OEAEPAABHAS CAVKEA [10 HAA3OPY B COEPE 3APABOOXPAHEHMA
(P()LW&BHMSGP)

PEI'HCTPAI.IHOHHOE Y,ﬂOCTOBEPEHHE

HA MEAULIMHCROE U34EJIUE
or 21 wmionn 2011 rona Ne @C3 2011/09872

Ha MeIMILHHCKOE H3AEJHE
Kocrelin

Hacrosimee perucTpallHOHHOE YAOCTOBEPEHHE BRIIAHO

«Banenraiin Hwrepuetiman Jirp» , Tatisans (Kuraii)

Valentine International Ltd, 8th Floor, No. 149, Sec. 2, Ta Tung Rd.221
Hsichin City, Taipei Hsien, Taiwan (China)

[1poussogurens

«Banenraitn Hurepuetimnn Jitay , Tatisans (Kurait)

Valentine International Ltd, 8th Floor, No. 149, Sec. 2, Ta Tung Rd.221
Hsichin City, Taipei Hsien, Taiwan (China)

Mecto MPON3BOACTBA MECAUIIHHCKOTO K3AETHA
CM.OPRJIOKCHHE

Homep perucrpamuonsoro gocke Ne 13384 ot 18.04.2011
B MEIHIHHCKOTO H3AENHA -

Knacc IOTEHIMANLHOTO PHCKA MPHMEHEHHA MEIHLIMHCKOTO M3zers 1

Koz O6mepoccHitckoro KnaccHpRkaTopa NPOAYKUHH T MEIMIMHCKOTO H3jienms 93 9670

Hacrtosmee PErHCTPALIHOHHOE YAOCTOBEPCHHE HMECT NIPHITOXNCHHE HA 2 nucrax

npukazoM PocsapasHamsopa ot 21 uioHs 2011 roma Ne 349
W npukasom ot 05 oxtabps 2016 roga Ne 10652 0 samene /v " er
JIOMYIIEHO K oOpallieHuIo Ha TeppuTopaH Poccuiickoit ®ej : .

Pyxosogurens ®enepannnoli cayxbn
1o HAA30pYy B cepe 3ApaBOOXPAHEHHA




OEAEPAABHAS CAVIKBA I10 HAA3OPY B COEPE 3APABOOXPAHEHU
(POC3APABHAA3OP)
NMPUIIOXEHHUE

RPETHCTPALUHOHHOMY YAOCTOBEPEHHIO
HA MEAHLIMHCROE U3 AEJIME

ot 21 vions 2011 roga Ne DC3 2011/09872

Jmer 1

Ha mMequuunackoe u3gemme

Koctoinn:

I. KocTeinn noaMenneyrsie:

apt.10021

apt.10021/CH

apt.10021/P

apr.i0021/U

apt.10022

apt.10022/U

apt.10022-BA

apt.10023

apT.10023/U

apt.10023-BA

1. Koctaum IOKTeBRIE:

apr.10071

apr.10072

apt.10073

apt.10074

apt.10074/J

apt.10075

apr.10075/U

apr.10076

apt.10076/U

apt.10079

apt.10079/U

apt.10081

[11. ITpuHANERHOCTH K KOCTHULAM :

apT.10050 - Pe3suHoBhle moqMelnEYHBIC BAMHKH 19 cM.
apt.10060 - Pe3unoBsie Banukn ang kuctu 10 cm.
apt.10030 - Pe3usoBas Hacajika Ut KOCTBUIEH.
apt.1003 | - Peaunosan acaaxa nns KocThUIEH.
apt.10032 - Pesunonas vacamka aig KOCThbUIEH,
apr.10033 - Pe3unoBas Hacanka a1s KOCThUICH,

IMpukazom ot (5 oxtadbpa 2016 rona Ne 10652 o jameue no
tepputopu Poceuritckon Qescpatuu.
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Pyxoponntens ®enepansuoit ciryxbni
Mo HaA30pY B cepe 3APABOOXPAHEHHAR
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®EAEPAABHAS CAVKBA 10 HAA3OPY B COEPE 3APABOOXPAHEHUS
(POC3APABHAA3OP)

NMPUNTOXXEHHE

K PETUCTPALIMOHHOMY YAOCTOBEPEHHIO
HA MEAUUUHCKOE USZAENHE

ot 21 wionsn 2011 roaa Ne ©C32011/09872

%

JIuer 2

Mecro npoussoacTsa:
- Zhongshan Gentry Hardware Products Co. Ltd., Ne152 Wu Fu Road, Hsein Yin Industnial

=g R G

Arca, Tainan Hsien, China. ?
- ST.York Enterprise Co.,Ltd., Ne12, Lane 300, Guangde Rd., Taiping City, Taichung &
Country, Taiwan, China. %
- Foshan Nanhai R.Poon Medical Products Co., Ltd., New City District. Danzao, Nanhai, '%‘
F?shan, Guangdong, China. [E
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Teppuropun Poccuiickoi ®eaepaunu.

d Pyxosoautesas ®eaepannHoii cyxbnl
mo Haazopy B cdepe 31paBoOXpaHEHHA
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Opran no ceprudukauuu npoaykunn O6mecTso ¢ OrpaHUYeHHOH

orBercTBennocThI0 '"HHIE TECT"

Anpec: 108801, ropon Mocksa, n KommyHapka, yn [Toranoeckas Poina, 4. 12 k. 2, stax/nom noas./4 opuc
14
Tenedon: +79034451952, e-mail: onenkaprosm@yandex.ru
Arrecrar akkpemutauus Ne RA.RU.11HB63, oigan 15.01.2020 roma

Hex. Ne 5223 O122.10.2021

['eHepansHOMY NUPEKTODY

000 «CUMC-2»

Tynauy Apmenaky CnaBHKOBHYY

Anpec: 125430, r. Mocksa, ynuna Mutusckan a.16,
aT.10, mom.10126, koM. C 15 mo 18

Tenedon: +74957923190

OI'PH 1027739438902 ot 23 oxrabpa 2002

HadopmannoHnoe NHCEMO
Ha Baui 3anpoc B nopaake uadopmanuy coobIaeM, YTo B COOTBETCTBUH €  EAMHBIM IEpeyHEM
HPOAYKIMH, B OTHOIIEHHH KOTOPOIf 3aKOHOAATENBHEIMHE akTaMi Poccuiickoil defepalivi 1peqycMOoTpeHa
obs3arenpHan cepTudBKaluay H K EAMHEIM nepedHeM MPOAYKIINH, No/iexatet JeKIapHpoBaHHIO
COOTBETCTBHAY, YTBEPXKICHHRIMH NocTaHOBNeHUeM [IpaBuTenscrsa Poccniickoit ®enepanuu or 01.12.09 .
Ne 982 (c u3MeHeHHAMNA), IIPEACTABNCHHE CEPTHPHKATA COOTBETCTBUA MM ACKIapalliH 0 COOTBETCTBHH, Ha
3anpamrnsaeMyro Bamu npoaykiuio, He Tpebyetes.

OaHoBpeMeHRHO coofniaeM, YTO YKasaHHadA IPORYKIMA He BXOAUT B EquHBIA nepedeHs MPORYKIMHY,
nogjexarneit o6a3arensHOM olerke (ITOATBEPKAEHUIO) COOTBETCTBHA B pamMkax Pemerus Komuccun
TAMOKEHHOI0 colo3a. TakuM 00pa3oM, MpeocTaBleHRe cepTHdHKaTa COOTBETCTBHS HJIH JeKIapaLiny o
cooTBeTCTBHH TpebosanusaM Texuudeckoro pernaMmenta TaMoxenHoro Coio3a He TpeOyeT HEJKEYKa3aHHAs
MPONYKIIMA:

Kon TH BOJ] TC, Kox | IomHoe HanMeHOBaHHE MPOAYKIMH, CBENEHHS O NPOAYKIWH, obecrie M BaroIHe

OK 034-2014 e& uaeHTHYUKALHIO (THII, MapKa, MOLENb, APTHKYJ H JAD.)
9021101000 KocTsuts ¢ oropoii oA JIOKOTh ¢ IIPHHAJICKHOCTAMH:
BapuaHTbI HCTIOTHEHHA:
222K1.-Standart( Ergo-Grip).

222K L-Standatrt (Ergo-Softgrip).

222K L-Standart (Anatomic-Grip).

222K L-Standart (Anatomic-Softgrip).

222K1.-Standart (Vario Line Ergo-Grip).

222K L-Standart (Vario Line Anatomic Grip).

222K L-Standart (Vario Line Anatomic-Softgrip).

222K-Children (Ergo-Softgrip).”

Lser TpyGLI: cephlif, YepHBIN, XpacHEIA, CHAHIA, JKeNThIH, 3CICHBIH,
(MoneTOBbIH, MAIMHOBEIH, APKO-KPACHBIH, APKO-OPAHXKEBLIH, APKO-3€NCHBIH,
ApKO-CHHU#H, SPOH30BBIH.

LlBeT pyuxu: cepsiif, YepHbIiH, KpacHbI, CHHUH, SKENTHIH, 3€NEHBIH,
(HONETOBBIN, MANHHOBHI, APKO-KPaCHBIH, APKO-OpaHKEBLIH, APKO-3€JICHBIH,
SAPKO-CHHHUIA, BpoH30BRI.

[TpuHaAREKHOCTH:

-Hacanxa Ha kocThUIb peanHoBast — 8 MM (apTukyn 17183).

-Hacanka 1a xocteins pesunoBas — 16 MM (aptukyn 17112).

-Hacazka Ha KOCTBUIS pesuHoBas — 18 MM (apTaxyn 17101).

-Pyuxa: Ergo-Softgrip.




-Pyuxa: Anatomic-Grip.

-Pyuka: Anatomic-Softgrip.

-Pyuka: Ergo-Softgrip Children.

-Qukcarop perynmmpoBky BHCOTH (apTHKyn UWM).
-Kimn-¢uxcarop perynupoBk BeicoTs! (apruxyn CLI).

-YerpoiicTBo npoTHB cKoNbxkeHHA (apruxyn 17153).

-YetpoiicTBo NpoTHB ckonbxXeHHs (apTuxyn 17154).
Perucrpanuonnoe ynoctoBepeHie Ha MeTMIHECKoe H3neire Ne P3H
2013/1313 ot 05 ¢epans 2018 roaa.

Kon OKIIN12: 32.50.22.128

9021101000

Koctbimm cepuu U, ¢ npuHaaNeXHOCTAMH:

KocTeutk ¢ onopoii noa nokots 6e3 ycrpoiicTBa NIpOTHBOCKOBKEHHS,
BApHUAHTH! UCMIOHEHHA:

- U Lux (pasmeps S, M, L),

- U Matrix B Tpéx nperax (G R, B),

- U Chrome (pasmeps S, M, L),

- U Ergo (pasmepu S, M, L).

Kocteinn noaMennewnsic 63 ycTpoiicrsa NpoTHBOCKOIBKEHHS, BAPHAHTHI
HCIIOTHEHUS:

- U Standart (pasmepn S, M, L),

- U XXL (pasmepn S, M, L).

[punagnexHocTH:

- Baymk nogMenuevnsiit pesunopsrii — U-Grip.

- Banuk ana kucty pespHoBmii — U-Arm,

- Hacanxka pesunosas — U Tip Standart (pasmepm S, M, L).

- Hacaaxa pesunoBas — U Tip XXL (pasmeps S, M, L).

- Hacaaxa peannosas — U Tip Lux (pasmepn S, M, L).

- Hacagxa pe3nrosan — U Tip Matrix B Tpéx userax (G, R, B).

- Hacaaxa pesunosas — U Tip Chrome (pasmepsl S, M, L).

- Hacapxa pesunonas — U Tip Ergo (pasmepu S, M, L).

- YeTpoiicTBO npoTHB cxobxenus — Ice Tip.

Perucrpaimonsoe yaocToBepeHHe Ha MeAHIKHCKoe H3fgenne Ne OC3
2011/10859 ot 13 cenrsbpa 2019 rona.

Kox OKITJ2: 32.50.22.128

9021101000

Koctbuiu: :

I. KocTbuiH IOAMBIIIEYHBIE:
apr.10021
apr.10021/CH
apr.10021/P
apr.10021/U

apr.10022

apt.10022/U
apr.10022-BA
apt.10023

apt.10023/U
apt.10023-BA

1I. KocThinu IOKTEBEIE:
apt.10071

apt. 10072

apr.10073

apt.10074

.| apr.10074/U

apr.10075
apt.10075/U
apr.10076




apt.10076/U

apt.10079

apt.10079/U

apr.10081

I11. IIprHaAIEKHOCTH K KOCTBIIAM :

apt.10050 — Pe3unoBbIe NOAMBIILIEYHBIE BATHKY 19 cM.
apt.10060 — PeannoBrie panuku mja kucty 10 cm.
apr.10030 — Pe3uHoBas Hacajxa Ui KOCTEUIEH.
apr.10031 — PesuHoBas Hacanka s KOCTBUICH.
apt.10032 — Pe3uHoBas Hacaaka JJiA KOCTBUICH.
apt.10033 — Pe3anHoBad Hacajgka JUIA KOCTELICH,
PerucTpaunoHHoe yrocToBepeHHe Ha MeAKLIKHCKoE Hanemae Ne OC3
2011/09872 ot 21 mions 2011 roaa.

Kox OKILN2: 32.50.22.128

6602000000

TpocTu onopHbie:

I. Tpoctr otOpHEIE:

apt.10080;

apr.10090;

apr.10091;

apt.10100/2;

apt.101008;

apr.10105;

apr.10105B;

apr.10120;

apr.10121;

apt.10124;

apr.10125;

apt.10127;

apr.10128;

apr.10129;

apt.10110;

apt. 10111;

apr. 10112;

apr. 10113,

apr.10114;

apr. 10115;

apt. 10116;

apt. 10117;

apt. 10134.

IL. TTpuHAINEKHOCTH K TPOCTAM:

ap1.10018 — Pe3nHoBaa Hacazka Ui TPOCTEH.
apt.10019 — Pe3auHoBas Hacanxa M TPOCTEH.
ap1.10034 — Pe3uHoBad Hacazka Juis TpocTed.
apt.10035 — Pe3unoBas Hacanxa s TpocTeil.
apt.10036 — PesunoBas Hacaaka ;1 TpoCTei.
apr.10037 — PeauHoBas Hacayka Jis TPOCTEH.
apt.10150 — Pe3aunoBas Hacagka Ans TPOCTEH.
apr.10151 — PesunoBas Hacanka ans Tpocreii.
apt.10155 — Ipotusoronon&axan Hacaaka (3Be3404Ka).
apr.10155/1 - IlporuBorononénnas Hacaaka (1UTHIPb).
apt. 10158 — Jlepxarens s TpOCTH.
PeructpanponHoe yaoctoBepeHne Ha MeauIHCKoe n3aenne Noe @C3
2011/09868 ot 21 urona 2011 rona.

Kog OKITA2: 32.99.21.120




6602000000 Tpoctu onopuue cepun C, ¢ NPHHAUISKHOCTAMHU:

- Tpocts onopHas, He peryimHpyeMas 1o Bricote, 6e3 yerpoiicTsa
APOTHBOCKOJILXKEHNA, BapHanuThl ucnondeHua: C Touch.

- Tpocts onopHas, ¢ pyHKuUMEH IO PpErynHpoBaHUIO BEICOTHI, 6€3 ycTpoicTea
POTHBOCKOMNLKEHHUA, BapuanTsl ucnonHerus: C Standart, C Fold, C Hook, C
Soft, C Comfort.

- Tpocts 3-onopHas ¢ GyHKUKelt Mo perympoBaHiio BRICOTHI, 6e3 ycTpoficTa
HPOTHBOCKONEKEHHA, BapHanTs! HenomHenus: C Delta.

- Tpocts 3-onopHas, He perymupyeMast 1o Bbicote, 6e3 yerpoilcrsa
[POTHBOCKOJIBKEHHsA, BapHaHTH HenonHenns: C Rest.

- Tpoctsb 4-cnopHas ¢ pyHKIMEH IO PeryTHPOBAHHIO BLICOTH, §e3 ycTpoiicTa
NPOTHBOCKOALXCHHS, BapuaHThl ucnoaneHus: C Qlever (pasmepn S, L), C
Pyramid.

ITpHHALIEKHOCTH

- Pesunonas Hacagka — C Tip Standart.

- Peaunosas Hacaaxa — C Tip Fold.

- PesnHoBas Hacanka — C Tip Hook.

- Pesunosas Hacanaka — C Tip Soft.

- PezunoBan nacagka — C Tip Comfort.

- Peaunonas Hacanka — C Tip Touch.

- Pesnnosas Hacaaka — C Tip Rest.

- Pesunosana Hacagxa — C Tip Qlever (pasmepr S, L).

- Pe3unosasn Hacanka — C Tip Delta.

- Pe3nnoBas Hacagka — C Tip Pyramid.

- IIporusorononénuas sacaaka (YIIC) — ice Star.

- IIporusorononémHan nacaaxa (YTIC) — Ice Tip.

PeructpanuonHoe ynocToBepeHKe Ha MeauuHHCckoe Hapenus Ne ©C3
2011/10856 ot 13 centadpsa 2019 roga.

8714200000
Crirrka Matrix

6307909800 '
OGuska aua [pucnocobnenus ans rpy3oNOAbEMHEEX ONepatuii: oAREMHOE
yCTpoifcTBO JUid BakH, Moaeab Aquatec Orca.

9404909000 '

INoxymka s Kpecno-koscku Invacare: Sitzkissen 457mm (18")

OTBETCTBEHHOCTE 33 TNPABHJBHOCTH INpPEROCTAaBICHHON HHGOpMAlMM HEceT OpraHu3auus,
HallpaBMBILIAA 3AIIPOC.

OnmHoBpeMenHo craBmo Bac B H3BECTHOCTh, YTO BhIleyKa3aHHEIE «EauHBEIE mnepeyHH» B
JanbHEHIIEM MOryT H3MEHATHCA M JONONHATECA. B aToM cnydae nanHas mH(OpMalHs He pacnpoCTpaHaeTcs
Ha MPOAYKIIMIO, BIJIIOYaEMYIO BO nuocma}_uq HM3MCHFHUA H HOMONHEHHA.
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PyxopoauTens (yRonHoMoueHHOE buswoxosa H.IO

NIHLC) oprafa no cepTugHKALHH

(®1.0)



