PYKOBOJICTBO I10 OKCIIJIYATAIIUU
HA MEJJUIIMHCKOE U3JEJIUE:

Mamkerta [uist IprOOpa aBTOMATHYECKOTO 3IEKTPOHHOTO ISl H3MEPEHHSI apTEPUATBHOTO TABICHUS U
4acTOTHI ImyJibca Tensoval® duo control
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1. HammeHoBaHme MEIUIMHCKOI'O U3¢/ I1us.

«Mamxera aisi mpuOOpa aBTOMAaTUYECKOTO JJIEKTPOHHOTO Ul M3MEPEHHsI apTePHAIBLHOTO JIABICHUS H
yacToThl mynsca Tensoval® duo controly, BapuanTsl HCONHEHHS

1. Mamxera /i mpubOpa aBTOMATUYECKOTO 3JIEKTPOHHOTO JUI U3MEPEHHs apTepPUaIbHOTO JaBJICHUS U
4acTOTHI Mmylbca Ha miede Tensoval® duo control, pasmep M;
2. Mamxera it mpruOOpa aBTOMATHYECKOTO JICKTPOHHOTO JIJIsl U3MEPECHHUS apTepUaAIbHOTO JaBICHUS U
4acTOTHI MyJbca Ha mrede Tensoval® duo control, pasmep L.

2. CseaeHusi 0 MPpOU3BOANTEIE, Pa3padoTUHKe, apecax MecT npousBoacTea MU.

Oduyuanvuulii npouseooumens u papadomuux:

Paul Hartmann AG

(ITayns Xaptmanu Al), 'epmanus

Paul-Hartmann-Strasse 12, 89522 Heidenheim, Germany
(ITayne-Xaptmann-1tpacce 12, 89522 Xaiinenxaiim, ['epmanus)

Mecmo npou3eo0cmea meOUyUHCKO20 U30€1UA:

NISSEI PRECISION INSTRUMENTS (SUZHOU) CO., LTD. (HUCCEHN [TPECUCHUOH MHCTPYMEHTC
(CYXKOV) KO.. JITAH.)
Room 501-502 Zhonghuan Building, Suzhou National Environmental, New & Hi-tech Industrial Park, No. 369,

Lushan Road, 215129 Suzhou New District, Jiangsu Province, People’s Republic of China (KuTaif)

Ynonuomouennwiii npedcmasumensv npouszeooumens:

OO6m1ecTBO ¢ orpaHndeHHOM 0TBeTCTBEeHHOCTHIO «[TAYJIb XAPTMAHH»
(000 «ITAYJIb XAPTMAHH»)
Poccus, 115114, r. Mocksa, yi. KoxxeBuuueckas, 1. 7, ctp.1

Temn.: +7(495) 796 99 61
becrinarnas ropstaas munust: 8-800-505-12-12
reception.ru-mos(@hartmann.info

3. Haznauenue MCAUIIMHCKOI'0 U3J1€/1Usd

Manxera IpeaHazHa4dCHa J1Jid UCII0JIb30BaHUA COBMECTHO C HpI/I60p0M ABTOMATHYCCKHUM 2JICKTPOHHBIM
Tensoval® duo control AJI1 UBMEPCHU apTCPUAIBHOTO AAaBJICHHUA W YaCTOTHI ITYJIbCa Ha IJICYC. Bwmecte onn
00€eCIeuynBaroT BpCMGHHBIfI MOHUTOPHUHT CUCTOJIMYCCKOI'O U JUACTOJIUYCCKOIO apTEpHUAIBHOIO0 AaBJICHUA, U
YacCTOTHI ITyJIbCa Y B3POCJIbIX.


mailto:reception.ru-mos@hartmann.info

4. Iloxazanusa u MNPOTHUBONMOKA3AHUSA K IPUMEHCHUA MECAUIIUHCKOT0 U31€TUHA

4.1 IloxazaHusl K NPMMEHEHUIO

MameTa HCIONB3yeTCss COBMECTHO C MNPUOOpaMH aBTOMATHYECKUMH SJICKTPOHHBIMH IS
M3MEpEHUsl apTEepUAIbHOTO JaBIIEHUS W YacTOThl Mmynbca [ensoval® duo control mist u3mepeHus
apTEpUANBHOTO ABJIICHUS M YaCTOTHI ITyJIbca Ha TUIeYe.

4.2 IlpoTnBOoNOKa3aHus K NPUMEHEHHIO

B nensx npenoTBpanieHus HaHECEHUS BPela 3J0POBbIO Mbl HACTOSATEIBHO PEKOMEHIyEM HE UCII0JIb30BATh
MaHXETY B CIECAYIOIIUX CITydasx:

* [Ipu HanmUyuu TpaBMBI UM PaHbl HA MECTE HAJIOKEHUSI MaHKEThI

* Eciin Obu1a mepeHeceHa MacTIKTOMUS

* Eciu npoBoauTCsl BHYTPUBEHHOE JIEUEHUE WK B PYKY BCTaBJIEH BEHO3HBIH KaTeTep,

apTEepUOBEHO3HBIN IIYHT, U3MEPEHHE APTEPUAIBHOTO TaBJICHUSI MOYKET IPUBECTU K TPABME.
* [Ipu oTCcyTCTBUYM NOJIHOM PYKH, AMIIYTAllUA PYKH WJIU €€ YaCTH.
* Bo BpeMs jieueHus 10 OUMIICHHIO JIMM(AaTUYECKUX Y3JI0B

IIpokoncynemupyiimeco ¢ 6pauom, npejxcoe 4em CAMOCHOAMENbHO UIMEPANb apPMEPUATIbHOE
oaenenue, eciu Ber.

m Oepemennbl. ToHomeTp Tensoval® duo control mporen KIMHUYECKHE UCTIBITAHUS K MOXKET
UCTIOJIh30BaTHCSl OepeMEeHHBIMU JKeHIMHAMH. TeM He MeHee, BaM HeoO0X0IMMO IPOKOHCYIETHPOBATHCS
y Barero Bpaya B m00oM ciydyae, 0COOEHHO MPH MPEIKIAMIICHH, O TOM, CIeIyeT T Bam
CaMOCTOSITEITHO U3MEPSTh AaBJICHHE U KOT/A JIyYIlIe BCEro 3TO JENIaTh.

B cTpajaeTe quabeToM, HapymeHUusIMU QYHKITUH ITEYEHHU WK CY>KEHUEM CTEHOK COCYAOB (Hampumep,
aTepoCKIIepo3, nepudepruuecKuii OOTUTEPUPYIOIINI SHAAPTEPUNT), T.K. B TAHHBIX CITYYasiX BOSMOXKHEI
MOTPEIIHOCTH B IMOKA3aTENsIX JaBJICHUS.

B CTpajiacTe ONMpeaeICHHBIMU OOJIE3HSIMHU CUCTEMBI KPOBH (Hampumep, TeMo(uIns ), Cephe3HbIMU
HapYIICHUSIMA KPOBOOOPAIIEHUS WIIM IPUHUMACTE Pa3KUKAIOIINE KPOBb Iperaparsl.

W CTpa/iaeTe CEPbE3HBIMH HAPYIICHUSIMH CEPJICIHOTO PUTMA.

B UCIIOJIB3YEeTe KapIUOCTUMYJISATOP, T.K. B JAHHBIX CIIy4asiX BO3MOKHBI OTPEITHOCTH B TIOKA3ATEIAX
nasneHusi. CaMu TOHOMETp U MaHXeTa HUKaK He BIHSIOT Ha KapauocTUMysaTop. [loxkanyiicra,
MMOMHHTE, YTO HHPOPMAITUS O YaCTOTE MyJIbca HE TOIXOIUT JJIsl KOHTPOJISI 4aCTOThI
KapINOCTUMYJIISITOPA.

B CKJIOHHBI K 00Pa30BaHHUIO TeéMaTOM W/WJIH YyBCTBUTEILHO pearupyere Ha Ha/laBIUBAHUSI.

5. Knaccnukanusa MeTMIMHCKOTO H3/1e/Us

Mamnsxera s npubopa aBTOMAaTUYECKOTO AJIEKTPOHHOIO JJIsi U3MEPEHUsl apTepUaIbHOTO JABIICHUS HA
mede Tensoval® duo control (Tencosan [lyo KonTpon) - Menunnackoe usnenue kinacca [ B cooTBeTcTBUM
¢ HQupextuBoii 93/42/EDQC «O menunuuckux m3nenusx» (MDD). Ipunoxenue X, mpaBuio 1, kotopoe
nmeeT MapkupoBky CE.

UMDNS (YHuBepcanbHasi CHCTEMa HOMEHKJIATypbl MeAUIMHCKUX u3aenuii) Ne: 11-073

Kox GMDN: 34978 (Mawnera, NpUMEHSIOIIASACS JUIsI U3MEPEHUS apTEpUaTbHOTO JIABJICHUS,
MHOT'OPa30Basi)



6. [IpenycMOTpeHHBbIE MOJIb30BATETH METHIITHHCKOTO U3/1eJ sl

Marmskera 1yt mpuOopa aBTOMAaTHYECKOTO IICKTPOHHOTO ISl K3MEPEHHUS apTEPUATBHOTO JaBIICHHS
W 4acToThl myibca Tensoval® duo control moker HCMONB30BaTBCS BCEMH B3POCIBIMH JTFOJIBMHU
HE3aBUCHUMO OT I10J1a 1 HAITUOHAJIbHOCTH.

7. YcjaoBusi npuMeHeHust

Mamkera a1 ToHomerpa Tensoval® duo control mnpennasHadeHa Ui HCIIOJIB30BAHHS
Henpo(ecCHoHalaMi B JIOMAIIHUX YCIOBHAX (JUIS JOMAIIHEr0 HCIIONB30BaHUA) U MEIUIHHCKAMHE
pabOTHUKAMHU B KJIMHHUYECKMX YCIOBUSX WM B MEAMIUHCKHX YUPEXKICHUSAX (HAIpUMEpP, B OOJILHHUIIE,
MEMIINHCKON TPaKTUKE, allTeKe) U UMEET CIIEAYOIIME BAPUAHTHI HCIIOTHCHUSL:

1. Mamnxera aist mpruOOpa aBTOMAaTHYECKOTO DIICKTPOHHOTO JUIS H3MEPEHUs apTepHaIbHOTO JaBICHUS U
4acTOTHI Mmylbca Ha minede Tensoval® duo control, pasmep M;
2. Mamxera Juisi mpuOOpa aBTOMAaTHYECKOTO JIEKTPOHHOTO JIJIsl U3MEPECHUS apTEepUAIbHOTO JaBICHUS U
yacToTHI Mmylbca Ha miuede Tensoval® duo control, pasmep L.

8. B KOHTAKTa C OPraHU3MOM 4YeJI0BeKa

MenuuuHCKOE U31eNINe UMEET KPATKOBPEMEHHBIN KOHTAKT C HEMOBPEKACHHON KOKEW YeIIOBEKa

MenunuHCKOE U31elINe HE UMEET B CBOEM COCTAaBE JIEKAPCTBEHHBIX CPEJICTB, a TAKKE MAaTEPUAJIOB
KUBOTHOTO U (MJIM) YEIIOBEYECKOTO MTPOUCXOKICHHUS.

MenunuHcKkoe W3eNue He SBISETCS CTEPWIbHBIM, HE TpeOyeT CTepUIIM3AIMH JI0 WJIH TOCHe
WCIOJIb30BaHMS, HE UMEET CTEPUIILHBIX KOMIIOHEHTOB B CBOEM COCTABE.

9. Onucanne NPUHLIMIIOB, HA KOTOPHIX OCHOBAHA Pa00Ta MeIMLIMHCKOI0 U3/1eTUs

MamnkeTa HMCHOJB3YETCs COBMECTHO C MPHOOPOM sl HM3MEPEHHUs apTepUAIbHOTO JaBIICHHS
Tensoval® duo control - MOTHOCTEIO aBTOMATHUYECKHUM ITU(PPOBBIM YCTPOWCTBOM, KOTOPOE HAaIyBaeT
MaHXXCTy Ha IJICUC U U3MCPACT OCHUIUIOMECTPHUYCCKUC (qepe3 JaTYUK I[aB.HeHI/I}I) " ayCKYJIbTaTHYCCKUC
(depe3 BCTpOEHHBIH MHUKPO(OH) CHUTHAIBI, OMNPEACNISIeT CHCTOJIUYECKOE M  JAHACTOJIUYECKOE
nepudepruyeckoe (IJIeUeBOE) apTepuaabHOE NABJICHHE, a TAaK)KE YacTOTy IyJbca B COOTBETCTBUU C
OIIpEICIIEHHBIM AJITOPUTMOM.

Haxkaugka MaH’>KCThbI, BBIMIOJIHACMAA SJICKTPOMECXaHNUYCCKUM BO3AYIIHBIM HACOCOM, ABTOMATUYCCKU
MOJICTPANBACTCS ITOJT HHAMBH Y aThHOE CUCTOIMYECKOE apTEPUAITBHOE IaBJICHUE MTOJTb30BaTENIs / TAI[MeHTa
¢ moMoInkko TexHosorun «Comfort airy u, Takum 00pazom, obecrieurBaet 0osiee KOMPOPTHOE U3MEPEHUE.
Tax)ke aBTOMaTH9YECKH TIPOU3BOIUTCS BBITYCK BO3/IyXa, P KOTOPOM JIaBJIICHUE B MaHKETE COPACHIBACTCSI
OJICKTPOHHBIM YIIPABJIAIOIIUM KJIAITaHOM. Pe3yanaTH HU3MCPCHHUA CUCTOJIMYCCKOTO / ANaCTOJINYECKOT'O
apTEepUANEHOTO JaBJCHUST W YacTOTHI Iysbca oroOpakatorcst Ha JKK-mucree, a Takke mporecce
U3MepeHus Bo BpeMs (a3 HaJyBaHMs / BBIITYCKa BO3yXa MAaHKETHI.



10. Onucanne 0cHOBHBIX (YHKIHMOHATbHBIX 3JIEMEHTOB

1. SI3p1yoK U1 HaJleBaHUS MAHKETHI

2. Illxana pa3MepoB AJs MPaBHIIbHOM PETYITUPOBKU
MaH>KEeThI

3. IlItekep st MOICOCTMHEHUS TPYOKH MaHKETHI C
MIMPOKUM 3aXBATOM

4. OueHb nuHHASA TpyOKa

5. PucyHOK B KayecTBe MOMOIIH JUIsl IPABUIIBHOTO
HaKJ1aJ{bIBAHUS] MAHKEThI

6. Bwiemka aiis 10KTEBOTO Cruda: IproHoMuYecKas
¢dopma MaHKETHI IPEAOTBPALIACT e
HETpPaBUIbHOE HAJIIOXKEHHUE U CIIOJI3aHNE

7. Jlerko oTKkpbIBaeMast 3aCTeKKa-JTHITydKa

BrImyckaeTcs B CIIEAYIONIMX pa3Mepax:
1. Mamxera ama mnpubopa  aBTOMaTHYECKOTO
ANMIEKTPOHHOTO  JUIi ~ M3MEPCHUS  apTepHaIbHOTO
JABJIEHUS ¥ YacTOTHI MyJbca Ha miede Tensoval® duo
control, pasmep M: 22-32 cm
2. Mamxera ang  npuOopa  aBTOMATHYECKOTO
JIEKTPOHHOTO  JUISI  U3MEPEHUs  apTepUabHOTO
JABJICHMS M YacTOTHI MyJbca Ha riede Tensoval® duo
control, pasmep L: 32-42 cm

11. Onucanue MeIMUUHCKOT0 U3/1eJHs, PEAYCMOTPEHHOI0 ISl HCIO0JIb30BAHUS B KOMOMHALIMH C
MAaHKeTol

Manxetrst Tensoval® duo control mnpenHazHa4YeHBI AT WUCHONIB30BaHUS C MPHOOPOM
aBTOMATHYCCKHM 3JICKTPOHHBIM JIJISl U3MEPEHHSI apTePHaIbHOTO JaBJICHUS U 4acTOThI mysibca Tensoval® duo
control s U3MEPEHUs apTEPHATIHLHOTO TABJICHUS U YaCTOTHI MyJIbCca Ha IIeye.

Tensoval® duo control - 3T0 MHOropa3oBbIii, HEMHBA3WBHBIW, MMOJHOCTHIO ABTOMATHYCCKHI
npubop, MpeIHAa3HAUEHHBIH 11 BPEMEHHOTO MOHHUTOPHHTA CHUCTOJUYECKOTO M JIHACTOIUYECKOTrO
apTepuaIbHOTO JIABJICHHS, W YacTOThl IMyJbCa Yy B3POCIBIX, KOTOPBI MOXET HCIOIb30BaThCs
HECIEeMAIUCTAMHA U METMIIMHCKUMHU PAOOTHUKAMU B KIIMHUYECKUX U OBITOBBIX YCIIOBHSX.
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Ilpubop asmomamuueckuii 31eKMPOHHbLU
0J15 U3MEpPeHUsl apmepuUaIbHo20 0asleHus U
yacmomsl nynivca Tensoval® duo control

PV Ne: P3H 2016/4976 ot 11.11.2016

[Tpu6op Tensoval® duo control BeimoTHSET
U3MEpEHNE apTEPUATHLHOTO JIABJICHUS IBYMS
cnocobamu:  meronom  KopotkoBa
OCLUJUIOMETPUYECKHUM. Manxera
npeHa3HaueHa JUIsi HM3MEpPeHHs O0OUMH

9TUMH MCTOJAaMH.

12. Texunuyeckue U PYHKIUOHAJIbHbIE XaPAKTEPUCTHKH

Mamxera mid oieya Tensoval®
duo control, ms cnexyronmx
pa3mepoB 00XBara Iieya:

Mamkera cpennero pasmepa (M) ¢ 3axumom, 22 - 32 cm
Mamkera kpynHoro pazmepa (L) ¢ 3axumowm, 32 - 42 cm

["abapuTHBIC pa3Mepbl MaHKEThI
pazmepa M (Medium):

Hapyxnas manmxkera: 52047 x 226+3 MM ([Jnuna x Hlupuna)
BryTpeHHuii Menok (IHEBMOKaMepa):
22743 x 12743 mMm (Hnuna x Hlupuna)

["abapuTHBIC pa3Mepbl MAaHKETHI
pa3mepa L (Large):

Hapyxnas manxkera: 63047 x 226+3 MM ([Jnuna x Hlupuna)
BayTtpennuii Menok (mHEBMOKaMepa):
22743 x 12743 mMm (Hnuna x Hlupuna)

JlnvHa TpyOKU MaH>KEThI:

750+7 MM

XpaHEHUS/ TPAHCTIOPTUPOBKHU:

Macca: Mamnkera pazmepa (M) (135+5)r
Mamnkera pazmepa (L) (145+£5) T
VYcnoBus Temnepatypa okpysxatoeit cpeasl: ot -20 °C no + 50 °C

OrHocuTenpHas BIaXKHOCTD: 15-85%, 0e3 KoHmeHcaluu

VYcnoBus sKCIuTyarauu

Temneparypa okpyxaronieit cpeasi: ot +10 °C no + 40 °C
OtHocuTeNnbHAas BIaXKHOCTD: 15-85%, 0e3 KOoHAeH AN

JlonmycTUMOe 1aBJIeHHE B MaHXeTe 00YCIOBICHO MAKCUMAIBHBIM JJaBIICHUEM, HAKaYNBaEMbIM
toHOMeTpoM Tensoval® duo control u muanazoHoM nHAMKAIMHU u3Mepenuid: ot 0 1o 300 MM pT.CT.




13. Yka3aHus v npeaynpexaeHus nepea npuMeHeHHeM H3/1eJTusl

13.1 Mepbl Npea0CTOPOKHOCTH

Hcnonp3yiiTe MaHXeTy TOJIBKO € MPETYyCMOTPEHHBIM JUIsl Hee MPUOOPOM M UCKIIFOUUTENIBHO IS
W3MEpPEHHS apTEPUATBHOIO JAaBJICHUS HA IIEUE YETIOBEKa.

He ocrapnsiiTe MaHXeTy 03 MPUCMOTpA B Mpeeiax AOCTyIa JeTei WU JIHI, KOTOPhIE HE MOTYT
MOJIB30BAThCS MAHKETOW camMocTosTeNbHO. CyIIecTBYeT PUCK YOYIIEHUS CKPYYEHHOU TpyOKOi
MaH>XeThl. by1lyun NporioYeHHbIMH, OTAEIICHHBIE OT MAHKETHI MEJIKHUE JETAIU MOTYT IIPUBECTH K
YAYLIBIO.

Hu npu kakux o0CTOATENbCTBAX HE U3MEPSANTE apTepualbHOE JaBICHHUE Y MJIAJICHIIEB WK JIeTei

MJIaquiero Bo3pacra.
HomanyﬁCTa, YUTUTEC TO, YTO HaKaYMBAHUC MAaHCTbl MOXKCT BbI3BATb BPCMCHHLIC ITOMCXU B

IPYTUX MEIULUHCKUX Mprubopax, MPUMEHSIEMbIX OJJHOBPEMEHHO C TOHOMETPOM Ha TOU XKe pyKe.
Eciu Ha pyke ocyuiecTBisieTcs BHYTPUBEHHAs Tepanusi WM YCTAHOBIIEH MepU(epruyecKuit
BEHO3HBIN KaTeTep, ApTEPUOBEHO3HBII LIYHT, TO U3MEPEHUE apTEPUAIBHOIO JIaBJICHUS Ha TAHHOU
pYyKe MOKET IIpuBeCTH K TpaBMam. [loxkanylicra, HUKOrja HE HAKJIaAbIBAUTE MaHKETY HA PYKY, HA
KOTOpOI UMEIOTCS TaKUE yCIIOBUS.

CiumkoM 4YacTele M3MEPEHHUS B TEUYEHHE KOPOTKOIO IEpUOJia BPEMEHH, a TaKKe JJIUTEIBHOE
JaBlieHHE MaHXXETOH Ha PyKy MOTYT HapyLIMTh KPOBOOOpalleHHEe M NPUBECTH K TpaBMaM.
[Toxanyiicra, aenaiTe nay3y MexAy M3MEPEHUSMU W HE Teperunodaite BO3AyHIHyI TPyOky. B
clly4ae HEUCIPaBHOCTH MPUOOpa CHUMUTE MaHXKETY C PYKH.

Bo Bpemsi HakauMBaHMSI MaHXXEThl BO3MO>KHO BO3HHKHOBEHHE HapylIeHHs (DYHKIHOHAIBHOCTH
3a/1cICTBOBAaHHOM PYKH.

[Tpy BOHMKHOBEHMH aJJIEPTUYECKUX PEAKIUil Ha KOXe PYKH B TOM MECTE, IJ€ HCIOIb3yeTCs
MaH)XeTa, IPEeKpaTUTe ee MpUMEHEeHHEe U 00paTUTECh K Bpauy.

[Toxkamyiicta, He HaKJIaJAbIBAWTE MAaH)KETy IMOBEPX paHbl, MOCKOJIbKY 3TO MOXKET NPUBECTH K
HAHECEHHIO JI0MOJHUTENIbHBIX TPABM.

13.2 Ba:xHble yKa3aHUsl K IPUMEHEHHI0 MAHKEThI

He nomyckaiiTe KOHTaKTa ¢ BOJIOM.

He nomxHBI moasepraTsCsi BO3ACHCTBUIO DKCTPEMAIbHBIX TEMIIEPATYpP, BJIAXKHOCTH, MBUIM HIIU
IIPSIMBIX COJTHEYHBIX JIy4EH.

He cnenyer upe3amepHo cruaTh MM CKIIAJAbIBATh MAHXKETY WM BO3AYIIHYIO TPYOKY.

He crnenyer HakaunMBaTh MaHKETY, €CJIM OHA HENIPAaBUIJIBHO HAJIOKEHA HA IUIEYO

Jlnst oTcoeIMHEHUs TPyOKH MaHXeThl OT MpHOOpa K Hel MOXKHO NMPHUKACATHCS TOIBKO 3a KPACHBIN
HITEeKEp IS MOAKIIIOUeHNs MaHxkeTbl. Hukoraa He TaHuTE 32 caMmy TpyOKy. He OKHBI XpaHUTHCS
WJIM UCIIOJIB30BAThCS BHE YKA3aHHBIX JUAa30HOB TEMIIEPATYPhl U BIAXKHOCTH.

Henb3st mpoBOAMTE OYMCTKY € HCIHOJIB30BAHHMEM pa30aBUTENs, CIHUPTA, MOIOLIUX CPEICTB HIU
pacTBOpPUTEIIECH.

He nomyckaiite upeamepHOro crubaHus Wi NEepPEeKpyUNBaHHUs MaH)KEThl U BO3TYLITHON TPYOKH.



13.3 Yka3zaHusl K CAMOCTOSITEJIbHOMY M3MePEHHIO 1aBJICHHUS:

* He usmepsiiTe nqaBieHue nocie nprueMa BaHHbI WM 3aHSATUNA CIIOPTOM.

* [Iloxanyiicra, caenaiTe MUHYTHYIO May3y MEXIY ABYMSI U3MEPEHUSIMU.

e OrtnenbHbBIE MOKA3aTeNN 3aBUCAT OT CUTYaLlUU, B KOTOPOH MPOBOAUIIOCH U3MEPEHHE, TO3TOMY OHH
HE UMEIOT YOeAUTEIbHON CUIIBI.

* Ve HE3HAUMTEJIbHbIE M3MEHEHHMs BHYTPEHHHMX M BHEIIHUX (PAKTOpOB (Hampumep: rirybokoe
IBIXaHUE, TOHU3UPYIOIIUE U BO30YKIAIOIINE CPEJICTBA, Pa3roBOp, BO30YKICHNUE, KIMMAaTHIECKUE
YCIIOBHSI) IPUBOJAT K KOJIEOAHUSM apTepHaIbHOTO AaBICHHs. ITO OOBSICHSIET TO, I0YEMY y Bpaya
HJIN B AlITCKC PC3YyJIbTAThI H3MepeHHﬁ YaCTO OTJINYAIOTCA OT APYTUX PE3YyJIbTATOB.

e Pe3ynbTaThl U3MEPEHUs], MPEXKIE BCETO, 3aBUCIT OT MECTa U3MEPEHHUS U MOJIOKEHUS (CUMs, CTOS,
nexa) nanueHta. Kpome toro, oHM Takxke 00yCIIOBJIEHBI YPOBHEM cTpecca U (pU3NOIOTHYECKUMU
0COOEHHOCTSIMH MaI[HEHTA.

* Tlocne nepeHeceHHOM aMIIyTalluy MOJIOYHOM jKeJie3bl (MAaCTIKTOMUS) HE POBOJIUTE U3MEPEHUS Ha
pYKe, pacrooKeHHOW Ha MPOOIIEPUPOBAHHON CTOPOHE Tea.

* Ecmu Bol uzMepsiere gaBiieHue y Ipyroro mojb30BaTes, MOKaIyHCTa, CIeIUTe 3a TEM, YTOOBI
HCIIOJIb30BAHHUC TOHOMCTpa C MaHXXETOU He IMPUBCIIO K OOJITOBPEMCHHOMY HCTATHBHOMY
BO3JICHCTBUIO HA CHCTEMY KPOBOOOpAIIICHHSI.

13. Undopmanus 1 BaskHbIe MOJT0KEHHS 110 MPUMEHEHUI0 U3/1eJInsl

13.1 Mudopmanus 00 apuTMuu

HeperynspHass 4acTtoTa CEpACYHBIX COKpAlIEHUM HMMEET MECTO, €CJIIM PUTM CepAla HMEET
OTKJIOHEHHE OT CpeIHero putMma cepama Oonee dyem Ha 25 %. CokpallieHHuE CEepIeYHON MBIIIIIBI
CTUMYJIUPYETCA DJICKTPUYECKMMHU CHUTHAJIaMH. EcCiIm OTMEuaroTCsi HapylIeHHs B 3THX CHUTHalIaX, 3TO
yKa3blBa€T Ha apuTMHi0. [IpUYWHON I ATOTO MOTYT CTaTh crleayromme (akTophl: (u3ndeckas
MPEPaCIoN0KEeHHOCTh, CTPECC, CTAPEHHE, HEIOCHIAHWE, MUCTOUIEHHE W T. J. TOJIBKO Bpay MOXKET
YCTaHOBUTb, SIBJICTCS JIX HEPETYJISIPHASI 4YaCTOTa CEPJICUYHBIX COKPAIICHHH CIIEICTBUEM APUTMHUH.

Hapymiennst cepaedyHoro putmMa — 3TO HapyLIEHHS HOPMAJbHOM IMOCJIEI0BATEIbHOCTH
COKpAIlleHUs CepACYHON MBIIIIBL. B 1aHHOM ciydae cieayeT yCTaHOBUTS, JISTKOW MM TsKeNoi GpopmMoit
HapylIeHUs] CEpACYHOr0 pUTMa CTPaJAECT YEJOBEK. OTO MOXXHO YCTAaHOBUTH TOJIBKO B paMKax
CHEIUaILHOTO BpauyeOHOT0 00CIIeTIOBAaHNUS.

13.2 Undopmanus o0 apTepuajibLHOM J1aBJIEHUH

Jliist onpeniesieHrst apTepruaIbHOTO JAaBIICHUST HEOOXOIMMO U3MEPUThH JIBa MTOKA3aTes:

®  CHUC (SYS) — cucronudeckoe (BepxHee) JaBJICHHUE: OHO BOSHHUKAET B (ha3e COKpAIIECHUS cep/la u
BBITAJIKUBAHUS KPOBU B KPOBEHOCHBIE COCY/IBI.

= JIUA (DIA) — auacronuyeckoe (HIKHEE) TaBICHHUE: OHO HaOII01aeTCsl, KOT/Ia CepieuHast MbIIIIIa
paccnabiieHa, ¥ cep/lle ONSATh HAOTHIETCS KPOBBIO.

® N3mepeHHBIEC 3HAYCHUS apTEPUATILHOIO JaBICHUS IIPEACTABIICHBI B MM PT. CT.
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Bcemupnas opranmzarus 3apaBooxpanenus (BO3) u MexayHapogHoe OOIIECTBO THIEPTOHHUH
(MOT') pazpaboTanu cieayronryo Kiaccu(pukalnnio 3Ha4eHni apTepuanbHoro gasneHus (AJl):

O BBIpaXEHHOH TUMEPTOHUH (BBICOKOM apTEepUaIbHOM JIABICHUN) UIET PeUb, KOTIa MPH
U3MEpPEHUH apTEPUATIBHOIO JaBJIECHUS 3HAUEHUE CUCTOIIMUECKOTO 1aBJIEHUS COCTABIISIET HE MEHEE
140 MM pT. CT. W/WAK 3HAYEHUE TUACTOIMYECKOTO AaBlIeHus — He MeHee 90 MM pT. CT.

Kaxk npaBuio, o moHMKEHHOM apTEepUAIbHOM JAaBICHUM (TUIIOTOHUN) UET PEUb, KOTJa 3HaU€HUE
apTepUaNbHOTO JaBJICHUS He peBbimaet nokasarenu 105/60 mum pt. ct. TeM He MeHee, TpaHHIly MEXIy
HOpPMAaJIbHBIM M IOHWKEHHBIM apTePHAIbHBIM J1aBJICHUEM HEBO3MOKHO ONPENEINUTh TaK K€ TOYHO, KaK
IpaHUIly MEXAYy HOPMaJIbHBIM U MOBBIIIEHHBIM apTepUaIbHbIM AaBiIeHUEM. O TMIIOTOHUN MOTYT
CBH/IETEJILCTBOBAThH TAKHE CUMIITOMBI KaK I'OJIOBOKPYKEHHE, YCTAIOCTh, CKIIOHHOCTh K 0OMOpOKaM,
HapylleHHe 3peHHs], yJallleHHbIH Mynbc. Ecinu ecTb COMHEHUS, TO Ul TOTO 4TOOBI yOeAUTHCS, YTO pedb
UJET UMEHHO O TUIIOTOHUH, @ COOTBETCTBYIOIINE CUMIITOMBI HE SIBIISIFOTCS] COITY TCTBYIOLIUMU
MpU3HAKAMU CEPbE3HOTr0 3a00JIeBaHUs, HEOOXOIUMO 00paTUTHCS K Bpayvy.

[TocTosiHHOE BHICOKOE JJaBJICHHUE 3HAUYUTEIBHO TOBBIIIAET PUCK PA3BUTHSI IPYTHX 3a00JI€BaHUM.
Bo3znukatoniye BeiaeAcTBHE 3TOTO TaKHE PacCTPOMCTBA OpraHu3Ma, Kak HH(GapKT MHUOKap/a, UHCYJIbT U
OpraHMYecKre MOBPEXKACHUS, ABIAIOTCA Hanboee YacThIMU MPUYMHAMH CMEPTH BO BceM Mupe. Takum
00pa3oM, exKeTHEBHBIN KOHTPOJIb apTEPUATBLHOTO AABJICHUS SBIISCTCS BAXKHONW MEPOM, CIIOCOOHOM
ybepeub Bac OT MOAOOHBIX pUCKOB. YacTble MOBBIIICHHBIE HIIM TOTPAHUYHBIE 3HAYEHUS apTEPUATILHOTO
JaBJICHUS (CM. TaOJIUIY BBIIIE) CIEAYET OOCYIUTH C JICUAIIM BPAYOM.

13.3 JlecaATh «30J10THIX NPABUD> U3MEPEHUS APTEPUATBHOIO JaBJIEHUS

Ha pe3ynbrarel u3MepeHUs apTepuaibHOIO JaBICHUS BIUAIOT MHOTUE (DakTOphl. DTH IECSTh
OOIIMX MPaBHUJI IIOMOTYT H3MEPUTH €T0 MPABUIIBHO.
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1. Jlo Hayasia u3MepeHMs BBIACPKUTE N1ay3y KaKk MUHUMYM 5 MUHYT. [laxke
paboTa 3a MUCHbMEHHBIM CTOJIOM IOBBIIIAET CUCTOJIIMYECKOE apTepHabHOE
JIaBJICHUE B CPEJHEM IPUMEPHO HA 6 MM pT. CT., a JUACTOIMYECKOE — Ha
5 MM pT. CT.

2. He metite koe 1 HE KypuTe B TEUCHHUE Yaca Mepe]] U3BMEPEHUEM.

3. He usmepsiite naBieHHe NpU CHIBHOM IO3bIBE K MOYEHCITYCKaHUIO.
[Tonubi  MOYEBOM  My3bIPh  MOXET TMPUBECTH K  MOBBIIICHUIO
apTepUaIbLHOrO JaBjieHUs nmpuMepHo Ha 10 MM pT. CT.

4. VI3mepeHnue cienyer IpOBOJUTh HAa CBOOOIHOM OT OBl pyKe, CHIIS
B yJI0OHOM BEpTUKAJIBHOM MoJIokeHUH. Ha kpoBooOpatieHue, u
COOTBETCTBEHHO, Ha PE3yJIbTAaThl H3MEPEHHI ONpeIeIeHHBIM 00pa3oM
BIIMSCT JJayKe 3aKaTaHHBIA PyKaB.

5. Ilpm wucnoysb30BaHUM HM3MEPUTEITBLHOTO TpHOOpa ¢ MaHXKETOW Ha
3aMsAcThe BO BpEeMs HM3MEpEHHs ACPKUTE PYKY TakK, YTOOBI MaH)KeTa
pacmnonaraigach Ha ypoBHEe cepina. [Ipu mcrmonbp30BaHUM TOHOMETpa Ha
IMJICYO0 MAaHXKETAa U3HAYAJIbHO HAXOJUTCS HAa IIPABUJIIBHOM YPOBHC.

6. Bo BpeMs n3MepeHus Hellb3s ABUTaThCS U TOBOPUTD.

Pa3roBop noBsIlIaeT gaBjaeHue Ha 6 —7 MM PT. CT.

7. Mexay NByMsi U3MEPEHUSIMHU HEO0X0IMMO BBIZIEPKATH M1ay3y HE MEHEe
OJTHOW MHUHYTHI JJIi TOTO, YTOOBI YMEHBIIMTH JABJICHHE HA COCYIbl U
IIOATOTOBUTH UX K OYEPEIHOMY U3MEPEHHUIO.
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8. Buecute pe3ynbTaThl U3MEPEHUS B JHEBHUK ydeTa HW3MEPEHUH: B
JHEBHUKE, HApsy C pe3ysibTaTaMU U3MEPEHUS apTEPUAJIBHOTO JaBJICHUS,
BCEI/la YKa3bIBAUTE JaTy U BPEMs U3MEPEHUS, a TAKXKE Ha3BaHUE U 103y
IIPUHATOTO JICKAPCTBEHHOT'O IIperapara.

Y

9. WsmepsiiTe apTepualibHOE JaBiieHHe peryisipHo. Jlaxke mnpu
m yIy4IIEHUH TOKa3aTeled MpoAOoDKalTe  PEryjasipHO  U3MEpSTh
apTepuagbHOE AaBJICHUE C LIEJIbI0 KOHTPOJIS.

g@

:

10. Bcera usmepsiiTe apTepraibHOE TaBICHHUE B OJTHO M TO KE BPEeMs.

9.00
ITockoinbKy y uenoBeka B TeueHue gus okosio 100 000 pa3 meHsroTCs
MOKa3aTely apTepuaibHOro AaBJICHUS, EAMHUYHbIE U3MEPEHUS HE
00J1a/1at0T TOCTOBEPHOCTHIO. TOIBKO peryisipHOe U3MEPEHUE B OJTHO U
TO 7K€ BPEMA CYTOK B TCUCHUC NPOJOJIKUTCIIBHOTO IIEpHOaa BPpEMCHHU
19.00 MO3BOJISIET JOJDKHBIM 00pa3oM OIICHUTh apTepUalIbHOE JaBIICHHE.

14. IloaroroBKa K U3MeEpPEHHUIO

[epen HanoXEeHWEM MaHXKETbl BCTAaBbTE KPACHBIH COSMHUTENBHBIN IITEKEP TPyOKH MaHKEThI B
KpacHBI pa3zbeM JJIs OAKIIOUEHHSI MAaHKETHI C JIEBOW CTOPOHBI pUOOpa.

1. PazneM i1t DOOKIIOUEHUST MAHKETEI

ITepe mepBBIM UCITOIB30BAHUEM MAHIKETHI BHUMATEIILHO MTPOYMTANTE JTAHHOE PYKOBOCTBO T10
IKCIUTyaTaliy, TaKk Kak TOYHOE H3MEPEHUE apTEPHATLHOTO AaBICHHS BO3MOKHO TOJIBKO TIPH
NPaBHJIHHOM HAIOKEHUH M UCITOJIb30BAHNH MaHKeThl. Takke 03HAKOMBTECH C PYKOBOICTBOM 10
sKCIuTyaTaiui ToHomerpa Tensoval® duo control. Oxo nmpu3BaHo ¢ caMoro Hadaja MpouH(GOPMHUPOBATH
Bac o kaxmoMm 1mare B Iporiecce CaMoCTOSTENLHOTO H3MEPEHHSI apTEPUATLHOTO JTaBIICHHS.
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15. IlpumeHeHHe MAHKEThI

15.1 Hano:kenue MaHKeThI

® He gonyckaiTe MEXaHUYECKOTO CYKEHUs, CIUTIOIIMBAHUS WM CTHOAHUS TPYOKH MaHKEThI.

= Jlns u3MepeHus cieayeT OCBOOOJIUTh PyKy OT OAEkKAbl. Eciau MaH)keTa HaXOAUTCS B TOJTHOCTHIO
pa3sBEepHYTOM BHUJE, MNPOJCHHTE KOHEI MAaH)XEThl Yepe3 METAUINYECKyl0 CKOOy, 4YTOOBI
obpazoBanack nemisd. [Ipu 3ToM 3acTexKa Ha JUIyYKe JOKHA HaXOAUTHCS CHapyXu. Bo3bmure
MaHXeTy 3a A3bI90K A (cM. puc. 15.1) u HaTIHUTE Ha IIIEYO.

Puc. 15.1 Puc. 15.2

® Briemka B (cm. puc. 15.2) Ha maHxeTe (HApPOTHUB SI3bIUKA) JOJDKHA HAXOTUTHCS HA JIOKTEBOM
crube. TpyOka M0omKHA HAXOAUTHCS MTOCPEIUHE JIOKTEBOTO M3rH0a 1 OBITh HAINlpaBieHa B CTOPOHY
TaJIOHHU.

® Temneps clieTka COTHUTE PYKY B JIOKTE, BO3BMHUTE CBOOOIHBIN KOHEI] MAHXKETHI, TYTO 00EPHUTE €ro
BOKPYT PYKHU U 3aCTETHUTE 3aCTEXKKY Ha JINITYYKE.

Buumanue!

Mamnxera JomKHA OBITh HATOXKEHA IJIOTHO, HO HE CIUIIKOM Tyro. OHa HaJIo)KeHa IPAaBUIIbHO, €CITH
MEXIy HEeW U PyKOH MOYKHO BBECTH J[Ba Majblla. Y 0IUTECh B TOM, YTO TpyOKa HE MOBPEKICHA U HE
COTHYTa YpE3MEPHO.

Buumanue!

[ToMHUTE, YTO HENMPaBUJIBLHOE HAIOKEHUE MAHXKEThI MOXKET MPUBECTH K HCKWKECHHIO DPE3yJIbTaTa
u3MepeHnii. MapKkupoBka Ha KOHIIE MaH)KEThl MOMOXXET BaM TIPH BBHIOOpE MPABMIHLHOTO pa3Mepa
MaHXeThl. benast cTpenka JomKHA YKa3bIBaTh Ha OMPEICTICHHYI0 00JIacTh B IIPE/Iesiax pPa3sMEepHOM Kb,
Ecnu cTpernka HaxoauTcs 3a npeesiaMy MIKalbl, TO HEBO3MOXHO rapaHTUPOBATh KOPPEKTHBIN Pe3yibTat
U3MEpEeHUs, TPeOyeTCs IPyroi pa3Mep MaHKEThl.
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15.2 U3mepeHne apTepHaJILHOIO JABJICHHUS

MBI peKkOMEHyeM U3MEPSTh apTEPUAIBHOE 1aBJICHUE B
MOJIO’KEHUU CHUJIA, TPH 3TOM Balra cniuHa 1o/ KHa onupaThes Ha
cnuHKy cryna. [loctaBepTe 00€ CTOIBI MOJHOCTHIO HA MO, IPU
3TOM O00€ HOI'M [JOJDKHBI OBITh CBEIEHBI He
nepekpemnuBaiTe Horu. PaccnabbTe mpeamnsiedbe W MOJOKUTE

BMECTC.

PYKY JIAIOHBIO BBEPX Ha IOJACTUIIKY, IIPXU 3TOM IIPOCIEAUTE 3a

TeM, 4TOOBI MaHKeTa Obllla PAcIlOIOKEHA HA YPOBHE CEp/IIa.

Bxurouaiite mpubop TOJIBKO MOCe HATOXKEHHUS MaHXKEThl, T.K. B IPOTUBHOM ClTydae U30BITOUHOE

AaBJICHUEC MOXKCT IIOBPCAUTh MAHXKETY.

16. ITosicHeHHsI K HEUCTIPABHOCTSAM H CIIOCOOBI X YCTPAHEHHUS

Hwuxe B Tabnmuie mpuBeneHbl BO3MOXKHBIE MPUYMHBI HEJOCTOBEPHBIX ITOKa3aTeNlell M3MEepeHUit

ApTCPUAIIBHOTO AABJICHUA U YaCTOTHI ITyJIbCa:

UCTIOJIb30BaHUEM MTPUOOpa WK OIHOKaMuU
IIPU IIPOBEICHUU U3MEPECHUM.

Bo3moxkHasi nmpUYMHA BO3HMKHOBEHHUSA | YCTpPaHEeHUe

HEHCIPABHOCTH

HenocroBepubie mnokazarenu wusMepenuil | [loxkanyiicta, cnenyiite 10  3070ThIM  mpaBUiiaM
4acTo BBI3BaHbI HEMpPAaBWIbHBIM | U3MEPEHHsI ~ apTepUaJbHOTO  JaBJIEHHUS, a  TakKke

HIDKETIPUBEICHHBIM YKa3aHUsAM o Oe3omacHocTH. [Tocne
9TOT'0 BBIIIOJHUTE U3MEPEHUE IIOBTOPHO.

HenpaBuibHbIN pa3zMep MaHKETHI.

Hcnons3yiiTte MaHKeTy, MOAXOIAILIYH0 IO pasMepy K
Bamemy meuy.

MamnxeTa Obl1a HaJTO’KEHA TTIOBEPX OICHKIbI.

Hanoxuts MaHXeTy Ha TOIYIO PYKY.

3akaTaHHBIA BBEpPX NPEAMET  OHECHKIbI

IPEMSATCTBYET KPOBOOOPALICHHUIO.

BriGpats 60see cBOOOAHYIO OJCKTy. 3aKaTaHHBIC PyKaBa
HC JOJIKHEI MICPCTATUBATD ITJICUO.

MamnskeTa OblJIa HAJIOXKEHA HETIPABHIIBHO.

JUisi 1IpaBUIIBHOTO HAKJIAJBIBAHMS MAaHXKEThl Ha ILIEYO
co0uo1aiiTe yka3aHus U YYUThIBATe pUCYHKH.

TpyOka
nepexxara.

MaH)XETbl MEepeKpydYeHa WIu

[Ipocnenure 3a Tem, 4TOOBI TpyOKa MaHXKETHI JeKala
npsiMO | He OblTa MepeKpyyeHa.

Mamxkera ObUIa HaKkayaHa He JOCTATOYHO.

[IpoBephTe MpaBUIBLHOE MOJIOKEHNE MAaHKEThI Ha TJIeye.

Hmxe B Ta6n1/1ue MPUBCACHLI BOBMOXXHBIC TIPUYNHBI OTCYTCTBUA HAKAYKU MAHXKCThI:

Bo3MoxkHasi nmpUYMHA BO3HMKHOBEHHS
OIIMOKY / HEMCTIPABHOCTH

Ycrpanenue

CoennHNUTENbHBIN
MAaH>KEThI

TeKep TpyOKH
HEHaJ[IeKAIUM
00paszoM B pazbeM npuodopa.

BCTaBJICH

[IpoBepuTh NOAKIIOYEHHE KPACHOTO IITEKEpa MaH)KEThI B
KpacHbIi pa3beM Ui TOJKJIIOYEHHS MaH)XeThl Ha

npuoope.

[TonknroueH HenpaBUIIbHBIN THUII MAHKETHI.

HpOBepI/ITB, HUCIIOJIBb30BaAJIUCH JIn HUCKIIIOYUTCIIBHO

JIOMYIICHHBIE K HCIOJIB30BaHUI0O MaHXkeThl Tensoval®
duo control u oTHOCSIIIMECS K HUM ILITEKEPHI.
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19. YcioBus TpPAaHCNOPTHPOBKH, XPAHEHHS, IKCIIyaTAUH (MIPUMEHEHH)

19.1 YcaoBusi TPAHCIOPTHPOBKH U XPaHEHUsI

B tabnuue 17.1 npuBeaeHs! ycaoBUsS TPAHCIOPTUPOBKH MEAULIMHCKOTO U3/ICITHSI.
Tabnuua 17.1 — YcaoBust TpaHCIOPTUPOBKU U XPAHEHHUS.

Temneparypa ot munyc 20 o mmoc 50 °C
Biaxxnocth ot 15 5o 85 % (6e3 xoHaEHCAIUN)
AtmocdepHOoe aBiIcHHE TpeboBaHUs OTCYTCTBYIOT

Oo0paTure BHMMaHHe!
XpaHUTb B CyXOM MECTE
He sBnsieTcs BaroHenpoHUIIaeMbIM

19.2 YcaoBusi dkcnjyaTauuu

YcnoBus dKCITyaTanuu (IPUMEHEHHS) MEAUIIMHCKOTO U3/IeTUs YKa3aHbl B Tabmuie 7.3
Tabmuma 17.2 — YcnoBust skcrutyatanuu (IPUMEHEHUS ).

Temneparypa ot mumroc 10 1o mmroc 40 °C
BrnaxnocTh ot 15 1o 85 % (6e3 koHIEHC ALV )
AtmocdepHoe aBiIcHHE ot 700 no 1060 rlla

OOpaTuTe BHMMaHHe!
ITpuGop He sBNIsIETCS BIArOHENPOHULIAEMBIM
Cy1ecTByIOT OrpaHUUYEHUS 110 IUaNa30Hy TEMIIEPaTypbl U BIaKHOCTH BO3TyXa

19.3 Cpoxk ciay:k0bI

Cpok ciayxO0bl u3Aenus: 5 JeT, Npu BBHINOJIHEHWH BCEX YKa3aHHBIX IPOU3BOJUTENIEM YCIOBUMN
TPaHCIIOPTUPOBKH, KCIUTyaTallUi U XpPaHEHUSI.
W3nenue He AOMHKHO MOABEPraThCsl BO3ACHCTBUIO BIIark HJIM BHICOKUX TEMIIEpaTyp.
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20. IlepeyeHb HAUMOHATBHBIX M MEKIYHAPOAHBIX HOPMATHBHBIX IOKYMEHTOB / CTAH/AAPTOB,

KOTOPBIM COOTBETCTBYET MECAUIIUHCKOE U3CJTHEC

Cnucok npuMeHsieMbIX CTAHAAPTOB:

Ne | Homep cebliku: HasBanmue:

1 EN ISO 13485 Memununckue wn3genusa — CHCTEMBI MEHEIKMEHTa KadyecTBa —
TpeboBaHus 11 PETYIATOPHBIX Ieneit

2 EN 80601-2-30 MenuiuHcke 3JIeKTpUIecKrue ycTpoicTBa. OCOOCHHBIC YCTaHOBIICHHS

JIA 0€30ITaCHOCTH  BKJIIOYast CYIICCTBCHHBIC IIPHU3HAKK MOIITHOCTHU
HCHMHBA3MBHBIX HN3MCPUTCIILHBIX HpI/I60pOB KPOBSHOI'O  JaBJICHHUA
ABTOMAaTHU3WPOBAHHOI'O TUIIA

MenunuHckoe u3aenue cooTBETCTBYeT BceM OCHOBHBIM TpeOoBaHUAM 3TOM aupektuBbl (MDD 93/42 /
EEC), a Ttakxke mpouuio COOTBETCTBYIOIIYIO TIPOIEAYPY OIIEHKH COOTBETCTBHS, KOTOpas ObLia
ceprudumposada YnonsomoueHHsM opradoM (TUV SUD Product Service GmbH). Takum o6pazom,
mamxkera Tensoval® duo control mpomuia Bce MCHbITaHHS Ha COOTBETCTBHE M COOTBETCTBYET BCEM

YCTaHOBJICHHLIM CTaHapTaM.

21. Ouucrka u ne3uHdexus

JlaHHBIM pUOOp HE SBIISIETCS BOJIOHEITPOHHUIIAEMBIM.

MaH)keTy MOXKHO aKKypaTHO OYMCTHUTH C IMOMOILIBIO CJE€TKa BIAXXHOW TKAaHM M MATKOTO MBUIBHOTO
pactBopa. He MoaHOCTBIO OTpyKalTe MAHIKETY B BOLY.

PekoMenayercs 4YHCTHTh U JAC3UHOUIMPOBATH MAHXKETYy pETyIsIpHO WM TMOCIe KaKIOro
UCIONIb30BAaHUS, OCOOCHHO TIPH  HCIOJB30BAHMHM  HECKOJIBKUMHU  TIONB30BATEISIMH, IS
mpenoTBpalieHus 3apaxenus. Jns ne3nH(exnun MaHXeTbl, 0OCOOCHHO €€ BHYTPEHHEW CTOPOHHBI,
CIIelyeT MCHOJIb30BaTh Je3uH(peKuuio npotupanueM. [lpu 3ToM ucnonb3yiTe ne3suHpHUIUpYyIoLiee
CPEICTBO, COBMECTHMOE C MaTepuaiamMu MamxkeThl. [loaxonsduue ne3MHUIMPYIOUINE CPEeaAcTBa
MOYKHO Y3HaTh y YnojiHoMo4YeHHoro nipeacrasutens npouspoauress OO0 «ITAYIIb XAPTMAHH».
JIns 32K ThI OT BHEIIHUX BO3JEHCTBUI Bbl MOKETE XPAaHUTh YCTPONUCTBO U MAHXKETY BMECTE C STUMH
MHCTPYKUHUAMH B CyMKE JUUIl XPAHEHU S, IPETyCMOTPEHHON B KOMIUIEKTE C TOHOMETPOM.

22. CBejieHHs 0 MAPKHPOBKeE

a) 5-3HauHbIl HOMep JIoTa It MamkeThl Tensoval® duo control:

5-3naunbnii HoMep LOT Hanedaran Ha KakI0H MaHXKeETe.
Coneprkanre HoMepa JIoTa:

m mn H
loa npousBoactea | Mecsu nponssBoAacTBa | Heaens B TeYeHWe Mecsua ¢ MoOMeHTa npoussoacTea (no
nopsiaKoBOMY HOMepy BYKBbI aHIITMNCKOro andasuTa)

(Hanpumep,. A=12" Hegens, B=22" Hegens, U T.4.)

Hanpumep: 1512A
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0) 4-3HauHBII HOMEP JI0Ta [Tt MaHXeThl Tensoval® duo control:
4-3naunbrii HoMep LOT HameuaTaHHBIN Ha CKIIAHON KOPOOKE (YIaKOBKe):

rmn Mn
LOT log npomsBoacTea Mecsy, nponssoacTea
Hanpumep: 1512
B) CUMBOJIBL:
‘T XpaHHUTh B CYXOM MecTe
T
© OrpanuydeHue uana3oHa TeMIepaTypbl
%
OrpaHnyeHne BIAKHOCTH BO3lyXa
Sl
%
1 YTunuzupyire yIakoBKy B IIOJOKEHHOM MECTE IS
% COXpaHEHUs OKPYKaroLEeH Cpeibl
@ YI1akoBOYHBIN MaTepHUall MOXKET IOJIEKATh BTOPUYHOMN
nepepadoTKe
c € MapkupoBka B cooTBeTCTBHU ¢ [IupextuBoii 93/42/EDC
0 MEIMIMHCKUX U3JIETUAX
N [TpouzBoautens (M3roToBUTEH)
LOT Howmep maptun
REF Howmep nns 3akasza
D
VYkazaHue 1o yTWiIn3anuu KapToHa
PAP

Texuonorus SECURE FIT o6GecrieuuBaer 0e3oracHoe
HpI/I.HeI‘aHI/Ie MAaH>XCThI

CepTuduKallMOHHBI 3HAK COOTBETCTBUS B CHCTEME
@' ['OCT P
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O0o3HaueHNe TONMOJTHUTEIbHBIX 3HAKOB HA YIIAKOBKe:

[Tonp3oBaTento  AOCTYNHBI ~ pa3HbIe  BAPHAHTHI
UCTIOTHEHUsT MaHxkeT. [IlpumoOperass MaHXKeTy IS
npubopa  aBTOMAaTHYECKOTO  3JEKTPOHHOTO IS
U3MEPEHUsl apTEPUATBHOTO JIABICHUS W YaCTOTHI
nyieca Tensoval® duo control, monb3oBarens
JOJKeH yOeOUThCsI, 9YTO HEOOXOMUMBIA eMy pazMep
MaHXEThl COOTBETCTBYET OKPY>KHOCTH €TO0 IJIeYa.
JoctymnHsl pazmepsl: M — ¢ OKpy»KHOCTBIO Tjieda 22-
32 cMm;

Pazmep L — ¢ okpyxHOCTBIO TIIeda 32-42 cMm.

23. TpeGoBaHus 6€30MACHOCTH MeIMIIMHCKOT0 M3/1eJIusl

23.1 3amuTa okpyskamoleii cpeabl

OTOT NPOAYKT NOANANAET MO AeicTBUE EBponeiickoil AMPEKTUBBI B OTHOLIEHUH UCIIOIb3yEMOTO
ANEKTPUUYECKOTO U IEKTPOHHOTO 00OPYIOBAHMS U MAPKUPYETCS COOTBETCTBYIOMIUM 0Opa3oM. Hukorma
HE BBIOpachIBAiiTe AJIEKTPOHHOE 00OPYJOBaHUE BMECTEe C OBITOBBIM MycopoM. IIpocum Bac momyduTh
MH(OPMAIIHMIO O MECTHBIX HOPMAX I10 MPAaBWJIBHONW YTUIM3ALNHN SJICKTPUIECKUX U AJIEKTPOHHBIX U3JEIUH.
[IpaBunbHas yTUIM3aLUs 3aIUIIAET OKPYKAIOIIYIO CPELy U 3J0POBbE YEIOBEKA.

23.2 CooTBeTcTBHE TPEOOBAHUAM 0€30MACHOCTH

®  Manxera s IpuOopa aBTOMaTUYECKOT0 AJIEKTPOHHOTO [T U3MEPEHUS apTEPHATILHOTO JaBJICHHS
Ha ruiedye Tensoval® duo control cooTBeTCTBYET BceM €BPOINEHCKUM MPEANUCAHHSIM, TTOJI0KEHHBIM
B OCHOBY JlupekTuBbl 0 MmenunuHckux u3nenusx 93/42/EQC, u ormeuen 3Hakom CE.

® B toMm yucie, MaHXkeTa B cocTaBe ToHoMmeTpa Tensoval® duo control cooTBeTcTBYeT TpeOOBaHUAM
esponeiickoro crangapra EN 1060 «ToHoMeTpsl ¢ HEMHBa3UBHBIM METOJIOM HW3MEPEHUS
apTepuanbHOro navieHus» (4acth | «OOmme tpeboBaHus» M 4YacTh 3 «/lomomHuTenbHbIC
TpeOOBaHUS K HIIEKTPOMEXAaHUUECKUM CUCTEMaM U3MEPEHUS apTepHaIbHOTO JABICHUS» ), @ TAK)KE
TpeboBanusiM crangapta EN 80601-2-30.

®  KinmHMYecKoe UCTBITAaHUE TOYHOCTH U3MEpPEHUH ObLTO poBeieHo corniacHo cranaaptam EN 1060-
4 u EN 81060-2. TpeboBaHusi, BbIABUTaEMbIe KOHTPOJIBHBIM MpoTokosioMm ANSI/AAMI SP10-
1992, Takke BBIIIOJTHEHEL.

® (CBepx 3aKOHOJATENbHBIX TPEOOBAHUU MaHHBIM NPUOOP ObUT BAIUAUPOBAH B KIMHHUYECKUX
ucneiTanusax EBponeiickum obmectBom runieproranu (European Society of Hypertension, ESH) B
cootBeTcTBUH ¢ TIpoTtokojom ESH-IP2, mpoTtokonom BpuTtanckoro runeproHUYECKOro o0IecTBa
(British Hypertension Society, BHS) u npotokxonom Hemerikoii nmuru mo 6opb0e ¢ runepToHuei
(Deutsche Hochdruckliga, DHL).
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23.3 OueHKa 0CTATOYHOI'0 PUCKA

[lo pe3ynbTaTamM NpUMEHEHHS] MEpP C LEJNbIO0 CHMKEHUS CTENEHM WM 4YacTOTHl BBISBICHHBIX
OIAaCHOCTEH OBLIO YCTAHOBJIEHO, YTO KJIMHHMYECKas MOJb3a OT MCIOJb30BAaHUS ammapara Mo LEeJIeBOMY
HA3HAYEHUIO TEPEBEUIMBACT BCE OCTATOYHbBIE PUCKH, CBA3aHHbIE ¢ HUM. CTaTUCTHYECKHH 0030p MO
anmnapaTty JIEMOHCTPUPYET, YTO OCTAaTOYHBIH PUCK, OOYCIOBICHHBIH KOHCTPYKLUMEH WIM MPUHIMUIIOM
NEUCTBHUSI, HE SIBIIAECTCS NPUYMHON BO3HMKHOBEHHMS PHUCKOB JJIA IMAlMEHTA WJIM OIEepaTopa, KOTOpPbIE
NEepEeBEIINBAIH Obl KIMHUYECKYIO MOJIb3Y, IPUHOCUMYIO U3JICIIHEM.

24. TlopaaoK M yCJI0BUS YTHIN3ALMH WM YHUUTOKEHUS] MeUIITHHCKOTO U3/1eJIusl.

[Tepen ytunm3anueil HEOOXOIUMO MPOBECTH JC3UH(EKINIO B COOTBETCTBHU C PYKOBOJCTBOM IIO
BKCHHyaTaHI/IH 1 OTHECTU MCIUIIMHCKOC U3ICINEC K KHaCCY O0TX0I0B AI SIINACMUOJIOTNYCCKHU 6630HaCHBIe
OTXO/bI, TPUOJIMIKEHHBIE IO COCTaBY K TBEPABIM OBITOBBIM 0TX01aM, coriacHo CaunlluH 2.1.7.2790-10
YTI/IHI/ISI/Ipyf/'ITe MAaH>KEThI BMCCTC C O6BI‘-IHBIMI/I 60HBHI/I‘IHBIMI/I NJIn GBITOBBIMI/I OTXO0JaMU.

25. KoHTaKTHBIE IaHHbIE [IJIsl BONPOCOB KJINEHTOB. Pexkamanus

Ynonuomouennwiii npedcmasumens npouszeooumens:

OO0mecTBO ¢ orpanndeHHON oTBeTcTBeHHOCTHIO «ITAYJIb XAPTMAHH»
(000 «ITAYJIb XAPTMAHH»)
Poccus, 115114, r. Mocksa, yi. KoxxeBauueckas, a. 7, ctp.1

Ten.: +7(495) 796 99 61
becrinarnas ropstaas munust: 8-800-505-12-12
reception.ru-mos(@hartmann.info

26. F'apaHTHH MPOU3BOANTEJIS

VYcerpolicTBo nipeiaraeTcsi ¢ 3-JieTHER rapantueil B Poccuu ¢ 1athl MOKYIKU U B COOTBETCTBUU C
YCJIOBUSIMU, IEPEUNCIECHHBIMU HUXKE:!

- [Ipeten3uu JOMKHBI ObITH MIPEIBSABICHBI B TEUEHHE FApaHTUHHOTO CpoKa. JlaTa MOKynku AOKHA
OBITh TOKyMEHTAJIBbHO MOATBEP)KJCHA HaJIekalluM oOpa3oM 3allOJIHEHHBIM W 3aBEPEHHBIM I€4YaThio
TrapaHTHIHBIM TAJIOHOM WJIM JOKAa3aTeIbCTBOM MOKYIIKH.

- B Teuenue rapantuiinoro cpoka HARTMANN OecriiaTHO 3aMEHHUT WM OTPEMOHTHPYET JIFO0ObIC
HEHCIIPaBHbIE KOMIIOHEHTHI YCTPONCTBA, BBI3BAHHBIEC JNe(eKTaMH MaTepHaja WIHA IPOU3BOJCTBEHHBIMU
omurOKaMu. DTO HE POAJTICBAET TapAaHTUIHHBIN CPOK.

- YCTpPOMCTBO IPEAHA3HAYEHO TOJIBKO JUIS LEJIEH, OMUCAaHHBIX B HACTOSILEH MHCTPYKLUUU IIO
JKCIUTyaTalUu.

- ['apaHTHs HE pacnpOCTPAHSIETCS HA MOBPEKACHNUS, BBI3BAaHHBIE HENPABWIBHBIM HCIIOIb30BAHUEM
WJIY HECAaHKIIMOHUPOBAHHBIM BMEIIATEIbCTBOM.

Texnuueckoe o6cnyscueanue u pemMonn:

Jns npoaykra Tensoval® duo control KiIMeHTY IpeAoCTaBIsSeTCS TEXHUUECKOE 00CTyKUBAaHUE U
texuundeckoe obcayxuBanne OO0 «ITAVYJIb XAPTMAHH». B ciyuae mto6oro nedexra manxera Oyner
MOJTHOCTBIO 3aMEHEHA Ha HOBYIO.
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