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OHA0NPOTE3 NONMMEPHbINA AN PEKOHCTPYKTUEHO'&OC
PEMEPEHM-30-15 (REPERENM-30-15)
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OHAONPOTE3 NONMMEPHbIN AN PEKOHCTPYKTUBHO-

BOCCTAHOBUTENIbHON xupyprun PEMNEPEH*-4-50-20
(REPEREN®-4-50-20)
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QHA0NpPOTE3 NONMMEPHbBI A1 PEKOHCTPYKTMBHO-BOCCTAHOBUTENIbHON XUPYPruu
PENnEPEH*-4-100-20(REPEREN*-4-100-20)

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU 180



314 1516 17 18 19 20 21 22 23

JHA0MNPOTE3 NOMIMMEPHBIN A1 PEKOHCTPYKTUBHO-BOCCTAHOBUTEIbHON xupyprum PEMEPEH*4-100-40 (REPEREN*-4-100-40)
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4. 5 6 7 8 9 1011 12

Bl A ATTHY

OHA0NPOTE3 NOIMMEPHBIV 711 PEKOHCTPYKTUBHO-
BOCCTAHOBUTE/TbHOW XUPYPrn

PEMEPEH®-4-140-60 (REPEREN®-4-140-60)
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3HAOI‘IpOT€3 ﬂOﬂMMGprIVI Ans peKOHCprKTI/IBHO-BOCCTaHOBMTeﬂbHOM
XUpyprum PENEPEH*-4-140-120(REPEREN*-4-140-120)

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

183



QHA0MNPOTE3 NOIMMEPHbIN ANt PEKOHCTPYKTUBHO-BOCCTAHOBUTE/IbHO
Xupyprum PEMEPEH®-6-90-14 (REPEREN®-6-90-14)
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OHA0NPOTE3 NONMMEPHBIA NS PEKOHCTPYKTUBHO-BOCCTAHOBUTENILHOWM XMPYpPrum 1
PEMEPEH* (REPEREN*)-16-3-150-30
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SHA0NPOTE3 NOMMMEPHbIN A5 PEKOHCTPYKTUBHO-<OCCTAHOBUTEIbHOW XUPYPIin
PEMEPEH» (REPEREN»)-16*3-200-30
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O6LLeCcTBO C OrpaHNYEHHON OTBETCTBEHHOCTHIO «AKOH J1ab MMoX»
MouToBebIi agpec: 603003 r. HmxHKiA HoBropog a/s 27
MHH 5263072371 KIIM 526301001 OrPH 1095263000470

Ten. 8 800 700 41 56,8 903 040 21 56
www.iconlab.ru e-mail: reperen@iconlab.ru

iconlab

YTBEPXOAKO

Ovpekto  '90 «A”OH Jlab MM6X»

A.C. T'puwnH
0a6p# 2022 .
M.

YMAKOBKA N MAPKNPOBKA

Ha MeJULNHCKOe u3aenne

SHA0MNPOTE3bl MONMMEPHbIE
LNSi PEKOHCTPYKTUBHO-BOCCTAHOBUTENbHOW XUPYpPrum
PEMEPEH® (REPEREN®) no TY 9398-003-89868501-2014

2022rT.
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1. Maxet MapknpoBky Sunonporesos REPEREN®

MudopMauys Ha MAPKHPOBKE YKA3BIBACTCA HE PYCCKOM S3bIKE, H, MIPH HEOOXOXHMOCTH, AyOIHPYETCH
ungopManus Ha aHrIHICKOM A3BIKE.
Ha nakeT W KOHBEPT C H3ZIENNEM HAKICCHA ITHKETKA, COAEPKALLAn AaHHbBIC H MAHHTTY IAIHOHHbIE 3HAKH
no F'OCT P UCO 15223-1 ¢ cOOTBETCTBYIOIIMMH 3HAYCHHAMM:
— HOMEp Y AaTa BbIAYH PETHCTPANIHOHHOTO YAOCTOBEPEHHS,
— TOproBOE HAHMEHOBAHHE W BAPHAHT HCIIONHEHHA SHAOMPOTE3A;
— KOJIHYCCTBO SHAONPOTEIOB;
— pa3sMephl FHAONPOTE3a (IUTHHA, UHPHHA, TONLIHHA),
— obo3Ha4YeHHE TEXHHYECKHX YCIIOBUH,
— cumBon «Kon naprus» w/uwau cuMBoa « CepHiiHbIA HOMED»;
— cuMBoi «JIaTa H3roTOBNECHNA» (MECALl, roi);
— cumeon «Mcnons3oBarth 10...» (Mecatl, rox);
— cuMBoa «HoMmep 1o karanory»;
— cuMBOJ «CTepunH3anua OKCHAOM 3THIICHAY;
— cuMpoJ «He CTepriIn308aTh NOBTOPHON®;
— CHMBOJI «3anpeT Ha NOBTOPHOE MPHMEHEHHEY;
— cuMBon «He HCTOML30BaThH NPH NOBPEKACHHH YNIRKOBKHY;
— cumBos «OOpaTHTECh K HHCTPYKIMH 1O IPHMEHEHUION,
— CHMBOJ «ANIMPOreHHOY;
—cumpon «Ipenen Temnepatypsi» (ot + 5 sio + 40 °C);
—cuMBoa «OCTOpOXKHO»
—cumBo «He aonyckars Bo3AeHCTBHA COJHEYHOrO CBETa»
—cumpon «U3roToBuTENb» (HANMEHOBAHNE H a]pec),
— 3nak «Homep Tenedona/ dakca nponspoauTens A1 obpalmennii»;
—cumBoiibl «He nomyckars Bo3aeHCTBHSA COTHEIHOTO CBETA;
—cumBoa «bepeus ot Bnaray;
Ha 3THKeTKy BO3MOXHO HBHECECHHE IITPHXOBOTO KOAR, Qr-Koja (NMpH HATHYHH), CXEMATH4ECKOro
n3obpaxenns MU (pucyHok) ¢ HASHTHPHKALHOHHOI HAANMUCHIO (PH HEOOXOAMMOCTH).
Ha xoHBEpT BO3MOXHO HAHECEHHE JIOTOTHIIOB POHIOB, 3HAKOB KA4€CTBa, HAIPan W HHOH HHGOpMaLHH,
xoropas byaer ynyumars noTpeGUTENALCKHE CBOHCTBA.

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU e —————— - : -

-



(0t) 0 0000000 00000 0

I 1

21)00000000000 17)000000
£V NeP3H 201813449 (07 2. MMITTIT)

3AnaonpoT** NoNMMEpPHbI AN
P<KOHETPYKTUSINO-»0CCTaMO*UT*1bI40
xvpyprum PEMEPEH<8>4" 0-16

Polymor Endoprosthesis for Reconstructive
Surgery REPEREN® 4 ~1 5

Konunuecteo/ Qty -liur./pcs
Pasmepsbl/ OmerBicns:

Length -90mMArnT
-WwupuHa/  WMIh -1$MM/nvn

-TotmHa/ Thickneee -045iyM/nvn
I/I3p,envm cooTeeTcTayT q)eBoaevaH
TY 93984)03-89888501 -2014
[maeHTndMkaymoHHaa Hagnucb]
R4-DA-30-15
[1ot] A.05-01-22 2022-01

[LK] 3060122001 2  2025-01 060122001

GRX A -T

000 «Avikom /106 TH6XB, Poccus. 603003,r. HymkHWiA HoBropog,
yn. bappuHog, g 1, nutep bf, opuc 204

Icon Lab GmbH LUnRuiela.e03003.NUbny Novgorod.
Barrlkad Str.. BuHd. 1. Lener BYa, Office 204

#7(831] 229-60.76; 8 800 700 41 66 E-mail: raperenQtcoiileb.ru

2. CaMoK/enlascs aTMKeTKa, BXOASALLas B KOMMIEKT NOCTaBKU, COAEPXMUT crefytoline faHHble:
— BapUaHT UCNOJIHEHNS 3HA0NPOTE3a;
— pa3mMepbl 3HA0NPOTE3a (ANMHA, WNPUHA, TOMLULMHA);
f — cumBon «Kopg naptum» n/mnm cumeon «CepuiiHblii Homep»;
— CUMBON «Mcnonb3oBath 40...» (Mecsl, rof);
— HaMMeHOBaHMWe WM TOBapPHbI 3HAK M3rOTOBUTENS.
Ha 3TMKeTKy BO3MOXHO HaHeceHve WTPUXOBOro Koaa (Mpu Hanmumm).

0"000000''000000"

PEMEPEH<B)-XXX-KXX
REPEREN!S)-XXX-XXX
iconlab XX XXX X X.X Mmm/mm

[AXXX XXX XXX K XXXX-XX
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3. MakeT KapTo4KM nauueHTa, BXOAsLLEA B KOMNIEKT MNOCTaBKM:

iconlab

000 «AWKoH a6 Mm6X», Poccusa, 603003, r. HKHWIA
Hosropog, yn. bappukag, 4. 1, nutep bf, oumc 204
Icon Lab GmbH Ltd., Russia, 603003, Nizhny Novgorod,
Barrikad Str., Build. 1, Letter BYa, Office 204
www.iconlab.ru

caMoknesilascs aTukeTka /
sticker

®NO naumeHTa / Patient's name:
Jara umnnaHtaumm / Implantation date:
®KNO xupypra / Surgeon's name:

4. TpaHcnopTHad mapkuposka —no NOCT 14192.

5. CUMBO/IbI N 3HAKKN, NCNONb3YEMbIe NMPU MapKUPOBKe

LOT Kog naptumn

SN CepuitHbli HoMep

[ata nsrotosneHusa (mecsd, roga)

1 r Mcnonb3oBatb f0... (MecsLl, ron)

REF 1Howmep no Katanory

Bl WA CTepnnm3saums oKCUAoM aTuneHa

He cTepununsosatb NOBTOPHO
3anpeTt Ha NOBTOPHOE NMPUMEHEHMNE

He ncnonb3oBatb npn noBpeXXgeHnn yrnakoBku

(8)
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O6paTnTeCch K MHCTPYKLUM N0 NMPUMEHEHMIO
AMNNPOreHHO
Mpepnen Temnepatypsl (0T + 5 00 + 40 °C)
M3rotoBuTenb

A OcTOpOoXKHO!

He gonyckaTb BO3AeiiCTBMS COTHEYHOTO CBeTa

f bepeyb oT Bnaru

Howmep TenegoHa/ (hakca
I 5 * Moon3BOANTENS 418 06paLLeHNii

bl Jlorotun komnaHum OO0 «AlKOH J1ab TMBX»
iconlab

Norotunbl ®oHAOB
OOHL COLENCTBUA
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6. MakeTbl ynakoBoK 3HgonpoTe3oB REPEREN”

6.1. MepBUYHas ynakoBKa (CTepW/bHbIA 6apbep) - ABOMHON NakeT ANS ra3oBoOit CTEpUIM3aLUM

Martepuasibl ynakoBoyHble «CTEPUKINH MaTtepuan ynakoBOYHbI B pynoHaX A/ MakeTbl 1 pynoHbl «KnnHUNak» ans
(SteriCLTN) ons ctepunmsaumm 1 xpaHeHus MeAMLMHCKOW NapoBO, ra3oBol, BO3AYLLUHON U MeLULMHCKON NapoBOiA, ra3oBol, NAa3MeHHON 1
N30ENNIA MEAVNLMHCKOTO Ha3HaueHus» .. nnasMeHHow cTepunsaumm mapkn «DGM pagvaumoHHoi ctepunmsauyuy no TY 9398-001-
(Vereinigte Papierwarenfabriken GmbH, Steriguard» 69745848-2011
epmaHms,
T
- b
*1
i'l 8

fMacme>  HTB [[T L e»Bax"AA-r

nnn
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6.2. MoTpebuTenbCKas yNakoBKa - KapTOHHbI KOHBEPT

:UH>«jecr3»"aaoi«0'iur Lum'moy
conlab

REPEREN'

turgery Erk! neurosurgery implirte

b trEmedn

i qetedp
M
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9lor 9B>eicsiND
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