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dukcatopbl AKopHbIe paccacbiBaowmecsa HEALIX ADVANCE



English text
MEDICAL DEVICE (MD) NAME AND CLASSIFICATION
MD name, models or variations of MD

Russian text
HANMEHOBAHVE MEAVMUMNHCKOIO N3AETNA (M) N EIO
KNACCNPUKALNA
HanmeHoBaHue MW, mofenn nnv BapnaHTbl ncnonHeHns M
The HEALIX ADVANCE BR Anchors;

dukcaTopbl AKOpHbIe paccacbiBatolwmnecs HEALIX ADVANCE: 1 4.5min HEALIX ADVANCE BR Anchor with DYNACORD Suture

1 dwukcatop fKOpHbIA paccackiBatowmiica HEALIX ADVANCE 4,5 mm ¢
HUTAMU DYNACORD (cuHsas, 6en0-c1He-3eneHas) U UrnaMm B cocTaBe:
- YcTpoiicTBo gna BeBefeHus gpukcatopa HEALIX ADVANCE —I wr.;
- dukcatop AKopHbI paccacbiBatowmninics HEALIX ADVANCE 4,5 um -

lwr,;

- Hute DYNACORD, nneteHas, cuHas, MP 5, gpainHa Hutm 91 cm - 1
LUT.:

- Hute DYNACORD, nneteHasi, 6eno-cuHe-3eneHas, MP 5. ginHa HUTK
9l cm —1 wr;

- irnbl MO-7: gnvHa 22 MM, hopMa OCTpUSA: KOHUYECKas, CTEMEHb
n3orHyTocTn 1/2 - 4 wrt.;

- CTMKepbl 418 NpoCneXusaHna —He 6onee 4 wWT.:

- VIHCTpyKUMA NO NpuMeHeHuto - 1 .

2.  dukcatop AKopHbIA paccacbiBatowminics HEALIX ADVANCE 4.5 mv ¢
HuTAMM DYNACORD (cuHss, 6eno-crHe-3ef1eHas) B cocTase:
- YcTpoiicteo gns BeefeHus mkcatopa HEALIX ADVANCE - 1wrT,;
- dukcatop SKOpHbI paccacbiBatowmincs HEALIX ADVANCE 4.5 um —

1wt

- Hute DYNACORD. nneteHas, cuHaa. MP 5, gnvHa Hutn 91 cm - 1
LT.;

- Hute DYNACORD. nneteHas, 6eno-cuHe-3eneHass, MP 5, AnvHa HUTK
91 cm —1wr.;
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(Blue, White/Blue/Green), With Needles;
- HEALIX ADVANCE Anchor Inserter Assembly - 1pc.
-4.5mm HEALIX ADVANCE BR Anchor- 1pc.
- DYNACORD suture, braided. Blue. MS 5, suture length 91cm - 1pc.;
- DYNACORD suture, braided, White/Blue/Green, Metric 5, suture
length 91cm - 1pc.
- Needles MO-7: length 22 mm, tip shape: conical, curvature —2 - 4 pcs.;
- Tracebility labels - no more 4 pcs.;
- Instruction for use - | pc.

45mm HEALIX ADVANCE BR Anchor with DYNACORD Suture
(Blue, White/Blue/Green):
- HEALIX ADVANCE Anchor Inserter Assembly —1 pc.
-4.5mm HEALIX ADVANCE BR Anchor—1pc.
- DYNACORD suture, braided. Blue, MS 5, suture length 91cm - 1pc,;
- DYNACORD suture, braided, White/Blue/Green, Metric 5, suture
length 91cm - 1pc.;
- Tracebility labels - no more 4 pcs.;
- In.struction for use - 1pc.

4.5mm HEALIX ADVANCE BR Anchor with DYNACORD Suture
(Blue, White/Blue/Green, While/Black)
- HEALIX ADVANCE Anchor Inserter Assembly - 1pc.



- CTukepbl 4na npocnexunsaHna —He 6onee 4 wWr.;
- IHCTpYKLMA N0 NpUMeHeHuo - 11T,

duKcaTop AKOPHbINA paccackiBarowmiica HEALIX ADVANCE 45 mm ¢
HuTaMn DYNACORD (cuHss, 6eno-cuHe-3eneHas, 6eno-yepHas) B
CoCTaBe;

- YcTpolictBo ans BBeaeHns gukcatopa HEAL1IX ADVANCE - 1wr,;

- ®ukcaTop AKOpHbIW paccacbiBatowmiica HEALIX ADVANCE 4,5 um —

- Hute DYNACORD, nneteHas, cuHas. MP 5, animHa HuTm 91 cvm - 1
LT,

- Hute DYNACORD, nneteHast, 6eno-cuHe-3eneHast, MP 5, AnuHa HUTK
9 cm- 1w,

- Hute DYNACORD. nneteHas, 6eno-yepHas, MP 5. givHa H1TK 91 cm
- lwr:

- CTuKepbl Ans nNpocneXxuneaHunsa - He 6onee 4 wWr.;

- IHCTpyKLMA No npuMeHeHuio —1 wr.

durKcaTop SKopHbIl paccacbiBatowmiica HEAL1X ADVANCE 55 vMm ¢
HUTSMM DYNACORD (cuHsst, 6eno-cuHe-3eneHas) B cocTaBe:

- YcTpolicTtBo ansa BeeaeHus gmkcatopa HEALLX ADVANCE - 1wrt.;

- duKcaTop AKOPHbIN paccackiBatowmiicas HEALIX ADVANCE 5,5 mm —
1wr.;

- Hnte DYNACORD. nneteHad, cuHas, MP 5. onnHa HUTm 91 cm - 1
LT,

- Hute DYNACORD, nneteHas, 6eno-cuHe-3eneHas. MP 5, AnvHa HATK
91 cm- 1wr,;

- CTuKepb! gna NPOCNeXunsaHus - He 6osee 4 LWT.

- IHCTpyKLMA MO NPUMEHEHNO - 1 WT.

durKcaTop AKOpHbIA paccacbiBatowmiics HEALIX ADVANCE 5.5 mm ¢

-4.5mm HEALIX ADVANCE BR Anchor- 1pc.
- DYNACORD suture, braided, Blue. MS 5, suture length 91cm - | pc.;
- DYNACORD suture, braided, White/Blue/Green, MS 5, suture length

91cm- 1pc,;
- DYNACORD suture, braided, White/Black. Metric 5, suture length
91cm - 1pc,;

- Tracebility labels - no more 4 pcs.;
- Instruction for use - | pc.

5.5mm HEALIX ADVANCE BR Anchor with DYNACORD Suture (Blue
and White/Blue/Green)
- HEALIX ADVANCE Anchor Inserter Assembly - | pc.
-5.5mm HEALIX ADVANCE BR Anchor- 1pc.
- DYNACORD suture, braided. Blue, MS 5, suture length 91cm —1pc.;
- DYNACORD suture, braided, White/Blue/Green, Metric 5, suture
length 91cm - | pc.;
- Tracebility labels - no more 4 pcs.;
- Instruction for use - 1pc.

55mm HEALIX ADVANCE BR Anchor with DYNACORD Suture
(Blue, White/Blue/Green, White/Black)

- HEALIX ADVANCE Anchor Inserter Assembly - 1pc.

-5.5mm HEALIX ADVANCE BR Anchor - | pc.

- DYNACORD suture, braided, Blue, MS 5. suture length 91cm - 1pc.;

- DYNACORD suture, braided, White/Blue/Green, MS 5, suture length

91cm - 1pc;
- DYNACORD suture, braided. White/Black, Metric 5, suture length
91lcm - 1pc,;

- Tracebility labels - no more 4 pcs.;
- Instruction for use - 1pc.

HUTAMM DYNACORD (cuHsas, 6eno-cuHe-3eneHas, 6eno-yepHas) B 6. 5.5mm HEALIX ADVANCE BR Anchor with DYNACORD Suture

cocTaBe:
- YcTpoiicteo ana BeeaeHus gukcatopa HEALIX ADVANCE - 1w,
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(Blue. White/Blue/Green). With Needles
- HEALIX ADVANCE Anchor Inserter Assembly - | pc.



- dukcaTop SKOPHbIV paccacbiBatolmiics HEALIX ADVANCE 55 MM —

1wt

- Hute DYNACORD, nneteHas, cuHas, MP 5, anvHa HUtn 91 cm - 1
wr.:

- Hute DYNACORD, nneteHas, 6eno-cuHe-3eneHas, MP 5. givHa HUTK
91 cm- 1luwr,;

- Hute DYNACORD, nneteHasn, 6eno-yepHas, MP 5, aivHa Hutn 91 cm
—1wr.,

- CTuKepbl AN npocnexusaHna —He 6onee 4 wWr.:
- VIHCTpYKUMA NO NPUMEHEHMNIO - 11WT.

6. dukcatop AKOpHbIV paccacbiBaowminics HEALIX ADVANCE 55 mm ¢
HUTAMU DYNACORD (cuHss, 6en0-cuHe-3eneHas) U UrnaMu B COCTaBe:
- YcTpoiicTtBo ans BeedeHus gmkcatopa HEALIX ADVANCE - | ujt;

- dukcaTop AKOpHbIA paccacbiBaowmiics HEALIX ADVANCE 55 vm —
lwr.:

- Hute DYNACORD. nneteHas, cuHaga. MP 5, anvHa HUTK 91 cm - 1
wr.,

- Hute DYNACORD. nneteHas, 6eno-cuHe-3eneHas. MP 5, annHa HUTH
91 cm- | wrt,;

- rnbl MO-7: gnviHa 22 MM, (popma OCTPUA: KOHMYeCcKas, CTENeHb
N30rHyToCcTN 1/2; - 4 Wr.:

- CTuKepbl 419 NpocnexuBaHna —He 6onee 4 Wwr.;

- IHCTpyKLMA No NpyMeHeHuto - 1 .

7. ®uKcatop AKopHbIi paccacbiBatowmiics HEALIX ADVANCE 6.5 mMm ¢
HUTAMU DYNACORD (cuHss, 6eno-cnHe-3encmas) B COCTaBe:
- YcTpoiicTeo ans BeefeHus dukcatopa HEALIX ADVANCE - 1wr,;
- dukcaTop SKOpHbINA paccacbiBatowmiica HEALIX ADVANCE 6,5 vm -

- Hute DYNACORD, nneteHas, cuHag, MP 5, anvHa Hutn 91 ecm - 1

LT.:
- Hute DYNACORD, nneteHas, 6eno-cvHe-3eneHas, MP 5, givHa HATK
91 cm- 1w,
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- 5.5mm HEALIX ADVANCE BR Anchor- 1pc.

- DYNACORD suture, braided, Blue, MS 5, suture length 91cm - 1pc.;

- DYNACORD suture, braided, White/Blue/Green, Metric 5, suture
length 91cm - 1pc.;

- Needles MO-7: length 22 mm, tip shape: conical, curvature - 2 - 4 pcs.;
- Tracebility labels - no more 4 pcs.;

- Instruction for use - 1pc.

7. 6.5mm HEALIX ADVANCE BR Anchor with DYNACORD Suture (Blue

and White/Blue/Green)

- HEALIX ADVANCE Anchor Inserter Assembly - 1 pc.

- 6.5mm HEALIX ADVANCE BR Anchor- 1pc.

- DYNACORD suture, braided, Blue, MS 5, suture length 91cm - 1pc.;

- DYNACORD suture, braided, White/Blue/Green, Metric 5. suture

length 91cm - 1pc.;

- Tracebility labels - no more 4 pcs.;

- Instruction for use - 1pc.

8. 6.5mm HEALIX ADVANCE BR Anchor with DYNACORD Suture
(Blue. White/Blue/Green. White/Black)
- HEALIX ADVANCE Anchor Inserter Assembly - ! pc.
- 6.5mm HEALIX ADVANCE BR Anchor- 1pc.
- DYNACORD suture, braided. Blue, MS 5, suture length 91cm - 1pc.;
- DYNACORD suture, braided, White/Blue/Green, MS 5. suture length

91lcm - 1pc;
- DYNACORD suture, braided, White/Black, Metric 5, suture length
91cm - 1pc,;

- Tracebility labels - no more 4 pcs.;
- Instruction for use - 1pc.

9. 6.5mm HEALIX ADVANCE BR Anchor with DYNACORD Suture
(Blue, White/Blue/Green) with Needles (MO-7)
- HEALIX ADVANCE Anchor inserter Assembly - 1pc.
- 6.5mm HEALIX ADVANCE BR Anchor- 1 pc.



- CTUKepbl Ans NpocnexmeaHnus —He 6onee 4 Wrt.; - DYNACORD suture, braided. Blue, MS 5, suture length 91cm - 1pc.;

- IHCTpyKUMA MO NPUMEHEHUIO - 1 1. - DYNACORD suture, braided, White/Blue/Green, Metric 5, suture
length 91cm- 1pc.:
8. ®dukcatop AKOpHbIi paccacbiBatowmiics HEAL1IX ADVANCE 6,5 MM ¢ —Needles MO-7: length 22 mm, tip shape: conical, curvature — - 4 pcs.;
HUTAMM DYNACORD (cuHsas, 6eno-cuHe-3eneHas, 6eno-yepHast) B - Tracebility labels - no more 4 pcs.;
cocTaBe: - Instruction for use —1pc.

- YcTpoiicTBo ans BeeaeHus dmkcatopa HEALIX ADVANCE —1 wrT.;
- dyKcaTop SKOpHbIN paccacbiBatowmiics HEALIX ADVANCE 6,5 v — 10.4.5mm HEALIX ADVANCE BR Anchor with PERMATAPE Suture,

lwr.: Blue

- Hnte DYNACORD, nneteHas, cuHag. MP 5, gamHa Hutn 91 cm - 1 - HEALIX ADVANCE Anchor Inserter Assembly —1 pc.

wT.; -4.5mm HEALIX ADVANCE BR Anchor- 1pc.

- Hute DYNACORD. nneteHas, 6eno-cuHe-3eneHas, MP 5, invHa HATK - PERMATAPE suture, braided. Flat, Blue, width 2,5 mm, suture length
9 cm- | wr,; 96cm—1pc,;

- Hute DYNACORD. nneteHad, 6eno-yepHas, MP 5. anuHa HutK 91 cm - PERMACORD suture, braided, White/Black, MS 5, suture length 9lcm
- 1lwr.; -1 pc.;

- CTUKepbl AN NPOCNeXuBaHUA - He 6osee 4 LWT.: - Tracebility labels - no more 4 pcs.;

- IHCTpyKLUMA MO NPUMEHEHMIO - 1 LWUT. - Instruction for use - 1pc.

9. ®dukcaTop SKOpHbIA paccackiBarowmiica HEALIX ADVANCE 6,5 mm ¢ 11.45mm HEALIX ADVANCE BR Anchor with PERMATAPE Suture.

HUTAMU DYNACORD (cuHss, 6eno-cuHe-3eneHas) U Urnammn B COCTaBe: White/Blue
- YcTpolicTBo ans eeefeHus pukcatopa HEALIX ADVANCE - 1wrt,; - HEALIX ADVANCE Anchor Inserter Assembly - 1 pc.
- ®uKcaTop AKOpHbI paccacbiBaowmiics HEALIX ADVANCE 6.5 mm - -4.5mm HEALIX ADVANCE BR Anchor- 1pc.
1wr; - PERMATAPE suture, braided, Flat, White/Blue, width 2,5 mm. suture
- Hute DYNACORD. nneteHad, cuHaa, MP 5. annHa HMTKM 91 cm —1 length 96cm - 1pc.;
wT.; - PERMACORD suture, braided, Blue, MS 5, suture length 91cm - 1pc.;
- Hute DYNACORD, nneteHas, 6eno-cuHe-3eneHas, MP 5, anvHa HUTH - Tracebility labels - no more 4 pcs.;
91 cM —1wr.; - Instruction for use - 1pc.
- rnbl MO-7: anvHa 22 MM, hopma oOCTpuA: KOHWYeCKas, CTeMeHb
n3orHyTocTn 1/2; - 4 wr.: 12.5.5mm HEALIX ADVANCE BR Anchor with PERMATAPE Suture,
- CTuKepbl 4na npocnexusaHus - He 6onee 4 Wr.; Blue
- VIHCTpyKUuMs No NpUMeHeHuto - 1 . - HEALIX ADVANCE Anchor Inserter Assembly - 1 pc.
- 5.5mm HEALIX ADVANCE BR Anchor - 1pc.
10. duKcaTop AKOpHbI paccacbiBatowmiica HEALIX ADVANCE 4.5 mm ¢ - PERMATAPE suture, braided. Flat, Blue, width 2,5 mm, suture length
HUTAMM PERMATAPE (cuHsis) 1 PERMACORD (6eno-yepHas) B 96cm - 1pc.;
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cocTaBe: - PERMACORD suture, braided, White/Black, MS 5, suture length 91cm

- YcTpoiicTeo ans BeegeHus gukcatopa HEALIX ADVANCE —1 wrT.; —1pc,;
- ®dukcatop AKOpHbIA paccackiBatowmiica HEAL1X ADVANCE 4,5 vm — - Tracebility labels - no more 4 pcs.;
1lwT,; - Instruction for use - 1pc.
- Hute PERMATAPE. nneteHas, niockas, CUHASA, WUPUHOR 2,5 MM,
ONWNHA HUTK 96 cm - 1T, 13.5.5mm HEALIX ADVANCE BR Anchor with PERMATAPE Suture,
- Hute PERMACORD. nneteHas, 6eno-yepHas, MP 5, ganHa Huth 91 White/Blue
cM —1 WwT,; - HEALIX ADVANCE Anchor Inserter Assembly —I pc.
- CTuKepbl A5 NpocnexunsaHus - He 6onee 4 wWr.; - 5.5mm HEALIX ADVANCE BR Anchor- 1pc.
- VIHCTpYKUMA MO NPUMEHEHWNIO - 1 WWT. - PERMATAPE suture, braided, Flat, White/Blue, width 2,5 mm, suture
length 96cm —1 pc.;
11. dukcaTop AKOpHbIN paccackiBarowmincs HEAbIX ADVANCE 4,5 mm ¢ - PERMACORD suture, braided. Blue, MS 5. suture length 91cm - 1pc;
HUTAMM PERMATAPE (6eno-cuHss) n PERMACORD (cuHAs) B - Tracebility labels - no more 4 pcs.;
COCTaBe: - Instruction for use - 1pc.

- YcTpolictBo ansa BeeaeHms dmkcatopa HEAbIX ADVANCE - | wr,;
- ®dukKcatop AKopHbIA paccacbiBatowmiica HEAbIX ADVANCE 4,5 mm - 14. 6.5mm HEALIX ADVANCE BR Anchor with PERMATAPE Suture,

1wr.; Blue
- Hute PERMATAPE, nneteHas, naockas, 6e10-CUHAS, LWAPUHOR 2,5 - HEALD( ADVANCE Anchor Inserter Assembly —I pc.
MM, AIMHA HUTK 96 cm - 1iT,; - 6.5mm HEALIX ADVANCE BR Anchor - 1pc.
- Hute PERMACORD, nneteHas, cuHag, MP 5, anmHa Hutn 91 cm —1 - PERMATAPE suture, braided. Flat, Blue, width 2,5 mm, suture length
WwT.; 96cm —I pc.;
- CTuKepbl AN NPOCeXuBaHus - He 6onee 4 Wr.; - PERMACORD suture, braided, White/Black, MS 5, suture length 91cm
- IHCTPYKUKUA NO NPpUMeHeHuo - 11T, - 1pc;
- Tracebility labels - no more 4 pcs.;
12. dukcaTop AKOpHbIA paccacbiBatowmiica HEALIX ADVANCE 55 mm ¢ - Instruction for use - 1pc.
HUTAaMn PERMATAPE (cuHsg) n PERMACORD (6eno-yepHast) B
coCTaBe: 15.6.5mm HEALIX ADVANCE BR Anchor with PERMATAPE Suture.
- YcTpoiicteo ansa BBefeHus dukcatopa HEAbIX ADVANCE - 1w, White/Blue
- dukcatop AKOpHbIN paccacbiBarowmiicas HEALIX ADVANCE 55 vm — - HEALIX ADVANCE Anchor Inserter Assembly - 1pc.
1w, - 6.5mm HEALIX ADVANCE BR Anchor- 1pc.
- Hnte PERMATAPE, nneteHas, NiocKas, CUHASA, LWWMPUHONK 2,5 MM. - PERMATAPE suture, braided. Flat, White/Blue, width 2,5 mm. suture
ANNHA HATK 96 cMm - 1 WT.; length 96cm - 1pc.;
- Hnte PERMACORD, nneteHas, 6eno-yepHas, MP 5, gnuHa Hutn 91 - PERMACORD suture, braided. Blue. MS 5, suture length 91cm- 1pc,;
cMm - 1wt - Tracebility labels - no more 4 pcs.;
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- CTVKepbl 4na npocnexuBaHus - He 6onee 4 Wr.; - Instruction for use - 1 pc.

- IHCTpYKLMA MO NpUMeHeHuto - | Lwr.
Further in the text the following names of the medical device can be used:

13. dukcaTop AkopHbIii paccacbiBaowumiica HEAbIX ADVANCE 55 mm ¢ device, medical device, anchor. HEALIX ADVANCE BR Anchor, implant.
Hutamn PERMATAPE (6eno-cunHas) u PERMACORD (cuHas) B The medical devices names can be mentioned in the text in abbreviated form
COCTaBe: for information perception convenience.

- YcTpoicTeo ans BeedeHus gukcatopa HEAbIX ADVANCE - 1wt

- duKcaTop AKOPHbINA paccackiBatowmiics HEAbIX ADVANCE 5,5 mm -
1wr.;

- Hute PERMATAPE, nneteHas, naockas, 6en10-CUHAS, WUPUHORA 2,5
MM. A/IMHA HUTK 96 cm - | WwT.;

- Hute PERMACORD. nneteHas, cuHsas, MP 5, anvHa Hutm 91 cv - 1
wr.;

- CTMKepbl Ans NpoCneXuBaHus - He 6onee 4 wWT.:

- VIHCTpYKUMA N0 NpUMeHeHuo - 1 wr.

14. dukcaTop SKOpHbIA paccacbiBatowmiics HEAbIX ADVANCE 6,5 mm ¢
HuTamm PERMATAPE (cuHas) n PERMACORD (6eno-yepHast) B
cocTase:

- YcTpoicTeo ans eeeeHus pukcatopa HEAbIX ADVANCE - 1wr.;

- ®ukcartop AKopHbIA paccacbiBatowmiica HEALIX ADVANCE 6,5 mm -
1wr.:

- Hute PERMATAPE, nneteHasi, Naockas, CUHASA, LWMPUHOR 2.5 MM.
ANVHA HATK 96 CM - 1 wT.;

- Hute PERMACORD. nneteHas, 6eno-vyepHas, MP 5, ganHa Hurmn 91
cMm - 1wrt.;

- CTUKepbl Ana NpocnexunsaHus - He 6onee 4 Wwr.;

- VIHCTpyKLMA MO NpUMEHEHUO - 1 wWT.

15. dukcaTop AKOpHbI paccackiBatowmiics HEAL1IX ADVANCE 6.5 mMm ¢
HUTAMM PERMATAPE (6eno-cuHss) u PERMACORD (cuHsAg) B

cocTaBe:
- YcTpoiicTBo ansa BeeaeHus omkcatopa HEAbIX ADVANCE —1 wr.;
- dukcaTop AKOpHbINA paccackiBatowmiics HEAL1IX ADVANCE 6,5 vm —
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l wr,;
- Hnte PERMATAPE, nneTeHast, nnockas, 6e10-CUHASA, LWMPUHOR 2,5

MM, AUHA HATK 96 ¢M - ] WT.;

- Hute PERMACORD. nneteHas, 6eno-cuHsas. MP 5, gnnHa HUTK 91 cm
- 1wt

- CTuKepbl ona NpocnexvBaHns - He 6onee 4 wWr.:

- IHCTpYyKLMA No NPpUMEHEHMIO —1 LWT.

Janee no TeKCTy MOryT WCMOMb30BaTbCA Cnefylowine HauMeHOBaHWA

MeLVWLMHCKOro u3fenvs: wusgenve, MeAWUMHCKOe Wu3genue, (ukcaTop,

(mkcatop HEALIX ADVANCE BR. nmnnaHrar.

HavMeHoBaH/UA MeAMUMHCKUX WU3LENNA MOTyT OblTb YNOMSAHYTbI B TEKCTE B

COKpaLleHHoN hopme Ans yfo6cTBa BOCNPUATUSA UHDOpMaLLUK.

Knaccugpumkauyunsa IMH

Knacc B 3aBMCMMOCTM OT CTENEHM MOTEHLMANbHOINO PUCKA MPUMEHEHUS B

MeLVNLMHCKMX LeNifiX B COOTBETCTBUM C HOMEHKNATYPHbIM KnacCUrKaTopom

MeAULMHCKNX n3genuia: 3.

HA3HAYEHWE MEAVWUWHCKOIO U3AENNA N NPUHU WM bI

NENCTBUS

dukKcartopsl AKOPHbIe paccacbiBaroLmecs HEALIX

npefHa3HayeHbl 418 (UKCaLUM MATKUX TKaHel K KOCTU.

MOKA3AHNA N NMPOTUBOMOKA3AHVA K MPUMEHEHWIO MU A

BO3MOXHBbBIE MOBOYHbIE 3®PEKTbI

Moka3saHus

duKcatop AKOpHbIA paccacbiBalowmiica HEALIX ADVANCE ¢ HuTamu

DYNACORD npegHasHayeH [0S WCNOMb30BaHUS Npu uUKcauum MArkux

TKaHel K KOCTK C MocneonepauyvoHHOM UMMOBUAN3aLMel B HKECNeLYOLWNX

cnyyasax:

1 Tlneyvo

e [nacTuka poTaTOPHOWN MaHXeTbl

» BoccraHosneHne no baHkapty

e BoccraHoBneHmne nospexaeHnin SLAP (BepxHeli CycTaBHOW ry6bl
nonaTku crepean Hasan)

ADVANCE
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MD classification
The class, depending on the degree of potential risk of medical use in
according to the nomenclature classifier of medical devices: IIl.

INTENDED USE AND PRINCIPLE OF OPERATION
The HEALIX ADVANCE BR Anchor intended for soft tissue to bone
fixation.

INDICATIONS AND CONTRAINDICATIONS FOR MD USE AND
POSSIBLE ADVERSE EFFECTS

Indications

The HEALIX ADVANCE Anchor with DYNACORD Suture is indicated for
use in soft tissue to bone fixation in association with post-operative
immobilization as follows:

1 Shoulder

*  Rotator Cuff Repair

e Bankart Repair

e  SLAP Lesion Repair

Biceps fenodesis

e Acromioclavicular Separation Repair



e TeHoAe3 ABYrNaBoii MbllLbl Nieya . Deltoid Repair

* BoccTtaHoBneHWe pa3pbiBa akKpoOMMaNbHO-K/IKOYNYHOTO COUSIEHEHNSA *  Capsular Shift or Capsulolabral Reconstruction
e [nacTvka aenbTOBWUAHON MblLLILbI 2. Foot/ Ankle
»  BocCCTaHOBMTENbHAsA NNACTMKA Kancy/bl U rybbl CycTaBHoi Bnagmubl un  *  Lateral Stabilization
CMELLEHMNS Kancy/bl *  Medial Stabilization
2. Cronal/ noabhkka *  Achilles Tendon Repair
* JlatepanbHas ctabunmsayms 3. Knee
*  MeananbHas cTabunmsaums *  Medial Collateral Ligament Repair
e [1nacTuKa axunnosa CyXoXXunums . Lateral Collateral Ligament Repair
3. KoneHo *  Posterior Oblique Ligament Repair
e [nacTvka MeavanbHOl KonnatepanbHOW CBA3KM * lliotibial Band Tenodesis
» [nacTvka natepanbHOl KonnatepanbHON CBA3KM 4. Elbow
* [lnacTvka 3afiHeil KOCOM CBA3KU *  Biceps Tendon Reattachment
e [eHofe3 NoAB3A0LWHO-60/bLLE6EPLOBOrO TPaKTa *  Ulnar Collateral Ligament Reconstruction
4. J1oKOTb . Radial Collateral Ligament Reconstruction
e PennaHTaums CyxoXxwnus ABYrnaBoi MblWLbl Naeva 5. Hip
*  PeKOHCTPYKUWA NOKTEBOI KonnatepasbHOW CBA3KM *  Capsular Repair
e PeKOHCTpYKUMA pagnanbHOW KonnaTepanbHON CBA3KU *  Acetabular Labral Repair
5. begpo
»  BOCCTaHOBUTE/bHAA NMACTUKa Kancy/bl The HEALIX ADVANCE Anchor with PERMATAPE Suture is indicated for
+  BOCCTaHOBUTENbHAs MNACTUKA BEPT/IOXHOMN ry6bl Ta306e4peHHOro use in soft tissue to bone fixation in association with post-operative
cycTaBa immobilization as follows:
I.  Shoulder
duKcaTop AKOPHbIA paccackiBatowuiics HEALIX ADVANCE ¢ HUTAMY *  Rotator Cuff Repair
PERMATAPE npegHasHa4yeH 418 UCNOJb30BaHNUA Npy UKcaunm MArkmux . Bankart Repair
TKaHei K KOCTK C nocneonepayyoHHoOn nmmobunusaumeid B Hkecnegytowmnx *  SLAP Lesion Repair
cnyyasx: *  Biceps Tenodesis
1 Tlneyo *  Acromioclavicular Separation Repair
e TlnacTuka poTaTOPHON MaHXeTbl *  Deltoid Repair
* BoccTaHoBnieHne no baHkapTy *  Capsular Shift or Capsulolabral Reconstruction
» BoccraHoBneHve nospexaeHnin SLAP (Superior Glenoid Labrum - 2.  Foot/ Ankle
cycTaBHas ryoa) *  Lateral Stabilization

» TeHope3 ABYrNaBoi MbllLLbI Mieya
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BocctaHoBneHue pa3pbiBa aKPpOMUanbHO-KJTKOYNYHOIO COYTEHEHNA
MnacTuka AenbTOBUAHON MbILLILbI
BoccTaHoBMTeNbHAA NiacTuka Karcybl U rybbl CycTaBHOW BNaguHbI UK
CMeELLEHUNs Kancynbl

2. Ctona/ noabbxka
NatepanbHasa ctabunusaums
MeavansbHasa ctabunmsayms
MnacTmKa axunnoBa CyxXoXunms

3. KoneHo
MnacTnka mMeauanbHOM KonnatepanbHON CBA3KY
MnacTuka natepanbHON KonnatepaibHOW CBA3KM
MnacTuka 3afHei KOCOl CBA3KK
TeHoAe3 NoAB340WHO-60/bLLEOEPLOBOrO TPakTa

4. JlokoTb
PennaHTaums CyxXoXunusa 4syrnasoii MbilLbl nieya
PeKOHCTPYKLMA NIOKTEBOIN KONnaTepasbHOM CBA3KM
PeKOHCTPYKLMSA pagnanbHOi KonnaTepasbHON CBA3KM

[MpoTrBONOKa3aHNA

MpoTuBoNoKasaHnsa Ana (pukcaTtopa AKOPHOro paccacbiBatowmrocs HEAL1LX
ADVANCE ¢ Hutamn DYNACORD:

. Mpoueaypbl, OTIMYHbBIE OT TEX, YTO YKa3aHbl B pasgesnie «lokasaHus».
. Matonorma  KocTM  (Hampumep,  KWUCTO3Hble  W3MEHEHUs W
BbIPQXXEHHbI OCTEONopo3), KOTOpas MOXEeT MpensaTCTBOBaTb HALEXHOM
hrKcaumm sKops.

. MaTonornyeckme M3MeHeHUs MATKUX TKaHel, PUKCUPYEeMbIX K KOCTH,
KOTOpble MOTYT NPenATCTBOBAaTb HaJeXXHOM (hMKcaLmn C MOMOLLbIO AKOPS.

. Pa3gpobneHne MoOBePXHOCTU KOCTWU, KOTOPOE MOXeT MpensTcTBOBaTb
HaZIeXXHON (hrKcaLmm aKops.

. dunsnyeckme COCTOAHMSA, KOTOpble MelarT WA MOryT MNOMeLlaTb
afeKBaTHOMY MNPWDKMUBMEHUIO WMMMaHTaTa WM 3aMefndaloT 3aXKMBJEHME,
Hanpumep HapylleHne KPOBOCHAGXXEeHUS, NepeHeceHHas UHMEKUMA U T. [

. Ycnosud.  He  MO3BOMAKOWME  NAUWEHTY  OrpaHWyYuMTb  CBOKO
[eATeNlbHOCTb W CNefoBaTb WHCTPYKUMAM B TEYEHWEe BOCCTAHOBUTE/IbHOIO
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Medial Stabilization

Achilles Tendon Repair

Knee

Medial Collateral Ligament Repair
Lateral Collateral Ligament Repair
Posterior Oblique Ligament Repair
Iliotibial Band Tenodesis

Elbow

Biceps Tendon Reattachment

Ulnar Collateral Ligament Reconstruction
Radial Collateral Ligament Reconstruction

Contraindications
Contraindications for the HEALIX ADVANCE Anchor with DYNACORD:

Procedures other than those listed in the iINDICATIONS section.
Pathologic conditions of bone, such as cystic changes or severe
osteopenia, which would impair its ability to securely fix the anchor.
Pathologic changes in the soft tissues being fixated to bone that would
prevent their secure fixation by the anchor.

Comminuted bone surface that would militate against secure fixation
ofthe anchor.

Physical conditions that would eliminate, or tend to eliminate,
adequate implant support, or retard healing, e.g., blood supply
limitation, previous infection, etc.

Conditions which tend to limit the patient’s ability to restrict activities
or follow directions during the healing period.

Contraindications for the HEALIX ADVANCE Anchor with PKRMATAPE:
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nepuoga.

MpoTnBONoOKasaHUa A4 mkcaTopa AKOpHOro paccacoiatowmrocs HEALIX
ADVANCE ¢ Hutavnm PERMATAPE:
. Mpouenypbl, OTANYHBIE OT TeX, YTO yKa3aHbl B pasjene «l1oKazaHUs».
. Matonorma  KocTu  (Hampumep, KUCTO3Hble  W3MEHEHUS UK
BbIP2XKEHHbIA  OCTE0Nnopo3), KOTopas MOXET MpPensaTCTBOBaTb HAAEXHOMN
(hmKcaumm axkops.
. MaTonornyeckme n3.MeHeHUs MATKUX TKaHel, (PUKCMpPYeMbIX K KOCTH,
KOTOpble MOryT NPensaTCTBOBaTb HAAEXHON (hMKCaLumn ¢ MOMOLLbHO SIKOPS.
. Pa3gpo6iieHne NMOBEPXHOCTM KOCTW, KOTOPOE MOXeT MpensaTCTBOBaTb
HaeXHOM PrKcaLumn SKopsl.
. ®dun3nyeckme COCTOAHUSA, KOTOpble MeLllaT WA MOryT MOoMeLlaTb
afilekBaTHOMY MNPWDKMUBMEHWIO WMMNaHTaTa WM 3amMeanatoT  3aKMBNEHUe,
Hanpumep HapyLUeHne KPOBOCHAOXEeHNWA, NepeHeceHHas NHGeKLNa u T. 4.
. Ycnosus, He  MO3BOMIAKOWME  MaUWeHTY  OrpaHW4YUTL  CBOKO
[eATeNbHOCTb W CNefloBaTb WHCTPYKLUMAM B TeUYeHWe BOCCTAHOBUTE/IbHOTO
nepuoga.
. duKcaTop He npefHasHayeH ANS KPenjeHUs UCKYCCTBEHHbIX CBA30K U
He [O/MKEH UCMO/b30BaTbCS C 3TON Lefbio.
Mo60oYHbIE 3DPEKTLI 1 BOSMOXKHbIE PUCKM
K no6oyHbIM 3heKTam paccacbiBalOLUXCA MMMNAAHTUPYEMbIX  U3AeNnii
OTHOCATCS /Ierkoe BoCnasieHne ¥ peakumm Ha MHOPOAHOE Teno.
NH®OPMALUNA O MNOTEHUWMAJIBHbLIX MOTPEBUTENAX MW U
YKA3AHWA MO NCIMOJIb3OBAHUIO
YKa3zaHua Mo Ucnosib30BaHUIo
1 TlomecTuTe cooTtBeTcTBylOLWee wwuno uan ceepno HEALIX ADVANCE
Ha NOArOTOBMIEHHYK MOBEPXHOCTb KOCTW. OTperynupyinte ocesoe
BblpaBHUBaHMeE.
2. TMpopenaliTe 0TBEPCTME, KaK YKa3aHO HIDKE:
a. LWwno
e [lpun nomMowM XMPYPrnuyeckoro Mo/0TKa BBeAWTE [AUCTaslbHbIiA
KOHeL, MHCTPYMEHTa B KOCTb TakmMm 06pa3om, 4ToObl nasepHas

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

» Procedures other than those listed in the INDICATIONS section.

» Pathologic conditions of bone, such as cystic changes or severe
osteopenia, which would impair its ability to securely fix the anchor.

« Pathologic changes in the soft tissues being fixated to bone that would
prevent their secure fixation by the anchor.

* Comminuted bone surface that would militate against secure fixation
of the anchor.

e Physical conditions that would eliminate, or lend to eliminate,
adequate implant support, or retard healing, e.g.. blood supply
limitation, previous infection, etc.

» Conditions which tend to limit the patient's ability to restrict activities
or follow directions during the healing period.

e This anchor is not designed for and should never be used to attach
artificial ligaments.

Adverse effects and potential risks
Adverse effects of absorbable implanted devices include mild inflammatory

and foreign body reactions.
INFORMATION ON POTENTIAL USERS OF MD AND DIRECTIONS

FOR USE

Directions for use
1 Position the appropriate HEALIX ADVANCE awl or drill onto the

prepared bone surface. Establish the proper axial alignment.
2. Create the hole as follows:
a. Awl
e Use a mallet to impact the distal tip of the instrument into bone until
the laser line is flush with bone.
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MeTKa Haxoaunnacb BpOBeHb C NOBEPXHOCTbIO KOCTHW.
e JloCTaHbTe LIWMO W OT/I0XKUTE €ro B CTOPOHY.
nnn
b. CseneHwve
* BKpyTuUTe CBeEpn0 B KOCTb TakMM 06pa3oM, 4TOGbl AWUCTasbHbINA
BbICTYIN Ha CBEP/Ie HAXOAM/ICA BPOBEHb C NOBEPXHOCTHIO KOCTU.
* JlocTaHbTe CBEP/IO U OT/IOXKMUTE B CTOPOHY.

3. Ecrm kocTb TBephas, HeobXoAMMO npyv MOMOWM MeTYMKa HapesaTb
pe3bby B NpeABapuTe/IbHO BbICBEPSIEHHOM OTBEPCTUMN B KOCTMU.

* BcrtaBbTe gUCTaNbHbIA KOHeL, COOTBETCTBYHOLLEro Wwuna (MeT4mka)
B MNpefBapuUTeNbHO BbICBEP/IEHHOE OTBEPCTME TakMMm 06pasom,
4TO6bI pe3bba bblia BPOBEHb C MOBEPXHOCTHIO KOCTHU.

* BsepHuTe W0 (METYMK), NOBOPayMBas €ro no 4acoBOW CTpesIKe,
Moka nasepHas MeTKa He OyfeT pacrofio)keHa BPOBEHb C
MOBEPXHOCTbLI KOCTW.

e [Ans wu3BnevyeHus wwuna (MeTyMka) MoBOpayuBaliTe ero npoTuB
4acoBOW CTPENKMU.

4. BcTaBbTe AMCTanbHbIA KOHel skops n3 PEEK unm BR B 0TBepCTueE,
COXpaHss ero nosioKeHne BAOMb OCU OTBEPCTUS.

5. MoBopauymBaiiTe pyyKy YCTpOWCTBA AN BBEAEHMS SKOPA MO 4acoBOW
CTpenke, MoKa fasepHas MeTKa Ha CTepXXHe YCTPONCTBa A/ BBeLEHWUS
AKOps He 6yfeT pacnosioXkeHa BPOBEHb C MOBEPXHOCTbIO KOCTMU.

6. OTKpOITe CKOMb3ALMIA YEXO0N Ha YCTPOMCTBE ANS BBEAEHWUS W U3BEKUTE
HWUTb LLOBHOr0 MaTtepuana.

7. V3BnekuTe n3 AKOpA YCTPOWCTBO ANA BBEAEHWs, OTTAHYB ero Hasaj 3a
PY4Ky.

8. 3ardHuTe (C HOpMasbHbIM yCWUAMeM) KOHUbl HuTM. YPE3MEPHOE
YCUJTIME MOXXET TMPUBECTW K TEPEFPY3KE AKOPA WA
LLIOBHON HATWA.

9. Wcnonb3yiTe HUTb, NpeAHa3HAYEHHYIO ANS PUKCALMN MATKUX TKaHeN.

10. Wrnbl y ®dukcatopos Healix Advance BR ¢ urnamu npumeHstoTcs gns

MPOXOXAEHNA HUTEW vepe3 TKaHW, ecim Heobxoaumo. Onepauuns MOXeT 6bITb

BbINO/IHEHA C WMCNO/Mb30BaHWEM WM 6e3 MCNOoJb30BaHUA WU Ha YCMOTPEHMe

Xupypra.
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10.

Remove the awl and set aside.

OR
b. Drill
e Drill into the bone until the distal shoulder on the drill is flush with
the bone.

* Remove the drill and set aside.
In hard bone, it is necessary to tap the pre-drilled bone hole.
* Insert the distal tip of the appropriate awl/tap into the pre-drilled
hole until the threads are flush with the bone.
* Rotate the awl/tap in a clockwise direction until the laser line is
flush with the bone.
* Rotate the awl/tap in a counter-clockwise direction to remove.
Insert the distal tip of the PEEK or BR anchor into the bone hole while
maintaining the same axial alignment.
Rotate the inserter handle of the anchor in a clockwise direction until the
laser line on the anchor inserter shaft is flush with the bone.
Open the slide cover on the inserter handle and remove suture card.
Remove inserter from anchor by pulling straight back on handle.
Apply tension (normal force) on suture lengths. EXCESSIVE FORCE
MAY OVERLOAD THE ANCHOR OR SUTURE.
Use the suture provided for soft-tissue fixation.
Needles in Healix Advance BR with needles are used to pass sutures
through tissue if necessaiy-. The surgery' can be completed with or without
needles according surgeons preference.
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MoTeHyManbHbIE NoY pebutTenn MU

Monb3oBaTenn  XOpowo  Bnafjewolme  npouefypamm U MeTOAUKaAMWU,
CBA3aHHbIMW C NPUMEHEHNEM HepaccCacCblBalOLLINXCA HUTEN, NOCKOJIbKY PUCK
OTKPbITUA pPaHbl 3aBUCUT OT MECTa 3allMBaHUS U UCMOMb3YEMOro MaTtepuana
HUTW.

Ycnosus npuMeHeHus/skcnayataumm M
MeguunHCKoe — u3genne  pekomMeHayeTcs B
NPOUNAKTNUYECKUX YUPEXAEHWIA,

MeaVnUMHCKOE n3fenue peKoMeHAyeTcss UCNOoMb30BaTh B 3KCM/IyaTalMOHHbIX
YCNoBUAX, YKasaHHbIX BTa61'IVIU,e HWXe.

YCNnoBuAax nevye6HoO-

Ta6nmua 1. Ycnosus okpyxkatolleid cpefibl 1 3KCryaTaLuu.
Y CNnoBus oKpyxatoleii cpefbl

BnaxHocTb HeT cneumaibHbIX YCNoBUiA
Temneparypa 21-24 °C

[asneHve HeT cneumaibHbIX YCNoBUiA
Ycnosusa akcnayartuiLwm

BnaxHocTb 100%

Temnepatypa 32-42 °C

[JasneHvie HeT cneupanbHbIX YCroBum

OMMNCAHWME OCHOBHbIX ®YHKLUWMOHAJIbHbIX 3/IEMEHTOB
MW

O6Lee onucaHne YHKLNOHaNbHbIX 31eMeHTOB MU

dukKcatop SKOpHbIN paccacbiBatowmecs HEALIX ADVANCE npeacrtasnset
coboil pe3bbOBOI HWUTEBOM SKOPHbIA (UKcaTOp M3 paccacblBatoLLerocs
KOMMO3MTHOro MaTepuana (CononvMmMep nakTmaa ¢ rankonngom

| Tpukanbuuitdocdart). npeaBapuTeNIbHO YCTAHOB/IEHHbI Ha OAHOPA30BOE
YCTPOWCTBO ANA BBEAEHMS W MNpefHa3HauYeHHbI AN (gukcaumn AByX WAu
Tpex Hutek DYNACORD, PERMACORD pasmepa Ne 2 (USP)
(MeTpuuecknii pasmep 5) K KocTu. IMnnaHTaT NocTaBnseTcs B CTEPUIbHOM
BUE U FOTOB K MCMO/b30BAHUIO.

dukcaTtop AKOpHbIA paccacbiBatowminics HEALIX ADVANCE noctaBnsietcs
MpeABapuTeNIbHO YCTaHOB/IEHHbIM Ha OLHOPA30BOE YCTPOWCTBO AN BBeAeHWS
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Potential users of MD

Users should be familiar with surgical procedures and techniques involving
non-absorbable suture before employing PERMACORD or PERMATAPE
suture for wound closure, as risk of wound dehiscence may vary with the site
of application and the suture material used.
Use/operation conditions of MD

The medical device is recommended
preventive institutions.

The medical device is recommended for use under operation conditions
indicated in the table below.

in the conditions of medical and

Table 1. Environmental and operation conditions.
Environmental conditions

Humidity No special conditions
Temperature from 21 X to 24X
Pressure No special conditions
Operation conditions

Humidity 100%

Temperature From 32 X to 42 X
Pressure No special conditions

DESCRIPTION OF MAIN FUNCTIONAL ELEMENTS OF MD

General description of functional elements of MD

BIOCRYL RAPIDETM (BR). BR is a composite (PLGA/TCP) absorbable

threaded suture anchor preloaded on a disposable inserter assembly intended

for fixation of two or three strands of DYNACORD. PERMACORD size

#2 (USP) (5 metric) suture to bone. The implant is supplied sterile ready to

use.

HEALIX ADVANCE BR Anchor comes preloaded on a disposable inserter

assembly (Fig. 1).

Inserter assists the placement of the anchor into the bone and contains the

anchor and suturesduring the placement process.

The inserter is composed of a stainless steel shaft and an ABS plastic handle.
13



(Puc. 1). YcTpolicnH) gna BBefeHUs NMOMOraeT yCTaHOBUTb (JUKCATOpP B KOCTb
1 COAEPXUT (hMKCaTOp W LLOBHbIV MaTepuan B NPoLecce YyTCaHOBKM.
YCTpPOWCTBO AN BBEAEHUSI COCTOUT M3 CTEPXKHS U3 HEPXKaBEIOLEN CTanm u
PYYKU U3 aKpPUNOHUTPUN-6yTagmeH-cTUpona. BHYTpU NNacTMKOBOW PY4Ku
HaxoguTcs KapTa-fanka An4d LLIOBHOIO Matepuana. CTep)KeHb n3
HePXKaBetoLLEen CTan COLEPXUT COT A4N1A YCTaHOBKM LLLOBHOTO MaTepuana.

®daxcarop Fwuemyrprhnm T mamat« Pyumn yctpcecTmaslmMucan

Puc. 1YcTpoiicTBo Ansa BBeaeHms gmkcatopa HEALIX ADVANCE

[n3aiiH gmkcaTopoB SKOpPHbIX paccackiBarolimnecs HEALIX ADVANCE BR
(Pvc. 2) wnaeHTMYeH BO BCEX CYLLECTBYHLIMX BapuaHTax WCMOHEHUS
(hrKcaTopoB AKOPHbIX paccackiBatolmecs HEALIX ADVANCE BR.

Puc. 2 dukcatop HEALIX ADVANCE BR

DYNACORD - 3t0 Heabcopbupyemas BbICOKONPOYHas XMpypruyeckas
nieTeHas HWUTb, AOCTYNHas B Tpex LBeTax, NO3BOMAOWMUX Pa3inyaTb HUTK
(Pwuc. 3).

Chhu
Beno*uepHa*

Benou:1wLl3cncHn

Puc. 3 Hute DYNACORD

Hute PERMATAPE npeacTtaBnsieT C060M CUHTETUYECKYHD CTEpUJIbHYIO
MAOCKYI METEHYIO HUTb LUMPUHON 2,5 MM, COCTOALLYIO M3 HEOKPaLLUEHHOro
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Inside the plastic handle is a suture folder card.
The stainless steel shaft contains a slot for the suture device
assembly.

Anchor Inserter Shaft Inserter Hatdie

Fig. | HEALIX ADVANCE Anchor Inserter Assembly

The anchor design of HEALIX ADVANCE BR Anchors (Fig.2) is identical in
all variations of existing HEALIX ADVANCE BR Anchors.

xpIr ~
Fig. 2 HEALIX ADVANCE BR Anchor

DYNACORD is a non-absorbable. high strength braided surgical suture,
provided in three colors for suture strand differentiation (Fig.3).

Blue

WhticiBladc

WhiteBlue/Grecn
A\

Fig. 3 DYNACORD Suture

PERMATAPE Suture is a 2.5mm wide synthetic, sterile, flat braided suture.
composed of undyed and/or dyed non-absorbablc Ultra-High Molecular

14



n / MM OKpalleHHOro HepaccacbliBatoLlerocsi ceepxeblicokomonekynspHoro Weight Polyethylene (UHMWPE). The PERMATAPE Suture loaded on the
nonmatuneHa (CBMM3). Hute PERMATAPE, ycTtaHoBfeHHasa Ha gukcatop HEALIX ADVANCE Anchor is offered in a white/blue or

HEAL1X ADVANCE, npegnaraetcd B cMHem wnm 6eno-cuHem usete (Puc. blue configuration (Fig. 4).
4).

WUtc/Bhie Bhte
Beno-cuHas Cutsas Fig. 4 PERMATAPE Suture

Puc. 4 Hute PERMATAPE
The PERMACORD Suture is a synthetic, sterile, braided suture, composed of

Hute PERMACORD npejcTaBnseT coGoi CUHTETUYECKYH CTepusibHYIO un-dyed and/or dyed non-absorbable UHWMPE. The PERMACORD Suture
MNeTeHYl0 HUTb, COCTOALLYIO M3 HEOKPALUeHHOro M / WA OKPaLIeHHOTO  that is preloaded on the HEALIX ADVANCE Anchor is available is blue or a
Heabcopbupyemoro UHWMPE. Hute  PERMACORD, npefBapuTesibHO whiteMlack configuration (Fig. 5).

ycTaHoB/lieHHass Ha dmkcatop HEALIX ADVANCE, goctynHa B CMHEM wnn

6eno-yepHom uete(Puc. 5).

Ulihe-black Blue

Bero-vepran (07322 Fig. 5 PERMACORD Suture

Puc. 5 Hute PERMACORD

15
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B03MOXHOCTb U MEeTOAbl MHTEerpauunm c ogpyruMm MeanumnHCKUMN
n3penmnamMmmn

dukcatopbl  AKOpHble  paccacbiBatlolwmnecs  llealix  Advance  moryT
npuMeHaTbCA € wnnoMm Heaiix Advance, ¢ metumkom Healdx Advance, ¢
ceepnom Healx Advance, perucrpaunmoHHoe ypaocTtoBepeHne Ne @C3
2010/08388. 3TV UHCTPYMEHTbI OTHOCATCA K MHOrOpasoBbIM MHCTPYMEHTam
Knacca |. Kpome BbIlENepeYNCNeHHbIX  WHCTPYMEHTOB  MOryT  ObITb
MCMO/b30BaHbl ApYyrne WHCTPYMEHTbI Ha YCMOTPEHME Xupypra u COrnacHo
ero OnbITy, a TakKXe B 3aBUCUMOCTU OT Hanuusa peructpauum B PP. [ns
BbI6Opa UHCTPYMEHTA XMPYPT MOXET 06paLaThCst K ero MapKupoBKe.

The possibility and ways of integrating with other medical devices

The Heaiix Advance BR Anchors can be used with Heaiix Advance awl,
Heaiix Advance tap, Heaiix Advance drill, registration certificate Ne FSZ
2010/08388.These instruments are Class | reusable instruments. In addition to
the above instruments, other instruments may be used at the discretion of the
surgeon and depending on the availability of registration in the Russian
Federation. To choose instrument surgeon may refer to its labeling.

OcCHOBHble TexXHMYecKKne xapakTepuctukn MW / Main technical characteristics of MD

Tabnuua 2. OCHOBHbIe TEXHUYECKME XapaKTePUCTUKK n3aenusa B cbope / Table 2. Main technical characteristics of assembled product

[nuHa n3genus B cbope ¢ fonyckamm
(MM£MM)

Length of Assembled product with
tolerances (mmzmm)

256,616!1};” ;

(MMEMM)

Width of Assembled product with
tolerances (mmzmm)

19.05 +0,127
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LLinpnHa n3genus B c6ope ¢ gonyckamm

BbicoTa n3genus B c6ope
fonyckamm (MmM£mm)
Height of Assembled product with
tolerances (mm+mm)

19,05 £0,127
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Tabnuua 3. OCHOBHbIE TEXHUYECKME XapaKTepucTuku wtugTa / Table 3. Main technical characteristics of the pin

OnvHa wtudTa c Ounametp wtugrac Onamvetp wtudrta,  AnvHa wtudTa, OunameTtp OnunHa
ponyckamu pgonyckamn (MM*MM)  nomellaemas B nomeliaemas B wrngra*, c wTndTa, ¢
(MMEMM)K n (gronmbl) PYKOAITKY, C PYKOATKY, C pornyckamu (MM-  gonyckamu
(arorimbl) pgonyckamun (Mm- gonyckamu MM) 1 (40AMbI) (MMzMM) 1
MM) ¥ (AtoiAMbl) (MMEMM) 1 (ptorimbl)
(atolimbl)
Length of pinwith Diameter of pinwith Diameter of pin The length ofthe  The diameter of The length of
tolerances tolerances (mm+mm)  with tolerances pin that fits into the pin placed in  the pin placed
(mmzxmm) and and (inches) (mm-mm) and the handle the retainer, with  in the retainer,
(inches) (inches) tolerances tolerances with tolerances
(mmzmm) and (mmzxmm) and (mm+mm) and
(inches) (inches) (inches)
1571 £0,4 (6,185 4.5+ 0,025 3,7-3,73 (0,1455- 20,88 £0,381 2.03+0,051 12,7 (0,500)
+0,015) (0.1762 +0.0010) 0,1470) (0,822+0,015) (0,080+ 0.002) +0,381(0,015)

*LllecTurpaHHas YacTb WITU(TA, Ha KOTOpYHo Kpenutcs ukcatop/ The hexagonal part of the pin on which the latch is attached
Tabnuua 4. OCHOBHbIE TEXHUYECKMNE XapaKTepucTukm pydku / Table 4. Main technical characteristics of handle

[nvHa pyuku ¢ gonyckamu (MM+MMm) v [dvnameTp py4yku ¢ gonyckamu

(Btovimbl) (MMEMM) 1 (aroiMbI)

Length of handle with tolerances (mm+mm) Diameter of handle with

and (inches) tolerances (mm+mm) and
(inches)
108 £2,54 (4,25 £0.1) 19.05 £0,381

(0,750 +0,015)

durKcaTop MMeeT YeTbIpex3axo4HYto pe3bby. Xog pe3bbbl (MM) 1 (atoimsbl): 4 x 3,66 (4 x 0,144)/Anchor has four-start thread. Thread lead (mm) and (inches):
4x3,66(4x0,144).
[nvHa dukcatopac  [uameTp ukcatopac [anHa NepBUYHON [nvHa BTOpUYHOW [nvHa aByx LLlIar pe3bbbl €

17
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Aonyckamm
(MMEMM) 1
(atoiimbl)

Length of anchor
with tolerances
(mmzmm) and
(inches)

17 (

(ukcaTopa 4,5 mm/
for anchor 4,5 mm

(0,688_qd%) ons

(hmkcaTopos 5,5 n
6.5 mm/ for anchor
5.5 and 6.5 mm

fonyckamu (MMMM)
n (groliMbl)

Diameter of anchor
with tolerances
(mmzxmm) and
(inches)

45+0.13

(0.179 +£0,005) ans
(pukcaTtopa 4,5 mm/
foranchor 4.5 mm
55+0,13

(0,217 £0.005) ana
thukcaropa 5,5 mm/
for anchor 5,5 mm
e 65+0,13
(0,257 + 0,005) ans
thukcartopa 6.5 mm/
for anchor 6.5 mm

pe3bobl C A0MYCKaMu
(MM£MM) 1 (aroiMBbI)

Length of thread
with tolerances
(mmzmm) and
(inches)

- 12

(hukcatopa 4,5 mm/
for anchor 4.5 mm

e 12,65!1°n*

(0,498!°;* ™) pna

(hmkcartopa 5.5 mm/

for anchor 5,5 mm
. —+O£§3

- 12,405

(6¥88_gg"g) ans

thukcaropa 6.5 mm/
for anchor 6.5 mm

pe3bbbl ¢ Jonyckamu
(MM) 1 (grolimbl)

Thread length with
tolerances (mm) and
(inches)

. 9,91 (0,39) ans
(hukcaTopa 4,5 mm/
for anchor 4,5 mm
. 10.16(0.40)
ans dmkcaTtopa 5.5
mm/ for anchor 5,5
mm

. 10.16(0.40)
Ans ¢umkcartopa 6,5
mm/ for anchor 6.5
mm

*x
CUMMETPUYHbIX

MPOKCUMaNbHbIX p63b6 C

ponyckamu (Mm) u
(aroiimbl)

The length of the two

symmetric** proximal
thread with tolerances
(mm) and (inches)

. 4,06 (0,16) gna
(hmukcatopa 4.5 mm/ for
anchor 4,5 mm
. 4,06 (0,16)ans
thukcartopa 5,5 mm/ for
anchor 5,5 mm
. 3,81 (0.15) pgns
thukcaTopa 6.5 mm/ for
anchor 6,5 mm

ponyckamu (Mm) u
(atorimbl)

The pitch of the thread
with tolerances (mm) and
(inches)

3,66 (0,144)
+0,127(0,005)

* LLlar nepBMYHOi, BTOPUYHOI M NPOKCMManbHON pe3bb oanHakoBblin/The pitch of repeated, secondary' and proximal threads are equal.

** [1Be MPOKCUMa/IbHble pe3b6bl HAYMHAKOTCSA Ha NPOTMBOMOMOXHbLIX CTOPOHAX (MKcaTopa OTHOCUTENLHO APYT ApYra W UMEeT OfMHAKOBYHO A/IMHY U wwar/

Two proximal threads start on opposite sides of the retainer relative to each other and have the same length and pitch.
Tabnuua 6. OCHOBHbIe TeXHUYECKME XapaKTepucTukn urnbl / Table 6. Main technica characteristics o needle

OnnHa dopma
UMbl C ocTpua
fonycka

CreneHb OunameTtp OcTtpoTta TBepaocTb LLlepoxoBatocT LLlepoxoBaTocT [MOMHbIiA MonHbIiA
M30rHYTOCT  WINbI C Urnbl, He nrnbl no b MOBEPXHOCTW b MOBEPXHOCTU YCTAHOB/IEHH  CpefHWiA
7 Jonyckamu 6onee Bukkepcy* UMbl Ha WrNbl B 30He bl pecypc pecypc

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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MU
(MM£MMm)

Length
of the
needle
with
tolerance
S
(mrntm
m)

22 +
0.381

Tip shape  Degree of

curvature

KoHnueck  1/2

as

(mm*mm)

Diameter of
the needle
with
tolerances
(mmxmm)

0.197+0,02

(mm)

Needle
sharpness,
not more
than (mm)

0,025

(H/mm ™)

Needle
hardness due
to Vickers*
(N/mm*)

HV 4900-
6475

CTEPXXHE U
ocTpue Ra*.
He 60nee
(MKMm)

Roughness of
the needle
surface on the
rod and tip
Ra*, not more
than (pm)

0,32

KpenneHus
LLIOBHO HUTKU
Rz*. He 6onee
(MKM)

Roughness of
the needle
surface in the
area of suture
thread
attachment
Rz*. not more
than (um)

20

‘Mpon3BoANTENb HE U3MEPSAET 3TU NapameTpbl MokansHo / The manufacturer doesn’t measure this parameter in house
Tabnuya 7. OCHOBHble TexHUYecKue xapaktepuctukm Huteli DYNACORD, PERMACORD / Table 7. Main technical characteristics of DYIMACORD,

PERMACORD
Hutn DYNACORD, PERMACORD nocTtaenftoTca 6e3 NoKpbITUA. TakKe HUTU He 3auKcmpoBaHbl B pukcatope (npogetel BH>TpK)./, DYNACORD and
Hanme  CTpykTypa HomuHanbHas  PakTuyeckas MeTpuyec [duameTtp Y anuHeHune Pa3pbiBHas 1IpOHHCCIb
HOBaHW  HUTU ANnnHa ONNHa KWiA (MMiMM) Mnpn paspbiBe C  Harpyska B KPenneHns LOBHOIO
e (MMzMM) pasmep OTK/IOHEHUSIMU  NPOCTOM Y3N1€ € \yiatepyana B
0,
, He 6onee. (%) OTKIOHEHUAMN, ATPABMATMYECKOI
He MeHee, (H) o
Tne**, He MeHee,
(H)
Name  Thread Nominal Actual length Metric Diameter Elongation at Simple knot The fastening
structure length size (mnizmm) break with tensile with strength of the suture
(mm£mm) deviations, no  deviations, not material in the
more, % less (H) atraumatic needle**,
not less than.(H)
19
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[OSKEH ObITb

NOMKEH ObIThb

He MeHee* He MeHee*
(npokon) (npokon)

The total The total
confirmed average
resource must resource must
be at least* be at least*
(puncture) (puncture)

25 50



Hutb
DYNA

CORD

cuHss/
DYNA
CORD

blue

HuTb
DYNA
CORD
6eno-
CUHe-
3efeHa
al
DYNA
CORD
white-
blue-
green

Hutb
DYNA
CORD
6eno-
yepHas
/
DYNA
CORD

MHorogunam
EHTHblE:
nneteHble/

Multifilament;
braided

MHorogunam
EHTHbIE:
nneTeHble/
Multifilament:
braided

MHorotunam
EHTHbIE:
nneTeHble/
Multifilament:
braided

914+25,4

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

He meHee
895.72 (He
MeHee 98% oT
HOMWHaIbHOW
ONNHBI C
y4eToMm
[lONYCKOB)
Not less than
895.72 (Not
less than 98%
of nominal
length with
tolerances)
He meHee
895,72 (He
MeHee 98% oT
HOMWHAIbHOA
[LNNHBI C
YYeTOM
[IONYCKOB)
Not less than
895,72 (Not
less than 98%
of nominal
length with
tolerances)
He meHee
895,72 (He
MeHee 98% oT
HOMWHa/IbHOIA
ONNHBI C
y4eToMm
[OMYCKOB)
Not less than

5
COrnacHo
rocT
31620-
2012/5
according
to GOST
31620-
2012

5
COrnacHo
rocT
31620-
2012/5
according
to GOST
31620-
2012

5
COrnacHo
rocT
31620-
2012/5
according
to GOST
31620-

MuHUManbHbIR/
individual min
0.550 +0,127
CpeaHuii/AVG
0,590-0,670
MakcuManbHbli
/individual max
0,680 +0,127

MUHUMaNbHbIR/
individual min
0,550 +0,127
CpegHuin/AVG
0,590 - 0,670
MaKcumanbHbIi
/individual max
0,680 +0,127

MuHUManbHbIA/
individual min
0,550 £0,127
CpegHuii/AVG
0,590 - 0,670
MakcumanbHblii
/individual max
0.680 +0,127

40 13
40 113
40 n3

20

18

18

18



white- 895,72 (Not 2012

black less than 98%

of nominal

length with

tolerances)
Hutb MHorotmnam 936,63 = 127  He meHee 5 MwuHuMmanbHblin/ 40 43 18
PERM  eHTHble: 917,89 (He cornacHo individual min
ACOR  nneteHble/ MeHee 98% ot  [OCT 0,449 +£0,127
D Multifilament: HOMWHanbHOM  31620- CpeaHuit/AVG
6eno-  braided ANVHBbI C 2012/5 0,500 - 0,630
yepHas YUYEeTOM according  MakcuMasbHbIi
/ [LONYCKOB) to GOST  /individual max
PERM Not less than 31620- 0,681 +0,127
ACOR 917,89 (Not 2012
D less than 98%
white- of nominal
black length with

tolerances)
HuTb Muorogunam 936,63 £ 12,7  He meHee 5 MuHUManbHbIn/ 40 43 18
PERM  eHTHble: 917,89 (He cornacHo  individual min
ACOR  nneTveHble/ MeHee 98% ot [OCT 0,449 +0,127
D Multifilament: HOMWHanbHOM  31620- CpegHuin/AVG
cuHasa/ braided [/VHBI C 2012/5 0,500 - 0,630
PERM y4yeTom according  MakcuMasbHblii
ACOR [OMYCKOB) to GOST findividual max
D blue Not less than 31620- 0.681 +0.127

917.89 (Not 2012
less than 98%
of nominal
length with
tolerances)
**3HauyeHne yKa3aHO B COOTBETCTBMM co cTaHgapTom MOCT ' 1620-2012/ Value is indicated according local standard GOST 31620-2012

Tabnuua 8. OCHOBHbIe TeXHMYECKMNE XapakTepuctukn Huteli PERMATAPE / Table 8. Main technical characteristics of PERMATAPE
21
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Hute PERMATAPE nocTtaBnsetcs 6e3 NOKpbITUA. Takxe HUTb He 3adukcupoBaHa B hukcatope./ PERMATAPE thread is supplied imcoated. Also, the thread

is not fixed in the anchor.

Havme  CTpykTtypa HomunHanbHas

HOBaHH  HWUTWU ANnHa

e (MM£MMm)

Name Thread Nominal

structure length

(mm+mm)

Hutb MHorodunam 965,214

PERM  eHTHble:

ATAP nneTeHble/

E Multifilament:

cuHasa/ braided

PERM

ATAP

E blue

HuTb MHorogunam 965,21 *

PERM  eHTHble:

ATAP nneTeHble

E 6eno- Multifllamenl:

cuHasa / braided

PERM

ATAP

E

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

PaKTnyeckas
AnvHa

Actual length

He meHee
945.89 (He
MeHee 98% oT
HOMMWHa/IbHOW
[LNNHBI C
y4eToMm
[,0MYyCKOB)
Not less than
945.89 (Not
less than 98%
of nominal
length with
tolerances)
He meHee
945.89 (He
MeHee 98% ot
HOMWHabHOW
[NNHBI C
Yy4YeToM
[lONYCKOB)
Not less than

LWnpnHa TonwwnHa
(Mmx.mmv)  (M.MEMM)
Width Thickness

(mmzmm) (mmzmm)

2.49 0,215+0,05
+0.127
2,49 0,215+0.05
+0,127

Y anvHeHune

npv paspbIBe C
OTK/IOHEHMSIMU
, He 6onee, (%)

Elongation at
break with
deviations, no
more, %

40

40

22

PaspbiBHad
Harpyska B
MpoCcTOM Yy3ne ¢
OTK/IOHEHUAMN,
He MeHee, (H)

Simple knot
tensile with
deviations, not
less (N)

122

122

INpoyHoCTb
KpenneHns LWOBHOIo
matepuana B
aTpaBMaTUYeCKOA
nUrne**, He MeHee,
(H)

The fastening
strength ofthe suture
material in the
atraumatic needle**,
not less than,(H)

18

18



whijte-
blue

945,89 (Not

less than 98%

of nominal
length with
tolerances)

**3HaueHne yKazaHO B COOTBETCTBUM co cTaHgapTom MOCT 31620-2012/ Value is indicated according local standard GOST 31620-2012

OMWUCAHWE COCTABHbIX YACTEW MU

dukcatop

PyKkosTKa

CrepxeHb
Hutb

B10CRYL RAPIDE (BR),
KOTOPbIA NpeacTaBnseT coboi
KOMMO3UTHbI MaTepuan u3
cononumepa flaktunga c
rNIVMKONNAOM 1
Tpukanbumiicdhocata (TKD)
AKPUNIOHUTPUNI-
6yTagMeHCTUPObHbINA KayuyK
(ABC)
Hep>kaBetoLLas cTanb
LLIoBHbIA MaTepuan
DYNACORD
nocTaBnsieTcs B Tpex
LBeTax: CUHWIA, 6enblit/
CUHWIA/3eNEHbIN 1
6enblit/yepHbIiA. H1TK
cogepxart
CBEPXBbICOKOMONEKYNAPHbI
n nonnatuned (CBMI3),
nonunactep (M3T) un
KOMMO3UT U3
cunnkoHa/IMaC! ans
1CMoJb30BaHUA B
MeauUnHe. HUTb MOXeT

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

DESCRIPTION OF MD PARTS

Parto
Anchor

Handle

Shaft
Suture

23

BIOCRYL RAPIDE (BR)
which is a composite made of
absorbable Poly
(lactidecoglycolide) polymer
and Tricalcium phosphate
(TCP)
Acrylonitrile Butadiene
Styrene (ABS)
Stainless steel
DYNACORD suture is
available in three suture
colors: Blue;
White/Biue/Green; and
White/Black. The sutures
contain ultra-high
molecular weight
polyethylene (UHMWPE),
polyester (PET), and a
medical-grade
silicone/NaCl composite.
The sutures may contain
D&C Green #6, D&C
Black #4, and chromium
cobalt aluminum oxide




cofepXaTb Kpacutenu
D&C Green (3eneHbiii) No
6. D&C Black (YepHbli1) Ne
4 nokcng Xxpoma-
KobanbTa-aNtoMnHuA. Hutb
DYNACORD
npeacTaBnseT coboi
CMNNeTeHHble
Heabcopbupyemble
CTepu/bHbIE
XUPYPruyeckme HUTu
pasmepa 2.

CnHaa HUTb
PERMACORD — 3T0
Hepaccac biBaroLLascs
cTepunbHas
XUPYPruvecKasHuTb,
cocToswan u3
OKpaLleHHOro
CBEPXBbICOKOMOJIEKY/IAPHO
ro nonnatuneHa. CuHMii
KpacuTenb — 3TO OKCUA
Xpoma-KobanbTa-
antoMUHKA, ero
KOHLeHTpaums He
npesbiwaet 2,0 % oT Beca.
UepHo-6enast HATb
PERMACORD
npeacTaBnseT cobol
HepaccacblBatoLLYCs
CTEPU/IbHYIO
XUPYPTUYECKYHO HUTb,
COCTOSALLYHO 13
HeoKpaLleHHow (6enoii)

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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suture colorants. Al!
DYNACORD sutures are
braided, Size 2, non-
absorbable, sterile surgical
sutures.

PERMACORD Blue
Braided Polyethylene
surgical suture is a non-
absorbable, sterile, surgical
suture composed of dyed,
ultra-high molecular
weight polyethylene. The
blue colorant is chromium-
cobalt-aluminum oxide
with a concentration not to
exceed 2.0% by weight.
PERMACORD
White/Black Co-Braid is a
non-absorbable, sterile,
surgical suture composed
of undyed (white), ultra-
high molecular weight
poly-ethylene braided with
one strand of black
polyamide to add color.
The black colorant is a
logwood extract (hematein
dye) with a concentration
not to exceed 1.0% by
weight.

PERMATAPE White/Blue
surgical suture is a non-
absorbable, sterile, surgical
suture composed of undyed



HUTU 13
CBEPXBbICOKOMOJIEKYNAPHO
ro NonnaTueHa,
CNNETEHHOW C HUTbIO U3
YyepHOro nosvamupa ans
npugaHua ugeta. YepHblii
KpacuTeNb — 3TO 9KCTPaKT
KamneLleBoro gepesa
(Kpacutenb remMateunH), ero
KOHLEHTpauus He
npesbiwaet 1,0 % ot Beca.
beno-cuHAa HUTL
PEKMATAPE — 3T0
Hepaccachbl BatoLLasncs
cTepusibHas
XUpYypruyeckas HATb,
cocToswasn u3
HeoKpalleHHoro (6enoro) u
OKpaLleHHOro (CUHero)
CBEPXBbICOKOMOJIEKYAPHO
ro nonmatTuneHa. CuHui
KpacuTenb — 3TO OKCUA,
Xpoma-kobanbTa-
aNtOMUHUS, ero
KOHLEHTpaums He
npesblwaet 2,0 % oT Beca.
CwuHaa Hute PEKMATAPE
— 370
HepaccacblBaroLLascs
CTepu/ibHas
XUPYpruyeckas HUTb,
cocToswas u3
OKpALLEHHOTO (CMHErO)
CBEPXBbICOKOMOJIEKYIAPHO

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

Needle

25

(white) and dyed (blue),
ultra-high molecular
weight polyethylene. The
blue colorant is chromium-
cobalt-aluminum oxide
with a concentration not to
exceed 2.0% by weight.
PERMATAPE Blue
surgical suture is a non-
absorbable, sterile, surgical
suture composed of dyed
(blue), ultra-high
molecular weight
polyethylene. The blue
colorant is chromium-
cobalt-aluminum oxide
with a concentration not to
exceed 2.0% by weight.

Stainless steel.



ro nonuatuneHa. CuHuMi
KpacuTeslb — 3TO OKCUJ,
Xpoma-kobanbTa-
aNtOMUHNKSA, ero
KOHLeHTpaLms He
npesbiwaet 2,0 % oT Beca.

Wrna Hep>kaBsetoLas crasb.
MEPEYEHb N OMNCAHUVUE MATEPNANTOB MW
HanmeHoBaHue Matepunan MU Tnn KOHTaKTa

Biocryl Rapide (BR).
PN107243. 30%
bTCP B cononnumepe

MO/IOYHON © > 30 fHe.TKaHu,
dukcaTop o
rNIMKONEBOWN KNUCMOTbI KOCTWU, MMNAaHTaT
(PLGA)
(npoussoauTens Foster
West Corp)
Hep>kaserowlan ctanb
Mapkun 465 < 24 vacos
CTepxeHb (npomnssoauTenb BHELLUHWI KOHTaKT,
Carpenter TKaHb /KOCTb
Technology Custom).
AKPUIOHUTPUI-
OyTafMEHCTMNPONbHbI
PVKOSTKA i Kayuyk (ABC) HeT KOHTaKTa c
y Mapkn M S-100747 nawuuneHToM
(npounsBoauTenb
SABIC).
Hep>kaBseroLLan ctanb < 24 4acos
mapkun 420 o
WNrna BHELUHWI KOHTaKT,
(npomnsBoanTenb
. TKaHb /KOCTb
Ethicon).

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

LIST AND DESCRIPTION OF MD MATERIALS
Name Material of MD Type of contact

Biocryl Rapide,
HEALIX PN 107243. 30%

ADVANCE BR bTCP in PLGA Implant, Tissue / Bone,

Anchor manufacturer Foster > 30 days
West Corp)
465 stainless steel
manufacturer Externally
Shaft Carpenter communicating device.
Technology Tissue / Bone, < 24 hrs

Custom)
Vtedical Grade ABS
per MS-100747

Handle manufacturer No Patient Contact
SABIC)
420 Stainless Steel Externally
Needle manufacturer communicating device.
Ethicon) Tissue / Bone, < 24 hrs

26



@ &

sutures contain
Itra-high molecular
eight polyethylene

HTb COACPXKUT
BEPXBLICOKOMONEKY

CBMIT3) (mapka UHMWPE) (stamp

yneema, yneema,

poussoauTens DSM ufacturer DSM

iomedical), iomedical),

onunactep (ITIT), lyester (PET)

NPOHIBOAHTEND manufacturer Coats

oats America merica 62037-

2037-WHITE) n HITE)and a

OMITO3UT W3 edical- e

wnuxkona/NaCl, ilicone/NaCl

NPOH3BOAHTEND mposite .

Huto vantor 3628-07). > 30 nweii,Tkann, DYNACORD [manufacturer Implan;, ;F&s;:;: Bone,

DYNACORD UTH MOXET KOCTM, UMOIRAHTAT

n (3enensiif) Ne
(nponssoanTenn

&C Black manufacturer Coats
Yepuriii) Ne 4 erica), and
NPOH3BOAKTEND hromium cobalt
oats America) u luminum oxide
KCHA XpOMa- uture colorants
bTa-aHOMKHWA stamp Dyneema,
Mapka Dyneema, anufacturer DSM
poussoaurear DSM iomedical)
iomedical).
HBASN HUTB
Hurts ERMACORD > 30 gHel,TKaKu,
PERMACORD koctouTt u3 KOCTH, HMILIaHTaT
KpaleHHOro

27
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CBEPXBbICOKOMOEKY
NAPHOrOo
NoMMaTuNEHa
(npounssoanTenb
Teleliex PPX-1021).
CuHWIA KpacuTenb —
3TO OKCMA XpOoMa-
Ko6anbTa-aloMUHNA
[npousBoguTens
eleflex), ero
KOHLEHTpauus He
npesbiwaet 2,0 % ot
Beca.

UepHo-6enas HUTb
PEKMACOKO
COCTOUT U3
HeoKpaLleHHOW
(6enoit) HATK K3
CBEPXBbICOKOMOJIEKY
NAPHOro
nonnaTuIeHa
(npoussoauTens
elelex),
CNNETEHHOW C HUTbIO
3 YepHOro
nonvamuaa ans
npugaHusa ugeta
(npousBoamnTeNb
Melelex). YepHbiit
KpacuTeslb — 3TO
9KCTpaKT
KamneLueBoro Aepesa
(KpacuTenb
remMaTenH)
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PERMACORD

28

PERMACORD Blue
Braided
Polyethylene
surgical suture is
composed of dyed,
ultra-high molecular
weight polyethylene
(manufacturer
Teleflex FFX-1021).
The blue colorant is
chromium-cobalt-
aluminum oxide
(manufacturer
Teleflex) with a
concentration not to
exceed 2.0% by
weight.
PERMACORD
White/Black Co-
Braid is composed
Of undyed (white),
ultra-high molecular
weight poly-
ethylene braided
(manufacturer
Teleflex) with one
strand of black
polyamide to add
color (manufacturer
Teleflex). The black
colorant is a
logwood extract
(hematein dye)
(manufacturer____

Implant, Tissue / Bone,
>30 days



NPOH3BOAMTEND ngwood Extract)
gwood Extract), ith a concentration

70 KOHUCHTpauMAa He ot to exceed 1.0%

pessnnaet 1,0 % ot y weight.

Huro
PERMATAPE

beno-CHHAS HUTL
PERMATAPE
COCTOMT M3
HEOKPALIEHHOTO
KGenoro) u
OKpaLICHHOTO
(cuHero)

CBEPXBHICOKOMONIEKY

iomedical). Cunmii

OHLICHTPALIHA HE
pepsimaet 2.0 % ot

BEPXBLICOKOMOJICKY
PHOIO

> 30 nHel.TKaHH,
KOCTH, UMIINAHTAT

PERMATAPE

oncentration not to

xceed 2.0% by
ight.

omposed of dyed

olecular weight

Implant, Tissue / Bone,
> 30 days
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nonuatTunieHa (mapka
Dyneema,
npoussogntens DSM
Biomedical). Cunuit
Kpacutenb — 310
oKcug xpoma-
KobanbTa-an KOMMHMA
(mapka Dyneema,
npovssogutens DSM
Biomedical), ero
KOHLIeHTpauus He
npesbliwaet 2,0 % ot
Beca.

OAHHBIE O MAPKNPOBKE MU

Homep no katanor
REF P y

AYYYV4<M-DO [ata nsrotosnenuna (FFrr-MM-
BA)
Wcnonb3osats go (MTT-MM-
2 YYY-MM-DO  ppy

CTepunn3aLms oKCUaoM aTuneHa
jeTEHLAM

® 3anpeT Ha NOBTOPHOE
npyMeHeHune

A OCTOPOXHO!
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blue colorant is
chromium-cobalt-
aluminum oxide
(stamp Dyneema,
manufacturer DSM
Biomedical) with a
concentration not to
exceed 2.0% bv

weight.
DATA ABOUT LABELING OF MD
Catalogue number
REF ’
YYYY-MVIDD Date of Manufacture (YYY'Y-
MM-DD)
Use by (YYYY-MM-DD)
2 YYYYVMDD
Sterilized using ethylene oxide
[sm L~AM

K
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Do not reuse

Caution!
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Marepuan: Biocryl Rapide

Konuuectso

CphenaHo B

B cooTBeTCTBMM C (hegepasibHbIM
3akoHopatenscTeom (CLUA) aTo
n3genve MoXxeT 6bITb NPOLAHO
TONBKO Bpayy Wan no
Ha3HayeHWo Bpaya

Ob6patnTech K MHCTPYKLUMK NO
NPUMEHEHNIO

MN3rotoButens

Kog naptuun

He cTepnnnsoBatb NOBTOPHO

BepxHaa rpaHmua
TemnepaTypHOro AnanasoHa

He ncnonb3oBatb npu
NnoBpeXAeHNN YNaKOBKU
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QTY|
TO'ITTI

CfOnly
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Material: Biocryl Rapide

Number of Units

Made in

Federal Law (United States of
America) restricts this Device to
sale by, or on the order ofa
physician.

Consult instructions for use
Manufacturer

Batch code

Do not re-sterilize

Upper limit of the temperature

range

Do not use if package is damaged



EBDOHGVICKOE COOTBETCTBUE

CoBmecTumo ¢ MP

CpOK rogHoCTu, CPOK CNyX6bl
CPOK rofHOCTM mn3genus (rapaHTUAHBIA CPOK XpaHeHunsa) - 3 (Tpu) roga.
[0N0MHNTENBHYO NH(OPMAaLMIO CM. B NPUNOXEHHbIX OTYeTax.

dopma nocTaBkn

W3penvie B cbope MOMeLLEHO B NMepBUYHYIO CTEPU/IbHYIO YMAKOBKY: JIOTOK U3
nonnMcTnpona, 3ateM OyMaXHbIA KOHBEPT W NakeT W3 nneHKW. [laket
NMOMELLLAETCA BO BTOPMUHYIO HECTEPU/IbHYIO YMaKOBKY: KapTOHHYH KOPOOKY.
MapKunpoBKka Ha PYCCKOM 5i3b[Ke HAHOCWUTCA TOMbKO Ha BTOPUYHYHKO HECTUPW/IbHYHO
yMakoBKy. W3penns nocTaBnAlOTCA B COCTaBe, YKa3aHHOM B PerucTpalyoHHOM
YLOCTOBEPEHUN.

MEPEYEHb MATEPVANOB XXNBOTHOIO U (1)
UE/NTOBEYECKOIO NMPONCXOXAEHNA

HenpvmMeHumo. Vi3genne He COLEPXUT MaTepranoB XXMBOTHOIO U / 1m
4e/I0BEYECKOT0 MPONCXOXAEHUS.
ocHoBHOW CTAHOAPT, KOTOPOMY COOTBETCTBYHIOT
N3LENNA

N3penna  cooTBeTCTBYIOT TpeboBaHmsm EN 180 13485 Wspgenus
MeguUMHCKMe. CUCcTeMbl MeHe[MKMeHTa KadvecTBa. TpeboBaHMA ANa Lenei
perynupoBaHus. TMOMHbIA CAWCOK NPUMEHUMbIX CTaHAApTOB AOCTYMeH Mo

3anpocy.

TPEBOBAHUNA BE3OMACHOCTU N 3PPEKTUBHOCTU MU
MpepynpexaeHns

. dukcatopbl AKOpHble paccacbiBalowmecs HEALIX ADVANCE
npeAHasHayeHbl 415 NPUKPENIEHNS K KOPTUKaIbHOW MM ry64yaToin KOCTHOM
TKaHW. COCTOAHME KOCTHOrO BellecTBa [O/MKHO [OMyCKaTb MpaBW/bHOE W

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

European Conformity

2797
MR conditional

Shelf life, use by date

The HEALIX ADVANCE PEEK anchors has three (3) year shelf life
(warranty period of storage).

For more infomiation see the attached reports.
How supplied

The whole device assembly will be placed on a polystyrene tray, then placed
in a paper sleeve, and packaged in a pouch. The pouch will be placed in a
paperboard box. The marking in Russian is applied only to the secondary non-
sterile packaging. Implants are supplied in a set that isindicated in registration
certificate.

LIST OF MATERIALS OF ANIMAL AND (OR) HUMAN ORIGIN
Not applicable. This device does not contain materials of animal and / or
human origin.

BASIC STANDARDS TO WHICH THE PRODUCTS MEET
Devices meet requirements EN ISO 13485 Medical device - Quality

management system - Requirements for regulatory purposes. A full list of
applicable standards is available upon request.

MD SAFETY AND EFFECTIVENESS REQUIREMENTS

Warnings

. DePuy Synthes anchors are designed to lock into cortical or cancellous
bone. Bone stock must be adequate to allow proper and secure anchor
placement. Incomplete insertion or poor bone quality may result in anchor
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HajJexHoe pasMelleHHe akopa. HenosnHoe BBeacHHE MM MJIOXO€ COCTOSHHE
KOCTHOH TKaQaHH MOXET NPUBECTH K BbINAICHHIO AKOPA.

° Jna obecneyeHus 3axusieHUs OHONOrMYECKHUX KOCTHBIX M MATKHX
TKaHeH He clielyeT AONMYCKaTb aKTHBHBIX JABMXKEHHUH Cpa3y Mocjie yCTaHOBKH
AKOPA.

L4 ﬂaHHOC yCTpOﬁCTBO HC pa3pCllCHO K NMPHMEHEHHIO ANA BHHTOBOIroO
KpCIUICHUA HIH q)m(cauuu K 33aJHUM D3JIEMCHTaM (HO)KKaM) I'PYAHBLIX H
MOACHUYHBIX MO3BOHKOB.

° Ilepen ucnons3oanuem HuTH PERMACORD unu PERMATAPE ans
3alIMBAHWA PaH TMOJIL30OBATENH JOMKHBI O3HAKOMHUTBCS C XWUPYPrHUYECKUMH
npoueaypaMM M METOAMKAMM,  CBA3AHHBIMH € NPHMEHEHHUEM
HEPAcCachiBalOMUXCA HUTEH, NMOCKOALKY PUCK OTKPBLITHA paHbl 3aBHCHT OT
MECTa 3alUWBAHUSA U UCMONbL3YEMOro MaTepHana HUTH.

. DTo  M3nenue  Npe/Ha3HauYeHO  TONbKO AN OAHOPa30BOro
ucnonb3osaHus. OHO He NpeAHAa3HAYEHO ANA MOBTOPHOrO HMCMO/b30BAHHSA
MK NOBTOPHOH cTepuansaumu. [ToBTopHas oOpaboTka MOXKET NPUBECTH K
U3MEHEHHAM XapaKTEPUCTHK MaTEpUanoB, HanpuMmep HX JAehopmaluH H
MNOBPEKACHHIO, YTO MOXKET MOBAHATL Ha MPOYHOCTb M3AEAHA H YXYLHTb €0
IKCMyaTaUHUOHHbIE XapakTepucTukH. [loBTopHas obpaborka opHOpa3oBbIX
YCTPOWHCTB MOXET TakKE MPUBECTH K MEPEKPECTHOMY 3arpsA3HEHWIO W
MHQHUMAPOBAHHIO  MauMeHTa. JTH  PUCKH  MOIYT  NpeiacTaBAAThb
NOTEHUWANbLHYIO ONACHOCTH /1A MALIMCHTOB.

ullout.
Fo) Immediate range of motion should be avoided to allow biological
bony/soft tissue healing.

° This device is not approved for screw attachment or fixation to the
posterior elements (pedicles) of the thoracic or lumbar spine.
. Users should be familiar with surgical procedures and techniques

involving non-absorbable suture before employing PERMACORD or
PERMATARPE suture for wound closure, as risk of wound dehiscence may
vary with the site of application and the suture material used.

. This product is for single-use only. This product has not been designed
to be re-used/re-sterilized. Reprocessing may lead to changes in material
characteristics such as deformation and material degradation which may
impact the strength of the device and compromise device performance.
Reprocessing of single use devices can also cause cross-contamination
leading to patient infection. These risks may potentially affect patient safety.

3ansienne orHocHTenbHo MPT
®uxcatopbl akopHeie paccacbiBaommecs HEALIX ADVANCE cosmecTumel
¢ MPT-cucTtemamu.

MRI statement
The HEALIX ADVANCE BR anchors are MR Safe.

HHO®OPMAILIHA O JIEKAPCTBEHHBIX IIPEINAPATAX U (UJIH)
PAPMALEBTHYECKHUX CYBCTAHLUSX B COCTABE MH
Henpumenumo. Hinenne He coaepXHUT M He UCNONB3YETCS B COYETAHHM C
JIEKapCTBEHHBIMH BELIIECTBAMM.

INFORMATION ABOUT MEDICINES AND (OR)
PHARMACEUTICAL SUBSTANCES INCLUDED IN MD
Not applicable. Devices do not interact with medicinal and / or pharmaceutical

substances.

OINMUCAHHE METOJA CTEPHJIM3ALIUU

Usnenne crepunmsyercs okcuaom dtdaesa. Crepuausaums npowusia
BANHALUHIO B COOTBETCTBHU ¢ MeToaoM nonyuukna EN ISO 11135: 2007.
obecneynBalOMM MHHUMAJILHBIA YPOBEHb NrApaHTHPOBAHHOH CTEPHIBLHOCTH

DESCRIPTION OF STERILIZATION METHOD

Device is sterilized by ethylene oxide. Sterilization is validated according to
EN ISO 11135: 2007 Half Cycle Method. providing a minimum Sterility
Assurance Level of 1076 The new device also meets EO residual
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10  HoBoe n3genvie TakXKe COOTBETCTBYET OCTaTOYHbIM TpeboBaHuAM K O

cornacHo 150 10993-7: 2008 / AC 20009.
[0N0THNTENbHYIO MH(OPMALMIO O CTEPUIN3ALUN CM. B MPUNOXKEHUN.
TPEBOBAHUVA K TEXHUNYECKOMY OBC/NTY>XXUBAHWNIKO U
PEMOHTY MW

HenprvmeHumo
NH®OPMALUUWMA OB YAAJTEHUWN N3BNEYEHW NN
PACCACBIBAHNN UMIJTTAHTATOB

3penve He npefHasHayeHo A1S U3BNEYEHNA.

Oxunpaetcs, Yto paccacbiBatowmecs ukcaropsl HEALIX ADVANCE 6yayt
MoyTn MOSMIHOCTLIO paccacbiBaTbCA B TeyeHWe 24 MecAuleB, a OCTaTOYHble
cnefbl MOTYT COXPaHATbCA 0 YeTbIpex MIeT, YTO 3HAYMTENIbHO MpPeBbllLaeT
Mepuos, 3aXMBNEHNSA MATKUX TKaHEeN K KOCTAM.

YCNOBUA TPAHCIMOPTUPOBKN 1 XPAHEHUA
Tabnuua 10. ¥ cnosus TpaHCNOPTUPOBKN:

HanmeHoBaHMne [nana3oH
Temnepatypa OT1-29°Cpo+50°C
OTHOCUTeNIbHAaA HeT cneuunduyecknx
B/IXKHOCTb yCoBWi
ATMochepHoe gaBneHne  Het cneun@uyeckmnx

yCNoBWiA

W3beraiite Harpesa fo Temnepatypbl > 40 °C (104 ®F).
HanmeHoBaH [nanasoH
ne

Temnepatypa [ns 3T0ro NnpoAyKrta He CyLlecTByeT

ornpeAeneHHOro HMXXHEro

TemnepaTypHOro npegena.

MakcumanbHO fonycTumas

Temnepatypa coctaBngaet +25°C.
[nana3oH Temnepatyp, yKasaHHbIli B
FOCT 15150-69 (oT+5"C po

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

requirements per ISO 10993-7: 2008/AC 2009.
For more information regarding sterilization see the attachment.

REQUIREMENTS FOR TECHNICAL SUPPORT AND REPAIR OF
MD
Non-applicable.
INFORMATION ABOUT IMPLANT REMOVAL,EXTRACTION OR
ABSORBATION

The device is not intended to be removed.

HEALIX ADVANCE absorbable anchors are expected to be almost fully
absorbed within 24 months, with diminished traces being present up to four
years, which is well beyond the soft-tissue-to-bone healing period.

CONDITIONS OF TRANSPORTATION AND STORAGE

Desieaation
Temperature

Range
From -29°C to +50°C

Relative humidity No special conditions

Barometric pressure  No special conditions

Avoid excessive heat > 40°C (104°F).

Range
There is no specific lower
temperature limit for this
product. Maximum allowed
temperature is +25°C. The
Temperature range specified in
GOST 15150-69 (+5°C to
+25°C) is considered acceptable
storage conditions for these
products.

Desteation
Temperature
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+25°C), cyHTaeTCs nNpUeMNEMbIMH
YCNOBUAMH XPaHEHHS N8 ITHX
NPOAYKTOB

OtHocutensHa|  Her cneunduyeckux ycnosi
{1 BRAXKHOCTD

ATMOC(EepHOE Hert cneunduyeckux ycnouii
nasjieHHe

elative humidity No special conditions

Barometric pressure No special conditions

NMOPAJNOK H YCJIOBHA YTHJIU3ALNH WIH YHHUYTOXEHHSA
MU

Jlio6oe OTKPLITOE, HO HEMCHO/Ib30BAHHOE. H3/JE/HE, a TakkKe H3JENHE C
MCTEKILMM CPOKOM FOHOCTH HeOOX0AUMO YTHIH3HPOBAThL B COOTBETCTBHH C
NPUHATON MEOHUMHCKOH NpPaKTUKOH W JCHCTBYIOWIHMHM MECTHBIMM H
HaUKOHAIBHLIMK TPeBOBaHUAMM. .

Heucnonb3oBaHHbIE U3AENUS C HCTEKIIMM CPOKOM FOAHOCTH YTHIIM3MPYIOTCA
KaK OTXOAbl Knacca A B8 cooTsercTBuH ¢ Tpeboanuamu CanlluH 2.1.3684-
21.

[locne «koHTakTa C OpPraHM3MOM NAaUMEHTAa MEAHUMHCKOE H3lelHe
Knaccupuumpyercs Kak knacc b (3nmaeMHONOrHyeckH omnackblie OTXOAbI)
COraJICHO JEACTBYIOLIMM MECTHbBIM MU HAUHOHAIBHBIM TPEOOBAHUAM COrNACHO
CanlluH 2.1.3684-21.

MD DISPOSAL RULES AND CONDITIONS

Any opened but unused device. as well as an expired device should be utilized
in accordance with accepted medical practice and applicable local and
national requirements.

Unused products with expired shelf life are disposed of as Class A waste in
accordance with the requirements of SanPiN 2.1.3684-21.

After contact with the patient's body the medical device is classified as class B
(epidemiologically hazardous waste) applicable local and national
requirements according local Russian SanPiN 2.1.3684-21.

IFAPAHTHUA H PEKJIAMADMUA
[MponsBoautent He Oeper Ha ceb6A HUKAKMX JOMOAHHTENBHLIX rAPaAHTHHHBLIX
0053aTeNbCTB, 32 HCKIIOUEHHEM TEX. KOTOPBIE IOPHAHYECKH YTBEPKAEHDI.

WARRANTY
The manufacturer does not assume any additional warranty obligations. except
those that are legally approved.

HAUMEHOBAHME U IOPMIUYECKHNH AZIPEC
NPOM3BOJIUTEJISI MH H YITIOJHOMOYEHHOIO
NPEJICTABUTEJISI IPOU3BOIUTEJSI B POCCHH

NMPOU3BOJAUTEJIb:

Medos Intemational SARL (Meaoc Untepheinnn CAPJT), Chemin-Blanc 38,
Le Locle. CH-2400, Switzerland, LlIse#iuapns

YIOJHOMOUYEHHOM NPEACTABUTEJIb IPOU3BOAUTEJIS B
POCCHMU:

000 «[IxoHcon & JIxowuconn, 121614, r. Mockea, yn. Kpbinarckas, a. 17,

NAME AND LEGAL ADDRESS OF MANUFACTURER AND
AUTHORIZED REPRESENTATIVE IN RUSSIAN FEDERATION

MANUFACTURER:

Medos International SARL, Chemin-Blanc 38, Le Locle, CH-2400.
Switzerland

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER IN
RUSSIA:

Johnson & Johnson LLC,

121614, Moscow, Krylatskaya str., 17/2.
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xopim. 2. Tel. +7 (495) 580-7777, Fax: +7 (495) 580-7878
Ten. +7(495)580-7777, ®akc: +7 (495) 580-7878 DL-JNJRUMedicalQA@ITS .INJ.com,
DL-INJRUMedical OA@ITS.JNJ.com, DL-JNJRU-Medical-Regulatory@ITS.JNJ.com
DL-JNJRU-Medical-Regulatory@IT
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<Kpyrnasa nevars ¢ repbom wirara
Maccayycerc:

JIMHH H. MakKOPMAK
HOTAPUYC
COAPYXECTBO MACCAUYYCETC
CPOK IEUCTBUA MOEH JIMLIEH3UH
HUCTEKAET 10 HOSABPA 2028 TOHA>
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.

<[leyath-nakaelika (KOHIPHBKA) 30A0THCTOIO
useta ¢ repbom wTata Maccasycerc:
JIUHH H. MakKOPMAK
HOTAPHYC

COAPYXECTBO MACCAYYCETC

CPOK JIEUCTBHA MOEH JIMLIEH3UHU

HCTEKAET 10 HOABPA 2028 T'OOA>
< Haanucs ot pyru: Junn H. MaxKopsax
05 dexadpn 2022 20da >

CoriacoBaHo

«Menoc Uutepuemnn CAPJI»

Oprapwsauys

lilemen-Bnan 38, 2400 Jle Jlokns, llleeiinapus

Anpec
Crapinuit pyKOBOAWTENL OTAENA PEryJIATOPHLIX NPOrpamMm

Aomxrocts
Jlunaa Ox. bepHoe

Gamunus, KMa

05 dexabpa 2022 z00a

Aara: JJIMM.ITTT

<NOANHCAHO>

Iloumcs

HHCTPYKUHS N0 NPHMEHEHHIO

PuxcaTopul axopHsie paccachiBaomuecs HEALIX ADVANCE



I'IepeBo,q [AaHHOro TeKCTa BbINO/IHEH MEPEBOAYNKOM naXTyHOBbIM Anekceem B}'Iap.VIMI/IpOBI/IHEM.

Poccuiickas depaepaums
"opog Mocksa
[Bajuath LeCToro Aekabps Age ThicAYM ABajLaTh BTOPOro roga

A, Bepemuii KOnusa ViropesHa, BpeMeHHO MCNOHAOLLAA 0653aHHOCTM HoTapuyca ropoga Mocksbl Kopcnk
Mapun AnekcaHpOoBHbI, CBUAETE/NLCTBYIO MOL/IMHHOCTL MOANUCK NepeBoynkKa NMaxTyHosa Anekces
Bnagummnposuya.
Moanuck caenaHa B MOEM NPUCYTCTBUN.
JInyHOCTbL NoANMCaBLLErO JOKYMEHT yCTa  >BfieHa.
<p~5”"59
3apeructpupoBaHo B peectpe: Ne 77/213 H/77-2022-
YnnayeHo 3a CoBepLUeHVe HoTapuasibHo) — aerctaus: 400 py6. 00 kon.

HO.W. Bepemui

Bcero npowwHypoBaHo, NPOHyMepoBaHO
nckpenneH™eyatato 37 nuct(axos)

HOTapuyca
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