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1. HanmeHoBaHune IMH I Name of the medical device

CucTema 151 3aKpbITOro ApeHnpoBaHns paH Blake n J-Vac: Blake and J-Vac Closed Wound Drainage System:
Cocras: Content:
1 [peHaxu Blake cunvkoHoBble, NI0OCKME U KPYT/ble C KaHanaMu 1. Blake Silicone Drains, flat and round with drainage channels, with and
APEHVPYIOWMMI, C Tpoakapamu v 6e3 B BapmaHTax UCMOMHEHUS: without trocars in versions:
11 [peHax Nnockuid, CUNNKOHOBbIN Blake, 7 MM, fpeHupyioLLme 1.1. Blake Silicone Drain, flat, 7 mm, 3/4 length drainage channels (2210),
KaHanbl Ha 3/4 onvHbl (2210), 10 WT. B YN. C MHCTPYKLUMER MO NPUMEHEHWIO, B 10 pcs. in a pack with instructions for use, consisting of:
COCTaBe: - Blake Silicone Drain, flat, 7 mm, 3/4 length drainage channels;
- [ipeHax niockuii, cunmkoHoBblii Blake, 7 MM, ApeHupytoLve KaHabl Ha - Drain Adapter 3/16.
3/4 pnnHBl;
- MepexogHwnK 3/16. 1.2. Blake Silicone Drain, flat, 7 mm, full length drain channels (2211), 10
12.  [peHax nNnockuii, cuankoHoBbIi Blake, 7 MM, ApeHupytoLime pcs. in a pack with instructions for use, consisting of:
KaHa/bl Ha BCKO AnMHY (2211), 10 WT. ByN. C MHCTPYKLWeii no npuveHenmnio, 8 - Blake Silicone Drain, flat, 7 mm, full length drain channels;
COCTaBe: - Drain Adapter 3/16.
- [lpeHaX MI0CKWiA, CUNNKOHOBBIN Blake, 7 MM, ApeHupytoLMe KaHasbl Ha
BCIO [/INHY; 1.3. Blake Silicone Drain, flat, 7 mm, full length drain channels with 3/16
- MepexofHuK 3/16. trocar (2212), 10 pcs. in a pack with instructions for use, consists of:
13.  [peHax nnockuii, cunmkoHosbli Blake, 7 MM, apeHupytoLwve - Blake Silicone Drain, flat. 7 mm, fiili length drain channels with 3/16
KaHanbl Ha BCHO ANUHY C TpoakapoM 3/16 (2212), 10 wT. B yN. C UHCTPYKLMEN trocar;
no NPUMEHEHUNIO, B COCTaBE: - Drain Adapter 3/16.
- [lpeHa)k NnocKuii, cunukoHoBbIn Blake, 7 MM, ApeHMpyHOLLIME KaHaMbl Ha
BCHO [/IMHY C Tpoakapom 3/16; 1.4. Blake Silicone Drain, flat, 10 mm, 3/4 length drainage channels (2213),
- MepexogHuk 3/16. 10 pcs. in a pack with instructions for use, consisting of:
1.4. [ipeHax NNocKuid, cUNNKoHoBbI Blake, 10 MM, ApeHupytoLme - Blake Silicone Drain, flat, 10 mm, 3/4 length drainage channels;
KaHasnbl Ha 3/4 anvHbl (2213), 10 WT. BYN. C MHCTPYKLUWMeK no npuMeHeHnto, B * - Drain Adapter 3/16,
cocTaBe:
- [ipeHax NA0CKWiA, cunmkoHoBbli Blake, 10 MM, ApeHUpYOLLME KaHambl 1.5. Blake Silicone Drain, flat, 10 mm, full length drain channels (2214), 10
Ha 3/4 aNnHbI; pcs. in a pack with instructions for use, consists of:
- MepexogHuk 3/16. - Blake Silicone Drain, flat, 10 mm, full length drain channels;
15.  [ipeHax naockuii, cunnukoHoBsbli Blake, 10 MM, ApeHupytowme - Drain Adapter 3/16.
KaHa/bl Ha BCHO ANUHY (2214), 10 WT. B YN. C UHCTPYKUMEA MO NPUMEHEHNIO, B
cocTaBe: 1.6. Blake Silicone Drain, flat, 10 mm, full length drain channels with 3/16
- lpeHaXk NNoCKMiA, cMnnkoHoBbI Blake, 10 MM, ApeHMpYtOLLIME KaHaNbl trocar (2215), 10 pcs, in a pack with instructions for use, consists of:
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Ha BCIO 4/INHY;

- MepexogHuk 3/16.

1.6. [peHax NaocKuid, cMAMKOHOBbIN Blake, 10 MM, apeHupytoLuime
KaHa/bl Ha BCHO ANNHY € Tpoakapom 3/16 (2215), 10 wT. B yn. ¢ MHCTPYKLWMeN
MO NPUMEHEHUNIO, B COCTaBe:

- [lpeHaxx NA0CKuiA, CUAMKOHOBbLIN Blake, 10 MM, ApeHMpYIOLLME KaHanbl
Ha BCO A/IMHY C Tpoakapom 3/16;

- MepexofgHuK 3/16.

1.7.  [peHax NioCKWii, CUIMKOHOBbIV Blake, 7 MM, fpeHnpytoLme
KaHa/bl Ha 3/4 gnnHbl ¢ TpoakapoM 3/16 (2216), 10 wT. B yNn. ¢ MHCTPYKLMERA Mo
MPYMEHEHWIO, B COCTaBE;

- [lpeHaXx NA0CKUiA, CMNNKOHOBBIN Blake, 7 MM, ApeHuUpyoLLMe KaHanbl Ha
3/4 pvHbl ¢ Tpoakapom 3/16;

- MepexogHuk 3/16.

1.8. [peHax nnockuii, cunmkoHoBblii Blake, 10 MM, ApeHUpytoLive
KaHasnbl Ha 3/4 gnuHbl ¢ Tpoakapom 3/16 (2217), 10 wT. BYM. C MHCTPYKUMER no
NPUMEHEHUIO, B COCTaBE:

- [ipeHax Na0CKMiA, CUNNKOHOBbLIN Blake, 10 MM, ApeHUpYIOLMEe KaHasbl
Ha 3/4 pimHbl ¢ Tpoakapom 3/16;

- MepexogHuk 3/16.

1.9. [peHax Kpyrnblii, 6e3BTYN04HbINA, CMIMKOHOBLIV Blake, 10 Fr
(2226), 10 WIT. BYM. C MHCTPYKLMEA NO NPUMEHEHWIO, B COCTaBE:

- ApeHaxk Kpyrnblii, 6e3BTYN0UYHbINA, cUNMKOHOBLIA Blake, 10 Fr;

- MepexogHuk 1/8.

1.10. [peHax Kpyrnblii, 6€3BTYNOUHBINA, CUIMKOHOBbLIV Blake, 10 Frc
TpoakapoM 1/8 (2227), 10 wT. B YN. C MHCTPYKUME NO NPUMEHEHUIO, B COCTaBE:

- [ipeHaXxx Kpyrnblii, 6e3BTYN04YHbINA, CUAMKOHOBBIA Blake, 10 Frc
Tpoakapom 1/8;

- MepexogHuk 1/8.

1.11. [peHax Kpyrnblii, 6e38TYN0UHbIA. CUIMKOHOBLIA Blake, 15 Fr
(2228), 10 Wr. BYN. C MHCTPYKLMEN MO NPUMEHEHMIO, B COCTABE:

- [ApeHaX KpyrnbliA, 6e3BTYN0UHbIN, CUNNKOHOBLIA Blake. 15 Fr;

- MepexogHuk 3/16.

1.12. [peHax Kpyrnblii, 6e3BTY/IOUHBINA, CUNNKOHOBLIN Blake. 15 Frc
Tpoakapom 3/16 (2229), 10 wT. B YM. C MHCTPYKLUMEN MO NPUMEHEHNIO, B
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- Blake Silicone Drain, flat, 10 mm, full length drain channels with 3/16
trocar;
- Drain Adapter 3/16.

1.7. Blake Silicone Drain, flat, 7 mm, 3/4 length drainage channels with 3/16
trocar (2216), 10 pcs. in a pack with instructions for use, consisting of:

- Blake Silicone Drain, flat, 7 mm, 3/4 length drainage channels with 3/16
trocar;

- Drain Adapter 3/16.

1.8. Blake Silicone Drain, flat, 10 mm, 3/4 length drainage channels with
3/16 trocar (2217), 10 pcs. in a pack with instructions for use, consisting of:
- Blake Silicone Drain, flat 10 mm, 3/4 length drainage channels with 3/16
trocar;

- Drain Adapter 3/16.

1.9. Blake Silicone Drain, round, hubless, 10 Fr (2226), 10 pcs. in a pack
with instructions for use, consisting of:

- Blake Silicone Drain, round, hubless, 10 Fr;

- Drain Adapter 1/8.

1.10. Blake Silicone Drain, round, hubless, 10 Fr, with 1/8 trocar (2227), 10
pcs. in a pack with instructions for use, consisting of:

- Blake Silicone Drain, round, hubless, 10 Fr, with 1/8 trocar;

- Drain Adapter 1/8.

1.11 Blake Silicone Drain, round, hubless, 15 Fr (2228), 10 pcs. in a pack
with instructions for use, consisting of:

- Blake Silicone Drain, round, hubless, 15 Fr;

- Drain Adapter 3/16.

1.12. Blake Silicone Drain, round, hubless, 15 Fr, with 3/16 trocar (2229),
10 pcs. in a pack with instructions for use, consisting of:

- Blake Silicone Drain, round, hubless, 15 Fr, with 3/16 trocar;

- Drain Adapter 3/16.




COCTaBe:

- ApeHaxx Kpyr/blid, 6e3B1YN04HbINA, cnnmkoHoBbIi Blake, 15 Frc
Tpoakapom 3/16;

- MepexogHuK 3/16.

1.13. [peHax Kpyrnblii, 6€3BTYNOYHBINA, CUIMKOHOBLIN Blake, 19 Fr
(2230), 10 WT. BYN. C MHCTPYKUMEHA NO MPUMEHEHUNIO, B COCTABE:

- OpeHax Kpyrnblii, 6e3BTYyN04YHbIN, CMAMKOHOBLIV Blake, 19 Fr;

- MepexogHuk 1/4.

1.14. [peHax Kpyrnbii1, 6e3BTYN04YHbINA, CUIMKOHOBLIM Blake, 19 Frc

Tpoakapom 1/4 (2231), 10 wT. BYM. C UHCTPYKLUUEl NO MPUMEHEHUNIO, B COCTABE:

- [AlpeHaxX Kpyrnblid, 6e3BTYN0UHBIA, CUANKOHOBLIA Blake, 19 Frc
Tpoakapom 1/4;

- MepexogHuk /4.

1.15. [peHaxk Kpyrnblii, 6e3BTYN04UHbIA, CUINKOHOBbLIV Blake, 19 Frc
rmbkum Tpoakapom 1/4 (2232), 10 wT, B yN. C UHCTPYKLYEW N0 NPUMEHEHWIO, B
CoCTasBe:

- [lpeHaXX KpyrbliA, 6€3BTYN0UHbIN, CUANKOHOBBIA Blake, 19 Fr ¢ rubkmm
Tpoakapom 1/4;

- MepexofHuK 1/4.

1.16. [peHax KpyrnbliA, 6e3BTYNOYHBINA, CMIMKOHOBLI Blake, 15 Frc
rmbkmum Tpoakapom 3/16 (2233), 10 wWT. B YN. C UHCTPYKLWER MO NPUMEHEHMIO,
B COCTaBe:

- ApeHaX Kpyr/iblil, 6e3BTYN04YHbIN, CUAMKOHOBbLIV Blake, 15 Frc rubkum
Tpoakapom 3/16;

- MepexogHuk 3/16.

1.17. [peHax Kpyrnblil, 6e3BTA'NOUHbIA, CUANKOHOBLIV Blake, 24 Fr
(2234), 10 WT. BYN. C MHCTPYKLMEA NO NPUMEHEHNIO, B COCTAaBE:

- ApeHax KpyrnbliA, 6e3BTY04HbIN, CUIMKOHOBGIN Blake, 24 Fr;

- MepexogHuk 1/4.

2. PesepByapbl 4ns gpeHnpoBaHus J-Vac (npu Heo6XoanMOCTH), BapuaHTbl
NCMOJIHEHNS:

2.1. PesepByap 4519 gpeHupoBaHus J-Vac, kpyrablid, 100 mn (2160), 10
LUT. BYM. C MHCTPYKLMEN NO MPUMEHEHNIO;

2.2. PesepByap ana gpeHmpoBaHus J-Vac, nnockuid, 150 mn (2161), 10
LIT. B YN. C UHCTPYKLMEN MO NPUMEHEHNIO;
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1.13. Blake Silicone Drain, round, hubless, 19 Fr (2230), 10 pcs. in a pack
with instructions for use, consisting of:

- Blake Silicone Drain, round, hubless, 19 Fr;

- Drain Adapter 1/4.

1.14, Blake Silicone Drain, round, hubless, 19Fr, with 1/4 trocar (2231), 10
pcs. ina pack with instructions for use, consisting of:

- Blake Silicone Drain, round, hubless, 19 Fr, with 1/4 trocar;

- Drain Adapter 1/4.

15. Blake Silicone Drain, round, hubless, 19 Fr, with 1/4 bendable trocar
(2232), 10 pcs. in a pack with instructions for use, consisting of:

- Blake Silicone Drain, round, hubless, 19 Fr, with 1/4 bendable trocar;

- Drain Adapter 1/4.

1.16. Blake Silicone Drain, round, hubless, 15 Fr, with 3/16 bendable trocar
(2233), 10 pcs, in a pack with instructions for use, consisting of:

- Blake Silicone Drain, round, hubless, 15 Fr, with 3/16 bendable trocar;

- Drain Adapter 3/16.

1.17. Blake Silicone Drain, round, hubless, 24 Fr (2234), 10 pcs, in a pack
with instructions for use, consisting of:

- Blake Silicone Drain, round, hubless, 24 Fr;

- Drain Adapter 1/4.

2. J-Vac Suction Reservoirs (if necessary) in variants:

2.1. J-Vac Bulb Suction Reservoir, 100 ml (2160), 10 pcs. in a pack with
instructions for use;

2.2. J-Vac Suction Reservoir, 150 m! (2161), 10 pcs. in a pack with
instructions for use;

2.3. J-Vac Suction Reservoir, 300 ml (2163), 10 pcs. in a pack with
instructions for use;

2,4. J-Vac Suction Reservoir, 450 ml (2162), 10 pcs. in a pack with
instructions for use.



2.3. PesepByap T s gpeHupoBaHus J-Vac. nnockuii, 300 mn (2163), 10
LUT. B YM. C MHCTPYKLMEN MO NPUMEHEHWIO;

2.4. Pe3epByap Ana gpeHmMpoBaHus J-Vac, nnockuii. 450 mn (2162), 10
LT, BYN. C MHCTPYKLMEN NO MPUMEHEHMUIO.
3. KapguokoHHekTopbl Blake (npu Heo6xoamMmocTu), BapyaHTbl UCMOTHEHUA:

3.1. KapanokoHHekTop Blake 1:1 (BCC1), 20 wT. B yn. C UHCTPYKLMEi
Mo NPUMEHEHNIO;

3.2.  KapanokoHHekTop Blake 2:1 (BCC2), 20 wWT. B YN. C MHCTPYKL e
Mo MPUMEHEHWIO;

3.3.  KapgnokoHHekTop Blake 3:1 (BCC3), 20 LT. B yM. C UHCTPYKLWeW
Mo NPUMEHEHUIO.
2. HasHayeHve meAnLNHCKOTO n3genns

[JaHHOoe MefMUMHCKOe W3fenne WCMonb3yeTcs iyin 3aKpbITOro ApeHWUpOoBaHUs
paH.

3. MokaszaHus

Cuctembl Ans 3aKpbITOro ApeHuposaHus paH Blake n J-Vac mcnonb3ytores B
XVPYpruyM  Kak BCrOMOrartefisHoe CpeAcrnBo AN yAaneHus MNoTeHUuanbHoO
BPeAHbIX CKOMMEHW OMpeAeneHHbIX XUAKOCTeR (Hanp., FHOS, BHECOCYAWCTOM
KPOBW, Xenuun) u3 paH B NONOCTAX Tefla U 411 CHUXKEHUSA pUCKa VHDEKLMN.

4, MpoTnBONOKa3aHmAa

He cnepyeT NOBTOPHO BBOAWTL KPOBb, COBPAHHYIO C MOMOLLBI0 MepexofHuKa J-
Vac ona fApeHaxa waM B pesepByap AN ApPeHWpOBaHMA j-Vac MAockuidi u
pesepByap A1 APeHMpPOoBaHUs J-Vac Kpyriblid.

5. BO3MOXHbIe OCMIOXXHEHUSA U NO60YHbIE 3(PEKTLI NPU NpUMeHeHUNn MU

1. OcnoXHeHus, KOTOpble MOryT BO3HWKHYTb B pe3yfibTaTe WCNo/b30BaHNs
[AaHHON cMcTeMbl 419 APEHUPOBaHMS, BKKOYAKOT PUCKK, CBA3AHHbIE C METOAaMN,
MCNOMb3yEMbIMA B XUPYPIrUYECKOil  mpouegype, a TakKxke  CTeneHb
HenepeHOCMMOCTM NauMeHTOM /H060ro MOCTOPOHHEro MpeAMeTa, KOTOPbI
NMOMeLLAat0T B OpraH13M.

2. TlpeumyuiectBa [peHaxa paHbl,
[PEHVPOBaHNS, TEPAKTCH,

B 4aCTHOCTW, CUCTEMbI 3aKpbITOro
eCnn He [OoCTUraeTca BO34YyXOHENpoHMUaemoe
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3. Blake Cardio Connector (if necessary) in variants;

3.1. Blake Cardio Connector 1.1 (BCCI), 20 pcs. in a pack with
instructions for use;

3.2. Blake Cardio Connector 2:1 (BCC2), 20 pcs. in a pack with
instructions for use;

3.3. Blake Cardio Connector 3:1 (BCC3), 20 pcs. in a pack with
instructions for use.

2 Intended use of the medical device
This medical device is used for closed wound drainage.

3 Indications

The Blake and J-Vac Closed Wound Drainage System have been used as in
adjunct in surgery to evacuate potentially detrimental collections of certain
fluids (e.g., pus, extravascular blood, bile) from wounds in body cavities and
to reduce the risk of infection.

4 Contraindications

Blood collected using the J-Vac Drain Adapter or in the J-Vac Suction
Reservoir and J-Vac Bulb Suction Reservoir should not be reinfused.

5 Adverse Reactions / Complications

1. Complications which may result from the use of this suction drainage
system include the risks associated with methods utilized in the surgical
procedure, as well as the patient’s degree of intolerance to any foreign object
placed in the body.

2. The advantages of wound drainage, particularly closed system drainage,
are lost if an airtight seal between the drain and the skin where the drain
emerges is not achieved, the drain is allowed to become occluded, or the



YMNOTHEHNE MEXAY APEHKOM U KOXel, OTKyAa BbITEKaeT [pPeHaxX; MOXHO
3aKynopuTb ApeHaX WK 3anoNHWUTL pe3epByap L0 Nnpejena u He ONOPOXHATD.

3. Ecnn BO3AYXOHEMpoHWLaemMas repmeTusaums He LOCTUTHYTa, pesepsyap
ObICTPO 3aMONHMTCSA BO3LYXOM OT YTEYKU; NOCMEeLYHOWMA ApeHaX B pesepByap
OyneT nNpoucxoauTb TONBKO B TOM C/y4ae, ecin 3To obecneyvBaeTcs CWION
TSXKECTU M paHeBbIM 3KCCYAATOM, yCUAMBaOLW MM NOTOK. [MonagaHve B pesepsyap
[ONYCKAaeTCs TOMIbKO NpY BbITECHEHWM BO34yXa B pe3epByap NOTOKOM PaHEBOro
aKccygata. B gaHHOM npouecce BbITECHEHWS MOXET NPOMCXOAUTL 06paTHbIN
OTTOK BO34yXa U3 pe3epByapa B paHy, YTO yBEIMYMBAET BEPOSTHOCTL 0O6pPaTHOro
3arpsi3HeHust Yepe3 MPOTMBOM3HOCHLIA KnanaH. B cnyuyae 3akymopku ApeHaxa
(hMOPMHOM, CryCTKaMn Un ApyruMun TBEPALIMIN YacTULLAMW BECb APEHAX paHbl
yepes yTeuKy npekpaLiaeTcs.

4. Ecnn pesepByap He OMOPOXHUTbL MOC/E TOFO, KaK OH HAamofHUTCS, B KOHLE
KOHLI0B ByfeT JOCTUIHYTO pPaBHOBECME MEXAY APEHaKOM W pe3epByapoM Mnpu
[aBNEHNN Ha paHy, H peHaX M3 y4acTKa paHbl MpeKpaTuTCcs.

Korga pesepByap W [peHaX HaxoAATCA NOA OAMHAKOBLIM AaBNeHueM, a
pesepByap 3amnofiHeH XXWUAKOCTbIO, BEPOATHOCTb 06paTHOro 3arpsisHeHust yepes
aHTUPEe(IIOKCHbI KnanaH yBenmumBaeTcs.

5. Mpy ncnonb3oBaHUM 419 APEHUPOBAHNSA NEBPaIbHOM NOAOCTU MPU HAUYUK
yTeukn Bo3ayxa ApeHaxu Blake cnegyeT npucoeavHUTb K COOTBETCTBYHOLLEN
LPEHaKHOI cucTeme MneBpasibHOM NOMOCTU ANS MPefoTBpaLeHMs HaTsHKeHUs'
NMHEBMOTOpaKca.

6. CUNMKOHOBAs 3nacToMepHas oTcacblBatoLas Tpybka - msArkas u rmbkas. He
cnegyeT o6pawatbCcd C  AaHHOW TpyOKoM WM AonyckaTb KOHTaKT C
3a0CTPEHHbIMK, 3y6uyaTbiMK, C OCTPbIMU YriaMu WM JaXe TynbiMu
WHCTPYMEHTaMU, MOCKO/bKY MPOKO/IbI, MOPe3bl, 3a3y6puHbI, pa3faBavBaHne unm
Jpyrvie nepeHanpsXeHNs MOryT NPUBECTM K pa3pbIBy Uu Aetopmanumn Tpyoku
M nocnefytoLlemy paspyLLUeHNI0 KOHCTPYKUMW ApeHaxa WWau yaepkKaHuto
OCKO/IKOB B paHe.

7. 3arpeLleHo 3alimBaTh W MPoOpe3aTb ApPeHaX, Tak Kak 3T0 MOXET MPUBECTMU K
MOMIOMKe [ipeHaxa W/Unn yaepxaHuio 0CKONKOB B paHe.
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reservoir is filled to capacity and not

emptied.

3. In the event an airtight seal is not achieved, the reservoir will rapidly fill
with air from the leak; subsequent drainage to the reservoir will occur only
if allowed by gravity and by wound exudate forcing the flow. Entry into the
reservoir is allowed only by displacement of air in the reservoir by wound
exudate flow. In this displacement process, air reflux from the reservoir to
the wound can occur and increase the likelihood ofbackcontamination across
the anti-reflux valve. In the event of drain occlusion by fibrin, dots, or other
particulate matter, all wound drainage via the drain ceases.

4. Ifthe reservoir is not emptied when it is full, equilibrium between the drain
and reservoir at wound pressure will ultimately occur and drainage from the
wound site will cease.

When the reservoir and drain are at the same pressure and the reservoir is full
of fluid, the likelihood of back-contamination across the anti-reflux valve is
increased.

5. When used to drain the pleural cavity in the presence of an air leak, J-Vac
drains must be attached to an appropriate pleural cavity drainage system to
prevent tension pneumothorax.

6. The silicone elastomer suction drain tubing is soft and pliable. It should
not be handled or come into contact with pointed, toothed, sharp-cornered,
or even blunt instruments, as punctures, surface cuts, nicks, crushing or other
overstressing can lead to tearing or warping of the tubing and to subsequent
structural failure of the drain and/or fragment retention within the wound.

7. Do not suture through or cut into the drain as this may result in drain
breakage and/or fragment retention within the wound.



6. MPEAYMPEXAEHNA

1) PesepByapbl J-Vac o6bemom 150 M, 300 mn u 450 MA  OCHaLleHbI
meTannmuecko(l” NPY>XXUHOR™ U He JO/MKHbLI NoABepraTbCs AeACTBUIO CUMbHBIX
3NEKTPOMArHUTHLIX  MOMEA", TakMX Kak, Hanpumep, MpPU  MarHUTHO-
pe3oHaHcHo" Tomorpagum (MPT). CucTemMa 3aKpbITOro OTCachiBatOLLEr0
[peHnpoBaHnsa (PYHKLMOHUPYET 3PPEKTUBHO TONILKO NPWU ee Haanexailem
06CNYXXMBAHWM C LieNbio COXPaHEHNA NMPOXOLUMOCTH.

2) CnepyeT npefoTBpallaTh 3aKynopuBaHWe [ApeHaXka W NOSHOE 3anofiHeHue
pe3epByapa, a Takxe NoALep>KMBaTh OTpULATeNbHOE aBNeHne B pe3epByape.

3) Mpun 3aKkynopke ApeHaxa OTTOK CKanJMBalOLLECs XWUAKOCTU MOMHOCTHIO
npekpawiaeTcs. BHumaresibHoe obpalleHre ¢ ApeHaXeM MO3BOMUT n3bexarb
aToi" Npo6nembl. Ecnm 3aKymnopka BCe >Xe Mpom3oLlnia, CneayeT BbIMNOMHUTb
acnupaumio  COLEPXMMOrO  fApeHaxa /b0 MyTeM  MPUCOESUHEHUS'
OTcacbIBatoLLEi" TPYOKM K BbIXOLHOMY OTBEPCTMIO pe3epByapa, 1Mb0 nyTem
BPEMEHHOr0 OTCOEAMHEHMA pe3epByapa W MPUCOEAMHEHUs OTCachlBatoLLei"”
TPY6KM HEMOCPESCTBEHHO K LPEHAXY.

4) Ecnu HapylleHa repMeTUYHOCTbL B 30HE BXOJa [peHaxa, cnefyeT yCTpaHUTb
NpoxoXaeHne Bo3dyxa /U600 MepeBeCTM  CUCTEMY Ha  OTKpbITOE
[peHnpoBaHue.

5) Ansa npaBuibHOr0 (PYHKLUMOHMPOBAHMA CUCTEMbI HEOBXOAMMO obecneynTb
repMeTMYHOCTb COEAMHEHMUSI BCEX €6 KOMMOHEHTOB (ApeHaxa, NepexofHuka
1 pe3epByapa).

6) OcTaBfeHVe B paHe ApeHaxa, W3roTOB/IEHHOT0 M3 MATKOrO CUIMKOHOBOMO
anactomepa, Ha Kakoe-nMbo Bpemsi Ans BpacTaHWs BOKPYr Hero TkaHei™
3aTpyLHSAET W3BMleYeHME [peHaxa W CHWXKaeT 3((EeKTUBHOCTb ero
MCMO0/b30BaHUA. B CBA3N C 3TUM XUPYPT LO/KEH TLLATE/IbHO KOHTPOANPOBaTh
MpOLeCC 3aXKMB/IEHNS ONEPaLMOHHON " paHbl.

7) Mpn KapAMOXMPYPrMYECKUX onepaumsix U onepaumsx Ha TpyaHOR KneTke
CUCTEMbI, COCTOSALLME N3 PE3epBYyapoB ANa LPEHMPOBAHUSA J-Vac KpYr/ibiX K1
pe3epByapoB 418 [peHupoBaHuUA J-Vac NNOCKMX MOXHO MCMO/b30BaThb
TONLKO MOC/E NOMIHOTO PacKPbITUA NIErKOro Y YCTPaHeHUs yTeuek BO3ayXa.

8) [peHupytoLme KaHa/bl LO/MKHbI pacronaratbCsa BHYTPU paHbl UK NOMOCTH,
roe HeobX04MMO  JpEHWPOBaHWEe, WHaye BO3MOXHO  HerpaBuibHOe
JpeHVpoBaHue.
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6 WARNINGS

1)

2)

3)

4)

5)

6)

7)

8)

9

J-Vac Reservoirs of size 150 ml, 300 ml, and 450 ml contain a metal
spring and should not be exposed to strong magnetic fields such as those
used in magnetic resonance imaging (MRis). An effective closed
suction drain system requires maintenance of the system to preserve
patency.

The drain must not be allowed to occlude nor the reservoir to
completely fill, and reservoir suction must be maintained.

In the event of occlusion of the drain, all wound drainage via the drain
ceases. Careful attention to the drain will minimize the possibility of
this problem. If occlusion does occur, the drain can be aspirated by
connecting suction to the reservoir outlet or by temporarily
disconnecting the drain from the reservoir and applying suction directly
to the drain.

If an airtight seal between the drain and the skin where the drain
emerges is not achieved, the air leak must be rectified or the system
must be converted to open drainage.

An airtight seal between all system components (drain, adapter, and
reservoir) is necessary for proper system function.

Leaving the soft silicone elastomer drain implanted for any period of
time so as to cause tissue ingrowth around the drain can interfere with
easy removal and affect the performance of the drain. The surgeon
should monitor the patient’s rate of wound healing.

J-Vac Bulb Suction Reservoir or J-Vac Reservoir Systems should be
used in cardiothoracic surgery only after the lung is fully expanded and
ail air leaks have sealed.

Drain channels must lie within the wound or cavity to be drained,
otherwise inadequate drainage may result.

Use with appropriate care and attention to prevent tissue and blood
vessel damage since the trocar needle is sharp. It has been reported that
when trocar needles were used in the cephalic region, serious
complications such as epidural bleeding and subdural bleeding due to
vascular damage occurred.

10. Special attention is necessary when handling the drain with instruments.



9) Mpu ucnonb3oBaHWM CeayeT NPOSBAATL BHAMAHWE Y OCTOPOXHOCTb, YTOObI
n36exaTb MOBPEXAEHWNS TKaHel W KPOBEHOCHbIX COCYA0B OCTPOW WrNoi
Tpoakapa. O6HapyXeHo, 4TO NpW UCMONb30BAHWU W1 Tpoakapa B 061actu
rOM0Bbl BO3HUKANM TSXKE/ble OCMOXHEHWS, Takve Kak 3nuaypasibHoe U
cybaypanbHoe KpoBOTeYeHMe B pe3y/ibTaTe NOBPEXAEHUA COCY/I0B.

10) CneflyeT nposBnsATb 0c060e BHUMaHWe Npu APeHUPOBAHUN C MOMOLLGHO
WHCTPYMEHTOB. [lpeHaxx MOXET 6bITb nope3aH uin 060pBaH NpU KOHTaKTe C'
OCTpPbIMU MpeaMeTaMu AN6GO MpU CKATUM WU YPE3MEPHOM  [aBMIEHUN,
BbI3BAHHOM 3KVMMOM A5 ApeHaxa, W B APYTUX NO0BHbIX CiyyasX.

[JaHHble u3genua npegHasHayeHbl 4N O4HOPA30BOro MpUMeHeHWs. K3genus

NoAnexar yTmansaumuy HenocpecTBEHHO NOc/ie 04HOPa30BOro NpumMeHeHus. He

CTEPUNIN30BaTb WM He WCMOMb30BaTb MOBTOPHO. [1OBTOpPHOE WCNOMb30BaHMe

yCTpoicTBa (MM ero YacTei) MOXeT CO34aTb PUCK PaspyLLEHUs YCTPOCTBA, YTO

CMOCOGHO MPMBECTM K HEMpaBu/bHOW paboTe YCTPOCTBA WM MEPEeKPecTHOMY

3apaXeHWIo, YTO B CBOKO OYepefb MOXET MPUBECTU K MHKEKUMW Wan nepefade

60/1e3HETBOPHbIX OPraHN3MOB Yepes KPOBb NalyeHTaM 1 Bpadam.

7, MEPbI MPEAOCTOPOXHOCTW

1) Mepepn ywMBaHMEM paHbl ONepauvoHHOE MOMe [O/MKHO ObiTb BbICYLUEHO U
0YMLLEHO.

2) Mpn ycCTaHOBKE [ApeHaxel cneayeT cnefuTb 3a OTCYTCTBMEM Mepern6os
TPY6KM KaK B TKaHsIX, Tak WU B 06/1aCTW BbIX0/a ApeHaxa.

3) CnepyeT Mcnonb3oBaTb AOCTAaTOYHOE YMCMO ApeHaxel, Y4To6bl APEHNPOBATD
BCE HEOOXOAMMbIE 30HbI.

4) HeathheKTMBHOCTb 3BaKyaLMn MOXET NPUBOAUTD K 3a€PXKKE XNAKOCTU. ITO
BO3MOXHO B pe3y/ibTaTe pPasMeLLEHNs APEHUP>TOLMX KaHaNoB APEHaXHO
TPYOKM He B TKaHSX.

5) [na npaBuabHOIO (OYHKLMOHMPOBAHMS CUCTEMbI pPeHaXHas TPybKa fo/mkHa
repMETUYHO MpUNeraTb K TKaHAM B 30He BXO/a fipeHaXxa,

6) [ns NpaBUNbHOIO PYHKLMOHMPOBAHWS CUCTEMbI NMEPEXOAHUK [O/MKEH ObiTh
M0THO COeAMHEH C ApeHaXHOW Tpy6Koi v pesepByapom. HecmoTps Ha To,
YTO NePexXOfHVK, NMOCTaBAEMbIV C APEHAXKOM, MOAXOAMT ANS COeAUHEHMS C
6ONbLIMHCTBOM BbIMYCKAaEMbIX Pe3epBYapoB, XMPYPr AOMKEH ybeauTbcs B
MIOTHOCTU COEAMHEHMS MNepexofHWKa C [APEHAXHOW Tpybkon u ¢
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The drain may be cut or tom by coming in contact with sharp objects or
when subjected to compression or excessive overpressure by a milking
roller, etc.

These products are designed for single use only. Discard promptly after
single patient use. Do not resterilize/reuse. Reuse of this device (or portions
of this device) may create a risk of product degradation, which may result in
device failure and/ or cross-contamination, which may lead to infection or
transmission of blood-borne pathogens to patients and users.

7 PRECAUTIONS

1) The operative site should be dry and free of debris prior to closure.

2) Proper placement of the wound drain(s) in tissue layers and at the exit
site should be observed to prevent tube kinking.

3) An adequate number of wound drains should be used to ensure that all
areas will be drained.

4)  Fluid retention may result from inefficient evacuation. This could occur
as a result of the drain channels being outside of the tissue layers.

5) An airtightjunction between the tubing and tissue at the drain entrance
site must be ensured for proper functioning ofthe system.

6) A tight fit must occur between the adapter and drain tubing, and
between the adapter and the reservoir to ensure proper system function.
Although the adapter included with the drain is designed to allow the
drain to fit most reservoirs, the user must ensure there is a tight fit
between the adapter and drain tubing, and between the adapter and
reservoir for proper system integrity.

7) Ifocclusion ofa drain occurs, it may be necessary to irrigate or aspirate



7)

8)

9)

10)

11)

81

pe3epByapom ansa obecrieyeHns SPPeKTUBHOCTM CUCTEMDI.

Mpn 3akynopke ApeHaxa MOXET NoTpeb6oBaTbCA €ro MNpoMbIBaHWE WK
acnmpaumsi ero CogepXXmmoro.

CnepyeT perynspHO KOHTPO/IMPOBaTb Ka4yeCTBO M KOMMYECTBO BbIENAEMON
XMAKOCTW, MNOCTynaloweld B pesepByap, W WHKHOPMUPOBATb XMpYpra.
HecBoeBpeMeHHOE ONOPOXHEHMWe pesepByapa Mpu ero 3anoHeHnW BeaeT K
CHVDKEHUIO 3(h(heKTUBHOCTY paboTbl CUCTEMDI.

Mepef M3BNeYEHMEM ApeHaKa CredyeT NPeKpaTuUTb OTcacbiBaHue.

OTcacbliBaloLLMe ApeHaXKu, W3roTOB/IEHHbIE M3 CUIMKOHOBOIO 3/1aCTOMEpa,

OT/IMYAKOTCA MAFKOCTbIO M 3M1aCTUYHOCTBIO. py MaHMNyNAUMAX C HUMW He
CnegyeT MCMOMb30BaTb OCTPbIE, 3y6uaTble U AaXKE TYMble MHCTPYMEHTbI, TakK
KaK Ha/mumMe MpOKOMOB, TPEWMH, MOBEPXHOCTHLIX Haapes3oB, a Takxke
ype3MepHOe CAAaBMMBAHME [OPEHAXHON TPYOKM MOryT MPMBECTM K
fedopMaumy, HapyLUeHWUIO ee LefIOCTHOCTM, MNOC/eAYIOLWEMY CHUKEHWIO
3(hheKTUBHOCTN APEHUPOBAHNSA 1 COXpaHEHMHO hparMeHTOB ApPeHaxa B paHe.

the drain.

8) Frequent inspection of the quantity and quality of fluid drainage in the
reservoir should be made and reported to the surgeon as ordered. Failure
to empty the reservoir \vhen full will reduce drainage efficiency.

9) Suction should be discontinued prior to drain removal.
10) The silicone elastomer suction drain tubing is soft and pliable. It should
not be handled or come into contact with pointed, toothed, sharp-
cornered, or even blunt instruments, as punctures, surface cuts, nicks,
crushing, or other overstressing can lead to tearing or warping of the
tubing and to subsequent structural failure ofthe drain and/or fragment
retention within the wound.

Do not suture through or cut into the drain as this may result in drain

breakage and/or fragment retention within the wound.

n)

He cneayeT HaknafblBaTb LUBbI, 3aXBaTblBaAlOLLME APEHAXK, W feNlaTb Ha HEM

Haapesbl, TaK Kak 3TO MOXET MPMBECTU K pPa3pbiBy ApPeHaXa WM COXpaHEHUHO
(hparMeHTOB AipeHaxa B paHe.

PYKOBOACTBO no NMPUMEHEHNIO

8.b YcTaHoBKa fpeHaxka

e Xupypr [O/KEH MNPOMbITb paHy CTEPWUbHOW JKUAKOCTbIO, a 3aTem
yAaNUTb MPOMbIBHbIE BOAbI M OUUCTUTL OMEPALIMOHHOE MONe.

e [lpeHaxHble TPY6KW [OOMKHbI fexaTb B OAHOW  MJOCKOCTU C
npegnonaraeMbiM MeCTOM BbIBeAEHUS [peHaxa uYepes Kox>. [ns
06/1erYeHNs NOCNELYIOWEr0 U3BMIEYEHUs [peHaxa Tpybka He LOo/KHa
M3rMbaThCsl, 3aKMMaThCH M (PMKCMPOBATLCSA LUBAMU B OMEPaLMoHHOM
paHe.

¢ MecCTO YCTaHOBKW ApeHaxa B MOMOCTM Tena, a Takke Heobxoaumoe
UUCIIO AAPEHAXKEN OMpPesenstoTCs ONepPUPYIOLLM XUPYProM.

» [lpeHaxHas TpybKa JO/MKHA pacronarathCs B TEX 30HaX, rAe 0XUAaeTcs
CKOM/EHVe MAKCUMaNbHOTO KOMMYECTBa XUAKOCTH.

e Bce ApeHMpyoLMe KaHabl JOMKHBI pacnonaratbCs BHYTPU paHbl v
MofocTH, rae HeoGXOAMMO APEHMPOBAHME.,
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8 DIRECTIONS FOR USE

8.1 Drain Placement
e The surgeon should irrigate the wound with sterile fluid, then suction
the irrigating fluid and gross debris from the operative site.
e Tubes should lie flat and in line with the anticipated skin exit. To
facilitate later removal by manual traction, the tubing should not be
curled, pinched, or sutured internally.

« Positioning ofthe drain in the body cavity, as well as the number of
drains indicated, should be determined by the operating surgeon.

» Drain tubing should be placed within the wound by approximating
the areas of critical fluid collection.

» Care must be taken to ensure that all drain channels lie completely
within the wound or cavity to be drained.

» Taping or a triple loop suture (around and not through the tubing)



e [1nA npefoTBpALLEHNs CNy4aliHOrO CMELLEHNST ApeHaXKa ero (IUKCUpyHT
NIacTbIPEM WM TPEXMETNEBbIM LLUBOM (HaKMnadbiBaeMbIM BOKPYT, a He
CKBO3b [IpeHaXXHYO TPYOKY).

e Tpn ApeHMpoBaHWM T/ly60KO pPacrofoXeHHbIX 30H PEKOMEHAYyeTcs
MCMOMb30BaTb OAMH WA HECKOSIbKO [peHadkel, Moc/efoBaTesisHO
yCTaHaB/IMBaEMbIX MEXAY CNOosIMM TKaHei. [pn 3ToM B Kadkaon rpynne
JPeHaKeN JO/MKEH UCMOMb30BaTbCA OTAEbHBIA NCTOUHUK BaKyyma.

e Heobxogumo NpuIOKUTL BCE  yCWMSt s MpefoTBpaLleHns
noBpeXxaeHns apeHaxka. Mpy ylmMBaHUM paHbl crefyeT HeoAHOKPAaTHO
y6eanTbCs B NOABVMYXHOCTU APEHaXKHOM TPYOKM /19 NpefoTBpaLLEHMS ee
paspbiBa 1 COXpaHEHNs1 hparMeHTOB ApeHaka B paHe.

8,2. lononHUTeNbHblE MaHUNYAAULUN NPU YCTAaHOBKE ApeHaka BO BpPeMs
OTKPbITbIX XMPYPrUYeCKNX onepauuni
o [ina  COoeVHEHVA C pe3epByapoM [peHakHad Tpybka [o/HKHA
BbIBOAUTLCA Hapy)Xy 4epe3 MPOKOM, CAeflaHHbIA Tpoakapom Win
CKaU/lbresieM Ha paccToAHUM OT 2 CM 0 5 CM OT Kpas paHbl.

Vcnonb3oBaHMe CrubatoLlnxcs TpoakapoB (MOCTaBASIOTCS TOMbKO C
n3aenusIMn onpefeneHHoro pasmepa)
e YaepxvBas Tpoakap ABYMSI PyKamu, COTHWUTE TPoaKap HUCXOAALLIMM
[BVDKEHVEM [10 IOCTVKEHWS] HEOBX0AMMOTO Yr/ia u3rmba.
» [Mocne TOro Kak Tpoakap COrHyT, ero He C/ieayeT crnbaTb NOBTOPHO, TakK
KaK 9T0 MOXET MPUBECTM K HApPYLLIEHWIO ero Lie/IOCTHOCTM.

8.3. AKTMBauua pesepByapa 1A ApeHUpoBaHus J-Vac, Kpyrioro
HernocpeACcTBEHHO Mepef  MOACOEAMHEHMEM K [peHaxy Heobxoanmo
NPOoBepUTL MPOXOAMMOCTbL KPYI/I0ro pesepByapa A ApeHupoBaHua J-Vac:
* T[locne ypaneHVs 3arnylwky CcrefyeT OkaTb pesepByap, 4ToObl OH
MOJTHOCTLIO CM/IOLLMICA.
*  Y[epuBas pesepsyap B CM/IOCHYTOM COCTOSIHWM, BCTaBbTe APEHAKHYIO
3ar/yLuKy, 4Ytobbl repMETUHHO 3aKPbITh APEHaKHOe 0TBEPCTHE.
* OcnabbTe faBneHWe Ha pesepByap, UTOObl OH Hayas HaMOHATLCA
BO34yxXOoM. EC/M pesepByap He pasfyBaeTcsl MOSIHOCTLIO, CriefyeT
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will aid in preventing accidental drain displacement.

« Deep drainage is best accomplished by using one or more drains for
each level of tissue. Each level should be evacuated by a separate
source of vacuum.

» Care must be exercised to avoid damage to the drain. The tubing
should be repeatedly checked during closure for free motion to avoid
breakage and/or fragment retention within the wound.

8.2 Additional Steps for Placement of Drains in Open Surgical
Procedures
» Thedrain tubing should be brought out through the stab wound made
with a trocar or scalpel 2 cm to 5 cm from the wound edge for
connection to the reservoir.

Use of bendable trocar (available on certain sizes only)
» Holding the trocar with both hands, bend the trocar in a downward
motion until desired angle is achieved.
e Once the angle of the trocar has been adjusted, avoid repeated
bending as this could result in structural failure.

8.3 Activating the J-Vac Bulb Suction Reservoir
It is important that the patency of the J-Vac Bulb Suction Reservoir be
veriried immediately prior to connecting it to the drain:
e With the drainage plug removed, squeeze the reservoir until it has
collapsed.
¢ Holding the reservoir in a collapsed position, insert the drainage plug
to seal the drainage opening.
*_Release the squeezing pressure to allow the reservoir to inflate. In
the event the reservoir does not completely inflate, the following
10



BbINO/HNT cnefiytotme KOppeKTupyloLLve MaHUNYNALUN:
- MoBTOpUTE ONMCaHHbIE Bbille AECTBIS MO NPOBEPKE MPOXOAMMOCTY
Kpyrnioro pesepByapa Ans ApeHUpoBaHus. 3TO AO/MKHO CMOCcO6CTBOBAThL
OTKPbITMIO  aHTMPE(IIOKCHOTO  K/lamaHa 1 HopManusauum  pagoThl
CUCTEMBI.

- Ecnun pesepByap NOMHOCTbIO HEe Pa3lyBaeTcsi Moc/e ONUCaHHbLIX Bbillie
[ECTBUIA, ero He cneflyeT UCMONb30BaTb.

[MogcoefnHEHWE K peHaxy

Mocne ycTaHOBKM fipeHaXa HaaeHbTe CUMKOHOBYHO APEHAXHYH TPYBKY
noBepx nepexofHuKa. UTobbl 06ecneunTb HAAEXKHOE COeAMHEHWeE,
BpalLaTeNbHbIM [BVKEHVMEM 3aUKCUPYITE ApeHaXk Ha Bcex 3y6uax
nepexogHuKa. W3BnekuTe 3arnywKy W3 ApPEeHaKHOro OTBEpPCTUS U
BCTaBbTe MEPEXOHNK B OTBEPCTUE A5 OTcacbiBaHWS. 15 o6ecneyeHns
LLe/IOCTHOCTM CUCTEMbI HEOBXOAMMO MIOTHOE MpUeraHue.

Mocne ypaneHus 3arfywku ChnedyeT C©KaTb pe3epByap, 4ToGbl OH
MOMHOCTLIO CNOLLANCS.

Y epxuBas pesepByap B CMAOCHYTOM COCTOSIHAM, BCTaBbTE IPEHKHYHO
3arnyLKy, 4To6bl repMeTUYHO 3aKPbITh PeHaXHOe 0TBEPCTHE.
OcnabbTe [JaBfieHWE Ha pes3epByap, 4TOGbl OH Haya/l HaMoSIHATHCA
BO3lyXOM Ansi c60pa XMAKOCTM.

Mpy KapAMoXmMpypruyecknx onepauusx u onepaLusx Ha rpyHoi Knetke
apeHaxkn Blake MOXHO COEAMHATb C TPYLUEBMAHBIM OTCACHIBAOLLMM
pe3epsyapoM J-Vac TOMbKO MOCME TMOMHOTO PAacKpPbITUS NErKoro u
YCTPaHEHWs yTeueK BO3ayxa.

8.4. AKTnBauua pesepsyapa 4na gpeHnposaHums J-Vac, niockoro

L]

Mocne ycTaHOBKM ApeHaxa HaJeHbTe CU/IMKOHOBYHO APeHaXHY0 TPYOKy
MoBEpX MepexofHuKa. UTobbl 06ecneunTb HafeXHOe COeAMHEHVE,
BpaLlaTe/ibHbIM ABVKEHUEM 3aMKCUpYiiTe ApeHaX Ha Bcex 3ybuax
nepexodHvka. W3BnekuTe 3arfyllky W3 OTBEPCTUS W BCTaBbTe
nepexogHuK. s o6ecneyeHWst LENOCTHOCTM CUCTEMbI HEOB6X0AMMO
MIOTHOE MpueraHue.

Mocne NPUCOEAVHEHUS [PEHAKHON TPYOKM K OTBEPCTUIO HAYHMTE
0TCacbiBaHWE, OCTOPOXHO COTHYB HIDKHIOK YacTb pe3epByapa Knepeap.
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corrective procedure should be employed:
~ Repeat above steps for verifying patency of the bulb suction
reservoir. This repeated action should open the anti-reflux valve and
permit it to function normally.
- Ifthe reservoir does not completely reinflate when tested according
to the procedure described above, the reservoir should not be used.

Connection to the Drain

After drain placement, push the silicone drain tubing over the
adapter. To ensure a secure connection, use a twisting motion to seat
the drain over all adapter barbs. Remove the plug from the drainage
port and insert the adapter to the suction port. A tight fit is necessary
to ensure the system’s integrity.

With the drainage plug removed, squeeze the reservoir until it has
collapsed.

Holding the reservoir in a collapsed position, insert the drainage plug
to seal the drainage opening.

Release the squeezing pressure to allow the reservoir to inflate for
fluid collection.

When used in cardiothoracic surgery, Blake Drains may be
connected to a J-Vac Bulb Suction Reservoir only after the lung is
fully expanded and all the air leaks have sealed.

8.4 Activating the J-Vac Suction Reservoir

After drain placement, push the silicone drain tubing over the
adapter. To ensure a secure connection, use a twisting motion to seat
the drain over all adapter barbs. Remove the plug from the port and
insert the adapter. A tight fit is necessary to ensure the system’s
integrity.

After drain tubing is connected to the port, start suction by gently
bending up the bottom flap. The unit will release and suction will
begin.

n



CuvcTema pa3bnoKMpyeTcsi, M HAYHETCA 0TCaCbIBaHMe.

+  [pu KapAROXMPYPrMYecKmnx onepaLmsx 1 onepauusx Ha rpyaHoi KneTke
apeHaxu Blake MOXHO COeAMHSTL C NAOCKAM pe3epeyapoM J-Vac
TO/IbKO MOCNE MOMHOTO PAacKpbiTUS NErKoro W YCTPaHeHWs yTeyek
BO3ZyXa.

8.5. M3mepeHMe KoIMYeCcTBa 3KcCyaaTa v ONopoXXHEHMe pesepByapa

* YT0Gbl OMpeaennTb KONMYECTBO IKCCydaTa B pe3epByape, YCTpaHUTe
OTpuWLIaTENbHOE AaBNEHNE, OTKPbIB BbIXOAHYIO 3aryLuKy. 3T0 NpuBeaeT
K MOSIHOMY pacKpbITyto pesepByapa. oc/e ypaBHOBELIMBaHWS JaB/eHNs
BHYTpPM pe3epByapa J-Vac NpuMepHOe KOMMYecTBO COAePXKalLeiics B Hem
XXMIKOCTU MOXET 6bITb OMpefencHo No MeTKaM, MMEKOLWMMCS Ha ero
MOBEPXHOCTH.

» [lepeneiiTe coaep>X1Moe pesepayapa B NOAXOASLLYI0 eMKOCTb.

8.6. PeakTmBaLus cuctembl
* He 3aKkpbiBas BbIXOLHYIO 3arfyLllKy, CWIbHO HafaBuTe nanbLamy Ha
LIeHTp pe3epByapa J-Vac, 4Tobbl pasgancs Lenyok.
o [1na HafeXXHOCTN OTOTHWUTE HUXKHIOK 4acTb pe3epByapa Hasag.
»  3aKpoiiTe BbIXOAHOE OTBEPCTYME 3ar/yLLKOIA.
* HayHuTe oTcacbiBaHMe, OCTOPOXKHO COTHYB HVDKHIOK 4acTb pe3epByapa
Knepeay [0 LLenyka.

8.7. CoegunHeHmne gpeHaxa Blake (19 FR, 24 FR uenbHbIA) C cUCTEMOW
APEHUPOBAHUA NEBPasibHON NOMOCTU C MOMOLLBK KapLMOKOHHEKTOpa
Blake
e KapguokoHHekTopbl Blake koHcTpykumm 1:1, 2:1 n 3:1 cOBMeCTUMBbI C
KpYyrnbiMu 6e3BTYN0YHbIMK ApeHaxkamn Blake 19 FR 1 24 FR.
e BpawatenbHbIM ABWXKeHMEM coeanHuTe apeHax Blake (19 FR, 24 FR
LIeNbHbIA) ¢ ManbiM NEPEXOAHMKOM C 3yObSMMU.
o CoefuHuTe TPY6KY MCTOYHMKA Bakyyma C 60/bLUMM NEPEXOLHUKOM C
3yObAMMU.
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When used in cardiothoracic surgery, Blake Drains may be
connected to a J-Vac Reservoir only after the lung is fully expanded
and all the air leaks have sealed.

8.5 Measuring Exudate and Emptying Reservoir

To measure exudate, relieve negative pressure by opening the exit
plug. This completely expands the reser\'oir. Once equilibrium
pressure has been established within the J-Vac Reservaoir,
approximate fluid levels may be determined against the calibrations
indicated on the side walls.

Empty exudate into an appropriate container.

8.6 Reactivating the System

With the exit plug still removed, place the J-Vac Reservoir between
fingers. Press firmly in the center until the reservoir clicks.

Bend the bottom flap backward slightly to secure.

Replace the exit plug.

Start suction by gently bending up the bottom flap until the reservoir
clicks.

8.7 Attaching Blake (19 FR, 24 FR Hubless) Drains to a Chest Drainage
System Using Blake Cardio Connectors

12

Blake Cardio Connectors are compatible with 19 FR and 24 FR
Round Hubless Blake Drains and are available in 1:1, 2:1, and 3:1
configurations.

Using a twisting motion, connect Blake (19 FR. 24 FR Hubless)
Drains to the smaller barbed fitting.

Connect the vacuum source tube to the larger barbed fitting.



9, CBefleHNs 0 NPON3BOANTENE MEANLMHCKOIO M34enus 9 information about manufacturer of the medical device

MpowussogmnTenb Manufacturer

3TnkoH, NHk., CLUA (Ethicon, Inc.) Ethicon, Inc.,

Route 22 West, P.O. Box 151, Somerville, New Jersey, 08876-0151, USA. Route 22 West, P.O. Box 151, Somerville, New Jersey, 08876-0151, USA.

MecTa Npon3BOACTBa; Site of manufacture:

1) Availmed S.A. de C.V., Av. Paseo Reforma No. 8950, Interior E2 La Mesa, m 1) Availmed S.A. de C.V., Av. Paseo Reforma No. 8950, interior E2 La
Tijuana, Baja California, C.P. 22116, Mexico Mesa, Tijuana, Baja California, C.P. 22116, Mexico

2) Degania Medical Devices Pvt Ltd, Plot No. 251 & 275, Sector 6, IMT 2) Degania Medical Devices Pvt Ltd, Plot No. 251 & 275, Sector 6, IMT
Manesar, Gurgaon, 122 050, Haryana, India Manesar, Gurgaon, 122 050, Haryana, India

3) Degania Silicone Limited, Kibbutz, 1513000 Degania Bet, Israel 3) Degania Silicone Limited, Kibbutz, 1513000 Degania Bet, Israel

4) Nypro Healthcare Baja, Inc., 3801 University Blvd SE, Albuquerque NM 4) Nypro Healthcare Baja, Inc., 3801 University Blvd SE, Albuquerque
87106, USA NM 87106, USA

5) Plastics Plus Technology, Inc., 1495 Research Drive, Redlands, California 5) Plastics Plus Technology, Inc., 1495 Research Drive, Redlands,
92374 USA California 92374 USA

10. CBefieHns 06 ycnoBusx npuMeHeHus MeguuuHckoro usgenus H 10 Information about usage conditions

NoTeHUManbHbIX NOTPEOGUTENAX
KO Ycnosus npumeHeHus 101 Usage conditions
MeguuMHCKOe M3fenve MNpefHasHaueHo 18 WMCMoMb30BaHWA B cTepunbHoii  The medical device is intended for use within sterile field/setting (e.g.
06nacT/ CTepUbHbIX YCMoBKUSIX (Hamp., onepaLyMoHHas, Xpyprudeckuii ueHTp, operating room, surgical center, emergency room,), by or under direct
OTAeNeHNe HEeOTNIOXHOM NOMOLLM), NOJ HernocpeAcTBEeHHbLIM HabogeHnem  supervision of a physician or on order by a physician.
Bpaya Wv Nno pacnops>keHnIo Bpaya. The fixation technique, method, and products used should follow the specific
Vcnonb3yemasi  MeToAMKa — (MKcauuu, MeTOA4 W MpOAyKTbl  A0MkHbI  instructions inthe Instructions for Use and the current standard of care.
COOTBETCTBOBATb KOHKPETHbIM YKa3aHWsM, MPUBELEHHbIM B WHCTPYKUWM MO
MPVYMEHEHUIO 1 AeCTBYIOLEMY CTaHAAPTY OKas3aHWs MeAULMHCKON MOMOLLM.

10.2.MoTeHLManbHbIA NOTPeGUTEND 10.2 Potential consumer

Bce npouedypbl  JOMKEH  BLINOMHATL  KBanuduumpoBaHHblii  Bpad ¢ All procedures should be performed by a qualified physician using standard
MCMO/Mb30BAHWEM CTaHAAPTHOWM XMPYPruyeckoid npoueaypbl. Bpau Hecet surgical procedure. Physician is responsible for the implementation of
OTBETCTBEHHOCTb 3@ BbIMO/IHEHME COOTBETCTBYHOLLMX LIAroB M npoueayp, 4tobbl  appropriate steps and procedures to avoid infection and complications.
n36exxaTb MHPEKLUN U OCTOXKHEHWIA

13
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|. TexHn4eckoe onncaHme MegUUMHCKOro 1U3gems

11.1. OnucaHWe OCHOBHbIX (YHKLMOHA/IbHbLIX 3/1EMEHTOB W COCTaBHbIX
yacTei (y310B) MeANLMHCKOro U3aenns
CucTema AN19 3aKpbITOro ApeHupoBaHus paH Blake un J-Vac - ato cTtepunbHas
0fHOpa3oBas  MopTaTMBHas  cUCTeMa,  MUCNofb3yemas AN 3aKpbITOro
[PeHVpOoBaHNsA paH.

Cuctema Ana 3akpbiToro fpeHuposaHus paH Blake un J-Vac coctont u3
ClefyroLmMxX KOMMOHeHTOB: Pe3epByapbl 414 ApeHVpoBaHua J-Vac niaockve nm
Kpyr/ble, OTCACbIBAKOLLME CUCTEMbI APEHUPOBAHUA, KapAMOKOHHeKTopbl Blake.
YcTpoiicTea NPofaroTCcs OTAE/NbHO.

KOMMOHeHTbLI onucaHbl farnee.

PesepByap Ans gpeHnpoBaHns J-Vac, NI0CKui

PesepByap A1 ApeHupoBaHmus J-Vac, NA0CKuiA BbinyckaroT ¢ pasmepamu 150,300
nnn 450 mn.

Bce pesepByapbl yrnakoBaHbl CTEPU/LHO B MpeiBapuUTeSisHO CKaTOM COCTOSHUU U
NpUroAHbl AN ABOMHOro ApeHaka. CTaHAAPTHbIA aHTMPedOKCHbIA KnanaH
TakKe [JO/MKEH ObITb BKIOYEH B KOMMAEKT Ans NpefoTBpalleHns 06paTHOro
MoTOKa pPaHeBOro 3KcCyjata BO BpemMsi OMOPOXHEHMS W peakTusauuu. Bponb
CTEHKW pe3epByapa MMEKTCA MapKepbl C YKa3aHWMMW Liara U3MepeHus, 4Tobbl
061erynTb NPUGAN3UTENBHYIO OLLEHKY KOMMYECTBA XXUAKOCTU.

[peHaXHbI NOPT C NPUKPENIEHHOW 3arnyLKoi o0b6ecneymBaeT BO3MOXHOCTb,
OMOPOXHEHMA  3KCCydaTta, KOTOPbIA  HakanivMBaeTcas B u3fenuu, B
COOTBETCTBYHOLUWIA KOHTEWHEp.

BHumaHve! [laHHOe wu3fienvie COAEPXWT HaTypasibHbI KayuyyKoBbli naTekc,
KOTOPbIA MOXET Bbl3bIBaTh aN/lepruieckme peakLym.

PesepByap ans gpeHupoBaHua J-Vac, Kpyrblia

Kpyrnblii Pe3epByap Ans ApeHupoBaHus J-Vac focTyneH B pasmepe 100 mn.
[aHHbIl  pe3epByap  ynakoBaH  CTEPWIbHO M UMeeT  CTaHAapTHbIU
aHTUPedIOKCHBIV KnanaH.

Bfo/b CTEHKWM pe3epByapa MMEHTCA MapKepbl C yKasaHUMW Liara 1usmepeHus,
4TOObI 06/1ErYNThL MPUBINUTENBHYIO OLEHKY KOMIMUECTBA XXULKOCTHU.
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11 Technical description of medical device
11.1 Key Functional Elements and Components (Units) Description

The Blake and J-Vac Closed Wound Drainage System is a sterile, disposable,
portable system used for closed wound drainage.

The Blake and J-Vac Closed Wound Drainage System consists of three
component parts: J-Vac Suction Reservoirs flat and Bulb, Suction Drains, J-
Vac Cardio Connectors. The devices are sold separately.

The components are described below.

J-Vac SUCTION RESERVOIR

The J-Vac Suction Reservoir is available in either a 150-ml, 300-ml, or 450-
ml size.

All are packaged sterile in a pre-compressed state and are capable of dual
drainage. A standard anti-reflux valve has also been incorporated to help
prevent the reverse flow of wound exudates during emptying and
reactivation. Markers are provided at increments along the side of the
reservoir to facilitate the approximate measurement of fluid.

A drain port with attached plug is provided as a method of emptying exudate
into an appropriate container collected by the unit.

Caution! This Product Contains Natural Rubber Latex Which May Cause
Allergic Reactions.

J-Vac BULB SUCTION RESERVOIR

The J-Vac Bulb Suction Reservoir is available in 100 ml size. Tt is packaged
sterile and has a standard anti-reflux valve.

Markers are provided at increments along the side of the reservoir to facilitate
the approximate measurement of fluid.

A drain port with attached plug is provided as a method of emptying exudate

14



[peHaxHbIA NOPT C NPWKPENSIeHHON 3arnyLikoii 06ecrneynBaeT BO3MOXHOCTb
OMOPOXHEHWS  3KCCyfaTa, KOTOPbIi  HakanaMBaeTcd B W3Aenuun, B
COOTBETCTBYHOLLMIA KOHTEMHEP.

OpeHaxu Blake CnnnkoHoBble

[peHax W3roToBfieH W3 CUAUKOHA W [AOCTYMNeH B LUMPOKOM accopTUMEHTE
pasmMepoB W KOH(wWrypauuin. Bce ApeHaXHble CUCTEMbl WHAMBUAYANbHO
yMNaKoBaHbl, CTEPU/IbHbI U MOCTaBAAOTCA C MEPEXOAHUKOM A8 COEAVMHEHMS C
pesepByapoM. Bce fgpeHaxu MNpou3BOAATCA M3 MaTepuasioB, anvMpOreHHOCTb
KOTOPbIX MNOATBEPXAEHa.

[peHax naockuii, cunnkoHoBbln Blake (apeHupytlowmne KaHasbl Ha BCHO
LNNAHY, Ha 3/4 ANNHbI)

W3aenve cocToMT U3 PEHTrEHOKOHTPACTHOrO M/I0CKOr0 CUAMKOHOBOIO ApeHaXa
C YETbIPbMs KaHanamu no 60kam, Kpyrioii CUIMKOHOBOW YANVHUTENbHOR TPY6KH,
N nepexogHuka. MNOCKWin gpeHaXk BCTaBASKOT Ha 75 %, nam Ha 100 % oT ero
ANVHbI. TTNOCKWUIA ApeHaX AOCTYMNeH ¢ TpoakapoMm unu 6es.

[peHax Kpyr/blid, 6e3BTYN04YHbIN, CUTMKOHOBbI Blake

V3aenve cocTOMT M3 CUAMKOHOBOTO ApeHaxa C YeTbIpbMS KaHaiaMu no 6oKam,
CUHEel PEHTTeHOKOHTPACTHOM MOMOCKKM, NPOXoAsAwei Mo ANVHE [ApPeHaxa,
KPYF0iA CUAMKOHOBON YANUHWUTENBHON TPYOKM M MepexofHuKa. [OoCTynHbl C
Tpoakapom wnm 6es.

KapanokoHHeKTOpbI Blake

KapanokoHHekTopbl Blake u3roToBfieHbl M3 MONMKApOOHATHOW CMOAbI €O
LITYyLepaMy, KOTOpPblE WCMOMb3YHT ANSA KPENeHUs CUIMKOHOBBIX [ApeHaXel
Blake (Tonbko pasmepoB 19FR u/unun 24FR 6e3 BTYNOK) K ApeHaXHOl cucteme
rPYAHON KeTKn. C MOMOLLBH 3aKPYUMBAOLLErO [BVXKEHUS CUIMKOHOBbIV
OpeHax Blake nogknioyaloT K MeHbLUEMY LUTYLEPY Ha KapAMOKOHHeKTOope Blake,
TeM camblM 06ecrneunBas BO3MOXHOCTb MOAK/OYEHUS TPYOKU UCTOUHMKA
BaKyyMa K 60/bLUeMYy LITYLIEPY Ha KapAuOKoHHekTope Blake gns npaBunbHOro
(hYHKLMOHMPOBaHUSA APEHAXHOM CUCTEMDI.

KapanokoHHeKTopbl Blake foCTynHbI B KOHurypauuy 1:1, 2:1 1 3:1.
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into an appropriate container collected by the unit.

J-Vac Silicone Drains

Drains are made from silicone and are available in a wide variety of sizes
and configurations. All drains are individually packaged, sterile, and include
an adapter used to attach the drain to the reservoir. All are made from
materials shown to be nonpyrogenic.

J-Vac Silicone Drains (Flat, Full, or 3/4-Fluted)

The product consists of a radiopaque flat silicone drain with four channels
along the sides, a round silicone extension tube and adapter. The flat drain is
channeled along either 75% or 100% of its length. Flat drains are available
with or without trocar.

J-Vac Silicone Drains (Round Hubless)

The product consists of a silicone drain with four channels along the sides, a
blue radiopaque stripe running along the length of the drain, round silicone
extension tube and adapter. It is available with or without trocar.

J-Vac CARDIO CONNECTORS

J-Vac Cardio Connectors are made from a polycarbonate resin with barbed
fittings that are used to attach J-Vac (19FR and/or 24FR hubless sizes only)
silicone drains to a chest drainage system. Using a twisting motion J-Vac
Silicone drain are connected to the smaller barbed fitting on the J-Vac Cardio
Connector thereby allowing connection of the vacuum source tube to the
larger barbed fitting on the J-Vac Cardio Connector for proper flinction of
the drainage system.

J-Vac Cardio Connectors are available in 1:1,2:1 and 3:1 configuration.

15



12. OCHOBHble TEXHUYECKUNE U PYHKLIMOHA/IbHbIE XapaKTePUCTUKU

Pesepeyap ans gpeHnposanusa J-Vac, nnocknii

BmecTmocTb 150 mn 300 mn 1450 mn
pe3epByapa 1 .
PesepByap ans gpeHnpoBaHus J-Vac, Kpyr/blii

BmecTMMOCTb 100 mn

pesepByapa
Openakn
JpeHax kpyrabin

10FR I5FR 19FR 24FR

Obuasa pnvHa fpeHaxa nize6emvm 12192 mvm 12192 mm  1016,0 Mm
Anua otaena 2032 MM 3048 MM 3048 MM 304,8 MM
[PEHMPYIOLLEr0 KaHana

BHEWHW AMAMETP HA 356 11y 495w 6,60 MM 8,74 MM
6AMKHEM KOHLIE

BHYTPEHHIIA fnameTp 1,78 mm 3,00 Mm 4,19 mm 5,28 MM

Ha 6NIMKHEM KOHLe
JnvHa gpeHaxa ¢
TpoakapoMm B
COOTBETCTBYHOLLUX
cnyyasx

1262,38 mm 1358,90 mm 1361,44 mm HenpumeHumo
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12 main technical and functional characteristics

J-Vac SUCTION RESERVOIR

Reservoir 150 ml

capacity

J-Vac BULB SUCTION RESERVOIR

Reservoir 100 ml

capacity

SUCTION DRAINS

Round Drains

IOFR
Drain overall 17.6 mm
length
Flute section 203.2 mm
length
Outer dlgmeter at 3,56 mm
the proximal end
Inner d|a_1meter at 1.78 mm
the proximal end
Length of drain
with trocar if 1262.38mm
applicable
16

300 ml 450 ml

15FR 19FR
12192 mm  1219.2 mm
304.8 mm  304,8 mm
4,95 mm 6,60 mm
3,00 mm 4,19 mm

1358.90 mm 1361,44 mm

24FR

1016,0 mm
304,8 mm
8,74 mm

5.28 mm

Not
applicable



[peHax nnockuii

O6uwasa gnmHa
[peHaxa
[OnvHa otgena
JpeHupytoLLer
0 KaHana
LWunpunHa
oTgena
[PeHVpYtoLLEer
0 KaHana
BHeLLHWiA
AnameTp Ha
BNKHEM
KOHLe
BHYTpeHHWI
[AnameTp Ha
6nKHEM
KOHUe

MepexogHukn J-Vac ansa gpeHaxei

BapuaHT
COeAuHeHus

Flat Drains
7 MM 10 MM 7 mm 10 mm
LpeHuUpylowmne LpeHvpyowne
/
3/4 kanans KaHaibl Ha 3/4 Karans KaHanbl Ha BCHO 3/4 fluted full fluted  3/4 fluted full fluted
LpeHupylowune LpeHupyowune
BCIO ANUHY ONVHY
1077,98 MM 1001,78 v 1077,98 MM 1001,78 MM IDraitnh overall 1527 98 mm 100178 mm 107798 mm 100178 mm
eng
Flute section
203,2 Mm 203,2 mMm 203,2 Mm 203,2 Mm length 2032mm  2032mm  2032mm  203,2 mm
Flute section
7,04 Mm 6,78 Mu 9,78 Mm 9,78 Mm width 704mm  678mm  978mm 9,78 mm
Outer
4,88 Mm 4,88 Mm 4,88 MM 4,88 MM diameter al e mm 488 mm  488mm 4,88 mm
the proximal
end
Inner
3,00 Mm 3,00 MM 3,00 Mm 3,00 Mm diameter at 55 300mm  300mm 3,00 mm
the proximal
end
J-Vac Drain Adapters
18" 3/16™ 14" /8" 3/16™ 14"
MepexogHuk 1/8"  MepexogHuk 3/16"  MepexogHuk 1/4* Connection 1/8" adapter is ~ 3/16" adapter is 1/4" adapter is
UCMONb3YIOT AJ1A MCNONb3yHT 4N NCNONb3YIOT A1 option used for 10Fr used for I5Fr used for 19Fr
LPeHaXHbIX [APEHAXHbIX LPEHaXHbIX drains and Flat drains  and 24Fr drains
17
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cuctem IOFr cuctem 15Fr un cuctem 19Fr mn

N0CKOro 24Fr
JpeHaxa
Anvra 34,80 MM 34,93 MM 41,91 MM
O61wwin
anameTp 9,65 MM 9,65 Mm 9,65 MM

13. CBefgeHnA 0 NeKapCTBEHHbIX CPeACcTBax, BXoAALLMX B cocTas 14/
HenpumeHumo.

14. CBefeHNs 0 MaTepmanax XMBOTHOI0/4e/10BEYECKOI0 NPOMCXOXAEHNS
HenpumeHumo.

15. ¥Ycnosusa skenayaTtaunm MeguumMHCKOro usgenms
JpeHaxu:

MegnunHcKoe u3fenue ABNAAETCA UMMMAAHTUPYEMbIM W MpeAHasHayeHo Ans
Mncnosb3oBaHMA BO BHyTDEHHEI7I cpene opraHusma.

WHTepBan Temnepatyp
[nana3oH OTHOCUTESNIbHOW BNaXXHOCTK

o1 10 go 35°C
fo 80% 6e3 koHAeHcauun (npu
25X)

16. YcnoBusi TPaHCMOPTUPOBKN U XPaHEHVST MEAULMHCKOTO U3aennst

He 6onee 30 °C.

0T -60 °C fo 60 °C.

1o 75%PA

o1 700 rMa go 1060 rfa

[unana3oH TemnepaTtyp xpaHeHuUs

[unanasoH Temnepartyp npu TPaHCMOPTUPOBKE
OTHOCHTENbHAA BIAXHOCTb

[JasneHuve
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Length

34,80 mm 34,93 mm 41,91mm

Overall diameter

9,65 mm 9,65 mm 9,65 mm

13 Pharmaceutical substances
Not Applicable.

14 Information about materials of animal/human origin
Not Applicable.

15 Operating conditions
Drains:

Medical Device is implantable and intended to be used in the body's internal
environment.

from 10to35°C
up to 80% non-condensing (at 25 ° C)

Temperature range
Relative humidity range

16 Storage and transportation conditions

at or below 30@C

from -60"C to 60="C.

up to 75%

from 700 HPato 1060 HPa

Storage Temperature Range
Shipping Temperature Range
Relative humidity range
Pressure

18



He ncnonb3oBath Moc/ie UCTEYEHUSA CPOKa XpaHeHus.

17. KoMnnekT nocTtaBKu

KOMMNOHEHTHLI cucTembl Ans 3aKpbITOro ApeHnpoBaHNA paH J-Vac ynaKoBaHbl

cneayroLM 06pasom:

1 OpeHaxu Blake cnnnkoHoBble - AecaTb (10) ynakoBaHHbIX eAVHUL, MOMELLAHT
B TPAHCMOPTHYO Tapy C OAHOV MHCTPYKLMen no npumeHeHuto (AMM).
2. Pe3epByap Ans ApeHmpoBaHua J-Vac, Kpyribid - gecsatb (10) ynakoBaHHbIX

e4VHUL, MOMELLAOT B TPAHCMOPTHYK Tapy C OAHON WHCTPyKuMelh no-

NPUMEHEHNIO.

3. PesepByap ana apeHupoBaHus J-Vac, nnockuin - gecatb (10) ynakoBaHHbIX
e4MHML, MOMeWaT B TPaHCMOPTHYK Tapy C OfHOW MHCTPyKuMWeldi Mo

NPUMEHEHNIO.

4. KapgunokoHHekTopb! Blake - aBaauaTh (20) ynakoBaHHbIX efUHUL, MOMeLLaoT

B TPAHCTIOPTHY!O Tapy C OJHON MHCTPYKLMEl N0 NPUMEHEHWIO.

18. Cpok rogHocTu / CpoK aKcnayartaymm

CpOK rOAHOCTW BCEX KOMIMOHEHTOB CUCTEMbI COCTaB/AET 5 feT.
KOMMOHEeHTHI NpefHasHayeHbl 414 04HOPa30BOro UCMo/b30BaHUA.

19. IMopafoK OCYLLeCTBNEHUA YTUNN3ALUN U YHUUTOXKEHUA MELULIMHCKOTO

nsgenus

MpofyKThl, BCTyMawlMe B KOHTAKT C KPOBbIO W/MAM  GMOMNOTMYECKUMM
MEANLMHCKUM  U3Lennsam
KnaccuuKaumm MeaMUUHCKMX OTXOA0B W MOANeXaT nepepaboTke w/umm

XNOAKOCTAMKU, OTHOCATCA K

ytunnsagumm B  COOTBETCTBUU
HopMaTunBamu.

C

NPUMEHNMbIMA

knacca B no

rocyapCTBeHHbIMU

Hewncnosb3oBaHHble NPOAYKTbl (HE BCTynatoliMe B KOHTAKT C KPOBbIO W/vau
GMONOrNYECKMMM  XKMAKOCTAMM), BK/KOYas MNPOAYKTbl C WCTEKLWMWM CPOKOM
rofHOCTM, OTHOCATCA K MeAULMHCKUM  YCTPOICTBaM

KnaccugvkaLmmM  MeAMUMHCKUX OTXOfI0B M nojfiexar nepepabotke wm®

yTunnnsagmnm B  COOTBETCTBUU
HopMaTmnBamu.
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c

NPUMEHNMBIMA

knacca A no

rocyfapCTBeHHbIMU

Do not use after expiry date.

17 Packaging contents

The J-Vac Closed Wound Drainage System’s components are packed in a
sterile package as follows;

1 J-Vac Drains - Ten (10) pouched units are placed in a shipper with one
Instruction for Use (IFU).

2. J-Vac Bulb Reservoir - Ten (10) pouched units are placed in a shipper with
one IFU.

3. J-Vac Reservoir - Ten (10) pouched units are placed in a shipper with one
IFU.

4. J-Vac Cardio Connectors - Twenty (20) pouched units are placed in a
shipper with one IFU.

18 Product Expiration / Shelf life

Shelflife of all System’s components is 5 years.
The components are intended for single use.

19 Disposal of the medical device

Products coming into contact with blood and/or biological fluids are class B
medical devices under medical wastes classification and may be recycled
and/or disposed in accordance with applicable national regulations.

Unused products (not having contact with blood and/or biological fluids),
including those with expired shelf life, belong to class A medical devices
under medical waste classification and may be recycled and/or disposed in
accordance with applicable national regulations.
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20. MapaHTWitHble 06a3aTeNbLCTBA

Mpon3BoAnTENb rapaHTUPYeT KOHEYHOMY MOTPEBUTENIO OTCYTCTBUE AE(EKTOB 1
COOTBETCTBME XapaKTePUCTMK MPOAYKTa Ha NPOTSHKEHMM BCEr0 CPOKa FOAHOCTM
npoaykTa npu YCNOBMM COGMAKOAEHWUS TpeboBaHWA  YCNOBWIA  XpaHeHus,
TPaHCMOPTMPOBKM U LENOCTHOCTM  YMakoBKW. OTCYTCTBYIOT  Kakne-nmbo
rapaHTUM, KOTOpble BbLIXOAAT 3a pPaMKu oOnucaHHoro. [purogHocTb AN
MCNOMb30BaHNS 3TOr0 MeAULMHCKOr0 M34enns Ansi Kakon-1Mbo KOHKPETHOM
XVPYPruyeckoii npouedypbl A0/MKHA ObiTb ONpeAeneHa MNOMb30BaTeNlEM B
COOTBETCTBUM C MHCTPYKLMEN N0 NMPUMEHEHWIO.
21. YNONHOMOYEHHBbI npeacTaBUTe/lb NPOM3BOANTENS

[na nonyyeHns [ONONHUTENIbHOW MH(OPMALLMK MO NPUMEHEHUIO MESULIMHCKOIO
n3genus obpallaiiteck K ouumanbHOMY npeacTaBurento nponssoamtens OO0
«[KOHCOH & [KoHcOH» no apgpecy: 121614, Poccus, 1. Mocksa, Y.
Kpbinatckas, a.17, kopn. 2, Ten. +7 (495) 580-77-77, thakc +7(495) 580-78-78.

22. PaclwunpoBKa CUMBOMOB, MPUMEHSEMbIX MPU  MapKMpPOBaHWUM
MeAMLNHCKOIO M3aenus:

Mpor3BOACTBEHHAA KOMMaHUA (MPOU3BOAUTENb)

Howmep B KaTasore

C€ Mapkuposka CE
Coee

MoBTOpHas CTepUnM3aLys 3anpeLieHa

OCTOpoXKHO! CM. MHCTPYKLUWMIO MO NPUMEHEHUIO

He ncnonb3oBaTb MOBTOPHO

O6paboTka  M3fydeHMeM AN CTEPUNbHOrO
1CMONb30BaHNS
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20 Warranty

Manufacturer guarantees to the end user absence of defects and conformity
to product specifications for the entire shelf life of the product under the
conditions of adherence to storage, transportation and package integrity
requirements. There are no warranties that extend beyond the description of
the face hereof. Suitability for use of this medical device for any particular
surgical procedure should be determined by the user in conformance with the
manufacturer’s instructions for use.

21 Authorized representative of the manufacturer

For additional information related to the use of the medical product, please
contact an authorized representative of the manufacturer, "Johnson &
Johnson LLC", 121614, Russia, Moscow, KrylatskayaStreet,.! 7, bldg. 2, tel.
+7 (495) 580-77-77, fax: +7 (495) 580-78-78.

22 Explanation of symbols used in labelling the medical product:

d Manufacturing company (Manufacturer)

IREFI Catalog number
C€ CE marking
00ee

Do not re-sterilize

Caution! Refer to the instruction for use

(S) Do not reuse

STSML/R Sterile use radiation
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He ncnonb3osartb npn NOBpeXXAEHNN YNaKOBKN

Homep cepun

[laTa OKOHYaHWs CpoKa rofHoCTK

YNOMHOMOYEHHbI NpefcTaBuTeNL B EBponeiickom
coobuLectse

CoaepXxuT (hTanatbl

CofiepXnT naTekc

He ncnonb3oBatb ¢ MPT

PesepByap Ans ApeHMpoBaHNs J-Vac, Kpyrbii

[NepexogHNK

[LpeHax KpyrnbliA, 6€3BTY04YHbIA, CUTMKOHOBbIN

[LpeHax Ni0OCKWiA, CUANKOHOBbIN
PesepByap Ana gpeHnpoBaHus J-Vac, Nnockuii

KapAnOKOHHEKTOP KOHCTPYKLUuM 11

KapanoKOHHEKTOP KOHCTPYKLUWN 2:

KapanoKOHHEKTOP KOHCTPYKLMK 3:1
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Do not use when packaging is damaged
Lot number

Expiration Date

Authorized representative in the European
Community

Contains Phthalatcs

Contains Latex

MR unsafe / Do not use with MRI

Bulb Suction Reservoir

Drain Adapter

Silicone Round Drain
Silicone Flat Drain
Suction Reservoir

Cardio Connector 1:1

Cardio Connector 2:1

Cardio Connector 3:1
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<Kpyrnas nesats: Hotapuyc, wrar Oraiio>

<lItamn: F'YPITAJI CHHTX
HoTtapuyc, mrar Oraiio
Cpok aeiicTBHA MOe#i THUEHIHH HCTEKaeT
28 aBrycta 2026 roaa
JIMLEH3HA: 10051914>
<noarnucaHo>

«YTBEPXJIAIO»
«ITHKOH, UHK.»

Crapunii AHpeKTOp OF1e/1a HOPMATHBHO-NPABOBOIC
PEryJ IHpOBaHNA

(0KHOCTL)

Kaponuu JlaMoHTaHb

(1ma)

<noamHcaHo>

{(noanues)

«15» 12 2022r.

«1eHby Mecall (upavin)

M.IL

HHCTPYKLHUS 11O NIPUMEHEHHIO
MEJUIHUHCKOI'O U3AEJIUA

CucTeMa a1 3aKpbITOro ApeHupoBaHus paH Blake n J-Vac

Jtnkon, Unk., CLUA (Ethicon, Inc.)
Pyt 22 VYacr, n/a 151, Comepsuna, Heto-xepcu. 08876-0151, CLLA.

2022 roa
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HGDEBO,CI' [0AaHHOTO TEKCTa BbIMOJ/IHEH NMEPEBOAYNKOM 5yLIJeHKOBbIM MBaHOM BuTanbesuyem.

Poccuiickaa degepayuns
[Topog MockBa
BoceMHaguaToro sHBaps ABe TbicA4YN gBajLaTb TPETbero roga

A, Bepemuii KOnusa NropesHa, BpeMEHHO MCNOMHAOWAA 0683aHHOCTU HOoTapuyca ropoda MockBbl Kopcuk
Mapumn AnekcaHApOoBHbI, CBUAETENbCTBYO NMOA/IMHHOCTbL NoAgNMcK nepesogunka byweHkosa VMBaHa
BuTtanbesunya.

Mognuck caenaHa B MOeM MPUCYTCTBUN.
JINYHOCTb MoAnucaBLIero AOKYMeHT ycTadBneHa.

3apernctpupoBaHo B peecTpe: Ne 77/2139-H/77-2023-
YnnaveHo 3a coBepweH|" 1A B51moro/gelicteus: 400 py6. 00 kon.

HO.N. Bepemuii

Bcer*gtouwHypoBarii”® npoHyMepoBaHo
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