HHCTpYKIHS 1O NPHMEHEHAIO MEIHIMHCKOTO H3ACTHA: Pepaxums 2
Hrna yneTpassykoBas 3HAOCKOMUIECKas, CTEpHABHAL, ONHOPA30OBast

Hraa yabTpa3sByKoBasi JHAOCKONMYECKAas,
CTepH/IbHAS, OAHOPA30Basi

HucTpyKuns no npuMeHeHHIo
MEeAUUHHCKOro H3ae/HA

3MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUI 1 PETHCTPALIMH MELMLIMHCKUX U3AEMM



NHCTPYKLMS MO NPUMEHEHWIO MEAULIMHCKOTO U3AENNS: Pegakuus 2
rna ynbTpasByKoBasi 3HAOCKOMUYECKas!, CTEpW/bHas, 0HOPa30Bast

HanmeHoBaHWe MeAULIMHCKOIO U3aenns
WMrna ynbTpa3ByKoBas 3HLOCKOMNUYECKas, CTepuibHas, o4HOpa3oBas.
BapunaHTbl MCMONHEHUSA:
1 Wrna ynetpassykoBsas aHfgockonmyeckas OTU 19-A (19G /1,1 x 80,0 mm):
Cocras:
1. irna ynbTpasBykoBas aHgockonuyeckaa OTU 19-A (190/1,1 x 80,0 mm) - 1 wT.;
2. Wnpuy acnupaunoHHbid 20 ma - 1 wT.;
3. Ctunnet - 1wt
4. NGeHTU(MKALMOHHbIA CTUKep, coAepXalimii nHhopmayuto o6 nsgenuu - 3 Wr.;
5. IHCTPYKLUMA NO NPUMEHEHUIo - 1 wT.
2. rna ynbTpassykoBas aHgockonuyeckas OTU 22-A (22G / 0,7 x 80,0 mm):
Cocras:
1 Nrna yneTpa3sykoBas aHgockonunyeckaa OTU 22-A (22G /0,7 x 80,0 mm) - 1 wT.;
2. Wnpwuy acnupaunoHHbln 20 ma -1 wT.;
3. Ctunet - 1wr,;
4. N GeHTU(MKALNOHHBIV CTUKEP, CoAepXKawmii nHhopMaynio 06 ngennn - 3 Wrt.;
5. IHCTPYKUMS NO NPUMEHEHMIO - 1 WwT.
3. irna ynbTpasBykoBas sHgockonuyeckaa OTU 25-A (25G / 0,5 x 80,0 mm):
Cocras:
1. Virna ynbTpassBykoBas aHgockonuyeckas OTU 25-A (25G / 0,5 x 80,0 mm) - 1 wr.;
2. Wnpuy, acnupaymoHHbiid 20 ma - 1 wT.;
3. Ctunert - 1 wr.;
4. NOeHTU(MKaLNOHHbBIA CTUKep, CoAepXKalmii MHpopmMaLmo 06 nsgenuum - 3 WT.;
5. IHCTpYKUMA N0 NpUMeHeHuto - 1 wr.
(manee no Tekcty "Wrna")

HasHauyeHVe MeAULUHCKOro M3aenus
Mrna npeaHa3HaueHa 415 3HAOCOHOTPatMUeckoi NyHKLUN.

MokasaHMA AN NPUMEHEHNA MeAULMHCKOI0o U3Lenus.
N3penne umcnonb3yetcs ANs B3ATUS 06pasLoB LENeBblIX MOACAUSUCTBIX MOPAXKEHUIA XKenyAouHo-
KMLIEYHOTO TpaKTa Yepe3 BCMOMOraTe/lbHbl KaHan ynbTPa3ByKOBOMO 3HAOCKOMA.

MpoTmnBONoOKasaHUA 418 NPUMEHEHUA MeAULWNHCKOIO U34esing

MpoTMBOMOKa3aHWA, XapakKTepHble A9 MepPBUYHOM 3HAOCKOMMYECKOW Mpoueaypbl, KOTOPYIO
HE06X0ANUMO BbINOMHUTL AN NOMYUYEHUA AOCTYNA K XXeNaeMoMy ydacTKy.

Koarynonartus.

YcnoBusi NPUMEHEHUS MeAULIMHCKOIO 13aenns

[laHHOe uM3aenne AO0/MKHO WUCMNOMb30BaThbC TONIbKO BpayaMu, MpoWefWnMy COOTBETCTBYHOLLYHO
MOArOTOBKY, UAW MO UX HAGMIOAEHNEM; B XMPYPTrMUYECKUX OTAENEHUAX MEAULMHCKUX YUpexXaeHui,
3H[0CKOMUYECKNX OTAENEHURAX.

Buj KOHTaKTa MeULNHCKOro MU3Ae/nsi C OpraHM3MOM YesloBeKa
KpaTKOBPEMEHHbI KOHTAKT C MATKMMMW TKaHSIMU YeN0oBeKa.

Mepbl NPefoCTOPOXHOCTU MPU MPUMEHEHUN MEAULIMHCKOTO U3aenns

e MuHMMaNbHbIA pasMep KaHana, HEeO6XOAWMbIA ANs AAaHHOTO W3MEeNus, yKasaH Ha 3TUKETKe
yNaKoBKHW.

e lrna Bcerga Ao/MKHa 6biTb MOMHOCTbIO BTAHYTa B 060/10YKY Mepef BBEAEHUEM, MPOABUXKEHUEM
WM U3BNIEYEHUEM W3AENNS U3 IHAOCKONA. HeBbIMOMHEHNe TPpe6oBaHNs MO BTATVBAHUIO UT/Ibl MOXET
MPVBECTM K NOBPEXAEHUIO 3HA0CKOMA.
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NHCTPYKLUWMS MO NPUMEHEHUIO MEAWLIMHCKOTO U3AENIS: Pefnakuus 2
Mrna ynbTpasByKoBasi 3HA0CKOMNMYECKasi, CTepU/bHas, 0fHOPa30Bas

o [pu perynupoBKe ANUHbI BbIABVKEHWUSA UMbl WX NPOABMXKEHUN UMbl ybeauTech, YTO MU3genue
HafeXXHO MPUKPenseHo K MNOpPTy BCNOMOraTteflbHOro KaHana 3Hgockona. HecobnwfeHue 3T0ro
TpeboBaHMA MOXET NPMBECTN K NOBPEXAEHUIO 3HA0CKOMA.

e YT06bl BTAHYTb WUINY, NOTAHUTE PYKOATKY WINbl Hasaj. Pa36brokupyiTe KONbLO PerynmpoBKu
A/MHbI UrNbl, 0CNabuB PeryanpoBOYHbIA BUHT. CABUHbTE €ro A0 OTMeTKM «O» CaHTUMETPOB U
3auKkcmpyiite, 3aTAHYB PEry/IMPOBOYHbIA BUHT.

W3pgenve npefHasHayeHO TONMbKO [N OLHOKPATHOrO WCMonb3oBaHWA. [MoBTOpHas 06paboTka,
MOBTOPHasA CTepuansaums u/mam NoBTOPHOE MCMONb30BaHME MOFYT MPUBECTU K BbIXOAY U3Aenuns u3
CTpos U/vnu nepegadye 3aboneBaHns, NOAYYEHHOro NPy NpPeabiLYyLWEM UCMNO/b30BaHUN.

3anpelyaeTca MCNONb30BaTh AaHHOE M3fenne NS CepAeYHO-COCYANCTON CUCTEMDI.

[aHHOoe usgenne He MOXeT BbITb MCNO/b30BAHO:

- Ons no6bIX Lenein, Kpome npegnonaraemMoro MCnosnb3oBaHus.

- Mpun HapyLWweHNN LenoCTHOCTM MW NMOBPEXAEHNN YNAKOBKMN.

- Ecnm npm  BM3yanbHOM OCMOTpe OOHapy>eHbl Kakue-Mbo OTKNOHEHWs, KOTOpble MOryT
npensTcTBOBaTb HOPMa/bHOM paboTe,

- o ucTevyeHUn cpoka XpaHeHus.

B03MOXXHble MNOGOYHbIE AECTBUA NPY UCMOMb30BaHUM MEANLMHCKOTO U3LENNS.

K BO3MOXHbIM MOGOYHbIM [e/CTBMSAM, CBA3AHHbIM C 3HAOCKOMUEN XenyA0YHO-KULWEYHOTO TPaKTa,
OTHOCATCS, B 4acTHOCTU: nepdopauyusi, KpOBOTEYEHWME, acnupauus, MXopafKa, WHMeKUMs,
annepruyeckas peakuus Ha nekapcTsa, rMNOTOHUS, YTHETEHWE WK OCTaHOBKA fbIXaHMWS, cepAeyHas
apuTMUA UM OCTaHOBKa CepAaua.

BHELLHWIA BUA MEAULIMHCKOTO U3aenus
otu 19-A

LWnpwuy

Ctvnet

oTn 22-A

Lnpuy

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



NHCTPYKLUWMS MO NPUMEHEHUIO MEAVLIMHCKOTO U3AENNS: Pefakuys 2
Mrna ynbTpasByKoBasi 3HA0CKOMNMYECKas, CTePU/bHas, 0IHOPa30Bas

OTwn 25-A
Wrna 6.PyKosTKa perynmpoBKy 0607104k
<< 0 OO OO ¢t
1 Wrna 2. MoaBwkHas 060104Ka 3. 3awWmTHOe KonbLo 4. PyKoaTKa 5. BTynka 3oHzaa
Il |
AucTanbHasa vacTb [NpokcyManbHasa YacTb
LLInpwy, acnupauyoHHbIA
1 MopLueHb 2. Lnnuuap 3. 3anopHbIii KpaH (B MNOOXEHUM «OTKPbITO»)
. I
e — rirmiirn aMl il |
€ S S «

MaTepuanbl, U3 KOTOPbIX U3roTOBMEHO MeAMLUVHCKOe n3fenve

1. Nrna (Tpy6Ka Urnbi) Wrna
HepxaBetowasd crtanb, Mapka SS304, % coctaB: yrnepog (C) 0,08%;
KpemHuia (Si) go 0,8%; mapraHew, (Mn) okono 0,2%; Hukenb (Ni) — 9-119%;
cepa (S) npnbnmsmtensHo 0,02%; toctop (P) 0,035%; xpom (Cr) — 17-19%;
TutaH (Ti) okono 0,5%; megb (Cu) 0,3%; xeneso (Fe) npnéansuTensHo 69,
npoussoauTens: K-TUBE CORPORATION, CLUA
Jlveo coeanHeHme
NatyHb, C.A.S. 63338-02-3, % coctaB Sn = 64-65%, Zn = 34-35%, npumecu
He 6onee 2%, npoussoamTens DodiaBrassWorks, JxamHarap

2. MoasmkHas o6on0uka  AKpunoHUTpUn 6yTagueH ctupon (ABC nnactvk), mapka ABSTRON MIF-
45, npoussoauTens: BhansaliEnggPolymers, NHans

3. 3aWuTHOE KOMbLO Akpunonutpun 6ytagmeH ctupon (ABC nnacTtuk), mapka ABSTRON MIF-
45, npounssoguTens: BhansaliEnggPolymers, NHauns

4. PyKOATKa UTNbl AkpunoHnutpun oytagmeH ctupon (ABC nnactuk), mapka ABSTRON
MIF-45, nponsBoguTtens: BhansaliEnggPolymers, Hauns

5. BTynka 30Hga AkKpunoHuTpun 6ytagmeH ctupon (ABC nnactuk), mapka ABSTRON MIF-
45, nponssoauTens; BhansaliEnggPolymers, NHaus

6. PykosiTka AKpunoHutpun 6yTtaameH ctupon (ABC nnactuk), mapka ABSTRON MIF-

perynnposku o6onoukn 45, npoussoguTens: BhansaliEnggPolymers, MHaus
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NHCTPYKLWMS MO NPUMEHEHUIO MEAVLIMHCKOTO U3AENNS: Pegakuus 2
Mrna ynbTpasByKoBasi 3HA0CKOMNMYECKasi, CTepU/bHas, 0fHOPa3oBas

1 MopuweHb Monunponunen  (PP), (M), C.AS. 9003-07-0, npon3BoOAUTESb
BecktonDickenson, CLUA

2. Unnuugp MonvnponuneH  (PP), (Mr), C.A.S. 9003-07-0, Npon3BOAUTESb
BecktonDickenson, CLLA

3. 3anopHblii KnanaH Monuctnpon (PC), (MNC), C.A.S.25037-45-0, npowussogutens: ELCAM,
W3pannb

- Ctuner

1 Ctunet HutuHon, MapKu CBepX3nacTnUHbIN, C.AS. 52013-44-2,
npoussoguTens: Peiertech, Kutai

2. O60onouKa MonuapupapupketoH (PEEK), (M33K), Mmapku Victrex 381G,

npoussogutens: HTP-MEDS, CLUA

C6opka nsgenus
»  TpokcumanbHas cbopka

- O 000 &

[ncTanbHas cbopka
* \ 1

OKoHYeHHas cbopka

O00O0 5

OCHOBHble XapaKTePUCTUKN MEAULIMHCKOIO M3ae/uns
* I0MyCTMMOe OTK/IOHEHME eC/N He yKa3aHo MHoe 10%

WcnonHeHne OnucaHue Urnel Pasvep 060104KM Macca

oTHn 19-A Wrna 19 kanmbpa ¢ WapoBbIM HAaKOHEUYHNKOM 30HAa 52 FR (1,73 Mmm) £ 0,05 Mm 751+ 75T
OTwn 22-A Wrna 22 Kanmbpa C LIapoBbIM HAaKOHEUHUKOM 30HAa 52 FR (1,73 Mm) 0,05 Mm 751+ 75T
otn 25-A Wrna 25 kanmbpa ¢ LapoBbIM HAKOHEYHUKOM 30HAa 52 FR (1,73 Mm) £ 0,05 Mmm 75T+ 75T
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HCTPYKUYMS N0 NPUMEHEHMIO MEAULIMHCKOTO U3aenus:

Mrna ynbTpa3ByKoBas SHAOCKOMMYECKas!, CTepU/bHas, OIHOPa30Bas

McnonHeHwne

OnuHa Tpy6KnM
UTNbl

MUHUManbHbI
HapyXHbl i

MakcuManbHbl it
HapyXHbl i

AvameTp urnol
BHYTPEHHUI’

Pepakuma 2

Tonuw,mMHa CTeHKMU

AnunHa
OCHOBAHMWA WUTNbI

anameTtp anameTp
OTWN 19-A 80,0 MM = 5 MM 1,030 mm 1,100 mm 0,93 mm +0,02mMM  0,07MM =0,01mMMm 1710,0MM * 2MMm
OTwu 22-A 80,0 MM = 5 MM 0,693 mMm 0,730 Mm 0,52 mm +0,02mm  O0,1mm % 0,005mMm 1710,0mm = 2MMm
OTU25-A 80,0 MM = 5 MM 0,500 MM 0,530 Mm 0,33mm = 0,0lmm 0,1 mm = 0,005mMm™m 1710, MM = 2 MM
rna:

Perynupyemas gnvHa urfbl ot Ogo 8 cm.

Perynupyemas gnnHa 060n104ku ot Ogo 5 cm.

MuHUMaNbHLIA gnameTp KaHana 2,0 MM.

YTeuka B MecTtax COefJHEHUS - HA OLWH CTbIK U3AEe/INA He AO/DKEH MPOTEeKaTb.

He f0/MKHO 6bITb 3aKyMOpKW U3genuns.

LLiepoxoBatocTb He 60nee 1,0 MKM

Teepgoctb: 40 +/-1 HRC

PacTsbkeHume: 180 +/- 10 KSI (KnnoyHTOB Ha KBagpaTHbI Atolim); (1241 + 69 MIMa).

Wnpuu:
O6bem: 20 mn
C 3amKoM Jlyepa C Hapy>HOI pe3bb0oil ¢ KOHYCHOCTbIO 6% cornacHo ISO 594-2,
Nrna 19 G
,/_’ﬁ,,,-
e ITANOH

| g

4
7L~/L__
v

50% + 10% oT“nubl ckoca

Bce pa3vepbl B MM
CKOC :- ¥Yron nepBu4yHoi1 3aToukn = 14 £ 2 rpagyca

- [NoBopoT Ans BTOPUYHON 3aTOukM = 33 + 5 rpaaycoB BfeBO W BMpaBO OT LEeHTpa Ha 50% + 10% oT
3TaJIOHHOTO 3HaYeHNs (T.e. AMHbI NEePBUYHON 3aTOUKM)

Nrna 22 G
. R R - - (X - - . 7[._.,. /L.._ I
L 8025 vl

50% +10% ot [J/I/Hb!

Cxema N MPC06-22-EU
Bce pasmepb! B MM
CKOC: - ¥Yron nepen4yHOI 3aTO4KM = 14 + 2 rpagyca

- MoBopOT AN BTOPMYHOI 3aToukM = 33 + 5 rpagycoB BNeBO M BMpaBo OT LieHTpa Ha 50% + 10% ot
3Ta/IOHHOrO 3Ha4YeHus (T.e. A/IMHbI NEPBUYHON 3aTOUKN)
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HCTPYKLUMS MO NPUMEHEHUIO MEAULIMHCKOTO U3Aenus: Penakums 2
rna ynbTpasByKOBasi 3HAOCKONMYECKas, CTepU/bHas, 0AHOPa3oBast

Nrna25 G

3TANOH

80+5

50% + 10% 0T ANWHbI ckoca

Cxema Ko M\KX)6-25-W
Bce pa3mepbl B MM

CKOC :- ¥Yron nepsuyHoli 3aTouKM = 14 + 2 rpagyca

- ToBOpOT AN BTOPMYHOIA 3aTOUKM = 33 + 5 rpafycoB B/IEBO M BMPaBo OT LieHTpa Ha 50% + 10% ot

3TA/IOHHOr 0 3HaYeHNs (T,e. 4/IMHbI NEPBUYHOI 3aTOYKMN)

y

LLInpuL, acnvpauoHHbIl
100mm

11.2.0..10 12T rTTra tirrn 1.l
- ® , -
B2 I 4 Dy

100mm I

> Diameter = 22.5mm 10mm

Diameter /[nameTp

Ctuner
0,
L% J r LPJ
A - L A _ O .
VicrionHeHvie Cwner OvHacwera  Ovametp ctwieta (B) JnvHa BTy Jyiavetp BTyNKV cTwieTa
Wbl A ctweta(C) D)
OTn 19A  EBEU03-19 1722+- 2vm 0.72vm +- 0.01 Mm 11,0mm +-0,05Mm 11,2vm +- 0.05vm
OTun 22-A EBEU03-22 1722+/- 2vv 0.46 vm +/- 0.01vm 10,9vv +/-0,05Mm 11,Ivv +- 0.05Mm
OTn25-A  EBEU03-25 1722+- 2vm 0.29vM +/- 0.01vm 11,5vm +-0,1mm 10.35MM +- 0.05MM

Cnocob NpUMeHeHUst MeULIMHCKOr0 U3Aenmsi
-MoaroToBKa CUCTEMBI

1

2,

PasmoTaiiTe WrNy WM MNOMHOCTbIO pacnpsamMuTe ee. BusyanbHO OCMOTpMUTe WrAy Ha npegmet
HanMuusa NepernboB UM U3NOMOB, KOTOPbIE MOTYT HapYyLIUTb ee PYHKLUOHANbHOCTb.

BcTaBbTe  M3fenvMe BO  BCMOMOraTeflbHblA  KaHan — 3HAOCKOMa, 4To6bl  ONpeAenuTb
npeanoyYTUTENbHYO ANUHY 060/104KU. [lpucoeanHuTe U3fenvMe K 3HAO0CKOMY, MOBEPHYB
PYKOSITKY Tak, 4ToGbl 3aMOK Jlyep OCHOBaHUS PYKOSATKU 6biN HAfIEXXHO 3aUKCUPOBAH Ha nopTe
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HCTPYKLUMS N0 NPUMEHEHUIO MEAULIMHCKOTO U3aenus: Pefakuusi 2
rna ynbTpasByKoBasi 3HAOCKONMYECKas, CTepPUbHas, 0AHOPa3oBast

BCnomorarte/ibHOro kaHana. OcnabbTe perympoBOYHbIA BUHT HA NOABUXXHOM perynstope A/HbI
060/104KMN ¥ CABUHbTE 060/104KY B HY>XHOE MOMIOXKeHWe. 3aTAHUTE PeryIMpoOBOYHbIA BUHT, YTOOLI
3aMKCUPOBaTb HYXXHYIO AUMHY 060/104KN. OTCOEAUHUTE U3Le/Ine OT 3HA0CKONA

3. TloaroToBbTe WNPUL, 48 acnupalmm:

a. MoNHOCTLIO 3a/iBUHbTE NOPLUEHb LWINPULLA, NPU 3TOM 3aMOPHbINA KpPaH JO/HKEH HAXOAUTLCS B
NMONOXEeHUN "OTKPbITO".

b. [loBepHMTE 3aNOpHbIA KpaH Ha 90'°C, 4To6bl 3aKpbITb €rO.

c. OTTAHMTE nopLUeHb Ha3ag 1 MOBEPHUTe ero, 4Ttobbl 3a)MKCMPOBATb B HY>XXHOM MOMIOXKEHUN,
co3JaBas BaKyyM.

d. OTnoxute wnpuy 4o Tex nop, noka He noTpebyeTcsa acnupaynoHHas 6uoncus

*[pnmeHeHne

1. BeeauTe ynbTpa3ByKOBO 3HAOCKOMN B COOTBETCTBYHOLLEE MONOXEHNE AN1A GUONCUN.

2. Onpegenute xenaemoe MecTo 6MoONcUn ¢ NOMOLLbIO 3HLO0CKOMUYECKOWN YNbTpacoHOrpapuu.

3. MepaneHHO BBeAUTe UIy BO BCMOMOraTeflbHbI KaHan 3HLOCKONA U MPUCOELUHUTE u3genue K
MopTy BCNOMOraTe/ibHOro KaHana aHAo0cKona.

4. OTperynupyite HeO6X04MMYIO CTENEHb BbIABUXXEHUA UMNbl, 0CNabuB PerynMpoBOYHbIA BUHT Ha
KO/bLLe PEryNUPOBKN ANUHbI UMbl U CABUHYB €r0 Ha HY)XXHYK AJINHY, COrNacHO yKa3aHUsM Ha
n3gennun. 3aTaHuTe perynvpoBOYHbIA BUHT, 4TOObI 3apUKCMPOBaTb BbIGPAHHOE MONOXEHME.
MpumeyaHue; CTeneHb BblABWKEHUA UTbl perynmpyetcsa oT Ocm o 8 cwm.

5. CoxpaHss NOoNoXeHWe 3HLOCKONa, BBeAUTE UINY B o4ar NOpPaXeHUs, Npogsuras pyKosTKY Wr/bl
[0 NnpeaBapuTeibHO 3alaHHOI0 MOOXEeHUS KOJibLia PeryiMpoBKN BblABUXEHUS UT/bI.

6. CHUMMUTE 30HA C WI/bl, OCTOPOXHO MOTAHYB Hasaf 3a BTY/NKY 30HAa. CoxpaHuTe 30HA AN15
MCNO/MIb30BaHWA, €CNN B faibHelLeM noTpebyeTca c60p KNETOK,

7. TMpucoeanHnTe NOLFOTOBMAEHHbIA aCNMPALMOHHBLIA WNPUL K BTYyAKe Jlyep B PYKOATKe WIbl.
OTKpONTe 3amMopHbI KpaH, 4TO6Gbl NPOM3BECTU acnMpauuio KMeTOK 3a CYET OTpuuaTenbHOro
[aBfieHNs B Wnpuue. AKKYpaTHO nepemellanTe pPyKOATKY Wrnbl Bnepef-Hasaj ¢ Hebo/blUM
LaroM B npefjenax yyactka uoncum.

8. Tocne 3aBepweHuns cbopa KMETOK BTAHWUTE UMYy B 0060/104KY, NMOTAHYB PYKOATKY WUr/bl Hasag.
3aukcmpyiiTe yCTPONCTBO PeryiMpoBKN BbIABUXXEHWUA UT /bl B MONOXKEHUMN «O».

9. W3BnekuTe usgenvie U3 BCNoMoraTenbHOro KaHasa u 0TCoeanuHUTe nusgenve oT aHL0CKOMa.

10. Pa36noKupyiiTe KOMbLO PeryivpoBKW BbIABUXXEHUS WIAbl W BblABUHbTE WUIY K3 060M10YKMU.
3amMeHUTe acnupauMoHHbIA LWNPUL HOBLIM LUMNPULEM C BblIABUHYTBIM Hapy>y MOPLUHEM.
HaXmuTe Ha nopleHb, 4YToObl yfanuTb acnupaTr, WU MOAFOTOBbTE ero B COOTBETCTBUM C
PeKOMEHAALMAMN YUpPEeXLeHNA.

11. OcTaBlKiica acnupat MOXET 6bITb U3BMIEYEH AN UCCNEeLOBaHNA MYyTeM MPOMbIBKIN U3LeNNS,

12. Ana LONONHUTENBHOIO B3ATUA NPO6bI U3 TOr0 XKe o4yara NopaxeHus:

a. [lMpowmoiite urny.
b. TpoTpuTe 30HA (HhM3PacTBOPOM WAM CTepUnbHOM BoLOW. CHOBa BCTaBbTe 30HA B Urny,
npoABuras ero He6ONbLIMMM LIaramun, NoKa BTY/IKa 30HAa He BOWAET NAOTHO B Jlyep Urbl.
c. JononHuTtenbHble nNpo6bl  MOryT OblTb  MNOMY4YeHbl MyTeM MNOBTOpeHWA wara 3
«MOArOTOBKA CNCTEMBbI» n waros ¢ 1no 11,
13. Mo 3aBeplweHUM Mpouefypbl BTAHUTE WINy B KaTeTep, a 3aTemM W3BNeKUTE wu3genve wus3
3HpocKona.

WH(popMaunst 0 HaMumMm B MeAMLMHCKOM W3[eNNN: NEeKapCTBEHHOro CpeacTBa, MaTepuasnoB
YXWBOTHOTO MPOUCXOXAEHUS, MaTepMasioB Ye/T0BEYECKOT0 MPOUCXOXKAEHNS

N3nenne He COMEPXUT: /eKapCTBEHHble CPeACcTBA, MaTepuanbl XXUBOTHOFO MPOUCXOX/AEHMS,
MaTepuanbl YeNOBEYECKOTr0 NMPOUCXOXKAEHNS.

CocTaB NocTaBKU MeANLIMHCKOrO U3aenns

1. WrnaynbTpasByKoBas sHgockonmyeckad OTU 19-A (19G /1,1 x 80,0 mm):
Cocras:
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NHCTPYKLUMS MO NPUMEHEHNIO MEAULIMHCKOTO U3MENNS: Pepakuus 2
Mrna ynbTpa3ByKoBasi 3HA0CKOMMYECKas!, CTepUNbHAs, 0fHOPa30Bas

1. Nrna ynbTpasByKoBas aHgockonmnyeckaa OTU 19-A (19G /1,1 x 80,0 mm) -1 wr.;
2. LUnpwuy acnupaunoHHblin 20 ma - 1 wrT,;
3. Ctuner - 1wr.;
4. NaeHTNOUKaLMOHHbINA CTUKep, COAepXalnin nHopmauunto 06 nsgenum - 3 WT.;
5. IHCTpyKuMs No npuMeHeHunto - 1 wr.
2. irna ynbTpasByKoBas aHAockonuyeckas OTU 22-A (22G /0,7 x 80,0 mm):
Cocras:
1. Nrna ynbTpasByKoBasi aHgockonmyeckas OTU 22-A (22G /0,7 x 80,0 mm) - 1wT.;
2. Wnpwuy acnmpaunoHHblin 20 ma - 1 wT.;
3. Ctunet - 1wr.;
4. NAeHTU(MKaALMOHHbIA CTUKEP, COAepXalnii nHhopmaymo 06 nsgenun - 3 Wrt.;
5. IHCTPYKLMA MO NPUMEHEHNIO - 1 WT,
3. irna ynbTpasBykoBas aHgockonuyeckas OTU 25-A (25G / 0,5 x 80,0 Mm):
Cocras:
1. irna ynbTpasBykoBas aHgockonuyeckaa OTU 25-A (25G / 0,5 x 80,0 mm) - 1 wT.;
2. LUnpuy acnupaynoHHblin 20 Ma - 1 wT.;
3. Ctunert - 1wr.;
4. NpeHTU(MKaLMOHHbIV CTUKEpP, COoAepXaluii nHpopmaymto 06 nsgenmm - 3 Wr,;
5. IHCTpyKUUA No npumMeHeHuto - 1 wr.

CBefieH1s1 06 YNaKoBKe MeAVLMHCKOr0 13aenms

WHamBuayansHas VcnonHeHwe Pa3mepbl ynakoBku Macca n3genus B ynakoBke
yrnakoBKa otun 19-A 41 x 24 x35cm+x02cm 2051+ 57
(cTepunusaLMoHHas OTn 22-A 41 x 24 x 3.5cm + 0.2 cm 2051+ 5r1
yNaKoBKa) otn 25-A 41 x 24 x 3.5cMm £ 0.2 cm 2051+ 5r1

YnakoBKa rnocse npowecca CTepUAM3aLnn He oNXKHa NUMETb:

- paspbIBOB, TPELMH, OTBEPCTUIA NN pa3pyLUEHNIA;

- BK/IKOYEHMIA MOCTOPOHHEro mMaTepmana,

- HapyLWweHns LUenoCcTHOCTN CBapHOTO LUBA,;

- HaMumsa BNarn Uan NATEH BHYTPU YNaKOBKMU;

OTKpbIBaHVE yNakKoBKN JO/MKHO OblTb HENpepbIBHbIM U OL4HOPOAHbLIM, 6e3
LenaMVHUPOBaHUA UK paspbiBa MaTepuana.

LnpuHa cBapHoro wea 11 = 1 mMm
MpoyHOCTb cBapHoro wea7 +1 H/15mMm

- PacwungppoBka cCMMBOMOB

CnmBon 3HayeHune Cnmson 3HayeHue
CoO0TBETCTBME €BPONENCKNM HOPMaM 1RE1 Homep no katanory
MpegocTepexeHune/npegynpexaeHue 1 Homep naptuun/noTa
U i:] CM. VIHCTpYKLMIO MO NPUMEHEHUIO [laTa OKOH4YaHUA CpoKa AeincTBus

He ncnonb3oBaTh Npy HapyLleHUK

b Hapy SHEE  Ctepunn3osaHo aTUIEHOKCUAOM

w LLeIOCTHOCTY MK NMOBPEXAEHUN YyNaKOBKY

3anpeTt Ha NOBTOPHOE NPUMEHeHMe S OdmumanbHblil NpescTaBuTeNb B
¢4 Espone

Bepeub 0T nonagaHns NPSAMbIX COMHEYHbIX

nyseﬁ A P wf JlaTa n3rotosneHms

)I( He coaepXuT NpPoreHoB MpounsBoanTenb

He noasepratb NOBTOPHOI

OrpaHnyeHune BAAKHOCTU
cTepunmn3aLuu.
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HCTPpYKLUMS N0 NPUMEHEHUIO MEAULIMHCKOTO U3Aenus: Pepakuus 2
Irna ynbTpa3ByKoBas 3HAOCKOMMUYECKas!, CTEPIbHAs, 0[JHOPa30Bas

MUWHUMaNbHBbI AnameTp
OrpaHuyeHne TeMnepaTypbl I ! VHCTPYMEHTaNIbHOrO KaHana

3Hpockona 2,0 mw.
| Ng MeauLmHCKoe u3aenve

MNHpopmMaLmnsa o CTEPUIbHOM COCTOAHUN MeLULMHCKOT0 NU3Lennsa
Crepunmnsaums nposefeHa okcugom atmneHa no I1SO 11135-1:2007. OcrtaTouyHOE cogepxXaHue
3TuMeH oKcugameHee 4 Mr.

YcnoBua XxpaHeHUs, TPaHCNOPTUPOBaHUA U 3KcnayaTaunum MeAnULLMHCKOIo n3fenmsa

XpaHeHune

XpaHnUTb B NPOXNafHOM, CyXOM MecTe, n3beras aKCTpeMasibHbIX Mepenagos Temnepatyp. M3genve
cneayet XpaHuTb npu Temnepatype 10-40°C M OTHOCUTENbHOM BRaXHocTU 35-65%. ATmocgepHoe
pasneHue: 70-106 kla.

TpaHcnopTnposaHue

TemnepaTypa oOKpyxatouieli cpeabl: -20 - +40°C; OTHOcUTenbHas BRaXHocTb: 10-75 %;
ATMochepHoe aaBneHune: 70-106 klMa.

TpaHcnopTMpoBaHMe B TPAHCMOPTHON YMNakoBKe MNPOM3BOAUTCSH NO6GbLIM BUAOM TpaHcnopTa C
yCnoBmeM cOo61K0/eHN BbilLIeyKa3aHHbIX TPeO60BaHWUIA.

MorpysKky v pasrpysky npofykumun, BKNovas BHYTPU3aBOACKYHO, CleflyeT OCYLecTBAATL MeTodamu,
NCKMOYarLWmMMn o6pasoBaHme 0CTaTOMHON Aehopmany U BMATUH.

aKcnnyartauymsa

Temnepatypa: +5°C-+45°C; BnaxHocTtb: 10-100%; ATmocthepHoe gasneHue: 70-106 klMa.

MopAfOK OCYLLEeCTB/IEHNA YyTUAM3AUUN MEeAULMHCKOI0 U3aennsa

N3penus, nmeBlIMe KOHTAKT C KPOBbIO W/UAW ApYyTrMMU 6GUOOTMYECKUMW XKULKOCTAMM NaLMeHTOB,
nognexar yTunnsaunm B COOTBETCTBUN C Tpe6OBaHUAMYU K 0BpaLLEeHNIO C MeAULUNHCKUMMN OTXO04aMW,
yctaHoBneHHbIMy CaHlMuH 2.1.3684-21 no knaccy b.

Heuncnonb3oBaHHble U3gennsa (He MMeBLUME KOHTaKTa ¢ 6MON0TMYECKUMM XKXUAKOCTAMU NaLMeHTOoB),
nognexar yTuansaumm B COOTBETCTBUW C TpebOBaHUAMM K 06paLLeHNI0 C MeAULMHCKUMY OTX04aMMU,
ycTaHoBneHHbIMKW CaHlMunH 2.1.3684-21 no knaccy A.

MapaHTuilHble 065A3aTeIbCTBA

Mbl rapaHTMpyem, 4TO npu pa3paboTke U MNPOM3BOACTBE AaHHOro m3fenus 6blna MCNonb3oBaHa
pasyMHas OCTOPOXHOCTb. HacToAwasa rapaHTUa orpaHMYMBaeTCA TOMbKO 3aMeHOl JaHHOro M3genuns
M He pacrnpocTpaHseTca Ha obpalieHue, XpaHeHue, YUCTKY WU CTepuIM3auuio AaHHOro usgenus, a
TakxXe Apyrue (akTopbl, CBA3aHHble C AWArHOCTUKON W NleYEeHMEM MaLWEHTOB, XUPYPrUYECKUMM
npouegypamm u MNpoYMMKU BOMNPOCaMM, He BXOAAWMMM B Hawun 00653aHHOCTW. Mbl He Hecem
OTBETCTBEHHOCTW 3a Nt06ble CnydyaliHble WM KOCBEHHble MOTepu, yulepb uam pacxogbl, NPAMO wau
KOCBEHHO CBfi3aHHble C MWCMONb30BaHWMEM [JaHHOro wusgenud. Mbl He 6Gepem Ha cebsa ” He
YyMNo/HOMOYMBAEM HUKaKoe Apyroe nuuo 6patb Ha cebs OT Halero MMeHW Kakue-nnbo fpyrue unu
[JONONMIHUTENbHble 006fA3aTeNbCTBA WM OTBETCTBEHHOCTb B CBfA3WM C MCMONb30BAHWMEM [aHHOro
nsgenus.

CapaHTUIiHbIA CPOK FOAHOCTK - 3 rofa ¢ Aatbl CTEPUAN3ALNN.

M3roToBuTeNb rapaHTMpyeT COOTBETCTBME U3LeNna TpeboBaHMAM TEXHMUYECKOW AOKYMeHTauuu npu
co6M0AeHUN YCNOBUI 3KCcNTyaTaLMm, TPAHCMOPTUPOBKUN U XPaHEHUS.

TexHMUYeCKoe 06CNy)KMBaAHNE U PEMOHT
MeauLMHCKoe 13aenne TeEXHUYECKOMY 06CNYXKMBAHWIO U PEMOHTY He MOANEXMUT.
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NHCTPYKLWS N0 NPUMEHEHMIO MEAMLIMHCKOTO U3aeNis:
rna ynbTpa3ByKoBas SHAOCKOMUYECKas, CTepU/bHas, 0HOPa30Bast

1prMeHsieMble CTaHaapTbI
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W3genna megmuuHckue. MNpuMeHeHe MeHeSXXMEHTa PUCKOB K MEAVNLIMHCKUM
U3genmam.

KnnHnueckme vnccnesoBaHna MeSVLMHCKAX U3LENuiA Ans YenoBeka

OugeHKa 61oIorMyecKoro AeicTBrs MeAULMHCKNX M3gennii - OueHKa 1
NCCNe0BaHNs

OueHKa 61010rMYecKoro AecTBMA MeANLUHCKNX U3AeNWiA - ViccnefoBaHus Ha
LIMTOTOKCUYHOCTb: MeTofbl invitro

OueHKa 610N0rMYecKoro AecTBUA MEAULMHCKMX U3Aenmnii - OcTaTouHoe
COfiEP>KaHMe 3TUEHOKCMAA MOc/e CTePUAN3aL MM

OueHKa 610N0rNYECKOT0 AENCTBUA MEAULMHCKNX U3genuid - ccnegoBaHms
pa3fpaKatoLLEro 1 CEHCMBUIM3UPYIOLLETO AeCTBIS

OueHka 61MONOrMYECKOro AEeNCTBIA MeAULMHCKMX U3Aenuii - ccnefoBaHus
0OLLETOKCUYECKOTO AeCTBUS

OLeHKa BMONOrNYECKOro AeRCTBIS MEAULIMHCKIX M3gennii - Yactb 12
MpnroToBneHWe NPob 1 KOHTPO/bHbIE 06Pa3Libl

OueHKa 61MONOrYECKOro AeNCTBIA MeAULMHCKMX U3gennii - Yactb 18:
ViccnefoBaHme XMMUYECKMX CBOMCTB MaTepyasioB

YnakoBka gis MEAULMHCKMX W3LeNUiA, NOANEXaWMX (UHULLIHOW
cTepunmsaumm - Yactb 1 TpeboBaHWUA K MaTepuranam, 6apbepHbIM CrUcCTEMAM
AN CTEPUNM3ALMN 1 YNAKOBOYHbLIM CUCTEMAM

YnakoBKa 415 MeLULMHCKNX U3LeNUiA, NOANEXALMUX (PUHULLIHOWA
cTepunmsaumm - Yactb 2: TpeboBaHUs K BannaaLum NpoLeccos
thopmMmMpoBaHus, repmMeTU3aLmmn 1 c6opKu

YnakoBKa A1 MeANLIMHCKNX U3AeNUiA, NOANEXaLUMX (UHULLHON
cTepunn3aumn. 3aneyatbiBaemble NakeTbl U PYNOHbI, U3TOTOBMEHHbIE U3
MOPUCTLIX MAaTepPVanoB U MNACTUKOBON NeHKU. Tpeb6oBaHWs U MeTofbI
NCMbITaHWI

KoHunyeckoe coefinHeHne ¢ 6% HaKOHeUHUKOM (Jlyep) ANs WNPULLOB, UM 1
Lpyroro MefuLMHCKOro 060pyLoBaHNs - 3aMOYHble (UTUHIU

KoHunyeckoe coefyHeHue ¢ 6% HakoHeYHWKOM (Jlyep) 415 LINPULLOB, U U
[PYroro MefuLUMHCKOro 060pyA0BaHUs - 3aMOYHbIE (PUTUHIM

CucteMa MeHeKMEHTa KauyecTBa

CMK f/19 MeguUMHCKNX U3LeNunid - TpeboBaHUA 419 Lieneld perynmpoBaHus
YuCTble MOMELLEHUS Y CBS3aHHbIe C HAMW KOHTPO/IMpYeMble cpefpbl - Yactb 1
Knaccugmkanma YicToTbl BO3ayxa

YucTble MOMELLEHNS W CBA3aHHbIE C HAMU KOHTPO/IMpYEMble cpegpl - YacTb 2;

TeKyLUMA KOHTPOSb 4119 MOATBEPKAEHUS MOCTOSHHOIO COOTBETCTBUS YNACTOThI

Bo3ayxa 1SO 14644-1 no KOHLEeHTpauuy YacTtuL

YuncTble NMOMELLEHNS 1 CBA3AHHbIE C HUMW KOHTPOAMpYeMble cpegbl - YacTb 8:

Knaccudmkaums uicToTbl BO3AyXa N0 KOHLEHTPaLUUM XMMUYECKNX

3arpssHeHuin (ACC)

YuncTble NOMELLEHNS U CBA3aHHbIE C HAMW KOHTPOAMpYeMble cpedbl - YacTb 9:

Knaccudmkaums uncToTbl NOBEPXHOCTEW MO KOHLEHTPpaLMM YacTuL,

UuncTble NOMELLEHMS 1 CBA3ZaHHbIE C HUMW KOHTpONMpyeMble cpeabl - Yactb 10:

Knaccugmkaums YncToTbl MOBEPXHOCTEN MO KOHLEHTPALMM XUMUYECKUX

3arps3HeHNi

CTepunn3aums MeQULMHCKNX M3LeNnin - Mukpobronornyeckne MetTogpl -

UacTb 1 OueHka nonynsaumm MMKPOOPraHM3IMOB Ha MPOoAYKLMK

Crepunusaumns MeAMLMHCKMX U3genuii - MUKpobuonormyeckmne MeToabl -

YacTb 2: McnbiTaHus Ha CTepUbHOCTb, MPOBOAUMbIE NPY OMPeaeneHni,

Ba/IMAALMN 1 MOAAEPKAHNM MPOLIECCOB CTEPUNM3ALIN

Crepunusaums MefnUMHCKO/A NpoayKumn - Bronormyeckme MHAMKaTophbl -

Yactb 1. O6Lume TpeboBaHUs

Tpe6oBaHWs K OLEHKE 6V0NOrMYECKMX MHAMKATOPOB, MCMOMb3YEMbIX MpK

cTepuamM3aLmm

VIHhopmaums, npegocTasnseMast MPOM3BOANTENEM MEANLIMHCKNX U3AeNuii

MegunumHckme nsgenvsi - CYMBOSbI, NPUMEHsSIEMbIE MPU MapKMPOBaHUK Ha

MEeLNLMHCKUX U3AENNAX,3TUKETKAX 1 B CONPOBOANTENbHOM LOKYMEHTaLum -
1Yactb 1: ObLime TpeboBaHUSA
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Pepakuns 2

EN ISO 14971:2012
ENISO 14155:2011

EN ISO 10993-1:2009/
AC:2010

ENISO 10993-5:2009
EN ISO 10993-7:2008
ISO 10993-10:2010

EN ISO 10993-11:2009
EN ISO 10993-12 :2012
ENISO 10993-18:2009

ENISO 11607-1:2009

ENISO 11607-2:2016

ISO 868-5:2009

EN 1707:1996

EN 20594-1:1993/AC;1996

1SO 9001:2015

1SO 13485:2016

ISO 14644-1:2015
httD://www.iso.ore/iso/rss.xml?cs

number=53394&rss”detail
ISO 14644-2:2015

ISO 14644 -8:2013

ISO 14644-9: 2012

ISO 14644-10; 2013

EN ISO 11737-1:2006/AC:2009

EN I1SO 11737-2:2009

ISO 11140-1:2014
ISO 11138-1 n 2:2009

EN 1041:2008
EN 1SO 15223:2016
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NHCTPYKLUMS MO NPUMEHEHUIO MEAULIMHCKOTO V3aenus:

Pepakuua 2

/rna ynbTpasByKoBas 3HAOCKOMMUYECKas, CTePUbHAS, OfHOPa30Bas

28 Bannpauusa ctepunmnsaunmn aTUNEHOKCULO0M EN ISO 11135:2007

29 dapmakones CLUA USP3

30 dPapmakones VHaum I.P. 2014

31 EBponeiickas thapmakornes E.P. - 8 u3gaHue

32 TpoeKTMpOBaHNE MEAVULMHCKMX M3LENNIA C YHETOM 3KCMTyaTaLOHHOM EN 62366:2008
npuUrogHoCTU

33 MeTog UCMbITaHUSA Ha XUMUYECKWIA aHann3 (MaTepuat: HepX. cTab 304) ASTM A751

34 Tpy6KM Nro/bHbIE N3 HEPXKABEIOLLEN CTanm AN U3rOTOBNEHNS MEAVLIMHCKNX 1SO 9626:2015

nsnenwii

CBefleHUs1 0 NMPOU3BOAUTENSIX MEANLMHCKOIO M3aennst
OpraHu3aLoHHO-NPaBoBas thopma " rnosnHoe
HaMMeHOBaHWe HOPUANYECKOrO ML C TPAHCAUTEPaLIMEN,
NN hammnnns, UMs 1 0TYECTBO (NPU HANIMYNK), PEKBU3NTDI
[OKYMEHTA, Y/I0CTOBEPSIOLLIErO JINYHOCTb
VHAVBWAYaIbHOrO NPeanpYHUMATENS
AZpec MecTa HaxoXAeHWs OPUANYECKOTO I1La

MecTo Npou3BOACTBA MEAMLIMHCKOIO U3Aenms

Homepa TeneoHoB
AOpec  9MeKTPOHHON  MOYTbl  HOPUANYECKOrO
VHAMBUAYaAbHOTO NpeanpuHUMaTens (Npu Hanuumm)

nmua,

Medelec Systems PVT. LTD

Cucteme MBT.ATA.)

(Mepgenek

D-9, Kalindi Colony, Ring Road, New Dehli
110 065, INDIA (4-9, KanuHam KonoHw,
PuHr Poaa, Heto fenu, 110 065, NHanA)
Medelec Systems PVT. LTD (Megenek
Cucteme MBT. NTA)129B, HSIIDC, Sector -
31, Faridabad 121003, Haryana, INDIA
(1296, XCUWMAOC, CekTop 31, Papupabas-
121003, XapbsiHa, NHOWA)
+91-98-10127711

info@medelec.net

CBefieH1s1 06 YNO/THOMOUEHHOM NPeACTaBUTENE MPOM3BOAUTENS MEAVILIMHCKOIO U3ae/NS

OpraHu3aLmoHHO-MNpaBoBas (hopma 7 rnosiHoe
HavMeHOBaHWe HOPUAMYECKOro NnLa C TpaHCcIuTepauyei,
UM amuans, UMa 1 OTYECTBO (MPU HANNYWK), PEKBU3NTDI
AOKYMEHTa, Y[0CTOBEPAIOLLIEr0 JMYHOCTb
VHAVBUAYANIbHOTO NPesnpuHUMaTeNs

CokpalleHHOe HavMeHOBaHWe HpUANYecKoro nvua (npu
HaIM4mnmn)

N AeHTUMKALMOHHBIVE HOMEpP HasloronnaTeNbLymKa

ALpec MecTa HaxoX4eHUs FoPUANYECKOro nua

Howmepa TenetoHoB
AIpec  9NeKTPOHHOW  MOYThbl  HOPUANYECKOTO
VHAVBUAYaNbHOTO NpeanpuHUMaTeNs (NP Hamumm)

nua,
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O6LwecTBO c OrpaHnYeHHO
OTBETCTBEHHOCTLIO «[enra-Meguc”

000 "[Oenra-Meguc"

7804338427

194044, r. CaHkT-leTepbypr; yn. YyryHHas,
4. 2A, iut. A

(812)591-70-72

delga-medis@inbox.ru
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