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General information / QO6mue cBencHHuSA

Name of product / HaumMenopaHHe MeRITAHCKOro H3feaus

treatment with accessories.
Variations:

Variation 1: :

1. Programmabie valve CODMAN CERTAS Plus - 1 pcs
2. Priming adapter — 1 pcs

3.IFU- | pes

Variation 2:

1. Programmable valve CODMAN CERTAS Plus - | pes
2. Distal catheter ~ | pcs

3. Ventricular catheter with stylet— 1 pcs

4. Right Angle adapter -1 pcs

5. Priming adapter - | pcs

6. IFU~1 pcs

Variation 3;

Programmable valves CODMAN CERTAS Plus for hydrocephaly

Knanaru nporpammupyemsic CODMAN CERTAS Plus aaa hevenns
runpouctba.'mu C NPHHAANIEXKHOCTAMH:

BapHaHTh HCTIONHEKKA:

BapuanT ucrnionnenns 1:

1. Knanan CODMAN CERTAS Plus — 1 m.
2. Ananrep zanonsenus — 1 wr.

3. Hnctpykumsa no axcnnyatayun = | wr.

BapHanT ncnonnenus 2:

Knanan CODMAN CERTAS Plus - 1 m.
Katetep aucTanbueii — | wr.

Karetep xenynoukoBsili ¢o cTunetoM — | wr.
Anantep npamoro yria— 1 wr.

Anantep 3anonHensa — Lwr.

HucTpykusa no sxcnnyatraume — 1ioT.

B S e

BapuaHT ncnoaxerna 3:

1. Programmable valve CODMAN CERTAS Plus- 1 pcs L. Knanan CODMAN CERTAS Plus~ | wr.
2. Distal catheter — | pes 2. Karerep ancransuniii serpoennbil BACTISEAL ~ | wr.
3. Ventricular catheter with stylet ~ | pcs 3. Katerep xenygouxoestit BACTISEAL co cruneTom — luir.
4. Right Angle adapter — 1 pcs 4, Apantep npamoro yrna— 1 wr.
5. Priming adapter — 1 pcs 5. Apnantep 3anoiueHua — bur,
6.IFU-1pcs 6. HHCTpyKums no axcnnyaraumu — lwr,
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Variation 4:

1. Programmable valve CODMAN CERTAS Plus with SIPHONGUARD
—1pes

2. Priming adapter - | pcs

3.JFU-1 pes

Variation 5:

1. Programmable valve CODMAN CERTAS Plus with SIPHONGUARD
-1 pes

2. Unitized Distal Catheter — 1 pcs

3. Ventricular catheter with stylet — 1 pcs

4, Right Angle adapter — 1 pcs

5. Priming adapter — | pcs

6.IFU -1 pcs

Variation 6:

1. Programmable valve CODMAN CERTAS Plus with SIPHONGUARD
—1pecs

2. BACTISEAL Unitized Distal Catheter - 1 pes

3. BACTISEAL Ventricular catheter with stylet — 1 pcs

4. Right Angle adapter — 1 pcs

5. Priming adapter — 1 pcs

6.IFU-1 pes

Variation 7:

1. Programmable valve CODMAN CERTAS Plus - 1 pcs
2. Unitized Distal Catheter - I pcs

3. Ventricular catheter with stylet — 1 pcs

4, Right Angle adapter — 1 pcs

5. Priming adapter — 1 pcs

6.TFU -1 pes

Bapuant ucrnonnenna 4.

1. Knanan CODMAN CERTAS Plus ¢ autciu¢oHHRM yCTpOHCTBOM
SIPHONGUARD - 1 m.

2. Apantep 3anonsenns — 1 mr.

3. MHCTPYKIHA 110 SKCITYATALMY — | 1T,

BapuanT ucnonHenns S:
1. Knanan CODMAN CERTAS Plus ¢ anrucugorHsM ycTpoHcTom
SIPHONGUARD - 1 mr.

2. Karerep AncTanbHbil BCTPOSHHBIH— 1 mIT.

3. Karerep menynodkossiit co cTHneToM — 1mr.
4, Anarrrep mpamoro yriaa — | mr.

5. Ananrep 3arnonsenus — 1 mr.

6. Hxcrpykuns no sxcanyarauuy — Jmr.
BapuaHT ucnonrenus 6.

1. Knanan CODMAN CERTAS Plus ¢ aHTHCH(OHHKM yCTpoiCcTBOM
SIPHONGUARD - 1 mr.

2. Karerep aucransubiii sctpoenntii BACTISEAL - 1 mT.

3. Karerep xenyaoaxosbiiit BACTISEAL co cruneroM — lm.

4 AnanTep npamMoro yrna — 1 mr.

5 Apanrep sanonaenud — | wr. -

6 HHCTpyKIpa no skcuryaranus — 1 .

BapuanT ucnommenus 7.

1 Knanan CODMAN CERTAS Plus — 1 mr.

2. Karerep aucranniuii serpoesnsiii- 1 mr.

3. Karerep xenyaouxossiif co crineroM — Lur.
4 Apanrep npaMoro yrina — 1 wmr.

5 Aparrrep 3an0MHeHHA — | T,

6

HHCTpYKIHA MO 3KCIUTyaTalHy — 1 1T,
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Variation 8:

1. Programmable valve CODMAN CERTAS Plus with SIPHONGUARD
-1 pes

2. Ventricular catheter with stylet - 1 pcs

3. Distal Catheter — 1 pcs

4, Priming adapter — 1 pcs

5. Right Angle adapter — 1 pcs

6. IFU -1 pcs

Variation 9:

1. Programmable small valve CODMAN CERTAS Plus - 1 pcs
2. Priming adapter — 1 pcs

3.IFU-1pes

Variation 10:

1. Programmable small valve CODMAN CERTAS Plus — 1 pcs
2. Distal Catheter — 1 pcs

3. Ventricular catheter with stylet — 1 pcs

4. Right Angle adapter — 1 pcs

5. Priming adapter - 1 pcs

6.IFU - 1 pcs

Variation 11:

1. Programmable small valve CODMAN CERTAS Plus - 1 pcs
2. Unitized Distal Catheter — 1 pcs

3. Ventricular catheter with stylet — 1 pcs

4, Right Angle adapter — 1 pcs

5. Priming adapter — 1 pcs

6.IFU -1 pes

Variation 12:
1. Programmable small valve CODMAN CERTAS Plus — 1 pcs

BapuasT HenonHenus 8:

L. Knanaa CODMAN CERTAS Plus ¢ asTHCHGOHHBIM YCTPOHCTBOM
SIPHONGUARD - 1 wrr.

Karerep x&enya0ukoBHi CO cTHIETOM — 1 WIT.

Katerep muctannusii — 1 mm.

AnanTep 3anonscHus — | wr.

Apawrrep npamMoro yrna — 1 mr.

Uncrpyxums no 3gcuryarauyd — | mT.

AR o

Bapuaur scnomienns 9:

1. Mnxpoknanad CODMAN CERTAS Plus - 1 mr.
2, ApanTtep 3anonHeRus — 1 wr.

3 HHcTpyxkima no sKkcnnyarauMy — 1 wr.

Bapuaut ucnomuenns 10:

1 Muxkpoxnanan CODMAN CERTAS Plus — 1 orr.
2. Karerep macranshnlii — 1 mr.

3. Karerep xenyI09KoBHIA €O CTANCTOM - | 1T,

4 AnanTtep npaMoro yria — 1 mr.,

S AnanTep 3anonsenud — lurr.

6 Hucrpyxums no sxcmnyaranuy — 1 mr.

PHAHT YcnomHenna 11:
Muxkpoxnanan CODMAN CERTAS Plus — | m.
Karerep micTanbHbiii BeTpocHARI— 1 mT.
Karerep xemyaouxorrii co cruneroM — .
Agiantep OpAMoro yria — | mr.
Apanrep 3anonHenus — | mr.
UucTpyKuma no sKkciuyaTanys ~ 1 mr.

QU EWN—m

BapuauT Henonsenns 12:
1. Miugkpoxnanan CODMAN CERTAS Plus — 1 urr.
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2. BACTISEAL Unitized Distal Catheter - | pcs

3. BACTISEAL Ventricular catheter with stylet — 1 pcs
4. Right Angle adapter — 1 pcs

5. Priming adapter ~ 1 pcs

6. IFU -1 pcs

Variation 13:

1. Programmable small valve CODMAN CERTAS Plus with
SIPHONGUARD - | pcs

2. Priming adapter - 1 pcs

3.TFU-1 pes

Variation 14:

1. Programmable small valve CODMAN CERTAS Plus with
SIPHONGUARD - 1 pcs

2. Ventricular catheter with stylet — 1 pcs

3. Distal Catheter — 1 pcs

4. Priming adapter - 1 pcs

5. Right Angle adapter — 1 pcs

6.IFU -1 pcs

Variation 15:

1. Programmable small vaive CODMAN CERTAS Plus with
SIPHONGUARD - | pcs

2. Unitized Distal Catheter - 1 pcs

3. Ventricular catheter with stylet— 1 pcs

4, Right Angle adapter — 1 pcs

5. Priming adapter — 1 pcs

6.IFU -1 pcs

Variation 16:

Karerep mucramsubii serpocaunii BACTISEAL - 1 m.
Karerep xemyaouxosutit BACTISEAL co crunerom — 1 .
Ananrep npaMoro yraa — | wr.

ApanTtep 3anonseHud — | m.

HrcTpyknma no 3kcIuTyatammH — | wr.

el S

BapuauT ucnosgnerna 13:

1. Muxpoxnanau CODMAN CERTAS Plus ¢ antucndonsbm
yerpoiicreoM SIPHONGUARD - | m.

2. Apanrep 3anonHenus — | m.

3. MncTpykipa mo IKCIuTyaTanus — 1 mr.

BapuanT ucnonuenna 14:

1. Muxpoknanag CODMAN CERTAS Plus ¢ aHticrdonssM
ympoﬁmou SIPHONGUARD - 1 .

Karerep xexyaouxosbili o cTHaeTOM — | mMT.

Karerep aucransasiit — | mr.

Apanrep 3anonHennus — | orr.

Apanrep npamoro yraa — 1 wr.

HHCTpYKIUA N0 SKCIUTyaTamyu — 1 wT.

fUswN

BapuanT ucnomienus 15:

1. Muxpornanan CODMAN CERTAS Plus ¢ anTHCEPOHHEIM
c‘rpoﬁc‘mou SIPHONGUARD - 1 wr.

Karerep aycranbHbii BCTpOSHHLIH- | mT,

Karerep xenyfouKkoBHlii co cTuneToM — lmT.

AzanTep npAMOro yria — | wir.

Ananrep 3anonHeHua — 1 .

HHCTpYKIHA MO SKCILTYaTaisy — 1 10T,

v p W g

Bapuaur ucnonuenys 16:
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1. Programmable small valve CODMAN CERTAS Plus with
SIPHONGUARD - 1 pcs

2. BACTISEAL Unitized Distal Catheter - 1pes

3. BACTISEAL Ventricular catheter with stylet — 1 pcs

4. Right Angle adapter — | pcs

5. Priming adapter — 1 pcs

6.IFU -1 pcs

Variation 17:

1. Programmable right angle valve CODMAN CERTAS Plus — 1 pes
2. Priming adapter — 1 pcs

3.1FU -1 pcs

Variation 18:

1. Programmable right angle valve CODMAN CERTAS Plus - 1 pcs
2. Distal Catheter — 1 pcs

3. Ventricular catheter with stylet - 1 pcs

4. Priming adapter — 1 pcs

5.TFU -1 pes

Variation 19:

1. Programmable right angle valve CODMAN CERTAS Plus - 1 pcs
2. Unitized Distal Catheter — 1 pcs

3. Ventricular catheter with stylet — 1 pcs

4. Priming adapter — 1 pcs

5.IFU -1 pes

Variation 20:

1. Programmable right angle valve CODMAN CERTAS Plus ~ 1 pcs
2. BACTISEAL Unitized Distal Catheter - 1 pcs

3. BACTISEAL Ventricular catheter with stylet - 1 pcs

4. Priming adapter — 1 pes

1. Mnxpoxinanas CODMAN CERTAS Plus ¢ arTHcHpOHRAEIM
ycrpoiicrom SIPHONGUARD - 1 urr.

2. Karerep mucransuniii setpoennntiit BACTISEAL - | m.

3 Karerep xenynouxonniii BACTISEAL co cruneroM — | mT.
4, Ajanmep mpaMoro yria — 1 mr.

S. Aganrep 3anonHeHus — | mT.

6 MRCTpyKOHA N0 2KCIUTyaTaluy — | mr.

BapuarT ucnonsernns 17:
1. Knanan CODMAN CERTAS Plus noa TpenarauioHHOS OTBEPCTHE
-1 mr.

2. Azanrep 3anonHeHus — | wr.
3. Hucrpykima no s3xciryarauns — 1 wrr.

Bapuaunr ncnonsenus 18:

1. Knanan CODMAN CERTAS Plus noz TpenaHalHOHHOS OTBEPCTHE
-1 wr.

2, Karerep aucrampunii— 1 m.

3. Karerep xenmynouxoBhii co cTHneroM — 1 mt.

4, Apanrep 3anonAeHus — 1 oT.

5 HHcrpykips no skcIuTyaTauys — | mr.

BapnanT ucnomenns 19:

I. Knaman CODMAN CERTAS Plus noz Tpenanau#oHHOE OTBEpCTHE
—~ 1 mm.

2. Karerep aucTansHb# BCTPOeHBHH— | T,

3 Karerep xemyaouxossiif co cruneroM — 1 mr.

4. Apamrep 3amonsenus — | wr.

5 Hucrpyknps no sxciuTyaTanss — | mr.

Bapuant ucnomsenns 20:
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S5.IFU-1 pcs

Variation 21:

1. Programmable right angle valve CODMAN CERTAS Plus with
SIPHONGUARD - 1 pcs

2. Priming adapter — 1 pcs

3.IFU-1 pes

Variation 22:

1. Programmable right angle valve CODMAN CERTAS Plus with
SIPHONGUARD - 1 pcs

2. Ventricular catheter with stylet — 1 pcs

3. Distal Catheter — 1 pcs

4, Priming adapter — 1 pcs

S.IFU-1pcs

Variation 23:

1. Programmable right angle valve CODMAN CERTAS Plus with
SIPHONGUARD — 1 pcs

2. Unitized Distal Catheter - 1 pcs

3. Ventricular catheter with stylet - 1 pcs

4. Priming adapter — 1 pcs

S.IFU-1 pes

Variation 24:

1. Programmable right angle valve CODMAN CERTAS Plus with
SIPHONGUARD - 1 pcs

2. BACTISEAL Unitized Distal Catheter — 1 pcs

3. BACTISEAL Ventricular catheter with stylet — 1 pcs

4. Priming adapter — 1 pcs

5.IFU -1 pes

1. Kiranan CODMAN CERTAS Plus nmoa TpenaHauHoOHHOE OTBEPCTHE
—= 1 mrr.

2. Katerep aucransumii aerpoennsii BACTISEAL — 1 mi.

3. Karerep xenyzoukorsili BACTISEAL co crunerom ~ | mT.

4, Anantep 3amoHeHus — | mr.

5. Huctpyxmua no akcrnyaranuu — 1 orr.

BapuarT ucnonserns 21:

I. Kiranan CODMAN CERTAS Plus noa TpenasaiiHoHHOS OTBEPCTHE
¢ antucupounbM yctpoiicteoM SIPHONGUARD - | mr.

2. AnanTep 3anondenas — 1 mr.

3. HHCTpYK1HA N0 sKcnTyaTauuu — 1 .,

Bapuaut ucnoaHeHns 22:

1. Knranan CODMAN CERTAS Plus noa TpenaHalMOHHOE OTBEPCTHE
¢ anTucHpoHHBIM ycTpoiicteoM SIPHONGUARD — 1 m.

2. Karerep xemynouxoBuiii co cuneroM — 1 wr.

3. Karerep qucrambusii — 1 mr.

4, Azanrep sanonusexus — | mr.

3. Huctpykuma mo sxkcrutyarauyy — 1 mr.

BapuanT ucnonHenus 23:
1. Knanas CODMAN CERTAS Plus nox TpenasaufoHHEOC OTBEPCTHE
¢ anTucH(onHBM yeTpoiicteoM SIPHONGUARD - 1 mr.

2, Karerep mucranbHbli BCTpoeHHbH— 1 mT.

3. Karerep xenyaouxoshif co cTimeroM — L.
4, Ananrep 3anonHcHns — 1 m.

5. HMHcTpyKIMa Do sxcruryarauus — 1 wr.
BapuanT ucnoymenus 24;

1. Knanau CODMAN CERTAS Plus noa TpenasauioHHOE OTBEpPCTHE
¢ aHTHcudoHARIM yeTpolicTeoM SIPHONGUARD - | mir.
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Accessories:
CODMAN CERTAS Programmer

2. Karerep mucramastii sctpoennsiit BACTISEAL - 1 mr.

3. Karerep xemynouxosniii BACTISEAL co ctunerom — 1 mT.
4, ApanTep 3anonHeHus — 1 mwr.

5. Hnctpykims no IKCIUTyaTaiul — 1 mT.

[puHamnexHOCTH:

IIporpaMmarop CODMAN CERTAS.

Purpose of the medical device / Haznavuenne MEAHIIHECKOro H3ACHHSA

The CODMAN CERTAS Plus Programmable Valve is a single use
implantable device designed for shunting cerebrospinal fluid (CSF) for the
treatment of hydrocephalus. The valve can be set to eight different
performance settings for intraventricular pressure and drainage of CSF.

Ilporpammupyemsiii xnanaH CODMAN CERTAS Plus — 310 ozHOpasoboe
HMIVIAHTHPYEMOE YCTPOHCTBO, NPEAHA3HAUCHHOE ANA IDYHTHPOBAHWA
CITUHHOMO3T0BOH *HaxocTH (CMIXK) npH neveHuu ruaponedamu.

Jns nommepxaHMA MOCTOSHHOIG BHYTPHKEIYZIOYKOBOTO JABJICHMA H

- | apcarposatnst CMXK ucrionr3yicTea BOCEMDb PazIHIHbIX PYHKLIMOKANBHEIX

HACTPOCK KIAallaHa.

Principles underlying the werk of medical device /Onucanae nPpHHUANOEB, HA KOTOPLIX 0CHOBAaHA pafora MH

Intraventricular pressure is maintained at a constant level by the ball and
cone valve seat design. The ball is manufactured of synthetic ruby, as is the
matching cone. Together these components provide a precise fit for
regulating the flow of CSF through the valve.

Applying a certain magnetic field to the adjustable valve mechanism causes
the cam to rotate slightly, increasing or decreasing the spring tension, and.
thereby changing the valve setting.

BuyTprkenyno4xosoe AaBAcHAC NONLACPKHBACTCA HA IOCTOSHHOM YPOBHE
‘Gnarofaps Au3aliHy KnanaHa ¢ WIAPHKOM M KOHHYeCKHM cewioM. Illapuk
H3rOTOR/CH W3 CHHTCTHMECKOrO pyOWHA, KaKk H COOTBCTCTBYIONIMH €My
koHyc. COBMECTHO 3TH KOMHOHCHTH 00€CNEuHBAIOT TOYHOE BIAUMHOE
COOTBETCTBHE NPH PETYIUPOBAHWH MOTOKA CNMHHHOMO3TOBOH JXHAKOCTH
yepes kiaanad. Bosaclicrsue OnNpeRcNeHHOr0 MAarHHTHONO MNOMA Ha
peryimpyeMunlii MeXaHH3M KnanaHa BieyeT 3a cooi HesHauHTENBHbIA

HOBODPCT KY/AuKa, YBITHYHBAA HIN YMEHBLIAK HATSDKCHHE NIPYXHUHBI, H, TCM
CAMBLIM, H3MCHAS HACTPOMKY KJIAlaHa.

Indications

/ Hoxazanusa

The CODMAN CERTAS Plus Programmable Valve is indicated for use
in the management of intraventricular pressure and CSF drainage in the
treatment of hydrocephalus.

Ilporpammupyemuiii knanan CODMAN CERTAS Plus nokasan K
HCIONB3OBAHHIO c UEABIO obecneucHus MOCTOSHCTBa
BHYTPHKEIYAOUKOBOrO fAaBicHMs ¥ ApeHHpoBanua CMMK B mponecce

NeYeHHA THAponehATHH.

Contraindications / lIporasonoka3lanns
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These devices are contraindicated in patients receiving anticoagulants or
known to have a bleeding diathesis.

Avoid shunt implantation if infection is present within the body. Delay the
shunt procedure when infections such as meningitis, ventriculitis,
peritonitis, bacteremia and septicemia are present. The use of the
CODMAN CERTAS Plus Programmable Valve for atrium drainage is
contraindicated.

The BACTISEAL Catheters are contraindicated in patients with known
hypersensitivity to rifampin or clindamycin hydrochioride,

Kianas npoTHBOTIOKa3aH K MPHMEHEHHIO Y MNALMEHTOB, MOMYHAIOUINX
AHTHKOATYNAHTRI, WIH TEM, Y KOTOPhIX MMESTCA reMOpparnyieckuii anares.
H3lerafiTe MMNIAHTAUMH KAanaHAa NPH HAMHYHKM OYaroB MH(peRUAM B
opraHusMe. OTTapuiBafiTe NpOUCAYpPY MIYHTHPOBAHMS NPU HANHYHH
HHQEKLMHA, TAKHX KaK MCHAHTHT, BCHTPHKYAHT, NEPHTOHUT, GaKTepHEMHA
H centutiemus. [IporuBomoka’aHo mNpHMEHEHHE TIPOTPAMMMPYEMOrO
xinanasa CODMAN CERTAS Plus qis npeH#poBaHUS aTPHYMA.
Karerepm BACTISEAL npornBonokasaHnl NalUEHTaM ¢ HU3BECTHOM
THIICPYYBCTBUTEILHOCTRIO K  pudamnuby (pudammumnay) wau
KIHHIAMALIHHA THAPOXIOPHAY.

Adverse reactions / Bo3aMoxubie 0CT0KHEHHS

H nobounsie 3¢ddexrs npu npamenennas MHA

Devices for shunting CSF might need to be replaced at any time due to
medical reasonsor failure of the device. Keep patients with implanted shunt
systems under close observation for symptoms of shunt failure.
Complications of implanted shunt systems include mechanical failure,
shunt pathway obstruction, infection, foreign body (allergic) reaction to
implants, and CSF leakage along the implanted shunt pathway.

Clinical signs such as headache, irritability, vomiting, drowsiness, or
mental deterioration might be signs of a nonfunctioning shunt. Low-grade
colonization, usually with Staph. epidermidis, can cause, after an interval
from a few days to several years, recurrent fevers, anemia, splenomegaly,
and eventually, shunt nephritis or pulmonary hypertension.

An infected shunt system might show redness, tendemess, or erosion along
the shunt pathway.

Accumulation of biological matter within the valve can:

« cause difficulties adjusting the valve setting with the Tool Kit

* impair the antireflux function

Adjusting the valve to a performance setting that is lower than necessary
can lead to excessive CSF drainage, which can cause subdural hematomas,
slit-like ventricles, and in infants, sunken fontanels.

The ventricular catheter can become obstructed by:

* Biological matter

Heobxoaumocts 3aMeHH ycTpolicrsa aAnd mywtuposanua CMIK moxer
BO3HMXHYTh B mo60¢ BpeMsi, N0 MEAMIMHCKAM MOKA3AHMAM WIH H3-3a
nonoMk ycrpoiictea. TumarensHo HaGmiozaliTe 3a NaMHEATaMH ¢
HMJTAHTHPOBAHHBIMH CHCTEMaMM INYHTHPOBAINA Ha MPEAMET CHMITTOMOB
oTKa3z WyHTa. OCNOKHEHNS UMIINAHTHPOBAHABIX CHCTEM IIYATHPOBAHHS
BKAIOYAIOT MEXaHWIECKYI0 IONOMKY, 3aKyNOpKy IyHTa, WHGEKIHIO,
(annepriyeckyio) peakuuio Ha HHOPORHOS TENO - WMIUIAHTAT, a TaKKe
noarexanue CMIK no xoxy MMNNaHTHPOBAHHOTO HIYHTA.

HpusnakamMn HehYHKUHMOHHpYIOMIErO IIYHTa MOrYT OBITH Takue
KIMHHYECKHME NPHIHAKH, Kak rofosHas 6oiib, pazipaXxHTENbHOCTh, pBOTA,
TOMOBOKDY)XCHHE MNM  HapylleHUe  YMCTBCHHOHR  ACATENBHOCTH.
Konounsauus nerxoif creneHu Taxecty, 06srano Staph. epidermidis, Moxer
BEI3BaTh 9€Pe3 HECKONBKO AHEH KM JIET peIMANBHPYIOMYIO JIHXOPAIKY,
AHEMHIO, CIUICHOMETANMIO M, B KOHLC KOHHOB, «IIYHTOBBIH HehpHT»
(rnoMepynoHedpHT, CBA3aHHLII ¢ YCTAHOBKOH IOYHTA) HIH JICTOSHYIKO
THIIEPTEH3HIO, '
Huduimposanye CHCTEMW INYHT3 MOXKET NMPOABNATHCA NOKPACHEHHEM,
GONE3HEHHOCTBIO HITH 3PO3UAMH IO XOAY PACHONOKEHHA UIYHTa.
Haxonnenre 610n0rn9ecKuX BEUIECTB B KIaNaHE MOXKET:

* BRI3HIBATL 3aTPYAHCHHA NIPY KOPPCKIMH HACTPOHKH KJIaNlaHa ¢ MOMOMLIBIO
NpOTrpaMMaTopa;

9
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» Excessive reduction of ventricle size

» Choroid plexus or ventricular wall

» Fibrous adhesions, which can bind the catheter to the choroid plexus or
ventricular wall,

If fibrous adhesions cause the catheter to become obstructed, use gentle
rotation to free the catheter. Do not remove the catheter with force. If the
catheter cannot be removed without force, it is recommended that it remain
in place, rather than risk intraventricular hemormhage.

The ventricular catheter can be withdrawn from, or lost in, the lateral
ventricles of the brain if it becomes detached from the shunt system.
Blunt or sharp trauma to the head in the region of implant or repetitive
manipulation of the implanted valve might compromise the shunt. Check
valve position and integrity if this occurs. .

* HapymiaTh ero aHTApeuIOKCHYI0 QYHKIMIO.

Kopperuns knanana a0 GyHKUHOHANBHOH HaCTPOUKH HIDKe HeoOXxomuMo#
MOJKET NPHBOANTS K upesMepHoMy apenrpoBaruio CMIK, koropoe moxer
BLI3LIBATL CYOMYpANLHEIC TEMATOMH, MIENCBHAHOC H3MeHeHne (GopMxi
XKEJTY/IOUKOB, @ Y HOBOPOXACHHIX - 3anaficHAe POAHHYKOB.

OBCTpyKIIHA KEYOYKOBOrO KATETEPA MOXET BOSHUKATE:

* IIPH 3aKyTIOpKe GHOMOTHIECKHMH 1aCTHIIAMH;

* NP4 YPE3MEPHOM YMEHBILCHHM pa3Mepa kenyaouKa;

* IpH 3aKPHTHE XOPOHITHBIM CIUICTCHHEM MAH CTCHKOH XKeNyaouka,

* NIpH Pa3BHTUHM PUOPOIHBIX CHACK, KOTOPhie MOrYT CPallMBAThH Karerep ¢
XOPOHAHBIM CIUICTEHHEM HIM CO CTCHKOH XKEIyI09Ka,

Ecnm ofcTpyxumio xarerepa Bei3hiBaloT (ubposunie cnaiiku, ocBobojure
€ro, OCTOPOXHO NoBepHYB. He M3nnexakre karerep cunoi. Ecnu xarerep
HC YHRCTCA M3BNeYh 0¢3 yCHAMM, pekOMEHAyeTcs OCTABHTh €ro, HO He
PHCKOBAThL PA3BHTHEM BHYTPHXCTYAOIKOBOTO KPOBOTCICHHA.
XKexyAouKoBHIi KaTeTep MOXHO BHIBECTH H3 GOKOBHIX XKeAyIOUKOB MO3Ta
MK OCTABHTH B HHX [OCIE €0 OTCOSMHEHHUS OT CHCTEMM IIYHTA.

Tynad unu oCTpad TpaBMA rooBK B 00NACTH HMILIAHTATa HIH NOBTOPHHE

MaHMOYAALMH HWMIUIAHTHPOBAHHLIM KIATIAHOM MOTYT MOBPEAMTh LIYHT.
Ecmu 3T0 NPONCXOAKT, NPOBEPHTE NONOKCHAS H UCAOCTHOCTD KIATAHA.

There are no special instructions for the possibility of using a medical
device in people with implantable devices, pregnant women, women during
breastfeeding.

The product can be used in children. The use of valves in adults with
chronic medical conditions should be determined by a physician.

CnenpanbHEX yka3zaHuif X BO3MOXHOCTH NPHMEHEHHS MEIMIMHCKOIO
A3/eNnA Y Mozel ¢ MMIIAHTHPYEMBIMH H3LICNHAMH, GepeMEeHHBIX XEeHIUH,
AXCHIIUH B NEPHOJ IPYHOTO BCKAPMIHBAHUA HET.

Wanemme MoxeT OBITH HCIONB30B2HO Y AeTeit. Henons3oeanne KIanaHoB y
B3POCHBIX, HMEIOUUX XPOHHYEeCKHe 3a00NEBAHHA, JAOMXHO ObITh
ONpPEACNCHO BPadoM.

Driving a vehicle is possible in accordance with the instructions of the
doctor after a period of postoperative rehabilitation,

YnpasneHHe TPaHCIOPTHBIM CPENCTBOM BO3MOXKHO B COOTBETCTBHM C
YKA3aHHAMHM Bpaya NOCIE MPOXOXKACHAA NCPHOAA MOCIECONEpanHOHHOH
peabunnTaLy.

Description of medical device / Onncanse MEAHIUACKOT0 H3ACAHS
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The CODMAN CERTAS Plus valve consists of a reservoir, an adjustable
mechanism and a SIPHONGUARD anti-siphon device (optional) secured
between the proximal (ventricular) and distal catheter conneciors and
enclosed between the upper and lower valve body:

The CODMAN CERTAS Plus small valve consists of the same elements
as the standard size valve, and differs in smaller sizes and inclination of the

Kranaa CODMAN CERTAS Plus cocTout K3 pesepByapa, perynupyeMoro
MexaHH3Ma H  aHTHCH(omworo  ycrpoiicrea  SIPHONGUARD
(onuuoHansHo), 3AKPEIUIEHHBIX MEXTY IPOKCHMAILHBIM
{BEHTPHKY/ISPHEIM) M JMCTANBHBIM COCAHHHTENAME RIS KaTeTepoB, #
3aKMIOYEHHRIX MEA/TY BEDXHHM M HIDKHHM KODITYCOM KIanaHa:

Muxpoxnanas CODMAN CERTAS Plus cocTORT u3 TeX xe 3JeMEHTOB,
YTO M _KIaNaH CTaHAAPTHOrO pa3Mepa, M ommuaercd Gomee Mankmu

1
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distal and ventricular connector ofthe catheter by 8° in relation to the plane pa3vepamn ¥ HaiC/IOHOM AMCTaNILHOTO U KENyI0YKOBOr0 COeAVHMTENS
of the lower housing, and the housing itself is bent by 16 degrees with a kareTepa Ha 8° Mo OTHOLLEHWUIO K M/IOCKOCTU HVDKHErO KOpryca, a cam
radius of curvature of 50.0 mm. The mechanism of the valve has not kopnyc n3orHyT Ha 16 rpaaycoB ¢ paanycom KpmBu3HbI 50,0 Mm. MexaHn3m
changed: >g00Tb! K/lanaHa He V3MeHWCS:
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The CODMAN CERTAS Plus Right Angle Valve consists of the same KnanaH CODMAN CERTAS Plus nog TpenaHauvoHHOe OTBepCTve

elements as the standard size valve, with the proximal (ventricular) catheter cocTouT 13 Tex »Ke 3NEMEHTOB, YTO W KnanaH CTaHAapTHOro pasvepa, npu

connector moved to the bottom of the lower housing perpendicularly and 3ToM  NpOKCUMa/bHbIA  (BEHTPUKYNAPHBIA)  COeAMHUTENL  KaTeTepa

the distal connector inclined 8° relative to the plane of the lower housing. nepemMeLLEH Ha AHO HWKHErO Kopryca NepreHANKYNSPHO W ANCTasbHbIN

The mechanism of the valve has not changed: COeAVHUTENb HaK/OHEH Ha 8° MO OTHOLUEHWIO K M/IOCKOCTU HWKHErO
Kopriyca. MexaHu3m paboTbl K/arnaHa He 3MEHWSICS:

13
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=

The surfaces of the connectors that mate with the catheters have the same
outer dimensions as those found on the current CERTAS Plus valve. The
inner diameter at the proximal end of the ventricular connector is the same
diameter as that found on the current CERTAS Plus valve. The inner
diameter at the distal end of the ventricular connector is larger than that of
the current CERTAS valve (i.e. the Connector inner diameter has a positive
draft).

General picture in package:

=

IToBepxHoCcTH CoeMHHTENEH, CONPATAEMBIX C KaTeTEPaMM, HMEIOT T Xe
BHCIIHME PasMepE, MTO M Y 3apeTHCTPHPOBAMHEIX paHEES BapHAHTOB
HCTIONHCHUA KanaHoB. BHyTpeHuRi JHaMeTp Ha IPOKCHMANLHOM KOHIIE
MKETYAOUKOBOTO COSAMHHTENA HMEET TOT KEe JUAMETP, YTO U B CTAHAAPTHEIX
BapHanTax Hcnonrennd Kiananos CODMAN CERTAS Plus. Baytpennuii
AHaMETP HA AUCTANLHOM KOHIE XeTy0YKOBOrO COSAHHUTENA OoNbllle, YeM
Yy KianaHa CTaHAapTHOH kondurypanyu (T. €. BHYTpeHHHH AHaMeTp
COCIMHHTEIS KIaNaHA HA TPENaHALMOHHOE OTBEPCTHE (PACLUIMPAETCE» B
MECTE COCTMHCHHA ¢ KIaNaHoM).

Obmuii Bax KIANMAHOB B YNAKOBKE:

14
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Functional elements:
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Reservoir

Adjustment mechanism:

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

Adj. mechanism

PerynvpytoLLmii MexaHyam

Siphonguard
device

Perynupytowui
MexaHusm (AM)

KopyHAo0BbI i
BKnagblw (x2)

Hun>k HAs ocb Kopnyca

Yaep>xusatwlu,an
NMPY> NHa Kynavyka

Bpawatwaaca
KOHCT pyKuua
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Cuctema peTanieid, ynpasnstiowas MOTOKOM >XUAKOCTM,
npoxoasLein yepes WYHT, MyTeM co3faHUA CONPOTUBNEHUS,
4yTo TpebyeT pas/IMYHOrO [AaB/IEHWA Ha JIMHUM KOHTaKTa
«lwap-cefio» ANA NOAHATMA Wapa N OTKPbITUSA KnanaHa
O6ecneumBaeT KOHTAKT OCW C Kynadykom/wwapoobpasHbiM
MPYXWUHHbIM TJIYHXXEePOM - M/1e4OM Kyfnayka, a TakKxe
BEPXHEN n

HVKHen 060104KOM

Ocb NpeacTaBnAalOT CO60M WITUAT, COEANHEHHbIN C HUXKHENR
060M104YKOA W oOrpaHn4YmBaemblii BepxHeW. B npouecce
HacTpolikun

KnanaHa Bpauiaroascs

CABMTAETCS U BpaLLaeTcs BOKPYr wTngra.

KOHCTPYKLUS

CnupanbHas HOpMasbHbIX  YCNOBUAX
nogaepxnsaet mMexay BpaLyatoLerica
KOHCTPYKLMeH N HUWKHEN 060104KON

MoaBuxXHas noAAep>XKN
MarHMTOB U MHAWKATOpPa PeXMMOB, KOTopas MnpeAcTaBnseT

npyxumHa B
KOHTaKT

aetanb, mncnonbsyemas ansa



Adjustment A system of parts that controls the flow of fluid through a
mechanism (AM) shunt by creating resistance, which requires different
pressures on the ball-seat contact line to raise the ball and
open the valve
Corundum insert (x2) | Provides axle contact with the cam/spherical spring
plunger - cam shoulder, as well as top and
lower shell
Lower housing axle | The axis is a pin connected to the lower shell and bounded
by the upper one. During valve adjustment, the rotating
structure shifts and rotates around the pin.
Cam retaining coil | The coil spring under normal conditions maintains contact
between the rotating structure and the lower shell
Rotating construct | Movable part used to support the magnets and the mode
indicator, which is the cam face/spherical spring plunger -
cam arm with a specific offset to control the pressure
needed to start fluid flow through the shunt
Magnets (x2) Magnetic parts for non-invasive indication and adjustment
of valve operation
Camy/ball Converts the displacement provided by the cam surface of
spring plunger, a rotating structure into an angular position to take
spring arm and arm | advantage of the spring force applied to the corundum
cam valve ball
Canyball Converts the angular position provided by the
spring plunger, cam/spherical spring plunger - cam arm into & force on the
spring arm and arm | corundum valve ball that determines the pressure required
cam to start fluid flow through the valve
Corundum ball Under normal conditions, it maintains contact with the seat
due to the force generated by the CBS arm of the spring,
and breaks this contact when a sufficient differential
pressure is reached
Corundum saddie | Attached to the lower sheath and involved in controlling

the flow of fluid through the shunt

coboli XynauxkoByio NOBCPXHOCTh Kynauxa/mapoobpasHoro
NPYXKHHHOIO FUIYIDKEpa - INCYA XYJIA9KA C  OCOObIM
CMENICHHEM JUIS YIPARNCHHA 1aBICHYEM, HCOOXOMMMBIM UTA
3anycka NOTOKA MMAKOCTH Yepes UIyHT
Maznum (x2) Maruntane aerany, ofcceuuBalOmMMe HE HHBASHBHYIO
HEBKAHIO ¥ FacTpOHKY paboTe xnanana
Kynavos/mapoobparn | Tipeobpasyer cuemenne, obecneuusaemoe kynauxopoit
il npyscunnsié NOBEPXHOCTLIO Bpamsiomelics KOHCTPYKIHH, B YIIOBO®
nIYRMCED - RAENO NONOXCHNE, YToOR 3aAcHCTBOBATL NPYXHHHOE BAUIHHE,
Kpnayuxa K ! Knanasa
Kynavox/wapoofpain | Ilpeobpasyer yrnosoe nonoxeHue, ofecneunsaesos
sui spymcunumi KyAaukoM/Inapoo0pasHeM  NPYXMHHEM MIYHRKEPOM -
NRYRNCED - RIAEYO MACYOM KyNauxa B YCHIHC, HAOPABNCHHOC HA KOPYHAOBhIA
HPYNCRHW INapRK  KNanaHa, KoTOpOEe ONpEAEnseT  J4B/ICHRE,
seolixoauMoe And 3alTyCKa MOTOKA KHAKOCTH Hepes Xnanan
Kopywnooswii B oGHMANX YCIOBHMAX NONNCPAHBACT KOHTAKT C CEIOM 33
Hapux cueT ycunud, coanasaeMoro CBS-mneuoM NpykHHE, #
PASDHBACT ITOT KCHTAKT O JOCTIDKEHHHM JOCTATOAHOIO
nepenana AaBncHHN
Kopyrdosoe 3axperieno Ha Hmsmell o0oMOMKE M Y9acTBYeT B
cedno YUPABACHHH NOTOKOM KHIKOCTH, IPOXOAAMEH YEPES UIYHT |
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The valve can be set to eight different performance settings for
intraventricular pressure and drainage of CSF. The status of the patient
often changes during the course of treatment, which requires changes in
pressure. The performance setting of the valve can be set preoperatively
and can also be noninvasively changed post-implantation by using the
CODMAN CERTAS Tool Kit. The CODMAN CERTAS Tool Kit employs
magnetic force to select one of 8 settings.

The programmable valve allows the surgeon to non-invasively change the
opening pressure (from 25 to 215 mm Hz0) and select one of eight settings
ranging from setting 1 (low pressure) to setting 7 (high pressure); setting 8
is "virtual shutdown".

The dependence of pressure on flow is presented below:

The pressure shown in the graph for each setting is an average recorded

[ns  nofgepXaHna MNOCTOSHHOIO BHYTPWXKENYLOUYKOBOINO [aB/eHNsS U
ApeHnposaHna CMXK 1Cnonb3yroTcs BOCEMb Pas/IMYHbIX (OYHKUMOHaIbHBIX
HacTpoek KknanaHa. COCTOfHME LUYHTMPOBaHHOIO MauMeHTa 3a4acTylo
MEHSETCA M0 XOLY Kypca /ieueHuns, Yto TpebyeT U3MEHEHUs [aB/ieHUs.
®DYHKUMOHaIbHYKO HaCTPOMKY KfanaHa MOXHO BbIMOMHUTL  KakK 10
orepaumn, TaK W HEWHBA3WBHO MOCMe orepaumMm C  MOMOLLBHO
nporpammatopa CODMAN CERTAS. MNporpammMaTtop Mo3BONSET BbIOpaTh
OfHY 13 8 HaCTPOEK, UCMOMbL3YyA CMY MarHUTHOIO Noss.
MporpaMMMpyeMblid KnanaH MO3BOMSET XMPYPry HEMHBA3VIBHO W3MEHSTb
[aBneHve oTkpbITusa (0T 25 ao 215 mm H20) 1 BblbpaTb OANH 13 BOCHLMU
BapuaHTOB HaCTPOEK, BapbMPYHOLLMXCS OT HAaCTPOMKY 1 (HWU3KOe [aBrieHue)
[0 HacTpoVikm 7 (BbICOKOE [aBfieHWe); HacTpolika 8 sB/seTcs
«BUPTYa/IbHbIM BbIK/THOHEHEMY.

3aBMCMMOCTb AaB/EHNA OT NOTOKA MPeACTaB/IeHa HUXKe:

X0

50

25

nogrog

CkopocTb moToka (Mn/y)

with active flow through the valve alone at flow rates of 5, 20 and 50 mL/h; AaB/eHVe, NOKasaHHoe Ha rpaguke Ans KKHOIA HACTPOIAKN - 3TO CpeAHee
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3aPErMCTPUPOBAHHOE [AB/IEHIE MPU aKTUBHOM MOTOKE Yepe3 cam KrarnaH
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the value at 20 mL/h is shown. Note that testing of the device may give
different results depending on the test conditions.

The devices performed within a tolerance range of the average pressure as
shown here regardless of gravitational orientation:

Settings 1,2,3 +20 mm H:0

Setting4  + 25 mm H20

Settings 5,6,7 £35 mm H20

When adjusting the valve, the changes between each performance setting
at flow rates of 5, 20, and 50 mL/h are:

Incremental steps between settings 1,2,3,4
Incremental steps between settings 4,5,6,7

15 - 40 mm H20
20 - 50 mm H0

Graph below describes the pressure-flow performance characteristics of the
valve with SIPHONGUARD device:

npu cxopocTax moroxa 5, 20 u 50 mn/u; nokasaHo 3uavenwne npu 20 M/
O6paTHTe BEMMAHHE, YTO TCCTHPOBAHHUC YCTPOHCTBA MOKCET JATH APYTHE
PEe3yNLTATH, 3aBHCALIME OT YCIOBUA NPOBEACHAS TECTA.

JaHHEIC ycrpoicTBa PafoTaloT B YKA3aHHOM AMallA30HC HOMYCTHMBIX
3HaYeHMH CpPeAHEro JaPICHHA HE3aBHCHMO OT OpMEHTallWH B
TPaBHTALHOHHOM TIOJIE;

Hactpoiixu 1,2,3  +20 mm H:O

Hactpoiika 4 + 25 mm H;O

Hacrpoiixn §, 6, 7 + 35 mm H20

Ipu Hactpoiixe KnanaHa H3MCHCHAA MCKAY KKAOH (YHKIMOHAIBHOM
HACTPOHKO#H NPH CKOpOCTAX NoToKa 5, 20 B 50 MA1/4 COCTABNAIOT:

IIIary npupamen#s MeXAY HacTpotikamu 1, 2, 3,4 15-40 mm H20O

[Liaru npupamenus Mexay BacTpoiikamu 4, 5, 6,7 20-50 mm H2O

3aBHCHMOCTs JaBICHHSA, HeoOxommmoro s apermpopanus CMXK or
CKOPOCTH IIOTOKA B KOHTPONBHBIX TOYKAX MpEACTaRNeHa Hivke (KNANaH C
aHTUSUGOHHBIM YCTPOHCTBOM):

19
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Flow Rate [mL/tw]
8 8 s

3

M e 18 11 A s - 4 S Aamp b e b - ot — -

100 200 300 400 $00 600
Additional Pressure Needed To Maintain Flow [mmH,0]

Setting 8 is intended to limit flow through the valve and has an average
pressure greater than 400 mm HO.

When tested with a 120 cm long, 1| mm ID Distal Catheter the average
pressure increase is dependent on flow rate as shown here:

SmLh  7mm H0

20mL/A 21 mm H:O0

50mL/Ah 50 mm HO

3 8 8 s

Cxopocrs noroxa, mafu

s

o
e - 200 200 300 400 300 §00

Rasnerme, Heobxogumon gan gpenmponatns CVOK, mm Hz0

Hactpoiika 8 npeaHasHadcHa AnA oTpaHHYeHMA MOTOKA uepes KNanaH M
HMeeT cpeaHee nasnenne canme 400 mm H:0.

Ilpy TecTHpOBaHMH C IMCTANLHBIM KaTeTepoM januHoit 120 cm w
BHYTpCHHMM AMaMeTpoM | MM CpeaRee papieHWe NOBLIMASTCA B
38aBHCHMOCTH OT CKOPOCTH NOTOKA CISAYIOMHM 00pasoM:

Smn/a 7mum H20

20 mn/a 21 MM H20

50 mn/a 50 MM H2O

The SIPHONGUARD Device, included in some models of the valve, is
designed to prevent excessive drainage of CSF by the shunt system. CSF
flows through the valve and near the SIPHONGUARD device where it
passes through the intemnal channel. Under normal circumstances, most of

Yerpo#icreo SIPHONGUARD nocrasnsercs ¢ OTACHBHEIMH MOASIAMH
wianana. CMDK Teuer uepes wxnmamam ¥ nomagaeTr B ycrpolictso
SIPHONGUARD, rae npoXOmMT N0 ABYM BHYTPCHHHM KaHazaM. B
obbunbiX yenoBuax Gombman yacts CMOK nporexaeT uepes LeHTpaTBHbIH
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the CSF shaft extends beyond the distal port of the SIPHONGUARD
through the central ruby (corundum) ball and conical valve.

The rest of the CSF passes through a spiral passage that surrounds the
central duct, the distal bulb, and the conical valve, The sudden increase in
CSF flow will close the ball and cone valve and the entire volume of CSF
will move through the longer helical course, effectively slowing down the
rate of CSF shunting out of the brain. As soon as the flow rate into the
SIPHONGUARD device decreases, the ruby ball will move away from the
valve seat, opening the central duct. As long as CSF continues to shunt from
the ventricles, flow through the helix of the SIPHONGUARD device will
never stop, regardless of the patient's position. The function reduces the
potential dangers of an excessive decrease in intraventricular pressure
(relative to atmospheric pressure) when the patient is in a standing position.

pyOwHOBHH (ROPYRHOBHIH) ILIAPAK M KOHHYESCKHH KJIanaH W BBIXOAMT
HEMOCPEACTBEHHO Yepe3 AuCTanbHLA nopt yctpoiicrsa SIPHONGUARD.

Ocransnas CMXK wuper uepes cnupanbHblii  X07, OKPYXAIONYH
UEHTPAILHLIH NPOTOK, JUCTAlbHEE MIapUKa H KOHWYECKOTO KIalaHa.
Buesannoe nosnmeHue moroka CMIK Oyaer 3akphiBaTh mIapUK H
KOHHYESCKHH KnanaH, H Bech obbeM CMXK Oyaer nporankueathca uepes
Gonee AMMHHBLA CIMPANLHEIH X0, 9T0 IPPCKIVBRO 3aMEIIACT CKOPOCTD
myntHpopanus CMXK u3 wmosra. Kak TOMBKO CKOpOCTE MOTOKA,
nonagaromero B ycrpoiicteo SIPHONGUARD, causurcsa, pySuxosriii
IapHK OTORACT OT cela KiIallaHa, OTKPBIBad LeHTpanbALH mpoTok. Jlo Tex
nop, noka CMJK nponomkaeT DIyHTHPOBATECA U3 XKEMYA0YKOB, IOTOK Yepes
cnupanbHbiii Xof yctpoiictsa SIPHONGUARD HukOraa He npexpaTaTes,
HE32BHCHMO OT MONOKEHNN NanueHTa, QyHKUNS CHYKAST NOTEHUNANLHEE
OTNACHOCTH YPEIMEPHOro CHIEHUA BHYTPHXETYXOUYKOBOTO JaBAeHUA (MO
OTHOWIEHHIO K aTMOC(epHOMY), KOTAAQ NAUMEAT HAXOAWTCH B MONOKEHHH
CTOA.

Yerpoticrso SIPHONGUARD

The reservoir provides an opportunity to check the patency of the shunt and
is a means of access for instruments for measuring pressure in the ventricles
of the brain.

Pesepayap obecnesnBaet BOSMOKHOCTD TIPOBEPKH NPOXOAMMOCTH LIYHTA M
ARNACTCA CPEACTBOM JOCTYNA MHCTPYMEHTOB JUIN M3MEPEHUA JARICHUA B

The filling adapter with receiving tube facilitates preimplantation valve and
catheter irrigation.

XeNYA04IKaX N'ONOBHOIO MO3ra.
AnanTep  3aNONHEHHA ¢  NpHeMBOi  TpyOKo#
NPEAMMIIAHTALMOHHYIO MPPHIALMIO KIANIAHA M KATETEPOB.

o0iaeruaer
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The image is shown below: M306paxxeHne npeAcTaB/ieHo fasee:

The right angle adapter, made of PROLENE material, allows the AganTep npAMOro yria, W3roTtoBfeHHbIA n3 matepuana PROLENE,
ventricular catheter to be bent to 90 degrees in the burr hole. It is intended NM03BONIAET CrybaThb Xeny[oUKoBbIA KaTeTep mog yriom 90 rpadycos B
for installation of a ventricular catheter at a right angle during valve TpenaHauyoHHOM  oTBepcTUW.  [peAHasHauyeH  And  MHCTaNALMA

implantation. XKeny[o4KoBOro Karetepa noj NpsAMbIM Yr/IOM BO BPEMS MMMIaHTaumm
The image is shown below: KnaraHa.

1306pakeHe NpeCTaB/IeHo Jariee:

The distal catheter is 120 cm long and serves as a conduit for cerebrospinal  AucTanbHblii - KaTeTep gvHOA 120 €M U CAYKWT  KaHa/loM  A/14
fluid flow from the valve to the drainage site. CMMHHOMO3IOBOW XXWAKOCTM MOTOKA OT K/araHa K MecTy [ipeHaxa.
The image is shown below: 1306padkeHe npefCTaB/eHo fanee:

22
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The BACTISEAL distal catheter with a built-in valve, 120 cm long, serves
as achannel for cerebrospinal fluid flow from the valve to the drainage site.
The surface of BACTISEAL catheters is less exposed to colonization by
Gram-positive organisms. Catheters impregnated with two antibiotics
rifampicin at a concentration of 0.054% and clindamycin at a concentration
of 0.15% to combat gram-positive bacteria.

The image is shown below:
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KateTep guctanbHbii BACTISEAL €O BCTPOEHHbIM KianaHoM f/iHol 120
CM CNYXXMT KaHa/IoM /151 CIMHHOMO3TOBOW YKMAKOCTY MOTOKA OT KranaHa K
MECTY ApeHaKa.

MoBepxHoCTb KaTeTepoB BACTISEAL B MeHbLLIEN CTEMEHM NoABepraeTcs
KO/IOHM3aLMN TPaMMonoXXUTEIbHLIMU MUKPOOpraHmu3mMamn. KateTepsl
WUMMPErH/poBaHbl  ABYMA  aHTUOMOTMKaMW  pudamnmuMHOM B
KoHueHTpaumn 0.054% n KInHAaMUUMHOM B KOHUeHTpauun 0.15% pana
60pbObI C rPaMM-MONOXKUTENBbHBIMU GaKTEPUAMMN.

N306paxkeHVe NpesCTaB/eHO fasiee:
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A ventricular catheter with a stylet consists of a tube with drainage holes at
the end (3 sets of 8 holes) for supplying cerebrospinal fluid in the valve and
a stylet for installation. For determining the position of the catheter during
implantation on the tube, the designations in the form of dots were used
(during the manufacture of the dots, a tantalum composition was used).
The image is shown below:

Karerep KenyRo4KOBHi CO CTIISTOM COCTOHT H3 TPYOKH C ApeHaXHBIMH
orBepcTHaMH Ha koHue (3 Habopa w3 8 oTsepcTmii) Ana moaBoaa
COMHHOMO3IOBOH XKHAKOCTH B KNanane # CTIeTa An4 uacranamm. s
ONpEHeICHHA IONOXKEHUA KATeTeépa HpPH MMIUIAHTAlMM Ha TpyOke
HCIONB30BaHK 0003HAYEHMA B BHAE ToYeK (NPH M3TCTORICHMH TOYeK
NPUMCHEH TAHTAIOBHIH# COCTaB).

W3o0paxennc npeacTaBneHo aanee:

- - o ———— e ——

The BACTISEAL ventricular catheter with stylet consists of a tube with
drainage holes (3 sets of 8 holes) at the end for supplying cerebrospinal
fluid in the valve and a stylet for installation. The surface of BACTISEAL
catheters is less susceptible to colonization by Gram-positive
microorganisms. The catheters are impregnated with two antibiotics
rifampicin at a concentration of 0.054% and clindamycin at a concentration
of 0.15% to combat gram-positive bacteria. To determine the position of
the catheter during implantation on the tube, the designations in the form
of dots were used (during the manufacture of the dots, tantalum
composition was used).

The image is shown below:

Karerep xenynoaxorsiii BACTISEAL co cTiureToM cOCTONT U3 TpyOKH ¢
APCHARHBIMA OTBEPCTHAMH (3 Habopa u3 8 orsepernit) Ha koHme anx
NOABOAA CINMHHOMO3TOBOX XHMAKOCTH B KiamaHe H cTWIeTa IR
HHCTaLAMH, [loBepxHocTh KateTepoB BACTISEAL B Menbmiei crenenu
NIOABEPTACTCA KONOHH3ANHH I'PAMIO/NOKHATENLHEIMA MHKPOOPFAHH3IMAMH.
Katetephl MMIPErHHpOBAHH ABYMA AHTHOMOTHKEMH pHPAMOMLUMHOM B
kounenTpawH 0.054% n kMnpamBuHHOM B KoHNeHTpammu 0.15%
6opebn ¢ rpaMM-noNOXATEIBHBIME GakTepusmu. Jlnm onpenencHus
MONOKEHHA KaTeTepa NPH WMIUIAHTAlMM Ha TpyOKe HCMONB30BAHHI
ofo3HaueHHs B BHAC TO4YCK (OPA MITOTOBNCHHH TOYEK IPHMEHEH
TAHTANOBHI COCTAB).

M3o0paxenne npeAcTaBICHO fanee:
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The CODMAN CERTAS Tool Kit must be used to adjust the valve setting.
It can also be used to confirm the setting.

The programmer is an external set oftools, which provides a non-invasive
indication of the current mode of operation of the valve and its change.
The actions are performed both preoperatively (with the valve still in the
sterile package) and postoperatively (on the implanted valve) through
noninvasi ve means. The kit consists oftuning, indication and location tools.
The locator tool for checking and changing the valve operating mode is
placed on the packaged valve (before implantation) or on the corresponding
area of the patient's head (after implantation).

The CODMAN CERTAS Tool Kit consists of 2 Locator Tools (Adjustable
Height Locator Tool, Low Profile Locator Tool), Indicator Tool,
Adjustment Tool and X-Ray Overlay Tool, supplied in a package (case).
The image is shown below:
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MpuHagnexxHocTs  nporpammatop CODMAN CERTAS cnyxut ans
PErynMpoBKN HacTpoeK KriaraHa. OH CNyXUT Takke A1s MPOBEepKM
HaCTpPOEK.

MporpammaTop NpeLCTassSeT COO0M BHELLHWIA KOMNNEKT UHCTPYMEHTOB,
KOTOpbIi 06ecreynBaeT HEMHBA3VBHYHO WMHAVKALUMIO TEKYLLEro pexuma
paboTbl KnanaHa W ero cMeHy. [porpammarop MCnonb3yeTca A
MPOBeAEeHVs HaCTPOeK [0 (6e3 BCKPbITWA YMaKoBKM) 1 MoC/Ie UMM/IaHTaLmMm
KnanaHa. KOMNnekT COCTOUT U3 MHCTPYMEHTOB HACTPOMKM, MHAMKALMN U
NoKaumm.

HCTPYMEHT 1oKaTop A/19 NPOBEPKY M U3MEHEHUS peXKMa paboTbl K/ianaHa
MOMELLIAETCA Ha YNakoBaHHbIN KanaH (nepes uMnaaHTauyein) uim Ha
COOTBETCTBYIOLLLYHO 06/1aCTb r0/10BbI MavyieHTa (Mocsie UMMIaHTauum).
MporpammaTtop COCTOWUT M3 2 JIOKATOPOB (/IOKaTtop C perynmpyemoi
BbICOTON, HW3KO MNPOMILHOE /IOUMPYHOLLEEe  YCTPOICTBO), OAHOrO
MHOMKaTopa W OfJHOro perynatopa W YCTPOMCTBA PEHTreHOBCKOro
Ha/IOXKEHMA, NOCTaB/NAEMbIX B YNakoBke ((hyTrspe).

N306paxkeHvie NpeACcTaB/eHo faiee:
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CODMAN CERTAS Tool Kit Mporpammarop CODMAN CERTAS

Locator Tool Indicator Tool ~ Adjustment Tool JI0KA70P VHOVKATOP PEFY/ISITOP

Possibility and methods of integration with other medical devices: B03MO>KHOCTb M Crocobbl MHTErPUPOBaHUS C APYrMMU MeAULMHCKUMNA
Valves without catheters are designed for use with catheters of the wu3nennamm:

following sizes: KnanaHbl, B BapuvaHTax WCMOMIHEHWUIA KOTOPbIX OTCYTCTBYIOT KaTeTepbl,
npefHasHaueHbl 415 UCMo/b30BaHUsA C KaTeTepamu CiefyHoLLyX pa3Mepos:

Part Inner diameter Outer diameter
KoMMNoHeHT BHYTpeHHWI Hapy>XHblin gnameTp
Ventricular Catheter 14 mm 2,7 mm ANameTp
. YKenynoukoBbIl 1,4 Mm 2,7 MM
Distal Catheter 1,0 mm 2,2mm KareTep

Information about manufacturer/CeegeHnido npon3BoanTene MegULNUHCKOro n3aenuns

Integra LifeSciences Switzerland SARL, WHTerpa MainhCaittens CeutuepnaHg Capn (Integra LifeSciences
Floor 2, Rue Girardet 29, Le Lode, CH-2400, Switzerland Switzerland SARL),
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Floor 2, Rue Girardet 29, Le Locle, CH-2400, Switzerland (IlIsefiuapns)

Information about manufacturing sites / CpeaeHHS 0 MecTax NPOH3BOACTBA

1) Integra LifeSciences Switzerland SARL,

Floor 2, Rue Girardet 29, Le Locle, CH-2400, Switzerland

2) MW Life Sciences, Inc. doing business as Paragon Medical — Hatfield,
2342 North Penn Road, Hatfield, Pennsylvania, 19440, United States

1) Integra LifeSciences Switzerland SARL,

Floor 2, Rue Girardet 29, Le Locle, CH-2400, Switzerland

2) MW Life Sciences, Inc. doing business as Paragon Medical — Hatfield,
2342 North Penn Road, Hatfield, Pennsylvania, 19440, United States

Information about authorized representative of manufacturer / Cseaenus o6 ynoaHoMo4eHHOM NPEACTABHTENE
DPOU3BONHTENN

Neuroproject LLC,

127486, Moscow, Korovinskoe shosse, 10, bldg. 2, floor 1, of.101
tel. +7(495) 660 81 73

WWW.NEurop.r

000 «HefiponpomiexT,

127486, r. Mockea, Kopoeusckoe mocce, A. 10, c1p. 2, a1.1, nomem. 101
Ten. +7(495) 660 81 73

WWW.Neurop.r

Classification of medical device / KnaccupHKIHA MeJHIHHCKOr0 H3ACNHSA

Class of potential risk for medical device — 3
Multiplicity of application — for single use
Sterility — sterile

KJtacc nOTEHIHANBHOrO pHcka — 3
KpatHOCTS MpUMEHeHNs — ANIL OAHOKPaTHOTO MPHMEHEHAS
CTeprIBHOCTD — CTEPHITLHOE

Information about usage conditions / CBeenns 06 ycI10BHAX NPHMEHEHAN MEAHITHHCKOr0 M3XEJIHA H NOTEHUHANBHBIX
norpebuTENAX

The implantation of the CODMAN CERTAS Plus valve must be carried
out in specialized rooms of medical clinics in which aseptic conditions are
observed.

The valve must be used in an environment that prevents inadvertent ingress
of water, direct sunlight, high temperature and high humidity, and be used
immediately after opening its packaging.

All procedures should be performed by a qualified neurosurgeon using
chosen surgical procedure. Doctor who implanted the valve is responsible
for the implementation of appropriate steps and procedures to avoid
infection and complications.

Hmunnanramus xanada CODMAN CERTAS Plus zomkna MpoH3BOIMTRECA
B COCUHAIM3HPOBSHHHX NOMCIICHHAX NC¢UcOHO-NPOPHIAKTHICCKHX
YIPEKICHHI, B KOTOPHX COONIONAIOTCA aCENTHYCCKHE YCIOBHA.

KnanaH JomkeH NPHMEHATRCE B YCAOBMAX,  MCKIHOYAIOMMX
Henpe/iHaMepeHHOE MONATAHHE BO/L, HATHYHE NPAMLIX CONMHEYHLIX TyHed,
HaNN4YHe BRICOKOH TEMIIEPATYPH! M HATHYHE BRICOKOH BIAKHOCTH H
HCOONBE30BATLCA CPa3y XKe NMOC/E BCKPHITHS €r0 YNAkOBKH.

Bce npoueAypn — ZOMKHEI  BRNONHATLCA  KBANHOHIMPOBAHHHIM
HefipoxupyproM ¢ cobmogeHneM BHOpaHHON XMPYPrHYECKOH TCXHHKM.
Bpay, IMIIaHTHPYIOWMIA KNANAH, HECET OTBETCTBEHHOCTH 32 BHIMOMHEHHE
HaUICKANMX Mep H MNpOoHCRYp B0 M30eKanMe MHOHIMPOBAHHA H
OCTIOKHCHHUMH.
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Warnings / IT

enAynpexgeHHe

* Do not use if:
— the package or seal appears damaged,
— contents appear damaged, or
- the expiry date has passed.
» Use sterile technique in all phases of handling the valves and accessories.
* Use only with catheters that are compatible with the dimensions.
« Carefully monitor the patient during the first 24 hours after adjusting the
valve setting. It is recommended that each adjustment be limited to an
increase or a decrease of one setting, since setting changes can range
between 15 and 50 mm H;O.
*» Choose an implantation site for the valve where the tissue over the valve
is not too thick (i.e. tissue thickness <10 mm). Otherwise locating, reading,
and adjusting the valve with the tool kit may be difficult (i.c.; multiple
attempts may be required) or impossible. If unable to adjust the valve, the
valve will maintain a constant operating pressure and the patient should be
informed of this risk.
* As with all programmable valves, the magnets within the CERTAS Plus
valve will cause an image artifact on CT and MRI imaging. As a result, the
implantation site should be chosen so that the artifact will be minimized in
arcas of significant clinical interest, such as a tumor, that may require
repeated future imaging assessment.
* Read MRI Information before performing an MRI procedure on a patient
implanted with the valve.
= Confirm the valve performance setting after an MR procedure,
* Use only the CODMAN CERTAS Tool Kit to adjust the setting of the
CODMAN CERTAS Plus Programmable Valves,
* Do not use any of the CODMAN CERTAS Tool Kit components on a
metal surface, such as a Mayo stand as this could interfere with the
Indicator Tool magnets.

| Note: The Adjustment Tool contains powerful magnets.

* He ncnonp3ayifre nagemie, eciam:

- HapylIeHa repMeTHYHOCTD WM YIIAKOBKA MOBpeRfeRa;

- TIOBPEIKACHO COACPKHMOE YITAKOBKH;

- HCTEK CPOK NOJHOCTH.

* CobmopaiiTe CTepHILHOCTD HA BCeX 3Tamax paboTH ¢ KianaHaMM M
BCTIOMOTATENbHLIMH YCTPOKCTBAMH,

* Hcnonn3yiire TONLKO C KATETEPaMH, KOTOPhie COBMECTHMEL 0 pa3MepaM.
* Tmaremsro nabmozaiite 3a NaltHEHTOM B TEICHHE NEPBIX 24 9acOB NOCAE
KOPPEKIIHY HacTPOHRM KnanaHa. PexoMEHAYeTcS OMpaHHIHBATL KAXKAYIO
KOPPEKLHIO MOBhLIMICHHEM H/IH NOHHXCHHEM Ha OJHY HAacTpOHKy, Tak Kak
H3IMCHCHHBA HACTPOCK MOTYT PACIIONATATECA B AMamasone or 15 ao 50 a
H20.

¢ BrGupaiiTe Takoe MecTO JUI MMIUIAHTAlMH KIamaHa, IJI¢ TKaHb Hajx
KIANAHOM OyAeT He CIHIIKOM TONCTOi (T.e. TonmuHA TKaHu <10 mM). B
NPOTHBHOM  ClIy4ae T1IOMCK, YICHHC H pCryJHpOBKAa KjiamaHa
NpOrpaMMaToOpoM MOXeT OHIThL 3aTpyaHeHa (T. €. MOryT NOHaRoOHTECH
HECKOJIBKO TONKITOK) WM HEBO3MOXHA. ECAH He yiaeTcs OTperyIHpoBaTh
KJIanaH, To o Gyfer noAAepXHBAT: NOCTORHHOE paGodee AaBNeHRE K
NAMMCHT AOJDKEH OBITh NPOHH(POPMHPOBAH O TAKOM PHCKE.

* Kak 1 B0 Bcex nporpaMMHpyeMBIX KIAllaHaX, MATHETH BHYTPH KIANAaHOB
CODMAN CERTAS Plus sessBaior apreaxTil Ha m3o0paxennax KT n
MPT. Ilo 710H mpHaHHE MECTO MMIUIAHTAIMM JODKHO OmTH BHOGpaHE!
TakuM obpa3om, 4roOu apredakTh ORI CBEAEH K MHHHMYMY B 0011aCTHX,
NpeACTaBIAIOIHEX 3HAYHTEILHEA KuHUYeckHit HHTEpeC.

« Ifpourare ungopmamo 0 MPT nepea remonnenueM npoueaypst MPT
Yy TIAI{HEHTA C UMILIAHTHPORAHHKIM K/ANAHOM.

* [ToareepanTe PYHKIHOHATHHYIO HACTpPOHKY KIanaHa NOCHE MPOUSTYPH
MPT.

* Hcnone3ayiire Tonsko nporpaMmarop CODMAN CERTAS ang nactpoiixu
nporpammapyemMbix knanagop CODMAN CERTAS Plus.
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* The valve setting is adjusted with the application and manipulation of
strong magnets. A change to the valve setting is unlikely to occur under
normal circumstances. However, magnetic fields should not be placed in
close proximity to the valve due to the possibility of an unintentional setting
change.

» Inspect the CODMAN CERTAS Tool Kit components before each use.
Check for damage, such as cracks. Do not use the Tool Kit if damage is
present. Contact your local Integra sales representative for a replacement
kit.

* Excessive swelling may make it difficult to determine and/or adjust the
performance setting. See Step 4 in SECTION: Post-Implantation
Adjustment Procedure for instructions for using the Low Profile Locator
Tool.

« If difficulty correctly positioning both Locator Tools persists, wait until
the swelling is reduced or confirm the valve setting with x-ray. See
SECTION: Confirming the Current Valve Setting for more information.

* Failure to accurately position the Locator Tool could result in an
inaccurate indication of the performance setting, potentially leading to a
false reading (i.c. an incorrect number may appear in the window of the
Indicator Tool). The Locator Tool must be precisely aligned with both the
valve’s direction of flow and the center of the hard valve mechanism for an
accurate indication reading. Alignment can be more challenging if tissue
thickness is >10 mm above the valve. In these instances, verify the valve
setting with x-ray or fluoroscopy. See SECTION: Troubleshooting and
SECTION: Confirming the Current Valve Setting.

* The Indicator Tool has a precise operating mechanism and is vulnerable
to damage if mishandled. Store and carry all components of the Tool Kit in
the storage case when not in use to prevent damage. Replace the Indicator
Tool immediately if dropped (or suspected of being dropped) to ensure
accurate performance.

* He ucnonssyiite komnonenmst nporpammaropa CODMAN CERTAS na
METAINMYECKOH NOBEPXHOCTH, TaKoH Kax CTOMHK Meifo, Tak Kak 310 MOXeT
MOBJIMATH HA MATHUTH HHAHKATOPHOTO YCTPOHCTBA,

lIpumevanue. IIporpaMMaTop COREPAHUT MOIIHBIC MATHHTH.

* Hactpofixa KnamaHa peryaMpyercs TNpOrpaMMaropoM — IyTeM
MaHMIYTHpOBAHUA CHIbHRIMH MarHHTaMH. [Ipu oberaHo¥ sxcruTyarauuu
HacTpoiika KnanaHa Bpaj 1w cobbérca. OHaKo 3aNpemacTcs pacnoNaraTs
Kianmagd BOAM3H K  MAarHMTHHIM = NOASM  H3-33  BO3MOYKHOCTH
HETNPEAHAMEPEHHOrO H3MCHCHHA B HACTPOKAX.

* OcmatpuBaiite komnonenTs! nporpammaropa CODMAN CERTAS nepen
KaXABIM MCTIONBIOBAHHEM.

IIpoeepbTe HanHuMe NOBpexAcHMH, Hampumep TpemwH. He ncnonssyiite
APOrpaMMAaTOp NPH HANTHIHY NOBpeKAcHHA. JIng 3aMeHHl nporpaMMaropa
06paTHTeCh K YIIONTHOMOYEHHOMY NIPEACTABHTENIO MPOH3BOAUTEIS.

* N36HToTHEH OTEK MOXKET 3aTPYARATH ONpeleSieHHe WIH KOPPeKIMIo
dynxnuonansHoli Hactpoiiku. Cm. feficraue 4 B «[Ipomeaypa KoppeKIMy
NOC/IE MMIVISHTALMID) JUIA ONYYCHHA HECTPYKIMI M0 NMPUMEHEHHIO
NpOrpaMMaropa.

* Ecnn coXpaHSeTCS CHOMHOCTb B MPABHIBHOM DACTIONOXKCHHH 060HX
JIOUMPYIOMIAX YCTPOHCTB, MONOXKAMUTE, KOTAA OTEK YMEHLUIMTCS, WM
MOATBEPAHTE HacTpoilxy knamama pemTrenoM. CM. «JloaTBepXKacHue
TEKyICH HAcTPONKH KiIamaHa» ANd MONYYeHMd AOMONHHTENLHOH
rH{OpMaLHY.

* HeBo3MOXKROCTD TOYHO MO3WLMOHHPOBATh INPOTPAMMATOD MOXKET
MPUBECTH K HETOYHOMY OMPERCHCHHIO (PYHKIUMOHANLHOH HACTPOHKH H
MOAYYCHHI0 OIMOOIHBIX MOKa3aRWii (T. €. B OKONKE HHAMKATOPHOTO
YCTPOHCTBa MOXET MOABMTHCA HeDpasHIbHOES HCHO). s ofecnedeHus
TOYHBIX NOKA3AHHA HHAMKALUM JOLHpYIOLIEE YCTPOACTBO AOMKHO OHITh
TOYHO COBMCIICHO ¢ HANPABNECHHEM MOTOKA KIANAHA H UEHTPOM IUIOTHOTO
KJIANaHEOTO MeXaHH3Ma. BripasHuBakue MOXeT NPEACTABIATE CIOXKHOCTS,
ecld TONMHA TKaHM Hay KmanaHoM Gonbwe 10 mM. B Taknx coywasx
NPOBEPLTE HACTPOHKY KIANaHa ¢ MNOMOIIbIO PEHTTEHA HIH (IIOOPOCKOMHH.
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Cm. «YcTpasenne nenonagox» H «IloaTBepRAcHERE TEKYmEH HACTPOHKH
KIanaga».

. Hnpukatop mporpaMmaropa HMeeT TOUHMI pabouuit Mexann3m H
YA3BMM K TOBpexfeHHAM. XPaHHTE M TPaHCIIOPTHPYHTE NpOrpaMMaTop
TOABKO B KEHCEe I XpaHECHHA, 12 NpPEACTBPANICHHA NOBpEXACHHI.
3aMeHHTE H3ACIME B CITyqae NAACHHA (HIH NOAC3PCHAA HA OBPEKACHHE)
ana obecnevenns TOYHOrO MPOrpaMMHPOBAHHA.

Magnetic Resonance Imaging (MRI) Safety Information / Ceegenus 0 6e300aCHOCTH MATHHTHO-Pe30HAHCHOMK

TOMOIpa

nu (MPT)

The CODMAN CERTAS Plus Programmable Valve is MR Conditional.
The CODMAN CERTAS Tool Kit is considered “MR Unsafe”. Do not use
the CODMAN CERTAS Tool Kit in the MR suite.

A patient with this device can be scanned safely, immediately after
placement under the following conditions:

» MRI is a horizontal cylindrical scanner of a closed type.

» the patient does not have an elevated body temperature or impaired
thermoregulation during the scan.

» Static magnetic field of 3-Tesla and less.

* Maximum spatial gradient magnetic field of 1,000 Gauss/cm
(extrapolated) or less.

Note: The highest SG magnetic field is commonly located off-axis, at a side
wall, and near the opening of the bore of the scanner. Please refer to MRI
manufacturers published value and location of the peak SG that is
accessible to the patient.

» Maximum MR system reported, whole body averaged specific absorption
rate (SAR) of 4-W/kg for 15 minutes of scanning (i.e., per pulse sequence)
in the First Level Controlled Operating Mode of operation for the MR
system,

» The duration of an MRI scan should not exceed 15 minutes of continuous
scanning.

IIporpammupyembii knanai CODMAN CERTAS Plus orpanugenHo
npuroged ant MPT. TlpunaanexnocTs K KIanaHy MpoOrpaMMaTop
CODMAN CERTAS cunraerca MPT-HeGesonacHeM. He ucnomeayiite
NPOrpaMMaTop B OTHCACHHHM C YCTaHOBNEHHbBIM MPT.

[TanuenT ¢ MMIUIAHTHPOBAHHHIM KIANIAHOM MOXeT Oe3omacHo npoitru
CKAHHPOBAHHE Cpa3y e MOCNE YCTAHOBKH MMMAAHTATAa MPH COOMIOACHAH
CHETYIOMAX YCIOBUIA:

* MPT npencrasnger coboit ropH3oHTaNnbHMHA NHIMHAPHYECKNit ckanep
3aKpHTOro THIA.

* Y NANMCHTa HET NOBHILUCHHON TCMIIEpaTypel Tela WM HapymicHHA
TEPMOPETYIALMH BO BpeMa CKAHHPOBAHUA.

* HMHAYKIHA CTATHIECKOTO MArHATHOIO IoAS He npeBemmaet 3 Ta.

* MaKCHMANBHBIN MPOCTPAHCTBEHHBIN IpPajUueHT MATHMTHOTO MONA HE
npesnmmaer 1000 I'c/cM (3xcTpamonaips).

{pumevanye. MakcuManbHRIN NPOCTPAHCTBEHHKH NPAZUEHT MArHHTHOIO
nons ofLYHO pacrionaraeTcA HE Ha OCH, a Y GOKOBO# CTEHKH W PANOM C
orsepcTieM ckaHepa, Cm. onyOankoBaHHble H3roToBuTemsimu MP
obopymoBaHus  3HAYCHME H  PacnoNOREHHE  MAKCHMANBHOrO
TIPOCTPAHCTBEHHOIO IPAAMEHTa, JOCTYMHOTO NAHMCHTY.

* MaxcaMalbHEI ko3dpuLMEenT YASTRHOTO NOrMOMEHHA IA BCETO Tena
MP-cicremss - 4 Br/xr 3a 15 MuHyT ckammpoBanms (T. e. Mo
NOCNEAOBATENHFHOCTH HMITYILCOB) B KOHTPOJIHpYEMOM paGoueM pexume
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MRI-Related Heating:

In non-clinical testing, the CODMAN CERTAS Plus Programmable Valve
produced the following temperature rise during MRI performed for 15-min
of scanning (i.¢., per pulse sequence) in a 3-Tesla system (3-T/128 MHz,
EXCITE, HDx, General Electric Healthcare, Milwaukee, W1):

MR system reported whole body averaged SAR 2,9 -W/kg

Calorimetry measured values, whole body averaged SAR 2,7-W/kg
Highest temperature change 1,7°C

Temperature scaled to whole body averaged SAR of 4-W/kg 2.3°C

Artifact Information:

The maximum artifact size as seen on the gradient echo pulse sequence at
3-Tesla extends approximately 25-mm relative to the size and shape of the
CODMAN CERTAS Plus Programmable Valve.

Specific Guidelines:
The valve setting should be verified after the MRI procedure (See Section:
Post-implantation Adjustment Procedure Steps 1 through 6).

nepeoro yposaa MPT-cHcTeMBl.
¢ IIpopomxuremsHocts MPT-ckaHupoBanHA HE AOIKHA NMPEBHMATh 15
MHHYT HETIPEPRIBHOTO CKAHHPOBAHMA.

Harpes, cBa3annsiii ¢ nponeaypoit MPT:

B nponecce aoxmmngecknx uccneaopanuil kaanan CODMAN CERTAS
Plus pssBan cnemyromee noBbmmeHue Temmeparypul mpu MPT ¢ 15-
MMHYTHBIM CKaHMpOBaHHeM (MO MOCHCROBATENLHOCTH HMIYILCOB) C
nomompio0 MP-ciucremsl ¢ mezykomed 3 Ta (3 Ta / 128 MI'm, EXCITE,
HDx, General Electric Healthcare, Milwaukee, WI):

Koo duimeHT yaeasHOro NOrnomeHus s Boero Tena, no ganuumM MPT -
2,9 Br/kr

Ko3ppHumesT yaemsHoro MOrNOMCHUA WIS BCEro Tena, MIMEpeHHbIH
KanopuMeTpoM - 2,7 Br/kr

MakcHManbHOE H3MEHEHHE TeMnepaTyps - 1,7 °C

Temneparypa B nepecuere Ha K03pGOHIUMEHT YAENPHOIO NOTIOMEHHA WA
Beero Tena - 4-Br/xr 2,3°C

Jannnie 06 apredaxrax:

Makcumanbebiif  pasmep  apredakta, Habmomaomerocs — npH
NOCACROBATENLHOCTH AMITYNLCOB, TPAMHEHT-3X0 NpH wHAykumd 3 Ta,
NPOCTUPALTCA MPHMEPHO HA 25 MM M0 OTHOIMEHHMIO K pasMepaM H KOBTYpaM
nporpamMmHpyemoro kinanana CODMAN CERTAS Plus.

Ocolbie ykasanns:
HeobxommMo npoepsTs HacTpoliky knanaka mocne npoueaypst MPT (e
pasaen «[Ipoueaypa KOppeKLHMH N0CTe WMILTAHTALMY, JeiicTBHA 1-6»).

OcHoBHBIC TeXHHYCCKHE H GYHKIHOHANbHLIE XapaKTe

HcTHkH / Main technical and functional characteristics

CODMAN CERTAS Plus In-line valve: Knamas CODMAN CERTAS Plus:
Length of vaive 43+04cM | Jmana xnanana { 4,34+04 cm |
Length of valve with Siphonguard device 55+04cm
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Width (reservoir) 1,66+0,11 cm JnuHa Knanasa ¢ aHTHCHPOHHBIM 55+04cm
Width (diameter of adjustable 1,31£0,07cm ycrpoiicreom Siphonguard
mechanism) IllupyHa (AnaMeTp peseppyapa) 1,66 0,11 cM
Distal connector inner diameter 0,98 £ 0,05 cm Illupnna (AuaMeTp peryHpyIomero 1,31£0,07 cM
Ventricular connector inner diameter 1,23 £0,14 cm MEXaHM3Ma)
Valve weight 1,97+032¢ BHRyTpeHHMIl AUaMeTp COCMUHUTENS AIA 0,98 £ 0,05 cM
Siphonguard valve weight 243x032¢g AHCTANLHOTO KATETEpa
Tantalum ball diameter 0,80 + 0,02 mm BuyTpenHnit AuaMeTp COCAUHATENA AL 1,23 +0,14 cm
Roughness parameter of tantalum 1,6 mkm AKCTYNOYKOBOTO KATETCPA
ball Bec knanana 197+032r
Anti-siphon device Siphonguard 1,83+ 0,5 cm Bec xnanaua ¢ aHTHCHGOHHBIM 243+032r
uue PRonE ycrpoiicrsoM Siphonguard
Programmable small valve CODMAN CERTAS Plus: AuameTp TanTanosoro mapHka 0,80 0,02 vem
[TapaMerp mEPOXOBATOCTH TAHTANOBOIO 1,6 MKkM

[ Length of valve 42104 cm apika
Length of valve with Siphonguard device | 5,5+ 0,4 cm ls’as::cep anTHCH(OHHOrO ycTpoiicTaa 1,83+£0,5 cM
Width (reservoir) 1,25+ 0,11 cm iphonguard

- - - :
rVl:hdth (;i;z;mer of adjustable 1,35+ 0,07 cm Mupo COD CERTAS Plus:
ceaan - - : n
ll,)iols;g connector inner diameter (connection | 0,98 £ 0,05 cm Tomea 22204 om
Ventricular connector inner diameter 1,23 +0,14 cm Armina kianana  sRTHCH(OHHLDY 5,5+04cu
(connection point) crpoiicteom Siphonguard
Valve weight 182032 g Ilnprna (nuameTp pesepByapa) 1,25+ 0,11 cM
Siphonguard valve weight 226%0328 Lluprsa (“;“’““" peryampytomero 1,35£0,07 cu
Distance between the valve mechanism and | 3,6 mm + 0,02 mm MEXAHHIMA,
SiphonGuard BHyTpenHuii aMeTp CoeTHEHTENS (B 0,98 = 0,05 cm
Tantalum ball diameter 0,80 £ 0,02 mm MecTe KORRexTa) g JRCTANLHOTO KATETEPS
Roughness parameter of tantalum 1.6 mkm Buytpennuii nuameTp coeguuntens (s 1,23 £0,14 cm
ball ’ MECTE KOHHEKTA) AJIA XKeNyAOUYKOBOro
— — KaTeTepa

Anti-siphon device Siphonguard 1,83 +0,5 cm Bec 820927
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Distance from reservoir edge to distal 34,46 MM+ 0,2 mm Bec knanaHna ¢ aHTHCHQOHHBIM 226+032r
connector ycrpoiicraoM Siphonguard
JycTaRIMA OT Kpas MEXaHH3Ma A0 3,6 MM £ 0,02 MM
Programmabile right angle valve CODMAN CERTAS Plus: anTHcudoHHoro yerpoiicrsa Siphonguard
JHAMETp TAHTANOBOIO MAPHKA 0,80+ 0,02 MM
Length of valve without integrated distal | 4,1 0,4 cm INapameTp MEPOXOBATOCTH TARTANOBOTO 1,6 Mxm
catheter MAapHKa
Length of valve with integrated distal 3,704 cm Pasmep aHTHCHPOHHOTO YCTpOiHCTB2 1,83£0,5 em
catheter (to catheter start point) Siphonguard
Length of valve with Siphonguard anti- 52x0,4cm HucTaHUNA OT Kpas pe3epByapa 1o 34,46 MM+ 0,2 MM
siphon device HMACTANBLHOTO KOHHEKTOpa
Width (reservoir) 1,66+0,11 cm
Width (diameter of adjustable 1,31+0,07 cm Knanan CODMAN CERTAS Plus moa TpenaHausoHH0e OTBEpCTHE:
mechanism)
Distal connector inner diameter 0,98 £ 0,05 cm Hmana wianana 63 BCTPOCHHOTO 41+04cum
(connection point) JRCTAAbHOI0 KATETEpA
Ventricular connector inner diameter 1,23 *0’14 cm nn]ﬂ(a KnanaHa ¢ BCTPOCHABIM JUCTAJIBHBIM 3,7 £ S 0,4 M
(connection point) KaTeTepoM (0 Hagana KaTerepa)
Anuna xnanaia ¢ aHTHCHPORHLIM 52+04cm
s y ycrpoiicraoM Siphonguard
gi:];:n:euﬁhdtvalve weight 2;3 + g,gg g 1{1apeeia (AUAMETP Pe3cpByapa) 1,6620,11 cu
’ [linpuna (AEaMETP peryIMpyIomero 1,31 £ 0,07 cM
Tantalum ball diameter 0,80 £ 0,02 mm Mexatiraua)
2 2 BayTpeHHHH AHAMETD COCTHHATENS (B 0,98 + 0,05 cM
l;:l;lghness parameter of tantalum 1,6 mkm MecTe KOHHEKTA) A/ AMCTAILHOTO KaTeTepa
Anti-siphon device Siphonguard 1,83+0,5cm 2em’ ‘ mﬂ,ﬁ:;" n?,pm m[w? 12320, ou
KaTeTepa
.. Bec xranaHa 2,12+0,32r
Priming adapter: Bec xnanana ¢ aHTHCHPOHHEIM 2,58+0,32r
ycrpoiicTeoM Siphon
[Length [ 207034 cm | | [inamerp rmosorﬁu;:pnxa 0,80 £ 0,02 vt
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Width 0,55 £ 0,09 cm IMapameTp 1WwEpOXOBATOCTH TAHTANOBOND 1,6 Mxm
Inner diameter of wide part 0,40 + 0,06 mMAapMKa
Inner diameter of the narrow part 0,12+ 0,03 cm Pazmep aHTHCHGOHHOIO YCTPO#CTBA 1,83+0,5¢cM
Weight 0416+ 0,06 g Siphonguard
Right Angle adapter: AzanTep 3an0NHeHUNA:
Length 9,02 0,91 mm Amma 2,07+0,34cm
Outer diameter 4,318 + 0,351 mm Hlupema 0,35 £ 0,09 cm
Inner diameter 2,794 + 0,272 mm BHYyTpeHHHI AHaMeTp MHPOKO# YacTH 0,40 + 0,06 cM
Weight 0,041 £0,0017 g BryTpennuit uaMeTp y3Ko# 9acTi 0,12+ 0,03 cm
Bec 0,416+ 0,06 r
Distal catheter:
ApanTtep npaMoro yraa:
Length 120£3 cm
Outer diameter 2,16+ 0,0805 mm 8 3»‘3’% :fg’;;u
Tmmer di T HeIIHH JHaMeTp . MM
w cr diameter ;g — BuyTpesmuii ananerp 2,794 £0.272 vt
cight %058 Bec 0,041 £0,0017
BACTISEAL Distal catheter: Katerep acTansmui;
Length. 120,0 4,7 cm JUmna xarerepa 120+ 3 cM
Outer d.lamctcr 2,16 £ 0,085 mm Hapyxaxgi maametp 2,16 + 0,085 MM
Inner diameter 1,0 + 0,039 mm Bgymemlnﬁ JIAAMETD ],0 + 0,039 MM
Weight 37058 Bec 3,7£0,5r
Ventricular catheter with stylet: Karerep aucransanii BACTISEAL:
Length 14+5cm Jinuua xarerepa 120,0 + 4,7 cm
Quter diameter 2,7+0,10 mm Hapyxunili pHaMerp 2,16 + 0,085 mm
Inner diameter 1,4+ 0,05 mm BHyTpeHHUI THaMeTp 1,0 + 0,039 MM
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Size of dots 0,83 % 0,035 mm { Bec [3,7£0,5r
Weight 0,715£0,125g
Karetep XenyaouxoBbill CO CTHICTOM:
BACTISEAL Ventricular catheter with stylet:
JUvna xarerepa 14+ 5 cm
Length 14=5cm Hapysmniit muamerp 2,7+0,10 MM
QOuter diameter 2,7+0,10 mm BryTpenHMil AHaMeTp 1,4 + 0,05 MM
Inner diameter 1,4+ 0,05 mm Pa3Mep To9ek 0,83 + 0,035 MM
Size of dots 2,11+0,9mm Bec 0,715+0,125r
Size of holes 0,85+ 0,035 mm
Weight 0,715+0,125¢ Karerep xenynouxosniit BACTISEAL co crunerom:
Jnuna karerepa 14+5cm
Stylet dimensions: HapyxHuifi mamerp 2,7£0,10 MM
BHYTpeHRHH nHaMeTp 1,4 £ 0,05 MM
stylet length (mm) 160+ 2 Pasmep Togek 2,11+09Mm
stylet Diameter, mm 0,84 = 0,01 Pasmep oTeepcait 0,85 £ 0,035 MM
stylet Ring diameter, mm 7+0,13 Bec 0,715+ 0,125
stylet Surface rougthess <0,64
stylet Rockwell Hardness, HRC | >49 HRC IlapaMeTpH CTHIICTa, BXOAAMIETO B COCTAB KATSTEPOB CO CTHIICTOM:
Jinuua crunera, MM 160+ 2
CODMAN CERTAS Programmer: JlnameTp cTunera, MM 0,84 £ 0,01
JinaMeTp KONbUa CTUIETA, MM 740,13
Dimensions Weight LllepoX0BaTOCTE MOBEPXHOCTH CTHICTE, MKM | <0,64 MKM
Locator Tool @ 73,5x25,5 mm +2,5%, |27,5+1,0g Teepaocts cTriera no Poksennry, HRC >49 HRC
Indicator Tool | @ 67x27 mm £2,5% 34,5+20g
Adjustment | @ 52x24 mm 2,5% 100550 g Tiporpammarop CODMAN CERTAS:
Tool
Case 255x100x58 mm 22,5% | 275 r+ 5% Pasmep Macca
Jloxarop @ 73,5x25,5 MM £2,5%, | 275%10r
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Huauxarop O 67x27 MM +2.5% 3454+20r
PerynsTop D 52x24 mm +2.5% 10050
Yexon 255x100x58 MM £2,5% 275r+ 5%

Pharmaceutical substances / CpefieHHs 0 JeKa)

eHMBIX CpeacTBax Bxoasmux B cocra MH

Catheters are subjected to a treatment process by which the silicone tubing
is impregnated with rifampin and clindamycin hydrochloride:
BACTISEAL Ventricular Catheter;

BACTISEAL Distal Catheter Kit.

Karerep xenymouxoesit BACTISEAL u Karerep mucranpHuii

BACTISEAL nogpepraiorca npoueccy o00paGoTkH, npH KOTOPOM
CHJIAKOHOBBIC TPYOKH NPOMMTHIBAIOT PHOAMNHLMHOM B THRPOXJIOPHAOM

KIHBEJAMHIHA,

Information about materials of animal/human origin

/ CBepienas 0 MATEPHANAX XHBOTHOIO/JEI0BEYECKOTO

NMPOHCXOKETCHHR

Not Applicable — This device family does not contain any animal tissue

HenprmesnMo — BaHHAS IPYNNa H3NCTHNA HE CORCPXKUT TKaHEH
YKUBOTHOTO TPOBCXOXKICHHA

Latex/phthalates / Ceenenns o aarexce / ¢ranarax s cocrane MH

Not Applicable — This device family does not contain any
Latex\phthalates

HenpumeRHMO — JaHHas IpyTIina H3AeNnmii He COICPKUT JIaTekca \
¢wnaraTos

Operating conditions / Y ¢I0BHA IKCIVIYATANKH MeAHUHHCKOTO H3ACTHSA

The implantation of the CODMAN CERTAS Plus valve must be carried
out in specialized rooms of medical institutions in which aseptic conditions
are observed.

The valve must be used in an environment free from inadvertent water
ingress, direct sunlight, high temperature and high humidity, and be used
immediately after opening its package.

The main requirements for environmental conditions during the intended
use of the product are presented in the table,

Hmnnanrauus xianana CODMAN CERTAS Plus aoipkna npoR3IBOARTbCH
B CHCHMATH3HPOBAHHHLIX MOMEMEHHAX JeueCHO-MpodHIAKTHIECKHX
YIpEKIACHHIA, B KOTOPIX COOMIOAAIOTCH ACEITTHICCKHE YCIIOBHS.,

Knanan JOMKEeH TPUMEHATECA B YCNOBHAX, HCKIIOYAIONIMX
HENPCAHAMEPEHHOC NONaJaHAS BOB, HANHIAC MPAMBIX COMHCYHBIX TyqCi,
HAMHIME BHICOKOHM TeMIepaTypH M Haqu4He BHICOKOH BIAKHOCTH H
HCIONML30BATHCA CPA3Y XK€ MOCIIC BCKPHTHA €10 YIAKOBKH.

OcHoBHHE TPeOOBAHUA K OKPYXKAIOMMM YCIOBHAM BO BpeMA NMPUMCHEHHA
H3ACAKA N0 HASHAYCHMIO IPCACTABNCHN B TAGIHEE,

Temperature 10-25°C

Humidity . 30-75% TeMneparypa 10-25°C

Pressure 700-1060 hPa Bnaxuocts 30-75%
OTHOCHTENbHOE AaBNCHUE 700-1060 rIla

Storage and transportation conditions / Y¢10BHS TPaHCTIOPTHPOBKH H XpAHEHHAS METHIHACKOTO H3AC/IHS
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The product in transport packaging can be transported by all types of
covered vehicles, subject to the rules for the carriage of goods in force on
the type of vehicle used. Store and carry all components of the Tool Kit in
the storage case when not in use to prevent damage. The environmental
conditions during transport are shown in the table. '

Hanenve B TPAHCTIOPTHOH YIAKOBKE MOXET NEPEBO3MTHCA BCEMHM BHAAMH
KPHITHIX TPAHCNIOPTHLIX CPEACTB NPH YCNOBMM COGMIONCHHA NpaBHN
NEPeBO3KH IPy30B, ACHCTBYIONMX HA NPHMEHIEMOM BHJIE TPAHCIOPTHOTO
CpeacTBa. XpaHHTE H TPAHCIIOPTHPYHTE NPOTPaMMaTop TONIBKO B KeHce I
XpaHCHHA, A4 MPCACTBPAlICHMA TOBPSKACHHHA. YCIOBHA OKpyXatomei
Cpein! BO BpeMa TPaHCHOPTHPOBAHMS NPEACTABACHH B TabIHLC.

Do not remove the product from the packaging until you need to use it. For
programmer and valves that do not contain BACTISEAL catheters, the
following storage conditions apply:

Temperature 0-50°C

Humidity 10-80% TemmepaTypa 0-50°C

Pressure 700-1060 hPa Braxnocts 10-80%
OTHOCHTENBHOS AABJICHHE 700-1060 rlla

He usBnekaiite usgenue u3 ynakoBKH, I0Ka He BOHHKHET HE00X0AMMOCTS
€ro Hcnoab3oBanAd. Jing nmporpaMMaTopa H KNanaHoB, HE COACPXKANINX B
coctane Karerepsl BACTISEAL, pacnpocTpaHaioTca CneayIomHe yCaoBHA

Temperature 10-40°C XpaHCHHNA:
Humidity 30-75%
Pressure 700-1060 rlla Temneparypa 10-40°C
Bnaxuocts 30-75%
Special note for valves containing BACTISEAL catheters: OTHOCHTENBHOE AaRICHHE 700-1060 rlla

Store valves in combination with BACTISEAL catheters at a temperature
of 2 to 27°C, avoid direct exposure to light. Do not remove the product
from the packaging before using it.

Ocoboe ykasanme ANA KHANMAHOB, COACPXAHX B COCTABE KAaTETEPH
BACTISEAL:

XpauuTs Knanans! B cocrase ¢ karerepamit BACTISEAL npu Temnepatype
ot 2 a0 27°C, uaberats npaMoro nonaganus ceera. He BaHuMAaiiTe npoAyKT
H3 YIIAKOBKH A0 €10 MCTIONB30BAHHA.

Package contents /

KOMILIEKT TOCTABKH

The delivery set of each valve includes the product itself, instructions for
use.

The delivery set of each accessory includes the product itself and
instructions for its use.

B KXOMINEKT NOCTaBKH KAKAOr0 KJIanaHA BXOZHT CaMoO H3ZenAue,
HHCTPYKLHE [0 MPHMEHCHHIO.

B xoMnIekT DOCTaBKH RAEAOH NPHHALICKHOCTH BXOAMT CaMO H3ACIME U
HHCTPYKIHS [0 €10 MPHMCHEHHIO.

7.2 Package description / Onucanne ynakoBKH
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The CODMAN CERTAS Plus valve and its components are packed in a
double blister (26.2 x 10.2 + 0.1 cm, 24.05 x 8.45 % 0.25 cm) made of
polyethylene tetraphthalate (PETG Glidex), covered with a lid made of
Tyvek material (high density polyethylene Tyvek 1073B). This constitutes
the primary sterile packaging. The original label is on the Tyvek lid.

The secondary packaging is a box of solid bleached sulphate, where,
together with a blister, instructions for use are placed. Each secondary
packaging has a label. Secondary packaging is placed in a corrugated box
for subsequent transportation,

Programmer (Tool Kit) CODMAN CERTAS is packed in a special case for
carrying and protection. The case itself is packed in a plastic bag and placed

Knanan CODMAN CERTAS Plus 7 ero cocraBHbie 9aCTH YIOXEHH B
IBoiinolt OmucTep pasmepom (26,2 x 10,2 +0,1 cm, 24,05 x 8,45 £0,25 cm)
H3roTORNEHHM M3 nonuaTHaeHTeTpadranara (PETG Glidex), noxpuiThiii
KphImkoit H3 MaTepuana Tajipex (momu3THACH BHCOKO# nnorrocTr Tyvek
1073B). 310 cocTaBiser NEPBUYHYIO CTCPHIbHYIO YIakoBKY. Ha kprinike
u3 Taiipexa pacnonaraercs OpUrHHANBLHAA STHKETKA.

BropyuHOi ynmakoBKOW ABIAeTcA KOpoOKa M3 TBEpAOrO OTOCJICHHOIO
cynbdara, Kya COBMECTHO ¢ ONMCTEPOM MOMEMACTCA MHCTPYKIMA 110
npumeRcHUI0. Kakpaad BropuuHas YNAakoBKa MMeeT COOCTBEHHYIO
aTHKeTKY. Bropuunas ynakoska nomemnjaercst B roppupoBaHHbIH AUMK Ang
NOCTIEAYIOMCH TPAHCTIOPTHPOBKHY.

in a box for transportation Iporpammarop (komnnexr ycrpoiicts) CODMAN CERTAS ynakopad B
cnenuancHeif  Qyrnsp Ane nepeHockd u  3ammre.. Cam  dymmap
YNAKOBHBACTCA B NOMMITHIICHOBHIH NAKET H MOMEIIACTCA B KOPOOKY And
TPAHCIHIOPTHPOBKH.
Symbols of the labeling: CHMBOIH, MCIIONB3YCMBIC HA 3THKCTKE
Symbol Title of Symbol CumBoa HazBange CHMBOIR
| RsONLY | Prescription Use Only | Rsomy | Tonkko no penenty
Refer to instruction manual / booklet @ Cm. Unctpykums no 3xcruryataupy/Gpommopy
d Date of manufacture (YYYY-MM-DD) @ Hata usrotornenus (I'TTT-MM-II)
A Caution A Ocropoxso!
u Manufacturer “ HsrotoBuTens
L REF| Catalogue Number Homep no xaranory
lary| Quantity lavy| Konwaectro

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

38




Do not restirilize

Do not use when packaging is damaged

MR Conditional

Made in

See instructions for use

Autoclave sterilization

Non pyrogenic

Do not use under MRI (Programmer)

Use by

Non sterile (Programmer)

E‘ o ®|§|EE§|‘b_, ® o5

Batch code Koa naprun
LOT
Do not reuse He ucnons3osaTs NOBTOPHO
He crepiunu3oBath MOBTOPHO

Hcnoms30BaTh TONBEO CCITH YNAaKOBKA HE
noBpeXacHa

OrparmEacEHOC HCNOMB30BaRHe B yenopasx MPT

Crpana H3rOTORNCHHA

CM. HHCTpYKIWIO

Crepum3oBano mapoM

Annporclmo

He ucnons3orars ¢ MPT (ana Ilporpammaropa)

Hcenome3oBarh 0

o @ Inip o
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e TeMnepaTypHsiii peXUM XpaHCHHA
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Instructions to use / HECTpYKIHS N0 HCNOAL30BAHRIO

Pre-implantation Performance Testing / [Iponepka nepex BMINaRTHPOBAHHEM

Every CODMAN CERTAS Plus Programmable Valve is calibrated during
manufacture and is tested for proper performance.

Performing manometer testing is not recommended for the following
reasons:

+ The concentration of antibiotics in the BACTISEAL Catheters can be
reduced by the testing.

+ Customer-performed testing is susceptible to environmental factors.

» The results yielded are not physiologic in nature.

[f the surgeon insists upon performing manometer testing for confirmation
of valve closing pressures, please see Optional Manometer Testing section.

Kaxpanit nporpammupyemuiii  xnanai CODMAN CERTAS Plus
oTkanuGpoBaH B mnpolecce NPOM3BOACTBA M NPOTECTHPOBAH Ha
HaIEXKAIIME IKCILTYaTAHOHHLIE XapaKTEPHCTHRH.

I[IpoBeaeHuie TECTHPOBAHHA C NIOMOMIBIO MAHOMETPa HE PeKOMEHAyeTcd No
CeRYIONMM IPHUKHAM:

* [log BmUAHMEM TECTHPOBAHMA MOMET CHM3HTLCA KOHLCHTpAUMA
anTHOMoTHKOB B KaTeTepax BACTISEAL.

*+ TecrupoBaHHe, NpoBOAUMOE RNOTpeOuTEneM,
BO3ACHCTBHIO PaKTOPOB OKpYXatomcH cpeanl.

» IlonyyenHeie pesynsTaTsl He ABNAIOTCA (PHIHONOIMUECKHMH O NPHPOAE.

BOCTIPMUMYHBO K

EcnM XHpypr HacTauBacT Ha MNpPOBEJCHHM TECTHPOBAHHA C MNOMOMIBIO
MAHOMETpA AN MORTBEPAACHHA JARNCHWH 3aKNHHWBAHWA KIaMaHa, CM.
«OnMHOHANLHOE TECTHPOBAHHE»

Pre-implantation Adjustment Procedure / Ilponeaypa KOppeKITHE epel AMIUIARTANACH

Adjust the performance setting before implanting the CERTAS Plus
Programmable Valve. This step is performed before the sterile inner
package is opened.

1. Place the valve sterile package on a non-metallic surface so the clear
portion of the package faces up. Place the Adjustable Height Locator Tool
in the circular grooves of the package so that the arrow on the tool points
in the same direction as the arrows molded into the plastic package (See
Figure below).

CroppexTHpyiiTe QyHKIMOHANBHYIO HACTPOHKY NpPOTPAMMHPYEMOTO
xnanana CERTAS Plus nepea ero HMmnanTauueii. Ito aeicTeue npoBoAsT

JI0 BCKPHITHA CTEPUILHOR BHYTPEHHEH YNAKOBKH.

1. MoMecTHTE CTEPHNBAYI0 YHAKOBKY KAalaHa HAa HEMETAUIHYECKYIO
NOBEPXHOCTE NMpo3pauHoit ¥acThio ynakosky BsepxX. [lomecrnre nokarop ¢
PETYIMPYCMOR BHICOTOH B IMPKYJIApHBIE YTNyONeHHA YNAKOBKM TaKHM
o0pa3oM, 4TOOBI CTpenka Ha YCTPOCTBe YKA3HIBANA B TOM XKe HATPARNCHHH,
9TO H CTPENKH, BIARIEHHBIE B IIACTHKOBYIO YNAKOBKY (CM. pHC. Janee):
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E. Red Alignment Merker
on Locator Yool

Ensure that the Adjustable Height Locator Tool is fully seated in the
grooves. If necessary, maintain hold of the Adjustable Height Locator Tool
throughout the procedure to keep it finmly in the grooves of the package.
CAUTION: Failure to maintain a fully-seated Locator Tool above the valve
mechanism could result in an inaccurate indication of the performance
setting.

Pac. A Knsasn (s crepasnol ymueouce), B, Crpeasn, anassacnnsit & sascnucesyss oboneey,
C. Aexavep ¢ puryampyewell ssxorell (nesupymmies yerpolicrao), D. Cypenss snopansssiun
noroxa, E. Kpacuan metxa BMPISSEESNNE B AOXITOPE.

V6epurech, 4TO NOKATOp € pErylupyeMoi BRICOTOH MONHOCTHIO
¢uxcupyerca B yruyGaernax. Ilpn HeoOxoaHMOCTH yaepxHBaiiTe 10KaTOP
C peryHpyeMoit BLICOTO#H B TeueHHe BCCH IT0H onepanmH, YyTo0n Kpenko
3a(HKCHPOBATE €10 B YIyOAeRHAX YIIaKOBKH.

BHUMAHMWE! Hepo3MoxHOCTb 06ECNICIHTD NOMHYIO QHKCAINIO IOKATOpa
Hajl KMaNaHHLIM MEXAHU3MOM MOXET NPHBECTH K HCTOYHOMY OINPEAC/ICHHIO
$yHKUMOHANBHOM HACTPOMKH.

[Ipumeqanve. He wucnonesylite BuskonpopHAsHE noKaTop AnA
OporpaMMApPOBAHKA KJaNaHa B YIIAKOBKE, TAK K4K OHO HC KMECT OCHOBAHHA,
KOTOPOE BCTABIACTCH B IMPKyNApELIe yryONeHus YNaKoBKH.
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Note: Do not use the Low Profile Locator Tool for programming the valve
in the package, as it does not contain a base that will fit into the circular

grooves of the packaging.

2, Fully seat the Indicator Tool into the Adjustable Height Locator Tool so
that the red markings are aligned (Figure below). You may hear a click
when the tool seats; the Indicator Tool will not rotate within the

Locator Tool when properly seated:

A

. (. Inckostor Tool Window

CAUTION: When reading the performance setting with the Indicator Tool,
make sure that the Adjustment Tool and any other magnetic devices are at
least 36 cm away from the Indicator Tool. Failure to do so can result in an
inaccurate indication of the performance setting.

3. When the number dial on the Indicator Tool stops moving, observe the
number and its position within the window to determine the performance
setting. A single number within the window, with full purple background

2. TTonHOCTRIO BCTABBTE HHAWKATOP B JIORKATOP C PEryIHpPYEMO BHICOTOH
TaK, YTOGH BHPOBHATL HA HUX KpacHHe MeTKH (pHc. Aanee). [Ipn ¢pukcauun
ycTpo#icTBa MOXHO yeanmats merdox. [Ipy npaBHALHOM PacnoNCKEHHH
HRJIMKATOp He OyZeT BpallaTsca B JIOKATOPS:

Pmc: A JMexatop ¢ perynmpyessii asacetolk  (sommpymmes ycrpodicrse), B.  Imawartop
emanxaropace yerpodictos) , C. Kpacusn MeTen osipasmaanss #8 soxatepe, D, Kpacuss sTae s
SLPESHNSRNNY NA RRIWKET PO YeTpolicTae, E. Oxetino snanmntopnero yerpelicrsa.

BHUMAHHME! [Ipy cuuTHBaHHM (YHKIMOHANBHON HACTPOHKH C
HHAMKATOpa yGeaMTech, WIO KOPPEKTHpYIOMmIce YCTpOHCTBO H Jnolnie
NpyrHe MarHUTHRIC YCTPOHCTBA PACHONOXKEHR! HAa PACCTOAHMH HE MeHee 36
cM oT Hagukartopa. HecoOmofeHue 37010 MOXET NMPUBECTH K HETOUHOMY
onpeeneHHI0 GYHKIUHOHANLHON HACTPOHKA,

3. Koraa apuwxenne HoMepHOro nudeptnara Ha HHAMKATOPE OPEKPATHTCA,

IVIA onpeacieHHs (yHKHOHansHoi HacTpoliku o0parure BHEMAHHE Ha
YHCAO H €ro NoNoXeHHe B oxowke. OaHO YHCIO B OKOWIKE C MOTHOCTHIO

BHAMMBIM (HONETOBMM GOHOM H obeuMy cephiMH GOKOBHIMA JIHHHAMA
(puc. nanee) yxazpiBaer Ha (PYHKIUMOHANLHYIO HAacTPONKYy KianmaHa mpH
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and both gray side lines visible (Figure below), indicates the performance
setting of the valve when the tools are properly aligned. Once the valve
serformance setting has been read, remove the Indicator Tool:

4. Insert the Adjustment Tool into the Adjustable Height Locator Tool so
that the arrow is pointing to the current performance setting. With one hand
holding the “petals” of the Adjustable Height Locator Tool, turn the
Adjustment Tool with the other hand until the arrow points to the desired

NOJHOM BBIPaBRMBEHKH ycTpoicTs. [locne onpeaencans QyHKIIHOHAMLHOR
HACTPOAKM K/JaNaHa W3BIEKHTE MHAUKATOP:

4. BcraBsTe KOppEeKTHpYIOWISE YCTPOHCTBO (peryisarop) B JOKATOP C
perympyeMoH BHICOTOH TakuM 00pasoM, YTOOH CTpeika NoKasnlBala Ha
TEKYIyl0 (PYHKIHOHANBHYIO HacTpoiKy. Yiepxwsad opmHOH pyKoi
WIEMIECTKH» JIOKATOpa C pPeryiMpyeMoOH BHICOTOH, Apyro#i pyko#
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performance setting (Figure below). The Adjustment Tool will provide an
audible click and a tactile response as you turn to each setting:

A. Adjuatatie Haight
Locator Tool

B. Adjustment Tool
C. Arvow on

Adiustment Tool
Note: The Adjustment Tool is equipped with a mechanical stop between
Settings 1 and 8. This is to prevent inadvertent adjustment between the
extremes of the available settings.
Note: Successful adjustment is accomplished by starting at the valve’s
current setting and moving directly to the desired setting.
5. Remove the Adjustment Tool from the Adjustable Height Locator Tool
by lifting it straight upwards a minimum of 3 cm before moving it
horizontally away from the Adjustable Height Locator Tool in order to
avoid inadvertently changing the valve setting.
6. Repeat Steps 2 and 3 to confirm successful adjustment of the
performance setting. Always confirm the desired performance setting of the
valve.

NOBOPAYHBAKTS KOPPEKTHPYIOIIEE YCTPOHCTBO, NOKA CTPENIKA HE NOKAKET
Ha HeoOXOIMMYI0 QYRKIMOHANEHYIO HACTpOHKY (puc. nanee). Ilo Mepe
nepexopa K kKaxnoff HAcTpolke KoppeKTHpylomee ycrpoicTeo Gyner
obecneunBaTh CINIIAMBIN DICTI0K M TAKTAIBHBIH OTKIMK:

Puc. A, Rouspysner yerpelicrao (sexstop) © peryaupyessoll ascoreli, B Koppexrupyisuwe
yerpolicrso (peryasTop), C. Crpema na koppexTupymines yerpeiieTae

IIpuMedanne. KoppexTupyloliee yCTpOHCTBO OCHAHICHO MEXaHMICCKHM
OTpaHUYHTeNeM MeXAY HacTpoitkaMi 1 ¥ 8. D10 AODKHO NMpeAYNpex/aTs
CAy4aiHoe NePEKMOUeHHE MEXAY MPEACHBHEMY JHAYECHHAMH JOCTYIHEIX
HACTpPOeK.

IIpuMeyanue. Yonemtas KOppexims BHNOAHACTCA, €CJIH HAY4Th C TEKymei
HACTPOMKH KIAaNaHa M NEPEMEIATLCA NPAMO k TpebyeMoi HacTpoiike.

5. Yrobm m3bexars cayyafHOro MH3MEHEHHS HaCTpOMKM KianaHa,
M3BJICKHTE KOPPEKTHpYIOMIee YCTpoiCTBO U3 JOMMPYIOILETO YCTPOHCTBA ¢
perynupyemoll BRICOTOH, TOXHAB €10 BEPTHKANLHO BBEPX Ha PACCTOSHHE HE
MEHee 3 cM, Tpexe HeM BHIBECTH €r0 H3 JIOIMPYIOMIEr0 yCTpoitcTBa C
perynnpyeMoll BHCOTOH B rOPH30OHTaNBHOH IUIOCKOCTH.

6. ITobropure peficTeus 2 u 3, 9706 NOATBEPANTL YCTICIIHYIO KOPPEKITHIO
dynxuuonansaol HacTpodiku. Bcerma moaTeepxuailite Tpefyemyio
byHKIHORATLHYIO HACTPOIKY KnanaHa,
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7. If the desired performance setting is not achieved, repeat Steps 4 through
6.
8. 1t is recommended to record the valve setting in the patient’s record and
LD, wallet card (available from local manufacturer sales representative).
9. Return all tools to the storage case to prevent damage.

Note: fully collapse the Adjustable Height Locator Tool (See Figure
below):

nggamm
nfmoﬁ;’m

7. Ecnu TpebyeMan pyHKIHOHANRHAA HACTPOHKA HE MONY4EHa, MOBTOPHTE
AeiicTeus 4-6.

8. PexoMenayerca ¢puKCHPOBATH HACTPOMKY KIAUAHA B 3aNHCAX NALMEHTA
K NaMATKE TI0 BCKPHTHIO M OPCHMPOBAHHIO (JOCTYIIHO Y MECTHOIO
TOPrOBOTO NPEACTABHTENA KOMIAHHH-TIPOH3BOMTENA).

9. TlomectHTe BCE YycTpoiicTBa OfpatHO B ¢yTnap Bo u3bexanne
NOBpPEXRICHAS.

Ilpumeyanvie. NONMHOCTLIO CNOXHTE JIONMPYIOIiee YCTPoiicTBO ¢
peryanpyemoii BRICOTOM, KaK yKa3aHo Jajee:

Puc. A Jlouspyssmee yerpoltcrnd (toxurep) ¢ peryawpyenodl sucoredl, B, Huawxatopsoe
yerpolicroo (assatep), €. Keppextapyomee yerpolicras (peryastop), D. Huscenpedmasnce
Asanpyomee yerpelicrso, E. Byxuer ¢ umcTpyKumwanst no apWseetsns {3 MEpYNNIOM IRMEN
sapmant $yTaaps), F. Yerpolicvss peaTvenoscrore saacmennn

Surgical Procedure. Irrigation / Xapypraueckas npoueaypa. Hpparamus

It is required that the valve be irrigated before implantation to help ensure
proper performance.

1. Hold the valve vertically with the distal connector barb pointing
downward.,

2. Using a syringe, slowly and gently fill the entire valvesystem with
pyrogen-free, sterile saline solution or, for catheters other than

HeobxomuMo mpobecTH mnpoueAypY MpPHraluM KlamaHa nepea
UMIUIaHTaIHeH, ¥rob 00ecne T €ro HaIIeXanue KCIUTYaTAlUOHHBIE
CBOHCTBA.

1. Jlepxute KNamaH BEPTHKANLHO Tak, YTOOR! HAKOHEYHHK AMCTAILHOTO
pa3bema 6bLT HANpPaRAEH BHH3,
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BACTISEAL Catheters, an appropriate antibiotic solution. Once fluid
begins flowing through the valve mechanism, the distal connector barb of
the valve can be pointed upward to assist in evacuating air from the system.
Note: A priming adapter with inlet tubing is provided to facilitate irrigation.
CAUTION: Do not fill, flush, or pump the valve with fluid in which cotton,
gauze, or other lint-releasing material has been soaked.

Note: More pressure might be required on the syringe before fluid starts
flowing through the valve mechanism. This is normal and will only occur
during initial irrigation of the valve. A popping sound may occur.

Note: The SIPHONGUARD device is intended to reduce the rapid flow of
CSF. It also reduces the ability to prime the shunt system during
implantation to a rate of approximately 0.5 mL/minute.

3. Once fluid flows from the distal connector barb of the valve (or the distal
catheter, on unitized models), and air has been evacuated from the valve,
remove the syringe and the priming adapter (if used).

2. C noMOIIBIO IIMIPHIIA MEJICHHO ¥ OCTOPOXKHO 38MOJHHTE BCIO CUCTEMY
KAanaHa aNHPOTCHHHM CTEPHIbHBLIM (PHM3HONOTHYECKHMM PacTBOPOM MM
AN Karerepos, OTAM4HHX oT Karerepos BACTISEAL, - pacrsopom
noaxoxaamero anTnGHoTHKA. [Tocne TOro, KaK XUAKOCTH HAYHET Teub Yepes
MEXAHW3M KJaNaHa, HAKOHCYHHK AMCTAILHOIO PasbeMa KIANaHa MOXHO
HATIPaBUTH BBEPX, ITOOH 00ICrYHTEL BHBOA BO3AYXA U3 CHCTEMEL.
Ilpumeqanve. Mlns obnerdcHMs HppHraupd TOCTABISCTCA  ajanTep
3aMOJIHEHHA ¢ NpHeMHOk TpyOKo#.

BHUMAHHME! He 3anonmsiite, HC NPOMWBAHTC XKHAKOCTBIO H HE
MpOKaYHBaliTe Yepes KanaH XHAKOCTh, B KOTOPYIO OKYHAIIMCh BaTa, MApIIA
HIY OpyTHE BOPCHHYIATHIE MATEPHAITHL.

ITpumenaune. Bo3moxkHo, norpebyercs AONONHHTEABHOS NABICHUE Ha
IINPHL, TPEXKAE YEM KHIAKOCTS HAIHET TeYhb Yepe3 MeXaHH3M KilanaHa. 310
HOPMRILHO ¥ TPOHCXOIMT TONLKO Np# NEPBHMHON HPPHTaUMH KiIalaHa.
MosxeT OHTSH CABIICH 3BYK CpabaTriBanHKs.

Tlpumeuanne. Verpoiicteo SIPHONGUARD npegnasnaueHo ama
cHmxenns 6uicTporo noroxa CMIK. OBo Takke yMEHbIlIaeT BOIMOXKHOCTD
3aNIOTHCHHA KJIaNaHa BO BpeMsa HMILIAHTALHK A0 CKOpoCTH okono 0,5 M B
MUHYTY.

3. Kax TONBKO XAOKOCTS HAJaNa BRIXOAHTH M3 HAKOHETHHKA AHCTATLHOTO
pa’beMa KianaHa (WIM M3 JHCTaNbHOTO KaTeTepa, eclM OH BCTPOEH B
AaHHYIO MOACHB), @ BO3JYX BHBEACH H3 KJIaNaHa, OTCOCAMHHTS LITIPHE #
afanTep 3aNONHEHUA {eCiiM OH HCMIOAb30BANICS).

Surgical Technique / Xupypruueckuii Meron

There are a variety of surgical techniques that can be used to place the
valves. The surgeon should choose in accordance with his or her own
clinical experience and medical judgment. It is required that the valve be
irrigated as outlined in Irrigation, to help ensure proper performance.

CAUTION: Placement of the valve can impact the performance of the tool
kit and should be taken into account for proper patient therapy. Select a

Jng ycTaHOBKM KHNaMaHOB MOTYT MCMOMB3OBATHCA  PA3NMUYHLIE
XHPYPTHYECKHE MCTOAR. XHpYpPI MOXET BHOpATh ONICPaTABHYI0 MCTONHKY
B COOTBETCTBHH CO CBOHM COOCTBEHHLIM KIMHMYECKHM ONLITOM H
MEJMIMHCKAME noxkasaAuAMH. HeoOxoauMo mnpoBecTH npouexypy
MPPHIalliy KaNaKra, ONUCAHHYIO B pasaene Uppuramms, urobs obecnieunts
€ro HafIekKallHe IKCIUTYATaIHOHHBIE KAYeCcTBa.

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




location where the implanted valve can be positioned horizontally for use
with the tool kit:

Avoid placement too close to structures, such as the ear. It is also important
to choose an implantation site where the tissue over the valve is not too
thick (>10 mm) otherwise locating, reading and adjusting with the
CODMAN CERTAS Tool Kit may not be possible.

It is recommended to record the setting of the valve in the patient records
and on the patient 1.D. wallet card. Labels are provided with each valve to

BHUMAHME! Vcranoska KnamaHa MOXET NOBIMATE Ha  paborty
nporpamMMaTopa. Ee clieAyeT yudTHBaTh JIA DPOBEACHHA HamIeAxameR
TepanuH naipeHTa. Bubepute MecTo, B KOTOPOM HMIIAHTHPOBAHHBIH
KJIallaH MOXeT OBITH PACNONOKCH TOPH3OHTANLHO, ANA HCTONbIOBAHAS C
DporpaMMaToOpoM:

Puc.  Buslop mecTa pacassoxeuns xisuaus,

Haberaiite ycTaHOBKH CIMIIKOM GIM3KO K TAKHM OpraHaM, kKak Yo, Baxno
TalkKe BHIOpPAaTH TAKYI0 30HY HMMIUIaHTANMM, 9TOOW CIOH TKAaHH HaR
KJIanaHoM He Obin cmamxoM ToncTeiM (> 10 Mm). B mportueHOM cayuae
pasMellicHHe, YTCHHE IIOKa3aHHi H HACTPOMKAa KJIallaHa € IOMOIIBIO
nporpammatopa  CODMAN CERTAS MOryT  6bThb  HEBOIMOXHEL
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record the product lot number information in the patient records. [.D. wallet
cards are available from the local Integra sales representative.

Pexomenayercs 3amucaTh HACTPOHKY KjanaHa B MEJUITMHCKOI Kapre
NalHEeHTa H K3 HaMATKE N0 BCKPHITHIO H ApeHupoBaHuIo. [lamaTku mo
BCKPHITHIO H JPEHHPOBAHMIO JOCTYMHLEI Y MECTHOIO TOpProBOIO
NPEICTABHTEIA KOMNAHHH-TIPON3BOJHTENS,

Post-implantation Adjustment Procedure

ITpoyedypa xoppexyuu nocre ummrarmayuu

Adjust the valve at any time after the implantation surgery. If needed, apply
a sterile drape over the incision site. The drape will not interfere with the
magnetic coupling of the adjustment procedure.

CAUTION: Excessive swelling or thick tissue may make it difficult to
determine and/or adjust the performance setting. See Step 4 in this section
for instructions for using the Low Profile Locator Tool in these instances.
If difficulty correctly positioning both Locator Tools persists, wait until the
swelling is reduced or confirm the valve setting with x-ray. See SECTION:
Troubleshooting and SECTION: Confirming the Current Valve Setting for
more information.

1. Position the patient so that the implanted valve and tools are horizontal,
to optimize Indicator Tool performance.

CAUTION: If Indicator Tool is not horizontal, an inaccurate reading might
result.

2. Locate the valve by palpation. Palpate and mark the center of the valve
mechanism i.e., the hard portion of the valve distal to the reservoir. Palpate
and mark the position of the inlet and outlet connector barbs/ catheters.

3. Select the appropriate Locator Tool (Adjustable Height Locator Tool or
Low Profile Locator Tool). If the tissue in the area of the valve is thick
tissue or if edema is present (>10 mm above the valve), use the Low Profile
Locator Tool. Otherwise,use the Adjustable Height Locator Tool. Optimal
placement is achieved when the selected Locator Tool is stable on the
patient’s head and the tissue that covers the valve mechanism is just below
the cut-out in the Locator Tool (Figures below):

Koppexupio knanaHa MOXHO IIPOBOIMTH B J000E BpeMA 1I0CNE ONepaiiH
no wuMmaHTanpu. [Ipn HeoOXOAMMOCTM Ha MECTO pa3pesa MOXHO
HAKIANHBATE CTCpHIbHYIO canderky. Canderka BHEe OyaeT BIMATH Ha
MarHUTHYIO CRBS3b MPOUCAYPH KOPPEKLIHH.

BHUMAHHE! H30brrounniit oTex HAM TKAaHb ¢ 60bIL0# TOMMMHOR MOTyT
3aTPYAHATH ONPEACICHHEe W/HIH KOPPEKIKIO yHKIHOHANLHOH HACTPOHKH.
Cw. pefictaue 4 B pa3nene «[Ipoucaypa koppekiiMi Depeal HMIUIaRTaluei»
ANA TONYYCHAA MHCTPYKUMA 110 NpPHMEHCHMIO HH3KOHPOQWIBHOIO
NONHMPYIOLIEro YCTPOicTBA. ECnM cOXpanaeTca CAOKHOCTL B NPABWIBHOM
PACTIONOAKEHHH OGOMX JIOIMpPYIONMX YCTPOHCTR, MOZOKAMTE, KOTAa OTeK
YMCHBUINTCA, HWIH TIORXTBEPAMTE HACTPO#HKY Kijanana peHITeHoM. CM.
pasgent «Ycrpanenue wuenonanok» M «lloaTBepxnenme Texymed
HACTPOHKK KIaNaHa» JUIR MOMYYeHHs AONONHUTENLHOH HHGOPMALMHK.

1. e onTHMmsaumn paGoTHI HAAMKATOPHOIO YCTPOHCTBA Pa3MECTHTC
manMeHTa TakuM ofpazoM, uro6M HMMNNAHTHPOBAHHMIA KianaH H
yCTpo#icTBa HAXOAUNNCH IOPHIOHTAIEHO.

BHMMAHHME: Ecmm wAIMKaTOpHOE  YCTPOHCTBO  PacHONOXKEHO
HETODH3OHTANBHO, 3TO MOXET TNPHBECTH K MNOJMYMEHHIO HETOMHBIX
MOKa3aHKH.

2. IlytemM nanbnaiuu ONpeRENMTE MECTO PACTONOKEHHS KIANAHA.
[IpomynaifTe H OTMETHTE NEHTPH KIAMAHHOTO MEXAHH3MA, T. €. IVIOTHYIO
4acTh KnamaHa JucTanbHee peseppyapa. [Ipomyymadite #  orMeTnTE
DONOXKEHHE HAKOHCYHHKOB WIH KATCTCPOB MPHEMHOIO M BHIMYCKHOTO
pasbeMoB,

3. Buibepure cooTBeTCTRYIOMISE NOMMpPYIOMEe YCTPOHCTBO (NOMUpYIOmes
YCTPOHCTBO €  pEryMpyeMoOli BHICOTOH WIH  HH3KONPOQHIBHOS
nomupylomee ycrpodicteo). EcmH Tkamh B 0o0JacTH KNanaHa HMeET
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Oonpuryio TOAWIMHY WI¥ TIpECYTCTBYeT oTek (> 10 MM Han kianaHoM),
HCTIONB3YHTE HH3KO NPodHABHOE JIOUMpPYIONIee YCTPOiicTBO. B mpoTuBHOM

- — = Ciyvae UCNONB3YHTE IOMMPYIONIEE YCTPOHCTBO C peryaMpyeMoii BuicoTOM.
i OmrraManbHOe  pacmiONOMEHHE  JIOCTHTaeTcs, xorjla  buibpannoe
— A ) NOLMpYIONIee YCTPOHCTBO NOMELIAETCE Ha rojIOBE DANMEHTa H TKaHb,
%?: 3aKpHIBAIONIAs KNAMAHHBI MEXaHH3M, HAXOAMTCH HENOCPEACTBEHHO MNOJ
Adjustable Height Locator Tool OTBEPCTHEM B JOLMPYIONIEM YCTPORCTRE, KAK YKA32HO Ha PHCYHKE:

=2

===V

&

Puc.  Jloampywinee Yerpolicres (Aoxsrop) ¢ peryanpyesoit sucoroll.

ENGLISH
Adjustable Height
Locator Tool

4. Place the appropriate Locator Tool atop the implanted valve so that the
black lines are aligned with the marked center of the hard valve mechanism
and the direction of flow arrow aligns with the catheter barb marks: Puc.  Jloumpywuee yerpolicrao.

4. PazmecTnre COOTBETCTBYIOIICE IOMMPYIOIIEe YCTPOHCTBO TNOBEPX
HMIUIZHTHPOBAHHOIO KJIAMaHa TakuM 00pasoM, YTOGH MepHbie MMENK 6bUIH
COBMEIIIEHH] ¢ OTMEUEHHBIM LICHTPOM IUIOTHOI'O KIANAHHOIO MEXAHK3MA, a
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ENGLISH

A. Locator Tool

B. Red Alignment Marker
C. Diraction of Flow Arvow
0. Distal Catheter

@mplanted)
E. Proximal Cathetar

fmplanied)
Note: If using the Adjustable Height Locator Tool, rotate the white outer
ring to adjust the height until the tissue that covers the valve mechanism is
just below the cut-out in the Locator Tool (Figure C) to optimize the tool
performance.
Note: If using the Low Profile Locator Tool, ensure that the tissue that
covers the valve mechanism does not protrude through the cut-out in the
Locator Tool. If tissue is protruding through the opening, gently hold the
tool against the head to see if the tissue stays below the cut-out. If there is
too much tissue protrusion, use the Adjustable Height Locator Tool instead.
CAUTION: Failure to accurately position the Locator Tool could result in
an inaccurate indication of the performance setting, potentially leading to a
false reading (i.e. an incorrect number may appear in the window of the
Indicator Tool). The Locator Tool must be precisely aligned with both the
valve’s direction of flow and the center of the hard valve mechanism for an

CTPEJIKKH HANpaBICHAHA IIOTOKA COBMAKANH ¢ OTMCTKaMH HAaKOHCYHHKOB
Rarercpa.

Pre. A, Jdsunpywmer yewpolicvse, B Kparmsz ovmcria sumpassusawms, C. Crpessa
Rampaanesns mevorn, D, Awcratsusl  marevep  (mwananvmposamsii), E.  Karvenep
(ananv sponssmll).

Ilpumeuansue. Ilpy mCNONE30BaHMM JNOUMPYIOLISrOo YCTpPolicTRa ¢©
perynupyeMoif BRICOTOH Ul oOnTHMH3aUMH paboThl  ycTpoiicTsa
nosopaunuBaiire 6es0¢ BHEMIECE KOIBIO ANIA PETYIHPOBKH BRCOTH A0 TeX
HOp, MOKa TKaHL, 3AKPLIBAOIA% KIANAHHRIE MEXaHW3M, He Oyzer
pacroNarathcs HENOCPEACTBEHHO TNOA OTBEPCTHEM B JIOHHPYHIOMIEM
YCTpoiicTBe (KaK nokasano Oykeoii C Ha pHCYHKe BLIE).

IlpuMeuanue. [IpH HCRONB30BAHHM HM3KONPOGUILHOrO JOLMPYIOMErD
ycrpoiicTsa yOenATeCh, YTO TKaHb, MOKPHBAIOMIAS KIANAHHLIA MEXaHHIM,
HEe BHICTYTACT Yepe3 OTBEPCTHE B JonupymomeM yerpolicree. Ecnn TkaHk
BBICTYIAET 9Epe3 OTBCPCTHE, OCTOPOXKHO TIPIKMHTE YCTPOMCTBO K rojose,
gr00B YBHACTH, OCTACTCA NM TKAaHb HIDKE OTBEpCTHA. Ecnu BHCTYnaHue
TKAHH CHWIDKOM BEIHMKO, HCIIONB3YATE BMECTO JTOTO JIONMpYIOLIEe
YCTPOHACTBO € perynupyemoii BLICOTOMH.

BHUMAHHE! HeBo3MOXHOCTh TOYHO MO3HLUMOHWPOBATH JNOLMPYIONIEE
YCTPOHCTBO MOMET DPUBECTH K  HETOMHOMY  ONpeeNeHHIO
dbyuxnmonansHOH HacTPOHKA B NONYYEHHIO OIHGOYHHX NOKa3aHHi (T. €.
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accurate indication reading. Alignment can be more challenging if tissue
thickness is >10 mm above the valve. In these instances, verify the valve
setting with x-ray or fluoroscopy. Refer to SECTION: Troubleshooting and
SECTION: Confirming the Current Valve Setting.

S. Fully seat the Indicator Tool into the Locator Tool so that the red
markings are aligned:

You may hear a click when the tool seats. The indicator tool will not rotate
within the locator tool when properly seated.

CAUTION: When reading the performance setting with the Indicator Tool,
make sure that the Adjustment Tool and any other magnetic devices are at
least 36 cm away from the Indicator Tool. Failure to do so can result in an
inaccurate indication of the performance setting.

6. When the number dial on the Indicator Tool stops moving, observe the
number and its position within the window to determine the performance

B OKOWIKE HHAMKATOPDHOrO YCTPOHCTBA MOXKCT NMOABATHCH HEMPABHIBHOS
uucno). s obecneucHns TOUHHX NMOKA3AHMA HAAWKALMH NOLMPYIOIIES
YCTPOHCTBO JOMKHO ORITL TOYHO COBMEIIEHO C HANPARNEHUEM NOTOKA
KiIanaHa ¥ LCHTPOM IUIOTHOTO KIANMAHHOIO MexaHn3Ma. BhipaBHMBaHWe
MOXET MPEACTABNATL CAOKHOCTS, €CIM TOMNIMHA TKAHH HAN KJIANAHOM
bonbme 10 Mm. B Takux ciyuasx nposepbTe HacTpoiKy KianaHa ¢
NOMONIBIO PEHITEHa WM ¢moopockonnu. CM. Pasnema «Ycrpanenme
Henoaagok» M «IloaTBepRaeHHE TEKYLICH HACTPOHKK KnanaHay.

5. IlonHocTeIO BCTABbTE MHAMKATOPHOS YCTPOHCTBO B JOIMpYIOIee
YCTPOHCTBO T&K, YTOOR! BHPOBHATE KPACHBIC METKH:

Poe. A Owumo mwpmcaropiiore ycrpeictsa, 8.  Hposcasamasll  kaverep
(wwxaumpcassimuil), C. Jdeunpymuse ycrpoilcveo, D. Huancasopnoe yevpelierso, E. Kpscnsn
METES BLIPABNRBANIA NA JONNDYmoN ycTpolieree, F. Kpacmam ommeTea mupssixsasms Na
WRANKATORHOM YCTPStTC

Ilpu ¢uKrcauuy yeTpoiicTsa MOXKHO YCANMATh memiok. [IpH mpasuasHOM
PACTIONOXKEHHE HHAMKITOPHOS YCTpo#cTBO He OyAeT Bpamarses B
NOLHPYIOWIEM YCTpolicTse.

BHUMAHHE! IIpu cuuTHBaHMM (QYHKUHMOHANBHOW HACTpoHKM C

HHIMKaTODHOTO  yCTpolicTBa, ybemmTech, W§TO KOppEKTHpylomee
YCTpOHCTBO W NIo0bie ADYTHE MarHUTHRIE YCTPOMCTBA pacloJoXeHh Ha
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setting. A single number within the window that has the full purple
background and both gray side lines visible indicates the performance
setting of the valve when the tools are properly aligned:

&4

ENGLISH

indicator Tool Performance Setting Readings

ViewsA,.B&C  Comect
A single numbec and both gray
side lines ame visble

View D Incorrect reading: only 1 gray line
[

ViewE incomrect reading: 2 numbars
are vigible

Once the valve performance setting has been read, remove the Indicator
Tool.

Note: If a single number with the purple background and both gray side
lines are not fully visible, then the Locator Tool is not accurately aligned
with the valve. Remove the Indicator Tool and reposition the Locator Tool,
ensuring the black center lines are centered with the valve mechanism.

Repeat Steps 1 through 6.

PacCTOSHMH He MeHee 36 CM OT HHAMKATOPHONO YCTPOHCTBA.
Hecobmozgenne 3TOr0 MOXET NPHBECTH K HETOYHOMY ONpEACICHHIO
$YRKUMOHANLHOA HACTPOHKH.

6. Korna aprnxenne HoMepHoro nudepOnaTa Ha HHIHKATOPHOM YCTPOicTBE
NPEKPATHTCA, ANA onmpeaencHus (PyHKuMoHanbHONM HacTpoliku oGparHTe
BHMMAHHE H2 Y1CII0 M €10 NONKKCEHHE B okomKe. OARC THCIO0 B OKOMIKE ¢
NONHOCTHIO BUIMMEIM rONeTOBM GoHOM ¥ 0ferMH CEPHIMH GOKOBEIMH
IMHHAMH YKa3hBaeT Ha GQYHKUMOHILHYIO HACTPOHKY KiIanaHa npH
MONHOM BHPABHHUBAHWH YCTPOHCTB:

&

-4

Puc A, B, 0 CTipesuasinic noxazannn Duano eano xucae # obe cepuie Sow0onsie Aunam, Puc. D
Honpasaasiiet Nexasaine: suand TOSLK0 oats cepal Asunn, Puc. E Henpasuasuet nexasenne:
SRANO BB WNCAS
Ilocne onpepencans (YHKUMORANBHOH HACTPOHKH KIANAHA M3BACKHTE
HEAMKATOPHOS YCTPOHCTBO,
IlpuMeqanue. Ecmi oano 4Mcno B OKOMKE ¢ pHONETOBMM (oHOM U 00¢
cephie GoKxOBBEIC THHKY HE BUIHH TIOMHOCTHIO, TO NOLHpYIOIIce YCTpOHCTBO
€ KJIANaHOM HETOTHO BLIPOBHEHL!. M3BIICKHTE HHAMKATOPHOE YCTPOHCTBO H

NepeMECTHTE JIOLMPYIONIee YCTPOHCTBO, YTOOK YepHHE OCEBHE IMHHH
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CAUTION: Do not move the Locator and Indicator Tools together to obtain
or center a pumber in the window as this could result in an inaccurate
indication of the performance setting.

7. Insert the Adjustment Tool into the Locator Tool so that the amrow is
pointing to the current performance setting. With one hand holding the
“petals” of the Locator Tool, turn the Adjustment Tool with the other hand
until the arrow points to the desired performance setting:

A

The Adjustment Tool will provide an audible click and a tactile response
as you turn to each setting.

CAUTION: Failure to accurately position the Locator Tool could result in
an inability to adjust the performance setting. The Locator Tool must be

OBUTH BHIPOBHEHH! MO LEHTPY KnanaHHoro Mexauusma. I[Tosropure
neitcteuA 1-6.

BHHMAHHE! He nepememaiite BMeCTe NOUMpPYIOlEe H HAAMKATOPHOE
YCTPO#CTBa U1K MOMYYCHHA KN LEHTPHPOBAHHA YHC/IA B OKOMIKE, TAK Kak
3T0 MOXKET NPHBECTH K HETOYHOMY ONPCACNECHAK (YHKUMOHATLHOA
HACTpO#KH.

7. BcTaBbTe KOppEKTHpYIOIGee YCTPOHCTBO B JOLMDYHINEe YCTPOHCTBO
TakuM o6pazoM, wroOm cCTpeka DOKA’WBANA HA  TEKYNYIO
(YHKIHOHANBHYIO HacTpOiKy. YAepXKHBas OIHONW PYKOH <(IenecTkm»
noIMpylomero  ycrpolcrsa, gpyrof  pyxod  mnopopaumpafite
KOPPEKTHPYIOIEE YCTPORCTBO, NIOKA CTPENKA HE MOKAXKET Ha HeoOX0oauMy0
OYHKIHOHANLHYIO n:c-rpoiixy:

Pue. A Jouupyrouee yerposicrso, B, Keppewsnpysotuee yerpoiicrno, C. Crpeaxa

D. Jlenccren soxnpyoutero yerpolicran
ITo Mepe mepexoja Kk KOXKAOH HACTPO#Ke KOPPEKTHpYIOUNEe YCTPOHCTBO
Oyner obecneamBaTh COMINMMBIN IETIOK H TAKTHILHBIE OTKINK.
BHHMAHHE! Hesmnonnenue  TouHOrO O3AUMOHHPOBAHHA
JAOUMPYIOMIErO YCTPOHCTBA MOKET MPUBECTH K HEBOIMOXHOCTH KOPPEKLIMH
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precisely aligned with both the valve’s direction of flow and the center of
the hard valve mechanism for an accurate adjustment. Alignment can be
more challenging if tissue thickness is >10 mm above the valve. In these
instances, verify the valve position and orientation with x-ray or
flucroscopy. Refer to SECTION: Troubleshooting and SECTION:
Confirming the Current Valve Setting.

Note: The Adjustment Tool is equipped with a mechanical stop between
Settings 1 and 8. This is to prevent inadvertent adjustment between the
extremes of the available settings.

Note: Successful adjustment is accomplished by starting at the valve’s
current setting and moving directly to the desired setting.

8. Remove the Adjustment Tool from the Locator Tool by lifting it straight
upwards a minimum of 3 cm before moving it horizontally away from the
Locator Tool in order to avoid inadvertently changing the valve setting.

9. Repeat Steps 7 and 8 to confirm successful adjustment of the
performance setting. Always confirm the desired performance setting of the
valve.

10. If the desired performance setting is not achieved, repeat Steps 7
through 9.

11. It is recommended to record the valve setting in the patient’s record and
LD. wallet card (available from local manufacturer sales representative).
12. Disinfect the tool kit components (See Disinfecting the CODMAN
CERTAS Tool Kit).

13. Return all tools to their proper locations in the storage case to prevent
damage.

Note: place the Low Profile Locator Tool under the elastic webbing in the
bottom of the storage case and fully collapse the Adjustable Height Locator
Tool.

dynxkuHoHanbHOH HacTpolix. Jna ofecneveHns TOYHOH KOppPEKUMH
JOIMpYIOIiee  YCTPoiicTBO JROMKHO OHITH TOMHO COBMEMICHO ¢
HanpaBfieHHEM MOTOKA KIANAHA H IEHTPOM IUIOTHOTO KJANAHHOIO
Mexann3ma, BHpaBHMBaHHe MOXET HpPEACTABIATH CIOXKHOCTb, €CAH
TONIMHA TKAHY Hax KaanasoM 6onsme 10 MM. B TakkX CTydasx npoBephTe
TIONOXECHHE W OPHEHTAUMIO KJIANAHA ¢ MNOMOIBK PEHITeHAa MM
¢moopockomH. CM.  Pasgenn  «YcIpaneHHMe — Henmonajok» M

«IloxTBepxeHHE TEXyIEH HACTPOHKH K1anaHay,

IIpuMeganue. KoppexTHpyiomee ycTpoHCTBO (perynaarop) OCHAIICHO
MEXaHUHECKHM OTPAHHYHTENIEM MEXAY RacTpoiixamu | w 8. 310 gomxHo
npefynpexiaTs CHydaiiHOE MNeEpeKmodYeHHE MEXAY NpeleNbHbiMH
3HAYCHHAMH AOCTYTIHRIX HACTPOCK.

Ipameyanue. Yonensas KOPPEKIHA BHTIONTHAETCA, EC/TH HAYATh C TEKymIeH
HacTpolikH KiIanaHa M mepeMeInaThca NpAMO K TpebyeMoil HacTpoiike.

8. Urobm wmibckare CAydaiiHOrO M3IMEHEHHA HACTPOHXH KJIanaHa,
H3BJICKHTE KOPPEKTHPYIOES YCTPOHCTBO W3 JOLMPYIOMEro YCTPOHCTBRa,
NOAHAB €T0 BEPTHKAILHO BBEPX HA PACCTOSHHE HE MeRee 3 CM, mpexne JeM
BBIBECTH €10 H3 JOMMPYIONICTO YCTPOACTBA B rOPH3OHTANBHOH INIOCKOCTH.
9. IosTopuTe pelicteua 7 1 8, yTOOM NOATBEPAUTS YCTICMIHYIO KOPPERITMIO
bynxiponanbHO# HacTpoiixu.

Beerna noarsepxaaiite TpeOyeMylo (QYEKNMOHANBHYIO HAcTPOHKY
KJIanaua,

10. Ecnn 1peGyeman hpynkmonanbHas HACTPOHKa He NOTYICHA, HOBTOPHTE
neiicreus 7-9,

11. PexoMeHAyeTCA PHKCHPOBATH HACTPOHKY KJIallaHa B 3aIIMCAX NALHERTa
H MaMATKe MO BCKPHTHIO H JAPCHHPOBAHMIO (HOCTYNHO Y MECTHOro
TOPFOBOTO MPEACTABHTENA KOMIIAHHY - TPOA3BOJMTENN).

12. Bunonuure pesandexuaio KOMIOHEHETOB NPOrpaMMaropa {(CM. pasaen
«Jleanndexunus nporpammaropa CODMAN CERTAS»).

13. Ilomecture Bee ycrTpoifcTea ofpaTHO Ha CBOH MECTa B (yTigpe BO
H30exaHue NOBPEKACHHA.
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INpumeqanne. PasMecTHTe HH3KONPODHIBEHOE JIOLHMPYIOMeEe YCTPOHRCTBO
IO/ MACTHYHON TKAHBIO B HHXHEH JacTH JYTIApa H ONHOCTHIO CIOXKHTE
JIOLMpYIOLLCE YCTPOHCTEO C perynnpyeMoit BHICOTOMH.

Injection / Hunexunsa

If hypodermic injection is required, inject with a 25-gauge or smaller non-
coring Huber type needle into the reservoir only. The reservoir can be
punctured up to 25 times with a 25-gauge or smaller non-coring Huber type
needle.

CAUTION: A needie guard has been included in the valve housing to
provide tactile feedback during needle insertion but is not intended to
prevent puncturing through the back of the valve under forceful pressure.
Valve Flushing (Clearing Obstructions) (Valves  without
SIPHONGUARD Device only):

CAUTION: While flushing may be used as a method for determining
patency, it is not recommended. Use clinical judgment and imaging studies
or other techniques to confirm suspected cases of shunt malfunction.

To flush the ventricular (proximal) catheter:

* Occlude the catheter distal to the reservoir with finger pressure, then
depress the reservoir.

» Failure of the reservoir to refill might indicate proximal catheter blockage.
To flush the distal catheter:

* Occlude the catheter proximal to the reservoir with finger pressure, then
depress the reservoir.

* Failure of the reservoir to depress easily might indicate distal catheter
blockage.

Note: While proximal pressure is maintained, reservoir will not refill with
fluid.

B cimyyac HeOOXOMHMOCTH NOAKOXHOK HHBCKIOMM, NPOBOAMTEC €€ HITIOH
xamubpa (riyGunok) 25 wm mence, 6¢3 MaHpeHa, THma HUBER n Tonbko
B pesepByap. PesepByap MOXKHO TyHKTHPOBATH A0 25 pa3 HTo#i kambpa 25
AIH MeHee, 6e3 marnpena, Tuna HUBER.

BHUMAHHE! B kopmyce knanana WMECTCA HaNpaBJAIONIan ANS HIITH,
KoTOpas obecneyHBaeT TAKTIIILHYIO 06PaTHYIO CBA3b MPU YCTAHOBKE HITIL,
HO H¢ NPEAHA3HAYEHA I NPEAOTBPAICHAN NPOKANBBAHAA 3aHEH CTEHKH
KJIaNlaHa B Cliy4ae NPHMCHEHAS CIIHIKOM GONBIIOro AagneHns.
IpoMpisanse wianaga (ynanenwe sacopennii) (Tonbko knanaum Ge3
ycrpoiictea SIPHONGUARD):

BHHUMAHHME! HecMoTpa Ha TO, YTO NIPOMBIBKY MOXHO MCTIONB3OBATH I
onpefeNieHHs MNPOXOAMMOCTH, BHINONHATD €€ HE PEKOMEHAYETCA.
Ionp3yifrech CBOMM KAHHMYECKMM ONBITOM K HCCOCAOBAHHAMA ¢
BHIYANH3IAIMEH WM APYTHMH CIOCOGAMH 218 TOATBEPXRACHAL NOAO3PCHAK
O HEHCNIPABHOCTH WIYHTA.

Topaaox MPOMEIBKH ey A0THOTO (IPOKCHUMANBHOTO) KaTeTepa:

* [lepekpoiite kaTerep ARCTaNbHEE pesepByapa, NPHKAB €r0 MANBUCM, &
3aTeM HaJidBHTE Ha Pe3CpBYap.

*» Ecnu pesepByap He MOXET BHOBb 3aNONHUTHCA KHIAKOCTHI, ITO MOXKET
yKa3LIBaTh Ha 3aKYNOPKH MPOKCHMANBHOIO KaTeTepa.

Topanok NMPOMLIBKH JMCTATLHONO KaTeTepa:

» [Iepexpoiite xaTeTep NpoOKCHEMANbHEE pe3epByapa, MPIKAB €No MableM,
a 3aTeM HaZaBHTE Ha pesepByap.

» Ecnu pesepByap HE YHACTCH JICTKO HAXaTh, ITO MOXET YKashiBaTh Ha
32KYNOPKY AHCTAILHOTO KaTerepa.

[Ipumeqanne. [loka noOANEPEABACTCE TPOKCHMANBHOC AaBJICHHE,
pe3epByap He OYZieT HanoJIHATHCS KHUAKOCTHIO.

Optional Manometer Testing / OnnuoHaNLHOE TECTHPOBaAHHE.
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Although Integra does not recommend functional testing, some surgeons
might choose to do so. Before testing, it is extremely important that a
CODMAN CERTAS Programmable Valve with or without
SIPHONGUARD Device be flushed of all air bubbles. Air bubbles within
the valve or SIPHONGUARD Device will produce inaccurate manometer
test results. The presence of air bubbles can reduce the cross-sectional area
of the flow path, increase system resistance, and impede the flow of fluid
through the system during testing.

XO0TA KOMIIaHWS — FMPOU3BOJAMTENL HE DPEKOMEHAYeT (QYHKUMOHANBHOE
TECTHPOBAHHE, HEKOTOPhIE XMPYPIH MOIYT 3aXOTeTh ero nposecty. [Tepex
TECTUPOBAHKEM KpaiiHe BaXKHO yOeauThCA, UTO IporpaMMHpyeMblii KnanaH
CODMAN CERTAS c¢ ycrpoiicreom SIPHONGUARD wia Ges Hero
MPOMBIT H YAANCHH BCE My3LPEKH BO3AYxa. Hanmmumne my3nippkoB BO3TyXa
B knanase win yctpoicrse SIPHONGUARD npuBoOART K HETOYHOCTH
PE3YALTATOB TecTa ¢ MaHoMeTpoM. Hanuuie my3niphkOB BO3AyXa MOXKET
CHH3UTh NIOWAAD MONEPEYHOro CeYEHUS NMPOTOKA, 10 KOTOPOMY ABHIKETCH
XHIKOCTb, TOBBICUTD CONMPOTHBJICHHE CHCTEMBl H HapyIUTh IIOTOK
AKHAKOCTH Yepes CHCTEMY BO BPEMA TECTHPOBAHMA.

SIPHONGUARD Device Functional Testing

Oynxknronannuoe TecTHposanne yerpoiicrea SIPHONGUARD.

Equipment Required (use all sterile equipment, perform testing under
sterile conditions):
¢ One sterile manometer, wide-bore (e.g. 3.5 mm), graduated in mm
(available in lengths from 38 to 60 cm);

HeoOxonmmMoe obopynoBanue (Bce ucnonsyemoe obopyaoBaHue AOIDKHO

GbITh CTEPUNBHBIM, TECTHPOBAHHE NPOBOAKTD B CTEPHIIBHBIX YCAOBHAX):
e OauH CTCPMNLHLIE MaHOMETP C IIMPOKHM MPOCBETOM (HampUMED,
3,5 MM), rpaxyupoBaHHEI B MUATHMETpaX (10CTyNeH AnnHo#H oT 38

» One sterile 4-way stopcock; zo 60 cm);
o  One sterile syringe, 10 mL minimum is recommended; e Opux crepunbuini 4-X0QOBKI 3aMOPHEI KpaH;
¢ One sterile syringe filter, 5 um; o OpuH CTepHNBHLIH MMPHIL, peKOMEHAYeTCH 00beM He Meaee 10 v,
» Sterile tubing adapters; e Oaus crepuibHLl mmpHuesoit GuabTp, 5 MxM;
» Sterile silicone tubing; e CrepunbHbIe ajanTeph! TPyGOK;
e One sterile male luer connector with 1/16 in. (1.6 mm) barb; ¢ CrepunsHsle CHTHKOHOBLIE TpYy6Ku;
e Sterile saline solution ¢  Opnuu crepunpHLlii pasbeM JI103pa BCTABHOIO THITA C HAKOHCTHHUKOM
1716 moiitma (1,6 Mm);
o  CrepunbHbli GHIHONOTHISCKHY PACTBOP
Flushing Procedure IIponeaypa NpoMuiBaAHHA.

Note: At a rate of 0.5 mL/minute, unitized versions require 2-3 minutes to
complete flushing. This is the time required for fluid to fill the valve and
exit the distal catheter. Allot additional time to ensure the system is free of
air bubbles.

1. Fill syringe with sterile saline using the 5 um syringe filter. The syringe
filter should not be reused in any subsequent refilling of the syringe. Once
the syringe has been filled, remove the filter from the syringe.

Ipumeuanue. s 3aBepileHNs WPOMHBAHUA HA cxopoctw 0,5 mu/muH,
BEPCHH CO BCTPOCHHBIM OTBOHBIM KATETEPOM Tpebyercs 2-3 MUHYTH. J10
BpeMa, HeOOXOAMMOE JKMAKOCTH AMA 3aNO/HEHHA KIalaHa H BhIXOAa M3
HMCTANLHOTO KXaTeTepa. Bbhoxaure [OONONHMTENbHOE BpeMf, YTOOHI
ybeaAuTECA, 9TO B CHCTEME HET My3HPHKOB BO3AYXA.

1. 3anonmuTe umMpHIl CTEPHIBHBIM (HU3HONOTHYECKAM DACTBOPOM C
TIOMOIIHI0 MINPHUEBOTO GHALTPA S MKM.
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2. Assemble manometer, stopcock, syringe, and tubing:

ENGLISH
Manometer To Valve
A. Manometer

3. Adjust the valve setting to 1 while the valve remains in its sterile
package.

4. Remove valve from the sterile package and connect the valve to the
manometer/syringe assembly.

5. Adjust the stopcock to connect the syringe to the valve assembly:

HInpuneso#t PnuneTp HE CAEAYET HCNOML3OBATH NMOBTOPHO NPH KAXIOM
nocieAyIolmeM 3anoaHeHuH mnpuua. Ilocie 3anoMHeHns DIIPALA YAATHTES
H3 Hero GuALTp.

2. CoeMHATE MAHOMETP, 3aNIOPHEE KpaH, IMIPHL # TPYOKY, KaK IIOKa3aHO
Ha pHCYHKe Janee:

3. IlposenuTe KOppeXIUMIO HACTPONKH KianaHa Ha 1, oCTaBMB KilanaH B
CTepunbLHOH ynaKoBke.

4. BunbTe KNanaH M3 CTEPHIbHON YIAKOBKH, H NOJKMOYHTE KIANAH K
co0paHHOMY KOMIDIEKCY MAHOMCTPa H IIIPHLA.

5. Hoeprute 3anopHE kpaH, 4T065 COSAMHKTS WNMPUN C KIANAHOM, Kak
NIOKA3aHO Jiance:

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

57




ENGLISH
Valve

6. Position the valve vertically with the outlet pointed downward.

7. Using the syringe, gently flush saline through the system while gently
pressing the reservoir to purge air bubbles from the valve assembly. Once
fluid begins flowing through the valve mechanism, the outlet of the valve
can be pointed upward to further assist in evacuating air from the system.
Note: An excessive flow rate (>0.75 mL/min) activates the
SIPHONGUARD Device and creates the impression that the valve is
distally occluded. In reality, flow is being diverted to the high resistance
secondary pathway.

8. Attach a distal catheter to the valve and gently flush saline through the
system to ensure that the catheter is purged of air.

9, The device is now ready for SIPHONGUARD Device Test Procedure or
Manometer Testing.

Note: All valves are susceptible to damage due to excessive flow rate
during testing. Take extreme care when flushing a valve as damage can
occur when excessive flow rates are used, It is recommended to use a flow
rate of no greater than 0.5 mL/min.

PWN S N

Pac.  Ksanan
6. Pacrionoxkure KnanaH BEpTHKANBHO, TaK, YTOOM BRIBOXHOH KOHEN ObLI
HAIPAB/CH BHU3.
7. C noOMOmBI0 IMpHIA OCTOPOXHO TpoMoiTe (HIHONOrHIECKIM
PacTBOPOM CHCTEMY, OLHOBPEMEHHO OCTOPOKHO HAAABIHBAK Ha pe3epByap,
4To6R YAANHTL My3HIphKH BO3AYXA H3 YCTpolicTea knanaHa. Ilocne Toro,
KaK KAOKOCTh HAYHET Te9h Ycpe3 MCXAaHM3M KIANAHA, BRIBOAHOH KOHel
KJIaNaHa MOXKHO HanpaBuTh BBEPX, YTOOB 00AEriuTE BLIBOA BO3AYXa M3
CHCTEMEI.
TpeMeuanne, H3burouras ckopocTs noroka (>0,75 Ma/MMH) aKTMBHpYeT
ycrpodicreo  SIPHONGUARD u cospact BnevarneHne AUCTANBHOH
OKIUTIO33H KianaHa. B aeficrenTensHocTi ke noTox SyAeT HampassieH 0o
BTOPHYHOMY ITYTH C BHICOKHM COTIPOTHBIICHHEM,
8. IloacoemuyTe IUCTANbHBIH KATETEP K KAaNaHy H OCTOPOKHO MpoMoiiTe
cHcTeMy (H3HONIOTHIECKHM PAcTBOPOM, YTOOH YOSAMTLCA, YTO B KaTeTepe
HE OCTaJIOCh BO3IyXa.
9. Teneps ycrpoiicrso roroso ans IIpoueAyps TeCTHpOBaHNA YCTpoficTBa
SIPHONGUARD unu TecTHpOBaHUA ¢ NOMOMIBIO MAHOMETpA.
IIpuMedanne. Bee xiranaHe! YyBCTBHTENBHEI K NOBPEKACHHIO B PE3YNLTATE
qpe3MEpHO CKOPOCTH MOTOKa BO Bpema TectHpoBanns. Cobmopaiire
0co0yI0 OCTOPOXHOCTE NPH IPOMKIBAHWM KIANAHA, NOCKONLKY IPH

J
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HCTIONb30BAHHU YPE3MCPHHX CKOPOCTEH FOTOKA €r0 MOXKHO TIOBPEIHTD.
PexoMenayeTcS NPHMEHATL CKOPOCTH IOTOKA He Gonee 0,5 Ma/MuH.

SIPHONGUARD Device Test Procedure

IIponeaypa Tecriponanug yerpoiictsa SIPHONGUARD.

Note: This procedure applies only to valves with an integrated
SIPHONGUARD Device.

Note: Perform this procedure immediately after completing the flushing
procedure. This procedure is designed to provide visual confirmation of
proper functioning of the SIPHONGUARD Device.

1. Use a full syringe of saline solution attached to the 4-way stopcock to fill
the manometer to the top.

2. Turn the stopcock to connect the manometer to the valve and
SIPHONGUARD Device, as provided below:

3. Bring the end of the distal catheter level with the fluid level in the
manometer:

IpuMeaanre. JlaHHad NpOUEAYpa HOPMMCHHMAa TONBKO K KIANAHAM C
AHTCTpHPOBaHHKM ycTpoiicTeoM SIPHONGUARD.

[Tpameqanme. IIpoBoaune AaHAYI0 IPONSAYPY CPa3y XKe NOCIC 3aBEPIICHAA
NpoLEAYPH MPOMBIBAHHA.

IIponexypa  npeaHasHayeHa  gId  oDeclNedeHHs  BM3YaILHOIO
MOATBEPXACHUS  HAIeXKamero  (QYHKUMOHHPOBAHHA  YCTPOHCTBA
SIPHONGUARD.

1. Yrobsi HOREpXy 3aOMHMTL MAHOMETpP, MCTIONMB3YHTE MONHBIA MITIPHIL
$HIAONOrHYESCKOr0 PAcTBOpa, MPUKPESIVICHHHH K 4-XOA0BOMY 32IIOPHOMY
KpaHy.

2. [TopepHATE 3aNOPHKIH KPaH, ITOOB COCAHHUTL MAHOMETP € KIANAHOM H
ycrpoiicteoM SIPHONGUARD, kak yxaszano aanee:

3. [TogEMMATE KOHEW AHCTAILHOTO KATCTEPa BPOBEHE C YPOBECM KHAIKOCTH
B MaHOMETpE, KAK YKa3aHO flanee:
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Note: The device must lic on a sterile surface and remain undisturbed for
the duration of the test.

4. Hold the distal end of the catheter adjacent to the manometer and slowly
lower the end of the catheter until the fluid level in the manometer begins
to drop.

5. Continue to lower the end of the catheter at a rate that exceeds the drop
rate of the fluid level in the manometer. As you do so, you will note a
corresponding increase in the rate of descent of the fluid level in the
manometer.

6. A point will be reached where the rate of descent of the fluid level in the
manometer dramatically decreases but does NOT stop. This is the point at
which the SIPHONGUARD Device primary pathway closes, and flow
diverts to the higher resistance secondary pathway. This confirms proper
functioning of the SIPHONGUARD Device.

7. Repeat Steps 3 through 6 as necessary to reconfirm SIPHONGUARD
Device function.

IIpumeuanue. Bo BpeMs TeCTHpOBaHMSA YCTPOHCTBO AC/DKHO JIEXaTh HA
CTEPHIBHOH NOBEPXHOCTH K HE CABATATHCA C MECTA.
4. VYpepxuBan AMCTATLHLIN KOHEN KaTeTepa PANOM € MAHOMETPOM,
MEUICHHO onycKaliTe KoHen KaTeTepa 0 TEX NOp, MOKa YPOBCHE JKUAKOCTH
B MaHOMETPE HE HAYHET ONYCKATHCA.
5. IlponomxaiiTe onyckars KOHEN KaTeTepa CO CKOPOCTHIO, MPEBHIMAIONICH
CKOPOCTh CHIIKECHHA YPOBHS XKHAKOCTH B MaHoMeTpe. [1o Mepe Toro, kak Bu
Oyaere 310 AeAaTh, BH 3aMETHTE COCTBETCTBYIOMICE YBSIIMICHHE CKOPOCTH
CHIDKCHHA YPOBHA XMAKOCTH B MAHOMETpE.
6. byaer nocTHrHYTa TOUKa, ITOC/IEe KOTOPOH CKOPOCTb CHIDKCHMA YPOBHA
EKHIKOCTH B MAHOMETPEC pE3KO CHM3MTCA, HO caMo cHmxeHue HE
B 3ror MOMEHT TNaBHEI NpoTOK  YCTpoifcTa
SIPHONGUARD 3akpeiBaeTcA, B JBIKEHHE XXHIAKOCTH HA9HHAeT
TIPOMCXOAMTL IO BTOPHYHOMY NYTH ¢ BBICOKMM CONMPOTHRICHHEM. JTO
NMOATREPRIACT HaJnexainee YHKUMOHHPOBAHHE ycTpoficTsa
SIPHONGUARD.
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7. Tlpn weoGxommmocTH nosTOopHTe AckcrBas 3-6, wrofm eme pas
yoeautnea B pynkumonuposanuu yerpoiictsa SIPHONGUARD.

Masnometer Testing

TOC'I'IIPOB’IIIB € NOMOIIILI0 MAROMETPA,

Note: Performing a manometer test is not recommended as this test is
susceptible to environmental factors and yields a result that is not
physiologic in nature and for which manufacturers do not specify

performance ranges.

ipment nired (use all sterile eguipmen orm_testin der
sterile conditions):
e One sterile manometer, wide-bore (e.g. 3.5 mm), graduated in mm
(available in lengths from 38 to 60 cm)
One sterile 4-way stopcock
One sterile syringe, 10mL minimum is recommended
One sterile syringe filter, 5 pm
Sterile tubing adapters
Sterile silicone tubing
One sterile male luer connector with 1/16 in. (1.6 mm) barb
Sterile saline solution
Sterile fluid reservoir or water bath

Equipment Setup:

1. Fill syringe with sterile saline using the 5 um syringe filter.

The syringe filter should not be reused in any subsequent refilling of the
syringe. Once the syringe has been filled, remove the filter from the
syringe.

2. Assemble manometer, stopcock, syringe, and tubing:

Ipumeuanne. IlpoBeneHHe TecTa ¢ MAHOMETPOM HE PEKOMEHOYeTCH,
OOCKONBKY 3TOT TeCT BOCHPHMMYHB K BO3ACHCTBHIO (akTOPOB
OKpPYXAIOLIEA Cpelill ¥ AaeT pe3ylbTaT, KOTOPhEIH IO CBOEH NMpHpORE He
¢H3MonorMueH, M NS KOTOPOr0 MPOH3BOAMTENb HE YKAa3al AHANA30H
IKCIUTYaTaOHOHHEIX XapaKTepHCTHK.

e Opun c'repmuuii uanoue'rp c mnpomm rrpocse'rou (Hanpauep,
3,5 MM), rpanyrpoBaHHbiil B MM (R0CTYIEH JnMHO# o1 38 10 60 cM);

Opnun crepunbibiil 4-X0R0BbI 3aMOPHBIH KpaH;

OnuH cTepuiIBHSIH IMpHL, peKOMEHAYeTCA 00beM He Menee 10 mu;
Onun crepuIbHLI MINPHIEBOHA QUIETD, 5 MKM;

Crepunsasie aganteps Tpybok;

CrepunsHiie CHTHKOHORBHE TPYOKH;

OnnH cTepAILHEH pashem JI03pa BCTABHONO THNIA ¢ HAKOHETHAKOM
1/16 moiima (1,6 Mm);

CrepunbHbiit pu3Honorudeckuil pacTsop;

CrepunLuLIH pe3epByap € KUAKOCTHIO HIM BaHHOYKA ¢ BOOH

Ycranoska BaHUS:

1. 3anmonsuTe WMNpHI CTEPHABHHM (H3UONOTMUECKHM pPacTBOPOM C
NIOMOIIBIO LINPHIEBOTO GUIBTPA 5 MKM.

Illxpuuesoi ¢uAbTp He clERyeT MCHONB30BATH MOBTOPHO MPH KAXAOM
MOCTICAYIOIHEM 3aNOIHCHAN WNpana. [Jocie 3ano/MmeHns MNpHLA YAAIHTS
H3 HeTo QUIBTP.

2. CoenuAdTe MAHOMETD, 3aNOPHBIH KpaH, INNpHI ¥ TPYOKY, KaK yKa3aHo
aasee:
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ENGLISH

Manometer To Valve Puc. Noacocsnuenne MANGMETDA K KRAGANY .

A. Manometer 3. IToMecTuTe KOHEN TPYOKH, BEAYIICH OT 338IIOPHOTO KPaHa, B BAHHOMKY €
somoii. PacnonoxuTte TpyOKy Tak, YTO0H ¢ KoHel He KOHTaKTHpOBan €O

3. Place the end of the tubing leading from the stopcock into the water bath, | CTCHKaM# BAHROYKH.
4. CxoppekTHpYHTe BHCOTY MaHOMETPa TakK, YTOOHN HyNeBas OTMCTKAa Ha

Position the tubing so that the end does not come into contact with the sides
MaHOMETPS M YPOBEHE AXHIKOCTH B BAHHOYKS C BOJOH HAXOMMIHCE HA

of the bath.
4. Adjust the manometer height so that the zero level of the manometer and | OAHOM H TOM XK€ YPOBHE, Kak YKa3aHO Ha PHCYHKE Jialce:

the fluid level in the water bath are at the same level:

62
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ENGLISH
Manometer Zero Level

5. lMoBepHWTE 3anopHbIA KpaH, YTO0Obl COEAMHUTL LUNPUL, C TPYOKOW B
5. Adjust the stopcock to connect the syringe to the tubing in the water bath:  gaHHouke ¢ Bogoi:

WA - | Aa—
Puc. Bannowxa ¢ banoit
ENGLISH . . .
Valve 6. C MOMOLLBIO LUMPMLA NMPOMOMATE 3amnopHbIA KpaH 1 TPYOKY CTepubHOM

XNAKOCTHIO, YTOObI BbITECHWUTb U3 CUCTEMbI BO3AyX.

63
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6. Using the syringe, flush the stopcock and tubing with sterile fluid to

purge the system of air.
7. Tumn the stopcock to connect the fluid pathway from the syringe to the
manometer:

8. Using the syringe, fill the manometer to a minimum of 10 cm H20.

Zeroing the Manometer:
1. After filling the manometer, turn the stopcock to connect the manometer

with the bath:

2. AHow the water column in the manometer to fall. The water column

7. MNosepHuTe 3anopHBid Kpan, uTOOB COCAMHUT: NYTHL CHCNOBAHHA
XHAKOCTH OT IINPHIA K MAHOMETPY:

8. C nomolpio MIMpHIta 3aNIONHATE ManOMETp MHEMMYM no 10 eM H20.

uerpa MOBCPHUTE 3aNOPHBIA KpaH, YTOOH

CTAHOBKA M3H
1. ITocne zamo

CHHA
COCAUHUTH MAHOMETP C BAHHOYKOM, KK YKa32HO HA PHCYHKE AQnece.

2. Haitre omyctThes cTon0y Boabi B MaHoMeTpe. CTo10 BOAN B MAHOMETpE
AOIDKEH OCTAHOBUTHCA HA YPOBHE HOMIA MRHOMETPA.

should stop at the zero level of the manometer:
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3. If necessary, adjust the height of the manometer to bring the water level
in the manometer to the same level as the fluid in the water bath.

1. Adjust the valve to desired setting while the valve remains in its sterile
package.

2. Remove valve from the sterile package and connect the valve to the
manometer/syringe assembly using the tubing placed in the water bath.

3. Adjust the stopcock to connect the syringe to the valve assembly.

4. Position the valve vertically with the outlet pointed downward.

5. Using the syringe, gently flush saline through the system while gently
pressing the reservoir to purge air bubbles from the valve assembly. Once
fluid begins flowing through the valve mechanism, the outlet of the valve
can be pointed upward to further assist in evacuating air from the system.
Note: An excessive flow rate (>0.75 ml/min) activates the
SIPHONGUARD Device and creates the impression that the valve is
distally occluded. In reality, flow is being diverted to the high resistance
secondary pathway.

6. Once all air has been removed from the valve, submerge the valve
completely in the water bath. For valves with a distal catheter, submerge
the end of the catheter in the water bath to obtain accurate results.

ML |\

3. IIpy HeoOXOQUMOCTH HM3MEHHTE BHICOTY PacIONOXKCHHA MAaHOMETPA,
uTOOK! NMPUBECTH YPOBEHD BOABE B MAHOMETPE K TOMY X€ YPOBHIO, 4TO H
YPOBEHb KUJIKOCTH B BAHHOYKE C BOAOS.

Ipouenypa recruponayus:

1. Vcranoeure HeoOxomuMyio HRaCTpOliKy KnamaHa, OCTaBHB €ro B
CTEPUITHHOH YTIAKOBKE.

2, BrinbTe Knanan 13 CTCPUILHON YNIAKOBKH H NOAKIIOYATE K COOpaHHOMYy
KOMIUTEKCY MaHOMETpa W INMpHUa, MCTIONb3ys TpyOKy, momemieHHYIO B
BaHHOYKY C BOZOH.

3. MosepuuTe 3anOpHLI KPaH, YTOOK COSMHMTE MINPHIL C KIANAHOM.

4. PacTIONOXHTE KIANaH BEPTHKAIBHO, TAK, 4TOOH BHIBOJHON KOHEL OnLI
HANpPaB/CH BHH3.

5. C noMommi0 MNpAUR OCTOPOXKHO HPOMOHTE (HIHOIOTHISCKHM
PacTBOpOM CHCTEMY, OFHOBPEMEHHO OCTOPOXKHO HaJlaBNuBad Ha pe3epayap,
qro0bl YRANWTs My3SIPEKH BO3AYXa H3 YCTpoicTBa Kianana. [Tocne Toro,
KAaK KHIKOCTb HAYHET TCYh UCPe3 MCXaHW3M KIANaHA, BHBOAROH KOHCN
K/IanaHa MOXHO HalpaBHTL BBEPX, YTOOHI OONEIMTH BHIBOA BO3AYXA H3
CHCTEMBI.

Ipumeuanue. H36nTounan ckopoctb motoka (>0,79 Mi/MIH) aKTHBHpYeT
yerpoiicteo  SIPHONGUARD u  co3facT BhevaT/cHHE AWCTANBHOM
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Confirm that there are no bubbles attached to the end of the distal catheter
and that the water bath does not obstruct the end of the catheter.

7. Adjust the stopcock to connect the syringe to the manometer and refill
the manometer to a height equal to the operating pressure of the next
highest setting above the valve seiting being tested, or to 60 cm H20 if one
is testing Setting 8.

8. Tum the stopcock to connect the manometer to the valve (Figure A-7
above).

9. The water column in the manometer will start to fall. Allow the water
column to drop for 2 minutes and then read the resultant pressure.

Note: For valves with distal catheter and/or SIPHONGUARD Device, an
extended test time is recommended in order to compensate for the
possibility of a decreased flow rate due to the additional catheter resistance
and/or SIPHONGUARD Device activation. Allow the water column to
drop for 4 minutes and then read the resultant pressure.

Test Results:
The resultant closing pressure may be compared to the table below.

Note: Variations in the manometer closing pressure test results are possible
based upon the test conditions and the test method utilized.

OKKITIO3MH Kianana. B aeiicTBHTENbHOCTH Xe NMOTOK OyAeT HampasieH 1o
BTOPHYHOMY ITYTH C BHICOKMM CONMPOTHBICHUEM.

6. Korna u3 xnanaHa Oyaer yaaneH Bech BO3AYX, NMONHOCTHIO MOTPY3IUTE
KJalaH B BAHHOYKY C BOJIOH.

IIpn Hcnonb3oBaHHH KITANIAHOB ¢ JUCTANBHLIM KATETEPOM VI NMOTYNCHAA
TOYHBIX PE3YALTATOB MNOTPYXaiTe B BAHHOYKY C BOAOH KOHEL[ KaTeTepa.
Y0eaurech, 4T0 HA KOBIC AMCTANBHOIO KATETEPa HET NMy3HIPLKOB, H YTO
CTCHKA BAHHOYKH ¢ BOROH He NEPEeKPHBaeT KOHENl KaTeTepa.

7. IloBepHuTe 3aNOpHEIA KpaH, YTOOH COSIMHHTS LINPHI] ¢ MAHOMETPOM H
MOBTOPHO 3aMOMHKTE MAHOMETP A0 BHICOTH, COOTBETCTBYIOWIEH pabouemy
JAaBIICHHIO Cleaylomell MaKCHMANbHON HACTpOHKH MOCHe TeCTHpPYEMOH
HacTpoiiku Ki1anana, wim 10 60 cM H20 npu recruposannn HacTpoiiku 8.
8. IloBepnnTe 3anopHHii KpaH, TTO0L COCAHHHUTL MAHOMETD C K/IANaHOM.
9. Cronbux BoAK B MaHOMETpE HaYHET ONTycKaThed. Jakte cronbuxy soast
ONMYCKaThCA B TCUCHHC 2 MHHYT, 4 3aTeM NPOSWTANTE NONYYCHHOS
AABJIEHHE.

IIpumevanue. /ing KnanaHoB ¢ AUCTANLHEIM KATETEPOM W/HIH YCTPOHCTBOM
SIPHONGUARD pekoMcHAyCTCS TIPOJJHTH BPEMA Tecra, 9TOON
CKOMIICHCHPOBATD BO3MOXKHOE CHHM(EHHE CKOPOCTH IOTOKAa K3-33
JONIOMHUTENLHOTO COTPOTHBIIEHHA KATCTEPA W/HIIH aKTHBAIMY YCTPOHCTRa
SIPHONGUARD. Jlaiite cron0nxy BOAB ONYCKaThCA B TEHCHHE 4 MHHYT,
a 3aTeM NPOYHTANHTE NONYUEHHOS AaBJIeHNe.

PegyneTaThl TecTa:

PesynsTHpyloliee naBneune 3aKpHTHA MOXKHO CPABHATh CO 3HAYCHMAMY B
caeayiomei Tabmuue.

[Ipumedanune. Bo3MOXHE BapRammM pe3y/NbTaTOB B TeCTE ONpEACNICHHA
DABACHHA 3AKPHITHMA MAHOMETPA M3-338 YCIOBHA IIPOBENEHHA TeCTa H
HCNOJE30BAHHOIO METOa IPOBENCHHA TECTA.

Valve Setting

HacTpoiiks KjIanana.

Minimum Closing Pressure (mm H20) provided in Table below:

MuunManeHoe AaneHne 3akpitia (MM H20) yxaszano B Tabmuue ganee:
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Minimum Closing Pressure

{mmH,0)
0 mmH,0
0 mmH.0

30 mmH,0

§5 mmH,;0

80 mmH.0

105 somH,0

140 mmHK,0

300 mmK,0

§
:

RN~

Hacrpoiixa | Munumaasnoe AanjieHRe 3JAKDLIVNR
Kaanana (vm H,0)
i 0 mn HO
2 0 mm H,0
3 30 mn H:O
4 35 un H:O
5 80 mm H-O
6 105 wa H.O
7 140 v H;0
8 300 um H.O

Confirming the Current Valve Setting / IloarBepiaenue TeKyliel BACTPOHKE KJIanaHA.

The setting of an implanted valve can be determined by using the
CODMAN CERTAS Tool Kit, and following SECTION: Post-
Implantation Adjustment Procedure, Steps 1 through 6.

An alternate method is to x-ray the valve. A proper x-ray is generated when
the film is shot perpendicular to the plane of the valve with the non-
implanted side of the patient’s head resting on the plate. The film must be
taken in relation to the valve and not the patient’s anatomy. See for x-ray
views of the valve at each setting:

Hactpolixy HMILTAHTHPOBSHHOTO KJIaNaHa MOXHO OTPEAEIHTS ¢ IOMOILBIO
nporpammaTopa CODMAN CERTAS (cM. paszen «[Iponexypa koppeKimy
MOCIE HMIUIAHTAIHKY, AcHCTBHA 1-6).

ANbTepHaTHBHEIE  MeTox pentresorpadua  knamana. Tounas
PEHTTCHOrPaMMa TIOJIYIAeTCS, KOTa PCHTTCROBCKIH CHHMOK BHITIO/THACTCA
NEPNEHANKYNIPHO K NAOCKOCTH KJamaHa, a CTOPOHa TonoBH 6es
HMIUIAHTATa IOKOUTCS R IUIACTHRKE. PEHTTeHOBCKAH CHUMOK HEOOXOMMO
BHITIOJIHATE B 33aBHCHMOCTH OT PacTiONOXCHHA KIalaHa, a HE OT aHATOMMH
nanycHTa. PCHTTCHOBCKHE M300paxeHas KIANAHA B KaOXOH M3 HACTPOEK
CM. Ha PHCYHKE JaNee:
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CuuTtbiBaHve HaCTpOI7IKVI KnarnaHa ¢ noMoLUbo yCTpOVICTBa Pen n eHOHCKOro

nasioxenuma

ENGLISH
A. FVoximal connector
B. RED Centerline

of valve
C. Right hand side

(RHS) marker
D. RHS nwRer red line .

(contains RHS dot) Puc. A. MNpokcumanbHbIi pasbem, B. KpacHa» ueHTpasibHasdA nuHuA knanaHa, C. OTmeTka B
E. Rotating npasoii yactu. O. KpacHas .LUHHA OTMEeTKM B npasoili yacTu (BK.'{to4aeT Touk>' B nNpasoli yacTtn). E.

BpalwatolwasacH KOHCTpyKuus, F. MarHuT c TaHTa<lOBbIN LApMKOM (MHAWKATOP HacTpolikm), G.

construct (RC)

F. Magnet witti tantaium
ball (setting indicator)

G. Dist™ connector

[uncTanbHbIl pasbem

[Mpn NPoOCMOTPE PEHTIEHOBCKOr0 CHUMKA W 3KpaHa AN NOATBEPXAEHNS
When viewing the x-ray film or screen to confirm the valve setting, use the HacTpOIiKW KnarnaHa UCrosb3ynTe YCTPONCTBO PEHTIEHOBCKOMO HaMIOXKEHWS

X-Ray Overlay Tool (See SECTION: Reading the Valve Setting with the (cM. «CuuTbiBaHME HaCTPOMKM K/araHa C MOMOLLBIO  YCTPOMCTBA
X-Ray Overlay Tool, Steps 1-5). PEHTFEHOBCKOIO Ha/IOXKeHWs», AeicTBUS 1-5).

Note: Position the X-Ray Overlay Tool flush against the x-ray image.
68
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1. Align RED centerline of valve on overlay with the centerline of the valve
x-ray under review. This can be accomplished by aligning the proximal and
distal connectors of the x-ray image with those on the overlay.

2. Ensure that the numbers on the overlay that depict the performance
settings are properly oriented for viewing. In this orientation the right-hand
side (RHS) marker red line extends to the right of the RED centerline. This
ensures proper overlay orientation.

3. Align rotating construct (RC) center dot on overlay with the center of the
RC of the x-ray image.

4, Ensure RHS marker red line containing red dot is aligned with the RHS
marker of the x-ray image (if present).

S. The valve setting is determined by identifying the region of the overlay
that contains the majority of the image of the magnet that has the tantalum
ball adjacent to it.

IIpumeuanne. PacnoloXuTe MOTOK OT HMHCTPYMEHTA PEHTTEHOBCKOTO
HaJOXKEHHA HaPOTHB PEHITEHOBCKOTO M300pakeHus.

1. Bruposasitre KPACHVYIO ueHTpanbHyi0 JHHHIO KNADAHA HA BepXHeM
CHOE H OEHTPANTBHYIO JTHHHIO PaCCMATPABAEMOH PEHTTEHOIPAMME] KJIallaHa,
3T0 MOXHO BHNONHHTL NYTEM COBMCHICHHA NpPOKCHMATHHOTO H
AWCTAMbHOFO Pa3beMOB PCHTTEROBCKOTO H300pakeHHA U 3THX PasheMOoB Ha
BEPXHEM CIIOE.

2. YOemurech, YTO YHCIA HA BEPXHEM CJIOE, KOTOpHIH oToOpakaer
(YHKHHOHATEHBIE HACTPOHKH, PABHIEHO OPHEHTHPOBAHH IS IPOCMOTPA.
B Taxoii opueRTaIMH KpacHaA JIAHHE OTMETKY B MPABOH TaCTH JOXOIAT A0
npasoit cropoast KPACHOM nentpambmoit mmms. 310 obecneunBaer
NPaBUILHYIO OPUCHTALMIO BEPXHETO CHIOA.

3. BripoBHaiTe NUEHTPankHYI0 TOYKY BpAINAIOMEHCE KOHCTPYKUHH Ha
BCPXHEM CNIOE C LEHTPOM Bpamjaromeficd KOHCTPYKIMH PESHTTEHOBCKOFO
H300paxeHns.

4. Y6egurech, 9TO KpacHas IHHUA OTMETKH B NMpaBoit 1acTH, BKINIOYAlOman
KPacHY10 TOYKY, BLIPOBHCHA C OTMETKOH B paBoii YaCTH PEHTTEHOBCKOTO
u306paxenus (Dpy HAMHIHM).

5. HacTpoiika xianaHa onpefensercs YCTaHOBNCHHEM 00macTH BepxHero
cnod, KoTopast comepxur OGonpurylo 9acTh u3o0pameHus Marmura €
TAHTANOBHIM MIAPHKOM PANIOM C HHM.

Troubleshooting / YcTpanenne HemoaaaoK.

If valve function is adversely affected by accumulations of biological
matter, it might be possible to dislodge the material and restore proper
function through one of the following methods:

* flushing and/or pressing the valve (only for those valves without the
SIPHONGUARD feature)

* multiple attempts to adjust the setting

If there is difficulty in indicating and/or adjusting the valve setting:

* To optimize Indicator Tool performance, ensure that the patient is
positioned so that the valve is horizontal and the tool kit components are
used horizontally.

Ecmm ¢yHxms xnanmasa yXymmMnach BCICACTBHE — HaKOIUICHHN
OHOMOTHMECKHX BEMIECTB, MOXKHO YAAIUTE 3TH OTIIOXKEHNAS K BOCCTAHOBUTH
NPaBHIbLHYIO paboTy KNanaHa ¢ NOMOIIBI0 OAHOTO H3 CICAYIOMMX METOHOB:
* NPOMBIBaHHE K/UIH HAZABAMBAHKME HA KNAanaH (TONbKO AN KnanaHos (e3
ycrpoiicrsa SIPHONGUARD),

* IOBTOPHbIC MONLITKY KOPPEKIMH HACTPOEK.

Ecim BO3HMEAIOT 3aTPYAHEHMA NPH HHIAMKAUMH W/HIM KOPPEKUHH
HacTpOHKH KIamaHa:

* JIna onTHMM3aldM paboTH HWHZMKATOPHOTO YCTpo#HcTBa ybemmrech B
PacmoNOXKCHUH _MAHEHTA TakWM 00pa3oM, YTO KJamaH HaXOAWTCA
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« Use fluoroscopy or x-ray to locate the position and orientation of the valve
mechanism for adjustment and/or to determine the performance setting of
the valve. A fiducial mark may be helpful for this technique.

It may be challenging to get the correct position of the Locator Tool above
the implanted valve. Consider using the Low Profile Locator Tool.

» Palpate to feel for the hard valve mechanism and make sure the black lines
on the Low Profile Locator Tool are aligned with the center of the valve
mechanism.

+ Mark the patient’s skin in the center of the valve mechanism between the
two black lines. Also mark the location of the valve barbs/catheters on the

proximal and distal ends, as provided below:

A. Proximal Inlet
Connector Barh/
Catheter

B. Center of Hard Valve
Machanism

C. Diatal Outiet Connector
Barb/Cathetar

This will facilitate the proper position and orientation of either Locator
Tool above the implanted valve.

» Make sure the black lines on the Locator Tool line up with the mark for
the center of the valve mechanism and that the direction of flow arrow is

TOPM3OHTANLHO, M KOMIOHEHTH NpOTPaMMaTOpa MCNONB3YIOTCA B
TOPH3OHTANBHOHA INIOCKOCTH.

* Ucnons3yiiTe $ni00pockoniio MNH PEHTTEH /A ONpeAeNSHIA NONOKEHU
H OPMEHTAUMH KIANIAHHONO MEXAHW3MA, KOTOphie¢ HeoOGxoauMLI, 9TOOH
OTKOPPCKTHPOBATh W/HIM ONpefcNHTh (YHKOHOHANBHYIO HACTPOHKY
knanasa. J{ns scONHEHUs 270# TEXHHKM MONE3HO HCMONB3IOBATH OTMETKH
COBMEIICHHUA.

Onpenenetine NPaBWILHOTO NONOXEHHS NOLMPYIONIEro yCTpolcTBa Haj
HMIUIZHTAPOBAHRBIM  K/TAAHOM  MOXKET  BH3BATh  3aTPYAHCHMA.

Hcnoneayifre An3konpoduibHoe TOUHMPYIONee YCTPOHCTBO.

* Ilyrem nanmbnaumu Haliyare DOOTHRIA KHANAHHBIA MeXaHM3M H
COBMECTHTE 4epHbie NHHHH HA HHM3KONPOQHIBHOM JOUUPYIOIEM
ycTpolicTBe ¢ IeHTPOM KIANaHHOTO MEXaHH3MA.

* TTocraBbTe OTMETKY Ba KOXKE IALMCHTA B LICHTPE KNaNaHHOTO MEXaHH3Ma
MEXAY ABYMA YCPHLIMH JHHWAMH. OTMETETE TalOKe PACHONOKEHHE
HAaKOHEYHUKOB/KATETEPOR KNANaHA HA NPOKCHMANLHOM H JHCTATLHOM
KOHIIAX, KAK YKA3aHO HA PUCYHKE Janee:

Puc. Hunrawcuposamenil «asnan 663 w ¢ yerpolicrsom  SIPHONGUARD, A

HAKoueuNc/ATeTeP  WPOMCEMALNHON0 NpReMore pazeens, B. Uewtp mastworo wasaauwore
Mexannmis, C. Haxoneniex/RETeTep MICTAALIRONS SLIBVERHOCO POMENS

910 obecneMHT MpaBHNbEOC NOIOKCHHE M OpHeRTamuio moboro
JOUMPYIOMETO YCTPOHCTB2 Hall MMILIAHTHPOBAHHEIM K/IaNaHOM.

* Y6enurech, 9T0 YepHBIE THHMH Ha TOMUPYIOMEM YCTPOHCTEE BHPOBHERE
¢ OTMETKOH AN LCHIPAa KIANAHHOTO MCEXaHH3MA, H 9YIO CTpelKa
HaNpaBIeHHA NOTOKa COBIIANAET c OTMETKAMH ana
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aligned with the marks for the proximal and distal barbs/catheters. If these
remedial steps fail to rectify the problem, replace the valve.

HAKOHEYHHKOB/KATCTEPOB MPOKCHMANLHOTO M THCTAABHOTO KOHUOB. Ecin
ITH ACHCTBHA HE pa3pelaloT npobneMy, 3aMeHHTE KIIanaH.

Requirements for medical device maintenance and repair / TpeGoBamus k TeXAHIeCKOMY 00CTYKHBAHHIO H PEMOHTY
MEeAHIHHCKOT0 HIACTHS

Disposable sterile products cannot be repaired.

The CODMAN CERTAS Tool Kit cannot be repaired. Contact your local
manufacturer representative for replacement of the CODMAN CERTAS
Tool Kit.

Onropasosrie CTEPHILHBIE H3NCIAR HE NONIEKAT PEMOHTY.
TIIporpammarop CODMAN CERTAS se noanexur pemoHTy. Jins 3aMeHH
nporpammaropa CODMAN CERTAS ofparurech K yIORHOMOYCHHOMY
NPSACTABATENI0 KOMIIAHAN — NponspoanTens B PO,

Cleaning and sterilization / Quncrka B cTepHIR3ANNE.

Valves:

The valves are supplied sterile. Valves are intended for single use only and
must not be re-sterilized.

The product is considered sterile if it is not unpacked or damaged. The
CODMAN CERTAS Plus valve is steam sterilized (damp heat) at a low
pressure of 0.1 MPa and a temperature of 121°C for 900 seconds, then dried
at 0.06 MPa for 300 seconds. Degree of sterility SAL 10®,

Disposable valves are not intended to be modified in any way, including
disassembly, washing or re-sterilization, after use on a single patient. At
present, there is no way to eliminate some possible contaminants, such as
contamination with the causative agent of Creutzfeldt-Jakob disease. Reuse
may also compromise device performance and may result in unpredictable
threats or loss of functionality.

Knamansi:

KianaHe nOCTaBIAIOTCA CTepuabHuMH. M3nenus B cocrase xiamaHoB
Npe/HA3HAYEHB! TONBKO A/18 OAHOPA3OBONO NMPHUMEHEHHA, HE NMOABEPraTh
MOBTOPHOH CTEPHIIH3ALMH.

H3anenue cuMTaeTcs CTEPHUMBHBLIM, ©CIH OHO HE pAacmakoBaHO M He
nospexacHo. Kmanan CODMAN CERTAS Plus crepunmsyerca napoM
(BmaxHoe Tewno) npH HuskoM AasaeHHu 0,1 MIla u Temneparype 121°C B
Teuenue 900 ¢, satem cymmurcs npu 0,06 Mila B Teaenne 300 c. Crenmens
cTepanbroctn SAL 10,

OmHopa3oBue KIANAAK HE NPEAHA3HAYCHH WA KakMX OW To HA 6biO
Moaudukaimit, B TOM uHuclEe pa30OpKH, MBITbS WIH TOBTOPHON
CTEPHIH3ALMH, NOCHE OPHMEHEHAS ANA OJHOro nawpieHTa. B Hacrosmee
BpeMA HE CYIICCTBYST BO3ZMONKHOCTH AN YHHITOXKEHHS HEKOTOPHIX
BO3MOXHHIX 3aTPA3HEHHH, TAKMX KaK 3arpa3HeHse Bo30yaurenem Gomesuu
Kpeiimudemaa-fikoba. TlosTopHOoe HCMONL3OBAHME MOKET TaKKE
HapYIIMTh DJKCIUTYATAIMOHHKE XAPAKTEPUCTHKH YCTPOHCTBA M MOXKET
HPHBECTH K HENPEACKA3YEMBIM YIPO3aM WIH K noTepe QYHKIHOHANLHOCTH,

Programmer:
The programmer is supplied non-sterile and does not require sterilization
prior to use. Disinfection and cleaning instructions are listed below.
¢ After use, wipe the areas of the tools that contact the patient with a
. combination wipe (Quaternary Ammonium/Isopropyl Alcohol).
¢ Follow Steps 1 through 4 below.

Tlporpammarop;

TIporpaMMaTop NOCTABNACTCA HECTEPHILHBIM H He TpebyeT cTepumizatny
nepes ucnons3osanHeM. HHCTpyXIiu N0 Ae3HHDEKIMM M OUHCTKE YKASAHK
aanee.

¢ [Tlocre mcmonmp3oBanuf NMPOTHPAHTE YHACTKU M3ACAMR, KOTOphie
KOHTAaKTHPYIOT € NaUHCHTOM, BIROKHBIMH candeTkaMH ¢
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1 Thoroughly wet the surfaces with a wipe.

2. Keep the surfaces wet for 2 minutes. Use as many wipes as needed to
keep the surfaces wet for the entire 2 minutes.

3. Allow the wetted surfaces to air dry.

4. Inspect the components to ensure that all soil, blood, or debris has been
removed.

If needed, repeat Steps | through 3 and inspect again.

Visually inspect all parts after disinfection to ensure markings remain. Do
not use the Tool Kit components if markings are compromised. Contact
your local manufacturer representative for a replacement kit.

MPOMUTOYHLIM  COCTaBOM

\M30MpOnNMIOBOro CrnvpTa).
* 1519 Ae3vHMEKLMN BbIMOHWTE OMCaHHbIe fanee warn 1-4:

1 TuwaTenbHO YBNKHMTE NOBEPXHOCTM C MOMOLLbHO B/TXKHON CaNPeTKN.

2. TopgepxviBaiiTe MOBEPXHOCTW BMIKHLIMA B TEYEHME [ABYX MMHYT.

Mcnonb3yiite CTONMBKO CaneTok, CKOMbKO MOTPebyeTcs s COXpaHeHWs

NOBEPXHOCTEN BNaXHLIMN B TEUEHWE MOJHBIX ABYX MUHYT.

3. [o3B0/bTE YBNXKHEHHBLIM NOBEPXHOCTAM BbICOXHYTh Ha BO3AYXE.

4. OCMOTPUTE KOMMOHEHTbI, YTOObI YOEeaNTLCA B OTCYTCTBUM 3arpA3HEHNIA,

KPOBW WM MHOPOAHBIX YaCTUL,

[Mpyn HEOOXOAMMOCTI NOBTOPUTE LWark 1-3 1 OCMOTPUTE CHOBA.

[Mocne fe3nHpeKLMY 0OCMOTPUTE BCe AeTan, YTOObl YOeanUTLCA B HA/INUUM

OTMETOK. He 1Cnonb3yiTe KOMMOHEHTLI MPOrpaMmaropa, eciii OTMETKU

HapyLleHbl. [19 3aMeHbl KOMMeKTa 06patutecb K YNOIHOMOYEHHOMY

NpeLCcTaBUTESIO MPON3BOANTENS.

(M3 YETBEPTUYHOI O dMMOHUA

List of international regulatory documents/standards which the medical device complies with / INepeyeHb HaUMoOHa/IbHbIX

Standard
ISO 14971:2019

Description

Medical  Devices-Application
Management to Medical Devices
Neurosurgical implants - Sterile, single-use
hydrocephalus shunts and components
Standard test method for measurement of
magnetically induced displacement force on
medical devices in the magnetic resonance
environment.

Standard test method for measurement of
magnetically induced torque on medical
devices in the magnetic resonance environment
Standard Test Method for Evaluation of MR
Image Artifacts from Passive Implants

of Risk
EN ISO 7197: 2009

ASTM F2052-06el

ASTM F2213-06

ASTM
(2013)

F2119-07
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CraHgapt OnvcaHve
ISO 14971:2019 MeguunHckue  m3genmMa —  NPUMEHEHKe
YNpaBieHUs pUCKamMy K MeAULIMHCKUM U30eNnam
EN ISO 7197: 2009 Heipoxmpypruyeckue MUMNIaHTaThbI.
CrepunbHble,  OfHOpa30Bble  LUYHTbI U
KOMMOHEHTBI, NPYMEHsiEMbIE MPU ruapoLedanim
ASTM F2052-06el ~ CTaHfapTHbIA  METOL — WM3MEpeHUs  ycums

MarHMTHOro CMeLleHna MegULIMHCKNX yCTDOI\/IICTB

B YC/OBUAX MarHUTHO-Pe30HaHCHbIX
BO3MEMCTBUI
ASTM F2213-06 CraHOapTHbIA ~ METOA  W3MEPEHMS  ycunus

MarHWTHOrO BpALLEHNS! MEAVLIMHCKUX YCTPOIACTB
B YCMOBUSIX MarHUTHO-PE30HAHCHbIX
BO3AENCTBYI
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ASTM F2182-09 Standard Test Method for Measurement of | (| ASTM  F2119-07 | CranaapTHeiii Meroa oueakn MR-apredaxros,
Radio Frequency Induced Heating Near ||| (2013) CBA3AHHKMX C MpPHCYTCTRHSM  IT4CCHBHBIX
Passive Implants During Magnetic Resonance HMIUTAHTaTOB
Imaging ASTM F2182-09 CraupapTHhit METOA H3MEpeHUA
ASTM F2503-08 -Standard Practice for Marking Medical PaZrROIaCTOTHOTO HarpeBaHHA B 30HE HACCHBHBIX
Devices and Other Items for Safety in the HMILIAHTaTOB B Nponecce MR-nccrenosanuit
Magnetic Resonance Environment ASTM F2503-08 | Tunopas APAKTHKA NpUMEHCHUA
ASTM F 640-07 Standard Test Methods for Determining PETUCTPHPYIOIIHX MCIMIHHCKAX H3NCHHA H
Radiopacity for Medical Use Apyrue BOTpOCH O€30MacHOCTH B  YCIOBHAX
IEC 62366: 2015 Medical devices MATHHTHO-PE30OHaHCHHIX Bo3felicTRHii
ISO 13485:2016 Medical devices — Quality management | || ASTM F 640-07 CranmapTHeie METOAHN OnpeAceHAs
systems — Requirements for regulatory PEHTTEHOKOHTPACTHOCTH B MEMUWHE
purposes IEC 62366: 2015 MeanuwHCKUe  YCTpOHCTBA - NPHMCHCHHE
EN ISO 11607-1- | Packaging for terminally sterilized medical ATCKBATHAIX KOHCTPYKTHBHBIX pellIeHH i
2009; devices - Part 1: Requirements for maierials, | | | ISO 13485:2016 CucTeMBl YNPaBICHHUA KA9ECTBOM - MEAHIIHHCKHE
I1SO 11607-1-2006 sterile barrier systems and packaging systems yCTpOHCTBA -  CHCTEMHHIC  HOPMATHBHBIC
ASTM F1929: 1998 | Standard Test Method for Detecting Seal Leaks TpefoBaHKs
in Porous Medical Packaging by Dye ||| EN ISO 11607-1- | Ynakopka ani MEAHIMHCKMX YCTPOHCTB roche
Penetration 2009; OKOHYATE/NIBHON  CTepHNM3aLMH: uacTh 1@
ASTM  F88/F88M: | Standard Test Method for Seal Strength of ||| ISO 11607-2-2006 | TpeGoBanma «k  marepmanaM, CHCTeMaM
2021 Flexible Barrier Materials 00ecneacHHR CTCPWIBHOCTH M YIIAKOBOYHBIM
ASTM F 1140-07 Standard Test Methods for Intemal CUCTEMaM.
Pressurization  Failure  Resistance  of 9acTh 2: BAaNHAALUMOHHHE TpeGoBaHMs TIO
Unrestrained Packages NpOGHIBPOBAHHIO, H3ONAIMH ¥ MOHTAXKY
ISO 17665-1-2006 Sterilization of health care products - Moist | || ASTM F1929: 1998 | CraunapTaaiit MerTon ompencneHus AedeKkrop
heat - Part 1: Requirements for the F30IAIMH TIOPHCTOH YNAaKOBKH TIOCPEACTBOM
development, validation and routine control of TECTOB C KPACHTENAMH
a sterilization process for medical devices ASTM F88/F88M: | CrangapTnii MeTOA ONpeAcicHHA NPOTHOCTH
ISO 17665-2-2009 Sterilization of health care products — Moist | | | 2021 M3OMALHH FHOKHX 3AIATHEIX MaTCDHAIOB
heat — Part 2: Guidance on the application of | | | ASTMF 1140-07 | CranpgapTHRe MeTOAM OLEHKH YCTOMUHBOCTH

ISO 17665-1

BHYTpEHHEH onpeccoBxy CBOGOAMBIX YIAKOBOK
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ISO 11737-1: 2018 Sterilization of medical devices —
Microbiological methods — Part 1:
Determination of a  population of

microorganisms on products

ISO 17665-1-2006

Crepunmsanus  MEAMUMHCKHX — M3JSNM# -
BIOKHWA xap - 4acTh 1: TpefoBauma mo
BaMIALKH ¥ TEKYIIEMY KOHTPOIIO polecca
CTEPAITH3ALAR MCAULIHHCKUX YCTPOHCTB.

EN ISO 10993-1: 2018

Biological evaluation of medical devices —
Part 1. Evaluation and testing within a risk
management process

ISO 17665-2-2009

Crepwimsalma  MCAMIMHCKMX  M3ACHHME -
BIakHHH Xap - YacTh 2: pYKOBOACTBO IO
NPHMEHEHHIO CTARAApTa

medical devices

EN 980: 2008 Symbols for use in the labelling of medical | || ISO 11737-1: 2018 | Crepmwmsamas  MeAHIMHCKAX — M3ZEMMA —
devices MHKpOOMONIOTHYSCKHE METOAM ~ 49acTh I:

ISO 15223-1: 2012 Medical devices — Symbols to be used with HACHTHQHKAIMA NOOYNTUA MUKPOOPTAHW3MOB
medical device labels, labelling and HA MOBEPXHOCTH M3ACHUH
information to be supplied — Part 1: General | || EN ISO 10993-1: | Buonornaeckas  3KcneprH3a  MEAHIIMHCKHX
requirements 2018 YCTPOUCTB - 4acTh 1: OlleHKAa H HCIINTAHUS

ISO 14630: 2012 | Non-active surgical implants — General | || EN 980: 2008 Ipaguveckue o0OO3HauCHHA 1A ITHKETOK

(11.2; 11.3) requirements MEJTHIMHCKAX WASITH

EN 1041: 2008 Information supplied by the manufacturer of | | | ISO 15223-1:2012 | MemuuuHcKkue A3IETUA - CHMBOJIH,

HCTIONL3YeMBE IS O(OPMIECHHA JTHKCTOK,

ITMKETHPOBAHKMEC M HMHGOPMALMA, BXOAAmMAA B
KOMILIEKT IOCTABKH

ISO 14630: 2012
(11.2; 11.3)

HeakTHBHBICE XHDYPrHYeCKHe WMINNAHTATHL -
obmme Tpebopanus

EN 1041: 2008

Hagopmanms, mocrarnsemMad M3roTOBHTENEM C
MEAHIMHCKHMH U3eNHAMH

Shelf life/Service life / Cpox rogHoCTH/CPOK HIKCIAYATALHNA.

The shelf life for valves and their components (adapters, catheters) that do
not contain BACTISEAL catheters is 5 years.

The shelf life for valves containing BACTISEAL catheters is 1 year.

The expiration date of the programmer is not limited.

The service life of the valve and its components (adapters, catheters) is 10
years, the valve must be able to be successfully programmed 100 times.
The service life for the programmer is not limited.

For sterile products, the "Use by" date is indicated on the packaging.

Cpox rogsHocTH MpH XPaHEHHH [UIA KNANAHOB H €r0 COCTaBHBIX YacTe
(ananTepoB, karerepoB), He cojaepkanmx Kkarereph. BACTISEAL,
cocTaBnser S jer.

Cpox rogHOCTH JJA KJAMaHOB, COMCPXAIUHX B COCTABE KaTeTEpH
BACTISEAL, cocrasnser | rog.

CpoK rogHoCTH IPOrpaMMaToOpa He OpaHKYEH.

Cpok cayxOn KnamaHa B €ro COCTaBHLIX 9JacTell (ANamTepoB, KaTETEPOB)
cocTagiser 10 ner, KanaH JOMKEH HMETh BO3MOXKHOCTE OBITh YCIEmBO
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sanporpammupoBasHbkiM 100 pas. Cpox cmyx0u Ans nporpaMMaropa He
OTpAHAYCH.
Jnd CTepHABHEIX H3ziennd aara «Hcnonb3osaTh 10» YKa3aHa Ha YIAKOBKE.

Manufacturer’s warranty / 'apanTias NPpOR3BOARTENN.

Manufacturer’s warranty for storage and usage of non-sterile programmer
is one year.

Manufacturer’s warranty for storage and nsage of sterile valves is same as
shelf life (5 years for valves that do not contain BACTISEAL, 1 year for
valves containing BACTISEAL). '
Integra LifeSciences Switzerland Sarl warrants to the original purchaser
only that each new product is free from manufacturing defects in material
and workmanship under normal use.

The manufacturing company will not be responsible for a product that has
been re-sterilized, nor will it accept for a refund or exchange a product that
has been opened but not used.

lapaRTHitHRA CpOK XpaHCHHS M OSKCIUIyaTAIUH  HECTEPHIBHOIO
MpOrpaMMaTopa cocrasinser 1 roa.

T'apaHTHa DpOM3BOANTENS HA XPaHEHWE W IKCMAYATALMIO PaBHA CPOKY
TOAHOCTH CTEPHALHONO M3fienud (10 ecTh 5 Jer AN KNanaHoB, He

cofiepxamux karerepnt BACTISEAL u 1 rox ans xianaHoB, coaepaamux
xatereph BACTISEAL).

Hererpa JlaiigCaiincns Ceumnepnann Capn rapaHTHpYeT (HCKNIOYHTEIBHO
NCPBOHAYATLHOMY TIOKYHATENIO), YTO KaXA0e HOBOE H3ZLENHE HE HMEET
NPOH3BOACTBEHHKIX NCHEKTOB C TOUKH 3PEHHA KauCCTBA MarcpHana M
H3TOTOBJICHHA NPH PEKOMEHAOBAHHOM HCTIONB3OBAHUH.
KoMmanus-npon3somurens He Oyfer HH OTBevaTh 3a NPOAYKT, KOTOpHii
6bin MOABSPrHYT NOBTOPHON CTCPHAH3AINMH, HH IPHHAMATH JIA BO3BpATa
HeHer MIM And oOmeHa MPOAYKT, KOTOPHIH ObUI BCKPHIT, HO He Obin
HCIIONB30BAH.

Hucrpyknun no yruausanuu / Disposal instructions.

Products must be disposed of in accordance with local regulations for
disposal. In this case, it is necessary to take into account the possibility of
classifying the valve as epidemiologically hazardous waste.

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.

Hapenus ciefyer yTWIM3HPOBATS: B COOTBETCTBHM ¢ MECTHRIMM HOPMaMH
no yrmwmsamd. [Ipu 3TOM BeoOXOAMMO YUMTHBATP BO3MOXHOCTB
OTHECCHHA KJIANaHA K MUACMHONOTHICCKH ONACHBIM OTXOZAM,

Hapgenus, UMEBIIHE KOHTAKT ¢ KPOBbIO WM ADYTHMH OHOIOTHIECKHMH
XHIKOCTAMH, OTHOCATCA X Kinaccy B wnmaccHuxamym MERAIWHCKMX
OTXOAOB, ¥ NONICKAT YTWIM3AUMH W/WIM YHHYTOXEHHIO COTIacHO
MPHMECHACMBIM HAHOHANBHBIM 3aKOHOAATETHHEIM HOPMaM.
Hencnonssopannsic m3aeya (He HMEBIIHE KOHTAKTA C KPOBbIO M/WIH €
GHONOrMIeCKUMH XUJKOCTAMM), B T.4. C HCTEKIIHM CPOKOM TOZHOCTH,
OTHOCSTCA K KIIACCY A KNacCHOHKALWE METHIMECKHX OTXONOB, MOLICKAT
YTHAM3AUMM  WHIH  YHUYTOXEHHIO  COTIACKO  NPHMEHSCMBIM
HAIMOHABHBIM 3aKOHOAATEIbHHM HOPMaM.
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Reclamation / PexnaManus

For additional information related to the use of the medical product, please
contact an authorized representative of the manufacturer:

"Neuroproject LLC",

127486, Moscow, Korovinskoe shosse, 10, bidg. 2, floor 1, of.101

tel. +7(495) 660 81 73

www.neurop.rn

JAna nomydyeHHA  JONOIHHTCNBHOH HHGOpPMAlHM, CBA3aHHOH ¢
HCTIONb30BAHHEM MEJMUMHCKOTO H3JCNHA, Npockba CBA3ATECE ©
YNIONMHOMOYEHHKM NPEACTABHTENCM MPOHIBOTUTEIIA:

000 «HeitponpomxexT»,

127486, r. Mocksa, Kopoeunckoe wocce, 4. 10, crp. 2, o1.1, nomem, 101
Ten. +7(495) 660 81 73

www.neurop.ru

Rev / Bepcus

Operation documentation for Russia, rev. 002 from 29 June 2023

SKCcruIyaTausoHHas HoxyMmcHTanua ans Poccuiickoit @epepaliu, BepoHS
002 ot 29.06.2023
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LEGALIZATION

The undersigned, Bernard Lamboley, notary public of the Canton of Neuchatel, Switzerland,
with office at La Chaux-de-Fonds, certifies that the signature on this APPROVAL is the true
and genuine signature of Mr. Guillaume PROST, from France, in Neuchitel, Switzerland,
who is competent to act on behalf of Integra LifeSciences Switzerland Sarl, in Le Locle,

Switzerland.

La Chaux-de-Fonds, this twelfth day of July two thousand twenty-three (July, 12, 2023).
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5.
7.
8.
\(‘_ @&p Sceauftimbre

APOSTILLE
(Convention de La Haye du § octobre 1961)
Pays: Suisse
Le présent acte public
a été signé par Me Bernard Lamboley,
agissant en qualité de notaire,

est revétu du sceau/timbre de Me Bernard Lamboley,

notaire a La Chaux-de-Fonds/Canton de
Neuchatel/Suisse.-—

Attesté
a Neuchatel

par la chancellerie d'Etat
sous No 1566

6. le 24/07/23

10. Signature

Chancellerie d'Etat

M. Bonnet




Iepesod ¢ anzauiicko20 u PPanyy3Ccrxo20 AIIKDE HA PYCCKUll RIIK

HHTET'PA

«OTPAHHIHUTL HEONMPEACIEHHOCTD»

Cornacobano

«Hurerpa JlaidCalincus Ceuruepang Capn»

Opeaswsauns

Orax 2, pio XXnpapae, 29, CH-2400 Jie-Jlokns, I1isetinapus

Anpec
[nodnucanol {nodnucano/
Pokcan KITOHY JDKOHCOH Tuiiom MPOCT
PyxoBoauTens o BONpocaM NpasoBOTO PerylIMpOBAHAA B Pyxosogurent NPeANpUATH
crpanax Esponst, BmokHero Bocroxa u Agpuku «Hnrerpa Jlali¢Caiincns
xongunra «Mererpa JlaligCaliencuc Kopropeimmy Ceutuepnana CAPJI»
IMoamuch n AaTa Iloanucs W aara
29 wons 2023 2. 29 wonn 2023 2.

Hacrpyxknrs no onpamMeseHsio 418 ofpamenas 8 Poccun
Knanausl nporpaMmMupyemsie CODMAN CERTAS Plus ans sevtenns ruaponedasun ¢

NPAHARICKHOCTIMA
«Hurerpa JlatigpCattncns Ceutuepnana Capm Koaman
(«Unrerpa JargCatirncus Coyruepnang M'm6X») (000 «Hurerpa CIEWHANTHA CEPIDKUKATI
NaitdpCattcus Couruepnanay)
Opranueckuit aapec: 29 p1o XKnpapae, 2mak 2, 2400 Jle-Jlokas, Lischuapns,
integralife.com

Baux o Amepuxa H.A. (Homnin Accocustiwn) Liopax, CH82 0872 6000
0504 5401 9 BOFACH2X
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NErANIN3AUNA
Hwxenoanmcaswmiica bepHap Jlambonn, HoTapuyc KaHToHa HeBuiatenb, LLBeiuapus, ¢ odwmcom B fla-
LLlo-ge-PoH, yaocToBepseT, yto noanuch Ha Hactoswem COIMJTACOBAHWN sBnseTcs BepHOU W
NoA/MHHOM noanucbio r-Ha Muiioma MPOCTA u3 ®paHumu, B HeBluatene, LLBeliLapus, KOTOpbIi
YMOMHOMOYEH [AeiCTBOBaTb OT MMeHM «MHTerpa JlaridCariHcus CeutuepnaHg Capn», B Jle-Jlokne,
LLIBeliuapus. e
Na-Lllo-ge-PoH, ABeHaaLaTOro 1iong fse Thicaun ABaauaTth TpeTbero roga (12 wona 2023 r.).—
RGV81Ne146

Inodnucanol

1lep6oBas neyaThb:!
BepHap Jlam6onu, HoTapuyc, Jla-LLo-ae-PoH

AMNOCTW/b
(Faarckas KoHBeHUMA 0T 5 oKTA6pa 1961 roga)
1 CrpaHa: LLIseliLapus
HacToswwmii ouumanbHbI JOKYMEHT
2. noAnwucaH BepHapom/lambom
3 AeicTByHOLLMM (-eli) B KayecTBe HoTapuyca
4. CKpen/ieH nevarbto/wtamnom  BepHapa Jlam6onn, HoTapuyca B J1a-LLo-ge-PoH/ KaHTOH
Heswwatens/ LLseliLapus
YnocToBepeHo

5. B HesLLaTene 6. 24.07.2023 T.
7 ["oCyapCTBEHHOW KaHLUEenspurei
8. Ne 1566
9. MeyaTb/LUTammn: 10. Moanuck

["ocynapcTBEHHAA KaHUenapus
®p. 27.- /nognucaHo!

A. MOHHbE

[Tep6oBas nevaTh:!
Pecny6svka 1 kaHTOH HesLuarenb, KaHuenspus
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;O TeKCTa BbINONHEH NepeBoaunKom LLinaesoin Mapwueit BUKTOpOBHOIA

NoAninCb

Poccuiickas defiepaups
"opog Mocksa
[Bajuatb cegbMoro CeHTA0PSA fBe ThICAYM ABaaLaTb TPETLErO rofa

A, Akumos [nie6 bopucosuy, HoTapuyc ropoga MOCKBbI, CBUAETENLCTBYHO MOAL
nognucy nepesofunka LLinaesoin Mapuu BUKTOPOBHBI.

Moanuck caenaHa B MOEM NPUCYTCTBUN.

JInyHoCTb NoAnNucaBLLEr0 JOKYMEHT YCTaHOB/EHa.

3apeructpuposaHo B peectpe: No 77/09-H/77-2023- » ~

YnnayeHo 3a COBepLLEHME HOTapuanbHOro aercTens: 400 py ' Ay nA»”

feh"
o b
FHE - 1-"S
HWW® lepboBas nevatb YI/-..,. V.

0O n
HoTapuyca r.MockBbl LR

AkunmvoBa Ib.

Bcero npoLLHypoBaHo, MPOHYMEePOBaHO
M CKpen/eHo neyatblo yy  nucta (oB)

HoTtapuyc:

Poccwiickan depepaums
Fopog Mocksa

27 09. 2025

MoB ne6 BopucoBud, HOTapuyc ropoga MOCKBbl,
3 BEPHOCTb KON C MPEACTAB/IEHHOTO MHE [JOKYMeHTa.

IHOB peectpe: Ne  77/09-H/T7-2023-

aqeHo 3a CoBepLLEHVe
HOTapVasIbHOrO AEVCTBIAS:
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