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Russian text English text

HanmeHoBaHue meguunHcKoro nsgenus (M) Medical device (MD) name

HavmeHoBaHue: Name:

PeTpakTopbl XMp3grniyeckme HectepubHble. Retractors syrgical non-sterile

BapuraHTbl UCnonHeHus: Variations:

1. PeTpaKkTtop Ta30Bblii, TYNOW KOHUMK. 1 Pelvic Retractor, blunt.

2. PeTpakTop KOCTHbIR, WMpUHA 5 MM, g/inHa 148 MM, KypKOBOI 3aMOK. 2. Bone Spreader, soft lock, width 5 mm, L 148 mm.

3. PeTpaKTop KOCTHbIM, LWUMPUHA 8 MM, A/IMHa 220 MM, KYPKOBOIA 3aMOK. 3. Bone Spreader, soft lock, width 8 mm, L 220 mm.

4. PeTpakTop KOCTHbIN, WMPUHA 8 MM, AnnHa 210 MM, BUHTOBOW 3aMOK. 4. Bone Spreader, speed lock, width 8 mm, L 210 mm.
5. PeTpakTop KOCTHbII, lWMpWHa 12 MM, A/IMHa 265 MM, KYPKOBOI 3aMOK. 5. Bone Spreader, soft lock, width 12 mm, L 265 mm.
6. PeTpakTop KOCTHbIN, WMprHa 12 MM, g/inHa 270 MM, BUHTOBOW 3aMOK. 6. Bone Spreader, speed lock, width 12 mm, L 270 mm.
7. PeTpaktop KOCTHbIV Ma/iblid, LUMPUHA 6 MM, 4/IHa 160 MM, KOPOTKMIA Y3KWiA 7. Bone Lever, small, short narrow tip, width 6 mm, L 160 mm.
HaKOHEYHMK. 8. Bone Lever, small, short narrow tip, width 8 mm, L 160 mm.
8. PeTpakTop KOCTHbIV Maiblid, LUMPUHA 8 MM, A/IMHa 160 MM, KOPOTKMIA Y3KWiA 9. Bone Lever, short narrow tip, width 8 mm.
HaKOHEYHVIK. 10. Bone Lever, width 8 mm, 30°, curved, left.

9. PeTpaKTop KOCTHbIW, LUMPUHA 8 MM, KOPOTKMI Y3KNIN HAKOHEYHWK. 11. Bone Lever, width 8 mm, 30°, curved, right.

10. PeTpakTop KOCTHbIW, WnpuHa 8 MM, 30°, N30rHYTbIN, NEBBIA. 12. Bone Lever, short narrow tip, width 18 mm.

11. PeTpakTop KOCTHbIW, LWimpuHa 8 MM, 30°, 30rHYTbIN, NPaBbIi. 13. Bone Lever, narrow tip, width 43 mm.

12. PeTpakTop KOCTHbIN, LWMpUHA 18 MM, KOPOTKUIA Y3KNIA HAKOHEYHWK. 14. Bone Lever, narrow tip, width 70 mm.

13. PeTpakTop KOCTHbI, LWWMpUHA 43 MM, Y3KWii HAKOHEYHVIK. 15. Bone Lever, long blade, width 43 mm.

14. PeTpakTop KOCTHbIR, WmpuHa 70 MM, Y3KWiA HAKOHEYHVIK. 16. Bone Lever, wide tip, width 22 mm.

15. PeTpakTop KOCTHbIN, LWUMPUHA 43 MM, A/IMHHAA paboyasi YacTb. 17. Bone Lever, long narrow tip, width 18 mm.

16. PeTpakTop KOCTHbIN, LUMPUHA 22 MM, LUMPOKNIA HAKOHEYHVIK. 18. Bone Lever, long wide tip, width 24 mm.

17. PeTpakTop KOCTHbINW, LWMPUHA 18 MM, [UMHHBIA Y3KNIA HAKOHEUYHWK. 19. Humeral Head Lever, L 220 mm.

18. PeTpaKTop KOCTHbIR, LUMPUHA 24 MM, [/INHHBIA LWAPOKMIA HAKOHEYHWK. 20. Bone Lever, malleable, width 8 mm, L 230 mm.

19. PeTpakTop ro/fIoBKM NAEYEBOIA KOCTU, A/IMHA 220 MM. 21. Bone Lever, malleable, width 10 mm, L 230 mm.
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20. Perpaxrop xocTHE, nnacTHYHEMN, MUpHHA 8 MM, mAHa 230 MM, 22. Bone Lever, width 15 mm, L 160 mm.

21. PerpaxTop xocTasi, mnacTAvAED, mmpaHa 10 MM, ATHEa 230 MM.

22. PeTpaxTop XOCTHEIH, mEpuAA 15 MM, ymaHA 160 MM.

Hanmee Do Texcry MOFYT HCOONBE30BATHCA cleqylomBe HamMeHobanug | Further in the text the following names of the medical device can be used:
MEZIMITHHCKOTO H3AEJMA: peTPaKTop, u3jenue, yerpoitcrso, MU, nacipyment. | retractor, device, product, MD, instrument.

HanMenoBaHAS MCAROHHCKXHX H3Aemnlt Moryr 6ums ynoMaHyTH B Texcre B | The names of medical devices can be mentioned in the text in abbreviated
coxpaiennolt dopme ang ynoGcrsa BocnpaATAS HHGOPMANHEM. form for the convenience of perceiving information.

MU — MeauupsCcKOe H3genHe MD = Medical Device

TipomsnoauTenn Legal manufacturer

Canres 'n6X (Synthes GmbH) Synthes GmbH

DiimarTmiTpacce, 3, 4436 O6epaopd, Hipeiimapus (Eimattstrasse 3, 4436 Eimattstrasse 3, 4436 Oberdorf, Switzerland

Oberdorf, Switzerland)

YooasoMouennsiii npescTanHTeNL HpomssoaRTean B Poccnn Authorized represeatative of the manufacturer in Russia

000 «Ixoncon & xoncon» Johnson & Johnson LLC

121614, Poccas, r. Mocxea, yn. Kpsinarckas, A. 17, xopi. 2 121614, Moscow, Krylatskaya str., 17/2

Tenedon: +7 (495) 580-7777 Telephone: +7 (495) 580-7777

®axc: +7 (495) 580-7878 Fax: +7 (495) 580-7878

E-mail: DL-JNJRUMedical QA@ITS.JNJ.com. E-mail: DL-INJRUMedicalQA@ITS.JNJ.com.

Hasnavenne MEARIEHCKOT0 N3ReIHE Intended use of medical device

PeTpaxTopi NpeARAsHAYCHH AN pasBelieHHA TRaHeH Bo BpeMs opronemraeckol | Retractors are intended for drawing back soft tissue during orthopaedic
XHPYprEH. surgery.
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COMPFNCS or II!}IQ/I@:MH
MoTeHUNaIbHbIA NOTPEOUTENb Potential users
MeaVUMHCKMIA paboTHWK: XMP3gr-optones, XMpypr-TpaBmMarosor. Medical worker: orthopedic surgeon, trauma surgeon.
DYHKUNOHANBbHbIE M TEXHUYECKME XapaKTEPUCTUKN MELULIMHCKOTO Functional and technical characteristics of the medical device
n3penuns
MpumeyaHye: MprBEAEHHbIE HIDKE M300PpaXKeHNA HOCAT MH(hopMaLWIoHHbIN xapakTtep 1 Note: The following images are for informational purposes only and
MpK3BaHbI NPOAEMOHCTPVPOBATH OOLLIMIA BAL M KOHCTPYKLMIO MW 1 roKasaHb! He B intended to demonstrate the General appearance and design of the MD, and
MacLLTate. are not to scale.
MpumMeyaHe: YkasaHHble B HauMeHoBaH MW napameTpbl ABNAIOTCA YaCTbl0  Note: The parameters specified in the MD name are part of the name and
HaVMeHOBaHWsl M Npe[CTaB/ieHbl [/151 BbIGOPA MO/b30BaTeNIEM KOHKPETHOTO presented for the convenience of the user’s choice ofa particular product.
n3penus. B TabnmLie TEXHUYECKUX XapaKTePHCTVK yKasaHbl dakTiyeckme The table of technical characteristics contains the accurate parameters of
napameTpbl MU. MD.

1. PeTpaKTop Ta3oBbli, Tyno KoHYMK (Homep no katanory 398.550) / Pelvic Retractor, blunt (ref. 398.550)

CXK XN, - | — »
FabapuTHble pasmepb! (B x LW x A): 20 £2 mm x 30 £1 MM X 268 £3 MM Dimensions (H x W x L): 20 £2 mm x 30 £1 mm x 268 £3 mm
Macca: 0,125 kr +10% Weight: 0,125 kg +10%
TBepaocTb pykosATkn: 45 +5/0 HRC Arm solidity: 45 +5/0 HRC
LLlepoxoBaToCcTb NOBEpPXHOCTU: Ra 1,6 MKM Roughness: Ra 1,6 pm
LWwnpunHa pykosTkn: 30 £1 Mm width of the handle: 30 £ 1 mm
[nvHa pykosaTku: 155 + 1,2 Mm length of the handle: 155+ 1.2 mm
LLnpunHa paboyeit yactn: 24+0,7 Mv width of the working part: 24+0.7 mm
[nvHa paboyeit yactn: 126 + 1,2 Mm length of the working part: 126 £ 1,2 mm
MnockocTb n3rmba: 18°+1°, 25°+1° bending plane: 18°t1°, 25°t1°
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Jmametp orsepernif B pykosTke: 18+0,5 MM

diameters of the holes in the handle: 18+0.5 mm

mm (ref. 399.083)

2. PerpaxTop xocTHMi, ImEpHBa 5 MM, ZIHHS 148 MM, KypkoBoit 3aMok (BoMep mo xaTanory 399.083) / Bone Spreader, soft lock, width S mm, L. 148

I'abapaTante pasMepsl (B x 111 x J): 14,5 £1 mm x (41-72 mn) £ 1.5 mma x 143,7
+2.5 MM

Macca: 0,0629 xr £10%

Teepaocts pyxosrok: 460-540 HV 10

IllepoxorarocTs nosepxuocTa: Ra 1,6 MkM

1llepoxoraTooTh NOBEPXHOCTH PYKOATOK: Ra 6,3 MxM
MunrAManEEOE PacKpHTHE pabounx nosepxaocTeii: 14 +0.4/0 mu
MakcumansHOE packpRTHEE paboamx nopepxaocredt: 15 MM
O0mas ymHa PACKPLITOIO HHCTpyMeHTa: 148 + 1,2 MM

Ilinpuna pyxoarxa (3axput): 41 £1,5 MM

Hlapana pyxosTxa (oTRpHIT): 72 £1,5 MM

JneHa pyxoarka: 106,3 + 0,8 MM

IlIapraua paGoseit uact: 6 -0,6/0 MM

Jmmea paGoueit uacth: 38,4 + 0,8 Mn

Inocxocrs m3ruba: 30°

JmameTtp oTBepeTHit B pyKogTKe: M2,5 MM

VroJ1 33TOMKH OCTPHIX KOHITOB H3zienmus: 60°+ 1°

Dimensions (H x W x L): 14,5 1 mm x (41-72 mm) % 1.5 mm x 143,7
+2,5 mm

Weight: 0,0629 kg £10%

Arm solidity: 460-540 HV 10

Roughness: Ra 1,6 pm

Branches Roughness: Ra 6,3 pm
Minimum opening of work surfaces: 14 +0.4/0 mm
Maximim opening of work surfaces: 15 mm
Overall splayed length: 148 + 1,2 mm

width of the handle (closed): 41 £ 1.5 mm

width of the handle (spread): 72+ 1.5 mm

length of the handle: 106.3 + 0.8 mm

width of the working part: 6 -0.6/0 mm
length of the working part: 38.4 + 0.8 mm

bending plane: 30°

diameters of the holes in the handle: M2.5 mm
cutting angel of the sharp edges: 60°+ 1°

3. PerpaxTop xocTHbLIN, mupuna 8 MM, Anana 220 MM, Kypkopoit 3amox (HoMep mo kaTanory 399.097) / Bone Spreader, soft lock, width 8 mm, L 220
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mm (ref.399,097)

FabapuTHble pasmepbl (B x LW x A); 27,3 £1 mmx 100 £1,5 MM x 215 2,5 Mv Dimensions (H x W x L): 27,3 £1 mm x 100 £1,5 mm x 215 2,5 mm

Macca: 0,149 kr £10% Weight: 0,149 kg +10%

TBepAocTb pyKosTok: 460-540 HV 10 Arm solidity: 460-540 HV 10
LLlepoxoBaTocTb NoBepxHOCTK: Ra 1,6 MKv Roughness: Ra 1,6 pm

LLlepoxoBaToCTb NMOBEPXHOCTN PYKOATOK: Ra 6,3 MKM Branches Roughness: Ra 6,3 pm
MuHMMasIbHOe packpbITe pabounx nosepxHocteit: 0,7 Mv Minimum opening of work surfaces: 0.7 mm
MakcmasibHoe packpbITre paboumx nosepxHocTer: 34,5 MM Max. opening of work surfaces: 34.5 mm
O6Las aAnvHa packpbITOro MHCTPyMeHTa: 220 +1.2 Mm Overall spread length: 220 £ 1.2 mm
LWnprHa pykoATkn (3akpbIT): 100 £1,5 Mv width of the handle (closed): 100 £1.5mm
LLnprHa pykosiTkn (OTKpbIT): 48 £1,5 MM width of the handle (spread): 48 + 1.5 mm
[nvHa pykoatku: 146 £1,5 Mm length of the handle: 146 +1.5 mm

LLnpuHa paboyert yact: 8 +0,1/-0,2 mm width of the working part: 8 +0.1/-0.2 mm
[nvHa paboyeli yactn: 69 £ 0,8 Mm length of the working part: 69 £ 0.8 mm
rnockocTb n3rmba: 40°+2° bending plane: 40°+2°

[viameTp oTBepCTUin B pyKosTke: M3 MM diameters of the holes in the handle: M3 mm
YT0n 3aTOYKU OCTPbIX KOHUOB n3aenms: 90°+ 0°30° cutting angel of the sharp edges: 90°+ 0°30’

4. PeTpaKTop KOCTHbIN, LWWMPUHA 8 MM, AivHa 210 MM, BUHTOBOW 3aMOK (Homep Mo katanory 399.100) / BoHe Spreader, speed lock, width 8 mm, L
210 mm (ref. 399.100)
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I'aGapaTanie pasMepst (B x I x J[): 30,7 20 mm x 87,6 +0 MM X o1 210 Mu
Macca: 0,294 xr£10%

Teepaocts pykosrox: 45 +5/0 HRC

1llepoxoBarocTs nopepxHocTH: Ra 1,6 MxM

I1lepoxoBaTOCTH NOBEPXHOCTH PYKOATOK: Ra 1,6 MxmM
MHuREMaNBHOES PACKPHITHE PADOMHX NOBEPXHOCTEH: 5 MM

MaxkcHManeBO¢ packpeTHE pabounx nosepxrocTeli: 30 MM

Illupaua pyxosTxn: 80 £1,5 Mu

HAmana pyxosru: 140 + 1,2 MM

Dimensions (H x W x L): 30,7 £0 mm x 87,6 £0 mm x min 210 mm
Weight: 0,294 kg +£10%

Arm solidity: 45 +5/0 HRC

Roughness: Ra 1,6 pm

Branches Roughness: Ra 1,6 pm

Minimum opening of work surfaces: 5 mm

Max. opening of work surfaces: 30 mm

width of the handle: 80 + 1.5mm

length of the handle: 140 £+ 1.2 mm

IHupuna paGoueit uacTh: 8 MM width of the working part: 8 mm

Jmaaa pabogeii gacTn: 69 % 0,8 MM length of the working part: 69 + 0.8 mm
InockocTs Harnba: 39° bending plane: 39°

Jramerp oTBepeTHit B pykosTie: M2,5 MM diameters of the holes in the handle: M2.5 mm
YTon 3aTOYKHA OCTPHIX KOHIOB H3Aeans: 95° cutting angel of the sharp edges: 95°

§. PerpaxTop xocrnsil, mupana 12 MM, Anana 265 MM, Kypxosoil 3aMok (HoMep mo xaTajory 399.125) / Bone Spreader, soft lock, width 12 mm, L

265 mm (ref. 399.125)
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labapuTtHble pasmepbl (B x LW x A4): 41 £1,5 mm x 110 £1,5 mm x 265 +2,5 Mm Dimensions (H x W x L): 41 £1,5 mmx 110£1,5 MM X 265 2,5 Mm

Macca: 0,258 kr £10% Weight: 0,258 kg +10%

TBepAOCTb pyKoATOK: 460-540 HV 10 Arm solidity: 460-540 HV 10
LLlepoxoBatocTb NoBepxHOCTU: Ra 1,6 MKM Roughness: Ra 1,6 pm

LLlepoxoBaTOCTb MOBEPXHOCTU PYKOATOK: Ra 1,6 MKM Branches Roughness: Ra 1,6 pm
MuvHMMa/IbHOe packpbiTve paboynx nosepxHoctelt: 0,8 Mv Minimum opening of work surfaces: 0.8 mm
MakcmasibHoe pacKpbiTie paboumx noBepxHocTelt: 34,7 Mv Max. opening of work surfaces: 34,7 mm
LLnprHa pykosiTKn (3aKpbIT): 110 £1,5 Mm width of the handle (closed): 110 £1.5mm
LWnprHa pykosTkn (OTKpbIT): 53 £1,5 Mm width of the handle (spread): 53 + 1.5 mm
[OnnHa pykoatkn: 185 mm length of the handle: 185 mm

LnpuHa paboyeit yactn: 12 Mv width of the working part: 12 mm

[nuvHa paboueii yactn: 80 + 0,3 Mv length of the working part: 80 £ 0.3 mm
Mnockoctb nsrmba: 40°+2° bending plane: 40°+2°

[vametp oTBepcTMin B pyKoaTKe: M3 MM diameters ofthe holes in the handle: M3 mm
Yron 3aT04KM OCTPbIX KOHLOB n3genus: 90°+ 0°30° cutting angel of the sharp edges: 90°+ 0°30°

6. PeTpakTop KOCTHbIW, WiMpuHa 12 MM, gnnHa 270 MM, BUHTOBOW 3aMOK (HoMep no Katasnory 399.130) / BoHe Spreader, speed lock, width 12 mm, L
270 mm (ref. 399.130)
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FabapuTHble pasmepbl (B x W x A4): 34,4 £1,5 mm x 106 £1,5 MM x 0T 270 Mm Dimensions (H x W x L): 34,4 +1,5 mm x 106 £1,5 mm x min 270 mm

Macca: 0,402 kr +10% Weight: 0,402 kg £10%

TBepAocTb pykoaTok: 500 +40 HV 0,5 Arm solidity: 500 £40 HV 0,5
LLiepoxoBaToCTb NOBepxXHOCTU: Ra 1,6 MKM Roughness: Ra 1,6 pm

LLiepoxoBaToCTb MOBEPXHOCTU PYKOATOK: Ra 1,6 MKM Branches Roughness: Ra 1,6 pm
MuHMMasIbHOe pacKpbITe paboumx nosepxHocTer: 0,8 Mm Minimum opening ofwork surfaces: 0.8 mm
MakcmMarbHOe packpbITve pabounx noBepxHocTeit: 30 Mv Max. opening of work surfaces: 30 mm
LnpuHa pykoaTkn: 95 1,5 mm width ofthe handle: 95 £1.5mm

[OnnHa pykoatkn: 140+ 1,2 mwm length of the handle: 140 + 1.2 mm
LLnpuHa paboueit yactn: 12 +1 Mm width of the working part: 12 £lmm

[nvHa pabouein yactn: 74 Mm length of the working part: 74 mm
MnockocTb n3rmba: 40°+ 2° bending plane: 40°t 2°

[vametp oTBepcTUiA B pyKosATKe: M2,5 Mm diameters of the holes in the handle: M2.5 mm

7. PeTpakTop KOCTHbIA Masiblid, LUMPUHA 6 MM, A/IMHA 160 MM, KOPOTKWUI Y3KMIA HAKOHeYHNK (HoMep no KaTtastory 399.180) / BoHe Lever, small, short
narrow tip, width 6 mm, L 160 mm (ref. 399.180)
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FabaputHble paaveps! (B x LU x A4): 9,5 +1,0/-0,5 mm x 12 £0,5 mm x 160,5 +1
MM

Macca: 0,0215 kr £10%

TBepaocTb pykoATKK: 45 £5/0 HRC

LLlepoxoBatocTb nosepxHoct: Ra 1,6 Mkm

WwnpuHa pykoatkn: 12 +£0,5 mm

JOnnHa pykoaTtkn: 123 £1,2 mm

LWnpuHa paboyeii yactn: 60,5 MM

[nvHa pa6oyeit yactn: 37,5 £0,3 Mm

Dimensions (H x W x L): 9,5 £1,0/-0,5 mm x 12 +0,5 mmx 160.5 £1 mm
Weight: 0,0215 kg £10%

Arm solidity: 45 +5/0 HRC

Roughness: Ra 1,6 pm

width of the handle: 12 £0.5mm

length of the handle: 123 £1.2 mm

width of the working part: 6 £0.5mm

length of the working part: 37.5 £0.3mm

8. PeTpaKTop KOCTHbIA MasibIi, LUMPUHA 8 MM, A/iInHa 160 MM, KOPOTKNA Y3KMUIA HAKOHeYHMK (HoMep no KaTasnory 399.190) / BoHe Lever, small, short

narrow tip, width 8 mm, L 160 mm (ref. 399.190)

FabaputHble pasmepsl (B x LW x A): 9,5£1,0/-0,5 mm x 12 £0,5 mm x 160,5 1
MM

Macca: 0,023 kr £10%

TBepaocTb pykoatku: 45 +5/0 HRC

LLlepoxoBaTocTb NOBEpPXHOCTU: Ra 1,6 MKM

WwnpwnHa pykoatkn: 12 0,5 mm

[OnnHa pykoatkn: 123 £1,2 mm

LLnprHa paboyein yactn: 8 +0,5 Mm

[nvHa paboueii yactn: 37,5 £0,5 Mm

Dimensions (H x W x L): 9,5 £1,0/-0,5 mm x 12 +0,5 mm x 160.5 £1 mm
Weight: 0,023 kg £10%

Arm solidity: 45 +5/0 HRC

Roughness: Ra 1,6 pm

width of the handle: 12 £0.5mm

length of the handle: 123 £1.2 mm

width of the working part: 8 £0.5mm

length of the working part: 37.5 £0.5mm

9. PeTpaKTOp KOCTHbIN, LUMPUHA 8 MM, KOPOTKNI Y3KMIA HAKOHEYHNK (HOMep no KaTanory 399.200) / Bone Lever, short narrow tip, width 8 mm (ref.

399.200)
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Fa6apuTHble pasmepsl (B x LU x A): 17 £1,5 Mmx 30 £1 MM X 220 +2 MM Dimensions (H x W x L): 17+1,5 mm x 30 +1 mm x 220 2 mm

Macca: 0,0687 Kr +10% Weight: 0,0687 kg £10%

TBepaocTb pykoatku: 52 +4/0 HRC Arm solidity: 52 +4/0 HRC

LLiepoxoBaToCTb NOBepxXHOCTU: Ra 1,6 MKV Roughness: Ra 1,6 pm

LWnpwuHa pykositkn: 30 £1 Mm width of the handle: 30 zlmm

[nvHa pykoatku: 162,3 £1,2 Mm length of the handle: 162.3 +1.2 mm

LWnpuHa paboueir yactn: 8 £0,5 mm width of the working part: 8 £0.5mm

[nvHa paboueli yactn: 60,7 £0,5 Mm length of the working part: 60.7 £0.5mm
[vameTp otBepCTUiA B pykosiTke: 18+0,5 Mm diameters of the holes in the handle: 18 +0.5mm

10. PeTpaKTop KOCTHbIN, WMprHa 8 Mm, 30°, N30rHyTbIiA, NeBblii (Homep no Katanory 399.205) / Bone Lever, width 8 mm, 30°, curved, left (ref.
399.205)

V:-
FabaputHble pasmepsbl (B x LW x A): 17 £1,5 mm x 30 £0,5 mm x 205,3 £2 MM Dimensions (H x W x L): 17+1,5 mmx 30 £0,5 mm x 205,3+2 mm
Macca: 0,0717 kr £10% Weight: 0,0717 kg £10%
TBepaocTb pyKosATKN: 52 +4/0 HRC Arm solidity: 52 +4/0 HRC
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LLlepoxoBaToCTb NOBEPXHOCTU: Ra 1,6 MKM Roughness: Ra 1,6 pm

LWnpwuHa pykositku: 30 £0,5 Mwm width of the handle: 30 £0.5mm
JOnunHa pykosaTtkn: 112 mm length of the handle: 112 mm
LLnpnHa paboyelt yactn: 8 +0,5 Mm width of the working part: 8 £0.5mm

[nvHa pabouyeit yactn: 110+ 0,8 Mwv length of the working part: 110 + 0.8 mm
MnockocTb n3raba: 30°t 1° bending plane: 30°t 1°
[nameTp otBepCTUiA B pyKosTKe: 18 £0,5 Mm diameters of the holes in the handle: 18 +0.5mm

11. PeTpakKTop KOCTHbIN, WnpuHa 8 mm, 30°, M30rHyThIA, Npasblii (HoMep no Katasory 399.206) / BoHe Lever, width 8 mm, 30°, curved, right (ref.
399.206)

FabapuTHble pasmepsl (B x W x A): 17+1,5 mvx 30 £0,5 mm x 205,3 £2,0 Mv Dimensions (H x W x L): 17+1,5 mm x 30 £0,5 mm x 205,3 £2 mm

Macca: 0,0717 Kr £10% Weight: 0,0717 kg £10%
TBepaocTb pykosATku: 52 +4/0 HRC Arm solidity: 52 +4/0 HRC
LLlepoxoBaTtoCcTb NoBepxHOCTU: Ra 1,6 MKM Roughness: Ra 1,6 pm

LWnpuHa pykoATtkn: 30 £0,5 mm width of the handle: 30 £0.5mm

[nvHa pyKosiTku: 112 mm length of the handle: 112 mm
LLnpuHa pabouein yactn: 8 £0,5 Mm width of the working part: 8 £0.5 mm
[nnHa pabouyeit yactn: 110+ 0,8 mm length of the working part: 110 + 0.8 mm

MnockocTb n3rmba: 30° + 1° bending plane: 30°t 1°
[nameTp otBepcTuii B pykositke: 18 £0,5 Mm diameters of the holes in the handle: 18 £0.5mm
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(ref. 399.210)

o .

12. PerpaxTop xocTubil, mupnna 18 MM, xoporxmii y3xuli HRakoneunuk (HoMep no xaTanory 399.210) / Bone Lever, short narrow tip, width 18 mm

I'abaputHEe pasMepsl (B x I x JT): 23 +1,5 MM x 30 £1 MM x 238 £1 MM
Macca: 0,096 xr £10%

TrepaocTh pykoarxu: 52 +4/0 HRC

IllepoxoBarocTs noBepxHocTH: Ra 1,6 MxM

Ilupuna pyxosrxn: 30 MM

Jimua pykosTka: 160 +1,2 MM

IlInpuna pabogeii wacTa: 18 £0,5 MM

Jmna pabogeii gactn: 78 £0,5 MM

Jnamerp orsepctaii B pyxosarke: 18 £0,5 MM

Dimensions (Hx W x L): 23 +1,5mm x 30 +1 mm x 238 1 mm
Weight: 0,096 kg £10%

Armn solidity: 52 +4/0 HRC

Roughness: Ra 1,6 ym

width of the handle: 30 mm

length of the handle: 160 £1.2mm

width of the working part: 18 £0.5mm

length of the working part: 78 +0.5mm
diameters of the holes in the handle: 18 £0.5mm

13. PerpaxTop kocrubiii, muprHa 43 MM, y3kuil HakoHeuHHK (HoMep N0 kaTajory 399.220) / Bone Lever, narrow tip, width 43 mm (ref. 399.220)

IaGaprrasie pasmepsl (B x I x JT): 23 £2 MM x 43 1 MM x 24021 MM
Macca: 0,132 xr£10%
Teepmocrs pyxositku: 52 +4/0 HRC

Dimensions(Hx Wx L): 23 +2 mm x 43 £1 mm x 240 +] mm
Weight: 0,132 kg £10%
Amn solidity: 52 +4/0 HRC
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LlepoxoparocTh nosepxHocTy: Ra 1,6 MxM Roughness: Ra 1,6 um
Illnpxua pykosTku: 30 ] MM width of the handle: 30 £1mm
13
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OnnHa pykoaTtku: 156 £1,2 Mm length of the handle: 156 +1.2mm

LLnpuHa paboyein yact: 43 £1 Mm width of the working part: 43 £lmm

[nvHa pabouyein yactn: 84 £0,5 Mm length of the working part: 84 £0.5mm
Mnockoctb n3rnba: 25°+ 1° bending plane: 25°t 1°

[vametp otBepcTuii B pykosiTke: 18+0,5 MM diameters of the holes in the handle: 18 +0.5mm

14. PeTpaKTOp KOCTHbINA, WNPUHA 70 MM, Y3KMUIA HaKOHeYHUK (Homep no Katanory 399.230) / Bone Lever, narrow tip, width 70 mm (ref. 399.230)

FabapuTHble pasmepsbl (B x LU x [): 42 £3 mm X 70 £1/-2 MM X 248 +4 Mm Dimensions (H x W x L): 42 £3 mm x 70 +1/-2 mm x 248 +4 mm
Macca: 0,187 kr +10% Weight: 0,187 kg +10%

TBepaocTtb pykosTku: 45 +5/0 HRC Arm solidity: 45 £5/0 HRC

LLiepoxoBaToCTb NMOBepPXHOCTU: Ra 1,6 MKV Roughness: Ra 1,6 pm

LWnpwnHa pykoATtkn: 30 1 mm width of the handle: 30 £lmm

OnnHa PsHOOATKA: 170 = 1,2 mm length of the handle: 170 £ 1.2 mm

LLnpunHa paboyeit yactn: 70 £1/-2 mMm width of the working part: 70 £l/-2mm

[nvHa pabouyein yactn: 90+ 1,2 Mwm length of the working part: 90 £ 1.2 mm

MnockocTb usrnba: 25° bending plane: 25°

[vametp otBepcTuin B pykositke: 20 £ 0,5 mm diameters of the holes in the handle: 20 + 0.5 mm

15. PeTpaKTop KOCTHbIW, WMpUHa 43 MM, AIMHHasA paboyvas yacTb (Homep no KaTtanory 399.240) / Bone Lever, long blade, width 43 mm (ref. 399.240)
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FabapuTHble pasmepb! (B x LW x A): 43 £1 MM X 63 £2 MM X 225 +2 MM
Macca: 0,157 Kr £10%

TBepaocTb pykoATku: 45 £5/0 HRC

LLlepoxoBartocTb noBepxHocTK: Ra 1,6 MKM

WnpunHa pykoatku: 30 £1 Mm

OnvHa pykoatkn: 130 £1,2 mm

LLnpuHa pabouein yactn: 43 +1 Mm

[nvHa paboueit yactn: 116 0,5 mm

Mnockoctb m3rnéa: 56°+ 0°30°

[nameTp oTBEPCTUIN B pyKosTKe: 18+0,5 Mm

Dimensions (H x W x L): 43 £1 mm x 63 £2 mm x 225 +2 mm
Weight: 0,157 kg £10%

Arm solidity: 45 £+5/0 HRC

Roughness: Ra 1,6 pm

width of the handle: 30 £lmm

length of the handle: 130 £1.2mm

width of the working part: 43 tImm

length of the working part: 116 £0.5mm

bending plane: 56°+ 0°30°

diameters of the holes in the handle: 18 +0.5mm

16. PeTpakTop KOCTHbIW, LUMPUHA 22 MM, LUIMPOKUIA HAKOHEeYHUK (HoMep no katanory 399.250) / BoHe Lever, wide tip, width 22 mm (ref. 399.250)

FabapuTHble pa3amepbl (B x LU x A): 20 £1,5 vm x 30 £1 mm X 250,2 £2 Mm
Macca: 0,111 kr +10%

TBepAocTb pykosTku: 45 £5/0 HRC

LLlepoxoBatocTb NOBEPXHOCTU: Ra 1,6 MKm

LWnpuHa pykosaTtkn: 30 £1 Mm

OnunHa pykoatkn: 159 £1,2 mm

LLinpuHa pabouein yactn: 22 +0,5 Mm

[nvHa pa6oueli yactn: 105 + 0,8 Mm
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Dimensions (H x W x L): 20 £1,5 mm x 30 £1 mm x 250,2 £2 mm
Weight: 0,111 kg £10%

Arm solidity: 45 £5/0 HRC

Roughness: Ra 1,6 pm

width of the handle: 30 £lmm

length of the handle: 159 £1.2mm

width of the working part: 22 +0.5mm

length of the working part: 105 + 0.8 mm
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[vameTp oTBEPCTUIA B pyKosiTKe: 18%0,5 Mm diameters of the holes in the handle: 18 +0.5mm
17. PeTpaKTop KOCTHbIW, LUMPUHA 18 MM, AIMHHBIN Y3KNA HAKOHEYHUK (HOMep no KaTanory 399.270) / BoHe Lever, long narrow tip, width 18 mm
(ref. 399.270)

FabaputHble pasmepbl (B x LU x ): 28,6 £2 mm x 30 £1 mm x 240,1 +2 Mm Dimensions (H x W x L): 28,6 £2 mm x 30 £1 mm x 240,1 £2 mm
Macca: 0,100 kr £10% Weight: 0,100 kg +10%

TBepaocTtb pykoatku: 52 +4/0 HRC Arm solidity: 52 +4/0 HRC

LLlepoxoBaToCcTb NoBepxXHOCTU: Ra 1,6 MKM Roughness: Ra 1,6 pm

LWnpuHa pykoatku: 30 £1 Mm width of the handle: 30 £lmm

[nvHa pykosiTku: 165 £1,2 Mm length of the handle: 165 £1.2mm

LWwnpuHa paboyert yactn: 18 1 Mm width of the working part: 18 +0.5mm

[nvHa pa6oyelt yactn: 80 £0,5 Mv length of the working part: 80 £0.5mm

Mnockoctb n3rnba: 30°+ 1° bending plane: 30°t 1°

[vametp otBepcTnin B pykosiTke: 18 + 0,5 Mm diameters of the holes in the handle: 18 +0.5mm

18. PeTpaKTop KOCTHbIN, LUMPUHA 24 MM, A/TMHHbIW LUMPOKMIA HAKOHEYHUK (HoMep no KaTanory 399.280) /Bone Lever, long wide tip, width 24 mm
(ref. 399.280)

mEEIPOQ

FabapuTHble pasmeps! (B x LW x [): 30 £1 mm x 33 £1,5 MM X 270 £2 Mm Dimensions (H x W x L): 30 £1 mm x 33 £1,5 mm x 270 £2 mm
Macca: 0,131 kr £10% Weight: 0,131 kg +10%

TBepaocTtb pykoatku: 52 +4/0 HRC Arm solidity: 52 +4/0 HRC

LLlepoxoBaTocTb NoBepxHOCTU: Ra 1,6 MKwv Roughness: Ra 1,6 pm
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IlInpuna pykoarka: 30 £1 MM

Jinnna pyxkosarkn: 154 £1,2 mm

Iupuua pabouelt uactTn: 24 £1 MM

Jnuna paGoueit wactn: 125,7 £0,5 MM
Jinametp oTBepeTHii B pykostke: 18 £ 0,5 Mm

width of the handle: 30 £1mm

length of the handle: 154 £1.2mm

width of the working part: 24 +imm

length of the working part: 125.7 £0.5mm
diameters of the holes in the handle: 18 +0.5mm

19. PeTpaKkTop ro/ioBKH IJIe9eno# KocTH, A1HHA 220 MM (Homep o kaTagsory 399.290) / Humeral Head Lever, L 220 mm (ref. 399.290)

Tabapuranie pasmepsl (B x LI x J): 22 2 mm x 30 =1 MM x 10 220 MM
Macca: 0,0854 xr £10%

Teepaocts pykosTku: 45 +5/0 HRC

IllepoxoBarocTs nosepxnocTH: Ra 1,6 Mxm

Illnpana pykogrku: 30 £1 MM

Jnana pyxoarxs: 140 £ 1,2 Mm

Ilispuna paboueif nactu: 18 £0,7 MM

Jnuna pabogeli gacTu: 56 £2 MM

Jnamerp oteepcraii B pyxosrke: 20 £ 0,5 MM

Dimensions (H x W x L): 22 2 mm x 30 1 mum X up to 220 mm
Weight: 0,0854 kg +10%

Arm solidity: 45 +5/0 HRC

Roughness: Ra 1,6 pm

width of the handle: 30 £1lmm

length of the handle: 140+ 1.2 mm

width of the working part: 18 £0.7mm

length of the working part: 56 £2mm
diameters of the holes in the handle: 20 £ 0.5 mm

(ref. 399.310)

20. PeTpaxTop xocTHbIN, niacTHaHbLii, mAPRAR 8 MM, Anuna 230 MM (HoMep no xaTanory 399.310) / Bone Lever, malleable, width 8§ mm, L 230 mm

IabaputHiie pasmeps: (B x I x JI): 3 20,5 MM x 8 £0,5 MM x 10 230 MM
Macca: 0,012 xr£10%
IllepoxopatocTh noeepxHocTH: Ra 1,6 MKM

Dimensions (H x W x L): 3 £0,5 mm x 8 0,5 mm x up to 230mm
Weight: 0,012 kg +10%

Roughness: Ra 1,6 um
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LnpuHa pykosaTkn: 8 £0,5 Mm

OnvHa pykosaTtku: 106 £ 0,8 mm

LWnpuHa paboyein yactn: 80,5 Mv

[nvHa paboyelt yactn: 9 1 Mm

Mnockoctb nsrmnba: 30°+2°

YT0oN 3aT04YKKM OCTPbIX KOHLO0B m3genua: 40°+ 2°

width of the handle: 8 £0.5mm

length of the handle: 106 £ 0.8 mm
width of the working part: 8 £0.5mm
length of the working part: 9 £lmm
bending plane: 30°t 2°

cutting angel of the sharp edges: 40°+ 2°

21. PeTpaKTop KOCTHbIN, NIaCTUYHbIN, WnprnHa 10 mm, annHa 230 mm (Homep no Katanory 399.340) /Bone Lever, malleable, width 10 mm, L 230

mm (ref. 399.340)

FabaputHble pasmepb! (B x LW x A): 3+0,5 mmx 10+0,5 mm X o 230 Mm
Macca: 0,015 kr +10%

LLlepoxoBaToCTb NoBepxXHOCTU: Ra 1,6 MKM

LWnpunHa pykosaTtkn: 10 £0,5 mm

[nvHa psucostku: 105+ 0,8 Mm

LWnpwuHa paboueinr yactn: 10 +0,5 mm

[nvHa paboyeld yactn: 11 +1 Mm

Mnockoctb nsrmba: 30°+2°

YTron 3aT04KM OCTPbIX KOHL0B mn3genus: 40°t 2°

Dimensions (H x W x L): 3+0,5 mmx 10+0,5 mm x up to 230 mm
Weight: 0,015 kg +10%

Roughness: Ra 1,6 pm

width of the handle: 10 £0.5mm

length of the handle: 105 + 0,8 mm

width of the working part: 10 £0.5mm

length of the working part: 11 £lmm

bending plane: 30°t 2°

cutting angel of the sharp edges: 40°+ 2°

22. PeTpaKTop KOCTHbIN, TUpuHa 15 MM, AnnHa 160 mm (Homep no Katanory 399.490) /Bone Lever, width 15 mm, L 160 mm (ref. 399.490)

FabapuTHble paamepbl (B x LW x A): 81 mvx 15+0,5 mvx 160 £2,5 Mm
Macca: 0,0277 Kr £10%

TBepaocTtb pykoatku: 45 +5/0 HRC

LLiepoxoBaTocTb NOBEPXHOCTU: Ra 1,6 MKM

LnpuHa pykoatku: 12 +1 Mm

OnnHa pykosaTtkn: 122 + 1,2 mMm
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Dimensions (H x W x L): 81 mmx 15+0,5 mm x 160 £2,5 mm
Weight: 0,0277 kg £10%

Arm solidity: 45 +5/0 HRC

Roughness: Ra 1,6 pm

width of the handle: 12 tlmm

length of the handle: 122 + 1.2 mm
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IInpuna paboueti yacmn: 15 1 MM
Jnuna paboueli wacTa: 38 0,5 MM

width of the working part: 15 £lmm
length of the working part: 38 + 0.5 mm

Tloxasania K NPEMEHCHAN0 MEAHINHCKOTO H3ACIHA

HeT KOHXpeTHHX MOXa3aHR# X MPAMEHESHHIO PETPAKTOPOB B OPTONCAMHECKOH
XHPYPIHH.

Indications to the use of medical devices

There are no specific indications for using retractors in Orthopaedic
surgery.

llpmsonomauul K NPAMCHCHHEI0 MEQHIHHCKOTO HITCAHN

Her xOHXPeTHBIX MPOTRBONIOKA3ARHUIA K NPHMEHEHHIO PETPAKTOPOB B
OPTONEANYECKON XHPYPIHH.

Contraindications to the use of medical devices

There are no specific contraindications for using retractors in Orthopaedic
surgery.

Tobounbic $PexTil B BOIMOKHLIC PHCKH

Her xoHKpeTHRIX NOGOYRBIX HPPEKTOB BOIMOKHEIX PHCKOB IIPH NPHMCHEHH
PETPAKTOPOB B HPTONCIAYECKON XHPYPIHH.

Adverse effects and potential risks

There are no specific adverse effects for using retractors in Orthopaedic
surgery.

Hudopmanua o JeKapCTBEHHLIX NPENAPATAX B (HIH) $APMALCBTHICCKHX
cybcranumax B cocrase MH

STOT paszien He MPHMCHEM K A3IC/TRIO.

Information about medicines and (or) pharmaceutical substances
included in MD

This section is not applicable to the product.

HudopManss 0 HATHIHHE B MOAHIHHCKOM HIIC/IHE MATCPHAN0B XHBOTHOIO
H(HAR) 9€/10BEIECKOr0 NPOHCXORACHAN

10T pazien He NPAMEHUM K H3ASHIO, TAK KaK OHO He COACPAHUT TKAHH
XMBOTHOI'O NPOHCXOKACHHA.

10T pasae’ He MPUMEHAM K H3/ICNHIO, IOCKOJLKY OHO HE COACPXHT IPOXYKTOB
KPOBH HJIH NIPOH3BOHBHIX KPOBH YENOBEKA H HE HINOTORJICHO C HCIIONB30BAHHEM

List of materials of animal and (or) human origin in MD

This section is not applicable to the product as the devices do not contain
tissue of animal origin.

This section is not applicable to the product as the they do not incorporate
blood products or human blood derivatives and are not manufactured
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TKaHeli YesI0BEUYECKOrO NMPOUCXOXKAEHUS.

YcTtaHoBka MU

He npyumeHnmo

YcnoBusa npumMmeHeHus/akennyarauun M

PeTpakTopbl NpegHasHaveHbl 419 NPUMEHEHUS B MEANLMNHCKNX YUpeXXAeHNAX
MeANLMHCKMN PaboTHUKaMM 1 NepcoHasIoM onepaLyioHHON.

PeTpaKTopbl peEKOMeHAYeTcA UCMNo1b30BaTh NPKY YCN0BUAX IKCMIyaTauum,
yKa3aHHbIX B Tabnuie «YCnoBus NPUMEHEHNS.

Tabnmua. Ycnosums nNpvMeHeHus.

Ycnosus NpUMeHeHNS
Temnepatypa
OTHOCUTENbHAsA BNaOKHOCTb

o1 -29°C go +60°C
30-85%

PabOTHMKM chepbl 34paBooOXpaHeHns AO/MKHbI UMETb NOTHOE NpeacTaB/eHmne 0
npeanonaraeMoM UCrosib30BaHUM NPOAYKLMM U MPUMEHSIEMbIX XMPYPrMYecKmx
TEXHUKaX, a Takke A0MKHbI ObITb KBIMDMLMPOBAHbI MYTEM MPOXOXAEHUA
COOTBETCTBYHOLLIETO 0BYyYEHUS.

YCnoBus TPaHCMOPTUPOBKUN 1 XpPaHEHWS!
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utilizing tissues of human origin.

MD installation

Not applicable.

Use/operation conditions of MD

Retractors are intended for use in Healthcare facilities by medical
professionals and operating room staff.

Retractotrs are recommended for use under operation conditions indicated
in Table «Use conditions»

Table. Use conditions.

Use conditions
Temperature
Relative humidity

from -29°C to +60°C
30-85%

Health Care Professionals should be fully aware of the intended use of the

products and the applicable surgical techniques, and they should be
qualified by appropriate training.

Conditions of transportation and storage



(f) DePuySynthes

COMMMICS OF *-<nrefceuo*

i3penvs cnefyeT XpaHUTb B CyXOM YMCTOM MECTE, 3alliMLLEHHOM OT NPSiMOro Products should be stored in a dry, clean environment, protected from
CO/THEYHOrO CBETa, HACEKOMbIX U 3KCTPEMaIbHbIX KonebaHuiA Temneparypbl direct sunlight, pests, and extremes of temperature and humidity.
BMaXXHOCTW.

Tabnuua. YcnoBums XpaHeHus
YcnoBusa XxpaHeHNA

Temneparypa ot -29 po +60 °C
OTHocuTENbHAA BNaXXHOCTL 30 - 85 %
ATmocdepHoe AaBneHne HeT cneuunduyHbIX yCrnoBui

Tabnuua. YcnoBus TpaHCNOPTUPOBKN
YcnoBusa TpaHCNOPTUPOBKU

Temnepartypa 0T -29 no +60 °C
OTHOCUTE/bHAs BNAXKHOCTb 30- 85 %
ATMOcChepHoe aaBneHve HeT cneumdunyHbIX ycnosuii

MepeyeHb cTaHAApPTOB Mo TpeboBaHMAM K M

Storage conditions
TeTperalllre from -29 to +60 °C

Relative humidity 30- 85 % N
Atmospheric pressure No specific conditions

Transportation conditions
Temperature from -29 to +60 °C

Relative humidity 30-85 %
Atmospheric pressure No specific conditions

Standard list regarding requirements for MD

"apMOHM3MPOBaHHble CTaHAAPTb! Harmonised standards

CraHgapT OnucaHve HaumeHmBaHWe cTaHaapTa Standard Description Standard name

Medical devices - Quality
N3pennsa meanumHekme. Cuctemel management systems -
ENISO 13485 2016 MeHepKMeHTa KauecTBa. Tpe6oBaHWs 415 ENISO 13485 2016 Requirements for regulatory

uenei perynuposaHus (ISO 13485:2016) purposes (ISO 13485:2016)

EN ISO 14971 2012 N3penvs meamupmHekme. MpymeHeHve
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EN 62366

MEDDEV
27.1

ENISO
15223-1

EN 1041

ENISO
10993-1

ENISO
10993-4

2008

Pen. 4
(2016)

2016

2008
+AE2013

2018

2009

MeHePKMeHTa pUcKa K MeANLMHCKAM
n3penmam (ISO 14971:2007,
CkoppekTtnpoBaHHas Bepcua 2007-10-01)

N3penna meguumHckme. NpoeKTnpoBaHmne
MEeAMUMHCKMX 134eNnii ¢ 3°eTom
aKcnnyaTtaumMoHHon npurogHoctn 1IEC
62366:2007

PYKOBO/CTBO MO MeAULIMHCKAM U3AENVsIM
/ KTMHNYECKMM UCTMbITAHUSIM:
PYyKOBO/CTBO /11 M3rOTOBMUTENEN

W3penna meguumHekme. CUMBOSbI,
npYIMeHsieMble NPY MapKMpPOBaHNW Ha
MEANLUMHCKMX N3OeNNaX, STUKETKaxX U B
COMPOBOAMTENIbHOM AOKYMeHTaumm. Yactb
1. O6wwwe TpeboBaHus (ISO 15223-
1:2016, CKoppeKTnpoBaHHasa Bepcus
2017-03)

N3penna meguumHekue. MHgopmaums,
npeaocTasisemMast U3rotoBUTesiem

OueHKa 61M010rMYecKoro AencTBums
MeAMUMHCKMX n3gennin. Yactb 1 OueHka
N nccnefoBaHNsA B pamkax CUCTEMbI
MeHepKMeHTa pucka (1ISO 10993-1:2009)

OueHKa 61M010rMYecKoro AencTBms
MeANUMHCKMX U3aenvin. Yactb 4.
ViccnepoBaHust nspenwia,
B3aMMOZENCTBYHOLLMX C KpoBbto (ISO
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ENISO 14971 2012

EN 62366 2008

MEDDEV Rev. 4

271 (2016)
Elglzlzss?l 2016

EN 1041 322?-2013
oos1 208
109634 2009

Medical devices - Application of
risk management to medical
devices (ISO 14971:2007,
Corrected version 2007-10-01)

Medical devices - Application of
usability engineering to medical
devices IEC 62366:2007

Guidelines on Medical Devices /
Clinical Evaluation: A guide for
manufactmers

Medical devices - Symbols to be
used with medical device labels,
labelling and information to be
supplied - Part 1. General
requirements (ISO 15223-1:2016,
Corrected version 2017-03)

Information supplied by the
manufacturer of medical devices

Biological evaluation of medical
devices - Part 1: Evaluation and
testing within a risk management
process (ISO 10993-1:2009)

Biological evaluation of medical
devices - Part 4: Selection of tests
for interactions with blood (ISO
10993-4:2002, including Amd
1:2006)
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ENISO 16061 2009

10993-4:2002, Bkntovass Amd 1:2006)

OueHka 61MoNornMYecKoro AencTens
MeOVLMHCLCUX U3aAeNniA. YacTb 5.
WccnepoBaHuA Ha LLUTOTOKCUYHOCTD:
mMeToap! in vitro (ISO 10993-5:2009)

OLeHKa 610N0rMYeckoro AencTans
MeANLMHCKNX n3aennin. Yactb 11.
iccnegoBaHMs OOLLETOKCMYECKOrO
pencreus (ISO 10993-11:2006)

OueHKa 61MoNorMYecKoro AencTms
MeANLIMHCKMX n3aenuin. Yacts 12,
MpurotoBnieHne NPob 1 KOHTPOSIbHbIE
obpasup! (ISO 10993-12:2012)

OLeHKa 610N0rMYeckoro AencTans
MeANLIMHCKMX n3nenuin. Yactb 17.

YcTaHOB/IeHME NMOPOroBbIX 3HAYEHWI arps|

BbIMbIBaeMbIx BeLects. (ISO 10993-
17:2002)

OueHka 61MonornyecKoro AencTens
MeANLIMHCKMX n3aenuin. Yactb 18.
iccnepoBaHne XMMMYECKUX CBOICTB
marepuasios (ISO 10993-18:2005)

NHCTPYMEHTBI, UCNO/b3yeMble COBMECTHO

C HEaKTUBHbLIMU X1PYPIUYECKMMM

nmnnaHtaramy. O6Lme TpebosaHusa (1ISO
16061:2008, CKkoppeKTMpoBaHHasa Bepcus

2009-03-15)
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ENISO
10993-5

ENISO
10993-11

ENISO
10993-12

ENISO
10993-17

ENISO

10993-18

ENISO 16061

ENISO
17665-1

2009

2009

2012

2009

2009

2009

2006

Biological evaluation of medical
devices - Part 5: Tests for in vitro
cytotoxicity (ISO 10993-5:2009)

Biological evaluation of medical
devices - Part 11: Tests for
systemic toxicity (ISO 10993-
11:2006)

Biological evaluation of medical
devices - Part 12: Sample
preparation and reference
materials (ISO 10993-12:2012)

Biological evaluation of medical
devices - Part 17: Establishment
of allowable limits for leachable
substances (ISO 10993-17:2002)

Biological evaluation of medical
devices - Part 18: Chemical
characterization of materials (1ISO
10993-18:2005)

Instrumentation for use in
association with non-active
surgical implants - General
requirements (ISO 16061:2008,
Corrected version 2009-03-15)

Sterilization of health care
products - Moist heat - Part 1.
Requirements for the
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17665-1 2006

ENISO 17664 2017

PEFIAMEHT
KOMVICCUM

pers 2012

Ne IQIHOL

ENISO 2009 +
15883-1 Al:2014
ENISO

15883-2 2009

Crepynusaumsa MeavUMHCKON NPOAYyKUUN.
BnakHoe Tenno. Yactb 1. TpeboBaHUs K
pa3paboTke, BaMaaLUMm 1 TEKyLLEMY
KOHTPO/I0 npoLecca crepumsaumm
MeAVUMHCKMX n3genmin (ISO 17665-
1:2006).

Crepynusaumsa MeguLMHCKUX U3OENNA.
Hdopmaumsi, npegocTaBnseMast
N3roToBUTENIEM /19 NPOBEAEHNS
MOBTOPHOI CTEPUM3ALLN MEANLNHCKINX
nsgennia (ISO 17664:2004)

PETTAMEHT KOMWCCUIW (EC) Ne
207/2012 ot 9 mapta 2012 roga 06
3NEKTPOHHbIX MHCTPYKLMSIX MO
MPYMEHEHNI0 MEAVNLMHCKUX U3AENNIA

MalLVHbI MOtOLLLEe-AEe3MHNLMPYHOLLME.
Yactb 1 O6wpme TpeboBaHms, TEPMUHBI,
onpeaeneHns n UcnbiTaHns

MaLurHbl MotoLLe-Ae3MHpULIMPYIOLLIVE.
YacTb 2. TpeboBaHMA 1 MeToAb!
NCNbITaHWIA MOOLLE-AE3VHNLIMPYHOLLMX
MaLLUWH, NCNONb3YHOLLMX TEPMUYECKYHO
OE3VHPEKUMIO XUPYPTNYECKNX
WNHCTPYMEHTOB, 060pyA0BaHNA 415
aHecTesunu, vallek, Tapenok, NPUEeMHNKOB,
nocyapl, n3genuin n3 ctekna n 1.4. (1ISO
15883-2:2006)
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ENISO 17664 2017

COMMISION
REGULATIO

N (EU)No 2012
207/2012

ENISO 2009 +
15883-1 Al:2014
ENISO

15883-2 2009
ENISO

10993-10 2013

development, validation and
routine control of a sterilization
process for medical devices (ISO
17665-1:2006)

Sterilization of medical devices -
Information to be provided by the
manufacturer for the processing
of resterilizable medical devices
(ISO 17664:2004)

COMMISSION REGULATION
(EU) No 207/2012 of 9 March
2012 on electronic instructions
for use of medical devices

Washer-disinfectors-Partl:
General requirements, terms and
definitions and tests

Washer-disinfectors - Part 2:
Requirements and tests for
washer-disinfectors employing
thermal disinfection for surgical
instruments, anaesthetic
equipment, bowls, dishes,
receivers, utensils, glassware, etc.
(ISO 15883-2:2006)

Biological evaluation of medical
devices - Part 10: Tests for
irritation and skin sensitization
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1009310 2013

AAMITIR 12 2010

AAMITIR 30 2011

ISTA 3A 2018

ISTA 2A 2011

OueHKa 6110/10rM4ecKoro AencTeus
MeAMLMHCKNX n3aenumii. Yactb 10.
ViccnepgoBaHus pasapakaroLLero u
ceHcnomnusmpytrowero aeictemsa (ISO
10993-10:2010)

Pa3paboTKa, UCMNbITaHWA U HaHeCeHWe
3TUKETOK Ha MeAULIMHCKME 13aenns
MHOIOKpAaTHOr0 MCMOo/b30BaHNs,
npeAHa3HaueHHbIX 4/151 NOBTOPHOM
06paboTKM B yUpEeXOEHNSAX
3[paBooxpaHeHuns. PyKoBOACTBO /15
npovssoauTenein n3nenni

CO60pPHMK MPOLLECCOB, MATEPUAIOB,
METOZ0B UCTbITaHWIA 1 KpUTEPHEB
NPVEeMIEMOCTU A1 OUNCTKN
MeANLMHCKX U3AENNIA MHOTOKPATHOTO
CNO/b30BaHNS

O6LLMe MMUTALMOHHBIE MUCTbITaHNS
3KcnyaTaUMoHHbIX NapamMeTpoB

Mpoueaypa TeCTMPOBaHUS [OCTaBKU
nocbinkn BecoM 150 ¢pyHTOB. (70 Kr) num
MeHee

MNapumanbHble UMUTaUNOHHbIE UCTbITaHNA
YnakoBaHHble NpoAyKTbl Maccoii 150
(oyHTOB (68 Kr) 1 MeHee
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AAMITIR 12 2010

AAMITIR 30 2011

ISTA 3A 2018
ISTA 2A 2011
ASTMF1886/

F1886M 2016

(ISO 10993-10:2010)

Designing, testing, and labeling
reusable medical devices for
reprocessing in health care
facilities: A guide for medical
device manufacturers

A compendium of processes,
materials, test methods, and
acceptance criteria for cleaning
reusable medical devices

General Simulation Performance
Test Procedure
Packaged-products for parcel
delivery system shipment 150 Ib.
(70 kg) or less

Partial Simulation Test Procedure
Packaged-Products 150 Ib (68 kg)
or Less

Standard Test Method for
Determining Integrity of Seals for
Flexible Packaging by Visual
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CTaHOapTHbIV BU3Ya/IbHbIA METO/,
onpeaeneHns HerepMeTUYHOCTE
CBapHbIX LLUBOB B IMOKOW YNakoBKe.

ASTMF1886/
F 1886M 2016

CTaHAapTHOE PYKOBOACTBO MO OLIEHKE
61OCOBMECTMMOCTU YNAKOBOUHbIX
MaTepuasioB A1 MeANLIMHCKNX U3AeNnii
(EN 1SO 10993-5:2009, ISO 10993-
18:2009)

OnuvcaHve meTofa CTepuIn3aLmm

ASTM F2475 2011

N3penna CuHte3 Tm6X(8ynlllie8 GmbH) (ganee no tekcty Synthes),
NocTaB/IsEMble B HECTEPU/TBHOM COCTOSAHUW, HEOOXOANUMO OYUCTUTL U
NPOCTEPUNN30BATL MapOM rnepes XMpPYpPruyecknm 1Ucnosib3osaHnem. Mepeq,
OYMCTKOW YOansitoT N YTUAN3UPYIOT BCO OPUTMHASIbHYHO OHOPA30BYHO
YNakoBKy (Hanpumep, 3aLmTHble HAKOHEYHWUKN). OunLLatoT U3aenvs nepes,
NEPBbIM Y KKAbIM MOC/eAYOLLMM UCMO/Ib30BaHNEM, a TaKkKe rnepes, BO3BparoM
ONs TEXHMYECKOro 06CNyXKnBaHus 1 peMoHTa. Mepeg, ctepunmsalmein napom
N30envs NOMELLAIOT B paspeLLeHHy0 CTEPUIN3aLMOHHYHO YNaKoBKY WK
KOHTEIHEP.

MepBbIM 1 Hanbosee BaXKHbLIM LLIAaroM npy noBTOPHOW 06paboTke BCex
MHOropasoBbIX UHCTPYMEHTOB AB/ISIETCA TatesibHas (pyyHas uw/wim
MeXaHN4yecKas) 04McTKa 1 NPOMbIBKa. TuiateslbHasi OUMCTKA - C/IOXKHBIA
npoLiecc, ycrnex KoToporo 3aBUCKT OT pPas/inyHbIX B3aMMOCBSA3aHHbIX (DAKTOPOB;
KayecTBa BOAbl, KOMIMYECTBA 1 TUMa YUCTALLErO CPeACTBa, MeToAa OUNCTKM
(Bpyu4Hyt0, yNbTpa3ByKOBas YNCTKa, MOeYHas MalLnHa/0e3nHpEKTOP),
TLLATENIbHOrO NPOMbIBAHVS U CYLLKUW, HaZ/eXKalleil NoAroTOBKN U3aenus,
BpeEMEHW, TeMnepaTypbl 1 akKypaTHOCTU /UL, OTBETCTBEHHbIX 3@ OYMCTKY.

OcTatoyHble opraHMyeckue BelecTsa n/vinn 60/bLLIOE YMCNO MUKPOOpPraHn3moB
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Inspection

Standard Guide for
Biocompatibity Evaluation of
Medical Device Packaging
Materials (EN 1ISO 10993-
5:2009, 1ISO 10993-18:2009)

ASTM F2475 2011

Description of sterilization method

Synthes GmbH (hereinafter Synthes) products supplied in a non-sterile
condition must be cleaned and steam sterilized prior to surgical use. Prior
to cleaning, remove and dispose all original disposable packaging (e.g.
protection covers). Clean products before first and every use, and before
returning for maintenance and repair. Prior to steam sterilization, place the
product in an approved sterilization wrap or container.

The first and most important step in reprocessing all re-usable instruments
Is thorough (manual and/or mechanical) cleaning and rinsing. Thorough
cleaning is a complex process whose suceess depends on various
interrelated factors: Water quality, quantity and type of cleaning agent,
cleaning method (manual, ultrasonic bath, washer/disinfector), thorough
rinsing and drying, proper product preparation, time, temperature, and
thoroughness of the individual responsible for cleaning.

Residual organic matter and/or a large number of microorganisms may
26
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MOTYT CHH3RTH 3PPEKTHBHOCTS NPOLIECCAa CTEPHIH3ALHH. reduce the effectiveness of the sterilization process.
Meps! npeaocTOPOXEHHEOCTH Cautions
Bce nagenus AOMKHE OLITH TINATENLHO OYHINCHE B MPOBEPEHH Nepen All devices must be thoroughly cleaned and inspected prior to sterilization.

crepunisanncii. [iyxne oreeperTns, ABHXymHAecs B cloxunie actamd Tpebyior | Blind holes, moving and intricate parts require particular attention during
0coB0T0 BHMMAHHA NPH OUHCTKE H HHCNeximH. Bo BpeMa owmcTky nenonsaylite | cleaning and inspection. During cleaning, only use detergents that are
TOJILKO T YHCTAIIAE CPEICTBA, KOTOPHIE NpeAHa3HaYeHk I ncnonbsopanus ¢ | labelled for use on medical devices and in accordance with the
MEAHIMHECKHUME H3ACIHAMH, B COOTBETCTRAH ¢ HECTPYKIMAMM NpoR3BoAMTeNs | manufacturer’s instructions (e.g. temperature, contact time, and rinse time).

(uanpmMep, TeMnepaTypa, BpeMA KOHTAKTa H BpeMs ONOJIBCKMBAHNA). Cleaning agents with a used dilution pH of within 7-9.5 are recommended.
PexoMeHAYIOTCA THCTAIMEE CPEACTBA C BCNIONB3YeMol KoHueHTpauuel pH B Highly alkaline conditions (pH >11) can damage components/devices. Do

npeaenax 7-9,5. Cunsaomenoynne ycnosis (pH> 11) Moryt nospemTs not use saline, environmental disinfection (including chlorine solutions) or
KOMINOHeHTH / n3nenua. He ucnonssyiire ¢puanonormaeckusi pactsop, surgical antiseptics (such as iodine- or chlorhexidine-containing products).
Ac3HHEKTAATH A1 OKpYXaloilieH cpelini (BKIOUas pacTBOPH XNIOpa) HIH Do not use a cleaning aid that can damage the surface of instruments such

XHPYPTHIECKHE SHTHCENTTHKH (TakHe Kak IPOXYKTH, COAcpxamue #oz AIn as steel wool, abrasive cleaners or wire brushes.

xnoprexcuann). He ucnons3yiite yncTampme CpeacTBa, KOTOPHIC MOTYT
NIOBPEANTH MOBEPXHOCTH HHCTPYMEHTOB, TAKHE KaK MCTA/UIHICCKHE MOYANTKH,

abpa3HBHBIEC YHUCTIIHNE CPEACTBA HIIH NPOBOJIOYHEIC IICTKH.

- B ymuTpasBykoBoM OUHCTHTENE H3zenus Synthes passemaiire Tomxo - Only place Synthes devices with items of similar metallic composition
COBMECTHO ¢ H3/ICTHAMH, HMCIOIMMH aHANIOTHYHBIN METALTHICCKH] COCTaB. together in an ultrasonic cleaner.

- U1 OYMCTKHA B MEXAHHYECKOH MOSTHON MAIINAE He CICAYET 3arpyXKarh - Soiled or used Synthes devices should not be loaded into a case for
3arpA3HeHHLIC WIH HCIIONb30BaHHbIE H3fienna Synthes B xonTeinepe. cleaning in a mechanical washer. Soiled Synthes devices must be processed
3arpasHennnie u3nenas Synthes A0mkHN 06paGaTHIBATLCS OTACABHO OT IOTKOB | separate from trays and cases.

H KOHTeHHEpPOB. - The sterilization parameters are only valid for devices that are adequately
- INapameTpit crepunuzanmn ACHCTBTENLHE TOMbLKO V1A H3ACIHH, KOTOPBIC cleaned.

Crinn magiexampM o6pazoM OYHIMEHH, - The parameters listed are only valid for properly installed, maintained,

- Iepeuncaente napaMeTphl ACHCTBHTELEE! TONBKO JUIS CTepRm3anmonnoro | calibrated and compliant reprocessing equipment in accordance with
obopynopaHng, HajUIeXKAIMMM 00pa3OM YCTAHOBICHHOIO, 00CAYKHBAEMOTO, standards such as the ISO 15883 and ISO 17665 series.
OTKANHOPOBAHHOIO H COOTBETCTBYIOIICTO TPEOOBAHMAM 1O MOBTOPHOMN - Surgical patients identified as at-risk for Creutzfeldt-Jakob disease (CJD)
00paboTke B COOTBETCTBHH co cTaHaapTami cepn ISO 15883 1 ISO 17665. and related infections should be treated with single-use instruments.

27
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XVPYPIVHECKM MaLMeHTaM, Haxo4AaLWLMMCA B rpynne pucka no 6os1e3Hu
Kpevmueryopkota (CJD) v conyTeTBYHOLWMM UHDEKLMAM, HEOOXOAMMO
MPCBQIMTL SEYeHVE OLLHOPA30BbIMU UHCTPYMEHTaMW. VIHCTPYMEHTDI,
VNOB30B2BLLVECA U/ C NMOA03PEHMEM Ha UCMO/b30BaHMe y naumeHnTa ¢ CJD,
MOUEOrEELM YTUNN3UPYIOT W/W CneaytoT AeACTBYOLWMM HaUMOHa/IbHbIM
PeOVEHIELYFM
- M nonyseH/s 0NONHUTENBHON MHApOpMaLIM 06paTnUTeCh K HaLMOHaIbHbIM
HOQVEIVBHMOOKYMEHTaM U pyKoBOACTBaM. Kpome Toro, Tpebyetcs
COOTBETCTBVE BHYTPEHHUM 60/TbHUYHBIM MOIUTMKAM 1 NpoLeaypam, a Takke
PEOVEHELFMNPOV3BOAUTENEN YNCTALLNX, AE3NHDULMPYIOLWNX CPEaCTB U
0o 00opy/aeBaHAA A5 KIMHUYECKO 06paboTKM.

BmVOKHOCTE M MeToAbl  MHTerpauuMm ¢ Apyrumu MeANLMHCKUMN
VROVAW
ghittes He npoBoawIa MNPOBEPKY  COBMECTUMOCTM € YCTPOMCTBaAMM,

MOCTeRFEVL A ZIPYTMM NPOU3BOAUTENSIMM, U HE NPUHUMAET Ha cebsl HUKAKO
OTBETCTBEHHOCT B MO/I06HbIX C1yYasX.

V/BOLITOHHOE HaNpsKEHVIE

PelpeKiops!l paspabotaHbl  TOMBKO A1 ONPEAENeHHOW LUeMM U AO/MKHbI
VNO'E30BATHCY COOTBETCTBYIOLLMM 06pa3oM. HeHaziexallee Ucnosb3oBaHme
MK MOBECM K M30bITOYHOMY — MEXAHUYECKOMY  HarpshKEHWHO,
HEVITPEBHOCTN 11 HEOOPATMOMY MOBPEXKAEHMIO WHCTPYMEHTA, 4TO, B CBOHO
O, YBE/WMMBAET VX NOABEPIKEHHOCTb KOPPO3UMN.

OrpaHeHs N0 NOBTOPHOM 06paboTke
- MoBTOpAHALLYEGA LMK/l 06Pab0TKIM, BKKOYAKOLLIME YIbTPa3BYKOBY!HO,
VEGH/MECKHOMOVKY 1 CTEPMIM3ALMIO, OKA3bIBAOT MUHMMa/IbHOE BO3AENCTBIE
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Dispose of instruments used or suspected of use on a patient with CJD after
surgery and/or follow current national recommendations.

- Consult national regulations and guidelines for additional information.
Compliance is additionally required with internal hospital policies and
procedures and recommendations of manufacturers of detergents,
disinfectants, and any clinical processing equipment.

The possibility and ways of integrating with other medical devices

Synthes has not tested compatibility with devices provided by other
manufacturers and assumes no liability in such instances.

Overstressing

Retractors are designed only for a specific purpose and must be used
accordingly. Inappropriate use can lead to mechanical overstressing,
malfunction and permanent instrument damage, and this in turn increases
their susceptibility to corrosion.

Limits on reprocessing
- Repeated processing cycles that include ultrasonic, mechanical washing
and sterilization have minimal effects on Synthes surgical instrumentation.
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Ha XMpypruyeckme MHCTpyMeHTbl Synthes.

- OKOHYaHWe cpoKa cny>Xobl U3aemna 06bIYHO ONpPeaenstoT No U3HOCY U
NOBPEXAEHVSIM, CBSI3aHHbIM C €ro UCMo/b3oBaHMeM. [lokasaTtenbeTBa
NOBPEXAEHNSA U U3HOCA U34S MOTYT BK/OYaTb, HO HE OrpaHyMBatoTCs
KOppo3weii (T.e. pXXaBUMHOM, TOYEUYHON KOppOo3ueit), 06ecLiBeUBaHIEM,
130bITOYHBIMM LigpanHamu, OTc/lanBaHneM, M3HOCOM U TpelmHamn. 3genns,
(hyHKLUMOHMPYIOLLME HeHaZieXallyM 06pa3oM, U3enust C HepacrnosHaBaeMol
MapKUPOBKOMA, OTCYTCTBYHOLLUMU WX yAaNEHHBIMU (CTEPTLIMI) HOMEpaMu
[eTanei, NoBPeXaeHHbIEe 1 YPe3MEPHO M3HOLLEHHbIE HE A0/MKHbI
NCMO/b30BATbLCS.

- bonee nogpo6Hyto MHGopMaLMIo 06 onpeaeneHnn cpokKa cyXobl MOXHO
NoAy4nTb Y YNONHOMOUYEHHOTO NpeacTaBuTens B Poccun.

O6paboTKa Ha MecTe MUCMob30BaHuUs

Ypansiite KpoBb WM OCTaTKM TKAHER ¢ U3aenms B Xo4e XMPYPrmyeckoro
BMELLIATEe/NbCTBA, YTOObI NPEAOTBPATUTL MX MPUCLIXaHWE K MOBEPXHOCTY.

- 3arpsi3HeHHble M3aenns HEOOX0AMMO OTAENNTL OT HE3ArPsI3HEHHbIX BO
N36eXKaHNe KOHTaMMHALIMKN NEPCOHasIa U OKpY>KaroLLeli cpespl.

- M3penvsi Heo6XxoAMMO HaKPbITb NMOJIOTEHLIEM, CMOYEHHBIM CTEPWIBHON W
OYMLLLEHHOI BOAOW, YTOObI NPeAoTBPaTUTL BbIChbIXaHMe KPOBM W/W OCTaTKOB
TKaHe.

KapaHTuH 1 TPaHCMopTUPOBKa
3arpsisHeHHble 13aenms Heo6XoAMMO TPAHCTIOPTUPOBATbL OTAE/NLHO OT
He3arpsisHeHHbIX BO M36eXaHne KOHTaMUHaLWN.

MofroToBKa K O4NUCTKE (417 BCeX METOLOB OUMCTKMN)

- PekomeHayeTtcs, 4ToObl M3aemna bblum 06paboTaHbl Kak MOXHO ObicTpee rnocse

MCcnosb30BaHNA.

- Ecnun vzgenne MoxeT 6bITb pasobpaHo, pasbepute ero nepes, NoBTOPHOWA
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- End of life ofa device is normally determined by wear and damage due to
use. Evidence of damage and wear on a device may include but is not
limited to corrosion (e.g. rust, pitting), discoloration, excessive scratches,
flaking, wear and cracks. Improperly functioning devices, devices with
unrecognizable markings, missing or removed (buffed off) part numbers,
damaged and excessively worn devices should not be used.

- Further details regarding end of life indicators are available from
Authorized representative in Russia.

Point of Use Care

Wipe blood and/or debris from device throughout surgical procedme to
prevent it from drying onto the surface.

- Soiled devices should be separated from non-contaminated devices to
avoid contamination of persormel or surroundings,

- Devices should be covered with a towel dampened with sterile or purified
water to prevent blood and/or debris from drying.

Containment and Transportation
Soiled devices should be transported separate from non-contaminated
devices to avoid contamination.

Preparation for Cleaning (for all cleaning methods)

- It is recommended that devices should be reprocessed as soon as
reasonably practical following use.

- Disassemble device, if device is able to be disassembled, prior to
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06paboTKoi. MoApPO6HbIE MHCTPYKLUMM NO pa3bopKe NHCTPYMEHTOB MOXKHO
NoNy4nTb Y YNONHOMOUYEHHOTO NpeacTaBuTenst B Poccun.

- OTKpoOWiTe 13aenuns ¢ LapHUpamu.

- CnepyeT cobnofarb 0OCTOPOXHOCTL NPK 0BpaLLeHn ¢ OCTPbIMK NpeaMeTamMn
N NX OUMCTKE. VIX pekoMeHAyeTes ounLLaTb OTAENbHO, YTOObI CHU3UTL PUCK
NOy4YEHUs TPaBM.

- 3amoumTe 1 / nn NPOMOiATe CUNBbHO 3arps3HEHHbIE N34eNVs nepes, O4UCTKOM
ANS pasMsrdeHns NobbIX NPUCOXLLMX 3arpA3HEHNIA UM OCTATKOB TKaHEiA.
cnonb3yiite HENTpasibHbIA UK CNabblii LWENTOYHON PacTBOP YUCTALLETO
cpeactea. Cneayiite MHCTPYKUMAM NPOM3BOAUTENS YACTALLErO CpeacTea 411
COOMOAEHNA BPEMEHN BbLLEPKKK, TEMIEePaTypbl, KayecTsa BoAb! U
KOHLIEHTpaumn. 18 NpOMbLUAaHNS U34eNUIA UCNOb3YIATE XONOAHYHO
BOZIOMPOBOAHYHO BOAY.

- Ni3genusa Synthes HeobXoayIMO YMUCTUTL OTAEMNBHO OT IOTKOB U KOHTEMHEPOB
ONA HCTPYMEHTOB. ECiv NpYMEHnMO, AN npoLiecca OYNCTKA He06X0AMMO
YAANTb KPbILLKWN C KOHTEHEPOB.

OuuncTKa - py4yHoi mMeToq,
1. MpomoiiTe 3arpsi3HEHHOE 13aenne nog, CTpyei XonoAHON BOAONPOBOAHOM
BOAbI B TEUEHME HE MeHee ABYX MUHYT. VICNOoNb3yiTe LLETKY C MArKOW LLETUHOM
0N yaaneHyst KpynHbIX 3arpsi3HEHNIA U OCTATKOB TKAHEA.

2. 3amounTe n3aenne B HeTpPasibHOM WK CNabOoLLIENOYHOM PaCcTBOPE YMCTSILLLETO
CpeacTBa MUHMMYM Ha AecsTb MUHYT. Cneayiite MHCTPYKUMSIM MO NPUMEHEHNIO,
NpeaocTaBEHHbIM MPoM3BOAUTENEM (DEPMEHTHOTO OUUCTUTENS U YMCTSILLLETO
cpeacTsa, Ana cobnoaeHNs BpEMEHM BbLLEPXKKM, TEMMepaTypbl, KauecTsa BoAbl
N KOHLIEHTPALAN.

3. Mpomoiite n3aenve XoNnoAHOM BOAOW B TeYEHNE HE MEHEE [BYX MUHVT.
icnonb3yiiTte WNpULbI, NUNETKU UK BOASHbIE (HOPCYHKM A5 MPOMbLLAHMS
TPYAHOAOCTYMHbIX Y4acTKOB.

4. QunCTUTE M3OENMe BPYYHYIO B TEUEHME HE MEHEE NSTU MUHYT B
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reprocessing. Further detailed instrument dismantling instructions are
available from Authorized representative in Russia.

- Open devices with hinges.

- Care should be taken in the handling and cleaning of sharp devices. These
are recommended to be cleaned separately to reduce risks of injury.

- Soak and/or rinse heavily soiled devices prior to cleaning to loosen any
dried soil or debris. Use a neutral or mild alkaline detergent solution.
Follow the detergent manufacturer’s instructions for use for correct
exposure time, temperature, water quality and concentration. Use cold tap
water to rinse devices.

- Synthes devices must be cleaned separately from instrument trays and
cases. Lids should be removed from cases for the cleaning process, if
applicable.

Cleaning - Manual Method

1 Rinse soiled device imder running cold tap water for a minimum of two
minutes. Use a soft-bristled brush to assist in the removal of gross soil and
debris.

2. Soak device in a neutral or mild alkaline detergent solution for a
minimum of ten minutes. Follow the detergent manufacturer’s instructions
for use for correct exposure time, temperature, water quality and
concentration.

3. Rinse device with cold water for a minimum of two minutes. Use a
syringe, pipette, or water jet to flush hard to reach areas.

4. Manually clean device for a minimum of five minutes in a freshly
prepared neutral or mild alkaline detergent solution. Use a soft-bristled
brush to remove soil and debris. Actuate joints, handles and other moveable
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CBEXENPRIOTORICHHOM HeHTpaNbHOM HIH clafoineno oM pacTBope
YHCTAIIErO CpeACTRa. Jna yaancHus 3arp3HeHAN H OCTATKOB TKanel
HCTIONMBb3YHTE IMeTKy ¢ Markol meTaHoli. Ecim npuMenuMo, npruBeuTe B
JABUIKCHHC BCC MECTa COCHHHEHHS, PYKOATKH H APYTHC NOABUKHEIC ACTAIH
H3JeIHs, TT00H NOABESPrHYTH Bee 00nacT BO3ACHCTBAIO MOIOLIErO pacTsopa.
OunmatliTe H3AeTAC NOA BOROH WVIA NPEOTBPANCHHS A3PO30NH3ALMH
sarpashurenelf. [lpumevanne: cpexuii pacTBop — 3T0 3aHOBO TPHTOTORNCHHEIN
9HCTHI PacTBOp.

5. TmarensHO NpoMoOTE HIACAHA, HCTIONB3YS XONOAHYIO AR TEILTYIO
BOZOMIPOBORHYIO BOAY, B Te4eHHE He MeHee ABYX MEHYT. Ecim npaMeHAMO,
IPHBEINTE B ABWXKEHHE MECTa COCAHHEHNA, PYKOATKHA H ApYTHE NOBHXHEIC
ACTANH H3ACHHA AIA TINATEIHHOTO NMPOMBIBAHKA MOA CTpYCH BOLI.

6. BusyampHo ocMotpuTe n3seane. [losropsiire maru 2-6, noxa Ha H3AC/MHE HE
OCTaHETCA HHKAKMX BH/IHMBIX 3arpa3HeHHH.

Tponecc o6paGorkn yasTpazBykoM: (Ilepen AaHHLIM STaNOM AO/DKHE! OHTH
BBINO/HEHH STAIK NPEABAPHTENbHON OYHCTKH 1-6).

7. TloAroToBETE CBEXKHIE PACTBOP YHCTAINETO CPEACTBA WIS YALTPA3BYKOBOMH
BaHHKI, HCNIOAL3YA HelTpanbHBIE WM cnabeiit MEeA0YHON pacTBOp YUCTAIIETO
cpeacTea. Cneaylire HHCTPYKIHAM 10 NPHMEHEHHIO, NNPEAOCTABICHHBIM
MPOH3BOAMTENEM (PEPMEHTHOIO OTHCTHTENA MM YHCTAIICTO CPEACTRA, AL
cob/noenAs BpeMEHH BHICPKKH, TEMIIEPaTyphl, Ka4eCcTBa BOAK H
KoHneHTpanuH. [IpuMetianne: cBexHi pacTBOP — 3TO 3aHOBO NMPHIOTOBICHHBIN
YHCTHIN pacTBOp.

8. Ounaitre w3nemue Synthes ¢ noMOMBIO YALTPa3ByKa He MeHee 15 MUHYT,
HCIONL3YA 9acToTy He Menee 38 k'

9. Tmarensso npoMoiite A3acHe nenoanznposanHo# (DI) wim oummenHoH
(PURW) Bopoii B Teaenue He MeHee ABYX MHHYT. Ecnu mpHMenuMo, NpHBEIHTE
B IBHXCHHAE MECTa COSAHHEHHA, PYKOATKH H APYTHE NOABHXHLIC JCTAITH

device features to expose all areas to the detergent solution, if applicable.
Clean device under water to prevent aerosolization of contaminants. Note:
fresh solution is a newly-made, clean solution.

5. Rinse device thoroughly using cold or warm tap water for a minimum of
two minutes. Actuate joints, handles and other moveable device features in
order to rinse thoroughly under running water, if applicable.

6. Visually inspect device. Repeat steps 2—6 until no visible soil remains on
device.

Ultrasonic process: Pre-cleaning steps 1—6 should occur prior to this step

7. Prepare a fresh detergent solution for the ultrasonic bath using a neutral
or mild alkaline detergent solution. Follow the detergent manufacturer’s
instructions for use for correct exposure time, temperature, water quality
and concentration. Note: fresh solution is a newly-made, clean solution.

8. Clean Synthes device ultrasonically for a minimum of 15 minutes, using
a minimum frequency of 38 kHz.

9. Rinse device thoroughly with deionized (DI) or purified (PURW) water
for a minimum of two minutes. Actuate joints, handles and other moveable
device features in order to rinse thoroughly under running water, if
applicable.

10. Visually inspect device. Repeat steps 2-10 until no visible soil remains
on device.

11. Perform a final rinse on device using DI or PURW water for a
minimum of 15 seconds.

12. Dry devices using a clean, soft, lint-free single-use cloth or medical
grade compressed air. Ensure that all lumens and articulated areas are dried
using compressed air.
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H3ACTHAA A TIIATSILHOTO NNPOMBIBAHHA NOA CTpyeil BOABL.

10. Basyansno ocmoTpuTe n3geqme. Ilosropsiite maru 2-10, noka na H3aeNIHH
He OCTAHETCA HUKAKHX BHAHMBIX 3arpasHeHMH.

11. IIposeanTe OKOHIATENHHOE NPOMBIBAHHE H3ICUA, Henoab3ys DI unu
PURW sony, B TeyeHue He MeHee 15 cexyHa.

12. Bucymmwre n3nenme, HCNONL3YA YHCTYIO CYXYIO $€3BOPCOBYIO OIHOPA3OBYIO
TKAHb HIN CRATHH BO3AYX M MEAHLIHHCKOrO NPAMCHCHHA. YOeaUTeCH, 910 BCe
HPOCBETH H BUXYLIMCCS YYACTKH BBHICYIIECHH CXKATHIM BO3XYXOM.

Ouscrxa - AcsnHeKIHN, ABTOMATHICCKHI MeTO

1. IIpomofiTe 3arpazHeHHoe H3aeMe NOA CTpYyeit XonoaHol BoxonpoBoAHO’
BOZILI B TCUCHHE HE MCHee 0iHOM MHEHYTH. KpynHbie 3arpasHenns yaanuTe,
HCTIONB3YA MIETKY ¢ MAKOH METHHOH HIH MATKYIO 6€3BOPCOBYIO TKaHb,

2. OuncTHTE H3/ICNIHE BPYYHYIO B TeUCHHE HE MEHEE ABYX MHHYT B
CBCXCMPHTOTORNICHHOM HEHTPaNbHOM HIH CIa0OmMENOIHOM PacTBOPE
YMCTAIIEro CpeAcTsa. Cneayiire HHCTPYKUHMAM NPOH3BOAMTENA THCTAINETO
CPEACTBA AN COOMOACHUA KOHNEHTPAHH, TEMIEPATYPH, KAYeCTBA BOAK B
BpeMeHR Buiepxku. Mcnoms3yiive merky ¢ Markofl metuuoi, 106N yaanurTs
3arpA3HEHUA H OCTaTkH TkaHel. Ecnu mpuMernMO, NpHBEAUTE B ABHXEHHE
MECTa COEAMHCHHA, PYKOSTKH H JAPYTHE NOABHXKHLIC ACTANH H3/icNud, YTOOH
MOABCPTHYTH BCe 001acTH BO3AEHCTBHIO IACTALICTO pacTBopa. Ounmalite
H3ACTHE NOA BOJOH /IS MPCAOTBPAIICHAR a3PO30/H3AIMH 3arps3HUTeNeH,
TIpuMedanne: ceexmii pacTBOp — 370 3aHOBO MPHIOTORICHHEIN YHMCTHIN PacTBOP.
3. IlpoMotiTe uzaenne, HCNOAL3YS XONOAHYIO HITH TEMAYIO MPOTOUHYIO
BOZIOIIPOBOAHYIO BOAY, B TCYUCHHE He MeHee ofaHol MEHYTHL. Ec/H npAMEHHMO,
MpPHBEANTE B ABHKCHAC MECTA COCAHHCHHUA, PYKOATKH H APYIHE NOABHXKHbIE
BCTANH H3ACTHA JUIS TIIATS/ILHOTO MPOMBBAHHNA NOJ CTpyedt BOALL

4. IloaroToBbTe CBeXHii pacTBOp YHCTAICIO CPECACTBa U YALTPa3BYKOBOH
BaHHBL, HCNIONB3YA HeHTPANERKIN HIH cnalbkii menosHoNi pacTBOp YMCTAIIErO
cpeacTpa. Cnenyiime HECTPYKIHAM 110 MPAMEHEHHIO, NPESIOCTABICHARM

Cleaning-Disinfection Automated Method

1. Rinse soiled device under running cold tap water for a minimum of one
minute. Remove gross soil using a soft-bristled brush or soft, lint-free cloth.
2, Manually clean device for a minimum of two minutes in 2 freshly
prepared neutral or mild alkaline detergent solution. Follow the detergent
manufacturer’s instructions for the correct dilution, temperature, water
quality and exposure time. Use a soft-bristled brush to remove soil and
debris. Actuate joints, handles and other moveable device features to
expose all areas to detergent solution, if applicable. Clean device under
water to prevent acrosolization of contaminants, Note: fresh solution is a
newly-made, clean solution.

3. Rinse device using cold to lukewarm running tap water for a minimum
of one minute. Actuate joints, handles and other moveable device features
in order to rinse thoroughly under running water, if applicable.

4, Prepare a fresh detergent solution for the ultrasonic bath using a neutral
or mild alkaline detergent. Follow the detergent manufacturer’s instructions
for the correct dilution, temperature, water quality and exposure time. Note:
fresh solution is a newly-made, clean solution.

5. Clean Synthes devices ultrasonically for a minimum of 15 minutes, using
a minimum frequency of 38 kHz.

6. Rinse device using DI or PURW water for a minimum of two minutes.
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ApPOU3BOAMTENEM (PEPMEHTHONO OUHCTHTEIIN MR YHCTAIErO CPEACTEE, X DI or PURW water must be used for final rinse.

COOMOACHNA BPEMEHH BRACPKKH, TEMINCPATYpPhl, KA4CCTBAR BOAN H 7. Visually inspect device. Repeat steps 2~7 until no visible soil remains on
xonuenTpanui. [IpuMeuanue; cBexumii pacTBOp ~ 9T0 3aHOBO NPUIOTORNEHHLN | device.

gHCTH pacTBop. 8. Automated washing shall be conducted in a validated washer-disinfector
5. Ommmaitte uanenme Synthes ¢ NOMONIBIO YABTPa3BYKa HE MeHee 15 MUHYT, in compliance to ISO 15883-1 and -2, or 1o an equivalent standard. Load
HCTIONB3YA 4acToTy He MeHee 38 xI'u. the device components in the washer-disinfector in accordance with

6. Tpomoiite maenme aenonnsuporanroit (DI) wm ommennoii pogoli (PURW) | manufacturer’s instructions, ensuring that the devices can drain freely.
B TeyYeHNne HE MeHee BYX MHHYT. JUIS OKOHIATENRHOTO IPOMBIBAHAS H3NCINA Automated washing can be included as part of a validated washing,

neobxomamo ncnonszosars DI wan PURW Boxy. disinfection, and/or drying cycle in accordance to manufacturer’s
7. BusyansHo ocMotpaTe m3aeine. [Tosropsiite marn 2-7, noka Ha u3aennn He | instructions. An example of a validated cycle used for cleaning validation
OCTAHCTCA HHKAKHX BHAHMbIX 3arpa3HCHHH. included:

8. ApTOMaTHYecKad Molika Zo/xHa NPOBOJHTLCA B YTBEPKACHHOM MolOmIe-
Aesundnmupyromem 06opyaoBaHuH B cooTBeTcTBHH € ISO 15883-1 1 -2 Him
SKBHBAICHTHHM CTAHAAPTOM. 3arpy3uTe KOMIOHEHTH H3ACHH B
Ae3HHGATHMPYIONIYIO MAIIHHY B COOTBETCTBHH ¢ HHCTPYKIHAMH e
NMPOH3BOAMTENA, YOS AMBIINCE, YTO KHAKOCTH MOXKET CBOOOANHO CTEKATh O
H3ZEHAM. ABTOMaTHYeCKad MOlika MoXxeT OLITh BKIIOYCHA KaK 4acTh
BAMAMPOBAHHOTC LKA MOHKA, Ae3nH(pexiny | / WIK CYIKH B COOTBETCTBHA C
HHCTPYKIIHAMH Npon3BoaRTeNs. [IpHMEp BATHRANPOBAHAOIO IAKIA,
HCTIONL3yeMOrO U1 MPOBEPKH METOAA OYHCTKH, BK/IOYaN:

MunnmMansnoe P— Tun Cycle  Minimum Time Minimum Type of
Llmxn BpeMs mmml mm' MOIOIIIETO (minutes) Temperature/Water  Detergent
(MEHYTH) TEMIICPATYT CpescTa
Xonoauas
IpenpapuTen He
bHAA OYHCTKA ? mm'f.’:,"; s OPHMEHHMO Pre-wash 2 Cold tap water N/A
XonomHan
Ounictxa I 2 BOZONPOBOAHAN c‘gmei Wash [ 2 COI(W Cleaning agent*
Bofa (<40°C)
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Tennas

UucTallee
Ouuctka ll 5 BOAONPOBOAHAA CDEICTRO *
Boaa (>40°C) PEA
Tennas
Ononackuea 2 [leV0OHM3NPOBaHHaA He
HKe NN OYMLLEHHaA NPUMEHUMO
Boga(>40°C)
Tepmuyeckas 5 >93°C He
[e3HpeKLms NPYMEHNMO
o He
Cyuwka 40 >90°C MPUMEHVIMO

* cM. JononHWUTeNbHY0 MHA(OopMaLMIo

Tepmunyeckas ge3vHpekLms

[ns aBTOMaTUYeCKOM OUNCTKN-AE3NHPEKLMN NMPOBOAAT TEPMUYECKYIO
[e3vH(eKLMIo Npu Temnepatype He Hxe 93°C B TeUeHne He MeHee 5 MUHYT
(cm. OuncTKa-ae3nHMEKLMS, aBTOMAaTUYECKMIA METOA).

CyLika

ECn UMKN CYLLKWN He BK/TKOUYEH B MEXAHNYECKYHO MOEYHYIO MalUVHY:

- TwartesibHO NPOCYLUMTE KaXA0e U3LeNIne BHYTPU U CHapy>Xu A4S
npefoTBPaLLEHNSA MOABNEHNS PXXaBUMHbI U HEUCIPABHOCTEMN.

- Vicnonb3yiite YACTYy0 MATKYHO 6€3BOPCOBYHO OZHOPA30BYHO TKaHb BO
n36exxaHmne NOBPEXAeHNS NOBEPXHOCTY.

- O6patuTe 0cob60€ BHUMaHVE Ha pe3bOy ¥ LapHMPBbI, & TaKXKe Ha 06/1acTw, rae
MOXET CKanamMBaTbCA XMUAKOCTb. OTKPOWTE 1 3aKpOiTe 13genne, 4tobbl BCe
0651acTy 6bLM JOCTYNHbI. MpocyLnTe NoJble YacTU, UCMO/b3YS BO3AYLLUHYHO
CTPYHO CO CXKaTbIM BO3LYXOM 15 MeANLMUHCKOTO MPUMEHEHNS.

MHcnekums
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Warp tap water

1 *
Wash I 5 (>40°C) Cleaning agent
. Warm DI or
Rinse 2 PURE (>40°C) N/A
Thermal o
Disinfection 5 >93°C N/A
Dry 40 >90°C N/A

* see Additional information

Thermal disinfection

For automated cleaning-disinfection, thermally disinfect at a minimum of
93°C for a minimum of 5 minutes (see Cleaning-Disinfection Automated
Method).

Drying

Ifadry cycle is not included in the mechanical washer:

- Dry each device thoroughly inside and out to prevent rusting and
malfunction.

- Use a clean, soft, lint-free single-use cloth to avoid damage to the surface.
- Pay special attention to threads and hinges or areas where fluid can
accumulate. Open and close devices so that all areas are reached. Dry
hollow parts using the air jet with medical grade compressed air.
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WHcTpyMeHTbI Synthes nocne 06paboTku 1 nepes ctepunmsaumneil HeobXo4MMO
NPOBEPUTb Ha HaJIMYMe NHAMKATOPOB OKOHYaHWSA CPOKa CY>KObl, TaKMX Kak:

- YNCTOTA; EC/IM BO BPEMS OCMOTpPa 06HapY XMBAETCA OCTaTOYHas 3arpsA3HeHUs,
MOBTOPAITE 3Tanbl OYNCTKN AN STUX U3AENWIA, NMOKa C HUX He ByfeT yaaneHbl
BCE BUAUMbIE 3arpsa3HeHus;

- OCTaTOYHas Bnara; TLATe/IbHO OCMOTPUTE ABVXKYLLMECS YacTu n3genus. Ecnun
06Hapy)XeHa Bfiara, c/ielyeT BbIMOHUTL PYYHYHO CYLLKY;

- NOBPEXEHWS, BK/IKOYasA, HO He OrpaHNYnBasCh, KOpposmein (Hanpumep,
PXXaBUYMHOM, TOYEYHON KOpPpOo3neit), 06ecLiBeYBaHNEM, U36bITOUHLIMU
LapanuHamu, oTcranBaHueMm, TpeLwmHaMm 1 U3HOCOM;

- Hagexxallee PYyHKUMOHMPOBaHMeE, BK/OYas, HO HE OrpaHUyMBasChb,
MOABMXXHOCTHIO LUIAPHMPOB/COEANHEHNIA N NMOABWXKHbBIX AeTaNei, TaKMX Kak
PYKOSITKW 1 KpensieHWs. MoBpexaeHHble NN U3HOLLEHHbIE U3AeNNS He LO/MKHbI
CMOo/b30BaTLCA.

Bonee nNo4pobHbIE MHCTPYKLMMN MO KOHTPOO PYHKLUMOHA/IBHOCTU U
MHAMKATOPaM OKOHYaHUS CPOKa CNY>X6bl MOXHO NOMYUYUThb Y Y NOHOMOYEHHOT 0
npeacTasutens B Poccuu.

CMaXbTe MHCTPYMEHTbI C MOABVMXKHBLIMU YacTAMU, TaKMMMW KaK LLIAPHUPbI 1
COefMHeHUA ¢ pe3bboii. PekoMeHAyeTcs cMasblBaTb Y NMPOBOAUTL TEXHUYECKOE
06Cny>K1BaHVe MHCTPYMEHTOB Synthes TONbKO crieLmanbHbIM Mac/ioM KOMMaHum
Synthes.

YnakoBKa

Heo6xoamMMo cnefnTb 3a TeM, YTOObl OCTPOKOHEUHbIE 1 OCTPbIE MHCTPYMEHTbI
He KOHTaKTUpOBan C ApPYyruMu 06beKTamu, Tak KakK OHM MOTYT NOBPeAUTb
NMOBEPXHOCTMU.

Crtepunusaums
Crepunusaums napom (BNaXkKHbIM >XXapoM) AO/MKHA NPOBOAUTLCA C
NCMO0/b30BaHMEM JTIOKa/IbHO pa3peLLeHHoro Lukna npeasapuTeisHOro
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Inspection

Synthes instruments should be inspected after processing, prior to
sterilization, for end of life indicators such as:

- Cleanliness, if any residual soil is discovered during inspection, repeat the
cleaning steps on those devices until all visible soil is removed from the
device.

- Lack of moisture, carefully inspect device moving parts. If moisture is
detected, manual drying should be performed.

- Damage, including but not limited to corrosion (e.g. rust, pitting),
discoloration, excessive scratches, flaking, cracks and wear.

- Proper ftmction, including but not limited to movement of hinges/joints
and moveable features such as handles and couplings. Damaged or worn
devices should not be used.

Further detailed function control instructions and end of life indicators are
available from your Authorized representative in Russia.

Lubricate instruments with moving parts, such as hinges ~ d joints, and
threaded parts. It is recommended to lubricate and maintain Synthes
instruments with Synthes Special Oil only.

Packagin? ) )
Care should be taken to protect pointed and sharp instruments from contact

with other objects that may damage the surface.

Sterilization o _
Steam (moist heat) sterilization shall be performed in a locally approved,
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BaKyyMHpOBaHHA (IPHHYRHUTE/IbHOE yAaNeHRe Bo3ayXa). [1aposoii creprmmsarop
JIOJDKCH OHITH YTBEPANEH B COOTBETCTBHH C TPeOOBAHHAMH MECTHHIX CTAHAAPTOB
U pykoBoAcTB, Takux Kax EN 285 mm AAMI / ANSI ST8. ITaposoii
CTEPHIIA3ATOP AOJDKEH GHITh YCTaHOBIICH H 00CHYXKHBATHLCK B COOTBETCTBHH C
HHCTPYKUIHAMH €ro TPOH3BOAUTENA B JIOKAUILHHMH TPeOOBAHHAMH.

Creayrolse HKIL CTEPHIN3AIHHE TAPOM SBIAIOTC IPAMEPAMHA
BATHAMPOBAHHEIX ITHKJIOB:

ManAMamsHOe BpeMs| MuEHHMaNEHAN
Tan BO3/ICHCTBHSA NpH Tenneparypa | MuHHMansHOE
THca CTCpHIM3AUMH | BO3AeHCTBHAS NpH | BpeMA CYLIKH*
(MHHYTHI) CTEPHIN3AIAA
IIpenpapurembHOe
l'[pmu uy’“"mm; 4 132°C 20 MunyT
yAaleHHe BO3ayXa
HACHICHHBIM
napoM
(dopraxyym) 3 134°C 20 MEHYT
(He MeHee Tpex
HMIYILCOB)

* Bpems Cymxn yaiie BCEro 3aBHCHT OT MPHCYTCTBHA NOIHMCPHBIX
(ILIACTHKOBHIX) MATCPHANIOB; CIICAOBATENBHO, TAKAE H3IMEHCHHS, KAK YAAICHHE
CHIMKOHOBEIX KOBPHKOB H/FJIH H3MEHEHRE CHCTEMB! 3alllHTH CTCPRILHOCTH (T.€.
3aM€HA YNIaXOBOYHOIO MAaTePHANA TAKEJION MApKH Ha JIETKYIO) MOXKET CHH3HTD
Heobxomumoe Bpema cymkH. [Tonp3oBaTels RODKEH HCNIONB30BATH MCTOAR,
NOAJAIOIKECA NPOBEPKe (HaNpAMep, BE3YAIbHEI KOHTPONb) AN
NOATBEPATCHHA Haanexame# cymxn. Bpema cymks oOpuno Bapsupyercs or 20

pre-vacuum (forced air removal) cycle. The steam sterilizer should be
validated to the requirements of any local standards and guidance such as
EN 285 or AAMI/ANSI ST8. The steam sterilizer should be installed and
maintained in compliance to manufacturer’s instructions and local
requirements.

The following steam sterilization cycles are examples of validated cycles:

Minimum Minimum
Cvcle T Sterilization Sterilization Minimum
yele 1YP¢ | Exposure Time Exposure | Dry Time*
(minutes) Temperature
Prevacuum
fs omedm“lm!. d steam- 4 132°C 20 minutes
removal
(pre-vacuum)
(minimum three
pulses) 3 134°C 20 minutes

* The dry time is most often influenced by the presence of polymer based
(plastic) materials; therefore changes such as elimination of silicone mats
and/or change in sterile barrier system (i.e. heavy grade to light grade wrap)
can reduce the necessary dry time. The user should employ verifiable
methods (e.g. visual inspections) to confirm adequate drying. Dry times
generally range from 20 to 60 minutes due to differences in packaging
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[0 60 MUHYT 13-3a PA3NIMUKIA B YNaKOBOUYHbIX MaTepuanax (CMcTeMa 3aLyThbl
CTEPUNLHOCTM, HaMpUMep, YNakKoBKa 1 CTEPUNM3ALIN UM CUCTEMbI KECTKMX
KOHTEiHEepOB MHOTOKPATHOIO MPUMEHEHUS), KauecTBe napa, MaTepuanax
n3genus, o6LLei Macce, NPOM3BOAMTENBHOCTM CTEPUN3ATOPA U 13-3a
Pa3/IMYHOIO BPEMEHY OX/TKAEHNS.

XpaHeHue

YNakKoBaHHbIE U3AeNNsA HEOOX0ANMO XPaHUTb B CYXOM, YACTOM MOMELLEHNM,
3alMLLEHHOM OT NPSIMbIX COMHEYHbIX NyYei, BpeanTenei, saKCTpeMasibHbIX
TemnepaTtyp 1 BAaXKHOCTN.

JononHutensHaa nHgopmaums

JononHutensHaa nHMopMaLus, KacaroLLasaca Ucnonb3oBaHWs BO Bpems
Ba/IMAALMN CNeUnaibHbIX YACTALWMX CPELCTB, Y/bTPa3BYKOBbIX MOEYHbIX
MaLLUWH, MOKOLLMX U Ae3VHPULMPYIOLLMX CPeACTB, YNaKOBOUYHbLIX MaTepuasios
NN CTEPUNN3ATOPOB, NpPeaoCcTaBaseTcs Mo 3anpocy. Mpy Banngaumm gaHHbIX
WHCTPYKLMIA N0 NOBTOPHOI 06paboTKe Synthes ncrnonb3oBana cneaytoLLee:

- Py4yHas ouncTka: pyyHas npeasapuTesibHas 04MCTKA C SH3UMHBIM YUCTALLMM
cpeactsom Enzol 8 mn/n npn 16-17°C 1 ynbTpas3ByKoBas OUMCTKA C SH3VMHbIM
ymcTawmm cpeactsom Enzol 8 mn/n npu 18-25°C.

- ABTOMAaTMYECKasA OYUCTKA: pyyHas npeLBapuTe/ibHasd OUYUCTKA IH3VMHbIM
ymcTawmm cpeactsom Enzol 8 mn/n npu 16-17°C 1 ynbTpas3BykoBas 0UNCTKa C
3H3UMHBIM YncTAWMM cpeacTsoM Enzol 8 mn/n npu 18-25°C. [Ae3nHpeKLoHHas
oumncTka Bogoi (Oumnctka 1) C MOMOLLbIO 3H3MMHOTO ouncTuTens Prolystica 2X
KOHUeHTpauum 1 mn/n npu 23-26°C 1 (O4ncTKa 2) C NOMOLLbIO HEATPaIbHOIO
yucTAawero cpeactsa Prolystica 2X 1 mn/n npu 44-46 °C.

- be3sopcoBas TKaHb: Berkshire Durx 670.

MHopmauma no 0UNCTKe 1 CTepunnsaLmm npeacraeneHa B cootseTctaum ¢ 1ISO
17664.
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materials (Sterile Barrier System, e.g. wraps or re-usable rigid container
systems), steam quality, device materials, total mass, sterilizer
performance, and varying cool-down time.

Storage
Packaged products should be stored in a dry, clean environment, protected
from direct sunlight, pests, and extremes of temperature and humidity.

Additional Information

Further information regarding the use of specific cleaning agents, ultrasonic
washers, washer-disinfector, packaging materials or sterilizers during
validation studies are available on request. Synthes used the following
during validation of these reprocessing recommendations.

- Manual cleaning: Manual Pre-Cleaning with Enzol Enzymatic Detergent
8 mL/L at 16-17°C and Ultrasonic Cleaning with Enzol Enzymatic
Detergent 8 mL/L at 18-25°C.

- Automated Cleaning: Manual Pre-Cleaning with Enzol Enzymatic
Detergent 8 mL/L at 16-17°C and Ultrasonic Cleaning with Enzol
Enzymatic Detergent 8 mL/L at 18-25°C. Water-disinfector cleaning with
(Wash 1) Prolystica 2X Concentrate

- Enzymatic Cleaner 1 mL/L at 23-26°C and (Wash 2) Prolystica 2X
Neutral Detergent 1 mL/L at 44-46°C.

- Lint-Free Cloth: Berkshire Durx 670.

The cleaning and sterilization information is provided in accordance with
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PexoMeHialn, NpeACcTaBICHHbIE BbILIIE, BATHIHPOBAHE NPOM3BOAUTEIIEM
MEHIHHCKOTO H3/IeNMs KaK fO3BoJImomue o6paboTaTs HeCTEpIIIBHOE
MeaHiHckoe Haaenue Synthes. Ha oneparope JieXHT OTBETCTBEHHOCTD IO
BHIGOpPY MaTepuanos, 060pyNOBaHHA H NEPCOHANA WX 00ECieYeBHA TOr0, HTO0H
00paboTka AOCTATANA KeJNIAeMOro pe3yabTara. D10 Tpebyer Bamuaaluu 1
€XCAHEBHONO KOHTPO/A npotiecca. AHATOrHYHLIM 00pa3oM, oboe oTIvIoHeHUE
B paboTe onepaTopa, OCyIeCTRIIOuIEro 06paboTKy, 0T MPEACTABICHHBIX
pexoMeHAanu KOKHO GbITh THIATENALHO OLIEHEHO Ha npeaMeT 3peKTHBHOCTH
H BO3MOXHBIX HeONaroNpHATHBIX NOCHESACTBHIA.

XuMudeckoe Ka%ecTBO BOJIK, HCNONb3yeMoii Bo BpeMa 06paboTku, MOXeT
MOBJHATH Ha 6€30NaCHOCTD A3ASIAA. Y IPEeKACHUA JO/IKHEI HCOML30BATh
PEKOMEHAOBaHAKE TPeGOBaRHA K Ka4eCTBY BOABI A4 NOBTOPHO# 06paboTku
H3/Ie/IHA B COOTBETCTBHM C JIOKANLHBIMA pyKoBoacTBaMH (Takumu xak AIRI TIR
34, Boaa mis nepepaGoTku MEAHMUHHCKHX W3AeNHNi) H HACTOAIIMUMH
HHCTPYKLHAMH 1O NPHMEHEHHIO.

ISO 17664.

The recommendations provided above have been validated by the medical
device manufacturer as being capable of preparing a non-sterile Synthes
medical device. It remains the responsibility of the processor to ensure that
the processing is performed using equipment, materials and personnel in
the reprocessing facility, and achieves the desired result. This requires
validation and routine monitoring of the process. Likewise, any deviation
by the processor from the recommendations provided should be properly
evaluated for effectiveness and potential adverse consequences.

The chemical quality of the water used during reprocessing can impact
device safety. Facilities should use the recommended water quality
requirements for device reprocessing in accordance with local guidance
(such as AAMI TIR 34, Water for the reprocessing of medical devices) and
these instructions for use.

IMopaaoKk H YCAOBHS YTHAHIANEE HIH YHHUTOXCHHS MEAHIHACKOr0
HA3HAYCHHA

Hanesme oTROCUTCA K Knaccy b knaccuduxanyuy MeMIMHCKUX oTX0n0B. [locne
NOCNEAHETO HCNONbL30BAHHA H3IC/ING M €10 YIIAKOBKA KOIDKHE 6HITH
YTHIH3HPOBAHHH B COOTBETCTBHH ¢ AOKYMEHTHPOBaHHLIMH nponeaypami 000
«JxoncoH & JIKOHCOH» H IMOCYAAPCTBEHHHIMYE TpeOOBaHHAMHE.
HezarpasHeHHas yNaxkoBKa YTHAR3HPYETCA KAK OHITOBRE OTXOAN.

MD disposal rules and conditions

The product belongs to class B of the classification of medical waste. After
last use the product and its package must be disposed of in accordance with
documented procedures for Johnson & Johnson LLC and state
requirements.

Uncontaminated packaging is recycled as household waste.

Cpox roamocTs, cpoky cayxbul

JlaHHEIE H3ACNAHA HE HMCIOT CPOKa roAHOCTH. OHH NMOCTABIAIOTCS B
HECTEPHIBHOM YIIakoBKe, He co3Aalomelt crepunbHbii 6apbep, KoTophii ¢
TeYeHHEM BPENEHH MOKET YXY/NIIHTHCA.

OxoHuaHHe cpoKa CIykOn H3/ie/uA OOBMHO ONPeRSIICTCE H3HOCOM H
MOBPERACHAAMH B PE3yAbLTaTe HCHOML30BAaRNA. [IpH3HAKH NOBPeXKACHUA H

Shelf life, use by date

These products do not have a shelf life. They are provided in non-sterile
packaging do not create a sterile barrier which could degrade over time.
End of life of a device is normally determined by wear and damage due to
use. Evidence of damage and wear on a device may include but is not
limited to corrosion (i.e. rust, pitting), discoloration, excessive scraiches,

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

38




(D) DePuySynthes /2.4 inpircd”

cumst

H3HOCA H3AEJIHA MOTYT BIJIIOYATH KOPPO3HIO (T0 eCTh PiKaBUHHY, TOYCUHYIO
KOPPO3HIO), 00eCHBEUHBAHHE, Ype3MEPHBIC HAPaNUHB, PACCTIOCHHE, H3HOC H
TpeInHEL, HO HE orpanHumBaioTca UMH. He creayer ncnonssoBarn
HeHam/IeKauM 00pa3oM PYRKIHOHHPYIOIME H3ACHHSA, H3ACIHA C
HepasGoparBot MAPKHPOBKO#, OTCYTCTBYIONIMME BNH YRANCHHBIMHY (CTEPTHIMHA)
HOMepaMH ZicTaneil, MOBPeXACHHBIC B YPe3MEPHO H3HOMICHHbIC H3NEANA.

flaking, wear and cracks. Improperly func-tioning devices, devices with
unrecognizable markings, missing or removed (buffed off) part numbers,
damaged and excessively worn devices should not be used.

Ipou3soaMTENL NOATBEPEAALT COOMOICHHE BeeX 0043aTeNbHEIX JOKATHHEIX
TpeGoBaHRi kK H3ACTHIO H FAaPAHTHHHEIM 00%3aTeNbCTBAM. JTO BKIIOYALT, HO HE
OTPAHHHBACTCA YCTAHOBACHHON OTBETCTBEHHOCTHIO H rApaHTHHHAMH

X
nBocnpma 'mm:fu . Mpesennus Pexommenaanmu Possible damage Prevention Recommendations
Perpaxrop ciysaiino | He npunaraitte B03MOMXEH PEMOHT. Retractor accidentally | Do not apply excessive | Some repairs are possible.
npocBeplieH, ypeamepHbX yclwmii k| IIpoxoncysTupyliTech drilled, bent or has force to retractors. Do | Consult Authorized
M3OTHYT AIH HMeeT | perpakTopam. He € YNOMHOMOYEHHBIM sharp edges not drill into retractors. | representative in Russia.
OCTpHIC YTIIBI CBEDJTHTE PETPAKTOPH. | MPEACTABHTENIEM B
[ PoccuH.
IapanTan NPOR3BOARTENN Manufacturer warranty

The Manufacturer confirms the compliance with all mandatory local
product liability and warranty obligations. This includes but is not limited
to the mandatory liability and warranty obligations under the product
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00613aTeNbCTBaMM B COOTBETCTBUM C 3aKOHOAATeNbCTBOM 06 0TBeTCTBeHHOCTM 3a  liability act applicable at local level.

KayeCTBO M3AeNWiA, MPUMEHNMOM Ha SIOKa/lbHOM YPOBHE. Suitability for use of this medical device for any particular surgical
Llenecoo6pa3HOoCTb MCNOMb30BaHMSA JaHHOro MeAMLMHCKOTO n3aenus ans kakoin-  procedure should be determined by the user in conformance with the
NGO KOHKPETHOW XMP3(Pruyeckoin npoueaypbl 4omHKHa ONpesensTbCes manufacturer’s instructions for use.

NoNb30BaTe/IEM B COOTBETCTBUM C MHCTPYKLUMSIMU NPON3BOAUTENS MO

NPUMEHEHNIO.
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CornacoBaHo

«CuHTe3 MM6X» (Synthes GmbH)
OpraHuzaups

AnmarTiTpacce 3, 4436 O6epgopd, LLseliuapus (Eimattstrasse 3, 4436 Oberdorf,
Switzerland)

Appec

PykoBoauTefb 0TAena HOPMaTMBHO-MPaBOBOro PeryMpoBaHns
JomkHocTb

LLITaliHep Onueep (Steiner Oliver)
Dammnus, Nvs

27 mapta 2020 roga
fata AA.MM.ITTTT

<nognucaHo>
nognuck

MHCTPYKLWA no NMPUMEHEHWIO
HA MEAVLMHCKOE N3AENVE

PETPAKTOPbLI XPYPITMYECKWME HECTEPWJIbHbIE
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OuumanbHoe ya0CTOBEPEHME;
HwkenognmcaBLUMIiCs HOTapUyC yAOCTOBEPSAET, YTO NpPeLLECTBYHOLAs NOANMCH

LLTaiHepa Onueepa (Steiner Oliver), 23.12.1981 r.p., pogmsweroca B I. [paii Xéde,
MPOXUBAIOLLEro B I. brubepncTt

ABNAETCA MOA/IMHHOM W 4YTO B HACTOsLLEe BPEMA MOAMMCAHT 3aHUMAeT  [O/HKHOCTb
PYKOBOAMTENSA OTAeNa HOPMaTUBHO-MPABOBOr0 perynupoBaHust (WTUQTbl) «CuHTE3 TMOX»
(Synthes GmbH), KomnaHWK, Y4YpexxAEéHHOM M B HACTOsLLEe BPeMs OCYLLECTB/ISIOWEN CBOHO
[eAaTeIbHOCTb B COOTBETCTBUM C 3aKoHoAaTenbCcTBOM LLiBeriuapuy no agpecy: ArmarTitpacce
3, 4436 O6epaopd (Eimattstrasse 3, 4436 Oberdorf, Switzerland).

HoTapnyc YyaoCcToBeEPAET BbILEN3NOXKEHHbIE CBeAeHWA Ha OCHOBaHWM O3HAKOMJIEHMA C
COOTBETCTBYHOLLNMN AOKYMEHTAMWN.

BbLiaHo 1 nognucaHo no agpecy: 4500 3onoTypH, LLseiuapusa (4500 Solothum, Switzerland)

2 anpens 2020 roga <Kpyrnasi neyarb:

AIMUHMCTPALMS OKPYra 30/10TypH>

<nognucaHo>
XaHcnetep Konnn (Hanspeter Kolly), Hotapuyc
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Mepesog dannoi [r coenaH MHOM, NepeBog4YMKoM MapKosbiM AnieKcaHApoM AneKcaHApOoBUYEM.

Poccuitckaa depepauns
Mopoz Mocksa
[BajuaTb TPeTLero anpena fse ThiCAYN ABaALATOrO roga
[ Pe6puHa EneHaIMuTpneBHa, BDEMEHHO UcCnonHAw W as 0693aHHOCT M HOTapuyca
ropoga Mockebl AknmoBa Nneba bopucosnya, cBUAeTeNbCTBY NOANMHHOCT b NOANUCK NepeBOfUMNKA
MapkoBa AnekcaHapa AnekcaHapoBsuya.
Mopfnuch caenaHa BMOEM NPUCYTCTBUK.
NInyHOCT b NOANMCABLIETO0 JOKYMEHT ycT aHoBNeHA.

3aperncrpuposaHo BpeecTpe: Ne Xy -1ly xvy
B3bickaHO rocygapcTBeHHOW norwNewsi(no n*pulld "HO O py6.
YnnayeHo 3a okasaHue ycnyr nwsasors>ill epTuulll wro xapakTepa: 300 py6.

E.L. PebpuHa

Bcero npowHypoBaHo, nNpaH”
W CKpenneHo neyaTblo

BPWO HoTapuyca
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