COOTBETCTBYET 3K(
ot 11.10.2024 N=22207
OBIIAS XAPAKTEPUCTUKA JIEKAPCTBEHHOGFOTIPERAPATA 1002

MY OTUETY

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

[unpodnokcanuu-O1BaHC I, 2 MI/MJT, PaCTBOP TSI HHY3UH.

2. KAYECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB
JleiicTBytoliee BEMeCTBO: UMPOGIOKCAIINH.
Kaxxapiii Mt pacTBOpa COAep UT 2 MT IUIpodIokcamHa (B BuzE TUAPOXJIOpUIA MOHorI/mpaTa).

BcnoMoratensHbie BElIECTBa, HAJTHMYME KOTOPBIX HAJIO YYUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npenapara: Hatpuid (cMm. pazzaen 4.4.).

[TonHbIi IepeyeHb BCIOMOTaTEeIbHBIX BEIIECTB MPUBEIEH B pa3jerie 6.1.

3. JEKAPCTBEHHAS ®OPMA
PactBop g undysui.

becuBeTHBIN WK CIIETKa KEJIThIN IIPO3PavyHbIi pacTBOP.

4. KIMHUYECKUE JAHHBIE
4.1. Iloka3aHus1 K IPUMEHEHHUIO

HeocnoxxHeHHble W OCJIO)KHEHHble  MH(EKUIUH, BbI3BAHHbIE  UYYBCTBUTEIBHBIMH K
UIPOoQIOKCANHY MUKPOOPTaHU3MaMH.

J11s B3pOCHBIX NaIlMEHTOB:

— wuH(pekuun ApIXaTenbHBIX TyTed. Llumpoduokcannu-DaBaHC pEKOMEHIYeTCsl Ha3HA4YaTb
npu MHeBMOHUsX, Bhi3BaHHBIX Klebsiella spp., Enterobacter spp., Proteus spp., Escherichia
coli, Pseudomonas aeruginosa, Haemophilus spp., Moraxella catarrhalis, Legionella spp. u
CTa(I)I/IJ'IOKOKKaMI/I;

— wuHpeKUUHu cpeaHero yxa (CpeagHUH OTHT), OCOOEHHO €ClaM 3TH HH(EKIUH BbI3BaHbI
CTapHUIOKOKKAMH U TPaMOTPHIATEIbHBIMH MHKPOOPraHW3MaMH, BKiIo4as Pseudomonas
aeruginosa;

— wuH(eKIuu riasz;
- I/IH(i)eKIII/II/I MMOYEK U/UIN OCIIOKHEHHBIE I/IH(l)eKHI/II/I MOYCBBIBOOAIINX HYTGI\/'I;
— MH(]EKIHHU MOJOBBIX OPraHOB, BKJIIOYas aIHEKCUT, TOHOPEIO, TPOCTATHUT;

— wuHbekuun OpromHoM nojocTy (6aKkTepranbHble MHPEKIUH KeNTyT0YHO-KUIIEYHOTO TPAKTa,
JKEITYEBBIBOJIAIINX MyTEH, IEPUTOHUT);

—  MH(EKIHU KOXU U MATKUX TKaHeMH;
— wuH(peKuuu KocTell U CyCTaBoB;
—  CEICHC;

- I/IH(I)CKI_II/II/I Ui HpO(I)I/IJ'IaKTI/IKa I/IH(I)GKI_II/Iﬁ Yy HNanueHTOB CO CHUKCHHBIM HMMMYHHUTCTOM
(HaLII/IeHTBI, MMPUHUMAIOIMKUEC UMMYHOACTIPCCCAHTHI NJIW MAIUCHTHI C HCﬁTpOHCHHCﬁ);

— CCJICKTHBHAs JCKOHTaMUHAIUA KUIICYHWKA Y TAIUECHTOB CO CHUKCHHBIM UMMYHHUTCTOM;

— TIpoduIaKTHKa M JEYCHUE JEero4Ho (opMbl cuOupckoii s3Bbl (MHUIMpoBanue Bacillus
anthracis);

I[J'IH JICYCHUA CJIICAYHOIIUX I/IH(I)CKLII/IOHHO-BOCHEUII/ITCJ'ILHBIX 3a00JIeBaHUH L[I/IHPO(I)J'IOI(C&LII/IH
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

npenaparam:
— OCTpBIN CUHYCHT;
— HEOCJIO’KHEHHbIE HH(PEKIIMN MOYEBBIBOASIIUX IyTEH.

HCO6XO,I[I/IMO IIPUHUMATb BO BHUMAHUEC ,Z[CI>'ICTBYIOIHI/IC O(bI/II_II/IaJ'II)HBIe PYKOBOJCTBA O IIpaBUJIaAX
MMPUMCHCHHA aHTI/I6aKTepI/IaHBHBIX CpEACTB.

C€THu

— JIeYeHHe OCJIOXKHEHHUH, BhI3BaHHBIX Pseudomonas aeruginosa y gereii ¢ MyKOBHCIIHI030M
JIeTKUX oT 5 no 17 1ners;

— npodHIaKTHKa M JIEYCHUE Jero4Hoi (opMbl cuOUpckoil s3Bbl (MHGUIMpoBanue Bacillus
anthracis).

[Mpumenenne wunpodIoKcanMHa y JAeTed JODKHO ObITh HAyaTo TOJBKO IIOCIE OIEHKH
COOTHOLICHUSA «IIO0JIb3a — PHUCK» B CBA3HM C BO3MOXHBIM HO60‘-IHBIM I[CﬁCTBHeM Ha CYCTaBbI U
OKOJIOCYCTaBHBIE TKAHU.

4.2. Pe:xuM 103UPOBAHMS H CIIOCO0 MPUMEHEHHUs

PesxxuM j1o3upoBanust

Bspocnvie

[Ipu oTcyTcTBUM JApYyrux Ha3HAYCHHWH CleqyeT MNPUACPKUBATHCS CIEIYIOIIET0 pexuma
JI03UPOBAHUSL:

Tabnuna 1. Pekomenayembie 10361 HUMPOGIOKCAUHA Y B3POCIBIX.

Iloka3zanue Pa3zoBast 1032 1J151 B3pOCJIBIX € Y4€TOM KPaTHOCTH
BBe/ICHUS B CYTKH

(uumpodJiokcaumH, Mr, B/B BBeJleHHE)

Wndexunn apixarenbubix nyred (B | Ot 400 mr x 2 pasa B cyTku 10 400 Mr x 3 pasa B CyTKH
3aBUCHUMOCTH oT TSKECTH
MH(EKINH U COCTOSTHUS MalUeHTA)

WHdexiun Mo4enoaoBoil CUCTEMBI:

®  OCTpBbIe, HEOCIIOKHEHHEIE Ot 200 mr x 2 pa3a B cyTku 10 400 mr X 2 pa3a B CyTKH
®  OCJIO)KHEHHBIE Ot 400 mr x 2 pa3za B cytku 10 400 mr X 3 pa3a B CyTKu
® QAJHCKCHT, IPOCTATHT, | Ot 400 mr X 2 pa3a B cyTku 10 400 Mr x 3 pas3a B CyTKH

OpXUT, SIUAUIUMHUT

Huapes 400 Mr x 2 paza B CyTKH

Hpyrue unpexnun (cm. pasaen4.1.) | 400 mr x 2 pasa B CyTKH

Ocob6o  Taxensie  umHexuuy, | 400 Mr X 3 pasa B CyTKU
MPEACTABIIONE  yIpo3y I
KH3HU, B 0COOEHHOCTH pu
manununn  Pseudomonas  spp.,

Staphylococcus spp. unu
Streptococcus spp. B ToM uHucie
[T.4.]

o ITHEBMOHWS, BBI3BaHHAs

Streptococcus spp.
. peUUAUBUPYIOLINE
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UHQEKINH TPU MYKOBUCII103€ 4
. uHpeKImn KocTEH u

CyCTaBOB

° CENTULIEMHS

° MEPUTOHUT

IOCHEOOBATENBHOCTE :.':'..',l

Jlerounas ¢opma cuOupckoi s3Bbl | 400 Mr X 2 pa3a B CyTKH (B3pOCIILIE)
(Jteuenune u MporITaKTHKA)

Oco0nlie I'pYHOIIbI TAIMECHTOB

Tlayuenmwi noowcunoeo 6ospacma (cmapue 65 1em)

[TanmeHTamM MOXXMIIOTO BO3pacTa cieqyeT Ha3HadaTh OoJjiee HU3KHE J03bI HUMPO(IOKCAiHA B
3aBUCHMOCTH OT TsDKECTH 3abosieBaHMs W mokasatens kiaupenca kpeatnHuHa (KK) (cMm. Taxke
UH(OPMALIMIO IO TAIMEHTaM C HAPYIICHUSAMHU (QYHKIUHU IIE€YCHN U/UITU TT0YEK).

Tlayuenmoi ¢ HapyweHuAMU PYHKYUU NOYEK U NeYeHU

npu KK 30 — 60 mn/mMun/1,73 M2 Ml ero KOHIEHTpaLKy B 1azme kposu 1,4 — 1,9 mr/100
MJI MaKcUMalbHas Ao3a npenapata [lunpodraokcaunn-OaBanca qomkHa cocTaBiasaTs 800
MT B CYTKHU;

npu KK <30 mi/mun/1,73 M? 1 MeHee MM €ro KOHIIGHTpAIMH B IIa3Me Kposu >2 mr/100
M1 (TsDKenas IOYeYHash HEJAOCTaTOYHOCTh) MakCUMalbHas Jl03a  IpernapaTa
Hunpoduokcanmu-aBanc 1okHa cocTaBisATh 400 Mr B CyTKH.

BS’pOCJlble nayuermol C NOYEYHOU HeOOCMAMOYHOCHIbIO

npu KK 30 — 60 mi/mun/1,73 M? MilH CHIBOPOTOUYHOM KOHIIGHTpAIUK KpeaTnunuHa 1,4 — 1,9
mr/100 Mi MakcuManbHast cyTouHas 103a — 800 mr;

npu KK <30 mi/mun/1,73 M? Ml CHIBOPOTOYHO# KOHIIGHTPAIMK KpeaTHHUHA >2 Mr/100 v
MakcuMaibHas cyrouHas 103a — 400 mr.

HduueHWlbl C noyeyHou Hec)ocmamowocmbio, Haxod;m;uec;l Ha cemoouanuse

npu KK 30 — 60 mi/mMun/1,73 M2 1t €ro KOHLEHTpAluy B miasme kposu 1,4 — 1,9 mr/100
MJI MaKCUMaJsIbHas 103a mpenapara [{unpoduokcaruu-O1Banca 10mkHa cocTaBiasaTs 800 mr
B CYTKH,

npu KK <30 vu/mMun/1,73 M% 1 MeHee WM ero KOHIIEHTPAIHH B IIa3Me Kposu >2 mr/100 vt
(TspKenast rnoyeyHas HEJIOCTAaTOYHOCTh ) MaKCHMaJlbHas 1032 npemnapara
[Munpodnokcanmu-DaBaHca qoikHA cocTaBisaTh 400 Mr B CyTKM B JHH TPOBEICHHS
JaJIA3a MOCJe OCYIIECTBIECHUS IPOLEAYPHI.

Tayuenmsi ¢ noueunoli HEOOCMAMOUYHOCMBIO, HAXOOAWUXCS HA NPOOIEHHOM AMOYIAMOPHOM
nepumoneanvoHom ouanuze (IAII/)

[Ipenapar [unpodrokcanuu-OaBanca A00aBiseTcs K AUaIU3aTy (BHYTpUNIEpUTOHEANTHHO): 50
MT IUINPpOQIIOKCAIIHA Ha JIUTP AUaIN3aTa BBOAUTCS 4 pa3a B CyTKU KaxK/ble 6 4.

HCZI/;MEHmbl C neyeHoYHoU HedoCMAamo4HOCMbIO
Koppekuuu no3s1 He TpedyeTcs.

THayuenmoi ¢ necounotl hopmoti cubupckoii 5136wl (evenue u nPoPuUIaKmuKa)

Cwum. undopmaruio B Tabnunax 1 u 2.

Jleuenune cnenyeT Ha4yMHATH Cpa3zy IOC]E MPEANOIaraéMoro MWIM MOATBEP>KICHHOIO
uHpumupoBanus. OOMIass TPOJOIDKATETLHOCTh JICUCHHST ITUMIPOQIIOKCAIIMHOM TIPH JIETOYHOU
dbopMe cubupcKoil si3BbI cocTaBiseT 60 THEH.



COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 11.10.2024 N= 22207
oTH (NOCNEQCBATENEHOCTE 0002)

Tabnuia 2. PekoMeHtyembie 10361 ITUIPOoQIIOKCcalIMHA Y IETEH U MOJPOCTKOB.

IToxazanue Pa3oBasi 103a 1711 1eTeil 1 MOAPOCTKOB € Y4eTOM
KPaTHOCTHU BBe/IeHUS] B CYTKH

(uunpodyiokcanuH, Mr, B/B BBeJleHUE)

Wudexun npu MyKOBUCITUI03€ 10 Mr/kr maccel Tena x 3 pasa B CyTKM (MakCHMaJbHas

no3a 400 mr)

Jlerounas ¢opma cubupckoit 513861 | 10 MI/Kr maccel Teia X 2 pa3a B CyTKH (MakcHUMabHas

(IOCTKOHTaKTHOE BO3JIEHCTBHE) no3a 400 mr)

Hemu c napywenuamu @ynKyuu nouex u/unu neveHu
Pexxum no3upoBanus y n1etei ¢ HapyneHussMu GyHKIUHN TOYEK W/WIIH NIEYeHU U3Y4eH He ObLI.

JIIUTENbHOCTD JIEUEHUSI

HpOI[OJ'DKI/ITeJ'IBHOCTb JICYCHHUs 3aBUCHT OT TSXKECTHU, KIMHHUYCCKOIO TCUYCHHUA W HU3JICUCHUA
3a00aeBanusa. BaxxHo IpoaOIKATh JICHCHUEC HC MCHCC 3 JHEH I0CIIE MCUC3HOBCHUS JIMXOpaaKu
HJIN APYTUX KIMHUYCCKUX CUMIITOMOB.

Cpeonsist npoooadcumenbHOCmy JleueHus.

Bspocnvie
® [IpU OCTPOI HEOCIIO)KHEHHOM roHopee — 1 J1eHb;
¢ 1pu HH(DEKIUAX MOYEK, MOYEBBIBOISIIINX ITyTEH, OPraHOB OPIOIIHOM MOJIOCTH — A0 7 AHEH;
® Yy MALUEHTOB C OCJIA0JIEHHBIM UMMYHUTETOM JIEYEHHE ITPOBOJIAT B TEUEHUE BCETO NEpUoaa
HEUTPOIICHUH;
® [IpU OCTEOMHUEIUTE — HE 00JIee 2 MECSIIEB;
® IIpU OCTANBHBIX HHPEKIHIX — 7 — 14 qHEH.
[Tpn nHekuusax, BEI3BaHHBIX Streptococcus Spp., U3-3a pHUCKa MO3JHUX OCJIOXKHEHUHN JICUCHHE
JIOJDKHO MpoJIoJbKaThesa He MeHee 10 nHeil.
I[Tpu undexuwmsx, erzBanubix Chlamydia spp., neyenue Takxke ciaeayer npoaoKars He Menee 10
JTHEH.
Hemu u noopocmiu
Jlns nedeHus OCIAOXHEHHWH MYKOBHCIIMI03a JIETKHX, BbI3BaHHBIX Pseudomonas aeruginosa (y
MAUEHTOB OT 5 10 17 neT), NpoJoKUTENbHOCTD Tepanuu coctapiseT 10 — 14 nHei.

Criocob nnpuMeHeHus

[Ipenmapar [unpodaokcauuH-DnBaHc  BBOAUTCS B BHJE BHYTPMBEHHOM HH(DYy3uun
JUINTENIbHOCTRI0 He MeHee 60 MuH. MH(Qy3uOHHBIM pacTBOp ciieyeT BBOJUTH MEUIEHHO B
KPYIHYIO BEHY, YTO MO3BOJIUT MPEAOTBPATUTH OCIOKHEHHS B MecTe nHGYy3uu. VHpy3MoHHbIH
PacTBOP MOXHO BBOAMTH N30JIMPOBAHHO WJIM BMECTE C IPYTUMH COBMECTUMBIMU UH(Y3UOHHBIMHU
pacTBopamu.

I/IHCTPYKI_II/II/I 110 IMPUT'OTOBJICHUIO JICKAPCTBCHHOI'O IIpCIIapara nepea NpuMEHEHUEM CM. B pa3JicjIic
6.6.

4.3. IlpoTuBONOKA3aHUS

— I'unmepuyBCTBUTENBHOCT, K  HMIPO(MIOKCAMHY, K JIpYyrMM IpenapaTaM  TpYIIIbI

(GTOPXMHOIOHOB WM K JIFOOOMY M3 BCIIOMOTATEIbHBIX BELIECTB, MEPEUNCICHHBIX B pa3jelne
6.1.

— OpaHoBpeMeHHOe TpUMEHEHHE HUITPOGIIOKCAIIMHA U TU3aHUANHA W3-32 KIMHUYECKU 3HAYMMBIX
00OYHBIX APPEKTOB (TUIOTEH3HsI, COHIIMBOCTD), CBA3aHHBIX C YBEJIMYEHUEM KOHIEHTpaIUu
THU3aHUIMHA B TUIa3Me KpoBH (cM. pasnen 4.5.).



COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 11 'l::::l;-i-'i Mz .__._: }7 -
— JleTckuil U MOAPOCTKOBBIA BO3pacT 10 18 freT (Kpbg[lel :T%Miég%@xﬂﬁ]_ﬁﬁ Ry

Pseudomonas aeruginosa y aereii ¢ MyKOBHCIIHI030M JIETKUX OT 5 710 17 jieT; mpodHIaKTHKH
Y JICUCHHUS JIETOYHON (POPMBI CHOMPCKOH SI3BBI).

— bepeMeHHOCTb.
— Ilepuon rpyaHOro BCKapMIIMBaHUS.

4.4. Ocodble yka3zaHusi 1 Mepbl MPeI0CTOPOKHOCTH NMPH MPUMEHEHUH

C 0CTOPOKHOCTBIO

[Tpu 3a601€BaHUAX LEHTPAIEHON HEPBHOM CUCTEMBI:

® OIWICNICUS, CHUKCHUE TIOPOra CYIOPOYKHOW TOTOBHOCTU (WU CYAOPOXKHBIC TPHITAIKU B
aHaMHe3€), BBIPAKCHHBIN aTePOCKIEPO3 COCY/IOB T'OJIOBHOTO MO3ra, HapyIICHHE MO3TOBOTO
KPOBOOOPAIICHHUS, OPraHMUYECKUE MOPAKEHHUS TOJIOBHOT'O MO3Ta WJIM UHCYJIBT;

e [icuxuYecKue 3a00J1eBaHus (Iepeccus, IICUX03);
® BBIPAKCHHAS NIOYCYHAS W/WUJIH NIEYCHOYHAS HEJOCTATOYHOCTb;
® TIOpaXCHHE CYXOKUJIMH MPHU paHee MPOBOIUBIIEMCS JICICHUH XUHOJIOHAMU;

® T[IOBBIICHHBIM pUCK yAIMHEHUs uHTepBana QT wiM pa3BUTHS apUTMHMU TUIA <ITUPYIT»
(HampuMep, CHHAPOM BpOXJIEHHOro yanuHeHuss wuutepBaina QT, 3a0oseBaHusx cepaua
(cepmedHass HEIOCTATOYHOCTh, WHGAPKT MHOKapAa, Opamukapaus), dIEKTPOIUTHBINA
nucOananc (HampuMmep, MPU THIOKATMEMUAN, THTIOMarHUEMHH );

® OJHOBPEMEHHOE NMPUMEHEHHUE JIEKapCTBEHHBIX IpernaparoB, yumMHsAommx uHTtepBan QT (B
T.4. antuaputmuueckue IA u III knaccoB, TpULMKINYECKHE aHTUIECTIPECCAHTBI, MAKPOJIHU/IbI,
HEHPOJIENTUKH );

e OJIHOBPEMEHHOE NpUMEHEeHue ¢ uHruouropamu wuszopepmenta CYP450 1A2 (B T.u.
TeO(UIUINH, METWJIKCAHTUH, KO(EeuH, IyJOKCETUH, KJIO3alHMH, POINUHMUPOJ, OJIaH3aIluH,
aroMenaruH);

e MHAacTeHHS Qravis;

e [pUMEHEHHE Yy MAIMEHTOB IMOXWJIOrO BO3pacTa, y MAaIlMEHTOB C CaXapHbIM JHAa0ETOM,
MOJIyYAIOIUX  CONYTCTBYIOLIYIO  TEPANHI0  NEPOPAIBHBIMU  THUIOTIMKEMUYECKUMU
npenapatamu (Hapumep, npenaparaMu Cyib(GOHUIMOUYEBHUHBI) UIN UHCYJINHOM;

® TAIMEHTOB C AHEBPU3MOW AOPThI, C BPOXKIECHHBIM IMOPOKOM KJjamaHa cepilla B CEMEHHOM
aHaMHe3e, UM Y TAIlMeHTOB C TUArHOCTUPOBAHHOW aHEBPU3MOI aOpThI U/UIU PACCIOCHUEM
aopThl, ¢ 3a00NEBAaHUEM KJallaHa cepllla WIM MPH HATUYUHU OpYTUX (aKTOpOB pHCKA WU
COCTOSIHH, TIPEIPACIIONAralonX K pa3BUTHIO aHEBPU3MBI A0PTHI WIIH PACCIIOEHUS A0PTHI, UITH
perypruTaiu/HeJOCTaTOYHOCTH KJlanaHa cepaua (Hampumep, cuHapom Mapdana, CHHIpOM
Onepca-Jlannoca, cunapom TepHepa, Oone3nbr bexuera, apTepuanbHas THIEPTEH3US,
pPEeBMATOUIHBIA apTPUT, COCYTUCTBIE 3a00NieBaHUs, Takue Kak apTepuuT Takasicy,
TUTAaHTOKJICTOYHBIM apTePUUT, TOATBEPKICHHBIN arepockiepo3, cuHapom lllerpena,
WH(EKITMOHHBIN SHIOKApANT) (CM. HUXKE moipasen «OcoObie yKazaHus»).

Oco0ble yKa3aHus

Taoicenvie  ungexyuu, cma@uioKkoxkogvle UH@ekyuu U UHGexyuu,  00YCI081eHHble
CPAMNONONACUMETLHBIMU U AHAIPOOHBIMU OAKMePUAMU

[Tpu nedyennu TsKeNbIX HHPEKINH, CTAQUIOKOKKOBBIX HHGEKINN U MHPEKIUH, 00yCI0BIEHHBIX
aHadpPOOHBIMHM  OaKTEpUSMH, LUOPOQIIOKCAIIMH CIIEAYeT HCIOIb30BaTh B KOMOWHAIUM C
COOTBETCTBYIOLIUMH aHTHOAKTEPUATbHBIMU CPEICTBAMHU.
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Hnexyuu, obycrosnennvie Streptococcus pneulnoniae NOCNEOCBATENEHOCTE 0002)

[{unpodnokcaluH He PEKOMEHAYETCS MCIONb30BaTh Ui JieueHHs MH(EKUWH, BBI3BAHHBIX
Streptococcus pneumoniae, wu3-3a ero oOrpaHMYeHHOW dS()(HEKTHBHOCTH B OTHOLICHUU
BO3OYIHUTEIIA.

Hnpexyuu nonosvix nymeii

[lpu reHUTANbHBIX HMHOEKIHUIX, TMPEAINOIOKUTEIBHO BBI3BaHHBIX ITamMmamu — Neisseria
gonorrhoeae, yctoituuBbiME K GTOPXHHOJIOHAM, CICIYET YUUTHIBATh HH()OPMALIUIO O JIOKATbHOM
PE3UCTCHTHOCTH K I.IPIHpO(l)JIOKcaLII/IHy U TOATBCPKIAATh YYBCTBUTCIBHOCTDH BO36yI[I/IT€JI$I
1a60paTOPHBIMU TECTAMHU.

Hnghexyuu mouesvigoosuux nymetl

YcroiunBocTh k Gropxunosionam Escherichia coli, HauGonee pacnpocTpaHEeHHOTO MATOTCHHOTO
MHKpPOOPTaHHU3Ma, BbI3bIBAIOIIECTO HHPEKIIMHA MOYEBBIBOIAIINX ITyTEH, BApbUPYET B 3aBUCHMOCTH
or pernoHa P®. [lpu Ha3HAYCHUH PEKOMEHIYETCS NPUHMUMATh BO BHHUMAHHE JIOKAJIBHYIO
pacrpocTpaHeHHOCTb pe3ucteHTHOCTH ESscherichia coli k ¢propxunomonam.

Hapywenus co cmoponwl cepoya

[Munpodnokcane OKa3bIBacT BIUSHUE Ha yummHeHne wHTepBana QT (cm. pasgen 4.8.).
YauThIBast, 9TO IS )KSHITMH XapaKTepHa O0JIbINast CPEIHsS TPOAODKUTEIFHOCTS HHTepBaia QT
[0 CPaBHEHUIO C MY)XUYMHAMH, OHM OoJiee YyBCTBUTEIbHBI K IIperaparaM, BbI3BIBAIOLINM
ymivHeHnne uHTepBana QT. VYV mNOXWIBIX MalMEHTOB TaKKe OTMEYAETCsl IOBBIIICHHAs
YyBCTBUTEIBHOCTH K JICUCTBHIO MPENapaToB, BhI3bIBAIONIUX yaauHeHue unreppaia QT. Crnenyer
C OCTOPOXHOCTBIO HCIOJB30BaTh IUNPO(MIOKCAIIMH B KOMOWHAIIMM C [penaparamu,
yanuHsommumMy naTepBan QT (HanpuMep, aHTUApUTMHYECKUMHU Tpenaparamu kiaccos [A u 111,
TPULMKIMYECKUMHU aHTHJICTIPECCAHTaMU, MAKPOIHIaMU U aHTHIICUXOTUYECKUMU TpernapaTamu)
(cm. pasnen 4.5.), WM y MAlMEHTOB C MOBBIIIEHHBIM pUCKOM yanuHeHus unHrepBana QT wmm
pa3BUTHS apUTMUU THUIA «IUPYIT» (HAIPUMEP, C BPOXKIACHHBIM CHUHAPOMOM YIJITUHEHUS
untepBana QT, HEeKOPPEeKTUPOBAaHHBIM AMCOATAHCOM JJIEKTPOJIUTOB, TAKMUM KaK THIIOKATUEMUS
WIM TUNOMarHUEMHs, a TakKe C TakuMu 3a0O0NeBaHUSIMU CepJla, Kak ceplaeyHas
HEJI0OCTAaTOYHOCTh, UHPAPKT MUOKapAa, OparuKapausi).

FunepqyecmgumeﬂbHocmb

Wnornga yxe mocie mpueMa MepBOM  J103bl  LUIPO(IOKCAIMHA MOXET  Pa3BUTHCS
TUIEPYYBCTBUTEIBHOCTD K IpenapaTy (cM. paszaen 4.8.), B T.4. aJlJIEprU4ecKie peakiuu, 0 4eM
clelyeT HEeMEUIEHHO COOOIIUTh JeyaleMy Bpady. B penkux ciydasx TIocie MepBOro
IPUMEHEHHUsS MOTYT BO3HUKHYTh aHa()UIAKTHMUECKHE PEaKIMU BIUIOTH A0 aHA(pMIAKTUYECKOTO
moka. B aTux cinydasx nmpumeHeHue nunpoduiokcaiia Heo0X0IMMO HEMEIJIEHHO MPEKPATUTh U
IIPOBECTU COOTBETCTBYIOLIEE JICUCHHE.

Kenyoouno-Kuueynviii mpaxkm

[Tp1 BOBHUKHOBEHHUHU BO BpeMs WIIH MOCIIE JIEYEHUSI LIUTTPO(IIOKCAIITHOM TSKENION U ATTUTENbHON
JMaper CcleayeT MCKIIOYMTh JIMarHo3 ICEeBJIOMEMOpPAaHO3HOIO KOJIWTAa, KOTOpBIH Tpelyer
HEMEJUIEHHOW OTMEHBI Ipernapara M Ha3HAUYEHUS COOTBETCTBYIOIIETO JIEUeHHUs (BaHKOMMIIMH
BHYTph B J103¢ 250 mr 4 pasza B cyTkH). B maHHO# cuTyaluy NpOTHBOINOKA3aHO MPUMEHEHUE
IIpEnapaToB, MOAABISAIOIINX NEPUCTAIBTUKY KUIIIEUYHNKA.

T'enamobunuapnas cucmema

[Ipy  npumeHeHWH  nUIpodIOKCalMHa  OTMEYAIMCh  CIIydad  HEKpo3a TICUeHU U
JKU3HEYTPOXKAIONIEH IMEeYEeHOYHOW HEeA0CTaTOYHOCTU. [IpM HamMuuu ClIeAyromuxX MNPU3HAKOB
3a00JIeBaHUS TIEYCHU, TAKUX KaK aHOPEKCHS, KENTyXa, TeMHas Moua, 3y]l, 00JIe3HEHHBIH KUBOT —
MpUMEHEHHUE TIpenapara ciaeayeT mpeKkpaTuTh (cM. pazaen 4.8.).
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Ha6JIIOI[aTBCSI BPCMCHHOC ITOBBINICHUC AKTHUBHOCTU «IICYCHOYHBIX» TpaHCAMHHA3 U H.[eJ’IO‘IHOI\/'I
docdaraszpl WK XOJIECTATHUECKAS KENTYyXa.

Taoxcenasa muacmenus
[TarueHTaM ¢ TSXKEIOH MHUACTEHHEU CIIENyeT MPUMEHSTh MUIPOPIOKCAIUH C OCTOPOKHOCTHIO,
TaK Kak [T.K.] BO3MOYXHO 000CTpEHHE CHMITTOMOB.

Tenounum u paspuié CyxodCUUs.

[Tpu mepBbIX NpH3HaKaxX TEHAWHUTA (OOJE3HEHHBIH OTEK B 00JacTU CycTaBa, BOCHAJICHHE)
HEO0XOUMO pasrpy3uTh MOPAXKEHHYI0 KOHEYHOCTb, M30erath J000H JIMIIHEH (QU3NYECcKOM
AKTUBHOCTH M IPHUMEHEHHUE IpernapaTa CleQyeT NPeKpaTUTh, T.K. CYIIECTBYET PUCK pa3pbiBa
CYXOXKHIIHS, a TAK)KE HEOOXOIUMO POKOHCYIBTHPOBATHCS C BPAUOM.

[Ipu npumeHeHun nUNpodIOKcalMHA MOIYT OTMeYaTbCsi Cilydad TEHJIUHUTAa U pa3pbiBa
CYXOXKMJIUH (IIPeUMYILECTBEHHO aXUIJUIOBOIO CYXOKUIINSA), MHOI' 1a OUIIaTepaibHO, y’KE B TEUEHUE
nepBbix 48 yacoB mocie Haudana Tepanuu. OnucaHbl ciydyad, KOTOpPbI€ BO3HMKIM B TEUEHHE
HECKOJIbKUX MECSIEB I0ciie MpeKpaiieHus JedeHus (cMm. pasaen 4.8.). Puck pasButus
TEH/IMHONATUH MOKET OBITh MOBBIIIEH Y MOXKUIIBIX MAIMEHTOB BO BPEeMs CUIbHON (U3UUECKOM
Harpy3Kky, y MalUEHTOB, IOJIYYAIOIIUX CONYTCTBYIOUIYIO TEpaluil KOPTUKOCTEPOUIAMH, Y
MAIMEHTOB C IOYEYHON HEJIOCTATOYHOCTHIO MIIM MOCIIE TPAHCIUIAHTALUU COJIMIHBIX OPraHoB.
[{unpodiokcanuH cienyeT MPUMEHATh C OCTOPOKHOCTBIO Y MAIMEHTOB, UMEIONINX B aHAMHE3€
yKa3aHMsl Ha 3a00JI€BaHUs CYXO0XKUJIMH, CBSI3aHHBIE C TPUEMOM (PTOPXHUHOJIOHOB.

Cyoopoeu

[MunpodokcanuuH, Kak 1 Apyrue GTOPXUHOIOHBI, MOKET IPOBOLIUPOBATH CYJOPOI'H U CHIDKATh
HOpOr' CYAOPOXKHOM roroBHocTH. [lamueHtam c snuiencuel M mnepeHecmuM 3aboJeBaHUs
LEHTPaJIbHOW HEPBHOW CUCTEMBI (HANPUMEpP, CHIXKEHHE IIOpora CyIOpPOKHOM TOTOBHOCTH,
CYJIOPO’KHbIE MPUIMAJKK B aHAMHE3€, HapyIlEHUs MO3rOBOI0 KpOBOOOpAIEHUSI, OPraHUYECKUE
HOpa)KE€HUsI TOJIOBHOI'O MO3Tra WJIM MHCYJIBT) B CBSI3U C YTPO30HM Pa3BUTHSA MOOOYHBIX peakluil co
CTOPOHBI LIEHTPAIIbHOW HEPBHOM CUCTEMBI LUITPO(IIOKCALIMH CJelyeT IPUMEHSITh TOJIBKO B TEX
CIIy4asiX, KOT/Ia OXKUAAEMbIH KIMHUYECKU 3((EeKT MpeBOCXOAUT PUCK Pa3BUTHS MOOOUYHOTO
JICMCTBHS IIperapara.

[Tpyu npuMeHeHHMH UMNpodIOKCaMHA COOOINANIOCh O CIy4asX pPa3BUTUS SMHICHTUYECKOIO
craryca (cMm. pasgen 4.8.). Ilpu BO3HMKHOBEHMHM CYAOpPOT INPHUMEHEHHE Ipemnapara ciexyer
IIPEKPATUTD.

Tlcuxuueckue peaxyuu

[Mcuxuveckne peakui MOTYT BOSHUKHYTH JJayKe ITOCIIE TIEPBOT0 MPUMEHEHUsT (PTOPXUHOIOHOB,
BKJTIOYast UNPO(IOKCAH. B peqkux cirydasx IenpeccHs WM MCUXOTHYECKUE PEaKIIUd MOTYT
IPOTPecCUpOBaTh 10 CYMIMIAIBHBIX MBICIEH M CYMIMJANBHBIX MOMBITOK, B T.4. 3aBEPIIEHHBIX
(M. pazzmen 4.8.). B cinywyae pa3BuTHS y NAlMeHTa KaKUX-IMOO MOOOYHBIX 3((eKkToB B
OTHOLIEHUU IIEHTPAJIbHON HEPBHOM CUCTEMBI, B T.4. NCUXMUYECKHUX PACCTPONUCTB, HEOOXOAMMO
HEMEUICHHO OTMEHHTH TpenapaT ¥ HauaTh COOTBETCTBYIONIYIO Tepamuio. B aTux cimydasx
pPEKOMEH/IyeTCsl MIEPEeUTH Ha Tepanuio JIPyruM aHTHOMOTHUKOM, OTJIUYHBIM OT (PTOPXUHOJIOHOB,
€CIIH 9TO BO3MOXKHO.

Ilepughepuueckasn nesponamus

VY nanueHToB, IpUHUMAOIIUX PTOPXHUHOIOHBI, BKITFOUYas UMPOQIOKCAIIMH, OTMEYAIIUCH CITyYau
CEHCOPHOW MJTM CEHCOMOTOPHOM MOJMHEUPOTaTHH, TUIIECTE3UH, TU3ECTE3nH Win ciadoctu. [Ipu
BO3HUKHOBCHHUHN TaKHX CHUMIITOMOB KakK 6OJ'II), AOKCHHUEC, ITOKAJIbIBAHUEC, OHCMCHHC, CHa6OCTB,
MarueHTaM cieayeT NpouHGOPMUPOBATH Bpaya MPEXKIE, YeM MPOJOIKHUTh MPUMEHEHHE
npenapara.
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[Ipy mpuMeHeHHM MpernapaTta MOKET BO3HHKHYTh peakuus (POTOCCHCHOMIM3AIUK, MO3TOMY
NanUeHTaM cieayeT u30erarb KOHTaKTa C IPSIMbIMUA COJHEYHBIMH JydyamMu U Y D-CBETOM.
Jleyenue crnenyer mNpeKkpaTUTb, €cIU HAOIIOJAIOTCS CHUMIITOMBI  (POTOCEHCHOMIU3AUU
(Hampumep, U3MEHEHHUE KOKHBIX TOKPOBOB HATIOMUHAET COJTHEYHBIE 03KOTH, CM. pazfein 4.8.).

Lumoxpom P450

N3BecTHO, uTO ITUIIPO(IIOKCALIMH SIBISETCS YMEPEHHBIM UHTHOMTOpOoM u3ohepmenTtoB CYP450
1A2. Crnemyer coOnrofaTh OCTOPOKHOCTh MPH OJHOBPEMEHHOM MPHUMEHEHHUU Ipernapara
[{unpodokcannH-ABaHCA U MPENapaToB, META0OIU3UPYEMbIX JaHHBIMUA (DepMEHTaMH, TaKUX
KaK TeO(QWUIMH, METWIKCAHTHH, KO(GEWH, TyJOKCETHH, PONMUHUPON, KJIO3alHH, OJIAaH3aIlWH,
aroMeNaTuH, T.K. yBEIMUEHUE KOHIIEHTPAIMH 3TUX MIPEernapaToB B IJ1a3Me KPOBH, 00YCIOBICHHOE
UHTUOMPOBAHUMEM HX MeTa0oJM3Ma IUIPOQIOKCAIMHOM, MOXKET BBI3BATH CIEHU(PUUECKUE
HE)KEJIaTEJIbHBIE PEaKLIUH.

Bo wu3bexanue pa3BUTUS KPHUCTAJUIypUU HEIOMYCTUMO MPEBBIIICHHE PEKOMEHIOBAHHOMN
CYTOYHOHM [103bI, HEOOXOJUMO TAKXKE JIOCTATOYHOE IMOTPEOJICHHE KHUAKOCTH M TMOIJIep:KaHue
KHCJION PEAKLUU MOYH.

B ycnoBusix In Vitro munpoguiokcanuH MOXKET MellaTh 0aKTepPHOJIOTHYECKOMY HCCIICIOBAHUIO
Mycobacterium tuberculosis, moxasJisist ee poct, 4TO MOYKET MIPUBOAMTH K JIOKHOOTPUIATEIBHBIM
pe3ynbTaTaM Mpu AUATHOCTUKE JAaHHOTO BO3OYIUTENS y MAllMEHTOB, MPUMEHSIONINX Mpenapar.

Jlucenuxemuueckue cocmosanus

Kak u B cnyuae ¢ agpyrumu (TOPXMHOJIOHAMH, MPU MPUMEHEHUH TUMPODIOKCAIIMHA BO3MOXKHO
M3MEHEHNE KOHLIEHTPALMM TJIFOKO3bl B KPOBM, BKJIIOYAs TWIO- W runepriaukemuto. Ha ¢one
Tepanuy OUIPOQIIOKCAIIMHOM JUCTIIMKEMHUsl Yalle MOKET BO3HHUKATH Y MAIMEHTOB MOYKHIIOTO
BO3pacTa M NAI[MEHTOB C CaXxapHbIM JIUA0ETOM, MOJIYYAIOIUX COIMYTCTBYIOUIYIO TEPAIUIO
nepopaIbHbIMU TUIOTJIMKEMUYECKUMU npenaparamu (Hampumep, npenaparamu
Cy1b(OHMUIMOYEBUHBI) WM WHCYIHMHOM. [lpm mnpuMeHeHMH UHUNPOQIOKCaMHA Y TaKHUX
NAIMEHTOB BO3PACTAeT PUCK Pa3BUTHUS TMIOTIMKEMHUH, BIUIOTh JI0 TMIIOTTTMKEMUYECKON KOMBI.
Heo6xonnmMo nHPOPMHUPOBATH MAIMEHTOB O CUMITOMAX TUIOTTTUKEMHH (CITyTaHHOCTh CO3HAHMS,
TOJIOBOKPY>KEHHUE, «BOJYHID» alleTUT, TOJI0BHAs 00J1b, HEPBO3HOCTD, OIIYIIEHUE CepALeOneH s
WIM y4alleHHe NyJbca, OJeHOCTh KOXHBIX IMOKPOBOB, MCIapUHAa, APOXb, ciabocts). Eciaun y
NalUeHTa pa3BUBAETCAd TUIOIIMKEMHS, HEOOXOAWMO HEMEIJIEHHO IpPEeKPATUTh JeUueHue
UNPO(IOKCALIMHOM M HayaThb COOTBETCTBYIOILYIO Tepamuio. B 3Tux ciiyyasix peKoMeHIyercs
nepeiTH Ha Tepanuio JAPYIrMM AaHTUOMOTHKOM, OTJIHYHBIM OT ()TOPXHMHOJOHOB, €CIH 3TO
BO3MOXXHO. [Ipu npoBenenuu jeueHus: TUIpodI0KCallMHOM y MallMEeHTOB MOXKUIJIOr0 BO3pacTa, y
NAIMEHTOB C CaxapHbIM JAMA0ETOM PEKOMEHAYETCS TIIATEIbHBbIH MOHMTOPUHI KOHLEHTpPALUU
TJIFOKO3bI B KPOBH.

Amnespusma u paccnoenue aopmol, pe2ypeumayusi/HedocmamoyHocms K1anaua cepoya

[To maHHBIM 2MUIEMUOIOTUYECKUX MCCIEA0BAaHU COOOIAIOCh O MOBBIIICHHOM PUCKE Pa3BUTHUS
AQHEBPHU3MBI A0PTHI U PACCIOCHUS A0PThI, OCOOCHHO y MAIMEHTOB MOXKUIIOTO BO3pAcTa, a TaKxkKe
perypruTalyy aopTajJbHOTO U MUTPAIBHOTO KJIANAHOB MOCJE NMPUMEHEHHUS] GTOPXUHOIOHOB. Y
MAlMEeHTOB, TOJYYaBIINX (PTOPXUHOJOHBI, OBUIM OTMEYEHBI CIydad Pa3BUTHS aHEBPU3MBI U
PacCIOeHHUs a0pPThl, HHOTJA OCJIOAKHEHHBIE Pa3pbhIBOM (B T.4. C JIETAJIbHBIM HCXOJOM), a TaKXKe
perypruTaiui/HeJ0CTaTOYHOCTH JIF00O0T0 U3 KJlarnaHoB cepaua (cM. paszaen 4.8.). B cBs3u ¢ aTum
(TOPXHHOIOHBI ClIEyeT MPUMEHSThH TOJIBKO IMOCIIE TIIATEIBHON OIIEHKU COOTHOIIICHUS «TI0JTh3a —
PUCK» U PAaCCMOTPEHMsI IPYrUX BapUAHTOB TEpaluH y MAIlMEHTOB C aHEBPU3MOI aopThl WU
BPOXKJICHHBIM TOPOKOM KJIallaHa cepaua B CEeMEWHOM aHaMHe3€e, WM Yy TMalHUEeHTOB C
JTUATHOCTHUPOBAHHOW aHEBPU3MOW aOPTHI U/WIIH PACCIOCHHUEM aopThI HIIM 3a00JIEBAHUEM KITaraHa
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“MEPTHOMY OTYETY

Pa3BUTHIO:

— aHEBPHU3MBI W PACCIOCHMS AOPThHl, M PETYPrUTAIMH/HEJA0CTATOYHOCTH KJalaHa cep/ia
(HanpuMep, 3a00JIeBaHUSI COCIMHUTENBHONW TKaHM, TaKhe Kak CHUHIApoM Mapdana wuium
cuapoMm Omnepca-Jlannoca, cuagpom Tepuepa, Oose3ns bexuera, aprepuanbHas
THIIEPTEH3HS, PEBMATOUIHBINA apTPUT);

WJIN JOITIOJIHUTECIIBHO:

— IIPU aHEBPU3ME U PACCIIOEHHUU AO0PThl (HAIIPUMEpP, COCYIUCTbIE 3a00JC€BaHMs, TaKHE Kak
aprepuur TakasCy, T'MTaHTOKJIECTOYHBIA apTEPUMUT, MOATBEPKACHHBIM aTEPOCKIEPO3,
cunapowm lllerpena);

— IpU PerypruTaluu/HeOCTAaTOYHOCTH KiamaHa cepAuna (Hampumep, HH(EKINOHHBIH
SHIOKAPJIUT).

Puck pa3BuTHs aHEBPU3MBI U PACCIOEHHS a0PThI, a TAKXKE UX Pa3pbiBa MOXKET ObITh MOBBILICH Y
NALUEHTOB, OJTHOBPEMEHHO IOIYYaIOIIHUX CUCTEMHBIE IIFOKOKOPTUKOCTEPOUIBI.

B cimyuae mosiBneHus BHe3amHOW OONM B JKMBOTE, I'PYIM WM CHHHE IalMEHTaM CJeIyeT
HEMEJUIEHHO 00paTUTHCS K Bpady B OT/IEJICHUE HEOTIIOKHON TTOMOIITH.

[TanpenTam cienyeT peKOMEHAO0BaTh HEMEIJIEHHO OOpaTUThCS 3a MEIUIMHCKOH MOMOUIbIO B
Clly4ae IOSIBJICHMsSI OCTPOM OJBIIIKH, BIEPBbIE BO3ZHUKILEIO OLIYIIEHUS YYalllEHHOTO
cepAneOneHNs WM PAa3BUTHUS OTEKA )KUBOTA WIIM HIDKHUX KOHEYHOCTEH.

JInuTenbHbIC, MHBAIMAN3UPYIONIME U NOTCHIIMAIBHO HCO6DaTI/IMBIe CCPHE3HBIC HCXKCIATCIbHBIC

PCaKInuu
OueHp peaKue ciiydan JAJIIUTCIIbHBIX (HpOI[OJ'DKaIOIJ_II/IXCH HECKOJIBKO MCCALCB HWJIN J'IeT),

MHBAJIMIM3UPYIOIIUX U NOTEHUUAIbHO HEOOPATHUMBIX CEPhE3HBIX HEKENATEIbHBIX pEeaKlui,
BJIMSIIOLIMX Ha pa3jInyHble (MHOTIa HA MHOXKECTBO) CUCTEMbI OpraHu3Ma (OOpHO-ABUTATEIbHBIN
anrmapar, HepBHYIO CUCTEMY, ICUXUKY U OPTraHbl UyBCTB), ObLIM 3apETrUCTPUPOBAHBI y NAIIUEHTOB,
HOJYYaIOIUX XUHOJIOHBI U (DTOPXHUHOJIOHBI, HE3aBUCUMO OT MX BO3pacTa M paHee MMEBLIMXCS
¢dakropoB pucka. [IpumeHenune nunpodIoKcalMHa ClIeAyeT HEMEUIEHHO MpeKpaTuTh Mpu
MOSIBJICHUU MEPBBIX MPU3HAKOB MM CUMIITOMOB JII00O0M Cephe3HOIl HeXenaTeabHOW peakuuu U
00paTUTHCS K Bpayy.

BcenomorarenbHble BEIECTBA
Jaunbiii npenapat conepxut 15,54 monp (357 mr) Hatpus Ha 100 mi1. HeoOXxomuMo yuuThIBaTH
nalnyveHTaM, HaXoIAIMMCS Ha JIMeTe C OTPaHUYEHUEM TOCTYIUIEHUS! HaTpHU.

eTu
Bbu10 ycraHOBNIEHO, YTO, HUIIPOGIOKCAIIMH, KaK U JPYyTUe Mpenaparbl 3TOro Kiacca, BbI3bIBAET
apTPOMNAaTHIO KPYMHBIX CYCTaBOB Y ’KMBOTHBIX. [Ipy aHanu3e cymiecTBYIOUMX Ha CETOMHSAIIHUN
JIEHb JIaHHBIX 0 0€30MaCHOCTH MPUMEHEHNUs UNpodIIoKcalvHa y aetei 10 18 e, 00NbIIMHCTBO
13 KOTOPBIX UMEIOT MYKOBUCLIHI03 JIETKUX, HE YCTAHOBJIEHO CBSA3M MEX1Y ITOBPEXKIECHUEM XPAILA
WINA CyCTaBOB C IpueMoM Ipenapara. He pekoMeHayeTcs MCHONb30BaTh LUNPO(IOKCAUH Y
JeTel Ass JedeHus Ipyrux 3a0osaeBaHuil, KpoMe JICUeHUS OCIOKHEHUH MYKOBHUCIIN103a JIETKUX
(y meteii ot 5 10 17 net), cBszaHHbIX ¢ Pseudomonas aeruginosa, u st JiedeHust 1 po(UITaKTHKH
JeTOYHON (OPMBI CHOMPCKOI 3BHI (ITOCIE MPEANOIAraeMoro Wi T0Ka3aHHOTO HH(PUIUPOBAHHS
Bacillus anthracis).
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B3aUMO/IeHCTBUA

[IpoTHBOIMOKAa3aHHEIE KOMOMHAIINN

Tuzanuoun

OHOBpEeMEHHOE MPUMEHEHHE UIPO(IOKCAIMHA U TU3aHUAWHA MPOTUBONOKA3aHO.

Hngpyszuonnwvie pacmeopul

WNudy3noHHbIH pacTBOp (papMarieBTUIECKH HECOBMECTUM CO BCEMHU MH(DY3MOHHBIMU PaCTBOPAMHU
U JICKapCTBEHHBIMH CPEACTBAMH, KOTOPbIE (PU3UKO-XMMHUUECKH HEYCTONYHBBI IIPU KUCIION cpejie
(pH undy3nonnoro pacrsopa nunpodaokcanuaa — 3,5 — 4,6). Henb3st cMemmBaTh pacTBop st
BHYTPUBEHHOTI'O BBEJIEHUsI C pacTBOpamu, nMeroiumu pH 6onee 7.

KOM6I/IHaHI/II/I, T]Z)C6VIOH_[I/IC OCTOPOKHOCTH

Jlexapcmeennvle npenapamol, yorunsrowue unmepsai QT

Cnenyer coOntofaTh OCTOPOXHOCTH MPH OJHOBPEMEHHOM MPUMEHEHHUU LMIPOQIIOKCAI[MHA C
npenapatamy, yauuHsoomumu uHTepBanl QT (B T.4. antnapurmuueckue [A u III kmaccos,
TPULMKIMYECKUE aHTHUIEIIPECCAHTHI, MAKPOJIUAbl, AHTUIICUXOTUYECKUE MPENapaThl).

Denumoun

[Ipu ogHOBpEeMEHHOM NMPUMEHEHUH HUIPOGIIOKCAIHA U (PEeHUTOMHA HAOII0AAI0Ch U3MEHEHNE
(MOBBILICHNE UM CHIDKEHUE) KOHLIEHTpalMK (PeHUTOMHA B I1a3Me KpoBHU. [ npeaynpexieHus
CHIDKEHHMSI IPOTHBOCYJOPOXKHOIO 3¢¢exra (EeHUTOMHA  BCIEACTBHE CHHXKEHHUS  €ro
KOHIIGHTPAllMM, a TakXke Ul TPEAYNPEKICHHUS HEXKENATeNbHBIX SBICHUH, CBS3aHHBIX C
Nepeo3UPOBKON ()EHUTOMHA TPH MPEKPAIICHHH MpHEeMa IUIPOQIIOKCAIIMHA, PEKOMEHIYETCs
OnpeseNniaTh KOHLEHTpaluul (EHUTOMHA B IJa3ME€ KpPOBM Kak B IE€PUOJ COBMECTHOIO
IPUMEHEHHUS, TaK U HEMPOJODKUTEILHOE BPEeMs 110CIIE 3aBEPILEeHUs] KOMOMHUPOBAHHOM TEpaIum.

IlepopanvbHule eunoznukemuyeckue npenapamsl - NPOU3EOOHbIE CYAbHOHUIMOYEGUNB]
OpnHOBpeMEHHOE MpUMEHEHHE LUNpOo(IOKCcallMHa W MEepPOPATbHBIX T'MIIONIMKEMUYECKHX
IpenapaToB, TJaBHBIM 00pa3oM, TPOM3BOJHBIX CYJIb(OHUIMOYEBUHBI (TIIMOCHKIAMUI,
[JIMMENMPHUA) MOXET NPHUBOAUTH K Pa3BUTUIO TUIIOTJIMKEMUU 32 CYET YCHUJIEHUS JIeHCTBUS
[epOpaIbHbIX TMIOTITMKEMUUECKHUX IIPENapaTosB.

Memompexcam

[Ipy OMHOBPEMEHHOM MPUMEHEHUH LUMPO(IOKCAIIMHA U METOTpeKcaTa MOXKET 3aMeISThCs
MOYCYHBIH TPAHCIOPT METOTPEKcaTa, YTO MOXKET COMPOBOXKIATHCS TMOBBIIEHHEM Cmax
METOTpeKcaTa B IUIa3Me KpoBU. [Ipu 3TOM MOXKET YBEITUYHMBATHCS BEPOSTHOCTH MOOOYHBIX
abdexToB MeToTpekcara, dYTO TpedyeT TIIATEILHOTO HAOMIOJEHUS 3a TaIlMeHTaMU,
MOJTYYaAIOIUMU COYETAHHYIO TePAIInIO.

Omenpa3zon

[Ipy OIHOBpPEMEHHOM MPUMEHEHHH IUNPOQIIOKCAllMHA M OMEINpa3oyia MOXKET OTMEYaThCs
HE3HAYNTENbHOE CHIDKEHHE MaKCHMAalbHOM KOHIIEHTpAIMH MpernapaTa B MiIa3Me U yMEHbIICHUE
TUTOMIA/IN TIOJT KPUBOM «KOHIICHTPAIUS — BPEMSD».

IIpobeneyuo

OnHOBpEeMEHHOE MPUMEHEHUE MPOOCHEIHIa W IUIMPOQIIOKCAIINHA MTOBBIMIACT KOHIICHTPAITHUIO
munpodIoKcaliiHa B IUTa3Me  KpoBH  (TIPOOCHENHJT 3aMeIseT CKOPOCTh  BBIBEICHUS
U podIOKCcaIHA TOYKAMH).

Hneubumopuot uzogpepmenma CYP450 142
/[ynokcemun

OnHOBpEeMEHHOE TPUMEHEHHE JYJIOKCETHHA M MOIIHBIX MHruomtopoB m3opepmenta CYP450
1A2 (Ttakux Kak (IyBOKCAMHH) MOXKET HPUBECTH K YBEIMUYEHHIO IUIONIAAM MOJ KPHBOM
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COOTBETCTEYET ZKCMNEPTHOMY OTYETY
__u:u'r11 1:1::_.34“-1-';_'_.':
«xoHueHTpamus — BpeMs» (AUC) u Cpax Ayn0 ceTHHa.'-ﬂ'er'fmajlgp;"ﬁ '6¥@¥H§}re'~ IIJﬂIﬁn'q'e'éKHx

JaHHBIX O BO3MOXXHOM BSaHMOHeﬁCTBHH C I_[I/IHpO(I)JIOKcaL[I/IHOM, MOXHO HOpCABUACTD
BEPOATHOCTH HO,Z[O6HOI‘O BSaHMOHefICTBI/IH IIpru OJHOBPEMECHHOM IIPUMCHCHHU N I.[HHpO(i)J'IOKC&I_[I/IHa
H OYJIOKCCTHUHA.

Ponunupon
OnHOBpEMEHHOE TMPUMEHEHHE PONMUHUPOJA M HUIPOMIOKCAIMHA, YMEPEHHOT0 HMHTHOMTOpa

uzodpepmenta CYP450 1A2, npuBoaut k yBenumueHn0 AUC u Cnax portuauposna Ha 60 u 84 %,
COOTBEeTCTBEHHO. ClienyeT KOHTPOJMPOBATH MOOOYHBIE 3(P(PEKTHl POMMHUPOIA BO BpEMs €ro
COBMECTHOTO NPUMEHEHHS C IHUNPOQIIOKCAMHOM M B TEUCHHE KOPOTKOTO BPEMEHH II0Cie
3aBepIIeHIs] KOMOMHUPOBAHHOW TEPAITUH.

Jludokaun

OpnHOBpeMEHHOE IpUMEHEHHE LMNpOodIOKcalMHa U JIMJIOKauHA, SBISIOIIErOoCsS yMEPEHHBIM
unruouropom m3opepmenta CYP450 1 A2, npuBOIUT K CHUKEHUIO KIIMPEHca TuokanHa Ha 22 %
IIPY €r0 BHYTPUBEHHOM BBEICHUH (BO3MOXHO yCHIIEHUE MTOO0YHBIX 3(h(eKTOB TnaoKkanHa).

Knozanun

[Tpu omHOBpEeMEHHOM NPUMEHEHHH KJI03amuHa U munpodiokcanuHa B 103e 250 Mr B TedeHue 7
THEH ~ BO3MOXHO  yBEJIMYCHHE CBIBOPOTOYHBIX  KOHIEHTpaluit KJOo3almMHa U
N-gecmerunknozanuaa Ha 29 % u 31 %, cooTBeTcTBEHHO (HEOOXOIMMa KOPPEKLHUS PEeKUMa
JIO3MPOBAHUS KJIO3AIIMHA BO BPEMSI €r0 COBMECTHOTO MPHUMEHEHHS C TUIPOQIIOKCAIMHOM U B
TEYEeHUE KOPOTKOTO BPEMEHH TI0CIIE 3aBEPIICHUSI KOMOMHUPOBAHHOM Teparum).

Cunoenaghun

[Ipu onHOBpeMEHHOM MpUMeHeHuH IunpodaokcanuHa B 1o3e S00 mr u cunneHaduna B go3e 50
mr ormevanock yBenuueHue AUC u Cmax cuipeHapwia B 2 pa3a (OIpUMEHEHHE JaHHOU
KOMOHMHAI[H BO3MOKHO TOJIBKO ITOCJIE OLEHKH COOTHOILICHHUS «I10JIb3a — PUCKY).

Teogpunnun

OpnHoBpeMeHHOE TpHUMEHEHUE MUMPOQIIOKCAIIMHA U MPENapaToB, COAEPXKAIIMX TeO(UIUINH,
MOYKET BBI3BAThH IMOBBIIICHNE KOHIIEHTPAIIMH TEOPMUTMHA B TUIa3Me KPOBH M, COOTBETCTBEHHO,
BO3HHUKHOBEHHUE TEOOMILTMH-UHAYIIHIPOBAHHBIX MOOOYHBIX SIBJICHUH; B OYCHD PEAKUX CIyJasx dTH
N0OOYHBIE SBJICHUS MOTYT OBITh YIPOXKAIOLIMMM JJIs KU3HHU NalueHTta. Eciau ogHOBpeMeHHOe
OpUMEHEHHE ATHUX JIBYX IpernapaToB HEOOXOAMMO, TO PEKOMEHAYETCS MPOBOAUThH MOCTOSHHBIN
KOHTPOJIb KOHIIEHTPAIlMH TEOPHUIMHA B IJIa3Me KPOBU M, €CIM HEOOXOJMMO, CHH3HUTH 03y
TeOPUILIINHA.

IIpouzeoomnvie kcanmuna
OnHoBpeMEHHOE TpUMEHEHHEe IunpoduiokcanHa U KodernHa WIM MEeHTOKCU(PHILINHA MOXKET
MPUBOANTH K YBEJIMUEHUIO KOHIEHTPAIIMU POU3BOIHBIX KCAHTUHA B CHIBOPOTKE KPOBH.

IIpomusomukpobHvle nexapcmeenHvle npenapamsl

[Ipu coueTanwuu ¢ JPYrUMH  MPOTUBOMUKPOOHBIMHM  JIEKAPCTBEHHBIMH  CPEICTBAMU
(Oeta-nmakTaMHble AHTHUOMOTHUKH, AMHHOTIMKO3UIbI, KIWHIAMHIIMH, METPOHHUIA30J]1) OOBIUHO
HAOJIOIAETCSl CHHEPTU3M; MOKET YCIENTHO NMPUMEHSTHCS B KOMOWHAIIMM C a3JIOMMUINHOM U
neTasuauMoM TNpH  MHQEKIHSIX, BbI3BaHHBIX Pseudomonas Spp.; ¢  ME3JIOMHIIHHOM,
A3NMOUWJUTMHOM W JpYrMMH OeTa-JTaKTaMHBIMU aHTUOMOTUKAMU — TMPH CTPENTOKOKKOBBIX
WHQPEKIUIX; C W30KCA3ONMWINICHUIMUIMHAMA U BaHKOMHUIIMHOM — TIPH CTa(pUIOKOKKOBBIX
WH(]EKIUAX; ¢ METPOHUIA30JI0M M KIMHJIAMHUITTHOM — IIPU aHAIPOOHBIX WHDEKITUSIX.

Huxnocnopun
VYcunuBaer  HeQpOTOKCHYECKOE  JACMCTBME  IMKJIOCHOpUMHA, OTMEYaeTcs  yBEJIMYEeHHE
KOHIICHTPAIlU CHIBOPOTOYHOTO KPEATHMHHHA, Y TAKUX MAIMEHTOB HEOOXOIUM KOHTPOJbL 3TOTO
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 11.10.2024 N= 22207
(MOCNEQOBATENEHOCTE 0002)

rokKaszaresis 2 paza B HEJEIO.

XunonoHvl u Hecmepououvie NPOMUBOBOCHATUMENbHbIE NPEeNnapambl

OpnHoBpeMeHHOE MpPUMEHEHHE XHHOJIOHOB (uHruoutopoB JIHK-rupasbsl) U HEKOTOPBIX
HECTEPOUJIHBIX  MPOTUBOBOCHAIUTENBHBIX IMpenaparoB (MCKIOYas — aleTUJICAIUINIOBYIO
KHCJIOTY) MOET MPOBOILUPOBATH PA3BUTUE CYIOPOT.

Ypukosypuueckue nexapcmeennvie cpedocmea
CoBMeCTHOE Ha3HAYCHUE YPUKO3YPUUECKUX JICKAPCTBEHHBIX CPEACTB MPHUBOJIUT K 3aMEICHUIO
BbIBeZIeHU (710 50 %) 1 MOBBIIEHUIO IIA3MEHHOM KOHIICHTPALUK IUTIPOQIOKCAIIUHA.

Henpsmvie anmuxoazynanumoi

CoBMecTHOE TNpUMEHEHHE MUMPOQIIOKCAlMHA W HENPSIMbIX AHTUKOATYJISIHTOB (HampHUMep,
BapdapuHa, aleHoKyMaposa, (eHIIPOKYMOHa, (PIyHMHIOHA) MOKET MPUBOAUTH K YCUJICHUIO MX
AQHTHUKOATYJISTHTHOTO JAeWCTBUS. BenmnunHa 3Toro 3pdexra MOKeT U3MEHITHCS B 3aBUCUMOCTH OT
COITYTCTBYIOIIUX HH(MEKIUH, BO3pacta W OOLIEr0 COCTOSIHHUSA MAIMeHTa, IO3TOMY CIOXKHO
OLICHUTH BIJIMAHUE LHUIPO(IOKCAllMHA Ha TOBBIIIEHHE MEXKIYHAapOJHOTO HOPMAIU30BAHHOTO
otnomenust (MHO). Cnenyer nocrarouno yacto KoHTponupoBatb MHO Bo Bpemsi COBMECTHOTO
NpUMEHEHHS HUIPO(GIOKCAIIHA W HETIPSMBIX aHTHKOATYJISTHTOB, a TAK)KE B TEUCHHE KOPOTKOTO
BPEMEHH I10CJIE 3aBEPIICHNS] KOMOMHUPOBAHHOM TEpaIUH.

4.6. DepTUIBHOCTD, 0€PEMEHHOCTD U JTAKTALHSA

bepeMeHHOCTH
[Ipumenenue nurnpodaoKcaiia TpOTUBOIOKA3aHO MPU OEPEMEHHOCTH.

bezonacHocTh mpuMeHEeHUs nunpoduIokcanHa y OepeMeHHBIX He ycraHoBiieHa. OnHako Ha
OCHOBAaHUM pE3YyNbTATOB MCCIEAOBAHUNM HAa JKUBOTHBIX HEJIb3d IIOJHOCTBIO HCKIIIOUUTH
BEPOSTHOCTb HEOJIArONPUATHOIO BO3/IEHCTBHSI HAa CYCTaBHbIE XPSIIH HOBOPOKIACHHBIX, B CBSI3H C
TUM IUNPO(IOKCAMH HE JOJDKEH Ha3HAYATHCSl OEPEMEHHBIM JKEHITUHAM.

B xone nccnenoBanuii Ha )KUBOTHBIX TEPATOTEHHOTO JIEHCTBUSA (MaIb(hopMaIiii) yCTaHOBIICHO HE
ObL10.

HCDI/IOI[ T'PYAHOTI'O BCKapMJIMBAHU A

HpI/IMeHeHI/IC HHHpO(bJ'IOKCElI_II/IHa MMPOTHUBOIIOKA3aHO B ICPUOJ I'PYAHOT'O BCKAPMJIIMBAHU .
HHHpO(l)J'IOKcaI_II/IH BBIACIIACTCA B I'PYAHOC MOJIOKO. HN3-3a NMOTCHIUAJILHOTO pUCKA ITOBPCIKIACHUA
CYCTaBHBIX xpsnueﬁ HOBOPOXJICHHBIX, HI/IHpO(i)J'IOKcaHI/IH HC JOJDKCH Ha3HAa4YaTbCd KOPMIIIUM
KCHIIIUMHAM.

4.7. BausiHue Ha CHOCOOHOCTH YNPABJATH TPAHCIOPTHBIMHM CpPeACTBAMHU U padoTaTh C
MeXaHMu3MaMH

@DTOPXUHONOHBI, BKJIIOYas LUNPOGIIOKCAIIMH, MOTYT HapyllaTh CIIOCOOHOCTh IAaIMEeHTOB
yIpaBJIATh aBTOMOOMJIEM U 3aHMMAThCSl JPYTUMH IOTEHIUAIBHO ONACHBIMH BUAAMHU
JeSTEIbHOCTH, TPEOYIOIIMMHU MOBBIIIEHHOTO BHUMAaHUS U OBICTPOTHI ICUXOMOTOPHBIX PEaKIUA,
BCJICJICTBUE BIIMSIHUSA HA LICHTPAJIBHYIO HEPBHYIO cucTteMy. [103TOMy BO Bpems JI€4eHUS CIEAyeT
BO3/ICP)KUBATHCSI OT 3aHATUH MOTEHIUAIBLHO ONACHBIMU BHJAMH JESTEIBHOCTH, TPEOYIOIIUMU
MOBBIIIIEHHON KOHLIEHTPAI[MK BHUMAHHSI U OBICTPOTHI ICUXOMOTOPHBIX peaKIuil.

4.8. HexkesaTeibHbIe peaKiuu

Pesrome npoduiist OesonacHoCTH

HexenarenbHple J€KapCTBEHHBIC PEAKIMH IPHUBEICHBI B COOTBETCTBUU C KiaccHUpUKaluen
opranoB u cucreM MedDRA u mepeunciensl mo yactore. YacToTa HexelaTeNbHBIX PEaKIuit
OIICHUBACTCA CIEMYIONMM o0Opa3oM: oueHb dacto (>1/10), wacto (>1/100, Ho <1/10), HewacTo
(>1/1000, wOo <1/100), penko (=1/10000, mo <1/1000), ouenr penko (<1/10000), gacroTa
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COOTEBETCTEBYET JKCNEPTHOMY OTYETY
oT 11.10.2024 Nz 22
50002

HEn3BecTHA (Ha OCHOBAHUH MUMEIOIINXCS IaHHb oueHH‘il;,l ‘ﬁéﬁﬂ%ﬁé&&ﬁ”b"'ﬁ CTb 0002]

TabnuyHOE pe3roMe HEXKENATENbHBIX PDEAKIINI

B TaGJII/IL[e HHWXKC MPHUBCACHBI HCKCIIATCIIBHLIC PCaKIUU, O6Hapy)KeHHbI€ B X04€ KIMHHUYCCKUX
I/ICCJ'IC,I[OBaHI/Iﬁ " 1Iepuoaa MoCTPErucTpainoOHHOIo Ha6J'IIOI[eHI/I${.

CucreMHO-OpraHHbIi IoGouHoe geiicTBHE
KJ1ace
Karteropust yacrorbl
HUnghexyuu u unsazuu
Heuwacro rpuOKOBBIE CyNepHH(pEKINN
Penxo MICEBIOMEMOPAHO3HbII KOJIUT (B OYEHb PEOKUX CIOy4dasx ¢
BO3MOXXHBIM CMEPTEJIbHBIM HCXO/I0M)

Hapywenus co cmoponul kposu u aumgamuueckou cucmemol

Heuacro HO3MHOPHUITUS

Penxo JICHKOIICHUS, aHeMus, HEUTPOIIECHUS, JICHKOLIMTO3,
TPOMOOIIUTONICHUS, TPOMOOLIUTEMHS

OueHb penko reMOJIMTUYECKAasl  aHEMus, arpaHyJoLNTO3, MAHIUTOICHUS
(yrposkaromasi )H13HH1), YTHETEHHE KOCTHOMO3TOBOTO KPOBETBOPEHHS
(yrposkaroiiee Ku3HH ), TPaHyJIOLUTONICHUS

Hapywenus co cmoponvl umMmynHou cucmembl

Penko IJIEPrUYEeCKHe PEaKINU, AJUIEPTUIECKUN OTEK/aHTHOHEBPOTUIECKUN
OTEK
OueHb penko aHaUIAKTHYECKHE peakuuu, aHa(pUIaAKTHYECKUI LIOK

(Yrpoaromiuii )Ku3HH), CBIBOPOTOYHAS 00JIE3Hb

DHOOKpUHHbIEe HapYULeHUs]

YacToTa HEU3BECTHA CUHIAPOM HeaﬂeKBaTHOﬁ CCKpPCLIMN AHTUANYPCTHUYCCKOI'O T'OPMOHA
(CHAJD)

HapymeHu}l Mema60/m3jwa u numaHuA

Heuacto CHMI)KCHHUC aIlllICTUTA U KOJINMYCCTBA HpHHHMaeMOP’I JU0%0000%0

PGHKO FI/IHCpFJ'II/IKeMI/Ifl, THUITOTJINKEMUSL

YacToTa HEN3BECTHA TsKEJIad TUIIOTTIMKCMUS, BIUUIOTH HO PAa3BUTHUA THIOTINKEMUYECKON

KOMBI, OCOOEHHO Y TMOKUJIBIX MAI[UEHTOB, MAIMEHTOB C CaXxapHbBIM
nuabeToM, TMPUHUMAIOMIMX TepopajbHble THUIOTIMKEMUYECKUE
Mpernaparbl U UHCYJIUH

Icuxuueckue napywenus™

Heuacto MNCUXOMOTOpPHAA I' I/IHepaKTI/IBHOCTL/ AXHUTaluAa

Penxo CIyTaHHOCTb CO3HAHUS U JI€30pUEHTALs], TPEBOKHOCTh, HAPYILLIEHUE
CHOBHJICHUN (HOYHBIE KOULIMaphl), JAenpeccusi (KOTopas MOXKET
IPUBOJIUTh K CaMOIOBPEXJAIOIIEMY IOBEACHHUIO, TaKOMy Kak
CyUIIUIaIbHbIE TIOCTYIKH/MBICIH, a TAaK)Ke MOMbITKA CYHIMJA WIH
yIaBIIMNCS CYULNT), TAJUTFOLUHAIIIH

OueHb penko IICUXOTUYECKHE  pPEaKIMM, KOTOpble MOTYT IPUBOAMTHL K
CaMOIIOBPEKJAIOUIEMY IOBEACHHUIO, TAaKOMYy KaK CYyHLHJAJIbHbBIE
MOCTYNKU/MBICIIM, @ TaKXe TMOMbITKAa CyUIuJa WIW yJIaBLIUICS
CyHIU]

YacroTa HEU3BECTHA HapylIeHUs BHUMAHHUS, HEPBO3HOCTh, HAPYILIEHUE MTAMSTH, ACTUPUN

Hapywenus co cmopoHul nepsHou cucmembl *
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ot 11.10.2024 Ne 22207

OO ITENCIES eI T L
Heuacto rOJOBHASL 6ONb, T'QIOBOKPY/KEHYIC.—HAPYIICHIE CHE,  HApYyITeHue
BKycCa
Penxo MapecTe3ny U IM3eCTe3UU, TUIIECTE3UH, TPEMOP, CYAOPOTrH (BKIIIOYast

MPUCTYIIBI AHUIICTICUU ), BEPTUTO

Ouens penko

MUTPEHb, HapyLICHUE KOOPAWHALMMA JBWKECHHUW, HapyIICHHUE
O0OOHSIHUS, TUIIEPECTE3Us, BHYTpUUEpENHAs TUIEPTEH3Us (MO3roBast
IICEBIOTYMOPO3Hasi CUMIITOMATHKA)

YacTtoTa HEU3BECTHA

nepudeprudeckas HeMponaTus U MOJTMHEHPONaTHs

Hapywenus co cmoponvl

opeawna 3peHus*

Penxo

paccTpoiicTBa 3peHus

Ouens penko

HapyImCHHUEC IBCTOBOI'0 BOCIIPUATHA

Hapywenus co cmoponvl

opeama ciyxa u 1abupunma™

Penxo

IIyM B yIIaX, OTeps ciryxa

Ouens penko

HapyIlIEHUs ciyxa

Hapywenus co cmoponvl

cepoya**

Penxo

TaxXUKapAusa

YacToTa Heu3BeCTHA

yumHeHne uHrepBana QT, jkemyqo4koBble apuUTMHH (B T.4. THIIA
«UpyaT™»)*** (cM. paznen 4.4.)

Hapywenus co cmoponul

cocy008**

Penxo

Ba30JMJIaTAllMsA, CHUIKEHUE apTEPUAIbHOIO HABJIICHMS, OLLYIIECHHE
«IIPUIIMBA» KPOBU K JIUILY

Ouens penko

BACKYJIUT

Hapywenus co cmoponul

O0bIXAMENbHOU CUCTEMbL, OP2AHO8 2PYOHOU KIemKU U CPe00CmeHUs

Penxo

HapylleHre JbIXaHust (BKJIr0Yasi OpoHXocma3m)

Kenyoouno-kuuieunvie HapyuieHus

Yacto

TOIIHOTA, Auapes

Heuacto

pBOTA, 0omu B JKHUBOTEC, TUCIICIICUA, METCOPHU3M

Ouens penko

MTAaHKPEATUT

Hapywenus co cmoponui

ne4yernu u ofce/zqeebleodﬂu;ux nymeﬁ

Heuacto

MOBBILICHHE aKTUBHOCTU «IIE€UYEHOYHBIX)» TPAaHCAMUHA3, MOBBIILICHUE
KOHIEHTpalluu OUIupyOrHa B Ija3Me KpOBH

Penxo

HapyleHus PYHKLNY [TEUYEHH, )KeNTyXa, TenaTuT (HeMH(PEKIIMOHHbII)

Ouens penko

HEKpO3  TKaHell  meyeHHM (B KpallHE  peOKUX  CIydasx
MPOTPECCUPYIOIIMN 10  YIrpOKAlOWIeW  KWU3HU  TNEYEHOUYHOM
HEJI0OCTAaTOYHOCTH )

Hapywenus co cmoponui

KOJICU U NOOKOINCHBIX MKAHell

Heuacto

3y, KOKHas ChbIIlb, KpallMBHUIIA

Penxo

dboToceHcubuIM3aIms, oopa3oBaHue BOJABIPEI

Ouens penko

neTexud, MynbTU(OpMHAs dpuTeMa MalbiXx (opm, y3rmoBaTas
sputema, cuHApoM  CtuBeHca-/[KoHCOHa  (3JI0KaueCTBEHHAs
AKCCYIATUBHAS dPUTEMA), B T.4. IOTEHIIUATEHO YTPOKAIOITUHN KU3HH,
Cunpapowm Jlaiienna (TOkCUYECKHM AMUAEPMAaNbHBINA HEKPOIK3), B T.4.
MOTEHLUAIBHO YTPOKAKOIINUN KU3HU

YacToTa HEU3BECTHA

OoCTpasA reaepain3oBaHHas IMyCTYJIC3HAA OK3aHTEMaA

) o o %
HapymeHu}z CO CMOPOHbL MblULEYHOU, CKelemHoUu U COCOUHUMENIbHOU MKAHU

Heuacto

apTpairus
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 11.10.2024 N= 22207

Penko MUATHS, apTPHUT, [OBBILICHIE ~MBITICUHOTO- TORYCH, | MBIIIEHBIC
cynoporu

OueHb penko MBIILICYHAS c11aboCTh, TEHJUHHUT, paspbiB CYXOXKUITUI
(mIpeuMyIecTBEHHO  axXWIUIOBBIX),  O0OCTpEHHE  CHMITOMOB
MHUACTEHUU

Hapywenus co cmoponuvl nouexk u Mouesbigo0Auux nymei

Heuacro HapylIeHue GyHKIUU oYK

Penxo noveyHas HEJIOCTAaTOYHOCTb, remMaTypus, KpUCTAJUTYpHS,

TyOyJIOMHTEPCTUIINAIBHBIN HEPpUT
Obwue napywenus u peakyuu 6 mecme 68e0eHus™

Yacro peakuys B MECTE BBEJICHUS

Heuwacro OoneBold  cuHIpPOM  Hecrmeuuduueckoil  ATHONOrHH,  oOImiee
HEJIOMOT'aHuE, JIMXOpaJIKa

Penxo OTEKH, TIOTJINBOCTh (TUIIEPTHIPO3)

OueHb penko HapyIIeHUE OXOIKH

Jlabopamophvle u uncmpymenmanbHvle OaHHble

Heuacto MIOBBIIIICHUE aKTUBHOCTH IEJIOYHOM (hocdarasbl B KPOBH

Penxo M3MEHEHHE KOHIICEHTPAIMH MPOTPOMOWHA, MOBBIIICHUE AKTHBHOCTU
aMHJIA3bI

YacroTa HEeU3BEeCTHA MOBBIIICHUE MEKIYHAPOJHOTO HOPMAJIM30BAHHOTO OTHOIICHUS

(MHO) (y nanueHToB, NoJy4yaroUuX aHTaroHucTsl ButamuHa K)

* B oueHb peaKux cirydyasx Npy MPUMEHEHUH XUHOJIOHOB U (PTOPXHUHOJIOHOB, MHOTJa HE3aBUCHMO
OT HCXOJIHO UMEIOIINXCS (PaKTOPOB PHCKa, OBIIN 3apPETHCTPUPOBAHBI T TEIHHO COXPAHSIOLIHECS
(10 HECKOJBKMX MECSLEB WU JIET), MHBAIMIM3ZHUPYIOIIME U IOTEHIHMAIBHO HEOOpaTUMBbIE
cepbe3Hble MOOOYHbIE PEaKLMHU Ha IIPErapar, 3aTparuBarolliie HECKOJIbKO, a THOI'1a U MHOXKECTBO
KJIACCOB CHCTEM OpPraHOB U OPraHOB YYBCTB (BKJIOYas TaKUE PEAKIMM KaK TEHJIMHUT, pa3pbiB
CYXOXKWJIMSI, apTpairusi, 00b B KOHEUHOCTSIX, HApyLLIEHUE MMOXOJKH, HEUPOIaThH, CBSI3aHHBIE C
napecTe3usiMU, JeTPeccusi, MOBbIIIEHHAs YTOMIIIEMOCTh, HApYLICHHE NTaMATH, HapyILIEHUE CHA, a
TaK)Ke HAPYIICHUS CIIyXa, 3peHHs1, BKyca U 000HsHHS) (cM. pazaen 4.4.).

** VY mauneHToB, NOMy4aBUINX (TOPXUHOIOHBI, ObUIM OTMEUYEHBI CITy4au pa3BUTHSI aHEBPU3MBI
paccioeHusl a0pThl, HHOT/Ia OCJIOKHEHHbIE Pa3pbIBOM (B T.4. C JIETAIBHBIM MCXOJIOM), a TaKXke
perypruTanin/HeJOCTaTOYHOCTH JIF000T0 KiianaHa cepana (cM. pasuen 4.4.).

*#* Yamie y malueHTOB, UMEIOUINX MPEIPACIIONOKEHHOCTh K PAa3BUTHIO YAJIMHEHHUS] UHTEpBaa
QT.

YacToTa pa3BUTHS CIEAYIOIIUX HEXEIATEIbHBIX PEAaKIUi IPU BHYTPUBEHHOM BBEICHHUM U IIPU
IPUMEHEHUU CTYNEHYaToOH Tepanuu UUIpOo(IoKCallMHOM (TMpU BHYTPUBEHHOM BBEJIECHUU
npernapara ¢ HoCIeyIOIUM ero IPUeMOM BHYTPb) BBILIE, YeM IpHU MpUEME IperapaTa BHYTPb:

Yacro PBoTa, NoBbIIIEHNE aKTUBHOCTH «II€UYEHOYHBIX» TPAaHCAMHMHA3, ChIIIb
Heuacto TpomboruTonenus, TpOMOOIIUTEMHUS], CITyTAHHOCTb CO3HAHUS U JIe30pUEHTAIIHS,
TFaJUTIOIIUHALMY, TapeCcTe3uu M JIHU3ECTE3HH, CYJOpPOTH, BEPTUTO, HapyLIECHUs

3pCHU, TOTEPA ClIyXa, TaXUKapAud, Ba3oujiaTalvsd, CHUXKCHHUC apTCPHUATIBHOT'O
JaBJICHHA, O6paTI/IMBIe HapyIICHHUA (1JYHKI_II/II/I MEYCHH, KCJITyXa, IMMOYCUYHAA
HEAOCTAaTOYHOCTh, OTCKU

Penxko HaHI_II/ITOHCHI/I}I, ACIpeCCrusl KOCTHOTO MO3ra, aHa(I)I/IJ'IaKTI/I‘-ICCKI/Iﬁ 10K,
MCUXOTHUYCCKUC PCAKIIUU, MUT'PCHb, HAPYIICHUS O60H}IHI/I$[, HapylmcHus ciiyxa,
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Coo0111eHNs 0 0A03PEBAEMBIX HEYKENIATEIIbHBIX PEaKIUIX
BaxHo coo0mare O MOA03PEBAEMBIX HEKEJIATEIbHBIX PEAKLMAX IOCIE PETUCTPaALUU
JICKapCTBEHHOTO Iperapara ¢ HeNibl0 00eCTIeYeHNs] HePEPhIBHOIO MOHUTOPUHTAa COOTHOIICHHS

«ONb3a — PHUCK» JIEKAPCTBEHHOTO Tperapara. MeTuIMHCKUM pabOTHUKAM PEKOMEHTYETCs
€o00IaTh O JIFOOBIX TMOI03PEBACMBIX HEKEIATEIBHBIX PEAKIUAX JEKApPCTBEHHOTO Ipernapara
Yyepe3 HallMOHAJIbHBIE CHUCTEMbI COOOIICHUSI O HEXENATEIbHBIX PEaKIMIX roCyJapCTB — WICHOB
EBpa3uiickoro 3KOHOMHYECKOI0 CO03a.

Poccuiickas @enepanus

®denepanibHas Ciryx0a 1Mo Ha3OPY B chepe 3ApaBOOXPAHCHUS.

Anpec: 109012, r. MockBa, CnaBsiHCKast Tutomia., a. 4, crp. 1.

Tenedon: +7 (800) 550-99-03

DnexkTponHas moyra: pharm@roszdravnadzor.gov.ru

Cair B HH()OPMAITMOHHO-TEJIEKOMMYHUKAITMOHHON ceTu «HTepHeT»:
https://www.roszdravnadzor.gov.ru

4.9. llepeno3npoBka

CUMOTOMBI
TomrHOTa, pBOTA, CITYTAHHOCTH CO3HAHMSI, ICUXHUYECKOE BO30YKICHUE.

Jleuenue

Crnenuduyuecknii aHTUIOT HeW3BeCTeH. HeoOXoaMMo THIATEThHO KOHTPOJIUPOBATH COCTOSIHHE
MalUMeHTa, MPOBOJUTh OOBIYHBICE MEpPhl HEOTIOKHOM IOMOIIM, OOECHEYHUTh JIOCTATOYHOE
noctymieHue XUuakocTu. C 1enpio MpoQUIAKTUKH Pa3BUTHSA KPUCTAILIYPHUH PEKOMEHAYETCS
MOHHTOPHPOBaTh (PyHKIMIO TIouek, BKIo4Yas PH u kucioTHOCTh MO4H. C MOMOMIBIO TEMO- U
MEPUTOHEAILHOTO JIMAJN3a MOXKET OBITh BBIBEJICHO JUINb He3HauuTelbHOoe (MeHee 10 %)
KOJIMYECTBO Iperapara.

5. PAPMAKOJIOTHYECKUE CBOHCTBA
5.1. ®apmakoIUHAMHYeCKHUe CBOIiCTBA

CDapMaKOTepaHeBTI/I‘leCKaSI rpymma. aHTI/I6aKTepI/IaJ'IBHBIe cpeacrea CHCTCMHOI'O HeﬁCTBHH;
MMPONU3BOJHBIC XNHOJIOHA, (I)TOpXI/IHOJ'IOHLI.

Kox ATX: JOIMAO2

Mexanusm neiicteus U hapMakoauHaMudeckre YO GEKTHI

[MunpodnokcanMH mpeacTaBiasieT CcOO0OW CHHTETHMYECKUH IMPOTUBOMUKPOOHBIM Ipemnapar
IIMPOKOTO CIIEKTPa JEHCTBUS M3 TPYMITBH PTOPXUHOIOHOB.

[unpodokcaia  obamaeT AaKTUBHOCTBIO 1IN VIO B OTHOIICHWH LIMPOKOTO CIIEKTpa
IPaMOTPULIATENIBHBIX U TPaMIIOJIOKUTENBHBIX MUKPOOPraHW3MOB. bakrepuuugHoe eiicTBue
nunpogoKcalliHa — OCYUIECTBISIETCS  IOCPEJICTBOM  MHTUOMpOBaHUS  OaKTepHalbHBIX
tonon3omepas Il tuma (tomomsomepaza II (JAHK-rupaza) m Tomomsomepasza IV), kotopsie
HEOOXOUMBI JJIsl PEIUIMKALMU, TPAHCKPHUIILIMHU, perapaiuy U peKoMOWHAIUU OaKTepHaIbHON
JHK.

Mexanusmor pezucmenmuocmu

PesuctrenTHOCTH IN VItro X 1MnpoguiokcamHy 4yacto 00yCIOBJIEHA TOYCYHBIMH MYTAIUSIMH
OakTepuaIbHBIX TOIOW30MEpa3 M pPa3BUBAETCA MEAJIEHHO MOCPEACTBOM MHOTOCTYIEHUYATBIX
myTauuid. EnMHUYHBIE MyTallud MOTYT MPUBOAMUTH CKOpPEE K CHUYKEHUIO UyBCTBUTEIILHOCTH, YEM
K DPa3BUTHIO KJIMHUYECKOM yCTOMYMBOCTH. OJHAKO MHOYKECTBEHHBIE MYTAallud B OCHOBHOM
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HPUBOJAT K PasBHTHIO KIMHHYECKOH pesucTenfrHocTr K Hmmpbookcimiyh K neperpeetnoii

PE3UCTEHTHOCTH K TIperaparaM XHWHOJIOHOBOTO psifga. Pe3ncTeHTHOCTh K IUMPO(IOKCAIHHY
MOKeT ()OPMHUPOBATHCS U B PE3YJIbTATE CHUKCHHSI POHUIIAEMOCTH KJIETOUHOW CTEHKH OaKTepuid
W/WW aKTHBAIlMU BBIBEJICHUS M3 MUKpOOHOU KieTku (3ddmokc). CoolmaeTcs o pa3BUTHH
PE3UCTEHTHOCTH, 00YCIIOBIIEHHOH JIOKAJIM30BAaHHBIM Ha IJIa3MHUAaX KOJIUPYIOIIMM renom Qnr.
MexaHu3Mbl  PE3WCTEHTHOCTH, KOTOpPBIE TMPHBOJAAT K HWHAKTUBAlMKM  TEHUIUUINHOB,
11e(haIoCIOPUHOB, AMUHOTITMKO3UI0B, MAKPOJIUIOB M TETPALUKINHOB, BEPOSITHO, HE HAPYIIAIOT
aHTUOAKTEepUAIbHYI0 aKTUBHOCTH IUTIPOQIoKcarmia. MUKpOOPTraHU3Mbl, PE3UCTCHTHBIC K TUM
mpenaparaM, MOTYT ObITb  YYBCTBUTEIBHBIMH K HHUOpOdIOKCaMHY. MwuUHUMAaIbHAsS
OakrepuniuaHas koHeHTpanus (MBK) o0braHO HE TpeBhIIaeT MUHUMATBHYI0 HHTHOUPYIOITYIO
koH1eHTpanuio (MUK) Gosee uem B 2 pasa.

Tecmuposanue yyscmeumenbHOCMU in Vitro

BocnpousBogumbie  KpUTEpUU  HCCIEAOBAHUS YYBCTBUTEIBHOCTH K  MHIPO(IOKCAINHY,
yTBEpKJIeHHBIC EBPOMECKMM KOMUTETOM 110 ONPEEICHUIO YYBCTBUTEIIHHOCTH K aHTHONOTHKAM
(EUCAST), npencrasnensl B Tabmuie 1.

Tabmuna 4. Ilorpanuunsie 3HaueHus MUK (Mr/m) B KIMHUYECKUX YCIOBUSX s
nunpodiokcannna (EBpomeiickuii  KOMUTET 1O  OMNPENCIICHHUI0 YYBCTBHUTENBHOCTH K
AQHTUOMOTHKAM).

Muxkpoopraauzm YyscTBUTENbHBIN (MI/71) | Pe3ncTeHTHBIH (MT/iT1)
Enterobacteriaceae <0,5 >1
Pseudomonas spp. <0,5 >1
Acinetobacter spp. <l >1
Staphylococcus ssp. * <1 >1
Streptococcus pneumoniae? <0,125 >2
Haemophilus influenzae u«  Moraxella <0,5 >0,5
catarrhalis®
Neisseria gonorrhoeae <0,03 >0,06
Neisseria meningitidis <0,03 >0,06
[TorpanuyHble 3HAYEHUS, HE CBSI3aHHBIE C <0,5 >1
BUJaMHnu MI/IKp00pl"aHI/I3M0B4

L Staphylococcus spp. — morpaHu4Hble 3HAYCHHs I HUOPO(IOKCAlMHA CBS3aHBI C
BBICOKOJIO3HOM TEparmen.

2. Streptococcus pneumoniae — mukmit THI S. pneumoniae He cumraercs YYBCTBUTEIBHBIM K
IUIpodIOKCAllMHY U, TakuM oO0pa3oM, OTHOCHUTCA K KaTeropud MHKPOOPTaHU3MOB C
MPOMEKYTOYHOM YYBCTBUTEIIBHOCTBIO.

8 Illtammbl co 3HavenmeM MMK, TIpeBBIAIOIMM  TIOPOTOBOE  COOTHOIIEHHE
YyBCTBUTEIbHBIE/YMEPEHHO YYBCTBUTEJIbHBIE, BCTPEUAIOTCA OYEHb PEAKO M J0 CHX IOp
cooOmeHuit o0 HUX He Opwto. TecThl MO UACHTUPUKAIUMM W IPOTUBOMHKPOOHOMN
YyBCTBUTEIHLHOCTHU MPHU OOHAPYKEHUH TaKUX KOJOHUI HEOOXOIUMO MOBTOPUTH, U PE3YIIbTATHI
JIOJDKHBI OBITH TMOATBEPKACHBI NIPU aHaIM3e KOJMOHUH B pedepeHcHol mabopatopuu. [Jo Tex
op, Nmoka He OyIyT MOJY4eHbl J0Ka3aTelbCTBA KIMHUYECKOIO OTBETa JUIsl IITaMMOB C
MOJATBEPKICHHBIMU 3HaueHHsIMU MUK, mnpeBblIaloniuMu HMCHOJIB3YIOIIUICS B HACTOAIIEE
BpEMsI IIOPOT PE3UCTEHTHOCTH, OHU JTOJDKHBI PACCMAaTPUBAThCS Kak pe3ucTenTHbie. Haemophilus
spp./Moraxella spp. — Bo3MoxHO BbIsiBieHue mrtammoB Haemophilus influenzae ¢ nuzkoit
qyBCTBUTEIBHOCThIO K (ropxuHonoHam (MUK mis mumpodnokcarmmaa — 0,125-0,5 mr/m).
Jloka3aTenbCcTB  KJIMHUYECKOTO 3HAU€HUs HU3KOM PE3UCTEHTHOCTH MNpU  HMHQEKIUIX
JBIXaTeNbHBIX yTeH, BI3BaHHBIX H. influenzae, HeT.
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MY OTUETY

OCHOBHOM Ha OCHOBE JaHHBIX (papMaKOKMHETHKHW/(apMaKOJIMHAMUKH W HE 3aBHCAT OT
pacnpenenenuss MUK mns cnenndudeckux BumoB. OHUM NPUMEHHMBI TOJBKO JUIS BUIOB, IS
KOTOPBIX HE OB OIPE/ICIICH MOPOT YYBCTBUTEIBHOCTH, CIICIIM(PUYHBIN JJIs1 BUA, a HE JUIS TeX
BUJIOB, ISl KOTOPHIX HE PEKOMEHIYETCS MPOBOJIUTH TECTHPOBAHWE UYBCTBHTEIBHOCTH. JlJst
OIpENICIEHHBIX IITAMMOB  PACIpPOCTPAaHEHHE TNPUOOPETEHHOH PE3UCTEHTHOCTH MOXKET
pa3nuyaTbCsi B 3aBUCUMOCTH OT reorpa)uyeckoro peruoHa U ¢ TeYCHHEM BpeMeHH. B cBsi3u ¢
3THM JKEJIATeJbHO pacIojlaraTh MECTHOH WH(popMamueid O Pe3UCTEHTHOCTH, OCOOCHHO IpH
JICUCHUH CEPbE3HBIX NH(EKIIHA.

JlaHHbIE WHCTHUTYTa KIMHUYECKUX M Ja0OpPATOPHBIX CTaHAAPTOB Il TOTPaHUYHBIX 3HAUCHHM

MUK (mr/n) u qudPy3MOHHOTO TECTUPOBAHUS C UCIIOIB30BAHMEM JIUCKOB, COACPIKAIIUX 5 MKT

U PO IOKCAIHHA.

Hucmumym kaunuyeckux u 1abopamopHulx cmanoapmos. Iloepanuunsie snavenuss MUK (me/n) u
ougpysuonrnoco mecmupoarus (Mm) ¢ UCNONb308AHUEM OUCKOS.

Muxpoopranusm YyecrBurtenbHblil | IIpomekyTounbiii | Pe3ucTeHTHBINH
Enterobacteriaceae <1? <22 >4°
>21° 16-20° <15
Pseudomonas  aeruginosa  u <]1® 22 >42
opyeue bakmepuu, OMHOCAUWUECS >210 16-20° <15°
Kk cemeticmey Enterobacteriaceae
Staphylococcus spp. <1? 02 >4°
>21° 16-20° <15
Enterococcus spp. <1* 22 >42
>21° 16-20° <15
Haemophilus spp. <I° - -
>21r - -
Neisseria gonorrhoeae <0,06* 0,12-0,5* >1n
>417 28-40" <27
Neisseria meningitidis <0,03¢ 0,06¢ >0,125
>35% 33-34* <32%
Bacillus anthracis <0,25* - -
Yersinia pestis
Francisella tularensis <0,5 - -

& Dror BOCHpOH3BOL[HMLIfI CTaHOapT IPUMCHUM TOJIBKO K TECTaM C HCIOJb30BAHUCM

paBBe,I[eHI/Iﬁ C 6YJ'ILOHOM C TMNPUMCHCHUCM KATHOHHOI'O CKOPPCKTUPOBAHHOTO 6YJ'H>0H3.
Mironnepa-Xunrona (CAMHB), koTopblit ”HKYOUPYIOT € JJOCTYIIOM BO3/1yXa IIPH TEMIIepaType
352 °C B teuenme 16-20 u mnsa mrrammoB Enterobacteriaceae, Pseudomonas aeruginosa,
JApyruM OakTepusM, He OTHOCSIIUMCS K cemeiicTBy Enterobacteriaceae, Staphylococcus spp.,
Enterococcus spp., u Bacillus anthracis: 20-24 4. nns Acinetobacter spp., 24 4. s Y. pestis

(TIpy HEAOCTATOYHOM POCTE MHKYOUpPOBATH eime 24 d.).

o OTOT BOCHpOH3BO,[[HMBII>i CTaHdapT MTPHUMCHUM TOJIBKO K ,Z[I/I(bq)y'SI/IOHHBIM T€CTaM C

HCIIOJIb30BAaHUEM JMCKOB C IPUMEHEHHEM BO3AyXa Ipu Temieparype 35+2 °C B TedeHHE
16-18 .

% DTOT BOCIHPOM3BOAMMBIA CTaHAAPT NPUMEHUM TOJBKO K AU(PPY3MOHHBIM TeCTaM C

MCIOJIb30BAHNEM JTMCKOB U ompezencHus gyBcTtBUTensHOCTH ¢ Haemophilus influenzae u
Haemophilus parainfluenzae ¢ npumenenrem OynboHHON TecToBO#M cpenbl s Haemophilus
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spp. (HTM), koTopyto HHKYOUPYIOT C AOCTYIIOM BOS,H})@:%[:I-D.I/-II %&&néﬁa-%;‘p_é:ﬁizl 3¢ §Teuénme

20-24 y,

" DTOT BOCHPOM3BOJUMBIA CTaHIAPT OPUMEHUM TOJBKO K Ju((Gy3UOHHBIM TecTaM ¢

UCIOJIb30BaHUEM TUCKOB ¢ mpumeHenneM HTM, kotopyto uHKyOHpyroT B 5 % CO2 npu
temriepatype 35+2 °C B treuenue 16-18 u.

~ Jror BOCHpOI/BBO[[I/IMblﬁ CTaHJgapT HOpPpUMCHHM TOJBKO K TECTaM YYBCTBUTCIILHOCTU

(muddy3noHHBIE TECTHI ¢ MCMOJIB30BAHHWEM IHCKOB JJIsi 30H M pacTBop arapa mauss MUK) c
MPUMEHEHHEM TOHOKOKKOBOro arapa M | 9% ycTaHOBJIEHHOH pOCTOBOM J00aBKH IpH
temneparype 36 °C (ue npesbimatoineid 37 °C) B 5 % CO2 B Teuenue 20-24 u.

¢ DroT BOCHpOI/ISBOI[I/IMHﬁ CTaHJapT MIPUMCHHM TOJBKO K TECTaM C HCIOJb30BaHUEM

pa3BeneHuii ¢ 6ynbonom ¢ npumeHenneM CAMHB ¢ no6asienuem 5% kpoBu OBell, KOTOPBIi
uHKYOupytoT B 5% CO2 npu 35+2°C B Teuenue 20-24 u.

* DTOT BOCHPOM3BOJUMBIA CTaHAAPT NPUMEHUM TOJBKO K TECTaM C HCIOJIb30BAaHHEM
pa3Benenuii ¢ OynpoHoM c mnpumenennem CAMHB ¢ mobGaBnenuem ompeaeneHHor 2%
POCTOBOM T0OABKU, KOTOPBIA HHKYOUPYIOT C TOCTYIOM Bo3ayxa mnpu 35+2°C B TeueHue 48 u.

In vitro yyecmeumenbHocmb K Yunpoghurokcayumy

PacnpocTtpanenue npuoOpeTeHHON pPE3UCTEHTHOCTH MOJKET Ppa3iuyaTbhCsl B 3aBUCUMOCTH OT
reorpapuueckoro peruoHa M C TeueHHEM BpeMeHH. lIpu TecTupoBaHMU YYBCTBUTEIBHOCTU
OTJIEIbHBIX IITAMMOB KE€JIAaTE€IbHO UMETh MECTHYIO HHPOPMAIMIO O PE3UCTEHTHOCTH, OCOOEHHO
IOpU JIEYEHUU cepbe3HbIXx uHGekiuil. Ecnm MecTHas pacnpocTpaHEHHOCTh PE3UCTEHTHOCTH
TaKoBa, YTO I10JIb3a IPUMEHEHUS IIPenapara, 1o KpaiHel Mepe, B OTHOILIEHUHY HECKOJIBKUX TUIIOB
UHQEKINA COMHUTENIbHA, HEOOXO0AUMO MTPOKOHCYIBTUPOBATHCS CO CHEIIHATHCTOM.

In vitro 6su1a MMPpOACMOHCTPHUPOBAHA AKTHBHOCTDb HHHpO(I)HOKC&I_[I/IHa B OTHOHICHUH CIICAYIOIIHX
YYBCTBUTCIIbHBIX ITAMMOB MUKPOOPIraHU3MOB!:

Aspobuvie epamnonosxcumensuvie mukpoopanusmul. Bacillus anthracis, Staphylococcus aureus
(MeTHIIMJUTHH-YYBCTBUTENBHBIE), Staphylococcus saprophyticus, Streptococcus spp.

Aspobuvie_epamompuyamenvhvie mukpoopzanuzmul. Aeromonas spp., Brucella spp., Neisseria
meningitidis, Citrobacter koseri, Pasteurella spp., Francisella tularensis, Salmonella spp.,
Haemophilus ducreyi, Haemophilus influenzae, Shigella spp., Vibrio spp., Legionella spp.,
Yersinia pestis, Moraxella catarrhalis.

Anaspobuvie mukpoopeanuzmur: Mobiluncus spp.

Hpveue muxpoopeanuzmor: Chlamydia trachomatis, Chlamydia pneumoniae, Mycoplasma
hominis, Mycoplasma pneumoniae.

ﬂ]l}l Cﬂedwomux MUKDOODP2AHUIMOE ObLIa NOKA3aHa eapvupyrowai cCmeneHb 4yecmeumeilbHocmu
k_yunpoguoxcayuny: Acinetobacter baumannii, Burkholderia cepacia, Campylobacter spp.,
Citrobacter freundii, Enterobacter aerogenes, Enterobacter cloacae, Escherichia coli, Klebsiella
pneumoniae, Klebsiella oxytoca, Enterococcus faecalis, Morganella morganii, Neisseria
gonorrhoeae, Proteus mirabilis, Proteus vulgaris, Providencia spp., Pseudomonas aeruginosa,
Pseudomonas fluorescens, Serratia marcescens, Streptococcus pneumoniae, Peptostreptococcus
spp., Propionibacterium acnes.

Cunraercsi, 4TO IPUPOIHON PE3MCTEHTHOCTHIO K mumpoduiokcaluay obmagaroT: Staphylococcus
aureus (MeTHIMJUIMH-PE3UCTCHTHBIN), Stenotrophomonas maltophilia, Actinomyces spp.,
Enterococcus faecium, Listeria monocytogenes, Mycoplasma genitalium, Ureaplasma
urealyticum, ama’poOHBIE MHKpoOpraHu3mbl (3a  uckiarouenuem  Mobiluncus  spp.,
Peptostreptococcus spp., Propionibacterium acnes).
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5.2. @apmakoKMHeTHYeCKHE CBOICTBA

AOGcopOnus
[Tocne BHyTpHBEHHOTO (B/B) BBEJACHHS MaKCHMajbHas KOHIICHTpALHUsS IUNPOQIIOKCAMHA B

wiazmMe KpoBH (Cmax) octuraercss B KoHue uHoy3uu. [Ipu B/B BBeneHuM (papMaKOKHHETHKA
unpodokcanyHa Oplia TMHEHHOW B Auana3oHe 103 10 400 mr.

[Tpu B/B BBeAeHNH MpeniapaTa 2 win 3 pa3a B CyTKH HE OTMEUEHO KyMYJISILUHU HUATTPOQIOKCAIIHA
U ero MeTa0O0JIUTOB.

Pacnpenenenue

Ces3p munpoduokcanuHa ¢ Oenkamu 1wiasmbel coctaBisier 20-30%; neiicTByromiee BemecTBO
IPUCYTCTBYET B IUIa3M€ IPEUMYILIECTBEHHO B HEMOHM3MpOBaHHOW (opme. Llunpodiaokcanun
CBOOOJHO pacIpeliesigeTcsl B TKaHAX M KHUIKOCTAX opraHuzma. OO0beM pacrpelesneHus B

opranuszMe coctaBiser 2-3 n/kr. KoHmenTtpanus mumnpodiokcanuHa B TKaHAX 3HAYUTEIHHO
NPEBBIIACT KOHIICHTPALIUIO B TJIa3Me KPOBH.

Buorpancdopmarus
buotpanchopmupyercss B medeHH. B KpoBH MOryT OOHApyXHBAThCSI YETHIpE METa0OoJUTa
upogIoKcalHa B HEOOIBIIUX KOHIICHTPAIUAX (muATHIIIUITPOdIOKCALIVH,

cynbhonunpodIoKcalrt, OKCOMUMPOQIoKcaluH, GOpMUTIUIPOGIOKCALMH), TPU U3 KOTOPBIX
HPOSIBIISIFOT aHTHOAKTEPUATIBHYIO aKTUBHOCTD 1N VItro.

OIUMUHALKA
[{unrpodokcaH BEIBOAUTCS U3 OPraHU3Ma MPEUMYIICCTBCHHO TTOYKaMU IyTeM KITyOOYKOBOM

bunpTpallii W KaHAJIBIEBOM  CEKPEIMH; HE3HAYMTEIbHOE  KOJWYECTBO —  4epe3
KEITYyA0YHO-KUIIeUHbIH TpakT. [loyeunsiit kaupenc coctasinset 0,18-0,3 i1/4/kr, 06uuit KIMpeHce -
0,48-0,6 n/u/kr. Ilpumepno 1 % BBOOUMON 03B BBIBOJUTCSA C KelMublo. B kemun
UIPO(GIOKCAIIMH MPUCYTCTBYET B BBICOKUX KOHIICHTpAIUsAX. Y MAIMEHTOB ¢ HEM3MECHECHHOM
¢ynkuueit mouek mepuop nonyBbiBeneHus (T12) cocraBuser o0braHO 3-5 4. [Ipu Hapymenun
byukun movex Ti2 yBenuuuBaeTcs.

eTH
B uccnenosanun y nereit 3HaueHHs Cmax B IUIa3Me KpoBHM W muromanu noxa kpusoid AUC He
3aBUCENIM OT BO3pacTa. 3aMETHOrO yBenudeHHs 3HaueHU Cmax 1 AUC mpum MHOrOKpaTHOM
npUMeHeHuu mpenapata (B 1o3e 10 Mr/kr 3 pa3a B eHb) HE HaONIOAATIOCh. Y AECATU JeTell C
TSDKETTBIM CETICUCOM B Bo3pacte MeHee 1 rona 3HaueHne Cmax cocTaBiisuio 6,1 Mr/a (auana3zoH oT
4,6 no 8,3 mr/in) nmociae MHPY3UU MPOAOIKUTENBLHOCTRIO 1 4 mpu go3ze 10 mr/kr, a y aereil B
Bo3pacte oT 1 mo 5 mer — 7,2 mr/n (amamazon ot 4,7 mo 11,8 wmr/m). 3nauenus AUC B
COOTBETCTBYIOLIIMX BO3PAcTHBIX Ipymnmnax coctaBuiau 17,4 mr-u/n (amanason ot 11,8 nmo 32,0
mr-u/m) u 16,5 mr-u/n (nuanazon ot 11,0 go 23,8 mr-u/m). DTU 3HAUYEHUS COOTBETCTBYIOT
JMana3oHy, O KOTOpOM cooOm@aercs Ui B3pOCIbIX MAIMEHTOB IpH MPUMEHEHHU
TepaneBTUUYECKUX J103 npenapara. Ha ocHoBaHMM (papMakOKMHETHYECKOrOo aHajIu3a y JeTed ¢
Pa3IUYHBIMU HHOEKIMSIMU IPEII0araeMoe CpeiHee BpeMs OTYBbIBEACHHUS Y IETEN COCTABIISET
npUOIN3UTENBHO 45 4.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeueHb BCOMoOraTeIbHbIX BellleCTB
Hatpus xnopun

Junatpus saerara AUruapaT

MououHas kucaoTa

0,1 M pacTtBOp HaTpus TMIpOKCHIA
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Bona o1 nanexmin

6.2. HecoBMecTUMOCTDH

JlaHHBIM JIEKapCTBEHHBINH MpenapaT He CIeAYeT CMEHIMBaTh C JPYTMMHU JICKApCTBCHHBIMH
npernapaTami, 3a HCKJIIFOYCHHEM YIOMSHYTHIX B pasjene 6.6.

BuauMmbpiMu TipU3HaKaMud HECOBMECTHMOCTH SIBJISIFOTCS BBITIAJICHUE OCAjKa, TTOMYTHEHHE WIIU
U3MCHCHHE  I[BeTa  pacTBopa.  HecoBMECTMMOCTh ~ HMMEET  MECTO  CO  BCEMH
pacTBopamu/mpenapaTaMu, KOTopbie (U3MYCCKH WIIM XMMUYCCKH HECTAOMIbHBI TIPU 3HAUCHHUSIX
pH unHdy3uoHHOTO pacTBOpa UIpOQIIOKcanHa (HApUMep, MEHUIMUIMHBI, pACTBOD TeIIapHHa),
U, B OCOOCHHOCTH, C paCTBOPaMH, KOTOPbIE U3MEHSIOT 3HaYeHus PH B menouynyto cropony (pH
UHPY3MOHHOTO pacTBOpa IumpodIiokcamnnta cocrapiser 3,5 — 4,6).

6.3. Cpok rogHocTu (CpOK XpaHeHus1)

2 roja.

6.4. OcoOble Mepbl NPeIOCTOPOKHOCTH NPH XPAHEHUHU

XpaHUTh B 3aIUIIEHHOM OT CBETa MECTE MpHU TeMIiepaType He Boite 25 °C.

6.5. XapakTep u cojep:KaHHe MEPBUYHOI YIAKOBKH

[To 100 mn B OyThuIKH cTeksiHHBIE (Mapku MTO) aiis kpoBH, TpaHCHY3UOHHBIX U HHPY3HOHHBIX
[IpernapaToB, yKYMNOPEHHbIE MPOOKaMH U3 PE3UHBI U 00KaThie ATFOMHUHUEBBIMU KOJIIMAYKAMU.

Ha OyTpuiKy HakiIeMBarOT 3TUKETKY U3 OymMaru 3TUKETOYHOW MM MEJIOBAaHHOM, WJIM IIUCYEH, WK
CaMOKJIESLIYIOCS.

Kaxxayto OyThUIKY BMECTE C MHCTPYKIIUEH O MEIUIIMHCKOMY ITPUMEHEHHIO TOMEIIAIOT B MaYKy
U3 KapTOHA I MOTPEOUTETHCKOM Taphl TUIIA XPOMOBBIN HUIIH XPOM-3p3all.

Jns cranronapos:

35 OyTBUTOK IOMEIIAIOT B SIIIMKH U3 KapTOHA TOGPUPOBAHHOTO C TMPUIIOKEHUEM HHCTPYKIUH 110
MEAUIIMHCKOMY MPUMEHEHUIO B KOJIMUYECTBE, COOTBETCTBYIOIIEM KOJINYECTBY OYTHLIOK.

6.6. Oco0ble Mepbl MNPeJOCTOPOKHOCTH MNPH  YHUYTOKEHUH  MCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 Npenapara WJIM OTX0A0B, TMOJYYEHHbIX TOcCJIe HpPHUMEHEHUs
JIEKapCTBEHHOI'0 Npenapara v Apyrue MaHuMyJsiiMU ¢ NpenapaTomM

CoOBMECTUMOCTSD C IPDYTUMU PacTBOPaMU

Nudy3nonnslil pactBop npenapata Llunpodaokcannn-3aBaHc] COBMECTUM C pAaCTBOPOM HATPUS
xnopuga 0,9 %, pactBopom Punrepa, pactBopom Punrepa makrat, 5 % u 10 % pactBOpoM
nekctpo3bl, 10 % pactBopom (pyKTO3bI, a TaKKe pPacTBOPOM, cojepkamum 5 % pacTBop
nekerpossl ¢ 0,225 nnm 0,45 % pacTBOpoM HaTpus XJIOpUAA.

PactBop, moOdydyeHHBIH TmoOcie cMemMBaHUsA Tnpenapata LlumpoduokcaunH-OaBaHCcH ¢
COBMECTUMBIMU MH(QY3MOHHBIMH paCTBOPaMHU, CJIEAYyeT UCIIOIb30BaTh KaK MOXKHO ObICTpee n3-3a
YYBCTBUTEJIBHOCTH INpenapara K BO3ACHCTBHIO CBETa U C IIEJII0 COXPAHEHMs] CTEPUILHOCTU
pactBopa. Ecim coBmecTUMOCTH ¢ JpyruM HMH(Y3MOHHBIM pPAacTBOPOM/TIpENapaToM He
NOATBEepXK/IeHa, MH(Y3UOHHBIN pacTBOp npenapara Lunpodnokcanuu-O1BaHCH ciae1yeT BBOAUTh
OTJIENBHO.

PactBop mnumnpodokcanrHa CBETOYYBCTBUTEIEH, MO3TOMY OYTBUIKY ClIeyeT BBIHUMATh U3
KOpOOKHM TOJNBKO TMepel Huchoib3oBaHueM. Ilpu XpaHeHun UHQY3HMOHHOTO pacTBOpa
munpodIokcaliHa MpU HU3KUX TEMIEpaTypax MOKET 0Opa30BBIBAaTbCA OCAJ0K, KOTOPBIH
pacTBOpsieTCs P KOMHATHOM TeMIiepaType.

JloJKeH ucronb30BaThCs TONBKO YUCTBINA TPO3PAYHBIN pacTBOP.

Yrunuzanus
Het ocoObix TpeOoBaHUi K yTHIH3AIIH.
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7. IEPKATEJ b PETUCTPALIMOHHOTO|Y TOCTOBEPER¥EH | E/1EHUCTE 0002]

Poccuiickas @enepanus
000 «OnBancn Dapmar»

308010, benroponckas 00:1., MyHUIIUTIATBHBIN paiion benaroponckuii, r.. nocenok CeBepHBIH,
nrt. CeBepHblid, yi. bepesosas, 311. 5.

Ten.: +7 (4722) 20 23 19
Anpec anekrponnoii moutsl: factory@atcl.ru

8. HOMEP PEITUCTPALIMOHHOI'O YAOCTOBEPEHUA

9. IATA NMEPBUYHOM PETMCTPAIIMA (IIOJATBEPXJIEHHSI PETHCTPAILIMU,
INEPEPETNCTPALIUN)

Jlara nepBoii peructpanuu:
10. JATA HEPECMOTPA TEKCTA

OO1asi xapakTepUCTHKA JIeKapCTBeHHOro mpernapara Lunpoduiokcauu-DaBaHc J0CTyIHA Ha
UHPOPMAITHOHHOM ropTaie EBpasuiickoro KOHOMHUYECKOTO coro3a B
uH(pOpPMaIIMOHHO-KOMMYHUKAIIMOHHOM cetn «MHTepHeT™ http://eec.eaeunion.org/.
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