«YTBEPKJIAIO»

C. B. Ceprees
mapra 2022 r.

Nucrpyxkuus
10 MPHMEHEHHI0 MeITHIIMHCKOT0 H3/Ie/Ius
HUmnaantar BHyTpuaepmanbubiii Beanapru® (Bellarti®)
no TY 32.50.50-015-64260974-2019

papuant ucnoanenus: Bellarti® Kiss

Perncrpanuonnoe y1ocropepenne

Onucanue u cocTas

Wmmiantat BHyTpHaepMaibubit Bemmaptu® (Bellarti®) (anee — rens, usgenue) npeicrabiser
co00it mpo3payHbIid OECIBETHBIN T'Ellb.

Bapuanm ucnonnenus: Bellarti® Kiss

CoctaB Ha 1 mu: Harpus ruamyponat™® — 25,0 mr (2,5 %), Harpus xjopuza — 6,0 mr, HaTpHs
rupipodocdat 6e3Bomubiii — 2,0 Mr, Hatpus auruapodocdara mororuapar — 0,45 mr, Boga s
UHBEKIUH — 10 1 MIL.

* nepekpecTHO-cIIUThIN 1,4-0yTananon-aurmuuuaniossM 3¢gupom (BDDE).

pH - 6,8 — 7,6; ocmossuisHOCTE — 200 — 400 MOcMm/kr.

Oo6Js1acTh IPAEMEHEHHs M HA3HAYEHHU e

O06nacTe NIpUMEHEHHUs — ICTETHYECKAs MEIUIIMHA.

Jeitcteue Bellarti® Kiss HampaBieHO Ha KOPPEKIHIO CTPYKTYPHBIX H3MEHEHMH KOJXKH,
CBA3aHHBIX C MPOIIECCAMH CTapEeHHs: 3aIl0JIHEHHE MOPILUMH M CKII4/IOK KOXH, BOCCTAHOBIIEHUE

o0nema.

CaoiicTBa ¥ 3(pPeKTHBHOCTD

Bellarti® Kiss siBisieTcst HHBEKIHOHHBIM PacCachiBAIOMIMMCS (IIOJHOCTBIO GHOETPATHPYEMBIM)
uMIUIaHTaTOM. OCHOBHOH KOMIIOHEHT [JaHHOIO M3JENHs — TMallypOHOBas KHCIIOTA, SBIISIETCS
€CTECTBEHHBIM TIOJIMCAXapH/IOM HaIlero opraHu3Ma. I'naaypoHoBast KHCIIOTa YBIaKHIET KOXKY U

CO3/IaeT BSI3KYIO YIPYTYIO Cpeiy, Yep)KuBasi OCHOBHBIE KOMIIOHEHTBI COCIMHUTEIBHON TKaHU B



[PaBUJIBHOM IIOJIO)KEHUHU. ['eb ¢ I'MajqypOHOBOH KHCIOTOH BBOJHTCS B OCHOBAHHME KayKIOH
MOPIIMHKH IIPH IOMOIIM IUIPHIA, CO3AaBasg, TAKHM 00pa3oM, JErno IHalypOHOBOH KHCIIOTEL
Takoe neno ¢ oxHOM CTOPOHBI BBICTYNAET KaK IOJK/IAJOYHBIA MaTepHal, KOTOPBIi
pasriia)kMBaeT MOPILUHEL, a C APYroil CTOPOHBI HPOUCXOUT MHTEHCHBHOE YBJIAXKHEHHE KOXKH H
yJIydIlIEHHE €€ BHEIIHEro Buja. ['malypoHOBasi KHCIIOTa CHOCOOCTBYET BOCCTAHOBJIEHHIO
COCAMHMTENBHEIX, JNMUTEIMANBHEIX TKaHeH, HopMmanuzauuu pH Oanmanca. @yHKIHOHAILHOE
NPEUMYILECTBO KHCIIOTHI — PErHApaTalus MOBPEkK/IEHHBIX KJIETOK, HACBIIIEHHE OHOJOTHYECKUX
JKHJIKOCTEH.

Hatpust ruanyponar mnosyder nyrem (pepmeHtanuu OakTepuil Streptococcus equi u TIHATEIBHO
OUHUIIEH.

Bpems naxoxaeHus HMIUIaHTaTa B CIIOSX KOXH coctaBisier Oosee 30 gueil. CreneHs
nerpaganun Bellarti® Kiss Bo BpeMeHH 3aBUCHT OT MCXOJHOTO COCTOSHHS KOYXH [aLUEHTa, €ro
o0pasa >KM3HHM, COCTOSHMS OpraHW3Ma INAIMEHTa B LEJOM U (haKTOPOB OKPYIKAIOUIEH CPEJIbl.
HWmnnanTaT yTHIM3UPYETCs OKPY/KAlOIIMMH TKAHAMHU I10J1 BO3JEHCTBHEM TPYIIbI TKAHEBBIX
(hepMEHTOB, HA3BIBAEMBIX FHATYPOHHIa3aMH. [IpOyKTHI Jierpajaiiuy MOJHOCTBIO BBIBOIATCS U3

TKaHEH eCTeCTBEeHHBIM MeTa0O0IHYeCKUM IIYyTEM.

Ioxaszanus K NpUMeHeHHIo
Ouep Bellarti® Kiss npeanasnauen jis yBenMueHHs, BOCIOIHEHHs 00beMa y0, KOpPPeKIHT
WK BOCCTAHOBJIEHHS MX KOHTYpa, a TaK)Ke€ KOPPEKIHMH CpeJHHX U [IyOOKMX MOPIIHH H

CKJIaJIOK, KOPPEKIIH aTPO(HIECKUX pyOIIOB.

HPHMEHCHHE NnpH ﬁEPEMBHHOCTH H B IIEPHOA 'PYAHOI0 BCKAPDMJIMBAHHSA

He [IPHUMEHATE I'€lIb BO BpEMA GepeMeHHOCTH U B [IEPHO/] I'PYJHOT0 BCKaApMITHBAHH .

[TpoTuBOMOKA3aAHKS

CKIIOHHOCTB K 00pa30BaHUIO THIEPTPODUUECKUX H KEIUTOUIAHBIX pyOIIOB.
AyToHMMYyHHBIE 3a00JIeBaHUs B aHAMHE3E.

[TpreM HMMYHOMOICIHPYIOIIUX IIPEIapaToB.

DnuIerncus, He MOIAIOLIAsICS TePATHH.

[Topdupus.

[ToBbIIeHHAs YYBCTBUTEBHOCTE K KOMITOHEHTAaM COCTaBA.
bepemMeHHOCTE U NEPUOJL TPYIHOTO BCKApMITUBAHHS.

Bospact 0 18 ner.

Oburast undexnus.



Hannuune BocnanuTensHBIX /WM HH)EKIMOHHBIX ITOPAKEHHH KOXKH (HalpuMep, akHe, Iepriec 1
T.J.) B IIJITAHUPYEMO# 30HE BBEJICHUS U/HIIH 32 €€ NpeIeTaMu.

YHacTo peuuuBHpYyOUHi HH(EKIMOHHBIH Mpolecc.

IIporpeccupyromuii XxpoHudeckuit gepmaro3 (nposisienue — hpenomen Kebnepa).
ITapaneoriacTHuecKui po1IecC B 30HE TUIAHUPYEMOT'0 BBE/ICHHSI.

JIroboe comatnyeckoe 3abosieBaHUE B CTAUU JIEKOMITCHCAIIHH.

[TpreM aHTUKOATYJISIHTOB MJIM HHTHOMTOPOB arperaiiy Tpombonuros (Hanpumep, ASS).

PenuinBUpYOLHIA TOH3UIITUT, OCTPBIN CYCTaBHOI PEBMATH3M C MOPAKEHHEM Cep/Ila.

Cnocod npuMeHeHHs 1 10361

I'ens Bellarti® Kiss 10/keH BBOJMTBLCA BPadyoM, MMEIONIMM HA 5TO [PABO B COOTBETCTBHH C
JNEUCTBYIOIIMM MECTHBIM 3aKOHOAATENECTBOM. C IENIBI0 MUHMMHU3AIMHA PUCKOB BO3HHKHOBEHHS
BO3MOKHBIX OCIO0KHEHHH M BBHMJly TOTO, YTO Ui YCHEUIHOCTH MPOLEAYPhl OYEHb BaHa
TOYHOCTB, T€llb JIOJDKCH BBOJHMTH TOJIBKO Bpay, IPOUIEANIMH COOTBETCTBYIOIIEe OOyueHHE,
HMEIOIIMA  COOTBETCTBYIOLIHH ONBIT W  XOpPOUIO pazOHparouiMiics B aHATOMHYECKHX
0COOEHHOCTAX MecTa HHbeKIUHA. TexHuka npoBeIeHUs NPOLEIypbl HMEET BAKHOE 3HAUEHHE IS
ee 3(pheKTUBHOCTH.

Ilepen naganoM mpoueaypbl Bpad JO/DKEH MPOMH(GOPMHUPOBATH MAIMEHTa O IOKA3aHUAX M
NPOTUBOIOKA3aHUsIX K puMeHeHnto renist Bellarti® Kiss, ero HecOBMECTHMOCTH ¢ PSIOM JAPYTHX
IPEnapaToB U O BO3MOKHBIX MOOOYHBIX 3((eKTax/pHcKaX, CBS3aHHBIX C BBEJECHHEM Ielld, a
TAK)KE YJIOCTOBEPHTBCS, YTO IIAlIMEHTY MW3BECTHBI TIPU3HAKA U CHUMIITOMBI BO3MOJKHBIX
OCJIOKHEHHH.

Ipu xpanenuu ress Bellarti® Kiss B XomonabHAKe TTepe)] Ha4amoM IIPUMEHEHHUS OXJIaKIEHHBIN
refib ClIe/lyeT BhlIepaKaTh IPH KOMHATHOHM TeMieparype okoio 40 MUH.

I'ens Bellarti® Kiss BBoANTCS MyTeM BHYTPHKOKHOT'O BBEICHHSL.

Ilepenn HAwaOM MHBEKIMM TeNs CHEAYeT THIATENLHO MPOAE3HH(BHUIMPOBATE MECTO €ro
BBE/IcHUA. B wacTHOoCcTH, mpH 00paboTKe 3HAYHUTENIBHON MOBEPXHOCTH CIEAYET YYUTHIBATH
HE00X0IMMOCTB JIe3MH(eKIMU Bcero oOpabaThiBaeMoOro yyactka (HalpuMep, BCEro JIHIa).
Pexomen 1yercst MpOBOAUTE HHBEKIIMH IIpH 1omMoiu urisl 25G, 27G, 29G umu 30G.

ITopaook pabomst co wnpuuem

1. BckpoliTe KOHTYPHYIO SUEHKOBYIO YIIAKOBKY B ACENTHYECKUX YCIOBUSIX.

2. OTKpyTHTE KOJIMA4YOK ¢ KOHYUKA MITTPUIA (KOJIMAYOK HACAKEH ILIOTHO).

3. BeiaaBuTe BO3JyX 4epe3 KOHYMK IINPHIA, JIepiKa OJHOH pYKOH LMJIHHAP, a APYroi IUIaBHO

HaXuUMas Ha l'IOle_IHeBOﬁ urrok. Cneaure 3a TCM, YTOOBI HE BBIJJABUTEH I'€JIb.



4. IlnotHo HacajguTe Mrily Ha wmwmnpun. HakpyTuTe Wrily Ha IINPHIL 0 TeX IOp, I10Ka OHA HE
NpOHIET MyTh pe3bObl U HE CSJIET IIOTHO.

5. Busyaneno ybeaurech, 4TO Urjia Npouuia yTh pe3b0bl 10 KOHIIA.

6. CHUMHUTE KOJIIAYOK C UIJIbI NpAMBIM JBMKeHHeM. Ciefure 3a TeM, 4TOObI HE OTKPYTHThH
UIIIy.

BeliaBuTe OCTaTKM BO3/yXa M3 CHCTEMBI, J€pika OAHOH PYKOH HMJIMHIAD WINPHIE, a JPYyroi

IJIABHO HaXXHMas Ha MTOPIIHEBOH IUTOK, [T0KA HA KOHUYHKE UIJIbI HE MOSBUTCS I'eJlb.

I'enb ceyeT BBOAUTH MEUIEHHO, OKa3bIBasi MUHMMAJIbHO HEOOXOMMOE JJaBJIEHHE.

B ciyuyae 3akynopku MIJiel He ClIe/lyeT YCHJIMBATh JaBJICHHE Ha TOPIUIHEBOH IITOK. Bmecrto

3TOrO CJIENYET NPEKPATUTh BBEJACHUE I'elisl U 3aMEHUTD UTITY.

HecoOmoieHne 3THX NMPeI0CTOPOKHOCTEH MOKET MOBJICYh OTCOEAUHEHHE WIJIbI W/MIIH yTEdKy

relis, W/WIH NOBBIIEHUE PUCKA TTOBPEKICHHUS COCYIOB.

Ecnmn B Kakoi-1Mb0 MOMEHT BO BpeMs MHBEKLHH IPOUCXOIUT PE3K0oe MOOJIEAHEHHE KOXKH,

ClIElyeT IPEKPATUTE BBEJACHHE Iellsl H IIPEANPUHSTE 11e1eco00pa3HbIe JIeHCTBUS.

KoyiuecTBO BBOAMMOrO Telisi 3aBUCHT OT 00pabaThIBa€MBIX YYacTKOB C YYE€TOM OIBITA Bpaya H

NPUMEHAEMON MM TEXHHUKH MHBEKLIHOHHOrO BBEJCHHs. BBejeHue ciumkoM Gonbmoro oosema

refisi CMOXKET CTaTh MPUYMHOM Pa3sBUTHA HEKOTOPHIX MOOOUYHBIX 3(h(EeKTOB, TaKHX KaK HEKPO3

TKaHHU U OTEK.

ITocne BEIMONIHEHHST HHBEKITMH BaKHO MIOMACCHPOBATH 00JIaCTh BBEJAECHHUS I'elisl Ul TOr0, YTOOKI

00ecreynTh €ro pABHOMEPHOE pacrpeieieHue.

He pexoMenayercs moBTOPATH NMPOLEAYpYy paHee, qeM uepes 15 aHel.

He ucnonvsoeanneiii 00 KoHya 2eib He NOOENCUM XPAHECHUIO.

['pamynpoBka MokeT ObITH HaHECEHa Ha ITHKETKY ILINpHUIA JTHOO Ha caM IINpHIL i yao6cTBa

Bpava, BBIIOJHAIOIIEr0 HHHEKIHIO, U HE MOJKET PacCMaTpHBATHCS B KAauyeCTBE H3MEPHTEILHOM

HIKaJIBL.

Mepbl Npe0CTOPOKHOCTH NIPH NPHMEHEHHH

Bellarti® Kiss npeiHassaue ToIbKO /IS BHYTPHKOKHOTO BBEICHHS B CPEIHUE CIIOH.

I'enb He npeiHa3HaveH /Ul YBEIHYIEHHS HIIH PEKOHCTPYKIUH TPYIH/ATOHI] U T.]1.

Cnenyer coOmronaTh CTaHJapTHBIE MeEphl IIPEAOCTOPOIKHOCTH, CBSI3aHHBIE C PaboOTOH ¢
MHBEKIIHOHHBIMU MaTEpUAITAMH.

He cnenyer ucnonp30BaTh Teilb ¢ MOBPEKIACHHON HIIH BCKPHITOM YIIAKOBKOH,

He HapyaTh HeIOCTHOCTS IITTPHIIA.

led BBEJICHHH I'€JId PEKOMEHYETCA UCII0JIB30BaThE TOJIEKO OJJHOPA30BYIO HUrijy.



B ciaydae NOBBINIEHHOW O00J€BOH YYBCTBUTEIBHOCTH BO3MOYKHO HCIOJIB30BAHUE MECTHBIX
cepTH(HIUPOBAHHBIX AHECTE3UPYIOLIUX CPEJICTB COTJIACHO MX MHCTPYKIIMH 10 TPUMEHEHHIO.
Jis yckopeHHsl paccachlBaHMS M IPH HEOOXOAMMOCTH IOJHOIO BBIBEJICHHS TENsi BO3MOKHO
BBE/JIeHHE ()EpPMEHTA I'MalypOHH/Ia3bl COTIACHO €r0 HHCTPYKIIHH 110 TPUMEHEHHIO.

He cnestyer BBosuTh rens Bellarti® Kiss /u1s koppeKiuu moBepXHOCTHBIX MOPILHH.

3anpenieHo BBEJEHHE B NEpHOpPOUTANIBHYIO 00JacTh (BEPXHHE M HWKHHE TOJBHIKHBIE BEKH,
«TYCHHBIE JIAIIKH», TEMHBIC KPYTH MO/ TJIa3aMH).

Banpemmaercs BBoAUTH renb Bellarti® Kiss B Mex6GposHyio 061acTh.

He npomyckaercss BBelJeHHE TIelsl B KPOBEHOCHBIE COCYIBI (BHYTPHCOCYAHMCTOE BBEICHHE).
BryTtpucocyucroe BBEJEHHE TIejis MOKET NPHUBECTH K HMOOJHM3AIMH, 3aKYIIOPKE COCYIIOB,
UIIEMHU MM UH(APKTY, HEKPO3Y TKAHEH, CJIeroTe.

He nonyckaercs BBe/IeHUE relis B y4aCTKU KOXKH, COJEPIKAIUe MOCTOSHHBIN HMILJIAHTAT.
M36erate N30BITOYHOI KOPPEKIIHH.

HckimroueHo BBeJieHUE relist B KOCTH, CYXOKHIIHS, CBA3KH WM MBILILEL, POAMMBIE IISTHA.

He pexoMenyeTcs HCI0/Ib30BaTh aBTOMAaTHYECKUE HHBEKIIMOHHBIE CUCTEMBI JUTSI BBEICHHUS IeJist
Bellarti® Kiss.

CocraB renst 00eCreyMBaeT €ro COBMECTUMOCTD ¢ (PM3HYECKUMH ITOJISIMH, UCTIOJIB3YEMBIMH TIPU
MPOBEJICHUH MarHUTHO-PE30HAHCHOH ToMorpaduu.

Y NanMeHToB, NPHHUMAIOIIMX AaHTHTPOMOOTHYECKHE CpEACTBA, TAaKHEe KAaK AaCIMPHH HIIH
HECTEPOU/IHBIE IIPOTHBOBOCIAJIMTEIbHBIE TpenapaThl, MOKET HaOJI0aThCs TOBBIIICHHAS
peaxkuus B BUJIE FeMaTOM, Y3€JIKOB HJIM KPOBOTCUYCHHS B MECTE BBE/ICHHS.

I'esip He JOMKEH MCMOIB30BATHCS OJHOBPEMEHHO C IPOBEACHHEM JIA3€PHOM TEpaIMU, Tepaluu
TOKOM M YJIBTPa3BYKOM, IJIyOOKOro XMMHYECKOIO IHJIMHIA MM MPOLELyp JAepmabpasuu Jio
MOJIHOTO 3aXKMBJIGHUS TocieqHeid oOpabotku. B noboM citydae, gaxce ecid 3aKHUBJICHHE
npousonuio panee, Bellarti® Kiss ne cieiyer npuMeHsTh MEHbIIE, YeM 4epe3 2 HeAedd Mocie
nocienHeit oOpabortku. BBeneHue rens He pPEKOMEHAYETCS B Cllydyae BO3HMKHOBEHHS
BBIPAYKEHHOT'O BOCIAJIEHHUS KOKH I10CIIE IPOBE/ICHHUS €€ MOBEPXHOCTHOIO OTILENYIITHBAHHS.
Hayuenmot oondickvl noyuume ciedyouiiie peKoMeHOauuu:

IIpexkparuts mpuem acnupuHa U ButamMuHa C w/unu E B NMOBBINICHHBIX 033X 3a HENETIO JI0
UHBEKIUH.

[TanmeHToB, NONYYAIONMX  AHTHKOATYJISAHTHYIO TEpalMio, CIeayeT NpeaylHpeauTb o
HOBBLIIIEHHOM PHCKE BO3HUKHOBEHHS reMaTOM U KPOBOTEYEHUIT BO BpeMs HHBEKIIH.

Crnenyer HCKIIOYHTH HCIIOJIb30BAHHE JECKOPATHBHOM KOCMETHKH B TeueHHME 12 9acoB Tociie

HpPOLIEIYPHI.



H30erath JUIMTENBHOrO HAXOXKICHHA HA COJIHIIE, NpeObIBaHUS MOA Bo3jelcTBHeM Y D-jyuyei,
temnepatyp Huke 0 °C, mocenieHuid cayHsl Wi OaHH B TeYEHHE ABYX HEJIENb I10CIE BBEACHHS
rens.

ITanuenTsl TakKe J0JKHBI H30eraTh JaBiIeHHs Ha 00paboTaHHEIE 30HBL.

ITanmenty nHeobxoaumo 00paTUTBCA K JiedalleMy Bpadyy IO OCHOBHOMY 3a00JI€BaHHIO 34
KOHCYJIbTAllMEH TTPH BOSHHKHOBEHMH COMHEHMH 10 BBejeHMIO reisi. He cieayer BBOJUTEH relb

Oe3 npenBapHTeanOﬁ KOHCYJIbTAllUH Y JIeHallero ppava.

Bo3MmokHbIe N0004YHbIE 1eHCTBHS MPH NCIT0JIH30BAHUN MeIHIIHHCKOT0 H3/e/IHsI

[TanenT nosmkeH OBITE MPEIYNPERKIEH O BOZMOKHOCTH BO3HHKHOBEHHS MOOOYHBIX PEaKIMH,
CBA3AHHBIX C BBE/ICHHEM JJAHHOT'O HHBEKLIMOHHOIO T'elisl U CIIOCOOHBIX Pa3BUBATHCS HEMEIEHHO
WK cimycTss HekoTopoe Bpems. Ilobounsie 3¢dexTs BKIOUYAIOT creayomee (MpUBEAEHHBII
CIIUCOK HE SIBJISIETCS] UCYEPITBIBAIOIINM):

- llocine MHBEKIMH CYHIECTBYET BEPOSITHOCTH PAa3BUTUSI PA3IHYHBIX BHIOB BOCHAIHTEILHOM
peaKkIMM KOKH (IOKpacHEHHE, OTEK, SpHTEMA H JIp.), KOTOPbIE MOTYT COIPOBOXK/IATHCS 3y0M
u/vim 60JIE3HEHHOCTBIO NPU HAJIaBIMBAHUM, W/WiK mapectesueil. Ilomo0Has BocmanuTenbHAas
peakiius MOJKET COXPaHATHCS B TEUCHHME OJHOH Helesld. B peinkux ciaydasx He3HaUuHTENbHBIE
CIIOHTaHHbIE O0JIM UK OOJM TIPH MaNbIAIMU MOTYT COXPAHATHCS AOJbIIE OHOM HEIEIH.

- Bo3HMKHOBEHHE reMaTOMBI.

- Bo3HuKHOBEHHE KPOBOMOJATEKOB.

- [Ipoxoasmias 601b B MECTE HHBEKIIUH.

- JlenMrMeHTalHA HIIM THIIEPIUTMEHTALUS B MECTE HHBEKIIUH.

- Bo3sHMKHOBEHHE YIIOTHEHUH WIIH Y3€/IKOB B MECTE HHBEKIIHH.

- MosxeT HabM0AaThCsl OKpalllMBaHUE WIM 0OecUBEYHWBAHHE TKAHEH B MECTE BBEJCHUS Telld,
0COOEHHO IPH BBE/JICHUH I'€Jisl HA OCHOBE T'HAJlyPOHOBOM KMCIOTHI HEJO0CTATOYHO IIIyOOKO W/HiIH
B TOHKYIO KOXKY (3¢ dext Tunnans).

- Dpurema 6e3 0T€YHOCTH, KOTOpask MPOXOJAUT HA MPOTSHKEHHH OIHOM HENEeNH WM B KpalHHX
ClIydasix COXpaHHUTCA 10 ABYX MECSIIEB.

- Heocrarounas aekTuBHOCTE MM ¢/1ab0 BhIpakeHHBIH 9QHEKT MPOLELYPbIL.

O0630p m3mENMii aHAJIOrMYHOIO COCTaBa IIOKA3al, YTO HMEIOTCSA COOOIIEHHs O PEAKHUX, HO
CEPBE3HBIX HEXENATCNIbHBIX SBJICHUSAX, CBA3AHHBIX C BHYTPHCOCYJMCTHIM BBEJCHHEM
THATYPOHOBOM KHMCJIOTHI B TKAHHM JIMLA H CO C/JaBIMBAHHEM TKAaHEH, a UMEHHO: BPEMEHHOE HIIH
HeoOpaTHMOe YXYAUIEHHEe 3peHHs, CJIENOTa, HUIIEMHS TOJOBHOIO MO3ra WM KPOBOH3JIMSAHUE B
MO3T, IPHBOJSIINE K HHCYJIBTY, HEKPO3Y KOKH M IOBPEXICHMIO ToyIexkamux Tkane. Crnexyer

HCMCJICHHO IIPEKPATHTH BBEIACHHE TIEjid B ClIyda€ MPOABJICHHUA Y IIallHCHTA Kakoro-nubo u3



CIIEAYIONMX CHMIITOMOB: M3MEHEHUE 3PEHHS, NPU3HAKH HHCYJIBTa, MOOJIEJHEHHE KOXKH HIIH
HeoObYHas ©OoNb BO BpeMs MM HEMOCPEJCTBEHHO [OCIE Tpoueaypel. B ciywae
BHYTPUCOCYIUCTOTO BBEJAECHHSA Iefisl MAlMEHTHI JOJDKHBI OTYYHTh HEMEUICHHYIO MEIUIIUHCKYIO
ITOMOIb M, BO3MOIKHO, IIPOHTH 00caej0BaHKe Y Bpauya COOTBETCTBYIOLIErO IPOQHMIIS.

[TanuenT Jo/DKeH B KpaT4ailine CPOKH H3BECTUTH Bpada 000 BCeX CIlydasX COXPAHEHHs y HEro
MECTHOH BOCMAJIMTEIIEHON pEaKkIMU WM CIydasX BO3HHUKHOBEHMs JHOOBIX APYTHX MOOOYHBIX
s¢pdexros. Ilpu sToM Bpay J0/KEH OOCCNEYHTH MPOBEJICHUE IMALMEHTY COOTBETCTBYIOUIETO
JEYEHUS.

O0o Bcex ciyuasix BO3HMKHOBEHHS HEKeNATeIbHBIX MOO0YHBIX 3((EKTOB, CBA3AHHBIX C

HHBEKIIMOHHBIM BBesieHneM rens Bellarti® Kiss, HeoOX0auMO0 cOOOIUTE MPOU3BOAUTEIIO.

B3aumoaeiicTBHe ¢ APYrHMH cpecTBaMH
HaTpusi ruajypoHaT HECOBMECTHM C YETBEPTUYHBIMH COCIHHEHHSIMH AMMOHUS (PacTBOPHI
OeH3aJIKOHMS XJIOpH/IA), TOITOMY I'ellb HE JIOJDKEH KOHTAKTHPOBATh C STHUMH BEIIECTBAMH HJIH C

MCIHIHHCKMMH XHPYPIrU4€CKUMH HHCTPYMEHTAMH, OﬁpaGOTaHHBIMH ITHMH pacTBOpPaMH.

Ocobbie ykazanusi

OTCyTCTBYIOT KIMHMYECKHE JaHHBIE H3JEIHH aHAJIOTHYHOTO COCTaBa, IOJTBEPKIAIOIINE
3 EKTHBHOCT U IEPeHOCHMOCTh MHBbeKImii rens Bellarti® Kiss B 061acTu, yxe 3amoHeHHBIE
KaKUM-JIM00 Apyrum usiepom.

OTCYTCTBYIOT JIOCTYNHBIE KIMHUYECKHE JaHHBIC, KacarolHecs I[EPEHOCHMOCTH H3/IEITHi
AQHAJIOTHYHOTO COCTaBa IIPM  HHBEKIMOHHOM TIPUMEHEHMM Yy [MALHEHTOB, MPOXOIAIINX
UMMYHOCYIIPECCHBHYIO TEpalui0, y TMalHeHTOB C YKa3aHUAMHU B aHAMHE3€ Ha TsDKEJIbIE
aJJIepruYecKie peakiMy U/ 1OIHAUIEPTHIECKYH0 PeaKIluio.

B Kax/10M KOHKPETHOM CJIy4ae Bpay JOJIKEH PEIUTh BOIPOC O BO3MOKHOCTH IPUMEHEHUS TeJIs
B 3aBHCHMOCTH OT XapakTepa 3a00JieBaHHA/TPOBOJHMOIO JICUCHHUS/HUMEIONIECHCS aliepruu, a
TaKKe odecrneduTh ocoboe HaOMIOAEHHE 32 TAKUMU MAllMEHTaMU. B YacTHOCTH, MOXKeET OBITH
MPEUIOKEHO BBIIOJIHEHHE KOXKHOIO TECTa Ha T'MIEPYyBCTBHTENIBHOCTH MJIM TPOBEICHHUE
COOTBETCTBYIOUIEr0 NMPOMUIAKTHYECKOTO JICUeHHs IMepeil KaKIbIM BBEIECHHEM Telid, a TaKyKe
OTKa3aThCsA OT IPUMEHEHMS I'eJis Y JIML B aKTHBHOH CcTaauu 3a00JIeBaHMs.

He pexomenayeTcst BBOAMTE I'ellb MALMEHTaM C YKa3aHUSIMHU B aHaMHe3e Ha aHa()UIIAKTHYECKHUI
HIOK.

[TarenTsl, MMOJTyYaronHe Je4eHre IPOTHBOCBEPTHIBAIOIIUMH CPEJCTBAMH HIIM HCIIOJb3YIOMIUE
BEIIIECTBA, KOTOPBIC MOIYT YBEJIMYUTL TIPOJOIDKATENEHOCTE KpPOBOTeYeHHs (BapdapuH,
aleTHJICAIIMIIMIIOBAs KHCJI0TA, HECTEPOM/IHEIE TPOTHBOBOCIAIUTENBHEIC MPENapaTsl WK JIPYTrUe
BEIECTBA, M3BECTHBIE CBOMM Y()(DEKTOM yBETHUCHUSI BPEMEHU CBEPTHIBAHUS KPOBH, HALIPUMED,
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pacTUTENIbHBIE JIOOABKU € COJEpXKAHUEM YECHOKAa MJIH TMHKTro Omioba W T.IL.), JOJDKHBI OBITH
HPEyNPEXIEHBl O TOBBIIEHHOH ONACHOCTH BO3HUKHOBEHHMS y HHX KPOBOTE€YEHMs WIIHU
00pa30BaHusl KPOBOIOATEKOB IPH BBEICHUH TeJI.

Bellarti® Kiss criemyer npuMeHaTs ¢ 0co00if OCTOPOKHOCTHIO y MAIMEHTOB C IEYCHOYHOI
HEJOCTATOYHOCTBIO C HApYIIEHHSMH CBEPTHIBAEMOCTH KPOBH, a TakKXe Y MallMeHTOB,
[NPHHUMAIOIIUX MEAMKAMEHTBI, CHIJKAIOLIHE WM MHTHOHPYIOIIHE MEYCHOYHBIH MeTabom3M,
4TO MOJKET TIPUBECTH K HApYIICHUAM CBEPTHIBAEMOCTH KPOBH.

Bellarti® Kiss m0/mKeH MCHONB30BaThCA C OCTOPOKHOCTBIO Y NAIMEHTOB C HAPYIICHHSMH
cep/ieuHON POBOAUMOCTH.

He ucnonp3yiTe WIIPHUIL B CIyYae, €CIM Y €ro COJEPKUMOT0 eCTh MPU3HAKH PaCCIOCHHUs /Ui
IIOMYTHEHHUS.

Hcnonp30BaTe OJWH INMPHI] U HIVIY TOJNBKO JUISi OXHOro mnamueHTa. OCTaTKH relist, Mria M
HCII0JIE30BAHHBINA LINPHIL [10/UIEKAT YTHIIN3ALUH. 3aMeHa, U3BJICYEHHE H IEPEMEIIEHHE Telisd B
JIPYTrOH HITIPUI] HEBO3MOYKHBI,

Tonbko s ogHokpatHoro mnpumeHenus. He crepuimsoBate moBTOpHO. I[loBTOpHOE
HCIIONIB30BAHUE Telsl MOKET MpPEeACTaBIsiTh OMNAaCHOCTh JUIs MaldeHTa (IepeKpecTHOE
HHPHITHPOBaHHE).

Ob6s3aTenbHO 0OpalaiiTe BHHMaHUe Ha CPOK TOJHOCTH HIJIbI, YKa3aHHbII HA ee YITaKOBKe.

s ©6e301acHOro HUCMOB30BaHUS M YTHJIH3AlMH coOmrojaiite o0IierocyapcTBEHHBIE |

perHoHaIbHbIE NIPABUIIA H HOPMBI.

®opma BblIIycKa

[To 1 umu 2 M B IIITPHILE.

[To | mmpuily B KOHTYpHOM SYSHKOBOM yIIaKOBKeE.

Jlonyckaercs BioskeHHe | MM 2 UIJ1 B KOHTYPHYIO SUEHKOBYIO YIIAKOBKY.

ITo 1 KoHTypHOMH s4elKoBOH ynakoBke M 1, 2 uau 4 WINIBl MHBEKLUHOHHBIE OJHOPA30BBIE
CTEPHIIbHBIE (MIJIBI MOTYT OBITh BIIOKEHBI B KOHTYPHYIO SYEHKOBYIO YIIAKOBKY) HJIN 0€3 HUX HITH
0 2 KOHTYpHBIE SYEHKOBBIE YNAKOBKH W 2, 4 MiM 8 MINI MHBEKIMOHHBIX OIHOPA30BBIX
CTEPUJIBHBIX (UITIBI MOTYT OBITh BJIOKEHBI B KOHTYPHYIO SUEHKOBYIO yNMaKOBKY) WM Oe3 HHX
BMECTE C MHCTPYKIMEH 110 TIPHMEHEHUIO B ITaYKe U3 KapTOHa.

Jlonyckaercst BI0KEHHE B Na4YKy H3 KapTOHA 3TUKETKH CIIEXKEHUs B KojauuecTse 3, 6 uau 12 mir.
1 UHPOPMUPOBAHHOTO AOOPOBOIBHOIO coryacus B Kojuyectse | wimm 2 miT.

I[onycxaerca 06epTBIBa‘HHB INavYKH U3 KapTOHa TITeHKOMH HOHHMCPHOﬁ.



MapkupoBka

He crepunm3oBats OBTOPHO.
He ucrnons30BaTh 1MpH MOBPEKICHUN YIIAKOBKH.
3amnper Ha MOBTOPHOE NPHUMEHEHHE.

Ocropoxkno! O6paTuTech K HHCTPYKIHHU 1O TPHMEHEHHUIO.

!&@@®

STERILE Crepuiusanus ¢ IpUMEHEHHEM METO/IOB aCeNTUYeCKOH 00paboTKH.

STERILE * Crepunu3zanus napom.

Jf *°C TeMItepaTypHBIi MANa3oH ¢ yKasaHHeM HHTepBaia Temriepatyp ot + 2 °C o + 25 °C.
2°C

YcioBusi XxpaHeHHs

Xpauuts npH temnepatype ot + 2 °C go + 25 °C.

He 3amopakuBarth.

XpaHHTI:, B HEJOCTYITHOM JIJIS JIETeH MecTe.

Cpok rognoctu
3 rona.

He IIPHMEHATE [1OCJIE OKOHYAHHUA CPOKa TOAHOCTH!

Yci10BHSI TPAHCTIOPTHPOBKH
Bcemn BHIAaMH KPBITOrO TPAHCHOPTHOTO CPENCTBA B COOTBETCTBHH C IPABHUJIAMH I1E€PEBO3KH
rpy30B, JIEHCTBYIOIMMH HA Ka)IOM BH/IE TPAHCIIOPTHOTO CPEICTBA, IIPU Temieparype ot + 2 °C

1o + 25 °C. He 3amopaxkuBatb. Jlep:kaTh BJIajii OT HCTOYHHKOB TEIIA.

IlpoussoauTenn/Opranusanus, NpUHAMaKLas nperensun/Biajesien perncTrpanHoHHOro
y/10CTOBEpeHHst

000 «I'potekc», Poccust

195279, Cankr-IlerepOypr, Unaycrpuanbueiii np., a. 71, kopi. 2, iut. A

Ten.: +7 812 385 47 87

@axkc: +7 812 38547 88

www.solopharm.com

www.bellarti.ru



OcHoBHbIe TeXHHYECKHE H (YHKIHOHAJIBHbBIE XAPAKTEPUCTHKH MeIHIHHCKOr0 H3/1eJIusl
WUmranrat BHYTPHJIEpMaJIbHBIH Bemmaptu® (Bellarti®) BBIITYyCKAaeTCs 1o
TY 32.50.50-015-64260974-2019 ¢ coOmogeHHEM MEXIYHAPOAHBIX M HAlHOHAIBHBIX
CTaHIApTOB.

IlepBrvHas yrakoBKa resis COCTOMT 3 IINPHIA CTEKITHHOIO CTEPUIIBHOTO ¢ KOMILIEKTYOIMMHU
(Inpuns! crexnsauusie BD Hypak crepuiibibie 1 HeCTepHIIBbHBIE, ¢ UIJIOH U 63 MIIIBI, 00BEMOM
or 0,5 M mo 20 mu (@C3 2011/11237 ot 26.12.2011), Bapuant ucnosiuenus: Ilnpuusr BD
Hypak 6e3 nrmier oosemom 1 wmm 2,25, win 3 mut: 1. LwinHAp mmpyia cTepuiibHbIN rOTOBBIH K
sanonnennto SCF (Barrel sterile, clean and ready to fill) ¢ «JIyep-Jlok» agantepom (LLA, Luer
Lock Adapter), kpsrmxkoit cnermansroii (EZGTC, Easy Grip Tip Cap). 2. YIUIoTHUTENb TOPIIHS
mmpuna s3aactuaHeiid uit mmpunes BD Hypak obwsemom 1 wnm 2,25, unu 3 M (pasinudssie
LIBETA), BapHAHTBl MCIIOJHEHUS: CTEPUWIBHEIH, yrnakoBaHHbii B jotkn (NSCF, Nested Sterile
ready-to-fill) mmm crepuibHblil, ynakoBanubiii B Memiku (BSCF, Bagged Sterile ready-to-fill),
WM CTEPUIIbHBIN, yriakoBaHHBIH B TpaHc(epHyio ynakoBky (TSCF, Transfer Sterile ready-to-
fill). 3. Iopmens PR s nmpunes BD Hypak o6bemom 1 wimm 2,25, umu 3 mu (pasnuunbie
usera). 4. Ynop jura nansues Backstop (BS) ms mmpunes BD Hypak o6bemom 1w 2,25, unu
3 mn (pasnmmuneie nsera); [Inpuusl cTekIsHHBIE, CTEPHIbHBIE W HECTEPHIILHBIE, 0OBEMOM OT
0,5 mit mo 5,0 M ¢ npunamnexsHocTsMu u 6e3 Hux (PC3 2011/10770 ot 28.02.2013), BapuanT
ucnonaenns: npuusl crepunbHeie 6e3 uriel odobemom 1 wim 2,25, win 3 ot 1. [Mopmiens
(Plunger). 2. Wlrox (Plunger Rod). 3. 3ammraeii xommauox (Needle shield / Tip cap),
4. Orpanuuurens xoza (Backstop); IIInpuis! 1J1s npeBapuTEIbHOIO HATIOIHEHHS OHOPA30BhIE
crepunbHbie 00beMoM 0,5 wmu 1, win 1 long, wiw 1,5, wimm 2,25, wmm 3, wm 5, wim 10, wim
20 mu1 (P3H 2013/764 ot 26.03.2018), Bapuant ucronsenus: [Inpuiisl CTeKIssHHbIE CTEPUIILHBIE
obvemom 1 wmmm 2,25, mim 3 mu 6e3 wrnsr: 1. IIWIMHAD WINpUIA CTEPUIBLHBIA, IOTOBBIH K
3am0JIHEHUIO ¢ «JIyep-11ok» - ajgantepom /Uit 37aCTHYHOTO U JKECTKOTro Koumaukos. 2. [Topuiens
Jutst wnpHuieB oovemom 1 wim 2,25, wiam 3 Ml (pa3iaM4HBIX UBETOB). 3. YIUIOTHHTEb MOPIIHS
SJIACTHYHBIA JUIs mmpuues odsemom 1 wmmm 2,25, wim 3 MII, BapHaHThl HCIOJHEHMS:
CTEPHJIbHBIN, YIIAKOBAHHBLIN B JIOTKH «THE3[a» MM CTEPWIBHBIA, YIIAKOBAHHBI B IAKETEHI
4. Ynop juis manbles Juis mmpHueB oobemom | wimm 2,25, wim 3 wur; Lnpuis MeUIMHCKHE
OecuBeTHBIE H KOPHYHEBBIE U3 CTEKIOTPYOKH WM mojumepa obbemom ot 0,5 mia o 50 mi ¢
NpUHAUISKHOCTAMH U 0e3 Hux (DPC3 2009/04195 ot 28.09.2020), BapuaHT HCIIOJHEHHS:
[Inpuusr crekisHuble OecuBeTHbIe 0e3 bl oobemom | wmm 2,25, win 3 s 1. Thyrxkep
(Plunger). 2. Ilopmens (Plunger Rod). 3. Hakoneunuk s mmpuies (Luer Lock); Hnpuis:
MEJIMIIMHCKHE OEeCLIBETHBIE U KOPUYHEBBIE M3 CTEKJIOTPYOKH 1-TO I'MApPOIMTHUYECKOro Kiacca

oosemom ot 0,5 mu mo 20 mn ¢ npuHamiexHocTssMd W Ges Hux (PC3 2012/12068 or
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29.05.2017), Bapuant ucnonuenus: llInpuusl crexisHHble GecuBeTHbe 03 Uriusl 00bemMoM |
wm 2,25, w3 mut: 1. Iopmens (Plunger). 2. [nymxkep (Plunger Rod); [Inpuis! crekisHubie
st npeasaputenbHoro HanojHenus D2F  (P3H  2018/7417 ot 30.07.2018), BapuanT
ucnosHenus: Inpuuesr crexisHuble Ui npeaBaputensHoro HanoiHenus D2F ¢ Luer lock
agantepoM: 1. IIMnuHAp CTEKISHHBIN UIS IpeBapHTENbHOr0 HanojHeHHs (00Bémom 1 wmmH
2,25, wm 3 mi) ¢ Luer lock agantepoM M KoJImaykoMm (¢ BUHTOBBIM KOJIAYKOM, C BHHTOBBIM
KOJINAYKOM U MPOOKO#t C 3aIIUTOM OT BCKPBITHA)).

Impui  CTEKJISHHBIH CTEPUIIBHBIH MOXKET OBITh YKOMIUIEKTOBAaH H3JeHeM JUis YKYIOPKH
nexkapcTBeHHBIX npenapaTos (PC3 2007/00444 ot 28.04.2011), Bapuant ucnonuerus: [Iryrxep
PE3UHOBBIH.

B KOMIUIEKT MOXKET BXOJMTH HIJIa MHBEKIMOHHAS OXHOpa3oBas crepuibHas (Urisl
HUHBEKIIMOHHBIE 0JHOpa3oBbie crepuibHbie K-Pack II Needle (P3H 2018/7086 ot 26.04.2018),
BapuaHThl HcnoigHenus: 25G wm 27G, wm 29G, wmm 30G; Uriael MHBEKIMOHHBIE
ojaHokparHoro npumerenus (®C3 2007/00712 or 03.12.2007), BapuanTsl ucmoaHenus: 25G,
wm 27G, wm 30G; Wraelr uasekumonHsie BD Hypoint omnHopazoseie crepuishbie (PC3
2008/03143 ot 03.12.2008), Bapuantsel wuctiosuenus: 25G, wm 27G, wm 30G; Hras
meaunuHckue nabekunonneie (PC3 2008/01139 ot 17.03.2008), BapuanTtsl ucnonnenus: 27G,
i 29G, wim 30G, wim 31G; MHCTPYMEHTBI CTEPUIIbHBIE OJJHOPA30BOTO HCIONB30BAHMS IS
me3zorepanun cepun ME3OPAM (MESORAM) (®C3 2011/09452 ot 27.08.2019), Bapmant
UCIIOJIHEHUA: uria Uit Mukpounbekuui 27G, wm 30G, wm 32G, wm 33G; Urna MESO-
RELLE crepunbnas s mesorepanuu  (PC3  2011/10175 or 11.02.2021), BapuaHThl
ucnonHenus: 27G, wim 30G, win 31G, unu 32G, wim 33G).

[Io Ounomoruyeckoii 0e30macHOCTH Trefib YAOBIETBOPAET TPEeOOBAHUSM CEPHH CTAHIAPTOB
I'OCT ISO 10993. I'ens Guostoruyecku 6e30maceH.

H3znenue crepunbHo, anuporeHHo. ['enb pa3niuBalT B aCENTHYECKHX YCIOBHAX B COOTBETCTBHHU
¢ 'OCT P MCO 13408-1. I'enp B nepBHYHOMN yNaKOBKe MOJBEPraeTcs CTEPUIIM3ALUU TTapOM B
coorserctBuu ¢ 'OCT P UCO 17665-1. He nomyckaercst MOBTOpHas crepuianzanus. I'eib
JOJLKEH CcOoXpaHsTh paborocriocobHocTh mpu Temneparype or + 32 °C go +42°C mo

I'OCT 20790.

Tpeﬁonalmﬂ K IIPUMEHEHH ) H 3KCIIJIYaTAHH MEIHIHHCKOI0 H3/1e/us
['enib OTHOCHTCS K M3IEIUAM HHIUBHIYAJIbHOTO U OJHOKPATHOTO NPHMEHCHHA. HpOBe,I[EHHE
npoueayp ¢ JaHHBIM MECIOHUIITMHCKHM H3JeJIueM TpeﬁyeT CIeIMaTbHOM IIOJAIOTOBKH U

CIICIHA/IbHBIX HABBIKOB H IIPEAHA3HAYCHO 1A HCIOJb30BaHUA B MEIUIIHHCKHX YUpEeKIeHHUAX.
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npOH3BOJIHTeJ'IB HE HECET OTBETCTBECHHOCTH 3a MOCJICACTBHA HEIPABUIBHOI'O H

HeKBa.HH[i)HHHpOBaHHOFO IMPUMEHCHHA MCIHIIHHCKOT'O H3ICITH .

I'apanTniinsie 06s3aTeIbCTBA
Jannoe usnenue pa3paboTaHo, MPOU3BEIECHO, UCIBITAHO M YIMAKOBAHO MPH COOIIOJEHUH BCEX
COOTBETCTBYIOLIHX TPeOOBAHHUIA.
IIpou3BoauTENs TrapaHTUPYET KAuyeCTBO M3JENMA JO WCTEYEHHS CpOKa TOJHOCTH IIpU
COOIIIOIEHUH YCIIOBUH TPaHCHOPTUPOBAHMSA, EJOCTHOCTH YNAKOBKM M YCIIOBHH XpaHEHHUS U

IIPUMEHEHHUS.

IMopsasok ocymecTBACHHS YTHIH3AIHH

Y TUIU3HPOBATh MEAMIHHCKOE H3/enHe (B TOM YHC/Ie HEHCITOIb30BaHHBIH Iellb, MINPHIL, UIJY) B
coorBerctBuu ¢ CanlluH 2.1.3684-21 xax orxoisl kiacca b (3nuaeMHOJIOTHYECKH OIacHbIE
OTXO/IbI). YTIaKOBOYHBIE MaTEpHAIbI, Ta4Ka U3 KapTOHA MOUIEKAT YTHIH3ALMH B COOTBETCTBUH
c CanlluH 2.1.3684-21 kak oTxojasl Kjacca A (MUIEMHOJIOTHIECKH 0E€30IaCHBIE OTXO/IbI, IO

COCTaBy HpHGHH)KGHHBIe K TBEPABIM KOMMYHAJIBHBIM OTXOJI&M).

IIpumeuanne. PekoMeHI0BaHO MPOBEJICHHE ACHHUPALMOHHOW MpoObl mpu pabote ¢ renem

Bellarti® Kiss.

3aMecTUTeNb JUPEKTOPA 110 Pa3BUTHIO

00O «I'porekce» C. B. Ceprees
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