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WNHCTPYKUMSA NO NPUMEHEHNIO HA MeAULNHCKOe n3aesnne:
OpeHax rnybokoro Beoga Suprasorb* CNP, ogqHOpa30oBblii CTEPUSIbHbIN
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WHCTPYKUMSA MO NPUMEHEHUIO Ha MeAULLMHCKOE nsgenve:
[OpeHax rny6okoro BBoga Suprasorb* CNP, ogHOpa30BbIii CTepPU/IbHbI

HanmeHoBaHWe n3genusa

ApeHax rny6okoro Beoga Suprasorb® CNP, ogHOpa3oBbIii CTEPUIIbHBIA.

I. OpeHax rny6okoro BBoga Suprasorb® CNP, ogHOpa3oBbIii CTeEpU/bHbIN - 10 WIT./ynak.
B COCTaBe:

1 Tpy6bKa CUIMKOHOBas C PEHreHKOHTPACTHOM NOM0COA U C 6e10i MaHXXeTOo

2. CKONb3ALWMIA 320KUM.

3. KoHHeKTOp.

Il. VIHCTPYKLMA Mo NPUMEHEHNIO —1 LUT.

flanee No TeCTy ApeHaX, APeHaX rny60Koro BBOAA, APeHaX rny6okoro BBoga Suprasorb®
CNP,

KoMNNeKTHOCTb MNOCTaBKM MeANLMHCKOK M3enms

[peHax rny6okoro Beoga Suprasorb® CNP, ogHOpa3oBblil CTEPUSIbHBINA MOCTaB/AETCS
noTpebuTento B NOTPebUTeNbCKON ynakoBke. OfHa NoTpebuTesibKasa yrnakoBka cogepxut 10
WTYK VHAMBUAYaNbHbIX YNaKOBOK W VIHCTPYKUMIO MO NPUMEHEHNIO —1 LT,

OpHa nHanBMayasibHast ynakoBKa JlpeHaxka rny6okoro Beoga Suprasorb® CNP cogepxunt*:

1 TpybKa CUIMKOHOBasA C PEHMeHOKOHTPACTHOM NO/I0COA W C 6e/1I0 MaHXXETOA.
2. CKOMb3SLLNIA 38KUM.
3. KoHHeKTOp.

* Bce KOMMNNEKTYIOLWMe ynaKoBaHbl BMECTe N He MOCTaBNAKTCA 0TAE/bHO.

HanmeHoBaHMe Kon-Bo nsgennii B Kon-Bo nsgennii B

MeAULNHCKOro n3aenus noTpebuTeNbCKOM TPaHCMOPTHOM yNnakKoBKe
ynakoBKe

[peHax rny6okoro ssoga 10 wr. 60 L.

Suprasorb® CNP,

0AHOPAa30BbI CTEPU/IbHBIN

NpownsBognTenb

«Lohmann & Rauscher International GmbH & Co. KG»
Westerwaldstr.4, 56579, Rengsdorf, GERMANY, "'epmaHusa
TenethoH: +43 157670-0 / dakc: +43 157717-99

Agjpec 3neKTpoHHoM nouTthl: info@at.LRmcd.com

Y NONHOMOYEHHbIN npeAcTaBUTENlb NPOU3BOANTENA B Poccum
CM. [0MOSTHUTENbHY 3TUKETKY MOTPEOUTENbCKOV YNaKoBKW A/1s1 o6palleHns n3fenns Ha

TeppuTopun Poccuiickoii depepaumn.
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MapKupoBKa

CWMBO/IbI, UCMOMb3yeMble Ha MAPKUPOBKE UHAMBUAYaNbHO, NOTPeGUTENLCKON 1
TpPaHCNopTHOI yNnakoBKax MeAULMHCKOr0 13genis

306parkeHne
CVMBO/A

LOT

REF

STERILE EO

HanmeHoBaHue cumBona

VBrotoBUTE b

Jata n3rortosneHuA

Wcnonb3oears 10

Kopa napTum

Howmep no kaTanory

CTepunmsauyisi OKCWaIOM
aTWeHa

He cTepwn3oBaTh MOBTOPHO

He vcrionb3oBars npu
MOBPEXIEHNN YTIAKOBKMN U
00paT UTLCA K MHCTPYKLMA
M0 MPVIMEHEHIIO

306padkeHwie
CMMBO/A

D®
A

MD

UDI

C € 0123

HavmeHoBaHVe cmBona

3anpeT Ha NoBTOpPHOE
NpUMeHeHWe

O6paTUTECh K UHCTPYKLIMM
MO NPVIMEHEHVIIO WK K
VHCTPYKLWN MO
NPUMEHEHWIO B
3/IEKTPOHHOM BWE

OCTOpPOXKHO

MegnuymHckoe nsgenuve

YHUKa/bHbIN
nae HTMHUKaTop
n3nenns

EBponeickuii
cepTU(MKaT C HOMEPOM
CepTUULNPYIOLLLETO
opraHa

YnakoBKa u3genuns
npegHasHadeHa ans
cbopa v BTOPUYHOM
nepepaboTKn

Jlorotun
NMpon3BoANTENSA



WNHCTpYKUMSA MO NPUMEHEHNIO Ha MeULMHCKOoe usgesnune:
OpeHax rnyb6okoro Beoga Suprasorb® CNP, ogHOpa3oBbIli CTepUbHbIN

r “l " Cucrema ¢ ogyHapPHBIM VIHAMKATOp CTOPOHbI, B
c/nepububLL GapbEPOM U C KOTOPYIO Hajlo
3aLLMTHOM YraKoBKOWA OTKPbIBaTb CTEPU/IbHYIO
BHYTPA ' I YMNaKoBKY

L J —

Lo T " He gonyckarb Bo3aeiicTeS He ponyckaTb
CO/IHEYHOr O CBETa BO3/AeliCTBUA Baru
t J L J

J0NoNHUTeNbHAsA UH(OPMALMS, KOTOPYIO MOXHO BCTPETUTL Ha MapKUPOBKe
DataMatrix / MaTpy4HbIli IByMePHbIA KOZ
LLITpnxKopg
- QR- KOZ CO CCbI/IKOM Ha COOTBETCTBYHIOLLYIO Be6-CTpaHuLy KomnaHun L&R
MeTna Mebuyca c yKaszaHMemM MaTepvasna, U3 KOTOPOro M3roToB/ieH YNaKoBOYHbIN
martepuan

Bonee nogpobHas nHgopmauns o TpeboBaHNAX K MapPKMPOBKE MeAMLIMHCKOro 13nenns
yKazaHa B [NpunoxxeHnn Ne 2 K UHCTPYKUMK Mo NMpUMeHeHnto. [na nonyyeHus MNpunoxeHus
Ne 2 npocb6a 06paTUTLCA K Y NOTHOMOYEHHOMY MPeACTaBUTENIO MPOU3BOAUTENS Ha
Tepputopun P® - OO0 «dupma «PUHKO». KOHTaKTbl yKazaHbl Ha JOMOTHUTENIbHOM
3TUKETKE, PacrnosioXXeHHOW Ha NOTPebUTENbCKON YNaKoBKe.

OnuncaHwve nsgenus

OpeHax rnybokoro Beoga Suprasorb® CNP npeactaBnsieT co6oii CUMKOHOBYHO TPYOKY
ANnHOM 90 CaHTUMETPOB C UHTErPUPOBAHHOM PEHTIEHOKOHTPACTHOM MOMOCKOW,
LeHTpa/IbHOM MOMOCTLIO A/1A YAasIleHUs 3KecydaTa v TPeMS BEHTUIALMOHHBLIMU MOIOCTAMMU.

WM3genune ncnosnb3yeTcs B COCTaBe CUCTEMbI /1A NIEYEHUA paH YNpaBnseMbIM paspeXkeHnemM
(KOHTpO/IMpYeMbIM OTpULATENIbHBIM JaB/ieHNeM) AN NOLAePXKaHUA OTPULLATENIbHOMO
faBneHnst B 0611aCTU paHbl, co3gaBaemMoro cuctemoi CNP*, ona BeHTUAAUMM 061aCcTy paHbl
W yasieHns aKccyaaTta u3 paHbl.

O6nacTb fpeHaxka rnybokoro Beoga Suprasorb® CNP, npegHasHaveHHasa 41 yaaneHus
JKceyaaTa M3 paHbl, cHabkeHa 20 nepoprpoBaHHbIMN OTBEPCTUSIMU, PACMONIOKEHHBIMU MO
AnnHe okoo 30 cM. OcTasibHble 60 CaHTMMETPOB CUTMKOHOBO 3pY6KM He nepdoprpoBaHbI.
Ha KoHLe HenepghopnpoBaHHONM YacT TPYOKU HaXoAUTCS KreeM mkenpoBaHHasa MBX
MaHXeTa. B KOMMeKTaumio gpeHaxa rnyookoro seoga Suprasorb® CNP Takke BXoauT
CKO/b3ALLMIA 33KMM, NPV MOMOLLM KOTOPOro NPy HEOOXO0AMMOCTM MOXHO OCTaHOBUTL MOTOK
aKccypata. Npunaraemblii KOHHEKTOP obecnevmBaeT HafeXXHOe COeAUHEHUNE C CUCTEMOM
TpyboK annapata Suprasorb® CNP P3.

JpeHax rnybokoro Beoga Suprasorb® CNP npefHasHauveH 418 04HOPa30BOro
NCro/Ib30BaHUSA.

*CNP = controlled negative pressure = ynpaBnsieMoe paspexeHune (KOHTPOSIMpyemMoe
oTpuLaTesibHOe AaB/ieHue).
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WHCTPYKLUMSI NO MPUMEHEHUIO HA MeAULUHCKOe usgenve:
LApeHax rny6okoro Beoga Suprasorb* CNP, o4HOpa30BbIii CTEPUSIbHbIV

CocTaB n3sgenua

TpybKa: CUINKOH

PenTreHoOKoHTpacTHas nosoca; 60% cuimkoH, 40% cynbgat 6apus

MaH>xeTa: NONNBUHUXIOPUL, UMaHaKPUNaTHbIA Krel

CKOMb3ALWMIA 320KMM: NOAMNPONUIIEH

KOHHeKTOp: NoNMnponueH, akpunoHUTPUNGYTaaneHCTUPOS, TEPMONIaCTUYHbIN

3nacTomep

Ha3HauyeHue

[peHax rny6okoro Beoga Suprasorb® CNP npefHasHa4eH Ans yaajeHns paHeBoro
3KccyaaTa U3 paHbl M ero TpaHCMopTUPOBKM B EMKOCTb 4/19 cbopa akccygaTa npu
NpoBeAeHNN NPOLEAYPbLI NTeYEeHMS paH yrpaBAseMblM paspeXxxeHNeM (KOHTPOIMPYeMbIM
oTpuuaTeibHbIM AaB/IEHNEM).

NoKasaHVA K NPUMEHEHUIO

LpeHax rny6okoro Beoga Suprasorb® CNP MOXXHO MCM0Nb30BaTb B paMKax NpoBeAeHMs
npouesypbl JleYeHUs paH yrpas/isgeMbIM paspexkeHnem (KOHTPOMPYeMbIM OTPULATENIbHBIM
AaBneHnem) ¢ nomoLbio CNP* Ha HEMHPUUMPOBaHHBIX, & TaKXXe KOHTaMUHUPOBAaHHbIX,
KOJ/TOHN3VPOBAHHbIX, KPUTUYECKN KOMIOHU3MPOBAHHBIX WIN MHULMPOBaHHbIX paHax, ec/iv
OHM cNnabo, yMePEHHO WM CUIbHO 3KCCYAUPYHOT, MOBEPXHOCTHbI WU T/TyO0KM.

Bo3moXXHble 06/1aCTV NMPUMEHEHUS
B LEeN0oM H606XO,D,VIMO COﬁJ‘IIO,EI,aTb obnacTb NMPUMEHEHNA CUCTEMbI 1A NevYeHnA paH
ynpasfsemMbIM paspeXxxeHnem (KOHTPOIMpYeMbIM OTpULaTe/IbHbIM AaB/IEHNEM):

rpomyeckue A3Bbl (BEHO3HbIE, apTepuasibHbIe, CMeLLaHHbIE)

MPOIEXHN

NnopakeHNs1 AnabeTn4ecKor CcTonbl

nocTTpaBMaTUYeCKe 1 rnocsieornepaLoHHble paHbl

nepBOHaYaIbHO MHPULMPOBaHHbIE paHbl NOC/e XUPYPrUYecKo 06paboTKm
NOBPEXAEHNA MAMKMX TKaHel (pBaHble YLIMObI, OTPbIB KOXXHbIX MOKPOBOB)
TpaBMbl C 06HaXKEHMEM KOCTU UK 6pagnTponyecKoin TKaHN

paHbl BCNEACTBUM PacLMOTOMUN MPU KOMNapTMEHT-CUHAPOME

COCTOSIHUS MOC/1e TpaHCMn/IaHTaummM KoXu (Hanpumep, CeTyaTbIlii TpaHCraH Tar, noka
OH He 3aXuBeT 6/1arornony4yHoO Ha 5-6 feHb)

MHGEKLMM PaHbl FPYAVHBI NOC/E XMPYPrnyeckon 06paboTKN paHbl
OTKPbITble abJOMVHa/IbHbIE ONepaLyn, BKIOYas fieveHne CBULLIET

NleyeHne o0Xoros | 1 2 cTeneHu

I pPoOTUBONMNOKa3aHUA
B LIE/IOM HEo6X0AMNMO cob/1i0aaTh NPOTUBONOKA3aHMS CUCTEMbI /1St NIEYEHUS paH
YNpaB/sieMbIM pa3peXxeHneM (KOHTPOMMPYEMbIM OTPULATENbHBLIM JaB/IEHNEM):

»  OTKpbITbIE COCY/bl, KOTOPbIE MOTYT 6bITb MOBPEXAEHbI MPVMEHEHVEM YNPAB/ISEMOr0
paspexeHns (OTPULATENIbHOTO [aBfeHUs). JTO TakKkKe OTHOCUTCS K COCYAUCTbIM
aHacToMOo3aM.
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WMHCTPYKUMSA NO NMPYMEHEHMIO HA MeIMLIMHCKOE n3genue:
OpeHax rny6okoro Beoga Suprasorb* CNP, oa4HOpa30BbI CTEPUSIbHBIN

HapyLueHnsi cBepTbIBaEMOCTN KPOBU (PUCK KPOBOTEYEHNS).

Mpn OCTPbIX He3HAUUTENbHbIX N 60MbLUNX KPOBOTEUEHUAX B 06/1aCTU paHbl noce
TpaBMbI/XMPYPrn4yccKo 06paboTKM.

HeKpo3 TKaHeiA.

HewnccnenosaHHbIe CBULLN.

HeneuyeHblii ocTeOMUENNT.

3110KayeCTBEHHbIE paHbl.

OTKpbITble opraHbl 6e3 HafneXxalleil 3almTbl OpraHoB.

CoCTOsIHME CYXOil paHbl.

Oxorun 3-ii cTeneHw.

Vicnonb3oBaHne Ha rpyAavHe (3a WCK/IIOYEHWEM WHMEKLMW paHbl TPYyAWHbLI Noc/e
XUPYPrmyeckon 06paboTKM paHbl).

N3penve Henb3A MCNOMNb30BaTb, €C/IN U3BECTHA HEMEPEeHOCMMOCTb WM a/lfieprus Ha
OAVH WX HECKO/TIbKO KOMIMOHEHTOB U/ UHTPEANEHTOB.

Mo60UHbIe AelicTBUS

B OYeHb PefKMX Cnyyasix npu MUCrosb30BaHUN MOTYT BO3HUKHYTb PasfpadkeHUs: KOXMK,
anneprma n/mnmn 6onb.

B3anmopgencteue

e [peHax rnybokoro BBoga Suprasorb<&) CNP npegHasHadeH [ WUCNOMb30BaHUA C
TepaneBTUYECKUM annapaTom Suprasorb®  CNP P3, cooTBeTCTBYIOWMNMNA
NPUHALEXXHOCTAMW U LOMOSTHUTENIbHBIMW KOMMOHeHTamu cuctembl CNP.

* Ha cerogHAWHNIA [eHb He BbISBIEHO HUKaKMX HEBMaronpuaTHbIA B3aMMOLENCTBUIA Npu
NCNo/b30BaHUM gpeHaka rny6okoro seoga Suprasorb® CNP ¢ gpyrumu nsgennsamvn.

MH(opmauusa 0 NoTeHUManbHbIX NOTPEOUTENAX

3nenue foMKHO UCMOMb30BaTLCS TOMBKO B MEAMLIMHCKMX OpraHn3aLmsx
KBa/IM(PULMPOBAHHLIMU MEAVILIMHCKMMI PaboTHMKaMU, MPOLLEALIVMMI 06yYeHre No Tepanum
paH ynpaBnsiemMbIM paspexxeHVeM (KOHTPOIMPYEMbIM OTPULIATE/IbHBIM [aB/IEHVEM).

LleneBasa rpynna nayuMeHToB

npon3ssoanTeNb He YCTaHaB/IMBaE€T BO3pPaCTHbIE OrpaHN4eHnA aAnd nayumeHToB, KOTOPbIM
MOXKET ObITb MOKasaHa Tepanusa fiedaHns paH ynpasisgeMbIM paspeXkeHneM (KOHTPOIMPYeMbIM
oTpuuaTenbHbIM  JaBfieHneM). HeobxoagnMMoCcTb NpoBedeHUsT  Tepanun  fIe4eHUs  paH
ynpaBnsieMbIM paspexxeHneM (KOHTPONMPYEMbIM OTpULATE/TbHBIM AaBfeHMEM) OMnpeaensieTcs
nevyauinm Bpayom.

Ycnosus NMPUMEHEHNA

N3penve OpeHax rny6okoro BBoga Suprasorb® CNF npegHasHayeHO Ansi MCMONb30BaHWS
MeSULVNHCKNM MEPCOHANIOM B /1eHeBHO-NPONIaKTUYECKMX YUPEXAEHUAX.

Bo Bpema npoBefeHMS MNpoLeaypbl  JIEYEHUA paH  YMpasfseMblM  paspeXkeHnem
(KOHTpONMpyeMbIM  OTpULATENIbHbIM ~ AaBfieHneM) C  nomowbio  cuctemMbl  CNP
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WHCTPYKUMS MO NPUMEHEHUIO Ha MeAULUHCKOoe usaenve:
OpeHax rny6okoro BBoga Suprasorb* CNP, ogHOpa30BbIii CTepPU/bHbIN

KBa/IM(MLMPOBaHHBIA  MeanepcoHas J0/KeH B 006s3aTe/lbHOM  MOPsAKe  MPOBOALLb
PEryNsSpHbIA KOHTPO/Ib MOBSA30K U BaKYYMHbIX CUCTEM.

Cnocob npumeHeHUs

* [lepef BCKPbITUEM UHAUBUAYaIbHOM YNAKOBKW U3aenns y6eanuTechb, YTO OTCYTCTBYIOT
Ha/IMume 0YEBUAHBIX MOBPEXAEHUIA WK Cefbl NPEXAeBPEMEHHOIO BCKPbITUS.

* BckpoliTe nHAMBULAYaNIbHYIO YNAaKOBKY B YKa3aHHOM MeCTe U U3BJIeKN3e CTepu/ibHOe
n3fenve 13 BbIABKHOIO CK/IaAHOr0 ALLMKA, CO6/10AasA YCI0BMA acenTUYECKOrO U3bATUS.

o [py OTKPbIBaHNM BHYTPEHHEN YNAaKOBKN (BbIABVXXHOW CKNAAHON ALLMK) ClefnTe 3a TeM,
YTO6bI He3aKpen/eHHbI KOHHEKTOP He Bblinan.

* [epep ncnonb3oBaHWeM ApeHaxka rnybokKoro Beoga Suprasorb® CNP ucnonb3yiite
HanofIHWUTeNb paHbl, 0406PEHHbIV 415 NPUMEHEHWUS NPY Tepanuu oTpuLaTe/IbHbIM
fasneHvem. [lpeHax rnybokoro eeoga Suprasorb® CNP MOXET MCnosb3oBaTbes €O
CNefyoLWnMM HaroTHUTENIAMU PaHbI:

* MonnypetaHoBas neHa (KPynHoOMopucTas, ¢ OTKPbITbIMA NopamMu)
* [MeHa MBA (menkonopucTasi, KpyrnHONopucTas, ¢ OTKPbITbIMA Nopamu)
* AHTMNKPOGHasA MapneBas NoBs3Ka
VIHCTPYKUMM MO NPUMEHEHWNIO BbIGPAHHOTO HaNOMHUTENA paHbl JO/TKHbI ObITb
COo6/110eHbI [ONO/THUTENbHO.
1. lNoaroToBKa paHbl
TwaTenbHo 0bpaboTaiTe paHy B COOTBETCTBUN C AEACTBYOLWNMU KIVMHUYECKMU
cTaHfapTamu.
2. [lNpumeHeHwne

a) BcTaBbTe gpeHax rny6okoro Beoja
Suprasorb® CNP B HanosHUTeNb paHbl
(NeHHbIN NepeBA30YHbIN MaTepuan U
Map/ieByt0 NOBSA3KY), KOTOPbIA Bbl
HamepeBaeTeChb MUCMO/b30BaTb BO BPeMst
NpoBejeHUs NnpoLeaypbl eYeHNs paH
ynpaB/isieMbIM pa3peXxeHeM
(KOHTpONIMpyeMbIM OTpULLATENIbHBIM
haBrieHnem), (PUCYHOK 1)

b) Mpn 3TOM NepdopmpoBaHHasa YacTb
ApeHaxa rnybokoro Beoga Suprasorb® CNP
[O/IKHA conpukacaTbCs UCK/TIUUTENBHO C
HaMo/THUTENSIMI PaHbl, a He C CaMO pPaHoM.
c) B cnyyae, ecnu gnvHa nepgpopmrpoBaHHoOL
4acTy CNIMLLIKOM BefvKa /151 obpabaTbiBaeMol
30HbI. Bbl MOXETe YKOPOTUTb fpeHax
rny6okoro Beoga Suprasorb® CNP B
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VMHCTpYKUMA MO NPYMEHEeHNt0 Ha MeJULUVHCKOe usaenve:
OpeHax rnybokoro Beoga Suprasorb® CNP, o4HOPa30BbIii CTEPUSILHbIN

nepgoprpoBaHHoOi 061acTn (MCKTHUYNTENbHO
Tam!).

d) BcTaBbTe gpeHax rnyob0oKoro BBoja
Suprasorb® CNP Tak, 4Tobbl
nepopunpoBaHHasn 0611acTb feXkana B
HanosiH1Tese paHbl (PUCYHOK 2)

e) HenepgoprpoBaHHbI KOHeL, ApeHaXKa
rnyéokoro Beoga Suprasorb® CNP BbiBOAUTCS
N3 paHeBOro HanoNHUTeNs (PUCYHOK 3)

O 3akpoiiTe 06N1acTb paHbl KIENKOWN NNIEHKOM,
g) 3aTem 3aKpenuTe ApeHax ryboKoro BBOAA,
NCNoNb3ys «TeXHUKY 6yTepbpogax: [ aToro
ABe K/eiiKne NeHKM NPUKPENAsoTes Tak. Kak
MOKa3aHO Ha PUCYHKe 4), UT0Obl 3aKNenTb
BbIBEfIeHHbI 13 paHbl ApeHaX rny6oKoro
BBOZa CBEPXY M CHU3Y, U TEM CaMbIM,
CTabuNn3npoBaThb ero.

PucyHoK 5 nokasblBaeT 3aBepLUeHHoe
Has10KeHVe apeHaka rybokoro Beoga. 34ecb
K/eliKve NeHKN, NMPUKpPensieHHble B
COOTBETCTBUM C «TEXHUKOW ByTepbpoga»,
CTabuNN3MPYIOT ApeHax ry60Koro BBOAa
CBEPXY M CHU3Y. JINLWIHWIA MaTepuan bbin
OTpe3saH.
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VHCTPYKLUMSA NO MPUMEHEHUIO Ha MeULIMHCKOoe nsgenve:
OpeHax rny6okoro Beoga Suprasorb* CNP, ogHOpa30BbIii CTEPUSIbHbIN

h) CoeanHuTe ApeHax raybokoro Beoja
Suprasorb® CNP ¢ annapatom Suprasorb®
CNP P3 ¢ nomoLbo MpUIoXKeHHOr o
KOHHeKTOpa. [/19 3TOro BBeANTE KOHLbI 060MX
TPpybOK cfieBa 1 cnpasa Ha ABa CaHTUMETpa B
KOHHEKTOP (PUCYHOK 6) Tak, YT00bl KOHUbI
TpyboK 6bUM BUAHBbI B pocBeTe (PUCYHOK 7).

i) [locne aToro 3aKpoTe KOHHEKTOP, MNOTSHYB
3a ero KOoHUbl B MPOTUBOMO/OXHbIE CTOPOHBbI
(PucyHok 8).

CmeHa paHeBOVI NOBA3KWN 3aBUCUT OT COCTOAHUA NauneHTa, COCTOAHNA paHbl, NCMOJ/Ib3yeEMOI0
HaMnoJ/IHUTENA pPaHbl N CUCTEMbI Teparnnin, a TakxKe OLUEHKN nedallero spaya.

Mepbl NPefoCTOPOXKHOCTU

* Kcnonb3oBatb gpeHax rny6okoro BBoga Suprasorb® CNP paspellaeTcs TO/IbKO B
KOMOUHaumm ¢ annapaTom Suprasorb® CNP P3.

» 3anpeLyaeTcs 3aKpbiBaTb CKOMb3ALLMIA 3a>KMM BO BPeMsi MPOBeAeHUs
Tepanun.

» 3anpeLlaeTcs NpofenbIBaTh B ApeHaxe ry6okoro seoga Suprasorb® CNP
[OMNONHUTEeNbHbIE OTBEPCTUS.

e [peHax rny6okoro seoga Suprasorb® CNP criefyeT BCTaBATb B HAMO/IHUTESb PaHbl
nepcopupoBaHHOM YacTbi, HO He HeneptopMPOBaHHOM YacTbio, Ie PacrosioXKeHbl
MaHXeTa N KOHHEKTOP.

o [OpeHax rnybokoro Beoga Suprasorb® CNP MOXXHO npu HEOOXOANMMOCTU YKOPOTUTL Ha
nephopUpoBaHHOM YacTW, HO He Ha HenepopPUPOBaHHOM YacTu U MaHXeTe.

* [epdoprpoBaHHas yacTb fpeHaka r/y6okoro ssoga Suprasorb® CNP
He [JO/1XXHa conpuKacaTbCs C PaHoW.
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VHCTPYKUMA NO NPUMEHEHUNIO HA MeAUNLMHCKOe u3fenve:
OpeHax rny6okoro Beoga Suprasorb® CNP, ogqHOpa3oBblIii CTepu/bHbIN

Mpun cMeHe NOBSA3KM [peHax ry6okoro Beoga Suprasorb® CNP gomkeH ObiTh Takke
3ameHeH. CMeHa NOoBSA3KM 0/MKHA MPOM3BOANTLCS MO COF/TacoBaHMIO C fievallyiM BpayoMm.

O6Lwme npumeYvyaHus
B Cny4ae Cepbé3HOFO MHUNAEHTA CBAXKNTECHL C MPON3BOANTENNIEM N OTBETCTBEHHLIMA
opraHamu 3fpaBooxXpaHeHus.

TexHn4yeckne xapakTepuUCTUKN 1U3genu n

N3penuve Macca OnuHa

[peHax rny6okoro BBofa Suprasorb® 45t 5T Ammna vspenmua; 900 + 10 v

CNP, ogHOpa3oBbIii CTEPU/bHBIN .g.gS'/'HaGF'ep(*)OpVIDOBaHHOVI HacTW VLens:
+ 6 MM

Y C/oBUsSt TPAHCMOPTUPOBKU U XPaHEHUS

YCcnoBuaA TPaHCMOPTUPOBKN U XpaHeHUa: npu Temnepatype oT + 15°C pgo + 25°C m
OTHOCUTENbHOWM BNaXXHOCTM 0T 55% A0 65%;

XpaHI/ITb n3genve B Cyxom, 3alliLIEHHOM OT MbUN MECTE.

Ycnosusa akcnayataumu
npun Temnepatype oT +15°C go +30°C 1 OTHOCUTE/IbHON BNaXHOCTM 0T 55% A0 65%;

Tpe60|3aH|/|ﬂ K OXpaHe Opr)l(aFOU.I,EVI cpeabl
OpeHax rny6okoro BBoga Suprasorb® CNP B coctaBe npy  XpaHeHUW.
TPaHCMopTUPOBaHUM N NPUMEHEHUM He NPUHOCUT BPeLa OKpYXXatoLLel cpee.

YnakoBKa

HavBnayanbHas ynakoska

[peHax rny6okoro sBoga Suprasorb® CNP 3 noctaBnseTcs CTepusibHbIM.

OfHa nHamMBuayasibHasn yrnakoBka JpeHaxka rnybokoro Beoga Suprasorb® CNP cogepXuT*;

1. Tpy6Ka CMIMKOHOBAs C PEHreHOKOHTPACTHOM NOJI0COM U C 6eN0i MaHXeToM - 1T,
2. CKOMb3ALWMIA 320KMM - 1 L.
3. KoHHekTOp —1 WT.

* Bce KOMMNIEKTYOLME yNnaKoBaHbl BMECTE 1 HE MOCTaBNAKTCA OTAENBHO.

BHYTpY nHanBMAYanbHOM yNakoBKW n3genve ApeHax rnyb6okoro Beoga Suprasorb® CNP
YNaKoBaHO B BbIABVKHOM CKNAAHOM ALLMK, KOTOPbIV ABNSETCS LONO/THUTE/IbHOM CTEePUIbHOM
BHYTPEHHEN YNaKOBKOW M CYXXWUT AN acenTUYECKOr0 U3bATUS U3AENKSI.

MoTpe6uTenbCKas ynakoBka

MoTpebuTenbcKas ynakoBka lpeHaxa rny6okoro Beoga Suprasorb® CNP 3 cogepxxumTt 10
LWITYK NHANBUAY&TbHBIX YNaKOBOK. B Kaxayto NoTpebuTe/IbCKYH0 YNakoBKY B/ioXeHa 1
WHCTPYKUUSA HO NMPUMEHEHUIO.
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WHCTPYKUMUS NO NPUMEHEHNIO Ha MeAMULUHCKOE n3aenue:
OpeHax rny6okoro BeBoga Suprasorb* CNP, ogHOpa30BbIii CTEPUSIbHbIN

TpaHcnopTHasa ynakoBKa

TpaHcnopTHas ynakoeka JpeHaxka rnybokoro seofa Suprasorb® CNP 3 cofepuT 60 LWTyK
WHAVMBUAYaSIbHbIX YNaKOBOK.

TpaHcnopTHas ynakoBKa - 3T0 roppoKapTOHHaA KOpPoOKa, 3aneyaTaHHast K/1eKon NIeHTOM.

YTunmnsaums
Monb3oBaTeNto peKoMeHAyeTcs cobt04aThb AeNCTBYOLWEe HaUMOHaIbHOE 3aKOHOAATE/TbCTBO,
HOPMbI U MPUHLUMNLI, perynupyoLive yTuamnsaumo MeguumHCKNX 0TX040B.

M3penna, KoTopble He 6OblIM MCMOMBb30BaHbl, C WUCTEKLUMM CPOKOM TrOAHOCTU WA npu
NOBPEXAEHMN YNAKOBKN HEO6X0ANMO YTUIN3NPOBAaTb Kak MeaANLMHCKME 0TX0Ab! Knacca A o
CaHllnH 2.1.3684-21

Mcnonb3oBaHHbIE U3LeNna YTUIN3MPYETCA B COOTBETCTBUM C MpaBwu/iaMy 0bpalleHus c
MeLMUUMHCKMMK oTxogamun kracca b no CaHllnH 2.1.3684-21.

CBefleHNs1 0 CTEPUNBHOCTU U MeToAbl CTepUIN3aL N

Kaxkgoe um3genve [peHax rny6okoro BBoga Suprasorb® CNP ynakoBaHO B OTAe/bHYHO
CTEPU/IbHYHO YMAKOBKY M CTEPU/IM30BAHO OKCUAOM 3TU/IEHA.

OpeHaxk rnybokoro BBoga Suprasorb® CNP npegHasHadeH A/1s  O4HOPA30BOro
MCMONb30BaHMA U He MOAJ/IEXNUT NOBTOPHON CTepUIM3aLmnun.

M3penve asnsetca CTEPWU/IbHbIM A0 TEX MOP, NOKa yrnakoBKa HE BCKPbITa N HE MOBPEXXAEHA.

CpoK rogHocTu
M3penve ToNbKO OAHOKPATHOIO NPUMEHEHUS.

[aTa, 10 KOTopoli He06X0AMMO UCMOMb30BaTh M3feNVe, YKasaHa Ha YNaKoBKe.

Mpwn co6M0AEHUN YCNOBUIA XpaHEHUS CPOK FOAHOCTM W3LeNnUs cocTaBnsieT 3 roga co AHst
NpPoV3BOACTBA.

TpeboBaHUA K TEXHUUYECKOMY 06CNYXXNBAHUIO N PEMOHTY

ApeHax rnybokoro BBoga Suprasorb® CNP  aBnseTcd 04HOPa30BbIM  U3AE/INEM, He
HY>XJAIOLLIMMCA B TEXHUYECKOM 0OCNY>XMBAHUN U PEMOHTE.

[MapaHTUN

NMPOVN3BOAUTENb TFapaHTUPYeT, 4TO u3fenne 6bl10 NPOV3BEAEHO B COOTBETCTBUM C €ro
TEXHNYECKMMIU  XapPaKTEPUCTUKaMIU H nydunMmn nNponsBoACTBEHHbIMA NPakKTNKamMu,
NPYMEHAEMbIMU CTaHAapTaMn 0TPac/I U HOPMAaTUBHBIMU TPeboBaHMAMMN.

M3genve npegHasHayveHo ToMbKO 41 OAHOKPATHOMO NPUMEHEHWUSA, KOMMaHUA «JIOMaHH 3H[
Paywep VIHTepHawHA TM6X aHA Ko. KIM» He 6epeT Ha ce6s1 HUKaKoli OTBETCTBEHHOCTU B
OTHOLLIEHNW U3[eNnsA, eC/IM OHO UCMO/b30Bas1och, 06pabaTbiBasioch WK CTEPUIN30BaSIOCH
NMOBTOPHO, U He JaeT HMKaKMX rapaHTUin B OTHOLLEHWM TaKUX MOBTOPHO MCMO/b30BaHHbIX,
06paboTaHHbIX WM CTEPUIN30BAHHbIX N3LENNA.

"apaHTMPOBaHHbIV CPOK XpaHeHUs - 3 rofa co AHSA NPOM3BOACTBA.
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WNHCTPYKLUMS NO NPYMEHEHUNIO Ha MeAULMHCKOoe n3genue:
OpeHax rnybokoro BBoga Suprasorb* CNP, o4HOpa30BbIli CTePU/IbHbIN

Peknamauus

Mo Bcem BoMpocam, KacaroLmmcsa aKCnyataumm, TEXHUYECKOro 06Cy)XXMBaHWSA, KayecTsa
n3aenus n ap., Ha Tepputopun Poccuiickoii degepaumn cnepyeT obpawiatecs K OO0
«Purpma «PuHKo», 123007 r. Mocksa, yn. 4-a MaructpasibHas, 4. 5, cTp. 5, aT/mom/Kom
4/1/9-16, Ten. 8 (495) 640-34-55, e-mail: info@finco-med.com

MepeyveHb HOPMATUBHbIX JOKYMEHTOB/ CTaHAAPTOB, KOTOPbIM

COOTBETCTBYET MeANLUUNHCKOE N34ESTNE

[aHHasa nHdopmauma ykasaHa B [punoxeHnn 1 K MHCTPYKUUKX No npuMeHeHuto. Ana
nonyyeHusa MpunoxerHna Ne 1 npocb6a 06paTUTLCA K Y NMOTHOMOYEHHOMY MpeiCcTaBUTeso
npoussoamTens Ha Tepputopumn PP - OO0 «Punpma «PUHKO». KOHTaKTbl yKa3aHbl Ha

AOonoJsiH NTENbHOWM 3TUKETKe YMNMaKOoBKW.
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WHCTPYKUMA NO MPUMEHEHUI0 Ha MeAULMHCKOe nsaenue:
OpeHax rny6okoro Beoga Suprasorb* CNP, ogHOpa30BblIii CTepubHbIN

[MpunoxeHne Ne 1 K NTHCTPYKUMKM MO0 NMPUMEHEHUIO
(NpepocTaBnseTcs TOMLKO MO LiesieHanpas/ieHHOMY 3anpocy Mosib30BaTesns)

OpeHax rnybokoro Beoga Suprasorb® CNP, o4HOpPa30BbIii CTEPUIbHbIN

npon3soacTBa KOMTanUnu

«Lohmann <&Rauscher International GmbH & Co. KG»
Westerwaldstr.4,56579, Rengsdorf, GERMANY, "epmaHus

MepeyeHb HOPMATUBHbLIX AOKYMEHTOB/ CTaHAAPTOB, KOTOPbIM
COOTBETCTBYET MeJULIMHCKOE U3enne

Bepcus 2024-06
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1ISO 13486:2016

EN 1SO 14971:2019

EN 62366:2015/

Kop. 1:2016+A 1:2020

ISO 14644-1:2015

1SO 20417:2021

ISO 15223-1:2021

ISO 10993-1:2018

ISO 10993-2:2006

ISO 10993-3:2014

1SO 10993-4:2017

ISO 10993-5:2009

ISO 10993-6:2016

1ISO 10993-7:2008

ISO 10993-10:2021

1ISO 10993-11:2017

1ISO 10993-12:2021

ISO 10993-17:2002

VIHCTPYKUUSI MO NPUMEHEHUI0 HA MeAULMHCKOe n3aenue:

OpeHax rnybokoro Beoga Suprasorb* CNP, oagHOpa30Bblii CTEPUSbHbIN

WM3genna meguunHckune. CUCTeMbl MeHeXKMeHTa KayecTBa.
CucteMHble TpeboBaHWA 4NN LeNei peryimpoBaHus.

N3genna meguunHekme. MpriMeHeHWe MeHepKMeHTa pycKa K
MEeANLNHCKUM N30eNnAM.

N3nenus MegmumHckme. MpPoCcKTUpUBaHne MeANLIMHCKNX M3aenuii

C YUYETOM 3KCNyaTaumoHHOW NPUroLHOCTH

UnCTbIe MOMELLEHMA U CBA3AHHbIE C HAMW KOHTPONMPYeMble
cpedbl. Yactb! .Knaccnpmkauysa unctoTbl Bo3gyxa no
KOHLEHTpauumn 4actuL,

N3penua meguumHckue - VIHopmaums, npefoctasnisemMas
N3roTOBUTENEM.

M3penua megnumHekue. CUMBOSIbI, MPUMEHSAEMbIE MPY
MapKVUPOBaHUN Ha MeANLMHCKNX U3LeNnNaX, STUKETKAX U B
CONpPOBOANTENBbHOW fOKYMeHTaumn. Yactb 1. OCHOBHbIle
TpeboBaHUSA

WM3pennsa megnumHekme. OueHKa 61o10rnyeckoro AenicTens
MeANUMHCKMX n3genuid. Yactb 1. OueHKa 1 UcnefoBaHus B
pamMKkax npotiecca ynpasfeHus puckamu

W3penunsa megmumHcekue. OueHKa 61010rM4eckoro encTems
MegULMHCKUX n3gennina. Yactb 2. TpeboBaHMsA K 06paLLeHnto ¢
YXVBOTHbIMMW.

M3pennsa megmumHckme. OueHKa 610n0rM4ecKoro AencTasns
MeANLIMHCKMX mn3genuii. Yactb 3. NccnegoBaHus

FEHOTOKCNYHOCTHN, KaHLUEPOreHHOCTN N TOKCMYECKOTO ,EI,QVICTBVIFI

Ha pPenpoayKTUBHYIO (DYHKLNIO

W3penusa megnumHckune. OueHKa 61M010rn4ecKoro AencTems
MeANLMHCKNX n3aenuia. YacTb 4. ccnenoBaHms n3aenui,
B3aUMO/AENCTBYIOLLMX C KPOBbIO

N3pennsa megmumHckme. OueHKa 61o010rMyeckoro encTens
MeANLNHCKMX n3aenuii. YacTb 5. ViccnenoBaHms Ha
UMTOTOKCUYHOCTL: MeToAbl in vitro

WM3penna megnumnHekme. OueHKa 61ono! nyeckoro aeiicTeuns
MEANLIMHCKMX n3aenunid. YacTb 6. lccnenoBaHmMs MeCTHOIO
AeliicTBMSA nocne MMNaaHTaumm

M3penunsa megmumHckue. OueHKa 61M010rMYecKoro AencTens
MeAVLMHCKNX n3genunii. YacTb 7. OCTaTouHOe cogepkaHume
3TUNEHOKCUAA MOC/ie CTeEpUn3aLnn.

M3penunsa megmumHckue. OueHKa 61MonorM4eckoro 4encTems
MeANLMHCKMX mn3genuii. Yacte 10. NccnegoBaHms
pasgpakatoLLero 1 CEHCUBUTN3NPYIOLLLETO LeCTBUS.
M3pennsa megmumHckue. OueHKa 61onorM4eckoro 4encTems
MeAULMHCKMX n3genuii. Yactb 11. MccnegoBaHms
06LLLETOKCNYECKOr0 AeNCTBUS.

M3penuns megnumHckme. OueHKa 61Mo10rnyeckoro aeicTemns
MeANLMHCKNX n3aenuii. Yactb 12. MpuroTtoBneHne npob n
KOHTPO/IbHbIe 06pasLbl.

W3penns megmumHcekue. OueHKa 61010rMyeckoro LeincTems
MeANLUMHCKNX n3aenuii. Yactb 17, YCcTaHOBMEHNE NOPOroBbIX
3HaYeHWI /19 BbIMbIBAEMbIX BELLECTB.
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VHCTpYKUMA MO NPUMEHEHUIO HA MeNLMHCKoe nsaenve;
OpeHax rnyb6okoro BeBoga Suprasorb® CNP, of4HOPa30BbIli CTepuU/bHbIN

1SO 10993-18:2020 M3penva meamumHcekme. OugHKa 61M010rMyYecKoro encTems
MeANLIMHCKUX n3pennii. Yactb 18. ccnegoBaHme XMMNUYECKNX
CBOICTB MaTepuasios.

1ISO 10993-23:2021 N3pennsa meanumHckme. OueHKa 61M0M0rmyeckoro AeicTBums
MEANLIMHCKUX n3aennii. Yactb 23. VcnbITaHNs Ha CNOCOOHOCTb
BbI3bIBaTb Pa3jpakeHue.

ISO 1 135:2014 Amd 1:2018 Crepunmsaums MegUUMHCKON NPOoayKUUKN. DTUNEHOKCUL.
TpeboBaHVsA K pa3paboTke, BaMgaumMy 1 TeKYLLLEMY YNpaB/ieH o
NPOLECCOM CTEPUIM3aLNN MEAULIMHCKNX U3LeNNIA

EN556-1:2001/AC:2006 Crepynusaums MegULMHCKNX U3genuii. TpeboBaHNSA K
MeANLMHCKNUM N3AeNNAM KaTeropum ‘‘ctepu/ibHble’. Yactb 1
TpeboBaHWS K MEQULNHCKUM U3LeNNAM, MOLMeXaLlMM
(OMHULLIHOW CTepunmnsaumnm

EN ISO 11607-1:2019 YnakoBKa 415 MeAULMHCKNX UTLLENIA, NoAneXalmx GUHULIHOM
ctepunusaummn. Yactb |. Tpe6oBaHMA K MaTepuasiaM, 6apbepHbIM
cucTemam AN CTepunusauumv 1 ynakoBoYHbIM CUCTEMAaM

EN ISO 11607-2:2019 YnakoBKa 47181 MeULMHCKUX WU3AenniA, nognexawmx QUHULLIHON
cTepunusaumn. Yactb 2. TpeboBaHNA K Ba/MaaL My NnpoLeccos
(hopMUPOBaHUSA, repmeTn3aLnmn 1 cbopKn

ASTM 04169:2022 CraHgapTHas npakTunka gnsa TeCTUpPoBaHNA NPON3BOANTENIbLHOCTU
TPaHCMOPTHbIX KOHTENHEPOB 1 CUCTEM.

MEDDEYV 2.7/1: 2016 Rev 4 KnunHnyeckas oueHka: PYKOBOACTBO /19 NPOU3BOANTENEN U
HOTUULMPOBAHHbLIX OPraHoB

MEDDEYV 2.12-1:2012 rev 2 C60op 1 aHa/In3 faHHbIX Mo 6e30MacTHOCTU U 3PGEKTUBHOCTH
MeLVNLMHCKNX U3AeNniA Ha MOCTNPOAAKHOM 3Tarle.

CtpaHuya 16|20



WHCTPYKLMA NO MPUMEHEHUIO HA MeANLMHCKOe nsaenve:
[OpeHax rnybokoro BBoga Suprasorb* CNP, ogHOpa30BbIii CTEPU/IbHbIN

MpunnoxeHne Ne 2 K VNTHCTPYKLUUN N0 NPUMEHEHUIO
(NpefocTaBnseTcA TOMLKO MO LefieHanpaBieHHOMY 3anpocy Mosb3oBaTesis)

ApeHax rnybokoro BeBoga Suprasorb® CNP, ogHOpa30BbIii CTEPUbHbI

nponssBoacTBa KOMNnaHUn

«Lohmann & Rauscher International GmbH & Co. KG»
Westerwaldstr.4, 56579, Rengsdorf, GERMANY, "'epmaHus

TpeboBaHMSA, NPeabsABASiIEMble K MApKUPOBKe M3aenus

Bepcua 2024-06
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VHCTpYKUMsA NO NMPYMEHEHNIO0 Ha MeAULUHCKOE n3aesnne;
OpeHax rnyb6okoro BBoga Suprasorb® CNP, o4HOpa30Bblii CTEPUSIbHbIN

MapkupoBKa

V3HayanbHast MapKupoBKa U3Lennin Nnpor3BoanTeNieM COOTBETCTBYET TpeboBaHUAM 1SO
20417:2021 v I1SO 15223-1:2021.

[nsa obpalleHnsa nsgenuii Ha TeppuTopumn Poccuiickoi ®efepaumy noTpebuTenbcKas
ynakoBKa MMEET JOMNO/THUTENBbHYIO 3TUKETKY.

1 luanemnayanbHaa ynakoBka

1] TpeboBaHusi K MakeTy MapKUPOBKW UHAMBWUAYANbHOW YNaKOBKU
MakeT MapK1pPOBKN UHANBUAYA/TbHOV YNAaKOBKM MeAULIMHCKOIO U34€e/Ns COrNacHo
[elCTBYIOLLEMY 3aKOHOATE/IbCTBY, MPUMEHUMbIM FOCYAAaPCTBEHHBIM U MeXAYHapOAHbIM
cTaHZapTaMm, COAEPXUT:
- i3roTtoBuTeNb - HaviMeHoBaHWe, agpeca 1 Be6-caliT C COOTBETCBYHOLLIMM CUMBOJIOM
- HanmeHoBaHWe MeAMLMHCKOrO U34e/INs Ha MHOCTPaHHOM $i3biKe (aHTIUIACKUIA, U ApYTue)
- Jlorotun msrotoBuTens
- Hagnuck «Do not use if package if damaged», 4To 03HavaeT «He 1UcnosbL30BaTh NpU
NOBPEXAEHNN YNAKOBKM», C COOTBETCBYHOLLMM CMMBOJIOM
- YKasaHvie /IMHbI U3aenus
- YKasaHue KOM4ecTBa 13fenuii B ynakoBke
- Hagnucek «Made in Czech Republic», 4To 03Ha4vaeT «/13rotoBneHo B YeLlcko
Pecnybnuke»
- Hanncb «CNP Controlled Negative Pressure», 4to o3HadaeT «CNP KOHTponupyemoe
oTpuLaTeNIbHOE AaB/eHM e
- YKaszaHue TOproBoi Mapku Suprasorb®
- CvMBO/bI: 3anpeT Ha MOBTOPHOE NPUMEHEHWe, YNaKoBKa MU3Aenns npefHasHaveHa a1s
cbopa nnm BTOpUYHON nepepaboTku, CTepunmsauma oKCMAoM aTuneHa. He ctepunmnsoBatb
NOBTOPHO, Cuc3eMa € 0gMHapPHbIM CTEPU/IbHBIM 6apbePOM 1 C 3aLLMTHON YNaKOBKOW
BHYTpW*. O6paTnTeCh K UHCTPYKLMM MO NPUMEHEHMIO UM K MHCTPYKLUMUKX MO NPUMEHEHWIO B
3N1EKTPOHHOM Buae. OCTOPOXXHO*, He fonycKaTb BO3AeNCTBUA COTHEYHOrO CBeTa, He
JonycKaTb BO3AeNCTBMA Bnarn. EBponeickunin ceptndmkaT ¢ HOMEPOM CepTUDMLMPYIOLLErO
opraHa, IHanKaTop CTOPOHbI, B KOTOPYIO HaA0 OTKPbIBATb CTEPU/IbHYIO YNaKOBKY™
- JaTa n3rotoBrieHns B oopmarte rrrr-mm-ag (rae rerr- rog, MM-Mecsil, A4-AeHb) ©
COOTEBTCBYHOLLMM CUMBOJIOM
- Vicnonb3oBatb Ao B hopmate rrrr-MM-44 (rge rerr- rog, MM-mecsid, AA-4eHb) ¢
COOTBETCBYHOLLMM CUMBOJIOM
- Kog mapTum ¢ cOOTBETCBYIOLLMM CUMBOJIOM
- Homep no koTasiory ¢ COOTBETCBYHOLLMM CUMBOJIOM
- CuMBO/, YKasblBaloLWMiA YTO 3TO MeguumHCKoe nsgenve*
- YHUKa/IbHbI MAEHTU(NKATOP U3AENNA C COOTBETCBYHOLLMM CUMBOIOM™
- LTpnxkog*
- AByXMepHbIii MaTpu4HbIi Kog DataMatrix*
*[laHHast MH(OPMAaLMA MOXET MPUCYTCTBOBAaTb He Ha BCeX MakeTax MapK/MpOBKU
NHANBUAY/TbHBIX YNaKOBOK MeAULMHCKUX U3AENNIA.

2 MNoTpebuTensckas ynakoska
2.1 TpeboBaHUS K MaKeTy MapKMpPOBKM MOTPe6UTENbCKOM YNaKOBKM
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WHCTPYKUMS N0 NPYMEHEHUIO Ha MeAULMHCKOe nsnenve:
LOpeHax rny6okoro BBoga Suprasorb® CNP, ogHOpa30BbIii CTEPUSIbHbIV

MakeT MapKUPOBKN MOTPeOUTENBCKON YNaKoBKM MeAULMHCKOIO U3AeNNSA COracHo
[EeNCTBYIOLLLEMY 3aKOHOAATEIbCTBY, MPUMEHMMbIM FOCYLAaPCTBEHHBLIM U MEXAYHAPOLHbIM
cTaHfapTam, COLEPXKNT:

- N3rotoBuTeNb - HaMMeHOBaHWe, afpeca 1 Beb-calT ¢ COOTBETCBYHOLLMM CMMBO/IOM

- HavmeHoBaHve MeALIMHCKOrO N34eNNA Ha UHOCTPaHHOM Si3blKe (aHTINACKWIA, 1 ApYyrie)
- Jlorotun mnsrotoButens

- N306padkeHre MegULNHCKOrO U3aenns

- YKasaHve 4/IvHbl U3aenvsa

- YKazaHue Ko/nM4yecTBa 13fennii B ynakoBke

- Hagnucb «Made in Czech Republic», 4To 03HauvaeT «M3rotoBneHo B Yellckoi
Pecny6nvke»

- Hanuce «CNP Controlled Negative Pressure», 4yTo 03HauyaeT «CNP KoHTponMpyemoe
oTpuLaTe/ibHOe AaB/ieHne»

- YKasaHuve TOproBoi Mapku Suprasorb®

- CumBoOnNbI: 3anpeT Ha NOBTOPHOE NMPUMeHeHMe, YNakoBKa N3genna rnpegHasHayeHa anis
cbopa v BTOPUYHOM NepepaboTku, CTepunmsaumsa OKCULOM 3TueHa, He cTepuinsoBaTb
NOBTOPHO*, O6paTUTECh K MHCTPYKLUUN MO NPUMEHEHUIO UIW K UHCTPYKLMKX MO
NPVIMEHEHWNIO B 3/1EKTPOHHOM Buae, OCTOPOXKHO™. He fonycKaTb BO3AEACTBUSA CO/THEYHOIO
cBeTa, He fgonyckaTb BO3fencTBMA Bnarn, EBponenickuin ceptugmkart ¢ HOMepom
CepTUROULNPYIOLLErO OpraHa

- [aTa n3rotoBneHus B hopmMare rrrr-mMmm-ag (rge rerr- rog, MM-Mecay, AA-AeHb) C
COOTEBTCBYIOLLUMM CUMBOJ/IOM

- «Mcnonb3oBaThb A0» Bopmate rrrr-mMm-a4 (rge rerr- rog, Mm-mecsd, Aa-AcHb) €
COOTBETCBYHOLLMM CYMBOJIOM

- Kof, napTun ¢ COOTBETCBYHOLLMM CUMBOIOM

- Homep no koTanory ¢ COOTBETCBYHOLLMM CUMBOJIOM

- CMMBO/, yKasbIBaloLLMiA YTO 3T0O MeguumMHCKoe nsgenne*

- QR- KO[ CO CCbI/IKOM Ha COOTBETCTBYHOLLYHO BEO-CTPaHULY KoMnaHun L&R*

- LUTpnxkog

- AByXMepHbI MaTpuuHbIin Kof DataMatrix*

*[aHHaa NHopMaLMS MOXKET MPUCYTCTBOBaTb He Ha BCeX MakeTaxX MapKMUpPOBKU
NOTPEOUTENBLCKMX YNaKOBOK MeAULMHCKNX U3AENNIA.

3 TpaHcnopTHada yrnakoBkKa

3.1 TpeboBaHMA K MaKeTy MapKUPOBKWN 3TUKETKN TPaHCMOPTHOM YNakoBKU
MakeT MapKUPOBKM 3TUKETKM TPAHCMOPTHOM YNaKOBKM MeAULMHCKOIO U3L4eNNs COrnacHo
[EeNCTBYIOLLEMY 3aKOHOAATENIbCTBY, MPUMEHUMbIM FOCYAaPCTBEHHBIM Y MeXAYHapOAHbIM
CTaHapTam, COLEPXKAT:
- 3rotoBuTeNb - HavMeHOBaHMWe, agpeca U Be6-caliT ¢ COOTBETCBYHOLLMM CUMBOJIOM
- HavmeHoBaHWe MegnUMHCKOIO U3AeNNs Ha MHOCTPaHHOM S3bIKe (aHTINACKUIA, U JpyTue)
- Mlorotnn n3rotoBuTens
- N306pakeHne MegnLNHCKOIOo U3aenns
- YKazaHue L/IMHbl U3aenvs
- YKasaHue KOIMYeCTBa U3Ae/NI B yNaKoBKe
- Hagnucb «Made in Czech Republic», 4To 03HauaeT «13rotoBneHo B YeLlckoi
Pecnybnunke»
- Flamicb «CNP», uT0 03Ha4aeT «CNP KOHTpo/Mpyemoe oTpuLaTesibHoe aB/eHne»
- YKaszaHue TOprosoi mapku Suprasorb®
- CumBonbl: CTepunmsaums oKenaom atuneHa. OCTOpoXHO, He gonyckaTtb BO3LelicTBUA
CO/THEYHOr 0 CBeTa, He gonyckatb BO3AeNCTBUS Brarn. EBponeiickunii cepTudmKaTt ¢ HOMEPOM
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WHCTPYKUMA MO NPUMEHEHNIO Ha MeULUHCKOe u3aenune:
OpeHax rny6okoro BBoaa Suprasorb* CNP, ogHOpa30Bblli CTepU/bHBbIi

cepTuduumpytoLLero opraHa, MNetna Mebuyca ¢ ykaszaHveM martepuana, 13 Koporo
N3roToB/IEH YNAKOBOYHbI MaTepuan

- [aTta nsrotosneHns B gopmarte rrrr-mMm-ag (rge rerr- rof, Mm-mecsd, A4-AeHb) ¢
COOTEBTCBYHOLLUM CUMBOJIOM

»«Mcnonb3oBaTb A40» B hopmate rrrr-mMm-4g (rae rerr- rog, MM-Mecsid, A4-AeHb) C
COOTBETCBYHOLLMM CMMBOJIOM

- Ko napTum ¢ COOTBETCBYHOLLIMM CUMBOJIOM

- Homep no KoTasiory ¢ COOTBETCBYHOLLIMM CYMBOIOM

- CmBO/, YKasbIBalOLWMIA UTO 3T0 MeanUMHCKOe n3genue

- WTpuxkon

4. [onosiHn renbHas aTUKeTKa NOTPebUTeNbCKOM YNakoBKW A5 06palleHns n3aenui
Ha TeppuTopun Poccuitickon Pefepauum

4.1 TpeboBaHMe K [0M0.1HUTENbUOW STUKETKE
MakeT MapKMpOBKW LOMOSTHUTE/IbHOM 3TUKETKM NOTPEOUTENbCKON YNaKOBKN MeAULIMHCKOIO
N30eNNS COrNacHO [enCTBYIOLEMY 3aKOHOAATe/IbCTBY, MPUMEHUMbIM FOCYAAapPCTBEHHbIM U
MeXyHapoAHbIM CTaHAapTaMm, COAEPXKUT:
- HavmeHoBaHVe MeAMLMHCKOro WM3LeNMa B COOTBETCTBUM C HaMMeHOBaHWEM, YKa3aHOM B
perncTpauoHHOM Y0CTOBEPEHUN
- N3rotoBuTeENb - HaMEHOBaHWe, afpec, Be6-CaiT ¢ COOTBCCTBYHOLLUM CUMBOJIOM
- YNO/IHOMOYEHHbI NpeacTaBuUTeNlb NPOU3BOAUTENA Ha TeppuTopun P agpec, TenedoH,
(hakc, 3N1IeKTPOHHAsA noyra
- Homep v gata PernctpaunoHHOro Y LocToBepeHuns
- YC/oBUA TPAHCMOPTUPOBKN U XpaHeHUst
- Ycnosua akcnyaraumm
- YTunmsaums
- Hagnucu: «W3genne He TOKCMYHO!», «VH(opmauMio Ha AaHHOM CTUKepe CuYuUTaTb

MPUOPUTETHOW!», «\IjHa 1 KOJMHECTBO M3e/MiA yKa3aHb! Ha yNakoBke, (cm = cM. Stk/pcs =
wir.), «Mpon3BeseHo B YelLickold Pecrybnvke»
- CcbInika Ha pecypc 4191 CKaUMBaHUSA MHCTPYKLUUK MO [IpPHMEHEHNIO

[lononHnTeNbHAst STUKETKA PACcro/ioraeTcs Ha NOTPebUTENIbCKON YNaKoBKe. DTUKETKA He
[0/MKHA NePeKpbIBaTh MH(OPMaLMIO, HEOGX0AMMYHO NS 6e30MacHOro NPUMEHEHNS
N3aenus.
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BohrundAdler

Not.ire ifi Neiivvied

UVZ-Nr. 1737 fur 2024 B

| hereby certify that the above is the true signature, subscribed in my presence, of

Mr. Taras Zarichnyi, date of birth 06.09.1981,

resident in Irlicher Stra8e 55.56567 Neuwied, Germany,

who is personally known to me.

Neuwied, the 24*” July 2024

2404098 entwurf-gh



[MepeBof C aHrANIACKOTO U HEMELKOTO S13bIKOB Ha PYCCKNIA A3bIK]

[NoroTun komnanun « TOMAHH 3H/ PA YLLEP»]

[TekcT fOKYMeHTa Ha aHTNMIACKOM WPYCCKOM f3blKax WAEHTUYEH]

VIHCTPYKUMSI N0 NPUMEHEHNIO MeAULIMHCKOIO U3aenns

[peHax rny6okoro Beoga Suprasorb® CNP, o4HOpa30Bbili CTEPU/IbHbIN

nponm3BoacTea KOMMaHnn

«JTomaHbl 31 g Paywep MHTepH3WHA TM6X aHg Ko. KIM»
(Lohmann & Rauscher International GmbH & Co. KG)

BecTepBanbawiTpacce, 4, 56579 PeHrcaopd, MepmaHus
(Westerwaldstrasse 4, 56579, Rengsdorf, Germany)

Bepcna 2024-06

MpoBepeHo 1 006peHO

dyHKUMA 3amecTuTeNlb PYKOBOAUTENSA 0TAeNa MEXAYHAPOAHOTO PerynpoBaHus
OTpen Mo Bonpocam KayecTBa 1 peryivpoBaHums

Nms Tapac 3apuuHbIii (Taras Zarichnyi)

JaTa/nognuck 23.07.2024 r. /noanuce!

[TekcT gOKyMeHTa Ha pyccKoMm s3bike]



BopuApnep» (BohrundAdler)
HoTapunanbHas KoHTopa B r. HoliBug]

Homep B peecTpe perncrpaummn HoTapnanbHbiX geiicTBuii 1737 3a 2024 B

HacTosALmM 3aBepsito NOA/IMHHOCTb BbILLECTOSILLLE NOAMMCK, NOCTAB/IEHHOW B MOEM
NPUCYTCTBUMN HMXKEYKA3aHHbIM NINLIOM:

IM-H Tapac 3apuuHbiin (Taras Zarichnyi), gata poxaeHus: 06.09.1981 r.,
3aperncTpupoBaHHbIi no agpecy: Npnuxep LW Tpacce, 55, 56567, HoliBna, MepmaHns
(Irlicher StraBe 55, 56567 Neuwied, Germany),
Ybs IMYHOCTb OblNa MHOWM yCTaHOB/EHA.
r. HoiiBng, 24 nionsa 2024 .

Inodnuchl

[-P Bop
HoTapuyc

I!@E—(ompmyc B r. HoliBug * A-p Mapk Bop (Mare Bohr)]

2404098 entwurf - gh
[TucHéHas neuaTb Ha o6opoTe: HoTapuyc B . HoBng * 1-p Mapk bop]



MepeBof 4aHHOIO TeKCTa BbIMOMHEH MePeBoAYMKOM MantoLwoBoii AHHOV AHApPeeBHOA

noancChb

Poccuitickas degepauus
"opoa MockBa
[eBATOro aBrycra e TbicAuu gBajuatb YyeTBroTOo!’

A, Bepcmuii KOnus WropeBHa, HoTapuyc ropoga Mockebl, CE™eTeab€TBMONN0g/MKHOCTE nognuc/®
nepeBoAYMKa MantoLoBoil AHHbI AHLPEEBHbI.

Mognuck chenaHa B MOEM MPUCYTCTBUM. _ -T

JInuHocTb nognucasLLero 4OKYMEHT YCTaHOB/EHa. Si W "
3apervcTpupoBaHo B peecTpe: Ne 77/2194-H/77-2024-/0-/70 A

Ynna4eHo 3a COoBepLLEHME HOTapuanbHoro aercTans: 400 py6. 00 K

NoAMCh ep6boBas nevatsb lep6oBas nevatb
HoTapuyca r, MoCKBbI HoTapuyca r. MockBbl
Bepemunin HO.U, Bepcmuid FO.W.
O.N. Bepemuin

Bcero npoLuHypoBaHo, NMpoH"  0BaHO
1 CKPENIeHOo neyatbio 23 i< -0B).

HoTapuyc: noanmcob
Poccuiickas degepayums

"opog MockBa
[eBATOro aBrycra ABe TbiCAYM ABafLaTb YeTBEPTOro roja



