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ORAEPANBHAS CAYKBA TIO HAAZOFY B COEPE 3APABOOXPAHEHMS
i PR i ety
PETHCTPALIHOHHOE Y OCTOBEPEHHE

HA MEAWLIHHCROE U3AEJIUE
or 15 mapra 2019 rona Ne P3H 2019/8215

Ha meauumiickoe usacane
IMepuaTku XHPYPruvieckue CAHOPA30OBLIE CTEPHALHBIE JATEKCHDIC SFM®

Hacrosinee perucTpanHORIOE YHOCTOBEPEHHE BBIAHO
Jaxpurroe akunonepnoe ofmeerso Hayuno-npoussoactsennoe o0peauncune
"T'APAHT" (3A0 HITO "TAPAHT"), Poccus,

129337, Moexksa, yi. Kpacuas Cocua, . 30, crp. 1

[Mpor3BOAHTENE
"COM locomran Hpoaaxre Tm6X", Mepmanuy,
SFM Hospital Products GmbH, Segelflicgerdamm 67-89, 12487 Berlin, Germany

MecTo MpORIBOACTEA MEHIKHCKONO HIASHI
SFM Hospital Products Gmbll, Segelflicgerdamm 67-89, 12487 Berlin, Germany

Howmep perucTpamionroro aocse Ne PJ-22440/26007 ot 06.06.2018
Bia MeOHUHHCKOTD H3ISIHA CM, NPHI0KENHE
Knace NOTHIHATILHOIO PHCKE TPHMEHEHHS MEMLHHCKOTO HZCIA 28

Kox OB1uepoceriickoro KNaccn(pukaTopa POAYKLME N0 BIJIAM IKOHOMHHECKOH
nesrtembHoeTH 22.19.60.113

HacTosmee perneTpantoiHOe YA0CTOBEPCHHE HMEET IPHIIOKCHHE 1A 1 macte
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npukasoM Pocsapasraniopa ot 15 Mapra 2019 rona M 2049
AOMYIIEHO K 0GpalleHHIo Ha Tepputopiy Poccrlickoi QEey

Pyxosopureas Qenepainnoll caymbn
o namsopy B cdepe 3pasooxpaHenms
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QEAEPAABHAA CAYZKBA 110 HAASOPY B COEPE 3APABOOXPAHEHMS
(POC3APABHAA3OP)

MPHJIOKEHUE

RPErHCTPALIUOHHOMY YAOCTOBEPEHHUIO

HA MEAHLIMUHCKOE HU3AENHE
or 15 mapra 2019 roga Ne P3H 2019/8215

Ha MeIHUKHCKOE Wsacine

Hepuarin xu PYPritieckue oxnopazogpe CTEPHABLULIC JAaTCRCHBIE SFM®,
B BADHAHTAX HCITONHEH Y

1. Jlarekcupie, BEOMyAPeHHbLe, SHATOMMYCCKHE, ThaLKKe Wiy TeKCTYp
C BAHKOM Wil 6es sanka, ¢ AITCIUBHON N0J0coM Hay Ges aUre3unn
XAOPHIHAUHA OLHOKPATHAN MK ABOH¥AA mim Biry
Harypaibnbil, Genniii, scenrni, Geno-enThit
“epHnii, pasmep: 5,0; 5,5; 6,0;6,5; 7,0; 7,5; 8,
» AHATOMMYICCKHe, T

(@, C AUre3HBHOMH 1010
HATYPANbHEI, Ge,ibill, esrai, Geno-wenThf, KOPHYHeRRkIH,
HepHLI, pasmep: 5,0; 5,5; 6,0; 6,5: 7.0, 7,5;

HPOBAHAKLE, MalKeTa

PO30DLIH, senerzi, CHITHIT,
8,0; 8,5; 9,0 (sug 122640).
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FREKNAPALIUS O COOTBETCTBUM

JaKpeitos axumckepHoe ofuecroo Hayuwo-nponssoacreenios
MU0 no Acroeopy Ne 3 ¢t 15.1 2.2000).

OrPH: 1027739377632, J8PETHCTPUPOBEH MeMpaionon HHeneigen MHC Pocenn Ne 38 no «r Mocxse, gata PerMCTpaLpmn
14.10.2002.

obvegutenme «l aparte (ynonkomoserHse uararoruTenem

MecTo HaxomaeHsun {appec wpuamseckore /IM4B) U BAPEC MECTA OCYWECTENBHIS AGRTeNLHOCTA: 129337, Poccua, ropoa
Mockea, ynuua KpacHan Cocha, Aom 30, crp.1.

Tenedon: +7 4957893801, Gaxc *+7 4957450556, Agpec SINEKTPCHHOM NONTH, garant@garam.ru.

B nuye: Lvpextopa Cutnpuesa Bacvnua Bacunbesuva

3ARBNAGT, 470 [epyatku Xupypraveckme OAHODA30BbIE CTEDUNbHbIE NATEKCHBIE SFM®, B sapuanTax MCNONHEHWA:

1. Narexchuie, HEUNYARCHNEIS, BHATOMAYECKME, TNELKIE WX TEXCTYPAPOBAKNBIE, MANXETE € BANWKOM wAW be3 nanuka,
C BArRIUBHOR NCNOCOM MK Boa AAreINBHOR NCNOCK, XNOPUHALMA CAHCKPATHAR WK QBOAHER Min BHyTREHHEe NonuMepHoe
NOKPLITHE, USET. HATYRANEHBIA, Benuwi, HENTBIA, GRNO-KENTHI, KOPUUHBELIA, POIOBLIA, JeneHbiR, CHHUA, YepHLI, pasmep:
5.0.5.5.8.0;6.5;7,0.7,5;8.0;5.5;9.0 {bing 122830)

2 JlarexcHeie, OliyApentue, anatoMuusckue, fnapkue nnm TCKCTYPUPOBAHHLIS, MatKeTa ¢ Banskom unn Gos sanuka, ¢

» UBET: HaTypanuuei, Ganei, wenTuwd, Geno-xenThi, KODHYHEBLIA,
PO3OBLI, JNEHRIA, CAHI, YepHuIA, paamep: 5,0,5,5:8.0,6,6.7,07,6:8,0.8,5:9,0 (813 122640)
Koa OKMA2: 22.16.60.113. Koa TH B3 EASC: 4015110000 Cepwinbii Buinycx,

IIOTOBNTENL: «COM MocnuTan Npogakte I MBX» | «SFM Hospital Products GmbHs,

u
MecTo naxomaenmn (agpec ICPHANETKOND NVILE) N BAPEC MECTE CoYWECTBIBHUR ACATENLHOCTA NO WIrQTORNEHMK NPOAYKLMY:
lepmanns, Segelfiegerdamm G7-89, 12467 Berlin, Germany.

Cooreercrayer rpebopanunm: FOCT P §2238-2004 (MCO

10282:2002) «Mepyatiw XHPYRIUECKAR M3 KAYWYKDBOTC Natexca
CTePHNbHbIE DAHOPAIOR LIS, Crieunthnsamas nn.6.2, 63,684

HAexnapaums o cooraeTcTeNmM NPUKATA Ha OCHOBAHMM AKT OLCHKA PEIYNLTATOR TEXHHHBCKAX WCNbITaNMA MBANUMHGKOrO
nagennn Ne 12P.119 OPTW/2018 o7 27.04.2018, npuipamma TEXHWNECKMX HCNBITAHWE «MepuaTkm CMOTPOBbIE 0AHOPAIoELE
Crepunuhbie SFM» oT 13.04.2018, NEOTOKONGLI TEXHUYBCKAX MCMLITEHAR Ne 12P.119-1.017 o7 13.04 2017, NaNe 12P.119-2.017,
12P.118-3.017, 12P.119-4.01 7,12P 1168-5.017 o7 27.04.2017 T.. Aononxedwue or 25.09.2018 8Kty Ne 12P.119 OPTW/2018 o1
27.04.2018, axT ouerin POIYNIB 1ATO8 TEXHUMECKAX MEnBITaHm MEAAUMHCKOrO Hagenwn Ne 6/AT 135.018 or 25.00.2018
HcnbiTaTensHoi nabopatopism MEANUMHCKMX M3nenni OFBY UHKL dXM OMEA POCCHK, arrecrar BRKPEMTaLMM Na
RARU.21MK25,

lpoTokan ToxEmkonorwYECKux HCCNBACBAHHIA MESUUMHCKHX UaNeNWRA Na 185.08P oY 22.01.2018, pononienne Na 01 or
23.08.2018 MPOTOKONY TOKCHXONOrMHECKAX HCCNBAOBAHMI MeAnUMHCKIX nanenwd Ne 185-08P ot 22.01.2018, 3aknivenue no
PE3YNLTATAM TOKCUKONOTHIBCKIAX HECN@A0BaHME MEAMUMHTKOTO Wygennr Ne 185-08P ot 22.01 2018, aonanHenue Ne 01 ot
23.08.2018 K 3axnoNsHnG no PESYNbTATEM TOKCAKONOIUUBCHAX MCCNEAODANHMA MBAHLIMHCKOrD Hananus Ne 185-08P or
22.01.2018 WenwimaTensmoi natoparopan OBLECTEE C OIpaHKME HHOH OTBETCTBEHHOCTHX «LeNTP KOWTPONA XauecTaa
BHonandy, atrecrar akipenuTaling N RA RU.21LIKO1. Cepricducar coTems: yNpasnenus xauectsa EN SO 13485:2018

Nz 50759-14-C0 o7 13.03.2018, Bbinan DEKRA Cerlification Grbh,
Peructpaunonnoe YAOCTOBRPEHHE Ha MBAHUMHEKOR e N
cnyxGoa no Hansopy B cpepe 30PanooxXpaHeHun.
Cxema aernapuposanmn: 2a.

2019/8215 o7 15.03 2019, Bblaano PegepancHon

Hayuro-
TPORIDDACTERHFOE
afueprierie

Aava npuHATHA Aexnapaunn

Aeknapaums o coorseTcTanu ACTBMTE 19.09.2022
M.N. .
. i) B.B. Cubupues
! {noanuce) / MHHUKANBI, Damunua
4
CBenenun o peructpayum Atknapauuu o cooTeeTcTenn POCC RU.0001.10CN28, Oprau no ceprudbuxaium
npoayiam-4.yenyr O6wecrea ¢ CTPAHMMEHHON OTBETCTBEHHOCTLIO “Tecr-C.-Metepbypr', 190103, Poceun, ropog Carkr-
epbypr yn, Te.an KpacHoapmencias, qom 22, Nurep A

ot . &.‘&:'-;‘\:‘.‘_h‘-{“ N

#er;wmumgugnomep ABKNAPAUMH O CCOTHETCTBMM POCC RU [1-DE.CM28.8.00359/19

ﬂén petMcTpa W,“ 20.09.2019
\

| ARKaAvamum |9 5
™y

E.B. Mopososa
HHHURANG!, daMniuA pyKoBoauTenA ORraHa no ceprutukaunmn
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PEAEPAABHAN CAYAKBA T10 HAAIOPY B COEPE 3APABOOXPAHEHUSA
(POC3APABHAA3OP)

PETHCTPALLHOHHOE YAOCTOBEPEHHUE

HA MEAHUHWHCKOE U3AEJIUE
Ne ®C3 2009/05590

or 10 anpens 2017 rona

Ha Meamuunckoe nineane

InpHImk: ¢ HraaMu 0AHOPAIOBLIE:

HHBEKIHOHHBIE 06nemonm 0,5; 1,0; 2,05 3,0; 5,05 10,05 20,0; 30,0; 50,0; 100,0 cm. Ky0.,
HHCYAHHOBLIC obnemom 0,5; 1,0 em. kyb

Hacrosiee perncTpalioHHOE YAOCTOBCPEHHE BEUIAHO
3arpurroe aknuonepuoe o6mecrso Hayuno-npoussoacrsennoe obbennenue
"TAPAHT" (3A0 HIIO "I'APAHT"), Poccns, 129337, Mockea,

yi. Kpacnaa Cocua, a. 30, erp. |

Ipoussoauress
"C®M Tlocomran [pojakre Tm6X", lepmanns,
SEM Hospital Products GmbH, Segelfliegerdamm 67-89, 12487 Berlin, Germany

MecTo nponsBoAcTRa MEAHLIMICKOr0 H3IETHA
CM.IIPHAOAEHHC

Hosep permerpaunonnoro gocke Ne PI-16573/14660 ot 20.03.2017
Bua Meaumuucioro nienus 260600

Kitace noTeHuHaIbHoro pHeKa NIPHMCHCHHA MeTHIMHCKOTO W3CTHA 22

Koa Obmepoceuiickoro kIaccHHKaTOpa NPOAYKIHR VIS MeHIMHCKOrO H3geaus 93 9863

Hacrosmee perncrpainonnoe y1ocTorepenne umeer nprackenne na | jincre

I HO K 0Bpailenio Ha reppy Togx
ECTHTE/Ib pyKuBoguTead Deacpaannoi

110 HaA30py B cdepe JPaBOOXPAHCHAS

https://docviewer.yandex.ru/view/O/?page=2&*:G7wkeTrDVu4wiBNQtUtcab4E8... 03.04.2020
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OEAEPAABHAS CAVAKBA [10 HAA3OPY B COEPE 3APABOOXPAHEHWS

(POCIAPABHAA3OP)
MPHUJIOYKEHHE
KPETHCTPAIHOHHOMY YZIOCTOBEPEHHUIO
HA MEAHUHWHCROE H3AEJIUE
or 10 anpens 2017 roaa Ne @C3 2009/05590
JIuer 1

Ha meauiuckoe n3neaue

HInpuus: ¢ HrAaMH 01HOPAIOBbLIE:

HHBERUHOKALIC o6nemom 0,5; 1,05 2,05 3,0; 5,0; 10,05 20,0; 30,0; 50,0; 100,0 ¢m. ky6.,
HHCYIRHOBLIC obnemowm 0,55 1,0 om. ky6:

Mecro nponisoactsa:

1. SFM Hospital Products GmbH, Segelfliegerdamm 67-89, 12487 Berlin, Germany.

22 000 "Crepuu”, Poccus, 140500, Mockosekas 0671, r. Jlyxosumi, ya. [lymkuna, 8 ku.
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AERJAPALHA O COOTBETCTBHH

Jakpurioe akunonephoe uGiwee 1o Havsio-npoiseo e sewioe obbeannenne «CAPAHT» (3A0 HOO
«TAPAHT»)

FIHMCHOBINME OPraHBSIN 1671 IJI'J.\IIMIIH. MR, OTHCCT I LTI OO TPCANPHKENMRTC AN, NP B0 ACKIAPRLHIC O

COUTUCTC Tinim
Japeructpuponan(a) Meapaiionias wienekuna MHC Pocein No 39 no r. Mockse, 1ata peruerpaiiin
14.10.2002 r,, OI'PH: 1027739377632,
CBEIACHIEE 0 POrHCTPROLIN OPTREICRIIA Wk HEUVTHRHAY WL HOE O NPLANPHAHMATS T [HAHMCI0BAIKRE NI’“CTF)IIP) JOWETD Opraug, aara
PEEHCTDAWHEL, PECHCTPRIHOHIGI Hovep)
Adpee: 129337, r. Moeksa, yva. Kpacuas Cocwa, i1 30. crp. L, renedon: +7- 495 -789-38-01, thake: +7- 495 -
T8Y-38-02, wickTponnan noungarant@lgarant | ru
maped. Teredon, s

e appestopa CuGnpuesa Bachn Baciieu }

LAIEKOCTL, QEMIERIA. MR, OTUCCTBO PYROBOZITTE IR OPIQERILN, OT Naeln RUTOPQI DPHHHMIBETCR JSEKTIPALINg )
BBAACT, 410 LEHIPHILE € HETIMI OHOPIIOBBIC: HITBEK LHONHBIE 00 bEAOM 0.5; 1,0: 2,0: 3,0, 5,0; 10,0; 20,0;
30.0: 50,0: 100.0 em. ky0., micysioste oGuemon 0,5 1.0 en, ky 0. o .

V LHGAHMCHOBAH N, THIL MapRu IIPFI'\'KIJFUI. Hil SUTwpY pacapocrpadsecs ACKIUPUILAN,
Copuiinuii sunycs, Koa OKI 2 32.50.13.110, Koa TH B/19018 311000 -
CHEACHIE O COPHITHOM BRI R B0 TRGETHIE (HOME] BPTHI. HOMEDR 11, PERBHINTBI 0FDBOPA (KOHTPAKTR), HUKUIHIA k0,1 OK
00593 w (i) TH ITTC s OK 002-93 (OKY11)

Hrorosmrean: "COM Pocmeran [posucre [aoX""SEM Haospital Products GmbH", Aapec:
Segelfliegerdamm 67-89. 12487 Berlin, Germany, Cepyains.

HUHMCHOBARHC W3O TORNTE A, CIPUHL 1 T.1L))
cootsetetayer tpebosanmm FOCT ISO 10993-1-2011: TOCT I1SO 10993-4-2011; FOCT 1SO 10993-5-2011;
FOCT ISO 10993-10-201 1 FOCT ISO 10993-11-2011 : FOCT P 52770-2007;, FOCT P HCO 7886-1-2011:
FOCT P UCO 7886-4-2011;1°0CT 15O 8537-2011: I'OCT P 1SO 7864-2011.
h (oOusicHne HOPAMUTHBHLIN JOKY MEHTUL, COBTHE TR KUTOREM (OATHCPIRICHO

AEHNOT JICKPAUNCH, ¢ YRLIBINCM DY IKTOD IT10% HOPMETHEI b AURYRICHTOB, COACPRIUIN TRCOOBIIE L0 ARNION NPOAYKUMH)

Jleknapais npuisTa Ha OCHOBAIHI: Perncripaunonnoro ¥ aoctosepenua Ne (0C3 2009/05590 or 10.04.2017
1., CPOK JICHCTBHA - HE OFPaikyieH, BbLIHHOTO Geaepanbioll Crywdoi no HAA30DPY B Cdhepe 31paBoOXPAHEHHS
( POC3IAPABHALBOP): Ceprudmkara cHCTEMb! MEHEKMENTA KAUCCTRA 15O 9001:2008 Ne 90616276 ot
07.06.2016 10 14.09.2018 r,

1% NIPHISITIS ATKAAPALIN)

Jara npursrus aeicapaiim 11.05.2017

Jlexnapams o COOTHETCTHM
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Cubupues Bacwinii Bacuabesny
(ML, PAMHIHA)

Coeaenist o pernct pauiti. €T PTUM B COOTBETCTBIH

Persctpaumonnii novep RARE: 1L Opran no ceprugmratmn Obuiectna ¢ OFPAHHYeHHOR
orercrsennocteio "Macan Teer" ”
- _ (HERMEHOBAHIE 0 IPEC 0PI 10 CEprisILim, Japer HCTPHPUBIBLLCT U ACRIGPAID)

anpeer 5203, Pocens, ropos Mockea, ya. Maprosas 12-a, aom 11, sras 2, KBaprupa/odmc/novewenne N V,

'y - ks
/ '-‘ffif'uc'lpauﬁﬁ‘kd&?ﬁwostc'p Aekaapauin o coorserctsnn POCC DEMIT11.J103090, or 11.05.2017
;:f "IM.Hean f\‘*\ . AT PETHCTRAIIGE I PErMCTRALNURILIT HOMER ACKAAPMILN)
(2] (M. lr s g Hepenanosa AnHa AnekcanaposHa -
\ " \ eTT /1 / taanmer, P, (DML PYKOBOANTENN OPEaHA 10 Cepruitkatiing)

/e
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