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i.acTBOp Hatpua rmanypoHata 2,5% - 3 M1 g5 BHyTpUcycTaBHoOro seefeHuns ViscoPlus Gel, B
lwnbuue ¢ Konnaykom v npegoxpaHnutenem -1 wr.;
WHCTPYKUMA NO NPUMEHEHNI0 -1 LT,

" OnucaHne
PaaBop Hartpusa runanypoHara 2,5% - 3 mn ana BHytpucyctasHoro ssefeHus ViscoPlus Gel
(nanee no Tekcty - ViscoPlus Gel, pactsop) sBnsetca 2,5 %-HbIM BA3KO-3/1aCTUYHbLIM
CTePU/IbHLIM W NPO3payHbIM OAHOA4030BbIM PACTBOPOM A1 MHBEKLMUKN B NOSIOCTL CyCcTaBa.
F'ManypoHaT HaTpus BbICOKOI CTENeHW OYMCTKN pacTBOPEH B (hM3MON0TMYECKOM BydhepHOM
pactBope ¢ pH 6.8 -7.6 1 nocTaBNseTcqa B 04HOL4030BOM LUNPULIE HA 3 M/ C KOINAYKOM.
Xapakrtepucrtmnyeckasa BA3KOCTb pacteopa - 1,9- 3,2 ocmonsanbHocTb- 200 - 400
mOcmonb/Kr HiO.

CocraB CoAepPXMMOro OAHOrO LWNpuua
Kaxabivi wnpuue 3 mn pacteopa ViscoPlus Gel coaepxur:
rmanypoHarta Hatpus (NoJsiydeHHOro B npouecce pepmeHTaumnmn)  75mr

Hatpusa xnopuga 24.,9mr
Hatpusa rugpodgocara gurngpara 4.2mr

Kanusa gurngpodgocpara 0,78mr

Boabl Ans MHbeKLMiA [0CT. KOJI-BO.
lMokasaHus

MpeaHasHaYeHo ANs IeYEHNs IEerKOro WA CPeAHE-TSKEN0ro apTpo3a KOIEHHOTOo, NIeYeBOro
unu Ta306e4PEHHOrO CycTaBa.

XapaKTepucTuka 1 MexaHu3m JelicTeus

MManypoHOBas KMCOoTa ABNAETCA BELLECTBOM MPUPOAHOr0 NPOMCXOXAeHUA (NonyyeHa
MeTOA0M 6akTepuasbHOW hepMeHTaLmmn CTPENTOKOKKOBLIMK 6akTepmsamMu Streptococcus equi).
CaMbIMV BaXXHbIMUN CBOCTBAMM TMaslypoOHOBON KUCNOTbI ABASETCA 3alMTa, cMaska U
noa4epXKa NOBPEXAEHHbIX KNEeTOK v TKaHel. bnarogaps cogep)XaHuto rmanypoHarta HaTpus
(HaTpueBoin conun rmanypoHoBOW KucnoTsl), ViscoPlus Gel ynyywaeT cmasbiBatoLine v

MEKTPOHHAS KONUS OGOPMAEHA LIEHTPOM WCTILITAHMI 1 PETHCTPALIMH MELMLIMHCKUX U3AEM
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YAapOonoroLatLL e CBOCTBA CUHOBUA/IbBHOM XWUAKOCTU W CHKAET MEXaHWUYECKYH Harpysky
Ha CyCTaB, BbIMO/HASA (YHKLMI NPOTE3a CUHOBUAILHOM XUAKOCTH.

Cnocob npumeHeHns 1 go3bl
ViscoPlus Gel BBOAAT NyTEM MHBEKL MM B MOPAXEHHbIA CyCTaB O4UH pa3 B HEAENHO.
MuHUManbHbIN Kype -1 MHBLEKLUA, MaKCUMasIbHbIN - 2 UHLEKLUW. BO3MOXHO 0 HOBPEMEHHOE
BBe/leHVe pacTBopa B HECKOJ/IbKO CYCTaBOB. LIMK/bI NeYeHUss MOXHO MOBTOPSATb N0 Mepe
Heobxo04MMOCTUN C MHTepBasiaMmn He MeHee 6 MecaueB. /I3BneknTe npeaBapuTesibHO
3ano/IHEHHBbIN WNPKUL, U3 YNaKOBKKX. Bpalias Konnayok, CHUMWUTE ero U HeMeg1eHHO
yCTaHOBUWTE NOAXOAALLYIO UMY C pa3beMoM Luer (DeKOMeHAyeMble KaIMOpOBOYHbIE pa3Mepbl:
L 19 G - 21 G), AnvHa onpegensieTcs BpayoM UCXoasa U3 0OCOGEHHOCTEN cycTaBa nayueHTa.
Cobntofaiite npasuna acenTuKU NPY OTKPLITUN UMbl U CHATUM KOMNayka co wnpuua. Pacteop
peHTreHnpo3payeH, nocne BBefeHNs npenapara A0ONycKalTca PeHTreHOBCKOe ucciefoBaHue,
KOoMMbloTEPHAsA ToMorpagus nm6o MPT-uccnefoBaHune naymeHTa.

JononHuTenbHble yKazaHus

« ViscoPlus Gel npegHa3HaueH AN UCNOMNb30BaHUA B YC/IOBUAX NIe4eOHO-NPOMUNAKTUUYECKNX
yUYpexaeHuni.

= 3BneyeHue ViscoPlus Gel nocne BBefieHns He npedycMOTpeHO. lNonHasa gerpagauns
BBEEHHOro pactBopa Hactynaet yepes 3-4 mecsiya. CneynanbHol 3aMmeHbl BBEAEHHOTO
pacTBopa He TpebyeTcs, cnegyeT BBOAUTL ViscoPlus Gel B COOTBETCTBMM CO CXEMOIA,
npvBeAeHHON B pasaene «Cnocob NPUMEHEHNS U A03bI».

MpoTrBONoKasaHns 1 Mepbl NPeLOCTOPOXHOCTU

e He npumeHsiiTe y nayMeHToB, y KOTOPbIX paHee 6blia 3aperncTpupoBaHa
rMnepyyBCTBUTENIBHOCTL K KOMMNOHeHTaM pacTteopa ViscoPlus Gel.

* BeegeHue ViscoPlus Gel npoTrBonokasaHo nauueHTam ¢ HamuvemM UH(EKLNOHHOTOo
npouecca B NOMOCTM CyCTaBa, a Takke cTpajatoLmx CUCTEMHbIMU BOCMa/IUTENbHBIMU
3a60/51eBaHNsAMU. PacTBOp He criefyeT NPUMEeHATb B (ha3e aKTMBHOIO BOCMa/IEHNs CyCcTaBa.
BeepgeHue ViscoPlus Gel BO3MOXHO noc/ne KynvpoBaHWs SBEHWI BOCNaIEHUS.

= BeepgeHue pacteopa ViscoPlus Gel MOXeT BbINOMHATL TONbKO KBA/IMPULMPOBAHHBIA
MeAMULNHCKNIA paboTHUK (OpTOnes, peBMaTtosior Uan CneLnanncT Tol Xe KBannpukalmn).
[031pOBKY HazHavaeT Bpay, KOTOPbIA YyTOYHAET ee UHAMBUAYASIbHO 4151 K&XKA0M0 nayMeHTa.

e lnpuy npeaHasHavyeH TONbKO 411 04HOPA30BOro npumeHeHus. LWnpuuy cneayet
MCNo/Ib30BaTb HEMEJIEHHO NOC/E BCKPbITUA YNaKOBKW.

« Mepe BBeAeHNEM pacTBOpa B CycTaB yAasiMTe U3NNLWEK CUHOBUaNbHOM XNAKOCTU. PacTBop
ViscoPlus Gel cnesyeT BBOAUTL TOYHO B CyCTaBHYH NOMOCTb. /36eraiite BBeAeHWS B
KPOBEHOCHbIe COCy/bl Y OKpYXatoLwue TkaHu. Cnepyet cobnogarts 06wme mMepbl
NPeLOCTOPOXKHOCTU, YCTAHOBNEHHbIE A4/ BHYTPUCYCTaBHbIX MHBEKLNIA.

* He npymeHsiiTe pacTBoOp B C/lyyae NOBPEXAEHUs yNakKoBKN UM O4HOL030BOr0 LWnpuLa.

e OTCYTCTBYET LOCTATOYHbIA ONbIT NPUMEHEHWS TMalypPOHOBOI KUCMOThI Y AeTel, a TakxKe
6epeMeHHbIX U KOPMALLMX XeHLWWH. LlenecoobpasHocTb npuMeHeHus pactsopa ViscoPlus Gel B
3TUX CNyyasx Bpay AO/MKEH OLEHUTb, COOTHECA MOMb3Y Y BO3MOXHbIE PUCKN.

HexxenatenbHble ABNeHNA

Mocne BeeaeHus pacteopa ViscoPlus Gel Bokpyr cyctaBa MOryT BO3HUKHYTb BTOPUYHbIE
MECTHble ABNEHNs, Hanpumep, 60/b, YyBCTBO XKapa, MOKPACHEHNE KOXW (MPUINB KPOBK) U
OTeYHOCTb. lpy BO3HMKHOBEHWUMW HeXenaTeNbHbIX ABNEHUIA cnefyeT 06patnTbCs KO Bpauy.
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B3anMoAeicTBme ¢ nekapCTBeHHbIMM Npenapatamu
Ha npoTsbkeHun Kypca neueHust pactBopoM ViscoPlus Gel He BBoauTe B CycTaB aHECTETUKM UMK
apyrve gapmaueBTUYecKme npenaparsbi.

MpvMeyaHue: MpPoayKT He COAEPXKUT XXMBOTHOTO UK NTUYLErO 6erka.

CTepunbHOCTL:

Copepxalymincs B LWNpuLe pactBop AN UHbEKLUN CTEPUNEH (CTEPUIN30BAHO BIaXKHbBIM
napom). Mpu XxpaHeHNW v TPAHCMOPTUPOBKE LINPWL, 3aLMLLEH TEPMOKDOPMUPOBAHHOIA
CTEpPWUIbHONM YNakoBKOM ¥ KApPTOHHOW KOPOOKON. Hapy)XHas NOBepXHOCTb NpesABapuTesibHO
3ano/IHEHHOTO WNpMLA YACTa, HO He CTepuNibHa. He NnpuMeHsiiTe pactBop 1 WNpPWL, B ClyyYae
NoBpeXAeHVs nNpeaBapuTeNbHO 3anoNHEHHOro Wnpuua Uan ynakosku. MNpu BBegeHnn
pacteopa cnefyeT CTporo cobnogatb npasuna acenTuku.

YCNoBMA XpaHeHNe 1 TPaHCMOPTUPOBKU

XpaHuTb 1 TpaHCnopTMpOBaTh Npu TeMnepatype ot +2 “C go +25 °C. He 3amopaxusatb. bepeub
OT BO3/Ee/CTBUSA NMPAMbIX CONTHEYHBIX JTyYei.

TOJIbKO 419 NPYMEHEHUS BPAYOM.

XpaHuTb B MecTe, HeOCTYNHOM Ana aetei!

Mpoun3BogmuTeNb rapaHTUpyeT COXpaHeHne CTEPUNIbHOCTM 1 HEOBXOANMBIX 419 NPUMEHEHUS NO
Ha3HaYeHMI0 PYHKLMOHaIbHbIX CBOWCTB refisi B TEYEHMe BCEro cpoka rogHocTu, npu
cobn04eHN peKOMeHA0BaHHbIX YCNOBUIA XpaHEeHWS, TPAHCNOPTUPOBKM U MPUMEHEHUS.

Cpok xpaHeHus
3 roga, Aata uctedeHus cpoka rogHoctu (B hopmarte ITT-MM) ykasaHa Ha 3TUKETKE K
MapKUpPOBKe LWINpuLa 1 KapTOHHOW YNakoBKW paaBopa.
[lata npoun3BoAcTBa 3awungpoBaHa B Homepe naptum LOT, KOTOPbI COCTOMT M3 8 CUMBO/IOB
(no3unumit), Tuna XXYBBZZZ
Y: 3-9 no3uuus - rof npon3BOACTBA:
K=2011
L=2012
M=2013
N=2014
0=2015
P=2016
Q=2017
nTaK fo Z=2026
BB: nosuuun 4 n 5 0603HavaloT KaneHaapHyo HeAento NPOu3BOACTBA:
01
02
03
nTaK go 52
Hanpumep, gna VGMO03300: rog npoussoactsa 2013, Henena npoussofcTea - 03.

YTunusauusa

YyTunusaumio cnefyet npov3BoauUTh € y4eTom ykaszaHuin CaHMuH 2.1.7.2790-10 "CaHuTapHo-
anngemMunonornyeckne TpebosaHns K obpalleHuio ¢ MeAULMHCKUMM oTxod4amun”, no Knaccy b.
Ans fe3snHheKumn 0TX040B UCMOMb3YOT 3apercTpupoBaHHble B Poccuiickoin depepaumm
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Le3UH(EKLNOHHbIe cpeacTBa 1 060pyA0BaHNe B COOTBETCTBMU C UHCTPYKLMAMU NO KX
MPYMEHEHNIO.

Heob6xoanmo cobnoaatb Npasuna yTmansaLunm Ui, B COOTBETCTBUN C YKa3aHUSMM
NPOW3BOAUTENS WIN.

Mpv NpaBWNbHON yTUIN3aLMIN U34eNuns, OHO 6e30MacHO A1 OKpY>XKaroLLei cpeabl.

CVMBO/bI, NPUMEHSIEMbIE B MAPKUPOBKE MU3aenus

He cTepunnsosartb NOBTOPHO
OcTopoxxHO! O6paTMTECh K MHCTPYKLMMN MO NPUMEHEHUIO
He ponyckartb BO3[eiCTBMSA CO/IHEYHOIO CBeTa

He ncnonb3oBatb Npy NOBPEXAEHUM YNAKOBKN

0483 MapkupoBaHo CE B COOTBETCTBUM C TPEBOBAHNAMU
anpektnebiM0OO/93/42/EEC
3anpet Ha NOBTOPHOE NMPUMEHEHNKE

TemnepatypHbIil Anana3oH XpaHeHus oT+2*C o 25*C

bepeub OT Bnaru

CTEepuAM3aLmMs BNaXKHbIM Napom

LOT Homep (kog) naptum

Cpok rogHoctn (Mcnonb3osaTtb Ao...)

M3roTtoBuTeNb

m |
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DO NOT
FREEZE

MNepeyeHb NPUMEHNMbIX CTaHAAPTOB:

MDD93/42/EEC

MDD 2007/47/EC

EN 1SO 13485

EN 1SO 11607-1-2009
MEDDEV 2.12-1
SSEN556-1

SSEN ISO 17665-1:2006
SSEN ISO 13408-01:2011
SSEN ISO 13408-02:2011
SSEN ISO 14971:2012-10
SSEN 1041:2008

SSEN ISO 15223-01-2013
ISO 10993-1: 2009

XpyrKoe, 06paLLaTHC OCTOPOXKHO

He 3amopaxuBarb

ISO 10993-4; 2011

ISO 10993-5: 2011

ISO 10993-6: 2011

ISO 10993-10: 2010

ISO 10993 11:2011

I1SO 10993-12: 2011

ISO 10993-18: 2011
S5EN ISO 14630:2012
ISO 14155-2011
14644-5:2005

DIN EN ISO 14698-1:2004
DIN EN ISO 14698-2:2004
VDI 2083-8:2002

ISO 10993-2: 2009

BceMunpHbIii aucTpmnbbroTop:

«bnoMepgukan b. baymaHH TM6X», FepmaHuns,
BioMedical B. Baumann GmbH

agpec: Frankfurter StraBe 38, 63110, Rodgau, Germany
TeneoH: -1-49 163 88154 81

anekTpoHHaa nouta: Info@biomeclical-baumann.com
http://www.biomedical-baumann.com

Mpou3BoanTens:

«boxyc buoTek Ab», LLIBeLus,

Bohus BioTech AB

TradgSrdsgatan 4, SE-452 31 Stromstad, Sweden
TeneoH: +46 526 14686

(hakc: +46 526 12622

anekTpoHHas nouta: info@bohusbiotech.com
http://www.bohusbiotech.com

YNONHOMOYEHHbIN NpeacTaBuTe/lb NPON3BOANTENSA Ha TeppuTopun Poccuiickoii depepaunn:
O6LEeCTBO C OrPaHUYEHHOI OTBETCTBEHHOCTLIO «ManTtu-CuctemcTekHonomxku» {000
«M.CT.»)

Appec: 119435, r. Mocksa, yn. Manas MNMuporosckas, 4.18, otmc 101

TenedoH +7 495 737-81-26

dakc+ 495 737-81-25

e-mail: info@mst.ru

http://www.mst.ru/
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MepeBOf, C aHrIMIACKOr0 A3blKa Ha PYCCKMI A3bIK

LTamn:
A, HKeNOANUCaBLUNIACA rOCYAapCTBEHHbIN HOTapuyc r. CTpémcTaaa, LLIBeuus, HacTosLmMM
noATeepXaato, 4to AaHnanb Or6oHHals nognmncan HaCTOALWMIA AOKYMEHT.

r. Ctpémctag, 10 gekabps 2019
(nognmcaHo)
AHOPEC NYHOMAPK

LLTamn:

KomnaHusa «boxyc buoTek Ab»,
TpepnropacrataH 4,

r. Ctpémcrag, Lseuma, SE-452 31
www.bohusbiotech.com

IMeyaThb:
FOCY,EI,APCTBEHHI:IVI HOTAPUYC *T. CTPEMCTA,EII *
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AMNOCTW/b
(Faarckast KOHBeHUMS OT 5 oKT6pa 1961 roaa)
1 CrpaHa: LLBeums
HacToswmin otmumanbHblii JOKYMEHT
2 nopnucaH AHZpecom JlyHaMapKoM
3. BbICTYNatoLWMM B Ka4ecTBe rocyapCTBeHHOro HoTapuyca
4. CKper/ieH neyarbo/LUTamnoM rocyfapcTeeHHoOro Hotapuyca r. Ctpémcraga, Lseuus
Y [ocToBEpeHO
5. BT. CTpémcTage
6. 11 nekabps 2019 roga
7. rocygapcTBeHHbIM HoTapuycom . CTpémcTaza, LLseuns
8. 3a Homepom 109/2019
9. Mevars/wTamn:
FOCYAAPCTBEHHbIA HOTAPUYC ¢T. CTPEMCTA/ *
10. MNognuce
(nognucaHo)
a1 HANMbCCOH
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ITeuaTs:
FOCYIAPCTBEHHBIN HOTAPUYC * I'. CTPEMCTA *

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



TekCcT fAaHHOI0 4OKYMeHTa nepesésn nepesofunk Paxnumkynos Snbvgap Cepkanmesny. 3HaHue
MHOCTPAHHOTO A3blKa NogTBep>K gatl. BoinonHeHHbIV NepeBoA ABNSe T CA NPaBUibHbIMA
TOYHbLIM M NOSHbLIM.

NoOAMNNCh

Poccuiickas degepayus

Mopog MockBa

BocemHaguaToOro gekabps fBe ThicAYM AeBATHAALATOrO roga

L ToukuH AmMnTpnit BanepbeBud, HOTapuyc ropoga MocKBbl, CBUAET ENbCTBYH NMOAANHHOCTb MOAMNUCH
nepesofumka Paxumkynosa dnbgapa Cepkanuesunua.

Mognuch caenaHa B MOeM NPUCYTCTBUN.

JInyHoCTb NofgnucasLWero JOKYMEHT yCTaHoB/eHa.

3aperucTpuposaHo B peecTpe: Ng 77/2079-w77~2019~
B3blCKaHO rocyfapcTBeHHOI nowanHbl (no Tapudy): 100 py6.
YnnayeHo 3a okasaHue ycnyr npaBoBoro u TexHnyeckoro xapakTepa: 200 pyo6.

NoANNCh

lepboBas NneyaTsb
HoTapuyca r.Mocksbl
TouknHa [.B

Bcero npowHypoBaHo, NPOHyMepoBaHo
M CKPenneHo nevyaTblo nucT(a)(oB)

HoTapwuyc

NoAnmch

Poccwiickass denepanvs
opoa Mock&s

BoccMHAaUATOro fiekabps ABe TbICAYM AeBATHAAMATO rofa

A, ToukuH AMnTpuii Banepsesu, HoTapuyc roposa Mockssbl,
WY0 BEPHOCTb KOMUK C MPEACTaB/IEHHOrO MHe [0 MeHTa.
BaHo B peectpe: Ne 77/2079-H/77-2019-
mlbabrlL1B pAaal)CTBCHHOM nowmHel (Mo TAHGY): 110 py6.
3710 MH e yC/yr NpaBoBOro Y TEXHUYECKOro Xapaktepa: 580

py6./

[.B. TOUYKMH

Jcero npoLwmTo, NPOHYMepOoBaHO, CKperyieHo
neyatbto_ 10 nwmct(a) (oB)

Hotapuyc
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