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OEAEPAABHAS CAVXBA 1O HAA3OPY B COEPE 3APABOOXPAHEHVA
(POCS_'\J‘ &BI—L‘\A.SOP)

PEFHCTPAHHOHHOE Y,HOCTOBEPEHHE
HA MEJAHWLIMHCKOE U3AEJIHE
ot 21 aBrycta 2020 roza Ne P3H 2019/9193

Ha meaumunCcKoe H3eTHe
Oasopazosas THCCeKNHOHHAA cucTeMa Spacemaker Plus Auto Suture ¢
AEPEXOTHHKOM 5 MM :

Hactosimee peracTpanuosEoe YI0CTOBEPEHHE BELAaHO

O6mecTB0 ¢ OrPaHHYEHHOIl 0TBETCTBeHHOCTHI0 "MeaTponnk”

{000 "Mexrponnk"), Poccns, 123112, Mocksa, llpecnenckas nao., . 10, 7T. 9
novem. 11, xom. 41 :

ITpom3BomuTens
"Kopumaen JLIC", CIIIA,
Covidien LLC, 15 Hampshire Street, Mansfield, MA 02048, USA

Mecto upomsoncmé MEIMIUHCKOTO H3IRIHS
Covidien (U.S.S.C. Puerto Rico, Inc.), Building 911—67 Sabanetas Industnzl Park.,‘ ’
Ponce PR 00731, USA

Homep perucTpanHoHHOro 10che No PA-35371/57344 o1 1108202& = |

Kilacc moTeHIUAaIbHOr0 pHCKAa DPUMEHEHUA MC,H.KHI/IHCKOTO HS}&&HH& 2a ;

Koa O6mepoccuiickoro Knaccuukaropa npoAyKIHH nc m»maM 3&0&0&%1&1(0&
nestenbrOCTH 32.50.13.190

JamecTurens pykopoautes Oexepaabnoii _c.;mcﬁu‘ ‘
10 HAA30pY B cdepe 31paBoOXPAHEHHS -
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K PETHCTPALIHAOHHOMY YJOCTOBEPEHHIO
HA MEAULIHHCROE U3AEJIME {«
ot 21 asrycta 2020 roxa  No P3H 2019/9193 |
N\
Ha Meawmweckoe H3aeame |
Oamepasosas mccexunonnas cucrema Spacemaker Plus Auto Suture ¢ ?“fﬁ
nepexoIHHEKoM S Mm: 3:7”
BAPHAHTLI ACTIOTHEHUS | | /'
1. Oxsopaszosas auccekumonnas cuctema Spacemaker Plus Auto Suture ¢ nepexoaHukom \\\
S MM TYHOKOHEYHBIH TPOAKAP ¢ KPYTIhIM JHCCEKITHOHHBIM OATLTOHOM. 3 53%
2. Onmopa3osas TACCEKIHOHEAS cucTema Spacemaker Plus Auto Suture ¢ nepexo BuKoM zss.
S MM TYIIOKOHEYHEIH TPOAKap ¢ OBATLHEIM JHCCEKIMOHHBIM OATTOHOM. _ "f

3. Omnopasosas auccekuioHHas cuctema Spacemaker Plus Auto Suture ¢ nepexoasnKoM B

5 MM CTPYKTYPHBIH Da10HHLI TPOAKAp C KPYTThIM JHCCEKIHOHHBIM 0anT0HOM.

4. Oanopa3osas aHccexunonHas cuctema Spacemaker Plus Auto Suture ¢ mepexoTHHKOM
D MM CTPYKTYPHLIH 02 UIOHHBIH TPOAKAP ¢ OBAIBHEIM JIHCCEKIIHOHABIM OaIIOHOM.
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3amecTureas pykoBoautean PegepaabHoil cayxObI
10 HAA30pYy B cepe 3ApaBooXpaHeHNs

¢ > ' et - -

: kA

TN i s

.)> - . R e
4 st

7 =

)

AW AW, AW GRS FEW  SSWw =i
B Ta e e e e Iy ley

}
S



AEKJAPAIIASA C COOTBRETCTRUU
OobmecTro ¢ orpaHnYenyoii oTeeTcTBeRROCTLI0 "Mearponnk"; Q00 "Menrponui"
(IIBIIMEHDDN!HQ ORFAHMIALHEK 1N anmmm. HMA, OTHECTRG HHAUBI LY MILHOIO NPCJIPHHIMATERR, NHNHTBINEK JJ,CKJ'IBPHU.!HO Q COOTBUTO‘]’B!IH)
Mexpaitornas wrcnekrmus Penepansrol nanorosoit cmyx6rr Ne 46 no . Mocxse , 30.01.2008
CBCJIEHHA O PELUCTRALNE OPTAHIIAL 1511t HEIHBHIYANLHOTO NPEANPHANMATENR
OI'PH 1087746137247

{HAMMEROBARIE PCFICTPUPYIONICED GPFANG, AATA perieTpamm, perpcrputnoniedl HoMap)
Apnpec: 123112, r. Mocksa, ITpecuesckas #ad., & 10, 51.9, nom.II, kom. 41, Tenedon: +7 (495) 580-73-77,
thake: +7 (495) 580-73-78

{anpec, Tencion, dakc)
B e  T'enepanbroro aupexTopa [lnacyrosoii Enennl BUKTODOBHBI
{AOMKAOCTS, HAMIITHA, HAMA, OTYCETBO PYKOBOANTENT OPrAAALINL, OT HMCHI KOTONOIl npiIIsaeTes IeKnapauns)
3agBIsier, 9To OpnopazoBas anccexnionyas cecrema Spacemaker Plus Auto Suture ¢
‘ MEPEXONHEKOM S MM

(NENMEHODAIMC, THIT, MAPKA UPCAYKIGIH (YO/IyrH), HA KOTOPYIO DACIPOCTPAHIETCA DEKNApALLLL)

Ko OKIIN2 32.50,13.190 Kon TH BDOA 9018 90 840 9
ko OK 003-93 w (uma) TH B3] CHI nni OK 002-93 {OKYH), caeackiis ¢ ceprilHOM BLINYCKE {17TH AADTHH
CeputiHplii BBIOYCK

(BOMCD NUPTHIL, HOMCPD W3AGARH, PEKEUSIFTLE ROTOBOPR (KORTPAKTA), HAKANIHAN)

" Kosuguen JIJIC", CIIIA,
Covidien LL.C, 15 Hampshire Street, Mansfield, MA 02048, USA
MecTo npoM3BOACTRA:

Covidien (U.S.5.C, Puerto Rico, Inc.), Building 911-67, Sabanetas Industrial Park, Ponce PR 00731,
USA

HANMCHOBARIC HIGTORITTCAMA, CIPAHLL H T.N.

cooteercTByeT Tpebopamusv:  I'OCT P 50444-92 (Pazn, 3,4), TOCT P 52770-2016, T'OCT 1SO 10993-1-

2011, TOCT IS0 10993-5-2011, I'OCT ISO 10993-7-2016, 'OCT ISO 10993-10-2011, I'OCT ISO 10993~
12-2015

{ofo3nateiste HOPMATHBNLIX OKYMEHTOR, COOTRETCTBHE KOTOPLIM NOLTECMEACHD JANHON JAcknapatiiel), ¢ YKaTaHNeA NYHKTOB 3THX HOPMATHBHEIX
FAOKYMEHTOR, COACPAATEES TRCSOBANNA JUIR DAHHOI NpoIy KU (yYeayrit))

Jlexnaparts IPHEATA Ha OCHOBAHHH: TPOTOKOIA TEXHAUECKNX HeneTanuit Ne 05/012.P-2019 or 13.05.2019
r. W AHO "lemrp K3BMWM", arraxk. N RARU2IMAIl or 30.04.2015 r.; npoToKonoB
TOKCHKOJIOTHIECKAX HCCASHOBanNuE Memarnuuackoro m3geaums NoeNe 38346 or 07.11.2018 r.,19210 or

15.04.2019 r. JlaGoparopmeni nemrp OQ0 "Llemrp Konrpons Kauwecrsa OHII", arr.axk. Ne POCC
RU.0001.21PK75 o1 12.08.2014 .

Perucrpanuonnoe yrocrosepenye Oefepainsioil cnykO51 o Hamsopy B chepe 3ApaB0OXPaHeHEns
(POCIAPABHAT30OP) No P31 2019/9193 07 21.08.2020 r,

(umlmpmamm 0 JOKYMEHTOX, ARJETIOIMACH OCHOBAHNCA IAIA NRPHAATIET I{BK;‘]Bp!llUIH)

Hata npueaaTEa feknapanuy  28.08.2020
Jexnapains o cOOTBGICIER TRUTEIBHA IO 28.08.2023

M.IL Hnacynosa Exena BuakTopoBHa

(vEmnHaeT, (aMEIHsL)

Y MEKJIAPHPOBAHW Ay, No RARUJL1IMITI8

{HAIMEHOBAYUES 51 ALPEC OPrata wo cep'rmbuxnmm.

. Muésrpxm, zom No 3, xoprye 1, sTtax 3, moM.1, xom. 26 Teaedon: +7 (495) 783-42-17
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(MONTHICE, MHIRGIANE], (aMIUIIA PYKOBOINTENT OIFaHa N0 CepTiHIKILILLIL




Onmopazosas puccexnronHat cacTeMa Spacemaker Plus Auto Suture ¢ nepexoJaHKoM 5 MM, BApHAHTE
HCHOMHGHAA:

1. Onnopasosas guccexnuoRHas cucreMa Spacemaker Plus Auto Suture ¢ HEpeXOIEHKOM 5 MM:
TYTIOKOHEYURETH TPOaKap ¢ KpyTJIBIM JHCCEKIYIOHEDM GaniOHOM.

2, Onmopasopas pucceKHoRRas cucTema Spacemaker Plus Auto Suture ¢ NepexoNHEKOM 5 MM:
TYHOKOHEYHbIH TPoaKap ¢ OBANLHEEIM JHCCEKIUOHALN GanrtonoM.

3. OnsopazoBag guccexnAonyas cacreMa Spacemaker Plus Auto Suture ¢ iepexonHuKOM 5 Mu:
CTPYKTYPHBI OaoHERI TPOaKap ¢ KPYTIILM JECCEKIIHORHEIM GalTOHOM.

4, OnHEOpa3oBas NHCCEKUHOEHAS cHcTeMa Spacemaker Plus Auto Suture ¢ IepexoiHAKOM 5 MM:
CTPYKTYPHEIE OaITORHbIHE TpoaKap ¢ OBANBHEIM JMHCCEKIHOHHEN GainoHoM.,

Ilnacynora Enepa Bukroposua
(AHHTATEL, (anims)

000 «IIEHTP CEPTUGUKALIMA 1 JEKIIAPHPOBAFMS Iy, No RA.RU.11IMII18

I EICTRE .

o (HANMEHORIHIE I RAPCEC OPFAHG N0 CEPTHEHKALIY,
08 DREnte yn, Mudnmma, siom Ne 3, koprye 1, aTax 3, 1ou. 1, xom. 26 Tenedor: +7 (495) 783-42-17
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{210 periCTpALNE H PETUCTAROHEE HOMED ARKAADALI)
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(MOAMYCE, MHHNARG, DAMILI PYKOBOUITENS OPIHR (10 CePTIPHKOLIII




