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VIHCTPYKLMA MO NPUMEHEHNIO Ha MEAULIVHCKOE U3aenme:
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VHCTPYKLMS MO NPYMEHEHUIO Ha MeAULWHCKOE n3genue:
EmkocTb ans c6opa 3kccygara Suprasorb* ogHopasoBasi CTEPU/IbHAS, B BAPMAHTAX MUCMOTHEHNS

HanmeHoBaHue nigenuvsa

EmKocTb A5 c6opa akccyaTa Suprasorb® CNP, ogHopa3oBas CTepunbHas, B BapuaHTax
NCMOSTHEHNSA.

1 BapuaHTbl UCNOJIHEHUA:

1 EmKocTb A1 c6opa aKkccyaaTta Suprasorb® CNP, ogHopa3oBas cTepunbHas, 250 M - 4
WT./ynak., B COCTaBe:

1.1. EMKOCTb /19 c60pa aKccyaTa ¢ COeAMHUTENbHOI Tpy6Koi, 250 M.

1.2. CKONb3ALWNIA 3aKNUM.

2. EmKocTb Ans c6opa akccygata Suprasorb® CNP, ogHopasoBas cTepubHas, 1000 ma - 4
WT./ynak., B cocTase:

2.1. EMKoCTb ans c6opa aKccyaarta ¢ coejuHUTeNbHOM Tpy6Koii, 1000 M.

2.2. CKONb3sWMNIA 3aKNM.

I VIHCTpyKLMSA N0 NPUMEHEHUIO

KOMNAeKTHOCTb NoCTaBKu MeanUNHCKOro nsgenna

EmKocTb ans c6opa akccyaata Suprasorb® CNP 250 mn/ 1000 MA nocTaBisieTcs noTpebuTento B
HOrpebuUTEeNbCKNX YNaKOBKax.

OpHa noTpebuTenbcKad ynakoBKa COLEPXUT 4 WTYKN UHAUBUAYANbHbLIX YNaKOBOK U WMIHCTpPYyKUUMIO
Mo NpUMeHeHunto ~ 1.

OfHa HAUBMAYaNbHas ynakoska EMkocTy ans c6opa skccyaarta Suprasorb® CNP 250 ma/ 1000 mn
COLEpPXUT:

1. EMKoCTb ans c6opa aKccyata ¢ COeAMHUTENbHOI Tpy6Koi 250 mn/ 1000 Mn

2. CKONb3AWMNIA 3KNM

HanmeHoBaHWEe MeANLMHCKOTO N3genns Kon-so usgenuii B8 Kon-so usgenuii s
NoTPebUTENbCKOW TPAHCNOPTHOW yMNaKoBKe

ynakoBKe
EmMKOCTb Ans c6opa akccyaata Suprasorb® 4 wr. 24 wr.
CNP, ogHopa3oBasa cTepusbHas, 250 mn,
EmKocTb Ans c6opa akccygata Suprasorb® 4 wr. 24 wr.
CNP, ogHopa3soBad ctepusbHada, 1000mn

Tabnuua 1

Mponssoagntens

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

Appec 3aneKTpoHHON nouTkl: info@at.LRmed.com

YNoNHOMOUYEHHbI NpeAcTaBuTeNb Npon3BoauTens B Poccum

CM. gOMONHUTENBbHYIO 3TUKETKY Ha NOTPeObuTeNbCKUe YNAaKOBKU ANs 06palleHns U3aenuns Ha
TeppuTopun Poccuiickoii depepayuu

MapkupoBka

CVMBO/bI, UCMOMb3yeMble Ha MAapKUPOBKE UHAUBUAYaNbHON, MOTPEGUTENIbCKON M TPAHCMOPTHOM
yNakoBKax MeAuLMHCKOro U3genus
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VHCTPYKLMS NO NPUMEHEHUIO HA MeAULMHCKOe n3aenue;
EmKocTb ans c6opa 3kccygara Suprasorb*, ofHOpa3oBas CTEPU/IbHAs, B BapuaHTax UCMOSHEeHMs
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COJIHEYHOrO CBeTa
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WNHAVMKaTOp CTOPOHBLI, B
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[0nonHUTeNbHAs MH(OPMaLUS, KOTOPYI MOXHO BCTPETUTb Ha MapKUPOBKeE

- DataMatrix / MaTpu4HbIii ABYMEPHbI KOA
- LWTpuxkog

- QR- Kop cO CCbINKOI Ha COOTBETCTBYHOLW YO Be6-CTpaHuyy KomnaHnn L&R
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VIHCTPYKUMS MO NPUMEHEHMNIO HA MeAULMHCKOE U3aenue:
EmkocTb ans c6opa skccyaara Suprasorb®, ogHopasosas CTepusibHas, a BapuaHTax UCMONHEHNS

MeTns Mebuyca ¢ yKasaHWeM MaTepuana, U3 KOTOPOro M3roTOB/IEH YNaKOBOYHbIiA

maTtepuan
Tabnmua 2

Bonee nofpobHas UHGpopmaLmnsa o TpeboBaHUAX K MapKMPOBKE MeAMLUHCKOIO U34eNnuns yKa3aHa B
MpunoxeHnn Ne 2 K MHCTPYKLMWU N0 NpUMeHeHM0. Ona nonyyeHus MpunoxxeHuns Ne 2 npocbba
06paTUTLCA K YMONHOMOYEHHOMY NpeacTaBUTENtO MPOM3BOAMTENS Ha Tepputopun P® - 000
«dupma « PUHKO». KOHTaKTbl YKa3aHbl Ha A4OMOJHUTENLHON 3TUKETKE, PACMNOSIOXEHHON Ha
noTpebuTeNbCKOM YMNaKoBKe.

OnucaHue nsgenus

EMKoCTb Ana c6opa skccygata Suprasorb® CNP* 250 m1/1000 M1 COCTOMT U3 MATKOTO
HehOpMOYCTONYMBOro NakeTa ¢ MPOYHO 3aMKCMPOBAHHOM NNACTUHOM, a TaKXe MPOYHO
3aiMKCMPOBAHHOM TPY6GKM M CKONb3SILLLETO 3aXKMMa Ans Tpy6Ky,

B nnacTuHy éMKOCTM BC3POEHbI ABa ()MNbTPaA, KOTOPbIE CAYXAT ANA NOrNOWEeHNUs 3anaxos u
npeaoTBpaLLEHMS NonajaHna XUAKOCTK B TepaneBTUYecKniA annapat Suprasorb® CNP P3. BHyTpu
EMKOCTM HaxoguTcsa reneobpasyrownii nakeT, HanonHeHHbI cynepabcopbeHTom. OH nNpegHasHauveH
[N9 c17 wecHma 3Keceyarta, cobpaHHOro B EMKOCTH.

[ns NCnonb30BaHUS EMKOCTb Ans c6opa akccypaTa Suprasorb® CNP 250 mn/ 1000 mn cnepsa
NoMeLLatoT B KOHTEHEP XECTKMIA MHOropasosblin ** Suprasorb® CNP 250 mn/ 1000 ma, nonyyas
TeM CaMbIM CMCTEMY KOHTENHEpPOB, KOTOPYHO 3aTeM MOACOEAMHAIOT K annapaty Suprasorb® CNP
P3.

Uepe3 BCTPOEHHYIO TPYOKY CO CKOMb3ALWMUM 32XXKUMOM EMKOCTb A1 cHopa 3Kccya3a MOXHO
COeANHUTL C NOPTOM ApeHaXKHbIM Suprasorb® CNP, gpeHaxem rnybokoro Beoga Suprasorb® CNP
(KaXXabl ns HAX OCHALWEM KOHHEKTOPOM) MM C KOHHEKTOpPOM Y -06pasHbiM Suprasorb® CNP.

*CNP = controlled negative pressure = ynpaBnsemoe paspexeHue (KOHTPONUPYyeMOoe OTpuLaTenbHoe
NaBneHune).

** KOHTeWHep XECTKUA MHOropas3oBblit Suprasorb® CNP 250 ma/ 1000 m nocTaBnsieTcs B COCTaBe
annapara Suprasorb® CNP P3

CocrTasB:

e Msrkuii HehopMOYCTONUMBLIN NaKeT: CONOAUMEpP 3TUNEHBUHUNALeTaTa

* [MnacTuHa EMKOCTU C KPbILWKOW: MONNITUNEH

o  ®unbTpbl: 6/M10K-cOMNOAMMEP CTUPONa, MembpaHa W3 akpuaconosvMMepa Ha HETKaHHOM
HenfIoOHOBOM HOCMKTENE, aKTUBMPOBAHHbBIN Yrob

» [eneobpasyowWwmini NnakeT: NAEHKA U3 NOIMBUHMNACETATA, NOMAKpUNAT HaTpUA

*  YNNOTHUTeNbHas BTYNKA: XXECTKUA CUNNKOHOBBIA KayuyK

o CoeguHutenbHaa Tpybka: nonnsnHunxnopug (MBX)

o CKOMb3AWMIA 32KUM 4N5 TPYO6KM: NOAMNPONUIeH

Ha3HauyeHune

EmkocTb ans c6opa akccyaaTta Suprasorb® CNP npegHasHaueHa Ans c6opa aKccyfata BO Bpemst
npoBefeHns  Npouefypbl  fleyeHUs  paH  ynpasBiseMblM  pa3pexeHnem  (KOHTPONMPYeMbIM
oTpuuaTenbHbIM faBneHnemM) ¢ noMmoubio cnctembl CNP.

CTpaHuuya 5|16



VIHCTPYKUMSA MO NPYMEHEHUIO HA MeAULMHCKOe u3aenue:
EmKocTb A c6opa aKceyaata Suprasorb*, ofHopasoBas cTepusibHasl, B BapuaHTax UCMONHEHNS

[MoKa3aHUA K NPUMEHEHUIO

EmKocTb A1 c6opa aKccygaTa Suprasorb® CNP, ogHopasoBas CTepu/ibHas WCMOMb3yeTcs B
paMkax MpoBeAeHUs Npouesypbl fle4eHUs paH YMpaBfiseMbiM paspexeHuem (KOHTPOUPYEMbIM
oTpuuUaTeNbHbIM  AaBfieHNeM) C nomMouwbio cucteMbl CNP  Ha HEMH(UUMPOBaHHbLIX, a TakxXe
KOHTaMUHUPOBAHHbIX. KONOHU3UPOBAaHHbLIX, KPUTUYECKU KONOHU3UPOBAHHbLIX WU UHPULUPOBAHHbIX
paHax, eciim OHW cnabo, YyMEPEHHO WM CUbHO 3KCCYLUPYIOT, NOBEPXHOCTHbI MW TNY6OKW.

B03MOXHble 0611aCTU NPUMEHEHUS

B uenom Heo6xoaumo co6nt0faTh 061aCTb MPUMEHEHUS] CUCTEMbI fleUeHWUs paH YmnpaBAsieMbiM
paspexxeHnem (KOHTPONMPYEMbIM OTpULATE/IbHBIM AAaBNEHUEM):

Tpohnyeckune A3Bbl (BEHO3HbIE, apTepuanbHble, CMeLLaHHbIE)

NPONEXHM

NopaXKeHUs AnabeTnyeckoii cTonsbl

nocrnpasmMaTuyeckKne 1 nocneonepaLnoHHble paHbl

nepBoHaYa/ibHO UH(ULUPOBaHHbLIE PaHbl MOCAe XUPYPruyeckoin o6paboTku
NOBPEXAEHNSA MATKUX TKaHeli (pBaHble YLWmn6bl, OTPbIB KOXHbIX MOKPOBOB)
TpaBMbl C 0OHaXeHWEeM KOCTU UK 6pagnuTponYecKon TKaHu

paHbl BCneAcTBUe (hacLMOTOMUM NPU KOMNAPTMEHT-CUHAPOME

COCTOSHMA MOC/Me TpaHCMNaHTaLun KOXMW (Hanpumep, ceTyaTblii TpaHCNaaHTaT, NokKa OH He
3aKMBET 61aronony4vyHo Ha 5-6 geHb)

NH(EKUMM paHbl TPYANHBbI MOCNe XUPYPruYeckoin 06paboTKmM paHbl
OTKpbITble abf0MUHaNbHbIE OMepaLun, BKOYas nedyeHne cBuLLei

NeYeHne 0XX0ros 1u 2 cteneHu

MpoTnBONOKasaHUA

B uenom Heo6xoAMMO co6M0OAATH MPOTUBOMOKA3aHUS CUCTEMbI fIEYEHUS pPaH  YMpaB/iseMbIM
paspexkeHnemM (KOHTPOIMPYEMbIM OTPULATENbHLIM AaB/EHUEM):

OTKpbITble COCY[bl, KOTOpble MOryT 6biTb MOBPEXAEHbl MNPUMEHEHWEM YNPaBASEMOro
paspexeHuns (OTpULATENbHOTO faB/ieHMs). 3TO TaKXKe OTHOCUTCA K COCYANCTbIM aHacCTOMO3aM.

e HapyleHus cBepTbIBaEMOCTU KPOBM (PUCK KPOBOTEUEHUS).

o Tlpu OCTpbIX HE3HAUUTENIbHbIX U  OOMbLIMXKPOBOTEUEHMAX B 0651acTM  paHbl Mnocne
TpaBMbl/XUpypruyeckoii 06paboTKu.

- Hekpos TKaHeil.

e HewnccnepgoBaHHbIE CBULLN.

- HeneyeHblii ocTeoMMnenuT.
3N0KayecTBeHHbIe paHbl.

* OTKpbITble OpraHbl 6e3 Hagnexallei 3awmnTbl OpPraHos.

e COCTOSIHME CYXO0il paHbl.

e Oxorun 3-ii cTeneHw.

- Wcnonb3oBaHve Ha rpyavHe (3aMCKNOYEHUEM UHAEKUMW  paHbl  TPYLUHBI nocne
XNPYPrnyeckoin 06paboTKn paHbl).

- W3penune Henb3s MCNONb30BaTb, C/IN U3BECTHA HEMEPEHOCUMOCTb UMW anfieprus Ha oguH unu
HECKO/IbKO KOMMOHEHTOB WU/WAWN NHTPEANEHTOB.
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VHCTPYKUMS MO NPUMEHEHMNIO HAa MEAULUHCKOe u3aenue:
EmkocTb ansa c6opa akccyaarta Suprasorb®, ogHopasoBas cTepu/ibHas, B BapuaHTax UCMONHEHNS

Mo6oy4HbIe AEeNCTBUA
B oueHb pegkunx cny4dasax npun ncnosib3oBaHNMM MOryT BO3HUKHYTb pa3fpaXKeHnda KOXW, annepruAi
n/vnn 60nb

B3anmopgelicteume

« EmKocTb ans cbopa akccyaata Suprasorb® CNP npeaHasHaueHa Ans WUCMOb30BaHUA C
TepaneBTMYECKMM annapatoM Suprasorb® CNP P3, cOOTBETCTBYHOLWMUMU NPUHALNEXHOCTAMU W
AONONTHUTENbHLIMWU KOMMNOHEHTaMu cuctemol CNP.

e [la cerogHAWHWA [eHb He BbISBIEHO HWKAKUX He6naronpuaTHbIA B3aUMOAENCTBUIA Mpu
ncnonbL30BaHUN EMKOCTU Ansa cbopa akcecygata Suprasorb® CNP ¢ gpyrumu usgenusmu.

Tp86OBaHI/IFI K noTeHunasibHOMY nosib3oBaTesito

WN3penne [OMKHO MCNONb30BATbCA TO/MIbKO B MEAULMUHCKUX OpraHu3aumax KBananguumpoBaHHbIMK
MEANUMHCKAMU  paboTHMKamu, MpoLeAWwnMn o6yyeHne Mo Tepanuu paH  ynpasNiseMbiM
paspexxeHrem (KOHTPONMpPYEeMbIM OTPULATENbHbLIM [aBNEHNEM).

Llenesas rpynna nauueHToB

Mpon3BoOAMTENb HE YCTaHABNMBAET BO3PACTHbIE OTPAHUYEHUS 415 NALMEHTOB, KOTOPbIM MOXET
6bITb MOKa3aHa Tepanuns feYeHns paH ynpaBnsemMbiM paspeXxeHnemM (KOHTPOMPYEMbIM
OTpULATENbHBIM AaBfeHneM). Heo6X0ANMOCTb NPOBEAEHUS Tepanumn fieYeHns paH ynpaBisemMbiM
paspexxeHnem (KOHTPONMPYEMbIM OTpULATENbHbIM AaBNeHWEM) ONpPeAenseTcs Neyallum Bpayvom.

Ycnosusa nPUMeEHeHUA

W3nenne EmMKocTb 415 c6opa akccyaaTa Suprasorb® CNP, ofHopa3oBas cTepu/bHas npegHasHayeHo
AN UICMONb30BAHMA MeAMLVHCKUM NMepPCcoHanom B 1e4e6HO-NpohuNakTUYECKUX YUPEXAEHNSX.

Bo Bpems NpoBeAeHUs MpoLeaypbl NeYeHns paH ynpaBasieMblM paspexkeHnem (KOHTPOAUpyeMbIM
OTpULATENbHbIM AaBNeHVEM) C MOMOLLbI0 cncTeMbl CNP KBaM(hMUMpPOBaHHbIA MeAnepcoHan
[O/MKeH B 0653aTe/lbHOM NopsiAkKe NPOBOAWUTL PETYNSPHbIA KOHTPO/b MOBSA30K 1 BaKYYMHbIX

CUCTEM.

Cnocob npumeHeHuns
CucTema KOHTeiHepOB COCTOMT M3 KOHTelHepa »XECTKOro MHOropasoBoro Suprasorb® CNP 250 mn/
1000 mn n émKocTu gns cbopa akccygata Suprasorb® CNP 250 ms/ 1000 mn.

EMKocTb Ans c6opa aKccyaata
Suprasorb® CNP 250 mn
nomeLLaeTca B KOHTelHep
XECTKNIA MHOrOpa30BblIii
Suprasorb® CNP 250 mn.
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VIHCTPYKLMS MO NPYMEHEHNIO HA MEAWLMUHCKOE U3feNue:
EmkocTb 415 c6opa akccyaata Suprasorb®, ogHopasosas cTepuibHas, B BapuaHTax UCMoNHeHus

EMKOCTb An1s c6opa akccyaata
Suprasorb® CNP 1000 mn
NMOMELL,AETCS B KOHTeHep
XECTKUIA MHOropasoBbIit
Suprasorb® CNP 1000 mn.

Kom6uHnpoBaHue pasMepoB Apyr C 4pyroM HeaonycTmumo!
1. MNpwvmeHeHNe

a) MepeA BCKPbITUEM WHAMBUAYANbHOW YNAKOBKN M3Aenus y6eanTech, YTo OTCYTCTBYHOT Hainume
OYEBUHbIX MNOBPEXAEHU NN Cneabl NPeXAEeBPEMEHHOT0 BCKPbLITUS.

b) 1°cKpoiiTe NHAVBWAYANbHYH YNAKOBKY B YKa3aHHOM MECTeE, U3BMEKNTE CTEPU/IbHOE U3LENNE U3
ynakoBKM, co6t0as YCNOBUS aceNTUYECKOTO U3bATHSA, U MOMHOCTLID pacnpaBbTe ero.
WNcnonb3yiiTe Ans 3TOro of4HOpPa3oBble NepyaTku.

¢) MomecTnTe EMKOCTbL 4N cbopa
akccypata Suprasorb® CNP B
KOHTeWHep XECTKNA MHOropas3oBblii
Suprasorb® CNP. Mpn ycTaHOBKe
y6eamnTech, YTO MArKWI
He()OPMOYCTOMYNBLIA NaKeT EMKOCTHU
nona céopa akccypata Suprasorb® CNP
MONHOCTbIO BCTAB/IEH B KOHTENHEP
YKECTKUIA MHOropa3oBbIil Suprasorb®
CNP 1 He 3awemneH no Kpaam,
(pucyHok 1)

d) 3atem akKypaTHO MpucoeguHuUTe
CUCTEMY KOHTeiHepoB (KOHTeWHep
YXECTKUIA MHOropas3oBblii Suprasorb®
CNP c BCTaBNEHHOWN EMKOCTbIO AN
cbopa akccygaTa Suprasorb® CNP) k
annapaTy Suprasorb® CNP P3, Kak
MoKa3aHO Ha PUCYHKe, TaK, YTobbl OHa
6blna NAOTHO 3aKpernsieHa Ha HeM.
(pnucyHoK 2)
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VIHCTPYKLMSA NO NPUMEHEHUIO HA MeAULMHCKOe U3genue:
EmKocTb A c6opa aKccyaarta Suprasorb®, ofiHopasoBas CTepuU/bHAs, B BapmaHTax UCMOMHEHUS

e) C nomMoubi COeANHNTENBHOW
TPyOKW, 3aKpenieHHol Ha EMKOCTU
Ans cbopa akccygaTa Suprasorb®'
CNP, EMKOCTb MOXHO MOAKMHOUYUTL K
cUCTeMe peHaxa paHbl. s aToro
NCNONb3ynTe NOPT APEHAXHBbIN
Suprasorb® CNP, ogHopa30Bblii
CTEPUANbHbLIA UK LpeHax rnyboKoro
BBofa Suprasorb® CNP,
O[IHOPa30BbI CTepUbHbLIA — 0b6a
N3aeNns OCHaLLeHbl KOHHEKTOpaMu,
(pncyHoK 3)

B cnyuae konnabuposaHusa éMKocTu gns cbopa akcecygata Suprasorb® CNP Bo Bpems paboTbl
annaparta nNpoBepbTe KOHTeNHep XECTKMIA MHOropasoBblii Suprasorb® CNP Ha npeameT
yTeUeK UIN BUAUMBIX NMOBPEXAEHWUIA W, MPU HEOOXOLMMOCTU, 3aMEHNTE KOHTEHEp XECTKNIA
MHOropa3soBblit Suprasorb® CNP.

2. 3ameHa émKocTM Ans c6opa akccypaaTa

e 3ameHANTe EMKOCTb Ans cbopa akccyaaTa Suprasorb® CNP npu He06X0AMMOCTH, a TaKxkKe
[0S K&XXA0ro HOBOro nauueHTa.

e Ecnu émkocTb gna cbopa akccyfaTa 3anofiHeHHa, cpabaTbiBaeT BCTPOEHHAs 3awuTa ot
nepenosiHeHNa. 3To NPUBOANT K OCTaHOBKe Tepanuun. Heob6XoanMmMo 3aMeHUTb EMKOCTb ANS
cb6opa akccypaTa Suprasorb® CNP 250 mn/1000 mn

*  YT00bl M36€XaTb BOIMOXHOI0 KOHTaKTa C 3KCCYLaToOM, Npu 3amMmeHe éMKOCTU Ans cbopa
aKcCypaTa HafeBaliTu MOAXOAALME O4HOPA30Bble NepyaTku,

e 1lpu 3ameHe émKocTK gns cbopa akccypgata Suprasorb® CNP npuegute annapat Suprasorb®
CNP P3 B pexum nay3bl 1 3aKpoliTe 3aXXMMbl BCEX TPYOOK.

* Ecnn nocne 3ameHbl EMKOCTU ana cbopa akccygata Suprasorb® CNP HEBOCMOXHO
BO306HOBUTL TEPANMIO M3-3a YTEYKN U COOTBETCBYHOLLErO CO06LLIEHMA annapaTta Suprasorb®
CNP P3 06 owwnbke, npuBepbTe, NPaBUIbHO 1 EMKOCTb AN c6opa aKccyaaTa Suprasorb®
CNP BcTaBneHa B COOTBETC3BYHOLLUA MHOrOPa30BbIli XXECTKUIA KOHTENHEP KOHTeliHep
YKECTKUIT MHOropa3oBblii Suprasorb® CNP /nogcoeanHeHa K annapaty, M BO306HOBUTE
Tepanuio.

[Mepbl NpeocTOpOXKHOCTH
Mcnonb3oBaTb EMKOCTb Ans cbopa akccygaTa Suprasorb® CNP paspelwlaetcsi TONbKO B
KoM6uHaumm ¢ annapatom Suprasorb® CNP P3.

e 3anpeLyaetca 3aKpbiBaTb CKOJb3ALLNIA 3a)KMM BO BPEMS MPOBEAEHMSA Tepanuu.

Obuwure NnpumeyaHus

B C/ly4dae cepbé3H0ro MHUNAEHTA CBAXNTECL C MPOMN3BOANTENEM N OTBETCTBEHHbLIMW OpraHamu
34paBOOXpaHeEHNA.
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VIHCTPYKUMSA MO NPUMEHEHMIO HA MEMLIMHCKOE U3aenue:
EmkocTb g5 c6opa akccygara Suprasorb®, ogHopasosas CTepusbHas, B BapmaHTax UCTONHEHNS

TexHUYecKne XapakTepuCcTUKN N3aenmni

M3penue Macca OnnHa

1rmkoc'te gns cbopa akcecypgata Suprasorb® CNP, 250Mn 107+ 151 Onnna MNBX-Tpy6ku: 900
* 50 Mm

EmKocTb Ans cbopa akccyaata Suprasorb®, CNP 1000mn 133+ 151 OnnHa NMBX-Tpy6ku: 900
* 50 Mm

Ta6bnuuya 3

YCcnosua TpaHCNOPTUPOBKU U XpaHEHUSA
Mpun Temnepatype oT +15°C go +25°C 1 0OTHOCMTENbHON BNaxXHOCTU OT 55% g0 65%.

XpaHuTb U3genne B Cyxom, 3aliniEHHOM OT MbIIN MecTe.

YcnoBua akcnayataumm
Mpu Temnepatype oT +15°C go +30°C 1 OTHOCUTENbHOW BNaXHOCTK OT 55% [0 65%.

TpeboBaHMA K 0XpaHe OKpYXatoLen cpeapbl
EmKocTb A1 c6opa akccyaaTta Suprasorb® CNP, ojHOpa3oBas CTepUIbHAA NPU XpaHeHUN,
TPaHCNOPTUPOBAHUN N NPUMEHEHUN He MPUHOCUT Bpeja OKpyXatollein cpeje

YTnnnsayus

Monb3oBaTeNto peKoMeHAyeTCs coboaaTh AeliCTBYIOLEE HALMOHANbHOE 3aKOHO4ATENbCTBO,
HOPMbI M NPUHLUWNbI, PETYNNPYHOLME YTUNN3ALNIO MEAULUHCKUX OTXOA0B.

M3penvs, Kotopble He 6bIM UCNOMb30BaHbl, C UCTEKLLINM CPOKOM FOAHOCTU UMW MPU NOBPEXAEHUN
YNakKoBKM HEO6X0AMMO YTUNIN3NPOBATb KaK MeguLMHCKME 0TXoabl Knacca A no CanlfluH 2.1.3684-
21

Wcnonb3oBaHHbIe M3enns yTUAN3NPYeTCA B COOTBETCTBUM C NpaBunamm obpalleHus c
MeANUMHCKUMK oTXodamm Knacca b no CaHlunH 2.1.3684-21.

CTepunbHOCTL

Kaxpoe usgenvne EMKocTb 415 c6opa akccyaaTa Suprasorb® CNP, ogHopasoBas CTepu/ibHast
yNaKkoBaHO B OTAE/bHYH CTEPUbHYIO YMaKOBKY W CTEPUIN30BAHO OKCULOM 3TU/IEHA.

WN3penvne EMKOCTb ans cb6opa akccyaata Suprasorb® CNP, ogHopa3oBas CTepu/bHas npefHa3HauyeHo
[n5 0flHOPA30BOr0 MCMOMb30BaHUA M He NOAMEeXaT NOBTOPHOWN CTepuan3aLmu.

WN3penne EmkocTb ans cbopa akccygata Suprasorb® CNP, ogHopasoBas CTepu/ibHas ABNAETCSA
CTEPU/IbHBIMU [0 TEX MOP, NOKA YNaKOBKa He BCKPbITA U HE MOBPEXAeHa.

Cpok rogHocTu
M3penune tostbko OAHOKPATHOTO NPUMEHEHUS.

[aTa, 40 KOTOpPOit He06X0AMMO UCMONb30BaTh U3/enne, yKasaHa Ha yNnaKoBKe.

Mpn co6MOAEHUN YCNOBWIA XpaHeHWs CPOK TOAHOCTW W3Aenus CcocTaBnseT 3 roja co AHS
NpoV3BOACTBA.
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VIHCTPYKLMS NO MPUMEHEHWIO HA MEAULMHCKOE N3aenue:
EmKkocTb anis c6opa akccynara Suprasorb®, ogHopasoBas cTepuibHas, B BapraHTax UCMONHEHNS

FapaHTuUmn

11lpomnsBogunTenb rapaHTUpPyeT, YTo u3genme 66110 NPOM3BEAEHO B COOTBETCTBUN C €r0 TEXHUYECKUMU
XapakKTepuctnkammn n nyqywnmm npon3BoAaCTBEHHBIMU MNPaKTUKaMu, NPUMEHAEMbIMU CTaHOapTaMuU
oTpacnu u HOpMaTUBHLIMWU TpeboBaHUAMM.

M3penue npegHasHayeHo TOMbKO A1 O4HOKPATHOrO NMpUMeHeHUs, KomnaHus «JlomaHH sHA Payliep
WHTepH3WHA 1'M6X 3HA Ko. KI» He 6epeT Ha ceb6s HUKaKOi OTBETCTBEHHOCTWU B OTHOLLUEHUU
N3fenuns, ecnn OHO NCMob30BanoCh, 06pabaTbiBanoch UKW CTEPUIN30BANOCL NMOBTOPHO, U He faeT
HMKAKWX rapaHTWUii B OTHOLUEHWNM TaKUX MOBTOPHO MCMO/Ib30BaHHbIX, 06pab0TaHHbIX UK
CTEPUIM30BaHHbIX U3JeNUiA.

| apaHTI/IpOBaHHbIVI CPOK XpaHeHUs - 3 rofa co AHA NPOU3BOACTBA.

[MepeyeHb HOPMATUBHbLIX p,OKyMEHTOB/ CTaHOapToOB, KOTOPbIM COOTBETCTBYET
MeanuunHCKoe nspenune

[JaHHaa nHdpopmaymsa ykasaHa B MpunoxeHnn Ne | K MUHCTPYKLUW NO NPUMEHEHUIO. Jna nonyyeHus
MpunoxeHnsa Ne 1 npockba 06paTUTLCA K YNONHOMOYEHHOMY NpeAcTaBMTEN0 NPOM3BOAUTENS Ha
mtepputopun PP - OO0 «Pupma «PrnHKO». KOHTaKTbl YKasaHbl Ha AONOMHUTENbHOW 3TUKETKe
ynaKoBKW.
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VHCTpYKUMS MO MPUMEHEHMNIO HA MEAULUHCKOE U3aenue:
EmkocTb ans c6opa akccygata Suprasorb®, ogHopasosas CTepubHas, B BapuaHTax UCMOMHEeHMs

MpunoxkeHne Ne 1 K HCTPYKLUWN MO NPUMEHEHUIO
(npepocTaBnseTCcsa TOMLKO MO LefieHanpaBHOMY 3anpocy nosib3oBaTesns)

EMKoCTb A8 cbopa akccyaata Suprasorb® CNP, ogHopasoBas cTepusibHas

Npon3BOACTBA KOMMNaHU

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

MepeyeHb HOPMATUBHbLIX JOKYMEHTOB/ CTaHAapTOB, KOTOPbIM
COOTBETCTBYET MeANLUUHCKOE n3genne

Bepcua 2024-09

CtpaHunuya 12|16



WNHCTPYKLMA NO NPUMEHEHUIO HA MeUNLUHCKOe n3aenue:

EmKkocTb ans c6opa akccyaarta Suprasorb®, oHOPa3oBas CTepubHas, B BapuaHTax UCMOHEHUS

EN ISO 14971:2019

IEC 62366-1:2015,
COR1:2016+A1:2020
EN I1SO 10993-1:2018

EN I1SO 10993-3: 2014

EN ISO 10993-4:2017

EN ISO 10993-5: 2009

EN ISO 10993-6:2016

EN 1SO 10993-7; 2008/

AC:2009

EN ISO 10993-10: 2013

EN ISO 10993-11: 2018

EN ISO 10993-12; 2012

EN ISO 10993-17:2023

EN 1SO 10993-18:2009

MEDDEV 2.7/1:
2016 rev.4
EN 556-1:200i/AC:2006

EN I1SO 11607-1:
2019/Amdl:2023

Nspenua wmeguumHckue. TIpUMEHEHMEe MeHe[XXMeHTa pucka K
MEeAULMHCKUM U3JeNnUaMm.

N3genna meguunHckue. MNMpoekTupueaHue MegULMHCKNX n3aennii ¢
Yy4eToM 3KCnayaTauMoHHON NPUrogHOCTH

N3genna meguumHckue, OueHka 6uonormyeckas MeanLUHCKUX
n3genuin. Yactb 1 OueHKa M UCNbITAHUA B pamKkax npouecca
MeHeXKMEHTa pUcka

N3penna  wmeguuuHckme.  OueHka 6GMONMOrMYECKOro  AeincTeus
MeAULMHCKUX n3genuii. Yactb 3. ccnefoBaHMe reHOTOKCUYHOCTH,
KaHLEepOreHHOCTN UM TOKCMYECKOro AeicTBME Ha PernpofyKTUBHYIO
(hYHKUNIO

Buonoruyeckas oueHka MeAULMHCKUX un3genuiti. Yactb 4. Bbibop
UCNbITaHUA, OTHOCALLMXCA K B3aMMOAENCTBUIO C KPOBbLIO

Wagenus  wmeguumHckne. OueHKa OMOMOrMYecKoro  AeincTsus
MeaULUHCKNX n3genni. YacTtb 5. WccnepoBaHus Ha
LMTOTOKCUYHOCTb; MeTOAbI in vitro

N3genna  meanumHckme. OueHka 6GMOMOrMYecKoro AeicTBus
MeLULUHCKNX n3gennii. YacTb 6. iccnefoBaHus MECTHOTO AelCTBUA
nocne nMnNNaHTaunm

N3pgenna  mepumumHckue. OueHka 6MONMOrMYecKoro  AeicTBus
MefULUUHCKUX mn3genuii. Yactb 7. OcTaTtouyHoe cojepxaHue
3TW/IEHOKCKUAA Moce CTepuan3aumnm»

W3penus  mepuumHckne. OueHka 6GMONOrMYecKOro  Aencreus
MeanuMHCKMX n3gennii. Yactb 10. ViccnefoBaHus pasgpakatoLlero
N CEHCUBMNN3NPYIOLLEro AeliCTBNA

N3pgenna wmeagnuuHckne. OueHka 6OMOMOrMYECKOro AencTeums
MeANLUUHCKNX N3nenni. YacTb n. WccneposaHus
06LETOKCUYECKOTO AeliCcTBUS

N3pgenna wmegnuuHckne. OueHKa 6GMONOrMYECKOro  AeicTsums
MeAMUMHCKMX wn3genuii. Yactb 12. TlMpurotoBneHne npob u
KOHTPO/bHbIE 06pas3Lbl

N3genna wmeanumnHckmne. OueHKa 6GMOMOrMYecKOro AeircTeus
MeAMLUMHCKMX un3genunii. YacTb 17. YCTaHOB/IEHWE MOPOroBbIX
3HaYeHWii 419 BbIMbIBaEMbIX BELLECTB

N3pgenna  wmeguumHckne. OueHka 6MOMOTMYECKOro  AencTsums
MeAUUUHCKMX un3gennii. YacTb 18. WccnegoBaHMe XMMMUYECKUX
CBOWCTB MaTepuanos

KnnHnyckas oueHka: PykKOBOACTBO NS MPOW3BOAUTeNeld U
HOTU(MLMPOBAHHbLIX OPraHoB

Ctepunusaymsa MeLULNHCKNX N3LeNnnii. TpeboBaHuA K
MeOULUWHCKUM  U3[ennaMm  KaTeropum "crepunbHble”. Yactb 1
Tpe6oBaHUS K MeAULUHCKUM U3[enusM, nogaexawuMm QUHULLHON
cTepunmsalmu

YnakoBka Ans MeAULUHCKUX W3AeNnnil, nognexawinx (GUHULLHOWA
cTepunmsaymn. Yactb 1. TpeboBaHMA K MaTepuanam, 6apbepHbIM
cuctemam Ans ctepunmsaunm 1 ynakoBoUYHbIM CUCTEMAM
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VHCTPYKLMA NO NPUMEHEHUIO HA MeAULMHCKOe U3fenue:

EmMKoCTb /19 c60pa aKccyaata Suprasorb®, ogHopasosas CTepuibHas, B BapuaHTax UCMONHEeHUs!

RN 1SO 11607-2:
2019/Amd 1:2023

EN I1SO 11737-
1:2018/Amd 1:2021

EN 1SO 11737-2:2019

ISO 11135-1:2014

+A1:2018

I1ISO 20417:2021

EN ISO 15223-1:2012

Ta6nuna 4

YnakoBka AN MefWLMHCKUX W3Lenuun, nogaexawnx OUHWULIHON
cTepunmsauumn. Yactb 2. TpeboBaHMA K Banupjauuy npoLeccos
(hopMupoBaHuA, repmeTusaLmm u c6opku

CTepunmsauma MegULUHCKUX wu3genuii. Mukpobruonormyeckue
metogbl. Yacte 1. OueHka nonynauum MWUKPOOPraHW3MOB Ha
npoayKLumnm

Crtepunusauna MegULUMHCKUX u3gennii. Mukpobuonornyeckne
mMeTodbl. YacTb 2. cnblTaHWA Ha CTepPUIbLHOCTbL, MPOBOAMMbIE MPU
BasMfaunn npoLeccos cTepunnsaLmnm

Crepunnsauns MeLULUHCKO npoayKunmn. STUIEHOKCKU A,
TpeboBaHua K pa3paboTke, BanMaauuMum U TeKyLEeMYy YMpaBAeHUo
NpoLeccoM cTepuansaunn MeguLNHCKUX U3nennii

N3penns  meauumHckme - WHpopmauus,  npepocTaBnsemas
N3roTOBUTENEM.
N3penus  meguuuHckue.  CUMBOMbLI,  NPUMEHseMble  NpK

MapKUpoBaHMW Ha MeAULUHCKUX U3[enuax, I3TUKeTKax W B
COMPOBOANTENLHON  AOKYMEHTaUuu. YacTb 1 OCHOBHbIe
TpeboBaHUs
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VIHCTPYKLMSA MO MPUMEHEHWIO HA MEAMULIMHCKOE M3aenne:
EmKkocTb Ans c6opa akccyaata Suprasorb®, ofHOpa3oBas CTepubHas, B BapuaHTax UCMOMHEHMS

MpunoxeHne Ne2 K IHCTPYKLMWN NO NPUMEHEHUIO
(I'Ipe,CI,OCTaBJ'IFIETCﬂ TOJIbKO NO ueneHanpaBneHHOMY 3anpocy I'IOI'Ib3OBaTeI'IFI)

EMKOCTb A8 c6opa akccygaTta Suprasorb® CNP, ofHopa3oBas CTepu/bHas

npomnssoacTtea KoMnaHuUm

«Lohmann & Rauscher International GmbH & Co. KG»
Westerwflldstr.4,56579, Rengsdorf, GERMANY, epmaHusa

Tpe6oBaHusa, NpeAbABNAeMble K MAPKMPOBKE M3aeNns

Bepcusa 2024-09
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VIHCTPYKLMS MO NPUMEHeHN0 Ha MeAULMHCKOoe U3aenme:
EmkocTb A5 c6opa aKccygarta Suprasorb®, ofiHOpa3oBas CTepu/bHasA, B BapuaHTax UCMNOoNHEeHMs

MapKkupoBKa

M3HavanbHas MapKupoBKa n3genuii NponssoauTeneM CooTBETCTBYeT TpeboBaHuam ISO 20417:2021
n I1ISO 15223-1:2021.

Ons obpalleHus usgennii Ha TeppuTopumn Poccuiickoii ®eaepauymmn noTpebuTenbckas ynakoBka
MMeEeT AONONHNUTENbHYIO ITUKETKY.

TpebosaHve K AONO/THUTENBHOM 3 TUKETKE NOTPEOUTE/bCKON YNakoBKN A1 obpaLLeHns
TAenumiA Ha TepprTopumn Poccuiickol deaepaLiym

JononHntenbHas aTUKeTKa MeAULUHCKOr0 M3aenns cornacHo AelicTBYIOLWEeMY 3aKOHOATeNbCTBY,
NPUMEHUMbIM FOCYAPCTBEHHBIM U MEXAYHAPOAHbIM CTaHAapTam, COLEPXUT, KaK MUHUMYM:

- HanmeHOBaHWe MeAULMHCKOIO M3aeNnsa B COOTBETCTBUM C HAMMEHOBAHWEM, YKa3aHOM B
perncTpaLnoHHOM yA0CTOBEPEHUN

- N3roToBuTENb - HaUMeHOBaHWe, aapec, Beb6-caiiT C COOTBECTBYHOLL MM CYMBOSIOM

- YNONHOMOYEHHbI NpeacTaBUTeNb NPOU3BOAMTENS Ha TeppuTopumn P® - aapec, TenedoH, gakc,
3N1eKTPOHHas noyta

- Homep 1 pata PeructpayMoHHOro ¥ 10CTOBEpEHMUA

- YCcnoBus TPaHCNOPTUPOBKMN N XpaHeHUs

- YcnoBus akcnnyarayum

- YTunusaums

- Hagnucu: «3aenve He TOKCUYHO!», «H(OpMaL MO Ha aHHOM CTUKepe cUMTaThb
MPUOPUTETHOWM!», «Konn4ecTBo n3fenuii ykasaHsl Ha ynakoske. (Stk/pcs - wr.)»
«[MponsseaeHo B Yewickoin Pecnybnuke»

- CcbiNKa Ha pecypc A1 CKauMBaHUA MHCTPYKLWUW NO NPUMEHEHWUIO

JononHutenbHas 3aTUKEeTKa pacnonaraercq Ha ﬂOTpEﬁI/ITEﬂbCKOVI ynakoBKe. OTUKeTKa He [O/KHa
NnepeKkpbiBaThb Mqu)OpMaLI,I/II-O, H606X0,£|,I/IMyI-0 Ans 6e3onacHoro NMPUMEHEHNA N3OENNA.
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BohrundAdler

Mofatc in Nr4(WM'»

UVZ-Nr. 2238 fur 2024 A

1hereby 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 Strafte 55. 56567 Neuwied, Germany.

wiio is personally known to me.

Neuwied. the 27** September 2024

2405272 ontwurf «gh



[MepeBog € aHTIMIACKOTO 1 HEMELLKOTO A3bIKOB Ma pyCCKUI A3bIK

[NoroTwun komnauun « TOMAHH3HAPNYLLUEP»]

[TekcT AOKyMeEHTa Ha aHTMIACKOM M PYCCKOM A3blKaXx UAEHTUYeH]

VIHCTPYKLUMS MO NPUMEHEHUIO MeAULMHCKOTO MU3aeNns

EMKoOCTb ansa céopa skccygaTta Suprasorb®, ogHopasoBas cTepuibHas.
B BapuvaHTax MUCMOJIHEHMUS

npon3BoacTBa KomMmMnaHUn

«JlomaHH 3HA Payuwep UHTepHawHA TM6X aHa Ko. KIM»
(Lohmann & Rauscher International GmbH & Co0.KG)

BecTepBanbawTpacce, 4, 56579 PeHrcgop®, MepmaHua
(Westerwaldstrasse 4, 56579, Rengsdorf, Germany)

Bepcua 2024-09

MpoBepeHo 1 006peHO

dyHKLMA 3amecTuTenb PyKOBOAMTENA OTAeNa MeXAYHApPOLHOTO peryanpoBaHums
OTaen Mo Bonpocam KayecTBa v peryampoBaHus

Vims Tapac 3apuuHblit (Taras Zarichnyi)

[ata/nognucek 26.09.2024 r. (nognuce!

[LUTamn: «JlomaHH 3Hg Payuwep MHTepHawHA TM6X aHg Ko. KIM»,
BecTepBanbgwTp., 4, 56579 PeHrcaopd]

[TekcT AOKyMeHTa Ha pyccKoM s3blike]



HoTapuanbHaa KoHTOpa B . HoiBupg
BopnApnep
Homep B peecTpe perncrpaumm HoTapuanbHbiX geincTenid 2238 3a 2024 A

HacToAwmnm 3aBepsato NOANMHHOCTb BbILIJECTOFILLI,eI\/JI noanuncu, NOCTaBMIEHHON B MOEM
NMPUCYTCTBUN HUNXKXEYKa3aHHbIM TNLLOM:

-H apae 3apuyHbIiil, gaTa poxaeHus: 06.09.1981 r., 3aperncTpupoBaHHbIii Mo agpecy:
Wpnuxep LW Tpacce, 55, 56567, Hoisug, Mepmanns (Irlicher StraBe 55, 56567 Neuwied,
Germany),
UbA JIMYHOCTb Gbl/la MHOW YCTaHOB/MEHA,
r. HoiiBuga, 27 ceHTs6psa 2024 r.

Inodnuchi

A-p Annep
HoTapuyc

[MeyaTb: HoTapuyc B r. Hoiteug * O-p AHapee Aanep (Andree Adler)]

2405272 entwurf- gh



MepeBoOn 4AaHHOTO TeKCTa BbINO/IHEH NepeBOAYMKOM MantowoBoii AHHOW AHOpeeBHON

noanmch

Poccuiickas deaepayns
Mopog MockBa
CelbMOro OKTAOpPSA ABe ThiCAYM ABajLaTb YeTBEPTOro roga

9, Bepemuit tOnua WropesHa, HoTapuyc ropoja MOCKBbI, CBUAETENbCTBYK MOAJIMHHOCTL MNOANUCK
nepeeofyvka MantowoBoi AHHbI AHAPEEBHbI.

Moanuch caenaHa B MOEM MPUCYTCTBUMN.

JInyHoCTb NoAnMCcaBLUEro JOKYMEHT YCTaHOB/EHA.

3apeructpupoBaHo B peectpe: No 77/2194-H/77-2024-/2'2"b7

Ynna4yeHo 3a CoBepLUeHMe HoTapuansHoro aeictens: 400 py6. 00 kon.

HO.N. Bepemwii
Bcero npowHypoBaHo, NPoOHyMepoBaHO
N CKpenaeHo neyvatbto 19 nuct(-a,-oB).
HoTtapuyc:
Poccuiickas degepauyuns

MNopoa MockBa
CeAbMOro oK ops fiBe TbicAYM fBajuaTbh

A, Bepemuin HOnus apuyc ropoga MOCKBbI, C
npeAcTaBNeHHOro MHe

3apermcTpmpoBaHo -2024-/2-2"6.9

YnnayeHo 3a cose K we1;tBUa: 2000 py6. 00

Bcero nupuypoBaHo, NPOHYMepoBaHoO
n cfcpjenneao nevatbto 19 nnct(-a,-0B).



