Bbinucka
u3 ['ocyrapcTBeHHOI0 peecTpa MEAMUUHCKUAX M3/1eJIMH U OPraHUu3auui
(MHAMBUIYAJBbHBIX NPEANPUHUMATEJIEN), OCYLHIECTBJIAIIUX IPOU3BOJACTBO U

HU3r0TOBJIEHHE MeIUIIUHCKUX U3/1eJIUil, 10 cocTosiHuI0O Ha 14:48 25.02.2026 r.

(cdopmupoBana Ha uHTEpHET-TIOpTaie Poc3apaBHam30pa)
1. YHukanbHbIM HOMEP peecTpoBoii 3anucu: 194833;
2. Craryc: [eticTByer;

3. Perucrparnmonnsiii Homep MmeaunuHckoro uznenus: P3H 2017/5838 (EPYJI - '004-00110-
00/02917460);

4. Jlata mepBUYHOM rOCYIapCTBEHHON peructpanuu meauimuckoro m3aenus: 08.06.2017;
5. Jlata BHeCeHUS U3MEHEHUM B MeAUIIMHCKOE u3acnue: 14.01.2026;

6. [lepuon nevictus Bepcun: ¢ 14.01.2026;

7. Cpok IeHCTBUS pErUCTPALIMOHHOIO yAOCTOBepeHusi: beccpouHo;

8. HaumenoBanue meaunuHckoro usaenus: Habopel acnupannonHbix katerepoB ASAP
BapuaHThsl HCTIOIHEHMS:

. Habop acniupanmonnoro xarerepa ASAP 100 B cocTase:

. AcniupallMOHHBIN KaTeTep - 1 mT.

. Actiupannonusii mmpui Merit VacLok (30 mn) - 2 mT.

. [IpombiBounslii mmpuiy RXP (4 mi) - 1 mr.
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4. Kop3una ¢ puiabTpoM (70 MKM) - 2 miT.
5. 3akpbITast eMKOCTb JUIsl cOopa sxuaKoctu MicroStop, BMecTuMOoCThIO 60 Mt - 1 mmiT.

6. KoMIuIeKkT yanIuHUTENbHBIX TPYOOK (21,5 ¢cM) ¢ OJHOXOJOBBIM 3aIIOPHBIM KPaHOM - 1 IIT.
7. NUHCTpyKLHA 110 IPUMEHEHUIO.

II. HaGop acriupanmonnoro karerepa ASAPLP Huskoro mpoduiis B coctase:

1. AcniupauroHHbIN Katetep - 1 miT.

2. Acniupanuonusii mmpuil Merit VacLok (30 mn) - 2 mT.

3. Ctuzer noBbILIEHHON KECTKOCTH - | IT.

4. ITpombrBounbid mmpui RXP (4 mur) - 1 .

5. Kop3una ¢ punstpom (70 MkM) - 2 mT.



6. 3akpbITast eMKOCTb JUIs cOopa sxuaKoctu MicroStop, BMecTUMOCThIO 60 Mt - 1 mmiT.
7. KOMIUIEKT yATMHUTENbHBIX TPYOOK (21,5 ¢cM) ¢ OJHOXOJOBBIM 3aIIOPHBIM KPaHOM - 1 IIT.

8. HCTpyKIUs O MPUMEHEHHUIO.

9. HaumeHoBaHMe OpraHU3aINH - YIIOJTHOMOUYEHHOTO MPEJICTABUTENS IIPOU3BOAUTENSI (M3TOTOBUTEISI)
MenumuHckoro u3aenus: OBILIIECTBO C OIr'PAHUYEHHON OTBETCTBEHHOCTBIO "MEPUT
TEKHOJIOIXKUC";

10. MecTo Hax0/I€HHsI OPTaHU3aLUHU - YIIOJTHOMOYEHHOTO IIPEICTaBUTEISI POU3BOIUTENS
(m3roroBurenst) meauimHackoro m3aenus: 119017, TOPO] MOCKBA,ITEPEYJIOK 1-1 KA3AQHPI,
JOM 7, 9TAXK 1 KOM 6;

11. FOpunnyeckuil axpec opraHu3aluy - yIOJIHOMOYEHHOTO IPEACTABUTENS IPOU3BOAUTENS
(m3roroBurenst) meauimHckoro m3aenus: 119017, TOPO] MOCKBA,ITEPEYJIOK 1-1 KA3AQHPI,
JOM 7, 9TAX 1 KOM 6;

12. HammeHOBaHWE OPTaHU3AIMH - TIPOU3BOAUTENS MEIUIIMHCKOTO U3CNUS WIH OpTraHU3aIlluu
W3TrOTOBUTENS MeauHCKOTO n3nenus: Medical Systems, Inc. (Meput Meaukan Cucremc, UHK.);

13. MecTo HaxO0KCHHS OPraHUu3aliy - POU3BOIUTENS METUITMHCKOTO M3/ICIUS HIIH OPTaHU3aliH
n3roToBuTeNsi MeauuHCKoro u3nenus: 1600 West Merit Parkway, South Jordan, Utah, 84095, USA;

14. FOpunndeckuit aipec opraHu3aliy - MPOU3BOIUTEIIS METUITMHCKOTO H3ICITUS HIIM OPTaHU3aIHH
U3roToBUTENS MeauImHCcKoro m3aenus: 1600 West Merit Parkway, South Jordan, Utah, 84095, USA;

15. Crpana opraHu3aiuu - IPOU3BOJUTENS] MEAUIIMHCKOTO U3I€THUS WU OPraHU3aluy - U3TOTOBUTEIIS
MeauiHckoro m3aenus: Coequaennnie 11 TaTer;

16. OKII/OKII/2: 32.50.13.110;

17. Kiacc moTeHIIMaIbHOTO prUCKa MPUMEHEHHS] MEAUITMHCKOTO U3/IeNIUs B COOTBETCTBUHU C
HOMEHKJIATypHOU Kiaccuukanue MeTMIIMHCKUX U3CIIUNA, yTBEpK1aeMoli MUHUCTEPCTBOM

3npaBooxpaHeHus Poccuiickoit denepanuu: 3;

18. HazHaueHne MeAMIIMHCKOTO U3/IENNs, YCTAHOBJICHHOE POU3BOAUTENEM: [[J1s yjalleHusl CBEXUX U
MSTKHX 3MO0JIOB U TPOMOOB U3 COCYJIOB apTepHalibHON cuctembl. Kapauonorusi.;

19. Bua MeIuIIMHCKOT0 U3AETUsl B COOTBETCTBUH C HOMEHKJIATYPHOH Kiaccudukauei MequImHCKUX
W3AeNui, yTBepxkaaeMoi MunuctepctBoM 3apaBooxpanenust Poccuiickoit deneparuu: 210290;

20. Axpec MecTa MPOU3BOJICTBA WM U3TOTOBIICHUS MeTUIIMHCKOTO m3aenus: Medical Systems, Inc.
(Meput Memukan Cuctemc, Uuk.), 1600 West Merit Parkway, South Jordan, Utah, 84095, USA;

21. CBenmenus o B3aMMO3aMEHAEMBIX MEIUIIMHCKUX U3ACTUIX: |



22. Monenu MeIUIIMHCKOTO U3AEIN:

Kox Buaa

HanmeHnoBanue Moaean

210290

II. Ha6op acmpanmnonnoro karerepa ASAPLP Huskoro npoduss B coctase: -
AcnupanoHHbIi kKaTterep - 1 wT. - Acniupannonnsiii mmpun MeritVaclok 30 mi - 2 .
- CTuiieT NOBBIIIEHHOH KeCcTKOCTH - 1 mT. - [IpombiBouHbIi minmpury RXP 4 Mo - 1 mrT. -
Kopsuna ¢ punbrpom , 70 MKM - 2 mT. - 3aKphITasi EMKOCTh I cOOpa KUIKOCTH

MicroStop, BMecTMOCTbIO 60 M1 - 1

210290

I. Habop acnupanmonnoro karerepa ASAP 100 B cocTase: - AcniupalluOHHBIN KaTeTep -
1 mT. - Acniupanuonssii mmpuir MeritVaclok 30 Mot - 2 mit. - [TpoOMBIBOYHBIN HITTPHIT
RXP 4 mix - 1 . - Kop3una ¢ ¢punbstpom , 70 MK - 2 mT. - 3aKpbITas EMKOCTB A7 cOopa
xuakoctu MicroStop, BMecTumMocTbio 60 M1 - 1 mT. - KOMIUIEKT yATMHUTENbHBIX

TpyOoOK (21,5 cM) ¢ ogHOXO

Brimucka copmupoBana Ha odunuansHOM caiite DenepanbHoii Ciry)0bI IO HAA30pY B chepe

3npaBooxpaHeHus B cetu MHTepHeT: https://roszdravnadzor.gov.ru/.

JOKYMEHT IIOJIITIUCAH
DJIEKTPOHHOM TTOITICHIO

Cepruduxar: F671E30B77AF3D7D9A51F071091F24FAC690FB4A

Komy Boinan: ®EJEPAJIBHASL CJ1YKBA 110 HAZI3OPY B COEPE 3JIPABOOXPAHEHUS

JHeiicturenen ¢ 2025-08-18 mo 2026-11-11



https://roszdravnadzor.gov.ru/

