Luuruaprr

wrwpwpyynn wypwuph wdpnngwjwl
fnydwu lvwgwwnpjul UQ-U YPYU-EUXUMQR-24/84 Swolywanny Ywadwlybpwdwd ElGyinpnuwhU wénipnhu Jwuliwygbine 2ppwuwyned

Utnpywjwguncd £ hp Ynnuhg wnwownpyynn wwpwlph wdpnngwlwl Uywpwahpp

Qwihwpwdlh Unwewnyynn wwpwlph
hwdwn dbhpdwjhu wwnpwupwjhu dwyuh2p wnwmwnpnnh nbhiuhywywlu puntpwahnp
wuydwuncdp Lowlp wludwuncdp
3 Vicryl 3/0 Vicryl 3/0 RTMed RTMed 26Ud, 1/2 ynpnrpjwl,

nwhwlwgywd dwypny wubn90ud
3/0/f@6] untnh|, yhpwpnrdwlywl
uhUuptwnhy utpédynn, hyjnLujwé,
wwwnpwuwnywé £ wynhguywnhu 910
(athynithn 90%, (wynhnl0%),
owoéynypeny, npp hGaumwgunud £ pGh
wlugnudp hyjncudjwéph JdGeony : @Gp
wwwndwd £ hwlwubwunhy
owéynypeny, ntuh Yyihuhynptu
hwuwnwuwunywd wunhpwlunbnphuwy
hwwynip)nLu, npp bwhiwwnbuywd £
ytGppwjhu hudtyghwl Jwuhubint
hwdwp opqwUuhguh wnwnppbn
hjnLuqwéplubpnud: Oquwagnnpdynn




UjnLpbpp ¢ntuGU wuwnhgbUwjhU
wywnhynip)ntt b wwyhpngbu Gu:
UGunphy swthp 2, ywjdwluwywl
¢wihp 3/0: @Gh GpywnpnLpinLup ng
wwlywu 90 ud: Wubinp
wwwinpwunnwéd £ Ynpnghwlwyncu
pwndp wdpnipjwl
hwdwancywoéphg, wwunywé E
uhithynund, npp bwywuwnnwd £ wubnh
Gy hyncudjwoéputinh vheby 2thdwu
LUjwagbgdwup Gy hGounwgunud E
wubnh wugnudp hyncujwépubpny:
Uubnp wbwp £ |hup” Swynn, 1/2
ynpnrpjwl, nwhwlwgywd dwynny,
26 UJ Gpywpnipjwdp: udpwjhlu
thwpbpwynpndp hGpdGunhy £,
ww2nuwwunwd E ywnpnitbwynipjntup
funUwdynipntuhg 64 Ypyuned E
hudnpdwghwl wuhwwnwywl
thwpbpwynpnidhg: 3ncpwpuwlginLp
nncthp nltuh oguwgnpédwl
nnGgnyg:@LGID ywwwnywd E
hwlwuGwuwunhy dwéynypeny, nLtuh
ythupynptu hwunwunywé
wlunhpwyunbGphw| hwwnynLpjnLl, npp
Uwhiwwnbudwé E ytppwjhu
hubtyghwlU wUhuGnt hwdwn
opqwuhquh twnpptn
hynLujwéputnpnud:1. Uwypwupubpp




wbwp £ nLtuGUwu. 1.1 Upnwnnpnnhlu
npwd” wpunwnpnipjwu
wludunwlgnipjwl W npwyh
yGpwhuydwlu Jhowqquwjhlu
hwdwuwnwaghp (1ISO 13485 W/Ywu
GMP W/ywd wyp): 2."wydwluwqgph
Jwuwnwndwl thnopned Jwwnwwnpwnp
wwpwluph dwunwwpwnpyuwbd
hudpwpwlwyh hGuin wybuwnp E
uGpywjwguh. 2.1 vdpwpwlwyl
nLnGygnn npwyp hwjwuwnnn
thwuwnwpnLnp thnpdwnpydwu
wnowluwagpnLp)ntu (Ywd
hwdwuwnwahn) ywd npwyh
hwwuwnwaghp (Ywd wudbwaghp)
Jwd udwpwpwlwyh hwywuwnwaghn
Ywu nyw| udpwpwlwyh npwyp
hwdwuwnnn wj| hwuwnwpnLnp
nnpywéd hwdwuwwwnwupiwl
hpwywunt JwpJduh Ynnuhg: 2.2
Swagdwl Gpyph uGpunnhdhlywun 3.
Uwwnwwpwnpynn wwypwuplubpp
wbuwp £ [huGUu Unp, gnpdwpwUwjhl
hwpbpwynpdwdp, wwypwlpwjhlu
Lpwuh W/wd/ dnnbh W/ywd
wnwwnpnnh Uznwdny thwptph ypw,
whwnwUubhnLpjwl dwdybwnutpp®
hwuadudwl wwhhU wnudwqu 75%-pn
(6t nw Yhpwnbh E),




pwgwnnLpjwdp wju nGwptph, Gnpp
Mwwunyhpwuwintl wphphg GluGbinyg
hwdwawjunwd £ punncut wdbih
Jwné dwdybunny wwpwup:
Uwpwluph dwunwywnpwnpnidp®
pGnUwhnhuwnpnidp,
pGnUwpwwhnudp L nntnwthnpuncdp
JhUslw hwdwwwuwnwupiwl wywhbGuwn,
hpwywlUwgynwd £ Ywwnwinnnh
nudtpny W JhengubpnyGpet wnyw Gu
hnnwdutp $hpdwjht wujwudwup ,
wnpwunnUwagnphl , Euphghu Ywd
UnnGphu , Swagdwlu Gpyphu ywd
ynuypGwn wnpjnLphu Ywd
wpunwnnpnnht Yyphpwnwywl E " Ywd
hwdwndbp "wpunwhwjnnip)nLun :




NMNOJIHOE ONMNCAHMUE

npeaginaraeMoro Toeapa

nydwu luwgwwnnjwl UQ B KayecTBe y4aCTHMKA B paMKaXx y4acTuUsa B 3JIEKTPOHHOM ayKUMOHe nog KogoMm URY-EUXUMNQR-24/84 HuXKe

npeancrtaBadeT NoJiHoe onncaHme npeasiaraeMmMoro MM ToBapa.

Homep noTa

MpepnaraemMbiii ToBap

dbnpmeHHoe TOBapPHbIN 3HaK MapkKa HanMeHoBaHUe TeXHMYEeCKNEe XapaKTEPUCTUKN
HanMeHoBaHue nponsBoauTens
3 Vicryl 3/0 Vicryl 3/0 RTMed RTMed 26mM, 1/2 n3rmnba, nrna co

CNJOWEeHHbIM KOHYNKOMI90CM
3/0/HnTKa cTepuiabHasd,
Xupyprumyeckas cCMHTeTn4eckas
paccacbiBatlowWaacsa, TKaHas, U3
nonurnaktTuHa 910 (rnankonunpg 90%,
naktTug 10%), ¢ NnokpbITUEM,
obneryarownMM NPoOXoXK4EHNE HNTU B
TKaHW . HUTb NOKpbITa
AHTUCENTUYECKNM MOKPbITUEM,
obnapaeT KJIMHWYECKUN LOKa3aHHbIMNU
aHTnbakKkTepnanbHbIMN CBONCTBaAMMU,
npru3BaHa NpeanoTBpaliaTb paHeBoe
MHPULNPOBAHNE Pa3INYHbIX TKaHeNn
opraHmsMa. icnonb3yemble BelWECTBa




He obnagaloT aHTUTEeHHON
AKTUBHOCTbIO N SBASIOTCS
NMUPoOreHHbIMKU. MeTpnyecknin pasmep
2, 06bl4HbIA pa3Mep 3/0. AnnvHa HUTK
He MmeHee 90 cM. Nrna nsrotosseHa
N3 KOPPO3MOHHOCTOMKOro
BbICOKOMPOYHOro CnaaBa, NOKpbITa
CUJINKOHOM, 4TO criocobcTByeT
YMEHbLIEHUIO TPEHNSA MeXOy UIron 1
TKaHaMU 1 obneryaeT NPoOxXoXxaeHue
WUrnbl Yyepes TkaHu. irna gosxkHa
6bITb KONKOW AN, MOJYyKpUBas,
CNIIOWEHHbIN KOHYUK, OJINHON 26 MM.
FpynnoBas ynakoBKa repmMeTuYHa,
3allMaeT cCoaep>XXnumoe oT Biarn u
noBTOpSAEeT MHpoOpMaLUIO
MHAVWBUAOYaAJIbHOW yrNnakoBKK. Ha
Ka>kOol ynakoBke nmeeTcs
MHCTPYKUMSA Mo nMpuMmeHeHUto. HnTob
MOKPbITa aHTUCENTUYECKUM
MokpbITMEM, obnagaeT KIANMHNYECKUN
AOKa3aHHbIMW aHTUBaKTepunasbHbIMU
CBOWCTBaMW, nMpenHa3HayvyeHa ons
npenoTBpalWleHNs paHeBOro
NMHDNLUNPOBAHUA Pa3/INYHbIX TKaHEN
opraHusMma. MpooyKunsa OoJ>KHa
mMmeTb: 1.1 MexayHapoOHbIn
cepTndunkaTt 6esonacHoOCTH

npom3sBoncCcTBa N KOHTPOJIA Ka4deCTBa




(ISO 13485 n/unm GMP n/nnn
apyruve), BblgaHHbIA MPON3BOANTENIO.
2. Ha 3Tane ncnonHeHmsa goroesopa
nocTaBLMK 0653aH NpeabsABUTb
BMecCTe C nmocTaB/AseMon napTunen
ToBapa: 2.1 JoKyMeHT o
cepTndnkKaunm Ka4yecTsa,
COMPOBOXAAOLWNA NapTUO: MPOTOKON
ncnblTaHum (nnu ceptTundukaT), nan
cepTudumnkaTt KayecTBa (UMnm
nacnopT), nnm ceptTndunkaT Ha
napTuio, NN NHOW OOKYMEHT,
yAOCTOBepAOWNN Ka4yeCTBO OaHHON
napTuun, BblOaHHbIN
COOTBETCTBYHOWMM KOMMNETEHTHbIM
opraHoMm. 2.2 CepTudunkaT CTpaHbl
npouncxoxnpeHusa 3. NMNocTtaBngaemas
NnpPoAyKUNSA A0JIXKHa 6bITb HOBOW, B
3aBOACKOWN YyMaKOBKe, C yKa3aHMeM Ha
ynakoske 6peHga n/mnn/mopenn
n/unn NponsBoauTens, CPok
rooHOCTM Ha MOMEHT MOCTaBKWU He
MeHee 75% ( ecnm npuMeHNMo).
MocTaBka MPOAYKLUWUWN - 4OCTaBKa,
pasrpyska n TpaHCNOPTUPOBKa L0
COOTBETCTBYHOWEro cknaga -
OCYLLEeCTBAAETCA CUamMun n
cpeancteamu UcnonHutensa npu

HaNN4YMM YNOMNUHAHNA O TOProBon




MapKe, NaTeHTe, 3CKN3e NN MOoLenn,
CTpaHe-Npou3BoANTENE UK
KOHKPETHOW. NCTOYHUKA NN

npon3BoAUTENS, NpUMeHUMa dpasa
«UIN SKBUBAJIEHT».
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