTH Mo, ,anneHmeM/ Leakage of quuid under pressure OTcyTCTByeT yTeuka XMOKOCTU u3

COELMHUTENbHBIX Y3/10B U TPYOKM KaHIOMN Mog,
nasneHvem 350 klMa/ There is no leakage of fluid
from the junctions and the cannula tube at 350
kPa
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CoepuHutens/ Connector c otBogom 3/8" (0,95 cwm)/ vented connection: 3/8"

(0.95 cm)
W3rubatowmii momeHT, H M/ Kink resistance, N m <0,12
MeauvLMHCKOe M3aenne ABMAETCA PEHTTeHOKOHTPacTHLIM/ The medical device is ra( iopaque.
PaccTosHue Mexay BuTkamm, MM/ Distance between turns, mm 15
[nvHa nposonoku, cm/ Wire length, cm 59: 225
[Jvametp nposonoku, mm/ The diameter of the wire, mm 9,7: 97
TonwwmHa o6mMoTkK, MM/ Winding thickness, mm 1

Cneuudmkauma o6Typatopa/ Specification of the obturator

[nunHa Tpy6kn (3ghpekTnBHas gnmHa), mm/ Dilator length, mm 4
Hapy»Hbliii anametp, mm/ Dilator diameter, mm 75
BHyTpeHHUIA arameTp, mm/ Inner dilator diameter, mm 6,2
Macca, r/ Mass, g 94
MwuHumanbHas cuna paspbiea, H/ Minimum breaking force, N 5

S. KaHions BeHo3Has [AByxcTyneHyatas MC2 C OBa/bHbIM TOHKOCTEHHbIM 5. Cannula venous two-stage MC2 with oval thin-
Kopriycom 6e3 0TBOAA, 3(PeKTBHas JinHa 29,5 cM, HapyxHbIii AnameTp: walled body without tap, effective length of 29.5
29/29 Fr (9,7 Mm/9,7 M) B cocTaBe: cm, outer diameter: 29/29 Fr (9.7 mm/9.7 mm)

- KaHions BeHo3Has [gByxcTyneHdataa MC2 c 0Ba/ibHbIM TOHKOCTEHHbIM  consisting of:

Kopriycom 6e3 0TBOfa, a(heKTMBHAA /iMHa 29,5 CM, HapyxHbIl AvameTp: - Cannula venous two-stage MC2 with oval thin-

29/29 Fr (9,7 Mm/9,7 Mw); walled body without tap, effective length of 29.5
- O6rtyparop; cm, outer diameter: 29/29 Fr (9.7 mm/9.7 mm);
- OKcnyatauyoHHasa JOKYMEHTaLKA. - Obturator;
- Operating documentation.
11 Mpumep cneuydmkaumm MeguumHekoro nagenus/ Example of a medical device specification

Page 28 of 89

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Hapy>xHbIli fnameTp (PpaHuysckas wkana), mm (Fr.)/ Outer diameter (French size), mm (Fr.)

KaHtonsa BeHo3HasA gsyxcryneHyarad MC2 ¢ oBa/ibHbIM TOHKOCTEHHbIM KOPMYCOM
6e3 oTBOfa, pasmepbl 9,7 Mw/9,7 mm / Cannula venous two-stage MC2 with oval
thin-walled body without tap, sizes 9.7 mm/9.7 mm

BHyTpeHHWIA gnameTp, MM/ Inner diameter, mm

KaHtons BeHo3Has aByxcTyneHuatas MC2 ¢ 0Ba/lbHbIM TOHKOCTEHHbBIM KOPMYCOM
6e3 0TBOAA, pasmepbl 9,7 Mm/9,7 mm / Cannula venous two-stage MC2 with oval
thin-walled body without tap, sizes 9.1 mm/9.7 mm
Macca, r/ Mass, g

KaHtons BeHo3Has AByxcTyneHyatas MC2 ¢ 0Ba/IbHbIM TOHKOCTEHHBIM KOPMYyCOM
6e3 0TBOfa, pasmepbl 9,7 mm/9,7 MM / Cannula venous two-stage MC2 with oval
thin-walled body without tap, sizes 9.7 mm/9.7 mm

OnunHa Tpy6kn (athdekTmBHAA AnmHa) kaHionm, cm/ Cannulatube length, cm
O6wwas anvHa, cM/ Overall length, cm

[JnvHa; wmprHa oteepctys, mw/ Length; width of hole, mm

KonnyectBo 0TMeTOK ry6uHsbl, WwT./ Number of depth marks, pcs

TonwwHa oTMeTKM rybuHbl, Mv/ Thickness of depth mark, mm

MuHVManbHOe yemnune Ha paspbie, H/ Minimum breaking force, N

YTeuka xunakoctu nog aasneHviem/ Leakage of liquid under pressure

CoeguHutens/ Connector

W3rnbarowmii momeHT, H M/ Kink resistance, N m
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9,7/9,7 (29/29)

(7,2/8,2)£0,

24,6

29,5
415
6:2; 62

U

15

OrtcyTcTBYET yTeuka XNAKOCTU 3
COEAVHUTENbHBIX Y3M10B U TPYOKM KaHKOMN TMOf4
JaeneHmem 350 kIMa/ There is no leakage of fluid
from the junctions and the cannula tube at 350
kPa

6e3 0TBOAR/ hon-vented

<012



MeanynHcKoe nsgenne aBNaeTca peHTreHoKoHTpacTHbIM/ The medical device is radiopaque.

PacctosHve mMexay BuTkamu, mm/ Distance between turns, mm

[LnuHa nposonoku, cv/ Wire length, cm

[JvameTp npososokun, Mv/ The diameter of the wire, mm

TonuwmHa obmotky, MM/ Winding thickness, mm

15

6,0; 22,5
9,7:9,7

Cneumdmkaums o6Typatopa/ Specification of the obturator

[LnuHa Tpy6okm (athdhekTmBHas anmHa), Mm/ Dilator length, mm

Hapy»kHbliii gyameTp, Mw/ Dilator diameter, mm

BHyTpeHHWiA grameTp, Mm/ Inner dilator diameter, mm

Macca, r/ Mass, g

MwuHManbHas cuna paspbiea, H/ Minimum breaking force, N

6. KaHtona BeHo3Has AByxctyneHuatas MC2 ¢ oBasibHbIM KOprycoM 6e3 0TBOAa,
athpeKTMBHAA AnmMHA 28,5 - 29 cM, HapyXHblin guamvetp: 32/40 Fr (10,7

Mw/13,3 Mm), 36/46 Fr{12 mm/15,3 MM) B COCTaBE:

- KaHtons BeHo3Hast aByxcTyneHyatas MC2 c oBa/bHbIM KOpycom 6e3 0TBOZa,
abchekTvBHAA AiMHA 28,5 - 29 cM, HapyXHblin auameTp: 32/40 Fr (10,7

MM/13,3 MMm), 36/46 Fr (12 mm/15,3 Mm);
- O6typarop;
JKcnnyaTaumMoHHas JOKYMeHTaLS.

4

75
6,4
9,6

6. Cannula venous two-stage MC2 with oval body
without tap, effective length of 285 - 29 cm,
outer diameter: 32/40 Fr (10.7 mm/13.3 mm),
36/46 Fr (12 mm/15,3 mm) consisting of:

- Cannula venous two-stage MC2 with oval body
without tap, effective length of 28.5 —29 cm,
outer diameter: 32/40 Fr (10.7 mm/13.3 mm).
36/46 Fr (12 mm/15, 3 mm);

- Obturator;

- Operating documentation.

Mpumep cneumdrkaumm meauumHekoro nsgenus/ Example of a medical device specification
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Hapy>xHbIii gnameTtp (PpaHuy3ckas wkana), Mm (Fr.)/ Outer diameter (French size), mm (Fr.)

KaHions BeHO3Hasd AByxcTyneH4yataas MC2 ¢ 0BasibHbIM KOPMYCOM 6e3 0TBOAa, MwuHMManbHoe 3HadeHue / Minimal 10,7/13,3
pasmepbl 10,7 Mm/13,3 mm / Cannula venous two-stage MC2 with oval body MaxkcumanbHoe 3HauveHve / Maximal 10,8/13,5
without tap, sizes 10.7 mm/13.3 mm (32/40)

KaHtonsa BeHo3Has AByxcTyneH4yaTad MC2 ¢ oBasibHbIM KOprycom 6e3 0TBOAa, MwuHMManbHoe 3HadeHue / Minimal 12/15,3
pasmepbl 12 mm/15,3 mm / Cannula venous two-stage MC2 with oval body without  MakcumanbHoe 3HaueHne / Maximal 11,3/154
tap, sizes 12 mm/15.3 mm (36/46)
BHyTpeHHWIT gnameTp, MM/ Inner diameter, mm

KaHtons BeHO3Has ABYXCTyneHuaTass MC2 ¢ oBanbHbIM KOprycoM 6e3 0TBOAa, (8,1/9,4) +0,1
pasvepbl 10,7 mwm/13,3 MM / Cannula venous two-stage MC2 with oval body

without tap, sizes 10.7 mm/13.3 mm

KaHtons BeHo3Has [ByxcTyneHdatas MC2 ¢ oBa/bHbIM Kopriycom Ge3 oTBoga, (8,1/11,3)+0,1
pa3mepbl 12 Mw/15,3 Mm / Cannula venous two-stage MC2 with oval body without

tap, sizes 12 mm/15.3 mm
Macca, r/ Mass, g

KaHtons BeHo3Haa fByxcTyneHuyatas MC2 c OBa/lbHbIM KOprycoM 6e3 0TBofa, 45,6
pasmepbl 10,7 mm/13,3 mm / Cannula venous two-stage MC2 with oval body
without tap, sizes 10.7 mm/13.3 mm

KaHtonsa BeHO3Hast AByxcTyneHyatas MC2 ¢ oBabHbIM KoprnycoMm 6e3 0TBoda, 43,8
pasmepbl 12 mm/15,3 mm / Cannula venous two-stage MC2 with oval body without

tap, sizes 12 mm/15.3 mm
JOnvHa Tpyoku (adhdpeKTnBHAA gnnHa) KaHonn, cm/ Cannula tube length, cm

KaHtons BeHo3Has fyxcTyneHuatas MC2 ¢ oBasbHbIM KOprycoMm 6e3 0TBOAa, 29
pasvepbl 10,7 mm/13,3 mm / Cannula venous two-stage MC2 with oval body
without tap, sizes 10.7 mm/13.3 mm

KaHtons BeHo3Has AByxcTyneHyatas MC2 ¢ oBa/bHbIM Koprnycom 6e3 0TBOofa, 28,5
pasmepb! 12 mm/15,3 mm / Cannula venous two-stage MC2 with oval body without

tap, sizes 12 mm/15.3 mm
O6wwas anvHa, cm/ Overall length, cm
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without tap, sizes 10.7 mm/!3.3 mm

KaHtons BeHo3Has aByxcTyneHyatas MC2 ¢ oBasibHbIM KoprycoM 6e3 otBofa, 12: 153

pasmepbl 12 Mm/15,3 MM / Cannula venous two-stage MC2 with oval body without

tap, sizes 12 mm/15.3 mm

TonwwmHa o6mMoTky, MM/ Winding thickness, mm 1
Cneumndmkaums o6Typatopa/ Specification of the obturator

[nunHa Tpy6ku (3chchekTnBHas gnuHa), MM/ Dilator length, mm

KaHtons BeHo3Has AByxcryneHyartas MC2 ¢ oBa/lbHbIM KOprycom 6e3 oTBofa, 39
pasmepbl 10,7 Mw/13,3 mm / Cannula venous two-stage MC2 with oval body
without tap, sizes 10.7 mm/13.3 mm

KaHtons BeHo3Has AByxcTyrneHyatas MC2 ¢ oBasibHbIM KoprnycoM 6e3 0TBoga, 39,5
pasmepbl 12 Mw/15,3 MM / Cannula venous two-stage MC2 with oval body without

tap, sizes 12 mm/15.3 mm

Hapy>kHbIii gnameTp, mm/ Dilator diameter, mm

KaHtons BeHo3Hast AByxcTyneHuatas MC2 ¢ oBasibHbIM KOprycoMm 6e3 0TBoda, 4,9
pasmepbl 10,7 mm/13,3 Mm / Cannula venous two-stage MC2 with oval body
without tap, sizes 10.7 mm/13.3 mm

KaHtonga BeHo3Has [ByxctyneHyatas MC2 ¢ oBa/lbHbIM KOpPrycoM 6e3 0TBoAa, 4,9
pasmepbl 12 mw/15,3 mm / Cannula venous two-stage MC2 with oval body without

tap, sizes 12 mm/15.3 mm

Macca, r/ Mass, g

KaHtona BeHo3Has AByxcTyneHuatas MC2 ¢ oBa/bHbIM KOprycom 6e3 0TBoga, 6,4
pasmepbl 10,7 mm/13,3 mm / Cannula venous two-stage MC2 with oval body
without tap, sizes 10.7 mm/13.3 mm
KaHtons BeHo3Has AByxcTtyneHuatas MC2 c oBasibHbIM KOprycoM 6Ge3 0TBoga, 6,4
pasmepbl 12 Mw/15,3 mm / Cannula venous two-stage MC2 with oval body without
tap, sizes 12 mm/15.3 mm
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MwuHMManbHas cuna paspbrea, H/ Minimum breaking force, N

7. KaHtona BeHo3HasA TpexcTyrneHuataas MC2X, athdektmeHas gnvHa 30-31,5 7. Cannula venous three-stage MC2X, effective
CM, Hapy>kHbIin gnametp: 29 Fr (9,7 mm), 29/37 Fr (9,7 Mw/12,3 MM) B cOCTaBe: length of 30 - 315 cm, external diameter: 29 Fr
KaHtons BeHo3Has TpexctyrneHyatas MC2X, atdektmeHas gmHa 30 —31,5 (9.7 mm), 29/37 Fr (9.7 mm/12.3 mm) consisting

CM, HapyXHbli1 Ayametp: 29 Fr (9,7 mm), 29/37 Fr (9,7 mm/12,3 mMwm); of:
O6Typartop; - Cannula venous three-stage MC2X, effective
3KenyaTaUmMoHHas A0KYMeHTaLWs. length of 30 - 31.5 cm, outer diameter: 29 Fr (9.7
mm), 29/37 Fr (9.7 mm/12.3 mm);
- Obturator:

- Operating documentation.
Mpumep cneumdukaumm megmumHekoro ngenus/ Example of a medical device specification

mv/rf vr

J— iELsemU-.i.,

Hapy>xHblIi gnameTp (PpaHuysckas wkana), mm (Fr.)/ Outer diameter (French size), mm (Fr.)

KaHtons BeHO3Hast TpexcTyneHyatas MC2X, pasmepbl 9,7 Mm/9,7 Mw/9,7 Mm / 9,7/9,7/9,7 (29/29/29)

Cannula venous three-stage MC2X, sizes 9.7 mm/9.7 mm/9,7 mm

KaHtons BeHo3Has TpexcryneHuatas MC2X, pasmepbl 9,7 Mm/12,3 mm / Cannula  MuHMManbHoe 3HadeHune / Minimal 9,7/12,3

venous three-stage MC2X, sizes 9.7 mm /12,3 mm MakcumaibHoe 3HadeHue / Maximal 9,7/12,4
(29/37)

BHyTpeHHMIA gnameTp, mm/ Inner diameter, mm
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CoeauHuTens/ Connector c otBogom 3/8" (0,95 cm)/ vented connection: 3/8"

(0.95 cm)
W3rnbatowmin momeHT, H M/ Kink resistance, N m <0,12
MeanLMHCKOE M3aenne ABNAETCA PeHTreHOKOHTPacTHLIM/ The medical device is ra( iopaque.
PaccTosiHme mexxay BuTKamu, mm/ Distance between turns, mm 15

OnvHa nposonoku, cm/ Wire length, cm

KaHtons BeHO3Hast TpexctyneHyatas MC2X, pasmepbl 9,7 Mw/9,7 mw/9,7 mm /  37: 3,3: 19,9
Cannula venous three-stage MC2X, sizes 9.7 mm/9.7 mm/9,7 mm

KaHtons BeHo3Has TpexcTyneHyatasd MC2X, pasvepb! 9,7 Mw12,3 mm / Cannula  2,6: 20,7
venous three-stage MC2X sizes 9.7 mm/12,3 mm

LunameTp npoBonoku, mm/ The diameter of the wire, mm

KaHiong BeHo3HasA TpexcTyneHyatas MC2X, pasmepbl 9,7 mm/9,7 mm/9,7 mm /  9,7; 9,7; 9,7

Cannula venous three-stage MC2X, sizes 9.7 mm/9.7 mm/9.7 mm

KaHtons BeHo3Has TpexcTyrnenyatad MC2X, pasmepbl 9,7 mwm/12,3 mm / Cannula  9,7; 12,3

venous three-stage MC2X, sizes 9.7 mm/12,3 mm

TonwmHa o6moTkm, MM/ Winding thickness, mm 1
Cneuvndmkaums o6Typatopa/ Specification ofthe obturator

LnvHa Tpyokn (athdekTmBHasa anmHa), mm/ Dilator length, mm

KaHtons BeHO3Has TpexcTyneHyatas MC2X, pasmepbl 9,7 mm/9,7 mm/9,7 mm [ 41
Cannula venous three-stage MC2X, sizes 9.7 mm/9.7 mm/9,7 mm

KaHtonsa BeHO3Has TpexctyneHuatas MC2X, pasvepbl 9,7 Mw/12,3 mm / Cannula 435
venous three-stage MC2X, sizes 9.7 mm/12,3 mm

Hapy>xHblili guametp, mm/ Dilator diameter, mm

KaHtons BeHo3Has TpexctyneHyatas MC2X, pasmepbl 9,7 mm/9,7 mw/9,7 mm / 8
Cannula venous three-stage MC2X, sizes 9.7 mm/9.7 mm/9,7 mm
KaHtona BeHo3Hast TpexcTyneHyatas MC2X, pasmepsbl 9,7 mw/12,3 mv / Cannula 6,5
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MwuH1ManbHoe ycunue Ha paspbiB, H/ Minimum breaking force, N 15

YTeuka kuakocTu nog, aasneHvem/ Leakage of liquid under pressure OtcyTCTBYET yTeuka KWKOCTM "3
COBAVHUTENbHBIX Y3/10B U TPYOKN KaHIONM Mog
pasneHvem 350 kIa/ There is no leakage of fluid
from the junctions and the cannula tube at 350

kPa
CoeguHutens/ Connector 6e3 oTBOA@/ non-vented
W3rubatowmii momeHT, H M/ Kink resistance, N m <0,12
MeaunumHCKOe 13fenne ABSETC peHTreHOKOHTpacTHbIM/ The medical device is radiopaque.
PaccTosHve Mexay BuTKamu, Mm/ Distance between turns, mm 15

[nuHa nposonoku, cm/ Wire length, cm

KaHong BeHo3Has TpexcTyneHyatas MC2X 6e3 oTBoga, pasmepbl 9,7 mm/9,7 3.9: 3,3: 20,2
MM/9,7 mm / Cannula venous three-stage MC2X without tap, sizes 9.7 mm/9.7

mm/9,7 mm

KaHtons BeHO3Has TpexcTyneHyatas MC2X, pasvepbl 9,7 mm/12,3 mm / Cannula  2,7; 20,2
venous three-stage MC2X without tap, sizes 9.7 mm/12,3 mm

JunameTp nposonokun, MM/ The diameter of the wire, mm

KaHiona BeHo3Hasd TpexcTyneHyatads MC2X 6e3 oTBoga, pasvepbl 9,7 Mwm/9,7 97:97:9,7

mMMm/9,7 MM / Cannula venous three-stage MC2X without tap, sizes 9.7 mm/9.7

mm/9,7 mm

KaHtons BeHO3Has TpexcTyrneHuyatas MC2X, pasvepbl 9,7 mw/12,3 mm / Cannula  9,7; 12,3

venous three-stage MC2X without tap, sizes 9.7 mm/12,3 mm

TonwwmHa 06mMoTKK, MM/ Winding thickness, mm 1
Creupgmkaups ob6typaropa/ Specification of the obturator

OnvHa Tpy6kun (atpdekTrBHAA gnnHa), mm/ Dilator length, mm

KaHtona BeHO3Hast TpexcTyrneHuatas MC2X 6e3 0TBoga, pasmepbl 9,7 Mm/9,7 41
mm/9,7 mm / Cannula venous three-stage MC2X without tap, sizes 9.7 mm/9.7
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NUCa-»Uy

Hapy>xHbiin gnameTp (PpaHuy3ckas wkana), Mm (Fr,)/ Outer diameter (French size), mm (Fr.)

Kantons BeHo3Has VC2 ¢ apMMpoBaHHbIM KOprycoM, pasMepb! 11,3 mm/12,7 v/ MakcumanbHoe 3HadeHue / Maximal 11,0/13,1

Cannula venous VVC2 with reinforced body, sizes 11.3 mm/12.7 mm (34/38)
KaHtons BeHo3Has VC2 ¢ apMupoBaHHbIM KOprycoM, pasmepbl 11,3 MM/16 MM/ MakcumanbHoe 3HaueHue / Maximal 11,0/16,3
Cannula venous VC2 with reinforced body, sizes 11.3 mm/16 mm (34/48)

BHyTpeHHWI gnameTp, MM/ Inner diameter, mm

KaHtons BeHo3Hast VC2 ¢ apMMpoBaHHbIM Koprycom, pasvepbl 11,3 mm/12,7 v/ (7,1/8,7)+0,
Cannula venous VVC2 with reinforced body, sizes 11.3 mm/12.7 mm

KaHtons BeHosHast VC2 ¢ apMMpoBaHHbIM KoprycoMm, pa3mepbl 11,3 Mw/16 Mm / (7,1/11,8)+ 0,1
Cannula venous VC2 with reinforced body, sizes 11.3 mm/16 mm

Macca, r/ Mass, ¢

KaHtona BeHo3Had VC2 ¢ apM1poBaHHbIM KOprycoMm, pasmepb! 11,3 mm/12,7 mm/ 30,3
Cannula venous VC2 with reinforced body, sizes 11.3 mm/12.7 mm

KaHtons BeHo3Has VC2 ¢ apMmpoBaHHbLIM KOprycom, pasmepbl 11,3 mm/16 Mm /40,6
Cannula venous VVC2 with reinforced body, sizes 11.3 mm/16 mm

[OnuvHa Tpyokun (aththeKTUBHASA LivHA) KaHonu, cm/ Cannula tube length, cm

Kantons BeHosHas VC2 ¢ apMupoBaHHbIM KOprycoMm, pasmepbl 11,3 mw/12,7 mm /315
Cannula venous VC2 with reinforced body, sizes 11.3 mm/12.7 mm

KaHtonga BeHosHad VC2 ¢ apMMpoBaHHLIM KOprycoMm, pasmepbl 11,3 mm/16 mm /315
Cannula venous VC2 with reinforced body, sizes 11.3 mm/16 mm

O6was anmHa, cMm/ Overall length, cm

KaHtons BeHo3Hast VC2 ¢ apMUpoBaHHbIM KOprycom, pasmepbl 11,3 mm/12,7 vvm/ 38,1
Cannula venous VC2 with reinforced body, sizes 11.3 mm/12.7 mm

KaHtonsa BeHosHas VC2 ¢ apMMpoBaHHbIM KOprycom, pasmepbl 11,3 Mw/16 Mv /38,1
Cannula venous VC2 with reinforced body, sizes 11.3 mm/16 mm

OnuHa; wnpuHa oteepctus, MM/ Length; width of hole, mm
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[OnuHa Tpy6kn (athekTrBHAA anvHa), mm/ Obturator length, mm

Kantons BeHosHas VC2 ¢ apM1pOBaHHbLIM KOprycoM, pasmepbl 11,3 Mwm/12,7 vvm/ 385
Cannula venous VC2 with reinforced body, sizes 11.3 mm/12.7 mm

KaHtonst BeHo3Has VC2 ¢ apMUpoBaHHbIM KOpnycom, pasmepbl 11,3 mm/16 MM/ 36
Cannula venous VC2 with reinforced body, sizes 11.3 mm/16 mm

Hapy>xHblIin gnameTtp, mm/ Obturator outer diameter, mm

KaHtons BeHosHaa VC2 ¢ apMmpoBaHHbIM KOprycoM, pasMepbl 11,3 Mw/12,7 mm/ 85
Cannula venous VC2 with reinforced body, sizes 11.3 mm/12.7 mm

Kantons BeHosHas VC2 ¢ apMMpoBaHHbIM KOprycom, pasmepbl 11,3 Mw/16 Mv /45
Cannula venous VC2 with reinforced body, sizes 11.3 mm/16 mm

BHyTpeHHMIA anameTp, mm/ Obturator inner diameter, mm

KaHtons BeHosHas VC2 ¢ apMMpoBaHHbIM KOpycoMm, pasMepb! 11,3 Mw/12,7 mm /7.4
Cannula venous VVC2 with reinforced body, sizes 11.3 mm/12.7 mm

Kantons BeHo3Has VC2 ¢ apMMpoBaHHLIM KOprycom, pasmepbl 11,3 mw/16 mvm /37
Cannula venous VC2 with reinforced body, sizes 11.3 mm/16 mm

Macca, r/ Mass, g

KaHrons BeHo3Has VC2 C apMMpOBaHHbLIM KOPrycoM, pasmepbl 11,3 Mw/12,7 mm/ g 7
Cannula venous VVC2 with reinforced body, sizes 11.3 mm/12.7 mm
KaHtons BeHo3Haa VC2 ¢ apMupoBaHHbIM Kopnycom, pasmepbl 11,3 mm/16 mm / 4,6
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Cannula venous VVC2 with reinforced body, sizes 11.3 mm/16 mm

MuHumManbHas cuna paspbisa, H/ Minimum breaking force, N

10.KaHong  BeHo3Has VC2 ¢ apMmpoBaHHbIM KOpNycom 6e3 0TBoAa, 10. Cannula venous VC2 with reinforced body
athcpexTVBHAA fmMHa 31,5 M, HapyxHbliA avametp: 34/38 Fr (11,3 mw/12,7  without tap, effective length of 31.5 cm, outer
MMm), 34/48 Fr (11,3 mMm/16 MMm) B cocTage: diameter: 34/38 Fr (11.3 mm/12.7 mm), 34/48 Fr

- KaHiona BeHosHaa VC2 ¢ apmupoBaHHbIM KoprycomM  6e3 otBoga,  (11.3 mm/16 mm) consisting of:
ahdekTviBHaA gavHa 31,5 oM, HapyxHbIi avameTp: 34/38 Fr (11,3 mw/12,7 - Cannula venous VC2 with reinforced body

MM), 34/48 Fr (11,3 MM/16 Mm); without tap, effective length of 31.5 cm, outer
- O6rypartop; diameter: 34/38 Fr (11.3 mm/12.7 mm), 34/48 Fr
3Kcn/yaTauMoHHas JOKYMeHTaLus. (11.3 mm/16 mm);
- Obturator;

- Operating documentation.
Mpumep creundmkauyn MegmumHekoro mnsgenms/ Example of a medical device specification

HapyxHbIii gnameTp (PpaHLy3ckasn wkana), mm (Fr,)/ Outer diameter (French size), mm (Fr.)

KaHtons BeHo3Has VC2 ¢ apMMpoBaHHbIM KOprycom 6e3 0TBoda, pasmepbl 11,3 MakcumaribHoe 3HayeHve Maximal
MM/12,7 mm / Cannula venous VC2 with reinforced body without tap, sizes 113 11,0/13,1(34/38)
mm/12.7 mm

KaHtons BeHosHas VC2 ¢ apMmMpoBaHHbIM KOprycoM Ge3 0TBofa, pasmepbl 11,3 MakcumanbHoe 3HadeHve / Maximal 11,0/16,3
MM/16 mMm / Cannula venous VC2 with reinforced body without tap, sizes 113 (34/48)

mm/16 mm

BHyTpeHHUi gnameTp, MM/ Inner diameter, mm

KaHtons BeHosHas VC2 ¢ apM1poBaHHbIM Koprycom Ges 0TBoga, pasmepbl 113 (7,1/8,7)+0.1
mm/12,7 mm / Cannula venous VC2 with reinforced body without tap, sizes 11.3

mm/12.7 mm

KaHtonst BeHo3Hast VC2 ¢ apmmpoBaHHbIM Koprycom Ge3 0TBOAg, pasmepbl 113 (7,1/11,8) 0,1
mm/16 mm / Cannula venous VC2 with reinforced body without tap, sizes 11.3

mm/16 mm

Macca, r/ Mass, g
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from the junctions and the cannula tube at 350

kPa
CoeauHuTtens/ Connector 6e3 oTBOAa/ non-vented
3rvbatoLumii MomeHT, H M/ Kink resistance, N m <012
MeauumHCKOe n3fenne SBNseTcs peHTreHoKoHTpacTHbIM/ The medical device is radiopaque.
PacctosHue mexxay BuTkamu, Mm/ Distance between turns, mm 15

[nnHa nposonoku, cm/ Wire length, cm

KaHtong BeHosHas VC2 ¢ apMypoBaHHbIM KOprycom 6e3 otsofa, pasmeps! 11,3 20,3
mm/12,7 mm / Cannula venous VC2 with reinforced body without tap, sizes 11.3
mm/12.7 mm

KaHtons BeHosHas VC2 ¢ apMMpoBaHHBIM KOprycoM 6e3 0Teoja, pasMepbl 11,3 199
Mm/16 Mm / Cannula venous VC2 with reinforced body without tap, sizes 11.3
mm/16 mm

JOvameTtp npososiokn, MM/ The diameter of the wire, mm

KaHtons BeHo3Hast VC2 ¢ apMypoBaHHbIM KOprycom 6e3 0TBofa, pasmepbl 113 12,7
mm/12,7 mm / Cannula venous VC2 with reinforced body without tap, sizes 11.3
mm/12.7 mm

KaHtons BeHo3Hast VC2 ¢ apMupoBaHHbIM Koprycom 6e3 oTBofa, pasmepbl 11,3 16
MM/16 mm / Cannula venous VC2 with reinforced body without tap, sizes 11.3
mm/16 mm

TonwmHa o6mMoTkM, Mm/ Winding thickness, mm

Creumdmkaunsa obtyparopa/ Specification of the obturator
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KaHtons BeHo3Hasi VC2 ¢ 0BasibHbIM apMMPOBaHHbLIM KOPMYCOM, 3th(heKTBHas
AvHa 31,5 cM, HapyxHblid anametp: 34/38 Fr (11,3 mw/12,7 mm), 34/48 Fr
(11,3 Mm/16 mm);

JKcnnyaTauyoHHas JOKYMeHTaLNS.

mm/16 mm) consisting of:

- Cannula venous VC2 with oval reinforced body,
effective length of 31.5 cm, outer diameter: 34/38
Fr (11.3 mm/12.7 mm), 34/48 Fr (11.3 mm/16
mm);

- Operational documentation.

Mpumep cneundmkaumm meauumHekoro nsgenus/ Example of a medical device specification

Hapy>Hblii gnameTp (PpaHuy3sckas wkana), MM (Fr.)/ Outer diameter (French size), mm (Fr.)

KaHiona BeHo3Has VC2 c 0BasibHbIM apMUPOBaHHbLIM KOprycoMm, pasmeps! 11,3
MmM/12,7 mm / Cannula venous VVC2 with oval reinforced body, sizes 11.3 mm/12.7
mm

KaHtona BeHo3Hass VC2 C OBa/lbHbIM apMUPOBaHHLIM KOpMycoMm, pasmepbl 11,3

Mm/16 mm / Cannula venous VVC2 with oval reinforced body, sizes 11.3 mm/16
mm

BHyTpeHHMIA anameTp, MM/ Inner diameter, mm

KaHtona BeHo3Has VC2 C 0Ba/lbHbIM apMUPOBaHHbLIM KOpPMycoMm, pasmepb! 11,3
Mm/12,7 mm / Cannula venous VVC2 with oval reinforced body, sizes 11.3 mm/12.7
mm

KaHtonsa BeHosHas VVC2 € 0Ba/ibHbIM apMMYpPOBaHHbLIM KOpMycom, pasmepbl 11,3
Mm/16 mm / Cannula venous VVC2 with oval reinforced body, sizes 11.3 mm/16
mm

Macca, r/ Mass, g

KaHtons BeHo3Had VC2 C OBa/bHbIM apMMPOBaHHbLIM KOPMycoM, pasvepbl 11,3
mm/12,7 mm / Cannula venous VVC2 with oval reinforced body, sizes 11.3 mm/12.7
mm

KaHtonsa BeHo3Has VC2 C 0BaNbHbIM apMUPOBaHHbLIM KOpMycom, pa3meps 11,3
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MuHuManbHoe 3HaveHune / Minimal 11,0/12,7
MakcumanbHoe 3HadveHme/ Maximal 11,3/13,1
(34/38)

MuHumansHoe 3HadeHre / Minimal 11,0/16,0
MakcumanbHoe 3HadeHune / Maximal 11,0/16,3
(34/48)

(7,1/8,7)%0,1

(7,1/11,8) 0,1

29,5

44,4
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N3rnbatowmnii momeHnt, H m/ Kink resistance, N m <0,12
MeauumHCKoe n3aenune SBIseTcst PeHTreHoKoHTpacTHbIM/ The medical device is radiopaque

PaccToaHune mexpgy Butkamu, mm/ Distance between turns, mm 15
[nvHa nposonoku, cm/ Wire length, cm

KaHtona BeHo3Had VC2 C OBa/lbHbIM apMMPOBaHHLIM KOPycoM, pasmepbl 11,3 20,5
Mm/12,7 mm / Cannula venous VVC2 with oval reinforced body, sizes 11.3 mm/12.7

mm

KaHtona BeHo3Had VC2 C OBa/lbHbIM apMMPOBaHHLIM KOpMycoM, pasmepbl 11,3 20,1
mMm/16 mm / Cannula venous VVC2 with oval reinforced body, sizes 11.3 mm/16

mm

OunameTp nposonoku, mm/ The diameter of the wire, mm

KaHtons BeHo3Has VC2 C 0BasibHbIM apMUPOBaHHLIM KOPMyCcoM, pasmepbl 113 127
mMm/12,7 mm / Cannula venous VVC2 with oval reinforced body, sizes 11.3 mm/12.7
mm
KaHiong BeHo3Has VC2 ¢ OBa/lbHbIM apMUPOBaHHLIM Koprnycom, pasveps! 11,3 16,0
mm/16 mm / Cannula venous VVC2 with oval reinforced body, sizes 11.3 mm/16
mm
TonwwHa 06MoTkK, MM/ Winding thickness, mm 1
12.KaHtona BeHo3Has VC2 C 0Ba/lbHbIM apMMpOBaHHbIM KOprycoM 6e3 0TBofa, 12. Cannula venous VC2 with oval reinforced
ahtekTBHAA AnuHa 31,3 - 32 cM, HapyxHblid avametp: 34/38 Fr (11,3 hody without tap, effective length of 31.3 - 32
MM/12,7 Mm), 34/48 Fr (11,3 Mm/16 MM) B cocTase: cm, outer diameter: 34/38 Fr (11.3 mm/12.7 mm),
— KaHionga BeHosHaa VC2 ¢ 0Ba/IbHbIM apMUPOBaHHLIM KOPMycoM 6e3 oTeofa,  34/48 Fr (11.3 mm/16 mm) consisting of:
ahtpexTmBHaA AiMHa 31,3 - 32 oM, HapyxHblid avameTp: 34/38 Fr (11,3 - Cannula venous VC2 with oval reinforced body
MMW12,7 Mm), 34/48 Fr (11,3 Mw/16 Mw); without tap, effective length of 31.3 - 32 cm,
- JKcnnyaTauoHHas AOKyMeHTaLm. outer diameter: 34/38 Fr (11.3 mm/12.7 mm),
34/48 Fr (11.3 mm/16 mm);
- Operational documentation.

Mpumep cneumndukaumn meamumHekoro nsaenus/ Example ofa medical device specification
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Name

1) Cannula venous two-
stage MC2, effective length
275 - 29 cm, external
diameter: 28/36 Fr (9.3 mm/12
mm), 29/37 Fr (9.7 mm/12.3
mm), 36/46 Fr (12 mm/15.3
mm), 32/40 Fr (10.7 mm/13.3
mm), 34/46 Fr (11.3 mm/15.3
mm), 36/51 Fr (12 mm/17 mm)
consisting of:

Cannula venous two-
stage MC2, effective length
27.5 - 29 cm, outer diameter:
28/36 Fr (9.3 mm/12 mm),
29/37 Fr (9.7 mm/12.3 mm),
36/46 Fr (12 mm/15.3 mm),
32/40 Fr (10.7 mm/13.3 mm),
34/46 Fr (11.3 mm/15.3 mm),
36/51 Fr (12 mm/17 mm);

Obturator.

2) Cannulavenous  two-
stage MC2without  tap,
effective length 28 - 28.5 cm,
outer diameter: 28/36 Fr
(9.3/12 mm), 29/37 Fr
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OpraHM3ma, KpoBbto.

- CoeguHuTenb, O6TypaTop:
KpaTkoBpemeHHbIiA (MeHee 24 4acoB)
0rnocpesoBaHHbI KOHTaKT C

OpraHM3MoM 4esfioBeKa.

- YnakKoBKa, KneslLee BeLLECTBO;
HeT KoHTaKTa C opraH13Mom
yenoseka (MeanUUHCKIIA NepcoHas
paboTaeT B nepuatkax).

Contact with the human body
- Cannula tube, Body, Tip, Depth

marks. Wire:

Short-term contact (less than 24 hours)
with the internal environment o fthe

body, blood.

- Connector, Obturator: Short-term
(less than 24 hours) mediated contact

with the human body.

- Packaging, Adhesive:

There is no contact with the human
body (medical personnel work in

gloves).

- Cannula tube. Body, Tip, Depth

marks. Wire:

Short-term contact (less than 24 hours)
with the internal environment o fthe

body, blood.
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Materials
Housing:
1st layer: Plastisol
2nd layer: Plastisol
3rd layer: Plastisol
Reinforced basket - Polyvinyl chloride
(PVC)yyellow shade
Spring - Stainless steel (maximum hardness)
302
Depth marks: Permanent ink, label width
0.1 mm: blue, light blue, solvent
Cannula tube - Polyvinyl chloride (PYC)
Obturator - Polypropylene

Adhesive: PVCsuspension resin
Tetrahydrofuran
Cyclohexanone

Housing:

1stlayer: Plastisol
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& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

51 NOCTaB/IAOTCA B MEPBUYHON YNaKOBKe C MapKMPOBKOMA, COfepyKaLLleli cneaytoLyo MHopMaLmio;
Toprosyto MapKy;

OTKpbIBATb 3MECh;

HavmMeHoBaHWe 1 HOMEP U3AeNNA Mo KaTtasiory,

Homep MHCTPYKUMK NO 3KCnyaTauumu;

BHymaHne! O3HaKOMbTECH C COMPOBOAWTESBHOW AOKYMEHTaLME;

OfHOopa30B0oe UCTO/Mb30BaHME,;

ANNPOreHHo;

He cTepunmns3osats NMOBTOPHO;

CTepuni3oBaHo 3TUMEHOKCUAOM,

Konn4ecTso;

Tonbko ana CLUA,;

MOXeT 6bITb MCNO/L30BaHO TOMbKO C Pa3peLLeHs Bpaya;

Wcnonb3oBath [o;

AJpec NpeanpuATAS-U3roToBUTENS 1 HOMEP MHCTPYKLMM NO 3KCNyaTauum;
CuMBON COOTBETCTBUA TPeboBaHUAM NMPUMEHNMBIX A1peKTMB EBponeiickoro Cotosa.

gume o NyHon” of secondary (group) packaging
numot 91437
LCrr
LotMjrrivif Quantty: 10
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MC2X

29/37 Fr.
Three Stage Venous Cannula

Canute veirwuse d trois phases/Venose Oreisbffenlanuie / Cdnula venosa de tree etapas/
Veneu;» three stage'Canuie / Cannula veoosa a tre tesi / TfBIrinns venekanyte / Kotevv/~*winen
laak)nkiiwny)« / Trestegsventonyl/ ®Aed»” hAvoulq TpNiiv cTimtOwv / Tre-trins venelunyle /
Trzystopntewa kaniutaiyina / Cenbla venosa de trte etapes / 09 DevreK Ven6z K«w1/
THWOYW yoobrn} kanyia / hteromszakaszos v6nds kanOl / TpoucTynoH4arasi BEeHO3Has Kavton

Net DoNot
S RiVEm
ifUSAIROnty siraiEleol
SMtotf IWneQHNmM OHM

MBy LANNM
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Tissmrrf

A I | — I

W Ovy 6”bIMObIN Me*unn* >und»tlanl

tBZiO .
"mvManoNis

xom% R
tUNIVIMOS Aii3 ThWY

vor™ <isHw ER110:
MVHi r.y.-n iON r.jS'4,1
OA/0AYYNLN Q3i.vr)n4HOD SIHI.

V3aenna nocTaBsitoTCs BO BTOPUYHOW YNaKoBKe C MapKUPOBKOWA, CoAiepyKaLLelt crieaytoLLyto MH(opMaLuio;
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Toprosyto MapKy ¥ afpec npeanpuaTUa-U3roToBUTENS;
HavmMeHoBaHVe 1 HOMEP U3AEeNWs MO KaTasory;,

OfHOpa30B0Oe NCMOMb30BaHME,;

Tonbko gna CLUA;

MOXeT 6bITb 1CMO/b30BAHO TO/LKO C paspeLLeHnst BpaYa;
Vcnonb3oBath [o;

He cTepvnn3oBaTb NOBTOPHO;

CTepunm3oBaHO 3TUMEHOKCUAOM;

Homep napTuu;

BHymaHne! O3HaKOMbTECH C COMPOBOANTENbHOW JOKYMEHTaLVeN;
ANVPOreHHo;

KonnyecTso;

CUMBO/ COOTBETCTBUS TPeOGOBaHMAM NMPUMEHMbIX ANPEKTVB EBponeiickoro Coo3a;
Homep MHCTPYKLMK Mo 3KCnayaTaumu;

CopepxuT dranar (AHI D);

LLITprx-Koz;

XpaHWTb B CyXOM MECTE,

Xpynkoe, Npu 06paLLeHnn cobofaiTe 0CTOPOXKHOCTb;
Temneparypa He BblLLE,

VHopmaLms 06 ynakoBKe.
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Mpumep TpaHcnopTHoM ynakoBku/ Example of transport packaging

Page 79 of 89

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



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



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



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



®

Crepuniiiaung ITHICHOKCAION,

Table 1. Summary of EO Residuals

W N s
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Iax/10UeHNE: MAPAHTHPOBAHHLH YPOBEHS CTCPHALHOCTH. 10 |

3

Conclusioa: guaranteed level of sterility: 10,
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Mepesen 3aiiues AMuTpuit BuTanbesny

Poccuiickaa degepauymns
[fopoa MockBa
OBaguaTb 4eTBEPTOro Mas ABe ThiCAYN JeBATHAALLATOroO roga

A, Koponb Buktopua AnekceeBHa, HoTapuyc ropofa MOCKBbI, CBULETENbCTBYHO
NOANMHHOCTb NOANMCK NepeBoAYMKa 3aiiuesa AMuTpus Butansesmya.

Moanuck chenaHa B MOEM NMPUCYTCTBUMN.

JInyHOCTb NognucaBLLEero 4OKYMeHT YCTaHOB/IeHa.

3apeructpuposaHo B peectpe: Ne 08/82-H/77-2019- A

B3bICKaHO rocygapcTBeHHON nownuHbl (No Tapmdy): 100 py6. 00 kon.
YnnayeHo 3a 0KaszaHue ycnyr npaBoBOro 1 TexHu4yeckoro xapakrepa: 200 py6. 00 kon.

noAnuch

FEPBOBAA MEYATL
HOTAPWNYCA

MpoLHYpPOBaHO, MPOHYMEPOBAHO U CKPEM/IEHO NeyaTbio nncT(-a,-0B)

B.A. Koposb

noanmuch

FEPBEOBAfA MEYATb
#HOTAPUYCA
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Poccuiickan deiibpaums

BcsrnnopTHyposaHo,
NPOHYMeL> M 1 CKperneHo
Neyarbio nuA1(-a,-08)
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