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NWHCTPYKUMWM NO NPUMEHEHWIO

Habopbl 6yxein Savary-Gilliard gnsa gunartaymmn CTpUKTYP XeNy[L0YHO-KMLWEYHOro
TpakTa
SGD-100-1; SGD-100-2; SGD-70-1; SGD-70-2

HA3SHAYEHNE

[JaHHoe nsgenue ncnosib3yeTcs nocsie npeasapuTesibHO NPOBEAEHHOTO
no3MuMoHMpoBaHUsa nposoaHnkKa Savary-Gilliard gns pacwmnpeHnsa CTpukTyp

nuwesoaa.
KOHCTPYKUNA

Habop SGD-100-1 Bknt4aeT 6yxu Savary-Gilliard, guametpom 5; 7; 9; 11; 12.8; 14; 15
MM, gaunHoin 100 cm,7 wTyK, npoBogHuK Savary-Gilliard, gnnHHoi 200 cm,
npombIBalOLWNin agantep.

Ha6op SGD-100-2 Bkno4vaeT 6yxun Savary-Gilliard, gnameTtpom 5; 6; 7; 8; 9; 10; 11; 12;
12.8; 14; 15; 16; 17; 18; 19; 20 mm, gnmHoi 100 cm,16 WwTyK, NPOBOAHUK Savary-
Gilliard, gnuHoii 200 cm, npoMblBalOLWKMiA aganTtep.

Habop SGD-70-1 BknwuaeT 6yxun Savary-Gilliard, amametpom 5; 7; 9; 11; 12.8; 14; 15
MM, ganHa 100 cm,7 wTykK, npoBoaHuk Savary-Gilliard, gnnHHoii 200 cwm,
npomMbiBalOLWNin agantep. *

Hab6op SGD-70-2 Bkntouvaet 6yxun Savary-Gilliard, guameTtpom 5; 6; 7; 8; 9; 10; 11; 12;
12.8; 14; 15; 16; 17; 18; 19; 20 mm, gnunHoi 100 cm,16 WTyK, NPOBOAHUK Savary-
Gilliard, gnnHoin 200 cM, npoMblBalOWKMiA aganTep.

Habop
Oyxei
Savary-

Gilliard A 70 5 mm
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NPUMEYAHUA

Nannoe uagenve nocrapnrercs HeCTEePUNbHBIM U MOXET KCRONb30BATLCH
MHOropasoBo, eCn LIefloCTHOCTL U3AENUR He HapylueHa.

He ucnonbayﬁ're AaHHoe usaenve AnA Lenei WHbIX, YeM yKasaHHoe NpeaHasHa4YeHue.

Ecfin rlpu nohy\leuuu ynakoska BCKpbITa WM NOBpeXAeHa, usgenue He cnepyer
ucnonbsosaTtb. OCMOTPUTE Usfenue Bu3yanbHo, obpawian oco60e BHUMaHWe Ha
N3NOMBI, U3rMbL! U paspbiebl. Mpu oBHapPYXeHUU HeMCNPABHOCTEH, KOTOpbIe
HapywaioT Hagnexaluee pabouee cocronHue, He cneayeT UCNONL3OBATL Usaenue.
Mpocum ysegomuTe 06 3ToM KoMnaHuio Cook AnA nonyveHUs paspelueHnn Ha
Bo3spar.

XpaHuTs B CYXOM MecTe, BAANY OT 3KCTPeManbHbIX TeMneparyp.

WUcnonbsoBaHne 4aHHOTO M3AGNUA UCKIOYNTENLHO OBYHeHHBIMU PaBOTHUKaMKU
yupexaeHnil 3apaBooxXpaHeHus.

MPOTUBOMNOKA3IAHUA

MpoTuBONOKA3AHMAMN ABNAIOTCA Te, KOTopbie cneunduiHb ANA IHAOCKONUU BEPXHUX
ovaenos XKT.

MpoTMBONOKA3AHUR K AUNATALIMK BXIOHAIOT, HO HE OTPaHUMKBANOTCA: HEraTUBHOS
OTHOLIEHHUE NauyueHTa; 6eCCUMNTOMHBIE CTPHKTYDLI; HEBOSMOXHOCTL NPOABUKEHUR
pacwmpuTens yepes oGnacT CTpUKTYpPbI; KOarynonaTus; U3BeCTHLIE UNu
noAaospesaembie nepdopauun; ocTpoe socnaneHne Wnu pybuesaHue paaoMm ¢
MECTOM pacluMpeHus, He4aBHO NePeHEeCeHHLIA UHMAPKT MUOKapAA, aKTUBHAA A3Ba U
TAXENbIA LePBUKANDbHLIA apTPUT.

BO3MOXHbLIE OCNOXEHKA

MoTeHunanbHbie OCNOKHEHUA, CBA3AKHBIE C IHROCKONMEH BEPXHUX OTAENOB
XeIyACHHO-KMILEUYHOrO TPaKTa U Aunaraumnei nuwesoaa, BKNIOHAIOT, HO He
OorpasuiuBaIoTCH: Nepdopauun, KPOBOTEYEHUS, acnupaLus, NMXopaaxa, 3apaxeHue, -
aNnneprueckyo peakumio Ha NeKapcTea, MNOTOHKIO, YTHETEHUE ABIXAHUR UNK ero
OCTaHOBKY, CpAGYHYIO apPUTMUS NN OCTAHOBKY cepaLieGuenns.
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MEPbI MPEAOCTOPOXHOCTN

MoBTOPHOE MCMNO/b30BaHNE JAaHHOTO U3AENNS B 3HAUMTE/IbHON CTEMNeHU 3aBUCUT OT
yxopa nonb3oBaTteniem 3a uagenvem. ®akTopbl, CBA3aHHbIE C NPOAIEHNEM CpOKa
MCNONb30BaHMA AAHHOTO U3AENNS BK/OYAKT, HO HE OTPaHUYMBAKOTCA: TWATENbHYHO
OYNCTKY B COOTBETCTBUM C UHCTPYKLUSMU, U3NTOXEHHBIMU B AAHHOW GpoLutope.

TEXHWYECKNE XAPAKTEPUCTUKW

AnvHa npoBogHMKa
(cm)

OnameTp 6yxa

KoA (MM/DP)
npoaykra/monesnb

OnvHa 6yxa
(cm)

5/15, 7/21, 9/27, 200
SGD-100-1 11/33, 12.8/38, 100
14/42, 15/45
5/15, 6/18, 7/21, 200
A 8/24, 9/27, 10/30,
: 11/33, 12/36,
SGD-100-2 12.8/38, 14/42, 100
15/45, 16/48,
17/51, 18/54,
19/57, 20/60,
5/15, 7/21, 9/27, 200
SGD-70-1 11/33, 12.8/38, 70
14/42, 15/45
5/15, 6/18, 7/21, 200
8/24, 9/27, 10/30,
11/33, 12/36,
SGD-70-2 12.8/38, 14/42, 70
15/45, 16/48,
17/51, 18/54,
19/57, 20/60,

NMHCTPYKUMI O NCMNOJIb3OBAHNIO

Pacwunputenun v nposogHukn Savarv-Gilliard ncnonb3yTca Ana paclmpeHns cTeHO30B
XKKT. ConpoBoxpawTca nuuiesBofHbIM pacwimpeHnem. locne 3aBeplueHuUa N3BJEKUTe
pacwmpuTenb, O4YUCTUTE €ero B COOTBETCTBUM C WHCTPYKUUAMM NO  OUYUCTKE,
NnepeyvYncsieHHbIMU B WHCTPYKLMM MO WCMNO/b30BaHWUIO, cpasy nocse WCNosb30BaHus
n3genus.

Uletka Savarv Cleaning Brush 4dBngetca o0fHOpas3oBbIM  uU3genvem, MN03TOMY
YTUNN3NPYNTE  oumwjaloulyto  WweTky B COOTBETCTBMM € OpraHU3auMOHHbIM

PYKOBO/ACTBOM.

VHCTPYKLMA NO UCMONb30OBAHUIO BYXXEW Savarv-Gilllard

1 BbINONHMTE 3HAOCKOMMYECKUIA CKPUHWUHT AN BbISIB/IEHUSA 061acTU CTPUKTYPbI.

2. BeepguTte npoBofHuK Savary-Gilliard nposoga, HaunHas ¢ MATKOro KOH4YMKa, B
[OMNOMTHUTE IbHBIN KaHasl 3HAoCcKoNa v NpoAaBurainTe ero, noka KOHYMK He byaet
SHA0CKOMUYECKN BU3yaniM3npoBaH ganeko 3a npegenamu obnactu
MaHUNyauunm.
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3. Koraa nposoaxuk GyaeT HaXOAUTECA B NO3ULIMK Aanexo sa npeaenamu obnactu
CTPVKTYpDbI, NOCTENEHHO Ha4YWHaTe nsnevexue aHaockona ¢ warom 5-10 cm, .
OAHOBPEMEHHO NPoABUran NPOBOAHMK ¢ wWwarom 5-10 cm, yro oGecnevuur
HEU3MEHHOCTL NONOXEHUN NpoBoAHNKa. BHumanue: Heobxoaum HenpepuisHbIi
PEHTIeHOCKONUYECKU A MOHUTOPUHT NOMOXEHUA APOBOAHKKa AnA obecneueHns
HEN3MEHHOCTI ero NPaBUNLHOrO NONOKBHUA.

4. Korpa 3HA0CKON NONHOCTLIO yAaneH, ydeaurecs ¢ UCNONL3OBaHUEM
PEHTTEHOCKOMNNY, YTO NPOBOAHUK He Bbin cMelien. MpuMeuanne: OTMeTKV Ha
AUCTANBHON YaCTU NPOBOARKUKA TaKOKe MOTYT ObiTb UCNONB30BAHbI ANA
onpeaeneHnn NONOKEHUA NPoBoaHUKa. OTMETKU HaHeCeHb ¢ warom 20 cm,
HaunKasa oT kbl 40 cm ao 140 em. (Cm. puc. 1)

5. OBWNBLHO CMaXbTe pacMpUTenb ¥ NPOABUraiTe €ro ¢ NOMOLLbLIO
npenaapwrenbuo NO3ULMOHUPOBAHHOTO NPOBOAHNKA K 0GNacTH CTPUKTYpPLI.

8. MpoaomkaiTe NPON3IBOAUTL PACILMPEHUA NUULICBOAA. I'Ipuuetlauue YenewHdas
mmaTauua moxeT BbiTb AOCTUIHYTA NYTEM NOBTOPEHUA waros 5-7.

. ﬂoc'ﬂe 3ABSPILSHNA AUNATaUMM NULIEBOAA UIBNEKUTE U3 NauMeHTa
pacmupmenb U NPOBOAHWK.

Ouuctute W noaroTosbTe pacwmpurens ana Oyaywero KUCNONbLIOBaHUA, cneays
NPUBEAESHHLIM HWXE MHCTPYKLUMAM 1O OuUCTKe. BO BpeMs OUKCTKM OCMOTpUTE uanenwe
Ha NPeAMeT LenoCTHOCTU U (hYHKLUMOHANBHOCTH ANA onpeaeneHnn LenecoobpasHocTy
©ro NOBTOPHOFO UCNOAMb30BaHNA. ECnin oGHapyxeHb! neperubul, uarubel unu paspeiabl,
He UCcnonb3yitTe uagenve NOBYOPHO. YTUNRUSMpOBAaTb U3Aenne cheayert B COOTBETCTBUU
C VHCTUTYUMOHANBHLIMU MHCTPYKUUMAMK AN OGUONOrMMeckn OnacHbIX Meauuuucmx
OTX0A0B.

UHC U NO OUC EV Savary-Gilliard

Buumanue: O6pabotxa B agToKnase UNu CTEPUNM3aLIMA C UCNONb3oBaHUEM rasa AnA
pacwmpuTeneii Savary-Gilliard HegonycTumel. Pacumpurenu Savary-Gilliard cneayer
TWATENBbHO NPOMBITE BOAOH C MBINOM, 3aTeM NPOTepeThb HAacyXo TKakbio es Bopca,
nubo cyumTb Ha BO3flyxe.

Mpumeuanne: [Ana pacumpureneit Savary-Gilliard ucnonesosaxve betaguHa e
pexomeHayeTcs. .

1. Cpasy e ROCNe UCRONbIOBAHNA 3aMOYUTE paclmpuTentb B hepMeHTaTUBHOM
MOIOLLIeM pacTeope, pasBeaeHHOM Tennoi sogoil. Mpumeuanue: na
onpefeneHns PeKOMEHAOBAHHON NPOAOMKUTENBHOCTH OMUCTKN O3HAKOMbTECH C
MHCTPYKUWE K (pepMeHTaTUBHOMY O4ULLaIoLLIeMY PacTBOPY.

2. TpoTpure HapyXHbIe NOBEPXHOCTH pacuMpuTens hepMeHTaTHBHLIM
pacTeopOM, pa3BefieHHbIM Tennol BoAoi. OuucTUTe HanpasnAIoLLUMA NPoceeT -
pacluMpUTens, UCNONb3aya ANA ONMUCTKY LWeTKy Savary (NPoAaeTen OTAeNbHO).

3. TwartenuHo NPomoiiTe pacluMpUTent YUCTOR, NPOTOUHOW BOAOH. MpukpenuTe
OTCOC X KOHUYECKOMY KOHUUKY PACLUMPUTENA MK KCNONL3YATE BCackIBalOLWNA
afantep ANA HanpaBNeHWs BOAb! Yepes NpoceeT NPOBOAHKKA.

4, Hacyxo npoTpuTe BHelIHWe 4acTy paciuupurens Tkaubio 6es sopca. Ana
OCyWeHWs NPOCBETa NPOBOAHUKA pacLLVpPUTEN UCNONbIYATE CKATLIW BO3RYX
MeRULMHCKOW KaTeropuu (6es macna).

5. MpousseanTe aesuHdEKUMIO PACLIMPUTENA BLICOKOTO YPOBHS.

-

.
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[e3nHiekumns sbicokoro yposHsa / CTEPUNN3ALNA
OE3VH®EKUNA BbICOKOIO YPOBHA / CTEPUTN3ALNA
[Ona paHHoOro n3genvsa Heo6xoAUMO MCNOJb30BaTh creayllime ge3nHuumpyrouimne
pacTBopbl:
[ nytapanbgerng

OpTo-thbTanesbin anbvgerng (OPA)
lMepykcycHasa kucnota
Mepekucb Bogopona

1. MonHocTbio NorpysuTe pacwmnpuTesnb B Ae3MHMULMPYOLKI pacTBop.
MprMeyaHue: V3yunte MHCTPYKUMK K Ae3nHhULMpyoWwemMy pacTBopy Ans
onpeneneHns NPoAO/IHKUTE/IbHOCTU MOTPYXEHUsl, He06Xo0AMMOro Ans
[e3MH(EeKUNN BbICOKOTO YPOBHS UM cTepuansauumn. Ecnm cywecTBytoT
TPYAHOCTU C MPOHMKHOBEHMEM pacTBOpa B NPOCBET, Mbl PEKOMEHAYEM
NPMCOeANHUTb BCacbiBatollee YCTPONCTBO K KOHMYECKOMY KOHUUKY
paclwmpuTens UM UCcnonb3oBaTh aganTep Ana NpombiBkKu. MNpumedaHue:
nocj?e Mcnosb30BaHUSA AaHHbIX PACTBOPOM LBET paclimputenss MoxeT
N3MEHIiTbCS. DTO He BPeaAuT nsaenuio.

2. TuwaTesbHO NPOMOTE paclUIMPUTENb YACTON, NPOTOUYHOI BOAONM, UCMONb3YS
N3N0XEHHbIE Bbille METOAbl ANA TWaTeNbHOM NPOMbIBKM npocBeTta. [NpukpenuTte
K KOHMYECKOMY KOHUYMKY paclumpuTesia BcacbiBalLliee yCTPONCTBO WK
Ncnonb3ynte agantep /8 obecneyeHss NPOMbIBKM NMyTeM BcCacbiBaHUS BOAbI
yepe3s npoceeT agantepa. NpumMmeyaHue: lNocne MCNonbL30BaHUA AaHHbIX
pacTBOpPOM Heo6X0AUMbI NpaBW/ibHOE NPOMbIBaHWE YNCTO BOAOWN M NOSIHOE
BbICbIXaHMe paclimpuTens.

3. T10NHOCTbIO BbICYLWINTE BHELWIHME YacTu paclinpuTens, Ucnonb3ysa TkaHb 6e3
Bopca. Mcnonb3yiTe cxaTblii BO34YX MeAULMHCKON kaTeropumn (6e3 macna),
4yTOObI BbICYLUMTb NPOCBET NPOBOAHMKA.

NHCTPYKLUWA MO NCMONIb3OBAHNIO NMPOBOAHWKA Savarv-Gilliard

1. MpoBeauTe CKPUHUHIOBOE 3HAOCKOMMUYECKOE UCCNeoBaHne Ansa onpeaeneHns
06/1aCTN CTPUKTYPbI.

2. BBeguTe MHCTPYMEHT, CHayasa ero rubkuii KOHYMK, Yepes AO0NOSTHUTENbHbI
KaHan a3Hgockona v NpoABUHbTE ero 3a npefesbl KOHUYMKa aHAoCcKona noj
KOHTpo/sieM 3HAockonuu. MNpumep: cTpukTypam nuuiesofa B HEKOHTPOIMPYEMOM
yuacTke XXKT notpebyeTtcsa pa3melleHne NpoBOAHUKA B AUCTa/IbHOM Wan
aHTpasibHOM OTAene Xenynka.

3. Korga npoBOAHMK pa3sMelleH 3a npegenamun o6nactv CTPUKTYpPbI, Ha4YnHalTe
Mef/IEHHO BbICOBbIBaTb 3HAOCKOMN Ha 5-10 cM 1M 04HOBPEMEHHO npoasurainTe
NPoBOAHUK Ha 5-10 cM Ansa Toro, 4To6bl rapaHTMpoBaTb (PUKCUpPOBaHHOE
nosioxXeHue nposogHuka. MNMpeaynpexaeHune: s Toro, 4Tobbl KOHTPOMPOBATL
NoJsI0XeHne NPoBOAHMKA HEOOXOAMMO HENPEPbIBHOE PEHTreHoCcKonuyeckoe
HabnaeHne.

Korga aHAOCKON NOMTHOCTbIO M3BMEYEH, C MOMOLLbIO PEHTreHockonun ybeanTecs,
4YTO MPOBOAHMK He nepemecTusics. NpumMedaHue: ns onpeaeneHnst NonoXeHus

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



NPOBOAHMKA TaKKe MOXHO MCNO/Ib30BaTb OTMETKN Ha ero guctasibHOl YacTu.
War otmeToK - 20 cm (0T 40 cm go 100 cm) (cm. puc. 1).

TwartenbHO cMaxbTe AusiataTop BOAOPACTBOPUMbIM CMasblBatoLLM
maTepuanomMm U npoasuraiite ero, noj PEHTTEHOCKOMMUYECKUM KOHTPOMEM, MO
pasmel}eHHOMY NPOBOAHUKY Yepe3 06/1acTb CTPUKTYpbI. MpumedaHue: Mpu
MCNONb30BaHUM AMIaTaToOPOB pPa3HOro pasMepa, /IOBTOpUTE 3TOT War Ass

KaXaoro m3 Hux.

6. [lMocne 3aBeplieHns npoueaypbl M3BMEKMTe NPOBOAHUK W AuiataTop.

7. OumcTUTE M NOArOTOBbTE NPOBOAHVK ANSI AafibHEelero ncnosib3oBaHus, cneays
MHCTPYKLUSM MO OYMNCTKE B flaHHOM 6ykneTe. Bo BpeMsi 0UNCTKM OCMOTpUTE
WHCTPYMEHT Ha NpeaMeT NOBPEXAEHUI Ana Toro, Ytobbl onpeaennTb
LLenecoobpas3HOCTb MOBTOPHOrO MCMO/Ib30BaHUSA.

NHCTPYKUMN no OYUNCTKE

1. Cpasy nocne ucnosib3oBaH1sa 3aMOUYnTe NPOBOAHUK B pacTBOpe Tensioli BoAbl U
pacTBope ans hepmMeHTHOl ouncTkn. MpumedvaHue: CMOTPUTE UHCTPYKLMM MO
MCNONb30BaHMIO pacTBopa A/ PePMEHTHON OUUCTKU AN onpeaenieHuns

peko Hgyemoro Bpems OuncTKu.

2. BbITpuTe NOBEPXHOCTb MPOBOAHWKA HAMbI/IEHHOM ryOKOl (TaMNOHOM).

3. MpomoliTe TWwarenbHO NPOBOAHUK NOJA YNCTOMW NPOTOYHOW BOAOWA.

4. BbITpUTE Hacyxo NpPOBOAHUK TKaHbl 6e3 Bopca.

5. fanee cnepyet NPUMEHUTb AE€3UH(EKLMI0 BbICOKOTO YPOBHS UK
BOCMO/1b30BaTbCA CTEPUIM3ATOPOM, C/eays UHCTPYKLMM NO CTepun3aLuu.

OJESNHPEKUMA BbICOKOIO YPOBHA

1. Cnepyst UHCTPYKUUSM NPOU3BOAMTENbHO AE3NH(ULNPYIOLNX CPEeACTB,
MOSIHOCTbIO MOrpy3nTe NPOBOAHWK B Ae3uHuuupytollee cpeacTso.

2. TwatenbHO NpPoOMOliTEe NPOBOAHUK NOL YMCTOM NPOTOYHONM BOAON. MpnmMeyvaHume:
Mocne ncnonb3oBaHWa Ae3VH(ULMPYIOLWEro cpeacTBa HYXHO 0653aTenbHO
NPOMbITb NMPOBOAHWK YACTOM BOAOWN M BbITEPETb HACYXO.

3. BbiTpuTe Hacyxo NpoBOAHMK TKaHb 6e3 Bopca.

NAPAMETPbI CTEPUIN3ALUNUN STUIEH OKCNAO0OM

MapameTp
JaBneHve npensaputesibHOrO
BaKyyMUpoBaHus
OTHOCUTEeNnbHaa B/IAXHOCTb
Mpono/MKNTENbHOCTL BJ/IAXHOCTM
Temnepartypa B annapare
[JaBneHve obnyyeHus
MpoAo/HKNUTENBHOCTL 06/1y4YeHUA
KoHueHTpauua aTuneHokcnga
Mocnepyk)uiee BakyymmpoBaHue
JasneHue nocnepywouiero
BaKyyMunpoBaHua
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3agaHHoOe 3HayeHue

2.0 doyHTa/grom”N (25,9”Bakyym B Atolimax
PTYTHOro cT0N6a)

60%

20 MUHYT

54,4°C (130°F)

Cnepyet onpegenntb”

2 vaca

600 mr/n

3

2.0 cbyHTa /awoiim” (25,9” Bakyym B Atoiimax
pTYTHOrO ctonba)



/

O6pys™ 5 MUHYT
Temnepartypa nNpoAyBK/ KUCTOPOAOM 54,4°C(130°F)
MpoJo/mKUTENBHOCTL NPOAYBKN 12 yacos
Kncnopoaom

N3meHeHna Bo3ayxoobmeHa BO Bpems 90 B vac

NpoAYyBKM KACNOPOAOM
’ CnepyeT paccunTaTtbh, YTOObI KOHLEHTpauMsa aTuneHokcuga 6bina 600 mr/n
MoBTOpPHOE BakyymumpoBaHue OT AaBNeHUs BHelwHero sosayxa 13,7 pyHTOB/A0IMA B
TeyeHne 15 MUHYT.

NMPNMEYAHWE: 3arpy3ka annapara ctepuin3atopa 3TUJIEHOKCUAOM He AOoJIKHA
npesbiwaTtb 11 n3genuini Ha Kybuyeckuii yt naowanm annapara wiv He 4OJ/HKHA
npesbllWaTbh ero nose3Hy niaowansb. Ecnu nepeg crepunnsaunein Ha nsgennm
oOHapyXeHbl NOBpPeXAeHNs, ero cnegyeTt Hemen/ieHHO BbIBECTU U3 aKCnyatayuu.

MapameTp 3agaHHoe 3HayeHue
Bua o6paboTku BakyymunposaHue
[laBneHune rTpeaBapuTesibHOro 2.5 doyHTa/groim” (24,8”Bakyym B Arolimax
BakyyMupoBaHus PTYTHOrO cT0/163)
TemnepaTypa B annaparte BO BpeMs 132,2°C (270°F)
ob61y4dyeHun
[aBneHne B annapaTte BO Bpems 41,8 dpyHTa/gronimM* (27,1 n3bbIToYHOE
061yyeHns AaBneHus B yTHax/goonim”
MpoAoIXUTENTBHOCTb 06/1y4YeHNs 5 MUHYT

MPNMEYAHWE: 3arpy3ka annaparta aBTok/1aBa 3TU/IEHOKCUAOM He [0J/IKHA
npesbiwaTte 10 nagenuii Ha kybuyecknin oyt naowaayn annapara wiv He LoJDKHa
npesbllWaTb ero nosesHyw niowanb. Ecnv nepep crepunusauneii Ha nsgenuu
06HapyXeHbl NMOBPeXAeHns, ero crefyet HeMea/IeHHO BbIBECTU W3 3KCnayaTauuu.

MATEPVANDbI
KOMMOHEHT, MaTtepuan KOHTakKkT c nauneHTom
Pacwuputens MonusuHunxnopug (MNBX) Oa
Mapkep paclumputens MBX/HepHbin Aa
BOJIbPPaMOBbI MOPOLLOK

MpoBoAHUK C HepxaBewuasa ctanb Na

MapKnpoBKamMmmn
Hepxasetwaa crtanb/ HeTt

w MpombiBaOLWMii agantep Meab C HUKeNeBol U

XPOMOBOW MAaCTUHOWN

Mpoueaypa paspeLleHns CnopoB B COOTBETCTBUM C AeCTBYOWMMN NpaBuiaMim
N TEXHUUYECKUMW CTaHAapTamu

Onsa ogpopmieHnsa Bo3BpaTta npocbba ysegoMutb komnaHmio COOK no agpecy:
Cook Medical Europe Ltd

O'HALLORAN ROAD

NATIONAL TECHNOLOGY PARK

LIMERICK; IRELAND

TEL: +353 61 334440 FAX: +353 61 334441

WWW.COOKMEDICAL.COM
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CPOKropgHocTwm

«CpoK rogHoCcTuU» onpegenseTca cumBonaMy Ha 3Tuketke. CpoK rogHOCTU
o6o3HavaeTcs ykazaHMem BpeMeHu npoun3BoAcTBa (3aBOACKON CMMBOJ) [0 YKa3aHHOW
JaTbl UCTeYeHUs cpoka rogHoCcTU (CMMBOJ «MNeCcOo4YHble Yacbl»). PasHuua mexay AByMSA
JaTtamu - 3TO CPOK rofHOCTH.

MepeuncneHHble n3genmsa MMerT CPoK rogHocTu 3 (Tpu) roja.

YNAKOBKA V1 KOMMNNEKT NMOCTABKU

Byxun Savary-Gilliard Dilator Set B Habopax SGD-100-1, SGD-100-2, SGD-70-1, SGD-
70-2 ynakoBaHbl Kaxblii npegMeT B UHAMBUAYA/IbHbIA NaKeT, KOTOPbI repMeTUYHO
3anasH. Habopbl NOCTAaBNATCA B MN1ACTUKOBbLIX Kelicax BMeCTe C UHCTPYKLUAMU MO
npumeHeHuto 6yxeinr Savary-Gilliard n MHCTpyKunein nNo NnpUMMeHeHU0 NPOBOLHUKOB
Savary-Gilliard.

NH®OPMALUWA MO CTEPUNTNSALUNN

[laHHble M3genns NocTaB/SlOTCA HECTEPUbHBIM 1 MOTYT MCNONb30BaTbCA HECKO/bKO
pa3. Bo3MOXHOCTb NOBTOPHOIO MCNO/MIb30BaHMS 3aBUCUT OT yxoda 3a usgesvem
nonb3oBaTtesnieM.(06paTUTECh K UHCTPYKLMM MO UCMO/b30BaHNIO).

NMPABUNTA XPAHEHUA
3TV n3genunsa AO/HKHbl XpPaHUTbLCA B TEMHOM, CyXOM, NPOX/afHOM mecTe; nsberatb
BO3eCTBUA COJSTHEUYHbIX NyYeil.

NMPABUNA TPAHCIIOPTUPOBKN

TpaHcnopTMpoBKa NPUHMMAET BO BHUMAHUE TUM UCNO/Ib3YEMOro TPAHCMNOPTHOrO
cpefcTBa M paccTosHue, a Takke (OUpmMy-TPaHCNoOPTUPOBLLMKA U OLLEHKY H4acTOTbl U
HM3KOYaCTOTHOW BMOGpauUn Npu TpaHCNOPTUPOBKE.

MPABUNA YTUITN3ALUNN

Mocne 3aBeplUeHUs npoueaypbl M3Aenns AO/MKHbl ObiTb YTUIN3NPOBAHbLI B
COOTBETCTBMM C OpraHM3aLNOHHbIM PYKOBOACTBOM B OTHOLUIEHMM BGUONOTMUYECKM
onacHbIX MeAULMHCKMX OTX0A0B. HET HUKAKOTo BPEAHOro B/IMSHUS HA OKpYXatoLlyto
cpegy npu yTunusauuu.

i r
0 'Mr!lora:
National

Regulatory Affairs Manager vrnancs

Ccnipanv Ffcijis-T--
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MepeBoA C aHIMNIACKOTO A3biKa HA PYCCKUI A3bIK

B Havyasie MCXO4HOTO AOKYyMeHTa:

Wramn: COOK MEDICAL EUROPE LTD.
O’XannopaH Poyg,

HawHn TekHonogxu Mapk

Numepuk, NpnaHaus

PernctpaynoHHblil HOMep KoMnaHuu: 492272
PernctpaynoHHblin Homep HAC: 9776234K

B KOHLE uCXOQHOro AOKyMeHTa:

Wramn: COOK MEDICAL EUROPE LTD.
O’XannopaH Poyg,

HawHn TekHonogxu Mapk

Nuwmepuk, NpnaHana

PerlICTpaunoHHbIii Homep KomnaHun: 492272
PernctpaunoHHbii Homep HAC: 9776234K

/Mognuce/ noAnMcb YyNOSIHOMOYEHHOTO Nuua
MeHeaxep oTAaena HOpMaTUBHbIX aKTOB

B Hauane nepesoga MCXOAHOrO AOKYMeHTA:
Wramn: COOK MEDICAL EUROPE LTD.
O’XannopaH Poyg,

HawHn TekHonoaxu Mapk

Numepunk, NpnaHansa

PerncTpaunoHHblli HOMep KomnaHuu: 492272
PernctpaunoHHblit Homep HAC: 9776234K

B koHUe nepeBoga MCXOAHOrO AOKYMEHTA:
Wramn: COOK MEDICAL EUROPE LTD.

O’XannopaH Poya,
HawHn TekHonogxu Mapk
Nuwmepuk, NpnaHaus
4 PerncTpaLnoHHbI HOMep KoMnaHun: 492272
PeructpaunoHHblii Homep HAOC: 9776234K

/[Mopnuck/ nognucb YNOJIHOMOYEHHOTO Ninya

MeHepxep OTAeNna HopMaTHBHLIX aKToB

MepeBogunK,
KopHesa Esrenua BacunuesHa
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Nopon MockBa.

TpnguaToro oKTAGpPA [ABe ThbICAYM YeTbIpHaAUaTOro roga.

,ﬂ, AkumoB neb6 bopucosuy, HoTapuyc ropoga MOoOCKBbI, CBUAETENbCTBYyH"
NOANUHHOCT b MNOAMNWCW, CcAenaHHORW nepeBogYukomM KopHeBoi EBreHuei
BacunbeBHOl, BMOeM NPUCYTCTBUN. JTIMUHOCT b €ro ycT aHOBNEHA.

3aperncrTpuposaHo BpeecTpe 3a No 42-NTA

B3bickaHo no Tapudy: 100py6. 00 kon.

% Jt- v/ M
" I
H 1% A
Bcero npowHypoBaHo, npoH™
CKpenJieHo neyaTbilo /S
HoTapuyc:
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31 lowu
} Fopoa Mocksa

A, CyxoBa 3nbBupa BuktopoBHa, HoTapuyc ropoga MoOCK3bl,
CBUAETENLCTBYD BEPHOCTb 3TOW KONWW C MOA/IMHHWKOM AOKYMeHTa. b
nocnegHeMm noA4YMCTOK, NMPUNMCOK, 3a4EepPKHYTbIX C/N0€ N WNHbIX HEOroBo-
PEHHbIX WUCMpPaBNeHUii NN KakUX-nM6o 0COBEHHOCTEW HeT.

MHotw, nuuy, obpaTuswemMycs 3a COBEpLIEHWEeM HOoTapuanbHOro
/J,EVICTBVIH, pas3bACHEHO, YTO NpW CBUAETENbCTBOBaHWM BapuooTU XONUK
[OKyMEHTa Ha nogn 3aKOHHOCTb 0O0fepcKaHus [OKyMeHTa K
cooTBeTCTBME haktoB f e iCT5W " bHOA»y~AN
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LLINNA

O’ nNoran Road,
National Tcchnolcgy Park
C O O K Limerigk, Ire;ond.
Co™MV'pany Fcagistration Co. 492272
\V;r Ce-i; 'roUon Co. C77223.":

MEDICAL

INSTRUCTION FOR USE

Savary-Gilliard Dilator Sets for dilating strictures in the gastrointestinal tract
SGD-100-1; SGD-100-2; SGD-70-1; SGD-70-2

INTENDED USE

This device is used over a pre-positioned Savary-Gilliard wire guide for dilation of
esophageal strictures.

CONSTRUOtION

Set SGD-100-1 includes Savary-Gilliard dilators, diameter 5; 7; 9; 11; 12.8; 14; 15 mm,
length 100 cm,7 pieces, Savary-Gilliard Wire Guide, length 200 cm. Washing adapter.

Set SGD-100-2 includes Savary-Gilliard dilators, diameter 5; 6; 7; 8; 9; 10; 11; 12; 12.8;
14; 15; 16; 17; 18; 19; 20 mm, length 100 cm, 16 pieces, Savary-Gilliard Wire Guide,
length 200 cm. Washing adapter.

Set SGD-70-1 includes Savary-Gilliard dilators, diameter 5; 7; 9; 11; 12.8; 14; 15 mm,
length 100 cm,7 pieces, Savary-Gilliard Wire Guide, length 200 cm. Washing adapter.

Set SGD-70-2 includes Savary-Gilliard dilators, diameter 5; 6; 7; 8; 9; 10; 11; 12; 12.8;
14; 15; 16; 17; 18; 19; 20 mm, length 100 cm, 16 pieces, Savary-Gilliard Wire Guide,
length 200 cm. Washing adapter.

Savary-
Gilliard
Dilator
Sets A 70 em 5mm

15ir
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60 cm

40 cm
oi Twvmirinnin 3

- /4 /4

80 cm - 100 cm- 120 cm—-]r 140cm

NOTES
This device is supplied non-sterile and is reusable if the device integrity is intact.
Do not use this device for any purpose other than stated intended use.

If the padkage is opened or damaged when received, do not use. Visually inspect with
particular att"tion to kinks, bends and breaks. If an abnormality is detected that would
prohibit proper working condition, do not use. Please notify Cook for return
authorization.

Store in a dry location, away from temperature extremes.

Use of this device restricted to a trained healthcare professional.
CONTRAINDICATIONS

Contraindications include those specific to upper Gl endoscopy.

Contraindications to dilation include, but are not limited to; uncooperative patient;
asymptomatic strictures; inability to advance the dilator through the strictured area;
coagulopathy; known or suspected perforation; severe inflammation or scarring near the
dilation site, recent myocardial infarction, active ulcer and severe cervical arthritis.

POTENTIAL COMPLICATIONS

Potential complications associated with upper gastrointestinal endoscopy and
esophageal dilation include, but are not limited to: perforation, hemorrhage, aspiration,
fever, infection, allergic reaction to medication, hypotension, respiratory depression or
arrest, cardiac arrhythmia or arrest.

PRECAUTIONS

Reusability of a device depends, in large part, on care of device by user. Factors
involved in prolonging life of this device include, but are not limited to: thorough cleaning
following instructions included in this booklet.

TECHNICAL PARAMETERS
Product Code/ Dilator Diameter Dilator Wire Guide Length
Model (MM)/(FR) Length (CM) (CM)
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Product Code/ Dilator Diameter Dilator Wire Guide Length

Model (MM) / (FR) Length (CM) (CM)
5/15, 7/21, 9/27, 200
SGD-100-1 11/33, 12.8/38, 100
14/42, 15/45
5/15, 6/18, 7/21, 200

8/24, 9/27, 10/30,
11/33, 12/36,
SGD-100-2 12.8/38, 14/42, 100
15/45, 16/48,
17/51, 18/54,
19/57, 20/60,

5/15, 7/21, 9/27, 200
SGD-70-1 11/33, 12.8/38, 70
14/42, 15/45
5/15, 6/18, 7/21, 200

8/24, 9/27, 10/30,
11/33, 12/36,
SGDI70-2 12.8/38, 14/42, 70
15/45, 16/48,
17/51, 18/54,
19/57, 20/60,

INTENDED USE/INDICATION FOR USE

Savarv-Gilliard Dilators and Wire Guides are used for dilation of gastrointestinal
strictures. Wire guides are used to introduce the Savary-Gilliard Dilator.

Savarv cleaning,brush is used to clean the dilator after procedure.

USAGE CONDITIONS
Endovascular introducers are used in the patient care medical institutions.
CONTRAINDICATIONS

Contraindications include those specific to upper Gl endoscopy. Those to dilation
include, but are not limited to; uncooperative patient; asymptomatic strictures, inability to
advance the dilator through strictured area; coagulopathy; known or suspected
perforation; severe inflammation or scarring near dilation site, recent myocardial
infarction, active ulcer and severe cervical arthritis.

INSTRUCTIONS FOR USE
Savarv-Gilliard Dilators and Wire Guides are used for dilation of gastrointestinal

strictures. Proceed with esophageal dilation. Upon completion, remove dilator and
clean dilator following cleaning instructions immediately after use of device per IFU
guidelines."

INSTRUCTIONS FOR USE Savarv-GiHiard Dilator
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1. Perform screening endoscopy to identify strictured area.

2. Introduce a Savary-Gilliard Wire Guide, floppy tip first, into accessory channel of endoscope
and advance until it is endoscopically visualized well beyond tip of scope.

3. When wire guide is in position well beyond strictured area, slowly begin to withdraw
endoscope in 5-10 cm increments while simultaneously advancing wire guide in 5-10 cm
increments to ensure wire guide remains in position. Caution: Continuous fluoroscopic
monitoring of wire guide is essential in order to ensure it remains in proper position.

4. When endoscope is removed completely, fluoroscopically confirm that wire guide has not
been displaced. Note: Markings on distal portion of wire guide may also be utilized to determine
wire guide position. Markings occur in 20 cm increments from 40 to 140 cm. (See fig. 1)

5. Generously lubricate dilator and advance it over pre-positioned wire guide to strictured area.

6. Proceed with esophageal dilation. Note: Successive dilations can be accomplished by
repeating steps 5-7.

7. Upon com”etion of esophageal dilation, remove dilator and wire guide from patient.

8. Clean and prepare dilator for future use following cleaning instructions below. During
cleaning, inspect integrity and function of device to determine advisability of reuse. If kinks,
bends or breaks exist, do not use. Dispose of device per institutional guidelines for
biohazardous medical waste.

CLEANING INSTRUCTIONS

Caution: Savary-Gilliard Dilators cannot be autoclaved or gas sterilized. Savary-Gilliard Dilator
case should be washed thoroughly with soap and water then wiped dry with a lint-free cloth or
air-dried.

Note: Betadine is not recommended for use on Savary-Gilliard Dilators.

1. Immediately after use, soak dilator in a solution of warm water and enzymatic cleaning
solution. Note: Refer to enzymatic cleaning solution instructions for recommended duration of
cleaning.

2. Scrub external surfaces of dilator with warm water and enzymatic solution. Using a Savary
Cleaning Brush (sold separately), brush wire guide lumen of dilator.

3. Rinse dilator thoroughly with clean, running water. Attach suction to tapered end of dilator or
utilize flushing adapter to suction water through wire guide lumen.

4. Wipe external portions of dilator dry with a lint-free cloth. Use medical grade (oil-free) forced
air to dry wire guide lumen of dilator.

5. Proceed with high-level disinfection of dilator.

HIGH LEVEL DISINFECTION/STERILIZATION

A list of disinfectant solutions for use with this device is as follows;
e Glutaraldehyde

* Ortho-phthalaldehyde (OPA)

* Peracetic acid
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» Hydrogen peroxide

1 Completely immerse dilator in a disinfectant. Note: Refer to disinfectant solution instructions
for duration of immersion required for high level disinfection or sterilization. If difficulty is
encountered with solution penetrating lumen, we recommend attaching suction to tapered end
of dilator or utilize a flushing adaptor. Note: Discoloration of dilator may occur following use of
these solutions. This is not harmful to device.

2. Rinse dilator thoroughly with clean, running water, utilizing above method for thoroughly
rinsing lumen. Attach suction to tapered end of dilator or utilize flushing adapter to suction water
through wire guide lumen. Note: Proper rinsing with clean water and complete drying of dilator
is necessary following use of these solutions.

3. Dry external portions of dilator completely with a lint-free cloth. Use medical grade (oil-free)
forced air to dry wire guide lumen.

INSTRUCTIONS FOR USE Savarv-Gilliard Wire Guide

1. Perform screening endoscopy and identify strictured area.

2. Introduce device, floppy tip first, into accessory channel of endoscope and advance
until it is enddscopically visualized well beyond tip of scope. Example: Esophageal
strictures in an unoperated Gl tract would require wire guide placement in distal body or
antrum of stomach.

3. When wire guide is in position well beyond strictured area, slowly begin to withdraw
endoscope in 5-10 cm increments while simultaneously advancing wire guide in 5-10
cm increments to ensure wire guide remains in position. Caution: Continuous
fluoroscopic monitoring of wire guide is essential in order to ensure it remains in proper
position.

4. When endoscope is removed completely, fluoroscopically confirm that wire guide has
not been displaced. Note: Markings on distal portion of wire guide may also be utilized
to determine wire guide position. Markings occur in 20 cm increments from 40 to 140
cm (See fig. 1)

5. Generously lubricate dilator with water-soluble lubricant and advance it, under
fluoroscopic monitoring, over pre-positioned wire guide through strictured area. Note:
When multiple dilator sizes are used, repeat this step for each.

6. Upon completion of procedure, remove dilator and wire guide from patient.

7. Clean and prepare wire guide for future use following cleaning instructions included in
this booklet. During cleaning, inspect integrity and function of device to determine
advisability of reuse. If kinks, bends or breaks exist, do not use. Dispose of device per
institutional guidelines for biohazardous medical waste.

CLEANING INSTRUCTIONS

1. Immediately after use, soak wire guide in a solution of warm water and enzymatic
cleaning solution. Note: Refer to enzymatic cleaning solution instructions for
recommended duration of cleaning.

2. Wipe surface of wire guide with a soap sponge.

3. Rinse wire guide thoroughly with clean, running water.

4. Wipe wire guide dry with a lint-free cloth.

5. Proceed with either high-level disinfection or sterilize device using the following
sterilization set points.
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HIGH-LEVEL DISINFECTION

1. Following disinfectant manufacturer’s guidelines, completely immerse wire guide in

a disinfectant.

2. Rinse wire guide thoroughly with clean, running water. Note: Proper rinsing with
clean water and complete drying of wire guide is necessary following use of disinfectant.
3. Dry wire guide completely with a lint-free cloth.

ETO CYCLE PARAMETERS
PARAMETER SET POINT

Prevacuum Pressure 2.0 psia (25.9” Hg Vac)

Relative Humidity 60% RH

Humidity Dwell 20 minutes

Chamber Temperature 54.4 °C (130 °F)

Exposure Pressure To Be Determined 1

Exposure Dwell 2 hours

ET6 Concentration 600 mg/L

Post Vacuums 3

Post Vacuum Pressure 2.0 psia (25.9” Hg Vac)

Air Wash2 5 minutes

Aeration Temperature 54.4 °C (130 °F)

Aeration Dwell 12 hours

Air Changes During Aeration 90 per hour

1 To be calculated by the Institution to achieve an ETO concentration of 600 mg/L.
2 Repetitive vacuums from ambient pressure to 13.7 psia over 5 minutes.

Note: ETO sterilizer chamber loading should not exceed 11 products per cubic foot of
chamber space or exceed the usable chamber space. If any damage to a product is
noted prior to sterilization, the product should be taken out of service immediately.
AUTOCLAVE CYCLE PARAMETERS

PARAMETER SET POINT

Cycle Type Prevacuum

Prevacuum Pressure 2.5 psia (24.8” Hg Vac)

Chamber Exposure Temperature 132.2 °C (270 °F)

Chamber Exposure Pressure 41.8 psia (27.1 psig)

Exposure Dwell 5 minutes

Note: Autoclave chamber loading should not exceed 10 products per cubic foot of
chamber space or exceed the usable chamber space. If any damage to a product is
noted prior to sterilization, the product shogid be taken out of service immediately.

MATERIALS
Component Material Patient Contacting
Dilator Polyvinylchloride (PVC) Yes
Dilator Marker PVC/ black tungsten Yes
powder
Wire Guide. w/Markings Stainless Steel Yes
Washing adapter Stainless Steel /Nickel and No

Chrome Plated Brass
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ANT REGULATIONS CHNICAL STA
Please notify Cook for return authorization.
Cook Medical Europe Lid
O'HALLORAN ROAD
NATIONAL TECHNOLOGY PARK
LIMERICK, IRELAND
TEL: +353 61 334440 FAX: +353 61 334441
WWW. KMEDI M
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The “use by” date as denoted by symbols on the labeling. The shelf life is shown by
indication the time of manufacture (factory symbol) to the stated expiration date
(hourglass symbot). The difference between both dates is the shelf life.

The afq;ementioned glevlces have a three (3) year shelf life.

L e
’ C.

PACKAGING AND SUPPLY DETAILS

Savary-Gilliard Dilator Sets SGD-100-1, SGD-100-2, SGD-70-1, SGD-70-2 is supplied
with each component being put in individual packaging, which is sealed. Sets are
supplied in plastic cases together with the instructions for use for Savary-Gillard Dilators
and Savary-Gilliard Wire Guides.

STERILZATION DETAILS

Devices described in this Technical Data Summary are supplied non-sterile and can be
disposable or reusable. Reusability of a device depends, in large part, on care of the
device by user (reference IFU).

T! E RUL! .
These devices should be stored in a dark, dry, cool place; avoid extended exposure to
light.

TRANSPORTATION RULES
Transportation shall account for the type of transportation employed, the destination, the

vendor used for transportation and an estimation of the frequency and harshness of any
handling required during transportation.

ISPOSAL RULE
Upon completion of procedure, the devices are to be disposed of as per institutional
guidelines for biohazardous medical waste. There is no environmentally harmful effect
as the result of the device disposal in accordance with the relevant national guidelines.
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