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BKJIIOUBA caMo Bojauute Argon, kiac I11
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Ha peJaKkUuKTe, HIMa aKTyaIu3aliy Ha
CBIBPAKAHUETO.
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Pe3roMe 0THOCHO 0€30MACHOCTTA U KJIMHUYHATA

epeKTUBHOCT
Toga ,,Pe3rome oTHOCHO Oe30macHocTTa U KinHMYHATa epexTuBHOCT (SSCP)* mma 3a men ga
MIPEIOCTaBH MyOJIMYCH JIOCTHII JI0 aKTyallu3upaHara 006001eHa nHpopMaIus 32 OCHOBHUTE
acIeKTH Ha 0e30MacHOCTTa U KIIMHUYHATA €(DEKTUBHOCT HA BOJAYHUTE, BKIIFOUUTEIHO TE3U OT
HEepBKIaeMa CTOMaHa, oT Hepkxkaaema ctomana ¢ PTFE nokpuTtre u HUTHHOIOBUTE BOIa4YH, OT
1.01.2017 r. no 31.07.2022 1. (,,pa3riexaaHus MepruoI’).

Tosa SSCP He e npeaHa3HaueHO Ja 3aMEHU MPeoCcTaBeHuTe ,,MIHCTpYyKINK 3a yrnoTtpeda“ kato
OCHOBEH JIOKYMEHT 3a rapaHTHpaHe Ha Oe30macHara yrnoTpeda Ha U3/IeIUEeTO, HATO J1a
MPEAO0CTaBs TMArHOCTUYHH WIIM TePaNeBTUYHU NMPEMOPHKH Ha 1EJIECBUTE MTOTPEOUTETN WA
MalMeHTH.

HNudopmanusra mo-goiry e npegHasHadeHa 3a HOTpeOnTenuTe/3apaBHUTe crienuanucTy. He e
n3rorBeHo AonbiaHuTeaHo SSCP ¢ nHpopmanys 3a nalMeHTUTe, Thil KaTO BOJAYUTE HE ca
UMIUIAHTUPYEMO U3JEIne, 33 KOETO MallMeHTUTE MOoIyyaBaT KapTa 3a UMIUIAHTa, KaKTO U HE ca
IpeJHa3HaueHH 3a ynoTpeda AUPEKTHO OT MallUeHTUTE.

1. OoOxBar Ha TOBa ,,Pe310Me 0OTHOCHO 0€30MACHOCTTA M KJIMHUYHATA e(PeKTUBHOCT
(SSCP)*:

1.1. TbproBcko HaMMeHOBAHHE HA M3/1€JINETO:
e Bopaun
e Koano EMDN: C0402 Peripheral Vascular Guidewires (Ilepudepuu cbaoBu
Bozaun); C0401 Coronary Artery Guidewires (KoponapHo-apTepuainu Bojaun)

1.2. Ume n agpec HA NPOU3BOAUTEIISA
Nwmeto u aapechT Ha TPOU3BOAUTEIS Ha BOJAYUTE ca MpeJocTaBeHu B Tadbymma 1.2.1

Tab6anna 1.2.1 Uadopmanus 3a npou3BoguTe s

HNme Ha npousBoauTens Azpec Ha IPOM3BOANTEJIS

1445 Flat Creek Road
Athens, Texas 75751, USA

Argon Medical Devices, Inc.

1.3. Enunen peructpanuoned Homep (SRN) Ha npou3BoauTeisi
Enunnust perucrparmonen Homep (SRN) Ha npousBogurens e SRN: US-MF-000002324

1.4. Ocunoen UDI-DI
OcHoBHusAT yHuKaseH uaeHtudukarop Ha uznenue (UDI) e mpenocraBen B Tabnuma 1.6.1.
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1.5. EBpomneiicka HoMeHKJIaTypa Ha MequuuHCcKUTe u3aeausi (EMDN)

MecromnonoxeHue Ha Argon: BCHUYKU LICHTPOBE

Komosere mo EMDN Ha te3u uznenus ca: C0402 Peripheral Vascular Guidewires (Ilepudepuu
cboBu Bojnaun); C0401 Coronary Artery Guidewires (KopoHapHo-apTepuaaIHi BOJAYH)

1.6. Kinac Ha usaeinero
Knacudukanusara va EC 3a pucka npu MEIUITMHCKUTE U3CTHUS 32 BOJAYUTE € IPEIOCTABCHA B

Tabymmna 1.6.1.

Taoauna 1.6.1 UnentudpukanmonHa nupopmanus 3a u3aejauero

Homep Ha | Mme 1 onMcanue Ha Homep Ha Kiac na
Ocunoren UDI-DI
U3JEIHET0 | U3IETHETO H31eTHETO usgenunero, EC

388273 35/150/FC/SS/3J/ICLASSIC 388273 11 08863332700062N
388275 38/150/FC/SS/3J/CLASSIC 388275 11 08863332700062N
388282 35/150/FC/PTFE/3J/ICLASSIC 388282 1] 08863332700042]
388284 38/150/FC/PTFE/3J/CLASSIC 388284 1] 08863332700042]
388300 35/150/MC/PTFE/3J/CLASSIC 388300 11 08863332700142M
388301 35/150/MC/PTFE/ST/CLASSIC 388301 11 08863332700282Y
388768 35/175/FC/PTFE/3J/ICLASSIC 388768 1] 08863332700042]
388794 35/260/FC/PTFE/3J/ICLASSIC 388794 1] 08863332700042]
390182 35/150/FC/PTFE/3J/XTB 390182 11 08863332700202G
390186 35/175/FC/PTFE/3J/XTB 390186 11 08863332700202G
390282 35/150/FC/PTFE/3J/XTB 390282 11 08863332700302K
390284 38/150/FC/PTFE/3J/IXTB 390284 1] 08863332700202G
393182 35/150/FC/PTFE/3J/EXT 393182 1] 08863332700182V
393184 38/150/FC/PTFE/3JEXT 393184 11 08863332700182V
393186 35/175/FC/PTFE/3JEXT 393186 11 08863332700182V
393187 38/175/FC/PTFE/3J/HD/Z 393187 11 08863332700182V
393282 35/150/FC/PTFE/3J/EXT 393282 1] 08863332700212)]
393999 35/180/FC/PTFE/DE-3J&ST 393999 1] 08863332700242Q
395073 35/260/FC/PTFE/ST/MULLINS/HD 395073 11 088633327002932
395112 35/150/FC/PTFE/DE/3J/IST 395112 11 08863332700242Q
395170 35/180/FC/PTFE/BEN 395170 1] 08863332700122H
395183 35/150/FC/PTFE/3J/CLASSIC 395183 1] 08863332700042]
395205 21/125/FC/SS/ST 395205 1] 08863332700072Q
395208 25/125/FC/SS/ST 395208 11 08863332700072Q
395212 32/150/FC/SS/ST 395212 11 08863332700072Q
395224 25/125/FC/PTFE/ST 395224 1] 08863332700052L
395225 25/150/FC/PTFE/ST 395225 1] 08863332700052L
395228 32/150/FC/PTFE/ST 395228 1] 08863332700052L
395231 35/150/FC/PTFE/ST 395231 11 08863332700052L
395234 38/150/FC/PTFE/ST 395234 11 08863332700052L
395258 35/150/MC/PTFE 395258 11 08863332700282Y
395261 38/150/MC/PTFE 395261 11 08863332700282Y
395266 38/150/MC/PTFE/3J/HD 395266 11 08863332700272W
395270 25/125/FC/SS/3] 395270 11 08863332700062N
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Homep Ha | Ume u oncanne Ha Homep na Kiac Ha
Ocunosen UDI-DI
U3JeTHeT0 | U3JeTHeTO H31e1HeTo uzneanero, EC

395273 35/150/FC/SS/3J 395273 11 08863332700062N
395275 38/150/FC/SS/3] 395275 11 08863332700062N
395279 25/125/FC/PTFE/3] 395279 11 08863332700042J]
395280 35/150/FC/PTFE/1.5J/HD 395280 11 08863332700132K
395281 35/125/FC/PTFE/3] 395281 11 08863332700042J
395282 35/150/FC/PTFE/3] 395282 11 08863332700042J
395284 38/150/FC/PTFE/3J 395284 11 08863332700042J
395289 35/150/FC/PTFE/6J 395289 11 08863332700042J
395309 32/150/MC/PTFE/3] 395309 1] 08863332700142M
395312 35/150/MC/PTFE/3] 395312 1] 08863332700272W
395315 38/150/MC/PTFE/3] 395315 1] 08863332700142M
395320 35/150/MC/PTFE/3J/SLIP 395320 11 08863332700142M
395330 38/260/MC/PTFE/3] 395330 1] 08863332700142M
395332 32/150/FC/PTFE/3J/HD 395332 1] 08863332700132K
395333 38/260/MC/PTFE/Straight 395333 1] 08863332700282Y
395337 35/125/MC/PTFE/6J 395337 1] 08863332700142M
395345 35/150/FC/PTFE/DE/3J/LT 395345 11 08863332700232N
395350 35/180/FC/PTFE/1.5J/HD 395350 11 08863332700132K
395352 35/150/FC/PTFE/15J/LT 395352 1] 08863332700172T
395367 25/260/FC/PTFE/ST 395367 1] 08863332700052L
395368 32/260/FC/PTFE/ST 395368 11 08863332700052L
395369 35/260/FC/PTFE/ST 395369 11 08863332700052L
395370 38/260/FC/PTFE/ST 395370 11 08863332700052L
395382 35/150/FC/PTFE/LT 395382 1] 08863332700152P
395384 35/150/FC/PTFE/LLT 395384 1] 08863332700252S
395398 35/150/MC/PTFE/1.5] 395398 11 08863332700142M
395406 21/260/FC/PTFE/3] 395406 11 08863332700042J
395420 25/150/FC/PTFE/1.5] 395420 11 08863332700042J
395457 18/150/FC/PTFE/ST 395457 11 08863332700052L
395465 18/150/FC/PTFE/3] 395465 1] 08863332700042)]
395469 18/260/FC/PTFE/ST 395469 11 08863332700052L
395470 18/150/FC/PTFE/1.5J 395470 11 08863332700042J
395501 21/150/FC/PTFE/ST 395501 1] 08863332700052L
395504 21/125/FC/PTFE/ST 395504 1] 08863332700052L
395509 21/150/FC/SS/ST 395509 1] 08863332700072Q
395522 21/260/FC/PTFE/ST 395522 11 08863332700052L
395523 21/150/PTFE/3J 395523 11 08863332700042J
395559 25/150/FC/PTFE/3] 395559 1] 08863332700042)]
395585 25/260/FC/PTFE/3] 395585 1] 08863332700042)]
395600 32/150/FC/PTFE/3J] 395600 11 08863332700042J]
395603 32/150/FC/SS/3J 395603 11 08863332700062N
395613 32/125/FC/PTFE/3] 395613 11 08863332700042J
395622 32/260/FC/PTFE/3J] 395622 11 08863332700042J]
395656 35/200/MC/PTFE/3] 395656 11 08863332700142M
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Homep Ha | Ume u oncanne Ha Homep na Kiac Ha
Ocunosen UDI-DI
U3JeTHeT0 | U3JeTHeTO H31e1HeTo uzneanero, EC

395687 35/150/FC/PTFE/HD/ST 395687 11 08863332700262U
395703 35/200/FC/PTFE/ST 395703 11 08863332700052L
395708 35/150/FC/PTFE/3J/LLT 395708 11 08863332700192X
395721 35/145/MC/PTFE/LT/3J 395721 11 08863332700162R
395722 35/200/FC/PTFE/3] 395722 11 08863332700042J
395768 35/175/FC/PTFE/3] 395768 11 08863332700042J
395780 35/150/FC/PTFE/7.5] 395780 11 08863332700042J
395787 35/150/FC/PTFE/1.5] 395787 11 08863332700042J
395794 35/260/FC/PTFE/3J 395794 1] 08863332700042)]
395817 38/200/FC/PTFE/3J 395817 1] 08863332700042)]
395839 38/260/FC/PTFE/3J 395839 1] 08863332700042)]
395863 38/150/FC/PTFE/1.5] 395863 1] 08863332700042J
395884 28/150/FC/PTFE/ST 395884 1] 08863332700052L
395900 32/150/FC/PTFE/1.5) 395900 1] 08863332700042)]
395919 35/150/FC/PTFE/LT/1.5] 395919 1] 08863332700222L
395930E 35/150/FC/PTFE/BEN 395930E 1] 08863332700122H
395931 32/150/FC/PTFE/BEN 395931 11 08863332700122H
395933C 38/150/FC/PTFE/BEN 395933C 11 08863332700122H
395961 28/150/FC/PTFE/3] 395961 1] 08863332700042)]
395979 15/150/FC/SS/MULLINS 395979 1] 08863332700012C
395980 17/150/FC/SS/IMULLINS 395980 11 08863332700012C
395991 30/150/FC/PTFE/3J 395991 11 08863332700042J
395993 35/150/FC/PTFE/3J/HD 395993 11 08863332700132K
A395231 35/150/FC/PTFE/CLASSIC A395231 1] 08863332700052L
A395282 35/150/FC/PTFE/3J A395282 1] 08863332700042)]
A395284 38/150/FC/PTFE/3J A395284 11 08863332700042J
A395312 35/150/MC/PTFE/3J/IHD A395312 11 08863332700272W
A395369 35/260/FC/PTFE/CLASSIC A395369 11 08863332700052L
A395482 35/180/FC/PTFE/3) A395482 1] 08863332700042)]
A395559 25/150/FC/PTFE/3] A395559 11 08863332700042)]
A395600 32/150/FC/PTFE/3] A395600 11 08863332700042J
A395613 32/125/FC/PTFE/3] A395613 11 08863332700042J
A395722 35/200/FC/PTFE/3) A395722 1] 08863332700042)]
A395787 35/150/FC/PTFE/1.5] A395787 11 08863332700042)]
A395900 32/150/FC/PTFE/1.5] A395900 1] 08863332700042)]

1.7. T'onuna na u3znaBane Ha nbpBUAT cepTudukar (CE) 3a nznenunero:
TF-0001 — Bogauu:
Ceptudukarst DE (32 npernen va nqu3zaiina) Ne 75616DE02 Genre nznaneH 3a
IIPOJYKTOBATa CEpUs BOAAUU KaTo MeAUIMHCKO u3aenue ot kiac [II Ha 24 anpun 2003
r., Koraro Bojaunte ¢ xuapodumnno nmokpurue (ArgoGuide) 6s1xa 1o0aBeHU KbM
cepTHU(HUKATHTE.
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Ha 9 deBpyapu 2004 r. uMeTo Ha IIEHTHPA 32 MPOU3BOJICTBO OCIIIE MPOMEHEHO OT
Maxxim Medical nHa Argon Medical Devices, Inc. DE ceprudukarst Ne 75616DE02
6emre 3amenen ot HOBHsI DE cepruduxar Ne 2029292DE02, uznanen or KEMA.
ITpe3 2011 r. Argon cmenn Hotuduuupanus cu oprad ot KEMA ¢ BSI. Cnexgnure
ceprudukaru 6sixa uznanaeru ot BSI:

e (Ceprudukar 3a mbIHO OCUTypsiBaHE Ha kadecTBoTO — CE 565719

e Cepruduxar o ISO 13485 — FM 700791

e Ceprudukar 3a nperyeq Ha nuzaitna — CE 565721
ITpe3 2013 r. Bomaunte ¢ PTFE nokputue 6sxa no6asern kbM DE ceprudukara.
[IpenumauTe npencrasutennu npoayktu AquaTrack u ArgoGuide 6sxa nmpemaxHatu ot
cepTH(HKATHTE U ITOBEUYE HE CE MPOU3BEKIAT OT Argon.

1.8. Ume u SRN Ha yIrbJIHOMOIIIEHHS TTPEICTABUTEN:

Nwme: Emergo Europe B.V.

Anpec: Westervoortsedijk 60
6827 AT Arnhem
Hunepnannus

VYe0 caiir: Www.emergogroup.com

Tenedon: +31 (0)70 345 8570
dakc: +31 (0)70 346 7299
SRN NL-AR-000000116

1.9. me u equHEeH HASHTH(PUKAITMOHCH HOMEp Ha HOTU(DUITUPAHUS OpTaH:
Nwme: BSI Group the Netherlands B.V.

Anpec: Say Building
John M. Keynesplein 9
1066 EP Amsterdam

Hunepnanous
Veo caiit: www.bsigroup.com

Teneon:  +31 (0)20 346 07 80
daxe: +31 (0)20 346 07 81

Howmep na HoTUUIMpanus opran: 2797

2. Tlpexna3HauveHue HA U3/EJHETO
2.1. lpeanaznauenue

Bonmauute ca npeaAHa3HauYCHU 3a YJICCHABAHC HAa ICPKYTAHHOTO BBBCIKIAAHC HA

BBTPECHI0BHU U3JIEIINS U HECHIOBU U3EHS IO BpEME HA TMArHOCTUYHU U
WHTEPBEHLUHUOHHU MPOLIEAYPH.
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2.2. lloka3zanus 3a ynorpeda u 1ejieBH NMOMyJIaluu

Bopauute ca npeanasHadenu 3a ynotpeda npu aHruorpadcku mpoueaypH 3a BbBEXKIaHe
Y NIO3UIIMOHUPAHE Ha KaTeTpU U MHTEPBEHLIMOHAIHU U3/IEJIMs B KOPOHApHATa U
nepudepHata cb0Ba cucteMa. BojaunTe ca npegHa3HAuYEHHU CHILO U 3a YIIECHSBaHE Ha
MEPKYTaHHOTO BbBEXKAaHE Ha epru(epHU BTPECHIOBU U HECHIOBH U3JIENIUS TI0 BpEMe
Ha JUarHOCTUYHU U UHTEPBEHUMOHHU Npouenypu. Bogaunre ocurypsBaT HHIUPEKTHA
110JI13a 3a MalUEHTa, KaTo yJECHSIBAT IMarHOCTUKATA WIN MTPOLEAYPUTE, HACOUEHU KbM
CHPILIETO U IIEHTpaIHATa ChI0BA CUCTEMA, IEpU(PEPHUTE CHIOBU UITU HECHIOBH
IIPOLIEYPH, CBbP3aHU C OOCTPYKIUS HA KIIbYHUSA MEXYP WM KIbYHUTE ITBTUILA, U
MepKyTaHHUA ApeHax. M300pbT Ha BoJa4 ce OCHOBaBa Ha KIIMHUYHATA MPEIeHKa Ha
JIeKaps B 3aBUCUMOCT OT BMJIa Ha U3BbPILIBaHATA MPOLETypa.

2.3. [IpoTuBONOKA3aHUSA
Hsma usBectau IMPOTHUBOIIOKA3aHU .

3. Onucanmne Ha U31eIHETO

3.1. Onucanmne HA U31E€JIUETO

BogaunTte ca XupyprudHu MHCTPYMEHTH 3a €IHOKpaTHa ynorpeda, MpeaHa3HaueHu 3a
cb0B JA0CThI. IlpomykThT € mpenHa3HaueH 3a M3MOJI3BaHE MpU aHruorpadcku
MPOLIEYPH 32 BbBEXKAAHE U MMO3ULMOHUPAHE HA KaTETPU U MHTEPBEHIIMOHAIHU HU3/1ETHS
B KOpOHapHaTa u nepudepHara cbJjoBa cucreMa.

BOI[&‘-II/ITC ca MpCaHa3HAUCHU 3a YJICCHABAHEC HA ITIOCTABAHCTO HA KATCTPU U IPCATNIA3UTCIIN
3a BBBCXKIAHC B CbJOBaTa CHCTCMA, W3M00JI3BallKd TEXHHKaTa Ha CeH,Z[I/IHFep nim
MOI[I/I(bI/IHI/IpaHaTa TCXHHKA Ha CCJ'II[I/IHFGP. Te3u TeXHUKU ce npujaarat pyTuMHHO, HO HEC C€
orpaHn4aBaTt A0 pa3mnoJIaraHCToO Ha UHTPOAIOCCPU C AC3UIIC, CbpACYHO-CBbA0BU KATCTPH,
KaTe€Tpu 3a PEHTICHOJIOrUsA, LOCHTPAJIHW BCHO3HH KaTCTPU, apTCpUaIHU KaTCTpH
U TCPMOJUITYIHUOHHU KATCTPHU.

CrppiueBuHara € 3aBapeHa caMo B IIPOKCHMAIHMS Kpail Ha BoJjaua U 3aBbpIIBa, MPEIu 1a
JOCTUTHE AMCTANHUsA My Kpail. OGe30macuTenHara JeHTa € 3aBapeHa U B JIBaTa Kpas Ha
Bozaua. L{smata criobka e moctaBeHa BbB BHTPEIIHOCTTA HA MIPYKUHATA.

BonauuTe u TeXHUTE KOMIIOHEHTH Ca OMAKOBAHM KaTO CTEPUIIHU MEAULIMHCKU U3/1eNUs
3a eHOKpaTHa ynorpeda. Bomauute ca 3ameuatanu B miukoBe Tyvek u ca
NPHUIPYKEHU OT MHCTPYKIUH 3a yrotpeda (IFU). Mznenusrta ca crepuimn3upanu

¢ etuneroB okcua (EtO).

BomauunTte ca npemuHanm orieHKa 3a OMOCHBMECTUMOCT, KaKTO M M3ITUTBAHUS 32
OMOCHBMECTHMOCT B CHOTBETCTBHE C MPENOpbKUTe B cepusita cranaaptu [SO 10993
Buonozuuno oyenasane na meouyuncku uzoenus. I1o OTHOIICHNE Ha KOHTAaKTa
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¢ ThKaHu, Bogaunte Worker u Amplatz ca kareropusupanu KaTto U3JeNus 3a BHHIITHO
MOCTaBsIHE, BIU3aIIM B KOHTAKT C IUPKYJIUpaIia KpbB, C OrpaHUYCHA
MPOIBDKUTEIIHOCT Ha KOHTAKT (< 24 yaca).

®urypa 1: Bogaun ot HepbikaaeMa CTOMaHa

®urypa 2: Bonaum ot Hepbxaaema cromana ¢ PTFE nokpurne

CAQ-QA-025-F1, pen. F: Pestome oTHOCHO 6e3onacHOCTTa U KNMHMYHaTa edekTuBHocT (SSCP) CTpaHHHa 9or 35
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Pe3iome oTHOCHO Ge30macHOCTTA U KIMHUYHATA epekTUBHOCT (SSCP)

SSCP-0003: Bogauu

Penakuus: D

MecromnonoxeHue Ha Argon: BCHUYKU LICHTPOBE

Taoauna 3.1.-1:

BapuanTu Ha Bogayure

C nBa kpast, Mullins

knacuyecku, LT, LLT

IIpas (ST), Tunn Bentson (BEN), ¢
nsa xpast (DE), Mullins

THpProecku Hepnxnaema Hepnxaaema cromana, HutuHoaoBH,
HAMMEHOBAHMS CTOMAaHa PTFE noxkpurue IJIATHHEHA MPYXKUHA
IToxputue Hepw:xnaema cromana PTFE nokpurue Hutunon

O01ma nHTpaBacKyIapHa ynorpeba 3a
OG611a MHTpaBacKyJapHa MIOJIITOMara”He Ha MOCTaBsIHETO Ha 06
OCHOBHO ynotpeba 3a KaTeTpu 1@ HHTpaBacky tapHa
IpeaHa3HAuYCHUE MOAIIOMAaraHe Ha PTFE nokpuTHeTo ViecHsSIBa yHOTpe6a 38 TIO/IIOMAraHte Ha
p P b TIOCTaBsIHETO Ha KaTeTpH
IIOCTaBAHCTO HA KaTCTPHU NPEMHHABAHECTO HA KaTCThpa BbPXY
BOJaYa
Juamersp 0,015”-0,038” 0,018”—-0,038” 0,018
JIbmxuHa 40 cm — 150 cm 50 cm — 260 cm 45 cm
TBBpHOCT HA
CTeBaOTO CrannmaptHa CranmapTHa CrannapTHa
Copucsina PukcupaHa uiu Dukcupana wim noeKHa, HD Hurtunonosa cbpreBuHa,
MOJBIKHA IUIATHHEHA NPYXHUHA
Crenunnten Ha 1,5ecm—-9,0cm 3,5cm—-16 cm 4.8 cm
ChpILIeBHHATA
1,5mmJ,3mmJ, 6 mmJ,
1,5mmJ, 3 mm J, npas 7,5mmJ, 15 mm J,
BujoBe BEPXOBE (ST), KmacugecKu Pasrpam ce (EXT), Z, XTB, Tpas

3.2. IlpeaMIIHM BAPHMAHTH U PA3JIUKH CIIPAMO THAX

Hsama

3.3. Akcecoapu, CbBMeCTHMH U3/1eJIMs U IPYTH NPOAYKTH, H3M0JI3BAHU B KOMOUHAIUS
BOI[&‘-II/ITC ca CbBMECTUMU C MCIUIMHCKHA U3JCIHA C JIYMCH, ITO-T'OJIAIM OT ITOCOYCHUS Ha
CTUKCTAa TUaMCTHP Ha Boaayda, U IIO-KbCHU OT MMOCOUYCHATa Ha €CTUKETA ABJIXKWHA.
HeobOxomuma e nekapcka mpereHka 3a n30opa Ha OIXO TSNS BO/1a4, ChBMECTHM C
APYIrUuTe MEAUIMHCKN U3OCIIHA.

4. PuckoBe M mpeaynpe:xIeHus

4.1. OcTaThb4HU PUCKOBE M HEXKEJIAHU CTPAHUYHU e(PeKTH
[Ipunaranara ot Argon nponeaypa 3a ynpasieHHe Ha pucka € B cboTBeTcTBHE ¢ EN ISO
14971:2019. HanpaBeno Oetiie pe3roMe 1 OIleHKa 3a BCEKH €IMH OCTAaThUYEH PUCK Upe3
Tpersie] Ha KIMHUYHUTE MyOJUKAI|K 3a Pa3rJIeKIaHOTO U3IeTne U 3a ,,Hal-
ChBpeMEHHUTE pa3paboTku B obmactTa® (State of the art — SOA) B CER-001, pen. E.
[IpernensT oOxBaHa nepuoaa Ha myosmkauute ot 1 suyapu 2017 1. mo 31 ronm 2022 r.
Hexxenanure cpOUTHS, TIOCOYECHU B HAYYHUTE MMyOIMKaINHU, Ca IPEACTaBEHH! B TabIuUIaTa

10-J10JTy.
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Ta6auna 4.1.-1: Bb3Mo0KHU HeXKeJIaHU CHOUTHSA 32 BOJaYUTe, OTKPUTH B HAYYHHUTE
nyoauKauuu

BBb3MOKHH HeKeJIaHU CHOMTHS

Bb3MoxHUTE YCIIOXKHEHUS, CBBP3aHU C U3IMOI3BAHETO HA BOJAAUUTE, BKIIOYBAT, HO HE CaMo:
. nepdopatus Ha chaa

. pa3KbCBaHE Ha Ch/a

. TPOMOU/OKITY3US

. uH(papKT Ha MUOKap/a

. nepgopalus Ha HEleJIeBU OPTraHu
. yBpeXJIaHe Ha ThKaHU

. uHpeKIus

Ta6auna 4.1.-2: He:kes1anu ch0uTHS, CHOOIIEHH B HAYYHUTE MyOTUKANMHT

Hesxenano ce0utne Bopauu B pasruexnanus o6xsar | Bonaun

n/N (%) n/N (%)
Ilepudepnu cba0BH
IMepdopanus Ha chaa 0/24 (0%) 17/3069 (0,6%)
PaskbcBaHe Ha Chia 0/24 (0%) 85/3265 (2,6%)
Tpombu/okiny3us 0/24 (0%) 2/289 (0,7%)
0610 0/24 (0%) 104/3561 (2,9%)
HecbaoBu
IMepdopanust Ha HeleIeBH OpraHu 0/59 (0%) 42/3203 (1,3%)
VBpexiane Ha ThKaHH 0/59 (0%) -
Wndexmms 1/59 (1,7%) 93/3203 (2,9%)
O6mo 1/59 (1,7%) 135/3203 (4,2%)
Koponapuan

[Mepdopanus Ha chaa

861/20682 (4,2%)

Pa3kbCBaHe Ha Chia - 39/5054 (0,8%)
TpomOu/oKiTy3ust - 59/15794 (0,4%)
NupapkT Ha MHOKapaa - 236/17435 (1,4%)

06110 _

*3abenexka: Bcuuky BpeMeBH TOUKH ca MEPUITPOLICIYPHH
** 3abenexka: n= Opoi cirydan, N= o0L1 pa3Mep Ha U3BaJKaTa 3a BCHUKH POYYBaHHMsI, IPH KOUTO € HabJIroqaBaHo ,,n

1195/24861 (4,8%)

WNudopmanusara ce ocHOBaBa Ha HACTOSALIMTE TIO3HAHUS U Hall-ChbBpEeMEHHHUTE Pa3paboOTKH B
00J1acTTa Ha MEPKYTaHHOTO BHBEXK/JaHE HA BbTPECHAOBU M HECHJJOBU U3/IENUS 110 BpeMe Ha
JIMAarHOCTUYHU U UHTEPBEHIIMOHHU MPOLIETYyPH Ype3 CIIOMAraTeJIHi ¥ CTaHIapTHU 3a
OonHUYHKTE 3aBeieHus Bogaun. Hayunure myOnukanum 0sxa olleHeHH 3a HHpOopManus,
CBBp3aHa C IeJIeBaTa MOIyJIalusl, HATMYHUTE aJITEpHATUBH, M3MUTBAHUATA C U3MUTATENICH CTEH/
Y M3/IeHsITa Ha KOHKYPEHTH, 32 J1a C€ U3TOTBU aHAIM3 Ha TEeKYIIOTO HUBO Ha Hali-CbBPEMEHHUTE
pa3zpaboTku. PesynraTute 3a eheKTUBHOCTTA M 6€30MACHOCTTA C HATMYHUTE B MOMEHTA U3CIIHSI,
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MOJIy4€HHU OT TEKYIIUTE O3HAHUsI/Hall-ChBpEMEHHHUTE pa3pabOTKH B OpaHIlia ¥ OT Iperieaa Ha
Hay4yHUTE MyOIMKaIMK 32 U3JIeIHsITa Ha KOHKYPEHTH, OsXa U3MO0JI3BaHH, 3a Ja ce AePUHUpaT
KpuTepuute 3a npueMane. CpaBHEHMETO Ha KPUTEPUUTE 33 IPUEMAHE C PE3YJITATUTE C
pasmIekAaHUTE U3JIENNs JOKa3Ba, Y€ TE3U CEPUU BOAAYU CE CUMTAT 3a €JHU OT ,,Haii-
CBhbBPEMEHHUTE pa3padOTKU' B MOMEHTA, KOTaTO CE U3I0JI3BAT M0 MpeAHa3HaYCHHUE.

4.2. llpenynpe:xaeHus U NpeanazHu MepKH
Bogauu, IFU PMT-35-2000-99AM:

IIpexynpexaenus

e ToBa u3jenue e NPOCKTHPAHO, U3IIUTAHO U MPOU3BEICHO CaMo 3a SHOKPATHA
ynotpeba. [loBropnara ynotpeba min o0paboTkaTa 3a MOBTOpHA yrnoTpeda He
ca rmoJjIaraHy Ha OIEHKAa M MOJKE J1a TIOBeIaT /10 MOBPE/Ia Ha U3/IEIIUETO U
NPUYHHSBAHE HA 3200 sBaHe, MH(EKIMS WK APYro YBPEXKIaHE Ha MAlUCHTA.
He uznonssaiite, He 00padoTBaiiTe 1 HE CTEpUIIN3HPaANTE TOBTOPHO TOBA
u3JIeIue.

e [Ipenu ynorpeba rnpoBepere 1aiu [EIOCTTa Ha OTIAaKOBKATa HE € HapylleHa.

e He usnon3gaiiTe, ako oMakoBKaTa M3TJIEXk/1a OTBApsHA WIHM aKO CPOKBT Ha
TOJHOCT € U3TEKBJI.

e He npuaBmxBaiite Bo1aua Hammpes, ako Cperiare ChIpOTHBICHUE, JOKATO HE
oTpesieIUTe MPUUMHATA 33 CHIIPOTUBIEHUETO Upe3 (PIyopOCKOMNHSI.
[IpekomepHaTa cuiia IpU HAJTMYWE HA CHIIPOTUBICHUE MOXKE /1a IOBEE 10
MOBpe/Ia Ha BoJaua WK KaTeThpa WK [0 nepdopalusaTa Ha Cha.

e He ycyksaiiTe mpekoMepHO Bojaya.

e 3a /1a He cUyNHTE BoAaua, He BbBEXK/AlTe U HE 3aBbPTaliTe TBHPIE MHOTO
JTUCTAITHUS MY BPBX.

e 3a ja He cUyNHUTE BOAaya, HE TO OT'bBANTE MPEKOMEPHO.

e BwBexmaneTo BoJaua ¥ MaHUITYJIAMUTE C HETO TPSIOBA J1a ce U3BBPIIBAT MO
(bITyOpPOCKOTICKU MJTH TIOJIXOIAI 00pa3eH KOHTPOJL.

e He m3rermsiite Bogaua npe3 uria. M3npasere Bogaya, 3a 1a U3TETIUTE UTJIaTa.

IIpeana3nu mepku

e AKO ce U3I0JI3BAaT HAKOJKO BoJlaya €JTHOBPEMEHHO, MOKE Jla C€ CTUTHE J0
TAXHOTO YCyKBaHe WU 3alIuTane. ToBa MOXKe Jja ce MpeIoTBpaTH 4pe3
BHUMATEITHO U30JIMpaHe U MapKUpaHe Ha MPOKCUMAITHUS Kpail Ha BCEKU BOJAY.

4.3. Ipyru nNpujaoKuMH aclieKTH HA 0€30MACHOCTTA, BKJL. pe3l0Me Ha KOPUTHpAI[UTe
JAeiicTBUSA, CBbP3aHM ¢ ekciuioaTaunonHaTa 0e3onacHocT (FSCA) (BkiI. Oes1ekKu
OTHOCHO eKcrioaTanmuonHara oesonacHoct (FSN))

He e nmano kopurupaiu qeicTBUS, HUTO 32 OEJIEKKH, CBBP3aHU C
eKCIuToaTalmoHHaTa 6€30MacHOCT Ha BOJAYHTE.

CAQ-QA-025-F1, pea. F: Pe3stome oTHOCHO 6e3onacHocTTa 1 KnuHu4yHara ecgekrusHocTt (SSCP) CTpaHI/IHa 12 oT 35



/A Pe3iome oTHOCHO Ge30macHOCTTA U KIMHUYHATA epekTUBHOCT (SSCP)
SSCP-0003: Bomauu

ARGON  [mwsr
MecromnonoxeHue Ha Al‘gOHZ BCHUYKU LICHTPOBE

MEDICAL DEVICES

5. Pe3loMe Ha KIIMHUYHATA OlleHKA U KJIMHUYHOTO NPOC/ieAsiBaHe cJjie]] yCKaHeTO Ha
na3apa (KIIIIII)

5.1. Pe3iomMe HA KIIMHUYHHUTE JAHHU, CBbP3aHNU ¢ eKBUBAJIEHTHO H3/1e/INe, aKO €
NPHJI0KUMO
He e nmpuioxumo, Thif KaTo HE C€ U3Ka3BaT TBBHPJICHUS 32 eKBUBAJICHTHOCT 3a
BOJIQUUTE.

5.2. Pe3loMe HAa KIMHUYHUTE JAHHU OT NPOBeIeHNTE MPOYYBAHUS HA U3/1eJINETO Npeau
mapkupoBkata CE, ako e npujio:kumo
Henpunoxxumo. He e umano KIMHUYHY NPOYYBAHKS HA BOAAYUTE MPEAN MapKUPOBKaTa
CE‘C
2 .

5.3. Pe3loMe HA KIMHUYHHUTE AAaHHHU OT IPYIrd U3TOYHUIIH, AKO € IIPUTOKUMO

Knnananure JaHHU B IIOAKPCIIa Ha 0€30I1aCHOCTTA U 6(1)CKTI/IBHOCTT8. Ha BOAA4YUTC Ca
C’L6paHI/I OT CJICAHUTC U3TOYHHNIIU:

e Jleiinoctu 3a KIIIIII Ha cepuuTe Bogaun, BKIFOYUTEIIHO aHKETH CpeJl KIMEHTH
o Oruer ot ankerara — cepust Bogaun Worker (stuyapu 2018 r. 10 centemBpu
2019r.)
o Oruer ot ankerata — Bojayu (1 centemBpu 2017 r. no 1 cenremspu 2020 T.)
e basure nannu Medline u EMBASE 6s1xa u3non3Banu 3a TbpceHe Ha MMyOJIMKaluy B
nepuona ot 1 suyapu 2017 1. 1o 31 tomu 2022 r. Te chabpIKaT u3uepnaTeTHU TaHHUA
3a TeKyIIMTE KIMHUYHU IPOYYBAHUS, PELIEH3UPAaHU OT NPO(HEeCHOHATMCTH HAYYHH
MyOJIMKaluy, aKTyaIHU HaCOKU U MPENOPHKU, U3aleHNU OT MEIUIIMHCKHU aCOLUAIlIH,
KaKTO U CUCTEMAaTUYHHTE Tperjieid Ha MyOIuKaIuuTe, U3BbPILIEHH C el
U3TOTBSIHETO Ha TE€3U MPEMOPBKU.

Heitnoctute 3a KIIIIII ca noxymentupanu B8 PMCFP-0027, pen. C.
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Tabéauua 5.3.-1: Pe3rome Ha Mpoy4YBaHeTO 32 KIMHUYHO MpPOCieasiBaHe clie]] MyCKaHeTo Ha Ma3apa

(KTIIII)
06 Hdara Ha
Hwme Ha Onucanue Ha - OCHOBKA N H3BECTHH 3aBbpIIBaHe/
IEeHHOCTTA EeHHOCTTA Len Ha feiinocrra OrpaHNYeHMs 32 IJIAHUPAH KPaeH
JACHHOCTTA
CpoK
[a ce crbepat
OT3UBH 32
YIOBJIETBOPEHOCTTA
AHKeTH 32 0T3UBH OT Ha KpaiiHuTe
KIIHEHTH MOTPEOUTENH 110
OTHOLICHUE Ha
e(eKTUBHOCTTA Ha
KOHKPETHHUS HPOAYKT,
Order ot AHKeTa OT 37IpaBeH 3a OlIaCCHUATA Ha
aHKeTaTa 33 crienuanuct/notpeburen | KPAHHHTE
KJIMHUYHO MOTPEOUTENH 110
IpocieasBaHe OTHOLLICHUC Ha PaBMep”bT Ha U3BajkKara €
cren 6e3omacHOCTTa U OTHOCHTEITHO MaJIbK 32 TPU 18 HoemBpu 2020 .
ITyCKAaHETO HA BB3MOKHHTE PHCKOBE | OT OLICHSBaHHTE
masapa — IPH M3II0JI3BaHe Ha MPOAYKTOBH CEPHH:
BOJa4n Argon KOHKPETHHS IIPOAYKT,
(N=36) 3a IIOCTHATA
Y/IOBJIETBOPEHOCT Ha
HNOTPEOUTENHNTE OT
HpOJyKTOBaTa
KaTeropus, 3a
npoduInTe HA
MOTpeOHuTEUTE U 32
HPEINOYUTAHUTE OT
TAX MOJI00HU
HPOJYKTH.
AHKETA AHKeTH 32 0T3UBH OT [la ce cpbepe
CPEJI KJINeHTH obpaTHa Bpb3Ka OT
KJIMEHTHU AHKeTa OT 37paBeH KIIMHULUCTH 3a ]_[eJ'ITa € 1a C€ JOCTUTHC
OTHOCHO crienpanuct/morpeduren | UCTHTE IO MHHUMYM 85%
CEPUSITA OTHOLIEHUE HA HpI/IeMHMBOCT/?OHO)KI/ITCHHH centemBpu 2019 1.
KIIMHUYHaTa OT3UBHU OT KPAUHHUTE
\I?VOO)]R/?(‘{EI/IIQ 0e30macHOCT U MOTPEOUTENN
(N=53) e(eKTHBHOCT Ha
Bomauute Worker.

Otuer oT aHKeTaTa — cepus Bogauu Worker

HeJ’ITa Ha Ta3u aHKeTa Oellre Ja ce C’B6Cpe 06paTHa BPB3Ka OT KIIMHUOUCTHU 3a HEJINUTE IO OTHOLICHUEC HAa
KJIMHUYHATA O0€30MMacHOCT U C(i)eKTI/IBHOCT Ha BOJAYUTEC Worker.

Amnkerata Oellre mpeI0cTaBeHa Ha XapTHEH HOCHUTE U OHJIAMH HA KPaMHUTE MOTPEOUTETH
(Jlekapu/KIMHHUIMCTH) HA MPOIyKTOBATa JIMHUS. M3CIen0BaTeICKUST TOIX0/ Oellle T0-CKOPO Ka4eCTBEH
(otrosopu ,,J1a/He®), 0TKOJIKOTO KOJUYECTBEH (HAaIIpUMeEp J1aO0paTOPHO U3MEPBaHEe Ha HHTEPECYBAIIUS
HU HapameThbp). Berpocure ¢ otrosop ,,Jla/He™ ca moaxoasiim, UMaiKy MPEABH OITPOCTEHHS XapaKTep
Ha TIOCTaBEHUTE 1eNi. AHKeTaTa chibpxarie 10 BbIIpoca, OTHACSINY CE 32 BCHYKH BapUAHTH Ha
Bogauute Worker. Argon Medical muranupaine 1a aHamu3upa JaHHUTE OT aHKETaTa, ClIe]] KaTo choepe
Hail-MaJIko 35 MOTBITHEHN aHKETH; MOTyYrXxa ce 00aue Mmopeye aHKETH, JAHHUTE OT KOUTO ChINO Osixa
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BKIIFOUeHH. KadecTBeHNTE aHAIM3M N3UCKBAT IIO-MalIbK pa3MEp Ha n3BaaKara, OTKOJIKOTO
KOJIMYCCTBCHUTC aHAINU3HU.

O0mo 53 aymu nmombiaHMXa aHkeTara. [locTurHar Oemre MUHUMYMBT OT 85%
MIPUEMJITUBOCT/TIOJIOKUTEIIHU OT3UBU OT KpailHUTE MOTPEOUTEIHN, C 3KIIIOUEHHUE Ha BHIIPOC Ne 3, KOWTO
cn0pa 81%, Thif kato criopex 6 oT magernuTte 33 OTroBopa I'bBKABHAT BPHX HA Bogada Amplatz He
OCHUTYpPsIBa aTpaBMaTHYHO HACOYBAHE B ChAOBETE. Te3u 6 0TroBOpa 0sXa JaJIcHU OT KIIMHUITUCTH OT Ha
Y chIllaTa OOJTHUIIA, TT030BaBaliKK C€ Ha €HO OIIAKBaHE OT MPOo0JIeM, TOKY-III0 Bb3HUKHAJ B OOJTHUIIATA.
He 06sixa mocoueH! HOBU PUCKOBE HJTU OMACCHHMS.

OT4eT OT aHKeTATa — BOAAYH

KoHnkpeTHHTE IpOIyKTOBY BapHaHTH Ha BOJAYNTE, BKIIFOUEHH B aHKeTaTa, ca Bentson, ¢ aBa kpad, ¢
MOJIBM)KHA CHPLIEBUHA, HEphXkIaecMa cTomana-pukcupana cypueuHa u PTFE-dukcupana cppueBuna.

Tosa Oerre aHkeTa 3a CaMOCTOSITETTHO MOMBJIBAHE OT KpaiHUs OTpeOUTEN, MPOBEICHA Ype3 XapTUEH
(hopMyJISp MM OHJIAWH UHTEPAKTUBEH (pOopMaT U ChIabpiKallia BBIIPOCH C OTIOBOpP ,,Jla/He*, kakTo u
BBIPOCH C OTTOBOP B CBOOOJICH TEKCT, CBBP3aHH ¢ O€30MaCHOCTTa HA MAIMEHTUTE, C KAYeCTBOTO Ha
MPOJYKTA, a CBIIO ¥ ¢ OTPeOUTEIICKHS TPOGUIT BB BPb3Ka C U3MOI3BAHETO HA JPYTU BOJAYH OT JPYTH
MPOU3BOAMTEIH. B 3aKiItoucHe, yUaCTHUIIMTE B aHKETaTa OsXa IIOMOJICHH J1a MPEIOCTABAT BCIKAKBU
JPYTH OT3UBH 32 OICHSIBAHUTE MPOIAYKTH.

AHKeTaTa 32 OT3MBH OT KIIMEHTH BKJIFOUBAIIIE TIET 00JacTH U Oellie pa3/ienieHa Ha TPH pasJiena:

e besonacHoCT 1 epeKTUBHOCT HA KOHKPETHUS POIYKT
e (OOma yJIoBIETBOPEHOCT U PO Ha MOTPEeOHUTEIs
e Uudopmanus 3a ydacTHUKA B aHKETaTa

B ankeTaTa 0s1Xa BKIIFOUEHH CIICIHUTEC o0nactu:

e besonacHocT 1 epeKTHBHOCT HAa KOHKPETHUsI IPOAYKT. Ta3u 061acT BKIFOUBa
MOKa3aTeJ M ¥ BBIIPOCH 32 KOHKPETHHS IPOJIYKT, KaTO HaIpUMep CIIOCOOHOCT 3a
NPUIBMKBAHE B M3BUTA aHATOMMSI, CIOCOOHOCT JIa TIpe/iaBa BbPTSI MOMEHT, I'bBKaBOCT,
MPOXOAUMOCT, TIOIBPIKA JIU BbBEXKIaHEe HA HHTECPBCHIIMOHAIHHU U3/ICIIHsI, TAKTHIIHA
obpaTHa Bpb3Ka.

o JlombiHUTENHN PUCKOBE 3a 0€30ITACHOCTTA Ha MAIlMEHTa, CBhP3aHU C yIoTpedaTa Ha
U3JETTUETO

e OOmia yI0BJIETBOPEHOCT OT KAYECTBOTO HA BOJAYHUTE

e (OOma epeKTUBHOCT HA MPOAYKTA

e [Ipodun Ha moTpeduTENs

IleneBara momymarus Ha aHKeTaTa 0sxa KpalfHUTE OTPEOUTENTH Ha BOJTAYUTE, & UMEHHO KIMHUITUCTH,
KOUTO U3BBPIIBAT ChOBU NPOLEAYPH, U3MOI3BANKY MO MPEIHAZHAYECHUE HIKOS OT CEPUUTE BOJIAYM.

Amnkerarta 3a KIMEHTH Oellle nu3nparcHa 10 BCUYKU KpaﬁHI/I HOTpC6I/ITeJ'II/I I10 CBCTA, B pa3jinuHun

MCIUIIMHCKN MHCTUTYIUU, YPC3 ThbProBCKAaTa MPCIKa Ha KOMITaHHATA, BKIITOYBAIlla ,[[I/ICTpI/I6y'TOpI/I u
AUPCKTHU TbPTrOBCKHU MPCACTABUTCIIN.
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06110 36 ankeTH O0sXa MOITBIHCHH OT KPaHM MOTPEOUTEIHN, KOWTO Ca M3IOJI3BAIH ITOHE STHA CePHs
Bomaun Mexay 10 cenrremBpu 2020 1. u 13 mHoemBpu 2020 1. Kpaitaure moTpedutenn Osxa
pamuoIoTHYHU TeXHUIH (n=60) u nekapu (n=30).

VYnotpebara Ha BoJauuTe M0 YYaCTHHULM B aHKETaTa € MoKa3aHa Mo-1oiy B Tadnuna 5.3.-2 . O6mo 30/36
(83,3%) ygacTHUIIM B aHKeTaTa ca U3IOJI3BAIIM €IWH TUII OT Bojxadute, 5/36 (13,9%) ca uzmomnssanu aBa

THTa OT Bojaunte, a 1/36 (2,8%) e n3mons3Ba BCHYKH TUTIOBE OT BOAAYHUTE.

Ta6auuna 5.3.-2: bpoii 1 TUN HA U3NM0JI3BaHUTE MPOAYKTH Argon

IIpousBoauTen Bpoii yuactHunu B ankerara (n=36) IIpouent (%)
Enue npomykr 30 83,3
Bentson 13 36,1
PTFE, ¢ukcupana cbpiesina — J Bpbx 11 30,6
PTFE, dukcupana cbpueBrHa — npaB Bpbx | 5 13,9
C nBa kpas 1 2,8
[lBa mpoxykra 5 13,9
Bentson, noBuxxHa chprieBUHA 1 2,8
Bentson, PTFE, ¢ukcupana cepueBnHa — J Bpbx 2 5,6
Bentson, HepBKx1aema ctomaHa, GUKCHpaHa 1 2,8
ChplLeBUHA — J BpBX

PTFE, ¢puxcupana cppriesuHa — J BppX; Hepbkaaema | 1 2,8
croMmaHa, PUKCHpaHa chpLeBHHa — J BPBX

U cenemre mpomykTa 1 2,8

[IponenTsT oTroBopuiu Oerre 100% 3a BCHYKK NTOKa3aTed, BB BCHYKU CEPUH, OCBEH 33 CITOCOOHOCTTA
3a MpHUIBIKBaHe B M3BUTA aHaTOMUS (89%) mpu cepusita Bentson. Pesynrartute oT aHKeTaTa 3a OT3UBH OT
KIIMEHTH TI0 MPOYKT ca npezcTaBeHu B Tadbnmma 5.3.-3.

Taéanna 5.3.-3: Pe3yaraTu ot aHkeTaTa 3a OT3UBH OT KJIMEHTH MO MPOAYKT

Tun Ha Bogaya | Bpoii I'bBKaBOCT CnocodHocr 3a | CnocobHocr aa | KonTpoa Ha TakTuiana IIpoxoaumoct
noTpednTeH NPUIBHKBAHE | MpeAaBa TBBPAOCTTA/ obpaTHa

B H3BHTA BbPTSII IrbBKaBOCTTa | BPB3Ka

aHATOMMS MOMEHT
Bentson 18 18 (100%) 16 (89%) Henpunoxumo | Hempunoskumo | Hempumoxxumo | Hemmpumosxumo
C nBa kpast 2 2 (100%) 2 (100%) 2 (100%) Hempunoxumo | Hempunoskimo | Hemprmoskimo
IoxBmwxHa 2 Henpunoxumo | Hemprmoskimo | 2 (100%) 2 (100%) Hempunoxnmo | Hemprmoxxinmo
ChpILIEBHHA
PTFE, 20 2 (100%) 2 (100%) 2 (100%) Hemnpunoxumo | Hempunoxxumo | Hemprnosxiumo
(ukcupana
chplieBuHa 1
Heppxnaema 3 3 (100%) 3 (100%) 3 (100%) Henpunoxumo | 3 (100%) 2 (100%)
CTOMaHa,
(ukcupana
ChpILIEBUHA 2

3abenexka: 1. Ot ankerupanute, 14 ca n3nomssamu Bogaun PTFE ¢ J Bpex, 5 — ¢ paB BpbX, a 1 — u aBara tumna. 2. Ot
aHKETHPAHUTE, 2 ca M3IM0I3BAIN BOJAYN OT HEPBKAAacMa CTOMaHa ¢ J BpbX, a | € u3moa3Bai BoJauy OT HEPBkKIaeMa CTOMaHa
KakTo ¢ J, Taka ¥ ¢ ipaB BpbX. 3. EAuH noTpeGuTen He € OTTOBOPMII HA TO3H BBIIPOC.
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OO6001IEeHNAT KITMHAYCH OITUT C BOJAYUTE € MpeacTaBeH B Tabiuua 5.3.-4.

Tabauua 5.3.-4: O61a y10BJI€TBOPEHOCT OT MPOAYKTA

Bnupoc bpoii yuacTHumn Ha He
B aHKeTaTa
JIOIBJTHUTEIHN PUCKOBE 32 35 1 (3%) 34 (97%)
Ge3omacHOCTTa
IIpnemnuBa mu e onakoBKaTa 36 36 (100%) 0
Ha MPOIYKTa
TIprueMIIMBO JH € ISUIOCTHOTO 36 36 (100%) 0
Ka4ecTBO
TIpuemiuBa Jiu € HsI0CTHATA 36 35 (97%) 1 (3%)
eexruBHOCT !
TIpoxykThbT ce moHacst 1o6pe ot | 28 28 (100%)
TalreHTa
TIpoxykThT mogbpiKa 35 34 (97%) 1 (3%)

BBBCXKAHE U pas3riojiarane Ha
HWHTCPBCHIIMOHAIHU U3JICIINS B
C¢bJI0oBaTa CUCTEMA 1

W3non3sare v Bogauu ot Apyr | 36 33 (92%) 3 (8%)
MPOU3BOIUTE

! Enun notpe6uren (Ne 001) e 0TroBOpHIL, Ye LAIOCTHATA e)EKTUBHOCT Ha NPOIYKTa HE € IPHEMIINBA H IPOAYKTHT He
MO/IbPIKA BBBEXK/IAHE U pa3IoNaraHe Ha HHTEPBEHIIMOHAIHY M3/IeUs B ChloBaTa cucTeMa. 3aberexkara U 3a JiBaTa BbIIPOCa B
aHKeTara € ,,cTe0JIOTO € TBBP/IE I'bBKABO 32 JIOCTAThYHA CIIOCOOHOCT 3a NPHUBMIKBAHE B M3BUTA AHATOMHUS .

OO61m10 35 yyacTHUIIM B aHKETaTa ca MOCOYMIIN, Ue HMa JIOIBIIHUTEIHNA PUCKOBE 32 0€30MacHOCTTa,
CBBp3aHH C yroTpedara Ha BOJauuTe, a | yYaCTHHK € TIOCOYMII, Y€ BHPXbT Ha Bojavya Bentson e
MIPEKAIICHO TBHPJT M MOXKE TI0 CIYYAHOCT J]a MPOOUe Ch, aKO MPH BHBEKIAHETO My OBbJIE MIPHIIOKEHA
npekoMmepHa cuiia. O6mro 28 (100%) ydacTHUIM B aHKETaTa ca IIOCOYHIIH, Y€ MPOJYKTUTE ca TIOHECEHH
no0pe OT BCUYKH ManueHTy. [[sS10cTHOTO KauecTBO Ha MPOAYKTa € pueMiInBo criopes Beudaku 36 (100%)
YYacCTHHLM B aHKETaTa, a €PEKTUBHOCTTA HAa MPOLYKTa e npueminsa cropea 35 (97%) ot 36-te
y4acTHUIH. TBBPICHUETO, Y€ BOAAYUTE MOAIBPKAT BbBEXKIaHE U pa3loarane Ha HMHTEPBEHIMOHATHH
M3JIENHS B ChIOBaTa cUcTeMa, Oeriie moakperneHo ot 34/36 (97%) ydactHunu B aHkeTaTa. Q0110 33
(91,7%) y4yacTHUIM B aHKeTaTa ca OTTOBOPHIIH, Ye U3MOI3BaT Bojaun ot Terumo (16/33 = 48,5%),
Boston Scientific (15/33 =45,5%), Merit (7/33 = 21,2%), Cook/Cook Medical (6/33 = 18,2%) u Abbott
(3/33 =9,1%).

06110 36 (100%) ygacTHHIIM B aHKETaTa ca JJOBOJHHU OT BOAAYHTE MO OTHOIICHHE Ha ISTIOCTHOTO
Ka4yecTBO, IOHOCUMOCTTA OT MALlMEHTHTE 1 OIIAKOBKAaTa Ha MPOAYKTA; U BCHUYKH, C M3KJIIOUCHUE Ha eJTUH
(97%), ca noBoJTHU OT LATIOCTHATA €(hEKTUBHOCT 1 6€30MaCHOCT Ha MPOAYKTA U OT TOBA, Y€ MOAABPKA
BBBEXK/IAHE U pa3loyiaraHe Ha MHTEPBEHIIMOHAHH U3/IeJHs B ChJjoBaTa cucreMa. He Gsixa mocoueHu
HOBH PHCKOBE WJIH OTIACCHUSI.

ATecTallMy U U3BJIeYEHH JAHHHU OT MNPUWIOKUMUTE KIIMHUYIHHU l'lyﬁ.]'l](ll(all](ll/l

[Ipu cucTeMaTHIHOTO THPCEHE Ha ITyOauKammu 3a Ta3u mbpBoHadasiHa MDR CER-001, pex. E 6sxa
OTKpUTH 00110 147 cTaTuu 3a pasriiexKAaHOTO U3/ICTHE, OT KOUTO 3 CTaTHH U3ITBIIHUXA KPUTSPUUTE 32
BKITIOYBaHe. Pe3toMe Ha KJIMHUYHUTE JaHHU OT 3-Te BKJIIOUCHU CTATHH € MPEIOCTABEHO MO-70TY.
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Crartusn 1. Teoh AYB, Serna C, Penas I, et al. Endoscopic ultrasound-guided gallbladder drainage
reduces adverse events compared with percutaneous cholecystostomy in patients who are unfit for
cholecystectomy. Endoscopy. 2017;49(2):130-138.1%

Mspenue/xonpurypanus

0,035” Bogau Amplatz (Argon Medical Devices, Inc.)

ITpuioskenue/mokasanue 3a ynorpeda

ACC (oCTBp KaJIKyJIO3€eH XOJICIUCTUT), IO IpeIHa3HAYCHUE

AHATOMHYHO MeCTOMNO/I0KEHHE

Krpaen mexyp

ATecTamus

D1A1P1R1IT1I01F1S1C1

Hugo Ha craTusita

1

Pasruexnano uzesine/KoH(pUrypanus Ha
pasriae:xkaaHoTo usaeaue (n)

0,035” Bogau Amplatz (Argon Medical Devices, Inc.) (n=59)

H3znenue Ha KOHKYpeHT/APYro usaenne (n)

HI

BpeMeTpaeHe Ha npocJiesiBaHETO HA
ueaure 3a CER

[TepunpouenypHo

eau 3a CER: be3onacHoct

VBpexaaHe Ha ThKaHU

0/59 (0%)

Tlepdopamnms/mpodus (Ha HeleTIeBH OPTaHH)

0/59 (0%)

Nndexuns

Cencuc: 1/59 (1,69%)

Wudexnus Ha nukounute neruma: 0/59 (0%)

Ileau 3a CER: EdexTusnoct

TexHuvecku ycnex

59/59 (100%)

VYenex Ha nporeaypara

56/59 (94,9%)

YcTaHOBEHH HOBH HEXKeJIAHH CHOUTHS HIH

He

HpOﬁJIeMPl C U3ACJTUETO

1 Orueren Bb3 OCHOBA Ha KIIMHUYHMS yCIeX. Bh3HUKHAIM ca 00ade yCI0KHEHHS eUH JEH CJIe] U3BBPIIBAHETO HA MPOLEAYypaTa
HJI — He ca noknaaBanu

Hen: Jla ce cpaBHE €HAOCKOTICKUSAT IPEHAX HA KIIBYEH MeXyp NoJl yaTpa3BykoB koHTpod (EGBD) ¢
MEepPKyTaHHATa XOJEIMCTOCTOMHIS KaToO PaANKAIIHO JISYEHUE 32 OCTHP XOJIEIUCTHUT IPY NAIMEeHTH, KOUTO
HE ca IOAXO/SIIY 33 Oleparysl.

HanuenTn u metoau: Mexay HoemBpH 2011 r. n aBryct 2014 r. B MHOTOIIEHTPOBO PETPOCIIEKTHBHO
npoyuBane cbe 118 manmentu, pasnpenenenn B rpyn 1:1, 59 manueHTH ¢ OCTHP XOJIEHUCTHT (MBXKE,
n=30; xenu, n=29) Ha cpeaHa Bb3pacT: §1,2 + 10,4 roanHu MpeMruHaxa MepKyTaHHa XOJICIUCTOCTOMUSL.
Pesynrarute 6s1xa cprocTaBeHH Ha 6a3a Bb3pacT, IOJI M OLIEHKa Ha AMEPUKaHCKOTO JIPY>KECTBO Ha
aHECTE3UOJI03UTE.

0,035-uruoB Bomau Amplatz (Argon Medical Devices Inc., CAILl) Gemie BbBeneH mpe3 uriara u
Ha/ICKTHO HABUT B JIyMEHA Ha JIIbUHUS MEXYD, cJiell KOeTO 0sixa U3BBPILICHN CEPUHU JUIaTalui Ha
Tpakrta. Ciie1 KaTo TPakThT Oelle JO0CTaThYHO TMUIIaTHpaH, HOAXOISIN IO pa3Mep APCHAKEH KaTeThp C
MUTTei Oele BbBECH B JIyMEHA Ha JKITBYHHUS MEXYp BbPXY BoJaua.
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[Ipu oTunTaHeTO HA Pe3yATaTUTE OsIXa B3ETH MPEABU/ MPOIICHTUTE HA TEXHUYCCKH U KIMHUYCH YCIEX,
MPOLICHTUTE HA HEXKEJIAHUTE ChOUTHUS, OOJIHUYHUTE TIPECTOU, OPOSAT HETIAaHUPAHH ITOCTHIIBAHUS B
0OJIHMIIA U CMBPTHOCTTA. TEXHUUECKUAT ycIieX Oere neynHUpaH KaTo yCIeIeH JOCThI U JPSHAX Ha
KITBYHHS MEXYP Upe3 BbBEXK/IaHE Ha JPCHAXHA TPh0a WK CTEHT ¢ He3a0aBHO JIpCHUPAaHE Ha JKIIbUuHATA
TeqHoCcT. KmnHudHUAT ycnex Oemne nerHUpaH KaTo mogo0peHne Ha KIIHMHUYHATE CHMIITOMHE U
HaMasieHrne Ha Opos Oer KPHBHU KJIETKH B PaMKHUTE Ha 5 THU CIle] MPoLeaypara.

Pesysrarn: Texauuecku ycrex Oele MOCTUTHAT MPY BCUYKH MALMEHTH, a KIMHUYEH ycreX — npu 56/59
(94,9%) naunentu. Hamame ciaydan Ha yBpexaaHe Ha TbKaHH, epdopanus/mpoduBane (Ha HELEIEBU
opranu), uH(peKIs Ha nuKouHuTe mbTuina. Exnn mamuent (1,69%) e momy4nn TeXbK CEIcuc, T0Be 10
ocTpa 0bOpedHa HeIOCTATHPUHOCT U CMBPT.

OO6maTa yecToTa Ha HeXKelIaHuTe chouTHs e 6mna 44/59 (74,6%). Hexxenmanu ce0utns no 30-ust neH ca
BB3HUKHaMH 1ipu 10/59 (16,9%) nauneHTy, a TeXKU HeXelaHU CbOUTHUS ca Ha0monaBanu npu 44/59
(74,6%) naumentu. Hennanupanu noctenBanus B OOJHHULA, CBBP3aHU C MHTEPBEHLMATA, ca
HaOmonaBanu npu 42/59 (71,2%) nauueHTy, peryIuBUpaI OCThP XOJICHUCTUT € Bb3HUKHAI TIpH 4/59
(6,8%) manueHTH, KaTo ChOTBETHO HE ca HAONIOIaBaHH HEeKeJIaHW CHbOUTHS TI0 BpEMe Ha MpoleLypara.

3akiaoueHue: ABTOpI/ITC CTUTaT O0 3aKJIIFOYCHUETO, Y€ TEXHUKATA Ha IIEPKyTaHHA XOJICUCTOCTOMMUS €

e(eKTUBEH METO/I 32 U3BBPIIBAHE HA JIPCHAX HA XKIIBUHUSA MEXYP NIPH MAI[UCHTH C OCTHP XOJIEIUCTHT,
KOWTO HE Ca MOAXO/ISIIN 32 ONeparusl.
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Crarus 2. Yip HK, Youssef AA, Chang WN, et al. Feasibility and safety of transradial arterial
approach for simultaneous right and left vertebral artery angiographic studies and stenting.
Cardiovasc Intervent Radiol. 2007;30(5):840-846'%

W3neaue/xoHpurypaunus Teduonos Bozau ¢ J Bpbx (Argon Medical Devices, Inc.)
IIpunoxenne/mokasanue 3a ynorpeda Beprebpanna anruorpadust 1 creHTHpaHe/aHrnorpadus Ha KapoTHIHATA

apTepHs IPU NALMEHTH ChC CTEHO3a Ha BepTeOpaliHa apTepHst/CTeH03a Ha
KapOTHAHATA apTepHs; [0 MPeJHA3HAYCHHE

AHATOMHYHO MeCTOI0JI0KeHNe Cp10Ba cucTeMa/epudepH apTepuu
Atecrauus D1A1P1RIT1I01F1S1C1

Huso Ha cratusita 1

Pasruexnano uzesine/KoH(pUrypanus Ha Tedmonos Bonau ¢ J Bppx (N=24 marueHTn)

pasriae:kaaHoTo usaeaue (n)

H3znenue Ha KOHKYpeHT/APYro usaenne (n) HJ

BpeMeTpaeHe Ha npociieAsiBaHETO HA [epunpoueaypHo
nesante 3a CER
Ieau 3a CER: be3onacHoct

Tlepdoparms Ha chaa 0/24 (0%)
PaskbCcBaHe Ha ChlA 0/24 (0%)
TpomOu/okiy3ust 0/24 (0%)

Leau 3a CER: EdexTunoct

TexHUYEeCKH yCrex 24/24 (100%)

VYcnex Ha mporeaypara 24/24 (100%)*

YcTaHOBEHN HOBH HeKeJIaHU CHOUTHSI WU He
HpOﬁJIeMPI C U3ACJTUETO

1 OTueTeH Bb3 OCHOBA HA TEXHHYECKUS ycnex. Br3uukaanu ca obaue YCJIOXHEHUA €AUH NC€H CJICA U3BBPIIBAHETO HA
mpoIieypara.

H/I — He ca noxmanaan

Heun: 3a mpoyuBaHe Ha 0€30MACHOCTTA M €(PEKTHBHOCTTA HA JIOCTHIIA TPe3 TPaHCpaIraiHaTa apTepus
(TRA) ¢ usnon3Bane Ha Bozenl kateTsp 6-F (¢pperu) Kimny 3a anruorpad)cko u3ciieiBaHe U CTCHTUPAHE
Ha JisicHata VA (BepreOpasiHa apTepus).

Ianuentn n meroau: ToBa € NPOCIIEKTUBHO MPOYYBaHEe, B KOETO Os1Xa BKIIIOUEHH 24 TOCIICA0BATEIHN
MalMeHTH ChC CTEHO3a Ha BepTeOpasiHaTa aprepus (VA)/cTeHo3a Ha KapOTUAHATA apTepHsi, KOUTO ca
peMuHaIi aHruorpadus Ha BepTeOpanHaTa U KapoTUAHATa apTepus, ocelBaHa OT CTeHTHpaHe Ha VA,
Mexay HoemBpu 2004 1. u nekemBpu 2006 r. I3X0o1HNTE XapaKTEPUCTUKH U CHITBTCTBALLIUTE
3a0oJsiBaHus Os1Xa, KaKTO Clie[[Ba CpeaHa Bh3pact: 68,7 = 9,5 ronunu, mexe: 22/24 (91,7%),
xunepronus: 21/24 (87,5%), 3axapen nuader: 11/24 (45,8%), nactosun mymay: 11/24 (45,8%),
npenumer nHPapkT Ha Muokapaa (MI): 3/24 (8,3%), npeautien npexojieH ucxemuder npuctsil (TIA):
10/24 (41,7%). 3a ToBa anruorpad)cko u3ciieaBaHe Ha BepreOpanHara aprepus (VA) Oeliie u3mo3BaHa
KOMOWHANMATa OT UIICHJIaTepalIeH TOCTHII M TEXHUKA 38 PETPOrpasHO pasmoiiaraHe, KOsITO BKIIOYBALIe
npuMKOB Bozew kateTsp 6-F Kimny 3aeqno ¢ 0,035-unuoBus Tednonos Bogau ¢ J Bppx (Argon Medical
Devices). 3a crenTupane Ha BepreOpanHara aprepust (VA) Oellie H3Mo3BaH UIICHIIaTepalieH JOCThII Ipe3
TpaHcpaguannata aprepus (TRA) nnum ¢ Bogem katersp Kimny, nim ¢ Bogem KaTeTsp B JisiBaTa
BBTPEITHA MaMapHa apTepus — MpHu 22 TMAIUEHTH, U ¢ TEXHUKATA 332 PETPOTPAITHO pas3IoiaraHe — mpu 2
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naruerT. CteHo3a > 50% B kapoTHIHATA, BepTeOpaHaTa WK IVIaBHATA HHTPaKpaHUAIHA apTepHs Ce
OTpeiesisl KaTo 3HaYrMMa OOCTPYKIIMS Ha TE3H ChJIOBE. Texkkara 00CTpyKIUs ce NeuHIpa KaTo
crenosa > 70%.

PesyaraTu: B moBeueTo citydau e W3noa3BaH AOCTHII npe3 JsgBaTa TRA. 3Haunma oOCTpyKIus Ha
KOpOHapHaTa apTepus ¢ Ouna ycranoBeHa rpu 83,3%, a 3HaurMa CTEeHO3a Ha eKCTPaKpaHHATHUTE
KapoTuaHu aptepun — pu 33,3% OT manueHTuTe B Mpoy4BaHEeTO. TeXHUUECKUSIT YCIIEX Ha MpolieyparTa
e otueteH kato 100% mpu BCUYKY MAlMEHTH, BKIIOUYUTEIHO CTEHTUpaHe Ha JisiBaTa VA npu 15 manueHnTtu
Y CTEHTHpaHe Ha JisicHaTa VA — nipu 9 manmeHTr. CBBp3aHU € MPOIeAypaTa HEBPOJIOTUIHH yCIIOKHEHUS
ca cpo0menu 3a 1 manuenrt (4,2%). He ca cpo011eHr ChI0BU UM PAHEBU YCJIOKHEHHUS, HUTO CBBbP3aHU C
MpolleAypaTa CMbPTHH CIyYaH.

3akiaoueHue: ABTOpPHUTE CTHTAT JI0 3aKIIFOYEHUETO, 4e MOocThIIbT mpe3 TRA kakTo 3a nepebpannu, Taka
Y 32 KOpOHApHU aHTHOTpad)CKH W3CIIeIBaHMs, U 32 CTeHTHpaHe Ha VA e Oe3omaceH u edektuBeH. M Moxe
Jla ce CUMTA 3a JIECEH U I0JIe3¢H KJIMHUYEH METO/ IIPY NalMeHTH, KOUTO HE ca MOAXOIAIIHN 32 (peMopasieH
apTepualleH JOCTBII.
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Cratus 3. Alqahtani S, Kandeel AY, Rolf T, Frederic G, Qanadli SD. Case report: an unusual
combined retrograde and antegrade transpedal subintimal recanalization of the infrainguinal
arteries. J Vasc Interv Radiol. 2012;23(10):1325-1329.1%

W3neaue/xoHpurypaunus

Hurunosnos Bogau POINTER (Angiotech Medical Device Technologies, Inc.)

IIpuaoxenue/nokazanue 3a ynorpeoda

KomOunmnpana peTporpazHa u aHTerpagHa TpaHCIeqanHa CyOMHTHMAaHA
pekaHamu3anus Ha MHQPaMHTBUHAIHY ChJIOBE [IOBBPXHOCTHA (heMopaHa
aptepus (SFA), mommTeanna aprepusi, THOHOIIEpOHEAJICH CTBOJ, IIepOHeaTHa
apTepus ]/kputiyHa ucxemust Ha kpaitaunure (CLI), mo npenHa3HayeHue

AHATOMHYHO MeCTOMNO/I0KEHHE

WHudpanHresuHanHu chI0BE [TOBbPXHOCTHA eMopanHa apTepus (SFA),
MOIINTEAHA apTepHsl, THOHOIIEpOHEealIeH CTBOJI, IEPOHEaIHa apTepHsi]

ATecTanmus

D1A1P1R1T201F1S2C1

Hugo Ha craTusita

1

Pasruexnano uzesine/KoH(pUrypanus Ha
pasrie:xaaHoTo usaeaue (n)

Hurtunonos Bogay POINTER (N=1 mauuenT)

H3znenue Ha KOHKYpeHT/APYro usaenne (n) HJ
BpemeTtpaene Ha npoc/ieasiBaHETO Ha [NepumnpouenypHo
nejure 3a CER

Ileau 3a CER: Be3onacHoct

Tlepdoparnms Ha chaa HA
PaskbcBane Ha chaa HJ
TpomO6u/oKTy3ust HA
Ileau 3a CER: EdexTusnoct

TexHuuecku ycnex 1/1*
VYcenex Ha npoueaypara 11
YcranoBeHn HOBH He:KelaHU chouTHs wian | He

HpOﬁJIeMPl C U3ACJTUETO

H/I — He ca noknansanu

* TpyaHOTO HampenBaHe Ha BoJayda ce AbJDKeNIe Ha O0muMpHa KaauduKays, BEIPEKH TOBa 0s1Xa H3BbpPUICHU OalOHHA
QHTMOIUIACTHKA M CTCHTUPAHE M KPBBHUAT TTOTOK Oellle Bb3CTaHOBEH.

Heu: Jla ce onuie HHOBaIIMOHHA TEXHUKA 32 PETPOrpaiHa peKaHann3aus Ha HHOPaUHTBUHATHUTE
apTepuun, 1O0pH KOrato HE MOTaT aa 6’I>,Z[aT HaMCpPCHU OTBOPCHU APTCPUHN HA WM IO HUBOTO Ha
KOJI1HHaTa CTaBa.

IManueHTH U MeTOAN: ABTOPHUTE ONMKMCBAT ClTydail Ha 66-TOMIIIEH MAUEHT OT MBXKH T10J1 C aHAaMHEe3a 3a
nualeT, HICXeMHYHA KapIMOMHUOIATHS U JisicHa Xemuruierus. [lanuerTsT e nman 3-mMecevna
He3a3/IpaBsiBallia s3Ba Ha TOPHATA MOBBPXHOCT Ha JISATOTO XOJHIIO, CBhp3aHa ¢ O0JIKa B JIEBUS KPaK B
rokoit ripe3 mocieauus 1 mecen. KT anruorpacdusrta e moka3ana mbJiHa OKITy3Us Ha TIOBBPXHOCTHATA
(heMopaJiHa, IoTUIMTEATHATA ¥ WH(pAONIUTEaTHATa apTePUH U KaluuIlpaHa CTeHO3a B JisiBaTa 001a
dhemopainna aprepus (CFA), mponsirkaBama B aptepusra profunda femoris. Enmaprepexkromusra ¢
AHTHMOIUIACTHKA C IJIACTUP Ha JisBarta obiina ¢pemopanna aprepust (CFA) u profunda femoris e Onna
HEYCIeIHa, TTOPaJi KOeTO € U3BbPIICHA aHTeTpaJHa peKaHaIM3aIlus, ChIo HeycnenHa. Hakpas e
M3BBPIICH PETPOTPajicH JOCTHII mpe3 nsiBara apTepus dorsalis pedis, B pe3ynTar OT KOETO € MOCTUTHATA
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pEeKaHANIM3AIMS HA HAITBJIHO 3alyIICHUTE TIpeHa THOUATHA, TIOTLTUTEeaTHa U IOBLPXHOCTHA (heMopaliHa
aprepuu cyOuHTHUMaIHO, 10 nocturaHe Ha CFA.

0,014-uryoBuaAT Bogay e 6un cmenen ¢ 0,018-uruos, 300-cm nutrHOMOB Bogau POINTER (Angiotech
Medical Device Technologies), KOlTO € 01T BbBEACH TPYJHO B HCTUHCKHUS JIyMEH Ha POKCHUMATHUS
TUOMONIEpOHEaIeH CTBOJI TOPaIn OOIIMPHA KaTuu(pUKaus B aprepusita. V3bpiieHa e aHTerpaana
0aJlOHHa aHTMOIUIACTHKA Ha IIEpOHeaTHaTa U THOMO-TIepoHeaIHaTa apTepry, IocjeIBaHa OT OaJoHHa
JIITaTaIUs Ha TIOTUIMTea THaTa ¥ MOBbpXHOCTHATa (heMopanna aprepust (SFA). 3abens3ana e oOmupHa
KanuUKaIUs, TOPaai KOSTO ca BbBEJCHHU JIBa CAaMOPA3IIMPSIBAIM Ce CTEHTa B MpokcuManHata SFA
(moBwpxHOCTHATA (heMopaHa apTepus) KbM TOpPHATA YacT Ha MOIUIUTEaTHATa apTEPHSL.

Pe3yaraTu: Konrpomnnara anruorpadus e mokasana pekaHanmsanus Ha SFA, momnmuTeanHaTa aprepus,
TUOMOTIEPOHEATIHHS CTBOJI U IIEPOHEATHATA apTePHUsi C Bb3CTAHOBSIBAHE HA NTOTOKA KbM CTHIIANOTO Ipe3
IIaHTapHATa apka. bonkara B TOKOH € M34e3Hasa BemHara cieq npouenypara. [lomoOpsBaneTo Ha
JUCTAJIHUS TTOTOK € JOKYMEHTHPAHO MPH yITPa3ByKOBUTE U3CIECABAHUA 32 IPOCIEIsIBAHE, U3BBPILICHU B
CBIIMS JICH U B AcHS ciel nporeaypata. Ha 10-us nqeH manueHThT € U3MKUCaH ¢ PEIenTa 3a aCIUpUH U
knonuaorpen. CeaeM ceIMUIIN clies IpoleaypaTa € HaOIloJaBaHo IMbJIHO U3JIeKyBaHe Ha si3Bata. [Ipu 6-
MECEYHOTO MOCEIICHUE 3a MPOCIIeAsIBaHe MAIUSHTHT € O 100pe, Oe3 HUKakBa 00JIKa B TIOKOHM MJTH HOBa
sI3Ba Ha CTHIIAJIOTO.

3axkunoueHue: ABTOpUTE CTUTAT JI0 3aKJIIOYEHUETO, Ye pu n30panute nauueHTn ¢ CLI (kputnuna
HCXEMUsI Ha KpaHHULIUTE), KOUTO UMAT OKIIy3HUsl HA BCHUKH MH(PAMIOIUINTEATHH apTEepUH U ca
BHCOKOPHCKOBH 32 OTIEpaIs WK MPH KOUTO MPEUILICH aHTETPaJIeH JIOCTHII € OUII HeyCIIeIIeH,
perporpaaHaTa CyOMHTUMAaIHA PeKaHAIN3aHsl HA XPOHUYHO OKITYAUPAHUTE WHPPAUHTBUHAIHN ChJOBE
4pe3 OCTHI Mpe3 okiryaupanara aprepus dorsalis pedis € Bb3MOXKEH U MOJIe3eH TOIXO0I.
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Pe3ioMe 0THOCHO 0€30MaCHOCTTA M KIMHHYHATA epekTUBHOCT (SSCP)
SSCP-0003: Bomauu
Pepaxmus: D

MecTononoxeHue Ha Argon: BCHUYKHU LICHTPOBE

Tabéauua 5.3.-5: Knacudukxanus, oueHka U aTecTalus Ha NyOTUKANMUTE 32 pa3rjiexIaHuTe uaeaus — nepudepHo cbI0BU

Crpaska s Ju3aiin Ha ATeCTallHOHHU KPUTEPHH 32 ATecTalMOHHU KPUTEPHH 32 U3TOYHNKA HA | HuBo Ha
NPOYYBaHETO | MPUIOJHOCT JaHHHUTE J10Ka3aTeJICTBEHOCT
Yipetal., Tedmonos D1 Al P1 R1 T2 o1 F1 S1 C1 1
2007128 BOza4 ¢ J BpBX
(Argon Medical IIpocnexTuBHO
Devices, Inc.) MpOyHBaHe
Tiuamersp: HoemBpu 2004
0’035 — T. 10 I€KEMBpU
Jbmxuna: 260 2006 .
cm
Algahtani et | Hurunonos D1 Al P1 R1 T2 o1 F1 S2 C1 1
al., 201210 BOJIAY
POINTER
(Angiotech
Medical Device T
Technologies)
KapTa
Juamersp:
0,018 nHUa
Hbimxuna: 300
cm
3abenexka: Bcuuky BpeMeBU TOUKY ca MEPUITPOLIETYPHU
Ta6mmnua 5.3.-6: Knacudukxanus, oeHKa d aTecTalUsi HA MyOJHKAIIMUATE 32 PA3TJIeKAAHNTE U3IEJIHSA — HECHIOBH
Cnpaska Hsicnme Ju3aiin Ha ATecTalMOHHU KPUTEPHUH 32 ATecTalMOHHU KPUTEPHH 32 H3TOYHMKA HA HugBo Ha
NMPOYYBAHETO | MPHUIOJIHOCT JaHHUTE J0KA3aTEJCTBEHOCT
Bomau Msuoromnentposo, | D1 Al P1 R1 T2 01 F1 S1 C1 1
Amplatz PETPOCIIEKTUBHO
(Argon MpOy4YBaHe C
Teohetal,, Medical rpymnu
2016 Devices)
HoemBpu 2011 r.
Huamersp: 1o asryct 2014
0,035 uHua | r.

3abenexxka: Bcuuky BpeMeBH TOUKH Ca IIEPUIPOLETYPHH
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Taoauna 5.3.-7: [IpoueHTHH pe3yaTaTH 3a 6e30nacHOCTTAa U e)eKTUBHOCTTA, MOJIYYeHH OT AaHAJIM32 HA MYOJUKANMHUTE 32 Pa3rJe;KIaHuTe

u3jieus — nepudepHo-cbA0BU

Pe3ioMe 0THOCHO 0€30MaCHOCTTA M KIMHHYHATA epekTUBHOCT (SSCP)
SSCP-0003: Bomauu
Pepaxmus: D

MecTononoxeHue Ha Argon: BCHUYKHU LICHTPOBE

KpuTepuute 3a npuemane (Jla/He)

BesonacHoct EdexTuBHocT
CnpaBka Lo T LIS ELGIE] TpomMou/okiy3ust TexHuYecKH ycnex Yenex na

chaa chaa npouenypara

n/N (%) n/N (%)

n/N (%) n/N (%) n/N (%)
Yip et al., 2007128 0/24 (0%) 0/24 (0%) 0/24 (0%) 24/24 (100%) 24/24 (100%)
Algahtani et al., 2012129 2 HJI HJI HJI 1/1 1/1
OO0 pe3yarar 0% 0% 0% 100% 100%
Kpurepumu 3a npuemane Ilo-maJiko ot 2,4% Ilo-maJko ot 2,9% Ilo-maJxko ot 1,9% IloBeue ot 81,8% IoBeue ot 83,3%
Beuuku HaGopy OT JaHHU OTTOBAPSAT HA Jla Jla Jla Jla Jla

2 [Ionexxe TOBa € KIMHUYHA KapTa, CTATHATA He Oellle B3eTa MPeBUA 3a OOIIUS pe3yiTar, Thil KaTo He aHaIM3UpaMe KIMHUYHY KapTy 3a IeTHTe Ha aHanu3a Ha o0mara

0e301acHOCT U €(pEeKTUBHOCT.

3abenexxka: Bcuuky BpeMeBH TOUYKH Ca IIEPUIPOLICTYPHH

H/I: He ca noknaaBanu.

Tadauua 5.3.-8: [IpoueHTHH pe3yaTaTH 3a 6€30MaCHOCTTA H e()eKTHBHOCTTA, MOJYUYEHH OT AHAJIN3a HA My0IMKANMKTE 32 Pa3riieKIaHuTe

H31eJIUS — HECHIOBH

be3omacHocT

EdexTuBHocT

Ileppopanust nim

KpuTepuuTe 3a npuemane ({a/He)

Crpasxa Z:]f::cp;l]ane Ha npoous Ha Henenesn | UHdpexnus TexHn4ecku ycnex Z;:;z;;fi)aTa
- opraHu n/N (%) n/N (%) s
n/N (%) n/N (%) n/N (%)
Teoh et al., 2016%% 0/59 (0%) 0/59 (0%) 1/59 (1,7%) 59/59 (100%) 59/59 (100%)
OO6u pe3yarar 0% 0% 1,7% 100% 100%
Kpurepuu 3a npuemane IMo-majxo ot 3,12% | IMo-manko ot 3,2% IMo-magxo ot 9,1% IMoBeue ot 77,1% IMoBeue ot 87,1%
Beuuku HaGOpH OT JaHHM OTTOBAPST Ha Jla Jla Jla Tla Tla

3abenexka: Bcuuky BpeMeBU TOUKY ca MEPUIIPOLIETYPHU
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3akaoueHus oT nperJjieaa Ha KIMHUYHUATE HyﬁJIPIKaIIPII/I

[Ipu ThpceHeTo Ha MyOIMKAKK 32 PasTeKAaHOTO U3EIHe, KOeTo 00XBaHa BCHUKH roauHu 1o 31 romu 2022 r., 6s1xa
OTKpHUTHU 00110 147 craTtum, cies nperiena Ha KOUTo 0sgxa BKIIO4YeHH 3 ctaTuu. [IBe oT Te3u 3 mpoyuBaHus Ogxa
CBBP3aHy ¢ epudepHara chaoBa cucremal?®1? a 1 Gemre B 061acTTa Ha HECHIOBHTE MOKa3aHMs 3a ynorpebda.t?’
OGaue eHO OT NPOYYBAHMATA, CBBP3aHH ¢ epuepHaTa chaoBa cucteMa,'? He Gerre B3eTO IpeIBH 3a 00K
pe3yaTar, Thil KaTo He aHATM3MpaMe KIMHUYHN KapTH 3a EeJUTe Ha aHallu3a Ha o0maTa 6e301acHOCT B epeKTHBHOCT.
He 0s1xa BKIIFOYE€HN CTaTUWTE, KOUTO Pa3TIeKIaT MIPIIOKEHUATA 32 KOpoHapHa cucreMa. [locouenn ca maHHUTE 3a
BCEKH OT BojaunuTe — TeIoHOB Bomad ¢ J BpbxX, HUTHHOIO0B Bojgad POINTER u Bomau Amplatz. B ananm3a Ha
Oe3omacHocTTa M e()eKTUBHOCTTA Ha 0a3a Ha HAyYHUTE MyOJUKAI[MK 0sSXa BKIIFOUSHH 00110 24 MaIMeHTH ¢ Te(hIOHOB
BOJay ¢ J BpBX, MpeHa3Ha4yeH 3a ynoTpeda npu BepTeOpaina anrnorpadus u creHTupane/anruorpadus Ha
KapoTHAHATa apTepus, 1 59 manuenTH ¢ Bogad Amplatz, mpenna3HadeH 3a yrnorpeda nmpu ACC (ocThp KaJIKyI03eH
X0JenucTuT). Pesyarature 3a eeKTUBHOCTTA M OE30MACHOCTTA C HAJTMYHUTE B MOMEHTA U3JIeHUs, TOJTYYCHH OT
TEKYyIUTE TO3HAHNS/Hal-ChBpEMEHHUTE pa3paboTKu B OpaHIlIa U OT Mperiie/ia Ha HayYHUTe MyOJIMKaIiH 32
M3JIeNHATa Ha KOHKYPEeHTHUTe, 051Xa U3IONI3BaHN, 3a J1a ce ehHUPAT KPUTSPUHTE 32 TIpueMaHe, U 0sxa CpaBHEHH C
MPOIIEHTHUTE, ChOOIIECHN B HAYYHUTE MyOIuKanii. AHATU3BT Ha [ENNUTe 32 0€30IaCHOCT IMOKa3a KOHCHCTEHTHH
KJIIMHUYHU PE3yITaTH C TeKYIIUTE MPOLIEHTH 3a KpUuTepuuTe 3a npuemane, cbe 100% TexHUUECKH U MpoLeaypeH
ycriex 0e3 MmosiBa Ha HeoYaKBaHU HexelaHu cbouTHs. Llenute 3a Ge3omacHOCT U e)eKTUBHOCT, OTYETEHU B pE3yTaT
OT aHAJIM3a HA OTKPUTHTE MyOJIMKAIAY 32 Pa3TISKIAHOTO U3LENNe, OTTOBAPAT Ha MIPEABAPUTEITHO AeQUHUPAHHUTE
KPUTEPHH 32 MPHEeMaHe, KOeTO NPEAIoiara, ye pa3riiexaaHuTe U3Iens PoIbIDKaBaT Jia ce CUMTaT 3a ,,CTaHAapT B
MEJIULIUHCKUTE TPHKU .
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5.4. O06001eHne 32 KIMHUYHATA e(eKTUBHOCT U 0€30MaCHOCT

Cepunte Bojauu ca ¢ JokazaHa 6€30MacHOCT U KIIMHUYHA €()EeKTUBHOCT, KaTO M3I0JI3BAT COJIUIHU
,Hah-cbBpeMeHHHU pa3paboTku‘ (SOA) ¢ kimmHUYHA HacOKH OT SOA, onpenessiy u3IeausaTa KaTo
,»CTaHJIapPT B MEIUIIMHCKUTE TPHKU", CbC CPABHUTEITHU MPOYYBAHUS U U3MUTBAHUS 32
OMOCHBMECTUMOCT, KOMTO MPEOCTaBAT JOKA3aTEJICTBA, Y€ CEPUUTE BOJIaYH Ca U3JIEIHS,
MpeACTaBISIBALIM ,,CTAHAAPT B MEAULHUHCKUTE Tprku*“. Cepuure BOAAUU C€ U3MOI3BAT KAaTO
CIIOMaraTe;iHu YCTPOMCTBA B YTBBPACHU MPOLEAYPH 32 ChI0BH (LIEHTpaIHu/epudepHu) u
HECH/I0BU IpUIIOKeHus. V3mon3BaHeTo Ha BOJauu M0 BpeMe Ha MpolielypaTta € TeKyIlo
MpUIAraHusT ,,CTaHIapT B MEAULMHCKUTE TPHkU ‘. CepurTe BOJIaYd UMAT TEXHUYECKHU
XapaKTePUCTHKHU, KOUTO ca OOIIH 3a BOJIAYHTE, U ca C JI0Ka3aHa KIIMHUYHA €(DEKTUBHOCT U
XapaKTEPUCTUKHU 3a 0€30MaCHOCT IIPH ChJI0OBA U HECHAOBA yroTpeda. iMa MHOXECTBO
KOH(UTYpaIK U Pa3IuKH B MAaTEPHAIIUTE, 32 JIa C€ OCUTYPST ClieU(PUIHUTE XapaKTePUCTHKH,
KOUTO C€ M3MUCKBAT 3a Te3W mpoueaypu. [Ipensua npocrorara u 3ama3BaHeTo Ha olmaTa
KOHCTPYKIIHAS HA BOJIAYHMTE, KAKTO U CXOJICTBOTO HA M3UCKBAHMSITA 32 €(PEKTUBHOCT B CXOTHHUTE
KJIIMHUYHU PUIOXKEHUS, CTAHIAPTUTE 32 U3MUTBAHUS C U3MUTATEIICH CTEH/ MOTaT J1a ce Ipujiarat
3a MHOKECTBO BOJauu B 00XBaTa Ha paszriexaanuTe. CienoBaTenHo, pe3yaTaTUTe OT
M3MUTBAHUATA C U3MHUTATENICH CTEH] MOTaT Jia MOTBBP/IAT XapaKTEPUCTHUKUTE 32 €(PEKTUBHOCT Ha
BOJIQYHTE OT TpyIaTa, 32 KOUTO CE MPUJIaraT €IHUA U CHIIH TEXHUYECKU U3UCKBAHUS UITH
n3UCKBaHus 32 epexkTuBHOCT. 1o Mo00eH HaYnH OLIEHKUTE 32 OMOCHBMECTUMOCT MOTaT Ja
MOTBBP/IAT XapaKTEPUCTUKHUTE HA BOJAYUTE, KOUTO Ca U3PA0OTEHH OT €JHU M CHIIM MAaTepUaIu U
C€ M3MO0JI3BaT B CXOJAHU MPUJIOKEHHUSI, HATIPUMEDP ChJIOBH.

B 3axnrouenue, Oele 10Ka3aHo, y€ BOJIAYUTE ca U3ENUs, YTBbPACHU KaTo ,,CTaHAapT B
MEIHUIIMHCKUTE TPIKU ™, ChC CXOACTBA MEXAY TSIX, KOUTO HE OKa3BaT BIUSHHE BHPXY
0e30macHOCTTa WK e(DEKTUBHOCTTA HA U3/IEIHATA.

OneHkara Ha CbOTHOILIEHHETO IMOJI3H-PUCKOBE

[Ton3ute u puckoBere ot Bogauute ca oocwaeran B CER-001, pen. E. beme o6exTnBHO 10Ka3aHO,
4ye KIMHUYHUTE JAaHHU 32 pas3TIeKIaHUTe U3IeIHs TOKa3BaT, 4e T€3U U3JIeNHsl ca Oe30MacHU U
MOCTHUTAT LIeJIUTE MO NpeJHA3HAYCHHE, KOTAaTO CE€ U3MO0JI3BAT B ChOTBETCTBUE C MHCTPYKIIUUTE 32
ynotpeba, clieoBaTeIHO MPOIBIKABAT J1a CE CUUTAT 34 ,,CTAaHAApT B MEAUIIMHCKUTE TPUKHU U 32
M3KJIIIOYUTETHO BaKHU 3a MOJIIOMAaraHe Ha KaTeThbPHUTE U3/EIINs 110 BpEME Ha IUArHOCTUYHU U
WHTEPBEHLIMOHHU MPOLIETYPH.

B®3 ocHOBa Ha mpersena Ha TEKYIUTE TO3HAHUS/Hai-chbBpeMeHHHUTE pa3paboTku (SOA),

napaMeTpuTe 3a KIMHUYHUTE PE3YJITAaTH, MPUIOKUMH 32 MPErJie/ia Ha KIMHNYHATa 0€30MacHOCT U
e(eKTUBHOCT Ha CEPUHTE BOJIAYH, ca IPEIOCTaBeHH B Tabiuna 5.4.-1 u Tabnuma 5.4.-2 mo-gomy.
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Pe3ioMe 0THOCHO 0€30MACHOCTTA M KIMHHYHATA epekTUBHOCT (SSCP)

SSCP-0003: Bomgauu
Penmakums: D

MecromnoioxeHue Ha Argon: BCHUYKHU LICHTPOBE

Taouauna 5.4.-1: Ilesid OTHOCHO 0€30MACHOCTTA U €(DEKTUBHOCTTA HA CEpUMTE BOJAYM,
U3BJI€YEHH OT M3TOYHUIIUTE HA KIMHUYHY JAHHU — Nepu(epHH CHAOBH

% crnope KITHHUIHUTE

% criope KpUTEPUHTE 32
MpHEMaHe IO OTHOIIECHUE Ha

OTI‘OBa‘pHT JIM BCUYKHU

Pesynrat IyOJIMKaNUK 32 Pa3riIekIaHOTO 6630MACHOCTTA 1 Ha0OpH OT JTaHHU Ha ,
u3zenme KPHUTEPUUTE 32 IIpHeMaHe’
e(eKTHBHOCTTA
besonacHocT
Iepdopanus Ha cbaa 0% Ilo-manko ot 2,4% Ja
PaskbcBaHe Ha cbaa 0% Ilo-magxo ot 2,9% Ja
Tpomou/oxay3ust 0% IMo-manko ot 1,9% Ja
EdekruHoct
TexHnuecku ycmex 100% IToseue ot 81,8% Ja
Ycnex Ha mpoueaypara 100% IToBeue ot 83,3% Ja

3abenexka: Bcuuky BpeMeBH TOYKH ca MEPUIIPOLEAYPHU

Taboauua 5.4.-2: Ileau 0THOCHO 0e30MacCHOCTTA U e(PeKTUBHOCTTA HA CEPUMTE BOIAYM, U3BJIE€YEHH OT
H3TOYHMIIUTE HA KJIMHUYHHU JaHHU — HECHIOBH

o,
CIIOpEl KPUTSPUUTE 32
% crope] KITINHUYHUTE Vv CLOFER] SpETi OTroBapsT JId BCHYKH HAOOpH
MPUEMaHe M0 OTHOIICHUE Ha
Pesynrar Iy OJIMKAIIIH 33 PA3IIIEkKIAHOTO OT JaHHU Ha KPUTEPHUTE 3a
0e30MacHOCTTa U S
171631 (0143 npueMane’
e(heKTHBHOCTTA
bezonacHocT
VYBpexaane Ha
P 0% IMo-manko ot 3,12% Ha
TbKaHH
IMepdopauus niau IMo-manko ot 3,2%
npoouB HA 0% Ja
HeleJeBH OPraHu
HNudexuus 1,7% ITo-maaxo ot 9,1% Ja
EdexTuBHOCT
TexHUUYECKH ycmex 100% Ioseuye ot 77,1% Ja
Ycnex na MoBeue ot 87,1%
100% ' Ja
npoueaypara

3abenexka: Bcuuky BpeMeBH TOYKH ca MEPUIIPOLIETYPHU

Karo u3nenus, nmpencrasisBaiy ,,cCTAaHAAPT B METUITMHCKUTE TPHKH , IO-HUCKO HUBO Ha KIMHHYHA
JIOKa3aTeJICTBEHOCT 32 CEPUUTE BOJIaYM MOXKE Jla Ce TIpUeMe 3a JIOCTAThYHO 32 MMOTBBPIKIaBaHEe Ha
cboTBeTcTBHETO C nprioxuMuTe GSPR (OO0 m3uckBanus 3a 6e30nmacHoCT U eeKTUBHOCT). KITMHUYHNTE
JaHHH 0s1Xa JOMBIIHUTEITHO OIICHEHH, 3a JIa CE MPEI0CTaBAT JOCTAThYHO KIMHHYHH JIOKA3aTEJICTBA 32
cpotBeTcTBUEeTO ¢ GSPR, ¢ onenka cerimacao MDCG 2020-6. Tabnwma 5.4.-3 0600maBa kinacuduxanusra
Ha BCEKU Ha0Op OT JaHHHU.

KinuudHuTE 10KA3aTeNICTBa, MOTBBPKAaBaIM 0€301acCHOCTTa U e(DeKTHBHOCTTA Ha u3aeausaTa oT kiac 11
(cepunte BoauM), BKIOYBAT HAYyYHUTE MyOnuKauu (HUBO 4 u 6), nanHu ot npoaktuHoTo HIIII
(mabmomeHre cien myckaHne Ha nasapa, PMS) — naaam 0T aHKeTH cpell KITMEHTH (HUBO 8), TaHHU OT
OTUTaKBaHWATA (HUBO 7) M M3MHUTBAHUATA C M3NMUTaTeNeH cTeH ] (HuBO 12). Te oTroBapsT Ha mpernopbsKaTa 3a
MpEeAOCTaBsIHE HAa JOCTAThYHO KIIMHUYHU JI0KA3aTENICTBA 3a u3aenusara ot knac III.

CJ'ICZ[OBEITCHHO, nMa 10CTaTb4HO Ha60pI/I OT JaHHU, MOTBbPKAAaBaIIN 0e30IMacHOCTTa U eq)CKTI/IBHOCTTa Ha

CCPUUTEC BOAAYU KATO U3ACIHA, KOUTO Ca ,,CTAHAAPT B MCAUIITUHCKHUTC I‘pI/I)KI/I“.
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Pe3ioMe 0THOCHO 0€30MACHOCTTA M KIMHHYHATA epekTUBHOCT (SSCP)
SSCP-0003: Bomauu

Pepaxmus: D

MecTononoxeHue Ha Argon: BCHUYKHU LICHTPOBE

A

MEDICAL DEVICES

Tab6umnna 5.4.-3: KnuauyHu foKa3aTesIcCTBa B MOJKpena HA cepuuTe BOAA4YH

M3TOYHKK HA JaHHU Wz nenne/6poit Huso no MDCG 2020-6
Haii-cbBpeMeHHM pa3padoTKu OueHka Ha ,,Hali-CbBpeMeHHHMTe pa3padoTKu®,
BKJIIOYUHMTEJHO OI€HKA HA KJIMHUYHHUTE JAHHH 32 6
HM31eJIUSITA HA KOHKYPEHTH
Jannu ot mpoakTuBHoTo HIIIT 8
(PMS) — xauim ot ankers cpen IpoaykTroBa cepust Bonaun Worker — 33 ankern
Bomauu Worker — 53 ankern
KJIHEHTH
IIy6nuxyBanu craTum (n=2) 4
Pe3yaTaTu oT npoyuBaHus C
Bb3MOKHH HEJJOCTATHIU B
METO0JIOTUSITA, BHIIPEKU KOETO TedsioHoB Boaau ¢ J BpbX, 24 nanneHTu
JAHHUTE MOrarT aa 0baaT Boaay Amplatz, 59 nanuenTu
KOJHYECTBEHO OMpeie/IeHH H
NPHEeMJIMBOCTTA J1a Oble
000CHOBaHA
y6auxyBanu cratum (n=1) 9
Koaunmann kapru na oraennn Hutunoaos Bogay POINTER, 1 nanueHTt
NMalUEeHTH ¢ JaHHH 32
pa3riekIaHoOTO u3eane
Bonauu — 1 406 760 onsiakBanus 7
Boaaun Worker — 142 514 oniakBanust
JaHHH OT OILIAKBAHMATA M JAHHH Boaaum ot Hepbikaaema cromana Lunderquist, 7
OT KOHTPOJI2 HA 0€30MACHOCTTA Bogaun WORKER, HUTHH0JI0BH BOJIaYH
POINTER, Bogaum 3a nocton — 46 108
OILIAKBAHMS
12
MexaHM4YHO U3NMUTBAaHE 32 3IPABUHA U
HN3nuTBaHUs ¢ M3MUTATEJIEH CTEH]T M3APBKIJIMBOCT, OHOJIOTHYHA §€30MACHOCT U
H3I0JI3BAEMOCT

AHAJIM3 HA KIHMHUYHHUTE M0JI3H/eeKTHBHOCTTA

Knnanaaure moisu O6XBaHIaT BCHUYKHU TBBPACHUA OTHOCHO PE3YJITATUTE 3a KIIMHUYHATa 0e30I1acHOCT U

e(l)eKTI/IBHOCT Y BKJIIOYBAT CIIOCOOHOCTTA HA CCPUUTEC BOJAAYM A U3I'BIHABAT TBBPAAHOTO OT IIPOU3BOAUTCIIA

npeaHa3sHa4YCHUC. Karo xnuanuna 11oJ13a, pasraCKJaHUuTeC U3ACIINA MOTaT Ja OCUTYPAT NCPKYTAHHO
BBBCKAAHE HA BbTPECHA0BU U HECHAOBU U3IACIINA 110 BpEME HAa TUAIrHOCTUYHU U UHTCPBCHIMOHHU
npoucaypu. CJ'ICZ[OBaTeJ'IHO, KIIMHUYHUTC IIOJI3NU OT CCPUUTEC BOAAYHU Ca 000CHOBaAHU BH3 OCHOBA HA
0OCKTHUBHUTE J0Ka3aTeJICTBA OT OLCHCHUTC JaHHU — KIIMHUYHW, HCKIIMHUYHU HUJIX U JIBaTa BHUJA.

AHaJIN3 HA KIIMHUYHATE PUCKOBE U 0e30MacHOCTTA

[Iponienmypara 3a ympaBjieHHE Ha PUCKa Ce TpUjara B ChOTBETCTBHE C TpoIeAypaTa, onpeneicHa B CAQ-
QA-013. YmpasieHue Ha pucKka B ChoTBeTCTBHUE ¢ MpuHIMIUTE Ha [ISO14971: 2019 MeauImHCK U3 ISHsL.

HpHnaraHe Ha YIPaBJICHUCTO HA PUCKA TPU MCAULIUHCKU U3ICITUA

CepI/II/ITe BOJa4u Ca NpEeMHUHAJIU MPETJIC 3a PUCKOBETE, KAKTO U aHAJIM3 Ha BUAOBETC OTKA3U U
IOCICACTBHUATA OT TAX (FMEA) W/ aHaM3 Ha oracHocTuTe. OTUYETUTE OT OIICHKAaTa Ha pUCKa CC

MIperyICKAAT Mpe3 ONMPECACICHU MHTCPBAJIU OT BpEME U CC aKTyaJIM3UPAT Bb3 OCHOBA HAa JAHHUTC OT HAyUYHU

HY6J'II/IK3L[I/II/I 1 Ha OIUTIaKBAaHUATA OT ThPrOBIU.
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MEDICAL DEVICES

5.5. Tekymo Wi NJIAHUPAHO KJIMHUYHO NPoc/ieAsiBaHe cJie] MyCKAHeTO Ha nma3apa.

KakTo e noxymenTrpano B ruiana 3a npoakrusao HIIIT (HaGironenue cien myckane Ha masapa, PMS)
(PMSP-0008), KIIIIIT (kauHAYHOTO MpOCieasBaHe e myckaHeTo Ha masapa, PMCF) e kito4oBo
noamuokectBo Ha HIIIT m TpsiOBa na mma cBoii coOcTBeH IuiaH 3a ynpasienue (PMCFP-0027).
OcHoBHuTe 1enu Ha Te3u miaHoBe 3a KIIIIII ca na ce ompenenst METOOMTE W MPOLEIYPUTE 3a
MPOAaKTUBHO ChOMpaHe H OICHSABAaHE HAa KJIMHWYHU JAaHHU, JOKa3Balll OE30MacHOCTTa W
e(eKTUBHOCTTA HA CEPUUTE BOJIayH, U HEIIPEKBCHATO JIa ce TpyHaT 3HaHUsI 3a YIIoTpedara, CBbp3aHH
c:
. NOTBbpK/IaBaHe Ha Oe30macHOCTTa M €(dEeKTUBHOCTTA MO BpeMe Ha IENHs OYaKBaH
JKUBOT HA CEPUUTE BOJAYM Upe3 OCUTYpsIBAaHE HA CHOTBETCTBUE Ha m3aenuero ¢ GSPR
(OO6mm u3ncKBaHus 3a 6€30MaCHOCT U €(h)eKTUBHOCT)

. HEM3BECTHHU J0CETa CTPAHUYHH €(PEKTH
. CTpaHUYHU €(DEeKTU U IPOTHUBOIIOKA3AHUS
. HOBH WJIM HEOYAKBAaHO Bb3HUKBAILM PUCKOBE, 0a31paHy Ha (PaKTHUECKU JI0KA3aTEeICTBA.

Argon 111e U3BBPIIBA CICAHUTE ACHHOCTH CJIE] IYCKAHETO Ha Ta3apa, BKIIOYUTEIHO OOIH M CHeUPUIHA
METOIU/TIpoLieTypH, 3a BojauuTe oT kiac III. B Tabnunara mo-gomy ca 060011eHN pa3nuyHUTe IeHHOCTH 3a
KIIIII, npenBuaeHn OT MPOU3BOAUTEINS:

O06ocHOBKA U U3BECTHH
N Onucanue Ha N
Hefinoct Ne . Len Ha neiinocTTa OrpaHHYeHus 3a I'padux
AelHOCTTA N
AeiHOCTTa
e Jla ce noTBbpaU
Oe3omacHocTTa U
e(eKTUBHOCTTA Ha
pasriiexIaHuTe
V3T ITo3BossiBa J1a ce HanpaBu
OIIEHKa Ha MHPOpMaIHITa
e Jla ce rapanTupa
3a HACTOALIMTE NOSHAHUA | 10 o
O6ua: TIners HOCTOsIHHA 1 Hali-ChBPEMECHHHTE HbeLen B
ta. Liperiea IIPUEMJIMBOCT Ha pagpa60TKH' peren
1 Ha HAy4HU paMKHUTE Ha
CBHOTHOLIEHUETO OrpanunyeHus:
My OJTKaIN KOIMHHYHATE TAHHH ca KaJICHJlapHaTa
IOJI3U-PUCKOBE. N FONMHA.
e Jla ce ycraHOBU p A
MyONMUKyBaHHUTE JTAHHU B
BB3MOXKHO
Hay4YHUTE CTATHH
HEIPaBHITHO
M3TI0I3BaHE WITH
U3II0JI3BaHE HE T10
MpeIHa3HaYCHHE
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Pe3ioMe 0THOCHO 0€30MACHOCTTA M KIMHHYHATA epekTUBHOCT (SSCP)

SSCP-0003: Bomgauu
Penmakums: D

MecromnoioxeHue Ha Argon: BCHUYKHU LICHTPOBE

O060cHOBKA U U3BECTHH
N Onucanue Ha .
HeitnocT Ne . e Ha neiiHocTTA OrpaHUYeHus 3a I'padux
AeiiHOCTTA .
AeiiHOCTTA
Benuku omnakBanus,
e /[la ce moTBbpaH CBBP3aHH C MyCHATHTE Ha
0e30macHOCTTa Ha nasapa IpoJayKTH, ce
MEIUIIMHCKOTO BBBCXKJAT B HallIaTa
M3LeIIHe cucTeMa 3a yrpaBlicHHE
Ha kadecTBoTO (QMS) oT
e Jla ce OTKpUAT
KIIMHUYHUTE [TOTPEOUTEH
Obua: HEU3BCCTHH flocera w/umn ot guctpubytopute | [omumien
' CTPAHWYHH SpeKTH Ha BBIIPOCHHUTE U3ACITUSI. mperjiesn B
Tengenuuu u
2 AHATIS Ha (cBBp3anu c Orpannuenus: bes na paMKuTe Ha
3HaeM 00eMuTe Ha KaJeHAapHaTa
OTIJIAKBaHUSTA TIPOLCIAYPHTE HIlH C Aap
MEIHIMHCKATE MPOJaKOUTE HAa TIOJOOHN | TOIWHA.
U3JETIHsI, MOXeE Ja €
W3IETIHs) A ’ A
M TPYAHO J]a CPaBHUM
o
OHMTOPHHT Ha YECTOTUTE HA Bh3HUKBAHE
YCTaHOBCHHUTC Ha HEXEJIAHUTE ChOUTHS,
CTPaHMYHH €PEKTH U | HO MOYKEM J]a CPABHUM
HPOTUBONIOKA3AHMS 00mus Opoi U BUIOBETE
HE)KEJIAHU ChOUTHSL.
Crenuguyna: e Jla ce nOTBBPAM Habronatenno IIpoyuBanero
IIpoyuBane 3a Ge30MacHOCTTa 1 IpOy4BaHe, e 6b1e
KITHHUYIHO eheKTHBHOCTTA MpeHa3HaYeHO Ja chOepe | MPOBEJCHO B
NpOoCIe/IIBaHe KOJIMYCCTBCHHU JIAHHU 32 paMKHUTe Ha
e OrtkpuBaHe Ha
CJIe]] ITyCKaHETO e(eKTHBHOCTTA Ha nepuoja Ha
Ha Tasapa HEU3BCCTHH Jl0Ccera pasriuexIaHuTe u3fenus | ceprudukanus
(KTIIIIT), CTpaHWYHH €PEKTH M | 33 BCSKO MOKAa3aHHUE 32 Ha U3JIEIusITA,
HEJISIO J1a ce MOHHMTOPHHT Ha yrnoTpeoa. bi (0]

3 CL6€paT peajinu YCTaHOBEHUTE OrpaHquHHSI: ITIOAHOBABAHETO
JTaHHU 3a CTPAHIIHI eDeKTH H KauecTtBoTo 1 (2023 — 2028
M3I0JI3BAaHETO HAJIMYHOCTTA HA JAaHHHUTE | T.).

MPOTHBOIIOKA3aHUSI
Ha BOJIaYH B
KOpOHapHaTa
cucrema,
nepudepHara
ChJIOBA CHCTEMA
U 32 HECHJIOBU
TPUIOKEHUSI.

6. Bb3MOKHM IMATHOCTHYHY WJIH TePANEeBTHYHH AJITEPHATHBHU
AnTepHaTHBaTa Ha U3MOJI3BAHETO HA BOJAYM € TPAJIMLIMOHHATAa OTBOPEHA XUPYPrUs U MOCTaBSIHETO

Ha KaTCTpU Ha CJIAIO. ITossBaTa Ha MCOUILIMHCKUA BOAA4Y obaue HaIlpaBu Bb3MOKHO IPCHU3HOTO

BBBEK/IaHE HA TEPATICBTUYHOTO M3JIEIIHE MIIM JOCTHII JI0 LIEJICBUTE JIC3HH, HAMAII MEAUIIMTHCKUTE
pas3xoau u nogoopu eheKTUBHOCTTA Ha JIeYeHHnEeTo. BomaunTe ce BbBEKAAT Hail-no0pe, KoraTo ce

BBBEXKAAT M0 (DIIyOPOCKONCKHA KOHTPOI.
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Pe3ioMe 0THOCHO 0€30MACHOCTTA M KIMHHYHATA epekTUBHOCT (SSCP)
SSCP-0003: Bomauu

Pepaxmus: D

MecTononoxeHue Ha Argon: BCHUYKHU LICHTPOBE

7. IlpenopbunTesieH MPopu U odydeHHe 32 MOTPeOUTETUTE

Te3n u3aenus ca npeaHa3HauCHU 3a U3I0J3BAHE OT OGy‘ICH MCIUIIMHCKHU IIEPCOHAT B KIIMHUYHA

cpena.

8. XapMOHU3UMpPAHM CTAHIAPTH/00IIM cienUPUKALMHI

Cnasen ot Argon,
AaTa/Bepcus

3ar;iiaBue Ha CTaHIApPTAa

ETnxkerupane

BS EN 1SO 15223-
1:2021

Menuuuncku u3aenusa. O3HaueHus1, U3MO0I3BAHU B €TUKETUTE, IPU €TUKETHPAHE U B
npenocTaBsiHaTa HHpOpMaIus 3a MeIUIUHCKY u3aeaus. Yacr 1: OOy u3ucKBaHusl.

EN 1SO 20417:2021

Terminology, Symbols and Information Provided with Medical Devices:
Information Supplied by the Manufacturer with Medical Devices (Tepmunonorus,
CUMBOJIM ¥ HH(OpMAITUs, MPEAOCTABsIHA ¢ MEAMIMHCKUTE u3aenus: Mudopmanus,
MIPEIOCTAaBSIHA OT TIPOU3BOIUTENS C METUIIMHCKUTE W3/ICTIHS)

O01M CTAHAAPTH — CTEPUIH3HPAaHE

BS EN ISO
11070:2014/A1:2018

CTepHITHA MHTPABEHO3HN MHTPOIIOCEPH, TUIATATOPH 1 BOJEIIH COHIM 32
€JHOKpaTHa ynoTpeda

ISO 10555-1:2013

WuTpaBackymnapau karetpu. CTEpHITHN KaTeTpH 3a eHOKpaTHa ynoTpeda. Yacr 1:
OO0111 N3UCKBAHUSA

BS EN 556-1:2001

Crepunmu3zaiys Ha MEIUITMHCKY U3enus. M3uckBaHus 3a METUITMHCKH U3IETHS, 3
na uM 0b1e nocraseno o3Hauenue "CTEPUJIHO". M3uckBaHus 3a OKOHYATEIHO
CTEPUIIM3UPAHU MEIUITUHCKH U3CTIHSI

BS EN 1422:2014

CTepI/IJ'II/ISaTOPI/I 3a MCAUIIMHCKH IICJIN. CTepI/IJ'II/ISaTOPI/I C €CTHJICHOB OKCH .
W3uckBanus u MCETOJH 3a U3IIMTBAHC

EN ISO 11135:2019

Crepuiu3saiiys Ha MPOYKTH 3a 3[ipaBeona3BaneTo. Etunenos okcun. Yacr 1:
Wsuckanus 3a pa3paboTBaHe, BATMAUPAHE U PEJOBEH KOHTPOJ Ha Mpoleca Ha
CTEpUJIM3AIIMS 32 MEIUIIMHCKH U3]ICITHSI

AAMI TIR28:2016

Product Adoption and Process Equivalence for Ethylene Oxide Sterilization
(HpHeMaHe Ha IPOAYKTA U CKBUBAJICHTHOCT Ha IPOLICCa HAa CTECPpUIIN3allUsd C
CTHUJICHOB OKCI/I,I[)

EN ISO 14644- UwucTn ctam 1 CBBp3aHaTa C TSX KOHTPOJIUpPaHa OKoIHA cpena. Yacr 1:

1:2015 Kiacugukaiius Ha yMCTOTaTa Ha Bb31yXa B 3aBUCUMOCT OT KOHIICHTpAIIUATa Ha
YACTHIIUTE

EN 1SO 14644- UYuctu cTan U cBbp3aHaTa ¢ TSIX KOHTpOJIMpaHa okoiHa cpena. Yact 2: MOHUTOPUHT

2:2015 3a MMOAIbPIKAHE HA CKCIUIOATAIMOHHUTE XapaKTEPUCTHKH Ha YMCTUTE CTaH,

CBBpP3aHU C YUCTOTAaTa Ha Bb3AyXa B 3aBUCUMOCT OT KOHIICHTPaUATa Ha YaCTUIIUTE

BS EN 1SO 11737-
1:2018

Crepunuzanysi Ha IPOAYKTH 3a 3/[paBeorna3BaneTo. MUKpOOHOIOTHYHA METO/IH.
Yacr 1: OnpenensHe Ha MOMyJIalKATa OT MUKPOOPTAHU3MH B IPOAYKTUTE

BS EN ISO 10993-
7:2022

buonornuano peucHABAaHC HA MEIUITUHCKHA U3ICIINA. OCTaTLHI/I OT €TUJICHOB OKCH ]
CJIc CTCpUIn3alus

NSI/AAMI
ST72:2019

Bacterial Endotoxins Test (Tect 3a 6akTepuanHu €eHIOTOKCHHH)
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SSCP-0003: Bomauu

Pepaxmus: D

MecTononoxeHue Ha Argon: BCHUYKHU LICHTPOBE

Cna3en ot Argon,
AaTa/Bepcus

3ar;iaBue Ha cTaHIApTa

OO01M CTAHIAPTH — CHCTEMH 32 KA4€CTBOTO

EN ISO 13485:2016

MenuuuHCKH U3ASus. Cucremu 3a YHpaBJICHUC HAa KaUCCTBOTO. H3uckBaHus 3a
[EJIIMTE HA HOPMAaTUBHUTC aKTOBEC

YipaBieHue HA pucKa

EN ISO 14971:2019

MGHI/IHI/IHCKI/I n3aciaus. HpI/maraHe Ha YIOPaBJICHUCTO Ha pUCKa ITPU MECOAUILIUHCKHU
N3 aCINA

buogornuna 6e30macHoCT

BS EN 1SO 10993-
1:2020 + LC:2021

BbuonornyHo nmpereHsBaHe Ha MEAUIMHCKY u3aenus. Yacr 1:
IIpeneHsBaHe U U3NIUTBAHE

BS EN ISO 10993-
3:2014

buonornyno npereHsiBane Ha MEAUITMHCKHY u3aenus. Yact 3: M3nursanus 3a
T€HOTOKCHUYHOCT, KAaHIIEPOT€HHOCT U PENPOAYKTUBHA TOKCUYHOCT

BS EN 1SO 10993-
4:2017

buonornuno npeneHsBane Ha MeAUIMHCKH u3aenus. Yact 4: M360p Ha M3NUTBaHUS
32 B3aUMOJCUCTBUS C KPbB

BS EN ISO 10993-
5:2009

buonorunyno npeueHsiBane Ha MEAUUMHCKY n3aenus. Yact 5: 3nuTBanus 3a
WHBHUTPO IUTOTOKCUYHOCT

BS EN 1SO 10993-
10:2013

Bbuonornuno npeneHsBane Ha MegUUUHCKY n3aenust. Yact 10: M3nutBanus 3a
YYBCTBUTCIIHOCT Ha KOXKaTa

BS EN ISO 10993-
11:2018

buonornyHo nperieHsiBaHe Ha MeAMIMHCKY u3zenus. Yacrt 11: M3nuTBanus 3a 001110
TOKCUYHO JCHCTBHE

BS EN 1SO 10993-
12:2021

Buonornuno npeueHsiBane Ha MeauUUHCKU U3aenus. Yact 12: I[loaroroeka Ha
poOH U CPABHUTEIIHU MaTepHaiu

BS EN ISO 10993-
18:2020

buonornyno npereHsiBane Ha MEAUITMHCKY u3aeus. YacT 19: ®usnko-XxuMudHoO,
MOp(}OJIOTHYHO U Tonorpadcko XapaKTepU3npaHe Ha MaTepHAIH

BS EN 1SO 10993-
19:2020

Standard Guide for Biocompatibility of Medical Device Packaging Materials
(CrangapTHO PHKOBOJICTBO 32 OMOCHBMECTHUMOCT Ha OTIAKOBBYHH MaTepHAJH 32
MEJTUITMHCKY M3CITHS)

KaunnyHna oneHka

MEDDEYV 2.7/1,
pen. 4

OreHKa Ha KITMHUYHNATE JJAHHW: PHKOBOJICTBO 32 TIPOU3BOJIUTENH U HOTH()UIIUpaHH
OopraHu

Kontpoa Ha nu3aiina

EN 1SO 14971

Menuuuncku uzaenus. [Ipunarane Ha yrnpaBieHHETO HA pUCKa NPU METULUHCKU
H3JICTHS

N3noa3zBaemMocT

IEC 62366-1:2015
IEC 62366-1:2015/

Medical Devices — Application of usability engineering to medical devices
(Me}.‘[I/ILII/IHCKI/I U3ACIINA. HpHnaraHe Ha MHXXCHCPUHT HAa U3II0JI3BACMOCTTA 3a

COR1:2016 MEITUITTHCKHUTE U3ICITHS)
OnakoBka
EN 1SO 11607- OnakoBKH{ 3a OKOHYATEITHO CTEpWIIN3NpaHe Ha MEAUIMHCKY n3aenus. Yacr 1:
1:2020 W3uckBanus 3a MaTepuain, CTEPUIHH MIPETPATHN CUCTEMH U CUCTEMH 32
OIIaKOBaHe.
EN ISO 11607- OnakoBKHY 32 OKOHYATEIHO CTEPUIIM3MpaHe Ha MEAUIMHCKY u3aenus. Yacr 2:
2:2020 WznckBanus 3a Banuaupane Ha MpouecuTe 3a opopMsHe, 3aredaTBaHe u

OKOMIIJICKTOBaHC

EN 1SO 2233:2001

OnakoBane. KoMIuiekTyBaHM, IBJIHA TPAHCTIOPTHU OTIAKOBKH U TOBAPHH SAMHHUIIH.
Konnunnonupane 3a N3MMTBaHE

CAQ-QA-025-F1, pea. F: Pe3toMe oTHOCHO Ge3onacHocTTa M KnMHU4HaTa edekTuBHoCT (SSCP)

Crpanuna 33 ot 35




/A Pe3ioMe 0THOCHO 0€30MACHOCTTA M KIMHHYHATA epekTUBHOCT (SSCP)
SSCP-0003: Bomauu

ARGON oD
MecTormnoinoxxenue Ha Argon: BCHUYKHU LICHTPOBE

MEDICAL DEVICES

Cna3en ot Argon, 3aruiaBue Ha CTaHIapTa
aaTa/Bepcus

ASTM D4169 :2022 | Standard Practice for Performance Testing of Shipping Containers and Systems
(CrangapTHa IpakTHKA 3a EKCIUIOATAIIMOHHO U3IINTBAHE HA TPAHCTIOPTHH
KOHTCHHEPH M CHCTEMH)
ASTM F2096 — Standard Test Method for Detecting Gross Leaks in Medical Packaging by Internal

2011 (R2019) Pressurization (Bubble Test) (CtanmapTen MeToA 3a M3NHUTBAaHE 32 OTKPUBAHE Ha
3HAYUTEIHU TE€YOBE B OTIAKOBKUTE HA MEIUITMHCKH H3EIHS Ype3 BETPEITHO
CBpBXHAJISTaHe (TECT 32 MEXypUeTa))

- ASTM F 2096-11 (2019)
ASTM F1929 - 15 | Standard Test Method for Detecting Seal Leaks in porous Medical Packaging by
Dye Penetration (CtangapTer MeTO/T 32 M3MUTBAHE 32 OTKPHUBaHE Ha TEYOBE OT
MecTaTa Ha 3arevyarBaHe Ha MOPECTH MEJUIMHCKH OMaKOBKHU Ype3 MPOHUKBAHE Ha
Oarpumo) — ASTM F 1929
ASTM F88 / F88M - | Standard Test Method for Seal Strength of Flexible Barrier Materials (Crannapten

2021 METO/ 33 M3NUTBAHE Ha 3[paBUHATA Ha 3alledYaTBaHe Ha T'bBKABH OapHEepHH
matepuanu) — ASTM F88
ASTM F1980 - 2021 | Standard Guide for Accelerated Aging of Sterile Barrier Systems for Medical
Devices (CtargapTHO pHKOBOJICTBO 32 YCKOPEHO CTapeeHe Ha CTEPUITHA OapUepHU
cUCTeMH 33 MeauIMHCKH n3nenus) — ASTM F1980
KnaunuyHo npociiesiBade cjiel MyCKAHETO HA Ma3apa

MEDDEYV 2.12/2, | Post Market Clinical Follow-up studies (ITpoyuBan¥st 3a KJIMHAYHO MPOCIIEIIBAHE

pen. 2 CcJieJ] MyCKaHEeTO Ha ma3apa)
bauTeaHocT
MEDDEYV 2.12/1, | Guidelines on a Medical Devices Vigilance System (PbKOBOJCTBO 3a CHCTEMATa 3a
pen. 8 KOHTPOJ Ha 6€30MAaCHOCTTA Ha METUIIMHCKUTE U3ETIHs)

9. XpOHOJ’IOl"l/Iﬂ Ha PCAAKIUHUTE

Penakums | Jlata Ha Onucanue HA NPOMSIHATA IorBBLpAeHa Ju e
H3JaaBaHe peaakmusaTa ot
HOTH (UM pPaHHUs opran?
A 22 aBryct 2022 | IIspBO M31aHME O a
r. E3uk, Ha KONTO € MOTBBpIEHA!

O He (mpuioxumo e camo 3a
HUMIUIAHTUPYEMHU yCTPOMCTBA OT
kiac [la wiu 3a HIKOU OT KJ1ac
IIb, 3a xouto SSCP Bce oriie He
MOTBBPJCHO OT HOTH(QUIIUPAHUS

opras)
B 27 romu 2023 v. | IIpemaxnaru ca Bogaunte Worker, xiac 111 OJa
Bcaeacteue Ha otroBopa oT BSI. SSCP-0003 me E3uK, Ha KOWTO € MOTBBp/IeHA:
BKJIIOUBa caMo Bojauute Argon, kiac III B AHIHHCKT
cvorBercrue ¢ EU MDR 2017/746. O He (piiosKuMo e caMo 3a

AMIUIAHTUPYEMH yCTPOMCTBA OT
kimac Ila wmm 3a HIKOM OT Kitac
IIb, 3a xouto SSCP Bce oiiie He
MOTBBPJICHO OT HOTH(QUIIUPAHUS
opras)
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Pe3ioMe 0THOCHO 0€30MACHOCTTA M KIMHHYHATA epekTUBHOCT (SSCP)

SSCP-0003: Bomgauu
Penmakums: D
MecrormonoxeHnue Ha Argon: BCHYKH IICHTPOBE

Penakuusa | JJara na Onucanue HA NpoMsiHATA ITorBBLpaEHA 1M €
u3jaaBaHe perakumMsTa OT
HOTH(HMIUPAHUA OPraH?
C 19 derpyapu XapMOHHM3HMpaHe HA IMETO U MPeTHA3HAUCHUETO Ha Jla
2024 r. W3[I€JINETO ChITIACHO JIEKIapanusTa 3a E3HK, Ha KOHTO € IOTBBP/IEHa:
CHOTBETCTBUE Anrnuiicku
D 01 HOemBpHU Axtyanmusupane Ha ofo0penute ot BSI Homepa Ha  |He ce u3uckBa, Thit kKaTo

2024 1.

uHcTpyknuute 3a ynorpeda (IFU) u Homepa Ha
peIaKkuuuTe, HIMa aKTyalu3aliuy Ha
ChBbPIKAHUETO.

cpabpaxanueTo Ha SSCP He ce
aKTyalus3upa.
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