\

PEAEPAJSIBHASA CNYXXBA MO HAA3OPY B COEPE 3[PABOOXPAHEHNSA
n (POC3PABHA/30P)

PETMCTPALMNOHHOE YAOCTOBEPEHNE

HA MEAVLMNHCKOEW3AENWNE
oT 02 mioHAa 2023 roga Ne P3H 2023/20314

V] Ha meguumnHckoe nsgenve
W Hnybl 6uoncuiiHble ogHopa3oBblie Radial Jaw 4

HacTosllee permctpayMoHHoOe yA0CTOBEPEHNE BblaHO S
O6WecTBo C OFpaHNYEHHON OTBETCTBEHHOCTb "BOCTOH C3eHTUUK"

(OO0 "bocToH CaeHTU(UK"), Poccus,

125315, MockBa, JIeHUHrpagckuin np-1, 4. 72, K. 2, atax 3, nom. V, opuc 1A

lMponssoanTens

"BocToH CaileHTU(nK KopnopenwH", CLUA,

Boston Scientific Corporation, 300 Boston Scientific Way, Marlborough, MA 01752,
USA: =

MecTo Npou3BOACTBAa MEANLUHCKOIO U3aeNnuns
CM.MPUIOXEHNE

Homep perucTtpaymnoHHoro gocbe Ne P1-54241/107962 ot 19.01.2023
Knacc noTeHUManbHOro pucka npuMeHeHnsa MeguLMHCKOro n3gennsa 2a

Kog O6uwepoccuiickoro knaccugukatopa npogyKumm no BMaam 3KOHOMUYECKOA
peatensHoct 32.50.13.190

HacTosee perncTpayoHHOe YA0CTOBEPEHNE UMEET MPUIOXKEHNE HA 2 IMCTaX

npvkasom Ppc3gpasHagsopa ot 02 noHa 2023 roga
[ONYLLEHO K 06paLleHNto Ha TeppuTopun Poccuinck

PykoBoanTens ®enepanbHOM CNyXobl
4 no Haj3opy B cthepe 34paBOOXPaHEHNS .B. CamoliinoBa

0072224

3NEKTPOHHAS KONHA OGOPMIIEHA LIEHTPOM UCMbITAHII W PETMCTPALIMI MEAHLMHCKWX H3DENHIA
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PEAEPANIBHASA CNYXKBA MO HA3OPY B CHEPE 3[IPABOOXPAHEHWSA
(POC3PABHA/30P)

NMPNNOXEHNE A

K PEFTVICTPALIMOHHOMY YAOCTOBEPEHWIO
HA MEAULMHCKOE N3AENNE

oT 02 noHsa 2023 roga Ne P3H 2023/20314
Nnct 1

Ha megnunHckoe nsgenve

LLvnubl 6uoncuniiHble ogHopa3oBble Radial Ja>v 4, B BapnaHTax UCMOMHEHUS:

1. Lnnubl 6uoncuiiHbie ogHopa3oBble Radial Jaw 4, Jumbo ¢ urnoit, MMHMManbHas
pekomeHayemas WupuHa paboyero kaHana 3,2 MM, paboyas gnmHa 240 cm - KOHUrypayum:
5 wr./yn.,-20 wrt./yn., 40 wrt./yn., 80 wt./yn.

2. Wunnubl 6uoncuitible ogHopasosble Radial Jaw 4, Jumbo ¢ nrnoi, MMHUManbLHas
pekoMeHayeMas WupuHa paboyero KaHana 3,2 MM, paboyas gnmHa 160 cm - KOHGUrypauum:
5wr./yn., 20 wr./yn., 40 wr./yn.

3. Wunnubl 6uoncuitHble ogHopa3loBble Radial Jaw 4, Jumbo, MMHMMaNbHas peKoOMeHayemas
lMpUHa paboyero KaHana 3,2 MM, paboyas gnmHa 240 cm - KOHpUrypauun: 5 wr./yn.,

20 wrt./yn., 40 wr./yn., 80 wT./yn.

4, LWunnubl 6uoncuiiHble ogHopasoBblie Radial Jaw 4, Jumbo, MMHMManbHasa peKoMeHayemas
WwupmnHa paboyero kaHana 3,2 mm, paboyas gnmHa 160 cM - KoHUrypauum: 5 wT./yn.,

20 wr./ynr, 40 wrT./yn.

5. LWunubl 6uoncuitHble ogHopa3osble Radial Jaw 4, yBennyeHHOro o6bemMa ¢ Urnoin,
MUHUMaNbHasA peKoMeHayemas WnpuHa paboyero kaHana 2,8 mm, paboyas

AnvHa 240 cM - KoHurypauuu: 5 wr./yn., 20 wT./yn,, 40 wt./yn., 80 wT./yn.

6. L nnybl 6uoncuiiHble ogHopa3oBble Radial Jaw 4, yBenMYeHHOro o6bema ¢ Urion,
MUHUMaNbHas PeKOMeHgyemas LnprnHa paboyero kaHana 2,8 mm, paboyas

AnnHa 160 cm - koHdurypaumu: 5 wrt./yn., 20 wr./yn., 40 wTt./yn., 80 wT./yn.

7. LWunnubl 6uoncuiiHbie ogHopa3oBblie Radial Jaw 4, yBenMUYeHHOro 06bema, MUHMMaNbHas
pekomeHayemas WwupuHa paboyero kaHana 2,8 Mm, paboyas annHa 240 cM - KOH(UTrypaumm:
S5wr./yn., 20 wr./yn., 40 wr./yn., 80 wT./yn.

8. lmnubl 6uoncuiiHblie ogHopa3oBble Radial Jaw 4, yBennyeHHOro o6bema, MMHUManbHas
peKoMeHAyeMas WuprHa paboyero kaHana 2,8 mm, paboyasa ganHa 160 cMm - KOHQUIypaunu:
5wrT./yn., .20 wt./yn., 40 wT./yn., 80 wrt./yn.

9. LWnnubl 6ruoncuiiHbie ogHopa3oBble Radial Jaw 4, cTaHAapTHOro 06bemMa, MUHUMabHas
pekoMeHAyemas wuprHa paboyero kaHana 2,8 mm, paboyaa gnnHa 160 cm - KOHpUrypauum:
5wrT./yn,, 20 wrt./yn., 40 wrt./yn., 80 wT./yn."

10. Wmnubl 6uoncuiiHbie ogHopa3oBble Radial Jaw 4, ctaHAapTHOro o6bLema ¢ Urnow,
MUHMMa/bHas peKoMeHayemas WnpuHa paboyero kaHana 2,8 Mm, pabouyas ;

AnnHa 160 cm - KoHdurypaumm: 5 wt./yn., 20 wT./yn., 40 m~rfjf2* 2Q tN./yn...

11. Wwnnubl 6uoncuiinblie ogHopasosble Radial Jaw 4, MUHUMabHASA
peKoMeHayemas lmMpuHa paboyero kaHana 2,8 mm, pa6 !~ *aunina”™ 1

S5wr./yn., 20 wr./yn., 40 wr./yn., 80 wr./yn.

12. Wmnubl 6uoncuitHble ogHopa3soBble Radial Jaw
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PEAEPAJIBHAS CNY)XBA MO HAJL3OPY B COEPE 3[JPABOOXPAHEHMSA
(POC3APABHA/[30P)

i MPUNOXEHNE

KPE'MCTPALUNOHHOMY YAOCTOBEPEHUNIO
HA MEOVNUWHCKOE N3OEJTNE

Or 02 nioHa 2023 roga Ne P3H 2023/20314
Jnet 2

MUHUMaNbHas peKoMeHAyeMas WupuHa paboyero kaHana 2,8 mm, pabouas

AnvHa 240 c™m - KoHgurypaumun: 5 wr./yn., 20 wT./yn., 40 wrt./yn., 80 wrt./yn.

13. Wunubl 6uoncuitHble ogHopasosble Radial Jaw 4, negnatpuyeckne,"MUHUMabHas
pekoMeHayeMas WupuHa paboyero kaHana 2,0 mm, paboyast gnvHa 160 cM - KOHGUTypaunum:
5wrT./yn., 20 wrt./yn., 40 wrt./yn.

14. Wunuybl 6uoncuitHble ogHopa3oBble Radial Jaw 4, neguatpruyeckue ¢ Urnoun,
MUHUMaNbHAsA peKoOMeHAyeMas LWupuHa paboyero kaHana 2,0 mm, paboyas

AnnHa 160.cm - KoHdurypaumun: 5 wr./yn., 20 wT./yn., 40 wT./yn.

15. W nnubl 6uoncuiiHbie ogHopa3osble Radial Jaw 4, Ny1bMOHONOTNYECKNE CTaHAAPTHOIO
06beMa, MUHVMManbHas peKkoMeHgyemas WwuprHa paboyero kaHana 2,0 mm, paboyas AnvmHa
100 cm - koHGurypauun: 5 LUT/3LL, 20 wT./yn.

16; LLunubl 6uoncuiiHble ogHopa3oBble Radial Jaw 4, nyNbMOHONOIMYECKME CTaHAAaPTHOIO
ob6bemMa C Urnoi, MMHYManbHas peKkoMeHayemMas WupuHa paboyero kaHana 2,0 MM, paboyas
AnvHa 100 cm - KoHpurypaugmu: 5 wTt./yn., 20 wTt./yn.

17. Wwnnybl 6uoncuitHblie ogHopasoBblie Radial Jaw 4, NynbMOHONOMMYECKNE YBENNUYEHHOTO
06bemMa, MUHUMaNbHasA PeKOMeHAyeMas WnpruHa paboyero kaHana 2,8 MM, paboyas AgnmHa
100 c™m - KoHurypaumm: 5 wr./yn., 20 wr./yn.

MecTo Npoun3BOACTBA:

1. Boston Scientific Corporation, 2546 First Street, Propark, EI Coyol, Alajuela, Costa Rica.
2. Boston Scientific Medical Device (Malaysia) SDN BHD, PMT 741, Persiaran Cassia
Selatan 1, Taman Perindustrian Batu Kawan, 14110 Bandar Cassia, Palau Pinang, Malaysia.
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