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OBIIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOT O HHPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

Tobpamunma ®apmacunres, 300 Mr, pacTBOp I UHTAJISAIUH.

2. KAUECTBEHHBIN U KOJIUYECTBEHHBIN COCTAB

JleiicTBy1o111ee BEIECTBO: TOOPAMHUIIHH.
Kaxnp1if M1 pacTBOpa 7151 HHTAJISLUI CONEPKUT 75 MI' TOOpaMUIIMHA.
Kaxnprit pnakon o6bemom 4 mit cogepxkut 300 Mr ToOpaMuITiHA.

[Tonublii MepeyeHsb BCIIOMOTaTeIbHbIX BEILIECTB MPUBEIEH B pasaene 6.1.

3. JEKAPCTBEHHAS ®OPMA

PacTtBop miis uHransuui.

[Tpo3paunblii OECIIBETHBIN WIIH CIIETKa KEITOBATHINA PAaCTBOP.

4. KIMHUYECKUE JAHHBIE
4.1. Iloxka3zaHus K NPUMEHEHUIO

[Tpenapat ToOpamuiimy PapMacuHTe3 OKa3aH K MPUMEHEHUIO Y B3POCIIBIX U JIeTell B BO3pacTe oT 6
n0 18 mer ana MpOMOKUTENBHOTO JICYCHHMS XPOHHYECKOW JIETOYHOM HWH(EKIMH, BBI3BAHHOMN
Pseudomonas aeruginosa, y nalfu€HTOB ¢ MyKOBHCIIHIO30M.

4.2. Pe:kxum 103MpPOBaHUA U CIIOCOO MPUMEHEeHM s
[Ipenapat ToOpamunya @apMacuHTe3 NpeAHa3HAUEH TONBKO JJI HMHTATSIMOHHOTO TPUMEHEHHUS Y

B3pOCJIbIX U AeTel cTapuie 6 jiet! BBoauTh nmpenapaT napeHTepaibHO HENb3S.

Jleuenue npenapatom Tob6pamunina dapmacuHTes3 AOHKHO MPOBOIUTHCS BPAuOM, UMEIOIIUM OIIBIT
JICUYCHUS MAIMEHTOB ¢ MyKOBUCITUI030M, i B COOTBETCTBUHU C OPHUIIHATEHBIMA PEKOMEHIAIIUSMU IO
MPUMEHEHUIO aHTHOAKTEpHUaIbHBIX MPENapaToB.

PexxuM no3upoBaHusa

Pexomenoyemasn 0osza ons 63pocavix u oemeii cmapuie 6 iem

HeOymnaiizeprast uHrasmus B3pocibiM u aeTssM — o 300 Mr (comepkumoe OJHOTO (hakoHa) /Ba
pa3a B CyTKM B TedeHUe 28 [HEH, HEe3aBUCMMO OT MAacChl Teja mnanueHTta. MHTepBan Mexay
WMHTASUSIMHU TIpenapara J0hKeH ObITh okonio 12 gacoB. [locie mpoBeneHus 28-THEBHOTO Kypca
nedeHus: mpenaparoM ToOpamumuH PapMacwHTE3 TMOCICAYIOMNUNA TepephlB B IPUMEHEHUU
npernapara J0JDKeH cocTaBisATh 28 nHeil. Cremyer cTporo coOJrofaTh BbIMICYKAa3aHHBIM pPeXUM
JIeYEHHUsI, 4depenys 28-IHEBHbIE KypChl AKTMBHOW Tepanmvuu C MOCIEAYIOIIUMH 28-THEBHBIMHU
nepepbIBaMu (OUH LUK JIeueHus: 28 nHe geueHus u 28 nHei 6e3 eyeHus).

Tepamnusga TOOpaMUIIMHOM JOJKHA MPOJOJKATHCA IUKIAMH B TE€YEHHE TOTO BPEMEHH, KOrja IO
MHEHHUIO Bpaya MalUEHT I[0JIy4aeT KIMHUYECKYI0 IOJIb3y OT BKJIIOYECHHUS TOOpaMHUIIMHA B
CTaHJIAPTHBIN pexuM JeueHus. [Ipu yxyaueHuu jerogyHo (yHKIUH, HEOOXOJUMO PAcCMOTPETh
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aeruginosa.

Oco0Oble T'PYIITBI ITAITUMEHTOB

Jluya noscunoeo 6o3pacma (= 65 nem)

ToOpaMumyH ciieyeT NpUMEHSATh ¢ OCTOPOXKHOCTBIO Y TAIIEHTOB CTapIIel BO3PACTHOW TPYIIIBI,
TaK KaK y HUX MOKET OBITh CHIDKEHA (DYHKIMS MoueK (cM. pasaen 4.4).

Hauueﬂmw C NOYEeYHOoU HedOCMamo4HoOCHbIO

ToOpamunuH cieqyeT NPUMEHSTh C OCTOPOKHOCTBIO y MALMEHTOB C YCTAaHOBJICHHBIMU WU
MpearoyiaraeMbIMU HapylmeHus MU (QYHKIUM To4yek. B cioyuyae pa3BuTus HE(POTOKCHUYECKOTO
neiictBusi mpueM mpenapara ToOpamunmn dapmacuHTe3 CileayeT MPEKpaTUTh 10 TeX IOp, MOKa
CBIBOPOTOYHAsI KOHIICHTPAIIUS TOOpaMHITMHA HE CTAHET HIDKE 2 MKI/MII (CM. pasnen 4.4).

Hab}ueHMbl C NeYeHOYHOU HeOOCMAmoO4HOCMbIO

OddexkTuBHOCT, U 0€30MacHOCTh MPUMEHEHUS TOOpaMUIIMHA Yy TAIMEHTOB C HaPYIICHUSIMH
(byHKIMK nIeYeHH He u3yvyanuchk. OHaKo TOOPaMUIIMH HE METa00IM3UPYeTCs epMEHTaMU TIEUCHH,
CIIEIOBATENIFHO, U3MEHEHHSI CHCTEMHON OMOJIOCTYITHOCTH IIpenapara y MalueHTOB C MeYeHOYHON
HE/I0CTaTOYHOCTHIO MaJIOBEPOSTHBI.

Hauueﬂmbz nocie mparncniarmayuu

D¢ dhexkTuBHOCTH U 6€30MACHOCTh NPUMEHEHUS TOOpAMHUIIMHA Y MAIIUEHTOB T0CJIe TPAHCIUIAHTAIUN
HE N3yYaJIUCh.

Macca mena

Jlo3a mpemapara He 3aBHCHT OT MacChl Tela. Bce MammeHThl JODKHBI NMPUHUMATh HWHTAISALUH
cogepxxumoro (rmakona npenapara ToOpamunun ®Papmacunres (300 mr ToOpamunaa) 2 pasa B
CYTKH.

CTHU

be3onacuocth u 3¢ dexTuBHOCTS ToOpamuima @apmacunTe3 y AeTeil B Bo3pacte ot 0 10 6 et He
YCTaHOBJIEHBI. JJaHHBIE OTCYTCTBYIOT.

Cnoco0 mpuMeHeHus

MuransnunonHo.

Copepxumoe OAHOrO (pakoHAa HUCHONB3YIOT OAHOKpaTHO. MDIakoH cleAyeT OTKpbIBaTh
HETOCPEICTBEHHO MEpe]] MCII0JIb30BAaHUEM.

Maxcumanvuas neperHocumasd CymouHas 0o3a

MaxkcuMarnbpHas TEpeHOCHMMas CYTOYHAas J03a TOOpaMHUIIMHA JO HACTOSIIET0 BPEMEHH HE
yCTaHOBJICHA.

Vxazanus no npasujibHoOMY UCnOJ1b3068ARUIO

Conepxxumoe omnoro (makona (300 mr), mepenuroe B HeOyai3ep, BBOJUTCS MTyTEM HMHTAIAINH B
TEYCHHE MPUOIM3UTENHHO 15 MUH ¢ mOMOIIbI0 HeOynai3epa IJii MHOTOKPATHOTO HCIIOTh30BAHUS
PARI LC PLUS, ocnamennoro kommnpeccopom PARI TURBO BOY (ckopocTs 10CTaBKH mpernapara
6,2 MIr/MHH, TIOJHasl AOCTaBKa mpenapara 92,8 Mr, Macc-MeIMaHHbIN a3pOAMHAMUYECKUN AUAMETP
gacTuIl adposoiist: Dio 0,65 mxm, D50 3,15 mxMm, D90 8,99 mxm) nnn nHeOymnaiizepa PARI LC SPRINT,
ocHaieHHoro kommnpeccopom PARI BOY Sx (ckopocTh nocTaBku mpemnapara 6,7 Mr/MHH, TOJTHAs
JocTaBKa mpenapara 99,8 mr, Mmacc-MeTMaHHBIA a3POIMHAMUYECKHUI THaMeTp YacTull adpo3odist: Dio
0,70 mxm, D50 3,36 mxm, D90 9,41 mxm).
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MIPOU3BOIUTEINS HeOyaii3epa u KoMmpeccopa.

[TanenT Bapixaer npenapat ToOpamunny @apMacuHTE3 MOCPEACTBOM UHTASLINN Yepe3 MyHALITYK
HeOynaiizepa B MOJOXKEHUU CHIS WM CTOs. Vcmoib3oBaHME 3a)KMMa Ha HOC MOXKET MOMOYb
NAlMeHTy AblaTh yepe3 poT. Ilpum mpueme ToOpaMUIMHA Ba)KHO, YTOOBI MAIMEHT IMPOIOJIKAI
npoBeieHue (U3MOTEepanuu OpraHoB TIpyAHoi kierku. Ilo Mepe HE0OXOIMMOCTH MOTYT
IIPUMEHATBCSI COOTBETCTBYIOLME OpOHXOAMIATaTOphl. EC/IN ManueHTsl NOoTy4aoT OJHOBPEMEHHO
HECKOJIBKO IPENapaToB 10 TEPAluy OPraHOB JIbIXaHUs, PEKOMEHAYETCS IIPUMEHSATD UX B CIIELYIOIIEM
nopsiike: OpoHXoAWIaTaTop, (U3MOTEpanus OPraHOB IPYJHOM KIETKH, WHBIE JIEKAPCTBEHHBIE
Ipernaparsl, IPUMEHsIeMbIe TOCPEICTBOM MHranauuid 1 ToOpamuiima @apmacunres.

4.3. IIpoTuBONOKA3AHUSA

['unepyyBCTBUTENBHOCTE K TOOPAMUIMHY, JIPYT'MM aMHHOIJMKO3MIAaM WM K J00oMy U3
BCIIOMOTATENIbHBIX BEUIECTB, IEPEUNCIICHHBIX B pasaene 6.1.

4.4. OcoOble yka3aHHus ¥ Mepbl PeI0CTOPOKHOCTH NPH PUMEHeHUH

O01Me npeayIIpexICHUs

ToOpamunuH cieayeT NPUMEHSTh C OCTOPOKHOCTBIO y MALMEHTOB C YCTAaHOBJICHHBIMU WU
MpeIoiaraeMbIMU HapyLIeHUSIMH (YHKIIMH TOYEK, CIyXOBOTO W/WIM BECTHOYJIAPHOrO ammaparta,
HapyUIEHUSIMU HEPBHO-MBIILIEYHON NIEPEJAUH, a TAKXKE C CUIIBHBIM aKTUBHBIM KPOBOXapKaHbEM.

Crnemyer TIIATENTFHO KOHTPOJIHPOBATH (YHKIMIO IMOYEK W YEPEIHBIX HEPBOB (BOCHMas mapa
YCPCIMHO-MO3I0OBBIX HepBOB) Yy HNanuceHTOB C€ YCTAHOBJICHHBIMU WM HOPCANIOJIaracMbIMH
HapyIIeHUSIMH (YHKIIAU TTOYEK, a TAK)KE Y TEX MallUEHTOB, Ybsl (DYHKIHS MTOYEK W3HAYAIBHO ObLIa
HOpPMAaJIbHOW, HO BO BpeMs JICYEHHUS y HHUX MOSBWIMCH NMPH3HAKK HAapyUIeHHUs (DYHKIUH TOYEK.
[ToaTBepkneHne yxynamieHus (QYHKIUKA TO0YeK, (YHKIUH BeCTUOYJISIpHOTO TMpenapara H/Win
CHIDKEHHE ClIyXa TpeOyeT OTMEHBI IIpernapaTa Uil KOPPEKIUH J1035I.

KonuenTpanuio TodpaMuIiiiHa B CBIBOPOTKE KPOBH CIIEAYET ONPEAEIATh TOJIbKO B KPOBH, B3STOU U3
BEHBI, a HE B KPOBH, B3STOW U3 MaJbIa. ITO CBA3AHO C TEM, YTO OBLJIO YCTAHOBJICHO, YTO MOMAJaHHE
Ha KOXY IajbleB MpernapaTa Ipu MOAroTOBKE U MPOBEICHUH MHTAJISIMK C TIOMOIIbIO HeOyaiizepa
MOXET MPHUBECTH K JIOKHOMY YBEJIMUYEHUIO TOKa3aTelied MpU OINpPEeACNICHUH KOHIEHTPALUU
TOOpaMUIIMHA B KPOBH, TaK KaK MBIThE PYK Me€pe]l MPOBEACHUEM B3SATHS KPOBH HE MOKET MOJTHOCTHIO
YAATUTh TOMABIINI HA MATBIBl TOOPAMHUIIKH.

Bponxocnazm

[Tpyu MHTANAIMOHHOM BBEJCHUH JICKAPCTBEHHBIX MPEMapaTOB MOKET pa3BUBATHCS OPOHXOCIA3M, O
BO3HHUKHOBEHHH KOTOPOTO COOOIIAJIOCh Tak)Ke W MpHU HeOyJal3epHONW WHTAISINH TOOpaMHUIIMHA.
HeOynaiizepnas wuHranmsmus mepBoi 103wl mpemapara ToOpamunma PapMacuHTE3 TOJDKHA
MIPOBOAMTHCS O] KOHTPOJIEM Bpaya U ¢ BBEICHHEM OPOHXO0IMJIaTaTOpa 10 MHTATSIUU TOOpaMUIIMHA
B TOM Clly4ae, eCJIi MpUMeHEHNe OPOHXO0IUIIATaTOPa yKE BXOJAMIIO B CXeMY JieueHHs naruenTa. o
U mocie HeOymai3epHol MHTanuu npenapara ToOpamuniua dapMacuHTe3 ClIeAyeT ONPEaesITh
00BeM popcupoBaHHOTO BBIIOXA 32 TIepBYIO cekyHAY (ODB1). Ecnu pa3zButue 6ponxocmasma mocie
UHTQIAUMK TOOpaMuIlMHA HaOJI0aeTcss y MAalMeHTOB, HE MOJy4aromuX OpOHXOJUTHYECKYIO
Tepamnuio, To onpeaenenne O®B; 10 u nmocne uHraIAUIKUKU TOOpaMULIMHA HEOOXOIMMO TTOBTOPHUTH C
MpUMEHEHHEeM OpOoHXOouIaTaTopa nepea uHrausuei Toopamununa. [lossaenue OpoHxocnasma Ha
¢doHe mpuMeHEeHHs OpPOHXOIUIIATATOpPAa MOXKET YyKa3blBaTh Ha alUIEprHUecKylo peaknuio. [lpu
MOIO3PEHUH Ha aJUIEPTUYECKYI0 peaklHio MpuMeHeHue mpemnapara ToOpamunun dapmacuHTe3
ClIeAyeT MpeKpaTtuThb. Jng KynupoBaHHus OpoHXOCMa3Ma CleAyeT HMPOBOIUTH COOTBETCTBYIOLIYIO
OOIIETTPUHSATYIO TEPATTHIO.



o1 06.03.2026 N= 4583

(NOCNEOCBATENEHOCTE 0004)

HepBHO-MBIIICUHEIS 3a0071¢BaHus

COOTBETCTBYET KCNEPTHOMY OTYETY

TobpamunuH creyeT NpUMEHSTh C OOIBIION OCTOPOKHOCTHIO y MAIIMEHTOB C HEPBHO-MBIIIICUHBIMU
3a00JIeBaHUAMH, TaKUMH KaK NapKUHCOHM3M WIHM JpPYTHE COCTOSHUS, XapaKTePH3YIOIINECS
MBIIIEYHOU C1a00CThIO, BKJIOYAs TSDKEIYIO IICEBAONApATUTUYECKYI0 MHUAcTeHUIo (myasthenia
gravis), TIOCKOJbKY aMHHOTJIMKO3WABI MOTYT YCHJHMBATh MBIIIEYHYIO CJIA0OCTh  H3-3a
MOTEHIMAJILHOTO Kypapenoo0Horo 3G eKkTa Ha HEPBHO-MBIIICYHYIO TIepeiady.

HedbpoTokcHYHOCTE

HecmoTps Ha TO, 4TO NIpH MapEHTEPAIbHOM BBEJIECHUM aAMHUHOIVIMKO3HMJIOB BO3MOXKHO MX
He(PPOTOKCUYECKOE AEHCTBUE, BO BPEMS IPOBEACHUS KIMHUYECKUX UCCIIEI0BaHUN ¢ TOOpaMHUILIMHOM
JI0Ka3aTeNbCTB €ro HE(PPOTOKCHUHOCTH MOTYyYEHO HE OBbLIO0. Y MAalMeHTOB C YCTaHOBICHHBIMHU WIIN
IpearoIaraeMbIMU HapyIIEHUAMHU (QYHKIMU TOYEK ITPenapar cieayeT IPUMEHSTh C OCTOPOKHOCTBIO
MOJlT KOHTPOJIEM KOHLIEHTPAllMK TOOpPaMHUIIMHA B CHIBOPOTKE KPOBH, HAMPHUMEp, OIPENENATh
KOHIIEHTPALUI0 TOOpaMUIIMHA B CBIBOPOTKE KPOBU IOCIE MHTASILMU JBYX WIM TpeX 1103, YTOOBI
MOKHO OBUIO MpPH HEOOXOIMMOCTH CKOPPEKTHUPOBATH J03Yy, @ TAKXKE C TPEX-YeThIpeX JHEBHBIMU
UHTEpBAJIaMU BO BpeMms JeueHus. B ciaydae m3aMeHeHMs (QYHKIMM IOYEK HEOOXOJUMO uyalle
OIIpeIeNIATh KOHIICHTPAlluU TOOPaMHUIIMHA B CBIBOPOTKE KPOBH M KOPPEKTUPOBATH OO 103y, JTUO0
MHTEPBAJIbl MEXly MHTASIIUAMU J103. [1aneHTsl ¢ TsXKenol moYeuyHoH HeJO0CTaTOYHOCThIO, T.€. C
KOHIIGHTpaLlMell KpeaTMHWHA B CBIBOPOTKE KpoBH > 2 mr/an (176,8 MKMOIb/1), B KIMHUYECKHE
UCCIIEIOBaHMsI HE BKIIFOYAJIKCh.

CoBpeMeHHas KITMHUYECKAs MMPAKTUKA PEKOMEHIYET IPOBOJUTH OILICHKY UCXOTHOU (DYHKIIMU MOYEK
nepen yedeHneMm. Kpome 3toro, cienyer nepuogudecku MPOBOAUTH MOBTOPHYIO OLEHKY (PYHKIIMU
[I0YEK, PEryJIApHO KOHTPOJIUPYs KOHLICHTpAllUM MOYEBHHBI U KPEaTHMHHMHA B KPOBH, IO KpailHEn
Mepe, Kaxaple 6 TOJHBIX HHUKJIOB Tepanuu ToOpamuiiuHoM (180 mueit nmewenus). Ecnu ecth
JI0Ka3aTeNIbCTBA HEPPOTOKCHUECKOTO JCHCTBUSI, JICUCHHE TOOPAMHUIIMHOM CIIEAYeT MPEKPATUTh 10
TeX MOop, TOKa MUHUMAJIbHAsl CHIBOPOTOYHASI KOHIIEHTpAIUsl TOOpaMHUIIMHA HE CTaHET HUXKeE 2 MKI/MJI.
3areM Tepanuio TOOPaMHUIIMHOM MOKHO BO30OHOBUTH ITOCIIE€ KOHCYJbTalMu ¢ BpauoM. CocrosiHue
MAIMEHTOB, OIYYaIOUIMX OJHOBPEMEHHO MMapeHTEPAIbHYI0 aMUHOTIIMKO3UIHYIO TEPAIUIO, T0JKHO
CTPOro KOHTPOJIMPOBATHCS U3-3a PUCKA KYMYJISATUBHON TOKCUYHOCTH.

MOHUTOPUHT (PYHKIIMU MOYEK OCOOEHHO BaKeH JI MAllMEHTOB IMOXHUJIOTO BO3pacTa, Y KOTOPBIX
MOKET UMEThCS CHIDKEHHE (DYHKIIMU MOYEK, YTO MOXKET HE MPOSIBIISATHCS B Pe3yIbTaTaX OOBIYHBIX
CKPUHHHIOBBIX TECTOB, TAKUX KaK OINpPENEICHHE KOHILIEHTPAllMM MOYEBUHBI WJIM KPEAaTWHHHA B
CBIBOPOTKE KpoBH. bonee HH(POpPMAaTHUBHBIM MOXKET OBITh ONpEACICHHE Yy MAIeHTOB 3TOU
BO3PAaCTHOM KAaTErOpHUH KIMPEHCA KPEaTHHHHA.

CrnemyeT uccienoBaTh MOYY Ha MPEAMET YBEIMUYSHUS SKCKpEIHH Oelika, MOSIBICHUS KIETOK U
nmwHApoB. ClienyeT NEepUOAUYECKH MPOBOJUTH OIPEJECICHUE KOHIIEHTpPAlMM KpeaTMHWHA B
CBIBOPOTKE KPOBU WIIM KIUPEHCA KpeaTWHWHA, 4TO 0ojee MPEeANOYTHUTENHHO, YeM OMpEe/eIeHHe
KOHIIEHTPAllUX MOYEBUHBI B KPOBH.

OTOTOKCHUYHOCTH

Bo Bpems mnpoBeneHHs KOHTPOJIMPYEMBIX KIMHUYECKUX HCCIEAOBAHUM, MPOBEACHHBIX C
TOOpaMUIIMHOM, HAOJMIOJATUCh YMEPEHHO BBIpA)KEHHAs THIOAKy3Usl W BepTHro. B nmpyrux
KJIIMHUYECKUX HCCIEAOBAHUIX TOKCUYECKOTO BO3ICHCTBHS Ha CIyX, ONMPEIENIIeMOro Mo kajtobam
MAIMEHTOB HAa CHIKEHHE CITyXa MITH ¢ TOMOILBIO Ay JUOMETPUH, HE HAOII01aI0Ch.

B OTKPBITBIX UCCIICAOBAHUAX U IIPHU MMOCTPETUCTPAIVOHHOM ITPUMCHCHUHN Y HECKOJIBKUX IMAIIMCHTOB,
paHee UINTCIbHO WM OJHOBPCMCHHO IMOJYYAaBIIMX aAMUHOTJIMKO3UIbI BHYTPUBCHHO, PA3BUBAJIOCH
CHMIXCHHC ClIyXa.

Bpau pomkeH y4yuThIBaTh BO3MOXHOCTH TOTO, 4YTO AaMHMHOIJIMKO3UJIBI MOTYT BBI3BIBaTh
BECTUOYJISIPHYIO M KOXJICAPHYIO TOKCUYHOCTD U JIOJIKEH OLIEHUBATH (DYHKIIUIO CITyXa Ha IPOTSKEHUH
BCETo mepuojia JieueHus mnpenaparoM ToOpamunma PapMacuHTe3. Y MAUEHTOB C MOBBIMICHHBIM

4



COOTBETCTBYET 2KCNEPTHOMY OTYETY
o1 06.03.2026 N= 4583

PUCKOM OTOTOKCHYECKOTO JIEHCTBHS M3-3a Ipe/l ecmyroﬂﬂ:%'::M:ﬁ]@mﬁ@%icﬁaf%&:1‘71

Teparnuu aMUHOTIIMKO3UIaMU MOKET MMOTPEOOBATHCS MIPOBEICHUE OIEHKH CITyXa J0 Hadaja Teparuu
ToOpamMHuIIMHOM. BO3HHMKHOBEHHWE IymMa B ymax TpeOyeT OCTOPOXKHOCTH, TOCKOJIBKY OHO
MPENICTaBIsIeT COO0M CHUMIITOM OTOTOKCHYECKOTO NeHCTBUs. Eciau manueHT cooOmiaer o myme B
ylIax WM CHUXKEHHUH CllyXa BO BpeMs TEpanvu aMUHOTJIMKO3UJAMH, Bpad JOJKEH PacCMOTPETh
BOIIPOC 0 HEOOXOMMOCTH MPOBeIeHUs ayArnoMeTpun. Koraa 370 BO3MOKHO, PEKOMEHTyE€TCSI, YTOOBI
MPOBOJUIIUCH TEPUOIUYECKHE ayJUOMETPUUYECKHE UCCIACAOBAHMS TMAllMEHTaM, MOJy4aroluuM
MOCTOSIHHYIO TEpanmui0 W, MO JTOW NPUYUHE, OCOOEHHO TMAalMeHTaM C BBICOKUM PHCKOM
OTOTOKCHUYECKOTO NIelcTBUA. [laniueHThl, mojyyaromue OJHOBPEMEHHO MAPEHTEPAIbHYIO TEPAMUIO
AMHUHOTJIMKO3UIaMH, TOJDKHBI KOHTPOJIMPOBATHCS, KaK IMAl[MEHThI TOBBILIEHHOTO PUCKA, YUUTHIBAs
PUCK KYMYJISTUBHOW TOKCUYHOCTH.

KpoBoxapkanse

WHransmus pacTBOpOB ¢ MOMOIIBI0 HeOynaii3epa MOXKET BbI3BaTh KanuieBon pediekc. Jleuenue
npenaparoM ToOpamuna ®apMacHHTE3 MAIMEHTOB C AKTUBHBIM TSDKETBIM KPOBOXapKaHbEM
JOJKHO TIPOBOJUTHCS TOJNBKO B Cllydyae, €ClIM MpeuMylIecTBa OT JICUEHUS MPEBBIIIAIOT
MNOTCHIUAJIbHBIC PUCKU Pa3BUTUSA JOIMMOJIHUTCIIBHOTIO KPOBOTCUCHU .

MukpoOHasg PE3NUCTEHTHOCTH

B KIMHUYECKUX HCCIEIOBAHUSAX Y HEKOTOPBIX MAIIMEHTOB, TOTYYaBIIHNX JeueHue HeOynai3epHbIMH
UHTAIAUMAMA  TOOpamMHIIMHA, Pa3BUBAJIOCH  IOBBIIMIEHHE MHUHUMAJIbHONH  MHTUOMpYIOIIEH
koHneHTpauuu (MHUK) aMUHOIIIMKO3UAOB JUIS TECTUPYEMbIX MITaMMOB P. aeruginosa. Umeercs
TEOPETUYECKHIl PpUCK TOTO, YTO Yy TNAIMEHTOB, TMOJYy4YaloUIMX JieueHue HeOynai3epHbIMI
UHTASAIUSAMA TOOPAMHUIIMHA, MOXET Pa3BUTHCS PE3UCTEHTHOCTh INTAMMOB P. aeruginosa X
BHYTPHUBEHHO BBOJUMOMY TOOpaMUIIMHY (CM. pazzaen 5.1). B kimHNYEeCKuX nccaeqoBaHusgX HE ObLITO
JTAHHBIX O MAIMEeHTax ¢ HH(EKIMSIMHU, BhI3bIBaeMbIMU Burkholderia cepacia.

4.5. BzaumoneiictBue ¢ JPYrHMHM JIeKAPCTBEHHBIMHM TMpenapataMd M Jpyrue BHAbI
B3aMMOJAeHCTBHS

B kiImHMYECKMX WCCIEIOBAaHHMSX IpPH COBMECTHOM NPUMEHEHHH HeOylmai3epHBIX WHIAALUHT
ToOpaMUIIMHa C JIEYEHHEM JOpHa30d anb(ha, MYyKOJIUTHKAMH, [3,-aJpeHOMHMETHKAMH,
MHTHOHHBIMU TJIFOKOKOPTUKOCTEPOUJAMH, APYTMMHU IE€POPATbHBIMA M TapeHTEPATbHBIMU
aHTUOMOTUKAMH, aKTUBHBIMU B OTHOLICHUU P. aeruginosa, mpoduib 06e30macHOCTH TOOpaMHUIIMHA
HE OTIIMYAJICS OT TAKOBOTO B KOHTPOJIBHOM IpyIIIIE.

CHGI[yGT I/I36GF3.TB OAHOBPEMCHHOI'O I/I/I/IJII/I MOCJICAOBATCIIbHOTO MPHUMCHCHUSA HWHIAJIAIIHUOHHOTO
TOOpaMHIMHA C MperapaTaMu, 00JagaroIMMU HePOTOKCUIHOCTHIO MJTH OTOTOKCUYHOCTHIO.

HGKOTOpBIe AUYPCTUKU MOT'YT YCHUIIMBATL TOKCHYHOCTH aMHWHOTJIMKO3UJI0OB IIYTECM HU3MCHCHHUSA HUX
KOHIICHTpAlluid B CHIBOPOTKE KpoBH M TKaHsX. [Ipemapar ToGpamuiimn dapmacuHTe3 HE ClEIyeT
MPUMEHATh OJHOBPEMEHHO € (PypOCeMHIIOM, 3TAaKPHHOBOW KMCIIOTOM; a TaKKe ¢ BHYTPHUBEHHBIM
BBEJICHUEM MOYEBUHBI UM BHYTPUBEHHBIM BBEJICHUEM U MEPOPATbHBIM IPUEMOM MaHHUTOJIA.

[lepeuncieHHble HUXKE IMpenaparbl TAaKXKE MOTYT YBEIMYUBATh IMOTCHUUAIBHYIO TOKCHYHOCTH
BBOJMMBIX MNapeHTEpANIbHO aMHHOTJIMKO3UAOB: amdorepunnH B, nedanotuH, unmkiocnopu,
TaKpPOJIMMYC, MOJUMHKCHHBI (BO3MOXHO YCWJIEHHE He(pOTOKCHYECKOro 3¢QeKTa), COeAUHEHHS
IUIATHHBL (BO3MOXHO YyCWJIEHHE HE(MPOTOKCHYHOTO M OTOTOKCHYHOTO JICHCTBHUS), a TakKxKe
AHTHUXOJHMHAICTEpa3Hble TpenapaTsl M OOTYJOTOKCHH (BO3JEHCTBHE Ha HEPBHO-MBIIICYHYIO
nepeaaqay).
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4.6. PepTHIBLHOCTD, 0EPEMEHHOCTb U JIAKTALUS

COOTBETCTBYET KCNEPTHOMY OTYETY

bepemeHHOCTD

OTCyTCTBYIOT JOCTaTOYHBIC JAHHBIC 1O NMPUMEHEHUIO HWHTAJSINA TOOpaMHUIMHA Yy OepeMEHHBIX
JKCHIIINH. I/ICCJIG,Z[OBaHI/IH, MPOBCACHHBIC HA )KUBOTHLIX C NIPUMCHCHUCM I/IHFaJ'I}II_II/Iﬁ T06paMI/II_II/IHa,
HE BBISIBUIM y HETO TEPATOTEHHOTO JAeHCTBHs. OIHAKO MPH JOCTHKEHUH BBICOKUX KOHIIEHTPAIHA
AMHUHOITIMKO3U 0B B KPOBU 6epeMeHHbe JKCHIIIMH BO3MOXKHO He6HaFOHpI/I$ITHOG BOB,Z[GI\/'ICTBI/IG Ha
o (HampuMmep, pa3BUTHE BPOKIeHHOW TiyXoThl). Eciu mpemapatr ToOpamunua dapmacunTte3
INPUHUMAETCs BO BpeMsi OEpeMEHHOCTH, WJIM BO BpeMs JieueHHs mpenaparoMm ToOpamuIMH
dapmacuHTe3 'y TMAMUEHTKH  HACTymaeT OEpeMEeHHOCTh, TMAIlMeHTKa JOJDKHA  OBITh
MporH()OPMHUPOBAHA O CYIIECTBOBAHUU MOTEHIIMATHLHOTO pUCKa s iofa. [IpumeHsaTs mpenapar
npu OEPEeMEHHOCTH CJeNyeT TOJIBKO B TEX CIy4Yasx, KOTJa I0JIb3a ISl MaTepu IPEBBIIIACT
HOTGHI_[I/IaJ'IBHBII\/'I PHUCK IJId TU1044.

JlakTamus

Haxonsammiics B CHCTEMHOM KpOBOTOKE TOOPaMHUIIMH TPH €ro MapeHTEepaJbHOM BBEJICHUU
JKCKPETUPYETCS B TPYIHOE MOJOKO. Hen3BeCcTHO, NMPUBOAWUT 1M HHTAISLAOHHOE INPUMECHEHHE
TOOpaMHUIIMHA K CO3[JaHUIO0 KOHLIEHTPAIMi TOOpaMHUIIMHA B KPOBHU, TOCTATOYHBIX JUISI TOTO, YTOOBI OH
OIIPEAEIIAICS B TPy THOM MoJIoKe. OJTHAaKO U3-3a IOTECHIIMAIIBHOTO PUCKA PA3BUTHS OTOTOKCHYECKOIO
1 He()POTOKCUYECKOTO JIeHCTBUA TOOpAaMHIIMHA Yy TPYIHBIX J€TEH, ClIeyeT MPUHSATh pelleHUe WIn
IPEKPaTUTh TPyAHOE BCKapMIIMBAaHUE, WM NPEKpPaTUTh JieueHHe MpenaparoM ToOpamMuLIMH
®apmacuHTe3.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJSATH TPAHCHOPTHBLIMH CpeACTBAaMM M PadoTaTb C
MeXaHN3MaMu

He mnpoBoaunock wuccienoBaHWi IO BIUSHHUIO IIperapara Ha CIIOCOOHOCTb  yNpaBIATh
aBTOTPAHCIOPTOM M paboTaTh ¢ MexaHM3MamMu. Ha OCHOBaHMM JaHHBIX O HaOJIOJABIINXCS
HE)KEJATENbHbIX JIEKAPCTBEHHBIX PEAKLUAX MAJIOBEPOSATHO, YTO TOOPAMHMILIMH MOXKET MOBJIUATH HA
CIIOCOOHOCTh YIPABIATH aBTOTPAHCIIOPTOM U paboTaTh ¢ MeXaHU3MaMu. TeM He MeHee B CBS3U C
BO3MOYKHOCTbIO BO3HMKHOBEHMSI I'OJIOBOKPYKEHHUSI W/MJIIM BEPTUIO, COHJIMBOCTU IPU YIPABICHUU
aBTOTPAHCIIOPTOM MJIM paboTe ¢ MEXaHU3MaMU CIIEAYET COOII0IaTh OCTOPOKHOCTD.

4.8. HexkennaTesibHbIE peakmuu

Pesrome mpoduiist 6e300acHOCTH

B KkiIMHUYECKMX HUCCIEOBaHMSX, MPOBEAECHHBIX C TOOpPaMUIMHOM, Haubojee 4acTo
BCTPEYAIOLIUMHUCS HEKEIATEIbHBIMA PEAKUUsAMH OBUIM HEXKEeNaTesIbHbIE PEaKUUUd CO CTOPOHBI
OpraHoOB JbIXaHMsl (Kalesb U JUc(OHU). B Ipyrux KOHTPOIMPYEMbIX KIMHUYECKHX UCCIIEA0BAHHIX
auc(oHMS U IIyM B yiiax ObITH €JMHCTBEHHBIMHU HEXeNaTeabHbIMU () (heKkTamMu, HaOIr01aBIITMMHCS
y JOCTOBEPHO OOJIBLIETO MPOLIEHTa MAllMEHTOB, MOJYyYaBIIUX JieueHue ToopamunuHoMm (13 % B
rpymnre ToopamunnHa npotuB 7 % B KOHTposibHOMU Tpynne) U (13 % B rpymnme ToOpaMHUIIMHA TIPOTHUB
0 % B KOHTPOJIBHOM TPYIINE), COOTBETCTBEHHO. DTU 3MHU30/IbI IIIyMa B yIIaX ObLIM MPEXOASIIUMU,
pasperianich 6e3 MpeKpaleHus Tepanuu TOOPaMULIMHOM U HE aCCOLUUPOBAIUCH C MOCTOSHHBIM
CHWJKEHHEM CllyXa, ONpeAesieMbIM Ha ayJquorpamme. PUCK BO3HMKHOBEHMs LIyMa B yIIax He
YBEJIMYMUBAJICS IIPH MOBTOPHBIX IIUKJIAX JCUYCHHUSI TOOPAMUILITHOM.

B OTKpBITOM HCCIIEIOBAaHUH U TIPU TOCTPETUCTPAITMOHHOM IIPUMEHEHUH Y HECKOJIbKHX ITAIUCHTOB C
AHAMHC30M TIPCAMICCTBYIOMICTO JIUTCIBHOIO MPUMCHCHUS HWJIM OAHOBPCMCHHOT'O BHYTPUBCHHOI'O
BBEJICHUS aMHUHOTJIMKO3UIOB HAOIOMAIOCh CHWXKEHHE ciyxa (cMm. pazaen 4.4). IlapertepanbHoe
BBCACHHUC aMUHOTIMKO3UAO0B aCCOUUPOBAJIOCH C TUIICPUYBCTBUTCIIbHOCTHEO, OTOTOKCUYHOCTBIO U
He(PpOTOKCHYHOCTHIO (CM. pazaen 4.4).
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HesxenarenbHble peakiiiy ObUIH CIPYIITUPOBAHBI 10 CHCTEMHO-OPTaHHBIM KJIaccaM B COOTBETCTBUU
¢ kiaccuduKanye MeIUIIMHCKOTO CJIOBAPs 110 HOpMAaTUBHO-TIPaBoBOH AestenbHOCTH (MedDRA) n
KJ1accu(UIIMPOBAHBI 110 YACTOTE BOSHUKHOBEHUS CIIEAYIOIUM 00pa3oM: oueHb yacTto (>1/10), yacto
(>1/100, mo <1/10), Heuacto (>1/1000, HO <1/100), peaxo (>1/10 000, mo <1/1000), oyeHb peako

(<1/10 000), yactoTa Hen3BeCTHA (HA OCHOBAHUHU MMEIOIIHUXCS TaHHBIX OIICHUTh HEBO3MOXKHO).

CucTeMHO-OpPraHHbIi Kjacc HesxkenarenbHas peakuust Yacrora
Hugpexyuu u unsasuu I'pubkoBbIe MHDEKIMK, KaHTUA03 MOJIOCTH pTa | Hewacto
Hapywenus co cmoponwt | 'onoBHas 00J1b Heuacrto
HEPBHOUL CUCEMbL
Hapywenus co cmoponwl | Bepturo, rumnoakysus (CHIKeHuHe ciyxa), | Hedacro
opeawna cuyxa u 1aoupuHma HEUPOCEHCOPHAas TYroyXocTh (cM. paznen 4.4)
Hapywenus co cmoponw | Kamens, muchonus Yacto
ovlxamenbHOU cucmemul,
. YMeEHbIIICHUE o0Bema dopcupoBanHoro | Heuacro

0p2aHo8 2pyoHOU KIemKu U

BBIZIOXA, JMCITHO? (OABIINIKA), XPHUIIBI TpHU
cpedocmeniist

JBIXaHUH, KPOBOXapKaHbe, 00U B POTOTIIOTKE,

MPOTYKTUBHBINA KaIiesb (Kameiab C MOKPOTOH)
Hapywenus co cmoponwul | I'unepcexpenus CJIFOHBI (moBwitieHHOE | Hewacto
HCETYOOUHO-KUULEYHO2O CITFOHOOT/ICJICHUE), TJIOCCUT, OO B BEPXHUX
mpakma OTJIeNax )KMBOTA, TOIIHOTA
Hapywenuss co cmoponwt | Cpllib Heuacto
KOJICU U NOOKONCHBIX MKAHEl
Obwue napywenus u peakyuu | ACTeHUs, 4yBCTBO IuckoMmdopra B rpyaHoil | Heacto
8 Mecme 86e0eHs] KJIETKE, CyXOCThb CIIM3UCTHIX 000I04YeK
Jlabopamopnvie u | ToBbIlIeHNE aKTUBHOCTH TPaHCaMUHA3 B KpoBH | HeuacTo
UHCmMpyMeHmaivHole OaHHbIE

HexxenarenbHble peakiuu, IpeICcTaBICHHbBIE B TAOIWIIC HIKE, OCHOBAHbI HA 00bETMHCHHBIX JaHHBIX,

MOJIyYCHHBIX C MperapaTaMu JUlsl HeOynai3epHol Tepanuu, CoAep KaluMy TOOpaMHIIHH.

CucreMHO-OpraHHblii Kjace

HesxkenarenbHas peakuust

YacrTora

Hnghexyuu u unsazuu

JlapuHrur

Penxo

['pubkoBbIe MH(DEKITNN, KaHIUI03 TTOJIOCTH PTa

OueHb penko

uMMyHHOIz cucmemsl

Hapywenus co cmoponwt | Jlumboanenonatus Ouensb penko
Kposu U JaumM@amuyeckou

cucmemul

Hapywenus co cmoponwl | Peakuiuu runepuyBCTBUTEIIBHOCTH OueHb penko

Hepenoﬁ cucmemysl

(moTeps romoca)

Hapywenus memabonrusma u | AHOpEKCHs Penxo
numaHus
Hapywenus co cmoponwr | I'onoBokpyxeHue, rojioBHas 0Ooisib, adonus | Peako

CoMHoseHIMs (TTaTOJIOTUYECKasi COHJIMBOCTB )

OueHb penko
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Hapywenua co cmoponul
opeama cuyxa u 1abupuHma

L II:.-J.L-D-—- T L".I

TEHOC TE 000]

PT{V(\

I_HYM B yIIIaX, CHIDKCHUE-CIFyXa-(eM—pas rmrr

3aboseBaHus yxa, yIrHbie 00y

OueHb penko

Hapywenus co cmoponul
ovixamenvbHou cucmemul,
0peano8 2epyoHol KiemKu U

cpedocmenust

Kamens, ¢dapunrur, npuchonusa, nucnHod | Hewacrto
(omprmika)
Bpouxocnasm, uyBcTBO nuckomdopra B | Penko

TPyIHOW KIIETKE, HapyIIeHHe (PYHKIIUH JIETKHX,
KpOBOXapKaHbhe,  HOCOBOE  KPOBOTEUCHHE,
pUHHT, OpOHXHMAJIbHAS aCTMa, MPOTYyKTHBHBIN
Kaienb (Kaeinb ¢ MOKPOTOH)

FI/IHepBeHTI/IJ'IHHI/IH, THUIIOKCHS, CHHYCUT

OueHb penko

Hapywenus co cmoponul
JHCeNYOOUYHO-KULUEUHO20
mpakma

Hucres3us (M3BpallleHUE BKyca), U3bS3BICHUSA
B IIOJIOCTH PTa, pBOTA, TOLUTHOTA

Penko

Huapesi, 6011 B )KHBOTE

OueHb penko

Hapywenus co cmoponul
KOJICU U NOOKONCHBIX MKAHEl

ChIIb

Penko

Kpanusnauna, 3y

OueHb penko

Hapywenus co cmoponwvi
MbIULEYHOT, KOCMHOU u
COCOUHUMENBHOU MKAHU

boirw B ciuHe

Ouensb penko

Obwue napywenus u peakyuu
6 Mecme 668e0eHUsl

Actenusi, mupeKkcus (IOBBIIIICHHE TEMITEPaTyPhI
Tena), 60H B pyAHON KIETKe, 00JIM, TONTHOTA

Penxo

YyBCTBO 00111€TO HEAOMOTaHUS OueHb penko

Jlabopamopnsie u Penxo

UHCMPpYMeHmajlbHble OanHvie

CHmkeHue nmokazareneit GyHKIIUHA JTETKUX

HaGntoganuce crneayromue TOMOJHUTENbHbIE HeXeIaTeabHble d3PQEeKTh, HEKOTOPhIE U3 KOTOPHIX
TaKXKe SIBJIIOTCS YacTO BCTPEYAIOIMMMCS IOCIEACTBUSAMH OCHOBHOTO 3a00JieBaHMs, HO IpHU
BO3HUKHOBEHUU KOTOPBIX HE OBUIO BO3MOKHOCTH MCKIIOYHTH NMPUYMHHO-CIIEJCTBEHHYIO CBA3b C
MHTJSIIMOHHBIM BBEJICHHEM TOOpaMUIIMHA: U3MEHEHHE 1IBETa MOKPOTHI, MH(EKLNHU bIXaTeIbHbIX
IIyTEH, MUAJITHs, ITOJIMIIBI HOCA U BOCIIAJICHUE CPEAHETO yXa.

COO6I.HGHI/IG 0 MOA03PEBACMBIX HEXKECIATCIbHBIX PCAKIINAX

Baxno COO6H_II/ITB (6] MoA03pCBACMBIX HCKCJIATCIIbHBIX  PCAKIUAX nocjCc perucrpanuun
JIEKapCTBEHHOI'0 TIperapara C Ledbl0 O0ecreueHus: HEeMpPepbIBHOIO MOHUTOPHHIA COOTHOLICHHS
«IMoNMb3a — PHUCK» JIGKAPCTBEHHOTO TMperapara. MEIUIIMHCKUM pa0OTHUKAM pPEKOMEHIYeTCs
CO00IIaTh O JIOOBIX MOI03PEBAEMbBIX HEXENATEIbHBIX PEeaKIHIX JIEKAPCTBEHHOTO Mpernapara uepes
HAaIlUOHAJIBHBIC CUCTEMBI COOGH_IGHI/IH 0 HCXKCIATCIIbHBIX PCAKOUAX TOCyaapCTB — YJIICHOB
EBpa3uniickoro 3kOHOMHUYECKOTO COI03a.

Poccuiickas @enepanus

denepanpHas cayx0a o Haa30py B chepe 3apaBoOXpaHEHUS

Anpec: 109012, r. Mocksa, CiaBsiHCKasl Iiiomiaip, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

DnekTpoHHas mouta: pharm@roszdravnadzor.gov.ru, npr@roszdravnadzor.gov.ru
Caiit B nHGOPMAIIMOHHO-TEIIEKOMMYHHKAIIMOHHOM ceTH « THTepHeT»:
https://www.roszdravnadzor.gov.ru/
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4.9. Ilepeno3upoBka

COOTBETCTBYET 2KCNEPTHOMY OTYETY

CHUMIITOMBI

[Ipy WHransIUOHHOM BBEICHUM TOOPAMHMIIMH HMMEET HHU3KYI0 CHUCTEMHYI0 OHOJOCTYNHOCTD.
CuUMIITOMOM TIEPEI03UPOBKH MOXKET OBITH CHIIbHASI OCUTUIOCTH TOJIOCA.

[Ipu ciy4aiiHOM BHYTPUBEHHOM BBEIEHUU TOOpaMUIIMHA MOTYT Pa3BUTHCS CUMITOMBI U NMPU3HAKH
MEPEeI03UPOBKHU MMAPEHTEPAILHO BBOJMMOTO TOOpaMUIIMHA TaKWe KaK TOJOBOKPYKEHHE, IIyM B
yIIax, BEPTUTO, CHI)KEHHUE CIyXa, B YACTHOCTU CHUKEHHME BOCHPUSTHS 3BYKOB BBICOKHX TOHOB,
peCTUpaToOpHBId  TUCTPECC-CHHIPOM C JAbIXaTeNbHOW HEIOCTaTOYHOCThIO, 0JIOKaja HEpBHO-
MBIILIEYHOH Mepeiayun, a TaKkKe HapylleHne GyHKuuu novek. JlJis OleHKH CTeNeHH Nepeo3upOBKU
TOOpaMUIITHA BO3MOXHO OTIpeielieHne KOHIICHTPAIIMH TOOpaMUIIMHA B IJIa3Me KPOBH.

ITockonbKy TOOpaMMIIMH IIJI0XO BCAChIBAETCS U3 HEMTOBPEKIEHHOIO KTy J0YHO-KUILIEYHOTO TPAKTa,
IIPU CIIy4aifHOM IPOTJIaThIBAHUU TOOPAMHIIMHA €T0 TOKCUYECKOE IEHCTBHE MAJIOBEPOSITHO.

JleyeHune

B ciydae mepemo3upoBku ToOpaMUIIMHA HEOOXOIUMO 00€CIIeYnTh HAOIIOICHNE 32 MAlUeHTaMH, a
TaKk)Ke Ha3HAYUTh COOTBETCTBYIOUIYIO CHUMIITOMATHYECKYIO TEpaIHio, BO3MOXKHO NPOBEICHHUE
reMoIuaIn3a.

B cimyuae ocTporo pasBuTHS TOKCHMYECKOTIO ACUCTBHS HAJO HEMEUICHHO NPEKPATUTh NPUMEHEHHUE
npenapara ToOpamunma dapmacuHTe3 M NPOBECTH HUCclenoBaHME (YHKIMM Toyek. B ciaydae
pa3sBUTH IEPEIO3UPOBKU MHTAISALMOHHOIO TOOpaMUIIMHA CIIEAYET YUUTHIBATh BO3MOXKHOCTb TOTO,
YTO OHAa MOXeT OBITh CBsSi3aHA C €ro B3aWMOJEHCTBHEM C TpenapaTaMmu, H3MEHSIOUMMU
(3aMeUIAIOMMH) BBIBEICHUE TOOpaMUIIMHA M3 CHCTEMHOIO KpPOBOTOKA, WM C JAPYTMMHU
JIeKapCTBEHHBIMH Ipenaparamu (cM. paszzaen 4.5).

5. DPAPMAKOJIOTMYECKUE CBOMCTBA
5.1. ®apmakoanHaMHYecKHe CBOICTBA

dapMmakoTepanieBTUYeCKass TpyIa: aHTUOaKTepUadbHble CpEACTBA CUCTEMHOIO JIEHCTBUS;
AMUHOTJIMKO3U/IBI; IPYTUE AMUHOTIIUKO3H/IBI.
Kox ATX: JO1GBOL.

MexaHu3M AelCTBUSA

ToOpaMuH SBISIETCS AMUHOTIMKO3UIAHBIM aHTHOMOTHKOM, HPOXYLMPYEMBbIM TIpuOaMH BHAA
Streptomyces tenebrarius. OCHOBHOII MeXaHU3M €ro AEUCTBUS — YTHETEHHE CUHTe3a Oelka B
MHUKpPOOHOH KIJIETKE, YTO MPHUBOAUT K HAPYIICHWIO HMPOHUIAEMOCTH KIETOYHONH MeMOpaHBI, ee
MOBPEXICHHUIO U TIOCIIEAYIONIEeH rudenu 6akTepruaabHON KIETKH.

dapmarkogmnaamMuyeckue 3O HEKTHI

AKTHBEH B OTHOUIEHMM LIMPOKOIO CIEKTpa I'PaMOTPULATENBHBIX MHUKPOOPIAaHW3MOB, BKIHOYAs
Pseudomonas aeruginosa (CHHETHOWHYIO TaJOYKy). bakTepuiinaHple KOHIIEHTPAIIMH TOOpaMHUIIMHA
B OTHOIIGHUU Pseudomonas aeruginosa paBHBI WIH HECKOIBKO IPEBBIMIAIOT MHHUMAIbHBIC
uHruoupyromue konnerrpanun (MUK).

IIpedenvnuvie 3navenus MUK

VYcranosneHusle mnpenenbHbie 3HaueHWss MUK mis mapeHTepanabHOTO BBEIEHUS TOOpaMHIIMHA
HerI/IMeHI/IMBI JIA €ro HUHIaJIIIUOHHOI'O BBCACHUA. HpI/I MyKOBI/ICI_II/I,Z[O3€ MOKpOTa 06J1a;[aeT
WHTUOMPYIOIIUM JIEUCTBHEM HAa MECTHYIO OHMOJIOTHYECKYI0 aKTHBHOCTh AaMHUHOTJIMKO3HUIOB MPU UX
HeOyaii3epHOM BBEIEHHH. B CBS3M C 3TUM INpH HHTASIMUA TOOpAMHUIIMHA ISl PAa3BUTHUSL €TO
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KOHIIGHTpalusi ToOpaMHUIIMHA B MOKpoTe mnpubnausutensHo B 10 m 25 pa3, COOTBETCTBEHHO,
npesbinana MUK, yctaHOBIEHHBIE 17151 €r0 NApEHTEPATIBLHOIO BBEICHH. Y CTAHOBIIEHO, 4TO Y 90 %
u 'y 84 % manueHTOB, MOJYYaBIINX MHTAISIUN TOOPAMUIIMHA, JOCTUTAIUCH €r0 KOHIEHTPALlUU B
MOKpPOTE, COOTBETCTBEHHO B 10 pa3 m 25 pa3, npeBbimaromme MUK mis BbIIETEHHBIX y HUX
WTaMMOB P. aeruginosa.

VY OoJBIIMHCTBA TAIMEHTOB, y KOTOPBIX BBIICISIIMCh MTaMMbl ¢ BenmuuHamu MUK s
MapeHTEePAILHOTO BBEJCHUS TOOpPAMHIIMHA BBINIC MPENEIbHBIX 3HAYCHMI, BCE K€ JIOCTHUraiach
KJIMHAYECKas T0J1b3a TP UHTAJISIUAX TOOpaMUIIMHA.

‘{yecmeumeﬂbHocmb MUKDPOOP2AHU3MOB

B cBs3u ¢ orcyrcTBHEM OOMIETPUHATHIX TNpenenbHbIXx 3HaueHndd MUK ToOpamwuimHa ayis ero
WHTAJSIUN  CIIEAYeT C OCTOPOKHOCTBIO TMOJAXOJUTh K OINPEAEICHUI0 YYBCTBUTEIBHOCTH WIIU
HEUYYBCTBUTEILHOCTH MHKPOOPTaHU3MOB B Cjlydae NpPUMEHEHHsS HeOyJiaii3epHOM Tepanmuu
TOOPAMUITUTHOM.

B kxnuHMYECKHX HCCIEIOBAaHUSAX C HHTAIALMOHHBIM TOOPaMULMHOM OOJBIIMHCTBO IalMEHTOB
(88 %) ¢ xIMHUYECKUMHU U30ATaMu P. aeruginosa ¢ ucxonusiMu 3HadeHussMu MUK ToOpamunna
< 128 MKI/MJI TIOKa3aJId YJy4YIIEHUE JIETOYHOW (YHKIMHM TIOCJIE JICUCHHs] TOOpaMHUIIMHOM. Y
NAIMeHTOB €O IMTaMMaMu P. aeruginosa ¢ wucxoanbiMu 3HadeHusMu MUK  ToOGpamuiimna
> 128 MKI/MJ1 ©MeNach MEHbIIasi BEPOSITHOCT €r0 KIMHUYECKOH 3 PEeKTUBHOCTH.

Ha ocHoBanwm MaHHBIX in Vitro W/WIA ONbITA KIMHUYECKHX HCCIEAOBAHUN MOXKHO OXHUIATh
CIICAYIONIYI0 YYBCTBUTEILHOCTh K TOOpAaMHIIMHY Y MHKPOOPTaHW3MOB, ACCOIMHUPYIOUIUXCS C
JICTOYHBIMU WHQEKIUSAMH TIPU MYKOBUCIHIO3€: B TPYIIYy YyBCTBHUTEIbHBIX K TOOPaMHUIIMHY
MHUKPOOPTaHU3MOB BXOIAT Pseudomonas aeruginosa, Haemophilus influenzae, Staphylococcus
aureus; HEYYBCTBUTEIBHBIMU SIBISIOTCS Burkholderia cepacia, Stenotrophomonas maltophilia,
Alcaligenes xylosoxidans.

Jledenne TOOPaMUIIMHOM B KIWHUYECKHX HCCIEAOBAHUAX IOKA3aJI0 HEOOIBINOe, HO YETKOE
yBennyeHue MUK tobpamunriHa, aMuKkammHa ¥ TeHTAMUIIMHA 7151 IPOTECTUPOBAHHBIX KIIMHUYECKHUX
n30JATOB  P. aeruginosa. Kaxaple JTONOMHUTEIbHbIE 6 MECSUEB JICUCHHS MPUBOJUIU K
nocteneHHomy yBenuuennio MUK, momoOHOMy Mo BelWMYMHE TaKOBOMY, HaOIIOJABIIEMYCS B
TeueHue 6 MecsIeB B KOHTPOIUPYEMbIX KIMHUYECKUX UCCIEIOBAHUSX.

Haubonee pacnpocTpaHeHHBIM MEXaHU3MOM PE3UCTEHTHOCTU K AMUHOTJIMKO3UAaM, HaOIH0AaeMbIM
y U30JATOB P. aeruginosa, BBIIEICHHBIX Yy XPOHUYECKH HWH(QHUIMPOBAHHBIX MAIlMEHTOB C
MYKOBHCIU/I030M, SIBIISIETCS PA3BUTHE HEMPOHULIAEMOCTH €€ KJIETOYHOM MeMOpaHbl, IPUBOJIAIIEE K
o01ieil moTepe 4YyBCTBUTEIBHOCTH MHKpPOOPraHM3Ma KO BCEM aMHHOTTHKO3WAaM. Takxke ObLIO
IIOKA3aHO, YTO U30JIATHI P. aeruginosa, BbIACIECHHBIE Y NAIIUEHTOB C MyKOBUCIIMI030M, IIPOSIBIISIN
aJANTUBHYIO PE3UCTEHTHOCTh K aMUHOIVIMKO3UAAM, I KOTOPOM XapaKTepHO BOCCTAHOBIICHHE
qyBCTBUTEIbHOCTH MUKPOOPIaHU3MOB 1OCJIE YJaJIeHHUs] aHTHONOTHKA.

Kimmanueckas 3dhdhekTHBHOCTE ¥ 0€30I1aCHOCTD

B koHTponupyeMbIX KIMHHYECKHUX HCCIEIOBAHUIX JIeYeHHE TOOPaMULIMHOM, MPOBEICHHOE C
YepeayoIuMucs HuKIaMu: 28 nHEW MHramsinuoHHoro mpuema npenapara (mo 300 mMr 2 pasa B
CyTKH) U 28 aHe# 6e3 mpuema mpernapara, IPUBOIUIIO K YIYUIICHUIO JISTOYHON (DYHKIIMH, IPYA TOM
pe3ysIbTaThl MOAJEP/KUBAIUCH BBIIE MCXOJHOTO YPOBHS Kak BO BpeMsl 28-IHEBHBIX NEPHOJOB
Tepanuu, Tak U BO BpeMs 28-1HEBHBIX MEPHOJ0B 0€3 TepaIuu.

Het noka3aTenbCcTB TOTO, YTO MALMEHTHI, MTOJYYaBIIne TOOpaMUIIMH 10 18 MecsieB, MoaBEPraiuch
OonplieMy pucky WHGUIIMpOBaHUS B. cepacia, S. maltophilia vmm A. xylosoxidans, yemM MOTJIO OBI
OXKUJATHhCSl Y TAIMEHTOB, HE TOJYYaBIIMX JICUCHUS TOOpPAMHIIMHOM. M3 MOKpPOTHI MaIMEHTOB,
MOJTy4YaBIINX TOOpPaMUIIMH, 4Yallle BBICEBAMCh MHUKPOOPTaHWU3MBI Bupa Aspergillus; omHaKO
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KIMHUYCCKUEC  OCJIIOKHCHHA, TaKHME€ KaxKk aJlll elf)]“I/I‘IGCKI/IIJILII-I I:hﬁﬁagﬂﬁgé' BI% H IQ&'IEBILEI;IIJ-JI%&;,

PErUCTpUpPOBAIUCH PECAKO U OBLUIH COIIOCTAaBUMEI I10 YAaCTOTE C TAKOBBIMH B KOHTpOHBHOﬁ rpynrie.
€TH

B xinmHHYeckux HUCCIICAOBAaHHUAX, MPOBCACHHBIX C T06paMI/II_II/IHOM, OTCYTCTBYIOT JAaHHBIC O
NPUMEHEHUHN Mpenapara y aerei muaauie 6 jerT.

5.2. apmakoKHMHeTHYECKHE CBOIICTBA

AOcopO1ys 1 pacupeaelIeHue

[Tocne HeOynaiizepHOro BBEACHHS y 6 TAIlMEHTOB C MYKOBHCIHMIO30M CpeJHEe 3HAYCHUE
a0COIOTHOM OMOJOCTYMHOCTH COCTaBisIo okojo 9,1 % ot mo3bl. CuctemHass abcopOumsi mpu
UHTQISAIUNA  TOOpaMUIIMHA SIBISETCS OYEHb HHU3KOM C HE3HAYUTEIbHBIM IOCTYIJICHHEM
MHTAIIpyeMoro ToOpamuIlMHa B cucTeMHBIM KpoBoTOK. [Ipumepno 10 % maccel ToOpamuiinHa,
MEePBOHAYAIBHO PACIBIIICHHOTO € IIOMOIIBIO HeOYnai3epa, ocakIaeTcs B JIETKHX, a ocTaiubHbIe 90 %
6o ocTaroTcsa B HeOymaiizepe, MO0 B POTOTJIOTKE W TMPOTJIATHIBAIOTCS, JIMOO BBIIBIXAIOTCS B
OKpY KaIOIIyIO CpeLy.

Kouueﬂmpauuﬂ 6 MOKpome

UYepes pecsaiTh MUHYT IMOCIE€ MHTaSIIMU nepBoil 1o3bl 300 Mr ToOpamuiMHa, cpelHee 3HaueHHUE
KOHIICHTPAllUd TOOpaMUIIMHA B MOKPOTE COCTaBIsI0 695,6 MKI/T (quanazoH ot 36 10 2638 MKr/T).
ToOpaMuliiH He HakKamauBaeTcss B MoOKpore; mocie 20 Heaenb Tepanud TOOPaMUIIMHOM TIO0
BBIIIICYKA3aHHOW CXEME CPEIHSsI KOHIICHTpAIs TOOpaMHUIIMHA B MOKPOTE B TeueHre 10 MUHYT mocie
MHTAISAIUU coctaBisuia 716,9 Mxr/r (muanaszon ot 40 10 2530 MKr/T).

HabGmronanace BeicOkast BapraOeTbHOCTh KOHIIEHTpaIuii ToOpamMuiimHa B Mokpore. Yepes 2 yaca
MoCyIe MHTASIIMY KOHIEHTPAIHsI TOOpaMHUIIMHA B MOKPOTE CHMKAJIACh MPUOIM3UTENBHO 110 14 % ot
€ro KOHIEHTpALNH, onpenensemMoit uepe3 10 MUHYT mocie HHTaIsAIUH.

KOHueHmpauuﬂ 6 CblBOPONIKE KpoBU

CpenHee 3HaUYE€HHE CHIBOPOTOYHOM KOHIICHTPAIMHM TOOpamMHIlMHA 4epe3 | dac mocie WMHTAIAIAHA
omHoit mo3bl 300 Mr ToOpaMHIIMHA Yy MAlMEHTOB C MYKOBHCHHI030M cocTaBisuia 0,68 MKr/mi
(mramazon: ot 0,06 mxr/mMn go 1,89 mxr/mm). Ilocie 20 Hemenb Tepanuu TOOPaAMHUIIMHOM TIO
BBHIIIIEYKAa3aHHON CXeMe Cpe/IHee 3HaUeHUEe KOHIIEHTPAIlMU TOOPAMHIIMHA B CBIBOPOTKE KPOBH Yepe3
1 gac mocne BBeaeHHs ToOpamuImHa cocTaBisuio 1,05 MKr/mMi (muama3oH: OT HWDKE Tpenesa
KOJIMYECTBEHHOTO orpeneneHus 10 3,41 Mxr/mi).

ONIMMUHAIMS
DnauMUHAIHS TOOpaMUIITHA, BBOJUMOTO C TTIOMOIIBIO UHT AU, HE N3y4alach.

HeabcopOupoBaHHbBIII TOOpaMULMH TIOCJAE €ro MHTaNSIHUM, MO-BUIUMOMY, BBIBOIUTCS C
OTKALIJIUBAEMON MOKPOTOM.

6. PAPMALIEBTUYECKUE CBOMCTBA
6.1. Ilepeyenb BcmoMoOraTeibHbIX BelIECTB

HATpPHUSI XJIOPU]L

5 H. pacTBOp CEPHOM KUCIOTHI (111 Koppekiuu pH)
u/unu

1 M pactBop Hatpus rugpokcuaa (st koppexkuuu pH)
BOJIa I UHBEKINH
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(NOCNEOCBATENEHOCTE 0004)

6.2. HecoBMecTHUMOCTD

B cBs3u ¢ OTCYTCTBHEM MCCIIEJOBAHUNM COBMECTUMOCTH, JAHHBIN JIEKAPCTBEHHBIM IIpernapar He
ClIelyeT CMEIINBaTh C JPyTUMHU JIEKapCTBEHHBIMU IIpenapaTaMu B HeOyaii3epe.

6.3. Cpok rogHocTH (CPOK XpaHeHUs1)
3 roxa.
6.4. OcoOble MepbI NPEAOCTOPOKHOCTH IPH XPAHECHUHU

Xpauuth B XonoauibHuke (2—8 °C) B opurnHaIbHON yrakoBke ((pJ1akoH B 1mayke) JJIsl TOro, YTOObI
3alllUTUTH OT CBETA.

6.5. XapakTep u coaepkaHue YNIAaKOBKH

IlepBuuHas ymakoBKa JIEKapCTBEHHOTO ITperapara

ITo 4 M1 mpemapaTa MOMEMAT BO ()IIAKOHBI U3 TEMHOTO HEUTPATILHOTO CTEKIA | THAPOIUTHIECKOTO
knacca I tuna Bmectumocthio oT 10 1o 13,5 M, TepMETHYHO YKYHOpPEHHbIE OpOMOYTHUIOBBIMU
poOKaMH U 00XKaTble ATIOMUHHEBBIMM KOJIAYKaMHU C MPEAOXPAHUTENbHBIMU IJACTMAaCCOBBIMU
Kpblleukamu ¢ Haanucelo «flip offy unm 6e3 naanucu.

Ha xaxnaplii ¢akoH HAKJICHBAIOT JITHKETKH W3 OyMard STUKETOYHOW WM TMHUCYEH, WU W3
MOJIMMCPHBIX MaTCpHUaJIOB, CAMOKJICAIIIHUCCH.

BropuyHas ymakoBKa JIEKAPCTBEHHOT'O Ipeapara

IMo 1,7, 8,14, 28, 56 (h1akoHOB C MpenapaToM U BMECTE C TUCTKOM-BKJIA IBIIIEM IOMEIIAIOT B TTAUKY
(c meperopoikamMu UK 0€3) U3 KapTOHA IS TOTPEeOUTEThCKOM Taphl. Ha mauky MoKeT HaKJIeuBaThCS
CaMOKJIESIIAsICS STUKETKA C MAPKUPOBKOM U3 OyMaru 3TUKETOYHON UM MTUCYEH WITH U3 TIOTUMEPHBIX
MaTepuasoB. JlOMONMHUTENBPHO Ha MAyKy MOTYT HakJeWBaTh JIBa MPO3PAYHBIX (PUKCHUPYIOLIUX
CTHKEpa U3 MOJMMEPHBIX MaTeprasioB. [[auku MoMemaroT B IpyNIOBYIO YIAKOBKY.

6.6. OcoOble MepbI NMPEIOCTOPOKHOCTH NMPHU YTHIH3AMUN MCIIOJIb30BAHHOIO JIEKAPCTBEHHOI0
npenapara WM OTXO0JA0B, MOJYYEHHBIX MOCJe NPUMEHEHUsl JEeKAPCTBEHHOr0 Mpenapara, u
Apyrue MaAaHMIYJISILMHU ¢ IpenapaToM

[Tockonpky mpemapaT HE COAEPKUT KOHCEPBAHTOB, €r0 CJEIYET HCIOJb30BaTh Cpazy IMOcCie
BCKPBITHSI CTEpUIIbHOTO (takoHa. JIr060e KoIM4ecTBO HEUCIIOIb30BAHHOTO PACTBOPA, CPa3y OJIKHO
OBITh YTUIM3UPOBAHO M HE COXPAHATHCS TSI MTOCIIETYIOIIET0 MPUMEHEHHSI.

[Ipumenenne mnpemapata ToOpamunumH PapmacuHTE3 CIEAyeT NPOBOAUTH C COONIOACHUEM
OOIIENPUHATHIX THTHEHUYECKUX cTaHnapToB. HeOymnaiizep 10KeH HCIONb30BaThCs TOIBKO OAHUM
HallMeHTOM ¥ OBITh YHCTBIM W HCHpaBHBIM. Ero HeoOXOAMMO pErysisipHO OYHIIATh |
ne3uHpuuupoBaTh. MHGOpMaLUIO 0 OUHIICHUIO U Ae3uH(eKInn HeOyaii3epa cM. HHCTPYKIHIO 1O
UCTIONIB30BAHUIO, IPHUJIaraeMylo K HeOymaiizepy.

7. AEPKATEJIb PETUCTPAIMOHHOI'O YIOCTOBEPEHMUSA

Poccuiickas @enepanus

AO «DapmacuHTE3»

664007, Upkytckas o6i1., T. UpkyTck, yin. KpacnorBapaeiickas, a. 23, opuc 3
Ten.: +7 (395) 255-03-55

Anpec 35eKTpoHHOM mouThl: info@pharmasyntez.com
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7.1. llpencraBuTe b AepKaTessi PerucTpPallMOHHOTIQ VHOCTbg'er'):é

IIperen3un norpedburTesieil HaopPaBIATh 10 AIPECY:

Poccuiickas @enepanust

AO «DapmacuHTE3»

664040, UpkyTtckas 06i1., r. UpkyTck, yi. Po3sl JIrokcemOypr, 1. 184
Ten: 8-800-100-15-50

Anpec 35eKTpoHHOM mouThl: info@pharmasyntez.com

8. HOMEP PEIT'UCTPALIMOHHOI'O YAOCTOBEPEHUA

9. KATEI'OPUSA OTITYCKA JIEKAPCTBEHHOT O ITPEITAPATA

JlexapcTBeHHBIH IpenapaT OTHOCUTCS K KaTErOPUH OTIYCKa 10 PEeLenTy.

OOmiasi xapakTepUCTHKA JIEKApCTBEHHOro mpemnapara ToOpamunua dapmacwHTE3 AOCTYIHA B
€IMHOM PEeCTpe 3aperHCTPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3sMiicKOro 3KOHOMHYECKOTO
co3a UM Ha o(UIMATBPHOM CcaifiTe YHNOJHOMOYEHHOTO oOpraHa (PKCIEPTHON OpraHM3aIliH)
https://Ik.regmed.ru/Register/EAEU_SmPC/.
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