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LIMHA IMMOBINI3ALIMHA

APTUKYN: R6316 / R6316K
KINBKICTb BUPOBIB B YMNAKOBLI: 1wt

PO3MIP: yHiBepcansHuia (ans 4opocnoi NanHA)
CKIAL: antoMmiHieBNin CNNaB i3 NOKPUTTAM 3i ‘
cniHeHoro matepiany (i30NoHy). V

OrNMnC TA OCHOBHI XAPAKTEPUCTUKW BUPOBY:

Poamipu Bupoby apt. R6316: 100x 11 x 06 cm (+5%). Bara: 161 1 (+5%)
Po3mipu Bupoby apT.R6316K: 50 x 11 x 0.6 cm (£5%). Bara: 81 r (x5%)
[LnHa sBnse cobot peHTreHONpPO30opuiA antoMIHIEBWIA CNaB i3 NOKPUTTAM 3
cniHeHoro matepiany (i3ofioHy). Ller Tin WuHM cneliansHo po3pobneHni
ANS BUKOPUCTAHHA B TaKTWMYHIA MedULMHI Y eKCcTpemanbHWUX Ta BIACKOBMX
YMOBaX MNif 4ac HaaHHA LWBMOKOT LOMOMOTW.

MEOQWYHE NPU3HAYEHHA: 3acToCOBYETLECHA NPU POTATHEHHAX, BUBMXAX i
nepenomax ang dikcayii MOLIKOMAKEHOI YacTMHM Tima, Wob [focsrti
HEpyXoMOCTI KICTOK Yy MICLi Nepenomy, 3MeHLUUTU WMOBIPHICTL LOOaTKOBOI
TpaBmaTtu3aLii yrnamkamu KICTOK M'AKMX TKaHWH, CYOWH | HEPBOBMX 3aKiHYEHb,
a TaKoX 3MEHLUMTW IHTEHCUBHICTb GOMbOBOTO BiQYYTTA B MOTEPNINOro, Lo
cnpusie 3anobiraHHi TpaBMaTMYHOMY LUOKY. [lpu3HayeHa AN BEPXHIX |
HIDKHIX KIHLIIBOK, a Takox Ans iMmobiniaadlii luiHoro Biaainy xpebra.

OCOBNUBOCTI TA NEPEBATU:

. YHiBepcanbHa, Npu3HayeHa Ansa 6aratopasoBoro BUKOPUCTAHHS
. MilHa, rHy4ka, nerko opMyeThes Mia

HeobXiaHy opmy
. PeHTreHonposopa

BoooHenpoHuKkHa, Nerko o4uLLyeThes
Nerka, KOMNakTHa y cKknageHomy
BUIMSAMI, 3pydYHa B 30epiraHHi

. Crilika 1o Bonoru, 6pyay, HU3bKOT
TeMnepartypu, Toulo
. 36epirae cBol BNAcTUBOCTI 3a BYAb-AKMX KNIMATUYHUX YMOB

Bupo6Huk: MM «PEME[», YkpaiHa, m. [Hinpo, Byn. Exeign 53-A,
Ten. +380673522555, e-mail: info@remed.ua, REMED.UA
Nata BupobHULTBA Ta Koa napTil — AUB.HA YNaKOBLIi
g TepMiH 30epiraHHs: HeoOMeXeHui
3rigHo TY Y 32.5-37363941-001-2016
Knac | noTeHUIMHOro puanky

MeaN4HOro 3acToCyBaHHA




[HCTpYKUiS 3 Meau4Horo
BUKOPUCTaHHS (3acToCyBaHHS)
3aTBEpKeHa: 2022.05.24.
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APTUKYI: R6316 | PO3MIPU BUPOBY: 100x11x0.6 cm (£5%)

I:E] IHCTPYKLIA 3 MEOAWYHOIO BUKOPUCTAHHA BUPOBY:

[ns immobinisauji KiHUiBKM po3npaBTe LUMHY i HaganTe i NOTPIOHY chopmy
ans Toro, Wob 3adikcyBaT TpaBMOBaHy AiNSHKY. 3akpiniTb LUMHY MapneBum
abo enacTnyHum BuHTOM. MNpaBUNbHO HaknageHa LuMHa 3abeanedye HaginHy
HEPYXOMICTb YLUKOMKEHMX KiHLIIBOK, AINSHOK Tina Ta cyrnobis.

3anobikHi 3axo4u: BUKOPUCTOBYBATW BUPIO BUHATKOBO 3a MPU3HAYEHHSIM.
BuaHaueHHst cnocoby, iHAMBIAyanbHOro pexuMy Ta uvacy HaknagaHHs
MOBMHHE 3AINCHIOBATICA JTiKapeM.

BAPIAHTU CKITALOAHHA &« ﬁ @
IMMOBINI3ALIAHOI LLUKHMK:

BA30BI CXEMW HAKIMAAHHSA IMMOBINI3ALIUHOI LLUWHW:
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BUPOBHWNLTBO [0l «PEMEO» CEPTUNOIKOBAHO  3MgHO
MPDKHAPOOHOIO CTAHOAPTY ISO 13485:2016 "B/ 1POBEWV MEOAWNYHI -
CVNCTEMU MEHEOXMEHTY AKOCTI».

OdiuinHa iHbopMaLlig Ha canTti Quality Austria

Mi>KHapoaHI cepTndikaTn

ISO 13485:2016 Ta IQNet @ qualityaustrla

NiOTBEPOYKYIOTb BMCOKY AKICTb

npodykuii i HeobxigHi  And SYSTEM CERTIFIED

eecTpauii MeouMmyHoi npoaykLuii B
P Pati . POAYIL 1ISO 13485:2016 No.00300/0

6araTbOx KpaiHax Ta Haga€ MnpaBo

MapkKyBaTuh npoaykuito 3HakoM CE,
AKNI 3acBigyye, LLLO BUPIO
BiOMOBIOAE OCHOBHUM  BMMOIam
anpexktme €C | rapMOHI30BaHUM
CTaHOApPTaM E€BPOMNENCbKOro Co3y,

a TaKOXX Te, WO MpOoAyKT MPOMLLOB

npouenypy OUIHKKM  BignoBIOHOCTI

MapkyBaHHA CE Bka3ye Ha Te, WO BMPI6 He € WKIgIMBUM (Hebe3neyHnM) onaqa
300POB'A MOro CroOXXMBadiB, a TaKoXX 6e3 wkoou Ong HaBKOMMULIHbOIMO
cepenoBuLLa.

ONPEKTUBAM.



https://www.qualityaustria.com/en/service/search-for-system-and-product-certificates/#wso-search-form-results

MDKHAPOAHI CEPTUDIKATMK:
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@ qualityaustria

Succeed with Quality

CERTIFICATE

Quality Austria - Trainings, Zertifizierungs und
Begutachtungs GmbH awards this qualityaustria
certificate to the following organisation:

D “ PE "Remed"
@M E D Office: Ukraine, 48000, Dnipro, Karuny str., 75

Production: Ukraine, 49024, Dnipro, Bazhova str., 53 A

Desngn and development, manufacturing and
of p for pedi rehabiﬂaﬁm
care and related products for therapy and p

This quality ia certificate confims the
and further development of an effective

QUALITY MANAGEMENT SYSTEM
with the of standard

ISO 13485 2016
ices - Quality

Requi for v =
No.: 00300/0

medical and orthopedic corsets, supports, behs.
collars, splints, orthoses (lower and upper

posturral support products,
non-sterile medica lelastic bandages

The validity of the qualityaustria certificate will be
maintained by annual surveillance audits and one
renewal audit after three years.

Date of initial issue: 30 November 2018
Valid until: 28 November 2024

L.iNet

Vienna, 24 November 2021

Quality Austria - Trainings, Zerti gs und B h GmbH,
AT-1010 Vienna, Zefinkagasse 10/2

\/MML/ W/ 4

Konrad Scheiber Dr. Mag Anni Koubek
General Manager

****
LINE
***
THE INTERMATIONAL CERTIFICATION NETWORK

CERTIFICATE

ity Austria
has Issued an IGMet racognized certificate that the organkzation:

PE "Remed”

Office: Ukraine, 49000, Dnipro, Karuny str., 75
Production: Ukraine, 48024, Dnipro, Bazhowva str., 53 A
for the fiollowing scope:

Design and devalopment, manufactuning and distioution of producs for
orthopedics, rehablitation, care and related producss for therapy and proghylasds;
medical and orthopedic corsets, sUDpos, batts, colars, splints, orhoses {lower and upper
Imbéspinaliabdominalineckhead), posteal support producss, non-sterle medeal elastic bandages
EAC: 1332
has Imgiemenied and mainiains a

QUALITY MANAGEMENT SYSTEM

which fulfis the requirements of the following standard

ISO 13485:2016

T attwatation @ drecty bnked io S 1Mt Perne s onginel cerfiorts snd shwll ot be ussd as § stenc-slons document

Issued on: OE-11-24
Waldity date: Mze-11-29
Qualty Ausiris cerified since: 2018-11-30

Registrafion Number:  AT-D0300/0
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BPIB MEONWYHOTIO NMPN3HAYEHHYA:
LULMHA IMMOBUIISBALINHA (R6316)

BUPOBHULITBA
MOHIMPO, YKPAIHA BIOAMOBIOAE
NMOTEHLWIMHOIO

3raHO

MPUBATHOIO

Yy Yy

BIAMOBIAHOCTI BUPOBHUNKA.

[3araasua nazsa meanunnx
| BHpODiB

Bupobuuk:

PUBUKY MEOUNYHOIO
32.5-37363941-001-2016

111 «PEME/Iy. €/IPFIOY 37363941,

49000, Yxpaina. s1. Jinpo, sy, Kapywn, Gya. 75
IBAN:UAS13515330000026006052322447,
Xapuxiscuka diais [IAT Kb «lIpsarGasks,

Tea. +38(057) 715 10 92,

info@remed ua. www.remed.ua

JAEKJIAPALIS TPO BIANNOBIAHICTD
o MEJAWYHHUX BUPOBIB Ne /1B-02/21 §
bannaxi Ta KopceTH JTiKyBaabHO-NPODIIAKTHYHI, |
| 3riano TY V 32.5-37363941-001:2016
AMB. 204aTOK | 210 wi€i AeKaapauii npo BiANOBiIHICTH ‘

lMepeaix meanunnx supobin

[TIM «PEMEI», 49000, ykpai’ua. M. Jluinpo,
By Kapyuu, 6ya. 75, €JIPIIOY 37363941, ten./dakc:
L 5
3riano
BIUIOBIIHO

MeHuHUX  BHPOGIB
9 Jlomatky 2 a0 Texuiunoro

Kaacudikauin sriano
TexHiuHOro periamenTy moao
MeIHYHHX BHPODiB,
sarsepaxenoro Mocranosoio
Kadinery Minictpis Ykpaiun
Ne 753 Bia 2 wosTus 2013 p.:

TIYHKTY
PeI/IaMeHTY Me/IMuHi BUpoOH BiaHOCATBeA 10 | Kiacy

‘ Crpok aii aeknapauii HeoOMexeHnii |

| loaatok 8 TexHiYHOrO per;iaMeHTy 11010 MEANYHUX

| BHpoGiB, 3aTBep vKeHOrO IocTanosoio KaGinery MinicTpin
| BEpO! Pk Y

VYkpainn Ne 753 sin 2 xosrus 2013 p.

7";);)Ilé;l) Pa OUiHKH
BiAnosianicTi:

Micue Buaaui:

Place of issue. Dnipro,

linpo, Vkpaina
Jara nianucy 19-03-2021
Date of signing

Jleknapauito  cxkiageHo mnia  BiANoOBizanbHicTL BHpOGHMKA. BimnosinanbHicTs 3a
JIOCTOBIpHICThL HaAaHO! iHpopMaLil Hece BUPOGHHK.
The Declaration of conformity is written under the sale bility of the The is b

for the authenticity of the provided information.

Texniyna a0KyMeHTalis Ha MeaWuHi BHpOOM BIAMOBIAHO 10 wi€l Aekiapauii npo
BiAnosiAHicTs Gyna po3pobiena Ta 30epiracThes 3a aapecoro: Ykpaina, 49000, M.
Jluinpo, Byn. Kapynu, 6ya. 75

The technical documemiation for medical devices for in vitro diagnostics to this Declaration of Conformity has been
developed and kept by Ukraine, 49000, Dnipro

Kuis 1

Revision |

Kauiseup O.C.
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KOHTAKTU BUPOBHWKA:

2 gppebs nn «PEMEO»

Kowr {’9 2 ;uwszuww / YKpaiHa, M. [lHinpo, Byn.EHeiaun 53-A
ﬁ""‘g" e-mail: info@remed.ua

Ten. +38 056 736 03 05

Nnia . YAC BIMCKOBOIo CTAHY~MNMN
PEMEL BUPOBJISIE. "CHELIANDbHI
MEOWYHI 3ACOBM ang https://remed.ua/
BUKOPUCTAHHA B | TAKTUYHIU
MEAMLIMHI V. EKCTPEMAJIbHUX
TA BIMCKOBUX YMOBAX *Ond
HAOAHHS WBUAOKOI aonoMoru

HALLIBARSISEIIAM. KOHTAKTW KOMEPLIIMHOIO BIOAINY:

e-mail: alex@remed.ua
Ten. +38 067 352 2555

BUPOBHUNLITBO MeONYHUNX
Ta opToneanyHux BMpobiB
YKpaiHa, M.HINpo
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