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Instruction for Use

Microcoil endovascular Delivery System for embolization of intracranial
and peripheral vessels

PyKoBOACTBO N0 IKCILUTYATAIMH

MukpocnHpans SHAOBACKYIAPHAN Ha CHCTEME JCCTABKY 1A
3MGONHM3AUNH BHYTPHYEPENHBIX U NEPHPEPHUECKHX COCYHROB
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Name ofthe medical device/ HaumeHosaHne MEOAULUWNHCKOIO N3ennsa
Microcoil endovascular Delivery System for embolization of intracranial and Mukpocnupanb 3HAOBacKyfnsipHas Ha CcucTeMe JAoCTaBKM pAns 3am6onusayuu
peripheral vessels, variants ofexecution; BHYTPUYEpenHbiX U Nnepuepnyecknx cocyos, BapuaHTbl UCNONHEHUA:

1. Microcoil endovascular Delivery System for embolization of intracranial and I. Mukpocnupanb 3HAoOBackynspHas Aana  am6onusauuu BHYTPUYEPENHbIX U

peripheral vessels frame, MICRUSFRAME S spherical, size range 10: nepudepnyecknx cocyaos kapkacHass, MICRUSFRAME S cdepuueckoii copmbl.

1.1. MICRUSFRAME S

10, size 2mm X 2.5cm

pasmepHbiit pag 10:

1.2. MICRUSFRAME S 10, size 2.5mm x 3.3cm 1.1. MICRUSFRAME S 10, pasmep 2MM X 2.5cm
1.3. MICRUSFRAME S 10. size 3mm x 5.4cm 1.2. MICRUSFRAME S 10, pazmep 2.5MM x 3.3cm
1.4. MICRUSFRAME S 10, size 3.5mm x 6.6cm 1.3. MICRUSFRAME S 10, pasmep 3MM X 5.4cm
15. MICRUSFRAME S 10, size 4mm x 7.5cm 1.4, MICRUSFRAME S 10, pa3mep 3.5MM X 6.6cm
1.6. MICRUSFRAMES 10. size 4mm x 11.5cm 15. MICRUSFRAME S 10, pasmep 4Mm X 7.5cm
1.7. MICRUSFRAME S 10, size 5mm x 9.7cm 1.6. MICRUSFRAME S 10, paamep 4MM X 11.5cm
1.8. MICRUSFRAME S 10.size 5mm x 17cm 1.7. MICRUSFRAME S 10, pasmep 5MM X 9.7cm
1.9. MICRUSFRAME S 10, size 6mm x 11.9cm 1.8. MICRUSFRAME S 10, pasmep 5MM X 17cm
1.10.MICRUSFRAME S 10. size 6mm x 26cm 1.9. MICRUSFRAME S 10, paamep 6MM x 11.9cm
1.11.MICRUSFRAME S 10, size 7mm x 13.9cm 1.10.MICRUSFRAME S 10, paamep 6MM X 26CM
1.12.MICRUSFRAME S 10, size 7mm x 30cm 1.11.MICRUSFRAME S 10, pasmep 7Mm X 13.9cm
1.13.M1CRUSFRAME S 10, size 8mm x 16.1cm 1.12.MICRUSFRAME S 10, paamep 7MM X 30cm
1.14.MICRUSFRAME S 10, size 8mm x 29cm 1.13.MICRUSFRAME S 10, paamep 8Mm X 16.1cm
1.14.MICRUSFRAME S 10, pa3mep 8mm X 29cm

2. Microcoil endovascular Delivery System for embolization of intracranial and

peripheral vessels frame, MICRUSFRAME S spherical, size range 18: 2. Mukpocnupanb ambonunsaumnmu

2.1. MICRUSFRAME SIS. size 5mm X 10cm
2.2. MICRUSFRAMES 18, size 6mm xl2.2cm

3HAOBACKynsipHas  Ans BHYTPUYEPENHbLIX U
nepudgepunyecknx cocynoB kapkacHaas MICRUSFRAME S cdepuueckoin gopubl.

pasmepHbiii pag 18:

2.3. MICRUSFRAMES 18, size 7mm X 14.3cm 21. MICRUSFRAME S 18, pasmep Smm x 10cm
2.4, MICRUSFRAMES 18, size 8mm X 13.6cm 2.2. MICRUSFRAME S 18, pasmep 6mMm x12.2cm
2.5. MICRUSFRAMES 18, size 8mm X 30cm 2.3. MICRUSFRAME S 18. pasmep 7Mm X 14.3cm
2.6. MICRUSFRAME S 18,size 9mm X 15.3cm 2.4. MICRUSFRAME S 18, pasmep 8mMM X 13.6¢cm
2.7. MICRUSFRAME S 18, size 9mm x 33cm 2.5. MICRUSFRAME S 18, pasmep 8mm x 30cm
2.8. MICRUSFRAME 18, size 10mm x 17.1cm 26. MICRUSFRAME S 18, pasmep 9MM X 15.3cm
2.9. MICRUSFRAME S 18, size 10mm x 34cm 2.7. MICRUSFRAME S 18, pasmep 9mMm x 33cMm
2.10.MICRUSFRAME S 18, size 11mm x 18.9cm 2.8. MICRUSFRAME S 18, pasmep 10MM x 17.1cm
2.11.MICRUSFRAME S 18, size 1lmm x 37cm 2.9. MICRUSFRAME S 18, pasmep 10mMm X 34cm
2.12.MICRUSFRAME S 18, size 12mm x20.7cm 2.10.MICRUSFRAME S 18, pasmep 11mm x 18.9cm

2.13.MICRUSFRAME
2.14.M1CRUSFRAME
2.15.MICRUSFRAME
2.16.MICRUSFRAME
2.17.M1CRUSFRAME
2.18.MICRUSFRAME
2.19.MICRUSFRAME
2.20.MICRUSFRAME

18, size 12mm x40cm
18, size IS3mmx43cm
18, size 14mm x 47cm
18, size 15mm x 50cm
18, size 16mm x47cm
18, size 17mm x 50cm
18, size 18mm x 46cm
18. size 19mm x 50cm

2.11.MICRUSFRAME S 18, pasmep 11mm x 37cm
2.12.MICRUSFRAMES 18, pasamep 12mMMx20.7cm
2.13.MICRUSFRAME S 18, pa3mep 12mm X 40c™m
214 MICRUSFRAME S 18, pa3mep 13mMm X 43cM
2.15.MICRUSFRAME S 18, pasmep 14mm X 47cm
2.16.MICRUSFRAME S 18, paamep 15mMm x 50cm
2.17.MICRUSFRAME S 18, paamep 16mMm X 47cMm

W mmnnnmonnnonononon
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2.21.MICRUSFRAME S 18. size 20mm x 50cm 2.18. MICRUSFRAME S 18. pasmep 17mMm x 50cm
2.19.MICRUSFRAME S 18, pa3mep 18mm x 46cm
2.20.MICRUSFRAME S 18, pasmep 19mm x 50cm

2.21.MICRUSFRAME S 18. pasmep 20mMm x 50cm

3. Microcoil endovascular Delivery System for embolization of intracranial and
peripheral vessels frame, filling MICRUSFRAME C adaptive form with screw
and "endless" loops, size range 14;

3.1. MICRUSFRAME C 14, size 2mm x 2.5cm 3. Mukpocnupanb 3HAOBackynspHas AAs  3M60/AM3auMu  BHYTPUUYEpPerHbiX W

3.2. MICRUSFRAME C 14, size 3mm x 3cm nepuepnyecknx CcocyaoB kapkacEl!as, 3anonHsawouwas MICRUSFRAME C
3.3. MICRUSFRAME C 14, size 3mm x 4cm afganTUBHON POPMbl C BUHTOBLIMU N «B6ECKOHEYHBIMU» NETAAMU, Pa3MepPHbIR psag 14:
3.4. MICRUSFRAME C 14, size 3mm x 6¢cm 3.1. MICRUSFRAMEC 14, pasmep2mm x2.5cm

3.5. MICRUSFRAME C 14, size 4mm x 6cm 3.2. MICRUSFRAME C 14, pasmep 3MM X 3CcM

3.6. MICRUSFRAME C 14, size 4mm x 8cm 3.3. MICRUSFRAME C 14, pasmep 3MM X 4cM

3.7. MICRUSFRAME C 14, size 4mm x 4.5cm 3.4. MICRUSFRAME C 14, pasmep 3MM X 6CM

3.8. MICRUSFRAME C 14, size 5mm x 7cm 3.5. MICRUSFRAME C 14, pasmep 4MM X 6CM

3.9. MICRUSFRAME C 14, size 5mm x 12cm 3.6. MICRUSFRAME C 14, pasmep 4MM X 8cM

3.10.MICRUSFRAMEC 14, size 6mm x 9cm 3.7. MICRUSFRAME C 14, pa3mep 4MM x 4.5cm

3.11.MICRUSFRAME C 14, size 6mm x 15cm 3.8. MICRUSFRAME C 14, pasmep 5MM X 7CM

3.12.MICRUSFRAMEC 14, size 7mm x 1lcm 3.9. MICRUSFRAME C 14, pa3mep 5mMM X 12cm

3.13.MICRUSFRAMEC 14, size 7mm x 17cm 3.10.MICRUSFRAME C 14, pasmep 6MM X 9CcM

3.14.M1CRUSFRAMEC 14, size 8mm x 12cm 3.11.MICRUSFRAMEC 14, pasmep 6MM X 15cm

3.15.MICRUSFRAME C 14, size 8mm x 20cm 3.12.MICRUSFRAME C 14, pasmep 7MM X 1llcm

3.16.MICRUSFRAME C

14,

size9mmx 1l4cm

3.17.MICRUSFRAMEC 14, size 9mm x 22cm
3.18. MICRUSFRAME C 14, size IOmmx 16cm
3.19.MICRUSFRAMEC 14, size 10mmx25cm
3.20.MICRUSFRAMEC 14, size 11mm x 18cm
3.21.MICRUSFRAME C 14, size 11mm x 27cm
3.22.M1CRUSFRAME C 14, size 12mm x 19cm
3.23.MICRUSFRAMEC 14, size 12mm x 30cm

Microcoil endovascular [>elivery System for embolization of intracranial and
peripheral vessels filling DELTAFILL softtriangular shape, size range 10:

4.1. DELTAFILL 10.size 1.5mm x 4cm
4.2. DELTAFILL 10, size 2nw x 8cm
4.3. DELTAFILL 10, size 2.5mm x 10cm
4.4. DELTAFILL 10.size 2.5mm x 8cm

3.13.MICRUSFRAME C
3.14 MICRUSFRAMEC
3.15.MICRUSFRAMEC
3.16.MICRUSFRAME C
3.17.MICRUSFRAME C
3.18. MICRUSFRAME C
3.19.MICRUSFRAMEC
3.20.MICRUSFRAME C
3.21.MICRUSFRAME C
3.22.MICRUSFRAME C
3.23.MICRUSFRAME C

Mukpocnupanb  3HfoBackynapHas Ana  asmb6onusauuu
nepugepnyecknx cocynon 3anonHsawwasds DELTAFILL MArkoii TpeyronbHoi copmsl,

pasmepHblii pag 10:

14, pasmep 7MM X 17cm
14, pasmep 8mMM X 12cm
14, pasmep 8mmMx20cm
14, pasmep 9MM X l4cm
14, pasmep 9MM X 22cMm
14, pasmep 10Mm X 16cm
14, pasmep 10MMx25cm
14, pa3smep 11mm X 18cm
14, pasmep 11mm X 27CMm
14, pasmep 12mMm X 19cm
14, pasmep 12mm x 30cm

BHYTpUYEpenHbIX

4 5. DELTAFILL 10, size 3mm X 8cm

4.6. DELTAFILL
4.7. DELTAFILL
4.8. DELTAFILL
4.9. DELTAFILL
4.10.DELTAF1LL
4.11.DELTAFILL
4.12.DELTAFILL

10,si» 3mm X 10cm
10, size 4mm X 8cm

10, size 4mra x 10cm
10. size 5mm X 10cm
10, size 5mm x 15cm
10,size6mmx 12cm
10, size 6mm x 16cm
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4.1. DELTAFILL
4.2. DELTAFILL
4.3. DELTAFILL
4.4, DELTAFILL
45. DELTAFILL
4.6. DELTAFILL
4.7. DELTAFILL
4.8. DELTAFILL

10. pasmep 1.5MMm X 4cm
10. pasmep 2mMM X 8cm
10. pa3smep 2.5mMMm x 10c™m
10, pa3smep 2.5MM X 8cm
10, pasmep 3mMM X 8cm
10, pa3smep 3mm x 10cwm
10, pasmep 4mMmM X 8cm
10. oa»t0) 4mm X 10cm



7.

4.13.DELTAFILL 10, size 7mm x l6cm
4,14 .DELTAFILL 10, size 7mm x 20cm
10. size 8mm x 20cm
4.16.DELTAFILL 10, size 9mm x 25cm

4.15.DELTAFILL

Microcoil endovascular Delivery System for embolization of intracranial and
peripheral vessels filling DELTAFILL soft triangular shape, size range 18:

5.1. DELTAFILL
5.2. DELTAFILL
5.3. DELTAFILL
54. DELTAFILL
55. DELTAFILL
56. DELTAFILL
5.7. DELTAFILL
58. DELTAFILL
59. DELTAFILL
5.10.DELTAFILL
5.11.DELTAFILL
5.12.DELTAF1LL
5.13.DELTAFILL
5.14 DELTAFILL
5.15.DELTAFILL

Microcoil endovascular Delivery System for embolization of intracranial and
peripheral vessels for accurate finish embolization of aneurysms DELTAXSFT

18, size 3mm X 12cm
18, size 4mm x 15cm
18, size 5mm x 20cm
18, size 6mm x 25cm
18, size 7mm x 33cm
18, size 8mm x 35cm
18. size 9mm x 35cm
18, size 10mm x 40cm
18. size 12mm x 42cm
18. size 14mm x 45cm
18, size '6mmx50cm
18. size 1I8mmx55cm
18, size 20mm x 60cm
18, size 22mm x 60cm
18, size 24mm x 60cm

soft triangular shape, size range 10:

6.1. DELTAXSFT
6.2. DELTAXSFT
6.3. DELTAXSFT
6.4. DELTAXSFT
6.5. DELTAXSFT
6.6. DELTAXSFT
6.7. DELTAXSFT
6.8. DELTAXSFT
6.9. DELTAXSFT
6.10.DELTAXSFT
6.11.DELTAXSFT
6.12.DELTAXSFT
6.13.DELTAXSFT
6.14. DELTAXSFT

Microcoil endovascular Delivery System for embolization of intracranial and
peripheral vessels filling GALAXY G3 adaptive complex form:

10,
10,
10,
10,
10,
10,
10,
10,
10,
10,
10,
10,
10,
10,

size [.Smrffx 1lcm
size 1.5mm x 2cm
size 1.5mm x 3cm
size 2mm x lIcm
size 2mm x 2cm
size 2mm x 3cm
size 2mm x 4cm
size 2mm x 6¢cm
size 2.5mm x 4cm
size 2.5mm x 6cm
size 3mm x 4cm
size 3mm x 6cm
size 4mm x 6cm
size 4mm x 8cm
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4.9. DELTAFILL
4.10.DELTAFILY
4.11.DELTAFILL
4.12.DELTAFILL
4.13.DELTAFILL
4.14. DELTAFILL
4.15.DELTAFILL
4.16.DELTAFILL

Mukpocnupansb
nepugepnyecknx

10. pasmep 5mm X 10cM e »
10, pasmep 5mm x 15cm
10, pasmep 6MM X 12cm
10, pasmep 6MM X 16W
10, pasmep 7MM X 16CMm
10, pasmep 7MMm x 20cm
10, pasmep 8mMMm x 20cm

10, pasmep 9mMMm x 25cm

3HAoBackynapHas  Ana  ambonusauumu BHYTpUYEpenHbiX U
cocynoB 3anonHswwas DELTAFILL, MSArko TpeyronbHoW

opmbl, pa3mepHbIii pag 18:

5.1. DELTAFILL
5.2. DELTAFILL
53. DELTAFILL
54. DELTAFILL
55. DELTAFILL
5.6. DELTAFILL
5.7. DELTAFILL
58. DELTAFILL
5.9. DELTAFILL
5.10.DELTAFILL
5.11.DELTAFILL
5.12.DELTAFILL
5.13.DELTAFILL
5.14.DELTAFILL
5.15.DELTAFILL

Mukpocnupanb
nepudepnyecknx

18, pasmep 3mMm X 12cm
18, pasmep 4mm X 15cm
18, pasmep 5mMm x 2001
18, pasamep 6MM X 25an
18, pasmep 7mMm X 33cMm
18, pasmep 8mMm x 35cm
18, pasmep 9mMm X 35cm
18, pasmep 10mMm X 40cm
18, pasmep 12mMm x42cm
18. pasmep 14mm x45cm
18, pasmep 16mMm x 50cm
18, pasmep 18mm x 55cm
18, pasmep 20mMmM X 60cm
18, pasmep 22mMmM X 60cm
18. pasmep 24mMm X 60cm

aHAoBackynspHas Ans  aM60oAM3aLUM  BHYTPUUNMHBIX U
COCYAOB [ANA  TOYHOW (UHMWHON amGonusaunu aHeBpu3Mm

DELTAXSFT MArkoin TpeyronbHoi ¢opmbl, pasmepHsblii pag 10:

6.1. DELTAXSFT
6.2. DELTAXSFT
6.3. DELTAXSFT
6.4. DELTAXSFT
6.5. DELTAXSFT
6.6. DELTAXSFT
6.7. DELTAXSFT
6.8. DELTAXSFT
6.9. DELTAXSFT
6.10.DELTAXSFT
6.11.DELTAXSFT
6.12.DELTAXSFT

10, pa3smep 1.5mMMm x 1lcm
10, pa3mep 1.5mMM X 2¢m
10, pa3smep 1.5mMMm X 3cM
10, pasmep 2MM X 1lcm
10, pasmep 2MM X 2CM
10, pa3mep 2MM X 3CM
10, pa3mep 2MM X 4cm
10, pasmep 2MM X 6CM
10, pasmep 2.5MM X 4Cm
10, pa3mep 2.5MM X 6¢m
10, pasmep 3MM X 4CM
10, pa3mep 3MM X 6CMm



9.

7.1. GALAXY G3, size 2mm X 2cm
7.2. GALAXY G3, size 2.5mm x 5cm
7.3. GALAXY G3. size 2.5mm x 3.5cm
7.4. GALAXY G3, size 3mm x 6¢cm
7.5. GALAXY G3, size 3mm x 8cm
7.6. GALAXY G3, size 3.5mm x 9cm
7.7. GALAXY G3, size 3.5mm x 7.5cm
7.8. GALAXY G3, size4dmm x 7cm
7.9. GALAXY G3, size 4mm x 10cm
7.10. GALAXY €3¢ 4mm x 12cm
7.M.GALAXY G3, size 5mm x 10cm
7.12.GALAXY G3, size 5mm x 15cm
7.13.GALAXY G3, size 6mm x 10cm
7.14. GALAXY &i3e 6mm x 15cm
7.15. GALAXY 6i3¢ 6mm x 20cm
7.16.GALAXY G3, size 7mm x 15cm
7.17. GALAXY &3¢ 7mm x 21cm
7.18.GALAXY G3, size 8mm x 15cm
7.19. GALAXY &3¢ 8mm x 24cm
7.20.GALAXY G3, size 9mm x 25cm
7.21. GALAXY §€3¢ 10mm x 30cm
7.22.GALAXY G3, size 12mm x 30cm

Microcoil endovascular Delivery System for embolization of intracranial and
peny/lera! vessels for accurate finish embolization of aneurysms GALAXY G3
XSFT adaptive complex form:

8.1. GALAXY G3 XSFT, size 2mm xI.5cm

8.2. GALAXY G3 XSFT, size 2mm x 2cm

8.3. GALAXY G3 XSFT, size 2.5mm X 5cm

8.4. GALAXY G3 XSFT, size 2.5mm X 2.5cm

8.5. GALAXY G3 XSFT, size 2.5mm x 3.5cm

8.6. GALAXY G3 XSFT, size 3mm x 4cm

8.7. GALAXY G3 XSFT, size 3mm x 6cm

8.8. GALAXY G3 XSFT, size 3mm x 8cm

8.9. GALAXY G3 XSFT, size 3.5mm x 5cm

8.10. GALAXY G3 XSFT, size 3.5mm x9cm

8.11. GALAXY G3 XSFF, size 3.5mm x 7.5cm

8.12. GALAXY G3 XSFT, size 4mm x 6¢cm

8.13. GALAXY G3 XSFT, size 4mm x 8cm

8.14.GALAXY G3 XSFT, size 4mm x 10cm

Microcoil endovascular Delivery System for embolization of intracranial and
peripheral vessels for accurate finish embolization of aneuiysms GALAXY G3
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6.13.
6.14.

DELTAXSFT 10. pasmep 4Mm X 6CM
DELTAXSFT 10, pasmep 4Mm X 8cm
MukpocnHpanb  3HAoOBackynapHas  Ans

amM6onusauun  BHYTPUYEPEMHbIX 1

nepugepnyecknx cocynoB 3anonHswwas GALAXY G3 afanTUBHOW CNOXHON

opmbi:

7.1. GALAXY G3, pa3mep 2MM X 2CM

7.2. GALAXY G3, pasmep 2.5MM X 5CMm
7.3. GALAXY G3, pa3mep 2.5mMM X 3.5¢cm
74. GALAXY G3, pa3mep 3MM X 6¢Mm

75. GALAXY G3, pasmep 3MM X 8cm

7.6. GALAXY G3, pa3mep 3.5mMM x 9cm
7.7. GALAXY G3, pa3mep 3.5mMM X 7.5cm
7.8. GALAXY G3, pasvmep 4MM X 7CM

7.9. GALAXY G3, pasmep 4mm X 10cm
7.10. GALAXY G3, pa3mep 4mm x 12cm
7.11. GALAXY G3. pasmep 5mMm x 10cm
7.12.GALAXY G3, pasmep 5mMm x 15Ccm
7.13. GALAXY G3, pasamep 6mMmM x 10cm
7.14. GALAXY G3, pa3mep 6Mm x 15cm
7.15.GALAXY G3, pasmep 6Mm x 20cm
7.16.GALAXY G3, pa3mep 7mMm X 15cm
7.17.GALAXY G3, pa3mep 7mMm x21cm
7.18.GALAXY G3, pasmep 8mMm x 15cm
7.19.GALAXY G3, pasmep 8Mm X 24cm
7.20.GALAXY G3, pa3mep 9mMMm x 25cm
7.21.GALAXY G3, pa3mep 10mm x 30cm
7.22.GALAXY G3, pasvep 12mm x 30cm
Mwukpocnupans ambonusauunmu

dHAOBacKynapHasa Aansa BHYTpU4YepenHbiX n

nepucepuyecknux CcocyaoB AN TOYHON (PUHMIWHOW 3MBOAM3ALMU  aHEBPU3M

GALAXY G3 XSFT aganTvBHOI CMOXHOI hOpMbI:
8.1. GALAXY G3 XSFT. pasmep 2mm x 1.5cm

8.2. GALAXY G3 XSFT, pasmep 2MM X 2CM

8.3. GALAXY G3 XSFT, pasmep 2.5MM X 5¢cm

8.4. GALAXY G3 XSFT. pa3mep 2.5mMM X 2.5cm
8.5. GALAXY G3 XSFT, pa3mep 2.5mMm x 3.5cm
8.6. GALAXY G3 XSFT. pasmep 3mM X 4cM

8.7. GALAXY G3 XSFT, pasmep 3mm X 6¢Cm

8.8. GALAXY G3 XSFT, pasmep 3MM X 8cm

8.9. GALAXY G3 XSFT. pasvep 3.5MM X 5¢c™m
8.10. GALAXY G3 XSFT, pasvep 3.5MM X 9cm
8.11.GALAXY G3 XSFT, pa3mep 3.5mMM X 7.5cm




XSFT Helical: 8.12. GALAXYG3 XSFT,pasMep4dMMx6¢cM
9.1. GALAXY G3 XSFT Hel, size 2mm x 4cm 8.13. GALAXY G3 XSFT, pasmep 4Mm X 8cm
9.2. GALAXY G3 XSFT Hel, size 2mm x 6cm 8.14.GALAXY G3 XSFT, pasmep 4mm x 10cm

9.3. GALAXY G3 XSFT Hel, size 2mm x 8cm
9. Mukpocnupanb 3HAOBACKynsipHada Ana  3m60nu3aunmy  BHYTPUYEPENHbIX U

10. Microcoil endovascular Delivery System for embolization o f intracranial and nepudgepnyecknx CcocyaoB [ANA  TOYHOW (UHUWHON 3mbonmsauum aHeBpU3M
peripheral vessels filling GALAXY G3 MINI adaptive complex form GALAXY G3 XSFT Helical BUHTOBOI chopMmbi:
101 GALAXY G3 MINI, size 1mm x 1cm 9.1. GALAXY G3 XSFT Hel, pasvep 2um x 4cm
102GALAXY G3 MINI, size I mm x 2 cm 9.2. GALAXY G3 XSFT Hel, pasvep 2mm x 6cm
103 GALAXY G3 MINI, size 1mm x 1,5cm 9.3. GALAXY G3 XSFT Hel, pasmep 2Mm x 8cm

10.4AGALAXY G3 MINI, size 1mm x 2,5 cm
105GALAXY G3 MINI, size 1mm x 3cm
106 GALAXY G3 MINI, size 1mm x 4 cm
10,7 GALAXY G3 MINI, size 1,5mm x 2 cm

10. Mukpocnupanb aHAOBaCKynspHasa Ana am6onnsaunm BHyTPUYEepenHbIX 1
nepudepnyecknx cocynos 3anonHaowas GALAXY G3 MINI aganTUBHOI CNOXHOI

10,8 GALAXY G3 MINI, size 1,5 mm x 2,5cm i*())?lp'\ébXLAXY G3 MINI, pasmep 1 MM x 1cm
1009 GALAXY G3 MINI, size 1,5 mm x 3 cm 102 GALAXY G3 MINI, pasmep | MM X 2 cm
10.10 GALAXY G3 MINI, size 1,5 mm x 4 cm 103 GALAXY G3 MINI, pasmep | Mmm x 1,5 cm
10.11 GALAXY G3 MINI, size 2mm x 3 cm 10.4GALAXY G3 MINI, pasmep 1MM X 2,5 cm
10.12GALAXY G3 MINI, size 2 mm x 4 cm 105 GALAXY G3 MINI, pasmep 1MM x 3 cm
10.13 GALAXY G3 MINI, size 2mm x 6 cm 106 GALAXY G3 MINI, pasmep | MM X 4 cM
10.14 GALAXY G3 MINI, size 2,5 mm x 3,5cm 10.7GALAXY G3 MINI, pasmep 1,5 MM X 2 cM
10.15GALAXY G3 MINI, size 2,5 mm x 4,5 cm 108 GALAXY G3 MINI, pasmep 1,5 MM x 2,5 cM
10.16 GALAXY G3 MINI, size 2,5 mm x 5,5 cm 109 GALAXY G3 MINI, pasmep 1,5 MM X 3 cM
10.17 GALAXY G3 MINI, size 3 mm x 4 cm 10.10GALAXY G3 MINI, paamep 1,5 MM X 4 cm
10.18 GALAXY G3 MINI, size 3mm x 6 cm 10.11 GALAXY G3 MINI, pasmep 2 MM X 3 cM
10.19GALAXY G3 MINI, size 3mm x 8 cm 10.12GALAXY G3 MINI, pasmep 2 MM X 4 cm

10.13 GALAXY G3 MINI, pasmep 2 MM X 6 cm
Hereinafter the shortened name may be use for ease of perception, for example - 10.14GALAXY G3 MINI, pasmep 2,5 MM x 3,5 cM

microcoil (microcoils), embolic microcoil (microcoils), delivery system etc.. 10.15 GALAXY G3 MINI, pasmep 2,5 MM x4,5 cM
10.16 GALAXY G3 MINI, pasvep 2,5 vm x 5,5 cm
10.17GALAXY G3 MINI, pasmep 3 MM X 4 cM
10.18 GALAXY G3 MINI, pasmep 3 MM X 6 c™m
10.19GALAXY G3 MINI, pasamep 3 MM X 8 cM

[lanee MOryT MCNoONb30BaTbCA COKpalleHHble HauMeHoBaHWA Ana yao6cTeBa BOCNpUATUSA,
Hanpumep: MuKpocnupanb (Mukpocnupanu), MuUKpocnupanb (Mukpctonupanu)
3HaoBacKvnaDHbie. cuctema goctaBku 1 T.4.

1 Information of the manufacturer and authorized representative of manufacturer in Russian Federation of the medical device/ CBegeHusi o
Npon3BOANTENE N YNOTHOMOYEHHOM MpeACcTaBuTEe e NMPOU3BOANTENSA MESULMHCKOTO NU3Aems
Legal Manufacturer MponssoguTens
Medos International SARL, «Megoc UHTepHewHN CAP/»,
Chemin-Blanc 38, Le Lode, CH-2400, Switzerland. WemeH-BnaH 38, Ne/loknb, CH-2400, WBeliuapusa.
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Manufacturing Site/ Physical Manufacturer

1) Codman & Shurtleff, Inc., dba Depuy Synthes Products Inc.,
47709 Fremont Blvd., Fremont, CA 94538 USA.

2) NPA de Mexico S.deR.L.deC.V.
Blvd. Hector Teran Teran, #20662-C Col. Murua Oriente, Tijuana, 22465,
Mexico.

Authorized Representative of Manufacturer:
Address for Complaints:

"Johnson & Johnson" LLC

121614, Moscow, street Krylatskaya, 17, building 2
Tel.:+7(495)580-7777

Fax: +7(495)580-7878

E-mail: DL-JNJRUMedical OA@ ITSINJ.com

IMPORTANT INFORMATION

Please Read Before Use

System Description

Microcoil Delivery Systems consist ofthree components: a Microcoil System, a
connecting cable, and an EnPOW ER Detachment Control Box (DCB). Each
component is sold separately. In Russia a connecting cable and an EnPOW ER
Detachment Control Box (DCB) are covered by an individual Design Dossier (RC #
FSZ 2012/13282 ENPOW ER Detachment Control Box for the microcoils).

e As shown in Figure 1, the Microcoil System consists ofan embolic microcoil
attached to a device positioning unit (DPU) wire. It is covered by an introducer
sheath system. The microcoil’s shape is complex. The DPU wire is a variable
stiffness pushing system and has a radiopaque marker band located three (3) cm
from its distal end. The introducer sheath system has three main components: an
introducer tip, a translucent introducer body, and a re-sheathing tool.

hub connector re-sheathing tool Introducer introducer_
g s sheath sheath tip
/ body
.device positioning unit. i i
microcoil.

(OPY)
Fig. 1: Microcoil System

The connecting cable delivers the energy needed to detach the coil from the
Microcoil System’s detachment zone. The connecting cable is connected between
the Microcoil System’shub connector on the DPU W ire and the output connector
on the DCB. Its length is approximately 5-6 ft (1.5-1.8 m). The connecting cable
may be one of two types: one with aremote detach button (the ENPOW ER
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MecTo npoussoacTBa/ PM3nyecknin npom3BoauTenb
1) Codman & Shurtleff Inc, dba DePuy Synthes Products, Inc.,
(KogmaHn 3HA WepTtnedd, NHK., an6mnain Aelbio CuHTes MNpogakte, MHK.)
47709 Fremont Blvd., Fremont, CA 94538 USA.
(47709 BynbBap ®pumMoHT, PpumMoHT, KanugopHna, 94538, CLWL A)
2) NPA de Mexico S.deR.L.deC.V.
(3HNun3ii pe Mekcnke 3c ge Ap.3n. ge Cn.Bn)
Blvd. Hector Teran Teran, #20662-C Col. Murua Oriente, Tijuana, 22465, Mexico
(bnea. TekTop TepaH TepaH, #20662-Cu Kon. Mypya OpueHT, Tu™"™aHa, 22465,
MeKcMKa)YNONHOMOYEHHbI NpefocTaBuTeNb MPON3BOAMTENA
000 «[1>KOHCOH N [>XXOHCOH»
121614, r. MockBa, yn. Kpelnatckas, 17, k. 2
Ten.:+7(495)580-7777
dakc: +7(495)580-7878
E-mail: DL-JNJRUMedicalQA@ ITS.JNJ.com

BAXHAA NHPOPMAL KA
I‘Io>|<anyl7|CTa, ﬂpOLIVITaVITe nepeancnonssosaHnem
OonucaHue cucTembl

CuncTema Ansa AOoCTaBKWM MUKpocnupaneh coctoftt ns TPEX KOMNOHEHTOB: Mukpocnu|unn
Ha cucTeme gocTtaBku. Kabena gnsa oTgeneHus mukpocnupanein n Ycrpoiictea EnPOWER
AN oTAeneHua Mukpocnupaneii. Bce KOMMNOHEHTbl CUCTeMbl MPOAAOTCA MO OTAE/NbHOCTL.
B Poccuiickoin ®depepaunm kabenum pna oTaeneHUs Mukpocnupanem u YcTpoWhcTBO
EnPOWER pgna oTaeneHMss MUKpocnupanein onucbiBawTCsS OTAENbHOW BbINUCKOW U3
TEXHUWYEeCKOl AOKYMeHTauuu ANA MefULWUHCKOro usgenns «yctpoinctso ENPOWER pgnsa
oTneneHus mukpocnupaneii» (PY Ne &®C3 2012/13282 YcTtpoictBo EnPOWER pgns
oTAeNeHnss MuKpocnupanein).

e Kak nokasaHO Ha pucyHke 1, mukpocnupanb Ha CUCTEMe [OCTaBKM COCTOUT U3
MuKkpocnupanu Agns ambonusauuun, NPUKPENnNeHHOW K y3ny MNO03ULUOHWPOBaHUSA
yctpoiictea (DPU). DPU nomeweH B cTunet-kateTd (UHTpoablocep). dopma
Mukpocnupanu cnoxHasa. DPU npegctaBnseT cob6oil cuctemy oTaenieHUa nepemMeHHowm
XECTKOCTU U MMeeT PEHTITeHOKOHTPACTHY MapKepHYH MoaocCy, PacrnosioXXeHHY B
Tpex (3) cM OT ee AWCTanbHOro KoHua. MHTpoAablCcep COCTOUT M3 TpeX OCHOBHbIX
KOMMNOHEHTOB: KOHEL, WHTpoAbkCcepa, Teno WHTpoAbkCcepa W MWHCTPYMEHT pAans
NOBTOPHOTO 3aK/NOYEHNA B 060/104KY.

TenocTtunnet-
KBretepa

KOHel cTuneT-

mco«Bri»A(T9Mbl«ait WHCTPYMEHT A/11 NOBTOPHOIo
Sk kateTepa  \

>MNa 30)/IK)4eM4A B 060rKMKY

ymn nB!M(Urmip<sa»*H

ycTpoiictea thPLL) TXopoc/mpans

Puc. 1. Mukpocnupasnb Ha CUCTEME [OCTABKMN

CoefMHNTENbHbI KaGenb ANs oTAeneHus obecneynBaeT IHEPTrUl0, Heo6XoaUMYIO ANs
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Control Cable) catalog no. ECB000182, or one without a detach button (the
standard connecting cable) catalog no. CCB000157.

The ENPOW ER Detachment Control Box (DCB), catalog no. DCB2000500,
provides the energy necessary to allow for athermomechanical detachment of the
microcoil from the DPU wire. The ENPOW ER Detachment Control Box works
with the ENPOW ER Control Cable or with the standard connecting cable. Both
cables and the ENTOW ER Detachment Control Box are available separately from
the microcoil delivery system.

Indications for Use

MICRUSFRAME, DELTAFILL, and DELTAXSFT Microcoil Delivery Systems are
intended for embolization of intracranial aneurysms, other
neurovascular abnormalities such as arteriovenous malformations and arteriovenous
fistulae, and are also intended for arterial and venous embolizations in the peripheral
vasculature.

The GALAXY G3 Microcoil Delivery System is endovascular
embolization of intracranial aneurysms, other neurovascular abnormalities such as
arteriovenous malformations and arteriovenous fistulae, and is also intended for
arterial and venous embolizations in the peripheral vasculature.

The GALAXY G3 XSFT Microcoil Delivery System is intended for endovascular
embolization of intracranial aneurysms.

The GALAXY G3 Mini Microcoil Delivery System is intended for endovascular
embolization of intracranial aneurysms, other neurovascular abnormalities such as
arteriovenous malformations and arteriovenous fistulae, and is also intended for
arterial and venous embolizations in the peripheral vasculature.

endovascular

intended for

WARNINGS

The MICRUSFRAME, DELTAHLL, DELTAXSFT, GALAXY G3, and GALAXY
G3 XSFT and GALAXY G3 Mini Microcoil Delivery System should only be used as
a complete system. A complete system requires a Detachment Control Box, a
connecting cable, and Microcoil System. DO NOT SUBSTITUTE any components
or devices from other manufacturers with the Codman Detachment Control Box or
injury to the patient or user could result.

Explosion Hazard: The Detachment Control Box is not suitable for use in the
presence of a flammable anesthetic mixture with air or with oxygen or nitrous
oxide or oxygen enriched atmospheres.
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OTCOEAMHEHUA  MHKpoOCnupanum OT 30Hbl OTCOEAWHEHUA CUCTEeMbl  [OCTaBKMW.
CoefuHNTEeNbILbIR  Kabenb p[nNa  OTAENEeHUS COeAUMHSIeT COEAUWHUTENbHYK BTYNKY
cuctembl poctaBkm DPU ¢ BbIxogHbIM pa3bemom YcTpoilictBa ENPOWER pansa

oTAaeneHna mukpoerrapanei. Ero gnnHa coctaBnaet npumepHo 5-6 dytos (1,5-1.8 m).
Kabenb ENPOWER pgns otaenexHus
MUKpocnupaneih ¢ NynbToOM OTAENEHUsA, KaTanoxXHbli Homep ECB000182 unun Kab6enb

Ka6enb MOXeT 6blTb O4HOTO M3 ABYX TUMOB:

Connecting Cable pgna oTpeneHnsa wmukpocnupanei, 6e3 nynbTa OTAENEHUSA,
KaTanoXHblii Homep CCB000157.

YcTpoiicteBo ENRDWER Aana oTgeneHusas Mukpocnupanei, KaTanoXHblli HO.Mep
BCB20(K0500, ob6ecneuynBaeT 3HEpPrut, Heo6XOAWMYK AN TepMOMEXaHW4YECKOro

oTcoeauHeHns MwukpocnupanH ot DPU. YcTtpoiicteBo ENPOWER pgns otpeneHus
Mukpocnupaneli pab6otaetr ¢ Kabenem ENPOWER pansa otaeneHus mukpocnupanei c
nynbTom oTaeneHus, uan Kabenem Connecting Cable gna otaenenvns mukpocnupanei.
O6a kabena n Ycrtpoiicteo ENPOWER noctaBnstca oTAe/lbHO OT MUKpOCNMpanun Ha

cucteme foCTaBKW.

MNMokazaHna K NPUMEHEHUIO

Mwukpocnupann MICRUSFRAME, DELTAFILL n DELTAXSFT npegHasHauyeHbl And
9HAO0BACKY/IAPHON 3m6onu3aunnm BHYTPUYEPEMHbIX aHeBpM3M W MNPOYUX COCYAUCTbIX
Manbopmauumn, Takux KakK apTepuoBeHO3Hble Manbopmauunm u apTepuoBeHO3Hble
hucTynbl, a Takxe ANA apTepuanbHOil WM BEHO3HOW ambonusauum nepudepuyecknx
CcOCy/0B.

Mwunkpocnupans GALAXY G3 npegHasHauyeHa pAna 3HAOBACKYNsApHONW 3amb6onusauunmn
BHYTPVWYEPENHbIX aHeBPW3M W MNPOYMX COCYAUCTbIX Manbdopmauyunit, Takux Kak
apTepuoBeHO3Hble Manbpopmayum " apTepuoBeHO3Hble  (UCTYAbl, a  TakKxe
npefHasHayeHa Ansa apTepuanbHOR 1 BEHO3HOW amb6onunsauny nepudepnyecKknx cocyios.
Mukpocnupans GALAXY G3 XSFT npefHasHayeHa [ANA  3HA0BACKYNSAPHON
3mb6onun3aunm BHyTpUYEPENHbIX aHEBPU3M.
Mwukpocnupane GALAXY G3 MINI
3HAOBACKYNAPHOA 3mM601M3aunMm BHYTPUYEPENHbIX aHEeBPU3M U MPOYUX COCYAMUCTBIX

Ha cucTemMe [OCTaBKM npefHa3HayeHa AnA

Manbopmauunii, Takux KakK apTepuOoBEHO3Hble ManbgopMauuM U apTepuoBEHO3HbIe
uCcTynbl, a TakXe npejHasHayeHa AN apTepuanbHOl U BEHO3HOW amGonusaywmn
nepueprmyecknx cocynos
NMPEAYNPEXAEHNA
Mukpocnupanu MICRUSFRAME, DELTAFILL, DELTAXSFT, GALAXY G3,

GALAXY G3 XSFT u GALAXY G3 Mini
cucTembl AN [OCTaBKM MuKpocnupanein. Ans c6opku cucTembl TpebyeTca yCTpPONCTBO
ansa MUKpocnupanei, AN OoTAeneHWss  Mukpocnupanein u
mukpocnupanu. HE B3AMEHAMTE KOMMNOHEHTHI
n3pennamun gpyrux npoussoanteneli Bo ndbexaHne Tpasm naymeHTa uamn nonb3oBatens.

MOTyT Mcnonb3oBaTbCA TOJIbKO B COCTaBe
oTaeneHunsa kabenb
mnnn uenbie yCTpOVICTBa CUCTEMDI

OnacHoCTb B3pbIBa. HegonycTMo ncnosb3oBaTh YcTporictBo ENPOWER ans
OTAeNeHNS MUKPOCMMPasei B MPUCYTCTBUM OFHEONACHOM CMECK aHECTETMKOB C
BO3yXOM, KUC/IOPOAOM» 3aKMCbIO a30Ta Wi B aTMOCepe C MoBbILLEHHbIM



Precautions

e The Microcoil System shall be used only by physicians trained in interventional
neuroradiology and in all aspects o f the system.

e Do not attempt to sterilize any component of the Microcoil Delivery System.

e Verify the functionality of the Microcoil Delivery System before proceeding with
microcoil placement. Refer to the section Microcoil System Preparation on how
to verify the functionality.

e Store in a cool, dark, dry place.

e Do not use the device if the sterile barrier is compromised or the device is
damaged.

Do not use device that is past the “Use By” date.

Adverse Events

Possible adverse events include the following:
e hematoma at site ofentry,

. vessel perforation,

. infection,

. emboli,

. hemorrhage,

. ischemia or vasospasm,

e neurological deficits including stroke,

e possibly death.
How Supplied
Microcoil System and cables are intended for SINGLE USE ONLY; DO NOT
RESTERILIZE. Discard the cables after one procedure. Structural integrity and/or
function may be impaired through reuse or cleaning. Cables are extremely difficult to
clean after exposure to biological materials and may cause adverse patient reactions
if reused.

Microcoils are permanent implants and are NOT re-usable. Discard the Microcoil
System if it is retrieved from the patient without being implanted. Structural integrity
and/or function may be Impaired through reuse or cleaning. Microcoils are extremely
difficult to clean after exposure to biological materials and may cause adverse patient
reactions if reused.

Cerenovus will not be responsible for any product that is resterilized, nor accept for
credit or exchange any product that has been opened but not used.

As long as the inner unit is not opened or damaged, the Microcoil System and the
cables are sterile. The Microcoil System is nonpyrogenic.
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CO/IEPYKaHMEM KMCopoa.

Mepbl NPefocTOPOXHOCTH

e Mukpocnupanu AO/KHbI UCNONb30BATbCA TONIbKO BPAuOM-CNELMANNCTOM, NPOLW e UM
0o6y4yeHne UHTEPBEHLMNOHHON HEWpOPEeHTreHONOrnM U 3HAKOMbIM CO BCEMU acnekTamu
CUCTEMbI 4/151 AOCTABKU MUKpoOcnupanei.

e 3anpelaeTcs CaMOCTOATENbHO CTEPWIM30BaTb Kakue Obl TO HU 6bIIO0 KOMMOHEHTHI
CUCTEMbI ANs AOCTaBKU MUKpoOcnupanei.

« MpoBepbTe paboTOCNOCOGHOCTb CUCTEMbI A5t AOCTABKW MWUKpocnupanei, npexae yem
nepexonTb K X pasMmelleHnto. NMopsifoK NPoBepKN paGoTocnocoGHOCTU CM. B pasjene
«MoAroToBKa CUCTEMbI ANA AOCTABKU MUKPOCNUPAnmn».

e XpaHWTb B TEMHOM, CYyXOM, MPOX1afHOM NOMELLEHNU.

e He ncnonb3yiite n3genne, ecivu oOHO NOBPEXAEHO NN HAapPYyLWEHA CTEPUIbHASA YNaKoBKa.

He npumeHsiiTe n3genme ¢ NCTEKW UM CPOKOM FOLHOCTH.

HexenartenbHble ABNEeHNA
K uncny HexenatenbHbIX ABNEHUA OTHOCATCA:

e remaTtoma B MecTe BBeJeHUs KareTepa,

* nepdopauus cocyaa,

*  UVHdeKuus,

. aM60bl,

*  KpOBOTeYeHwue,

e UWEemMua Uan cnasm cocyfos,

* HEeBPOJIOrMYeckne paccTpoicTsa, BKAOYASA UHCY/bT,

e  BO3MOXHbIl neTanbHbIli ncxon.
Kak nocrtaensaetcs
Cuctema mukpocnupanm GALAXY G3™ MINI n kabenn npegHasHayeHbl TOJIbKO
ONA OAHOKPATHOIO MCMNO/Ib30OBAHUA; OHW HE MOANEXAT MOBTOPHOW
CTEPUNUIALUNNK.
Mocne npoBefeHna o4HON npouenypbl kabenn BbiGpacbiBalOT. B pe3ynbTate NOBTOPHOrO
MCMNOMb30BAHNA UAN OYUCTKM MOXET ObiTb HapylweHa CTPYKTYpHas LenoCcTHOCTb U/ umm
pyHKUMsA. Kabenun uypesBbibyaliHO TPYAHO YMCTUTb MOCNe KOHTakTa ¢ 6M0NOrMYecKuMu
matepuanamu, U Npu NOBTOPHOM WMCMOMb30BAHUN OHU MOTYT Bbl3BaTb He6NaronpuUATHbIE
peakuuun y naumeHra.

Mwukpocnupanum npeacTaBnsaoT co60i NOCTOSAHHbIe uMNAaHTaTel, M wux HE/Nb34
ncnosib3osaTb NOBTOPHO. CUCTEMY MUKpOCMNUpanu BbibpacbiBaloT, eC/ii OHa M3B/eKaeTca
y nayueHTta 6e3 umnnaHtauyuu. B pesynbTaTe MOBTOPHOrO MCMNOJIb30BaHUS UIW OYUCTKMU
MOXeT OblTb HapylweHa CTPYKTYpHasa UefIoCTHOCTb W/ uan QyHKuna. Mwukpocnupanu
ypes3BblYaiHO TPYAHO YNCTUTL NOC/e KOHTakTa ¢ 6MonorMyeckMMmn mMatepuanamu, u npu
NOBTOPHOM WCMOJIb30BAHUN OHW MOTYT Bbl3BaTb HEGNArONPUATHbLIE peakuun y naymeHTa.

Mpon3BoAUTeNb He HeceT OTBETCTBEHHOCTM 3a MOBTOPHO CTEPUIM30BAHHbLIA NPOAYKT, a
TaKXKe HC NMTXXHUMaeT B 3a4eT U He o6MeHuUBaeT N060A NPOAYKT, KOTOPbIA 6bi OTKPLIT.
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The possibility and ways of integrating with other medical devices

Required Additional Materials

The following items are either supplied with the system or sold separately and must
be on-hand prior to commencing a procedure.

ENTOWER Control Cable or the standard connecting cable Connecting
cable(RC #FSZ 2012/13282 ENPOW ER Detachment Control Box for the
microcoils);

ENTOWER Detachment Control Box (DCB) (RC #FSZ 2012/13282
ENI W ER Detachment Control Box for the inicrocoils);

Femoral sheath ofany manufacturer

Guiding catheter, 5 to 7 Fr of any manufecturer

Infusion microcatheter with 2 tip markers located 3 cm apart of any
manufacturer

Guidewire compatible with the selected infusion microcatheter ofany
manufacturer

Three (3) continuous saline {or heparinized saline) flush set ups with
pressure bags: one (1) flush system for the femoral sheath, one (1) for the guiding
catheter, and one (1) for the microcatheter, ofany manufacturer

Two (2) rotating hemostatic valves (RHV) ofany manufecturcr

Three-way stopcock ofany manufecturer

One-way stopcock ofany manufacturer

1V Pole of any manufacturer (not required if DCB wiill be placed in sterile
sleeve and placed in sterile field)

Note: A backup ENTOWER Detachment Control Box (DCB2000500) is suggested
for all procedures.

Instructions

Microcoil Size Selection

Microcoil selection is at the discretion of the physician. The appropriate microcoil
size should be chosen based upon pre-embolization angiographic assessment of the
diameter, height, and width of the aneurysm, as well as, the width of the aneurysm
ostium (neck). In most cases, the initial microcoil implanted should be a three-
dimensional spherical or complex shape. To minimize the potential of microcoil
migration away from the aneurysm, the diameter of the first microcoil selected

should not be less than the width of the aneurysm ostium (neck). Subsequent
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HO He ucnonb3oBasncsa.

Moka BHYTPeHHU 610K He OTKPbLIT U He NOBPEXAEeH, cuCTeMa MUKpoCcnuUpanu u kaéenu
ocTalTCsA CTEPUbHBIMU. CUCTEMA MUKPOCTIMPAnW He SIBASIeTCS NUPOTEeHHOM.
BO3MOXHOCTb U METOAbLI MHTErPaUWMN C APYTUMN MEAULUHCKUMU U3LENNAMU
Heo6xoAMMble 4ONONHUTEIbHbIE MATepuanbl

Cnepyrouwmne unsgexsa nubo noctaBnawTca BMecTe € cucTemMoin, nmb6o npopgakwTca
OTAENbHO U JOMXHbI 6bITh BpacnopsXXeHUn A0 Hayana npoueaypsbl.
e Kabenb ENTOWER pgns otaeneHusa mMukpocnupanein ¢ nynbTOM OTAENEHUS, UAN

Kab6enb Connecting Cable ana otpenenns mukpocnupaneii (PY Ne & C3 2012/13282
YcTpolictBo ENPOW ER ans otgeneHus mukpocnupaneii);

e YctpoiictBo ENTOWER pana otgeneHnsa mukpocnupanein (PY Ne
YcTpoiictBo ENPOWER gns otaeneHus mukpocnupanei);

®C3 2012/13282

» bBefpeHHbIi NPOBOAHMK N0 60r0 NPOU3BOAUTENS;

e TpoOBOAHWKOBbLIN’ (1,65 mm) po 7 Fr (2,31 wmm) nwb6oro

npoussopaTtens;
e WVHMY3NOHHBI MuKpokaTeTep ¢ 2 Mapkepamu Ha KOHLUE,

katetep oT 5 Fr

pacnonoXeHHbIMU Ha
paccTosHUM 3 CM APYr OT Apyra, Nto60ro Npou3BoOANTENS;
e TpoBOAHWK NOGOr0 NPOMU3BOAUTENS, COBMECTUMbINA C BbipaHHbBIM MH(Y3NOHHLIM

MUKpPOKaTeTepoM,;

e 3 (tpwn) yCTaHOBKM HenpepbIBHO NpoOMbIBKMN dur3nonornyeckmum (nnmn
renapuHU3NpPoBaHHbLIM (OU3N0NOTMYECKUM PacTBOPOM) C fJaBAwumMKM naketamu: 1
(ogHa) cucTema npombiBKM pAns 6GeapeHHOro npoBogHuka, 1 (ogaa) — AnA
npoBofHUKOBOro KaTtetepa, #u 1 (ogHa) — [gna MuKprokaTeTepa, ntwb6oro
Npou3BOAUTENS;

e 2 (pBa) Bpawatuwmuxca remocrtatmyecknx knanaHa (RHV) nwo6oro nponssogntens;

e Tpexxo[oBOW 3aNOPHbIA KpaH N0 60ro Npon3BoAUTENS;

e OAHOXOAOBOV 3aMOPHbIV KpaH M0 60ro NPON3BOAUTENS;

e LWTaTnB A4NA BHYTPUBEHHbIX BAMBaHWI nw6oro nponssoguTensa (He TpebyeTcs, ecnu
YcTpoiictBo ENTOWER pgns oTvaeneHus Mukpocnupaneil O6yneT NOMELWEHO B
CTepUNbHbI PyKaB U pacnosioXeHo B CTEPUNBHOM MNone).

MpumeyaHune. BCeX MMeTb pe3epBHOE YCTpOVICTBO

Ausna
ENPOWER ans oTgeneHus mmkpocnumpaneinl (DCB2000500).

npoueayp pekomeHayeTcs

Cnoco6 npumeHeHUs

Bbl6op pasmepa Mukpocnupanu

Bbi6op pa3mepa MUKPOCMMUPANM OCTAeTCs Ha ycMOTpeHue Bpaua. Moaxoasauinii pasmep
MUKpOCNMpanu OnpeaensieTcs Ha OCHOBE MpefamM60MM3auUMOHHON aHrmorpaguyeckoii
OLEHKN AnaMeTpa, WUPUHBI U BbICOTHI AHEBPU3Mbl, & TaKXe WWUPUHbLI YyCTbs (Weikikn)
aHeBpu3Mbl. B 60/bWMHCTBE C/yYyaeB NepBoHa4YasbHO UMNAAHTUPyeMas MUKpocnupanb
JOMKHA 6bITb TPEXMepHON cdepuyeckoir MAM cnoxHoi Gopmbl. YToGbl cBecTu K
MWUHUMYMY BO3MOXHOCTb CMELWEHNS MUKPOCMUPANU B CTOPOHY OT aHeBPU3MbI, AuameTp
nepBoHavyanbHO BbIGMPAeMOil MUKpOCNUpanu LO/KeH GblTb HE MeHee WUPUHbLI YCTbS

n



Limplanted microcoils may either be spherical, complex, or helical in shape. The
selected coils typically will be of decreasing size and the physician may continue to
implant microcoils until he or she determines that the aneurysm has been successfully
treated.

Microcatbeter Selection
Proper selection of the appropriately sized microcatheter is required to avoid damage
to the Microcoil System and to minimize potential complications. Microcatheter
selection is also determined by the physician and is predicated by the location of the
aneurysm, patient safety, and physician preference. To ensure proper placement and
detachment of the Microcoil, the selected microcatheter must have two (2)
radiopaque tip markers three (3) cm apart.
The GALAXY G3 Mini Microcoil System is compatible with microcatheters with
inner lumen diameters ranging from 0.0165 to 0.017 in (0.419 to 0.432 mm).
Note: Fluoro Saver Markers are compatible with a 150 cm length microcatheter.
Continuous Saline Flush Set-Up
To achieve optimal performance of the Microcoil System, it is important that a
continuous infusion of an appropriate flush solution be maintained. Figure 2
illustrates the connections necessary for the Microcoil Delivery System including a
typical continuous saline flush set-up with pressure bag for the catheter systems.
1. Attach a rotating hemostatic valve (RHV) to the hub of the guiding catheter.
2. Connect a three-way stopcock to the RHV sidearm, and attach a line to the
stopcock for the continuous infusion of solution.
3. Carefully select an appropriately sized infusion microcatheter based on the size of
the selected Microcoil System.
Note: A catheter with a 0.017 inner lumen will accept all sizes ofthe Microcoils.
4. Insert the infusion microcatheter into the RHV connected to the guiding catheter
hub.
5. Attach a second RHYV to the hub of the infusion microcalheter.
6. Connect a one-way valve stopcock to the ELLI V's sidearm, and attach a flush line.
7. Adjust the hydrostatic pressure to 300 mm of Hg and maintain an open flush
throughout the procedure.
8. Check to ensure that all fittings are secure and that no air is being introduced into
the system during active flushing.
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(weikn) aHeBpu3Mmbl. [locnepylouwe MMAAAHTAPYeMble MUKpPOCAUpanuW MOTYT UMETb
chepunyecky, CMOXHY WAM BUHTOBYK (opmMmy. O6bIYHO cnupanu BbibMparTCs C
yMeHblleHneM pasMepa, M Bpay MOXeT MNpoAo/MKaTb MMrWAaHTMPOBaTb MWKpoOcnupanu,
noKa HC CoYTeT, YTO aHeBpMU3Ma yCMneLwHOo 3anosiHeHa.

Bbibop MukpokaTeTepa

MpaBunbHbIli BbIGOP MUKpOKaTeTepa nNoAXoAsAWeEro pasmepa Heobxoaum,
n3bexatb MNOBpPeXAeHWA CUCTEMbl MuUKpocnupann U MUHUMU3NPOBATb BO3MOXHble
0CNIOXHEeHWsA. Bbi6Op MuUKpoKaTeTcpa Takxe onpegensercs BpPayom U OCHOBbIBAeTCA Ha
pacnosioxXeHun aHeBpu3Mbl, 6e30MacHOCTU naumeHTa W NpeanoyvYTeHnax spada. UYTobbl
o6ecneynTb npasBW/bHOE pa3MelleHWe U OTCOeAUHEeHWe MUKpocnupanun, BblOPaHHbIN
MUKpOKaTeTCp AO/MDKEH WMeTb ABa (2) PEHTreHOKOHTPACTHbIX MapKepa Ha KOHLUe Ha
pacctosHumn Tpex (3) cM ApYyr OT gpyra.

Mukpocnupanm GAIVAXY G3 Mini Ha cucteme JOCTaBKM COBMECTUMbI C
MUKpOKaTeTepamMn ¢ BHYTPEHHUM AuameTpom npocseTa oT 0,0165 go 0,017 grwoiima (oT
0. 419.00 0,432 mm).

MpumeyaHue: 3alWnTHbIE MapKepbl 4NS PEHTFEHOCKONUM COBMECTUMbI C MUKpOKaTeTepoMm
AnvHoin 150 cm.

YcTaHOBKaA AN HeNMPEPbLIBHOW NPOMbIBKN P U3NONOTMYECKUM PACTBOPOM

Ons LOCTUMXKEHNA onTuManbHol NpPoOn3BOAUTENBHOCTK cucTembl [OoCTaBKuW
MUKpocnupanei BaXHO MNOAAEPXUBATb HEMNPEepbiBHYW  MHAY3NIO  NoAgxoAsLero
NPOMbLIBHOTO pacTtBopa. Ha pucyHkKe 2 nokasaHbl COefiMHEHWA, HeobXxoAuMble ANA
cMcTeMbl AOCTaBKW MUKpoOcCnupanei, BKAKYAA TUMWUYHbIA HenpepbiBHbI MNPOMbIBHOM
3aTBOpP, YCTAHOB/IEHHbI/i C MOMOLL b0 HAXUMHOTO MeLWKa A8 KaTeTepPHbIX CUCTEM.

4YTOObI

1. MopcoeanMHWTe BparuyawwWwuiica remoctatuyeckuii  knanaH (RHV) K pasbemy
NpoBOAHUKOBOIO KaTeTepa.
2. TMMopcoeanHNTe TPEXXOAOBOW 3amopHblli KpaH K 6G0KOBOMY pa3sbemMy RHV un

noAcoeMHNTE NNHUIO K 3aMNOPHOMY KpaHy A5 HENpepbIBHOW MHGY3MK pacTBopa.

3. TwaTenbHO BblibupaiiTe WHAPY3NOHHBIE MUKpPOKaTeTep COOTBETCTBYHILEFO pa3Mepa,
OCHOBbIBAACb Ha pa3Mepe BbIGPAHHOI CUCTEMbI MUKpOCAMpanu.

4. TMpumeyaHue: KateTep ¢ BHYTpeHHMM npocseTom 0,017 awiimMoB noaxoauT ANns
noboro pasmepa Mukpocnupaneii. Beeaute MHAY3NOHHbLI MUKpokaTeTep B RHV,
nojcoeMHEHHbIV K pasbeMy NMPOBOAHMKOBOIO KaTeTepa.

5. MoacoeanHuTe BTOpoit RHV K pasbeMy MH(PY3MOHHOIO MUKpOKaTeTepa.

6. MopacoeAMHUTe 3anopHbI KpaH C OAHOXOAOBbLIM KnanaHoM K 60KOBOMY pasbemy
RHV v nogknounTe NUHWUIO A1 MPOMbIBKA.

7. CKoOppeKTupyiTe rugpoctatnyeckoe gasneHune o 300 MM pT. CT. U nogaepxwusalite
NOTOK MPOMbIBOYHOM XXUAKOCTU B TeYEHNe BCeil npoLueypsbl.

8. Y6eguTecb, 4TO BCe COEAMHEHMA HafeXHO 3athUKCUPOBaHbI
noctynaeT B CUCTEMY BO BPEMS NMPOMbIBKU.

n 410 BO3AYX He
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Figure 2: Delivery System Set up with Continuous Flush

Microcoil System Preparation

Verify the functionality of the Microcoil Delivery System before proceeding with
microcoil placement. This needs to be done with the microcoil still in the hoop. To
verily proper ENPOWER DCB and microcoil functionality a connecting cable and
microcoil must be connected to the DCB unit. After verification of the DCB and
connecting cable, turn off power to the DCB and disconnect the connecting cable
from the microcoil until the microcoil is ready to be detached. Please refer to the
Instructions for Use packaged with your ENPOWER DCB and your cable before
proceeding.

Removing Microcoil System from Packaging Hoop

1. Grasp the base of the DPU’s hub connector, and gently slide it completely out of
the retaining clip. Be sure to keep the hub connector in line with the retaining clip
until the entire connector is out.

2. Gently grasp the DPU wire hub and slowly pull the entire Microcoil System from
the packing hoop. Do not bend the DPU wire as the device is pulled from the
packing hoop as this may result in damage to the device.

Microcoil Placement
Introducing the M icrocoilSystem

1. Loosen the main valve ofthe RHV attached to the infusion microcatheter hub.
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PUCYHOK 2: YCTAHOBKA CUCTEMbI A4/ 4OCTABKM C HENPEPbIBHOW NPOMbIBKO

MoAroToBKa cUCTEMbl ANA AOCTAaBKW MUKpoOCNUpanu

MpoBepbTe paboTOCNOCOBHOCTL CUCTEMbl ANA [OCTaBKM MUKpOCnupanu, npexae 4yem
nepexoanTb K pasMelleHnto cnupanein. 3To TpebyeTca caenatb, Korga Mmkpocnupanb Bce
elle HaxoAMTCcA B Konble. lnsa npoBepkn paboTocnoco6HOCTHN yCTpolicTBa AN1A OTAeNeHus
Mukpocnupanei, kabenb [ANS OTAeNeHWA MuKpocnupaneid M MUKpocnupanb cnepyer
noAKNIUYNTL K nNynbTy. T[locne npoBepkun nynbTa W kKabenda Ana oTaeneHus
MUKpoOCMupanei BblKAOYNTE MUTaHWE YCTpoicTBa U OTCoeAnHNTe Kabenb OT CUCTEMBI A0
Tex nop, Noka He noTpebyeTca oTAeneHume mukpocnupanwu. lMpexae 4Yem NPoOAOMAXKAaTb
pa6oTy, nNpouyTUTe COOTBETCTBYWOLWMUA pasfgen WHCTPYKLUMM  no
noctaBnsemMoi B komnnekte ¢ YcTpoiictBom ENPOW ER gna otaeneHus Mmukpocnupanei.

NMPUMEHEHNUIO,

M3BneyeHne cuCcTemMbl MUKpOCNUPpann M3ynakoBOYHOTO KO/bLa
1. Bo3bMuTECbL 3a OCHOBaHue y3na MNO3ULMWOHUPOBAHUSA yCTpOVICTBa N OCTOPOXHO
coegnHnNTeNbHadA

W3B/IEKNTE ero n3 3axwuma nonHoctbio. Cnepgmnte 3a Tewm, 4TO6bI

BTy/Ka OCTaBajnacb Ha OAHOW NMWHUM C 3aXMMOM, Noka He 6yaeT W3BJEYEeH BeCb
pasbem.

2. OCTOPOXHO BO3bMWUTECH 3@ pa3beM y3/ia MO3ULMOHUPOBAHUA YCTPOKWCTBA U MEANEHHO
M3BMIEKUTE BCIO CUCTEMY MUKPOCMMUPANM M3 yNaKOBOUYHOTO Konbla. He crubaiite ysen
NO3ULMOHWPOBAHUA YCTPOICTBA BO BPEMS M3B/MeYEHWUs yCTPOWCTBA M3 YyNaKOBOYHOTO

KONbLa, Tak Kak 3TO MOXET NMPUBECTU K NOBPEX/EHUI ycTpoiicTBa.

PasmelieHne mukpocnupanmu



2. Gently insert the introducer tip into the RHV until it can go no further and is in
close alignment with the hub of the infusion microcatheter. (There may be a small
space, as shown in Figure 3, between the tip and hub depending on the type of
microcatheter used.) Gently tighten the RHV main valve around the introducer sheath
to prevent back-flow of blood. Visually inspect the alignment of the introducer tip
and the microcatheter hub to ensure they have not slipped apart.

CAUTION: Do not fasten the RHV valve too tightly around the introducer sheath
since excessive pressure may cause damage to the introducer sheath and/or the
microcoil as it is advanced into the infusion microcathetcr. Additionally, if the
introducer tip and microcatheter hub are misaligned, damage may occur to the
microcoil as it passes through this transition.

3. Grasp the distal end of the re-sheathing tool between your left thumb and
forefinger. Grasp the clear t~? near the proximal end of the introducer sheath body
with the thumb and forefinger of your other hand. (See Figure 3). Gently pul! the
clear tab of the introducer sheath out and away from the re-sheathing tool at a 45-
degree angle to unlock the microcoil. Continue to pull the tab until an additional 0.5
to 1.0in (1.3 to 2.5 cm) ofthe translucent material is exposed.

4. Gently fold the translucent tab towards the distal end, and firmly grasp the distal
end of the re-sheathing tool and the translucent tab between your thumb and
forefinger, as shown in Figure 4.

Figure 4: Holding the introducer tip and re-sheathing tool with the clear tab between
your thumb and forefinger

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

BBepgeHne cuctemMb MmukKkpocnupanu

1. OcnabbTe OCHOBHOI KnanaH RHV, nopcoeguvHeHHbIi K pas3beMy WHGMY3NOHHOrO
MWKpOKaTeTepa.

2. OCTOpPOXHO BBeAUTE KOHeL cTuneT-kaTeTepa B knanaH RHV po koHua, n(>k 3TOM OH
[O/KEH ObiTh TWaTeNbHO BbIPOBHEH C pa3beMoM MHY3MOHHOTO0 MUKpoKaTeTepa. Mexay
KOHLOM cTuneT-katetepa M pasbemMOM MOXeT 6biTb He6OMbW O 3a30p, KaK MOKa3aHo Ha
pucyHke 3 — B 3aBUCMMOCTM OT TuNa MCNONb3yemMoro MukpokaTetepa. OCTOPOXHO
3aTAHMUTE OCHOBHOW knanaH RHV BOKpyr cTuneT-kaTeTepa Bo n3bexaHne o6paTHOro Toka
KpoBMW. 3puUTeNbHO MpoOBepbTe BbipaBHMBaHMWE KOHUA CcTuaeT-kateTepa W pasbema
MUKpoKaTeTepa, 4To6bl y6eanTbca B TOM, YTO OHM He pasoLnCh.

BHUMAHWE! He 3aTaruBaiiTe knanaH RHV cAnMWKOM CMNbHO BOKPYT CTUNeT-KaTeTepa,
TakK Kak ype3mMepHoe [aB/fieHne MOXeT Bbl3BaTb MOBPEX/[eHUa cTuneta-katetepa n (Mnu)
MUKpOCNMpanu npu MNpoABuXeHWU B MHAY3NOHHBLI MUKpoKaTeTep. Kpome Toro, ecnm
KOHel, cTuneT-KkateTepa M pa3T>eM MUKpOKaTeTepa COBMelleHbl HenpaBW/bHO, 3TO MOXeT
NpPUBECTN K NOBPEXAEHUI0 MUKPOCMMPann BO BpeMs ee Npoxoaa.

3. 3aXmMuTe gnUCTanbHbIli KOHEL, MHCTPYMeHTa A48 NOBTOPHOIMO 3aK/loyeHUs B 060/104Ky
Mexay 60nblWNM M yKasaTenbHbIM NanblaMyu NeBoil pyku. Bo3bMuTechb 3a Npo3payHblil
A3bIYOK Y MPOKCMManbHOro KOHLa Tena cTu/eTa-kateTepa 60/bWUM U yKas3aTe/ibHbIM
nanbuamyu Apyroin pykum (cm. pucyHok 3). OCTOPOXHO MOTAHUTE NpO3pauyHblii A3bIYOK
cTuneta-kateTepa HapyXy M OT UHCTPYMeHTa AN NOBTOPHOro 3akK/flo4YeHUs B 060104KY
nog yrnom 45 rpagycoB Ans pas3bnoKuMpoBku Mukpocnupanu. [lpogonkaite TAHYTb
A3bIYOK [0 TeX MOp, NOKa He NoKaxeTcs [OMOMHUTenbHo 1,3-2,5 ¢cM MonynpospayvyHoro
maTepuana.

4. OCTOPOXHO OTOTHWTE MONYMPO3PaYHbIA A3bIYOK K WIOTANbHOMY KOHLY U 3aXmute
AVCTanbHbIi  KOHel WHCTPyMeHTa /AN MNOBTOPHOrO 3akAl4eHWs B 060104YKy M
nonynpo3payHblii A3bI4OK MexAy 60MblUM U yKa3aTeflbHbIM NasblaMu, Kak Nokas3aHo Ha
pucyHke 4.
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r& While holding the distal end of the re-sheathing tool, and translucent introducer
sheath together between your thumb and forefinger, advance the DPU wire through
the introducer sheath into the infusion microcatheter. Note; If unusual friction is
noticed during advancement or retraction of the Microcoil System through the
introducer, open the RHV main valve, and partially withdraw the distal end of the
introducer to expose its tip within the RHV. Tighten the RHV main valve, and flush
the Y-connector of the RHV with sterile saline and verify that fluid exits the slit in
the clear portion o f the introducer. Loosen the RHV main valve and fully re-insert the
introducer tip into the infusion microcatheter hub. Gently tighten the RHV main
valve around the introducer sheath to prevent backflow ofblood. Visually inspect the
alignment of the introducer tip and the microcatheter hub to ensure they have not
slipped apart.

6. As the microcoil passes through the introducer tip into the microcatheter hub,
continuously verify that the introducer tip and microcatheter hub remain aligned.
Continue to advance the DPU wire until its hub connector reaches the proximal end
ofthe re-sheathing tool.

7. Return to the infusion microcatheter’'s RHV. Loosen the RHV and gently slide the
introducer tip out from the RHV, over the DPU wire. Once a small section of the
exposed DPU wire is visible, tightly grasp it with the thumb and forefinger of the
same hand that is holding the RHV. Using the thumb and forefinger of your other
hand, grasp the introducer tip, slowly slideit away from the RHV over the DPU wire.
Continue sliding the introducer tip until just before the tip reaches the distal end of
the re-shcathing tool, leaving approximately 1 in (2-3 cm) of the unsheathed
introducer sheath still visible.

8. Advance the microcoil system through the infusion microcatheter until you see the
fluoro saver marker on the DPU wire approaching the RHV. The microcoil delivery
system includes a group of five (5) fluoro saver markers on the shaft of the device.
The markers arc intended to indicate when the tip of the embolic coil is approaching
the tip of the microcatheter when used with a 150 cm long microcatheter in
conjunction with an RHV. When the distal-most marker reaches the proximal end of
the RHV on the microcatheter, the tip of the coll is approaching the tip of the
microcatheter, and fluoroscopy guidance should be used to guide further coil
insertion. (See Figure 5). Continually verify the Microcoil System’s progress and
final position in Ot aneurysm using fluoroscopic guidance.
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PUcyHOK 4: KoHel cTuneT-kaTeTepa U MHCTPYMEHT AN NOBTOPHOTO 3aK/10UYeHNs B
060/104KY yepXXMNBaTCA TaKUM 06pa3oM, YTO NPO3paUHblii A3bIYOK HAXOAUTCA MEXAY
60MbW UM U YKa3aTeNbHbIM Nanbuamu

5. YaoepxwuBas BMecTe AUCTaNbHbI KOHEL, WHCTPYMeHTa A1 MOBTOPHOrO 3akNl4yeHnsa B
0607104KYy U MONynpo3paudHbili cTuneT-kaTeTep MexXxay 60nbWUM U yKasaTeNbHbIM
nanbuamu, npoaBuHbTe npoBos DPU  uepe3 cTunet-katetep B  WH(Y3MOHHbIN
MUKpokaTeTep. lMpumevaHune. Ecnv BO Bpems MPOABMXKEHUA WA WU3BNEYEHUSA CUCTEeMbI
MUKpOCNMpanu 4Yepe3 cTuneT-kaTeTep oOlylaeTcs HeobOblYHOe TpeHuWe, OTKPOiTe
OCHOBHOW knamaH RHV 1 4yacTM4YHO M3BNEKUTEe AUCTaNbHbI KOHEL, cTuieT-kaTeTepa Tak,
4TO6bl €ro KoHel, okasasncsi BHyTpu RHV. 3aTaHWTe OCHOBHOI KnanaH RHV wn npomoiite
TPOWHUK RHV cTepunbHbIM (hU3NONOTNYECKUM pPacTBOpoOM, y6eAnBLWNCH, YTO XUAKOCTb
BbIXOANT CKBO3b NpOpe3b Ha NpoO3pavyHOM yyacTke cTuneT-katetepa. OcnabbTe OCHOBHOM
knanadH RHV 1 cHOBa MOJIHOCTLIO BBEAUTE KOHEL, CcTuieT-kateTepa B pas3bem
MUKpokaTeTepa. OCTOPOXXHO 3aTAHUTE OCHOBHOW knanmaH RHV BOKpyr cTuneTa-kateTepa
BO u36exaHue o06paTHOro TOKa KPOBW. 3pUTENbHO NpPOBepbTe BblpaBHUBaHWE KOHLA
cTuneT-kateTepa W pasbema MUKpokaTeTepa, 4To6bl yb6efMTbcA B TOM, 4YTO OHU He
pasoLWwnch.

6. Mo Mepe NpoOXoXAeHWA MUKpoOcnupanu 4epe3 KOHel, CTu/eT-kaTteTepa B pas3bem
MUKpOKaTeTepa cneauTte 3a Tem, YToObl KOHeL cTuneT-KaTeTepa U pa3bem MUKpokKaTeTepa
ocTaBanvCb NpaBUIbHO COBMeLlleHbl. [TpogomkaiiTe npiogsurats nposog DPU fo Tex nop,
noka ero coefjuHuTesibHaa BTy/iKa He AOCTUTHET MPOKCMMasbHOr0 KOHLUA WHCTPyMeHTa
AN MOBTOPHOTO 3aK/l0OYEHNA B 060/104KY.

7. BepHutecb kK RHV unHpy3nmoHHOro mukpokaTteTepa. OcnabbTe RHV 1 akkypaTHO
BbiBEMTE KOHeu cTunet-katetepa n3 RHV Hag nposogom DPU. Korpga ctaHeT BuaHa
He6onbwaa 4acTb OrosieHHoro nposoga DPU, nnoTHO coxXmuTe ee 600bWUM U
yKasaTenbHbIMW nNanbuamMy TOl >Xe pyKu, KOTOopoih yaepxusaetca RHV. Bonbwum wu
yKasaTeNbHbIMW nNanbuamMy APYroil PykKuM COXMWUTE KOHEL, CTuneT-katetepa, MefseHHO
BbiBeauTe ero m3 RHV Hag nposogom DPU. MpogonxkaiTe npofBuraTb KOHeL CTUNeT-
kaTeTepa Ao Tex n(, noka OH He AOCTUIHET AUCTANbHOIO KOHLA WHCTPYMeHTa And
NOBTOPHOTO 3aK/NO4YeHUa B 060/104KY, NPU 3TOM OCTaBbTe BUAUMBIM NPUOAN3UTENBHO 2-
3 CM He3akpbITOro cTtuneT-karerepa.

8. BBegunTe cucTemy MuKpocnupanu 4vepe3 MHAY3UOHHBIA MUKpoKaTeTep A0 Tex nop,
noka He MoOKaXeTcsi peHTreHockonmueckuii Mmapkep Ha nposoge DPU, npubnwxkatwwuiics
K knamaHy RHV. Ha cTepXHe ycTpoiicTBa cucTeMbl AOCTaBKW MUKpPOCAMPann nmeeTcs
rpynna n3 5 (NATW) PeHTreHOCKONMMYeckKnx mapkepos. MapKkepbl cinyXaT And TOro, 4Tobsl
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Figure 5: Fluoro saver markers reaching the proximal end ofthe RHV on the
microcatheter (Note: applies to 150 cm microcathetersonly)

CAUTION: If unusual friction is noticed during advancement or retraction of the
Microcoil System, verify the clear tab is unlocked and pulled out from the re-
sheathing tool approximately 1in (2-3 cm).

CAUTION: If unusual friction is noticed during advancement or retraction of the
Microcoil System through the introducer, open the RHV main valve, and partially
withdraw the distal end of the introducer to expose its tip within the RHV. Tighten
the RHV main valve, and flush the Y4:onneclor of the RHV with sterile saline and
verify that fluid exits the slit in the clear portion of the introducer. After flushing,
reinsert the introducer into the
Placement” section above.
CAUTION: Ifunusual friction is still noticed during advancement or retraction of
the Microcoil System, verify flush lines are open and properly pressurized. Then
slowly withdraw the entire Microcoil System and examine for damage. Replace it
with a new Microcoil System. If friction still exists, withdraw and examine the
delivery cathrter system.

CAUTION: If the Microcoil System becomes immobile in the infusion
microcalheter, apply a gentle push-pull motion to free it. If unsuccessful, remove
both microcatheter and Microcoil System together as a unit and replace w'ith new
devices.

CAUTION: Do not attempt to use the Microcoil Sy~em as a guidewire if
positioning o f the microcatheter is tost during microcoil deployment.

CAUTION: If repositioning of the microcoil is necessary, carefully observe the
motion of the microcoil in respect to the DPU wire while r~racting the microcoil
under fluoroscopy. If the microcoil movement is not one-to-one with the DPU wire,
or if repositioning is difftcult, the microcoil may have become stretched and could
possibly break. Gently remove and discard the Microcoil System.

CAUTION: If the microcoil is positioned at a relative sharp angle to the
microcatheter, a microcoil may stretch or break as it is being withdrawn. By
repositioning the distal tip ofthe microcath”er at or slightly inside the ostium (neck)
of the aneurysm, the microcoil may be more easily funneled back
microcatheter.

infusion catheter hub as described in “Microcoil

into the
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yKasblBaTb MOMEHT, Korga ambonusvpywowas cnupanb nNpubnmxaeTca K KOHHUKY
MUKpoOKaTeTepa B Tex cfy4yasax, Korga c kKnanaHom RHV ucnonb3yeTca MukpokateTep
anuHon 1SO cm. Korpa Hambonee puctanbHO pPacnofiOXeHHbIi Mapkep pocrturaer
NPOKCMManbHOro KoHua KnanaHa RHV, pacnofio)XeHHOro Ha MuUKpokaTeTepe, KOHUYUK
cnupanu npubnamkaeTcs K KOHYNKY MUKpoKaTeTepa, U B 3TOM C/iyvyae HYXXHO npuberatb K
NOMOLWM PEHTFEHOCKONUN ANA AanbHellero npoABMXeHusa cnupanu (CM. PUCYHOK S).
Heob6Xx04MMO MOCTOAHHO MNPOBEPATL MPOABMKEHWE CUCTEMbl MUKpoOCcmUpann U ee

KOHEYHOe NnosioXKeHne B aHeBpPU3Me, NCNOJIb3yA PEHTIEHOCKONMUIo.

PucyHok 5: PeHTreHocKkonnyeckne mapkepbl y MPpoOKCMManbHOro KoHua knanaHa RHV Ha
MukKpokaTteTepe (MpumeyaHune; aTa M Kepbl OTHOCATCA TOJIbKO K MUKpOKaTeTepam
AnvHoi 1SO cm)

BHUMAHWE! Ecnm oTmeyaeTca Heo6Gbl4HOE TpeHWe BO BpeMsA NPOABUXEHUS WKW
M3BNEYEHNS CUCTEMbI MUKpocnupasnei, ybeauTecb B TOM, 4YTO MPO3pauyHblii A3bIYOK
pa3b/ioknpoBaH M BbIXOAMT 3a MNpefenbl UHCTPYMeHTa AN MOBTOPHOrO 3aKNl4YeHUs B
060104Ky NPUBGAN3NTENBHO Ha 2-3 CM.

BHUMAHWE! Ecnu BO Bpema NPOABUXEHUA UNU U3BNIEYEHUA CUCTEMBI MUKpOCHMpanu
Yyepes cTuneT-KaTeTep olywaeTca HeobblYHOEe TPeHne, OTKPOIiTe OCHOBHON knanaH RHV
M 4YaCTUYHO W3BMEeKWTe AUCTaNbHbI KOHel cTaneT-kaTeTepa Tak, 4TO6Gbl ero KoHel
okasancsa BHyTpu RHV. 3aTsaHMTe OCHOBHOI knanaH RHV u npomoiiTe TpONHUK RHV
CTepuabHbIM (U3NONOTNYECKMM pacTBOpoM, yb6eauBLIUCH,
CKBO3b MpoOpe3b Ha MPO3payHOM yyacTke CTueT-kaTeTepa. [locne MNPOMbIBKM CHOBa
BCTaBbTe CTWU/IeT-KaTeTep B pa3beM WHMY3NOHHOrO KateTepa, Kak OMWCaHO Bbile B
pasgene «Pa3meleHne MuKpocnmpanmn».

BHUMAHWE! Ecnu Bce ewe Habnwofaetcs 3amMeTHOe TpeHWe BO BPeMS NPOABUXEHMUA
AN U3BMIEYEHUA CUCTEMbI MUKpOcnupanu, y6eagnTecb, 4TO IMHUN NMPOMbIBKM OTKPbIThI, U
B HWX CO3[4aHO f[ocTaTouyHoe paBneHue. 3aTeM MeANEHHO W3BMEKUTE BCIO CUCTEMY
MWKPOCMMPanu 1 OCMOTPUTE ee Ha NpeAMeT MoBpeXxAeHunit. 3aMeHUTe ee HOBOW cUCTEMOWA
MUKpocnupanu. Ecnu TpeHue coxpaHsaeTcs, U3BEKUTE U CUCTEMY ANA JOCTaBKW KateTepa
N OCMOTpUTE ee.

BHUMAHWE! Ecnu cuctema mukpocnmpanu 3actpsana B UHNY3MOHHOM MUKpoKaTeTepe,
nonpobyiiTe 0cBO60ANTbL €€ OCTOPOXHLIMW BO3NaTHO-NeKnynaTenbHbIMN ABMKEHUAMN.
BHUMAHWE! He nbiTaiiTecb MCNONb30BaTb CUCTEMY MUKpOCNMpanuM B KayecTBe
NpoBOAHMKA, €Cnn TMOJIOKeHWe MUKpokKaTeTepa MNOTepAHO BO BpeMms pa3BepTbiBaHUA
MHKpoOcnupanu.

YTO XWAKOCTb BbIXOAUT
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Positioning the M icrocoil

1. The proper alignment of the marker bands is illustrated in Figure 6. The infusion
microcatheter has two distal tip marker bands located three (3) cm apart. The
Microcoil System has a distal marker band three (3) cm from the detachment
mechanism. To obtain proper positioning of the Microcoil System for detachment
under fluoroscopic guidance, align the radiopaque m arker on the DPU wire just past
the proximal marker band on the tip ofthe microcatheter.

2. Once the desired microcoil placement has been achieved, gently tighten the RHV

Figure 6; Proper Marker-Band Alignment

Detaching the M icrocoil

1. Re-verify the position of the microcoil within the aneurysm via fluoroscopy. The
Microcoil System is now ready for detachment.

2. Press the power button on the Detachment Control Box (DCB), if not already
powered on.

3. Attach the connecting cable to the connector end ofthe DPU wire, ensuring that it
is fully seated. If not already connected, attach the other end ofthe connecting cable
to the output connector of the DCB.

4. Verify that the Microcoil Delivery System is fully connected and no faults are
indicted on the DCB. If a fault exists, reseat all connections between the DPU, the
DCB, and the connecting cable. Ifa fault still persists, replace the connecting cable.
If this does not correct the error, replace the DCB. Ifthe Microcoil Delivery System
still continues to have a feult, retrieve the microcoil as described in the following
section, System, and replace with a new Microcoil
System.

5. Ifthe system is free of faults, depress the Detach button onthe ENPOWER DCB,
or the ENPOWER Control Cable. The Detach Cycle light next to the button will
illuminate and an intermittent tone will sound for the duration of the detachment
cycle. Ifthe light and audible tone do not activate, replace the DCB.

re-sheathing the Microcoil
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BHUMAHWE! Ecnu Heo6X04UMO M3MEHUTb MONMIOXEHUE MUKpOCAMpanu, BHUMATENbHO
Habnwofaiite 3a [BUXEHMEM MWKpocnuMpanu OTHOcMTenbHo nposoga DPU npwu
BTATMBAHUN MUKpPOCNUpanu nof peHTreHockonuel. Ecnum gBuXKeHue MuUKpocnupanu He
coBnajaetr c pABuWXeHuem nposoga DPU,
MUKpoOCnMpanb, BO3MOXHO, pacTAHyfnacb U MOXeT nopeaTbCA. AKKYpaTHO W3BNEKUTe K

UM ecnn nepemelyeHne  3aTpyfHEHO,
Bbl6pOCbTE CUCTEMY MUKPOCNUPANW.

BHUMAHWE! Ecnu mukpocnupanb pacrnosioXXeHa noj OTHOCUTENIbHO OCTPbLIM YIN1OM K
MUKpOKaTeTepy, MUKpOCNMPasb MOXET PacTAHYTbCA UM NOPBATbCA NPU €e U3BNeYEeHUN.
MyTeM M3MEHEHUA MNOMOXEHUS AUCTaNbHOINO0 KOHYMKA MUKpoKaTeTepa B ycTbe (leiike)
aHeBpPWU3Mbl MM HEMHOTO BHYTPW HEro MUKPOCNUPanb MOXHO /flerdye HanpaBuTb 06paTHO
B MUKpOKaTeTep.

No3snyunoHMpoBaHMe MukKpocnupanm

1. MpaBuNbHOE BbipaBHMBaHWE MapKEPHbIX NONOC NOKa3aHO Ha pucyHke 6. IHPY3NOHHbIN
MUKpOKaTeTep uMeeT [Be AWUCTalibHble MapKepHble JIeHTbl, pPacnofIOXEeHHble Ha
pacctoaHumn Tpex (3) cm Apyr oT apyra. Mukpocnupanb MMeeT AUCTanbHbIli Mapkep B
Tpex (3) cM OT mMexaHusma OTcoeAuHeHuA. [Ana nNpaBuUIbHOrO MO3ULUOHWPOBAHUA
MUKpocnMpanu nNpu OTCOEAUHEHWMN MO PEHTFeHOCKONWYECKUM KOHTPO/MeM BbIPOBHANTE
PEeHTreHOKOHTpacCTHble MapKepHble MNO0M0Cbl Ha Yy3/1e NO03UMLWOHUPOBAHWA YcTpolicTBa
HenocpefCTBEHHO HaNMpPOTUB MPOKCUMAaSIbHOIO Mapkepa Ha KOHYMKe MTCKpoKaTeTepa.

2, NMocne [OCTMXKEHUA XenaemMoro pacnofioXeHWs MUKpPOCNMpanum akkKypaTHO 3aTaHuTe
RHV BOKpyr y3na no3MuMOHMPOBAHUS yCTPONCTBA, YTOObI COXPAHUTbL €ro MONOXEHNE.

Mwukpoenkdaib
PEHTreHOKOETPACTHbIE MapKepbl

MHKpPOKaTeTepa
Y3en nosvuuoHnpoBaHus

MexaHH3.M 0TCOAKHeKUS Tesio cTUNeT-KatetTepa

eHTreHOKOHTPACTHbIH .MapKep
MHKpOCNMpa.TH

PUCyHOK 6: MpaBuibHOe BbipaBHUBAHMWE MApPKePHbIX N0M0C

OTaeneHne Mmkpocnupanm
1. MoBTOPHO NpPOBEPbTE MOJIOXEHWE MWKPOCMUPANW BHYTPW aHEBPU3MbI
PEHTreHOCKOMNMYeckoro KOHTPonsA. Tenepb MUKpOCNMapib roToBa K 0TCOEANHEHUIO.

C nomMowbto

2. HaxXmunTe KHONKY NUTaHua Ha yctpoiictee EnNPOW ER ans otaeneHus mukpocnupanei,
€C/IN OHO elje He BK/II0YEeHO.

3. MNpukpenute coeAnHNTENbHbIN Kabenb K KOHUY y3na NO3ULMOHUPOBAHUA YCTPOMCTBA,
y6eauTech, YTO OH HafeXHo 3akpensieH. Ecnu coefnHeHne He YCTAHOBJIEHO, NOAKIOUYNTE

APYroli KOHel COeAUHUTEeNbHOro Kabens K BbIXOAHOMY pasbemy YycTpoiicTBa pAns
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6. After the light goes out and the tone stops, detachment of the microcoil from the
DPU wire must be fluoroscopically verified by gently withdrawing the DPU wire
back approximately one (1) mm. Observe if the microcoil has detached.

« |f the microcoil did not detach and no fault light is illuminated or flashing, repeat
the steps above.

« If a fault light is detected, the System Ready light is not illuminated (blue DCB
only), or there is no detachment after two detachment atlemj”™s, replace the DCB unit.
« If detachment still does not occur, carefully withdraw the entire Microcoil System
and redeploy a new Microcoil System.

7. After detaching the coil, remove the DPU wire from the microcatheter and discard.
Note: Do not disconnect the connecting cable from either the DCB or DPU wire
during a detachment cycle.

CAUTION: Always perform fluoroscopic verification of detachment prior to
withdrawing the DPU wire fully. Failure to do so may
complication.

8. Repeat the above sequence for all additional CODMAN Microcoils until the
procedure is complete.

Note: Ifitis determined that the microcoil will not be detached, simply disconnect it
from the connecting cable and remove it from the microcatheter as outlined in the
following section.

lead to an embolic

Re-Sheathing The MicrocoilSystem

When necessaiy, the Microcoil System can be reloaded into the introducer sheath
using the re-sheathing tool.

1. Loosen the RHV. Using the fluoroscopic guidance, retract the Microcoil from the
aneuo'sm back into the Microcatheter.

2. Locate the introducer tip. Replace the intorudcer tip back inside thet RHV. Tighten
the RHV. Grasp the introducer tip with your left hand and the re-sheathing tool with
your right hand. Pull with your right hand while holding the re-sheathing tool
towards the connector. This will start the re-sheathing ofthe coil and the DPU pusher
wire.

3. With your right hand, grasp the connector and continue to pull the DPU wire outof
the sheath until coil is completely inside the distal end of the introducer tip. (See
Figure 7).
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oTAeneHus.

4. Yb6epuTtecb, 4TO cucTema [OCTaBKM MUKpoOCnUpaneid NOMHOCTbIO MOAKAOYEHA, U
YCTPOWCTBO ANA OTAENEHUA He yKa3blBaeT HU Ha Kakue HemcnpasHOCTW. Ecnum nmeetcs
HencnpasHOCTb, nposepbTe HajeXHoOCTb  BCex  COeAUHeHui mMexnay  ysnom
No3NLMOHNPOBAHNS YCTPOICTBA, YCTPOWCTBOM AN OTAENEHUS W COefUHUTEbHbIM
kabenem. Ecnm ownbkKa coxpaHAeTcs, 3aMeHUTe coefMHUTEeNbHbI Kabenb. Ecnu owmnbka
BCe paBHO He MCMpaB/ieHa, 3aMeHnTe yCTPONCTBO AN oTAeNeHns. Ecin cuctema fOCTaBKM
MuUKpocnupaneli [0 Ccux NOop Npogo/kKaeT WMeTb HeWCNpaBHOCTU, W3BMEKUTE
MUKpOCNMpanb, Kak OonucaHo B chneaylolwem pasfene, 3aHOBO BTAHUTe B 060104Ky
MUKpOCNUpanb, 1 3aMeHUTe Ha HOBY MUKpoOCnupas.

5. EcAm cucTema ucnpaBHa, HaXMWUTe KHOMKY OTCOEAWHEHWS Ha YCTpPOWCTBe pAns
OTAeNneHns nnn coefuHUTenbHOM Kabene. 3aroputcs nHankatop «Detach Cycle» psgom ¢
KHOMKOM, N Ha NPOTAXEHUN LuunKna oTaeneHnsa bynert 3ByvaTb NpepbiBUCTbIN curHan. Ecnm
CBETOBOI W 3BYKOBOW CUTHAN He aKTUBUPYIOTCA, 3aMeHNTE YCTPOMCTBO ANA OTAENEHUA.

6. Mocne TOro, Kak WHAMKATOP nMoracHeT W CUrHan npekpaTuTcsa, OThesieHne
MUKpOCNMpanyu oT y3na MO3NLMOHWPOBAHUA YCTPONCTBA JO/KHO ObiTb MPOBEPEHO NOA
PEHTreHOCKOMUYEeCKNUM  KOHTpo/siem, MNyTeM aKKypaTHOro oTBoja Hasaj Yys3fna
No3nLMOHNPOBaHUA YCTpOCTBa MNpM6AM3NTENbHO Ha ofauH (1) mm. Y6epuTecb, 4TO
MUKpOCcnupasnb OTAeNnNacs.

e Ecnum Mukpocnupanb He oOTcoefuHaeTca,
HEeMCnpaBHOCTW, NOBTOPUTE LWarun BblLle.

e ECAIM ropuT MHAMKATOP HEUCNpPaBHOCTU, MHAMKATOP «System Ready» He roput unm
nocne ABYX TMOMbITOK OTCOEAWHEHUA He TMPOUCXOAUT OTCOEAUHEHUA, 3aMeHuTe
YCTPONCTBO ANA OTAENEHUSA.

e Ecnn oTcoefnHeHne BCe ele He NMPOUCXOLUT, OCTOPOXKHO M3BJIEKUTE MUKpOCNUpanb u
BBEeAMTE HOBYI CUCTEMY MUKPOCAMPATK.

7. MNMocne oTcoefVMHEHWs cnupanu yganuTe y3en NO3NLUOHMPOBaHMA ycTpoicTBa M3
MUKpoOKaTeTepa u yTunusumpyiTe.

MpumeyaHune. He oTcoeAuHAlTe coeUHUTENbHbIA Kabenb 0T ycTpolicTBa 418 OTAeNeHUs
MUKW y3na No3NLMOHMPOBAHNA YCTPOCTBA BO BPEMA LUKNA OTCOEAUHEHUA.
NMPBAOOCTEPEXEHWE: Bcerga BbiNOMHANATE PEHTIEHOCKONUYECKUA  KOHTPO/b
OoTCOeAMHEeHNsT A0 MOJIHOFO  W3B/ieYeHUs y3na MO3MLMOHMPIOBAHWA  yCTpolicTBa.
Hecob6ntofeHne 3TOro npaBuaa MoOXeT NPUBECTN K IMOONNYECKOMY OC/TOXKHEHWUIO.

8. [oBTOpPMTE OMMCAHHYK Bbile MNOCNeL0BaTeNbHOCTbL ANA BCEX [AONOMHUTENbHbIX
MUKpoOcnupanei A0 3aBeplleHns NnpoLeaypbl.

NMpumeuvaHne. Ecnu 6yneT onpegeneHo, 4YTO MWKpocnupanb He Oblna oTcoefunHeHa,
0TCOEAMHUTE CUCTeMy OT COeAMHUTeNnbHOro kabens u BblHbTe MWUKpOCNUpanb U3
MUKpoKaTeTepa, Kak onucaHo B cneayloleM pasgene.

n He ropmut wnmnm He MUraeT UHAUKATOP

|_|OBTOpHOe 3aKnw4yYyeHne mmkKkpocnumpanwu BOﬁOI‘IOHKy

Mpn HeobXx04MMOCTM cuUCTEMa MUKpOCAMPanum MOXeT OblTb MNOBTOPHO 3ak/loyeHa B
cTuneT-KaTeTep C MOMOLLbI0O NHCTPYMEHTAa /19 NOBTOPHOTO 3aKN0YEHNSA B 060/10UKY.

1. OcnabbTe RHV. MNoA pPeHTreHOCKONMYECKUM KOHTPONEeM W3BAEKUTe MUKpocnupanb w3
aHeBpU3Mbl B MUKpOKaTeTep.




Figure 7; Pulling Back the DPU Wire Hub Connector e

CAUTION: Pulling the exposed microcoil through the RHV grommet may damage
the coil.

CAUTION: Do not pull the DPU wire back too far since it may cause a softer section
ofthe DPU wire to become exposed. An arm’s length pull should re-sheath the coil.
4. Once the device is fully retracted, slide the re-sheathing tool over the
DPU/inlroducer sheath body until the system is relocked.

5. Loosen RHV and remove device. If needed, the Microcoil System is now ready to
be re-inserted.

Magnetic Resonance Imaging (MR1) Safety Information

M R Conditional

Non-clinical testing demonstrated that the detachable coil is MR Conditional. A
patient with this device can be scanned safely, immediately after placement under the
following conditions:

eStatic magnetic field of 3 Tesla or less;

eMaximum spatial gradient magnetic field of 3800 Gauss/cm (38 T/m) or less
eMaximum MR system reported, whole body averaged specific absorption rate
(SAR) of less than 4 W/kg (Normal Operating Mode).

MRi-Related Heating

Under the scan conditions defined above, the detachable coil is expected to produce a
maximum temperature rise of less than 4.4 ®C after 15 minutes of continuous
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1. OnpepennTte pacnosioXeHWe KOoHua CTuneT.-katetepa. -MoMecTuTe KOHYUK CTUNEeT-
KaTeTepa o6paTHO B pPOTaLMOHHbI remMocTaTMyecknii knanaH. 3aTAHUTE POTALMUOHHbLIN
remocraTuyeckuii Bo3bMuTE KOHel cTuneT-kateTepa B JIeBYK pyky, a
WHCTPYMEHT ANA NOBTOPHOrO 3aKNl04YeHna B 060104Ky — B NpaByto pyky. MNpaBoil pykoi,
yAepXunBawleid MHCTPYMEHT ANS MOBTOPHOrO 3akniyeHWs B 060/104KY, TAHUTE ero K
pasbemy. MNpu aTom cnupanb n nposog DPU yb6upatoTca B 060/104KY.

3. MpaBoil pykol/i BO3bMUTECHb 3a pas3beM W npogonxalite BbiTArMBaTb nposog DPU wu3
060/104KM, NOKa cnupanb MOMHOCTbI He UcYe3HeT B AacTa/lbHOM KOHLe HaKOoHeyHuKa
cTuneT-kateTepa (CM. PUCYHOK 7).

KnanaH.

PucyHok 7: OTTAArMBaHWe Hasaj coeAMHUTEeNbHOM BTYNKu nposoga DPU

BHVUMAHWE! MpoTarnBaHne OoTKPbITON MUKpOCAMpanu yYepes NPOXogHY BTyNKYy RHV
MOXEeT NPUBECTN K MOBPEXAEHNIO Cnupanu.

BHUMAHWE! He BbiTArnBainte nposog DPU Hasag cnuwkoMm paneko, Tak Kak 3To
MOXeT MPMBECTU K TOMY, UTO CHapyXu okaxeTtcs 6onee mArkaa 4vactb nposoga DPU.
Pa3maxa pyKu [0CTATOYHO ANA 3aK/IHOYEHNA cnupany B 060/104KY.

4. Mocne MOMHOrO M3BNeYEHUA YCTpoicTBa NpoBeauTe WHCTPYMEHT NS MOBTOPHOrO
3akn4veHna B o6onovyky no DPU/Teny ctuneta-katetepa [0 MOBTOPHOrO 3aK/l0YeHUsA
CUCTEMbl B 060/10UKY.

5. Ocnabbte RHV 1 n3Bnekute ycTpoiicTBo. Cuctema MuMKpocnupanu Tenepb rotoesa K
NOBTOPHOMY BBEJIEHUIO, ecin noTpebdyeTcs.

MHpopmaymsa o 6€30NacCHOCTM MAarHUTHO-pe30HaHCHOW Tomorpagum (MPT)

MP-coBMeCcTUMO Npu OonNpefesieHHbIX YCN0BUAX

B [JOKNIVMHUYECKUX WUCMbITAHUAX MOKa3aHo, 4TO oTAensemsle cnupanm MP-coBMeCTUMbI

npu onpejeneHHblIX ycnoBuax. MaymeHT ¢ 3TUM YCTPOKCTBOM MOXeT 6e30nacHoO NpoiTu

CKaHMpoBaHMe cpasy e Mnocne ycTaHOBKWM mmnnailtata npu cobnlAeHUn cnepyrowmnx

YyCNOBUIA:

e cTaTM4yeckoe MarHMTHOe Nnojse UHAYKTUBHOCTbIO He 6onee 3 Tecna;

e MaKCUMasbHblli MPOCTPAHCTBEHHbIV TPaAMEeHT MarHMTHOIO Nosas He Bbiwe 3800 c/cm
(Tn/wm).

e OT mMakcumanbHoli MP-cucTeMbl NOCTYNWA CUTHaN, 4YTO CPefHAS yAeNnbHas CKOPOCTb
nornoweHna (SAR) Bcero Tena coctaBnsaeT mMeHee 4 BT/Kr (HOpManbHbI pexum
paboThbl).
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Artifact Information

In non-clinical testing, the image artifact caused by a 20-mm diameter coil mass
extends less than 21mm fh)m the detachable coil when imaged using a gradient echo
pulse sequence and a 3 T MRI Syston. Optimization of MR imaging parameters is

recommended.

W arranty

Manufacturer warrants that this medical device is tree from defects in both materials
and workmanship. Any other express or implied warranties, including warranties of
merchantability or fitness, are hereby disclaimed. Suitability for use of this medical
device for any particular surgical procedure should be determined the user in
conformance with the manufacturer's instructions for use. There are no warranties
that extend beyond the description on the face hereof.

Warranty storage period is 3 years.

Additional information for Russian Federation

Medical Device Intended use

The product is intended for embolization of intracranial aneurysms and other vascular
malformations.

Contraindications

. Contraindications are determined by the attending physician in each case
individually, based on the specific clinical situation.
. This device is contraindicated for patients with allergies / hypersensitivity

to anv of the product materials.

Indication of possibility and peculiarities of using the medical device by people
with implanted medical device, pregnant women, breastfeeding women,
children, adults with chronic diseases

The use of this product is possible according to the prescription of the doctor and is
not possible if there arc contraindications. The product can be used for all ages, floors
and ethnic groups.

Delivery Set

Microcoil Delivery System - 1pc.
Instructions for use - 1pc.

Carton box - 1pc.
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Harpes, cBsi3aHHbI1 ¢ npoyenypoi MPT * t «lr..-

OXwnpaeTcsa, 4YTO B YCNOBUAX CKAHMPOBAHUA, onpeAeneHHbIX BbiWe, oTAaensemas cnupanb
6yneT Npou3BOAMTb MaKCcMManbHOEe MNOBbllWeHWe TemnepaTypbl meHee 4,4°C nocne 15
MWHYT HEMNPEPbLIBHOIO CKAHWPOBAHWUA.

NHdopmayma 06 nckaxxeHnax

B AOKNMHMYECKNX WCNbITAHUAX UCKa)XKEHUe n306paxeHns, Bbi3BaHHOE Maccoil cnupanu
anameTpom 20 MM, BbIXOAMT Ha paccTosHMe MeHee 21 MM OT OTAenA”Noi cnupanu npu
BU3yannsaumm ¢ MCnonb3oBaHWeM MocnefoBaTeNbHOCTU UMNYNLCOB FPAfUEHTHOro axa u
cuctembl MPT 3 Tn. PekomeHayeTca onTuMmu3auns napametpos MPT.

[apaHTuiliHble 06A3aTenbLCTBA

MponsBoguTeNnb rapaHTUpyeT, 4TO faHHOE MeULMHCKOe YCTPONCTBO He umeeT geeKkToB
maTepuanos W W3roToBfieHUA. HacToAWwMM nNPoM3BOAUTEsNIb OTKasblBaeTCA OT J0ObIX
OPYTUX SABHbIX WAW NoApasyMeBaeMblX rapaHTWil, BKAKOYas rapaHTUM TOBapHON
NPTITOAHOCTU WU COOTBETCTBUA. NMPUTOAHOCTb 41 UCNOJIb30BAHUA 3TOr0 MEAULMHCKOTO
ycTpoiicTBa AN N060A KOHKPETHOW .XMpypruyeckoin npouenypbl J0/HDKHA ONpejensitbca
Monb3oBaTenem B COOTBETCTBUU C WMHCTPYKUMAMU MNPOU3BOAUTENS NO UCNOJMb30BaHUIO.
MpounsBoaunTenb He NpefocTaBNAeT rapaHTWUil, KOTOpble BbIXOAAT 3a paMKu NPpUBEAEHHOTO

34eCb oNnncaHnAa rapaHTun.

FapaHTWIAHbIA CPOK XpaHeHUs cocTaBnseT 3 roga.

JononHuTenbHasd MH¢)0pMauMﬂ ANA NPUMEHEHNA Ha TeppuTopuun P®
Ha3HavyeHue MeAULMHCKOTO n3genns

M3pgenne npegHasHavyeHo AnA 9mM60/M3aLUM MHTpPaKpaHuaibHbIX aHeBPU3M U NPOYMX
COCYAMNCTbIX Manbcbopmaymii.

MpoTnBonokasaHusa

. MpoTMBOMNOKa3aHMs OMNPeAensoTCs fleyalum BpayoM B KaXAOM chayyae
WUHANBUAYANBHO, UCXOASA U3 KOHKP>ETHON KNNHNYECKON eH3yaLuu.
. 370 usgenue NPOTUBOMNOKA3aHO naymeHTam c annepruvei /

rMNepyYyBCTBMTENLHOCTLIO K N0 6GOMY M3 MaTepnanos nNpogykra.
YKasaHue BO3MOXHOCTU M OCOGEHHOCTENH MPUMeEHeHUs MeAULUHCKOTO u3genus Ans
Nnoaeid ¢ UMNNAHTUPYEMbIMU B OpPraHW3M 4YenoBeka MeAULUHCKUMMW U3AENUAMU,

6epeMeHHbIX J>XEHUWWH, >XEeHWWH B MNepuos TFpyaHOro BCKapMauBaHus, p[eTei,
B3POC/IbIX, UMEI W NX XpOHUYECKNe 3a6oneBaHuns
Vicnonb3oBaHWe [aHHOro W34ennst BO3MOXHO COFMAaCHO MNpP>eAnucaHuio Bpadya U

HEBO3MOXHO MNpPW HaAMunmm nNpoTMBOMOKasaHWin. MN3genne MoxeT MCNONb3oBaTbCcA ANA
BCEX BO3PacToB, MOMOB U 3THUUYECKUX rpynn.

KomnnekT noctaBku

Mukpocnupanb Ha CUCTEME JOCTaBKN B CTEPUJIBHOM NakeTe — 1 WT.

WHCTPYKUNSA NO NpUMeHeHMnIo - 1 wrT.

KapToHHasa kopobka - 1wT.
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Technical characteristics/ TexHUYeCKME XapaKTEPUCTUKMN

doTorpaduyeckne n cxematTnyeckme n3obpaxeHna mmkpocnupanein pasnmyHblx KoHgurypauymin/ Photographic and schematic images of microcoil of various
configurations

Microcoil endovascular Delivery System for embolization o f intracranial and peripheral vessels filling DELTAFILL soft triangular shape, size range 10/ Mukpocnupanb
3HAoBackynsapHasa Ans am6onmsaunm BHyTpuUepenHbiX U nepudepnyecknx cocyon 3anonHatowas DELTAFILL MArkoin TpeyronbHoi opmbl, pasmepHblit pag 10;
Microcoil endovascular Delivery System for embolization o fintracranial and peripheral vessels filling DELTAFILL soft triangular shape, size range 18/ Mukpocnupanb
3HAoBacKkynapHas Ana ambonmsauny BHyTpuUepenHbix N nepud S uyecknx cocygo 3anonHawwas DELTAFILL, MArkoin TpeyronbHol hopmbl, pasMmepHblii pag 18;
Microcoil endovascular Delivery System for embolization ofintracranial and peripheral vessels for accurate finish embolization ofaneurysms DELTAXSFT soft triangular
shape, size range 10/ Mukpocnupanb aH[0BacKynsipHas Ans am6onunsaunm BHyTpUUepenHbix U nepudepnyecknx Cocyfos AN TOUHON PUHNLWHOK aM60NMU3aLNN aHEBPU3M
DELTAXSFT MArkoi TpeyronbHoi hopmbl, pa3mepHblin pag 10:

Microcoil endovascular Delivery System for embolization o f intracranial and peripheral vessels for accurate finish OTibolization of aneurysms GALAXY G3 XSFT adaptive
complex form/ Mukpocnupanb 3HLOBacKynsipHas Ans aM60au3anmy BHyTpMUYepenHbiX U nepudepmnyecknx CocyfoB Ana TOYHOW (DMHUWHONK am60an3aLmm aHeBpu3m
GALAXY G3 XSFT aganTUBHOI CNOXHOW hopMbI;

Microcoil endovascular Delivery System for embolization of intracranial and peripheral vessels filling GALAXY G3 adaptive complex form/ Mukpocnupanb aHgo0BacKynsipHas
ana amM6onmM3aummn BHYTPUYEpPENHbIX U Nepudepnyecknx cocynos 3anonHawwas GALAXY G3 aganTUBHOW CNOXHON hopMbl:
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Microcoil endovascular Delivery System for embolization o f intracranial and peripheral vessels frame, MICRUSFRAME S spherical, size range 10/ Mukpocnupanb
JHAOBACKyNApHas 415 aM60am3aLnn BHYTPUYEpPenHbIX U Nepudepmnyecknx cocyfos kapkacHass, MICRUSFRAME S cihepuyeckoil dhopmbl, pasmepHsblii psag 10;
Microcoil endovascular Delivery System for embolization of intracranial and peripheral vessels frame, MICRUSFRAME S spherical, size range 18/ Mukpocnupanb
3HAoBackynapHas Ana ambonusaunmn BHyTpuUepenHbiXx U nepudepnyecknx cocynos kapkacHas MICRUSFRAME S chepuyeckoit hopmbl, pasmepHblil pag 18;

Microcoil endovascular Delivery System for embolization of intracranial and perl{/leral vessels frame, filling MICRUSFRAME C adaptive form with screw and "endless" loops,
size range 14/ Mukpocnupanb 3HAOBACKyNApHas AN aM601M3annun BHYTPUUYEpenHbIX U Nepudeprnyecknx cocysoB KapkacHas, 3anonHsawwas MICRUSFRAME C aganTuBHO
thopMbl C BUHTOBLIMU U «6GECKOHEYHBIMWU» METNSMU, pa3MepHbIil pag 14:

Microcoil endovascular Delivery System for embolization o fintracranial and peripheral vessels for accurate finish embolization ofaneurysms GALAXY G3 XSFT Helical/
Mwukpocnupanb 3HA0BaCKynsipHasa N8 aM60nmn3annmn BHyTpUUYepenHbiX U nepudepruyecknx cocyaoB 415 TOYHON PUHUIWHOK ambonmsauum aHespuam GALAXY G3 XSFT
Helical BuHTOBOI hopMmbl

I
M
[ /\

5

Microcoil endovascular Delivery System for embolization of intracranial and peripheral vessels filling GALAXY G3 MINI adaptive complex form/ Mukpocnupanb
3HAoOBackynapHas Ana ambonmsauny BHyTpMUepenHbiX U nepndepnyecknx cocynos 3anonHawas GALAXY G3 MINI aganTUBHOW CNOXHON hopmbl
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. P . New RH Coil!
iim inim inm tm u

Proposed LI_II Separate Pacr)lUWIReduced
SPECTRA

New Extended Cod: Pofyimide Tubrng;
Separate Part from RH & Glued Reduced 00

Figure 8: * Proposed SPECTRA Microcoils System Internal View/ PucyHok 8: * MpeanoXeHHasa cuctemMa Mukpocnupanei Bug BHYyTpu

New Extended Coil: Separate Part from RH & HoBasa paclumpeHHan kaTylka: oTaenbHas

Glued yactb oT RH & Glued

Polytmide Tubing: Reduced OD MonuumuaHble TPYO6bl: YMEHbL EHHbIN
HapyXXHuin gnameTp

New RH Coil: Separate Part w/ Reduced OD HoBas kaTywka RH: otaenbHas yacTtb C

YMeHbLWEeHHbIM HAPYXXHbLIM AMaMeTPOM

* Proposed SPECTRA DPU (device positioning unit (DPU)), used for registered products/ ysen no3nyunoHnpoBaHus yctpoictsa (DPU), ucnonbsyemslii gns
perucTpupyemblx n3genni

CxemaTmyeckme n3obpaxeHnsa NPOBONIKH MUKpocnMpaneid pasnmyHblx KoHurypaynit/ Schematic images wire of microccoils of various configurations
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___ 0 Wire dia.

One Wind
Profile
Height
9 oD
Base
Pitch Lar sutxa
0 Wire dia. 0 AnameTp NpoBOSIOKN
One Wind Profile Mpodunsib 0g4HOro BUTKA
Height BbicoTa
Base OcHoBaHue
oD Hapy»>kHblii guameTp
. . . * T
Primary con_l «ind outer dumeter ) ) Wire db., inches + .Stiffness
Wind Profile. inches % 0004/ 1 R (OD). inches +.0004"/ Pitch, inches *+ 0001"/MnameTp g/wt/
One Wind Profile, inches +. pocune oanoro HapyTKHbIli AriameTp nepBHUYMNO .00015"/lWar petb6bI : ’KecTkocTb
BUTKa +0,01016 MM nposonoku. +0,00254 }
! MWwO-MuKpocnups-t1 (OD) + +0,00381 mm . KaTylb'H
MMM nm (renMundw)
MkrocoU endovascubr Delivery Height/ BeicoTa Base/ OcHOBaHHC
System for embolization of
intracniDial and peripheral
vesseb filling DELTAFILL soft
triangular shape, size range 10/
MHkpocnHpans 0.0105-/0,2667 0.00165-70,04191 0.00155-/0,03937 0,77- U0
dHAoBacCKynBpBaH ann 0.0097V 0.24638 0.0100-70,254
am6onmTauum BHYTPHYEpPEeOHbI!
M  nepBMCPUUCCKUX  COCYA0B
TanoyTHAoLwas DELTAFILL
MArKO  TpeyrosbHoi dopmsbl,
natmciMw i1 NA 10
Mkrocoil endovascubr Delivery
System for embolizalioo of
intracranbl and peripheral
vessels for acenrate finish
embolizatioa of aoeurysins
4 000867/0/1844 0.0089-/0,22606 0.0096/ 014384 0.0014-/0,03556 0.00135-/0,03429 0,47-0,71

DELTAXSFT soft triaogubr
shape, size range 10/
MHKpocCnHpans

3aHnoBacKynsipeas ans
3MBO/DKTAHHH  BBYTMBYeoeaHbl!
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N nepudepuyecknx cocyaos Ans
TOYHOW MHULIHOW TNBO-XnTaamm
aHeBptoM DELTAXSFT maArkoi
TpeyrosnbHow chopmbl.
paTtmepsibiii psag 10

Mkrocoit cndovascubr Delivery
System  for embolization of
intracranial and peripheral
vesseb nilinn DELTAFILL soft
triangubr shape, size range 18/
MukpocnHpasnb
THAOBACKYysipHas ans
ambonnTaunH BHYTpUYepenHbIX
n nepudepnyecknx cocynos
Tanonuaowasn DELTAFILL,
MATKOW TpeyrosibHow hopMbl.
PBXMEpPHbI psag 18

0.0140/0,3556 0.0142/0,36068 0.0150/0,381

0.002457/0,06223

* Results from individual sample shall fall between this parameter/ Pe”\nbTaTbl A5 K&XKA0r0 0TAENbHOro 06pa3ua HaxoAsaTCs MeXay 3Ha4YeHUsAMU 3TUX NapaMeTpoB

WTCM 0 Wire dia.
Pitch Lar sutka
0 Wire dia 0 AnameTp NpoBOIOKU
oD Hapy>kHblli gnameTp
1D BHyTpeHHWii guameTp

Allowable deviation value is + 10%, unless otherwise specified/ JjonycTumoe oTKNOHeHne cocTaBnsaeT + 10%, ecnu He ykasaHo

Primary coil wind outer diameter

ID, inch/mm / BHyTpeHHW®i1 (OD), inches t .0004”/ Hapy>HblA
AvnamveTp (I1D) B groimax /mm ovamMeTp nepBuUYHoO wind-
AxskpsAcwpanw (OD) +=0,01016 mm
Mkrocoil endovascular
. R 0.0065/0,1651 0.0098/0,24892
Deliverv Svsiem for

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

Pilch, inches +=.0002”/ LW ar
pe3bbbl +0,00508 MM

00018/0,04572

nHoe

Wire dia., inebes t
.0002”/ AnameTp
nposonoku. +=0,00508
MM

000175/0,04445

000225~/0.05715 1-3.3

* Stiffness g/mm/
>KecTKOCTb KaTyLKun
(rpamm/mm)

1,38-2,09
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embolizatioD of intracranial
and peripheral vessels frame.
MICRUSFRAME S spherical,
size range 10/ Mukpocnupanb

3aHA0BacKynsipHas ans
ambonH3ann

BH>TpU<lepenHbIX "
nepndepmnyeckmnx cocyaos

kapkacHas, MICRUSFRAME
S chepuyeckoii opmbl,
pasMepHsbIii pag 10

Microcoil endovascular
Delivery System for
embolization of intracranial
and peripheral vessels frame,
MICRUSFRAME S spherical,
size range 18/ MHkpocnupasnb

aHAoBacKynsapHasa ansa
am6onH3anun

BHYTpUYepenHbiX n
nepudepuyecknx cocynos

kapkacHad MICRUSFRAME
S chepuyeckoii copmbl,
pasmepHbIii psag 18

Microcoil endovascular
Delivery System for
embolization of intracranial
and peripheral vessels frame,
filling MICRUSFRAME C
adaptive form with screw and
“endless" loops, size range 14/
MHKpocnupasnb

3HAoOBacKynsapHas ans
am6onusauunmu

BHYTPUUYEpenHbIX n
nepudepumyecknx cocynos
KapkacHas, 3anosiHauwasn
MICRUSFRAME C
afanTuBHOM copmbl c
BUHTOBbLIMW n

«BECKOHEYHbIMU»  NeTAAMU,
pasmMepHbIii pag 14

Microcoil endovascular
Delivery System for
embolization of intracranial
and peripheral vessels Hlling
GALAXY G3 adaptive

complex form/
Mwukpocnupanb
3HA0BacKynsapHas ansa
am6onusauunu
BHYTpUYepenHbix n
nepudepnyeckmx cocyaoB

3anonHsawwas GALAXY G3
afanTaBHOV_M10XsA0AN0EN
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0.009/0,2286

0.009/0,2286

0.0065/0,1651

0.015/0.381

0.0135/0,3429

0.012/0,3048

0.0031/0,07874

0.0024/ 0,06096

0.0022/0,05588

0.003/0.0762

0.00225/0,05715

0.002/0,0508

531l-1.95

1,97-3,21

110- 21,0
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Microcoil eodovascular
E)eliver>' System for
embolization of intracranial
and peripheral vessels for
accurate finish embolization
of aneurysms GALAXY C3
XSFT adaptive complex form/
MukpocnHpa.lb

SHAOBACKYNApHAS n 0010/0454 0.012/0,3048 0.0018/0,04572 0.00175/0,04445 2,8-4,1
ambonusaummn
BH)TpUYEpEnHbIX
neputhepruyeckmnx cocyfoB
ons TOYHOW VHULLHOH
ambonusayuu aHeBpu3Mm
GALAXY G3 XSFT
afanTUBHOIA CNOXHO hopMmbl
Microcoil endovascubr
Delivery System for
embolization of intracranial
and peripheral vessels for
accurate finish embolization
of aneurysms GALAXY G3
XSFT Helical/
Mtikpocnupans 0.0063/0.16002 0.012/0,3048 0.0016/0,04064 0.0015/0,0381 3,9-5,9
9HJ0BACKyNApHas ans
ambonmsayms
BHYTPUYEpenHbIX "
nepuepnyecknx cocyfoB
ANA TOYHOW  (PUHMLLHOIA
am6onnsauum aHeBpu3M
GALAXY G3 XSFT Helical
BUHTOBOI hOpPMbI

Microcoil endovascular
Delivery System for
embolization of intracranial
and peripheral vesseb filling
GALAXY G3 MINI adaptive
complex form/
MHkpocnupans 0.0066/0.17 0.009/ 0,23 0.0013/0,033 0.0012/0,03 0,305-0,551
3HJ0BACKYNspHas aons
ambonunsaymun
BHYTpPUYEPENHbIX H

nepudepnyecknx cocyfoB
3anonHaowas GALAXY G3
MINI afanTWBHOW CNOXHOIA
chopmbl

Results from individual sample shall fall between this parameter/ Pe3ynbTaTbl 4151 K&KA0r0 0TAENbHOr0 06pasLa HaXo4ATCA MEXAY 3HaYeHWAMU 3TUX NapameTpoB

Allow able deviation value is = 10% ,unless otherwise specified/J,onycTumMmoe oTKNOHeHune cocTaBnseT + 10% ,ecnm HeykasaHO NHOe
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CxemaTnyecKoe n306parkeHne CTUNeT-KaTeTepa A8 BCeX BapuaHTOB MCMOIHEHUSA MUKPOCNMpaneli, KpoMe BapuaHTa UCMonHeHns: Mukpocnvpanb
3HAOBacKynspHasa Ansa am6osm3aumm BH>TpPUYEPenHbIX U nepudepryveckux cocygos 3anonHsowas GALAXY G3 MINI aganTuBHoi cnoxHoi gopmbl / Schematic
images of the Introducer for all versions of the microcoil, except variant: Microcoil endovascular Delivery System for embolization of intracranial and peripheral
vessels filling GALAXY G3 MINI adaptive complex form

CxemaTnyeckoe n3obpaxeHne HaAKOHEYHWKA CTUeT-KaTeTepa A/ BCeX BapMaHTOB UCMOJMIHEHWUS MUKpOCNUpasei, KpoMe BapuaHTa UCMONHEeHUA:
Mukpocnupanb sHAOBACKYyNsipHas Ana aM6onmnsaumm BHyTpUUepenHblX U nepudepnyecknx cocyaos 3anonHsawwas GALAXY G3 MINI
ajganTuBHON cnoXHoi opmbl / Schematic images of the Tip of Introducer for all versions of the microcoil, except variant: Microcoil endovascular
Delivery System for embolization of intracranial and peripheral vessels filling GALAXY G3 MINI adaptive complex form

0.020" \DI BHyTpeHM1i1 gnameTp 0.01T nv BHyTpeH»Mi1 guameTp
0,61 mm 0.43 mm

Introducer lip wall thickness, ”/ TonuwmnHa CTEHKN KOHLUa CTU/IeT-KaTeTepa, MM 0.0103"/0,26162
Nominal Introducer sheath length, cm/ HomMnHanbHas gnuHa Tena ctuneT-kartetepa, cm 120 and 81/120 unu 81

Introducer Distal outer sheath length, mm/ inuHa Hapy>XXHoro gucrtanbHoro Tena ctunet- 15
Karetepa. MM

Introducer Sheath Tip Shape/ ®opma KoHUa cTuneT-kateTepa Straight/ MNMpsamoi

CxemaTunyeckoe nsobpaxeHue CTUNeT-KaTeTepa ANA BapmaHTa UCNosiHeHWsa: Mukpocnupanb 3HA0BACKyNsapHasa 4718 aM60IM3aunm BHYTPUYEPENHbIX U
nepudgeprnyeckux cocyaos 3anosHsaowas GALAXY G3 MINI agantuBHo cnoxHol opmbl / Schematic images of the Introducer for variant: Microcoil
endovascular Delivery System for embolization of intracranial and peripheral vessels filling GALAXY G3 MINI adaptive complex form

CxemaTumyeckoe n3obpaxeHne HaKOHeYHUKa cTuneT-kaTeTepa 411 BapuaHTa UCNOIHEHNA: MukKpocnupanb aHAOBaCKynspHaa gns aM60amM3aumnm BHYTPUYEPENHBIX 1
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nepugepuyecknx cocyaos 3anonHsawwas GALAXY G3 MINI agantuBHoOW cnoxHoli popmbl / Schematic images o fthe Tip of Introducer for variant: Microcoil endovascular
Delivery System for embolization of intracranial and peripheral vessels filling GALAXY G3 MINI adaptive complex form

BHYTpPEHHUIT AnameTp NPOKCUMaNbHOW 1

o . . o6aBneHbl OTBEPCTUA ANA
auncTtanbHon 30HbI 0,43 mm/ Proximal and Distal A P A

npombiBKM/Add Flush Ports

iP 0.0177
YBenuyeHa TonlWmnHa Lo6aBneH KOHUYECKWUA
CTEHOK HaKoOHeuYHunka/ HakoHe4yHuK/ Add Tapered Tip
Increase Tip wall thickness
Introducer tip wall thickness, "/ TonwunHa CTEHKN HAaKOHEYHMKA CTUNeT-KaTeTepa, MM 0.0236'-0.018'*/0,6 - 0,46 mm
Introducer tapered tip wall thickness, "/ TonwnHa CTEHKN KOHLA CTUNeT-KaTeTepa, MM 0.0086” - 0.005” /002 - 0,13 mm
Nominal Introducer sheath length, cm/ HomnHanbHas gnuHa Tena cTtuneT-katetepa, cM 120 or 81/ 120 unn 81

Introducer Distal outer sheath length, mm/ nnHa HapyXHOro guctanbHoOro tena cranct- 104,9+5,08
Karetepa. MM

Introducer Sheath Tip Shape/ ®opma KoHua cTueT-KaTeTepa Tapered/ KoHunyecknii

TexHMYecKMe XxapaKTepUCTUKM ANs BHYTPEHHEro WwoBHOro matepmnanal Specifications Stretch Resistant Internal Suture Material

i i Ci s 1
& IFI ii M .
I s _n Iua% |
S I E X 1 ~1 1= SA* £ S
- s \
0 € «S e« qgix (I -l_\-/?(%)
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Mkrocoil endovascular Delivery
System  for embolization of
intracranial and peripheral vessels
rilling DELTAFILL soft
trinaninr afcxpe. the rxxge 1/
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DLF100154

DLF100208

DLF100250

DLF100258

DLF100308

Mwkpocnupasnb
3HJ0BACKY/IAPHAan ana
3M60/M3aLMN BHYTPUUEPENHBIX U
nepuepnyecknx cocy/0B
3anonHAmLWwas DELTAFILL
MAFKOW  TpeyronbHol  (hopMbl,
pasmepHblii pag 10

Hxp>>KEbDK suametp

ronoBKu wWapa

DELTAFILL 10, size 1.5TTx4cnr/
DELTAFILL 10. pasmep 1.5MM X
4cm

DELTAFILL 10, size 2mm x 8cm/
DELTAFILL 10, pa3mep 2MM X 8cM
DELTAFILL 10, size 2.5mm x
10cm/ DELTAFILL 10, pa3vep
2.5Mm x 10cm

DELTAFILL 10, size 2.5mm x 8cm/
DELTAFILL 10, pa3wvep 2.5Mm X
8cm

DELTAFILL 10, size 3mm x 8cm/
_DELTAFILL_10j*a3Me~Msn~cs?
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Coil Length

[nBxoK W& Moo panx

K
A e,
15 02667 +.001 40 20 062,81;2/ - 810
0[1667+/-0.01 80 2,0 062,832/ - 810
25 0,2667 +/-0.01 100 2,0 062’332/' 1200
25 0,2667 +-001 80 2,0 062,33;/- 810
026674001 80 20 062’23*2" 810

1900 +£50

1900 £50

1900 £50

1900+50

1900 50

0,19812+
0,01778

0,19812+
0.01778

0,19812+
0.01778

0,19812+
0,01778

0,19812+
0,01778

OD Solder
.0120” Max.

Hap”»kabIB aBakeTp
opsxos JyKN$ XM (makc.)

A

0,02286 + 0,00254
0.02286 + 0,00254

0,02286+0,00254

0,02286 +0,00254

0,02286 + 0,00254
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Microcoil diameter, mm/ inametp
MHKpocnupanH, mm (M)

Primary coil wind outer diameter,
mm/ HapyXHbl it AvnameTp
nepBuYHoOi wind-mHKpocnupanu,
MM

Microcoil length, mm/ [Onuna
Mukpocnupanm (L)

Microcoil System mass, g/ Macca
MHKpocnupasnH Ha cucrteme
fpocTaBku, 1

Introducer tip wall thickness, mm/
Tonu.lea CTEHKMN KOHUa CcTunert-
KaTeTepa, MM
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Introducer sheath length, mm {+ 20
mm)/ OnvHa Tena cTnneT-
kateTepa, MM (£ 20 mm)

Device Positioning Unit (DPU)
Delivery System Length, mm/
Pa6ouasn ANvHa yTna
NO3NLHOHHPOBANHSA ycTpoiicTBa
(DPU) cucTembl focTaBKM
mnkpocnupaneH, mm (K)

0T

o
RH coil wind diameter, mm/ \c o \0 Q ;ID O\
AvnameTp RU wind cnupanu 4 — o _ -
pPe3ncTUBHOrO HarpesaTens, Mm @H & & H

Extended coil wire diameter, mm/
LvameTp yANWHEHHOW MPOBONOKU
MUKpOCMHpanun, Mm

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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DLF180312

DLF180415

DLF180520

DLF180625

DLF180733

DLF180835

DELTAFILL 18, size 3mm x 12ct/
DELTAFILL 18. pasmep 3mm X
12cm
DELTAFILL 18, size 4mm x 15ctn/
DELTAFILL 18, pasmep 4mMm X
15cm
DELTAFILL 18. size 5mm x 20cm/
DELTAFILL 18, pa3vep 5mM X
20cm
DELTAFILL 18, size 6mm x 25cm/
DELTAFILL 18, pa3mep 6MM X
25¢cm
DELTAFILL 18, size 7mm x 33cT/
DELTAFILL 18. pasmep 7MM X
33cm
DELTAFILL 18. size 8mm x 35cm/
DELTAFILL 18, pa3svmep 8vm X
35cm

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

0,381(H/-0,015

0,381(K/-0,015

0,3810+/-0,015

0,38104-/. 0,015

0.38104-/-0,015

0,3810+/.0,015

120

150

200

250

330

350

23

23

23

23

23

2,3

0,26 +/.
0,032

0.26 +/-
0,032

0,26 +/-
0,032

0,26 +/.
0,032

0,26 +/.
0.032

0,26 +/-
0,032

1200

1200

1200

1200

1200

1200

1900+50

190050

1900+50

1900 +£50

1900 +50

1900+50

0,19812+
0,01778

0,19812+
0,01778

0.19812+
0,01778

0,19812+
0,01778

0,19812+
0,01778

0,19812+
0,01778

0,02286 + 0.00254

0,02286 + 0,00254

0,02286 +0,00254

0,02286 +0,00254

0,02286 + 0,00254

0,02286 + 0,00254
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Microcoil diameter, Twy
[Jvametp MHKpocnupaau, Mm (M)

rar
-

Primar>' coil Mind outer diameter,

mm/  HapyXHblii onametp !

nepeuyHoi wind-MHKpocnHpa.iH, Fw
MM -S!

IMficrocoil length, mm/ [OnuHa
MUKpocnHpanu (L)

Microcoil System mass, g/ Macca
MUKPOCTHPaNN ~ Ha  CcuCTeMe
[OCTaBKU, T

Introducer tip wall thickness, 2
mm/ TonwmHa CTeHKU Kouua
CTWUNEeT-KaTeTepa, MM
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Introducer sheath length, mm (
20 mm)/ [1HHa Tena CTWneT-
KateTepa, MM (£ 20 mu)

Device Positioning Unit (DPU)
Delivery System Length, mm/
Pa6ouas AvHa y3na
MO3HWHOHHPOBAHHA  YCTPOWCTBA
(DPU) CUCTEMBI [0CTaBKM
MukpocnHpanei, Mm (K)

RH coil wind diameter, mm/ P By 030 00
Ovavetp RII wind cnvpanm w.. #— a
PE3VCTUBHOTO HarpeBaTens M * b PG AT

Extended coll wire diameter, mm/
[nameTp YI/IMHEHHO
NPOBO/IOKY MHKPOCTKPa/IH. MM

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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DLX100151

DLX100152

DLX100153

D LX100201

D LX100202

DLX100203

DLX100204

DELTAXSFT 10, size 15mm x
lcm/ DELTAXSFT 10, paswep
| Smm X ICM

DELTAXSFT 10, sire 1.5mm X
2cm/ DELTAXSFT 10, pa3vep
1.5mm X 2¢cM

DELT/OCSFT 10. size 1.Smm x
3cm/ DELTAXSFT 10. pasvep
1.5mm X 3cm

DELTAXSFT 10, size 2mm x 1cm/
DELTAXSFT 10, pasmep 2mm x
IV

DELTAXSFT 10, size 2mm x 2cm/
DELTAXSFT 10, pasmep 2mm x
2cM

DELTAXSFT 10, size 2mm x 3cm/
DELTAXSFT 10. pasvmep 2MM X
3cM

DELTAXSFT 10, s\ 2mm x 4cm/
DELTAXSFT 10, pasmep 2mm x
4cM

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

15

15

15

0,2438+/-0,01

0,2438+/-0,01

0,2438+/-0,01

0,2438 +/-0,01

07438 +/-0,01

0,2438 +/-0,01

0,2438 +/-0,01

10

20

30

10

20

30

40

20

2.0

2,0

20

2,0

2.0

20

0.26 +/-
0,032

0,26 +/-
0,032

0,26 +/-
0,032

0,26 +/-
0,032

0.26 +/m
0.032

0,26 +/-
0,032

0,26 +/-
0,032

810

810

810

810

810

810

310

1900 +£50

1900+50

1900 +£50

1900 +50

1900 +50

1900 £50

1900 +£50

OD Solder

.0120” Max.
"51,3?7172; 0,02286 + 0,00254
"013{‘7172; 0,02286 +0.00254
ot 002286 + 0,00254
06%3187172; 0,02286 +0,00254
Q082 0,02286 +0,00254
0@?35717284" 0,02286 +0,00254
0(’%3187172; 0,02286 + 0,00254
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Microcoil diameter, mm/
[vameTp  MuKpocnupasun, MM

M)

Primary’ coil Mind outer
diameter, mm/  HapyxXHblii
[AviaMeTp  MepBUYHON wind-
MUKpOCMpanbl, MM

Microcoil length, mm/ XiHHa
MmukpocnHpsnm (L)

Microcoil System mass, g/ Macca
MUKpOCUMpaIM  Ha  CUCTeMe
[oCTaBKu, T

Introducer tip wall thickness,
mm/ TonwmHa CTEHKU KOHL@
CTUNeT-KaTeTepa, MM

Introducer sheath length, mm (£
20 mm)/ XiHHa Te.ta cTuneT-
KateTepa, MM (£ 20 MM)

Device Positioning Unit (DPU)
Delivery System Length, mm/

Pa6ouas XTWHA yxTa
MO3HWHOMMPOBAHWA  YCTPOIACTBA
(DPU)  cucTembl  BOCTaBKM

Mukpocnupancii, Mm (K)

RH coil wind diameter, mm/
Onaverp RH wind cnvpann
PE3VCTMBHOIO HarpesaTessi, MM

Extended coil wire diameter, mm/
LunaveTp YXTUHEHHOI
NPOBOMIOKU MUKPOCNINPAIH, MM
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GLX120201

GLXI120202

GLX122505

GLX 122525

GLX122535

GLX120304

GLX120306

GLX120308

GLX123505

GLX123509

GLX123575

GLX120406

GALAXY G3 XSFT, size 2mm x
15cm/ GALAXY G3 XSFT. pasmep
2MM x 1.ScM

GALAXY G3 XSFT. size 2mm X
2cm/ GALAXY G3 XSFT, pasmvep
2mm X 2cM

GALAXY G3 XSFT, size 2.5mm x
5cm/ GALAXY G3 XSFT, pa3mep
2.5mm XSM

GALAXY G3 XSFT, size 2.5mm x
2.5cm/ GALAXY G3 XSFT, pasmep
2.5hmx2.5cm

GALAXY G3 XSFT, size 2 5mm x
3.5cm/ GALAXY G3 XSFT, pa3vep
2.5mm X3.5cH

GALAXY G3 XSFT, size 3mm x
4cm/ GALAXY G3 XSFT. pasviep
3MM x4cM

GALAXY G3 XSFT, size 3mm x
6cm/ GALAXY G3 XSFT. pasvep
3mm x 6ecm

GALAXY G3 XSFT, size 3mm X
8cm/ GALAXY G3 XSFT, pasmep
3Mm X8cm

GALAXY G3 XSFT. size 3.5mm x
5cm/ GALAXY G3 XSFT, pa3smep
3.5Mm X5¢cm

GALAXY G3 XSFT. size 3 5mm x
9cm/ GALAXY G3 XSFT. pasmep
3 Smm X 9cM

GALAXY G3 XSFT. size 3.5mm x
7.5cm/ GALAXY G3 XSFT. pasmvep
3.5mmx 7.5cm

GALAXY G3 XSFT, size 4mm x
6cm/ GALAXY G3 XSFT, pasmep
4mm X6cM

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

25

25

25

35

35

35

0.3048 +/-0,01

0,3048+/-0,01

0,3048+/-0,01

0,3048+/-0.01

0.3048+7-0,01

0,3048 +/-0,01

0,3048+/-0,01

0,3048 +/-0.01

0,3048+/-0.01

0,3048 +/-0,01

0.3048 +/-0,01

0,3048 +/-0.01

1C

15
20
50

25

40
60

80

90
5

60

2,2

2,2

2,2

22

2h

2N

2,2

2,2

2,2

2,2

2,2

2,2

076 +-
0,032

0,26 +/-
0,032

0,26 +/-
0,032

0,26 +/-
0,032

076 +-
0,032

046 +-
0,032

0,26 +/-
0,032

0,26 +-
0,032

0,26 +/-
0,032

0,26 +/-
0,032

0,26 +/-
0,032

0,26 +/-
0,032

810

810

810

810

810

810

810

810

810

1200

810

810

1900+50

1900 + 50

1900 + 50

1900 + 50

1900 + 50

1900+50

1900 + 50

1900 + 50

1900+ 50

1900 + 50

1900 + 50

1900+50

0,19812+
0,01778

0.19812 +
0.01778

0,19812 +
0,01778

0,19812 +
0,01778

0.19812 +
0,01778

0,19812 +
0,01778

0,19812 +
0,01778

0.19812 +
0,01778

0.19812 +
0,01778

0,19812 +
0,01778

0.19812 +
0,01778

0,19812 +
0.01778

0,02286 + 0.00254

0,02286 + 0,00254

0,02286 + 0,00254

0,02286 + 0.00254

0,02286 + 0.00254

0,02286 +0,00254

0,02286 +0,00254

0,02286 +0,00254

0,02286 +0,00254

0.02286 * 0,00254

0,02286 +0,00254

0.02286 + 0.00254

36
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Microcoil dbimeter, mm/ [uameTtp
MUKpocnHpaun, mm (M)

Primary coil wind outer diameter, mm/
HapyxHblii  fuamMeTp  NepBMYHON
wind'MHKpocnupann. mm

Microcoil ~ length, mm/  [OiHHs
MuKpocnHpamu (L)

Microcoil System mass, g/ Macca
MUKPOCMHPaZN Ha cUCTeMe AOCTaBKKM, Vo
r

Introducer tip wall thickness, mm/ o
ToNMHA CTeHKM KOHLUA CTUNeT- o
KaTeTepa, Mv

Introducer sheath length, mm (x 20
mm}/ OnvHa Tena CTUNeT-KaTeTepa,
MM (£ 20 MMm)

Device Positioning  Unit  (DPU)
Delivery System Length, mm/ Pa6ouas
OVMHa  y3na  MO3HMHOHWMPOBaHUA
ycTpoiictea (DPU) cucTembl SOCTaBKM
MHKpocnupaneit, mm (K)

RH coil wind diameter, mm/ AnameTp
RIl  wind cnupaim pesvCTUBHOIO
HarpeBaresnsi, Mm

Extended coil wire diameter, mm/
[vavmetp  YANMHEHHOW  NPOBOMOKM
MUKPOCMHPau, MM

bl
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GLY120202

GLY122S05

GLY122535

GLY120306
GLY120308

GLY123509

GLY123575

GLY120407
GLY120410
GLY120412
GLY120510
GLY120515
GLY120610
GLY120615
GLY120620
GLY12071S

GLY120721

GALAXY G3, size 2mm x 2cm/
GALAXY G3, pa3mep 2MM X 2Cbl
GALAXY G3. size 2.5mm x 5cm/
GALAXY G3. pazmep 2.5MM X 5¢cm
GALAXY G3, size 2.5mm x 3.5cm/
GALAXY G3, pasvep 2.5Mm X
3.5cm

GALAXY G3, size 3mm x 6cm/
GALAXY G3. pa3mep 3mMm X 6cm
GALAXY G3, size 3mm x 8cm/
GALAXY G3, pasmep 3mm X 8cm
GALAXY G3, size 3.5mm x 9cm/
GALAXY G3. pasmep 3 5MM X 9cm
GALAXY G3, size 3.5mm x 7.5cm/
GALAXY G3, pasmep 3.5MM X
7.5cm

GALAXY G3, size 4mm x 7cm/
GALAXY G3, pa3mep 4vMm X7cm
GALAXY G3, size 4mm X 10cm/
GALAXY G3, pa3mep 4vm x 10cm
GALAXY G3 size 4mm x 12cm/
GALAXY G3. pasmep 4mm X 12cM
GALAXY G3, size Smm x 10cm/
GALAXY G3, pasmep 5Mm X 10cM
GALAXY G3, size 5mm X 15cm/
GALAXY G3, pa3mep 5Mm X 15cM
GALAXY G3, size 6mm X 10cm/
GALAXY G3. pasmep 6mm XI10cM
GALAXY G3, size 6mm X 15cm/
GALAXY G3. pasmep 6Mm X 15cM
GALAXY G3, size 6mm x 20cm/
GALAXY G3. pasmep 6mm x 20cm
GALAXY G3, size 7mm X 15cm/
GALAXY G3. pa3mep 7mm X 15cM
GALAXY G3 size 7mm X 21cm/
GALAXY G3, pasmep 7mm X 21cm

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

25

25

35

35

0,3048 +/-0,01

0,3048 +/-0.01

0,3048 +/-0,01

0,3048 +/-0.01
0,3048+/-0,01

0,3048+/-0,01

0,3048 +/-0,01

0,3048+/-0,01
0,3048 +/-0,01
0,3048+/-0,01
0,3048 +/.0,01
0,3048+/-0,01
0,3048+/-0,01
0,3048 +/-0,01
0,3048 +/-0,01
0.3048 +/-0,01

0,3048+/-0,01

20

50

60
80

90

75

70

100

100
150
100
150
200
150

210

21

21

21

2,1
21

2,1

2.1

21
2.1
21
2,1
2.1
2,1
21

21

NS

0,26 +/-
0,032
0,26 +/-
0,032

0,26 +-
0,032

0,26 +m
0,032
0,26 +/-
0,032
0,26 /s
0.032

0,26 +-
0,032

0,26 +/-
0,032
0,26 +/e
0,032
0,26 +/-
0,032
0,26+/-
0,032
0J6 +-
0.032
0.26 +/-
0.032
0,26 +/-
0,032
0,26 +/-
0,032
0,26 +/-
0,032
0,26 +/-
0.032

810

810

810

810

810

1200

810

810

1200

1200

1200

1200

1200

1200

1200

1200

1900+50

1900 £50

1900+50

1900 +50

1900+50

1900 +50

1900 +50

1900+S0

1900+50

1900+50

190050

1900+50

1900 +50

1900 +50

1900+50

1900+50

1900 £50

0,19812+
0.01778

0,19812 +
0.01778

0,19812 +
0.01778

0,19812 +
0,01778
0.19812 +
0,01778
0,19812 +
0.01778

0,19812+
0,01778

0,19812+
0,01778
0,19812+
0,01778
0,19812+
0.01778
0,19812 +
0,01778
0,19812 +
0.01778
0.19812 £
0,01778
0,19812 £
0.01778
0,19812+
0.01778
0,19812+
0,01778
0,19812 +
0,01778

0,02286 +0,00254

0.02286 +0,00254

0,02286 + 0,00254

0,02286 +0.00254
0,02286 + 0,00254

0,02286 +0,00254

0.02286 + 0.00254

0,02286 + 0,00254
0,02286 + 0,00254
0.02286 + 0,00254
0,02286 +0,00254
0,02286 + 0,00254
0,02286 + 0,00254
0,02286 + 0,00254
0,02286 +0,00254
0,02286 +0,00254

0,02286 + 0,00254

38
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Microcoil diameter, mm/ OnameTp
MHKpocnupanu. Mm (M)

Primar}' coil wind outer diameter,
mm/ Hapy>kHbiIi1 anameTp
MepPBHAHOK  wind-MyKpocnHpau,
MM

Microcoil length, mm/ [diHva
MHKpocnupanu (L)

Microcoil System mass, g/ Macca
MMKPOCMHPaIH Ha cucTeme
[OCTaBKuW,r

Introducer tip wall thickness, mm/
TonwmHa CTEHKM KOHUa CTuneT-
K-aTeTepa, MM

Introducer sheath length, mm (= 20
mm)/[AnnHa Tena CTuneT-kateTepa,
MM (£ 20 M)

Device Positioning Unit (DPU)
Delivery System Length, mm/

Pa6ouas LnnHa y3na
MO3VMHOHHPOBaMMS  YCTPOIiCTBa
(DPU) CUCTEMbI [l0CTaBKM

MHKpocnHpsnei, Mu (K)

RH coil wind diameter, mm/
Onaverp  RII wind  cnvpanm
PE3HCTHBHOL'0 HarpeBaTesns, MM

Extended coil wire diameter, mm/
[mameTp yANUHEHHOW NpPOBOMOKU
MWUKPOCMHpanu, MM

ANV VO
W<V VO

I S
o ,
+ %‘] :)+
A A
0] 0]
0 @9_
o O,



MFR100202

MFR100253

MFR100305

MFR100356

MFR100407

MFR100412

MFR100509

MFR100517

MFR100611

MFR100626

MFR100713

MFRI00730

MFR100816

MFR100829

MICRUSFRAME S 10, size 2mm X
2.5cm/ MICRUSFRAME S 10,
pasmeo 2mm x 2.5cm
MICRUSFRAME S 10, size 2.5mm
X 33cm/ MICRUSFRAME S 10,
pa3mMep 2.5Mm X 3.3cM
MICRUSFRAME S 10, size 3mm X
5.4cm/ MICRUSFRAME S 10,
pasmep 3nm x 5.4am
MICRUSFRAME S 10, size 3.5mm
X 6.6cm/ MICRUSFRAME S 10,
pasmep 3.5mm x 6.6cm
MICRUSFRAME S 10, size 4mm X
7.5cm/ MICRUSFRAME S 10,
pasvep 4MM X 7.5cm
MICRUSFRAME S 10, size 4mm x
11,5cm/ MICRUSFRAME S 10,
pasmep 4nmx 11.5cm
MICRUSFRAME S 10, size 5mm x
9.7cm/ MICRUSFRAME S 10,
pasmep 5nmx9.7am
MICRUSFRAME S 10, size 5mm x
17cm/ MICRUSFRAME S 10,
pasMepsmm x 17cm
MICRUSFRAME S 10, size 6mm x
119cm/ MICRUSFRAME S 10.
pasmep 6mmx 11.9cm
MICRUSFRAME S 10, size 6mm X
26cm/  MICRUSFRAME S 10,
pasmep 6mm x 26am
MICRUSFRAME S 10, size 7mm x
13.9cm/ MICRUSFRAME S 10,
pasvep 7mm x 13.9cm
MICRUSFRAME S 10, size 7mm x
30cm/ MICRUSFRAME S 10.
pa3mep 7mm x30cwv
MICRUSFRAME S 10, size 8mm x
16.1cm/ MICRUSFRAME S 10,
pasmep 8mm X 16.1cm
MICRUSFRAME S 10. size 8mm x
29cm/ MICRUSFRAME S 10.
pasmMep 8mm x 29cm

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

25

35

0,2489 +/-0,01

0,2489+/-0,01

0,2489 +/-0.01

0,2489 +/-0,01

01489 +-0,01

0,2489+/-0,01

0,2489 +/-0,01

0.2489 +/-0,01

0,2489 +/-0,01

0,2489 +/-0,01

0,2489+/-0,01

0,2489+/-0.01

04489 +/-0,01

01489 +/-0,01

25

66

75

115

97

170

119

260

139

300

161

290

23

23

23

23

23

23

23

23

2.3

23

23

2.3

0,26 +/-
0,032

046 +/-
0,032

0,26 +/-
0,032

0,26 +/-
0,032

0,26 +/-
0.032

046 +-
0,032

0,26 +-
0,032

0,26 +/-
0,032

0,26 +/-
0,032

0,26 +/-
0,032

0,26 +-
0,032

0,26 +/-
0,032

0,26 +/-
0,032

0,26 +-
0.032

310

810

810

810

810

1200

1200

1200

1200

1200

1200

1900 +50

1900 +50

1900 +£50

1900 +50

1900+50

1900+50

1900 £50

1900+50

1900 +50

1900 +50

1900 £50

190050

190050

1900 +50

0.19812+
0,01778

0,19812+
0.01778

0.19812+
0,01778

0.19812+
0,01778

0,19812 +
0,01778

0,19812+
0,01778

0,19812+
0,01778

0,19812+
0,01778

0,19812+
0,01778

0,19812+
0,01778

0,19812+
0,01778

0,19812+
0,01778

0.19812+
0,01778

0,19812+
0,01778

0,02286 +0,00254

0.02286 + 0,00254

0,02286 + 0,00254

0,02286 + 0,00254

0,02286 +0,00254

0,02286 +0,00254

0,02286 + 0,00254

0,02286 +0.00254

0,02286 + 0,00254

0,02286 + 0,00254

0,02286 + 0,00254

0,02286 +0,00254

0,02286 +0,00254

0,02286+0,00254
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jMicrocoil diameter, mm/ [Ouawmer|>
MuKpocnvpaaun, MM (M)

Primar>' coil wind outer diameter,
mm/ Hapy>Hblii anamertp
NepBMYHOIA Wind-MHKPOCMHPa.TH, MY

Microcoil ~ length. mm/ [OnuHa
Mmukpocnupanu (L)

Microcoil System mass, g/ Macca
MUKpocnvpav Ha cucTeme
[0CTaBKM, T

Introducer tip wall thickness, mm/
TonwmHa CTEHKM KOHUa CTUNeT-
KaTeTepa, MM

Introducer sheath length, mm 20
mmV [nvHa Te.da CcTuneT-kaTeTepa,
MVI(£ 20 mm)

Device Positioning  Unit  (DPU)
Delivery ~ System  Length, mm/

Pa6oyas AnHa yTna
MO3VLMOHNPOBaHNSA ycTpoiicTea
(DPU) CUCTEMbI [l0CTaBKM

MHKpocnHpaneH, mm (K)

RH coil wind diameter, mm/[dnaveTp
RH wind cnupanu pe3ncTUBHO
HarpesaTens, Mm

Extended coll wire diameter, mm/
[vnameTp YA/JMHEHHOW NPOBO/OKM
MUKpOCMMpanu, Mm



MFRI807M

MFRI180813

MFRI180830

MFR180915

MFRI 80933

MFRI81017

MFRI181034

MFRI81118

MFRI81137

MFRI81220

MFRI 81240

MFRI81343

MFR181447

MFR181550

MFR181647

MFR181750

MFRI 81846

MFRI 81950

MICRUSFRAME S 18, size 7mm x
14.3cm/ MICRUSFRAME S 18
pasvep 7Mm X 14.3cm
MICRUSFRAME S 18, size 8mm x
136cm/ MICRUSFRAME S 18
pasvep 8mm X 13.6cm
MICRUSFRAME S 18. size 8mm X
30cm/  MICRUSFRAME S 18
pa3mep 8mm x 30am
MICRUSFRAME S 18, size 9mm x
15.3cm/ MICRUSFRAME S 18,
pasmep 9mmx 1S.3am
MICRUSFRAME S 18, size 9mm x
33cm/ MICRUSFRAME S 18
pasmep 9mm x 33cm
MICRUSFRAME S 18, size 10mm
X 17.1cm/ MICRUSFRAME S 18,
pasmep 10mm x 17. lom
MICRUSFRAME S 18, size 10mm
x 34cm/ MICRUSFRAME S 18,
pasmep 10mmx 34cm
MICRUSFRAME S 18, size 11mm
x 189cm/ MICRUSFRAME S 18,
pasvep 11MMIx 18 9am
MICRUSFRAME S 18. size 11mm
x 37cm/ MICRUSFRAME S 18.
pasmep 1Immx37am
MICRUSFRAME S 18. size 12mm
x 20.7cm/ MICRUSFRAME S 18,
pasvep 12vm x 20.7¢cm
MICRUSFRAME S 18. size 12mm
x 40cm/ MICRUSFRAME S 18
pasvep 12mmx 40am
MICRUSFRAME S 18, size I13mm
x 43cm/ MICRUSFRAME S 18.
pasmep 13mmx43cm
MICRUSFRAME S 18, size 14mm
X 47cm/ MICRUSFRAME S 18,
pasvep 14mm x47am
MICRUSFRAME S 18, size 15mm
X 50cm/ MICRUSFRAME S 18,
pasmep 15mm x Com
MICRUSFRAME S 18, size 16mm
x 47cm/ MICRUSFRAME S 18
pasmep 16mmx47am
MICRUSFRAME S 18. size 17mm
x 50cm/ MICRUSFRAME S 18.
pasmep 17mm x 50cm
MICRUSFRAME S 18. size 18mm
X 46cm/ MICRUSFRAME S 18,
pasmep 18mm x46cm
MICRUSFRAME S 18, size 19mm
x 50cm/ MICRUSFRAME S 18.
pasmep 19mmx 50cm
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14

16

7

0,3810+/-0,01

0,3810+/-0,01

0,3810+/-0,01

0,3810+/-0,01

0,3810+/-0,01

0,3810+/-0,01

0,3810+/-0,01

0,3810+/-0,01

0,3810+/-0,01

0,3810+/-0,0!

0,3810+/-0,01

0,3810+/-0,01

0.3810+/-0.01

0,3810+/-0,01

0,3810+/-0,01

0,3810+/-0,01

0,3810+/-0,01

0,3810+/-0,01

143

300

330

1

340

189

370

207

400

430

470

500

470

500

460

500

21

21

21

21

21

21

21

21

21

21

21

21

21

21

21

21

21

21

0,26 +-
0,032

0.26 +/.
0,032

0.26 +-
0,032

0,26 +/-
0,032

0,26 +/-
0,032

0.26 +/-
0,032

0,26 +/-
0,032

0,26 +/-
0,032

0,26 +/-
0,032

0,26 +-
0,032

0,26 +/-
0,032

046 +-
0,032

0,26 +/-
0,032

0.26 +/-
0,032

0,26 +/-
0,032

046 +/-
0,032

0.26 +/-
0,032

0,26 +/-
0,032

1200

1200

1200

1200

1200

1200

1200

1200

1200

1200

1200

1200

1200

1200

190050

1900+50

1900 +£50

1900 £50

1900 +50

1900 +50

1900+50

190050

1900+50

1900 +50

1900 £50

1900 +50

1900 £50

1900+50

1900+50

1900 +50

1900+50

1900 £50

0,19812 +
0,01778

0,19812 +
0,01778

0.19812+
0.01778

0,19812 +
0,01778

0,19812+
0,01778

0,19812+
0,01778

0,19812+
0,01778

0,19812 +
0.01778

0,19812+
0,01778

0,19812+
0.01778

0,19812 +
0,01778

0,19812+
0,01778

0,19812+
0,01778

0,19812 +
0,01778

0,19812 +
0,01778

0,19812+
0,01778

0,19812+
0,01778

0,19812 +
0,01778

0,02286 +0,00254

0.02286 + 0,00254

0,02286 +0,00254

0,02286 +0,00254

0,02286 + 0,00254

0,02286 + 0,00254

0,02286 +0.00254

0.02286 + 0.00254

0,02286 + 0.00254

0,02286 +0,00254

0,02286 +0.00254

0.02286 + 0,00254

0.02286 +0,00254

0,02286 +0,00254

0,02286 +0,00254

0.02286 +0,00254

0.02286 + 0,00254

0,02286 + 0,00254
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Microcoii  diameter, mm/ [uawmeTp
MuKpocnupanH, MM (M)

Primary coil wind outer diameter, mm/
Hapy>xHblli guameTp nepBuYHON wind-
MUKpOCnVpan, Mm

Microcoil length, mm/  [dnnHa
Mukpocnupant (L)

Microcoil System mass, g/ Macca
MUKPOCNWPa/IH Ha CUCTEMe JOCTaBKM, I

Introducer tip wall thickness, mm/
TonwmMHa  CTeHKW  KOHUA  CTWneT-
KaTeTcpa, MM

Introducer sheath length, mm (x 20 mm)/
[OnvHa Tena ctunet-katetepa, Mm {+ 20
MM)

Device Positioning Unit (DPU) Delivery
System Length, mm/ Pab6oyas pAnuHa
y3na  MO3ULMOHWMPOBAHWA  YCTPOIACTBa
(DPU) CUCTEMBI [l0CTaBKu
MHKpocnupsanein. mm (K)

RU coil wind diameter, mm/ OuawveTtp
RIl'  wind cnvpanu  pesnCTMBHOrO
HarpesaTens, Mm

Extended coil wire diameter, mm/
[nameTp YA IMMNENNOH NPOBO/OKK
MWUKPOCMMPanH. MM

*|4M
E H



MFR140304

MFR140306

MFR140406

MFR140408

MFR140445

MFR140507

MFR140512

MFR140609

MFR140615

MFR140711

MFR140717

MFRI140812

MFR140820

MFR140914

MFR140922

MFR141016

MFR141025

3er/ MICRUSFRAME C 14
0asvep 3MM X 3cm
MICRUSFRAME C 14. size 3mm x
4ct/ MICRUSFRAME C 14,
pa3mep 3MM x4cm
MICRUSFRAME C 14, size 3mm x
6et/ MICRUSFRAME C 14,
pasmep 3Mm X6¢cM
MICRUSFRAME C 14, size 4mm X
6er/ MICRUSFRAME C 14,
pasmvep 4MmM X 6CM
MICRUSFRAME C 14, size 4mm x
8ct/ MICRUSFRAME C 14,
pasmep 4Mm X 8cm
MICRUSFRAME C 14, size 4mm x
4.5c1/ MICRUSFRAME C 14,
pasmvep 4Mm X 4.5cm
MICRUSFRAME C 14. size 5mm x
7ct/ MICRUSFRAME C 14
pasvep 5MM X 7cm
MICRUSFRAME C 14, size 5mm X
12ct/ MICRUSFRAME C 14,
pasmep 5mMM X 12cm
MICRUSFRAME C 14, size 6mm x
9c1/ MICRUSFRAME C 14
pasmep 6MM X 9cm
MICRUSFRAME C 14, size 6mm x
15c1/ MICRUSFRAME C 14
pasmep 6MM X 15cm
MICRUSFRAME C 14. size 7mm X
lct/ MICRUSFRAME C 14,
pasmMep 7MM X 11cm
MICRUSFRAME C 14, size 7mm X
17ct/ MICRUSFRAME C 14,
pasmMep 7MM X 17cm
MICRUSFRAME C 14. size 8mm x
12ct/ MICRUSFRAME C 14
pasmep 8vMM X 12cm
MICRUSFRAME C 14, size 8mm X
20ct/ MICRUSFRAME C 14
pa3mMep 8Mm x 20cm
MICRUSFRAME C 14, size 9mm x
Mecr/ MICRUSFRAME C 14
pasmep 9mm X 14cm
MICRUSFRAME C 14. size 9mm x
22ct/ MICRUSFRAME C 14.
pasmep 9MM X 22cm
MICRUSFRAME C 14, size 10mm
X 16cm/ MICRUSFRAME C 14,
pasmep 10mMM X 16cm
MICRUSFRAME C 14, size 10mm
X 25cm/ MICRUSFRAME C 14,

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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0,3429+/-0,01

0,3429+/-0,01

0.3427/-0,01

0.3429+/-0,01

0,3429+/-0,01

0,3429+/-0,01

0,3429+-/-0,01

0,3429+/-0,01

0,3429+/- 0,01

0,3429+/-0,01

0,3429+/-0,01

0,3429+/-0,01

0,3429+/-0,01

0,3429+/-0,01

0,3429+/-0,01

0,3429+/-0,01

0,3429+/-0,01

40

60

60

45

70

90

no

200

140

220

160

250

23

23

23

23

23

23

23

23

23

23

23

23

23

23

23

23

23

0.032

0,26 +/-
0,032

0,26 +/-
0,032

0,26 +/-
0,032

0,26 +/-
0,032

0,26 +/-
0,032

0,26 +/-
0,032

0,26 +/-
0,032

0,26 +/-
0,032

0,26 +/-
0,032

0,26 +-
0,032

0,26 +/-
0,032

046 +/-
0,032

0,26 +/-
0,032

0.26 +/-
0,032

0.26 +/-
0,032

0,26 +/.
0,032

0,26 +/.
0,032

810

810

810

810

810

810

1200

1200

1200

1200

1200

1200

1200

1200

1200

1200

1900+50

1900 +50

1900 £50

1900+50

1900+50

1900+50

190050

1900 +£50

1900 +50

1900 +50

1900+50

1900 £50

190050

190050

1900 +50

0,01778

0,19812+
0,01778

0,19812 +
0,01778

0,19812+
0.01778

0,19812+
0.01778

0,19812+
0,01778

0,19812+
0,01778

0,19812 +
0,01778

0,19812+
0,01778

0,19812+
0,01778

0.19812 +
0,01778

0,19812+
0,01778

0,19812 +
0,01778

0,19812 =
0.01778

0,19812 +
0.01778

0,19812+
0,01778

0,19812+
0,01778

0,19812+
0,01778

0,02286 + 0,00254

0,02286 + 0,00254

0,02286 +0,00254

0.02286 + 0,00254

0,02286 +0,00254

0,02286 +0,00254

0,02286 +0,00254

0,02286 +0.00254

0,02286 +0,00254

0.02286 +0,00254

0.02286 + 0,00254

0,02286 +0.00254

0,02286 +0,00254

0.02286 +0,00254

0,02286 +0,00254

0.02286 +0,00254

0,02286 + 0,00254
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Microcoil diameter, mm/ [uameTp
MuKpocnbipain, Mmm(M)

Primary coil wind outer diameter,
mm/ Hap/->HbIH mnamertp
nepsuyHoit  wind'MHKpocnHpa. Tif,
MM

Microcoil  length, mm/ [OnuHa
MHKpocnupanm (L)

Microcoil System mass, g/ Macca
MUKpOCTVpanu Ha cucteme
[0CTaBKM, T

Introducer tip wait thickness, mm/
To/MHA CTEHKM KOHUA CTWneT-
KaTeTepa, MM

Introducer sheath length, mm (+ 20
mm)/ lnvHa Tena cTuneT-KaTeTepa,
MM (£ 20 MMm)

Device Positioning Unit (DPU)
Delivery System Length, mm/

Pa6ouas LnnHa yTna
MO3HaMOHWPOBAHHA  YCTPOICTBA
(DPU) CUCTEMBI [ocTaBKn

MUKpocHupanei, MM (K)

RH coil wind diameter, mm/
Onametp RH  wind  cnvpam
PE3UCTVBHOTO HarpeBaTesnn, Mm

Extended coil wire diameter, mm/
[nameTp y[/IMHEHHO MPOBOMOKYM
MHKPOCMMpau, MM

blg

al
-n

=%

Li



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



GLM910010
GLM910015
GLM910020
GLM9I10025
GLM910030
GLM910040
GLM915020
GLM915025
GLM915030

GLM915040

Hapy>kHblIi AriaMeTp rosioBKu
wapa 0,32 MM (makc)

Ball Tip

GALAXY G3 MINI, pa3mep 1 mm X
lcm

GALAXY G3 MINI, pa3mep 1 mmx
2cm

GALAXY G3 MINI, pa3vep 1 MM X
15cm

GALAXY G3 MINI, pa3mep 1 MM X
25¢cm

GALAXY G3 MINI, pasvep | mv X
3cm

GALAXY G3 MINI, pasvep 1mm X
4cm

GALAXY G3 MINI, pa3mep 1,5 Mm
X2 CMm

GALAXY G3 MINI, pa3mep 1,5 Mm
X 25cm

GALAXY G3 MINI, pa3mep 1,5 Mm
X3 cM

GALAXY G3 MINI, pa3vep 1,5 Mm
X4cm

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

1+0,33
1+0,33
140,33
1+0,33
1+0,33

1+0,33
1,5+0,50

15+0,50
15+0,50

15+0,50

0,23 +/-0,01
0,23+/-0,01

0,23+/-0,01
0/3+/-0,01
0,23 +/-0,01
073+/-0,01
073+/-0,01
0[j3+/-0.01
Of13 +-0,01

0,23+/-0,01

AnuHa MHKpocnupanu/

Coil Length

K
1L

10 1,7-1,9

20 1.7-1.9

15 1,7-1,9

25 1,7-1,9

30 1.7-1,9

40 1.7-1,9

20 1,7-1,9

25 1,7-1,9

30 1,7-1,9

40 1,7- 19

0.6- 0,46/
0.22-0.13
06 - 046/
0,22-0,13
06- 046/
0.22-0,13
0,6- 0,46/
0,22-0.13
0,6- 0,46/
0,22-0.13
0,6- 0,46/
0,22 -0.13
0,6- 0.46/
0.22-0.13
0,6- 0,46/
0,22-0,13
0,6- 0,46/
0,22-0,13
0.6 --0,46/
0,22-0,13

810 1 1200
810 1 1200
810 1 1200
810 1 1200
810 1 1200
810 1 1200
8101 1200
810wm 1200
8101 1200

810 1 1200

1900 +50

1900 +£50

190050

190050

190050

1900 £50

1900+50

1900+50

1900+50

1900 +50

Solder Length |
02+0$mvmm \

0,19812+
0,01778
0,19812+
0,01778
0.19812 +
0,01778
0,19812+
0,01778
0,19812+
0.01778
0,19812+
0,01778
0,19812+
0,01778
0,19812+
0,01778
0.19812+
0,01778
0,19812+
0,01778

0,02286+0,00254
0.02286 + 0,00254
0,02286+0,00254
0.02286 + 0,00254
0,02286 +0,00254
0.02286 +0.00254
0,02286 +0.00254
0,02286 +0,00254
0,02286 +0,00254

0,02286 +0,00254
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GALAXY G3 MINI, pa3mep 2 Mu X 0.23 ~/-0.01 0,19812+

GLM920030 S 240,67 0 1.7-1,9 g;gé%"‘fé 810 1 1200 1900450 fySE 0,02286 +0,00254
GLMo20040  PALAXYCIMINL PSR ZMX 50067 OBHOOL g9 g799 06~ 088 10410 190050 019812+ 0,02286£0.00254
GLMo200g0  SALAXY G3 MINL paswepzmmx o g7 0234001 gy 379 05049 g10u 120 1900450 019612+ 0,02286:+0.00254
GLMoz5035  SALAXYGIMINI pastiep 25— 25083 023 +001 4 47,49 oot ss  8l0u 1200 1900 +50 Y 0,02286 0.00254
GLMosps  SALAXY GIMINL pasuepzomi 25:083  0B+00L g5y 79 060461 g194 100 190050 019812+ 0,02286 £0.00254
GLMo250s5  LAANY G3 MINLpasuep25am 252083 0Z+F00L 55 4799 08048 81041200 1900 £50 e 0,02286 + 0.00254
GLMo3004p  SALAXY G3 MINI paswep Swmx - 32 | 0234001 4o 1709 08 048 g1y 100 1900450 019812 0,02286£0.00254
GLM30060  SALAXY G3 MINI paswep Swmx 3+ 1 0B+00L g 1700 I80AEL g10u 1200 1900450 019612 + 002286 £0.00254
GLM930080  SALAXYG3 MINI pastiep3wmx 32 | 0% +00L gy 17009 22048 810w 220 1900450 Y 0,02286 + 000254
TexHnYeckme xapakKTepucTukn Ana BHYTPeHHeEro WwoBHOro matepuanal/ Specifications Stretch Resistant Internal Suture Material
Ana/For

Mkrocoii endovascular Delivery System for cmbolizjtioa of inlracranbl and peripheral vessels frame. MICRUSFRAME S spherical, size range 10/ MHKpocnHpanb 3HA0BacKynapuas A18 aM60.1 BUNHH

BHYTPHYEPCMHbIX H NepHepMUeckHX cocyoB kapkacHas. MICRUSFRAME S cepuyeckoii hopmbl, pasMepHblii psg 10:

Mkrocoil endovascular Delivery System for embolization of intracranial and peripheral vesseb frame. MICRtiSFRAME S spherical, size range 18/ MHKpOCNHpaab 3HA0BACKYNSpHas 415 SM60/1B3aLnn

BHYTpMUEpEnHbIX 1 Neputepuyecknx cocyos kapkacHas MICRUSFRAME S ciepuryeckoii hopMbl, pasMepHblil psg 18;

Microcoil endovascular Delivery System for embolization of intracranial and peripheral vessels frame, filling MICRUSFRAME C adaptive form with screw and "endless” loops, size range 14/
Mukpocnvpanb 3HA0BaCKynspHas Ans 3M60ns3auum BHYTpUYePenHbIX 1 nepudeprnyeckmx cocyaos KapkacHas, anonHsowas MICRUSFRAME C afganTuBHON (HOpMbl C BUHTOBBIMU 1
«BECKOHEUHbIMU» NETNAMM, pa3MepHbIi psg, 14;

Mkrocoil endovascular Delivery System for embolization of intracranial and peripheral vesseb filling DELTAFILLsofi triangular shape, size range 10/ Mvkpocnupanb 3H40BacKynsapHas Ans
amMb6om3aumn BHYTPUYEPENHbIX H Neputepuyeckmx cocyaos 3anonHsowas DELTAFILL Markoii TpeyronbHol hopMbl, pasMepHblii pag 10;

Mkrocoil endovascular Delivery System for embolization of intracranial and peripheral vesseb filling DELTAFILLsofi triangular shape, size range 18/ MHkpocnupa.1b 3HA0BacKynspHas Ans
3M60H3aNMK BHYTPAYEPENHbIX U Nepudepnyecknx cocyos 3anonHsaoTas DELTAFILL, Markoii TpeyronbHoii hopMbl, pasmepHbIii psg 18;

Mkrocoil endovascular Delivery System for embolizatioo of intracranial and peripheral vesseb for accurate finbh embolization of aneurysms DELTAXSFT soft triangular shape, size range 10/
MHKpOCnHpanb 3HA0BACKYNAPHaA 415 3IM60M3aLMB BHY TPAYEpenHbIX U Neputiepryecknx Cocy0B ANS TOUHOW (MHULLHONM 3M60mM3ank aHeBpr3mM DELTAXSFT MArkoii TpeyronbHoi thopmsl,
pa3mepHblii psg 10

Fiber, MultiFilamenl PGA Suture; BonokHo. MynbTU(HNaMEHTHbIA BHYTPEHHWIA LLIOBHBII MaTepuran 13 No/MIIMKONMEBON

Thread structure/CTpyKTypa HUTU KCOTb|

Thread color/ LigeT HUTK Violet/ ®roneTosbIit

Time ofabsorption, months/ Bpemsi paccacbiBaHUs, MeCALEB 6 months/ 6 MecsiLieB

Tensile strength of the suture N/ Mpoy4HoOCTb HUTK Ma pa3pbis, H >0.338
Anal For

Mkrocoil endovascubr Delivery System for embolization of intracranial and peripheral vesseb filling GALAXY G3 adaptive complez form/ MHKpocnHpanb 3HL0BacKynsipHas 4/t 3M60.1H3ansH
BHYTpsiYepenHbIX 1 Neputiepuyeckmx cocyios 3anonHstowas GALAXY G3 aaarrrHBHOB C.30KHOI (JOPMbI:
Mkrocoil endovascular Delivery System for embolization of intracranial and peripheral vesseb for accurate finbh embolization ofaneurysms GALAXY G3 XSFT adaptive complex form/
MwKpocnupanb 3HL0BaCKysipHas 41 SMOONMU3ALMN BHYTPUYEPEHHbIX 1 NEPUGEPUHECKUX COCYA0B 15 TOUHON PUHULLHON 3MBonu3aumm aHeBpru3amM GALAXY G3 XSFT afanTUBHOW CNOXHOM

(vog o721
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Microcoil endovascular Delivery System for embolization of intracranial and peripheral vessels for accurate finish emboluation of aneurysms GALAXY G3 XSFT Helical/l Mukpocnupanb

Thread structure/ CTpyKTypa HUTU

OD inch/ Hapy>Hbiin guameTtp (Mu)
Thread color/ LigeT MHTK

Time ofabsorption, months/ Bpems paccacbiBauHs, MecsiLieB

Anal For

Polypropylene Monofilament/ MonunponuneHoBbIii MOHO(UIAMEHTHBIA BHYTPEHHMIA

LLIOBHbIVA MaTepuan
0.0014 + 0 .0003/0,03556 + 0.00762

Flush Blue/ Csetno-rony6oii

non absorbable/ He paccacbiBaeTca

Microcoil endovascular Delivery System for embolization of intracranial and peripheral vessels filling GAI*XY G3 MINI adaptive complex form/ MukpocnHpans 3HL0BacKynspHas AN aMO0m3aLmMm
BHYTPUYEPENHbIX 1 Nepuepuyeckux cocyos 3anonHstowas GALAXY G3 MINI aganTUBHOI CNOXHOI (hopMbl

Thread structure/CTpyKTypa HUTK

0.0010" Diameter Polypropylene Blue Monofilament/ MoHothHnameHTHas rony6as HATb AuamMeTpoM

0.0010 groiima 13 MOMMPONTIEHa

Time ofabsorption. months/ Bpems paccacbiBaHuWsi, MecsiLieB
Thread color/ LiBeT HUTK
OD inch/Hapy»Hbliii guameTp (1m)

Non absorbable/ He paccacbiBaeTcs
Flush Blue/ Csetno-rony6oii
0.0010+ 0.0001/0.0254 +0.0025

TexHuyeckne xapakTepuCcTUKN ANA BCEX BapMaHTOB UcnonHeHnsa mukpocnupaneit/ Technical characteristics for all versions of microcoil

Name of characteristic/ HAHMeHOBSHHe XapyUCrCpHCTULL

Microcoil/ MukpocnHpans

Ycunuve gns otaeneHus B 3oHe oTaenenusi, H/ Detachment zone tensile strength. N

BepxHuii npefen [ONycTUMOro YCuust OTAENEHUS MUKPOCTIpanu B 30He oTgeneHus, H/ The upper limit of the
ailowable forces of the microcoil detachment, N

Ycewnwve goctasku. H/ Track force. N

MpoyHOCTbL Ha pacTshkeHve cBapHoro T M, H/ Tensile strength of the weld, N

Cwina, HeobxoauMas ans oTcoeavHeHus usaenus ot Tonkarens. H/ The force required to disconiKct the product from
the pusher, N
Cuctema goctasku/ Delivery system

KpyTALWmiA MOMEHT, HEOOXOAUMbIVA N1 PaspyLUEHHS KOMMOHEHTOB CUCTeMbI AocTaBku. H*Mm/ Torque required for
breaking the delivery system components, N*mm

MpoaonbHas NPOYHOCTL CoeAnHEHMIA crcTeMbl focTaku. H/ Bond strength of delivery system parts. N
Yeunuve Ha pa3pbis Tpy6UaThIX y4acTKoB cucTeMbl focTaBku. Ne Tensile strength of tubular parts of delivery system,
N

YcToiiumBOCTb K koppo3um/ Corrosion resistance

The value ofthe characteristic/ 3Ha4eHVe xapakrepHCTMKS
>0.338

<0,4
<0353

_LL
>0,8

Eielivery Systemwill not experience excessive torque / twist during procedure, therefore
Torque required for breaking the delivery system componits was not considered/
CucTema IoCTaBKM He By/eT MCMbITbIBATb YPE3MEPHbIV KPYTALLMIA MOMEHT / 13rv6 Bo
Bpems BbINOMeHeH a NPOLIEAYPbI, NO3TOMY' KPYTALLMIA MOMEHT, KOTOPbIA MOXET NMPUBECTM
K paspyLLEHNO KOMMOHEHTOB CVCTEMbI AOCTaBKY He YUUTbIBA/ICH
>12
>0.8

Vi3aenvie U3roToB/EHO M3 KOPPO3VIOHHO-CTOMKMX MaTepuanos/ Product is made of
corrosion-resistant materials

PacnonoxeHne peHTreHOKOHTPACTHbIX METOK, Ha4MHadA ¢ HakoHeuyHuka, mm/ Disposition of radiopaque markers from the tip, mm

Distance (cm) between the distal end of the Strain Relief
(proximal hub) and distal end of the distal Fluoro Saver Marker

Coil I"ength (emV nvHa mukpocnmpans (cm)

(cm)/ PaccTosiHMe MeX Ay ANCTaIbHBIM KOHLOM CTPaX0BOYHOI

Tolerance (cm)/ Jonyck (cm)

My Tbl (COCAUHHTC.TbHOM (PTYNKIA) U AUCTaNbHBIM KOHLOM
nocnefHei MeTKV AN PeHTreHocKonuu (cm)
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to/go
to/go
to/go
to/pgo
to/po
to/go
to/go
to/go
to/ fo
to/pgo
to/po
to/po
to/po
to/po
to/ go
to/ o
to/go
to/go
to/go
to/go
to/go
to/pgo
to/go
to/ fo
to/ go
to/po
to/ go
to/ go
to/ po
to/ fo
to/ o
to/pgo
to/po
to/pgo
to/po
to/pgo
to/po
to/po
to/po
to/ go
to/go
to/ go
to/po
to/go
to/ po
to/ no
to/ po
to/go
to/pgo
to/go
to/go
to/ po

15
25

45
55
65
75
85
95
105
115
125
135
I-t5
155
165
175
185
195
205
215
225
235
245
255
26,5
275
285
295
30,5
315
325
335
345
355
365
375
385
395
405
415
425
435
44,5
455
46,5
475
485
495
505
515
525

um 36

0.5
+0.5
0.5
0.5
0.5
0.5
0.5
0.5
0.5
+0.5
+0.5
+0.5
+0.5
+0.5
+0.5
+0.5
+0.5
0.5
+0.5
0.5
+0.5
0.5
0,5
0.5
0,5
0.5
+0.5
0.5
+0.5
+0.5
+0.5
0.5
+0.5
+0.5
+0.5
+0,5
+0.5
+0.5
+0.5
+0.5
+0.5
+0,5
+0.5
+0,5
+0.5
+0.5
+0.5
+0.5
+0.5
+0.5
+0.5
+0.5
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The MICRUSFRAME, DELTAFILL, DELTAXSFT Microcoil 10tind GALAXY G3 MINI Systems are compatible with microcathetcrs-with inner lumen diameters ranging
from 0.0165 to 0.017 in (0.419 to 0.432 mm) o f any manufacturer./ Mukpocnupanu MICROUSFRAME, DELTAFILL, DELTAXSFT Microcoi! 10 um GALAXY G3 MINI
COBMECTUMbI C MUKpOKaTeTepaMmu ¢ BHYTPeHHUM gnameTpom npocseta ot 0,0165 go 0,017 goiima (0,419-0,432 mm) nob6oro nponssoauTens.

The MICRUSFRAME and DELTAFILL Microcoil 14 and 18 Systems are compatible with microcatheters with inner lumen diameters ranging from 0.0165 to 0.021 in
(0.419 to 0.533 mm) of any manufacturer./ Mukpocnupann MICROUSFRAME un DELTAFILL Microcoil 14 n 18 coBmMecTUMbl C MUKpoKaTeTepamm C BHYTPEHHUM
AnameTpom npocseTta oT 0,0165 ao 0,021 goiima (0,419 go 0,533 mm) nto60ro NponmsBoauTENS.

The GALAXY G3 Microcoil System is compatible with microcatheters with inner lumen diameters ranging from 0.0165 to 0.021 in (0.419 to 0.533 mm) of any
manufacturer./ Mukpocnupann GALAXY G3 Microcoil coBmecTuMbl C MUKpOKaTeTepamMun ¢ BHYTPEHHUM gnaMmeTpom npoceeta oT 0,0165 go 0,021 awiima (0,419 go 0,533
MM) no60oro nponssoauTens.

The GALAXY G3 XSFT Microcoil System is compatible with microcatheters with inner lumen diameters ranging from 0.0165 to 0.021 in (0.419 to 0.533 mm) of any
manufacturer./ Mukpocnupanu GALAXY G3 XSFT Microcoil coBMmecTMMbl C MUKpOKaTeTepaMun ¢ BHYyTpeHHUM gnameTpom npoceeta ot 0,0165 go 0,021 awoiima (0,419 go
0,533 MM) nto60ro NpoM3BoOANTENS.

Materials Matepuansl

Microcoils consist of platinum wire containing tungsten, the suture material of Mukpocnupanu cocTOAT U3 NIATUHOBON NPOBOMOKMN C COAepX)aHnem Bonbhpama,
microcoils consists of polypropylene (for GALAXY G3 and GALAXY G3 XSFT WOBHbIV MaTepuan MuKpocnupanei coCTOUT U3 nonunponuneHa (419 BapMaHToB
variants) or polyglycolic acid (for other variants). A full list o f materials is available ncnonHeHnsa GALAXY G3 M GALAXY G3 XSFT) nnv nonMrnnkonesomn KncnoTel (4na
upon request. oCTa/lbHbIX BAPMaHTOB UCMOMIHEHUS). TTONHbIA CNMCOK MaTepnanos AOCTYNeH Mo 3anpocy.
Information about potential users VH(opmauus 0 NoTeHUUa/IbHbIX NOTPeoUTeNsx

The Microcoil System shall be used only by physicians trained in interventional CucTema wMuKpocnupanei p[oMkKHa WCNOAb30BaTbCA TOMbKO BpayoMm-CcneuuannucTom,
neuroradiology and in all aspects of the system. npoweAwmnM obyyeHne NHTEePBEHLMOHHOW HEWPOPEHTIeHON0rMM N 3HAKOMbIM CO BCEMU

acnekTaMu cUCTEMbI.
List of symbols that may be presenton the Labelling are below/ Cnncok cumMB0ON0OB, KOTOPble MOTYT NPUCYTCTBOBATb HA MapKUpPOBKe NpeAcTaBieH HUXKe:
Symbol/ Cumson Definition/ OnpepeneHuve

Spherical microcoil with indicating the Secondary Shape Outer Diameter Ranges/ Cthepuyeckas Mukpocnmpans ¢
yKaszaHueM [JoNoNHNTE NbHbIX ANana3oH0B BHELWHero guamerpa

3.57ro
BTW Complex microcoil with indicating the Secondary Shape Outer Diameter Ranges/ CnoxHas mMukpocnupanb c
C X yKasaHuem A0NOMIHUTeNbHbIX AMana3oH0B BHELWHEro gnameTpa

Helical microcoil with indicating the Secondary Shape Outer Diameter Ranges/ BuHTOBasi mMukpocnupanb C
yKasaHuem AONONHUTENbHbIX Aana30HOB BHELWHEro AnameTpa
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Device Positioning Unit (DPU) Delivery System Length/ nnHa y3na no3myuoHmnpoBaHua ycTpoiictea (DPU)

YcnoBus aKcnyaTauum

Operating conditions
MeguuuHckoe w3genve npejHasHayeHo [N WCNONb30BaHUA BO BHYTPEHHel cpege

opraHunsma.

Environment Settings Values
Temperature, °C 32 to 42 3HayeHue
Humidity (relative), without condensation, 100 Temnepatypa, °C 32-42
% BnaxHocTb (0THOCUTeNbHAA), 6e3 KoHAeHcayun, % 100
Atmospheric pressure, ePa 700-1060
700-1060

ATmocdepHoe aaBneHue. rfa

Recommended climatic conditions at the time of implantation are presented in the

table. The product should be used in specialized areas in accordance with a proper pekomeHg0BaHHbIE KNMMaTUYECKNE YCAOBMA BO BO>EMA UMNNAHTaLNM yKa3aHbl B Tabnule.

N3penne cnefyeTt UCnosb3oBaTbh B CNeLMann3npoBaHHbIX MOMELLEHUSAX B COOTBETCTBUM C

Hagnexawunm MmetonomMm aCcenTuku.

Environmental requiremeius Value
TcTpenfure. ° C From 20 to 25 TpeboBaHMA K YyCNOBUAM OKpyXatLwen cpeabl 3HaveHue
Humidity (relative), without
condensation,% From 30 to 70 Temnepatypa Bo3ayxa, °C OT 20 g0 25
Atmospheric pressure, kPa From 86 to 106 BNaxXHoCTb BO3ayXxa (oTHOCUTenNbHas), 6es
OT130p8070

06pa3OBaHVIF| KOHAeHcaTa, %

ATmocthepHoe gaBneHue, klMa Ot 86 o 106
Conditions of transportation and storage YcnoBus TPAHCMOPTUPOBKU U XpaHeHUs
Storase
Environment Values 3HauveHwne
(+5- +25) +2

Air temperature, ®C (+5- +25) +2 TemnepaTtypa nosnyxa. °c
OTHOCMTeNnbHan BNaXxHOCTb BO3ayxa, 6e3 KoHAeHcaTa, % (20 - 60%) =2

Air humidity (relative), non<ondensing, % (20 - 60%) + 2
ATmocepHoe gaBneHue, klMa OT 86 no 106

Atmosphere pressure, kPa From 86 to 106

:5naveHHc
Environment Settings Values T«unepaTtypa bou >\a. °C (+5 - +25) + 2
Air lcmperaluro. (+5-+25)*2 OTHOCUTENbHAsA BNAXHOCTb BO3AyXa, 6e3 KoHAeHcaTa, % (20 - 60%) + 2
Air humidity (relative), non-condensing, % (20 - 60%) + 2 ATMOcdepHoe aaBneHme, kMa OT 86 10 106
Atmosphere pressure, kPa From 86 to 106

List of national and international regulatory documents standards to which the medical device corresponds / NepeyeHb HaUMOHaNIbHbIX U
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MeXAYHapOodHbIX HOPMaTUBHbLIX OKYMEHTOB, KOTOPbIM COOTBETCTBYET MEAULMHCKOE U3aE/NE

Table: Standards, Reeulations ~Directives / Tabnmua: CTaHAapTbl, 3akoHbl 1 JUPEICTHBbI
Qualitv Svstem / cuctema MEHEKMEHTA kauecTBa

BSEN I1SO 13485:2012 Quality Management Systems - Medical Devices - System CucTemMbl MeHeaXMeHTa KadyecTBa - WM3genuss MeguuuHckue -
requirements for regulatory purposes Tpe6oBaHua fna uenein pel'ynupoBaHuns
BS BN 1SO 14971:2012 Me(.jical Devices - Application of risk management to medica W3genus meguuuHckue - NMpUMeHeHWe MEHEAKMEHTA PUCKa K MeAULMHCKUM
devices n3gennam
21 CFR Part 820 Quality System Regulation PernameHT cucTtembl KayecTBa
93/42/EEC European Council Directive 93/42/EEC of of June 199] AupekTusa EBponeiickoro CoBeTta 93/42 / EEC oT 14 uwioHA 1993 roga c
Amended 2007, Annex Il nonpaskamu 2007 roga. NMpunoxexHue Il
CMDCAS SOR/98-282  Canadian Medical Devices Assessment Svstem (CMEXTAS) KaHaackas cuctemMa oueHKn MmeanumnHckux nsgennii (CMDCAS)
Packaeiae/ ynakoeka
AAMI/ANSI/ISO 11607- Packaging for terminally sterilized medical devices - Part 1 YnakoBka [ANA  MeAWLMHCKUX  u3aenunii, noagnexawmnx GUHUKLWOWR
1:20104A1:2014 Requirements for materials, sterile barrier systems and cTepunusauuun. Yacte 1 Tpe6oBaHus K maTepuanam, 6GapbepHbIM
packaging systems; cucTemam 41a cTepuansanm u ynakoBOYHbIM cuctemam
AAMI/ANSHSO 11607- Packaging for terminally sterilized medical devices « Part 2: YnakoBKka ANa MeAULUWHCKUX u3genuin, nognexawux QUHULWHOW
2: 2006 +Al:2014 Validation requirements for forming, sealing and assembly cTepunnsauumn. Yacte 2. TpeboBaHuWA K Banujauum npoueccos
processes. opmupoBaHua, repmeTnsanmm n c6opku
Sterilization / CtepHnm3auyB
Sterilization of health care products - Radiation e Part 1L CTepunusayns MeauunMHCKOW npoaykuun - PagnaunoHHas ctepununsayns -
ANSI/AAMI/1ISO 11137- Requirements for the development, validation and routine control YacTb 1 TpeboBaHua K pas3paboTke, Banugauum n TeKywemy KOHTPO/O
1:2006 of a sterilization process for medical devices npouecca cTepuansaynm MeguLMHCKUX n3genunii
1SO 11137-2:2013 Sterilization of health care products - Radiation - Part 2: Ctepunusayusa MeANLMNHCKOWN npoayKuumn - PagnaunoHHas
Establishing the sterilization dose cTepunmsaums - HacTtb 2: YcTaHOBNEHME CTeEPUN3YoLW et 403bl
1SO 11137-3 - 2006 Sterilization of health care products - Radiation - Part 3: Guidance  CTepunusauua MeaMLUHCKON NpofyKuuu - PagnaluoHHas cTepunmsauums -
’ on dosimetric aspects YacTb 3: PyKOBOACTBO NO BONpOCcaMm A03MMeTpUn
ANSI/AAMI/ISO 11737- Sterilization of medical d'evi(':es - Microbiol'ogical CTepunusauna MeguULMHCKMX npubopoB - Mukpobuonormueckue
1:2006 methods - Part 1 Determination of a population of meToAbl. YacTb |. OnpegeneHne nonynsymMnm MMKpPOOPraHU3MoB Ha
microorganisms on product npoaykTe
Biocompatibilitv/ Buocosmectumocts
ISO 10993-1 :2010 Biological Evaluation of medical devices: Evaluation & Buonoruyeckas oOuUeHKa MeAWUMHCKUX  u3genuii: OueHka u
Testing-Part 1: Guidance on selection o ftests TecTupoBaHue - YacTb 1: PyKOBOACTBO NO BbIGOPY UCMbITAHWA

Product Safetv/Perforraance/ 6esonachocts 1 paboTa U3genms
BS BN 62366: 2007 R Medical Devices. Application of usability engineering to Medical W3genus megnuuHckue. MNMpoeKTUPOBaHUE MEAULUHCKUX WU3LENUI C yyeToM

2013 Devices aKcnnyaTauMoHHON NPUrofHOCTM

AAMI / ANSI HE75: Human Factors Engineering-Design of Medical Devices Yenoseueckne hakTopbl - NPOEKTUPOBAHNE MEAUNLUHCKUX U3Aenni

2009 R 2013

ASTM: D 1599: 1999 R Standard Test Method for Resistance to Short-Time Hydraulic CrtaHgapTHbIi MeTOf MCNbITaAHUI Ha YCTOWYMBOCTb K KPATKOBPEMEHHOMY
2011 Pressure of Plastic Pipe. Tubing, and Fittings rMapaBnyecKoMy AaBNEHUI0 NNACTUKOBBLIX TPY6, TPY6OK U (PUTUHTOB
Labeline/ Primary/ MNepeuunas mapkuposka

BS EN ISO 15223-1: Medical Device - Symbols to be used with medical device M3penvs meguunHckue. CUMBONbI, NPUMEHsieMble NpU MapKMpoBaHUM Ha
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2012 labels, labeling and information to be supplied

BS EN 1041: 2008 +Al

Information supplied by the manufacturer with medical devices

2013
EN 980: 2008 Symbols for use in the labeling of medical devices
21 CFR Part 801 FDA Labeling

Clinical / KnuHnyeckasa oyeHka

Evaluation of Clinical Data; A Guide for Manufacturers anc

MEDDEV 2.7.1

Notified Bodies

MEDDEV 2.12-2 Guidelines on Post Market Clinical Follow-Up

*The Standards, Guidance, and Directives and revisions listed in this table are the most current

revisions.

GALAXY G3 Mini:

1SO
1SO

MeANUUHCKUX  WU3[enunsx,  STUKeTKax u B COMPOBOAUTENbHON
LOKyMeHTaLuu
N3penuns meguunHckme. VIHhopmauusi, npegocTaBisiemas U3rotoBuTenem

CUMBObI NS NCNONBb30BAHUA NPU MapKUPOBKE MeANLMHCKUX n3genni
Mapkuposka FDA

OueHKa KAMHUYECKUX [aHHbIX: PYKOBOACTBO [ATA npousBoguTeneii wu
aKKpeaNTOBaHHbIX OPraHoB

PykoBoaswune NPUHLMUABI nocTperncTpaynoHHOro KNMMHNYECKOro
HabnwgeHus

* CTaHfapThbl, PyKOBOACTBA W AUPEKTUBbI W W3MEHEHWS, Mepeync/iieHHble B
3Tol Tabnuue, ABNAOTCA Hanbonee akTyabHbIMU BEPCUAMU.

CtaHpapT OnucaHune
13485:2003’ CuctemMbl MeHegXXMeHTa KadecTBa - 3genna meguumHckme - TpeboBaHWa NS Lenei peTnnmpoBaHns
14971 :2012 n3penua meamumnHckue - NpumeHeHne MeHeaXXKMeHTa pucka K MegULUUHCKUM U3genmam

LUunpekTusa 1reponeiickoro CoeeTa
93/42/EEC oT 14 nioHA 1993 r.C

tonpaskamu ot 2007 r., MpunoxeHue

11

MEDDEV 2.7.1 nioHb 2016 .
HE75:2009 R2013
BSEN 62366: 2008 R201 3

[AvpekTBa no n3genvsam mMeAuLUHCKOro HasHayeHus

OueHKa KIMHNYECKNX AaHHbIX: PYKOBOACTBO A4S NPOU3BOAUTENEl N HOTU(ULUPOBAHHbIX OPraHoB

YyeT yenoBe4yeckoro paktopa—rpoeKkTMpoBaHme MeAULUHCKUX U3aennii

M3genus meguumnHckue - MpoekTMpoBaHne MeanLMHCKUX U34ENNiA C yH4eTOM 3KCNAyaTaunoHHON NpUrogHocTm

OueHKa 6M00MMYECKOro 4eNCTBMA MeaMLMHCKUX U3aenunii - YacTb 1: OueHka U nccnefoBaHus B paMmkax npouecca ynpasieHus

1ISO 10993-1:2009/AC2010
puckamu

ISO 10993-2: 2006(R)2010 OueHka 6M0NOrNYeCcKOro AeicTBUA MeANLUHCKUX n3gennii. YacTb 2: Tpe6oBaHNA K 06paLLCTUIO C XUBOTHbLIMMN

1SO 10993-3:2014 OueHka 6M0N0rMUYEcKOro 4elicTBUSA MeULUHCKUX n3genuii - YacTb 3: MccnefoBaHWs TEHOTOKCUYHOCTU. KAHLLEPOTeHHOCTH 1

’ TOKCUYCCKOTO0 JeliCTBUSI Ha PENPOAYKTUBHY (BYHKLUIO

1ISO 10993-4:2010 OueHka 6M0NOrNYEcKOro AencTBUA MeAULMHCKUX u3genunii - YacTb 4: MiccnefoBaHnsa nsgenunii, B3aMmMoLencTBYOWNX C KPOBbIO

1SO 10993-5:2009 OueHKa 6M0NOTMYECKOro AeNCTBUA MEANLIMHCKUX U3aenunii - YacTb 5: MiccneqoBaHns Ha LMTOTOKCUYHOCTb: METO/bl in Vvitro

1SO 10993-10:2010 OLI,vEHKa 61010rNYECKOro AeiCTBUA MeAULMHCKUX u3gennii - Yacte 10: MccnepoBaHus pa3apaxatrolwero n CEHCUBUIN3NPY 0L ero
neiicteus

1ISO 10993-11:2006 OueHka 6MONOrMYECcKOro 4eNCcTBNA MeAULMHCKMX n3gennii - HacTb 11: ViccnefoBaHnsa o6WETOKCUMYECKOrO AeNCTBUS

1SO 10993-12:2012 OueHKa 6M0N0rMYecKoro eiicTBUS MeAULUHCKUX n3aenunin - YacTe 12: MpurotoBneHne npo6 M KOHTPO/bHbIe 06pasLibl

1SO 10993 -17:2009 OueHka 61M0TI0TMYECcKOTro eNCTBUS MEANLUHCKUX N3AENNIA - YacTb 17: YCTaHOBEHME MOPOTOBbIX 3HAYEHWIi A5 BbIMbIBAEMbIX
3ellecTB

ISO 10993-18:2009 OueHka 6MO0TMYECKOro AelcTBUA MeauLUHCKMX n3gennii. Yacte 18: MiccnegoBaHne XMMUYECKUX CBONCTB MaTepnanos

USP<85>: 2014 lecT Ha 6akTepuanbHble 3HLOTOKCUHbI
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ASTME1280 :2008
ASTM F756: 2013

ASTM F2382: 2010
rpombonnactnHosoe Bpems (UYTB)

AAMI ST72: 2011
ANSI/AAMI/1SO 11135:2014

1ISO 10993-7:2008
AN SI/AAMI/ISO 11737-i:

CrtaHfapTHOe PYKOBOZACTBO NO NPIOBEAEHUIO aHan3a B KieTKax MbILWHOWA AMM@OMbI HA MyTareHHOCTb K/J1€TOK MeKonuTar rymx

CtaHgapTHas Mpaknuka OLEeHKW reMoNMTMUYECKUX CBOWCTB MaTepuanos
CTaH4apTHbI MeToA UCNbITaHUA 4NA OLEHKU MaTepnanoB BHYTPUCOCYAUCTLIX MEANLUHCKUX U3LENNi Ha YacTUYHOe

bakTepnanbHble 3HAOTOKCUHbI - PerynsipHolit MOHUTOPUHT METOANKN TECTUPOBAHUA N anbTepHaTUBa TECTUPOBAHUIO NapTun

CTepununsaumns MeauLMHCKON npoaykuun —3tuneHokeng —Yacts 1: Tpe6oBaHus K paspa6oTke, Banugauun u te}yuemy ynpasneHuto
npoueccom cTepuansaynm MeLuLUHCKNX U3aennii
OueHka 6M00TMUYECKOr0 AeCTBUA MeANLUHCKUX N3aenuii - YacTe 7: OcTaTouHOE cofepkaHne aTuNeHoKecuaa nocae cTepunnsanum

CTepunusauma MeguLunHCKUX n3fenmnii - Mukpobrnonorndeckme MeTodbl - Hacte 1: OueHKa nonynsunun MUKPOOPraHM3mMoB Ha

YnakoBKa AN MeANLUHCKIX N3AENNiA, nognexawmx GUHULWHONK cTepunmsauuu - YacTs 1. Tpe6oBaHusa K matepuanam, 6apbepHbIiM

YnakoBKa 418 MegULUHCKNX N3LeNnii, nognexalnx GUHUWHOK cTepunmsayum - YacTs 2: Tp>eGoBaHus K BanMgauuu s NpoLeccos

2006/(R)2011 npoaykumnm

BS EN ISO 11607-1:2009

~N-Al:20i4 cucTemMam ANns cTepunmMsanmm M ynakoBoYHbLIM cucTEMaM
BS EN ISO 11607-2: 2006+Al:2014

BS EN ISO 15223-1:2012
AOKYMeHTaumm

BSEN 1041:2008
BS EN 980:2008

thopMupoBarrus. repmeTusaunm n c60pKu
V3gennsa meanumHckue - CAMBO/bI, NPUMEHSIEMbIE MPY MAPKMPOBAHWUM HA MEAULUHCKUX U3AENUNAX, STUKETKAX U B CONPOBOAUTENIbHOM

V3genus meguunHckue. VIHopmaums, npefoctasnsiemMas M3roToBUTENEM
CVMMBOMbI ANA MCNOJIb30BAHWNA NMPU MapKUPOBKe MeAULMHCKUX n3gennii

*1SO 13485 o6HoBnanca ¢ 2003 Ha 2012 rop. i3meHeHns B EN I1SO 13485: 2012 no cpaBHeHMWto ¢ Bepcueit 2003 rofa ykasaHbl TONbKO B NPeAUCAOBUN U MPUNOXKEHUN Z.
HopmaTuBHbIA TEKCT He npeTepnen abCoMOTHO HUKAKUX M3MeHeHWi (T.e. cTaTbn TpeboBaHUil cTaHjapTa OCTasucb TaKUMM Xe, Kak 1 B Bepcumn 2003 roga). 370 6bi10

NOATBEPXAEHO 3NEKTPOHHbIM NUCbMOM OT Bn-3C-Ai 20 HoA6psa 2012 1

No3TOMY MUKPOCMMUPANM COOTBETCTBYIOT Bepcun 2012 roga. O4HAKO, NOCKONbKY B TEKYyLL el

cepTuukaunmn mmkpocnupaneit bu-aC-Ain gna 1SO 13485 ykasaHa Bepcma 2003 roga, B OTHOWeEHUN Bepcum 2003 roga 6yseT npoAonkKatbCs 3aaBfeHne COOTBETCTBUSA.

Materials of animal and (or) human origin/ MNepeyeHb MaTepUasnioB XXUBOTHOMO H (M/11) YE/TOBEHECKOI0 MPOMNCXOXAEHNS

Not applicable

He npumeHnmo

Sterilization/ CTepnnusanms

The MICRUSFRAME, DELTAFILL, DELTAXSFT, GALAXY G3,
GALAXY G3 XSFT, GALAXY G3 Mini Microcoil Delivery System and
cables are intended for single use only; do not resterilize.

As long as the inner unit is not opened or damaged, the Microcoil System and
the cables are sterile. The Microcoil System is nonpyrogenic.

The MICRUSFRAME, DELTAFILL, DELTAXSFT, GALAXY G3, and
GALAXY G3 XSFT Microcoil Delivery System:

Sterilization Method: Electron Beam Irradiation

Sterilization Validation Method: VDmax”"*

Sterility Assurance: Level 10™

GALAXY G3 Mini Microcoil Delivery System:
Sterilization Method: Ethylene Oxide sterilization
Sterilization Validation Method: 1SO 11135-1:2014, ISO 10993-7:2008
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Mwukpocnupanm MICRUSFRAME, DELTAFILL, DELTAXSFT, GALAXY G3, GALAXY G3
XSFT, GALAXY G3 Mini n kabenn npegHasHayeHbl TO/IbKO AN O4HOPA30BOr0 NPUMEHEHUS;
OHW HC nognexart cTepunusaunn. Cuctembl MUKpocnupanein n kabenn cHMTarTCA CTEPUNBbHBIMY,
€C/IN OHWU He pacnakoBaHbl U He NoBpexaeHbl. CucTema Mukpocnupanei anuporeHHa.

Mwukpocnupanm MICRUSFRAME, DELTAFILL, DELTAXSFT, GALAXY G3, GALAXY G3
XSFT HacucTeme AOCTaBKU:

MeTop ctepunusauun: O6nyyYeHne 3NeKTPOHHBIM NYYKOM

MeTopn Banupgauumn ctepunmsauynm: VDmax™M"

ObecnevyeHne CTEPUNBHOCTU: YpOBeHb 10

Mwukpocnupanm GALAXY G3 Mini Ha cucteme 4OCTaBKuU:
MeTog cTepununsaumm: Ctepunnsaumnsa aTUNIEeHOKCML0M
MeTop nposepku ctepunnsaymmn: 1SO 11135-1:2014, 1ISO 10993-7:2008
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Sterility Assurance: Level 10™

Ob6ecneyeHne CTEPUNbLHOCTU: YpoBeHb 10®

Shelflife/ Cpok rogHocTn

Shelflife is 3 years
Service life in the human body-for life, extraction is not provided.

Cpok rogHocTu - 3 roga
Cpok cny>6bl B OpraHn3Me yesioseka - MOXU3HEHHO, U3B/1IeYEHNE HE N0eyCMOTOEHO.

Software/ MNMporpammMHoe obecrieyeHne

Not applicable

He npumeHumo

Maintenance and repairs/ Tpe6oBaHUS K TEXHUHECKOMY 06C/TY>KMBAHWUIO U PEMOHTY

Not applicable

He npumeHumo

Disposal or destruction/ MNMopAgoK 1 YCN0BUA YTUAN3ALUK NN YHUUTOXEHUSA

The product has no harmful effect on the environment to the conditions of
operation, transportation, storage and disposal.

Used products, as well as packaging, must be disposed of in accordance with
the standards provided for the disposal o f potentially polluting medical waste.

The hazard class of medical waste for used device is based on the
characteristics of the morphological composition: class B (epidemiologically
hazardous waste). Medical waste class o f unused product- A.

In the case of expiration date or damage to the packaging, the products are
also subject to disposal following the applicable legislation.

M3genne He oKasblBaeT BPEAHOrO BO3AENCTBMS HA OKpyXalouyil cpeay npu cobnogeHun
YyCNoBWiA aKCnayaTaynu, TPaHCNOPTUPOBKN, XPaHEHUS N YTUIN3ALMUN.

nognexart yrtunumsauumm B COOTBETCTBUU C

Mcnonb3oBaHHble Wu34enna, a TakXe YynakoBka,

HOopMamu, NpeAycCMOTPEHHbIMU ANA YTUAW3ALUM NOTEHUMANbHO 3arpAasHAWUX MefULUHCKUX
O0TXO[0B.
ONna  uMcnonb30BaHHOrO W3feNuA  Kiacc OMacHOCTW MeAULUHCKUX OTXO4OB UCX0A4A U3

XxapaKTepucTuKn Mopdonornyeckoro coctasa: knacc b(anugemnonornueckn onacHsle oTxogbl).
Knacc MegnUUHCKUX OTXO40B HEUCMNONb30BAHHOIO U3enus - A.

B cnyyae ucTe4eHWs cpoka rofHOCTU WM NOBPEXAEeHUs ynakoBKU W3Aenus Takxe nognexar
yTUAN3auumn cornacHo felicTBytoleMy 3akoHO4aTeNbCTBY.

Complaints/ Peknamayum

Address for Complaints:

"Johnson & Johnson" LLC

121614, Moscow, street Krylatskaya, 17, building 2
Tel.:+7(495)580-7777

Fax: +7(495)580-7878

E-mail: DL-JNJRIJMedicalOA(«'ITS.JNJ.com
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Mpwn Hannymmn xanob, obpawarbca:

OO0 «[>XOHCOH U [XXOHCOH»

121614, r. MockBa, yn. Kpbelnartckas, 17, K. 2
Ten .. +7(495)580-7777

dakc: +7(495)580-7878

E-mail: DL-JNJRUMedicalOA(™,ITSIJNJ.com
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CoranacoBano

«Menoc Hureprenmn CAPJI»

Oprasuzauyn
Hlemen-bnau 38, Jle Jlokns, CH-2400, llIseiinapus

Axnpec
Jupexrop orziena obecneyenus kadecTsa, Pykopozmrens Hanpasinenuii Mitek, Spine & Trauma

HomxnocTs
Huxona Adzap

Dampnss, uma
<Haonuce om pyxu: 19.12.2021>

Jara: JIMMITIT
<poonucano>

Mommwcs

Crapumii THPEKTOp N0 OPTAHH3AINH COBMECTHOI paGoTEl
cHcreMnl cHabxeHns «ellsic CusiTesy

Homxenocts
Mumens Pacus

daMnmL, HMA
<Hadnucv om pyxu: 14.12.2021>

Hara: JAMMITIT
<nOOnUCAnoO>

Mommucy
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NETrANN3ALNA

Hwxkenognucaswwitics bepHap Jlam6one, HoTapuyc KaHTOHa HeBlwatens (LUBeliuapws), MMeOLml
HOTapuanbHYH0 KOHTOPY B I. J1a LLlo-fAe-PoH, yA0CTOBEPSAET, UTO MOAMNMUCK, NOCTaB/IeHHbIE HA HACTOALLEM
fokymeHTe «COI'JTACOBAHO», ABNAIOTCA BEPHLIMUA N MOLIMHHBIMU NognucaMun r-Ha Hukona lMNeepa
ANHAPA, poguslierocs B I. Banb-ge-Tpasep (LLeiiuapus), npoxusaowero B r. KyapedeH
(LUBeluapws), BbICTynatoLlero B KauectBe [ypekTopa oTAena obecrneveHns KauecTsa, PykoBoguTens
HanpasneHuin Mitek, Spine & Trauma, u r-Ha Muwena PACUHA, poauswerocs B r. MNnato-ge-Auncc
(LLseiiapuns), npoxueatoLlero B . Pexepcaunb (LLIBeliuapus), AeicTByroWero B kavectse CrapLuero
AMpeKTopa Mo OpraHM3aumMn COBMECTHOM paboTbl CUCTEMbl CHabeHus «[ellbto CuHTE3», KOTopble
MPaBOMOYHbI AENCTBOBATb OT MMEHM KoMnaHun «Mepoc NHTepHewHn CAPJT», Jle Jloknb, LLBeiuapus.--
r. la LLlo-ge-®oH, aBaguaToe fekabps Age Tbicaun ABafuatb nepsoro roga (20 gekabps 2021 ropa).-------
Homep B HoTapunanbHOM peectpe 73 Ne 98

<Kpyrnas rep6osas nevats: BEPHAP JIAMBOJIE,
HOTAPWYC *r. J1la LLlo-pge-®oH >
<nognucaHo>
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BOJ AaH|oro TekcTa BbIMO/HEH NepeBogumkoM LLlonH60g0B01 Mapxabo MaiwaH6eeBHON.

Poccuiickan Pepepaums
"opoa Mocksa
TpeTbero heBpans 4Be TbiCAYM ABafLaTb BTOPOro roga

A, Mowuceesa Jlunua BnagmMmupoBHa, HoTapuyc ropoga MOCKBbI, CBUAETENLCTBYIO
NOA/IMHHOCTL nognucy nepesoguvka LLlonH6oa080i Mapxabo MalilwaH6eeBHb!.

Mognuck cienaHa B MOEM MPUCYTCTBUN.

JInyHOCTb NOANKMCABLLErO LJOKYMEHT YCTaHOB/EHa.

3apeructpuposaua-~4 " Tpe: Ne 50/995-H/77-2022-

YnnaueH* | c6BewyBLine'N||*pnaHoro genctew (<0 py6. 00 kon.

’ JaA xOuy ////

J1.B.MowuceeBa

Bcero npoluHypos BaHO 1 CKpeHAerno neyatbo A 2 ™ UCT(-a-NnK)
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