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11 Mapia 2025 r.

CPOMHO: yBEflOMnEHME HO 
SKCnJiyATAUHOHHOM 5E3OnACHOCTH

Ha6opbi Ann KpaTKOBpeMeHHoro unn flnnTenbHoro nepwc^epkiWHoro 
flocTyna k peHTpanbHOM BeHO3Hou cucrewe: Basic tray, Full tray, Full 
tray with SCG TPS, c nepucfiepuHecKM-WMnnaHTMpyeMbiMW 
fleHTparibHbiMM BeHO3HbiMM KarerepaMu PowerPICC, PowerPICC Solo2, 
PowerGroshong, PowerPICC co CTurieTOM Sherlock 3CG TPS, 
PowerPICC Solo2 co CTuneTOM Sherlock 3CG TPS

PerwcTpaiAMOHHoe yflocTOBepenue N° P3H 2016/4148

ot 25 AHBapn 2023

Komy: KjiHHMqecKHH nepcoHaji, ynacTByiomHH b ycranoBKe H3flejiHM flenTpajibnoro 
cocyflucToro flocTyna, BKjnoqaa, homhmo nponero: aHecTesnojioroB, peaHHMaTOJioroB, 
HHTepBeHflHOHHbix paAnojioroB, cneflHanHCTOB h SpnraA no cocyflHCTOMy aocryny, McncA^KcpoB 
no pricKaM, MeneA>KepoB no 3ai<ynKaM.

B nacroaifleM nwcbMe coAep>KHTC?i Bawnaa nH(J)opMau,na, Tpe6yiomaa Baniero 
ne3aMeflnnTe.nbHoro BHWMaHna.

YBaxcaeMbin KJineHT,

KoMnaHwa BD npoBOAHT KoppeKrnpyiomne AencrBna no o6ecnenennio SKcn^yaraflHOHHOH 

6e3onacHOCTH c pejibio H3bMTH>i onpeAeueHHbix napran nepn^epnnecKH HMnnaHmpyeMbix 

peHTpajibHbix BeHO3Hbix KaTerepoB PowerPICC, PowerPICC Solo2 4Fr oflnonpocBeTHbix, 

nepenncjieHHbix b npruiowennn 1. KoMnanna BD nanpaBjmeT flannoe yBeflOMJienne no 

3i<cnnyaTaLi,MOHHOH 6e3onacnoc™ MeAHflnncKHX H3Aenwid bcbm oneHTaM, ncnojib3yioinHM 

nepn^epnnecKn HMnjianTnpyeMbie oflnonpocBeTHbie fleHTpajibHbie BeHO3Hbie KaTerepbi 

PowerPICC, PowerPICC Solo2 4Fr corjiacHO naniwM 3annc>iM o AMCTpnSyflHH.

nPUMEHAHHE: ecnw k bbm He othochtcji KOHKpeTHbie napTnn, H3biMaeMbie b cootbctctbuh c 

npHJioxenneM 1, HacTO5inj,ee yBeflOMJieuwe no SKcnjiyaTapnonHOH 6e3onacnoc™ MeAupnHCicnx 

H3Aejinn coflepxHT Ba>Knyio nn(])opMaflmo n fleHCTBHH ajhi Bcex KHnenTOB, ncnojibsytomnx 

oflHonpocBeTHbie fleHTpajibHbie Beno3Hbie nepn(|)epnHecKW MMnjiaHTwpyeMbie KaTerepbi 

PowerPICC, PowerPICC Solo2 4Fr.
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CyTb npoSneMbi

KoMnaHHM BD npoBejia KOMnneKcnoe paccjieAOBanne n ycTaHOBHJia, hto Tpn napran cmojibi, 
Hcnojib3OBaHHoii A-Jia 3KCTpy3wn MaTepnana Tpy6oi<, npeBBicnnn HopMy naniero nocTaBujni<a no 
noi<a3aTejno MaTepnana, Ha3biBaeMOMy hhackcom TeKynecTH pacnjiasa (MFI). IdccjienoBanne 
KOMnaHMH BD noi<a3ajio, mto 6ojiee Bbicoxoe SHanenne MFI mojkct npnBecTw k yBejinnennio 
yTenex BcneACTBwe ycTanocTH MaTepnana. Bee SKCTpyAnpoBannBie KaTeTepBi cooTBeTCTByiOT 
nopMaM KOMnannn BD no pa3MepaM n MexaHnnecKHM CBoncTBaM; o^naKO KOMnanna BD 
H3biMaeT H3 o6pamennji Bee naAejinn, KOTopbie 6bijih 3KCTpynnpoBaHBi M3 cmojibi, npeBbicnBuien 
nopMbi nocTaBin,HKa.

Xotji pocT nncjia npeTensnn orpannnen onpeAejiennbiMn reorpa^nnecKHMH pernonaMH, 
M3Aejina c 6ojiee bbicokhm ananenneM MFI npouuin AMCTpn6ypHio no BceMy Mnpy, nosTOMy c 
MHpoBoro pbiHKa H3biMaioTC5i Bee npoSjieMHbie napran.

PucyHOK 1. ripiiMep nonepeHHori/KOJibneBOH TpemiiHbi b Kopnyce KajeTepa

KoMnanna BD BbniBMJia ABa nonojiHHTejiBHBix (jbaKTopa, cnocoGcTByiomHX yBejingennio yTenex 

BCJieACTBne ycTajiocTH MaTepnana, naSjnoflaeMbix b OAnonpocBeTHbix peHTpajibHbix Beno3Hbix 

nepndiepMnecKH HMnjiaHTnpyeMbix KaTeTepax PowerPICC, PowerPICC Solo2 4Fr b neKOTopbix 

pernonax. Kaxtabin djaicrop Heo6xojjwMO KOHTpojinposaTb, moGbi cbbcth k MHHHMVMy OTKa3bi.

CncTeMbi Kpenjiennji:
riocjie TexHnnecKoro anannaa n anajinaa BO3BpameHHbix nsnejinn c yTemcon KOMnannu BD 

npninjia k BbiBo^y, hto ncnojibaoBanne KOMnpeccnoHHbix Kpenjiennn mojkct npiiBec™ k 
noBpe>K,a,eHHio icaTeTepa n o6pa30Bannio yTeneic. Eojibinee KOJinnecTBO npeTenann nocTynnjio 
H3 yqpe>i<AeHMH n pernonoB, Mcnojib3yioiii,nx cncTeMbi KOMnpeeenoHHbix Kpenjiennil. ^(jui 
yMeHbiiienna KOjinnecTBa otiobob KOMnannu BD BbiAejmeT cjieAyiomne Mepbi:

o KoMnanna BD nacTOSTenbHo peKOMenflyeT ncnojib3OBaTb cncTeMbi Kpennenna na 
KjienKon ocnoBe (nanpnMep, Statlock) BMecTO chctcm «KOMnpeccnoHHoro» KpenneHnn.

o CncTeMbi Kpenjienna aojokhbi HMeTb cooTBeTCTByioinnn pa3Mep, paccnnTannbin na 
yBejinnenne AHaMeTpa icaTeTepa b Konycnon oSnacTH.
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BseAeHwe KaTeTepa h Hajio>KeHiie hobjbkh:
U,eHTpajibHbie BeH03Hbie nepH(])epHiiecKH HMnjiaHTupyeMbie KaieTepbi (PICC) KOMnaHHH BD 
HMdOT oSpaTHblH KOHyC, AHaMeTp KOTOporO yBeJIHHHBaeTCM B6J1H3H OTMCTKH 0 Ha H3.Ije.nHH.

• nonHoe BBeAeHHe H3Aennn PICC b Teno nauneHTa, i<ai< mo>kho 6nH>xe k HyneBOH otmctkc 
(nonoxceHHe B Ha pHcynxe 2), BKniOHaa ycTOHHHByio k nepernSaM o6paTHO-KOHHMeci<yio 
o6nacTb b Meore BBeaeHHa, CBasaHO c 6onee hhskoh tacTOTOH yTem<n. MtoGh 

onpeAenHTb cooTBeTCTByioiijHH pa3Mep KOMnpeccHOHHoro icpenneHHa, cm. pncyHox 2, Ha 
KOTopoM noxasaHO, hto b cnynae H3.ae.nmi PICC 4 Fr pa3Mep 6yAeT cocTaBnnTb ot 4 no 6 
Fr B 33BHCHMOCTH OT nOJIO>KCHH51 Cpe^CTBa KpeHJieHHJI OTHOCHTejlbHO KOHyCa.

PowerPICC® Catheter Taper o r

PiicyHOK 2. H3o6pa>KeHne KOHycHoii OAHOnpocueTHoro ueHTpajiBHoro neHO3Horo nepn<|>epiiHecKii HiMnnaHTiipyeMoro KareTepa 
PowerPICC

• OSpamaeM Bame BHMMaHHe, mto ncnojib3OBaHne tcxhhkh J-o6pa3Hoii neon npH 
ycTaHOBKe xaTeTepa huh HanoxceHHH hobmskh hc AonycxaeT BBeAenne #0 otmctkh 0 h 
Hcnojib3OBaHHe ycTOHHHBOH k nepernCaM, o6paTHO-KOHHHecKOH oSnacTH b Meora 
BBCAeHHa. Fl3o6pa>KeHHe J-o6pa3Hon hctjih cm. Ha pncynife 3. Flo bo3mo?khocth 
B03,n,ep>KHTeCb OT HCnOJIb3OBaHHM 3T0H TCXHHKH.

PiicyHOK 3. HaoSpaweHne J-o6pa3iioi“i nernii
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I<AHHHqeci<He phckh

Tei<yma5i npoSAeMa aaKAJonaeTca b yBeAHHeHHH KOAnnecTBa npeTeH3HH, CBaaannbix c 

paaptiBaMH h noBpe>i<AeHHMMH OAHonpocBeTHbix penTpaAbnbix BeHO3Hbix nepncJiepuHecKH 

HMnjiaHTwpyeMbix KaTeTepoB PowerPICC, PowerPICC Solo2 4Fr. Phckh, CBiiaaHHbie c stoh 

npo6AeMon: HHcjiHAbTpapHA, 3KCTpaBaaan,HA, AncicoM(])opT, 4)ac6ht, KpoBOTeHenne, BoaAymnaii 

3m6oahh, smOoaha HHopoAHbiM tcaom, HH(|ieKpHH w npepbiBaHne TepanHH.

O6o3HaqeHHbie Bbime phckh MoryT noTpeOosaTb npOBeACHHA b 6yAymeM MCAHU.HHCKHX 

npopeAyp, TaKHX icax naBAeneHue SMOoAa b bhac HHopoAHoro TeAa, 3aMena MarncTpaAH PICC h 

Apyrux mctoaob AeneHHA npn hboOxoahmocth, ccah MeAHpHHCKoe yqpe>KAeHHe comtct 3to 

u,eAecoo6pa3HbiM.

riaiiHeHTaM h noAb3OBaTeAHM CAeAyeT o6paujaTb BHHManne Ha HaAHnne y MarncTpaAH PICC 

jno6bix npn3HaKOB hah chmhtomob, KOTopbie MoryT yicaabiBaTb na paapbiB hah noBpe>KACHHe 

KaTeTepa. Tai<ne npnanaKH h chmutombi MoryT npoaBAATBca, cpeAH npoMero, CAeAyiomnM: 6oab 

npn HH(J)y3nn, otck pyi<n, He CBaaaHHbiH c TpoMOoaoM rAy6oKHX BeH, HeBO3MO>KHOCTb bbatha 

xpoBM h yTemm HH(])y3aTa BOKpyr MecTa bbcachha. PyKOBOACTByiiTecB kahhumbckoh ouchkoh, 

htoSbi onpeAejiHTb, HeoSxoAHMa jih aKcnjiaHTapna hbacjihm, a Bee ocTaBiuHeca Ha mcctc H3AenH5i 

cneAyeT npoAOJixcaTb KOHTpojinpoBaTb b cootbctctbhh c npaBHJiaMH aicryajibHOH HaA-newamefi 

KJIHHHHeCKOH npaKTHKH, oSpaipaa BHHMaHHC Ha npH3H3KH H CHMHTOMbl, ynOMHHyTbie Bbime. 

nPH o0Hapy>KeHHH paapbiBa hjih noBpe>i<AeHH5i H3Aejine PICC cjieAyer yAajiHTb i<ai< mo>kho 

CKOpee, HaCKOAbKO 3TO BO3MOJKHO C MeAHUHHCKOH TOHKH 3peHH5I.

C HK3H512023 r., KorAa KOMnanna BD Havana perHCTpnpoBaTb pocT HHCAa npeTeH3HH, no Aei<a6pb 

2024 r. o6m,eMHpoBa?i nacTOTa npereH3HH no noBOAy yTenicn BcneACTBne ycTanocTH MaTepnanoB 

cocTaBAaeT 0,058%. Bee npeTeH3HH 6bmn openeHbi Ha npeAMer cootbctctehji TpeOoBaHHMM 

peryjurropHbix opraHOB, h no hhm 6biah cocTaBJienbi cooTBeTCTByiomHe OTHeTbi.

KaHHHHecKHe AeHCTBHa nonbaoBaTenen

KoMnaHHA BD He pexoMeHAyeT npoBOAHTb SKcnAaHTapnio h3acaha in situ H3 aioSbix napTHH (b 

TOM HHCAe H3 0T3bIBaeMbIx). IlpHMHTe BO BHHM3HHe HOTpeSHOCTH naUHCHTa B HH(j)y3HH, 

aAbTepnaTHBHbie BapnanTbi Aocryna, a Taioxe pnci<H h noAbay AaAbHeHmero ncnoAbaoBaHHa 

KareTepa. PaccMOTpHTe cAeAyiomne AonoAHHTeAbHbie peKOMeHAaunn

,H,eHCTBHA npn OTcyTCTBHH noAoapeHHA na noBpe>KACHHe KaTeTepa:

1. BHHMareAbHO ocMOTpHTe BHAHMyio nacTb KaTeTepa, HTo6bi opeHHTb naAHnne npnanaKOB 
noBpe>KAeHHA ero CTep>KHA.
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2. BHHMarejibuo Ha6jiioAanTe napneHTa Ha npeAMeT npi-i3HaKOB h chmhtomob noBpexcAeHHx 

KaTerepa, TaKHX KaK yBejinneHHe oicpyxcnocTH kohchhoctch, noATexaHHe HHiJiyaara hjih 
x<ajio6bi Ha 6oBb.

3. npn Hcnojib3OBaHHH KOMnpeccHOHHoro KpenjieHHS paccMOTpHTe BO3Mox<HocTb ero 
3aMeHbi Ha KpenneHHe Ha kjichkoh ochobc, htoGh CHH3HTb phckh ycrajiocTH Marepnajia. 
VSeAWTecb, hto CHCTeMbi KpenjicHHU hmciot cooTBercTByioinHH pa3Mep, paccHHTaHHbiH 
na yBejiHHeHHe AHaMerpa KaTerepa b KOHycHOH o6nacTH.

4. y6eAHTecb, hto Karerep pacnojioxcen npaBHjibHO, a ero ycroHHHBax k nepern6aM 
o6paTHO-i<OHHHeci<a>i oSjiacTb HaxoAHTcn b mcctc BBeAeHHx, htoGh cbccth k MHHHMyMy 
pncK yTeneiG O6pam,aeM Baine BHHMaHHe, hto ecjin Karerep b Tei<yiuHH momcht 
pacnojioxcen Tax, hto ycTOHHHBax k nepern6aM o6paTHo-KOHHHeci<a>i oSnacTb HaxoaHTca 
CHapyxtH ot Tena nannenra, He peKOMeHAyerca nepeMemarb ero BHyrpb. Bmccto aroro 
HMeHTe B BHAy, HTO HeHCHOJIb3OBaHHe 3TOH o6naCTH MOXCCT nOBbICHTb pHCKH yTeneK. 
PyKOBOACTByHTecb kjihhhhcckoh oachkoh, HTo6bi peniHTb, cjieAyeT jih npoAOJixtarb 
Hcnojib3OBaTb H3AeJine hjih 3aMeHHTb ero.

fleHCTBHH npn najiHHHH noAO3peHH5i Ha noBpexcAeHHe KaTerepa:

1. HeivieAJieHHO npei<paTHTe HHiJiysHio npn noAoapeHHH Ha noBpexcAeHHe KaTerepa.

2. CjieAynre pei<0MeHAaij,H5iM Baiiiero ynpexcAenna, KacaioiuHMCH icarerepoB c noAO3peHH6M 
na noBpexcAeHHe.

3. Opn noATBepx<AeHHH paapbiBa hjih noBpex<ACHH5i Karerepa cjieAyeT yAajiHTb ero h naiiTH 
ajibrepHaTHBHbiH nyrb Aocryna.

flencTBHH KOMnaHHH BD

o KoMnaHHX BD H3biMaer Bee HenpocponeHHbie naprnn OAHonpocBeTHbix ueHTpajibHbix 
BeHO3Hbix nepH(]iepHHecKH HMnjiaHTHpyeMbix KarerepoB PowerPICC, PowerPICC Solo2 
4Fr, Koropbie npeBbiiiiaioT HopMbi nocraBLu,Hi<a no MFI.

• KoMnaHHx BD yBeAOMjixer nojibaoBarejien o Heo6xoAHMOCTH ncnojib3OBaHHx cncreM 
icpenjieHHX Ha kjichkoh ochobc.

• KoMnaHHH BD yBeAOMJixer nojib3OBarejieH o tom, hto ecjin ohh Hcnojib3yioT CHCTeMbi 
KOMnpeccHOHHoro KpenjieHHX, hx pa3Mep AOJixcen SbiTb coorBercTByioinHM o6pa3OM 
noAo6paH c yneroM oSparno-KOHycHOH (JiopMbi.

• KoMnaHHx BD yBeAOMJixeT kjih6htob o h6o6xoahmocth bboahtb Karerep i<ai< moxcho 
6jiHX<e k OTMeTKe 0 b cootbctctbhh c HHCTpyKuneH no npnMeneHHio.

© KoMnaHHx BD o6noBHJia HHCTpyi<n,Hio no npHMenennio H3AejiHx, AoSaBHB b Hee 
npeAOCTepexceHHx ornocnrejibHO Hcnojib3OBaHH» chctcm KOMnpeccHOHHoro Kpenjieni-ui 
BOKpyr KOHycHOH o6jiac™ PICC.

• KoMnaHHX BD npeAocraBHT 3aMeny hbacjihh hjih BO3Meiu,eHHe ctohmocth Bcex 
yHHHTOX<CHHbIX H3ACJ1HH.
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o KoMnaHHM BD npo,n,o.n>Ki4T paccjie,n,OBaHMe stom npo6jieMbi h npeAnpuweT jiioObie 

AonojiHWTejibHbie achctehh.

fleMCTBHH KnneHTa:

o npeicpaTHTe ncnojib3OBaHne HencnonbsoBaHHbix o^HonpocBeTHbix aeHTpanbHbix BeH03Hbix 
nepn^epHHecKH HMnjiaHTiipyeMbix KaTeTepoB PowerPICC, PowerPICC Solo2 4Fr jhoBbix 
npoSjieMHbix napTHH.

® OnpeAejnrre h noMecTHTe b KapaHTHH HeiicnojibsoBaHHbie o^HonpocseTHbie neHTpajibHbie 
B6H03Hbie nepn^epHnecKH HMnjiaHTHpyeMbie KaTerepbi PowerPICC, PowerPICC Solo2 4Fr Bcex 
npoSneMHbix napTHH.

o 3anHWHTe HOMepa napTHH h HeweAiieHHO yHHHTOJKbTe Bee HeHcnojib3OBaHHbie 
npoSneMHbie e,n,HHHpbi.

• SanojiHHTe h oTnpaBbTe (jiopMy OTBeTa KjineHTa, Aawe ecnw k 11 anpejui 2025 r. b Banien 

opraHwaapnH He ocTaHeTca HHKaKHX 3anacoB.

e PacnpocTpaHmre sto yBe/joMJieHHe cpe^H Bcex jihli, b Bamen opraHH3apHH, KOTopbiM 
Heo6xo/i,nMO 3HaTb 06 3tom, hjih b jiioGoh opraHH3au.HH, xy^a 6buiH nepe^aHbi 

noTCHpuajibHO npo6neMHbie H3/i,eJiHa.

• FIojKajiyHCTa, coo6maHTe 060 Bcex HHpHAeHTax, CBM3aHHbix c H3AeJiHeM, 
npoH3BOAHTejiK), AHCTpHObioTopy hjih MecTHOMy npeACTaBHTejiK), a xaioxe b 
HaiiHOHajibHbiH ynojiHOMOHeHHbiH opraH, ec.nn bto yMecTHO, noci<ojibi<y sto 
o6ecneHHBaeT BaxcHyio o6paTHyio CBS3b.

flenCTBUH ^HCTpH6bK3TOpa:

• IlpeKpaTHTe ^HCTpHOypHio Hewcnojib3OBaHHbix oAHonpocBeTHbix peHTpajibHbix 
BeHO3Hbix nepucpepHHecKH wMnnaHTnpyeMbix KaTeTepoB PowerPICC, PowerPICC Solo2 

4Fr Jiro6bix npoSjieMHbix nap™B.
• Onpe/renwre, noMecTHTe b KapaHTHH, sannmHTe HOMepa napTHM, nocjie Hero yHHHTO>KbTe 

Bee ne npomeAHiHe AHCTpHOypnio OAHonpocBeTHbix peHTpaJibHbix BeHO3Hbix 
nepncpepuHecKH HMnjiaHTHpyeMbix KaTeTepoB PowerPICC, PowerPICC Solo2 4Fr 

npo6jieMHbix napTHH.
• OnpeAennTe Bee opraHH3au,HW, b icoropbix bbi bbihojihhjih ^HCTpHSypuro npo6jieMHoro 

H3Ae;iwa h He3aMeA.nnTe.nbH0 yBe^OMHTe hx o6 3tom.
o O6ecneHbTe 3anojiHeHne h OTnpaBKy (JjopMbi OTBeTa icnnenra b Bamy 

opraHH3apHK) b peruix cornacoBaHwa ao 11 anpeiui 2025 r.
• SanojiHHTe h OTnpaBbTe (popwy OTBeTa KJiMeHTa nocne saBepmeHHB MeponpmiTHH no 

corjiacoBaHHio.
• FIo>KajiyHCTa, coo6in,aiiTe 060 Bcex HHUHfleHTax, CBssaHHbix c H3AejiHeM, 

npOH3BO^MTejHO, AHCTpH6bK)TOpy HJ1H MBCTHOMy HpeflCTaBHTeJHO, a TaiOKe B 
HapHOHajibHbiii ynojiHOMoneHHbiii opraH, ccjih sto yMecTHO, noci<onbKy sto 
o6ecneHHBaeT BaJKHyro o6paTHyio cBM3b.
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Q6paTHTCCb K KOHTaKTHOMY JIHRY

Kohcmheih nojib3OBaTejib
WMeeT 3anac

KoHeqHbin 
nojib3OBaTeiib He 

HMeeT sanaca

Ajipec OTnpaBKH sanojiHeHHOH 
(|)OpMbI

Hpno6peTeHO
HenocpeacTBeHHO y 

KOMnaHHH BD

nojiHOCTbio 3anojiHHTe 
(j)opMy

nocjie nojiyHeHHM 
KOMnaHHH BD 

o6pa6oTaeT OTBeT h bbi 
nojiyqHTe 3aMeny 

HeHCnOJlb3OBaHHblX
H3AejlHH

3anojiHMTe 4>opMy m 
OTMCTbTe 4)Jia>KKOM 
b none c yKaaaHHeM 
«He HMeeT 3anaca»

QualityAssuranceRCIS@bd.com

npHoOpereno y 
AHCTpHGbiOTopa/TpeTbero 

jiHiia

3anojiHHTe Bee nona 
(j)0pMbI H CBJDKHTeCb C 

BaiHHM 
AHCTpnSblOTOpOM AJ15I 
opraHH3au,HH 3aMeHbi

3anojiHHTe (JiopMy h 
OTMCTbTe 4>Jia>KKOM 
b none c yKaaanneM 
«He HMeeT 3anaca»

OrnpaBbTe (JiopMy BameMy 
flHCTpn6blOTOpy

B cjiynae BonpocoB b cbh3h c BbinienajioxennbiM npocb6a CBM3aTbca c mccthbim npe.ncTaBHTe.neM 

KOMnaHHH BD hjih o6paTHTbca b mccthbih otjinc KOMnaHHH BD.

rioATBep>KAaeM, hto cooTBeTCTByiomne peryjinpyiotHHC opranbi npoiiH(j)opMwpoBaHbi o AaHHbix 

HenCTBHMX.

KoMnanna BD CTpeMHTca k coBepmeHCTBOBaHHto BApaBooxpaneHHM bo bccm Mnpe. HaiiiHMH 

rjiaBHbiMH pejiMMH 5i bjhi toTCM 6e3onacHOCTb napneHTOB h nonb3OBaTejien, a Taioxe 

npenocTaBjienne KanecTBennon npo^yKRnn. ripnnocnM nsEHHenna 3a neyAo6cTBa, KOTopbie 

mo>kct npnnec™ BO3HMKina5i CHTyapna, h 6jtaroAapnM Bae 3apanee 3a oicaaanne cohchctbhm 

KOMnaHHH BD no nannoMy Bonpocy b KpaTqanmne epoKH h b paMKax BaniHX BO3MO>KHOCTeM.

C yBaxtenneM,

Xa6H6yjuiHHa M.A.
cnepHajincT no HopMaTHBHO-npaBOBOMy peryjinpoBaHHio OOp^EeKTop Boctok:

no AOBepeHHOc™ >77 AT 9038271 ot 27.03.2023 r. Boer
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OopMa OTBeTa KJiHeHTa - MDS-24-5154-B

OAttonpocBeTHbie peHTpanbHbie BeHO3Hbie nepii^epiiHecKH HMnAaHTupyeMbie KaTeTcpbi 

PowerPICC, PowerPICC Solo2 4Fr

KAT. N°: Cm. npiiAOJKeHiie 1 HoMepa napTHH: Cm. npHno>i<eHne 1

OTnpaBHTb oSpaTHO QualityAssuranceRCIS@bd.com b KpaTHafiinne cpoKH, ho hc no3AHee 11 anpena 2025 r.

HacToamiiM noATBepatftaio, hto yBCAOMAenne no 3i<cnAyaTaitH0HH0H SeaonacHOCTH mcahuhhckhx hsabahh 
mhoio npoHHTano h hohato, h hto Bee peKOMeHAyeMbie AeHCTBHM Shiah npeAnpi-iHHTbi corAacHO Tpe6oBaHHHM.

OtMCTHTE (|)Aa>KKOM B COOTBeTCTByiOIljeM UOJie HH>Ke

□ B pacnopa>KeHHM Hainen opraHH3au.nn hct hh oahoto H3 npoSACMHbix H3AeAHH, nepeHHCAeHHbix b npHAO>xeHHH 

1. IlpoOneMHbie hsacaha Shiah HcnoAE3OBaHEi.

Bee H3Aeni«i, KOTopnie HeAOCTynHti ajui yHHHTOJKenufi, SyayT cnnaTbca yTHjiH3iipoBaHHbiMH no BauieMy Mecronojio>KeHHio H, 
cjieaoBaTejibHo, 4>H3HHecKH .HeaocrynHbiMH, conn He yitaaaHO HHoe.

MJIM

□ B pacnopa>i<eHHH Haineii opraHH3au,HH ecTb cjieAyiomne eAHHHU,bi npoSAeMHbix hsaojihh, nepeuHcneHHbie b 

npHAOJKeHHH 1, h a noflTBep>Kflaio, hto AaHHbie eAHHHu,bi 6euih yHHHTO>i<eHbi (npocbOa 3anojiHHTb TaOjiHuy HH>i<e, 
yKasaB HOMep napran h kojihhcctbo yHHHT0>i<eHHbix cambhu) 3aMeHa H3AeJina 6yAeT OTnpaBneHa toaeko nocne 
3anOAHeHHM H B03BpaTa OTOH (JlOpMbl.).

KAT. Na: HoMepa napTHti: yHHHT0>K6HHbie eAHHHRbl 
(BCTaBHTb KOAHHeCTBO HIOKe)

Umh yneTHoil 3anHCH/Ha3BaHHe opraHH3aunn:

Otaba (ecnH npHMeHHMo):

AApec:

nOHTOBBIH HHAeKC: TopoA:

Hmm KOHTaKTHoro AHpa:

/],OA>KHOCTb:

Howep TeAei])OHa KOHTaKTHoro Anna: AApec oAeKTpoHHoii uohtei KOHTaKTHoro AHua:
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HacToamyio ^opMy HeoGxoAHMO BepnyTb KOMnamiH BD, npe>Kue new aro AeficTBHe mo>kho Gyaer cmiTarb 3aKpbrn>iM juia Baiuew yieniOH aanncH. * Ecjih bh 
nonynujiH 3to yae^OMueHHe no 3KcnjiyaTaunoHHoii GeaonaciiocTn MeAniiHHCKHX H3Aennn «iepe3 AHCTpn6bioTopa/TpeTbe jihuo, nowajiyncTa, Bepume 3anonneHHyio 

$opMy b siy opraHH3amno ana comacoBaHHH.

Ha3BaHne Baiuero nociaBiunKa AaHHoro 
H3.qe.nn5i (ecjin oho npno6peTeHO He 
HenocpeqcTBeHHO ot KOMnannn BD)

FIoqnHCb: flara:

npnjio>KeHHe 1. KaTajio>KHbie HOMepa/HOMepa napTHH npo6jieMHbix ns^ejinii
EqHHbifi perMCTpaunoHHEiH HOMep npoHSBORHTejia: US-MF-000017720

HaiiMeHOuaHue H3qeana KAT. Na Na napTHii
flaia HCTeneHna cpoKa 

ro^HoCTii 
AH-MMM-rrrr

YHIIKaJIbnblH HAeHTH(])HKaTOp MeAHUHHCKOTO H3jjejllia

O/iHonpocBeTH mh 
ueHTpanbHbin BeHO3Hbifi 
nepiKpepiiHecKn 
HMnjiaHTHpyeMbiii KaTeTep 
PowerPICC 4Fr

2174108

REGV1296 31 Mapia 2025 r. (01 )0080174113 8966( 17)250331 (10)REG V1296

REGX0239 31 Mapia 2025 r. (01 )0080174113 8966( 17)250331 (10)REGX0239

REGT6082 31 Maa 2025 r. (01 )00801741138966( 17)250531 (10)REGT6082

REGU1733 30 HioHa 2025 r. (01 )00801741138966(17)250630( 10)REGU 1733

REGU1669 30 wona 2025 r. (01 )0080174113 8966( 17)250630( 10)REGU 1669

REGV0410 31 nio.ua 2025 r. (01 )0080174113 8966( 17)250731 (10)REG V0410

REGX0214 31 aBrycia 2025 r. (01 )0080174113 8966(17)250831 (10)REGX0214

REG W3 741 31 aarycTa 2025 r. (01 )0080174113 8966(17)250831 (10)REGW3741

REGX0215 30 ceHTa6pa 2025 r. (01 )00801741I38966( 17)250930( 10)REGX0215

REHN2402 30 ceHTaSpa 2025 r. (01 )0080174113 8966( 17)250930( 10)REHN2402

REHS1080 30 ccHiaSpa 2025 r. (01 )0080174113 8966( 17 )25093 0( 10)REHS 1080

REGY0240 31 OKTa6pa 2025 r. (01 )0080174113 8966( 17)251031 (10)REG Y0240

REGZ0212 31 OKTa6pa 2025 r. (01 )0080174113 8966( 17)251031 (10)REGZ0212

REHN2423 31 OKTaSpa 2025 r. (01 )0080174113 8966( 17)251031 (10)REHN2423

REGZ1010 30 HoaSpa 2025 r. (01 )00801741138966( 17)251 130(10)REGZ 1010

REGZ2094 30 noa6pa 2025 r. (01 )0080174113 8966( 17)251130(10)REGZ2094

REGZ1023 30 Hos6pa 2025 r. (01 )00801741138966(17)251130(10)REGZ 1023

REHN1419 31 aei<a6pa 2025 r. (01)00801741138966(17)251231(I0)REHN1419

REHP 1751 31 aHBapa 2026 r. (01 )0080174113 8966( 17)260131 (10)REHP 1751

REHR1459 31 Mapia 2026 r. (01 )0080174113 8966( 17)260331 (10)REHR1459

OAHOnpOCBCTHblH 
ueHTpajibHbin BeHO3Hbin 
nepHtjiepHHecKH 
HMnjiaHTHpyeMbiii KaTeiep 
PowerPICC 4Fr

2194108

REHT2240 31 Maa 2025 r. (01 )0088 998903 05 8 7( 17)250531 (10)REHT2240

REHY28I6 31 OKTa6pa 2025 r. (01)00889989030587(17)25103 l(10)REHY2816

O^HOnpOCBCTHblM 
HeHTpaJlbHblfi BCHO3HblH 
nepiKpepiiHecKii 
HMnjiaHTHpyeMbiii KaTeTep
PowerPICC 4Fr

6174108

REGV3345 31 niona 2025 r. (01 )0080174113 9000( 17)250731 (10)REG V3345

REGX1802 30 ceniaBpa 2025 r. (01 )0080174113 9000( 17)250930( 10)REGX 1802

REGX2978 30 ceHTaSpa 2025 r. (01 )0080174113 9000( 17)250930( 10)REGX2978

REGX0250 30 ceHTa6pa 2025 r. (01 )008 01741139000( 17)250930( 10)REGX0250

REGY0747 31 OKTaSpa 2025 r. (01)00801741139000( 17)251031 (10)REGY0747

REGZ0061 31 OKTaSpa 2025 r. (01 )00801741139000( 17)251031 (10)REGZ0061

REHR1412 31 aeKa6pa 2025 r. (01)00801741139000(17)251231(10)REHR 1412

REHR 1507 31 aHBapa 2026 r. (01 )00801741139000( 17)260131 (10)REHR 1507
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REHR0101 31 Mapra 2026 r. (01 )0080174113 9000( 17)2603 31 (10)REHR0101

O^HonpocseTHbiH
LjeHTpaJlbHblM BCHO3HbIH 
nepH^epiiHecKii 
HMnjiaHTHpyeMbiii KaTeTep 
PowerPICC 4Fr

6174118

REGS2786 31 MapTa 2025 r. (01 )00801741139017( 17)250331 (10)REGS2786

REGS3903 30 anpejia 2025 r. (01 )00801741139017( 17)250430( 10)REGS3903

REGU1649 30 hiohh 2025 r. (01 )00801741139017(17)250630( 10)REGU 1649

REGV1890 31 moiia 2025 r. (01 )00801741139017(17)250731 (10)REGV 1890

REGW0829 31 aarycra 2025 r. (01 )00801741139017( 17)250831 (10)REGW0829

REGX2261 30 ccniaSpa 2025 r. (01 )00801741139017( 17)250930( 10)REGX2261

REGX1063 30 ceHTaSpa 2025 r. (01 )00801741139017( 17)250930( 10)REGX 1063

REGZ1416 31 OKTa6pa 2025 r. (01)00801741139017(17)251031(10)REGZ1416

REHR0058 31 neKaSpa 2025 r. (01 )00 80174113 9017( 17)2 51231 (10)REHR0058

REHS1902 30 anpejia 2026 r. (01 )00801741139017( 17)260430( 10)REHS 1902

O^HOnpOCBeTHbltt
HeHTpajIbHblH BCHO3HbIH 
nepn^epiiHecKii
HMnjiaHTHpyeMbiii KaTeTep
PowerPICC 4Fr

6174335

REGW3468 31 aiirycTa 2025 r. (01 )0080174113 9024( 17)250831 (10)REGW3468

REGZ1452 30 HoaOpji 2025 r. (01 )00801741139024( 17)251130(10)REGZ 1452

REHR1518 31 MapTa 2026 r. (01 )0080174113 9024( 17)260331 (10)REHR 1518

REHT3429 31 Maa 2026 r. (01 )00801741139024(17)260531 (10)REHT3429

OAHOnpOCBCTHblH
HeHTpajIbHblH BCHO3HblH 
nepH^epHHecKH
HMnjiaHTHpyeMbiii KaTeTep 
PowerPICC 4Fr

6174355

REGX2134 31 OKTa6pa 2025 r. (01 )00801741139031 (17)251031 (10)REGX2134

REGW0830 31 OKTaSpa 2025 r. (01 )0080174113 9031 (17)251031 (10)REG W0830

REGV1927 31 OKTaSpa 2025 r. (01)00801741139031(17)25103 l(10)REGV1927

REGV3426 31 OKTaSpa 2025 r. (01 )00801741139031 (17)251031 (10)REGV3426

REGW0745 31 OKTaSpa 2025 r. (01 )00801741139031 (17)251031 (10)REGW0745

REHR1446 31 mona 2026 r. (01 )0080174113 9031 (17)260731 (10)REHR 1446

REHS1932 31 mona 2026 r. (01 )0080174113 9031 (17)260731 (10)R EH S19 3 2

OflHonpocDeTHbin
HeHTpajIbHblH BeHO3Hbll"l 
nepii(])epnHecKH
HMnjiaHTiipyeMbiH KaTeTep
PowerPICC 4Fr

6194355 REHU3309 30 mona 2025 r. (01 )00801741139079( 17)250630( 10)REHU3309

OAHOnpOCBeTHblH
HeHTpajIbHblH BeHO3HbIH 
nepHipepuHecKH 
HMnjiaHTHpyeMbiii KaTeTep 
PowerPICC 4Fr

22184118

REGX1035 31 OKTs6pa 2025 r. (01 )00801741121579( 17)251031 (10)REGX 103 5

REGZ1436 30 HonGpa 2025 r. (01)00801741121579(17)251130(10)REGZ1436

REGX2200 31 ncKaOpa 2025 r. (01 )00801741121579( 17)251231 (10)REGX2200

REHS1034 31 neiraSpa 2025 r. (01 )00801741121579( 17)251231 (10)REHS 1034

OflnonpocaeTHbiii 
HeHTpajIbHblH BeHO3Hblii 
nepn([)epiiMeCKn 
HMnjiaHTHpyeMbiii KaTeTep 
PowerPICC 4Fr

CK000375 REHY0131 31 MapTa 2025 r. (01 )00801741102660( 17)2503 31 (10)REH Y0131
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