COOTBETCTBYET 23KC
ot 29.05.2023

(MOCNEOCBATENBHOCTE 0003)

HHCTPYKIHUA
ITO MEJJUITMHCKOMY ITPUMEHEHHNIO JIEKAPCTBEHHOT 'O IIPEITAPATA

Hexcobpua®

Perncrpammonnsni Homep: JIII-Ne(000367)-(PI'-RU)

Toproeoe HanMeHoBaHue npenapata: Hekcobpun®

MexyHapoaHoe HelTaTeHTOBAHHOe HAaIMeHOBaHHe: OpoMeJIauHbI

JlexapcTrBenHas dopma: THOQUIN3AT I IPUTOTOBJISHHUS TeJIsl JIsI HAPYIKHOTO IPUMEHEHUSI
Cocras

1 dirakoH ¢ TModUIAZATOM COJIEPIKHUT:

oeticmeyrouyee 6eujecmeo: dGpomenaunt 5,0 r;
6CNOMO2AMENbHbIE 6elecmea; YKCYCHAS KHCTIOTa, aMMOHHUSA CyJIb(ar.

1 irakoH ¢ rejieBoM OCHOBOU COASPIKUT:

ecnomocamenvrvie eeujecmea: Kapdbomep 980, munatpusi ruapodocdatr OS3BOJHBIN, HATPHUA
TUAPOKCH/I, BOJA JJISI UHBEKITUH.

Onucanue

JInodunuzat: muoduIn3aT OT OSJI0TO0 JIO0 CBETIIO-KOPUIHEBOTO I[BETA.

I'eneBast ocHoBa: OecliBeTHAsI MPO3pauHas FTOMOTSHHAS Macca.

Cwmech JmodwiIn3aTa W Telisf: TOMOTeHHas Helpo3padHas Macca OT Oelloro ¢ JKeITOBATHIM

OTTCHKOM JO CBCTJIO-KOPHYHCBOI'O IIBCTA.

dapMmakoTepaneBTHYeCKAsl TpPyIOIa: Tpenapathl Ui JIeUYeHHS] paH M 3B, (epMEeHTHBIS
IpemnapaThl; IPOTCOJUTHUSCKHE (DEPMEHTHI.

Kox ATX: DO3BAO3.

dapmakooruiecKue cBolicTBa
DapmaxoounHamuxa

MexagusM nelicTBUS

BpoMenanHbl TPECTABISIOT COOOM CMECh MPOTEOJUTHUSCKUX (PEPMEHTOB, BBIICJICHHBIX W3
cTebiielt ananaca (Ananas comosus).

Bxonsimue B coCTaB mpernapara MpPOTSOIHTHUSCKUES (PEpMEHTHI, OpOMENIanHbl, CIIOCOOCTBYIOT
pACHICTUICHHIO OKOTOBOTO CTpyma. OTHeNbHOE BeIecTBO, oliajgaromee (hapMaKoJIOTHYSCKOH

AKTHBHOCTBIO, HEC BBIJACJICHO. OCHOBHBIM O€JIKOBBIM KOMIIOHEHTOM SBJIICTCS CTeONeBOM
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CNEPTHOMY OTYETY

OpoMesanH.

Knuunueckasa rdpdheKTHBHOCTE U 6€30IIACHOCTD

B xo/le KIMHAYecKOH pa3paboTky 467 MaIMeHToB MoJIydaiH JeueHne npenapatom HekcoBpua®.
Hcceneoosanue DETECT (MW2010-03-02) (Dasa 111b)

[Menpro  MEXAYHAPOJHOTO  MHOTOIEHTPOBOTO  PAaHJIOMHU3HPOBAHHOIO  KOHTPOJIHUPYEMOTO
KmHrdeckoro  mecneaopanus  DETECT (MW2010-03-02)  (®aza  IlIb)  6buio
TIPOIeMOHCTPHUPOBATh MPEBOCXOACTRO Tepanuu npenapatom HekcoBpua® Has resieBod ocHOBOM
(twtane6o) u crangaptHod Tepamued (CT) y rocOMTAIW3UPOBAHHBIX B3POCIBIX MAIUEHTOB C
tepmuueckumu oxoramu Il u Il crenenu, oxpateipatomumu > 3 % OIIIIT, oOmas miomab
0KOTOBBIX paH cocTaBmwia He Gojiee 30 % ot OIIIIT. Cpennsist wiomaas 0OpabOTKH 0KOTOBOH
panbl (ITOOP) B8 % ot OIIIIT cocrarmisina okoso 6 %.

Beito pangoMusupoBano 1735 marmentor B cootHomenuu 3:3:1 (HekcoBpua® : CT : renepas
ocHOBa), 169 mnanuenToB mnoaydanu JiedeHwe. Ilanmentam B rpymnme CT nmposBoawim
XUPYPTrAYeCcKOe W/HIH KOHCEPBATUBHOS JICUCHHE.

Bo3zpacT IalueHTOB, 0 TyYaBIIMX JeueHue npenapatom Hekcobpun®, coctasmi ot 18 10 75 Jer,
B rpynne CT — ot 18 1o 72 nert, B rpymniie rejaeBoi ocHoBel — oT 18 10 70 neT. B uccnenopanue
OBLITO BKJTFOUEHO 16 MAIHeHTOB B Bo3pacTe = 65 et (9,1 %).

Ilo cpaHenmio co CT, npumeHenwe mnpemapata Hekcobpua® NpHBOAMIO K 3HAYHMOMY
CHUIKEHHIO YACTOTHI XUPYPTUUYESCKOTO YIAJICHUS CTpyIa (TAHTCHITUATBLHOE UCCEUCHUE, HCCEUSHUR
OKaAUMIISTIOIIIM pa3pesoM, JIeapTHKYJISIUS, amnmmapaT THAPOXUPYPTHUSCKHUN sl oOpaboTKu paH
Versajet umu gepmabpazus) (4,0 % B rpynmne npenapara Hekcobpun® u 72,0 % B rpynne CT),
YMEHBIISHUIO BPEMEHH JI0 MOJIHOTO yaaneHus crpyna (1,0 nens u 3,8 qHEH, COOTBETCTBEHHO) U
CHUKCHHIO (DAKTHUSCKON KPOBOTIOTEPH, CBSI3aHHOM ¢ yaameHueM ctpyna (14,2 + 5124 mnu 814,5
+ 1020,3 M1, COOTBETCTBEHHO). Y TMOKHIIBIX MAIUSHTOB >PPeKTHBHOCTD YAICHHUS CTpyIa Obliia
AHAJIOTUYHOM.

Jonzocpounvie oannvie (12 mecayes)

OneHka cocTOsIHUS pyOIoB uepes 12 MecdAlleB ¢ MCHOJIB30BAHHUEM MOJUPUIHUPOBAHHOM
Bankysepckoli mkaibl onieHKH pyomo (MVSS) mokazaiia cpaBHHMBIE pe3yJIbTAaThl B IPYIINax
npenapata Hexcobpun®, CT u TesieBoif 0CHOBBL

OneHkH (QYHKITHOHATFHOCTH M KaUecTBa JKU3HM uepe3 12 MecsieB ObUIH CXOHBIMH B TPYIINAX
JICYCHHUSL.

Besonacnocms co CIHHOPOHbL C@D@QWHO—COCV()MCWIOMV CUCTHIEMbL

B gonmonHuTeILHOM HCCIICIOBAHHU 0e30MacHOCTH OBLIO MOKa3aHO OTCYTCTBHUC SIBHOT'O BJIMAHHUS

npenapata  HekcoBpua® Ha  uacToTy  cepleuHBIX  COKpalleHHHM, uHTepBan PR,
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MPOJIOJDKATENLHOCT, QR S-KOMIUIEKCOB (Jienosipu3aliusi cep/iiia) U Ppenoisipu3aliuio cepiaiia
(uatepBan QTc). He BoisiBIeHO HOBBIX KIIMHUUSCKH 3HAUUMBIX MOP(OIOTHISCKUX U3MESHEHUN Ha
OKI', CBHICTeILCTBYIOMIUX O BJIMSHUM HA CePJICUHBIA PUTM.

Hcceneoosanue MW 2004-02-11 (Daza 1)

B MexayHapoJHOM MHOTOIIEHTPOBOM PpAaHJOMH3HPOBAHHOM OTKPBITOM IIOJTBEPKIAOMIEM
KIMHAYeCkoM uccieoBanud  MW2004-02-11 (®aza III) omenuBamach »(pHeKTUBHOCTD
npenapata Hekcobpun® mo cpasuenmio co CT y ToCHHMTAIM3HPOBAHHBIX MAIHEHTOB C
TepmuueckuMu oxkoramu II w/mnm III erenenu, oxsatsiparomumu ot 5 10 30 % ot OIIIIT, obmas
IToIaab 03KOToBbIX paH He npesbimaiia 30 % ot OIIIIT. Cpexnsist IIOOP B % OIIIIT cocTaBuia
5,1 + 3,5 % B rpynne npenapara Hexcobpua® u 5,2 + 3,4 % » rpynne CT.

CranmapTHass Tepamusi COCTOsUIa M3 IEPBHYHOTO XHUPYPTHUECKOTO MCCeUEHHUs W/HWIH
KOHCEPBATHBHOTO JICYEHHMs], BKJIIOYABIIEIO HEKPAKTOMHMIO C IIPHMEHEHHEM HapYXKHBIX
JIEKapCTBEHHBIX NIPENIapaToOB, HHAYIHUPYIOMHUX Mallepaliio ¥ HEKpOJIU3 CTpyTIa.

Bo3pacT manueHToB, MOIyUYaBIINX Jedenue npenapatom Hexcobpua®, coctapmin ot 4,4 1o 55,7
net. Bozpact nanuenTtos, nonydapmux CT, coctapmi ot 5,1 1o 55,7 net.

Ilo cpaprenuro co CT, npumeHenwe mnpemnapata Hekcobpua npHBOAMIO K 3HAYUMOMY
CHHIKSHHIO JOTH (B %) OKOTOBBIX paH, TpeOYIONIUX HCCEUSHHS WK JepMadpazuu (24,5 % B
rpynme npenapata HekcoBpun® u 70,0 % B rpynme CT), H YMEHBIICHHIO IUIOIMIAIM paH,
TpeOYIOMUX TOJLKO XHpypruueckoro yaaieHusi crpyna (13,1 % + 26,9 u 56,7 % =+ 43,3,
COOTBETCTBEHHO).

Jlosst osxoroBbIxX paH II cTenenu, TpeOyOMMX HCCeUeHUS WM JepMabpasuu, ObUla 3HAUUTEIILHO
HWKe B rpynme mnpemapata HexcoBpua® mo cpasmenmio co CT (15,1 % u 62,5 %,
COOTBETCTBEHHO).

Jlosst oxxoroBeIX pa Il creneHu, TpeOyIOMUX ayTOASPMOILIACTUKH, ObLiIa HIDKE IPU IPUMEHEHUH
npenapata Hexcobpuna® no cpaprenmio co CT (17,9 % u 34,1 %, COOTBETCTBEHHO).
Dapmaxoxunemuxa

AbcopOuusd

ITouckoBbIM aHaIW3 MOMYJSIMMOHHOW QapMakOKUHETHKH ObLI TPOBEJSH Yy IIAlUEHTOB,
TOJTyYaBIIKX JledeHue npenapatom HekcoBpua® B KiIHMHMUeCKHX HccaeoBaHuax MW2008-09-
03 uw MW2010-03-02 (DETECT), B KOTOpHIX HCIOJIB30BAIaCh OfHA OuodapMaleBTHISCKas
METO/IMKA.

[Tocnie Hapy KHOTO IPUMEHEHUS y BCEX MAIIUEHTOB OI[CHUBAJIACH CTENICHb CUCTEMHOMN SKCIIO3UIIUN
npenapata. B 1enom, mpemapar ObIcTpO  BCachIBaeTCs, CpefHee BpeMsl JTOCTHIKCHUS

MaKCUMaJIbHOU KOHIIEHTpaHH ( Imax) cocTapisieT 4,0 9 (JUIMTEIILHOCTh IPUMEHEHUS TIpeTiapara).



(MOCTELOE

Copepxanne nipernapata HekcoBbpua® mosyiaBagoch KOJHIeCTBEHHOMY OTIpe/IeIeHHIO B KPOBH B
TeueHUe 48 u mocie MpUMEHEHHUS. Y OOJILIIMHCTBA MAIIMEHTOB uYepes 72 4 KOHICHTpAaIus
npenapata Obljla HUKE TIpe/iesia KOJTUYSCTBEHHOTO OTpe/IeIICHUSI.

JlaHHBIC IO CUCTEMHOM DKCIIO3UITUH, OJyUeHHBIE B ucciaegoBanusix MW2008-09-03 u MW2010-
03-02, npeacTaBJICHBI B TaOIUIE HUKE.

He nns Becex mariueHTOB MOJTYUYeHBI JaHHbIE Tocie 4 4 npuMeHeHus:, nosToMy 3HaueHU AUC ay
JUISL HEKOTOPHIX NAIUEHTOB COOTBETCTBYIOT 4 U BO3JIEMCTBHUSI Ipemapara, JJIsl OCTaJbHBIX
MAIMESHTOB MOJIYUSHBI JIAaHHBIC BO3/ICHCTBHS B TeUueHHE 48 U.

B kaxmom uccienopanuu GapMakKOKMHETHKH BBISBJICHA CTATUCTHUSCKHU 3HAUMMAST KOPPEIISIU
3HaueHUH Cmax 1 AUCo.4 ¥ J103bI TipeniapaTa Wik CTeleHu 0)koroBoro nopaxkenus (% ot OIIIIT),
YTO CBHACTSIBCTBYET O 3aBHCHMOCTH HSKCIO3HMIIHH TperapaTa OT JO3bI/IUIONIAAH HAHSCSHHUSL
['myGuHa 03KOTOBOW paHbI, Ha KOTOPYIO HAHOCWICS IMpemapar, OKa3blBajla HE3HAUHUTEILHOS

BJIMSIHHUC HA CUCTCMHYIO 3KCITO3HUIHIO.

HccnepoBanu Yucnio ] Ciaxe Cha/ 03 AUCq4 AUC,. AUC )« AUC,«/Ho3
e nanueHTo | (MeguaHa) (ar/»un) a (ur/ma) | (u*Hr/ma 4/lloza (u*Hr/mia) a
B (N) , 4 ) (4*Hr/Ma/r (u*Hr/Ma/'T)

)

Hccaenopanue MW2008-09-03

13 4,0 (0,50- 800+640 44,7+36,6 | 19304648 103+48.8 27604287 149+147
4.1) 0
Hccaeporanue MW2010-03-02
21 4,0 (0,50- 200+184 16,4119 | 5164546 39.8+29,7 25004233 2154202
12) (Mr=30,7 0
)
(Maxc=830

)

Pacnpenenenue

CorjacHo JnHUTepaTypHbIM JIaHHBIM, okoilo 50 % OpoMenaWHOB  CBSI3BIBAIOTCSL  C
AHTHUIIPOTCHHA3AMH TUIA3MbI KPOBH YEJIOBEKA, 0l2-MAKPOTJIOOYIHHOM H 0L1-aHTHTPHIICHHOM.
DIAMHUHAITUS

Cpennuii nepHoj MOJIYBBIBESHUS COCTaBJIsieT oT 12 mo 17 9, uTo MOATBEpIKIAeT CHI)KCHUE
KOHIICHTpAIIMH IIpeTniapaTa B KpOBH depe3 72 4 Mocjie MPUMEHEHHUSL.

DapMaKOKHHETHKA V 0COOBIX TPVIII HAI[HEHTOB

Hemu

(dapMakOKMHETHUESCKHUE NTapaMeTphl U CTeNIeHb a0COpOLMHU Y JIeTeH He N3YUYaJIUCh.

Ilokazamisa K IMpHUM E€HECHUTIO
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Ipenapar Hexkcobpua® mokazan K IPUMEHEHHIO Y B3POCIBIX /IS (hepMEHTATHRHOM HEKPIKTOMHH

(ynanenus crpyna) npu tepmudeckux oxkorax II u Il crenenn.

IIpoTuBonIOKa3aHMSA

¢  TUNEPUYBCTBUTEIBHOCTH K OpoMeslanHaM WK K JI0OOMY M3 BCIIOMOTATEIbHBIX BEISCTB;

e  TUICPUYBCTBUTEJIBHOCTH K aHAHACAM WJIM MAallanHY,

¢  XUMHUYESCKHE WU JIyUSBbIS OKOTH,

e OXKOTH DJICKTPUUSCKUM TOKOM (B CBSI3H € OTCYTCTBHEM OTIBHITA IPUMEHEHHUA );

e OXOTH B OOJACTH MOJIOBBIX OPraHOB M IPOMEKHOCTH (B CBSI3BM C OTCYTCTBHEM OIIBITA
MPUMEHEHUST),

s I[IOYCYHAs W/WIM TICUECHOUHAs HEJOCTATOYHOCTh (d(PPeKTUBHOCTE U  Oe30MacHOCTh
IIPUMEHEHHUsI HE YCTAHOBJICHBI ),

¢  OepeMEHHOCTH, MIEPUO/T TPYTHOTO BCKAPMIIUBAHHST,

e  JISTCKHH BO3pacT J10 18 set.

C ocTOpOKXHOCTBIO

¢ OXKOTH JIHIIA;

e  HapyIIeHHs CBEPTHIBAEMOCTH KpOBH (IIOBBINICHHBIH PHUCK KPOBOTSYEHH:), IIpPHEM
AHTHKOATYJISIHTOB WJIM JPYTUX JIGKApCTBEHHBIX IpenaparoB, BIUSIOMUX Ha CBEpThbIBAaHUE
KpOBH,

e  CepJeYHas WIH JIETOYHAsI HEOCTATOYHOCTh, B TOM YHCJIE OXKOT JISTKHX HJIM [IOJ03PEHHE Ha

OZKOT JICTKHX.

IIpumeHeHIe TIPHU GepPeMEHHOCTH U B TIePHO/I TPYAHOT0 BCKAPMIINBAHUSA

bepemennocmeo

JlaHHBIE O IPUMEHEHHH OPOMENIANHOB Y GepeMEHHBIX JKSHITHH OTCYTCTBYIOT.

HccnemoBanuii  penpoyKTHBHOW TOKCHYHOCTH Ha JKMBOTHBIX HEJOCTATOYHO JUISI OICHKH
BIIMSIHUSA TpenapaTa Ha SMOpHodeTaabHOS pa3BUTHE.

B cBsi3M ¢ OTCYTCTBHEM COOTBETCTBYIONIUX KIMHMUYSCKUX JIAHHBIX MPUMEHEHHE MperapaTa B
nepuo 6epeMEeHHOCTH MPOTUBOIIOKA3aHO.

Il epuoo zpyonozo eckapmaueanus

Cee/leHHs] O TIPOHUKHOBCHHH OpOMENIAMHOB WJIH METabOJHMTOB B TPYJHOE MOJOKO HYeJIOBEKa

OTCYTCTBYIOT. He uckmouen PHCK IS MJIAACHIICB.
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['py/iHOE BCKAapMIIMBAHME CJIeyeT MPEKPATHTh He MEHee 4eM Ha 4 JIHs Mocie Havaja JeUeHHUsI
npenapatom Hexcobpua®.

Depmunvrocme

UccrieloBaHUs MO HW3yYeHHWIO BIMsHMS mpenapata Hexcobpun® Ha QepTHIBHOCTE He

MMPpOBOAUJINCE.

Crnioco6 nmpyMeHeHUs U T03bI

IIpenapar Hexcobpua® 1oJbkeH HazHA4aThes BPAdoM, HMEOIIMM OIIBIT JICUSHHs ITAIIUEHTOB ¢
03KOTaMH.

Pexicum oozuposanusn

5 r tmodmnm3aTa, cMenmaHHbIX ¢ 50 T reJis, MPUMEHSISTCS U1 03KOTOBOM paHbl TWIoMaIbio 2,5 %
oT oOme# miomaau mopepxHocTd Teda (OIIIIT) p3pocimoro denmoBeka, MpH STOM TOJIHAHA
reJIeBOTo CJIOS JOJIKHA COCTABJIITh OT 1,5 70 3 MM.

Ipenapar HekcoBpua® He cieyeT NpUMeHSTS /Ui 06paGOTKH 03KOTORBIX paH INIOMaIbIo Gollee
15 % ot OIIIIT.

Ipenapat HekcoBpua® HaHOCAT Ha 03KOTOBYIO paHy Ha 4 4. JIaHHBIE O TIOBTOPHOM HAHECCHHH
npenapata HekcoBbpua® Ha HepacTBOpeHHBIE YUAaCTKHM CTpYIa OUeHb OrpaHHYeHBI. II0BTOpHOE
npuMeHenue npenapara Hexcobpua® He pexoMeHTyeTesI.

Ocobvie zpynnst nayuenmos

IarueHTHI ¢ HapyIeHHeM QVHKITHHN MOYeK

JlanHbIe 0 IpUMeHeHUH npenapaTta Hexcobpua® y maliMeHTOB ¢ MOYEUHOH HEJOCTATOYHOCTBIO
OTCYTCTBYIOT. CrenyeT TIMATeIbHO HaOMIOJaTh 3a COCTOSIHHEM TMAIUEHTOB C IMOYSUYHOHU
HEJOCTATOYHOCTBIO.

IlarmMeHThI ¢ HapVIISCHHEM dJVHKITHH IICUCHH

I[aHHbIe O IIPUMCHCHHUH IIpeIIapaTa HeKCOBpHI[® Y HallUCHTOB C MeYeHOYHOH HSJOCTATOYHOCTHIO
OTCYTCTBYIOT. CHG,Z[yGT THIATCJIbBHO HaGJIIO[[aTI) 3a COCTOSJHHCM ITAIIUCHTOB C MMeUYSHOUYHOH
HEJOCTATOYHOCTBIO.

IlamueHTsl MOXKHUJIOTO BO3pacTa

OnbIT npuMeHeHHUs npenapata Hekcobpua® y MallHeHTOB MOXKHIOTO Bo3pacTa (cTapiie 65 jer)
orpanuteH. Ilepes HasHaYeHHeM npenapaTa HekcoBpua® MOMKHIBIM JTIOMAM CleLyeT ONEHHBATh
COOTHOIIECHHUE «I10JIb3a/PUCK», BKJII0OYAsl HAJIMYHE COIyTCTBYIOMMX 3a00/IeBaHUM, a TakXKe IIPHEM
JPYTHX JIeKapCTBEHHBIX IpenapaToB. Koppeknus 7036l He TpeOyeTcsl.

Cnocob npumenenus

Hapyxno.
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Hepe/:[ IMPpHMCHCHHUCM J'II/IO(l)I/IJ'II/IBaT CIIeayeT CMeliaTh € reJICBOM OCHOBOM.

IIpemapar Hekcobpua® ciieyeT HAaHOCHTh HAa OYMINEHHYIO, IIOATOTOBJICHHYIO (yJaJeHHE

OJKOTOBBIX ITy3bIpe) U MPOMBITYIO OJKOTOBYIO PaHy.

JlexapcTBeHHbIC TpemapaThl JJISI HapyKHOTO MpUMEHeHUs (Hampumep, cyibhaauazun cepebpa

nin HOBHﬂOH-ﬁOH) CJIICAYCT YIAJIUTE € ITIOBEPXHOCTH paHLbL, pany CICAYCT OUYHCTUTDL JO HAHCCCHHUA

npenapata Hekcobpua®, MOCKOJIbKY IIPOHUKIINE B CTPYI JIEKAPCTBEHHBIE MPENAPaThl CHHKAIOT

aKTUBHOCTH GPOMEJIAMHOB M, COOTBETCTBEHHO, > dekTHBHOCTL Npenaparta Hexcobpua®.

I/IHCTDVKHI/IH 110 IIPHUT'OTOBJICHHUIO T'CJIA

JInodunuzat u resieBasi OCHOBAa CTEpUIbHBL. [IpUroTOBICHHE TeJIsl JOJDKHO OCYIIECTBIISITHCSA B
ACETITHYSCKUX YCIIOBHSIX.

DnakoH ¢ TMOPUIUZATOM CIIEAYST aKKYypPaTHO OTKPBITh, YIAIUB AJTFOMHHUEBBIN KOJIIAYOK U
PE3HHOBYIO MIPOOKY.

Crnenyer yOeauThCS, YTO TPU OTKPHITHH (PJIAKOHA C TeJIeBOM OCHOBOH KOJBIIO KOHTPOJIA
IIEPBOTO BCKPBITHUS OT/IEIMIIOCH OT KPBIMKH. ECIM KOIbII0 KOHTPOJIS IIEPBOTO BCKPHITHS ObLIO
OT/AEJICHO OT KpPBIMKH J0 OTKPHITHS (prakoHa, JaHHBIM (JIakoH clielyeT YTUIM3HUPOBATh H
CIIeyeT UCIIOIB30BATh APYToH (IAKOH € reJIeBOH OCHOBOH.

JUIi TpUTOTOBICHUS TeJisl CojAepkuMoe (IakoHa ¢ JIMOQWIM3ATOM CJeyeT aKKypaTHO
MepeHeCTH BO (JIakoH ¢ refieM M IepeMelaTh B TeueHHe 1-2 MUHYT A0 oOpa3oBaHHUs
TOMOT@HHOHM HEeNMpo3pauyHOW Macchl OT OEJIOT0 ¢ JKEJITOBAThIM OTTEHKOM JI0 CBETIIO-
KOpUYHEBOTO IIBETA.

HpHFOTOBJ'ICHHC reJid OCYICCTBIIACTCA HEIMOCPEACTBCHHO B IPUCYTCTBHUH ITAlTUCHTA.

IloaroToBKa paHbI

O0mras 10 a/lb paH, Ha KOTOpbIe HAHOCUTCA Tpernapat HekcoBpun®, He fMoJkHA IpeBbIMATh 15

% ot OIIIIT.

OepMeHTaTHUBHAsT  HEKpAIKTOMHUsI — OoJle3HEHHasl TIpoleaypa, KoTopasi Tpelbyer
COOTBETCTBYIONIEH aHANbIe3WH W/WIH aHecTe3wd. OO0e300/MMBaHUE JTOMKHO TMPUMEHSITHCS
pH BceX O0JIe3HSHHBIX MAHUTTYJISIUSAX, BKITIOYAsi CMEHY TIOBSI30K, U JTOJIKHO OBITh HAYaTO HE
MeHee ueM 3a 15 MEHYT 70 HaHecenms npenapara Hexcobpu®.

Pana pomxHa OBITH TIIATEIBHO OUMINECHA, CISAYET YAAIUTh MOKPBHIMIKH BCEX OXKOTOBBIX
Iy3bIped WU JIeCKBAMHPOBAHHBIM SMHJIEPMHC B OOJACTH paHbl, NOCKOJIBKY OHHM OyAyT
M30JIMPOBaTh CTPYIL, HIPEITCTBOBATh Bo3/lelicTBuIo IpenapaTta Hekcobpua® U 3aTpyIHaTh
(bepMEHTATUBHYIO HEKPIKTOMHIO.

3a 2 u o HaHeceHHs mpemapata Hekcobpua® Ha paHeByl0 HOBEPXHOCTh HAHOCST

AHTUOAKTEPUAILHY IO MTOBSI3KY .
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CNEPTHOMY OTYETY

Ilepen  HaHecemmem  mpemapata  HekcoBpua®  Bce  HapyXHO  HpHUMeHsSeMBbIe
aHTHOAKTepUAIbHBIC CpeACTBA JIOJDKHBI ObITh  yaalieHbl. (OcCTaTOYHOE KOJUYECTBO
aHTUGAKTEPHATLHBIX CPEJCTB MOXKET CHHM3UTh AKTHBHOCTh Ipemapata Hekxcobpua® c
YMEHBIIIEHUEM B TIOCIISYIONMEeM ero 3 (HeKTHBHOCTH.

OO6yacTh BOKPYT paHbl, B KOTOpOH IUIAHUpPYETCs YAaJeHHE CTPYIMa, CIIYET OKPYKHUThH
KJICHKUM GaphepoM U3 CTepHUIIbHOM MapaduHOBOH Ma3H. Mashk HAHOCAT Ha KOXKY (C TOMOIIbIO
J03aTopa), OTCTYNHMB HECKOJIBKO CaHTUMETpoB oOT oOpabatsiBaeMod obmactu. Coroi
napaduHa He JIOJBKSH COTIPUKACATHLCS ¢ 0)KOTOBON MOBEPXHOCTHIO, UTOORI HE MPETISITCTBOBATH
IpsIMOMY KOHTAKTy CTpyIia ¢ mpenapatom Hekcobpun®.

YtoObl MPeJOTBPATUTH pa3ipakeHUE MOBPEIKACHHON KOXKHU B pe3yJIbTaTe HEXKEIATeITLHOTO
KOHTaKTa ¢ mpemnapaToMm HekcoBpua® u Bo3MOKHOE KPOBOTeUSHHE M3 PAHEBOTO JIOXKa, Ha
VU4aCTKH KOXKH CO CBEXKHUMHU paHAMU (HAIpUMEp, Pe3aHHBIMU paHAMH M paHAMHU IOCIE
XUPYPTUUECKOTO0 HCCEUEHHsI OJKOTOBOrO CTpyIa) CJIeyeT HAHECTH CTEPHIBHYIO JKUPHYIO
Mazhb WM TIOJIOKUTH IOBSI3KY C JKUPHOM Masblo (HApUMep, MapiieByIO IMOBSI3KY C
Ba3eJINHOM).

Ilepes HemocpeJCTBEHHBIM HaHeceHHMeM mpemapara HekcoBpua®, pama fopkHa GBITH

CMOYEHA CTepUWIBHBIM H30TOHHYeCKHM 0,9 % pacTBOpoM HaTpHsl XJIOpH/A.

Hanecenue npemnapara

CrnenyeT opocHTh 00J1aCTh paHbl cTepUIbHBIM 0,9 % pacTBOPOM HATPHUSA XJIOPH/IA, HE TTOTIaas
HA TPUMBIKAIONTY 10 00JIaCTh ¢ KICHKUM OaphepoM U3 CTEPWIbHOU MapaduHOBON Ma3H.

B Teuenue 15 MUHYT mOCiie CMEIIUBAHUS CBE)KCTIPUTOTOBJICHHBIM Tellb HAHOCUTCS CJIOEM
ToJMHOM oT 1,5 10 3 MM Ha pany.

Jlasiee Ha 0OpaboOTaHHYIO paHy HAKJIaJbIBAIOT OKKJIFO3HOHHYIO IICHOYHYIO OBSI3KY, KOTOpast
NpHKJICHBACTCS K HaHeCeHHOMY Oapbepy M3 Maszu. Ilpemapar Hekcobpua® nomxen
3aMOJIHUTh BCE MPOCTPAHCTBO MMOJ OKKIIIOBMOHHOW MOBSI3KOM, TMpH HAJIOKEHHU KOTOPOH
creqyeT wu3beraTh TOMATaHWS Bo3ayxa mmoja Hee. Jlerkoe HaJaBiIMBaHHE IO KpasiM
OKKJTFO3MOHHOW TIOBSI3KH TMO3BOJISIET YCHJIUTh KOHTAKT ¢ KJICHKHM OaphepoM M YIIYUIIHTH
pacnpeenenue npenapata Hekcobpua® mo o61acTy mpuMeHeHHSL.

CeepXy HaKJIAIBIBAIOT MATKYIO 00BEMHYIO PHIXIIYIO (PUKCHPYIONYIO TIOBSI3KY.

[Tops3ky ocTaBiIsAOT Ha 4 4.

YI[aJ'[eHI/Ie pceiiapara

VYnianeHue rejs mociae pacTBOPeHHS cTpyla — OoJie3HEHHas IpoIeypa, KoTopasi TpedyeT
COOTBETCTBYIONIEH aHAIBre3suu WMWiK aHecTesuu. C 1iesbio 06e300auBaHus 110100paHHBINA

TIpenapar cjielyeT BBECTH He MeHee 3a 15 MHHYT 10 yaaneHus npenapara Hexcobpun®.



COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 29.05.2023 N= 5969

(NOCNEACBATENBEHOCTL 0003)

e Cnycra 4 4 nociie HaHECSHHsI IIpenapaTa, OKKIIO3HOHHYIO OBSI3KY HEOOX0AUMO YIAJIUTH ©
coOmto/ieHneM TpeOOBaHUH aCeTITHKH.

e  Kielkuii cJIo¥ clleyeT yJaJIUTh ¢ IOMOINBIO CTEPUIbHBIX HHCTPYMEHTOB C 3aKpYTJICHHBIMHU
pabouuMU KOHITAMHU (HAIIpUMED, MIATEIb JUIS SI3bIKA).

e  PacTBOpeHHBIN CTPYI YIAJISIIOT IIPY IIOMOIIH CTEPHJILHBIX HHCTPYMEHTOB ¢ 3aKpYIJICHHBIMHU
pabouuMH KOHITAMH.

e Jlamee paHy oOpabaThIBalOT CHayajla CyXoW CTepHIJIbHOM Mapiel Wiu calipeTKoH, 3aTeMm
CTEepPWJIBHOW MapJyied Wiu caldeTKoW, CMOUSHHOW CTepWIbHBIM H3oToHMuUeckuM 0,9 %
pPacTBOPOM HATpHUs XJIOPHJA [0 IOSBJIEHHs PpO30BATOM IIOBEPXHOCTH € TOYEUYHBIMHU
KpOBOTeUCHHsAMH WM OestoBaTod TKaHHM. JlanpHe#mass oOpaGoTka HepacTBOPEHHBIX
YYacTKOB CTPYIIa BHIIIEOMUCAHHBIM CIIOCOOOM He TIPOBOIUTCSL.

e Ilocne yganeHus cTpylla Ha paHy HAaKJIa/IbIBAalOT aHTUOAKTEPHAJIbHYIO MTOBSI3KY B TeUCHHE 2-
X 4.

YX0J1 3a paHOM IOoCTIe VAAJISHHUS CTpyIIa

e Jlocme caHanmuu OOJACTH paHBl JUII BPEMEHHOTO WJIM IIOCTOSIHHOTO 3aKphITHS PpaHbI
PEKOMEH/IyeTCsl HCIOJIb30BaHUE OMOJOTHYECKUX IMOKPBITHH (KCEHOTPAHCIIAHTATOB) WJIH
JPYTUX  PAHEBBIX  TOKPHITHHM, oOecneuuBaromux  aHTHOAKTEpHANIbHBIA  dpdekT,
IPEISTCTBYIOMMX BBICHIXAaHHUIO PAHEBOTO JI0KA U 0Opa30BaHHIO IICEBIOCTPYIIA.

e HenocpeacTBeHHO nocine (pepMEHTATUBHON HEKPAIKTOMMHM JIO HAHECEHHUs IOCTOSIHHBIX WM
BPEMEHHBIX MMOKPHITUH HEOOXOJUMO HAHECTH BJIAXKHO-BBICHIXAIOMIYIO MTOBSI3KY.

e Jlo mpoBeAeHMs TPaHCIUIAHTAIIMM WJIU Iepe/l HaHeCeHUEeM BPEeMEHHBIX IOKPBITHH cieyeT
HIPOBOAUTH 00pabOTKY U OUHUCTKY paHEBOTO JIOJKA, HATIPUMED, MEXaHHUSCKUM CIIOcoO0M, [T
obecrnieueHUs B JaJIbHEUIIEM IIJIOTHOTO IPUJICTAHUS TIOKPBITHSL.

e  AYTOTpaHCIUIAHTALIMs JOJDKHA OCYIIECTBIIATHCS KAaK MOXKHO paHbIIe [OCIIe yIaJeHHs CTpyla
npu oxxorax Il i III crenenu. [Ipu riayOokux 03KOTaX ¢ YACTUUYHBIM MOBPEKACHUEM JISPMbI
0c0o0EHHO Ba)XKHO IPOBOJMTH AyTOJSPMOILIACTHUKY JUIsI BOCCTAHOBJICHMsI aHATOMHUUYECKOM
I[eJIOCTHOCTH KOXKHOTO IIOKPOBA.

Kaxapiit ¢uiakoH ¢ auopuiIn3aToM, TeJieBOH OCHOBOM WM IPUTOTOBJICHHBIM TejleM

MIpeAHa3HAUCH JJISI IPUMEHCHHS TOJIBKO Y OJJHOTO ITallUCHTA.

IToGounoe neiicTBHE

Peziome npogpuns 6ezonacrnocmu



COOTBETCTBYET 23KC
ot 29.05.2023

(MOCNEOCBATENBHOCTE 0003)

HauGonee uacTo pa3sBUBAIONIUMUCS HEXKETATSIbHBIMU PEAKIUSIMHU SIBJBIIOTCS TpaH3UTOpHAs
JIUXOPAJKa/TIOBBINNICHUE TeMIlepaTyphbl Tea ¥ 6oib B MecTe HaHeceHus (15,2 % u 4,0 %,
COOTBETCTBEHHO).

Peziome nexcenamebHulx peaxijuii

HP pacnpeneneHbl 1o CHCTEMHO-OPTaHHBIM KJlaccaM € YKa3aHMEM 4YacTOThl WX Pa3BHUTHA,
corjacHo pekoMmeHpanusmM BO3: ouensp wacto (=1/10), wacto (=1/100, HO <1/10), HeuacTo
(=1/1000, mo <1/100), pemko (=1/10000, mo <1/1000), owenr penxo (<1/10000), gactoTa
HEU3BECTHA (Ha OCHOBAHWH UMEIONITUXCS IAHHBIX OTICHUTH HEBO3MOIKHO).

YacTroTa TpE/ICTABICHHBIX HEKEJATSJIbHBIX pPeakIui OTHOCHTCS K TPHMEHSHHIO Tpernapara
Hekcobpua® y NalMeHTOB ¢ TepMuYecKMMH oxoramu II m III cremeHH ¢ IpHMeHeHHeM
aHAJIBTE3UH U AHTUOAKTEPHATIBHBIX TOBSI30K IOC/IEe HAHECEHMs IMpemapaTa B TeueHHe 4 4 ¢
HAJIOXKECHUEM OKKJIFO3MOHHOMN TOBSI3KH JUISI paclpesesieHus IpernapaTa 1mo o0JacTH OIKOTOBOH
paHbL

Hugpexyun u uneasuun

YacTo: HH(EKIUH paH

Hapyuienus co cmoponst UMMYHHOT CUCmeMbl

Yacro: ajulepruueckue peakiiuy, HalpuMep, KOJKHas ChINb®

YacroTa HE YCTAHOBJCHA: TSDKEJbIEe aJUIGPTHUSCKHE PEaKIUH, BKIIOYasl aHadUIaKTHUSCKHUE
peaknuu®

Hapyuienue co cmopoHsl cepoya

YacTo: TaAXUKApHS

Hapyuienus co cmopomst KOJICU 1 NOOKOICHBIX INKAHE

YacTo: paHeBbIe OCIOKHEHHUS

Obuue HapyuieHus U peakyui 6 Mecme 66e0eHUs

OueHb YacTo: JIMXOPa/IKa/TOBBIIIEHHE TeMIIePaTyphl TeJa

YacTo: GOJIb B MECTe HAHECEHHST

" CuM. mospasien «OIHCaHue OT/IeBHBIX HeKeJaTeIbHbIX PeaKITHI»

* oM. pazaen «Ocolbble yKazaHHsD

Onucanue omoetbHbuIX ueafceﬂameﬂbﬂbtxpeaxuuﬁ

JInxopaaka/moBLIIIEHHE TEMIIEPATYPhI Teja

HpH NMPpUMCHCHHUH aHTHGaKTepHaJIbeIX CpCACTB B 00JIaCTH 03KOTOBOH pPaHbl OO0 H TOCIIC

HaHeceHHs npemapara Hexcobpua® (M. pazgen «CrocoG npuMeHEHHS H JO3bI» ) JUXOPajKa I
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COOTBETCTBYET 2K
ot 29.05.2023 N= 9969

(NOCNEACBATENBEHOCTL 0003)

CNEPTHOMY OTYETY

MOBBINICHHE TEMIIEpATyphl TeJia Habmoqauch v 15,2 % nanueHToR, IPUMEHSIBIINX UCCIIeTyeMbIH
npenapat, uy 11,3 % nauueHToB IpyIIIbl CPAaBHEHUSI, MTOJIYYaBIIUX cTaHAapTHYIO Tepanuto (CT).
Ha panneli cTauu KJIMHUYSCKON pa3paboTKH aHTHOAKTepUasbHBIE CPEeICTBA HE MPUMEHSUIUCH,
IIPH HTOM JIUXOPaKa WK MOBBINICHUE TeMIIepaTyphl Tesia Habmoanuch y 35,1 % naiueHToB B
HcclielyeMou rpymne, Uy 8,6 % MaIueHTOR IPyIIbl CPaBHEHHUS.

BoJib B MecTe HaHECEHMSI

CoryacHO aHaJIM3Y JIAaHHBIX 110 KIMHUYECKUM HCCIISIOBAHUAM, B KOTOPBIX IIepe/] IPUMEHEHHEM
IpenapaTa y HAllHeHTOB ¢ OJKOTOBBIMH pPaHAMHU U IIPU CMEHE MOBSI30K MPOBOJUIACH AaHATIBIE3Us
(em. pazgen «Croco® MpUMEHEHHSI U J03bI»), 0 00U B MecTe HaHeceHUs coobmanu 4,0 %
HaIMeHTOB, Moydapmux npenapaT Hexcobpun®, u 3,8 % namuenTor B rpymme CT.

B paHHUX KIMHHYECKHMX HUCCJIIOBAHMSX aHAIBIe3Us MPOBOAWIACH O TpeOOBaHMIO IIAIIUEHTOB,
0oJib B MecTe BBeJeHUs HalOmoaatach y 23,4 % manueHToB B HCCIeayeMou rpymme u y 5,7 %
IAI[UEHTOB B IPYIIE CPAaBHEHUSI.

Hndekmmn pan

Ilpy mpuMeHeHMM aHTHOAKTepHAJIBHBIX CPEJACTB B OOJACTH OKOTOBOM paHBl J0 H IOCIe
HAHECeHMS] Y4acTOTa Pa3BUTUs paHEBBIX MH(pEKUUH cocTaBiisuia 5,4 % B rpynne NpUMEHEHUS
npenapata HexcoBpun® u 8,1 % B rpynme CT.

B paHHUX KIMHMYECKHX HCCIISIOBAHMAX, B KOTOPHIX He NPHMEHSUIMCh aHTHOAKTepUA/IbHBIE
Cpe/ICTBA, YACTOTA PaHeBBIX HHEKIUH cocTarisia 7,8 % B ucciemyemoit rpymie u 0 % B rpyrmime
CpPaBHEHHUSL.

PaneBbIe OCIOKHSHHUS

CornacHo aHa/IM3Y JAaHHBIX, BKItovyaronemy 300 nanueHToB, HOJIyYaBIINX JeUeHHE IIperapaToM
HeKconHz[®, u 195 manuentom, momydaBmux CT, coolmanock O pa3sBUTHU CJEIYIONIHUX
He)KeJIaTeJIbHBIX peakIui: paHeBble ocio)kHeHus1 (3 % u 1,5 %, COOTBETCTBEHHO), JIU3UC WIIH
OoTTOp)KeHHUE TpaHcIutanTara (3 % u 2,5 %, COOTBETCTBEHHO), paclleIuieHUe TKaHeH panbl (1 % B
obeunx rpymnmax), 5kxumMo3bl (0,7 % B HccaeyeMo Tpymme).

Taxukapaus

B xJIMHHYECKHX HCCIIEOBAHUAX Yy 2,7 % NallMeHTOB pa3BHUBaach TaXHKap/Hs, IO BpEeMEHHU
COBMajiaBmas ¢ MpUMeHeHHeM mpenapata HexcoBpun®. CieyeT yUUTHIBATE JPyTHe TIPHIHHEI
Pa3BUTHS TaXHKapAUU (HApUMeEp, TOMyUSeHHE OXKOTOBOH TpaBMbI, OOJIE3HEHHBIC METUITHHCKHE

IPOLIEAYPBL, TUIIEPTEPMUSL, 00S3BOXKUBAHUE).

Ilepemo3upoBka

Cumnmontot
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COOTBETCTBYET 2K
ot 29.05.2023 N= 9969

(NOCNEACBATENBEHOCTL 0003)

CNEPTHOMY OTYETY

Crydaep nepe03UpOBKH MPU MPUMEHEHUH TIpenapaTa HeKconm:[® JIO HACTOSIIIETrO BpEMEeHH He
BLISIBJICHO.

Heuenue

[Ipu moyto3peHun Ha MepeO3UPOBKY HEOOXOIUMO TIPOMBITH 00pabOTaHHBIH YIaCTOK MPOTOUYHOU

BOI[Oﬁ, IMMoKa3aHa CUMIITOMAaTHYCCKAas H ITIOJACPKUBAIOII A TSpaIln:.

BzaumoneiicTBHe ¢ IpYTUMH JIeKAPCTBEHHBIMH CpeIcTBAMH

He crnemyer cmemmBath npenapar HekcoBpua® ¢ ApyTHMH JleKapCTBEHHBIMH CpPEJICTBAMH, 3a
HUCKITIOUCHUEM VIOMSIHYTBIX B pazielie «Crmoco0 mpuMeHeHHS W J03bD», «MHCTpyKIUS IO
MIPUTOTORJICHHUIO TeJISD.

HccnemoBanust ieKapcTBEHHBIX B3aUMO/ICUCTBUN HE TIPOBO/THIHCE.

Ilpenapamet, enusoujie Ha KOAZYAAYUIO

CorylacHO JHUTEepaTypHBIM JIAHHBIM, MEpOpalibHOE MpPHUMEHEHHE OpOMETAaWHOB CIIOCOOCTBYET
CHUKCHHUIO arperaidd TpOMOOITUTOB, YpoBHSI (pUOpHHOTEHA W YMEPSHHOMY YBEJIHUCHHIO
AKTUBUPOBAHHOTO YACTHYHOTO TpomOoruiacTuHoBoro BpemeHH (AUTB) u mpoTpoMOHHOBOTO
BpeMeHH. JlaHHbIe UCCIIEJOBAHUM 71 Vifro U UCCIIeTOBAHUN HA JKUBOTHBIX CBU/IETEILCTBYIOT, UTO
GpOMeNlauHBl MOTYT BBI3bIBATh pa3BuTHe (QuOpHHOIM3a. IIpuMensarts npemapar Hekcobpun® ¢
IpernapaTaMy, BJIHSIONUMH Ha CBEPTHIBAIOMIYIO CHCTEMY KPOBH, CJIEIYeT € OCTOPOIKHOCTHIO,
TaKKe CJeyeT PerysipHO KOHTPOJHMPOBATH MapaMeTphl CBEPTHIBAHHS KPOBH (CM. paszfel
«OcoO0bIe yKazaHUS).

Cybcmpamor CYP2C8 u CYP2C9

Ilocie abcopbumu mpemapata Hekcobpua® GpoMenawHpl  SABIMIOTCS — HHTHOHTOpAMH
uzopepmeHToB I1urToxpoma P450, 2C8 (CYP2C8) um 2C9 (CYP2C9). BoamoxHOCTDH
B3aHMOJICHCTBHUST CIIeIyeT VUUTHIBATH IPH COBMECTHOM HAa3HAUCHHH C JIEKAPCTBEHHBIMHU
npenapaTtamu, spisomuMuca cyoctpatamu CYP2C8 (ammojgapoH, aMoJIMAXWH, XJIOPOXHH,
(daypacTaTHH, MAKIHTAKCEN, MHOTJHWTA30H, pEMAlJIMHUI, PpPOCUTINTAa30H, copadpeHud U
topacemun) u CYP2C9 (ubGynpoden, ToOyTaMu, TIHIH3HI, Jo3apTaH, eJeKOKCHO, BapdapuH
U (peHUTOUH).

AnmubaxkmepuansvHsie cpedcmed 01 HAPYHCHO20 APUMEHEHIA

HapyxHo npuMeHsieMble aHTHOAKTEpHAJIbHBIEC Cpe/ICTBA (HAlpUMep, CyIb(daauasul cepedpa win
IOBMIOH-HO/T) MOIyT CHUKATh >(dexTuBHOCTS Npenapata Hexcobpua® (em. pazaen «Croco6
TIPUMEHEHHUS U JTO3BI»).

Dmopypayut u UHKPUCUH
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COOTBETCTBYET 2KCNEPTHOMY OTUYETY
NE N272 Me G

oT 29.05.2023 N2

(MOCNENOBATENLHOCTS 0003)

BpoMenaunsl MOTyT yCcHIMBaTh JeHcTBHs (Qropypanmia ©  BHUHKpucTHHA. Crexyer
KOHTPOJUPOBATh MIPU3HAKH MOBHIIECHHUS TOKCHYHOCTH TIPETIApaTOB Y MAIIUEHTOB.

Huzubumoper AILD

Bpomenannsl MOTYT YCHUJIUBATh TUIIOTeH3UBHBIN s dexT UHTUOUTOPOB
aHTHOTeH3MHNpeBpamatomero ¢epmenta (AIID), 4To NpPHUBOAMT K 3HAUMTEBHO OoJee
BBIDA)KEHHOMY CHHJKCHHIO apTepHajbHOTO JaBieHust (AJl) 1o CpaBHEHHUIO ¢ OKHIAeMBIM.
Crienyet KoHTpoupoBath AJl y HaliMeHTOB, MPUHAMAIOMUX HHTHOHTOpBI AITO.
Benzoouasenunst, bapoumypamest, onuoudHsvle AHAIb2EMUKY U AHMILOENPECCAHMbI
BpoMenanHbl MOTYT YCHJIHBATh COHJIMBOCTh, BBI3BAHHYIO HEKOTOPBIMH JICKApCTBEHHBIMHU
npenapataMu  (Haopumep, OeH30[Ha3elMHbBL, OapOUTYpaThl, ONMOM/HBIE AHAIBISTUKH,

aHTHI[ereCC&HTBI), qTo H606XOZ[I’IMO YUHUTBIBATH IIPH HA3HAYCHHUHU JaHHBIX IIPCIIapaToB.

Oco0ble ykazaHusa

Ilpocnesxcusaemocmeo

JUts1 yoydnieHUs IpOoCIeKUBAeMOCTH IPUMEHEHHUsI OO0 MUeCKUX JISKAapCTBEHHBIX IIPErapaToB
B MEIUIIMHCKOW JIOKYMEHTAIIMH TAIMEHTa CJeyeT YKa3blBaThb TOPrOBO€ HAMMEHOBAHHE
IpernapaTa iU HOMEp CepHH.

Peaxyuu zunepuyecmeumenbHocmu

Kak u Jpyrue mpemapaThl OellkoBoM Ipupoasl, npemapar HekcoBpua® o6mamaer
CEHCUOMIUBHUPYIONTUM MOTSHITHATIOM.

Coo0manock 0 pa3sBUTHHU TSDKEJBIX AJUICPTHUSCKUX PeaKIUi, B T.4. aHAQWIAKTUUSCKUX peaKIui
(KOTOpBIE POSIBISLIACH KOXKHOM CBHITIBIO, SPUTEMOH, apTepHATIbHON TMIIOTCH3UEH, TaXUKapue ),
y HAIIMEeHTOB TI0C/Ie HeKpaKToMuH npenapatoM HexcoBpua® (em. paszen «IloGounoe qeHcTBHE ).
Cesi3b ONMCAHHBIX CJIyYacB ¢ IpHMeHeHHMeM mpemapata HekcoBpua® Bo3MoxHa, 0jHAKO
aHa(pUIAKTHYESCKUE PEAKIIUU MOTJIA ObITh BHI3BAHBI IPUMEHEHUEM OTTHOU/THBIX aHAJILI'€THKOB.
UmeroTcsi nmuTepaTypHble JIaHHBIE O pPAa3BUTHH AJUICPTHUSCKUX pEaKIUi MpU CIydalHOM
BJbIXaHUU YacTHUI| JHominzara (BKIouasi aHaQUIAKTHUSCKHE PEaKIMH U JAPYTHE pPeaKI[uH
THUIIEPUYBCTBUTEILHOCTH  HEMEJUICHHOTO  THIIA, nposiBsifomuecss — OpOHXOCTAa3MOM,
AHTUOHEBPOTHUSCKUM OTEKOM, KPAIIUBHUIICH, peaKkIUsAMU CO CTOPOHBI JKEIYJOUHO-KUIIESUHOTO
TpaKTa H CIM3MUCTHIX 0600ueK). [IpH olleHKe UMcIia B3ReNIeHHBIX YacTHI] Ipenapara HexcoBpua®
B BO3JyXe IpU CMENIMBAHUU JHO(UIN3aTA U TeJIeBOM OCHOBBI He OBLIO BBIABJICHO pHCKA
BO3JICUCTBUS HA METUITUHCKUX paOOTHUKOB.

Takske coo0Imaioch 0 pa3BUTHH PEAKIUH THIICPUYBCTBUTEILHOCTH 3aME/UICHHOTO THIIA (XeHUITUT)

MMocCJIC MJIUTCIIBHOTO YPCCKOMHOTO BO3JICUCTBUSI (HpOMBIBaHHe IIOJIOCTH pTa), a TaKXKE O
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COOTBETCTBYET 2K
ot 29.05.2023 N= 9969

(NOCNEACBATENBEHOCTL 0003)

CNEPTHOMY OTYETY

[IOJTO3PEHUH Ha CeHCHOMIM3AIIUIO [IPH NIePOPAILHOM BO3/ISUCTBUH M NIPU MOBTOPHOM B/IIXaHUHU
MEAUIMHCKUMHU pabOTHUKAMHU.

ITepen npuMeHeHUEM Mpenapara cjieyeT YTOUHUTh AJUIeProJIoTHUeCKU aHaMHe3 MallueHTa (CM.
paznein! «IIpoTuBonokazanusi» U «CriocoG IpUMEHEHHUS U JJO3bD»).

Bo3zoeiicmeue na xoxcy

B ciyuae momajaHusi JUOQUIM3ATa HA KOXKY COOTBETCTBYIOIMIME YYACTKH CJIEyeT MPOMBIThH
OOWJIBHBIM KOJIMYECTBOM BOJIbI JUII CHHIKCHMS pPHUCKAa CEHCHUOWIM3AIMU KOXKH (CM. pasjel
«Cr1ocob mpuUMEHEHHSI U JJO3BD» ).

Ilepexpecmnasn uyecmeumensHocmo

B MeaunuHCKOM JuTepaType HMMEIOTCA CBEJACHHA O IIEPEKPECTHOHM PpEaKIHH MexXay
OpoMeaMHaMH M [AaMHOM, a Takke NPOTEeMHAMHU JaTekca (U3BeCTHbIM Kak (pykToBO-
JIATEKCHBIM CUH/POM), ITYEJIMHBIM S70M, IIBUIBIIOH OJINBKOBOTO JIEPEBA.

3awuma opzana 3penus

ITpu npUTOTOBJICHUM U NPUMEHEHUH TeJis clie/lyeT u3beraTh ero nomajaHus B riaza. Eciau mpu
JICYEHHUH OXKOTOB JIMIIA CYIIECTBYeT PHCK IIOIAJaHHs B IJla3a, HX CIeAyeT CMa3aTh >KUPHOH
[JIA3HOH Ma3bhl0 U HAJOKUTh KJISHKHH Oaphep M3 CTepWIbHOM mHapaUHOBOM Ma3H, 4YTOOBI
H30JIUPOBATh M 3aKpPbITH IJ1a3a OKKJIFO3HOHHON IUICHOYHOH IOBSI3KOH.

B ciyyae nmomagaHus B 1J1a3a OHH JJOJDKHBI OBITH TIATEJIBHO MPOMBITHI OOMIBHBIM KOJIHUECTBOM
BOJIBI B TeUeHHUE HEe MeHee 15 MuHyT. IlanueHT To/DKeH POUTH obcieloBaHne Y 0TaIbMOJIora
JI0 HayaJla JISYSHHS U MOCJIe NIPOBECHUS HEKPIKTOMHUH.

Ilpedoomepawernue ocnoxcnenuit pan

IIpu nmpumeHeHUN Ipenapara HEOOXOJUMO coOJI0JaTh OOI[Me MpaBHJIa YXO[a 3a 0)KOTOBBIMHU
paHaMH, KOTOpbIe BKJIIOUAIOT B ceOs HAJOXKEHHE COOTBETCTBYIOMIMX IOBSI30K (CM. pazjeln
«Croco0 mpUMeHESHHSI B JTO3hD» ).

IIpu mpoBeleHHH KIMHHYECKMX HCclefoBaHui npenapata Hekcobpua® HeKOTOphIe 0KOTOBBIS
paHbl 3aKHUBATU IIyTeM OSIUTEJU3AIMU W3 COXPAHUBIIUXCS JEPUBATOB KOXKHU. B HEKOTOpBIX
cilydasx HaOI10/1a10ch OTKJIOHEHHE IIPOoIiecca 3asKUBJICHUS PaHbl OT HOPMBI, YTO IIPUBEJIO K GoJiee
IIO3HEMY 3aKpPBITHIO PaHbBl IIyTeM AayTOAESPMOIUIACTHKH, KOTOPOE MOXKET IIOBBIIIATH PHCK
pa3BUTHSL paHeBbIX ociioxkHeHWH. [lpm osxorax II wm III cremeHu, KoTOpble HE 3aKHBAIOT
CaMOCTOSITEJIbHO, OCOOCHHO BAKHO NPOBOJAMUTH ayTOJASPMOIUIACTUKY B MAaKCHMaJbHO KOPOTKHE
CPOKH IIOCJIe HEKpAKTOMHH (cM. pazfen «®apmakoauHamuka»). Ilpu riaybGokux oxkorax ¢
YaCTUYHBIM TOBPEIKACHUEM JIepMbI OCOOEHHO Ba)XHO IIPOBOJUTH AyTOASPMOIUIACTHUKY
HEIIOCPEICTBEHHO IOCIe HEKpAIKTOMHH (cM. pazjensl «Croco0 NpUMEHEHUS W JI03BI» H

«IToGounoe meficTBHEY ).
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COOTBETCTBYET 2K
ot 29.05.2023 N= 9969

(NOCNEACBATENBEHOCTL 0003)

CNEPTHOMY OTYETY

ITocne caHanmmuu oONACTH paHbBl JUII BPEMEHHOTO WM IIOCTOSIHHOTO 3aKpBITHA paHbI
PEKOMEH/IyeTCsI HCTIOIB30BAHUE ayTOAePMOTPAHCIUIAHTATOB, KCEHOTPAHCIUIAHTATOB WJIH JIPYTUX
IIOKPBITUH, 0oOecleunBalomMX aHTHOAKTEpHUAIBbHBIN >((eKT, NpensATCTBYIOMHUX BBICHBIXaHUIO
paHeBOTo JIoXkKa U 00pazoBaHMIO IICeBI0CTpyHa. [lo IpoBeeHHs ayTOIepMOTPAaHCIUIAHTAIIUH WIIH
nepe/l HaHeCeHUEM BPEeMEHHbIX IIOKPBITUH CllefyeT MPOBOJUTH 0OpabOTKY U OUUCTKY PAHEBOTO
JI0Ka, HAOpHUMep, MEXaHHYeCKMM CcrocoOoM, Ul obecledeHus B JlajdbHEHIIEM ILIOTHOTO
IIpHJIETaHHSI IOKPBITUH.
Koazynonamus
B nayuHO# jMTepaType UMEIOTCS CBEJACHUS O CIIydasiX CHH)KGHHs arperalyi TpoMOOLUTOB U
cojepxkaHusi GUOpHHOTeHa B IUIa3Me KpOBH, He3HauuTesbHOro ypequueHuss AUTB u
IpOTPOMOMHOBOTO BPEMEHH, KOTOpble MOIYT OBITh CBs3aHBI € IEPOPAIBHBIM IIPUEMOM
OpomeranHoB. JlaHHBIC HCCIIEOBAHUY i Vifro U UCCIIeJ0BAHUHN Ha JKUBOTHBIX CBU/IETE/ILCTBYIOT,
9T0 OpoMeSIauHbI MOTYT BBI3bIBATH pa3BUTHE GUOPHHOIMRA. B X016 KIMHUUSCKUX HCCIIeOBAHUN
npenapata He ObUIO BBISIBJICHO MPHU3HAKOB YCHJICHMSI CKJIOHHOCTH K KPOBOTEUEHHSIM WU
KPOBOTEUSHHH B 00JIACTH HEKPIKTOMHH.
IIpemapar Hekcobpua® He cieflyeT NpHMEHSTH Y TANHMEHTOR ¢ HEKOHTPOJHPYEMBIMH
HapyIIeHUSMH CBepThbIBaeMOCTH KpoBH. lIpemapaT cienyeTr NpHMEHSTH ¢ OCTOPOKHOCTBIO Y
[AIUEHTOB, IPUHUMAIOIIMX AHTUKOATYJISIHTBI WJIM JpYTHe JIeKapCTBEHHbIE IIpelapatsl,
BIIMSIIONIME HAa CBEPTHIBAHME KPOBH, Y IAIUSHTOB ¢ HU3KUM KOJHMYECTBOM TPOMOOILUTOB WJIH C
HOBBIMEHHBIM PHUCKOM KPOBOTCUEHHH, BBI3BAHHBIM COIMYTCTBYIONUMH 3a00JIeBAaHHSIMHU,
HaIIpHMep, s13Ba JKEJIy/IKa, CEIICHUC.
IIpu npuMeHennn npenapara HekcoBpua® ciielyeT KOHTPOJIMPOBATh MAapaMeTphbl CBEPTHIBAHHUS
KpPOBH H IIPU3HAKH PA3BUTHUS KPOBOTSUESHHH.
Knunuueckuit MmoHumopunz
ITomumoO npoBeeHUS CTAaHIAPTHOTO MOHUTOPUHTA COCTOSIHUS MAI[USHTA ¢ 0)KOraMH (HaIlpuMep,
JKU3HeHHbIe nokazatenu, OIK, pogHo-35eKTponuTHBIN GallaHe, oOMUN aHau3 KPOBU, YPOBEHD
albOyMHHA B KpPOBH, AaKTUBHOCTh II€USHOUHBIX (epMEHTOB), NpH NPHUMEHEHHH IIperaparta
HekcoBpua® y HalueHTOR clie/lyeT OeHHBATh CJIEIYIONIHE MapaMeTphl:

e IIOBBIIICHHE TEMIIEPATYPHI TeJIa

e [IPU3HAKY JIOKAIBHBIX U T€HEPAIM30BaHHbIX BOCTIAJICHUH U UH(DEKIUH

® COCTOSIHHSL, KOTOpBIE MOTYT ObITh BBI3BaHBI WJIM YCYI'yOJICHBI BBEJCHHEM aHAJIBICTUKOB

(HampuMep, TacTpAKTa3Wisi, TONIHOTA, PHCK BHE3AllHOM pBOTHL, 3alop) WA
aHTHOAKTePUAIBHBIX CPEJICTB (HAIIpUMED, THapes)

¢ [IpHU3HAKH JIOKAJIBHBIX U I'CHEPAJIN30BAHHBIX AJUICPTHYCCKHUX peaKL{I’Iﬁ

15



COOTBETCTBYET 23KC
ot 29.05.2023

(MOCNEOCBATENBHOCTE 0003)

¢ BO3MOKHOC BJIMAHUC Ha IEMOCTa3

BmisiHue Ha CIOCOOHOCTH YIIPABJIATH TPAHCIIOPTHHIMH CpeACcTBAMM, MeXaHH3MaMH

JlaHHBIe TIO BJMSHHIO TpPUMeHeHMs mpemapata HekcoBpua® Ha CIocoGHOCTH YHPaBJIATH
aBTOMOOMJIEM M JPYTUMH MeXaHU3MaMH OTCYTCTBYIOT. CiietyeT coOIIoAaTh 0CTOPOKHOCTD MIPH
VIPaBJICHUU aBTOTPAHCIIOPTOM H 3aHATUAX JIPYTHMHM IIOTCHIHAJIbHO OINACHBIMH BHJAAMHU

JACATCIIPHOCTH.

Popma BbIIYCKA

JImodunuzat i MPUTOTOBJICHHUS TeJIsl JJIs1 HAPYKHOTO NIPUMEHEHHUSL.

ITo 5 r nmuodummsara Bo (prakoH OSCI[BETHOTO HEHTpaIbHOTO CTekjia Thma II, YKYMOpeHHBIH
PE3HHOBOM OpOoMOYTHIIOBOH TIPOOKOH M 0OKATHIN ATFOMUHHUEBBIM KOJITIAUKOM.

ITo 50 r remepoli OocHOBBI BO (uiakoH W3 OeClBEeTHOTO OOPOCHJIMKATHOTO CTeKJIa THma I,
VKYIOpPSHHBIH pe3UHOBOH OpoMOYTHIIOBOH TpoOKOW M TepMETHYHO 3aBHHUYHUBAONISHCS
IIPONIWICHOBOM KPBIMIKOH ¢ KOHTPOJIEM II€PBOTO BCKPBITHSL.

ITo 1 ¢pnakony ¢ arMOUINZATOM JJISI IPUTOTOBJICHHUS TeJIsl U1l HApYXKHOTO NMPUMEHEHHUs U 1o 1
(pI1aKoHy € reJIeBOM OCHOBOM BMECTe ¢ HHCTPYKIUESH 110 MEAUITUHCKOMY IIPUMEHEHUIO IIOMEIA0T

B KAPTOHHYIO MAUKYy.

Y ciioBus XpaHeHusn

Xpanuts npu temneparype ot 2 °C go 8 °C. He 3amMopaxuBaTh.

XpaHUTh B OPHTHHAIBHOHN YIIAKOBKE UL 3aIMTHI OT CBETA.

JL1s1 reieBoM OCHOBBI JIOTIOJIHUTEIBHO: XPAaHUTh B BEPTHKAJILHOM IIOJIOKEHHH.

XPpaHHUTh B HETOCTYITHOM JIJISI JISTSH MecTe.

Cpoxk rogHoct
3 rona.
Cpok XpaHeHUS IPUTOTOBJICHHOTO TeJIsl — He Oosiee 15 MUHYT.

He ncnonp30BaTh Nocie HCTSUCHHS CpPOKa roJHOCTH.

YceaoBus OTIIYCKA

OTIycKaroT IO pelenTy.

JepxaTe s (Bajgesiel]) perucTPAlMOHHOT O Y I0CTOBEPeHUS
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COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 29.05.2023 N= 93969

(NOCNEACBATENBEHOCTL 0003)

[Mpeninapus
I'enda Meauka C.A.

5 IlImen aro ITapunbon, 1218 I'pan-Cakonne.

IIpomzBoauTe H

Wzpauns

MemuByuna JIta.

42 yn. XaiiapkoH, SIBue 8122745.

OpraHusaius, NPUHUMAOIIAS MPeTeH3HH OT TMOTPedUuTe el
Poccuiickasa Oeneparnus

000 «Menmumunckas Uccnenoparennckast Kommanust « MUK»
117246, Mocksa, Hayunbrit mpoesn, qom 8, crp. 1, sTaxk 2, oduc 207.
Tem.: +7 (499) 959-87-07.

Qaxc.: +7 (499) 959-87-57.

Tenedon ropsiueit munuun: 8 (800) 234-02-14.
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