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BEFORE USING PRODUCT, READ THE FOLLOWING INFORMATION THOROUGHLY.

IMPORTANT! -

This bookletis designed to assist in using this product. Itis ot a reference to surgical techniques

This device was designed, tested and manufactured for single patient use only. Reuse or repracessing of this device may
leadtoits faifure and subsequent patient injury. Reprocessing and/or resterilization of this device may create the risk of
contamination, patient infection and/or device matfunction. Do not reuse, repracess oF resterilize this device.
DESCRIPTION

The SurgiSleeve™ waund pr
Ting Is a Separate piece, whic
INDICATIONS

The SurgiSleeve™ wound protector is indicated for use to access the abdorminal cavity during surgery through an
aatimatically retracted incision; deliver maximum exposurefthe abdominal cavity with minimumincisi
protect against wound contamination during Iaparoscop\c and open surgery. Addmonally the smallsize woli
is indicated for use to access the thoracic cavity during cardiac and general surgical procedures through an atraumatically
retracted incision. The extra small wound protector is also indicated for use to access the thoracic cavity and other soft

tissue retraction during cardiac and general surgical procedures through an atraumatically retracted incision.
CONTRAINDICATIONS

Use of the SurgiSleeve™ wound protector is contraindicated when, in the judgment of the physician, use of this device

would be contrary to the best interest of the patient.

WARNINGSAND PRECAUTIONS

Use carewhen introducing or removing sharp-edged or sharp-angled endoscopic instruments to minimize the potential of
inadvertent damage to the SurgiSleeve™ wound protector.

This deviceis provided STERILE and s intended for usein a SINGLE procedure only. DISCARD AFTER USE. DO NOT
RESTERILIZE.

Anesthesiologists should carefully monitor for hypotension when a retractor with an inner-ring s used in lower abdominal »
surgery. .

[} scHemaTICVIEW

A) RETRACTION RING (available for large and extra large sizes only)

B) SHIPPING WEDGE

() SLEEVE

D) BLUE PROXIMAL RING

E) GRAY DISTALRING

F) SurgiSleeve™ WOUND PROTECTOR

INSTRUCTIONS FOR USE

H SurgiSleeve™ wound protector without retractionring

1. Prepare the abdominat or thoracic cavity for the SurgiSteeve™ wound protector by making an incision adequate to
accommodate the wound protector

2.Insert the gray distal ring of the SurgiSieeve™ wound protectar into the incision.

GJ INCISION

3. Examineand sweep theincisionarea to ensure that tissue is not caught between the ring and the abdominal wall.

4. Grasp the blue proximal ring in a manner that your hands are opposite to each other. Pull up on the blue proximal ring
ensuring that the gray distal ring is fully seatedagainst the peritoneal layer.

D) BLUE PROXIMAL RING

E) GRAY DISTALRING

5. Roll the blue proximal ring inward by curling the edge over until the ring fully inverts.

6. Repeat step 5 until theincisionis retracted and the SurgiSleeve™ wound protector is tightagainst the walls of the

incision.

Removing the SurgiSleeve™ wound protector
7. Ifnecessary, unroll the blue proximal ring of the SurgiSleeve™ wound protector.

8. Insert hand or finger through the opening, grasp gray distal ring and pull gray distal ring out of the incision.
B SurgiSleeve™ wound protector with retraction ring

9. Prepare the abdominal cavity for the SurgiSleeve™ wound protector by making an incision adequate to accommodate
the wound protector.

10. Remove the retraction ring from the SurgiSleeve™ wound protector.
A) RETRACTION RING

1 Ensurexhauhemmm ring s fify insered 30 deg e g
Removing the SurgiSleeve™ wound protector with retraction ring

19. Remove the retraction ring from the blue proximal ring: Use the finger cutouts on the retraction fing to fadltate
removal.

20. Unroll the blue proximal ring of the SurgiSleeve™ wound protéctor.

21. Insert hand or finger through the opening, grasp gray distal ring and pull gray distal ring out of the incision.

Incision Size Chart

Wound ProtectorSize Indision Size
ExtraSmall 2-4cm
Small 25-6m
Medium 5-9m
Large 9-14m
Extra Large 11-17m

STORE AT ROOM TEMPERATURE. AVOID PROLONGED EXPOSURE TO ELEVATED TEMPERATURES.



SurgiSleeve™
3awuTHOE npucnocobneHve ansa paH
SurgiSleeve™

 3awmTHoe npucnocobnetie AnA paH C KONbLOM
Ana nisiedyeHus

TNEPE/ UCNOMb30BAHWEM JIAHHOTO U3JENUA BHUMATENIBHO 03HAKOMBTECH CO CIIEAYIOLUER
MHOOPMALMER.

BAXHO!

Tpeara3Hayerme 310/ 6pOWIOPbI — NOMOYL B UCMOAL30BAHHM A3HHOM M3AeNUS. OHa He ABARETCA CNPABOYHBIM
DYKOBOACTBOM 110 TEXHHKE BLINONHEHHA XUDYPrUUECKUX ONepaLi.

W3fienue CnpORKTUPOBAHO, NPOTECTHPOBHO it DOM3BEZIEHO C YUETOM TONKO OJHOKPATHOTO UCMONb30BAHIAR 1 TOMBKO
AR 0fHOrO NauwenTa. MosTopHan 06paboTka unit NOBTODHOE HCMONB30BAHME U3LEMA MOTYT BbIBECTH €10 U3 CTPOA
HaHeCTy yuiep6 3a0posbio nauwenta. MlosTopHas 06paboTka u/wnw CTEPUA3AUUA YCTDOACTBA MOTYT CTATb NPUUMHON
MHOUUMPOBAHAA NALVEHTA W/WM NPUBECTI K HEMCNDABHOCTH MHCTYMEHTA. V3ABNKE HE ROAREXAT NOBTOPHOMY

na obpaborke u T

OMUCAHUE

3awwTHoe npucnocoberue Ana pai SurgiSieeve™ ABAETCA ULNbHOI KOHCTPYKUMEN, COCTOALLEN 43 NNEHOYHOTO KOXyXa
CKOMbLAMIt Ha 060uX KoHuaX. Konbuo ANA U3BNEYeHNA ABNRETCA OTAENbHbIM KOMTIOHEHTOM, KOTOPbi MMEETCH TONbKO B
60bLIOM 4 04eHb G0NbLOM paMepax.

MOKA3AHUA K NPUMEHEHUIO
3auTHoe npucriocobaexme AnA pak SurgiSleeve™ noKa3aHo ANA UCNONL30B3HKA B GPIOWHOM NONOCTA AP
OnepaLMAX, OCyLLeCTBAAEMbiX Yepe: ¥ pa3pe3 ¢ #i, KOTOPbA 0beCneyuBaeT MaKkcManbHoe 4

PACKPHITAE OPIOLLHOI NONOCTA NP MUHUMATIBHOM Pa3Mepe Pa3pe3a, a TaKKe AR AT PaH OT 3arPA3HEHHA npi
71aNAPOCKOMMYECKIX W OTKDBITLIX XUPYPIUUecKitX BMeLLaTeNbcTBax. Kpowe Toro, 3aLuTHoe npucnocobneriie Ans pax
Ma/i0r0 PasMepa PEAHa3HaueHO ANA NONYYEHHA 4OCTYRA B NOAOCTL FPYAHOM KNETKU BO BPEMS onepaLwit Ha ceplile
¥ 06LUX XMPYPrUYECKUX NPOLEAYP. 3alLIUTHOR NPHCIOCOBAEHME ANA PaH 0YeHb MANOT0 Pa3Mepa TAKXKE NOK33aH0
1A [J0CTYNa B FPyAHYI0 NOAOCTH U N8 ZIPYTUX CNy4aeB PTPaKLMM MATKIX TaHel BO BDEMA 06UIWX XipyPTUHYeckiX
BMELIaTeAbCTB ¥ ONepauiit Ha CepaLe, NPOBOLUMBIX Yepe3 aTpaBMaTHUHO PACTATUBAEMBIH Paspe3.
NPOTUBOMOKA3AHMA

Vcnonb308anve 3atwnTHOrO NpUCNocodnenus Ans pan SurgiSleeve™ NpOTUBONOKA3aHO, ECTH, 10 MHEHUIO BPaya,
NIpUMEHEHYE JAHKOTO YCTPOICTB NPOTUBOPENHT UHTEPECaM MalieHTa.

NPEAYNPEXAEHUA U MEPBI I'lPEIlO(TOPO)KHO(TM

byavre ocobento OCTOPOXHS: NP BBRARHitH 387 0

3HAGCKOMRUECKIX
e

[laHHoe ycTpoicTBO nocrainerca 8 (T Ei’l/'lﬂbHOM'snjie Vi NPEAHA3HAYEHO TONbKO AR OﬂHOPABOBOI’ 0 ucnonb30BanwA.
1I0CNE ACNONb3OBAHWA YTUIM3UPOBATD. MOBTOPHOM CTEPUIA3ALMM HE NOTNEXMT.

Pernic:

1 8 Pc
B oy R MUABSRERRT 3B C BHYTDEHHIM KONbLIOM NpH BMELLTeCTBaY, NPOBOMHMBIX B
HIDKHEN YaCTH BPIOLIHOM NONOCTH, HECTE3HONOrH 0BA3aHb BHAMATENbHO OTCNEXUBATH NOHAEHHOE AABNEHHE.




n CXEMATHYECKMIA BUR

A} KOMIBLIO ANA U3BNEYEHNA (meetca Tonbko AnA BONLILOTD 1 0eHb GORbLIOTO Pa3MEpoB)

B) TPAHCTIOPTUPOBOUHbIY 3AXMM

() THb3A

D) NPOKCUMATIBHOE FORYSOE KONbLIO

E) IMCTATIbHOE CEPOE KOMbLIO

£) SALMTHOE NPUCTIOCOBMEHME ANA PAH SurgiSleeve™

WHCTPYKLMA N0 IKCARYATALLWK

E 3awyurHoe npucnoco6nenme ana pan SurgiSIeéi?e" 6e3 Konblia AnA K3BNEUEHNS

1. TloaroToBbTe GpioKIHYI0 WAV TRYAHYID HOROCTH ANA YCTAHOBKY 3aLLMTHOTO fipUCnocobnenua SurgiSleeve™, cienas
pa3pe3, NOZXOAAIME 11O Pa3Mepy AA YCTaHOBKI PUCNOCOBACHUA AR 33LLMTol PaH.

2. Brasbre cepoe AMCTanbHoE KOMbUO 3ALMTHOTO Npucocobnekus SurgiSleeve™ B paspes.

G) PA3PE3

3. O6crienyiite 06RACT PA3PL3A BU3YRNBH 4 HA DlfyNb, WTalot YRSATHLR, 416 MEXIY KOMSUOM @ 6w
HE 32KATa TKaHb.

4. Bo3bmuTe NPOKCUMANbHOE rony6oe KonbHO Takim 06pasm, Yrobt BI YK HAXORMACH ADYF HANOTHE Jpyra.
HarauuTe npoKcumanbHoe rony6oe KonbLo, yeAVBLLACH, YT0 AUCTANbHO CRPOR KONbLO HAAEXHD 3aQMKCUPOBAHO N0
TEpUTOHeanbHOR 060n0uKOM.

D) NPOKCUMANBHOE TONYBOE KOMbLO
E) INCTANHOE CEPOE KOMbLIO
5. Packpyuwgaifte APOKCHMANGHOE FORYB0R KORbLO BOBHYTPb 0 NOAHOO €10 BbIBOPaYHBAHHA.

6. Tloropaifre 5 war, Noka pa3pe3 He Gy/eT pacLiMpen i 3aluuTHoe npucnocobnenue Ans par Surgisleeve™ He Byner
NAOTHO MIPVIEraTb K CTeHKaM Pa3pe3a.

Cuatne p BnA pa SurgiSleeve™

7. Nipw 1eobXoAMMOCTY CBEPHITE ADOKCUMATHHOR 1G5yBae Ko
8. BBeure pyKy Wt naneLl Uepe3 OTREPCTUE, 3AXBATUTE AUCTANIbHOE CeROE KOMbLD U U3BNEKWTE €70 U3 IOROCTH paspesa.

B 3awuTHoe npucnocobnesvie ANA pak SurgiSleeve™ ¢ KoRbLIOM A U3BNEYEHUA

9. NoaroToBbTe GpiotLyI0 NONOCTH ANA YCTAHOBKW 3aLUTHOTO NpCocobnermA SurgiSleeve™, cenas paspes,
TIOZXOARIMA N0 Pa3Mepy ANA YCTAHOBKM IPUCTIOCOBREHWA AR 3ALUMTH PaH.

10. CHaMUTE KONLUO AR U3BNIEYEHIA € 3BULUTHOTO NpUCNOCOBneHns Ans pan SurgiSleeve™.

A} KOAbLIO A71A M3BNEYEHNA

11 CHuMMTe TPHCTOPTUPOBOURBI 3AX VM € 3AWMTHOTD NPHCNOCOBAEHNA And pan SurgiSieeve™

B) TPAHCTIOPTMPOBOYHBI 3AMMM

12. BeraBbTe cepoe AMCTANbHOR KOALLO 3aLTHOFO npucnoconenua SurgiSleeve™ B pa3pes.

E) IMCTATIbHOE CEPOE KONBLO

G) PA3PE3

13. 06cneayiire 06nacTy paspesa BU3YANbHO W Ha OLLYNb, 4TOOb YEEAUTLCR, HTO MEXAY KONbUOM # BPIOLLIHOR CTeHKOH
He 33KaTa TKakb.

14. Bo3bMuTe NPOKCHManbHOE Fony6oe KObLO Takm 06pa30M, uToBb! Bailli PyKt HAXOLUMACH ADYT HaNPOTUB JpyFa.
HaTAHWTe IPOKCUMAnBHOE rony6oe Konbuo, YeAUBLMCH, UTO ACTaNbHOE CePOE KONbLO HAAEKHD 3aDUKCHPOBAHO OA
TIepiTOHEANbHO 060R0UKOML.

D) NPOKCUMANBHOE TOAYBOE KONbLO

£) BMCTATIBHOE CEPOE KOMbLIO

15. PackpyuuBaiite IPOKCAMANTbHOE FOyG0E KONbLO BOBHYTPS SO NOMHOTO €70 BBOPA4MBAHHA.

16. MogropaiiTe 15 war, noKa Pa3pe3 He Byaet paciuuper 1 3awuTHoe apucnocobnenue 4na pan SurgiSteeve™ we Byaer
TNOTHO NPUAETATH K CTeHKaM Pa3pe3a.

17. BeraBbTe KoMbU A M3BAEYEHItA B NPOKCUMATIbHOE r0Rly60e KOMbUO ANA AOTIONHUTENbHOM NPOUKOCTIA #
paciiupenis paspesa. YeuTech, 410 KONbLO ANA U3BAEYEHUA PACTIONOHEHO NIOTOTHNOM BBEPX.

A) KONbLO A M3BNEYEHIAA

18. Tpexie Yem NPOAOMKMTH, Y6eRHTECH, UTO KONbUO ANA M3BNEYEHIA NOTHOCTBIO BCTABNIEHO 110 BCE/ DKDYXHOCTK
NIPOKCAMANIBHOTO KOMbLLQ.

InA pax SurgiSleeve™ c KONbYOM ANA H3BNICUCHUA
19, CHIMUTE KONbL{O /U1 U3BTIEUEHIS C IPOKCAMANBHOTO T0y60r0 KOMbLR. UTofbl 06ReruuTs iasnevenie,
BOCMONL3Y/TECH BHIEMK3MY 1A RANBUEB HA KOAbLE AR M3BACUEHHA

Perscrpaiis MH 5 Pocszpassasope ; ™
20. Caep " npucnocobenma AnR paw SurgiSleeve™.
21. BaeaTe pyKy WA Nanel; Yepe3 OTBENSTHE, 3aXBATHTE AUCTabHOE CEPOR KOMbLLO U U3BAEKWTE €0 U3 NONOCTH
paspesa.

Ta6nuia pasmepoB paspesos

Pasmep npucnoco6nerus Ana 3auwuthl pas . Pa3mep paspesa
Ouetib Manbil 2-4m
Manbiid 25-6m
Cpegimit 5-9m
bonbiuoit 9-14m
OueHb Gonbuoii 11-17

XPAHMTb TiPH KOMHATHOI TEMIEPATYPE. U3BETATb ANUTEABLHOTO BO3EACTBUA
NOBbILEHHBIX TEMNEPATYP,




