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EA,EPAAI)HA}[ CAV}KBA [0 HAA3OPY B COEPE SAPABOOXPAHEHM
(POC3APABHAA30P)

 MPUJIOKEHHE

KPETrHCTPALUHOHHOMY YAOCTOBEPEHHIO
HA MEAWLIMHCKOE U3AEJIME
or 05 ceuTaﬁ.pn' 2018 roma Ne P3H 2014/2207

Ha menuuuHCcKoe u3zenme
IxcamepHan JazepHas cucrema Spectranetics CVX-300-P ¢ npunaunemuoc*mmu
BazoBsiii 0110k nazepHo# cuctemsl Spectranetics CVX-300-P.
[IpuHaISKHOCTH:
1. Karerep Spectranetics Laser Sheath, SLS II: 500-001, 500-012, 500- 013.
2. Karetep Spectranetics GlideLight: 500-301, 500- 302, 500-303. .
3. Karerep Spectranetics Turbo Elite: 410-152, 410- 154 414-151, 414-159, 417- 152 417 156
420-006, 420-159, 423-001, 425-011. -
4. Karerep Spectranetics ELCA: 110- 001 110- 002 110 003, 110 004, 114-009, 117 016,
117-205, 120-008, 120-009. :
- 5. Katerep Spectranetics Turbo Tandem: 472-110-002, 482- 110 02. -
6. YCTpoiicTBO Ul 3aMBIKAHUS SJIEKTPO/IA Specﬁanet;cs LLD ¢ pexymum ycTpoicTBOM st
- anextpoja i Habopom npunazanexHoctei: 518-018, 518-019, 518-020, 518-021, 518 022,
518-023, 518-039, 518-062, 518-067, 518-024, 518-027.
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JAEKJIAPAIIAA O COOTBETCTBHH
O6mecTpo ¢ orpanndedHoi erpercreeHEoCTRIO "OWIHIIC! (OO0 "OHJIHIIC")

(HaHMEROBAHNE Opravu3alHH WA DAMIITHA, HMA, OTYECTEC HHAMBAAYANBHOrO MPEANPHEAMATENA, NPHHABEX JEKNAPAlHI0 0 COOTBETCTBHM)
Hucnekuys QenepantbHoH Hasoropoi cysk0nr Ne 3 mo r. Mockase , 02.02.2012

CRSOSHAA O PETHCTPAIHH OPrAHH3A0HE HIH HHOIHBAZYANLHOI0 NPeANpHHEHMATEIA

OIr'PH 1027700044074

(HAHMEHOBAHHE PErRCTPHPYIOLIETO OPraHa, 8T PETHCTPALINH, PErHCTPAMHOHKLIR HoMEp)
Anpec: 123022, r. Mocksa, yi. Ceprea Makeesa, a. 13, Tenedon: +7(495) 937 93 00, daxc: +7 (495) 937 93
59

{(aapee, Tenedios, daxe)
B nvne  I'enepanbpHoro aupektopa KysHeuosa Makcuma EsrenneBuua

(AOMKHOCTE, GAMMINA, HMA, OTYECTBO PYKOBOIHTENA OPTAHHIAUHH, OT HMCHH KOTOPOH NPHEMMAETCH AEKNapatun)
3anBisieT, 4TO JKCcCHMEpHAsN JalepHan cicrema Spectranetics CVX-300-P ¢ npunaanexHocTaMH

(MaHMEHOBaHME, THI, MAPKA NPONYKIMH (YCAYTH), HA KOTOPYIC PACTIPOCTPAHAETCH JEKNAPAIHT)

Koz OKILA2 26.60.13.170 Kon TH B3I 9018 90 840 9

ron OK 005-93 n (Hnu) TH B3 CHT wan OK 002-93 (OKYH), ceeneHuA 0 cepHiHOM BLMYCKE HNH NapTHH
CepuiiHblii BHINYCK

{HOMED MAPTHH, HOMEDA H3OCHHA, PEKBA3HTH IOTOROPA (KOHTPAKTA), HAKNANHAN)
"Cnexrpanerhke Kopnopeiimn", CIHA,

Spectranetics Corporation, 9965 Federal Drive, Colorado Springs, Colorado 80921, USA

HAAMEHOBAHWE HITOTOBHTEAN, CTPAHBI H T.0.

cooteercTBYeT TpeboBanuaM: TOCT P 50444-92 (Paszx. 3, 4), FOCT P M3K 60601-1-2010, TOCT [EC
60601-2-22-2011, TOCT 31581-2012 (Pasn. 6, 7, 12), TOCT IEC 60825-1-2013

{ofoinausuue HOPMATHBHLIK AOKYMEHTOB, COOTBETCTBAE KOTOPLIM NGATBEPIKIEHO JAHHON AEKAapaumedt, ¢ YKAIAHHEM MYHKTOB 3THX HOPMATHBREIX
DOKYMEHTOR, CONSPXALINA TPeOOBAHUA ANA JAHHON DPOIyKIMN (YCayri))

Jeknapauua TIpHHATa Ha OCHOBAHHH: TIPOTOKONA TeXHMHMecKuX HcnbrraHuit Ne 2018.TD-26.10CD or
15.10.2018 OO0 HJIL "MenTectlIpudop", per. Ne POCC RU.0001.21MI126 ot 22.07.2015
PeructpauHoHHOe ynocroBepenue deaepanbHod cnyxkObl no Haazopy B cdepe 3APaBOOXPAHEHHS
(POC3APABHAI3OP) Ne P3H 2014/2207 ot 05.09.2018

(MnQopMauna 0 IOKYMEHTAX, ABNAIOUAXCA OCHOBAHWEM [LNA APAHATHA ACKIAPALNH)

Jata npunatua acknapaudd  19.10.2018
Jexnapauus o cOOTBETCTEHH ACHCTBHTENBHA 10 19.10.2021
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JKCHMepHad nasepHad cucreMa Spectranetics CVX-300-P ¢ npHHALICKHOCTAMHE:

basoserit Gnok nazepHoi cueTeMel Spectranetics CVX-300-P.

IpuHaIeXHOCTH:

1. Karerep Spectranetics Laser Sheath, SLS II: 500-001, 500-012, 500-013,

2. Karerep Spectranctics GlideLight; 500-301, 500-302, 500-303.

3. Karetep Spectranetics Turbo Elite: 410-152, 410-154, 414-151, 414-159, 417-152, 417-156, 420-006, 420-
159, 423-001, 425-011.

4, Katetep Spectranetics ELCA: 110-001, 110-002, 110-003, 110-004, 114-009, 117-016, 117-205, 120-008,
120-009.

5. Karetep Spectranetics Turbo Tandem: 472-110-002, 482-110-02.

6. YCTpOHCTBO VI 3aMBIKaHHsA aexTpoa Spectranetics LLD ¢ peskyIinM ycTpoHCTBOM AN 1eKTPOAa U
HabopoM npuHaznexHocTedi: 518-018, 518-019, 518-020, 518-021, 518-022, 518-023, 518-039, 518-062,
518-067, 518-024, 518-027.
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CBGLLCHHH O PETHCTPALHH ACKNapalHid O COOTBETCTBHH

000 «IIEHTP CEPTH®UKAIINA U JEKITAPUPOBAHU», Ne RA RU.11 MII18

(HaHMEHOBAHHE H ARPEC CPTAHA NO CEPTHHHKALINK,

123308LMQ0R5.&JH MuésHukH, jiom Ne 3, kopriye 1 Tenedon: +7 (495) 783-42-17

/s FPETHCTPHPOBRBIIETO AEKNADALINIO)

(na-ra pemcrpaunu H PErRCTPAUHOHHEIR zicmmuun)
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{DOANKCH, HAHUKANES, PAMHANA PYKCBOAHTENS OpTaHa Mo CCpTHHHKAIINY



