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WHCTPYKLUMK MO NPUMEHEHNTO

HacToswas MHCTPYKUMA NO NPUMEHEHWIO NpefHa3HavYeHa 418 BCEro nepcoHana, paboTatoLLero co
CTEHTOM KOpPOHapHbIM KOO6a/IbT-XPOMOBbIM C JIEKAPCTBEHHBLIM MOKPLITUEM CUPOIUMYC, YCTaHOB/IEHHbLIM
Ha 6annoHHbIA KateTep And YUTKA, W3roToBAeHHbIM NPeAnpUATUEM-PE3NAEHTOM  CBOGOAHON
3KOHOMUYeCKol 30HbI «Bacmep TekHonomkuc St ®3Cx», 1 LO/MKHbI ObITb BHUMATENBHO M3YYeHbl Nepef
NprMMeHeHeM nsgenus. Ecnm y Bac ecTb Kakme-nnbo Bonpockl, obpalaiitecb B KOMNaHU. OnMcaHHbIe
K/IMHUYeCKNe MEeTOAbl M BMeLLaTeNbCTBa He 0XBaThIBAOT BCEX MPUHATHIX C MEAWULMHCKOM TOUKMW 3peHus
npoLesyp UMMNaHTaLuMM CTEHTA, 1 He 3aMeHSI0T OMbITa Bpadeid, HO NpeAnaratoTcs fevallemy rnepcoHaty B
KayecTBe OpUeHTHpA.

1. O6nacTb NPUMEHEHUSA U Ha3HaYeHUe

HasHaueHne mefuLMHCKOrO 13aenns, ycTtaHoB1eHHOe NPOU3BOAUTENEM:

- CTeHT KOpOHapHbIii KO6aNbT-XPOMOBLIA C  IEKAPCTBEHHbLIM  MOKPLITUEM  CUMPOUMYC,
YCTAHOB/MEHHbIA Ha 6annoHHbIA KaTeTep ana UTKA (ganee - CTEHT) npefHa3HauyeH ANs1 fleYeHus
MauueHToB CO CTEHO30M B KOPOHapHbIX aptepusax. OH MokasaH Ans ynydlleHus AuameTtpa MnpocseTta
KOPOHAapHbIX apTepUii y NaLMeHTOB C CUMNTOMATUYECKMM ULLIEMUYECKUM 3a60/1eBaHEM U3-3a MOPAXKEHMA
LNMHOW He 60/1ee 38 MM B HATMBHbLIX KOPOHapHbIX apTepusx ¢ guameTpom oT 2,50 go 4,00 Mm.

06/1acTb NPUMEHEHNS:
- [ns npocheccMoHanbHOro NPUMEHEHNS B COCYANCTON XMPYPrin.

MoTeHUMaNbHbIe NOTPEGUTENN MEAVNLIMHCKOTO U3AENNS: Bpauu XUPYPri.

NMokasaHna:

MokasaH Ana  y/ydlleHWs [AuMameTpa MpPOCBeTa KOPOHapHbIX apTepuid Yy NauueHToB C
CYUMNTOMATUYECKUM ULLEMUYECKUM 3260/1€BaHMEM U3-3a NOPaXeHUs ANNHOW He 601ee 38 MM B HATUBHbIX
KOPOHAapHbIX apTepusx ¢ guameTpom ot 2,50 o 4,00 mm.

npOTI/IBOI'IOKa3aHI/IFI K MTPUMEHEHUIO:

MpYMeHeHMe CTEHTa NPOTUBOMOKA3aHO Y CReAyHLMX KaTeropuii NaLmeHToB:

- MaymneHTbI, KOTOPbIE HE MOTYT NOYyYaTb aHTUTPOMOOLMUTAPHYH/ aHTUKOAryNSHTHYO Tepanuto.

- MaumeHTbl ¢ NopakeHMeM, KOTOPOE He MO3BO/ISIET OCYLUECTB/ATL MO/IHOE HaMoNHeHWe GannoHa
A5t aHTMOMIACTUKN WK NPaBUIbHOE pa3MeLLieHNe CTEHTAYCUCTEMbI CTEHTOB.

- MaumneHTbI ¢ yCTaHOBMEHHOW TNepYyBCTBUTENLHOCTLIO K CUPOIMMYCY WK €r0 NPOU3BOAHBIM.

- MauWeHTbI ¢ YCTAHOBNEHHOW TMNepYyBCTBUTENLHOCTbLIO K MONMONE(MUHOBBLIM COMOMEPAM.

Mo6o4yHbIe gelicTBUSA:

- OCTpbIn UHAPKT MUOKapaa

- Annepruyeckas peakums Ha aHTUKOArynsaHTHYH UM aHTUTPOMOOLMTaPHYIO Teparnuio um
KOHTPAaCTHYIO Cpefy Win MaTepuasibl CTeHTa, BK/OYasA KapKac CTEHTa.

- AHeBpr3Ma (KOpOHapHOW apTepum)

- CTeHoKapaua

- Aputmun, BrMoYas ubpunnauuio xenynoukos (VF) vxenygoukoBas Taxukapaua (VT)

- ApTepvoBeHO3Has ucTyna

- TamnoHaza nonocTu nepukapaa

- KapanoreHHsbIi Lok

- CmepTb

- PaccnoeHue

- OM60NbI, AUCTa/IbHbIE (BO3LYLLHbIE, TKAHEBbLIE, TPOMOOTUYECKUNE, MATEPUASbI U3LENA UK
maTepuasibl CUCTEMbI JOCTaBKM CTEHTA)

- CeppeyHas He[oCTaTOUHOCTb

- NemaToma

- KpoBousnusHue, TpebytoLlee nepennBaHns Kposu

- TunoToHWsA/I MNepTOHNSA
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- JlTokasibHas u/unu cucteMHas UHQeKUms

- Nwemuna mnokapza

- bonb B mecTe goctyna

- Mepdopaums nnm paspbiB OJHONA NN HECKOMBbKMX KOpOHaprIX apTepuii

- MepvikapananbHblii BbINOT

- MNceBpoaHeBpu3Ma, GefpeHHas

- OTeK nerkux

- NoyeyHaa HefOCTaTOUYHOCTL

- HapylieHue fbixaHus

- PeCcTeHO03 CTEHTMPOBAHHOIO CermMeHTa

-l ok

- OMb0nm3aLms CTeHTa

- Murpauus cTeHTa

- TpoM603/0KKNKO3MS CTEHTA

- WHcynbT/HapyLUueHWe MO3roBoro KposoobpallieHus/ TpaH3uTopHas uileMmnyeckas ataka (TIA)

- O6LLan OKK/03USA KOPOHaPHOM apTepuu

- Cnasm cocyfos

- TpaBma cocyfi0B (paccnoeHue, nepdopaums, paspbiB UM TpaBMa, BKIKOYas KOPOHApHbIe
apTepuu), TpebytoLLMe XUPYPrYecKoro BOCCTAHOB/IEHNS UN NMOBTOPHOIO BMELLIATE/ILCTBA

B03MOXHble NO60YHbIE 3WHEKTLI, HE OTMEUEHHbIE BbILLE, MOTYT ObITb YHUKaIbHbIMU 15
JIEKapPCTBEHHOI 0 MOKPbITUSA, BbIAENAIOLLETO CUPONUMYC.

- AHOMaJIbHble NeYeHOYHbIe MpPo6bI

- AHemua

- ApTpanrus

- Ounapen

- 'MnepxonecTepuHeMus

- MnepyyBCTBUTENILHOCTb, BK/HOYAs peakummn aHannakTuyieckoro/ aHahmnakTongHoro Tmna

- ['vnepTpurnnuepngemms

- 'Mnokanuemus

- MHTepcTnymansHoe 3aboneBaHme Nerknx

- eiikoneHws

- lumdhoma 1 gpyrue 310Ka4eCTBEHHbIE OMYXO0/K

- TpomboumToneHms

2. Knaccnukayms

21 Tlo noTeHUMaNbHOMY PUCKY MPUMEHEHWS CTEHT OTHOCUTCS K Knaccy 3.
2.2 MeTog knaccugukauuy MDD 93/43/EEC, MpunoxeHue 1X Mpasuno 13.
2.3 N3penve aBnaeTcs ctepusibHbIM. CTepunusaumnsg OKCUAOM 3TU/IeHa.

2.4 VI3genve npefgHasHavyeHo 419 04HOPa30BOro MUCMosib30BaHUA.
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4. OnucaHune

CTeHT  KOPOHapHbli  KOGa/bT-XPOMOBbIA € JIEKAPCTBEHHbLIM  MOKPLITUEM  CUPOIMMYC,
YCTaHOB/EHHbIA Ha 6GanoHHbIA KaTeTep ans UTKA npeactaBnsieT co60il  M3e/1Me-KOMOMHALMIO
MEAMLMHCKOrO M3JeNNs W NEKapCTBEHHOrO Mpenaparta, COCTOSILLEro M3 KO6abT-XPOMOBOrO CTEHTA C

MOKPBITVEM W3 NIEKAPCTBEHHOMO MpenapaTta «CUPOIMMYC» - aKTUBHOFO KOMMOHEHTA C G1opasnaraemoi
NOIMMEPHOIA MaTpULIEiA.

KOHCTPYKUMS 3NN NPUBEAEHA HUXE.
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5. TexHU4YecKue XxapaKTepucTnUKu
Tabnmua 1

CTeHT

JnnHa cteHTa

[unameTp cTeHTa
TonuwmHa Kapkaca CTeHTa
Mpotunb cTeHTa

JlekapCTBEHHOE MOKpPbLITHE
KoHLeHTpauus npenapara

TonwwmHa NoKpbITUA

CKOpoCTb BblAeneHuns

HomuHanbHoe cofepXaHvie cuponmnvyca
Monmmepsl

Cwm. Tabnuuy 2

Cwm. Tabnuuy 2

0,07+0,013 mm

Ana 2,50,2,75 vn 3,00 mm cocTasnseT <1,10 mm, a ans
3,25, 3,50, 3,75 14,00 Mm - <1,15 MM

Cuponumyc

1,4 Mkr/mm?

4-7 MKM

48 pHei

Cwm. Tabnuuy 2

Buopasnaraemasi monvMMepHas  popMyna  CcemeicTea
MosIMMepPOB Ha ocHoBe nonm(b)naktnga - Monn(b)saktng,
(L-MNNA), 50-50 D, L-naktug-ko-ravkonug (MCA),
nonvBUHUNNMpponuaoH (MBIT)

Cucrtema goCTaBKM CTEHTA

CucTema JOCTaBKM CTeHTa

BannoH ana AOCTaBKM CTeHTa

[nnHa 6annoHa
LLIkana pacTshkeHust 6anoHHa
Mo3nunn mapKepos

[aBneHve HanonHeHWs GannoHa

Bpemsi HanonHeHnst 6annoHa

Bpewmsi cnycka 6annoHa

Pabouast A/1MHa CUCTEMbI JOCTaBKM
MpoKCHUManbHbIA AnaMeTp

LncTanbHbIin gnameTtp

COBMEeCTUMbIA NPOBO/MOYHBIA MPOBOAHMK (MaKC.)
CoefieHneHne

MonoxeHve BbIX04a NPOBOIOYHONO HaMpPaBuUTeNs
031 MOHNPOBAHME MapKEpPOB

COBMECTVMBIA C NPOBOHMKOBBLIM KaTeTepoM
Ycunve yaepxaHusa cTeHTa

TpeHWe NPOBOIOYHOI0 NPOBOAHMKA

Ycunue Ha paspbiB KateTepa

Ycunuve Ha paspbiB KaHoM OT TPY6Ku
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Cuctema [0CTaBKM npescTasnseT co6oi
ObICTPOCMEHHBIIA KarteTep c 6a110HOM,
PacrnofiOKeHHbIM Y AMCTA/IbHOTO  HaKOHEYHMKA.

[JvcTanbHas yacTb kaTeTepa UMeeT ABa KaHana, OfuH U3
KOTOPbIX MCMOMb3YeTCs ANA HanonHeHus 6annoHa, a
Jpyroii - NO3BOMSIET UCMO/b30BaTb MPOBOJIOYHbINA
MPOBOAHWMK  ANA  MNPOABWXKEHWS  KaTeTepa K
CTEHTMPYEMOMY CTEHO3y W u4epe3 Hero. BbannoH
NPeACTaBsieT  PacLLMPSEMbIA  CErMEHT  M3BECTHOIO
[vameTpa npu ykasaHHOM JaBneHnu

MonypacTHKUMbIA NOMMaMUAHBIA 6annoH, Ha 1 MM
[NIMHHEE, YeM CTEHT C ABYMS NIaTUHOBO-UPUAVEBLIMU
pPafnon30TOMNHLIMU MapKepamu, PacrnoNoXeHHbIMU Ha
KaHioNle KateTepa [A/11 0003HAYeHWs MOMOXEHWS
6asn10Ha 1 4/IMHBLI PACTAHYTOrO CTEHTA

Cwm. Tabnuuy 2

Cwm. Tabnuuy 3

Mapkepbl HaX0AATCA MO KpasiM CTeHTA Ha pacCcTOSHAM
(cm. Tabnmuy 4)

HoMuHanbHoe AaBneHne HanosHeHus: 8 atm
PacueTHOe faBneHue paspbiBa: 16 atm

He 6onee 10 cek

He 6onee 25 cek

1420+10 mm

0,73+0,05 mm

0,86+0,05 Mm

0,014"

Nyep-Jlok 6%

250£10 MM OT HAKOHEYHMKA

90 (£5 Mm) /100 (5 mMm) c™m

5F (1,65 mm)

He meHee 15N

He 6onee 0,2 N

He meHee 5N

He meHee 50 N



Tabnuua 2

[Junawmetp OnnuHa JnnHa HomMuHansHoe
HavmeHoBaHue VcnonHeHue CTeHTa CTeHTa 6anoHa, cofiepxaHue
+0.2 Mm + 1mm +0/-1 Mm  cuponumyca, MKr+ 10%
CreHT RAPSTROM  VM-VTR-250-8 2.50 8 10 48
VM-VTR-250-13 2.50 13 15 8
VM-VTR-250-18 2.50 18 20 98
VM-VTR-250-23 2.50 23 25 128
VM-VTR-250-28 2.50 28 3l 158
VM-VTR-250-33 2.50 3 35 186
VM-VTR-250-38 2.50 38 40 215
VM-VTR-275-8 2.75 8 10 48
VM-VTR-275-13 2.75 13 15 78
VM-VTR-275-18 2.75 18 20 98
VM-VTR-275-23 2.75 23 25 128
VM-VTR-275-28 2.75 28 3l 158
VM-VTR-275-33 2.75 3 35 186
VM-VTR-275-38 2.75 38 40 215
VM-VTR-300-8 3.00 8 10 48
VM-VTR-300-13 3.00 13 15 78
VM-VTR-300-18 3.00 18 20 98
VM-VTR-300-23 3.00 23 25 128
VM-VTR-300-28 3.00 28 3l 158
VM-VTR-300-33 3.00 3 35 186
VM-VTR-300-38 3.00 38 40 215
VM-VTR-325-8 325 8 10 58
VM-VTR-325-13 325 13 15 95
VM-VTR-325-18 325 18 20 120
VM-VTR-325-23 325 23 25 156
VM-VTR-325-28 325 28 3 193
VM-VTR-325-33 325 3 35 220
VM-VTR-325-38 325 38 40 262
VM-VTR-350-8 3.50 8 10 58
VM-VTR-350-13 3.50 13 15 95
VM-VTR-350-18 3.50 18 20 120
VM-VTR-350-23 3.50 23 25 156
VM-VTR-350-28 3.50 28 3l 193
VM-VTR-350-33 3.50 3 35 220
VM-VTR-350-38 3.50 38 40 262
VM-VTR-375-8 375 8 10 58
VM-VTR-375-13 375 13 15 95
VM-VTR-375-18 375 18 20 120
VM-VTR-375-23 375 23 25 156
VM-VTR-375-28 3.75 28 3 193
VM-VTR-375-33 375 3 35 220
VM-VTR-375-38 375 38 40 262
VM-VTR-400-8 4.00 8 10 58
VM-VTR-400-13 4.00 13 15 95
VM-VTR-400-18 4.00 18 20 120
VM-VTR-400-23 4.00 23 25 156
VM-VTR-400-28 4.00 28 31 193
VM-VTR-400-33 4.00 3 35 220
VM-VTR-400-38 4.00 38 40 262
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CreHT AKOS VM-VTA-250-8 2.50 8 10 48
VM-VTA-250-13 2.50 13 15 78
VM-VTA-250-18 2.50 18 20 98
VM-VTA-250-23 2.50 23 25 128
VM-VTA-250-28 2.50 28 T 31 158
VM-VTA-250-33 2.50 3 35 186
VM-VTA-250-38 2.50 33 40 215
VM-VTA-275-8 2.75 8 10 48
VM-VTA-275-13 2.75 13 15 78
VM-VTA-275-18 2.75 18 20 98
VM-VTA-275-23 2.75 23 25 128
VM-VTA-275-28 2.75 28 31 158
VM-VTA-275-33 2.75 3 35 186
VM-VTA-275-38 2.75 38 40 215
VM-VTA-300-8 3.00 8 10 48
VM-VTA-300-13 3.00 13 15 78
VM-VTA-300-18 3.00 18 20 98
VM-VTA-300-23 3.00 23 25 128
VM-VTA-300-28 3.00 28 31 158
VM-VTA-300-33 3.00 33 ¢ 35 186
VM-VTA-300-38 3.00 38 40 215
VM-VTA-325-8 3.25 8 10 58
VM-VTA-325-13 3.25 13 15 95
VM-VTA-325-18 3.25 18 20 120
VM-VTA-325-23 3.25 23 25 156
VM-VTA-325-28 3.25 28 3 193
VM-VTA-325-33 3.25 33 35 220
VM-VTA-325-38 3.25 338 40 262
VM-VTA-350-8 3.50 8 10 58
VM-VTA-350-13 3.50 13 15 95
VM-VTA-350-18 3.50 18 20 120
VM-VTA-350-23 3.50 23 25 156
VM-VTA-350-28 3.50 28 31 193
VM-VTA-350-33 3.50 33 35 220
VM-VTA-350-38 3.50 33 40 262

I VM-VTA-375-8 3.75 8 10 58
VM-VTA-375-13 3.75 13 15 95
VM-VTA-375-18 3.75 18 20 120
VM-VTA-375-23 3.75 23 25 156
VM-VTA-375-28 3.75 28 31 193
VM-VTA-375-33 375 3 35 220
VM-VTA-375-38 3.75 33 40 262
VM-VTA-400-8 4.00 8 10 58
VM-VTA-400-13 4.00 13 15 95
VM-VTA-400-18 4.00 18 20 120
VM-VTA-400-23 4.00 23 25 156
VM-VTA-400-28 4.00 28 31 193
VM-VTA-400-33 4.00 33 35 220
VM-VTA-400-38 4.00 38 40 262

CTeHT RAPSTROM  VM-VTE-250-8 2.50 8 10 48

Elite VM-VTE-250-13 2.50 13 15 78
VM-VTE-250-18 2.50 18 20 98
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VM-VTE-250-23 2.50 23 25 128

VM-VTE-250-28 2.50 28 31 158
VM-VTE-250-33 2,50 3 35 186
VM-VTE-250-38 2.50 38 40 215
VM-VTE-275-8 2.75 8" 10 48
VM-VTE-275-13 2.75 3 15 78
VM-VTE-275-18 2.75 18 20 98
VM-VTE-275-23 2.75 3 25 128
VM-VTE-275-28 2.75 28 31 158
VM-VTE-275-33 2.75 3 35 186
VM-VTE-275-38 2.75 3 40 215
VM-VTE-300-8 3.00 8 10 48
VM-VTE-300-13 3.00 13 15 78
VM-VTE-300-18 3.00 18 20 98
VM-VTE-300-23 3.00 23 25 128
VM-VTE-300-28 3.00 28 31 158
VM-VTE-300-33 3.00 3 35 186
4 VM-VTE-300-38 3.00 33 40 215
VM-VTE-325-8 3.25 8 10 58
VM-VTE-325-13 325 13 15 95
VM-VTE-325-18 325 18 20 120
VM-VTE-325-23 325 23 25 156
VM-VTE-325-28 325 28 31 193
VM-VTE-325-33 325 B 35 220
VM-VTE-325-38 325 3 40 262
VM-VTE-350-8 3,50 8 10 58
VM-VTE-350-13 3.50 13 15 95
VM-VTE-350-18 3.50 18 20 120
VM-VTE-350-23 3.50 23 25 156
VM-VTE-350-28 3.50 28 31 193
VM-VTE-350-33 3,50 B 35 220
VM-VTE-350-38 3.50 3 40 262
VM-VTE-375-8 375 8 10 58
VM-VTE-375-13 3.75 13 15 95
VM-VTE-375-18 375 18 20 120
VM-VTE-375-23 375 3 25 156
VM-VTE-375-28 375 28 31 193
VM-VTE-375-33 3.75 3 35 220
VM-VTE-375-38 375 3 40 262
VM-VTE-400-8 4.00 8 10 58
VM-VTE-400-13 4.00 13 15 95
VM-VTE-400-18 4.00 18 20 120
VM-VTE-400-23 4.00 23 25 156
VM-VTE-400-28 4.00 28 31 193
VM-VTE-400-33 4.00 R 35 220
VM-VTE-400-38 4.00 3 40 262
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Tabnuuya 3

[JviaveTp, Mm 4 atm. 6 atm.
2,50 211 2,42

2,75 2,42 2,60

3,00 2,66 2,84

3,25 2,87 3,07

3,50 2,98 3,20

3,75 3,29 3,49

4,00 3,38 3,74

PacueTHoe faBneHue

Tabnuua 4

[unameTp cTeHTa

250 mm /2,75 mm/ 3.00 mm /
3.25 Mmm / 3.50 mm /
3.75 MM/4.00 Mm

8 arm.
2,50
2,75
3,00
3,25
3,50
3,75
4,00

[nunHa cTeHTa

10 atm.
2,65
2,84
3,12
3,36
3,56
3,83
4,05

8 Mm
13 Mm
18 mm
23 MM
28 Mm
33 Mm
38 Mm

12atm.  14atm. 16atm. 18atm.
2,72 2,79 2,88 2,98
2,92 2.97 3,02 3,07
3,20 3,29 3,37 3,46
3,45 3,54 3,62 3,69
3,67 3,78 3,88 3,98
3,90 3,98 4,04 4,10
4,16 4,22 4,28 4,36
| PacueTHoe fasneHve LLIOBoBa

20 atm.
3,06
312
353
3,76
4,08
4,19
4,47

PaccToaHune mexay mapkepamu

9+/-0.5 mm
14+/-0.5 mm
19+/-0.5 Mm
24+/-0.5 mMm
29+/-0.5 mm
34+/-0.5 mm
39+/-0.5 mm

OnucaHne KOMMOHEHTA, npenctaBNeHHOro NeKapCTBEHHbIM MpenapaTtom
AKTUBHBIA (hapmaL,eBTUYECKNA nHrpeaneHT (ADN): cuponmmyc
CuponnMyc - MaKpOLMK/IMYECKMNIA NTAKTOH.
BHeLwHW B cuponmumyca: 6enblid, 6enblil ¢ XKeNnToBaTbIM UKW CEPOBATLIM OTTEHKOM MOPOLLOK

PacTBOPMMOCTb CMPONMMYCA: fIEFrKO PacTBOPUM B X/I0POOPME, aueTOHe W aueTOHUTpuIe U

HepacTBOPUM B BOJE.

MonekynspHas hopmyna: C51H79N013

MonekynspHblit Bec: 914,2

CAS PerncTpaunoHHblii Homep: 53123-88-9

X1MUYecKoe Ha3BaHue:

(3S,6R,7E,9R, 10R, 12R, 14S, 15E, 17E, 19E,21S,23S,26R,27R,34As)-
91 0,12,13,14,21,22,23,24,25,26,27,32,33,34,34a-rekcagekarngpo-9,27-
anrngpoken-3-[(1E)-2-[(18,3E,4E)-4-rngpokcu-3-metognumknorekcun]-1-
meTunatmn]-10,21 -aumeTokcn-6,8,12,14,20,26-rekca MeTun-23,27-3noKcu-
3H-nupugon[2,1-c][1,4]okcaazaumkioreHTpuakoHTuH-1,5,11,28,29(4H,6H,31H)-neHTOH.

Puc. 1 CTpyKTypHas hopmyna cuponnmMyca

OnuncaHwne NMNOJTMMEPHOIo KOMIMOHEHTA

B KauecTBe BCMOMOraTe/ibHbIX BELUECTB M3LeNne COLEPXWUT OropasnaraemMble NOAVMEPI
nonu(E)naktug (E-MAA), 50-50 D, E-naktug-ko-rankonug (MACA), nonnsuHunnupponugoH (MNBI).
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OHM 1CMONL3YIOTCA AN KOHTPO/MPYEMOTO BLICBOOOXAEHUS NEKapCTBEHHOrO cpefcTsa u3 mngenus. B
CTEeHTe NPUMEHSIETCA CMeTaHve B1uopasnaraembiX NOSIMMEPOB C CUPOAMMYCOM. MonMMepbl pasfaratoTca Ha
Anokeng yrnepoga v Bogy (umkn Kpebca).

6. Ocobble yKazaHus N

1 Y6eamTecb, YTO BHYTPEHHAS YMakOBKa He Oblfa OTKPbITa WM MOBPEXAEHa, MOCKOMbKY 3TO
MOXET CBUAETENbCTBOBATL O HApYLLUEHUM CTEPUIBHOTO Bapbepa.

2. Vcnonb3oBaHWe M3LeNNA HECET PUCKM, CBA3aHHbIE CO CTEHTUPOBAHUEM KOPOHApHOM apTepuu,
BK/tOYas TPOMOO3, COCYANCTbIE OCNOXHEHUA U/UNN KPOBOTEYUEHUS.

3. TMayueHTbl ¢ YCTaHOBNEHHOW TMNEepPUYYBCTBUTENIBHOCTLIO K KOGabT-XPOMOBOMY crasy L605
MOFYT UCTbITHIBATb A/IIEPrUYECKYHO PEAKLMI0 Ha 3STOT MMMJIaHTaT.

4. V3genve He [OMKHO MPUMEHSATbCA Ha NauueHTax, KOTOpble He CMOryT MOAJEepXMBaTh
PEKOMEHAYEMYIO aHTUTPOMOOLMTApHYO Tepanuio, (cM. WHdopmaumio 06 aHTUTPOMGOLMTAPHON
Tepanun).

7 Mepbl NpefoCTOPOXKHOCTU

7.1 O6wme Mmepbl NPeAOCTOPOXHOETH

1 WmnnaHTauuio CTeHTa MOrYT BbINOMHATL TOMBKO Bpayu, WUMEKLMe COOTBETCTBYHOLLYIO
NOArOTOBKY.

2. CTeHT ycTaHaBNMBatOT B 60NbHULIAX, e BO3MOXHO NPOBeLeHMe onepaLMm a0OpTOKOPOHAPHOTo
LUYHTUPOBaHMA. IocnesytoLwmii pecTeHo3 MOXKET MOTPeboBaTh NOBTOPHOIO PAaCLLUMPEHUs apTepUasIbHOro
CerMeHTa, COAepXalLlero CTeHT.

3. Y MauueHTOB C TSDKENON KOHTPAcTHOW anneprveid crefyeT y4uuTbiBaTb /H06ble PUCKK ©
NpenmyLLecTBa.

4. He noppepraiite cucTeMy AOCTaBKW JEACTBUIO OpraHNYecKUX pacTBOPUTENEN, TakKnX Kak cnupT
W fEeTepPreHThI.

5. Korpa CTeHTbl, BbiAensioLime IeKapCcTBEHHOE CPefCcTBO, MPUMEHSIOTCA He B COOTBETCTBUM C
KOHKPETHbIMUA  IHCTPYKUMAMMU MO UCMOJb30BAHWIO, pe3ynibTaTbl JIeYeHUs MOryT OTaMyatbes  OT
pe3ynbTaToB KAMHUYECKOTO UCTbITAHUS.

6. CnefyeT cobnofaTb OCTOPOXHOCTb, KOHTPOAMPYS HanpasBisoWwmiA HAKOHEYHUK KaTeTepa BO
BpeMs [0CTaBKWM 1 YCTaHOBKW CTEHTA W U3BNeYeHns 6annoHa. MNepes TeM, Kak yaanTb CUCTEMY JOCTaBKU
CTEHTa, BM3yalbHO Y6eauTecb B HanonHeHWW HannoHa ¢ MOMOLWBI0 (P/IOOPOCKOMMK, YTOObI N36eXaTb
nonajaHns Katetepa B COCYZ U MOC/EAYHOLLEr0 NOBPEXAEHNS apTepuil.

7. Tpom603 CTeHTa - pefKoe SBfIEHWe, KOTOPOE He MOXET ObITb MOMHOCTbIO OMUCAHO Ha
OCHOBaHUW KAMHUYECKMX MUCMbITaHUA CTEHTOB C fleKapCTBEHHbIM MOKpbITUEM (DES). TpoM603 cTeHTa
4acTo CBsi3aH C MH(apkTomM Muokapga (VM) nnm netasibHbIM MCX0A0M. AHanu3 Tpom603a cTeHToB DES
[O/DKEH BbITb BbIMO/HEH B XOAe Pa3/IMYHbIX NCCNeL0BaHUIA, U NPW MPUHSATUM PELLEHWI O NeYeHU CregyeT
NpYHUMATL BO BHYMaHMWe faHHble TaKoro aHanu3a.

8. Mpun HecobnogeHNN yKasaHHbIX WVIHCTPYKUMA NO NPUMEHEHWUIO, UCMO/b30BaHUE CTEHTOB C
NeKapCTBEHHbLIM MOKPbLITUEM MOXET MOB/IEYb MOBbILUEHHBIA PUCK HEBMAronpUATHbLIX COOLITWIA, BK/IOYas
TPomM603 CTEHTa, IMO0NMN3ALMIO CTEHTA, MH(APKT M1OKapaa Uan CMepTb.

7.2 AHTUTPOMbGOLMTAPHbI PEXUM NIeYEeHNA 40 MU Noese Npoueaypbl

1 OnTumasibHas MpPOLO/MKUTENIbHOCTL [BOMHON aHTUTPOMOOLMTAPHON Tepanuu, B 4YaCTHOCTM,
Knonugorpenom wim TWUKIONWAWHOM, HEW3BECTHA, M TPOMBO3 CTEHTa C IEKAPCTBEHHbIM MOKPbITUEM
MOXET WMeTb MeCTO, HECMOTPS Ha HEenpepbIBHYH) Tepanuto. Mcrnonb30BaHWe acnupuHa BMecTe ¢
Knonugorpenom vy TUKNONUAWHOM Ha3bIBAETCS «/1BOHON aHTUTPOMOGOLMTAPHON Tepanueii».

2. [aHHble HEeCKONbKUX WCCMeA0BaHWA MOKa3blBaOT, 4YTO MOXET OblTb MofeseH 6onee
OJUTENbHBIA  MepopanbHbld  Mpuem  Knonmugorpena mnocnie Npouegypbl, YeM PEeKOMEeHOBaHO B
NCCNEA0BaHMAX CTEHTOB C JIeKapCTBEHHbIM MOKPbITMEM. OCHOBbIBasCb Ha O06LIeM MHeHWM, B
COOTBETCTBUM C MPaKTUYECKMMM PEKOMEHAALMAMK, NaLMeHTbl AO/DKHbI NOyYaTb acriupUH B TEYeHUe
HeonpeAeneHHOro cpoka nac Knonuaorpen He MeHee 3 MeCALEB, NMpY 3TOM Y MaLMEHTOB C HU3KMM
PUCKOM KPOBOTEUEHMS! PEKOMEHAYETCSA Mpojo/mkaTh Tepanuio Knonugorpenom o 12 mecsues.

3. lNpeactaBnsercd, 4YTO  MPOAO/MKEHWE  KOMOWHVPOBAHHOIO — JIEYEHUS  acrMpuMHOM 1
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Knonugorpenom nocne YKB, CHWXaeT nokasaTenu CepaevyHO-COCYAUCTLIX MNPOTOKO/OB, acnupuH B
[031poBKe 325 M B ieHb CNefyeT HazHayaTb, MO MeHbLLEN Mepe, B TedeHre 3 MeCALEB NOC/e UMMIaHTaumm
CTeHTa, BblgenstoLLero cuponmmyc (SES), nocne yero exkeiHeBHbLIN NpyeM acnuprHa cnegyet Npofo/MKaTh
B TEYEHMe HEeOrpaHWYeHHOro cpoka B fo3e OT 75 [0 162 Mr. AHaIOTMYHO, CfiefyeT Ha3HayaTb
Knonugorpesb B 103e 75 Mr eXXejHEeBHO B TeUeHue, Kak MUHUMYM, 3 MecaueB nocse umnaaHTaumm SES n s
naeane 1o 12 MecsLeB Y NaUVeHTOB, Y KOTOPbIX HET BbICOKOTO PUCKA KPOBOTEYEHUS.

4. YT10oObl YMEHbLUNTL YacTOTy OCMOXHEHWA B (HOPME KPOBOTEUEHWIA, CBSI3aHHbIX C ABOWHON
aHTUTPOMOOLMTAPHON Tepanueid, Npu AONrOCPOYHOM Tepanuu PeKOMEeHAYeTCH MPUMEHSATb acrvpuH B
YMEHbLUEHHOW Jo3upoBke (0T 75 po 162 mMr B feHb). B COOTBETCTBUM C pPEKOMEHAALMAMM
ACC/AHA/SCAL.

5 OueHb BaxHO, 4TOBbI nNOcfe Mpouesypbl NauveHTbl CO6MI0AAIM aHTUTPOMOOLUTAPHBIE
pekoMeHZauuun. PaHee npekpalleHve nprema aHTUTPOMOOLMTapHbIX NPenapaToB MOXEeT MPUBECTU K
60nee BbICOKOMY pUCKY Tpom603a, MH(apKTa MUOKapaa uim cMepTu. Mepes YpecKoXHbIM KOPOHapHbIM
BMeLLaTenscTBoM (YKB), ecnn npefnonaraeTcs XvMpypruyeckas wim CTOMarosiorMyeckas npouegypa,
Tpebylolwasn paHHero npekpaweHns aHTUTPOMOOLUMTapHOW Tepanuu, ONepupylowuii  Kapauonor u
naumeHT LOMKHbI TLLATEIbHO B3BECUTb, AIB/ISETCA /I CTEHT C /IEKAPCTBEHHBLIM MOKPbLITYEM W CBA3AHHAA C
HMM PEKOMeHA0BaHHasa aHTUTPOMOOLMTapHasA Tepanusa onTuMasbHo opmoii UKB. ocne YpecKoXHOro
KOPOHApHOro BMELLATE/LCTBA, eCM TPebyeTca XMpYpruyeckas WM CTOMatonorMyeckas npouenypa, ee
crieflyeT COMocTaBUTb C BO3MOXHbIM PUCKOM, KOTOPbIA MOXET MOBfeYb [OCPOYHOE MpekpalleHue
aHTMTPOMOOLMTAPHON Tepanumu. n

6. MauuneHTam, KOTOpbIM TpebyeTcs LOCPOYHOE MpeKpalleHue aHTUTPOMOOLMTapHOA Tepanuu,
crneflyeT BHUMATENIbHO CNeauTb 3a KOPOHapHbIMW COObITUAMW. [10 YCMOTPEHWIO fedvalllero Bpaya
PEKOMEHAYETCA KakK MOXHO CKOpee BO306HOBUTL aHTUTPOMOOLMTAPHYIO TEPAruIo.

7.3 Ncnonb3oBaHMe HECKONIbKUX CTEHTOB

CTeneHb BO3AENCTBMS NIEKAPCTBEHHONO CPEACTBA M MOMMMEpa Ha NaLyieHTa HeNnocpeACTBEHHO CBsi3aHa
C KOMNYECTBOM MMMIAHTUPOBAHHbIX CTEHTOB. [leTaslbHasi OLeHKa MCMo/b30BaHUst 6o/ee [BYX CTEHTOB He
BbiMO/IHEHa. Icnonb3oBaHve 6osee fABYX CTEHTOB MPMBEAET K TOMY, YTO MauMeHT MoMy4nT Gosbluee
KO/IMYECTBO /IEKAPCTBEHHOIO CPeACTBa M MOMMMepPa, YeM OTPakeHO B WccnefoBaHusix. Korga Tpebyetcs
YCTaHOBWTb HECKO/MbKMX CTEHTOB, YTO MPUBOAUT K KOHTaKTy MEXAy HUMK, MaTepuasibl, M3 KOTOPbIX
WM3rOTOB/EH CTEHT, JO/MKHbI 6bITb OMHAKOBOrO COCTaBa, BO U3GEXaHMe KOPPO3 Pa3HOPOAHBIX META/TIOB.

7.4 TIpyMeHeHMe B COYETaHUN C APYTUMY NpoLedypamu

Be3onacHoCcTb U 3(hheKTUBHOCTb MCMOMb30BAHUS MEXaHUYECKMX aTep3KTOMUYECKMX YCTPOWCTB
(HanpaBNeHHbIX aTePIKTOMMYECKUX KaTeTepoB, BPALLAOLLMXCS aTePIKTOMUYECKMX KaTeTepoB) WM
NasepHbIX aHIMONIACTUYECKNX KaTETEPOB B COMETAHUM CO CTEHTOM HE YCTaHOB/IEHbI.

7.5 Ncnonb3oBaHume B 0CO6bIX rpynnax HaceneHns

7.5.1 bepeMeHHOCTb

He npoBoannock CTPOro KOHTPONMPYEMbIX UCCeA0BaHMIA CMPONMMYCa JOCTaTOYHOMO MacLuTaba y
6EpPEMEHHBIX YKEHLUMH WM MY>XUMH, FOTOBAWMXCA CTaTb OTUamu. Hu ofHO mccnefoBaHWe CTEHTa He
NPOAEMOHCTPMPOBANIO CUCTEMHBIX YPOBHEN cruponumyca. [1o 1 B TedeHme 12 Hefienb Nocse MMMnaaHTaumm
CTeHTa Heob6X0AMMO MPUMEHSTb KOHTPaUeNnTMBHble Mepbl. CTEHT MOXHO WCMOMb30BaTb BO BpEMS
6epeMEHHOCTM, TOMbKO €CIM MOTEHUMaNbHas Nosib3a MPeBbILAeT NOTEHUMaNbHbIA PUCK A1 SMOpPMOHa
nnn nnoga.

7.5.2 TIpMeHeHWe Npu rPyLHOM BCKapM/IMBaHUN
B 3aBMCMMOCTM OT HEOOXOAMMOCTW YCTaHOBKM CTEHTa Yy MaTtepu, TpebyeTca NPUHATL peLleHue:
NMPEKpPaTUTb KOPMAEHNE NN UMNNAHTUPOBATL CTEHT.

7.5.3 lpuMeHeHUe B negmuaTpumn
BesonacHOCTb M 3(h(HEKTUBHOCTb MPUMEHEHUS CTeHTa B NeaMaTtpuu He YycTaHOBMeHbl. He

PEKOMEHAYETCA MUCNOMb30BaHWE CTEHTa B NegnaTpun.
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7.5.4 TlpnmeHeHMe y NOXUMAbIX NaLNeHTOB

BesonacHOCTb M 3PMEKTUBHOCTL CTeHTa Y MAUMEHTOB cTaplie 65 feT OKOHYaTe/lbHO He
YCTaHOB/IEHA, OAHAKO B peecTpax KIMHUYECKUX UCCMEeA0BaHW CTeHTa He 0OHapY>XKEHO, UTO MoKasaTenu
6e30MacHOCTY U 3PMEKTUBHOCTA MPUMEHEHWS CTEHTA Yy NauMeHTOB B BO3pacTe 65 feT U craplle
OT/IMYAOTCA OT 3TUX NoKasaTesieil y 6osee MOMOAbIX NaUUeHTOB.

7.6 XapaKTepucTUKKU nopaxeHwui/cocynos

BesonacHoCTb U 3(M(EKTUBHOCTb CTEHTA C JIEKAPCTBEHHLIM  MOKPLITUEM, BbIEeNAOLLUM
CUPONMMYC, He YCTAHOB/eHa Y C/IeAYIOLLMX rpynn nawMeHToB:

1 MaumeHTbl C He paccocaBLUMMCS TPOMGOM COCY/a Ha MECTe MOPadKEHMS.

2. TMauneHTbl ¢ AOMKHBLIM ANAMETPOM COCYAa KOPOHapHOI apTepumn <2,50 MM mim > 4,00 mm

3. TayueHTbl C NOpaXXEHNUSIMM B F1aBHOM CTBOJIE /IEBOV KOPOHAPHOI apTepuu, B YCTbAX COCYAO0B
nnn 'y rngypkaumn.

4. MaumeHTbl ¢ AMPQY3HbIM 3260/1€BaHMEM WK MIOXUM MEPENOSIHEHUEM OT AMCTa/IbHbIX K
YCTaHOB/IEHHbIM MOPAXKEHUAM.

5. MaumeHTbl C M3BUUCTLIMK COCydamu B 06/1aCTV 06CTPYKLMM UK BBAU3N OT NMOPAKEHUS.

6. MaumeHTbl, KOTOPbIE HEAABHO MEPEHEC/N OCTPbI MHGAPKT MMOKapaa, KOr4a UMEKTCS faHHble
0 Tpomb6ax mn cnabom NoTOKe KPOBW.

4 7. MaumeHTbl ¢ yMEPEHHOW UMK TSHXKENOW KasbumdmKaLmeld NopaxkeHms.

8. MaumeHTbl C MHOrOCOCYAUCTLIM 3a60/1eBaHNEM.

9. MaumeHTbl, KOTOPble He@BHO MEPEHECIN MH(APKT MUOKapAA.

FO.MaumeHTbl C XPOHUYECKMMM NOHLIMU OKK/THO3UAMU.

11. TauuneHTbl C PeCTEHOTUYECKMMU NOPAXKEHNAMU CTEHTA.

12. MauveHTbl, KOTOpbIM TPEBYETCH HECKOMbKO CTEHTOB [AJ1 MOKPbITUS 60/ee AUTeNbHbIX
MOPaXXeHWiA.

7.7 BzaumofeincTBuMe NeKapCTBEHHbIX NpenapaToB

3BeCTHO, YTO HEKOTOpble NeKapCTBEHHbIE NpenapaTbl BAWSAIOT Ha MeTabonmM3M cuponmmyca, U,
NCXoAA M3 YCTaHOBMIEHHbIX MeTabonnMyecknx 3((heKTOB, MOXHO BbIBECTU /IOrMUYECKOE 3aK/HYeHWe O
APYTUX BUax B3avMOAENCTBUS MeXAy fleKapcTBamu. M3BECTHO, UTO CUPONMMYC ABASETCA CybcTpaTom
Kak ans ymtoxpoma P450 Il A4 (CYP3A4), Tak u gns P-ravkonpoTenHa. Mpy NpUHATUM pelleHns 06
YCTaHOBKe CTeHTa MauWeHTy, MpUHMMAloLeMy npenapaT, KOTOPbIA MOXeT B3auMOJeNCTBOBaTL C
CYPOIMMYCOM, WM O NIEYEHUW TaKUM SIEKAPCTBOM MaLMeHTa, KOTOPOMY HeaBHO Oblfl YCTaHOB/IEH CTEHT,
creflyeT YUMTbIBaTb BEPOATHOCTL B3aMMOLEVCTBUS MeX/Y NIeKapCTBEHHLIMU CpefCcTBaMU.

7.8 MarHuTHO-pe3oHaHCHasa Tomorpagus
4 HeknmHnyeckoe TecTupoBaHue Angstrom 1l, KOTOPbIA SBASETCA METa/IIMYECKON OCHOBOM CTEHTA,
noaTeepanno 6e3omacHoOCTb cTeHTa Anst MPT. MaumeHTam MOXHO MMMaHTUMPOBaTh CTEHT nocne MPT B
CnepyoLwmx npegenax:
- MarHMTHO-pe3oHaHCcHOe nose 3 Tecna

7.9 Mepbl NpegoCcTOPOXHOCTM Npu 06paLLeHNN CO CTEHTOM

* TO/bKO AN OAHOKPaTHOro NpumMeHeHWs. He noggepraite usgenve NoBTOPHOM CTepUAmn3aLumn un
He JonycKaliTe MOBTOPHOIO MCMO/b30BaHMA. OBpaTMTe BHUMAHME Ha faTy NCTeYeHNs CpoKa LeiCTBMS Ha
3TUKETKE M3Lenus.

* He u3BnekaiiTe CTEHT 13 6aiioHa /151 JOCTaBKM - TaKMM 06pa3oM MOXKHO MOBPEAUThL CTEHT W/um
BbI3BaTb ero am6onn3auuo. Cuctema CTEHTOB NpeAHas3HayveHa 415 paboTbl B KA4eCTBe CUCTEMBI.

* He co3gaBaiiTe Bakyym B CUCTEME [OCTaBKWM CTEHTa, MOKa He OyfeT LOCTUIHYTO LieneBoe
MOPaXXeHNe.

* [pun 06paboTKe CTeHTa HE06XOAMMO NPOABAATL NPEAEbHYH OCTOPOXHOCTb, YTOObI KaKUM-1160
06pasoM He HapyLUWUTb ero nonoXeHue Ha G6annoHe. OCOGEHHO BaXXKHO CO6MOAATb OCTOPOXHOCTL MNP
M3BNEYEHUN KaTeTepa M3 YMakoBKMW, NpY MOMELLEHUM ero NnoBepx HarpasBAsoLLero nposoja v npu ero
MPOABMXKEHWUUN Yepe3 POTauMOHHbIA remMocTaTMuecKuii KnanaH GONLLIOro AuvameTpa U HanpaBnsoLLWiA
NPOBOAHUKOBLIN KaTeTep.
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» CMellleHVe CcTeHTa (Harpumep, NPOKPYUMBaHWE 3aKPENeHHOro CTeHTa Npy NOMOLLM NasibLeB)
MOXeT 0cnabutb KpenneHue CTeHTa B Ga//loHe CUCTEMbl AOCTaBKM U Bbl3BaTb CMELLEHUE, a Takxke
MOBPEAUTL MOKPLITHE.

* /icnonb3yiiTe TOMbKO NOAXOAALLYO cpefly ANs HanonHeHus GannoHa. He ucrnonb3yinte Bo3ayX
WM ra3006pasHyto cpefy, Tak Kak 3T0 MOXET Bbl3BaTb HEPaBHOMEPHOE paclUMpeHune 1 3aTpyaHeHVe npu
pa3BepTbIBaHWUUN CTEHTA.

7.10 Mepbl NMpefoCTOPOXHOCTU NPU pasMeLleHUn CTeHTa

* MoAroToBKY M npefsapuTesbHOE HanosHeHWe GannoHa nepes YCTAHOBKOM YCTaHOBKM CTeHTa
BbIMOMHSAOT, CTPOro Cefys yKasaHuAM. Vicnonb3yiiTe CTaHAapPTHYHO TEXHUKY NPOAYBKM 6annoHa.

*[py NeYeHNn MHOXECTBEHHbLIX MOPAXKEHWUI CTEHTMPOBaHWE B TaKOM MOCNeA0BaTe/IbHOCTM
YCTpaHAeT He0OXOAUMOCTb MepeceyeHnst MPOKCUMaILHOTO CTEHTA NPW Pa3MELLEHUM AMCTaIbHOrO CTeHTa
N CHWXKAeT BEPOATHOCTb CMELLEHWNSA MPOKCUMA/IbHOTO CTEHTA.

* IMnnaHTaums CTeHTa MOXET MPUBECTU K PACC/IOEHMIO COCY[a, PacnOfOXeHHOro AUCTaIbHO
Wunn NpoKCUMaNbHO K CTEHTY, U MOXET BbI3BaTb pPe3Koe 3akpbiTWe cocyfa, Tpebyiollee
[JOMNO/THUTENBHOTO BMmeluatensctea  (AKLL, [0NO/IHUTENbHOE pacLumpeHue, pasmeLLieHne
[ONONHUTENBHBIX CTEHTOB UK ApYruX Mep)

*He pacTArvBaiiTe CTEHT, €cM OH HeMpaBWbHO pacronoxkeH B cocyge. (Cwm. «Mepbl
NpefocToOpoXKHOCTU» 8.12 «Mepbl NPeA0CTOPOXHOCTU MPU U3BAEUEHNN CTEHTA/CUCTEMbI)»

* PasmelLieHMe CTEHTA MOXKET YXYALWNTL NPOXOAMMOCTL BOKOBOI BETBM.

» Cocyq, JomKeH 6bITb NpefBapuTenbHO pacLUMpeH Npu NomoLM 6ansoHa COOTBETCTBYHOLLErO
pasmepa.

* Bo Bpems HanosHeHUs 6anioHa HE06X0AMMO KOHTPOMPOBATh AaBfieHUe B HeM. He npeBbiwwaiite
HOMWHA/IbHOE AaBJfieHWe pa3pblBa, YKasaHHOEe Ha 3TUKeTKe u3fenus. Vicnonb3oBaHWe [aBfieHWUs Bbille
YKa3aHHOro Ha 3TUKETKe MOXET MpPUBECTU K pa3pbiBy 06asoHa C BO3MOXHbLIM MOBPEXAEHWEM U
pacc/ioeHNEM UHTUMbI.

* He nbITaliTech BbITalMTb HEPACLUMPEHHBIA CTEHT Yepe3 NPOBOAHUKOBBI KaTeTep, Tak Kak CTeHT
MOXEeT CMEeCTUTbCA C Gal/loHa. Y 4anatoT BeCb 6/I0K COrMacHO MHCTPYKLUMAM, W3NOXEHHLIM B pasfene
«Mepbl NpPeaoCTOPOXHOCTU», NYHKT 8.12 «Mepbl NpefoCTOPOXHOCTN MPU N3BNIEYEHWN CTEHTA/CUCTEMBI.

* HepacCluMpeHHbIA CTEHT BBOAAT B KOPOHapHble apTepuu TOMbKO OAWMH pa3. HepacluvpeHHbI
CTEHT He cfieflyeT BMOCNEACTBMM MNepeMelaTb BHYTPb W HapyXy u4epe3 [AUCTaNbHbIA  KOHeL,
HanpaBNAOLLEro KaTeTepa, Tak Kak NMoBpeXAeHWe CTEHTa MOXET BbI3BaTb CMELLEHME CTEHTA C 6a/loHa.

* Cnocobbl 13BneYeHnst cTeHTa (MCNob3oBaHMe AOMOHWUTE/bHLIX NPOBOLOB, NETe/b UMK LWMMNLOB)
MOryT NPVBECTYU K JOMO/IHATENBHOM TpaBMe KOPOHAPHOWA COCYAUCTOM CEeTU M/nm MecTa JOCTyNa K COCyaaM.

* OCNOXHEHNA MOTYT BK/HOYATb KPOBOTEUEHWE, TEMAaTOMY WK JIOXHYIO aHEBPU3MY.

*He cosgaBaiiTe oTpuuaTenbHOe AaBfieHWe Ha KaTeTepe NS [OCTaBKU CTeHTa [0 pasMeLLeHus
CTEHTa Ha NopaXKeHHOM Yy4acTKe. 3TO MOXET BbI3BaTb NPeXAeBPeMEHHOE CMELLEHNE CTeHTa C 6asloHa.

» X0TA 6a/INIOHHbI KaTeTep 4719 AOCTaBKM CTEHTa AOCTAaTOMHO MPOYeH, YTOObI paclumnpsTb CTEHT
6e3 pa3pblBa, KpYroBoii paspbiB HECYLLEr0 6a/iIoHa, AUCTILHOTO K CTEHTY, 1 NMPeALLECTBYHOLLWA NOTHOMY
PacCLUMPEHNIO CTEHTA MOXET MPUBECTU K TOMY, 4TO GaffoH ByaeT NpuBsA3aH K CTeHTY, 4To noTpebyeT
N3BNEYEHUS XMPYPruyeckum cnocobom. B cnydyae paspbiBa 6a1/i0Ha ero Heo6XoAMMO M3BNeYb, U Npu
Heo6X0AMMOCTH, 3aMEHUTb HOBbIM GaN/IOHHLIM KATETEPOM MO MPOBOSIOYHOMY MPOBOAHWKY, UTOGbI
06ecneynTb pacLUMpeHne CTeHTa.

» ObecreybTe NOJHbIA OXBAT BCETO y4YacTKa MOPaXKeHMA/PacCioeHns], YToObl MeX Ay CTEHTaMMn He
6b110 NPOMEXYTKOB.

7.11 Mepbl NpeaoCTOPOXHOCTM NPU U3BEYEHNN CTEHTA/CNCTEMbI CTEHTOB

e Ecnv BO Bpems AOCTyna K MOPaXXEHHOMY Y4aCTKy Mnepef WMMMaHTalUuein CTeHTa OLLyLLaeTcs
HeobbIYHOE COMPOTUBNEHNME, CUCTEMY CTEHTA M HaNPaBNSAOLLMIA KaTeTep CneayeT U3BMeYb Kak eanHoe LIenoe.

» He nbiTaiiTech BbITAWWTb HEPACLUMPEHHDBIA CTEHT 06paTHO B HaMpaBSOLWMIA KaTeTep, TaK Kak
3TO MOXET NPUBECTM K NOBPEXAEHNIO CTEHTA N MOKPbLITUS UM CMELLIEHWNIO CTEHTA C Gan/oHa.

* Cnocobbl M3BMEYEHMst CTeHTa (MCMO/b30BaHWe AOMOMHUTENbHLIX MPOBOAOB, METENb W/WNK
LUMMLOB) MOTYT NPUBECTU K JOMO/HUTENbHO TPaBMe KOPOHaPHOI cOCyanCTOM ceTh. OCNOXHEHUS MOTYT
BK/IOHaTb KPOBOTEYUEHWE, FrEMaTOMY W NTIOXKHYHO aHEBPU3MY.

* CyCTEMY CTEHTOB M HanNpPaBNSOLLMIA KaTETEP U3BMEKAKOT B BUAE oTaenbHoro 6noka (MPUMEYAHVIE:
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BbIMNO/IHSAIOT CNEAYHOLLYME LLarv npuy NPsAMOiA B3yanm3aLmy ¢ UCMO/b30BaHNEM PEHTTEHOCKOMNN)

* Mocne pa3mMeLLeHUs cTeHTa y6eanTech, YTo 6aifIoH NOMHOCTLIO 3ano/iHeH. Ecnun npu n3sfedeHnm
6an10Ha CUCTEMbI AOCTaBKM OLLYLLAETCA COMPOTUBEHME 60/blue 06bIYHOrO, 06paTUTE 0CO60E BHUMaHME
Ha MOMOXEeHWe HamnpaBisAlLWEero katetepa. B HEKOTOpbIX CAy4asix MOXeT noTpe6oBaTbCs HEMHOrO
MOTAHYTb HaMpPaBAAOLWMA KaTeTep, UCKUUTL CMLLKOM [TyOOKYH YCTaHOBKY (He3aniaHWpOBaHHOe
NPOABWXKEHWE) HAMNpPaB/AOLLEr0 KaTeTepa W nocnefylollee MNoBpeXaeHWe cocyda. Ecnm npousoLuno
He3annaHUpoBaHHOE  MNPOABWKEHWE  HamnpaBNAoLLEro KaTteTepa, HeobXxoaMMo NpoBecTy
aHruorpatuyeckyro OLEeHKY KOpOHapHOro Aepesa, UYTOObl MPeAoTBPaTUTL MOBPEXAEHWE KOPOHApPHON
COCYAMCTOM CeT.

* MpOBOMOYHbIE NPOBOAHMKMN AO/MKHbI MPOXOAUTL Yepe3 MOBPEX/EHHBI YYaCTOK BO BpeMs BCErO
npotecca ussneveHms. OCTOPOXHO OTTArMBaiiTe CUCTEMY CTEHTOB [0 TeX MOp, NMOKa MPOKCMMabHbINA
6aNNOHHbLIN MapKep CUCTEMbI CTEHTOB He BYZeT yAalieH OT AMCTalbHOr0 HaKOHeYHMKa HanpasnstoLwero
KaTeTepa.

» CCTEMY CTEHTa W HanpaBAAlOWMA KaTeTep OTTArMBAKOT O TeX MNOP, NOKa HAKOHEYHWK
HamnpaB/AOLLEro KateTepa He OydeT yAaleH OT apTepuasibHOM 060/10YKK, MO3BOSAA HAMpPaBAfHOLEMy
KaTeTepy BbINPAMUTLCA. OCTOPOXHO BTAAHWUTE CUCTEMY CTeHTa B HanpaBNAOLUMIA KaTeTep WU U3BNEKUTE
CUCTeMy CTeHTa W HanpasnsloWMiA KaTeTep W3 oOpraHa nauueHTa Kak efuHoe Lenoe, OCTaBMB
MPOBO/OYHbBIA NPOBOAHMK Ha BCEM MOPaXXEHHOM y4yacTke. HecobnogeHne sTux Mep W/uam npuMeHeHue

4 upesMepHoli CuMbl K CUCTEME CTEHTOB MOrYT MPMBECTM K MOBPEXAEHWIO CTEHTa WM MOKPbITUSA,
CMELLEHNIO CTeHTa C 6a/1N0Ha U/UW NOBPEXAEHUIO CUCTEMbI JOCTABKM.

7.12 Mepbl NpefoCTOPOXHOCTU NOC/Ae UMMNIaHTaLuK

» CnegyeT NposBNATb GOMbLLYHO OCTOPOXKHOCTb MPW MepeceyeHnr HelaBHO YCTaHOB/IEHHOMO CTeHTa
KaTeTepomM A/ BHYTPUCOCYAMCTOrO  Y/bTPa3sByKOBOrO  WCC/EfOBaHWUSA, KOPOHapHbLIM  MPOBO/IOYHBIM
MPOBOJHUKOM UK BaN/IOHHLIM KaTeTepoMm, YT0oObI M36exaTb HapyLLUeHWS KOH(UIYpaLmMy 1 MOKPbITAS CTEHTA.

* He npumeHsiiTe Ha naLMeHTe MarHUTHO-pPe30HaHCHYo Tomorpaguio (MPT) nocne nmnnaHTawum
CTEHTa, NOKa OH He 6yfeT MOMHOCTLI0 3HAOTENU3MPOBAH, YTOOLI CBECTU K MUHUMYMY BEPOATHOCTb
CMeLLeHns. 13-3a UCKaXKeHWU MarHUTHOro nosisi npyu MPT MOryT BO3HMKaTb MOCTOPOHHME LLYMbI.

o 1N yMeHbLUEHMA puUcKa TPOMOO3a CTEHTA Ha3HayaloT aHTUTPOMOOLMTAPHYHO Tepanuio B
TeyeHne 6 MecaLeB.

8. KoMNneKT noctaBKu

Ne HavmeHoBaHue KonnuecTso
CTEHT KOpPOHapHbIA KOOa/IbT-XPOMOBbIA C SIEKAPCTBEHHBLIM MOKPbITUEM
CUPOIUMYC, YCTaHOBEHHBI Ha 6an/IOHHbIA KaTeTep ais UTKA *

4 Il VHCTpyKUMA No NPUMEHEHNIO 1wr.

* - MCNOMHeHWe BblBUpaeTCs U3 Yncna NpeacTaBneHHbIX

1 CrteHT RAPSTROM, BapuaHTbl wucnonHeHuii: VM-VTR-250-08 , VM-mVIR--275-08,
VM-VTR-300-08, VM-VTR-325-08, VM-VTR-350-08, VM-VTR-375-08, VM-mVIR--400-08,
VM-VTR-250-13, VM-VTR-275-13, VM-VTR-300-13, VM-VTR-325-13, VM- VTR--350-13,
VM-VTR-375-13, VM-VTR-400-13, VM-VTR-250-18, VM-VTR-275-18, VM- VTR--300-18,
VM-VTR-325-18, VM-VTR-350-18, VM-VTR-375-18, VM-VTR-400-18, VM-VTR--250-23,
VM-VTR-275-23, VM-VTR-300-23, VM-VTR-325-23, VM-VTR-350-23, VM- VTR--375-23,
VM-VTR-400-23, VM-VTR-250-28, VM-VTR-275-28, VM-VTR-300-28, VM- VTR--325-28,
VM-VTR-350-28, VM-VTR-375-28, VM-VTR-400-28, VM-VTR-250-33, VM-mVTR-275-33,
VM-VTR-300-33, VM-VTR-325-33, VM-VTR-350-33, VM-VTR-375-33, VM-mVTR-400-33,
VM-VTR-250-38, VM-VTR-275-38, VM-VTR-300-38, VM-VTR-325-38, VM- VTR--350-38,
VM-VTR-375-38, VM-VTR-400-38.

2. CteHT AKOS, BapnaHTbl UcnonHeHuii: VM-VTA-250-i08, VM-VTA-275-08, VM- mVTA -300-08,
VM-VTA-325-08, VM-VTA-350-08, VM-VTA-375-08, VM-VTA-400-08, VM-mVTA-250-13,
VM-VTA-275-13, VM-VTA-300-13, VM-VTA-325-13, VM-VTA-350-13, VM- VTA--375-13,
VM-VTA-400-13, VM-VTA-250-18, VM-VTA-275-18, VM-VTA-300-18, VM- VTA--325-18,
VM-VTA-350-18, VM-VTA-375-18, VM-VTA-400-18, VM-VTA-250-23, VM- VTA--275-23,

1wr.
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VM-VTA-300-23, VM-VTA-325-23, VM-VTA-350-23, VM-VTA-375-23, VM-VTA-400-23,
VM-VTA-250-28, VM-VTA-275-28, VM-VTA-300-28, VM-VTA-325-28, VM-VTA-350-28,
VM-VTA-375-28, VM-VTA-400-28, VM-VTA-250-33, VM-VTA-275-33, VM-VTA-300-33,
VM-VTA-325-33, VM-VTA-350-33, VM-VTA-375-33, VM-VTA-400-33, VM-VTA-250-38,
VM-VTA-275-38, VM-VTA-300-38, VM-VTA-325-38, VM-VTA-350-38, VM-VTA-375-38,
VM-VTA-400-38.

3. CteHT RAPSTROM Elite, BapuaHTbl uncnonHeHuii: VM-VTE-250-08 VM-VTE-275-08,
VM-VTE 300-08, VM-VTE-325-08, VM-VTE-350-08, VM-VTE-375-08, VM-VTE-400-08,
VM-VTE 250-13, VM-VTE-275-13, VM-VTE-300-13, VM-VTE-325-13, VM-VTE-350-13,
VM-VTE 375-13, VM-VTE-400-13, VM-VTE-250-18, VM-VTE-275-18, VM-VTE-300-18,
VM-VTB 325-18, VM-VTE-350-18, VM-VTE-375-18, VM-VTE-400-18, VM-VTE-250-23,
VM-VTE. 275-23, VM-VTE-300-23, VM-VTE-325-23, VM-VTE-350-23, VM-VTE-375-23,
VM-VTE. 400-23, VM-VTE-250-28, VM-VTE-275-28, VM-VTE-300-28, VM-VTE-325-28,
VM-VTE. 350-28, VM-VTE-375-28, VM-VTE-400-28, VM-VTE-250-33, VM-VTE-275-33,
VM-VTE.300-33, VM-VTE-325-33, VM-VTE-350-33, VM-VTE-375-33, VM- VTE-400-33,
VM-VTE. 250-38, VM-VTE-275-38, VM-VTE-300-38, VM-VTE-325-38, VM- VTE-350-38,
VM-VTE. 375-38, VM-VTE-400-38.

9. ¥YnakoBKa

9.1 YnakoBKa [J0/mKHa 06ecneynBaTh 3alUTy OT BO3AENCTBUS MEXaHUUYECKUX U KNUMATUYECKUX
(haKTOpPOB BO Bpems TPAHCMOPTUPOBKU U XPaHEHUS.

YnakoBKa J0/KHa ObITb FepMeTUYHON. CTepUIbHOCTL YMaKoBKM 06ecneumBaeTcs Cob/0AeHNEM
TpeboBaHwii cTaHgapTa 1ISO 11607-1.

9.2 YnakoBKa W3[enuin [0/KHA COOTBETCTBOBAaTb TPEOOBaHWAM WU3rOTOBUTENS, YC/IOBUAM
KOHTpaKTa MeXay WU3rotoBUTENEM W YNOIHOMOYEHHbIM NPeACcTaBUTeNEM.

BHyTpeHHAs ynakoBka

CTeHT MOMELLA0T BO BHYTPEHHIOK YMaKOBKY M3 TaliBeKa/monmaTuaeHa, 4Tobbl o6ecneunTsb
CTEPU/ILHOCTb U3LeNus.

Mocne cTepuamn3aLmmn CTeHT C BHYTPEHHEN YNakoBKON MOMELLAOT B MHAMBUAYALHYIO YNaKOBKY
(eaMHUYHaA ynakoBKy) v3 honbrn Ans 3aWwmUTbl OT CBETA U Baru.

MoTpebutenbckas ynakoBka

CTeHT B MHAMBMAYaNbHOM YNaKOBKE YMakOBbIBAOTCA B KOPOOKM M3 KapToHa. MoTpebutensckas
ynakoBka (BHELUHSS YNakoBka) o06ecrneunBaeT 3alliMTy CTEHTAa OT BHELUHEro MeXaHW4ecKoro
NoBpeXaeHus.

TpaHcnopTHaa ynakoBKa
I CTeHT B NOTPEOUTENLCKON YMaKOBKe YMaKOBbIBAOTCA B KOPOOKM M3 ro)pMpPOBaHHOIO KapToHa B

KonuyectBe 1 WTYKN. KapTOHHblE KOPOOGKW AO/MKHbI ObITb AOCTATOMHO MPOYHLIMKU, YTOGLI 06ECneUnTb
COXPaHHOCTb U CTEPULHOCTb U3AENWIA BO BPEMS TPAHCMOPTUPOBKU U XPaHEHNS.
9.3 Pa3me pbl yNnakoBKu

Pasuepb! N, Pa3mepbl PasmeDb! Kon-Bo Pa3mepbl
MHAMI:;:%:"::HOM VHAMBMAYaNbHO Kon-Bo CTeHTOB B ot e6MTe?1bCKoV| noTpebuTenbCKoM TPaHCMOPTHOM
(Tepnz/ocsapwsaemu yMNakoBKW (KOHBepT noTpe6uTenbCKoi SHaKOBKI/I yNaKoBKMW B OAHOIA ynaKoBKMU,
. " W xB),£5
wen, (RIS ganmyas e S
(W x B), 5 mm '
240 x 240 280x310 1 270x 270 x 15 43 540x400x400

10. CumBO/bI N U306paXKeHUs, yKasaHHble Ha MapKUPOBKE MeAULMHCKOro M3aennst u ux

paclmngpoBKa.
OcTopoxxHo! O6paTUTECh K MHCTPYKLMU MO NPUMEHEHWIO A
CepuiiHblii HoMep SN
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Iicnonb3oBaTth TOMILKO Of4MH pas ®

VMicnonb3oBatb Ao
Jara n3rotosneHuns

M3rotoBuTenb

He cTepunn3oBaTb NOBTOPHO @

bepeub OT Bnaru

BepxHsisi rpaHuMLa TeMnepaTypHOro avanasoHa

He ncnonb3oBatb NpY NOBPEXAEHUW YNaKOBKU @
Homep no katanory REF
Koga naptun LOT
YNONHOMOYEHHbIN NpefcTaBuTeNb B EBponeiickoM coobLuectse EC REP
Crepunusaumsa oKCULoM 3TUIeHa STERILE EO
Mapkuposka CE .

i

AnuporeHHo )K

11. ¥cnoBua akcnayaTtayum, TPaHCMOPTUPOBKN U XpaHeHUA

Jkcnyatauus: MNpuUMeHAIOTCA Npy 3HayYeHUsAX Temnepatypbl 0T 32 fo 42 °C. Takke u3genus
[IO/KHBI 6bITb YCTORUMBLI K BO3AEACTBMSM BMONOIMYECKMX XXMAKOCTEN 1 BblAENEHWIA TKaHel OpraHu3mMa,
C KOTOPbIMY OHM KOHTaKTUPYIOT B MPOLIeCCe 3KCnyaTaumm

XpaHeHue: M3genms HeobXoAyMO XpaHUTb B CyXOM MeCTe, 3aliWLLieHHOM OT BO3[EiCTBMSA
BbICOKOI BiaXKHOCTKW, Npu Temnepatype oT 0°C go 25°C. PekoMeHayemas Temnepartypa XpaHeHus ans
n3genmin Huxe 25°C.

TpaHcrnopTpoBKa: Temnepatypa oT Ogo +25°C, BNaxXHOCTb He 60nee 70%.

12. CpoK rogHocTu n akcnayarayum
CpoK rogHocTh usgenus coctasnset 1,5 roga.
CpoK cny>6bl U30eMs B Ka4UeCTBE UMMIaHTa COCTaBNseT AeCATb NieT.

13. INopAfoK OCYLLECTBAEHNA YTUNN3ALNN N YHNYTOXKEHUA MeAULIMHCKOIo N3aenna

YTunumsauma wmsgenus [o/hKHa OCYLUECTBASETCH B COOTBETCTBUM npasBwmnamu cbopa, yyéta u
YTUAN3aLNKN, YCTAHOBMIEHHLIMU YMONHOMOYEHHLIM (hefiepasibHbIM OpPraHOM WCMOIHUTENLHOW BAacTu.
3anpeLleHo BblbpacbiBaTb Kak ObITOBOI MycCOp.

W3penns oTHocATCS K Knaccy b mocne Mcnonb3oBaHUs - SMMAEMUOONMYECKM ONaCHbIE OTXO0AbI.
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14. OTKa3 rapaHTUM 1 orpaHnUYeHne yCTpaHeHUs1 HEMCNPaBHOCTEN

MpeanpusTre-pe3ngeHT CBOGOAHON 3KOHOMUYECKON 30HbI «BacMepn TekHonomxuc J1th d3C»
(Vasmed Technologies Ltd FZC) rapaHTupyeT, UTO HacTOsILLEE n3aenne NPon3BeAeHO B CTEPUIM30BaHHOM
BUAE M YNakoBaHO B COOTBETCTBUM C [paBmnamy opraHu3auMm MPOU3BOACTBA M KOHTPONA KadyecTsa
MEeLULMHCKUX u3genuid. lMepen yNakoBKOW KaXAoe W3fenne MpoXOAuT WHAMBUAYaNbHYKO MNPOBEPKY.
«Bacmes TekHonomkumc JItg ©3C» 0653yeTcst 3aMEHUTh /IH060€e YCTPONCTBO, KOTOPOE, MO Ero MHEHWUHO,
UMeno feekTbl Ha MOMEHT OTMPaBKW, U ecnu fedieKTbl, BO3HUKLUME BO BpPeMs MPOU3BOACTBA WU
YNakoBKM, BblIN He3amMeanTeNbHO A0BefeHbl [0 cBefeHuns «Bacmen TekHonomkuc JItg ®3C» nnm ero
ONCTPMOBLIOTOPOB. HacTosLas rapaHTus SBASETCS WCKMIOYUTENbHOW 1 3aMeHsieT coboli nobble apyrue
rapaHTuW, BbIPKEHHbIE WM MOLPa3yMeBaeMble, MUCbMEHHbIE WK YCTHbIE, BK/KOYas, B yucie, Nilobble
nogpasymMeBaemMble rapaHTUy TOBAPHON NPUrOAHOCTU AW MPUrOAHOCTM A1 KOHKPETHOW Lenn.

B cuny nHAMBMAYaNbHbIX OMOMOMMYECKUX Pa3nuunii HA OFHO u3fenve He siBnsieTcs Ha 100%
3eKTUBHLIM MpU NO6LIX 06CTOATENLCTBAX. M3-3a 3TOr0, a TakKKe MOCKO/bKY Mbl HE KOHTPOSMPYEM
YCNOBUIA 3KCM/lyaTauun W3Aenvs, MeTOA0B AWArHoCTUKM MNauueHTa, CrnocoboB MPUMEHEHUS UK
06paboTKM Mnoc/ne TOro, Kak W3genve MoKWHYMO Mpefenbl MecTa U3roToB/eHns, «BacMes, TeKHOMomKu1e
N1 ®3C» 1 ero AMCTPUOLIOTOPbI HE TapaHTUPYHOT HU NOMOXUTENBHOMO 3(heKTa, HU OTPULIATENIbHOIO
pesynbTarta ero ucrnonb3oBaHus. KomnaHms «Bacmeg TekHonomkumc J1Ta @3C» 1 ee AUCTPUBLIOTOPbI He
HECyT OTBETCTBEHHOCTM HW 3a Kakue CflyyaliHble WM KOCBEHHble YObITKW, yulepb WM pacxojbl,
BO3HMKLUME HEMOCPESCTBEHHO B pesy/bTare UCMosb30BaHWs ustenus. KomnaHus «Bacmes TeKHONOLKMUC
Ntn ®3C» 1 ee ANCTPUOLIOTOPLI HE HECYT OTBETCTBEHHOCTW 3a YLLEep6, MPUYMHEHHLIA B pe3ynbTaTe
MOBTOPHOI CTEPUAM3aLMI W MOBTOPHOIO MCMOIb30BaHWS NMPOJYyKTa.

15. CBeaeHUA 0 NpoM3BOANTESE N N3TOTOBUTESIE MeAULIMHCKOIO 13ens

Mpown3soauTen.:

BACME[ TEKHONOOKNC NTA ®3C (VASMED TECHNOLOGIES LTD FZC)

Appec: O6bekT 116, CBO60AHAas dKoHOMMUYecKas 30Ha Dymkeipa, Pymkeiipa, O6beNHEHHbIE
Apabckme dmupartsl, ¥ 1356, dymkeitpa, OAD (Facility 116, Fujairah Free Zone, Fujairah, United Arab
Emirates, P. O. 1356, Fujairah, UAE)

MecTo npons3BoACTBa:

Appec: O6bekT 116, CBO60AHAA dKOHOMUYecKas 3oHa Pymkelipa, Pymkeipa, O6begnHEHHbIE
Apabckue ImmpaTbl (Facility 116, Fujairah Free Zone, Fujairah, United Arab Emirates)

16. MpeactaButens B EC

Crepudapm /114, (CoegmHeHHoe KoponeBcTBO)

CoeanHeHHoe KoponeBctBo BN24 5 NJ BocTouHblii Caccekc, lMeBeHcu, Bectxam, MayHTHM
Bpumk busHec, MoppasgeneHne-9-11

Ten.:+44(0)845 519 45 50

dakc: +44(0)845 519 45 60

17. OTBETCTBEHHbI NOCTaBLMK

Mo Bcem BOMpOCaM, CBS3aHHbIM C MeAUUMHCKUM un3aenvmeM “CTeHT KOPOHapHbIA KobGanbT-
XPOMOBBIi C /IEKAPCTBEHHLIM MOKPbLITUEM CUPOSIMMYC, YCTAHOBMIEHHBLIN Ha OaNOHHLIA KaTeTep ANA
UTKA”, npoussogctea BACME[, TEKHONOMAXKNC NTA ®3C (VASMED TECHNOLOGIES LTD
FZC) Heobxogvmo obpaliaTbCa K YNOSHOMOYEHHOMY MPeLCcTaBUTENO NPOU3BOAMTENS HA TeppuUTOpMu
P® no agpecy: OOO "Kom CnaH", topuanyeckuidi u nouyToBblA agpec: 115035, Mockaa,
KocmopamuaHckas Hab., a. 40-42, ctp. 3, aT. 1, nom. XVII, kom. 1 od. 2. Ten.: +7 (495) 4344506. 3n.
nouta: komspan@gmail.com.
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MepeBoA e aHININIACKOIO0 A3blKa Ha PYCCKUI A3bIK

VASMED

WNHCTPYKUMSA N0 NPUMEHEHWIO

CTeHT KOpPOHapHbIil KObaIbT-XPOMOBbIN C JIEKAPCTBEHHbIM MOKPbITUEM
cuponmmyc,
yCTaHOB/IEHHbIN Ha 6annoHHbIN KaTeTep and UTKA

RAPSTROM, AKOS, RAPSTROM Elite

[Poccuiickoe nsgaHme]

YTBEPXAEHWE
MNMoanwucb Jata
MeHef>Kep N0 KOHTPOD KayecTBa [moanuck] 21 maa 2019 roga
AnapHa CygaxakapaH
YTBEPXAEHO: [moagnucsk] 21 masa 2019 roga

Ynpasnawwuii UpeKTOop
Mocno>ka ?rp>kbi\b¥\iei\i oK aianpacag

«BACME/Z TEKHONTOOKNC NUMNTEL d3C»

O6bekT 116, CBO6OAHAA IKOHOMMYeCKas 30Ha Dymkeiipa, Pymkeiipa, O6beaNHEHHbIe
Apabckue dmmpaTbl

Ten.: +971 9 222 8862, chakc: +971 9 222 8863

a/a: 1356, aneKTpoHHas nouta: sales@vasmed.ae
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ToproBo-npoMbILLINeHHasA NanaTa PymKeipa
Homep cBugeTenscTBa Bepupukaymm nognmncm Ne332
YneHctBo NeFZ10609

HaCTOHLLI,VIM nanarta NoaTBeEPULLLAET, UTO rocnoxa
Pampkanakwmu [ykarianpacag
Bbina ynoJ/IHOMOYEHA KOMMaHuel
«BACME/[ TEKHONOIXWNC NT/A ®3C»
6e3 KaKoli-nnbo oTBETCTBEHHOCTU CO CTOPOHbI MasiaTbl B OTHOWEHUN COAEpP>XaHNA aHHOIo AOKYMEHTaA.

CoTtpyaHuK 30 mas 2019 roga YNOMHOMOYEHHOE ML C NPaBoM NOAMUCH
[noanuce] [nognmce]

[Kpyrnasa neyatb: ToOproBo-npombillfieHHas Nanata Pymkeripa * OTaen peructpaumm u
UneHcTBa]

[Kpyrnas neyatb: «Bacmepg TekHonoxuc JItg ®3c» * OAD, Pymkelipa, abOHEHTCKUIA AWK
1356]

[moanuce]
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MepeBOA ALLUHOIO TeKCTa BbLUOSTHEH MepeBOAYMKOM Ymmnoelww EneHor AHATO/IbEBHOW

Poccuiickaa Peaepauns
"opog MockBa
NaToro noHA ABe ThiCAYN AeBATHAALLATONO roja

A, PebpnHa EneHa AMUTpMEBHa, BPEMEHHO MCMOMHAKOWAA 0643aHHOCTM HOTapuyca ropoja

MockBbl AknmoBa ['neba bopucosuya, CBUAETENLCTBYHO MOL/MHHOCTL MOAMMCU MepeBOfYMKa
Uumnoew! EneHbl AHATONBbEBHDI.

Moanuchb caenaHa B MOEM NMPUCYTCTBUM.
JInyHOCTb NoANMCcaBLUEr0 JOKYMEHT YCTaHOB/IEHA.

3apeructpupoBaHo B peecTpe: Ne 77/09-H/77-2019-

B3bl [apcTBEHHOWN nownHbl (o Tapudy): 100 py6. 00 kon.
ne ycnyr npaBoBOro U TeXHNYeckKoro xapakrepa: 200 py6. 00 kor.

Bcero npoLHypoBaHo, NpoHyMepoBaHo
M CKPEensIeHo neyaTblo 22 nnucTai
BPWO Hotapuyca:
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VASMED

TO WHOM IT MAY CONCERN

We, Vasmed Technologies Ltd Fzc having its manufacturing facility at Facility 116, Fujairah Free Zone,
Fujairah, United Arab Emirates here by confirm that the below mentioned polymers are used in the
manufacturing of Sirolimus Drug Eluting Cobalt Chromium Coronary Stent Mounted on PTCA Balloon
catheter. Brand Name: Rapstrom, Akos, Rapstrom Elite.

Polymer Details Manufacturer

Kollidon 90 F BAS- SE, Gerrnany

Chemical Name: Polyvinylpyrollidone

Purasorb POLG Purac Biochem, Netherlands
Purasorb PL Purac Biochem, Netherlands

List of documents enclosed:

1 MSDS of Kollidon 90 F, manufactured by BASF SE Germany

2. MSDS of Purasorb PDLG, manufactured by Purac Biochem, Netherlands
3. MSDS of Purasorb PL, manufactured by Purac Biochem, Netherlands

Signed By

Mrs. Rajalakshmi Jayaprasad
Managing Director & Authorized Signatory

VASMED TECHNOLOGIES LIMITED FzC

Facility 116, Fujairah Free Zone, Fujairah, United Arab Emirates
Phone: +971 9 222 8862, Fax; +971 9 222 8863
www.vasmed.ae P.O. Box: 1356,.email; sales@vasmed.ae
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O0-BASF

We create chemistry

Safety data sheet

Page: V11
BASF Safety data sheet according to Regulation (EC) No. 1907/2006 as amended from time to time.
Date / Revised: 16.01.2015 Version: 5.2
Product: Kollidon® 90 F
(IDno. 30034978/SDS_GEN_EU/EN)
Date of print 17.01.2015

T

SECTION 1: Identification of the substance/mixture and of the
com pany/u ndertaking

1.1. Product identifier
Kollidon® 90 F

Chemical name: Polyvinylpyrrolidone
CAS Number: 9003-39-8

1.2. Relevant identified uses of the substance or mixture and uses advised against
Relevant identified uses: pharmaceutical excipient
1.3. Details of the supplier of the safety data sheet
Company:
BAY S
67056 Ludwigshafen
Operating Division Nutrition and Health
Telephone: +49 621 60-48434
E-meil address: EN-Masterdata@basf.com
1.4. Emergency telephone number

International emergency number:
Telephone: +49 180 2273-112

SECTION 2: Hazards Identification

2.1. Classification of the substance or mixture

According to Regulation (EC) No 1272/2008 fCLPI
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No need for ciassification according to GHS criteria for this product.
2.2. Label elements
Globally Harmonized System. BU (GHS)

The product does not require a hazard warning label in accordance with GHS criteria.

2.3. Other hazards
According to Regulation (ECL No 1272/2008 fCLPI

If applicable information is provided in this section on other hazards which do not result in
classification but which may contribute to the overall hazards of the substance or mixture.

SECTION 3: Composition/Information on Ingredients

3.1. Substances

Chemical nature
polyvinylpyrrolidone
3.2. Mixtures

Not applicable

SECTION 4: First-Aid Measures

4.1. Description of first aid measures
Remove contaminated clothing.

If inhaled:
Keep patient calm, remove to fresh air.

On skin contact:
Wash thoroughly with soap and water.

On contact with eyes: ] ] ] )
Wash affected eyes for at least 15 minutes under running water with eyelids held open.

On ingestion:

Immediately rinse mouth and then drink pienty of water, do not induce vomiting, seek medical
attention.
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4.2. Most important symptoms and effects, both acute and delayed
Symptoms: No significant symptoms are expected due to the non-classification of the product.

Hazards: No hazards anticipated.

4.3. Indication of any immediate medical attention and special treatment needed
Treatment: Symptomatic treatment (decontamination, vital functions).

SECTION 5: Fire-Fighting Measures

5.1. Extinguishing media
Suitable extinguishing media:
water spray b

5.2. Special hazards arising from the substance or mixture
Carbon dioxide, cyanides, nitrogen oxides )
The substances/groups of substances mentioned can be released in case of fire.

5.3. Advice for fire-fighters
Special protective equipment:
Wear a self-contained breathing apparatus.

Further information:_ ] o i ) . )
Dispose of fire debris and contaminated extinguishing water in accordance with official regulations.

SECTION 6: Accidental Release Measures

6.1. Personal precautions, protective equipment and emergency procedures
Avoid dust formation.

6.2. Environmental precautions
Do not discharge into drains/surface waters/groundwater.

6.3. Methods and material for containment and cleaning up
For small amounts: Sweep/shovel up.

For large amounts: Sweep/shovel up.

Dispose of absorbed material in accordance with regulations.

6.4. Reference to other sections

Informeation regarding exposure controls/personal protection and disposal considerations can be
found in section 8 and 13.

SECTION 7: Handling and Storage

7.1. Precautions for safe handling . .
Handle in accordance with good industrial hygiene and safety practice.
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Protection against fire and explosion:
The product is capable of dust explosion. Prevent electrostatic charge - sources of ignition should be
kept well clear - fire extinguishers should be kept handy.

7.2. Conditions for safe storage, inciuding any incompatibiiities ]
Further information on storage conditions: Containers should be stored tightly sealed ina dry place.
Protect against heat.

7.3. Specific end use(s)
For the relevant identified use(s) listed in Section 1the advice mentioned in this section 7 is to be
observed.

SECTION 8: Exposure Controls/Personal Protection

8.1. Controi parameters

8.2. Exposure controis
Personal protective equipment

Respiratory protection;
Breathing protection if breathable aerosols/dust are formed. Particle filter with lowefficiency for solid
particles (e.g. EN 143 or 149, Type Plor FFP1)

Hand protection:

Suitable chemical resistant safety gloves (EN 374) also with prolonged, direct contact
(Recommended: Protective index 6, corresponding >480 minutes of permeation time according to
BN 374): Eg. nitrile rubber (0.4 mm), chloroprene rubber (0.5 mm), rubber (0.7 mm) etc.
Supplementary note: The specifications are based on tests, literature data and informeation of glove
manufacturers or are derived from similar substances by analogy. Due to many conditions (e.g.
temperature) it must be considered, that the practical usage of a chemical-ﬁrotective glove In
practice may be much shorter than the permeation time determined through testing.

Eye protection:
Safety glasses with side-shields (frame goggles) (e.g. EN 166)

protection: o
protection must be chosen based on level of activity and exposure.

General safety and hygiene measures
Handle in accordance with good industrial hygiene and safety practice.

SECTION 9: Physical and Chemical Properties

9.1. Information on basic physical and chemical properties

Formn powder
Colour: white to cream
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Odour: faint specific odour
Odour threshold:
No data available.
pH value: 5.0-9.0 (Ph. Bur. 2.2.3)
) (water, 10 9%m), 20 °C)
melting range: >=130 °C
The substance / product
. decomposes.
Boiling point:;
) The product is a non-volatile solid.
Flash point: >215°C (DIN51755)
Evaporation rate:
- not applicable
Hammebility: not determined
Lower explosion limt: 50 g/m3 (air)
Upper explosion linit:
not determined
Ignition temperature: 425 °C (DIN51794)
Vapour pressure:
- not applicable
nsity: 12 g/cm3
(20 g/C)
Relative density:
No data available.
Relative vapour density (air):
not applicable
Solubility in water:
>270 gl
(23 °C)

Solubility (qualitative) solventﬁs)%: organic solvents
soluble

Information on: Polyvinylpyrrolidone
Partitioning coefficient n-octanol/water (log Kow): -3.4

Self ignition: not self-igniting

Thermal decomposition: >= 130 °C

Viscosity, dynamic: 10,000 - 30,000 mPa.s (DIN EN 1SO 2555 (RVT))
(20 %(Im), 23-°C)

Explosion hazard: not explosive

Fire promoting properties:  not fire-propagating

9.2. Other information
Minimum ignition energy: 10 - 30 mJ (VDI 2263, sheet 1,2.5)

(approx. 1 bar, approx. 23 °C)
The product is capable of dust

explosion.
Bulk density: approx. 400 - 600 kg/m3 (DIN BN 1SO 60)
Miscibility with water: bl

soluble
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SECTION 10: Stability and Reactivity

10.1. Reactivity
Corrosion to metals: ~ Corrosive effects to metal are not anticipated.

Formation of Remarks: Forms no flammable gases inthe
flammable gases: presence of water.

10.2. Chemical stability
The product is stable if stored and handled as prescribed/indicated.

10.3. Possibility of hazardous reactions
Dust explosion hazard.

10.4. Condition_s to avoid
Awvoid dust formetion.
10.5. Incompatible materials

Substances to avoid:
No substances known that should be avoided.

10.6. Hazardous decomposition products

Hazardous decomposition products:
No hazardous decomposition products if stored and handled as prescribed/indicated.

SECTION 11: Toxicological Information

11.1. Information on toxicological effects
Acute toxicity

Assessment of acute toxicity: o _
Virtually nontoxic after a single ingestion. Virtually nontoxic by inhalation.

Experimental/calculated data:
LD50 rat (oral): > 2,000 my/kg (BASF-Test)

LCS0 rat (by inhalation): >5.2 mg/l 4 h (OECD Guideline 403)
Imitation

Assessment of irritating effects:
Not irritating to the skin. Not irritating to the eyes.
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Experimental/calculated data:

Skin corrosionvirritation rabbit: non-irritant (Draize test)
Serious eye damage/irritation rabbit: non-irritant (Draize test)
Respiratorv/Skin sensitization

Assessment of sensitization: o
The chemical structure does not suggest a sensitizing effect.

Germ cell mutagenicity

Assessment of mutagenicity: o
The substance was not mutagenic in studies with mammals.

Carcinogenicity

Assessment of carcinogenicity: o ) )
In long-term animal studies inwhich the substance was given in high doses by feed, a carcinogenic
effect was not observed.

Reproductive toxicity

Assessment of reproduction toxicity: B
The chemical structure does not suggest a specific alert for such an effect.

Developmental toxicity

Assessment of teratogenicity: ] ) o ]
No indications of a developmental toxic / teratogenic effect were seen in animal studies.

Repeated dose toxicity and Specific target organ toxicity (repeated exposure)

Assessment of repeated dose toxicity:
None known

Aspiration hazard

No aspiration hazard expected.

Other relevant toxicity information

Based on our experience and the information available, no adverse health effects are expected if
handled as recommended with suitable precautions for designated uses. The product has not been
tested. The statement has been derived from substances/products of a similar structure or

composition.
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SECTION 12: Ecological Information

12.1. Toxicity

Assessment of aquatic toxicity: ) ) ) .
There is a high probability that the product is not acutely harmful to aquatic organisms. The inhibition
of the degradation activity of activated sludge is not anticipated when introduced to biological
treatment plants in appropriate low concentrations.

Toxicity to fish: o )
LC0 (96 h) > 10,000 my/l, Leuciscus idus (DIN 38412 Part 15, static)

Microorganisms/Effect on activated sludge:
EC20 (0.5 h) > 1,995 ny/, activated sludge, industrial (OECD GHi_?leIine 209, aerobic)

12.2. Persistence and degradability

Assessment biodegradation and elimination (H20):
Poorly eliminated from water.

Elimination information: o ) ) ) .

<10 % DQOC reduction (15 d) (OECD Guideline 302 B) (aerobic, activated sludge, industrial) Poorly
eliminated fromwater.

12.3. Bioaccumulative potential

Bioaccumulation potential: ) o ) o

Based on its structural properties, the polymer is not hiologically available. Accumulation in
organisms is not to be expected.

12.4. Mobility in soil

Assessment transport between environmental compartments:
Adsorption in soil: No data available.

12.5. Results of PBT and vPvB assessment

According to Regulation (EC) No.453/2010: The product does not fulfill the criteria for PBT
(Persistent/bioaccumulative/toxic) and VvPvB (very persistent/very bioaccumulative).

12.6. Other adverse effects
No data available.
12.7. Additional information

Other ecotoxicological advice:
Ecological data are determined by analogy.
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SECTION 13: Disposal Considerations

13.1. Waste treatment methods

Must be sent to a suitable incineration plant, observing local regulations.

Awaste code in accordance with the European waste catalog (EVWC) cannot be specified, due to
dependence on the usage.

Observe national and local legal requirements.

SECTION 14: Transport Information

Land transport

ADR

Not classified as a dangerous good under transport regulations

UN number: Not applicable

UN proper shipping name:  Not applicable

Transport hazard class(es): Not applicable

Packing group: Not applicable

Environmental hazards: Not applicable

Special precautions for None known

user

RID

Not classified as a dangerous good under transport regulations

UN number: Not applicable

UN proper shipping name:  Not applicable

Transport hazard class(es):  Not applicable

Packing group: Not applicable

Environmental hazards: Not applicable

Special precautions for None known

user

Inland waterway transport
ADN

Not classified as a dangerous good under transport regulations
UN number: Not applicable
UN proper shipping name;  Not applicable
Transport hazard class(es): Not applicable
Packing group: Not applicable
Environmental hazards: Not applicable
Special precautions for None known
user
Transport in inland Not evaluated
waterway vessel:
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Sea transport
IMDG

UN number:
UN proper shipping name:

Transport hazard class(es):

Packing group:
Environmental hazards:
Special precautions for
user

Airtransport
IATAICAO

UN number:
UN proper shipping name:

Transport hazard class(es):

Packing group:
Environmental hazards:
Special precautions for
user

14.1. UN number

Not classified as a dangerous good under transport regulations

Not applicable
Not applicable
Not applicable
Not applicable
Not applicable
None known

Not classified as a dangerous good under transport regulations

Not applicable
Not applicable
Not applicable
Not applicable
Not applicable
None known

See corresponding entries for “UN number”for the respective regulations inthe tables above.

14.2. UN proper shipping name o . o
See corresponding entries for “UN proper shipping name”for the respective regulations in the tables

above.

14.3. Transport hazard ciass(es) ] o
See corresponding entries for “Transport hazard class(es)” for the respective regulations inthe

tables above.

14.4. Packing group

See corresponding entries for “Packing group”for the respective regulations in the tables above.

14.5. Environmentai hazards _ . o
See corresponding entries for “Environmental hazards™ for the respective regulations in the tables

above.

14.6. Speciai precautions for user
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See corresponding entries for “Special precautions for user”for the respective regulations inthe

tables above.

14.7. Transport in bulk according to Annex Il of MARPOL73/78 and the IBC Code

Regulation: Not evaluated
Shipment approved: Not evaluated
Pollution name: Not evaluated
Pollution category: Not evaluated
Ship Type: Not evaluated

SECTION 15: Regulatory Information

15.1. Safety, health and environmental regulations/legislation specific for the
substance or mixture

If other regulatory informetion applies that is not already provided elsewhere inthis safety data
sheet, then it is described inthis subsection.
15.2. Chemical Safety Assessment

Chemical Safety Assessment not required

SECTION 16: Other Information

Any other intended applications should be discussed with the manufacturer.

The data contained inthis safety data sheet are based on our current knowledge and experience and
describe the product only with regard to safety requirements. The data do not describe the product's
properties (product specification). Neither should any agreed property nor the suitability of the product for
any specific purpose be deduced from the data contained inthe safety data sheet. It is the responsibility
of the recipient of the product to ensure any proprietary rights and existing laws and legislation are
observed.

Vertical lines inthe left hand margin indicate an amendment from the previous version.
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purac

Safety Data Sheet R«v. ND tf August 16, 2011
PURASORB® PDLG

I, IDENTIFICATION OF THE Product name PURASORS* PDLG
SUBSTANCE / . L.
PREPARATION AND THE Use of the Substance Medical applications
COMPANV/UNDERTAKINS Supplier PURAC Blochem

Arhelsedljk 46

NL-4206 ACGorinchem
The Netherlands

Telephone +31 183 695695

Fax +31 183 695604

Emergency telephone +31 183 695695

Contact person T. van Dongen

E-mail pnlitiiwc.art
2. HAZARDS IDENTIOCATION CtantMcAtion of Iho aubctane® or mixture

CIBScMcation eccortfin* to Revulation (EC) No 1273/2008 aa amended
Health hazarda
The product Is not clarified according to the CLP regulatJon.

Clasatflcatlon according to Directive C7/S48/EBC or 1999/4S/EC
aa amended

Clasaiflcation

Void

information concaming particular hazarda for human and environment:
The product Is not subject to Identiflcaaon regulations under EC Directives and
the Ordinance on Hazardous Materials (GefStoflV).

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

Hazard pimgraras
void

Signal word
Void

Hazard statemenia
Void

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

Other hazards

Results of PST and vPvB asaassment
PBT

Not applicable.

VP«
Not applicable.
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Safety data sheet

PURASORB PDLG

3. COMPOSITION / MIxturs
INFORMATION ON Chemical charactarizstion
INGREDIENTS I,4-dloxane-2,S-dlone, polymer with 3,6-dimethyl-l,4-dioxane-2,S-dloi>e
CAS-No.
26780-50-7
Classification
DSD : -
CLP -
4. FIRST AIO MEASURES eaneral information

No sp«cl«l measures required.

Description of first aid measures
Inhalation
Not applicable

Skin contact
Instantly wash with water and soap and rinse thoroughly.

Bye contact

Rinse cautiously with water for several minutes. Remove contact lenses. If present
and easy to do. Continue rinsing. If eye irritation persists; Get medical
advlce/attenbon.

Ingestion

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 scute and delayed
No further relevant Information available.

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

S. FIRE-FIGHTING MEASURES Extineulshing. media
Suitable extinguishing media

Water spray, foam or OO2.

Unsuitable extinguishing media
None

Special haiards arising from the substance or mixture
None

Advice for firefighters

Special protacUve equipment for firefighters
Use personal protective equipment

Oo not Inhale explosion gases or combustion gases.
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Safety data sheet

PURASORB PDLG

6. ACCIDENTAL RELEASE Personal precautions, protective equipn»entand emereency procedures
MEASURES Por non-emergency personnel
Wear protective equipment. Keep unprotected persons away.

Environmental precautions
No Special environmental precautions 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 Bfor Information on personal protection equipment.
See Section 13 for Information on disposal.

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

Conditions for safe storage> including any incompatibilities
Storage

Requirements to be met by storerooms and containers
Keep container tightly closed Ina cool and dry place.

Do not store above +4 "'C.

Further information about storage conditiona
Store under nitrogen.
Protect from humidity and keep away from water.

Specific end use(s)
No further relevant Information available.

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

Control parameters
None

Exposure controls

Personal protective equipment

General protective end 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/
thesubstance/ the preparation.

Due to missing tests mo recommendation to the glove material can be given for the
product/ the preparation/ the chemical mixture.

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

of diffusion and the degradation.

OjwamnB VB, o W . - L d)yeeee * K K
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Safety data sheet

PURASORB PDLG

9. PHYSICAL AND CHEMICAL
PROPERHES

«ft« iwnMioit of MvoMgvnMNhe M rvikarvm 7 «ixh dwHeKiehs. Punve apHiMH iMmitt» that: «t

RN

Material of glovaa:

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

Penetration time of glove material:

The exact break through time has to be fdund out by the manufacturer of the

protective gloves and has to be observed.

Information on basic physical and chemical properties

General Information
Appearanoa

Form

Colour

Odour
Odour threshold
pH-value

Change In condition
Melting point/MeNeng renge

Boiling point/Boiling range
Flaeh point
Inflammability (solid, gaseous)

Ignition tempereture
Decomposition temperature
Salf-Inflammability

Denger of exploeion

Critical values for explosion
Lower
Upper

Vapour pressure
Density Bt 20«C
Relative density

Vapour density

Evsporation rata

Solubility In f Miscibility with
Water

Partition coefficient (n*octsnol/
water)

Viscoeity
dynamic
kinematic

Other informebon

Granulate
White

Light brown
Odourless

Not determined
Not applicable

amorphous copolymers: none
semi crystalline product; up to
230"C

Not applicable

Not applicable

Product is not easky
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
Not applicable

Insoluble
Not determined

Not applicabie
Not applicable

No relevant additional mfbnnation available.
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Safety data sheet
PURASORB POLG

10. STABILITr AND REACTIVITY Reactivity
Chemical stability
Decomposes Incontact with water. Hydrolyses to lactic acid.

Thermal decomposition / conditions to avoid
No decomposition If used according to specifications.

Possibility of hazardous reactions
No dangerous reactions known.

Incompatible materials
Water, moisture.

Hazardous decomposition products
Carbon monoxide and carbon dioxide.

U . TOXICOLOGICAL Information on toxicological effects ~

INFORMATION Acute toxicity
No adverse effects observed.

Primary Irritant affect
On the akin
No irritant effect.

On toe eye
No Irritant effect.

Sensitization
No sensitizing effect known.

Other Information (about experimental toxicology)
Not available.

Additional toxicological information
The material Is not subject to classification according to EC lists in the last
version.

12. ECOLOGICAL INFORMATION Toxicity
Aquatic toxicity
No further relevant Information available.

Persistence and denradabllity
Hydrolyses to lactic add which is readily biodegradable.
*

Behaviour in environmental systems
Bioaccumulative potential
Decomposition Incontact with water.

Mobility in soil
No furtlier 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 (o waters.
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Safety data sheet

PURASORB PDLG

Results of PBT and vPvB sssassment
Not applicable.

Other adverse effects
No further relevant Informabon available.

t3.DI$POSAL CONSTOBRATtONS Waste treatment methods

Recommendation
Remove in accordance with the local official recommendations.

EU waste catalogue
16 05 09 discarded chemlc” other than those mentioned In 16 05 06,
16 OS070r 16 05|

14. TRANSPORT INFORMATION Transport Information
Land tranaport ADR/RID
ADR/RID Class: -

Maritime transport IMDG
IMDG Class: -

Marine pollutant
No

Air tranaport ICAO-TI and IATA-OGR
ICAO/IATA Class: -

UN ”"Model Regulation”

Special precautions for user
Not applicable.

Transport/Additionai Information:
No dangerous good according to Intematipnal transport regulations.

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

IS. REGULATORY INFORMATION Chemical safety aaeessment .
No Chemical Safety Assessment has been carried out.

16. OTHER information Other Information )
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 acronyma:
: Accord europBen sur le transport des merchandises dangereuses
par Route (European Agreement concerning the Interrmtional
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Safety data sheet

PURASORB PDLG

Carriage of Dangerous Gocxls by Road)

RID ; R~tement intemabonal concemant le trarjsport des merchandises
dangereuses par chemlin de fer {Regulations Conoeming the
International Transport of Dangerous Goods by Rail)

IMDG ; Internationel Maritime Code for Dangerous Goods

IATA : International Airtransport 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
Organizadon™ (ICAO)

GHS : Globally Harmonized System of Classifleadon and
Labelllrrg of Chemicals
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Safety Data Sheet
PURASORB® PL

1. IDENTIFICATION OF>THE
SUBSTANCE/HIXTURE
AND OF THE
COMPANY/UNOERTAKING

2. HA2ARDS
IDENTIFICATION

purac

R*v. No. 1/AuguU 16, 2011

Product nama PURASORB* Pt
EINECS Numbar Polymer

Relevant identified ueei 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 Blochem
Aricelseditk 46
4206 AC Gorlnchem
The Netherlands
Tel: -f~-183-695695
Fax: 44>183-695604
Information t.van.dongen6ipurac.com

Emergency telephone number
see: manufacturer/suppller
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 pietograms
Void.

Signal word
Void.

Hazard statements
\oid.

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

m*4 **|0f Nr m*i«bl/l aaHcpbsra, «it mpo»wM>*y
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MTvMt tv tttitilt If flihtnvw rtftiw n* Wielr WitrtT. m tttiitiw tw fitv tr rtr tftv tilTWe« titw tV itltwtv tv MtfrtRtV tttw tt HTAU T » "4 wute Witpw eiw t peke
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Safety data sheet

PURASORB”™ PL

other hazaril*

Reautt* of PBT «<1 ¥PvB aucasment
PBT

Not applicable.

wPvB
Not applicable.

3. COMPOSITION / Chemical characterization: Substances
information on Poly [{3S-cls)-3,6-dimethyl*],4-dioxane-2,S-dione)
INGREDIENTS

CAS No. Designation
33135-50-1 5

Idantiflcatiim number(s)
EINECS Number
Polymer

4. FIRST AKD MEASURES Oescription of fir«t aid measuraa
General information
No special measures required.

After inhalation
Not applicable.

After akin contact
Irvstandy wash with water and soap and rinse thoroughly.

After eye contact
Rinse opened eye for several minutes (~15 min.) under running water. 1f 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 fa* doctor
Moat Important symptoms and eftecta, both acute and delayed
No further relevant information available.

Indication of any immediate medical attention end special treatonant needed
No further relevant information available
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Safety data sheet

PURASORB® PL

5. FIRe-FrCHttNG
MEASURES

e. ACCIDENTAL RELEASE
MEASURES

7. HANDLING AND STORAGE

HMN»>
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Extineubihine media

Suitable axtinBulahing aeants
Water

C02 Foam

For aefety reasons unsuitable extinguisbino agents
None,

Special hazards arising from the substance or mixture
None.

Advice for firefighters

Protective equipment

Use personal protective equipment.

Oo not inhale explosion gases or combustion gases.

Personal precautions, protective equipmentand emergency procedures
Wear protective equipment. Keep unproi”ed persons away.

Environmental precautions
No special measures required,

Methods and material for containment and dcaning up
Collect mechanteally.
Send tor recovery or disposal in suitable containers.

Reference to other sealons

See Section 7 tor 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 dosed package in a freezer.

Information about storage in one common storage facility
Not required.

Further information about stonge conditions
Store under nitrogen.

Protect from humidity end keep away from water.
Specific end use(s) No further retevant Information available.
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Safety data sheet

PURASORB< PL

e. EXPOSURE CONTROtS / Additional Information about daaign of technical ayetems
PERSONAL PROTECTION No further data; see Section 7.

Control paramaters
None.

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

Exposure controia

Personal protective equipment

Ganeral protective and hygienic measures

The usual precauUorvary measures should be adhered to general rules for handling
chemicats.

Breathing equipment '
Not necessary if room Is well-veneiated.

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 gtove materiel 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 Ume 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 dothtng.

PHYSICAL AND CHEMICAL Information on basic physical and chemical properties
PROPERTIES General Information
Appearance
Form granulate
Colour white
Odour odourless
Odour threshoid not determined
pH-vaiue not applicable
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Safety data sheet

PURASORB® PL

10. STABIUTV AND
RBACNhVITY

O>KonwfWHI ttw nwuwiity afHwHME tmrum

t

Change in condition

Melting point/Melting range
Boiling point/Boiling range

Flash poi

Inflammability (solid, gaseous)

Ignition temperature
Decomposition temperature
Self-inflammabillty

Danger of explosion

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

nt

Critical values for explosion

Lower
Upper

Vapour pressure
Density at 20*C
Relative density

Vapour d

Evaporation rate
Solubility in /7 Miscibility with Water

Partition

Viscosity
Dynamic
Kinamati

not determined
not determined
not applicable
1.24 g/lemJ
not determined
not applicable
not applicable
insoluble

not determined

ensity

coefficient (n-octanol/wa”)
vV

not applicable
c not applicable

Other information
No further relevant information available.

Chemical stability
Decomposes in contact with water. Hydrolyses to lactic acid.

Thermal decomposition / conditiona to be avoided

No decom

position 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 decompositiDn products

Carbon m

onoxide and carbon dioxide.
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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.

Senaitixation
No sensitizing effect known.

Other information (about experiment”~toxicology)

Not available. ’
12. ECOLOGICAL Aquatic toxicity
INFORMATION No further relevant information available.

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

Behaviour In environmental ayatems
Bloaccumulative potential
Decomposition In contact with water.

Mobility in soil
No further relevant Information available.

Additional ecological information

General notea

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.

Roaults of PUT and vPvB asaoasment
PBT
Not applicable.

vPVvB
Not applicable.

Other adverse effects
No further relevant Information available.
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Safety data sheet

PURASORB® PL

13.DISPOSAL. Wacte treatment methods

CONSIDERATIONS Recommendation
Remove In accordance with the local official recommendations.

European waste eataiosue
16 OS09 discarded chemicals other than those mentioned In 16 05 06, 16 05 07

or 16 05 08
14. TRANSPORT Land transport ADR/RIO
INFORMATION ADR/RID Class

Haritime transport IMDG
IMDB Class

Marins pollutant
No.

Air transport iCAO-n and iata-d<R|
I0tO/1ATA Class

UN "Model Regulation”
Spacial precautions for user

Not applicable.

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

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

1S. RESULATORV Chemical safety assessment
INFORMATION A Chemical Safety Assessment has not been carried out.

16. OTHER INFORMATION This data Is based on our present lenowledge. 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 europden sur le transport des marthandises dangereuses par Route
(European Agreement concerning the International Carnage of Dangerous Goods by
Road).
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Safety data sheet

PURASORB® PL

RID: R”eiement internetionei cencemant I« b'anspoit des marchandlses dangereuses
par chemin de fer (Regulations Concerning the Internationai Transport of Dangerous
Goods by Rail).

IMOG: International Maritime Code for Dangerous Goods.

IATA: International Air Transport Association.

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

ICAQ: International Ovil Aviation Organitation.

ICAO-TI; Technical Instructions by the "International Civil Aviation Organisation™
(ICAO).

GHS: Globally Harmonized System of Classificalion and Labelling of Chemicals.
E1HE<3: European Inventwy of Existing Commercial Chemical Substances,

CAS; Chemical Abstracts Service (division of the American Chemical Society).
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Fujairah Chamber oFCommerce 6 Industry

Signature verification Certificate No. 333
Membership No.: Fz10609
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MepeBos C aHIIMIACKOr0 A3blKa Ha PYCCKUI A3bIK

VASMED

Bcem 3aMHTEpPeCcOBaHHbLIM MLLAM

Mbl, Bacmep TekHonogkuc JItg ®@3c MuMeeM Npon3BOACTBEHHYHO nowanky no agpecy: O6bekT
116, CeobogHas JKoHOMMYecKas 30Ha dymxeiipa, Pypxeipa, ObbvegnHeHHble Apabckue
AMupaTbl MNOATBEPXAAEM, UTO HWMXKEYKazaHHble MOJMMepPbl MCMNONb3YHTCA AN NPOU3BOACTBA
CTeHTa KOPOHapHOro Ko06asbT-XpOMOBOTO C JIEKAPCTBEHHLIM  MOKPbITUEM  CUPONNMYC,

YCTaHOB/IEHHOTO Ha 6annoHHbI KaTeTep gns UTKA, dupmeHHoe HassaHue: Rapstrom, Akos,
Rapstrom Elite.

WHdpopmauma Ononnmepax MpownssoanTens

KonnngoH 90 F BAC® CE, NepmaHusa

XVUMNYECKOe Ha3BaHMe: (BASF SE, Germany)

MoANBUHUANUPPONNAOH

Mypacop6 PDLG Mypak buoxem, HuaepnaHgbl
(Purac Biochem, Netherlands)

Mypacop6 PL Mypak Buoxem, HugepnaHabl

(Purac Biochem, Netherlands)

CnncoK npunaraemMblixX JOKYMEHTOB:

1 MacnopT 6e3onacHocTu BewectBa KonnnaoH 90 F, npounssoactea BAC® CE, NepmaHus
2 Macnopt 6e3onacHocTn BeuwiecTBa Mypacop6 PDLG, npomssogctBa [ypak Buoxew,
HupepnaHabl

3 MacnopT 6Ge3onacHocTu BewecTBa [lypacop6 PL, npoussogcTtea [lypak buoxem,
HwupepnaHasl

!
[MoznucaHo:
i

- /nognuce/

l; Mxa Pagxanakwmuy [ykaiianpacag
| Ynpasnstowmii AUPeKTop 1 YNoNHOMOYEHHOE NLL0 C NPaBOM MNOANUCU

«BACMEL TEKHONOAXWNC NUMWUTEL ®3C»
O6bekT 116, CBob60oAHas IKOHOMMYECKas 30Ha Dymxelipa, Pypxkelipa, O6beANHEHHbIE

Apabckue Imupatbl
Ten.: +971 9 222 8862, thakc: +971 9 222 8863

a/a: 1356, aneKTpoHHasa noyta: sales@,vasmed.ae
lwww.vasmed.ae

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



O-BASF

WE create chemistry

[MacnopT 6e30MnacHOCTHU

CtpaHuua: 1/12
BASF MacnopT 6e3onacHocTn B cooTBeTcTBMM ¢ PernameHTom (EC) Ne 1907/2006 ¢ BHECEHHbLIMU B HEFO
MoMpaBKamMm
Jara/ nepecmoTpeH: 16.01.2015 Bepcusa: 5.2
MpooyKT: "Konnnpgon® 90 F;"
(MoeHTngrKaunoHHbIi Homep 30034978/SDS_GEN EU/EN)

Jara neyatn 17.01.2015

b
Paspgen 1: HammeHoBaHMe BeuwecTBa/npenapara v HazBaHne OUpmMbI
1.1. aeHTndukaTop npoaykra

"KonnnpgoH® 90 F;"

XvMuyeckoe HassaHue: MoAMBUHUANUPPONNAOH
CAS-Homep: 9003-39-8

1.2. O6nacTn NpUMEHEHNA Cyb6CTaHUNUN AN CMECU U HEPEKOMEHAOBaHHble 06/1acTu
NpYMEHEHUS

O6nacTy NpUMeHeHNs: dapmaleBTMUecKoe BCMOMOraTelbHOe BELLECTBO

1.3. NMogpo6HOCTN ANs NOCTaBLIMKOB, KOTOPbIM NpeaocTaBasieTCs nacnopT
6e30nacHoOCTH

dupma:
BAC® CE
67056 JTrogsurcxadeH

FEPMAHNA
OnepaumnoHHbIA oTaen "lMutaHne n 30opoBbLe”

TenedhoH: +49 621 60-48434
Appec anekTpoHHoli noutkl: EN-Masterdata@basf.com

1.4. Homep TenedoHa B SKCTPEHHbIX CUTyaLnsIX

MexkayHapoaHbIA HOMEpP CNY>KObl 3KCTPEHHO MOMOLLM:
TenedooH: +49 180 2273-112

Paszgen 2: Bo3MOXHble 0/1aCHOCTU
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CrpaHvua: 2/12
BASF MacnopT 6e3onacHocTn B cooTBeTcTBMM ¢ PernameHToM (EC) Ne 1907/2006 ¢ BHECEHHbLIMU B HEFO
nonpaskamm

[Jara / nepecmoTtpeH: 16.01.2015 Bepcua: 5.2
MpoaykT: "KonnngoH® 90 F;"

(NpeHTNbMKaumoHHbI Homep 30034978/SDS_GEN_EU/EN)
Jata nevatn 17.01.2015

2.1. Knaccmdgomkaumsa seuwectsa UM CMecu

CornacHo pacnopsikeHuto EC Ne 1272/2008 fCLPI

MpoAyKT He KnaccuguumpoBaH No KputTepusM BecemupHoi Cuctemsl no MapmoHu3auuu.

2.2. n1ieMeHTbl MapKNPOBKN

Globally Harmonized System (GHS)

MpenynpeanTensHas 3TUKETKA 06 ONACHOCTW AN1A NPoAyKTa He TpebyeTcs COrlacHO KpUTepusim
BcemupHoi Cuctemsl no MapmoHusaumm.

2.3. [pyrue onacHocTtu

CornacHo pacnopsibkeHuto EC Ne 1272/2008 IC1P1

Ecnm npvmeHuMas MHDOpMaLMs ecTb B JaHHOM pasfefie KacaTe/lbHO APYyrux ornacHocTel, He

YKa3aHHbIX B K]'IaCCI/I(.*)VIKaLI,I/IVI, HO KOTOpbIe MOryT npoBounpoBaTb ONacHOCTU B BEWECTBE UIN
CMecK.

Pazgen 3: CocTtaB/CBefeHNA 0 BellecTBax, BXOAsAWMX B cOCTaB
3.1. BeuwecTBa
Xumunyeckasi XapaKTepunucTrnKa
noAMBNHNNNMPPOINA0H
3.2. Cmecu

HenpvmeHnmo

Pasgen 4. Mepbl N0 OKasaHWO NepBO MOMOLLN

4.1. OnucaHme Mep NO OKa3aHMI0 NEPBOV MOMOLLN
YpanuTb 3arpsA3HeHHyYIo odexay.

Mocne BaobIxaHWA:
lMoKoIA, CBEXWiIA BO3AYX.

Mocne KOHTaKTa C KOXeil:
OcHoBartesnbHO NPOMbITb BO,CI,OVI C MbI/IOM.

Mocne nonagaHus B rnasa:
He mMeHee 15 MUHYT NPOMbIBaTb OTKPbIThIE F/1a3a NPOTOYHON BOAONA.

Mocne npornaTbiBaHWS:
HemeneHHO MpoMnosiockaTb POT, BbIMUTL MHOTO BOZbI, PBOTY He BbI3biBaTb, 06paTUTLCA K Bpady.
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Ctpanuua: 3/12

BASF Macnopt 6e3onacHocTv B cooTBeTcTBUN € PernameHToM (EC) Ne 1907/2006 ¢ BHECEHHLIMU B HErO
rorpaskamm

[Jara / nepecmoTtpeH: 16.01.2015 Bepcusa: 5.2
MpogykT: "KonnugoH® 90 F;"

(MpeHTNmKaumoHHbIi Homep 30034978/SDS_GEN_EU/EN)

Jarta nevatn 17.01.2015

4.2. Camble BaXHble OCTpble N 3amMensieHHble CMMNTOMbI U NOCNeaACcTBUA

CumMnTOMBI: BBI/I,EI,y TOro, 4to NPOAYKT HE K]'IaCCI/ICbI/ILI,VIPOBaH KaK OrMacHbIA, HEOObIUHbIE CMMMTOMbI
He rnpeanosiararoTca.

OnacHocTu: He siBNsieTcsl onacHbIM.

4.3. JaHHble K HEOOXOAMMOW B laHHOM CJ/ly4yae CPOYHOW MeAULUHCKOA MOMOLLU n
creynanbHOMY obpalleHunto
JleyeHne: CumnToMaTUYecKoe fieveHme (,EI,GSaKTI/IBaLU/IFI).

Pasgen 5: Mepbl nNo TyweHUo noxapa

5.1. CpegcTtBa noxapoTtyLweHus
MpurogHble cpeAcTBa NOXKapoTyLLEHUA:
pacnblneHne Boabl

5.2. OcobeHHble onNacHOCTK, Npoucxosline OT BelwecTBa Uin cMecu
YrneKkncnbiii ras, uMaHuabl, OKCUabl a3oTa
YKasaHHble BellecTBa/rpynnbl BELECTB MOrYT BbIAENATLCA B C/iyvae noxapa.

5.3. YKa3aHus Mo TyLeHUo noxapa
CreumanbHble CpeacTBa 3alyThI:
HapeTb aBTOHOMHBIN AbiXxaTeNbHbIA annapart.

JononHuTenbHas MHgopmauusa:

OcTaTki Nnoc/ie noxapa W 3arpsi3HEHHYI0 BoJly, MCMO/Ib30BaBLUYHOCS A8 TyLIeHWs noxapa,
YTU/IN30BaTb COI/IacCHO MpeanucaHusM.

Pasgen 6: Mepbl B ciydyae HenpegHaMepeHHOro BbICBOOOX4EeHUSA

6.1. Mepbl NPeAOoCTOPOXHOCTU NepcoHana, 3awmnuTHoe cHapshkeHue n 4elcTBUA B
ypesBblyaiiHO cuTyauumn
M36eratb 06paszoBaHns MbUiu.

6.2. Mepbl 3alMTbl OKpYyXatoLei cpebl
He gonyckatb nonafaHns B KaHasM3aLmio/NoBepXHOCTHbIE BOAbI/ TPYHTOBbIE BOAbI.

6.3. Cnocobbl U MaTtepuasbl o158 CAepPXUBAHUA N OHYUCTKN

[nsa HebonblwnxX Konuyects: MogmecTtu / crpectu.

[Jna 6onbumx KonuyecTs: MogmecTtu / crpectu.

YT1nusoBatb afcopObMpoBaHHbIA MaTepuan CornacHo AeCTBYHOWMM NpesnucaHusM.

6.4. Ccbl/iKa Ha gpyrve pasgenbl

JaHHble Mo orpaHNYeHno N KOHTPOJTKO 3KCNO3nUMM/cpeacTBaM MHANBUAYASIbHONM 3aluTbl U
YIWVBALWM HaxXo4ATCA B pasgenax 8 n 13.

Pagoen 7: O6pauweHne u xpaHeHune
71 Mepbl NpefoCTOPOXHOCTY ANs 6e3onacHOro obpatleHns

Crenyet co61t04aTh 06bIUHbBIE MEPbI NMPELOCTOPOXHOCTY MpY 06PALLEHUN C XUMUYECKMM
BELLIECTBAMMN.
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CtpaHuua; 4/12
BASF MacnopT 6e3onacHocTn B cooTBeTCcTBUM ¢ PernameHtoMm (EC) Ne 1907/2006 ¢ BHECEHHBIMU B HETO
ronpasKamn
[Jara / nepecmoTpeH; 16.01.2015 Bepcus; 5.2
MpoaykT; "KonnngoH® 90 F;™
(MoeHTndmkaumoHHelli Homep 30034978/SDS GEN_EU/EN)

Jarta nevatn 17.01.2015

ObecneyeHre NoXxapo- 1 B3pbIBO6E30NACHOCTY;
MpoAayKT nblaeB3pbIBOONACHLIA. MpeanpuHATL Mepbl MO NPeA0TBPALLEHMIO CTaTUYECKOW
anekTpusaLun - AepXaTb BAAIN OT UCTOYHUKOB OTHS - UMETb HAroTOBE OFHETYLUUTENN.

7.2. YcnoBus gnsi 6e30nacHOro XxpaHeHus, y4nTbiBasd HECOBMECTMMOCTb MPOAYKTOB
[Opyrvie ykazaHusi 1Mo yC/IOBUSIM XpaHeHUsi; PesepByapbl XpaHUTb FepMETUYHO 3aKPbITbIMU B CyXOM
vecTe. MNpeaoxpaHaTb OT BO3AECTBUS Temnna.

7.3. Cneuymndnyeckoe KOHe4YHoe Ucnosib3oBaHue
ﬂ,ﬂﬂ peneBaHTHbIX I/I,El,eHTI/ICbI/ILI,I/IpOBaHHbIX ﬂpMMeHeHMﬁ, nepeyvncneHHbIX B pasgene 1, Ha3BaHHbIE
B pasfesie 7 yKasaHusa OO/DKHbI YYNTbIBATLCA.

Paspen 8: KOHTpO/1b 3KCNO3ULUU U MHOUBUAYalIbHbIe cpeacTBa
NPOTUBOXUMNYECKON 3alLNThbI

8.1. KoHTpoO/ibHblE NapameTpbl
8.2. KOHTpO/Ib BbICBOGOXAEHMUA
|/|H,CI,I/IBI/I,EI,yaI'IbeIe cpeacrtea I'IpOTVIBOXI/IMI/I'—IeCKOI7I 3allnNTbl

3awyrta apixaTebHbIX MyTe;
3awyrta apixaHna npyv 06pa3oBaHMM BO34YXOMPOHMLAEMbIX Napos/Mbiiv. GUAbTP YacTuL, C HA3KOL
3(hheKTMBHOCTLIO 418 TBEpPAbIX YacTuy, (HanpumMep, EN 143 unu 149, Tun Plor FFP1)

3awmTa pyk;

Heobxoammbl creuuasnbHble, YCTOMUMBBLIE K BO3LEMCTBMIO XMMMKaToB nepuatkm (EN 374),
nogxogawme 418  O/IMTENIbHOTO  MPSMOro  KOHTakTa  (pekoMeHoBaH WHAEKC 3awutbl 6,
coOoTBeTCTBYeT > 480 MMHyTaM BPEMEHW BO3LENCTBMSA), Hanpumep, M3 HuTpokayudyka (0,4 mm),
X/IOponpeHKay4yka (0,5 MM), nBXx (0,7 MM) n ap.
[JononHuTtencHoe npumMeyaHue; [laHHble OCHOBaHbl Ha COOCTBEHHbIX WCCNefoBaHWUAX, B3ATbl U3
nuTepatypbl U U3 MHopMauun npovu3BoauTeNeli nepyaTtok Mbo BbiBEAEHbl MCXOAS U3 CBOMCTB
aHaNornyHbIX MaTepuanoB. Heobxoaumo yuuTbiBaTb, YTO M3-3a MHOrMX (pakTopoB (Hanpuwep,
TemnepaTypbl), BPEMS UCMO/b30BAHMSA XUMWYECKON 3alUMTHON NepyaTky Ha NpakTuke MOXET ObiTb
3HaUMTENbHO KOPOYe YKa3aHHOro BPpeMeHU NMPOHWKHOBEHUS.

3awmra rnas;
Oukmn ¢ 60koBOV 3awmToin (B onpase)(EM 166)

Cneuogexna;

3awyTHyto dopMy oaexabl BbIGUpaTb MCXoAd M3 BuAa [AEeATENbHOCTM U 0Ka3blBAEMOrO
BO3/IEACTBUSI.

Pazgen 9: Xumunyeckume n pusnyeckne cBomcTea

9.1. [aHHble /10 OCHOBHbIM q3VI3VI‘-IeCKVIM N XUMUYECKMM CBOICTBaM
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CtpaHuua: 5/12

BASF MacnopT 6e3onacHocTu B cooTBeTcTBUM ¢ PernameHTom (EC) Ne 1907/2006 ¢ BHECEHHbLIMW B HETO
ronpasKamm

Jara / nepecmoTtpeH 16.01.2015 Bepcusa: 5.2
lMpogyxTt: "KonnunooH® 90 F;"

(NpeHTUMKaumoHHbIN Homep 30034978/SDS_GEN_EU/EN)
Jata nevatn 17.01.2015

thopma: MOpPOLLOK
LigeT: 6enblii 0 KPEMOBOIO
3anax: cnabblii CO6CTBEHHbIN 3anax

Mopor BocnpuATUA 3anaxa:
He onpejesieHsbl

MokasaTesnb pH: 5,0-9,0 (®apm. EBp. 2.2.3)
(Boga, 10 %(wm), 20 I'yC)
O6nacTb Nna.neHus: >=130ryc

BeluecTBO/NpoayKT pasnaraeTcs
Touka KuneHus:

MpoayKT SABNAETCSA HeNneTyuymm

TBepAbIM BELLECTBOM.
Temnepatypa BCnbiwkn: >215 IM'yc (DIN 51755)
CKOpOCTb uUcnapeHus:

He NPUMEHUMO K aHHOMY Cnyyato
BocnnameHaemocCTb: He onpepjesieHbl

HwkHuii npegen B3pbiBOONACHON KoHUeHTpauum: 50 r/m3 (BO38YX)
BepxHuii npefen B3pbIBOONACHOM KOHLEHTpaUWK:

He onpefeneHsb
Temnepatypa BocnnameHeHus: 425 MycC (DIN 51794)
JasneHve napa:

He NPYMEHUMO KAAHHOMY C/ly4ato

MNoTHOCTb: 1,2a/cT3
(20 ruyc
OTHOCUTEeNbHAsA MI0THOCTb:
HeT gaHHbIX.

OTHocuTeNbHasA MI0THOCTL NapoB (BO34yX):
He NPYMEHUMO K JaHHOMY C/y4yaro
PacTBOpUMOCTL B BOAE:
>270 r/n
(23 1C)
PacTBopuMOCTb (KauyecTBeHHast) pacTBOPUTENIN:  OpraHUYeckne pacTBopuTenu
pacTBOpUMbIL
[LaHHble no: 2-Pyrrolidinone, 1-ethenyl-, homopolymer
KoathduumnenT pacnpegenenmna n-oktTaHon/soga (log Kow):
-3,4

CaMOBO3FOpaeMOCTbZ He CaMOBOCﬂﬂaMeHHIOU.LMVICFl

Tepmuueckunin pacnag: >=130 FLC

BsAskocTb, AMHaMuyeckas:  10.000 - 30.000 mPa.s (DIN EN 1SO 2555 (RVT))
(20 %(m), 23 ruc)
OnacHoCTb B3pbliBa: HeB3PbIBOONACHbII

BocnnameHsioLye CBOICTBA:  HE CMOCOGCTBYeT
pacrnpocTpaHeHuWIo OrHs

9.2. ipyras nHgopmauuns

MuHMMaNbHaA 3HEPrns 3a0KuraHua: 10-30 mJ (VDI 2263, nuct 1,2.5)
(ok. 1 6ap, ok. 23 T'LC)
MpoAyKT MblNeB3pbIBOONACHbIA.
HacbinHass nnotHocTb: oK. 400 - 600 Kkr/m3 (DIN EN ISO 60)
CMeLLBaeMOoCTb C BOAOIA:
pacTBOPUMBIIA
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CtpaHuua: 6/12

BASF MacnopT 6e3onacHocTn B cooTBeTcTBUM € PernameHTom (EC) Ne 1907/2006 ¢ BHECEHHbLIMU B HEFO
MornpaBKamm

Jara / nepecmotpeH: 16.01.2015 Bepcus: 5.2
Mpoaykr: "KonnnaoH® 90 F;™

(NpeHTuMkKaumoHHbIn Homep 30034978/SDS_GEN_EU/EN)
Jata neyatn 17.01.2015

Pasgen 10: CTabuU/NbHOCTb N PeakKTUBHOCTb

10.1. PeakTUBHOCTb

Kopposusi MmeTaninoB: He Bbi3biBAaeT KOPPO3UKD METASI/IOB.

O6pa3zoBaHue MpumeyaHus: He o6pa3ytoTcs niameHHble rasbl B
BOCM/IaMeHAEMbIX NPUCYTCTBUN BOAbI,
rasos:

10.2. XuMmnuyeckasa cTabu/bHOCTb
MpoayKT cTabuneH, ecnn xpaHUTcsa 1 obpabaTbiBaeTcs B COOTBETCTBMM C npegnucaHamm /
yKazaHnsamMu

10.3. BO3MOXHOCTb OMacHbIX peakuuii
OnacHocTb B3pbiBa MMblU1A.

10.4. YcnoBus, KOTOpPbIX cnegyeT usberatb
MN36eratb 06pa3oBaHUs NbUIn.

10.5. HecoBmecCcTMMble MaTepuasbl

BewlecTBa, KOTOpbIX HEO6X0AUMO M3beraTb:
BellecTBa, KOTOpbIX cneayeT n3beratb, HEN3BECTHbI.

10.6. OnacHble NMPOAYKTbl Pa3/ioXeHus

OnacHble NPOAYKTbI Pa3/oXKEHS:
B cnyuae cobntoaeHus npeanvcaHnii/ykasaHuii no XxpaHeHUo 1 UCNOMb30BaHUIO MaTeprana
onacHble NPO/yKTbl pacnaja He BbiAe/soTCs.

Paspen 11: laHHble MO TOKCUKOIOTUM

11.1. JaHHble N0 TOKCUKO/OTMYECKOMY BO34ENCTBUIO

TOKCUYHOCTb.

OueHKa 0CTPOi TOKCUYHOCTU:

MpaKTnyeckn He TOKCUYEH MPY OLHOKPATHOM OpasibHOM npueme. MNMpakTUYeCKN He TOKCMYEH Mpu

OAHOKpaTHOM BAbIXaHWW.

SKCnepyMeHTasIbHble/BbIYNC/IEHHbIE AaHHbIE:
LD50 kpbica (opasibHO): =>2.000 mr/kr (Test-BASF)

LC50 kpbica (npu BObixaHun): >5,2 mr/n 4 4 (OECD, AupekTtunsa 403)
Paszpgpaxatoliee gencrene

OueHka pasfpaxaroLlero aeicTeus:
He pa3gpaxkaeTt koxy. He pasgpaxaet rnasa.
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CtpaHuua: 7/12

BASF Macnopt 6e3onacHocTh B cooTBeTcTBMM ¢ PernameHTom (EC) Ne 1907/2006 ¢ BHECEHHbIMU B HETO
roripaskamm

[Jara / nepecmoTtpeH: 16.01.2015 Bepcusa: 5.2

MpoaykT: "KonnngoH® 90 F;"

(MpeHTUdMKaumoHHbIR Homep 30034978/SDS_GEN EU/EN)
Jarta neyatn 17.01.2015

JKcnepMMeHTaNbHble/BbIYMNCEHHbIE JaHHbIE:
Oxor/pasgpadkeHrie KOX1 Kpo/vK: He pasgpackaet (Tect Draize)

Cepbe3Hoe nospexaeHue/pasgpaxeHuve rnas Kponvk: He pasgpaxaet (Tect Draize)
MoBbIWEHWE YYBCTBUTENILHOCTMN AblXaTesbHbIX MyTEN/KOXN
OueHka ceHcnbunmsaumm:

Mcxops 13 XMMUYECKOW CTPYKTYPbl CEHCMBUNM3NPYIOLLEe AeliCTBIE HE NpearnonaraeTcs.
MyTareHHOCTb Ha 3apO/bILLIEBbLIE KIETKY

Onpe,qeneHvle MyTareHHOCTU:
BewecTBo He okasasio MyTareHHoro BO3,EI.el7ICTBVIFI Ha noAgorbITHbIX MJIEKOMNMUTaKOLWNX.

CnocobHOCTb BbI3blBaTb 3a60/1eBaHNe pakoM (KaHueporeHHocTb' )™
OnpejgeneHne KaHLeporeHHOCTU:
Mpn LONroBpeEMEHHOM MOCTY/IEHUN BbICOKMX KOHLUEHTpauuii BeLLecTBa C MNULLER B OpraHn3m

NnoAO0NbITHLIX >XNBOTHbIX KaHLUEPOreHHoro BO3,EI,€IZCTBI/IFI He 06Hapy>KeHo.

PeI'IpO,EI,yKTI/IBHaFI TOKCUYHOCTb

OueHKa penpoayKTVBHOW TOKCUYHOCTU:
Vicxofst M3 XMMMYECKOR CTPYKTYPbI HET NOAO3PEHMI HA OKa3aHWe Nogo6HOro AelCcTBYS.

Pa3BuBaroLancs TOKCUYHOCTb.

OueHka TepaTOFeHHOVI TOKCUYHOCTW:
B xofe onbITOB Hag XXMBOTHLIMW HE BbIAB/IEHO HEraTMBHOIO B/IMAHUA Ha JI/104,.

Crneundyeckoe TOKCMYECKOE BO3AENCTBME Ha OpraH (O4HOKpaTHOe BO34ENCTBUE)
MpumeyaHns: HeT cOOTBETCTBYIOLWMX JaHHbIX.

TOKCUMYHOCTb MPU NOBTOPSIOLLEMCS Npreme 1 cneumguyeckoe TOKCMYECKoe BO3AeliCTBME Ha opraH
(noBToOpstoLLEECcs BO3AENCTBUE)

OLeHKa TOKCMYHOCTU Mocre I'IOBTOpHOI‘/JI Bblaa4yu:
Hen3BeCTHbI

OnacHocTb nonagaHus MHOPOAHOIO Tena npn BAbIXaHUN.

He CyulecTByeT onacHOCTH acnmpaumn.

Jpyrve ykaszaHusa, KacaroLlmecs TOKCUYHOCTU

Mpy Hagnexallem o6palleH 1 UCMO/b30BaHNM B COOTBETCTBUM C YCTAHOB/IEHHBIMU MPaBuUIaMu
NPOAYKT He OKa3bIBAET, KaK CBUAETEILCTBYET OMbIT Y UMEIOLLASCA MHGOPMaLys, BPeAHOro
BO3AENCTBUSA Ha 340p0Bbe. MPOAYKT He Gbl1 NPOTECTUPOBAH. [JaHHble GblIN B3SITbl U3 AaHHbIX
BELLECTB/NPOLYKTOB MOXOXEN CTPYKTYpPbl UM COCTaBa.
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BASF MacnopT 6e3onacHocTn B cooTBeTcTBUM € PernameHtom (EC) Ne 1907/2006 ¢ BHECEHHbLIMU B HEFO
MorpaBKamMm
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Jata nevatn 17.01.2015

[Pasoen 12: H(popmauma no skonoruuv

12.1. TOKCUYHOCTb

OueHKa BOAHOWM TOKCUYHOCTU:

C 60/1bLWON CTENeHbI BEPOATHOCTN NPOAYKT He ABJIAETCA BbICOKOOMACHbIM ANA BOAHbIX
OpraHM3moB. |_|pl/| BBejEHNN HU3KNX KOHLI,GHTpaLI,VIVI B BMOIOTMYECKNEe OUYUCTHbIE YCTaHOBKW B

COOTBETCTBMM C npeanncaHnam nNpoayKT He OKa3blBaeT B/IMAHUA Ha OYUCTHYHO CNOCOGHOCTb
aKTMBHOIo nna.

TOKCMYHOCTb 4715 PbI6:
LC50 (96 u) >10.000 mr/n, Leuciscus idus (DIN 38412 yacTb 15, cTaTU4HbIiA)

MuvikpoopraHu3mbl/ BO3AENCTBUE Ha aKTUBHbIA Wi:
EC20 (0,5 4) > 1.995 mr/n. AKTUBHbIA 1A, NpoMbiwieHHbIn (OECD-AunpektuBa 209, a3po6HbIit)

12.2. YcTOM4YMBOCTb U pacnaj,

OueHka buopacnaga v anuMmuHaumm (H20).:
Mnoxo anMMUHMpYyeTCa 13 BOAbI.

VHopmaumsi no aNMMMHUPOBAHUIO:

<10 % YmeHbweHne DOC (15 d) (OCDE, Anpektusa 302 B) (asp0oO6HbIil. AKTUBHBIA 1A,
NPOMBILLMEHHbIA) M10X0 3AMMUHMPYETCS M3 BOAbI.

12.3. MNoTeHuman 6MoakkymMyiMpoBaHus

Crnoco6HOCTb K BMOHAKOMMIEHNIO.

MonvmepHas YacTb BBUAY CBOUX CTPYKTYPHbIX KA4ecTB He SIBMsSieTCA GMOLOCTYMHOI. HakonneHue B
OpraHu3Me He MPoVCXOAUT.

12.4. N'3AMEHUYMBOCTb B NO4YBE

OLeHKa TpaHCNoOpPTMPOBKa MeXAy OTAeNeHUAMU oXpaHbl OKp.cpeabi:
Ancopbunsi B nouBe: HeT AaHHbIX.

12.5. Pe3ynbTtatbl PBT n vPvB-OUEHKHN

CornacHo pacriopsixeHuto (EC) Ne453/2010: MNpoaykT He yaosnetsopseT PBT-kputepuam
(cTOMKWMIA/ BMOaKKYMYIATUBHBIA/TOKCUYHDINA) 1 VPVB-kpuTeprsaM (O4eHb CTOMKNIA/OYEHb
BUOAKKYMYNSATUBHBIIA).

12.6. Jpyrve BpeaHble BO3AENCTBUA
HeT fAaHHbIX.

12.7. [JononHuTesibHble yKa3aHus

I'Ipoqvle YKa3aHUA Mo 3KOTOKCUKO/0rnn:
anBe,ﬂ,eHHble AaHHbI€ MO0 3KO0J/I0rMn BbiBEAEHDLI MO aHa/10r .
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BASF MacnopT 6e3onacHocTu B cooTBeTcTBUM € PernameHtom (EC) Ne 1907/2006 ¢ BHECEHHBLIMU B HEFO
ronpaskamu
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Pasgen 13: YkazaHua no ytuamsauum

13.1. Cnocobbl nepepaboTKkn 0TXO0A0B

Mpy cO6M04EHUN MECTHBIX aAMUHUCTPATUBHbIX NPEANUCaHNA NPOAYKT AO/MKEH ObiTb 4OCTaB/EH Ha
NPUCNOCOBIEHHYIO A1 3TOr0 YCTAHOBKY A1 CXKMUraHus 0TXOLOB.

Homep koga no oTxogam cornacHo esponelickomy Katanory (EAK) He MOXET 6bITb YCTAaHOB/EH, Tak
Kak B JaHHOM C/lyyae ero Bblbop 3aBUCUT OT MPUMEHEHUS.

Heob6xogumo cobnogatb HauMoOHasIbHbIE Y MECTHbIE MPeArMcaHus.

Pa3zgen 14: aHHble NO TpaHCNOPTUPOBKe

HaseMHblIli TpaHcrnopT

w
ADR
B cooTBeTCTBMM C MpeanucaHnsaMmn no TPaHCMOPTUPOBKE NMPOAYKT
He ABMSETCA OnacHbLIM rpy3oM
UN-Homep: HenpumeHrmo
UN noaxopsdilee HenpumeHnmo
OTrpy304HOE

HaHMeHOBaHHe(UN proper

shipping name):

Knacc onacHocTtv npu HenpumeHumo
TPaHCMNOPTUPOBKE:

pynna ynakoBKu: HenpumMmeHvmo
OnacHocTb g4 HenpumeHumo
OKypyKatoLLeli cpefbl:

Ocob6ble mMepbl Hen3BeCTHbI
npesoCTOPOXHOCTU 4N1A

nonb3oBarenei

RID

B cooTtBeTcTBUM C npegnncaHUAMU Mo TPaHCMOPTUPOBKE MPOAYKT
HE ABNAETCA OMNaCHbIM rpy3om

UN-Howmep: HenpumMmeHvmo
UN noaxogsiiee HenpumMmeHvmo
OTrpy304HOE

HanMeHOBaHHe(UN proper
shipping name):

Knacc onacHoctv npu HenpumMmeHnmo
TPaHCMOPTUPOBKE:

pynna ynakosKu: HenpumMmeHrmo
OnacHocTb gns HenpumMmeHrmo
OKYpXXatoLLeli cpegpl:

Ocobble Mepbl HEN3BECTHbI
NpefoCTOPOXXHOCTKN A/1A

nonb3oBarenei
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Jarta nevatn 17.01.2015

PeuHoii TpaHcnopT

ADN
B cooTBeTCTBUM C nNpeanvcaHUsMU Mo TPaHCNOPTUPOBKE MPOAyKT
He ABNSAETCA OnacHbIM rpy30M

UN-Homep: HenpumeHnmo

UN nogxopsuiee HenpumeHnmo

OTrpy304Hoe

HanmeHoBaHue(MM proper
shipping name):

Knacc onacHoctu npu HenpumeHnmo

TPaHCMOPTUPOBKE:

pynna ynakoBKu: HenpumeHvnmo

OnacHocTb ans HenpumeHumo

OKYpXXatoLLen cpefpi: 0.
Ocobble mepbl HEen3BeCTHbI

npesoCTOPOXHOCTH A/1A

nosib3oBaTeneil:

MepeBo3Ka cyaHamMu BHYTPEHHEro njaasaHus
He oueHeHo.

Mopckoii TpaHcnopT
iMDG
B cooTBeTCTBMY C npegnucaHnuammn no

TPaHCMOPTMPOBKE NPOAYKT HE ABNAETCA
onacHbIM rpy3om

UN-Homep: HenpumeHrmo
UN nogxogsuiee HenpumMmeHnmo
OTrpy304HOe

HaumeHoBaHune(UH proper
shipping name):

Knacc onacHoctv npu HenpumMmeHnmo
TpaHCNOPTUPOBKE:

lpynna ynaxkoBKu: HenpumeHnmo
OnacHocTb ans HenpumeHnmo
OKyp>XatoLLeli cpefbl:

Ocobble mepbl HEN3BECTHBbI
NpesoCTOPOXXHOCTU AN1A

nonb3oBartenem
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Bo3aylHbIl TpaHcnopT
IATA/ICAO
B cooTBeTCTBMU C NpeanucaHmsMmn no

TPaHCMOPTUPOBKE MPOAYKT He SB/SETCS
OnacHbIM Fpy30M

UN-Howmep: HenpumeHvnmo
UN nogxopauiee HenpumeHnmo
OTrpy304HOE

HavMeHoBaHue (UM proper
shipping name):

Knacc onacHocTv npu HenpumeHnmMo

TpaHCMopTUPOBKE: 1
oyrnna ynakoBKu: HenpumeHnmo

OnacHocTb a1 HenpumeHnmo

OKYpXKaloLLEl cpeapl:

Ocobble Mepbl HEN3BECTHBbI

NPeAoCTOPOXKHOCTU A/1A

nosib3oBaTe e

141. UN-Homep
CM. COOTBETCTBYIOLME no3uuun ans Homepa UN B COOTBETCTBYHOLWUX NpaBuiax B Tabnuue Bbille.

14.2. UN nogxopgsuiee oTrpy3o4yHoe HanmeHoBaHue(UM proper shipping name)
Cw. cooTBeTCTBYIOWME 3anucK anda "Hagnexatiee otrpy3ovyHoe HanveHosaHue UN "B
COOTBETCTBYHOLLUMX MpaBuiax B Tabsvue BblLLe.

143, Kniacc onacHOCTU Npuv TpaHCMoOpTUPOBKE

Cw. COOTBETCTBYIOLIME 3anMcKn 4151 "Knacc onacHOCTU /1A TpaHcnopTa " B COOTBETCTBYHOLLMX
npaswnax B Tabnuue Bbille.

144. Tpynna ynakoBKu

Ow. coOTBETCTBYIOLLME 3anucy AN "YnakoBoyHas rpynna’ B COOTBETCTBYIOLWMX NpaBuiax B
Tabnmuge BbliLLE.

145. OnacHOCTb A1 OKypXatoulen cpeqbl

Qw. cooTBeTCTBYOWME 3anmcu ans "OnacHoCTb 4151 OKpyXKaroLweli cpefbl” B COOTBETCTBYHOLLMX
npaBwiax B Tabnue BbILLE.

146. Ocobble Mepbl NPeAOCTOPOXHOCTN A/1s1 NoNb30oBaTesen

Qu cooTBeTCTBYHOLWME 3anucy Ansa "Ocobble Mepbl NPeAOCTOPOXHOCTY 4N1A No/ib30BaTenein” B
COOTBETCTBYIOLLYIX MpaBuiax B TabauLe BbILe.

147. TpaHcnopT B KOHTelliHepe B cooTBeTcTBUU C MpunoxeHnem Il MARPOL un IBC Code

perynpoBsaHve: He oueHeHo.
0000OpPEHHb I TpaHCMopT: He ouieHeHo.
HavveHoBaHVie He oueHeHo.
3arpAsHEHVA:

[Kareropus 3arpsasHeHus: He oueHeHo.
CyaHa: He ouieHeHo.
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BASF Macnopt 6e3onacHocty B cooTBeTcTBUN ¢ PernameHTom (EC) Ne 1907/2006 ¢ BHECEHHBIMU B HErO
ronpasKamm
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Jata nevatn 18.11.2016

Paspen 15: MNpepnucaHuA

15.1. MpegnucaHus no 6e30nNacHOCTU, 3[0POBbI0 U OKpPYXatolein cpeae/ocobeHHble
npaBOBble NpeanucaHna A9 BewecTBa UM cMecu

Ecnu B nacnopTe 6e30MacHOCTV OTCYTCTBYIOT HEOGXOANMbIE AAHHbIE, OHU BHECEHbI B MPUIOXKEHWS.

Pazpen 16: lNpoyune cBegeHns

I'Ipoqvle BO3MO>XHOCTM MO NCNOJIb30BaHNKO CrieayeT corsiacoBatb C NMPON3BOAUTENIEM.

MpencTaBneHHbIe B nacnopTe 6e30MacHOCTY AaHHbIE OCHOBaHbI HA 3HAHWSX W OMbITE, MOJSTYUYEHHBIX B
HacTosiLLiee BPEMS], U OMUCLIBAKOT MPOAYKT C TOUKY 3peHNs TpeboBaHmMii 6e30MacHOCTU. ITW AaHHbIe He
crieflyeT paccMaTprBaTh Kak onucaHue CBOWCTB ToBapa (crneuudmkaumio npoaykra). He cnegyet genatb
3aK/HOYEHU O KaYvecTBE WM MPUrOAHOCTU NPOAYKTA A/151 KOHKPETHOrO MPUMEHEHWST UCXOAS M3 JaHHbIX
svcta 6e30nacHOCTU. KOHeuHbI noTpe6uTeNb NPoayKTa Jo/MKEH cOB/I04aTh CYLECTBYOLLME 3aKOHbI 1
npeanMcaHns, a Takke NpaBoBble HOPMbI.

BepTVKa/IbHBIMM TMHUSIMUX C NTEBOV CTOPOHbI 0603HAYEHBI M3MEHEHNWS MO OTHOLUEHMIO K NpeAblayLiei
BEPCYIL.
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MacnopT 6e30MacHOCTH

MYPAK

Bep. Ne 1/16 AsrycTta 2011

MYPACOPBE® PDLG (PURASORB® PDLG)

lLnognuHHocTb BELWWECTBA/
CMECU N KOMIMAHWNA

2. BO3SMO>XHbIE OINMACHOCTHU

/Hepaszbopumuso/

www.puracbhiomaterials.com

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

HasBaHue npogykTa

MYPACOPBE® PDLG
(PURASORB® PDLG)

cnonb3oBaHWe BellecTBa icnonb3oBaHve B MEAULIMHCKUX LENsX

MocTaBLmK Mypak Bruoxem (Purac Biochem)
Arkelsedijk 46
4206 AC Gorinchem
HugepnaHabl

Tenecpon 31-183-695695

®Pakc +31-183-695604

OKCTPeHHbI TenedoH +31-183-695695

KoHTaKTHoe nnLo T. BaH [loHreH

E-mail t.van.dongen@purac.com

Knaccnmkaums seLectsa Uam cMecu

Knaccudmkaumsa B cootBeTcTBUU ¢ PernameHTom (EC) Ne 1272/2008 ¢
nornpasKaMy Ha ONacHOCTb 419 340p0BbA

MpoayKT He KnaccuuumpoBaH B COOTBETCTBUM C npasunamu CLP.

Knaccutunkaums B cooTBeTcTBUM € AMpeKkTrBoi 67/548 / EEC nnn 1999/45 /
EC ¢ nonpaskamu

Knaccudmkaums

OTcyTCTBYET.

MHhopmaLmsi 0 KOHKPETHbIX 0ONacHOCTAX A1 YesloBeKa M OKPY>KatoLLei
cpegpl:

MpoayKT He NoanafaeT NoA LeCTBMe NPaBW MAEHTUDNKALMN B COOTBETCTBUN C
anpektuBamu EC 1 MoctaHoBneHnem 06 onacHbIx Matepuanax (GefStoffV).
3neMeHTblI MapKUPOBKU

MapkupoBka B cooTBeTCTBUM ¢ PernameHtom (EC) Ne 1272/2008
OTcyTCTBYET.

lMporpammbl ornacHoOCTH

OTcyTCTBYET.

CvrHasibHoe €100

OTcyTCTBYET.

3asABfieHNs 06 onacHoOCTU

OtcyTCTBYET.

VHhopMauma' 0 KOHKPETHbBIX OMAcHOCTAX A/ YesoBeKa 1 OKpPY>KatoLLei
cpepl

Heb6naronpusTHOe BO34EICTBYE Ha 340POBbE YEN0BEKA UM OKPYXKAIOLLYIO cpesy
He 0XXWJAeTCA NPY HOPMaTLHOM WCTOMb30BaHUN.

Mpouue onacHocTH

PesynbTtaTbl oueHkn PBT n vPvB

PBT

He npumeHunmo.

vPvB

He npymMeHumo.

CtpaHunua 1/7



MacnopTt 6e30MacHOCTM

NYPACOPBE® PDLG (PURASORB® PDLG)

3. COCTAB / NTH®OPMALIA Ob
MHIPEOVEHTAX

4. MEPbI MO OKA3AHWIO
MNEPBOV MOMOLLIN

5. MEPbI MO TYLWWEHWIO
MNO>XXAPA

/Hepaszbopumnso/
www.puracbiomaterials.com

MacnopTt 6e30MacHOCTM

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

XUMUYecKas xapaKTepucTnka: BeLLecTBa

1,4-pmoKcaH-2,5-a1oH, nonvmep ¢ 3,6-aumeTnn-1,4-anokcan-2,5-4uoH (1,4-
dloxane-2,5-dione, polymer with 3,6-dimethyl-l,4-dioxane-2,5-dione)
CASNe

26780-50-7

Knaccudmkauums

DSD:-

CLP: -

OnvcaHve Mep M0 0KaszaHMIo NepBoli NOMOLLM

OcHoBHas MH(opMaLms

HuKakvx cneupansHbIX Mep He TpebyeTcs.

Nocne BAbIxaHWs:

He npymMeHumo.

Mocne KOHTaKTa C KOXeli:

Hemef/leHHO MPOMbITb BOZOW C MbLIOM W TLLATENIbHO MPOMbITh.

Mocne nonagaHva B rnasa:

OCTOPOXHO NPOMbITb BOAON B TeUEHWE HECKObKMX MUHYT. CHUMUTE
KOHTaKTHble /IH3bI, €CAIN OHW eCTb. MpoAomKaliTe NPOMbIBaTb. Ecim
pasgpaxeHue rnas He NPOXoAMUT, 06paTUTECh K Bpayy.

Mocne npornatbiBaHWA:

Mpy NpornaTbiBaHWK He Bbi3blBaTb PBOTY. O6PaTUTECH 38 MEAVLIMHCKON
MOMOLLIbHO.

YKenyAok fomkeH ObITb OMOPOXKHEH MPOMbIBAHUEM XXENYLKa MOJ
KBUIM(ULMPOBAHHBLIM MeAVLIMHCKUM HabnoAeHVEM.

MHhopmauusa ansa Bpadei

Haunbonee BaxkHble CUMMTOMBI M 3(hheKTbl, KaK OCTPble, TaK U 3aMeffIeHHble
JononHuTenbHas HGopmMaLys oTCyTCTBYeT.

YKasaHue Ha Heo6X0AMMOCTb HeMeAIeHHOV MeAMLMHCKON MOMOLLM M
CneLmanbHOro feveHns

JononHuTenbHas HGopmaums oTCyTCTBYeT.

CpefcTBa NoXkapoTyLLeHns

MopxopsaLLme cpeAcTBa NOXapOTYLLEHNA

PacnblineHve BoAb!

co2

Mo coobparkeHAM 6e30MacHOCTU HeMPUroAHbIe CPeacTBa AN TyLLeHNs
Her.

Ocobble 0NacHOCTH, CBA3aHHbIE C BELLEECTBOM W/ CMECHIO

Her.

PekomeHzaLmn Ana NoXxxapHbIX

3alLnTHOE CHapsiXXeHWe

Wcnonb3yiite cpefcTea MHAVBUAYANbHON 3aLLNTHI.

He BAbIxaTb B3pbIBOONACHbIE rasbl UM ra3oobpasHble NPOLYKTbI CropaHus.

CtpaHuua 2/7



NYPACOPE® PDLG (PURASORB® PDLG)

6. MEPbI B C/TYHAE JINYHbIe Mepbl NPELOCTOPOXHOCTH, 3aLLMTHOE CHapshKeHVe 1 aBapuliHble

HEMPEAHAMEPEHHOIO npoueaypbl

BbICBOBOXXAEHUA Hocutb 3allmMTHOE CHapsixeHue. Jlioam 6e3 3aWwuTbl 40/KHbI HAXOAUTLCA
noganbLue.

Mepbl NPefoCTOPOXHOCTY B OTHOLLEHWN OKPYXKatoLLeld cpedbl

HuKakvx cneupansHbIX Mep He TpebyeTcs.

MeTogpb! 1 maTepuanbl 415 NoKanm3aummn 1 0UUCTKN

CobupaTb MexaHU4ecKH.

OTNpaBuTb Ha BOCCTAHOB/IEHWE UMW YTUIN3ALMIO B MOAXOAALLMX KOHTeNHepax.
CcbIIKM Ha Aipyrve pasgensl

Cw. Pa3gen 7 nns nonyyeHns nHhopmaumm o 6e30nacHom o6paLleHnu.

Cwm. Pasgen 8 ans nonyyeHns MHHopMaLmm 0 CpeacTBax UHAVBULYaIbHON
3aLmTh.

Cw. Paszgen 13 gnsa nonyyeHus nHgopmaLmmn 06 yTunmsaumm.

7. OBPALLEEHVE 1 XPAHEHUE ObpaltveHne
Mepbl NPefOCTOPOXXHOCTM AN 6e3onacHoro obpalleHms
MpefoTBpaTUTL 06pa3oBaHMe MbLK.
[epxaTb B 3aLMTHOI ra3oBoii cpege.
YcnoBus ans 6e30MacHOro XpaHeHUs1, y4uUTbiBasi HECOBMECTUMOCTb
NpoAyKTOB
YcnoBus xpaHeHust
TpeboBaHWS K CKIAACKUM MOMELLEHUSIM U KOHTeHepam
XpaHWTb KOHTelHEp MAOTHO 3aKPbI™ LU B MPOX/IaHOM U CyXOM MECTe.
He xpaHuTbL Npu Temneparype BbiLle + 4“C.
[JononHuTensHasa nHhopmaums 06 ycnoBrsaX XpaHeHus
XpaHWTb Nof, a30TOM
Bepeub 0T Bnarv 1 6epeyb OT BOAbI.
KOHKpEeTHOe KOHEYHOe MCMosIb30BaHMeE.
HeT gononHuTenbHo UHGopmaLmm

8. KOHTPOJ1b SKCMo3numm m JononHuTtensHas NHHopMaLmsa 0 NPOeKTUPOBAHUN TEXHUYECKUX CUCTEM

NHONBUNAYAJIbHbIE HeT JONOMHUTENBHBIX AaHHbIX; CM. pasgen 7.
CPEACTBA MapameTpbl KOHTPONA
MPOTVBOXMMUWYECKON Her.

SALLNTBI

KoHTpob Bo3aeincTems

JlnyHaa 3awmTa

O6LLpe 3alMTHBIE U TUTUEHWNYECKME MEPbI

OG6bIuHble Mepbl MPeJOCTOPOXHOCTY: CrefyeT NPUAEPXKMBATLCS 0BLLMX NpaBin
o6palLLieHunst ¢ XUMUYECKUMU BELLIECTBAMM

[JbixaTenbHoe obopynosaHve

He 0653aTe/1bHO, €CNM KOMHAaTa XOPOLLO NPOBETPUBAETCA.

3awmrta pyK

MaTtepuan nepyarTok fomKeH ObiTb HENPOHULLAEMbBIM U YCTONYMBBLIM K NPOAYKTY /
BeLLeCTBY / npenapaty.

M13-3a OTCYTCTBYIOLLMX TECTOB HUKaKWe peKoMeHAaLMY O0THOCUTENBHO MaTepuana
nepyaTok He MOryT ObIThb faHbl ANS NPOAYKTa / npenaparta / XUMUYECKOA CMecu.
Bbi60p MaTeprana nepyaTok ¢ y4eToM BpeMeHU MPOHNKHOBEHNSA, CKOPOCTY
andy3nm 1 gerpagaumn.

/Hepaszbopunso/
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MacnopT 6e30nacHOCTU

NMYPACOPBE® PDLG (PURASORB® PDLG)

Martepuan nepyaTok

BbI60p NOAXOAALLMX MEPUATOK 3aBUCUT He TO/IbKO OT MaTepuana, Ho 1 oT
[JanbHENLLMX NPU3HAKOB Ka4ecTBa 1 BapbUPyeTCs OT MPOM3BOAUTENS K
MPOV3BOANTENHO.

Bpemsi npopbIiBa MaTepuana nepyaTox

TouHoe Bpemst NPOpbIBa A0MKHO 6bITb YCTAHOBNEHO MPOWU3BOANUTENEM 3aLLMTHBIX
MepyaToK 1 0MKHO COBIOAATLCS.

9. PBNYHECKVE N [JaHHbIe M0 OCHOBHBIM (HU3UYECKMM U XMMUYECKUM CBOMCTBaM
XNUMNYECKHME CBONCTBA OcHoBHast MHopMaums
BHeLLHW BUE
®dopma [paHynsaT
LigeT Benblii
CBeT/10-KOPUYHEBbIV
3anax be3s 3anaxa
Mopor 3anaxa He onpegeneHo
pH 3Ha4veHve He npnumeHnmo
M3meHeHWe yCroBuii
Touka nnasneHns / uanasoH amop@HbIe COMONMMEPbI: HET
nnasneHns u. NONYKPUCTAI/IMYECKOr0 NPOAYyKTa: A0
230° C
Touka KuneHus / inanasoH He npumeHumo
KVneHus
Touka BoCM/1aMeHeH s He npymeHnmo
BocnnameHsemocTb (TBEpLOe, MpoayKT He ABNfeTCA Nerko
ra3oob6pasHoe BeLLEeCTBO) BOCM/IaMeHAOLLUMCA
TemnepaTypa BOCM/1aMeHeHUs He onpegenexo
TemnepaTypa pasnoxxeHus He onpegeneHo
CamoBOCHn/1aMeHsAeMOCTb He onpegenexo
OnacHoCTb B3pbiBa Mbib MOXET 06pa30BbIBATL

B3pbIBOOMACHbIE CMECK C BO3AYXOM
KpuTnyeckue 3HaveHns AN B3pbisa

Hu3wee He onpegeneHo
BbicLuee He onpegeneHo
JasneHve napa He npumeHnmo
MnoTtHocTb npn 20°C 1.24 r/em®
Y[enbHas NnoTHOCTb He onpegeneHo
MnoTHoOCTL Napa He npyMmeHUMO
CKOpOCTb 1crapeHns He npvmeHnmo
PacTBopumoCTb B/ cMeLllMBaeMoCTb  HepacTsopum
¢ Bogoi

KoathpuumeHT pasgena (M-oktaHon /  He onpefeneHo
BOJA)

BAsKkocTb

JOuHamunyeckas He npumeHnmMo
KunHeTnyeckasn He npvmeHnmo

Mpouasi uHhopmMaLus
JlononHMTeNbHas COOTBETCTBYHOLLAS
MH(OpMaLWs OTCYTCTBYET.

/Hepa3bopuuso/
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MacnopT 6e30nacHOCTM

NYPACOPE® PDLG (PURASORE® PDLG)

10. CTABU/IbHOCTb A
PEAKTVBHOCTb

n. AAHHBIE MO
TOKCHKOIOIrnn

12. NUHOOPMALINA T1O0
SKOJ10IrMn

/nepasbopumnso/
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PeakTBHOCTb

XrMnyeckas cTabubHOCTb

PasnaraeTca nNpu KOHTaKTe ¢ BOAON. MMApoONn3yeTcs 40 MOIOYHON KUCNOTbI
TepmMuryecKoe pasnoXkeHve / yCNoBus, KOTOPbIX cregyeT nsberaTb

He pa3snaraeTcsl, ecnn UCMo/b3yeTca B COOTBETCTBUM CO CheuuduKauuamm,
B03MOXHOCTb OMacHbIX peakuuii

OnacHbIX peakLyil He U3BECTHO.

HecoBmecTuMble MaTepuansl

Bopa, Bnara

OnacHble NPoAyKTLI pacnaja

YrapHbIil ra3 1 yrieKkncbIi ras.

VHhopMaums 0 TOKCUKOOrMYeCKOM BO3feCTBUM

OcTpas TOKCUYHOCTb

Mo604YHbIX 3(hheKTOB He HabMoLaeTCs.

MepBUYHOe pasgpaxatoLLee AencTBUe

Ha koxy

HeT pasgpaxatoLero agdexTa.

Ha rnasa

HeT pasgpaxatoLero agekTa.

CeHcnbunmszauus

CeHcmbunmsnpyrowwmii aghdekT He u, [ ecTeH.

Mpoyas nHpopmaums (06 aKcnepyMeHTaIbHON TOKCUKOI0TK)

He pocTynHo.

[JononHuTtenbHas TOKCUKOIOrMYeCKas UH(opMaums

MaTepuan He NOLAMEXMUT Knaccuukauyy cornacHo cnuckam EC, B nocnefHei
Bepcuu.

TOKCMYHOCTb

OueHKa BOAHON TOKCUYHOCTH:

JononHuTenbHasn MHopmaums oTCyTCTBYeT.

CTOIKOCTb U paznaraemMocTb

'maponusyeTcs 40 MOMIOYHOW KMCOTbI, KOTOPas Nerko pasnaraeTcs.
lNoBefieHVe B 3KONMOMMYECKUX CUCTEMAX

BroakKyMynsLMOHHbIA NOTeHUMan

Pa3noXeHve B KOHTaKTe C BOAOA.

MofBUXHOCTL B No4se

JononHuTensHas HGopmaLys oTCyTCTBYeT.

[JononHuTenbHasA MHMopMaumsa no 3Konorum

OcHoBHas

HeraTvBHble 3KOMIOrMYecKve NoCneCcTBYSA, COracHO TeKYLLIEMY COCTOSHUIO
3HaHWUIA, He OXXMAAOTCS.

Knacc onacHoctu ans Bogpl 1 (Hemeukuii pernameHT) (CamooLgeHKa): HU3KWIA
YPOBEHb ONacHOCTM [N BOA,
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MacnopT 6e3omnacHoCTU

NMYPACOPE® PDLG (PURASORB® PDLG)

13. YKASAHUA MO
YTUIN3ALNN

14. AAHHBIE MO
TPAHCIOPTUPOBKE

15. NMPEANMMNCAHNA

16. MPOYNE CBEAEHWA

/Hepa3bopunso/
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PesynbTathbl oueHkn PBT u vPvB
He npymMeHumo.

Mpouve No6ouHble 3thheKTbI

JononHunTenbHas MHpopmauma oTCyTCTBYeT.

OobpalLeHre ¢ oTxXoAamMu

PexkomeHgaLmm

YTUNn3npoBsaTb B COOTBETCTBUM C MECTHBIMMN OULIMANTBHBLIMW PEKOMEHALMNAMM.
16 05 09 BbI6POLLIEHHBIE XUMUYECKUE BELLECTBA, KPOMe YKa3aHHbIX B 16 05 05, 16
05 07 nnm 16 05 08

TpaHcnopTHas MHdopmMaumsa
HaszemHbIii TpaHcnopT ADR / RID
ADR/ RID knacc: -

Mopckoli TpaHcnopT IMDG
IMDG knacc: -

3arpssH1TeNlb MOPCKOW Cpeabl

Her.

Bo3gywHbiin TpaHcnopT ICAO-TI n IATA-DGR
1CAO/ IATA knacc: -

Twvnosble npasuna OOH

Ocobble Mepbl NPeSOCTOPOXHOCTY ANSA M0J1b30BaTENA

He npumeHumo

TpaHcnopT / flononHuTebHas MHhopMaums

MpogyKT He onaceH B COOTBETCTBUN C MEXYHAPOLHLIMU NpaBunamm nepesosKu.
MepeBo3ka 6e3 Tapbl B COOTBETCTBUY C [MpunoxeHvem Il Kk MARPOL73 /78
n Kogekcom IBC

He npvmMeHumo.

OLeHKa XMMUYEeCKoli 6e30MacHOCTM
OuEeHKa XUMNYECKoli 6e30MacHOCTM He MPOBOAMACH.

3TV AaHHble 0CHOBaHbI Ha HaLMX 3HaHUAX. OfHAKO OHU He ABNAKOTCA rapaHTueit
Kakux-imb0 KOHKPETHbIX CBOWCTB NPOAYKTa U He 060CHOBLIBAIOT HUKAKNX
[0rOBOPHBbIX HOPUANYECKNX OTHOLLIEHWIA.

Ab6peBmnaTypbl U COKpaLLeHUs

ADR: EBponeiickoe corfialleHne 0 MeXayHapoAHOW LOPOXXHON NepeBo3Ke
onacHbIX rpy3os (Accord europeen sur le transport des marchandises dangereuses
par Route).
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MacnopT 6e30nNacHOCTM

MNYPACOPBE® PDLG (PURASORB® PDLG)
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RID: Mpasuna MexayHapo4HOI >Kene3HOLOPOXHON NepeBO3KM ONACHbIX rPy30B
(Reglement international concemant le transport des marcha-idises dangereuses
par chemin de fer).

IMDG: MexayHapoaHblii MOPCKOIA KO, ANst ONAcHbLIX Py30B.

IATA: MexgyHapogHas accoupalns BO3AYyLLHOro TpaHenopTa.

IATA-DGR: NMpaBnna nepeBo3KyM onacHbIX rpy30B MexayHapogHoi accoupauum
BO34yLUHOro TpaHcnopTa (IATA).

ICAO: MexayHapogHas opraHu3auus rpakiaHcKoi aBuaLmm.

ICAO-TI: TexHUYecKne UHCTPYKLMM MexXayHapoAHO opraHm3auum
rpaxgaHckoi asunauum (MKAO).

GHS: CornacoBaHHas Ha rnobanbHOM YPOBHe CMCTeMa Knaccugukaumm n
MapKUPOBKN XMMUYECKUX BELLECTB
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MYPAK

MacnopT 6e30nacHOCTU Bep. Ne 1/16 Asrycra 2011
MYPACOPE® PL (PURASORB® PL)

LnognvuuocTs BEWECTBA/  HassaHue npogykTa MYPACOPBE® PL

CMECK/ 1 KOMINAHNI (PURASORB® PL)
Homep EWECS Monumep
Co0TBETCTBYIOLLME YCTAHOB/IEHHbIE 0611aCTU NMPUMEHEHUA BELLLECTBA U/
CMECU 1 NPUMeHeHNe, peKOMEH0BaHHOE B OTHOLLIEHUW MPUMEHEHUSA
BellecTBa / npenaparta
Monumep ang MeAULMHCKOTO NPUMEHEHNA
PekBM3NTbI NocTaBLUMKa nacnopTa 6e3onacHoCTu
MpoussoanTeNb / NocTaBLUUK Mypak Bruoxem (Purac Biochem)
Arkelsedijk 46
4206 AC Gorinchem
HwugepnaHapl
Ten.: +31-183-695695
Pakc: +31-183-695604
MHopmaumsa t.van.dongen@purac.corn
Homep TeneoHa B 9KCTPEHHbIX CUTyaLMAX
MpounssoauTenb / NOCTaBLUMK
Ten.: +31-183-695695 (Mypak Bruoxem, HuaepnaHabl)

2. BOSMO>XHbIE OMNACHOCTW Knaccniukaums BelLecTBa Unn cMecu
CornacHo pacriopsixeHuto EC Ne 1272/2008
MpoaykT He KnaccuuuypoBaH MO KpuTepuam BcemupHoii CucTembl Mo
["apMoHu3auum.
3neMeHTbI MapKUPOBKU
CornacHo pacnopsieHuto EC Ne 1272/2008
OTcyTCTBYET.
Mporpammbl oracHoOCTU
OtcyTCTBYET.
CvIrHasibHoe c/10B0
OTcyTCTBYET.
3asABneHNs 06 onacHoCcTU
OTcyTCTBYET.
MHopmaLmsi 0 KOHKPETHbIX 0MacHOCTAX A1 Yesl0BEKa M OKPY>KatoLLel
cpefpl
HebnaronpmaTHoe BO3AECTBME Ha 300POBbE YeN0BEKA U OKPY>KAIOLLYIO cpesy
He 0XXWJAeTCA MPU HOPMaSIbHOM UCTIO/Nb30BaHWN.

/Hepas6opunso/
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MacnopT 6e30MacHOCTY

NMYPACOPBE® PL (PURASORB® PL)

3. COCTAB / UH®OPMALNA Ob
MHIPEOVEHTAX

4. MEPbI NO OKA3AHNIO
MNEPBOWV MOMOLLNA
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Mpouue onacHocTH

PesynbTaTthl oueHku PBT 1 vPvB
PBT

He npymMeHumo. n
vPvB

He npymMeHumo.

XnMrYecKast XxapaKTepucTuKa: BeLLecTBa

Monn [{38-uuc)-X6-aumetnn-1,4-amnokcan-2,5-amoH] (Poly [{3S-cls)-3,6-
dimethyl-1,4-dioxane-2,5-dione])

CASNe

33135-50-1

MaeHTnhnKauoHHble Homepa

Homep EINECS

Monumvep

OnwvcaHve Mep MO OKa3aHUo NepBoi NOMOLLM

OcHOBHas MH(opmaumsa

HuKakyx cneuyansHbIX Mep He TpebyeTcs.

Nocne BAbIxaHWs:

He npvmMeHumo.

Mocne KOHTaKTa C KOXeli:

HemefieHHO NMPOMbITb BOAO C MbIIOM W TLLATEbHO MPOMbITh.

Mocne nonafaHna B rnasa:

MpPOMBITb OTKPBITBIA N33 B TeUYeHWEe HECKOMbKMX MAHYT (~ 15 MUHYT) NOA cTpyeld
BOfbl. EC CMMNTOMBI He NPOXoAAT, 06paTUTECH K Bpayy.

Mocne npornaTbiBaHUA:

Mpy NpornaTbiBaHUM He BbI3blBaTb PBOTY. O6PaTUTECH 38 MEAWLIMHCKON
MOMOLLbHO.

YKenyaok fomkeH 6bITb OMOPOXHEH MPOMbIBAHWEM XEYKa MOf
KB/IM(PULIMPOBAHHBIM MEAULIMHCKUM HabNoAEHVEM.

MHhopmauusa ansa spadei

Haunbonee BakHble CUMMNTOMbI M 3(EKTLI, Kak 0CTPble, TaK 1 3aMef/IeHHble
JononHuTenbHasa MHopmaLms OTCYTCTBYET.

YKasaHue Ha Heob6X0AMMOCTb HeMef/IeHHON MeANLMHCKON NOMOLLY U
CrneLmanbHOro feveHns

[JononHuTensHasn HGopmaLma oTCyTCTBYET.
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MacnopT 6e30nacHOCTU

NMYPACOPBE® PL (PURASORB® PL)

5. MEPbI MO TYLWEHWNIKO
MNMOXXAPA

6. MEPbI B CJ/TYHAE
HEMPEAHAMEPEHHOIO
BbICBOBOXXAEHWA

7. OBPALLEHVE N XPAHEHWE

/Hepasbopuunso/
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CpefcTBa MoXapoTyLleHns

MogxopsaLLme cpefcTBa NOXaPOTYLLEHNSA

Boga

C02 neHa

Mo coobparkeHMAM 6e30MacHOCTU HENPUIOAHbIE CPeACcTBa ANA TYLLEeHWA
Her.

Ocobble 0NacHOCTY, CBSI3aHHbIe C BELLECTBOM W/IX CMECHIO

Her.

PekomeHzauum N nNoXapHbIX

3alumMTHOe CHapshkeHVe

Vcnonb3yiiTe epecTea UHAMBUAYANBHON 3aLWMUTbI.

He BAbIXaTb B3PbIBOOMACHbIE rasbl UM ra3o06pasHble NPOLYKTbI CropaHus.
JInyHble Mepbl NPEAOCTOPOXKHOCTH, 3aLLUTHOE CHapsXKeHWe N aBapuiiHble
npoueaypbl

HocuTb 3almMTHOE CHapskeHue. JTioaun 6e3 3aLmnTbl [OMKHbI HAXOAWUTLCA
nogasnbLLe.

Mepbl MPefoCTOPOXXHOCTY B OTHOLLIEHUM OKPYXKatoLLEeR cpedpl

HuKakvx cneupanbHbIX Mep He TpebyeTcs.

MeTogpb! 1 MaTepuasbl 415 NoKaM3aumMm 1 04UCTKN

CobupaTb MeXaHUYecKH.

OTNpaBuUTb Ha BOCCTAHOB/IEHWE MW YTUN3ALUMIO B MOAXOAALLMX KOHTelHepax.
CcbINKY Ha Apyrue pasgensl

Cw. Pasgen 7 fns nonyyveHns nHGopmaummn o 6e30nacHoM 06paLleHni.

Cwm. Pasgen 8 gns nonyyeHns MHGOPMaLymM 0 CPeLcTBax UHANBMAYaTbHO
3aLWmThI.

Cwm. Pazgen 13 gnis nonyveHnst MHGopMauym 06 yTuamsaumm.

O6paLyeHne

MepbI MPeaocTOPOXHOCTY AN151 6e30MacHOro obpatLeHns
MpenoTBpaTUTL 06pa3oBaHKe MbLN.

[epxaTb B 3aLMTHOI ra3oBoii epege.

YcnoBus st 6e30MacHOro XpaHeHus, yunTbiBast HECOBMECTMMOCTb
NPOAYKTOB

YcnoBus XxpaHeHust

TpeboBaHWST K CKNAACKUM MOMELLIEHNSIM 1 KOHTeliHepam

XpaHWUTb 3aKpbITYH YNaKOBKY B MOPO3U/bHOI Kamepe

MHopmauusi 0 xpaHeHNM B 04HOM 06LLIEM XPaHW/ILLE

He Tpebyetcs

[JononHuTensHasa nHdopmaums 06 YCnoBusaX XpaHeHUs!

XpaHWTb Nog, a30ToM

Bepeyb 0T Bnarn 1 6epeyds 0T BoAbl.

KOHKpeTHOe KOHEYHOE M1CMosb30BaHNe: HeT 4ONOAHUTENBHOR MHGopMaLIi
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MacnopT 6e3onacHOCTH

MYPACOPBE® PL (PURASORB® PL)

8. KOHTPOJ1b SKCMO3NLM n
MHAOWBWNAYANbHBIE
CPE[ICTBA 5
MPOTUBOXMMUYECKOW
3ALNTBI

9. PUBNYECKVE N
XNMNYECKUME CBOVCTBA

/Hepa3zbopumuso/
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JononHuTenbHasa MHhopmaumsa 0 NPOEKTUPOBAHNMN TEXHNYECKNX CUCTEM
HeT JononHWUTEeNbHBIX JaHHbLIX; CM. pasgen 7.

MapameTpbl KOHTPONSA

Her.

KOMMOHEeHTBLI € Npefe/ibHbIMU 3HA4YEHNSAMU, KOTOPbIe TPebytoT KOHTPONS Ha
pabouem mecte

He TpebyeTcs.

KOHTponb Bo3aeincTems

JInyHasa 3awmTa

O6Lupe 3alWMTHBIE U TUTUEHWNYECKME MEPbI

OG6bIYHbIe Mepbl NPEJOCTOPOXHOCTU; CriefyeT NPUAEPXKMBATLCA 06LLMX NpasBu
ob6palLLieHnst e XUMUYECKUMU BELLIECTBaMM

[bixaTensHoe obopynoBaHme

He o6s3atenbHoO, ecin KOMHaTa XopoLLIO NMPOBETPUBAETCS.

3awmra pyk

MaTtepuan nepyaTok fOMKeH ObITb HENPOHNULAEMbIM 1 YCTOAYMBBLIM K NPOAYKTY /
BeLLecTBY / npenapary.

M13-3a OTCYTCTBYIOLLMX TECTOB HWKaKMe PeKOMeHAaLMM OTHOCUTENbHO MaTepuana
nepyaToK He MOryT 6bITb fiaHbl ANs NPoAyKTa / npenapara / XMMWUYeeKoli CMEeCH.
Bbi60p MaTepuana nepyaTok ¢ y4eTOM BPeMEHN NPOHUKHOBEHUS, CKOPOCTU
andy3nm v gerpagaumn.

Martepuan nepyatok

BbI60p NOAXOAALLMX NEPYATOK 3aBMUCUT He TOIbKO OT MaTtepuana, Ho U oT
[anbHelWmnX NPrU3HaKoB KauecTBa 1 BapbupyeTcs OT NPOM3BOANTENS K
Mpon3BOANTENIO.

Bpems npopbiBa MaTepuana nepyaTok

To4HOe Bpems MpopbIBa [OMKHO 6bITb YCTaHOB/IEHO MPOU3BOAWTENEM 3aALLMTHBIX
MepyaToK v [OMKHO COBM0AaTLC.

3awumTa rnas

3alnTHbIE 0YKM

3awumra Tena

Jlerkas 3awuTHas oaexaa

[JaHHble No 0CHOBHbLIM (PU3NYECKMM 1 XUMUYECKUM CBOACTBaM
OcHoBHasi MHhopMaLUs
BHeLuHWIA BUA

dopma "paHynat
LiseT Benblin

3anax bes 3anaxa
Mopor 3anaxa He onpegeneHo
pH 3HauveHne He npvmeHnmo
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Macnopt 6e3onacHoOCTH

NMYPACOPBE® PL (PURASORB® PL)

10. CTABUJIbBHOCTb U
PEAKTMBHOCTb

/Hepasbopumso/

www.purachiomaterials.com

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

V3meHeHWe yCcroBuia

Touka nnaeneHus / AuanasoH
nnasneHns

Touka KuneHus / AnanasoH
KUMeHus

Touka BocnnaMeHeHus
BocnnameHsiemocTb (TBEPAOE,
rasoobpasHoe BeLLECTBO)
TemnepaTypa BoCM/1aMeHeHus
TemnepaTypa pasnoxkeHus
CamoBocrn/iaMeHseMoCTb
OnacHoCTb B3pblBa

KpuTnyeckue 3HaueHUs N5 B3pbiBa
Hwusiwee

BbicLLee

JasneHve napa

MnoTtHocTb npn 20°C

YnenbHas NIoTHOCTb

[MnoTHoCcTL Napa

CKOpOCTb UcnapeHns
PacTBopumoCTb B / cMeLLvBaemMocTby
C BOAOM

KoahthmumeHT pasgena (H-oktaHon /
BOJA)

BAaskocTb

JduHamunyeckan

KuHeTnueckas

Mpoyas uHhopmMauus

150-200 °C
He npumeHnmo

He npumeHnmo

MpoayKT He ABNAETCA Nerko
BOCMN/TaMEHAOLLMMCA

He onpepgeneHo

He onpegeneHo

He onpeaeneHo

Mbinb MOXeET 06pa30BbIBATL
B3PbIBOOMACHbIE CMECU C BO3JYXOM

He onpegeneHo
He onpegeneHo
He npumeHnmo
1.24 rlem®

He onpegeneHo
He npumeHumo
He npumeHumo
HepacTtsopum

He onpegeneHo

He npumeHnmo
He npumeHnmo

[JlononHWTeNbHas COOTBETCTBYOLLAs MH(OPMALS OTCYTCTBYET.

XumMmyeckas cTabunbHOCTb

PaznaraeTcs npy KOHTaKTe € BOAOW. MMAPONN3yeTcs 40 MOSIOUYHOMN KNCNOThI
TepMuyecKoe pasnoxeHye / YCIoBUS, KOTOPbIX CMefyeT U3beratb
He pasnaraeTcsl, ecnm UCMoMb3yeTcs B COOTBETCTBAM CO CrieluduUKaLmsamm.

B03MOXHOCTb OMacHbIX peakuuii
OnacHbIX peakLuii He N3BECTHO.

YcnoBusi, KOTOPbIX ClefyeT U3beratb

JononHuTensHas CoOTBETCTBYHOLLAA MH(bOpMaLlVIﬂ OTCYTCTBYET.

HecoBmecTMMble MaTepuasbl
Boga

Bnara

OnacHble NpoayKTbl pacnaja
YrapHblii ra3 UTFEKUCAbINA ras.
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Macnopt 6e3onacHoOCTH

MYPACOPBE® PL (PMKASObLL® PL)

11. AAHHbIE MO MHdopMauusi 0 TOKCUMKO/IOTMYECKOM BO3LEACTBUN
TOKCUKONOIrmn OcTpast TOKCUYHOCTb

Mo604HbIX 3thheKTOB He HabroaaeTCs.

MepBunYHOE paszapakatoLLee felicTBrE

Ha koxxy

HeT pasgpaxatoLero sgdekxra.

Ha rnasa

HeT pasgpaxatoLero agdekra.

CeHcumbnnmnzauyms

CeHcnbunmanpyoLmnii agdeKT He U3BECTEH.

Mpoyas nHhopmaums (06 aKCNepUMEHTaIbHON TOKCUKOIOTN)

12. N"HOOPMALWNA MO OugeHKa BOJHON TOKCUYHOCTH:

SKONormn JononHuTensHas MH(opPMaLMa OTCYTCTBYET.
CTOIiKOCTb 1 pa3naraemocTb
"'maponusyeTcs 40 MOMOYHOW KMCMOTbI, KOTOPas erko pasnaraeTcs.
MoBefieHVe B 9KOIOTUYECKUX CUCTEMAX
BroakKyMynALMOHHbIA NOTeHuman
Pa3snoxxeHne B KOHTaKTe C BOAOW.
MofBMXHOCTL B Nnoyse
[JononHuTenbHasn HGopmauma OTCyTCTBYeT.
[JononHuTenbHasa nHhopmaumsa no,3Konormm
OcHoBHas
HeraTvBHble 3KONOrMYecKme NoCNefCcTBYA, COrNacHo TeKyLLEMY COCTOSAHUIO
3HaHWIA, He 0XXnaatoTcs.
Knacc onacHoctu ans Bogsl 1 (Hemeukuii pernameHT) (CamMooLeHKa): HU3KMIA
YPOBEHb OMacHOCTU ANs BOA,
PesynbTathbl oueHkn PBT nvPvB
PBT
He npumeHnmo.
vPvB
He npymeHumo.
Mpoune No604HbIE 3PPEKTHI
JononHuTenbHasn Hpopmauma oTCyTCTBYeT.
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MacnopT 6e30nacHOCTU

NMYPACOPBE® PL (PURASORB® PL)

13. YKASAHNA TIO0
YTUNN3ALUNN

14. BAHHbIE MO
TPAHCIOPTPOBKE

15. MPEANMNCAHUNA

16. MPOYME CBEAEHWA
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O6palLeHvie ¢ oTXoAaMu

PekomeHgaLmm

YTUnn3nposaTb B COOTBETCTBUM C MECTHBIMU O(ULIMANBbHBIMU PEKOMEHALIMAMM.
16 05 09 BbIGPOLLEHHbIE XMMUYECKNE BeLLeCTBa, KpOMe yKasaHHbIX B 16 05 05, 16
05 07 wnmn 16 05 08

HaszemHbiin TpaHcnopt ADR / RID
ADR/ RID knacc

Mopckoii TpaHcnopT IMDG
IMDG knacc

3arpsisH1TeIb MOPCKOW cpeabl

Her.

Bo3gywHbiin TpaHcnopT ICAO-TI n IATA-DGR
1CAO/ IATA knacc

Twnosble npasuna OOH

Ocobble Mepbl MPefoCTOPOXKHOCTY 151 MONb30BaTeNs

He npymeHnmo

TpaHcnopT/ flononHuTeIbHass UHDUY3MaLmMA

MpoAyKT He onaceH B COOTBETCTBUM C MEX/YHAPOAHLIMU MpaBuiaMy NepeBo3Ku.
MepeBo3Ka 6e3 Tapbl B cooTBeTCTBUM C MpunoxeHvem Il K MARPOL73 /78
n Kogekcom IBC

He npymMeHumo.

OLigHKa XMMUYeCKoli 6e30MacHOCTM
OLEHKa XMMUYECKO 6e30MacHOCTU He NPOBOAMNACH.

3TV faHHble 0CHOBaHbI Ha HaLWMX 3HaHKAX. OfHAKO OHW He ABNSIOTCA rapaHTuelt
Kaknx-nnbo KOHKPETHbIX CBOWCTB NMPOAYKTa N He 060CHOBBLIBAIOT HUKaKMX
[0rOBOPHBIX HOPUANYECKNX OTHOLLEHWIA.

AbB6peBmnaTypbl 1 COKPaLLEHUS

ADR: EBponeiickoe corfialieHne 0 MexayHapoaHol JOPOXHOW NepeBo3ke
onacHbIX rpy3os (Accord europeen sur le transport des marchandises dangereuses
par Route).
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MacropT 6e30MacHOCTM

NMYPACOPBE® PL (PURASORB® PL)
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RID: Mpasuna MexayHapoaHOi XKene3HOLOPOXHON NepeBO3KMN ONACHbIX FPy30B
(Reglement international concemant le transport des marcha-idises dangereuses
par chemin de fer).

IMDG: MexayHapoaHbIii MOPCKOIA KOf, AN ONacHbIX FPy30B.

IATA: MexayHapogHas accoupaums BOo3L4yLIHOMo TpaHcnopTa.

IATA-DGR: lMpaBuna nepeBo3ky OnacHbIX rpy308 MeXayHapoAHOI accoupanmm
BO34yLLHOro TpaHcnopTa (IATA).

ICAO: MexayHapoaHas opraHm3aLys rpaxaaHCKon aBralyn.

ICAO-TI: TexHM4eCKMe UHCTPYKLUM MexayHapoaHOo opraHmsaumm
rpaxgaHckoi asnauum (MKAO).

GHS: CornacoBaHHas Ha rnobansHOM YpOBHe cUCTeMa Knaccugukaumm n
MapKUPOBKN XMMUYECKUX BELLIECTB.

EINECS: eBponeiickuii peecTp CyLLECTBYHOLLMX KOMMEPYECKMX XMMUYECKNX
BELL|eCTB.

CAS: PeecTp XMMNYECKUX COEAMHEHNA AMEPUKAHCKOTO XMMNYECKOT0 06LLecTBa
(Chemical Abstracts Service).
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Toproeo-npoMbilLNeHHas Nanata Pymxeiipa
Homep cBungeTenscTBa Bepudmkaynum nognmcu Ne333
YneHcTBo NeFZ10609

HaCTOFILLI,I/IM nanarta noaTeepdAafaceT, 4TO rocrioxka
Pamkanakwmm [pkananpacag,
Bbina YNoJ/IHOMOYEHA KOMMaHWemn
«BACME[ TEKHONOOXWNC NT[A ®3C»
6e3 KaKo-nmbo oTBETCTBEHHOCTU CO CTOPOHbI NMasiaTbl B OTHOWEHNWN COAEP>XaHNA AaHHOTI0 JOKYMEHTaA.

CoTpyZHUK 30 mas 2019 roga YNOMHOMOYEHHOE NNLL0 C MPaBoM NOANUCH
[noanuce] [noanuce]

[Kpyrnas neuvatb: Toproso-npombnnieHHas nanata Pypkeripa * OTaen perucrpauum u
4neHcTBa]

[Kpyrnas nevatb: «Bacmef TekHonoxuc ity ®3c» * OA3, ®ypxeiipa, abOHEHTCKUI ALMK
1356]

[mognucs]
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MepeBOA faXO0r0 TeKCTa BbLUO/HEH MepeBOAYMKOM HYumnoew EneHoli AHATONbEBHOM

Poccuitickast deaepauyms
["opos Mocksa
AToro noHA ABe ThiCAYN AeBATHAALLATOIO roja

A, PebpuHa EneHa OMWTpUEBHa, BPEMEHHO MCMOMHSAOLWLAA 0053aHHOCTM HOTapuyca ropoja
Mocksbl AkumMoBa [neba bopucosuya, CBUAETENLCTBYO MOAMIMHHOCTL MOAMUCK MepeBoAYMKa
Yumnoew EneHbl AHATO/IbEBHbI.

Moanuck caenaHa B MOEM NPUCYTCTBUN.
JINYHOCTb NOAMMCABLUErO LOKYMEHT YCTaHOB/IEHA.

3apeructpupoBaHo B peectpe: Ne 77/09-H/77-2019- NG

BEHHOW nownuHbl (no Tapudy): 100 py6. 00 kon.
CNyr NpaBOBOr0 M TEXHUYECKOro XapakTepa: 200 py6. 00 kon.

Bcero npowHypoBaHo, NPOHYMepOBaHO
N CKpenneHo neyateto 56 nucta (0B)
BPWO HoTtapunyca:
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