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NAEKJIAPALIASA O COOTBETCTBUHA
O6mecTBO ¢ orpann4yeHHoii orBercTBeHHOCTHI0 "TEXHOMEUMIIOPT";
000 "TEXHOMEJINUMIIOPT"

(HAMMEHOBAHHE OPraHU3aLMK WK (paMUIHS, HMS, OTYECTBO HHAWBUIYATBHOTO NPEANPUHUMATENS, NMPUHSBIINX ASKJIAPALHIO O COOTBETCTBHH)
['ocynapcTBenHOE yupexaeHue MocKoBcKas perucrpanuonsas nanara , 08.05.2001

CBEJICHHA O PErHCTpalrH OpraHu3alvy WKW HHAMBUAYAJIBHOI'O NPEANPHHHMATEIIA

OI'PH 1027739047412

(HAWMEHOBAHHE PErHCTPUPYIOLIErO OpraHa, JaTa perucTpaLUnH, PErHCTPALMOHHbI HOMED)
Anpec: 107113, Poccuiickas denepanus, ropox Mocksa, yauna Jlobauuka, mom 15, oduc 2, Tenedon (495)
663- 83-36, dakc (495) 663- 83-36

(anpec, TenedoH, daxc)
B mune  I'enepansHoro mupexropa JlyxHosa Asekces Buktopouua

(BOMKHOCTB, (paMUITHSL, UMsI, OTYECTBO PYKOBOAUTENS OPTaHH3aLH, OT HMEHH KOTOPOi MPHHUMAETCs JeKIaparys)
3asBIseT, 4TO Jopoxka GeroBasi Aj1s peaduMTanuu, BapuanTsl nenoaHenust PPS 43, PPS S5,

PPS 70 ¢ npuHajieKHOCTAMHU

(HaHMEHOBaHHe, TUII, MapKa MPOAYKLHH (YCIYTH), HA KOTOPYIO PacrpoCTpaHsSeTcs AeKIapaLius)

Koa OKII2 26.60.13.190 Koa TH B3/1 9506 91 100 0

kox OKIT/12 u (wmu) TH BOJ] CHI™ wnu OK 002-93 (OKYH), cBeeHust 0 CepUitHOM BBIITYCKE HJIH MApTHH
CepuiiHbIi BBITYCK

(HOMep MapTHH, HOMEpa U3/ENNH, PEKBU3HTHI I0roBOpa (KOHTPAKTa), HaKJIaaHas)

"Byasaii FO9cIii, Uuk.", CLIA,
Woodway USA, Inc., West 229 North 591 Foster Ct., Waukesha, Wisconsin 53186, USA.

HAaWUMCHOBAHUE U3rOTOBUTEIIA, CTPAHBI H T.I1.

cootBercTByeT TpeboBanusiM: ['OCT P 50444-92 (p. 3,4), TOCT P 50267.0-92 (MOK 601-1-88), 'OCT
IEC 60601-1-1-2011, TOCT 30324.0.4-2002 (MK 60601-1-4:1996), TOCT P M3OK 60601-1-2-2014

(0603Ha4YeHHE HOPMATHBHBIX JOKYMEHTOB, COOTBETCTBHE KOTOPBIM MOATBEPKICHO JaHHOMH JeKIapauyen, ¢
yKa3aHHEM ITyHKTOB 9THX HOPMATHBHBIX JOKYMEHTOB, COAEpHALINX TpeOOBaHHU U1 JAHHOH NPOAYKLMH (YCIyTH))

Jlexnapariusi MpUHSATa Ha OCHOBaHHUHU: MPOTOKOJI0B HcnbITanuit NeNe 2017.TD-188.10CD;
2017.D-188.10CD ot 23.10.2017 OO0 WJIL] "MenTectIIpu6op", per. Ne POCC RU.0001.21MI126 ot
22.07.20135;

Perucrparnuonnoe ynoctoBepenne ®enepanbHoii Ciry 0B 10 HaA30py B cdepe 31paBOOXPAHEHUS
(POC3IPABHAJI30P) Ne P3H 2016/4745 ot 16.09.2016

(MHGbOpMAaLMs 0 JOKYMEHTAX, SBJIAIOIIMXCA OCHOBAHUEM JUIA NPHHATHSA JEK/Iapali)

Jara npunstus nexnapanun  14.12.2017

Jleximapanust 0 COOTBETCTBUHU JEHCTBUTENBHA 10 14.12.2020

JyxnoB Anekceii BuktopoBHY
(MHUTHAIBL, aMUIIHS)

CBezieHHs O PETUCTPALUY JEKJIapalliy O COOTBETCTBHU
Q00 «HEHTP CEPTUOUKALIMN 1 NEKJIAPUPOBAHNMS», Ne RA.RU.11MIT18

(HaMMEHOBAHHE U aIPEC OpraHa Mo cepTHHHUKALMH,

123308 Mocksa, Muésnuku, 1om Ne 3, kopnyc 1 Tenedon: +7 (495) 783-42-17

3aperuCTPUPOBABLIETO ACKIAPALHIO)

POCC US.MIT18./101830 ot 14.12.2017

(naTa perucTpaIMK U PErHCTPALMOHHBIH HOMED AeK/1apaLiH)

M. 7 il A L. Toko’

(MOANKMCE, MHULMANBI, HaMUIHs PYKOBOAMTENS OPraHa Mo cepTHHUKALIHN)



4

Jloposkka Gerosast [uist peabunuanuy, BapuanTtsl uernoiarenust PPS 43, PPS 55, PPS 70 ¢ npuHaanexHocTaMu

[. IlpunagnexxHocT K BapuaHTy ucrnoyiHeHust PPS 43:
1. [Topy4nu 1718 BapuaHTa HUCIIOTHEHHS T0poxxku PPS 43.
2. [Topyuynu ¢ monepeyrnHOMN.

3. Jlerckue mOpy4HH.

4. PerynupyeMble THEBMATUYECKUE TIOPYYHHU.

5. Aucmnneii ynpaBnenuss WUS.

6.MonuTtop oToOpakeHusI JaHHBIX.

7.KHomKa 35KCTPEHHON OCTaHOBKH.

8.Ilanmyc.

9.ITnardopma ans manmgyca.

10.Harpynusrit pemens Polar.

11. Marparn 3aiumaromui moJl.

I1. TIprHaIe)KHOCTH K BapuaHTy ucronHenus PPS 55:
1. [Topy4nu 115 BapHaHTa HCIOTHEHHS 10poxkku PPS 55.
2. [lopyuyH#u ¢ monepeunHOu.

3. Jlerckue nOpy4HH.

4. Perynupyembie THEBMaTUYECKUE TIOPYYHH.

5. lucnneii ynpasierauss WUS.

6.MOHHUTOpP 0TOOPaXKEHHUS JaHHBIX.

7.KHomnka 3KCTpeHHOH OCTaHOBKH.

8.Ilanmyc.

9.Ilnardopma ans manayca.

10.Harpynusrit pemens Polar.

11. Marpan 3aiuuiarommii moJl.

I1I. [TpunagnexxHOCTH K BapuaHTy ucnonsenus PPS 70:
1. ITopyunu 1711 BapraHTa ucmosiHeHus Topoxku PPS 70.
2. Ilopy4H# ¢ monepeuYrHOMN.

3. JleTckue NOpy4HH.

4. PerynupyemMble THEBMAaTUYECKUE TIOPYYHH.

5. lucrneit ynpasinenust WUS.

6.MoHuTOp 0TOOPaXKEHHUS NaHHBIX.

7.KHomKa 3KCTpeHHOW OCTaHOBKH.

8.Ilanmyc.

9.Ilnatdopma ns nanayca.

10.Harpynusiit pemens Polar.

11. MaTpan 3aiumaromui moJl.

JlyxnoB Anekceii BUKTOpOBHY
(MHUIMAITBL, (aMUTIHS)

CBenieHUs O pEerucTpaliy AEKIapaliyi O COOTBETCTBUU
000 «HEHT P CEPTI/IGDI/IKAHI/II/I 1 JEKJIAPUPOBAHIMS», Ne RA.RU.11MIII8

(HaMMEHOBaHKE U AIPEC OpraHa Mo cepTU(hUKALIUH,

123308 MOCKBa Muésuuku, nom Ne 3, kopyc 1 tenedon: +7 (495) 783-42-17

3aperuCTPUPOBABIIETO JCKIAPALIMIO)

POCC US.MIT18.7101830 ot 14.12.2017

(nata perucTpauyH U PErHCTPALHOYHBII HOMED JEKIapaLliH)

M.II. il Al Toko

(MOANKCH, MHALMANEI, (PaMUITHs PYKOBOAUTEIIS OPraHa o CepTH(UKALMN)



