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Mo ykasaHHOMY HUXe BeO-aapecy Bbl HaWgeTe KpaTkue BUASOUHCTPYKLMMU NO
NPVMEHeHNto, pesynsTaTbl NCCAEA0BaHUIA 1 3arpyXXaemble MHCTPYKLUM Nonb3oBaTena
Thopaz* On1Aa KOHKPETHOW JO/IKHOCTY B BOMbHULE.
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Thopaz* University — aTo cailT 4na MOOWUIbHLIX YCTPOWCTB, paspadoTaHHbIi A1A okasaHusA
noaaepxXku nonb3osatenam. C NOMOLbIO ABYX HAaXaTUA Ha 9KPaH Bbl CMOXETe HanTu
KOHKPETHYt0, HeoBXoaMMyto BaM MHdopMauuto. Kaxaan Buaeosanvcs AnutcA He 6Gonee
60 cekyHa u BktoUaeT B cebAa TEKCTOBbLIE CMUCKU M FOIOCOBOR KOMMEHTapWii.

Thopaz* University MOXHO HaiTi no agpecy www.medela-university.com unu Ha Be6-
cante www.medela.com, Ha Bknaake Education. OH gocTyneH B niob6om popmare,
BKJIOYAA HACTOMbHbIV KOMMNbOTEP, cMapThOH 1 NnaHweT. Ana ObicTporo goctyna
pekoMeHayeM coxpaHutb Apbik Thopaz*t University Ha padouem cTone KoMnbloTepa,
cMapTdoHa nnn nnaduwera.




CoaeprkaHue

[T XcTa{oT= =T =T T < RS 206
1 MpeaynpemaeHNsA U MHCTPYKLMUMU NO TEXHUKE 6@30MAaCHOCTH ...........c.cccovevevenaen. 207
VIHCTPYKLIMM MO TEXHUKE BEBOMACHOCTM . .viivvieviieiieeieeieeteeieevee et saeese e sre s e 210
2 Pa6oTa OT UCTOUHUKA MUTAHUA U AaKKYMYNATOPHOM 6aTapem ....................cocveveunen. 21
PesepBHaA akKyMYNATOPHAA BATAPEA . ....ccuieiuiiirieeitieeieeeteeeiteeeteeeieeeteeeteeeraeeeare e e eneas 211
3apAagka akKyMYIATOPHON OATADEM ....ccveeiueeirieeiiieiieeciee et et et re ettt ae s 211
Husknii ypoBeHb 3apAana akkyMyIaTOPHON OATAPEM.........coveeiieeieeeieeiree e aie e 211

AKKYMYNATOPHAA GATAPEA PABPANKEHE . .ecivviieriirreeiteeitieesiresreasteeeieesteesseessreesreesreeans 212
B OMUCAHUE ...t 213
BBEIEHME ... 213
HasHaueHne/MOKa3aHMA K MPUMEHEHMEID c...ecciiieeeitieeeeitieeeeiee e et e e s are e e saae e e enveeesaraeeans 213
[T OTUBOMOKABAHMA. . eeeeeeieitiieeeee e e e ettt e e e e e et e e e e e ettt a e e e e e e st et e e e e e s e ebaaa e e e e e e s ebaareeeeaas 213
LIENIEBOIM MOMTBBOBATE D . vvttvieieeeiiititeeee e e e e eitteee e e e sttt aee e e e e e seabeaeeeeeseebataeeeeeesenbraaeeeeeas 213
LIENTEBOI MOTBBOBATE D . utrtvreeeeeiiittrieee e e et ittreeeee e s st itbaraeeeesssiatbaaeeeeesesbataeeeeeesenbraaeeeeaas 213
BaXKHOE MPUMEUBHUIE ...ciiiiiiiiiiie ettt et et e et e et e e sttt e e nsbe e e anbeeesnnbeee e 213
COK CIIYIKODBI 1.ttt ettt ettt ettt ettt ettt e st e st e s e st e sbaesseste e st e ste e st e sbe e st e saeensesrens 213
S o T T 1o o TS T TSR POTUTT TR 214
OCHOBHBIE 3MEMEHTBl TROPAZ T ettt 214
TIICTIIEA ettt 215
AKTUBALINA KHOTTKM 1eeeeiiitirieeeeeeietittteeeeeseeitatreeeeeesstabsaeeeeesesabsseaeeeeeseabasaeeeesesessraseeeeesseses 215
IOV OKM ottt ettt ettt ras 216
EMKOCTI ot e e et e e e e s a e e e e st a e 218
5 JONONHUTENBHAA MHPOPMALIMA. ......ccooiiiiiiiiiiiiiiieeiee ettt ee et et e e sbeasbeeaneas 219
OMPEAETEHNE BAKYYME .eciuvvriiiivieeeiuiieesitieeesitteeasteeeassueeessbeeassssaeastssessssseeestreeesssseesssseeas 219
PErY/TUPYEMOE [HABITEHUE ..ieciiiieeiiie et e e ee et et e et e et e st a e e st a e e snae e e e nveeesnnbaee e 219
Be30MacHOE NPEAENBHOE MABMEHME ....ccceiiiriieeeeeeieititee e e e e et e e e e s e ebatre e e e e s ebbaaeee e 219
TTOOAYBKA TPYOKM c.vvvviviieiiite ettt ettt ettt ettt ettt ettt et et e st e beens e e ens e e eaeanse s 219
Kamepa 6e30MaCHOCTU B EMKOCTM....c.viiuierierreeiresieeteastesteestesteessesteessesaeesseae s assesssasee s 219
VIBMEPEHME KUIKOCTM 1.cviieeeitiieeeitteeesiieeesttveeestsseeesteeeaasbaeesesbeeesbeeeesabaeeessteeesnreeessaraeees 219
3almTta oT nepennBa/aHTNOaKTEPUANBHBIA DMUTBTD ..oivvveeeieieeeivieeecitie et eeriee e evaeeas 220
CBETOUYBCTBUTESTBHBIN [IATUMK veeiuvvreeisiieeeisireeasieeessteeesssseessssseesssssesssssesssssessssssessssnees 220
B YCTAHOBKA. .....cc.uiiiiiiiiiiiitie ettt et b et b ettt 221
[MpoBepka NCXOAHOTO KOMMAEKTA MOCTABKM c.vveviiieieiiiieeaiieeeaieeeessieeeannneesansneesssnneaee 221
TTEPBBIM BAMYCK ..vtivtieitieeiieeitie ettt et e et et e et et e et ees e e tbeesb e e e st e e sbeeetb e e bt eesbeeebseenbaeaseeanneas 222
7 lNoaroTtoBKa K NPUMEHEHUIO/MHCTPYKLMU MO IKCNAYATALUMM. ........eeeeeiiiiaiiieaaienen. 224
[TPOBEPKN MEPEA MPUMEHEHUEM ...vvvvveieeeiiiitiiiiee e e e e eeiitaee e e e e eiitae e e e e s eebaae e e e e s ebaaaeea e 224
[TOACOEANHEHNE TPYOOK ..ecviiiuiieiieetee ettt et e et ettt ettt ettt e e ets et e e sae e e beesrseanaeas 224
YCTAHOBKA EMKOCTU [10 LB UK . 1uvvveeeeeiirirrrreeeeeeeititreeeeeesseessaresesesssessssseesessanissssseeeesssinnes 225
TTOUMEHEHNE EMKOCTU OOBEMOM 2 1 ..iiuiiiiiviiiiieeieiteetee st ettt 225
BKHOUEHNE TOPAZT ..ottt 226
[MpoBeaeHne MYHKLUNOHATBHOM MPOBEPKM ..ocivviiieiieeeitieeeeitieeesitreeeetteeessiteeesareeesraneae e 227
Mdrﬁmﬂﬁpﬂmﬂasmﬂmusope

www.nevacert.ru | info@nevacert.ru



KOHTPOMb MPOLECCA TEPAMMM.c..vviiieeiiieeeiiiree et e e eitte e e ete e e e eate e e st e e e stabeeestsaeessbseeesbeaeaanes 229

TTTABHBIN [IMCTIIE M vttt e eutee e eiete e ettt e e et e et e e et e e et e e e s st e e e nb e e e sasb e e e snsbeeesteaaeeteeeennneaeennes 229
OO6HOBUTE HACTPOWKMN OTOOPAXKEHNA MOTOKA XULKOCTM ..vvveeeireeeeeereeeeeveeeseveeesneneeas 230
(0 7= o 11 <= N PP PPRPPI 231
[TDOBEPKA KATETED@ w et etttieetiieaatiteaateeeaanteee e beeeaasbeeeaasbeeeabbeeeassbeeeasbbeeentbseeenbeeeeanteeaanes 233
BIKTIOUEHNE TROPAZT ...ttt ettt 234
Mepenava aaHHbIX Ha MK ¢ moMOLbo ThOPEASYT....cviiiiiiiieccce e 235

8 3ameHa eMKOCTHU
EmMKOCTb ¢ reneobpasyolwmM BELWeCcTBOM: akTuBauns

npouecca reneofpasoBaHNA..........c.ccuveee.e.. .237
9 WN3meHeHHe AABJIEHUA B MPOLECCE PABOTDI...........ccririiiiiiieiiiiieieieteceeissieneen s 238
DUBNONOTNUECKOE [ABITEHUE ....tieuiieiiiiatie ettt e tee et et e aiee et e et e bt e e beeatbeasbeeesteesbeesteeanes 238
10 MIBMEHEHME HACTPOECK ...ttt ettt ettt ettt 239
BABOACKUE HACTPOMKM 1eeeieiiiiieie e e e ettt e e ettt e e e e e ettt e e e e e sttt e e e e s e e tataa e e e e e s eabaaeeens 239
VIBMEHEHME HACTPOEK ..iuvirieeeeeeieitttie e e e e e e ettt te e e e e s st etbe e e e e e e e sttt e e e e e e s e e baaraeeeeeseabbsreeeeeaas 240
CoxpaHeHne M3MEHEeHHOro napameTpa B KayeCTBe HOBOMO CTAHAAPTA.........ceue...... 240
11 OTOOP MPOBBI APEHAMA. ........c.oviuiiiiiieieieieie ettt 241
12 YcTpaHeHue HEUCNPaBHOCTEN U @aBAPUMHDBIE CUTHAMDI ............cccccooveiiieaiiiaiieaiienn 242
(@131 Lo U = PP PPPRPP PP 242
13 O6LUME YKABAHNA MO OUMCTHE ......c.oeevevivieeeececeeeceeeeee e ceseese e en et 244
OBLUME YKABAHMIA. ...vveeeveeieieeiteeette et e ste st et e e e ebe e e aeesae e et e e ssbeesbeestseesaseesaa e bt e e aeessseenes 244
M30enna 04HOPA30BOT0 NCTIOMB3OBAHMA ..eeiverieiiireesieeeasnieeeaiteeesssreeessnaeessseeeessenesnnes 245
14 TapaHTUA, TEXOOCTYHUBAHUE U MPOBEPKH ......oveviiririiiiiics et 246
[T o T L2 4L E PRSP PPPPPPPPN
TexoBCnyxXuBaHue...
TEKYLLAA MPOBEPKA .ttt et ettt ettt ettt ettt eh e bt ettt ettt e e et eaneeas
MHCTpYKUMM MO McnbITaHUio dyHKLMOHanLHon padotocnocobHocTu (FPT)... ... 246
TTPOBEPKA OEBOMACHOCT M ....cuveivviiriiveeiteetee et etteete ettt ettt et e ets et et e saeetaeebeereebeere e 247
15 YTUIIMBALIMA ..ottt et e et e e ettt e e et e e et e e e e e aee e 248
16 TIPUHAATIEMHOCTM .....ooiiiiiiiiiiiie ettt ettt et ek e e bt e e b e e e sb e e e e e e e anbeee s 248
17 TeXHUUECKUE XAPAKTEPUCTUKM ......ocoveiiiiiiiiiiiiiatieeiteeatieaette et e etee et e stee bt ebeeasbeesnee s 249
18 BHAKM M CUMBOJIBI ...ttt ettt ekttt b et ettt ebe et e 250
19 Technical docUmMENtatioN ...............ooiiii e 302
APPENAIX A oo s 307
APPENAIX B ... 309
Perucrpanns MU B Pocanpasramzope Conepxanue | 205

www.nevacert.ru | info@nevacert.ru



[1lo3apaBneHun

C npuobpeTeHnem npmudopa Thopaz* Bbl NoAyyaeTe MHHOBALIMOHHYIO LIMMPOBYIO CUCTEMY
TOopakasibHOro PeHMpPoBaHNA, KOTopas ycTaHaBMBAET HOBblE CTaHAAPTLI B Tepanun 1
TOopakasbHOM APEHUPOBaHMMU.

Thopaz™ BKAOUAET 3NEKTPOHHYIO CUCTEMY U3MEPEHNA U KOHTPOJIA, OCHALLEHHYIO 3BYKO-
BOW W BM3yasbHOW MHAMKaLMEN COCTOAHNA. JaHHbIi NpuOop ABAAETCA «CYyXOM» CUCTEMOIA
— 3TO 03HAuaeT, YTo A/1A ero padoTkl HE HYXHbI XMUAKOCTU. BaxxHasa nHdopmauma o npo-
BeJeHun Tepanun otobpaxaeTtca Ha Aucniee B UMMPOBON 1 rpaduyeckonn gopme. Mo
OKOHYaHUM Tepanuu ata uHpopmauma MoxeT ObiTh nepeaaHa Ha K.

YnoOHbl pasmep, UCKAUNTENBHO TuxaA padoTa U CBETOYYBCTBUTE bHbIN AaTUKK,
perynnpyowmnii APKOCTb aKpaHa, NPUATHLI A41A NaunMeHToB U Ntoaei,
HaxoaAlmxcA NnoGansocTy.

mﬁ/ld’rﬁkﬂnfﬂﬂ@ﬂmmﬂmﬂope
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1 [NpeaynpexageHna u MHCTPYKLUK
N0 TEXHMKE OE30MacHOCTH

A NPEAYNPEX AEHUA
YkasbiBaeT Ha NnoTeHumasbHO OnacHyto cutyauuto, Kotopas, ecin ee He NpenoTspa-
TUTb, MOXET MPUBECTU K CMEPTU NN TAXKEION Tpasme.

é BHUMAHUE
YkasblBaeT Ha NoTeHUMaibHO OnacHyo CuTyauuto, KoTopas, ecin ee He nNpeaoTepa-
TUTb, MOXET MPUBECTU K NIErKON TpaBMe Wn TpaBMe CpedHel TAXECTU.

«@ Pvmeuanue no TexHuke 6esonacHoCTH
YkasblBaeT Ha NosesHyto nHdopmaumio o 6esonacHoi skcnayaraumn npudopa.

Cuctema Thopaz* yTBepx/aeHa A1A NPUMEHEHUA TONbKO B COOTBETCTBUN C JaHHOW
MHCTPYKUMen no akcnayatauun. Komnanua Medela MoxeT rapaHtupoBats 0e30MnacHyo
paBoTy CUCTEMSI, TO/ILKO ecnin Thopazt MCnonb3yeTcA B coOYeTaHum C OPUrMHanbHbIMK
nNpPUHaANEexXHoCTAMU (EMKOCTU, TPYOKMW, peMeHb 4714 NepeHOCKU, CeTeBoi aganTep,
nok-ctaHumA — cM. rnasy 16 «[MpuHaanexHoctu»/Appendix A).

Cuctema Thopaz*™ npouwna npoepky Ha IMC (91eKTpOMarHnTHYtO COBMECTUMOCTb) B
cooTBeTcTBMM ¢ TpeboBaHuAmK ctaHaapTta IEC 60601-1-2:2007 1 MOXeT MCNONb30BaTLCA
noBan30CTn OT APYrux NpuOopoB, KOTOPbLIE YAOBAETBOPAIOT TPEOOBAHNAM, U3/TOXEHHbLIM B
ctaHaapte IEC 60601-1-2. HenpoBepeHHble BbICOKOYACTOTHbIE UCTOYHUKK, PaanoceTn
NN aHaNornyHble NCTOYHUKU MOTYT BAMATL HA padoTy npmuoopa 1 He AO/KHbI
akcnnyatuposatbea BOAman Thopaz*.

HononHutensHoe obopyaoBaHue, NoakUYaemMoe K MeANLMHCKOMY 3/1eKTPO0BOPYI0BaHMIO,
NOMKHO cooTBeTcTBOBaTh ctaHaapTam IEC vnan ISO (Hanpumep, IEC 60950 ana
oBopynoBaHna 00padoTky AaHHbIX). KpoMe Toro, Bce KOoHUrypaumm OOMKHbI
COOTBETCTBOBATL TPeOOBaHMAM, NPEedbABAAEMbIM K MEANLMHCKMM 3/1eKTPoCcUcTeMaM (CM.
IEC 60601-1-1 unu nyHkT 16 Tpetbero nsgaHuna IEC 60601-1 cootBeTCTBEHHO). JInLO,
noakstovatollee AonofHNTeNbHoe 060pyA0BaHNE K MEAULMHCKOMY 31eKTPO0OOPYI0BAHNIO,
hopmMupyeT Takum 00pasoM MeAULMHCKYK CUCTEMY W, CNeAoBaTebHO, HeceT
OTBETCTBEHHOCTb 3a TO, UTOObI 3Ta CUCTEMA COOTBETCTBOBa/Ia TPEOOBAHUAM,
npeabABNAEMbIM K MeauUUHCKUM anekTpocuctemam. Obpallaem Balle BHUMaHWe Ha TO, UTo
MECTHbIE 3aKOHbl UMEIOT MPUOPUTET MO OTHOLIEHMIO K yKa3aHHbIM Bbille TpedoBaHuAM. B
C/lyyae COMHEHMI NMPOKOHCY/ILTUPYATECH C MECTHBIM MPEACTaBUTENIEM CIY>XObl NOAAEPKKN
KMEHTOB KoMnaHun Medela nnm ¢ oTAeNOM TEXHUUYECKOro OOCYXNBAHNA BaLLEro pernoHa.

Mepen akcnnyaTayuen npuéopa o3HakoMbTeCb U o6ecneubTe cobnroaeHue aTUX
npeaynpexaeHUi U MHCTPYKLUUI NO TexHUKe GezonacHocTU. JlaHHYO MHCTPYKLHUIO NO
3aKcnnyaTtauun Heo6XoAMMO XpaHUTL BMecTe ¢ npuéopom AnA nocneayroLero
MCNOnb30BaHUA.

O6patute BHUMaHWe, YTO AaHHaA UHCTPYKLMA MO aKchayaTauun npeacrasnaeT codoi
pekoMeHAauun obLlero xapaktepa no npumeHeHuo nsgenva. NpuHumats pelweHna no
MEONLMHCKUM BOMPOCaMm AOMIXKEH Bpau.

KomnaHua Medela rotoBa HecTu OTBETCTBEHHOCTb To/bko 3a OBLLUYHO BESOMACHOCTS,
HaAeXHOCTb 1 3KCMyaTalnoHHble xapakTepuctukn Thopaz+t npu ycnosuu, uto npnéop
3KCMayaTMpyeTca B COOTBETCTBUM C UHCTPYKLMEN NO aKcnayaTtauuu.

[MoanexuT n3ameHeHuo.
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NPEAYNPEXAEHUA

TepMuH «aaBneHne» 0BbIYHO 03HAYAET «OTPULaTETbHOE JaBeHNE».

MpouTute HacToAllee PyKOBOACTBO 10 Hauyana akcnayaTaumm npubopa.
[Mepenava aaHHbIX No USB BO BpemA Tepanuun 3anpeljeHa.

[Mocne Kaxaoro NPUMeHeHUa yacTi npudopa, KOTopble BCTYNaIn B KOHTAKT C
BblbIXaeMbIM CEKPETOM, HEOOXOANMO ounLlaTh, Ae3MHDULMPOBATL UK
YTUAN3MPOBAaTb.

[o Hauana ouncTku npudopa BbiHLTE BUIKY U3 PO3ETKU CETW MUTaHuA.

Mpubop Thopazt Gbin aTTeCTOBAH BMECTE C NPUHAANEXHOCTAMY,
nepeuncneHHsiMm B Appendix A. [na npasuibHoOW 1 6esonacHoi paboThl
ncnonb3ynte Thopaz*t ToNbKO C 9TUMU NpUHAANEXHOCTAMKU. [ononHuTeNbHanA
NHOpMaUnNA ykadaHa B MHCTPYKLMM K KaXXA0W NPUHAANEXHOCTN.

He ncnonbayinte cuctemy Thopazt Bo Bpema MPT (MarHUTHO-pe30HaHCHOM
ToMorpadun).

He cywunTe npuéop Thopazt ¢ NOMOLLbD MUKPOBOSIHOBOIO U3yUYeHUA.

Mpnbop HenpuroaeH AnA NPUMEHEHUA BO BPeMA KymnaHua, NPUHATUA ayla uam
BO B3PbLIBOOMNACHOW Cpeae.

YcTaHaBnMBaeMmblil AnanasoH AaBnaeHua o/KeH ObiTh onpeaeneH Bpayom

B COOTBETCTBUM C BO3PACTOM ¥ BECOM MauueHTa.

He ncnonb3yinte Thopazt, ecnu apeHaxHana Tepanua nokasbiBaeT gaBneHune,
npesblllatollee MakcuMabHblil Ananas3oH gaenexHuns, pasHbin -10k[a.

He ncnonb3yinte Thopazt, ecnu apeHaxHana Tepanua nokasbliBaeT pacxof,
NpeBbILAaoLWMIN MakCuManbHyo NPOU3BOANTENLHOCTL Npubopa, paBHyo 5 1/MuH.
He ncnonbayinte Thopazt, ecnu apeHa)kHaa TepannAa ykasbiBaeT Ha
HeaonyCTUMOCTb BO3AENCTBUA Ha NauMeHTa AaB/leHUEM.

He noakntoualite k 6510ky Thopaz* ABYyCTOPOHHUE TOpaKasibHble APEeHaXxMu.

B Takux cnyuyaax pekoMeHayeTcsa ucnonb3osath Asa 6noka Thopaz™.

[na Toro utobbl cuctema Thopaz*™ mMorna cHuxaTb AaB/IEHNE, BAXHO NOA0XAATb
30cekyHa Mexay oT6opoM Npobbl ApeHaxa 1 OTKPLITUEM 3aXnMa Ha KaTteTepe
(apeHaxe) nauneHTa.

AnanTupynte HaCTPOWKMW AaBneHnA ANA NnauneHToB-aeTeNn.

MpumeHeHne Thopaz*t npu NBLIX NoOKas3aHWAX, KPOMe yKasaHHbIX B HasHaueHuu,
HexenateabHO U HeaOonyCTUMO.

Mpubop paspelaeTca MCNOML30BaTh TOMLKO KBAIMMOUUNPOBAHHBIM AnLaM C
MEeaNLMHCKON NOArOTOBKOM, NpoLWealnM Heodxoanmoe obyueHne padoTe C
Thopaz*.

Hapesarte nepuaTtky BO BpeMA BCEX onepauui.

EMKOCTb 3ameHAeTCA Ha OCHOBE BM3yaslbHOr0 KOHTPOA MAM B COOTBETCTBUK

C MHCTPYKUMAMK Ha aucnaee Thopazt (MpeaynpeanTenbHbIi CUrHan).

Ecnn npubop nokasbiBaeT Hannume NoCTOAHHOMO MNOTOKAa Bo3ayxa, ydeantecs B
TOM, UTO cucTema cobpaHa NpaBuIbHO, Mpexae YeM npeanpuHumaTb
nanbHellne Mepbl Mo YCTPpaHeHnto HeucnpaBHocTel. YoeanTecs B
repMeTUYHOCTM CUCTEMbI, 3aKPbIB 3aXMNM Ha kateTepe n Habnwaan, Kak
BO3/YLUHbIA MOTOK YMEHbLLIAETCA [0 HYNA.

B mecTe coeanmHeHna kateTepa U pasbema MOXET MPOUCXOANTb 3aCOPEHME.
Mbl pekOMeHayeM PErynapHO KOHTPOAMPOBATb 3TO COEANHEHME U BbINOMHATH
Haanexatlylo npoueaypy nNo ycTpaHeHuto 3acopa npu ero BO3HUKHOBEHWMN.
Cuctema Thopazt He npeaHasHayeHa AnAa peTpaHchy3nu.
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A BHUMAHUE
- He gonyckatoTca kakue-nnéo Moamdmkaumy gaHHoro o6opynosaHus.

- lMepen noakntoveHnem Thopazt K UCTOYHMKY NUTAHUA NPOBEPLTE COOTBETCTBUE
HanPAXEHWA NUTAHUA HaMNPAXEHUO, ykasaHHOMY Ha MpMeHHON Tabnnuke npu-
6opa.

- HenpaBunbHoe npumeHeHne npubdopa Thopazt MOXeT NPUUNHUTL NaLneHTy 60b
WM HaHEeCTU TpaBMy.

- He ncnonb3yinte cTepuibHble MPUHAAIEXHOCTM C MOBPEXAEHHON CTEPU/IbHOWN
ynakoBKO.

- HecTepunbHble 1 MHOrOpasoBbie NPUHAAIEXKHOCTM HEOOXOAMMO OUMLLATL U
nesnHuumposats cornacHo rnase 13 «O6ume ykasaHuAa no O4YnNCTKE».

- MNpu nepBoM 3anycke He BktouanTe Thopazt 0o 3apAAKM akKyMynATOpHON GaTa-
pew.

- EmkocTv Thopazt o6bemom 2 N1 He NpegHasHaueHsl 414 NepeHoca (HU BPYYHYIo,
HW C MOMOLWbBIO PEMHA ANA NEPEHOCKN).

- N3 coobpaxeHnii 6e3onacHOCTN HEOOXOAMMO PEerucTpPupoBaTh 3aMeHy eMKO-
cTen
C NoAXOAALMMY YPOBHAMM XUIOKOCTU.

- [Nepen NoOCTaHOBKOW AnarHo3a BbINO/HUTE MPOBEPKY 3aperncTpmMpoBaHHOroO
3HaUeHuA XUIOKOCTU Ha npasgonogodue.

- [InA nayMeHToB, KOTOPLIX BbIXOA NPUBopa U3 CTPOA MOXET NPUBECTU K KpUTnue-
CKOW cutyaumm, HeoBxoanMo oOecneymnTb NOCTOAHHOE Hauuyne 3anacHoro npu-
6opa.

- ®epepansHoe 3akoHoaaTenbcTBo CLUA paspellaeT npoaasaTbh HACTOALNIA
npubop TONLKO MO 3aKasdy WK PacnopPFXeHWo Bpava.

@™ nNpumeuaHue no TexHUKe 6e30NacHOCTH

- He yctaHasnusaiite Thopaz*t ¢ NpucoeanHEHHOM 2-TMTPOBOI eMKOCTLIO Ha
[OK-CTaHuuto 6e3 NoAK/toUeHMA OOMOMHUTENBHOMO ajanTtepa AoK-CTaHUum
079.0038 ana 2-nutpoBoi emkocTn Thopaz™t.

— OyHKUMA aBapuIiHON 3BYKOBOW cuUrHanmnsaumm «yTteuka B cucteme — 301»
[leakTVBUPYETCA B TeueHne npudnnsnTensHo 6 MUHYT NOCe BKAOYEHUA
Thopaz™.

- Kaxablil pas npu noacoeavHeHnn HOBOro nauneHTa peKkoMeHayeTCs BbIMOMHATL
PYHKLMOHANBHYIO NPOBEPKY.

- Mpexae yem BNepBble NPUMEHATL NPMOOP MO Ha3HaUYEHWIO, PEKOMEHIyeTCA
npoBecTun NpoBepky cornacHo IEC 62353 (cm. Appendix B) ¢ uenbto
NoNyyYeHnA KOHTPO/IbHLIX 3HAUYEHWNA.

- KomnaHua Medela pekomeHayeT Ucnonb3oBaTe HanBoNbLWNA BOSMOXHbIV pasMep
KOHHEKTOPA, COBMECTUMbIA C KAaTETEPOM.

- Ona apeHaxa npobbl UCMOML3YTE PACMNOIOXKEHHbLIN Ha Tpybke nopT. CM. rnasy
11 «OT60p NPoBLI ApeHaxax.
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MHCTPYKLUM NO TeXHUKe 6e30nacHOCTH

- Thopaz* — 370 MeanUMHCKNUIA Npudop, TPeBYIOLMA MPUMEHEHMA CrielUnasbHbIX
Mep TexHuknu 6esonacHocTn B oTHoweHun OMC. Ero crneayeTt yctaHaBnvBaTh
N BBOAWUTb B 9KCMyaTauUmio B COOTBETCTBMM C NMPUIOXKEHHON MHGOpMaLmen
no OMC B rnaBe 19 «Technical documentation».

- MopTaTtnBHbIe 1 MOBU/bHBLIE YCTPONMCTBA PY-CBA3KM MOTyT BAMATL Ha padoTy
MEeANLMHCKUX NPUOOPOB.

- B kaxagom n3 cneayowunx cnyyaes Thopaz*t 3anpelleHo ncnonb3oBatb
1N Heo6xoAMMO nepenaTb A1A PEMOHTA B CNYXOyY NoanepXKn KJMEHTOB:
—-noBpexaeH ceteBoin kabenb UK WTencenbHaa BUKa,

-npudop He padoTaeT B COOTBETCTBMM C TEKYLIEN NPOBEPKON;
-NpUOOP NOBPEX/IEH;
-npnbop MMeeT ABHble AedeKTbl, CBA3aHHbIe ¢ 6830MNacHOCTbIO.

- BHyTpu npubopa Thopaz* oTcyTcTBYIOT AeTanu, oOCnyXnBaembole nosb3oBare-
nem. N3 cooBpaxeHuin 6esonacHocT peMoHT Thopaz® Jo/KeH BbINOMHATLCA
NCK/IIOUNTENBHO B OMLIMalbHBIX CEPBUCHbLIX LieHTpax komnaHum Medela B Teue-
HUe BCEro cpoka Cryxobl.

- Kabenb nutaHmAa He OO/MKEH HAaxoaMTbcA BOM3M rOpAYMX NOBEPXHOCTEN.

— Bunka 1 BblktoyaTenb nutaHna He AOJHKHbI noaBepratbcA BO3L|6I7ICTBVIIO Bnarmu.
He BbIHI/IMaIZTe BUNKY N3 PO3ETKU CeTn N1UTaHnA, BbITArMBaA 3a Kaéeﬂb nUTaHUA.

- Bo Bpema akcnnyatauumn cuctema Thopazt gonxHa HaxoAnTbCA B BEPTUKANbLHOM
NONOXEHNMN.

- OTk/toueHne oT ceTu nuTaHna obecneumnBaeTca TOMbKO NMyTeM OTCOeAUHEHWA
CceTeBOro ajantepa oT PO3eTKU CeTu nuTaHuA.

- Banpeujaetca Ucnonb3oBatb NPUOOP Mpu BLICOKON TeMNepaType B NOMELLEHUN,
BO BpeMA NPUHATUA BaHHbI NAK Aywa, B COCTOAHUN CUNbHOM YCTanocTn namn
B YCNoOBKMAX, KOrga ecTb yrpo3a B3pbiBa.

- 3anpeujaetca nomelwats Thopazt B BoOAy WAK ApYyrue XUAKOCTHU.

- MpucoeanHAs HOBYD EMKOCTb, yOeanuTech, UTo pasMep eMKOCTU, 0ToOpaXkaemslit
Ha aKpaHe, COOTBETCTBYET pasMepy NpUCcOeaMHEHHO eMKOCTHU.

- Mpun ncnonb3oBaHMM OIHOPA30BbLIX CTEPWUJIbHLIX U3AENWI 0BpaTuTe BHUMAaHNE Ha
TO, UTO OHU He NpeaHasHayeHbl 18 NOBTOPHON oB6paboTku. MoBTopHaa 06padoT-
Ka MOXeT MPUBECTU K NOTepe MexaHU4YecKux, XuMmniecknx un (uam) éuonoruve-
CKMX xapakTepucTuk. NoBTOPHOE MCMO/b30BAHNE MOXET CTaTb MPUUYNHOW nepe-
KPECTHOro 3apa)eHus.

— ObpaTtntech K MECTHOMY NPeACcTaBUTENtO CYXObl MNOAAEPXKKN KIMEHTOB KOMMa-
HUM Medela 3a nomolyblo No padoTe ¢ U3aesMem.

— KoHTponb nauneHTa A0MKEH NPOBOANTLCA PEryIAPHO B COOTBETCTBUN C BHYTPU-
OONBbHUYHBIMU UHCTPYKLMAMU.

HacToALLyo MHCTPYKLMIO MO SKCryaTaumnm HeoOX0AMMO COXPaHUTL ANA NOCAeayto-
Lero UCnonbL30BaHuA.
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2 PaboTta OT MCToYHMKa NUTaHUA
N akKyMy/SIAaTOPHOM BaTapeu

Thopazt moxeT paboTaTb OT CETEBOr0 UCTOYHUKA MUTaHWA 077.0148, nok-cTaHuum
079.0037 wnn OT BCTPOEHHOW IMTUIA-MOHHOW akKyMynaTopHOW GaTtapew. Mepen
MCMNONbL30BaHNEM [OK-CTaHUMWN NPOYTUTE MHCTPYKLMIO Mo padoTe ¢ AoK-CTaHLuei
200.1554. AkkymynaTopHana GaTtapes 3apaxaeTtca npu padote oT cetn. Cpok aencTena
akKyMynAaTopHou 6aTapeun 3aBUCUT OT BpeMeHu padoTsl cucteMbl Thopaz*t. Ha Hero Bnvaet
CTeneHb yTeukun BO3ayxa U3 napeHxnmMbl 1 ycTaHoBNEHHOe AasneHue. Thopaz*t He paboTaeTt
MOCTOAHHO, a BK/IIOYAETCA TOMLKO B TOM C/lyyae, Koraa oTindyaroTcA akTUueckoe u
HOMUWHAa/IbHOE 3HaYeHWA.

Mpun HenpepbIBHONM aKcnyaTauun komnanna Medela rapaHTMpyeT MUHUManbHOe BpeMA
paboTbl 4 yaca npu padoTe OT akKyMy/IATOPHOK BGaTapen Nocse NosHOW 3apAakm

npubopa. Ha npakTuke aencTBuTeibHOE BpeMa paboTbl OT akKyMy/ATOPHON Batapen
coctasnaet 6onee 10 yacos. Ecnv Thopazt ncnonb3yerca HeuacTo, akKyMyIATOPHYHO
6aTapeto Hy>XXHO 3apaXaTb MPUMEPHO Kaxable 6 MecAles, UuToObl 0OecneunTs onTUMabHOe
YHKLMOHNPOBAHWE.

PesepBHanA akKymynaTopHana 6aTtapesn

Mpu BHYTpPeHHEM nospexaeHun (06pbiB kabend, AedekT akkyMynAToOpHol GaTapen)
Thopaz™ BbiktOUYAETCA, U B TEUEHNEe MO MeHblen Mepe 3 MUHYT 3BYYMT 3BYKOBOW Npeay-
npeanTenbHbl curHan (Npu 3ToM nNuTaHue NoaaeTcA OT Pe3ePBHON akKyMYNATOPHOMN
Gatapew). B aTux ycnosuax cuctema Thopazt padoTtaeT kak 04HOXOAOBON KianaH.
HemenneHHo 3amennte Thopazt.

3apaaKka akkymynaTopHon 6atapeu
BcTaBbTe 610K nuTaHua Thopazt B po3eTky U OTKponTe
HeGOoNblYO 3alMTHYIO KPLIWKY ANA AOCTyna K po3eTke
NOCTOAHHOrO Toka. BcTaBbTe KoakcuasbHbin kabens
nUTaHUA B PO3ETKY MNOCTOAHHOro Toka. [Buxyuimneca
4 / NONOCKN Ha Ancnaee akkymynATopHoW 6atapeun OyayT
| yKasblBaTb Ha TO, YTO BbiNOAHAETCA 3apAaaka [ 1 ].

Hu3kui ypoBeHb 3apAaa akKymynatopHon 6atapeu

MpuénunantensHo 3a 30 MUHYT A0 NMOMHOrO paspaAa akKyMynATOPHOW Gatapen 3ByunT
3BYKOBOW CUTHas, a CUMBOJ akKyMynAaTopHoi Batapen [ I ] HaUMHaAET Muratb. 3ByKOBOWA
CUrHan MOXHO OTKJ/IOUYMTb, HO CMMBOJ akKyMynATOPHON GaTapen NPoao/HKUT MUraTb 40
NonHOro paspAga 6arapen. YCTaHOBAEHHOE AaB/eHe NoAAePXXMBaETCA, HO BaTapeto
cnenyeT 3apAAUTb Kak MOXHO CKopee.

P
(=] Somi/min -20kPa ()
r Haxmnte 0JHOBPEMEHHO ANA NOATBEPXAEHNA 3BYKOBOIO
fral - -
. 5 . o aBapuHOro curHana, a 3aTemM crneaymnTe ykasaHuam Ha
') < ancnnee (CMm. rnasy 12 «YcTpaHeHne HencnpaBHOCTEN
o = 1 aBapuilHble CUrHasbl»).
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AxkkymynatopHana 6aTapen paspameHa

CvimBon Batapeun 6yneT muratb CO 3ByKOBbIM CUTHa/IOM B TeyeHne 10 MMHYT 40 NOJSIHOro
paspaga 6atapew, ecim Hacoc He OyaeT BbIK/IloUeH paHee. 3BYKOBOW CuUrHan Henb3n
OTK/IOUNTL B TeueHne 10 MuHyT. Ecnu Thopazt He NoakMtoUNMTb K UCTOUHUKY NUTaHKUA,
Hacoc aBToMaTu4yecku BbikaounTcA Yeped 10 MuHyT. lTocne BbIKAOYEHNA Hacoca
oTpuuaTtenbHoe AaBfeHE He noadepXunBaeTca.

*

1. AKKymynaTopHana 6aTapena paspaxeHa

2. AKKymynAaTopHas Gatapes nouTy paspaxeHa

m

3. AkkymynaTopHaa 6aTapen 3apaxaeTca
(aBwkywmeca Nonockm)

*

C

4. AKkymMynaTopHaa 6aTtapea NoMHOCTLIO 3apAXeHa
1 NMOAKJIlOYEHa K cetu

* CumBon muraet

%L&JTE&Q&TIQQE POUSIDAHAREBPEN VA 1 aKKYMYNATOPHO# Garapeu
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3 OnucaHune

BBeneHue

Thopazt — BbiCOKOKa4eCcTBeHHaA UMhpoBana cucTeMa Topaka/bHOro APEHMPOBaHNA. JTta
KOMMakTHadA cuctema ofecrneunBaeT peryimpyemMoe oTpuLate/ibsHoe [aB/eHne oKolo rpyam
naumneHta. OHa KOHTPOMPYET NOTOK Bo3ayxa u cOop xuakoctn. Thopazt npuMeHAeT TONbKO
BaKyyM, HEOOXOAUMbIN ANA noaaep)XXaHUs OTPULATeNbHOro AaBAeHUs, NPeancaHHoro 1
yCTaHOB/IEHHOrO Bpa4yoM-onepaTopoM. Ha uBeTHOM LumndpoBom aucniee otodpaxaroTcs 06b-
eKTVBHbIE aHHbIe B PEXVMEe PeasibHoro BpeMeHU, a Takxe rpadvky UsMeHeHuli BO Bpeme-
HY, NO3BOMAKOLWIME NIETKO OTC/EXMUBaTb NpoLecc Tepanun. Cuctema coyetaeTt B cede NpocTo-
Ty padoTbl U OUUCTKM C DYHKUMAMKU Ge3onacHOCTV anA obecnedyeHna onTUMasnbHON aKcniya-
Tayuu.

Ha3HaueHue/noka3aHUA K NPUMEHEHUIO

Cuctema Thopazt npeagHasHauyeHa Ana acnupauuy v yaaneHna Xmpyprivyeckux XuakocTen,
TKaHW, ra3os, MU3NONOTMUECKUX XUAKOCTEN UM NaToreHHbix matepuano. Cuctema Thopazt
rnokasaHa /1A UCMO/b30BaHNA BO BCEX CUTyaLMAX, KOraa NPUMEHAIOTCA TopaKasibHble ApeHa-
U, 0COOEHHO ANA TopakaibHOro APeHUPOBaHUA B NAEBPasbHON U MeanaCTUHaNbHOW Noo-
CTAX Mocne onepauunin Ha cepaue UM TopakaabHON XMpyprum (NocneonepaumoHHbIn yxoa) v
B Takux Cryyanx, kak MHeBMOTOpakc, TpaBMa rpyaHou KAeTku, NaeBpasibHbiii BLINOT, aMMne-
Ma MAeBpbl UK ApYrne CBA3aHHbIE C 3TUM COCTOAHMA. Thopaz™ npeaHasHayeH AnAa npume-
HEeHUA cpeaun NauMeHTOB COOTBETCTBYIOWMX /IeUEOHbIX YUPEXAEHWIA.

MpoTrBONOKa3saHua
Kakunx-nm6o n3BeCTHbIX NPOTUBOMNOKA3aHWA K UCMOMb30BaHNIO LINPPOBOA CUCTEMSI
TopakasnbHOro ApeHuposaHmAa Thopaz*t He cyulecTsyeT.

LleneBon nonb3oBaTtenb

OkcnnyaTauua npudopa Thopazt gomkHa OCyLEeCTBAATLCA TONbKO AO/MKHLIM 00pas3om
NMPOUHCTPYKTUPOBAHHLIMI MO/Ib30BaTENAMNU. DTN NNLA He AOKHbI ObiTh cnadocsbilallmn-
MU VAN TIYXUMU U AO/DKHBI UMETH YAOBETBOPUTENIBHOE 3PEHME.

LleneBoi nonb3oBaTenb

OkcnnyaTauma npudopa Thopazt fomkKHA OCYLECTBAATLCA TONbKO AO/MKHLIM 00pas3om
NPOUHCTPYKTUPOBAHHLIMI NOMb30BaATENAMN. DTN NNLA He A0KHbI ObiTh cNnadoc/bilalmn-
MU VAN TIYXAMU U AO/MKHBI UMETb YAOBNETBOPUTE/IbHOE 3PEHME.

BaxHoe npumeuaHue

CooTBeTCTBME HaANexalM XMPYPruyecknm npouesypamM n metogam BXxoauT B cdepy
OTBETCTBEHHOCTW Bpaya. Ka)K,ElbII7I Bpay AO0J/KeH OUEeHUTb AONYCTUMOCTbL /1IeYeHnAa Ha
OCHOBE COOCTBEHHbIX 3HAHWI 1 OMbITa.

Cpok cnym6sl
Cpok cnyx0bl npubopa — NATbL NeT.
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4 O0630p

OCHOBHbIE aNEeMEHTbI
Thopaz+

CBETOUYBCTBUTE/bHbIA AATYMK

OTtBepcTune anA
LAPEeHaxHoW TpyOKm

Oucnnen

KHonka oTcoeanHeHnns

! EmkocTb (puc., 0,3 n)
USB-nopTt

MopT ceTesoro agantepa

Pyuka ana nepeHocku

N

LepxaTenb Ana KpenaeHus
Ha KpoBaTK

BakyymMHOe coeaunHeHne
C YNIOTHEHNEM

[epxatenb AnA cTaHOapTHON
penbCoBOW HanpasaAlowein

T DupMeHHana Tabnnuka




Aucnnen

Thopaz*™ cmelleH OTHOCUTENBbHO

ocu (Mamepetme xuakoctn| | 1OMEP naumerTa

B @HHbIN MOMEHT HEBO3MOXHO) Pabouee cocTosiHne

o+

HenocTaTtouHo X1aKoCTH npu6opa Thopaz*:

ANA NOCTOBEPHOIO N3MEPEHUA Bpewma Tepanuu Thopaz*+ HaxoauTca

USB-coeanHeHne l;i Standbyt B PEXUME OXMaaHWA

-

TOAHM TR Thopaz* pabotaet

CoctonHue |-u¢:> AT adion paz’ p

akKyMYIATOPHON

Gartapeu nonocxa MEHIO
Obuiee KONNYECTBO Bolkatouarens nutaHuna
CcOBOpPaHHOW XUOKOCTH

Cratuctuyeckne gaHHble NoTo-

!} ﬂn o 10
£ J_ . Ka Bo3ayxa/kHonka Bbi6opa
O6bem noToka BO3ayxa .
150 v
| =2 Cratuctnyeckue aaHHble

YCTaHOB/IEHHOE AaBneHne

Xnakoctu/kHonka seidopa

T 3aperncTpupoBaHHbIi
pasMep eMKOCTU (NPOBEPUTL
Ha COBMECTUMOCTb

HononHutenbHble C NPUCOEANHEHHON EMKOCTbIO)
KHOMKK

Haxxmute oagHOBpEMEHHO AnA
N3MEeHeHWs JaBieHns
B npouecce padoTbl (CM. rnaBy
9 «MameHeHne naBneHuA
B npouecce paboThl»)

AKTUMBaLUA KHOMKU
BeICTPO HaXXMuTe KHOMKY ANA aKTUBaLUU HYXHOIO [encTBUA.

UcKkntoueHue: A7 NePekIOYEHNA B PEXUM «XKIyLY. PEXUM» HAXKMUTE W yaepXKnBanTe
KHOMKY HEe MeHee 3 CeKyHa.
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Tpy6ku HopmanbHbIi/He00NbLION/B0NbLWOR/0ANHAPHLIA/ABOWHOW COEANHUTEND

STERILE E Matepwnan: MNBX (MeAMUMHCKON Mapku) CTEPUbHLIA, IBONHAA yNakoBKa
Onvna: 1,5 m

OavHapHbIN/OBOMHOW cOeanHUTENb
Tpy6Kn Ansa nauveHTa

[BoliHaAa Tpybka Thopaz MopT ana ot6opa nNpod
079.0022 _ J_

ﬂ,i( '\\ 3axum anA TpySku

. "
CoeanHeHe C eMKOCTbIO J /
3awwuTa ot nepenunsa/ S »\J. 7 74 TpyBka ana nauneHTa
° e
aHTMBaKkTepuasbHblin MUILTP e
CoeaunHeHne ¢ HaCOCoOM T :L MameputensHaa Tpybka

BHYTpeHHWI gnameTp
Tpy6Ku Ansa nauveHTa

e BHewHun guameTp
T KOHHekTopa TpyoOKku 2
i

BHelHnin anametp
KOHHeKTopa Tpyoku 1

079.0025/26: BHyTpeHHUN anameTp TpyOku Ona nayveHta: 5,5 Mm
BHewHwnit anameTtp 1 KOHHEKTopa TpyOku: 9,5 MM
BHewWwHnii anameTp 2 KOHHekTopa TpyOku: 16 Mm

079.0021/22: BHyTpeHHUN anameTp TpyOku aAna nayvexta: 5,0 MM
BHewHwnii anameTtp 1 KOHHekTopa TpyoOku: 6,4 Mm
BHelWwHWii anameTp 2 KOHHekTopa TpyoOku: 16 Mm

079.0023/24: BHyTpeHHUN anameTp TpyOku ana nayvexta: 5,0 Mm
BHewHwnit anameTtp 1 kKoHHekTopa TpyOku: 4,0 mm
BHewHwnii anameTp 2 KoHHekTopa Tpyoku: 11,0 mm

Z’Eﬁ/ldTﬁﬁnﬂMH B PocaypaBHagzope
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\wj):

OawvHapHana Tpybka Thopaz, [lBoiiHaa Tpybka Thopaz,
60NbLWON COeaNHUTENb 60NbWON COeANHUTENb

079.0025 079.0026

‘f_"'[j,

OpaunHapHan Tpybka Thopaz  [IBoiHas Tpybka Thopaz
079.0021 079.0022

\% ~ = BEE
g “['-Eff y :

OavHapHana Tpybka Thopaz, [BoiiHana Tpybka Thopaz,
HeBO/bLWON coeaAnHNTENb HeBO/bLWON coeaAnHNTENb

079.0023 079.0024

- MpumeuaHne no TexHuKe GesonacHocTH
Komnanusa Medela pekoMeHAyeT NCNonb30BaTh HaMOONLLLINA BO3MOXHbIN pasmep
coeanHnTena, COBMECTUMbIN C KaTeTepoM.
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EmkocTtH

srevue]e]

C reneobpasytolmm seliectsom uim 6e3 Hero 0,31/0,8 n/2n
Matepuan: [MonvnponunneH, CTEPUNbHLINA
ToUYHOCTb cUnThIBAHUA: +/- 2,5 % (BBEPTMKATBHOM NOOXEHMM)
leneobpasytollee BewecTso: 0,3 n=12r/ 0,8 n =

28r/2 n=2x30r

paayvpoBka

3BawuTta ot nepenusa/
aHTMOaKTepuasbHbIN PUALTP

MpenoxpaHnuTenbHbIn KnanaH

{.’ YnnoTHuTeNbHaA KpbllWKa
&)
N

OTnkeTka anAa onpenesieHnAa eMKoCTn

Kamepa 6esonacHocTn

3akpbiTad kamepa ¢
reneo0pasyloLlym BeL|eCTBOM

Kamepa ans cekpera

EmkocTtb Thopaz 0,8 n

079.0016

EmkocTb Thopaz 0,8 11 ¢ reneofpasytoum BelLecTBOM
079.0017

avaiteian il

EmkocTs Thopaz 0,3 n EmkocTe Thopaz 2 n
079.0011 079.0018
EmkocTb Thopaz 0,3 nc EmkocTb Thopaz 2 nc
reneobpasyoumm reneobpagayroLimm
BELLECTBOM BELLECTBOM

079.0012 079.0019

@™ Npuvmeuanue no TexHnKe 6e3onacHOCTH
[na apeHaxa npoObl UCNONL3YINTE PACNONOXKEHHbIN Ha TpyOke nopT. Cm. rnasy 11
«OT60p NPoOLI ApeHaxa».



5 J[lononHutenbHaa nHpopmauma

OnpeneneHve Bakyyma

Mpy NPUMEHEHUN MEANLMHCKUX acnmpaLoHHbIX NPMOOPOB Bakyym 0ObIYHO OnpenenatoT
Kak pasHuly (B aBCOMIOTHLIX BENMUMHAX) Mexay aOCONOTHLIM AaBNeHneM 1
aTMOCMepHbIM AaBneHnemM nunamn Kak oTpulaTtensHoe 3HadyeHne B klla. B HacToAwem
[OKYMeHTe ykasaHue, Hanpumep, -10klMNa Bcerga o3HavyaeT AvanasoH aasneHuns B klla
HMXe aTMOChepHOro aaBneHnA okpyxatouwen cpeabl (cornacHo EN ISO 10079:1999).

Perynupyemoe faBneHue
Thopazt perynapHo NpPoBepAeT 1 KOPPEKTUPYET AaBNeHne. YCTaHOBEHHOE [aB/eHue
COOTBETCTBYET [aB/eHuto Bcei cuctemsl Thopazt.

BesonacHoe npeaenbHoe AaBneHue

KoppekTupyemblin AnanasoH agasneHna B cucteme Thopazt coctasnaet oT -0,1 go -10 klMa
(-100 mb6ap, -75 mm pT. cT., -100cm H,0). Ecnan ycTaHaBnnBaloTCA 3HAYEHUA AaBneHus
Boilwe -7 kMa (-70 mbap, - 53 MM pT. ¢T., -70 cm H,0), Ha ancnnee noaBnAeTCA cneayiouee
npeaynpexaeHne: CANWKOM BbICOKOE AaBfeHne MOXET NPUUNHUTL nauneHTty 6onb n/unm
BbI3BATb CEPbe3HbIe TPaBMbl. ITO NpeaynpexaeHne Jo/MKHO ObiTb MOATBEPXKAEHO
HaxxaTneM kHomkun «OK», npexae yemMm MOXHO OyneT NpoAO/IKUTL YBEIMYEHNE AABNEHNA.

Mpoayeka Tpy6ku
Mpoayska TPyOKM MPOU3BOANTCA Kaxasle 5 MUHYT unu koraa Thopazt oBHapyxusaeT
paspAxeHue 1 NpeaoTBpauiaeT 3acopeHne TpyoKM A1A naumeHTa.

Kamepa 6e30nacHOCTH B €MKOCTH

[na Haanexallel 6esonacHoi padoTsl Nnpuéop Thopaz*™ AoMKeH HaxoanMTbCA B
BEpPTMKaNbLHOM nonoxernun. Ecnn Thopazt HaknoHAeTcA, cneumanbHaa KOHCTPYKUMA
KaMmepbl 6€30MacHOCTU B BEPXHEW YacT eMKOCTU 3allnliaeT rmapodubHbIn GUALTP OT
npexaeBpeEMEHHOro 3acopenuna. [laBneHne npu 3ToM noaaepxunsaetca. BaxHo!
HesameanutensHo BepHuTe Thopazt B BepTUKanbHOE NONOXeHWe. dTa PyHKLMA
OTK/ItOYAETCA, eC/n NpeBbilleH MakcuMasibHbii 00bem 3anoHEeHNA eMKOCTMU.
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UsmepeHure muaKocTu

Thopaz*™ onpenenAeT KOMMYECTBO XUAKOCTU B EMKOCTM MO AaTUunKy YPOBHA B npudope.
MNMoaToMy HeoBxoanMo, uToObl Thopazt ocTaBasnca B BEPTUKAIbHOM NMOMNOXEHUMN C
[OMYyCKOM OTKNOHeHMA oT ock 10°, Nnpn 3TOM EMKOCTb AO/HKHA CodepxaTb cneaytoulee
MUHUMabHOE KOIMYECTBO XUAKOCTU:

EmkocTb Thopaz 6e3 Emkoctb Thopaz
reneo6pasyioLlero BeLjecTsa c reneo6pasyoLiUm BeLLeCTBOM
30mn B emkocTun 0,3 n 40wmn B emkocTtn 0,3 n
50 mn B emkocTn 0,8 n 70 mn B emkoctn 0,8 n

200 mn B emkocTtn 2,0 n

Ecnv aTn ycnoBmA He BbIMOIHEHBI, HA 3KPaHe MOABNAKTCA 3HAUYEHWA XUAKOCTU CEPOro
LBeta, Npu 3TOM CMMBOJ XUAKOCTU nepedepkHyT [ = ]. Kpome Toro, Ha nosiocke MeHIo
noABnAeTCA CUMBON «Thopaz™ cMelleH OTHOCUTENBLHO OCK» [ = ] unn «B Thopaz*
HEeJOCTaTOUYHO XMAOKOCTU» [ C. ]. B 3TOM COCTOAHWUW M3MEPEHWNE AOMOMHUTENLHON
XNAKOCTU HEBO3MOXHO. Cepble 3HaYEeHUA XUAKOCTU MOKa3blBalOT NOCAeaHNE
N3MEPEHHbIE 3HAYEHUA.

Na3mepeHHble 3HaYeHNA XUAKOCTU 0TOOPaXatoTCA CO Ceaytolein TOYHOCTbIO: B eMKOCTU
0,3 n — +/-1mn, B emkoctn 0,8 N — +/-5Mn n B emkoctn 21 — +/-10 M.

Thopaz* obecneumBaeT namepeHne NoToka XXUAKOCTU C TOUHOCTbIO A0 +/— 5 % OT
obbema eMKoCTu.

3awuTa oT nepenuea/aHTMGaKTepUanbHbIn GUALTP

lmapodunbHaA sawmuTa o1 nepennBa/aHTméakTepuasbHbli PUALTP B EMKOCTHU, a Takxe

B KOMMekTax Tpyook (B coeanHutene ¢ Thopazt) sawuuaet Thopazt oT NPOHMKHOBEHMA
XUAKOCTEN 1 3aliMLiaeT OKpYXatolyto cpely OT 3arpAsHeHus.

CBeTOUYYBCTBUTENbHbIM AaTUUK

Thopaz™ ocHalleH CBETOUYBCTBUTENbHLIM AaTunukoM. OH perynnpyeTt ApKOCTb Aucnies

B COOTBETCTBMM C OKPYXaoWNMK YCTIOBUAMM OCBeLleHUA. TakuMm 00pasoM, 3achinaroLero
naymeHTa He GECNoKOUT APKO CBETALMIACA AUCTIeN.

2BeEhdrpanma MU 5 Pocspassasope Lt
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6 YcTtaHoBKa

6 1 MpoBepKa ucxogHo-  [MpoBepbTE KOMMIEKTHOCTL M OOLlee COCTOAHNE
ro KOMnJseKTa npubopa Thopaz™.
nocTaBKH

. .3 Thopaz*

r —l}ﬁ 079.1000 ¢ nHCTPYKLUMen no

akcnnyatauumn 200.6841
| 079.1002 ¢ vHCTpyKUMen no
QU akcnnyatayumn 200.6842
079.1003 ¢ uHCTPYKUMNEN NO
akcnnyataumn 200.6843

Q

Kabenb ceteBoro nutaHua ¢ 6/10KkOM
nuTaHna ANA NoAKOUYEHUA K pasbemy

Q’ nUTaHNA akKkymMmynAaTopa annapara

..b 077.0148

KomnakTt-guck ana Thopaz*

079.1007

e VIHCTPYKLMA MO SKCMyaTaumm
’ 200.6841 (1A 079.1000)

200.6842 (nna 079.1002)
200.6843 (anA 079.1003)
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62 MepBbIN 3anycK

NPEAYNPEXOEHUA
Mpubop paspeliaeTcsa UCMOMb30BaTb TOMLKO KBAIMMULNPOBAHHLIM 1LaM ¢ Mean-
LUMHCKOW MOAroTOBKOW, Npolwealwmnm Heobxoaumoe obyueHune padoTe ¢ Thopaz™

A BHUMAHUE
Mpexae yeM BNepsbie NPUMEHATbL NPUOOP MO Ha3HaUYeHWto, PEKOMeHIyeTcA NpoBe-
CcTu npoBepky cornacHo |IEC 623583 (cm. Appendix B) ¢ uenbtlo nonyyeHnsa
KOHTPOJIbHbIX 3HAUYEHWIA.
BawHo! He noakntovalite nauneHTa K cucteme Ha
naHHom aTtane!

1. 1.1 BbiBepute wrencesnbHyo
BUJIKY.

1.2 Moakntounte BUIKY
; nUTaHUA K Po3eTKe

077.0148.
..B

2. 2.1 Moaknounte Thopazt
K CeT! NUTaHua ¢ Nomo-
LLibt0 CETEBOro ajantepa

: 077.0148 nnn nok-
:/' cTaHunv e 079.0037.
(-‘_‘ F y

.

3. 3.1 BapAxaiTe B TeueHne
npuoAN3NTeIbHO
3yacoB nau oo
NoABJIEHMA CMMBONA [
E3 | Ha aucnnee.

3.2 Haxxmute KHOMKy [ ]
OnA BKAYEHNA
Thopaz*. HauHeTtcAa
camonpoBepkKa.

4, 4.1 Bbibepute A3bIK.

4.2 MNMoatesepaunte HaxaTtnem
KHOMKK «OK».

4.3 CneayinTe UHCTPYKLMAM
Ha aucnnee.

Thopazt™

Version

(>

\0 EE»S

Pyuowsd

28

< >

(>

R

|

mdﬂmm PocanpaBHansope
WWW. inf

tru | t.ru



5. [ 5.1 Haxmute KHoMKy [ 1,
g el YTOObI BLIK/IIOYNTH
= A WM"‘ Thopaz*.

6.1 OtcoeanHute Thopazt
OT PO3ETKW CETU NMUTa-
HWA, NOTAHYB 3a Kopnyc
BWAKKW. He TAHNUTE 3a
Kabenb an sawmTy
oT neperuoda.

7. Thopaz+ rOTOB K NOAroToBKEe K NPUMEHEHUIO.
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v

A\

7.1

7.2

[ToarotoBKa K NpUMEHEHUO/
MHCTPYKLMK MO 3Kcryataunm

NPEOAYNPEXOEHUA

- Mpubop paspeliaeTca UCMoAb30BaTh TObKO KBAIMMULMPOBAHHLIM LM
C MEeAULMHCKON NOAroTOBKOW, npolweawmm Heodxoaumoe obyueHune padoTe
¢ Thopazt. HageBaiite nepuatku BO BpeMA BCEX onepayuii.
TepMUH «JaBneHne» 00bIYHO O3HAYaeT «OTpULATENIbHOE [aBeHnex.

- AnanTupyiiTe HAcTPOWKW AaBfeHns A8 NaynMeHToB-aeTeil.

BHUMAHUE
- He ucnonb3yinte ctepunbHble NPUHAANEXHOCTU C MOBPEXAEHHOW CTePU/IbHON
yNaKkoBKOMN.

- HecTepunbHble 1 MHOrOPa30Bble MPUHAANEKHOCTU HEOOXOAMMO OUNLIATH
1 nesnHduLMpoBaTh cornacHo rnase 13 «O6ume ykasaHua No OUUCTKE».

- He Bkntovaiite Thopazt 0o 3apagky akkymynaTOpHOW 6aTtapewn.

MpoBepKu nepen NnpUuMeHeHHEM
- lMNepea npumeHeHneM NpoBepbTe cUcTeMy Thopaz™ Ha OTCYTCTBME MOBPEXAEHWN
ceTeBoro kabensa wav BUIKK, ABHLIX NOBPEexXAeHWn npudopa unn aedekTos, CBA3aH-
HbIX ¢ ©6€30MacHOCTLIO, U yOeanTech B HaanexalleM dyHKLUMOHMPOBaHMM nprudopa.

- Y6enmTech B TOM, YTO YNIOTHEHWE NPABWILHO BCTAB/EHO B BakKyyMHOE COEIMHe-
Hne Thopazt. Ecnv Bbl He 3HaeTe, rAe HaxoaUTCA BaKyyMHOe COEAVHEHNE, CM.
rnasy 4 «QO630p».

- YbenuTech B TOM, UYTO akKyMynaTopHaAa OaTapena 3apaxeHa, ecnv Thopaz*
NCnonb3yeTca B pexunme padoTbl OT akkyMynATOpHON GaTapew.

- lMpoBepbTe BCe NPMHAANEXHOCTW Nepel NPUMEHEHNEM:
—€eMKOCTb Ha Hanunuyne TpeLnH, CKOM0B 1 NMOBPEXAEHHbIX YUYaCTKOB;
—TpyOKM Ha HanMune CKOMOB, KPOLWALLMXCA YYacTKOB U Ha HaAeXHOCTb

3akpennenHuna coeavHutenei. Npu Heo6xoAMMOCTN 3aMeHMUTE.

MoacoeauHeHue 1. 1.1 OTKpoOWTE HapyXHYHO

Tpy6oK ynaKkoBKY.

1.2 [JepxuTte coeanHuTens
TpyOKM AnA nauneHTa
BO BHYTPEHHEM MELIKe
no rMrmeHnYecknm
CcooBpaXkeHnaM.

2.1 YcTaHOBUTE MEHbLINN
13 OBYX COeaAMHUTENEel
(coeanHeHune ¢ Haco-
COM) ropu3oHTasibHO B
HanpaBaeHUn CTpenku.

288 fdrpamia MH b PocalpaBRaRsope O/VIHCTPYKLMM MO SKCTyaTaumm
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YcTaHOBKa eMKocTH -
[0 LenukKa

1.1 PacnakyiTe eMKOCTb.
1.2 PaamecTnTe Tak, 4tobbl

0TBEPCTUA ObINN CBEPXY,
N NpUCoeanHUTE

HUXXHIOK YaCTb EMKOCTHU
Kk Thopaz*.

2.1 BcTaBbTe EMKOCTH B
Thopaz™ go wenuka.

7 3 1 MpumeHeHue
77 emKrocTH

1.1 PacnakyiTe eMKOCTb.
1.2 PasmecTnte Tak, 4ToObl
o6bemom 2 n

oTBEPCTNA Obln CBEPXY,
1 npucoeanHuTe
J

HUXKHIOKO 4acTb EMKOCTM
K Thopazt.

1.3 BcTaBbTe emMKOCTb B
Thopaz™ go wenuka.

@™ MpumeuaHue No TexHUKe Ge3onacHOCTH

He ycTtaHaBnuBalite Thopazt ¢ NpucoeanHeHHOW eMKOCTbI0 08bemMoM 2 /1 Ha

LOK-CTaHLMo 6e3 NoAKUYEHWUA JOMOMHUTEILHOrO agantepa JOK-CTaHLun
079.0038 agna 2-nmTpoBsoit emkocTu Thopazt.

BHUMAHHUE

Perucrpanns MU B Pocanpasramzope
WWW. t.ru | inf

tru

EmkocTtn Thopazt o6beMoM 2 11 He nNpeAHasHavyeHbl 41A nepeHoca (HU BpyuHyto,
HI C MOMOLLLIO PEMHA A1A NepeHockKy).

MoAroToBKa K MPUMEHEHHIO/MHCTPYKLIMM Mo akcnnyataunn | 225



7 4 Bknrouenue Thopazt BamHo! Bkntounte Thopazt nepeld noaktoueHnemM
CUCTEMBI K MaUWEHTY.

2Befudrpamis MU p Pocanpas
WWW. t.ru | inf

2.

1.1 Haxwmute kHOMKYy [ ]
: ()] ONA BKOYEHUA
® t Thopaz*. HauneTtca
fr - camonpoBsepka.
0 I,E?paz 1.2 NpoBepbTE 3BYKOBOMN
0 curHan (3ymmep).

Ecnu camonpoBepka He npolifia ycneuwHo, cneaynTte
yKazaHWAM Mo yCTPaHeHUO HeEMCNPaBHOCTEN Ha
ancnnee n cM. rnaey 12 «YcTpaHeHne HEMCNPaBHOCTEN
N aBapuUHbIE CUTHASIbI».

21 lNoateepante noacoenn-

HEeHWe HOBOro naumneHTa.
L] Homep nauveHTa BaxeH
ONA nepefayn BpemeHu

X ep— ¥ Tepanun, CTaTucTUKn n

naHHbIX Ha MK,

==

aa Thopazt BblgacT HOMep HoBoOro nauueHta. OTcueT
BpeMeHN Tepanum n cTaTUCTUYECKUX CBeaeHWI
HaunHaeTcA ¢ 0 (pekomeHayeTcA A8 HOBOro nauu-
eHTa). Mpumeuanue. [Nocne Toro kak Hymepauwsa
nauneHToB gocturHet 100, oHa NO yMONYaHUO
aBTOMaTUUeckn cOpaceiBaetca Ha 1.

HeT Homep naumeHTa He MeHAeTCA (pekoMeHayeTcA
ONA NPOAO/IKUTENBHOIO /IEYEHNA TOrO Xe nauneH-
Ta). CtaTucTnyeckmne ceeaeHnA 1 Bpema Tepanum
coxpaHatoTcA.

3.1 [poBepbLTE COOTBETCT-
BME eMKOCTEeN: pasmep
pPEerncTpupyemMon eMKo-
CTW B CpaBHEHUW C Npu-
CO€QMHEHHOW eMKOCTbHO.
He cooTBeTcTBYET: YAa-
NINTE eMKOCTb.

@IEOPEIO/ HCTPYKLMM MO 3Kcnayataumm
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11 3aTkHuUTe 60NbLINM
nanbLemM KOHUYECKUNI
coeanHnTeNb TPYOKM
ONA naymeHTa (Yepes
ynakoBKy).

TpyBka He OonxHa
neperndaTbca, Tak Kak
B NMPOTMBHOM Cllyyae
6yneT 3akynopeHa
namepuTensHana Tpyoka.

MpoBeaeHue 1.
$yHKUMOHaNbHOW
npoBepKu

2.1 Bknwounte aoasneHue,
Ha)kaB KHOMKY «Bk.».
bynet cosnaHo
naBfieHue.

3.1 MpoBepbTe 3HaueHne
noToka Bo3ayxa.

MoTok Bo3ayxa ymeHbLuaeT-
cA: Thopazt roTtos k padoTe.

MNMoTok Bo3ayxa He

YMeHbLUAeTCA:

YTeuka B cucteme:

- NpoBepbLTe CoeaAUHeHNEe
TpyOoK;

- ybeanTtech B TOM, YTO yn/oT-
HeHVe BCTaB/IEHO MPaBWUJIbHO;

- NpoBepbTE NPeaoXpPaHUTE Nb-
HbIA K/1anaH — OH JO/KEeH
OblTb HAAEXHO NPUCOEANHEH.

- 3aMeHuTe eMKoCTb 1 (1K)
TPy6KUN Npu HeOOXOAUMOCTMW.

4, 4.1 Mepekntounte Thopazt
B PEXWM OXuaaHua,
prowm O yaepXmBan KHOMKY
0 (] «<Kayul. pexnm»
o 50 U | HaXxaToll He MeHee
CeHulmn 5g nl 3cekyHA.
Hanw gl kP2 s O

3
L
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5. Thopaz* HaxoaAnTcA B pexume oxuaaHua u rotos
K paboTe ¢ 3aBOACKUMU HacTpolikaMu (MHdopMaLmio
06 M3MeHeHUn 3aBOACKUX HACTpoeKk cM. B rnase 10
«/I3MeHEeHNE HACTPOEK»).

6. lMoacoeauHuTe cuctemy Thopaz™ K kaTeTepy nauyueHTa
(OpeHaxy) cornacHo 60bHUYHLIM UHCTPYKLMAM. Onq
Hauana Tepanuu HaxmuTe «Bk.».

@™ MNpumeuaHue No TexHUKe Ge3onacHOCTH
DyHKLMA aBapuinHOM 3BYKOBOW CuUrHaamsauum «YTteuka B cucteme — 301»
[eaKkTUBMPYETCA B TeueHne NpudansnTensHo 6 MUHYT nocne BkatoueHua Thopazt.

@™ nNpumeuanue no TexHuke 6esonacHocTy

Kaxablii pas npu nogkJto4YeHnn HOBOro nalmeHTa peKOMeEHIyeTCA BbIMOHATb
DYHKLUMOHABbHYIO NPOBEPKY.

2P 8drpamis MV s Bocsmpasaansope 0/ HCTPYKLMK M0 3KCTnyaTaLmm

www.nevacert.ru | info@nevacert.ru



7.6 Houtponk npouecca Tepanuu

7 6 1 MmasHbIM gucnnei [lOCTyMHbl ABA Pa3HbIX PEXuMa rnasHoro Aucnies.

Pexxum ocHoBHOro
auecnnen

= 50
mi/min [ENIAN ™
D Waym.pends® kP3| Pacumpen. a

B pexnme 0OCHOBHOrO aucnnaesa ¢ N1eBO CTOPOHbLI MOKasaHa
Tekyllas BennunHa notoka sosayxa (Ma/muH). Obuwana Benu-
UmHa Xunaxkoctu (M), codpaHHOl B Xoae Tepanuu, nokasaHa
cnpasa. HaxmuTe «PaclinpeH.», uToObl NepeiTn B PeXxum
pacliMpeHHoro ancnaen.

Pexunm
pacLIMPEHHOro
ancnneAn

ry _

5 e

50ml/min

=
L
Y

B pexwumMe paclimpeHHoro ancnaen ¢ 1EBOM CTOPOHbI Mokasa-
Ha Tekyllana BennumnHa notoka soaayxa (Ma/MuH).
LononHnuTtensHo otoBpakaeTcA cTaTcTvka NoToka Bo3ayxa
ana 12 4/100 mn/mMuH. Mpu 6ONLWKNX BENNYMHAX NOTOKA BO3-
ayxa MCcnonb3ymnTe CTaTMCTMKY MNOTOoKa Bo3ayxa (CM. rnaBy
7.6.2 «Ctatuctuka»). Obuian BenmumnHa Xnakoctun (M),
coBpaHHOI B X04e Tepanuu, nokasaHa crnpasa. Kpome Toro,
oToOpaxatoTca [1Ba 3aJaBaemblx Nosib3oBaTenieM napamerpa
xngkoctun (Ma). MNopAOoK 3aaaHnA 3TUX NapaMeTPOB XUAKO-
ctn cm. B rnaBe 10 «M3meHeHne HacTpoek». Haxmurte
«OCHOBHOI», YTOObLI MEPEeTn B PEXMUM OCHOBHOIO AMCHNen.

— 3HauyeHuna noTtoka Bosayxa ot 0 go 1 000 mn/MuH
otobpaxatorca waramu no 10 M.

— 3HaueHua notoka Bbitwe 1 000 ma/MuH oToOpaxatoTca
waramu no 100 mn.

— M3aMepeHHble 3HaueHnA XUOKocTn oTobpaxatTca co
cneayouen ToYHoCTbo: B emkoctn 0,3 1 — +/-1mn, B
emkocTn 0,8 n — +/-5mMn n B emkoctn 21 — +/-10mn.
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762 O6HoBuTe [nAa nepcoHanbHOro ynpaeaeHua nHgopmaumen
HaCTPOWMKKH 06 oBbeme XWUOKOCTU NepBbIli HacTpanBaeMblii
oTo6pameHun napameTp *uakoctu (Bpema xumakoctu 1) MOXHO
NOTOKa MUAKOCTU YCTAHOBUTb HA HOJb.

1. 1.1 Mepekntounte npudop B
" - O PEXMM PACLINPEHHOTO
g 1 01dith
e ancnnes.
. 50
ml/min -2.0 S
Moy pend® kDo Pacupen, n
=mese—— == —f
2. 2.1 Haxmute v yaepxusaiite
- = 2 kHonky [ @ ] He MeHee
g 1 01dith
= 3 cekyHa.
Soml/min
I
3. MepBblii HAacTpanBaemblit
O napameTp XUAKOCTH ycTa-
i S HOBMEH Ha HoMb. Taiimep,
= somimin & PaCMONOXeHHbIN Cnesa,
- | | nokasbiBaeT BPEMA yCTaHOB-
e ... g) | K napawerpa Ha HoMb (8
sty 20 oeewed &S| napHOM cnyvae — 12 MUHYT
S Hasaf). datuuk oBbema

XUOKOCTKW, PACMONOXEHHbIN
cnpaBga, NokasbiBaeT 06bem
acnupaTta (B JaHHOM cnyvae
3a nocnegHve 12 MuHyT
ob6bemM acnupaTa cocTaBun
50 mn). ina cBpoca HacTpo-
eK Tanmepa u napameTpos
o6bema XnakoctTn Heobxoan-
MO elle pas HaxaTb W yaep-
xuBatb KHOMKY [ @) ] He
MeHee 3 CeKyHA.

4. [1na BosBpata Kk NepBOMy HacTpanBaeMoMy napameTpy
o6bema XUIKOCTU HeoOXOAMMO NEePEenT B MEHIO U
BbIOpaTth napameTp «OObEM XMAKOCTM 3a YCTAHOBJIEHHBIN
nepuoa BpeMeHM 1» B COOTBETCTBUM C BaALIMMM
npeanoyteHnaMu (CMm. Takxe rnasy 10 «/3meHeHune
HaCTpPOEK»).

2B8Chdrpamia MH b PocalpaBRaREope O/VIHCTPYKLMM MO SKCMyaTaumum
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7 . 6 . 3 CTtaTUCTHKa

Perucrpanns MU B Pocanpasramzope

WWW.

Cratuctnyeckne
[aHHble MOTOKOB
BO3MyXa

"

tru

tru | i

- Mpubop Thopaz* dopmupyeT ctatucTnyeckue rpadmkm
NOTOKOB BO34yxa U cTaTUCTUYeckume rpadmvku XXMAKOCTY.

— [na nocnenoBaTteNbHOro NpocMoTpa rpadukoB
Ha)kumamnTe KHonky «[anee».

— [1nA BO3BpAaLYEeHNA K rMaBHOMY AUCTINIEI0 HAXMUTE
KHOMKY «Ha rnasH.».

Haxmute [ @ 1, utobbl
nepewTn K CTaTUCTUYECKIUM

AaHHbIM NOTOKa BO3AyXa.
<

Erers
50

I/mi
mi/min J5 g _°
mapm pendy®  kPa | Pacumpen

[T 1 oam (%)

— JoCTynHbI TPW Pas/IMYHbIX CTATUCTUYECKUX rpadmKa
noTokos Bo3ayxa (24u / 1 000mA/MuH, 244 / 100mn/
MWUH, 724 / aBTOMacwTabupoBaHue), a Tak)xe NpoBepka
kateTepa (cMm. rnasy 7.7. «[lpoBepka kateTepa»).

— CTatuctuyecknin rpaduk aBToMaTmyeckoro maclutabupo-
BaHMA NOTOKOB BO3AdyXa perynvpyet wkany nortoka
BO3/lyxa B COOTBETCTBMMU C HANOONbLINUM U3MEPEHHbLIM
3HauyeHWeM 3a nocnegHne 72 yaca Ao
1000/2000/3000/4000/5000 MA/MUH.

LLikana naBneHuna

LlIkana notoka
BO3ayxa (B MA/MUH)

[ToTok BO3Ayxa

Tekylee Bpema

Tekyuwaa cTpaHmua

YcTaHOBNEHHOE U U3MEPEHHOE aBeHne
(B 3aBMCUMMOCTM OT HACTPOEK)
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Cratnctuueckme
NaHHble XNOKOCTN

Haxmute [ @ 1, utoObl
nepenTn K CTaTUCTUUYECKIUM
[laHHbIM XWAKOCTU.

50

ml/min

s pands’t

— JJOCTYnHbI TPW Pas/INUHbIX CTaTUCTUYECKUX rpadmka
XNAKoCTU. 6u/asTomaciutabuposanue, 24u/100mn n
72u/aBTOMaclITabupoBaHue.

- CTtaTuctuyeckuii rpaduk aBToMaTMYecKkoro macltaéupo-
BaHMA XNIOKOCTM NokasblBAeT NOIHOE KONYECTBO
KnakocTtu, cobpaHHol 3a nocneaHne 72 yaca.

LLikana naBnexHnsa

Lkana xuakocTu (B ma/u)

24,1000

KonnuecTso xnakoctn (cobpar-
HOW 3a COOTBETCTBYIOLLIUIA Yac)

Texkyuiee Bpemsa

Tekywana cTpaHuua

YcTaHOBNEHHOE U U3MEPEHHOE aBneHne
(B 3aBMCUMMOCTM OT HACTPOEK)

lpacdurk aBTOMaATUYECKOrO
mMacliTabupoBaHma 3a 72 yaca

(oTOBpaxkaeTcaA TOLKO Ha
rpaduke aBTOMaTnYeckoro
mMacliTabupoBaHuA 3a

72 vaca)

Ton _sn e 3k 24h_-12h 0%

Ha rnast. 33 Ranee

()]
OTmMeTKa 0 3aMeHe eMKOCTH
a
<}

_/MI-K;prKLlMVI o



7 . 7 MpoBepKa KaTeTepa

Perucrparma MU » Pocanpasramsope
www.nevacert.ru | info@nevacert.ru

BamHo! [TpoBepka kaTeTepa BO3MOXHa TO/IbKO B TOM
cnyyae, ecnum katetep (ApeHax) naumeHTa HaxoamTcaA
B CPedOCTEHUN.

Haxmunte [ ], uTOOBHI

P 0 nepenTn K CTaTucTMYeckm
L o NaHHbIM MOTOKa BO3adyXa.
= 50 t [Mepenante Ha cTpanuuy 4/4,
mi/min _a g m o Haxuman «[anee» [ € 1.

magm pends® KPS ﬁ

- lMpoBepka karetepa akTMBHa TONbKO MpW NOTOKE
Bo3ayxa 0 Ma/MUH.

— CnepyiTte UHCTPYKUMAM Ha aKpaHe.

- OTtoBpaxaeTcA pasHOCTb AaBAEHWA OT MUHUMAIbLHOMO
aHaveHna 3 cm H,O mexay BOoxom [ A ] 1 Bblaoxom [ W ]
npu notoke Bo3ayxa Oma/MuH. 3Ta pasHOCTb AaBAEHUN
ABMAETCA yKa3aHUeM UuMKna AblXaHWA nauueHTa u
NOATBEPXAEHWEM TOrO, YTO KateTep (ApeHax)
naymeHTa He 3acOopusCA.

MpoBepka KaTeTepa
L — 8 A KaTeTep (apeHax)
2 R anemie el g V| naunenTa oTKpbIT
N | Eemermei
D e T ‘_ KareTep (apeHax)
— . | naumeHTa 3acopunca?

MoAroToBKa K MPHMEHEHHIO/MHCTPYKUMM No aKcnnyatauun | 233



BblKntoueHue 1.

Thopazt

1.1 Mepekpolite TpydKy ANA
nauveHTa ¢ nomolbo
L 3axuma ana Tpyoku.

SR @ | 1.2 3axmure katetep
]
<]

-] 81C (OpeHax) nauneHTa.
35”""“_‘“ e 1.3 Haxmute v yoepxwvsaii-
B o Bl Te KHOMKY «KayL.

pPeXnM» He MeHee
3 cekyHa, UToObI
OTKJ/IOUUTL aBfieHne.

2.1 Haxmute KHonky [ ]
ONA OTKAoUYeHMA
Thopaz™.

3. OTcoeaunHnTe, yaoanmte u repMeTUYHO 3aKpoiTe

€MKOCTb C MOMOLLbIO YNAOTHEHNA ANA EMKOCTHU.
YTUNnNaupyinTe eMKoCTb 1 TPyOKY O1A nayueHTa
B COOTBETCTBUM C BHYTPUOONbHUUHBIMU UHCTPYKLIMAMU.

QuucTute Thopaz*™ B cOOTBETCTBUM C rnaBoin 13
«O0Bume ykazaHna no OUYNCTKE».

_/MI-K;prKLlMVI o



79 Mepenaua paHHbIX Ha MK ¢ nomowbio ThopEasy™
C nomouybto ThopEasy* Bce coxpaHeHHble AaHHble MOryT ObiTh nepeaaHsl Ha MK
ANA AOKYMEHTMPOBAHMA U 3an0/IHEHNA MeAULMHCKUX KapT. [laHHble MOryT ObiTh
[OMNOJIHEHbI MHDOPMaLMed NaUuMeHTOB, COXPaHeHbl U pacnevyaTaHbl. IHCTpyKuMmK no
aKcnayaTauun, a Takxe nporpammHoe obecneveHvre HaxoAATCA Ha KOMMNaKT-ANCKe
079.1007 ana cuctembl Thopazt, BXOAALIEM B KOMMAEKT NOCTaBKU.

[Ona coeanHerns Thopaz* ¢ MK ncnonb3yinte USB-kabenb 079.0034.
ThopEasy™ coBmecTuma co cneayouwmmm onepaumoHHbiMn cuctemamm Microsoft:
- Windows 7 32 6ut

- Windows 7 64 6ut

- Windows XP 32 6ut (SP3 nnu Boille)

- Windows XP 64 6uT (SP3 nau Bbiwe)

- Windows 8 32 6ut

- Windows 8 64 6ut

A APEAYMNPEXOEHUA
[Nepenaya gaHHbIXx No USB BO BpeMa Tepanuun 3anpeliexa.

Perncrpanus MU B Pocafpasransope MoarotoBKa K NPUMEHEHUIO/MHCTPYKLUKM MO JKCnnyaTaLuu | 235
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8 3ameHa eMKOCTU

A NPEAYNPEX AEHUA
EMKOCTb 3aMeHAeTCA Ha OCHOBE BU3yas/lbHOrO KOHTPOA WM B COOTBETCTBUM C
NHCTPYKUMAMK Ha aucnnee Thopaz™ (npeaynpeantenbHbii curHan). Hagesante
nepyaTki BO BPEMA BCEX Onepauuii.

A BHUMAHUE
3ameHbl eMKOCTeNn HeoOXoanMO PEerncTpupoBaTh N3 coobpaxeHnin 6e30nacHoOCTU.
1. MoAroTtoBkTe CTEPUBHYIO EMKOCTb (C reneofpasyoumm
BellecTBOM/6e3 reneodpasytollero BellecTsa).

2. MepekpoiTe TpyOKy ANA NaumeHTa ¢ NoMOLLbI0 3axnma

ana Tpyoku.
3. 3 j 3.1 Mepekntounte Thopaz+t
B PEXUM OXWUAAHUA,
L T yaepXumBas KHOMKY
S Koy pexnm»
50 ¥ HaxxaToV He MeHee

COHuimn BHY ™ 3cekyHa.
mh‘&‘ kPa M‘I..mn.. -‘: o

4.1 OTCOEANHUTE EMKOCTb,
HaXxaB KHOMKY
oTCOEANHEHUA.

4.2 Ynannte eMKOCTb.

5.1 PacnakyinTe eMKOCTb.

5.2 PaamecTuTe Tak, 4toObl
oTBepcTMA OblIN CBEPXY,
n npucoeanHuTe
HKHIOKO YacTb EMKOCTM
Kk Thopaz*.

6.1 BcTaBbTe EMKOCTh B
Thopaz*™ oo wenuka.

@™ Mpumeyuanue no
TexHuKe 6esonacHOCTH
MNudopmanmno 06
MCMONb30BaAHUN EMKO-
CTM 00BEMOM 2 N1 CM.

B rnase 7.3.1
«[MpuMeHeHne eMKOCTH
00BEMOM 2 J1».

236 | 3ameHa emkocTH
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EMKOCTb ¢ reneobpasyto-
MM BeLlecTBOM:
aKTUBauuMA npouecca
reneobpasoBaHuA

- 1 o maym, pew
] <]
=2
Cumen - =10
x
8.
(O]
15}
%]
B =0 810 @
mi/min 5 g e
AP kPa  Panuspen. n

7.1 MNpoBepbTe COOTBETCT-
BUE EMKOCTEN: pasmep
pPEerncTpupyemon emko-
CTV B CPaBHEHUN C Npwu-
COEANHEHHON EMKOCTbHO.
He cootBeTcTBYET: yaa-
NINTE eMKOCTb.

7.2 Haxmute KHOMNKy «Bk/.».
Bynet co3naHo nasne-
HUE; OTKPOWTE 3aXXnum
ana Tpy6ku.

8.1 lNpoBepbTE AOCTOBEP-
HOCTb 3HA4YeHMA NoToKa
BO3AayXa.

9.1 3akpoinTe Ncnonb30BaH-
HYIO €MKOCTb C MOMOLLbIO
YNNOTHEHWA ANA EMKOCTW.

10. YTnnmsnpynTte MCNoNb30BaHHYIO EMKOCTb B COOTBETCT-
BUKN C BHYTPUOONbHUYHBIMA UHCTPYKLUMAMM,

e

taehnology

1.1 Yéeautech B TOM, UTO
€MKOCTb 3arepMeTn3npo-
BaHa yniaoTHeHvem and
EMKOCTW.

1.2 Haxmute, UtoObl OTKPbITH
Kamepy c reneobpasyto-
MM BELLECTBOM.

21 BcTpaxHuTe, uTobbI
akTMBMpOBaTb NpoLecc
reneobpasoBaHmA.

2.2 YTUAnaunpyinTe ncnonb3o-
BaHHY EMKOCTb B COOT-
BETCTBMMN C BHYTPUOO/Ib-
HUYHBIMU VHCTPYKLMAMMU.

3amena emkoctn | 237



9 lVameHeHne naBneHud
B npouecce padoThl

& NPEAYNPEX OEHUA
OTpuaTensHoe AaBaeHe MOXET ObiTb U3MEHEHO TO/IbKO BPAYOM WK No
PacnopaAXeHuto Bpava.

UsmeHeHHe paBneHuA BamHo! Thopaz*+ paboTaer.
1.1 Haxwmute kHonkm [ (3 ]
. n [ € ] oaHOBPEMEHHO.
2_ AT, 1.2 NsmeHnTe naenexue,
HaxaB [@ 1w [ @ ],
. 50 1 NoaTBEpPANTE HaxaTw-
mimin WESIER  m em kHonkun «OK» [ €] 1.
Dm»«—h” kPa  Pacmpen. :]
pr—t
T T

Haxmunte ogHOBPEMEHHO

9 1 dusnonoruyeckoe [na nauveHToB, NPOXOAALNX NeYeHne C NMOMOLLbIO MNacCuB-
AaBneHue HOW acnupauun (BOAHLIA 3aMOK), MOXeT ObiTb aKTUBUPOBAHO
dusnonornyeckoe aaBaeHue.

: 11 Haxmute«dusno» [ [ 1.
i 1.2 MoaTBepanTE HaXxaTmem
- o) kHonkun «OK» [ €] 1.
Aaenewe -2.0kPa
> <) OTOT pPeXuMm CoOTBETCTBYET
" ™ & | pasnennio -0,8 kMa/-6 MM
= pT. CT./-8 cM Hzo /-8 mbap.

2BeBndrphmis M s Pocspasransope| JoLiecce padoTsl
ww \ ru

t.ru | inf t.I



10 lVI3meHeHne HacTpoek

3aBoackue
1 0 - 1 HaCTPOWKK

Perucrpanns MU B Pocanpasramzope
www.nevacert.ru | info@nevacert.ru

Thopaz* NnocTaB/IAETCA CO creayrownmyn 3aBoACKNMN

HacTpomnkamu.

OTn napameTpbl MOXHO U3MEHUTb U COoXpa-

HUTb B Ka4eCTBe HOBOIro ctaHaapTta.

HasneHue:

EAavHuubI
U3MepeHUa
AaBJlieHuUnA:
UamepeHHoe
AaBneHue:

Bpemsa
Muakoctu 1:

Bpemsa
MUAKOCTH 2:

ABapuirHbIN
curHan
HMHUAKOCTH:

Aucnnen:

A3bIK:

CoxpaHuTb
KaKk cTaHpapT:

-2,0 xMa
- Bbl6op orpaHuueH makc. saHaveHnem -10klMa
(-100cm H?0, -100mbap, -80 MM pT. CT.).

kMa

- Bribop mexay klMa, cm H,0, mm. pT. CT,,
moap.

CKpbITb

— BblGop Mexay «CKPbITb» UK «NoKasaTb»
(MPUMEHNMO TONIbKO ANA CTAaTUCTUYECKUX
[aHHbIX MOTOKa BO34yxa).

- Ota dyHkumA aobasneHa a51a OnbITHLIX MOJb-
3oBatenei Thopazt. ViamepeHHoe
naBneHne, NpeBbIllaloLlee YyCTaHOBNEHHOE
[NaBneHne, MoxeT OblTb NMPU3HAKOM TOrO, UTO
naLmneHT crnocobeH perynnposaTth
oTpuUaTeNbHOE AaBNEHNE B CPEAOCTEHUN.

24 4

- BbiGop mexay 24 u/12 u/8u/64 (MpuMeHn-

MO TO/IbKO A/1A pacWWPEHHOro ANCnen).

[TokasblBaeT NOHOE KO/IMYECTBO XKMNAKO-

cTu, cobpaHHoe 3a nocneaHne X 4yacos.

1y

Beibop mexay 3u/1u/0,5u (30MuH)/0,254

(15MUWH) (NPUMEHNMO TONIBKO ANA paclun-

peHHOro ancnnen).

- Noka3sblBaeT NOMHOE KOJIMYECTBO XUAKOCTH,
cobpaHHoe 3a nocneaHne X 4yacos/MUHYT.

BbIK/1.

- Bbi6op mexay BbIKJ1./500mn/400mn/300
mn/200mn/100mn/50mn

— ABapuitHbIli curHan xuakoctu 407
noAsnAeTcA, ecnn Thopaz+(+ superscript)
oBHapyXunBaeT, YTo 3a nocneanne 5 MuHyT
KONNUYECTBO COBPAHHON XMUOKOCTH
npesbilaeT Tpedyemblil napameTp.

OcHoBHOM

- BbiGop Mexay OCHOBHbLIM UV pacLIMpeH-
HbIM PEXMMOM ANUCnen.

Pycckui

- Bbibop A3bika.

BbiGepute, ecnv XoTute coxpaHuTb HOBBbIN

napameTp B KayecTBe cTaHaapTa (CM. ykasa-

Hua B rnase 10.3 «CoxpaHeHne 3MEeHeHHOro

napameTpa B kayecTBe cTaHOapTa»).

WameHeHne HacTpoek | 239



1 0 2 U3meHeHHe HacTpoeK

A NPEAYNPEXOEHUA
HacTpoiiky MoryT ObiTb U3MEHEHbI TO/ILKO BPaYoOM WK MO PACNOPAXEHWUIO Bpaya.

BHUMAHUE
ApanTupyrTte HaCTPOWKMN AaBneHnA AAA nauneHTOB-AeTeN.

BamHo! Thopaz* HaxoanTcAa B pexnme oxuaaHua.

1. & ’ 1.1 Haxmute «Menio» [ [@ ].
Wi ﬁ. O1410h Wy, Pesie
D Mesin KN, n
- S
2. [ j 2.1 Bblbepute Tpebyemsbiii
I
napameTp, Haxas [ @ ].
HacTpoii 1/2
P ponace? 20 2.2 Haxxmute kHonky «OK»
M, BA. KM, A3EN.7 kPa o
A ispesswng S [ € ], utoOkl nepeiitn
> e o K 13MeHeHUuo Tpedyemo-
B * il ro napamerpa.
T

2.3 NameHuTe Tpebyemslii
napameTp, Haxas [ @ ]
nnm [ ], n noaTeepan-
Te Haxatnmem KHOMKM
«OK» [ € 1.

2.4 Haxmute «Ha rnasH.»

[ 3 ] ana coxpaHeHuA
HacTpoek.

2.5 HacTponkun N3MeHeHsI
0NA NpoBeAeHuA Teky-
wen Tepanuu.

1 0 3 CoxpaHeHue 1. M3meHuTe Bce TpeByemble napameTpbl, kak ykasaHo BbllUe.
U3MeHeHHoro 2. Bbibepute «Coxp. Kak ctaHAapT?» u HaxmmTe «OK»
napameTpa
B KauecTBe [ € 1. NpnbnuantensHo yepes 3 cekyHabl NOABUTCA
HOBOrO coofbuieHne «CoxpaHeHO».
cTaHaapTa 3. TMapameTpbl COXpaHeHbl B KayecTBe HOBOrO CTaHaapTa.

Mpu BKAtoYeHMM Npubopa v BeiBOpe HOBOro nauyneHTa
Thopaz™ ycTaHOBUT 3TV HACTPOMNKW.
4. Haxwmute «Ha rnasH.» [ [ ] AnA coxpaHeHusa HacTpoek.
2PbEhdrpia MH b Pocsapasransope

www.nevacert.ru | info@nevacert.ru



11 OT160p Npodbl ApeHaxka

AN

NPEAYNPEXOEHUA
[na Toro ytobbl cuctema

Thopaz*™ morna cHuxaTtb AaBneHUE, BaXXHO NOAO0XAaTb

30cekyHa mexay oTéopom Npobsl M3 nopTta Ansa oTéopa Npod 1 OTKPLITUEM
Karetepa (apeHaxa) naymeHra.

[MopT ana
otbopa npob
2
3.
Tpy6ka ana
nauneHTa
4

©

©

Perucrpanns MU B Pocanpasramzope
f

WWW.

tru | i t.ru

1.

Mepen otéopom Npolbl ApeHaxa yoeanTeck, uTo B
TpyOKe A1A nayneHTa ecTb XXUAKOCTb.

. BaxmuTe KateTep (apeHax).
3.1 MNepekntounte Thopazt
B PEXMM OXMaaHNA,
B powe O yaepxmBaa KHOMKY
£ KAyl pexmnm» Haxa-
N 50 TON He MeHee 3cekyHAa.
CeK i min
e
Be=mn - s O
=il

. JesuHduumpyiite nopt ana otéopa npod, npexae yem
6patb npody, npu nomouwwm CaviWipes nin Mikrozid
AF Wipes.

& 51 Ypanute wnpuuyem*

F BO3/yX U3 TPYOKU anA
naynexTa. MosTopAiTe
10 Tex nop, noka
XNAKOCTL He cobepeTcA
y nopTta ans otéopa
npoo.

* Urna wnpuua 17 G (1,4 Mm)
VIV TOHBLLE.

LLinpuuem* BosbMuUTe Npoby 13 TPyOKM ANA nauveHTa.

7.1 Bkntounte Thopazt,

) Ha)kaB KHOMKY «Bki.».
i3 At i maym rew bynet cosgaHo
i fNaBeHue.
5w &)

Moanomaute 30 cekyHA!

[na Toro utoBbl cuctema Thopazt mMorfa cHwkaTh faBne-
HWe, BaxHO nogoxaatb 30 cekyHa Mexay oTOopoM Npodsl
M OTKPLITVEM 3aXMMa Ha KaTeTepe (LpeHaxe) nauveHTa.

OTKpOITE 3aXMUM Ha KaTeTepe (apeHa)e) naumneHTa.

Ot6op npobbl Aperaxa | 241



12 YcTpaHeHne HeNCnpaBHOCTEN
N aBapunHbIE CUTHAabI

OnucaHue

Cuctema Thopaz*™ pacnosHaeT npeaynpexaeHua (KenTblil UBET), aBapuiiHble CUrHasbl
(KpacHbIi) 1 BHYTpeHHUe owndku (kpacHblii). Ecnn Thopaz*t o6HapyxusaeT ntodyto 13
3TUX CUTyaluin, pasfaetcA 3BYKOBOW CUrHa U Ha AWCT/iee NOABNAETCA onucaHme
npo6nemsl. MNocne oAHOBPEMEHHOIO Ha)xaTuA Ha [ABe KHOMKW BbiGopa aBapuitHbIi
3BYKOBOW curHan nogasnAetcA Ha 60 cekyHA.

Mpumep.
OnucaHue npobaemsl

Motok |MpunoxexHoe nasneHne
3BYKOBOIi cUrHan Tpesoru/ Bosayxa| |Pabouee cocToAHue

npeagynpexigeHna BpeMeHHO
OTK/1IoYaeTcA az*
{ 'BOmi/min  -2.0k"3

Ha)xmnTe 04HOBPEMEHHO, YTOObI

| _:I MOATBEPANTL 3BYKOBOW CUrHa

ﬁi b TpeBorn/npeaynpexaeHus, a satem
crnefyinTe ykasaHvWaM Ha aucniee.

) JEE « O

Homep olwmnbkm

2 -
ToaknKeere Thopaz+ k ceTs

SR

YkasaHuA no ycTpaHeHuto
HencnpaBHOCTH

2Pbehdrpanis MH b PocsmipaBRansope (e/i 11 aBapilHble CUrHanbl
t.ru | inf

WWW.IeS 3 t.ru




OTto6pamaerca Ha gucnnee
Homep |Onucaxune YkasaHua no ycTpaHeHuto Mpumeyarua/noteHunans- |daene-
OWNBKK | NpoBaemMbl HEMCNPaBHOCTH HbI# UCTOYHMK OLIMOKMN Hne
306 EmkocTb 1. axmute TpyodKy Ha
nepenosiHeHa 2. MNepenante B peXnM oxunaaHma
3. 3ameHuTE eMKOCTb
4. MNepenanTe B pexum «Bkn.»
5. Pazoxmunte TpyoKy
401 Hw3kunin ypoBeHb Moaknounte Thopaz* OcTaBuweecs Bpema pado- |[a
3apAga akkymyna- |k cetu Tbl OT aKKyMYNATOPHOM
TOpHOW BaTapeun 6atapen — NnpnbAN3nTENb-
® HO 30 MWH.
=
3:, 402 USB-coeaun-veHne |OTcoeamHute USB-coeanHeHve Bo Ha
= He gonyckaetcA USB-kabenb BpemA paboTbl UK Npw
q!) HaxoXaeHUK OKOMO natu-
a eHTa 3anpelieHo.
I3
E‘ 405 Pexum Bkntounte nnm Boikntounte Thopaz™|B pexvme oxuaaHna Het
g [ ECTE] B TeUEHWe 5 MUHYT.
E (406 Cnuwkom Bbicokaa  |MoaroToBbTe pe3epBHbIi He noasepraite Thopaz* |[a
Temnepatypa npuéop BO3/[1EMCTBUIO UCTOYHUKOB
Tenna.
408 OO6HapyxeHa cmeHa |[oaTBepanTe CMEHY EMKOCTM Ha
EeMKOCTU
409 JKNAKOCTHBbI - HeBO3MOXHO NpoBECTM U3mepe- Na
YPOBHEMED BblleN HME XMAKOCTM
13 cTpoA - MoaTBepante u npojomxante
neyeHne
301 YTeuka [poBepbTe cuctemy Ha Hannune - OTCcoeanHeHwe. Het
B CUCTEME yTeuek - OTCyTCTBYET YNNOTHEHNE
B BaKyyMHOM
COEANHEHNN.
302 Tpy6ka 1. BaxmuTe katetep - Tpy6ka nepekpyuera nnu |Het
3acopeHa 2. BaxmuTte TpyoKy 3acopeHa B TeyeHne npu-
3. Mepeiante B peXnum oxuaaHua 6113nTensHO 10 MUH.
4. 3ameHute Tpyoky - Thopaz™ o6HapyxwvBaeT
5. Mepenante B pexum «Bk.» 3acopeHne TpyoKkn
6. Pasoxmute katetep Thopazt, a HE kaTeTepa
nauvenTa.
305 AKKYyMynATOpHaA Moakntounte Thopaz™ Het
Gatapen paspsxeHa (K ceTu
311 Ouwwmbka camotect- |OcBoboamnTe emMKoCTb K ycTaHoBuTe |He Bk tovaiite Thopaz®, Het
poBaHwuA ee CHOBa A0 3alenknuBaHua €CNu NauueHT yxe
NOACOEANHEH.
313 OunbTp 1. Baxmunte TpyodKy OUNLTP B EMKOCTH Het
3acopeH 2. 3aMeHNTe eMKOCTb 3acopeH.
3. Mepeiante B pexmm «Bka.»
4. Pazoxmute TpyoKy
315 Thopazt 3ameHnTe Thopaz*™ Het
neperpenca
407 ABapuiHbIN MauneHT TepaeT 6onblioe Na
CUTHanN XWAK. KOMIMYECTBO XMUAKOCTH

Perucrpanns MU B Pocanpasramzope
www.nevacert.ru | info@nevacert.ru
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OToépamaeTcﬁ Ha aucnnee

Howmep Onucaxwne YkagaHua no yctpaHeHuto | MpumeyaHuna/noteHynansHein - | Jasne-
ownéku | npobaemsi HEVCNPaBHOCTM VNCTOYHMK OWNOKU HUe
BHyTpeHHAA 1. BeikntounTte n cHoBa Ecnu cooBujeHne o6 ownbke
owwnoéka Bktounte Thopaz*t nosTopAeTcA, o6paTuTech B
XXX 2. Nndopmupyiite cnyx- | cnyx0y noaaepxku KNMeHToB
Oy noaaepxXku knneH- | komnaHum Medela.
ToB Medela

@™ Mpumeuanue no TexHuke 6e3onacHOCTH

DyHKLMA aBapuInHON 3BYKOBOW curHanusaumm «yteuka B cucteme — 301»
[eaKkTUBMPYyeTCA B TeueHne npudnnsnTensHo 6 MUHYT nocne BkatoveHua Thopazt.

13 Obwme ykasaHua no OUUCTKE

NPEAYNPEXOEHUA

Mocne kax/aoro npuMeHeHna yactu npuéopa, KOTopbie BCTynaau B KOHTaKT
C BblAbIXaEeMbIM CEKPETOM, HEOOXOANMO OumnLlaTh, AE3UHDULNPOBATL UK
YyTUANBMPOBATb.

O6wme ykasaHun

Bonee noapobHan nHopmMauna NpeacTaBneHa B MHCTPYKLUMM MO OYUCTKE KOMMaHUn
Medela: 200.2391.

HacToAuwaA MHCTPYKLUMA N0 OUNCTKE OTHOCUTCA K OUMCTKE BCEr0 aCCOpTUMEHTa M3Aenui
Thopaz*, cm. Appendix A.

3anpeujaetca nomewaTb a1eKTpuyeckne npudopsl, B 4acTHOCTW, Thopaz*t n goK-CTaHUuIo,
B BOY WM ApYrve XuUaKocCTu.

He pacnbinante n He NpoaMBanTe XnaKocTb HeNocpeacTBeHHO Ha Thopaz™/aok-CTaHuuto.
AccopTUMEHT nsaenuin Thopazt He NoANexuT cTepunmsaumm.

MpombiBka n3nenuin Thopaz+ B cTupanbHON MallnHe 3anpelleHa.

[esnHdekuna norpyxeHnem, TepMmmyeckan Ae3vH@ekyma 1 ynsTpa3BykoBaA ouncTka
ns3gennin Thopaz* sanpelleHsl.

Temnepatypsl Bbllwe 45 °C (113 °F) moryT Bbi3BaTh koarynayuto 6enka, CnocoOHyo
npvBecTn K npobsiemam B xode JanbHENWero npowyecca.

HemenneHHo ounljaiTe BCe NOBEPXHOCTU NMOCNE UCMNONb30BaHMA, YTOObI 3bexarb
o6pasoBaHuA HafeTa Noc/e BbiChIXaHWA 1 NPeaoTBPaTUTL POCT MUKPOOPTaHN3MOB.
He ncnonbaynte unctAllee/motollee CPeACTBO Ha OCHOBE eHona.

He ncnonbayinTe ANA OYUCTKU CTaslbHble WETKU WU MEeTaN/IMYECKyo MoYasky.
XpaHuTe MeanunHCcKmMe N3aenma CyxMummn 1 3aluleHHbIMU OT Mbian.

2Pbfhdrpanmis MH 5 PocanipapRansope (e/i 1 asapyiiHble curansl | OBLMe yKasaHus Mo ouncTke
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@ U3penua ogHOpa3oBOro MCNONb30BaHUA
OTOT CUMBON yKasbiBaeT Ha TO, UTO M3aenune npeaHasHavyeHo A1A 0AHOPAa30BOro
MCMNO/b30BaHNA. OTO U3aenve He npeaHasHavyeHo /1A MOBTOPHON 06padoTKu.
[MoBTOpHaa o6paboTka MOXET NPUBECTU K NOTEPE MEXaHUUYECKUX, XUMUYECKUX 1
(nnn) Buonornyecknx xapakTepuctuk. NMoBTOPHOE MCMOMIb30BAHME MOXET CTaTb
NPUYNHONM NepeKPecTHOro 3apaxxeHusa.

1. TwatenbHaA OYUCTKA

TwaTenbHaA 0UMCTKa MOXET NPOU3BOAUTLCA UM HA MECTE NPUMEHEHUA NPK
MOMOLLUM TOJILKO CTEPUBHOW XONOAHOW BOAbI, AN B CAELManbHbIX MEANLNHCKNX
yupexaeHuax ¢ AOMNONHUTENbHLIM UCNONb30BaHNEM PEPMEHTHBLIX MOKOLLMNX
CpeacTB B COOTBETCTBUN C MHCTPYKLUNAMN U3TOTOBUTENA.

1.1 OTcoeanHuUTE BUKY 3N1EKTPONMUTAHUA OT PO3ETKM CeTu NuTaHuA.

1.2 Npoaes3nHUUMPYRnTEe PyKn U HaJeHbTe OAHOPA30BbLIE MepyYaTky U NoAXoaA-
iMe cpeacTsa MHAMBUAYAIbHON 3aLLUTLI.

1.3 CHUMUTe BCe OTAEbHbIE YacTW. YTUIN3UPYINTE 0AHOPAa30BbLIE N3aenmna
B COOTBETCTBMMN C BHYTPUOONBHUUYHBIMU UHCTRYKLUAMMU.

1.4 Yapanute BuaANMYytO rpasb Npu noMmoLly 6e3BOPCOBOro HETKAHOIo matepuana,
CMOYEHHOro CTepuIbHOW xonoaHon soaon (<40 °C, 104 °F).

1.5 Y6eantech, Uto BCe MOBEPXHOCTY TLIATE/IbHO CMOYEHbI U OCTaBbTE WX BIAXHbI-
MW KakK MUHUMYM Ha 5 MUHYT, 3aTeM MOBTOPUTE 3TOT Lar, UCNOL3YA APYryto
TKaHb.

1.6 YTMnmanpyinTe 3alnTHbie nepyaTku n NnpoaesnHmuULmMpynTe pyku.

2. [le3avHdeKLMA NPOMEKYTOYHOrO YPOBHA

2.1 MNMpoaesnHduunpyinTe pykn 1 HaleHbTe OAHOPAa30BLIE NepyaTkn U NoAxXoan-
wve cpencTea MHANBUAYaNbHOW 3aLUTHI.

2.2 VicnonbdyinTe Ae3nHduuupytowme TKaHn* B COOTBETCTBMM C MHCTPYKUMAMU
N3roToBUTENA.

2.3 OcTaBbTe n3genve Ha 5 MUHYT, a 3aTeM BbITPUTE APYrov Ae3nHMULMPYIOLLEN
TKaHbIO*.

2.4 [lainTe NOBEPXHOCTUN BEICOXHYTb B TEYEHME MO MEHbLUEN MEPE 5 MUHYT.

2.5 YTUnunanpynTe 3almTHble nepyaTki n Nnpoae3nHOULMPYATE PYKN.

* PekoMmeHayemoe CpeacTBo A/1A NpoBeAeHUA Ae3nHMEKLMN NPOMEXYTOYHOro

YPOBHA:

CaviWipes® Mikrozid® AF Wipes

Metrex® Research Schulke&Mayr GmbH

Appec: 1717 West Collins Avenue Anpec: Robert-Koch Str. 2,
Orange, CA 92867, U.S.A. 22851 Norderstedt, GERMANY
[naBHaA cTpaHuua: lnaBHaA cTpaHuua:
http://www.metrex.com http://www.schuelke.com
TenedoH: +1 (800) 841 1428 TenedoH: +49 (0) 40 521 00 0

On. nouta: metrexcustcare@sybrondental.com 9n. nouta: info@schuelke.com

3. XpaHeHue

3.1 MNocne cooTBETCTBYIOLE OUNCTKMN 1 Ae3nHdeKLMmn NpoBepsTe Npudop nepes
NMOBTOPHbLIM MCMO/Ib30BaHNEM.

3.2 XpaHuTe nsgenua CyxvmMu 1 3aluieHHbIMIU OT MblI B COOTBETCTBUN
C YCNOBMAMMN XpaHeHuA (cM. rnasy 17 «TexHu4Yeckme xapakTepUcTuKns).
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14 [apaHTua, TEXOOCNYXMBaHMe
N MPOBEPKU

FfapaHTuAa

Komnanua Medela AG rapaHTupyeT, uTo npudop He ByaeT umeTb AedeKkToB matepuana
NN U3rOTOBMEHNA B TeUEeHWe 21eT CO [HA NOoCTaBKy Ha YC/IOBMAX BbiBO3a C 3aBoja. B
TeueHue aToro nepuoaa AedekTHbIN MaTepunan ByaeT 3aMmeHeH 6ecniaTHO, eC/n Heu-
CMpPaBHOCTb HE Bbi3BaHa HENPABU/ILHONM 3KCMyaTtaumen uan npuMeHeHnem He no HadHa-
UeHnto. ITO He OTHOCUTCA K YacTAM, NOABEPXKEHHbLIM U3HOCY M amopTu3aumn B npoLecce
akcnnyatauun. ns Toro ytoBsl obecneunTts coOMoAeHNe HACTOALLER rapaHTu U onTu-
ManbHoe o0CcnyXuBaHue nsaennini komnaHun Medela, pekoMmeHayem Ucnob3oBaTh C
HalwnMK npuéopamu TosbKO NpuHaanexHoctTn Medela.

Hu npwu kakmx oBctoaTenscTeax komnanna Medela AG He OyaeT HecT OTBETCTBEHHOCTb
no NpeTeH3nAM, BbIXOAALMM 3a paMKn yKasaHHOW rapaHTun, B TOM YMce OTBETCTBEH-
HOCTb 3a KOCBEHHbIN yuepd n 1. 4. Komnanua Medela He npusHaeT 3a coboi npaBo Ha
3aMeHy AedeKTHbIX yacTen, ecnm npubop Thopazt Gbin NoABEpPrHyT Kakon-nmoo nopaboT-
Ke HeymnosIHOMOYEHHbIMU Nnuamu. HacTtoAuan rapaHtTua aeicTBuTebHa ana npudopa,
HanpaB/EHHOro B CEPBUCHbLIN LIeHTP KoMnaHun Medela.

Texo6cnymusaHue

Thopaz* — a1o npubop, He Tpedytowmnii TexHnYeckoro obcnyxmeaHua. Kaxablii pas npu
BK/IOYeHUN Nprbopa BbINONHAETCA CaMoNpoBepKa, BKAtoUaroLWwan NpoOBEPKY BHYTPEHHUX
dyHkumin npuéopa Thopaz*. KopoTkuii 3ByKOBO curHan nokassiBaeTt, uto Thopazt
YCMELWHO NpoLen caMonpoBepky 1 BktoumacA. besonacHana padoTta rapaHTUpyeTca 3a
cueT npoBeaeHua dyHKLUMOHANbHOW NPOBEPKM nepea KaxabiM NpuMeHeHneM, Bkaovan
NpPOBEPKY EMKOCTU U TpyOOK.

Heobxoammo cobnoaatb UHCTPYKLMU MO TeXHUKe 6e30MacHOCTH.

TeKyujan npoBepKa

Komnanua Medela pekoMeHayeT NpoBOAUTL TEKYLLIYIO NpoBepky npudopa Thopaz*t oauH
pas B rof. PaboTa, KOTOpyto HEOOXOAMMO NPU 3TOM BbINMOAHUTL, U WabI0H NPOTOoKoNa B
cooTBeTcTBUM co cTaHaapToMm EN/IEC 62353:2008 npuseaeHbl B Appendix B k HacTos-
LEen NHCTPYKLMN.

WHcTpyKuum no ucnbitaHuro  BamHo! MauveHT He aomxeH ObiTb noacoennHer! Thopaz™

¢yHKUMOHaNbHOW HeoOX0AMMO OTCOEMHNUTL OT CEeTU NUTaHWA (B pexume
pa6oTtocnoco6HocTu (FPT)  paboThl OT akKyMy/JATOPHON GaTtapen) n BbIKTHOUNTL.
BakyymmeTp 079.0021 079.0016

077.1456 V‘: 4

(Tpy6ka, Hanpumep, @ 12X7 MM, He BXOAUT
B KOMMIEKT NMOCTaBKMN)

2Pbfudrhamis Mbip Possipankagaepe e 1 NPOBEPKH
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1. TMoacoeanHute TpyoKy 079.0021 1 emKkoCTb 00be-
mom 0,8 n [REFIN79.0016 k npubdopy Thopazt. YkazaHua
no NOACOEAVHEHUIO CUCTEMBI CM. B rnase 7
«[MoaroToBKa K MPUMEHEHUIO.

2. lMoacoeanHnTe BaKyyMMETP C MOMOLLbIO TOYOKM
K coeavHUTenNto AnA naydeHTa.

'_
3. i g 3.1 Haxmute n ynepxusai-
) Te kHonkun [ (@ 1w [ €]
0[IHOBPEMEHHO.

JononHuTensHo

3 HaxmuTe [ ].
0
'_

3.2 HauHeTcA ucnbitanne
(>}
ﬁ.r ﬁ

Ha 6e30MacHOCTb.
Haxmnte 0gHOBPEMEHHO

3.3 Cneaynte MHCTPYKUMAM
Ha aucnnee

Mpoeepka 6esonacHocTH
Kakne-nnéo npeanucaHHbie nan pPeKOMEHA0BaHHbIE MPOBEPKM BE30MacHOCTU OTCYTCTBYIOT.

O6ocHoBaHuA

- Paspabotka npnbopa Thopaz+ komnaHum Medela npowna NnpoBepKy HE3aBUCUMbIMM
nenblTatebHbIMU YYpexaeHmAMM Ha cooTBeTcTBMe cTtaHaapTy EN / IEC 60601-1.
Konnu cooTBeTCTBYIOLMX CEPTUDNKATOB MOTYT ObiTh MOyUYEHbl MO 3anpocy. YuntbiBas
NnpUMeHaeMbIit cnoco® narotosneHua, komnanma Medela He npegnonaraeT BOSMOXHO-
CTV BO3[ENCTBUA Ha anekTpobesonacHoCcTb Nnpudopa B Ntodoe BpeMAa B TeueHme cpoka
cnyx0bl 3AENVA NPU YCAOBUK, YTO PEMOHT Thopaz* BbINOMNHAETCA UCKIIOUNTENBHO B
odurLManbHbIX CEPBUCHBLIX LIeHTpax koMmnaHun Medela 1 uto npudop ncnonbayercA B
TOYHOM COOTBETCTBMM C HA3HAUYEHUEM.

- Y Thopaz * kak npubopa ¢ sawuton knacca |l (EN IEC 60601-1) oTcyTCTBYeT 3alUTHBbIA
npoBO/ 3a3eM/IeHNA; MO3ITOMY COOTBETCTBYIOLWMNE UCMbITAHMA 3aLMTHOIO 3a3eM/IeHuna
(conpoTuBeHne 3alMTHOrO 3a3eM/eHnaA, TOK YyTeukn yepes 3asemneHune u 1. A.) Henpu-
MEHUMBI.

— Kopnyc Thopaz™ nonHOCTbIO BLIMOIHEH U3 N3ONMPYIOLLEro Matepmana. [1odaToMy UCMbl-
TaHWA Ha TOK NPUKOCHOBEHWA C NMOMOLLbIO OObIYHBIX N3MEPUTESBHLIX NMPUGOPOB HE BbifA-
BAT NU3MEPAEMbIX 3HAYEHWN.

- Paboune vacTtn Thopaz*t noacoeanHaAlTcA K Thopaz*™ ¢ NOMOLLbIO HEeNPOBOAALNX BaKy-
YMHbIX LWAAHTOB, eMKOCTel 1 TpyBok. [axe npu oTkauke NpoBoAaLlen Xuakoct (9 r/n
NaCl; EN ISO 10079-1;1999) no cpabaTtbiBaHnA YyCTPOMNCTBA 3alUUTLI OT NepPemBa name-
peHve y nauueHTa Toka yTeuky oOblYHbIMU N3MEPUTENbHBIMU NPUBOpaMmn He NO3BONUT
NnoNyunTb USMEPVMbIE 3HAYEHNA.

— Cuctembl Thopaz* He MMeIOT NOAK/IKYAEMBIX K NAUUEHTY COEAMHEHUA U DYHKLMOHAb-
HbIX 3a3eM/IEHUI; UCMbITAHWA, OTHOCALWMECA K TakVM COEAMHEHUAM 1 TOKaM, Henpume-
HWUMBI.

Perncrpanus MU s Pocappasransope TapaHTis, TexoBCyuBaHme v nposepku | 247
www.nevacert.ru | info@nevacert.ru



15 Y1tunmusaund

Thopaz*™ coaepXxuT metanimyeckme n N1acTMaccoBble KOMMOHEHTBI U JO/IKEH YTUIN3NPO-
BaTbCA B COOTBETCTBUM ¢ EBponenckmumu anpektnsamm 2002/95/EC n 2002/96/EC.
Takxxe HeoOX0AMMO JOMONHUTENbHO COBN0AATE MECTHLIE UHCTPYKLMN. DNEKTPOHHbIE
KOMMOHEHThI 1 akKyMyNaTOPHYtO Gatapeto HeoOXoaMMo YTUIM3MPOBaTh pasaesibHoO

B COOTBETCTBMM C MECTHLIMU MpasBuIamu.

MpocneanTte 3a Tem, YtoObl yTUAM3auma Thopazt n NpuHaanexHoOCTen NPoM3BoaAnIach

B COOTBETCTBMM C MHCTPYKLMAMYK MO yTUAU3aUuUM, AEACTBYOWNMY B GOSbHULE.

UHopmayua anA nonb3osatens 06 yTUAM3aLWUK INEKTPUUECKOro

1 aNeKTpoHHOro o6opyaoBaHun

OTOT CMMBOJI 03HAYaET, YTO INEKTPMYECKOoe 1 3NeKTPOHHOe obopyaoBaHme

HeNb3A YyTUAN3MPOBAaTL Kak 0ObluHbIe ObITOBLIE OTXOAbl. [paBuabHas yTuansauma
npruéopa NoMoraeT 3alMTUTL OKPYXKatoLLyto cpely U 3A0POBbLe oA U He AOMYCTUTb
NPUYMHEHWA UM BO3MOXHOMO Bpeaa. MoapobHyto nHdopmMaumio 06 yTuamsaunum MoxHo
MOMYYUTb Y UBFOTOBUTENA, MECTHOIO NNLa, OCYLIECTBAAOWErO YXO4, UK B MEAULMHCKOM
yupexaeHun. ToT CMMBON AeCTBUTENEH TObKO B EBponeiickom cotose. Cobntoaaiite
3akOHbl 1 NMpaBuia COOTBETCTBYIOLIEr0 rocy1apcTBa, OTHOCALLMECH K YTUAU3aLum anekx-
TPUYECKOro 1 31eKTPOHHOTO 060PYyA0BaHMA.

16 [lpuHagneXxHocTn

A NPEAYNPEXOEHUA
Mpudop Thopazt Obin aTTecTOBaH BMECTE C NMPUHAANEXHOCTAMU, MEPEUYNCNEHHbI-
mMun B Appendix A.
[Ona npasunsHoi 1 6e3onacHon padoTsl MCNoNb3yinTe Thopazt ToNbKO C 3TUMM
npUHaaNexXHOCTAMM.
[ononHntensHaA nHGopmaLumAa ykasaHa B UHCTPYKLMK K KaXKAON NPUHAANEXHOCTH.

Pérnc PocanpaBHaAsope 1 0CTH
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17 TexHnyeckme xapakTepucTuku

HWU3KWIA ypOBEHb Baky-  V3mepeHo Ha BbicoTe 0 M,
/_/\ yma, -10kMa/-75 mm aTMocdepHoe aaBneHue:

pT. ¢T./100cm H, O/ 1 013,25 rlMa Obpartute
vacuum mBap donyck: +7- 15%  BHUMaHweE: ypOBHM Bakyyma

MOTyT 3aBWCETb OT MECTOMNOSIO-
>>> 5 n/muH (+/-10%)

MOopA, aTMOCHEPHOro AaBnenHna
1 Temneparypebl).

XEHNA (BbICOTbI HAA YPOBHEM
flow

1,0 xr / 2.2 dyHTa

ikgi

Q MCTOUHUK nutaHua Hacoc
Mopnens: 12 B nocrt. ToKa, 20 BT
ﬁfv TR30RAM120
IEC: 60601-1

Besoa: 100-240B7,

0,8-0,4A,

47-63 Ty
BeiBog:12 B™, 2,5 A

1SO 9001
ISO 13485 C€o
CE (93/42/EEC), llb

Bx WxI

@ 223 x255x 95mm

= 450 TpaHcnopTupoBska/xpaHeHne
2 aéo/ﬂf

% +40 /e OKcnyartauma
‘ +05/H/ 7§§;
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18 3Haku 1 CUMBO/bI

ce

OTOT cUMBON
0123 vy aspiBaeT Ha
COOTBETCTBUE
BaXKHbIM TpeBo-
BaHWAM AMPEeK-
TmBbl CoBeTa
93/42/EEC
0 MEANULIMHCKMNX
npuéopax ot
14 nioHAa
1993 roga.

[]

Ha NpuHaanexHoCTb

npuoéopa Kk knaccy Il.

3T10T cumMBON YyKa3blBaet

IP33

OTOT CYMBON yKa3blBaeT
Ha Hannuve 3aWwmTbl OT

nonagaHnA NoOCTOPOHHUX

TBEPAbIX NPEAMETOB 1
BpeaHbIX NOCNEACTBUIA

nonagaHnA BoAbl BHYTPb.

o)

sup

3TOT CMMBON yKasbl-
BAeT Ha COOTBETCTBUE
[IONONHATENbHBLIM TPe-
6oBaHuAM no 6esonac-
HocT CLUA n KaHagbl
1A MeAnLIMHCKOro
371eKTPo0BOPYAOBAHMA.

OTOT CUMBON yKa3blBa-
€T Ha NpaBoBble Tpe-
6oBaHNA K cucteme.

OTOT CMMBON yKas3bl-
BaeT Ha HeoBxoau-
MOCTb coBntoaeHnA
WNHCTPYKUMK NO
sKkcnayarauum.

OTOT CMMBON yKa3bl-
BaeT Ha HeoBXoau-
MOCTb 00paTuThLCA

K MHCTPYKLUMK MO
aKcnayaTaumu.

OTOT CUMBON yKasbiBaeT
Ha MPEAYMNPEXOEHVE
nm NMPEOOCTEPE-
YXEHWE, cBAazaHHOE
¢ npubopom.

3TOT CYMBON YKasblBa-
eT Ha NpumMeyaHvie no
TexHuke 6e30MacHOCTU.

OTOT CMMBO/ yKa3bl-
BaeT KJacC CUCTEMBI.

Pefhdrpatiis MU b Pocsiipapransope
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OTOT CMMBON yKa-
3blBaeT Ha padouyto

yacTtb Tuna CF.

OTOT CUMBOST yKasbl-
BaeT Ha TO, YTO Nnpw-
6op NpumeHsaeTcA no
HasHauyeHuto Bpava.
®enepanbHble 3aKOHbI
paspeluaroT npohaxy
aT70r0 Nprdopa TONbKO
no 3akasy wuau pacno-
PAXKEHWIO NULEHBNPO-
BAHHOIO MeaWLNMHCKO-
ro padoTHMKa (TOSIbKO
ana CLUA).

)

OTOT CUMBON yKasbl-
BaeT Ha TO, YTO npw-
6op HEBE3OIMACHO
MCNONb30BaTh BO
Bpema MP-npoueaypsbl

_—

(;)))

OT0T CMMBON yKa-
3blBAET HA BO3MOX-
HOCTb NMomex BOIN3M
oBopynosaxua,
NPOMapKnpoOBaHHOIO
3TVM CUMBOJIOM.

OT0T cMmBON yKasbl-
BaeT U3rotoeuTenA.

EN| 3

OTOT CMMBON YyKa-
3blBaeT Aaty U3ro-
TOBMEHUA (YeTbipe
LUMdpbl yKkasbiBatoT
roa n oge — mecad).

3TOT CUMBOS yKaablBa-
€T Ha TO, YTO NPUBoP
He cnenyeT UCMosb-
30BaTh MO UCTEUEHUM
yKasaHHOro cpoka.

®

OTOT CMMBON yKa3blBa-
€T Ha TO, UTo NpPUBoP
npeaHasHaveH ana
0[IHOPA30BOr0 UCMO/b-
30BaHWA. 3anpeLleHo
1cnonb3oBath Nproéop
MOBTOPHO.

|

)
m
T

OTOT CMMBON yKa3bl-
BaeT HOMep no KaTa-
NIOTY U3roToBUTENA.

i

OTOT CMMBON yKa-
3blBAET CEPUIAHBLIN
HOMEP M3roTOBUTENA.

OTOT CMMBON yKa-
3blBaeT Ko naptun
N3roToBUTENA.

STERILE

OTOT CMMBON
yKasbiBaeT Ha
TO, UTO NpPUdopP
CcTepun3oBaH
3TUIEHOKCUAOM.

e

OTOT CUMBON yKashbl-
BaeT Ha TemnepaTyp-
Hble OrpaHuyeHun
npw sKcnayatauum,
TPAHCMOPTUPOBKE U
XpaHeHuu.

S

OTOT CMMBON yKadbl-
BaeT Ha orpaHunye-
HVMEe NO BNaXHOCTU
npw aKcnayataumm,
TPaHCMoOPTUPOBKE

N XpaHeHuu,



OTOT CUMBOS yKasbl-
BAeT Ha orpaHuyeHve
no atMocdepHoOMy
NaBNeHNto Npu aKc-
nayartauum, TpaHcnop-
TUPOBKE N XpaHeHUW.

OTOT CUMBON yKasbl-

BaeT Ha TO, UTO Mpw-
60p Henb3A UCMoSb-

30BaTh, €CM ynakos-
Ka nospexaeHa.

OTOT CMMBO/ yKasblBa-
€T YMNC/I0 BN1EeMEHTOB
n, ANA KOTOPbIX coaep-
YXMMOIO AOCTaTOYHO.

4@ W

OTOT CMMBON yKa3biBa-
€T Ha HeJonyCTMMOCTb
yTvnvsaummn npuéopa
BMeECTE C HECOPTUPO-
BaHHbIM 6bITOBbIM MyCO-
poM (Tonbko ana EC).

OTOT CMMBON YyKa-
3blBaeT Ha To, UYTO
martepuan ABnAeTCA
yacTblo npouecca
BOCCTaHOBNEHWA AN
nepepadoTku.

Karton
Carton
Board

OTOT CMMBOA yKasbl-
BaeT Ha KapTOHHYIO
ynakoBKY.

2

o~
K

OTOT CMMBON yKa-

3blBaeT Ha HeoBXxo-
OVMOCTb XpaHeHuA
npubopa Baanu ot
COJIHEYHOTO CcBeTa.

Y

OTOT CMMBOJT yKa3bl-
BaeT Ha HeoOxoau-

MOCTb OCTOPOXHOTO
obpalleHna ¢ Xpyn-
KM nNpubopom.

Perucrpanns MU B Pocanpasramzope
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OTOT CMMBON yKasblBa-
eT Ha HeoBXoaAMMOCTb
nogaepxaHua npudopa
B CyXOM COCTOAHUM.

I

vacuum

OTOT CMMBO yKa3bl-
BaET MaKCUMasIbHbIiA
YPOBEHb Bakyyma

B CUCTEME.

OT0T cnmBON YKa3bl-
BaeT NOTOK BO3Ayxa.

OT0T cnmBON YKa3bl-
BaeT Ha XUOKOCTb

OTOT CMMBON yKa3blBa-
€T HoMep nauueHTa

P

flow

OTOT CMMBON yKa3bl-
BaeT 3Ha4YeHMA NoTo-
Ka B cucteme.

QAC

§$N

OTOT CMMBON yKa3bl-
BaeT Ha anekTpuye-
CKUe xapakTepuctu-
KN CUCTEMBI.

7 310T CMBON yKadbIBa-

€T Ha NEPEMEHHbIN TOK.

— — — OTOT CMMBO/ yKasblBa-

€T Ha NMOCTOAHHLIN TOK.

ikgi

OTOT CMMBO/ yKasbl-
BaeT BEC CUCTEMSI.

OTOT CMMBON yKa-
3blBaeT pasmepsl
(BbICOTA X WMPUHA X
rnyéuHa) cucTemsl.

pcs

OTOT CMMBON yKa-
3blBAET KO/IMYECTBO
9/1EMEHTOB.

DEHP

OTOT CUMBOS YKasblBa-
€T Ha To, uTo Npuoop
COLEPXUT hTanarsl.
Cnucok hranaros,
conepxatymxca

B npudope, npmeeaeH
nofs CUMBOJIOM.

DEHP: an(2-atunrek-
cun) dranar

OTOT CMMBOA yKa-
3blBa€T Ha TO, YTO
Thopaz* cmeleH
OTHOCUTENILHO OCK U
N3MepeHNe Xnako-
CTV HEBO3MOXHO.

OTOT CMMBON yKa-
3blBAET Ha TO, YTO
cneayeT Haxatb U
yAepxunBaTb KHOMKY
fonblie 3 cekyHA.

OTOT CMMBON yKa-
3blBaeT COCTOAHME
aKKyMy/ATOPHOW
GaTapen.

OTOT CMMBON yKa-
3blBAET Ha TO, YTO
akKymynAaTopHan
GaTapen NOHOCTLIO
3apAXeHa v Noakto-
yeHa K ceTw.

OT0T cMmMBON yKasbl-
BaeT Ha HEBO3MOX-
HOCTb U3MEPEHUA
XNOKOCTN.

OTOT CMMBON yKasblBa-
€T Ha HegocTatoyHoe
KONMYECTBO XXUAKOCTU
[NA AOCTOBEPHOrO
N3MEPEHWA XUAKOCTU.
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19 Technical documentation

A WARNINGS
Do not use other accessories than those specified or sold by the manufacturer as
replacement parts for internal components as it may result in increased emissions or
decreased immunity of the Thopaz* device.

EMC

Thopazt is EMC-tested in conformity with the requirements of IEC 60601-1-2:2007 and can
be used in the vicinity of other EMC-tested devices that fulfill the requirements of the relevant
IEC 60601-1-2 standard. Untested HF (high-frequency) sources, radio networks or the like
can influence the operation of the device and may not be operated in combination with the
system. Thopazt is a medical device that requires special safety precautions and must be
installed and placed in operation in accordance with the attached EMC information. Portable
and mobile RF communication devices (mobile telephones) can affect Thopazt.
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Electromagnetic compatibility (EMC, IEC 60601-1-2:2007, Table 1)

environment.

Electromagnetic emissions

Thopazt is intended for use in the electromagnetic environment specified below.
The customer or the user of Thopazt should assure that they are used in such an

flicker emissions
IEC 61000-3-3

Emission Tests Compliance Electromagnetic environment - guidance

RF emissions Group 1 Thopazt uses RF energy only for its internal

CISPR 11 function. Therefore, its RF emissions are very
low and are not likely to cause any interference
with nearby electronic equipment.

RF emissions Class B Thopazt is suitable for use in all establishments,

CISPR 11 including domestic establishments and those
directly connected to the public low-voltage

Harmonic emissions Class A power supply network that supplies buildings

IEC 61000-3-2 used for domestic purposes.

Voltage fluctuations/ Complies

A WARNINGS

Thopaz* should not be used adjacent to or stacked with other equipment. If adjacent or
stacked use is necessary, Thopazt should be observed to verify normal operation in the

configuration in which it will be used.
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Electromagnetic compatibility (EMC, IEC 60601-1-2:2007, Table 2)

Electromagnetic immunity

Thopazt is intended for use in the electromagnetic environment specified below.
The customer or the user of Thopazt should assure that they are used in such an

environment.

Immunity Tests

IEC 60601
test level

Compliance
level

Electromagnetic
environment — guidance

Electrostatic + 6kV contact + 4kV contact Floors should be wood, concrete or
Discharge (ESD) | + 8kV air + 8kV air ceramic tile. If floors are covered with
IEC 61000-4-2 synthetic material, the relative humidity
should be at least 30 %.

Electrical fast + 2kV + 2kV Mains power quality should be that
transient/burst for power for power of a typical commercial or hospital
IEC 61000-4-4 supply lines supply lines environment.

+ 1kV + 1kV

for input / for input /

output lines output lines
Surge + 1kV + 1kV Mains power quality should be that
IEC 61000-4-5 differential mode | differential mode | of a typical commercial or hospital

+ 2kV + 2kV environment.

line(s) to earth line(s) to earth
Voltage dips, <6% U; <6% U; Mains power quality should be that
short interrup- (>95% dipinU,) |(>95% dipin U,) |of atypical commercial or hospital
tions and voltage |for 0.5 cycle for 0.5 cycle environment. If the user of Thopaz*+
variations on requires continued operation during
power supply 40% U; 40% U, power mains interruptions, it is recom-
input lines (60% dip in U,) (60% dip in U,) mended that Thopazt be powered
IEC 61000-4-11 for 5 cycles for 5 cycles from an uninterruptible power supply

or a battery.
70% U; 70% U,

(30% dip in U))
for 25 cycles

(30% dip in U))
for 25 cycles

<6% U; <6% U;
(>95% dipin U;) | (>95% dipin U,)
for 5 sec for 5 sec
Power frequency |3A/m 30A/m Power frequency magnetic fields

(50/60H2z)
magnetic field
IEC 61000-4-8

should be at levels of a typical
commercial or hospital environment.

NOTE U, is the a.c. mains voltage prior to application of the test level.
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Electromagnetic compatibility (EMC, IEC 60601-1-2:2007, Table 4)

Electromagnetic immunity

Thopazt is intended for use in the electromagnetic environment specified below. The cus-
tomer or the user of Thopazt should assure that Thopazt is used in such an environment.

Immunity IEC 60601 Compliance Electromagnetic environment — guidance
Tests test level level

Portable and mobile RF communications equip-
ment should be used no closer to any part of
Thopazt, including cables, than the
recommended separation distance calculated
from the equation applicable to the frequency
of the transmitter.

Recommended separation distance

Conducted RF | 3Vrms 10Vrms d=0.35{P
IEC 61000-4-6 ;giﬁkﬁ; to d=035(P
80MHz to 800 MHz
d=0.7{P
Radiated RF 3V/m 10V/m 800MHz to 2.5GHz
IEC 61000-4-3 | 80MHz to . . .
2 5GHz where P is the maximum output power rating

of the transmitter in watts (W) according to the
transmitter manufacturer and d is the recom-
mended separation distance in meters (m)

Field strengths from fixed RF transmitters, as
determined by an electromagnetic site survey,?
should be less than the compliance level in
each frequency range.®

Interference may occur in the vicinity of
equipment marked with the following symbol:

©)

NOTE 1 At 80 MHz and 800 MHz, the higher frequency range applies.

NOTE 2 These guidelines may not apply in all situations. Electromagnetic propagation is affected by

absorption and reflection from structures, objects and people.

@ Field strengths from fixed RF transmitters, such as base stations for radio (cellular/cordless)
telephones and land mobile radios, amateur radio, AM and FM radio broadcast and TV broadcast
cannot be predicted theoretically with accuracy. To assess the electromagnetic environment due
to fixed RF transmitters, an electromagnetic site survey should be considered. If the measured field
strength in the location in which Thopazt are used exceeds the applicable RF compliance level
above, Thopaz* should be observed to verify normal operation. If abnormal operation is observed,
additional measures may be necessary, such as reorienting or relocating Thopazt.

® Qver the frequency range 150kHz to 80 MHz, field strengths should be less than 10V/m.
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Electromagnetic compatibility (EMC, IEC 60601-1-2:2007, Table 6)

Recommended separation distance between portable and
mobile RF communications equipment and Thopaz+

Thopazt is intended for use in an electromagnetic environment in which radiated RF
disturbances are controlled. The customer or the user of Thopazt can help prevent
electromagnetic interference by maintaining a minimum distance between portable and
mobile RF communications equipment (transmitters) and Thopazt as recommended
below, according to the maximum output power of the communications equipment.

Rated maximum Separation distance according to frequency of transmitter

output power m (meters)

of transmitter

w 150kHz to 80 MHz 80 MHz to 800 MHz 800 MHz to 2.5 GHz
d=035{P d=035{P d=07{P

0.01 0.04 0.04 0.07

0.1 0.11 0.11 0.22

1 0.35 0.35 0.70

10 1.1 1.11 2.21

100 3.50 3.50 7.00

For transmitters rated at a maximum output power not listed above, the recommended separation
distance d in meters (M) can be estimated using the equation applicable to the frequency of the
transmitter, where P is the maximum output power rating of the transmitter in watts (W) according to
the transmitter manufacturer.

NOTE 1 At 80 MHz and 800 MHz, the separation distance for the higher frequency range applies.

NOTE 2 These guidelines may not apply in all situations. Electromagnetic propagation is affected by
absorption and reflection from structures, objects and people.
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Appendix A

= 079.1000 Thopaz* undposas cuctema TopakanbHOro ApeHMpPoBaHNs

C MHCTPYKUWeit no akcnnyatauuu 200.6841

- 079.1002 Thopaz* uudposas cuctema TopakanbHOr0 APeHMpPOBaHNS
C MHCTPYKUMeit no akcnnyartaumn 200.6842

079.1003 Thopaz™* undposas cucTema TopakanbHOro ApeHMpPoBaHMUs

C MHCTPYKUMel no akcnnyartaummn 200.6843

rlpI/IHa,EU'Ie)KHOCTI/I

E 0790011 Thopaz emkocTb 0.3 n*
: 079.0012 Thopaz emkocTb 0.3 n*

;’_ 079.0016 Thopaz emkocTb 0.8 n*
& 079.0017 Thopaz emkocTb 0.8 n*

079.0018 Thopaz emkocCTb 2 n*
079.0019 Thopaz emkocTb 2 n*

079.0021 Thopaz Tpybka oguHapHas™*
o _\ 079.0022 Thopaz Tpybka ABONHan™® .
s ( )‘ 079.0023 Thopaz Tpy6ka oguHapHas
S = ) 079.0024 Thopaz Tpy6ka ABoviHasa*
4 079.0025 Thopaz Tpybka oanHapHas*
079.0026 Thopaz Tpybka fBOMHas™®
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MpuHagnexHocTn
s 079.1006 PemeHb Ans nepeHockn Thopaz™

< !, 079.0037 YcTponcTBo 3apsiaHoe (fok-cTaHums) Thopaz®

—— 079.0038 ApanTtep Aok-cTaHuuu Ans emkocTn 2 n Thopaz™

i 079.0034 USB-kabenb

=4 079.0039 Konnayok ynnoTHWTenbHbI Thopaz+ *
L=
. >i 079.0036 [epxaTtenb co cTaHAapTHON HanpaensoLwen
1 079.0040 [epxatenb yHMBepcanbHbIA CO CTaHAAPTHON HanpasnsoLwen

il 0771456 BakyymmeTp

z» . 0770148 CeTeBoll aganTep nocTosiHHOro Toka Thopaz™

[okymeHTaums

079.1007 Thopaz* CD-auck

200.6841 Thopaz™* WHCTpyKUMS MO 3KCryaTaumm
(EN/DE/FR/IT/NL/SV/ES/PT)

200.6842 Thopaz* uHCTpyKuMs No 3KCnnyaTaumm
(EN/DA/FI/NO/CS/PL/SK/EL)

200.6843 Thopaz* MHCTPYKLMA MO 3KCMyaTaumm
(EN/JA/ZH/KO/RU/TR)

3anacHble yactu 077.0117  BuHTbI KOpNyca
0770119 TMopcTaska
099.0343 YnnoTHWTenNb (OpaHxXeBbli)
0770124 3arnywka Ans nopTos
200.8057 Habop pepxatenei
099.0347 [epxaTtenb Ha KpoBaTb

099.0361 [epxaTenb Ha CTaHAAPTHYIO HaANPaBNSAOLLYIO

agg/lc’}'paﬁﬁﬂm)?oﬁsmpanmnsope
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Appendix B

EN / IEC 62353: 2008

Hospital Thopaz* serial number:
Firmware version:
Location: Run time (Settings 2/2): h
Visual checks NO YES
Cracks, brittle areas, discolouration on housing and display
Covers for ports are present and can be clicked in
Standard rail and bed holders are present and can be opened
Seal is present, is clean and not brittle
Release button can be pressed, canister can be clicked in
Thopaz* is clean with no dirty areas
Tests OK Not OK
FPT test Q Q
Carry out test as described in Instructions for use.
Thopazt must be disconnected from the mains (battery
operation). Required test equipment: vacuum gauge
~0-10kPa Class 2.5 % or better (E.G.077.1456)
Acoustic signal (beep) Q Q
Audible?
Battery Q Battery is being Q Battery is not
Connect Thopaz* to mains adapter or place it in docking charged. being charged.
station.
Overall evaluation Errors Actions
No safety or functional technical errors were detected. a Thopaz* is ready
for use.
Errors that are not safety relevant were detected. No direct Qi1___ | Thopaztisready
risk. for use, errors must
2 be corrected by
3 Y S
Safety relevant errors were detected. Qi+ Do not use Thopazt
until the errors are
2 corrected. Send
Thopazt to Medela
3 Service Centre.
Nexttest: ___ /____/________
Tester/Signature: Place/Date:
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Clario

ACMNPATOP BAKYYMHbIN

CLARIO AC
CLARIO AC/DC
CLARIO AC/DC Delux
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NMPUBETCTBUE

Cpenas cBown Bblbop B nonb3y annapata Clario AC, Clario AC/DC unu Clario AC/DC Delux, Bbl npnobpenu
BbICOKOKAQY€CTBEHHbIN acnMpaTop BaKyyMHbIN, KOTOPbIA MOXET ObiTb afanTMpoBaH K BallMM MOTpebHOCTAM.
Kak »n Bce acnupatopbl komnaHuu "Medela", pgaHHOe wu3genue saBndeTca HageXHbIM W MNPOCTbIM B
ncnonb3oBaHun. NMOMUMO MPOCTOTHLI B OYNCTKE M UCMONb30BaHUUN, AOMOMHUTENbHBIM NPEUMYLLLECTBOM 3TOr0
acnupaTopa dBnsieTcs Hanuume yHkumi, obecneumnBarowmx 6esonacHocTb ero paboTtel. Hanuune
OONOMHUTENbHBIX NPUHAAMNEXHOCTEN 1 3-X 3anporpaMMUPOBaHHbIX YPOBHEW pErynupoBkU Bakyyma genaet
acnupaTtop Clario AC, Clario AC/DC unun Clario AC/DC Delux npocTbiM M MOHSATHbIM B WCMNOJIb30BaHUE.
CespkuTeCh C HAMK — Mbl Bcerga 6yaem paabl NpegocTaBUTb BaM KOHCYINbTaLMIO.
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1 NPEAOCTEPEXEHUA U YKA3SAHUA NO TEXHUKE BE3OMNMACHOCTH

C MpepocTepexeHune
YKkasbiBaeT Ha noTeHunanbHO onacHyr CUTyauunto, KoTopas (ecnm ee He I'Ipe,EI,OTBpaTI/ITb) MOXeT
npuBeCTU K TpaBMe Uinn netarnbHOMY Ucxoay.

' PekomeHpauums, cBsizaHHasi ¢ 6€30MacCHOCTbLIO
YKasblBaeT Ha NONe3Hyto I/IH(bOpMaLI,VIlO no 6e30naCHomy MCnonb30BaHUO U3genna.

Acnupatopbl BakyyMHble Clario AC, Clario AC/DC, Clario AC/DC Delux npegHa3sHa4YeHbl UCKIIOYNTENBHO AN
MCNONb30BaHNA B COOTBETCTBUU C OMNUCAHWEM, MPUBEAEHHOM B [aHHOW WMHCTPYKUMW MO 3KCniyaTauuu.
KomnaHua "Medela" moxeT rapaHTupoBaTtb 6e3onacHoe (PYHKLUMOHUPOBaHUE U3LOENusi TOMNbKO B Criyyae ero
NPUMEHEHNUSI COBMECTHO C OpPUrMHanbHbIMU NpuHaanexHoctamum Medela (emkocTu nnactukoBble, TPyOku,
GunbTpbI U T.4.).

Acnupatopbl BakyymHble Clario AC, Clario AC/DC, Clario AC/DC Delux npownu wucnbiTaHus Ha
3NEeKTPOMarHUTHyl0 COBMECTUMOCTb B COOTBETCTBMM C TpeboBaHusimu cTtaHpapta IEC 60601-1-2:2007 un
MOXeT WCMNOMb30BaTbCA B HEMOCPeACTBEHHOW 6nmM30CTM OT ApYyrMx YCTPOWCTB, MNPOLIEALNX Takoe xe
UcnbiTaHMe, U COOTBETCTBYKOLMX TpeboBaHusm crtaHgapta IEC 60601-1-2. He npowegwime ucnbiTaHus
WUCTOYHMKN BbICOKOYACTOTHOrO WU3NyyeHus, paguocetu u gpyroe nopobHoe obopygoBaHve MoOryT
HebnaronpMaTHO NOBNUATL Ha paboTy U3genusa 1 He AOMKHbI UCMOMb30BaTbLCA COBMECTHO C HUM.

(a) Nepea npumeHeHMem acnupaTopa criegyeT BHUMaTeNbHO U3YUYUTb BcCe MNpefocTepexeHusa u
yKa3aHuUA Nno TexHuke 6e3onacHoOCcTH, a B AanbHenweM CTporo co6nopatb Ux. [laHHYH UHCTPYKLUIO
no 3KcnnyaTauuu crnepyeT XpaHUTb pPsiAOM C usgenuvem, 4To6bl Bcerga MMeTb BO3MOXHOCTb UM
BOCNONb30BaTbCHA.

CnepyeT NOMHWUTb, YTO HacCTOsLLAA MHCTPYKUMS MO 3dKCnnyaTtauuu npeacraBnsieT cobon Habop OCHOBHbIX
npaBumn Mo aKkcnnyaTauumn usgenusa. Bonpocel, oTHOCALWMECH K MEANLMHCKOW NpaKTUKe, AOMKHbI paspeLlaTbes
cneunanuctamun. Komnanua "Medela" HeceT oTBeTcTBeHHOCTb Tonbko 3a OBLYHD BE3OINACHOCTD,
HaJeXHOCTb M TEXHUYECKMe XapaKTepuCTMKU acnmpatopa, npyM YCNoBWMM, 4YTO OH WCMONb3yeTca B
COOTBETCTBMM C MOMOXEHMUSMM HACTOSILLIErO PYKOBOACTBA.

ii NMPEOOCTEPEXEHUA

*  Wsgenue npegHasHayeHO ANA WCMOMNb30BaHWA TOMbKO KBaNMQUUUPOBAHHLIM MEANLUHCKUM
nepcoHanoM, MpoLlealiuM COoOTBeTCTBylollee obydYeHMe npouedypam —acnupauum u
MCMomMb30BaHMIO acn1MpaTopos.

* Bo nsbexaHue pucka nopaxeHus 3feKTpUyYeckMM TOKOM, AaHHOe u3denve cnegyet nogknioyvaTb
TOMbKO K po3eTKaM CeTu NUTaHUS, UMELLIMM 3aLMTHOe 3a3eMIeHme.

* W3pgenue He cnegyeT Ucnonb3oBaThb A5 acnupauum B3pbIBOOMNACHbLIX, NerkoBOCNnaMeHsaLWnxcs
WUNU eOKNX XXUOKOCTEN.

*  Tpy6Kku, nocTaBnsieMble BMECTE C aCnMpaToOpoM, HE AOMMKHbI BXOAUTb B MPSIMOM KOHTaKT C 30HON
oTcacbIBaHus.

* [lepen ouMcTKOM acnupaTtopa crneayeT BblHYTb BUMKY U3 PO3ETKU CETU NUTaHUS.

* He ponyckaeTcsl BHECEHUE KaKUX-NMBO N3MEHEHWI B KOHCTPYKLIMIO M3Oenus.

* [lepea vcnonb3oBaHWeM acnvpatopa, HY>XHO OLEHUTb MOoKa3aHUs K MPUMEHEHUIO U nMeroLmecs
dakTopbl pucka nNpu  HenpaeBunbHOM BblIGOpe ypPOBHS BakyymMa W  UCMNOMb30BaHue
HeopUrMHanbHbIX NPUHAONEXHOCTEN 1 3anvacTen. HeBbinonHeHne TpeboBaHWIA, N3NOXEHHLIX B

OJaHHOM PYKOBOACTBE, MOXET HaHEeCTU CepPbe3HYI TpaBMy NaunUeHTy.

° 3ar|peu.|,aeTc;| noAKn4yaTb acnmpaTtop K cuctemam Ana nposegeHnda nacCcMBHOro ApeHaxa, T.K.
9TO MOXeM npmBecTn K BOS3HUKHOBEHUIO Cepb63HOI7I yrpo3bl 340pPOBbI0 NaUuneHTa.

e 3anpelyaeTcs MCnonb3oBaTb acnUpaTop ANs ApeHNPOBaHUS NreBpanbHON NONOCTH.
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(b) YKA3AHUA NO TEXHUKE BE3OMNACHOCTHU

° AchpaTop OOJ1XXEeH UCMOoJSIb30BaTbCA TOJIbKO B BEPTUKASIbHOM MOJIOXEHUN.

* [lpu pa3melleHnmn acnupartopa psgom ¢ ApyriuM o6opynoBaHnem, MUHUManbHOe paccTosiHie Ao
€ro Kopryca [1I0/KHO COCTaBMNATb HE MeHee 5 cM BO n3bexaHue ero neperpesa.

* Bce npuHagnexHocTn, ucCnonb3yemble B Mpouecce acnupaumMm  OOMKHbl  MPOXOANUTb
npeABapuTENbHYI0 OYUCTKY, Ae3UHEKUMIO u/nnu ctepunnsaumio (cm. rmasy 11).

e AcnupaTtop JOMKEH 3KCMyaTMpoBaTbCs TOMbKO 0Oy4YeHHbIM nepcoHanoMm. flnua, gonyLueHHble K
paboTe C HUM, HE [OMMKHbI UMEeTb AedeKTOB crnyxa U 3peHusi. MoBTopHoe oby4yeHne pabote ¢
n3genvem AOMMKHO NPOBOAMTLCS MUHUMYM pas B FOA.

* 3anpelyaeTcs norpyxaTtb acnupaTtop B BOAY UMW APYIUE XUOKOCTY.

,D,aHHYIO MHCTPYKUMIO NO 3KCNnyaTauum crneayeTt COXpaHUTb ANnd UCNOoJ1b30BaHUA B JanbHenwem.

2 NMATAHUE

lMuTaHne acnupaTopoB BakyyMHbIX ocyuiectBnsdetca kak ot cetu (Clario AC, Clario AC/DC, Clario AC/DC
Delux), Tak n ot akkymynsitopa (Clario AC/DC, Clario AC/DC Delux). Nepea Tem, kak NogKMo4YMTL acnupaTop
K poseTke nuTaHus, cnegyet ybeauTbCs, 4YTO HampshkeHMe W 4YacToTa MECTHOM CeTu COOTBEeTCTByeT
napameTpaM, ykasaHHbIM Ha nacnopTHow Tabnwuyke wusgenusa. Bpems aktuBHom paboTbl acnupartopa oT
akkymynatopa He meHee 30 MUH Npu ero nonHoun 3apsgku. Ecnvn acnvpaTtop AnNUTEnsLHO HE NCMOonb3yeTcs, To
aKKyMynaTtop HeobxoamMmo npoBepsiTh kaxable 60 — 90 aHer (cm. rnasy 9)

(c) MopkntoyeHue K ceTU NUTaAHUA

PaCI'IpaBI/ITb Kabenb nuTaHua u NOAKIKYNTb ero K COOTBETCTBYOLLEMY pa3dbeMy Ha Saﬂ,HePI CTEeHKe
acnuparopa.

(d) Hwuskum 3apsap akkymynartopa (tonbko ansa Clario AC/DC, Clario AC/DC Delux)
Ecnu Bo Bpemsi paboTbl acnupatopa OT akKyMmynsTopHou 6artapen CBeTOAMOAHbIA WHAMKATOP 3apsga
HauMHaeT MeaNIEHHO MUraTb, 3TO O3HAYAET, YTO 3apsa akkyMynsiTopa CKOpo 3akoH4YMTCs. C TOro MOMEHTa, Kak
WMHAMKATOP 3apsifa akkymynstopa Hadyan muratb, BPEMEHW akTUBHOW paboTbl acnupatopa ocTtanock ~ 10
MWH., U NOAKIIOYNTL acnupaTop K CeTU NMTaHus Heob6X0aMMO, Kak MOXHO BkicTpee.

(e) AxkkymynsaTop paspsikeH (tonbko ans Clario AC/DC, Clario AC/DC Delux)

Ecnu akkymynsaTop NOMHOCTLIO pas3psikeH, TO acnupaTop nepectaeTt pabotaTtb. AKKYMynsTop HEOGX04MMO
3apsSAvTb UMK 3aMEHUTD.
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3 OMUCAHUE
BBepeHune

Acnupatop BakyymHbii Clario AC, Clario AC/DC wnn Clario AC/DC Delux ato meguuuHckun npubop,
npeaHasHayYeHHbIN ANsi CO34aHns NOCTOSHHOrO BakyyMa B 3 3anporpaMMuUpoBaHHbIX 3Ha4YeHusax min — 135 mm
pT. cT, med — 270 MM pT. €T, max — 600 MM pT. CT. U UCMOMNb3yeMbIN AN aKTMBHOM acnupauun XuagkocTu,
rasa WnNu 4YyXepoaHblX MaTepuanoB W3 MNOMOCTEN oOpraHu3ma MOCPEACTBOM BcacbiBaHUs. Acnupartop
BaKyyMHbIi BkMoyaeT B ceba mMemOpaHHyl CUCTEMY CO34aHWsl Bakyyma, 3akfOYEeHHY B MNIacTMKOBbIN
Kopnyc, Npu NOMOLLM KOTOPOW acnupaTop Co3aaeT BakyyMm, HEOOX0AMMbIV Ans npoLlecca acnupauun ToM nunm
WHOW XMAKOCTM U BO34yXa M3 NONOCTEN U paHeBbIX MOBEPXHOCTEN. 3a c4eT co34aBaeMoro Bakyyma acnvpart
CKannueaeTCcs B NOAKMIOYEHHOW EMKOCTU, MOCIE Yero yHNYToXaeTcs.

Acnupatop BaKyyMHbIN MOXeT OblTb MCMONb30oBaH B OOMbHULAX, KMMHMKAX, BpayebHOM npakTuke wu
OOMaLLHMX YCnoBusaX, rae TpebyeTca akTmBHas acnupauust >XUMOKOCTU M MHOPOAHbIX TEn W3 HOCOBbIX,
rmoToyHon obnacter M Tpaxeum B MpoLecce MpoBeAEHUs MeOUUUHCKMX npouenyp. Acnupatop C
aKKyMyNaTOPOM MOXeT UCMOMNb30BaTbCH B MalLMHE U Ha OTKPLITOM BO3AyXe.

(f) HasHaueHue / nokasaHusA K NPUMEHEHUIO
AcnunpaTtop BakyyMHbI NPUMEHSIETCA B POAOBbIX, OTOMAPUHIONOMMYECKUX OTAENEHUsX, B CTOMaTonorny, B

HeoHaTanbHOW MeauuuHe, peaHumaumm un aHectesmonormm. OH obecneunsBaeT 6Ges3onacHoe ocylleHue
MonocTen u aBakyauuo oTAENAeMoro CoOAepXMMOoro Hoca, pta v abixaTenbHblx nyten. Acnupartop Clario He
npeaHasHayeH aAng ANuTENbHOM acnupauuu.

(g) UeneBble nonb3oBaTenu
Acnupatopbl BakyymHble Clario AC, Clario AC/DC, Clario AC/DC Delux [oOmkHbl MPUMEHATLCA TOMbKO
0ByyeHHbIM nepcoHanoM. Jluua, JonyweHHble K paboTe € HUMW, HEe JOMMKHbI UMeTb AedEeKTOB cryxa u
3peHus. NoBTopHoe 06y4eHue paboTe € n3genuem AormkHO NPOBOAUTLCA MUHUMYM pa3s B rog.

(h) BaxHoe npumevaHue:
Bpay HeceT OTBETCTBEHHOCTb 3a WCMOMb30BaHME acnuMpaTopa B COOTBETCTBUM C YCTAHOBMEHHbLIMU
Xvpypruyeckumum npouegypamm u metogamu. Kaxabii Bpay [OOMKEH OLEHUTb, HACKOMNbKO MpUeMNemMo
npoBeAeHue Takon Npoueaypbl, UCX0ASt MX CBOEro OMbITa U 3HaHWUN.

(i) Cpok akcnnyatauum

CpOK aKcnnyaTtaunun oaHHOro naenua coctaBndeT Tpu roaa.
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4 OB30P U3OENUA

Mogenu acnupartopa

Clario AC Clario AC/DC Clario AC/DC Delux

KoHcTpykuma acnupatopa

CeeToanogHbIVi MHOMKaTOp 3apsida Pyuka
akkymynsatopa gns Clario AC/DC,
Clario AC/DC Delux

KHonka Bkn/BbIKN

Perynatop Bakyyma

Knana EmkocTb
nnacTukosas,
BCTPOEHHAasi BHyTpb
EmkocTe Pasbem gnsa
nnacTukosas A

o nogkntoyeHns kabens

A

AKKyMynaTop

Kabenb

CucTtema co3naHusa Bakyyma (MembpaHa)

o l MembpaHa
v \
0-

\a




MHAMKaTOpr 1 anemMeHTbl ynpaBrneHus

PerynaTtop Bakyyma

KHonka Bkn/BbIKN acnupartopa

CeToaMoaHbIN MHAUKATOP 3apsiia akkymynsitopa
(ans Clario AC/DC, Clario AC/DC Delux)

WUHpukaTop He
ropurt

WUHaukaTop
ropurt

WUHpunkaTop peako
muraet

WUHpaunkaTop yacto
muraeTt

5 noprPAOOK NPUMEHEHUA

AKKyMYNSiITOp 3apsiKeH
AKKyMynsiTOp 3apshkaeTcs
AcnupaTop NoAKMtoYeH K cetn

AKKYMYNSITOp CKOPO paspsauTtcs

AKKYMYFSITOp HE UcnpaBeH

YcTaHoBka 1. JoctaTb acnupaTtop 1 NPUHAANEXHOCTU U3 ynakoBku. [poBepuTb
KOMMMEKTHOCTb MNOCTaBKW, COCTOSIHME acnupaTopa WU NpUHaanexXHoCTen Ha

npeamMeT NnoBpexgeHui.

MoproToBka k pabote 1. Nepepn kaxabiM NCNONb30BaHNEM NPOBEPUTL acnupaTop, kabenb NUTaHusa un
BUIKY Ha NpeaMeT BHELUHUX NOBPEXOEHWNA.
2. MNepen kaxabiM NCMNOMNb30BaAHUEM NPOBEPUTE NPUHAANEXHOCTU Ha
npegmeT TPEeLLMH, NOBPEXAEHWI, 3arpa3HEHUS N NPaBUNbLHOCTU 00paboTku.
3. Onsa acnupatopos ¢ akkymynsatopomM (Clario AC/DC, Clario AC/DC Delux)
— nepeg nepBbIM NPUMEHEHUEM UMK B CrlyYae ecrnv acnupaTop He paboTan
bonee 60 gHen HeobxoaMMO OTKanNMBpoBaTb akKyMynsaToOp, Kak ON1caHo B

rnase 10

Cb6opka 1.CHopka eMKOCTM NNacTUKOBOMN.

o
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‘ 1.1. nlpucoeauHnTb  KknamaH K  €MKOCTU

‘ NnnacTUKoBOMN

1. 2. NpucoeanHUTb KPbILLKY K EMKOCTH
sﬁ' nnactukoson. ObpaTuTe BHMMaHue Ha
C‘\ ‘ ‘ MapKMPOBKY Ha KPbILLIKE U €MKOCTU, OHW JOMKHbI
|

' coBnapgaThb.



2. C6opka npeaoxpaHUTENbHOrO KOMMMEKTa U KpenneHne K acnmpaTtopy

’ 2.1. OTKpoOWTE KpbILLKY NPEeAOXPAHUTENBHOIO
i KOMMnekTa

2.2. Yb6epuTech, YTO KnanaHbl BCTaBlEHbl C
OBYX CTOPOH.

2.3. 3akponTe KpbILWKY NpefoXpaHUTENbHOro
KOMMMeKTa.

2.4. NepxuTe NpeaoxpaHNTENbHbIA KOMNNEKT
nog yrrnom 45 rpagycoB BneBo M NpUcoOeanH1Te
ee K acnupaTopy.

2.5. lNoBepHUTE NpefoxpaHUTENbHbIA KOMMEKT
BMpaBo J0 Lienyka.

3.1. MpucoeanHuTb €MKOCTb

NNacTUKOBYK K acnupaTopy U MNNOTHO

3aPUKCUpPOBaTb.

3.2.lNpucoeamHntb TpyoKy K
acnupauMoHHOMY  pasbeMy  Ha
KpbILLKe.




OkcnnyaTauus

C ) NPEAYNPEXAOEHWE

AcnvpaTtop criefyeT yCTaHaBnuBaTb TakMM 06pa3oM, YTOObI Ero MOXHO BbIfo NEerko OTKMYNUTL OT
ceTu nuTaHns. Heobxoaumo nNpoBecTn KanMBpOoBKY akkyMyrsiTopa Nnepes NepBbiM UCMONb30BaHMEM.
B cnyyae onuTenbHOro He MCMNomnb30BaHUSA HEOOX0AUMMO NPOBOAUTL KanubpoBky kaxabie 60 — 90
aHen. Cm rnasy 10

1.MNopgkntoyeHne acnupaTopa K

ceTn NnuTaHua

2. OyHKUMOHarnbHas NpoBepka
— co3faHne MakcMMarbHoro

Bakyyma

TexHn4eckne gaHHble:

BbicoTa Makc. Bakyym
Hag
YPOBHEM
Mops
-64 klMa
+1000 m -480 MM pT. CT.
-68 klNa
+500 m -510 mm pT. CT.
om -80 klMa
-600 mm pT. CT.
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MogkntoyeHme K cTaumoHapHON
poseTke 220V

Mogaenb ¢ akkyMmynsTopoM:
NOAKIIOYEHNE K UCTOYHMKY 12V
MOCTOSIHHOIO TOKa

Mopenb ¢ akkymyrnaTopom:
paboTa OT akkymynsatopa

1. MNogkntountb Kabenb nNUTaHUA K
BXOOHOMY pasbemy,
pacrnonoXeHHOMY Ha 3agHen CTeHke
acnupartopa.

. BctaButb BUJIKY kabenss nuTaHus B

PO3€eTKy CeTu NUTaHuA.

MogkntounTb Kabenb nutaHus 12 V K
BXOOHOMY pasbemy,
pacnonoXeHHOMY Ha 3agHen CTeHke
acnuparopa

BctaBute Bunky kabena B pasbem
MCTOYHMKA NuTaHus 12V

. Moaknioyatb K MCTOYHUKY MNMUTaAHUA

HeT Heobxogumoctu. Ho ybegutecs,
YTO aKKyMYNATOP 3apsKEH.

MoakniounTe BakyyMMETP K KpbILUKe
€MKOCTU B pasbem ans
NOAKINIOYEHNS TPYOKM

BknounTb acnupaTtop C MOMOLLbBIO
KHOMKW BKI\BbIKI.

. Ans co3aaHuA MaKCcumMasnbHOro

Bakyyma cnenyet NMOBEPHYTb
perynaTop Bakyyma B MOOXeHue
«Mmax»

CpaBHUTb 3HayYeHue
MaKCUMarnbHOro Bakyyma co
3HaYeHveM, npuBeaeHHbIM B
Tabnuue cnesa. Ecnu Tpebyemoe
3Ha4YeHune AOCTUTHYTO, TO
nepexogute K n.5, ecnun HeT, TO CM.
m.15

OTtcoeanHute BakyyMMmeTp n
npucoeguHuTe TpyobKy.

10



6

3. PerynnpoBka ypoBHS

BaKkyyma

4. BblkntoyeHne

-

acnuparopa nocne
ncnonb3oBaHUA

max,

mod.

-
ol

2. Ecrm

3AMEHA 3ANOJIHEHHbIX EMKOCTEW

1. MNoBepHuTe perynaTop Bakyyma B

HY>XHO€ MoJoXeHune.

2. Ecnu Tpebyemblii ypoBEHb Bakyyma

HEeN3BECTEH, TO Heobxoanmo
BbICTABUTb PEFYNSTOP Ha 3HadeHue
«min», a npu HeobxoaMmocTu
NepekKnioyYnTL perynsitop Bakyyma
Ha NornoXxeHne «med» UNKU «max».

HaxaTtb kHonky BKJ1/BbIKIT ans
BbIKMOYEHMS acnmparopa

acnupaTtop MOAKMIOYEH K
cucteme nutaHus (posetka 220 V
unu 12V) otkniounTb BUKY kabens
NUTaHWUS U3 PO3eTKU.

E>xegHeBHO nnu korga YPOBEHb XNOKOCTU NPEBLICUT D,OI'IyCTI/IMbIVI, €MKOCTb NNacTUKOBYHO

HeobXxo4MMO 3aMeHUTb
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1. Haxatb Ha kHonky BKI1/BbIKII.

2.1.01coeanHnTb TpyOKY nauueHta oT

KPbILLKW.
2.2.01Cc0€aNHNTL 3anonHeHHyo
E€MKOCTb NNacTUKOBYHO oT
acnuparopa.
3. [Ona TpaHCNOpPTUPOBKM EMKOCTb

Heo6Xx04MMO 3aKpbITb KNanaHamum.

4.1. TlogroToBMTbL HOBYKD €MKOCTb W
3aKpenuTb ee Ha acnuparope.

4.2. HapexHo npucoeanHuTb TPyobKy
naumeHTa K KpbILLKE.

4.3. BkntounTb acnupartop "
yCTaHOBUTb 3Ha4YeHune BaKyyma,
KOTOpoe COOTBETCTBYET KOHKPETHOM
3apave.

11



7 3AMEHA KNAIMAHA

8 3AMEHA AKKYMYINATOPA

Ins mogenen Clario AC/DC u Clario AC/DC Delux

N\ NPEOOCTEPEXEHUE

OTcoeanHnTb TPYOKY M €MKOCTb MNacTUKOBYK OT
acnuparopa

[MoBepHUTE NpegoXpaHUTENLHbLIA KOMMNNEKT Ha 45
rpagycoB BrneBo. CHMMWTE npefoxpaHUTEeNbHbIN
KOMIMMEKT, MOTSHYB ero ot acnupartopa.

OTkponite
KOMIMMeKTe

KPbILLKY Ha npegoxpaHnTeribHOM

3amMeHnTe MCMOpYEHHbIN KnanaH ¢ 06enx CTOPOH.
Y6eanteck, YTO KranaHbl BCTaBNEHbI MPaBUIBHO.
BcTaBbTe npegoxpaHUTenbHbIA KOMMNEKT, KakK 3TO
ornucaHo B rnase 5.

I'Iepe,u, 3aMeHon aKKyMmynaTtopa HeobX04MMO BbIKITHOYNTL acnmparTtop 1 BblHYTb BUJIKY NMUTAHUA U3

pO3eTKY.
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1.  OTKpbITb KPbILLIKY OTCEKa A5 aKKyMynsitopa B
HWXHEN YyacTn acnupaTopa.

9 AKKYMYINATOP

2. OTtcoeguHuTb kKabenb akkymynaropa.
3. Yb6epuTte cTtapblii akkymynaTop
4. BcTtaBbTe HOBbIN aKKyMYsTOp.

5. TMopkniounTe kabenb akkyMynsTopa K
acnupartopy.

6. 3akpouTe KpbILWKYy OTCeka AN akkymynsTopa.
Y6eautech, 4To kabenb He 3axar.

7. TlpoBepbTe akkyMynaTop, kak onMcaHo B rnase 9.

Ons mogenen Clario AC/DC u Clario AC/DC Delux

(k) NMPEOYNPEXOEHWE

: 3apsgute akkyMynsaTop, korga MHAMKaTop MuraeT pefko. AKKYMynsTop 3apsikaeTcsi B npoLecce
paboTbl, KOraa acnupaTop NOAKMOYEH K CETU NUTaHUS.

Bpemsa paboTbl 0T 6aTapeu:

Mpwn NonHoOM 3apsiakK akkymynsTopa, BpeMsi paboTbl acnupatopa Ha MakCUManbHOM Bakyyme He

meHee 30 MUHYT.

Bpems 3apsgku:

Bpemsa nonHown 3apagku (100%) okono 5 yacos

3apsag akkymynsatopa:
MHoukatop He ropuT

MHgukatop roput

MHoukaTop peaoko muraer

MHpgukaTop yacto muraer

HDOBepKa aKKymynaTtopa:

Perncrpamus MU B Pocanparransope
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AKKYyMYMSTOp 3apsiKeH

AKKyMynsaTOp 3apsbkaeTcs
AcnupaTtop nogknioYeH K cetu

AKKYMYNSATOP CKOPO paspsaamnTcs

AKKyMYnSTOp HE ncrnpaseH
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Y6eaunTechb, YTO akKKyMynsTOP NONHOCTBIO 3apSKEH.
2. OTtkno4unTe kabenb OT CETU NUTaAHUSA

max,
3. [llepeBeawnte perynstopa Bakyyma B MOMOXeHMEe
«max»

4. BknounTe acnupaTop. Acnnpatop HavyHeT paboTaThb.

5. 3aceknte Bpemsi OT MOMEHTaA Havana paboTbl 4o
nonHowm octaHoBku. Ecnu akkymynstop OK, To
Bpems paboTbl JOMKHO ObITh HE MeHee 30 MUHYT.
Ecnu Bpemsa meHee 30 MUHYT, TO HEOGXOAMMO
NpOBECTM NOBTOPHbLIN TECT UNKU OTKanMbpoBaTb
akkymynsartop, cm. rnasy 10.

10 KAIIMBPOBKA AKKYMYINATOPA
IOns mogenen Clario AC/DC u Clario AC/DC Delux

C NPEAYNPEXOEHUE
KannbpoBky akkymynsitopa Heob6xoaumo nNpoBoAuTb nepeq NepBbiM MCNOMb30BaHUEM acnupaTopa U

B criyyae He mcnonb3oBaHus 6onee 60 gHen. 3ameHUTE akKyMynsiTOp Ha HOBbIW, €Crv CTapbli He
yaanocb oTkanmbpoBaTsb.

—_

Y6eaumTtechb, YTO akKKyMynsTOP NONHOCTBIO 3apSKEH.
2. OTtkno4vnTe kabenb OT ceTU NUTaHUSA

3. BkntouuTe acnmnpartop. Acnvpartop Ha4yHeT paboTaThb.

4. Tlyctb acnupaTop paboTaeT 4O TOr0 MOMEHTA, Koraa
aKKyMynsaTOp MNOMHOCTBIO pPaspaguTbCa U acnupaTtop
nepecrtaHeT paboTtarb.

5. TMopgxntouuTe acnmpaTop K CUCTEME NUTaAHUA U
3apaguTe akkyMynsaTop.

6. [oxautech, noka MHAMKATOP 3apsiia akkymynsatopa
noracHer.

7. MMosTopute aTtanbl 1-6 ele pas. MNocne atoro
acnmpaTop roToB K MUCMOJIb30BaHMIO.

Section 1.02 XpaHeHne akkymynatopa: Ans Toro, YTobbl akkyMynaTop paspsxancsa MeaneHHo,
Heob6Xx0ANMO XpaHUTb acnMpaTop M 3anacHble akKyMynaTopbl Npy TeMmnepaTtype Huxe 25 rpagycos
1 NpoBOANTb kanMbpoBky kaxable 60 — 90 aHen.

11 YKASAHUA NO OYUCTKE, AE3INHPEKLUN, CTEPUTTU3ALUN U XPAHEHUIO

ﬁ NPEAYNPEXOEHUE

Mepen nepBbiM MCNOMb30BaAHWEM, acnupaTtop W BCE MNPUHAONEXHOCTU LOMKHbI OblTb OYMLLEHbI,
npoaesnHMULNPOBaHbI, MPOCTepMnM3oBaHbl. lMocrne kaXZoro WUCrnosnb3oBaHWst acnupaTop M Bce
NPUHAONEXHOCTU [OOMKHbI  OblTb  OYMLLEHbI, NPOAE3NHMULMPOBAHbI, MNPOCTEPUIN30BaHbLI UMK
YyTURM3UPOBAHbI.
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« I'Iepe,u, BbINOJNTHEHMEM OYUCTKU acnupaTtopa cnenyetT BblHYTb BUITKY N3 PO3ETKN CETU
nMTaHuA.

(a) OO6wwue 3ameyaHus

- [aHHble 3amedaHus SBMSTCA pekoMeHaauusiMm obllero xapakTtepa, KoTopble Heobxogumo
KOpPEKTUPOBaTb B MHOUBMAYaNbHOM MOPSiAKE, UCXOOS U3 OUPEKTUB, AEWCTBYIOLMX B KOHKPETHOM
neyebHOM yypexaeHun, a Takke nopsaka U NonUTUKMA NPOBESEHMUST OYUCTKM.

- [pwv BbINONIHEHMUN OYUCTKM/AE3NHMEKLMN CrieayeT NONb30BaTbCS 3aLUMTHBIMU NepYaTkamu.

- YTunuMsaums XuakocTen, TakMX Kak KpOBb MMM BblAENEHMs, a Takke AeTanen, 3arpsi3HeHHbIX Mnpu
KOHTaKTe C HUMW, OOSKHA OCYLLECTBNATLCS B COOTBETCTBUN C BHYTPEHHUM pPacnopsiikom rieyebHoro
yupexaeHust.

I'Iepe,u, BbIMOJTHEHUEM OYUCTKMN, Ll,e3I/IH(b6KLI,I/II/I n ctepunmsauunm acnmpartop crniegyeT OTKIMIYNTb OT
ceTn NTaHnAa U OTAENNTb OT acnupaTopa BCe CbeMHble NpuHaanexXHOCTHU.

(b) Owumcrka.

® I'Ipm BbINONTHEHNN O4YUCTKKM crneayeT Nofib30BaTbCA 3aLUMTHBIMU NepYaTKaMun.

* Kopnyc acnupatopa v NpUHAANEeXHOCTU, KOTOpble HemMb3s MOJSIHOCTLIO MNOrpyXaTb B >XMAKOCTb,
HeobXxo4MMO ouuwaTte NyTeEM MPOTUPAHUSA BRaxHOW Oe3BOPCOBOW TKaHbKD CMOYEHHOW B ropsiven
Boge (60-70°C), cogepxalen motoliee cpeactso ¢ pH ctporo B npegenax 6,0-8,0, 4ytobbl nsbexartb
noBpexaeHnss Kopryca U 3arpsasHeHus ycTpouctB. [lpy Hanuume Ha Kopryce 3arpsisHeHun
OpraHN4YeCKMMM XMUAKOCTAMM Heob6xoamMmo ncnonb3osatb MotLine cpeacTea, cogepxaline 3H3MMbI.

* Bce ocTtanbHble NPUHAANEXHOCTU crieqyeT MOMHOCTBIO NOrpy3nTb B TEMMbIN MbIfIbHbIA PacTBOP MIK
pacTBOpe MOMLLEro cpeAcTBa C 3H3UMamu B TedeHue 1 — 5 MuHyT. Bce npuHagneXXHOCTU OOMKHbI
ObITb MOMHOCTbIO MOKPLITHI PacTBOPOM, @ BCE BHYTPEHHWE MPOCBETbI [OSBKHbI ObiTb 3aMOMHEHbI
pacTBOpOM.

* Bugumble 3arpsisHeHWss criegyeT yaansTb nNpy NOMOLWM LWeTok unu Ge3BopcoBoi TkaHu. LLeTkm
AOMKHbl BXOOUTb MAOTHO, HO MMETb BO3MOXHOCTb NepeMellaTtbcsi BHyTpM obnactu, B KOTOPOW
BbINOSHAETCSA o4yncTKa. locrne OYUCTKUM AeTanu HYXHO TLLATenbHO MPOMbITb B YUCTOM MPOTOYHOM
BOZE, KaK CHapyXu, Tak U BHYTPMW.

e T[lpoBepuUTb KOMMOHEHTbl Ha MpeaMeT HanuMuua BUAMMbIX 3arpA3HEeHUn, npu HeoGXoauMOCTU
MOBTOPUTbL OUYMCTKY.

(c) Oe3uHdeKkuus.

e [locne npoBegeHWs npeaBapuTENbHOM OYUCTKM acnupaTtop W NPUHAAMNEXHOCTU HeobxoaMmo
npogesnHMUMpoBaThb.

° I'IpM BbIMOJIHEHNN ,El,e3I/IHCbeKLI,I/IVI cnenyet NoONb30BaTbCA 3aLLUMTHBIMU NepYaTKaMu.

e [lpoBoauTb Ae3uHMEKUMIO pa3peLlaeTcs TOMNbKO Ae3MHMEKUMOHHBIMU CpeacTBamMu, paspeLleHHbIMU
Ha TeppuTopun PO.

* Kopnyc acnumpaTtopa W NpUHaANEXHOCTU, KOTOPblE Herb3s MOMHOCTLI0 MOrpyxaTb B >XWAOKOCTb,
HeobxoouMMo npoae3nHULMpoBaTh MyTEM MPOTUPAHNUS BNaXHOW 6€3BOPCOBOW TKAHbK) CMOYEHHON B
JesuHdpuumpyowemMm pacteope. KoHueHTpaumsa pactBopa W BpeMs 3KCMO3WMUMW  3aBUCUT  OT
JesuHduumpyolwero cpegctsa, mcnonbdyemoro B JIMY. [Ona npurotoBrneHuss pactBopa cnepyunte
WHCTPYKLUUN NnponssBoauTens aesvHduuupyowero cpeactaa. lNocne tpebyemoro BpeMeHu BblOEPXKKN,
npoTepeTb KOpNyC acnuparopa W NPUHAANEXHOCTU BRNaXHOW 6Ge3BOPCOBOM TKaHbK, CMOYEHHOW
BOJOMN.

e OcranbHble NPUHAANEXHOCTM criedyeT 3aMOouYUTb B Ae3MHULUPYIOLLEM pacTBOPE, KOHLEHTpauus
pacTtBopa W BpeMmsi 3KCMo3vuMn 3aBUCAT OT Ae3uHduunpylowero cpeacrsa, ucnonssyemoro B JIMY.
[ns npyrotoBneHnsa pacteopa crneaynte MHCTPYKLMU NPOU3BOANTENS Ae3UHMUUUPYIOLLEro cpeacTsa.
Bce npuHagnexHocTn OOMmKHbl OblTb MOMHOCTLIO MOKPbIThl PACTBOPOM, @ BCE BHYTPEHHME MPOCBETHI
[OMKHbI ObITb 3anonHeHsl pacTBOpoM. locne TpebyeMoro BpeMeHun BblAEPXKKNU, MPOMbITh BCE
NpUHaaNexHoCTV Noa NPOTO4YHOM BOLOW.

e T[locne npombIBKM, BCE MNPUHAANEXHOCTU HEOOXOAMMO MOMOXWUTb Ha YUCTYH CYXYK MEneHKy M
BbICYLUNTb.
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(d) Crepunusauus.

Mocne pe3vHdekuun, NPUHALNEXHOCTU, KOTopble TpebylT  crepunusaumu, Heobxooumo
npoctepunusoBatb. MeTonq cTepunuMsaumMmM —  aBToknaBupoBaHue. [lepen  nomelleHMeM
npuvHagnexHocTen B aBTOKNaB, HeobXoAMMO BCe MNPUHAANEXHOCTM yhakoBaTb B cheuunarnbHble
MHOMBUAYanbHble YNakoBKU MK B BMKCbl Ans ctepunusauun. BaxHo, 4Tobbl NpUHaAneXxHocTn nepeg
cTepunusaumen 6Ny OYMLLEHBI OT AEe3MHMUMPYIOWMX CpeacTB U BbicyweHbl. He cknagbiBaTtb
JeTanu B aBTOKnaBe Apyr Ha Apyra. BolgepxaTtb B aBToknaee B TeveHne 10 MUHYT Npu TemnepaType
134°C.

(e) XpaHeHwue.

12

Mocne BbLINOMHEHUA Ae3uHEeKUMW, U3genusi crieqyeT XpaHUTb B UYUCTOW MerneHke, Moka He
notpebyetcs wux wucnonb3oBaHue. Ecnu acnupaTtop nNpogorKMTENnbHoe Bpemsi He Oyget
MCrnonb3oBaThCsl, TO pekoMeHayeTcs ybpaTb ero B CyMKy Ansi XpaHEHWs.

Mocne ctepunusauun, NPUHAANEXHOCTU CrieQyeT XpaHUTb B CTEPUNBHOM yrnakoBke unu bukce. Cpok
CTEPWUIBHOCTU 3aBUCUT OT YMaKOBKM W3LEenusl, B KOTOPOW OHO xpaHuTcs. lMpu uctevyeHun cpoka
cTepunusauuu, nepen  MCMNOMb30BaHMEM  MPUMHAONEXHOCTM HeobXoAMMO  NpOCTepuUnu3oBaTh
NMOBTOPHO.

FAPAHTUA U OBCNY>XUBAHUE

PernameHTHas npoBepka W paboTbl MO OBCNYXMBAHUIO WM PEMOHTY [OOJKHbI OCYLIECTBASATLCA TOJBKO
opraHm3aunsiMu, YNofTHOMOYEHHbLIMU Ha 3TO KOMMaHWel nponssoanTenemM. PernameHTHble NPOBEPKN OOSKHbI
NPOBOAUTLCS MUHUMYM 1 pas B rof, NocnefoBaTenbHOCTbL NPoOBeAEHNUsI paboT:

1)
2)

3)

4)

5)
6)

7)

Mpn pemMoHTEe [OMKHbLI MCNOMb30BaTLCA TOMLKO OPUrMHanbHble 3anacHble 4acTu.
oduumanbHeli NpeacTaBUTENb MNPOM3BOAUTENSA MOCTaBUT MOTpebuTento niobble 3anacHble YacTu, a Takke
WHCTPYKUUKN Ans peMoHTa udgenuin. OTBETCTBEHHOCTbIO NOTpebutenss siBNSETCA KOHTPOSb 3a MpaBUilbHbIM Y
6e3onacHbIM OcyLlecTBNeHNEM peMoHTa. [Ins 3aka3a 3anacHblX YacTel HauauTe CEepPUNHbIA HOMEpP U3genus Ha

MpoBeneHne yHKUMOHANLHOIO TeCTa Ha YPOBEHb Bakyyma

MpoBepka BHYTPEHHUX KOMMOHEHTOB annapara, NpeaBapuUTeNbHO HEOOXOAMMO OTKMYNTL acnvpaTop
OT CETU M OTKPbITb KPbILLKY annapara.

MpoBepka CUCTEMbI 3BYKOU3OMAUUWU: NPOBEpPUTb ybeautecb B TOM, YTO BCE COEAWHEHWUs] NIOTHO
3aTSHYTbI M OTCYTCTBYIOT Crefbl 3arpsi3HeHns 1 4edeKTOB COCTaBMSOLLMX.

MpoBepka knanaHHOro Groka: AeMOHTMpoBaTb ONOK M MPOBEPUTb HAa Hanuyne MOBPEXAEHUN U
TPEeLLMH

[MpoBepka aneKkTpuyYecknx CoeANHEHNN: NPOBEPLTE Ha Hanuyne NOBpexXaeHUn N TpeLuH

lMpoBepka BepxHeW 4acTu Kopnyca annapaTta Ha npeameT TpewuH U nospexaeHun. [poBepka
BaKyyMHOro nopra.

lMocne npoBedeHNs NPOBEPKM BHYTPEHHMX KOMMOHEHTOB, 3aKpoWTe Kopnyc acnupartopa. Bkniounte
annapart v npoBeanTe NOBTOPHbIA (PYHKLNOHANbHLIN TECT.

LWMNbAVKe annapaTa U CBSXKUTECHb C YNONMHOMOYEHHBIM NpeAcTaBUTenemM Ha Tepputopun PO.

FapaHTHA: 2 roga

B cnyyae Bonpocos, npobnem C aKkcnnyaTauuMen, MOMOMOK CBSXuTecb C komnaHuen Medela AG,
Lattichstrasse 4b, 6341 Baar, Switzerland, ten: +41 (0)41 769 51 51, cpakc: +41 (0)41 769 51 00, unm c

YNONTHOMOYEHHbIM NPeACTaBUTENEM KOMMaHUM Ha Tepputopun PO.

YnonHoOMo4YeHHbIN NpeacTaBuTeNb Ha Tepputopun PO:

000 «Mepgena» 117335, ropog Mocksa, ynuua Basunosa, gom 97, ocduc 16-17, TenedoH: +7 (495) 150- 35- 34,

e-mail: info@medela.ru
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13 YTUNTU3ALUA OTXOOOB

Mepen ytunusauuwen acnupaTtop Heobxoammo pasobpaTb. YTunusaums [ormkHa ObiTb BbIMOMHEHa B
COOTBETCTBMM C TpeboBaHWSIMM HOPMATMBHbBIX aKTOB, KacCalLMXCA OTpaboTaHHOro 3JNEKTPUYECKOrO U
3NEKTPOHHOro obopyaoBaHMs, 1 MOLIX APYrMX NPUMEHSEMbIX ByayLIMX 9KOMOrMYEeCKnX CTaHg4apToB (BKIoYas,
HO He orpaHuymBascb, avpektuBamun 2002/95/EC wn 2002/96/EC), a Tawkke COrmacHO MPUHATOMY B CTpaHe
MCMNoMnb30BaHNa NOPSAKY. DNEKTPUYECKOE U ANEeKTPOHHOE 06opyaoBaHNe He cnedyeT yTUnn3mpoBaTb BMeCTe C
HecopTUpOBaHHbIMU BbITOBLIMW OTXog4amu. [pasBunbHasa yTunu3dauma obecnevmBaeT 3awWwuTy U NpenaTcTByeT
HaHeceHuto ywepba okpyxaloLen cpeae unu 34opoBbI0 Yenoseka.

14 YCIoBUA NO IKCNMNYATAUNU, XPAHEHUIO U TPAHCNOPTUPOBKMU

(f) Ycnosua pna akcnnyaTtauum

- TemnepaTypa Bo3gyxa oT +5C go +40C
- BrnaxHocTb oT 30% - 75%
- nasneHue ot 70 go 100 kPa.

(g) YcnoBusa ansa xpaHeHus/TpaHCNOPTUPOBKa

- TemnepaTypa Bo3agyxa ot -20C go +50C
- BraxxHocTb oT 20% - 95%
- nasneHue ot 70 go 100 kPa.

15 YCTPAHEHWE HENCNPABHOCTEW

MoTop He paboTaeTt

MpoBepuTb:
1) AcnupaTtop BKOYEH.
2) Bwunka nuTaHus NnpaBuNbHO BCTaBeHa B PO3eTKy, a pa3beM kabens NnuTaHns NpaBubHO NOAKIOYEH
K COOTBETCTBYIOLLEMY padbemy acnupartopa. HanpskeHne B ceTu npaBusbHoe.
3) AkkymynsTop 3apsixeH (Tonbko ans mogenen Clario AC/DC, Clario AC/DC Delux B cnyvae paboTbl OT
akkymynsaropa)

(h) AcnupaTop paboTaeT CNULIKOM LLIYMHO
MpoBepuTb NPaBUNBHOCTL MOCTAHOBKM KranaHa B NpeJoXpaHUTENbHOM KOMIIEKTE.

(i) HepoctaTouHbIN ypOBEHb BaKyyma

Yb6eauTtbes, 4To:

1) Perynatop Bakyyma HaxoouTcsl B TpebyemMoM NonoxeHuu.

2) Tpy6bkn He umetoT fedekToB u nospexaeHun. MNMpyu He06XO0ANMOCTU — 3aMEHUTD.

3) Bce coeguHeHus repmMeTnYHBI.

4) EMKOCTb NNacTUKOBasi/KpbILLKa HE MMEEeT TPELLUH, XPYNKUX unm obecLBe4eHHbIX y4acTkoB. [pu
HeobXoAMMOCTUN — 3aMEHUTD.

5) KnanaH B npegoxpaHUTENbHOM KOMMNIEKTE MOCTaBMEH NpaBuIibHO 1 He AedopmMuposaH. [pu
HeobXoAMMOCTUN — 3aMEHUTb.

6) MembGpaHa uMcTas u He nmeeT noBpexaeHun. MNpu HeobxoaAMMOCTN — 3aMEHUTD.

(j)) Bpems paboTbl akKkymynsTopa He COOTBETCTBYET 3asiBIEHHOMY.
lMpoBecTn kKanMbpoBKy akkymynsTopa cMm. rnasy 10

(k) He roput cBeTopmMoaHbin nHamnkatop (Tonbko ans Clario AC/DC m Clario AC/DC Delux)
AKKYMYNSITOP NOMHOCTbIO 3apsikeH

() CsetoamoaHbin nHaukaTop roput (tonbko ans Clario AC/DC un Clario AC/DC Delux)

AKKYMyrnaTop 3apshkaeTcs
AcnuvpaTtop NoAaKNioYeH K ceTu
17
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(m) CeeToamoaHbIM MHAUKATOP Muraet peako (tTonbko ana Clario AC/DC u Clario AC/DC Delux)
AKKyMynSaTOp CKOPO pa3psauTcd. 3apsaga akkymynaTopa XBatuT npumepHo Ha 10 MUHYT akTBHOW paboThbl.

(n) CeeTopmoaHbIn MHAUKaATOP Muraet vacTto (Tonbko Ans Clario AC/DC u Clario AC/DC Delux)
AKKyMynaTop He ncnpaseH. Heobxoaumo 3aMeHnTb akkymynsaTop CM. rnasy 8

16 OB30P MPUHALJEXHOCTEN

) NPEOOCTEPEXEHUE
Acnupartopsl Clario AC, Clario AC/DC, Clario AC/DC Delux 6binn npoBepeHbl B COBMECTHON paboTe
C NPUHAANEXHOCTSMU, KOTOPbIE NepeyncrneHsl Huxe. [ns npaBunsHoOM 1 6e3onacHom akcnnyaTauum
ero crieiyet UCnomnb30BaThb TONBKO C OPUTMHANBHLIMU NPUHAANEXHOCTAMM.

EmkocTu nnacTtukoBble npeactaBnsoT cobow rpagympoBaHHbIA KOHTenHep ans cbopa cekperta. O6bembl
emkoctern 0,25 n.,0,5n., 1 n.,,2n., 3 n., 5n.. Cnocob crepmnmsaLmm — aBTOKIaBUpOBaHUE.

KpbiWwKkn uncrnonb3yetca Ans 3akpbiBaHWS €MKOCTEN NnacTMKoBbiX. Ha Kpbiwkax ecTb pasbeMbl Ans
NOAKNIOYeHUss TpyboK, MayLwmx OT naumeHTa M TPyOOK CUITMKOHOBLIX, MAYLWMX OT acnupartopa. Kpblwku c
PE3MHOBbLIM YMNNOTHUTENEM HAAEXHO (UKCUPYIOTCA K EMKOCTU C MOMOLLBI 2-X MAACTMKOBbLIX Knunc. Cnocob
CTEepuUnM3aLmm — aBTOKIIaBUPOBaHME.

KnanaHbl npeacraBnsaT cobOM KOHYCHYHO 3arnyLlky, KOTopas KPenuTCHa CHU3Y Ha KPbILWKY U NpenaTcTByeT
nepenoriHeHuo emkocTn. Cnocob crepmMnmsaLmm — aBTOKNaBUpoOBaHueE.

HakoHeu4HuKkn npeacTaBnsitoT cobon CUMMKOHOBBIE Yalleykn ANst BaKyyMIKCTPaKUMnM nnoga, npuMeHsiemMmble B
npoLiecce poOoOBCMOMOXEHUA Yepe3 eCTeCTBEHHble podoBble MyTW unu npu onepauumn Kecapesa ceveHus.
BHyTpeHHU guameTp ronosku yaweyek 40, 50 n 60 mm., pasmep BbibupaeTcs B 3aBUCMMOCTU OT pasmepa
ronosku nnoga. Cnocob cTtepnnusaumm — aBTOKNaBMpPOBaHME.

AKKYMYNATOpPbl — BCTPOEHHbIA pPE3epBHbI UCTOYHMK MUTaHus, no3songeT paboratb acnupatopom 6e3
nogknoyeHusa k anekrpocetn. Akkymynstopbl NiMH, pecypc - 30 MUHYT akTMBHOW paboTbl, BPEMS MOJTHON
3apagku 5 yacos.

Kabenwu npegHasHayeHbl NS NOAKIMIOYEHWS acnupaTopa K 3feKTpoceTu.

LLHypbI coeaMHUTENbHBbIE NpeHa3HayYeHbl AN CoegMHEHUS NPUHAANEXHOCTEN C acnnMpaTopoM.
PerynaTtopbl Bakyyma — py4ka NOBOPOTHas U MeXaHU3M PeryrnmpoBKM ANs U3MeHeHUs1 YPOBHA BakyyMma.
BakyymmeTpbl npeacraBnsaioT cobon LmdepbnaT co LWKanowm u CTPernkon, Ha KOTOPOM B PEXMME peanbHOro

BPEMEHN MOXHO KOHTPONMPOBaTb ypoBEeHb Bakyyma. Ha uudpepbnate gsonHas wkana sBakyyma - kl1a n mm
pTyTHOro cronb6a.

CyMKVI MCNONb3YKTCA ONA NePeHOCKU N XpaHeHNA BakKyyMHOIro acnmparopa.

Tenexku npeactaBnaOT COOOM MeTannokapkacHyo KOHCTPYKLMIO Ha Korecax Anst KpenneHus um
XpaHeHs NpUHaAeXHOCTEN, TakUX Kak, eMKOCTU, AepxKaTenu, Tpyoku.

Monka AanAa acnuparopa ucnonb3yeTcs ANs HAOEXHOro KpenneHus acnupaTopa Ha MOOWUIbHYHO CTOMKY.
AcnupaTtop KpenuTbCsl K NMosike C MOMOLLbIO 4 KpeneXHbIX BUHTOB.

EmkocTu ana gpeHaxa npencraBnsioT cobon pesepByap C KPbILKOW, KOTOPbIA MCMonb3dyeTca Ans cbopa
cekpeTa oTxogsulero no gpeHaxam. O6bem emkocten ansa gpeHaxa 1,5 n 2,5 n.. Cnocob crepunusauuun —
aBTOKMNaBMpPOBaHME.

DepxaTenu — nnacTMKoBbIe NPUCNOCOBNEHNS AN KpenneHms NpuHaaneXHOCTEN K TeNEXKe Unn acnnupartopy.
Tpybkun npegHasHaveHbl A5 COeAMHEHUS EMKOCTEN C HakoHeYHKamu. [inuHa Tpybok 150 cm.

pr6KVI CUJNTUKOHOBbLIE TMpeaHa3Ha4vyeHbl And coeguHeHua acnmpatopa C €MKOCTbH NNacTUKOBOMN. ,D,J'II/IHa
Tpybok 25 cm, 34 cm, 60 cm, 100 cm, 120 cm, 150 cm, 180 cm, 200 cm, 500 cm. Cnocob ctepunusaumm —
ABTOKIaBMpoBaHUE.

18

Perncrpamus MU B Pocanparransope
www.nevacert.ru | info@nevacert.ru



Apantepbl npeacTaBnsitoT  COGOM  MMAaCTMKOBbIE  COEAUHUTENbHblIE  3fIEMEHTbl C  0-06pasHbIMU
YAAOTHUTENAMW LNS COeAMHEeHuMst TpyboK C emMmKocTsamMu M acnvpatopamu. Cnoco6 cTepunu3aumm —
aBTOKNaBMPOBaHNE.

duUnbTpbl — 3aWUTHOE YCTPOMCTBO, COCTOsILLLEE M3 MITACTUKOBOrO KOpryca CO BCTaBKOW U3 (OUNbTPYHOLLErO
mMaTepuana, KpensiTcs Ha eMKOCTb MMacTUKOBY MMM acnmpaTop M UCMONb3YTCca ANA 3alMTbl acnvpaTopa
OT 3arpsisHeHus. 3agepxnBatolasa cnocobHocTb punbTtpa — 99,985% aons yactuy 6onee 0,3 MKp.

EnOKMpaTOpr Konec npegHa3Ha4veHbl And CbI/IKCGLI,VII/I KONec Ha Tenexkax U CTomkax MOBUITbHbIX.

CTonkn MobGunbHble NpeacTaBnsieT COOOV LieHTpanbHYHO KOMOHY C 4-My4yeBbiM OCHOBAaHWEM Ha Korecax,
npeaHasHayYeHHyo AN nepemMeLLeHus acnupartopa.

Pyuykn - [1-06pa3Hbii 3nMeMeHT, KOTOpPbIA Kpenutcs K KOpMycy acnupartopa W UChnonb3yeTcs Ang
TPaHCNOPTUPOBKN.

Koneca - cOBoeHHble ponuknu, AnameTpom 75 MM, npeaHasHadeHbl Ans obecneyeHuss nepeaBuKeHust
TenexekK U CToek MOBUITbHBIX.

MepexoAHUKM NpeacTaBnstloT cobol NNacTUKOBLIE KOHYCHbIE 3MEMEHTbl, NpeAHasHa4YeHbl Ansi COeAMHEHMS
TpyOOK C HAKOHEYHUKaMW.

Mepanu  BKMIOYEHUA/BLIKIMIOYEHUA  HOXHbIE  UCNONb3YOTCA  ANS  OUCTAHUUOHHOIO  HOXHOrO
BKIMIOYEHNS/BbIKNOYEeHNA acnupaTopa. Knacc 3awmtsl ot 6pbi3r IP 67

Mepanu perynAaTopa BakKyyMma npefHasHadeHbl Ansi OUCTaHLMOHHOW HOXHOW perynupoBkM Bakyyma B
npouecce onepauun. MpuHUUN paboTbl NHEBMATUYECKUI, 6e3 NOAKMIOYEHUS K SNEKTPUYECTBY.

19

Perncrpamus MU B Pocanparransope
www.nevacert.ru | info@nevacert.ru



17 TEXHUYECKUE XAPAKTEPUCTUKU

T

VAGUSM

min. vacuum, - 18 kPa /- 135 mm pT. cT
med. vacuum, - 35 kPa /- 270 mm pT. CT
max vacuum, - 80 kPa / - 600 mm pT. cT
(+/- 15%)

n3mepaeTcd npu BbiICoTe Haa ypoOBHEM
Mopsi 0 M; aTMOcdepHoe AaBreHne
1013,25 rla. Cnepyet

NMOMHUTbL: YPOBEHb BakyymMma MOXeT
N3MEHATbCHA B 3aBUCMMOCTU OT
MECTOMONOXEHWS (BbICOTa Had YPOBHEM
Mopsl, aTmocdepHoe faBneHne un
TemnepaTtypa)

CKopocCTb NOTOKa
15 n/muH
(+/- 10%)

YpoBeHb Wwyma 62 b

1,7 xr (6e3 akkymynsitopa)
2 kr (C akKymynsaTopom)

100-240 B, 50-60 'y,
12 B, 3.4 A, NiMH
CeteBon agantep
UE48-120340SPA1

Motpebnaemas mowHocTb 50 BT

1ISO 9001
ISO 13485
CE (93/42/EEC), lla

c € 0123

BxLUxI
223 x 255 x 95 mm

+50)
'QOX
c

g TpaHcnopTtuposka/XpaHeHue
70, 5]

jﬂ/‘" % OkcnnyaTtauus
; - 0 F

IP21

R :
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18

OBO3HAYEHUA N CUMBOIbI

C€.ou

[aHHbI cumBon

yKasblBaeT Ha
COOTBETCTBME
obsi3aTeNbHbLIM
TpeboBaHuaM
Oupektuebl 93/42/EEC
oT 14 woHsa 1993 roaa,
Kacaloliencsa usgenun

[aHHbI cumBon
yKa3blBaeT Ha Krnacc
acrnuvparopa.

[aHHbI cumBon
obo3HavaeT 3almTHoe

[aHHbI cumBon
obo3HavaeT gaty
N3roTOBEeHUs

[aHHbI cumBon
yKasbIlBaeT Ha TO, YTO
YCTPOWCTBO He crneayeT

MeOULIMHCKOro 3a3emMrieHue. Mncnonb3oBaTb Nnocre
Ha3HavyeHus YKasaHHOU aathbl.
[aHHbI cMMBOn yKasbliBaeT |P21 [aHHbI cumBon pcs [aHHbI cumBon
@ Ha COOTBETCTBUE yKa3blBaeT Ha CTENeHb 0603Ha4YaeT KonmM4ecTeo
A %  OOMOINTHUTENbHbLIM 3alUnThI OT eauHUL n3genus B
TpeGoBaHUsaM no NPOHMKHOBEHMS yrnakoBKe
Ge3onacHoOCTU MHOPOAHbIX YacTul, a
MeOMLMHCKOro Takke OT BpeaHoro
obopynoBaHus, BO34EeNCTBUS Npu
pewncreytowmnm B CLUA 1 NPOHUKHOBEHUW BNaru.
KaHape.
] [aHHbI cumBOn yKasbliBaeT [aHHbI cumBon [aHHbI cumBon
§ Ha HOpMaTUBHbIE . ykasbiBaeT Ha Tun CF REF‘ 0003HavaeT HoMep no
XapaKTepuUCTUKM Hacoca. pabouunx yacten KaTarnory npou3BoAuMTensi.
[aHHbIi cumBon ykasbiBaeT [aHHbI cumBon SN | [laHHbIl cumBon
Ha Heo6X0AMMOCTb yKkasbiBaeT Ha oTcyTcTBMe | M°F | 0603Ha4YaeT CepUnHbLIN
@ BbINOMHEHUS YKa3aHuWi GesonacHocTu ans HOMep m3genus
PYKOBOZCTBA Mo MarHMTHOro pe3oHaHca
akcnnyarauuu
j [aHHbI cMMBON ykasblBaeT [aHHbI cumBon L_OT [aHHbI cumBon

Ha MPEQYNPEXOEHWA
unu
NPEOOCTEPEXEHWA,
CBsi3aHHbIE C
1crnosnb3oBaHMeM
YyCTpOWCTBA.

()

yKasblBaeT Ha
BEPOSATHOCTb
BO3HUKHOBEHUA MOMEX
Npy HaXoXAeHUn B
HenocpeaCcTBEHHON
onusoctn oT
obopynoBaHus,
NOMEYEHHOro 3TUM
CUMBOJIOM.

obo3Ha4vaeT Ko,
npoussoanTens ans
napTum n3genun

[aHHbI cMMBON yKa3biBaeT

Ha pekoMeHaauuu,
CBSI3aHHbIE C TEXHUKOMN
©e3onacHocTw.

[aHHbI cumBOn
yKasblBaeT Ha
noaknoyeHme
npoBoOHMKa
BblpaBHMBaHUSA
noTeHumanoB

[aHHbI cumBon
obo3HavaeT
npeaoxpaHuTenu

[aHHbIN cumBoOn

ob603HayvyaeT 3a3eMneHme.

2

[aHHbI cumBOn
ob6o3HavaeT nopT
NOAKMIOYEHUST HOXXHOTO
nepeknoyaTens
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[aHHbI cumBon
obo3HavaeTt
npousBoanNTEns.

[aHHbI cumBon
yKasblBaeT Ha
orpaHuyeHus
Temnepartypbl npu
aKcnnyartauum,
TPaHCNOPTMPOBKE U
XpaHeHuu.
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[aHHbI cMmBOnN yKkasbiBaeT
Ha orpaHuyeHust no
BMaXXHOCTU Npu
aKCnnyartaumm,
TPaHCMOPTUPOBKE U
XpaHeHun

[aHHbI cMMBON ykasbiBaeT
Ha HeobxoaMMOCTb
aKkkypaTHoro obpatleHus ¢
XPYMNKUM YCTPONCTBOM

[aHHbI cMmBOnN yKkasbiBaeT
Ha orpaHuyeHust no
aTMocdepHOMY AaBMNEHUIO
npw aKcnnyataumu,
TPaHCMOPTUPOBKE U
XpaHeHun

[aHHbI cMMBON ykasblBaeT
Ha HeobxoammocTb 6epeyb
YCTPOWCTBO OT NnonagaHuns
Bnaru.

[aHHbI cMmBoOn ykasbiBaeT
Ha TO, YTO YCTPOWCTBO He
crnegyeT ucnonb3oBaTb Npu
NoBpEXAEHHON yNakoBKe

[aHHbI cumBon obo3Ha4aeT
MaKCMMasbHbIN YPOBEHb
BaKkyyma, co3aBaeMoro
YCTPOWCTBOM.

[aHHbI cMmBoOn yKkasbiBaeT
Ha KONMYeCcTBO eauHUL,
n3genusi, cogepxalimnxcs B
ynakoBkKe.

[aHHbI cumBon obo3HavaeT
BO3MOXHbI€ YPOBHM
NpPOV3BOANUTENBHOCTU
yCTpoOWCTBa

[aHHbI cMmBoOnN yKkasbiBaeT
Ha TO, YTO YCTPOWCTBO He
crnegyeT yTUNM3MpoBaTb
BMecTe C
HEeCopTUPOBaHHBLIM
ObITOBBIM MYyCOPOM (TOJNbKO
ansa EC).

[aHHbI cumBon obo3Ha4aeT
aneKkTpuyeckue

XapakTepuCTUKK acnupaTopa.

[aHHbI cMmBoOnN yKkasbiBaeT
Ha To, YTo MaTepuan
SIBMSIETCS1 YacTblo Npouecca
NOBTOPHON NepepaboTKu.

[aHHbI cumBon obo3Ha4aeT
BeC acnvparopa.

—— [aHHbI cMmBoOn yKkasbiBaeT [aHHbI cumBon obo3Ha4aeT
Carton Ha Hanuuve kapTOHHOW pa3mepbl acnvpaTopa

Board yNaKoBKU | (BxLUxI).

Qo [aHHbI cMmBoOn yKkasbiBaeT & [aHHbI cMMBON yKasbliBaeT
— Ha TO, YTO YCTPOMCTBO “  Ha yCTpOWCTBO

cnepyet 6epeyb OT
BO34ENCTBUSA NPSAMOro
COIHEYHOro cBeTa.
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OrPaHUYEHHOro NPUMEHEHNS.
depnepanbHoe
3aKOHOAAaTENbCTBO
OrpaHU4YnBaET NpoJaxy
3TOro yCTpOMCTBA TOMNBKO
npodeccrmoHanbHbIM
MeZuKaM UInu Mo Ux 3akasy.

Medela AG
Lattichstrasse 4b

6341 Baar, Switzerland
www.medela.com
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medela <7

ACIMNPATOP BAKYYMHbIN

VARIO 8 AC

VARIO 8 AC/DC

VARIO 8 c/i AC/DC low vacuum
VARIO 18AC

VARIO 18 AC/DC

VARIO 18 c/i AC/DC medium vacuum

NHCTpyKUMS No aKcnnyaTaumm
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NMPUBETCTBUE

Caoenas cson Bbibop B nonb3y usgenusa Vario 18 AC, Vario 18 AC/DC, Vario 18 c/i AC/DC medium vacuum,
Vario 8 AC, Vario 8 AC/DC, Vario 8 c/i AC/DC low vacuum, Bbl Npnobpenu BbICOKOKa4eCTBEHHLIA acnupaTop,
KOTOpbIN MOXEeT ObITb aganTupoBaH K Bawwmm notpebHocTsim. Kak n Bce acnupaTopbl komnaHun "Medela”,
OaHHOe wusgenue 4BnsieTCs HaaeXHbiM M MNPOCTbiIM B WUCMOMb30BaHWU. [MOMUMO MPOCTOTbI B OYUCTKE W
MCNONb30BaHUN, [OOMOMHUTENMbHBIM MNPEUMYLLECTBOM 3TOr0 acnupaTtopa $BMAsieTCs Hanuume (yHKUWNA,
obecneunBatolmx 6e3onacHoCTbL ero paboThl. bonbwon BbIGOp 4ONONHUTENBLHBLIX NPUHAONEXHOCTEN AenaeT
acnvpaTtopbl Medela vageanbHbIM OMnS LWIMPOKOrO CrEeKTpa MeAMUMHCKMX 3afdad, B TOM 4ucne v ang
ONUTENBHOrO HEMpepbIBHOMO MCMNONb3oBaHMs. CBAXUTECh C HaMn — Mbl Bcerga byaem paabl NnpeocTaBuTb
BaM KOHCYNbTaLMIO.
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1 NMPEAOCTEPEXEHUA N YKASAHUA NO TEXHUKE BE3OMNMACHOCTU

C NPEAOCTEPEXEHUA
YKasblBaeT Ha NoTeHLUMarnbHO ONacHyto cUTyauumio, KoTopas (ecrnu ee He NpeoTBPaTUTL) MOXeT
NMPUBECTU K TpaBMe UM netansHoOMy ncxoay.

' PekomeHgauums, cBsAizaHHasi ¢ 6e30MacCHOCTbLIO
YKasblBaeT Ha NONe3Hyto Mchopmau,mo no 663OI'IaCHOMy MCNosnb30BaHUO U3genua.

Acnupatopsl Vario 18 AC, Vario 18 AC/DC, Vario 18 c/i AC/DC medium vacuum, Vario 8 AC, Vario 8 AC/DC,
Vario 8 c/i AC/DC low vacuum npegHasHadeHbl WUCKITIOYMTENbHO ANS UCMONb30BaHMSi B COOTBETCTBUMN C
onucaHvwem, npuMBEAEHHOM B [AaHHOW MWHCTPyKuMnM no akcnnyaTtauun. KomnaHus "Medela" moxert
rapaHtTMpoBaTb Ge3onacHoe (PYHKLMOHUPOBAHME U3OENUS TONbKO B Criyyae ero npMMEHEHUs COBMECTHO C
OopurMHanbHbIMU NpuHaanexHoctamu Medela (emkocTy nnacTukoBble, TPYOKKU, UNbTPLI U T.4.).

Acnupatopsl Vario 18 AC, Vario 18 AC/DC, Vario 18 c/i AC/DC medium vacuum, Vario 8 AC, Vario 8 AC/DC,
Vario 8 c/i AC/DC low vacuum npoLufiy UCMbITaHUS Ha 3NEKTPOMAarHMTHY0 COBMECTUMOCTb B COOTBETCTBUM C
TpeboBaHusimn ctaHgapta IEC 60601-1-2:2007 u MoryT ncnonb3oBaTbCs B HENOCPEeACTBEHHOW Bnmn3ocTn ot
OPYrMX YCTPOWCTB, MpOLUeALmnX Takoe e UCMNbiTaHWe, U COOTBETCTBYILWMX TpeboBaHmam ctaHgapta IEC
60601-1-2. He npowegwmne MCNbITaHNS WUCTOYHWKN BbICOKOYACTOTHOIO M3ryyYeHus, paguocetv u apyroe
nogobHoe obopydoBaHWe MOryT HebnaronpuaTHO MOBAMATL Ha paboTy wusgenusa WM He  [OSKHb
MCMNOMb30BaTbCA COBMECTHO C HUM.

MNepen npumeHeHneM acnupartopa crneayeT BHUMATENbHO M3Y4YUTb BCE NPefoCTEPEeXEeHNA U yKa3aHus
Nno TexHMKe 0e3omacHOCTM, a B pganbHeWllem CcTporo cobniogatb uX. [JaHHYH MHCTPYKUMIO no
aKcnnyatauum crneayet XpaHUTb PAAOM C uU3penueMm, 4YToObl Bcerga UMeTb BO3MOXHOCTb UM
BOCMONb30BaTbCH.

CnepyeT NMOMHWUTb, YTO HacCTOsILLAA MHCTPYKLUMSA MO 3SKCnnyaTtauuu npeacrtaBnsieT cobon Habop OCHOBHbIX
npaBumn Mo aKcnnyaTauun uagenus. Bonpocsl, OTHOCALLMECS K MEOULMHCKOW NPaKTUKe, AOMKHbI paspeLuaTbes
cneunanuctamn. Komnanua "Medela" HeceT otBeTcTBeHHOCTb Tonbko 3a OBLYHD BE3OIMNMACHOCTD,
HaJeXHOCTb U TexXHUJeckne xapakrepuctukm acnupartopos Vario 18 AC, Vario 18 AC/DC, Vario 18 c/i AC/DC
medium vacuum, Vario 8 AC, Vario 8 AC/DC, Vario 8 c/i AC/DC low vacuum, npu ycnoBuu, Y4TO OHMU
MCNonb3yeTcs B COOTBETCTBUM C MOMOXEHMUSMM HACTOSILLLErO PYKOBOACTBA.

ﬁ NMPEOOCTEPEXEHUA

*  Wsgenue npegHasHayeHO AMA MCMOMNb30BaHWUA TOMbKO KBANMMMUUMPOBAHHLIM MEANLMHCKUM
nepcoHanoM, MpoLWeAWrM COOTBETCTBYlOLee 0OydYeHWe npouefdypam —acnvpauum  u
MCMoMb30BaHMIO acnMpaTopos.

* Bo nsbexaHue pucka nopaxeHus 3fIekTpUHeckMM TOKOM, JaHHOe u3genve cnegyet nogkniovaTb
TOMbKO K pO3eTKaM CeTU NUTaHUS, UMELLIMM 3aLMTHOE 3a3eMIeHMe.

* W3genue He cnefyeT ncnonb3oBaThb AMS acnupaumm B3pbIBOOMNACHbLIX, NErkoBOCNNaMeHsaLWNXCS
WUNN eOKNX XKXNOKOCTEN.

e Tpy6ku, nocTaBnsiemMble BMECTE C acnMpaToOpPOM, HE OOSKHbI BXOAUTL B MPSIMOMA KOHTAKT C 30HOM
oTcacbIBaHus.

* [lepen o4ncTKOM acnupaTtopa cregyeT BblHYTb BUMKY U3 PO3ETKU CETU NUTaHUS.

* He ponyckaeTcs BHECEHUE KakuX-NMbo U3MeHEHN B KOHCTPYKLNIO U3OENKS.

* [lepen vcnonb3oBaHWeM acnvpaTopa, HY>XHO OLUEHUTb MOoKa3aHUs K MPUMEHEHUI0 U nmeroLmecs
daKkTopbl pucka nNpu  HenpaBunbHOM BblIGOpe ypPOBHS BakyymMa W  UCNOMb30BaHue
HEeopUrMHanbHbIX NPUHAONEXHOCTEN N 3anyacTen. HeBbinonHeHne TpeboBaHWIA, N3NOXEHHLIX B

OaHHOM PYKOBOACTBE, MOXET HAaHECTU Cepbe3HYyI0 TpaBMy NaunUeHTy.

° 3ar|peu.|,aeTc;| noaKn4yaTb acnupaTtop K cuctemam And npoeegeHnda nacCcMBHOINo ApeHaxka, T.K.
9TO MOXeM npmBecTn K BOSHUKHOBEHUIO CeprSHOIZ yrpo3bl 340pPOBbIO NauneHTa.
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YKA3AHUA NO TEXHUKE BE3OMNACHOCTU

M AcrwlpaTop AOJ1XEeH UCNOoNb30BaTbCA TOJIbKO B BEPTUKaIIbHOM MOJTIOXEHUN.

* [pu pa3melleHn acnmpaTopa psAOM € ApyruM obopyaoBaHWeM, MUHUManbHOe paccTostH1e A0
€ro Kopryca [OMKHO COCTaBNATbL He MeHee 5 cM BO nsbexaHune ero neperpesa.

* Bce NPUHaANEXHOCTH, ncnonb3dyemblie B npouecce acnumpauun  OOJTXHbl npoxoanTb
npeABapuUTENbHYIO OYUCTKY, Ae3UHMEKUMIO u/nnn ctepunnsaumnio (CM. rmasy 12).

e AcnupaTtop OOfKeH 3KCMyaTupoBaTbCsi TONbKO 0By4YeHHbIM nepcoHanom. Jluua, 4onyLweHHbIe K
paboTe C HUM, He OOMKHbl UMETb Ae(EKTOB criyxa U 3peHusi. [oBTopHoe oby4deHue paboTte ¢
nsgenvemM LOMKHO NPOBOAMTLCS MUHUMYM pas B FOA.

e 3anpelyaeTcs norpyxaTtb acnupaTtop B BOAY WK APYIUe XXUOKOCTY.

,D,aHHyIO MHCTPYKUMIO NO 3KCnnyaTauum crnenyeT COXpaHUTb And UCNOoJ1b30BaHUA B JanbHenwem.

2 NMUTAHUE

MutaHue acnupatopa ocywecTtengaetcsa kak ot cetu (Vario 18 AC, Vario 18 AC/DC, Vario 18 c/i AC/DC
medium vacuum, Vario 8 AC, Vario 8 AC/DC, Vario 8 c¢/i AC/DC low vacuum), Tak u oT akkymynatopa (Vario
18 AC/DC, Vario 18 c/i AC/DC medium vacuum, Vario 8 AC/DC, Vario 8 c/i AC/DC low vacuum). lNepepg Tem,
Kak MOAKMIOYUTb €ro K po3eTke NuUTaHus, cnefayeT ybeanTbCsi, YTO HanpshKeHMe M YactoTa MECTHOW ceTu
COOTBETCTBYET NapameTpaM, YykasdaHHbIM Ha NacrnopTHOW Tabnuuke usgenusa. Bpems akTtuBHoW paboTbl
acnupartopa OT akkymynsatopa He meHee 30 MUH Mpu ero norHoun 3apsgku. Ecnu acnupaTtop ANMTENbHO He
NCNonb3yeTcd, TO aKKyMynaTtop Heobxoammo kanmbposathb kaxable 60 — 90 gHen (cm. rnasy 11)

MopaknioyeHne K ceTu NuTaHusa

PacnpaBuTb kabenb NMTaHUS U NOOKMIOYMTE €ro K COOTBETCTBYIOLLEMY pa3beMy Ha 3afHel CTeHKe
acnuparopa.

Huskun 3apag akkymynsaTtopa (tonbko ansa Vario 18 AC/DC, Vario 18 c/i AC/DC medium vacuum, Vario
8 AC/DC, Vario 8 c/i AC/DC low vacuum)

Ecnn Bo Bpemsi paboTbl acnvpaTopa OT akkyMynsaTopHon OGaTapen CBeTOAUOAOHbI WHAMKATOP 3apsga
HauyMHaeT MeAJIeHHO Muratb U MOSBNSAETCA NPEepbIBUCTbIN 3BYKOBOW CUrHam, 3TO O3Ha4vaeT, 4To 3apsg
akKymynaropa ckopo paspsaamtca. C Toro MOMeHTa, Kak UHOUKATop 3apsiia akkymynsitopa Hayan muratb U
MOsIBUNCS 3BYKOBOW CWUrHam, BpPeMeHU akTUBHOM paboTbl acnupatopa octanocb ~ 10 MWH., NOOKMHOYNTb
acnupaTop K ceTu NuTaHns He0BXOANMO, Kak MOXHO BbICTpee.

AkkymynsaTop paspsikeH (tonbko ansa Vario 18 AC/DC, Vario 18 c/i AC/DC medium vacuum, Vario 8
AC/DC, Vario 8 c/i AC/DC low vacuum)

Ecnu akkymynsaTop NOMHOCTLIO pa3psikeH, TO acnupaTop nepectaeTt paboTaTtb. AKKyMynsTop HEOOX0AMMO
3apAanUTb MU 3aMEHUTD.

3 OMUCAHUE

BBepneHune

Acnupatop BakyymHbi Vario 8 AC, Vario 8 AC/DC unu Vario 8 c/i AC/DC low vacuum 3T0 MeAULIMHCKUI
npmbop, NpeAHasHaYeHHbIN ANs co3gaHusa Bakyyma B gvanasoHe ot 0 o 68 MM pT. CT. 1 ncnonb3yembin Ans
aKTUBHOW acnvpauuu XnOKoCTW, rasa uUnm 4YyXepoaHblX mMaTepuanos K3 NonocTten opraHnama nocpencTsoM
BcacblBaHuA. Acnupatop BakyymHbin Vario 18 AC, Vario 18 AC/DC unu Vario 18 c/i AC/DC medium vacuum
3TO MeauLUMHCKUN npubop, NnpeaHasHadYeHHbIN ANs co3AaHus Bakyyma B AnanasoHe oT 0 go 563 mm pT. CT.
(Vario 18 AC, Vario 18 AC/DC) n ot 0 go 413 mm pt. cT (Vario 18 c/i AC/DC medium vacuum ) u
MCcnonb3yembln Ons akTMBHOW acnupauun XUOKOCTW, rasa Wy Yy>XepoAHbIX MaTepuanos U3 nonocTeun
opraHmama nocpeicTBoM BCacbiBaHMA. ACnUpaTop BaKyyMHbIN BKIOYaeT B cebsa cnucteMy co3gaHus Bakyyma
MOPLUEHB/UMITMHAP, 3aKMIOYEHHYI0 B MIACTUKOBLIN KOPMNYC, MPY NOMOLLU KOTOPOM acnupaTop Co3gaeT BakyyM,

5
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HeobxoouMbIN AN npolecca acnupauuu TOW MMM WHOW XUOKOCTM U BO3Ayxa W3 MOMNocTel U paHeBbiX
noBepxHOCTen. 3a cyeT co34aBaeMOro BakyymMa acnmpart CKannuBaeTCsd B MOAKIYEHHOW €MKOCTU, nocne
Yyero yHM4TOXaeTcs.

AcnunpaTtop BaKkyyMHbIN MOXeT BbiTb MCNONb30BaH A51s M060ro NpakTM4eckoro MeguLMHCKOro NpyMeHeH1s
B OonbHWUE, KNUHWKE wunu BpadebHOW npakTuke, rae TpebyeTca akTMBHasd acnupauuss B npouecce
npoBefeHUs MeguULMHCKUX npouenyp.

Ha3HauyeHue / nokaszaHusi K NPUMEHEHUIO

AcnupaTtopsl BakyymHble Vario 8 AC, Vario 8 AC/DC, Vario 8 c/i AC/DC low vacuum, Vario 18 AC, Vario

18 AC/DC, Vario 18 c/i AC/DC medium vacuum MpUMEHSIIOTCS B ONepauuoHHbIX, 3HAOCKOMUYECKUX,
OTONAPUHIONOrMYECKUX, XUPYPrUYECKUX U TMHEKONOMMYECKUX OTOENEeHUsIX, B CTOMATONOrnu, 3KCTPEHHOW U
HeoHaTanbHOW MeguuuHe, peaHumauun u aHectesdmonormn. OHm obecneumBaeT 6e3onacHoe oOcylleHue
MONOCTEN M paHeBbIX MOBEPXHOCTEN, aKTUBHOE MOCreonepaunoHHoe ApeHMpoBaHUe MOSoCTEN, acnupaumio
KPOBW, CENTUYECKOW MU CEPO3HOM XKMAKOCTU, 3BaKyaLMi0 OTAENSIEMOro COAEPXMMOro Hoca, pTa, MaToYHOM
nonocTu, AbixaTenbHbix nyTen. AcnupaTtop BakyyMHbin Vario 8 AC, Vario 8 AC/DC wnu Vario 8 ¢/i AC/DC low
vacuum MOXeT UCMNosb30BaThCsA AN APEHUPOBAHMSA NreBparibHOM NOOCTY.

LleneBble nonb3oBatenu

Acnupartopsl Vario 8 AC, Vario 8 AC/DC, Vario 8 c¢/i AC/DC low vacuum, Vario 18 AC, Vario 18 AC/DC, Vario
18 ¢/i AC/DC medium vacuum AOMXHbl MPUMEHATLCS TOMNbKO 0ByYeHHbIM nepcoHanoM. Jlvua, AonyLeHHbIe K
paboTte ¢ HUMU, HE OOIMKHbI MMeTb AedekToB cnyxa u 3peHus. [oBTopHoe obyyeHne paboTe c msgenuem
OOJIMKHO NPOBOAMTLCH MUHUMYM pas3 B rog.

BaxHoe npumeyvaHue:

Bpay HeceT OTBETCTBEHHOCTb 3a MWCMOMb30BaHME acnupaTopa B COOTBETCTBMM C YCTaHOBMNEHHbIMU
Xvpypruyeckumu npouegypamm u metogamu. Kaxabii Bpad OOMKEH OLEHUTb, HACKOMbKO MNpUeMnemMo
npoBefeHue Takon npouenypbl, UCXOAst MX CBOEro OMbiTa U 3HAHWMNA.

Cpok akcnnyatauum

CpOK aKcnnyaTtaunun AaHHOro n3aenuna coctaendeT Tpu roga.
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4 OB30P U3OENUA

Mopgenu acnupaTopa
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Vario 8 AC Vario 8 AC/DC Vario 8 c/i AC/DC
low vacuum
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Vario 18 AC Vario 18 AC/DC Vario 18 ¢/i AC/DC
medium vacuum

KoHcTpykumusa acnupartopa

dunbTp

Pyuka

' [epxaTtens
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BakyymmeTp h N ' VI Perynatop
{5 \ BaKkyyma
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A I\ KHonka

BKM/BbIKN

Tpy6ka cunukoHoBas

Apantep

EmkocTb apeHaxHas




MHaukaTopbl U aneMeHTbl
ynpaBneHus

3BYKOBOW curHan

KHonka Bkn/BbIkn
nna Vario 8 AC, Vario 8 AC/DC
Vario18 AC, Vario 18 AC/DC

KHonka Bkn/BbIkn
nna Vario 8 c/i AC/DC
Vario 18 c/i AC/DC

Perncrpamus MU B Pocanparransope
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BakyymmeTp

1‘! PerynaTtop Bakyyma

MHaukaTop 3apsga akkymynstopa
(ans Vario 8 AC/DC, Vario 8 c/i AC/DC

low vacuum, Vario 18 AC/DC,
Vario 18 c/i AC/DC medium vacuum)

WUHpukaTop He AKKyMYNSiITOp 3apsiKeH

roput

Unpukatop AKKyMynsiTOp 3apshkaeTcs
ropurt AcnupaTop NOoAKIOYEH K ceTn

MHaukaTop peako  AKKyMynsTOp CKOPO paspsiautcst
muraeTt

WHpukaTop 4acTo  AKKyMynATOp HE MCMpaBeH
Muraer

Ecnun B npouecce paboTbl acnupatopa ot
aKKyMynsaTopa nosiBNseTcs NpepbIBUCTLIN 3BYKOBOW
curHan (nu-nu-nu), 3To 03HavaeT, YTo 3apsag
aAKKyMyIATOpa CKOPO 3aKOHYUTCA

BKIJ1: acnupaTop BkntoyeH
BbIKI1: acnupaTop BbIkO4YEeH

MocToAHHBbIN: acnupaTop paboTaeT B pexnme
NOCTOSIHHOW acnupaunm

U AcnupaTop BbIKNIOYEH
k

MepemeHHbIN: acnvpaTop paboTaeT B pexnme

I npepbIBUCTOM pexrme acnupaumm




5 nopAOOK NPUMEHEHUA

YcTtaHoBKa

MogroToeka k pabote

Cbopka

MECTO YCTaHOBKWN EMKOCTEN
NN1aCcTUKOBbIX
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1. JocTaTb acnMpaTop U NpMHaANeXHOCTU U3 ynakoBku. [poBepuTb

KOMMSIEKTHOCTb NMOCTaBKW acnupartopa, COCTOsIHME acnpaTopa u
NpPUMHagnexXHoCTeN Ha NpeaMeT NoBPEX4EHNN.

1. Mepepn KaxablM UCMOMbL30BaHWEM NPOBEPUTL acnmMpaTop, kabenb NUTaHus u

BUIKY Ha npegMeT BHELHNX noapem,qumVl.

2. Mepep kaxablM UCNOMNb30BaHMEM NMPOBEPUTL NPUHAAMNEXHOCTN Ha
npeameT TPELLMH, NOBPEXAEHUN, 3arpa3HeHUs 1 NpaBUNbLHOCTN 06paboTku.
3. Ons acnupatopos ¢ akkymynartopom (Vario 8 AC/DC, Vario 8 c/i AC/DC
low vacuum, Vario 18 AC/DC, Vario 18 c/i AC/DC medium vacuum) —

nepea nepebiM MPUMEHEHMEM UMW B Criyvae ecnu acnupaTtop He paboTan
bonee 60 gHen HeobxoaMMO OTKanMbpoBaTb akKyMynsaTop, Kak onMcaHo B

rnase 11

1. YcTtaHoBKka dounbTtpa

1.MpucoegmHuTe uUNbTp B cneumanbHbIN
pa3beM Ha BEpXHen YacTu acnmparopa Tak,
yTobOblI HanpaBneHwe MoTOKa COOTBETCTBOBAIIO
cTpenke Ha kopnyce unbTtpa. dunbTp cnegyet
3aMeHATb nocre nepenosiHEHUS CUCTEMbI UMn
nocre Kaxgoro nawuueHTa, HO He pexe, yem 1
pas B Heperio.

2. YcTaHOBKa €MKOCTM NacTUKOBOW Ansi cbopa XnaKkocTu

1. Ecnu Bbl UCNofb3yeTe eMKOCTU ANsi ApeHaxa, TO crnegyeT nepenTu K

NyHKTY 3

r

2.1.MpucoeanHntb KnanaH oT
nepenoriHEHUs K KpPbILLKe.

2.2.AkkypaTHO MNOTAHYTb KranaH BHU3,
yTobbl y6eauTbCs, YTO  KpbILKa
OTKpbITa/AeakTuBMpoBaHa.

3.1.NMpucoeanHnTb KpPbIWKY K €MKOCTU
nrnactMkoBon u 3adukcupoBaTb ee
npy NOMOLLM ABYX 32XMMOB.

3.2.MNpucoeanHunTb €MKOCTb K

acnvpartopy.



MECTO YCTaHOBKWN EMKOCTEN
Ona gpeHaxa

4.1. MpucoeanHuTb
acnupartopy.

4.2. MpucoeanHnTb TpyOky
CUITMKOHOBYIO OAHUM KOHLIOM K (punbTpy
4.3. TlpucoeamHuntb TpybKky AOpyrum
KOHLIOM K KpbILLKE B pa3bem «vacuumy»

€MKOCTb K

5.1. NpucoeamHutb TPyBKY NaumneHTa K
KpblLUKE B pa3beM «patient».

3. YcTaHOBKa eMKOCTU Ana ApeHaxa.

Ecnu Bbl ncnonb3yeTe eMKOCTM NracTUKoBble ANnst cbopa XUAKOCTH,
crnenyeT BEPHYTbCH K NYHKTY 2.

I i

2.1.BbibpaTb eMKOCTb ANs ApeHaxa.

2.2.YcTtaHoBUTb aganTtep B
aepxarenb.

3.1. MMprcoeanHNTb KPbILLKY K EMKOCTU

ONs ApeHaxa n 3admMKkcmpoBaTh ee

4.1. MNMpncoeanHNTb EMKOCTb ANS
ApeHaxa k acnupaTopy
4.2.MpucoeanHuTb TPYOKY
CWUMMKOHOBYIO OAHMUM KOHLIOM K
PunbTpy
4.3.MpucoeanHnTb TPYOKY
CUIMKOHOBYIO APYrMM KOHLIOM K

pas3bemy B BEPXHEN YacTW EMKOCTU

AN apeHaxa

10



5.1. MNpucoeanHnTb TPYOKY K KpbILLKE
q% eMKOCTW Ans ApeHaxa, MChnonb3ys
apantep. [lpoBepuTb NpaBWUMbHOCTb

/ % @r l‘i-. noaKn4yeHnda aganTtepa.

OkcnnyaTauus

& NPEAYNPEXOEHUE
Acnupatopsl Vario 8 AC, Vario 8 AC/DC, Vario 8 c/i AC/DC low vacuum, Vario 18 AC, Vario 18
AC/DC, Vario 18 c¢/i AC/DC medium vacuum cneayeT ycTaHaBnNuBaTb TakuM 0bpa3om, 4Tobbl ero
MOXHO ObINIO Nerko OTKMYNTL OT CeTU NuTaHns. Heobxoammo npoBecTn kanMBpPOoBKY akkymynsiTopa
nepea nepBbIM UCMNONb30BaHUEM. B cnyyae AnMTenbHOro He MCNonb3oBaHUs HeobxoaMmo
npoBoanTb kannbposky kaxable 60 — 90 gHen. Cm rnasy 11

1.MogkntoyeHne acnupaTopa k cetu  [NogknioveHue kK 1. Nogkntounte kabenb
nuTaHus cTaumoHapHon poseTke 220V NUTaHUA K BXOOHOMY
pasbemy,

pacnonoXXeHHOMY Ha
3a/iHen CTeHke
acnuparopa.
2. BcTtaBuTb BUnky kabens
NUTaHWsS B PO3ETKY CeTn
Mogenb ¢ akkymynsaTopoMm: nUTaHus.
NOAKITIOYEHNE K UCTOYHUKY
12V nocTosiHHOro ToKa
1. MNoakntounTb kabenb
nuTaHus 12 V kK BXOAHOMY
pasbemy,
pacnonoXXeHHOMY Ha
3a/iHen CTeHke

acnuparopa
Mopgenb ¢ akkyMynaTopoMm: 2. BcTaBuTb BUnKy kabens B
paboTa oT akkymynsTopa pasbeM UCTOYHMKA

nutanma 12V

1. Moaknto4aTtb K UCTOYHUKY
NUTaHUSA HET
HeobxoaumocTn. Ho
ybeautecn, 4To
aKKyMynsTop 3apsiKeH.

Perncrpamus MU B Pocanparransope 11
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2. dyHKUMOHanNbHasa npoeepka —
CO3aHMe MakCMManbHOro Bakyyma

TexHn4yeckmne gaHHble:
Ons Vario 8 AC, Vario 8 AC/DC,
Vario 8 c/i AC/DC low vacuum

BbicoTa Makc. Bakyym
Hag

YpOBHEM

mMops

+2000 m -7,0 kMNa
+1000 m -7,9 kMNa
+500 m -8,5 klNa
Om -9 klMa

MorpewHocTb +10%

Onsa Vario 18 AC, Vario 18 AC/DC,
Vario 18 c/i AC/DC medium vacuum

prstaed

frifecy

1. Bknwouute acnupartop
HaXxaB Ha KHOMKY
BKJ1/BbIKJ1. TocTtaBbTe
ee B nonoxexHue | ans
acnupaTtopoB Vario 8
AC/DC, Vario 18 AC,
Vario 18 AC/DC, u B
nonoxeHue «constanty»
ana acnmpatopos Vario
18 c/i AC/DC medium

vacuum, Vario 8 cfi
AC/DC low vacuum

2. HaxaTb Ha perynaTop
BaKyyma, NoBepHYTb
BMpPaBo U BbICTaBUTb
MaKCMMarnbHbI/ BaKyyM.

Bbicota | Makc. Makc.
Hag Bakyywm, Bakyym,
yposHem | Vario 18 Vario 18
Mopsi cli
+2000Mm -59kMa | -43 «Ma
+1000m -66 klMa | -48 kMa
+500m -70«klMa | -51«kMa
Om -75«klMa | -55«klla

MorpewHocTb +10%

3. PerynnpoBka ypoBHS
BaKyyma

3.1.  3akpbITb KOHeL
TPyOKN CUNNKOHOBOW
nansLem.

3.2. CpaBHWUTb 3Ha4eHue
MaKcMManbHOro Bakyyma
CO 3HaYeHueM,
NpvBELEHHbIM B
Tabnuue cnesa. Ecnu
Tpebyemoe 3HayeHne

4. BblkntoveHne
acnuparopa nocne

MCcnoJjib3oBaHUA

Perncrpamus MU B Pocanparransope
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[OCTUTHYTO, TO
nepexogute kK n.3, ecnu
HeT, To cM. .16

. Mepexatb TpyOKy, KOTOpPasn UOeT K

naumeHTy.
HaxaTtb Ha perynatop Bakyyma u
NMOBEPHYTb ero B NonoXxeHne Ang
co3faHusa TpebyemMoro ypoBHs,
KOTOpbIN COOTBETCTBYET

KOHKpeTHOW 3agade.

Otnyctnte  Tpybky U1 npoBepuTb
rnokasaHue BakyymmeTpa Ha
COOTBETCTBME Tpebyemomy
3HayeHuo. Ecnn Tpebyembin ypoBeHb
BakyymMa Heu3BeCTeH, TO Heobxoaumo
HaYMHaTb C MMHMMAarbHbIX

3Ha4YeHW, MNOCTENEHHO HapalmBas
BaKkyyMm, 4O

pocTtmxkeHus Tpedbyemoro adhdekra.

. Haxmute Ha «kHonky BKIJI/BbIKIJIL.

MoctaBbTe ee B nonoxeHne 0 gng
acnupaTtopoB Vario 8 AC, Vario 8
AC/DC, Vario 18 AC, Vario 18 AC/DC,
n B nonoxenne Off ana acnupaTtopos
Vario 18 c¢/i AC/DC medium vacuum,
Vario 8 c/i AC/DC low vacuum

1.2. Ecnu acnupatop nNOAKMIOYEH K

cucteme nutaHus (posetka 220 V
unn 12V) oTkmounTb BUNKY kabens
NUTaHUS N3 pO3eTKN.

12



6 3AMEHA 3ANOJIHEHHbIX EMKOCTEW

2.
VI
»

x5

7 3AMEHA EMKOCTEN OANA APEHAXA

Peructpara MU B Pocsnpasransope
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1.3. Mpoesegute o6paboTky

acnupartopa "
NPUHaAnexHocTel CMm. rnasy
12

Haxmute Ha kHomky BKJI/BbIKIJI.

MoctaBbTe ee B nonoxeHne 0 ons
acnupaTtopos Vario 8 AC, Vario 8
AC/DC, Vario 18 AC, Vario 18
AC/DC, n B nonoxeHune Off gnsa
acnupatopoB Vario 18 c/i AC/DC
medium vacuum, Vario 8 c/i AC/DC
low vacuum

1.1.
1.2. OTcoeguHutb oT KPbILLIKK

Tpybky nmaumeHta wn  TpybKY
CUMMKOHOBYIO.

2.1.CHATb 3anOfHEHHYK €eMKOCTb C

Jepartens Ha acnvparope.

2.2 .MoaroToBUTL HOBYHO €MKOCTb.

3akpennTtb HOBYID €MKOCTb B
aepxarene.

HapexHo npucoeamHutb TpPyoOKY
CUINNKOHOBYKD W  HOBYK TpyOKy
naumneHTa.

Bkntountb acnupartop. Annapat
HayHeT HabupaTb BakyyMm.
YCTaHOBUTH 3Ha4YeHMe BakKyyma,
KoTopoe COOTBETCTBYET
KOHKpeTHOW 3agave.

1.1.Yganute  Tpybky  naumeHta cC

1.2.

agjanTtepom.
3akpbITb pasbem naumeHTa
KranaHom.

Haxmute Ha kHonky BKIJ/BbIKII.
MocTtaBbTe ee B nonoxeHue 0 Ans
acnupatopoB Vario 8 AC, Vario 8
AC/DC, Vario 18 AC, Vario 18
AC/DC, n B nonoxeHune Off ans
acnupatopoB Vario 18 c/i AC/DC
medium vacuum, Vario 8 c/i AC/DC
low vacuum

Yaanute eMKOCTb Ans ApeHaa.

HOD,FOTOBbTe HOBYIO €MKOCTb And
OpeHaxa " 3aKkpenute Ha
acnupaTope cM. rnasy 5.

13



5. TllpncoeamHntb TPYOKY K KpblLUKe
€MKOCTM [ANnA [peHaxa, MWCronb3ys
apantep. [MpoBepuTb npaBUMbHOCTb
noAknoYeHnsa aganrepa.

6. BknounTtb acnuparop. Annapart
HayHeT HabvpaTb BakyyM.

7. YcTaHOBUTb  3Ha4vyeHWe  Bakyyma,
KOTOpOe COOTBETCTBYET KOHKPETHOW
3agave.

8 MPOBEPKA ®UJIbTPA U 3AMEHA ®UIIbTPA

1. OtcoeanHnNTb TPYOKY CUIMKOHOBYIO OT dounbTpa

2. C nomoLbio perynstopa Bakyyma co3gatb
MakCUMarbHbIW YPOBEHb BakyyMa.

3. Bknwountb acnupaTop, HaxaB Ha KHOMKY
BKJ1/BbIKJ1. MNMocTtaBbTe ee B nonoxenue |
ana acnupatopoB Vario 8 AC, Vario 8
AC/DC, Vario 18 AC, Vario 18 AC/DC, n B

boetore nonoxeHwe «constant» gng acnupaTopos

o Vario 18 c¢/i AC/DC medium vacuum, Vario 8

c¢/i AC/DC low vacuum

or

ritiers

4.1 .CHATb NOKa3aHvne BakyymmeTpa
4.2 . 3ameHnTb UNbLTP, €CNn 3Ha4YeHne

i BaKyyMa npeBblllaeT 3Ha4YeH s B
o Tabnuue

Mogenb acnupaTopa YpoBeHb
Bakyyma

Vario 8 AC, Vario 8 -3 klMa

AC/DC, Vario 8 c/i AC/DC

low vacuum

Vario 18 AC, Vario 18 -10 kMa

AC/DC, Vario 18 cfi

AC/DC medium vacuum

Perncrpamus MU B Pocanparransope 14
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9 3AMEHA AKKYMYJIATOPA
ns mogenen Vario 8 AC/DC, Vario 8 c/i AC/DC low vacuum, Vario 18 AC/DC, Vario 18 c/i AC/DC
medium vacuum

C NMPEOOCTEPEXEHME
ﬂepep. 3aMeHomn aKKymMmynartopa HeO6XOﬂ,VIMO BbIKINIOYNTb acnmpaTop U BblHYTb BUJTKY NMUTAHUA U3
PO3ETKM.

1. OTKpYTUTb 4 BUHTA M OTKPbITb 3a0HIOH KPbILLKY
acnuparopa.

2. OtcoenumHuTb kabernb akkyMmynaropa.

3. Yb6epuTe cTapbiin akKKymynsitop
4. BcTaBbTe HOBbIN aKKyMynsaTop.

5. TlogknounTe kabenb akkymynaTopa K
acnvparopy.

3akpoiiTe 3a4HI0I0 KpbiLly acnupartopa.
[MpoBepbTe akkyMynsaTop, Kak onnucaHo Brrase
10.

No

10 AKKYMYIIATOP
IOns mogenen Vario 8 AC/DC, Vario 8 c/i AC/DC low vacuum, Vario 18 AC/DC, Vario 18 c/i AC/DC
medium vacuum

NPEOYNPEXOEHUE
| 3apsauTe akkymMynsaTop, Korga Bbl YCrbILUWTE 3BYKOBOW CUrHamM v yBUAUTE, YTO CBETOBOW MHOUKATOP
MUraeT peako. AKKYMynaTop 3apsbkaeTcs B npolecce paboTbl, KOrga acnupaTop NoAKIioYeH K ceTu
nuTaHus.

Bpemsa paboTbl 0T 6aTapeu:
Mpy nonHon 3apsakM akkymynsitopa, Bpemsi paboTbl acnuparopa Ha MakCumMarbHOM Bakyyme He
meHee 30 MUHYT.

Bpems 3apsgku:
Bpemsa nonHon 3apsagkm (100%) okono 5 yacos

Perncrpamus MU B Pocanparransope 15
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lMpoBepka akkymynsTopa:

pnstard
on

Wlerd

11 KANMMBPOBKA AKKYMYINATOPA

N =

Y6eanTtechb, YTO aKKyMynsaToOp NONTHOCTBIO 3apSXKEH.
OTKntouynTe Kabenb OT ceTV NUTaHUSA

HaxaTb Ha perynsitop Bakyyma 1 NOBEPHYTb €ro B
KpaliHee NpaBoe NoMoXeHWe Ans co3aaHus
MaKcHMarbHOro YpPOBHSI BakyyMa

BkntounTte acnupaTop Haxas Ha kHonky BKJ1/BbIKJI.
MocTtaBbTe ee B nonoxeHue | ana acnupartopos Vario
8 AC/DC, Vario 18 AC, Vario 18 AC/DC, u B
nonoxeHue «constant» ans acnupatopor Vario 18 c/i
AC/DC medium vacuum, Vario 8 c/i AC/DC low
vacuum.

3acekute Bpems OT MOMeHTa Havana paboTbl 4o
nonHon octaHoBku. Ecnu akkymynatop OK, 1o

Bpems paboTbl JOMMKHO ObITb HE MeHee 30 MUHYT.
Ecnu Bpemsa meHee 30 MUHYT, TO HEO6XOANMO
NPOBECTM NOBTOPHbLIN TECT UNKU 0TkanMbpoBaTb
aKkkymMynsaTop, cm. rmasy 11.

Ons mogenen Vario 8 AC/DC, Vario 8 c/i AC/DC low vacuum, Vario 18 AC/DC, Vario 18 c/i AC/DC

medium vacuum

C NPEAYNPEXOEHUE

KanubpoBky akkymynstopa HeobxoaMmo NpoBOAMTbL Nepes nepBbiM UCMONb30OBaHWEM acnvpaTopa u
B crny4ae He mcnonb3oBaHus 6onee 60 aHen. 3ameHUTe akKyMynsiTOp Ha HOBbIW, €Criv CTapbii He

yganocb oTkanMbpoBaThb.

or

pNstart
O

Talleee

wn =~

Y6eanTtechb, YTO aKKyMynsaToOp NOMTHOCTBIO 3apSKEH.
OTkntounTe kabenb OT CeTU NUTaHus

BkntounTte acnupatop HaxaB Ha kHonky BKJ1/BbIKII.
MocTaBbTe ee B nonoxeHwe | gnsg acnupaTopos
Vario 8 AC/DC, Vario 18 AC, Vario 18 AC/DC, n B
nonoxeHune «constant» ans acnupatopor Vario 18 c/i
AC/DC medium vacuum, Vario 8 c/i AC/DC low
vacuum.

MycTtb acnupatop paboTaeT 4o TOro MOMEHTa, Koraa
aKKyMynsaTOp NOMHOCTBIO paspsaauTbCsa U acnupartop
nepecrtaHeT paboTaTb.

MoagkntounTe acnMpaTop K CUCTEME NUTaAHUSA U
3apaguTe akkyMmynsaTop.

HoxauTecs, noka MHANKATOP 3apsiia akkymynatopa
noracHer.

MosTopuTe aTansbl 1-6 ewe pas. MNocne aToro
acnupaTop roToB K UCMOJIb30BAHMIO.

XpaHeHune akkymynatopa: Anst Toro, YTobbl akkyMynsiTop paspsikancs MeaneHHo, HeobxoamMmMo
XPaHWUTb acnupaTtop ¥ 3anacHble akkyMynsaTopbl Npu TemnepaTtype Huxe 25 rpagycoB M NpOBOAUTL

kanubpoBsky kaxable 60 — 90 gHen.

Perncrpamus MU B Pocanparransope
www.nevacert.ru | info@nevacert.ru

16



12 YKA3AHUA MO OYUCTKE, AE3SUNH®EKUUWU, CTEPUITU3ALNU U XPAHEHUIO

C NPEAYNPEXOEHUE

Mepen nepBbIM UCMONb3OBAHUEM, acnupaTop W BCEe MPUHAONEXHOCTU AOMKHbI ObiTb OYMLLEHbI,
NpoAe3vHMULMPOBaHbI, MPOCTEPUNN3oBaHbl. locrne Kaxaoro MChnonb3oBaHMsSl acnupaTtop U Bce
NPUHAAMNEXHOCTU [OOMMKHbl OblTb  OYMLLEHBI, MNPOAE3VHMULUUPOBAHLI, MPOCTEPUNN30BaHbI  MNK
YyTURM3NPOBaHbI.

« ﬂepep, BbINONTHEHMEM OYUCTKKU acnupaTtopa cnenyeT BblHYTb BUIKY U3 PO3ETKU CETU
NMUTaHUA.

O6bwue sameyaHus

- [aHHble 3amevyaHUs SBMATCA pekoMeHdauuaMu obllero xapaktepa, KoTopble HeoGxoaumo
KOPpPeKTMpOoBaTb B MHAMBUAYaANbHOM MNOpsiAke, UCXOAs M3 OUPEKTMB, OEUCTBYHOLLMX B KOHKPETHOM
neyeGHOM yypexaeHuu, a Takxke nopsaka v NoNUTUKU NPOBEAEHNS] OYUCTKN.

- [lpv BbINONHEHNM OYUCTKU/AE3NHEEKUMM CriedyeT NoNb30BaTbCS 3aLUTHBIMU NepYyaTkamu.

- YTunusaumsa XuUOKOCTEW, TakUX Kak KPOBb UMW BbiAENEHUs, a Takke AeTanei, 3arpasHeHHbIX npu
KOHTaKTe C HUMW, OOMKHA OCYLLECTBMATLCA B COOTBETCTBMU C BHYTPEHHUM pacnopsigkom nevyeGHoro
yyYpexaeHus.

ﬂepep, BbIMOJTIHEHNEM OYUCTKMH, p,esvmcbeku,vm n ctepunusauynm acnupaTtop crnegyet OTKNK4YUTb OT
CeTn NUTaHNA U OTAENUTb OT acnnupaTopa BCe CbeMHble NMpUHaanexXHoCTu.

OuucTka.

e [lpu BbINOMHEHUN OYMCTKM cneayeT NoMnb30BaThCs 3aLUUTHLIMU NepyaTkamu.

* Kopnyc acnupatopa M NpUHAOMNEXHOCTU, KOTOpble HEeNnb3s MNOSIHOCTbI MOrpyxaTb B KWUOKOCTb,
HeobXxo4MMO ouuwate NyTeM MPOTUPAHUS BraxHOW OEe3BOPCOBOM TKAHbKD CMOYEHHOW B ropsayen
Boae (60-70°C), cogepxalien motoulee cpenctso ¢ pH ctporo B npegenax 6,0-8,0, utobbl nsbexartb
noBpexaeHns Kopryca W 3arpsasHeHus ycTpouctB. [lpu Hanuuve Ha Koprnyce 3arpsasHeHun
OpraHN4YeCKMMU XUAKOCTAMU He0b6XxoaAnmMo ncnonb3oBatbe Motwwme cpeacTsa, cogepaline 3H3UMBbI.

* Bce ocTanbHble NPUHAAMNEXHOCTU criefyeT NOMHOCTbIO NOrpy3uTb B TEMMbIN MbIfbHbIA pacTBOp WUn
pacTBope MOKLLEro CpeacTBa C 3H3MMamu B TedeHne 1 — 5 MuHyT. Bce npyvHagnexHoCTn OOIKHbI
OblTb MOMHOCTBI MOKPbITbI PacTBOPOM, @ BCE BHYTPEHHWE MPOCBETbl AOMXKHblI ObiTb 3amnonHeHbI
pacTBOpPOM.

* Bwngumble 3arpAs3HeHus criefgyeT yaandTb NpyM NOMOLWM LEeToK unv 6e3BopcoBor TkaHu. LeTku
OOIMKHbI BXOAWTb MMAOTHO, HO MMETb BO3MOXHOCTb MepeMeLlaTbCd BHYTpU obnactu, B KOTOPOM
BbINOSHAETCA ouncTKa. locne o4YuCTKM AeTany HYXHO TLaTerbHO NPOMbITb B YMCTOW MPOTOYHOW
BOJE, KaK CHapy>Xu, Tak 1 BHYTpW.

e [lpoBepuTb KOMMOHEHTbI Ha NpeaMEeT HanuMuua BUAWMBIX 3arpsa3HeHun, npu HeobxoouMMocTu
NOBTOPUTb OYUCTKY.

Oe3uHdekuus.

* T[locne npoBedeHUs npenBapuTENbHOM OYMCTKM acnMpatop W MNPUHAANEXHOCTM Heobxooumo
npoaesvHMUNpoBaThb.

° I'Ip|/| BbIMOJTHEHUN LI,GSI/IH(beKLI,I/II/I cnenyeT Nonb30BaTbCA 3aLLMTHBIMU NepYaTKkaMu.

* [lpoBoanTb Ae3nHGEKUMI0 paspellaeTcs TONbKO AEe3UHMEKLMOHHBIMU CpeacTBaMM, paspelleHHbIMU
Ha TeppuTopun PO.

* Kopnyc acnupaTtopa M MpPUHAONEXHOCTU, KOTOpble Hemnb3s MOMHOCTbI MNOorpyxatb B XWOKOCTb,
Heob6xooMMO nNpoae3nHPULMPOBaTb MNyTEM NPOTUPAHUS BNaXHOW 6&3BOPCOBOM TKaHbIO CMOYEHHON B
JesnHdpuumpyowem pacteope. KoHueHTpaumss pactBopa W BpemMs 3KCNo3vumm 3aBUCUT  OT
JesnHduumpyowero cpegcrsa, ncnonbdyemoro B JIMY. Ona npuroToBneHus pacrtBopa crnegymrte
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WHCTPYKLUUKN Npon3BoauTens aesuHduumpyowero cpeacrtaa. lNocne tpebyeMoro BpemMeHu BblAepXKKM,
npoTepeTb KOpMNyCc acnuMpatopa W NpUHAANEeXHOCTU BnaxHow 6e3BOPCOBON TKaHbi, CMOYEHHOM
BOJOMN.

OcTtanbHble MpUHAOMEXHOCTU crnegyeT 3aMouuTb B Ae3nHUMLUMPYIOLLEM pacTBOpe, KOHUEHTpauus
pacTtBopa U BpeMmsi 3KCNO3MUMWU 3aBUCAT OT Ae3uHduumpylowero cpeacrtsa, ncnonbdyemoro B JIMY.
[ns npyrotoBrneHnsa pacteopa cnegynte MHCTPYKUUKM NpOM3BOANTENSA Ae3MHMUNPYIOLLEro cpeacTaa.
Bce npuHagnexHocTu OOMKHbl ObiTb MOMTHOCTLIO MOKPbITEI PACTBOPOM, @ BCE BHYTPEHHME MPOCBETHI
OOMKHbl ObITb 3anonHeHbl pacTtBopoM. [locne TpebGyemoro BpemeHW BbIAEPXKKW, MPOMbITb BCE
NpUHaANEeXHOCTV Nog NPOTOYHOW BOLOW.

lMocne npombIBKM, BCE NPUHAAMEXHOCTM HEOOXOAMMO MOMOXUTb Ha YMCTYI0 CYXYK MEneHKy u
BbICYLUNTb.

Ctepunusauyms.

Mocne pe3vHdekuun, nNPUHALNEXHOCTU, KOoTopble TpebylT cTepunu3aumM, HeoBGXOo4MMO
npoctepunusosatb. MeTonq cTepunmMsaumMmM —  aBToknaBupoBaHue. [lepeg  nomelleHuem
npuvHagnexHocTen B aBTOknaB, HeobXoouMO Bce NPUHALMEXHOCTM ynakoBaTb B cheumanbHble
WHOMBUAYanbHble YNakoBKW UnK B BUKCbl Ans ctepunusaumun. BaxHo, 4Tobbl NpuHaanexHocTn nepea
cTepunusaumen GbiNM OYMLLEHbI OT AE3MHULMPYIOWMX CPeacTB M BbicylleHbl. He cknagbiBaTtb
JeTanu B aBToKNaee Apyr Ha Apyra. BoiaepxaTtb B aBToknase B TedeHne 10 MUHYT Npu TemnepaType
134°C.

XpaHeHue.

13

Mocne BbLINOMHEHUS Ae3uHeKkunn, w3genusi criegyeT XpaHuTb B YMCTOW NerneHke, Mnoka He
notpebyetcs ux wucnonb3oBaHwe. Ecnu acnupaTop nNpoAomKMTeNnbHoe Bpemsi He 6yaget
ncrnonb3oBaThCsl, TO pekoMeHayeTcs ybpaTb ero B CyMKy AN XpaHEHWs.

Mocne ctepunusauun, NPUHAANEXHOCTU CreayeT XpaHUTb B CTEPUNbHONM ynakoBke unu 6ukce. Cpok
CTEPWUINBHOCTM 3aBUCUT OT YMaKOBKM W3LEenusl, B KOTOPOW OHO xpaHuTcs. lMpu uctevyeHun cpoka
cTepunusaumu, nepen WUCNONb3OBaHUMEM MNPUHAANEXHOCTU Heobxoammo npocTepununsoBaTb
MOBTOPHO.

FAPAHTUA U OBCITYXXUBAHUE

PernameHTHas npoBepka W paboTbl MO OBCNYXMBAHUIO WM PEMOHTY [OOJKHbI OCYLIECTBASATLCS TOJSBbKO
opraHm3aumsiMu, YNofTHOMOYEHHbLIMW Ha 3TO KOMMaHWel nponssoanTenemM. PernameHTHble NPOBEPKN OOIIKHbI
NPOBOAUTLCS MUHUMYM 1 pa3 B rof, NocrnefoBaTenbHOCTb NPoBeAeHNs paborT:

1)
2)

MpoBeaeHne hyHKUMOHANLHOMO TECTa HA YPOBEHb Bakyyma

MpoBepka BHYTPEHHUX KOMMOHEHTOB annapaTa, npeaBapuTenbHO He06X0AUMO OTKIKYMTL acnupaTop
OT CEeTU M OTKPbITb KPbILLKY annapaTa.

MpoBepka CUCTEMbI 3BYKOU3OMAUUWU: MPOBEPUTL ybeguTecb B TOM, YTO BCE COEAMHEHMSI MIOTHO
3aTSHYTbl M OTCYTCTBYIOT Crefbl 3arpsi3HeHns U 4eeKTOB COCTaBMSIOLLMX.

MpoBepka knanaHHoro Gnoka: AeMOHTMpoOBaTb OMOK W MPOBEPUTbL Ha HamnuuMe MNOBPEXAEHUA U
TPeLmH

[MpoBepka anekTpuyecknx coeanHeHNn: NpoBepbTE Ha Hann4ne NoOBpPeXaeHUn U TPeLnH

lMpoBepka BepxHeW 4YacTuM Kopnyca annapaTta Ha npegMeT TpewuH wn nospexaeHuin. [MpoBepka
BaKyyMHOro rnopra.

lMocne npoBedeHUs NPOBEPKU BHYTPEHHUX KOMMOHEHTOB, 3aKpOWTe Kopryc acnupaTopa. Bkniouute
annapat 1 npoBeauTe NOBTOPHbLIN DYHKUMOHANbLHbLIA TECT.

Mpyn pemMoHTe AOMKHbI MCMOMBb30BATLCA TONbKO OpUrMHanbHble 3anacHble Yactu. [lpn HeobxoaumocTw,
odhuumnanbHbIN NpeacTaBUTENb NPOU3BOAMTENSA NOCTABUT MOTpebuTento nobble 3anacHble 4YacTu, a Takke
WHCTPYKUUKN Ana peMoHTa nsgenuin. OTBETCTBEHHOCTbIO NOTpebuTens ABNAETCA KOHTPOMb 3a NPaBuibHbIM 1
Be3onacHbIM ocyLlecTBNeHNneM pemMoHTa. [ins 3akasa 3anacHbiX YacTen HanautTe CEpUHbIN HOMEP U3genusi
Ha WMNbAuKe annaparta 1 CBSXXMTECh C YNONTHOMOYEHHBIM NpeacTaBuTenem Ha Tepputopun PO.
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FapaHTHA: 2 roga

B cnyyae Bonpocos, npobrnem C 9Kcnnyatauuen, MOMoMOK CBSXUTeCb C KomnaHuen Medela AG,
Lattichstrasse 4b, 6341 Baar, Switzerland, ten: +41 (0)41 769 51 51, cdakc: +41 (0)41 769 51 00, unu ¢
YMOSTHOMOYEHHbIM NpeAcTaBUTENEM KOMNaHum Ha Tepputopun PO.

YnonHOMoO4YeHHbIN NpeAcTaBuTeNb Ha Tepputopun PO:

000 «Mepena» 117335, ropog Mockea, ynuua Basunosa, gom 97, oduc 16-17, TenedoH:
+7 (495) 150- 35- 34, e-mail: info@medela.ru

14 YTUNU3ALUA OTXOOOB

Mepen yTtunusauuwen acnupaTtop Heobxoammo pasobpaTb. YTunusaums [ormkHa ObiTb BbIMOMHEHa B
COOTBETCTBUM C TpebOBaHWSAMW HOPMATUBHbLIX AaKTOB, KacalwLlMXcs OTpaboTaHHOro 3MeKTPUYECKoro wu
3NEKTPOHHOro 06opyaAoBaHUA, U NbbIX APYrMX NPUMEHAEMbIX DyayLIUMX 9KONOrMYEeCKUX CTaH4apToB (BKMovas,
HO He orpaHuuymBasck, gupektnsamum 2002/95/EC u 2002/96/EC), a Takke cOrnacHo MpUHATOMY B CTpaHe
NCNonb30BaHUSA NOPSAAKY. DNEKTPUYECKOe 1 SNEKTPOHHOe 06opyaoBaHne He cnedyeT yTunmn3npoBaTb BMeCTe C
HEeCOpTUPOBaHHbIMU GbITOBbIMM OTxXodamu. [NMpaBunbHas yTunusauma obecneumBaeT 3alUTy U NpenaTcTByeT
HaHeceHuto ywepba okpyxaloLen cpege unu 3gopoBbI0 Yenoseka.

15 YCINoBUA MO IKCNNYATAUUN, XPAHEHUIO U TPAHCITOPTUPOBKU

YcnoBusa gna akcnnyaTtaumm

- TemnepaTypa Bo3ayxa ot +5C go +40C
- BnaxHocTb oT 30% - 75%

- aasnexHue ot 70 go 100 kPa.

YcnoBusa gns xpaHeHUs/TpaHCNOPTUPOBKa

- TemnepaTypa Bo3ayxa ot -20C go +50C
- BnaxHocTb oT 20% - 95%

- aasneHue ot 70 go 100 kPa.

16 YCTPAHEHWE HEUCNPABHOCTEW

MoTop He paboTaeT
MpoBepuTb:
1) AcnupaTop BKINHOYEH.
2) Bwunka nuTaHWs NpaBUIbHO BCTaBfeHa B PO3ETKY, a pa3beM kabens nuTaHns NnpaBUIbHO NOAKIOYEH
K COOTBETCTBYIOLLIEMY pa3beMy acnmpartopa. HanpsikeHne B ceTv npaBusbHoe.
3) Akkymynatop 3apskeH (Tonbko ans mogenen Vario 8 AC/DC, Vario 8 c¢/i AC/DC low vacuum, Vario 18
AC/DC, Vario 18 c¢/i AC/DC medium vacuum B cnyyae paboTbl OT akkymynaTopa)

HepocTaTo4HbIN ypoBeHb BaKyyma

Y6eantbecs, 4YTo:

1) AcnupaTop BKNOYEH

2) PerynaTtop Bakyyma HaxoguTcs B TpeBGyeMOM MOMOXEHUW.

3) Tpy6kn He umeloT gedEKTOB 1 NOBPEXAEHNN.

4) Bce coegnMHeHNs repMeTUYHbI.

5) KnanaH OT nepenonHeHns oTKpbIT/AeakTuBmpoBaH. Ecnu knanaH oT nepenonHeHns akTMBUPOBaH,
OTKMIOYNUTL €ro.

6) EMkocTb nnacTvkoBas ANs XXMAKOCTWU/KPbILLIKA HE UMEET TPELLMH, XPYNKUX Unn obecLBeYeHHbIX

yyacTkoB. [1py Heo6X0AMMOCTUN — 3aMEHUTD.
7) dunbTp He 3acopeH. [NpoBepka unbTpa Ha 3acopeHne onucaHa B rnase 8.

Bpems paboTbl akkymynsTopa He COOTBETCTBYET 3asiBIEHHOMY.
lMpoBecTn kKanMBpoBKy akkyMynsTopa cMm. rnasy 11

He roput cBeToguogHsin nHaukatop (tonbko ansa Vario 8 AC/DC, Vario 8 c/i AC/DC low vacuum, Vario
18 AC/DC, Vario 18 c/i AC/DC medium vacuum)
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AKKYMYTNSITOP NOMHOCTbIO 3apsikeH

CseToauogHbin uHgukaTop roput (Tonbko ans Vario 8 AC/DC, Vario 8 c¢/i AC/DC low vacuum, Vario 18
AC/DC, Vario 18 c/i AC/DC medium vacuum)

AKKYMyraTop 3apshkaeTcs
AcnuvpaTtop NoAKMNoYeH K ceTu

CseToauogHbIM MHAMKATOP MuUraet pegko (tonbko ansa Vario 8 AC/DC, Vario 8 c/i AC/DC low vacuum,
Vario 18 AC/DC, Vario 18 c/i AC/DC medium vacuum)

AKKYMynAaTOp CKOPO pa3paantbcs. 3apsiia akkymynsaropa XBaTut npuMepHo Ha 10 MUHYT akTMBHOW paboThbl.

CBeTtoanoaHbIN MHAMKaTOp Muraet Yyacto (Tonbko ans Vario 8 AC/DC, Vario 8 c/i AC/DC low vacuum,
Vario 18 AC/DC, Vario 18 c/i AC/DC medium vacuum)
AKKYMynsTop He ucnpaseH. Heob6xoamMmMo 3ameHUTb akkyMynsTop cM. rnasy 9

17 OB30P NPUHAQNEXHOCTEN

& NPEOOCTEPEXEHUE
Acnupatopsbl Vario 8 AC, Vario 8AC/DC, Vario 8 c/i AC/DC low vacuum, Vario 18 AC, Vario 18
AC/DC, Vario 18 c/i AC/DC medium vacuum 6binuM npoBepeHbl B COBMECTHoW pabote c
NpUHaANEeXHOCTAMU, KOTOpble nepedncnerbl HUxke. [ns npasunbHOM M 6e30nacHOn akcnnyaTaumm
acnupaTopbl CriefyeT UCMoNb30BaTh TOMBKO C OPUTMHANBHLIMU NPUHAANEXHOCTAMMU.

EmkocTu nnacTtukoBble npeacTaBnsaoT cobow rpagynpoBaHHbIA KOHTEMHep Ans cbopa cekperta. O6beMbI
emkoctern 0,25 n.,0,5n., 1 n.,,2n., 3 n., 5n.. Cnocob crepunmsaLmm — aBTOKIaBUpOBaHUE.

KpbiWwKkn uncnonb3yeTca Ans 3akpbiBaHWS €MKOCTEN NnacTMKoBbIX. Ha Kpblwkax ecTb pasbembl AN
NoaKnioYeHnss Tpybok, Maywmx OT naumeHTa M TPyOOK CUMITMKOHOBLIX, MAYLIMX OT acnupartopa. Kpbiwku ¢
PE3MHOBbIM YMNNOTHUTENEM HAAEXHO (DUKCUPYIOTCA K EMKOCTU C MOMOLLbI 2-X MMAacTMKOBbLIX knunc. Cnocob
CTEepunM3aumm — aBToKIIaBUpoOBaHue.

KnanaHbl npeacraBnsaoT coBOM KOHYCHYIO 3armnyLuky, KOTopas KpenuTCsl CHU3Y Ha KPbILKY WU NpenaTcTByeT
nepenoriHeHuo emkocTn. Cnocob crepmnmsaLmm — aBTOKIaBUpOBaHUE.

HakoHe4HMkn npeacTaBnsitoT cO60N CUNMKOHOBBIE YaLleYyku AN BaKyyM3IKCTpaKkuuu nrnoaa, NpuMeHsieMble B
npoLiecce poaoOBCMOMOXEHUA Yyepe3 eCcTeCTBEHHble pPoAOoBble NMyTWU unu npu onepaumm KecapeBa cedeHus.
BHyTpeHHWU aunameTp ronosku yaweuek 40, 50 n 60 mm., pasmep BbibupaeTca B 3aBMCMMOCTU OT pa3mepa
ronosku nnoga. Cnocob cTtepunusaumm — aBTOKNaBMpoOBaHME.

AKKyMynsaTopbl — BCTPOEHHbIN pe3epBHbIN MCTOYHUK MWUTaHWs, no3sonseT paboTtaTtb acnupatopom 6e3
nogknoyeHusa k anekrpocetn. Akkymynstopbl NiMH, pecypc - 30 MUHYT akTMBHOW paboTbl, BPEMS MOJTHON
3apsagku 5 vyacos.

Kabenu npegHasHayeHbl AN NOAKMIOYEHMS acnvpaTopa K 3fekTpoceTu.

LLHYypbI coeanHUTeNbHbIE NpeaHasHavYeHbl AN COeANHEHNS NPUHAANEXHOCTEN C acnnMpaTopoM.
PerynaTtopbl Bakyyma — py4ka NOBOPOTHas U MeXaHU3M PerynmpoBKM Ana U3MeHEeHUs1 YPOBHA BakyyMa.
BakyymmeTpbl npeactaBnsaioT cobon LmdepbnaT co LwKanom u CTperkon, Ha KOTOPOM B PEXMME peanbHOro
BPEMEHN MOXHO KOHTPONMPOBaTb ypoBeHb Bakyyma. Ha uudpepbnate asonHas wkana sakyyma - kl1a n mm

pTyTHOro cronba.

CyMKVI MCNONb3YKTCA ONA NEePEeHOCKU N XpaHEeHNA BakKyyMHOIo acnmparopa.

Tenexku NpeacTaBnsalT cCOBON meTannokapkacHyo KOHCTPYKLMIO Ha Konecax AMs KPpenneHus 1
XpaHeHus NpUHaANexXHOCTEN, TakuX Kak, eMKOCTU, AepxKaTenu, Tpyoku.

Monka AanAa acnuparopa ucnonb3yeTcs ANs HAOEXHOro KpenneHus acnupatopa Ha MOOWUIbHYIO CTOWKY.
AcnupaTtop KpenuTbCsl K NMOske C MOMOLLbIO 4 KpeNneXHbIX BUHTOB.
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EmkocTu ona gpeHaxa npencraBnsioT coOOM pesepByap C KPbILLKOW, KOTOPbIA Mchnonb3dyeTca ans cobopa
cekpeTa oTxogsulero no gpeHaxam. Obbem emkocten ana gpeHaxa 1,5 n 2,5 n.. Cnocob ctepunusauum —
aBTOKMNaBMpPOBaHME.

OepxaTenu — nnacTMKoBbIE NPUCNOCOBNEHUS AN KpenneHns NpuHaaneXHOCTEN K TeNEeXKe Unn acnnpartopy.
TpyObkun npegHasHaveHbl A4S COeAMHEHUSA EMKOCTEN C HakoHeYHKkamu. [inuHa Tpybok 150 cm.

prGKVI CUJNTUKOHOBbLIE TMpeaHa3Ha4vyeHbl And coeguHeHua acnmpatopa C €MKOCTbH NNacTUKOBOMN. ,D,J'II/IHa
Tpybok 25 cm, 34 cm, 60 cm, 100 cm, 120 cm, 150 cm, 180 cm, 200 cm, 500 cm. Cnocob crtepunusaumm —
ABTOKIMaBMpoBaHUeE.

ApanTtepbl npeactaBnaAlT  coboW  NNAcTUKOBblE  COEOUHUTENbHbIE  3MNEeMeHTbl € 0-06pasHbIMuU
yAnoTHUTENAMU ANs coefuHeHus Tpybok C emkocTaAMu M acnupaTtopamu. Cnocob crtepunusauumn —
aBTOKMNaBMpPOBaHME.

PunbTpbl — 3alMTHOE YCTPOMCTBO, COCTOSILLEE M3 MMacTUKOBOrO Koprnyca Co BCTaBKOW U3 punbTpytowiero
MaTepuana, KpensaTcs Ha eMKOCTb MMacTUKOBYHO UMM acnupaTtop U MCMOMb3yHTCA ANd 3aliMTbl acnvpaTopa
OT 3arpsa3HeHus. 3agepxmBatoLLas cnocobHocTb punbTtpa — 99,985% ana vyactuy 6onee 0,3 MKp.

EnOKMpaTopbl Konec npegHa3Ha4veHbl And CbI/IKcaLI,VII/I KONec Ha Tenexkax U CTomkax MOBUITbHbIX.

Ctonkn MoOGunbHble NpeacTaBnsieT COOOV LieHTpanbHYHO KOMOHY C 4-My4yeBbiM OCHOBAHMEM Ha Kornecax,
npeAHasHa4YeHHyo Ansa nepemMeLleHus acnmparopa.

Pyuykn - [1-06pa3Hbii 3nMeMeHT, KOTOpbIA KpPenuTcs K KOpMycy acnupatopa W ucnonb3yeTcs Ang
TPaHCNOPTUPOBKN.

Koneca - cOBoeHHble ponuknu, AnameTpom 75 MM, npeaHasHadeHbl Ans obecneyveHuss nepeaBuKeHust
TenexekK U CToek MOBUITbHBIX.

MepexoAHUKM NpeacTaBnstoT cobol NNacTUKOBLIE KOHYCHbIE 3MEMEHTbl, NpeAHasHa4YeHbl Ansi COeAMHEHMS
TpyOOK C HAaKOHEYHUKaMW.

Mepanu  BKMIOYEHUA/BLIKIMIOYEHUA  HOXHbIE  UCNOMNb3YTCA  ANS  OUCTAHUUMOHHOIO  HOXHOTO
BKIMIOYEHNS/BbIKNOYEeHNA acnmpaTopa. Knacc 3awmutsl ot 6pbi3r IP 67

Mepanu perynAaTopa BaKyyMma npefHasHadeHbl Ansi OUCTAHLMOHHOMW HOXHOW pEerynvpoBKM Bakyyma B
npouecce onepauun. MpuHUUN paboTbl MTHEBMATUYECKUIA, 6€3 NOAKMIOYEHUS K 3NEKTPUYECTBY.
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18 TEXHUYECKUE XAPAKTEPUCTUKU

7

VACUSM

MakcnmanbHbI Bakyym

Vario 8 AC, Vario 8 AC/DC, Vario
8 c/i AC/DC low vacuum

0-9 kMa/0-68 mm pT. cT. (+10%)
Vario 18 AC, Vario 18 AC/DC
0-75 «klMa/0563 mm pT. CT.
(£10%)

Vario 18 c¢/i AC/DC medium
vacuum

0-55 klMa/0-413 mm pT. CT.
(£10%)

n3mepsieTca npu BbiCOTE Hag
ypoBHeM mopsi 0 M;
atmocdepHoe gasneHme
1013,25 rla. Cnegyet
NMOMHMWTL: YPOBEHb Bakyyma
MOXET U3MEHSITLCSH B
3aBUCUMMOCTU OT
MEeCTONonoXeHus (BbicoTa Hag
YPOBHEM MOpS, aTMOcdepHoe
JaBneHue 1 Temneparypa)

CkopocTb noToka

Vario 8 AC, Vario 8 AC/DC, Vario
8 c/i AC/DC low vacuum 8 n/MuH
(-1+ 10%)

Vario 18 AC, Vario 18 AC/DC,
Vario 18 c¢/i AC/DC low vacuum 18
n/muH (-1+ 10%)

YpoBeHb Wwyma 52 b

=
&
=

Vario 8 AC, Vario 18 AC 3,5 kr

Vario 8 AC/DC, Vario 8 c/i AC/DC
low vacuum, Vario 18 AC/DC,
Vario 18 c¢/i AC/DC low vacuum
4,2 kr

CE (93/42/EEC), Ila

%] 100-240 B, 50/60 'y ~ | 100-240 B, 50/60 'y
& 70 BA § | 80BA
# - .mr_.v:c-‘
1SO 9001
ISO 13485 CEo

%mcm

BxLUxI
380x170x285 mm

69

2

jﬂfm = TpaHcnopTupoBka/XpaHeHne

o

30
.5*
LC

| &

D

od ' OKCnnyaTaums
(2
' IP21
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19 OBO3HAYEHUA U CUMBOIbI

C€ou

[aHHbI cumBoOn
yKkasblBaeT Ha
COOTBETCTBME
obsi3aTeNbHbLIM
TpeboBaHuaM
Oupektnebl 93/42/EEC
ot 14 nioHsa 1993 roaa,
Kacaloluencs nsgenun

[aHHbI cumBon
yKa3blBaeT Ha Krnacc
acrnuvparopa.

[aHHbI cumBon
obo3HavaeT 3almTHoe

[aHHbI cumBon
o6o3HavaeT gaty
N3roTOBEHUS

[aHHbI cumBon
yKasblBaeT Ha TO, 4TO
YCTPOWCTBO He criegyeT

MeOULUHCKOro 3a3emIeHue. . 1cnonb3oBaTb Nocrne
Ha3Ha4eHus yKka3aHHOW aaTsbl.
OaHHbIN cumBON yka3biBaeT |p21 [aHHbI cumBOon pcs [aHHbI cumBon
@ Ha COOTBETCTBUE yKa3blBaeT Ha CTENeHb 0603HavyaeT Konm4ecTso
¢ w  OOMOJNTHUTENbHbLIM 3alUnTLI OT eavHUL N3genvs B
TpeboBaHMaAM Mo NPOHMKHOBEHMS yrnakoBke
BesonacHocTu MHOPOAHbIX YacTul, a
MeOULUHCKOro Takke OT BpeaHoro
obopynoBaHus, BO34EeNCTBUS Npu
nencreyowum B CLUA 1 NPOHUKHOBEHUW BNaru.
KaHape.
[ OaHHbIN cumBON yka3biBaeT [aHHbI cumBon REF“ [aHHbI cumBon
§ Ha HopMaTUBHbIE . ykasbiBaeT Ha Tun CF 0b603Ha4aeT HOMep Mo
XapakTepUCTUKN Hacoca. pabouunx yacTten KaTanory npov3BoauTens.
OaHHbIN cumBON yKka3biBaeT [aHHbI cumBon W [aHHbI cumBon
Ha HeobxoouMOCTb YKa3bIiBaeT Ha OTCYTCTBUE e 0603HayaeT cepuiHbIn
@ BbIMOSIHEHNS YKa3aHUM GesonacHocTu ans HOMep M3genus
pykoBOACTBa MO MarHMTHOro pe3oHaHca
aKkcnnyaTauum
i OaHHbIN cumBON yKa3biBaeT [aHHbI cumBOon L—OT [aHHbI cumBon

Ha NPEQYMNPEXOEHNA
nnm
NMPEOOCTEPEXEHWA,
CBSI3aHHblE C
“cnonb3oBaHMeM
yCTpOWCTBA.

(((i) )

yKa3blBaeT Ha
BEPOSATHOCTb
BO3HUKHOBEHUA MOMEX
Npy HaXoXAeHUN B
HenocpeaCcTBEHHON
onusoctn oT
obopynoBaHus,
NOMEYEHHOro 3TUM
CUMBOJIOM.

obo3Ha4vaeT ko,
npouseoauTens ans
napTum n3genumn

OaHHbIN cumBON yka3biBaeT
Ha pekoMeHaauuu,
CBSI3aHHbIE C TEXHUKOWN
Be3onacHocTu.

[aHHbI cumBOon
yKa3blBaeT Ha
noaknoyeHme
npoBoOHMKa
BblpaBHMBaHUSA
noTeHumanoB

[aHHbI cumBon
obo3HavaeT
npegoxpaHuTenu

OaHHbIN cuMBOn
0003Ha4yaeT 3a3eMneHme.

2

[aHHbI cumBon
ob6o3HavaeT nopt
NoAKMIOYEHNS HOXXHOTO
nepeknoyaTens
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[aHHbI cumBon
obo3HavaeTt
npousBoanTens.

[aHHbI cumBon
yKkasblBaeT Ha
orpaHuyeHus
Temnepartypbl npu
aKcnnyartauuu,
TPaHCNOPTMPOBKE U
XpaHeHUw.
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[aHHbI cMMBON ykasblBaeT
Ha orpaHuyeHus no
BMa)XHOCTU Npu
aKcnnyaTaumm,
TPaHCMOPTUPOBKE U
XpaHeHun

[aHHbI cMMBON yKasblBaeT
Ha HeobxoauMoCTb
aKkKkypaTHoro obpalleHus ¢
XPYMKUM YCTPONCTBOM

[aHHbI cMMBON yKasbliBaeT
Ha orpaHuyeHus no
aTMocdepHOMY AaBMNEHMIO
npu aKkcnnyarauuu,
TPaHCMOPTUPOBKE U
XpaHeHun

[aHHbI cMMBOn yKasblBaeT
Ha HeobxoanmocTb 6epeyb
YCTPOWCTBO OT nonagaHusi
Bnaru.

[aHHbI cMMBON yKasbliBaeT
Ha TO, YTO YCTPOWCTBO He
crnegyeT Ucnonb3oBaTb Npu
NoBpEXOEHHON yNnakoBKe

[aHHbIh cumBOon 00o03Ha4YaeT
MaKCMMasbHbIN YPOBEHb
BaKkyyma, co34aBaemMoro
YCTPOWCTBOM.

[aHHbI cMMBON ykasbliBaeT
Ha KONMYeCTBO eAnHNL,
n3penusi, CogepxaLlmnxcs B
ynakoBkKe.

[aHHbI cumBOn 0bo3Ha4YaeT
BO3MOXHbIE YPOBHM
NpOV3BOANTENBHOCTH
yCTpOWCTBa

[aHHbI cMMBON yKasbliBaeT
Ha TO, YTO YCTPOWCTBO He
cnegyeT yTUnumavMpoBaTb
BMecCTe C
HEeCopTUPOBaHHbLIM
ObITOBBIM MyCOPOM (TONBKO
ans EC).

[aHHbI cumBOn 06o3Ha4YaeT
anekTpuyeckme

XapakTepuCTUKK acnvparTopa.

[aHHbI cMMBON yKasbliBaeT
Ha TO, YTO MaTepwuan
SIBNSIETCS YacTblo Npouecca
NoBTOPHOW NepepaboTku.

[aHHbIh cumBOon 0bo3Ha4YaeT
BEC acnupaTtopa.

[aHHbI cMMBON ykasbliBaeT

[aHHbIh cumBOn 00o3Ha4YaeT

Karton . =
Carton Ha Hanm4me KapTOHHOW pasmMepbl acnmpartopa
Board yNaKoBKM A| (BxLUXT).
\\: [aHHbI cMMBON yKasbliBaeT B [aHHbI cMMBON yKasbliBaeT
o oy

Ha TO, YTO YCTPOWCTBO
cneayet 6epeyb OT
BO34ENCTBUS NPSIMOro
COIHEYHOro CBeTa.
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Ha yCTPOWCTBO
OrpaHUY4eHHOro NPUMEHEHWSI.
depgepanbHoe
3aKoHOAATeNbCTBO
orpaHuuuBaeT npogaxy
3TOro YCTPOWCTBA TOMbLKO
npodeccrnoHanbHbIM
MeauvKam Unu no ux sakasy.

Medela AG
Lattichstrasse 4b

6341 Baar, Switzerland
www.medela.com
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Medela.com website provides all the educational tools you need to set-up and operate the Invia Liberty NPWT
system. The Medela University page includes instructions for use, quick cards and training videos to support you
in becoming a confident and knowledgeable NPWT user.

www.medela.com

NPWT University can be found at www.medela.com via the “University” tab. It is available on all formats including
desktop, smartphone and tablet. We recommend saving NPWT University as a shortcut on desktop, smartphone
and tablets for an even quicker access.
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Introduction

With the Invia Liberty you have selected a system for use in Negative Pressure Wound Therapy (NPWT).
The lightweight Invia Liberty pump provides an adjustable negative pressure range and two therapy
modes along with an electronic measuring and monitoring system. The pump is quiet during operation
and has optical and acoustic status alarms for patient safety.

Invia Liberty is portable and can be operated independent of the electrical outlet thanks to a recharge-
able battery. Acoustic and optical signals are triggered for variances from the set values as well as for
faults.

To consider before use

These instructions for use are a general guide for the use of the Invia Liberty pump with associated prod-
ucts. Medical matters must be addressed by a physician.

In order to ensure safe and proper operation of Medela products, a quality management system is used.
Please meet the conditions below (failing to do so will void the warranty). Invia Liberty NPWT system is to
be used exclusively as described in these instructions for use.

— Before initiating NPWT treatment, read the instructions for use, indications, contraindications, warn-
ings, cautions and safety instructions. Nonobservance and incorrect use can lead to considerable
dangers and cause pain and injury to the patient.

— Safe and effective operation of this device requires specific instructions from a physician.

— For use only by persons who have been adequately trained in wound care and negative pressure
wound therapy.

— Therapy changes (pressure level, constant or intermittent mode) should only be done as prescribed by
a physician.

— In these instructions for use “pressure” in general implies “negative pressure”.

— Please keep in mind that each wound is unique and must be assessed by a qualified
medical professional who must use his / her best clinical judgment when applying this therapy.

The pressure level and therapy mode must be adapted to each individual patient according to his / her
medical knowledge and according to the wound healing phase.

Intended use

Intended user

The Invia Liberty NPWT system is intended to be used by healthcare professionals or adequately
trained lay users.

Healthcare professionals are responsible to train lay users according to the patient instructions for
use and explain all related safety information.

Intended patient population
The Invia Liberty NPWT system is intended to be used on patients only exhibiting conditions as
described in the indications for use. The device has not been studied in pediatric patients.

Intended environment
The Invia Liberty NPWT system is intended for use in acute, extended and home care settings.

&mc’l‘pamm MU B Pocappaeragzope
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Indications for use

The Invia Liberty Negative Pressure Wound Therapy (NPWT) system is indicated for patients who would
benefit from a suction device (NPWT) as it creates an environment that promotes wound healing by
secondary or tertiary (delayed primary) intention by preparing the wound bed for closure, reducing edema,
promoting granulation tissue formation and perfusion, and by removing exudate and infectious material.
When used on closed surgical incisions, the Invia Liberty NPWT system is also intended to manage the
environment of surgical incisions that continue to drain following sutured or stapled closure by maintaining
a closed environment and removing exudate via the application of Negative Pressure Wound Therapy.

The Invia Liberty NPWT system is appropriate for the following indications:

— Acute or subacute wounds - Venous insufficiency ulcers
— Chronic wounds — Traumatic wounds

— Dehisced wounds — Partial thickness burns

— Pressure ulcers - Flaps and grafts

— Diabetic/Neuropathic ulcers - Closed surgical incisions

Contraindications

The Invia Liberty NPWT system is contraindicated in the presence of:

— Necrotic tissue with eschar present — Exposed vasculature

— Untreated osteomyelitis - Exposed nerves

— Non-enteric and unexplored fistulas — Exposed anastomotic site of blood vessels
— Malignancy in the wound or bypasses

- Exposed organs

Warnings, cautions and safety instructions

i|> WARNINGS

Indicates a potentially hazardous situation which, if not avoided, could result in death or serious injury.

CAUTIONS
A Indicates a potentially hazardous situation which, if not avoided, could result in minor or moder-
ate injury.

(‘h Safety related tip
Indicating useful information about the safe use of the device.

The Invia Liberty Negative Pressure Wound Therapy system (Invia Liberty NPWT system) is intended for
the use described in these instructions for use.

Medela is only responsible for the effect on BASIC SAFETY, reliability and performance of the Invia
Liberty NPWT system if it is used in accordance with the instructions for use.

Please read and observe these warnings and safety instructions before operation.
These instructions for use must be kept with the device.

Please note that these instructions for use are a general guide for the use of the product. Medical
situations must be addressed by a physician.

Peruncrpanus MU B Pocangpasranzope 7
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WARNINGS

Do not modify this equipment without authorization from the manufacturer.

This manual provides general guidelines for the use of the Invia NPWT system.

The safe and effective operation of this device requires specific instruction from a physician.

No modification of this equipment is allowed.

For use only by healthcare professionals who have been adequately trained in suction procedures,
wound care, negative pressure wound therapy and in the use of aspirators or adequately trained
lay users. Healthcare professionals are responsible to train lay users according to the patient inst-
ructions for use and explain all related safety information.

Caution: Incorrect use can cause pain and injury to the patient.

Consult the indications for use, cautions and contraindications when using the Invia Liberty as a
vacuum source with the Invia NPWT system. Failure to read and follow all instructions in this
manual prior to use may result in death or injury of the patient.

Failure to obtain consent and any additional instructions from the treating physician prior to use,
may lead to death or injury of the patient.

Before you plug in the device, please check that your local power supply is the same as the voltage
given on the specification plate.

The device is not for use while bathing or showering

Do not dry Invia Liberty in a microwave.

Data transfer via USB is not possible in the running mode.

A patient undergoing NPWT requires frequent supervision. Objective indications or signs of possi-
ble infection or complication must be addressed immediately (e.g. fever, pain, redness, increased
warmth, swelling or purulent drainage). Monitor the device, wound, surrounding skin and patient
status and comfort level frequently to ensure efficient, safe treatment and patient comfort.

Do not place the foam/gauze dressing directly on exposed blood vessels, organs, nerves, tendons,
bones or ligaments. When using the Invia Liberty NPWT system in close proximity to these struc-
tures a protective barrier, such as a non-adherent wound contact layer, must be used.

Serious or fatal injury can result from bone fragments or sharp edges (e.g. staples or hardware)
that could puncture protective barriers, vessels or organs.

Patient must be closely monitored for bleeding. If sudden or increased bleeding is observed, imme-
diately stop use of the pump, apply pressure on wound dressing and seek immediate Emergency
Medical Attention.

Should a spinal cord injury patient experience autonomic hyperreflexia, discontinue treatment with
the Invia Liberty NPWT system and consult a physician immediately.

Never place the Invia Liberty pump in water or liquids. Clamp the drain and disconnect from the
dressing prior to bathing or showering.

Consider the use of a protective barrier on skin that may come in contact with the tubing, espe-
cially in patients with fragile skin.

Invia NPWT instructions advise 24 hours therapy without interruption. If therapy is discontinued for
more than 2 hours using foam or gauze, the dressing should be replaced and therapy restarted by
a healthcare professional.

This device has not been studied in pediatric patients.

Clamp the drain and disconnect the Invia Liberty pump prior to patient entering hyperbaric oxygen
chamber (HBO) or Positron Emission Tomography (PET).

The Invia Liberty NPWT system is not for use in the Magnetic Resonance (MR) environment, so do
not take the Invia Liberty NPWT system into this environment.

&mc’l‘pamm MU B Pocappaeragzope
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— Explosion hazard — the Invia Liberty pump is not for use in potentially explosive environments
including oxygen enriched environments and in areas of flammable anesthetics.

— In the event that defibrillation is required, disconnect the pump from the wound dressing before
the patient is defibrillated.

— Special care is advised for dressing placement and removal in order to avoid situations such as
unintentional gauze or foam retention.

— This product contains lithium-ion batteries which bear risk of fire, explosion and burns. Do not
disassemble, crash, heat above 100°C, incinerate or dispose of in fire.

Contact your local Medela customer service representative for assistance with product operations.

A CAUTIONS

The following statements describe medical conditions that may require special care for the safe and

effective use of the Invia NPWT system.

— Patients at high risk for bleeding and hemorrhage.

— Patients taking anticoagulants or platelet aggregation inhibitors, or with patients experiencing
active bleeding or difficult wound hemostasis.

— Wounds that involve a fistula.

— Using Invia NPWT system in close proximity to blood vessels and organs or exposed organs,
vessels, nerves, tendons, or ligaments. Provide necessary protection of all vessels and organs
using a protective barrier.

— Patients with a history of vascular anastomosis or friable, irradiated, sutured or infected blood
vessels.

— Use near vagus nerve (bradycardia) or use on patients with a history of spinal cord injury
(stimulation of sympathetic nervous system).

— Gircumferential dressing application.

Incorrect use may cause pain and injury to the patient. Excessive negative pressure,
a too tight adhesive cover dressing, or an infection of the wound may cause pain to the patient. In
either case, the dressing must be removed and the wound assessed.

The patient should be monitored regularly according to physician instructions and facility guidelines
to monitor patient comfort, therapy compliance and signs of wound infection.

Do not use an Invia Liberty canister or tubing if the sterile packaging is damaged.
The Negative Pressure Wound Therapy must be used 24 hours per day without interruption. If the
pump is stopped for more than two hours, the dressing must be changed and therapy restarted.

Consider the patient’s size and weight when prescribing this device.
Consider mode of therapy — intermittent versus continuous.

Peructpanua MU B Pocagpasragsope 9
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Safety instructions

— Before you plug in the device, please check that your local power supply is the same as the voltage
given on the specification plate.

— The Invia Liberty pump is verified within the scope of conformity evaluation and is only to be used with
products included in the Invia Liberty NPWT system and distributed by Medela. Medela can only gua-
rantee the effective performance of the system with these products.

— Wireless communication equipment such as wireless home network devices, mobile phones, cordless
telephones and their base stations, and walkie-talkies can interfere with the Invia Liberty pump and
should be kept at a minimum distance of 30 cm away from the Invia Liberty pump.

— The patient should be regularly monitored according to facility or institution guidelines.

— Invia Liberty pump must remain in an upright position during use.

— Supervision is necessary when the Liberty pump is used in the vicinity of children.

— Do not use Invia Liberty pump if:
—  The power cord or plug are damaged
— The device is not functioning properly
—  The device is damaged
— The device has apparent safety defects

— Never pull the plug out of the main socket by pulling on the connecting cable.

— Keep the Invia Liberty pump with associated products away from hot surfaces.

— Never place the Invia Liberty pump, charger or docking station device in water or other liquids and
keep the charger connector away from moisture or immersion in water.

— The Invia Liberty pump must not be used for suctioning explosive, easily flammable or corrosive
liquids.

— The tubing connected to the canister must never come in direct contact with the wound area.

Wound assessment

A CAUTION
Patient monitoring: The patient should be monitored regularly according to the
physician’s instructions and facility guidelines to check for patient comfort, therapy compliance
and signs of infection.

A WARNING
Objective indications or signs of a possible infection or complication must be addressed immedi-
ately (e.g. fever, pain, redness, increased warmth, swelling or purulent discharge). Non-obser-
vance can lead to considerable danger to the patient.

Observe wound/periwound tissue and exudate for signs of infection or other complications. Most com-
mon signs of infection include redness, tenderness, fever, swelling, itching, increased warmth in the
wound area, strong odor or purulent discharge. Additional symptoms include nausea, vomiting, diarrhea,
headache, dizziness, fainting, sore throat with swelling of the mucous membranes, disorientation, high
fever (>38.8° C), refractory hypotension, orthostatic hypotension, or erythroedema (a sunburn-like rash).
More serious complications of infection include pain, discomfort, fever, gangrene, toxic or septic shock. If
more serious complications of infection occur, discontinue therapy and consult a physician immediately.
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Safety-related checks

For the safety-related checks, the device should be maintained and repaired throughout its service life in
compliance with the service procedures.

The Invia Liberty pump is a device in protection class Il (EN IEC 60601-1), the safety-related checks are
confined to visual inspection of the housing and charger for damage. This check must be performed prior
to each use.

Devices of protection class Il do not have a protective earth conductor; there is therefore no need

to check the earth leakage current.

The Invia Liberty pump enclosure is made entirely of insulated material. Tests of the enclosure leakage
current using common measuring instruments will therefore not reveal measurable values.

Even when suctioning a conductive fluid until the overflow protection device activates, measurements of
the patient leakage current using common measuring instruments will not reveal measurable values.
Invia Liberty pump does not have patient circuits or functional earth connections.

Dressing technique

Consult the appropriate Invia wound dressing instructions for use for information regarding dressing
applications. Perform a thorough wound cleansing per physician orders or facility protocol prior to dres-
sing applications.

Routine dressing changes should occur every 48-72 hours. Dressing changes for infected wounds
should be considered more frequently.

Dressing change

(“ Dressings (wound contact layer, wound filler, wound cover, internal drain, drain adapter, FitPad)
should be changed every 48 to 72 hours, but no less than 3 times a week, or as instructed by the
healthcare professional.

When treating infected wounds or wounds more susceptible to tissue in-growth into wound filler material,
more frequent dressing changes may be needed. The frequency of dressing changes should be based
on an evaluation of the wound characteristics rather than standard recommendations.

@™ 'mportant things to remember:
— Routinely check that the negative pressure level and the therapy mode is at the prescribed
setting.
— Monitor the integrity of the dressing and that the pump is on and running.

Peructpanua MU B Pocagpasragsope 11
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Invia Liberty pump

Canister tubing

Suction port / /
=l
Canister =l

Display

release
button medela ¥
Canister

[ Invia Liberty
Specification plate -|-

USB port

Electrical
outlet port

Bedholder brackets

Standard rail holder

The max flow of Invia Liberty pump is 5 liters/minute with an adjustable pressure range
of =40 to —200mmHg (-5 to —27 kPa).




Display

Information field

Power
(ON/OFF)

Selection
buttons

Navigation

<4 field

Instruction field

“Soft” buttons

Therapy timer

Therapy ID number

Intermittent/Constant

o)

Administrative
(/\ mode/

>

Battery
charging status

Air leakage indicator

\— Patient mode

V]

<

Run/Standby indicator
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Invia Liberty pump disposables

Invia Liberty canister with solidifier 300 ml and 800 ml

Overflow protection/
Bacteria filter

Safety chamber
Graduation | q &W"' it )
f Sealing ca
' \ F‘T‘pfﬂ—g P

scale

Fluid chamber Fluid chamber

Capacity 800 ml Capagity 300ml
Material: Polypropylene
Accuracy of graduation: +/-2.5% (in the upright position)
Composition of solidifier: Cross-linked sodium polyacrylate
CAUTIONS
For appropriate, safe operation the Invia Liberty pump must remain in an upright position
during use.

If the pump tips over, set it upright again. The special construction of the safety chamber in the

upper region of the canister protects the overflow protection/bacteria filter from clogging immediately,
if tipped over.

When the canister is full and the pump tips over, this function is made inoperative, since the secretions
will flow into the safety chamber and clog up the hydrophilic filter. In this case an alarm will sound and
the canister will need to be replaced.




Invia Liberty canister tubing/Y-connector/Drain adapter

Tubing base

Air flush tubing I l/\

[ T ms

—

/”
,
-

s

(@]

o

3

=}

[0}

[¢]

=+

o

=}

2

]

i)

C

3

©

n
iy
R

- Y-connector

e

Quick-connector to
dressing tubing

Suction
tubing = ﬁ/

Drain adapter

Quick-connector

Connector to dressing tubing

Material: ~ TPE
Length: 1.56m
Diameter: 2.0/3.0mm

The canister tubing is comprised of two lumens:

The smaller lumen (measuring tubing) regulates the pressure and the larger lumen (suction tubing)
removes the fluid from the wound into the canister. A hydrophilic overflow protection/bacteria filter in the
tubing base helps to prevent contamination of Invia Liberty pump.

The Invia Y-connector with Quick-connector

For warnings and cautions of the Invia Y-connector with Quick-connector consult the Invia Y-connector
with Quick-connector instructions for use.
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Power supply

f CAUTIONS
Before you charge the device, please check that your local power supply is the same
as the voltage given on the specification plate.

WARNINGS
A This product contains lithium-ion batteries which bear risk of fire, explosion and burns.
Do not disassemble, crash, heat above 100°C (212 °F), incinerate or dispose of in fire.

Invia Liberty pump is operable while connected to the electrical power supply or by an internal recharge-
able lithium-ion battery. While in use and connected to the electrical power supply, the battery is re-char-
ged.

The charge on the battery is dependent upon the run-time of the pump. The run time refers to

the effective operation of the motor. Invia Liberty pump motor only turns on when the measured pressure
is lower than the set pressure. If the Invia Liberty pump is running continuously, Medela suggests a maxi-
mum of 4 hours of battery usage before it is necessary to recharge.

The average run time of the battery exceeds 10 hours. This is influenced by the size of the wound, the air
leakage in the system and the set pressure. If there is a leakage in the system, the pump motor will run
more often which will reduce the battery run-time.

USB port

Additional equipment connected to medical electrical equipment must comply with the respective IEC or
ISO standards (e.g. IEC 60950 for data processing equipment).

Furthermore all configurations shall comply with the requirements for medical electrical systems (see IEC
60601-1-1 or clause 16 of the 3Ed. of IEC 60601-1, respectively). Anyone connecting additional equip-
ment to medical electrical equipment configures a medical system and is therefore responsible that the
system complies with the requirements for medical electrical systems. Attention is drawn to the fact that
local laws take priority over the above mentioned requirements. If in doubt, consult your local representa-
tive or the Medela customer service department.

qu{cmamm MH B Pocsppaeransope
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Preparation for use

WARNING

Use only after instruction by trained personnel. Wear gloves for all operations and utilize universal

precautions.

1. Check necessary parts

2. Connect Invia Liberty
canister tubing

3. Click in Invia Liberty
canister

Invia Liberty canister tubing

medela L

va Lty

Invia Liberty canister

A. A. Open the tubing packaging
B. B. Insert the tubing base
into the pump as shown
(straight push)
A. A. Unpack new canister and

remove the safety sticker.

Slip the pegs at the bottom of
the canister into the slots at
the base of the pump. Lift the
canister towards the pump
until it clicks into place.

17



B. B. “Click” into place.
T i Canister secures tubing
e\
—
L cNick medeld
~
| 73

4. Connect the dressing tubing to the canister tubing.

-

g

5. Switch Invia Liberty pump A [ -~ | A.The pump will do a self-test

ON by pressing [] | %{Ldﬂ;ﬂ. and start running immediately.
| 1 F/'\‘ | You should hear the motor
| |]:[: . :J] “ running for a short time until
‘ ‘ ‘ L!; | the pressure is built up. If the
‘I (p) —_—| EJ‘ I‘. motor keeps running for more
f — | than 30sec. — check system
and retry.

(' If the above check was successful, switch OFF Invia Liberty pump by pressing

[ > 3 seconds ]. If the self-test is not successful, follow instructions shown on
the display or see the Alarms chapter.

For dressing applications, please refer to the instructions for use provided with the Invia dressings. Turn
the Invia Liberty pump on as described in the user modes section.

Invia Liberty pump user modes

Administrative mode

Used by healthcare professional to either set up new patient therapy or to change pump settings such as
pressure, air leakage volume, therapy Constant and Intermittent modes, intermittent times, language and
time zone. You can enter the Administrative mode when first turning the pump on or while therapy is run-

ning.
Patient mode

In Patient mode the pump can be turned on and off, placed in standby mode and an alarm can be
muted. In this mode the canister and tubing can be changed and the pump can be charged. When the
pump is turned off in this mode, last settings are used by default.




Administrative Mode

(‘ The factory default settings of the Invia Liberty pump are -125 mmHg and constant mode.

A CAUTION

The pressure level should always be set according to prescribing healthcare professional instruction.

When an Invia FitPad is used, the set pressure is controlled at the wound site.

Device setup

New patient therapy

o 1. Switch Invia Liberty pump ON in Administrative mode,
Wy
AT 44 press and hold | u ], and then press [ ].
( ]:l: A Self-test starts
e VI If the self-test is not successful, follow instructions shown on
(L J the display or see the Alarm chapter.
(B2}
medela*
Invia Liberty
wer. 1.22
2. Acknowledge disclaimer. Press “OK” [n ] to confirm.
Disclaimer

This device may only be used by a
medically traned person.

Please confirm that you have read

the instructions for use. “New patient? Yes/No”

oK “Yes” means that Invia Liberty pump will issue a new therapy
ID number (= new patient).
This number can be noted in the patient’s file.
The therapy ID number is displayed in the information field.

New patient?
If yes
Press “Yes” [n ] to confirm.
No Yes
Press “OK” [ n ] to enter the main display.
“No” means that the therapy ID number and settings remains
Please wiite the numbers below unchanged (= same patient).
on Patient file:

Serial number: 152887
rapy 1D: 1

If no
Press “No” [ u ] to confirm and enter the main display.
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LTI o 1 O
L

125 Y

Back oK

Administrative mode

"
.~0:.'
- e Co

5| N

. 9

iy wamows | ||

oo b =
|

[y ndnoh 1 CO

G

d

pressure =125 mmug =

Standby (3 sec.)

Change pressure level

LTI o 1 O
)
125 B U

-

3. Press the Selection buttons [ Jor| ] to set pressure level.

4. Press “OK” [ n ] to confirm and enter the main display.

1. To enter the Administrative mode, unlock the display,
press and hold [u ], and then press [ ].

CAUTIONS
Set the pressure level and therapy mode according to prescribing
healthcare professional instruction.

Default pressure mode is Standard with preset pressure levels:

1. To enter the Administrative mode, unlock the display,
press and hold [o ], and then press [ 1.
2. Press the Selection buttons [ Jor| ] to set pressure level.
3. Press “OK” [ n ] to confirm.
4. To return to the main display, press “Back” [u ].

CAUTIONS

If the pressure level is not confirmed, the pump will switch back
to previous settings and return automatically to the main display
after 5 seconds.



Change pressure set-up mode

Detailed pressure mode allows to select pressure level from
—-40 to —200 mmHg in increments of 5mmHg (5kPa to 27kPa
in increments of 1kPa)

1. To enter the Administrative mode, unlock the display,
press and hold [ [ 1, and then press [ &) 1.
2. Press the soft buttons [ D + o ] at the same time to enter

Settings 13 the Settings menu.
Pressure -125
Unit Pressure mmHg H H
e ——— Stamgand 3. To switch pressure modes, scroll down with [ ] and select
Air Leakaye Slandard Pressure set-up.
I anguage Fnglish
Back 0K 4. Press "OK" [n] to select.
5. To change between Standard and Detailed pressure modes, press
Settings 1/3 Selection buttons [ ] or [ ] to choose Standard or Detailed
Pressure 125 mode.
Unit Pressure mmHg
Pressure set-un | Detailed| 6. Press "OK" [ a] to confirm.
Air Leakaye Starnlanl
| anguage Fnglish 7. Refer to Change pressure level instructions to select pressure values.
Back OK
Select air leakage volume @™ High air leakage mode is recommended when X-large dres-
sing is used.

Default air leakage volume is Standard. If the vacuum on the wound

is < 756% of the set pressure level or the air flow is > 1500ml/min,

leakage indicator is "full" and flashes, indicating there is a big air leak

in the system. The air leakage alarm will go off within 2 minutes if the

air flow is above the defined level or after 1 minute if the set pressure

Standby (3 sec.) is not maintained. Follow the instructions shown on the display, or
see the Alarms chapter.

nn 1 C 63

For wounds with air leakage volume between 1500ml/min and
2200ml/min, High air leakage volume mode is available. If the vacuum
on the wound is < 756% of the set pressure level or the air flow is >
2200ml/min value, leakage indicator is "full" and flashes, indicating
there is a big air leak in the system. The air leakage alarm will go off
within 2 minutes if the air flow is above the defined level (2200ml/min)
or after 1 minute if the set pressure is not maintained. There will be
no leakage alarm during the first 5 minutes which allows establishing
the set pressure on a wound with high volume without an alarm.
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Settings 173

Pressure -125

Unit Pressure mmHg
Pressure set-up Standard
St
I anquane Fnalish
Back 0K
settngs 173

Pressure -125

Unit Pressure mmHg
Pressure set-up Standard
e
I anguage Fnglish
Back OK
settngs 173

Pressure -125

Unit Pressure mmHg

Pressure set-up Standard

Air Leakaye
I anguage Fnglish

Back OK

Selecting between Standard and High air leakage volume:

1. To enter the Administrative mode, unlock the display,
press and hold [° ], and press [ ].

2. Press the soft buttons [u + n] at the same time to enter
the Settings menu.

3. To change air leakage volume, scroll down with [] and select
Air Leakage.

4. Press “OK” [ o ] to select.

5. To change between Standard or High air leakage, choose the
mode with the Selection buttons [] or [ ].

6. Press “OK” [ n ] to confirm.
7. To return to the main display, press “Back” [c ].



Change therapy mode

1. To enter the Administrative mode, unlock the display,

; ’
! C:,) press and hold | u ], and then press [ ].
pressure =123 mmhig v 2. To change the therapy mode, press "Standby"
[ n 3 seconds ] to put the Invia Liberty pump into the Standby

mode.

Standby (3 sec.)

Constant mode - C
The default therapy mode is Constant.

3. To change from Constant mode to Intermittent mode,

woon 1 C “ : » “«On”
ess Ch to Int ttent d then press “O .
5 pr [u] ange to Intermittent” an pr n [n]

pressure =125 mmiig v

Intermittent mode - |
The default times for Intermittent mode are 5 minutes on and

Change to Intermittent On .
2 minutes off.

4. To change from Intermittent mode to Constant mode, press

w1 L6 [c] “Change to Constant” and press “On” [n ].

d'
prossure =125 mmtg v
un 5 uff 2m|n
Change to Constant On
1 minute after the last button has been pressed,
ndoon 1 (‘ P

the Invia Liberty pump switches into Patient mode automati-
cally and the display is locked.

@™ 1 minute after the last button has been pressed,
Standby (3 sec) the backlight turns off. When pump alarms or any button is
pressed the backlight will illuminate.

(t The settings can only be changed when the pump is in the Administrative mode.

The settings possible to change are, Unit pressure, Air leakage volume, Constant and Intermittent modes,
intermittent times, language and time zone. Pump number, pump run-time and pump version can only be
viewed but not changed.
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Change settings

ndnoh 1

Co

pressure =123 mmig

o, -

e

Change to Intermittent on
Settings 1/3
Pressure 125
lnit Prassure mmHg
Pressure set-up Standard
Air Leakage Standard
Language English
Back oK
ndnoh 1 C (2]
g -
|2 .
pressure =125 mmHg [ o]
Standby (3 sec.)

1. To enter the Administrative mode,
unlock the display, press and hold [D ], and then press [ 1.

2. Press the soft buttons [°+o ] at the same time to enter
the Settings menu.

3. To change a setting, choose with the Selection buttons

(D19

Settings 1/3 Selection
Pressure 135 —401t0-200mmHg (-5 to —27 kPa)
Unit Pressure mmHg kPa/mmHg
Pressure set-up Standard Standard / Detailed
Air Leakage Standard Standard / High
Language English Languages according to list
Back 0K

Settings 2,3 Selection
On time 5 min 1-8 m?n
Off time 2 min 1-8min
Time zone +1h +12 until =12 hours GMT
Pump number 152887 as displayed
Pump run-time 27 h as displayed
Back 0K

Settings 3/3 Selection
Yersion 1.22 as displayed
Back 0K

4. Press “OK” [ n ] to select.

5. To change value,
choose with the Selection buttons [ ] or [ ].

6. Press “OK” [ n ] to confirm.

@™ 'f the changed setting is not confirmed with “OK”, the pump
will switch back to the previous setting.

7. Press “Back” | u ] to exit settings.
@™ 1 minute after the last button has been pressed, the Invia

Liberty pump switches into Patient mode automatically and
the display is locked.



Therapy Log file

In the Therapy Log file information regarding runtimes (on/off), pressure settings, therapy modes, alarms,
warnings and errors is listed. The last 51 events are logged and displayed.

To open the Therapy Log file
1. To enter the Administrative mode, unlock the display, press and hold

[y
Date nmLm “:: Iugtg [ u ], and then press [ l.
20110602 DFc41 Standby n:01 . .
Nl e = 2. Press Selection buttons [ 1+ [ ] simultaneously.
20110501 15:00 C (-130}) 15:15
o e ) T 3. To view additional pages, scroll with the Selection
o " Graph buttons [ (A 1 or [ 2 1.
List 4. To view the Therapy Log file as a graph, press “Graph” | o ].

5. To exit the Therapy Log file, press “Back” [D ].
nn 1 C 63

Mo Tu We Th Fr Sa Su

(‘ The Invia Liberty pump switches automatically into main display
(in Administrative mode) 30 seconds after the last button has
been pressed. After additional 30 seconds, the pump switches
into Patient mode and the display is locked.

Patient mode

Turn ON

Switch Invia Liberty pump ON by pressing [ ]

Self-test starts

If the self-test is not successful, follow instructions shown on the dis-
play or see the Alarms chapter.

(L]
medela®

Invia Liberty

Yer. 1.22

(‘“ When the pump is turned on in this mode, last settings (therapy
mode and pressure level) are used by default.

Check pressure

The set pressure will be shown on the display. The motor will run for a
few seconds to build up the pressure. If it runs continuously for more
than 30 seconds, check system for leaks.

nn 1 C 63 Air leakage indicator

An air leakage indicator is shown on the display to visualize if there is
an air leakage in the system.

Stondby (3 sec) a) When the indicator is “empty”, the system is air tight.

Perncrpanus MU e Pocanpasransope o5
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b) When the indicator is “half full” there is an air leak in the
system, but the pressure and therapy is maintained in
accordance with the set pressure.

o 1 C €3
a

pressure =125 mmig .v‘

L c) When the indicator is “full” and flashes, there is a big air

leak in the system. When pump is first turned on and a big air
leak is present the air leakage alarm will go off within 2 minutes in
the Standard air leakage mode or within 5 minutes in the High air
leakage mode if the set pressure is not maintained. When therapy
is running and a big air leak is detected, alarm will go off within 2
minutes. Follow the instructions shown on the display, or see the

Alarms chapter.

Standby (3 sec.)

Standby

Change the Invia Liberty pump into the Standby mode.
Press "Standby" [o > 3 seconds] and the pump motor will stop
running.

If the pump is in Standby mode for more than 5 minutes,
a warning will go off, follow instructions shown on the display
or see the Alarms chapter.

Turn OFF
Press [ > 3 seconds] and the pump will turn off.

Set up carrying case

The Invia Liberty is intended to be worn in a carrying case during operation.

1. Open the carrying case.
2. Slide the Invia Liberty into the designated pocket.
3. Close the velcro over the pump.

The shoulder strap can also be used as a belt strap.
To accomplish this, release the strap at the sides of the carrying case and pull it through the two loops
located on the back of the carrying case.

mcmamm MU B Pocappaeragzope

t.ru | infc t.ru




Change Invia Liberty canister
and Invia Liberty tubing

Change Invia Liberty canister and Invia Liberty tubing minimum once a week or, when the canister is full,
by visual inspection or when alarm sounds, in accordance with instructions on the pump display.

1. Provide sterile canister and sterile tubing.
2. Press "Standby" [ £ > 3 seconds] for the pump motor to stop

running. Clamp the canister tubing.
3.1 Position the clamp next to the quick-connector and close the
clamp on the pump tubing and close the clamp on the dressing

tubing. 1 ! n

3.2 Disconnect the canister tubing from dressing tubing.
3.3 Protect the end of dressing tubing from contamination.

4. Release and remove canister.

5. Seal used canister with a cap located on the side of the canister.

6. Remove canister tubing in direction of the arrow.
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8.1
8.2

8.3

8.4

Unpack new canister tubing and connect to Invia Liberty pump.
Insert the tubing base into the pump (straight push).

Unpack new canister and remove the safety sticker.

Slip the pegs at the bottom of the canister into the slots at the
base of the pump. Lift the canister towards pump until it clicks
into place.

Connect the canister tubing to dressing tubing. Ensure that the
tubing is un-clamped.

Press “ON” with [ £) ]. Pressure will begin to built up.

Dispose canister and canister tubing in accordance with local
procedures. In the home care setting, return disposables to care
giver for correct disposal.



Battery charging

@™ The battery must be fully charged before first usage. To
charge the battery, plug the charger into the electrical outlet
port in the Invia Liberty pump. You can continue to use the

N oo pump while it is charging.

s
S

The capacity of the battery is not negatively affected if it is charged when partially discharged and the
pump does not need to be fully charged at each occasion.

(‘~ The battery can be charged when appropriate, or in accordance with alarm signal for “Battery
low” or “Battery fully discharged (empty)” and instructions in the pump display.

There is approximately 30 minutes of charge remaining on the battery at the onset of the “Battery low” warning.
If the battery is completely discharged it will take 3 to 4 hours to charge to full status.

If the Invia Liberty pump is fully charged AND the pump is still connected to an electrical source,

(¥} will appear in the battery icon.

If the pump is disconnected from an electrical source, 4 bars are visible in the battery icon which indicates
that the battery is fully charged.

If Invia Liberty pump has not been in use, the battery must be charged approximately once every

6 months to ensure optimum function.

To disconnect Invia Liberty pump from the electrical source, remove the charger connector and close the
safety cover.

WARNING
Do not pull on the cable or the anti-bend protection.
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Alarms

The pump distinguishes between “Warning”, “Alarm” and “Internal fault”. If the Invia Liberty pump detects
any situations where the therapy cannot be maintained, an acoustic alarm sounds, a fault number and a
description of the problem appears on the display. For explanation of the fault number, see the Alarm
Table in this chapter.

Example: [

) I\
‘ @J \\ Problem

description

“ ‘ @W "f A \ on the display
IR
‘ Canister full B3 ( |
- V|

— | Fault number

\

. M|
” tﬂ ’)&Muta Btandhy(Bsec.)} E J \\\
| |

Troubleshooting
on the display

CAUTIONS

Invia Liberty instructions advise 24 hours therapy without interruption. If therapy is discontinued
for more than 2 hours using foam or gauze, the dressing should be replaced and therapy restar-
ted by a healthcare professional.

mcmamm MU B Pocappaeragzope
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“Warning”
An acoustic alarm sounds and the fault number is shown

on the display. ﬂ
XXX
“Alarm” m
An acoustic alarm sounds and the fault number is shown
on the display. A
XXX

When a Warning/Alarm goes off, an acoustic alarm sounds. A description of the “Warning”
or “Alarm” will be shown on the display.

1. Press “Mute” [o ] to mute and acknowledge the alarm.
The acoustic alarm will resume in 1 minute if the problem is not solved.

2. Follow the instruction shown on the display or see the Alarm table.

3. If the problem cannot be solved, turn off the Invia Liberty pump [ > 3 seconds]
and contact the Medela customer service for further instructions.

“Internal fault”

Pump operation stops and an acoustic alarm sounds, “Internal fault” is shown on the A
display.

1. Press [ > 3 seconds] and the pump will be turned off.
2. Restart the pump by pressing [] and the pump will be turned on.

3. |If the Internal fault alarm remains, turn off [ > 3 seconds]
Invia Liberty pump and contact the Medela customer service.
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Alarm table

a o] oblem de ptio oubleshoo
o ed a 0 e displa
[ 3] [ 3]
!
Battery low Charge battery
401
401
7 Mute Standby (3 sec.) Y Standby (3 sec.)
i 3 [ - (2}
!
USE connection not Unpluy USB cable
402 permitted
02
(o)) o
e X Mute Standby (3 sec.) Y standhy (£ ser)
=
=
S
!
Starndby mode Switch pump on or off
405
405
25 Mute on p=4 on
@ @
! Remove the pump from the heat
Internal temperature somree (e g ire | sunlight) o
406 high remove any additional coverage
(0. hlanket).
406
2 Mute Standby (3 sec) F=9 Standby (3 sec)
%] [T
. . " Check dressing for air leakage and
Air leak in system it canister is properly inserted.
Consult IHU for further mstructions.
301 PN
7 Mute Standby (3 sec.) Py Standby (3 sec)
3] 3]
System dogged 1 Check that tubi
'cm clogge: kinked. Check
302
Consalt 1
€ 302
S 2 Mute Standby (3 sec) F=9 Standby (3 sec)
<<
[ 3] [ 3]
"
Battery empty Charge battery
305
305
X Mute Py
€3 €3
"
Canister full hange canister
306 Q
306
7 Mute Standby (3 sec.) Y Standby (3 sec.)




Remarks/potential cause of fault

Recharge the battery either by placing the Invia Liberty pump in the
docking station or plug in the charger to the electrical outlet port on the pump.

Remaining time of battery is approximately 30 minutes.

Unplug USB cable

If the pump is in Standby mode for more than 5 minutes, an alarm will go off.

To continue therapy press “On” [ n] or switch off the pump by pressing [ > 3 seconds |.

Cool Invia Liberty pump down as per instructions on the display.

Dressing: - Check dressing for air leakage. Press firmly around the edges of the dressing, around
the drain tubing or on the Invia FitPad.
- Apply some additional film dressing to seal the leaking area.
Connectors: - Ensure that the dressing tubing is connected properly to the canister tubing.
- Ensure that the canister tubing is inserted straight into the pump.
Canister: - Ensure that the canister is properly inserted, release the canister and reposition.
- Ensure that the orange O-ring/gasket, placed beside the canister tubing on the pump
is not missing. Additional O-ring is available via Medela customer service.

Tubing: - Ensure that the tubing is not twisted, kinked or clamped.
- If the canister tubing is clogged, change the tubing.
Canister: - If canister is full or filter clogged, replace canister.

- If dressing tubing is clogged, change the dressing.
Then press "On" to restart the therapy.

Recharge the battery either by placing the Invia Liberty pump in the docking station or plug in the
charger to the electrical outlet port on the pump.

Remaining time of battery is 15 minutes.

Change the canister, see chapter “Change Invia Liberty canister and Invia Liberty tubing”.
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Alarm table

Fault number Problem description Troubleshooting Pressure
on the display on the display
3] 3]
; Y
311 gelftest failed : Snap the canister out and in again x
311
X Mute Py on
%) %)
. HH Check dressing for air leakage and
Pump in Standby il anister is properly inserted.
31 2 Leak in system Q X
Corsull TR for further instro lions.
312
€ 25 Mute on p=4 on
=
K]
<
"
Hilter dlogged Change canister
313 Ja) X
313
2 Mute on F=9 on
@ @
Wi i
— " Switch pump oft and on.
315 temperature exceeded If problem persists, contact your
Health Care reoresentative.
315

25 Mute p=4
5 w0
(] §
4= Switch pump off and on.
- Internal fault
© 1f problam persists, contact your
c Health Care representative.
[
-
£ X Mute Py

f CAUTION
If fault repeats, note the fault number, switch off the pump and contact the Medela
customer service.

A CAUTION
Invia Liberty instructions advise 24 hours therapy without interruption. If therapy is
discontinued for more than 2 hours using foam or gauze, the dressing should be
replaced and therapy restarted by a healthcare professional.




Remarks/potential cause of fault

Canister: - Release the canister and reposition.
Tubing: - Ensure that the tubing is not twisted, kinked or clamped.

Occurs when alarm 301 was pending for 5 minutes.
For troubleshooting, refer to instructions for Alarm 301.

Restart the pump by pressing “On” [ £} .

To restart the therapy after canister has been changed, press right selection button “On” [ £) ].

Occurs when Warning 406 was pending for 30 minutes.
Cool Invia Liberty pump down.

Restart the pump. If internal fault remains, turn off by pressing [ > 3 seconds | and
contact the Medela customer service.

x OPERATION HALTS

/ OPERATION CONTINUES
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Accessories overview

CAUTION

A The Invia Liberty pump is verified within the scope of conformity evaluation and is only to
be used with products included in the Invia Liberty NPWT system and distributed by Medela.
Medela can only guarantee performance of the system with these products.

Invia Liberty tubing

set, single, sterile LI/
087.0025
o~
b S =
Y- connector e
osro023
=
Drain adapter*
087.0024

Carrying case
087.0031

Qi

s
®

Invia Libe_rty cam_ster
0.31 with solidifier medelq v

087.0012 e
- | | -
138=

M|

Holder with standard rail

’ 079.0036

_—

1
Invia Liberty pump
1 with Instructions for
use
‘ 087.0003
Invia Liberty canister
0.81 with solidifier Charger
087.0017 . 087.0059

Docking station
079.0037

*Product not available in all countries
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Wound dressings

(‘ Wound dressings to be applied and changed by healthcare professionals only.

The Invia Liberty NPWT system is intended to be used in conjunction with the Invia dressings only. For spe-
cific dressing indications, contraindications, warnings and cautions, consult the appropriate Invia dressing
instruction for use.

Sterility and requirements for usage

The Invia Liberty disposables products are sterile and single use devices.

Canister tubing
Canister
Y-connector These are single use devices that should be disposed of after
Drain adapter and drain @ use. If reused performance of the product may deteriorate,
Invia FitPad cross-contamination may occur.

(tubing)

Wound dressing

CAUTION

A Do not re-sterilise. Do not use if inner package is damaged or opened prior to use.
Do not reuse. If reused performance of the product may deteriorate, cross-contamination
may occur.
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Cleaning and disinfection

f CAUTION
Invia Liberty pump with associated products (docking station, rail holder and charger) should be
cleaned/disinfected after every use. Before cleaning the device, unplug the pump from the wall

outlet.
Cleaning Disinfection Sterilization Dishwasher
Pump
Docking station / / x X
Rail holder
Charger Wipe off with Wipe off with a dis-| Sterilization/cleaning in a dishwasher is
. " a damp cloth. infecting agent NOT allowed.
Carrying case

* If needed, the carrying case can be washed in washing machine

f CAUTION
Invia Liberty pump, docking station, rail holder, charger and carrying case cannot be sterilized.
Immersion disinfection, thermal disinfection and ultrasound cleaning are not permitted.

Disinfection (Pump housing, docking station and charger)

f CAUTION
Invia Liberty pump can be disinfected with “alcohol”.

Disinfection

Invia Liberty can be disinfected with the disinfecting agent group “alcohol”.

Do not use other cleaning agents (e.g. Terralin) as they can damage the plastic housing.
Immersion disinfection, thermal disinfection and ultrasound cleaning are not permitted.

Sterilization
Invia Liberty and Invia Liberty accessories cannot be sterilized.

CAUTION
Do not use other cleaning agents (e.g. Terralin) as they can damage the plastic material.

Cleaning procedure for Invia Liberty pump, docking station and charger

1. Wear suitable protection (clothing, gloves, face mask and goggles) according to local guidelines.
2. Apply the disinfectant agent in accordance with instructions from the manufacturer™.
Pay attention particularly to edges, narrow corners and bottom side.
3. Leave the disinfectant on. Follow the recommended residence time for the disinfectant
as instructed by the manufacturer?.
4. Thoroughly clean the surface, all edges, housing niches, corners, bed holder, brackets,
port covers and bottom side.
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5. Wipe dry or air dry as instructed from the manufacturer?.
6. If needed, repeat step 2-5 to ensure proper cleaning.
7. Dispose contaminated material in accordance with local environmental guidelines.

CAUTION
Do not spray disinfectants directly into openings as this may harm electronic components.

For a detailed cleaning instruction, contact your Medela representative.
" Manufacturer of the disinfectant agent.

Disposal

Invia Liberty pump is made from various metals and plastics. Before disposal the rechargeable
battery and electronics must be removed according to instructions. Then Invia Liberty pump

is no longer operational. Disposal of electronics and plastic components should be handled in
accordance with local enviromental guidelines.

Invia Liberty disposables and dressings should be handled and disposed in accordance with
local environmental guidelines.

CAUTION
Must not be disposed of together with household refuse.

Maintenance / Safety-related check

Service work may only be carried out by authorized personnel. A safety-related check is confined to
visual inspection of the housing and charger for damage and must be performed prior to each use.
If Invia Liberty pump has not been in use, the battery must be charged approximately once every

6 months to ensure optimum function.

Guarantee

Guarantee for 2 years after date of delivery in used in accordance with these instructions. The manufac-
turer is not liable for any damage or consequential damage caused by incorrect operation, inappropriate

usage as well as use by unauthorized persons.

Service life

The service life of the device is five years; the internal batteries life included.

Peructpanua MU B Pocagpasragsope
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Signs and symbols

-

This symbol indicates a safety
related tip.

JAN

This symbol indicates a CAUTION or
WARNING associated with the device.

O]

This symbol indicates a class Il device.

hid

This symbol indicates to not dispose
the device together with household
refuse (for EU only).

il

This symbol indicates the date of
manufacture (four digits for the year
and two digits for the month).

o]

This symbol indicates the name and
the address of the manufacturer.

STERLE[EQ

This symbol indicates the device is
sterilized using ethylene oxide.

R only

This symbol indicates a prescription
device. CAUTION: U.S. Federal law
restricts this device to sale by or on
the order of a physician. (for US only).

This symbol indicates a type BF
applied part.

This symbol indicates manufacturer’s
catalog number.
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This symbol indicates manufacturer’s
serial number.

LOT

This symbol indicates manufacturer’s
batch code.

IP33

This symbol indicates the protection
against the ingress of solid foreign
objects and against harmful effects
due to the ingress of water.

u

This symbol indicates that the device
should not be used after the end of the
year and month shown.

©

This symbol indicates to follow
the instruction for use.

Tov
S0,
c us

This symbol indicates the compliance
with additional USA and Canada safety
requirements for medical electrical
equipment.

®

This symbol indicates to not use
the device if package is damaged.

pcs

This symbol indicates the number of
items.

This symbol indicates the direct
current socket.

®

This symbol indicates a single use
device. Do not reuse the device.

®

This symbol indicates MR unsafe.

A

This symbol indicates the temperature
limitation for operation, transport and
storage.

‘%

This symbol indicates the humidity
limitation for operation and storage.

This symbol indicates the atmospheric
pressure limitation for operation and
storage.

‘
‘
4|‘-¢

This symbol indicates to keep the
device dry.

Y

This symbol indicates to handle the
fragile device with care.

=
AN
-
This symbol indicates to keep the
device away from sunlight.

c € 0123

This symbol indicates that the device
is in conformance with the Medical
Device Directive 93/42/EEC.

&&
This symbol indicates that the marked

item or its material is part of a recovery
or recycling process.

1t

This symbol indicates the correct
upright position of the transport
package.
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Technical specifications

x

vacuum range

max. noise level

flow

- 40 to =200 mmHg -42.5dBA) 11
vacuum -5to-27 kPa

low flow alarm noise level
>>> 5 L/min ‘)))) 78 dB(A)

ikgi

without canister
1000 g
2.2 lbs

Operating

+40 106 conditions
+5 °C 19~"kPa

Rlip33

HxWxD
150 x 170 x 95 mm

750 106 Transport/
@ Storage conditions
% 29 °c 19~"kPa

1ISO 9001
ISO 13485
CE (93/42/EEQC), lla

c € 0123

Switching adapter AC

Model:  MSA-C25001S12.0-30C-Z2Z

IEC: 60601-1

Input: 100-240VAC, max. 0.8A,
50/60Hz

Output:  12.0VDC, 2.5A
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Electromagnetic compatibility (EMC)

Invia Liberty is EMC-tested in conformity with the requirements of IEC
60601-1-2:2007 and IEC 60601-1-2:2014 4th Edition according clause 7
and 8.9.

Electromagnetic compatibility (EMC, IEC 60601-1-2:2007 3rd Edition and
IEC 60601-1-2:2014 4th Edition, Table 1)

Electromagnetic emissions

The Invia Liberty pump is intended for use in the electromagnetic environment
specified below. The customer or the user of the Invia Liberty pump should assure that it is used in
such environment.

Emission tests Compliance Electromagnetic environment — guidance
RF emissions Group 1 The Invia Liberty pump uses RF energy only for it’s in-
CISPR 11 ternal function. Therefore, its RF emissions are very low

and are not likely to cause any interference with nearby
electronic equipment.

RF emissions Class B The Invia Liberty pump is suitable for use in all establish-

CISPR 11 ments, including domestic establishments and those

Harmonic emissions Class A directly connected to the public low-voltage power sup-

IEC 61000-3-2 ply network that supplies buildings used for domestic
purposes.

Voltage fluctuations / Complies

flicker emissions

IEC 61000-3-3

f WARNING
The Invia Liberty pump should not be used adjacent to or stacked with other equipment.

If adjacent or stacked use is necessary, the Invia Liberty pump should be observed to verify normal

operation in the configuration in which it will be used.

f WARNING
Invia Liberty is a medical device that requires special safety precautions and must be installed and
placed in operation in accordance with the attached EMC information.

f WARNING
Do not use other accessories than those specified or sold by the manufacturer as replacement parts
for internal components as it may result in increased emissions or decreased immunity of the Invia

Liberty pump.

é WARNING
EMC

HF (high-frequency) surgical equipment, radio networks or the like can influence the operation of the

device and may not be operated in combination with the Invia Liberty pump.
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Electromagnetic compatibility (EMC, IEC 60601-1-2:2007 3rd Edition,

Table 2)

such environment.

Electromagnetic immunity

The Invia Liberty pump is intended for use in the electromagnetic environment
specified below. The customer or the user of the Invia Liberty pump should assure that it is used in

Immunity tests

Electrostatic

IEC 60601
test level

+ 6kV contact

Compliance
level

+ 6KkV contact

Electromagnetic environment -
guidance

Floors should be wood, concrete or

(50/60 Hz)
magnetic field
IEC 61000-4-8

Discharge (ESD) + 8KkV air + 8kV air ceramic tile. If floors are covered with
IEC 61000-4-2 synthetic material, the relative humidity
should be at least 30 %.

Electrical fast +2kV + 2kV for power Mains power quality should be that
transient/burst for power supply lines of a typical commercial or hospital
IEC 61000-4-4 supply lines + 1kV for input/ environment.

+ 1kV output lines

for input /

output lines
Surge + 1kV differen-tial | + 1kV differen-tial | Mains power quality should be that
IEC 61000-4-5 mode mode of a typical commercial or hospital

+ 2KV line-to-earth| + 2kV line-to-earth| environment.

not applicable
Voltage dips, <5% Uy <5% U; Mains power quality should be that
short interrup- (>95% dip in Uq) (>95% dip in Uy) of a typical commercial or hospital
tions and voltage for 0.5 cycle for 0.5 cycle environment. If the user of the Invia
variations on Liberty pump requires continued
power supply 40% Uy 40% Uy operation during power mains
input lines (60% dip in Uy) (60 % dip in Uy) for | interruptions, it is recommended that
IEC 61000-4-11 for 5 cycles 5 cycles the Invia Liberty pump be powered from
an uninterruptible power supply or a

70% Ut 70% Uz battery.

(80% dipin Uy) (30% dip in Uy) for

for 25 cycles 25 cycles

<5% U; <5% Uy

(>95 % dip in Uy) (>95 % dip in Uy)

for 5 sec for 5 sec
Power frequency 3 A/m 3 A/m Power frequency magnetic

fields should be at levels of a
typical commercial or hospital
environment.

NOTE: U; is the a.c. mains voltage prior to application of the test level.
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Electromagnetic compatibility (EMC, IEC 60601-1-2:2007 3rd Edition,
Table 4)

Electromagnetic immunity

The Invia Liberty pump is intended for use in the electromagnetic environment

specified below. The customer or the user of the Invia Liberty pump should assure that it is used in
such environment.

Immunity IEC 60601 Compliance Electromagnetic
tests test level level environment-guidance

Portable and mobile RF communications equipment
should be used no closer to any part of the Invia
Liberty pump including cables, than the recommended
separation distance calculated from the equation
applicable to the frequency of the transmitter.

Recommended separation distance

Conducted RF | 3 Vrms 3Vrms d=0.35 R ’ P
IEC 61000-4-6 | 150 kHz to
80 MHz d=0.35 ,/ P 80 MHz to 800 MHz
d=07 VP 800 MHz to 2.5 GHz
Radiated RF 3 V/m 3V/m
IEC 61000-4-3 | 80 MHz to Where P is the maximum output power rating of the
2.5 GHz transmitter in watts (W) according to the transmitter

manufacturer and d is the recommended separation
distance in meters (m).

Field strengths from fixed RF transmitters, as deter-
mined by an electromagnetic site survey ?,

should be less than the compliance level in each
frequency range. ©

Interference may occur in the vicinity of equipment
marked with the following symbol:

()

NOTE 1 At 80 MHz and 800 MHz, the higher frequency range applies.

NOTE 2 These guidelines may not apply in all situations. Electromagnetic propagation is
affected by absorption and reflection from structures, objects and people.

@ Field strengths from fixed RF transmitters, such as base stations for radio (cellular/cordless) telephones
and land mobile radios, amateur radio, AM and FM radio broadcast and TV broadcast cannot be pre-
dicted theoretically with accuracy. To assess the electromagnetic environment due to fixed RF transmit-
ters, an electromagnetic site survey should be considered. If the measured field strength in the location in
which the Invia Liberty pump is used exceeds the applicable RF compliance level above, the Invia Liberty
pump should be observed to verify normal operation. If abnormal operation is observed, additional meas-
ures may be necessary, such as reorienting or relocating the Invia Liberty pump.

® Qver the frequency range 150 kHz to 80 MHz, field strengths should be less than 10 V/m.
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Electromagnetic compatibility (EMC, IEC 60601-1-2:2007 3rd Edition,

Table 6)

Recommended separation distance between portable and mobile RF communications
equipment and the Invia Liberty pump

The Invia Liberty pump is intended for use in an electromagnetic environment in which

radiated RF disturbances are controlled. The customer or the user of the Invia Liberty pump can help
prevent electromagnetic interference by maintaining a minimum distance between portable and mobile
RF communications equipment (transmitters) and the Invia Liberty pump as recommended below, ac-
cording to the maximum output power of the communications equipment.

Rated maximum out- Separation distance according to frequency of transmitter

put power

of transmitter m

w 150 kHz to 80 MHz 80 MHz to 800 MHz 800 MHz to 2.5 GHz
d=12 ,’P d=0.35 ,’P d=0.7 ,’P

0.01 0.035 0.035 0.07

0.1 0.1 0.1 0.22

1 0.35 0.35 0.7

10 111 111 2.21

100 3.5 3.5 7.0

For transmitters rated at a maximum output power not listed above, the recommened separation dis-
tance (d) in meters (m) can be estimated using the equation applicable to the frequency of the transmitter,
where P is the maximum output power rating of the transmitter in watts (W) according to the transmitter
manufacturer.

NOTE 1 At 80 MHz and 800 MHz, the separation distance for the higher frequency range applies.

NOTE 2 These guidelines may not apply in all situations. Electromagnetic propagation is affected by
absorption and reflection from structures, objects and people.
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Introduction

The Invia Motion Negative Pressure Wound Therapy system, subsequently named “Invia Motion NPWT sys-
tem”, is approved exclusively for the use described in these Instructions for use. Please read the information
contained within these Instructions for use before operation of the Invia Motion NPWT system. These instruc-
tions for use must be kept with the device.

These instructions for use are a general guide for the use of the product. Medical situations must be
addressed by a physician.

Indications, Contraindications, Warnings, Cautions and other information to support the safe use of the Invia
Motion NPWT system are included in the respective chapters in these instructions for use.

The Invia Motion NPWT pump is a suction pump for Negative Pressure Wound Therapy that provides treat-
ment status through a display and acoustic signals. The Invia Motion NPWT pump is a single patient use
pump which provides continuous or intermittent operation and multiple negative pressure selection options.
The Invia Motion NPWT pump is portable and can be operated using a rechargeable battery. Acoustic and
optical signals are triggered for variances from the set values as well as for faults. The Invia Motion NPWT
system is intended for use in all healthcare settings, including home care, by healthcare personnel and car-
egivers trained on the instructions for use. The patient or caregiver must have the visual and hearing acuity
necessary to appropriately respond to notifications with the sensory and cognitive ability to understand
directions from a healthcare professional pertaining to the proper use of the pump.

Invia Motion Negative Pressure Wound Therapy system is available in two versions:

1) 087.4022: Invia Motion — 15 Days Negative Pressure Wound Therapy system
2) 087.4024: Invia Motion — 60 Days Negative Pressure Wound Therapy system

Overview

The Invia Motion NPWT system and the Invia Motion carrying case are for a single patient’s entire therapy.

Buttons to operate the Invia Motion NPWT pump

QL
Change Pressure On/Off
Setting
Constant/ e Mute/Info Used Time

Intermittent Mode
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Backlight
The backlight will be activated by pressing any button. The backlight will turn off after 10 seconds if no
further interaction results.

==,

Display Information

Symbols on display

/
Notifications

2
O‘ Leakage
=X Blockage

Canister full

Battery low (symbol is blinking)

Jo=

Battery fully discharged (symbol is blinking)

(T1T] Battery missing (symbol is blinking)
E Internal fault
[ﬂ ok Pump time expired (symbol is blinking)
(Example for Invia Motion — 15 Days)
Information
':'533 Shows runtime already used in days ( ) and hours ({3 )

(Example for 6 days and 23 hours)

v

Pump is running / On-state in intermittent mode (symbol is blinking)

|| Off-state in intermittent mode (symbol is blinking)
1 Constant mode
m Intermittent mode

'ESmmHg Negative pressure setting in mmHg

([1T] Battery fully charged
{Il ' Battery charge level
ill . Battery charging (bars moving)




Intended use

The Invia Motion NPWT system is intended to be used by healthcare professionals or adequately trained lay
users.

Healthcare professionals are responsible to train lay users according to the patient instructions for use and
explain all related safety information.

Intended patient population
The Invia Motion NPWT system is intended to be used on patients only exhibiting conditions as described in
the indications for use. The device has not been studied in pediatric patients.

Intended environment
The Invia Motion NPWT system is intended for use in acute, extended and home care settings.

Indications for use

The Invia Motion Negative Pressure Wound Therapy (NPWT) system is indicated for patients who would benefit
from a suction device (NPWT) as when used on open wounds it creates an environment that promotes wound
healing by secondary or tertiary (delayed primary) intention by preparing the wound bed for closure, reducing
edema, promoting granulation tissue formation and perfusion, and by removing exudate and infectious material.
When used on closed surgical incisions, the Invia Motion NPWT system is also intended to manage the environ-
ment of surgical incisions that continue to drain following sutured or stapled closure by maintaining a closed
environment and removing exudate via the application of Negative Pressure Wound Therapy.

The Invia Motion NPWT system is appropriate for the following indications:
— Acute or subacute wounds
— Chronic wounds

— Dehisced wounds

— Pressure ulcers

— Diabetic/Neuropathic ulcers
— Venous insufficiency ulcers
— Traumatic wounds

— Partial thickness burns

— Flaps and grafts

— Closed surgical incisions

Contraindications

The Invia Motion NPWT system is contraindicated in the presence of:

— Necrotic tissue with eschar present

— Untreated osteomyelitis

— Non-enteric and unexplored fistulas

— Malignancy in the wound

— Exposed vasculature

— Exposed nerves

— Exposed anastomotic site of blood vessels or bypasses
— Exposed organs

&mc’l‘pamm MU B Pocappaeragzope
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Warnings and safety instructions

f WARNINGS
Indicates a potentially hazardous situation which, if not avoided, could result in death or serious injury.

f CAUTIONS
Indicates a potentially hazardous situation which, if not avoided, could result in minor or moderate injury.

@ Safety related tip
Indicating useful information about the safe use of the device.

The Invia Motion Negative Pressure Wound Therapy system is intended for use as described in these
instructions for use.

Medela is only responsible for the effect on BASIC SAFETY, reliability and performance of the Invia Motion
NPWT system if it is used in accordance with the instructions for use.

Please read and observe these warnings and safety instructions before operation.
These instructions for use must be kept with the device.

Please note that these instructions for use are a general guide for the use of the product. Medical situations
must be addressed by a physician.

Warnings

WARNINGS

— Do not modify this equipment without authorization from the manufacturer.

— Consult the indications for use, contraindications, warnings and cautions before using the Invia
Motion NPWT pump as a negative pressure source with the Invia foam and gauze dressings. Failure
to read and follow all instructions in this manual prior to use may result in serious or fatal injury of
the patient.

— Invia wound therapy Instructions advise 24 hours therapy per day without interruption. If therapy
is discontinued for more than 2 hours, the dressing should be replaced and therapy restarted
by a healthcare professional.

— Unplug the pump before cleaning.

— Do not use accessories other than those specified or sold by the manufacturer as replacement
parts for internal components as it may result in increased electromagnetic emissions or decreased
electromagnetic immunity of the Invia Motion NPWT pump.

— The Invia Motion NPWT system should not be used adjacent to or stacked with other equipment.

If adjacent or stacked use is necessary, the Invia Motion NPWT system should be observed to verify
normal operation in the configuration in which it will be used.

— The Invia Motion NPWT pump is intended for a single patient’s entire therapy. Reuse on another
patient might cause cross contamination.

— Patients must be closely monitored for bleeding. If sudden or increased bleeding is observed,
immediately stop use of the pump, apply pressure and seek immediate emergency medical
attention.

— Objective indications or signs of a possible infection or complication must be addressed immediately
(e.g. fever, pain, redness, increased warmth, swelling or purulent discharge). Non-observance can
lead to considerable danger to the patient.

— When using the Invia Motion NPWT system in close proximity to blood vessels, organs, nerves,
tendons or ligaments a protective barrier, such as a non-adherent contact layer, must be used.

— Serious or fatal injury can result from bone fragments or sharp edges (e.g. staples or hardware) that
could puncture protective barriers, vessels or organs.

Peruncrpanus MU B Pocangpasranzope 7
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— Patients with spinal cord injuries (stimulation of sympathetic nervous system) who experience
Autonomic Hyperreflexia during therapy should have NPWT discontinued.

— In the event that defibrillation is required, disconnect the pump from the wound dressing before the
patient is defibrillated.

— Special care is advised for dressing placement and removal in order to avoid situations such as
unintentional gauze or foam retention.

— This device has not been studied in pediatric patients.

— Do not bring the device into the following areas: Positron Emission Tomography (PET) or Hyperbaric
Oxygen Chamber (HBO).

— The Invia Motion NPWT system is Magnetic Resonance (MR) Unsafe. Do not take the Invia Motion
NPWT system into the MR environment.

— HF (high-frequency) surgical equipment, radio networks or the like can influence the operation of the
device and may not be operated in combination with the Invia Motion pump.

— Explosion hazard - the Invia Motion NPWT pump is not for use in potentially explosive environments
including oxygen enriched environments and in areas of flammable anesthetics.

— Portable Radio Frequency (RF) communications equipment (including peripherals such as antenna
cables and external antennas) should be used no closer than 0.3 m to any part of the Invia Motion
NPWT system, including cables specified by the manufacturer. Otherwise, degradation of the
performance of this equipment could result.

— The Invia Motion NPWT system is intended to be used in conjunction with the Invia foam and gauze
dressings.

— Invia Foam Dressing Kit with FitPad, X-Large should not be used in conjunction with the Invia
Motion NPWT pump.

Cautions

CAUTIONS

— Incorrect use may cause pain and injury to the patient. Excessive negative pressure or an infection
of the wound may cause pain to the patient. In either case, the dressing must be changed and the
wound inspected in detail.

— The patient should be monitored regularly according to physician instructions and facility guidelines
to monitor patient comfort, therapy compliance and signs of wound infection.

— Do not use an Invia Motion canister/tubing set if the sterile packaging is damaged.

— Wireless communication equipment such as wireless home network devices, mobile phones,
cordless telephones and their base stations, and walkie-talkies can interfere with the Invia Motion
pump and should be kept at a minimum distance of 30 cm away from the Invia Motion pump.

— The Invia Motion NPWT pump must remain in an upright (carrying case) or lying (display side up)
position during use.

— The total wound volume connected to the Invia Motion NPWT pump shall be 11 or less.

The following statements describe medical conditions that may require special care for the safe and effective
use of the Invia Motion NPWT system.

— Patients at high risk for bleeding and hemorrhage, including patients experiencing active bleeding or
difficult wound hemostasis.

— Patients taking anticoagulants or platelet aggregation inhibitors.

— Patients with a history of vascular anastomosis or friable, irradiated, sutured or infected blood
vessels.

— Patients with spinal cord injury (sympathetic nervous system stimulation): in the event a patient
experiences autonomic dysreflexia (sudden changes in blood pressure or heart rate in response to
stimulation of the sympathetic nervous system), discontinue negative pressure wound therapy to
help minimize sensory stimulation and seek immediate medical assistance.
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— Patients with infected wound or osteomyelitis.

— Wounds that involve an enteric fistula.

— To minimize the risk of bradycardia, NPWT must not be placed in the proximity of the vagus nerve.

— Avoid circumferential dressing applications.

— The Negative Pressure Wound Therapy must be used 24 hours per day without interruption. If the
pump is stopped for more than 2 hours, the dressing must be changed and therapy restarted.

— Consider the patient’s size and weight when prescribing this device.

— Consider mode of therapy — intermittent versus continuous.

— For maximum benefit on closed surgical incision, the Invia negative pressure therapy should be
applied immediately post-surgery to clean surgically closed wounds. It is to be continuously applied
for a minimum of two days up to a maximum of seven days, with regular dressing changes every 48
to 72 hours. All dressing changes should be applied under direct medical supervision. The Invia
therapy system will not be effective in addressing complications associated with the following:

- Ischemia to the incision or the incision area
— Untreated or inadequately treated infection
— Inadequate hemostasis of the incision

— Cellulitis of the incision area

Physician’s orders

A medical professional must assess each wound when applying this therapy and determining negative
pressure intensity according to the wound characteristics. Therapy or setting changes may only be done
under the order of a physician.

Wound assessment

ﬁ CAUTION
Patient monitoring: The patient should be monitored regularly according to the physician’s
instructions and facility guidelines to check for patient comfort, therapy compliance and signs of
infection.

WARNING

Objective indications or signs of a possible infection or complication must be addressed immediately
(e.g. fever, pain, redness, increased warmth, swelling or purulent discharge). Non-observance can
lead to considerable danger to the patient.

Observe the wound/periwound tissue and exudate for signs of infection or other complications. The most
common signs of infection include redness, tenderness, fever, swelling, itching, increased warmth in the
wound area, strong odor or purulent discharge. Additional symptoms include nausea, vomiting, diarrhea,
headache, dizziness, fainting, sore throat with swelling of the mucous membranes, disorientation, high fever
(>38.8° C), refractory hypotension, orthostatic hypotension, or erythroedema (a sunburn-like rash). More
serious complications of infection include pain, discomfort, fever, gangrene, toxic or septic shock. If more
serious complications of infection occur, discontinue therapy and consult a healthcare professional
immediately.

Peructpanua MU B Pocagpasragsope 9
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Dressing technique

(“ Wound dressings to be applied and changed by healthcare professionals only.

Consult the appropriate Invia dressing instructions for use for information regarding dressing
applications included in every Invia dressing carton. Perform a thorough wound cleansing per physician
orders prior to dressing applications.

(“ For closed surgical incision the recommended pressure level is -125 mmHg at constant mode.

Routine dressing changes should occur every 48-72 hours. Dressing changes for infected wounds should
be considered more frequently.




Initial delivery

Upon delivery, check the package containing the Invia Motion NPWT system for completeness and general

condition.

_-_—
anl - o
T ——
1 Invia Motion NPWT pump

1 Invia Motion power supply

1 Invia Motion carrying case

1 Invia Motion Clinician Instructions for Use
1 Invia Motion Patient Instructions for Use
1 Invia Motion Quick Card

@™ When first turned on, the Invia Motion NPWT pump needs to be attached to a wall outlet in order to

fully charge the battery.

Invia Motion NPWT pump accessories and
associated products

The Invia Motion NPWT system was verified in combination with the accessories listed below. For correct
and safe operation use the Invia Motion NPWT system with these accessories only:

“
e

Y-connector

[REF|087.0023

Carrying case

[REF|087.4003

Peructpanua MU B Pocagpasragsope
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Invia Motion NPWT pump

‘ Power supply

[REF|200.8604

5
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Canister/Tubing Set

[REF|087.4016



Wound dressings

(‘ Wound dressings to be applied and changed by healthcare professionals only.

The Invia Motion NPWT system is intended to be used in conjunction with the Invia dressings only. For specific
dressing indications, contraindications, warnings and cautions, consult the appropriate Invia dressing instruc-
tions for use.

WARNING
Invia foam dressing kit with FitPad, X-Large should not be used in conjunction with the Invia Motion
NPWT pump.

CAUTION
The total wound volume connected to the Invia Motion NPWT pump shall be 1l or less.

Invia foam and gauze dressing kits provide their own instructions for use.

Invia Motion disposables

Invia Motion canister/tubing set 0.151 (150 ml), with solidifier (sterile, single use)
Capacity: 0.151 (150 ml)

Material: Polypropylene, Silicon, ABS

Sterilization Method:  Ethylene Oxide

Intended use
The Medela Invia Motion canister/tubing set 0.151 (150 ml) is an accessory of the Medela Invia Motion NPWT
system and it is intended to collect removed wound exudate and infectious material.

Overflow protection/
Bacteria filter

7R |
24 Fluid chamber

Solidifier

Invia Motion
quick-connector (Interface
to wound dressing kit)

Tubing

Clamp




Charge battery for the first time

Select the plug. Attach the plug to the power supply.

& &
v

Plug the Invia Motion power supply into a wall outlet and open the small protective cover of the pump for the
Direct Current (DC) socket and attach the power supply. Moving bars on the battery display will indicate
charging is occurring. [ ) 1.

1. Battery is fully 2. Battery is being charged 3. Battery is fully charged
discharged (moving bars)

(1 o) )

Disconnect from power source

@ Check the battery charge level periodically. Make sure the battery compartment on the back side of the
pump is closed. Do not remove battery from device as long as therapy is ongoing.

Disconnecting the power source

When the battery is fully charged (after approximately 4 hours) the following non-blinking symbol will appear
on the display m Charging of the battery can be slowed when exposed to high temperatures.

To disconnect the Invia Motion NPWT pump from the electrical source, hold the end of the plug and remove
it from the pump.

Close the DC socket by pressing the small protective cover over the opening.

Positioning

13




CAUTION
The Invia Motion NPWT pump must remain in an upright (carrying case) or lying (display side up)
position during use.

The Invia Motion NPWT pump is protected against the penetration from solid/fluid substances by a
hydrophilic bacteria filter.

If the canister is full or the Invia Motion NPWT pump is placed in an inappropriate position, fluids will flow into
the safety chamber and clog up the filter. In this situation, the pressure is interrupted and canister full
notification will appear (acoustic signal and symbol on display). The Invia Motion canister/tubing set must be
replaced.

Preparation for use

(‘ To be used by healthcare professionals or adequately trained caregivers only.

Checklist

Prior to using the Invia Motion NPWT system, it is important to check for the following:
— Completeness and general condition of the packaging

— Damage to the power cord and plug

— Damage to the pump

— Proper functioning of the device

— Battery status

Connect Invia Motion canister/tubing set 0.15 | (150 ml)

@™ Make sure the correct canister is used: 087.4016.

1. Open sterile packaging.

i’i CAUTION

Do not use the Invia Motion canister/tubing set if the sterile packaging is
damaged or has expired.

2. Insert the Invia Motion canister/tubing set into the Invia Motion NPWT pump
connecting port (1). Rotate the canister/tubing set to the right to secure (2).

3. Make sure the canister is aligned with the label to the front.




4. Connect the dressing tubing to the pump tubing.

@™ Make sure both parts are aligned correctly as shown in the picture below. Push together until you hear
a click.
Nz

i .k Le CLICK —

< -

For dressing applications, please refer to the instructions for use
provided with the Invia dressing kits.

Switch Invia Motion NPWT pump on

©)
1. Press [ ¢ ] to switch the Invia Motion NPWT pump on.

2. When turned on for the first time, the Invia Motion NPWT pump will start up in the default factory setting
(constant mode with pressure level of -125mmHg).

Change Pressure Onfoft

Setting |
aal = O

@
_ HESy
m

Constant/ Mute/ 1
Intermittent Mode Info Used Time

If the Invia Motion NPWT pump is turned off, the setting will be as previously set when the pump is turned
back on.

Run-time, timer and safety time

E 087.4022 Invia Motion - 15 Days Negative Pressure Wound Therapy system
E 087.4024 Invia Motion — 60 Days Negative Pressure Wound Therapy system

These two Invia Motion NPWT pump versions have a runtime of 15 and 60 days. After one hour of use, the timer
is activated and will continue even when the pump is turned off. During the first hour of use, the Invia Motion
NPWT pump can be turned on and off without starting the timer. If the timer function is used to readout the
therapy time, one hour needs to be added to the displayed runtime. Press [ ;&i ] for information about the used
operation time.

After 15 or 60 days, a blinking symbol on the display alike [ [§% ] will indicate the expiration of the Invia Motion
NPWT pump.

Change Pressure On/off
nnn Setting d)
@
nmn
Ll
I .
UM constany Mute/ 1
Intermittent Mode Info Used Time

Example for 15 days version (blinking)
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(“ The Invia Motion NPWT pump runtime versions of 15 or 60 days provide an additional safety usage time
of 72 hours. During this time the device can be operated as usual. An acoustic signal will occur after 72
hours and the negative pressure will not be maintained.

Setup carrying case
The Invia Motion NPWT pump is intended to be worn in a carrying case during operation. An Invia Motion
carrying case is provided with the Invia Motion NPWT pump.

Attach shoulder/belt strap onto the carrying case as a first step.

1. Open the carrying case.

2. Slide the Invia Motion NPWT pump into the designated upper pocket and close the Velcro strap.

3. Place the excess tubing into the designated lower pocket and close the Velcro strap.

4. Fold the pump and tubing sections of the carrying case together and align the inner Velcro tabs to secure.
5. Secure the bag by closing the lid and fastening the button.

The carrying case strap can be worn over the shoulder or around the waist.
To wear over the shoulder, attach the strap clips to the carrying case. To wear as a belt, thread the strap through
the two loops located on the back of the case.

Shoulder strap Belt strap

B;ﬁ?'rpamm MU e Pocappaeranzope
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Operating instructions

Invia Motion NPWT pump settings

Change pressure level
add

Press [adl] and hold for 3 seconds to change the pressure level. The set pressure value symbol on the
display will start to blink. You now have 5 seconds to press [nnﬂ] for a new pressure setting, otherwise the
pump remains at the previous setting. Each time the button is pressed the next available pressure will
appear. When the appropriate pressure level appears on display, the pump will adopt it automatically after 5
seconds. The pressure may only be changed if instructed by a physician or qualified healthcare professional.

Available pressure levels
mmHg -40 -60 -80 -100 125 -150 -175

Change therapy mode
The Invia Motion NPWT pump is able to deliver constant or intermittent (5min. on/2min. off) suction.
Constant mode

mn Intermittent mode

Press [%] and hold for 3 seconds to change the therapy mode. The therapy mode symbol on the display will

start to blink. You now have 5 seconds to press [Jn_nl] to change the mode. Otherwise the pump remains at the
previous mode. Each time the button is pressed the next available therapy mode will appear. When the
appropriate mode symbol appears, the pump will adopt it automatically after 5 seconds. The therapy mode may
only be changed if instructed by a physician or a qualified healthcare professional.

e onior Sterge s o () e onon ()
ol “FmrEyy O ol 1y © ool i ©
= 475" 425 2
R I m X MU et el X
Pump in constant mode Pump in intermittent mode (on) Pump in intermittent mode (off)
Mute / Information
Xi
Press [ Ki ] to obtain information about the runtime used or to mute the acoustic signal.
Peruncrpanus MU B Pocangpasranzope 17
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Change Invia Motion canister/tubing set

The Invia Motion canister/tubing set has to be changed on the basis of a visual check or according to the
instructions on the display but at a minimum of once a week.

1. Wash hands and prepare clean paper towel.

2. Remove the Invia Motion NPWT pump from the carrying case. Switch the Invia Motion NPWT pump off by
pressing [ ¢ ] and holding for 3 seconds. Press only once.

3. Position the clamp next to the quick-connector and close the clamp on the pump tubing and close the
clamp on the dressing tubing.

= =

Clamp open Clamp closed

4. Disconnect the pump tubing from the dressing tubing by pressing on the sides of the quick-connector.
Have a paper towel or tissue available to cover the tip of the used tubing to protect against wound fluid
leakage.

S5 =

5. Detach the full canister/tubing set by rotating the canister to the left.




6. Wash hands.

7. Open the sterile packaging of a new Invia Motion canister/tubing set.

CAUTION
Do not use an Invia Motion canister/tubing set if the sterile packaging is damaged or has expired.

@™ Make sure the correct canister is used: 087.4016.

8. Remove the canister/tubing set from the packaging and attach it to Invia Motion NPWT pump.

For dressing applications, please refer to instructions for use provided with Invia dressing kits.
9. Connect the pump tubing to the dressing tubing. Push together until you hear a click.

@™ Make sure both parts are aligned correctly as shown in the picture below.

10. Open the clamp on the dressing tubing. Also make sure the clamp on the pump tubing is open.
11. Switch the Invia Motion NPWT pump on by pressing [ ¢ ] and slide it back into the carrying case.

12. Discard the used canister/tubing set according to local regulations.

Power supply and battery management

The Invia Motion NPWT pump is operated by an internal rechargeable NiMH battery and while attached to a
power source. Make sure the battery compartment on the back side of the pump is closed. Do not remove
battery from device as long as therapy is ongoing. If the rechargeable battery is removed more than 30 minutes
the Invia Motion NPWT pump will suspend to operate.

For disposal of rechargeable battery after therapy, refer to chapter Disposal.

While in use and connected to a power source, the battery is recharged. The available battery time from a
single charge depends upon the runtime of the motor. This is influenced by the size of the wound, air leaks in
the dressing, the set pressure and the mode of therapy. The pump only runs if the pressure drops below the
set pressure. If the Invia Motion NPWT pump is running continuously, a maximum of 4 hours of battery time
is expected before it is necessary to be recharged. The expected battery time generally exceeds 10 hours. If
the Invia Motion NPWT pump is not in use, the battery must be charged approximately once every 6 months
to ensure optimal functioning.

(“ Before attaching the Invia Motion NPWT pump to a power source, check to ensure your local power
supply is the same as the voltage indicated on the specification plate located on the back of the

pump.
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Battery low

Approximately 30 minutes before the battery is fully discharged, an acoustic signal will sound and the battery
symbol [D] will start to blink. The acoustic signal can be muted, but the battery symbol continues to blink
until the battery is fully discharged. The set pressure is maintained during the 30 minutes, but the battery
should be recharged as soon as possible.

Battery fully discharged

The battery symbol [D] blinks on the display, an acoustic signal sounds and the negative pressure is not
maintained. Connect the pump to the power supply. When the pump is not connected to the power supply
within 10 minutes, it switches off.

Connecting power source

Plug the Invia Motion power supply into a wall outlet and open the small protective cover to access the DC
socket. Plug the coaxial power supply into the DC socket.
Moving bars on the battery display will indicate charging is occurring [ E1_J}].

(1 )

1. Battery is fully 2. Battery is being charged 3. Battery is fully charged
discharged (moving bars)

Disconnecting power source

When the battery is fully charged (after approximately 4 hours) the following non-blinking symbol will appear on
the display {[lllJ . Charging of the battery can be slowed when exposed to high temperatures. To disconnect
the Invia Motion NPWT pump from the electrical source, hold the end of the plug and remove it from the pump.

Close the DC socket by pressing the small protective cover over the opening.

mcmamm MH s Pocappasragzope
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Notifications and troubleshooting

& WARNING
Negative Pressure Wound Therapy should run 24 hours a day without interruption. If therapy is
discontinued for more than 2 hours, the dressing should be replaced and therapy restarted by a
healthcare professional.

If the Invia Motion NPWT pump detects an irregularity in the operation of the pump, an acoustic signal
sounds and a notification will appear on the display.

1. An acoustic signal sounds.

2. If the Invia Motion NPWT pump is in the carrying case, open the lid of the carrying case and release the
Velcro.

3. Press [ Ki ] to mute the acoustic signal for 60 seconds (the button can be pressed every time the signal
sounds, with the exception of "Battery fully discharged" and after the pump time of 15 or 60 days plus
72 hours of safety time is used up).

Every acoustic signal can be permanently muted by switching Invia Motion NPWT pump off (press [ ¢ ]
and hold for 3 seconds). Turn the pump back on to continue treatment.

4. Check the display for one of the following visual symbols.

Canister full
Change Pressure onor Acoustic signal will sound when the Invia Motion NPWT pump detects a full
Seting
adll ‘@' O canister and canister full symbol will appear on the display.
n w b B ) Troubleshooting:
M| consary el 1 Change the Invia Motion canister/tubing set.

Intermittent Mode Info Used Time

Blockage in tubing

Acoustic signal will sound when the Invia Motion NPWT pump detects

Change Pressure On/Off
add SE"‘”Q (') blockage in tubing and blockage symbol will appear on the display.
= Troubleshooting:
im? E N . Inspect Invia Motion canister and dressing tubing to ensure tubing is not
M Smmime woedim L twisted, kinked or clamped. Verify that the correct canister is used:
087.4016.
Peruncrpanus MU B Pocangpasranzope 29
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If blockage is identifed along canister tubing, switch Invia Motion NPWT pump off and follow instructions in
chapter "Operating instructions" to change the Invia Motion canister/tubing set. If the used canister is not the
correct one, switch the Invia Motion NPWT pump off, remove the canister. Attach a new canister:

087.4016.

If blockage is identified along dressing tubing, switch Invia Motion NPWT pump off and contact your healthcare
professional to replace dressing and restart therapy.

If Invia Motion NPWT pump detects blockage in the intermittent mode, it will continue to run in the on-state until
blockage is resolved.

The notification symbol and the acoustic signal may still be active, even if situation is resolved.
Wait a short time for the pump to react.

WARNING
Invia Motion pump does not detect blockage along tubing connected to the drain adapter
or the curved arm of the Y-connector.
1. Instruct the patient to frequently check dressing tubing connected to the drain adapter or the curved arm
of the Y-connector to make sure tubing is not kinked or blocked.
2. If blockage is identified along tubing connected to the drain adapter or tubing connected to the curved
arm of the Y-connector, instruct the patient to contact his healthcare professional.

Leak in system
Change Prossune oo Acoustic signal will sound when the Invia Motion NPWT pump detects a
adll © C?!!L" LI) leak and leakage symbol will appear on the display.
Troubleshooting:
SEE . Inspect dressing site for leaks and make sure the Invia Motion canister/

imntise oo ! tubing set quick-connector is fully engaged. Check that canister is
secured to the pump. If a leak is identified at the dressing site, press
down on dressing to seal.

u|
X

b =
=T g

The notification symbol and the acoustic signal may still be active, even if situation is resolved.

Wait for some time to let the pump react. If acoustic signal and leakage symbol do not disappear, switch
Invia Motion NPWT Pump off and follow instructions in chapter "Operating instructions" to change the Invia
Motion canister/tubing set.

(“ If leak is not resolved, switch Invia Motion NPWT pump off and contact your healthcare
professional to replace dressing and restart therapy.

Battery low
Changs Pressure onort Troubleshooting:
ol *f———— g O Charge the battery.
| :IE . , , .
- l_ my. Approximately 30 minutes before the battery is fully discharged, an
m - acoustic signal will sound and the battery symbol

et Mode fo Usec i

[ Il I ] will start to blink. The acoustic signal can be muted, but the
battery symbol continues to blink until the battery is fully discharged. The set pressure is maintained, but the
battery should be recharged as soon as possible.

mcmamm MU B Pocappaeragzope
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Battery fully discharged
Troubleshooting:

Change Pressure Onjoft

adll SC"‘"E-D Q) Charge battery
The battery symbol [{ I ] blinks on the display, an acoustic signal
Jn_rll . D&:i sounds and the negative pressure is not maintained. Connect the pump

emitentiiode - nfo Used Time to the power supply. When the pump is not connected to the power
supply within 10 minutes, it switches off.

Info used time

The Invia Motion NPWT pumps have a runtime of 15 or 60 days. After one hour of use, the timer is activated
and will continue even when the pump is turned off. During the first hour of use, the Invia Motion NPWT
pump can be turned on and off without starting the timer. If the timer function is used to readout the therapy
time, one hour needs to be added to the displayed runtime. Press [ Ki ] for information about the used

operation time.

The example below displays 6 days and 23 hours of operation time used. The remaining runtime of the Invia
Motion — 15 Days version would therefore be 8 days and 1 hour.

Change Pressure onjoft

Setling |
a0l = ©
i ! e .
T constany K 1

Mute/
Intermittent Mode Info Used Time

Runtime expired
After 15 or 60 days, a blinking symbol on the display alike [ {§¥ ] will indicate the expiration of the Invia Motion

NPWT pump.

Change Pressure On/off I
Setting
olll “fe——— |
{10 |sm} ©
(00
.—| ]
- X.
U constany Mute/ 1
Intermittent Mode Info Used Time

Example for 15 days version (blinking)

(“ The Invia Motion NPWT pump runtime versions of 15 or 60 days provide an additional safety usage time
of 72 hours. During this time the device can be operated as usual. An acoustic signal will occur after
72 hours and the negative pressure will not be maintained.
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Overview notifications

K
Visual Notification | Acoustic signal Troubleshooting Remarks/Potential
symbol Description cause
on
display
7 Leak in Can be muted Check the system Dressing could be
Q— system for 60 seconds for leaks. leaking, check that it is
by pressing K . properly sealed.
Blinking! 1
+
acoustic
signal!
-\ 4. | Blockage Can be muted Check the system The dressing or canister
:X. for 60 seconds for blockage. tubing could be twisted,
by pressing DK Verify that the kinked or clamped. If
Blinking! i correct canisteris | the Invia Motion pump
+ used: detects blockage in the
aC.OUSt'C 087.4016. intermittent mode, it will
signall continue to run in the
on-state until blockage
is resolved.
Canister full Can be muted Change the Invia The filter could get wet
|!| for 60 seconds Motion canister/ by improper positioning
Blinking! by pressing D&i tubing set. of the pump (upside
. down or display side
§  acoustic down).
'§ signall
= D Battery low Can be muted Connect the Invia The visual symbol blinks
2 permanently by Motion pump to all the time until battery
Blinking! pressing )¢, the power supply. is fully discharged. The
+ 1 remaining time of the
aC,OUSt'C battery is approximately
signall 30 minutes.
D Battery fully Can be muted by | Connect the Invia The remaining time
discharged switching off the Motion pump to of the battery is approxi-
Blinl_:ing! pump. the power supply. mately 10 minutes.
acoustic
signall
o Pump time The blinking Dispose of the The Invia Motion NPWT
ISBD expired signal can be Invia Motion NPWT | pump provides an addi-
Blinking! suppressed pump. Attach tional safety usage time
permanently by another device if of 72 hours. During this
(Exam- pressing Ki necessary. time the Invia Motion
ple for pump can be operated
15 days as usual. A signal will
version) occur after 72 hours
and the negative pres-
sure will not be maintai-
ned.
\_
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Overview notifications

a N
c Battery Can be muted Ensure that battery | Do not remove battery
f:’ 11| missing for 60 seconds compartment during ongoing therapy.
.8 Blinking! by pressing ﬁ . cover is mounted
= * 1 and closed pro-
©  acoustic
= signal! perly.

Internal fault Can be muted by | Switch the Invia If the fault message
E switching off the Motion NPWT repeats, contact Medela
. pump. pump off, release customer service.
=  Acoustic and refix canister/
8 signall tubing set. Turn
[ the Invia Motion
g pump back on. If
£ the fault message
repeats, contact
Medela customer
service.
Contact your local Medela customer service representative for assistance with product
operations.
J

Cleaning and disinfection

Cleaning

WARNING

Unplug the pump before cleaning. Close the small protective cover on the DC socket.

The Invia Motion NPWT pump and carrying case are for a single patient’s entire therapy. Periodic cleaning is

recommended.

Wipe off with a damp cloth or use a non-abrasive detergent.

Disinfection

Invia Motion can be disinfected with the disinfecting agent group "alcohol".

Sterilization

The Invia Motion NPWT pump and accessories cannot be sterilized. The canister/tubing set is a disposable
item and may not be reused or resterilized. Replace after every usel!

The Invia Motion canister/tubing set is a single patient use product and is not intended to be reprocessed.

Reprocessing may cause the loss of mechanical, chemical and/or biological characteristics.

WARNING

Reuse on another patient might cause cross contamination.

General notes

Comply with facility or institutional guidelines on hygiene and infection control. Dispose of fluids such as
blood and fluids, along with all parts contaminated with them in accordance with facility requirements.
Wear suitable gloves for cleaning/disinfection and disposal.

Peruncrpanus MU B Pocangpasranzope
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Disposal

Turn the Invia Motion NPWT pump off by pressing [ ¢ ] and holding for 3 seconds.

Disconnect the canister/tubing set from the pump.
Dispose of the canister/tubing set and pump seperately and according to local regulations.

When the Invia Motion NPWT pump is ready for disposal, take care to dispose of the Invia Motion NPWT
pump and its accessories in accordance with your local regulations.

hid

Disposal of electronic equipment

The symbol above means that the electrical and electronic equipment must not be disposed as normal
household refuse. The correct disposal of this device protects and prevents possible damage to the
environment or human health. For more information about proper disposal, contact Medela or your local
healthcare professional. This symbol is only valid in the European Union. Please dispose according to
specified institution protocol or state and local regulations of electrical and electronic equipment.

(‘ Do not remove battery from device as long as therapy is ongoing.

Battery can be disposed separately after completion of therapy:
1. Cut the adhesive label.

2. Open battery cover.

3. Remove rechargeable battery.

4. Dispose rechargeable battery according to local regulations.




Warranty and maintenance

Warranty

The warranty period for the Invia Motion NPWT system expires after 15 or 60 days of usage plus 72 hours of
safety time, if used in accordance with the instructions for use. The manufacturer is not liable for any damage
or consequential damage caused by incorrect operation, inappropriate usage or unauthorized persons using
the device.

Maintenance
The Invia Motion NPWT pump is maintenance free and will not require service.

If an Invia Motion NPWT pump fails within the warranty period due to a manufacturing defect, the pump will
be replaced. The original Invia Motion NPWT pump will need to be returned to the supplier.

Safety-related checks

The Invia Motion NPWT system is a device in electrical protection Class Il. The safety-related checks are
confined to visual inspection of the pump housing and power supply for damage. This check must be per-
formed prior to each use.

Devices of protection Class Il do not have a protective earth conductor. There is no need to check the earth
leakage current.

The Invia Motion NPWT pump enclosure is made entirely of insulated material. Tests of
the enclosure leakage current using common measuring instruments will therefore not reveal measurable

values.

The Invia Motion NPWT pump does not have patient circuits or functional earth connections.
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Signs and symbols

(‘ This symbol indicates safety related tip.

This symbol indicates manufacturer’s catalog
number.

This symbol indicates a CAUTION or
WARNING associated with the device (see
page 7).

>

This symbol indicates manufacturer’s serial
number.

This symbol indicates a class Il device.

[

LOT

This symbol indicates manufacturer’s batch
code.

This symbol indicates to not dispose the
device together with household refuse (for
EU only).

4

1P22

This symbol indicates the protection against
the ingress of dripping water and solid for-
eign objects of 12,5mm and greater.

This symbol indicates the date of manufac-
ture.

£,

This symbol indicates the name and the
address of the manufacturer.

E

This symbol indicates that the device should
not be used after the date shown.

This symbol indicates to follow the instruction
for use.

This symbol indicates the device is
sterilized using ethylene oxide.

stenieo

é/‘@l)(]

0D

o
e
a

This symbol indicates the compliance with
additional USA and Canada safety require-
ments for medical electrical equipment.

H This symbol indicates a prescription device.

°™ CAUTION: U.S. Federal law restricts this
device to sale by or on the order of a physi-
cian (for US only).

This symbol indicates to not use the device if
package is damaged.

° This symbol indicates a type BF applied part.

mcmamm MH s Pocappasragzope
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This symbol indicates the number of items

This symbol indicates the direct current
socket.



This symbol indicates a single use device.
Do not reuse the device.

This symbol indicates the temperature limi-
tation for operation, transport and storage.

This symbol indicates MR unsafe.

This symbol indicates the humidity limitation
for operation, transport and storage.

This symbol indicates the atmospheric
pressure limitation for operation, transport
and storage.

This symbol indicates to keep the device
dry.

Ha

This symbol indicates to handle the fragile
device with care.

0

[ ] \\//

This symbol indicates to keep the device
away from sunlight.

This symbol indicates that the marked item
or its material is part of a recovery or
recycling process.

= 2

This symbol indicates the correct upright
position of the transport package.

c € This symbol indicates that the device
0

123 is in conformance with the Medical
Device Directive 93/42/EEC.




Technical specifications

medium vacuum
/-/\ -175 mmHg

vacuum

Operating

+40 106
@ conditions
oc 70,

kPa

flow

Invia Motion power supply
Model:

350 g
Without canister
i a i UEO8WCP-090088SPA
Input: 100-240VAC,

IP22 0.4, 50-60 Hz

Output: 9VDC, 0.88A

_! I %
low flow 150 106 Transport/
>>> @ Storage
"' 06 -20, oG 70, conditions

HxW xD Length of power supply
99 x 98 x 52 mm cable: 172 cm
Invia Motion Pump
ISO 9001 [vDC] 9.0
§ ISO 13485 (W] 8.0
CE (93/42/EEC), lla Invia Motion battery
Type: NiMH

Invia Motion canister/tubing set
Material: ~ Polypropylene, Silicon, ABS
Sterilization Method: Ethylene Oxide
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Electromagnetic compatibility (EMC)

Invia Motion is EMC-tested in conformity with the requirements of IEC 60601-1-2:2007 and IEC 60601-1-2:2014
4th Edition according clause 7 and 8.9.

Electromagnetic compatibility (EMC, IEC 60601-1-2:2007 3rd Edition and IEC 60601-1-2:2014 4th Edition,

Table 1)

Electromagnetic Emissions

The Invia Motion NPWT system is intended for use in the electromagnetic environment specified below.
The customer or the user of Invia Motion NPWT system should assure that they are used in such
environment.

Emission Tests Compliance Electromagnetic environment - guidance

RF emissions Group 1 The Invia Motion NPWT system uses RF energy only for their

CISPR 11 internal function. Therefore, its RF emissions are very low and
are not likely to cause any interference with nearby electronic
equipment.

RF emissions Class B The Invia Motion NPWT system is suitable for use in all

CISPR 11 establishments, including domestic establishments and those

- . directly connected to the public low-voltage power supply

Harmonic emissions Class A network that supplies buildings used for domestic purposes.

IEC 61000-3-2

Voltage fluctuations / Complies

flicker emissions

IEC 61000-3-3

> B> B P

A\

WARNING

The Invia Motion NPWT system should not be used adjacent to or stacked with other equipment. If
adjacent or stacked use is necessary, the Invia Motion NPWT system should be observed to verify
normal operation in the configuration in which it will be used.

WARNING
Invia Motion is a medical device that requires special safety precautions and must be installed and
placed in operation in accordance with the attached EMC information.

WARNING

Do not use other accessories than those specified or sold by the manufacturer as replacement parts
for internal components as it may result in increased emissions or decreased immunity of the Invia
Motion pump.

WARNING

EMC

HF (high-frequency) surgical equipment, radio networks or the like can influence the operation of
the device and may not be operated in combination with the Invia Motion pump.

WARNING

Portable RF communications equipment (including peripherals such as antenna cables and
external antennas) should be used no closer than 30 cm (12 inches) to any part of the Invia Motion.
Otherwise, degradation of the performance of this equipment could result.
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Electromagnetic compatibility
(EMC, IEC 60601-1-2:2014 4th Edition, Table 2)

Electromagnetic immunity
The Invia Motion pump is intended for use in the electromagnetic environment
specified below. The customer or the user of the Invia Motion pump should assure that it is used in such

environment.

Immunity tests

Electrostatic

IEC 60601
test level

+ 8kV contact

Compliance
level

+ 8kV contact

Electromagnetic environment -
guidance

The Invia Motion NPWT system is suitable

Discharge (ESD) + 15kV air + 15KV air for use in all establishments, including do-
|IEC 61000-4-2 mestic establishments and those directly
connected to the public low-voltage power
supply network that supplies buildings
used for domestic purposes.
Electrical fast + 2kV + 2kV for power The Invia Motion NPWT system is suitable
transient/burst for power supply lines for use in all establishments, including do-
IEC 61000-4-4 supply lines + 1kV for input/ mestic establishments and those directly
+ 1kV output lines connected to the public low-voltage power
for input / not applicable supply network that supplies buildings
output lines used for domestic purposes.
Surge + 1kV differen-tial | + 1kV differen-tial | The Invia Motion NPWT system is suitable
IEC 61000-4-5 mode mode for use in all establishments, including do-
+ 2KV line-to-earth| + 2kV line-to-earth| mestic establishments and those directly
not applicable connected to the public low-voltage power
supply network that supplies buildings
used for domestic purposes.
Voltage dips, 0% Uy 0% Uy The Invia Motion NPWT system is suitable

short interrup-
tions and voltage
variations on
power supply
input lines

IEC 61000-4-11

for 0.5 cycle at
0°, 45°, 90°, 135°,
180°, 225°, 270°
and 315°

0% Uy
for 1 cycle

70% Ur

for 25 cycles at

50 Hz

Single phase: at 0°

0% Uy
for 250 cycles at
50 Hz

for 0.5 cycle at
0°, 45°, 90°, 135°,
180°, 225°, 270°
and 315°

0% Uy
for 1 cycle

70% U+

for 25 cycles at

50 Hz

Single phase: at 0°

0% Uy
for 250 cycles at
50 Hz

for use in all establishments, including
domestic establishments and those
directly connected to the public low-volt-
age power supply network that supplies
buildings used for domestic purposes. If
the user of the Invia Motion pump requires
continued operation during power mains
interruptions, it is recommended that the
Invia Motion pump be powered from an
uninterruptible power supply or a battery.

Power frequency
(50/60 Hz)
magnetic field
IEC 61000-4-8

30 A/m

30 A/m

The Invia Motion NPWT system is suitable
for use in all establishments, including do-
mestic establishments and those directly
connected to the public low-voltage power
supply network that supplies buildings
used for domestic purposes.

NOTE: U; is the a.c. mains voltage prior to application of the test level.
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Electromagnetic compatibility
(EMC, IEC 60601-1-2:2014 4th Edition, Table 4)

Electromagnetic immunity

The Invia Motion pump is intended for use in the electromagnetic environment specified below.
The customer or the user of the Invia Motion pump should assure that it is used in such environment.

Immunity
tests

Conducted RF
IEC 61000-4-6

Radiated RF
IEC 61000-4-3

IEC 60601
test level

10 Vrms
150 kHz to
80 MHz

10 V/m
80 MHz to
2.5 GHz

Compliance
level

10Vrms

10V/m

Electromagnetic
environment-guidance

Portable and mobile RF communications equipment
should be used no closer to any part of the Invia

Motion pump including cables, than the recommended

separation distance calculated from the equation
applicable to the frequency of the transmitter.

Recommended separation distance

d=0.35 P

d=0.35 ,’ P
d=07 ,’ P
800 MHz to 2.5 GHz

Where P is the maximum output power rating of the
transmitter in watts (W) according to the transmitter
manufacturer and d is the recommended separation
distance in meters (m).

80 MHz to 800 MHz

Field strengths from fixed RF transmitters, as deter-
mined by an electromagnetic site survey

should be less than the compliance level in each
frequency range. ®

Interference may occur in the vicinity of equipment
marked with the following symbol:

(@)

NOTE 1 At 80 MHz and 800 MHz, the higher frequency range applies.

NOTE 2 These guidelines may not apply in all situations. Electromagnetic propagation is
affected by absorption and reflection from structures, objects and people.

2 Field strengths from fixed RF transmitters, such as base stations for radio (cellular/cordless) telephones
and land mobile radios, amateur radio, AM and FM radio broadcast and TV broadcast cannot be
predicted theoretically with accuracy. To assess the electromagnetic environment due to fixed RF
transmitters, an electromagnetic site survey should be considered. If the measured field strength in the
location in which the Invia Motion pump is used exceeds the applicable RF compliance level above, the
Invia Motion pump should be observed to verify normal operation. If abnormal operation is observed,
additional measures may be necessary, such as reorienting or relocating the Invia Motion pump.

> Over the frequency range 150 kHz to 80 MHz, field strengths should be less than 10 V/m.
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Electromagnetic compatibility
(EMC, IEC 60601-1-2:2014 4th Edition, Table 6)

Recommended separation distance between portable and mobile RF communications
equipment and the Invia Motion pump

The Invia Motion pump is intended for use in an electromagnetic environment in which radiated

RF disturbances are controlled. The customer or the user of the Invia Motion pump can help prevent
electromagnetic interference by maintaining a minimum distance between portable and mobile

RF communications equipment (transmitters) and the Invia Motion pump as recommended below,

according to the maximum output power of the communications equipment.

Rated maximum
output power
of transmitter

Separation distance according to frequency of transmitter

m

W

150 kHz to 80 MHz

d:0.351’ P

80 MHz to 800 MHz

d:0.35\’ P

800 MHz to 2.5 GHz

d:O.?,,P

0.01 0.035 0.035 0.07
0.1 0.1 0.1 0.22
1 0.35 0.35 0.7
10 111 111 2.21
100 3.5 3.5 7.0

For transmitters rated at a maximum output power not listed above, the recommened separation dis-
tance (d) in meters (m) can be estimated using the equation applicable to the frequency of the transmitter,
where P is the maximum output power rating of the transmitter in watts (W) according to the transmitter
manufacturer.

NOTE 1 At 80 MHz and 800 MHz, the separation distance for the higher frequency range applies.

NOTE 2 These guidelines may not apply in all situations. Electromagnetic propagation is affected by
absorption and reflection from structures, objects and people.
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NMPNBETCTBUE

Cpenas cBou BblGop B nonb3y usgenusa Basic, Bbl npuobpenn BbiCOKOKA4YeCTBEHHbIA acnmMparop,
KOTOpbii MOXeT 6bITb aganTupoBaH K Bawum noTpebHocTam. Kak n Bce acnvpaTtopbl KOMnaHuu
"Medela", gaHHOe nsgenue aABnseTcsa HageXHbIM U MPOCTbIM B UCMONb30BaHUU. [TOMMMO NPOCTOThI
B OYUCTKE U WUCMOMb30BaHUM, AOMNOSTHUTENbHLIM MPENUMYLLECTBOM 3TOr0 acnvpatopa sBnseTcd
Hanuune  yHKkuun, obecneuymBarowmx GesonacHOCTb ero  paboTbl. bonbwon  BbIGOP
OONOMHUTENbHBLIX NPUHAANEeXHOCTen aenaet acnupaTtop Basic ngeanbHbIM ANg LWUMPOKOro cnekrpa
MeAULMHCKUX 3a4ad, B TOM YMcne u Ana nuTenbHOro HenpepbIBHOrO UCMNOMNb3oBaHUA. CBSXXMTECH
C HamMu — Mbl Bcerga byaem pagbl NpeaocTaBnTb BaM KOHCYNbTaLMIO.
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1 NMPEAOCTEPEXEHUA N YKASAHUA NO TEXHUKE BE3OMNMACHOCTU

ﬁ MpepnocTtepexeHue
YkasblBaeT Ha NOTEHLManbHO ONacHy cUTyauuto, Kotopast (ecrnvn ee He NPpeaoTBpaTUTh)

MOXeT NpnUBeCTU K TpaBMe UIn netTanbHOMY ncxoay.

- PekomeHpaums, cBA3aHHas ¢ 6€30MacHOCTbIO
YKasblBaeT Ha NonesHy MHdopmaumio no 6e3onacHoMy UCMOMb30BaHUIO U3OENUs.

Acnupatop Basic npegHasHaydeH WUCKMOYUTENBHO [Af9 WUCMNOSMb30BaHUS B COOTBETCTBUM C
onvcaHveMm, nNpuBefeHHOM B JaHHOW WHCTpPyKUuM no akcnnyatauuu. Komnavma "Medela" moxert
rapaHtMpoBatb ©e3onacHoe (YHKUMOHUPOBAHME W3OENUS TOMbKO B CrydYae ero npuMeHeHus
COBMECTHO C oOpurMHanbHbiMKM NpuHagnexHoctamm Medela (emkocTv nnacTukoBble, TpybKu,
bunbTpbl N T.4.).

AcnvpaTtop Basic npowen uvcnbiTaHUa Ha 3MeKTPOMarHUTHYK COBMECTUMMOCTbL B COOTBETCTBUM C
TpeboBaHuamn ctaHgapta IEC 60601-1-2:2007 n MOXeT UCMNONb3oBaTbCA B HENOCpeaCTBEHHOM
6nmM3ocTn OT ApyrMx YCTPOWUCTB, Mpoledlnx Takoe e WCMbITaHue, W COOTBETCTBYIOLLMNX
TpeboBaHuam ctaHgapta IEC 60601-1-2. He npowealme ncnbitaHNa NCTOYHUKA BbICOKOYACTOTHOIO
nanyyeHus, paguocetn u apyroe nogobHoe obopynoBaHuve MOryT HebnaronpuaTHO MOBAUSATb Ha
paboTy n3genusa n He JOMXKHbI UCMOMNBb30BATLCA COBMECTHO C HUM.

Mepen npumeHeHMeM acnupatopa crneayeT BHUMaTENbHO U3YYUTb BCE NPenoCTepPexXeHusa u
yKa3aHusi No TexXHuKe Oe3onacHOCTU, a B AanbHeuvleM CTporo cob6nopgatb uUX. [JaHHyHO
MHCTPYKLMIO MO 3KCNMyaTtauuu cnegyet XpaHuUTb psiAoM C usgenuem, Ytobbl Bceraa umeTb
BO3MOXHOCTb UM BOCMNOJIb30BaThLCA.

CnegyeT NOMHUTb, YTO HacCTOSALWAA MHCTPYKUMS MO 3KCNnkaTauuu npeacTtasnseTr cobown Habop
OCHOBHbIX Npasun Mo akcnnyaTaumn nsgenusa. Bonpocsl, oTHocALWMeECA K MeQULMHCKOW NpakTuKe,
OOIMXKHbI paspelwatbca cneumanuctamn. KomnaHua "Medela" HeceT OTBETCTBEHHOCTb TOMbKO 3a
OBLLYH BE3OIMNACHOCTDb, HageXHOCTb N TEXHUYECKME XapaKTepucTMkM acnmpaTopa Basic, npu
YCMNOBWUK, YTO OH UCMNOSb3YeTCH B COOTBETCTBUN C MOMNOXEHNAMU HACTOSALLEro pyKkoBOACTBA.

& NMPEOOCTEPEXEHUA

* W3penve npegHasHayeHO AN WUCMOMNb30BaHUSA  TOMbKO  KBanMULUMPOBaHHbLIM
MEeAMUMHCKMM MepcoHarioM, NpollelnM COOTBETCTBYloOLlee oby4yeHue npoueaypam
acnupauum 1 UCnornb3oBaHMI0 acnMpaTopoB.

* Bo usbexaHue pUCKa nopaxeHunda J3JNeKTpun4eCKMmM TOKOM, OaHHOe u3genune cneayert
NoAKr4YaTb TOJIbKO K pO3€TKaM CeTu NUTaHnd, MMerLnm 3aluTHOE 3a3eMI1eHne.

* WVspgenne He crnegyeT  wucnonb3oBaTb  ANs acnvMpauuu  B3pbIBOOMACHbIX,
NerkoBocnnamMeHsIIOLLNXCA UMW eAKUX KUOKOCTEN.

* Tpy6bku, nocTaBnsieMble BMeCTE C acnupaTopoM, HE AOSKHbI BXOAUTb B NPSAMON KOHTaKT
C 30HOW OTcacbIiBaHUA.

* [lepepn ouncTkon acnupartopa crnefyeT BblHYyTb BUSKY U3 PO3ETKM CETU NUTAHMS.
* He gonyckaeTcsa BHeceHMe Kakux-nmbo n3aMeHeHUn B KOHCTPYKLMIO N3aenus.

* [lepen vcnonb3oBaHMEM acnupaTopa, HYXXHO OLEHUTb MoKa3aHus K MPUMEHEHUIO U
nmetowmecss akTopbl pucka npu HenpaBunbHOM BblIOOpe YpPOBHA Bakyyma U
MCNONb30BaHWE HEOPUTMHaNbHbIX NPUHAANEXHOCTEM W 3anyacTten. HeBbinonHeHue
TpeboBaHUN, U3NMOXEHHbIX B AAHHOM PYKOBOACTBE, MOXET HaHECTU CEPbE3HYI0 TpaBMy
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nauueHTy.

» 3anpeljaetca noAknoyaTb acnuMpatop K cucTemMaM [AONns NpoBedeHUs MacCUBHOMO
ApeHaxa, T.K. 3TO MOXeM MNPUBECTU K BO3HUKHOBEHUIO CEPbEe3HON Yrpo3bl 300POBbIO
nauueHTa.

» 3anpelaeTcs Ucnonb3oBaTb acnupaTop AN APEHUPOBaHNSA NreBparibHON NOMOCTy.

YKA3AHUA NO TEXHUKE BE3OMNACHOCTHU

* AcnupaTop AOKEH UCMONb30BaTbCS TOMBLKO B BEPTUKANbHOM MOSOXEHNUN.

* [lpn pasmelleHnn acnupatopa psiAaoM C ApyrMM o6opyAoBaHWEM, MUHMManbHOE
paccTosiHMe A0 ero Kopryca [OSPKHO COCTaBnsATb He MeHee 5 cM BO u3bexaHue ero
neperpesa.

* Bce npuHagnexHocTu, Mcnonb3yemble B Mpouecce acnupauuum AOMKHbl NPOXOAUTb
npeasapuTenbHYO OYNCTKY, Ae3MHAEKUUIO n/unu cTepunuaanmio (cMm. rnasy 9).

* AcnupaTop [OSDKEeH SKCMnyaTMpoBaTbCA TONMbKO OOy4YeHHbIM nepcoHanom. Jluua,
AonyLeHHble K paboTe C HUM, HEe JOSMKHbI UMETb AedEKTOB criyxa v 3peHus. NMoBTopHoe
obyyeHune paboTe ¢ nsgenuMem JOMmKHO NPOBOAMTLCA MUHMMYM pas B rof.

* 3anpellaeTcs norpyxaTb acnupaTop B BOAY U APYrUe XXUOKOCTH.

,D,aHHyI-O MHCTPYKUUMIO NO 3KCcnnyaTauun cneayet CoXpaHUTb Ana UCrnofib3oBaHUA B AanbHenLwem.

2 NMUTAHUE

NMuTtaHne acnupatopa Basic ocyulectBnsaeTcs ot ceTu. lNepen Tem, Kak NOAKMIOYNTL €ro K po3eTke
nuTaHus, crnegyet ybeauTbCs, UYTO HanpsbkeHMe W 4YyacToTa MEeCTHOM CeTu COOTBEeTCTBYeT
napameTpam, ykazaHHbIM Ha NacrnopTHoOW Tabnuyke ngenus.

Moakno4yeHne K ceT NUTaHus

PacnpaBuTb kabernb NMTaHUs U NOAKNIOYUTL €ro K COOTBETCTBYIOLLEMY pa3beMy Ha 3aHen CTeHKe
acnupaTtopa. [Insa 3akpenneHus kabens y BXOAHOIo pa3bemMa yCcTaHOBINEeHa KpenexHas ckoba.
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3 OMUCAHUE
BBepeHune

AcnvpaTtop BaKyyMHbI Basic 3TO0 MeguumHCKkMiA npubop, npefHas3HaYeHHbIn Ons co3gaHus
NOCTOSAHHOrO Bakyyma B AuanasoHe oT 0 go 675 MM pT. CT. U UCMONb3yeMbI AONA aKTUBHOW
acnupauum XuakocTu, rasa Unm YyxXepoaHbIX MaTtepuanoB U3 MOMocTen opraHu3dMa nocpeacTBoM
BcacbiBaHMsA. AcnupaTtop BaKyyMHbI BKAo4aeT B cebda cuctemy co3gaHua  Bakyyma
NOpLUEHL/UMAMHADP, 3aKMioYeHHY0 B MNacTMKOBbLIA KOPMyCc, Npu MNOMOLUM KOTOPOW acnupaTtop
co3gaeT BaKyyMm, HeobxoauMbld Ana npouecca acnupaumym TOW MAM UHOWM XMOKOCTU U BO3dyxa M3
NMoriocTen U paHeBbIX NOBEPXHOCTeW. 3a cyeT co3gaBaeMoOro Bakyyma acnupaT ckannuBaeTcsl B
NOAKITIOYEHHOM EMKOCTHN, NOCIE Yero yHUYTOXKaeTCs.

AcnupaTtop BaKyyMHbIi MOXeT ObITb MCMONb30BaH Ans NOOro NpakTU4eckoro MeguLMHCKOro
npMMeHeHus B 6onbHULE, KNNMHUKE NN BpavyeOHON npakTuke, rae TpebyeTcst akTMBHAS acnupauns
B Npouecce NpoBeAeHUs MeQULNHCKMX npoueayp.

HasHa4yeHue / nokazaHUsA K NPUMEHEHUo

AcnupaTtop BaKyyMHbIN npuMeHsaeTcs B onepaunoHHbIX, 9HOO0CKOMNUYECKMX,
OTONapPUHIONONMYECKNX, XUPYPrUYECKUX U TUHEKONOIrMYecKNx OTAeneHnsax, B CcToMaTornoruu,
9KCTPEHHOW W HeoHaTanbHOW MeguuvHe, peaHumMaumm u aHecteauonorum. OH obGecneyusaeT
B6esonacHoe oOcylleHne MNOoNnocTen W paHeBbIX MOBEPXHOCTEW, aKTUBHOE mnocrneonepaunoHHoe
OpeHupoBaHMe MNonocTen (kpome nnespanbHOW), acnupauuio KpoBKU, CEMNTUYECKOMW UNN CEPO3HOW
XUOKOCTU, 3BaKyaUuio OTAEeNdeMOro COAepXMMOro Hoca, pTa, MaTO4YHOM MOSIOCTU, AblXaTenbHbIX
nyTen.

LleneBble nonb3oBaTenu

AcnupaTop Basic gomkeH NpUMeEHsTbCA TOMbKo OOy4eHHbIM nepcoHanom. Jluua, gonyweHHble K
paboTe C HWM, He OOSKHbI MMEeTb AedekToB criyxa u 3peHus. [oeTopHoe oby4vyeHue paboTe C
nsgenvem OOMmKHO NPOBOANTLCS MUHUMYM pa3 B rof.

BaxHoe npumeyaHue:

Bpay HeceT OTBETCTBEHHOCTb 3a MCMONb30BaHWE acnupaTopa B COOTBETCTBUU C YCTAHOBMEHHbLIMU
Xupyprudeckumm npouegypamv 1M Metogamu. Kaxabll Bpay [AOMKEH OLEHWUTb, HACKOJbKO
npuemnemo NpoBeAeHNe Takon NpoLeaypbl, MICXoAa UX CBOEro OnbiTa N 3HAHUN.

Cpok akcnnyaTtauum

CpOK aKcnnyatauun gaHHOro n3agenna CoctaBideT CeEMb JeT.
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4 OB30P U3OENUA

KoHcTpykumsa acnupaTtopa
Basic

TpyOka cunmkoHoBas
BakyymmeTp

PerynﬂTop BakyyMa

HakoHeuHuk

EmkocTb ans apeHaxa

Tpy6ka

CTtolika MobunbHas

' Koneca u

R o d 6nokvpaTopbl
konec

Mepanb perynatopa
Bakyyma




3agHAA cTeHKa

MopT ana
JAo4KAeHEHNS
OOMONHUTENBbHON
nepanu BKI1/BbIK/1.

MpepoxpaHutenun
Bxop nutaHusa

npOBO,ElHI/IK BblpaBHMBaAHUA NoTeHUMana

’ '
. Knonka BKI1/BbIKIT.

MHAMKaTOpr n 3N1eMeHTbI

ynpaBneHuns
modela % 2
3eneHbIN AcnupaTop BKIOYEH B CETb
XKenTbIn Ownbka B paboTte
acnupatopa. Cm. rnasy 13

6enbin Acnmpatop pabotaet
MpepoxpaHUTenbHbIN
KOMMMEeKT ' KpbliLka ¢ 3axumamm

EmkocTb
0,25 n

KnanaH oT nepenonHexns

§
. % h
aKTVIBVIpOBaHO: f
,D,eaKTVIBVIpOBaHO:-————__

(roToBo Ans '
1cnonb3oBaHKs)




5 nopAOOK NPUMEHEHUA

YcTaHoBKa

MogroToBka k paboTte
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1. MpoBepuTb KOMMMNEKTHOCTL NOCTaBKM acnupartopa Basic,
COCTOSIHME acnupaTopa U NpuHaanexHocTen Ha npegMmeT

noBpeXxaeHui.

2. Ypanute TpaHCNOPTHbIE KpenreHns.

1. YaanuTe KpacHyto Haknemky

[ ~o ]
2. BbikpyTute 3 TpaHCMOPTHbIX BWHTA W
CcoxpaHuTe nx ans JanbHeunLwero
NCNONb30BaHUS.

Ty

3. MNpun koMnNnekTaumm acnupaTopa CTOMKoN MobunbHON, Heo6XoaANMO
cobpaTtb CTOWKY M 3aKpenuTb acnupaTtop Ha Hew. [pu KomnnekTaumm
acnupaTtopa pydkon, nepengute Kk n.4.

medola &

1. YCTaHOBUTbL BEPXHIOK 4acCTb CTOVKU Ha
€€ HWXHIOW 4YacTb, COBMECTUB TpyOKM,
Kak mokasaHO Ha PUCYHKe.

2. CoeguHuTb 4actu npu nomowmn 4
KpeneXXHbIX BUHTOB

3. YcTaHOBMTbL acnupatop Ha MOriky Ha
cTonke. Y0eauTbcd, 4YTO  nuueBas
CTOpOHa acnupatopa W BbICTynawLwas
YacTb CTOWKW HanpasfieHa Brnepes.

4. [lpucoeouHnTb  acnupaTtop  npwu
noMoLLM 4 KperneXHbIX BUHTOB.

4. MNpun KOMMAeKTaLmm acnmpaTtopa py4ykomn, HeobxoauMo 3akpenuTb

PYYKy Ha kopnyce acnupartopa.

( ) 1. 3akpenuTb pyyKy Ha kopnyca acnupaTopa C

@ i MOMOLLbIO 2 KpeneXHbIX BUHTOB.
I
!

1. MNepen kaxxabiM UCNONb30BaHNEM NPOBEPUTL acnmupaTtop, kabenb
NUTaHUsS N BUNKY Ha NpegMeT BHELUHUX NOBPEXAEHUN.

2. lNepepn kaxabIM NCNonb30BaHNEM MPOBEPUTL NPUHAANEXHOCTU Ha
npeameT TPELLNH, NOBPEXAeHUN, 3arpAa3HeHns U NPaBuNbLHOCTH

0bpaboTku.



Cbopka
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1.Cbopka u yctaHoBKa NpegoxpaHnTensHOro KoOMNekTa.

-

‘1.3

N

{

-
*

1.2‘

O 'Jf!ﬁ

medolo &

1. C6opka KoMnnekra.

1.1.MpucoeauHnts  knamaH K  KpblLLKe.
AKKypaTHO MOTAHYTb KnamaH BHU3, 4TOObI
y6eauTbCsa, YTO OH OTKPLIT/AeakTUBMPOBAH.

1.2. TlpucoeguHuTb KpbIWKY K €MKOCTU
NnacTUKOBOM.

1.3. 3akpbITb ABa 3aXMMa KPbILLKU.

2. YcTaHOBKa KOMMNekTa
2.1.TNpucoegnHuTL NpegoxpaHUTENbHbIN
KOMMMEKT K acnuparopy.

2. YcTaHoBKa hunbTpa (eCcnun oH ecTb B NOCTaBKe).

.

1.MNpucoegmHUTb PUNLTP K KPbILLKE
npeaoxpaHNTEenbHOro KOMMeKTa Tak, YTobbl
HanpaBreHue NoToka COOTBETCTBOBANO
cTpenke Ha kopnyce dunbTpa. dunbTp
cnefyeT 3amMeHATb Nnocre nepenonHeHns
CUCTEMBI UMW MOCHE KaXA0ro nauneHTa, Ho
He pexe, Yem 1 pa3 B Hegen.

3. YcTtaHoBka gepxatenen (Mpu Hanm4mm cTOMK1M MOGUNBHOW)

&

1. HaxaTb 1 yaepxuBaTtb CUHIO PYKOATKY
aepxaTens.

2. NpucoenHuTb Aepxarternb K CTaHAapTHON
pewke, OTNYCTUB PYKOSATKY.

4. MopknoveHne neganu BKNHOYEHMUS/BbIKITIOYEHNS

1. MoaknounTb Negans
BKIMIOYEHNS/BBIKMIOYEHUS K acnupaTopy,
BCTaBMB LUTEKEP COEQUHUTENBLHOrO Kabens B
COOTBETCTBYIOLLIEE THE3O.

2. NpoBepuTb NPaBUNBHOCTb
PYHKLUNOHNPOBaHNA neganu

10



5. YcTaHoBKa €MKOCTM NNacTUKOBOM Ansa cbopa XXngkoctn

1. Ecnu Bbl ncnonb3yeTe eMKOCTU ANS ApeHaxa, To creayeT nepenTu K
NyHKTY 6

~’ 2.1.MpucoeanHnts KnanaH oT

= nepenosiHeEHNA K KpblLLUKe.
.21

2.2.AkKypaTHO MNOTAHYTb KranaH BHU3,
yTobbl y6eauTbCs, YTO  KpbILKa

MECTO YCTaHOBKU eMKOCTEN
OTKprTa/p,eaKTI/IBVIpOBaHa.

3.1.NMpucoeanHnTb KpPbIWKY K €MKOCTU
NIacTMKoOBOM U 3adMKCcMpoBaTb €e
npy NOMOLLM ABYX 32XMMOB.

. 3.2.MpucoeguHnTb eMKOCTb K
(. acnvparopy.
4.1. MpucoegnHnTb TpyoKy

CUITIMKOHOBYKO  OAHOW  CTOPOHOM K
KpblLLKe oT nNpeaoXpaHNTENbHOMO
KOMIMIeKTa, a ApYron K KpbiLLKe eMKOCTU
NNacTUKOBOW (BaKyyMHbIN NOPT).

5.1. MpucoeanHNTb TPYOKY K KPbILLKE
€MKOCTU  MracTUKOBOW (nopt
nauueHTa).

11




6. YcTaHOBKa eMKOCTM ANA ApeHaxa.

1. Ecnu Bbl ncnonb3yeTe eMKOCTM NNacTUKOBbIE ANs cOopa KMAKOCTH,
cnefyeT BEPHYTbCS K MYHKTY 5.

MECTO YCTaHOBKM eMKOCTEN 2 U l]IL'

ol

. y ¢

ﬁo_ﬂf
"

N

i

{

0
(!

2.1.Bbibpatb €MKOCTb ans
ApeHaxa.

2.2.MNMprucoeanHnte  €MKOCTb K
pyyke wunu K Aepxartensim,
YCTAQHOBMEHHbIM Ha  CTOMKe
MOOUMBHON.

3.1. TlpucoeamHnTb KPbIWKY K
eMKOCTW Ana  ApeHaxa w
3admkcnpoBaTh ee

4.1. MpucoeanHuTb TpyOKy
CUITMKOHOBYIO OOHON CTOPOHOWN
K npeaoXpaHUTENbHOMY
komnnekty (B), aAapyrom K
€eMKOCTM Ansa gpeHaxa (A)

5.1. TllpucoeguHuts TpybKYy K
KpbILLKE €eMKOCTW Ans [peHaxa,
ucnonb3ysa agantep. [poseputs
npaBuMbHOCTb NOAKMHYEHUS
apanTtepa.

7. MNogkntovyeHne neganu perynmpoBkn Bakyyma.

1. MoaknounTb CcoeauHUTENbHbIN
WHYp Neganu perynvpoBkU Bakyyma

npucoeauHUTb K KpbILUKe
npeaoxpaHNTEensHOro KOMMneKkTa
acnupaTtopa.

2. MpucoeanHnTb TpyOKy

CUIIMKOHOBYIDO K BepxXHe’W 4acTu
LIHYpa.

12



Qkecnnyataums

NPEAYNPEXAEHWUE

AcnmpaTop Basic cnenyet yCTtaHaBlMBaTb TakKUM o6pasoM, YTOObI €ro MOXHO ObIN0 Nerko
OTKIMKO4YUTb OT CEeTU NNUTaHUA.

1.MogkntoyeHne acnupaTopa
K CeT NnTaHus

2. dyHKUMOHanbHas
npoBepka — co3faHune
MaKcumarnbHOro Bakyyma

TexHnyeckme gaHHble:

BeicoTa Makc. Bakyym
Hap
YPOBHEM
mopsi
-70kMa
+2000m -525 Mm pT. CT.
-79kMNa
+1000 m -592 Mm pT. CT.
-85 klMa
+500 m -638 MM pT. CT.
om -90 klMa
-675 MM pT. CT.
Honyck £15%

Perncrpanus MU B Pocaipasranzope
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medela %5

medela

medela

medola &

1. Moaknountb Kabenb NUTaHUNA K
BXOAHOMY pasbemy,
pacrnonoxeHHoOMy Ha 3agHewn
CTeHKe acnupaTopa.

2. BcraButb BUIKY kabens
nUTaHMs B PO3ETKY CeTu

nnTaHUA.

3. Mocne 3TOoro acnmpartop
BbIMNOJTHUT BHYTPEHHIOHO
camMonpoBepKy. Korpa
3aroputcs 3eieHbIn

CBETOAMOAHbIN MHAUKATOP, 3TO
Oyaet o3HauvaTb, YTO usgenuve
rotToBo K paborte.

1. Bknwountb acnupaTtop Basic
Mpon3BoguTENLHOCTL acnupaTopa
oyanet 30 n/MuH.

2. lna co3gaHuMst MakcMMarnbHOro
Bakyyma  crnegyeT  MOBEpPHYTb
perynaTtop Bakyyma B KpalHee
npaBoe MONOXEHME.

3. 3akpbITb  OTBEpCTUE  TPyOKM
nanbLem.
4. CpaBHUTb 3HayeHue

MaKCMMarnbHOro Bakyyma Co
3Ha4YeHWeM, nNpUBEAEHHbIM B
Tabnuue cnesa. Ecnun
Tpebyemoe 3HaveHne He
OOCTUrHYTO CM. .13

13



3. PerynnpoBka ypoBHS
BaKyyma

4. BblkntovyeHne
acnupaTtopa nocne
ncnonb3oBaHuA

Perncrpamus MU B Pocanparransope
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medeld

medela %

. Mepexatb TpyOKy, kOTOpas MaeT K

naumneHTy.

[MoBepHyTL perynaTtop BaKyyma
nnn nN3MeHnTb MNoJyioXKeHue nepann
perynstopa Bakyyma Ans Bbibopa
TpebyemMoro  ypoBHsl,  KOTOPbIN
COOTBETCTBYET KOHKpGTHOVI 3ajadve.

Otnyctnte TpybKy 1 npoBepuTb

nokasaHue BaKkyymmeTpa Ha
COOTBETCTBME Tpebyemomy
3HaYeHUI.

Haxatbe kHonky BKJI/BbIKIT gns
BbIKMOYEHUS acnupaTopa Basic unu
BbIKNIOYNTL C  MOMOLLBID nedanwu
BKI./BbIKI.

2.1. OTKNoUUTL BUNKY kabens nuTaHus

3 PO3ETKM.

14



6 3AMEHA 3ANOJIHEHHbIX EMKOCTEW

S
O

medelo &

A

7 NMPOBEPKA ®UJIbTPA U SAMEHA ®UNNTbTPA

HaxaTb Ha kHonky BKJ1/BbIKIT unu
BbIKMIOYUTE  acnupaTop c
nomouybto neganv BKIN/BbIKII.
OTcoeanHUTb OT KPbILKU TPyOKy
naumeHTa un TpybKy CUNMKOHOBYIO.
CHATb  3anOfHEHHYD €EeMKOCTb C
aepxaTens Ha acnvparope.
[MoAaroToBNTL HOBYIO EMKOCTb.
3akpenutb HOBYKO €MKOCTb B
aepxaTtene wnuv MpUKpenuTbL ee
HenocpeacTBEHHO K acnmpartopy.
HapexHo npucoeanHuTe TpybKy
CUMMKOHOBYIO W  HOBYK Tpybky
naumeHTa.

. Bknounte acnupatop. Annapat

HayHeT HabupaTb BaKyyM.

. YCTaHOBUTb 3HayeHuMe Bakyyma,

KoTopoe COOTBETCTBYET
KOHKpeTHOW 3agave.

1. OTcoeanHUTbL TPYOKY CUNMKOHOBYHO OT unbTpa

2. C nowmowplo perynatopa Bakyyma co3gaTtb
MaKCVMMarnbHbIN YPOBEHb BakyyMa.

3. Bknountb
BKI1/BbIKIT.

acnupaTtop, HaxaB Ha  KHOMKY

15



4.1. CHATb NoOKa3aHue BakyymmeTpa
4.2. 3ameHuTb UNbTP, ECNU 3HAYEHUE Bakyyma
npeBbIlWaeT 3HavyeHme - 20 kla.

8 3AMEHA HEUCIMPABHOIO NPEOOXPAHUTENA

/A NPEOOCTEPEXEHME

I'Iepe,u, 3aMeHoun npenoxpaHutena cneayet BblHYTb BUNKY NMUTAHUA U3 PO3ETKU.

r

Peructpara MU B Pocsnpasransope
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1.

OTkntounTb acnupaTop Basic oT ceTu nuTaHus.

OTKpbITb (BLITAHYTB) aepxarenb
npeaoxpaHuTensl, pacnosyioXeHHbIn B 3agHen
YyacTu ycTpoucTsa.

3ameHnTb HeucnpasHble npeaoxpaHnTenu.
Y0eamTbCsl, YTO UX TEXHUYECKME XapaKTEPUCTUKU
COOTBETCTBYIOT TpebyembiM 3HaveHuam T 1.6 AH,
~250 B nepemeHHoro toka, 5 x 20 mm

3akpbITb (3apBYHYTBL) aepxarenb
npegoxpaHuTernen.

MoaknounTb acnupaTop K CETU NUTaHKS.
[MoBTOPHO BKMOYUTL E€rO0.

16



9 YKA3AHUA MO OYUNCTKE, AESUH®EKUNU, CTEPUITU3ALIMUN U XPAHEHUIO
ﬁ NMPEOQYNPEXAEHUE

Mepen nepBbiM UCMNOMb3OBAHMEM W TMOCMNE KaXOOro MCMonb3oBaHUsS acnupaTopa,
acnupatop W Bce MPUHAONEXHOCTU AOIMKHblI ObiTb OYMLLEHbI, MNPOAE3UH(ULMPOBAHDI,
NPOCTEPUNN30BaHbl UMK YTUNN3UPOBAHLI.

« I'Iepep, BbINOJTHEHMEM OYUCTKM acnunpaTtopa cnenyeT BblHYThb BUIKY U3 PO3ETKAU
CeTn NnTaHn4.

O6Lwue 3amevyaHua

- [aHHble 3amevaHus SBNSAOTCA pekoMeHaaumMsMn obLLero xapakrtepa, KoTopble Heob6xoanumo
KOppeKkTMpoBaTb B MHAOMBMUAYyaNbHOM Mopsake, MUCXoOs W3 AMPEKTUB, OeNCTBYKLIMX B
KOHKPETHOM fe4eGHOM yupexaeHum, a Takke nopsiaka u NnofmMTUKA NPOBEAEHNSI OUYMUCTKN.

- [Npw BbINOMHEHMMN OYMCTKU/AE3NHDEKLNN crieayeT Nonb30BaTbCs 3aLMTHBIMU NepyYaTKaMu.

- YTunusauus XuakocTemn, TakMx Kak KpOBb UNK BblOAENEHUS, a Takke aeTanei, sarpsi3HeHHbIX
NpM KOHTAKTE C HWUMW, [OOIDKHA OCYLLEeCTBNATbCS B COOTBETCTBMM C  BHYTPEHHUM
pacnopsiAkom fiedebHOoro yupexaeHus.

Mepen BbINONHEHMEM OYUCTKU, A€3MHMEKLMN U CTEPUNN3aALMM acnupaTop cneayeT
OTKIMOYUTb OT CETU NUTaAHUSA N OTAENUTbL OT acnupaTopa BCe CbeMHbIE NPUHAANEXHOCTH.

OuuncTka.

® I'Ipvl BbINOJIHEHUWN OYNUCTKU CrieayeT NoJib30BaTbCA 3alLlMTHbIMU Nep4vYaTKaMu.

*» Kopnyc acnupatopa M nNpUMHAANEXHOCTW, KOTOPble HEemNb3d MOMHOCTbI0 MNOrpyxatb B
XNOKOCTb, HeobXxooMMO ouuwaTb MyTeM MNpOTUPaHUA BRaxHow 6e3BOPCOBOV TKaHbIO
cmodeHHon B ropsadven Boge (60-70°C), copepxalien motoulee cpenctso ¢ pH crtporo B
npegenax 6,0-8,0, yToObl U3bexaTb NOBpPEXAEHUsA Kopryca u 3arpa3HeHnst ycTponcTs. Npu
Hanuune Ha Kopnyce 3arps3HeHUNn opraHNYeCKUMU XUOKOCTAMU HEODX0OMMO UCMONb30BaThb
Motouwime cpencrtea, cogepxalme aH3UMbI.

* Bce ocTanbHble NpUHAZNEXHOCTU credyeT MOMHOCTbI MNOrpy3nTb B TEMMblA MblMbHbIN
pacTBOp UMM pacTBope MOWLWEro cpeactBa C dH3MMamum B TedeHne 1 — 5 muHyT. Bee
NPUHAANEXHOCTU [OOIKHbI OblTb MOMHOCTBIO MOKPbIThI PacTBOPOM, a BCE BHYTPEHHue
npocBeTbl AOJMKHbI OblTh 3aMOMHEHbI PACTBOPOM.

* Buaumblie 3arpssHeHus cnegyet ydandtb MNpyM MNOMOLLM WETOK Mnu 6e3BOPCOBOM TKaHW.
LLleTkn JOMmXKHbI BXOAUTbL NMNOTHO, HO MMETb BO3MOXHOCTb NepemellaTbCca BHyTpU obnacTu, B
KOTOPOW BbIMOMHAETCA ouncTka. [locne Oo4YucTkuM geTanu HyXXHO TllaTenbHO MNPOMbITb B
YMCTOW NPOTOYHOM BOAE, Kak CHapYXWu, Tak U BHYTPU.

* [lpoBepuTb KOMMOHEHTbI HA NPeaMET HanMyus BUOAUMbIX 3arpsa3HeHun, Npu HeobXoaANMOCTH
NMOBTOPUTb OYUCTKY.

De3nHdekuus.

* [locne npoBeaeHust NpegBapuTENbHOM OYUCTKM acnMpaTtop U NpUHAANEeXHocTM Heobxoanmo
npoae3nHULMpoBaTh.

® I'Ipvl BbINOJIHEHNNA D,e3I/IH(peKL|,I/II/I cnenyet NoNnb3oBaTbCA 3alMTHbIMU NMepYaTKkaMu.

e [lpoBoauTb AOe3nHdEKUUI0 paspellaeTcs TOMbKo  Ae3VHEKUMOHHBbIMKU  cpeacTBaMu,
paspeLleHHbIMW Ha TeppuTopun PO.

» Kopnyc acnupatopa W MpUHAONeXHOCTW, KOTOpble Hemnb3s MOMHOCTLI0 Morpyxatb B
XNOKOCTb, HEOBX0ANMO Npoae3nHUUUpoBaTh NYTEM MPOTUPAHUS BriaxHou 6e3BOpcoBOM

17
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TKaHbl0O CMOYEHHOW B Ae3uHduumpylowemM pacteope. KoHueHTpauma pactBopa M Bpems
3KCMnosnuumn 3aBuUCUT OT Ae3nHduumpylowero cpencrea, ucnonbdyemoro B JIMY. [Ons
NPUroTOBMEHUA pacTBopa cregynte MWHCTPYKUUUM MpomnsBoauTens Ae3nHMOUUNPYIOLLEro
cpeactea. lNocne Tpebyemoro BpeMeHM BbIOAEPXKKW, NPOTEpPeTb KOpMyc acnuparopa U
NPUHaANEXHOCTM BNaXxxHOM 6€3BOPCOBON TKaHbIO, CMOYEHHOW BOOOMN.

e OcTanbHble nNpUHAAMEexXHOCTM cnegyet 3amounTb B Ae3vHuuMpylolwemM pacTBOpe,
KOHUEHTpauusa pacTesopa M BpeMs 9KCNo3uumMn 3aBUCAT OT Ae3unHuumpylowero cpeacrsa,
ucnonsdyemoro B JIMY. [OnAa npurotoBneHus pacTeBopa cregymte  UHCTPYKUUK
npoussoanTensa gesvHduympylowero cpeactea. Bce npuHagnexHoCcTm [OMKHbl ObiTb
MOMHOCTLIO MOKPbITbI PAaCTBOPOM, a BCE BHYTPEHHME MPOCBEThbl AOMKHbI ObiTh 3aNOSTHEHbI
pactBopoM. locne Tpebyemoro BpeMeHU BbIAEPXKKW, MPOMbITb BCE MPUHAANEXHOCTU MO
NPOTOYHOM BOAOW.

* [locne npombIBKY, BCE MPUHAAMNEXHOCTM HEOOXOAUMO MOMOXUTb Ha YUCTYH CyXYyl MeneHKy
N BbICYLUNTB.

Ctepununsaums.

* [locne pge3vHdeKkunn, NpUHAANEXHOCTU, KOTopble TpebylT cTepunmsaumnm, Heobxoammo
npoctepunusoBaTtb. MeTog cTtepunusaumm — aBTOKnaBupoBaHue. [lepen nomelleHuem
NpUHaANeXHoOCTeEW B aBTOKNaB, HeobOXoAMMO BCe MPUMHAANEXHOCTM YynakoBaTb B
cneumanbHble MHANBUAYanNbHbIE YNAKOBKM uUnu B BUKCbl Ans ctepunusaumn. BaxHo, 4ToObl
NPUHaANEXHOCTN nepes cTepunusaumernt dbinn oumnLLeHbl OT Ae3NHULNPYIOLWMX CpeacTB u
BbicylleHbl. He cknagbiBaTb AeTanu B aBTOKNaBse Apyr Ha gpyra. BbloepxaTb B aBTOKnaBe
B TeyeHue 10 MvHyT Npu Temnepatype 134°C.

XpaHeHue.

* [locne BbINOMHEHUNA Oe3UHEKUUN, n3genusa crnegyet XpaHUTb B YACTOW MerneHKe, noka He
notpebyetcsa mx wmcnonb3oBaHue. Ecnu acnvpaTtop npogosmkuTenbHoe BpemMs He Oyaet
NCNonb30BaTbCs, TO PpeKOMeHayeTcs yopaTb ero B CyMKy Anst XpaHeHMs.

* T[locne cTtepunusauuun, NPUHAANEXHOCTU crnedyeT XpaHWTb B CTEPUNbHOM YMNakoBKE WU
6ukce. Cpok CTEPUNBHOCTM 3aBUCUT OT YNaKOBKW U3Oenusl, B KOTOPOM OHO XpaHutcs. MNpwu
NCTEYEHUN CpoKa CTepunusaumu, nepeg UCnonb3oBaHWEM NPUHAANEXHOCTU HEeoOXoAMMO
NpPOCTEPMUIM30BaTb MOBTOPHO.

10 FAPAHTUA U OBCITY)XXUBAHUE

PernameHTtHas npoBepkKa n pa60TbI no OGCJ’Iy)KI/IBaHVII-O N PEMOHTY AO0JIKHbI OCYLLECTBITATLCA TOJIbKO
opraHnsaunmamun, YynosiHOMOYeHHbIMM Ha 3TO KoMnaHuen npon3soanTenem. PernameHTHblE
nNpoOBEPKN OO0JIKHbI NMPOBOANTLCA MUHUMYM 1 pas B roa, nocneagoBaTesibHOCTb NpoBegeHnA pa60T:

1) lMNpoBeaeHne PyHKLMOHAMNBHOIO TecTa Ha YpOBEHb Bakyyma

2) lpoBepka BHYTPEHHUX KOMMOHEHTOB annaparta, npeaBapuTesibHO HEOOXOAMMO OTKIHYUTL
acnupaTtop OT CeTU 1 OTKPbITb KPbILLKY annapaTa.

3) lpoBepka cucTeMbl 3BYyKOM3ONAUWUWU: NpoBepuTb ybeamtecb B TOM, YTO BCE COELUHEHUs
NAOTHO 3aTSAHYThl U OTCYTCTBYIOT Criefbl 3arpsa3HeHns u 4edekToB COCTaBNSALLMNX.

4) TpoBepka knanaHHOro 6rnoka: 4eMOHTMPOBATb GIOK U NPOBEPUTHL HA HanNMyYne NOBPEXAEHWUI
N TpeLLmH

5) lMpoBepka anekTpU4eCcknx COeAMHEHN: MPOBEPbTE HA HANM4Me NOBPEXAEHUN U TPELLMH

6) lNpoBepka BepxHeW 4yacTu Kopnyca annapata Ha npeameT TPewuH U MOBPEXAEHUN.
lMpoBepka BakyyMHOro noprta.

7) lNocne npoBefeHUs NPOBEPKM BHYTPEHHUX KOMMOHEHTOB, 3aKpOWTE KOpNyc acnupartopa.
Bkrounte annapat 1 npoBeauTe NOBTOPHbLIN (PYHKUMOHAIbHBIN TECT.
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Mpy pemMoOHTe [OMMKHbI MCNOMb30BaTbCA TOMbKO OpPUIMHAanbHbIE 3anacHble 4YacTu. Mpun
HeobOxoanmocTun, odmumnanbHbIA NpeacTaBUTENb NPON3BOAMTENS MOCTABUT NoTpedbutento nwobbie
3anacHble 4YacTu, a TakKe WHCTPYKUMM Onsg peMoHTa usgenuin. OTBETCTBEHHOCTbIO NoTpebutens
SIBNSAETCS KOHTPOSb 3a NpaBuilbHbIM W ©e3onacHbIM OCyLlecTBNeHMeM pemoHTa. [Onsa 3akasa
3anacHbIX YacTel HanguTe CepuirHbin HOMEep U3OEeNWSa Ha WunbAuKe annapaTta U CBSXXUTECb C
YNONHOMOYEHHbIM NpeacTaBmMTenem Ha Tepputopun PO.

MapaHTua: 5 ner

B cnyyae BonpocoB, npo6nem c akcnnyaTaumen, NorIOMOK CBsKMTECh ¢ koMmnaHuen Medela AG,
Lattichstrasse 4b, 6341 Baar, Switzerland, Ten: +41 (0)41 769 51 51, dpakc: +41 (0)41 769 51 00,
UIn C YNOSTHOMOYEHHbIM NpeAcTaBUTENEM KOMNaHUU Ha TeppuTtopun PO.

YnonHOMO4YeHHbIN NpeacTaBuTenb Ha Tepputopumn Pd:

000 «Mepena» 117335, ropog Mockea, ynuua Basunosa, gom 97, ocduc 16-17, TenedoH:
+7 (495) 150- 35- 34, e-mail: info@medela.ru

11 YTUNU3ALUA OTXOOOB

Mepen yTunusauven acnupatop Heobxoaumo pasobpaTb. YTunusaums [orkHa 6biTb
BbINOMTHEHA B COOTBETCTBMM C TpebOBaHUAMU HOPMATUBHBLIX aKTOB, Kacallmxcs oTpaboTaHHOro
ANEKTPUYECKOrO U 3MeKTpoHHOro obopyaoBaHusa, W MOObLIX OPYrMX MpUMEHAeMbIX ByayLinx
9KOMOrMYEeCKNX CTaHOapToB (BKM4Yasi, HO He orpaHuuymBascb, pgupektusamm 2002/95/EC un
2002/96/EC), a Takke cornacHo NPUHATOMY B CTpaHe WCNONb30BaHWUS MOPSAKY. QMNeKkTpuyeckoe u
3NeKTpoHHoe obopyaoBaHue He cnefyeT YyTUNU3NMPoBaTb BMECTE C HECOPTMPOBAHHbIMU GbITOBLIMU
otTxogamu. lNMpaBunbHas yTunusauma obecneuvBaeT 3alinUTy U NPEnATCTBYEeT HaHeceHuio yuiepba
OKpy>atoLLer cpeae unv 300poBbI0 YernoBeka.

12 yCcnoBuA No 3KCNNYATAUUN, XPAHEHUIO U TPAHCTTIOPTUPOBKU
Ycnosusa Ana akcnnyarawuum

- Temnepartypa Bosgyxa ot +5C go +40C
- BnaxHoctb oT 30% - 75%
- pasneHue ot 70 go 100 kPa.

Ycnosus ans xpaHeHUA/TpaHCNOPTUPOBKA

- Temnepartypa Bosayxa ot -20C go +50C
- BnaxHoctb oT 20% - 95%
- pasneHue ot 70 go 100 kPa.

13 YCTPAHEHWUE HEUCIMPABHOCTEN

He 3aropalotcsa cBeToanoaHbIe UHAUKATOPbI

AcnupaTop He NOAKIIoYeH K CETU NUTaHNsA, UM HeoBX0AMMO 3aMEHUTL NPeAOoXPaHUTENb.
CBeTnUTCA MHANKATOP XKENToro LBeTa

He3HauuTenbHas Henonapka: CBETUTCS >XENTbli CBETOAMOAHbLIA WHAWKATOP, HO acnupaTtop
BKIlOYaeTCcss U BblkNoyaeTca. Heobxogumo cBsA3aTbCA € OOMbHUYHBIMU - MHXEHepamMn Wnu
06paTUTLCA B YNOSTHOMOYEHHbI CEPBUCHBIV LLEHTP Npu Gnvxkanwem yqobHom crnyyae.

CywecTBeHHasas Henonaaka: CBETUTCH XeNTbli CBETOANOOHbIV MHAMKATOP, NPM 3TOM acnupartop
He BKtoYaeTcs U He BbikNtovaeTcs. Heo6xoamMmMo CpoYHO CBA3AThCS C BONMbHUYHBIMU MHXEHEpPaMn
nnn obpaTUTbCA B YNOSTHOMOYEHHbIV CEPBUCHbIN LLEHTP ANsi NPOBEAEHUSA PEMOHTA/00CNYXMBaHWS.
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AcnupaTop He co3aaeT BakyyM.
Heobxoavmo npoBepuTh:

1) Bunka nuTaHusa nNpaBuibHO BCTaBreHa B PO3eTKy, a pa3beM kabensa nutaHnsa npaBunibHO
NOAKMYEH K COOTBETCTBYIOLLEMY pasbeMy acnnpaTopa.

2) AcnmpaTop BkntodeH. CBeTOAMOAHbIV MHANKATOP rOPUT 3eSEHbIM.

3) MNMpepoxpaHnTenes B 3agHEN YacTu YCTPOWCTBA He NOBpexXAeH. 3aMeHa npefoxpaHuTens onucaHa
B rnase 8.

4) Perynatop Bakyyma Haxo4uTcs B NONOXeHWe BKNIOYEHHOro Bakyyma.

Ecnu Henonagka He MoxeT BbITb yCcTpaHeHa, He0b6XoaMMO CBA3ATLCA C BONbHUYHBIMU HXEHEepPaMU
nnun obpaTUTbCA B YNOSTHOMOYEHHbIN CEPBUCHBIN LEHTP.

HepocTaTo4HbI ypOBEHb BaKkyyMma
Y6eantbcs, 4To:

1) PerynaTtop Bakyyma HaxoguTcsi B TpebyemMoM NonoXeHnn.

2) TpyOku He uMeloT AeEKTOB 1 NOBPEXAEHUN.

3) Bce coegmHeHUsa repMeTUYHbI.

4) KnanaH OT nepenonHeHus OTKpbiT/deakTuBupoBaH. Ecnu knanaH oT nepenonHeHus
aKTMBMPOBaH, OTKIMOYUTL ero.

5) EMKOCTb nnacTukoBas [Ans KUOKOCTU/KpbIKA He WMEeeT TPewuH, XPYnKuX Wnm
obecuBeyeHHbIX y4acTKoB. [1pu HeOBXO0ANMOCTU — 3aMEHNTD.

6) ®unbTp He 3acopeH. [poBepka unbTpa Ha 3acopeHue onucaHa B rnaee 7.

Ecnn Henonagka He MOXeT ObiTb yCTpaHeHa, cnegyeTt cBA3aThCs C HONbHUYHBIMU NHXEHepamMm nnu
0bpaTnTbCs B YyNOMHOMOYEHHbIN CEPBUCHBIN LIEHTP.

14 OB30P NPUHAQNEXHOCTEN

/N NPEOOCTEPEXEHME
AcnupaTtop Basic 6611 npoBepeH B COBMECTHOM paboTe ¢ NpuHaanexHoCTaMU, KoTopble
nepeumcneHsl Hxe. [Ins npasunbHon n 6e3onacHomn akcnnyaTtaumm ero cnegyet

Mcnosib3oBaTb TOJIbKO C OpUTrMHarNbHbIMU NMPUHAONEXHOCTAMMN.

EmMKoCcTM nnacTukoBble npeactaBnsaioT cobon rpagyMpoBaHHbIN KOHTENMHep ans cbopa cekperta.
O6bembl emkocTen ot 0,25 n go 5 n. Cnocob cTepunusauumn — aBToKNaBMpoOBaHMe.

KpbIwWKK ncnonb3yeTca Ansa 3akpblBaHWS €MKOCTEN NiacTUKOBbIX. Ha KpbilwKax ecTb pasbembl A5
NnoaknyeHnss Tpybok, mMaywmx oT naumeHta M TpyOOK CUIMKOHOBBLIX, MAYLMX OT acnupartopa.
KpbIlWKn C pe3vMHOBLIM YMNIOTHUTENEM HAOEXHO (UKCUPYIOTCS K €MKOCTU C MOMOLb  2-X
nnacTukoBbix knunc. Cnocob ctepunusalmm — aBTokNaBMpoBaHMUE.

KnanaHbl npeacTtaBnsioT cOOOM KOHYCHYK 3arfnyLiKy, KOTopasi KpPenuTcs CHWU3Y Ha KPbIWKy W
NpenaTCcTBYeT NepenonHeHnio emkocTn. Cnocob cTtepunmnsaumm — aBToKNaBnpoOBaHueE.

HakOHe4YHMKM npeacTaBnaloT COOOM CUNMKOHOBLIE Yalleykn AN BaKyyMIKCTpakuuu nnoaa,
npuMeHsieMble B MpoLecce pOAOBCNOMOXEHUSI Yepe3 eCTeCTBEHHble podoBble MNyTM WU Npu
onepauun KecapeBa ceuyeHusa. Pasvep ronosku vaiwieyek ot 40 go 60 cm., pasmep BblbMpaeTca B
3aBUCMMOCTM OT pa3mMepa ronosku nnoga. Cnocob crepunmsaumm — aBTOKNaBUpoOBaHmeE.

AKKYMYynAaTOpbl — BCTPOEHHbIN pe3epBHbIA UCTOYHUK NUTaHUSA, No3BonseT paboTaTb acnMpaTtopom
6e3 nogkntodeHnsa k anektpoceTtn. Akkymynatopbl NiMH, pecypc - 30 MWHYT akTuBHOW paboThl,
BpeMsi MONHOM 3apsakn 5 Yyacos.
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Kabenu npegHasHayeHbl AN NOAKNIOYEHMSA acnupaTopa K 3N1eKTPOCeTH.
LLUHypbl coeaMHUTENbHbIE NpeaHasHavYeHbl ANA COeaUHEHMS NPUHAANEXHOCTEN C acnMpaTopoM.

Perynatopbl Bakyyma — py4yka NOBOPOTHAsh M MEXaHU3M pPerynvpoBKM AN U3MEHEHUS YPOBHSA
BaKyyma.

BakyymmeTpbl npenctaBnsoT cobon uudepbnart co WKanon u CTPenkomn, Ha KOTOPOM B pexunme
peanbHOro BPEMEHU MOXHO KOHTPONMMPOBaTb YPOBeHb Bakyyma. Ha umndepbnate gBorHas wkana
Bakyyma - klla n mm pTyTHOro ctonba.

CyMKM 1Ucnonb3yoTcs A5sl NePEeHOCKN U XpaHeHUsi BaKyyMHOro acnupaTopa.

Tenexkum npeacTtaBnAaroT cobon MeTannokapkacHyo KOHCTPYKUMKO Ha Konecax Ona KpenrneHua u
XpaHeHuA I'IpVIHa)J,J'Ie)KHOCTeVI, TaKMX Kak, EMKOCTU, AepiKaTeru, pr6KVI.

Monka AnA acnupatopa MCNONb3yeTcs AN HaOEeXHOro KpenneHus acnupartopa Ha MOBUNbHYHO
CTOMKY. ACnMpaTop KpenuTbCs K NOSKe C NOMOLLLIO 4 KpeneXHbIX BUHTOB.

EmkocTu ana apeHaxa npencraBnsaoT cobon pesepByap C KPbILLKOW, KOTOPbIN UCNONb3yeTcs Ans
cbopa cekpeTta oTxogsuiero no gpeHaxam. Ob6bem emkocten ans gpeHaxa ot 1 go 3 n. Cnocob
cTepunusauumn — aBToKNaBMpOBaHUe.

OdepxaTenu — nNnacTvkoBble NPUCNOcoBneHns Ana KpenneHus NpUHaanexHoOCTen K Tenexke unm
acnupaTopy.

Tpy6ku npegHasHayeHbl AN COeANHEHUS eMKOCTEN C HakoHeYHukamu. [dnuHa Tpybok ot 150 go
200 cwm.

TpybKku cMnNUKOHOBbLIE NpefHasHayeHbl ONs COeAMHEHUsT acnupaTopa C eMKOCTbK MNacTUKOBOW.
OnnHa Tpy6ok oT 25 cm ao 5 m. Cnocob ctepunmsaunm — aBToKNaBnpoOBaHME.

ApanTepbl NpeacTaBnsAlT COOOM NNACTUMKOBblIE COEAMHUTENbHbIE 3NEMEHTbl C 0-06pasHbIMU
YNNOTHUTENAMWU ANA coeaUHEHUst TPYOOK C eMKOCTAMMU 1 acnmpaTopamu. Cnocob ctepunusauum —
aBTOKIaBMPOBaHME.

dunbTpbl — 3alUNTHOE YCTPOMCTBO, COCTOSILLIEE M3 MIACTUKOBOrO KOpMyca CO BCTaBKOW U3
dunbTpylowero matepmuana, KpenaTcs Ha eMKOCTb NMAacTUKOBYK WM acnupatop U UCNONb3YTCs
ANs 3alKnTbl acnupartopa oT 3arpsa3HeHus. 3agepxmBatolas cnocobHocTb hunbTpa — 99,985% aonsa
yactuy 6onee 0,3 MKp.

Bnokupatopbl Konec npeagHasHadeHbl AnNs puKkcauum Konec Ha Tenexkax U CTokax MoOUMbHbIX.

CTOoMKM MoOOGUNbHbIe NpeacTaBngeT coOOW LEeHTpanbHyK KOMOHY C 4-nyyYeBbiM OCHOBAaHWEM Ha
Konecax, NnpeAHasHa4YeHHyo Ana nepeMeLLeHmsa acnmparopa.

Pyuyku — [M-06pasHbil aneMeHT, KOTOPbIN KpenuTcs K KOpnycy acnupatopa M UCnonb3yeTcsa Ans
TPaHCNOPTUPOBKN.

Koneca - caOBOeHHble ponukn, guameTpom 75 MM, npegHasHadeHbl Anst obecnevyeHus
nepeaBMXeHUsi TENEXEK U CTOEK MOOUIbHbIX.

nepeXO,D,HVIKVI npeactaBndar0oT cobor nnacTMKoBLIE KOHYCHbl€ 3neMeHTbl, npeaHa3Ha4deHbl Ond
coegnHeHus pr60K C HaKOHe4YHnKaMN.

Megann BKNOYEHUA/BBLIKITIOYEHUA HOXHbIe ncnonb3yrwTcAa Ona AUNCTaHUMOHHOIO HOXHOro
BKINIOYEHMNSA/BbIKITIOYEHNSA acnupartopa.

MNepanu perynstopa BakyymMa npeaHasHayeHbl ANs AWCTAHUMOHHOW HOXHOW  PeryrnMpoBKu
Bakyyma B npoLiecce onepauuu.
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15 TEXHUYECKUE XAPAKTEPUCTUKU

Bakyym N3MepsieTcsl NPU BbICOTE Ha YPOBHEM
/—/\ 0-90+15%kMa/0-675+15%Mm mops 0 M; aTMOocdepHoe AaBreHne
g pT. CT. 1013,25 rla. Cnegyet

NOMHUTbL. YPOBEHb BakKyymMma MOXeT
N3MEHATbCA B 3aBUCUMOCTU OT
MECTOMOMOXEHUS (BbICOTa HaA YPOBHEM
Mopsi, aTMocdepHoe faBneHne u
Temnepartypa)

Bbicokasi NPOM3BOANTENLHOCTb YposeHb Wwyma 36,3 Ab
>>> 30+5% n/muH

9,3 kr (rack Bepcus)

5" 100-240 B, 50/60 'y,

fj 50 BT

ISO 9001
ISO 13485 c E 0z
CE (93/42/EEC), lla

BxLxI
210x305x375 mm (rack Bepcus)

Jﬂ/oe-o fod | TpaHcnopTupoBka/ XpaHeHune
20 -~
- .ag WP

7 3% Tod OkcnnyaTtauus
A1
. Y& P21
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16 OBO3HAYEHUA U CUMBOIbI

c € 0123

[aHHbI cumBoOn
yKkasblBaeT Ha
COOTBETCTBME
obsi3aTeNbHbLIM
TpeboBaHuaM
Oupektnebl 93/42/EEC
ot 14 nioHsa 1993 roaa,
Kacaloluencs nsgenun

[aHHbI cumBon
yKa3blBaeT Ha Krnacc
acnuvparopa.

[aHHbI cumBon
obo3HayvaeT 3almTHoe

[aHHbI cumBon
o6o3HavaeT gaty
N3roTOBEHUS

[aHHbI cumBon
yKasblBaeT Ha TO, 4TO
YCTPOWCTBO He criegyeT

O]

MeOULUHCKOro 3a3emIeHune. ncnornb3oBaTb Nnocrne
Ha3Ha4eHus yKasaHHOW aaThbl.
OaHHbIN cumBON yKa3biBaeT |P21 [aHHbI cumBon pcs [aHHbI cumBon

Ha COOTBETCTBUE
OOMOSHUTENbHBIM
TpeboBaHMsIM MO
B6esonacHocTn
MeOULUHCKOro
obopynoBaHus,
nencreyowum B CLUA 1
KaHape.

yKa3blBaeT Ha CTENEHb
3aWmThl OT
NPOHNKHOBEHUSI
MHOPOAHbIX YacTuu, a
Takke OT BPEAHOro
BO34ENCTBUS Npu
NPOHWKHOBEHUW BRaru.

ob603HavyaeT KonM4yecTBO
eVHUL, U3Oenus B
yrnakoBke

OaHHbIN cumBON yka3biBaeT
Ha HOpMaTMBHbIE
XapakTepUCTHKN Hacoca.

[aHHbI cumBon
ykasbiBaeT Ha Tun CF
pabounx Yactemn

[aHHbI cumBon
ob03Ha4aeT HoOMep Mo
KaTarnory npousBoauTens.

OaHHbIN cumBON yka3biBaeT

[aHHbI cumBon

[aHHbI cumBon

> Q|

SN N
Ha HeobXxoauUMOCTb yKa3blBaeT Ha OTCYTCTBUE b 0603Ha4YaeT CepuinHbINn
BbINOSIHEHWS YKa3aHUM GesonacHocTu ans HOMep m3genus
pykoBOACTBa MO MarHMTHOro pe3oHaHca
aKkcnnyaTauum
OaHHbIN cumBON yKa3biBaeT [aHHbI cumBon —LOT [aHHbI cumBon

Ha NPEQYMNPEXOEHNA
nnm
NMPEOOCTEPEXEHWA,
CBSI3aHHblE C
“cnonb3oBaHMeM
yCTpOWCTBA.

(((R ))

yKa3blBaeT Ha
BEPOSATHOCTb
BO3HUKHOBEHUA MOMEX
Npy HaXoXAeHUN B
HenocpeaCcTBEHHON
onusoctn oT
obopynoBaHus,
NOMEYEHHOro 3TUM
CUMBOJIOM.

obo3Ha4vaeT ko
npoussoauTens ans
napTum n3genumn

OaHHbIN cumBON yka3biBaeT
Ha pekoMeHgauuu,
CBSI3aHHbIE C TEXHUKOWN
Bes3onacHocTu.

[aHHbI cumBon
yKa3blBaeT Ha
noaknoyeHme
npoBoOHMKa
BblpaBHMBaHUSA
noTeHumanoB

[aHHbI cumBon
obo3HavaeT
npegoxpaHuTenu

OaHHbIN cuMBOn
0003Ha4yaeT 3a3eMneHme.

2

[aHHbI cumBon
o6o3HavaeT nopt
NoAKMIOYEHNST HOXXHOTO
nepeknoyaTens

Perncrpamus MU B Pocanparransope
www.nevacert.ru | info@nevacert.ru

[aHHbI cumBOon
obo3HavaeT
npousBoanTens.

[aHHbI cumBon
yKasblBaeT Ha
orpaHuyeHus
Temnepartypbl npu
aKcnnyarauuu,
TPaHCNOPTMPOBKE U
XpaHeHUw.
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[aHHbI cMMBON yKasbliBaeT
Ha orpaHuyeHus no
BMa)XHOCTU Npu
aKcnnyataumm,
TPaHCMOPTUPOBKE U
XpaHeHun

[aHHbI cMMBOn yKasblBaeT
Ha HeobxoanuMoCTb
aKkKypaTHoro obpalleHus ¢
XPYMNKUM YCTPONCTBOM

[aHHbI cMMBON yKasbiBaeT
Ha orpaHuyeHus no
aTMocdepHOMY AaBMNEHMIO
npu aKkcnnyarauuw,
TPaHCMOPTUPOBKE U
XpaHeHun

[aHHbI cMMBON yKasbliBaeT
Ha HeobxoammocTb 6epeyb
YCTPOWCTBO OT nonagaHusi
Bnaru.

[aHHbI cMMBON yKasbliBaeT
Ha TO, YTO YCTPOWCTBO He
crnegyeT Ucnonb3oBaTb Npu
NoBpEXAEHHON yNakoBKe

[aHHbIh cumBOon 0bo3Ha4YaeT
MaKCMMasbHbIN YPOBEHb
BaKkyyma, co33aBaemMoro
YCTPOWCTBOM.

[aHHbI cMMBON ykasblBaeT
Ha KONMYeCTBO eAnHNL,
n3penusi, Cogepxallmnxcs B
ynakoBkKe.

[aHHbIh cumBOn 06o03Ha4YaeT
BO3MOXHbIE YPOBHU
NpOV3BOANTENBHOCTH
yCTpOWCTBa

[aHHbI cMMBON ykasbiBaeT
Ha TO, YTO YCTPOWCTBO He
cnegyeT yTUnmaMpoBaTb
BMecCTe C
HEeCopTUPOBaHHbLIM
ObITOBBIM MyCOPOM (TONBKO
ansa EC).

[aHHbIh cumBOon 06o3Ha4YaeT
anekTpuyeckme
XapaKTepuCTUKM acnuparopa.

[aHHbI cMMBON yKasbliBaeT
Ha TO, YTO MaTepuan
SIBNSIETCS YacTblo Npouecca
NoBTOPHOW NepepaboTku.

[aHHbIh cumBOon 0bo3Ha4YaeT
BEC acnupaTtopa.

Karton [aHHbI cMMBON yKasbliBaeT B [aHHbI cumBOn 0bo3Ha4YaeT
Carton Ha Hanuume KapTOHHOW pa3mepebl acnupartopa

Board yNakoBKM A| (BxLUXT).

\\: [aHHbI cMMBON ykasbliBaeT & [aHHbI cMMBOn yKasblBaeT
, Ha TO, YTO YCTPOMCTBO “™  Ha ycTpoicTBO

cneayet 6epeyb OT
BO34ENCTBUS NPSIMOro
COIHEYHOro CBeTa.
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OrpaHUY4eHHOro NPUMEHEHNS.
depgepanbHoe
3aKOHOAATENbCTBO
OorpaHu4YnBaEeT Npoaaxy
3TOro YCTPOWCTBA TOMbLKO
npodeccrnoHanbHbIM
Meaukam Unm no ux 3akasy.

Medela AG
Lattichstrasse 4b

6341 Baar, Switzerland
www.medela.com
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NMPUBETCTBUE

CpoenaB cson Bbl6op B nomnb3y usgenus Dominant Flex, Bbl npuobpenu BbICOKOKAYeCTBEHHbIN
BaKyyMHbIA acnupaTop, KOTOpbiA MOXeT OblTb aganTupoBaH K BawwumMm notpebHoctam. Kak u Bce
acnupaTtopbl komnaHun "Medela", paHHOe wu3genue 4BNSETCS HaOeXHbIM W MNPOCTbIM B
ucrnonb3oBaHun. [loMMMO NPOCTOTHI B  OYMUCTKE M UCMONb30BaHUM,  OOMOMHUTENbHbLIM
npenmyLLEeCTBOM 3TOro acnupaTtopa dBngeTcsd Hannume dyHKLMIA, obecneynBaowwmnx 6e3onacHoCTb
ero pabotbl. bonbwon BbIGOP AONOAHUTENBHBLIX MNPUHAANEXHocTen genaet acnupatop Dominant
Flex ngeanbHblM ONA LWUMPOKOro cnekTpa MeauUUHCKUX 3ajadv, B TOM 4yucrie n ona AnuTeribHoro
HenpepbIBHOIrO MCNoNb3oBaHus. CBAXUTECH C HaMU — Mbl Bcerga dyoem pagbl npefocTaBuUTb Bam
KOHCYIbTauuto.
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1 NMPEAOCTEPEXEHUA N YKASAHUA NO TEXHUKE BE3OMNMACHOCTU

ﬁ NPEOOCTEPEXEHUE
YKa3sblBaeT Ha NOTEHLManbHO ONacHyo CUTyaLumto, KOTopas (ecnv ee He NPeaoTBPaTUTDb)
MOXeT MPMBECTU K TPABMe UNn neTanbHOMY UCXOAay.

- PekomeHpaums, cBA3aHHas ¢ 6€30MacHOCTbIO
YKka3sblBaeT Ha nonesHyo MHopmaumio no 6esonacHoMy UCMONb3OBAHMIO U3OENUS.

Acnnpatop Dominant Flex npegHasHayeH UCKMOYUTENBHO ANA UCNOMb30BaHUA B COOTBETCTBUM C
onucaHuem, npueBedeHHOM B [daHHOM pyKoOBOACTBe nonb3oBaTtens. KomnaHus "Medela" moxeTt
rapaHTupoBatb 6e3onacHoe (YHKUMOHMPOBaHME U3OEnnUs TONbKO B Cryvyae ero npuMMeHeHus
COBMECTHO C OpurMHanbHbIMKM NpuHagnexHoctamn Medela (emkocTv nnacTukoBble, TpybKw,
PUnNbLTpLI N T.4.).

Acnvpatop Dominant Flex npowen wucnbiTaHUA Ha SNEKTPOMarHWTHYI COBMECTMMOCTb B
cooTBeTCTBMM C TpeboBaHusmu ctaHgapta IEC 60601-1-2:2007 n MOXeT MCMNONbL30oBaTbCs B
HenocpeaCcTBEHHOW 6nu3ocTM OT ApYyrux YCTPOWCTB, MPOLUEALLMX Takoe Xe WCMbITaHue, |
cooTBeTCTBYOWMNX TpeboaHmam ctaHgapTta IEC 60601-1-2. He npowealume ncnbiTaHnst UCTOYHUKA
BbICOKOYACTOTHOrO  M3ny4eHusi, pagumoceTm U  gpyroe nogobHoe obopygoBaHue  MOryT
HebnaronpuaTHO NOBNNATEL Ha PaboTy N3Aenusa U He OOMKHbI UCNOMNb30BaTbCS COBMECTHO C HUM.

Mepen npumeHeHMeM acnupartopa crneayeT BHMMaTENbHO U3YYUTb BCE NpefocTepexeHus u
yKa3aHusi no TexHuKe 6Ge3onacHOCTU, a B AanbHeWWweM CTporo cob6nwaartb ux. [laHHoe
PYKOBOACTBO MNofib30BaTens cnegyetr XpaHUTb pAAOM C M3aenueMm, 4ToObl Bcerga umeTb
BO3MOXHOCTb UM BOCMNOMb30BaThLCH.

CnegyeT NOMHWUTb, YTO HacCTOsILlee PYKOBOACTBO MONb3oBaTens npeacrasnseTr cobon Habop
OCHOBHBbIX NpaBun Mo 3KkcnnyaTtaumm usgenuda. Bonpockl, OTHOCALWMECA K MEeAULIMHCKOW npakTuke,
JOMXKHbI paspelwatbca cneumanuctamn. KomnaHua "Medela" HeceT OTBETCTBEHHOCTb TOMbKO 3a
OBWYHO BE3OINACHOCTb, HagexXHOCTb U TeXHUYeCcKne xapaktepuctuku acnupatopa Dominant
Flex, npu ycrnoBun, 4YTO OH WCNOMNbL3YEeTCA B COOTBETCTBUM C MNOSIOXKEHUSAMW HACTOSALEro
pyKkoBOACTBA.
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& NMPEOOCTEPEXEHUA

* Vspenue npegHasHayeHO [ANA  UCMONb3OBAHUS  TONMbKO  KBaANMULMPOBAHHbLIM
MEeAMUMHCKAM MepcoHarioM, NpolleliMM COOTBETCTBYlOLlee obydyeHue npoueaypam
acnmpaummn 1 UCnonb3oBaHMI0 acnupaTopoB.

* Bo usbexaHue pUCKa nopaxXeHunda J3JeKTpun4eCcKkMmMm TOKOM, OaHHOe wu3genune cneayet
NOoOKI4YaTb TOJIbKO K pO3€TKaM CeTu NMTaHnd, MMerLnm 3aluTHOE 3a3eMIieHne.

* Wspenne He cnedyeT  uUcnonb3oBaTtb  ANs acnupauuMuM  B3pbiBOOMNACHbIX,
NerkoBocnnamMeHsIIOLLUXCA UMW eAKUX KUOKOCTEN.

* TpyOku, nocTaBnsieMble BMECTE C acCNUPaToOpPOM, He AOITKHblI BXOAUTb B MPSIMOW KOHTaKT
C 30HOM OTcacbIiBaHUA.

* [lepepn ouncTkon acnupartopa crnefyeT BblHYTb BUSKY U3 PO3ETKN CETU MUTaHWUS.
* He pgonyckaeTcsa BHeceHne Kakux-nmbo N3aMeHeHUN B KOHCTPYKLNIO N3aenus.

* [lepen vcnonb3oBaHMEM acnupaTopa, HYXXHO OLEHUTb MoKa3aHus K MPUMEHEHMIO U
nvetLwmecss akTopbl pucka nNpu HenpaBunbHOM BblIOOpe YpPOBHA Bakyyma U
MCNONb30BaHWE HEOPUTMHanNbHbIX MNPUHAAMNEXHOCTEN W 3anyacTei. HesbinonHeHve
TpeboBaHUN, N3NOXEHHbIX B @HHOM PYKOBOACTBE, MOXET HAaHECTU CEPbE3HYI0 TpaBMy
naumeHTy.

» 3anpeljaeTca noAknoyaTb acnuMpatop K CucTeMaM [ANns NpPoBeOEeHUs MNacCUBHOMO
ApeHaxa, T.K. 9TO MOXEeT MPUBECTU K BO3HUKHOBEHWUIO CEPbE3HOWN Yrpo3bl 340POBbIO
nauueHTa.

e 3anpelaeTcs Ucnonb3oBaTb acnupaTop AN APEHUPOBaHNSA NreBparibHON NoMocTy.

YKazaHus no TexHuke 6e30nacHOCTMU:

® AcnmpaTop OOJTKEeH NCNoJib30BaTbCA TOJIbKO B BEPTUKAJIbHOM MOJIOXEHUN.

* [lpn pasmelleHnn acnupatopa psiAaoM C ApyrMM o6opyAoBaHWEM, MUHMManbHOE
paccTosiHie OO0 ero Kopryca [OJKHO COCTaBnATb He MeHee 5 cMm BO u3bexaHuwe ero
neperpesa.

* Bce npuHagnexHocTn, ucnonb3yemble B Mpouecce acnvpauun LOIDKHbl MPOXOAUTb
npeaBapuTEnbHYO OYUCTKY, Ae3MHMEKLUMIO /unu ctepunusaumio. (CM. rmasy 9)

* AcnupaTop [OSDKEeH 3KCMnyaTMpoBaTbCs TONMbKO OOy4YeHHbIM nepcoHanom. Jluua,
AonyLeHHble K paboTe C HUM, He JOSMKHbI UMEeTb AedEKTOB cryxa u 3peHusi. NMoBTopHoe
obyyeHune paboTe ¢ nsgenMem JOMmKHO NPOBOAMTLCA MUHMMYM pas B rof.

* 3anpellaeTcs norpyxatb acnupatop B BOAY Wv ApYyrne XXNOKocTu.

[aHHOe pyKOBOACTBO MOSfb30BaTENs CrneayeT COXpPaHUTb AN UCMOMb30BaHMSA B AarlbHENLLEM.
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2 NMUTAHUE

MutaHue acnupaTtopa Dominant Flex ocywecTtenseTtca oT ceTu. lNepen Tem, Kak NOogKMOYUTL ero K
po3eTke nNuTaHusd, cnegyet ybeouTbCs, YTO HaMpshKeHWe M 4yacToTa MECTHOW CeTu COOTBETCTBYET
napameTpam, ykazaHHbIM Ha NacnopTHOW Tabnuyke nagenus.

Moakno4yeHne K ceT NUTaHus

PacnpaBuTb kabenb NUTaHUa 1 NOAKIIOYUTL €70 K COOTBETCTBYIOLLEMY PasbeMy Ha 3aHen CTeHKe
acnupaTopa. [Insa 3akpenneHus kabens y BXOAHOIO pasbeMa yCTaHOBMNEHa KpenexHas ckoba.
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3 OMUCAHUE
BBepeHune

AcnupaTtop BakyyMmHbin Dominant Flex ato meguuuHckuii npubop, npegHasHayYeHHbI Ang
co3faHus MNOCTOSHHOro Bakyyma B AmanasoHe oT 0 go 713 MM pT. CT. U UCMONb3yeMbIn Ans
aKTMBHOM acnupaumn >XUOKOCTU, rasa WUnuM 4YyxXepoAdHbIX MaTepuanoB U3 MNOMocTen opraHuama
nocpeacTBOM BcacbiBaHWs. ACnMpaTop BakKyyMHbIA BKMo4aeT B cebs cuctemy co3gaHus Bakyyma
NopLUEHb/UMANHAP, 3aKMnioYeHHY0 B MNacTMKOBLIA KOpPMyc, NpU MNOMOLLM KOTOPOW acnupartop
co3faeT BaKkyyM, HeobxoauMmbld Ans npouecca acnupauMym TOW UM MHOM XUOKOCTM M BO3gyxa U3
NMonocTer U paHeBbIX MOBEPXHOCTEN. 3a cyeT CcO3haBaeMoro Bakyyma acnumpaTt ckannvBaeTcs B
NOAKMHOYEHHON EMKOCTU, MOCHE Yero yHUYToXaeTcs.

AcnupaTtop BaKyyMHbIi MOXeT ObiTb MCMONb30BaH Ans NOOro NpakTM4eckoro MeguLMHCKOro
npMMeHeHus B 6onbHULE, KNNMHUKE NN BpadyeOHON npakTuke, rae TpebyeTcst akTMBHAs acnupauns
B Npouecce NpoBeAeHUs MeQULMHCKNX nNpoueayp.

Ha3sHa4yeHue / nokazaHUsA K NPUMEHEHU

AcnnpaTtop BaKyyMHbI npuMeHsaeTcs B onepaunoHHbIX, 3HOOCKOMNUYECKMX,
OTONapPUHIroNorMYeckux, XMpypruyeckux W rMHEKOMNorMyeckux OTAerneHndax, B CcTomaTornornm,
3KCTPEHHOW W HeoHaTanbHOW MeguuvHe, peaHumMaumm u aHecteauonorum. OH obGecnevusaet
6esonacHoe oOcylleHne MnonocTen W paHeBblX MOBEPXHOCTEW, aKTUBHOE MocneonepaunoHHoe
OpeHupoBaHne MNosniocTer (Kkpome nnespanbHOW), acnupauuio KpoBU, CENTUYECKOW UNU CepOo3HOWM
XWOKOCTU, 3BaKyauuio OTAendAeMOro COAepXMMOro Hoca, pTa, MaTO4YHOW MOJSIOCTU, AbIXaTenbHbIX
nyTen.

LleneBble nonb3oBaTenu

AcnupaTtop Dominant Flex gomkeH NpUMEHATbCA TOMbKO OBY4YEeHHbIM nepcoHanom. Jluuya,
JonyLleHHble K paboTe ¢ HUM, He JOMKHbI UMeTb AedeKTOB crnyxa u 3peHus. lNoBTopHoe obyyeHue
paboTe ¢ nsgenuem JOMKHO NPOBOAUTLCA MUHMMYM pas B rof.
BaxHoe npumeyaHue:

Bpay HeceT OTBETCTBEHHOCTbL 3@ MCMNOMb30BaHWE acnupatopa B COOTBETCTBUMM C
YCTaHOBNEHHLIMU XUPYpPruyeckumm npouegypamv n metogamu. Kaxablini Bpady OOSKEH OUEHUTD,
HaCKOMNbLKO NpuemMnemMo nposefeHne Takon npouenypbl, UCXOAS NX CBOEr0 OnbiTa U 3HaHUN.

Cpok akcnnyatauum

CpOK 3KCcnnyaTaunn gaHHOro nsgenna coctaBideT CeMb NeT.
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4 OB30P U3OENUA

KoHcTpykumsa acnupaTtopa
Dominant Flex

Kpblwka

EMkocTb nnactmkoBas

= T

PerynsaTtop Bakyyma

-
—

a

BakyymmeTp
Q
‘\\ medalo &

) KHonka BKJ1/BbIKJ1

CTonka mobunbHas

( )

Koneca un
6rokmparopsl
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3aaHAA cTeHKa

ﬂpenoxpaHMTen'M
Bxop nutaHus MopT ans

noakniYeHns

nenanu BKIT/BbIKI1.

[poBOAHVK BbIpaBHMBAHUSA
noTteHunana

MHAMKaTOpr N ANeMeHTbI
ynpaBneHuns

MpounssoanTensHocTb 60 N/MUH

MpounssoanTensHocTb 50 n/MuH

MpounssoanTensHocTb 40 N/MUH

modela 9 T Kronka BKIVBLIK.

3eneHbIn AcnupaTop BKIHOYEH B CEeTb

XKenTbIn Owwnbka B paboTte
acnuparopa. (cMm. rn. 13)

6enbin AcnupaTop paboTaet

MpepoxpaHnTenbHbIN
KOMMMEeKT

Kpbiwka

P2

KnanaH ot nepenonHeHusi EmkocTtb

npaewKkoBas

- k "

aKTMBMUPOBAHO:
AeakKTnBMpPOBaHO:

(rotoB ons ‘

MCMNonb30BaHWsl)




5 Mopsgok npumMmeHeHuUs

YcTaHoBKa 1. NpoBepuTb KOMMMAEKTHOCTb NOCTaBkun acnupaTtopa Dominant Flex,
COCTOsIHWE acnupartopa 1 npuHagnexXHocTen Ha npegmMmeT

noBpeXxaeHui.

2. YpoanuTe TpaHCrnopTHbIe KpenneHus.

a»

1. YOoanvTte KpacHyto Haknemky

2. BblkpyTnTe 3 TpaHCNOPTHbIX BMHTA MU
COXpaHuTe nx ans JanbHeunLwero
NCNONb30BaHUS.

3. MNpun koMnnekTaumm acnupaTopa CTOMKON MobunbHON, Heo6Xo0ANMO
cobpaTtb CTOVKY M 3aKpenuTb acnupatop Ha Hew. [pu KomnnekTaumm
acnupaTtopa pydkon, nepengute Kk n.4.

18

@“
O & ™=

1. YCTaHOBUTb BEPXHIOK 4YacTb CTOMKM Ha
€€ HWXKHIOK YacTb, COBMECTMB TpybKu, Kak
MoKa3aHo Ha PUCYHKe.

2. CoeguHuTb 4actu npu nomowm 4
KpeneXXHbIX BUHTOB

3. YcrtaHoBUTbL acnupaTtop Ha MOMKy Ha
cTorke. Y6eauTbcs, 4To nuuesas CTOpoHa
acnupaTtopa ¥ BbICTynatoLwas 4acTb CTOWKM
HanpaBneHa Bnepes.

4. MNpucoegMHUTbL acnupatop nNpu NOMOLLMN
4 xpeneXHbIX BUHTOB.

4. Mpun kOMNeKTaumMmn acnmpaTopa py4ykon, HeobxoanMo 3aKpenuTb
PYYKy Ha kopnyce acnupartopa.

1. 3akpenuTb pyyKy Ha kopnyca acnuparopa c
NOMOLLbKO 2 KpeneXHblX BUHTOB.

MoaroToBka K pa60Te 1. I'Iepe,u, KaKablM ncnosib3o0BaHMEM NPoOBEPUTb acnnpaTtop, kabenb
NNTaHUA N BUINKY Ha npegmMmeT BHEeLWHNX nospem,quMﬂ.
2. I'Iepep, KaxXablM UCnosib3oBaHMEM NPOBEPUTb NPUHAONEXHOCTU Ha
npeamMmeT TpeLlnH, I'IOBpe)KLI,eHMIZ, 3arpAa3HeHna n npaBuiibHOCTU

0bpaboTku.
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Cb6opka 1.Cbopka 1 ycTaHoBKa NpefoXpaHNTENbHOro KOMMIEKTa.

TRIT

1t

1.2

© ¥
[

B

O

.
.

2

1. C6opka KoMnnekra.

1.1.MpucoeauHnTs  knanaH K  KpblLLKe.
AKKypaTHO MOTAHYTb KnamaH BHW3, Y4TOObI
y6eauTbCsa, YTO OH OTKPLIT/AeakTUBMPOBAH.

1.2. [lpucoeamHnUTb KpbIWKY K €MKOCTU
NnacTUKOBOM.

1.3. 3akpbITb ABa 3aXNMa KPbILLKU.

2. YcTaHOBKa KOMMNekTa
2.1.TNpucoegnHuTL NpegoxpaHUTENbHbIN
KOMMMEKT K acnuparopy.

2. YcTaHoBKa hunbTpa (ecnm oH ecTb B NOCTaBKe).

.

1.MNpucoegmHUTb PUNLTP K KPbILLKE
npeaoxpaHNTEenbHOro KOMMeKTa Tak, YTobbl
HanpaBreHue NoToka COOTBETCTBOBANO
cTpenke Ha kopnyce dunbTpa. dunbTp
cnefyeT 3amMeHATb nocre nepenonHeHus
CUCTEMBI UMW MOCHE KaXA0ro nauneHTa, Ho
He pexe, yeM 1 pa3 B HeZento.

3. YcTtaHoBka gepxatenen (Mpu Hanm4mm cTOMK1U MOBGUNBHOW)

&

1. HaxaTb 1 yaepxuBaTtb CUHIO PYKOATKY
aepxaTens.

2. NpucoenHuTb Aepxarternb K CTaHAapTHON
pewke, OTNYCTUB PYKOSATKY.

4. MopkntoveHne neganu BKNHOYEHMUS/BLIKITIOYEHNS

Peructpara MU B Pocsnpasransope
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1. MoaknounTb Negans
BKIMIOYEHNS/BBIKMIOYEHUS K acnupaTopy,
BCTaBMB LUTEKEP COEQUHUTENBLHOrO Kabens B
COOTBETCTBYIOLLIEE THE3O.

2. NpoBepuTb NPaBUNBHOCTb
PYHKLUNOHNPOBaHNA neganu
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MECTO YCTaHOBKN €MKOCTeln

---------

.
-

5. YcTaHoBKa €MKOCTM NNacTUKOBOW Anst cbopa XXngkoctu

1. Ecnu Bbl UCNONb3yeTe eMKOCTU AN1A APeHaxa, TO criefyeT NepenTu K

NyHKTY 6

2.1.MpncoeanHnTtb KnanaH oT
nepenonHeHNs K KpbILLKe.

2.2.AKKypaTHO NOTSAHYTb KnanaH BHMU3,
yTobbl Y6EeauTbCH, YTO  KpbILKa
OTKpbITa/AeakTmBnpoBaHa.

3.1.Mp1coeanHnTb KpbILWKY K €MKOCTU
nracTMkoBon n 3adumkcupoBaTb ee
npu NOMOLLM BYX 32XXMMOB.

3.2.MNpucoeanHnTb
acnvparopy.

€MKOCTb K

4.1. MpucoeanHnTb
CUNUKOHOBYKDO ~ OAHOW  CTOPOHOM K
KpblLLIKE oT NpeaoXpaHNTENbHOro
KOMIMIIeKTa, a ApYron K KpbiLKe eMKOCTH
NNacTMKoBOW (BaKyyMHbIN MOPT).

TpybKY

5.1. TMpucoeauHnte TPyOKy K KpbILLKE
€MKOCTU NnnacTUKoBOW (nopt
naumeHTa).
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6. YcTaHOBKa eMKOCTM ANA ApeHaxa.

1. Ecnu Bbl ncnonb3yete eMKOCTU NNacTukoBble Ans cbopa
XWMAKOCTN, CriegyeT BEPHYTLCH K MYHKTY 5.

MECTO yCTaHOBKW eMKOCTe 2 LV |
S = 2.1.BbibpaTb eMKOCTb Anst ApeHaxa.

’ b ————

~. Pemm pow 'Mﬁ 2.2.MNMprcoeanHnTe eMKOCTb K pYyudke
@ ‘ ‘ nnm K aepxaTtensam,
o : YCTaHOBMEHHbIM Ha cTouke

& I MOOUMNBHON.

3. XJ:
— 3.1. TNpucoegmHUTb KpPbILLKY K €MKOCTU
m‘.ﬂ Onsa apeHaxa n 3adukcupoBaTh ee

4.1. MpucoeanHnTb TpybKY
CUITIMKOHOBYIO OOHOW CTOPOHOM K
npeaoxXpaHUTENbHOMY  KOMMIEKTY
(B), Aapyrom Kk emMmkoctTm AOns
apeHaxa (A)

5.1. MNpucoeanHnTb TPYBKY K KpbILLKE
€MKOCTW ANs OpeHaxa, UCMonb3ys

aganTep. MpoBeputb
npaBuUIibHOCTb nogkn4yeHnd
apanTtepa.

7. MNogkntovyeHne neganu perynmnpoBkn Bakyyma.

1. MoaknounTb CcoeauHUTENbHbIN
WHYp Neganu perynvpoBkU Bakyyma

npucoeauHUTb K KpbILUKe
npeaoxpaHnTensHOro KOMMMeKkTa
acnupaTtopa.

2. MpucoeanHnTb TpyOKy

CUIIMKOHOBYIDO K BepxXHe’W 4acTu
LIHYpa.
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Qkcnnyatauums

NPEAYNPEXAOEHWUE

Acnupatop Dominant Flex cneagyet ycTtaHaBnmBaTb TakuMm 06pa3om, YTOBbI ero MOXHO

ObIf10 NIEerko OTKMNIYNTL OT CETU NUTAHMKS.

1.MoaknoveHne acnmupaTopa

K CeTun NnnTaHun4a

2. dyHKUMOHanbHas
npoBepka — co3faHune
MaKcumarnbHOro Bakyyma

TexHnyeckme gaHHbIE:

medeia

BeicoTa Makc. Bakyym
Hap
YPOBHEM
Mopsi
-72 kMNa
+2000 m -540 mMm pT. CT
-84 «Ma
+1000 m -630 MM pT. CT.
-89 klMa
+500 m -668 MM pT. CT.
0 -95 klMa
M -713 MM pT. CT.
Honyck £15%
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medeia %

1.

2.

3.

MogkntounTb Kabenb nuUTaHUA K
BXOOHOMY pasbemy,
pacnonoXXeHHOMY Ha 3afHEN CTEHKe
acnupartopa.

BctaBute Bunky kabens nutaHus B
pO3eTKy CEeTU NUTAHWUSI.

[Nocne aTtoro acnupaTtop BbIMNOHUT
BHYTPEHHIOIO camonpoBepky. Korga
3aropuTcsa 3eneHbi CBETOAMOOHbIN
uHaukatop, 3aTo OygeT  O3HayaTb,
4YTO M3aenue rotToeo K paboTe.

Bkniountb  acnmpatop Dominant
Flex. CranpapTHas
npon3BOaUTENBHOCTL  acnupaTopa
Bynet coctaBnatb 50 nN/MUH.

2. OAns co3gaHus MaKCMManbHOro
BaKyyma crieflyeT noBepHyTb perynsarop
BaKyyma B KpanHee npaBoe MOonoXeHue.

3. BakpbiTb  OTBepcTUE Tpy6km

nanbuem.

4. CpaBHUTb 3HAY€HWEe MaKCMMarnbHOro

BaKyyma co 3HaYeHneM,
npuBegeHHbLIM B Tabnuue cneea.
Ecnn Tpebyemoe 3HaveHme He
OOCTUTHYTO CM. .13
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3. MpounsBoanTeENbHOCTb
acnupatopa

4. PerynvpoBka ypoBHSA
BaKyyma

5. BblkntoyeHue
acnupaTtopa nocne
ncnonb3oBaHuA

Perncrpamus MU B Pocanparransope
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Mocne BKMOYEHUs, acnupatop

HaynHaeT paboTtaTtb c
Npon3BOANTENBHOCTLIO 50
n/MUH.

2. Ana perynvpoBKu
npon3BoaMTENbLHOCTM  cneagyet
HaxaTb COOTBETCTBYHOLLYIO

. MNepexatb

kHonky: 60 n/mMuH, 40 n/MyUH unu
50 n/muH ansa Bo3BpaLleHUs B
CTaHOapTHbIN PEXUM

Tpy6KYy,
MAaeT K NauneHTy.

koTopas

[MoBepHYTL perynsTop Bakyyma
WU U3MEHUTb  MONOXEHMWE
nejanu perynstopa Bakyyma

ans BbiOOpa Tpebyemoro
YPOBHS, KOTOpbIN
COOTBETCTBYET KOHKpEeTHOM
3agave.

3. Otnyctute TpybKY M MpoBepuTb

nokasaHue BaKyyMMeTpa Ha
cooTBeTCTBME Tpebyemomy
3HaYeHUI.

1.1. HaxaTb kHonky BKJ1/BbIKIT ans

21.

BbIKINHOYEHUS acnupartopa
Dominant Flex nnn BbIKMOYnUTb
C NMOMOLLbIO Neaanu BKI./BbIKII.

OTkntountb  BUMKY Kabens
NUTaHUS U3 pO3eTKN.

15



6 3AMEHA 3ANOJIHEHHbIX EMKOCTEW

1. HaxaTb Ha kHonky BKII/BbIKIT nnu
BbIKMIOYUTE  acnupartop c
nomouybto neganv BKI/BbIKII..

2. OTcoeamHNTb OT KpbIWKKM TPyoBKY
naumeHTa n TpybKy CUNMKOHOBY!O.

3. CHATb 3amnofnHEeHHYI €eMKOCTb C
AepxaTens Ha acnvpaTtope.

4. ToaroToBUTb HOBYH €MKOCTb.

5. 3akpenuTb HOBYIO €MKOCTb B
aepxartene wunu npukpenutb ee
HenocpeacTBEHHO K acnmpartopy.

6. HapexHo npucoeguHuts TpybKY
CUMMKOHOBYIO W HOBYK  TpybKy
naumeHTa.

7. Bkniountb acnupartop. Annapart
HayHeT HabupaTb BakyyMm.

8. YcTaHOBUTbL 3HayeHMe Bakyyma,
KoTopoe COOTBETCTBYET
KOHKpeTHOW 3agade.

7 NMPOBEPKA ®UNIbTPA U SAMEHA ®UNTbTPA

1. OTcoeauHnTb TPYOKY CUMMKOHOBYIO OT MnbTpa

ra

2. C nomowpl perynatopa Bakyyma cosgaTb
MaKCVMMarnbHbIN YPOBEHb BakyyMa.

16
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3. BkntounTb acnupartop, Haxas Ha kHonky BKI/BbIKII.

4.1. CHATb NOKa3aHne BakyyMmeTpa,
4.2. 3ameHnTb  uUNbTP, €CcnvM 3HadeHue Bakyyma
npeBbiWaeT 3HavyeHme - 20 kla.

8 3AMEHA HEUCIMPABHOIO NPEOOXPAHUTENA

/A NPEOOCTEPEXEHME
MNepen sameHon npegoxpaHuTens cneayeT BbiHYTb BUINKY MUTaAHUA U3 PO3ETKU.

1. 1. Otknountb acnupatop Dominant Flex ot ceTtn
nuTaHus.
2. 2. OTKkpbITb (BbITAHYTB) aepxarenb

npeaoxpaHuTensl, pacnosioXeHHbIn B 3agHen
YyacTu ycTpoucTsa.

3. 3ameHuTb HeucnpasHble npegoxpaHuTenu.
Y0eamTbCsl, YTO X TEXHUYECKME XapaKTEPUCTUKN
COOTBETCTBYIOT TpebyembiM 3HaveHuam T 1.6 AH,
~250 B nepemeHHoro toka, 5 x 20 mm

4. 3akpbiTb (3apBUHYTBL) aepxarenb
npegoxpaHuTernen.

Pernctpanns MU s Pocsapasransope 17
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5. TMogknounTb acnupaTtop K CeTU NUTaHKUS.
6. TMoBTOPHO BKMOYMTL ErO.

9 YKA3AHUA MO OYUCTKE, AESUH®EKUNU, CTEPUITU3ALIMUA U XPAHEHUIO
ﬁ NMPEOQYNPEXAEHUE

Mepen nepBbIM UCMNOMb3OBAHWMEM W MOCNE KaXdoro WCMoNb3oBaHMsS acnupaTopa,
acnuMpatop W BCe MPUHAONEXHOCTU AOMMKHbl ObiTb OYMLLEHBI, MPOAE3NHMULNPOBAHbI,
NPOCTEPMIM30BaHbI NN YTUNN3MPOBAHDI.

« I'Iepep, BbINOJTHEHMEM OYUCTKM acnnpaTtopa cnenyeT BblHYThb BUIKY U3 PO3ETKAU
CeTn NnTaHn4.

O6Lwue 3ameyaHusa

- [aHHble 3amevaHus SBNSAOTCA pekoMmeHaaumsiMm obllero xapaktepa, KoTopble Heo6xoaumMo
KOpPPEeKTUpOBaTb B WHAMBMAYaNbHOM rMopsiake, UCXoAs M3 AUPEKTUB, OEeNCTBYHOLIMX B
KOHKPETHOM fle4eGHOM yupexaeHum, a Takke nopsiaka u NofmMTUKUA NPOBEAEHNS OUYMUCTKN.

- [Npw BbINOMHEHMM OYMCTKU/AE3NHDEKLNN crieayeT Nonb30BaThCs 3aLMTHBIMU NepyYaTKaMu.

- YTunusaums XuakocTeun, Takmx Kak KpoBb UMW BblAENeHUs, a Takke Aetanen, 3arpsisHeHHbIX
MPU KOHTAKTE C HWUMW, [AOMKHA OCYLWIECTBNSATLCA B COOTBETCTBUM C BHYTPEHHUM
pacnopsiAkom fiedebHOoro yypexaeHus.

Mepen BbINONHEHMEM OYUCTKU, A€3MHMEKLMN U CTEPUNN3aLMM acnmpaTop cneayet
OTKIMOYUTb OT CETU NUTaAHUSA N OTAENUTbL OT acnupaTopa BCe CbeMHbIE NPUHAANEXHOCTH.

OuuncTka.

® I'Ipvl BbIMOJTHEHNN OYUCTKK cnenyeT Nofib3oBaTbCA 3alUMTHbIMU NepYaTKaMu.

* Kopnyc acnupatopa M nNpUHAANEXHOCTW, KOTOPble HEemNb3d MOMHOCTbI0 MNOrpyxatb B
XNOKOCTb, HeobXxooMMO ouuwaTb MyTeM MNpoOTUPaHUA BRaxHow 6e3BOpPCOBOV TKaHbIO
cmodeHHon B ropsadven Boge (60-70°C), copepxalien motollee cpenctso ¢ pH crtporo B
npegenax 6,0-8,0, yToObl U3bexaTb NOBpPEXAEHUsA Kopryca u 3arpa3HeHnst ycTponcTs. pu
Hanuune Ha Kopnyce 3arps3HeHUNn opraHNYeCKUMU XUOKOCTAMU HEODX0OMMO UCMONb30BaThb
Motouwime cpencrtea, cogepxalme 3H3UMbI.

* Bce ocTanbHble NpvHaZNeXxXHoOCTW credyeT MOMHOCTbI MOrpy3anTb B TENMbl MbIfbHbIN
pacTBOp WM pacTBope MOWLWEro cpeactBa C dH3MMamum B TedeHne 1 — 5 muHyT. Bee
NPUHAANEXHOCTU [OOIKHbI OblTb MOMHOCTBIO MOKPbIThI PacTBOPOM, a BCE BHYTPEHHue
npocBeTbl AOJMKHbI OblTb 3aMOMHEHbI PACTBOPOM.

* Buaumblie 3arpssHeHus cnegyeT ydanaTb NpyM MOMOLLM LWETOK unm 6e3BOpCOBOM TKaHMW.
LLleTkn JOMmXKHbI BXOAUTb MNAOTHO, HO UMETb BO3MOXHOCTb NepemeLlaTbCa BHyTpu obnacTu, B
KOTOpPOW BbIMOMHAETCA ouucTka. [locne O4YMCTKM JeTanu HYXHO TwaTenbHO NpOMbiTb B
YMCTOW NPOTOYHOM BOAE, Kak CHapYXWu, Tak U BHYTPWU.

* [lpoBepuTb KOMMOHEHTLI HA NPeAMET HaNMYUsa BUAUMbBIX 3arpsa3HEeHUn, Npu HeobxoaMMoCcTU
NMOBTOPUTb OYUCTKY.
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Oe3nHdekuus.

* [locne npoBeaeHust NpegBapuTENbHOM OYUCTKM acnMpaTtop U NpUHaAANEeXHoCcTM Heobxoanmo
npoae3nHULMpoBaTh.

® I'Ipvl BbINOJIHEHUNA D,e3I/IH(peKL|,I/II/I cnenyet NoNnb3oBaTbCA 3alMTHbIMU NMepYaTKkaMu.

e [lpoBoauTb [AOe3nHdEKUUI0 paspellaeTcs TOMbKo  Ae3VHMEKUMOHHBbIMW  cpeacTBaMu,
paspelleHHbIMW Ha TeppuTopun PO.

 Kopnyc acnupaTtopa W MpUHAOMEeXHOCTW, KOTOpble Hemnb3s MOSIHOCTLI0 Morpyxatb B
XNOKOCTb, HEOOXoAuMO NpoAesnHduUMpoBaTh NyTEM NPOTUPaHUSA BRaxHou 6e3BOpCOBOM
TKaHbl0O CMOYEHHOW B AesuHduumpyowemM pactBope. KoHueHTpauma pacTtBopa M Bpems
3KCNO3MUUM 3aBUCUT OT AesuHduumpylowero cpeactsa, ucnonb3dyemoro B JIMY. [Onga
NPUroTOBMEHUA pacTBopa cregynte WHCTPYKUUM Mpomn3BoauTens Ae3nHOUUNPYIOLLEro
cpeactBa. [locne Tpebyemoro BpeMeHU BbIAEPXKKW, MPOTEPETb KOpMyc acnupartopa u
NPUHAANEXHOCTN BNaXKHON 6€3BOPCOBON TKaHb, CMOYEHHOW BOOOMN.

e OcTanbHble nNpUHAAMEexXHOCTU cnegyetr 3amMounTb B Ae3vHUUMpYoWeM pacTBope,
KOHUEHTpauusa pacteopa M BpeMs 9KCMNo3uLMuM 3aBUCAT OT Ae3uMHULUUpYoLero cpeacraa,
ucnonsdyemoro B JIMY. [Ona npurotoBneHus pacTeBopa cregymte  UHCTPYKUUK
npousBoanTeNnsa AesvHduyupylowero cpeactea. Bce npuHagnexHoCcTm [OmKHbl ObiTb
MOMHOCTLIO MOKPbITbI PAaCTBOPOM, @ BCE BHYTPEHHWE MPOCBEThLl AOMKHbI ObiTb 3anOfHEHbI
pactBopoM. locne Tpebyemoro BpeMeHW BbIAEPXKKW, MPOMbITb BCE MPUHAANEXHOCTU MNof
NPOTOYHOM BOAOW.

* [locne npombIBKM, BCE MPUHAAMNEXHOCTM HEOOXOAUMO MOMOXUTb Ha YUCTYHO CyXYyl MeneHKy
W BbICYLUNTB.

Ctepunusauus.

* [locne pge3nHdeKunn, NpUHAANEXHOCTU, KoTopble TpebylT cTepunusaumm, Heobxooumo
npoctepunusoBaTtb. MeTog crtepunusaumm — aBToknaBupoBaHue. [lepen nomelleHuem
NpUHaANEexXHOCTEW B aBTOKNaB, HeobXoAMMO BCe MNPUHAAMNEXHOCTM YyhnakoBaTb B
cneumanbHble MHANBMAYaNbHbIE YNAKOBKN UM B BUKCbl Ans cTepunusaumn. BaxHo, 4Tobbl
NPUHaANEXHOCTN nepes cTepunusaumen obinm oUYnLLeHbl 0T Ae3NHULNPYIOLWMX CPeacTB U
BbicylleHbl. He cknagbiBaTb geTtanu B aBTOKNaBse Apyr Ha Agpyra. BeloepxaTb B aBTOKnaBe
B TeyeHue 10 MvHyT Npu Temnepatype 134°C.

XpaHeHue.

* [locne BbINOMHEHUS Oe3UHEKUUN, n3genusa cnegyet XpaHUTb B YACTOW MNerneHke, noka He
notpebyetcs mx wucnonb3oBaHue. Ecnu acnupaTtop npogomkuTenbHoe BpeMsi He Oyaer
NCNonNb30BaTbCs, TO PEKOMEHAYyeTCs yopaTb ero B CyMKy Anst XpaHeHus.

* T[locne cTtepunusauuun, NPUHAANEXHOCTU credyeT XpaHWTb B CTEPUNbHOM YMNakoBKE WU
6ukce. Cpok CTEPUNBHOCTM 3aBUCUT OT YNaKOBKW U3OEeNusl, B KOTOPOM OHO XpaHutca. Mpu
NCTEYEHUN CpoKa CTepunusaumu, nepeg UCNonb3oBaHWEM NPUHAANEXHOCTU HEeoOXOoAMMO
NpPOCTEPMIM30BaTb MOBTOPHO.

10. FAPAHTUA U OBCITY)XXUBAHUE

PernameHTHas npoesepka n paGOTbI no O6CJ'Iy)KI/IBaHVII-O N PEMOHTY OO0J1KHbI OCYLLECTBNATLCA TOJIBKO
opraHmsaumamum, YynorIHOMOYEeHHbIMWU Ha 3TO KoMMnaHuen npon3BoanTenem. PernameHTHblE
NPOBEPKN OOJKHbI MPOBOANTECA MUHNMYM 1 pas3 B roa, nocrieaoBatesibHOCTb NpoBeneHunA pa60T:

1) lMNpoBeaeHne PyHKLMOHAMNBHOIO TecTa Ha YpOBEHb BakyymMa

2) lpoBepka BHYTPEHHUX KOMMOHEHTOB annaparta, npeaBapuTeribHO HEOOXOAMMO OTKIHYUTb
acnupaTtop OT CeTU 1 OTKPbITb KPbILLKY annapaTa.
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3) lMpoBepka cMcTeEMbI 3BYKOM30MALUN: MPOBEPUTL yOeamTecb B TOM, YTO BCE COEQUHEHNS
MNOTHO 3aTAHYTbl U OTCYTCTBYIOT Criefbl 3arpsi3HeHns1 U 4edeKTOB COCTaBNSAOLLINX.

4) TpoBepka knanaHHoro 6noka: 4eMOHTMPOBaTb B610K M NPOBEPUTL Ha HanNMune NOBPEXAEHUN
N TpeLLmH

5) lMpoBepka anekTpU4ecknx CoOeAMHEHN: NPOBEPbTE HA HaNM4Me NOBPEXAEHUN U TPELLMH

6) [NpoBepka BepxHelr YacTu Kopnyca annaparta Ha npeaMeT TPELLUMH 1 NOBPEXAEHUN.
lMpoBepka BakyyMHOro noprta.

7) TNocne npoBeaeHWsi NPOBEPKN BHYTPEHHUX KOMMOHEHTOB, 3aKponTe Kopnyc acnuparopa.
Bkrounte annapat 1 npoBeauTe NOBTOPHbLIN (PYHKUMOHAIbHBIN TECT.

lMNpn pemoHTe [OOMMKHbl MWCMOMb30BaTbCA TOMbKO OpUrKMHarnbHble 3anacHble 4acTu. Mpu
HeobxoaMmocTK, oduunanbHbIA NpeacTaBUTeNb NPOM3BOAUTENSA NOCTaBUT NoTpedbutento nodbie
3anacHble 4acTu, a TakKke WHCTPYKUUM Ans peMoHTa magenun. OTBETCTBEHHOCTbIO NOTpebuTens
SIBMNSIETCA KOHTPOSfb 3a MpaBuilbHbIM M 0Oe3onacHbiM OCYyLLEeCTBNEHMEM peMoHTa. [Ons 3akasa
3anacHbIX 4YacTen HanguTe CepUurHbIn HOMep U3denus Ha Wuibguke annapata U CBSXUTeCb C
YNOJTHOMOYEHHbLIM NpeacTaBuTenem Ha tepputopum PO.

FapaHTuA: 5 ner

B cnyyae BonpocoB, npobnem ¢ 3kcnnyataumen, NofoOMOK CBsKMTECh ¢ KomnaHuen Medela AG,
Lattichstrasse 4b, 6341 Baar, Switzerland, Ten: +41 (0)41 769 51 51, cakc: +41 (0)41 769 51 00,
UM ¢ yNOoSTHOMOYEHHbIM NpeAcTaBUTENEM KOMNaHUU Ha TeppuTtopun PO.

YnonHoMo4YeHHbIN NnpeacTaBuTeNb Ha Tepputopumn PO:

000 «Mepena» 117335, ropog Mockea, ynuua Basunoea, gom 97, odumc 16-17, TenedoH:
+7 (495) 150- 35- 34, e-mail: info@medela.ru

1. YTUNU3ALUA OTXOOOB

Mepen yTunusauven acnupatop HeobxoAuMO pasobpaTb. YTunmMsaumsa [oMmkHa ObiTh
BbINOMTHEHA B COOTBETCTBMM C TpebOBaHUAMM HOPMATMBHbLIX aKTOB, Kacarwmxcs oTpaboTaHHOro
ANEKTPUYECKOrO0 U 3MeKTpOHHOro obopyaoBaHus, U NOObLIX OPYrMX MpUMEHAeMbIX OyayLimx
9KOMOrMYeCcKNX CTaHOapToB (BKM4Yasi, HO He orpaHuymBasicb, pgupektusamm 2002/95/EC un
2002/96/EC), a Takke cornacHo NPUHATOMY B CTpaHe UCMONb30BaHWA MOPSAKY. ONeKTpuyeckoe u
3NeKTpoHHoe obopyaoBaHue He cnefyeT YTUNU3NMPoBaTh BMECTE C HECOPTUPOBAHHbLIMU ObITOBBIMU
otTxogamu. lNMpaBunbHas yTunusauma obecneuvBaeT 3aliMTy M NPENATCTBYET HaHeceHuo yuiepba
OKpy>KatoLLer cpeae unv 300poBbI0 YernoBeka.

12 YCNOBUA MO 3KCNNYATAUUN, XPAHEHUIO U TPAHCTTIOPTUPOBKU
Ycnosusa Ana akcnnyarawuum

- Temnepartypa Bosgyxa ot +5C go +40C
- BnaxHoctb oT 30% - 75%
- pasneHue ot 70 go 100 kPa.

YcnoBusa ansa xpaHeHUsl/TpaHCNOPTUPOBKA

- Temnepartypa Bosgyxa o1 -20C go +50C
- BnaxHoctb oT 20% - 95%
- pasneHue ot 70 go 100 kPa.

13 YCTPAHEHWE HEUCMPABHOCTEW

He 3aropalotca cBeToanoaHbIe UHAUKATOPbI
20
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AcnmpaTop He NOAKI4YeH K CETU NUTaHNA, Unn HeOGXOD,I/IMO 3aMeHUTb NpegoxpaHnTernb.
CeeTurcA MHOUKATOP XKenTtoro uBeTta

He3HauuTenbHas HenonapKa: CBETUTCS XENTbll CBETOAMOAHBLIA WHAMKATOP, HO acnupartop
BKMOYaeTCss U BblkNtoyaeTcsa. HeobxogumMo cBsA3aTbCA € OOMbHUYHBIMU - MHXEHepamu Wnm
06paTUTLCA B YNOMHOMOYEHHbIN CEPBUCHBINA LEHTP Npu Gnmkanwem yqobHom criyyae.

CywecTBeHHasAs Henonagka: CBETUTCS XeNnTbli CBETOAMOAHbIA MHAWKATOP, NPM 3TOM acnupartop
He BKto4YaeTcsa U He BblkNovaeTcs. Heo6xoanmMo CpoYHO CBA3AThCSt C BONMbHUYHBIMU MHXEHEepaMu
nnun obpaTUTbCA B YNONTHOMOYEHHbIV CEPBUCHbIN LEHTP ANsi NPOBEAEHUS PEMOHTA/00CNYXMBaHWS.

AcnupaTtop He co3gaeT BaKyyM.
Heobxoavmo npoBepuTh:

1) Bunka nuTaHusa npaBuibHO BCTaBeHa B PO3eTKy, a pa3bemM kabensa nutaHusa npaBuibHO
NOAKMYEH K COOTBETCTBYIOLLEMY pasbeMy acnnpaTopa.

2) AcnvpaTtop BkntodeH. CBETOANOAHbBIV MHANKATOP FOPUT 3eNEHbIM.

3) MNMpepoxpaHnTens B 3agHeN YacTu YCTPONCTBa He NoBpexaeH. 3amMmeHa npegoxpaHuTens onucaHa
B rnase 8.

4) Perynatop Bakyyma Haxo4uTcs B NONOXeHWe BKNIOYEHHOro Bakyyma.

Ecnu Henonagka He MoxeT ObiTb yCTpaHeHa, HE0BX0AUMO CBA3AaTLCSA C BONbHUYHBIMU MHXEHEPaMM
nnun obpaTUTbLCA B YNOSTHOMOYEHHbIN CEPBUCHBIN LEHTP.

HepocTaTo4HbI ypOBEHb BaKyyMma
Yb6eantbcs, YTo:

1) PerynaTtop Bakyyma HaxoguTcsi B TpebyemMoM NonoXeHnn.

2) TpyOku He uMeloT AeEKTOB 1 NOBPEXAEHUN.

3) Bce coegmHeHUs repMeTUYHbI.

4) KnanaH OT nepenonHeHus OTKpbiT/deakTuBupoBaH. Ecnv knanaH oT nepenonHeHus
aKTMBMPOBaH, OTKIMOYUTL ero.

5) EMKOCTb nnacTukoBas [Ans XKUOKOCTU/KpbILKA He WUMeeT TpewuH, XPYMNKUX Wnu
obecuBeyeHHbIX y4acTKoB. [1pu HeOBXO0ANMOCTU — 3aMEHNTD.

6) ®unbTp He 3acopeH. [poBepka punbTpa Ha 3acopeHue onucaHa B rnaee 7.

Ecnn Henonagka He MoXeT ObITb yCTpaHeHa, cnegyeT CBA3aTbCs ¢ 6ONbHUYHBIMU MHXEHEepaMun unm
006paTnTbCsa B YNOMTHOMOYEHHbIN CEPBUCHBIN LIEHTP.

14. OB30OP NPUHAONEXHOCTEN

/N NPEOOCTEPEXEHME
AcnupaTop Dominant Flex 6bin npoBepeH B coBMeCTHOM paboTe ¢ npuHagneXHOCTAMM,

KOTOpble nepeyvncrieHbl Huxe. [ng npaBmMnbHON 1 6e30nacHon akcnnyatauum ero cnegyer
NCMoNb30BaThb TOSLKO C OPUTMHAMNBHBIMU NPUHAANEXHOCTAMM.

EmkocTu nnactukoBble npeacTtaBnsAoT cobon rpagyupoBaHHbIA KOHTeWHep Ang cbopa cekpeTta.
O6bembl emkocTen ot 0,25 n go 5 n. Cnocob ctepunusaunm — aBToKNaBUpoOBaHME.

KpbIwWKK ncnonb3yeTcs ANsi 3aKpbiBaHNS €MKOCTEN NiacTUKOBbIX. Ha Kpbllkax ecTb pasbembl A5
noaknoyeHnss Tpybok, maywmx OT nauueHTa u TpybOK CUIIMKOHOBBLIX, MAYLMX OT acnupartopa.
KpbilWKM C pPe3nHOBBLIM YNIOTHUTENEM HAOEXHO (UKCUPYKOTCS K E€MKOCTM C MOMOLLbI  2-X
nnacTukosbix knunc. Cnocob cTtepunusaumm — aBToKNaBMpoOBaHKE.
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KnanaHbl npeactaBnsioT cobow KOHYCHYHK 3arfyLuky, KOTOpas KPEenuTCs CHU3Y Ha KpbILKY M
npenaTcTBYeT NepenonHeHno emkocTn. Cnocob ctepununsaumm — aBToknaBMpoBaHueE.

HakoHe4HMKM npeacTaBnsalT coBOW CUMAMKOHOBLIE Yalleykn [Ofsi BaKyyMIKCTpakuum nnoAa,
npumMeHsieMble B npouecce POAOBCMOMOXEHUS 4epe3 eCTeCTBEHHble poaoBble MyTU UMW Mpu
onepauumn Kecapesa ceyeHund. Pasamep ronoeku yawedek ot 40 go 60 cm., pasmep BbibnpaeTtcd B
3aBUCMMOCTM OT pa3mepa ronosku nrnoga. Cnocob crepunmsaumm — aBTOKNaBUpPOBaHME.

AKKYMYNATOpPbl — BCTPOEHHbIN Pe3epPBHbIA UCTOMHUK NUTaHUA, No3BoNseT paboTaTb acnMpaTopoMm
6e3 nogknioveHns Kk anektpocetn. Akkymynatopbl NiMH, pecypc - 30 MuHyT aktmBHOW paboThl,
BpeMSs MONHOM 3apsagku 5 Yacos.

Kabenu npegHasHaveHbl AN NOAKMIOYEHMS acnupaTopa K 3N1eKTpoceTH.
LLUHypbl coeaMHUTENbHbIE NpeaHasHavYeHbl ANS COeaUHEHUA NPUHAANEXHOCTEN C acnMpaTopoM.

PerynaTopbl Bakyyma — pyyka MOBOPOTHasi U MeXaHW3M PerynvpoBKM ANSA U3MEHEHUSI YPOBHS
BaKyyma.

BakyymmeTpbl npeactaensoT cobon undepbnaT co LKanonW U CTPenkon, Ha KOTOPOM B pexume
peanbHOro BpEMEHU MOXHO KOHTpONUpoBaThb YpoBeHb Bakyyma. Ha umdepbnate gBownHas wwikana
Bakyyma - klla n mm pTyTHOro ctonoba.

CyMKM 1MCnonb3yoTcsa AN NePeHOCKN U XpaHeHUs BaKyyMHOro acnuparopa.

Tenexku npeacTaBnstoT cOOON MeTannokapkacHyl KOHCTPYKUMIO Ha Konecax Ans KpenneHus u
XpaHeHUs NpUHaANEeXHOCTEN, TakUX Kak, EMKOCTU, AepXaTenu, Tpyoku.

Monka Ana acnupartopa WUCMOMb3yeTCca AN HAOEXHOro KpenneHus acnupaTtopa Ha MOOUMbHYIO
CTOMKY. ACnupaTtop KpenuTbCs K NOMKe C NOMOLLLI0 4 KpeneXHbIX BUHTOB.

EmkocTu gna apeHaxa npeacTaBnsaioT cobon pesepByap C KPbILWKOW, KOTOPbIN UCNOMb3yeTcd Ans
cbopa cekpeTa oTxogsuwero no gpeHaxam. O6bem emkocTen ans gpeHaxa ot 1 oo 3 n. Cnocob
cTepunusauumn — aBToKNaBMpOBaHMe.

OdepxaTenu — nNnacTUKOBble NPUCMOCOBNEHNA ANA KPenneHUsa NpUHaaneXxHOCTen K Tenexke Unu
acnuparopy.

TpyOKkn npeaHasHadYeHbl NS COeANHEHUS EMKOCTEN C HakoHe4YHukamu. [OnuHa Tpybok ot 150 go
200 cm.

TpyOKn CUNUKOHOBbIE NMpedHasHayeHbl ANsi COeAUHEHUsT acnupaTtopa C eMKOCTbIO MMacTUKOBOMW.
OnnHa Tpy6ok oT 25 cm ao 5 m. Cnocob ctepunmsaunmn — aBToKNaBnpoBaHME.

ApanTtepbl npeacTaBnalT coboW NNacTUKOBbIE COEOUHUTESNbHbIE 3fIEMEHTbI C 0-00pasHbiMU
YNNOTHUTENAMKU ANSA coeanHeHus Tpybok ¢ emKocTaMM 1 acnupaTtopamu. Cnocob crepunmsaumm —
aBTOKIaBUPOBaHWMeE.

PunbTpbl — 3alMTHOE YCTPOWCTBO, COCTOsLLEe M3 MNacTMKOBOrO Koprnyca CO BCTaBKOW U3
GunbTpyoLero Mmatepmnana, Kpenarcs Ha €MKOCTb MNacTUKOBYO UMK acnvpatop M UCMOMb3YTCA
OnNs 3alnTbl acnnpaTopa OT 3arpsasHeHus. 3agepxmBatollas cnocodHocTs punbTpa — 99,985% aonsa
yacTtuy 6onee 0,3 MKkp.

Brnokupartopbl kKonec npeaHasHadeHbl Ans pukcauumn Konec Ha Tenexkax U cTorkax MobUIbHbIX.

CTOoMKM mMoOOunbHble npeactaBnseT cobon UeHTparnbHYK KOMOHY C 4-nyYyeBbiM OCHOBaHMEM Ha
Konecax, npegHasHa4yeHHyo Ans nepeMeLLeHms acnmparopa.

Pyyku — [M1-06pasHbIn anemMeHT, KOTOpbIA KPenuTCs K KOprycy acnupaTtopa WU MUChnonb3yetcsa Ans
TPaHCNOPTUPOBKN.
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Koneca - cpOBoeHHble ponuku, anameTpom 75 MM, npegHasHadeHbl Ans  obecneveHus
nepeaBMXeHNst TENEXEK N CTOEK MOBUMbHbIX.

nepeXOAHVIKVI npeactaBnar0T coboi nnacTukoBble KOHYCHble J3JieMeHTbl, npeaHa3Ha4vYeHbl A4
coegnHeHus pr6OK C HaKOHeYHKaMu.

Meganu BKNOYeHUA/BbIKITIOYEHNUA HOXHbIE ncnonb3yrwTca And AOUCTaHUMOHHOINo HOXHOro
BKINIOYEHMUS/BbLIKITIOYEHNSA acnupartopa.

Mepanu perynaTopa BaKyyma npeaHasHayeHbl Ans AWCTAHUMOHHOW HOXHOW  perynmpoBKu
BaKkyyma B npoLecce onepauuu.
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15 TEXHUYECKUE XAPAKTEPUCTUKU

A

VACUST

Bakyym n3mepsieTcs nNpu BbiCoTe Haa ypoBHeM mMops 0 Mm;
0-95 + 15% kMa/0-713 + 15% aTtmocdepHoe gasnenune 1013,25 rla. Cnegyer
MM pT. CT. NOMHUTbL: YPOBEHb Bakyyma MOXeT

N3MEHATbCA B 3aBUCUMOCTU OT
MeCcTononoXeHunsd (BbICOTa Ha ypoBHEM MOpHA,
aTMocdepHoe faBneHne n TemnepaTypa)

Bbicokasi npou3BoaUTeNbHOCTL  YPOBEHb wyma 39,6 ob
40, 50 unn 60 n/MuH £+ 5 n/MuH

9,3 kr (rack Bepcus)

100-240 B, 50/60 'y,

120 Bt

ISO 9001
ISO 13485

C€o

CE (93/42/EEC), Ila

BxLUxI

210x305x375 mm (rack Bepcus)

250 109
-COJ/ o

" TpaHcnopTupoBka/ XpaHeHne

+ 40 o
’SX ﬁi‘

OkcnnyaTauus

S@

6 IP21
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16 OBO3HAYEHUA U CUMBOIbI

C€ou

[aHHbI cumBon
ykasblBaeT Ha
COOTBETCTBME
obsi3aTENbHbLIM
TpeboBaHuaM
Oupektnebl 93/42/EEC
ot 14 nioHsa 1993 roaa,
Kacaloluencsa unsgenun

=

[aHHbI cumBOon
yKa3blBaeT Ha Krnacc
acrnuvparopa.

[aHHbI cumBon
obo3HavaeT 3almTHoe

[aHHbI cumBon
o6o3HavaeT gaty
N3roTOBEHUS

[aHHbI cumBon
yKasblBaeT Ha TO, YTO
YCTPOWCTBO He criegyeT

MeOULUHCKOro 3a3emIeHune. . 1cnonb3oBaTb Nnocrne
Ha3Ha4eHus yKka3aHHOW aaTsl.
OaHHbIN cumBON yka3biBaeT |P21 [aHHbI cumBOon pcs [aHHbI cumBon
@ Ha COOTBETCTBUE yKa3blBaeT Ha CTENEHb 0603HavyaeT Konm4ecTso
¢ w  OOMOJNTHUTENbHbLIM 3alUnThI OT eavHUL N3genvs B
TpeboBaHMaAM Mo NPOHMKHOBEHMS yrnakoBke
B6esonacHocTn MHOPOAHbIX YacTul, a
MeANLNHCKOro Takke OT BpegHoro
obopynoBaHus, BO34EeNCTBUS Npu
nencreyowum B CLUA 1 NPOHUKHOBEHUWN BNaru.
KaHape.
OaHHbIN cumBON yka3biBaeT [aHHbI cnmBon REF“ [aHHbI cumBon
§ Ha HopMaTUBHbIE . ykasbiBaeT Ha Tun CF 0603HavyaeT Homep Mo
XapaKTepUCTMKN Hacoca. pabouunx yacTten KaTanory npov3BoauTens.
OaHHbIN cumBON yka3biBaeT [aHHbI cumBOon W [aHHbI cumBon
Ha Heob6xoouMOCTb yKa3biBaeT Ha OTCYyTCTBME b 0603HayaeT cepuiHbIn
@ BbINOSIHEHWS YKa3aHUM GesonacHocTu ans HOMep m3genus
pykoBOACTBa MO MarHUTHOro pe3oHaHca
aKkcnnyaTauum
i OaHHbIN cumBON yka3biBaeT [aHHbI cumBon W [aHHbI cumBon

Ha NPEQYMNPEXOEHNA
nnm
NMPEOOCTEPEXEHWA,
CBSI3aHHblE C
“cnonb3oBaHMeM
yCTpOWCTBA.

(((i) ))

yKa3blBaeT Ha
BEPOSATHOCTb
BO3HUKHOBEHUA MOMEX
Npy HaXoXAeHUN B
HenocpeaCcTBEHHON
onusoctn oT
obopynoBaHus,
NOMEYEHHOro 3TUM
CUMBOJIOM.

obo3Ha4vaeT ko
npoussoauTens ans
napTum n3genumn

OaHHbIN cumBON yka3biBaeT
Ha pekoMeHaauuu,
CBSI3aHHbIE C TEXHUKOWN
Bes3onacHocTu.

[aHHbI cumBOon
yKa3blBaeT Ha
noaknoyeHme
npoBoOHMKa
BblpaBHMBaHUSA
noTeHumanoB

[aHHbI cumBon
obo3HavaeT
npegoxpaHuTenmu

OaHHbIN cumBOn
0003Ha4yaeT 3a3eMneHme.

2

[aHHbI cumBon
o6o3HavaeT nopt
NoAKMIOYEHNST HOXXHOTO
nepeknoyaTens
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[aHHbI cumBon
obo3HavaeT
npousBoanTens.

[aHHbI cumBon
yKasblBaeT Ha
orpaHuyeHus
Temneparypbl npu
akcnnyartauuu,
TPaHCNOPTMPOBKE U
XpaHeHUw.
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[aHHbI cMMBON ykasbiBaeT
Ha orpaHuyeHus no
BMa)XHOCTU Npu
aKcnnyataumm,
TPaHCMOPTUPOBKE U
XpaHeHun

[aHHbI cMMBOn yKasbliBaeT
Ha HeobxoauMoCTb
aKKypaTHoro obpalleHus ¢
XPYMNKUM YCTPONCTBOM

[aHHbI cMMBON yKasbiBaeT
Ha orpaHuyeHus no
aTMocdepHOMY AaBMNEHMIO
npu aKkcnnyarauuu,
TPaHCMOPTUPOBKE M XpPaHeHWM

[aHHbI cMMBOn yKasbliBaeT
Ha HeobxoanmocTb 6epeyb
YCTPOWCTBO OT nonagaHusi
Bnaru.

[aHHbI cMMBON yKasbliBaeT
Ha TO, YTO YCTPOWCTBO He
crnegyeT Ucnonb3oBaTb Npu
NoBpEXAEHHON yNakoBKe

[aHHbI cumBOn 00o03Ha4YaeT
MaKCHMasbHbIN YPOBEHb
BaKkyyma, co33aBaemMoro
YCTPOWCTBOM.

[aHHbI cMMBON ykasblBaeT
Ha KONMYeCTBO eAnHNL,
n3penusi, Cogepxallmnxcs B
ynakoBkKe.

[aHHbI cumBOn 00o03Ha4YaeT
BO3MOXHbIE YPOBHM
NpOV3BOANTENBHOCTH
yCTpOWCTBa

[aHHbI cMMBON yKasblBaeT
Ha TO, YTO YCTPOWCTBO He
cnegyeT yTUnmaMpoBaTb
BMecCTe C
HEeCopTUPOBaHHbLIM
ObITOBBIM MyCOPOM (TONBKO
ansa EC).

[aHHbI cumBOn 0003Ha4YaeT
anekTpuyeckme
XapaKTepuUCTUKM acnuparopa.

[aHHbI cMMBON yKa3blBaeT Ha
TO, YTO MaTepman sBnseTcs
YacTbio NpoLiecca NOBTOPHOM

[aHHbI cumBOn 0003Ha4YaeT
BEC acnupaTtopa.

nepepaboTku.
Karton [aHHbI cMMBON yKasbliBaeT 3 [aHHbI cumBOn 00o3Ha4YaeT
Carton Ha Hanuume KapTOHHOW pa3mepebl acnupartopa
Board yNakoBKM Al (BxLLIXI).
\\: [aHHbI cMMBON ykasbliBaeT B [aHHbI cMMBOn yKasblBaeT
, Ha TO, YTO YCTPOMCTBO ™ Ha ycTpOMNCTBO

cneayet 6epeyb OT
BO34ENCTBUS NPSIMOro
COITHEYHOro CBeTa.
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OrpaHUY4eHHOro NPUMEHEHNS.
depgepanbHoe
3aKOHOAATENbLCTBO
OorpaHu4YnBaEeT Npoaaxy
3TOro yCTPOWCTBA TOMbLKO
npodeccrnoHanbHbIM
Meaukam Unm no ux 3akasy.

Medela AG
Lattichstrasse 4b

6341 Baar, Switzerland
www.medela.com
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