COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 31.03.2026 N= 6548

OBIIASI XAPAKTEPHCTHKA JIEKAPCTBEAHOT OTIPEITAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

[HunpodnokcaruH, 250 Mr, TaOGJIETKH, TOKPHITHIC INICHOYHOU 000TOYKOM.

2. KAUECTBEHHBIN U KOJIMUECTBEHHBIA COCTAB

JeiicTByomiee BemecTBO: MUMPOdIOKCaIUH.
Kaxxnas tabnerka compepxut 250 mr numnpodaokcamnuaa (B BUIE THAPOXIOPUIA).

BcnoMoraTenpHble BElIECTBa, HAJTMYME KOTOPBIX HAJIO YYUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npemnapara: jaktosa (cm. pasuen 4.3., 4.4.).

ITonHbI MNEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB ITPHUBCIACH B pa3aciic 6.1.

3. IEKAPCTBEHHAS ®OPMA

TabyeTKu, MOKPHITHIC INIEHOYHOW 000JI0UKOM.

Kpyrible BOSKOBBINYKIIbIE Ta0JIETKH, MOKPBITHIE IUIEHOYHOM 000104Kkoil Oenoro nsera. Ha
u3jaoMe — 0eoro 1Bera.

4. KIMHUYECKUE JAHHBIE

4.1. IToxka3aHusi K NPUMEHEHUIO

Heocnoxxuennnie n OCJIO)KHCHHBIC I/IH(l)eKHI/II/I, BBI3BAHHBIC YYBCTBUTCIIbHBIMU K
LII/IHpO(I)J'IOKcaI_[I/IHy MHKPOOpPTraHU3MaMH.

JIs B3pOCHIBIX MAIMEHTOR

— UWnadexnum pgpxatenpHbIX myTed. LlumpodrmokcannH pexoMeHAyeTcs Ha3HadaTh MpU
IHEBMOHUsIX, BbI3BaHHBIX Klebsiella spp., Enterobacter spp., Proteus spp., Escherichia coli,
Pseudomonas aeruginosa, Haemophilus spp., Moraxella catarrhalis, Legionella spp. u
CTa(pUIOKOKKAMU;

— UHQEKUUU CpelHero yxa (CpelHHUH OTHUT), OCOOEHHO €clu O3TH HUH(GEKIHU BBI3BaHbI
rpaMOTpHIIATEILHBIME MHKPOOPTaHU3MaMH, BKITtodasi Pseudomonas aeruginosa;

— nH(EeKIMY ras;
— MH(EKIUH TOYEK W/UITH OCJIOKHEHHBIE MH(EKIIMN MOYEBBIBOISIINX ITyTEH;
- I/IHCbeKIII/II/I ITIOJIOBBIX OPraHOB, BKJIIOYasd aJTHEKCUT, TOHOPCIO, IIPOCTATHUT,

— UHQEeKH OpIONIHOM MmojocTH (OaKTepHaibHble HH(MEKLIUU KETyT0YHO-KUIIEUHOTO TPaKTa,
YKEITIEBBIBOJSIINX ITyTEH, IEPUTOHHMT);

— MH(EKIUHN KOXKH U MATKUX TKaHEeH;
— MH(DEKINH KOCTel U CYCTaBOB;
— CEICHUC;

— uHpexuu uiu npoduiakTHKa MHPEKUUH y MalUeHTOB CO CHIKEHHBIM HMMYHHTETOM
(ManKMeHThl, TPUHUMAIOINE UMMYHOAETIPECCAHTHI WJIN NALIUEHTHI C HEUTPONIEHUEH );
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— npoduIakTUKa W JieueHHEe JIero4yHoil (opmbl cubupckoit s3Bbl (MHGUIMpoBanue Bacillus
anthracis);

— npoduirakTuka MHBa3UBHBIX MH(eEKIMIA, BpI3BaHHBIX Neisseria meningitidis.

Jns nmedeHust cleayronmx HH(PEKIMOHHO-BOCTIAIIMTENBHBIX 3a001eBaHul IUIPOdIIOKCAIMH
MOXKET TPHUMEHSITHCS TOJIBKO B KAUeCTBE aIbTEPHATHBBI JIPYTHUM POTHBOMHKPOOHBIM
npenaparam:

— OCTPBIA CHUHYCHT;
— HEOCJI0)KHEHHbIE MH(DEKIIUN MOYEBBIBOAIINX MTyTEH.

Heo6xoanMo npuHUMaTh BO BHUMaHHE JEHCTBYOIMNE O(QUIIHATIbHBIE PYKOBOJCTBA O MPaBHIIaX
IPUMEHEHUs aHTUOAKTepUAJIbHBIX CPE/ICTB.

CTH

— Jledenue ocioKHEHUH, BbI3BaHHBIX Pseudomonas aeruginosa, y meteii ¢ MyKOBHCIIHI030M
JIerkux ot 5 10 18 ner;

— npodHIaKTHKa M JCUYCHHE JIErOYHOH (GOpMBI cHOMpCKOM s3BbI (MHGHUIMpoBanue Bacillus
anthracis) y nereii ot 5 no 18 ner (uis 1aHHO# JIeKapCTBEHHOM (HOPMBI).

HpI/IMeHeHI/IC HI/IHpO(i)J'IOKcaHI/IHa y z[eTeﬁ JOJIDKHO OBITb HAYaTO TOJBKO IIOCTIE OLICHKHU
COOTHOHLICHUS <«I10JIb3a-PUCK» B CBA3U C BO3MOKHBIM MOOOYHBIM I[GflCTBPICM Ha CyCTaBbl U
OKOJIOCYCTAaBHBIC TKaHU.

4.2. Pe:kuM 103UPOBAaHNS M CIOCO0 NPUMeEHEHUsI

PexxuM 103upOBaHus

Bspocnvie

Tabmuua 1. Pekomenayemas cyrounas j1o3a npenapara Llunpodaoxcanux

IMoxa3anus CyTouHasi 103a HUNpPodIoKcaInHA
(mr)

Nudexunn npixarenpHbix myteit (B 3aBucumoctd | Ot 2x500 mr g0 2x750 mr
OT TSDKECTU UH(EKIIUU U COCTOSIHUS TTAI[EHTA)

WHdexiun Mo4enoaoBoil CUCTEMBI:

— OCTpPBIE, HEOCIIO)KHEHHBIE; oT 2x250 mr go 2x500 mr
— LUCTUT Y >KEHILUH (O MEHOIay3bl); 1x500 mr

— OCJI0>KHEHHBIEC; oT 2x500 mr g0 2x750 Mr
— QIHEKCHUT, IPOCTATUT, OPXUT, SIUIUIAMUT ot 2x500 mr go 2x750 mr
I'onopes: 1x500 mr

— DKCTpareHuTagbHas

— OCTpast, HCOCIIOKHCHHAasA

HMuapest 2x500 mr

Jpyrue undexiuu (cMm. pasaen 4.1.) 2x500 mr

Ocob0 TspKenble, NpPEACTABIAIOMIME Yrpo3y | 2x750 mr
KHU3HU, B T.U.
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— CTPCITOKOKKOBAsA MHCBMOHUA,

- peLUIUBUPYIOIINE nHpeKIu npu
MYKOBHCIIMI03€ JIETKUX;

— UH(EKIMH KOCTEH U CyCTaBOB;
— CENTULIEMUS;
— MEPUTOHUT.

B ocobennoctn mnpu Hammuymm Pseudomonas,
Staphylococcus uau Streptococcus

Jlerounast ¢opma cubupckoi si3Bbl (Jiedenuwe u | 2x500 mr
npoduIaKTHKA)

[Ipodpunakruka VMHBA3UBHBIX uHpexkuu, | 1x500 mr
BbI3BaHHBIX Neisseria meningitidis

HpOIIOJDKI/ITeJII)HOCTI) JE€UYCHUsA 3aBHCUT OT TAXKCCTHU 38,60JIGB8,HI/I$I, KIMHHUYCCKOI'O H
6aKTepI/IOHOI‘I/I‘-ICCKOFO KOHTPOJIA. Baxno IpoadoJIKATh JICUCHHUC CHCTCMATUYCCKH, HC MCHCC 3
IlHeﬁ IMMOCJIC HCYC3HOBCHUA JIMXOPAAKH WJIN APYTUX KIIMHUYCCKUX CUMIITOMOB.

CpenHsis IpOJOJKUTENIBHOCTD JICYEHHUS:

— 1 1eHp npu OCTPOI HEOCIIOKHEHHOM TOHOPEE U LIUCTUTE;

— 10 7 aHel npu MH(EKUUAX T0YeK, MOYEBBIBOAIINX ITyTE€H, OpPraHOB OPIOLIHOM MOJIOCTH;
— BECh [IEPHOJ] HEUTPOIIEHNH Y NALUEHTOB C OCIa0JEHHBIM HMMYHUTETOM,;

— He 6osiee 2 Mecs1eB IIPU OCTEOMUEIUTE;

— o1 7 1o 14 nHel npu Apyrux UHPEKIUAX.

[Tpu mHbeKnuax, BEI3BaHHBIX Streptococcus Spp., U3-3a pHucka MO3AHUX OCIOKHEHUU JIeUeHHe
JIOJDKHO TIPOJI0JDKAThCA He MeHee 10 mHel.

IMpu undeknmsx, Bei3Banabix Chlamydia spp., nedyenue Takke cieayer mpoaomkarh He MeHee 10
JTHEH.

Jlecounas ¢hopma cubupckoii s36vl (nevenue u npodhuIaKmura)

Pexxum no3upoBaHus npu JieroyHoW ¢opMe cUOMPCKOM S3BBI (JeueHue U Mpo(UIaKTHKA) CM.
tabnuny 1 u Tabnuiy 3.

[Ipuem mpenapara ciexyeT Ha4MHATh Cpa3y IOCJE MPEANOIaraeMoro WM MOIATBEPKIAECHHOTO
UHQHUIMPOBAHUS.

OO61mas mpoOIKUTENBHOCTD NpHeMa HUNPOoQIIOKCAIMHA TIPU JIETOYHOM opMe CUOUPCKOM S3BBI
cocrasirieT 60 qHEH.

IIponyck 10361

B cnydae npomycka 10361 ipenapara clieayeT NPUHITH TPOMYIISHHYIO 103y B T000€ BpeMs, HO
HE TO3/IHEE, YeM 3a 6 4acoB 70 3aIJTAaHMPOBAHHOTO BPEMEHU MpUeMa cieayronien 1o3el. Ecnu 1o
npueMa J103bl OCTaJIOCh MEHee 6 4acoB, MPOMYIICHHYIO /103y NIPUHUMATh HE CIEAYET; JIEUeHUE
clelyeT MPOJO0JKUTh B COOTBETCTBUH C Ha3HAUEHUEM C MPUEMA CIEIYIOIIEeH 3aIIaHUPOBAaHHON
no3bl. He cneqyer npuHUMaTh TBOMHYIO 03y ISl BOCIIOJIHEHHS IPONMYIIEHHON JTO3BI.

Oco0rIe T'pYHOIIbI TAIMEHTOB

ﬂuua NOJCUNI020 803pacma
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[TaniueHTaM TOKHUIIOTO BO3pacTa ClieyeT Ha3HAYATh 66%&%&5&@ %Gg;gﬂh%&gékéaﬁvfﬁa B

COOTBETCTBYET ZKCNEPTHOMY OTUETY

3aBUCHMOCTH OT TSDKECTH 3a00JIEBaHUS U MOKa3aTelsl KIMPEeHCa KPEeaTHHHUHA.
Tayuenmsi ¢ HapyweHuem gyHKyuy novex

Tabnuna 2. PekomeHayembie J03bI IS NAIIUSHTOB C TIOYEYHON HEIOCTATOYHOCTHIO

KimmpeHnc kpeatnanHa Kpearnnus mia3mel MakcumanbHasi ~ CyTOYHas

(v/mMun/1,73 M%) (mMr/100 mur) 2032 UMNPOIOKCALMHA 1]
MepopaIbHOM IIpUEME

ot 30 go 60 or 1,4 1o 1,9 MakcuMaiabHo 1000 mr

Huxke 30 >2,0 MakcuMaiibHO 500 Mr

Hayuenmui ¢ noueunou HeOOCMAmMoOYHOCHbIO HA 2eMOOUAIUZE

1. pu kmmpence kpeatununa ot 30 10 60 ma/mMun/1,73 M? (MoYedHast HEAOCTATOYHOCTh CPEIHEH
CTENEHNU TSDKECTH) WM €ro KOHIIEHTpamuu B Iuta3mMe kpoBu oT 1,4 mo 1,9 mr/100 mn
MaKCHUMaJbHas mepopaibHast 103a MUIMPOoQIIOKCcalMHA JOKHA cocTaBaTh 1000 MT B CyTKH.

2. TIpu kupence kpeatnanHa 30 Mi/Mun/ 1,73 M? 1 MeHee (TKenas II0YSUHAs HeIOCTATOYHOCTS )
WIM €T0 KOHIICHTPALUH B 1y1azmMe Kposu ot 2 Mr/100 mi wmu Gosee, MakCUMasbHas IEpopatbHast
no3a 1unpodiokcanuHa g0wKHa coctariath S00 Mr B cyTku. B HM mpoBeneHHs TeMOInaIn3a
UIPOQIOKCAINH MPUHUMAIOT TTOCJIE OCYIIECTBICHHS TPOLETYPHI.

AM6V]ZClm0DHbl€ nayuernmslt C noYyeyHou Hedocmamquocmbio, Haxodﬂmuewz HA Henpepvle6HOM

nepumoHneajilbHoOM ouanusze

MaxkcuManbHasi cyTodHas 103a HunpodIoKcalria J0KHa cocTaBisaTh S00 mr.
Ilayuenmuol ¢ neuenouHol HeOOCMAaAMOYHOCMbIO
Koppekuust 10361 HE TpedyeTcs.
Ilayuenmuol ¢ noueunoll U neueHOYHOU HedOCMAMOYHOCIbIO
PexxuM 1031poBaHuUs aHAJIOTUYEH ONMMCAHHOMY B ITyHKTax 1 u 2.
eTH
Pesxcum oozuposanus:

Tabmuma 3. PexoMenayemast cyTodHasi 103a HATTPOGIIOKCAIIHA y AeTeH

IHoxka3zanus CyTtouHas 1032 nunpo@iokcanuHa (Mr)

Wndexkuymun  npu  pubpozHo-KucTO3HON | 2x20 MI/KT Macchl Tena (MakcUMalbHas 103a
nereHepanuu (MyKOBHCIIHI03€E) 750 mr)

Jlerounas  Qgopma  cubupckoil  A3BBI | 2x15 MI/Kr macchl Tena (MakcHUMalbHas 103a
(IOCTKOHTAKTHOE BO3JEHCTBUE) 500 mr)

Hemu ¢ noueunou HedoCmMamoyHOCMbvIO U/UlU HAPYWEHUAMU QYHKYUU nedeHu
Pexum no3upoBaHus y neTeil ¢ HapyleHUsIMH (QYHKIMHA TOYeK U MEYeHU U3y4eH He ObLI.
IIpooonxcumenvnocms neueHus

Jlnis edeHus OCJIOXHEHUH MYKOBHCIIMII03a JIETKHX, BbI3BaHHBIX Pseudomonas aeruginosa (y
neteit ot 5 1o 18 neT), mpoaoKUTENbHOCT Tepanuu coctabiset 10-14 nHeid.

OO01ast MPOIOIHKUTENBHOCT IpUeMa HUITPOIIOKCAIIMHA MTPU JIETOYHON (hopMe CUOMPCKOM S3BBI
cocrtaBirsteT 60 qHel.

Cnooco0 nnpuMeHeHus
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O B A HOC TR Q002
TabyeTku cnenyeT NpuHUMATh BHYTPb, HE3aBUCHMO OT ljl&/relvr;l EM'HE%@BLI&SI',%&MBM

HEOOJIBIIIUM KOJUYCCTBOM KUIKOCTH.

Ecnu npenapat npuMeHsieTcsl HaTOIaK, IEHCTBYIOIIEE BEIIECTBO BcachiBaeTcs ObicTpee. B aToM
cy4ae TaOJIeTKH HE CJIeAyeT 3amuBaTh MOJOYHBIMH TPOJYKTAMH WJIM HAIMUTKaMH,
o0orameHHbIMU KajblleM (HampuMep, MOJIOKO, HOTYpPT, COKH C HOBBIIIEHHBIM COJIEpP>KaHHUEM
KaJIbLIMS).

Kanbuwmii, conepxamiuiicss B 0OIYHOM MUIIE, HE BIUSAET HAa BcachkiBaHue Iunpoduiokcanuaa. Ecinu
M3-3a TSKECTH COCTOSIHUS WJIM MO MHBIM MPUYMHAM MAIMEHT JIMIIEH BO3MOXKHOCTU MPUHUMATH
Ta0JIETKH, eMY PEKOMEHIYETCS POBOAUTH MMAPESHTEPAITBHYIO TEPAUIO HH(Y3HOHHBIM PaCTBOPOM
U PO(IOKCAIMHA, a TOCIIC YITYUIIEHUS COCTOSIHUS MIEPEUTH Ha TPUEM Ta0IeTUPOBAHHON (HOPMBI
npenapara.

4.3. IIpoTuBONOKA3aHUSA
e [ UNepuYyBCTBUTEIBHOCTh K NHMNPO(DIOKCAMHY WIM JPYTrUM TpenapaTaM W3 TPYIIIbI
(TOPXMHOIOHOB WM K JIF0OOMY M3 BCIIOMOTaTENbHbBIX BELECTB, IEPEUUCIECHHBIX B pasneie 6.1.

e OnHOBpPEMEHHOE MPUMEHEHNE UMPO(IIOKCAIMHA U TU3AHUIMHA U3-32 KIMHHYECKU 3HAYNMBIX
1n0004HBIX 3((PEeKTOB (TMIIOTEH3Ms, COHJIMBOCTB), CBS3aHHBIX C YBEIMUCHHEM KOHLIEHTPALUH
THU3aHUIMHA B [UIa3Me KpoBH (cM. pasnen 4.5.).

e Jlerckuii Bo3pact A0 18 ser (mo 3aBepiieHus mporecca GOPMUPOBAHUS CKeEJIETa) IO BCEM
MOKa3aHMsIM, KpOME Tepalui OCJIOXHEHHH, BhI3BaHHBIX Pseudomonas aeruginosa, y metei ¢
MYKOBHUCIIHIO30M JIETKUX (IIPOTHBOMOKA3aH y JIETeH 110 5 JIeT), a Takke i NPpOPUIAKTUKA U
JICUCHHMS JICTOYHOU (hOpMBI CHOMPCKOH sI3BbI (IIPOTUBOIIOKA3aH Yy JIeTeH 110 5 JeT).

e bepeMeHHOCTb.
e [lepuoa rpyaqHOro BCKapMJIMBAaHMUS.

e HemnepeHOCHUMOCTb JIAKTO3bl, AEPULIUT JTaKTa3bl, TIFOKO30-TaJIaKTO3HAs MaJIbabCOPOIIHSL.
4.4. OcoOble ykazaHMsl M1 Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPO’KHOCTEIO

[Tpu 3a005eBaHUSAX LEHTPAIbHOW HEPBHOM CUCTEMBI: SMUJIEIICUS], CHU)KEHHE IIOopora CyJI0pOKHOMN
TOTOBHOCTH (MJIM CYIOPO’KHBbIE MPUIIAJAKK B aHAMHE3€), BBIPAKEHHBIN aTepOCKIEpPO3 COCYI0B
FOJOBHOIO MO3ra, HapylUIeHME MO3rOBOTO KpPOBOOOpPAIIEHUs, OpPraHUYECKHE IOPAKCHUS
TOJIOBHOTO MO3Ta WJIM MHCYJIBT; MICUXUYECKHe 3a001eBaHus (Jerpeccusi, ICUX03); BhIpaKeHHAs
MoYeyHasi W/WIM TEeYEeHOYHAs HEeJAOCTAaTOYHOCTh, IMOPAXKEHHE CYXOXWUJIMM Tpu paHee
IIPOBOAMBIIEMCSl JIEYEHMM XWHOJIOHAMM; TIOBBIINIEHHBI pPHUCK Y/UIMHEHHS WHTEpBaJla WU
pa3BUTHS apUTMHUH THUIA «TUPYIT» (HAIIPUMEP, CUHAPOM BPOXKIACHHOIO YAJUHEHHS MHTEpBaia
QT, 3aboneBanus cepaua (cepaeyHas HEIOCTaTOYHOCTh, MH(GAPKT MHOKapla, Opaaukapaus),
AJIEKTPOJIUTHBIN JucOanaHc (Harpumep, Mpu T'MIoKaIueMHUH, TUIIOMarHieMuUH ); OJHOBPEMEHHOE
IPUMEHEHHUE JIEKapCTBEHHBIX  IpenaparoB, yumMHsomux uHTepBan QT (B T.u.
antnaputmMuueckne [A wu III kmaccoB, TpUUMKIMYECKHE AHTHUIEHPECCAHTBI, MAaKpPOIUIBI,
HEHPONENTUKH); OTHOBPEMEHHOE NPUMEHEeHUe ¢ HHruouTopamu nzopepmentoB CYP450 1A2 (B
T.4. T€OQUJUIMH, METUJIKCAHTUHBI, KOPEUH, AYIOKCETHUH, KJIO3alWH, POMMHUPOJI, OJIaH3alMH,
aromesaThH); MMACTeHMs gravis, JeQHUIUT TIH0K030-6-hocharaernaporenassl; NpuMEHEHUE Y
NAllMEHTOB MOXKWJIOTO BO3pacTa, y MAIMEHTOB C  CaXapHbIM JIUa0eTOM, IOJIy4aroUIuX
COITYTCTBYIOIYKO TEPAlMI0 NEPOPATBHBIMM THUIOTIMKEMUYECKMMH IpernaparaMy (Hampumep,
npenapaTtamMi CyJab()OHUIMOYEBUHBI) WIM MHCYJIMHOM, Y HAallUEHTOB C AHEBPU3MOM aopThl, C
BPOKJACHHBIM IIOPOKOM KJIallaHa cepJla B CEMEMHOM aHaMHe3€, WIH Yy MalHUEeHTOB C
JMArHOCTUPOBAHHOM aHEBPU3MOI a0pThl W/WIN PACCIIOEHUEM A0PThI, C 3a00JIEBaHUEM KJIallaHa
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Pa3BUTHIO AaHCBPU3MbI AOPThl WM PACCIIOCHHA AOpPThI, WKW PErypr I/IT&HHH/HGI{OCT&TO‘IHOCTI/I
KJlanaHa cepaua (Hanpumep, cuaapom Mapdana, cunpom Dnepca-Jlannoca, cunapom TepHepa,
Oonesnp bexuera, aprepuanbHas TUIEPTEH3Us, PEBMATOUIHBIM apTPUT, COCYIUCTbIE
3a00JyieBaHuUsl, TaKUE KaK apTepUUT Takascy, TMTaHTOKJIETOUYHBIH apTEepUUT, MOATBEPKIACHHBIN
aTepockiiepo3, cuuapom lllerpena, nHPEKIIMOHHBIH SHAOKApIUT) (cM. pasnen 4.4.).

Oco0snle yKazaHus

Taoxcenvie  ungexyuu, cma@uioKkokkogvle uUH@ekyuu U uH@exyuu,  00YCI08NeHHbIE
2PAMNONIONCUMENLHLIMU U AHAIPOOHBIMU DAKMepUIMU

[Tpu neyeHnn TsHKENbIX HHPEKIHHA, CTahUIOKOKKOBBIX MH(EKINH 1 HHPEKIUH, 00yCIOBICHHBIX
aHaOPOOHBIMH  OAaKTEpUSAMH, IHMIPOQIIOKCAIMH CIIEAYET HCIOIb30BaTh B KOMOHMHAIMU C
COOTBETCTBYIOIUMH aHTHOAKTEPUATBHBIMH CPEJICTBAMHU.

Hnghexyuu, odbycnoenennvie Streptococcus pneumoniae

[unpodokcannH He PEKOMEHAYETCS HCIONb30BaTh Ui JieueHHs WH(EKIWH, BBI3BAHHBIX
Streptococcus pneumoniae, u3-3a ero orpaHHYeHHOW PPEKTUBHOCTH B OTHOIICHHU IAHHOTO
BO30YIUTEIIS.

Hnghexyuu nonosvix nymeii

[lpu reHUTaNbHBIX HHOEKIUIX, TMPEINOIOKUTESIBHO BBI3BaHHBIX ITamMmmamu Neisseria
gonorrhoeae, ycroituuBbiME K (TOPXHMHOJIOHAM, CJICIYET YUUTHIBATH HH()OPMALIKIO O JIOKATbHOM
PE3UCTEHTHOCTU K LHUIPO(DIOKCAIMHY ¥ MOJATBEP)KIaTh UYYBCTBUTEIBHOCTh BO30YIUTENs
1a00paTOPHBIMH TECTAMHU.

Hnghexyuu mouesvieoosiuux nymet

YcroitunBocTh K Gpropxunononam Escherichia coli, HanGonee pacnpocTpaHeHHOTO MATOTeHHOTO
MHKPOOPTaHNU3Ma, BBI3BIBAIOIIETO HHPEKIINH MOYEBBIBOISAIINX ITyTEH, BAPHUPYET B 3aBUCHMOCTH
ot perunona P®. Ilpy Ha3HAUCHWU PEKOMEHIYETCS MPUHUMATh BO BHHMAHHE JIOKAIbHYIO
pacnpocTpaHeHHOCTh pesuctenTHocT Escherichia coli k gropxunomonam.

Hapywenus co cmoponul cepoya

[unpoduiokcaud OKka3piBaeT BiIMsSHHE Ha ymHeHune uHTepBana QT (cm. pasgen 4.8.).
Y4uuTeIBas, 4TO JUIs )KEHIIMH XapakTepHa 00JIbIlasi CpeIHss NPOI0JKUTENbHOCT HHTepBana QT
[0 CPaBHEHHUIO C MY)XUYMHaMHU, OHM OoJjiee YYyBCTBUTEIbHBI K IIperaparamM, BbI3bIBAIOLIUM
yanuHenue uHTepBana QT. YV DNOXWIBIX NAaMEHTOB TakKe OTMEYAeTCsl IOBBIIICHHAS
YYBCTBHUTEJIBHOCTD K JIEWCTBHUIO MPENapaToB, BeI3bIBaOMINX yuinHeHne untepeana QT. Crnenyer
C OCTOPOXHOCTBIO HCIIOJNB30BaTh IUNPO(IOKCalMH B KOMOMHAIMKM C MpenapaTami,
yanuHsommmMa naTepBain QT (HanpuMmep, aHTUApUTMUYECKUMHU TpenaparaMu kiaccoB [A u I,
TPULMKIMYECKUMH aHTHJICIPECCAHTaMH, MAaKPOJIUIaMH U aHTUIICUXOTHYECKHUMHU IperapaTaMu)
(cM. pazgen 4.5.), UaM y MAUEHTOB C MOBBIIIEHHBIM PUCKOM Y/UIMHeHUs uHTepBana QT wiu
pa3BUTUS apUTMHUU THUNA <«TUPYIT» (HAPUMEDP, C BPOXKACHHBIM CHHIPOMOM YIJIMHEHUS
unTepBana QT, HEKOPPEKTUPOBAHHBIM AMCOATAHCOM 3JIEKTPOJIUTOB, TAKUM KaK T'MIIOKAJTUEMUS
WIA TUIIOMarHMEeMHs, a TaKkKe C TakuMU 3a00JIeBaHUSAMM CEplla, KaK cepledHas
HEJI0CTaTOYHOCTh, MHPAPKT MUOKApAa, OparKapansl).

FunepqyecmeumeﬂbHocmb

Wnornga yxe mocine mpueMa MepBOM  J103bl  LUIPO(IOKCAIMHA MOXET  Pa3BUTHCS
TUIIEPUYBCTBUTENIBHOCTD K Ipenapaty (cM. pasnen 4.8.), B TOM yHciie ajulepruuecKue peakium, o
YeM CleyeT HEMEMJCHHO COOOIIMTh JiedalleMy Bpady. B penkux ciaydasx mocie nepBoro
NPUMEHEHHUS MOTYT BO3HUKHYTh aHA()UIAKTHUECKHE PEAKIMU BIUIOTH J0 aHA(pHIAKTUYECKOTO
moka. B 3Tux ciyyasx nmpuMeHeHHe LUIpOQUIOKCAllMHA CIEAYeT HEMEAJICHHO IPEKpPaTUTh U
IPOBECTU COOTBETCTBYIOLIEE JICUCHHE.
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Kenyoouro-Kuueunviii mpaxkm

[Tpr BOSHMKHOBEHHUH BO BpEMs WIIH TTOCIIE JICYCHHS IUTTPOQIIOKCATUMHOM TSDKEIION U JUTUTEITHHOU
IUaped cleAyeT HWCKIIOYUTh JTUarHo3 IICeBJIOMEMOpPaHO3HOrO KOJIUTA, KOTOpBIM Tpedyer
HEMEJJICHHOM OTMEHBI MpernapaTta U Ha3HAYEHUsT COOTBETCTBYIOIIETO JICUCHHS (BAaHKOMHUIIUH
BHYTph B J103¢ 250 Mr 4 pasza B CyTKH). B maHHOW cHUTyanuiul MPOTHUBOIOKA3aHO NMPUMEHEHUE
MpenaparoB, MOAABISIONIUX NEPUCTAIBTUKY KUIIICUYHUKA.

Fenamo6wmapnaﬂ cucmema

[Tpu mpuMeHeHUH TUIPOQIIOKCAIIMHA OTMEUAIHCH CITydau HeKpo3a IeYCHH 1 )KU3HEYTPOKaOIIeH
MICYCHOYHON HEIOCTaTOYHOCTH. [Ipy HaTWM4Mu CIEAYIONIMX MPHU3HAKOB 3a00JICBaHMS ICUYCHHU,
TaKUX KaK aHOPEKCHSs, JKENTyXa, MOTEMHEHHE MOYH, 3y, OOJE3HEHHBIH XUBOT — IMPHEM
npemnapara ciaeayer Ipekpartuth (cM. pasaen 4.8.).

VY manueHToB, MPUHUMAMIINUX TUMPOMIOKCAIIMH U MEePEHECIINX 3a00JICBaHUE TICUCHU, MOXKET
HAOJI0/IaThCS BPEMEHHOE TMOBBIIICHHE aKTUBHOCTH «IICYEHOYHBIX» TPAHCAMHHA3 M LIEIIOYHON
dochaTazsl wim XonecTaTudecKas KeaTyxa.

Lepuyum enroko30-6-gpocghamoezudpoecenasvi

[Tpu npueme nupodIIoKcaiHa COOOIIATIOCh O TEMOJUTHYCCKOW pEaKIMd Yy TAaIHCHTOB C
nehuIuToOM IIFOK030-6-pocdaTaeruaporeHassl. Cnenyer n30eraThb MPUMEHEHUS
U poIOKCalMHA Y 3THX OOJBHBIX, 32 UCKIIOYCHUEM CITy4acB, KOTJa MOTEHIIUAIbHAS MOJIh3a
NPEBBIIACT MOTCHIMAIBHBIA PUCK. B TakoM ciydae clieayer HaOM0JaTh 32 BO3MOXKHBIM
MOSIBJIEHUEM IeMOJIn3a.

Tsoicenas muacmenus

[TaniueHTaMm ¢ TSOKENOM MUACTEHUEW CleAyeT MPUMEHSTh MUIPO(IOKCAIMH C OCTOPOKHOCTHIO,
TaK KaKk BO3MOKHO 00OCTpEHHE CUMIITOMOB.

Tenounum u paspvié cyxoxcunus

[Tpu mepBbIX Hpu3HAKaxX TeHAWHUTA (OOJIE3HEHHBI OTEK B OOJIACTH CyCTaBa, BOCIAJICHUE)
HEOOXOIMMO Pa3rpy3UTh MOPAKEHHYI0 KOHEYHOCTh, M30eraTh Jt00ON nuImHEH (u3ndeckoit
AKTUBHOCTH, MpPUMEHEHHE IUMNpoQIIOKcalliHa CJleIyeT MpPeKpaTUTh, T.K. CYIIECTBYET PHCK
pa3pbiBa CYXOXKHWIHS, a TAKKE HEOOXO0IMMO TTPOKOHCYIHbTUPOBATHCS C BPAUOM.

[Tpu npueme numpogIoOKcaliHa MOTYT OTMEYAThCs Clydyad TEHAMHUTA U pa3pbiBa CYXOKUIUN
(MpeuMyIIECTBEHHO aXWJJIOBA CYXOXKMJIUS) MHOTAA OWJIaTepajbHO, YK€ B T€UEHHE HEpPBbIX 48
4acoB Iocije Hadaja Tepanuu. ONHcaHbl cioy4yau, KOTOPHIE BO3HUKIM B TEUEHHE HECKOJIBKHUX
MECSIIIEB TIOCIIe MPeKpamieHus JeueHus (cM. paszaen 4.8.). Puck pa3BuTHsi TEHAWHOMIATHH MOXET
OBITH MOBBILICH Y MOKWIBIX MAIIMEHTOB BO BPeMs CHIIbHOU (PM3NYECKOI HAarpy3KH, Y MallueHTOB,
MOJTYYAIOLIUX COMYTCTBYIOIIYIO TEPAIUIO TIIOKOKOPTUKOCTEPOUIaMH, Y MALIMEHTOB C MOYEYHOU
HEZ0CTATOYHOCTBIO WJIH I1OCIJIE TPAHCIIJIAHTALIMH COJIMHBIX OPTaHOB.

[MunpodaokcalH cienyeT IPUMEHATh C OCTOPOYKHOCTHIO Y MallMEHTOB, UMEIOUINX B aHAMHE3€e
yKa3aHHs Ha 3a00JIeBaHUS CYXOKUINH, CBSI3aHHBIE C IPUEMOM (PTOPXUHOJIOHOB.

Cyoopoeu

[{unpodokcanuH, Kak U Apyrue GTOPXUHOIOHBI, MOKET MPOBOLIMPOBATH CYJJOPOTH U CHIKATh
MOpOr CyIOpOKHOW TroToBHOCTU. [lanmeHTam ¢ snuiencueil M mnepeHecHmuM 3a00JeBaHUs
neHTpanbHoi HepBHOU cuctembl (LIHC) (Hanpumep, CHUKEHHUE TOpora Cy0pOKHON TOTOBHOCTH,
CYJIOpO’KHbIE MPUIMAJKH B aHAMHE3€, HapyIIEHUs MO3rOBOr0 KPOBOOOpAIEHUSI, OPraHUYECKUE
MOpa)kKeHMsI TOJIOBHOT'O MO3Ta WJIM UHCYJIBT) B CBSI3U C YIPO30W pa3BUTH MOOOYHBIX PEaKLUi CO
croponsl [THC, munpodokcanus caeayer mpuMeEHITh TOJIBKO B TE€X CIydasiX, KOT/1a 0)KHIaeMbli
KIMHUYECKHH 3(PQEeKT NpeBOCXOAUT BO3MOXKHBIM PHUCK pPa3BUTHS IMOOOYHOTO JCHUCTBUS
npemnapara.
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craryca (cMm. pasgen 4.8.). Ilpu BO3HUKHOBEHHH CYAOPOT NPHUMEHEHHE IMpemnapara ciexyer
HPEKPATHTh.

Icuxuueckue peakyuu

[Icuxuveckue peakuy MOTYT BOSHHKHYTH JaKe IOCIIE MIEPBOr0 MPUMEHEHUsT (PTOPXUHOIOHOB,
BKJIIOUasi IUMPOQIIOKCAITNH. B peakux cirydasx Iernpeccus WM MCUXOTUYECKUE PEAKIIUU MOTYT
IPOTPECCUPOBaTh 0 CYWUIUAAIBHBIX MBICICH W CYHIUIAIBHBIX IIOMBITOK, B TOM YHUCIIE
3aBepuieHHBIX (cM. pasnen 4.8.). B ciiydae pa3BuUTHS Yy MAalMEHTa KaKUX-JIHUOO TMOOOYHBIX
3G (PEeKTOB CO CTOPOHBI LEHTPAITBHOW HEPBHOH CHUCTEMBI, BKIIOYas HAPYIICHUS TICUXHKH
HEO0OXOIMMO HEMEIJIEHHO OTMEHUTH Tipernapar [{unpodmokcanud 1 Ha4aTh COOTBETCTBYIOIIYIO
Tepanuio. B 3THX ciydasx pEeKOMEHIyeTcsl MEepPerTH Ha Tepamuio APYTHM aHTHOHMOTHKOM,
OTJIMYHBIM OT (PTOPXUHOIOHOB, €CITH 3TO BO3MOKHO.

Ilepugepuueckas nesponamusi

VY nanueHToB, MPUHUMAIONINX (PTOPXUHOIOHBI, BKIIOYAs HUMPO(IOKCANH, OTMEYATTUCH CIyJYan
CEHCOPHOM MJIM CEHCOMOTOPHOW MOJMHEWpONaTHH, THIIECTE3UH, AU3eCcTe3un UK ciaadoctu. [lpu
BO3HUKHOBEHUHU TaKUX CUMITOMOB, Kak 0OJib, %OKEHUE, MOKaJbIBaHUE, OHEMEHHE, CIadoCTb,
HalMeHTaM clieAyeT NpouH(OpPMUpPOBaTH Bpada MPEXIE, YeM MPOAOKUTh IpPUMEHEHUE
npenapara.

Koorcnole NOKpoOe6bl

[Tpu mpueme nUIpodIIOKCaHa MOKET BOSHHKHYTH peakiusi (POTOCCHCHOMIN3AINH, TO3TOMY
HalMeHTaM clefyeT u30eraTb KOHTAaKTa C MPSAMBIMH COJHEYHBIMH JiydaMu U Y ®D-CBETOM.
Jleuenne cieayeT TPEKPATUTh, €CIH HAOIIOJAIOTCS CHUMIOTOMBI  (DOTOCEHCHOMIU3AINN
(HampuMep, U3MEHEHUE KOXKHBIX TOKPOBOB HAIIOMUHAET COJIHEUHbIe 0%k0rH) (cM. pazaen 4.8.).

Lumoxpom P450

H3BecTHO, uTO HUMPO(IOKCAIINH SIBISIETCS YMEPEHHBIM UHTHOUTOpoM u3zodepmentoB CYP450
1A2. Cnenyet co0moaaTh OCTOPOKHOCTD MPU OJTHOBPEMEHHOM MPUMEHEHUU IUNPOIIOKCAITUHA
U [pernapaToB, MeETa0OJM3UPYEMbIX JaHHbBIMM (EpMEHTaMH, TaKuX Kak Teo(UIUIMH,
METHJIKCAHTUHBI, KO(hEeUH, TyTOKCETHH, POIMHUPOJ, KIIO3aMUH, OJIaH3al1H, arOMeNIaTHH, TaK KakK
YBCIMYCHUEC KOHICHTPAINH OTUX MTPCIIapaTOB B IJIa3MC KPOBH, 06YCJ'IOBJ'ICHHOC I/IHFI/I6I/IpOBaHI/ICM
uX Merabonau3Ma IUNPOQIIOKCAIMHOM, MOXET BbI3BaTh CHEIU(PUYECKHE HeXelaTeNbHbIe
PEaKIH.

Touku u mouesviOenumenvHas cucmema

Bo wu3bexanue pa3BUTUS KPHUCTAUIypUU HEIOMYCTUMO IIPEBBILICHHE PEKOMEHOBAaHHON
CYTOYHOH J103bl, HEOOXOIMMO TaKXXe JOCTAaTOYHOE MOTpeOJIeHHE >XKUAKOCTH U TOJAJepKaHue
KHCJION PEAKIUU MOYH.

Bnusanue na pesyibnianibl Jza60pamoprlx aAHalu3oe

B ycmoBusix in Vitro mumpodiokcaiiH MOXeT Meliath 0aKTEpHOIOTHUYECKOMY HCCIIEI0BAHUIO
Mycobacterium tuberculosis, monasiisist ee pocT, 4TO MOXKET MPUBOAUTH K JIOKHOOTPHUIIATEIHHBIM
pe3yiabTataM TMpH JIWArHOCTHKE JAHHOTO BO30OYAWTENss y MAI[MEHTOB, MPUHHUMAOIINX
UMIPOoQIIOKCaIIUH.

ﬂucz;zukemuuemue COCMOAHUA

Kak u B ciyyae ¢ IpyrumMu (TOPXUHOIOHAMH, NPH MIPUMEHEHUH IMIPO(IOKCALMHA BO3MOKHO
U3MEHEHHE KOHIEHTPALMU IJIIOKO3bl B KPOBH, BKJIIOYas T'MIO- M rumnepriukemuto. Ha ¢one
Tepanuy UUIPOQIIOKCAIIMHOM JUCTIIMKEMUs Yalle MOXKET BO3HUKATh Y MALMEHTOB MOXHIIOTO
BO3pacTa M NAalMEHTOB C CaxapHbIM JMA0ETOM, MOJIYYaIOUUX COMYTCTBYIOIIYIO TEpaIruio
EPOPATLHBIMU TUIONIMKEMUUYECKUMU npenapaTamu (manpumep, IpernapaTamu
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NAIMEHTOB BO3PACTAET PUCK PA3BUTHS TMIIOITIMKEMUH, BILIOTH /10 TMIIOITIMKEMUYECKON KOMBI.
Heo0Oxonumo nHhopMUpOBaTh NAIIMEHTOB O CUMITOMAX MIIOTJIMKEMUH (CIIyTaHHOCTh CO3HAHUS,
TOJIOBOKPY>KEHHUE, «BOJIYHID» allIEeTUT, TOJIOBHASL 00JIb, HEPBO3HOCTH, OLIYIICHUE CEPAIICONCHHS
WIM yYalleHUs MyJbca, OJeIHOCTh KOXKHBIX IMOKPOBOB, HCIIApUHA, JPOXKb, ci1adocts). Ecian y
NAlUEHTa pa3BUBAETCAd TUIOIIMKEMHS, HEOOXOAMMO HEMEMJIEHHO IIPEKpPaTUTh JICUEHUE
UIpoIOKCAllMHOM M HadaTh COOTBETCTBYIOILIYIO Tepamnuio. B 3THX ciydasx peKOMEeHayeTcs
HNepeiTH Ha Tepanuio JAPYrMM AaHTUOMOTHKOM, OTIMYHBIM OT ()TOPXHMHOJIOHOB, €CIH 3TO
BO3MOXHO. [Ipu npoBenenuu neueHus: TUIpodI0KCAUMHOM y MalMEHTOB MOXKUIIOT0 BO3pacTa, y
NAIMEHTOB C CaXapHBIM JUA0ETOM PEKOMEHAYETCS TIIATEIbHbI MOHHUTOPUHI KOHIICHTPALUU
[JIIOKO3bI B KPOBH.

Anespuszma u paccioenue aopmul, pe2ypeumayus/HedoCmamoyHoCcmy K1anaua cepoya

ITo JaHHBIM 3IIMACMHUOJIOTHYCCKHUX I/ICCJ'IGI[OBEIHI/II‘/'I coo6man005 O ITIOBBIIICHHOM PHUCKC pa3BUTHUS
AHCBPHU3MbI U PACCIIOCHUA aO0PTHI ITOCJIC IPUMCHCHUA (1)TOpXI/IHOJIOHOB, 0COOEHHO Yy NanucHTOB
IMOKMWJIOro BO3pacTa.

B cBs3u ¢ 3THM, (DTOPXHMHOJIOHBI CIIEAYeT NPUMEHSTH TOJIKO MOCJE TIIATEIbHON OIEHKU
COOTHOILIEHUS TOJb3a/pUCK U PACCMOTPEHHs JPYIMX BapUaHTOB TEpalud y HAaIlMEHTOB C
AQHEBPU3MOM A0PThI B CEMEMHOM aHaMHE3€ WX y NAMEHTOB C JUAarHOCTUPOBAHHOM aHEBPU3MOM
AOpThI U/UIM paccIOEHUEM AOPThl WM MPU HAJTMYUM IPYTUX (PAKTOPOB pUCKA MU COCTOSHHIM,
[pepacloiaralouMx K pa3BUTUIO AHEBPU3MBbl AOpPThl WJIM PACCIIOCHHS AOPTHI (Hampumep,
cuHapoM Mapdana, cunapoM OInepca-/lanimoca cocyaucToro THma, apTepuuT Takascy,
THTaHTOKJICTOYHBIN apTepuuT, 00e3Hb bexuera, aprepuanbHas THIIEPTEH3US, aTEPOCKIEPO3).

B cnyuyae BHe3amHoi Oonu B KHBOTE, TPYAU WIM CIMHE MAIMEHTaM CJEAyeT HEMEIJICHHO
00paTUThCS K Bpady B OT/ICJICHUE HEOTJIOKHOM MTOMOIIIH.

,Z]Jmmeﬂbele, uHeaﬂudus*upyiou;ue U nOmMeHYyuailbHo H€06pamuﬂ/lbl€ CePbE3HblE HeodceslamelbHble
peakyuu

OueHp peakue CiIydaud JUIMTEIbHBIX (MPOJOJDKAIOIIMXCS HECKOJIbKO MECSIEeB WM  JIEeT)
MHBAIUIM3UPYIOIIUX M TOTEHUUAIbHO HEOOPAaTUMBIX CEPhE3HBIX HEXKENATEeNIbHBIX pPEaKIH,
BJIMSIOIIMX Ha pa3jiMyHble (MHOT/Ia HA MHOKECTBO) CUCTEMBI OpraHu3Ma (OIOpHO-/IBUTaTEIbHbIN
anmnapar, HepBHYIO CUCTEMY, IICUXUKY U OpTaHbl YyBCTB), ObUIM 3apETUCTPUPOBAHbI Y MAIIMEHTOB,
MOJIYYalOIUX XUHOJIOHBI U (PTOPXMHOJIOHBI, HE3aBUCUMO OT MX BO3pacTa U paHee MMEBIIUXCS
¢dakropoB pucka. [Ipuem nunpodokcanrta cieayeT HEMEJIEHHO NPEeKPaTUTh MPH MOSBICHUU
NEPBbIX NPU3HAKOB WM CUMITOMOB JII000H cephe3HON HeXenaTelnbHOM peakiuu, o0paTuThCs K

Bpauy.
Iemu

bruto ycraHoBieHO, UTO HMUMNPOQIIOKCALMH, KaK U JIpyrHe Mpenaparsl 3TOro Kjacca, BbI3bIBAET
apTpONaTHIO KPYIHBIX CYCTAaBOB Y >KMBOTHBIX. IIpu aHanu3e CymecTBYIOMIMX Ha CETOHSIIHUN
JIeHb JTaHHBIX 0 0€30MaCHOCTH MPUMEHEHUS UIpodIoKcalnHa y aetei 10 18 net, 00IbIIMHCTBO
U3 KOTOPBIX MMEIOT MYKOBHUCIH/O3 JIETKHX, HE YCTAHOBJIEHO CBA3M MEXIY MOBPEKICHUSIMU
Xpsillia UM CyCTaBOB € MpUeMOM Ipenapata. He pekoMeHyeTcst UCIonb30BaTh HUNPOGIOKCauH
y AeTel 11 IeueHust APyrux 3a00JIeBaHUM, KpoMe JISUSHHUs OCIIOKHEHUIH MYKOBHUCIIN/103a JIETKUX
(y meteii ot 5 10 18 net), cBs3aHHbIX ¢ Pseudomonas aeruginosa, u asisi JiedeHust 1 MpoQUITaKTHKH
JeroyHON (GOpPMBI CHOMPCKOM A3BBI (ITOCTIE MPENOIaraeMoro Wi J0Ka3aHHOTO HHPHUIIMPOBAHUS
Bacillus anthracis) (y aereii ot 5 10 18 neT — Ist JaHHO# JICKApCTBECHHOM (HOPMBI).

BcnomorarenbpHbI€ BelllecTBa

[Ipenapar Iunpodmokcanma comepkuT JakTo3y (caxap MoJIOUHBIN). IlanmeHTam ¢ peako
BCTpCHAIOIIUMUCH HaCJI€ACTBECHHbBIMHU 3a6OJIeBaHI/ISIMI/I TaKUMHU KakK, HCIICPCHOCUMOCTD
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rajlakTO3HOM MabaOCOpOIMH, TPOTUBOIOKA3aHO IPUHUMATD IaHHBIHN JIEKapCTBEHHBIH Ipenapar.

4.5. BzaumojeiicTBue ¢ [PYrHMH JeKAPCTBEHHbIMHM IMpenaparaMd M JApyrue BH/IbI
B3auMOelCTBUS

Jlexapcmeennvie npenapamui, gvizvisaroujue yorunenue unmepeana QT

CrnenyeT coOmI0aTh OCTOPOKHOCTD MPU OAHOBPEMEHHOM MPUMEHEHUH ITUIPOQIOKCAIMHA, KaK
U APYruX (PTOPXMHOIIOHOB, AIIMEHTAM, ITOJTYYarOIIUM JICKApCTBCHHBIC IPENapaThl, BRI3HIBAIOIINE
yminunenue unrepBaia QT (Hanmpumep, aHTHapUTMUUYECKHE TTpenapartsl kiacca [A unum knacca |,
TPULUKIMYECKUE aHTHICTIPECCAHTHI, MAKPOJIU/IbI, HEUPOJICITUKH ), CM. pa3zaei 4.4.

Obpa3zosanue xeramuwlix cOeOUHeHUll

OnHOBpeMEHHBIN MpHeM TaONEeTUPOBAHHBIX (OPM LUNPOQIIOKCALMHA U KATHOHCOJEPIKALINX
[IpenapaToB, MHUHEpPAIbHBIX J00ABOK, COAEpXkAllMX KaJbLUW, MarHuil, alroMUHHI, Xele3o,
cykpasib(daTa, aHTALUIOB, IOJUMEPHBIX (ochaTHbIX COeIMHEHMH (TaKUX Kak ceBellamep,
KapOOHAT JaHTaHAa) W TpernaparoB ¢ Oonpmol OyhepHOH eMKOCThIO (TaKMX KaK TaOJIeTKH
JUJIaHO3MHA), COAEp)KalllMX MAarHui, aJlOMUHMM WIM KalbLMH, CHMXKaeT BCacChlBaHUE
munpodiokcanuHa. B Takux ciaydasx munpogIIoKCaliH CiieayeT MpUHUMaTh JTuoo 3a 1-2 yaca
110, 1160 uepes 4 yaca nocie nprueMa 3TUX Mpernaparos.

9T0 OrpaHU4€HUEC HC OTHOCUTCA K JICKAPCTBCHHBIM IIp€laparaM, MPUHALJICIKAIIHUM K KIIACCY
6J'IOK3.TOpOB Hjy-ructaMuHOBBIX peuecITOpPOB.

Ilpuem nuwu u Mo10YHBIX NPOOYKMOE

Crnenyer nz0eratb 0JJHOBPEMEHHOIO MPUMEHEHUS LHUIPOQIIOKCAIMHA U MOJIOYHBIX MPOIYKTOB
WIM HANWUTKOB, OOOrallleHHBIX MUHEpajaMu (HampuMmep, MOJIOKO, HOTypT, OOOramieHHbIN
KaJbIIMEM amebCHHOBBIA COK), TIOCKOJIbKY MPH 3TOM BCacChlBaHHE IHUMPO(IOKCAlMHA MOXKET
yMmeHbliaTbes. OAHAKO KalbLUM, BXOJSMIIMA B COCTaB JIPYrUX MHIIEBBIX MPOAYKTOB,
CYIIECTBEHHO He BIIUSET Ha BCaChIBaHUE LUIPO(DIIOKCallMHA.

Memoxknonpamuo

MertoknonpaMu yCKOpsieT BcacblBaHUE HUIPOQIIOKcalliHa (pU IpHEMe BHYTPB), YTO IPUBOAUT
K 00jiee KOPOTKOMY BPEMEHHU JIOCTH)KEHUSI MAaKCUMAJIbHBIX KOHIIEHTpaMil nunpogaoKkcaluHa B
wia3Me. BinsiHus Ha 6M010CTYHOCTD HUIPOQIIOKCallMHA OOHAPYKEHO HE ObLIO.

Omenpa3zon

HpI/I OIHOBPECMCHHOM NMPUMCEHCHUU LII/IHpO(l)J'IOKcaLII/IHa U perapaTroB, COACPIKAIMNUX OMCIIPA30JI,
MOXKET OTMEUAaThCI HE3HAYMTEIHLHOE CHIDKCHHE MaKCHMAaJIbHOU KOHLOCHTpAlUK Iperapara B
jiIasMe 1 YMCHBIUICHUC TJIOMIaAN 1O/ (bapMaKOKHHeTquCKOf/'I KpHBOﬁ CKOHICHTPALUSA-BPEMS».

Teogunnun

OnHOBpeMeHHOE TPUMEHEHHe LUNpodIIOKcalMHa W NpenaparoB, COAEPKAIIMX TeO(UIUIHH,
MOXET BBI3bIBATH HEXEJIATEILHOE MOBBIIICHHE KOHICHTPAUMK TeOUIUIMHA B TUIa3Me KPOBHU H,
COOTBETCTBEHHO, BO3HUKHOBEHUE TEO(DUUIMH-HHAYIIMPOBAHHBIX HEOIAronpusSTHBIX SBICHUH; B
OYEHb PEIKUX CIydasX 3TH HEOJArompUSATHBIC SIBICHHUS MOTYT ObITh YTPOKAIOIIUMHE JIJIsI )KU3HH
nanveHta. Eciu OZHOBpeMEHHOE TPHMEHEHWE OTHX JIByX IpenapaToB HEU30€KHO, TO
PEKOMEHIyeTCsl TIPOBOIUTH MOCTOSIHHBIN KOHTPOJIb KOHIIEHTPALUK TeODUIIHHA B ITa3Me KPOBH
¥, €CITM He00XOJMMO, CHH3HTH 103y TeomiuinHa (cM. pasaen 4.4.).

pyaue npoussooHvle Kcanmuna
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OngHOBpeMEHHOE TIPUMEHEHHE IUIPodIOKCcAMHA wl%$%E'“Jn@w%%{DEE%ﬂr}ﬁana

AL

(OKCHGHTI/I(I)I/UIJII/IHa) MOZKCT IMIPUBOJUTH K YBCIIMUCHUTIO KOHICHTPAIUX ITPOU3BOJHBIX KCAHTHUHA B
m1a3mMe KpOBHU.

Hecmepou()Hble npomuesoeocnajiumelbhvle npenapamal

CoueraHue oOuYeHb BBICOKMX 103 XUHOJOHOB (uMHrubutopoB JHK-rupasel) u HekoTOphIX
HECTEPOMUJIHBIX IIPOTUBOBOCHIAJIUTENBHBIX IpernaparoB (UCKIHOYas — aleTUICATULUIOBYIO
KHCJIOTY) MOXKET IIPOBOIIMPOBATH CYAOPOTH.

Huxnocnopun

[Ipy OIHOBpPEMEHHOM NPUMEHEHUHM UHUINPO(IOKCAIMHA U MPenapaToB, COAEPMKAIIUX
[UKIIOCTIOPUH, HAOJIOaJI0Ch KPAaTKOBPEMEHHOE TMPEXOsIlee IOBBIIMICHUE KOHIEHTPALUU
KpeaTHHHHA B IJIa3Me KpOBH. B Takux ciyyasx HEOOXOJMMO JIBa pa3a B HEIEIN0 ONpPEAeIsiTh
KOHIICHTPAIIMIO KPeaTHHIUHA B KPOBHU.

Hepopaﬂbele cunociuKkemuveckKue cpedcm ea

[Ipr ogHOBpEMEHHOM NPUMEHEHUH LUIPO(IOKCANNHA W TEPOPATBHBIX THUMOTIMKEMUYECKUX
CPEICTB, TJIaBHBIM 0O0pa3oM IMpemnapaToB CyNb(QaHUIMOYEBUHBI (HANpUMEp, TMTHOCHKIAMU/IA,
[NIMMENMPHUAA), Pa3BUTHE TUIOIIMKEMHHM IPEANOIOKUTENIBHO OOYCIOBIEHO YCHIEHHEM
JICUCTBHS IEPOPATBHBIX THITIOTIIMKEMHUYECKHX cpeacTB (cM. paszen 4.8.).

Ilpobeneyuo

[IpobGeHenna 3aMeIsIET CKOPOCTh BhIBEACHUS HUMNpodIokcannHa moykamu. OTHOBpEMEHHOE
NPUMECHEHHE WHUMNPOQUIOKCAllMHA W MPEmapaToB, COJEPXKANIMX NPOOCHENHl, MPUBOIUT K
MOBBIIICHUIO KOHIIEHTPAIMHU ITUIPpodIIOKCcaliHa B TIa3Me KPOBH.

Denumoun

ITpu onHOBpEMEHHOM MPUMEHEHUH LUNpOodIIoKcalHa U (eHUTONHA HaOII01a7I0Ch U3MEHEHHE
(moBbIILIEHNE WIM TOHMKEHUE) cojAepkaHMs (EeHUTOMHa B IUIa3Me KpoBH. Bo un3bexaHue
ocnalleHuss MPOTHUBOCYJOPOXKHOrO dddexrta G(EeHUTOMHA BCJIEJICTBHE CHUXKEHHMS  €ro
KOHIEHTpAlluu, a TakXke JUIsl NPEeJOTBpAIICHMs] HEKENATeNbHbIX SBICHUH, CBSI3aHHBIX C
nepeo3upOBKON (PEHUTOMHOM TPH MPEKPALICHUH IpuemMa HUMPOoQIIOKCAIlMHA, PEKOMEHTyeTCs
OCYIIECTBIISATH KOHTPOJIb 32 Tepanuei JEeHUTOMHOM Y MTAallMEeHTOB, IPUHUMAIOIINX 00a penapara,
BKJIIOYAsl ONpeJeNieHHe coepkaHus (EeHUTOMHA B IJIa3Me€ KPOBHM B TEUEHHME BCEro IMepHoja
OJIHOBPEMEHHOI'O TpPUMEHEHUs O0OMX TMpenapaToB U HENPOAOKUTENbHOE BpeMs IOcCie
3aBepIleHUs] KOMOMHUPOBAaHHON Teparuu.

Memompexcam

[Ipy OMHOBPEMEHHOM MPUMEHEHHH METOTpeKcaTa M IUNpPO(dIOKCAIlMHA MOXKET 3aMeIISAThCS
HOqeqHO-KaHaHBHeBBIﬁ TpchnopT MeTOTpeKcaTa, YTO MOXKET COHpOBO)K)IaTBCSI ITOBBIIIICHHUCM
KOHIIEHTpAIlMU METOTpeKcaTa B Ia3Me KpoBH. [Ipu 3TOM MOXKET YBEIHUMBATHCS BEPOSITHOCTH
pa3BuTHs MOOOYHBIX d(PPeKTOB MeTOTpekcaTa. B cBs3M ¢ 3THM 3a MalMEHTaMH, MOTYJaroITUuMU
OJIHOBPEMEHHYIO TepParui0 METOTPEKCATOM U IUMPOPIOKCAIIMHOM, TOIKHO OBITh YCTAHOBIIEHO
TIHIATEILHOE HAOIIOIECHNE.

Tuzanuoun

B pesymbTate KIMHUYECKOTO WCCIEAOBAHUS C YYacTHEM 3J0POBBIX JTOOPOBOJBIEB MpPH
OJIHOBPEMEHHOM TPUMEHEHUHN NHUMPOQIIOKCAIIMHA W TMPENapaToB, COAEPKAIIUX THU3AHHU]IUH,
BBISIBJICHO YBEJIMYCHNE KOHIICHTPAIIMHM TH3aHUIMHA B TUTa3Me KPOBH: YBEITMUYCHUE MAaKCUMATbHON
koHneHTpanuu (Cmax) B 7 pa3 (ot 4 no 21 paza), yenuuenue nokazatens AUC (tutormanp moj
(hapMaKOKMHETHIECKON KPUBOH «KOHIIEHTpanus-BpeMsi») B 10 pa3 (ot 6 1o 24 pa3). YBenuueHue
KOHIIEHTPAIIUU TU3aHUIUHA B IJIa3Me KPOBU MOXKET BBI3BATh CHUIKCHHE ApTEPUATLHOTO TaBIICHUS
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Y COHJIUBOCTB. Takum 00pa3om, OJJHOBPEMEHHOE anMeﬁ%éaﬁtp&ﬁiﬁJ&M; I:I-Z-I;'l:bér'll':l:gb;l)l“OB,

COJIepKaIllUX TU3AHUIUH, TPOTUBOIOKA3aHO.
Jlynoxcemun

B xone mpoBeneHMs KIMHMYECKMX HCCIENIOBaHWM OBUIO TOKa3aHO, YTO OJHOBPEMEHHOE
MPUMEHEHHE TYJOKCETMHA M MOIIHBIX MHTHOMTOpOB M30(pepmenta CYP450 1A2 (Takmx Kak
¢dyBokcamuH), MoxeT npuBectd Kk yBenundernnio AUC m Cmax mynokceruHa. Hecmorps Ha
OTCYTCTBHE KJIMHUYECKUX JI@HHBIX O BO3MOXHOM B3aMMOJCHCTBHHM € LUIPO(IOKCAIIMHOM,
MOXXHO TPEIBHIETh BEPOATHOCTh TOJOOHOTO B3aUMOACWUCTBUS TPH  OAHOBPEMEHHOM
MPUMEHEHUU UNPO(hIOKCalMHA U TyJIOKCETHHA.

Ponunupon

OnHOBpeMEHHOE TPUMEHEHHE PONMHHUPOJIAa W LUNPO(pIIOKCAlMHA, YMEPEHHOTO HHTHOHMTOpa
nzodpepmenra CYP450 1A2, npuBoaut k yBenuuennto Cmax u AUC pormauposna Ha 60 u 84 %
co0TBeTCTBEHHO. CieryeT KOHTPOJUPOBaTh HeOaronpusTHbie 3GEKThl PONUHUPOIIA BO BpeMs
€ro COBMECTHOTO MPHUMEHEHHS ¢ NUIPOGIIOKCAIIMHOM U B T€YEHHE KOPOTKOI'O BPEMEHH TOCIIe
3aBepIIeHHs] KOMOMHUPOBAHHOW TEPAITUH.

Jluookaun

B wuccienoBaHuum Ha 3740pPOBBIX J0OpPOBOJBIAX OBLIO YCTAaHOBIEHO, YTO OJHOBPEMEHHOE
IPUMEHEHUE MPEenaparoB, COAEPXKALIMX JHUAOKaWH, U LUIPOQIIOKCALMHA, YMEPEHHOTO
unruoutopa nzopepmenta CYP450 1A2, npuBOAUT K CHUKEHHUIO KJIUpPEHca IuioKkanHa Ha 22 %
IpU €ro BHYTPUBEHHOM BBeAeHMHU. HecMOTps Ha XOpoIlyr0 NEpPEeHOCUMOCTh JUAOKAMHA INPU
OJIHOBPEMEHHOM MPUMEHEHHUHU C UIPO(DIOKCALIUHOM, BO3MOKHO YCHIIEHUE TOOOYHBIX 3P (HEKTOB
BCJIC/ICTBHE B3aUMOIeiCcTBUs (CcM. pasnen 4.4.).

Knozanun

[Tpu ofHOBpEMEHHOM PUMEHEHUH KJI03anuHa U nunpodiaokcanuaa B go3e 250 mr B TeueHue 7
JHeW HaOMoanoch yBEJIMYEHHE IJIa3MEHHBIX KOHLEHTpauui kio3anuHa U N-gecmeTui-
kio3anuHa Ha 29 % u 31 % cooTrBeTcTBeHHO. ClielyeT KOHTPOJIMPOBATh COCTOSIHUE MAllUEHTa U
IpyU HEOOXOJUMOCTH MPOBOJUTH KOPPEKIUIO peXUMa JO3MPOBAHUS KJIO3allMHA BO BpPEMs €ro
COBMECTHOTO TMPHUMEHEHHS C LUMPOQIIOKCAIITHOM M B TEUEHHE KOPOTKOTO BPEMEHH TIOCIe
3aBepIleHUs] KOMOMHUPOBAHHOU Teparnuu (cM. pazaen 4.4.).

Cunoenaghun

[Tpu 0THOBpEeMEHHOM MPUMEHEHUH Y 3/JOPOBBIX 100pOBOJIbLIEB LUITPpOGIoKcaHa B 1o3e 500 mr
u cunaeHaduna B no3e 50 mr ormeuanocs yBenuuenue Cmax u AUC cunnenaguna B 2 paza. B
CBSI3U C 3TUM NPUMEHEHHE JaHHON KOMOMHAIIMHM BO3MOYKHO TOJIBKO MOCIIE OLIEHKH COOTHOIICHUS
«TIOJIB3a-PHUCKY.

Anmazonucmor sumamura K

CoBMecTHOE TpHUMEHEHHE LUNpPodUIOKcallMHa M aHTaroHucToB ButamuHa K (Hampumep,
Bap(dapuHa, alleHoKyMaposa, (eHIPOKyMOHa, (pIynHAMOHA) MOXKET MPUBOJUTH K YCUJICHUIO UX
AHTUKOAryJsSIHTHOTO JielicTBUA. BennunHa 3Toro 3gdexra MoKeT U3BMEHSTHCSI B 3aBUCHMOCTH OT
COITYTCTBYIOIMX MH(EKINH, BO3pacTa 1 OOIIETr0 COCTOSHUS NAllMEHTA, I03TOMY CJIOKHO OLEHUTh
BIUsHKUE IUmpoduiokcariiHa Ha yBenmmduenne MHO (MexmyHaponHOe HOPMaIM30BaHHOE
otHomeHue). CreayeT IOCTaTOYHO dYacTo KoHTpoiupoBaTb MHO BO Bpemsi COBMECTHOro
MPUMEHEHUs HUNPOQIIOKCAllMHA U aHTarOHWCTOB BUTaMuHa K, a Takke B TeueHHE KOPOTKOIO
BpPEMEHHU I10CJIe 3aBEpUICHU KOMOMHUPOBAHHOM Tepanu.

Aeomenamun

B ximHMYeCKUX HCCeoBaHUSAX OBLIO MOKa3aHO, YTO (DIYBOKCAMMH, KaK CHUJIBHBIN MHTHOUTOD
nzodepmenta CYP450 1A2, 3aMeTHO HHTHOMPYET META0OJIN3M aroMejaTHHa, YTO MPUBOJIUT K
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60-TH KpaTHOMY YBEIIMUEHUIO BO3JICHCTBH arOM@%&ggﬂlﬁ%éﬁ&thggTB‘I'%%/%%BHe

KIIMHUYECKUX JaHHBIX O BO3MOXXHOM B3aMMOJACHCTBHH C LHUIMPO(IOKCAIIMHOM, YMEPEHHBIM
uaruouTopom wuszopepmenta CYP450 1A2, momoOGHbie 3(P(HEKTBI MOXHO OXHIATh IpHU
OJIHOBPEMEHHOM TPUMEHEHUH aroMeliaTuHa | HUIpodIoKcaHa.

3oanuoem

CoBMmecTHOE IMPUMCHCHUC LIHHpO(bJIOKC&I_II/IHa " 30U aAcMa HE pEKOMCHAYCTCs, ITIOCKOJIBKY OHO
MOXET IMIPUBOJUTH K YBCIIMUYCHUIO KOHICHTPAIUU 30JIIIKMACMA B IJIa3ME KPOBH.

4.6. DepTUIBLHOCTD, 0€PEMEHHOCTD U JTAKTALHSA

bepemeHHOCTD

[Ipumenenne nunpodUIOKCaMHa MPOTHBOIIOKA3aHO TMpu OepeMeHHOCTH. be3omacHocTh
OpUMEHEeHHUs LUNpoQIioKcalliHa y OepeMeHHBIX He ycraHoBieHa. OaHaKo, Ha OCHOBAaHUM
pe3yJIbTaTOB HCCIEJOBAaHUI Ha >KMBOTHBIX, HENb3s IOJHOCTHIO HCKIIOYUTH BEPOATHOCTD
HEeOJaronpusATHOrO BO3ACUCTBUS HA CyCTaBHBIE XpSIIM HOBOPOXJIEHHBIX. B cBA3M C 3TUM
UIpoQIOKCallH HE TOJDKEH Ha3HAa4YaThes OEpeMEHHBIM KEeHIMMHAM. B xoze uccienoBanuii Ha
KUBOTHBIX TEPATOTEHHOTO JIeicTBUA (Maab(hopMalnii) yCTaHOBIIEHO He ObLIIO.

JlakTaims

[Ipumenenue nunpodIoOKcaliHa MPOTUBOMOKA3aHO B TMEPUOJA TPYIHOTO BCKAPMIIMBAHHUS.
[{unipodmokcanyH BBIIEISICTCS B TPYIHOE MOJIOKO. V3-3a MOTEHIIMATBLHOTO PUCKA TIOBPEXKICHUS
CYCTaBHBIX XpsIIe HOBOPOXACHHBIX IUMPOGIOKCAMH HE JOHKEH Ha3HA4YaThbCs KOPMSIIUM
JKEHIITUHAM.

4.7. BiusiHHe HAa CHOCOOHOCTH YNPABJAATH TPAHCHOPTHBIMH CpPeACTBAaMH U PadoTaTrh C
MeXaHUu3MaMHu

@DTOPXUHONOHBI, BKJIIOYas LUNPOGIIOKCAIIMH, MOTYT HapyllaTh CIIOCOOHOCTh MAaIMEeHTOB
yOpaBiIsATh aBTOMOOMJIEM M 3aHUMATbCs JPYTMMHM [OTEHLIMAJIBHO ONACHBIMM  BHJIaMU
NeSITebHOCTH, TPEOYIOIMMH MOBBIIIEHHOIO BHUMAHUS U OBICTPOTHI ICUXOMOTOPHBIX PEaKIHii,
BCJICJICTBUE BIIMSHHUS HA [ICHTPAJIbHYIO HEPBHYIO CUCTEMY.

4.8. Hexkenare/jibHbIE peaKUUU

TabnmuHoe PE3I0OME HEXKENATCIILHBIX PEaKINH

[lepeuncieHHBIC HIKE HEXKENATENbHBIC PEaKIUh KiIacCU(UIMPOBAHBI CICIYIOIIUM 00pa3oM:
odenp vacto (> 1/10), wacro (> 1/100, vo < 1/10), mewacto (> 1/1000, vo < 1/100), penxo
(> 1/10000, HO < 1/1000), ouenp penko (< 1/10000), yacroTa HeusBecTHa (HA OCHOBAHUH
NMCHOIIUXCA JAaHHBIX OLICHUTH HeBOSMO)KHO).

CucremHo-
. Yacrora
OPraHHbII Yacro Heuacro Penxo OueHnb peako
HEeM3BeCTHA
KJIACC
HUngpexyuonn Mukotuueck | [lceBmomemOp
ble u ue AHO3HBIN
napasumap cynepuH(peK | KOJHT (B OYCHB
vie 1015051 peaKux
3abonesanus CITyJasx c
BO3MO>KHBIM
CMEPTEIbHBIM
HCXO0JIOM
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CHCTeMHO- (HOCTEQGUEATENBHPC "I:Eu oot2)
OpPraHHbII Yacro Heuacro Penko Ouennb peako acrord
aace HEeM3BeCTHA
Hapywenus DoszuHodpmmm | JlelikoneHus I'eMonuTHueck
cO CMOpPOHbL A Anemus ast aHeMHUS
Kposu u Heiitporienuss | ArpanyJIonuTo
aumepamuuec JleiikonuTos 3
KOU cucmemul TpomOoruron | [TaHmuTONeHNH
CHUS o
TpomOoruteM | (yepooicarowas
us JHCU3HU)
VYruerenue
KOCTHOT'O
Mo3ra
(vepoorcarowee
JHCU3HU)
Hapywenus Annepruuecku | AHaUITaKTH-
CO CMOpPOHbL € peakuuu YeCcKue
UMMYHHOU AJIEpruyecKku | peakiuu
cucmemol i oTeK/ AHadunaktu-
AHTMOHEBpPOTH | YECKMI  IIOK
YECKUM OTEK (vepoorcarowuii
JHCU3HU)
CobiBOpOTOYHA
s1 00JI€3Hb
Hapywenus Cungpom
CcO CMOpOHbL HEeaJIeKBaTHO
9HOOKPUHHOU U Ccexpenuu
cucmemvl AHTHINYPETH
4ECKOT0
ropMoOHa
(CHAIT)
Hapywenus CHmxeHmne ['uneprivkemu Tsoxenast
Memabonusm anmeTuTa U | 4 TUIOTJINKEMH
a u nUManusl KonudecTBa | [mmornumkemus s, BIUIOTH JIO
MPUHUMAEMO pa3BUTHUSA
178007011071 THITOTJIMKEMH
YECKOU
KOMBI,
OCOOEHHO Y
TTOXKHJTBIX
MAIUEHTOB,
MalUEeHTOB C
caxapHbIM
nrabeTom,
MIPUHUMAFOII
1704
nepopanbHbIe
TUIOTJIMKEMH
YECKUE
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CHCTEMHO- (HOCTEQGUEATENBHPC "I:Eu oot2)
OpPraHHbII Yacro Heuacro Penko Ouennb peako acrord
aace HEH3BECTHA
npenaparsl
WM UHCYJIUH
Hapywenus [Tcuxomorop | Cnyrannocts | [lcuxotuuecku | Hapymenus
ncuxuku * Has CO3HAHUS ule peakiu | BHUMaHUs
TUIEPAaKTUBH | Je30pueHTanu | (ycuieHue HepBoznocth
OCTb A noseaeHus ¢ | Hapymenue
/axkuTanus TpeBOKHOCTh | LIEJIBIO aMATH
Hapymenue camornioBpexie | denupuit
CHOBHJICHUM -HHUA, Takoe | MaHuwu,
(HOUHBIE KakK BKJIFOYAst
KOIIIMAaphl) CyMIIJAJIbHBIE | TUIIOMAHUU
Henpeccus MOCTYIIKH/MBIC
(ycunenue -, a TaKxke
MOBE/IEHUSI  C | TIOMBITKA
LEJbIO CyHIIUJIa WJIU
CaMOIIOBPEXK/IE | YAABLIMMICS
HUS, TAKOE KaK | CYHIIUN)
CyHULIUJAJIbHbBIE
MOCTYIKH/MBIC
qM, a TakKkxke
MONBITKA
CyHLIUJa WU
yAABLIAKCS
CYMIIH)
lammronnnanu
u
Hapywenus I'onoBHas ITapectesun u | Murpens [Tepudepu-
cO CMOpOHbI 001 JIN3ECTE3Us Hapymenue qyeckas
HepeHoU I'onoBokpyx | ['mnecre3us KOOpJAWHALMM | HEHponaThs
cucmemol* CHUE Tpemop JBHKECHHAN u
Hapymenne | Cynoporu Hapyenue MIOJIMHEUPO-
CHa (BKITFOUAS 00OHSHMS naTus
Hapymienue | npuctynsl I'nnepecresus
BKyca AIUIIETICUN) Buytpuuepern-
Bepruro Hast
TUIEePTEH3Us
(Mo3roBas
MICEBIOTYMOPO
3-Had
CUMITOMAaTHKa
)
Hapywenus PaccrpoiictBa | Hapymienue
cO CMOpPOHbI 3peHus LBETOBOTO
opeana BOCITPUSITHUS
3peHus’*
Hapywenus [IIym B ymrax Hapymenus
CcO CMOpOHbI [Toreps ciyxa | ciyxa

opeana cuyxa
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CHCTeMHO- (HOCTEQGUEATENBHPC "I:Eu oot2)
OPraHHbII Yacro Heuacro Penxo OueHnb peako acrora
HEH3BECTHA
KJ1ace
u
NAOUPUHMHBL
e
HapyweHus*
Hapywenus Taxukapaus VY nnunenue
cO CMOpPOHbL MHTEpBajia
cepoya** QT
Kenynouko-
BbI€ apUTMUU
(B TOM umcie
THIIA
«IUAPYITH* %
)
Hapywenus Bazogunarauu | Backynut
CO CMOpOHbL b
cocy0og** CHmkeHue
apTepUaIbHOT
0 JIaBJICHUS
O6Mopok
Hapywenus Hapymenne
CO CMOpOHbL JBIXaHUS
ObIXamenbHo (BKITFOUAS
i cucmembsl, OpoHXOCTa3M)
opeanos
2pyOHoU
KAemKu u
cpedocmenus
Kenyoouno- | TomHoTa PBora [Tankpeatut
Kuuieunwle Huapes bonp B
HapyuweHus KUBOTE
Jlucnerncus
Merteopuszm
Hapywenus IloBeimienne | Hapymenue Hekpo3s Tkanen
cO CMOpOHbI aKTUBHOCTH | pyHKUIMHU MI€YEHU (8
neyeHu u «TIEYEHOYHBI | NIEYEHU Kpatine peoxkux
JHCenuebl800 X» Kenryxa CYYaAsX
Auux nymeu TpaHcamuHa3 | ['emartur npozpeccupyio
[ToBbimenue | (HeMHGEKUNOH | wuil 00
KOHIIEHTPAIU | HBIH) yepoacaroweu
" HCUZHU
ounupyonHa NneuyeHoYHOol
HeooCmamoyH
ocmiut)
Hapywenus Koxnas ceimie | @orocencudmn | [erexun Octpas
CcO CMOpPOHbL KoxHnblil 3yn | n3auus MynbsTudopMm- | reHepannuzoB
KOo#CU u Kpamuauna | OOpa3oBaHue | Hasg dpuUTeMa | aHHAs
HOOKOJCHBIX BOJIJIBIpEN MaJbIX opM MyCTyJe3Has
mKawneu 9K3aHTEMa
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COOTEBETCTEYET ZKCNEPTHOMY OTYETY
ot 31.03.2026 N2 6548
CHCTEMHO- (HOCTEQGUEATENBHPC "I:Eu oot2)
o gacToTa
OpPraHHbII Yacro Heuacro Penko Ouennb peako
aace HEH3BECTHA
V3noBaras JlekapcTBeHH
spurema as Cbllb C
Cungpom s03uHOpUINE
CruBeHca- i u
JI>xoHCcOHa CUCTEMHBIMU
(3710KaueCTBEH | MPOSBICHUIM
-Has u u (DRESS
9KCCYy/laTUBHAs | CUHAPOM)
IpuTEMA), 8
mom yycne
NOMEeHYUANbHO
VepoHCarouuli
HCUSHU
Cungpom
Jlaienna
(TOKCHYeCKui
ANuUAepMaIbH
bIil HEKPOJIHU3),
8 mom uucie
NOMEHYUATLHO
yepoarcaowui
HCUSHU
Hapywenus Aptpanrus Muanrus MpieuHas
CcO CMOpPOHbL ApTtpur cinabocTh
MbIUEYHOT, IToBeI1IEHHE TenauHut
cKelemHou U MBIILIEYHOTO Pa3pei
coeduHumernw TOHYCA, CYXOKUINH
HOU mKanu™® MBIIIIEYHbIE (mpeumyiecTB
cynoporu €HHO
aXUJIJIOBBIX)
ObocTpenue
CUMIITOMOB
MUACTEHUH
Hapywenus Hapymenue | [loueuynas
CcO CMOpPOHbL byHKIIH HEZ0CTaTOYHO
nouex u MOoYeK CTh
MO4e8b180051 ['ematypus
wux nymeu Kpucrannypus
TyOynountepc
THIUATILHBIN
HeppUT
Obwue bonesoit Oteku Hapymenue
HapyweHus u CUHAPOM [TornuBOCTH MTOXOJIKU
peakyuu 8 Hecnenuduyu | ['uneprunpos
Mmecme €CKOH
66edeHus ™ STHOJIOTUHI
Oo0mmee
HEJIOMOTaHue
JIuxopanka
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COOTEETCTEY OTUYE
ot 31
ToCEOD i
CucremHno- e ——
o gacToTa
OpPraHHbII Yacro Heuacro Penko Ouennb peako
HEeM3BeCTHA
KJ1ace
Jlabopamopn [ToBbiienne | 3Menenue [ToBbilieHNE
vie u AKTUBHOCTH | COJEPKAHUSA MHO (y
UHCMPYMEHm HIeJIOYHO pPOTPOMONHA MAIUEHTOB,
anvHble docdaraszer B | [loBbieHmE MOJTYYaOIIUX
OoamnHvle KpOBU AKTUBHOCTHU aAHTarOHUCTHI
aMMJIa3bl ButamuHa K)

* B o4eHb peIKuX CIy4asx Ipy NPUMEHEHHN XHHOJIOHOB M PTOPXUHOJIOHOB, MHOT]a HE3aBUCHMO
OT UCXOJHO UMCHOIIINXCA q)aKTOPOB pucka, OBLIH 3apCruCTpUPOBAHBI AJIUTCIIBHO COXPAaHAIOIIHUEC
(10 HECKOJIPKMX MECSLEB WM JIeT), WHBAIUAW3UPYIONIME W TOTCHIHAIBbHO HEOOpaTHUMbIC
cepbe3HbIe MOOOYHBIC PEaKIIMK Ha IIPeTapaT, 3aTparuBaroiie HeCKOJIbKO, 2 HHOTa 1 MHOYKECTBO,
KJIaCCOB CHCTEM OpPTaHOB M OPraHOB YYBCTB (BKJIIOYAsl TAaKUE PEAKIIMU, KaK TEHAWHHT, Pa3pbIB
CYXOXKWJIMS, apTpairus, 00b B KOHEUHOCTSIX, HApyILlIEHUE IMOXO0JKH, HEHpONaTHH, CBA3aHHbIE C
napacTe3us MU, JISIPECCHs], MOBBIIICHHAs YTOMISIEMOCTh, HapyIIeHUE aMsATH, HapyIIeHHE CHA, a
TaKXKe HapyIIEHUs CIyXa, 3peHus, BKyca 1 000HsIHHA (cM. pasnen 4.4.)

** Y manueHToB, MoJy4aBIuX (TOPXUHOIOHBI, OBUIM OTMEUEHBI CITydar Pa3BUTHs aHEBPU3MBI U
pacciIOeHMs a0PThI, MHOT/Ia OCJIOKHEHHBIX Pa3phbIBOM (B TOM YHCIIE C JICTAIBHBIM UCXO0JIOM). A
TAK)Ke PerypruTaluu/He0CTaATOYHOCTH JIF000T0 KianaHa cepana (cM. pasaen 4.4.).

*** Yame y manMeHTOB, MPEAPACIIONIOKEHHBIX K yIUTHHEHUIO nHTepBaia QT.

OmnwncaHue OTACIBHBIX HEXKEJIaTSAbHBIX peaKIIHi

B oTnenbHBIX cyyasix HEKOTOPBIE CEPhE3HBIE TOOOYHBIC PEAKIIUU, TAKUE KAaK TEHACHUT, Pa3pbIBbI
CYXOXKHWIHM, TOBPEXKICHUS ONOPHO-ABUTATEILHOIO annaparam U Apyrue peakinuu, BIUSIONI1e Ha
HEPBHYIO CUCTEMY, BKJIFOYAsi ICUXMYECKUE PACCTPONUCTBA M HAPYIICHHUSI OPTaHOB YyBCTB - MOT'YT
OBITH IPOAOKUTEIBHBIMU (>30 HEH) ¥ MPUBOAUTH K MHBATHIHOCTH.

YacToTa pa3BUTHS CIENYIOIIHUX HEXENATEIbHBIX PEAKIMI IIPU BHYTPUBEHHOM BBEJCHUHU U NPH
OPUMEHEHUN CTYNEHYaToOM Tepanuu IUNpodIoKcalluHOM (IIpY BHYTPUBEHHOM BBEJCHUU
npernapara ¢ HOoCJIeAYIOIUM €ro MPUEeMOM BHYTpPb) BhIIIIE, YEM IIPH NpUEME Mpenapara BHYTPb:

yacmo — pBOTa, HOBBIIICHUC AKTUBHOCTU «IICHYCHOYHLIX)» TPAHCAMHWHA3, ChIIIb;

Heyacmo — TPOMOOIUTOTICHUSI, TPOMOOIUTEMHUSI, CITyTAHHOCTb CO3HAHUSA W JI€30pUEHTAIINA,
TaJUTIOIIMHAIMY, TAPEeCTEe3UH W JAM3ECTE3UH, CYIOPOrd, BEPTUrO, HAPYIICHUS 3PEHHUS, TOTeps
Clyxa, TaxuKap[us, Ba3oJuiaTalis, CHIDKCHHE apTepUaIbHOTO JIABJICHHS, OOpaTUMbIe
HapyleHus QyHKIUY EUYCHH, )KENTyXa, MoYeyHasi HeIOCTaTOYHOCTh, OTEKH;

peoKko — MaHLIUTONEHHUS], JeNPECcCUsi KOCTHOIO MO3ra, aHA(UIAKTUUECKUN HIOK, ICUXOTHYECKHE
peaKIMy, MUTPEHb, HAapyIIEHUsI OOOHSHHUS, HAPYIIEHUs ClyXa, BAaCKYJHT, MAaHKPEATUT, HEKPO3
TKaHEHN NIEYEeHH, IIETEXUH, PA3PBIB CYXOKUIUN.

eTH
VY nereit yacto cooOUIaIOCh O Pa3BUTUHU apTPONATHIA.

YacroTa apTpornaTtuun (apraHTI/IH, aprI/IT), YKa3aHHasA BbBIIIC, OCHOBAHAa Ha KIMHHUYCCKHUX
HCCIICOOBAHUAX Y B3POCJIBIX MAITUCHTOB. V nereit wactoTa IMMPOABJICHUA apTPOIIaTUH OLCHUBACTCS
Kak 4yacTrasd.

COO6HI€HI/IG 0 TOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKITNAX

BaxxHo coo01maTh 0 1mo103peBaeMbIX HeXeIaTeIbHbIX PEAKLUAX TOCIIe PErHCTPALluy IIperapara ¢
Heabl0  O0ECNEUeHHs  HEMPEphIBHOTO  MOHHUTOPHHTA  COOTHOLICHHUS  «IIOJIb3a-PHCK»
JICKapCTBEHHOTO Mpernapara. MeIuuHCKUM pa0OTHUKAM PEKOMEHAYeTCs COOOIIaTh O JOOBIX
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MOI03PEBACMBIX HEXKEIATECIbHBIX PEaKITUIX neKaDCTBeﬁgbjlr:é'%B;éirg%lﬁggjgaﬂﬁ&iﬁﬁme

CHUCTEMBbI COOOIICHUSI O HEXENATeNbHBIX PEAKIUAX TocydapcTB — uieHOB EBpasuiickoro
SKOHOMMYECKOTO COI03a.

Poccniickas ®@enepanus.

QenepalnibHas Cityx0a 1o Haa30py B cepe 3paBoOXpaHEHUsI.

Anpec: 109012, r. Mocksa, CnaBsiHCKas TUIOIIanb, a. 4, ctp. 1.

Tenedon: +7 (800) 550 99 03.

OnekrponHas modra: pharm@roszdravnadzor.gov.ru uiau npr@roszdravnadzor.gov.ru
Caiit B nHGOPMAIIMOHHO-TEJICKOMMYHUKAIIMOHHOM ceTH «HTepHeT»:

https://www.roszdravnadzor.gov.ru
4.9. Ilepeno3upoBka

CUMOTOMBI

B cnyuyae nepeno3upoBKU MpH MEpPOpaIbHOM MpPUEME B HECKOJIBKHX CIydasx ObLJIO OTMEUYEHO
0o0paTMOe TOKCHUECKOE BO3/I€HCTBHE HA MAPEHXUMY ITOYEK.

Jleuenue

IloaToMy B ciydae IepelO3UPOBKH, KpOME IPOBEACHUSA CTAaHIAPTHBIX MEPONPUATUN
(IIpOMBIBaHHUE KEITYIKA, TOCIE KOTOPOTO CICAYET MPUHATh aKTHBUPOBAHHBINA yrojib, BBEIICHUEC
0O0JIBIIIOTO KOJIMYECTBA JKUAKOCTH, CO3/IaHHE KUCIOW PEaKMy MOYH C LENbI0 MPEJOTBPALCHHS
KPUCTAJLUTyPHH), PEKOMEHJIYETCSl TaK)Ke CICTUTh 3a (YHKIUEH MOYEeK ¥ MPUHUMATh MarHWii-
KaJIbIIMICOMIEp)KAIIE aHTallUIbl, KOTOpbIE CHWXAIT abcopOiuio nunpodiaokcaiuua. C
MOMOII[BI0 T€MO- WJIM TMEPUTOHEATHbHOIO JMaIN3a BBIBOAUTCSA TOJBKO HEOOJBIIOE KOJIUYECTBO
nunpogiaokcanuna (menee 10 %).

5. ®PAPMAKOJOT'MYECKHUE CBOMCTBA

5.1. ®apmakoaMHaAMHYeCKHe CBOIicTBA

CDapMaI(OTepaHeBTI/I‘leCKaSI rpynia: aHTI/I6aKTepI/IaJ'IBHBIC cpeacrea CHCTCMHOI'O HeﬁCTBHH;
MMPON3BOJHBIC XWHOJIOHA, (1)T0pXI/IHOJ'IOHI)I.

Kox ATX: JOIMAOQ2

dapmakonuaammueckue YO EKTH

[MunpodnokcannH mnpencTaBiseT co0OM CHHTETHYECKUH aHTUOAKTEepHaJbHBIN Mpernapar
HIMPOKOTO CIIEKTpa ACUCTBUA U3 IPYMIbl GTOPXUHOIOHOB.

Mexanuszm geiicTBus

[{unpodiokcanun 007aaeT aKTHBHOCTBIO [N VILr0 B OTHOIIEHHH MIMPOKOTO CIEKTpa
rPaMOTPULIATENBHBIX U TPAMIOIOKUTEIBHBIX MHUKPOOPTaHU3MOB. bakTepuiuaHoe aelicTBHe
mUIpoIOKCallMHA  OCYIIECTBIIIETCS ~ IMOCPEJICTBOM  HHTHOMPOBAaHUS  OaKTEepPHAITBHBIX
tononzomepaz |l tuma (Tomomsomepasza |l (JJHK-rupaza) m tomomsomepaza IV), xoTopsie
HEOOXOIUMBI ISl PETUTHKAIINH, TPAHCKPHUIIIINN, perapanud U PeKOMOWHAIIUN OaKTepuaTbHON
JTHK.

MexaHn3Mbl PE3UCTSHTHOCTH
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. . TIEIC OB HOC TR 0002
PesuctentHOCTh IN VILFO K 1munpodoKcaruHy _4acTo 'GGVCM JMMHTMV'F&W';[MH

OaxtepuanbHblx Tomouszomepas M JHK-rupassl u pasBuBaercs MEIUIEHHO NOCPEACTBOM
MHOT'OCTYII€HYATbIX MyTallUN.

EnuHuyHbIe MyTamuy MOTYT MPUBOAUTH CKOpPEe K CHUKCHHIO YYBCTBHTEIBHOCTH, YE€M K
Pa3BUTHIO KIMHUYECKONW YCTOWYMBOCTH, OJHAKO MHOXKECTBEHHBIE MYTalldd B OCHOBHOM
MPHUBOJIAT K PA3BUTHIO KIMHHYECKON PE3UCTEHTHOCTH K IUMPOQIOKCAIMHY U K MEePEKPECTHON
PE3UCTEHTHOCTH K MpernaparaM XUHOJIOHOBOTO psijia. Pe3uCTEHTHOCTh K HUMPOQIIOKCALIUHY, KaK
U KO MHOTHUM JPyrUM aHTHOMOTHKAM, MOXET (OpPMHpPOBATHCS B pPE3yIbTaTe CHUKCHUS
HPOHHUI[AEMOCTH KJICTOYHON CTEHKH OaKTepHii (Kak 3TO 4aCTo IMPOUCXOIUT B ciiydae Pseudomonas
aeruginosa) u/wiM aKTHBALMK BBIBEACHUS M3 MUKpOOHOH kietku (3 dirokc). Coobmiaercs o
pPa3BUTHUU PE3UCTEHTHOCTH, OOYCIIOBICHHON JIOKAJIW30BAHHBIM Ha IJIa3MUAaX KOJIUPYIOLUIUM
reHoM QNnr. MexaHu3Mbl Pe3UCTEHTHOCTH, KOTOPBIC MIPUBOAT K WHAKTUBALIMY TIEHUIMIITHHOB,
1e(hasoCnoOpruHOB, AaMUHOTJIIMKO3UA0B, MAKPOIUIOB U TETPALUKINHOB, BEPOATHO, HE HAPYILIAIOT
AHTUOAKTEPUATBHYIO aKTHBHOCTh HUTIPOdIIoKcanmHa. MUKPOOPTaHU3MBI, PE3UCTCHTHBIC K TUM
mpemnapataM, MOTYT ObITh  YYBCTBUTENBHBIMH K  HUNpOQIIOKcAUHy. MuHUManbHas
OakrepunuaHas koHeHTpauus (MBK) o0p14HO HE mpeBbIaeT MUHUMAIIbHYIO HHTHOUPYIOITYIO
koHueHtpanuto (MUK) 6onee yem B 2 paza.

TecTupoBaHUe YYBCTBUTEILHOCTH 1IN VItro

BocnpousBoauMble  KPUTEPHHM HCCICIOBAHUS UYYBCTBUTEIBLHOCTH K  IUIPO(IOKCALIUHY,
YTBEpXkKACHHBIE EBPOMEiCKMM KOMUTETOM IO OTPEACIICHUIO TYBCTBUTEIIBHOCTH K aHTHOMOTHUKAM
(EUCAST), npencraBieHsl B TaOIHIE HUXKE:

EBponeiickuii KoMHTET 10 ONpeleJeHUI0 YYBCTBUTEJbHOCTH K AHTHOMOTHKAM.
Horpanuunsbie 3Hauenuss MUK (Mr/s1) B KIMHUYECKUX YCJAOBUAX I HUIPOGJIOKCALIUHA.

Mukpoopranusm UyBCTBUTENBHBIN PesucrenTHbIi

[mr/n] [mr/n]
Enterobacteriaceae <0,5 >1
Pseudomonas spp. <0,5 >1
Acinetobacter spp. <1 >1
Staphylococcus spp®. <1 >1
Streptococcus pneumoniae? <0,125 >2

Haemophilus influenzae » Moraxella catarrhalis® <0,5 >0,5

Neisseria gonorrhoeae <0,03 > 0,06

Neisseria meningitidis <0,03 > 0,06
[TorpannyHbie 3Ha4€HUs, HE CBSI3aHHBIE C BUJIAMH <0,5 >1

MI/II(pOOpl“a.HI/IBMOB4
1 — Staphylococcus spp. — morpaHuuHble 3HAUCHHS JUIS IMIPOQIIOKCAI[HA CBSA3aHBI C

BBICOKOJIO3HOM TEpaINUen.

2 — Streptococcus pneumoniae — aukuid THIT S. PNEUMONiae He CYMTACTCS YYBCTBUTEIBHBIM K
UNPOQIIOKCAUHY U O(QIIOKCAMHY, TAKUM 00pa30M, OTHOCHUTCS K KATETOPUU MUKPOOPTaHU3MOB
C IPOMEKYTOYHON YYBCTBUTEIBHOCTHIO.

3 — Ilrammbr co 3Hauenuem MUK, mpeBplIalONMM HOPOTrOBOE  COOTHOLIEHHE
YYBCTBUTEIbHbIE/yMEPEHHO-UYBCTBUTEIbHBIE, BCTPEUAIOTCSA OYEHb PEIKO M 10 CHX IOp
cooOuieHuit 0 HUX He Ob110. TecTsl Mo uaeHTU(GUKALMY U IPOTUBOMHUKPOOHO YyBCTBUTEIILHOCTH
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pu OOHAPYKCHUU TaKUX KOJOHHH HEOOXOIHMO noﬁ%gpr:rg,E‘a'%%Jﬁ@&ﬂﬂf:::ggﬁ%ﬁ%mn

MOJITBEP K ICHBI TIPH aHAIM3E KOJIOHUI B pedpepeHcHol tabopaTopuu. [{o Tex mop, moka He OyayT
MOJIyYeHBbl J0Ka3aTesIbCTBA KJIMHUYECKOrO OTBETa JJs IITaMMOB C TOJITBEPKICHHBIMU
3HadeHusaMu MUK, mnpeBblIalOmMMHM  UCHOJB3YEMBIM B HACTOSIIEE BpeMs  IIOPOT
PE3MCTEHTHOCTH, OHH JOJDKHBI paccMaTpuBaThCsl Kak pesucTentHbie. Haemophilus spp.,
Moraxella spp. — Bo3mokHo BbisBiIeHue MmTamMMoB Haemophilus influenzae ¢ Huskoi
YyBCTBUTEIBHOCTRIO K (ropxuHomonam (MUK mis munpoduokcanmaa — 0,125-0,5 wmr/m).
Jloka3zarenbCcTB KIIMHUYECKOTO 3HAYCHNS HU3KOW PEe3UCTEHTHOCTH MPH MHPEKIHUX bIXaTeIbHBIX
MyTeH, BI3BaHHBIX H. influenzae, HeT.

4 — TlorpaHu4yHbIe 3HAYCHHS, HE CBS3aHHBIC C BUIAMH MHUKPOOPTaHW3MOB, OMPEICIUINCH B
OCHOBHOM Ha OCHOBE JaHHBIX (papMaKOKHMHETHKH/(papMaKOJUHAMUKHA W HE 3aBUCAT OT
pacnpenenenuss MUK mns cnenmduuecknx BuaoB. OHU NMPUMEHUMBI TOJIBKO JJISI BUAOB, IS
KOTOPBIX HE OBbLI OMpeesieH OPOr YyBCTBUTCIIBHOCTH, CIICU(DUYHBINA IS BHUa, a HE JIIA TeX
BUJIOB, JUISI KOTOPBIX HE PEKOMEHIYETCS MPOBOJIUTH TCCTHPOBAHHWE YYBCTBHTEIbHOCTH. Jliist
ONpE/CICHHBIX  IITAMMOB  PaclpOCTPAaHECHHUE MPHOOPETCHHOW  PE3UCTEHTHOCTH  MOJMKET
pa3IUYaThCS B 3aBUCUMOCTH OT Teorpauveckoro peruoHa M C TCUCHUEM BPEMEHHU. B CBs3M C
9TUM JKEJIaTeIbHO pacrojaratb MECTHOH HH(OpMaIHMed O pPEe3MCTEHTHOCTH, OCOOCHHO IpHU
JICYCHUU CEPhE3HBIX MH(DEKITHIA.

Jannple HCTUTYTA KIMHUYECKUX M J1a0OpaTOPHBIX CTAHAAPTOB JUIs NOIPAaHUYHBIX 3HAYCHUN
MUK (mr/n) u quddy3noHHOTO TeCTUPOBaHUS (JHAMETP 30HBI [MM]) C HCIIOJIB30BAaHUEM JIMCKOB,
coJiepKalux 5 MK HUITPOQIIOKCAIIMHA, TIPEACTaBIEHbl B TaOIMIIE HIDKE.

NHeTuTyT KIAMHMYECKHX M Ja0opaTopHbIX craHaapros. Ilorpannunsbie 3Havenus MUK
(mr/n) n 1n¢Py3noHHOro TecTUPOBAHMUS (MM) C HCII0JIb30BAHUEM /IUCKOB

Muxpoopranusm YyscrBureibHblii | [IpomexkyTrounbiii | Pe3dncreHTHBIH

Enterobacteriaceae <1? 2° > 42

> 215 16-20° < 15°
Pseudomonas aeruginosau | < 1* 2¢ > 42
cemeucmey
Enterobacteriaceae
Staphylococcus spp. <1® 28 > 42

> 21° 16-20° < 15°
Enterococcus spp. <1 2* > 42

>21° 16-20° < 15°
Haemophilus spp. <1® - -

> 21" - -
Neisseria gonorrhoeae < 0,06" 0,12-0,5" > 1"

> 41" 28-40" < 27"
Neisseria meningitidis <0,03° 0,06° >0,12¢

> 35% 33-34* < 32%
Bacillus anthracis, |<0,25° - -
Yersinia pestis
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Francisella tularensis <0,5% WU

a — JTOT BOCIPOM3BOAMMBIN CTaHAAPT MNPUMEHHM TOJBKO K TECTaM C HCIOJIb30BAaHUEM
pasBezieHuil ¢ OyJIbOHOM C IPUMEHEHUEM KaTHOHHOTO CKOPPEKTUPOBAaHHOTO OyboHa Mroiepa-
Xuntona (CAMHB), koTopblii ”HKYOHPYIOT C IOCTYIIOM BO31yXxa Ipu Temmneparype 35+2 °C B
teuenne 16-20 u gns mrammoB Enterobacteriaceae, Pseudomonas aeruginosa, apyrum
OakTepusiM, He OTHOCAIIMMCS K cemelictBy Enterobacteriaceae, Staphylococcus spp.,
Enterococcus spp. u Bacillus anthracis; 20-24 4. ans Acinetobacter spp., 24 4. quis Y. pestis (npu
HEJO0CTAaTOYHOM POCTE MHKYOUPOBATH €lie B TeueHue 24 4.).

0 — DTOT BOCHPOM3BOAMMBIN CTaHIAPT NPUMEHHUM TONBKO K JIU((GY3HOHHBIM TecTaMm C
UCIIOJIb30BAaHUEM JIUCKOB C NPUMEHEHUeM arapa Mromepa-XHHTOHA, KOTOPbI HHKYOUPYIOT ¢
JIOCTYIIOM Bo3ayxa npu temneparype 35+2 °C B reuenue 16-18 4.

B — O9TOT BOCIIPOM3BOAMMBIA CTaHIAPT NPUMEHUM TOIBKO K JU(PQY3HOHHBIM TECTaM C
UCIIOJIb30BAHUEM JIMCKOB JIJIsl ONpejeiicHus uyBcTBUTENbHOCTH ¢ Haemophilus influenzae u
Haemophilus parainfluenzae ¢ npumenenrem 0yiboHHO# TecTOBOM cpesl st Haemophilus spp.
(HTM), xoTopyto MHKYOMpYIOT C JOCTYHOM Bo3ayxa Ipu temmeparype 35+2 °C B TedyeHHe
20-24 u.

I — 93TOT BOCHPOM3BOIUMBIN CTaHIAAPT MPUMEHUM TOJNBKO K Ju(dy3HOHHBIM TecTam ¢
UCTIOB30BaHUEM JHUCKOB ¢ mnpumeneHnemM HTM, kortopyio uukyOupyror B 5 % CO2 mpu
temriepatype 35+2 °C B teuenue 16-18 u.

I — OTOT BOCIPOW3BOAMMBIA CTAaHIAPT MPUMEHUM TOJIBKO K TECTaM YyBCTBHTEIHLHOCTHU
(muddy3rMoHHBIE TECTHI C KCIOJIB30BAHUEM TUCKOB JUIsi 30H W pactBop arapa misi MUK) c
PUMEHEHHEM TOHOKOKKOBOTO arapa u 1 % yCcTaHOBJICHHOM POCTOBOM T00ABKH MPU TEMIIEPAType
36=+1 °C (ue npesbimaroteit 37 °C) B 5 % CO2 B Teuenue 20-24 u.

€ — OTOT BOCHPOM3BOAMMBIN CTaHAAPT MPUMEHHM TOJBKO K TECTaM C HCIOJIb30BaHUEM
pa3BeneHni ¢ OyIbOHOM C MPUMEHEHHUEM KaTHOHHOTO CKOPPEKTHPOBaHHOTO OynpoHa Miomiepa-
Xuntona (CAMHB) ¢ no6asnennem 5 % KpoBU OBell, KOTOPBIA HHKYOHPYIOT B 5 % CO2 mpu
temneparype 35+2 °C B reuenue 20-24 4.

) — O3TOT BOCIPOM3BOAMMBIN CTaHAAPT NPUMEHUM TOJIBKO K TECTaM C HCIOJb30BaHUEM
pas3BezieHuil ¢ OyJIbOHOM C TPUMEHEHHEM KaTHOHHOI'O CKOPPEKTHPOBAaHHOTO OynpoHa Mrosiepa-
Xuntona (CAMHB) c¢ noOasnenuem omnpeneneHHod 2 % pocToBOM A00aBKH, KOTOPBIN
UHKYOUPYIOT C JIOCTYIIOM BO31yxa mpu temmneparype 35+2 °C B reuenue 48 u.

In vitro wyecmeumenvHocms K yunpoghroxcayuny

s ompeneneHHbIX IITaMMOB pAaclpOCTpaHEHHE MPUOOPETEHHON PE3UCTEHTHOCTH MOXKET
pa3IuyaThCs B 3aBHCHMOCTH OT reorpaduueckoro peruoHa U ¢ TeYeHHEM BpeMeHH. B cBs3u ¢
STHUM MPH TECTUPOBAHUH TUYBCTBUTEIHHOCTH IIITAMMA KeEJATEIbHO UMETh MECTHYIO HH(POPMAITUIO
O PE3UCTEHTHOCTH, OCOOCHHO TIpH JIEYCHUH TsoKeNnbiXx uWHpexknuid. Ecmm  wmecTHas
PacIpOCTPAaHEHHOCTh PE3UCTEHTHOCTH TAaKOBA, YTO I0JIb3a IPUMEHEHUS Mperapara, o KpanHeu
Mepe, B OTHOIIEHWHW HECKOJbKHX THUIOB WH(PEKIUHA, COMHUTEIbHA, HEOOXOAUMO
MIPOKOHCYJIBTUPOBATHCS CO CIIELIMATIUCTOM.

In vitro OGbuTa TPOIEMOHCTPUPOBAHA AKTUBHOCTH IIUMPOQIIOKCAIIMHA B OTHOIICHHH CIICTYIOIINX
YyBCTBUTEJBHBIX IITAMMOB MUKPOOPraHU3MOB:

AnpoOHbIe rpaMIToNIOXKHUTENIbHBIe MUKpoopranu3mMel: Bacillus anthracis, Staphylococcus aureus
(MeTHIIWJUTMH-YYBCTBUTENBHBIC), Staphylococcus saprophyticus, Streptococcus spp.

AdpoOHBIE TpaMOTPHIIATEIbHBIE MHUKpoOpraHu3Mbl: Aeromonas spp., Moraxella catarrhalis,
Brucella spp., Neisseria meningitidis, Citrobacter koseri, Pasteurella spp., Francisella tularensis,
Salmonella spp., Haemophilus ducreyi, Shigella spp., Haemophilus influenzae, Vibrio spp.,
Legionella spp., Yersinia pestis.
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Anaspobuvie muxpoopeanusmei: Mobiluncus spp.

Hpyrue wmumkpoopranmsmbl: Chlamydia trachomatis, Chlamydia pneumoniae, Mycoplasma
hominis, Mycoplasma pneumoniae.

Bruta mpogeMoHCTprpOBaHa BapbUPYIOLIast CTENIEHb YYBCTBUTEILHOCTH K TUIPOQIIOKCAIUHY JUIS
cleAyommMx — MHKpoopranuamoB:  Acinetobacter  baumannii,  Burkholderia  cepacia,
Campylobacter spp., Citrobacter freundii, Enterococcus faecalis, Enterobacter aerogenes,
Enterobacter cloacae, Escherichia coli, Klebsiella pneumoniae, Klebsiella oxytoca, Morganella
morganii, Neisseria gonorrhoeae, Proteus mirabilis, Proteus vulgaris, Providencia spp.,
Pseudomonas aeruginosa, Pseudomonas fluorescens, Serratia marcescens, Streptococcus
pneumoniae, Peptostreptococcus spp., Propionibacterium acnes.

CunrTaercs, YTO MPUPOJAHON PE3UCTEHTHOCTHIO K mumpodiokcauay obmamaror Staphylococcus
aureus (MeTHLMJUIMH-PE3UCTEHTHBIN), Stenotrophomonas maltophilia, Actinomyces spp.,
Enterococcus faecium, Listeria monocytogenes, Mycoplasma genitalium, Ureaplasma
urealyticum, ana’poOHBIE MHKpoopraHu3mbl (3a  uckiarouenuem  Mobiluncus  spp.,
Peptostreptococcus spp., Propionibacterium acnes).

5.2. apmaKkoKUHEeTHYeCKHUe CBOHCTBA

AOGcopOuus

[Tocrne mepopaabHOro MPUMEHEHHS TUTIPOMIOKCAIIMH OBICTPO BCACKIBACTCS MTPEHMYIIIECTBEHHO B
TOHKOH KuIlike. MakcumanabHass KOHICHTpalusi IUIPO(IOKcalliHa B CHIBOPOTKE KPOBU
nocturaercs yepes 1-2 4. buonoctynHocts cocrapisieT 0kosio 70-80 %. 3HaueHHst MaKCUMaTbHOM
KOHIIEHTpaluu B Tua3me kpoBu (CMax) u miomaau noj KpuBoi «koHueHTpauus-spems» (AUC)
BO3PACTAIOT MPOIOPIIHOHAIBEHO JI03€.

Pacnpenenenue

Csa3p nunpodokcanuHa ¢ Oenkamu mia3mbl KpoBu cocrtasisier 20-30 %, neicTByrolee
BEIIIECTBO MPUCYTCTBYET B IJIa3M€ KPOBHM IPEUMYIECTBEHHO B HEMOHU3UPOBaHHOHN (opme.
[Munpodaokcana cBOOOJHO pacHpeneisieTcss B TKaHAX W KUAKOCTAX opranusMa. O0beM
pacripesiesieHusl B opraHusMe coctanisier 2-3 ji/kr. KonnenTpauus nunpogiokcaniia B TKaHIX
SHAYUTCIBbHO IMPEBLIIACT KOHICHTPAIIUIO B CBIBOPOTKEC KPOBH.

BI/IOTDaHCd)ODMaHI/IH

buotpanchopmupyercs B mnedeHu. B KkpoBH MOryT oOHapyXHUBaThCsl YeTbIpe MeTadoynTa
nunpodaokcanHa B HEOOJBIIMX — KOHIEHTpanusx: mamdTwinunpoduokcanud  (M1),
cynbdormmpodaokcanun (M2), okcomunpodmokcanun (M3), dbopmmmmnpodnokcanua (M4),
Tpu U3 KOTOPbIX (M1-M3) nposiBIIsitOT aHTHOAKTEPUATIbHYIO aKTUBHOCTH 1N VItro, cormocTaBuMyro
C aHTHOAKTEPUATBHOW aKTHBHOCTBIO HAJTMINKCOBOW KHCIIOTHL. AHTHOAKTEpHAIbHAS aKTHBHOCTh
in vitro merabonura M4, IPUCYTCTBYIOIIETO B MEHBILEM KOJHYECTBE, OOJBIE COOTBETCTBYET
AKTUBHOCTH HOP(IIOKCAI[UHA.

OIMMUHALUA

[{unpodirokcanH BEIBOTUTCS U3 OpraHU3Ma MPEUMYIIECTBEHHO IMOYKAMHU ITyTeM KITyOOYKOBOM
GWIbTpaMM M KaHAJBIIEBON CEKpeIUH; HEe3HAYMTEIbHOE KOJMUYECTBO — dYepe3 KeIyJO0YHO-
KHIIEYHBIH TpakT. [loyeunsrii kmupenc cocrasiser 0,18-0,3 y/g/kr, oOmmuit kmupeHc —
0,48-0,60 n/u/kr. IlpumepHo 1 % BBOAMMONI 03Bl BBIBOOUTCA C Kemublo. B ikemum
UIPO(IIOKCANINH MPUCYTCTBYET B BEICOKUX KOHIICHTPAIIHSIX.

VY manueHToB ¢ HEM3MEHHOW (YHKIMEH MOYeK MEPUOJ MOJYBHIBEICHUS COCTABISET OOBIYHO
3—5 u. [Ipu HapymeHUH PyHKINUY TOYEK MEPUO/] MOTYBbIBEACHUS YBEIIUYNBACTCSI.
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6. ®APMAIIEBTUUECKUE CBOICTBA (MOCHELOBATENBHOCTEL 0002)

6.1. Hepeqeﬂb BCIIOMOraTeJbHbIX BCIIECCTB

BcnoMorareabpHEIC BEISCTBA

Kpaxman npexenaTiHu3upOBaHHBIN.
JlakTo3a (caxap MOJIOYHBIH).

IToBuaOH.

Tanbk.

Kpemuuii nuokcuj KoJUIouaHbIN (a3pocui).
Kanbuus creapar.

CocraB 000JI09KH

[TonuBUHUIIOBBIN CITUPT.
Maxporoun-3350.
Twurana nuokcuu.

Tanbk.

6.2. HecoBMecTHMOCTH

He npumennmo.

6.3. Cpok roaHocTH (CPOK XpaHeHus )

2 roza.

6.4. Oco0ble Mepbl NPEIOCTOPOKHOCTH NIPH XPAHEHUHU

XpaHUTh B 3aIUIIIEHHOM OT CBETa MECTE, IMPU TemIiepaType He Boite 25 °C.

XpaHUTb B HEJOCTYITHOM ISl IETEH MECTE.
6.5. XapakTep u cofep:kaHHe YNAKOBKH

[To 10 Tabnerok mOMENIAIOT B KOHTYPHYIO SYEHKOBYI  YNAaKOBKY M3  IUIEHKU
MOJIMBUHUJIXJIOPUAHOMN U (POIBTY aTIOMUHUEBON NEYaTHOM JTJAKUPOBAHHOM.

ITo 1 KOHTYpHOI TYENKOBOW YNaKOBKE BMECTE C MHCTPYKIUEN N0 MEAULIMHCKOMY IIPUMEHEHUIO
MOMEIIAIOT B NaUKy U3 KapToHa. [lauku moMemnaroT B rpynnoBy0 YIaKOBKY.

6.6. OcoOble  Mepbl  NPEAOCTOPOKHOCTH  NPHM  YTHIM3AUMM  HCHOJIb30BAHHOIO
JIEKapPCTBEHHOI'0 Mpenapara WM 0TX0J10B, MOJYy4YeHHbIX Moc/ie NIPUMeHeHus npenapara, u
Apyrue MAHUMYJISHUY ¢ TPenapaTom

OcoOsble TpeOOBaHUsI OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPAHMOHHOI'O YAOCTOBEPEHUSA

Poccuiickas @enepanus.
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AkmmoHepHoe 00mecTBo  «Y conbe-CuoupcKkyi XHM&SL%QME%%EE%H%[:s;lglﬁdryli;;:':z’AO

«Y conbe-Cubupckuii Xumpapm3aBom»).

665452, Npkyrckas o0i1., 1.0. ropoa Yconbe-Cudbupckoe, tep. [IpoMbIIUICHHBI MaccHB, YII.
Nunycrpuanehas, 31. 62.

Temn.: +7 (395) 435-89-08.
Onekrponnas modra: usolpharm@usolpharm.ru

7.1. IlpeacraBuTe b AepKaTessi perucTPAIHOHHOIO YA0CTOBEPEeHH s

[Iperen3un norpedbuTene HaOPaBIATh 110 AAPECY:

Poccuiickas @enepanus.

AkmmoHneproe o0mecTBo  «Yconbe-CHOUpCKUil  XUMUKO-(hapmaneBTHdeckuii  3aBoa» (AO
«Y conbe-Cubupckuit xuMpapmzaBoay).

665452, HUpkyrckast o0i., T.0. Topoxa Yconbe-Cubupckoe, tep. [IpoOMBIUICHHBI MacCUB, VII.
Wupycrpuanehas, 31. 62.

Ten.: +7 (395) 435-89-08.

OnekrponHas modra: usolpharm@usolpharm.ru

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS

9. KATEI'OPUs OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlexapcTBEeHHBIN ITpEnapaT OTHOCUTCS K KATETOPUH OTITYCKa IO PELENTY.

O6H13.}I XapPaKTCPUCTHKA JICKAPCTBCHHOI'O IIpCIiapara I_[I/IHPO(I)J'IOKC&LII/IH AOCTYIIHA B C€JIWHOM
peecTpe 3aperuCTpUPOBAHHBIX JEKAPCTBEHHBIX CPEACTB EBPa3HilcCKOro 3JKOHOMUYECKOTO COK03a U
Ha oduuMamTbHOM  caliTe  YHNOJHOMOYEHHOTO  oOpraHa  (dKCHEpPTHOM  OpraHu3alluf)
(https://lk.regmed.ru/Register/EAEU_SmPC).
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