L] L)
. . Ld
. L]
1 . L]

KISS e

HaTpyia '_'-.-"-._.' .
rvanypoHat 2,5 % . ) .

WUHcTpyKums .

M0 NPUMEHEHUIO MEAULIMHCKOr0 n3aenus
WUmnnanTaT BHyTpUAepmanbHbiii Bennaptu® (Bellarti®)
no TY 32.50.50-015-64260974-2019
BapuaHT ucnonHexHus: Bellarti® Kiss

PernctpaunoHHoe yaoctoBepeHue
P3H 2020/12181 ot 26.04.2022

OnucaHue n coctas

ViMnnaHTaT BHyTPUAEPMaNbHbIR Bennap‘rm® (Bellarti®) (nanee - renb, nspe-
nve) NpeAcTaBnseT coboi NPO3payHbI GECLBETHBIN renb.

BapuaHT ucnonvexus: Bellarti® Kiss

CocTaB Ha 1 Mfi: HaTpust ranypoHat” — 25,0 Mr (2,6 %), HaTpus xnopug —
6,0 mr, HaTpus rugpocbocdat 6e3soaHbIN — 2,0 Mr, HaTpra aurnapodocdarta
MoHorugpar - 0,45 Mr, BoAa ANs UHbEKUWA — o 1 MA.

* NepeKPeCTHO-CLUNTLIN 1,4-6yTaHanon-avrnunMannoBbimM acupom (BDDE).
pH - 6,8 - 7,6; ocMonanbHOCTb — 200 — 400 MOcM/Kr.

06nacTb NPUMEHEHUsI N Ha3HaYeHne

O6nacTb NPUMEHEHUS — SCTETUYECKAs MefVLMHa.

[Hevicteue Bellarti® Kiss HanpasneHo Ha KOPPeKLWIO CTPYKTYPHbIX W3Me-
HEHUI KOXW, CBA3aHHBIX C MPOLECCaMU CTapEeHUst: 3anofHeHne MOPLLVH
1 CKNaJIoK KOXM, BOCCTaHOB/EHVe obbema.

CsoiicTBa n 3thcheKTUBHOCTb

Bellarti® Kiss sBNA6TCA MHBEKUVOHHBIM paccachiBalOLLWMCS (MONHOCTLIO
6uoferpagMpyeMsim) UMMNaHTaToM. OCHOBHON KOMMOHEHT AaHHOTO n3fe-
NS — TYanypoHOBas KWCNOTa, SABNSETCS eCTECTBEHHbIM MoMncaxapuaom
Hallero opraHuama. [ManypoHoBas KWCIOTa YBNAXHAET KOXYy U co3aaeT
BSASKYIO YNPYrylo Cpefly, YAEpXWBasi OCHOBHbIE KOMMOHEHTbI COEAMHU-
TeNbHO TKaHW B NPaBUIEHOM NONOXEHWU. [eflb C rianypOHOBOW KNCIOTOM
BBOAUTCS B OCHOBAHWE KaXKAOW MOPLLMHKIA MPW MOMOLLW WnpuLia, co3aa-
Bas, TakM 0Bpa3oM, [eNo rnanypoHOBO KUCIOTbI. Takoe Aerno ¢ OAHON
CTOPOHbI BbICTYNAET KaK NoAKNa04HbI MaTepuasn, KOTOpbI pasrnaxusaeT
MOPLLUMHBI, @ C APYroi CTOPOHbI MPOUCXOAUT UHTEHCUBHOE YBaXKHEHIe
KOXV W yNydlleHue ee BHEWHero Buaa. MManypoHoBsas KWCNoTa crocob-
CTBYET BOCCTAHOBJ/IEHNIO COEAVHUTENbHbIX, 3nUTeManbHbIX TKaHeI;I, HOp-
manusauuy pH 6anaqca. ®yHKLYOHaNbHOE MPEUMYLLIECTBO KNCOTbl — PEru-
[ipaTauLns NOBPEXAEHHbIX KNETOK, HACLILLEHNE GUONOMUHECKIX XUKOCTE.
Hatpus ruanypoHat nony4deH nytem epmeHTaummn 6aktepui Streptococcus
equi 1 TLLATENbHO OHMLLIEH.

Bpems HaxoxXAeHUs MnnaHTaTa B CHosix Koxu coctasnseT 6onee 30 gHein.
CreneHb ferpagauumn Bellarti® Kiss BO BpemeHW 3aBUCWUT OT UCXOAHOrO
COCTOSIHUSI KOXW MNaLyeHTa, ero obpasa XW3HU, COCTOSHUS OpraHuama
naumeHTa B LenoM 1 (hakTopoB OKpy»Katolei cpepl. VimnnaHTar ytum-
3MPYETCS OKPYXAIOLWWMMU TKaHAMU 1M0J, BO3AENCTBUEM PYMMbl TKAHEBbIX
hepMeHTOB, HasbiBaeMbIX rvianypoHuaasamui. MpodyKTbl Aerpapauym non-
HOCTbIO BbIBOASITCS 113 TKAHEN ECTECTBEHHbIM METAGOIMHECKIIM My TEM.

Moka3sanus K npUMeHeHuro

dunnep Bellarti® Kiss npegHasHadeH ans yBenmyeHus, BOCNONHeHs 06b-
ema ry6, KoppeKLY NN BOCCTAHOBIIEHUS X KOHTYPA, @ TaKk»Ke KOPPEKLIN
CpeaHX 1 ryGOKNX MOPLLMH 1 CKNALOK, KOPPEKLMM aTpohUHeckux py6-
Li0B.

MpumeHeHne npu 6epeMeHHOCTH 1 B NEPUOJ, rPYAHOr0 BCKapMaUBaHust
He NpuMeHsTb renb Bo Bpems GePeMEHHOCTU 1 B NEPUOZ, MPYAHOMO BCKapM-
NMBaHNA.

MpoTusonokasaHus

CKNOHHOCTb K 06pa3oBaHunio rmneprpocbmwecmx 1 KeNnonaHbix pyoLoB.
AyTol y 6071

Mpviem mmmyHomoneﬂmpy»ou.mx npenapaToa

Bnunencus, He NOAAAIOLLASACS Tepaniin.

Mopdupus.

[MOBbILLEHHAs HyBCTBUTENIbHOCTH K KOMMOHEHTaM cocTasa.

BepemMeHHOCTb 1 NePUO/, rPYAHOrO BCKapMIMBaHUS.

BospacT go 18 net.

O6Last MHhekums.

Hannine BocnanuTenbHbIX U/ MHMEKLVOHHBIX MOPaXeHNii KOXU (Hanpu-

Mep, akHe, reprec 1 T.A.) B NNaHNPYeMOoii 30He BBELEHVS 1/unv 3a ee npe-

nenamu.

YacTo peunanBrpyoLLmin MHEKLMOHHBI NpoLecc.

[porpeccrpyioLmnin - XPOHNHECKWIA  AepMaTo3 (MposiBNeHne — (eHoMeH

KebHepa).

lNapaHeonnacTy4ecKuii NPOLIECC B 30HE MNaHVPYeMOro BBEEHNS.

Jllo6oe comatnyeckoe 3abonesaHmne B CTagum AeKoMneHcaumnm.

Mprem  aHTUKOaryfnsiHToB UMW WHIMBUTOPOB  arperauu  TPOMGOLMTOB

(Hanpvimep, ASS).

Peunanempytowmnii TOH3UAUT, OCTPbIN CyCTaBHON PEBMATU3M C Mnopaxe-

Huem cepaua.

Cnoco6 npuMeHeHus 1 fo3bl

lens Bellarti® Kiss fomkeH BBOAUTHCS BPa4ioM, UMEIOWMM Ha 3TO NpaBo
B COOTBETCTBUM C [IE/ICTBYIOLLMM MECTHBIM 3aKOHOAATENLCTBOM. C Lienbio
MUHIMN3ALMN PUCKOB BO3HUKHOBEHUSI BO3MOXHBIX OCIIOXHEHU 1 BBUAY
TOrO, YTO /1191 YCMEWHOCTU MPOLEAYPbl 04eHb BaXKHa TOYHOCTb, relb AOSKEH
BBOANUTbL TOSMIbKO BPaY, NMPOLLUEAWMNIA COOTBETCTBYIOLLIEE 0Oy4EHNE, UMEIOLLIA
COOTBETCTBYIOLLWI OMbIT 11 XOPOLLIO PasbupatoLmiiCs B aHAaTOMUYECKIUX OCO-
6EHHOCTSX MeCTa VHBbEKLMIA. TexHKa NpoBeeHNst MPOoLIeAypbl MMEeT BaXx-
HOe 3HajeHue Ansa ee aPPeKTUBHOCTU.

Mepef, Ha4anom npoLeaypbl Bpay [OMKEH NPOMH(OPMUPOBATL NauueHTa
0 MoKasaHusX 1 NPOTMBOMNOKa3aHNsX K NMprMeHeHuto rens Bellarti® Kiss, ero
HECOBMECTUMOCTI C PSAOM APYrnX Npernaparos 1 O BO3MOXHbIX MOBOUHbIX
athheKTax/prckax, CBS3aHHbIX C BBEIEHEM refs, a TakKe yA0CTOBEPUTLCS,
YTO NaLMEHTY N3BECTHbI MPU3HAKN 1 CUMMTOMbI BOSMOXHbIX OCTIOKHEHMIA.
Mpy xpaHeHum rens Bellarti® Kiss 8 xonoguneHuke nepes Ha4anom nprveHe-
HIS| OXNAXKAEHHBIN renb CNeayeT BblAepXKaTb NPy KOMHATHOM TemnepaTtype
OKOMO 40 MUH.

lenb Bellarti® Kiss BBOAMTCS NyTEM BHY TPUKOXHOMO BBEAEHUS.

lMepef Ha4anom UHBLEKLWM renst CreayeT TUIATeNbHO NPOAE3NH(MNLMPOBaTL
MECTO ero BBeAeHs. B 4acTHOCTU, Npu 06paboTKe 3HAYUTENLHON NOBEPXHO-
CTVi CReAyeT y4uTbIBaTL HEOOXOANMOCTb Ie3MH(eKLMM BCero obpabartbiBae-
MOro y4acTka (Hanpumep, Bcero nuua).

PekoMeHayeTCs NPOBOAUTL UHBEKLMM MPY NOMOLLM Urbl 256G, 27G, 29G nnm
30G.

IMopsigok pa6oTsi co Wnpuyem

1. BCKPOWTE KOHTYPHYIO A4EMKOBYIO YNaKOoBKY B aCEnTUHECKMX YCNOBUSAX.

2. OTprTMTe KONMa4oK C KOH4YMKa wnpuua (KOJ'\I‘laHOK HacaxxeH I'IHOTHO).

3. BolgaBute BO3yx Yepes KOHYMK LNpuLa, Aep>xa OAHON PYKON LMANHAP,
a Apyroi NnaBHO Haxk1masi Ha NMopLUHEeBON LWToK. CneauTe 3a Tem, YTobb!
He BblAaBUTb refb.

4. T1NOTHO HacaauTe Uy Ha WNpwL. HakpyTuTe urny Ha LWnpuy, Ao Tex nop,
NnoKa OHa He I'IDOIZJJ'GT nyTbe peabﬁbl W He cageT NoTHO.

5. BuayanbHo y6eanTech, YTO Urna npoLuna nyTb peasobl A0 KOHLA.

6. CHAMWTE KOAMA4OoK C UMbl NPSMbIM ABMKeHVeM. CneauTe 3a Tem, YTo6b!
HE OTKPYTUTb Wry.

BbigaBnTe ocTaTky BO3fyxa U3 CHUCTEMbI, Aep>Ka OAHON PYKOV LMAMHAD

LINpuLa, a Apyroi NAasHO HaXkuMast Ha NOPLUHEBOW LLUTOK, MOKa Ha KOHUMKe

UMbl HE NOSIBUTCA renb.

lenb crnefyeT BBOAUTL MEANEHHO, OKa3biBas MUHUMASbHO HEOBXOAMMOe

[aBneHve.

B cnyyae 3akynopku Urmbl He CefyeT YCUnuBaTh fjaBenHrie Ha NopLIHEBOM

WwToK. BmecTo aToro cnepyeT NpekpaTuTb BBEAEHWE rens N 3aMeHNTb Urny.

HecobniofeHue aTx NpeJoCTOPOXHOCTEN MOXET NOBIEYL OTCOeANHEHE

Vbl W/UNN YTEYKY Fensi, /unv noBbILLIEHVE PUCKA NMOBPEX/AEHNS COCY/I0B.

Ecv B Kakom-nnbo MOMEHT BO BPEMSI MHBEKLWW MPOUCXOANT PEe3Koe

nobnefHeHNe KOXW, CrefyeT NpekpaTuTb BBEAEHVE rens u NpeanpuHiTL

LienecoobpasHble AeNCTBUSA.

Konniectso BBOAUMOIO refisi 3aBUCUT OT 06pabaTbiBaeMblX YHaCTKOB C y4e-

TOM OrbiTa Bpa4a U NPUMEHAEMON 1M TEXHWKY NHBEKLMOHHOTO BBEAEHMS.

BBeaeHe cvwkom 60NbLIOro o6bemMa rens CMOXKET CTaTb NPUHMHON pas-

BUTUS HEKOTOPbIX NOBGOYHBIX S(HEKTOB, TaKMX Kak HEKPO3 TKaHW U OTeK.

Mocne BbIMONHEHVS UHBEKLMI BaXXHO MOMaccupoBaTh 06n1acTb BBeAeHVS

rens Ans Toro, 4Tobbl 06ecneymnTs ero paBHOMEPHOEe pacrpeaeneHme.

He pekomeHayeTca NoBTOPSTL NPOLEAYPY paHee, Yem Yepes 15 aHent.

He 1cronb30BaHHeIA 4O KOHLA rellb He MOANEXNT XPaHEHMIO.

pagynpoBka MOXET GbiTb HaHeCeHa Ha STUKETKY Lrnpuua nMbo Ha cam

WNpuL, Ans yAo6CTBa BpaYa, BhIMOMHSIOLIErO MHBEKLIVIIO, U HE MOXEeT pac-

CMaTPUBATLCS B KAYECTBE UBMEPUTENbHOM LUKASbI.

Mepbl NPeA0CTOPOXXHOCTYN NP NPUMEHEHUN

Bellarti® Kiss npefjHasHa4eH TONbKO ANt BHY TPUKOXXHOrO BBEAEHNS B Cpef-
Huie cnow.

[enb He NpefiHa3HakeH N1 YBENMHEHIS U PEKOHCTPYKLMA MPYAV/AroauLy v T.A.
CnepyeT cobniofate CTaHAAPTHbIE MEPbI NPELOCTOPOXHOCTY, CBA3aHHbIE
C paboTol C MHLEKLMOHHBIMI MaTepranamm.

He cnepyeT ncnonb3oBaTh refb C NOBPEXAEHHON UK BCKPBITON YNaKOBKOM.
He HapyLuaTh LLeNnocTHOCTb Wnpuua.

Mpu BBEEHUV reNsi PEKOMEH/YETCS UCMOMb30BaTh TONBKO OAHOPA30BYIO
urny.

B cnyyae nosbilLeHHON 60N1eBOM HyBCTBUTENBHOCTV BO3MOXHO MCMONB30-
BaHME MECTHbIX CEPTUMVLIPOBAHHbIX aHECTE3MPYIOLLIVIX CPEACTB COrNacHo
UX VHCTPYKLIMM MO NPUMEHEHMIO.

[Ansi yCKOPEeHUs paccackbiBaHUs U Npu HEOGXOANMOCTY NOMHOTO BbiBeae-
HVS rens BO3MOXHO BBefieHre (hepMeHTa rianypoHiaashl CornacHo ero
VIHCTPYKLIN NO MPUMEHEHWIO.

He cnenyet BBOAUTH renb Bellarti® Kiss ans koppekuwy noBepXHOCTHbIX
MOPLLH.

BanpelleHo BBeAeHVe B NepropbuTanbHyio 061acTb (BEPXHUE 1 HIDKHIE
NOJBWKHBIE BEKW, «YCVHbIE Narnki», TeMHbIE KPYru Nof, rnasamu).
Banpelyaetcs BBoguTh renb Bellarti® Kiss B Mexk6poBHyto obnacTe.

He ponyckaeTcs BBefieHWe renst B KPOBEHOCHbIE COCYAbl (BHYTPUCOCY-
AVCTOe BBefeHve). BHyTpUcOoCyancToe BBEAEHWE rens MOXeT NpuBecTu
K aMBonM3aLmm, 3akyrnopke COCYAOB, WLLIEMWW WU UH(APKTY, HEKPO3y
TKaHel, cnenote.

He ponyckaeTcs BBeAEHWe reisi B y4aCTKy KOXM, COAepXXaLLe NOCTOSHHbIN
VIMMNaHTar.

V36eratb n36bITOHHON KOPPEKLMM.

VICKlo4eHO BBEAEHVE renst B KOCTU, CyXOXMWIUS, CBASKW UK MblLLibl,
pOAVIMble NATHA.

He pekomeHpgyeTcs WcCnonb3oBaTe aBTOMATUYECKE
cuctembl ans BBeaeHus rens Bellarti® Kiss.

CocTas rens 06ecneynBaeT ero COBMECTUMOCTb C (hV3VNHECKIMU MONsSIMU,
MCMONb3YEMbIMU NPV MPOBEAEHUN MarHUTHO-PE30HAHCHOW TOMOrpadui.

Y NauMeHToB, MPUHYMAIOLNX @HTUTPOMGOTYECKNE CPEACTBA, TakMe Kak
aCMUPVH UM HECTEPOV/IHbIE MPOTUBOBOCTANMTESbHbIE NPenapaThl, MOXeT
HabnoaaTbCs NoBbILIEHHAS PeakLys B BUAE remMaToM, Y3eSKOB Ui KPOBO-
TeYEeHs B MECTe BBE/IeHS.

lenb He [I0/KEeH UCMOoMb30BaTLCSA OAHOBPEMEHHO C MPOBEMEeHNeM Nasep-
HOW Tepanuu, Tepanuu TOKOM 1 yNbTPasByKOM, FNyBOKOro XUMUHECKOro
NUAMHIa WM NpoLeayp Aepmabpasun [0 MOSIHOTO 3aXMBNEHUS Mocnes-
Her obpaboTkn. B niobom cnydae, faxe ecnn 3axvBneHne NpounsoLno
paHee, Bellarti® Kiss He cneflyeT NpyMeHsTb MeHbLUE, YeM Yepes 2 Hepenu
nocne nocnefHel o6paboTkn. BBeaeHme rensi He peKoOMeHayeTcs B cyyae
BOBHVKHOBEHMS BbID&XXEHHOrO BOCMANEH!st KOXU Mocne nposeaeHns ee
NOBEPXHOCTHOIO OTLLENYLINBAHUS.

[MaymeHTsl BOSKHBI MONYYNTL CAEAYIOLNE PEKOMEHAALNN:

MpekpaTnTb Npriem acnupyiHa 1 ButamHa C u/vnu E B NoBbILLIEHHbIX A03aX
3a Hefiento A0 UHbEKLNN.

MauneHToB, MONYHalOWMX aHTUKOAryNsHTHYIO Tepanuio, cneayeT npepy-
NPeaUTb O MOBLILLEHHOM PYICKE BO3HUKHOBEHVISi FeMaToM U KPOBOTEHEHNI
BO BPEMS MHBbEKLNN.

CrieflyeT VCKNIOYMTb NCMONb30BaHUE AeKOPATUBHOM KOCMETVKM B TeHEeHUe
12 4acos nocne npoueaypsbl.

WN3beraTb AUTENBHOMO HAXOXAEHUS Ha COMHLE, NpebblBaHns Nof Bo3aei-
cTeueM Y®-nyyeit, Temnepatyp Huke O °C, nocelleHwin cayHbl unu GaHn
B Te4eHVe ABYX HeAESb NOCNe BBEEHVIS rens.

lMaumeHTbl Takxxe [OMKHbI U36eraTb AaBieHUs Ha 06paboTaHHbIe 30HbI.
MauyenTy Heo6xoanMo O6paTUTLCA K NevalleMy Bpady Mo OCHOBHOMY
3a60/1eBaHMIO 32 KOHCY/TaLWMEN NPy BO3HUKHOBEHUV COMHEHUII N0 BBEe-
Huto rensi. He cneflyeT BBOAWTL refib 663 NpeasapuTesibHONM KOHCYNbTaLm
y Nevalliero spava.

B03MOXHble NMOGOYHbIE [AEACTBUS NPU UCMONb30OBAHUM MEAULMH-
cKoro nsgenus

MauneHT aomxeH BbiTe NPeaynpexaeH O BO3MOXHOCTY BO3HUKHOBEHVS
NOBOYHBIX PeaKLil, CBSA3AaHHbIX C BBEEHMEM AAHHOTO WHbLEKLWIOHHOMO
rens U CrocoGHbIX PasBUBATLCH HEMEANEHHO WV CMyCTS HEKOTOpoe
Bpemsi. Mo6o4Hble aheKTbl BKOHAIOT chneaytoLlee (MpuBeaeHHbIN CMcok
He ABNIAETCS NCHEPMbIBAIOLLIMM):

- Mocne UHBEKLUN CyLLIECTBYET BEPOSTHOCTL Pa3BITUS PasNN4HbIX BUAOB
BOCMaMTESNbHOM PeaKLMM KOXM (NMOKPacHEeHe, OTeK, apuTemMa 1 fp.), KOTo-
pble MOryT COMPOBOX/AATECS 3YAOM W/ BONE3HEHHOCTLIO NP HaaaBM-
BaHU, W/ napectesveit. MNogobHas BocnanUTenbHas peakuus MOXeT
COXPaHSATLCS B TeYEHUE OAHON Hefenn. B peakunx ciydasx HesHauuTenbHble
CMOHTaHHbIE 601 MV 6ONM MPU NanbnaLuy MOryT COXPaHATLCS AoNblUe
OfiHOW Hepenu.

- BO3HMKHOBEHVE remMaToMbl.

- BO3HUKHOBEHVE KPOBOMOATEKOB.

- Mpoxopsilias 60Mb B MECTE UHBEKLINN.

- [JenvirmeHTaums vnm raneprnurMeHTaLys B MecTe MHbeKLMI.

- BO3HMKHOBEHME YNNOTHEHWI NN Y3EIIKOB B MECTE NHBEKLUN.

VHBEKUMOHHbIE




- MoxeT HabniofaTbCs oKpalLvBaHue nnu obecLiBeyrBaHne TkaHein B MecTe
BBE/IEHVS reNsi, OCOBEHHO NPY BBELEHUN TeNsi Ha OCHOBE rManypOHOBOM
KWCNOTbI HEAOCTATO4HO ry6OKO U/MNK B TOHKYIO KOXY (3chekT TuHaans).

- Oputema 6€3 OTE4HOCTU, KOTOpas MPOXOAUT Ha MPOTSHXKEHWM OfHON
HEeJIeNn NNV B KPaHNX Cnydasix COXPaHUTCS [0 AByX MECSLIEB.

- HepoctatouHas atheKTUBHOCTb nnm cnabo BbipaXkeHHbI 3hhekT npo-
uenypel.

OB30p 13AENUIt aHANOTVIHHOrO COCTaBa Mokasal, YTO VMEIOTCs COOBLLIEHNS
0O pefKnx, HO Cepbe3HbIX HexXenaTtesibHbIX ABNEHUSAX, CBA3AHHbIX C BHYTPN-
COCYANCTBIM BBEAEHUEM IvianypOHOBO KCNOTbI B TKaHW LA U CO CAaBMM-
BaHMEM TKaHel, a VIMEHHO: BPEMEHHOe WM HeoBpaTiMOoe yXyAleHve
3peHns, CnenoTa, UWEMWS FONIOBHOMO MO3ra UM KPOBOUSNUSIHAE B MO3T,
NPUBOASILLINE K VHCYIETY, HEKPO3Y KOXW 1 MOBPEXAEHWIO MOANexXaLlux
TKaHe. CneayeT HeMe[IeHHO NPeKpaTUTh BBEEHUE rens B Cry4vae npo-
ABMEHUS Y NaLMeHTa Kakoro-nnbo 13 CeaytoLLnx CYMMNTOMOB: N3MEHEHe
3peHVsl, NPU3HAKN UHCYNbTa, NOBNeAHeHne KOXU WM HeobblyHas Gonb
BO BPEMS 1/ HEMOCPEACTBEHHO NOC/e NpoLieaypbl. B cny4ae BHyTPUCOCY-
[INCTOrO BBEAEHUS reNsi NaLUeHTbl AOMKHbI NONYHUT HEMEASEHHYIO Mean-
LIMHCKYIO MOMOLL W, BO3MOXHO, MPOTI 06CnefoBaHe y Bpaa COOTBET-
CTBYyIOLEro Npouns.

lMaLveHT JomKeH B KpaTHaiLuMe CPOKM M3BECTUTL Bpada 060 BCEX Cy4asx
COXPaHEHUS Yy Hero MeCTHOM BOCMaNUTENbHOM PeakLuy U ciyvasx Bo3-
HUKHOBEHWS NI0BbIX JPYruX NOGOUHbIX 9(eKTOB. MoK 3TOM Bpay AOMKEH
06ecneynTb NPOBE/IEHE NALMEHTY COOTBETCTBYIOLLETO NIEHEHUS.

060 BCcex cny4asx BOSHUKHOBEHWS HeXKenaTeNbHbIX NOB0YHbIX 3PheKTos,
CBSiI3aHHbIX C MHBEKUMOHHbIM BBeAeHWeM rens Bellarti® Kiss, Heobxoanmo
COO6LLWTL NMPOU3BOANTENIO.

B3aumopeiicTBMe C APYrMMU CPEACTBaMM

HaTpus ruanypoHaT HECOBMECTUM C YETBEPTUHHBIMW COBANHEHVSAMI aMMO-
HUS (PACTBOPbI GEH3aNKOHWS XI0PIa), MOSTOMY refb He [OMKEH KOHTaK-
TMPOBaTb C STVMM BELIECTBAMW WM C MEOVLMHCKAMU XVPYPrYECKUMM
MHCTPYMEHTamMW, 06paboTaHHbIMI STUMW PACTBOPaMU.

OcoGble yka3aHus

OTCYTCTBYIOT KNMHWYECKME [aHHble W3[eNUiA  aHanorM4Horo cocraea,
nopTeepxxaaoLLme 3MMEKTUBHOCTb 1 MEPEHOCUMOCTb VHBEKLWA renst
Bellarti® Kiss B 06nactu, y>xe 3anofiHeHHbIE KakUM-TMG0 ApYrviM hunnepom.
OTCYTCTBYIOT [OCTYMNHbIE KAMHUYECKUE AaHHble, KacaloLMecs nepeHocu-
MOCTW UBAENU aHaNIOrM4HOTO COCTaBa MPU VHBLEKLIVIOHHOM MPYIMEHEHIIN
Y NauWeHToB, MPOXOAALLMX VMMYHOCYMPECCHBHYIO TEpanuio, Y NauveHTos
C yKasaH/sMU B aHamMHe3e Ha TshKenble annepruyeckve peakuunm w/mnm
NoNManNepruieckyto peakLyio.

B KaX[0M KOHKPETHOM Cry4ae Bpad AO/KEH PeLUUTb BOMPOC O BO3MOX-
HOCTW NPYIMEHEHVs renst B 3aBUCHMOCTY OT XapakTepa 3aboneBaHus/npo-
BOAVMOrO NEeYEHUS/VMEIOLLENCA anneprum, a Takxe obecneunTb ocoboe
HabniofeHre 3a TakMW naumeHTaMmn. B 4acTHOCTU, MOXET BbiTb NPeano-
>KEHO BbINOSIHEHNE KOXKHOIO TeCTa Ha rMnepUYyBCTBUTESNBHOCTb WM NPOoBe-
[leHVie COOTBETCTBYIOLLEro NPOMUNAKTIHECKOTO NEYEHUS Nepes, KaxkabiM
BBEZIEHVEM reNsi, a TakXe 0TKasaTbCst OT MPUMEHEHUS TeNst Y UL B aKTVB-
HOW cTaaun 3abonesaHus.

He pekomeHpyeTcsi BBOAUTL reflb NauyeHTam C ykasaHusiMu B aHamHese
Ha aHaVNaKTUHECKI LLIOK.

MauveHTbl, Noy4aiolie neYeHrie NPOTUBOCBEPTLIBAIOLLVIMI CPEACTBaMM
WA MCMONB3YIOLLME BELLECTBA, KOTOPbIE MOMYT YBENNYNTL NPOAOMKUTE -
HOCTb KPOBOTeYeHWs (BapapyH, aleTuncanmuunoBas KUcnoTa, HecTte-
povaHble MPOTYBOBOCMANUTENbHbIE MpenapaTbl WM [pyrie BellecTsa,
M3BECTHbIE CBOMM 3(D(HEKTOM YBENNYEHUSI BPEMEHU CBEPTLIBAHNS KPOBU,
Hanpumep, pacTuTenbHble A06aBKU C COAEPXKAHMEM HECHOKA WM FUHKIO
6unoba 1 T.n.), JOMKHbI ObiTh NPeaynPexXAeHbl O NOBbILLEHHOM OnacHOCTU
BOBHVIKHOBEHUS! Y HUX KPOBOTEHEHNS VI 06pa30BaHyisi KPOBOMOATEKOB MNPy
BBEZIeHUN rens.

Bellarti® Kiss cnefyeT npymeHsiTe ¢ 0COB0M OCTOPOXHOCTBIO Y MaLUMEHTOB
C NeYeHOYHON HEAOCTATOYHOCTHIO C HAPYLUEHUSIMU CBEPTLIBAEMOCTI KPOBU,
aTaKKe y NauMeHToB, MPUHAMAIOLLIMX MEAVKAMEHTbI, CHUXKAIOLLINE UV UHMU-
GUPYIOLLIE NEYEHOUHBI METABOIM3M, HTO MOXET MPUBECTY K HapyLLEHUSIM
CBEpPTLIBAEMOCTY KPOBU.

Bellarti® Kiss pomkeH 1cnonb3oBaTbCs C OCTOPOXHOCTBIO Y MalMeHToB
C HapyLUEHNSMU CEPAEHHON NPOBOAVMOCTY.

He vicnonbayiiTe WNpuL, B cny4ae, €Cvy ero CoaeP>KMMOro €CTb MPU3HAKM
PacCNOeHNs W/ NOMY THEHIS.

Vicnonb3oBaTth OAH LUMPWLL 1 UMy TONBKO [17151 OAHOTO nauyeHTa. OctaTku
rend, vrna n VICMONb30BaHHbI wnpuy, nognexar ytuaisauun. 3aMeHa,
M3BJIEYEHIe U NEPeMELLIEHNE reNs B IPYroi LWNPUL, HEBO3MOXHbI.

ToNbKO [N OAHOKPATHOTO MPUMeHeHs. He cTepunn3oBaTh MOBTOPHO.
MOBTOPHOE WCMONBL30BAHWE refsi MOXET MPEeACTaBnsTh OMaCHOCTb ANs
nauueHTa (nepekpecTHoe NHMULMPOBaHUe).

O6s13aTensHO obpallaiTe BHUMAaHNE Ha CPOK FOAHOCTV WMMbl, YKa3aHHbIA
Ha ee ynakoBKe.

[inst 6e30MacHoro MCronb3oBaHUs ¥ yTunnsauuy cobnopaite obLLerocy-
[1apCTBEHHbIE W PeruoHasnbHbIe NpaBuia v HOPMbI.

®opma Bbinycka

Mo 1 unn 2 mn B LWNpULe.

[0 1 WwNpuLYy B KOHTYPHOI SHEKOBOI YNakoBKe.

[onyckaeTcs BNoxXeHve 1 Ui 2 UrN B KOHTYPHYIO SHEMKOBYIO YMaKOBKY.

Mo 1 KOHTYPHOI S4einkoBOW ynakoBke 1 1, 2 unn 4 Urnbl MHbEKLUUOHHbIE
0OHOPa30BbIe CTEPWIIEHBIE (FMbl MOTYT GbiTh BIOKEHb! B KOHTYPHYIO SHeit-
KOBYIO YMakoBKyY) Unu 6e3 HYX Unv no 2 KOHTYPHbIE SHEKOoBbIE YNakoBKM
N2, 4 M 8 UrN NHBEKLMOHHbIX OAHOPA30BbIX CTEPUSIbHBIX (UMbl MOTYT
GbiTb BNIOXEHbI B KOHTYPHYIO SHEKOBYIO YMaKoBKy) Unn 6e3 HuX BMecTe
C VHCTPYKLMEN MO NPUMEHEHMIO B NaYKe 13 KapToHa.

JlonyckaeTcs BNOXEHWe B NayKy 13 KapTOHa STUKETKW CNIEXEHNs B KO-
YectBe 3, 6 unn 12 WT. U MHPOPMUPOBAHHOTO AO0BPOBOBHOIO COrnacust
B Konu4ecTse 1 uam 2 wr.

[lonyckaeTcs 06epTbiBaHe Nayku U3 KapTOHa MIEHKO NOVMEPHON.

MapkupoBka
@ He cTepnnn30BaTh NOBTOPHO.

@ He 1Cnosib30BaTh NPY MOBPEXKAEHIM YNaKOBKM.
@ 3anpet Ha NOBTOPHOE NPUMEHeHHe.

OcTtopoxxHo! O6paTUTECh K MHCTPYKLWW MO MPUMEHEHWIO.

CTSDW’MSBLLMFI C NPVIMEHEHNEM MeTOL0B acenTnYecKomn o6pa—
OTKN.

CTSpW’IMBaLLVIﬂ napom.

250
270

Ycnosus xpaHeHusi

XpaHuTb Npu Temnepatype oT + 2 °C o + 25 °C.
He 3amopaxviBaTtb.

XpaHUTb B HEAOCTYNHOM [1/151 AETEN MecTe.

TemnepaTyPHbu?n AManasoH C ykasaHnem nHTepsana Temnepa-
Typ oT + 2 °C o + 25 °C.

CpoK rogHocTH
3ropa.
He NpuMeHsATb Nocne OKOH4aHVIst Cpoka rofHoCTy!

Ld SOLOPHARM

Ycnosusi TpPAHCNOPTUPOBKY

Bcemy BIjaMy KPbITOro TPaHCNOPTHOIO CPEACTBa B COOTBETCTBIN C NPaBy-
NlamMn NepeBO3KY rPy30B, AENCTBYIOWMI HA KaXK[AOM BUAE TPAHCNIOPTHOTO
cpepacTsa, Npy Temnepatype oT + 2 °C go + 25 °C. He 3amopausatb. [lep-
KaTb BJjanu OT UCTOYHUKOB Tena.

Mpoussogutens/Opr T

ney perucTpaumoHHOro yA0CTOBEPEHUS
OO0 «Ipotekc», Poccust

195279, CaHkT-IeTepbypr, IHaycTpranbHbii Np., 4. 71, kopn. 2, nnT. A
Ten.: +7 812 385 47 87

Dakc: +7 812 385 47 88

www.solopharm.com

www.bellarti.ru

npeteH3aun/Bnape-

OCHOBHbIE TeXHU4ECKME U (DYHKLUOHANbHbIE XapaKTepPUCTUKN Mean-
UMHCKOro nagenus

VImnnaHTaT = BHyTpuaepmaneHbld  Bennaptn®  (Bellarti®)  Bbinyckaetcs
no TY 32.50.50-015-64260974-2019 ¢ cobniogeHneM MexxayHapoaHbIX
U HaLMOHasbHbIX CTaHAapToB.

MepBuYHas ynakoBka rensi COCTOMT M3 LUMPWLA CTEKNSHHOTO CTepWsib-
Horo ¢ komnnekTyowmmn (LLnpuusl cteknaHHble BD Hypak cTepunb-
HblE W HECTepPUNbHbIE, C UrMOM 1 6e3 urnbl, o6bemom oT 0,5 mn fo 20 mn
(®C3 2011/11237 ot 26.12.2011), BapuaHT ncnonHeHus: LLinpuusl BD Hypak
6e3 urnbl o6bemoM 1 uam 2,25, uan 3 mn: 1. LUunueap wnpyua ctepuib-
HbIl rOTOBbIN K 3anonHeHuto SCF (Barrel sterile, clean and ready to fill)
c «Jlyep-Slok» agantepom (LLA, Luer Lock Adapter), Kpbilukol crneumnans-
Hoit (EZGTC, Easy Grip Tip Cap). 2. YnnoTHUTeNb NOPLIHA Wwnpuua ana-
CTUYHBIM Ans wnprues BD Hypak o6bemom 1 unm 2,25, unu 3 mn (pasnmy-
Hble LiBeTa), BapuaHTbl UCMONHEHVS: CTEPUIBHBIA, YNakoBaHHbIA B SIOTKM
(NSCF, Nested Sterile ready-to-fill) nnu cTepunbHbIi, ynakoBaHHbIA B MELK
(BSCF, Bagged Sterile ready-to-fill), unv ctepunbHbiii, ynakoBaHHbI B TpaHC-
epHyto ynakosky (TSCF, Transfer Sterile ready-to-fill). 3. Moplers PR ans
wnpuvues BD Hypak o6bemom 1 nnm 2,25, unn 3 Mn (pasnndHble LBETa).
4. Ynop ans nanbues Backstop (BS) ana wnpuues BD Hypak o6bemom
1 vnm 2,25, unn 3 Mn (pasnuyHble LgeTa); LLInpuuel cTeknsHHbIe, CTepub-
HblE 1 HeCTEpUIbHbIE, 0O6beMoM OT 0,5 Mn Ao 5,0 MN C NPYHAANEXHOCTAMI
1 6e3 Hux (PC3 2011/10770 ot 28.02.2013), BapuaHT ncnonHeHns: LLnpuue!
cTepunbHble 6e3 urnbl 06bemom 1 unn 2,25, nan 3 mn: 1. MopLueHs (Plunger).
2. Wrok (Plunger Rod). 3. BawwTHbln konnadok (Needle shield / Tip cap),
4. OrpaHu4utens xoaa (Backstop); LUNpuLsl Ans npeasaputensHoro Hanon-
HeHWs 0aHOPa3oBble CTepubHble o6bemom 0,5 nnu 1, unn 1 long, unn 1,5,
v 2,25, nan 3, unm 5, uam 10, nmm 20 mn (P3H 2013/764 ot 26.03.2018),
BapuaHT MCMONHeHUs: LLINpULbl  CTEKNSHHBIE  CTEPUSIbHBIE  OGBEMOM
1 unm 2,25, unn 3 mn 6e3 urmbl: 1. LynuHap wnpuyua cTepunbHbliA, roto-
BbIll K 3aMn0NIHEHMIO C «Jlyep-fok» - afanTepoM [N1s 31acTU4HOIO 1 KecT-
KOro KonnadkoB. 2. MNoplueHb Ans wnpuues oobemom 1 unm 2,25, nnn 3 mn
(pasnuyHbIX LUBETOB). 3. YNNOTHWTENb MOPLUHS SMaCTUHHBIA ANS WNpUUes
obbeMom 1 unm 2,25, unm 3 MA, BapuaHTbl UCMOSHEHUS: CTePUNbHLIN, yna-
KOBaHHbIA B NOTKM «rHE3A@» UMW CTEPWIIbHBIN, YnaKoBaHHbIN B MakeTbl.
4. Ynop Ana nanbues Ans wnpuues oobemom 1 wvmm 2,25, vnm 3 mn;
LLINpuLbl MeaNUMHCKUE 6ECLBETHBIE U KOPUYHEBbIE 113 CTEKNOTPYBKM 1nn
nonumepa obbemom ot 0,5 Mn [0 50 MN C NPUHAANEXHOCTAMU 1 6e3 HKX
(®C3 2009/04195 ot 28.09.2020), BapuaHT ucnonHeHus: LLnpuusl cTe-
KNsiHHble BGecuBeTHble 6e3 Urnbl o6beMom 1 nnmn 2,25, unu 3 mn: 1. MnyH-
>xep (Plunger). 2. Mopwenb (Plunger Rod). 3. HakoHeuHVK ans wnpuiues
(Luer Lock); LLinpviubl MeauumHckme 6eclBeTHble U KOPUYHEBbIE U3 CTEKII0-
TPyOKM 1-ro rMaponMTUYecKoro knacca otbemom oT 0,5 mn go 20 mn
C npuHagnexHocTamu n 6e3 Hux (PC3 2012/12068 ot 29.05.2017), BapraHT
ucnonHerys: LLUNpuLsl cteknsHHble 6eclBeTHble 6e3 nrnbl o6bemom 1 van
2,25, unn 3 mn: 1. Mopuuers (Plunger). 2. MnyHxep (Plunger Rod); LUnpuu!
CTeKNAHHbIE AN npefBapuTensHoro HanonHewwst D2F (P3H 2018/7417
ot 30.07.2018), BapwaHT ncnonHerus: LLInpuupl cTeknsHHbIe ANns npeasapu-
TenbHoro HanonHenwst D2F ¢ Luer lock agantepom: 1. LIMnWHAP CTEKNSIHHBIN
AN NpeABapuUTeNbHOro HanoHeHns (06bémom 1 nunn 2,25, nnn 3 mn) ¢ Luer
lock ananTepom 1 Konnadkom (C BUHTOBbIM KONMaYKOM, C BUHTOBbIM KOINaYy-
KOM 1 NPOBKOIA C 3aLLUTON OT BCKPbITHS)).

LUNpuL, CTEKNSHHBIA CTEPUIIbHBI MOXET ObiTb YKOMMIEKTOBaH M3ae-
nMem  [Ina  YKynopku JekapcTBeHHbIX npenapatoB (PC3 2007/00444
0T 28.04.2011), BapuaHT UCMONHeHUS: MNnyHXep PeanHOBbI.

B KOMMNEKT MOXET BXOAWTb UrNa UHBLEKLVMOHHAS OHOPA30Bas CTepWsb-
Hast (Mrnbl MHBEKLWOHHbIE OfiHOpPa30Bble cTepunbHble K-Pack Il Needle
(P3H 2018/7086 ot 26.04.2018), BapuaHTbl UcnonHeHus: 25G wnm 27G,
nnn 29G, unn 30G;  Mrmbl UHBbEKUMOHHbIE OAHOKPATHOrO MPUMEHEHWS!
(®C3 2007/00712 ot 03.12.2007), BapuaHTbl UcnonHeHus: 25G, win 27G,
v 30G; Wrnbl uHbeKUMoHHble BD Hypoint opHopasoBble CTepuibHble
(®C3 2008/03143 ot 03.12.2008), BapuwaHTbl WCMonHeHus: 25G, wnn
27G, vim 30G; Vrnbl MeauUMHCKME WHBEKLWOHHble (PC3 2008/01139
o1 17.03.2008), BapunaHThl MCnonHeHus: 27G, nnm 29G, unn 30G, nim 31G;
VIHCTPYMEHTbI CTepUnbHbie O[JHOPA30BOrO MCMONb30BaHUS ANS Me3oTe-
panvn cepun MESOPAM (MESORAM) (©C3 2011/09452 ot 27.08.2019),
BapuaHT WCMOMHEHUA: Urna ANa MUKpOouHbekuwin 27G, unm 30G, unm
32G, wmwm 33G; Wrma MESO-RELLE cTepunbHas Aans  mesotepaniv
(®C32011/10175 ot 11.02.2021), BapuaHThl UcnonHexus: 27G, nnn 30G, unm
31G, vm 32G, nnm 33G).

Mo 6uonoru4eckoin 6e30nacHoCTV refb  yAoBNeTBOPAeT TpebosaH!sM
cepum ctaHgapTos MOCT ISO 10993. lenb 6ronoruyeckn 6e3onaceH.
Vafenvie cTepunbHO, anMporeHHo. lenb pas3nvBaioT B acenTUHeckux YCro-
Busix B cootsetctBumn ¢ FTOCT P MICO 13408-1. Tenb B NepBrHHOI yrnakoBke
rofBepraeTcs cTepunmaaumm napom B cootsetctum ¢ FOCT P ICO 17665-1.
He ponyckaeTtcs noBTOpHas cTepnnuaaups. e A0MKeH COXpaHsTh pato-
TOCNOCOGHOCTL Npu Temnepatype oT + 32 °C ao + 42 °C no FOCT 20790.

TpesOEaHMﬂ K NMPUMEHEeHUI0 U 3KcnalyaTayum MmeauunuHCKoro usgenusa
leflb OTHOCWTCS K N3AENNSM NHAVBIAYANbHOTO U OHOKPATHOrO NpUMeHe-
HV. TpoBegHNe NPoLefyp C AaHHbIM MEAVLIMHCKUM n3aenvem TpebyeT
creuuasnsHOM NOArOTOBKM 1 CrielyasibHbIX HAaBbIKOB U NpeaHasHadYeHo Ans
1ICMNONb30BaHNS B MEAULIMHCKUX YYPEXAEHVSX.

MpoussoauTent He HeCeT OTBETCTBEHHOCTV 3a MOCNEACTBUS HenpaBusib-
HOIO 1 HEKBANN(PULMPOBAHHOTO NPYMEHEHIS MEAVLIMHCKOTO N3AeNus.

FapaHTuiiHble o6si3aTenbcTBa

[aHHoe uagenve paspabotaHo, NPOoU3BEAEHO, UCTBITAHO U YNakoBaHO Npu
COBMIOIEHUN BCEX COOTBETCTBYIOLLIMX TPEBOBaHUIA.

MponssoanTens rapaHTMpyeT Ka4ecTBo M3Aenus A0 UCTEHYeHNs CPOKa rof-
HOCTW NpW COBIOAEHUN YCNOBUI TPaHCNOPTUPOBAaHMS, LIeNOCTHOCTY yna-
KOBKVI V1 YCNIOBUIA XPaHEHWS 1 MPUMEHEHUS.

MopsaaokK ocywecTBNeHUs yTUAN3auum

YTUIM3NpoBaTh MEAVLIMHCKOE W3fenvie (B TOM Y/CNe Heucrosb3oBaH-
HbliA renb, wnpuy, wrny) B coorsetcTBun ¢ CaHluH 2.1.3684-21 kak
oTxofbl knacca b (anuaemMronoruyeckt onacHble oTxofdbl). YNakoBOUHbIe
maTtepuanbl, na4ka 13 KapToHa MOAJNeXaT YTUAM3auum B COOTBETCTBUM
¢ CaHlMnH 2.1.3684-21 kak oTxofpl Knacca A (anuaemuonornyecku 6e3o-
nacHble OTXOfbl, MO COCTaBy MPUBIKEHHbIE K TBEPABIM KOMMYHabHBIM
oTxofam).

Mpumeyanne. PeKoMeH[OBaHO NMPOBEAEHVE acnMpauMoHHOW Npobbl Npw
pa6ote c renem Bellarti® Kiss.

www.bellarti.ru




