NMHCTPYKUP1A no NMPUMEHEHUIO

CTeHT KOpOHapHbI Flexinnium Ha cucTeMe 4OCTaBKM
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/$ahajanand Medical Technologies Pvt. Ltd.

«CaxamkaHaHg Megukan TexHonogxwuc, MeT., JITa.»,

«Sahajanand Estate», Wakharia Wadi, Near Dabholi Char Rasta, Ved Road, Surat 395004, Gujarat,
India (MHAMA)

OMMCAHWE N3OAENUNA

CTeHT KOpPOHapHbIi Flexinnium Ha cucTeme [OCTaBKM BK/OYAET B Ce6S CTEHT M3 KO6GaNbT-XPOMOBOIO
cnnaBa ¢ Mapkupoekoii L605 (cnnaB Co-Cr), pasmelleHHbli Ha 6anOHHOM KaTeTepe Mexay AByMms
PEHTTEHOKOHTPACTHbIMU METKaMU.

MOKA3AHVA K NMPUMEHEHWIO

CTeHT KOpoHapHbIi Flexinnium npegHasHayeH AN yBeNWYEHUA AMaMeTpa MnpocBeTa KOPOHapHOro
cocyfia B cfiefytlownx cnyyaax:

e [layueHTbl C CMMNTOMaMMK MLLeMUYecKoi 60ne3Hn ceppua Ha (GoHe BnepBble UM MNOBTOPHO
BO3HMKLUMX 0YaroBblX MOPAXEHUA HATUBHbIX KOPOHAPHbLIX apTepuini ¢ pedepeHCHbIM
fuameTpom cocyga ot 2,0 Mm [0 4,5 mm.

e T[lauuneHTbl C CMMNTOMaMM UWEMUYECKON 60Ne3HN cepAla Ha POHEe CTEHO3MPOBaHMUSA LUYHTOB
13 NMOAKOXXHOI BeHbl C pethepeHCHbIM fMaMeTpom cocyfa oT 2,0 Mm 0 4,5 Mm.

* BoccTaHOBNeHMe KOpPOHapHOro KpPOBOTOKa Y OOMIbHbIX, WCMbITbIBAOWMUX OCTPbIA WH(APKT
MWUOKapaa, NOATBEPXAEHHbIW nogbemMoM cerMeHta ST wunu pesynbTaTamu aHruorpaguu,
KOTOpble 06paTUINCL 3a NOMOLLbIO B TeYeHMe 12 4yacoB C MOMEHTa MOABMEHUSA CUMMNTOMOB U
NMEeIT MOPaXKeHNA HATUBHbIX KOPOHAPHbIX apTepuii ¢ pethepeHCHbIM anaMeTpom cocyfa oT 2,0
MM [0 4,5 MM.

ycnopmnd nPMMEHEHINA
[laHHOe MeAWMLMHCKOe M3aeNnne [AO0/MKHO O6biTb WCMOMb30BAHO TONbKO CMELMUANbHO O06YYEHHbMN
NepcoHanoM B YCNIOBUAX CMeLMNanu3vpoBaHHbIX MEAULMHCKUX YUPEXAEHIA.

MOTEHUWMANIbHBIE MOJ/Ib3OBATEJ/IN
MpegnonaraeMbiMi  MOMb30BATENSIMU  SBASAIOTCA  OMbITHbIE  WMHTEPBEHLMOHHbIE  KapAuMoniorm ¢
[0CTaTOYHO/ NOArOTOBKOI, KOTOpble OCBeAoM/eHbl 06 OCTaTOYHbIX PUCKax B COOTBETCTBMU C
CYLECTBEHHbIM MPUHLMNOM. «V/IHTEPBEHLUWOHHYIO NpoueAypy» [O/DKEH BbIMOMHATL  TONbKO
06YYeHHbIi UHTEPBEHLMOHHbI KapAMoor, UMEeHL M 0CTaTOUHYH NOATOTOBKY.

MN3BECTHBLIE MPOTUBOIMOKA3AHWA

CTeHT KOopoHapHbIin Flexinnium npoTnBonokasaH cneayrowMm KaTeropusiM nayMeHToB:
e TlauneHTbl, KOTOPbIM MPOTMBOMOKA3aHa AaHTUTPOMOOUMUTApPHAs W/WNW  aHTUKOArynsHTHas
Tepanus.
e TlayneHTbl, y KOTOPbIX ANArHOCTUPOBAHO NOPaXXeHWe, NPenaTCTBYHOLLEe MONHOMY pa3fyBaHMWIO
aHrMonnacTM4Yeckoro 6annoHa.
e [MauneHTbl C NOBbIWEHHON YyBCTBUTENbHOCTLIO UMM NMPOTUBOMOKA3aHUAMM K UCMONb30BAHNIO
KobanbTa, Xpoma.

MEOVNUMNHCKUWE PUNCKN N HEXXENTATEJ/IbHBIE MOBOYHbLIE S®PEKTbI
B03MOXHble NO6GOYHbIE SABMEHUS YCTAHOBKM KOPOHAPHOTO CTEHTA B HATUBHbIX KOPOHAPHbLIX apTepusx

(B anthaBMTHOM MOpPsAKeE), BKAKOYAKT cnegytouine (HO He orpaHUYMBaKOTCS UMU):
e OcTpblii TPOM603 CTEHTA
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OcCTpbIii MH(aPKT MUOKapaa

Annepruyeckas peakuus Ha aHTUKOAry/nauWMoHHYK W/MAnM  aHTUTPOMOGOTUYECKYIO Tepanwuio,
KOHTPacTHOe BELLeCTBO UM MaTepman CTeHTa, B T.4. ero Kkapkaca

AHeBpusma (KopoHapHas)

CrteHoKapgua

AputMun, BKIOYas Guopunnaymio xenynoukos (®XK) nxxenygoukoByto Taxukapgmo (KT)
ApTepnoBeHO3Hasa Guctyna

TamnoHaga cepgua

KapanoreHHsbli WOK

NeTanbHblli NCxop,

Aunccekumna cocyaa

AwnctanbHasa am6onua (Bo3gyLuHas, TPoM603M60NMA UM aM6oNNA TKaHAMUK, MaTepuanaMmu CTeHTa
NN CUCTEMOI LOCTaBKM CTEHTA)

CeppeyHas He[0CTaTOYHOCTb

lematoma

KpoBoTeueHune, TpebytoLee nepeinBaHns Kposu

FMnoTteH3uns / runepTeH3ns

NokanbHas MH(eKUMs n/mnum cencuc

Nuwemuna mnokapga

Bosib B MeCTe cOCyamMCcTOro foctyna

Mepdopaums nnmn paspbiB OAHON NN HECKOSIbKMX KOPOHAPHbIX apTepuii

BbINoT B NonocTb Nepmkapga

MceBpoaHeBpr3Ma b6epeHHO apTepun

OTEK Nérknx

MoyeyHas He[OCTATOYHOCTb

[AbixaTenbHas HeLOCTaTOYHOCTb

PecTeH03 CTEHTMPOBAHHOIO CErMeHTa

Lok

ambonunsaumsa cTeHTa

Mwrpayus cTeHTa

Tpom603 / OKKNHO3KA CTEHTA

WHcynbT / HapylweHue MO3roBoro KpoBoobGpalwieHus / npexojsliee HapyLleHue MO3roBoro
KpoBoo6pauieHuns (MHMK)

MonHasa OKK31SA KOPOHAPHOW apTepum

Cnasm cocyja

TpaBMmupoBaHune cocypa (auccekums, nepgopaumsa, paspbiB WAWM MOBPeXAeHWe, B TOM u4wucne
KOPOHapHbIX  COCYAOB), Tpebylouwee XUPYPruyeckom pPeKOHCTPYKUMM WUAM  MOBTOPHOrO
BMeLlaTe/bCTBa.

B KOHTAKTA C OPTAHN3MOM

N3aenve NOCTOAHHO MW AANTENbHO KOHTAKTUPYHOLLEe C BHYTPEHHEN Cpesoii.

MHCTPYKUNA no TEXHWKE BESOMNMACHOCTU

YcTaHOBKa CTeHTa [AO0/MKHA OCYLECTBAATb TONbKO Bpadyamy, MPOWEeAVMN  HaAIeXalllyo
MoAroTOBKY.

YCTaHOBKAa CTEHTa [O/DKHO BbIMOMHATLCA B 6GONbHULE, TFAe €CTb BO3MOXHOCTb MNPOBECTU
9KCTPEHHOE KOPOHapHOEe LUYHTUPOBAHME.

[JanbHelilwas 610Kaga CTeHTa MOXeT NoTpe6oBaTb MOBTOPHOrO PaclUMPEHMs ydyacTKa apTepuw,
CO/lEP)Kalllero CTeHT. [loNrocpoyHble pesy/bTaTbl MOC/ME MOBTOPHOrO pacliVMpeHus CTEHTa,
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/nogBepriwerocs aHA0TeNN3aLMK, B HACTOSLLEe BPeMSA HEU3BECTHbI.

CnepyeT pacCMOTpeTb PUCKM WU MOMb3Y NPU UCMONb30BaHUMN W3AeNNs y NayneHToOB C U3BECTHOM
OCTPOIi peakumeli Ha PeHTreHOKOHTPACTHbIE BeLLecTBa.

He nogsepraiite cucTtemy [OCTaBKW BO3LEACTBMIO OPraHWYECKUX pacTBOpUTesieid, Hanpumep,
CNMpTa, Y YNCTALLNX BELLECTB.

Mpn gocTaBKe W yCTaHOBKe CTeHTa M U3B/MevYeHUW GannoHa cnegyeT CnefnTb 3a MOMOXKEHUEM
paboyero HaKOHeYHWKa HanpaB/AOLWEro KaTeTepa.

Mcnonb3oBaHne KopoHapHoro cteHToB FLEXINNIUM Ha naumeHTax, MMeloLWwnx n3BnTblie cocyabl,
MOXeT MNPUBECTU K MOBbILEHHOMY PUCKY Tpomb03a cTeHTa, 3Mbonu3auum CTeHTa, WHpapKTa
MuUoKapaa, uim cMepTu.

NPEAYMPEXAEHWA

Nnua, cTpagatolime annepruein Ha Ko6anbT-XpomMoBbIA cnnaB L605, MOryT uMeThb anfieprmyeckyto
peakLuio Ha JaHHbIA UMMNaHTaT.

YcTaHOBKa CTeHTa LOJ/KHA NMPOBOAUTLCA TONbKO B TeX KAUMHMKAX, FAe MOXeT 6biTb MpoBefeHa
HEOTNOXHas onepauuns no aOpTOKOPOHAPHOMY LUIYHTUPOBAHMIO.

HeobxoauMo npoBOANTL TULaTe/lbHbIA OT6OP nNayMeHTOB, TaK KakK WCMO0Ab30BaHWe [aHHOTO
yCTpoOlWCcTBa CBfA3aHO C PUCKOM TMOAOCTPOro Tpom603a, COCYAMCTbIX OCNOXHEHWUWA wn/vunu
BO3HUKHOBEHMWS KPOBOTEYEHWIA.

B cnyyae BO3HWKHOBEHWMS NOC/efYIOLWEero pecteHosa (MOBTOPHOIO CYXEHWs MpPOCBeTa Ccocyfa)
MOXeT noTpeboBaTbCA MOBTOPHAf AunaTauusa apTepuanbHOro CEermMeHTa, COAepikallero CTEeHT.
OTpaneHHble pe3ynbTaTbl MOBTOPHOM AWnatauun 3HAOTEM3NPOBAHHBIX CTEHTOB Ha [AaHHbI
MOMEHT He U3YYeHbl.

MmnnaHTaums cTeHTa 40MXKHA OCYLLeCTB/IATLCA TOMIbKO BpayamMu, npoLleiwinMmn coOTBETCTBYOLLLEe
06yuyeHue.

Mpn Heo6XO0AMMOCTM OAHOBPEMEHHOW MOCTAHOBKU HECKO/IbKUX CTEHTOB MaTepuasbl CTEHTOB
AO/DKHbI UMETb CXOAHbIV (MOXO0XMWIA) cocTaB. Pa3MelleHne HeCKONbKMX CTEHTOB U3 Pas3finyHbIX
METa/IoB B KOHTaKTe APYr C APYTOM MOXET YCUIUTb BO3MOXXHOCTb KOPPO3UN.

TonbKO AN OQHOKPATHOro npumeHeHus. NOBTOPHOE MCNONb30BaHMe, NnepepaboTKa U MOBTOPHas
cTepunusayms  3anpelieHbl. [MOBTOpPHOe MCMNONb30BaHMe, rMepepaboTka WAM  NOBTOPHad
cTepunmnsayms MOryT HapyWwuTb CTPYKTYPHYH LENOCTHOCTb YCTPOMCTBA U/MAM NPUBECTU K €ro
NnosiIoOMKe, 4TO, B CBOK O4epefdb, MOXET MPUBECTM K TpaBMe, O0/Ie3HN UNW CMEPTU NaumeHTa.
lMoBTOpHOE MCMNOMb30BaHMe, NepepaboTKa MAM MOBTOPHAaA CTepuan3auma TakxXe MOTyT co3faTtb
yrposy 3arpsisHeHuWs YCTpoOWCcTBa W/MAM MPUBECTM K BHYTPUOONbHWUYHOW WAN NepeKpPecTHON
UH(eKUMN, B TOM 4MCNE, HO He OrpaHMymMBasACb, 4epe3 nepegayvyy WHPEKUUOHHOTO (-bixX)
3aboneBaHus (-uil) OT OLHOrO NaumeHTa K Apyromy. 3arpsisHeHue yCTPONCTBA MOXET MPUBECTU K
TpaBMaM, 60NE3HN NN CMEPTU MauneHTa.

MEPOPANIBHAA AHTUTPOMBOUNTAPHAA TEPATTNA

B CcOOTBeETCTBMM C CYLIECTBYHOLWMNUMN pPeKOMEeHJauMaMu MOoCne YPecKOXHOro KOpPOHapHOro
BMellaTe/IbCTBa MaLueHTaM Heob6Xo4MMO NPUHATL aHonupuH 150-300 mMr (OAHOKpaTHO), Noc/e Yero
npuHUmMaTb no 75-100 Mr exeAHeBHO 6e3 OrpaHMYeHWin NO BPeMeHW. AHaNOrMYHbIM 06pasom,
nauueHTaM, KOTOpble He TMOABEPXEHbl BbICOKOMY PUCKY KpOBOTeueHUs, Ccrefyer MpUHUMATH
Konuaorpen 75 Mr eXXefiHeBHO Ha NPOTAXKEHUN KaK MUHUMYM 6 MecALeB.

[Cm: «European Heart Journal» («kEBponeickunii XXypHan no cepieyHbiM 3a60n1eBaHUSAM») 0T 1 OKTAGPS
2014 r; 35 (37): 2541-619. http://dx.doi.org/10.1093/eurheartj/ehu278] OueHb BaXHO
nocneonepaymoHHoe cob6nOfeHne NauMeHTOM PeKoMeHAauuii no aHTUTPOMOOLUTApHOW Tepanuu.
PaHHee npekpaweHVe Ha3HAYeHHOro aHTUTPOMOOLMTApHOro npenapaTa MOXET MNPUBECTU K
MOBbLILLEHNIO pUCKa TpOM603a, NH(apKTa MMOKapAa unn cmeptu. ECan Ao YpecKoXXHOro KOPOHapHOro
BMewatensctBa (YKB) nauueHTYy HYXHO MNEpeHecTn XUPYPruyeckyr WU CTOMaTONOrMYecKyto
npouegypy, KoTopas TpebyeT [OCPOYHOrO MpeKpalieHUs aHTUTPOMOOLMTapHON  Tepanuu.
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/cMeLLeHns NPOKCMMarbHOro CTEHTA.

He packpblBaiiTe CTEHT, €C/IM OH HeMpaBUbHO pacnonioxeH B cocyge. (Cm. MN3BneyeHune cTeHTa /
CUCTEMbI AOCTaBKN - Mepbl NPefoCTOPOXHOCTK)

YcTaHOBKa CTEHTa MOXET MPMBECTU K MOTEHUMANbHOMY PUCKY HapyLeHUs MnpoXoLMMOCTH
60KOBbIX BETBEN apTepum.

He npeBbnnaiTe pacyeTHOro fasneHusa paspbisa (RBP), ykasaHHOro Ha 3TUKeTKe ycTpoicTea. Bo
BpeMs pasgyBaHua cneayeT KOHTPOMPOBaTb YPOBEHb AaBfeHUs B 6GannoHe. [peBbilleHue
3HaYeHMs, YKa3aHHOro Ha 3TUKETKe NPOAYKTa, MOXET NMPUBECTM K pa3pbroy 6anioHa ¢ BO3MOXHbIM
noBpexXaeHnem NHTUMbI N PacCNOeHNeM CTEHKWN cocyaa.

e [pn Heo6X0AUMOCTWM BBECTU HEPACKPbITbIA CTEeHT 06paTHO B MNPOBOAHWKOBBLIA KaTeTep,
peKoMeHAyeTcs [feiicTBOBaTb 4pe3BblYaiHO OCTOPOXXHO, C MUWUHUMaAbHbIM MNOCTYNaTe/IbHbIM
OBVDKEHVWEM CUCTeMbl [LOCTaBKM CTeHTa WAu 6e3 Hero. locne TOro, Kak HEpacKpbITbll CTEHT
nonagaet o6paTHO B NPOBOJHWKOBLIV KaTeTep, BCA CUCTEMA BMECTe C NMPOBOAHUKOBLIM KaTeTepoM
[JO/KHA W3BNeKatbCa Kak efunHoe uenoe. He nbiTaliTeCb W3BMeYb HEPaCKpPbITbIA CTEHT U3
NMPOBOAHMKOBOW CUCTEMbI U Tena OTAENbHO OT BCEM CUCTEMBI.

* 3BneyeHme cTeHTa C NOMOLLLID KakKMX-NM60 nNpucnocobnieHnii (4ONOMHUTENbHbIE NMPOBOAHUKMN,
neTAn U/Man NUHLETbLI) MOXeT NPUBECTM K AONOMHWUTENbHON TpaBMe KOPOHApPHOro COCYAMCTOro
pycna u/wnn mecta COCyAMCTOro goctyna. B pesynbrate MOryT BO3HUKHYTb Takue OCNOXHEHWUS,
KaK KpoBOTeYeHWe, reMaTomMa Uau ncesgoaHeBpu3mMa.

MEPbI MPEOOCTOPOXHOCTW MNP N3BJTIEHEHWNWN CTEHTA/CNCTEMBbI

Mpn BO3HWMKHOBEHUN YPE3MEPHOr0 COMPOTMB/IEHWA BO BPEMsA AOCTYyNa K y4acTKy MOPaXeHUs WUaum
N3BNEYEHUSs CUCTEMbl [OCTaBKM MOCMe MMMAaHTauuMuM CTeHTa, BCA CUCTEMa AO0/KHA W3BNeKaTbCs
LLENNKOM.

Mpwn n3BnevYeHN cUCTEMbI JOCTaBKM KaK eAUHOr0 LLenoro:

* «He nbiTaiiTeCb» BTAHYTb CUCTEMY J0CTaBKM 06paTHO B NPOBOLHUKOBbIW KaTeTep.

o CopueHTMpyinTe NPOKCUMaNbHYO MeTKy 6anioHa HenocpeACcTBEHHO 3a AWUCTallbHbIM KOHLOM
NMPOBOAHMKOBOrO KaTeTepa.

* BBoanTe NPOBOAHWK B KOPOHApHY apTepUI0 KaK MOXHO Aanbliue, HAaCKOSbKO 3TO MO3BONAIOT
TpeboBaHMA 6€30NaCHOCTH.

e 3aTAHWTE PpOTALMOHHbIA remocTaTMyeckWii KnamaH AN  (QuUKcaumm CcucTemMbl [OCTaBKM B
NPOBOAHMKOBOM KaTeTepe; 3aTEM W3BEKWTE NMPOBOAHWKOBLI/ KaTeTep M CUCTEMY AOCTaBKM Kak
eVHOE Lenoe.

HecobntogeHune yKasaHHbIX Tpe60oBaHWIA U/ NPUNOXEHNE U3NULLIHETO YCUANA K CUCTEME AOCTaBKU

MOXET MNPUBECTU K CMELLEHNIO UM NOBPEXAEHUIO CTEHTA U/UAN KOMMNOHEHTOB CUCTEMbI AOCTaBKMU.

Mpn Heo6XOAUMOCTU COXPaHeHUs MNONOXEeHUs MNPOBOAHMKA ANA NOCNeAylowero foctyna K

apTepmn/NopaXXeHHOMY Y4acTKy, OCTaBbTe MPOBOAHWMK Ha MeCcTe W W3BMEKUTE BCe OCTa/ibHble

KOMMOHEHTbI CUCTEMBbI.

MEPbLI MPEAOCTOPOXHOCTW NOCNE MMMNNAHTAL NN

CnefyeT cobnogaTb OCTOPOXHOCTb MPU MPOXOX/AEHUM HOBOFO PacKPbITOro CTEHTA KOPOHAPHbLIM
MPOBOAHWKOM, 6a/I/IOHOM MU CMCTEMOI [OCTaBKM, YTOObI He HAPYyLWUTb FTEOMETPUIO CTEHTA.
KOHCYNbTAUMNOHHAA NHOPOPMALWNA ANA NMALMNEHTOB

KoHCynbTUpys NaumneHTa o AJaHHOM NPOAYKTE, Bpayn AO/KHbI:

e O6CYAUTb PUCKK, CBSA3aHHbIE C YCTAHOBKOI CTeHTa.

e O6CYaUTb PUCKKM / NpenMyLLECTBA A1 KOHKPETHOTO NaLueHTa.

e 06cyanTb HEOBXOAMMOCTb M3MEHeHUst o6pasa >XW3HU B MOCNeoNepauMoHHbIA Mepuoa U B
[AONrOCPOYHON NepcneKkTUBeE.

NH®OPMAUWA ONA NMAUMNEHTA
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AMe [aHHOW OpOLIOpPbl C UHCTPYKUUAMU NO MPUMEHEHUIO, LOCTYMHA cnefytowas nepcoHanbHas
Ahopmanma o KopoHapHOM cTeHTe Flexinnium:
* MMnnaHTO/IOrMYyecKas KapTa nauueHTa, Kotopas CoAepXUT MHPOPMaL MO KaK O nauueHTe, Tak 1 0
KOpOHapHoM cTeHTe Flexinnium. Bce nauyueHTbl 0653aHbl XpaHUTb 3Ty KapTy And
NAeHTUMKauMKn npoueaypbl / cTeHTa.

NHANBUNAYANBbHbIA noaxoa k NEYEHUIO

Meped wucnonb3oBaHMEM  KOpOHapHOi  cTeHT-cuctembl FLEXINNIUM  cnegyeT  B3BEeCUTH
BbILLUEOMUCAHHbIE PUCKU W MNPEMMYLLecTBa WCMO/Mb30BAHUA CTEHTOBA/MA KaXA0ro KOHKPETHOro
nauneHTa. Mpu oTbope nayueHTOB, CPeAn NPOYEro, crefyetT YYUTbIBaTb (hakKTOp HaiMyusa puUCKa,
BbI3BAHHOI0 NPUMEHEHWEM aHTUTPOMbGOLUTapHOW Tepanun. CTEHTUPOBaHME He MOKa3aHo nauueHTam,
KOTOpble MOABEPXKEHbl TMOBLIMMEHHOMY PUCKY KpPOBOTeYeHus (Harnpumep, nauueHTbl, HeLaBHO
nepeHecLine 060CTPeHMe racTpuTa UImn A3BEHHON 601e3HU, CM. pa3gen - [poTuBONoKasaHus).
CnepyeT paccMOTpeTb NpeMopbuaHbie COCTOSHMUSA, KOTOPbIE MOBbLILWAKT PUCK HEyLauyHOW onepauun v
HEO6X0AMMOCTb HanpaBNeHWUs Ha 3KCTPEHHOe KOpOHapHOe LWYHTMpOoBaHWe (caxapHblii [fuaberT,
noyeyHas HeJOCTaTOYHOCTb U TAXKEI0e OXMPeHUe).

Tpom603 nocne wMMNNaHTauuM CTEHTa 3aBUCUT OT HECKO/IbKMX 6a30BbIX aHruorpaguyeckmx u
npoueaypHbIX (hakTopoB. K HUM OTHOCATCA: AuameTp cocyfga mMeHee 3,0 MM, MHTpanpoueaypHbIii
TPOM603, HEeAOCTaTOUHbIA [UCTaNbHbIA MOBEPXHOCTHBLIA OTTOK W/MAWM [Uccekuus cocypa mnocne
uMmnnaHtaunm cteHta. CoxpaHeHue Tpomba wauM [UCCeKLMUA Y MauWeHTOB MOCie KOPOHApHOro
CTEHTUPOBaHUA SABNAETCA MPEANOCHIIKON AN pa3BUTUA TPOMOOTUYECKOW OKKI3uW. B TeyeHue
NnepBoro MecsLa nocne MMnaaHTauMy CTeHTa COCTOAHME TaknX NaLneHTOoB AO/HKHO KOHTPOIMPOBATLCA
0YeHb TLaTenbHO.

MHCTPYKUMA NMo NCMOJIbBOBAHUIO / UH®OPMALUWA MO KITMHNYECKOMY
NCIMOJZIbSOBAHUIO

PacnakoBKa CTEPUILHOIO KOHTEHEPA C CUCTEMO AOCTaBKWN CTEHTA
e lMpumeyaHue: HE nomewarte BHYTPEHHUI MakeT B CTepUIbHOE MOAe C MNOMOLLbIO
acenTUYeCcKOn TEXHUKN.
e 113BNeKnTe BHYTPEHHWI NakeT U3 KOPOOKM.
e OTKpoliTe BHYTPEHHMUIA NakeT C MOMOLLbIO acenTUYECKOW TEXHWKW, AOCTaHbTe CTepW/bHbIiA
KOHTeliHep.

Flexinnium KopoHapHbI/i CTEHT 1 CUCTeMa CTeHTa
2.0MM x 8MM; 2.25MM X 8MM; 2.5MM X 8MM; 2.75MM X 8MM; 3.0MM X 8MM; 3.50MM X 8MM;
4.0MM x 8MM; 4.5MM X 8MM; 2.0MM X 12MM; 2.25MM X 12MM; 2.5MM X 12MM; 2.75MM X 12MM;
3.0mMM x 12mMm; 3.50MM X 12mMMm; 4.0MM X 12mMM; 4.5MM X 12MM; 2.0MM X 16MM; 2.25MM X
16MM; 2.5MM x 16MM; 2.75MM X 16MM; 3.0MM X 16MM; 3.50MM X 16MM; 4.0MM X 16MM;
4.5Mm X 16MM; 2.0MM X 20MM; 2.25MM X 20MM; 2.5MM X 20MM; 2.75MM X 20MM; 3.0MM X
20mM; 3.50MM X 20MMm; 4.0MM X 20MM; 4.5MM X 20MM; 2.0MM X 24MM; 2.25MM X 24MM;
2.5MM x 24MM; 2.75MM X 24MMm; 3.0MM X 24MM; 3.50MM X 24MM; 4.0MM X 24MM; 4.5MM X
24MM; 2.0MM X 28MM; 2.25MM X 28MM; 2.5MM X 28MM; 2.75MM X 28MM; 3.0MM X 28MM;
3.50MM x 28mMM; 4.0MM X 28MM; 4.5MM X 28MM; 2.0MM X 32MM; 2.25MM X 32MM; 2.5MM X
32MM; 2.75MM X 32MM; 3.0MM X 32MM; 3.50MM X 32MM; 4.0MM X 32MM; 4.5MM X 32MM;
2.0MM x 36MM; 2.25MM X 36MM; 2.5MM X 36MM; 2.75MM X 36MM; 3.0MM X 36MM; 3.50MM X
36MM; 4.0MM x 36MM; 4.5MM X 36MM; 2.0MM X 40MM; 2.25MM X 40MM; 2.5MM X 40MM;
2.75MM x 40MM; 3.0MM X 40MM; 3.50MM X 40MM; 4.0MM X 40MM; 4.5MM X 40MM; 2.0MM X
44mm; 2.25MM X 44MM; 2.5MM X 44MM; 2.75MM X 44MM; 3.0MM X 44mm; 3.50MM X 44MM;
4.0MM x 44Mm; 4.5MM X 44MM; 2.0MM X 48MM; 2.25MM X 48MM; 2.5MM X 48MM; 2.75MM X

JocTynHble pasmepbl 48mM; 3.0MM X 48MM; 3.50MM X 48MM; 4.0MM X 48MM; 4.5MM X 48MM;

Martepuan cTeHTa Cnnas KobanbT-xpom L-605

TonuwmHa Kapkaca CTeHTa TonwwmHa 0,06 mm (60 MKMm)
HomuHaIbHOE CoKpaLLeHne CTeHTa <3%

OTgava <4%

MonesHas ANnHa CUCTEMbI JOCTaBKM 1400 mm (140 cm)
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IMopT 0AMHOYHOTO 4OCTYNA K NPOCBETY WHMAALMM/ AehnaLmmn. BeiXogHoe oTBepcTMe
;CTema l0CTaBk NopToB Y-ajantepa MPOBOAHIKA PACTIONOXKEHO Ha PACCTOSHUM 25 CM OT KOHUMKA. [peHasHaueHo A
/ nposogHuka 0.014 atoiimos
MonuamuaHbIii 6annoH, HOMUHANLHO Ha 1 MM f/IMHHEE, YeM CTeHT. [J/IMHa YCTaHOBEHHOT0
CTEHTa 1 ero pacro/oXeHib OnpeaenseTcs PeHTTeHOKOHTPACTHLIM MapKepoM Ha

BannoH cucTemb! A0CTaBKM MPOKCUMa/IbHOM U ANCTa/IbHOM KOHLE CTEHTa.

BHeLLHWI AnamMeTp CTepXKHA KaTeTepa MpokcumanbHelit; 0,60 MM
[JvcTanbHbliii: 0,78 MM ansa amametpa (2,00-2,25), 0,84 m gna gnametpa (2,50- 3,50), 0.95 MM
ans anametpa (4,00-4,50)

[aBneHve 3anonHeHns 6annoHa *H/;: 6 6ap
POP: 16 6ap PAP: 14 6ap (ans gnametpa 4.00 mm 1 ans guametpa 4,50 Mm)

BHYTpPeHHWIA AnaMeTp NPOBOAHMKA CoBMecTUM ¢ 5 (hpeHy
[uameTp NpoBOAHUKa 0,014 groiimoB

MPOBEPKA MEPEA MPUMEHEHUWEM

Mepes wWCNONb30BAHMEM KOPOHApPHOro CTeHTa Flexinnium akKypaTHO W3BNeKUTe CUCTEMY U3
KOHTeliHepa 1 ybefuTech B OTCYTCTBMM Nepernbos, U3IOMOB 1 APYTUX NOBPeXAeHWA. Y befnTech, 4TO
CTEHT YCTAHOBJIEH MO LeHTPY 6annoHa u pacrnonaraeTca Mexay peHTreHOKOHTPAcTHbIMWU MeTKaMu Ha
6annoHe. TuatenbHO OCMOTPUTE YNaKOBKY M y6eanTech, YTO CTEPUILHOCTL YNaKOBKM He HapyLleHa.

HEOBXOAMMBIE MATEPUVAJIbI

Konnyectso Martepuan
HeT AaHHbIX Moaxoaawmii NPOBOAHMKOBINA KaTeTep (-bl)
2-3 LLnpuubl (10-20 Ky6 cm.)
1000 ep./500 mn CTepunbHbIA renapvHU3NMPOBaHHbIN (uranonormyeckunii pacteop (HepNS)
1 MpoBoaHukK anameTtpom 0,014 atoiiMa 1 ANIMHOA (MUHUMYM) 175 cm
1 POTaUMOHHbLIA  reMocTaTUYecKuiA KnanaH € MWHUMaIbHBIM - BHYTPEHHUM
AnameTpom 0,096 atoimMa
HeT faHHbIX PacTBOp KOHTpacTHOro BellecTBa B nponopumn 11 ¢ (hU3MON0rMYecKUm
pacTBopoM
1 YCTPOWCTBO ANa pasgyBaHus
1 3anopHbIi KnanaH (MMHUMYM 3-X0Z0BOI)
1 YCTPOICTBO ANA BpaLleHUs NPOBOAHMKA KaTeTepa
1 WHTpoaptocep 414 NpoBOAHMKA

MPOMBIBKA NMPOCBETA NMPOBOJIOYHOTI O HATIPABUTENA

L ar OelictBue
1 YpanuTe 3alWUTHY 060/104KY CTEHTA.
2 MpomblBaliTe BHYTPEHHWIA KaHa/ NPOBOAHUKA renapMHU3NpPOBaHHbIM
(hM3N0NOTNYECKNM

MOATOTOBKA CUNCTEMbI AOCTABKW

LW ar OelicTBne
1 MoaroToBbTE YCTPOCTBO ANS pa3fyBaHusa / WINPUL, C pacTBOPOM
KOHTPaCTHOTrO BeLlecTBa.
2 MpuKpenuTe YCTPOCTBO ANS pa3fyBaHus / LWINPUL, K 3anopHOMY

KnanaHy; npuMKpenuTe ero K NopTy ANs pasayBaHusa. He crubalite
NPOKCUMasnbHY YacTb Tuna Hypotube npn NOLKNHOYEHUN K YCTPOMCTBY
ONSA pasfyBaHua [ wnpuyy.

3 Pa3mecTuTe cucTemy LOCTaBKN BEPTUKANbHO, ANCTaNbHbIM KOHL,OM BHU3.
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4 OTKpOIiTe 3aMopHbIii KnanaH B CUCTeMY [JOCTABKM; cO3jaiTe
oTpuLUaTenbHOe AaBneHne B TedyeHne 15-30 CeKyHp; NepeBeanTe B

f HeiTpanbHOE MoM0XeHWe AN 3aN0SIHEHUA KOHTPACTHbLIM BELLECTBOM.
5 MepekpoiTe 3aMopHbIi KnanaH B CUCTEMY [0CTaBKW; BbIMOMHNUTE
' NpoAyBKY YCTPOCTBa AN4 pasfyBaHusa / wnpuua, 4ytobbl yaanuThb
BO3AYX.
6 MoBsTopuTe Warn 3-5 40 NOMHOIO yAaneHns BO34yXa.

MPUMEYAHWE: ecnn i5 wagTte BMAHLI NMy3blpbKW BO3AyXa, NOBTOpUTe wWwarn 3-5 MoAroToBKu
CMUCTEMbI AOCTAaBKN ANS MPefoTBpaLLeHNs HepPaBHOMEPHOIO PACKPbITUSA CTEHTA.

7 Ecnv ncnonb3osancs Wwnpuuy, NOAKAOUYMTE NPUTOTOBIEHHOE YCTPOMCTBO
AN5 pasfyBaHUs K 3aMopHOMY Knanasy.

8 OTKpoliTe 3aNOPHbIVA KnanaH B CUCTEMY AOCTaBKW.

9 OcTaBbTe B HEWTPa/IbHOM MOJIOXEHUN.

MPOUEOYPA AOCTABKWN
LWar [OeiictBue

1 MoarotoBbTe MeCTO COCYAMCTOrO AOCTYMa B COOTBETCTBUM CO CTaHAAPTHOM
npoweaypoi.

2 MpoBeguTe NpegunaTaLmnio NOPaXXEHHOTO yyacTKa apTepu C NOMOLLbHO

KaTeTepa N YPECKOXKHON TPAHCIIOMUHANIbHON KOPOHAPHOW aHrMonnacTuku
(PTCA). MNpu cTeHo3e LUYyHTA 13 60/1bLLOI NOAKOXHOM BeHbI NpeaunaTaums
BbIMO/IHAETCA N0 YCMOTPEHUIO OrepaTopa.

3 MopnepXXuBainTe HelTpa/lbHOE aBNeHe Ha YCTPOMCTBE L1 pa3fyBaHus.
MOMHOCTBIO OTKPOWTE POTALMOHHDBIN reMOCTaTUYECKUI KnanaH Ha
MPOBOLHMKOBOM KaTeTepe.

4 HapaeHbTe cMCTeMy JOCTaBKM Ha MPOKCUMasIbHYHO YacTb NPOBOAHNKA,
COXpaHsist ero NosOXeHVe 0THOCUTE/bHO NOBPEXAEHHOMO yyYacTKa cocya.
5 MpoaBUraiiTe cucTeMy A0CTaBKM MO NPOBOAHUKY K LIEIEBOMY CErMeHTY

MOBPEXAEHHOI 0 Y4acTKa. VICnonb3yinTe peHTreHOKOHTPACTHbIE METKM Ha
6annoHe Ans pa3MeLLeHns CTeHTa B NOBPEXAEHHOM yyacTke cocya; Ans
MOATBEPXAEHMSA NPABUIBHOCTW pa3MeLLeHNs BbIMOHUTE aHrnorpaguio.
MPNMEYAHWE: Ecnn B npouecce NPoABUKEHNA CUCTEMbI JOCTaBKM K Lie/IeBOMY YUaCTKY Bbl 3aMeTUN
CMelLLeHMe CTeHTa Ha 6asifioHe, He CNefyeT pacKpblBaTb CTEHT. Bca cuctema fo/mKHa ObITb U3B/IEYEHA KaK
efuHoe Lenoe. [1ns nonyyeHns NoApo6HbIX MHCTPYKLMIA MO U3BIEYEHNIO CUCTEMbI OCTaBKM CM. pasgen 5.3
M3BneyeHne cTeHTa/ cucTeMbl OCTaBKU - Mepbl NMPesoCcTOPOXXHOCTU.

6 6
NPOLEAYPA YCTAHOBKWU
LWar [OelicTene
1 BHVMMAHWE. Cwm. pa3gen 10.8 [aHHble 1abopaTopHbIX UCMbITaHWUIA, YTOObI

y3HaTb BHYTPEHHUIA AnameTp, faBfeHne pacKpbITUA U pacyeTHOe AaBfieHne
pa3pbiea (RBP) cTeHTa in-vitro.
Meg/ileHHO pacKpoTe CTEHT, YBENNUMBAs [aB/ieHWe B CUCTeMe LOCTaBKM C LLarom B 2 6ap Kaxable 5
CeKYHZ, [0 NOJIHOT0 PackpbITUA cTeHTa. MofaepXuBaiite gasneHune B TedeHne 30 cekyHa. MNpu
Heob6xo4MMOCTY 6a/1/TOH / CUCTEMY AOCTaBKM MOXKHO MOAKayaTb NOBTOPHO WM MOBLICUTL 4aBfieHNe, UTO6bI
06€eCcneunTb MakCUMa/IbHYHO armno3uLio CTEHTA K CTEHKe apTepun.
He npeBbiwalite pacyeTHoe gaBneHue paspbia (RBP).
Cayiite 6annoH, nofas oTpuULLaTeNIbHOE AaB/IeHN e Ha YCTPOCTBO A4/1a
pasfysaHusa B TedeHue 30 CeKyHS,

MPOLUEAYPA N3BNEYEHWA

LWlar [Oeictene

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



N

I

Y6eautecb B TOM, YTO 6a1/10H / cuCTeMa JOCTaBKM MOTHOCTHIO CAYTHI.
MONHOCTHIO OTKPOKTE POTALMOHHBIA FEMOCTaTUYECKMIA KnanaH.

CoxpaHss NPOBOAHWUK B TOM XXe MOSIOXEHUMN U NOAAEPXKMBAs OTpULaTe/IbHOe
[aBfieHne B yCTPOICTBE AN pa3fyBaHuWs, U3BNEKNTE CUCTEMY JOCTaBKMU.
NMPNMEYAHWE. Npy BO3HNKHOBEHUW YPEe3MEPHOTO COMPOTUB/IEHUSA BO
BpeMs 40CTYNa K MECTY NMOPaXKEHWS U U3BNEYEHNS CUCTEMbI AOCTaBKU
rnocse UMNIaHTauum CTeHTa ClefyeT U3B/iedb CUCTEMY MOHOCTLHO.
Mofpo6Hble UHCTPYKLMW MO U3BNEYEHWNIO CUCTEMbI MOTHOCTBLIO CM. B pasjene
V3BneyeHue cTeHTa/ cMcTeMbl SOCTaBKM - Mepbl NPefoCTOPOXHOCTH.
MepeKpoiiTe pOTaLMOHHbIA FeMOCTAaTUYECKUIA KnanaH.

MoBTOpUTE aHrMorpagmio AN OLEHKM CTEHTMPOBAHHOIO yyacTka. Ecin
[0CTaTOYHOE PacKpbITWE CTEHTA He JOCTUIHYTO, BbINO/IHUTE MOCT-AUNaTaumto
BHYTpY CTeHTa. Bocnosnb3yiTech 6anioHHOM COOTBETCTBYHOLLENO AnameTpa,
4TOObI JOOUTLCA MaKCUMa/IbHOIO NPUIeraHns CTeHTa K CTEHKE cocyja.

B nTore gnameTp cTeHTa JO/KEH COOTBETCTBOBATL AMAMETPY COCya, B
KOTOPOM OH YCTaHOB/IEH.

VKFNLWTECH B MO/THOM PACKPbLITUW CTEHTA.

NMH®OPMALUUNA OB NCCNEAOBAHUNAX IN VITRO

Aasnedne 500 225 250 275 300 350 4.00 450

(aTm)
6
8
10

12

14

16

18

MM MM MM MM MM MM MM MM

2.00 225 , 250 275 m3.00 350 400 450
2.04 231 2.54 2.83 3.09 359 4.07 459
2.08 2.35 2.57 2.86 3.14 367 411 468

2.13 2.39 2.60 2.89 318 370 4.14 476
2.17 2.43 2.62 291 3.21 3.74 * *

221 2.48 2.64 2.94 325 3.78 423 493

2.25 2.52 267 1297 1328 1382 431 1499

Cepblii (hOH: HOMUHaIbHOE AaB/EHNe.
UepHblii hoH: PP (pacueTHOe faBfeHune paspbisa),
*PAP: 14 6ap gna 6annoHoB grameTpom 4,0 MM 1 4,5 MM npn g/ivHe 6anioHa > 20 Mm

latm=1,01 6ap.

MPUMEHEHWE

MpuMeHsieTcs B KapAMoNorim

TABJTMUA YC/ZTOBHbIX 3HAKOB

CumBon 3HaueHue

He ncnonb3oBaTb NOBTOPHO

Vcnonb3oBatb A0
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LOT Kog napTtum

SN CepuiiHblii Homep

d [aTa npon3BoAcTBa
MeTog cTepunnsauum ¢

STERILEEO A crepunsan
MCMONb30BaHMEM OKCUAA
aTuneHa

REF Homep no kartanory

BHumaHune, cm.
COMPOBOAUTE/IbHbIE JOKYMEHTbI.

ml Mpoun3BoanTensb

. CMOTPUTE UHCTPYKL MUK NO
| I MCMO/b30BAHMUIO.
1 TemnepaTypHbIil fuana3oH

bBepeyb OT CO/IHEYHOTO CBETa

XpaHuTb B CyXOoM MecTe

+

He ncnonb3oBaTh, ecnun
NnoBpeX/eHa ynakoska

He nogBepraTb MOBTOPHOWA
cTepununsaymm

—~
wn
~—

AnNnporeHHo

CTEPUNUNSALUNA

[laHHoe wu3genve CTEPWAN30BAHO ra3006pa3HbIM  OKCMAOM  aTwuneHa. [peaHasHauyeHo AN
OAHOKpPaTHOrO MpUMeHeHMs. He nopapepraTb MOBTOPHOW  CTepuau3auuu. ANUPOreHHo. He
CNONb30BaTh U3ENNE, ECIN YNaKOBKA OTKPbITA UM NMOBPEXAEHA.

TPEEOBAHUNA K OXPAHE OKPYX>XAIWEW CPEAbI.

MeAnuMHCKOe n3aenve nNpu UCNoib30BaHNMW, TPAHCNOPTUPOBKE U XPaHEHUN He 0Ka3biBaeT
HeraTMBHOIO BO3/IEMCTBUSA Ha YeNOBeKa U OKpYyXKatoLLyto cpeay. CneunansbHol 3aluMThbl NepcoHana un
naymeHTa npu NpUMeHeHUN n3genns He TpedyeTcs.

YCNOBNA TPAHCMNOPTUPOBAHWNA, XPAHEHUA N SKCIMNNTYATALNIN

N3penns TpaHCNOPTUPYIOT BCEMW BUAamMK TpaHCNopTa B KPbITbK TPaHCMOPTHbIX CpeAcTBax B
COOTBETCTBUM C NMpaBUIaMU NEePeBO3KM FPY30B, AENCTBYIOLLIUX HAa TPAHCMOPTE KaXA0ro Buaa.

ME,U,I/ILI.I/IHCKOE n3genne XpaHnTca npu KOMHaTHO Temnepartype, B MeCTe 3allMLLEHHOM OT COJIHEYHbIX

nydyeit npu Temnepatype ot +20 o + 30 °C M OTHOCMTENbHOM BNaXHOCTM Bo3gyxa oT 20% fo 80%
(6e3 KoHAeHCaUNN).

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



;AMUUHCKOE  U3[eNnne TPaHCNOPTUPYETCA B MNPOXNaAHbIX, CYXWUX, TEMHbIX YCNOBUAX, Npwu
,MnepaType oT - 40°C go +54°C M OTHOCMTENbHOI BNaXHOCTM Bo3fgyxa oT 20% pao 80% (6e3
,OHZeHcaumm).

MeguumHCcKoe nusgenve nNpy aKcnayatauuy yCTOWYMBO K BO3AENCTBMIO KNMMATUUYECKUX (haKTOpPOoB AN
TeMnepaTypHOro pexuma ot +32 go +42°C, BO34eCTBMIO GMONOTMYECKNX XNAKOCTEW (KPOBW).

TEXHNYECKOE OBCNY>XXWUBAHWE N PEMOHT

[laHHble MeMLMHCKNe N3LeNns —OLHOPa30Bble. TEXHUYECKOMY 06CMY>KMBAHUIO Y PEMOHTY He
nognexar.

FTAPAHTUA

B oTHoweHun npoayktoB Sahajanand Medical Technologies Pvt. Ltd, npeactaBneHHbIX B AaHHOW
nybnmkauum, KomnaHua He [aéT KakMx Obl TO HM 6bIIO rapaHTWii, SABHO BbIPKEHHbIX WK
npegnonaraemMbk, B TOM 4YuCne, Cpeiu MpPoYero, KakmMx-nmbo nogpasymeBaemMblX rapaHTuii TOProsoi
MPUrogHOCTM WUNW COOTBETCTBUSA KOHKPETHOW uenn. Hu npu Kakmx ob6cTosTensctBax Sahajanand
Medical Technologies Pvt. Ltd He HeceT OTBETCTBEHHOCTM 3a Nt06ObIe NPSIMble, KOCBEHHbIE, CNyYaliHble
nnu nocnegyowne yooiTKM, KPOMe C/yyaes, MpAMO NpPesycMOTPeHHbIX 3aKOHOM. HUKTO He uMmeeT
npaBa cBfA3bWaTb Sahajanand Medical Technologies Pvt. Ltd Kakumn-nn6o o6s3aTenbcTBamu Mo
3aAaBMIEHUSAM U/IN rapaHTUK, 3a UCK/IIOYEHNEM C/lyYaeB, YKa3aHHbIX B HACTOALLEM JOKYMEHTE.
OnucaHmsa unun cneundukaymy B nevaTHow npogykuuu Sahajanand Medical Technologies Pvt. Ltd, B
TOM 4Yucne B AaHHOW Ny6nunkauun, npefHazHavyeHbl UCKAOYNTENBHO A5 06LLEro onucaHmMa NpoaykKTa
BO BpeMs MPOM3BOACTBA U He NPeACTaBAAOT COO60I HUKAKMX ABHO BbIPaXKEHHbIX rapaHTUM.

Sahajanand Medical Technologies Pvt. Ltd He HeceT OTBETCTBEHHOCTH 3a Nt0ObIe NPAMbIE, KOCBEHHbIE,
cnyyaliHble unAn nocnegywowme y6bITKA, BO3HUKLIWE B pe3ynbTaTe MOBTOPHOrO WCNO/b30BaHUS
[JaHHOI0 NPoAyKTa.

CPOKrogHocTwu

18 mecsueB

YTUNN3AUNA OTXOA0B

YTunusnposaTb MaTepuanbl cpasy e nocne Ucnosib3oBaHnA. B COOTBETCTBUY C AeACTBYIOLLUM
3aKOHOAAaTe/IbCTBOM.

N3penva, vMeBLUVe KOHTAKT C KPOBbIO W/MAW APYrMMU 6MONOTMYECKUMU XUAKOCTAMM, MOANEexar
yTunumsaumv u/mnm yHnuToxKeHuto cornacHo CanluH 2.1.7.2790-10 (knacc b).

Heuncnonb3oBaHHble un3fenns (He WMeBLUME KOHTAaKTa C KPOBbO W/MAM C  6GMONOrMYEeCKUMHU
XWLKOCTAMMK), B TOM YWUC/Me C MUCTEKIWWM CPOKOM TOAHOCTW,  MOAMexaT YyTuausauuu un/vnm
YHUYTOXEHUIO corniacHo CaHlMuH 2.1.7.2790-10 (knacc A).

YMO/THOMOYEHHbIN MPEACTABUTE/Ib HA TEPPUTOPUU POCCUINCKOM
®EJEPALINN

O6LWeCcTBO C OrpaHUYEHHO OTBETCTBEHHOCTLIO «MeaununHa n peabunnTaumns»
121351, Poccus, 1. Mocksa, yn. KyHuesckas, 4.4, kopn. 1
Ten: +7 903 7151573, +7 925 8333518
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MepeBof C aHTIMICKOTO SI3bIKA Ha PYCCKUIA A3bIK

<JloroTun: CMT>

Meuvats: ®. P. MYNTAHWN *TMIPABUTEJIbCTBO INY IXKAPATA *
HOTAPNYC CYPATA * PernctpaunoHHblii Homep 1046
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YOOCTOBEPEHO

[nognucs]

®. P. MYNTAHN

HOTAPNYC

MPABUTENBCTBO INYIXXKAPATA
CYPAT

Mevatb: ®. P. MYNTAHWN *MPABUTENLCTBO
F'YOIKAPATA *HOTAPUNYC CYPATA *
PernctpaynoHHbIA HoMmep 1046



NepeBog AaHHOro TekcTa BbinonHeH! nepesog4YnKoM MapKoBbiM IBaHOM Hukonaesuyem

Poccuiickas ®efepauus
"opog Mocksa
YeThIpHaALaTOro MoHA ABe ThiCAYN AeBATHAALATOro roga

A, PebpuHa EneHa AMWTpPUEBHA, BPEMEHHO WCMONHAKWLWAA 0653aHHOCTU HOTapuyca ropob

Mocksbl Akumosa [neba Bopucosuya, CBUAETENbCTBYH MNOAAMHHOCTbL MOAMUCKU NEPeBoaYX
MapkoBa VBaHa Hnkonaesmua.

lNognuck caenaHa B MOEM NMPUCY TCTBUN.
JlInyHocTb NnoAnucasLlero JOKyMeHT YCTaHOBNeHa.

3aperncTpuposaHo BpeecTpe: No 77/09 - H/77 - 2019 -

B3biCkaHO rocygapcTBEHHOI nownHbl (no Tapudy): 100pyo6.
YnnayeHo 3a okasaHue yciyr npaBoBoOro n TexHuyeckoro xapakrepa: 200 py6.

ebpuna

MpowHyposaHo, npH MepoBaHo/ A
1 CKpenneHo neyaT™ 0T cbl-UMBYY

BPWO HoTapuyca:
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NMHCTPYKUWMA MO MPNMMEHEHNIO

CTeHTbl KOpoHapHble Supralimus Core Ha cucTeMe 40OCTaBKU

ATTESTtb

i W C 'K
.A%%TARY’”« R. MULTANI

notary
GOVT. OF GUJARAT
SURAT
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MPON3BOANTENDb
Sahajanand Medical Technologies Pvt. Ltd.
«CaxampkaHaHg Meamkan TexHonogpxkuc, Met., /1T4.»
«Sahajanand Estate», Wakharia Wadi, Near Dabholi Char Rasta, Ved Road, Surat 395004, Gujarat, India
(Mugns)

OMMCAHWNE U3AENNA

CTeHT KOpoHapHbIi Supralimus Core Ha cucTemMe J0CTaBKM —3TO U3feNve, COCTOALLEe U3 KOPOHAPHOIo
cTeHTa Coronnium, cHabeHHOro mapkuposkoi CE, ncnonb3yemMoro B Kayectse naaTgopmbl.

MOKA3AHVNA KIMPUMEHEHWIO

KopoHapHblii cTeHT Supralimus Core nokasaH K MPUMEHEHWIO [ANA YBENMYEHUS AuameTpa npocseTa
KOPOHapHbIX COCYLOB. A TakXXe CHWXXeHMA MOBTOPHOro CTEHO3a MpU fIeYeHUN NOPaXEHUA KOPOHAPHbIX
N'Tepuin guameTtpom ot 2,50 mm o 3,50 mm.

ycnosmd MPMMEHEHINA
[laHHOoe MeANLMHCKOe n3fenne O/MKHO BbiTb MCNO/b30BAHO TO/IbKO CMeLmnanbHO 06yYeHHbIM NepCoHanIoMm
B YCNOBUAX CMeLMann3npoBaHHbIX MEANLUHCKUX YUPEXAEHWA.

MOTEHUMANBbHbLIE MOJIbB3OBATENN
MpeanonaraeMbiMU NOJSIb30BATENSIMUN ABNAOTCA OMNbITHbIE MHTEPBEHLMOHHbIE KapAMONOor ¢ 0CTaTOYHOM
MOATrOTOBKOW, KOTOpble 0CBeAoM/eHbl 06 OCTaTOYHbIX PUCKax B COOTBETCTBMM C CYLLECTBEHHbIM
NPUHLUMNOM.  «MHTEPBEHLUMOHHYIO  NpoueAypy»  AO/MKEH  BbIMOMHATb  TONbKO  OBYYEHHbIN
WHTEPBEHLMOHHbI/ KapanMonor, MMer LA LoCTaToOUYHY0 MOATOTOBKY.

M3BECTHbLIE MPOTMNBOIMOKA3AHWNA

YcTaHOBKa KOpPOHapHoro cteHTta Supralimus Core, npoTuBonokasaHa cnegywWmUM KaTeropusim
nauueHTOB:
A TlaymeHTaM C NPOTMBOMNOKa3aHUSAMW K aHTUTPOMOOLMTAPHOW/aHTUKOATrYIAHTHOM Tepanuu.
" [MaumeHTaMm, y KOTOPbIX MMEKTCH MOLO3PEHUSA Ha MOpaxeHWe TKaHeil, NpPenaTCTBYOWME MONHOMY
HaJyBaHW0 aHrmonaacTMyeckoro 6annoHa.
m [laumeHTam C M3BECTHOI annepruein K Ko6anbT-XPOMOBOMY C/iaBy.
m [laumeHTam C MW3BECTHOW anneprueit K nonumepam (nonu-E-naktma, 50/50 nonu-ME-naktnaa
KOTIMKONNA 1 MONMBUHWIIA MAPPOSINLOH).
m [lofiMmepbl MOTYT CNPOBOLMPOBATb BOCMa/NTE/NbHbIE peakynn n Tpom6006pasoBaHue.

MEOVNUNHCKWE PUCKU N HEXXENTATEJIbHBIE MOBEOYHbBIE SO PEKTDI

B uncno BO3MOXHbIX NOBOYHbLIX ABIEHUIA, KOTOPbIe MOTYT ObITb CBA3aHbI C MCNO/b30BaHEM
KOPOHapPHOr0 CTeHTa B HATUBHbIX KOPOHaPHbIX apTepusax, BXOAAT, 6e3 orpaHNYeHuns:

* BHesanHoe 3aKpbITUE CTEHTaA

e OcCTpblil MHDAPKT MUOKapaa

* Anneprmvyeckas peakums Ha aHTUKOArynsaHTbl UM aHTUTPOMOOLUTAPHYIO Tepanuio, KOHTPacTHOe
BeLLeCTBO UK MaTepuanbl CTEHTA, B TOM YMC/Ie HA MaTepuanbl Kapkaca CTeHTa

* AHeBpu3ma (KopoHapHas)

* CreHokapaus

e ApuTMUK, B TOM YUC/Ie MepLaHue XeNlyL0UYKOB U XeNnyLo4yKoBas TaxmkKapans
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e MVcnonb3oBaHMe KOpoHapHOro cteHToB Supralimus Core Ha nauuveHTax, UMEeKLWNX N3BUTbIE COCYAbI,

MOXXeT MPMBECTM K MOBbILEHHOMY PUCKY TPOM6G03a CTeHTa, 3IMBONM3aLNK CTEHTA, MH(apKTa MUOKapaa,
NN CMepTH.

MepopanbHaa aHTUTpOMbOLMTapHaA Tepanus

OnTumanbHas NPoAO/MKUTENLHOCTb ABOMHOW aHTUTPOMOOLUTApHOW Tepanuu nocne uMmnnaHTaumm DES
(MOKPBLITOrO CTEHTa) HeW3BeCTHa, M HeCMOTPA Ha NPOBOAUMYIO Teparnuio, COXpaHAeTCcs pUCK Tpomb603a
DES. TllpogoskeHne KOMOWHUPOBAHHOW Tepanuu aHoONMpUHOM UK  knonugorpenom nocne YKB
(YpeCKOXXHOE KOpOHapHOe BMellaTeIbCTBO) CHMMKAeT YacTOTY CEPbe3HbIX CepAevYHOeoCyANeTbIX ABNEHWIA.
Ha ocHOBaHMM [AeiCTBYHOLWMX PYKOBOACTB, nocne YKB cnepyeT npumeHATb aHonupuH 150-300 mr
(ogHOKpaTHas MHbEKLMA), 3a KOTOPOM nocnefyeT exegHeBHbI npuem 75-100 Mr B TeyeHue
HeorpaHMYyeHHOro BpemMeHW. AHanornyHbIM 06pa3oM, KNOMWAOTPen crefyeT NMPUMEHATb B TEYEHUE He
MeHee 6 MeesLeB AN1A NaUWEHTOB, KOTOPbIE He MOABEPXKEHbI BbICOKOMY PUCKY KpoBoTeyeHuin. [Ref: Eur
Heart J. 2014 Oct 1; 35(37):2541-619. http://dx.doi.org/10.1093/eurheartj/ehu278]

OuyeHb  BaXHO, 4TO6GbI  naywmeHTbl  cob6ngann  nocneonepayyMoHHble  peKoMeHgauuu Mo
A[TuTpombounTapHoii Tepanuu. MNpexaeBpemMeHHOe NpekpaweHne Ha3HaYeHHOro aHTUTPOMOOLNTAPHOTO
MeLNKaMEHTO3HOr0 NeYeHNA MOXET NPUBECTU K 60/ee BbICOKOMY PUCKY TpoMb03a, nHapkTa Muokapaa
nnm cmeptu. Jo YKB, ecnm o0XunpaeTca XUpPYypruyeckoe WM e€TOMATO/IOTMYEeCKOe BMELLATESIbeTBO,
Tpebylowee MNpPeXAeBPEMEHHOrO npeKpaweHns aHTUTPOMOOUUTAPHON Tepanun, WHTEPBEHLMOHHbIN
KapAnonor v nauneHT AO/DKHbI TWaTeNbHO 06CYAUTb BONPOC O TOM, ABNAETCA /I CTEHT U CBA3aHHAA C HUM
pekoMeHAyemas aHTuTpombouuTapHas Tepanua noaxoadwmm Bbloopom UKB. Ecnm nocne YKB
PEKOMEHAYeTCA MPOBECTM XUPYPruyeckoe WAM CTOMATONIONMYECKOe BMeLWaTenbCTBo, Tpebytouee
NPUOCTAHOBKM aHTUTPOMOOLUMTAPHON Tepanun, PUCKM W MNOMAb3a [LOMKHbI OblTb COMOCTaB/EHbl C
BO3MOXXHbIM PUCKOM, CBAA3aHHbIM C MPEeXAeBPEMEHHbIM NpeKpalleHneM aHTUTPOM6bOLMTapHONM Tepanuu.

Heobxogmmo Habnwgatb 3a nauueHTamu, KOTOpbIM TpebyeTca MpexAeBpeMeHHOe MnpeKpalieHume
aHTUTpOMOOLMTApPHON Tepanuu Ha (OHe 3HAYMTENbHOTO0 aKTMBHOTO KPOBOTEYEHUS, Ha Cnyuai
BO3HWKHOBEHMWSA CEPAEYHO-COCYAUCTbIX OC/IOXHEHWUI W, KaK TONIbKO UX COCTOSHME CTabUNN3MPYIOTCS, Kak
MOXHO CKOpee BO306HOBMUTb aHTUTPOMOOLUTAPHYIO Tepanuio N0 YCMOTPEHUIO UX JleHaLlinx Bpayen.

n Bpaxutepanusa

BezonacHoOCTb M 3th(heKTUBHOCTb CTEHTOB Supralimus Core Ans NauneHToB, NPeABapuUTeNbHO NPoLWeALWwmnX
6paxuTepannio NMOpaXKeHHOI 06nacTuM cocyga He ObinyM onpefeneHbl. besonacHoeTb U 3P PEKTUBHOCTb
npuMeHeHUs GpaxuTepanun Npu nevyeHUM MOBTOPHOrO CTEHO3a BHYTPW CTeHTa MNPU MCNO/Ib30BaHUK
cteHTtoB Supralimus Core He 6bin onpegeneHbl. Kak cocyaucTtad opaxutepanus, Tak U CTEHTHI
Supralimus Core N3MeHSOT apTepuanbHoe peMoAeNnpoBaHne, CUHEPTN3M 3TUX ABYX MeTOLOB /ie4eHus
He OblN1 onpegeneH.

Mcnonb3oBaHue COBMECTHO C ApYrumMu npowegypamMmu

Be3onacHOCTb M 3PHEKTUBHOCTb UCMOMNb30BaHNA MeXaHNYECKNX aTepPIKTOMUYECKNX YCTPOMCTB (KaTeTepbl
HanpaB/fieHHOW aTep3KTOMWUW, KaTeTepbl BpallaTeNbHOW aTepIKTOMWUW) WNM KaTeTepoB AN fla3epHON
aHr1MonnacTUKM B coYeTaHUM ¢ MMNNaHTaumen cteHta Supralimus Core yCcTaHOB/EHbI HE ObINN.

Mpwn 6epeMeHHOCTH:

A[€eKBaTHble W TWATENbHO KOHTPO/IMPYEMble WCCNeAOBaHUS cpeAn GEpPeMEHHbIX WIW  MYXXYMH,
NNaHNpyroLWmx 3a4aTb pebeHkKa, He NpoBoAMAMUCh. [epes NpoBeeHeEM MMNNaHTauum cteHTa Supralimus
Core n B TeuyeHune 12 Heaenb Nocne Npouefypbl cnegyeT NPUMEHATb 3P (HEKTUBHbIE METOAbI KOHTpaL,enuuu.
NmnnaHTaumns cteHTa Supralimus Core Bo BpemMs 6epeMeHHOCTM MPOBOANTCS TO/IbKO B TOM C/lyyae, eenu
BO3MOXHble NpenMyLLecTBa NePeBeLLBAOT NOTEHLMANbHbIE PUCKU AN 3MOPMOHA MK Nnoja.
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Vicnonb3oBaHMe B Mepuoj rpyaHOro BCKapMavBaHuA: B paHHOM cnydyae cnefyeT caenatb Bbl6op
MeXAy npekpauieHneM rpyAHOr0 BCKapM/AMBaHUS M UMMNAaHTauueil CTeHTa, NPUHMMAas BO BHUMaHMe
BaXXHOCTb YCTAHOBKW CTEHTA /151 MaTepu.

Mcnonb3oBaHue B negnatpun: be3onacHoCcTb UM 3P@eKTUBHOCTL CTeHTOB Supralimus Core ans
nauMeHTOB AETCKOro Bo3pacTa He Obl/in OnpeaeneHbl.

Mcnonb3oBaHue B repuatpuun: MNopesynbTaTaMKINHUYECKMXMCCNeaoBaHUiA cTeHToB Supralimus Core
pasnuumnii mexxgy 6e30nacHOCTbIO M 3(PPEKTUBHOCTHIO BO3AENCTBUS Ha NayMeHTOB B BO3pacte 65 neT u
MO/I0AbIMU NI0AbMU He OblNI0 0O6HAPYXXEHO.

MopaxeHns TKaHeli/cocyaoB

beszonacHOCTb M 3(D(eKTUBHOCTb KOPOHApHOro cteHTa Supralimus Core He 6blM yCTaHOBNEHbI ANd
cnefyroLwmx rpynn naymMeHTos:

. MauneHTbl, UMetoLL e TPOMObI B MECTe NOPaXKeHUsA Cocyfa.

A MauneHTbl ¢ JO/MKHLIM AMaMeTpOM KOpPOHapHoU apTepun < 2,5 MM nnu >3,5 Mm.
. MaumeHTbl C MOPaXXEeHUSMU N1eBOI FNaBHON KOPOHAPHOM apTepumn, NOPaXXeHUAMM KOCTHOW TKaHU, unu
nopaxeHMAMKN B 06nactT Gugypkaunm aptepun.
. MaumneHThl, cTpajalowme AUGdY3HON 60M1e3HbI0, WA NAOXUM KpPoBOOOpalleHNEM B MOPaXeHHOM
obnactw.
. MauneHTbl C U3BUTLIMK coCyaMy B 061aCTU HENPOXOAUMOCTU UAN B6IU3M OT NOPaXKeHHON 06nacTu.

. MauneHTbl, HeJaBHO MepeHecLLIne OCTPbIA UH(papKT MUOKapaa, UMetoL e NpusHaku Tpombo3a unu
Na0X0ro KpoBoo6paLeHus.

. MauneHTbl C YMEPEHHbIM UK TAXKeNbIM Ka/lbLMHO30M B NOPaXKeHHOM 061acTu.

. MauneHTbl C MHOrOCOCYAUCTbIM NOPaXeHNeM.

MarHuTHo-pe3oHaHcHaa Tomorpagua (MPT) - CwmelleHne cTeHTa

He cnepyet npoBoguth MPT-ckaHupoBaHue 414 nauneHTa nocne MMnaaHTaunuy CTeHTa 40 Tex nop, noka
A e ob6pasyeTca [ocTatOyHass HEOMHTMMAa BOKPYr CTeHTa C TeMm, 4TOObl M36eXaTb MOTEHLWaNbHOM
APO3MOXHOCTMW CMeLleHns cTeHTa. BnvaHne MPT-ckaHMpoBaHMA noc/e MMMaaHTauum cteHta Supralimus
Core He nccnefoBaHo.

Mepbl NPefoCTOPOXKHOCTM MPK 06paLLEHNIN CO CTEHTOM

. [ns 0fHOPa30BOro MCNO/b30BaHNsA. He noABepraiiTe ycTpoOCTBO MOBTOPHOW CTEPUAN3ALUUN UIN He
MCNo/Nb3yiiTe ero NOBTOPHO. VIcnonb3yiiTe 4O OKOHYAHWS CPOKA FOLHOCTM, YKA3aHHOTO B MHCTPYKLUK MO
MEeANLMHCKOMY MPUMEHEHUIO.

. He ypansiiTe cTeHT ¢ 6ann0Ha AOCTaBKM - yAaNeHne MOXET NPUBECTU K NMOBPEXAEHUIO CTEHTA U/UNn
npuBecTM K ambGonusaumy cteHTa. CucTema CTeHTa MpefHasHayeHa AN UCMONb30BaHUA B KauyecTBe
CUCTEMBI.

. He nogaBaiiTe BaKyyM B CUCTEMY [OCTaBKMN NPexAe, YeM AOCTUTHeTe LiefieBoi 061aCTh NOPaXEHNS.
. Oc060 BHMMATENILHO CNefuTe 3a TeM, YTOObI CTEHT HE MOABePrancsa Bo3aeicTento nnm, Tem 6onee, He
Obi1 NMOBPEXAEH MPW Hax0XAeHWU Ha 6annoHe. TO 0COGEHHO BaXKHO MPU W3BAEYEHWM KaTeTepa U3
yMakoBKM, MOMeLLEHNN ero Ha NPOBOAHUK, W MPOABVXKEHME €ro Yepes BpalLaloLNiAics remocTaTUydecKuit
KnanaH 60/1bLLOr0 AMamMeTpa U HanpaBAsoLLYH BTY/IKN KaTeTepa.

. N3nuuiHre maHmnynsymm (HanpuMep: cKpydrBaHue co6paHHOro CTeHTa nasblamu) MOTyT 0CNabuThb
KpenneHne CTeHTa Ha CUCTeMe JOCTAaBKM W BbI3BaTb €r0 CMeLL,eHMe, YTO MOXET NOBPeAUTb MOKPbITHE.
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. N3BnekainTe cueTeMy CTeHTa W HanpaBnAlwWMWiA KaTeTep LENUMKOM, KakK ejuHOe Lienoe.
(MPUMEYAHWE; Cnepytolwmne wary BbINOMHAITCA NpWU NPAMOM BU3yanm3auumm C UCNOSb30BaHUEM
(hnroopockonuun.)

. Mocne pa3melLeHns cTeHTa, ybeanTech, 4To 6an10H NONHOCTLIO CAYT. ECnv npu n3snevyeHnn 6annoHa
CUCTeMbl AOCTaBKM YyBCTBYeTCS 60bLiee, YeM 00bIYHO, COMPOTMBEHUE, 06paTnTe 0c060e BHUMAaHKE Ha
MONOXeHWe HanpaBnAlLWero kartetepa. B HeKOTOpbIX C/ly4asX MOXET BO3HWKHYTb HeobXoAMMOCTb
HEMHOro OTTAHYTb Hasaj HanpaBNALWMIA KaTeTep, 4YTOObI NpeaoTBpaTUTbL [y6OK34Y0 nocafky
(HesannaHMpoBaHHOeE NepemellieHne) HanpasAoLWEro KaTeTepa 1 Nocfefytollee nospexaeHme cocyga. B
Cnyyafx He3anjaHUpOBaHHOro [ABVKEHWS  HanpaBNsAlOWeEro kKartetepa Heo6XO4WMO  BbIMOAHUTH
aHrnorpamMyeckyto OLEHKY KOpPOHApHOro fepesa, 4ToObl y6eAWTbCA, YTO KOPOHapHble COCYAbl He
MOBPEXAeHbl.

. Y pepXuBainTe NPOBO/IOYHbIA HanpasuTelb B OAHOM MONOXEHUM B TeYeHMe BCeN npouesypsbl
n3BneyYeHnsa. AKKYpaTHO BbITATMBANWTE CUCTEMY CTEHTA HapyXy A0 TexX nop, fnoka GAMXHUIA mapkep
6annoHa cucTeMbl He NPUBNN3NTCA K faNbHEMY KOHLY HanpaBAsoLWero Karetepa.

. BbiTArnBanTe cucteMy CTeHTa U HanpaBAOLWMIA KaTeTep A0 TeX Mop, MOKa KOHeL HanpaBnsoLwWwero
KaTeTepa He BbIMJET M3 NPOBOAHUKA, YTOObI KaTeTep pacnpamumincs. OCTOPOXHO CNOXMWUTe CUCTEMY CTeHTa
[ HanpaBnAOLWMIA KaTeTep W U3B/IEKUTE CUCTEMY CTEHTa W HanpaBNAKOLWMIA KaTeTep Tak, 4TOObl TO/MbKO
MpoBONOYHbLIN HaNnpaBMUTeNb OCTaNCA B 06/1aCTU NOpaXKeHUs.

HecobntogeHne yKasaHHbIX LLAroB W/Wam NpUIoXeHWe K CUCTeMe CTEHTa W3/INLWIHEro YCUINA MOXET
NOBPeLUTb NMOKPbITUE CTEHTA, CMECTUTb CTEHT C 6afnoHa U/unu NoBpeLUTb CUCTEMY LOCTABKMU.

Mepbl NPesoCTOPOXKHOCTYM MOC/e YCTAaHOBKMW CTeHTa

. CneflyeT npoABAATL BbLICOKYHD CTeneHb OCTOPOXHOCTM MNPW  HaNIOXKEHUU Ha TOJIbKO 4TO
YCTaHOBNEHHbIN CTEHT KaTeTepa AN BHYTPUCOCYLUCTOrO YNbTPa3ByKOBOr0 UCCNeA0BaHNA, KOPOHAPHOTO
NPOBO/IOYHOIO HanpaBuUTeNs UM 6anOHHOr0 KateTepa, BO M3bexaHne U3MEHEHUS TeOMEeTPUM CTeHTa U
NOBPeXAEHUSA NMOKPbITUA CTEHTA.

. He npoBoauTe MarHUTHO-pe3OHaHCHyt Tomorpaduio (MPT) ansa nauueHTa B nNepuog nocne
YCTaHOBKM CTEHTa 4O TeX Nop, NoKa CTEHT He 6yAeT MOMHOCTbIO 3HAOTENN30BaH, YTOObI CHU3UTL A0
MUHUMYMa BO3MOXHOE CMelleHne cTeHTa. CTEHT MOXET NPUBECTM K NosABNEHUO HA MPT-n3o06paeHunsax
apTeakToB BBUAY UCKaXXEHUS MArHUTHOIO NoJs.

. [Ona CHMXeHMA pucka TpoMb03a CTeHTa, HasHauybTe aHTUTPOMOOLMTAPHYIO Tepanuio CPOKOM Ha 6
MecsLLeB.

VHaMBUAYyanbHbI NOAX0A K /IeYEHUI0

PWUCK 1 nonb3a, onucaHHble Bbllle, AO/KHbI YUUTLIBATHCA 419 KAXKA0M0 nauueHTa nepej UCnosib30BaHUeEM
cteHTa SUPRALIMUS-Core. B uyncno nognexawmx OLEHKe (PakTOpoB 0OT60pa NauMeHTOB A0/MKHO
BXOAMTb  3aK/MOYEHME OTHOCUTENbHO PUCKA, CBA3AHHONO C aHTUTPOMOGOUMTApPHON  Tepanuei.
CTeHTUpOBaHWe 06bIYHO MPOTUBOMOKAa3aHO TEM MNaLMeHTaM, Y KOTOPbIX MOBbIWEH PUCK KPOBOTEYEHUS
(Hanpumep, y naumeHTOB, HeAABHO TMEPEHEeCWUX TracTpuT WU A3BEHHYK 060Ne3Hb, CM. pasgen
«MpoTnBONOKasaHuUA»).

Heo6XxoAnMMO paccMOTpeTb MPeAKINHUYECKNE YCNOBUS, KOTOpPble YBENUYMBAKT PUCK HeXenaTenbHOro
npeABapuTENbHOTO pe3ynbTaTa M PUCK 3KCTPEHHOrO HanpaB/eHWs Ha WYHTUPOBaHMe (caxapHblii AnabeT,
noyeyHas HeAOCTATOYHOCTb, M TSHXKeNas CTeneHb OXUPeHNs).

KoHcynbTauMoHHaa nHpopMaumnsa 415 NauneHToB

Mpw npegocTaBNeHUN NHGOPMALLUK O JAHHOM M3AeNnK Bpayn A0MXKHbI 06CYAUTbL C NaLUeHTaMu;
* PucCk, cBA3aHHbI C yCTAHOBKOW CTeHTA.
e Puck, cBSi3aHHbI C UCMNOb30BAHMEM MMMNAHTATA.
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[JasneHue pa3gyBaHua 6annoHa

MpOBOAHMKOBBIV KaTeTep

Junametp
HarnpasuTens

KonnyectBo
H/Q

2-3

HomuHaneHoe aaBneHue: 6 6ap
PacueTHoe faBneHuve paspbisa: 16 6ap
5 Fr -COBMECTUMBbIiA

npososoYyHoro 0,014 AroiimoB

Heobxoanmbie maTepuansl
Martepuan
Mogxopawmnii(ne) Hanpasnawwmii(ne) katetep(bl)

Wnpuybl 10-20 cv?®

1000 e7/500 cv CTepubHbIA TenapuHU3NPOBaHHbIA (DU3NOTOTMYECKUIA pacTBop

(HepNS)
1 MpoBonoYHbLIA HanpaBuTens 0,014 g x 175 cM (MUHMManbHas
ANnHa)
1 MOBOPOTHbLIA  FEMOCTATUYECKUA KnanaH C  MWUHUMAabHbIM
BHYTpeHHUM AunameTtpom 0,096 groiima
| KoHTpacTHoe BeLLecTBoO, pa3BefeHHoOe HOpPMa/bHbIM
H
A (hn3pacTsopom B nponopuun 1:1
1 Wnpuu-maHomeTp
1 3anopHblii KpaH (MUHUMYM 3-XO40BOA)
1 MOBOPOTHOE YCTPONCTBO
1 WHTpoZYKTOpP A/ NPOBO/IOYHOI0 HanpaBuTens
/ CooTBeTcTBYHOLLME aHTMKOAryAaunNOoHHbIe "
H
A aHTUTpOoMbOLUMTapHbIE NMpenaparsbl
MoagrotoBka
MpomMbIiBKa NpocBeTa NPOBOJ/IOYHOI0 HanpasuTens
Lar [MdeictBue
1 CHUMUTE 3alMTHbIA KONNavyoK ¢ paboyero KoHua.
2 MpomoiiTe NPOCBET NPOBOOYHOI0 HaNpaBUTeNs renapuHU3NPOBaHHbIM

(hm3pacTBOPOM 10 TeX MOP, NOKA XMAKOCTb He BbllAieT Yepe3 BbIXOAHO

MoAroToBKa CUCTEMbI JOCTABKM

LWar LeiicTBune

XKenaTenbHO 6epeyb CTEHT OT KOHTaKTa C KaKoW-11M60 XUAKOCTbo. O4HAKO ecnu
1 CTEHT Heo6X0AMMO NPOMbITb (PU3PACTBOPOM, TO 3TO HAAO0 CAefnaTb B TeyeHue
OrpaHM4YeHHOro BpemeHu (He 60nee 1 MUHYTHI).

MoAroToBbTE  LIMPUL-MAHOMETP/WNPUL, € NOAFOTOB/MEHHbIM  PacTBOPOM
KOHTPaCTHOTO BeLLecTBa.
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CayiTe 6a/1/10H, NEpPeK/IOYMB LIMNPULL-MaHOMETP Ha OTpuULaTeNlbHOe faBfieHune, [0 TeX Mnop, rnoka
6ansioH He cayeTcs NOMHOCTLHO.

MpoBepbTe NOOXEHWE CTEHTA U YCTAaHOBKY CTeHTa NOCPeACTBOM CTaHAAPTHbIX aHrMorpatnyeckmx
npoueayp. 419 JOCTVXEHUS HaunyyLlero pesynibTara CYXeHHbIA CerMeHT apTepum LO/KEH ObITb
MOIHOCTLIO MOKPbIT CTEHTOM. 1151 NPaBUNbHON OLEHKW AnameTpa MONHOCTLI0 PacKpbITOro CTeHTa
B CPaBHEHWW C MPOKCUMaIbHbIM W AWUCTabHBIM AUaMeTpamy KOPOHapHOW apTepuut MOXeT
noTpeboBaTbCA MNPOBEEHMEe PEHTreHOCKOMMYeckoro o6cnefoBaHns. ONTUMANIbHOE PacKpbITUE
TpebyeT, 4TOObI CTEHT NMO/IHOCTHIO CONPUKACA/ICSH CO CTEHKOM apTepun. KOHTaKT CTeHTa CO CTEHKOM
cocy/ia NpoBepsieTCs CTaHAAPTHOM aHrnorpaguein nnmn nHTpaBackynspHbiM Y 3.

Ecnn TpebyeTca onTUMM3auMs pasMepoB/anno3vuuy CTeHTa, nofaite Bnepes 6aifoH CUCTEMbI
[JOCTaBKM WU APYroil GanfiOHHbIA  KaTeTep BbICOKOTO [aB/IEHUSi HYXXHOrO pasmepa B
CTEHTMPOBAHHbIN Y4aCTOK NPy NOMOLLM CTaHAAPTHBIX aHIMOrparyecKmnx npoueayp.

Mpouenypa n3BeyeHUs
War [Aelicteue

1 Y6eanTtech, 4YTo 6an/IoH MNOIHOCTLIO CAYT.

2 MONHOCTbIO OTKPOITE MOBOPOTHbINA reMOCTaTUYECKUNIA KnanaH.
3 CoxpaHsis NONOXKEHWE HaNpaBUTENS U OTPULLATENbHOE JaBNEHNE B LUNPULLE-MaHOMETPE, U3BNEKNTE
CUCTEMY AOCTaBKM.

MPUMEYAHWE: Ecnn npu poctyne K 06/1acTU MOPaXeHUs UAN NPU U3BNEYEHUN CUCTEMbI
[0CTaBKW NOC/e UMMaHTaL UK CTeHTa YyBCTBYETCS HEOObIYHOE CONPOTUB/IEHNE, TO BCIO CUCTEMY
HY>KHO M3B/1IeYb LIE/IMKOM Kak efuHoe Lenoe. CneupasibHble MHCTPYKLUN M0 YAaNeHW0 CUCTEMBI
[0CTaBKM yKa3aHbl B pasgesnie «Mepbl MPeAoCTOPOXHOCTY NPU U3BNIEYEHUN CTEHTA/CUCTEMBI».

4 3aKpoiiTe NOBOPOTHBLIA remMocTaTUYeCKUiA KnanaH.

MOBTOPHO BbIMOMAHWUTE aHTMOrpaduio A1 OLEHKU COCTOAHMS CTEHTUPOBAHHOMO yvacTka. [pw
5 HEOOXO0AMMOCTI BbIMO/IHUTE pacLUMPEHMe BHYTPY CTeHTa. Mpy pacLUMPEHUN HY>XXHO MCMOMb30BaTh
6annoH, NoAXoAsALLMIA NO pa3Mepy K AnameTpy cocya.

6 KOHeYHbIn gnameTp CTeHTa AO/HKEH COBMajaTh C AO/MKHbIM AuameTpom cocyga. YBEOWTECH,
UTO CTEHT NMOJIHOCTbIO PACLUNPEH.

Hhopmaymsa 06 nccnefoBaHmax in vitro

LasneHn 2,50 2,75 3,00 3,50

e [6ap] MM MM MM MM
6 250 2,75 3,00 3,50
8 254 283 309 359
10 257 286 314 3,67
12 260 289 318 3,70
14 262 291 321 3,74
16 264 294 325 378
18 267 297 328 382
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MeAWLMHCKOe n3fenve Npyu UCnonb3oBaHWM, TPAHCMOPTUPOBKE M XPaHEHWUMN He OKa3blBAaeT HEFaTUBHOIO
BO3JEMCTBMA Ha YeN0OBEKA U OKPYXatoLwyto cpeqy. CneymanbHO 3awWwMThl NepcoHana 1 naymMeHTa npu
NMPUMEHEHUN N3Lenns He TpebyeTcs.

YCNoBnA TPAHCMNOPTUPOBAHWA, XPAHEHWA N SKCMNNAYATALWN
N3penns TpaHCNOPTUPYHT BCEMU BUAAMM TpaHCNOpTa B KPbITbIX TPaHCMOPTHbIX CPeACcTBax B
COOTBETCTBUM C NpaBuUIaMy NePEBO3KU rPy30B, AeCTBYHOLMX HA TPAHCMNOPTE KaX0ro Buja.

MeauumHCKOe M3genne XpaHUTCA NpU KOMHATHOM TemMnepaType, B MecTe 3aliULIEHHOM OT COJTHEYHbIX
nyyeii npu Temnepatype ot +20 4o + 30 °C 1 OTHOCUTENbHON BNaXHOCTN Bo3ayxa oT 20% ao 80% (6e3
KOHAeHcaumu).

MeanumnHcKoe nsgenne TpaHCNOPTUPYETCA B MPOXAaAHbIX, CYXUX, TEMHbIX YCIOBUAX, NPU TeMMepaType oT
- 40°C fo +54°C 1 OTHOCUTENbHOIN BNaXHoOCTH Bo3ayxa oT 20% a0 80% (6e3 KoHAeHcauun).

MeguumHCKoOe mn3genve nNpu akcnayatauum yCTOMYMBO K BO3LEWCTBUIO KAMMaTUYeCKUX (haKTOpOB ANA
TeMnepaTypHOro pexuma ot +32 fo +42°C, BO3LeACTBUIO BMONOTNYECKUX XXUAKOCTER (KpoBK).

TEXHUWYECKOE OBC/NTYXUBAHWE N PEMOHT
[aHHble MeANLMHCKIE N3AENUs - 0AHOPa30Bble. TeXHNYECKOMY 06CNY)XMBAHUID N PEMOHTY He
noanexar.

FTAPAHTNA
KomnaHua «CaxapxaHaHg Megukan TexHonopxwuc, [BT., JIT4.» He npefocTaBnfeT MNpAMbIX WU
KOCBEHHbIX TrapaHTWin Ha wu3genve, ONUWCaHHOE B HaCTOAWEM [AOKYMeHTe, a TakKXe WCKIYaeT
noApasymMeBaeMble rapaHTUM TOBAPHON NPUTOLHOCTU UK COOTBETCTBUA U3LENNA ONpeaeneHHON Lenun. Hu
npu Kaknx o6CcToATeNbCTBaX KomnaHua «CaxamkaHaHg Mepukan TexHonogxwuc, MNeT., JIT4.» He HeceT
OTBETCTBEHHOCTb 3a /060ro poga MPAMONA, KOCBEHHbIN, CAy4alHbii WAWM Nocneaywwmii  yuepb,
CBA3aHHbLIA C MNOBTOPHbIM MWCMNO/Ib30BAaHUMEM W3JeNNA, KPOMe Ccny4vaeB, MPAMO NPeayCcMOTPEHHbIX
KOHKPETHbIM 3aKOHOM. HM 04HO NnUU0 He MMeeT npaBa NPUHYXAaTtb KomnaHuo «CaxagxaHaHg Megnkan
TexHonogxwuc, Met., JITA.» faBatb WaM cobNOfaTb Kakme-nnbo rapaHTUK, 3a UCK/IIOUYEHUEM CJy4vaes,
0C060 yKa3aHHbIX B HACTOALLEM AOKYMEHTE.
ABnucaHua wam  cneundukaumnm B neyaTHbK Matepmanax KomnaHuu «CaxagkaHaHp Megukan
TexHonopgxwuc, Met., /IT4.», BKAOYaA HACTOALLMI LOKYMEHT, NpegHaszHavyeHbl UCKNKUYNTENbHO A5 06Lero
OnuncaHna M3nenns B MOMEHT MPOM3BOACTBA M HE MPEACTaBNAT HUKAKUX ABHbIX rapaHTui.

cPOK FOAHOCTU
18 mecsues

CBEAEHUNA O NEKAPCTBEHHbBIX CPEACTBAX B COCTABE MEANUNHCKOTIO
N3OENMNA

Cwm. MpunoxeHue Noe 1

YTUNN3ALUNA OTXOA0B
YTnnnsuposaTb MaTepuabl Cpasy e Nocae UCnonb3oBaHuUsa. B COOTBETCTBUM C Ae/CTBYOLWUM

3aKOHOAATe/IbCTBOM.
N3penus, vMeBLIME KOHTAKT C KPOBbKO W/MAW APYruMy OMONOTUYECKUMMN XKXUAKOCTAMMU, MNOANexart
yTUAmM3auum n/uav yHnuToXKeHuto cornacHo CanluH 2.1.7.2790-10 (knacc b).
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CERTIFICATE OF GOOD MANUFACTURING PRACTICES FOR PHARMACEUTICAL PRODUCTS
PEOPLE’S REPUBLIC OF CHINA

2 .2 f =FJ20150024

Certificate
LU L
M anufacturer: Pu[las Iferul Bmiraaceutlcal Co.A4,bl.
Address:
VeTs: OXKLLIT
Soope of Inspection:

This is to cerLLly that the above-mentioned manufacturer complies with the
requirements of Chinese Good Manufacturing Practicesfor Pharmmaceutical
Products.

2020M 08 J1 03 H

This certificate remains valid until 03/08/2020
Issued By
Datefor Issuing ~ 04/08/2015 H

PRINTED BY STATE FOOD AND DRUG ADMINISTRATION
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Material Safety Data Sheet
L IPEWTIFICATIOH OF SIJSSTAWCK:

Trade name: Sirolimus
Manutacturer/Suppiier:

Fujian Kerui Pharmaceutical Cw.. LItl.

Yuanzai industrial Area

Haikoij, Fuqing, 350313, CHINA

86-591-83478802 Fax: 86-591-83441193

E-mail: fim@ pub3.fz,fj.cn

2- COMPOSITIOW/BATA OW COMFCIWENTS:

Chemical Name: Sirolimus

Synonyms: Rapamycin

Hazardous Ingredient: Sirolimus

Molecular Weight: 914.19

Molecular Formula: CaHToHOwM

3. MAZARi>S IPEMTIFiC AXIOM:

Hazard Description: potent immunosupprcsent; may cau.se irritation to eyes, skin, mucous
membranes

4. FIRST ArO MEASURES:

After Inhalation: if inhaled, remove to fresh air; if breathing is difficult, give oxygen; if breathing

stops, give artificial respiralioo

After skin contact; flush with copious amounts of water; remove contaminated clothing and shoes,
call a physician

After eye contact: check for and remove contact lenses and flush with copious amounts of water,
assure adequate flushing by separating the eydid.s with .fingers; call a phy.sician

After swallowing; if swallowed, wash out mouth with copious amounts of water, call a physician
5. MRE FIGHTING MEA.SURES:

Suitable extinguishing agents: water spray, carbon dioxide, dry chemical powder or foam.
Protective equipments; wear .self-contained breathing appui-atus and protective clothing to prevent
contact witfi skin and eyes.

Unusual fire hazard: none known

6. ACCIDENTALRELEAS.E MEASURES:

Person-related safety precautions; cordon off area of .spill; wear self-contained breathing
apparatus, protective clothing and heavy rubber gloves

Measures for cleaning/collecting: absorb solutions with finely-powdered liquid-binding material
(diatomite, universal binders); decontaminate surfaces and equipment ly scrubbing with alcohol;
dispose of contaminated material according to Section 13

7- HANDLINGAND STORAGE:

Information for safe handling: avoid inhalation and contact with skin, eyes, and clothing; material
may be an irritant

Storage: store solid and solutions at 4-20 'C

8. EXPOSURE CONTROI.S AND PERSONAL PROTECTION;

Personal protective equipment as follows;

Breathing equipment: respirator

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Protection of hands: chemical-resistant rubber gloves
Eye protection: chemical safety goggles

9. PHYSICMMANP CHEMICAL PiROPEaTIES:
Form: solid pdwder

Color: white to off-white

Melting point/Melting range: 183-185‘C

Danger of explosion: none

Solubility in/ Miscibility with water: not soluble

Solvent content: none

Organic solvents: soluble in DIViSQ or methanol etc,

19. STABILITY ANP FO3AOT LW, ;!:

Stability: stable if stored as directed; avoid strong oxidizing agents

Thermal decoraposition/conditions to be avoided; protect from light and heat

Dangerous products of decomposition: thermal ciecomposition may produce toxic gases such as
carbon monoxide, carbon dioxide, and ArogeiijCrXides . ..... oo iiiiririens e s
11. TOXICOLOGICAL

Acute toxicity: LDso: 2500mg/kg(mouse p.cx). 568.9mg/kg(mouse i.p.)

Primary irritant effect:

On the skin; may be harmful

On the eye: may be an irritant

12. F.COLOGICAL INFOEIIMM Mi

General notes; no data available

13. DISPOSAL C:ONSI1?ERA'1'IO,N:

Dispose of in accordance with prevailing coontty. federal, state and local regulations

14. TRANSPORT LUPOEMATIOM:

Proper shipping name; none

Non-Hazardous for transport: this siibstance is considered to be non-hazardous for transport

IATA class:

Proper shipping name: none  ......
15. REGULATIONS:

Code letter and hazard designation of product:

Hazard-determining components of labeling:

Risk phrases: may be irritating to eyes, skin and respiratory system
Safety phrases: in case of accident, flush eyes or skin with copiou.s amounts of water, remove
contaminated clothing and shoes: call a physician —_——

16. OTHER INFORMATIONA
The above information is believed to be correct based on our present knowledge but does not

purport to be complete. For research use only by trained personnel. The burden of safe use of this
material rests entirely with the user. Ftijtan Kenii Pharmaceutical Co., LTD disclaims all liability

for any damage resulting from use ot this material. —————————
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Safety Data Sheet

PURASORB® PL

IDENTIFICATION OF THE
SUBSTANCE/MIXTURE
AND OF THE
COMPANY/UNDERTAKING

2. HAZARDS
IDENTIFICATION

purac

Rev. No. 1/August 16, 2011

Product name PURASORB® PL
EINECS Number Polymer

Relevant identified uses of the substance or mixture and uses advised against
Application of the substance / the preparation
Polymer for medical applications

Details of the supplier of the safety data sheet
Manufacturer/Supplier Purac Biochem
Arkelsedijk 46
4206 AC Gorinchem
The Netherlands
Tel: +31-183-695695
. Fax: +31-183-695604
Information t.van.dongen@purac.com

Emergency telephone number
see: manufacturer/supplier
Tel: +31-183-695695 (Purac Biochem, The Netherlands)

Classification of the substance or mixture
Classification according to Regulation (EC) No 1272/2008

The substance is not classified according to the CLP regulation.

Label elements
Labelling according to Regulation (EC) No 1272/2008

Void.

Hazard pictograms
Void.

Signal word
Void.

Hazard statements
Void.

Information pertaining to particular dangers for man and environment
Adverse effects on human health or the environment are not expected under normal
use.

Determining the suitability of these materials for any medical or pharmaceutical products appiications, and complying with the legal reguirements for any such applications, are the sole responsibility
and obligation of anyone purchasing these materials for such applications. Purac specifically warrants that its materials will conform to its Internal specifications and/or specifications otherwise
expressly agreed upon with purchaser. The foregoing warranty Is given in lieu of any and all other warranties of any kind, and Purac grants no other warranties, whether written or oral, express or
implied by statute or otherwise regarding their quality, merchantability or fitness for any purpose. Purac's liability under its warranty shall be limited to a refund of the purchase price.

www.purachiomaterlals.com

page 1/8

Purac Biomaterials: bringing your Ideasto life
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Safety data sheet

PURASORB® PL

COMPOSITION /
INFORMATION ON
INGREDIENTS

4. FIRST AID MEASURES

Other hazards
sée_?_ults of PBT and vPvB assessment

Not applicable.

vPvB
Not applicable.

Chemical characterization: Substances
Poly [(3S-cis)-3,6-dimethyl-1,4-dioxane-2,5-dione]

CAS No. Designation
33135-50-1

Identification number(s)
EINECS Number

Polymer

Description of first aid measures
General information
No special measures required.

After inhalation
Not applicable.

After skin contact
Instantly wash with water and soap and rinse thoroughly.

After eye contact
Rinse opened eye for several minutes (~15 min.) under running water. If symptoms
persist, consult doctor.

After swallowing

If swallowed, do not induce vomiting. Get medical attentions.

The stomach should be emptied by gastric lavage under qualified medicai
supervision.

Information for doctor
Most important symptoms and effects, both acute and delayed
No further relevant information available.

Indication of any immediate medical attention and special treatment needed
No further relevant information avaiiable.

Dettrminins the suitability of these materials for any medicai or pharmaceutical products applications, and complyine with the leaal requirements for any such applications, are the sole responsibility
and obligation of anyone purchasing these materials for such appiications, Purac specificalty warrants that its materiais will conform to its internal specifications and/or specifications otherwise
expressly agreed upon with purchaser. The foregoing warranty is given m lieu of any and ai! other warranties of any kind, and Purac grants no other warranties, whether written or oral, express or
implied by statute or otherwise regarding their quality, merchantabliity or fitness for any purpose. Purse's liability under its warranty shall be limited to a refund of the purchase price.

www.purachiomaterials.com

page 2/8

Purac Biomaterials: bringing your Weas to life
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Safety data sheet

PURASORB® PL

5. FIRE-FIGHTING
MEASURES

ACCIDENTAL RELEASE
MEASURES

7. HANDLING AND STORAGE

Extinguishing media

Suitabie extinguishing agents
Water

C02 Foam

For safety reasons unsuitabie extinguishing agents
None.

Speciai hazards arising from the substance or mixture
None.

Advice for firefighters

Protective equipment

Use personal protective equipment.

Do not inhale explosion gases or combustion gases.

Personal precautions, protective equipment and emergency procedures
Wear protective equipment. Keep unprotected persons away.

Environmental precautions
No special measures required.

Methods and material for containment and cleaning up
Collect mechanically.
Send for recovery or disposal in suitable containers.

Reference to other sections

See Section 7 for information on safe handling.

See Section 8 for information on personal protection equipment.
See Section 13 for information on disposal.

Handling

Precautions for safe handling
Prevent formation of dust.
Handle under protective gas.

Conditions for safe storage, including any incompatibilities
Storage

Requirements to be met by storerooms and containers
Store closed package in a freezer.

Information about storage in one common storage facility
Not required.

Further information about storage conditions
Store under nitrogen.

Protect from humidity and keep away from water.
Specific end use(s) No further relevant information available.

Detiirminms the «uitability of these materials for any medical or pharmaceutical products applications, and complylnp with the legal requirements for any such applications, are the sole responsibility
ana oMipfion of anyone purchasing these materials far such applications. Purac specifically warrants that its materials will cenfprm to its Internal speclftcatlons and/or spacihcations otherwise
express” agreed upon *th purchaser. The foregoing warranty Is given In lieu of any and all other warranties of any kind, and Purac grants no other warranties, whether written or oral, express or
implied by statute or otherwise regarding their quality, merchantability or fitness for any purpose. Purac's liability under its warranty shall be limited to a refund of the purchase price.

www.purachlomaterials.com
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Safety data sheet

PURASORB® PL

8. EXPOSURE CONTROLS / Additional information about design of technical systems
PERSONAL PROTECTION No further data; see Section 7.

Control parameters
None.

Components with limit values that require monitoring at the workplace
Not required.

Exposure controls

Personal protective equipment

General protective and hygienic measures

The usual precautionary measures should be adhered to general rules for handling
chemicals.

Breathing equipment
Not necessary if room is well-ventilated.

Protection of hands

The glove material has to be impermeable and resistant to the product/ the
substance/ the preparation.

Due to missing tests no recommendation to the glove material can be given for the
product/ the preparation/ the chemical mixture.

Selection of the glove material on consideration of the penetration times, rates

of diffusion and the degradation.

Material of gloves
The selection of the suitable gloves does not only depend on the material, but
also on further marks of quality and varies from manufacturer to manufacturer.

Penetration time of glove material
The exact break through time has to be found out by the manufacturer of the
protective gloves and has to be observed.

Eye protection
Safety glasses.

Body protection
Light weight protective clothing.

9. PHYSICAL AND CHEMICAL Information on basic physical and chemical properties
PROPERTIES General Information

Appearance
Form granulate
Colour white
Odour odourless
Odour threshold not determined
pH-value not applicable

Determmfng the suitabiifty of these materials for any medical or pharmaceutical products applications, and complying with the legal requirements for any such applications, are the sole responsibility
and obligation of anyone purchasing these materials for such applications. Purac specifically warrants that its materials will conform to its internal specihcatlons and/or specifications otherwise
expressly agreed upon with purchaser. The foregomg warranty is given in lieu of any and aii other warranties of any kind, and Purac grants no other warranties, whether written or oral, express or
implied by statute or otherwise regarding their quality, merchantability or cmess for any purpose. Purac's liability under its warranty shall be limited to a refund of the purchase price.

www.purachiomaterials.com
page 4/8
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Safety data sheet

PURASORB® PL

Change in condition

Meiting point/Melting range
Boiiing point/Boiiing range
Flash point

Inflammability (solid, gaseous)

Ignition temperature
Decomposition temperature
Self-inflammability

Danger of explosion

Critical values for explosion
Lower

Upper

Vapour pressure

Density at 20°C

Relative density

Vapour density

Evaporation rate

150-200 °C

not applicable

not applicable

product is not easily
inflammable

not determined

not determined

not determined

dust can form explosive
mixtures with air

not determined
not determined
not applicable
1.24 g/cm3

not determined
not applicable
not applicable

Solubility in / Miscibility with Water insoluble
Partition coefficient (n-octanol/water) not determined
Viscosity

Dynamic not applicable
Kinematic not applicable

Other information
No further relevant information available.

10. STABILITY AND Chemical stability
REACTIVITY Decomposes in contact with water. Hydrolyses to lactic acid.

Thermal decomposition / conditions to be avoided
No decomposition if used according to specifications.

Possibility of hazardous reactions
No dangerous reactions known.

Conditions to avoid
No further relevant information available.

Incompatible materials
Water
Moisture

Hazardous decomposition products
Carbon monoxide and carbon dioxide.

Determining the suitabiiity of these materials for any medical or pharmaceutical products applications, and complying with the legal requirements for any such applications, are the sole responsibility
and obligation of anyone purchasing these materials for such appiications. Purac spedflcaliy warrants that its materiais will conform to its intemai specifications and/or specifications otherwise
expressly agreed upon with purchaser. The foregoing warranty is given In lieu of any and ali other warranties of any kind, and Purac grants no other warranties, whether written or oral, express or
implied by statute or otherwise regarding their quality, merchantabitity or fitness for any purpose, Purac's iiabINty under its warranty shall be limited to a refuod of the purchase price.

www.purachiomatertals.com
page 5/8
Purac Biomaterials: bringing your ideas to life
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Safety data sheet

PURASORB® PL

11. TOXICOLOGICAL
INFORMATION

12 . ECOLOGICAL
INFORMATION

Information on toxicological effects
Acute toxicity
No adverse effects observed.

Primary irritant effect
On the skin
No irritant effect.

On the eye

No irritant effect.

Sensitization
No sensitizing effect known.

Other information (about experimental toxicology)
Not avaiiabie.

Aquatic toxicity
No further reievant information avaiiabie.

Persistence and degradability
Hydrolyses to lactic acid which is readily biodegradable.

Behaviour in environmental systems
Bioaccumulative potential
Decomposition in contact with water.

Mobility in soil

No further relevant information available.

Additional ecological information

General notes

Negative ecological effects are, according to the current state of knowledge, not
expected.

Water hazard class 1 (German Regulation) (Self-assessment): low hazard to waters.

Results of PBT and vPvB assessment
PBT

Not applicable.

vPvB
Not applicable.

Other adverse effects
No further relevant information available.

Determining the suitability of these materials for any medical or pharmaceutical products applications, and complying with the legal requirements for any such applications, are the sole responsibility
and obligation of anyone purchasing these materials for such applications. (>urac specifically warrants that its materials will conform to its internal specillcations and/or specifications otherwise
expressly agreed upon with purchaser. The foregoing warranty is given In lieu of any and all other warranties of any kind, and Purac grants no other warranties, whether written or oral, express or
implied by statute or otherwise regarding their quality, merchantability or fitness for any purpose. Purac's liability under Its warranty shall be limited to a refund of the purchase price.

www.purachiomaterials.com

page 6/8

Purac Biomaterials; bringing your ideas ©life
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Safety data sheet

PURASORB® PL

13.DISPOSAL
CONSIDERATIONS

14. TRANSPORT
INFORMATION

15. REGULATORY
INFORMATION

16. OTHER INFORMATION

Waste treatment methods
Recommendation
Remove in accordance with the local official recommendations.

European waste Catalogue
16 05 09 discarded chemicals other than those mentioned in 16 05 06, 16 05 07
or 16 05 08

Land transport ADR/RID
ADR/RID Class

Maritime transport IMDG
IMDG Class

Marine pollutant
No.

Air transport ICAO-TI and IATA-DGR
ICAO/IATA Class

UN “Model Regulation”

Special precautions for user
Not applicable.

Transport/Additional information
No dangerous good according to international transport regulations.

Transport in buik according to Annex |11 of MARPOL73/78 and the IBC Code
Not applicable.

Chemical safety assessment
A Chemical Safety Assessment has not been carried out.

This data is based on our present knowledge. However, it shall not constitute a
guarantee for any specific product features and shall not establish a legally
valid contractual relationship.

Abbreviations and acronyms

ADR: Accord europeen sur le transport des marchandises dangereuses par Route
(European Agreement concerning the International Carriage of Dangerous Goods by
Road).

Determining the suitebtiity of these metertats for any medicaf or pharmaceutical products applications, and complying with the legal requirements for any such applications, are the sole responsibility
and obligation of anyone purchasing these materials for such applications. Purac specifically warrants that its materials will conform to its internal spedBcatlons and/or specificattons otherwise
expressly agreed upon with purchaser. The foregoing warranty is given in lieu of any and all other warranties of any kind, and Purac grants no other warranties, whether written or oral, express or
implied by statute or otherwise regarding their quality, merchantebility or fitness for any purpose. Purac's liability under Its warranty shall be limited to a refund of the purchase price.

www.purachiomateriais.com

Puwc Biomaterlals: bringing your
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Safety data sheet

PURASORB® PL

RID: Reglement international concernant le transport des marchandises dangereuses
par chemin de fer (Regulations Concerning the International Transport of Dangerous
Goods by Rail).

IMDG: International Maritime Code for Dangerous Goods.

IATA: International Air Transport Association.

IATA-DGR; Dangerous Goods Regulations by the "International Air Transport
Association” (IATA).

ICAO: International Civil Aviation Organization.

ICAO-TI: Technical Instructions by the "International Civil Aviation Organization
(ICAO0).

GHS: Globally Harmonized System of Classification and Labelling of Chemicals.
EINECS: European Inventory of Existing Commercial Chemical Substances.
CAS: Chemical Abstracts Service (division of the American Chemical Society).

Determming the suitability of these materials forany medical or pharmaceutical products applications, and complying with the legal requirements for any such applications, are the sole responsibility
and obligation of anyone purchasing these materials for such applications. f*urac specifically warrants that its materials will conform to its Internal specifications and/or specifications otherwise
expressly agreed upon with purchaser. The foregoing warranty is given In lieu of any and ail other warranties of any kind, and Purac grants no other warranties, whether written or oral, express or
implied by statute or otherwise regarding their quality, merchantability or fitness for any purpose. Purac's liability under its warranty shall be limited to a refund of the purchase price.

www.purachiomaterials.com
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MacnopT 6e3onacHoCTH BELLIECTBaA Peg. Ne1/16 aBrycta 2011 r.

PUI"SORB® PL

I MAEW NOUKILMS
BKLLKCTBA/COKAN11KHWSA W
CBEJEHUSA O

KUTM1 [T TUH/NPEALTPUA TUWN

2. WAEMM NP UKALMNS
OMNACHOCTEMN

HasgaHve npoayKra PURASORB® PL
Hovep EINECS: Mvep

YcTaHoenenHsie  OOfIBCTU  MPUMEHEHUA BELLECTBA
HEPEKOVEHIOBaHHbE 00/1aCTV MPVIVEHEHSE

MprveHeHVe BeLLECTBA / Mnperapara

Mywvep /A MEIVILWHCKOIO MOVEHEH/A

MompobHLE CBENEHIA O MOCTABLLKE MacriopTa 6e30MacHOCTA
[Mpor3BoaMTC/I/MOCTaBLLIK Mypex Broxem (Purac Biochem)
K 46, 4206 AC IN'oprHxem,
HoepreHmb | (Arkelsedijk 46, 4206 AC
CGorinchem the Netherlanc)
Ten.:+31-183-695695
dakc:+31-183-695604

ViHdhopvaLyn tvan.dongen@purac.com

TerlapOH L/151 MpYeViaL SKCTPEHHB X COOOLLEHIIA:
OM: MPOVBROITE I/ MOCTaBLLYIK
Tm +31-183-695695 (IMypak Broxem (Purac Biochem), HioepraHab )

KracoujwmkalLya BeLLECTBA WX CVECU
Kracougwmkaupa B cooteeTcTBiM € perramveHToM (EC) Ne 1272/2008
BelLECTBO He KMaooMLVETCA B COOTBETCTBIM C periaveHTom CLP.

NeVEHTBL I MaPKIMPOBKA
MEpKPOBKA B COOTBETCTBIM C perriaveHToM (EC) Ne 1272/2008
OrcyTciByeT.

MKTOrpaMvis1 OMacHoOCTU
OrcyTCTByET.

COUrHarnbHoe CroBo

OrcyTCTBYET.
Kparkve XapaKTeprCTVIKA OracHOCTU
OryTCTByET.

WiHdhopvaLysss,  KacaroLpsic]  KOHKPETHbIX  OMacHOCTell [ YerioBeka U
OKPYM@HOLLEV Cpefibl .
HeOBrompVATHLE MOCIEACTBIA [ 30000BLA YE/I0BEKa WM OKDYM@HCLLEV Cpefip
He OK/BRHOTCA MV HOPVEVHHOM VCTIONB30BaHN.

OnpegeneHne NPUrOAHOCTU 3TUX MaTepuanoB Ans No6bIX MeAULMHCKAX WK (hapMaLieBTUYeCKUX MpenapaToB W cO6MtofeHe NpaBoBbIX TPeGOBaHWA Ans NtobbIX
TakuX 3asBMeHWIi SBNSETCA UCKMHOUNTENbHO OTBETCTBEHHOCTbIO M 06S3aHHOCTLIO NNLA, KOTOpPOe 3aKymnaeT 3Tu MaTepuasibl AN TakuX MpUMeHeHuid, Komnauus
«Mypak» (Purac) ocobbiM 06pa3oM rapaHTUpyeT, 4TO MaTepuaibl GyLyT COOTBETCTBOBATb BHYTPEHHWM CreuMpuKaLmaM W/vnu XapakTepucTkaMm, KOTopble B
NPOTUBHOM C/lyyae MPSMO COracoBaHbl C MOKynaTenem. BbileynoMaHyTas rapaHTVs npefocTaBAseTcs BMECTO N06bIX ApYrux rapaHTuil no6oro xapakrepa, u
KoMmnaHus «Mypak» (Purac) He faeT HUKaKuX [PYrux rapaHTWiA, MUCbMEHHbIX WM YCTHbIX, MPAMbIX UMW MOAPa3yMeBaeMbIX 3aKOHOM, WM MHbIM 06pasoM B
OTHOLLEHNW Ka4ecTBa, KOMMEPYECKOro MpYMeHeHWs UM NPUFOAHOCTM AN Kakoii-nn6o Lienn. O6s3aTenbcTBO KoMnaHuy «Iypak» (Purac) B OTHOLUEHWW rapaHTum

OorpaHn4mBaeTCs BO3MeLLeHMEM LieHbl MOKYNKK.

www.pmacbiomaterials.com
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MacnopT 6e30MacHOCTY BellecTsa

PURASORB® PL

3. COCTAB /
NH®OPMALIMA Ob
WHIPEOANEHTAX

4. MEPbI MW’BO NMOMOLLN

lMpoune puckmn
PesynblaTbl oueHku PBT (CBT) n vPvB (0Cob)
PBT (CBT)

He movervo.

vPVvB (0Cob)

He mvverao.

Xumuyeckas xapaktepuctuka: BewecTsa

Mowm [(38-uc)-3,6-veTW 1,4~ IMOKCaH-2,5- VoH]

CAS-nomep O603HauyeHue

3135-50-1

Naen rnukaynoHHbIii HoMep
Homep EINECS:

OnwncaHue mep NepBoil NnomoLM
O6was nMHhopmauma

-JV00 CrELYEBHBE MEPbI He TPeOyrOTCA.

Mpun BAbIXaHUN

He mveravo.

Mpu nonagaHun Ha KOXY

HeverieHHO M TLLETE/BHO MPONVOIATE BOZOM C MbioM

Mpn noHaganmun B rnasa
MpovoiATe OTKOLITLIA 1788 B TEYeH/E HECKOTBKVX MAHYT (~ 15 MH) nog
MPOTOHHOV BOZOV. EC/M oVITTOVB | BOE ELLE MVCY TCTBYHOT, OOPETUTECH KBBHY.

Mpy npornaTbiBaHWM

Mv mpoambBaHAN He BobBbBaliTe pBoTy. COpaIvTech 33 MEAVLMHCKON

MOVOLLHO
HemymoK  HeoOXQVO  MPOMLITE Mo, HaOMKQEEHVEM  KB/VALWA0BaHHOMO
MEVLHCKOMO CrELVarvCTa.

MudopmaLmsa ans Bpaua
HanGonee BaXHble CUMNTOMbl M 3hPeKTbl, KAK OCTpble, TaK U 3aMefNleHHble

Karast/ /00 JarbHeN LB COOTBETCTBYHILLESA VHIOPVELYIA HEJOCTYTHA.

YKasaHUs 0 Heo6XOAMMOCTW HeMeANeHHOW MefWULUHCKOW mnomowu u
CneunanbHoro nedYeHus

Karast/ /00 JarbHeN LB COOTBETCTBYHILLES VHIDPVELYIA HEAOCTYTHA.

OnpegeneHne NPUrOSHOCTY 3TUX MaTepUasoB ANs MHO6BLIX MEAULMHCKUX UM (hapMaLeBTUYECKUX MpenapaTos W cOGMIOAeHNe NPaBOBbIX TPe6oBaHNIA 471t M06bIX
TakvX 3asB/IeHUI SBNAETCA UCKMOYUTENLHON OTBETCTBEHHOCTHIO U 06SI3aHHOCTBLIO /INLA, KOTOPOE 3aKynaeT aTu MaTepuasbl Ans Takux NpuMeHeHuid. KomnaHus
«Iypak» (Purac) ocoBbiM 06pa3oM rapaHTUpyeT, YTO MaTepuanbl GyfyT COOTBETCTBOBAaTb BHYTPEHHWM CMELM(UKALMAM W/MIN XapakTepucTuKam, KOTopble B
MPOTVBHOM Cflyyae MPSMO COr/acoBaHbl C MOKynaTeneM. BbileynomsiHyTas rapaHTus NpesoCcTaBseTcs BMECTO HOBbIX APYruX rapaHTuii Nio6oro xapaktepa, u
KOMMaHus «[ypak» (Purac) He [aeT HWUKAaKUX APYrMX rapaHTuii, MUCbMEHHbIX WM YCTHbIX, MPSMbIX WK MOAPA3yMeBaeMbIX 3aKOHOM, WM WHbIM 06pas3oM B
OTHOLLEHWN KAYecTBa, KOMMEPUYECKOrO MPUMEHEHWS WK NPUTOAHOCTU fs KaKOM-nn6o uenn. O63aTenbCTBO KoMMaHum «Iypak» (Prrac) B OTHOLIEHWN rapaHTuu

OrpaHNYMBAETCH BO3MELLEHWNEM LieHbI MOKYMKM.

www.pmacbiomaterials.com
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MacropT 6e30MacHOCTU BELLECTBa

PURASORB® PL

5, MPOTHBOMOX/IPHbIE MEPbI

6. MEPbI 110 INKBUOALMNW
CNYYAVNHOW YTEUKMN

7. OBPALWEHNE N XPAHEHUE

CpefcTBa NOXapoTylleHns
COOTBETCTBYHOW Me OTHEeTyLWallue BelecTsa

MeHa CO2

Mo COO6pa)KeHI/IHM 6esonacHocTH HECOOTBETCTBYHO LW NE OrHeTtyuwauymne

BRLLECTBA
Het.

Ocobble onacHocTH, co3faBaemMble BELLECTBOM NN CMECHIO

PekomeHgauusa s COTPYAHUKOB NPOTUBOMOXAPHOW CNyX6bl
CpepncTBa 3aWnThl

Vh'nrbsymmqmmnawwmmwu-mmwbl
He BabMalTe B3PbB-ETHE WY BbIOMHBE [a8bl

Mepbl  NUYHOW  6e30MacHOCTU, 3alyMTHbIe CpeacTBa U fAeiicTBuA B
upesBblUaiiHbIX CUTYaLUAX

Vbnr&lyﬁrreqmmnaaalwbl He poryckalite MCYTCTBAA WA, 063 CPeaCTB

Mepbl N0 3alyUTe OKpyXato el cpesbl

Kakve-rvi00 CreLyiarbHbE MEDb | He TEGYHOTTS.

MeTO,qu U Matepuansl Ana noKkannusaunm n O4HUCTKN

IVEXaH/MECKVIM CTIOCO00M.
Ompessie HA - BOCCTAHOR/EHVE WM YTWVBALMIO B COOTBETCTBYHILLYX
KOHTEIHEBX.

CcblnkKa na gpyrue pasfensl

OOPALLEH/M VL B Pa3IESE 7.
VHIDopVALAHO O CPEACTBAX VHVBYYa/ bHO 3alLyTbIOM B pasiere 8
ViHgopveLyro 06 yiwrvsaumm o Bpesiere 13

O6pawenne

Mepbl NpPesoCTOPOXHOCTN NO 6e30nacHOMY o6pallyeHunto
He foryckaiiTe 06pasoBaH/s MbIv
Venorns3yiATe B Cpene 3aLlymHOM raza.

Ycnosus gna 6e30nacHOro XpaHeHus ¢ y4eTom Nto6biX HECOBMECTUMOCTEN
XpaHeHune
TpeboBaHuA, NnpeabABAAeMble K CKNaACKUM MOMELW EeHNAM N KOHTeliHepam

XpaH/TH B 38K0bITOM YIBKOBKE BXOIOIWBHVKE.

MHpopmaLmna o XxpaHeHUM B OLHOM 06 eM XpaHunuue
He Tpe6yc red

LononHuTenbHas uHGopmayus 06 yCNoBUAX XpaHEHUs

XpaH/Tb BasoTe.

He ,qonycxame nonagaHus Bnaru v BoAbl.

KOHEYHOE  MONOB30BAHVE  Kakes/1i0  COOTBETCTBYHALLES
V""JMJ\/H-VF'OTWTUBWT

OnpegeneHne NPUIOAHOCTY 3TUX MaTePUanoB ANs NtoBbIX MEAULIMHCKUX WK (hapMaLieBTUYeCKWUX MpenapaToB W cO6t0feHe NPaBoBbIX TpeGOBaHWA Ans Ntobbix
Takux 3asBneHWii ABNSETCH UCKMIOUNTENbHO OTBETCTBEHHOCTbIO M 06R3aHHOCTLIO /WL, KOTOPOE 3aKynaeT 3TV MaTepuasibl 418 Takux MpuUMeHeHuid. KomnaHus
«[Mypak» (Purac) ocobbiM 06pa3oM rapaHTVMpyeT, 4TO MaTepuanbl GyAyT COOTBETCTBOBATb BHYTPEHHWUM CreumpuKaLmaMm Wu/vnu xapakTepucTukam, KOTopble B
NPOTUBHOM C/ly4yae MpSAMO COFNacoBaHbl C MOKynaTeneM. BbilleynomsHyTas rapaHTWs NpefocTaBiseTcss BMECTO N06bIX ApYrux rapaHTuil no6oro xapakrepa, u
KomnaHua «Mypak» (Purac) He AaeT HUKaKUX ApYruX rapaHTUi, MUCbMErLUbIX WM YCTHBIX, MPAMbIX WA NOApasyMeBaeMblX 3aKOHOM, UM WHbIM 06pasoMm B
OTHOLLEHWW Ka4ecTBa, KOMMEPYECKOrO MPUMEHEHUS AW NPUFOATTOCTIT 415 Kakoii-nn6o Lenn. O6s3aTenbcTBO KomnaHun «Iypak» (Purac) B OTHOLIEHUM rapaHTun

OrpaHNYMBAETCS BOMELLEHNEM LieHbI MOKYMKY.

www.pmacbiomaterials.com
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MacrnopT 6e30MacHOCTU BELLECTBa

PURASORB® PL

8, CPELICTBA KOHTPONSA 3A
OMACHbIM BO3AEVCTBUEM /
C:PE[ICTBA UHANBWNAY ANTbHOW
3AWMNTHI

9. ®U3NYECKUE U XUMUNYECKWE
CBOWCTBA

OMONMTCIbHas VHOPVALIA O KOI-ICprKLlVII/I TEXHVHECKVIX CUICTEM
[pHHBE OTCYTCTBYHOT; OVl pesien 7.

[
I—I;TH'PGNEpr KOHTPO/IH

KomroHev b1 ¢ MpeaesibHbIMA 3HAUEHSIMIA, B OTHOLLEHIN KOTOPbIX TPpebyeTcs
KOHTPO/ b Ha paboqeM MECTE

He Tpebyc 1

QpefcTBa KOHTPO/S! BORAEVCTBYAS
Qpeactsa MHOVBNLYabHOM 3aLLUTHI
3aLLYTHBE U TUMVEHNYECKVe Vepb
CrenyeT COOMQATL O0bHHLE NEPbI MPEJOCTOPOXKHOCTM U 00LLYe  MpeBw
OOPELLEH/A C XVIM/HECK/IVM BELLECTBAMA

b xareribHoe 060pyaoBaHVe
He TpebyeTest, 6C/ NOMELLEHVE XOPOLLD BEHTWADYETTSL

3aupma pyK

METEVEN NEPHETOK 0DHEH b ITb HEMPOHVLIGEVBM U1 YCTO/MV/BLM K BORZEICTBAO
rpoayK ImEBOLLECTEAMPerBoaTa.

I/B-3a OTCSTCTB/A VOTbITaHA, PEKOVEHIALYN MO METERVEVTY MEpHaTOK He MOryT
ObITb MPeOOCTaReHb| [ Moy KT/ MperaparalXVIHECKOA CVECU.

BobOp METE/E/B MEQHATOK C YHETOM BPEVEHA MOOHVKHOBEH/R,  CKDPOCTU
JVXhy3vn NyXyaLLEH/S CBOVCTB.

Mareprian repyarok
Bb60p Mo/ MOOALLYX MEPHETOK 38B/CUT He TOMBKD OT VETEVER, HO U OT [pyTX
MOVBHAKDB KAHECTES, V1 BaLVIRYETCH B 3aBY/CVIVOCTV OT MOOVBBAIUTE S,

BpevA MPOMMKIOBEHNA /19 MaTe) repyaToK
TouHoe BReVA MPopbBa [I0DKHO glanao@ﬂpy»em MPOVBBOAVITENEM 3ALLTHBX
MEPHETOK W A0 DKHO COOHQIATHCSA.

3auyma s
3aLLYTHLE 04K

3alyira Tera
JEaA 3aLLyTHEA QEpKIA.

ViHdhopviaLyist 06 OCHOBHIIX (IVBUKO-XVIMMHECKUX CBOIACTBAX

O0LLpS VHAOPVBLS

BreLLHA BT

dopva AT
Liger %
3ariax 6e3 zarexa

[Nopor BocpusTA 3araxa He OMpete/eHO
SHaveHve pH He MVEH/IVD

OnpegeneHne NPUrOAHOCTY 3TUX MaTePUAIOB ANs NOGLIX MEAULIMHCKUX WK (hapMaLieBTUYeCKUX MpenapaToB W cO6MofieHne NpaBoBbIX TpeGOBaHWA Ans Mo6bIX
Takux 3asBeHUI ABNAETCA UCKNIOUNTENbHOW OTBETCTBEHHOCTBIO M 06S3aHHOCTBLIO NMLA, KOTOPOE 3aKynaeT aTu MaTepuanbl Ans Takmx NpUMeHeHWid. KomnaHus
«[Mypak» (Purac) ocobbiM 06pa3oM rapaHTUpyeT, 4TO MaTepuanbl 6\AyT COOTBETCTBOBATb BHYTPEHHWUM CreuMpUKaLmaM W/vnu XapakTepucTkam, KOTopble B
NPOTUBHOM C/lyyae MpPSIMO COT/acoBaHbl C MOKymaTeneM. BbilleynomsiHyTas rapaHTVs MpefocTaB/isieTcs BMECTO M06bIX ApPYrux rapaHTuii no6oro xapakrepa, 1
KomnaHus «lypak» (Purac) He AaeT HUKaKUX ApYruX rapaHTUi, MUCbMEHHbIX WM YCTHBIX, MPAMbIX WAW NOAPa3yMeBaeMbIX 3aKOHOM, WM MHbIM 06pasoM B
OTHOLUEHWUW KayecTBa, KOMMEPYECKOTO MPUMEHEHUs UMK NPUroAHOCTU NS Kakoii-nnéo Lenn. O6s3aTenbcTBO KoMnaHuM «Iypak» (Purac) B OTHOLLIEHUW rapaHTun

OorpaHn4MBaeTCs BO3MeLLEeHMEM LieHbl MOKYNKN.

www.pmacbiomaterials.com
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MacnopT 6e4onacHOCTL Belliee rea

PURASORB® PL

/BveHeHve cocTosHA
Temreparypa rvias/eHVsyiyiarnasoH rviasneHyst
TemnepaTypa KMHeHVSY ayiarniasoH KANEHA

150-200°C
He MVEH/AVD

TemriepaTypa BCrbLLKA He MAVEHAVID
BocriiameHsemocTs (TBepioe BELLECTEO, MPOdYKT He SBIFETCH
ra3oo6pasHoe B€LLECTBO) NerkoBoCMN/IaMeHSOLLNMCS
Temrieparypa BocTviaveHeH/A He Orpefe/eHo
Temreparypa pasnoweH/s He OMpefe/eHo
CamOoBO3IrOpaemoCTs He OrpesereHo
OrlacHoCTb B3pbBa MbIb MOKET 008308 BATh
B3PbBOOMBECHLE CVECY C

BO30yXOM

He ONPEIETEHO
He OMPEIETEHO

He MO/IVEHAVD
124 rian

Kpumdecke 3HaueHnA [iyiA B3pbBa
HoxHMA mpegen
BepxHuii npesen
JasreHve napos

IMnotHocTs Mpn 20°C
OrHocuTe/IbHasA MI0THOCTL He Onpefe eHo
[NoTHOCTL MapoB He MVEH/VD

CKOpOCTh VCTiapeHnA .

PaCTBOpPUMOCTL B BOZE / CMELLMBAEMOCTD C BOJOA  He PecTBORSETTS

BmKoedxp/luylerrr pacnpeserieH (M-OKTaHo/VBOR)
KOCTb

JnHavmdeckas
KuHevamyeckast

JononHumenibHast vHopvaLWA
Karast/00 [arbHeLLBS] COOTBETCTBYHILLEA
VHIDPVBLYEA HEOCTYTHA.

XviMmdeckast CTabWIbHOCTb
PazraraeTcs M KoHTaKTe ¢ Bonon. MnparveyeTes
K), CiNIBUNBILOCTb U [0 MO/IO4HOM KA DT
XUMWNYKCK A AKTUB! I0CT'b
TepMnyecKoe pas/ioieHVie / YCrIoBYS, KOTOPbIX
Criemyer vsterarb
M woosBEHM B COOTEETCTBAMA (O

CrELYA/KALI IV DEGTIOHEHI/E HE TDOVICXQIAT.

BeposITHOCT b BO3HUKHOBEHYIS1 OMAaCHbIX PeaKLiv
KaKve-v00 OMacHbE PeakLym HEVBBECTHb L

YcnoBusi, KOTOPbIX CrEdyeT Veterarb
Kaesno  [BHeilBd COOTBETCTBYHALES
VHIDPVELYS HIOCTYTHE,

HeCOBVECTVMbE MaTepVia/ b

Boma
BrexHocTb

OriacHbE MPOLYKTbI Pas/IHEHNA
Qs yrrepgaa IByOK/Ch YTIEpoA.

OnpegeneHne NPUrOAHOCTU 3TUX MaTepuanoB ANs MOBbIX MeAULMHCKAX UK (hapMaLieBTUYECKUX MpenapaToB W co6MtofeHe NpaBoBbIX TPeGOBaHUA Ans NoBbIX
TakuX 3asiBNEHWIA ABNSETCA UCKIHOUNTENbHON OTBETCTBEHHOCTbIO W 06S3aHHOCTLIO NINLA, KOTOPOe 3aKymnaeT 3TW MaTepuasibl ANs TakUX MpUMeHeHui. KomnaHus
«[Mypak» (Purac) ocobbiM 06pa3oM rapaHTVMpyeT, 4TO maTepuansl GyAyT COOTBETCTBOBATb BHYTPEHHWUM CReuutukaumam W/unu xapakTepucTukam, KOTopble B
NPOTUBHOM C/ly4yae MpPAMO COFN1acoBaHbl C MOKynaTeneM. BbilleynomsHyTas rapaHTWs NpefocTaBnseTcsi BMECTO N06bIX APYruX rapaHTwii no6oro xapaktepa, U
KomnaHus «Mypak» (Purac) He AaeT HMKaKUX ApYrux rapaHTUi, MUCbMEHHbIX WKW YCTHBIX, MPAMbIX WAM NOAPasyMeBaeMblX 3aKOHOM, UM WHbIM 06pasoM B
OTHOLLEHWW Ka4ecTBa, KOMMEPYECKOrO MPUMEHEHUS 1AW NpUrogHoe™ 4R Kakoin-nnéo Lenn. O6s3aTenscTBO KoMnaHuM «Iypak» (Purac) B OTHOLLEHUW rapaHTun
OrpaH141BaeTCs BO3MELLEHUEM LieHbl MOKYMKY.
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MacrnopT 6e30MacHOCTM BeLLlecTBa

PIJRASORB® PL

'L NHOOPMALUMKA O
1CKCHMYTIOCTU

12. (TNOOT’MALMSA O
BO3AENCTB/WN WA
OKP ¥Y>K/11011 (Y 10 CPELY

VHhopvaLISt O TOKCVKO/IOMAHECKOM BO3AEVICTBIAM
QcTpast TOKCUYHOCTD

Haar/e HOMBIMVSITHL E BORRACTR/S He HAOHIAHOTTS.

MepBUYT>1i pasgpaxatownit ahpekr
Jra ko
Pazpeviara LyiA eKT OTCYTCTBYET.

L res .
Pazpeviara Lyi 3JeKT OTCYTCTBYET.

CeHevonvizaLyst
KaKolA-rv00 CeHCVOWTBDYHOLLIA SQIPEKT He VBBECTEH.

LononHm rerbHas vHgopviaLyst (06 3KCMeprMEHTa/TbHOM TOKCVIKOSIOMK)
HepoctyrHa,

TOKCMMHOCTB [i/151 BOIHb X OpraH/3MoB
Karast/ /00 [arbHeELLBS COOTBETCTBYHALLES VHIDPVBLYS HEJOCTYHA,

CTOMKOC3b W paz/iaraeMoCTb
MopovByeTed [0 MYIOMHOM  KAUOTbl  KOTOpes  JETKD  MQABEpraeTcst
ovopeoeHA

[MoBEIEHVE B 3KO/IOMMYECKUX CUCTEMAX
CI1ocoGHOCTL K G1OAKKYMy/ AL
PaznoxeHve M KoHTaKTe C Booi.

[oaBKHOCTL B Mo4Be
Karast /00 [arbHEALLBS COOTBETCTBYHALLES! VHIOPVELYI HEIOCTYTH.

JononHuresibHast HGopVIaLYS O BO3AEMCTBIN Ha OKPYMAHOLLIHO Cpeqy
OoLLye MpUVEYaHUA

OpEeBHbE  SKUOIMECKE  TOCTEICTBUS,  COMMIBCHO  CyLLECTBYHOLLEV
VHIDOVBLW, He OKATROTCA.

Krecc omacHocv /e Bkl 1 (permaveHT MepveHav) (CaMOOLEHKE): H/BKaS
OrMacHOCTb A B

Pe3yneTa elougHk PBT (CBT) nviPvB (0Cob)
PBT (Cbl)

OnpegeneHne NPUrOAHOCTU 3TUX MaTepuanoB Ans MOGbIX MeAULMHCKNX UK thapMaLieBTUYeCKUX NpenapaToB W co6MoAeHe NpaBoBbIX TPeGOBaHWIA AN NtO6bIX
Takux 3asBMeHWIi ABNSETCH UCKNOUYMTENbHOV OTBETCTBEHHOCTBIO M 06S13aHHOCTBLIO MMLA, KOTOpOe 3aKyrnaeT aTu MaTepuasbl AN TakuxX NpumeHeHWid. KomnaHws
«[Mypak» (Purac) ocobbiM 06pa3oM rapaHTVUpyeT, 4TO MaTepuanbl 6yayT COOTBETCTBOBaTb BHYTPEHHUM CreuuduKaumaMm W/mnm xapakTepucTukam, KOTopble B
NPOTUBHOM C/ly4yae MPAMO COFflacoBaHbl C MOKynaTeneM. Bbllle; NOMsAHyTas rapaHTUs NpefocTaBAsieTcs BMECTO MOGbIX APYruX rapaHTuil no6oro xapaktepa, U
KomnaHus «Mypak» (Purac) He AaeT HUKaKUX ApYruX rapaHTUi, MUCb.MEHHbIX WM YCTHbIX, MPAMbIX WAM MOAPasyMeBaeMblX 3aKOHOM, UM WHbIM 06pasoM B
OTHOLLEHWNN KayecTBa, KOMMEPYECKOr0o MPUMEHEHUs UK NpUroaHoe! H Ans kakoin-nnéo Lenn. O6s3aTenscTBo KomnaHun «MMypak» (Purac) B OTHOLLEHUW FrapaHTuu

OrpaHNYMBAETCS BOMELLEHUEM LieHbI NOKYMKU.

www.pmacbiomaterials.com
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[MacnopT 6e30nacHOCTW BeLLEeCTBa
PURASORB® PL

METOzb1 06paboTKN OTXQH0B PeKoveHaaLym
YaIUTe Bcootbetci sun C MECTHbIMA OB BHL M/ PEKOVEHIALWAIVA
13. PEKOMEHZALWM MO

YIUAH3NUNN EBponeiicknii Kataror OTXoa0B
16 05 09 cbpacbiBaeMble XMMUKaATbI, OT/IMYHbIE OT yKasaHHbIX B 16 05 06, 16 05 07 wnn 16

HazevHbI Tpe cvopT ADLIYRID
Kriacc ADR/RID

14. MPABUNA
FP/IMNCL tOP ITIPOBAILAA Mopckoit TpaHeropT IVDG
Knacc IMDG

3arpsiHATE b MOPA
No

BogayLHb#1 TpaHceropt 1CAOC-TI 1 IATA-DGR
Krnacc ICAQ/IATA

Tvnosbe npaswwia OOH
Qcobbe Mepb! MPEOCTOPOXHOCTU /19 NOTPeOUTeS S
He mvveravo.

TpaHcriopT/dononnmresibHasi MHGopMaLWA
OrBcHbE MPy3bI OTCYTCTBYHOT B COOTBETCTBIAV C MEXKIYHAPOIHE MA MOBBABIMV MEDRBIBKIA

TpaHcropTVpoBKka HaBanom B cooTBETCTBUAM C MpunoxeHvem 11 vs MARPOL73/ 78 n

Kogexoom 1BC
He mvveravo.

15 HOPMATVBHAA OLpHKa XMIMHECKOIA BE30MaCHOCTN
VHPOPMVALIA QOLEHKA XV/IVWMECKDIN GE30MACHOCTIA HE MPOBQIWECh.

O [IBHHbE OCHOBaHb | HAL HALLWVX TEKYLLYX 3HaHSX. QHAKD 3TO He SBIFETCH [gpaHTVeN
16. MPO)YAA VHICPMALA  kakx/100  KONKPETLLEX XaaKTEOVCTVK MPodyKTa U He YCTaHBB/VBAET  HIOVIYMHECKN
JEVICTBYHOLLYIX [JOFOBOPHB X OTHOLLEHVIA

AB0OpeBaTYPbI 1 COKPALLEHA
ADR: EBponelickoe CorTaLLEHVE 0 MEXKIyHaPOIHOM [OPOXHON NEPEBO3KE OrNaCHb X MIY308.

OnpegeneHne NPUrOAHOCTU 3TUX MaTepuanoB Ans No6bIX MeAULMHCKNX WK hapMaLeBTUYeCKUX MpenapaToB W co6MtofeHe NpaBoBbIX TPe6oBaHUI Ans No6bIX
Takux 3asBMeHWii ABNAETCA UCKNIOUYNTENbHOW OTBETCTBEHHOCTbIO M 06S3aHHOCTLIO /LA, KOTOPOe 3aKynaeT 3TV MaTepuasbl 418 Takux MpuMeHeHUi. KomnaHus
«[Mypak» (Purac) oco6biM 06pa3oM rapaHTWpyeT, 4TO MaTepuaibl 6GYay3 COOTBETCTBOBATb BHYTPEHHWUM CreumpuKaumsaMm W/vnu XapakTepucTiKaMm, KOTopble B
NPOTUBHOM C/ly4yae MPAMO COTNacoBaHbl C MOKynaTenem. BblleynomsHyTas rapaHTUs NpefocTaBAsieTcs BMECTO MOGbIX ApYrux rapaHTuii no6oro xapakrtepa, v
KomnaHus «Mypak» (Purac) He AaeT HWKaKuUX ApYruX rapaHTUi, MUCbMEHHbIX WKW YCTHbIX, MPAMbIX WAM MOAPasyMeBaeMblX 3aKOHOM, WM WHbIM 06pa3oM B
OTHOLLEHWNN KayecTBa, KOMMEPYECKOrO NPUMEHEHUS UM NPUrOAHOCTU ANA Kakoin-nnbo Lenn. O6s3aTenscTBo KomnaHun «lMypak» (Purac) B OTHOLIEHUM rapaHTuu
OrpaH14MBaeTCs BO3MELLEHNEM LieHbl MOKYMKU.
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MacnopT 6e30MacHOCTU BeLLECTBa
PURASORB®PL

RID. MoiovkeHve 0 MeKIyHaPQIHOV MEPEBO3KE OMacHb X MDY308 M0 HKE/E3HON re.
II\/IZIR VEXIyHAPOIHS I KOJEKT MOPCKDIA MEEBBKI OMaCHb IX MIy308. P

ICAOTI:  TexHecke I\/Bwiapc(;u;-lbx OpraH/BaLIA - MPaKHAHCKON
aBvaLY [ BO3OyLLHLX MEPeBosoK oracHb X Mpys0B (ICAO)
GS. [otarblad  rgoVOHVB0BaHHEST C/CTEMA  VHDPVELYM 0 Be30MnacHoCTU

X/IVWMECKOI Q) Kiyn
EINECS: EBporelcii/i Mepe-eH CyLLECTBYHOLLYX KOMVEHECKUX XVIVVHECKY/X BELLECTB.
CAS: PeeCTp X/MHECKVX COSO/HEHN AVEPKAHCKOTO XVIMHECKDO OOLLECTBA.

OnpegeneHne NPUrOAHOCTU 3TUX MaTepuanoB Ans M0BbIX MEAVULMHCKNX UK hapMaLeBTUYeCKUX NpenapaToB W cOBMofeHe NPaBoBbIX TpeGoBaHWiA Ans NtobbIx
Taknx 3asBeHUI ABNSETCH UCKMIOYMTENbHOW OTBETCTBEHHOCTBIO M 06S3aHHOCTBLIO NMLA, KOTOPOe 3aKyrnaeT aTu MaTepuanbl Ans Takux npumeHeHwid. KomnaHus
«[Mypak» (Purac) ocobbiM 06pa3oM rapaHTUpyeT, Y4TO MaTepuanbl GyAyT COOTBETCTBOBATb BHYTPEHHWUM CreuMpUKaLmMaM W/Mnn xapakTepucTukam, KoTopble B
NPOTMBHOM C/lyyae MpAMO COr/acoBaHbl C MOKynatenem. BbileynoMmsHyTas rapaHTVs NpefocTaBsieTcs BMECTO /06bIX ApPYrux rapaHTuil no6oro xapakrtepa, u
KomnaHua «lypak» (Purac) He faeT HUKaKUX ApYrux rapaHTWiA, MUCbMEHHbIX WM YCTHBIX, MPAMbIX WAW MNOAPasyMeBaeMbIX 3aKOHOM, UM MHbIM 06pa3oM B
OTHOLUEHWUW Ka4ecTBa, KOMMEPYECKOro MPYMeHeHNs WM NPUrOAHOCTU ANs Kakoii-nn6o Lenn. O6s3aTenbcTBO KomMnaHun «lypak» (Purac) B OTHOLLUEHUM rapaHTun

OrPaHMYMBAETCSA BOMELLEHUEM LieHbI MOKYMKM.

www.pmacbiomaterials.com

Mypak BHomarepHanc {Purac Bioniaterials): 1 -
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MepeBos C aHrNIACKOTO A3blKa Ha PYCCKUI A3bIK

MHCTPYKUWA MO MPUMEHEHWIO
CTeHTbl KopoHapHble Supralimus Core Ha cUCTEME [OCTaBKM

Meuvats: ®. P. MYJITAHUW *TIPABUTE/NIBCTBO 'Y AXKAPATA *
HOTAPNYC CYPATA * PernctpaynoHHblii HoMmep 1046

YAOCTOBEPEHO

[nognuce]

®. P. MYNITAHN

HOTAPNYC

MPABUTENIBCTBO MY >KAPATA
CYPAT

MevaTtb: ®. P. MYNTTAHWN * MPABUTEJIbCTBO

NYOQXAPATA *HOTAPUYC CYPATA *
PerncTpaunoHHbIin Homep 1046
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MepeBof faHHOro TeKCcTa BbINOMHEH NepeBofynkom MapkosbiM IBaHOM HuKonaesnyem

Poccuiickaa ®egepaums
"opog MockBa
CeMHafLaTOro 1HA ABe ThiCAYM AEBATHAALATOrO roga

A, PebpuHa EneHa OMUTpUEeBHa, BPEMEHHO WCNOMHSAOWAA 06583aHHOCTM HOTapuyca ropoga

Mocksbl AkumoBa [neba bopucosnua, CBUAETENLCTBYK MNOAAMHHOCTbL MNOAMNUCK NepeBofuYMKa
MapkoBa lBaHa Hukonaesuya.

Moanuck caenaHa B MOEM MPUCY TCTBUN.
JInyHOCTb NOANMCaBLLErO AOKYMEHT YCTaHOB/EHA.
3aperucTpuposaHo BpeecTpe: N9 77/09 - H/77—2019- S3' /3" 7

reeHHoii nownuHbl (no Tapudy): 100pyo6.
rycr rAwb T azaHWw"Nyr NpaBoBOro M TexHn4yeckoro xapakTepa: 200 pyo.

E.[. PebpuHa

MpoLLHYpOBaHO, NPOHYMepPOBaHO
1 CKpenneHo nevyaTbio nucT(-a,-0B)

BPWO HoTapuyca:
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NMHCTPYKUWA no NMPUMEHEHUNIO

CTeHT KOpoHapHbI Supraflex Ha cucteme gocTaBKM

CP\ m

a "o “UOAVRY

00 7-QPrav
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paboyero HaKOHeYHMKa HanpaBnAloLLEro KaTeTepa.
e lcnonb3oBaHWe KOpoHapHOro cteHToB Supraflex Ha NauMeHTax, UMeKLWMX U3BUTbIE COCYAbI, MOXET

MPUBECTU K MOBbLILEHHOMY PUCKY TPOMGO3a CTeHTa, 3M6ONM3aLUKU CTeHTa, MHMapKTa MUOKapAa,
UAn CMepTy.

MNMPEAYMPEXAEHWA

* Y6eauTtecb, YTO BHYTPEHHAA YNaKoBKa He 6blfia OTKPbITA WM NOBPEXAeHa, NOCKO/bKY 3TO MOXET
03HayaTb HapyleHne CTePUNIbHOCTH.

* lcnonb3oBaHMe HaCTOALLEr0 W3Aenus BfevyeT 3a COOOW PUCKKU, CBSI3aHHbIe C MpOLEAypoi
KOPOHApHOro CTEHTMPOBaHUSA, B TOM 4uc/e, NOLOCTPbIA TPOMO03, COCYAUCTbIE OCNOXHEHUS, U/unu
KpOBOTEYeHMe.

e Y nnu, cTpajalwuinx annepruein Ha KobanbT-XpOMOBbIA cnnaB L-605, mocne yCcTaHOBKWM CTeHTa
MOXET pa3BMTbCS anfiepruyeckas peakuus.

W3penne npegHasHavyeHo TONIbKO A1 OLHOKPATHOr0 MCMoJib30BaHMA. He ucnonb3oBaTb MOBTOPHO, He

nogsepratb MOBTOPHOVW 00paboTKe WA MNOBTOPHOW cTepunm3aumu. [1OBTOPHOE WCNO/MIb30BaHMe,

noBTOpHas 06paboTka UM cTepuamn3auma MOryT HapywWwnTb CTPYKTYPHYO LENOCTHOCTb M3Aenuns n/mnm

NPUBECTM K HEUCNpaBHOW paboTe M3[enusd, YTO, B CBOK OYepedb, MOXET HaHecTu yuepb nayueHTy,

JipHBecTH K 60ne3HM nan cmepTn nauueHTa. [NOBTOPHOE WMCMOMb30BaHWe, MOBTOpPHas 06paboTka unwu

NMOBTOPHAsA CTEPUIM3ALMNA TaKXKe MOTYT NPUBECTU K PUCKY 3arpA3HeHnsa n3genns n/mnm nHPeKLMoHHOro

NN NEePeKPecTHOro MH(EKLMOHHOTO 3apaXeHnsa nauneHTa, B TOM Yuciae, NOMMUMO MpoYero, K nepegave

NHDEKLUMOHHOTO(HbIX) 3aboneBaHMsa (3aboneeBaHuil), 0T OAHOrO nalMeHTa K APYromy. 3arpsisHeHue

N3LeNnNa MOXET HaHeCTM yulep6 naymeHTy, NPUBECTN K BONE3HN UM CMEPTU NauneHTa.

MEPOPAJIBHAA AHTUTPOMBOUNTAPHAA TEPATTNA

MpoaomkKeHne KOMOWHMPOBAHHON Tepanuu acnMpuHOM K Knonuaorpenom nocne YKB (4peckoXxHoe
BMELLATe/NIbCTBO) CHUXAET 4acTOTy OCYLLEeCTB/IEHUSA CepLeyvyHO-COCYLUCTbIX MPOTOKO/IOB, acnupuH B
[03UpoBKe 325 Mr B feHb Cnefyet NMPUHMMATbL B TeYeHWe He MeHee 3 MecAueB Mnocne MmnaaHtauuu
CTEHTa, NOC/Me Yero acnUpuH NauneHTy cnegyet NPUHUMAaTbL NOXKNU3HEHHO eXeJHEBHO B [03MPOBKe OT 75
[0 162 Mr. AHanormyHbiM 06pasom, KNonNuAorpen cnefyeTt NPUMeEHATb B TeYeHe He MeHee 3 MecsLeB B
[O31poBKe 75 Mr noc/fie MMmnaaHTauuu cTeHTa, U, B naeane, CPOKOM A0 12 mecaueB ANd NauneHTOB,
KOTOpble He MOABepXeHbl BbICOKOMY PUCKY KPOBOTEYeHW. YToObl CHU3WUTb 4acTOTy KPOBOTEYEHWA,
CBA3aHHbIX C ABOMNHON aHTUTPOMOOLWUTApPHON Tepanwei, Npu ANUTENbHOW Tepanuu peKOMeHAyeTcs
ANPUHUMATL acnUpUH B MOHWXEeHHOW pJo3upoBke (0T 75 po 162 Mr B JeHb). B cooTBeTcTBUMM C
npakTUYecKUMN pyKoBoAcTBaMU AMepuKaHCKoW konnerun kapguonoros (ACC) / AMepuKaHCKOWA
accoymauunm cepaua (AHA) / ObuiecTBa cepaeyHo-cocyanucToln aHrnorpagum n xupyprum (SCAI).

OuyeHb  BaXHO, 4YTOGbI  MauuWeHTbl  cob6nfann  MNocfeonepautmoHHble  peKoMeHZauun o
aHTMTpOoMbOLUTapHON Tepanuu. MpexxneBpemMeHHOe npekpatieHue Ha3Ha4YeHHOro
aHTUTPOMOOLMTAPHOTO MeAMKAMEHTO3HOrO JIeYeHUs MOXET MpuBecTU K 60nee BbICOKOMY PUCKY
Tpom603a, WH(apKTa Muokapga unm cmeptun. o YKB, ecnm 0Xupaetcs Xupypruyeckoe wunwu
CTOMaToM0rn4ecKoe BMeLLaTeNbCTBO, Tpebytouiee npexaespemMeHHOro npekpatleHuns
aHTUTPOMOOLMTAPHON Tepanuu, WHTEPBEHLMOHHbLIA KapAuMonor W nauueHT [O/DKHbI TWaTenbHO
06CyAMTb BOMPOC O TOM, AABMIAETCA NIN CTEHT U CBA3AHHAA C HUM pPeKOMeHAyemas aHTUTpombounTapHas
Tepanus noagxogawum soibopom UKB. Ecnn nocne UKB pekoMeHAyeTCA NPOBECTU XMPYPruveckoe unwu
CTOMaTONOrNYecKoe BMELLATENbCTBO, Tpebyloliee MPUOCTAHOBKM aHTUTPOMOOLMUTAPHOW Tepanuu,
PUCKWN ¥ NOMb3a AO/KHbI 6bITb COMOCTABNEHBI C BO3MOXHbIM PUCKOM, CBA3AHHLIM C NMPeXAeBPEMEHHbIM

npekpaweHneM aHTUTpOMBOLMTaPHONM Tepanuu.

Heobxoaumo Habnoaath 3a nayuMeHTaMu, KOTOPbIM TpebyeTcsi NpexAeBpeMeHHOe npeKpalieHue
aHTUTPOMOGOLMTAPHOW Tepanuu Ha (OHE 3HAUYWTEeNbHOr0 AaKTUBHOrO KPOBOTEYEHMS, Ha C/yyau
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BO3HWUKHOBEHUS CEPAEYHO-COCYANCTBIX OCMOXHEHWUA U, KaK TONbKO MX COCTOSIHWE CTaGUAM3MpYHoTCS,
KaK MOXXHO CKOpee BO306HOBUTb aHTUTPOMBOLMTAPHYIO TEPanuio Mo YCMOTPEHUNIO X Nevalnx Bpayeil.

BPAXUTEPAMNA

besonacHOCTb M 3aPeKTMBHOCTL CTeHTa Supraflex Ana nauveHToB, NpeABapuTeNbHO NpowefmnX
OGpaxuTepanuio NoOpaKeHHO obnactu cocyfa He OblAM onpegeneHbl. be3onacHOCTb M 3PHEKTUBHOCTb
NPUMEHeHnsa 6paxuTepanun Mpu IeYeHU MOBTOPHOrO CTEHO3a BHYTPWU CTEHTa MpW WCMOJib30BaHUU
cteHTa SUPRAFLEX He ycTaHoBneHbl. Kak cocyauctas 6GpaxuTepanusi, Tak u cTeHT Supraflex
N3MEHAIOT apTepuanbHOe pemofenpoBaHne, CUHEPru3m 3TUX [BYX METOLO0B JleYeHUs He Obin
onpeaeneH.

NCMOJZIb3OBAHWE COBMECTHO C APYT MW MPOLUEAYPAMWU

BesonacHoCTb ¥ 3(h(EKTUBHOCTb UCMOMb30BAHUS MEXaHUYECKUX aTepIKTOMUYECKMUX YCTPOICTB
(kaTeTepbl HanpaBNeHHO aTepaKTOMUW, KaTeTepbl BpaliaTe/ibHOW aTep3KTOMUM) UAWN KaTeTepoB ANS
Na3epHOI aHrMoNIacTUKM B COYETaHWUM C UMNNaHTauueld cteHTa Supraflex He ycTaHOBNEHbI.

N NP BEPEMEHHOCTWU

A[leKBaTHble W TUlATe/IbHO KOHTPO/MPYEMble WCCNEf0BAHUA Cpean 6OepemMeHHbIX WU MYXXYUH,
nnaHupyrWwmx 3avatb pebeHka, He npoBoaunuch. [leped MpoBefeHVWEM MMMNAAHTaUUM CTeHTa
SUPRAFLEX u B TeueHue 12 Hepenb nocfie npoueaypsl cnefyeT NpUMeEHATb 3PHEKTUBHbIE MeTOAbI
KOHTpauenuuu. Mmnnantauma cteHTa Supraflex Bo Bpems 6epeMeHHOCTM NPOBOAUTCA TO/MIbKO B TOM
C/lyyae, eciv BO3MOXHble NMpenMyLLecTBa MepeBellnBaloT NOTEHLNANbHbIE PUCKU ANA 3MOPUOHA UK
nnoja.

NCIMOJZIb3BOBAHUWE B NEPNOA TPYAHOIO BCKAPMAVNBAHWNA

B AaHHOM cnyuyae cnefyeT CAenaTb BbI6Op MeXAy MpeKpaweHneM rpygHOro BCKapMWBaHUS U
MMMNaHTauueld CTeHTa, NPUHUMas BO BHUMaHWe BXHOCTb YCTAHOBKU CTEHTA f/1 MaTepu.

NCIMOJIb3OBAHWE B MEANATPNN

ABbe3onacHocTb U 3h(heKTUBHOCTb cTeHTa Supraflex gnd naunMeHTOB [eTCKOro Bo3pacTa He Obiin
onpegeneHsbl.

NCIMOJIb3OBAHWE B TEPUATPUN

B pe3ynbTaTe KNMHUYECKMUX UCMbITAHNIA KOPOHAPHOTO CTEHTA 13 KOGaNbT-XPOMOBOIO CN/aBa, pasnnymni
MeXay 6e30MacHOCTbH M 3((hEeKTUBHOCTLIO BO3AECTBMSA HA NaLWEHTOB B BO3pacTe 65 NeT U MONOAbIMY

NOAbMUN He 6blNI0 06HAPYXEHO.

XAPAKTEPNCTUKW MOPAXEHUNA/COCY A

BesonacHoCTb U 3((heKTUBHOCTb KOPOHApHOro cTeHTa, Supraflex He OblM  ycTaHOBNEHbl ANA

cnefytowei rpynnbl HaceNeHus:

o [laumeHTbl, MMetoL e TPOM6ObI B MecTe NOpaXKeHWs cocyfa.

o [layneHTbl C JONXKHBIM ANAMETPOM KOPOHapHO apTepumn < 2,00 Mmm unu >4,50 mm.

e [launeHTbl C NOpaKeHUAMU fIEBOI rN1aBHOW KOPOHApPHOW apTepun, NOPaXKeHUSAMU KOCTHOI TKaHW,
NN NopaxeHnamm B 061acTn 6uypkaumy apTepun.
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MpOBOAHMKOBBIN KaTeTep

PacueTHOe gaBneHwe paspbiBa: 16 6ap; PAP; 14 6ap gna 6a110H0B
AnameTpoM 4,0 MM 1 4,5 ¢ npu g/inHe 6an1oHa > 20 MM
5 Fr -coBMeCTUMBblIi

[nameTp NpoBO/IOYHOr0 HanpasUTeNs 0,014 groiimos(x 0,01aMm)

KonnyecTtso
H/L
2-3
1000 en/500 cm®
1

1

H/L

H/0

HEOBXOAMMbBIE MATEPUVA/bI
Martepuan

Moaxoaawnii(ne) HanpasnsaoLwmnii(ne) katetep(bl)

Wnpuysl 10-20 cm®

CTepusibHbIN renapuHU3NpPoBaHHbIi (r3nonornyeekmnii pactsop (HepNS)
MpoBonoYHbIN HanpasuTens 0,014 4 x 175 cM (MUHUMabHAA 4/IMHA)

MOBOPOTHLIA FEMOCTATUYECKWIA KnanaH C MUHUMa/bHbIM BHYTPEHHUM
AvameTpom 0,096 proiima

KOHTpacTHOe BeLLEeCTBO, pa3BefeHHOe HOPMa/lbHbIM (PU3PacTBOPOM B
nponopuun 1:1

LLUnpuy-maHomeTp

3anopHsbIii KpaH (MUHUMYM 3-X00BOW)
MoBOPOTHOE YCTPOWCTBO

NHTpoAyKTOp ANS NPOBOMIOYHONO HanpaBMTENS

COOTBETCTBYHOLIME  aHTUKOAryNMsALMOHHbIE U aHTUTPOMOOLMTapHbIe
npenaparbl

MPOMbBIBKA NMPOCBETA NMPOBOJZTIOYHOIO HATIPABUTE/A

1 CHvMWTE 3aLLMTHbIA KONAYoK C paboyero KoHua.
2. TlpomoiiTe NpPOCBET NPOBO/IOYHOIO HanpaBUTENS renapuHU3NPOBaHHbIM (PU3PACTBOPOM [0
Tex Mnop, NOKa >XMAKOCTb He BbINAET Yepe3 BbIXOAHOM XeNnoboK HanpaBuTens.

Lar

MOArOTOBKA CUCTEMbI 4OCTABKW
[OeicTeune

XKenatenbHO 6epeyb CTEHT OT KOHTaKTa C KaKOM-Mbo >KMAKOCTbLHO.
O[fHaKo ecnn CTeHT HeO6XO0AMMO MPOMbITL (PM3PAcTBOPOM, TO 3TO Hajo
cenatb B TeUEHME OrpaHNYeHHOro BpeMeHU (He 6onee 1 MUHYTGI).
MoAroToBbTe  LUMPUL-MAHOMETP/WLNPUL, C PacTBOPOM  KOHTPAaCTHOro
BeLLeCTBa.

MoacoeguHnTe  LWNPUL-MaHOMETP/WINPUL, K 3aMOPHOMY  KpaHy;
MOACOEAMHNUTE KpaH K OTBEPCTU0 Ans HagyBaHus. He crubaiite
NPOKCUManbHy0 4YacTb Hypotube npu NOACOEAVMHEHUWM K  LUMPULY-
MaHoMeTpy/Lwnpuuy.

PacnonoxmTe cucTemMy 4OCTaBKM BEPTUKaAIbHO, paboyurM KOHLOM BHU3.
OTKpOi1Te 3anopHbIi KpaH B HarpaB/eHNM CUCTEMbI CTEHTA; NOLAEPXKUTE
oTpuuaTensHoe pAaeneHve 15 ceKyHf, 3aTeM  Mepek/ouynTe  Ha
HenTpanbHOe AaBneHne Ans 3ano/HEHNS KOHTPACTHLIM BELLECTBOM.
3aKpoiiTe 3anopHbIN KpaH; yaanuTe 13 LWnpuua-MaHoMeTpa/lwnpuruya Becb
BO3AYX.
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aHruorpauyecknx npouegyp. 09  [AOCTMDKEHWA  Hau/ydllero pesysnbrarta
CYXXEHHBbIA CerMeHT apTepun A0/HKeH ObiTb MOMHOCTBIO MOKPbLIT CTEHTOM. N4
NpaBW/IbHOM OLEHKM AuamMeTpa MOMHOCTbI0 PacKpbITOrO CTEHTa B CPaBHEHUWU C
MPOKCUM&/IbHBIM M AUCT&/IbHBIM ~ AMaMEeTPaMn  KOPOHApPHOW  apTepumn  MOXET
noTpeboBaTbLCA NPOBEAEHME PEHTIEHOCKOMMYECKOro obcnefoBaHns. OnNTumaibHoe
packpbITne TpebyeT, YTOObl CTEHT MOIHOCTLIO COMpPUKAcanca CO CTEHKON apTepuun.
KOHTaKT CTeHTa CO CTEHKOI cocyfa NpoBepsieTcs CTaH4apTHON aHruorpadguen nm
NHTpaBacKynapHbiM Y3,

Ecnu TpebyeTca onTuMmm3aums pasmepoB/anno3vuyn CTeHTa, MogaiTe Bhepes
6annoH CUCTEMbI AOCTAaBKM WIN PYroi 6anioHHbIA KaTeTep BbICOKOrO AaBNeHWs
HY)KHOrO pasmepa B CTEHTMPOBAHHbLIA Y4acTOK MpW MOMOLM CTaHAAPTHbIX
aHruorpaguyecknx npoueayp.

MPOUEAYPA U3BNEYEHWNA

LWar [OelictBue
1 Y6enutech, 4To 6asfIoH NOMHOCTBLIO CAYT.
2 MONHOCTbLIO OTKPOWATE MOBOPOTHBIA FEMOCTATUYECKUIA KanaH.
3 CoxpaHsist MOMOXKEHMe HanpaBUTeNs W OTpuLAaTeNbHOE AaBMEHVE B LUNpULE-

MaHOMETpPE, U3BNEKNTE CUCTEMY [OCTaBKW.
MPUMEYAHWME: Ecnn npu [ocTyne K 06nacTvi MOpPaKeHWs wan  npu
N3B/IEYEHUN CUCTEMbI [OCTaBKW MOC/e WMMMIaHTaUMM CTeHTa 4YyBCTBYeETCH
Heobbl4HOE COMPOTUBI/IEHNE, TO BCHO CUCTEMY HYXXHO M3B/EYb LIE/IMKOM KakK
eanHoe uenoe. CrneuunanbHble UHCTPYKUMM MO YAaNeHU0 CUCTeMbl [0CTaBKM
yKazaHbl B pasfene «Mepbl  NPefoCTOPOXHOCTM — MPU  M3BEYEHUU
CTEHTa/CUCTEMBI».

4 3aKpoliTe MOBOPOTHLIA remMocTaTUYeCKUIA KanaH.

IMOBTOPHO BbLINOMHUTE aHrMOrpPatuIo NS OLEHKU COCTOAHUA CTEHTUPOBAHHOIO

yyactka. pn Heo6XoAMMOCTW BbIMOMHWUTE PacLUMpPEHe BHYTPU CTeHTa. [Mpw

pacLUMpPEHUN HYXXHO WCMOMb30BaTb OasfioH, MOAXOAALWMIA N0 pasMepy K

[mameTpy cocyga.

6 KOHeuHbIn arameTp CTeHTa JO/IKEH COBMafaTh C AO/IKHbIM AMaMeTpoOM COCy/a.
YBEOWTECH, YTO CTEHT NMOJIHOCTbIO PACLUVNPEH.

NHPOPMALUNA OB NCCNEAOBAHNAX IN VITRO

Aasnenne 500 225 250 275 3.00 3.50 4.00 4.50

(aTM) MM MM MM MM MM MM MM MM
6 2.00 2.25 2.50 2.75 3.00 3.50 4.00 450
8 2.04 231 2.54 2.83 3.09 3.59 4.07 4.59
10 2.08 2.35 2.57 2.86 3.14 3.67 4.11 4.68
12 2,13 2.39 2.60 2.89 3.18 3.70 4.14 476
4.18 4.85
14 2.17 2.43 2.62 291 3.21 3.74 " *
16 2.21 2.48 2.64 2.94 3.25 3.78 4.23 493
18 2.25 2.52 2.67 2.97 3.28 3.82 4.31 4.99
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CERTIFICATE OF GOOD MANUFACTURING PRACTICES FOR PHARMACEUTICAL PRODUCTS
PEOPLE’S REPUBLIC OF CHINA

ettt ieR, =FJ20150024

M anufacturer PuLlw Kerul Phamuccutiol Co.J4d.
n n::
Address:
Itt» LL?AuU. PXK «*«

Soope of Inspection:  Nelsiifi»3donierti.S>aiM AMyra[)to” OnlSuliiltaB

T, LML { LT TLLLLITLL)

w > W o

This is to certify that the above-mentioned manufacturer complies with the
requirements of Chinese Good JSAarufedtuning Practices for Pnammaceutim
Products.

2020¥% o8 /21 03 H

This certificate remains valid until 03/08/2020
I By .vsl>'/2q :
Datefor Issuing 04H08/2015 2 (] H

PRINTED BY STATE FOOD AND DRUG ADMINISTRATION
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Material Safety Data Sheet
L roEWTIFICATIOH OF SIJ.8STAMCE: KT i \g|
g

Trade name; Sroiimus
Manutacturer/Supplier: /
Fujian Kerui Phaxmaceulicai Ca.. Ltd.

Yuanzai Industrial Area

Haikou, Fuqing, 350313, CHINA

86-59!-83478802 Fax; 86-591 .-83441193

E-mail: fim@pub3.fz..fj.cn

2- CQMPOSmMO.W/PATA ON COMPOWIIINTS:

Chemical Name; Sirolimus

Synonyms; Rapamycin

Hazardous ingredient; Sirolimus

Molecular Weight: 914.19

Molecular Formula: CsiH79N Oo

3. HA.ZAM>S .TOEMTLLCAT10.M.:

Hazard Description: potent immunosuppre.seiit; may cause irritation to eyes, skin, mucous
membranes

4 FIRST AID MEASURES:

After Inhalation: if inhaled, remove 10 fresh air; if fanrathing is difficult, give oxygen; if breathing

stops, give artificial respiration

After skin contact; flush with copious amount;: of water; remove contaminated clothing and shoes;
call a physician

After eye contact: check for and remove contact lenses and flush with copious amounts of water,
assure adequate flushing by separating the eyelids with fingers; call a physician

After swallowing; if swallowed, wash out mouth with copious amounts of water, call a physician
5. FIRE FIGBnriNG MEASURES:

Suitable extinguishing agents: water spray, carbon dioxide, dry chemical powder or foam.
Protective equipments; wear self-contained breathing apparatus and protective clothing to prevent
contact with skin and eyes.

Unusual fire hazard; none known

6. ACCIDENTAL .RELEASE MEASURES:

Person-related safety precautions: cordon off area of spill; wear self-contained breathing
apparatus, protective clothing and heavy rubber gloves

Measures for cleaning/collecting: absorb solutions with finely-powdered liquid-binding material
(diatomite, universal binders); decontaminate .surfaces and equipment by scrubbing with alcohol;
dispose of contaminated material according to Section 13

r HANDLINGAND STORAGE:

Information for safe handling: avoid inhalation and contact with skin, eyes, and clothing; material
may be an irritant

Storage; store solid and solutions at 4-20 'C

8. EXPOSURE CONTROLS AND PERSONAL PROTECTION:

Personal protective equipment as follows:

Breathing equipment: respirator

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Protection of hands: chemical-resistanl rubber :i<ves

Eye protection: chemical safety gOgGIES ... coiit ot e e
9. PHYSICM.ANP CIffiMICAL m O g~ LgSSj

Form: solid pdwder

Color; white to otT-White

Melting point/Melting range: 183-185°C

Danger of explosion; none

Solubility in/ Miscibility with water; not soluble

Solvent content: none

Organic solvents: soluble in P MSQj"r*niethtmcU

M. STABILITY ANPREACTIWIT:

Stability: stable if stored as direcled; avoid stixaig oxidizing agents

Thermal decomposition/condibons to he avouiod; protect from light and heat
Dangerous prexiucts of decomposition; thermal decomposition may produce toxic gases such as
carbon monoxide, carbon dioxide, and nitrogen oxide s
11. TOXICOLQGICA.L IMFOEMATIOAN.

Acute toxicity; LDsot 2500mg/kg(m.ouse p.o.), 568.9mg/kg(mouse i.p.)

Primary irritant effect:

On the skin; may be harmful

On the eye: may be an irritant

12. yrOLOGICAL INFORMAIjiM i
General notes; no data available

13. DISPOSAL COWSroERA1.'10.N:

Dispose of in accordan.ee with pf~raiiing coiintp/. federaf, state and local regulationg®

14. TRANSPORT B/101LL, .LLL,0W:

Proper shipping name; none

Non-Hazatdous for transport: this sutrstance is considered to be non-hazardous for transport
IATA class:

Proper shipping name: none
15. RF.CULATI10NS:
Code letter and 1u>ké designation of product;

Hazard4 letermining components of labeling:
Risk phrases: may be irritating to eyes, skin and respiratory system
Safety phrases: in case of accident, flush eyes or skin with copious amounts of water, remove

contaminated clothing and shoes: call a physician —

16. DTHRR INFORMATIONj
The above information is believed to be correct based on our present knowledge but does not

purport to be complete. For research use only by trained personnel. The burden of safe use of this
material rests entirely with the user. Fujian Kerui Pharmaceutical Co., LTD disclaims all liability

for any damage resulting from use of this material. —
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Safety Data Sheet

PURASORB' PL

1. IDENTIFICATION OF THE
SUBSTANCE/MIXTURE
AND OF THE
COMPANY/UNDERTAKING

2. HAZARDS
IDENTIFICATION

purac

Rev. No. I/August 16, 2011

Product name PURASORB® PL
EINECS Number Polymer

Relevant identified uses of the substance or mixture and uses advised against
Application of the substance / the preparation
Polymer for medical applications

Details of the supplier of the safety data sheet
Manufacturer/Suppiier Purac Biochem
Arkelsedijk 46
4206 AC Gorinchem
The Netherlands
Tel: +31-183-695695
i Fax: +31-183-695604
Information t.van.dongen@purac.com

Emergency teiephone number
see: manufacturer/supplier
Tel: +31-183-695695 (Purac Biochem, The Netherlands)

Classification of the substance or mixture
Classification according to Regulation (EC) No 1272/2008

The substance is not classified according to the CLP regulation.

Label elements
Labelling according to Regulation (EC) No 1272/2008

Void.

Hazard pictograms
Void.

Signal word
Void.

Hazard statements
Void.

Information pertaining to particular dangers for man and environment
Adverse effects on human health or the environment are not expected under normal
use.

and obligation of anyone purchasing these materials for such applications. Purac specihcaiiy warrants that its materials will c<M)form to its internal specifications and/or specifications otherwise
expressly agreed upon with purchaser. The foregoing warranty is given in lieu of any and ail other warranties of any kind, and Purac grants no other warranties, whether written or oral, express or
implied by statute or otherwise regarding their quality, merchantability or fitness for any purpose. Purac's liability under its warranty shall be limited to a refund of the purchase price.

www.purachblomaterlals.com

page 1/8

Purac Biomaterials: bringing your ideas to life

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Safety data sheet

PURASORB® PL

3. COMPOSITION /
INFORMATION ON
INGREDIENTS

4. FIRST AID MEASURES

Other hazards
gg_?_ults of PBT and vPvB assessment

Not applicable.

vPvB
Not applicable.

Chemical characterization: Substances
Poly [(3S-cis)-3,6-dimethyl-1,4-dioxane-2,5-dione]

CAS No. Designation
33135-50-1

Identification number(s)
EINECS Number

Polymer

Description of first aid measures
Generai information
No special measures required.

After inhalation
Not applicable.

After skin contact
Instantly wash with water and soap and rinse thoroughiy.

After eye contact
Rinse opened eye for several minutes (~15 min.) under running water. If symptoms
persist, consult doctor.

After swallowing

If swallowed, do not induce vomiting. Get medical attentions.

The stomach should be emptied by gastric lavage under qualified medical
supervision.

Information for doctor
Most important symptoms and effects, both acute and delayed
No further relevant information available.

Indication of any immediate medical attention and special treatment needed
No further relevant information available.

Determining the suitability of these materials forany medical or pharmaceutical products applications, and complying with the iega! requirements for any such appMcaticms, ere the sole responsibility
and obligation ot anyone purchasing these materials for such applications. Purac specihcaity warrants that its materials wifi conform to its internal specifications and/or specifications otherwise
expressly agreed upon with purchase»'. The foregoing warranty is given in lieu of any and aii other warranties of any kind, and Purac grants no other warranties, whether written or oral, express or
implied by statute or otherwise regarding iheir quality, mercharttability or fitness for any purpose. Purac's liability under its warranty shall be limited to a refund of the purchase price.

www.purachiotnaterials.com

page 2/8

Purac Biomaterials: bringing your ideas to life IS.
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Safety data sheet

PURASORB® PL

FIRE-FIGHTING Extinguishing media
MEASURES Suitable extinguishing agents
Water
C02 Foam

For safety reasons unsuitable extinguishing agents
None.

Special hazards arising from the substance or mixture
None.

Advice for firefighters

Protective equipment

Use personal protective equipment.

Do not inhale explosion gases or combustion gases.

6. ACCIDENTAL RELEASE Personal precautions, protective equipment and emergency procedures
MEASURES Wear protective equipment. Keep unprotected persons away.

Environmental precautions
No special measures required.

Methods and material for containment and cleaning up
Collect mechanically.
Send for recovery or disposal in suitable containers.

Reference to other sections

See Section 7 for information on safe handling.

See Section 8 for information on personal protection equipment.
See Section 13 for information on disposal.

7. HANDLING AND STORAGE Handling
Precautions for safe handling
Prevent formation of dust.
Handle under protective gas.

Conditions for safe storage, inciuding any incompatibilities
Storage

Requirements to be met by storerooms and containers
Store closed package in a freezer.

Information about storage in one common storage facility
Not required.

Further information about storage conditions
Store under nitrogen.

Protect from humidity and keep away from water.
Specific end use(s) No further relevant information available.

Determining the suitabiiity o i these materiels for any medical or pharmaceutical products applications, and complying with the legal requirements for any such applications, are the soie responsibiiity
and obligation of anyone purchasing these materials for such applications. Purac specihcaliy warrants that its materials win conform to its Internal specincatlons and/or speciffcations otherwise
expressly agreed upon with purchaser. The foregoing warranty is given In lieu of any and ait other warranties of any kind, and Purac grants no other warranties, whether written or oral, express or
implied by statute or otherwise regarding their quality, merchantability or fitness for any purpose. Purac's liability under its warranty shall be limited to a refund of the purchase price.

www.purachiomaterials.cotn
page 3/8

Purac Biomaterials: bringing your Ideas to fife
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Safety data sheet

PURASORB® PL

8. EXPOSURE CONTROLS / Additional information about design of technical systems
PERSONAL PROTECTION No further data; see Section 7.
Control parameters
None.

Components with limit values that require monitoring at the workplace
Not required.

Exposure controls

Personal protective equipment

General protective and hygienic measures

The usual precautionary measures should be adhered to general rules for handling
chemicals.

Breathing equipment
Not necessary if room is well-ventilated.

Protection of hands

The glove material has to be impermeable and resistant to the product/ the
substance/ the preparation.

Due to missing tests no recommendation to the glove material can be given for the
product/ the preparation/ the chemical mixture.

Selection of the glove material on consideration of the penetration times, rates

of diffusion and the degradation.

Material of gloves
The selection of the suitable gloves does not only depend on the material, but
also on further marks of quality and varies from manufacturer to manufacturer.

Penetration time of glove material
The exact break through time has to be found out by the manufacturer of the
protective gloves and has to be observed.

Eye protection
Safety glasses.

Body protection
Light weight protective clothing.

9. PHYSICAL AND CHEMICAL Information on basic physical and chemical properties
PROPERTIES General Information

Appearance
Form granulate
Colour white
Odour odourless
Odour threshold not determined
pH-value not applicable

DeEtgrmining the suitabtHty of these materials for any medical or pharmaceutical products applications, and compiyin? with the legal requirements for any such applications, are the sole responsibility
and obligation of anyone purchasing these matertals for such applications. Purac specifically warrants that its materials will conform to its internal specifications arwS/or specifications otherwise
expressly agreed upon with purchaser. The foregoing warranty is given In lieu of any and alt other warranties of any kind, and Purac grants no otoer warranties, whether written or oral, express or
implied by statute or otherwise regarding their quality, merchantability or fitness for any purpose. Purac's liability under its warranty shall be limited to a reftind of toe purchase price.

www.purachiomaterlals.com
page 4/8

Purac Biomaterials: bringing your ideasto life
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Safety data sheet

PURASORB® PL

Change in condition

Meiting point/Meiting range
Boiling point/Boiling range
Flash point

Inflammability (solid, gaseous)

Ignition temperature
Decomposition temperature
Self-inflammability

Danger of explosion

Critical values for explosion
Lower

Upper

Vapour pressure

Density at 20°C

Relative density

150-200 °C
not applicable
not applicable

product is not easily

inflammable

not determined
not determined
not determined

dust can form explosive
mixtures with air

not determined
not determined
not applicable
1.24 g/cm3

not determined

Vapour density not applicable
Evaporation rate not applicable
Solubility in / Miscibility with Water insoluble
Partition coefficient (n-octanol/water) not determined
Viscosity

Dynamic not applicable
Kinematic not applicable

Other information
No further relevant information available.

10. STABILITY AND Chemical stability
REACTIVITY Decomposes in contact with water. Hydrolyses to lactic acid.

Thermal decomposition / conditions to be avoided
No decomposition if used according to specifications.

Possibility of hazardous reactions
No dangerous reactions known.

Conditions to avoid
No further relevant information available.

Incompatible materials
Water
Moisture

Hazardous decomposition products
Carbon monoxide and carbon dioxide.

Determining the suitability of these materials for any medical or pharmaceutical products applications, and complying with the legal requirements for any such applications, are the sole responsibility
and obilgaticn of anyone purchai®ng these materials for such applications. Purac specihcafiy warrants that its materials will conform to its internal specihcations and/or spediteations otherwise
expressly agreed upon with purchaser. The foregdng warranty is given in ileu of any and aii other warranties of any kind, and Purac grants no olller warranties, wheUier written or oral, express or
Implied by statute or otherwise regarding th”~r quality, merchantability or htness for any purpose. Purac's liability under its warranty shall be limited to a refund of the purchase price.

www.purachiomaterials.com
page 5/8

Purac Biomaterials: bringing your Ideasto Iif
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Safety data sheet

PURASORB® PL

11. TOXICOLOGICAL
INFORMATION

12. ECOLOGICAL
INFORMATION

Information on toxicological effects
Acute toxicity
No adverse effects observed.

Primary irritant effect
On the skin

No irritant effect.

On the eye

No irritant effect.

Sensitization
No sensitizing effect known.

Other information (about experimental toxicology)
Not available.

Aquatic toxicity
No further relevant Information available.

Persistence and degradability
Hydrolyses to lactic acid which is readily biodegradable.

Behaviour in environmental systems
Bioaccumulative potential
Decomposition in contact with water.

Mobility in soil

No further relevant information available.

Additional ecological information

General notes

Negative ecological effects are, according to the current state of knowledge, not
expected.

Water hazard class 1 (German Regulation) (Self-assessment): low hazard to waters.

Results of PBT and vPvB assessment
PBT
Not applicable.

vPvB
Not applicable.

Other adverse effects
No further relevant information available.

Determininj the suitability of these materials for any medical or pharmaceutical products applications, and complying with the legal requirements for any such applications, are the sole responsibility
and obligation of anyone purchasing these materials for such applications. Purac specifically warrants that its materials will conform to Its Internal specifications and/or specifications otherwise
expressly agreed upon with purchaser. The foregoing warranty is given in lieu of any and ail other warranties of any kind, and Purac grants no other warranties, whether written or oral, express or
implied by statute or otherwise regarding their quality, merchantability or fitness for any purpose. Purac's liability under Its warranty shall be limited to a refund of the purchase price.

www.purachiomaterlals.com
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Safety data sheet

PURASORB® PL

13.DISPOSAL
CONSIDERATIONS

14. TRANSPORT
INFORMATION

15. REGULATORY
INFORMATION

16. OTHER INFORMATION

Waste treatment methods
Recommendation
Remove in accordance with the local official recommendations.

European waste catalogue
16 05 09 discarded chemicals other than those mentioned in 16 05 06, 16 05 07
or 16 05 08

Land transport ADR/RID
ADR/RID Class

Maritime transport IMDG
IMDG Class

Marine pollutant
No.

Air transport ICAO-TI and IATA-DGR
ICAO/IATA Class

UN "Model Regulation™

Special precautions for user
Not applicable.

Transport/Additional information
No dangerous good according to international transport regulations.

Transport in bulk according to Annex 11 of MARPOL73/78 and the IBC Code
Not applicable.

Chemical safety assessment
A Chemical Safety Assessment has not been carried out.

This data is based on our present knowledge. However, it shall not constitute a
guarantee for any specific product features and shall not establish a legally
valid contractual relationship.

Abbreviations and acronyms

ADR: Accord europeen sur le transport des marchandises dangereuses par Route
(European Agreement concerning the International Carriage of Dangerous Goods by
Road).

Determmmes the suitebility of these metertals (or any medical or pharmaceutical products applications, and complyinp with the teaal requirements for any such applications, are the sole responsibility
and obligation of anyone purchasing these materials for such appitcations. Purac specifically warrants that its materials will conform to its internal specifications and/or specifications otherwise
expressly agreed upon with purchaser. The foregoing warranty is given in iieu of any and ail other warranties of any kind, and Purac grants no other warranties, whether written or oral, express or
implied by statute or otherwise regarding their quality, merchantability or fitness for any purpose. Purac's iiabitity under its warranty shafl be limited to a rehind of the purchase price.

www.purachiomaterlals.com

page 7/8

Purac Biomaterials: bringing your ideas to Rfe
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Safety data sheet

PURASORB® PL

RID: Reglement international conceiroint le transport des niarchandiseTd”ngeneL""
par chemin de fer (Regulations Concerning the International Transport of Dangerous
Goods by Rail).

IMDG: International Maritime Code for Dangerous Goods.

IATA: International Air Transport Association.

IATA-DGR: Dangerous Goods Regulations by the "International Air Transport
Association" (IATA).

ICAO: International Civil Aviation Organization.

ICAO-TI: Technical Instructions by the "International Civil Aviation Organization
(ICAOQ).

GHS: Globally Harmonized System of Classification and Labelling of Chemicals.
EINECS: European Inventory of Existing Commercial Chemical Substances.
CAS: Chemical Abstracts Service (division of the American Chemical Society).

Determmme the suttabtfity of these materials forany medical or pharmaceutical products applications, and complvinp with the legal requirements for any such applications, are the sole responsibility
and obligation of anyone purchasing these materials for such applications. Purac specincally warrants that its materials wiH conform to Its internal specifications and/or specifications otherwise
expressly agreed upon with purchaser. The foregoing warranty is given in lieu of any and ail other warranties of any kind, and Purac grants no other warranties, whether written or oral, express or
implied by statute or otherwise regarding their quality, merchantability or fitness for any purpose. Purac's liability under its warranty shall be limited to a refund of the purchase price.

www.purachiomateriais.com
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PUIMSORB® PL

HessaHvie mpogyKTa PURASORB®PL
I. UAbINTNOUKALNA
BKLHC'1BA/COENNLIHNNA W Hovep EINECS: Mwvep
CBEJEHMVS O P
KOMMAT TMH/T1IPHA11PUA TUWN YCTaHOB/EHHBbE (ﬁﬂaCTI/I I'IpI/IIVE‘I-EHVIFl BeLLECTBa wm CVECU
HEPEKOVEHIOBaHHbE 00/1aCTV MPUVEHEHIS
[MpriveHeHVe BeLLECTBA / Mperiapara
Mwvep /A MEIMLIHCKOTO MOVIVEHEHVA

MoppoGHbE CBEOEHIA O MOCTABLLYIKE MacriopTa 6e30racHoOCTU
[MpovBBOAHTENL/MOCTABLLMK Mypax Broxem (Purec Biochem)
K46, 4206 AC I'oprHxem,
I (Arkelsediijk 46, 4206 AC
CGorinchem the Netherlanc)
Ten.:+31-183-695695
darc: +31-183-695604

ViHdhopnviaLys t.van.dongen@purac.com
Tene(mH LS8 MpYeViaL SKCTPEHHDB X COOOLLEHMIA:

OML: MPOVBHOIUTE I/ MOCTaBLLYIK
Ten +31-183-695695 (IMypak Broxem (Purac Biochem), HinepreHb )

2. UOEHTUGUKALLAS KraccudwikaLyist BeLLECTBA Wi GVECH
OMNACHOCTE Kriacovdqwikawyst B cootseTcTBim € persiaveHToM (EC) Ne 1272/2008
BelLECTBO He KMacoLYADYETCA B COOTBETCTBAM C [er/iaveHTom CLP.

MEVEHTLI MaPKPOBKA
MBpKVPOBKa B COOTBETCTBIM C persiaveHToM (EC) Ne 1272/2008
OrcyTciByeT.

[MKTOrpaMMVib | OMlaCHOCTU
OrcyTciByeT.

CvIrHaribHoe ¢roBo

OrcyTeTByer.
Kparkve XapaKTepyCTYKA OMacHOCTU
OrcyTeiByeT.

,  KaCaloLLpACA KOHKPETHBLIX OMacHOCTeN 19 YenoBeka U

ViHdhopviaLys
OKPYM@HOLLEV Cpefibl
HeGrarompVATHLE MOCIEACTBAS [/191 300P0BES YE/IOBEKA WA OKDYMAHILLEA el
He OK/GAKOTCA MoV HOPVEVBHOM VO 30BaH/M.

OnpegeneHne NPUroAHOCTY 3TUX MaTepUanoB A4S MOBbIX MEAULMHCKUX UM (hapMaLeBTUYECKWX MPenapaToB W COG/I0AeHMe NPaBOBbIX TPe6OBAHNI 4151 MO6bIX
Tafux 3asBNeHWI SIBNSETCS UCK/IIOUUTE/bHON OTBETCTBEHHOCTBIO W 06S3aHHOCTLIO /UL, KOTOPOE 3aKyraeT 3TV MaTepuanbl A4S Takux npumeHeHwid. KomnaHus
«TTypak» (Purac) 0co6biM 06pa3oM rapaHTUpyeT, YTo MaTepuanbl GyfyT COOTBETCTBOBATb BHYTPEHHWM CMELM(UKALMAM WM XapakTepucTukam, KOTopble B
NPOTUBHOM C/lydae MPSMO COTNAcoBaHbl C MOKyraTeneM. BbileyrnomsiHyTas rapaHTusi NpefocTaBaseTcs BMECTO /to6bIX APYriX rapaHTMii NH06oro xapaktepa, u
KoMNaHus «[ypak» (Purac) He [aeT HUKAaKUX APYTWX rapaHTuid, MUCbMEHHbIX WK YCTHbIX, MPAMbIX UAM MOAPA3yMeBAeMbIX 3aKOHOM, WM WHbIM 06pasoM B
OTHOLLEHWW KA4ecTBa, KOMMEPUYECKOro MPUMEHEHMs MW NPUTOAHOCTU NS KaKOWH-1M60 uenn. O6s13aTeNbeTBO KoMMaHuu «Typak» (Purac) B OTHOLLEHWW rapaHTum
OrpaHNYMBaETCs BO3MELLEHMEM LieHbl MOKYMKY.

www.pmacbiomaterials.com cTpaHuya 1/8
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[MacnopT 6e30MacHOCTL BeLLecTBa
PURASORB® PL

Mpo4ve prckn
PBT (CBT) nvPvB (0Cob
E%Q%Tgnrbl oLeHk1 PBT (CBT) n (0Cob)

He moveravo.

VPVB (0CoB)

He mvveravo.

3. COCTAB /
VH®OPMALIS OB X/MVHECKas XapaKTepVCTUKa: BellpcTa
VHIPEAVEHTAX Mo [(38-Lyc)-3,6-AVeTW 1 4-/oKCaH-2,5-/oH]

CAS-Homep O603HaueHIe

33135-50-1

oeHTgwIKaLyIOHHL A HOVED

Hovep EINECS:

Mmwvvep

o OrmcaHve MePBOI MOMO
4. M-Pb | LLEPK) nomowupy O6LLpA VII-I(*NESIVBLW -

Karve-rv0 CrewyarbHb E VeI He TReOyroTCs,

I‘pxl BbXaHUN
He moveravo.

o1 norigfaHMn Ha, KoKy
HeMEA/IEHHO W TLLETE/HO MPOVIOIATE BOJOV C MboM

[pv norgaHVK B I7esa
Moovoiire OTKOLITLIA TES B TeUeHVE HECKIBKVX MAHYT (~ 15 MH) nog

MPOTOHHOV BOOO. EC/M cVITTOVB | BCE ELLE MVCY TCTBYHOT, OOPETUTECH K BIBYY.

Moy NporiaTbBaHN
Mv mpoarbBaH He BbBbBAiTe pBOTY. OOpaTMTECL 3 NEOVLIVIHCKON

MOVOLLBQ
HeymoK  HeoOXoMO  MPOVBITL M0, HAOMKQIEHVEM KBV LWA0BaHHOMO
MEIVLIHCKOIO CrELarvcTa.

VindhopivaL i Bpasia
Havb6oree BakHbE CMITTOMbI M 3qupeKTbl, KaK OCTPbE, TaK Y 3aVeL/IeHHbE

Karast-/00 [arbHELLBS COOTBETCTBYHALLES! VHIDPIVBLYS HEJOCTYTHA,

YKagaHA 0 HeoOXOOMMOCTU  HEVEL/IEHHOA MEOMLMHCKOA MOMOLLN U1
CreLyia/bHOr0 JieHeHIis

Karast/ /00 JarbHe LB COOTBETCTBYHILLES VHIOPVBLYIA HEOCTYTHA.

OnpegeneHne NPUrOAHOCTU 3TUX MaTepuanoB Ans Nto6bIX MeAVULMHCKNX 1Unn thapMaLieBTUYeCKWUX NpenapaTos W cob6tofeHe NpaBoBbIx TpeGoBaHWiA Ans Ntobbix
TakuX 3asBNEHUIA ABNAETCA UCKMIOUNTENBHOW OTBETCTBEHHOCTbIO N 06R3aHHOCTLIO NMLA, KOTOPOE 3aKymaeT 3TW MaTepuasbl 415 Takux NpUMeHeHWid. Komnauus
«Mypak» (Purac) ocobbiM 06pa3oM rapaHTVUpyeT, 4TO MaTepuanbl 6yayT COOTBETCTBOBATb BHYTPEHHUM CreuutuKauvam WU/MAM XapakTepucTukam, KOTopble B
NPOTUBHOM C/ly4yae MpPAMO COTN1acoBaHbl C MOKynaTeneM. BbilleynomsHyTas rapaHTUs MpefoCcTaBnseTcsi BMECTO M0GbIX APYruX rapaHTWiA Nto6oro xapaktepa, U
KomnaHua «Mypak» (Purac) He AaeT HUKaKUX ApYruX rapaHTUi, MUCbMEHHbIX WM YCTHbIX, MPAMbIX WAW MOAPa3yMeBaeMbIX 3aKOHOM, UM WHbIM 06pasoM B
OTHOLLEHWUW Ka4ecTBa, KOMMEPYECKOrO NPUMEHEHUS UM NPUroAHOCTU ANs Kakoi-nn6o Lenn. OB6s3aTenbcTBo KoMMaHuM «lypak» (Purac) B OTHOLLEHUWM FapaHTun
OrpaH14m1BaeTCs BO3MELLEHNEM LieHbl MOKYMKY.

www.pmacbiomaterials.com cTpaHuua 2/8
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MacrnopT 6e30MacHOCTU BeLLECTBa
PURASORB® PL

CpefcTBa NOXapoTyLLIeHUs

5 MPOTUBOMOXAPHbBIE MEPbI COOTBETCTBYIOLLME OTHETYLLALLNE BelllecTBa
MeHa CO2
Mo coobpaxeHuam 6eszonacHocTu HEeCOOTBETCTBYlO LW MEe OrHeTylwaume
BeLlecTBa
HeT.

Ocobble onacHoCTH, co3faBaeMble BELLECTBOM NN CMECBLIO

PekomeHAaLMs Ans cOTPYAHUKOB NMPOTUBOMOXApPHOU Cyx6bl
CpefcTBa 3aluThl

V/erors3yiiTe CpencTBa vHIVB/Ya/ bHOV 3aLLATb L
He BObXal I'e B3pb B-ETbE W BbIOMHBE [a8bl

Mepbl JWMHOM  GesomacHOCTM, 3alyMTHbIe CPeACTBA UM felicTBUS B
6. MEPbI M0 JINKBUAALWN YpesBbMalHbX ciTyaumnsax

CNYYANHOWN YTEUKM I/bmrt;syvrre CPeICTEA 3ALLTLI He JonyCKaiiTe MpVCyTCTBIA /WL Ge3 CRRICTB

Mepbl MO 3aLMTe OKpYXKatoLLell cpeabl

V00 CrELYarbHLE VEDb| He TEOYHOTCS.

METO,qu U Matepuanbl Ana nokannsayun n O4HNCTKU

IVEXBH/MECKAVI C
OmpeesTe  HA  BOCCTAHORTEHE WM YTWIBALWKO B COOTBETCTBYHILYX
KOHTE/HEAX.

CcblnKa Ha gpyrvie pasgensl

0 6e30MacHOM 00paLLEHM OM. B pa3iere 7.
VHI0opVELYO O CReACTBaX VHIVBATYabHO 3aLLTHICM B Pa3ierEe 8
ViHopveLyro 06 ywrvsaum o B pesiere 13

O6palyeHune

Mepbl NPpejoCTOPOXHOCT MO 6e3onacHoMy 06paLleHnto
He fonyciaiiTe 00pesoBaH/S MbIn

Venorns3yiiTe B Cpene 3aLLyTHOM e,

Ycnosusa ans 6e30MacHOro XpaHeHns ¢ y4eTom Nto6biX HECOBMECTUMOCTEN
XpaHeHune
TpeboBaHus, NpefbaBAsAeMble K CKNaACKAM MOMELLEHUAM W KOHTeliHepam

XpaHATb B 38KPbITON YTIBKOBKE B XONIOIBHVKE.

KquJOpMaLI.MH 0 XpaHeHUU B Of|HOM O6LLEM XPaHWU/MnLLe

7. OBPALLEHVE W XPAHEHWE

fLononwn ensHas MHPOPMALMA 06 YCIOBUAX XPaHEHNS
Bas0Te.

He fonyckaiiTe nonagaHus Bnarv n Bogsl.
OeWarbHE  KOHEYHOE  MOO/BsoBaHe  Kakast/0  COOTBETCTBYHALLEA
VHIOPVELYH OTCY TCTBYET.

OnpeseneHne NPUroAHOCTM 3TUX MATEPUANIOB A/1s1 NOGLIX MeAU]UTCKUX WM (hapMaLeBTUYECKUX MPenapaToB ¥ Co6/0AeHNe NPaBOBbIX TPEGOBaHMIA AN1S1 NOBLIX
TakuX 3asBNEHWIA ABNSETCA UCKMIOUNTENbHON OTBETCTBEHHOCTbIO M 06S3aHHOCTLIO NINLA, KOTOPOE 3aKynaeT 3T MaTepuasbl 415 Takux NpuMeHeHwid. KomnaHus
«Mypak» (Purac) ocobbiM 06pa3oM rapaHTVUpyeT, 4TO MaTepuaibl GyAyT COOTBETCTBOBATb BHYTPEHHWUM Crneuutukaumsm W/Mnu xapakTepucTukam, KOTopble B
NPOTUBHOM C/ly4yae MPAMO COFf1acoBaHbl C MOKynaTeneM. BbilleynomsHyTas rapaHTUs MPefoCcTaBnseTcsi BMECTO /I0BbIX ApYrux rapaHTuii Nto6oro xapaktepa, U
KoMmnaHus «lypak» (Purac) He AaeT HUKaKUX ApYruX rapaHTUi, MUCbMEHHbIX WM YCTHbIX, MPSMbIX WAM NOAPa3ymMeBaeMblX 3aKOHOM, WAW WHbIM 06pasoM B
OTHOLLEHWW KayecTBa, KOMMEPYECKOrO MPUMEHEHUS AN MPUIOAHOCT 1 ANA Kakoi-nnbo Lenn. O6s3aTenbCcTBO KoMMnaHun «Mypak» (Purac) B OTHOLLEHWUM rapaHTum
OrpaHN4MBaeTCs BO3MELLEHNEM LieHbI MOKYMKY.
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MacnopT 6e30nacHOCTY BeLLecTBa
PURASORB® PL

8. CPEACTBA KOHTPOJ1A 3A

OMACHbBIM BOSAEHCTBUNEM / LononHuTensHas MHGOPMaL MU 0 KOHCTPYKLLMM TEXHUUYECKUX CUCTEM
?C::KLIEf'/IC':I:II—:I?A NHANBNAYATTbHOU [LanbHeliline faHHble OTCYTCTBYIOT; CM. pasgen 7.

MapameTpbl KOHTpPONSA
Her.

KOMMNOHEHTbI C NpefieNbHbIMU 3HAYEHNAMU, B OTHOLIEHUN KOTOPbIX TpebyeTcs
KOHTPONb Ha paboyem mecTe
He TpebyeTcs.

CpefcTBa KOHTPONS BO3AelicTBUSA

CpefcTBa UHAWBUAYANbHOI 3aLyMThI

O6Ll e 3aNTHbIE U TUTUEHNYECKWUE MEpDI

CnegyeT co6nofaTb 06bluHbie Mepbl MPeAOCTOPOXHOCTM U 06LWue npaBun
06palLeHNs ¢ XMMUYECKUMU BELLECTBAMM.

[ObixaTensHoe o6opynoBaHue
He TpebyeTcs, ecn NOMeLLEHNEe XOPOLLO BEHTUNUPYeTCS.

3awmra pyk

MaTepuan nepyaTtok fO/MKeH OGblITb HEMPOHWLAEMbIM U YCTONYMNBLIM K BO3AE/CTBUIO
npofykTra/scwecTBa/npenapara.

WN3-3a OTCYTCTBMA WCNbITaHWIA, PEeKOMeHAaLUn no maTepuany nepyatok He MOryT
6bITb NpefoOCTaBNEHbI A8 NPOAyKTa/npenapaTa/XMMNyeckoi cMmecu.

Bbibop MaTepuana nepyatok C Y4YeTOM BpPeMEHM TMPOHUKHOBEHWUA, CKOPOCTU
A dy3un 1 yxyalweHns CBOKCTB.

Matepuan nepyatok
Bbl60p NOAXOASALMX NepyaToK 3aBUCMT He TOMIbKO OT MaTepuana, Ho U OT ApYrux
NPU3HAKOB KauyecTBa, U BapbUpPYeTCs B 3aBUCUMOCTU OT NPOU3BOAMTENS.

Bpems NPpOHUKHOBEHUA AN MaTepuana nepyatok
TouyHoe BpemMs MpopbIBa JO/MKHO 6biTb 06HAPYXXEHO NPOM3BOAUTENEM 3aALMUTHbLIX

nepyaToK 1 JO/KHO COBMOAAThLCS.

3awmTa rnas
3alWnTHbIE 0YKM.

3awmra Tena
Nerkas sawmTHas ofexaa.

9. PUBNHECKUE N XUMNYECKWE NHdopmMayma 06 0CHOBHbLIX GU3MKO-XMMUUYECKMX CBOMCTBAX

CBOVCTBA O6was MHhopMaLus
BHewHUt Bug
dopma rpaHynar
LiseT 6enbiii
3anax 6e3 3anaxa
Mopor BocnpuaTnAa 3anaxa He onpejeneHo
3HayeHune pH HeNpUMeHUMo

OnpegeneHve NPUrogHOCTM 3TUX MaTepUanoB Ans NHOGLIX MEAMLMHCKUX UMW (hapMaLeBTUYeCKUX NpenapaToB W cob/tofeHNe NpaBoBbIX TPeGOBaHUA ANs NoBbIX
TakuX 3asiBMIEHUI ABNAETCA UCKHOUUTENBHON OTBETCTBEHHOCTBIO M 0GSI3aHHOCTBIO /LA, KOTOPOE 3aKynaeT 3TW MaTepuanbl ANs Takux NPUMEHeHU. KomnaHus
«Mypak» (Pnrac) oco6biM 06pasoM rapaHTUpyeT, YTO MaTepuanbl GyAyT COOTBETCTBOBATb BHYTPEHHUM CrELMGUKALMAM UMM XapaKTepUCTVKaM, KOTOpble B
NPOTUBHOM C/ly4ae NPsMO COFNAcoBaHbl C MOKynaTeneM. BhbilLeyno.MsuyTas rapaHTus NpefocTaBsieTcsl BMECTO /t0BbIX APYruX rapaHTwii nto6oro xapaktepa, 1
KomnaHus «Mypak» (Pnrac) He faeT HWKAKWUX APYrUX FapaHTWid, MUCbMEHHBIX WAM YCTHbIX, NPAMbIX WM MOAPa3yMeBaeMblX 3aKOHOM, WM UHbIM 06pasoM B
OTHOLLIEHWM KaYeCTBa, KOMMEPYECKOTO NPUMEHEHNSI WM MPUFOAHOCTW 151 Kakoi-nnbo Lenu. O653aTeNbCTBO KOMMaHWUN «Iypak» (Purac) B OTHOLIEHUM FapaHTUn
OrpPaHNYMBAETCS BOMELLEHUEM LieHbI MOKYMKU.

WY V'w.pmachiomaterials.com cTpaHuua 4 / 8
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[MacnopT 6e30MacHOCTM BeLLeCcTBa

PURASORB® PL

. CTAbHJIbIIOCFbII
XNMNYHCKAA AKTBHOCT

OnpegeneHne NPUroAHOCTU 3TUX MaTepuanoB ANs M0BbIX MEAWLLLLCKMX UK hapMaLeBTUYeCKUX MpenapaToB W COBMOfeHWe NpaBoOBbIX TPeGOBaHWA ANs NOBbIX
TakuX 3asBMEHWIA ABNAETCA UCKMIOUNTENbHON OTBETCTBEHHOCTbIO M 06S3aHHOCTBIO NWLA, KOTOpPOe 3aKynaeT 3TV MaTepuasibl A1 TakuxX MpuUMeHeHuid. KomnaHus
«Mypak» (Purac) ocobbiM 06pa3oM rapaHTVUpyeT, 4TO MaTepuanbl GyayT COOTBETCTBOBATb BHYTPEHHWUM CreumpuKaLmaMm W/mnn xapakTepucTukam, KOTopble B
NPOTUBHOM C/ly4yae MpPAIMO COFflacoBaHbl C MOKynaTeneM. BbilleynomsHyTas rapaHTWs NpefocTaBAsieTcs BMECTO /06bIX APYruX rapaHTwii nio6oro xapaktepa, U
KomnaHus «Mypak» (Purac) He faeT HUKaKUX ApYruX rapaHTUi, MUCbMEHHbIX WAM YCTHbIX, MPAMbIX WAWM NOApasyMeBaeMbIX 3aKOHOM, WM WHbIM 06pasoM B
OTHOLLEHNW Ka4ecTBa, KOMMEPYECKOrO MPUMEHEHUS AN NPUroAHOCTU A1 Kakoin-nnéo Lenn. OB6s3aTenbCTBO KoMMaHuM «Iypak» (Purac) B OTHOLLEHUM rapaHTuu
OrpaHN4MBaeTCs BO3MELLEHWNEM LieHbl MOKYMKU.

www.pmachiomaterials.com

M3MeHeHUe COCTOAHUS
Temnepatypa HNaBneHus/amanasoH nNnaBneHus
Temnepatypa KUMeHUs/4uanasoH KuneHus
Temnepatypa BCMbIL KK

BocnnameHsieMoCTb (TBepAoe BelyeeTBo,
rasoo6pasHoe BELLECTBO)

Temnepatypa BocniaMeHeHus

TemnepaTypa pasnoxeHus
CaM0B0O3ropaemMocTb

OnacHoCTb B3pbiBa

Kputnyeckune sHavyeHns 15 B3pbiBa
HwxHUiA npegen

BepxHuii npegen

[asneHune napos

MnotHocTb npu 20°C

OTHOCUTeNbHAA NIOTHOCTH

MnoTHOCTL Napos

CKOpOCTb ucnapeHuns

PacTBOopMMOCTb B BoAe / CMeLIBaeMOCTb C BOAOM
KoathhmumeHT pacnpegenenus (n-oktaHon/soga)
BaskocTb

AvHamunyeckas

Kunematnyeckas

[JononHutenbHasa nHpopmauma

Kakas-nn6o ganbHeilas cooTBeTCTBYIOLLAA
MH(popMauna HefoCTyMNHa.

Xumnyeckas ctabunbHOCTb

PasnaraeTcsi npuM KOHTaKTe ¢ BOAOW. FupaponusyeTtcs
[0 MONTOYHOW KMUCNOTbI.

TepMuyeckoe pasnoxeHue / yCnoBUA, KOTOPbIX
cnefyeT nsberatb

Mpwn MCNonb30BaHUMU B
cneunpuKaLmamMmm pasnoxXeHne He NPOUCXOAUT.

COOTBETCTBUNU co

BepoATHOCTb BO3HWKHOBEHUSA OMACHbIX peaKLlI/IVI
Kakune-nn60o onacHble peakuumn HeM3BeCTHbI.

Ycnosus, KOTOpPbIX cneayet usberatb
Kakas-nnm6o fanbHeliwas €00TBETCTBYHOLas
MNH(OopMaL s HefoCTymnHa.

HecoBmecTuMble MaTepuansl
Bopa
BnaxHocTb

OnacHble NPOAYKTbl Pa3noXeHus
OKWUCb yrneposa u ABYOKUChH yrnepoga.

Ilypai” B110MallepHanc iPurac Biomatei iab): B
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150-200°C

He NPUMEHUMO

He NPUMEHNMO

NPOAYKT He ABNSeTCH
NIerKoBOCM/TAMEHSIIOLLUMCS
He onpejaeneHo

He onpegaeneHo

He onpejaeneHo

Mbl/ib MOXET 06Pa30BbIBaTh
B3PbIBOOMACHbIE CMECU C
BO3/YXOM

He onpejaeneHo
He onpeseneHo
He NPUMEHUMO
1,24 r/cm®

He onpejaeneHo
He NPMMEHUMO
He MPYMEHUMO
He paeTBopsieTes
He onpejeneHo

HEe MPUMEHNMO
HEe NPUMEHNMO

cTpaHuya 5/8



MacnopT 6e30nacHoOCTH BELLLECTBa

PURASORB® PL

11. MHPOPMALINIA O
TOKCNYHOCTU

12. IH®01>MA[1/S O
BO3JEVCTBUN HA
OKPYXAIOLLLYHO CPELLY

MHpopMayns 0 TOKCUKONOTMYECKOM BO3AeiAcTBUN
OcTpas TOKCMYHOCTb
Hukakne HeGnaronpusaTHble BO3AelcTBUA He HaGoAalTCs.

MepBUYHBIN pasfpaxatowWwmnin ahdexT
Ana Koxu

Pasgpaxatownii agheKkT oTCyTCTBYET.

Ona rnas
Paszgpaxatolwnii ahhekT oTCyTCTBYET.

CeHcubunmsauus
Kakoii-nn6o ceHcnbunnsmpyownii a ekt He N3BECTEH.

LononHuTtensHaa uHgpopmayus (06 IKCNepuMeHTanbHOW TOKCUKONOTUK)

HepocTynHa.

TOKCUYHOCTb AN1F BOAHbLIX OpraHnM3MoB

Kakas-n16o fanbHeiillas cOOTBETCTBYHOLLas UHPOPMAL S HeAOCTYMHA.

CTONKOCTb M pa3naraemocTb
Fmaponusyetca [0  MOMOYHOW
61opasnoXemMuio.

KUCNOThl, KoTOopas

MoBejeHNe B 3KONOTUUYECKUX CUCTEMAX
Cnoco6HOCTb K 6MOaKKyMynsuuu
Pa3noxeHue Npu KOHTaKTe ¢ BOAON.

MoABMXHOCTL B NoYBe

nerko

nogsepraetcs

Kakas-n1m60 fanbHeilllas cOOTBETCTBYIOLL A MH(OPMALUs HEAOCTYMHA.

LononHuTenbHaa UHGOpPMaLMUs 0 BO3AENCTBUM HA OKPYXatloLy cpedy

O6uue NnpumMmeyaHus
OTpuuaTensHble  3KONOTUYecKue
VH(OPMALLMK, He 0XMAA0TCS.

nocneacTtenAa,

cornacHo

CyLlecTBytoLLei

Knacc onacHocTM fns Bogbl 1 (pernamMeHT [epMaHum) (CamMOOLeHKa): HM3Kas

0MacHOCTb ANA BOAbI.
PesynbTathl oueHkn PBT (CBT) n vPvB (0Cob)
PBT (CBT)

He npumeHumo.

vPVvB (0Cob)
He npumeHumo.

Opyrve He6naronpuaTHble BO3AeiicTBUA

Kakas-n1m60 AanbHeiillas COOTBETCTBYIOLLAA UH(OPMALMS HEAOCTYMHA.

OnpegeneHrie NPUrOAHOCTW 3TUX MaTepuanoB AN NHGbIX MEAULMHCKAX WK (apmaLieBTUYECKUX NpenapaToB W COGMIOfeHNe NpaBoBbIX TpeboBaHUI AN N06bIX
Takux 3asBMEHUA ABNAETCA UCKIHOUMTENbHON OTBETCTBEHHOCTHIO M 0BA3aHHOCTBIO LA, KOTOPOE 3aKymaeT 3TV MaTepuanbl ANs TakuX MpUMeHeHui. KomnaHus
«Mypak» (Purac) ocobbiM 06pa3oM rapaHTUpyeT, 4TO MaTepuanbl GyAyT COOTBETCTBOBATb BHYTPEHHWUM CreuM(UKaLMaM W/Mnu XapakTepucTKaMm, KOTopble B
NPOTUBHOM C/lyyae MPAMO COr/acoBaHbl C MOKynaTenem. BbileynoMmsaHyTas rapaHTVs npefocTaBAsieTcs BMeCTO M06bIX APYrux rapaHTuii no6oro xapakrepa, u
KomnaHua «[ypak» (Purac) He faeT HUKaKWX APYrUX rapaHTWiA, MUCbMEHHbIX WAM YCTHBIX, MPAMbIX WA NOApasyMeBaeMbIX 3aKOHOM, UM MHbIM 06pa3oM B
OTHOLLEHWUW Ka4ecTBa, KOMMEPYECKOro MPUMeHEHUs UK NPUrOAHOCTYU A1 Kakoii-nnéo Lenn. OB6s3aTenbcTBO KoMnaHuM «Iypak» (PUrac) B OTHOLLEHUW FapaHTun

OorpaHn4mBaeTCs BO3MeLLEeHMEM LieHbl MOKYNKKU.
www.pmachiomateriais.com
"Mypak buowTepaanc (Purac Btomatenais)
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MacrnopT 6e30MacHOCTU BeLLeCTBa
PURASORB® PL

MeToabl 06paboTkn 0TX040B PekomeHpauum
YpanuTe B COO Be rCTBUAN C MECTHBLIMU OPULMAbHBIMU PEKOMEHAALINSMU.

13. PEKOMEHAALLMWN no

YTNAN3ALUUM EBponeiickuilt Ka ranor 0TX0/0B
16 05 09 c6pacbiBaeMble XMMUKaTbI, OT/INYHbIE OT YKasaHHbIX B 16 05 06, 16 05 07 wm 16
05 08

HasemHbIl TpaHcnopT ADR/RID
Knacc ADR/RID

14. MPABUJIA
TPALICL OP3NPOBAMNINA Mopckoii TpaHcnopT IMDG
Knacc IMDG

3arpssHuTenb Mops
No

Bo3gywHbiit TpaHcnopT ICAO-TI n IATA-DGR
Knacc ICAO/IATA

Twunosble npasuna OOH

Ocobble Mepbl NPeLOCTOPOXHOCTY ANA NOoTpebuTens
He nprviveHumo.

TpaHcnopT/[ononHWTeNnbLHas MHGopMayus
OnacHble rpysbl OTCYTCTBYHOT B COOTBETCTBUM C MEXAYHapPOAHBIMU MpaBuiaMn NEPeBO3KN.

TpaHcnopTUpPOBKA HaBanoM B cOOTBeTCTBUU C MpunoxeHunem Il n3 MARPOL73 /78 un
Kogekcom IBC
He npumeHumo.

15. HOPMATVBHAA OueHKa XUMUYECKOli 6e30nacHoCTy
MH®OPMALINA OLeHKa XMMNYECKOW 6e30MacHOCTI He MPOBOAM/IACh.

3TW JaHHble 0CHOBaHbI Ha HALLIMX TEKYLLMX 3HaHWsX. OfHaKo 3TO He SB/SETCA rapaHTvel
16. MPOYAA MHOOPM.ALIMA  Kakux-M60 KOHKPETHbLIX XapaKTepUCTUK MPOAyKTa W He YCTaHaBMMBAaeT HOpUANYecKun
[eCTBYIOLLMX 0T OBOPHBIX OTHOLLIEHWIA.

A6G6peBuaTypbl U coKpalLeHuns
ADR: EBponelickoe cornalleHvie 0 MeXayHapoAHO OPOXHOI NepeBO3Ke OMacHbIX MPy30B.

OnpegeneHne NPUroAHOCTU 3TUX MaTepuanoB Ans No6bIX MeAULMHCKNX Unn thapMaLeBTUYeCKUX NpenapaTos U co6tofeHe NPaBoBbIX Tpe6GoBaHWA Ans Nto6bIX
Takux 3asBMeHWii ABNSETCA UCKNIOYNTENBHON OTBETCTBEHHOCTbIO M 06S3aHHOCTLIO NWLA, KOTOPOe 3aKynaeT 3T MaTepuasbl 41 Takux NpumeHeHWid. KomnaHus
«[Mypak» (Purac) ocobbiM 06pa3oM rapaHTUpyeT, YTO maTepuaibl 6yAyT COOTBETCTBOBATb BHYTPEHHUM CneuutuKaumam W/MnuM XapakTepucTukam, KOTopble B
NPOTUBHOM C/lyyae MPAMO COTNacoBaHbl C MOKynaTeneM. BbilueynoMsHyTas rapaHTUs MpPefoCTaBNsfeTCs BMECTO /tOGbIX APYruX rapaHTuii Nto6oro xapaktepa, v
KoMmnaHus «lypak» (Purac) He AaeT HUKaKUX ApYryX rapaHTUi, MUCbMEHHbIX WM YCTHbIX, MPAMbIX WM MOAPa3yMeBaeMblX 3aKOHOM, WAW WHbIM 0GpasoM B
OTHOLUEHWUW KayecTBa, KOMMEPYECKOTO MPUMEHEHUS W NPUrOAHOCTU ANS Kakoi-nn6o uenn. O6s3aTenbCTBO KOMMaHuM «Mypak» (Purac) B OTHOLLEHWUM rapaHTum
OrpaHnumBaeTCs BO3MELLEHNEM LieHbl MOKYMKY.

www.pmachiomaterials.com cTpanuua 7/8
My:>ak buomarepHasc (Purac Biomaterials): b
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MacnopT 6e30MacHOCTY BeLecTBa

PURASORB® PL

RID. MonoxeHne 0 MeXXAyHapoAHOW NepeBO3Ke ONacHbIX FPy30B MO Xefe3Hoi fopore.
IMDG; MexXAayHapo/AHblii KOJEKC MOPCKOI MepeBO3KM OMaeHbIX rpy3os.

IATA; MexayHapoaHas accolmaunsg Bo3gyLwHOro TpaHcnopTa.

IATA-DGR: TlpaBuna MepeBO3KM OMacHbIX Trpy3oB MexayHapoLHO accouumalum
BO34yLWwHoro TpaHcnopta (IATA).

ICAO: MexayHapofHas opraHusaums rpaxaaHcKoi aBnaumn.

ICAO-TI: TexHu4Yyeckme WHCTPYKUMM MeXAyHapoAHbIX OpraHusayuii  rpaxjaHckoi
aBmaLmu ans BO3LYLIHbIX NepeBo30K onacHblX rpysos (ICAO).

GHS: [nobanbHas rapMoHM3WpOBaHHaa cucTemMa UWHGopMaLum no 6e30nacHoOCTu
XUMUYECKON NpoayKLuuu.

EINECS: EBponeiickuii nepeyeHb CYLLECTBYOLINX KOMMEPYECKUX XMMUYECKUX BELLECTB.
CAS: PeecTp XMMNYECKNX COEMHEHN A AMEPUKAHCKOTO XMMMNYECKOro 06LLecTBa.

OnpegeneHne NPUrOAHOCTY 3TUX MaTepuanoB Ans No6bIX MeAULIMHCKUX UnK (hapMaLieBTUHeCKUX MpenapaToB U cobtofeHVe NpaBoBbIX TPeGOBaHWIA Ans Nto6bIx
TakuX 3asBNEHWA ABNSETCA UCKMOYNTENBHOW OTBETCTBEHHOCTbIO M 06S3aHHOCTLIO NWLA, KOTOpOe 3aKynaeT 3TW MaTepuasbl 415 TakuX MpUMeHeHWid. KomnaHus
«[Mypak» (Purac) ocobbiM 06pa3oM rapaHTVUpyeT, 4TO MaTepuanbl GyAyT COOTBETCTBOBATb BHYTPEHHWUM CneuvtuKaumam W/unuM xapakTepucTukam, KOTopble B
NPOTMBHOM C/lyyae MpAIMO COTNacoBaHbl C MOKynaTeneM. BbilueynoMsaHyTas rapaHTVs npefocTaBsieTcs BMECTO /06bIX APYruxX rapaHTuii no6oro xapaktepa, U
KoMmnaHus «lypak» (Purac) He AaeT HWKaKUX APYryX rapaHTUi, MUCbMEHHBLIX WKW YCTHbIX, MPAMbIX WM MOAPa3yMeBaeMblX 3aKOHOM, WAW WHbIM 06pasoM B
OTHOLUEHWN KayecTBa, KOMMEPYECKOro MPUMEHEHUS N MPUTOAHOCTY ANS Kakoii-nn6o uenn. O6s3aTenbCTBO KoMMaHun «ypak» (Purac) B OTHOLLEHWM rapaHTUn
OrpaHnuK1BaeTCH BO3MELLEHNEM LieHbl MOKYMKY.

www.pmacbiomaterials.com

cTpaHuuya 8/8

Mypak Bvio.mare|hanc (Purac Biomaterials); B
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lNepeBof fJaHHOIO TeKCcTa BbINOMHEH NepeBoAYMKOM MapKoBbiM 1BaHOM HuKonaesnyem

Poccuitickas degepauyms
Mopog Mocksa
CeMHafLaTOro MIoHA [Be ThiCAYM AEeBATHAALATOro roga

f. PebpuHa EneHa AMWTpUEBHA, BPEMEHHO MWCMNOMHAKOWASA 0653aHHOCTM HOTapuyca ropoga
Mocksbl AkumoBa [neb6a bopucosnya, CBUAETENbCTBYH MOAIMHHOCTbL MNOAMNUCU NepeBojynKa
MapkoBa VMBaHa Hukonaesuya.

Mognuck caenaHa B MOEM NPUCY TCTBUM.
JInyHoCTb NoAnNMcaBLIEro JOKYMEHT yCTaHOBNEHA.

3aperucTpuposaHo BpeecTpe: Ng 77/09 - H/77 - 2019 - fj

B3blCKaHOM & ? (P AT HHOW nownnHbl (No Tapudy): 100py6.
YnnayuNe P bka3/JHne-yblyr npaBoBOro n TexHuyeckoro xapakrepa: 200pyo6.

E.O. PebpuHa

MpoLLHYpOBaHO, NPOHYMepPOBAHO
1 CKPenieHo nevyaTbio nucT(-a,-0B).

BPWNO HoTapuyca:
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MHCTPYKUWMNA no NMPUMEHEHWIO

CTeHT KopoHapHbIli Supraflex Cruz Ha cucTeMe AOCTaBKM
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-~ ~ ~- . e e pame cmen S anE M““e wwe narves rvuo ROIRKHO COOTBCTCTBORATDH JAABACHHOMY.
1 atd =101

npenapaTb!
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MPOMBIBKA INMPOCBETA NMPOBOJIOYHOIO HATMPABUTENA

LLlar felicTBue
1 CHuMUTE 3alLMTHbI KONAYOK C paboyero KoHLa.
2. TlpomoliTe NpOCBET NPOBOAHMKOBOIO KaTeTepa renapuHU3MpoBaHHbIM (h3pacTBOPOM 0 TeX
nop, NOKa XXMAKOCTb He BbIAAET Yepe3 BbIXOAHON XKeN060K HanpaBuTens.

NMOATrOTOBKA CUCTEMbI 4JOCTABKN
Lar [Oencteune

XenaTenbHO 6epeyb CTEHT OT KOHTAKTa C KaKOW-NM60 >XMAKOCTHHO Ans
npeaynpeXxXaeHns NpexaeBpeMeHHOr0 BbICBOOOXKAEHNA NIEKaPCTBEHHOIO
BewecTBa.. OHaKO ec/in CTEHT He0BX0AMMO NPOMBITb (PU3PACTBOPOM, TO
3TO Hafo chenatb B TeYEHWe OrpaHWYeHHOro BpemeHu (He Gonee 1
MUHYTbI).
MogroToBbTe  LUMPUL-MaHOMETP/WNPUL, C pPacTBOPOM  KOHTPaCTHOrO
BeLLecTBa.
MofcoegnHMTe  WINPUL-MaHOMETP/WINPULY, K 3arOpHOMY  KpaHy;
3 MOACOEAMHNUTE KpaH K OTBEPCTMIO Ana HagyBaHus. He crubaiite
BHYTPEHHIOK YaCTb NPy NOACOEAVHEHUN K LLNPULY-MaHOMETPY/LLnpuLy.
4 PacnonoxuTte cUcTeMy LOCTaBKN BEPTUKa/IbHO, PA60YMM KOHLLOM BHU3.
OTKpOiTe 3anopHbINA KpaH B Hamnpas/ieHUN CUCTEMbI CTEHTA; MOALepXMTe
5 oTpuLaTenibHOe AasnieHne 15 cekyH, 3aTeM NepektoUnTe Ha HeMTpasibHoe
[aBneHne 415 3arn0/IHEHNS KOHTPACTHLIM BELLECTBOM.
3aKpoiiTe 3anopHbI KpaH; yaanute 13 Wwnpuua-mMaHoMeTpa/Lwinpuua Becb

6
BO3AYX.
7 MoBTopuTe Warn ¢ 4 no 6, Noka He BbIAAET BeCb BO3AYX. ECM Ny3bIpbKu
BO3[yXa OCTaHyTCH, He UCNONb3YITe U3enve.
Ecnu 6b11 NCNoNb30BaH LWMpuL, NPUCOeSUHUTE NOATOTOB/IEHHbINA LINPULL-
MaHOMETP K 3aropHOMY KpaHy.
9 OTKpOWTe 3aMopHbI KpaH B Hanpas/ieHUy CUCTEMbI OCTaBKM.
10 OcTaBbTe [laB/leHNe HeNTPasIbHbIM.
MPOLUEAYPA JOCTABKW
Lar [LevicTBune
1 MOAroToBbTE YHACTOK [OCTYNA K COCYy COrMiacHO yCTaHOB/IEHHOW npoLeaype.
2 MpenBapuTe/ibHO pacLuMpbTe MECTO NOPaXKeHUs Npu NoMoLLy KaTtetepa ana UTKA.
3 MogjepXxute  HelWTpa/lbHOe — [aBneHne B LINpuue-maHomeTpe.  OTKpoiTe

MOBOPOTHbIN remMoCcTaTUUECKMNiA KnanaH Ha MakCUMyM.

BepHuUTe cuUCTEMy [OCTaBKM B MPOKCMMa/IbHYK) YacTb HanpaBUTENs, COXPaHss
MONOXEHVE NPOBOAHMKA Ha LieNIEBOM MOPXKEHNN.

MpoaBUraiiTe CUCTEMY JOCTaBKM CTEHTA NO NPOBOAHWUKOBOMY KaTeTepy K LiesIeBOMY
MOpaXKeHWto.  VICNonb3yiiTe  PeHTreHOKOHTPACTHble Mapkepbl  6annoHa  Ans
pasMeLLeHNsl CTeHTa Ha 06/71acTV MOPaKEHMUS; BbIMOMHWUTE aHruorpaguio, YToobI
YTOYHUTb MONOXEHWNE CTEHTA.

NMPMMEYAHWE: Ecnm B npouecce MepemeLlleHnss CUCTEMbl [OCTaBKM K
HaMeYyeHHOMY Y4acTKy Bbl 3aMeTUTe, UTO CTEHT CMecTunca ¢ 6annoHa, He
yCTaHaBNMBanTe CTeHT. CucTeMy creflyeT 13BMeyb Kak OfHO Lenoe. CreunanbHble
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VHCTPYKLUMWM MO W3B/MIEYEHUIO CUCTEMbl [0OCTaBKM YKasaHbl B pasgene «Mepbl
NpefoCTOPOXXHOCTUN NPU U3B/MEYEHUN ETEHTA/CUCTEMBI».

3aKpoiiTe NOBOPOTHbIV reMmocTaTUyeeKkunii KnanaH. Tenepb CTEHT FOTOB K YCTaHOBKE.

MPOLUEOYPA YCTAHOBKWN

War [OelictBue

1 HagyiTte cuctemy [OCTaBKW, paclUMpWB CTEHT MPU HOMWHaIbHOM [JaBfeHun. Moxet
notpeboBaTbCs 00Nee BbICOKOE [JaB/eHVe A1 YNyylleHWs annos3vumn CTeHTa Ha
MOBEPXHOCTW CTEHKW apTepuun. [asneHve B Ga//lOHe He LO/DKHO MPEBbILLATL PacyeTHOe
[aB/ieHVe paspbiBa.

2 YpepxuTte fasneHvie HagyBaHus B TedeHne 15-30 cekyHZ A/19 MOSIHOMO PacKpPbITUS CTEHTA.

3 CpryiiTe 6annoH, NepeKNoumMB LUNPUL-MaHOMETP Ha OTpuLaTeIbHOE AaBNieHKe, [0 TexX nop,
noka GaNfIoH He CAYeTCS NOMHOCTLIO.

MpoBepbTe MOMOXeHWe CTEeHTa W YCTaHOBKY CTeHTa MOCPeACTBOM  CTaHAapTHbIX
aHrvorpauyeckux npouesyp. Ans [JOCTUXKEHUS Hauiydllero pesy/nbTata Cy>KeHHbIi
CEerMeHT apTepun A0/XKeH ObITb MOMHOCTLIO MOKPbLIT CTEHTOM. [/1 MpaBuIbHON OLEHKM
AviameTpa NoSIHOCTbI0 PACKPLITOrO CTeHTa B CPaBHEHWUM C NPOKCUMAbHBIM U AUCTa/IbHBIM
AvameTpamm KOPOHapHO apTepum MOXeT noTpeboBaThCH npoBeseHue
PEHTreHOCKOMMYecKoro obcneaoBaHns. ONTMManbHOE packpbiTve TpebyeT, YToObl CTEHT
MONHOCTBIO COMpUKacancsd €O CTEHKOW apTepuu. KOHTaKT CTEHTa CO CTeHKOM cocypa
npoBepsieTcs CTaHAAPTHOM aHruorpaguein nam MHTpasackynsapHbiM Y3W.

Ecnn Tpebyetca onTumm3aums pasMepoB/anno3nuMu CTeHTa, Mnodalite Brnepef 6GannoH
CUCTEMbI LOCTaBKWN WK APYrol 6annoHHbIV KaTeTep BbICOKOrO 4aBNeHNs HYXXHOrO pasmepa
B CTEHTMPOBAHHBIA Y4acTOK NPY MOMOLLM CTaHAAPTHBIX aHTMOrpaduyecKmnx NpoLeayp.

MPOLUEAOYPA U3BNEYEHWNA

LWar [LelicTBue
1 Y6enutech, 4To 6asNIOH NOMHOCTLIO CAYT.
2 MONHOCTbLIO OTKPOWTE MOBOPOTHBIV reMOCTaTUYECKMIA KianaH.
3 CoxpaHss MonoXeHWe HanpaBUTeNs 1 oTpuLaTe/lbHOe AaB/ieHne B LUMNPULEe-MaHOMETPE,

N3BNEKNTE CUCTEMY [OCTaBKM.

MPUMEYAHWE: Ecnn npu foctyne K 061acTU MOPaXeHWUs UAUM NPU U3BNEUYEHWN
CUCTEMbl  [OCTaBKM NOC/e  MMMAaHTauuMm CTeHTa YyYBCTBYETCA  HeoOblYHOe
COMPOTUB/IEHNE, TO BCIO CUCTEMY HYXHO W3BfieYb LE/IMKOM KaK efVHOE Lesoe.
CnevpanbHble MHCTPYKLMW NO YAANEHNIO CUCTEMbI JOCTaBKM YKa3aHbl B pasgene «Mepbl
MPesoCTOPOXXHOCTU MPY U3BMIEYEHNN CTEHTA/CUCTEMbI».

4 3aKpoiiTe NOBOPOTHbIN reMoCTaTUYECKUNIA KnanaH.
MOBTOPHO BbIMO/IHUTE aHTNOTPaguUIo ANS OLEHKM COCTOSAHUA CTEHTMPOBAHHOIO Y4acTKa.
5 Mpn HEO6X0AUMOCTM BbIMOMHUTE PACLUMPEHWE BHYTPU CTEHTA. [Py pacLUMPEHNIN HYXKHO
CNOMb30BaTh Ga/IOH, MOAXOAALWMIA MO pasMepy K AMaMeTpy cocysa.
6 KOHeuHbIli guaMeTp CTeHTa [O/DKeH COBMajaTb C AO/MHKHbIM [AMaMeTpoM Ccocyja.

YBEOWTECH, YUTO CTEHT NMOJIHOCTbHO PACLUWPEH.
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NMH®OPMALIMNA OB NCCNEAOBAHUAX IN VITRO

[aBneHune 200 225 2.50 2.75 3.00 350 4.00 450
(aTm) MM MM MM MM MM MM MM MM

8 202 223 2.46 269 292 327 3586 4.28
206 227 2.48 273 297 332 392 434

10 210 230 2.50 276 3.02 337 397 441

n 213 233 2.52 278 3.05 350 4.01 450

12 216 235 2.53 281 3.08 356 405 456

13 218 237 2.55 283 313 361 4.08 462

14 220 239 2.57 286 316 365 412 468

15 223 243 2.60 289 319 369 416 472

HomuHanbHoOe gaBneHue = 8 atm, ot 2,00 mm go 2,25 mm, 10 atm: ot 2,50 mm go 3,00 mm, 11 atm: oT
3,50 go 4,50 mm RBP = 16 aT™m a/19 BCeX pa3MepoB latm = 1.01 6ap

NMPNMMEHEHWNE
MpuMeHseTCa B KapAnonoruu.

TABJ/TIMUA ¥YCJTOBHbIX SHAKOB

CumBon 3HayeHwue

® He ncnonb3oBaTb MOBTOPHO

Mcnonb3oBaTth 40

2
LOT Kop naptum
SN CepwuiiHbIA HOMeEp
H [ata nponssojcTea
STERILEFO MeTog cTepunusannm c
NCMnonb30BaHMEM OKCUAa aTUNeHa
ref Homep no katanory
)K BHuMaHune, cm.
CONPOBOANTENbHbIE JOKYMEHTHI.
MponssogmnTens
d

CMOTpUTE MHCTP)ACUUN NO
NCMONb30BaHMIO.
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CERTIFICATE OF GOOD MANUFACTURIMG PRACTICES FOR PHARMACEUTICAL PRODUCTS
PEOPLE’S REPUBLIC OF CHINA

2J. 7 5 ' FJ20150024

Certificate No .

L T T T ] T

M anufacturer: Platan Reral Miarmaceirtteal C o.M .

Address: \Lqgiid il Ibgiofr e VNG YR

wT | lwTn. ).

Scopeoflr;spection: BRIl | NGO @015

T w . (w v *vm *wwTTuw) Wo

This is to certify that the abaa@mentmed manufacturer complin with the
requirements of Chinese Good Manufactuning Practice for Phammeceutiall
®  Produdts.

20207 0871 03 O

This certificate remains valid until 03/08/2020
Issued By
Datepricing 04/08/2015

PRINTED BY STATE FOOD AND DRUG ADMINISTRATION
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Material Safety Data Sfeeet avitHi-F 1%
1- IBEWTPICATIOW of SUBSTANCE: 1
Trade name: Siroiimus

Manufacturer/Supplier:

Fujian Kerui Pharmaceutical Co.. Lid.

Yuanzai Industrial Area

Haikoii, Fuqtng, 350313, CHINA

86-591-83478802 Fax; 86-591-8344i193

E-raail: 0Om@ pub3.fz.fj.cn

2~ CQMPOSMON/PATA ON COMFON'ENTS:

Chemical Name: Siroiimus

SynonyiiLs; Raparoycin

Hazardous Itjgredient: Siroiimus

Molecular Weight: 914.19

Molecular Formula; CsiH/gNOjj

3. HAZARDS INEMTIFICATIOi4:

Hazard Description: potent immunosiippre.sent; may cau.se irritation to eyes, skin, mucous

membranes
4. FIRST AID MEASURES:
After inhalation: if inhaled, remove to fresh air: if breathing is difficult, give oxygen; if breathing

stops, give artificial respiration
After skin contact; flush with copious amounts of water; remove contaminated clothing and shoes;

call a physician

After eye contact; check for and remove contact lenses and flush with copious amounts of water,
assure adequate flushing by .separating the eyelids with fingers; call a physician

After swallowing; if swallowed, wash out mouth with copious amounts of water; call a physician
5. ;PLLEFIGHTMC MEASU'RES:

Suitable extinguishing agents: water .spray, carbon dioxide, dry chemical powder or foam.
Protective equipments: wear seif-contaiiied breathing appu-atus and protective clothing to prevent
contact with skin and eyes.

Unusual fire hazard: none known

6. ACCIDENTAL RELEASE MEASURES:

Person-related safety precautions; cordon off area of spill; wear self-contained breathing
apparatus, protective clothing and heavy rubber gloves

Measures for cleaning/collecting: absorb solutions with finely-powdered liquid-binding material
(diatomite, universal binders); decontaminate surfaces and equipment 1~ scrubbing with alcohol;
dispose of contaminated material according to Section 13

7. HANDLING AND STORAGE:

Information for safe handling: avoid inhalation and contact with skin, g/es, and clothing; material
may be an irritant

Storage: store solid and solutions at 4-20 'C

8 EXPOSURE CONTROIL..S AND PERSONAL PROTECTION,;

Personal protective equipment as fo!low,s:

Breathing equipment: respirator

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Safety Data Sheet

PURASORB® PL

1. IDENTIFICATION OF THE
SUBSTANCE/MIXTURE
AND OF THE
COMPANY/Z/UNDERTAKING

2. HAZARDS
IDENTIFICATION

uracC

Rev. No. 1/August 16, 2011

Product name PURASORB® PL
EINECS Number Polymer

Relevant identified uses of the substance or mixture and uses advised against
Application of the substance / the preparation
Polymer for medical applications

Details of the supplier of the safety data sheet
Manufacturer/Suppiier Purac Biochem
Arkeisedijk 46
4206 AC Gorinchem
The Netherlands
Tel: +31-183-695695
Fax: +31-183-695604
Information t.van.dongen@purac.com

Emergency teiephone number
see: manufacturer/supplier
Tel: +31-183-695695 (Purac Biochem, The Netherlands)

Classification of the substance or mixture
Classification according to Reguiation (EC) No 1272/2008
The substance is not ciassified according to the CLP regulation.

Label elements
Labelling according to Reguiation (EC) No 1272/2008
Void.

Hazard pictograms
Void.

Signal word
Void.

Hazard statements
Void.

Information pertaining to particular dangers for man and environment
Adverse effects on human heaith or the environment are not expected under normai
use.

Determining the suitability of these materials for any medical or pharmaceutical products applications, and complying with the legal requirements for any such appiications, are the sole responsibility
and obligation of anyone purchasing these materials for such applications. Purac specifically warrants that its materials will conform to its Internal specifications and/or specifications otherwise
expressly agreed upon with purchaser. The foregoing warranty is given in lieu of any and all other warranties of any kind, and Purac grants no other warranties, wheWier written or oral, express or
implied by statute or otherwise regarding their quality, merchahtablHty or fitness for any purpose. Purac’s liability under its warranty shall be limited to a refund of the purchase price.

www.purachlomateriaSsxom

page 1/8

Purac Biomaterials: bringing your ideas to life
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Safety data sheet

PURASORB® PL

COMPOSITION 7/
INFORMATION ON
INGREDIENTS

4. FIRST AID MEASURES

Other hazards

Results of PBT and vPVvB assessment
PBT

Not applicable.

vPvB
Not applicable.

Chemical characterization: Substances
Poly [(3S-cis)-3,6-dimethyl-l,4-dioxane-2,5-dione]

CAS No. Designation
33135-50-1

Identification number(s)
EINECS Number
Polymer

Description of first aid measures
Generai information
No special measures required.

After inhalation
Not applicable.

After skin contact
Instantly wash with water and soap and rinse thoroughly.

After eye contact
Rinse opened eye for several minutes (~15 min.) under running water. If symptoms
persist, consult doctor.

After swallowing

If swallowed, do not induce vomiting. Get medical attentions.

The stomach should be emptied by gastric lavage under qualified medical
supervision.

Information for doctor
Most important symptoms and effects, both acute and delayed
No further relevant information available.

Indication of any immediate medical attention and special treatment needed
No further relevant information availabie.

Determining the suitebifity of these materials for any medical or pharmaceutical products applications, and complying with the legal requirements for any such applications, are the sole responsibility
and obligation of anyone purchasing these materials for such applications. Purac specifically warrants that its materials will conform to Its Internal specibcatlons and/or specifications otherwise
expressly agreed upon with purchaser. The foregoing warranty is given in lieu of any and all other warranties of any kind, and Purac grants no other warranties, whether written or oral, express or
implied by statute or otherwise regarding their quality, merchantability or fitness for any purpose. Purac's liability under Its warranty shall be limited to a refund of the purchase price.

www.purachiomaterials.com

m m
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Safety data sheet

PURASORB® PL

5. FIRE-FIGHTING Extinguishing media
MEASURES Suitabie extinguishing agents
Water
C02 Foam

For safety reasons unsuitable extinguishing agents
None.

Special hazards arising from the substance or mixture
None.

Advice for firefighters

Protective equipment

Use personal protective equipment.

Do not inhale explosion gases or combustion gases.

6. ACCIDENTAL RELEASE Personal precautions, protective equipment and emergency procedures
MEASURES Wear protective equipment. Keep unprotected persons away.

Environmental precautions
No special measures required.

Methods and material for containment and cleaning up
Collect mechanically.
Send for recovery or disposal in suitable containers.

Reference to other sections

See Section 7 for information on safe handling.

See Section 8 for information on personal protection equipment.
See Section 13 for information on disposal.

7. HANDLING AND STORAGE Handling
Precautions for safe handling

Prevent formation of dust.
Handle under protective gas.

Conditions for safe storage, including any incompatibilities
Storage

Requirements to be met by storerooms and containers
Store closed package in a freezer.

Information about storage in one common storage facility
Not required.

Further information about storage conditions
Store under nitrogen.

Protect from humidity and keep away from water.
Specific end use(s) No further relevant information available.

Determining the suitability of these materiais forany medica! or pharmaceutical products appiicattons, and compiying with the legal requirements for any such applications, are the sole responsibility
and obligation of anyone purchasing these materials for such applications. Purac specifically warrants that its materiais will conform to its intemai specifications ar>d/or specifications otherwise
expressly agreed upon with purchaser. The foregoing warranty is given in lieu of any and all other warranties of any kind, and Purac grants no o”er warranties, whether written or oral, express or
implied by statute or otherwise regarding their quality, m~chantability or fitness for any purpose. Purac's tiabjiity under its warranty shall be limited to a rehind of the purchase price.

www.puracbiomaterlais.com
page 3/8
Purac Biomaterlals: bringing yaurideasto life I
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Safety data sheet

PURASORB® PL

EXPOSURE CONTROLS / Additional information about design of technical systems
PERSONAL PROTECTION No further data; see Section 7.

Control parameters
None.

Components with limit values that require monitoring at the workplace
Not required.

Exposure controls

Personal protective equipment

General protective and hygienic measures

The usual precautionary measures should be adhered to general rules for handling
chemicals.

Breathing equipment
Not necessary if room is well-ventilated.

Protection of hands

The glove material has to be impermeable and resistant to the product/ the
substance/ the preparation.

Due to missing tests no recommendation to the glove material can be given for the
product/ the preparation/ the chemical mixture.

Selection of the glove material on consideration of the penetration times, rates

of diffusion and the degradation.

Material of gloves
The selection of the suitable gloves does not only depend on the material, but
also on further marks of quality and varies from manufacturer to manufacturer.

Penetration time of glove material
The exact break through time has to be found out by the manufacturer of the
protective gloves and has to be observed.

Eye protection
Safety glasses.

Body protection
Light weight protective clothing.

PHYSICAL AND CHEMICAL Information on basic physical and chemical properties

PROPERTIES General Information
Appearance
Form granulate
Colour white
Odour odourless
Odour threshold not determined
pH-value not applicable

Determining the suitabiiity of these materiais for any medicai or pharmaceuticat products appircations, and compiymg with the legal requiramants for any such applications, are the soia responsibiiity
and obilgation of anyone purchasing these materials for such applications. Purac specifically warrants that its materials will conform to its Internal specifications and/or specifications otherwise
expressly agreed upon with purchaser. The foregoing warranty is given in lieu of any and all other warranties of any kind, and Purac grants no other warranties, whether written or oral, express or
implied by statute or otherwise regarding their quality, merchantability or fitness for any purpose. Purac\ itabiiity under Its warranty shelf be limited to a refund of the purchase price.

www.puracbiomaterials.com
page 4/8
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Safety data sheet

PURASORB® PL

Change in condition

Meiting point/Melting range
Boiiing point/Boiiing range
Fiash point

Inflammability (solid, gaseous)

Ignition temperature
Decomposition temperature
Self-inflammability

Danger of explosion

Critical values for explosion
Lower

Upper

Vapour pressure

Density at 20°C

Relative density

Vapour density

150-200 °C
not applicable
not applicable

product is not easily

inflammable

not determined
not determined
not determined

dust can form explosive
mixtures with air

not determined
not determined
not applicable
1.24 g/cm”

not determined
not applicable

Evaporation rate not applicable
Solubility in / Miscibility with Water Insoluble
Partition coefficient (n-octanol/water) not determined
Viscosity

Dynamic not applicable
Kinematic not applicable

Other information
No further relevant information available.

10. STABILITY AND Chemical stability
REACTIVITY Decomposes in contact with water. Hydrolyses to lactic acid.

Thermal decomposition / conditions to be avoided
No decomposition if used according to specifications.

Possibility of hazardous reactions
No dangerous reactions known.

Conditions to avoid
No further relevant information available.

Incompatible materials
Water
Moisture

Hazardous decomposition products
Carbon monoxide and carbon dioxide.

Determ«ning the euitabiHty of these materials for any medical or pharmaceutical products applications, and complying with the legal requirements for any such applicatiims, are the sole responsibility
and obligation of anyone purchasing these materials for such applications. Purac speciftcally warrants that its materials will conform to its Internal specifications and/or specifications otherwise
expressly agreed upon with purchaser. The foregoing warranty is given In lieu of any and ail other warranties of any kind, and Purac grants no other warranties, whether written or oral, express or
implied by statute or otherwise regarding their quality, merchantability or fitness for any purpose. Purac's liability under its warranty shaft be limited to a refund of the purchase price.

www.purachiomateriais.com
page 5/8

Purac Biomaterials: bringing your ideas to life
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Safety data sheet

PURASORB® PL

11. TOXICOLOGICAL Information on toxicological effects

INFORMATION Acute toxicity
No adverse effects observed.

Primary irritant effect
On the skin
No irritant effect.

On the eye
No irritant effect.

Sensitization
No sensitizing effect known.

Other information (about experimental toxicology)
Not available.

12. ECOLOGICAL Aquatic toxicity
INFORMATION No further relevant information available.

Persistence and degradability
Hydrolyses to lactic acid which is readily biodegradable.

Behaviour in environmental systems
Bioaccumulative potential
Decomposition in contact with water.

Mobility in soil
No further relevant information available.

Additional ecological information

General notes

Negative ecological effects are, according to the current state of knowledge, not
expected.

Water hazard class 1 (German Regulation) (Self-assessment); low hazard to waters.

Results of PBT and vPvB assessment
PBT
Not applicable.

vPVvB
Not applicable.

Other adverse effects
No further relevant information available.

Determining the suitability of these materials tor any medical or pharmaceutical products appiications, and complying with the iegal requirements for any such applications, are the sole responsibility
and obligation of anyone purchasing these materials for such applications. Purac specifically warrants that its materials will conform to its internal specihcatlons and/or speclficottons otherwise
expressly agreed upon with purchaser. The foregoing warranty is given in lieu of any and ait other warranties of any kind, and Purac grants no other warranties, whether written or oral, express or
implied by statute or otherwise regarding their quality, merchantability or fitness for any purpose. Purac's liability under its warranty shall be limited to a refund of the purchase price.

www.purachiomaterials.com
page 6/8

v
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Safety data sheet

PURASORB® PL

13.DISPOSAL
CONSIDERATIONS

14. TRANSPORT
INFORMATION

15. REGULATORY
INFORMATION

16, OTHER INFORMATION

Waste treatment methods
Recommendation
Remove in accordance with the iocai official recommendations.

European waste catalogue
16 05 09 discarded chemicais other than those mentioned in 16 05 06, 16 05 07
or 16 05 08

Land transport ADR/RID
ADR/RID Class

Maritime transport IMDG
IMDG Class

Marine pollutant
No.

Air transport ICAO-TI and IATA-DGR
ICAO/I1ATA Class

UN "Model Regulation™

Special precautions for user
Not appiicabie.

Transport/Additional information
No dangerous good according to internationai transport regulations.

Transport in bulk according to Annex Il of MARPOL73/78 and the IBC Code
Not appiicabie.

Chemical safety assessment
A Chemical Safety Assessment has not been carried out.

This data is based on our present knowledge. However, it shall not constitute a
guarantee for any specific product features and shall not establish a legally
valid contractual relationship.

Abbreviations and acronyms

ADR: Accord europeen sur le transport des marchandises dangereuses par Route
(European Agreement concerning the International Carriage of Dangerous Goods by
Road).

Determining the suitability of these materials for any medical or pharmaceutical products applications, and complying with the legal requirements for any such applications, are the sole responsibility
and obligation of anyone purchasing these materiats for such applications. Purac specifically warrants that its materials will conform to its Internal specifications and/or specifications otherwise
expressly agreed upon with purchaser. The foregoing warranty is given in lieu of any and all other warranties of any kind, and Purac grants no other warranties, whether written or oral, express or
implied by statute or otherwise regarding their quality, mefchantability or fitness for any purpose. Purac's liability under its warranty shall be limited to a refund of the purchase price.

www.purachiomaterlaisxom

page 7/8

Purac Biomaterials: bringing your ideas to fife
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Safety data sheet

PURASORB® PL

RID: Reglement international concernant le transport des marchandises dangereuses
par chemin de fer (Regulations Concerning the International Transport of Dangerous
Goods by Rail).

IMDG: International Maritime Code for Dangerous Goods,

IATA: International Air Transport Association.

IATA-DGR: Dangerous Goods Regulations by the "International Air Transport
Association" (IATA).

ICAO: International Civil Aviation Organization.

ICAO-TI: Technical Instructions by the "International Civil Aviation Organization
(ICAO).

GHS: Globally Harmonized System of Classification and Labelling of Chemicals.
EINECS: European Inventory of Existing Commercial Chemical Substances.
CAS: Chemical Abstracts Service (division of the American Chemical Society).

Determining the euitebifity of these materials for any medical or pharmaceutical products applications, and complying with the legal requirements for any such applications, are the sole responsibility
and obiigation of anyone purchasing these materials for such applications. Purac specifically warrants that its materials will conform to its internal specihcatlons and/or specifications otherwise
expressly agreed upon with purchaser. The foregoing warranty is giyen In lieu of any and all other warranties of any kind, and Purac grants no other warranties, whether written or oral, express or
implied by statute or otherwise regarding their quality, merchantability or fitness for any purpose. Purse's liability under its warranty shall be limited to a refund of the purchase price.

www.purachiomaterials.com
page 8/8

Purac Biomaterials; bringing your Ideas to life
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/norotun/
I lacnopT 6e30macHOCTH BeLlecTBa Pes. Ne1/16 agrycrta 2011 r.

PURASORB® PL

HasBaHVe MpogyKTa PURASORB® PL
Lupgl--T'N®uknymnsa
BH1LI1-:c1'BA/cokamnT a 1ua u Honvep EINECS: Mwvep
CBELEHMA o P
KoMNAHUW/11P1;an1"ns TV YCTGHOBMEHHbE  OG/IBCTV  MUMEHEHVSI  BRLLECTBA. WM
HEPEKOMEHIOBAHHB e 00/18CTU MPUMEHEHA
MpriveHeHVe BELLECTBA/ Mperiapara
Mymvep 48 MEIVLHCKOIO MpUIVEHEH/A

MoapobHLE CBEOEHA O MOCTABLLYIKE MacriopTa 6e30MacHoOCTU
[MpovBBOAHTESL/MOCTaBLLMK Mypax Broxem (Purac Biochem)
K46, 4206 AC I'oprHxewm,
1 (Arkelsedijk 46, 4206 AC
Corinchem the Netherlanck)
Ten.:+31-183-695695
dakc:+31-183-695604

ViHdhopviaLys t.van.dongen@purac.com

TenethoH /1 npreva SKCTPEHHb X COOOLLEHMIA:
oM MOCTaBLLYK
Ten: +31-183-695695 (Mypeak Broxem (Purac Biochem), HioepreHab)

KraccujmkalLyis BeLLECTBa WM CVIECH
2. VAEHTVIOVKALNA Knaco/iMKaLya B COOTBETCTBIV C PeryiaveHToM (EC) Ne 1272/2008

OMACHOCTEN BelLECTBO 1 KMaco/MLVVETCA B COOTBETCTBIM C peryaveHTom CLP.

NEVEHTbI MaPKPOBKA
MBpKVPOBKa B COOTBETCTBIM C perriaveHToM (EC) Ne 1272/2008
OrcyTciByeT.

MMKTOrPaMMb | OMacHOCTU
OrcyTCTByET.

CvIrHarbHoe ¢roBo

OrcyTeTByeT.
Kparkve XapaKTeprCTVKA OracHOCTU
OrcyTeTByeT.

VHHOpVBLIS,  KacaloLLpSiC  KOHKDETHbIX  OracHOCTEd 19 UerioBeka. 1
OKDYMKAIOLLE Cpefb| 5
HEQBronp/ATHLE NMOCTEACTBYA IR 30000B5A HEM0BEKA W OKDYMGHILLEV Cpedb|
He OHABAHOTCA MOV HOPVBHOM VOO 530BaH/M.

OnpegeneHne NPUrOAHOCTY 3TUX MaTepuanos Ans No6bIX MeAULIMHCKUX UK (hapmMaLieBTUHeCKUX MpenapaToB U cobntofeHWe npaBoBbiX TPeGoBaHMIA Ans NtoGbIX
Takux 3asBMeHWIA ABNSETCH UCKNOUYMTENbHOV OTBETCTBEHHOCTBIO H 06S13aHHOCTbLIO MMLA, KOTOPOe 3aKynaeT aTu MaTepuanbl Ans Takux npumeHeHwid. KomnaHus
«Mypak» (Purac) ocobbiM 06pa3oM rapaHTVpyeT, 4TO MaTepuaibl GyAyT COOTBETCTBOBATb BHYTPEHHWUM crneum(Mkaumam n/unm xapakTepucTukam, KOTopble B
NPOTUBHOM Cyyae NpsIMO COr/acoBaHbl C MOKynaTeneM. BbilleynomsiHyTas rapaHTVs NpefocTaBAsieTcs BMECTO MH0GbIX ApYrux rapaHTuii nio6oro xapakTepa, v
KoMmnaHus «lypak» (Purac) He AaeT HUKaKUX ApYruX rapaHTUi, MUCbMEHHBIX WM YCTHBIX, MPSMbIX WAM NOAPa3yMeBaeMblX 3aKOHOM, UM WHbIM 06pasoM B
OTHOLLEHWN KayecTBa, KOMMEPYECKOTO MPUMEHEHUS UMW NPUTOAHOCTY ANS Kakoin-nnéo Lenn. OB6s3aTenbcTBO KoMMnaHuM «lypak» (Purac) B OTHOLLEHUM rapaHTum
OrpaHNu4MBaeTCs BO3MELLIEHNEM LieHbl MOKYMKU.

www.pmacbiomaterials.com CcTpaHvua 1/8
MypaxBHomarcpriadc (Purac Biometcrials):
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MacnopT 6e30MacHOCTU BeLLECTBa
PURASORB® PL

oed Sl PBT (CBT) nvPvB (0CoB)
MbTaTbl OLEHKA n
E%f(csr)

He muveravo.

vPvB(0Cob)
He mveravo.

3. COCI'AB/

XUMm4ecKast PUCTVIKA: BellpcTBa
VH®OPMALSI OB
I/IHFPE,LI,I/IEU'HTAX Mowm [(3B-Lyc)-3,6-amvemt1, 4~.UVIOI<Cal+2 5-yoH]

CAS-vomep O6o3HaueHve
3B13B50-1

oeHTVIGMKaLIVIOHHB 1A HOMVED
Hovep EINECS:

Muvep

. OrwvicaHvie Mep Nepsoii NMOMOLLY
4. MI™Pbl MEFBOW MOMOLLIV OoLLps 1

Karve-rvo0 creLyarbHb B VEpb I He TPeGYHOTTS.

I'pvl B[lb XaH/
He movervo.,

[Py nonagaHN Ha KOy
HeVBLYIEHHO M TLLETE/5HO MPOMOIATE BOZJOK C MboM

[V HOHAZgHIN B 1833
MoovoiTe OTKOLITLIA 88 B TEUeHVE HESKO/BKX MAHYT (~ 15 M) nog

MPOTOHHOM BOOOA. EC/M ovMITTOMVB | BCE ELLE MVCY TCTBYHOT, 00ETTECE KBRaHY.

[Py MporfarbBaHM
Mv mpoarbBsHM He BoBbBaAliTe peoTy. COpamuTech 33 MEAVLVMHCKON

MOVOLLLO
HeymoK  HeoOXoMO  MPOMBITL M0, HaOMKQEEHVEM  KB/VLW0BBHHOMO
MVEVLHCKOMO CrELyarvCTa.

VHdopveLys fns Bpasa

Havboriee BaXHBE CUMITTOMb I 11 34XPeKTbI, KAK OCTPbE, TaK 11 3aVE/EHHbE
Karastnv00 [arbHei LBA COOTBETCTBYHOLLBS VHIDPVELS HEOCTYTHA.

YKazaHM 0 HeoOXOOMMOCTM  HEMEIVIEHHOM MEOMLIMHCKOA MoMOUW 1
CMeLVIa/IbHOMO SieYeHSt

Karast/ /00 JarbHeLLBS COOTBETCTBYHILLESA VHOPVBLYIA HEOCTYTHA.

OnpefeneHrie NPUrOAHOCTM 3TUX MaTepUanoB s No6bIX MeAULMHCKUX unn (F)apMaLeBTUYeckuX NpenapaToB M cOG/HOAEHME MPaBOBbIX TPeGOBaHWIA AN NHO6bIX
Takux 3asBNeHWii ABNSETCH UCKMIOUNTENbHON OTBETCTBEHHOCTbIO U 06S3aHHOCTLIO NWLA, KOTOPOE 3aKynaeT 3T MaTepuanbl 41 Takux NpumeHeHWid. KomnaHws
«[Mypak» (Purac) ocobbiM 06pa3oM rapaHTVUpyeT, YTO maTepuaibl 6yAyT COOTBETCTBOBATb BHYTPEHHWUM CheuuuKaumam W/unum xapakTepucTukam, KOTopble B
NPOTVMBHOM Cly4yae MPAMO COTNacoBaHbl C MOKynaTeneM. BbilleynomsiHyTas rapaHTUs MpefocTaBAsieTcs BMECTO MHOGbIX APYruX rapaHTuii no6oro xapakTepa, v
KoMmnaHus «lypak» (Purac) He AaeT HWKaKUX APYrux rapaHTui, MUCbMEHHBIX UM YCTHbIX, MPAMbIX WAM NOAPa3yMeBaeMblX 3aKOHOM, WAW WHbIM 06GpasoM B
OTHOLLEHWW KayecTBa, KOMMEPYECKOr0 MPUMEHEHUS UAW NPUTOAHOCTU ANA Kakoi-nnbo Lenn. O6s3aTensCTBo KoMnaHun «Mypak» (PUrac) B OTHOLLEHWUM rapaHTum
OrpaH14MBaeTCs BO3MELLIEHWEM LieHbl MOKYMKW.

WWWw.pmachiomaterials.com crpanuya 2/ 8
Mypak BHomaTepHanc (Purac Biomaterials;,
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MacrnopT 6e30MacHOCTY BELLECTBa

PURASORB® PL

S MPOIVBOTOKPHBE MEPBI

6. MEPSI110 JVKB/IALMM
CITYHAVHON YTELKA

7. CBPALLEHVE UXPAHEHVE

CpefcTBa NOXapoTyLweHus
CoOTBeTC 1BYytoLMe OTHeTyL all e BelecTsa

MeHa CO2

Mo COOGpa)KeHI/IHM 6e3onacHoOCTH HeCoOoTBeTCTBYylHO W MNE OorHetywauwune
BellecTBa

Her.

Ocobble onacHocTH, co3faBaemMble BeELWLECTBOM NN CMeECbIO

PeKkomeHAauus NS COTPYAHUKOB NMPOTUBOMOXAPHON CNYX6bl
CpefcTBa 3alyUThl

//Crons3yviTe CencTEa VHIVB/{Tya/ bHOM ST |
He Bap KalTe B3PbB-ETLE W BbIOMHBLE [a8bl

Mepbl  NUYHOW  6e30MacHOCTM, 3allUTHble CcpeAcTBa W fJeiicTBua B
upesBblUaiiHbIX CUTyaUUAX

I/blvblsyﬁTecpemBaaa_wrrbl He ponyckalite MUCYTCTBAA A, 663 CPEaCTB

Mepbl No 3alUTe OKPYXatowei cpeabl

Kakve-/vi60 crewvarsHbE VEDb | He TPeOyHOTCA.

METOAbI U Matepuansl ona noKanusaunm m OHNCTKU
IVEXaH/MECKV/IM CTOCO00M.

Ompegsle  Ha  BOCTAHOR'EH/E WU YTWVBALWIO B COOTBETCTBYOLLYX
KOHTE/HEEX.

CcbiNKa Ha Aipyrue pasgens

0 6E30MAacHOM OOPALLEHAV M. B pEGIErE 7.
VHJopVELYAO 0 CRecTRaX MHIVBATYarbHOM 3aLLTHIOM B pasiere 8
VHJopveLYro 00 yivsaLym ov B pasaere 13

O6paweHnc

Mepbl NpesoCcTOPOXHOCTU No 6e30nNacHOMY o6palyeHunto
He forycraiiTe 0GpE30BaH/A MbI
Venonssyvite B Cpese 3aLLyTHOM rasa.

Ycnosus fns 6e30nacHOro XpaHeHus ¢ y4eTom N0 6biX HECOBMECTUMOCTEN
XpaHeHune
Tpe6oBaHuA, npeabaABAgeMble K CKNafCKUM MOMeL eHNAM N KOHTeliHepam

XpaHATH B 3aKPbTON YTIBKOBKE B XONIOOWBHVKE.

NHdopmaLmsa 0 XpaHeHUN B 04HOM 06LLeM XpaHMaULLe

[onoNHW TeNbHas MHGpopMayus 06 YCNOBUAX XpaHeHUs

XpaH/Ts B asoTe.

He ponyckaiTe nonagaHusa Bnarum m BoAbl.
OeWarbHe  KOHEYHeE  MONOTb3oBaHE  Kakas/u0  COOTBETCTBYHOLLES
VHJOPVBLYA OTCYTCTBYET.

OnpegeneHne NpUroAHOCTW 3TUX MaTepUanoB A4S NHGLIX MEAULMHCKUX WK (hapMaLeBTUYeCKUX NpenapaToB W co6/OfeHe NPaBoBbIX TPeGOBaHMI Ans NHOBbIX
TaKuX 3asBeHNI SBNAETCA UCKIHOUUTENBHON OTBETCTBEHHOCTBIO M 0GSI3aHHOCTBIO /LA, KOTOPOE 3aKymaeT 3TV MaTepuanbl Ansi TakMX NpUMeHeHMiA. KomnaHus
«Mypak» (Purac) oco6biM 06pasoM rapaHTMpyeT, YTO MaTepuaibl GYAyT COOTBETCTBOBATb BHYTPEHHUM CrELMGUKALMAM W/MAU XapaKTepUCTVKaM, KOTOpble B
NPOTMBHOM CMyyae NPsMO COFNIAcoBaHbl C MOKynaTeneM. BhbilueynomsHyTas rapaHTus NpefocTaBnisieTcsl BMECTO /Mt0BbIX APYrUX rapaHTWii Nlo6oro Xxapaktepa, 1
KoMnaHus «[lypak» (Purac) He 4aeT HUKAKWX APYTUX rapaHTUi, MUCbMEHHBIX WM YCTHbIX, NPAMbIX WK NOAPA3yMEBAEMbIX 3aKOHOM, UMM UHbIM 06pasoM B
OTHOLLIEHWM KaYeCcTBa, KOMMEPYECKOTO NPUMEHEHUS UM NPUTOAHOCT W ;LS Kakoi-nnGo uenu. O6s3aTenbcTBo KoMnaHun «Mypak» (PUrac) B OTHOLLEHWW rapaHTUm

OrpaHnM4MBaeTCA BO3MeLLeHMEM LieHbl MOKYNKKU.
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MacnopT 6e30nacHoOCTH BELLECTBaA

PURASORB® PL

8. CPEACTBA KOHTPO/A 3A
OMVIC:HbIM BO3L|-ACTUEM /
CPEACTBA NHAVBUAYANIBHOW
SALLUNTBI

9. ®UBNYECKNE N XUMWNHYECKNE
CBOWCTBA

no/Hm jc.ibHafl vHdopvaLys o mmwwm TEXHUHECKVIX CVICTEM
[pHHbE OTCYTCTBYIOT, GV DegeNT /.

mpawEprlmHTporﬂ

K M1 HCTb e npegensHLEIMM 3HaUeH IV, B OTHOLLEHVM KOTOPbIX TebyeTCs
KOHTPO/b HAL paboqeM MECTe
He TpebyeTeA.

QpencTEa KoHTPO/ A BORAEVICTBYASA

QpepacTea MHOVBATYaHHON 3aLLUTBI

O6LLYe 3aLLYITHBE U TUMVEHNYECKVE MEPbI

CreayeT COOMQEATL 00bMHLE  VEPbI MPEJOCTOPOXHOCTA U 00LLYe  MpeBwn
O0PBLLEH/A C XVIM/HECKVIVM BELLECTBAMA

[JpxarcribLLEe 000py/aoBaHVe
He Tpebye T e/ NOVELLEHVE XOPOLLD BRHTWDYETCA.

3auyma pyk

VHTEDVBN MERHETOK A0 HEH ObITb HEMPOH/LIPEVIM U1 YCTOVBS M K BORIEVCTBIO
/632 OTCYTCTBVA VOTbITaHAA, PEKOVEHIAL MO METEQVEVY MEQHETOK HEe MOryT
ObITb MPeOCTaReHb I [ Moy KT/ MperaparalXAVIHECKOA OVECUL

Bobop VeTEVErR MEQHATOK C YUETOM BOEVEHW MOOHVKHOBEH/S,  CKOPOCTU
Idhy3/m NyxyaLLEH/S| CBOVCTB.

Marepra: repyarTok
Bb60p NMOEXQOALLYX MEPHETOK 38B/CUT He TO/BKD OT NETEVE, HO U OT [pyTX
movBHake!! KBYECTEa, Y BAPLVYETCA B 3aBV/CUMIOCT OT MOOVBBOIVTE A,

ViHchopvaLwisi 06 OCHOBHB IX (VBUKO-XVIMHECKIX CBOCTBAX

O0LLpS LL

BreuH/n B

dopva MPeHyI T
Liget Gerbi

3arax 0e3 zarexa
[Mopor BoCTpYsTAA 3ariaxa He OrpedereHo
SHaverve pH He MOAVEHAVD

OnpegeneHne NPUrOAHOCTY 3TUX MaTepuanos Ans No6bIX MeAULIMHCKUX WK (hapmMaLieBTUHeCKUX MpenapaToB 1 cobntofeHne npaBoBbiX TPeGoBaHMIA ANS NH06bIX
Taknx 3asBEHUIA ABNAETCA UCKIOYPITENbHON OTBETCTBEHHOCTLIO W 06A3aHHOCTbIO ML, KOTOPOe 3aKymaeT 3TW MaTepuasbl ANs TakuX MpuMeHeHui. KomnaHus
«Mypak» (Purac) ocobbiM 06pa3om rapaHTMpyeT, YTO MaTepuansl GyAyT COOTBETCTBOBATb BHYTPEHHUM cCrieuuduKaumam wunm XxapakTepucTukam, KOTopble B
NPOTVMBHOM C/lyyae MPAMO COFNacoBaHbl C MOKynaTeneM. BbilleynomsHyTas rapaHTWs NpefocTaBsieTcs BMECTO /I06bIX APYruX rapaHTuii nNto6oro xapaktepa, u
KomnaHus «lypak» (Purac) He AaeT HUKaKUX ApYruX rapaHTUi, MUCbMEHHBIX WM YCTHbIX, MPSMbIX WM MOApasyMeBaeMblX 3aKOHOM, WAW WHbIM 06pasoM B
OTHOLLEHWN Ka4ecTBa, KOMMEPYECKOTO NPUMEHEHUS AW NPUTOAHOCTU ANS Kakoi-nn6o uenn. O6s3aTenbCTBO KOMMaHuM «Mypak» (Purac) B OTHOLLEHUM rapaHTWm

OrpaHNYMBAETCS BO3MELLEHMEM LieHbI NOKYMKU.
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MacnopT 6e30MacHOCTU BeLLEC3 Ba
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V/BMVEHEHVie COCTOSHA

Temriepartypa rviaBneHVsy ivarasoH rias eHus
Temriepartypa KUNeHsYavianasoH KUNeHust
Temrieparypa BCrbLLKA

BocrniameHsieMocTb (TBeproe BeLLECTED,
razoobpasHoe BelWecTBO)

Temrieparypa BOCTVIAVEHEHNA

Tenmneparypa pas oeHVst

CavoBoer 0paeMOCTb

OriacHOCTL B3pbBa

150-200°C

He NPUMEHUMO

He NPUMEHMMO

NPOAYKT He SBNsieTCS
NerkoBOCM/IAMEHSIOLLMMCS
He onpegeneHo

He onpeaesneHo

He onpefeneHo

MbUTb MOXKET 06Pa30BbIBAThH

B3pbIBOONacHble CMeCU C
BO34yXOM
Kprmnyeckve 3Ha4eHnA 19 B3pbBa

HpkHWA Mpenen He onpe/eneHo
BepxHuin npemen He onpeaeneHo
JaBreHve rapos He NPYIMEHMMO
MnotHocTs Mpn 20°C 1,24 rfem

OrtHocuTesbHasA MI0THOCTL He OnpefesnieHo
["1oTHOEST, MapoB He MPUMEHNMO

CKopocTb VeriapeHys He MPUMEHNMO
PaCTBOPYMOCTB B BOzE / CMELLVBAEMOCTL C BQIOV  He pacTBOpsieTcst

KoathmLweHT pacripeserieHs (MFOKTaHO/VBOAA) — He onpefgesneHo
BseKocTb

JyHamnyeckan

KuHematyeckas

JoronHuTenbHaa vHdopmvaLms
Kakas-n16o fasbHelilas cooTBETCTBYOLLAA
WHhopMaLUWsA HedoCTyrHa.

HE NPUMEHNMO
He NpUMEHNMO

XMmHecKast CTabWbHOCTb
Paznaraetcs npy KoHTakTe ¢ Bogoi. Miaponmsyetcs
10. M ABUNIBHOCI1 b U [10 MOIOYHOM KMC/IOTbL.
XUMWYHeK 1A AKTVIBHOCTb
TepMyecKoe paz/iokeHVe / YCoBUS, KOTOPbIX
CrienyeT visterarb

Mpn MCMNonb30BaHNN B  COOTBETCTBUU Cco
CI'IeLI.VI(*)VIKaLI.I/IHMVI Pa3fIoXKeHNE HE MPONCXOANT.

BepostTHOE b BOSHVKHOBEHS! OMaCHb X PeaKLIyil

Kakune-nn6o onacHble peaKunn HEM3BECTHbI.

YeroBust, KIB'0pb KX CreayeT veberarb
Kakas-nm6o [JanbHeliLan COOTBETCTBYHOLLIAA
MHhopMaLmMs HeloCTyrNHa.

HeCoBVECTVMBE MaTEpVaVTb

Boma

BniaxxHoCTb

OracHbE NMPOAYKTbI Pas/IoHeHNA

OKVCb YTrNepofia U IBYOKYCH YIeposa.

OnpegeneHve NPUrogHOCTM 3TUX MaTepuanos Ans NHGLIX MEAULMHCKUX WK (hapMaLeBTUYeCKUX NpenapaToB W COBHOAEHVE NPaBOBbLIX TPe6OBaHUIA Ans NHOGbIX
TaKuX 3asBEHU ABNAETCA UCKIKOUUTENBHON OTBETCTBEHHOCTBIO M 0GSI3aHHOCTBIO /LA, KOTOPOE 3aKynaeT 3T MaTepuanbl Ansi TakuxX NpUMeHeHWIA. KomnaHus
«Mypak» (Purac) oco6biM 06pasoM rapaHTUpyeT, YTO MaTepuabl GyAyT COOTBETCTBOBAaTb BHYTPEHHWUM CrELMGMKALMAM W/WAM XapaKTepucTuKam, KOTopble B
NPOTMBHOM C/ly4ae NPSMO COFNIAcoBaHbl C MOKynaTeneM. Bhbilleyno.Msuysas rapaHTWsi NpeaocTaBnsieTcst BMECTO NHOBbIX APYrWX rapaHTuii 1to6oro xapakTepa, W
KomnaHust «lypak» (Purac) He 4aeT HUKAaKWX APYTMX FapaHTWiA, MUCbMEMHBIX WM YCTHbIX, MPAMbIX WM MOAPa3yMEBAEMbIX 3aKOHOM, WM WHbIM 06pasoM B
OTHOLLIEHWN Ka4ecTBa, KOMMEPYECKOTO NPUMEHEHWS UMW MPUFOAHOCTYW /1 Kakoin-nnbo Lenn. O6s3aTenbcTBo KOMMaHUn «Iypak» (PUrac) B OTHOLLEHUM rapaHTum
OrpaHNYMBAETCS BO3MELLEHMEM LiEHbI NMOKYMKN.
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11 NH®OPMALINA O
1'OKCNYHOCTN

12. UHOOPMALIMAO
BO3AENCTBIM HA
OKPY>XA101L1Y10 CPELY

ViHhopvaLVist 0 TOKCVIKONOMHECKOM BO3AEVICTBIAN
QcTpast TOKCUYHOCTD

Hakar/e HQMaroMPVSITHL E BOREICTBS He HArHQIakoTCsL.

MepBUYHBLIM pasfpaxawwmin aphekT

CeHevonrnvzaLps
KaKoiA-v00 CeHOVOWTBPYHOLLIA S0X[EKT He VBBECTEH,

&HOI'IHVI re/bHast HGopvaLs (00 SKCMEPUIVEHTASTHOM TOKCVKOOMAN)

TOKCV4HOCTB 151 BOJHBX OpraHyBMVoB
Karast/00 JabHeN LB COOTBETCTBYHILLESA VHJIOPVELYA HEOCTYTHA.

CTOMKOCTb Y pas/iaraeMoCTb
Mopoveyersi [0 MYIOMHOA KAUOTbl  KOTOpest  JEMKD  MOOBepreeTce
oropasIoiotQ

[MoBefeHVE B 3KOSIOMMHECKUX CHCTEMAX
CrocobHOCTL K BM0aKKyMyTLyN
PaznoeHre M KoHTaKTe C Boaoii

[ofB/KHOCTL B NO-Be
Karas-n/00 [arsHeLLBA COOTBETCTBYHOLLES! VHIIOPVBLIA HEIOCTYTHA.

JononHuTeribHast MHGopVIBLIS O BO3AEVCTBIM HA OKDYMAHOLLIHO Cpesly
OoLye MpUveEYaHUA

OpLgiebHbE  SKOMMECKE  TMOUEACTBAS,  COITIBCHO  CYLLECTBYHOLLEV
vHopveLY. TCoKABAHOTCA.

Krece omacHoc e Baobl 1 (permaveHT TepveHa) (CaVOOLEHKa): H/BKes
OMaCHOCTL .TTH B!

Pesynstars! olgHk PBT (CBT) nvPvB (0Cob)
PBT (CHI)
He movvervo.

VvPvB (0Cob)
He mvverawo.

[Opyrvee HeGnaronpysiTHb e BO3AEMCTBUA
Karast/ /00 | TLLIBHEALLBS COOTBETCTBYHILLESA VHIOPVELYIA HEOCTYTHA.

OnpegeneHne NPUrOAHOCTU 3TUX MaTepuUanoB Ans Nto6bIX MeAULIMHCKMX UK (hapmMaLieBTUHeCKUX MpenapaToB U cobtofeHVe NpaBoBbIX TPeGoBaHMIA AN NHOGbIX
Takux 3asBeHUI ABNAETCA UCKIIOUUTENbHON OTBETCTBEHHOCTLIO W 0BA3aHHOCTbIO MMLIA, KOTOPOE 3aKymaeT 3aTh MaTepuabl ANS Takux MpuMeHeHuid. KomnaHus
«Mypak» (Purac) ocobbiM 06pa3oM rapaHTUpyeT, YTO maTepuansl GyAyT COOTBETCTBOBaTb BHYTPEHHUM Crneuutukaumam U/unu XapakTepucTukam, KOTopble B
NPOTVMBHOM Cyyae MPSMO COrNacoBaHbl C MOKynaTenem. Bbilleyno.MaHyTas rapaHTVs NpefocTaBsieTcs BMECTO /H06bIX ApYruX rapaHTuii nio6oro xapakTepa, U
KomnaHus «lypak» (Purac) He AaeT HMKaKuUX ApYyruxX rapaHTuid, LLUCLMCHHbIX WM YCTHBIX, MPSMbIX WAM NOAPa3yMeBaeMblX 3aKOHOM, WAW WHbIM 0GpasoM B
OTHOLLEHWUW Ka4ecTBa, KOMMEPUYECKOTO MPUMEHEHUs AW NPUroAHOCTU A8 Kakoi-nnéo uenn. OB6A3aTenbCcTBO KOMMaHuM «Mypak» (Purac) B OTHOLLEHUM rapaHTum

OrpPaHNYMBAETCS BO3MELLIEHVEM LieHbI NOKYMKU.
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MeToabl 06paboTKn 0TX040B PekoMeHgaLum

YJaIVITe Beootbe i cTanu C MECTHBMA QLB BHL M/ PEKOVEHIALIVSIVIA
13 pexkomengaumn: o

YTWBNUmn EBponeiickuii katanor 0TX0f0B
16 05 09 cbpacbiBaeMble XMMUKATbI, OT/IMYHblE OT yKa3aHHbIX B 16 05 06, 16 05 07 unmn 16

HaszemHbll TpaHcnopT ADIi/RID
Knacc ADR/RID

14. TPABTIA
MPAHO TOPIPOL5AHAA Mopckoii TpaHcnopT IMDG
Knacc IMDG

3arpa3HuTenb mops
Neo

Bo3gywHsblii TpaHcnopT ICAO-TI n IATA-DGR
Knacc 1CAO/1A'T'\

Tunosble npasuna OOH

Ocobble Mepbl NPeAOCTOPOXHOCTU AN NOTpeGuTens

He mvvervo,

TpaHcnopT/fononuntensHas UHpopmayus

OreeHbE My3bl 0i CyTCTBYHOT BOOOTBETCTBY C MEYKIYHAPQIHL M/ MOBBWBVIA MEEB0BKIA

TpaHCcNopTUPOBKA HaBanoMm B cooTBeTCTBUU C Mpunoxernuem Il 13 MARPOL73/78u
kogekcom IBC

He mvveravo.

15. HOPMATYVBHAA OleHKa XMMUYECKOii 6e3onacHoCTy
VHOOPMALA OLEHKA XIVHECKDIA GE30MACHOCT He MPOBOIVECH.

3 [faHHBE OCHOBaHb | HAL HALLWX TEKYLLYX 3HaHVX. QIHAKD 3T0 He SRIFETCH FgpaHTVev
16. 'TPOHAA VHEOPVALYIA  Ka/X-/1V00  KOHKETHBK  XaPaKTEQVCTVK MOOIYKTA. U He YCTAHBRIVIBRET  HODVIVHECKN
FEVCTBYHOLLYX []: 0BOPHBK OTHOLLEHAA

A66peBmaTypbl U COKpalleHuns

ADR: EBponeiickoe CorTaLLEHVE O MEXXIyHaPOHOM [OPOXHOI NEPEBOBKE OMaCHb X My308.

OnpegeneHne NPUrOAHOCTY 3TUX MaTepuanoB Ans NO6bIX MEAULIMHCKUX UK (hapMaLieBTUHeCKUX MpenapaToB U cobtofeHne NpaBoBbIX TPeGoBaHWIA ANS NHOGbIX
TaKUX 3asiBIEHNA ABNSETCA UCKNIOUNTENBHOW OTBETCTBEHHOCTbIO M 06S3aHHOCTLIO /WL, KOTOPOE 3aKynaeT 3TV MaTepuasbl 415 TakuxX MpUMeHeHuid. KomnaHus
«[Mypak» (Purac) ocobbiM 06pa3oM rapaHTUpyeT, Y4TO MaTepuaibl GyAyT COOTBETCTBOBATb BHYTPEHHWUM CreuMpuKaumsaMm W/mnm xapakTepucTukam, KOTopble B
NPOTMBHOM Cly4yae MPSMO COr/acoBaHbl C MOKynaTeneM. BbilleynomsiHyTas rapaHTWs NpefocTaBAsieTCs BMECTO M0GbIX APYrux rapaHTuil no6oro xapakrepa, U
KomnaHus «lypak» (Purac) He AaeT HUKaKUX ApYruX rapaHTUi, MUCbMEHHbIX WM YCTHBIX, MPAMbIX WAM NOAPa3yMeBaeMblX 3aKOHOM, WAW WHbIM 06pasoM B
OTHOLUEHWN KayecTBa, KOMMEPYECKOrO MPUMEHEHUS AN MPUTOAHOCTU ANS Kakoi-nnbo Lenn. O6s3aTenscTBo KoMnaHun «Mypak» (Purac) B OTHOLLEHUM FapaHTuK
OrpaH14MBaeTCs BO3MELLIEHMEM LieHbl MOKYMKY,
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RID; MoiokeHve 0 MesIyHaPQIHOV MEPEB0BKE OMacHBIX MDY30B M0 KE/E3HOI 10pOoTe.
IVDG. MexayHapoHs 1 KOBEKC MOPCKOI Mepesski ONaCHb X My308.

IATA: MexyHapoaHas accoLyiaL i BO3y1LHOM TpaHCropTa.

IATADGR e req_eamm orecHbX  MPysoB  MixayHapoaHo — accoLyaLym
BO3ayLLHOro TpaHoriopTa (IATA).

ICAO: MexgayHapoaHas OpraHu3aums rpaxaaHCKol aBmaLmm.

ICAOTE: Termecke WHCTRYKUM  MBXIyHapOaHbX  OpraHvBaLyii  MesKEaHCKON
aB/BLY [ BO3OYLLHLX MEPeBo30K oracHbX y308 (ICAO).

G5 [TotarbHaA  repvoHVB/oBaHHEA  C/CTEMB.  VHJOPVELMA 10 6E30MaCcHOCTUA
X/MVHECKOA MpOyKLyA

EINECS; Epore/ckia MepeseHb CyLLECTBYHOLLYIX KDVIVEDHECKVX XVIVIMHECKUX BELLECTB.
CAS: PeeCTp X/WMHECKVX COSIVHEHNI AVE/KBHCKOIO X/IMVHECKDIO O0LLECTBA.

OnpegeneHne NPUrOAHOCTU 3TUX MaTepuanoB Ans N06bIX MeAULMHCKUX WK (hapMaLieBTUUeCKUX NpenapaToB 1 cob/toAeHe NPaBoBbIX TPeGoOBaHWIA AN NHOGbIX
TaKUX 3asIBNEHNIA ABNSETCA UCKNIOYNTENBHOW OTBETCTBEHHOCTbIO M 06f3aHHOCTLIO MWL, KOTOPOe 3aKymaeT 3T MaTepuasbl A1 Takux NpuMmeHeHwid. KomnaHus
«Mypak» (Purac) ocobbiM 06pa3oM rapaHTVpyeT, 4TO MaTepuanbl GyayT COOTBETCTBOBATb BHYTPEHHWUM CReuutuKauvam W/Mnu xapakTepucTukam, KOTopble B
NPOTUBHOM C/ly4yae MpsMO COFN1acoBaHbl C MOKynaTeneM. BbilleynomsiHyTas rapaHTUs MpefoCTaBAsieTCs BMECTO /t0BbIX APYrvUX rapaHTWiA Mo6oro xapaktepa, v
KomnaHus «Mypak» (Purac) He faeT HWKaKuUX APYruX rapaHTUiA, MUCbMEHHBIX UK YCTHbIX, NPAMbIX WM MOAPa3yMeBaeMblX 3aKOHOM, WAW MHbIM 06pasoMm B
OTHOLLEHWNN Ka4ecTBa, KOMMEPYECKOro NPUMEHEHUS UAW MPUTOAHOCTU ANS Kakoii-nnbo uenn. O6s3aTensCTBO KoMnaHum «Mypak» (Purac) B OTHOLUEHWUW rapaHTuu
OrpaHnY1BaeTCs BOMELLIEHVEM LieHbI MOKYMKN.
www.pmacbhiomaterials.com cTpaHuuya 8 /8
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NepeBog faHHOTO TeKCTa BbINO/IHEH Nnepe”auynkomMm MapkosblM ViBaHOM Hukonaesnyem

Poccuniickas ®epepauus
fopoa MockBa
CeMHagLaTOro UKHA ABe ThiCcAYM feBATHaaLaTOro roga

« . Pe6bpuHa EneHa AMWTpPUEBHA, BPEMEHHO WCMNOMHALWAA 0643aHHOCTU HoTapuyca ropoga

MockeBbl AkumoBa neb6a Bbopucosuya, cBuaeTe/IbCTBYIO MNOA/NMHHOCTbL MOAMUCU NepeBoAYUKaA
MapkoBa MBaHa Hnkonaesnya.

Moanucb caenaHa BMOEM MPUCY TCTBUN.

JInyHOCTb NoOANUCABLUErO AOKYMEHT yCTaHOB/EHA.
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