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OFEAEPAABIAS CAYKEA TIO HAAOPY B COEPE 3APABOOXPAHEHMSA
(POC3APABHAA3OP)

PEUCTPALIHOHHOE ¥/I0CTOBEPEHHE

HA MEAULMHCROE U3AEJIHE
or 15 mapra 2019 roaa Ne P3H 2019/8215

W Ha MeIHLHIICKOS WIACIS

TlepuaTiil XHpypruieckue QIHOPAIODBLIE crepuabHLIe aatexcnvie SFM®

Hacrosmee perucTpanHonIoS YIOCTOBEPEIHT BEIAIO

JaKpuITOE ARMIANEPHOE ofmeeTBO llayuun-npoa:nunwrneﬂuoe o0beAICHIE

"I APAHT" (3A0 HIIO “TAPAHT"), Poceus,
129337, Mocksa, YJl. Kpacuas Cocna, A 30, crp. 1

[por3BOAHTEND
o CM Focnmras 11poaasTe rmoX", Fepmanns,
SFM Hospital Products GmbH, Segelflicgerdamm 67-89, 12487 Berlin, Germany

Mecro TpOE3IBOUCTER MeTHITHHCKOTO H3ASTHIL
SFM Hospital Products Gubll, Scgelflicgerdamm 67-89,

arronHOro Aocke Ne PJI-22440/26007 or 06.06.2018

12487 Berlin, Germany

Homep perucp
Bl MeJRIMECKOro U318 e npuaoKenne
pHCKE TPHMCHEHIA MeHUHHCKOT0 H3ACTHA 2a

Knace noTeHIHVILHOIO

Kon OGepoceHiickoro Knaccuukaropa NpoLYKIHH TI0 BHAAM yKOHOMIHECKOH
NEeATeIBHOCTH 22.19.60.113

[lacTosiee perHeTpRIHOHOP yHOCTODEPEHHC HMEET NPHIIOKEEYE 1d 1 nucte

npukasom Pocspassaniopa 0T 15 Mapra 2019 rona 20
gomymeno K oGpamentio na TePPUTOPHH Poccrlickol RE

! e,
PyxoBojuread @enepaabnoll cayxbyl u t
/

o sagsopy B cpepe 3ApaBoOXpAHCHNIL
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J §7) SARNIN
R

QFAEPAABHASA CAYAKBA 11O HAA3OPY B COEPE 3APABOOXPAHEHWM
(POC3APABHAA3OP)

K PETUCTPALIMOHHOMY YIOCTOBEPEHHIO
HA MEAWLIMHCKOE U3AEJIME

ot 15 mapra 2019 roaa Ne P3H 2019/8215
Juer 1

Ha MeaHuHHCKOS N3LeiIHe
Tlepuarkn XHPYPruvecKie 0010Pa30BkIe CTEpHALNLIC JaTekcnsie STM®,

B BAPHAHTAX HCITOJIHEHHL!

1. JlarekcHble, HEOTYAPEHHLLE, SHATOMHUCCKHE, [IALKHE HIM TEKCTYPHPOBAHHKIE, MAIKETa
© BAMKOM HiTH Bes BiMKa, ¢ aTesuBHOMR noocoll v 623 aure3usloll monoes,
XNOPHHALMA OLHOKPATIHN KK ABOHHAA HIH BUYTPEHHCE [IONMEPHOE TOKPLITHE, QBET:
Harypaibibli, Ge/iblil, skentoiii, Geno-xenTniii, KopaunenhiH, po3osLIH, 3¢AeHblH, CHITHI,
qepunkii, pasaep: 5,0, 5,3, 6,0; 6,3; 7,0; 7,5; 8,0; 8,5; 9,0 (sug 122630).

2. Jlarekcuele, OIMyApeliHbe, AHATOMHYICCKHE, TIAAKHE HIH TCKCTYDHPOBAHHEE, MAIDKETR

¢ panukoM wiaH 0es paiuka, © aNre3HBHOR 10710coH Wil §e3 anre3HBHOI NOJOCH, LBCT;
HarypaneHe, Geapil, wenteili, Geno-xenThii, Kopi4Henkii, po3onLm, sencHnm, cinmi,
qepinii, pasmep: 5,05 5,5; 6,0; 6,5; 7,05 7,5; 8,0; 8,5; 9,0 (sux 122640,

https://docviewer.yandex.ru/view/O/?page=2&*:M’Ilewch%ZF%ZFiquwquZDJc... 03.04.2020




HEKNAPALMA O COOTBETCTBUKU

JaKpolToR BKLMONepKoe 06UIECTBO Hayuxo-NpoulscAcTEEntoe 00 beAHHEHHE «lapanT (yNONHOMONEHHGE HArOTOBMTENEM
MU No aorosopy Ne 3 or 15.12.2000).

OFPH: 1027730377632, saperdeTpuponin Mexpanonioh wicnexuymon MHC Poccrn No 38 no r. Mockse, aaTa peracipauss
14.10.2002.

MecTo HaXoMIEHHA (aSPEC VPUAHYECKOTO IMUB) U BAPEC MECTA OCYIHECTBNBHWA JEATENLHOCTH: 129337, Poccar, ropoa
Mockaa, ynuua Kpackan Cocha, aom 30, e1p.1.

Tenedon: +7 4957893801, dac +7 4957450556, AQpec INEKTPOHHOA NOHTh garani@garantl.ru.

nuye: [npextopa Cubnpyena Bacwnua Bacunbesn+a

JARBNAET, 4710 [1EPHATKA XHPYRIMMECKME OAHOPE3OBbIE CTEDUNbHBIE NaTexckbie SFM®, B 8apuaHTax UCnoNHeHW:

1 [IATEKCHE, HECTYAPEHHEIE, BHATOMWNECKVE, FMELAKNE UMK TEXCTYDMPOBAKNEIE, MAHXETA € BANWKOM WNW Bed BanwKa,
¢ BATEIMBHOR NONCCOR WNN BEd 34T 3NBHOMR NONOCE!, XNOPUHALMRA OQHOKPETHAR WK ABOAHER WITH BHYTPENHEE NONAMEPHOB
NOKEBITHE, UBET. HATYPANEHuIA, O@MLIA, KENTbIA, BEND-KENTHIA, KOPUMHEBDIA, POIOBLIA, IENEHLIA, CHHUA, YePHLIA, padmep:
5,0,6,5,8,0,6,5,7,0,7,6,8,0,8,5:9,0 (snpa 122830)

2. JIATEKCHBIE, ONYAPEHHLIE, GHATOMWHECKWE, FNAAKKE “AN TEKCTYPUPORAHHLIZ, MAIIKETA C BANAKOM UMK Ges sanwxa, ¢
BArEINBHONA NONOCH WM Be3 aaresneHoR NONoCk!, UBET: NaTypanurtd, Denii, KenTuwi, 6en0-KenThill, KOPUHEBBIA,
pPO30BBI, 3ENGHBIA, CARWI, YepHulR, pasmep: 5,0:5,5:8,0,8,6,7,0,7,5.8,0:8,5:9,0 (oua 122840)

Koa OKIMA2: 22.19.60.113. Koa TH BOA EAJC: 4015110000, Cepuitnbif soinyck

WaroToBnTens: «CEM Mocnutan Mpoaakte MmBXs / «SFM Hospital Products GmbHa.

MecTo HAXOMACHIA (AADEC OPHMANNECKOND NMUE) W BAPEC MECTE OCYUIECTBIIEHWA AEATENEHOCTH NO UITOTCRNENWIO NPOAYKLIAK:
Fepmannn, Segelfiegerdamm 67-89, 12467 Berlin, Germany,

Cooreercrayer Tpebosannam: MOCT P 52238-2004 (VICO 10282:2002) «epHaTvi XAPYpPra4@ckie ul kay4ykoBoro natexca
CTepUnbHLIE DANOpajoRbie. Creundiukaunss nn6.2,6.3, 6.4

[lexnapauma 0 COOTBETCTBMM NPHUHATA HA OCHOBAHWUM AKT DUEHKA POIYNLTATOB TEXHWUBCKAX WCMbITAHMWA MBAWLAHCKOrO
waaenun Ne 12P,119 OPTW/2018 o1 27.04,2018, npoIpamma TEXHWYECKAX NCNLITAHWA «lepuaTkin CMOTPOBL@ 0AHOPAIoBLE
crepunbbie SFMe ot 13.04.2018, NPOTOKDNLI TEXHWHECKAX MTNBITaHAR Na 12P,118-1.017 ot 13.04.2017, NsNe 12P.119-2.017,
12P.116-3.017, 12P.119-4.017, 12P.119-5.017 or 27.04.2017 r., aononxenwe or 25.09.2018 « axry Ne 12P.110 OPTA201 Bor
27.04.2018, GKT CUBHKA PE2yIisTATOB TEXHAKECKMX ACNBITAHIA MEAVMUAHCKOTD HagenwA Ne BT 135.018 or 25.00.2018
WenbiTaTensHan nabopaTophn MeanLmHckux uaienui OBY OHKL ©XM OMBA POCCHM, artecrar akkpeanraumi Na
RARU.21MUZ5

[1POTOKON TOKCHKDIIDTUMECKUX MCCIBACBAHAN MEQMLMHCKUX U3 ienuh Na 185-08P ot 22.01.2018, pononnenue Ne 01 ot
23.08.2018 K NPOTOKONY TOKCHAONOrMMECKNX HCCNBACBAHMIN MEAUUMHCKMX HIALNWA Ne 185-08P ot 22.01.2018, 3awnicueHue no
PEIYNLTATAM TOKEUKONOTUUECKAX MCCNEA0BEHIA MEANLNHTKOTO KaaeR Ne 186-08P o1 22.01.2018, gonannenve Ne 01 ot
23.08.2018 Kk 3AKNOHEHING NC PESYNbTETAM TOKCAKDNOTMUGCKAX WCCNEA0BAHMA MRAKLIMHCKCTO HIAGNHA Ne 185-08P or
22.01.2018 WenuiraTenskoh nabopaopan OBWECTEA C OTPAHKYEHHOA OTBETCTBEHHOCTSI0 «LIENTD KOHTPONA KauecToa
BHONBAM®, BTTECTAT akkpeanTaumy Ne RA RU.21LKOT. CeprvdmkaT CUCTEMB! YNPEBNEHUR KauecTsa EN ISO 13485:2016

Ne 50759-14-C0 ot 13.03.2019, swinan DEKRA Cerlification Gmbh.

M 2019/8215 o7 15.03 2019, swinano $epepancHon

Cxema pexnapvposanin: 24,
Hay4no-
npuuaan.me:.u ae
oLEnHERAE

[ava npUHATHR AeKNapaunu
fexknapayus 0 COOTBETCTBNM AGACTEMTE 19.00.2022

/
Mm.n,

* Mocwsh
)

, e B.B. Cubupues
! (noanues) / WHULWANBI, damMunua
£

CBeAeHWA 0 perucTpauMi gexnapaumu o cootoercrsuun POCC RU.0001.10CN28, Opran no cepruduxaiuu
-4 YCNYT O6WecTea C CrpaHuyerHoR OTBETCTBEHHOCTEIO “TecT-C.-MeTepGypr”, 190103, Poccus, ropog CankT-

POCC RU -DE.CN28.B.00358/19
20.09.2019

Rara pesycTpa

©1 EkaAvamug | 9

SR A
E.B. Mopo3osa

MHALKAND!, DAMWIKA PYKOBOAWTENA COTaHa NO CepTUMMUKAUNK
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MEAEPAABHAN CAYIKBA 110 HAAZOPY B COEPE 3APABOOXPAHEHWA
(POC3APABHAASOP)

PErTMCTPALIMOHHOE YAOCTOBEPEHHME

HA MEZULIMHHCKOE U3AEJIME
N ®C3 2009/05590

or 10 anpens 2017 roxa
Ha MeJHUHHCKOC H3/ICIHEe
[InpHikl ¢ RIVIEMH OANOPAIOBLIC:
uHbeximonnsre o6nemon 0,55 1,05 2,04 3,05 5,05 10,05 20,0; 30,05 50,0; 100,0 cm. xyb.,
HHCYAMHOBLIE 06nemom 0,5; 1,0 em. kY6

Hacrosiee perucTpaloHHOC YA0CTOBEPCHHE BBIIAHO

JaKphITOe AKNHOHEpHoe ofmecTso Hay4i10-npoM3BO/ICTBEHIOE ofbenuHEHHE
"FAPAHT" (3A0 HIIO "TAPAHT"), Poccns, 129337, Mocksa,

yi. Kpacaaa Cocna, A 30, erp. |

[NpoussoauTelib
»COM Tocniran [popakre FmGX", lepmann,
SFM Hospital Products GmbH, Segelfliegerdamm 67-89, 12487 Berlin, Germany

MecTO NPOHIBOACT A MELHLMHICKOr0 HIETHA
CM.IPRAGKEHHE

Hosep perHCTPAIHOHHOIO Aocke N PJI-16573/14660 ot 20.03.20 17

Bua Meamiickoro inesus 260600

K/8ce HOTEHLHATLHOrO PHCKE IPHMEHCHHA MC/THIMHCKOTO H3ACIHA 2a

Koa OBimepoccHitckoro KIacCHHHKATOPA NPOIYKLHH JUI MEIHIIMHCKOIO H31eAHA 9

Hacrosimee perncTPalHOHHOE YAOCTOBEPEHHE UMECT NIPHAOKCHHE na 1 jucre

uprkatos Pocanpasiansopa ot 10 anpens 2017 rona No 3198
AQNYIEHO K 0OpAILICHHID HA TS %{Topm{ Poccuncx ‘ﬁ"lﬂ JALTHY

AMECTHTEIb PYKUBOAHTE] ¢ACpaJLHOH CJI
1o naasopy B cdepe JAPABOOXPAHCHAT

INEL AL
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OEAEPAABHAS CAVIKBA [10 HAA3OPY B COEPE 3APABOOXPAHEHWA
(POCIAPABHAA3OP)

MPUIOKEHUE
K PETMCTPALIHOHHOMY Y/AOCTOBEPEHHIO

HA MEJAWLUIHHCROE H3AEJIME

ot 10 anpens 2017 roxa Ne ©C3 2009/05590

Juer 1

Ha MeHIMHCKOE W3

IInpuib! ¢ BIAMH 01HOPA0BLIE:

HHBEKIHORHALIE obLemom 0,55 1,03 2,0; 3,0; 5,0; 16,0; 20,03 30,0; 50,0; 100,0 em. xy0.,
wHeyanHoBLIe 06nemom 0,55 1,0 em. Kyo0:

MecTo IpoHIBOACTBA:

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

2. 000 "Crepun’”, Pocess, 140500, Mockosckas 0671., 1. JlyxosHIm, yI. [lynikuna, 8 ©u.

o

T

NP

N

iy

= .vﬁw-ﬁ_
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AEKJAPALLHS O COOTBETCTBHH

Jakpoiree akunonepioe vbwee teo Haysno-nponssoieisennoe obbeannenne «TAPAHT» (3A0 HINO
«IAPAHT»)

HIHMCHORINHE ORI Wt ll}'ﬂ\!ilﬂllﬂ. MR, OTHCCTRO VLI L LHOTO EPSARDHMATCN, P HRBIIHA JCKIQPAIHIO O

COoaTuclermie
Japernctpuposan(a) Meapaionias nnenekuna MEHC Poccuin Ne 39 ne r. Mockee, nara pernctpatiing
14.10.2002 r., OI'PH: 1027739377632,
CHEACHIE O POEACTRIHE OPFRETEISTUTA T HIVTHBHAYLTRN0r0 DPCAnPHITHMATE A (HanMeHosaHme PLIHCT PRPYIOWCTO Oprag, 1ar
PECHSTPALMI, PerHCTPAIOH LI HOMEP)
Aapec: 129337, r. Moekea, ya. Kpacnas Cocna, 1. 30, crp 1, renedon: +7- 495 -789-38-01, hake: +7- 495 -
789-38-02, saekrponsad novurgarant@garant |ru
wapee, rencduon, ase

uanie gpestopa Cndnpucsa Buciina Baciasesi )

LAOCERHOCT b, (PAMBRNA, HMA, OTUECTBO PYROBOIHTC IR QDI 07T Hachl h'll'i'up\lli TPHHHMACTCR JCKTIPALING )
sansaser, uto LHnpuust ¢ sisasn oiHopasosbie: HitbeK utonnbie odwesmonm 0.5; 1,00 2,0; 3,0, 5,0; 10,0; 20,0;
30.0; 50.0: 100,0 em. kyG., micyannoseie odnemonm 0,5, 1,0 em. ky0.

CHAEMMCHOBRHHE, THIL, MAPRE NPUWIYRIHH, Hl SUTOPYIO PActipOCTPAHACTON JICK P,
Cepuitnwii sunyes, Kea OKIMA 2 32.50.13.1 10, Kea TH B2 9018 311000
CBEICHHR O COPHHHOM BRIEYCRS BT PRUFERE CHOMETH BT HM, HOMETRE I, PERBIINER! 1000 0PN LROHTPARTA), MUK RULHOA K0 Ul\
005-93 w (wan) TH BT TC wsn QK 002-93 (QKYIHD

Hyrorosirens: "COM Pocoeraa Hpozacre Fm0X""SEM Haspital Products GmbH", Aapec:
Segelfliegerdamm 67-89, 12487 Berlin, Germany, l'epvaiigs.
HAMMCHOBIHHE HITOTOBHTC IR, CTPUHBL M L))
coorsereTByeT TpeGoBanm 'OCT ISO 10993-1-2011; FOCT I1SQ 10993-4-2011; FOCT 1SO 10993-5-2011;
FOCT IS0 10993-10-201 1, FOCT 1SO 10993-11-2011 : FOCT P 52770-2007; FOCT P MCO 7886-1-2011;
FOCT P UCO 7886-4-2011;1OCT ISO 8537-2011; I'OCT P ISO 7864-2011.
lUGU]IHI“I\'IiiH’ HUPMATHBHLIN JORYMTHTOH, CODTBECTCTEHE KUTOPLINM TUITOCPALICHO

Akl sekiapaunied, ¢ yk.mum:l—u_\ HKTOD JTHN HOPMETHBILIN JOKYMEHTOR, COREPR NN TPEOOBIIIE LAN AN IO NPOAY KW )
Jleknapains npuuATa Ha ocnastiu Pernetpaunonnoro Y aocrosepenus Ne (DC3 2009/03590 ot 10.04.2017
r., CpoK aelcTeus - He orpanudes, selaannoro eaepwisnol ChymwOoh no HaA30py B chepe 31paBOuXPaHCHHS
{ POCIAPABHALBOP): Ceprudmrara cHCTEMBI MeHeLRMEHTA KadeeTsa 1SO 9001:2008 Ne 90616276 ot
07.06.2016 10 14.09.2018 r.

LR OPAIATHA ACK1APALHH)

Jlara npunstus aekaapain 11,05.20107

a o 10.05.2020

=/ . P TRE ALY Cubupues Bacuanii Bacwibesny
{(:{ ll:cu.lmn."b’f' V%‘: (MMM, (PaMIIA)
'TAPAHT/S

\ Ly
Coeenitt 0 perucTpiaul .,;grmgpq‘uuu COOTBEICTBHH
PerucTpaumonimii nosep AREFTMI, Opran no cepridgmeannn OGuiecTna ¢ orpanudentod
orsercrsennoctbio "Hacan Teer”
[HuHMEHO BN WAPCE UPIUHL N0 CEPTIPIRALLIN, TAPCOHCTPHPUBIBLLILT 0 JACKIIPAILHI0)
meﬂo} Pocens, ropos Maockea, yi. Napkosas 12-a, gom 11, srask 2, ksaprupa/oduc/novewenne Ne V,

R

/WT PO
/i ﬁrmc'l_'pnulmn@_(}\ymwp aeknapauin o coorseretsin POCC DEMITTLLI03090, or 11.05.2017

/
& % AT PEFHCTIRAUG U PET T O RN L i HOME JICK) 'MF‘IIHIH)
i14., dnean Y '
: 1 =3 Hepenanosa AHHE AICKCAHJPOBHA
ecT” f--a

/aanucy, s, (AN PYROBOANTENR OPFaND 10 CEPTUpHKRALIIL)
/1
r//
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