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Instruction for use
HEALLX ADVANCE PEEK Anchors

NHCTpYKLUMA N0 NPUMEHEHUIO
PukcaTopbl AKOpHble HepaccacbiBawoLmeca HEALIX ADVANCE

MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUI 1 PETUCTPALIMH MELMLIMHCKUX U3AEMM



Russian text
HAVNMEHOBAHVE MEONUMHCKOIO U3QENNA (M) METO
KITACCUNDPUNKALNA
HanmeHoBaHne MW, mogenu nnn BapuaHTbl ncnosiHeHns MU
dukcaTopbl AKOpHble HepaccacbiBarowmecd HEALIX ADVANCE:

1 ®ukcatop AKOpHbI HepaccacbiBatolmiicas HEALIX ADVANCE 4,5 mv
¢ HuTaMm DYNACORD (cuHss, 6eno-crHe-3eneHas) u Uriamu, B
cocTase:

- YcTpoiictso ans BeefieHus dukcatopa HEALIX ADVANCE - | wr;
- @dukcaTop AKOPHbIV HepaccacbiBatowmiics HEALIX ADVANCE 4,5

MM - 1WWT.;

- Hnte DYNACORD, nneteHas, cuHsad, MP 5, anvHa Hatm 91 cm - 1
L.,

- Hute DYNACORD, nneteHas, 6eno-cuHe-3eneHas, MP 5, AnnMHa HATK
91 cm- 1w,

- rnbl MO-7: pivHa 22 MM, hopma OCTpUS: KOHUYEeCKas, CTemneHb
N30rHyTOCTN 1/2 - 4 WrT.;
- CTuKepbl 45 NPOC/NeXMBaHNA - He 6osee 4 wr.;
- VIHCTpYKUMA Mo NpUMeHeHnto - 1w,

2. duKcaTop AKOpHbI HepaccacbiBatowuinics HEALIX ADVANCE 4,5 um
¢ HUTAMM DYNACORD (cuHss, 6eno-cuHe-3e/eHas), B COCTaBe:
- YcTpoiicteo anst BBeAeHust mkcatopa HEALIX ADVANCE —Lwr,;
- @ukcaTop AKOpHbIN HepaccacbiBatowminics HEALIX ADVANCE 4,5

MM —1 WrT.;
- Hute DYNACORD, nneteHas, cnHas, MP 5, aninHa HUTm 91 cm - 1
LT,
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English text

MEDICAL DEVICE (MD) NAME AND CLASSIFICATION
MD name, models or variations of MD
The HEALIX ADVANCE PEEK Anchors:

1

4.5mm HEALIX ADVANCE PEEK Anchor with DYNACORD Suture
(Blue, White/Blue/Green), With Needles (MO

- HEALIX ADVANCE Anchor Inserter Assembly

- 4.5mm HEALIX ADVANCE PEEK Anchor

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

pc.;

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

- Needles MO-7: length 22 mm, tip shape: conical, curv

pcs.;

- Tracebility labels - no more 4 pcs.;

- Instruction for use - 1pc.

4.5mm HEALIX ADVANCE PEEK Anchor with DYNACORD Suture
(Blue and White/Blue/Green):

- HEALIX ADVANCE Anchor Inserter Assembly

- 4.5mm HEALIX ADVANCE PEEK Anchor

- DYNACORD suture, braided. Blue, MS 5, suture len

pc.;

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

- Tracebility labels - no more 4 pcs.;

- Instruction for use - 1pc.

4.5mm HEALIX ADVANCE PEEK Anchor with DYNACORD Suture
(Blue, White/Blue/Green, White/

- HEALIX ADVANCE Anchor Inserter Assembly



HEALIX
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dunkKcaTop AKOpPHbI HcpaccacbiBatowmninca HEALIX ADVANCE 5,5 mm
CHMMAMIDYNACORD (cuHss, 6eno-crHe-3eneHas, 6eno-yepHas), B

cocTaBe:
- YcTpoictso ang BeefeHus gukcatopa HEALIX ADVANCE - 1wt
- duyKcaTop SKOpHbINA HepaccacbiBatowmiics HEALIX ADVANCE 5,5
MM - 1T,

- Hute DYNACORD, nneteHad, cnHas, MP 5, gaimHa HUtn 91 cv - 1
.,

- Hute DYNACORD, nneteHas, 6eno-cuHe-3eneHas, MP 5, AnnHa HATK
91 cm- 1w,

- Hute DYNACORD, nneteHasi, 6eno-yepHas, MP 5, annHa HUTH 91 cm
- luwr.;

- CTuKepbl 4na NpocnexusaHnsa —He 6onee 4 Wr.;

- IHCTpyKUMA MO NPpUMEHEHMIO - 1 LWT.

dukcaTop AKopHbI HepaccacbkiBatowmiics HEALIX ADVANCE 5,5 Mv
¢ HuTAMM DYNACORD (cuHsas, 6en10-CuUHe-3e/eHas) 1 urnamu, B
cocTase:

- YcTpoiictso ans BBefeHus gmkcatopa HEALIX ADVANCE - 1wt

- Pukcartop AKopHbIN HepaccackiBatowwmincs HEALIX ADVANCE 5,5
MM - 1T,

- Hute DYNACORD, nneteHas, cuHasa, MP 5, ganHa HUTK 91 cm - 1
L. ;

- Hute DYNACORD, nneteHas, 6eno-cuHe-3eneHas, MP 5, innHa HUTK
91 cm —1 wr.;

- rnbl MO-7: gnvHa 22 MM, (hopma OCTPUSA: KOHUYeCKast, CTemneHb
n3orHytoctu Ir; - 4 wr,;

- CTUKepbl AN NpocnexunsaHns —He 6onee 4 wWr.;

- IHCTpYKUMA N0 NpUMEHEHWIO - 1 LWT.

dukcaTop AKOpHbI Hepaccacbiatowwmiics HEALIX ADVANCE 6,5 v
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7.

-5.5mm HEAIJX ADVANCE PEEK Anchor
- DYNACORD suture, braided. Blue, MS 5, suture length 91cm

pc.; .

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

- Needles MO-7: length 22 mm, tip shape: conic

pcs.;

- Tracebility labels - no more 4 pcs.;

- Instruction for use - 1pc.

6.5mm HEALIX ADVANCE PEEK A

(Blue and White/Blue/Green):

- HEALIX ADVANCE Anchor Inserter Assembly

- 6.5mm HEALIX ADVANCE PEEK Anchor

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

pc.;

- DYNACORD suture, braided, White/Blue/

length 91cm - 1pc.;

- Tracebility labels - no more 4 pcs.;

- Instruction for use - 1pc.

6.5mm HEALIX ADVANCE PEEK Anchor with DYNACORD Suture
(Blue, White/Blue/Green, White/Black):

- HEALIX ADVANCE Anchor Inserter Assembly

- 6.5mm HEALIX ADVANCE PEEK Anchor

- 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 - 1pc.

6.5mm HEALIX ADVANCE PEEK Anchor with DYNACORD Suture
(Blue, White/Blue/Green), With Needles (MO

- HEALIX ADVANCE Anchor Inserter Assembly




- AT
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10.

11.

MM —1 WT.;
- Hute DYNACORD, nneteHas, cnHaa, MP 5, pnnHa HuTtm 91 cm - 1

.,
- Hutb DYNACORD, nneteHasi, 6eno-cuHe-3eneHas, MP 5, AfivHa HATK
91 cm- 1w,

- Nrnbl MO-7: gnuHa 22 MM, (hopma OCTpUs: KOHWYECKast, CTeneHb
M30rHyTOoCTM 1/2; —4 WT.:

- CTUKepbl 419 NPOCNeXUBaHUs - He 6onee 4 LWT.;

- IHCTpYKLMA N0 NPUMEHEHMIO - 1 L.

dukcaTop AKopHbIn HepaccacbiBatowmiics HEALIX ADVANCE 4,5 vum
¢ HUTaMn PERMATAPE (cunHsas) 1 PERMACORD (6eno-yepHas), B
cocrase:

- YcTpoincTtso 15 BBefeHus dukcatopa HEALIX ADVANCE - 1wr,;

- PukcaTop AKopHbIA Hepaccacbisarowmiics HEALIX ADVANCE 4,5
MM - 1WT.;

- Hute PERMATAPE, nneteHas, Nnockas, CUHSS, LWWAPUHOW 2,5 MM,

- Hute PERMACORD, nneteHasi, 6eno-yepHas, MP 5, annHa HUTK 91
cm —1 wr,

- CTUKepbl 419 NPOCNeXMBaHWA - He 6onee 4 WT.;

- VIHCTpYKLUMA N0 NPUMEHEHMUIO - 1 LUT.

duKcaTop AKOpHbI HepaccacbkiBatowwmiics HEALIX ADVANCE 4,5 um
¢ HuTaMmn PERMATAPE (6eno-cuHss) 1 PERMACORD (cuHsis), B
cocrase:

- YcTpoiicTBo Ans BeeaeHus gmnkcatopa HEALIX ADVANCE —1 wr;
- duKcaTop AKOpHbIN HepaccacbiBatowmiicas HEALIX ADVANCE 4,5
MM - 1WWT.;

- Hute PERMATAPE, nneteHasi, nnockas, 6en10-CUHss, LUMPUHON 2,5
MM, A/IMHA HUTK 96 cm - 1T,
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13.

14.

16.

length 96cm —1 pc.;

- PERMACORD suture, braided, White/Black, MS 5, suture length
91cm- 1pc,;

- Tracebility labels - no more 4 pcs.;

- Instruction for use - 1pc.

55mm HEALIX ADVANCE PEEK Anchor with PERMATAPE
Suture, White/Blue

- HEALIX ADVANCE Anchor Inserter Assemb

- 5.5mm HEALIX ADVANCE PEEK Anchor

- PERMATAPE suture, braided. Flat, White/Blue, width 2,5 mm.
suture length 96cm - 1pc.;

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

- Tracebility labels - no more 4 pcs,;

- Instruction for use - 1pc.

6.5mm HEALIX ADVANCE PEEK Anchor with PERMATAPE
Suture, Blue

- HEALIX ADVANCE Anchor Inserter Assembly

- 6.5mm HEALIX ADVANCE PEEK Anchor

- PERMATAPE suture, braided. Flat, B

length 96cm - 1pc.;

- PERMACORD suture, braided, White/Black, MS 5, suture length
91cm- 1pc,

- Tracebility labels - no more 4 pcs.;

- Instruction for use - 1pc.

6.5mm HEALIX ADVANCE PEEK Anchor with PERMATAPE
Suture, White/Blue:

- HEALIX ADVANCE Anchor Inserter Assembly

- 6.5mm HEALIX ADVANCE PEEK Anchor

- PERMATAPE suture, braided, Flat, White/Blue, width 2,5 mm.
suture length 96cm - 1pc.;

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

- Tracebility labels - no more 4 pcs.;



-Hwutb I*E:RMACORL>, nneteHas, cuHAa, MI* 5, NnHaA HUTK cm — 1 - Instruction for use - 1lpc.
L. ;

- CTuKepb! 4ns NpocnexuBaHns - He 6onee 4 Wwr.;

- VIHCTpyKUMA No npyMeHeHuto - 1 L.

12. dukcaTop AKOpHbI HepaccacbiBatowmiics HEALIX ADVANCE 5,5 vm
¢ HUTaMn PERMATAPE (cuHsas) 1 PERMACORD (6eno-yepHas), B
coCcTaBe:

- YcTpoicTBo 415 BBefeHWs dukcatopa HEALIX ADVANCE —1 wr.;
- duKcaTop SKOpHbIA HepaccacbiBarowmiica HEALIX ADVANCE 5,5
MM - 1T,

- Hute PERMATAPE, nneteHas, Naockasi, CUHASA, LUMPWUHON 2,5 MM,
ANNHA HUTK 96 cm —1 Wit

- Hute PERMACORD, nneteHas, 6eno-vepHas, MP 5, annHa HuTH 91
cm- 1wt

- CTuKepbl 419 NpocneXxunsaHns - He 6onee 4 Wr.;

- IHCTpYKLUMA N0 NPUMEHEHWIO - 11T,

13. dukcaTop AKOpHBbI HepaccacbiBaowmiica HEALIX ADVANCE 5,5 mv
¢ HUTAMM PERMATAPE (6eno-cuHsas) n PERMACORD (cuHss), B
cocrase:
- YcTpolicTeo ans BeeaeHus gukcatopa HEALIX ADVANCE - 1w,
- duKcaTop SKOPHbIV HepaccacbiBarowmincs HEALIX ADVANCE 5,5
MM - 1wrT.;
- Hute PERMATAPE, nneteHas, niockas, 6e10-cuHss, WPUHOW 2,5
MM, A/IMHA HATK 96 cM - 1 WT,;
- Hute PERMACORD, nineteHas, cuHas, MP 5, gaivHa HUTm 91 cm - 1
.,
- CTuKepbl 419 npocnexunsaHns - He 6onee 4 wr.;
- IHCTpYKLMA MO NPUMEHEHWIO - 1 L.

14. dukcaTop AKOpHbIA HepaccacbiBatowmiics HEALIX ADVANCE 6,5 Mv

Further in the text the following names of the medical device can be used:
device, HEALIX ADVANCE Anchor

The medical devices names can be mentioned in the text in abbrevi
form for information perception convenience.
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c HUTAMMU PERM ATAPE (cuHaa) n PERMACORO (6eno-yepHas), B
cocTaBe:

- YcTpoiicTBo N1 BBefeHus qmkcatopa HEALIX ADVANCE - 1w,
- dukcaTop SKOpHbIA HepaccacbiBatoLminca HEALIX ADVANCE 6,5
MM - 1wT.;

- Hute PERMATAPE, nneteHasi, N10CKas, CUHAS, LMPUHOW 2,5 MM,
ANMHA HATKM 96 cM - 1 WwiT,;

- Hute PERMACORD, nneteHas, 6eno-yepHasd, MP 5, gnnHa Hutm 91
cm- | wr,;

- CTUKepbl 4N NPOCNeXnBaHusA - He 6onee 4 wr.;

- VIHCTpYKUMA NO NPUMEHEHWIO - 1 L.

15. ®dukcartop SKOpHbIN HepaccacbiBatoLminics HEALIX ADVANCE 6,5 mm
¢ HuTAMn PERMATAPE (6eno-cuHsisi) u PERMACORD (cuHsis), B
cocTase:

- YcTpolicTeo Ans BBeaeHms gmkcatopa HEALIX ADVANCE - 1wt
- dukcaTop AKOpHbIA HepaccacbiBatoLminics HEALIX ADVANCE 6,5
MM - 1T,
- Hute PERMATAPE, nneteHast, niockasi, 6eno-CuHsAs, LWPUHORN 2,5
MM, A4NHA HATK 96 CM - 1 WT.;
- Hute PERMACORD, nneteHas, cuHas, MP 5, annHa HUTM 91 cm - 1
L. ;
- CTUKepbl 4Na NPOCNeXMBaHNA - He 6osee 4 WT.;

- VIHCTpYKUMA NO NPUMEHEHWUIO - 1 L.

[anee Mo TekcTy MOryT WCMNOMb30BaTbCA CleAyrolie  HauMeHOBaHUS
MeuuUMHCKOro u3genus: usgenve, dmkcatop HEALIX ADVANCE, HEALIX
ADVANCE.

HavMeHOBaHMS MeAULMHCKUX W3AENMIA MOTyT ObITb YMOMSHYTbI B TEKCTe B
COKpaLLEeHHO hopMe ANt ya06cTBa BOCNPUATUS MHGOPMaLMW.
Knaccugmkaunsa MU MD classification

Knacc B 3aBMCMMOCTV OT CTEMeHV MOTeHLMaNbHOro pucka npumeHeHnss B The class, depending on the degree of potential risk of medical u
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MEeANUMNHCKNX LeNnAxXx B coortseTcTBUM C HOMeHKNaTypHbLIM Knaccuc|)katopom according to the nomenclature classifier Ot medical devices:
MEAULUMHCKNUX nsgennii: 26.

HA3HAYEHVE MEAVNLUMNHCKOI O N3AENNA N NMPUHUWIBI INTENDED USE AND PRINCIPLE

JENCTBUSA The HEALIX ADVANCE PEEK

dukcatopbl  AKOPHbIE HepaccacblBaroLmecs HEALIX  ADVANCE fixation.

npegHasHayeHbl 418 PUKCaLMY MATKUX TKAHE K KOCTW.

MOKA3AHUA N NMPOTUBOIMOKA3SAHVA K MPUMEHEHWIO M INDICATIONS AND CONTRAINDICATIONS

BO3MO>XHbIE NMOBOYHbIE S®PEKTbI POSSIBLE ADVERSE EFFECTS

MokasaHuns Indications

PukcaTop AKOpHbIA HepaccacbiBatowmiicas HEALIX ADVANCE c¢ Hutamm The HEALIX ADVANCE Anchor

DYNACORD npefHasHayeH [AJ11 MCMONb30BaHUA npu  ¢mkcaumm wmsarkmx indicated for use in soft tissue to bone fixation in association with post
TKaHell K KOCTU C MOCneonepaumoHHO MMMOoGWM3aumelii B HKecnegyrowmx —operative immobilization as follows:

cnyyasix: 1 Shoulder
1 MMneyo *  Rotator Cuff Repair
e [lnactuka poTaToOpHO MaHXeTbI »  Bankart Repair
* BoccTtaHoBneHne no baHkapTy *  SLAP Lesion Repair
»  BoccTaHoBneHne nospexaeHnin SLAP (BepxHeli cycTaBHOM ry6bl nonatku  «  Biceps Tenodesis

cnepeaun Haszap) *  Acromioclavicular Separation Repair
e TeHoAe3 ABYrNaBol MbiLLLbI NaeYa *  Deltoid Repair
* BoccTaHoBNeHMe paspbiBa aKPOMUAIbHO-KNHOUNYHOTO COU/IEHEHWA e Capsular Shift or Capsulolabral Reconstruction
* [MnacTuka AenbTOBULHON MbILLLLbI 2. Foot/ Ankle
e BoccraHoB/TENbHAA MNAacTUKa Karcy/bl U ry6bl CyCTaBHON BNaAWHbI UN e  Lateral Stabilization

CMeLLeHNs Kancybl *  Medial Stabilization
2. Crtona/ nogbhkka » Achilles Tendon Repair
* JlaTepasibHas cTabunmsaums 3. Knee
*  MepamnanbHasa ctabunmnsaums *  Medial Collateral Ligament Repair
e [Mnactuka axmnsioBa CyX0oXums o Lateral Collateral Ligament Repair
3. KoneHo e  Posterior Oblique Ligament Repair
e MnacTuka MegnanbHO KonnatepasbHON CBA3KM o lliotibial Band Tenodesis
e Tnactuka natepasbHOW KonnatepasbHOM CBA3KM 4. Elbow
* [nacTuka 3afHei KOCON CBA3KM »  Biceps Tendon Reattachment
e TeHopae3 noaB3aoLWHO-60/bLLIEOGEPLOBOrO TpaKTa e Ulnar Collateral Ligament Reconstruction
4. JlokoTb e Radial Collateral Ligament Reconstruction
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- PeKOHCTPYKUMSA pagmanbHON KoNnnatepanbHOW CBA3KMU

MpoTnBONOKasaHUA
MpoTrBONOKa3aHUa A1 rkcaTopa SKOPHOro HepaccacbiBatowmrocas HEALIX

ADVANCE ¢ Hutamn DYNACORD:

. Mpoueaypbl, OTANYHbIE OT TEX, UTO YKasaHbl B pasgene «lMokazaHus».

. MaTtonorna Koctu (Hanpumep, KMCTO3HbIE U3MEHEHUS U BbIPAXKEHHbIN
0CTeOornopo3), KOTopas MOXKET MPEenATCTBOBATb HALEXHOW (hMKCaLMK SKOpS.

. MaTonornyeckre M3MeHeHUst MArKUX TKaHel, (PUKCUPYEMbIX K KOCTMW.
KOTOpble MOTyT MPENSTCTBOBATb HAAEXHOM (hMKCaLmM C NOMOLLBHO SKOpS.

. Pa3gpobieHne NOBEPXHOCTM KOCTW, KOTOPOE MOXET MpensTCTBOBaTb
HaJeXXHON (hnmKcaLmm SKops.

. ®usnyeckme COCTOSIHMSA, KOTOpPble MeLlalT WAM MOryT MNoMeLaTb

afeKBaTHOMY MPWXKMBMEHUIO WMMAaHTaTa WM 3aMEANsOT  3aKMB/EHME,
HanpuMep HapyLUeHne KPOBOCHAGXKEHUS!, NepeHeceHHas HMEKUUS U T. .

. YCnoBusi, He NO3BONSHOLLME MALMEHTY OTPaHNUNTL CBOO eATENLHOCTb U
CNefoBaTh VHCTPYKLUMSIM B TEUEHME BOCCTAHOBUTENBHOMO Mepuofa.

MpoTuBoOnoKasaHua Ana ukcaTopa AKOPHOro HepaccacbiBatowmrocs HEALIX
ADVANCE c Hutamm PERMATAPE:

. Mpoueaypbl, OTAUYHbIE OT TeX, UTO yKasaHbl B padaene «lMokasaHus».

. MaTonorms Koctu (Hanpumep, KUCTO3Hble U3MEHEHWS U BbIP&XKEHHbII
OCTEO0ropo3), KOTopas MOXET MPenATCTBOBaTb HaJeXHON (h1KCcaLymn AKOpS.

. Matonornyeckme U3MeHeHUs MATKUX TKaHel, (MKCUPYEMbIX K KOCTMW.
KOTOpble MOTYT MPensATCTBOBaTb HAaZEXHON UKcaLmm C MOMOLLBIO SKOPS.

. Pa3gpobneHne MOBEPXHOCTM KOCTW, KOTOPOE MOXET MpensTCcTBOBaTh
HaZleXXHOW (prkcaumm SKops.

. ®Pu3nyeckme COCTOAHMS, KOTOpble MeLlalT WM MOryT MoMeLlaTb

afleKBaTHOMY MPWXMBMEHUIO MMMNAHTaTa WM 3aMefIstoT  3aKMBNEHUE.
HarnpyMep HapyLLUeHVe KPOBOCHAOXEHUS, NepeHeceHHas UHGeKUMs U T. 4.

. YCnoBus, He NO3BONSIOLLME NALMEHTY OFPaHUYNTL CBOKO AEATENbHOCTb U
cnefloBaThb MHCTPYKLMSIM B TEUEHME BOCCTAHOBUTENLHOIO Nepuosa.
. duKcaTop He NpeHa3HaueH A1 KPenaeHUs NCKYCCTBEHHbIX CBSI30K U He
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Contraindications

Contraindications for the HEALIX

. 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 tiss

prevent their secure fixation by the anchor.

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

PERMATAPE:
. 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 fi
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 h

previous infection, etc.

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

This anchor is not designed for and should n

ligaments.

11
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5. MoBopauwuBalixe pyudyky ycrpolictBa ;blld BBegeHUA HAKOPS HO YacoBOW

CTPENKe, MOKa fnasepHas METKa Ha CTep)KHe YCTPOCTBa [ BBeAEHMS

AKOpA He 6yp,eT pacnonoxeHa BpoBeHb C NOBEPXHOCTLHO KOCTW.

6. OTKpoOiTe CKOMb3ALLMIA YEXONT Ha YCTPOWCTBE ANS BBEAEHUS W W3BMEKUTE

HUTb LLUOBHOI0 Marepuasa.

7. W3BneknuTe 13 SIKOPS YCTPOICTBO AN BBEAEHWS, OTTSHYB €ro Hasaj 3a

PYHKY.

8. 3aTdAHMTe (C HOpManbHbIM YycunvMem) KoHubl HuTU. YPE3MEPHOE
YCUTIME MOXET TIPUBECTU K TIEPEMPY3KE HAKOPA WA

LLIOBHOW HUTW.

cnonb3yite HUTb, NpeAHa3HauYeHHYI0 AN (OUKCALMN MATKUX TKaHe.
O6cToATENLCTBA, MPU CCOTOPbLIX CEAYET 3aMEHUTb UMW YA/TUTb PUKCATOpP

Healix Advance PEEK

HeT 06CToATENLCTB, MPK KOTOPbIX HYXHO yaanuTb Healix Advance PEEK.
Healix Advance PEEK HaxoguTcs B Tesie nauueHTa BCHO XXM3Hb Moc/e
YCTaHOBKMW.

MoTeHuManbHble noTpebutenn M

Monb3oBaTeNn, XOPOLLO BafetoLLme NpoLesypamMm 1 METOANKaMM, CBA3AHHbIMY
C MPUMEHEHNEM HepaccacbIBAtOLLMXCS HUTEN, MOCKO/bKY PUCK OTKPbLITUS paHbl

3aBUCUT OT MECTa 3allnBaHNA N UCMOJIb3YEMOI0 MaTepuasia HATW.

Ycnosus npuMeHeHus/akennyataumum M

MeauuMHCKOe u3aenvMe PeKoMeHAYeTCA WCMOoMb30BaTb B 3KCMAyaTauMOHHbIX

YCNOBUAX, YKa3aHHbIX B TAB/MLIE HUXKE.

Tabnmua 1 YCnoBus OKpy>KatoLweli cpebl 1 aKcnayaTaumu.
YCnoBust OKpyXKaroLLen cpepl

BnaxkHOCTb HeT creupasibHbIX YCoBuiA
Temnepatypa 21-24 °C

[asneHve HeT crielpasibHbIX YCoBWIA
Ycnosua akcnnyatauum

BnaxHoCTb 100%
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9. Use the suture provided for soft

Circumstances in which it is necessary to remove or replace the
Healix Advance PEEK

There are no circumstances in which it is necessary to remove or replace the
Healix Advance PEEK. Healix Advance PEEK will be in patient’s body
during all life after instalation.
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

site of application and the suture material used.

Use/operation conditions of MD
The medical device is recommended for use
indicated in the table below.

Table 1 Environmental and operation conditions
Environmental conditions
Humidity
Temperature
Pressure
Operation conditions
Humidity

13



TemnepaTtypa 32-42 "C:
[NlaBneHve HeT cneyunanbHbIX ycnosum

OMMCAHWME OCHOBHbIX ®YHKLWMOHAJIbHbIX 9JIEMEHTOB MU
O6Lee onucaHne MPYHKUNOHa/TbHBIX 3/1eMeHTOB MU

dukcaTop SKOpHbIA HepaccacbiBatowmecs HEALIX ADVANCE npegctasnser
coboli HepaccacblBaloLLMIACA HUTEBOIN (huKcaTop € pe3bOoi, NpeaBapuTesibHO
YCTaHOB/IEHHBIV HA OHOPa30BOE YCTPOWCTBO A1 BBEAEHWA C ABYMS UM TPEMS
HUTSMKU Ne 2. dukcatop Healix Advance n3rotoB/ieH 13 NonMagupaMpKeToHa
M JOCTyneH B Tpex pasmepax: 4,5 mm, 55 Mm 1 6,5 mm. dukcatopbl Healix
Advance uUMelOT pe3bb0BYH KOHCTpyKumto. LLoBHbIM maTepuan Dynacord
[OCTYMNEH B TPexX LBeTax: CUHWIA, 6efo-CrHMe- 3eMeHblid U 6eno-yepHblil. OH
M3roTaB/IMBAETCA B OCHOBHOM W3 CBEPXBbICOKOMONEKYNAPHOro MOANITUNEH],
TaKke cogepXxut nonvaup MI3T, cunnkoH 1 Hebonbwoe Konmnyectso NaCl n
Kpacuteneii.  beno-yepHblil  WOBHbLIA  MaTepuan  Dynacord — cofepXuT
HEennoHoByt0 HWUTb. Dynacord cOCTOMT M3 [ABOVHOM 06G0NOYKM U CepaeYHUKa.
KoHcTpyKumsa Dynacord ycTonuMBa K PacTsXKEHWUO - KOrfa OH MofBepraeTcs
Bo3genicTButo  BogHon cpedbl, NaCl BbiMbIBaeTca ©3 €ro  CepAueBMHbI,
3aMeLLasncb OKPYXKatoLLEen XMAKOCTbIO, B pesysibTaTe Yero LUOBHbIA MaTepuas
pacluMpseTca B pafMalbHOM HarnpaB/ieHUM W YKOpauMBaeTCs B OCEBOM
Hanpae/ieHWK, eCIN NPUCYTCTBYET PbIX/IOCTb.

dukcaTopbl AKOpHblE HepaccacblBatowmecs Healix Advance ¢ LWOBHON HUTbIO
Permatape npeActaBnatoT  COOOM  HUTEBble  (hMKCaTOpbl C  Pe3bboir,
MpeABapuTeIbHO YCTaHOB/IEHHbIE HA OAHOPA30BOe YCTPOWCTBO ANA BBELEHMSA,
npeaHasHayeHHble 419 (UKcaummn O4HON HUTK LLIOBHOrO Matepuana Permacord
No 2 1 OAHOM HUTW LIOBHOrO MaTepuana Permatape K kocTu. LLIOBHbIM MaTepuman
Permacord Heabcopbupyembli 1 JOCTyneH B ABYX LBEeTax: CWHWIA, 6eno-
yepHbIi. LLIOBHbIA MaTepuan Permatape HeabcopbupyeMblil 1 [OCTYNEH B ABYX
LIBETaX: CUHWIA, 6eN0-CUHUIA.

dukcaTopbl AKOpHble HepaccacbiBatolmecs Healix Advance ¢ LIOBHOW HUTBIO
Permacord npeacTtaBnstoT  coboM  HUTeBble  MKcaTopbl C  Pe3bboi,
npeaBapuTeibHO YCTaHOB/EHHbIE HA OLHOPA30BOE YCTPOWCTBO [19 BBeAEHMS,
npegHa3HayeHHble 419 pukcaunm aByX wnm Tpex HUTe Ne 2 K KOCTU.
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lemperature

Pressure
DESCRIPTION OF MAIN FUNCTIONAL ELEMENTS OF MD
General description of functional elements of MD
The Healix Advance PEEK Anchors with Dynacord are non
suture anchors preloaded with two or three strands of #2 suture on a
disposable inserter assembly. The Healix Advance Anchor component is
manufactured of PEEK material and is provided in three sizes: 4.5mm,
5.5mm and 6.5mm. Healix Advance Anchors have threaded design. The
Dynacord suture component is
white/blue/green and white/black. It is
Molecular Weight Polyethylene, also containing PET polyester, silicone and
small amount of NaCl and colorants. The white/black Dynacord contains a
strand of Nylon. Dynacord is composed of a double sheath a
Dynacord’s design is laxity resistant
environment, NaCl elutes out of its core, replaced by surrounding fluid,
causing the suture to radially expand and axially shorten, if laxity is
The Healix Advance PEEK Anchors with Permatape Suture are non
absorbable threaded suture anchors preloaded on a disposable inserter
assembly intended for fixation of one strand of #2 Permacord Suture and
one strand of Permatape Suture to bone. The Permacord Suture is non
absorbable and is provided in two colors: blue and white/black. The
Permatape Suture is non-absorbable and is provided in two colors: blue and
white/blue.
The Healix Advance Anchors with Permacord are non
suture anchors preloaded on a dispo
fixation of two or three strands of #2 suture to bone.

Anchor Inserter Shaft Inserter Handle

/ /

Fig. 1- HEALIX ADVANCE Anchor Inserter Assembly

14



« fpamito< ST

Puc. 1- ¥YcTpoiicTeo a5 BeefdeHus qukcatopa HEALIX ADVANCE F1g. 2 - HEALIX ADVANCE PEEK

Blue

Puc. 2 - dukcatop HEALIX ADVANCE PEEK Vel

CuHas Whitc/'Blue'Grecn

Beno-uepnas Fig. 3 - DYNACORD Suture

Beno-cuHe-"H;ncHaa

Puc. 3 - HuTb DYNACORD

A
Y
N
X
WIiite/Blue Blue
| Fig. 4 - PERMATAPE Suture
beno-cuHas CuHsan

Puc. 4 - Hutb PERMATAPE

15
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Beno-yepHasn CuHss

\Vliite-black Blue
Puc. 5 - Hute PERMACORD Fig. 5 - PERMACORD Suture
B0O3MOXHOCTb M METOAbI MHTErpauumn ¢ Apyrumm MeguuuHCKNMU The possibility and ways of integrating with other medical devices

N30eNnNAMN The Healix Advance PEEK Anchors can be used with Healix Advance awl,
dukcaTopbl  SIKOpPHble  HepaccacbiBatollmecs  Healix  Advance wmoryt Healix Advance tap, Healix Advance drill

npumeHsTbe ¢ wwmnom Healix Advance, ¢ meTtumkom Healix Advance, ¢ 2010/08388.These instruments are Class | reusable in

ceepiom Healix Advance, perucTpaumoHHoe ygaoctoBepeHve Ne ®C3 to the above instruments, other instruments may be used at the discretion of
2010/08388. 3TV MHCTPYMEHTbI OTHOCATC K MHOropasoBbiM WMHCTpymeHTam the surgeon and depending on the availability of registration in the Russian
Knacca | Kpome  BblLLENEPEUNCNEHHbIX  MHCTPYMEHTOB  MOryT  6biTb  Federation.

MCMO/b30BaHbl ApPYrue UHCTPYMEHTbI Ha YCMOTPEHWE XMpypra u COracHO ero

OMnbITY, a TaKXKe B 3aBUCUMOCTM OT Ha/IMumnsa permctpauum B PO.
OcCHOBHbIe TeXHMNYeCKMe xapakTepmucTtukn MW / Main technical characteristics of MD

Tabnunua 2. OCHOBHbIE TEXHUYECKME XapaKTepUCTUKN n3genus B coope / Table 2. Main technical characteristics of asse

[nvHa n3genns B cbope ¢ gonyckamy  1/lvpunHa usgenms B c6ope ¢ BbicoTa nsgenusa B coope C
(MMEMM) ponyckamn (MmM+mMm) ponyckamun (MmMxmMm)

Length of Assembled product with Width of Assembled product with Height of Assembled product with
tolerances (mm) tolerances (mm) tolerances (mm)

256,616 + 1,270 19,05 £0,127 19,05 £0,127

16
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laGjiHua 3. TexHMnueckune xapaktepuctnkm witndta/ Fable 3. Teclinical characteristics of the pin

[OnvHa wrtudgTa ¢ AvaveTtp wtngptac  Auametp wrugrta AnvHa wWTnda, LLlepoxoBatocTb,  TBepAocTb (
ponyckamn (MMEmMM) v Aonyckamu C Aonyckamu romeLlaemMas B He 60s1ee (MKM)
(atonmbl) (MMEmM) 1 (arorMbL) — (MM-MM) Y PYKOATKY, C
(aronmbl) Jonyckamm
(MMEMM) 1
(aroimbl)

Length of pinwith tolerances Diameter of pinwith  Diameter of pin The length ofthe  Roughness, not Hardness

and (inches) tolerances with tolerances pin that fits into more (pm)
(mmzmm) and (mm-mm) and the handle
(inches) (inches) tolerances
(mmzxmm) and
(inches)
1571 £0,4 (6,185 £0,015) 4,5+ 0,025 3,7-3,73 (0,1455- 25,4 0,381 3,2 50
(0.1762 £0.0010) 0,1470) (1+0,015)

Tabnuua 4. TexHuueckue xapaktepuctukm pydku / Ta lie 4. Technical characteristics of handle

[viHa pyyku ¢ gonyckamn (MM+MM) 1

(aronmbl)

Length of handle with tolerances (mm+mm)

and (inches)

108 +2,54 (4,25 +0,1)

[nameTtp pyyku ¢ fonyckamu
(MMEMM) 1 (aroiMmbl)
Diameter of handle with
tolerances (mm+mm) and
(inches)

19,05 +0,381

(0,750 £0,015)

Tabnunua 5. OCHOBHbIe TEXHMYECKME XapaKTepucTnkn gmkcatopa / Table 5. Main technical characteristics of anchor

[nvHa dmkcaropa ¢ gonyckamu
(MMzMM) ¥ (aHOMMBI)

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

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

[namveTp (mkcaTopa ¢ [viHa pe3bbbl ¢ LLlar pe3bbbl €
fonyckamun (MM+MMm) 1 ponyckamu (MMxMm) 1 gonyckamu (MMEMm) Y
(aroimbr) (arombl) (arolimbl)

Diameter of anchor with Length of thread with Thread pitch with
tolerances (mmzmm) and  tolerances (mmz=mm) tolerances (mm+mm)
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mid (inches)

(inches) and (inches)

17,5 +0,25 (0,688 +0,010) 45+0,13 . 12 3,66 +0,13 (0,144 +
(0,179 + 0,005) ansi 0,005)
dvkcaTopa 4,5 Mm/ for (0.4881!»0"-

anchor 4,5 mm
55+0,13

(0,217 +£0,005) ons
(hmkcaTopa 5,5 mm/ for
anchor 5,5 mm

* 650,13

(0,257 £ 0,005) ana
(hmkcaropa 6,5 mw/ for
anchor 6,5 mm

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

(0,498!1::2") ans

(hmkcaTopa 5,5 mm/ for
anchor 5,5 mm

(0,488!1*;™) pns

({3vKcaropa 6,5 mm/ for
anchor 6,5 mm

Tabnuua 6. OCHOBHble TEXHUYECKME XapaKTepucTukun urnbl / Table 6. Main technical characteristics of needle

OnnHa dopma CreneHb OnameTp Octpota  TsepgocTb  LllepoxosatocTb LllepoxoBaTocTb
UMbl C ocTpus M30THYTOCTU  UI/bl C UrMbl, H& Wbl MO MOBEPXHOCTU MOBEPXHOCTM
JonycKamu ponyckamun  6onee Bukkepcy*  Wrnbl Ha I /bl B 30He
(MM£MM) (MM£MM) (Mm) (H/mm™) CTEPXHE U KpenneHns
OCTpue Ra*, He  LUOBHOM HUTK
6onee (MKM) Rz*, He 6onee
(MKM)
Length of  Tip shape Degree of Diameter Needle Needle ¢ Roughness of Roughness of
the needle curvature of the sharpness, hardness the needle the needle
with needle with not more  due to surface on the surface in the
tolerances tolerances  than (mm) Vickers* rod and tip Ra*, area of suture
(mmzxmm) (mmzmm) (N/mm"™) not more than thread
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not more than
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1V -4900- 0,32 20

6475
NpPOn3BOAMTENb HE M3MEPSET 3TN NapameTpbl NoKanbHO / The manufacturer doesn’t measure this parameter in house

0,197 =X« 0,025

0,02

22 =%0,38 1 KoHunueckas 1/2

Tabnumua 7. OCHOBHble TeXHUYeCKMe XapakTepucTnkn HuTein DYNACORD, PERMACORD / Table 7. Main technical
PERMACORD
Hutm DYNACORD, PERMACORD nocTaBnstoTca 6e3 nokpbITus. Takke HUTK He 3a(pMKCUPOBaHbI B pukcaTope (NpoLeTsbl BHYyTpK)./

PERMACORD threads are supplied uncoated. Also, the threads are not fixed in the anchor (pulled inside).

HanmveHoBaH  CTpyKTypa HUTK HomuHanbH  daktuyecka MeTpuyeck — [duametp (MMEMM) YnnnHeHne
Ve as anvHa A ANnHa vin pasmep npw paspbise
(MM£MM) c
OTK/IOHEHUAM
W, He bonee,
(%)
Name Thread structure Nominal Actual Metric size  Diameter (mmzmm) Elongation at
length length break with
(mmxmm) deviations,
no more, %
HuTb MHOrounaMeHTH g 1414 = He meHee 5cornacHo  MuHumanbHblid/individ 40
DYNACOR  pie: nneteHble/ 895,72 (He OCT ual min 0,550 £ 0,127
D cuHsas/ meHee 98%  31620- ~:pegHnin/AYO 0,590 -
DYNACOR  Multifilament: oT 2012/5 0,670 £0,127
D blue braided HOMMHanbH  accordingto  MakcumanbHbIiA/indivi
o anvHbl ¢ GOST dual max 0,680 £0,127
yyeToM 31620-2012
[0MYCKOB)
Not less
than 895,72
(Not less

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Hutb
DYNACOR
D 6eno-
CMHe-3eneHas
/

DYNACOR
D white-
blue-green

HuTb
DYNACOR
D 6eno-
yepHas/
DYNACOR
D white-
black

MHorodwviameHTH
ble: nneTeHble/
Multifilament:
braided

MHorogunameHTH
ble: nneTeHble/
Multifilament:
braided

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

than 98~ of
nominal

length with
tolerances)
He meHee
895,72 (He
MeHee 98%
oT
HOMWHa/IbH
OV A/ INHBI C
YYeTOM
[0MYCKOB)
Not less
than 895,72
(Not less
than 98% of
nominal
length with
tolerances)
He meHee
895,72 (He
meHee 98%
oT
HOMMWHa/IbH
Ol [/INHbI C
y4yeToM
A0MYCKOB)
Not less
than 895,72
(Not less
than 98% of
nominal
length with
tolerances)

S cornacHo
rocr
31620-
2012/5
according to
GOST
31620-2012

5 cornacHo
roCT
31620-
2012/5
according to
GOST
31620-2012

MuHumanbHbli/individ 40
ual min 0,550 + 0,127
CpepgHnii/AVG 0,590 -
0,670 0,127
MakcumanbHblA/indivi

dual max 0,680 +0,127

MuHumanbHbii/individ 40
ual min 0,550 + 0,127
CpepgHuit/AVG 0,590 -
0,670 +0,127
MakcumanbHblA/indivi

dual max 0,680 £0,127
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11nTb

PERMACOR
D 6erno-
yepHas/
PERMACOR
D white-
black

HuTb
PERMACOR
D cunss/
PERMACOR
D blue

**3HaueHue yKazaHo B COOTBETCTBMM co cTaHaapToM TOCT 31620-2012/ Value is indicated according local standard GOST

MunorogpunameHTH 936,63 =
ble: nneTeHble/ 12,7
Multifilament:

braided

MwuorogunameHtH 936,63 +
ble: NneTeHble/ 12,7
Multifilament:

braided
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He meHee
917,89 (He
MeHee 98%
oT
HOMMWH&/TbH
Ol INNHBI C
y4eToM
[0MYCKOB)
Not less
than 917,89
(Not less
than 98% of
nominal
length with
tolerances)
He meHee
917,89 (He
meHee 98%
oT
HOMWH&J/TbH
Ol NNHbI C
y4eToM
[0MYCKOB)
Not less
than 917,89
(Not less
than 98% of
nominal
length with
tolerances)

5 cornacHo

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

5 cornacHo
rOCT
31620-
2012/5
according to
GOST
31620-2012

MuHumanbHblt/individ

ual min 0,449 +0,127
CpeoHuniilAVG 0,500 -
0,630 £0,127
MakcumanbHbIi/individ
ual max 0,681 +0,127

MwuHumanbHbli/individ
ual min 0,449 +0,127
CpepgHuit/AVG 0,500 -
0,630 £0,127
MakcumanbHbl/indivi
dual max 0,681 +0,127
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'"TaBnnuna~8. TexHUUYecKMe XxapaKTepUCTUKNM HUTeh PbKM A 1/1Pb / Table 8. Icchnical characteristics olM*b KM A TAPU

HuTb PERMATAPE nocTaBnseTcs 6e3 NokpbITUs. Takke HUTb He 3atimkcmpoBaHa B nkcatope./ PERMATAPE thread is supplied uncoaled. Also, the thread
is not fixed in the anchor.

HanmeHoBaHne CTpyKTypa HATK HomuHanbHas ®akTtuyeckad LvpuHa — TonwmHa Y A4/IMHeHue
AMHa AJIMHa (mmtmm)  (mmzmm) npv paspbIBe C
(MMEMM) OTK/IOHEHUAMMU,

He 6onee, (%)

Name Thread structure Nominal Actual length  Width Thickness  Elongation at
length (mmimm) (mmzmm) break with
(mmxmm) deviations, no
more, %

HuTb MHorogunameHTHble: 965,2+25\4 He meHee 2,49 0,215+0,05 40
PERMATAPE nneteHble/ 945.89 (He +0,127
cuHaa/ Multifilament: braided MeHee 98%
PERMATAPE oT
blue HOMUHAIbHOM

AJINHbI C

y4eToM

[lOMyCKOB)

Not less than

945.89 (Not

less than

98% of

nominal

length with

tolerances)

Hutb MHorogunameHTHble: 9652 “*°* He MeHee 2,49 0,215+0,05 40
PERMATAPE nneteHble 945,89 (He +0,127

22
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Ocno-cuHas / IS4ultitilament: braided A"mMMEHEE'98%

PERMATAPE oT

white-blue HOMUHa/IbHOM
ANMNHbI C
Y4eTOM
[10MYCKOB)
Not less than
945,89 (Not
less than
98% of
nominal
length with
tolerances)

3HayeHuVe yKa3aHo B cOOTBeTCTBUM cOo cTaHgapTom TOCT 31620-2012/ Value is indicated according local standard GOST
DESCRIPTION OF MD PARTS
Part of MD

OMUCAHVE COCTABHbIX YACTEN M

Yactb MU [OnucaHwme
dukcarop PEEK (MonvathnpadripkeToH)
YcTponcTso Pyuka AKpunoHuTpun-
[N19 BBEleHNS OyTafMeHCTUPONbHBIN KayuyK
(hmkcaTopa (ABC)
CTepXXeHb  Hep)kasetoLlasa CTalb

LLIoBHasa HUTb * LLloBHbIin MaTepuran

DYNACORD

MoCTaB/ISETCS B TPEX
LIBETAX: CUHWIA, Genblii/
CYHWIA/3eNeHbIN 1
6enblii/yepHbIi. Hutn
cofepxart
CBEPXBbICOKOMO/EKYNSIPHbI
i nonnatuneH (CBMIMD),
nonunactep (M3T) un
KOMMO3WT 13
cunukoHa/NaCl gns
MCNOMb30BaHWS B
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Anchor
Anchor
Inserter
Assembly
Suture
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PEEK (Polyetheretherketone)
Acrylonitril

Styrene (ABS)

Stainless steel

DYNACORDM suture is
available in three suture
colors: Blue;
White/Blue/Green; and
White/Black. The sutures
contain ultra

molecular weight
polyethylene (UHMWPE),
polyester (PET), and a
medical

silicone/NaCl composite.
The sutures may contain
D&C Green #6, D&C
Black #4, and chromium



MeguLMHE. LI OBHbIN
marepuvas MoXet
cofepxxatb Kpacutenu
HuTelh D&C Green
(3eneHbIin) Ne 6, D&C
Black (YepHblii) Ne 4 1
OKCUA XpoMa KobasibTa
antoMUHKA. LLIOBHBbI
maTepran DYNACORD
npegcTaBnseT cobou
MNeTeHHble
Heabcopbupyemble
CTEpPUNbHbIe
XUPYPruyeckre HUTU
pasmepa 2.

CuvHAA nneTeHas
nonuaTUIeHoBas
XUPYPruyeckas LLIoBHas
H1UTb PERMACORD —
3TO HepaccacbIBaroLLasAcs
cTepunbHas
XVpYpruyeckas LIoBHas
HUTb, COCTOALLAN 13
OKpaLLEeHHOro
CBEPXBbICOKOMO/EKYNAPHO
ro nofmatuneHa. CvHuin
Kpacutesnb — 3T0 OKCUA
XpOMa-KobasibTa-
TIOMUHNSA, ero
KOHUEeHTpauus He
npesbiwaeT 2,0 % oOT Beca.
UepHo-6enas LoBHas
nneTeHas HUTb
PERMACORD

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

suture colorants. All
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

weigh

blue colorant is chromium
cobalt

with a concentration not to
exceed 2.0% by weight.
PERMACORD
White/Black Co

non

surgical suture composed
of undyed (white), u

high molecular weight

pol

one strand of black
polyamide to add color.
The black colorant is a
logwood extract (hematein
dye) with a concentration
not to

weight.

PERMATAPE Whit
surgical suture isa non
absorbable, sterile, surgical



MpeacTaBnseT coboi
HepaccachIBatOLLYyHCS
CTEPUIIbHYHO
XUPYPruyecKyro HUTb,
COCTOALLYIO U3
HeoKpalLeHHol (6enoit)
HUTU 13
CBEPXBbICOKOMO/IEKY/ISIPHO
ro NOMMaTUIEH],
CMNNETEHHOW C HATLIO U3
4epHOro nonvamuaa ans
npuaaHus UBeTa LLOBHOMY
maTepuany. YepHblii
KpacuTteslb — 3T0 3KCTpaKT
KamneLLeBoro fepesa
(KpacuTenb remartevH), ero
KOHLeHTpauus He
npesbiwaeT 1,0 % oT Beca.
Beno-cuHas nneteHas
XVPYPryuyecKas LLIOBHas Needles
HUTL PERMATAPE — 310
HepaccacbIBarLLasCs
CTepw/bHas
XUpYypruyeckas LLOBHas
HWUTb, COCTOSALLAA U3
HeoKpalueHHoro (6enoro) un
OKpaLLEHHOro (CMHero)
CBEPXBbICOKOMOJEKYIAPHO
ro nonuatuneHa. CuHui
KpacuTesilb — 3T0 OKCUS,
Xpoma-KobasibTa-
JIIOMUHKSA, ero
KOHLIeHTpaums He
npesbIwaeT 2,0 % oT Beca.
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sutur

(white) and dyed (blue),

ultra

weight polyethylene

blue colorant is chromium

cobalt

with a cone

exceed 2.0% by weight.
» PERMATAP

surgical suture is a non

absorbable, sterile, sur

suture composed of dyed

(blue), ultra

molecular weight

polyethylene. The blue

colorant is chromium

cobalt

with a concentratio

exceed 2.0% by weight.
Stainless steel.



rnbl

CuHAA Xnpypruyeckas
LLIOBHaA HUTb
PERMATAPE — 310
HepaccacbiBaroLancs
cTepunbHas
XUPYPruyeckas LLIOBHas
HWTb, COoCTOALLAnA U3
OKpalLLleHHoro (cuHero)
CBEPXBbICOKOMOEKYNAPHO
ro nonmatuneHa. CUHWiA
Kpacutesib — 3T0 OKCUA
Xpoma-KobasibTa-
aJTIIOMUHNA, €ro
KOHLEHTpaums He
npesbiwaeT 2,0 % OT Beca.

Hep>kaBetoLLasi cTasb.

MEPEYEHb N ONMMNCAHVE MATEPVAJIOB M

HanmeHoBaHwme MaTtepran MU Twnn KoHTaKTa
PEEK >30
(MONMaQUPIBUPKETOH),  pHedi, TkaHy,
PN108762, PEEK OPTIMA o1y
LT3, MS-100449 A p—

dukcatop (npoussogmuTens Invibio
LLC (PEEK-OPTIMA)
and/or Solvay Specialty
Polymers USA, LLC
(ZENIVA))
. <24 yacoB
YCTpPOICTBO Hep)kaBetoLas ctasib MapKku BHELLIHVI
Ans CTepxeHb 465 (nponssoauTesb
BBE/leHS Carpenter Technology KOHTaKT, TKaHb
hrkcaTopa Custom). /kocTb
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LIST AND DESCRI PTION OF MD

Name

HEALIX
ADVANCE PEEK
Anchor

Anchor
Inserter
Assembly

Shaft
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Material of M

POLYETHERETHE
RKETONE PN108762
(PEEK OPTIMA LT3 PER
MS-100449)

Invibio LLC (PEEK
OPTIMA) and/or Solvay
Specialty Polymers USA,
LLC (ZENIVA)

465 stainless steel
(manufacturer Carpenter
Technology Custom



AKPUNOHUTPUN-
OyTaaMeHCTUPOSIbHBIN
Kayyyk (ABC) mapkn MS-
100747 (npon3soauTesb
SABIC).

Hep>kaBetoLLasn cTasib MapKku
420 (npov3BoauUTESb
Ethicon).

PykosaTka

Nrna

HuTb cogepxuT
CBEPXBbICOKOMONEKYNAPHbIN
nonmatuneH (CBMII9)
(mapka Dyneema,
npoussoauTens DSM
Biomedical), nonmactep
(M3T), (nponssoanTens
Coats America 62037-
WHITE) 1 KOMNo3unT u3
cunmnkoHa/NacCl,
(npoussoguTens Avantor
3628-07). HATb MOXeT
cofiepxkatb Kpacutenn D&C
Green (3eneHblin) Ne 6
(npoussoguTens Coats
America), D&C Black
(YepHsbiin) Ne 4
(npoussoauTens Coats
America) 1 oKcui Xpoma-
KobanbTa-a/IloMUHKSA (MapKa
Dyneema, Npou3BoauTeNb
DSM Biomedical).

CuHaga HuTs PERMACORD
COCTOUT U3 OKpaLLEeHHOro

Hute DYNACORD

Hute PERMACORD
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CBEPXBbICOKOMONEKYNAPHOI 0O

HeT KoHTaKTa ¢
naunveHTom

< 24 yacoB

BHeLUHW Needle

KOHTaKT, TKaHb

/KoCTb

>30
[HEW, TKaHW,
KOCTW,
MMNaHTaT

DYNACORD

>30
AHEN, TKaHw,
KOCTW.
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Handle

Medical Grade ABS per
MS-100747 (
SABIC)

420 Stainless Steel
(manufacturer Et

The sutures contain ultra
high molecular weight
polyethylene (UHMWPE)
(stamp Dyneema
manufacturer
Biomedical), polyester
(PET) (manufacturer
America 62037

and a medical
silicone/NaCl composite
(manufacturer

3628-07). The sutures may
contain D&C Green #6
(manufacturer

America), D&C Black #4
(manufacturer

America), and chromium
cobalt aluminum oxide
suture colorants
Dyneema, manufacture
DSM Biomedical
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TaGasua 9. 3HaUCHUA CHMBOAOB, YKA33ILHGLIX HA MAPKHPORKC.
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MNepeyeHb HaumoHaNbHbIX cTaHgapTos/ List of national standards

CrangapT/Standard

TOCTPUCO 15223-
1-2020/GOST RISC
15223 -1-2020

10CTPUNCO 14630-
2017/ GOST R I1SO
14630-2017

MOCT ISO 11607-1-
2018/ GOST 1SO
11607-1-2018

MOCT 1SO 11607-2-
2018/ GOST 1SO
11607-2-2018

FOCT EN 556-1-
2011/GOST EN 556-
1-2011

OnucaHune
3nenvs MeamuUmHCKMe.

Cu1MBO/bI, NPYMeHsieMbIe NpU
MapKMpOBaHNM Ha MeANLMHCKNX
N30ennax, ITUKETKaxX 1 B
COMNPOBOAMNTENBHOW
[IOKyMeHTaLmm - Yactb 1
OCHOBHble Tpeb6oBaHMS.

ViMniaHTaTbl Xnpypruyeckue
HeakTVBHble. O6Lme TpeboBaHNSA

YnakoBKa 41 MeanUMHCKMX
M30eNnin, nognexamx
(PMHWLLIHOM cTepunm3aumn. YacTb
1 TpeboBaHUA K MaTepuasiam,
6apbepHbIM CUCTeMam 4/1s
CTepunn3aLMn 1 ynakoBOYHbIM
cuctemam
YnakoBKa 419 MeANUNHCKMX
N34eNNiA, NoANeXaLLMX
(PMHULLHON cTepuam3aummn. YacTb
2. TpeboBaHMA K Bamgaumm
MpoLLeccoB HOpPMUPOBaHNS,
repmeTun3aumm n coopku
Crepvnusaumsa MegULMHCKUX
n3genuii. TpeboBaHus K
MeLNLMHCKUM M3[ennam
KaTeropuu "crepunbHble”. HYacTb
1 TpeboBaHUA K MeANLMHCKUM
N3LEeNNAM, NOAJIeXaLlyMm
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Description

Medical devices. Symbols to be used

with medical device labels, labelling,

and information to be supplied. Part 1
General requirements

Non-active surgical implants. General
requirements

Packaging for terminally sterilized
medical devices. Part 1L Requirements
for materials, sterile barrier systems
and packaging systems

Packaging for terminally sterilized
medical devices. Part 2. Validation
requirements for forming, sealing and
assembly processes

Sterilization of medical devices.
Requirements for medical devices to
be designated "sterile”. Part 1
Requirements for terminally sterilized
medical devices
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TaGanua 7. YcnoBs TpaHCIIOPTHPOBKH: Table 7. Transportation conditions:
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Tabsawnua 8. Ycaosus xpaHcHHUS:
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IepeBof, JaHHOTONEKCTA BbIMOMHEH NEPEBOAUMKOM [MaxTyHOBLIM ArneKceeM BraayiMmpoBryenm.

Poccuiickas Peaepaums
"opoa MockBa
[BajuaTh WecToro Aekabps fABe ThicAUYM ABajLaTb BTOPOro roga

A, Bepemuii KOnua VropeBHa, BpeMEHHO MCNOMHAKOLWAA 06513aHHOCTN HOTapuyca ropoga Mockebl Kopcnk
Mapuun AnekcaHpOBHbI, CBUAETENLCTBYIO MC)bAMHHOCTL NOANUCKU MepeBogUmKa MNMaxTyHoBa Anekces
Bnagvumunposuya.

Mognuck caenaHa B MOeM NPUCYTCTBUMN.

JInyHoCTbL NoAnucaBLLero JOKYMeHT ycTaHgneHa.

N N N

3apeructpupoBaHo B peecTpe: Ne 77/2139 fa/77-2022-
YnnayeHo 3a coBepeHnMiiA2hA®«or( geiicTeus: 400 py6. 00 Kon.

tO./. Bepemulii

Bcero npowHypoBaHo, NPpoOHYMepOBaHO
M cCKpenseHo neyatbto 38 nuct(a)(o.)
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