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HanmeHoBaHue n3genuns
«KaTteTep gnnataynoHHblii 6anioHHbI Mozec NC».

MpowussognTens'. Meril Life Sciences Pvt. Ltd. («Mapwn Naligy CaeHens MBT. J1T4.»), NHans
Muktanand Marg, Chala, Vapi - 396191, Gujarat, India.
TenedpoH: +91 3935070, dcpakc:+91 39350777

MecTo npoussogcTsa:
Meril Life Sciences Pvt. Ltd. («Mapun Jlainh CaeHcus MBT. JIT4.»), NHans
Muktanand Marg, Chala, Vapi - 396191, Gujarat, India.

V3aenve nponssoamuTCca B COOTBETCTBUM €O cTaHZapTamu ISO 13485:2012 (Homep ceptudmkara: 30994-2008-AQ-1ND-NA, aata
Bbigaun - 17/07/2008, pata ucteveHus pgeiicteus - 17/07/2017, HoTudmumpoBaHHbii opraH: DET NORSKE VERITAS
CERTIFICATION AS,NORWAY) 1 nmeet mapkuposky CE (Homep cepTutukaTa 0630pa TeXHMYECKOM(JOKyMeHTaumu (ans
m3penmii knacca pucka 3); 2664-2013-CE-1IND-NA, pgata Bbigaum -03/06/2013, gpata ucTedeHus peicteua - 03/06/2018,
HoTU(MUMpoBaHHbIi opraH: DET NORSKE VERITAS CERTIFICATION AS,NORWAY).

Kog nzgenva no O6Lepoccuiickomy Knaccugukatopy npogykumm OK-005-93: 94 3630.

Knacc B 3aBMCMMOCTM OT CTEMEHW MOTEHUMILHOTO PUCKA. MPUMEHEHMS B MEAWMLUMHCKMX LEASX B COOTBETCTBAM C
HOMEHK/ATYPHbIM  K/TaCCU(MKATOPOM MEANLIMHCKUX W3AENNA~YTBEPXKAEHHbIM MpMKa3oM MUWHMCTEPCTBa 34pPaBOOXPaHEHNS
Poccuiickoin depepauyum oT 06 nioHa 2012 1. Ne 4H - 3,

KnaccutmkaumoHHble npusHaky Buga MW B COOTBETCTBMM € HOMEHKIATYPHbIM K1acCU(NKATOPOM MEAULUHCKMX W3AEeNNiA,
YTBEPXAEHHBIM NMpUKa3oMm MuHUCTepCTBa 3apaBooxpaHeHmns Poccuiickoli degepauymn ot 06 mioHA/2012 1. Ne 4H - 136170.

B KOHTaKTa C OpraH1M3MOM YefloBeKa: KpaTKOBPEMEHHbIA.KOHTaKT C BHYyTpeHHel cpegoii opranusma (FTOCT P 51148-98 nyHKT
A32).

Ycnosus MNPUMEHEHUA: N3aeNne NPUMEHAETCA B YCNIOBUAX ﬂel-le6H0-I'Ip0(*)I/lﬂaKTVI'-leCKI/IX yqpe>K,qu|/||7|.

O6nacTb NpUMeHeHns

Vi3genve npefHasHa4yeHO ANS WCMO/b30BaHUS B YPECKOXHOW TPaHCMOMWHAMbHOW KOpOHapHOi aHrmonnactuke (UTKA) gns
pacLUMpeHn st CTEHO3VPYIOLLE KOPOHAapHOW apTepui MyTeM KOHTPO/MPYEMOrO pas3gyBaHus 31aCTUYHOro 6annoHa Ha ee
[VCTaNIbHOM KOHLIE.

XapaKTepucTUKN n3genms

Katetep AvnatauuoHHbIii GanioHHbli Mozec ‘NC- cTepusbHbIA, 04HOPA30BbIA BGBICTPO3a.MEHSEMbIA KaTeTep, COCTOSLUWIA U3
HEMpU/eraoLLero 6aoHa, MSFKOro HakKOHEYHMKa, Kopryca C /ABOWHbIM MPOCBETOM Ha AWCTA/IbHOM KOHLE U OfMHOYHBIM
MPOCBETOM Ha NMPOKCUMa/IbHOM KOHLE. [151 yMeHbLUeHUs npodunst GasiioH NMOCTABTIAETCS B C/IOXKEHHOM BUZE.

PEHTreHOKOHTPACTHbI MAaTWHOBLIA/MPWAWEBBIA  Mapkep 06/eryaeT (yopOCKOMMYECKYH) BM3Ya/IN3aLMi0 MPOKCUMAIBHOMO U
JUCTaIbHOMO KOHLIOB 1 paboyeli A/HbI GaaioHa.

Hapy>kHbIlA CNOI AMCTaNbHOM YacTy KaTeTepa UCMONb3YeTCs AN HadyBaHUA M CAYBaHUs Ga/ioHa, a BHYTPEHHSIS HacTb OTBEYaeT
3a MPOABMKEHME HAKOHEYHWKA KATETEPA’ Mo apTepun U NaTosorMyeckom Qyare. VIX-nopT, pacnonoXeHHbI Ha 25.CM AucTasibHee
MAFKOTO HAKOHEUHWKA, CMYXUT BbIXOAOM [N HAKOHeUHUKA. BanioH= nokpbIT rMapoduabHbIM — MOKPLITUEM, KOTOPOE
MPOSOMKAETCS U MPOKCUMaNIbHEE BANNIOHA B CTOPOHY Rx-nopTa.

MpokcumanbHas 4YacTb  KaTepa'. 3aKpbiTa JIHO3POBCKMM 3aMKOM AN pasgyBaHus/coyBaHUA 6GanioHa, j4ns mMapkepa Ha
MPOKCUMa/IbHOM  4acT MO3BOASKOT KOHTPO/MPOBATb MOMOXKEHME KaTeTepa OTHOCWUTENbHO KOHYMKa (MPOBOAHMKA KaTeTepa
nneyeBoin (90cm) nnm 6eapeHHon (100 cm) apTepun.

CHapy>xm 6aniioH MOKPbIT. 3aLUMTHON MeM6paHbl A4S MPefOTBPALLEHNsl HEHAaMEPEeHHOro MOBPEeXAeHUs GaiioHa 4O €ero
MCMO/b30BaHUS, a TaKXKe [As- NpefoxpaHeHusi npoduns GanneHa. Bo BHYTPEHHeM MpPOCBETE 3aKPEM/EH CTUMET, KOTOPbIi
MPEnsTCTBYET CKPYUMBAHMKO W TMOBPEXIEHUHD BHYTPEHHEr0=~CMOsA. 3alMTHYO MeMBpaHy U CTWIET Mepes MCrob30BaHUEM
YIANALoT.

KateTep gunatauvoHHblii 6annoHHbin - Morec NO coBmecTM ¢ <0.36 MM NpOBOAHWMKamu >1.42 MM CWCTEMOI [OCTaBKU
KaTeTepa. Pabouas favHa kaTeTepa cocTasnseT 142 cm. B psagy npogyktoB Morec NO MMeroTCA-6anoHbl AnaMeTpoM oT 2 [0 4
MM /MHOW OT 8 MM/A0 30 MM.
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KoMMNOHeHT

Msrkuit
HaKOHEUYHUK

Ctunet

BannoH

PeHTreHoKoHTp
acTHas MeTKa

TpexcnoiiHas
0060/104Ka
BHYTPEHHEr0
npoceeTa

AncTanbHbii
oTgen
BHeLLHel
"mapodmnbHoe
MOKPbITHE

Colpbe

Monnamug, (Pebax 5533)

HepxxasetoLad.cranb 304V

Nylon-12
(GRILAMID L-25)

MnatmHa.(Platinum) Vpuawia
(Iridium)

Hapy>KHbIiA cnoid: nonmammg
(Polyamide) (Pebax 7233)

CpepHwii cnoii: nonvonedmH
(Polyolefin) (PLEXAR® PX3080)

BHYTpPEHHWIA Croii: Kononmmep
nonuatuneHa (rekcaH-1 (1-hexane),
NonMep C 3TUJIEHOM)

Nylon-12
(GRILAMID L-25)

HYDAK®
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Ta6n|/|u,a i.MaTepI/IaJ'IbI, BMA KOHTaKTa C opraHM3mo.4

Jonsa B cocTaBe Bronormnyecknini KOHTakT 1
061acTN KOHTaKTa ¢ TefioM

CsefieHnst OTCYTCTBYIOT ~ KOHTaKTMpyeT (LMPKYNupyoLwas
KpOBb)

CBefieHUs OTCYTCTBYIOT He KOHTaKTUpyeT

CsepieHus oTeyTCcTBYtOT  KOHTaKTMpyeT (LMpKyampytoLas
KpPOBb)

90% nnatnHbl (PL), He KoHTakTUpyeT

10% upnansa (1r)

75% He KoHTakTupyet
MuHVUMaIbHO He KoHTakTupyet
LoCTKMMAn

(cBsizyroLWWMiA CIONA)

KOCBEHHbI KOHTaKT
(LWpkynMpytoLLas KpoBb)

25%

CsefieHns oTCYTCTBYIOT — £KOHTaKTUpyeT (LMpKy/mpytoLas
KpPOBb)
KoHTakTupyeT (LmpKynupyoLlas

CsefieHus OTCYTCTBYIOT
KpPOBb)
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8 [NpokcmmansH
bl MOpT
TpyOKM

CoegunHunTeNbH
9 bllA Ban

10 [MpoBoaHUK
KaTeTena
CrpaxoBoyHas
n MyqTa

12 Pasbem Jlto3pa

3awytHasa
My(Ta 6annoHa

14 Pacnpegenuten
bHOE
YCTPOWACTBO C
YT/I0BbIM
32K/MOM

ApTUKYN
MNC20008
MNC20010
MNC20013
MNC20015
MNC20018
MNC20023
MNC20028
MNC20030
MNC22508
MNC22510
MNC22513
MNC22515
MNC22518
MNC22523
MNC22528
MNC22530
MNC25008
MNC25010
MNC25013
MNC25015
MNC2S018
MNC25023
MNC25028
MNC25030
MNC27508
MNC27510
MNC27513
MNC27515
MNC27518

HepxkaseroLaa ctanb 304L ¢
nokpbiTvem PTFE

(VESTAMID L2101F)

Hep>xaserowasa ctans 304V

CoefunHeHue TepmMmonnacTnyHoOro

MonukapboHat (Polycarbonate)

PTFE (nonuteTpadtopatuneH (Poly
tetra fluoro ethylene))

PacnpefenvuTenbHOe YCTPOWCTBO:
MONM3TUMEH BbICOKOU MIOTHOCTM

Yrn0BOIN 32KMM: NOAMMPONU/IEH
(Polypropylene)

Ovametp
2.00mm
2.00mm
2.00mm
2.00mm
2.00mm
2.00mm
2.00mm
2.00mm
2.25mm
2.25mm
2.25mm
2.25mm
2.25mm
2.25mm
2.25mm
2 25mm
2.50mm
2.50mm
2.50mm
2.50mm
2.50mm
2.50mm
2.50mm
2.50mm
2.75mm
2.75mm
2.75mm
2.75mm
2.75mm

doTorpadms nm n3obpaxeHue

Nylon-12

3N1aCToOMEpa

(HDPE)

OavHa

8mm
10mm
13mm
15mm
18mm
23mm
28mm
30mm
8mm
10mm
13mm
15mm
18mm
23mm
28mm
30mm
Smm
10mm
13mm
15mm
18mm
23mm
28mm
30mm
Smm
10mm
13mm
15mm
18mm
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CsefieHns OTCYTCTBYIOT

CBefieHUst OTCYTCTBYIOT

CsefieHWs OTCYTCTBYHOT

CBefieHUs| OTCYTCTBYHOT

CBefieHUst OTCYTCTBYIOT

99,9%

CsefieHWs OTCYTCTBYHOT

CsefieHWs OTCYTCTBYIOT

KoHTakTMpyeT (LMpKympyoLLas

KpOBb)

KoHTaKTVpyeT (LpKyAMpYyoLLas

KpOoBb)

He KoHTaKTMpyeT

He KoHTaKTupyeT

He_KoHTakTupyet

He KoHTakTupyeT

He KoHTakTupyet

He KoHTaKTMpyeT

Tabnvua/2.0nucaHune nsgenus. Pasmepbl cTeHTa

ApTUKYN
MNC27523
MNC27528
MNC27530
MNC<30008
MNC_30010
MNC30013
MNC30015
MNC30018
MNC 30023
MNC 30028
MNC30030
MNC 35008
MNC 35010
MNC35013
MNC 35015
MNC35018
MNC 35023
MNC 35028
MNC35030
MNC40008
MNC40010
MNC40013
MNC40015
MNC40018
MNC40023
MNC40028
MNC40030

Onametp
2.75mm
2.75mm
2.75mm
3.00mm
3.00mm
3.00mm
3.00mm
3.00mm
3.00mm
3.00mm
3.00mm
3.50mm
3.50mm
3.50mm
3.50mm
3.50mm
3.50mm
3.50mm
3.50mm
4,00mm
4.00mm
4:00mm
4.00mm
4.00mm
4.00mm
4.00mm
4.00mm

OnuHa
23mm
28mm
30mm

Smm
10mm
13mm
15mm
18mm
23mm
28mm
30mm
08mm
10mm
13mm
15mm
18mm
23mm
28mm
10mm
08mm
10mm
11mm
15mm
18mm
23mm
28mm
30mm
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[JasneHne Ovametp wapa
am 2 MM 2.25 Mm 2.50 Mm 2.75 Mm 3/MM 3.50 mm 4 Mm
6 1.84 2.18 2.54 2.50 2.76 3.38 3.65
8 191 2.20 2.35 2.60 2.82 3.42 3.82
10 1.96 2.23 2.42 2.68 291 3.46 3.94
12 2.00 2.25 2.50 2.75 3.00 3.50 4:00
14 2.03 2.28 2.54 2.77 3.03 3.54 4.08
16 2.06 2.30 2.56 2.79 3.07 3.58 414
18 2.09 2.32 2.58 2.83 3.10 3.62 4,18
20 211 2.35 2.61 2.86 3.13 3.66 4.23

Cepblii (hOH: HOMUHANIBHOE [ABNIEHE,\YEPHBIN (HOH: HOMMHASIBHOE [AB/IEHUE Pa3pbIBa.

KoMnneKT NocTaBKWU;

-KateTep AunataunoHHbIiA 6an1orHbIA Morec NO
-HCTpYKLWA N0 NPUMEHEHWIO.
-HamBMayanbHas ynakoBka

CaHuTapHas 06paboTka a. -

V3penve noctaBnseTcs CTEPWbHbIM. MapaMeTpbl CTepUAM3aLyiA:-rasoBblii MeTog, cTepunmsaumm (OKUCh 3TUNEHa) B COOTBETCTBUN
cTpe6oBaHuamm 150 11135-1 (ypoBeHb OCTaTOHHOW KOHTammHauuy 10%). 3genve anvmporeHHo.
lMoBTOpHAaA CTEpUNM3aLUMSA-M3Lenna 3anpeLleHa. MoBTOpHOE MPUMEeHEHWE 3anpeLLEeHo.

YcnoBmsa XpaHeHus U TpaHCNOPTUPOBKM

Ycnosus  XpaHeHwsi: )TemnepaTypa Bo3gyxa OT -b5°€..go -b25°C npu OTHOCMTENbHOWS BnaXHOCTM OT 35% g0 65%
(HexoHfeHcMpytoLLascs) n aTMocdepHoM AasnieHnn 500.- 1060 rlMa.

XpaHUTb n3fenve B yrnakoBKe NPesnpuaTUA-U3rOTOBUTENS B CYXOM, YUCTOM MeCTe, BAafu->0T WCTOYHUKOB Teria M NpsambiX
COMTHEYHBIX NYYEl, NPU KOHTPONMpyeMoii TemnepaType. CpoK XpaHeHWs yKasaH Ha STUKETKE KaXAO0ro Msfenus u coctasnseT 3
rofa ¢ Aatbl NPOM3BOACTBA.

YCcnoBust TPaHCMOPTUPOBKM: Temmnepatype Bosgyxa oT -1-5°C go -b25°C mpu oTHOcMTeNbHOW BrakHocTM oT 35% Ao 65%

(HekoHZeHcMpytoLLasca) 1 aTMoctepHoM aaeneHunn 500 - 1060 rlMa.
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PeKoMeHAALMM Bpayy-CreLnNanncTy

MokazaHus:

KaTeTep AunaTauMoHHbIA GannoHHbIn  Morec NO npumeHsieTcs Ans Gas/ioHHOW AMnaTauuy CTEHO3HO 4acTyv “KOPOHApHO
apTepMM UMM CTEeHO3a 0BGXOAHBIX COCYAMCTLIX LUYHTOB B LEMSIX BOCCTAHOBNEHUS nepdy3ny Muokapga. Kaverep Takke
MPUMEHSIETCS 4711 MOC/EAYIOLEr0 PacLUMPEHUS CTEHTOB, pacLUMPsieMbIX GanfoHamm

MpOTMBOMNOKA3aHMS:
»  BASILLKN He3aLLMLIEHHOTO CTBO/1A /IEBOI KOPOHAPHOI apTepui.
« Cnasm KopoHapHOii apTepumn B OTCYTCTBUE CYLLIECTBEHHOTO CTEH03a

|_|0T8HLI,I/IaﬂbeIl7I OC/NO>KHEHUA:

OCTpbIi MHDAPKT M1OKapaa

OcTpas 3aKynopka cocyja

AnNfepruyeckue peakumm

Vwemunyeckas aHeBpusma

"emaTOMa 1M KpOBOU3MSHNE

"'MnoTeH3us/runepTeH3ms

Aputmus

OcCTpoe HapyLlleHWe MO3roBOro KpoBOOOpaLLeHWS, BO3AyLUHas 3amM60aMa unan parvMeHTaums TPOMOOTUYECKOrO WK
aTepoCKIepOTNYECKOro MaTeprana

Juccekunsa/nospexaeHne/nepdopaLms/paspbis KOPOHAPHbLIX COCY/0B.

3M60MA KOPOHAPHBIX COCYAO0B

VHekums unu 6011 B MecTe BBOJA ro
PeumavB CTeHO3a Ha y4YacTKe neyeHuns

MonHas HeMPOXOAMMOCTL KOPOHAPHO apTePui/06X04HOr0 COCYANCTOrO LyHTa
HecTabunbHas CTEHOKapaus.

Cnasm KOpoHapHoli apTepum

Mepbl NPeaoCTOPOXKHOCTH
Mpexxae yeM NPOBOAMTL aHIMOMNMACTUKY, NPOBepbTe (YHKUMOHANLHOCTL KaTeTepaHTKA. Y6eautech, 4To ero pasmep u opma

MOAXOAMT ANSt AAHHO MpoLeaypb!.
JlaHHY10 CUCTEMY KaTepr3aLymy MOTYT UCMOMb30BaTh TOLKO BPayM, MpoLLeALLVe-CrneLmanbHy NoaroToBky no UTKA,
BoBpemsi MpoLeaypbl CefyeT NPUMEHsTh COOTBETCTBYIOLLME AHTUKOAryIMpPYHOLLVe/aHT arperaHTHbIe Mpenaparbi.

Mpexge yem MOBTOPHO BBECTU WM gocTatb UTKA KkaTeTep, BbITPUTE, APOBOJIOYHBIA MPOBOAHUK CMOYEHHOW="-8 CONSPHOM
pacTBope Map/ieid, 4To6bl YAa/IMTh KPOBE U OCTATOUHbIE BELLECTBA.

Vcronb3yiiTe KaTeTep [0 AaTbl, YKa3aHHOW HanpoTMB Haanuck «/Icnofb30BaTh 10» Ha YMaKOBKe.

Martepuansl (MIHpopMaLua 0 MPUMEHEHUW 419 MeLULUHCKOro paboTHMKa)

Vi3genve v ynakoBKa W3OENUS “He COAEPXUT natekca v nonmeuHunxnopuga (MBX). OrpaHUYeHWi-no COBMECTUMOCTM
MaTepUasioB HeT.

YKasaHua no npuMeHeHu1o;

[JaHHble MHCTPYKLUMW ABNAIOTCA PYKOBOACTBOM MO MPUMEHEHWIO U HU B KOEM C/lyyae He UCKNYaOT-HEO6X0AMMOCTb 00yUeHUs
MCMO/b30BaHUIO JaHHOT O/ TIPNGOopa.

Mpouenypy YTKA cnefyeT npoBoAWTL B COOTBETCTBMW CO CTaHAapTHLIM PYKOBOACTBOM Mo UTKA:.

MoAroToBKa K NMPUMEHEHUIO W UCMOJIb30BAHUIO

1 BblHbTe antOMUHWEBbI MakeT W3 KOPOOKM C MpOAyKTOM. BCkpoiiTe ero M BbliHbTE W3 HEro ynakoBKYy C Ga/loHHbIM
OunataupoHHbIM kaTetepom Morec NO B gucneHcepe.

MpepynpexxaeHve:\He tnegyeTt ncnonb3oBaTh NPOAYKT, BHYTPEHHAS YaKOBKa KOTOPOro OTKPbITa UK MOBPeXieHa.

2 OCTOpPOXHO M3BMIEYL KAaTETEP M3 MELLKa BO 136eXKaHWe NoBpexaeHus.

3 Mepen ncnonb3oBaHVe KaTeTepoB Ans 6anNOHHOR. gunataumn crefyet y6eamTbCs B QTCYTCTBUM M3rMOOB, UCKPUBMEHUI W
MPOUMX MOBPEXIEHNIA.

4. BcTaBbTe UMMy 411 NMPOMbIBaHUS B AUCTa/IbHbIA HakoHeUHUK UTKA kaTeTepa. MpomoiiTe MpOCBET NPOBO/IOYHONO NMPOBOAHUKA
KaTeTepa CTepWIbHbIM TenapyHU3MPOBaHHLIM PacTBOPOM, OCTOPOXHO MOAasas AaBfieHue LUNpuLeM B TeyeHue He meHee 10
cekyHa, ConeBoli pacTBop LO/MDKEH NOCTYNaTb U3 OTBEPCTMSA MPOBO/IOYHOrO MPOBOAHMKA. JloCTaHbTe LUNPWL, NPOMbIBas UrOKY.
5 lMpukpenuTe 3aBWKKY Ha NOPLLEHb HAMO/HEHUS KaTeTepa.

6 CoegmHNTe 3afBVKKY CO LUMPULEM COOTBETCTBYIOLLErO pa3Mepa, HarmoiHeHHbIM MUHMMYM 3 cc 50% pacTBopa KOHTpPacTHOM
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Cpefbl B CTEPUSIBHOM TemnapuHU3POBaHHOM CO/MSIHOM PacTBOpe.

7. OTKpoiiTe 3aABWXKKY W MofaliTe OTpUUATENbHOE AaBleHWe, MakCUMalbHO BbITAHYB BbIABVDKHON CepAeYHMK LUApULE, He
BbIHMMas €ro U3 Wnpuua. Acnmpupyiite B TedeHve 15 cekyHZ 40 NOSHON OTKa4KM BO3LyXa.

8 OCTOpPOXHO CryCTUTe OTPULATENbHOE [aBNeHne, YToObl HaMO/HUTL MPOCBET KaTeTepa PacTBOPOM.

9. 3aKpoiiTe 3aABVXKY, AOCTaHbTE LUMPUL, U BbINYCTUTE BO3AYX.

10 MogTopsiTe warn ¢ 3 no 10, B c/iyyae HEOOXOAMMOCTY, NMOKa HE OCTAHETCA BO3AYLUHbIX My3bIPbKOB.

W.HanonHute yCTPOACTBO HAMOMHEHWSt AN aHTMOMMacTUKe He MeHee, YeM 3 cc 50% pacTBopa KOHTpacTHON cpefbl B
CTEPWILHOM TernapuHNU3NPOBaHHOM COIIHOM PacTBOPE, W COEAMHUTE ero C KaTeTepoM, U3 KOTOPOro Obl1 OTKaueH-BO3ayX.
MpumeyaHvie: Mepes coeAyHEHVEM C 3aMOPHbIM K/anaHoM NPOoZyiiTe YCTPOWCTBO 415 HafyBaHWA NPY aHTMOMNJIACTUKE BO3AYXa.
12 Cospaiite oTpuLUaTeNbHOE AaBNeHMe U COeAMHUTE 3amOpHbIi KnanaH ¢ KateTepom. [MponycTuTe BO3LyX M3 yCTpolicTBa Ans
pasayBaHVs NPy aHrMonnacTMKe Yepes 3anopHbI KnanaH. MycTb oTpuLaTenbHOe faB/eHNe B KaTeTepe COXPaHseTca 40 MOMEHTa
WCMO/b30BaHMS.

Mpouenypa cbopa n BBefeHMA ana UTKA.

1 CoeguHuTe coegMHUTENlb  TEMOCTATMYECKOro K/anaHa C  MPOKCUMa/lbHbIM - fII03POM  MPOBOAHUKOBOrO  KarteTtepa,
YCTaHOB/IEHHOIO B COCYAMCTYHO CETb.

2 OCTOpOXHO BBeAWTE MPOBOAHWMK KaTeTepa B KOHHEKTOP remMoCTaTUYecKoro knanada. of qyopoCKONMUYECKUM KOHTPOJEM
npogBuraliTe MPOBOAHMK K 04ary B COOTBETCTBUM C MPUHATON TeXHMKIA UTKA.

3 [MocTeneHHo 3aTAruBaliTe reMocTaTMyeckmid KnanaH, YTobbl#36exxaTb 06paTHOro NOTOKa KPOBU.

4 BBeauTe AWCTanbHbIV KOHEL, MPOBOAOYHOrO MPOBOAHMKA 06paTHO B HaKOHEYHWK 6anfioHoro, KaTteTepa. [pOBOSIOYHBII
MPOBOLHVK BbIAAET Yepe3 BbIXOAHON MOpPT.

5 OTkpoiite KnanaH, 4To6bl 06/1erUNTb NPOXOXKAEHWe 6aIIOHHOIO KaTeTepa no NMPOBO/IOYHOMY NMPOBOAHUKY.

6 Mpogsuraiite UTKA KaTeTep Breped, MNOKa COOTBETCTBYHOLLUME MAapKepbl CTEPXHA HE.MOK&XYT Hanuuve mopLuHS
reMOCTaTMYeCcKoro KanaHa. 3TO CBUAETENbCTBYET O TOM, HMTO HAaKOHEYHWK OGasIoHHOro Katetepa JOCTUM AMCTa/lbHOTO KOHLaA
MPOBOAHMKOBOTO KaTeTepa.

7.C nomoLpto (hyopocKona onpesenuTe npaBnabHOE “AOJIOKeHWe GannoHa KateTepa ¢ MCNOAb30BaHMEM PEHTTeHOKOHTPaCTHOW
METKA B Ka4YeCTBe yKasaTesis.

8 Ecrm Bbl CTONKHETECh C COMPOTMBAEHWE NPW._TPOABVKEHUW, He NpeojoneBainTe ero cwioil. OnpefennTe MNPUUUHY
BO3HWKHOBEHWS COMPOTUBEHNS W NPUMMUTE COOTBETCTBYIOLLME MEPbI.

HanonHeHve:

1 PaclumpbTe oyar CTeHO3MPYHOLLEro NopaXKeHUa .COPNacHo CTaHapTHLIM npoueaypamHTKA.

2 Bcnyyae He06x04MMOCTM, MOBTOPUTE MPOLECC HANOMHeHMS. CoxpaHaliTe 0TpULATeNlbHOe AaBNeHVe MeXAy HanoMHEHUAMM.

3 Tocne Kaxkaoro NocnefyroLLero HanoNHeHNA-0RPefensaiiTe AUCTaIbHbIA TOK KPOBY:

4. ECnv 3HaUMTENbHbIA CTEHO3 COXPAHAETCS;=MOXET noTpeboBaThCs [OMONHUTENbHOE. pa3ayBaHue 6annoHa B o4are NaTonorum
WI JanbHeliLLIee NeYeHue.

Mpoueaypa 3aMeHbl/M3BNeYeHUA 1 pa3bopky KaTeTepa:

1 Co3gaiiTe oTpuUaTeNbHOE AaBneHWe AAs, coyBaHWs 6annoHa. KOHTponupyiiTe MOMHOTY CAyBaHWA 6annoHa C MOMOLLbHO
thnyopockonuu.

2 ocnabbTe remocTaTMyeckuin KnanaH, 4To6bl 06/1erunTb 13BNeYeHve.

3 YpepxuBas MPOBOMOYHbIA MPOBOAHWK W FeMOCTaTUYECKWMIA KnamaH OAHON PYKOR, MOCTENEHHO W3BeKaliTe. 6aoHHbIN
KaTeTep 13 NPOBOAHNKOBOIO KaTeTepa

4. B cnyyae 3aMeHbl KaTeTepa, BbINOAHWTE AeiCTBMA NyHKTOB 5-9. YUT06bI M3BNeYb WM pa3obparb KaTeTep, BbiNOMHUTE LUAru
1011

5 CoxpaHuTe MOMOXeHWe TMPOBOAHMKOBOrO KaTeTepa, €CNM Bbl TLaHWpyeTe MOBTOPHO BHECTU KaTeTep,/Wuiv CoBepLuaThb
[JanbHelilve NpoLeaypbl.

6 V3Bnekute UTKA KaTeTep, NOKa BbIXO4HON MOPT NPOBOIOYHOIO MPOBOAHUKA OTKPbIT.

7. MnaBHor npogpuraiite octaBwyoca YacTb YTKA kaTeTepa BAOAb MPOBOSIOYHOIO MPOBOAHMKA, MOKA HakOHeYHMK UTKA
KaTeTepa He BbIJET M3 reMOCTaTUYECKOro KnanaHa. Elle pas 3axmuTe reMocTaTMHecKmii KnamnaH Ha NpoBOMIOYHOM MPOBOSHUKE,
YTobbl 06eCneynTb ero HeMoABUPKHOCTb.

8 MonHoctbio n3BnekuTe YTKA KaTeTep M3 MPOBO/IOYHONO [POEBOAHMKA. OuMCTUTE CMOYEHHOMR, B~ CTEPUILHOM COJSIEBOM
pacTBOpe Map/ei, YTobbl YAaAUTL OCTATKWM KPOBW U APYrux BewleCTB. OnpaBKy U 3alMTHYH 060/104KY MOXHO MCMO/Mb30BaTh,
YTOOb! HAKPbIT 6a/0H.

9 MpurotoBbTe W BBEAUTE ClEAYIOLWMIA KaTeTep B COOTBETCTBMWM C WHCTPYKUMAMM MPOU3BOAMTENs. Ecnv Bbl MOBTOPHO
BCTaB/IAETe TaKOW e KaTeTep, MPOMONTe NPOCBET NMPOBOAHVIKA M03eC C MOMObIO MPOMbIBOYHOW -Mr/bl. [J0 BBeAeHWS 6annoH
MOXET ObITb CNOXEH.

10 N3BnekmnTe KaTeTep HUTKa, 13 KOTOPOro 6bi1 OTKa4eH BO3AYX, 1 NMPOBO/OYHbIV NPOBOAHWK U MPOBOAHUKOBOIO KaTeTepa.

11 3BneKknTe NPOBOAHMKOBLIV KaTeTep U3 COCYANCTON CETH, Ceays NPUHATLIM NPaKTUKaM U3BAEYEHNS.

TexXHUYECKU i PEMOHT 1 06C/TyXKUBaHNe
TeXHNUYECKOMY-. PEMOHTY U OBCMY)KMBAHUIO He MOANEXUT. [MOBTOPHOE MPUMEHEHWe . TOBTOPHas CTepuUnM3aums CTporo
3anpeLLeHa.

MapK1poBKa 1 ynakoBKa 1saenms

Vi3oenvie MEET TPOWHYHO YMaKoBKY.
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W3genve ynakoBblBaeTCH B repMETUUHbII
nakeT (YNaKoBKy /11 CTepunnsauum);

YnakoBka BTOpPOro cfos - cawe u3
thonbru
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MapKu1poBKa-COAEPXKUT:
*  HaumeHoBaHve n3genus,
*  Homep naptum (LOT),
*  Howmep no katanory (REF),
»  CepuiiHbli1 HOMEP,
e Mogenb nsgenus,
*  WHdopmauus o npoussoguTesne (NoHOE HaMMeHOBaHVe KOMMaHuW 1 1oroTun),
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WHhopmaumsa 06 ynonHOMOYeHHOM npefcTaBuTene B EBponeiickom coobuuecTse,

3Hak cooTBeTCTBMA EBponeiickum ctaHaapTam CE,

CuMBO/T «He MCMO/b30BaThb MOBTOPHO,

CUMBON «MCMOMb30BaTh A0...».

Jlata n3roTtosneHus.

CuMBOJT «He CTepWUIN30BaTh MOBTOPHO,

AnNUporeHHo,

Cumson «Cofep>KUT OAVH 3/IEMEHT».

MakcumanbHbIi 1 MUHUMaNbHBIV AameTp NPOBOAHMKA,
CunmBON «BHYMaHWe, CMOTPUTE MHCTPYKLMIO MO NPUMEHEHUIO»,
CvimBon «He 1Cnonb30BaTh NPy NOBPEXAEHHON YNaKOBKe»,
CumBson «bepeyb OT Bnaru».

CuMBON «CTEPUIN30BAHO C MPUMEHEHNEM OKUCK STUNEHA»,
OrpaHunyeHne TeMnepaTypsbl.

CumBon «MP-COBMECTUMOCTb,

Pa3wvepbl KateTepa.

[aBreHve HaronHeHus 6anoHa.

Pa3wvepbl 6a1oHa.

Camoknesiymecs CTUKepPbI A4 ,D.OﬁanleHI/IFI B MEANLIMHCKYIO KapTy nauueHTa.

CsefieHust 06 yTuimsaumm

YTumzaumio u3gennus npoBoauTb B cooTBeTcTBuM ¢ CadPIMH 2.E7.2790-10 gns oTxofos ‘kiacca b (anuaemuonoruyecku
ornacHble 0TxoAbl). Mocne annaparHbIX CrnocoboB 06e33apaXmBaHMst C MPUMEHEHWEM (DM3UYECKMX METOLOB U WU3MeHeHUs
BHELLHEro BUa 0TXO/0B, UCK/OYAIOLLEr0 BOSMOXHOCTL X NMOBTOPHOIO MPUMEHEHUS, OTXO0AbISKNIACCOB b MOryT HakanmeaTbCs,

BPEMEHHO XPaHUTbCA, TPaHCNOPTUPOBaTbCA, YHUYTOXXATbCA W 3aXopaHWBaTbCA COBMECTHO C OTXOAamu

Knacca A

(anmpemuonormyeckn 6e3onacHble 0TXOAbl, MO COCTaBy MpubAMmKeHHble K TBO). YnakoBka 06e33apaXKeHHbIX MeAMLMHCKMX
OTX0Z0B K/MaccoB b 0/mkHa NMeTb MapKVUPOBKY, CBUAETENbCTBYHOLLYHO O NMPOBEAEHHOM 06€33apaXkMBaHN 0TXO0B.

MapaHTUK
["apaHTWIAHbI CPOK XpaHeHWs 3 rofa C AaTbl NPOU3BOACTBA.

AJIpec AN Npuema peknamaLmii;

OBLLIECTBO C OrPAHNYEHHOW OTBETCTBEHHOCTbLIO "3nmac” (000 “Oamac™)

FOpunawnyeckmii agpec: 141190, r. dpasmHo, 3aBOACKON Np-4 4. 4,
PakTnyeckuii agpec: 107023, r.Mocksa, yn.CemeHosckas b., 4.40, cTp.2a, od.HO3
VHH 5052001759, K 505201001, OKHO-31848333.

MpowvsBoauTesb:

Meril Life Sciences Pvt. Ltd. («Mapun Jlaiih CaeHcms MBT. /1T4.»), NHaus.
023 Cherry Road, Memphis Tennessee 38117, USA.

TenecthoH: +91 3935070, cpakc: +91 39350777

MpunoxeHune 1. HomeHKNatypa usgenus

KaTeTep AmnaTaumoHHbIl 6aadoOHHbIN  Morec HC, B cnegytouinx ucnonHeHusx: MHC20008, MHC20010, MHC20013,

MHC20015, MHC20018, MHC20023, MHC20028, MHC20030,  MHC22508,
MHC22518, MHC22523, /MHC22528, MHC22530, MHC25008,  MHC25010,
MHC25023, MHC25028,::=MHC25030, MHC27508, MHC27510, @ MHC27513,
MHC27528, MHC27530,_MHC30008, MHC300O, MHC30013, @ MHC30015,

MbIC22510,
MHC25013,
MHC27515,
MHC30018,

MHC22513,
MHC25015,
MHC27518,
MHC30023,

MHC22515,
MHC25018,
MHC27523,
MHC30028,

MMC30030, MHC35008,~MHC35010, MHC35013, MKC35015, MHC35018, MKC35023, ‘MKC35028, MHC35030 |,
MHC40008, MHC40010;, MHC40013, MHC40015, MKC40018;,MHC40023, MHC40028, MHC40030.
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lMakeT JOKYMEHTOB AN NoAayn B perynupyrouwuit opraH Po
KaTeTep AunataunoHHbIi 6anoHHbIA Morec™ NO

Meril

PYKOBOACTBO MO 3KCMAYATALUNN

YTBEPOWN
/noanuce/

CaHpxees bxat
"eHepa/ibHbI AMpeKTop
18 aBrycTa 2015r.

Mevatb: MERIL LIFE SCIENCES PVT. LTD.

«MEPWN NNAND CAEHCW3 MBT. NT4.»
BAMA

MNeyaTb: TOProso-npoMbILLIEHHAA 1
CeNbCKOX03ACTBEHHAsA Nanata MaxapaluTpbl
12, K,

AYBALL MAPI

®OPT, MYMBAW

400 001

TucHeHas neyatb: HOTAPUYC *
MPABUTE/ILCTBO UHAONW « PAMELL
UAHIOPATUIBAPU

PAIOH MAPO/T MAMNAVH
AHIOXEPW (B), MYMBAI,

LUTAT MAXAPALLITPA

Per. Ne 3361

/nognuceb/

LLramn: CATAP C. HAFAPE
CeKpeTapb

LLItamn: 3SABEPEHO
24aBrycTta 2015r.

LLtamn: M VIHOWW He HeceT OTBETCTBEHHOCTU 38 BEPHOCTb COAEPXKaHMA [OKYMEHTa

Crpana: NHANA

MPABATENBCTBO NHALLU
AMNOCTWUMb

(Faarckas KoHeeHUmMs oT 5 okTa6ps 1961-T.)

HacTosiuunii ny6114H0-NpaBoBoiA AOKYMEHT

(KoMmMepuecKuii fJOKYMEHT)
BblaH:

«MEPW/ NAN® CAEHCW3 MBT. JITA,.»

nnoanucaH
CKpenneH neyaTbIo/LLTamMmrom

CEKPETAPEM { N N
TOProBO-NMPOMBILUNEHHOU ¥ CEJTbCKOXO3ANCTBEHHOW MAJIATbI

MAXAPALLTPbI

1 3aBepeH

Tom 1
Mata;~18 asrycrta 2015r.
CTp. 113 10

MeuaTs: HOTAPUY.C « MPABUTE/IbCTBO
VHOWN * PAMELL YAHIPA TUBAPU
PAVNOH MAPOJI FAVM/TAH

AHOXEPU (B); MYMBAW,

LUTAT MAXAPALLTPA

Per.Ne 3361

LTamn:/KOMUA BEPHA
Inogmves/

PAMEL YAHAOPA TUBAPU
ALBOKAT N HOTAPUNYC
NPABUTENBCTBO NHANN

komnaHun MERIL LIFE SCIENCES PMT. LTD.

CTAPLUUM CAYXKALLWM OTAENA BHELWHWX CHOLIEHNI MUHUCTEPCTBA MHOCTPAHHbIX IE/

BT. HbIO-AENN, UHANA
3aNe MHMC0000002076915
MecTo neyaTw/LITamna,

81 asrycra 2015 r.

LLItamn:

MYLNA PAHOXKAH

Cnyxalpii oTAeRa BHELLIHWUX CHOLLUEHUI
MuHMCTepCcTBa MHOCTPaHHbIX Aen
Hbto-Aenm

Perucrpanua MH B PocanpaBHamzope
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MepeBOA C aHIMMICKOTO A3blKa Ha PYCCKUI 3bIK BbIMOMHUA NepeBofunK ANdEpoB ApceHni
OMuTpreBny. [,0CTOBEPHOCTL MEPEBOAa NoATBEPXKAAL0.
ropoa MockBa,_fiiTHA.ALATOr0 CEHTABPS ABe ThiCAYM NATHAALATOrO roja.

"'C(u -
"opog MockBa, NATHAALATOrO CeHTAGPA ABe ThiCAYM NATHAALATOro roja. <
A, [OopwmugoHtoBa Jlio6oBb HOpbeBHa, HOTapuyc ropoja MOCKBbI, CBUAETENLCTBYHO

MOA/MHHOCTb MOAMNWCY, CAENAHHON NepeBOfYMKOM ANGEPOBbIM ApCEHUEM JMUTPUEBUYEM B
MOEM NPUCYTCTBUM. JINYHOCTL €r0 YCTaHOB/IEHA.

3aperncTprupoBaHo B peecTtpe 3a Ne
B3bickaHo no Tapudy: 100pyo6.
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CBMZETENbCTBYI0 BEPHOCTb HACTOALLEH KONWUM O KOMUK JOKYMEHTA.
B npeAcTaBAEHHON KOMWW MOAYMCTOK, MPUMUCOK, 3a4epKHYTbIX
CNOB W MHbIX HEOrOBOPEHHbIX MCMPABAEHUA MAN Kakux-nnbo
0C0O6EHHOCTEN HeT.
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