®EANEPAJIBHAA CNYXXBA MO HAA3OPY B CPEPE 3PABOOXPAHEHUA
(POC3AOPABHAL3OP)

PETMCTPALVNOHHOE YAOCTOBEPEHWE

HA MEOVLIMHCKOE U3AENUNE
oT 15 cpeBpana 2016 roga No P3H 2016/3084

Ha megmumHckoe nsgenme
MpoTtesbl cocyamctble POLYTHESEIC-3GL; POLYMAILLE Extra Thin;sElow
n Flow Plus Heparin ¢ npuHag/iexHocTamMu

HacTosLee pernctpaLMOHHOe YA0CTOBEPEHUE BbLLAHO

"MEPY3 MEAVKAN", ®paHuus,

PEROUSE MEDICAL, Site dTvry Le Temple, Route du Manoir, 60473 lvry
le Temple, France

MpounssognTesnb

"MEPY3 MEAVKAN", ®paHuung,

PEROUSE MEDICAL, Site dTvry Le Temple, Route du Manoir;-60173 Ivry
le Temple, France

MecTo NPoOM3BOACTBA MeAULNHCKOIO N3nenuns
Site dTvry Le Temple, Route du Manoir, 60173 Ivry le Temple, France

Homep peructpaumoHHoro gocse Ne P1-5602/44980 ot 01.12.2014
Bug MegnUMHCKOro nsgenunsg—-

Kracc noTeHUuansHoro pucka npumMeHeHUs MegnuLUMHCKOre, nsgenusa 3

Kopg O6uepoccniickoro KriaccugpurkaTopa npoayKunnaas MeauUMHCKOro nagennsa 944480

HacTosiLLiee permcTpauUmMoHHoe yaoCToBepeHre MeeT RPUIOKEHNE Ha 1 incTe
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PEAEPA/IBHASA CNYXXBA MO HAA3OPY B COEPE 3[PABOOXPAHEHWSA
(POC3PABHA/3OP)

MPUNOXEHWE

KPET'MCTPAUNOHHOMY YAOCTOBEPEHNIO
HA MEAVNUVHCKOE N3SAEJTNE

oT 15 tpeBpansa 2016 roga  Ne P3H 2016/3084
Jluet 1

Ha meanunHCKoe nsgenuve ~
MpoTesbl cocyanctole POLYTHESEIG-3GL, POLYMAILLE Extra Thin, Flow

n Fiow Plus Heparin ¢ npnHagneXxHoctamum

L BapvaHTbl UCMOIHEHNSA:

- npote3 cocyanctbli POLYTHESE 1G-3GL (PTF3GL);

- npote3 cocyamcTbii POLYMAILLE Extra Thin: TOHKOCTeHHbI (PMET), TOHKOCTEHHbI
apMunpoBaHHbIn (PMETR);

- npote3 cocyancTblit POLYMAILLE Flow;.ToHKoCTeHHbIN (PFT), TOHKOCTEHHbI
apmupoBaHHbI (PFTR), co ctaHaapTHoOM creHkol (PFS), co ctaHaapTHOM CTEHKOWA
apMupoBaHHbIli (PFRS);

- npote3 cocyanctblii POLYMAILLE Flow Plus Heparin: ToHKoCTeHHbLA (RFHT),
TOMKOCTEHHLE ~MupoBaHHbIli (PFHTR), Co cTaHgapTHo cTeHKoli (PFHS), co cTtaHgapTHOl
CTeHKOW apMupoBaHHbIi (PFHSR).

Il. MpuHaanexHocTu:

- KaTeTep 6aN10HHbIV 4518 apTepuasibHEr am6onakTomumn (CEM).



