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HanmeHoBaHne MegULNHCKOTO MU3aenns
MmnnaHTtat L (+) LIFT gna nMdTuUHra nuua u Tena Ha 0CHOBE CYXO NOMMMOSIOMHON KWUCNOThI B
BapuaHTax UCMOJIHEHUS:

1. UmnnanTtaTt L(+) LIFT gns nudTuvHra nuua u Tena Ha OCHOBE CyXOl MNOAMMOMOYHON
KNUCNOTbl BapnaHT ncnosHeHms 250 mr B cocTase:

- pnakoH obvemom 23 mn ¢ umnnadtatom L(+) LIFT 250 mr. - 1 wr.

- UHCTPYKLMA NO NPMMEHEHMIO (BKNnaabiw) - 1 wT.

- CTUKep 4N15 Bpaya M nauneHTa - 2 Wr.

2. UmnnaHTat L(+) LIFT gns nudpTuHra nuua v Tena Ha OCHOBE CyXOl MOMMMOMIOYHOW
KWUC/IOTbl BapuaHT ucnonHeHusa 500 mr B cocTase:

- (hnakoH o6veMom 51 M ¢ umnnaHtatom L(+) LIFT 500 wmr. - | wr.

- MHCTPYKUMSA NO NPpUMeHeHUt0 (BKMagblw) - 1 wr.

- CTUKep A4NA Bpaya M nauuneHTa - 2 Wr.

MpownsBoanTenb MeULMHCKOT0 U3fennsa

KomnaHusa nponssoauTens/ paspabotunk: AGECARE KOREA, Pecny6nuka Kopes

31, Bongmyeong-ru, Heungdeok-gu, Cheongju-si, Chungcheongbuk-do, Republic of Korea
MecTo npou3BoacTBa MeanumHckoro nigenna: AGECARE KOREA, (T1 Knowledge Industry
Center)619, 817, 816, 31, Bongmyeong-ro, Heungdeok-gu District. Cheongju City.
Chungcheongbukdo Province, Republic of Korea.

HasHaueHne MeAMLMHCKOIO U3ennsa

MmnnaHTtat L(+) LIFT gnd nMdTrvHra nuua n Tena Ha OCHOBE CYXOM NOAMMOMIOYHOW KUCNOTbI B
BapmMaHTax UCNONHEHWA NpefHa3HayeH A8 N0Ka/ibHbIX UHBEKLUIA, NCNOMb3YEMbIX B KOHTYPHOI
nnactnuke 6e3 XMPypruyeckoro BMELUATENbCTBA, A1 KOPPEKLUMM MOPLLUH W BOCCTAHOB/IEHUS
00bema TKaHel, a TakxXe co3aaHns AoNONHUTENbHOI0 06bema.

MoTeHUManbHble MNOTPEOMTENN MEAULMHCKOrO W34eNusa: nauueHTbl C WMHBOMOLWOHHbLIMU
M3MEHEHMAMMN KOXM Nuua U Tena, Npu Hanuumm LePeKTOB KOXMW, CBSA3aHHbIX CO LIpaMamu,
nocTakHe, yTpaToli 06LEMOB.

MpuHLUN geicTBUA MeAULUHCKOI0 N3fenns

MpuHunn peiictemsa umnnaHtata L(+) LIFT gna nudTuHra nuua v Tena Ha OCHOBE CYXOM
NOMIMMONOYHOM KMCNOTbl OCHOBAH Ha TOM, YTO MeXAy mMonekynamu Monum- L-MONOYHON KUCNOTbI
M HaTpueBOi conblo KapbokcumeTunuenntonossl (KML)) o6pa3ytoTca rekcaroHanbHble CBS3N,
NMo3BONAKOLLME pPACTBOPY AN CMEWMWBAHWUA JNIETKO MPOHUKAaTb B UCXOAHYH MONEKYNy MU
o6pa3oBbiBaTb CTabW/bHbIN refeobpasHblii pacTBOpP 418 BOCMOSIHEHUA YyTpadyeHHbIX 06bLEMOB
TKaHel, MpW WHBELUUPOBAHMM 3TOrO pacTBopa MNPOUCXOAUT aKTMBHOE 3aro/jiHEHME MyCTOoT,
KOTOpble 06pa3yoTca B pe3ynbTaTe CTapeHMS KOXM U MOTEPN et COOCTBEHHbLIX 06bEMOB.

3a CYeT NNOTHOrO0 rpPaHyNOMETPUYECKOro pacnpefeneHms MukpodacTuy nonu -L-mono4yHol
KUCNOTbl B MOAKOXHbIM CNOI AepMbl MPOMCXOANT MEXaHMYECKOe MOAHATME TKaHel, Haxoasawmxes
Haf HWM, TeM CaMblM KOPPEKTMpPYyA Ty 4acTb, Ha KOTOPYK HEOO6X0AMMO OKasaTb BAWUSHMUE.
Bnarogaps paBHOMEpPHOMY pacnpefefneHnt0 MMnaaHTaTa NPOUCXOAUT KOPPEKLUS MOPLUH 1
BOCMO/IHEHWE HepjocTallwero obbemMa B 30He WMHbekuuu. Heob6X0AMMOCTb MCMONb30BAHUA B
KayecTBe 3arycTuTeneil HaTpUeBOil CONM KapOOKCMMETUNLENNNo3bl 06ycnoBfeHa Tem, 4TO
AAaHHbIA KOMMOHEHT HEe 4ONYCKaKT BbiNnageHns Monn L-MONOYHOR KMCNOTbI B 0Caf0K B Mpouecce
MPUroTOBNEHNA CYCMNEH3UN.

KOMMOHEHTbLI UMNNaHTa ®YHKLMOHANbHOE Ha3HayYeHne
MonumonoyHas kucnota (Monum Mcnonb3yetca B KauyecTBe Martepuana [fs 3anonHeHuUs
L-mMofi04Has KucnoTta) HefocTalowero ob6bema TKaHu (obecneymBaeT OCHOBHOE

q)yHKLl'I/IOHaJ'IbHOE Ha3HayeHne megnunHCKoro I/I3,CI|EJ'II/IFI)



Hatpuesas conb Mcnonb3yetca B KayecTBe 3aryctutensd And NOAy4YeHus

KapboKCUMeTUNLENOI03bI CTabUNbHOW CyCcneH3nu

(KML)
LelicTBne HaTpUeBOW conm KapookcumeTunuennnosbsl (KML,)

HatpueBasa conb kKapb6okcumeTunuenntonossl (KML)) He oKasblBaeT HMKaKOro NeKapCTBEHHOrO
BO34ENCTBMA, ABNASACH (DAapMaKoormyeckn, metaboiMyecKm U MMMYHONOTUYECKU WHEPTHbLIM
BELLECTBOM.

HaTpueBas conb Kapb6okcumetunuenntonosbl (KML) npeactaBnseT co60it 6enblii BONOKHUCTbI
CbINYYMiA NOPOLLOK. BelwecTBo NpUMeHAeTCa B papMaLeBTUYECKO NPOMbILL/IEHHOCTH B Ka4yecTBe
paspbIXnnTens, o406peHHOro YnpasneHWem Mo CaHUTApHOMY HaA30py 3a KayeCTBOM MULLEBLIX
npoayktos un wmeankameHtos CLIA (FDA). KML, BxoguT B cOCTaB Pas/IMYHbIX
(hapmaLeBTMUYECKUX u3aeNniAi M NPUMEHAeTCA B KayecTBe BCMNOMOrate/lbHOro BelecTBa -
aKCUMMNmeHTa (dbapmakonoruyecku NHepTHOe BELLECTBO). Hartpuesas conb
Kapbokcumetunuennonosel (KML) npumeHseTcs Kak WHepTHOe  (hapmMakosiormyeckoe
HeakTMBHOE BELWeCTBO B CBA3W C Tem, 4TO OHa cnocobHa ynydywaTb XapaKTepucTuKu
pacTBOPUMOCTN N MEXAHWYECKOro pacnafja BeLlecTs.

Kak Tonbko umnnaHTat L(+) LIFT nonagaet B KOXY, HAUMHAETCA aKTUBHOE 3ano/IHEHMEe MyCTOT,
KOTOpble 06pa3yoTCs B pe3ynbTaTe CTAPEHUS KOXWN M NOTEPYU et COOBCTBEHHbLIX 06bemMOB. [Monaaas
B Le/IeBY0 30HY, HauyMHaeTCA npoLecc Hes3aMeA/IMTe/IbHOr0 BOCMO/IHEHUA YTPayeHHOro ob6bema
TKaHew.

O6nacTb NPUMEHEHUNA MeAULUHCKOrIO U3enus

Mmnnantat L(+) LIFT gns nudTUHra nuua v tTena Ha 0OCHOBE CYXOW MONMMOMOYHON KMUCAOTbI U
npegHasHavyeH [AN1A UCMNONb30BaHUA B ycnoBusx JIMY (LEeHTPOB 3CTETUYECKOW MeAUUUHBI,
cTayuoHapoB) B 061acTU B MacTUYECKOW WM 3CTETUUYECKOW XMUPYPruu, KOCMETONOrMnm TONbKO
BpayaMmu-cneynannuctamv, UMeWMUMN KBaIMPUKALNOHHbIE HaBblKM paboTbl C WU3LENUAMM
[LLaHHOro BMAa.

MokasaHUA K NPUMEHEHUIO MeAULNHCKOIo U3aenns

o [lna KOppekuuMm MOPLWMH W BOCCTAHOBNEHUA oOObeMa TKaHeil, a Takxke co3fjaHus
JONONHUTENbHOTO 06beMa.

* YCTpaHEeHNE MUMMUYECKMX N CTaTUYECKMX MOPLLUH PasHOA CTENEHN BbIPaXXEHHOCTH

3a CYeT co3jaHns LONONHUTENbHOIO 06beMa.

» KomnieKkcHasa Koppekumsa penbeda KOXW nuua, Wen, 30Hbl 4eKONbTe, KUCTEN PYK.

* YBennyeHne obbema OTAeNbHbIX YacTel nuua (Wekn, CKynbl, NoA60poA0K), YCTpaHeHNe
acUMMETPUN NnuLa v Tena.

* MpumeHseTCcs Npu BOCCTAHOBMEHUW 06BLEMOB MOC/E LWPAMOB WM MOCNEACTBUIA YrpeBoii
60/M1€3HN nyTem CO3JaHWA [OMOJIHUTENbHOITO 06bemMa, W KakK CNnefcTBMe 3anofIHEHUS U
BblpaBHMBaHMWA YrNy6neHN KOXMN.

MpoTnBONOKa3aHNA K NPUMEHEHUIO MESULMHCKOTO MU3aens

* OCTpble WM XPOHUYECKME 3a60/1eBaHNA KOXM B MECTaX UHBEKLUWUI NN OKPYXKatoL X
obnacTtax.

* [10BbIWEHHAA YYBCTBUTENbHOCTb K BXOAALLMM B COCTaB npenapata KOMMNOHEHTaM.

* Hannume oHKONMOrMYecknx 3aboneBaHunii.

* bepeMeHHOCTb.

* [lepuog rpyAHOro BCKapmanBaHus.

» O6ocTpeHue BocnanuTenbHbIX 3a60neBaHuNi.

* HapyweHune CBEPTbIBAEMOCTM KPOBU U MPUMEHEHME aHTUKOAryaHTOB.

* AYTOMMMYHHble 3a60/1eBaHuA.

* [loyeyHas HeJOCTaTOYHOCTb.

* BBegeHue B 06nacTb ryb, BOKpYr pTa, BOKPYT rnas.

* [pyMeHeHNe y HECOBEPLLUEHHONETHMX 6e3 cornacoBaHns poanTenel WaM ONeKyHoB.



*y MauLMeHTOB C BPOXAEHHOM AN NANONATUYECKOA METreMornobnuHemMunen,
NHPEKLUNOHHBIMYW 3a60N1€BaHUAMN.

e B MecTax pacnosioXXeHnsa KpOBEHOCHbIX COCYy0B (BHYTPUCOCYAMCTOE NonajgaHume
npenapara).

e Hannune B 30He Npeanonaraemoro BeeAeHUs paHee NPUMEHEHHbIX GUNNEpoB
(vmnnaHTaTOB).

OXunpgaemble M npefckasyemble MO60YHbLIE peakUuUM NpPpU MNPUMEHEHUN MeAULUHCKOTO
n3genns

e Peakuumm B MecTax MHBEKLMIA: MOAKOXHbIE KPOBOM3NUSAHWUA, 60Nb, OTeK, reMaTtoMbl.
Peakunn HemefneHHOr0 BO3HWKHOBEHWSA, T. K. BOSHMKAOT B MOMEHT MPOBeAEHUA UHBEKLUN U
00yC/oBMeHbI caMOil cneyuguKoin npoueaypbl U/MAN HenpaBWIbHLIM ee MPOBeAEHUN BpPayOM.
[aHHble peakyun NPoOXoAAT CaMOCTOATE/IbHO B TeYeHUe 2-7 [Hel.

e Peakumm €O CTOPOHbI WMMMYHHOW CWUCTEMbI: TMPW  HaINYMKM  MOBbILIEHHON
YYBCTBUTENbHOCTU K BXOAAWMM B COCTaB MeULWMHCKOro M3AenvMs KOMMOHeHTam. BO3MOXHO
pasBMTUE TMNEePYYBCTBUTE/ILHOCTU, anneprunyeckmnx peakumnii (KOXKHbIN BONAbIPb, annepruyeckas
KpanuBHuUa, aHapuIakKTUYeCKUI LWOK, aHrMOHEBPOTMYECKMA oTeK (oTek KBUHKe). Peakuywms
HEMEL/IeHHOro Tuna, BO3HMKAaeT cpa3y nocne WHbekuuu. [pn ee BO3HUKHOBEHUW Bpauy
HeobXxo4Mmo KynupoBaTb  [JaHHYIO peakuuio BBeJEHNEM NHBEKLMOHHbBIX hopm
AHTUTUCTAMUHHBIX WU TIIOKOKOPTUKOCTEPOUAHbBIX NMpenapaTos.

e Peakuuun 3aMmegneHHOro TMna OTCYTCTBYIOT NPU MPUMEHEHUN U3[eNIng B COOTBETCTBUN C
HacTosAwWen MHCTpyKuMein. OgHaKo OHU MOTYT BO3HUKHYTb NMPW €ro MCnofb30BaHUM B Cly4vae
Han4YMA NaToNoOrMyeckoro areHta (3aboneBaHuii, SABAAKWMXCA MNPOTUBOMNOKa3aHUAMU K
NPUMEHEHNIO).

* [Mocne Mcnofb3oBaHUA LaHHOT0 MeAULMHCKOTO U3LeNns MOTYT BO3HUKHYTb HebobLllne

remMaTtombl, OTEKW, MOKPacHeHWds W 3putembl. BoO3HMKaOT OHM Ha 3-5 fJeHb #
CaMOCTOATENIbHO WKCYe3alT 00bIYHO B TeyeHuwe 1-2 Hedenb, He TpebylT MeLULMHCKOrO
KynupoBaHua. ['paHynemaTo3Hasd peakuusi MOXXET BO3HUKHYTb MPW HanMyuMn natanornyeckoro
areHTa.

* BO3MOXHO nosiBNeHne ynaoTHEHUI B MeCTe BBELEHUA. YNNIOTHEHUA TKAHU He 3aMeTHbI
BHELLUHE, HO MOTYT MpowWwynbiBaTbCA. [laHHOe MPOAB/AEHNE MOXET BO3HUKHYTb 4epe3 5-7 fgHeil,
NMPOXOANT CAMOCTOATENbHO B TeyeHne 14-21 aHei 1 He TpebyeT MeAULMHCKOT0 KynupoBaHus.
BHumaHue!

o TllayumeHT [OMKEH B KpaTyalluMe CPOKM W3BECTUTb Bpavya 060 BCex Cclyvasax
BO3HMKHOBEHMA MNOGOYHbIX 3W(PEKTOB, B TOM UMUCNE He YKasaHHbIX B AAaHHOW MHCTPYKLMW,
coxpaHsawoumxcs 6onee 0gHOW Hefdenu nocne NpoBefeHUs npouefypbl. B cBoo oyepenb, Bpay
LOJ/KEH Ha3HauYUTbL COOTBETCTBYIOLLEE NEYEHNE MaLMNEeHTY.

« O60 BCex CflyyasaX BO3HWKHOBEHWUS APYIMX HeXenaTeNbHbIX MOO0YHbLIX peakuunid,
CBSI3aHHbIX C BBeleHWEM MeANLNHCKOT0 N3genns, He06X04MMO N3BECTUTL AUCTPUGLIOTOPA N/UNn
Nnpoun3BoANTeNd MegULUHCKOro u3genus.

Mepeno3npoBKa MeAULMHCKOIO MU3aena
Cny4yaun nepefo3MpoBKM He 3aDUKCUMPOBAHBI.

Buj KoHTakTa c opraHn3mom
MOCTOAHHbIA KOHTAKT C BHYTPEHHEN cpefoil 1 TKaHAMU OpraHu3ma.

Mepbl NPeAoCTOPOXHOCTM NPU MPUMEHEHUN MEAULMHCKOTO U3AeNNSs:

Mepes NpPUMeEHEHUEM MEAULIMHCKOTO W3AeNnss Heo6XOAMMO OnpefenuTb COOTHOLLEHUE
«N0Mb3a - PUCK» OT NpeanonaraeMoii npouemgypbi.

« [Mepes NCNOMb30BaHWEM HEOGXOAUMO NPOBEPUTL CPOK FOAHOCTY U LLeNOCTHOCTU YNAaKOBKY
MeNLMHCKOTO U3aenus.

* Acnonb3oBaTh TONbKO Y OHOFO MayuMeHTa.

 [TOBTOPHO HE CTEPUNIN30BATb.



« Co6noaaTh CaHWTAPHO-3NUAEMWONOIMYECKNe Tpe6GoBaHMS BO BpeMs npoueayp
BbIMOMIHEHUS UHBEKLUIA, TaK KaK UMEETCS PUCK BO3HUKHOBEHUS UHDEKLWIA.

» He noaBepraTh UHTEHCUBHOMY BO3/1€CTBIIO MOBbILLIEHHbIX TEMMNepaTyp (CONHeYHbI CBET
WU CONMAPUIA) UMM 3HAYUTENLHOMY OXTAXAEHWNIO MECTA UHBEKLINIA;

* YTUNN3NPOBaTh LUNPUL, C OCTAaTKAMMW MMMNAaHTaTa NOCNe MCMOb30BaHNUS.

B3anmogelicTBUe C 4pYrMMnN MeLULUHCKUMWN N3LeNUAMN N NIeKApPCTBEHHbIMW NpenapaTamu
AKTVBHOE NIeKapCTBEHHOE BELLECTBO MOXET 0Ka3blBaTb ONpefesieHHOe B/IUAHUE Ha AeCTPYKLUIO
Monn L- MONOYHOW KMUCNOTbl. 3BECTHO, YTO HEKOTOPble /IeKapCTBEHHbIE NMpenaparbl - aMUHbI
KatanusmpylT rUApOAN3 OCHOBHOW LUEenuW MNOMMMOMIOYHOW KUCNOTbI: Tak, B pagy npome-
TasuH<MeTaflOH<MenepuamH NMPOUCXOAUT 3aMeTHOEe YCKOpeHue rugponusa Monm L- MONOYHOMN
KWCNOTbI, TOrAa Kak B NPUCYTCTBMM HaNTpPeKCcoHa rmaposin3 npoTeKaeT He HAMHOIo GbICTpee, YeM
6e3 Hero. [lNpucytcTBue anbbymuHa, rnobynuHa unm ¢Gu6puHoreHoB u3 llonnm L-mono4yHou
KUCNOTbI, TaKXXe YBe/NNYMBAET CKOPOCTb MAPOAM3a MUKPOHOCUTENEN NleKapCTBEHHbIX CPEACTB.
Tem He MeHee, OTCYTCTBYIOT AaHHble 3a CTPOruMe NpPoTMBOMNOKa3aHWA ucnonb3oBaHua Monu L-
MOJIOYHOW KUCNOTbl MPU MNPUMEHEHUN [AHHbIX JIeKapCTBEHHbIX BelecTB. [lpuMeHeHue
umnnantata L(+) LIFT npu Hanmymm mnepmMaHeHTHbIX (WUAepoB (MMMIAHTATOB) B 30HE
npesnonaraeMoii MHbeKLUN HeJONYCTUMO.

MpumeyaHue 1: MN3BnedeHne mnm 3ameHa umnnaHtata L(+) LIFT HeBOo3MOXHa. Onsd
BbIBEEHUS WM YCKOPEHHOr0 paccacbiBaHUS BO3MOXHO MO BbI6OPY NPaKTUKYHOLWeEro Bpayva
MCNOMb30BaHME pPa3/INYHbIX annapaTHbiX METOAWK (Hanpumep, AapCOHBasb, 3/ieKTponopauus,
Tepanusa MMKpPOTOKamu, Banopusawuns)

MpuMeyaHue 2: MImnnaHtat L(+) LIFT He BnusdeT Ha 3peHue u Bpems peakuuun. He
OKa3blBaeT B/IMAHME Ha CMOCOGHOCTb YNpaBiATb TPAHCMOPTHLIMW CpeAcTBaMW u paboTaTb C
MexaH13mMamm

Bpauy He cnepyert:

* UCNO/b30BaTb COBMECTHO C ApYrMMMK npenapatamMu, Kak B O4HOM LINpuULe, TaK U B O4HOWA
npoueaype;

* BBOAUTbL NayMeHTaM C W3BECTHbIMW HapYLEeHUSMU CBEPTbIBAEMOCTU KPOBU WK
nauueHTam, MonyyvarLWMM NeKapCTBEHHble MpenapaTbl, YBe/lW4YMBaKOLWMe Bpems CBepTbiBaHUSA
KpPOBU (aHTaroHWCTbl BUTaMWHa K, renapuH uaM MMMYHOAenpeccaHTbl), TaK KakK OHU MOryT
NOBbIWAaTh OMNACHOCTb KPOBOTEYEHUSA B MeCTe BBEAEHUS;

* ICNONb30BaTb U3JeNne C HeyJ0BNeTBOPUTENbHLIM OMNbITOM TaKOro BUAa UHbBEKLMUIA;

* UCNONb30BaTb A0 WM NOC/e Na3epHOro IeYEHUsS AN XUMUYECKOro MUANHTA, T. K. 3TO
MO>XeT Bbl3BaTb BOCNasieHNe NHbELUPOBAHHOIO y4acTKa.

MayneH Ty He cnefyeT:

* noagepratb 06paboTaHHbIN y4acTOK HarpeBaHWIO (COMHEYHblE BaHHbI, cayHa, mapoBas
6aHs) UM aKCTpeManbHOro Xosno4a o MCYe3HOBEHUA NOBbLIX NPU3HAKOB MECTHOM0 BOCNAaNeHMs.
CyuiecTBYeT pUCK MHPULUPOBAHUS, XapaKTepHbI/ ANS BCeX NOLKOXHbIX UHBEKLNA.

Moatomy AN AaHHOTO BMAa NpoLesypbl NPy BBEAEHUW MPOAYKTa MPUMEHAIOT CTaHAApPTHbIE Mepbl
NpPeLoCTOPOXHOCTU.

Mepes NpUMeHeHMeM cneayeT YyAOCTOBEPUTLCHA, YTO MHAUBMAYANbHAA CTEPUIbHAA YNakoBKa He
noBpexXfeHa, CPOK roAHOCTU HE UCTEK.

3anpelLeHo BBOAUTb B KPOBEHOCHbIEe COCY/Abl, B KOCTU, CBA3KW, CYXOXMWAUSA U MblLWLbl, B POAUMbIE
nAaTHa.

OCTaTKN MEANLIMHCKOTO M3enns nognexkaT yTunmsayum!

3anpelLeHo UCNonbL30BaTh MeAMLIMHCKOE MU3fenne
* NPV HapyLLIeHNN LLeNOCTHOCTU CTepUbHOI YNakoBKKU. He cTepnnnsoBaTb NOBTOPHO!
* C UCTEKLLINM CPOKOM FOHOCTH.

MpuUMeHeHNe MeaULMHCKOro n3gennsa 6e3onacHo NpyM NpPoBefeHNN MarHUTHO-PE30HAaHCHOM
ToMorpagumn



MmnnaHTtaT L(+) LIFT gng nudTrHra nuua u Tena Ha 0CHOBE CYXOW MOMMMOMOYHOW KUCNOThbI He
BNMSAET Ha Ka4eCcTBO Nosy4vyaeMblX U306paXKeHnin (OTCYTCTBYIOT apTedhaKTbl M NMOTEPU CUTHAnNA).
Buogerpagauns megmuMHCKOro n3gaenms

MmaponuTuyeckas gecTpykuma PaspylleHne maTepuana B BOLHON cpefe Nof BO34eNCTBUEM:
- KNCNOT U weno4ven (HehepMeHTaTUBHbINA TUAPONN3);
- (hepmeHTOB ((hepMeHTATUBHbLIN rMAPONN3);
- aKTMBHbIX (OpPM Kucropoja W CBOOGOAHbLIX pafuKanos
(okmucnutenbHas  LecTpPyKuusa,  KoTopas  CYLLeCTBEHHO
yCKopseTcA B NPUCYTCTBUMN B KayeCcTBe Katasm3aTopa MOHOB

MeTassioB).

KneTtouHas gecTpykuus PaspyweHune 6uomaTtepuana mMakpogaramm u TYYHbIMU
KneTkamu.

BakTepuanbHas fecTpyKkuma MpucyTtcTBue GakTepuii B o06nacTu BBEAEHUS MMMIaHTaTa

MOXeT YCKOPWUTb 6uogerpajanmnio 3a cHeT (hepMeHTaTUBHOM
M OKUCNINTENbHOW AeCTPYKLUN.

MexaHogecTpyKLumns ®dparmeHTaumMa n/vnu n3MeHeHune (OPMbl MMMAHTaTa MOA
AEeNCTBUEM CTATMYECKUX WAM  AUHAMUYECKUX Harpysok
MOXeT YCKOPUTb paspyLleHne matepuana (aKTMBHas MUMKKa,
maccax, ygap).

MyTn BbIBeAEHUS N3 OpraHM3Ma MeguLMHCKOr0o U3aenns

MmnnaHTtat L(+) LIFT gna nugTuHra nuua v Tena Ha OCHOBE CYXOW MOMIMMONIOYHOW KUCNOTbI
MOMHOCTbIO BbIBOAWUTCS M3 OpraHM3Ma. BbiBegeHune 3aBUCUT OT MHAMBUAYANbHbLIX OCOOEHHOCTEN
naumeHta. B pesynbTate rugponusa MOAMNAKTAL NOCTEMEHHO pacnajaeTcs Ha MOJIOUYHYH
KWCNOTY U TMUKOTEH M BbIBOAUTCA U3 OpraHM3Ma 4yefnioBeka eCTeCTBEHHbIM 06pa3oM 4yepes neyeHb
N NOYKMN.

Bpems coxpaHeHUA adhdheKTa nocse NpUMeHeHUA MeULNHCKOTo 13genus

WmnnaHTat L(+) LIFT gns nuTuHra nuua v Tena Ha OCHOBE CyXOM MOMIMMOMIOYHOW KUCOTbI B
3aBMCUMOCTM OT WUHAMBUAYaANIbHbIX OCOOEHHOCTEN opraHnsMa nauumeHTa U COCTOAHUSA KOXHbIX
MOKPOBOB YesioBeKa, cocTaBnseT oT 2 A0 5 fneT.

Ycnosua akcnsyatauum MeguLmMHCKOro u3fennsg
WMmnnanTtat L(+) LIFT gna nndTuHra nuua v tena Ha OCHOBE CyX0il NOAMMOMOYHOW KUCNOTbI

ABMIAETCA UMMNNAHTUPYEMbIM WU3LEMEM W MpefHasHavyeH A9 UCMNONb30BaHUA B ycnosuax J1My
(ueHTpax  3CTeTMYECKOW MeAWUMHbI, CTauuoHapax), MOXET WCNONb30BaTbCA  TOJIbKO
MELULMHCKUM TMNEepcoHasioM, MMeLWMUM COOTBETCTBYIOW}INO KBanMPuUKaunio W Bhaferowum
WHBEKLMNOHHBIMW TEXHUKAMM.
YcnoBua skcnayaTauum:

* Temnepatypa oT + 2 o +25 °C;

* OTHOCKTENbHAA BNAXHOCTbL 35-85 %

e ATMOcCHhepHoe aaBneHune 795-1060 rlMa
M3beratb nonagaHns NpsMoro CO/IHEYHOro CBeTa, 3amopaxnsaHuns, o6pasoBaHNs KOHAeHcaTa.

Knaccugpukauma MeguumMHCKOro nsgenus

Knaccuthunkaumsa npoeeaeHa B cOOTBETCTBUM ¢ AnupekTueoit EC o meanumnHcknx nsgennsax (MDD)
93/42/EEC, MpunoxeHne IX. MpoayKT cocTaBneH cornacHo Mpasuny 8, 3- i a63au: «Bce
UMNIaHTUPYEMble W3LENNA U ANUTEIbHO ChyXauue Xupypruyeckue WHBa3UBHbIE WU3LENNA
oTHocATca K Knaccy Hb, 3a ucknwyeHuem cnyyaes, Korfja npejnofiaraetcd nosiHaa wau
npenmMyLLecTBeHHan abcopbumsa, B 3TOM cnydae usgenmsa otHocaTca K Knaccy Hi».
O60oCHOBaHMWE OTHECEHMA K M3AennsiM MeaMLUMHCKOro HasHavyeHusa cornacHo MEDDEV 2.1/3,
«PyKoBOASILMIA [OKYMEHT - uW34enusd, MWMerlwmne npefebHble CBOWCTBA, NEKAPCTBEHHbIE

npenapartbl C CUCTEMOIA AOCTaBKMN N MeaAUWUNHCKNE n3nennda B KayeCTBe HEOTbEMIEMOMN YacTu



BK/tOYalOLWMe JONONHUTENbHbIE AENCTBYIOLLME BELLECTBA WAW JOMNONHUTENIbHbIE NMPOU3BOAHbIE
KPOBM 4YenoBeka», MPOAYKT KnaccuuumpyeTcsd Kak MeAWUWHCKOe u3aenne, Ha OCHOBe
cnefyoLwero:

B cootBeTcTBUM Cc OupektuBoi Coseta EC 93/42/EEC, Kacawouwleics MegULMHCKUX W3AeNuil,
cTatba 1.2 (2), JaHO onpegeneHne MeAULMHCKOI0 U34eNuns:

nog «MefULUHCKUM M34enveM» NoHMMaeTcs N06oe nsgenue, annapar, CpeAcTBO, MaTepuan uim
ApYyroe usgenune, KOTOpoe NPy MCNONb30BaHWM MO OTAENLHOCTW WMAN B KOMOWMHaUMKW, BKAKOYas
nporpammHoe  obecrevyeHne, Heobxogumoe  [ANS  €ro0  Haj/jexalero  nNpUMEeHeHus,
npeAnonaraemMoro nNpou3BoguTenem, AN8 WUCNOMb30BaHWS 4YeIOBEKOM B LENAX: AMArHOCTUKM,
npefoTBpaleHNsa, MOHUTOPUHIA, JleyeHUs uau  obnervyeHns  60N€3HU, ANATHOCTUKM,
MOHUTOPWUHIA, JfleYeHUs, 0O6NeryeHWs WUAN KOMMEHcauunm MNOBPeXAeHus, wanm  aedekTa,
nccnefoBaHns, 3aMeweHUs WANM  MOAMMUKaAUMU  aHATOMWUYECKOro WaM  (PU3N0N0rnMYecKoro
npouecca, NPOBEPKN KOHLEMLMU, U KOTOPOE He BbIMOMHAET MPUHLUNNANBHOTO AEACTBUS B UK
MO OTHOWEHUK K OpraHnusMy 4enoBeka (apMakonOrnyeckKMM, MWMMYHONOTUYECKUM UMK
MeTabonnyeckmm, nyTemM, HO KOTOPOe MOXXET CNOCO6CTBOBATb €ro PYHKLUN.

MpoayKT He OKa3blBaeT NPUHLMMNNANBHOTO AeACTBMA (hapMaKoNOrn4yeckKnm, MUMMYHONOTNYECKUM
Wnn  MmetabonmuyeckMm nyTem. Takum o06pa3om, Wu3genve YAOBNEeTBOPSET ONPeAeneHuto
MeANLNHCKOrO N3fenmns.

Knaccudunkauma msgenns B COOTBETCTBMN C HOMEHKNATYPHbIM KNacCUhnKaTopoM MegULUHCKUX
n3fennii, yTBepXXAeHHbIM NpukasoMm MUHUCTepCTBa 3A4paBooXpaHeHuUs Poccuiickoin deaepaummn
oT 06 ntoHA 2012 r. Ne 4H - 326400

Kog O6uiepoccuinckoro knaccmpukaropa npoaykumMy no BuAaM 3KOHOMMUYECKOW AeATeNbHOCTU
32.50.50.190

TexHUn4eckoe onmncaHne MegULMHCKOIo n3genms

OCHOBHbIe XapaKTepUCTUKHU

CnaBHbIN maTepunan - cmecb [onn L-monoyHas Kucnota + HaTpuii- KapooKCUMETUNLLENNON0- 33
(PLA [Poly (L-lactide)] + CMC (Sodium Carboxymethylcellulose))

BvocoBMecTUMOCTb MaTepuanos

Matepuasnbl, UCNoNb3yemMble A8 NMPOU3BOACTBA COBMECTUMbI C 6GMONOTMYECKUMU TKAHAMM,
K/IeTKamy 1 XNAKOCTAMU OpraHn3mMa 4efioBeka, C KOTOPbIMM OHW HaXOoAATCHA B KOHTaKTe.
Ka4yecTBeHHbI U KONMYECTBEHHbIW COCTaB MeLULMUHCKOIO U3henuns
BapuaHT ncnonHenusa: UmnnaiTaT L(+) LIFT gna nupTuMHranumua n Teaa Ha 0OCHOBE CyXoi
NONMMONOYHOW KUCNOT bl BAPUAHT UCNONHEHUSA 250 MT
CocTaB Ha oauH nakoH: [Monn L-monoyHas kucnota - 250 mr (x 10 ™mr), HaTpwuid-
KapbokcumeTunuennwnosa - 75 mr (x 10 mr).
BapnaHT ucnonHenus: UmnnanrtaT L(+) LIFT gnanup TuUHranmua n Tena Ha 0OCHOBE CyXOl
NOSIMMOMOYHON KUCNOT bl BAPUAHT ucnofHeHus 500 mr
CoctaB Ha oauH nakoH: Monu L-monoyHas kucnota - 500 mr (x 10 wmr); HaTpuid-
KapbokcumeTunuennwnosa - 150 mr (x 10 mr).
e Pasmep yacTtuy sewectsa: 10 HM- 60 Hm

OCHOBHbIE TeEXHUYECKNE XapaKTepUCTUKN MeAUUNHCKOTo U3fLenusa
MmnnaHTtaTt L(+) LIFT gng nugTUHra nuua u Tesla Ha OCHOBE CYXOM MNOSIMMOMNOYHOM
KUC/OThbI
XapakTepucTtuka MapameTpsl
BHewHWi Bug, Xnonbs, 6e3 uBeTa W 3anaxa,
6enoro ugeta

3HauyeHue pH <1,5
TexHWYecKMe XxapaKTepPUCTUKK MOSTYYEHHOTO NOC/ie paCTBOPEHMA pacTBopa
3HauyeHue pH nocne passefeHns 6,5 £0,65



OpraHosienTuyeckne xapakTepucTuku

BA3kocTb pacTBopa

OcMoNAnbLHOCTL

CopepxxaHue bakTepuanbHbIX 3HAOTOKCUHOB, ME/ Mr
Tsaxenole metannbl (Takue Kak csuHel (Pb)), Mkr/r
Hannune matepnanos, NONYYEHHbIX U3 TKAHEN XUBOTHbIX
UM YenioBeKa, a TakXXe KPOBWU MAM KOMMOHEHTOB KPOBU
yenoseka

Hannuve aMMHOKMCAOT, BUTAMUHHBIX MPenaparos
Hannuve nekapCTBEHHbIX BELLECTB

Hannuve pacTUTENIbHbIX 3KCTPAKTOB

OpHopoAHOE, reneobpasHoe
BellecTBO 6Genoro uBeta 6e3
3anaxa

906+10c

270-350 mOcm/Kr

He 6onee 0.050 ME/mr
< 10 mKr/r

He copepxar

He cogepxart
He copepxar
He cogepxart

XAPAKTEPUCTUKN ®PNTAKOHA ANnA BAPUMAHTA NCMOJIHEHNA UMIMNAHTAT

L(+)

LIFT Anda 1IMnMeTUHIrA a1mMmdA W TENA HA OCHOBE

CYXO0Wu

NMONNMONTOYHOWN KNCNOTbl B BAPUAHTAX MCMOJSTHEHWA: 250 MT

t
I X

O6bem (hnakoHa

M/
MM
OunameTp fHa (hnakoHa dl norpetu.
dvameTp «KOPOHbI» MM
(hnakoHa 62 norpety.
OvameTp «wwelKkn» MM
hNaKoHbI 63 norpeLw.
JuameTp BX0OAHOro MM
0TBEPCTUA 64 norpedu.
BbicoTa (hiakoHa MM
bl norpe.
BbicoTa BEpXYLUKHU MM
b4 norpetu.
BbicoTa KOPOHbI MM
b3 norpetw.
Makc, BOTHYTOCTb fHa MM
thnakoHa t
MM
TonwmHa CTeHKN (hakoHa Si norpetu.

23+0,8

26
+0,2
20,4
+0,2
15,8
+0,2

8,5
+0,2

67
0,5

9,8
+0,2

6,5
+0,2

1,0

1,0
0,2



MMUWHUManbHasa TonwWwmnHa

AHa nakoHa s2 MM 0,85
Yron «KOpoHbI» e ° 30°+5°
Macca (bpyTT0) CTEKNTAHHOrO (hakoHa: 190£1,0r

XAPAKTEPUCTUKUN ®NAKOHA ANS BAPUAHTA UCMONHEHUA VMMNNAHTAT
L+) LIFT AA89 JWPTUHIA JIMUA W TEJA HA OCHOBE CYXOW
MOIMMMOMTOYHOW KUCNOTbI 8 BAPUAHTAX MCMONMHEHUSA: 500 Mr.

roodo.

O6bem (hrakoHa

M 51+0,8
MM 38
OvnawveTtp gHa hnakoHa di norpetu. +0,2
OvnameTp «KOpPOHbI» MM 20,2
(hnakoHa d2 norpeu. +0,2
OvameTp «werkn» MM 171
(pnakoHbl a3 norpeLw. +0,2
OwnameTp BXO4HOTO MM 8,3
0TBEPCTUA d4 norpetu. +0,2
BbicoTa pnakoHa MM 72,5
hi norpetu. +0,5
BbicoTa BEpXYLUKM MM 9,6
h4 norpeu. +0,3
BbicOoTa KOpPOHbI MM 6,8
h3 norpetu. +0,2
Makc, BOrHYTOCTb AHa MM 12
(hnakoHa t
MM 15
TonuiMHa CTeHKN nakoHa sl norpetu. +0,1
MuHUManbHaa TonwmnHa
AHa (nakoHa s2 MM 0,85
YT0oNn «KOPOHbI» e ° 30°£5°
Macca (bpyTTO) CTEK/ISAHHOT O (hiakoHa: 345+£1,0r

TepMuyeckast CTOMKOCTb
KoathhnuMeHT NNHEAHOTo TEPMUYECKOT0 pacllpeHmna 4omKeH 6biTb B AnanasoHe 6,2-7,5x10'6
K ' (20-300C®).

CopepxxaHue B203 % (r/r)



CopepxxaHne B203 fo/mKHO 6bITh 60/bLIe, MM60 paBHO 8% 1 MeHee 15%.

BogoHenpoHMuaemMocTb
Onpepengetca KopnyckynapHelM Metogom npu 121 °C

MexaHunyeckass NPOYHOCTb
BHyTpeHHee HanpsXXeHne He AO/MHKHO npesbiwats 40 HM/MM

Xnmunyeckasa CTOMKOCTb (KoathdnuneHT BbllenaunsaHmsa As, Sb, Pb)
Mpegensl BbiwenaumnsaHua As, Sh, Pb coctaBnsatoT As < 0,2 mr/n, Sb < 0,7 mr/n, Pb < 1,0 mr/n

BofOHENPOHNLLAEMOCTb BHYTPEHHE NOBEPXHOCTU

[omkHa ynosnetsopaTtb Tpe6oBaHMAM ypoBHsa HC 1 nan HCB

MuH1ManbHaa ToNWMHA CTEHOK U AHA, MM: 1

CKo/bl: HE gonycKarTCA.

TpewuHbl: He 4ONYCTUMBI.

CKBO3HbIe NMOCESIKN: He A0MYCTUMO.

OTKpbITbIE NY3bIpY Y KANWANAPbI: HE OMNYCTUMO.

MHOopoaHble BKNOUYEHUSA, UMEtOLL e BOKPYT ceba TPeLMHbI 1 NOCENKN: HE JOMYCTUMO.

Chbipbe:

Monn L-monoyHas kucnota: CAS 26680-10-4; uBeT 6enblii; XxapakTepucTmuyeckas BA3KOCTb

1,3 -1,7 an/r (0,13-0,17 mVkt- CWN), monekynspHaa macca 200 000-280 000 Da, mocTaBLMK
Evonik

HaTpuii-kap6okcumeTunyenntonosa: noctaswunk Bolak; uset ceetno-xentoiii, CAS 9004-32-4

Cblipbe 418 YNaKOBKWU:

®nakoHbl: YNCTOE BOPOCUNNKATHOE CTEKNO, KaTanoXHblii Homep GX51D, nponssogutens Shinil
Pharm Glass Co,, LTD,, Korea,

KpblwKa Ans ¢nakoHa: antOMWUHWIA, KaTanoXHblii HoMep 224193-01, npoussogunTens Wheaton
Industries, Inc,, USA

Ctonnep (pe3nHoBas Npoknaaka Mexay (hnakoHOM WM KPbILWKOR): XNopooyTun (XNopupoBaHHbIii
n3obytunen-nsonped), C AS 68081-82-3, npoussogutens Younglin Co., LTD., Korea Macca
cTtonnepa - (B rpaMmax ¢ TOYHOCTbIO A0 1laecAToin); 2,24 rpamma (£0,12 rpamma) Ctonnep uMeroT
YUCTYIO U FNajKyt MOBEPXHOCTb, 6€3 CKBO3HbIX OTBEPCTUIA.

Ha cTonnepe HeT pakoBWH, 3ayCeHLeB, B34yTUSA, HaN/bIBOB, HaAPbIBOB, TPELLMH, CKO/OB, LLapanuH,
NMOCTOPOHHMX BK/IKOYEHUIA.

Crtonnep no3BosiseT ob6ecneynsBatb repMeTUYHOCTb YKYMOPEHHOI0 U3aenus.

CTonnep ycToi4MB K pacTBOpam KUC/OT.

CTonnep BblAEPXMBAET CONPOTUBNEHNE N3OBITOYHOMY AaBIeHUO A0 9 Krc/cmh,

Mo opraHoONenTUYECKMM MoKasaTensmMm CTornmnepa: 3anax BOAHON BbITAXKN - He 6onee 16anna; 6e3
NPUBKYCa BOAHOMN BbITSHXKWN; 6€3 NU3MEHEHMA LBETa U NPO3PaYHOCTN BOLHOM BbITSHKKMN.

Kopob6ka: matepuan kapToH Inner Carton RVI 350 gr

HecodeTaemocTb
MpumeHeHne nMmnnantaTta L(+) LIFT npu Hanuumm nepmaHeHTHbIX PUNNepoB (MMNIaHTaToB) B
30He npegnonaraeMoin UHbEKLUN HefoMyCTUMO.

YKasaHuA K NCMO0Mb30BaAHNIO MeLULUHCKOI0 NU3LeNNA:

MoarotoBka K UCMOMb30BaAHUIO

Mpoueaypa OCYLecTBNAETCA B COOTBETCTBMM CO CTaHAapTHON MeAULMHCKON NpakTUKON W
MECTHbIMW  npaBuiamun. [Ons  ycnewHoro TMpoBeAeHWUs npouefypbl  NPOAYKT  AOJKeH
MCNoMb30BaTLCA Bpavyamy, KOTOpble MPOLWAN CreunanbHoe 06yyeHMe MeTodam MHBEKUWIA Mo
3aM0/THEHNIO KOXHbIX CKMafoK.

MpoBefeHne npoueayp AO/MKHO 6bITb B acenTuyeckmx ycnosumax. lMepefd npouefypoint Bpay
NPOBOAMT AEe3MH(EKLNIO U HECKONIbKO pa3 obpabarbiBaeT 30HbI KOPPEKLMM aHTUCENTMKOM OT
LLleHTpa K nepugepunn.



NpUMeHeHNe MeANLUHCKOrO U34enna NpoBOAUTCA B amOynaToOpHbIX YCNOBUSAX, KaK npaBuo, 6es
aHecTe3nn. B cnyyae Heob6XogMMOCTM MOXeT 6biTb AobaneH 1% pacTBop NuAoKaumHa (Mm
APYTON MHBEKUMOHHBIV NpenapaT Ans MeCTHOM aHecTe3nun) K pacTBopy B ob6beme He 60ee 2 Mn
Ans 60onee KOMGOPTHOrO COCTOAHUS MalMeHTa BO BpeMs Mpoueaypbl, TaK KAK MOMEHT BBeAEHUS
thunnepa B psAfge CAyyaeB MOXET BbI3BaTb AWCKOMMOPT. ANMNAMKALMOHHAsA aHecTe3ns, Kak
npaBuno, He TpebyeTcs.

MogrotoBka K mcnosib3oBaHuio mmnnaHtarta L(x) LIFT gna nudTuHra nuua v Tena Ha

OCHOBE CYXO0li NOIMMOJIOYHON KWUCNOTbl B BapuaHTax UcrnosHeHus: 250mr, 500Mmr:

MmnnanTaTt L(x) LIFT gna nugpTuHra nuua
M Tena Ha OCHOBe CyXOiM MOIMMOSIOYHO
KNCNOTbl BapnaHT ncnonHeHusa 250 mr
CHUMUTE afItOMUHNEBYIO KPbILWKY C (1aKoHa,
npotpure ee Pe3NHOBYIO npo6Ky
aHTUCENTUKOM. Ecnu aNtOMUHNEBBIN
KO/MMayoK W pe3nHosas npobka BO (hnakoHe
MOBPEXAEHbI, He UCNOMb3YNTe NPOAYKT.

2. K cogepxumomy thnakoHa fobasuts 20 mn
(£10%) cTepunbHOW BOAbl ANA WHBEKUWUIA C

MOMOLL b0 04HOpPa3oBOro CTEPUNIBHOTO
wnpuua
3. [ns paBHOMEpPHOr0 CMeLIMBaHUA cC

BBEJlEHHOWN CTEepPUNbHOW BOAON ANS UHBLEKLIWNIA
peKOMeHAyeTcs, BCTPAXMBATb (NakoOH He
mMeHee 10 MUHYT.
4. BBefgeHue OCyLLeCTBNSETCA C MOMOLLbLO
CTEPUNbHONM Wbl UK KaHonn 25G.
[lo3a BapbupyeTcs B 3aBUCUMOCTU OT 30HHbI,
rNy6MHbI MOPLLMH 1 TUNA KOXMN.
OueHka KOoppeKuunm
NMpoOn3BOAMNTCA BM3YasibHO,
5. [Tlocne pasBepeHus,
pacTBopa He fonyckaeTcs.
XpaHeHue nocne pa3BefeHuns
[0nycKaeTca o 72 yacoB Npu TemnepaType oT
+5X poxl2°C.

TKaHer

NMOBTOPHbLIA  A060p

Mmnnantat L(+) LIFT gna nugTuHra nuua
M Tena Ha OCHOBE CYXOW MOSIMMOIOYHOWN
KNUCNOTbl BapuaHT ucnosHeHnsa 500 mr
CHUMUTE antOMUHNEBYIO KPbILWKY C (DNaKOHa,
npoTpure ee pe3vHOBYO npo6Ky
aHTUCENTUKOM. Ecnm aNtOMUHMNEBBI VA
KO/INa4yoK W pe3nHoBas npobka BO (iakoHe
MOBPEX/EeHbl, HE NCMONb3YNTe NPOLYKT.

2. K cogepxumomy dnakoHa fob6asutb 40 mn
(£10%) cTepunbHOW BOAbI ANA WHBEKUMA C

MOMOLL b0 04HOPa30BOr0 CTEPUNLHOTO
wnpuua
3. [Ons paBHOMEPHOro CMElIWBaHUS C

BBEJIEHHOW CTEPUNbLHON BOAONM ANA WHBEKL WA
peKoMeHAyeTCs, BCTpAXUBaTb (1aKOH He
meHee 10 MUHYT.
4. BeefeHne OCYyLeCTBAAETCA C MOMOLbIO
CTEPUNbHOM UrNbl UK KaHonn 25G.
[lo3a BapbupyeTca B 3aBMCUMOCTU OT 30HHbI,
rNy6uUHbI MOPLMH M TUMNa KOXMW.
OueHka KoppeKumnu
NMPOuU3BOANTCA BU3YaNnbHO.
5. Tlocne pa3BefeHuUs,
pacTtBopa He LonyCKaeTcs.
XpaHeHue nocne passefeHus
[ONyCcKaeTcsa 40 72 4acoB Npu TeMmnepaType oT
+5°C pox12°C.

TKaHel

MOBTOPHbIN f060p

Mpouegypa unu npasuia UCNoNb30BaHUSA MeAULMHCKOTO MU3aeNns

TexHWKa BBefeHWUA, 30Ha BBefeHUA U Bbl60p BapnaHTa WUCMONMHEHUNA MeAULUWMHCKOro umsaenns
3aBUCUT OT COCTOAHMNA KOXXHbIX MOKPOBOB, MHAMBUAYANIbHbBIX 0COBEHHOCTE aHaTOMMUU nnda n
noXxenaHui nayneHTa.

Kypc npumeHeHus cocTaBnsieT oT 1-3 mpoueaypbl, MHTEpBan M BPeMs HacTynieHus agpdekTa
onpeAensTCa MHANBUAYANbHBIMW OCOBEHHOCTAMM NaLMUeHTa.

MakcunmanbHO gonyctumas gosa 414 BCeX 30H BBeeHMA 3a 1 BBeAeHUe, COCTaBNAET - He 6onee

1000 wr.
30HbI BBEAEHMSA: KOXW NNLA, LWEKN, 30Hbl JeKONbTe, KUCTEN pPYyK, OTAeNbHbIE YacTu nuua (Weku,

CKy/bl, N0AG0POAOK), YCTPaHEHUE aCUMMETPUY NnLa U Tena.

Fny6uHa BBeAEHUSN:



Ons MOPWUWH Nuua, Wen n KUCTeih pyK— UHbEeKLMUU JOMKHbI 6bliTb HEFNYBOKMMU: OT BEPXHEro
[0 CPEAHEro cnos AepMbl U BbIMOMHATLCA C BUAMMbIM NOGENEHNEM KOXWN B MECTE UHbEKL MU,

Onsa KoppeKunn o6bEMa TKaHel, BKAOYasa yCTpaHeHe aCUMMMETPUN nnua U Tena UHbEKL UK
MOTYT 6bITb AOBO/LHO TNYOOKUMMW, U AaxKe NOAKOXHbIMU, B 0COBEHHOCTM Ha CKyfax, BMCKax,
noa6opoaKe N B MeX6pOBbE.

OcobeHHOCTH VIH'beKLI,VIVI B pa3/iInyYHblIX aHAaTOMNYECKUX obnacTax.

CKynbl, NoA60p0oLOK: rNybokas MHbEKL WA, pABHOMEpPHAA reHepann3oBaHHad MHPUIbTpaLma.

O cTeneHW KOppekuuu TKaHein cyAAaT BU3yanbHO, 06BEM rmaposiv3ara 3aBUCUT OT Xenaemon
Mogudukaumm (NpU6AN3NTENLHO 2 MA ANA KaXAOW CKynbl, Urabl 25G),

*2mn MONYYEHHOIO pactBopa (cnoco6 mony4vyeHMs — 3TO CMELLEHWE CO CTEPUbHOI BOAONA
AN UHBEKLUMIA-0NUCAH Bbilwe). AHANOTMYHO AN BCEX 30H.

CKnagku n rnybokmne MOpPLLMHbI Ha WeKax: reHepanvM3oBaHHas ogHOpPoAHAA UHPUNbLTPaLUS No
BCeli 06nacTn BO3aeicTema (MPUGAN3NTENBHO 2 M ANSA KaXA0i WeKu, urabl 25G).

Fnybokoe BBeAeHWe ANA perynnposaHus obvema TkaHU (0T 1 40 2 MA Ha OfAHY CTOPOHY, WUT/ibl
25G).

B anugepmuc go nobeneHns mopumH (0,25 Mn B 0fHY CTOPOHY, urabl 25G).

Buckn:  rnybokoe BBeAeHMe € 06paTHO-MOCTynateslbHbIM  XO4OM  WUMbl,  YTOOBLI
MPOKOHTPONMPOBATbL, YTO KPOBEHOCHbIE COCYAbl He Oblv NoBpPeXAeHbl (1 M Ha OfHY CTOPOHY,
nrnbl 25G).

J106 (Mexx6poBHbIe CK1afKN): BBefeHMe C 06paTHO-NOCTYNaTebHbIM X040M Urfbl 0643aTeNbHO,
4yTOo6bl Y6eAUTLCA, UTO KPOBEHOCHbIE COCYAbl HE OblAN MOBPEXAeHbl. VIHbEKLMIO NpPOn3BOAUTL
rnyboKo B AepMy B KaXayto CKnagky. NMomaccupyinte Mecto MHbEKLUN.

LLlesa: nogkoxHoe BBefeHWe, OLHOPOAHAsA, reHepanusoBaHHasa WHGUNbTpauus (2 mMa 3a O4uH
CeaHc; HeobX0aMMO OT 2 A0 3 CeaHCOB ANd MOPLLIMH U CKNaaoK Ha wee; urasl 25G).

HemeaneHHO NpekpaTuTe NPoLeAypY, eC/IM BOZHMKJ/IO MOA03PEHME HA MPOKO/ cocya.

Ecnu B Xofle BBEAEHMUS OLLYLLAETCSH 3HAUYMTE/IbHOEe COMPOTUB/EHWNE, CNeAyeT NepeMecTUTb Urny
rny6xe, 4To6bl 06ecneynTb 60Nee Nerkoe BBefeHe MNNaHTaTa. ECan conpoTuBaeHme 0cTanoch,
nonpobyiiTe BBECTU renb C APYroil ToukuM BXofa. B cnyyae HenpepbiBHOrO COMPOTUMBAEHUS,
BO3MOXXHO He06X0AMMa 3aMeHa MHBEKLMOHHOW Wbl U / MAn wnpuua.

WNHCTpYKUMKM ana nauneHToB Npu NPUMEHEHUN MeSULUHCKOIo n3genms

 MayueHTam cnefyet NpUAEPXKMUBATLCA CefYOWNX peKOMeHAaumni: n3beratb YpeaMepHbIX
(hM3nNYECKNX Harpy3ok, a TakXe BO3LeNCTBUSA NPAMbIX COMMHEYHbIX NyYelr U namn A4 3arapa uim
9KCTPEMasnbHbIX MOFOAHbIX YCNOBUIA B Te4YeHMe 24 4acos.

* MauneHTOB crefyeT NPoMHMOPMMPOBATL O NMPUMEHEHUN 06epTbiBaHMA CO NIbAOM WK
X0/I04HOr0 KoMmmnpecca K 06paboTaHHOMY y4acTKy B TeyeHue 24 yacoB Noc/ie npouesypbl.

e MaumeHTam TakKXXe PEKOMEHAYETCA NOMEHbLIE FOBOPUTD, Y/bIOATHCA U CMEATLCA B TeUEHUE
OHOW Hejenu nocne npoueaypbl.

* [NMaymeHTam, KOTOpPbIM MPOBOAMAACL Mpouedypa B 06nacTu pTa, cnefyet nonaockarb pot
(hM310NOrNYECKUM pacTBOPOM Kaxable 3-4 yaca, B Te4eHMe 04HON Hefenn nocne Npoueaypbl.

e [Mpn He06XOAMMOCTM MauueHTbl MOTYT WUCMNOMAb30BaTb MepopanbHble aHanbreTUukM Mo
peKkoMeHfauum Bpava.

« Ecnn BocnanuTenbHbIA npouecc Anmtcs 60nee Hedenn WA NOABATCA Apyrve NO6GOYHbIe
athheKThbl, CneayeT HEMEA/IEHHO 06PaTUTLCS K Bpauy.

o CnepyeT BO3fePXaTbCa OT HAHECEHUA MaKusXa B TeyeHMe 12 4acoB MoOC/e UHbEKLUK, B
TeuyeHUe 2 HefleNlb MOCNE MHBEKLMU HeobXxoanmo nsberaTb 4AUTENBHOTO KOHTAKTA C CO/THEYHbIMMA
nyyamu, ynbTpamonetom, resimum, He nocewatb cayHy uam 6aHio.



* He ynoTpe6nATb ankoronbHble HaNUTKW, MPOTUBOBOCMANUTE/bHbIE CPEACTBa,
aHTUKOArynsHTbl M npenapatbl 6€3 KOHCynbTauuu C BpayoM, ycKopstolime mMeTabonmsm fo U
nocne npoueaypsbl.

CTepnNbHOCTb MEAULMHCKOIO U3aenns
CtepunbHO, cTepunnzosaHo OKcMAoM IOTU/eHa.

MeToabl U cpeAcTBa Ae3MHGpEKUUN U NPeacTepUNIN3aLNOHHON OUYUCTKU MeaMLUHCKOro
n3gennsa

B npouecce npon3BoACcTBa MPOXOAUT HECKONbKO CTYNEHEW OUYMCTKM OT MPUMECEN OCTaTOYHbIX
MPOTEMHOB U 3HLO0TOKCUHOB.

Bnarogaps u4emy wumnnaHtat L(+) LIFT gna nudtuHra nuua M Tena Ha OCHOBE CyXOW
NOMMMOMOYHOM KUCNOTblI B BapuaHTaxX UCMofHeHna: 250Mr 500Mr He NpoABNsSieT annepreHHbIX
CBOICTB 1 Nepea NpoLeaypol He TpebyeTcs NPoOBeAEHNS anepronpoosi.

YcnoBuAa xpaHeHUA MeLNLMHCKOro n3genns
e IMNNaHTaT WHTpajepManbHbIl XpaHUTCA C COGAAEHMEM CReAyrLWUX napameTposB:
Temnepartypa ot + 2 go +25 °C;
* OTHOCUTENbHAadA BNaxHoOCTb 35— 85%
e aTMoc(epHoe fasneHne 795-1060 rlfa 6e3 KoHAeHcaumu,
* BAa/IN OT COJTHEYHbIX NIyYeil.
Mepepn ncnonb3oBaHMeM ybeamTech B LLe/IOCTHOCTU YMaKOBKMU.

YcnoBua TpaHCNOPTUPOBAHNA MESULMHCKOTO N3fenmsa
TpaHcnopTupoBaTb MMMAAHTAT

* pu TemnepaType oT + 2 fo +25 °C OTHOCMTeNbHON BnaxHoctn 35-85 %, 6e3s

KOHAeHcaumu;

e aTMOC(epHOM faBneHuu 795-1060 rla.

* He 3aMopa>kuBarts.
TpaHcnopTHaa ynakoBka C MEAUUWHCKUM M3AENNEM HEe [JO/KHa NnofBeprarbca MeXaHWYecKum
BO3JECTBMAM BO BPEMSA MOrpy3Ku, pasrpyskun, TPaHCMOPTUPOBKU.
[ns TpaHCNOPTUPOBAHUA W XPaHEHWUA MeAWLMHCKWE W3fenns B MOTPebUTeNbCKOW YynakoBKe
noMeLLLatoTCA B KAPTOHHYO KOPOOKY M3 roppupoBaHHOro KapToHa.

YnakoBKa MeguULMHCKOr0O U3fenng

MmnnaHTtaTt L(+) LIFT gnd nudTuHra nuua v Tena Ha OCHOBE CYXOW MOMIMMONIOYHOW KUCNOTbI
BapuaHT MCNonHeHua: 250Mr HaxoguTca B CTEPUNILHOM BUAe B CTEKNSAHHOM (hflakoHe, 3aTeM
yrnaKkoBaH B MOTPE6UTENbCKYH YMNaKOBKY - KAPTOHHYH KOpoOKy pasmepom 80/35/35 mm + 5%.
MmnnantaTt L(+) LIFT anga nudpTuHra nuua v Tena Ha OCHOBE CYyXOW MOMMMONOYHON KUCNOTbI
BapuaHT ucnosiHeHua: 500Mr HaxoguTca B CTEPUIbHOM BUAe B CTEKNAHHOM (hlakoHe, 3aTeM
yrnakoBaH B NOTPeO6MUTENbCKYHO YNaKOBKY - KAPTOHHYI KOPo6Ky pasmepom 80/45/45 mm + 5%.

KomMnneKT NocTaBKU MELULUMHCKOIO U3LeNnns:

MmnnaHTtat L(+) LIFT ana AaudTuHra nMua M Tena Ha OCHOBE CYXOil MONUMOOYHOW
KUCNOTbl BapuaHT ncnonHeHnsa 250 mr B cocTase:

1. ®nakoH ob6vemom 23 mi ¢ umnaaHTatom L(+) LIFT 250mr - 1 wr;

2. NHCTpYyKUMS no npuMeHeHuto (BKnadbiw) — 1 wr.;

3. CTuKep 414 Bpaya 1 naymeHTa - 2 L.

Wmnnantat L(+) LIFT gna nudTWHra nMua u Tena Ha OCHOBE CYXOi MOMMMOJIOYHOM
KUCNOTbl BapuaHT ncnonHennsa 500 mr B cocTaBe:

1. ®nakoH o6bemMom 51 mMn ¢ umnnadtatom L(+) LIFT 500mr - | wrt,;

2. IHCTpyKUMA No NpuMeHeHnto (BKnagbiw) - 1 wr,;

3. CTukep 45 Bpaya v nauueHTa - 2 LWT.

MapKnpoBKa MefULMHCKOI0 n3aenuns
MapKupoBKa NoTpebuTeNbCKOM YNaKOBKN COAEPXUT Cneaytollyto nHhopMayuio 1 CUMBOSbI:



MakeT MapKMpPOBKW NOTPeObUTENbCKON YNaKOBKM
WmnnaHtaTt L(+) LIFT gns nudpTnHra nuua u Tena Ha OCHOBE CYXOW MOAMMOMIOMHOW KWUCNOThI,
BapuaHT ucnonHeHma 250 mr



i J AGECARE KOREA
31, Bongmyeong-ro, Heungdeok-gu, Cheongju-si, Chungcheongbuk-do. Republic of Korea
MmnnantaTt L(z) LIFT gana nudpTuHra nmua n Tena Ha OCHOBE CYXOWM MOIMMOJSIOUHON
KNUCNOTbl BapuaHT UCMONHEHUS 250 Mr
B COCTaBe: XXKXX
- (hnakoH 06beMoM 23 M ¢ uMmnaHTatom L(+)LIFT 250 wmr. - 1wr. €3 XX XX XXXX
- MHCTPYKUMA NO NPUMeEHeHUI0 (BKiagbiw) - 1 wr.
- CTUKep A4Nf Bpaya n naumeHTa - 2 LWr.

T XXXXXXXX

A
8TesAIKE

PY Ne oT r.
YNONHOMOYEHHbI NpeAcTaBUTeNb Ha TeppuTopum P®: OO0 “3C 3H 3N BbHOTWN”,
107140, r. MockBa, BepxHas KpacHocenbckast 1la, cTpl, ka6.M 3, 2-i1 aTax.

MakeT MapKMPOBKN NOTPe6UTENbCKOM YNaKoBKM
Wmnnantat L(+) LIFT gna nudpTrMHra nuua v tena Ha OCHOBE CYXOM MONMMONOYHOW KMUCNOTHI,
BapuaHT ucnonHexHuna 500 mr

1M1 AGECARE KOREA

31, Bongmyeong-ro, Heungdeok-gu, Cheongju-si, Chungcheongbuk-do. Republic of Korea
MmnnaHnTtaT L(=t) LIFT ana nugTuUHra nuua v Tena Ha OCHOBE CYXOW MOAMMONOYHOWA
KMUCNOTbl BapuaHT ucnosHeHnsa 500 mr

B COCTaBe: XXXXX
- (hnakoH o6bemom 51 ma ¢ umnaHTatom L(+)LIFT 500 mr —1uwr. XX XX XXXX
- UHCTPYKLMA MO NPUMeHeHnto (BKnagbiw) - 1 . L XX XX.XXXX

- CTMKep ANS Bpaya U nauueHTa - 2 Wr.

A

8TEIMIE

PY No oT
YNONHOMOYEHHBIN NpeAcTaBuTens Ha Tepputopum Pd: OO0 “3C 3H 3 BbOTU™,
107140, r, MockBa, BepxHsasa KpacHocenbckaa Ma, cTpl, ka6.M 3, 2-ii aTax.

MapKunpoBKa (hiakoHa CoOAepXUT crieayrouyto nHhpopmMmaynio n CUMBObI:
HanmeHoBaHue MeANUWNHCKOro  M3genns,
KOHLeHTpayus
M3rotoBuTenb

Kog napTuu naptun

Mcnonb3oBaTb 0



Jata n3rotoeneHus

|nnnr
Hapnucob “CTepunibHO”, cTepunmsaumsg
STERILE EO OKCUAOM 3TUNeHa
He cTepunu3oBatb NOBTOPHO
He  wucnonb3oBaTtb npu NnoBpexaeHuu
§ YNakoBKM K 06paTUTbCA K WMHCTPYKLWUKU MO
NPUMEHEHUI0

3anpeTt Ha NOBTOPHOE MPUMEHEHME

Xpynkoe, 06paLaTbCs 0CTOPOXHO

He gonyckaTb BO3/eiiCTBUS BNaru

TemnepaTypHbIii AManasoH

He gonyckaTb BO3[€ACTBUS COMHEYHOTO
cBeTa

OcTopoXxHO!

A

MakeT MmapKnupoBku pnakoHa MmnnaHtaTt L(+) LIFT gnsa nugTuHra nnuya v Tefia Ha 0CHOBe
CYXOM MOIMMONIOYHOWM KUCNOTbI» BapuaHT UCNOMHEeHMA 250 Mr.

I J AGECARE KOREA
31, Bongmyeong-ro, Heungdeok-gu, Cheongju-si, Chungcheongbuk-do. Republic of Korea
MmnnaHtat L(x) LIFT gna nudTuHra nuya v Tena Ha OCHOBE CYyXOM MOMNMMOSIOYHON
KUCNOTbl BapuaHT UCNoAHeHna 250 mr e 1
A ot XXKXX
XX XX DO

STEWLE EO XX XX XXXX



MakeT MmapKupoBKK thnakoHa mnnaHtat L(+) LIFT gna nngTuUHIra nMua 1 Tefa Ha 0CHoBe
CYXOl MO/IMMOJIOYHON KUCNOTbI, BapuaHT ncrnoaHeHns 500 mr.

AGECARE KOREA
31, Bongmyeong-ro, Heungdeok-gu, Cheongju-si, Chungcheongbuk-do. Republic of Korea
Mmnnantat L(z) LIFT gna nudTuHra nuua v Tena Ha OCHOBE CYXOW MOJIMMOJSIOYHOW
KUCNOTbl BapunaHT ncnoaHeHua 500 mr

y4)

l *XXKXX
XX XX XXXX

STCW.C EO XX XX XXXX

YTnnnsaymna meguunMHCKOro n3genms

YTtunnsauma meguuuHckoro usgenva - Umnnantar L(+) LIFT gna nugTuHra nuua v tena Ha
OCHOBE CyXO/ MNOMAMMOMIOMHOW KUCNOTbl B BapuaHTax wucnonHeHusa: 250mr 500mr no
Knaccugpukaymm onacHoctu cornacHo CanlumH 2.1.3684-21 «CaHWTapHO- 3aNUAeMnonornyeckmne
Tpe60BaHUA K COEPXXaHUIO TEPPUTOPUNIA TOPOACKNX U CENbCKUX NOCENEHWI, K BOAHbIM 06bEKTaM,
NMUTLEBOM BOLE W MNUTLEBOMY BOAOCHAGXEHWIO, aTMOC(epHOMY BO34yXYy, MOYBaM, >XW/bIM
NOMeLLEeHUAM, 3KCnayaTaunm npon3BoACTBEHHbIX, 06LLECTBEHHbIX MOMELLEHUI, opraHu3aumnum u
MPOBELEHUID CaHUTapHO - MPOTUBO3INMAEMUYECKUX (MPODUNAKTUYECKUX) MEPONPUATUIA»,
oTHocuTca K Knaccy b (anupgemMumonornyeckyM onacHble OTXOfbl) M ABAAETCA MOTeHLWaNbHO
MHOULUPOBAHHBIMU OTXO4aMMU.

Mcnonb3oBaHHOE MeAULMHCKOE n3feNve YTUAN3UPYIOT, coriacHo Tpebosannam, CanluH
2.1.3684- 21 K yKasaHHOMY Kfiaccy onacHoctu b MeanLMHCKUX OTXOA0B.

MeanUNHCKNE U3LeNns C UCTEKLLUMM CPOKOM FOLHOCTU, MeAULMHCKNE U3AeNNS B NOBPEXAEHHOW
ynakoBKe YTUNM3NPOBaATb Kak MeguLMHCKNe oTxoAdbl knacca A no CaHllnH

2.1.3684- 21

TpeGoBaHMA 6e30MacHOCTM U TPe6OBaHMS MO 0XpaHe OKPYXXaloL e cpefbl

MeauLUHCKII nepcoHan LOMKEH HEYKOCHUTENbHO co6noaath caHWTapHo-
aNUAEMMONOTMYecKne TpeboBaHNS BO BPeMs BbIMONHEHNUS MHBEKLNIA, TaK KaK OHU COMPSXKEHbI C
PUCKOM BO3HUKHOBEHMS MHMeKUuuii. CnegyeT co6n0AaTb OCTOPOXXHOCTb NPW MPUCOEAUHEHUU
WINbl K Wnpuuy. AN WCNONb30BaHUS [aHHOTO MEAWULMHCKOrO W3fLenns HUKakue Apyrue
cneynanbHblie Tpe6oBaHUSA, Kacarolwnecs 6e30MacHOCTU, He YCTaHOB/EHbI.

MMnnaHTaT MHTPagepManbHblil He 0Ka3biBaeT HEGNAronpUATHOTO BO3JECTBISA HA OKPYXKAKOLL YO
cpefy, Tak Kak BCE KOMMOHEHTbI BNSAOTCSA 6MOAerpagupyemMbiMn B eCTECTBEHHBIX YCI0BUSIX.

Tpe6oBaHMS K TEXHUYECKOMY 06CTYXXUBAHUIO Y PEMOHTY MeAULMHCKOIO M3aenns
MeauunHCKoe u3aenne He NOANEXUT TEXHUYECKOMY 06CIYXXMBAHUIO U PEMOHTY.

MepeyeHb  MaTepuasioB  >XMBOTHOTO U (MIM)  YENIOBEYECKOr0  MPOUCXOXAEHUA,
NeKapCTBEHHbIX CPEACTB

WmnnaHtat L(+) LIFT gns nudTrHra nuua n Tena Ha 0OCHOBE CYXOl NOAMMONOYHON KUCNOTbI B
BapuMaHTax WcnonHeHua: 250mr 500Mr He COAEPXMUT MaTepuanbl, NONYYEHHble U3 TKaHeW
XWBOTHbIX WNM 4YenoBeKa, a TaKXe KPOBWM WNW KOMMOHEHTOB KPOBW YeN0BEKAa, BUTaMUHHbIE
npenaparbl, IeKapCTBEHHbIe CPeACTBa.

CnuCcOK MeXAYHapOLHbIX CTaHAAPTOB, rapaHTUPYOLWNX 6€30MacHOCTb, 3(PEKTUBHOCTb U
KayeCTBO MeLULIMHCKOTO U34ennsa
Ne CraHgapT HanmeHoBaHue
1 ISO 13485: 2012 (3ameHeH ISO WN3genna meguumHckue. CUCTEMbl MEHEL)KMEeHTa
13485:2016) KayecTBa. PyKoBOACTBO MO NPUMEHEHUNIO



EN ISO 14971: 2007 (3ameHeH EN
ISO 14971:2012)

N3penns MeaNLMHCKME - MpuMeHeHMe
MeHeMKMeHTa pUCKa K MeAULMHCKUM U3AeNNaM

3  [OupekTusa no megnumHckum Aupektusa Coseta 93/42/EEC ¢ nonpaBKamu
npunbopam 93/42/EEC c nonpaBkamu COrnacHo OupekTtuse 2007/47/EC no
cornacHo 2007/47/EC MeLULUWNHCKUM U3LENNAM

4 I1SO 14644-1:1999 (3ameHeH ISO YucTtble KOMHaTbl n npunexawyune
14644-1:2002) KOHTpOnpyemsble nomeLlieHuns. YacTb 1

Knaccupumkayms YMCToThl BO3gyxa

5 ENISO 11607-1-2018 Ynakoska [ff19 MNOMHOCTbIO  CTEPUSIN30BaHHbIX
MeANLNHCKNX n3genni. TpeboBaHus K
marepuanam, cuctemam 3awWuTbl CTEPUNBHOCTM K
CUCTEMAM YMaKOBKM

6 ENISO 10993-1:2021 OueHKa 610NorMYeckoro AercTBUS MeANLUHCKNX

nsgennin. YUacte 1: OueHKa n uccnegoBaHus

7 ENISO 10993-3:2009 (3ameHeH OueHKa 6M0NOrMYECKOro AeNCTBMA MeaULUHCKNUX
ENISO 10993-3:2014) n3gennin. Yactb 3. TecTbl Ha FEHOTOKCMYHOCTb,

KaHLepo- reHHOCTb " penpoayKTUBHYIO
TOKCUYHOCTb

8 EN ISO 10993-5:2009 (3ameHeH OueHKa 6M0NOrMYECcKOro AencTBMa MeauLUHCKNX

ENISO 10993-5:2011) n3genuni. YacTtb 5: WccnepoBaHus Ha
LUTOTOKCUYHOCTbL: MeTOAbl in Vitro

9 EN ISO 10993-6:2007 (3ameHeH EN OueHKa 6M0N0OrM4eckKoro AeicTBms MeanLnHCKNX

ISO 10993-6:2007) nsgennii. Yactb 6. MccnegoBaHuMs  MeCTHOrO
AecTBMA Nocne MMnaaHTaunm

10 EN ISO 10993-10:2010 (3ameHeH EN  OueHKa 610N0rnyeckoro aencTemns MeauLmMHCKnNX

ISO 10993-10:2011) n3aenuni. YacTb 10. NccnepoBaHus
pasgpaxaroLero n CEHCMOUNN3NPYOLWLEero
aencTemA

N EN ISO 10993-11:2006 (3ameHeH EN  OueHKa 6M0N0rMYecKoro aeicTema MeanLNHCKNX
ISO 10993-11:2011) n3genni. YacTb 11. NccneposaHms

00LLeTOKCMYECKOro feiAcTBuUA

12 EN ISO 15223-1:2012 (3ameHeH CuWMBO/bI, NPUMEHSAEMblE MPU MapKUPOBaHUN Ha
ENISO 15223-1:2016) MeLUUMHCKUX  U3Jenuax, 3TUKeTKax U B

CONPOBOANTENbHON LOKYMEHTAL MU

13 EN ISO 14971:2012 MpumeHeHne MeHeXXMeHTa pucka K
MEAULUHCKUM U3LeNNAM

14 ENISO 14155:2011 KnunHundyeckune nccnefoBaHuns MeANLNHCKNX
n3genuii ona nogein. Hapnexawas KanHuU4Yeckas
npakTunka.

15 1SO 17665-1:2006 Crtepunmsauma npoLyKTOB 34paBOOXpaHeHus -

BnaxHoe Tenno - Yactb 1
16 EN ISO 14630:2009 MmnnaHTaThl Xnpypruyeckmne HeaKTUBHbIE.

O6Lwue TpeboBaHUs

CPpOK rofJHOCTV! MeULMHCKOTO0 1U3aenms

CpoK rogHOCTU - 2 roAa c AaTbl U3rOTOBMEHWS NPU COGMIOAEHUUN YCNOBMIA TPAHCNOPTUPOBAHUSA 1
XPaHeHUS.

BCKpbITOE MeAULMHCKOE N3feNnne cneqyeT HEMeANeHHO UCMNONb30BaTh M YTUNN3NPOBATL CPa3y Xe
nocne UCrnonb3oBaHms.

MapaHTUlHbIe 0653aTeNbCTBA
FapaHTWiiHble 06A3aTenbCTBa MPOU3BOAUTENA PACNpPOCTPAHAKTCA Ha MeAULWHCKOe u3fenve
Wmnnantat L(+) LIFT gns nugTrHra nmua v Tena Ha OCHOBE CyXOM MO/IMMO/IOYHOM KUCOTbI B



BapuaHTax ucnonHeHusa: 250mr 500Mr 4o ncteyeHMa cpokKa rogHOCTU, YKa3saHHOro Ha ynakoBKe,
npv yCNnoBUW COXPAHEHMUA LLeIOCTHOCTU YNaKOBKW U COBMOAEHUN YCNIOBUIA TPaHCMOPTUPOBAHUA
N XpaHeHns.

FapaHTUHbBIA CPOK XpaHeHUs - 2 rofia Cc faTbl U3rOTOBNEHUS.

CpoK coxXpaHeHus CTepuUnbHOCTM - 2 rofa C AaTbl N3r0TOB/IEHUS.

OurynanbHblA NpeAcTaBUTeNb MO Bonpocam ob6palieHMs MeLULUHCKOro u3fenns Ha
TepuTOpPUUN POCCUICKON (heaepaumu:

00O “2C aH 3l BbOTW”, 107140, r. MockBa, BepxHsaa KpacHocenbckasa Ma, cTpl, ka6.1-13,
2- aTax.



WHCTpYKUMSA MO NpUMeEHEHMIO (BKNaablLL)

Mmnnantat L(+) LIFT gna nudTuvHra nMya v Tena Ha OCHOBE CYXOW MOMMMOIOYHO
Kucnotbl 250 Mr B cocTaBe:

- (hnakoH o6vemom 23 mn ¢ umnnaHtatom L(+) LIFT 250 mr. - 1 wr.

- UHCTPYKLUMA NO NMPUMEHEeHMIO (BKNaAbiw) - 1 wr.

- CTUKep 415 Bpaya 1 nayueHTa - 2 Wr.

KomnaHusa npounssoautens/ paspabotumnk: AGECARE KOREA, Pecny6nuka Kopes

31, Bongmyeong-ru, Heungdeok-gu, Cheongju-si, Chungcheongbuk-do, Republic of Korea
MecTo nponssofcTBa MmeaguuymHckoro nagenunsa::AGECARE KOREA, (T1 Knowledge Industry
Center)619, 817, 816, 31, Bongmyeong-ro, Heungdeok-gu District. Cheongju City.
Chungcheongbukdo Province, Republic of Korea.

HasHaueHune: Mmnnantat L(+) LIFT ans nudTuHra nuua v Tena Ha OCHOBE CyXO0i NOIMMO/IOYHOA
KWUCNOTbl NpefHas3HavyeH AN5 IOKaNbHbIX UHBEKLUUIA, UCNOMb3YyeMbIX B KOHTYPHOW nnacTuke 6e3
XUPYPrnyeckoro BMellaTenbCTea, N9 KOPPEKLMM MOPLLMH U BOCCTaHOB/IEHMA 00bema TKaHel, a
TakXe co3faHuA 4ONONHUTENbHOI0 06beMa.

MoTeHUManbHble NOTPEBUTENN MeAULMHCKOrO W3AeNWs: MauueHTbl C WHBOMIOLUUOHHBIMM
M3MEHEHNUAMMN KOXW NuUAa W Tena, Npu Hanuumm [AedeKTOB KOXMW, CBA3AHHbLIX CO LpamMamMm,
nocTakHe, yTpaToii 06beMOB.

MpuHUMN geiicTBMA MeAULNHCKOTO U3aeNns:

MpuHunn peincteua mmnnantata L(+) LIFT gna nudTuHra nuua v Tena Ha OCHOBE CYXOW
MOSIMMONIOYHOMW KUC/IOTbl OCHOBAH Ha TOM, YTO MeXAy Monekynamu Monuv L-mM0M04HON KUCNOTOW
N HaTpMeBOi CONbio KapbokcumeTunuenntonossl (KMLL) o6pasyroTcs rekcaroHanbHble CBA3W,
Nno3BoNfOLULMe pacTBOpPY [ANA CMeWMWBaHUA NEerko MNPOHMKaTb B WCXOAHYK MOMeKkyny, W
o6pa3oBbiBaTb CTabW/bHbIA reneobpasHblii pacTBOP ANA BOCMOSHEHUSA YTpayeHHbIX 06bLEMOB
TKaHeil, HaYMHaeTCa aKTUBHOE 3amno/IHeHMe MYCTOT, KOTOpble 06pa3yoTCA B pe3y/ibTaTe CTapeHus
KOXW 1 NMOTepn et COBCTBEHHbIX 06bEMOB.

3a cYeT MJIOTHOrO rpaHy/IOMeTPUYEeKOoro pacnpegeneHns mMpngoyvactuy, noamn-L-MoNoUHOM
KWCNOTbl B MOAKOXHbIV CNOW epMbl NPONCXOAUT MEXAHWYECKOE NOAHATUE TKaHel, Haxo4awmxcs
Hag HWM, TEM caMblM KOPPEKTUPYsA Ty 4acTb, Ha KOTOPYH HeO6XOAMMO OKa3aTb BAMSAHMUE.
Bnarogaps paBHOMepPHOMY pacnpefeneHuto MMmnaaHTata NPOUCXOAUT KOPPeKUMs MOPLLUH W
BOCMOJ/IHEHME HejocTalouwero obvema B 30He WHbeKUUM. HeobXo4MMOCTb WMCMNONb30BaHUA B
KayecTBe 3arycTuTeneil HaTPMeBOW COMM KapOOKCUMETWULEeNNo03bl 06yc/rioBieHa TeM, 4TO
JaHHbIA KOMMNOHEHT He A0MNYCKalT BbinageHns Monn L-M0ON0OYHOR KMCNOTbI B 0Caf0K B npouecce
NMPUTOTOBNEHWUS CYCNEH3UMN.

KOMNOHEHTbI MMMNNaHTa (yHKUMOHaNbHOE Ha3HaYeHne

MonumonoyHas kucnota (Monm  Mcnonb3yeTcs B KauyecTBe MaTepuana [fas 3anofiHeHUs

L-MOMoYHas KUCNoTa) HefgocTalollero o6bemMa TkaHM (o6ecneynMBaeT OCHOBHOE
(hYHKLMOHaNbHOE HazHauyeHne MeAULMHCKOTO N3aenmns)

HaTpuesas conb Mcnonb3yetcs B KayecTBe 3arycTUTens ANs MoOnyyYeHus

Kap6OKCMMETULLENTI0M03bI CTabUNbLHOW CycneH3nu

(KML)

O6nacTb NPUMEHEHNA MeAULMHCKOrO n3aenuns

WmnnauTat L(+) LIFT gns nudpTrHra nmya v Tena Ha OCHOBE CYXOW MOMIMMONOYHON KUCIOTbI 1
npefHasHayeH [NA WCMONb30BaHUA B ycnosuax JIMY (LeHTPOB 3CTeTUYECKOW MeAUUUHbI,
cTayMoHapoB) B 06/1acT¥ B MAACTUYECKON W 3CTETUYECKON XUPYPrum, KOCMETONOTUWU TOMbKO
Bpayamu-crneyuannucTamv, UMeWMUMN KBaM(PrKaLNOHHbIE HaBbIKW paboTbl C WU3LeNNAMU
JaHHOro Buja.

NMoKasaHUA K NPUMEHEHUIO MELULMHCKOIo U3aenus



e [inA KOppekuMnM MOPLIMH U BOCCTAHOB/EHUS O0ObeMa TKaHeil, a TakXe CO3[aHuA
AOMNONHUTENLHOIO 06beMa.

* YCTpaHeHNe MUMUYECKUX N CTAaTUYECKUX MOPLLUH pa3HOl CTENEHU BblpaXXEHHOCTU

3a cYeT CO3JaHMNA JONOMIHUTENIbHOIO 06bEMA.

» KomnnekcHas KoOppekuna penbeda KOXW nuua, Wwen, 30Hbl JeKONbTe, KUCTEW pyK.

* YBenun4yeHne obbema OTAeNbHbIX YacTei nuua (Wekun, cKynbl, NoA460p0A0K), YCTPaHEHNE
acMMMeTpuun nnua un Tena.

» MpumeHseTcA NpyY BOCCTAHOBMIEHUN 06BLEMOB MOC/E LWIPaMOB W MOCNEACTBUIA YrpeBoW
60ne3HM nyTem Cco3JaHuA [ONOJIHUTENIbHOTO 06bemMa, W KakK C/efCTBME 3anOJIHEHUA U
BblpaBHUBaHUA YrNy6neHNiA KOXMN.

MpoTUBONOKA3aHUA K MPUMEHEHUNIO MEAULUHCKOTO U3Lenus

» OcTpble UK XpOHUYeCcKne 3ab0seBaHMNA KOXM B MeCTax MHBEKUUIA UKW OKPYXKarLnx
obnacTax.

* [0BbIWEHHAsA YYBCTBUTENIbHOCTb K BXOAAWMM B COCTaB npenapara KOMMNOHEHTaM.

* Hannyune oHKOIOTMYecKnx 3aboneBaHuil.

* bepemMeHHOCTb.

* [epunog rpyAHOro BCKapMnBaHms.

» O6oCTpeHMe BoCcNannuTenbHbIX 3a601eBaHWA.

* HapyLweHune CBEPTbIBAEMOCTY KPOBM M NPUMEHEHNE aHTUKOArynsHTOB.

* AYTOMMMYHHbIe 3a60/1eBaHUS.

e [loyeyHaa HeLOCTATOUYHOCTD.

* BeepieHne B 06n1acTb ry6, BOKpyr pTa, BOKpPYT rnas.

* [IpMeHeHNe y HeCOBEPLLUEHHOETHMX 6e3 cornacoBaHus poauTeneil UM oneKyHos.

* Y nauueHToB C BPOXAEHHOW WAM  WANONATUYECKOW METremorsiobuHemunen,
NH(EKLMOHHBIMW 3a60/1€BaAHUAMMN.

* B mMecTax pacnonoXeHus KPOBEHOCHbIX COCYA0B (BHYTpWUCOCYAMCTOe MonajaHue
npenapara).

* Hannume B 30He nNpeLnoNaraeMoro BBeAEHUS paHee TMNPUMeEHEHHbIX (UNNepoB
(uMnnaHTaToB).

OXxunpaemble U npejckasyemble NO60OYHbIE peakuMU MNPU MNPUMEHEHUU MEeLULUHCKOro
nsgenuns

e Peakunn B mecTax WHbEKLWIA: MOLKOXHble KPOBOWU3NUAHMUA, 60Mb, OTeK, remaToMbl.
PeakunMnm HeMeANleHHOTro BO3HUKHOBEHMWSA, T. K. BO3HWKAOT B MOMEHT MPOBEAEHUS UHBLEKLUN U
00yCnoBneHbl caMOil CneundpunKoin npoueaypbl /MM HenpasW/ibHbIM €€ NMPOBEAEHUW BPAYOM.
[aHHble peakynm NPoOXoAsT CaMOCTOATENbHO B TeYyeHue 2-7 JHEN.

e Peakumm €O CTOPOHbl WMMMYHHON CUCTEMbI: NPW  HaINYUM  NOBbIWEHHOW
YYBCTBUTE/IbHOCTU K BXOAALLMM B COCTaB MEAMLUMHCKOro M34eNnnsi KOMNOHEHTaM. BO3MOXHO
pa3BUTME TMNEePUYYBCTBUTENLHOCTU, aniepruyecknx peakumnii (KOXHbI BONAbIPb, annepruyeckas
KpanuBHuUa, aHaMNaKTUYECKNIA LWOK, aHrMOHeBpOTMYecKUin oTek (oTek KBMHKe). Peakuus
HEMeANeHHOro Tuna, BO3HWKaeT cpa3y nocne WHbekuuu. Tpu ee BO3HUKHOBEHUU Bpaudy
Heo6XxoAMMO  KynupoBaTb  [aHHYK  peakuuMtd  BBEAEHMEM  WHBEKUMOHHbIX  (hopMm
AHTUTUCTAMUHHBIX UIN TNHOKOKOPTUKOCTEPOUAHBIX NpenapaTos.

* Peakunun 3ameaIeHHOro TMnNa OTCYTCTBYIOT NPU NPUMEHEHUN U3AEeNNSA B COOTBETCTBUM C
HacTosLWen MHCTPyKUMenn. OfHAKO OHW MOTYT BO3HWKHYTb NPW €ro MCnosb30BaHMM B Cny4ae
HannuMsa naToNOrMyYecKoro areHta (3abofeBaHuWiA, SABAAKOWMXCA MPOTUBOMNOKA3aHUAMU K
NPUMEHEHWUIO).

e Mocne NCNonb30BaHUSA AAHHOTO MEAULUHCKOIO U3Aennsa MOryT BOSHUKHYTb HeGObLIME

remMaTtoMbl, OTEKW, TMOKPaCHEHUA W 3puTemMbl. BO3HMKaOT OHM Ha 3-5 [eHb W
CaMOCTOATENbHO WMcYe3alT 06bIYHO B TeyeHue 1-2 Hepenb, He TpebylT MeAULUHCKOTO
KynupoBaHus. ['paHynemato3Has peakuus MOXeT BO3HUKHYTb MPU HanaMyuMm naTanornvyeckoro
areHTa.



» BO3MOXHO MosiBAeHWe YNNOTHEHWU B MeCTe BBeAEHUS. YNNOTHEHUS! TKAHW He 3aMETHbI
BHELLHE, HO MOTYT MPOLLYNbIBaTbCA. [laHHOE NPOSB/EHME MOXET BO3HUKHYTb 4epes 5-7 fAHel,
MPOXOAUT CaMOCTOATENbHO B TeueHUe 14-21 fHelt n He TpebyeT MeAULMHCKOTO KYyNUpoBaHus.

BHuMaHue!

o TlauueHT [O/KEH B KpaTyaiiliMe CPOKM M3BECTUTb Bpaya 060 BCeX Cyyasx
BO3HMKHOBEHUS MO6GOYHbIX 3((HEKTOB, B TOM YWUCMe He YKasaHHbIX B [JaHHOW WHCTPYKLWW,
coxpaHsitouuxcs 6onee oAHON Hegenu mocne NPoBeAeHMs npoleaypbl. B cBOK ovepefb, Bpay
[0/MKEH HAa3HAYUTb COOTBETCTBYIOLLEE IEYEHME MALMEHTY.

« 060 BCeX Cnyyasx BO3HUKHOBEHUS [PYrUX HeXenaTe/lbHbIX MOGOYHbLIX peakuui,
CBSI3aHHbIX C BBEEHNEM MeNLMHCKOTO 13aenns, Heo6X0ANMO M3BECTUTL ANCTPUGLIOTOPA U/UNK
NPOU3BOAUTENSA MEAULMNHCKOTO U3AeNus.

Mepefo3MpoBKa MegULUHCKOIO U3aenus
Cnyyaun nepefo3npoOBKN He 3aUKCHUPOBaHbI.

Bunj KOHTaKTa ¢ opraHn3mom
MOCTOSAHHbIA KOHTaKT C BHYTPEHHEN Cpefoil 1 TKaHAMW OpraHnu3ma.

Mepbl NpesocTOPOXHOCTU NPU MPUMEHEHUN MeAULWNHCKOTO U3Lennsg;
Mepen NpUMeHeHNEM MeAULMHCKOro U3fennsa Heo6xo4nmMo onpefeinTb COOTHOLWEHME «No/b3a -
PUCK» OT NpeAnonaraeMoii npoueaypbl.

* [epes ncnonb3oBaHneM He06XOANMMO NPOBEPUTL CPOK TOAHOCTU U LLENOCTHOCTU YNaKOBKMU
MEeLNLMHCKOrOo U3genusa.

* Alcnonb30BaTh TOMLKO Y OAHOTO MauueHTa.

* [TOBTOPHO He CTEPUIN30BATb.

o Cobnofgatb CcaHUTapHO-3NUAEMUONOrnYeckme TpeboBaHWS BO BpPeMs npoueayp
BbINOMIHEHMA MHBEKLUWIA, TAK KaK UMEeTCA PUCK BO3HUKHOBEHUS MHMEKLNA.

* He noaBepraTb MHTEHCMBHOMY BO3/e/CTBMIO MOBbILIEHHbIX TemnepaTyp (COMHEYHbIN CBeT
U CONAPUIA) UNN 3HAYUTENIBHOMY OXNIAXAEHUIO MeCTa UHBEKLWNIA;

* YTUAN3NpOBaTh LWINPUL, C OCTaTKaMmy UMNAaHTata nocne Ncnosb3oBaHus.
B3anmogelicTBue C JpYrumMun MeULUHCKUMW U34eTMAMUN U JIeKapCTBEHHbIMW npenapataMu
AKTMBHOE N1IeKapCTBEHHOE BELLECTBO MOXET OKa3blBaTb OMNpefesieHHOe BANAHWE Ha AeCTPYKLUNIO
Monn L- MONOYHOW KWCNOTbl. I3BECTHO, YTO HEKOTOpPbIE JleKapCTBEHHbIe npenapatbl - aMUHbI
KaTtanumsnmpywT TrUApOAN3 OCHOBHOW LUenuW NOMMMONOYHOW KWUCMOTb: Tak, B psAgy npome-
TasMH<MeTaZOH<MenepuauH NPOUCXOLUT 3aMeTHOe yCKOopeHue ruaponusa Monu L- MONOYHON
KWUCNOTbI, TOTAa Kak B MPUCYTCTBUW HaNITPEKCOHA FMAPOIN3 MPOTEKAET He HAMHOTO ObICTpee, YeM
6e3 Hero. MMpucytcTBue anbbymuHa, rnobynnHa mam ¢GuOpPUHOreHoB m3 onm L-MONOYHO
KWUCNOTbl, TaKXXe YBe/IMYMBAET CKOPOCTb FMAPOSN3a MUKPOHOCUTENEN JIeKAaPCTBEHHbIX CPeACTB.
Tem He MeHee, OTCYTCTBYHT faHHble 3a CTpOrve npoTUBOMOKa3aHWSA UcCMnofb3oBaHua MMonn L-
MOJIOYHOIN KMUCNOTbI MPU NPUMEHEHUW AAHHbIX IEKAPCTBEHHbIX BELLECTB.

MpumeHeHne umnnaHTtata L(+) LIFT npyv Hanmumy nepmMaHeHTHbIX (hu1epoB (MMNNaHTaTOB) B
30He npeAnosaraemMoi MHbeKLUU HEeJONYCTUMO.

MpumMeyaHue 1: WMN3BnedeHne wnm 3ameHa umnnaHTata L(+) LIFT HeBo3moXxHa. Ans
BbIBElEHUA WN YCKOPEHHOro paccacbiBaHWS BO3MOXHO MO BblOOPY MPaKTUKYHOLWEro Bpaya
NCMOJIb30BaHNE pPa3/IMYHbIX annapaTHbIX MeTOAWK (Hanmpumep, 4apCOHBasb, 3/IeKTponopauuns,
Tepanusa MUKPOTOKaMu, Banopu3ayms)

MpumevaHue 2: Nmnnantat L(+) LIFT He BAMAET Ha 3peHMe U Bpemsa peakuun. He
OKa3blBaeT B/INSAHWE Ha CNOCOOGHOCTb YMpaBNATb TPAHCMOPTHbLIMW CpeacTBaMu M paboTath C
MexaHu3Mamu
Bpauy He cnepyeT:

* NCNOMb30BaTb COBMECTHO C APYrMMUK npenapatamMu, Kak B O4HOM LINpuLe, Tak U B OA4HOM
npouenype;

* BBOAWTb MNauMeHTaM C W3BECTHbIMW HapyLWeHUAMWU CBEepTbIBAEMOCTU KPOBU WK
nauueHTam, nonyvarwLl MM NeKapCTBEHHbIe npenapaTbl, YBe/MyMBaroLMe BpPemMs CBepTbiBaHMA



KpoBM (@aHTaroHUCTbl BMTamMuHa K, renapuH uay MMMYHOZenpeccaHTbl), TakK Kak OHW MOryT
NOBbLIWATbL OMACHOCTb KPOBOTEYEHMA B MeCTe BBefeHUS;

* UICNONb30BaTb U3JeNNe C HeY40B/eTBOPUTENbHLIM OMbITOM TaKOro BUAa NHBLEKLUN;

* UCMOMIb30BaTb A0 WKW MOC/Ee NAa3epHOro fieyeHUs UM XMMUYECKOro NMUANHIa, T. K. 3TO
MOXET Bbl3BaTb BOCMNAaNEHNE UHBHELUPOBAHHOIO y4acTKa.

MauneHTYy He cneayeT:

* nojasepratb 06paboTaHHbIA Yy4aCTOK HarpeBaHUIO (COMHEYHble BaHHbI, CayHa, mapoBas
6aHs) NaM 3KCTPeManbHOro X004a 40 UCYHE3HOBEHUA NOObIX NPU3HAKOB MECTHOTO BOCMAaneHus.
CyL,ecTByeT pUCK MHPULMPOBAHMSA, XapaKTepHbI AN5 BCEX MOAKOXHbIX MHBEKL WA,

MoaTomy 4/15 faHHOT0 BMAA NPOoLeAYypbl NPy BBELEHUN NPOAYKTA MPUMEHSAIOT CTaHAaPTHbIE Mepb!
NnpesoCTOPOXHOCTH.

Mepes NpUMeHeHUEM cneayeT YAOCTOBEPUTLCA, YTO UHAMBUAYaNbHAA CTepuibHas ynakoBKa He
NoBpeXeHa, CPOK rOLHOCTU He UCTEK.

3anpeweHo BBOAUTL B KPOBEHOCHbIE COCY/bl, B KOCTU, CBA3KM, CYXOXWU/UA U MblLWULbl, B POAUMbBIE
NATHA.

OCcTaTKU MeAULNHCKOTO n3aenma noanexkaT yTunusayuu!

3anpeleHo MCnoib3oBaTb MeAULMHCKOe N3fenne
* NPV HapYLUIEHUW LLEeNOCTHOCTM CTEPUNbHOI YNaKOBKN. He CTepunm3oBaTb NMOBTOPHO!
* C UCTEKLW UM CPOKOM FOAHOCTH.

MpuMeHeHNe MeAULMHCKOTO uU3genusa 6e3onacHo Npu NpPoBeLeHUN MarHUTHO-Pe30HaHCHOM
ToMorpagun

WmnnaHTat L(+) LIFT gna nudTrHra nnua n Tena Ha OCHOBe CyXOW NOMIMMOJSIOYHON KUCOThI He
B/IMAET Ha Ka4yeCTBO Moay4vyaeMblX U306paKeHNn (0OTCYTCTBYIOT apTeakTbl ¥ NOTepy CUrHana).

Buogerpagaunst MeguLUMHCKOIO U3aeNnns

FmaponuTuyeckas gectpykuma Pa3spylweHve matepuana B BOLHOW cpefe noj BO3AeNCTBUEM:
- KNCNOT W weno4vein (HedhepMeHTaTUBHbIA TMAPONKN3);
- (bepMeHTOB ((hepMEHTATUBHbIN TMAPONIN3);
- aKTMBHbIX (HOpM Kucnopofa W CBOOGOAHBIX pajvKanos
(okucnuTenbHas  AecTpykuus,  KoTopas  CYLLeCTBEHHO
YCKOpSAETCA B NPUCYTCTBUMN B KayecTBe KaTasmsaTopa MOHOB

MeTannos).

KneTouHas gectpyKkuus PaspylieHne O6uomaTeprana Makpogaramm u  TY4YHbIMM
KneTKamum.

BakTepuanbHas gecTpyKuus MpucyTtcTBue 6akTepuin B 061acTV BBEAEHUA WMMIaHTaTa

MOXEeT YCKOpuUTb buogerpagaumnto 3a cyeT hepMeHTaTUBHOI
N OKUCNNTENbHON AeCTPYKL UK.

MexaHopecTpykuus ®parmeHTauusa n/mnn n3meHeHne OpMbl MMMNNaHTaTa NOA
AEACTBMEM CTaTMUYECKUX WAM [AUHAMWUYECKUX Harpysok
MOXET YCKOpPUTb paspyLleHne maTepuana (aKTMBHasg MUMUKA,
maccax, yaap).

MyTn BbIBEAEHUA N3 OpraHU3IMa MeSULMHCKOro U3fesing

Wmnnantat L(+) LIFT ans nugTuHra nuuya u Tena Ha OCHOBE CYXOlM MOMMMO/OYHOM KUCNOTbI
MOMHOCTbI BbIBOAUTCA M3 OpraHu3mMa. BbiBegeHue 3aBUCUT OT UHAMBUAYANbHbLIX OCOOEHHOCTEN
nauneHTa. B pesynbTate ruaponmsa nNoOAWIakrug MoCTeneHHO pacnajaeTca Ha MOMOYHYIO
KWUCNOTY W FINKOTeH W BbIBOAUTCA U3 OpraHn3ma YenoBeKa eCTeCTBEHHbIM 06pa3oM vepes neyeHb
N MOYKMU.

Bpemsi coxpaHeHus adheKTa nocse NpMMeHeHVsT MeaULMHCKOTO U3AeNUS



MmnnantaTt L(+) LIFT gna nudTrHra nuua v Tena Ha OCHOBE CyXOi MOAMMONOYHOW KWUCNOTbI B
3aBUCMMOCTM OT MHAMBUAYaANbHLIX OCOOEHHOCTE OopraHu3ma nawuumeHTa U COCTOSHUSA KOXHbIX
NMOKPOBOB Ye/fl0BeKa, COCTaB/AET OT 2 A0 5 fer.

Ycnosua akenayataunum MeguLUHCKOro n3genuvs
Wmnnantat L(+) LIFT gna nudTuHra nuua 1M Tena Ha OCHOBE CYyXOM NOSIMMOJSIOYHON KUC/OTbI
ABNAETCA MUMNNAHTUPYEMbIM WU3LENMeM W MNpefHasHayeH And MCnosib3oBaHusa B ycnosuax JIMY
(ueHTpax  3CTeTUYECKOM MeAWUWMHbI, CTauuoHapax), MOXET UCMNO0Ab30BaTbCA  TO/LKO
MeAULUMHCKAM MNEepcoHanoM, WMEKLWMM COOTBETCTBYIOLWYO KBanpuUKauui W BhafetoLinm
NHBEKLUNOHHbIMW TEXHUKaMW.
Ycnosua skcnnyartauumn:

* Temnepatypa oT + 2 go +25 °C;

* OTHOCUTeNbHaA BNaXxHocTb 35-85 %

» ATmMoc(epHoe aaBneHne 795-1060 rla

* Vi3beratb nonagaHua MpPAMOro COMHEYHOro CBETa, 3aMopaxuBaHusA, o006pa3oBaHuA

KOHJeHcara.

CnaBHbIN maTepunan - cmecb [onn L-monoyHas KucnoTa + HaTpuin- KapboKCUMETULLEeNNN0- 3a
(PLA [Poly (L-lactide)] + CMC (Sodium Carboxymethylcellulose))

BbnocoBMecTUMOCTb MaTepunanos
MaTepuanbl, MUCNofb3yemble AN5 NPOU3BOACTBA COBMECTUMbI C OMONOrMYECKUMWU TKaHSAMM,
KNeTKaMu U XXUAKOCTAMW OpraHn3ma yenioBeka, ¢ KOTOPbIMU OHU HaxoAAaTcAa B KOHTaKTe.

KayeCTBEHHbIN N KONIMYECTBEHHbIN COCTaB MeAULMHCKOIO n3genmns
BapuaHT ucnonHenusa: Mmnnantat LY LIFT gnanupTUHranmuya n Tena Ha 0CHOBe Cyxoii
NOMIMMONIOYHOW KUCNOT bl BApUaHT UCNONHEHUS 250 mr
CocTtaB Ha OAuH (nakoH: [Monu L-monoyHas kucnota - 250 mr (£ 10 ™r), HaTpwuii-
Kap6okcumeTunuenntonosa - 75 mr (x 10 mr).
BapuaHT ncnonHenus: UmnnantaT L(-*) LIFT gnanud TUHranuua n Tena na 0CHOBE CyXo0i
NOMMMONOYHOW KUCAOT bl BAPUAHT MCNOMHEHWUA 500 MT
CocTtaB Ha oauH nakoH: [Monum L-monoyHad kucnota — 500 mr (x 10 ™r); HaTpuii-
KapbokcumeTunuennonosa - 150 mr (£ 10 mr).

» Pasamep yactuy (monekyn) sewecTtsa: 10 HM- 60 HM

Mmnnantat L(+) LIFT gna nudgpTuUHra nuua M Tefla Ha OCHOBE CYXOWM MOSMMOMTOYHOWN
KWUCMOThbl

XapakTepuctumka MapameTpbl

BHewHnn Bng Xnonba, 6e3 uBeTa W 3anaxa,
6enoro ugeta

3HayeHue pH <1,5

TexHUYecKMe XxapaKTepUCTUKN NOJTYHEeHHOr0 noc/ie pacTBOPeHUA pacTBopa

3HayeHue pH nocne paseefeHuns 6,5 £0,65

OpraHofienTuYeckne xapakTepucTuKku OpaHopogHoe, reneobpasHoe
Bewlecteo 6enoro  upeta 6e3
3anaxa

BA3KocTb pacTBopa 906+10crl

OCMONANbLHOCTL 270-350 mOcm/Kr

CopepxaHue 6akTepuanbHblX 3HLOTOKCUHOB, ME/ Mr He 6onee 0.050 ME/mr

Tsaxenble metannbl (Takue Kak csuHel, (Pb)), MKr/r <10 mKr/r

Hannune matepunanos, NOAYy4YeHHbIX U3 TKaHen XXMBOTHbIX He copepxar
NN 4enoBeKa, a TakKXe KpPoBU WM KOMIMOHEHTOB KPOBU

yenoseka

Hannumne aMMHOKUCNOT, BUTAMUHHBIX NpenapaTos He cogepxart



Hanuune nekapcTBeHHbIX BELLECTB He copepxart
Hannuune pacTuTenbHbIX IKCTPAKTOB He cogepxart

HecoueTaemocTb
MpumeHeHne nmnnaHTata Li+) LIFT npun Hanuumm nepmMaHeHTHbIX QPUANEpoB (MMMaHTara) B
30He npejnosiaraeMoii MHbeKLMUU HeAOoMyCTUMO.

YKasaHuUa K UCMo/1b30BaHUI0 MegULUHCKOTo N3fenus;

MoaroToBKa K UCMO/Ib30BaHWUIO

Mpoueaypa OCyLW,eCcTBAAETCA B COOTBETCTBMM CO CTaHAApPTHON MeAMLUHCKOA NPakTUKOR W
MeCTHbIMW  npaBunamu. [na  yCcnewHOro npoBefeHMs npoueaypbl  NPOAYKT  LOJDKEH
MCNonb30BaTbCA Bpayamu, KOTOpble MPOLWAN CheunanbHoe o6y4vyeHue MeTofaM WHBLEKLMA NO
3aMO/IHEHNIO KOXHbIX CKNajokK.

MpoBegeHne npouefyp AO/MKHO OblTb B acenTuyeckmx ycnosuax. lepen npouefypoi Bpad
NPOBOANT [e3UH(eKLNI0O N HECKONbKO pa3 obpabaTbiBaeT 30HbI KOPPEKLMWU aHTUCENTUKOM OT
LeHTpa K nepudepuu.

MpumeHeHWe MeAULNHCKOTO U34eNna NPOBOAUTCA B aMbyaTOPHbIX YCN0BUAX, Kak npasuso, 6es3
aHecTe3nn. B cnyyae Heo6XxogMMOCTU MOXET ObiTb fo6aBneH 1% pacTBop nupokanHa (Mau
APYTOA MHBHEKLMOHHBIA NpenapaTt 4Ns MeCTHOW aHecTe3nun) K pacTBopy B 06beme He 6onee 2 mn
4na 6onee KOM(QOPTHOrO COCTOSHMS NaLMeHTa BO BPeMs MpoLefypbl, TaK KaK MOMEHT BBeJEeHUS
(hmnnepa B psfe clyyaeB MOXET BbI3BaTb AUCKOMAMOPT. ANNINKaLMOHHAA aHecTe3uns, Kak
npasuno, He TpebyeTcs.

MoaroTtoBKa K ucnosb3oBaHuio mmnnaHtarta L(x) LIFT gnga nudpTuHra nuua v tena
Ha OCHOBE CYXOi MONMMOJIOYHON KUCOTbI BapuUaHT UcnonHeHnsa 500mr;

CHUMMUTE alOMUHMNEBYH KPbIWKY C (h1akoHa, NPOTPUTE ee Pe3NHOBYH MPOOKY aHTUCENTUKOM.
Ecnv antoMmHMeBbIi KONNAYyoK 1 pe3nHoBas Npobka BO (h1akOHe MOBPEXAeHbl, HE UCMNOMb3yNTe
NPOAYKT.
2. K cogepxumomy hnakoHa no6asutb 20 mna (£10%) cTepunbHOW BOAbl AN UHBEKUWA C
NMOMOLLbIO OAHOPA30BOr0 CTEPUILHOIO WNpULa
3. [OnA paBHOMEPHOro CMeWWBaHUS C BBELEHHON CTepPUNbHOM BOAOW AN  WHBEKLUNA
peKOMeHyeTCs, BCTPAXMUBaATb PakoH He MeHee 10 MUHYT.
4. BeefieHne OCYLLECTBMIAETCA C MOMOLLbIO CTEPUNLHON UMbl AN KaHonn 25G.
[lo3a BapbupyeTCcs B 3aBUCUMOCTMN OT 30HbI, FYOUHbI MOPLLUH N TUNA KOXMN.

OueHKa KOpPpeKLUmn TKaHeil Npon3BOAMTCA BU3YasibHO.
5. Mocne pa3BeAeHNs, NOBTOPHLIV JO60P pacTBOpa He foMNycKaeTcs.

XpaHeHue nocne pasBefeHMs AOMNYCKaeTcs A0 72 4acoB npu TemnepaType oT +5°C [0
+127C.

Mpoueaypa unu npaBuia UCMNosb30BaHUA MeAULLMHCKOTO U3aenns

TexHUKa BBefleHWs, 30HA BBefeHWS W Bbl6GOP BapuMaHTa MCMONMHEHUS MeAWLUWMHCKOro W3Aenus
3aBMCUT OT COCTOSIHUSA KOXHbIX MOKPOBOB, UHAMBMAYANIbHbIX OCOBEHHOCTEW aHaTOMUK nuua U
noXenaHWih naymeHTa.

Kypc npumMmeHeHusi cocTaBnseT oT 1-3 npouedypbl, UHTEPBAN W BpeMs HacTynneHus addekTa
onpeaensTCca UHANBUAYANbHLIMYW 0CO6EHHOCTAMU NalMeHTa.

MakcnmanbHO fjonycTumas fo3a 418 BCeX 30H BBefeHUA 3a 1 BBefleHUe, COCTaBNAeT - He 6osee
1000 wmr.

30HbI BBEAEHUSA; KOXW NNLA, LWen, 30Hbl AeKONbTE, KUCTEN PYK, OTAENbHbIE YacTu nuua (Lieku,
CKy/bl, NOA60POAOK), YCTPAHEHME aCUMMETPUN LA U Tena.

CnybuHa BBefeHUSA:



Ona MOpWWH nuua, Wen N KUCTe PYK— WHBbEKLUUMN A0MKHbI OblTb HEFrNMYOOKUMM; OT BEPXHErO
[0 CPefHero cnos AepMbl M BbINOMHATLCS C BUAUMbBIM NOGENEHNEM KOXMN B MECTE MHBEKLNN.
Ana Koppekunm o6bEMa TKaHel, BKAKYaa yCTpaHeHNe aCMMMeTPUK nuua n Tena MHbeKLumn
MOTYT ObiTb AOBOMLHO FNY60KMMU, W JaXe MOAKOXHbIMW, B OCOGEHHOCTM Ha CKynax, BUCKax,
noabopoake 1 B MeX6poBbe.

OcobeHHOCTH VIHBEKU,VIVI B pa3/inyHblIX aHATOMNYECKUNX obnacTtsax.

CKynbl, Nof60poA0K: rnyb6oKas NHbEKLUNSA, paBHOMEPHAaA reHepann3oBaHHas UHpUAbTpaLma.

O cTeneHM KOppPeKuun TKaHel CyasT Bu3yalbHO, 06beM rumpponusata 3aBUCUT OT XKENaemown
mMoamndukauumn (MpnéAn3nTenbHO 2 MA ANS KaXA0R cKynbl, urabl 25G),

*2mMn NMONYYEHHOTI O pactBopa (cnocob nonyvyeHUs — 370 CMELWEHNe CO CTEPUNbHON BOAOW
ONA MHbEKLMA-onucaH Bblle). AHANOTMYHO AN BCEX 30H.

CknafKu 1 rnybokne MOPLMHBI Ha LLEKax: reHepanu3oBaHHas O4HOPOAHAsA UH(pUAbTPaLUA Mo
Bcel obnactu Bo3geicTBMA (NPUOGIN3NTENBHO 2 M1 ANS KaXAO0W Weku, urnel 25G).

Fnybokoe BBeAeHWe ANA perynuposaHusa obvema TKaHW (0T 1 40 2 MN HAa Of4HY CTOPOHY, Wbl
25G).

B anupgepmunc go nobeneHns mopuimH (0,25 mn B 0f4HY CTOPOHY, Urnbl 25G).

Buckn: rnyb6okoe BBefeHMe € 06OpaTHO-NOCTynaTefllbHbIM  XO4OM  WIAbl,  4TOObI
NMPOKOHTPO/MPOBATb, YTO KPOBEHOCHbIE COCYAbl He Gblnn noBpexaeHbl (I MA Ha 0gHY CTOPOHY,
nrnabl 25G).

J106 (MeXXOpOoBHbIe CKNaaKW): BBefleHWe C 06paTHO-NOCTYNaTe/lbHbIM X040M UTbl 0643aTeNbHO,
4TO6bl Y6eAUTLCA, YTO KPOBEHOCHbIE COCYAbl HEe OblN NOBPEXAEHbl. VIHbEKUMIO NMPOM3BOANTD
rny60oKo B iepMYy B KAyt CKnagky. Momaccupyinte MecTo MHbHEKLUK.

LLlesa: nogkoxHoe BBeAeHWe, OfHOPOAHAdA, reHepanmsoBaHHasa WMHGUNbTpauusa (2 Mn 3a OAWH
ceaHc; HeobXoaMMO OT 2 10 3 CeaHCOB /19 MOPLLMH U CKNafoK Ha wee; urisl 25G).

HemenneHHo npekpaTuTe npouesypy, €CM BO3HMKIIO NOA03PEHME HA MPOKO/ CoCyAa.

Ecnn B xofe BBeAEHUS OWYLLAETCA 3HAYUTENIbHOE CONPOTUBEHNE, CNeayeT NepemMecTuTb Uray
rnyoxe, uTobbl 06ecneynTs 60Mee Nerkoe BBeAeHNE MMNaaHTarTa. Ecnm conpoTuBaeHmne 0CTanocs,
nonpobyiTe BBECTW renb C APYroi TOYKM BXxoja. B cnydae HenpepbiBHOrO COMPOTMBAEHMA,
BO3MOXXHO HE06X0A4MMa 3aMeHa MHbLEKLMOHHOI UTbl U/ nan wnpuua.

WHCTPYKLUUM AN NALUEHTOB NPU NPUMEHEHUN MeAMLIMHCKOTO MU3Lenmns

e MaymeHTam cneayeT NPUAEPXKMNBATLCS CNEAYOWNX PeKOMeHaaLUnii: n3beraTb YpeamMepHbIX
(hM3NYECKUX HArpy30K, a TaKXKe BO3[ENCTBUA MPAMbIX COMHEYHbIX NyYeil n namn Ans 3arapa uam
3KCTpeMaNbHbIX NMOrOAHbIX YCNIOBUIA B TeueHMe 24 4acos.

* lMayneHToB cnegyeT NpoMH(OPMMPOBATL O MPUMEHEHWU 06epTbiBaHWS CO NbAOM WU
X0M0AAHOTO KoMMpecca K 06paboTaHHOMY y4YacTKy B TeueHue 24 4acoB Moc/ie npoLeaypbi.

e MauneHTam TakXKe PeKOMeH/yeTCs MOMEHbLIE FTOBOPUTb, Y/bIGATLCA U CMEATHLCS B TeUEHME
0QHOVi Hegenu nocne npoueaypbl.

e MauueHTam, KOTOpbIM NPOBOAMNACH MpoLeaypa B 06/1acTu pTa, cnefyeT MofockaTb poT
(hM3nMoNornyeckum pacTBOpPoM Kaxzible 3-4 yaca, B TeUeHMe OAHOV Heaenu nocne npoueayps.

e Mpn Heo6XOAMMOCTM NaLMeHTbl MOFYT WCMNO/b30BaTb MepopanbHble aHaNbreTUKU Mo
peKoMeHaaluy Bpaya.

« Eciv BOCNanuTeNbHbIA npouecc AnNUTca 6onee Hegenu UM NOSBATCA Apyrue nNo6GoYHble
adeKTbl, cneayet HEMeANIEHHO 06paTUTLCS K Bpady.

» CnefyeT BO3/EPXaTbCs OT HAHECEHWS MaKuUsiXa B TeueHue 12 yacoB Moc/e UHBLEKLWW, B
TeueHue 2 Hefe/lb NOCNEe UHBEKLMU HEOBXOANMO M36eraTb ANUTENbHOTO KOHTAKTa C COMMHEYHbIMU
nyyamu, ynbTpaguoneTom, refisiMu, He Nocewatb cayHy uan 6aHto.



e He ynoTpebnaTb ankorofibHble HamUTKW, NPOTUMBOBOCMANUTENIbHbIE CPeACTBa,
aHTUKOArynsaHTbl M npenapatbl 6€3 KOHCy/bTauuum C BpayoMm, ycKopstolwume MeTabonmsm o u
nocsne npoueaypsl.

CTepnnbHOCTb MEAULMHCKOIO U3Lenns
CTtepunbHoO, cTepnnnszosaHo OKcmMaomMm IOTUNeHa.

MeToabl U cpeAcTBa fAe3VH(EKUUM U NPeacTepUNn3auMoHHOM OYUCTKU MEeAULMHCKOTO
nsgenns

B npouecce npon3BoACTBa NMPOXOAUT HECKONIbKO CTYMeHel OYUCTKM OT MpUMeceil 0CTaTOYHbIX
NPOTENHOB W 3HAOTOKCMHOB. bnarogaps yemy mmnnantat L(+) LIFT gns nudpTuHra nuua v tena
Ha OCHOBE CyXOM MO/IMMONOYHOM KWUCNOTbl He MPOSBAAeT anjepreHHbIX CBOWCTB U nepeq
npouesypoi He TpebyeTcs NPOBeLEHUS annepronpoosbl.

YcnoBma xpaHeHUsA MeLULLMHCKOIO U3aenuns
* AIMnnaHTaT MHTpagepManbHbli XpaHUTCA C COOMOAEHMEM CNefylolmMx napamMmeTpoB:
Temnepartypa ot + 2 go +25 °C;
* OTHOCUTEeNbHAA BAaXHOCTL 35— 85%

e aTmMocthepHoe gaBneHune 795-1060 rlla 6e3 KOHAeHCAL WKW, BAANN OT COMHEYHbIX NYYel.
Mepen ncnonb3oBaHuem ybeamTech B Le/IOCTHOCTU YMaKOBKU.,

Ycnosusa TpaHCNOPTUPOBAHUA MeSULMHCKOIo U3aenns
TpaHcnopTUpOBaTb UMMIAHTAT
e Mnpu Temnepatype oT + 2 Ao +25 °C OTHOCWUTENbHON BRaxHoctu 35-85 %, 6e3
KOHAeHcauum;

e aTtmocepHoM gaBneHnn 795-1060 rMa.

e He 3amopaxusaTb.
TpaHCcnopTHaaA ynakoBKa C MeAVWUWHCKUM W3LeNvMeM He [0/KHa NofABeprarbCAa MeXaHW4YecKUm
BO3eNCTBMAM BO Bpems NOrpy3Kun, pasrpysku, TpaHCMOPTUPOBKU.
[ns TpaHCNOpPTMpPOBaHUS W XpaHeHUs MefUUUHCKME WU3LeNnnus B NOTPebUTeNbCKOW YMnakoBKe
MOMeLLalTCs B KAPTOHHYO KOPOOKY 13 roppupoBaHHOro KapToHa.

KoMnieKT nocTaBKN MeLULLMHCKOT0 U3aenus:

Wmnnantat L(+) LIFT gna nugTuHra nuua u Tena Ha OCHOBE CYXOW MNOMMMOSIOYHOW
KUCNOTbl BapuaHT ncnosHeHns 250 mr B cocTaBe:

1. ®nakoH ob6bemom 23 mna ¢ umnnaHtatom L(+) LIFT 250 mr - 1 wr,;

2. IHCTpyKUMA No npuMeHeHnto (Bknagbiw) — 1wT.;

3. CTuKep And Bpaya u nayuneHTa - 2 Wr.

PaclwingpoBKa CUMBO/OB Ha MapKUPOBKE:

3rotoButenb

Koz napTvun naptumn

lot]
Mcnonb3osaTb A0
[lata N3roToBeHNs
[T
STERILE EO Haanuce CTepunbHO”,  cTepunnsayus

OKCULOM 3TW/IeHa
He cTtepunnsosats NOBTOPHO



He  wucnonb3oBaTb  NpM  NOBPEXAEHUY
YyNakoBKM U 06paTUTbCA K WHCTPYKUWUWM MO

NPUMEHEHMIO
(D 3anpeT Ha NOBTOPHOE MPUMEHEHNe
T Xpynkoe, 06pallaThCs 0CTOPOXKHO

He gonyckaTb BO3/€HCTBMA BNaru

TemnepaTypHblii AManasoH

He gonyckaTb BO3eACTBMSA CONHEUYHOIO
cBeTa

A OCTOPOXKHO!

YTunusauma MeuLuHCKOro nsgenmnsa:

YTtununsauma meguuuHcKoro usgenns - Umnnantat L(+) LIFT gna nugTuHra nuua v Tena Ha
OCHOBE CYXOWN MOMMMONOYHON KUCNOTbl NO Knaccudukaumym onacHoctu cornacHo CanluH
2.1.3684- 21 «CaHWTapHO- 3NUAEMMWONOTMYECKNe Tpeb6oBaHUA K COAEpPXaHWK TeppuTopuii
FTOPOLACKUX W CeNbCKUX MOCeNIeHNn, K BOAHbIM 06beKTam, MWUTLEBOW BOAE W MNUTLEBOMY
BOAOCHAOXEHWNIO, aTMoC(epHOMY BO34YyXY, MOYBaM, XW/bIM MOMELEHUsAM, 3KcnayaTayuu
NMPOW3BOACTBEHHbIX, O6LECTBEHHbIX MOMELLEHUIA, OpraHu3auuy WU NPOBefeHU0 CaHUTapHO -
NPOTUBOANMAEMUYECKUX  (NPOPMNAKTUUYECKUX) Meponpuatuidi», oTHocuTca K Knpaccy B
(annpemmonormyeckn onacHble OTXOAbl) W SABAAETCA MNOTEHLMANbHO WHMULUPOBaHHLIMU
oTxofamu.

Mcnonb3oBaHHOE MeAWUMHCKOe uW3genne YTUAU3UPYIOT, cornacHo Tpe6osaHuam, CaHlluH
2.1.3684- 21 K yKa3zaHHOMY Knaccy onacHocTu b meaMuMHCKNX OTXOL0B.

MeanunHCKe N3enma ¢ UCTEKL MM CPOKOM FTOAHOCTU, MeAULNHCKNE U3[eNNa B NOBPEXLEHHOMN
yMNakoBKe YTU/N3MPOBATbL KaK MeAuLUUHCKMe oTxoabl knacca A no CaHluH 2.1.3684-21

Tpe6oBaHUs 6e30MacHOCTM U TPe6OBaHMS MO OXpaHe OKpYy>XKaroLleli cpegbl

MeANUUHCKNIA nepcoHan [0MKEH HEYKOCHUTENbHO cobnoaaThb CaHWTapHO-
aNUAEMUONOrMYeckme TpeboBaHUSA BO BPeMS BbIMOMHEHNS MHBEKLMIA, TaK KaK OHU COMPSKEHbI C
PUCKOM BO3HWKHOBEHUS WH(eKumnit. CnegyeT cobnogaTb 0CTOPOXHOCTb MPU MPUCOEANHEHUN
WIAbl K Wnpuuy. [ns WCNonb3oBaHUA [aHHOTO MeAWLMHCKOrO W3AeNnus HUKakue [pyrue
cneumnanbHble TpeboBaHUs, Kacatolmecs 6e30MacHOCTU, He YCTAHOB/EHbI.

MMnnaHTaT He 0Ka3biBaeT HEGMAronpuUsTHOIO BO3AECTBMS Ha OKPYXKaloLLyto cpefy, Tak Kak Bce
KOMMOHEHTbI ABAAIOTCA 6M04erpagupyemMmbiMyi B €CTECTBEHHbIX YCNOBUSX.

CTEKNAHHbI WNpUL, W ero KOMMOHEeHTbl 6MONOTMYECKM WHEPTHbI U He OKa3biBalT
He61aronpusTHOTO BO3AENCTBIS Ha OKPYXXatoLLyto cpeay.

TpeboBaHUA K TEXHUUYECKOMY 06C/TYXXMBAHUIO U PEMOHTY MeULMHCKOTO M3aenms
MeauuuHcKoe n3aenne He NOANEXUT TEXHUYECKOMY 06CNYXXMBAHNIO N PEMOHTY.

MepeyeHb MaTepunasoB XUBOTHOIO U (UIN) YesTIOBEYECKOT0 NMPOUCXOXAEHNS,
NeKapCTBEHHbIX CPeACcTB

Wmnnantat L(+) LIFT ana nuTnHra nnua v tena Ha OCHOBE CYXOW MOIMMOJSIOYHOW KUCNOTbI He
COLEPXUT maTepuasnbl, NONYYEHHble U3 TKAHEW XWBOTHbIX WAN YeroBeKa, a TaKXe KPOoBU Un
KOMMOHEHTOB KPOBM Ye/loBeKa, BUTaMUHHbIE Mpenaparbl, IeKAPCTBEHHbIE CPefCTBa.

CpOoK rogHoCT! MeAULIMHCKOrO MU3aenns



CpOK roA4HOCTU - 2 roja C faTbl U3rOTOB/IEHWSA NPK COBOAEHNN YCNOBUIA TPAHCMOPTMPOBAHNA 1
XpaHeHus. BCKpbITOe MeAWLMHCKOe u3denue cnefgyetT HeMeANEHHO WCMNOMb30BaTb U
YyTUAM3NPOBATb CPasy e Noc/e NCNoab30BaHMS.

MapaHTuMiiHbIe 0653aTeNbCTBA

lapaHTUilHbIe 06s3aTenbCTBA NPOU3BOAUTENSA PACNpPOCTPAHAKTCA Ha MeAULUHCKOe wu3genue
Wmnnautat L(+) LIFT gna nudpTrHra nnua v Tena Ha 0OCHOBE CYyXOW MOAMMONOYHON KUCOTbI [0
NCTeYEeHNA CpPoKa rofHoOCTW, YKa3aHHOTro Ha ynakoBKe, MPW YyCNOBUM COXPaHEHUA LEe/IOCTHOCTU
ynakoBKW 1 COGMOAEHNN YCIOBUIA TPAHCMOPTUPOBAHNA U XPaHEHUS.

FapaHTUHBIA CPOK XpaHeHUs 2 rofa c faTbl N3roTOBIEHUS.

CpoK coxpaHeHWs CTepUnbHOCTM 2 rofa Cc Aatbl N3rOTOBNEHUA.

OmmuymanbHbIA NpefcTaBUTeNb N0 BONpocam obpalleHns MefULUHCKOro U3fenmns Ha
TeppuTopun Poccnincko Pegepaunu:

00O “29C aH 3l BbIOTW 107140, r. MockBa, BepxHsasa KpacHocenbckaa 1la, cTpl, kab. 1-13,
2-11 aTax.



WHCTPYKLMSA N0 NpUMeHeHUo (BKIafblL)

Wmnnantat L(+) LIFT gna nupTuHra nuua n Tena Ha OCHOBe CYyXOW MOSIMMOSIOYHOM
Kucnotbl 500 Mr B cocTaBe:

- (hnakoH o6beMom 51 mn ¢ umnnaHtatom L(+) LIFT 500 mr. - 1 wr.

- MHCTPYKLUA MO NpUMEHeHMI0 (BKNagbiw) - 1 wWr.

- CTUKep 415 Bpaya v nayueHTa - 2 LWr.

KomnaHus npounssogntens/ pazpaboTumnk: AGECARE KOREA, Pecnyb6nunka Kopes

31, Bongmyeong-ru, Heungdeok-gu, Cheongju-si, Chungcheongbuk-do, Republic of Korea
MecTo npounssoacTea MmegmnunHckoro nigenmsa: AGECARE KOREA, (T1 Knowledge Industry
Center)619, 817, 816, 31, Bongmyeong-ro, Heungdeok-gu District. Cheongju City.
Chungcheongbukdo Province, Republic of Korea.

HasHaueHue: MmnnanTaT L(+) LIFT gnga nugpTuHra nuuya n Tena Ha OCHOBE CyXO0li MOMMO/IOYHOM
KUCNOTbl NpefHas3HavyeH 45 NI0KaNbHbIX UHBEKLMWIA, NCNOMb3YeMbIX B KOHTYPHOW nnactuke 6e3
XUPYPrnyeckoro BMeLWaTenbCTBa, AN KOPPEKLUM MOPLLMH 1 BOCCTAaHOB/IEHMA 06bema TKaHel, a
TakXXe C034aHnsA LONONHUTENIBHOIO 06beMma.

MoTeHyManbHble MNOTPEOUTENN MEAULMHCKOro W3L4eNns: MauueHTbl C WHBOMOLMOHHbLIMU
N3MEHEHMAMM KOXM Nuua W Tena, Npyv Hannuum fAe)eKTOB KOXMW, CBA3aHHbIX CO Lipamamy,
nocTakHe, yTpaToil 06bemMOB.

MpuHUMN JeNCTBUA MEAULMHCKOIO NU3Lennsa:

MpuHuynn perictBns mmnnantata L(+) LIFT gna nudTuvHra nuua v Tena Ha OCHOBe CyXOW
NOSIMMONOYHON KUCIOTbI OCHOBAH Ha TOM, YTO MeXAy MosieKynamu Monn L-mMoN04YHOW KMCNOTOM
MW HaTpMeBOMN conbio KapbokcumeTtunuennonosbl (KML,) o6pasytoTca rekcaroHasnbHble CBA3W,
No3BONSKOLLME PpacTBOPY AN CMEeWWBaHUA JNIEFKO MPOHWKaTb B WCXOAHYI MOMEKyny, W
06pa3oBbIBaTb CTabUNbHbLINA reneobpasHblii pacTBOp ANA BOCMNONHEHWA YTpayeHHbIX 06beMOB
TKaHei, Ha4MHaeTCA aKTMBHOE 3ano/iHeHWe NMyCcTOT, KOTOopble 06pa3ytoTcs B pe3ynbTarte CTapeHus
KOXW 1 MOTepun et CO6CTBEHHbIX 06bEMOB.

3a CcyeT NNOTHOrO rpPaHyNOMETPUYEEKOro pacnpegeneHns MUKpPoOYacTuL, noamM-L-mono4vHomn
KMUCNOTbl B MOAKOXHbIWA CNON iepMbl MPOUCXOAUT MeXaHWYeCKoe NOLHATUE TKaHel, Haxo4auwmnxcs
Haj HWM, TEM CaMblM KOPPEKTMPYS Ty 4acTb, Ha KOTOPYK Heo6XOAMMO OKas3aTb BAMSAHMUE.
Bnarofaps paBHOMepHOMY pacrnpefefsieHUt0 MMmnaaHTaTa MPOUCXOAUT KOPPEKLMA MOPLLUH 1
BOCNO/IHEHME HejocCTaloW,ero o6bemMa B 30He WHbeKuUn. Heob6X0AMMOCTb MCMONL30BAHUA B
KayecTBe 3arycTuteneii HaTpueBOi CONM KapOOKCUMETUNLENNKN03bl 06yCcnoB/eHa TeM, 4TO
JAaHHbI KOMMOHEHT He AONYCKaKT BbiNageHmsa Monn L-MoNo4YHOI KMCNOTbI B 0CaA0K B nmpolecce
NPUrOTOBNEHUS CYCNEH3NN.

KOMMNOHEHTbI MMNNaHTa (YHKLMOHaNbHOE Ha3HauYeHue

MonumonoyHas kucnota (Monm Wcnonb3yeTcsi B KayecTBe MaTtepuana Aas 3anofHeHus

L-MON0YHas Kncnota) HegocTatolWwero obbema TKaHW (06ecneynmBaeT OCHOBHOE
(YHKUMOHaNbHOE Ha3HayeHue MeANLMHCKOTO 13Aenuns)

HatpueBas conb Mcnonb3yetca B KauyecTBe 3arycTUTenss Ans MONy4YeHus

KapbOKCMMEeTUNLENT0103bI CTabUNbHOW CyCMneH3nm

(KML)

O6nacTb NPUMEHEHUA MEAULMHCKOIO N3Lenuns

Mmnnantat L(+) LIFT gna nMdTrvHra nnuua n Tena Ha 0CHOBE CyXO MOMIMMONOYHON KUCAOTbI U
npegHasHayeH [ANd wUcnonb3oBaHus B ycnosuax JIMY (LEeHTPOB 3CTETUYECKOW MeuLUHbI,
cTaunmoHapoB) B 06M1aCTM B MAACTMYECKOW W 3CTETUYECKON XMPYPrum, KOCMETON0rMm TONbKO
BpavyaMu-cneynannucTamn, MUMeWMUMN KBaNUMPUKaLMOHHbIE HaBblKM paboTbl C U34eNNAMM
[JaHHOro Buja.

NMoKa3zaHA K NPUMEHEHUIO MEANLIMHCKOIO U3aenms



e [inA KoppekuuMuM MOPLIMH W BOCCTAHOBNEHMS o06bemMa TKaHeil, a TakXe co3fjaHua
NOMNOMHUTENbHOTO 00beMa.

* YCTpaHeHne MUMUYECKNUX U CTAaTUHECKUX MOPLLMH Pa3HON CTEMeHN BblPaXXeHHOCTK

3a CYeT CO34aHusA LOMONHUTENbHOIO 06bema.

» KomnnekcHas Koppekuuns penbeda KOXW nuua, Wewn, 30Hbl 4EKONbTE, KUCTEW pyK.

* YBenn4yeHne ob6bema 0TAeNIbHbIX YacTel nunua (Wweku, CKynibl, No460p0A0K), yCTpaHeH e
acUMMeTpuun nuua v Tena.

* MNprmeHAeTCA NpU BOCCTaHOBNEHWM 00bEMOB NOCNe LWPaMOB U NOCNeACTBUIA yrpeBoit
6onesHn nyTem CoO3faHWA [OMNOMHUTENbHOr0 06bemMa, W Kak CneAcTBUE 3aMO/HEHUA W
BblpaBHUBaHWA YINYyBNEHNI KOXMU.

MpoTnBONOKa3aHUA K NPUMEHEHUNIO MeAUNLMHCKOI0 N3fenus

* OCTpble WM XpOHUYecKue 3ab60seBaHNA KOXM B MeCTax MHBEKUUWA UM OKPY>XKaro L nx
obnacTax.

* [0OBbILWEHHAA YYBCTBUTENIbHOCTb K BXOAALW MM B COCTaB npenapara KOMMNOHEHTaM.

* Hannymne OHKOMOrMyecknx 3abosieBaHuil.

* bepeMeHHOCTb.

* [epunog rpyAHOro BCKapManBaHus.

» O60CTpeHNe BOCNaNNTENbHbIX 3a60/1€BaAHWIA.

* HapyLwweHune CBEPTLIBAEMOCTN KPOBU M NPUMEHEHWE aHTUKOArY/IAHTOB.

* AYTOMMMYHHbIe 3a60n1eBaHus.

e [loyeyHasd HeLOCTATOYHOCTb.

» BBegeHue B 06n1acTb ryb, BOKpYr pTa, BOKPYr rnas.

* [IpMeHeHNe Y HeCOBEPLUEHHONETHUX 6e3 cornacoBaHus poguTenelt UAnM OneKyHOoB.

* Y nauueHTOoB C BPOXAEHHON WX  UAMOMNATUYECKOW MeTreMornobuHeMuen,
NHMEKLMOHHBIMW 3a60/1eBaHUAMN.

* B MecTax pacnonoXeHWsi KPOBEHOCHbIX COCYAO0B (BHYTPMCOCYAUCTOe nonagaHue
npenapara).

* Hannume B 30He nNpeAnonaraeMoro BBEAEHUA paHee MNPUMEHEHHbIX (uUIIepos
(nmnnaHTaTOB).

Oxwupgaemble M NpefcKasyemble MO60YHbIE peakKuun MNpu MNPUMEHEHUU MeAULUHCKOTOo
nsgenns

e Peakumy B MecTax WHbeKUMIA: MOLKOXHble KPOBOWU3NUAHUA, 60/b, OTEK, remMaToMbl.
PeakLun HeMEeANeHHOro BO3HWKHOBEHMWS, T. K. BO3HWKAOT B MOMEHT MPOBEAEHUSA UHBEKLUMN K
06ycnoBneHbl camol cneuyu@uUKor npouesypbl U/MAN HenpaBU/bHbIM €€ MPOBeAEeHUN BPavOM.
[aHHble peakynn NpoxoaaT CaMOCTOATENbHO B TeYeHUe 2-7 AHEN.

 Peakuum co0 CTOPOHbl WUMMYHHOW CUCTEMbI: NPW  HaAUYUU  MOBbIWEHHOW
YYBCTBUTENbHOCTM K BXOAAWMM B COCTaB MeAMUMHCKOro M3AenvMs KOMMOHeHTaM. BO3MOXHO
pas3BuTME TMNEepPUYyBCTBUTENLHOCTH, annepruyeckKnx peakumnii (KOXHblil BONAbIPb, annepruyeckas
KpanuBHMUa, aHapWUIaKTUYECKUI LOK, aHrMOHEBPOTMYECKMA oTeK (0TeK KBUHKeE). Peakuywus
HEeMeLNeHHOro Tuna, BO3HWKaeT cpa3y nocne WHbekuyuu. Mpu ee BO3HWKHOBEHUM Bpadvy
Heob6X0AMMO  KynupoBaTb  fAaHHYK  peakuutio  BBEAEHMEM  UHBLEKLUMOHHLIX  (DOpM
AHTUTUCTAMUHHBIX WX TNHOKOKOPTUKOCTEPOUAHbLIX NpenapaTos.

» Peakyuu 3aMef/IEeHHOroO TUNa OTCYTCTBYOT NpU NPUMEHEHUMN U34eNns B COOTBETCTBUM C
HacTosiL e MHCTPyKumMein. OAHAKO OHW MOTYT BO3HWKHYTb MPW €ro UCNOMb30BaHWUK B Cayyae
HaAn4MA NaToNorMyeckoro areHta (3aboneBaHuin, SBAAKWMXCA NPOTMBOMNOKa3aHUAMU K
NPUMEHEHNID).

 [Mocne Ncnonb3o0BaHUSA JaHHOTO MEAULUHCKOIO U34enns MOryT BOSHUKHYTb He6onblne

remMaToMbl, OTEKMW, TMOKPacHeHUs un 3puTembl. BO3HMKalOT OHM Ha 3-5 pJeHb U
CamMOCTOATENIbHO MUCYe3aldT O00bIYHO B TeyeHue 1-2 Hedenb, He TPebywT MeAULMUHCKOrO
KynupoBaHus. I paHynemaTo3Has peakums MOXEeT BO3SHUKHYTb MPWU HaAM4uy natasormyeckoro
areHra.



* BO3MOXHO MOSIBNEHWE YNNOTHEHWUI B MecTe BBEAEHWUS. Y NNOTHEHUS TKAHW He 3aMETHbI
BHELHe, HO MOrYT NpoLynbiBaTbCsA. [laHHOe NPOSIBNEHME MOXET BO3SHUKHYTb 4epes 5-7 fHel,
MPOXOANT CAMOCTOSATENbHO B TeueHne 14-21 gHeil 1 He TpebyeT MeANLMNHCKOrO KYynupoBaHus.

BHuMaHue!

e T[lauueHT [O/MKEH B KpaTuyaliluMe CPOKM M3BECTUTb Bpaya 060 BCEX Cydasx
BO3HWMKHOBEHWS MOGOYHbIX 3PPEKTOB, B TOM YUCNE He YKa3aHHbIX B AAHHOW MHCTPYKLUU,
coxpaHsitouuxcs 6onee oAHOW Hegenu nocne NpoBefeHMs npoleaypbl. B cBO oyepefb, Bpauy
[0/MKEH HAa3HAYUTb COOTBETCTBYIOLLEE NIEUEHNE MALMNEHTY.

« 060 BCeX CNy4yasX BO3HUKHOBEHUS [PYIUX HeXenaTeNlbHbiX MOGOUYHbIX peakLuii,
CBSI3aHHbIX C BBEEHMEM MEANLMNHCKOIO N3aeNnuns, He06X0ANMO M3BECTUTL ANCTPUGLIOTOPA M/MAN
NPOU3BOAUTENS MeAULMUHCKOTO N3aenus.

Mepeao3MpoBKa MeAMLMHCKOIO U3aenuns
Cnyyan nepego3MpoBKM He 3a)MKCUPOBaHbI.

Bua KOHTaKTa c opraHnu3smMom
MOCTOAHHbINA KOHTAKT C BHYTPEHHEW cpefloii U TKaHAMMW OpraHu3mMa.

Mepbl NPegoCTOPOXHOCTU NPU NPUMEHEHUN MEAULUHCKOTO N3LeNNS:
Mepen NpUMeHeHMEM MeSULMHCKOTO U34ennsa Heo6Xo4nMO OnpeLesInTb COOTHOLWEHWE «MO/b3a -
puUCK» OT MpefnonaraeMoi npoueaypsbl.

* Mepes ncnonb3oBaHNMEM HeO6XOAMMO NPOBEPUTHL CPOK FOLAHOCTMN U LLe/IOCTHOCTUN YNAaKOBKMU
MeLULMHCKOro nsgenns.

* Alcnonb3o0BaTh TOMLKO Y O4HOTO MauueHTa.

* [TOBTOPHO He CTepunn3oBathb.

+ CobnogaTb CaHUTaAPHO-3MUAEMUONOrNYecKMe TpeboBaHUA BO Bpems npouegyp
BbIMO/IHEHNA UHBEKLUWNIA, TaK KaK MMEETCA PUCK BO3HUKHOBEHWNSA UHMEKLWIA.

* He noaBepratb UHTEHCMBHOMY BO34ENCTBMIO MOBbILEHHbLIX TeMMepaTyp (CONMHEYHbIN CBET
WKW CONMAPUIA) MU 3HAUNTENBHOMY OXNaXAEHNIO MecTa UHBbEKLMWIA;

* YTUAN3NPOBaTh LUNPUL, C OCTaTKAMW MMMaHTaTa nocjie NCnosib30BaHus.
B3anmopgeicTBme ¢ APYruMu MeULUHCKUMWU U3LeTUAMU U NIeKapCTBEHHbIMW NpenapaTtaMu
AKTUBHOE /IeKapCTBEHHOE BELLECTBO MOXEeT 0Ka3blBaTb OMpefesieHHOe BAWSHWE HA AECTPYKLUUIO
Monn L- MOMOYHON KMUCNOTbl. VI3BECTHO, YTO HEKOTOPbIE NEKAPCTBEHHbIE Npenapartbl - aMUHbI
KaTanmsmpywT rUApONN3 OCHOBHOW Lenu MNOMMMONOYHOW KWUCAOTbl: Tak, B pAagy npome-
TasMH<MeTafOH<MenepuauH MPOUCXOAMT 3aMeTHOe YCKOpeHue rugponusa Monu L- MONOYHON
KWUCNOTbI, TOTAa Kak B NPUCYTCTBUN HaNTPEKCOHAa FMAPO/IN3 MPOTeKaeT He HaMHOro GbICTpee, YeMm
6e3 Hero. lMpucyTtcTBue anbbymuHa, rnobynnHa uam ¢GuépuHoreHoB u3 onm L-mMonoyHON
KUCNOTbl, TaKXe YyBe/IMUYnMBaeT CKOPOCTb FMAPOSN3a MUKPOHOCUTENEN NIeKapCTBEHHbIX CPefCTB.
TeM He MeHee, OTCYTCTBYIOT AaHHbIE 3a CTPOrue nNpoTMBOMOKa3aHWsA Mcnonb3osaHua Monu L-
MOMIOYHOMN KMUCAOTbI MPU MPUMEHEHUMN AAHHbIX NEeKAPCTBEHHbIX BELLECTB.

MpumeHeHne nmnnaHtata L(+) LIFT npy Hanuumm nepMaHeHTHbIX (hunnepoB (MMNNaHTaToOB) B
30He npegnonaraemMoin NHbeKLUN HeLONYCTUMO.

MpumeyaHue 1: W3BnevyeHme wunm 3ameHa umnnaHtata L(+) LIFT HeBo3moXxHa. Ans
BbIBEJlEHUA WIN YCKOPEHHOIr0 paccacbiBaHWS BO3MOXHO MO BbIGOpPY MPaKTUKYHOLWero Bspaya
MCNONb30BaHWe pas3fInYyHbIX annapaTtHbiX MeTOAMK (Hanpumep, AapCOHBaNb, 3neKTponopaumsa,
Tepanua MUKPOTOKaMu, Banopusayms)

MpumevaHue 2: NUmnnaHtat L(+) LIFT He BAuAeT Ha 3peHMe UM BpemMsa peakuum. He
OKa3blBaeT BJ/IUSIHWE Ha CMNOCOOGHOCTb YNpaBnATb TPAHCMOPTHbLIMM CcpeAcTBaMM U paboTaTh C
MexaHu3MamMu
Bpauy He cnepyeT:

* UCMNONb30BaTb COBMECTHO C APYrMMK npenapaTamu, Kak B OL4HOM LUNPULLEe, TaK U B O4HOIA
npoueaype;

* BBOAWTbL MauyuMeHTaM C W3BECTHbIMW HapyLIeHMAMU CBEPTbIBAEMOCTU KPOBU WU
nauneHTam, nonyvarwlWuM fieKapCTBEHHbIe MpenapaTbl, YBe/MumMBalolle BPeMs CBepTbiBaHUSA



KpoBu (aHTaroHUcTbl BUTamMuHa K, renapuH waM UMMyHOAerpeccaHTbl), TaK Kak OHW MOryT
MOBbILWATbL ONACHOCTb KPOBOTEUEHUS B MECTe BBEAEHUS;

* UCMONb30BaTh U3JeNNe C HeYA0B/eTBOPUTEIbHLIM OMbITOM TaKOro BUAAa NHBLEKLNIA;

* UCMO/Mb30BaTb A0 WM MOCNEe Na3epHOro fleYeHUs UAM XUMWUYECKOro NUauHra, T. K. 3To
MOXET BbI3BaTb BOCMNaNeHNe NHBELMPOBAHHOIO Y4acTKa.

MauneHTy He cnefyeT:

* noagepratb 06paboTaHHbIN y4yacTOK HarpeBaHWIO (COMHEYHblE BaHHbI, CayHa, naposas
6aHs) WNM 3KCTPEMasbHOro X004a 40 UCHE3HOBEHUA NTI0ObIX NPU3HAKOB MECTHOI0 BOCMANEHUS.
CyuwecTByeT pUCK MHULMPOBAHMSA, XapaKTEPHbIV ANS BCEX NOAKOXHbIX MHBEKLNIA.
lMoaTomy AN18 faHHOTO BMAA NpouUefypbl NPy BBEAEHUN MPOAYKTA NPUMEHAKOT CTAHAAPTHbLIE MepbI
NnpefoCTOPOXHOCTH.

Mepen npuMeHeHWeM cnefyeT YAOCTOBEPUTLCA, UTO MHAUBUAYaNbHAA CTepu/ibHad ynakoBKa He
noBpexXfeHa, CPOK rofHOCTN He UCTeK.

3anpeLleHo BBOAUTb B KPOBEHOCHbIE COCY/bl, B KOCTU, CBA3KU, CYXOXUINA U MblLWLbl, B pOAUMbIE
nAaTHa.

OcTaTKN MeANUMHCKOTo n3genna nognexkaT yTunmsaymm!

3anpeLLeHo Ucnonb30BaTb MEAULMHCKOE U3feNne
* PN HapyLeHNN LLeNOCTHOCTM CTEPUbLHOI YNakoBKM. He cTepnnm3oBaTb NOBTOPHO!
* C UCTEKLIVM CPOKOM FOAHOCTH.

MpumMeHeHNe MeAULUHCKOTO U3gennsa 6e30nacHO Npu npoBefeHUN MarHUTHO-Pe30HaHCHOM
Tomosd)acdhum

Wmnnantat L(+) LIFT gna nudTrHra nnua v Tena Ha OCHOBE CyXOW NOMIMMOIOMHON KUCOTbI He
BNMAET Ha Ka4eCTBO MOny4vaeMblX N306paXKeHNn (OTCYTCTBYIOT apTeakTbl U NOTepU CUrHana).

Buogerpagaumsi MeAULMHCKOIO U3Aenms

MmaponuTuyeckas AecTpyKumna PaspyleHue matepuana B BOAHOW cpefie NoL BO3LEWCTBUEM:
- KNCNOT U1 wenoyvein (HedhepMeHTATUBHbIV TMAPONN3);
- hepmMeHTOB ((hepMeHTaTUBHbIN TMAPONN3);
- aKTWBHbIX (OpM Kucnopofa W CBOGOAHbLIX pajuKanos
(okucnutenbHas  AeCcTpyKuuMsa,  KOTopas  CYLLeCTBEHHO
YCKOpSAeTca B MPUCYTCTBUM B KayecTBe KaTaamsaTopa MOHOB

MeTasnsos).

KneTouHas gectpykumsa PaspyweHne 6uomaTtepuana Makpodaramm U TYYHbIMU
KneTkamu.

bakTepuanbHasa fgecTpykumsa MpucyTtcTBne 6GakTepuih B 06nacTu BBeAeHMA MMMNaHTaTa

MOXET YCKOpUTb 6rnogerpagaumnto 3a cyet hepMeHTaTUBHOI
N OKUCNNTENbHON [EeCTPYKLUN.

MexaHoLecTpyKLUuns dparmeHTauna n/Mnm n3mMeHeHue ¢GopMbl MMMNaHTaTa Noj
AEACTBMEM CTAaTMUYECKUX WAN  AUHAMWUYECKUX Harpysok
MOXeT YCKOpPUTb paspylleHne matepmana (AaKTMBHas MUMMUKa,
maccax, yaap).

MyTn BbIBEAEHNA U3 OpraHnU3Ma MeaAULMHCKOro n3genms

MmnnaHTtaTt L(+) LIFT gns nudpTuHra nuua v Tena Ha OCHOBE CYXOW MOMUMOMOYHON KUCNOTbI
MOMHOCTbO BbIBOAWUTCH M3 OpraHu3Ma. BbiBefeHUe 3aBUCUT OT MHAMBUAYaANIbHLIX OCOOEHHOCTEN
nauvmeHTa. B pesynbTate rmaponusa NoAwWnakTug MNOCTENEeHHO pacnafjaeTcs Ha MONOYHYHO
KWCNOTY U FMUKOTeH M BbIBOAMTCA M3 OpraHM3ma YefnioBeKa ecCTeCTBEHHbIM 06pa3oM Yepe3 neyveHb
N NOYKN.

Bpems coxpaHeHus apdekTa nocne NpUMeHeHUs1 MeAULIMHCKOTO M3feNns



WmnnantaTt L(+) LIFT gna nudpTrHra nuua n Tena Ha 0OCHOBE CYXOi MOMMMOMOYHON KUCNOTbI B
3aBUCMMOCTM OT MHAMBUAYaANbHbIX 0COOEHHOCTE opraHu3ma nayuMeHTa U COCTOSHUSA KOXHbIX
MOKPOBOB Ye/fl0BeKa, COCTaB/MAET OT 2 A0 5 ner.

Ycnosusa skcnayatayuy meguLMHCKOTo U3genns
Wmnnantat L(+) LIFT gna nudTrvHra nuua u Tena Ha OCHOBE CYXOW MOJIMMOIOYHOW KUCNOTbI
ABNAETCA UMMMAHTUPYEMbIM U3LeNVeM W NpefHasHayeH Ans MCnosb3oBaHuA B ycnosuax JIMY
(ueHTpax  3CTETUYECKON MefAWUWMHbI, CTauMoHapax), MOXET MCM0Nb30BaTbCA  TOJIbKO
MELULUMHCKUM MepcoHanoM, WMEKLWMM COOTBETCTBYHOLWYIO KBalMMUKaLUIO U Blaferownum
WHBEKLUNOHHBLIMUN TEXHUKAMMW.
Ycnosus akcnayataumu:

* Temnepatypa oT + 2 o +25 °C;

* OTHOCUTENbHAA BNaXxXHOCTb 35-85 %

» ATMOC(epHoe gaBneHune 795-1060 rMa

* N36eraTb nonagaHus nNpsAMOro COMHEYHOro CBeTa, 3amopaxusBaHusd, 06pa3oBaHUS

KOHJeHcara.

naBHbIN MaTepuan - cMech Monu L-MonoyHas KucnoTa + HaTpuii- KapbOKCMMETUNLENNTIONO0- 32
(PLA [Poly (L-lactide)] + CMC (Sodium Carboxymethylcellulose))

bnocoBMecTMMOCTb MaTepuanos
MaTepuanbl, WUCNosb3yemble A1 MPOU3BOACTBA COBMECTUMbl C OMONOTMYECKUMWU TKaHAMM,
K/IeTKamMmy 1 XULKOCTAMW OpraHnM3Ma 4efioBeka, C KOTOPbIMW OHU HaxXOAATCA B KOHTAKTE.

KayecTBEHHbI M KONNYECTBEHHbIA COCTaB MegULUHCKOTO N3aenns
BapuaHT ucnonHenunsa: MmnnantaT L(-") LIFT gnsnn TuMHranmua n Tena Ha 0OCHOBE Cyxoli
MO/IMMOIOYHON KUCNOT bl BAPUAHT UCNOAHEHUS 250 mT
CoctaB Ha oAuH nakoH: [lMonu L-monoyHas kucnota - 250 wmr (£ 10 ™r), HaTpwuii-
Kap6okcumeTunuenntonosa - 75 mr (£ 10 wmr).
BapuaHT ucnonHeHus: MmnnaitaT L(+) LIFT gnanud TuUHranMua n Tena Ha 0CHOBE CyXOli
NONMMONOYHON KUCNOT bl BApMAHT MCNOMHEeHUSA 500 mr
CoctaB Ha oauH nakoH: [Monm L-mono4vHas kucnota - 500 wmr (x 10 ™r); HaTpwuii-
KapbokcumeTunuenntonosa - 150 mr (= 10 wmr).

e Pasmep yacTtuy (monekyn) sewectea: 10 HM- 60 HM

Wmnnantat L(+) LIFT gna nudTuHra nuua M Tena Ha OCHOBe CyXOW MOJIMMOMOYHON
KMCNOThl

XapakTtepuctumka MapameTphl

BHewHWA BUA Xnonbs, 6e3 uBeTa W 3anaxa,
6enoro uBeTa

3HauyeHve pH <1,5

TexHMYecKne xapakKTepuCcTUKN MONYYEHHOTO NOC/e pacTBOPEHMS pacTBopa

3HayeHune pH nocne passefeHuUs 6,5 £0,65

OpraHosienTnyeckne xapakTepucTuku OpHopopHoe, reneo6pasHoe
BewlecTBOo 6enoro uBeta 6e3
3anaxa

BaskocTb pacTtBopa 906+10crl

OCMONANbHOCTb 270-350 mOcMm/Kr

CopaepxxaHue bakTepuanbHblX 3HAOTOKCUHOB, ME/ mr He 6onee 0.050 ME/mr

Taxenole metannbl (Takue Kak csuHel, (Pb)), MKr/r < 10 mKr/r

Hannune matepunanos, NoOAyYeHHbIX U3 TKaHel XUBOTHbIX He cofepxar
NNn 4enoBeKa, a TakKXXe KpoBu MIN KOMMNOHEHTOB KpPOBU

yenoBekKa

Hannune aMMHOKUCNOT, BUTAMUHHbIX Npenaparos He cogepxart



Hanuuve nekapcTBeHHbIX BELLECTB He copepxat
Hanuune pacTUTENbHbIX 3KCTPAKTOB He copepxat

HecoueTaemocTb
MpumeHeHne mmnnaHTata L(+) LIFT npn Hanuuum nepmaHeHTHbIX (hunnepos (MMnnaHTarta) B
30He npeAnonaraeMoi MHbEKLMK HeLonycTUMO.

YKasaHua K UCnonb3oBaHMNIIO MeULMHCKOro U3fenns;

MoaroToBKa K MCNO/Ib30BaHWIO

Mpouesypa OCYLLECTBAAETCA B COOTBETCTBMM CO CTaHAAapTHOW MEAULMHCKON NPakKTUKOW U
MECTHbIMW  npaBunamu. [nd yCNewHOro npoBeAeHMA npoueaypbl  MNPOAYKT  AO/MKEH
MCNoNb30BaTbCA Bpavyamu, KOTOpble MPOLWN creuuanbHoe obyyeHne MeTofaM WHBEKLUIA NO
3anoIHEHUIO KOXHbIX CKNafoK.

MpoBefeHne npouesyp AOMKHO ObITb B acenTtuyeckux ycnosuax. [lepef npouepypoi Bpad
NPOBOAUT Ae3NH(EKLUI0O U HECKONbKO pa3 obpabaTbiBaeT 30HbI KOPPEKLMU aHTUCENTUKOM OT
LLeHTpa K nepudepmu.

MpuMeHeHne MeLULNHCKOTO U3enna NpoBOAUTCA B aMbynaTOpHbIX YCNOBUAX, KaK npasuno, 6es
aHecTe3un. B cnyyae Heo6X0AMMOCTU MOXET OblTb fo6aBneH 1% pacTBop nupokamHa (Mau
APYTroii MHBEKLMOHHBLIA npenapaTt AN MECTHOIN aHecTe3nn) K pacTBOpY B 06beme He 6osnee 2 Mn
Ans 60/iee KOMMOPTHOIO COCTOSAHMA NaLuueHTa BO BpeMsa Npouefypbl, TaK KaK MOMEHT BBELEHUS
(unnepa B psfje CAyvyaeB MOXET BbI3BaTb AMCKOMMOPT. ANMAMKALMOHHAA aHecTe3ns, Kak
npasuso, He TpebyeTcs.

MoaroToBKa K Mcnonb3oBaHuto umnnadtata L(x) LIFT gna nugpTuHra nuua vn tena
Ha OCHOBE CYXOW MOJIMMO/IOYHOM KUCNOTbl BapuaHT ncnosHeHns 500mr:

CHUMUTE aNlOMUHUEBYHO KPbILWKY C (PlakoHa, NPOTPUTE ee Pe3VHOBYH MPOOBKY aHTUCENTUKOM.
Ecnn antoMUHMEBbIN KOMNAY0K M pe3nHoBas nNpobka BO (p1akoHe NOBPEXAEHbl, HE UCNO/b3YyiTe
NPOAYKT.
2. K cogepxumomy ¢nakoHa fo6asutb 40 mn (x10%) cTepunbHOW BOAbI ANA WUHBLEKLMWIA C
NMOMOLLbI 04HOPA30BOr0 CTEPUNBLHOIO WNpuLa
3. [nd paBHOMEPHOro CMeWMWBaHWUA C BBEAEHHON CTEPUIbLHON BOAON [ANA  WHbBEKLWIA
pPeKOMeHayeTcs, BCTPAXUBaTb (PflakoH He meHee 10 MUHYT.
4. BBefieHMe OCyLECTBNAETCS C MOMOLLbIO CTEPUNLHON UMbl UAK KaHlonn 25G.
[lo3a BapbupyeTcs B 3aBUCUMOCTU OT 30HbI, FYOMHbI MOPLLUH 1 TUMA KOXW.
OueHKa KOppeKLnn TKaHeil Npon3BOAUTCS BU3YasbHO.
5. Mocne pa3BeaeHns, NOBTOPHLIV 4O60P pacTBOpa He fonyckKaeTcs.

XpaHeHue nocne pasBefieHMs AonyckaeTcsa A0 72 4acoB npu temnepatype ot +5°C go
+12°C.

Mpoueaypa nnn npaBuia UCNo/b30BaHUA MeAULIMHCKOTO 13aenus
TexHWKa BBEAEHWS, 30HA BBEAEHWS W BbiIGOP BapuaHTa MCMOMHEHWS MeAWLMHCKOTO W3aenus
3aBUCUT OT COCTOSIHWUSA KOXHbIX MOKPOBOB, MHAMBUAYaNbHbIX OCOGEHHOCTEN aHaTOMUM NKLa W
MoXenaHnin nauneHTa.

Kypc npuMeHeHUsa cocTaBnseT oT 1-3 npoueaypbl, MHTepBan M BpeMs HacTynneHus addekTa
onpefenstOTCa UHANBUAYANbHLIMU 0COBEHHOCTAMU NalueHTa.

MakcuManbHO gonycTumas fo3a Ans Bcex 30H BBeAeHWS 3a 1BBe[eHMe, COCTaBNAET - He Gosee
1000 wr.

30Hbl BBEAEHUSA: KOXU NNLA, LLIEN, 30HbI JEKONbTe, KUCTE PYK, OTAe/NbHble YacTu nuua (L eku,
CKynbl, NOA6GOPO/AOK), YCTPaHEHME acCUMMETPUM LA U TeNa.

nybvHa BBeAEHUA:



Ana MopwuH nuua, Wen n KNCTen pyk— UHBbEKUUU JO/MKHbI OblTb HEFNYOGOKMMK; OT BEPXHETO
[0 CpefHero cnos Aepmbl MU BbINONHATHCS C BUAMMbIM NMOOENEHNEM KOXM B MECTE UHBEKLUN.
Ana Koppekumn o6bEMa TKaHel, BK/oUYasa ycTpaHeHe aCMMMETPUM NnLa U Tena MHbEKL MK
MOTyT ObiTb AOBOAbHO FNY60KMMMK, U Aaxe MNOAKOXHbIMW, B OCOGEHHOCTU Ha CKynax, BMCKax,
noabopoaKe 1 B MeXOPOBbE.

OCO06EHHOCTU MHBEKLIMI B pas3/IMYHbIX aHAaTOMMUYECKMNX 06NnacTsxX.

CKynbl, NoA60p0oLOK: rNy6oKas UHbEKL WA, pABHOMEpPHAsA reHepanu3oBaHHasd MHPUAbTpaLms.

O cTeneHW KOppeKuMn TKaHei CyaaT BM3yanbHO, 00beM rmaponmnsaTa 3aBUCUT OT XKenaemoi
moandukaumn (NpUGAN3NTENbHO 2 MN ANS KaXA0oW CKynbl, urnel 25G),

*2mn MONTYYEHHOTI O pacTtBopa (cnoco6 nony4vyeHUs — 370 CMeLeHne Co CTepUNbHOR BOAONA
ONA MHbEKLMA-onucaH Bblle). AHANOTNMYHO 415 BCEX 30H.

CknafgKku n rnybokne MopLLMHbI Ha LLeKax: reHepannM3oBaHHas O4HOPOAHAA UH(UbTPaLUs no
BCeil o6nacty Bo3gencTBmA (MPUOAN3NTENLHO 2 MN ANA KAXKAOW WeKKn, urnbl 25G).

Fnybokoe BBefeHUe ANA perynuposaHus obbema TkaHu (0T 140 2 M/ Ha OAHY CTOPOHY, UI/bl
25G).

B anungepmuc go nobeneHnsd mopwuH (0,25 Mn B 0JHY CTOPOHY, Urnel 25G).

Bucku: rnybokoe BBefeHMe € 0OpaTHO-NOCTynaTefibHbIM  XOAOM  WIbl,  YTOOLI
NPOKOHTPO/MPOBATb, YTO KPOBEHOCHbIE COCYAbl He 6blNN NOBPeXAeHbl (1 MA Ha OAHY CTOPOHY,
urnel 25G).

J106 (MeXXOpOBHbIe CKaAKN): BBefleHNe C 06paTHO-NOCTYNaTeIlbHbIM X040M UT/bl 0643aTeNbHO,
4yTO6bl YOEeAUTbCS, YTO KPOBEHOCHbIE COCY/Abl He OblM MOBPEXAEeHbl. VIHbEKLMIO MPOU3BOAUTD
rny6oKo B AepMy B KaXAyt Cknagky. Momaccupyiite MecTo MHbEKLMUN.

LLlea: nofgKoXXHOe BBefeHWe, OLHOPOAHAsA, reHepanu3oBaHHas WMH@UAbTpauma (2 ma 3a O4UH
CeaHc; Heo6xX0AMMO OT 2 A0 3 CeaHCOB A8 MOPLLUH W CKNaaoK Ha wwee; urasl 25G).

HemeaneHHO NpekpaTuTe NPoLeAypy, eC/IM BOSHUKJ/IO MOLO3PEHME Ha MPOKO/ cocya.

Ecnu B Xo4e BBeAEHUS OLLYLLAETCA 3HAYUTENIbHOE CONPOTMBAEHME, CleayeT NepeMecTuTb Uray
rnybxe, 4ytobbl 06ecneynTb 60Mee Nerkoe BBeAeHNe MNNaHTaTa. ECnm conpoTuBneHne 0CTanoch,
nonpo6yiTe BBECTWM renb C APYroi TOYKM BXxoga. B cnydyae HenpepbiBHOrO CONPOTUMBAEHMUS,
BO3MOXXHO He06X0A4MMa 3aMeHa MHBLEKLMOHHOW UTAbl 1/ nan wnpuya.

MHCTpYKUUN 4Nna naynueHToB Npu NPUMEHEHUN MeLULUHCKOTO N3Lenns

e [MaumneHTam cnefyeTt NPUAEPXKMNBATLCA CeAYIOLWNX PEKOMEHAALNA: n3beraTb YpeaMepHbIX
(hM3NYECKNX Harpy3ok, a TakxXe BO3AENCTBUA MPAMbIX COMHEYHbIX NyYei 1 namn 4N 3arapa uam
9KCTPEManbHbIX MOrOAHbLIX YCNI0BUI B TeyeHMe 24 4acos.

e MMayneHTOB cnegyet NPOUHPOPMUPOBaTL O MPUMEHEHUN 00EPTbIBAHUA CO NbAOM WM
XONO4HOr0 KoMnpecca K 06paboTaHHOMY y4YacTKy B TedeHue 24 4acoB noc/ie npouesypbl.

e MaumneHTam TakKXKe peKOMeHAYETCS NOMEHbLUE FOBOPUTL, YNbIGATLCA U CMESATHCA B TEHEHUE
OLHOW Hegenu nocne npoueaypbl.

* MNaumeHTaM, KOTOpPbIM NMPOBOAMANACL Mpouefypa B obnactu pra, cnegyeTr nosockarb poT
(h1M31M0NOrMYeCKUM pacTBOPOM Kaxable 3-4 yaca, B Te4EeHWe O4HOM Hefenn nocne Npoueaypsl.

e Mpn Heo6X0LMMOCTU NaLUeHTbl MOTYT WUCMONb30BaThb MepopasibHble aHalbreTuku no
pekoMeHpaumn Bpava.

» Ecnn BocnannTenbHbIn npouecc 4nuTca 6onee Hefenn UM NOSBATCA Apyrve No60YHbIe
3 eKThl, CNefyeT HeMeNeHHO 06paTUTLCA K Bpauy.

e CrniegyeT BO34epXaTbCa OT HaHECeHUS MaKuaXa B TeveHue 12 yacoB Noc/ie MHBLEKUUU, B
TeyeHue 2 HefeNb NOCNE NHBEKLMU HeobXxo4nMo n3beratb AINTENBHOTO KOHTAKTa C COTHEYHbIMU
nyyamu, ynbTpauonetom, refiasMu, He nocewaTb cayHy unm 6aHio.



e He ynotpebnsaTb anKoronbHble HANUTKW, NPOTUBOBOCNANUTENbHbIE CPEACTBa,
aHTUKOArynsiHTbl WU npenapatbl 6€3 KOHCY/AbTaUWyW C BpPayoMm, ycKopsiolime meTabonmsm Ao u
nocne npowegypsl.

CTepUNbHOCTb MEAULMHCKOrO n3fenns
CtepunbHo, cTepunnzosaHo OKCUAoM ISTuUseHa.

MeTofbl M cpeacTBa Ae3VH(EKUMM U NpPeACcTePUNM3ALMOHHOA OUYUCTKM MeLULIMHCKOrO
n3nenus

B npouecce npon3BOACTBA NPOXOAUT HECKO/IbKO CTyMeHel OYUCTKMU OT MpUMeceil 0CTaTOUHbIX
NPOTENHOB M 3HAOTOKCUHOB. bnarogaps yemy mmnnaHtat L(+) LIFT gnd nupTuHra nuua v tena
Ha OCHOBE CYXOW MNOJIMMONOYHON KUCNOTbl He MpOosABAAeT anjepreHHbIX CBOWCTB U nepes,
npouesypoi He TpebyeTca NpoBefeHUs annepronpoobsl.

YCcnoBusa XxpaHeHUA MefULLMHCKOTO n3fenns
e IMNNaHTaT WHTpadepManbHbIi XpaHWUTCA € COGMOAEHWEM CNeAyHLUMX MapaMeTpoB:
Temnepartypa oT + 2 go +25 °C;
* OTHOCUTENbHAA BNAXXHOCTb 35— 85%

e aTMoCc(epHoe aaBneHne 795-1060 rlMa 6e3 KoOHAeHCcAUMWN, BAANWN OT COMTHEUYHbIX Ny4eil.
Mepes ncnonb3oBaHmem ybeamuTech B LLe/IOCTHOCTA YNAKOBKN.

YcnoBusi TpaHCNOPTUPOBAHUSA MeAULMHCKOr0o U3Aenns
TpaHcnopTUpoBaTb MMNAaHTaT

e npu TemnepaType oT + 2 ao +25 °C oTHOCUTenbHOW BnaxHoctn 35-85 %, 6e3
KOHAeHcaumu,

* aTMoctepHoM faBneHun 795-1060 rla.

* He 3amMopaxmuBarthb.
TpaHcnopTHaa ynakoBka C MeAULWHCKUM W3LeNMeM He [O0J/DKHA MOABEPratbCAa MexaHU4YecKUM
BO3AECTBMAM BO BPEMSA MOrPYy3KU, pasrpy3kun, TpaHCMOPTUPOBKU.
Ona TpaHCNOPTUPOBaHUA W XpPaHeHUA MeAULUHCKUE n3fennus B MOTPebUTeNbCKON ynakoBKe
MOMeLLatTCsA B KAPTOHHYK KOPO6KY M3 rohpMpoBaHHOI0 KapToHa.

KoMNAeKT noctaBku MegULMHCKOI0O U3genus:

Wmnnantat L(+) LIFT gna nudTvHra nuua u Tena Ha OCHOBE CYXOM MONMMONOYHOW
KNCNOTbl BapuaHT ucnonHeHmna 500 mr B cocTaBe:

1. ®nakoH o6vemom 51 mn ¢ umnnantatom L(+) LIFT 500 mr - 1 wr,;
2. NHCTpyKuMA no npuMmeHeHuto (Bknagbliw) — 1 wr.;
3. CTukep gnsa Bpaya v naymeHTa - 2 Wt.

PacwungpoBKa CUMBO/IOB Ha MapKMPOBKE:

LI.‘-I MN3rotoBuTenb

Kog napTuun naptum
[tot]

Mcnonb3oBaTh 0

Jlata n3rotossieHusa

STERILE EO Haanwnce CTepunbHO”,  cTepunusayms
OKCW[OM 3TUNEHa

He cTtepnnnsoBaTtb NOBTOPHO



He  wucnonb3oBaTb  NpuM  MNOBPEXAEHMWU
(§) YNakoBKM U 06paTUTLCA K WHCTPYKUWWM MO

NMPUMEHEHNIO

3anpeT Ha NOBTOPHOE NMPYMEHEHMNE

Xpynkoe, 06palLLatbCs 0CTOPOXHO

He fonyckaTb BO3JeiACTBMSA Bnaru

TemnepaTypHblii AnanasoH

He gonyckaTb BO3/e/iCTBUS CONMHEYHOTO
cBeTa

A OCTOPOXHO!

YTunnsauma MeguLmnHCKOro n3genus:

YTtunusauma megnumHckoro mnsgenunsa - Mmnnavtat L+) LIFT gna nudTuHra nuua U Tena Ha
OCHOBE CYXOW MONMIMMONIOYHOW KWUCNOTbl NO Knaccuukauum onacHoctu cornacHo CadlluH
2.1.3684- 21 «CaHuWTapHO- 3NUAEMMWONOrMYecKMe TpebGOBaHUA K COAEPXaHWUIO TeppuUTopuii
FrOPOACKMX W CENbCKMX MNOCENeHU, K BOAHbIM 00bekTam, MNUTbEBON BOLE U MNUTbEBOMY
BOAOCHAOXEHUID, aTMOC(epHOMY BO3AYXY, MOYBaM, >XXWU/bIM MOMELWEHMUAM, 3Kcnayatauuu
NPOV3BOACTBEHHbIX, OO6LLECTBEHHbIX MOMELLEHWUA, OpraHn3aunm n MNpPoBeAEeHWNI0 CaHUTapHO -
NPOTUBO3ANMAEMUYECKUX (NPOUNAKTUYECKMX) MeponpuaTuii», oTHocuTcad K Knaccy b
(anmpemmonornyeckn onacHble OTXOAbl) W ABAAETCA MNOTEHUMANbHO WHMOULUPOBaHHBIMU
oTX04amMu.

Mcnonb3oBaHHOE MeAMUWHCKOE u3genne yTUAU3UPYIOT, cornacHo TpebosaHusam, CaHluH
2.1.3684- 21 K yKasaHHOMY Kjaccy onacHoCTM b MeanLUHCKUX OTXOA0B.

MeanunHCKUE N3enmsa ¢ UCTEKLW UM CPOKOM FOAHOCTU, MEAUUUHCKME U3[eNns B MOBPEXAEHHON
yNakKoBKe YTUNN3MPOBaTb Kak MegnUUHCKUe oTxoAbl Knacca A no CaHlnH 2.1.3684-21

Tpe6oBaHMs Ge3onacHOCTM M Tpe6oBaHUSA MO OXpPaHe OKpyXXatolleid cpegbl

MeAnLMHCKNIA nepcoHan LO/MKEH HEYKOCHUTENbHO co6/1t0aaThb CaHWTapHO-
aNMAEMUONOTMYecKe TPe60BaHMS BO BPEMS BbIMONHEHNUS WHBEKLNIA, TAK KaK OHW COMPSXXEHbI C
PUCKOM BO3HWKHOBEHUS UHMeKunit. CneayeT co6M0AaTh OCTOPOXKHOCTL MPU NPUCOEAUHEHNN
WINbl K Wnpuuy. [Ans MCNoNb30BaHUS AaHHOTO MeAMUMHCKOTO MW3AeNnus HWKakue gpyrue
cneynanbHblie Tpe60BaHUs, Kacatolmecs 6e30NacHOCTH, He YCTaHOB/IEHbI.

MMnnaHTaT He 0Ka3blBaeT HEGNAronpPUATHOTO BO3/ECTBMS Ha OKPYXXaloLyto cpefy, Tak Kak Bce
KOMMOHEHTbI ABNAOTCA 6MOAerpagupyemMbiMu B eCTECTBEHHbIX YCIOBUSIX.

CTeKNAHHbIA WNPUL, W €ro KOMMOHEeHTbl G6GWOMOTMYECKN WHEPTHbI 1 HEe OKa3bliBaloT
He61aronpuATHOTO BO3/eiCTBMS Ha OKPYXXaloLyio cpegy.

TpeboBaHUA K TEXHUUYECKOMY 06C/TYXXMBAHUIO U PEMOHTY MeAULMHCKOIO U3aenms
MeaunumnHCcKoe n3fenne He NOANEXUT TEXHUYECKOMY 06CNYXXMBAHNIO N PEMOHTY.

MepeyeHb  maTepuanoB  XWBOTHOTO U (MN1M)  YENOBEYECKOTO  MPOUCXOXAEHUSA,
NEeKapCTBEHHbIX CPeACcTB

WmnnaHTat L(+) LIFT gna nupTuHra nmuya u Tena Ha OCHOBE CYXOM MOMIMMONIOYHOM KUCNOThbI He
COAEPXMUT MaTepuasnbl, NONYYEHHble U3 TKAHEW XMBOTHbIX WM Ye/0BEKa, a TakXKe KPOBW WU
KOMMOHEHTOB KPOBUW Y€/I0BEKA, BUTaMUHHbIE NpenapaThbl, JieKapCTBEHHble CPefCTBa.

CpOK roAHOCTU MeULMHCKOro 13aenus



CPOK FOAHOCTM - 2 TOAa C AaTbl U3rOTOB/IEHUSA NPU COBNOAEHNN YCNOBWIA TPAHCMOPTUPOBAHNSA 1
XpaHeHuUs. BCKpbITOe MeAWLUWHCKOE u3genve cneayet HemMeANleHHO  MCNONb30BaTb U
yTUNM3NPOBATb CPasy Xe Nocae NCnonb30BaHUS.

MapaHTuUiiHble 0653aTeNbCTBA

FapaHTUitHble 06f3aTenbCTBA MPOM3BOAMTENA PACMPOCTPAHATCA Ha MeAULMHCKOe u3fenve
Wmnnantat L(+) LIFT gna nudTMHra nMua u Tena Ha 0CHOBE CYyXOl NO/IMMONOYHON KUCNOTbI A0
NCTEYEHNA CpOKa rofHOCTMW, YKa3aHHOro Ha YnakoBKe, Mpu YC/I0BUW COXPaHeHUs LeN0CTHOCTK
ynakoBKW 1 CO6M0AEHUN YCNIOBUIA TPAHCMOPTUPOBAHUA U XPaHEHUS.

apaHTUNHBIN CPOK XpaHeHUs 2 rofa c faTbl U3roTOBNEHUS.

CpoK coxXpaHeHus CTEPUNLHOCTM 2 rofa C faTbl U3rOTOBNEHUS.

OduunanbHbIA npegcTaBuTeNb N0 Bonpocam obpaweHus MegULMHCKOro u3fgenvsa Ha
Tepputopun Poccuiickoin degepaumn:

000 “3C aH 3t BbKOTWN”, 107140, r. MockBa, BepxHsasa KpacHocenbckaa 1la, cTpl, ka6.1-13,
2-h aTax.



APCSTILLE
(Convention de La Haye du 5 octobre 1961)
1 Country:Republicofkorea
This public document

2 hesbeensigedby PARK JONG WOONG

3. actirg intregecity of p\Gtc
4. begia tressal /starpof ~aw And Notary Office Irc.
Certified

To verify the Aposlifie, please refer to the website below.
httpsJ/imwwwv.apostiile.go.kr

5 a Seul G te 23/01/2025
7.by  The Ministry of Justice

8.No. XXA2025M9LBOUG

9. Seal/staim 10.Sigeture

Mvew\W,

Kim Hyoung Kook


http://www.apostiile.go.kr

[MepeBop, C aHIMIACKOTO M KOPEIACKOro Ha PyCCKMIA

MpunoxkeHne dopma 41

PernctpaumnoHHblii Homep: 2025-191

HOTAPUAJIbHOE CBUAETE/IbCTBO

FOpuanyeckas upma n HoTapuanbHasi KoHTopa CoBOH VIHK.

84, BoHX0H-po, CoBOH-TY, UX0oHAXY, Kopes

/PenbedHasn neyats/ KOpuanueckas hupma n HoTapuanbHas KoHTopa CoBOH VIHK,

Bbymara 210 mm X 297 Mm

Bymara co cTteneHbto 3awutsbl 1 Trna 70 r/im-



P1HCTPYKUNA MO NPUMEHEHNIO

/nanee TeKCT Ha PycCKOM s3brice/

/nognuce/

/nrramn/
«AUNIXKKEA KOPEA»

/Norotun/ «3W 0K KEA KOPESA» «3N X KEA KOPESI»
buomMmeguunHCKMe matepuansl u 816-817, 31, MoHMEH-pO,
ycTpoiicTBa B chepe TeXHONOT NI XbIHAOK-KY, YXOHUXY-CK,
UXyHUYXOH-NyKTO, Pecnybnuka
Kopes, 28589
E-mail: annaleeack@ gmail.com
Ten.:+82 10 5481 0512

http://ko.agecarekorea.com/


mailto:annaleeack@gmail.com
http://ko.agecarekorea.com/

MpunoxeHne ®opma 43

3aperucTpupoBaHo B peecTtpe 3a Ne 2025-191

HOTAPVNAJIbHOE CBNAOETE/IbCTBO

TAMXW /1M, noBepeHHbIi bIHEH /11, sBunacb K Ham
noATeepauna (hakT noanuncaHmsa et npunaraemor
NHCTPYKLUWWM MO NMPUUMEHEHNIO.

HacTosnuLw y[0oCTOBEpPeHO cero AHa 22 ausaps 2025 r.

B HACTOALLEM Ooguce.

HanmeHoBaHMe KOHTOpbI
FOpugmyeckas hmpma 1 HoTapuanbHast KoHTopa CoBOH
MHK.

OTHOCMTCS K NPOKypaType oKpyra UXoHIKy

ALpec KOHTOpbI

84, BoHX0H-po, CoBOH-TY, UxoHaxXy, Kopes

/nognuce/
Mognuck HoTapuyca
MAPK O>XOH BYH
[aHHasa KoHTOpa 6blfa ynosIHOMOYeHa MWHWUCTPOM HOCTULUK
Pecny6nmkn Kopes BbiCTynaTh B Ka4eCTBe HOoTapuyca ¢ 7 (heBpans

2020 rosa B coOTBETCTBMM C 3aKOHOM No 173.

Bymara 210 mm X 297 mm
Bymara co cTeneHbto 3awnTbl 1Tuna 70 r/m-



AIrNOCTNJ1b
(Faarckas KOHBeHUMA 5 oKTA6ps 1961 r.)

1 CrpaHa: Pecny6nvka Kopes

HacTosAwuii rocyfapcTBeHHbI JOKYMEHT

nognucad NMAPK O>XOH BYH

BbICTYMaKLWMUM B KayecTBe ["0Cy1apCTBEHHOr0 HoTapuyca

4. CKpennieHo neyaTblo/lUTaMNoOM: opugmyeckas hmpma n HotapuanbHas KoHTopa CoBOH VIHK.

w

YOOCTOBEPEHO
UTobbl y6eanTbCs B NOAAMHHOCTM anocTuns, 06paTuTech Ha Be6-CaiT HIKe.
https://www.apostille.go.kr

5. B Ceyne 6. 23.01.2025

7. MunHnctepctsom KOcTuumm

8. 3a No XXA2025M9LBOUG
9. MNeyatb/WwWTamn: 10. Mognuce/nognuce/

/neyatb/ MUHUCTEPCTBO toCcTMLMM Pecnybnnkmn Kopes Kum XéH Kyk


https://www.apostille.go.kr

MepeBOA4 AAHHOTNO TeKCTa BbIMOMTHEH NepeBOAYNKOM A ULKOBON DHM AneKCcaHLPOBHOIMW

noanncob

Poccuiickaa degepayns
Nopop MockBa
[eBATHagLaToro gespansa gBe TbiCAYM ABajLaTb NATOro roga

A, Kopcuk Mapusa AnekcaHipoBHa, HoTapuyc ropoja MoOCKBbI, CBUAETENLCTBYIO NOA/AMHHOCTb
nognucy nepesofymka ALKoBo OHWM AnekcaHApPOBHbI.

Moanuck cgenaHa B MOEM MPUCYTCTBUMN.

JInyHoCTb MognucasLIero JOKYMeHT yCTaHOB/IEHA.

3apernctpuposaHo B peecTpe: Ne 77/2139-H/77-2025-"~"N'

YnnayeHo 3a COBeplLUeHNe HOoTapuanbHOro aeictemsa: 400 py6. 00 kom.

MNoAMUCH ep6oBas neyartb lepboBas nevatb
HoTapuyca r. MoCKBblI HoTapuyca r. MoCKBblI
Kopcnk M.A. Kopcuk M.A.
M.A. Kopcuk

Bcero npowHypoBaHo, NPOHYMepPOBaHO
N CKpenneHo neyartbto 46 nuct(-a,-0B).

HoTapuyc: noanmcCb
Poccuitickaa depepauuns
[Fopoa MockBa

JeBATHaguartoro (*)eBpal'IFl ABe€ TbiCAYN ABaALaTb NATOro roga

A, Kopcuk Mapusa AnekcaHApoBHa, HoTapuyc ropoga MOCKBbI, CBUAETENLCTBYH BEPHOCTH
KOMnuu ¢ npefcTaBNeHHOW W A OKYMeHTA.

3apeructpuposano B pdccTpero/77i*39-ii/77-2025-

YnnayeHo 3a CoB pencteusa: 4700 pyo.

M.A

Bcero npowHypoBaHo, NpOBMEPOBaHO
N ckpenneHo™ M a’5#o0Ap J*(-a,-OB).y

HoTtapu”®



