COOTBETCTBYET 3KI(
0T 13122024 N227718
OBIIAS XAPAKTEPUCTUKA JIEKAPCTBEHHOGFO TIPERAPATA 1001

CMNEPTHOMY OTUETY

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITIPEITAPATA

[Hunpodnokcarun Dxomudot, 250 Mr, TaOIETKH, TOKPBITHIE TUICHOYHOW 000JIOYKOM.

2. KAMECTBEHHBIN U KOJIMYECTBEHHBII COCTAB

JleiicTByromee BemecTBO: MUMPO(IOKCAIIUH.

Kaxnas Tabnerka cogepxut 250,00 mr rpnpodiiokcaiinia (B BUae THIPOXIOPHIA).

[TonHbIi epedeHb BCIIOMOraTeNbHbIX BEIIECTB MPUBECH B paszene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTK, MOKPHITHIC INICHOYHOU 000JI0YKOM.

Kpyribie 1BOSIKOBBITYKITbIE TaOJIETKH, MOKPHITHIEC TNICHOYHOM 000JIOUKOI OEI0T0 MITH MOYTH OEJI0ro
nBera. Ha monepeynom paspese sapo 6e10ro wiv mouty 6enoro 1npeTa.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloka3aHusl K IPUMEHEHHUIO

[Mpemapar Iumpoduiokcarma  Dkonudoyn TMOKa3aH K TPUMEHEHUIO Yy B3POCIBIX TIpU
HEOCJIO)KHEHHBIX U OCJOXXHEHHBIX  HMH(EKIUAX, BBI3BAHHBIX  UYyBCTBUTEJIBHBIMU K
nunpoIoKCallMHy MHUKpOOpraHu3Mamu. Y jaeteid B Bo3pacte oT 5 no0 18 yer mpumeHeHue
npernapara BO3MOXKHO TOJIbKO B KadeCTBE Tepaluy OCJIOKHEHWH, BbI3BaHHBIX Pseudomonas
aeruginosa, y aereil ¢ MYyKOBHCIIMJ030M JIETKHX, a TaKKe I NPOPHIAKTHKHA U JICYCHUS
JIETOYHOM (POPMBI CHOMPCKOH S3BHI.

B3pocinble nanueHTH cTapiie 18 met

e pHbekuuM ApIXaTenpHbIX NyTed. LumpodokcanH pexkoMeHIyeTcss Ha3HauyaTh IpU
nHeBMOHUsX, Bei3BaHHBIX Klebsiella spp., Enterobacter spp., Proteus spp., Escherichia coli,
Pseudomonas aeruginosa, Haemophilus spp., Moraxella catarrhalis, Legionella spp. u
cTapUIIOKOKKAMU;

e MHpEKUUU CcpeAHero yxa (CpeAHHl OTHUT), OCOOEHHO €ClIM A3TH HH(QEKIMH BbI3BAHbI
rpaMOTPHIIATSILHBIME MHUKPOOPTaHU3MaMH, BKITFouas Pseudomonas aeruginosa;

e  UH(EKIUH rias;

e  HMH(EKIUHU MOYEK W/WIM MOUYEBBIBOIALINX MyTEH;

e  pH(EKIUH MOJIOBBIX OPTaHOB, BKIIIOYAs aJJHEKCUT, TOHOPEIO, IPOCTATHT;

e  pyHbeKuKn OpIOIIHON nosocTu (6akTepraIbHble HHPEKIIMU KEeyJOYHO-KUIIIEUHOTO TPaKTa,
JKEITYEBBIBOISAIINX MyTEH, IEPUTOHUT);

e  uH(pEKIUN KOXKH U MATKUX TKaHEH;

e  uH(EKIUN KOCTeH U CYyCTaBOB;

®  CCIICHUC;
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e pHbeKIUH WM npoduIakTHKa HHGEKUUH Y Hau%gi:(}g S et [;/I-ICI‘F/I%II;II erom

(ManueHThl, MPUHUMAOIINE UMMYHO/ICTIPECCAHThI MJIH MAIUCHTHI ¢ HEUTPOTICHUEH ),

®  CCJICKTUBHAS JICKOHTAMUHAIIMS KAIICYHHUKA Y MMAIMEHTOB CO CHIYKCHHBIM UMMYHUTETOM,;

e mpoduIaKTHKA U JICYEHHE JICTOYHOM (GOopMbI CHOMPCKOHW s13BbI (MHUUUpoBanue Bacillus
anthracis);

e npodumrakTuKa MHBa3UBHBIX HH(EKIMIA, BpI3BaHHBIX Neisseria meningitides.

Jns nedeHus cleAyonmx HWHQEKIUOHHO-BOCIIAIUTEIbHBIX 3a00JIeBaHUH IHUIIPOMIOKCAIIUH

MOXET TPHUMEHSATHCS TOJBKO B KayecTBE aJIbTEPHATHUBBI JPYTUM TMPOTUBOMHKPOOHBIM

npenapaTam:

®  OCTpBII CUHYCHT;

®  HEOCJIOXHEHHBIC MHPEKIIMA MOYCBBIBOISIIMX ITYTCH.

Heo6xoanMo mpuHUMaTh BO BHUMaHKE JICHCTBYIONIHME O(UITHATIEHBIE PYKOBOJICTBA O MpaBHIIaxX

NPUMEHEHHS aHTHOAKTEPUAIbHBIX CPEJICTB.

eTU

e JicUCHME OCJIOXXHEHHIi, BhI3BaHHBIX PSeudomonas aeruginosa y aereil ¢ MyKOBHCIHI030M
JIETKUX OT 5 1o 17 neT;

e mpoUIaKTHKA U JIeYeHHE JerouHoir (opmbl cuOupckoii s3Bbl (MHpHUIUpoBanue Bacillus
anthracis) ot 5 mo 18 ner (1 1aHHO# JeKapCTBEHHOM (HOPMBI).

[Ipumenenne wUNpoQIOKcanMHa y JAeTed JODKHO OBITh HAayaTo TOJBKO IIOCIE OIEHKH

COOTHOIIIEHUS TI0JIb3a / PUCK B CBS3M C BO3MOXXHBIM MOOOYHBIM JICHCTBHEM Ha CYCTaBBI U

OKOJIOCYCTaBHbIE TKaHU (CM. paznen 4.4).

4.2. Peskum 103MPOBaHNS M CIOCO0 MPUMeEHEeHUs!

PexxuM 103upoBanus

[Ipu oTcyTcTBUM JApyrux Ha3HAYEHUH pPEKOMEHIYyeTcs COONI0IaTh peXUM J03UpOBaHUS,
IpEeJCTaBICHHBIN HUXE.

Bspocnvie

Ta6muma 1. Pekomennyemas cyrounas no3a npenapara [Hunpodmokcanun Dxormd o, TadaeTku,

MOKPBITHIE TIIICHOYHOM 000J109K0#, 250 MT 1151 B3pOCIHIBIX MaueHToB (cTapiie 18 mer)

CyrouHas o3a
ITokazanus
numpodaokcaaa (Mr)

Ungpexyuu ovixamenvuwvix nymeti (B 3aBUCHUMOCTH OT TspkecTH | OT 2%500 mr g0 2x750 Mr

MH(EKIUU U COCTOSTHUS MallUeHTa)

Hngpexyuu mouenonosoii cucmemol:

- OCTpBIE, HEOCIOKHEHHBIE ot 2x250 mr g0 2x500 mr
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ITokazanus
nunpodQIIoKcanuHa (Mr)
- IUCTHT Y KCHIIUH (70 MEHOIIay3bl) 1x500 mr
- OCJIOKHEHHEIE oT 2%500 mr o 2x750 mr
- AIHEKCHUT, IPOCTATUT, OPXUT, SIUIUTAMUT oT 2x500 mr go 2x750 mr
T'onopes
- DKCTpareHuTajJbHas 1x500 mr
- OCTpasi, HEOCIOKHEHHAas
Luapes 2x500 mr
Hpyeue ungpexyuu (cMm. paznen 4.1) 2x500 mr

Oco00 TspKenble, MPeACTABISMIONINE YIPO3y KU3HH, B T. U.
- CTPENTOKOKKOBAsi THEBMOHUSA
- peuuIuBHUpYIOIIUE HHOEKITUU TPU MYKOBHUCITUI03€ JIETKUX

- I/IH(1)CKI_II/II/I KOCTEH 1 CyYCTaBOB

2x750 mMr
- CENITUIIEMUS
- ICPUTOHUT
B ocobennoctu mpu Hanunuuu Pseudomonas, Staphylococcus nmu
Streptococcus
Jlecounas ¢popma cubupckoii s36vl (nevenue u npoduIaKmura) 2x500 mr

[MpodunakTuka MHBa3WBHBIX MH(eEKIni, Bb3BaHHBIX Neisseria | 1x500 mr

meningitidis

[TpoOIKUTENBHOCTh  JIGYEHUS 3aBUCUT OT TsDKECTH 3a00JieBaHMs, KIMHUYECKOTO |
0aKTEepHUOJIOrMUeCKOro KOHTpoJid. BaxkHO mpojoikaTh JieyeHHE CHCTEMaTHYeCKH, HE MEHee
3 IHel mocie NCYe3HOBEHHS JIMXOPAIKH W APYTUX KIMHUYECKHX CUMITOMOB.

CpenHsist IpOI0JIKUTENBHOCTD JICUEHHUS:

e | 1eHb NpU OCTPOM HEOCIOKHEHHOW TOHOPEE U LIUCTUTE;

e 510 7 AHeH nmpu UHQEKIHAX TOYEK, MOUEBBIBOIAIIUX MTyTEeH, OPraHOB OPIOIIHOM MOJIOCTH;

®  BeCh NEPHOJ] HEUTPOIIEHUH Y MMALUEHTOB C OCIa0JICHHBIM HMMYHUTETOM;

e He Oosee 2 MecsLEB IIPU OCTEOMHUEIHUTE;

e o1 7 10 14 nHeit npu apyrux nHGEKIUIX.

[Tpu nHdexnusax, BI3BaHHBIX Streptococcus Spp., u3-3a pUcKa MO3AHUX OCIOKHEHHH JieueHue
JIOJKHO MpoJIoJbKaThea He MeHee 10 nHeil.

[Tpu uadekmsx, Ber3Banusix Chlamydia spp., neueHue takxke cieayeT Mpoa0KaTh HE MEHEe

10 muei.
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Oco0bl€e rpyIIIBI MAUEHTOB (MOCNEOOBATENEHOCTE 0001)

Tayuenmor noxcunozo 6ospacma

[TaruenTamM MOXWIIOrO Bo3pacta (crapmie 65 7neT) cluemayeT Ha3HadaTh Ooyiee HU3KUE O3Bl
munpodIioKcaiiHa B 3aBHCHMOCTH OT TSDKECTH 3a00JieBaHHMs M TIOKa3aTeisl KIHMpEeHca
KpEeaTHHUHA.

Tayuenmoi ¢ Hapywenuem hyHKyuu novex

Tabnuna 2. PekoMeHayembie 035l IS NAIIUSHTOB C TTOYSYHON HEIOCTATOYHOCTHIO

Kmupenc kpeatnanna | KpeatnHuH mia3msl MakcumanbHas CyTouHasi J103a
(vn/mun/1,73 m?) (mr/100 mur) nUIpodIoKcaIHa P MEPOPATHHOM IIPHEME
ot 30 go 60 or 1,4 1o 1,9 Maxcumansuao 1000 mr
auxe 30 >2.0 Maxkcumansao 500 Mr

Tayuenmui ¢ noueunou HeOOCMAmMoO4YHOCMbIO HA 2eMOOUAAU3E

1. Ipu xmupence kpeatunmHa oT 30 mo 60 wmi/mun/1,73 M? (yMmepeHHas IOuedHAs
HE/IOCTaTOYHOCTh) HJIM €ro KOHIeHTpauuud B TuiazmMe kpoBu ot 1,4 mo 1,9 mr/100 mn
MaKCUMaJIbHasl lepopaibHas 103a Hunpodaokcalnuta JomkHa cocTaBiasaTh 1000 Mr B CyTKH.

2. Tpu xnmpence kpeatuanHa 30 Mi/Mun/1,73 M? 1 MeHee (TsKenas oYeyHas HeJOCTaTOUYHOCTD)
WIN €r0 KOHIICHTPANUH B 1y1azmMe Kposu oT 2 Mr/100 mi wmu Oosiee, MaKCUMalTbHAs IepOpaIbHast
J03a nurpodokcaia JomkHa cocTaBiaaTh S00 Mr B cyTku. B 1HU npoBeneHus reMoanannza
UNPO(IOKCALNH MPUHUMAIOT M1OCJIE OCYIECTBICHHS MTPOLETYPHI.

AM6VJZCZI’I’ZODHbl€ nayuernmsl C noyeyHou H€00€mam0HHOCmbi0, Haxoo0suuecsa na Henpepvlie6HOM

nepumoHneajilbHoM ouanuze

MakcumanbHas cyTo4yHasi J03a LumpodaokcanyHa AomkHa cocTaBisth 500 mr (2 TabneTku
npenapata Hunpodnokcauun Sxorudo:n mo 250 mr).
Tayuenmoi ¢ napywienuem yHKyuu neveHu
Koppekuust 10361 He TpebyeTcsl.
THayuenmol ¢ napywenuem @yHKYuu novex u nevenu
PexuM 103MpoBaHUs aHAIOTUYEH ONMCAaHHOMY B MYHKTE «/layuenmul ¢ HapywieHuem @hyHKyuu
nouex.
eTH
Tabmuna 3. Pexomenmyemas cyTodHas qo3a npenapata [umpodurokcanua Dkonudor, TablIeTKH,

HOKPBITBIE TUIEHOYHOU 000104K0M, 250 Mr 1u1s Aeteit ot 5 o 18 et

ITokazaHus Cyrounas 103a nunpodiaokcanuHa (Mr)

Nudexnun npu GuOpUHOKUCTO3HOM | 2X20 MI/KT Macchl Tena (MakcuMalbHas 103a 750 Mmr)

JereHepanuu (MyKOBHCIIHI03€)




COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 13.12.2024 N2 27718

orasarns CrrorhAP R AR BATO

Jlerounass ¢opma cuOUpCKOW sI3BBI | 2x15 Mr/Kr mMacchl Tena (MakcumanbHas 103a 500 mr)

(TOCTKOHTAKTHOE BO3/CHCTBHUE)

Jlnst nedeHus: OCJIOKHEHHMH MYKOBHCIIMIO03a JIETKHMX, BbI3BaHHBIX Pseudomonas aeruginosa (y
neteit ot 5 1o 17 net), NpoAoIHKUTENIbHOCTD Tepanuu coctaBisieT 10—14 aueil.

Hemu ¢ noueynoii HedoCmMamoyHOCMuvio U/UNU HAPYWEHUAMU QYHKYUU nedenu

PesxuM 103upoBaHusl y eTeid ¢ HapyIICHUIMHU (YHKITUI [TOYEK U MIEYCHN N3yueH He OBLIL.

PexxuM 103upoBaHusl P JeroyHoi popme cuOUPCKON s3BbI (JieyeHHe U IMpohWIAKTHKA)

Pexxum noszupoBanus — cM. Tabmuny 1 u Tadbmumy 3. [Ipuem npenapara ciieyer Ha4YMHATH Cpazy
[0CJI€ MPEAIoaraeéMoro Uil MOATBEep KIeHHOro HHpuuupoBanus. OOas npoaoHKUTEIbHOCTD
npremMa nunpogIIOKCaIiHa Ipy JISTOYHOH (popme cuOMpCKoii si3BBI cocTaBisgeT 60 THEi.

Cnoco0 npuMeHeHus

Tabnerku ciexyer NpUHUMATh BHYTPb, HE3aBUCHMO OT IIPHEMA IUIIHM, HE pa3KeBbIBas, 3alIUBast

HEOOJIBIIMM KOJIMYECTBOM KHJIKOCTH.

Ecnu npenapar npuMeHsieTCsl HaTOILAK, aKTUBHAsl CyOCTaHLMs BcachbiBaeTcsi ObicTpee. B atom

ciiydae TaOJIETKM HE ClIeqyeT 3anuBaTh MOJOYHBIMH TPOAYKTaMH WM  HAIUTKAMH,

oOoraieHHbIMI KaJbI[MeM (HallpuMep, MOJIOKO, HOTYPT, COKHM C TOBBIIIEHHBIM COJEpKaHUEM

kanbuus). Kanpuuii, coxmepkamuiics B OObIYHOW TMuINE, HE BIUAET HAa BCachbIBaHHE

nunpogIoKcaluHa.

Ecnin u3-3a TsDKECTM COCTOSIHMSI WJIM MO WHBIM MPUYMHAM MalMeHT JIMIIEH BO3MOXHOCTHU

OpUHUMATh  Ta0JIETKH, €My pPEKOMEHAYEeTCS TPOBOAMTH IApPEHTEPAIbHYIO  TEeparuio

UH(PY3MOHHBIM PacTBOPOM LHUIPO(IOKCAIIMHA, a IMOCe YIYYIIEHHs COCTOSIHMS MEepedTH Ha

pueM TabJIeTUPOBaHHOM (hopMBI Ipenapara.

B cnydae npomycka 10361 ipenapara cieayeT NpUHATh IPONYHIEHHYIO /103y B JI000€ BpeMs, HO

HE MO3JHee, YeM 3a 6 4acoB JI0 3alJIAaHUPOBAHHOTO BPEMEHU IpUeMa cieayrouieit 1o3bl. Ecinm 1o

IIpYEMa CIIEAYIOIIEN 103bl OCTAJIOCh MEHEE 6 YacoB, MPOMYLIEHHYIO 103y IPUHUMATh HE CIEAYET;

JIEYEHUE CJEeNYyeT NPOAODKUTH B COOTBETCTBUM C HA3HAUEHUEM C IIpUEMA CIEAYIOIIEN

3amjaHupoBaHHOW J03bl. He crmegyer mnpuHuUMaTh [BOMHYIO J03y [UIsl  BOCHOJHEHUS

MIPOITYLIEHHOM JTO3BI.

4.3. IlpoTuBONOKAa3aHUS

e [unepuyyBCTBUTENBHOCTh K LMIPO(IOKCAIIMHY WM JPYTUM IpenaparaMm W3 TpYIIbI
(TOPXUHOJIOHOB, WIH K JIIOOOMY U3 BCIIOMOTaTENIbHBIX BEIECTB, IEPEUUCIICHHBIX B pa3zene

6.1.
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OnHOBpEMEHHOE MpPUMEHEHHE LUIpoQiI )KcaI_II/IHg-Il'_ILI::'—”l‘EQdIE '):'[_'I/I-l;lg.ﬂ I;/Ilgl_'gé TIEJIHHH‘]IéCKI/I

3HAYUMBIX MMOOOYHBIX A(P(PEKTOB (TUMOTEH3US, COHJIMBOCTH), CBSA3AHHBIX C YBEJIWYCHUEM
KOHIICHTPAIlMU TU3aHUIMHA B IJ1a3Me KpOBH (cM. pasjen 4.5).

Herckuit Bozpact 1o 18 ner (1o 3aBepiieHus mporecca GOpMUPOBaHUS CKelleTa) M0 BCeM
NOKa3aHMsIM, KpOME TepaIuK OCI0KHEHHH, BbI3BaHHBIX Pseudomonas aeruginosa, y aereii ¢
MYKOBHUCIIHI030M JIETKUX (TIPOTUBOIIOKA3aH y AETEW 10 5 JIeT), a Takxke sl TPOPHIaKTHKI
Y JICUCHHUSI JIETOYHOH (OPMBI CHOMPCKOM s3BBI (IIPOTHUBOIIOKA3aH y AETEH 10 5 JeT).
bepemennocts (cM. pazaen 4.6).

[Tepuoa rpyanoro BckapmiiuBanus (cM. pasjaen 4.6).

4.4. OcoOble ykazaHusl U MepPbl NPEeI0CTOPOKHOCTHU NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

[Tpu 3aboseBaHUAX LEHTPAIbHOM HEPBHOM CHUCTEMbI: SIWJIENCUS, CHUXXEHUE I0pora
CYJOpPOXKHOH T'OTOBHOCTH (MM CYAOPOXKHbIE NPUIAJAKM B aHaMHe3€), BBIPAKEHHBIH
aTEpOCKJIEPO3 COCYA0B TOJOBHOI'O MO3Ia, HapylIEHHWE MO3rOBOTO KpoBOoOOpalleHus,
OpraHMYECKHEe NOPAKEHUs FOJIOBHOI'O MO3Ia UM UHCYJIBT;

ncuxuveckue 3adoneBanus (Aenpeccusi, MCuxo3);

BbIpa)KEHHAsI I0YeYHasl /WK MeYeHOYHasl HeI0CTaTOYHOCTb;

MOpaXEHHUE CYXOKUIIUHI NPU PaHee IPOBOAMBILEMCS JICUEHUN XUHOJIOHAMY,

NOBBIIEHHBIH PHUCK y/UIMHEHHsT MHTepBana QT miM pa3BUTUS apUTMHUM THIA «IHPYITH
(HampuMep, CHUHAPOM BpOXJAEHHOTO yaiauHeHust uHTepBana QT, 3abosneBaHus cepaua
(cepmeuHas HENOCTATOYHOCTb, HMH(APKT MHUOKapaa, Opaaukapaus), 3JIEKTPOJIUTHBINA
nucoanaHc (HampuMep, pU THUIIOKaTMEMHUH, TUTIOMarHUeMHUN );

OJTHOBPEMEHHOE MPUMEHEHHE JIEKAPCTBEHHBIX IPENaparoB, yumHsommx uarepsail QT (B
T. 4. antuapurmMuueckue |A u Il knaccoB, TpULMKINYECKUE aHTUAECTIPECCAHTbBI, MAKPOJIUIBL,
HENPOJIENITUKH );

OJTHOBPEMEHHOE NpHUMEHeHHe ¢ nHruoutTopamu uzodepmenta CYP450 1A2 (B Tom uucie
TeO(UIUINH, METHJIKCAaHTHH, KO(QEHH, IYJOKCETWUH, KIJIO3alMH, POIUHHUPOJI, OJAaH3aIluH,
aroMeJiaTuH);

MHUACTEHHS gravis;

NeQUIUT TII0K030-6-(hocharaerniporenassr;

IPUMEHEHNE y MAIMEHTOB MOXKUIIOTO BO3PaCTa;

MPUMEHEHNE y TAIlUEeHTOB C CaXxapHbIM TUA0ETOM, MMOIYYAIOIINX COMYTCTBYIONIYIO TEPATIUIO
NEPOPAIBHBIMM ~ TUIONIMKEMUYECKMMHM  IpenaparaMu  (HampuMmep,  Ipenaparamu

CyIb(OHUIMOYEBUHBI) UM UHCYIMHOM,;
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JIMarHOCTUPOBAHHOW aHEBPH3MBI AOPTHI W/WIIM PACCIIOCHUEM aopThl WM TPU HAIAIHU
Ipyrux (HakTOpOB PUCKA WM COCTOSIHUN, MPEIPACIIONIararolIuX K Pa3BUTHUIO aHEBPHU3MBI
AOPTHI W/WJIH paccIoeHue aopThl (HampuMmep, cuaapoM Mapdana, cuaapom Diepca-/lannoca
COCYIIUCTOTO THIA, apTepuuT Takasicy, TMTaHTOKJICTOYHBIH apTepuuT, Oone3Hb bexuera,
apTepuanbHas THIIEPTEH3Hs, aTepOCKiIepo3) (cM. pasaen 4.4).

Oco0ble yKa3zauusg

Taoxcenvie  unghexkyuu, cmaguiokokkogvle uHpexyuu U  uHGexyuu,  o00yCcl08eHHbIE
CPAMNONIOHCUMENLHVIMU U AHAIPOOHBIMU OAKMepUsMU

[pu neyeHun TsoKENBIX HHPEKIUH, CTadHIOKOKKOBBIX HH(MEKIMHA 1 HHPEKIHIA, 00yCIOBIEHHBIX
AQHAPOOHBIMH OAaKTEPUSIMH, NHMIPOMIOKCAMH CIEAYET HCIONIb30BaTh B KOMOWHAIIMH C
COOTBETCTBYIOIMMH aHTHOAKTEPHUATBHBIMU CPEICTBAMHU.

Hngpexyuu, obycnoenennvie Streptococcus pneumoniae

[Ipenmapar Lumpoduokcamua Okommdon HE pPEKOMEHIYeTCsl HCIONb30BaTh IS JICUCHHS
uH(EKIMIA, BRI3BaHHBIX Streptococcus pneumoniae, u3-3a ero orpaHuYeHHON 3G HEKTHBHOCTH B
OTHOILIEHUU BO3OYAUTEIIS.

Hnghexyuu nonosvix nymeii

[Ipy reHuWTanbHBIX WH(EKIHAX, MPEANOIOKUTEIBHO BBI3BAaHHBIX ITamMmamu Neisseria
gonorrhoeae, ycToiuuBBIMU K (PTOPXUHOJIOHAM, CIIEIYET YIUTHIBATH HH)OPMALIHIO O JIOKATbHOM
PE3UCTEHTHOCTH K THNPOMIOKCAMHY W TOATBEPKIATh UYYBCTBHTEIBHOCTH BO30YIUTENS
1a60paTOPHBIMU TECTAMMU.

Hnghexyuu mouesvigoosuux nymetl

YcroitunBocTs k (propxuHononam Escherichia coli, Hanbonee pacnpocTpaHEeHHOT0O TATOT€HHOTO
MHUKPOOPTaHN3Ma, BBI3BIBAIOIIETO HH(EKIINU MOUEBBIBOISAIINX ITyTEH, BApbUPYET B 3aBUCUMOCTH
or pernoHa P®. [Ipu Ha3HaueHMM PEKOMEHIYETCS IPUHUMATh BO BHHUMAHME JIOKAJIBHYIO
pacnpoctpaHeHHOCTh pe3uctenTHocTH EScherichia coli k ¢propxuHoTOHAM.

Hapywenus co cmoponwl cepoya

[{unpodiokcanuy oOKa3pIBaeT BiIWsHHE Ha ymiumHeHue uHTepBama QT (cm. pasmen 4.8).
Y4YuTBIBast, YTO TSI KESHIIIH XapaKTepHa O0JIbIasi CpeaHsIsI IPOI0IDKUTEIHLHOCTh HHTEepBasia QT
[0 CPaBHEHHIO C MYXYMHAMH, OHHM Ooyiee YyBCTBUTENIBbHBI K IMpernaparaM, BbI3bIBAIOLINM
yruiuHenue wuHTepBaga QT. VYV NHOXHIBIX NalMEHTOB TakXe OTMeYaeTcs IOBBIIICHHAs
YyBCTBUTEIBHOCTH K JACMCTBUIO ITPENAPATOB, BBI3BIBAOIINX yanuHeHne natepana QT. Crnenyer
C OCTOPOKHOCTBIO HCHOJB30BaTh IMHIPO(MIOKCAIIMH B KOMOWHAIIMKM C TIperaparamH,
yanuHsommmy uarepBan QT (Hanpumep, aHTHapUTMHUYECKUMH ITpenapaTamu Kiaccos [A u 111,

TPUHHUKIIMICCKUMU aHTUACTIPCCCAHTAMU, MAKPOJINJaMH U aHTUIICUXOTHYCCKUMHA HpenapaTaMH)
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(cm. pasgen 4.5), WK y MalMEHTOB C TOBBIMIEHHBIM }5%(;3;] @;&éégﬂwﬁyfgﬁgﬁd@'ﬂ m

pa3BUTHS APUTMUU THIIA <«IUPYIT» (HAMpUMEp, C BPOXKICHHBIM CHHIAPOMOM Y/UTHHCHHUS
untepBata QT, HEKOPPEKTUPOBAHHBIM JUCOAIAHCOM SJIEKTPOJIUTOB, TAKMM KaK TMIIOKATHEMUS
WIM TUIOMarHueMusi, a TakkKe C TakuMH 3a00JeBaHMSIMH Cepllla, Kak cepJedHas
HEJ0CTAaTOYHOCTh, MHPAPKT MUOKApAa, OpaguKapaus).

T'unepuyscmeumenvrocms

WNHorna yxke mocie mpuemMa TMepBOM  J03bI  IUMNPO(IOKCAIMHA MOXKET Pa3BUTHCS
TUIEPYYBCTBUTEIBHOCTD K Ipenapaty (cM. pasaen 4.8), B TOM 4ucie ajuiepruueckue peakium, o
YeM cielyeT HEeMEMJIEHHO COOOIIMTH JieyalleMy Bpady. B peakux ciydasx mocie MepBoro
NPUMEHEHHUS MOTYT BO3HUKHYTh aHA()MIAKTHUYECKHE PEAKIMH BILIOTH J0 aHA()UIAKTHIEKOTO
moka. B »Tux ciydasx mnpumeneHue mnpemapara LlunpoduiokcanmH Okomudona cruemyer
HEMEIJICHHO MPEKPATUTh U MPOBECTH COOTBETCTBYIOIIIEE JICUCHUE.

Kemyoouno-kuweunviii mpaxm

[Tpy BO3HUKHOBEHHH BO BPEMSI WJIH TIOCIIE JICYSHUST HUTTPO(IOKCAIITHOM TSHKEJION U ITTUTEIBHON
JUapen ClelyeT MCKIIOYNTh JUarHo3 ICEeBJOMEMOpPaHO3HOTO KOJIUTA, KOTOpBIA TpeOyer
HEMEIJICHHOW OTMEHBI Mperapara ¥ Ha3HAYeHHs] COOTBETCTBYIOLIETO JIeUeHHs (BaHKOMHIIMH
BHYTPh B 103¢ 250 mr 4 pasza B cyTku). B maHHO# cuTyaluu mpoOTHBOIIOKA3aHO MPUMEHEHUE
IpernapaToB, MOJABIISIONINX EPUCTATBTUKY KUIIEYHUKA.

T'enamobunuapnas cucmema

[Ipu npumeHeHMM  1UMIpPOQIIOKCAIIMHA  OTMEYAIMCh  CIy4aW  HEKpo3a TMeYeHH W
KHU3HEYTPOXKAIOIIEH MEYeHOUYHOW HEeNOCTaTo4yHOCTH. Ilpyn Hamuuuu creayromux HpU3HAKOB
3a00JIeBaHMS MTEYECHH, TAKUX KaK aHOPEKCHS, KeNTyXa, TEMHasi MO4a, 3y, O0JIe3HEHHBIH JKUBOT,
npuem npenapata [{unpodokcanun Dxorudo cieayer npekpatuTh (cM. pazaei 4.8).

Y nmnanuenTtoB, mnpuHuUMarommx mnpemnapat Lunmpodmokcanmua Okomudon W MepeHeCHInX
3a00JIeBaHNE TIEYCHH, MOXKET HaOIr0/1aThCsl BDEMEHHOE MOBBIIIEHUE aKTUBHOCTH «TI€UYEHOYHBIX»
TpaHCAaMHHA3 U HIEIOYHOM QocdarTasbl WK XoJaecTaTudecKas KeaTyxa.

Tsorcenas muacmenust

[TarueHTaMm C TSHKENOM MUACTeHUEH clieIyeT NpUMeHATh npenapat Lunpodnokcanun Sxonudon
C OCTOPOXKHOCTBIO, TaK KaK BO3MOXKHO 00OCTpEHHE CUMIITOMOB.

Tenounum u paspwi8 CyXoHcunuil

[lpn mepBBIX TpU3HaKax TeHAMHUTA (OOJE3HEHHBIH OTEK B 00JACTH CycTaBa, BOCIAICHUE)
HEO0X0/IMMO Pa3Tpy3uTh MOPAKEHHYI0 KOHEYHOCTb, M30eraTh JI00O0N JIMIIHEH (U3NUeCKOM
AKTUBHOCTH M IIpuMeHeHue npenapata [lunpodiokcanun Dxonudon cieayer npekpaTuTs, T. K.

CYIIECTBYET PUCK Pa3pblBa CyXOKUIIHSI, @ TAK)KEe HEOOXOJUMO IPOKOHCYIBTUPOBATHCS C BPAUOM.
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pas3pbiBa CYyXOXKHUIHH (TPEUMYIIECTBEHHO aXWJIJIOBOTO CYXOXKUJIHSI) MHOTAA OniaTtepaibHo, yxKe
B T€UCHHE MEPBbIX 48 yacoB nocie Hayaia Tepanuu. Onucanbl Crydau, KOTOpPbIe BO3HUKIIA Yepe3
HECKOJIbKO MECSIIEB TIOC/e TMpekpaieHus Jedenus (cMm. pasmen 4.8). Puck pasButus
TEHAMHOMATUN MOKET OBITh MOBBIIIEH Y MOXMJIBIX MAI[MEHTOB BO BpeMsl CHIBHOU (hr3nuecKkoi
Harpy3ky, y MalMEeHTOB, IOJIyYaIOIUX COIYTCTBYIOLIYIO TEPANNI0 KOPTUKOCTEPOUIAMH, Y
NAIUEHTOB € IOYEYHON HEJOCTATOYHOCTHIO WIIM NIOCIIE TPAHCIUIAHTALMU COJIMIHBIX OPraHoB.
[Tpenapar Lunpoduokcanun Dkouudon ciaenyer NpUMEHSITh C OCTOPOKHOCTHIO Y MAIUEHTOB,
UMEIOUINX B aHamMHe3e yKa3aHus Ha 3a00JIeBaHUS CYXOXWIHNA, CBSI3aHHBIE C MPUEMOM
(TOPXHHOIOHOB.

Cyoopoeu

[unpodnokcanux, Kak U Apyrue GTOPXUHOIOHBI, MOKET IMPOBOLIMPOBATH CYAOPOTH U CHUXKATh
MOPOT CYAOPOXKHOM roToBHOCTH. [lanmenTtam ¢ snunencuei u nepenecmum 3adonesanus [THC
(HampuMmep, CHUKEHUE MOpOora CyJIOpOKHOM TOTOBHOCTH, CYJAOPOKHBIE MPUMAJKK B aHAMHE3E,
HapyIIeHUs MO3rOBOI'O KpPOBOOOpAIEHMs, OpPraHMYECKUE MOPAXKEHHsI FOJOBHOIO MO3ra WM
MHCYJIBT) B CBSI3U C YIPO30H pa3BUTHs MOOOYHBIX peakuuii co croponsl LIHC, nunpodnokcanmn
ClelyeT MPUMEHSATh TOJIBKO B TeX CclydyasX, KOrja OKUJaeMblii KIMHUYECKUH dPPexT
IIPEBOCXOIUT BO3MOKHBIA PUCK pa3BUTHsI TIOOOYHOTO AEHCTBUS Mpenapara.

[Ipy npuMmeHeHMH IUOPOQIIOKCALMHA COOOLIATIOCh O CIydyasX pa3BUTHSA AIHIECNTHYECKOrO
craryca (cMm. paszmen 4.8). Ilpu BO3HHKHOBEHHH CYyJOpOT, NPHUMEHEHHE Ipernapara cieayer
MIPEKPATHUTb.

Icuxuueckue peakyuu

[Icuxuueckre peakliui MOTYT BOBHUKHYTH JIaXe MOcCiIe MepBOro NpUMEHEHUsT (TOPXHUHOJIOHOB,
BKIItOUasi numnpoduokcaut. B penkux ciuydasx nenpeccus Wil MCUXOTHUYECKHUEe PEaKIuyu MOTYT
MIPOTrPECCUPOBATh [0 CYMUUJAIBHBIX MBICIEH W CYULIMJAIBHBIX IONBITOK, B TOM YHCIIE
3aBepIIeHHBIX. (cM. pasnen 4.8). B ciyuae pasBuTHS y MalMeHTa Kakoro-iubo M3 MOOOYHBIX
3(PEeKTOB CO CTOPOHBI IEHTPATHLHON HEPBHOM CUCTEMBI, B TOM YHCIIE IICHXUYECKUX PACCTPOMCTB,
HEOOXOJUMO HEMEJUICHHO OTMEHUTh mpemnapar llunpodnokcanun ODxouudon u Havath
COOTBETCTBYIOIYIO T€panuio. B 3Tux ciydasx pekoMeHAYeTCsl NMEPEUTH Ha TEpanuio JPyruM
AHTUOMOTHKOM, OTJIMYHBIM OT (PTOPXUHOJIOHOB, €CIIU 3TO BO3MOXKHO.

llepugepuueckas nesponamusi

VY manueHToB, MPUHUMAIIINX (PTOPXUHOIOHBI, BKIIIOYas UMPOQIOKCAIINH, OTMEUATHCH CITyYan
CEHCOPHOM MJIM CEHCOMOTOPHOM MOJIMHEHpONaTHH, TUIIECTE3UH, TU3ECTe3UH Win crnadoctu. [Ipu

BO3HHKHOBCHUHN TaKHX CHUMIITOMOB KakK 6OJ'IB, AOKCHHEC, ITOKaJIbIBAaHHWEC, OHCMCHHC, CJ'Ia6OCTB,
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npenapara.

JHucenuxemus

Kak u B ciydae ¢ qpyrumMu (pTopXMHOJIOHaMH, IPU IPUMEHEHUH LUITPO(IOKCAI[MHA BO3MOXKHO
U3MEHEHHE KOHIIEHTPALMU TJIOKO3bl B KPOBM, BKJIIOYas ruio- W rumeprimkeMmuto. Ha ¢one
TEpanuy MUNPOQIOKCALUHOM JUCTIUKEMHS Yalle MOXET BO3HHKATh y MAalUEHTOB IMOXKUIOTO
BO3pacTa M MAIEHTOB C CaXapHBIM JAMA0ETOM, MOJNYYArOIIUX COIYTCTBYIOIIYIO TEpAIHIo
HepopajlbHbIMU TMITOTTMKEMUYECKUMHU npenapaTamu (Hammpumep, npernaparamu
CylIb(OHMIMOUYEBUHBI) WIM HMHCYIMHOM. [Ipu npumeHeHnu nUOpoduIOKCallMHA Yy TaKuX
MAIMEeHTOB BO3PACTACT PUCK PAa3BUTHUS TUIOTJIMKEMHUH, BILIOTH J0 TUIOTIIMKEMHUYECKONW KOMBI.
Heo6xoanmo napOpMUpOBaTH MAIMEHTOB O CHMIITOMAX TUITOTIIMKEMUH (CITyTaHHOCTh CO3HAHUS,
TOJIOBOKPY>KEHHUE, «BOJUYMI» aIETUT, FOJI0BHAs 00Jib, HEPBO3HOCTh, OLIYIIEHUE CepALeOMEeHUs
WIN y4alleHue Myjbca, OJIeTHOCTh KOXKHBIX IOKPOBOB, MCHApUHA, ApOXb, ciabocts). Eciu y
NalMeHTa pPa3BHBACTCS THUIOTIUKEMHS, HEOOXOIMMO HEMEIJICHHO NpPEKPaTHTh JICUEHUE
UIPO(IOKCAIMHOM M HAa4aTh COOTBETCTBYIOIIYIO Tepamuio. B 3TUX ciydasx peKoMeHayeTcs
HepeiTH Ha TEepamui APYrUM AaHTUOMOTHKOM, OTJIMYHBIM OT (DTOPXHMHOJOHOB, €CIH 3TO
BO3MOXkHO. [Ipu npoBeneHnu edeHns qUIpo(IOKCalMHOM Y MallMEHTOB MOXKWIJIOTO BO3pacTa, y
MAIMEHTOB C CaXxapHbIM JUAa0ETOM PEKOMEHIYETCs TIIATEIbHBI MOHHUTOPWHT KOHIICHTPAITHMH
TJIFOKO3BI B KPOBH.

Koorcnvie noxposut

IIpu npueme mpenapara Ilunpodaokcaun Dxouupoa MOXKET BO3HUKHYTh PEaKIMs
doroceHCcMOMIM3aMY, TIOATOMY TAIHMEHTaM CJeayeT u30eraTb KOHTaKTa C NPSIMBIMA
CONMHEYHBIMU JiydamMu U Y®D-cBetom. JledeHue crieayeT NpPEKpaTuTh, €CIM HaOIIONAIOTCS
CUMIITOMBI (POTOCEHCHOMNIM3aLMU (HapUMep, U3MEHEHHE KOXKHBIX IOKPOBOB HAIIOMMHAET
COJIHEYHBIE 0)KOTH, CM. pasnen 4.8).

Lumoxpom P450

W3BecTHO, 4YTO UMNPOQIIOKCAUH SIBISETCS YMEPEHHBIM HHTHOMTOPOM H30(epMEHTOB
CYP 450 1A2. Caenyer co0mogaTb OCTOPOKHOCTh MPH OJHOBPEMEHHOM IPHUMEHEHHH
npenapata Llunpodmokcanmy Okomudon U mpenapaToB, META0OIM3UPYEMBIX JaHHBIMH
depMeHTaMH, TakWX KaKk TEO(PHIUIMH, METHIIKCAHTHH, KO(QEHH, IyJOKCETHH, POIMUHHPOI,
KJIO3aIliH, OJIAH3aIlMH, aroMeJIaTHH, TaK KaK YBEIIMYCHHE KOHIICHTPAIMH 3THUX IPErapaToB B
IU1a3Me KPOBHU, O0YCIIOBIIEHHOE MHTHOMPOBAaHUEM UX MeTa0oIu3Ma HUITPOPIOKCAIITHOM, MOKET

BbI3BATb CHCI_II/I(I)I/I‘{CCKI/IC HCKECJIATCIIbHBIC PCAKIINU.
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CYTOYHO# [103bI, HCOOXOMUMO TAKXKE JOCTATOYHOE MOTPEOICHHE KUAKOCTH W IMOJICPKAHKE
KHCJION PEAKLUU MOYH.
B ycioBusx in Vitro munpogokcannH MOKET MeIIaTh 0aKTepHOJIOrMYECKOMY HCCIICI0BAHHIO
Mycobacterium tuberculosis, mogasiss ee poct, 4TO MOXKET IPUBOAUTH K JI0)KHOOTPHIIATEIEHBIM
pe3yabTaTaM Mpu TUATHOCTHKE JaHHOTO BO30OYIUTEINS Yy MAIMEHTOB, MPHHUMAIOIIMX MPEHapaT
[unpodiokcanun Dxomudour.
Aneepusma u paccioenue aopmoi
[To AaHHBIM 3MUAEMHOJIOTHUSCKUX MCCIICAOBAHUI COOOIATOCH O MOBBIIICHHOM PHCKE Pa3BUTHSI
AQHEBPU3MBI aOPThI W PACCIOCHHS AOPTHI MMOCIE MPUMEHEHHS (TOPXHHOIOHOB, OCOOCHHO Y
MAIMEeHTOB TOKHUJIOr0 Bo3pacta. B CBs3M ¢ 3THUM, (TOPXHUHOJIOHBI CICAYET MPHUMEHSTH TOIBKO
1OCJIE TINATEIbHON OICHKH COOTHOIICHHS I0JIb3a-PHCK M PACCMOTPEHHUS APYIMX BapHAHTOB
Tepanuy y TMAalHEeHTOB C aHEBPHU3MON aopThl B CEMCHHOM aHaMHe3e, WM Yy MAalUeHTOB C
JIMarHOCTUPOBAHHON aHEBPU3MOM aOpPTHI M/WIJIM PACCIIOCHUEM A0PThI WIIM MPH HATHYUH JAPYTUX
(haKTOPOB pHCKA WIIM COCTOSHHU, MPEAPACIONATAIOIINX K Pa3BUTUIO AHEBPU3MBI aOPThI WA
pacciioeHust aopThl (Hampumep, cuHApoM Mapdana, cunapom Inepca-JlaHimoca COCYAUCTOro
THIMA, apTepuuT Takascy, TMTaHTOKJICTOYHBIH apTepuuT, Oosie3Hb bexuera, apTepuanbHas
THIICPTEH3HsI, aTEPOCKIIepO3). B citydyae mosiBIeHws BHE3AMHOM OO B )KMBOTE, TPY/IU WU CIIMHE
MAIMEeHTaM CIIEAyeT HEMEJICHHO OOpPaTUTRCS K Bpady B OTAEICHHE HEOTIOKHOM TTOMOTIIH.
Jumenvhule, un8anUOUsUPYIOWUE U NOMEHYUALLHO HEOOPAMUMbBLE CePbE3HbLE HeHCENAMETbHbLE
peaxyuu
OueHp penakue Cciaydyau IUTEIbHBIX (MPOAOHKAIONIUXCS HECKOJIBKO MECSIeB WIH JIET),
WHBAIMIU3UPYIOMIAX M MOTECHIHAILHO HEOOPATUMBIX CEPHE3HBIX HEKENATEIbHBIX DPEaKIHi,
BIIASIONINX Ha Pa3IMyHbIe (MHOT/Ia HA MHOYKECTBO) CHCTEMBI OpraHu3Ma (OMOpPHO-IBUTaTeIbHbIH
arnmapar, HEpBHYIO CHCTEMY, IICHXUKY M OPTaHbl 4yBCTB), ObLIH 3apETUCTPUPOBAHBI Y MAIIUEHTOB,
TOJTYYAFOIINX XUHOJIOHBI ¥ (DTOPXWHOJIOHBI, HE3aBHCUMO OT WX BO3PacTa M paHee MMEBIIUXCSI
(akropos pucka. [Ipuem runpodIoKcannuHa cieyeT HEMEUICHHO MPEKPATHTE TPH TTOSBICHUH
HEPBBIX PU3HAKOB WJIM CHMIITOMOB JIF000# Cephe3HO# HeXKeNaTeIbHOM peakiiuu U 00paTUTHCS K
Bpady.

eTn
BBUTO yCTaHOBIIEHO, YTO MUTPOGIIOKCAIIMH, KaK M JAPYTHe MPEmapaThl 5TOr0 Kiacca, BHI3BIBAET
apTPOINATHIO KPYITHBIX CYCTABOB y *KMBOTHBIX. IIpH aHaiM3e CYMIECTBYIONIMX HA CETOHAIIHUMN
JICHb TAHHBIX 0 0€30MaCHOCTH MPUMEHEHHS IIMITPOQIIOKCAIlHA Y eTei 10 18 j1eT, O0NBIIMHCTBO
U3 KOTOPBIX HMEIOT MYKOBHCIIHIO3 JIETKUX, HE YCTAHOBJICHO CBSA3M MEXK/Y MOBPEKICHUEM X pSIIIa

WIM CYCTaBOB C NpUEMOM Ipenapara. He pekoMmeHayeTcss MCHOIb30BaTh HUNPOGIOKCALUH Y
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(y mereii ot 5 1o 17 net), cBsazanHbIX ¢ PSeudomonas aeruginosa u [yist JieueHus | MpoUITaKTHKH
JeTOYHON (OPMBI CHOMPCKOI S3BHI (ITOCIIE MPEANOIAraeMoro Wi T0Ka3aHHOTO HH(PUIUPOBAHHS
Bacillus anthracis).

4.5. B3aummopeiicTBMS ¢ APYIrMMH JIeKADCTBEHHbIMH I@penaparaMd M JApyrue BHAbI
B3aUMO/eHCTBHUS

Jlekxapcmeennvie npenapamul, gvizvieaiowjue yoaunenue unmepeana QT

Crnenyet co0nroaaTh OCTOPOKHOCTD IPU OJHOBPEMEHHOM MPUMEHEHHH LUMPOQIIOKCAINHA, KaK
U Jpyrux (QTOPXUHOJOHOB, TMAllMEHTaM, T[OJYYalOIIUM JIEKapCTBEHHbIE IpernapaThl,
BbI3bIBatoIMe yanuHenue uureppaia QT (Hanpumep, aHTHapuTMHUYECKHE IIpenapaTsl kiacca [A
wim  kinacca I, Tpunukianyeckue aHTUIENPECCAHThI, MAKPOJIMJbI, HEUPOJIENTUKN),
(cMm. pasgen 4.4).

Obpa3zosanue xenamusix cOeOUHeHUll

OnHOBpeMEHHBIN TpUeM TabJeTHPOBAHHBIX (OPM IUMPOQIOKCAMHA U KATHOHCOJAEPKAIINX
[IPEenapaToB, MHHEPAIbHBIX J00aBOK, COJEp)KaUIUX KalbLMM, MarHuil, aJlOMHHHM, >KeJe30,
cykpanbdaTa, aHTAIMAOB, MOJUMEPHBIX (ochaTHBIX coelWHEHUN (TaKUX Kak ceBelamep,
KapOOHAT JIaHTaHa) M TpenaparoB ¢ OonblIiold OydepHO eMKOCThIO (TakMX Kak TaOleTKu
TUAHO3WHA), COJACpKAlUX MarHui, aalOMUHMM WM KaJblIMA, CHUXACT BCACHIBAHHE
nunpodaokcanuHa. B Takux ciydasx nunpo@iokcaiuH cienyeTr npuHuMath Jinbo 3a 1-2 yaca
00, Moo uepes 4 yaca nocne mpuemMa 3TUX MpenapaTos.

OTO OrpaHHYEHHE HE OTHOCUTCS K JIEKaPCTBEHHBIM IIpernaparaM, MPUHAUISKAIUM K KJIaccy
6110kaTOpoB H2-rCcTaMUHOBBIX PELIETITOPOB.

Ipuem nuwu u Mon0YHBIX NPOOYKMOE

Crnenyer uzberaTb OJHOBPEMEHHOI'O MPUMEHEHHs LUNPOQIIOKCAIMHA U MOJIOYHBIX HMPOAYKTOB
WIA HalWUTKOB, OOOTaIlleHHBIX MMHEpajdaMu (HampuMep, MOJIOKO, HOrypT, 0OOralieHHbIH
KaJIbI[UEM aleJbCUHOBBIA COK), MOCKOJBKY MPU 3TOM BCAChIBAaHME HUMPO(DIOKCAIIMHA MOXKET
yMmeHblaTbes. OJHAKO KajblMil, BXONALIMI B COCTaB JPYrMX MHUIIEBBIX IPOIYKTOB,
CYIIIECTBEHHO HE BIUSET Ha BCAChIBaHKE IIUMPO]IOKCallnHA.

Omenpa3zon

[Ipu coueTaHHOM NpPUMEHEHHH IUMNPOGIIOKCAlMHA M IpenapaToB, COAEpKAIIUX OMEMNpasod,
MOKET OTMEYaThCsl HE3HAYUTENIbHOE CHIKEHHWE MaKCHUMallbHOM KOHLIEHTpAllUM Ipernapara B
IUIa3Me ¥ YMEHbIICHHE TUIOMAAN o] (apMaKOKMHETHUYECKON KPUBOW «KOHIIEHTPALUS-BPEMSI.

Teogunnun

OpnHoBpeMeHHOE NpUMEHEHHe HUIpo(IIOKcallMHa U TpernapaTroB, COAEpXKaIIUX TeO(pUIUIUH,

MOXET BBI3BATh HCKCIATCIHbHOC IMOBBIMNICHUEC KOHICHTpPAIIUU TeO(bI/IJ'IJ'II/IHa B ILIa3M€ KPOBHU H,

12



COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 13.12.2024 N2 27718

COOTBETCTBEHHO, BOSHUKHOBEHHE TEOPUILITHH-V Hnyunpbgé;'{ﬁ;lg%géﬁl]}rﬂaﬁﬁﬁﬁig ﬁé:hg;'ﬂ/fﬁ; B

OUYCHb PEAKHUX CIIydasX 3T HEOJArompHUsATHbIC SIBICHUS MOTYT ObITh YIPOXKAIOIIUMU JJIS KU 3HU
nanenTa. Ecium  OJHOBpeMEHHOE TNPUMEHEHHE 3TUX [BYX IMpernaparoB HEU30€XKHO, TO
PEKOMEH]IyeTCsI IPOBOUTH MOCTOSIHHBIN KOHTPOJIb KOHIIEHTPAIMH TeOPUILTNHA B IJIa3Me KPOBHU
U, €CJIi HEOOXOIUMO, CHU3HTH 103y TeoduitnHa (cM. pazaein 4.4, myHkt «L{utoxpom P450).
Lpyaue npoussoonvie kcanmuna

OnHoBpeMeHHOE TpPUMEHEHHE [UIpodoKkcanmHa W KOPEerWHa WM TNEHTOKCH(PHIIIHHA
(OKCTIEeHTU(UIUIMH) MOXKET MPUBOAUTH K YBETUUYCHHUIO KOHIIEHTPALIMU [TPOU3BOIHBIX KCAHTUHA B
1a3Me KPOBH.

Hecmepouonvie npomugosocnaiumenvuvle npenapamaol

CoueraHne oOueHb BBICOKMX 03 XHUHOJIIOHOB (MHruOutopoB JHK-rupasel) m HEKOTOPBIX
HECTEPOHUIHBIX MPOTHBOBOCHAIUTEIBHBIX MpermapaToB (MCKIIOYas — AaleTUIICAIULUIIOBYIO
KHCIIOTY) MOKET TPOBOIUPOBATH CYJOPOTH.

Luxnocnopun

[lpy OTHOBpEMEHHOM MpPHMEHEHHH UUOPOQIIOKCAIMHA ¥  IPEMapaTroB, COJEpKaIIUX
UKIIOCTIOPUH, HAOMIOANIOCh KPAaTKOBPEMEHHOE TMPEXOsllee MOBBIIICHHE KOHIIEHTPAINU
KpeaTHHHHA B IUIa3Me KPOBH. B Takux ciaydasx HEOOXOAMMO JBa pa3a B HENENIIO OMPEAesiTh
KOHIICHTPAIIIO KPeaTHHHHA B KPOBH.

Ilepopanvuvie eunoenukemuyeckue cpeocmaed

[Ipy oxHOBpEMEHHOM MPUMEHEHMH LUNPOQUIOKCAIIMHA U MEPOPATIbHBIX THIOINIMKEMHUYECKUX
CpEeZCTB, INIaBHBIM 00pa3oM, IMpenaparoB CyiIb(paHUIMOYEBHHBI (Hampumep, IITUOEHKIaMu/a,
TIIMMETIMPHU/IA), Pa3BUTHE THIOTIMKEMHH TIPEAIIOIOKUTENFHO OOYCIIOBIEHO YCHIIEHHUEM
JICUCTBHS IEPOPATIBHBIX THIIOTIIMKEMHUECKHX CpeacTB (cM. pasnen 4.8).

IIpobeneyuo

[TpobGenenu 3aMeansieT CKOPOCTh BBIBEAEHUS LUNpodokcanuHa noykamMu. OIHOBpEMEHHOE
NpUMEHeHHe NUIPOQIIOKCAIMHA W TPENaparoB, COACPKAIIMX MPOOCHEI I, MPUBOAUT K
MOBBIIIIEHUIO KOHIIEHTPAIMH IUIPOodIIoKcaliHa B TIa3Me KPOBH.

Denumoun

[Tpu ogHOBpEeMEHHOM NMPUMEHEHUH IUNpodIIoKkcanrHa U (peHnTonHa HabIr0Aa7I0Ch U3MEHEHHE
(TOBBIIIEHNE WJIM TIOHWKEHHE) cojiepkaHusi (eHUTOMHa B IUia3Me KpoBu. Bo uzbexanue
ociiabJeHusi TMPOTUBOCYAOPOXKHOTO d(Pdekra (eHuTonHa, BCICACTBUE CHIDKEHUS €T0
KOHIIEHTpAIlMU, a TaKXke s MPeIOTBPAlICHUS HEXKeTaTeNbHBIX SBICHUN, CBA3AHHBIX C
nepe03upOBKON (PEHUTOMHOM NpPU MPEKpaleHUH puemMa HUIpoQIIoKcaliia, peKOMEHIyeTcs
OCYIIECTBIISITh KOHTPOJIb 3a Tepanuedl (EeHUTOMHOM Y TMAalKMeHTOB, MPUHUMAIOIIHUX 00a

npernapara, BKJIIOYas OIpelielieHne coepKaHus (EeHUTOMHA B IJ1a3Me KPOBH B TEUEHHUE BCETO
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TIEPUO/A OJJHOBPEMEHHOTO IPMMEHEHHUS 000MX Ipenapamr';'ﬁ:ﬁ@ragi%ﬁ%ﬁ% 10€ Eﬁ'é&;l':'rldcne

3aBepIIeHUs] KOMOMHUPOBAHHON TEepaIuy.

Memompexcam

[Ipy oHOBpEeMEHHOM MPUMEHEHUHU METOTpeKcaTra M IUNpPOQIOKCAllMHA MOXET 3aMeJIAThCS
MOYEYHO-KaHAIbIEBBI TPAHCIIOPT METOTPEKCATa, YTO MOXKET COMPOBOXKJIATHCS MOBBIIICHHEM
KOHLIEHTpAllUu METOTpeKcaTa B IJ1a3Me KpoBU. IIpu 3TOM MOXKET yBEINYMBATHCS BEPOSTHOCTD
pa3BuTHs MOOOYHBIX 3((HEKTOB METOTpeKcara. B cBs3u ¢ 3TUM 3a MalUEHTaMH, TOTYYarOIIHMH
OJIHOBPEMEHHYIO T€pPaluI0 METOTPEKCATOM M LHHUIMPOMIOKCAIIMHOM, JIOJKHO OBITh YCTaHOBJIECHO
THIATEIbHOE HAOIIO/ICHUE.

Tuzanuoun

B pesynprate KIMHUYECKOTO WCCIECIOBAHUSA C YYacTHEM 3J0POBBIX JOOPOBOJBLEB IPH
OJIHOBPEMEHHOM TPUMEHEHUH UUNPO(dIOKCAllMHA U TMPEenaparoB, COAEPXKALIUX TU3aHUIMH,
BBISIBJICHO YBEJIIMYCHHE KOHIIGHTPAIMM TH3aHUAMHA B CHIBOPOTKE KPOBH: YyBEITUYCHUE
MakcuMabHOM KoHLEHTpauu (Cmax) B 7 pa3 (ot 4 mo 21 pa3za), yBenuuenue nokazarens AUC
(momaae moJ papMaKOKMHETHYECKON KPUBOHM «KOHIEHTpauus-BpeMs») B 10 pa3 (ot 6 no 24
pa3). YBenuueHUEe KOHLEHTpallMM TH3aHWJIUMHA B IUIa3ME€ KPOBM MOJKET BbI3BaThb CHUKEHUE
apTepHallbHOTO JaBIIEHUST W COHJUBOCTb. TakuM 00pa3oM, OJHOBPEMEHHOE MPUMEHEHHE
nunpogIoKcalHa U IpenaparoB, COAEPKaIUX TU3aHUANH, TPOTUBOIIOKA3aHO.

Ilynoxcemun

B xome mnpoBeneHHs KIMHMYECKUX HCCIEIOBaHMNA ObUIO IOKa3aHO, YTO OJIHOBPEMEHHOE
NpUMEHEHHE AYJIOKCeTHHA M MOIIHBIX MHrHOMTOpoB H3odepmenta CYP450 1A2 (Takux Kak
¢dayBokcamuH), moxker mpuBectd K yBenumueHHI0 AUC u Cmax aynokcetuHa. Hecmotps Ha
OTCYTCTBHE KIMHUYECKUX JaHHBIX O BO3MOXXHOM B3aMMOJCHCTBUM € IUIPOQIIOKCALUHOM,
MOXKHO TPEeABHJETh BEPOSTHOCTh MOJOOHOTO B3aUMOACWCTBUS IPH  OJHOBPEMEHHOM
NPUMEHEHUH IUNpodIIoKcaluHa U AyJIOKCETHHA.

Ponunupon

OpnHoBpeMEHHOE NpPUMEHEHHE POIMMHUpPOIa M LUIpogIoKcallHa, YMEPEHHOIO0 HHIHOUTOpa
uzodpepmenta CYP450 1A2, npuBoaut K yBenuueHuto Cmax 1 AUC ponuuuposna Ha 60 u 84 %,
cOOTBeTCTBEHHO. Clie/lyeT KOHTPOJIMPOBATH HEOIAronpusaTHbIC 3¢ (HEKTh POTMHUPOIIA BO BPEMS
€ro COBMECTHOI'O MPUMEHEHHUS ¢ HUIPO(IOKCAIIMHOM U B T€UEHHE KOPOTKOTO BPEMEHHM I0CIIe
3aBepIIeHHs] KOMOMHUPOBAHHOM Teparuu.

Jluooxkaun

B wuccnenoBaHuM Ha 370pOBBIX JOOPOBOJBIAX OBLIO YCTAaHOBJIEHO, YTO OJHOBPEMEHHOE
IpPUMEHEHHUE TMpenaparoB, COJACpXKAIIMX JUAOKAWH, U LHUIPOQIIOKCAIIMHA, YMEPEHHOIO

unruourtopa nzopepmenta CYP450 1A2, npuBoAUT K CHHKEHUIO KIIMpEHca JingokanHa Ha 22 %
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OJTHOBPEMEHHOM NMPUMEHEHHUH C IUTTPO(IOKCAITTHOM, BO3MOXKHO YCHIIEHUE TOOOYHBIX 3()(heKTOB
BCIIe/ICTBHE B3auMoeiicTBus (cM. pasnen 4.4, nyHkT «[{utoxpom P450).

Knosanun

[Tpu ogHOBpEMEHHOM MPUMEHEHUU KJI03amuHa U nurpodaokcanuia B 1o3e 250 Mr B TeueHue
7 nHel, HaOMIOJAIOCh yBEIMYEHHE IUIA3MEHHBIX KOHIEHTpaluidi Kjo3amuHa u  N-
necmetuikiosanuHa Ha 29 % u 31 %, coorBercTBeHHO. CllelyeT KOHTPOJIUPOBATh COCTOSIHUE
ManueHTa U Ipu HeoOXOIUMOCTH MPOBOAUTH KOPPEKIHIO pPeXUMa T03UPOBAaHUS KIIO3aIIMHA BO
BpEMsI €r0 COBMECTHOT'O NMPUMEHEHHS C LUMPO(IOKCAIITHOM U B T€UEHHE KOPOTKOTO BPEMEHU
HOCJIC 3aBEpILCHHsT KOMOMHUpPOBaHHOU Tepanuu (cM. pazzen 4.4, nyHkT «Llutoxpom P450»).
Cunoenaghun

[Tpu oTHOBpEMEHHOM MPUMEHEHHUH Y 3I0POBBIX 100pOBOJIBIEB LUIIpodIIokcalHa B 103¢ 500 mMr
u cungeHaduia B noze 50 mr, otmedanock yBenudeHne Cmax 1 AUC cungenaduna B 2 paza. B
CBSI3M C 3TUM IIPUMEHEHHE JAHHON KOMOMHAIIMN BO3MOXHO TOJIBKO IOCJIE OLIEHKH COOTHOIIEHUS
0JIb3a / PHCK.

Anmaconucmeor gumamuna K

CoBMecTHOE mMpUMEHEHHEe LUIpo(IOKcallMHa W aHTaroHucToB BuTamuHa K (Hampumep,
Bap(apuHa, alleHoKyMaposa, (GeHnpoKyMoHa, (GIyUHI0HA) MOKET MPUBOIUTH K YCUIICHUIO UX
AHTUKOAryJIHTHOTO JIeHcTBUs. BennunHa 3Toro ag¢ekra MoKeT U3BMEHATHCS B 3aBUCUMOCTH OT
COITYTCTBYIOIMX HH(EKIUil, Bo3pacTa M OOLIEr0 COCTOSHMS MAaIMEeHTa, [03TOMY CII0XKHO
OLIEHUTH BIMAHUE IunpodokcanrHa Ha yBeanueHue MHO (Mex1yHapogHOe HOpMaTM30BaHHOE
oTtHouieHue). Crenyer O0CTaTouHO yacTo KoHTpoiaupoBaTh MHO Bo BpeMsi COBMECTHOIO
INPUMEHEHHUs LUNpPOoQIIOKCalliHAa U aHTaroHUCTOB BUTaMuHa K, a Takke B T€4eHHE KOPOTKOIO
BpPEMEHHU I10CJIE 3aBEpLICHUs] KOMOMHUPOBAHHOM Tepanu.

Acomenamun

B xnmMHMYeCKHX MCCIEOBAaHUSX OBLIO MOKa3aHO, YTO (DJIyBOKCAMHUH KaK CHUJIIbHBIM MHTHOUTOP
uzopepmenta CYP450 1A2 3ameTHO HHTHOUpPYET METa0OIU3M aroMeIaThHa, 4To MPUBOAUT K 60-
TH KpaTHOMY YBEIWYEHUIO BO3JEHCTBHUS aromenaTuHa. HecMoTps Ha OTCYTCTBHE KIMHMUYECKHUX
JTAHHBIX O BO3MOXKHOM B3aMMOJEHCTBHHM C LUNPO(IOKCAIMHOM, YMEPEHHBIM HHTHOUTOPOM
uzopepmenta CYP450 1A2, nonobusie 3¢ ¢deKkTbl MOXKHO OXUIATh HPU OJHOBPEMEHHOM
MPUMEHEHUU aroMeNaTiHa U HUNpoQIIOKCaluHa.

3onnuodem

CoBMecTHOE PUMEHEHHE HUMPOGIIOKCAIIMHA U 30JTUIeMa HE PEKOMEHIYTCS, IIOCKOJIBKY OHO
MO’KET MPUBOJUTH K YBEJIMUEHHUIO KOHIEHTPALIMHU 30JIMKUEMA B IJIa3Me KPOBH.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JIAKTAIUSA
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(NOCNEOOBATENEHOCTE 0001)

bepemeHHOCTD

[unpodnokcarma Dxomudos MPOTUBOMIOKA3aH MPH OEPEeMEHHOCTH.

BbesomacHocTh mpumeHeHHsI nUINpodIIoKcaHa y OepeMeHHbIX He ycTaHoBlieHa. OJHAKO Ha
OCHOBAaHHMU pE3yJbTATOB HCCIICAOBAHUA HAa JKMBOTHBIX HEIb3s IOJHOCTHIO HCKIIIOYHTh
BEPOSITHOCTh HEOJIATONPUSATHOTO BO3JICHCTBHS HA CYCTaBHBIC XPSIIA HOBOPOXKJICHHBIX, B CBSI3H C
STUM IUIPOGIIOKCALIMH HE TOJDKEH Ha3HAYaThCst OepeMEHHBIM KEeHIMHAM. B xo/1e ncciaenoBanuit
Ha )KUBOTHBIX TEPATOTEHHOTO JAEHCTBUS (Maab(hopMaIuii) yCTAaHOBIECHO HE OBLIO.

JlakTanus

[{unpodiokcanuy Dxonudor IPOTHBONIOKA3aH B TIEPUO/] TPYAHOTO BCKAPMIIMBAHUS.
[{unipodmokcayH BBIICISACTCS B TPYJHOE MOJIOKO. M3-32 MOTEHIIMATILHOTO PUCKA TIOBPEXKICHUS
CYCTaBHBIX XPSIICH HOBOPOXICHHBIX MHUIPOQIIOKCAIIUH HE JOJDKCH HA3HAYaThCS KOPMSIIUM
KCHIITHAM.

4.7. BausiHde Ha CNOCOOHOCTH YNPABJATH TPAHCIOPTHBIMH CPEACTBAMH M PadoTaTh C
MeXaHu3MaM#

OTOPXUHOJIOHBI, BKJIIOYash TUIPOMIOKCAIIMH, MOTYT HApymaTh CIOCOOHOCTh TAICHTOB
YIPaBJIATh aBTOMOOWJIEM U 3aHMMAThCS JPYTUMHU MOTCHIMAIBLHO ONACHBIMH  BUIAMU
NESITeIbHOCTH, TPEOYIOIUMH MOBBIIIIEHHOTO BHUMAHUS U OBICTPOTHI ICUXOMOTOPHBIX PEAKITHIA,
BcneacTBue Bausinus Ha [THC.

4.8. HexenaTejibHbIE peaKINU

Tabanunoe DPE3IOME HEXKENATEIbHBIX PEAKIINI

YactoTa BO3HMKHOBEHHUS HEXKEJIaTEJIbHBIX pEaKUUM ompenensyiach B COOTBETCTBUH C
Kiaccudukanueit Bcemupnoit Opranuzanuu 3qpaBooxpaHeHus: oueHb yacto (= 1/10); yacto
(= 1/100, Ho < 1/10); Heuacto (= 1/1000, HO < 1/100); penko (= 1/10000, vHo < 1/1000); oueHs

peako (< 1/10000), wactora Heu3BecTHa (Ha OCHOBAaHMW HWMEIONIIMXCS JIAHHBIX OIICHHUTH

HEBO3MOJXKHO).

CucTeMHO-OpraHHbIf Yacrorta HexenartenbHas peakuus

KJ1ace

Wndexunu v nHBazuu Heuacto MukoTtnueckue cynepuHpeKIu

Penxo [IceBmomMmeMOpaHO3HBIN KOMHUT (B OYCHBb PEIKHX

CIIy4asix C BO3MOXXHBIM CMEPTEIbHBIM UCXOOM )

Hapymienust co cTopoHsl Heuacro Do3uHOpUIHSA

KpOBHU u Penxo JlelikonieHust, aHeMHs1, HEUTPOIIEHUS, JIEUKOLUTO3,

TUMQaTHIecKoi TPOMOOLIUTONEHHUSI, TPOMOOLIUTEMUS

CHUCTEMBI Ouens penko | ['emonuTuyeckas  aHeMHs,  arpaHyJIOLHTO3,
TAHIUTOTICHUS (YTPOXKAIOIIas )KU3HH ), YTHETCHUE
KOCTHOT'O MO3Ta (yrpO’KarolIee KU3HH)
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY

o T CTIENL Bl ELEHOC T Uit
CucTeMHO-OpraHHbIN Yacrora [l ﬁeméﬁﬁéﬁﬂﬁéﬁgﬁ?ﬁﬁﬂl o UUUT)
KJIacC
Hapymenust co cTopoHsl Penko Aniepruyeckue peaklmy, ajJepru4ecKuil OTexk,

HMMYHHOﬁ CUCTCMBI

aHFI/IOHCBPOTI/ILIeCKI/Iﬁ OTCK

OueHnb penko

AHaduakTH4eckue
aHaUIAKTHYECKUH MIOK (YTPOXKAIOIIUNA KU3HH),
CBIBOPOTOYHAs 00JIE3HB

peakuuu,

OHJOKPUHHbIE Yacrorta Cungpom HEaJeKBaTHOU CEeKpeLnH
HAapyLIEHUS HeW3BeCTHA | aHTUIUyperudeckoro ropmona (CHAJI)
Hapymenus Heuacro CHiKeHHe anmneTuTa U KOJIMYeCTBa MPUHUMAEMOM
MeTabonu3mMa U MUTaHUs MULLA
Penko ['mnepraukemusi, TUNOTTIMKEMUS
Yacrora Tspkenass TMNOMNIMKEMUSI, BIUIOTh 1O Pa3BUTUSA
HEU3BECTHA | TMIIONVIMKEMUYECKON KOMBI, 0OCOOEHHO Y IOKUIIBIX
MAIMEHTOB, MAllMEHTOB C CaXapHbIM IuabeToM,
MIPUHUMAIOIIINX nepopajbHble
TUIOMIMKEMUYECKHE IIPENapaThl WK UHCYIUH
[Icuxuueckue Heuacto [TcuxoMoTOpHAs TUIIEPAKTUBHOCTh/ KU TALIHS
HapyleHUs Penko CrnyTaHHOCTP CO3HaHUSI M JI€30pUEHTalus,

TPEBOKHOCTb, HApPYLIEHUE CHOBUACHUN (HOYHBIE
KOLIMapkl), Jenpeccus (yCHWJIEHHE MOBEICHUS C
LEJIBIO TaKoe KaK
CyHLIUJANIbHbIE

MOMBITKA CYUIUAA WIH YAABIIMHWCA CYULUA),

CaMOIIOBPEKICHUS,

HOCTyHKI/I/ MBICJIH, a TaKXE

raJUTFOI[MHALIIN

Ouens penko

IIcuxoTuueckue peaknuuu (YCI/IJ'IeHI/Ie IIOBCACHHUA C

OCJIIBIO CaMOITOBPCIKACHUA, TaKoC KaK

CynUaaJIbHBIC TaKXEC

MOMBITKA CYUIIUJIA WM yJIaBLINICS CYULIU)

MOCTYNKHU/MBICIIH,  a

Yacrorta Hapyennst BHUMaHUs1, HEPBO3HOCTh, HAPYILLIEHUE
HEU3BECTHA | MaMSATH, JeIUPUI, MAHUH, BKIIIOYasi THIIOMaHUU
Hapymienust co cTopoHsl Heuacro l'onoBHast 60ib, T'OJOBOKpPY)KEHHE, HapylIeHHE
HEPBHOW CHUCTEMBI CHa, HapylIEHHE BKyca
Penko [TapecTe3ust u nu3ecresusi, TUNECTE3USA, TPEMOD,

cynoporu (BKJIIOYash TPUCTYIBI SIUJIETICHH),

BEPTHUTO

OueHnb penko

Murpens, HapyleHne KOOpAUHALMU JIBV>KECHHI,
HapyllIECHUE 00OHSHUS,

BHYTpHUUYEpEITHAs TUIIEPTEH3Us
NICEBJOTYMOPO3HAasi CHMIITOMAaTHKA)

TUIIEPECTe3us,
(Mo3roBas

Yacrora [lepudepuueckas HeWponaTus )51
HEN3BECTHA | MOJMHENPOIATHS
Hapymenust co ctopoHbl Penxo PaccTpoiicTBa 3peHus

opraHa 3peHus

Ouens penko

Hapymenune nBeToBOro BOCIpusaTHs

Penxo

[IIym B ymrax, noreps ciayxa
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_NNEPTHOMY OTYETY

CHCTEMHO-OpraHHbIiI Yacrora e dmateimraspearipns | = VT

KJ1acc

Hapymenust co croponsl | Ouenb peako | Hapymenus cioyxa

oprasa ciyxa U

JTabupUHTA

Hapymenust co ctoponsl Penxo Taxukapaus

cepaua Yacrora VYaniunenne wuHtepBana QT, KelynodykoBbIE
HEU3BECTHA | AQPUTMUU (B TOM YHCIIE THUIIA «ITUPYIT»)*

Hapymenust co cToponsl Penko Bazomgwiaranus,  CHMKEHUE  apTEpUAIbHOIO

COCY/JIOB

JaBieHus1, 00OMOPOK

OueHnb penko

Backynut

Hapymienust co cTopoHsl Penxo Hapymenue npixanus (Bkitoyasi OpoHXOCIa3m)

JBIXaTEJIbHON CHUCTEMBI,

OpraHoB IrpyAHON

KJIETKU U CPEIOCTEHUS

Kenynouno-kuiieunbie Yacro TowmHoTa, THapes

HapylLICHUs Heuacro PBota, 6011b B )KMBOTE, AUCHIEIICUS, METEOPU3M
Ouenb penko | [Tankpearur

Hapymenus co cTopoHsl Heuacto [ToBbiIEHNE AKTUBHOCTH «TI€YCHOYHBIX»

IIEYEHU 51 TpaHCaMHHAa3,  IIOBBIIIEHUE  KOHICHTPALMH

YKEITYEBBIBOSALINX ounnpyorHa

nyTen Penxo Hapymenust pyHKIMM neyeHu, >KenTyxa, remaTut

(HeMH(EKITMOHHBIN)

Ouens penko

Hexkpo3 Tkanel neueHu (B KpaifHe peaKuX caydasx
MPOTPECCUPYIOLIMN 10 YIPOXKAIOWIEN KU3HU
MEYEHOYHON HEI0CTATOYHOCTH )

Hapymenus co ctopoHnsl
KOXKHM H  TOIKOXKHBIX

TKaHeH

Heuacto

Chltib, 3y/1, KpalTuBHUIIA

Penxo

®doroceHcubOunIM3ams, oopazoBaHue BOJIIAbIPEH

Ouens penko

Ilerexun, wmynbTH(OPMHAs 3spuUTEeMa
¢dopm, y3noBatas spureMa, Cunapom CTuBeHCa-
JUKOHCOHA  (3710KaYEeCTBEHHAs HKCCYIaTHBHAs

MaJIbIX

spuTeMa), B TOM  YHCI€ MOTEHIUAIBHO

YIpOXKarOIUN Jlariema

(TOKCHYECKUH AMHUAePMANIbHBIN HEKPOJIH3), B TOM

*ku3nu, CuHApOM

YHUCJIE MOTEHIUAIBHO YIPOXKAIOIINN KU3HH

Yacrora Ocrtpas reHepaIn30BaHHas IIyCTyJIe3Hast
HEM3BECTHA | 3K3aHTEMa, JIEKAPCTBEHHAs ChIIb C 303UHO(UINEH
u  cucreMHbiMu  nposiBieHusimu  (DRESS-
CHUH/IPOM)
Hapymenus co ctopoHnsl Heuacro Aptpanrus
MBIIIEYHOH, CKEJIETHOU Penxo Muanrusi, apTpuT, TOBBILIEHUE MBIIIEYHOIO
u COEIMHUTEIIBHON TOHYCA, MBIIIEYHBIE CYy10POTH
TKaHH! Ouensb peako | Mplmeynas  c¢1abocTh, TEHOUHHUT,  pa3pbiB
CYXOXWINA  (IPEUMYLIECTBEHHO AaXWJUIOBBIX),

000CTpEHNE CUMIITOMOB MUACTEHUHT
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CucTeMHO-OpraHHbIN Yacrora [l @T’éméﬁﬁéﬁﬂﬁéﬁ@ﬁ?ﬁﬁz' o UUUT)
KJ1ace
Hapymenust co cTopoHsl Heuacto Hapymenne pyHKIMHM noyex
MOYEK u Penxo [Toyeunas HEJOCTATOYHOCTb, remMarypus,
MOYEBBIBOSIINX MyTEH KpUCTAILTypHS, TyOYJIOMHTEPCTULINATBHBIN
Hedpur

OOmme HapymeHuss u Heuacto Bosneoii cuaapom HecrienuprUuecKoil 3THOTIOTHH,
peakuuu B MeCTe o0111ee HeJOMOTaHUE, JTUXOpaaKa
BBEJICHUS Penxo OTteku, NOTAUBOCTH (TUIIEPTUIPO3)

Ouenb penko | Hapyienue noxoaku
JlabopaTopHbie u Heuacrto [ToBbIICHNE aKTUBHOCTH IEIOYHOM (hocdaraszsl B
WHCTPYMEHTAJIbHbBIE KpOBHU
JlaHHBIE Penko N3menenune coaepKanus IpOTPOMOMHA,

IIOBBIIIICHUEC aKTUBHOCTHU aMHMJIa3bl

Yacrora [ToBpienne MHO (y manueHTOB, MOJIyHarOIUX

HCU3BCCTHA AHTAarOHHUCThI BUTaAMHHA K)

* qanl€ y nNanueHTOB, UMCHOINUX MPEAPACIIOJIOKCHHOCTE K PA3BUTHIO YJIMHCHUA MHTCPBAJIA

QT.

B oTaenbHBIX ciiydasix HEKOTOPbIE Cephe3HbIe MOOOYHBIEC PEaKIIUU, TAKUE KaK TEHIUHUT, Pa3phIBbI
CYXOKWJIHMH, TOBPEXKIEHUS OMOPHO-/IBUTATENILHOTO anmnapara U Apyrue peakiuu, BIUSIONe Ha
HEPBHYIO CUCTEMY, BKJIIOUas ICUXUYECKHE PACCTPOMCTBA U HAPYIIEHUSI OPTaHOB UYBCTB — MOT'YT
OBITH TPOAOKUTENBHBIMU (> 30 mHEH) U MPUBOIUTH K MHBAIUTHOCTH.

Omnucanyre OTACIbHBIX HeXKENaTSAbHBIX PeaKIIUN

YacToTa Pa3BUTHA CICAYIOIHNX HEKCEIIATCIIbHBIX peaKHI/Iﬁ IIpyu BHYTPUBCHHOM BBCACHUHU U IIPU
MMPUMCHCHUHA CTyrICH‘lB.TOI’I Tepalnun LII/IHPO(I)J'IOKCEU_H/IHOM (HpI/I BHYTPUBCHHOM BBCACHUUN

npernapara ¢ HoCIeIyIOIUM ero IPUEeMOM BHYTpPb) BBILIE, UYeM IpHU MpUEME IperapaTa BHYTPb:

Yacro PBOTa, MOBBIICHUEC aKTUBHOCTH «TI€YCHOYHBIX» TPaHCAMWHA3, ChIIb

Heuacto | TpomOommromnenus, TpoMOOIMTEMHs, CITyTaHHOCTh CO3HAHWUS W JIC30PHEHTAIINS,
TAJUTIOLMHALIMY, TTapECTE3UU U JIM3ECTE3UH, CYIOPOTH, BEPTUTO, HAPYIIECHUS 3PEHUS,
MoTepsi CllyXa, TaXWKap[us, Ba30AWIATallvsl, CHWKEHUE apTepUATbHOTO JaBJIECHUS,
oOpartumble HapyiieHus (YHKIMKA TIEYCHH, XKEeNTyXa, MOYeYHas HeIOCTAaTOYHOCTH,
OTCKU

Penko [TaHronenus, Aenpeccrsi KOCTHOTO MO3Ta, aHaHIaKTUYECKUH 10K, ICUXOTUYECKHe
pEaKIy, MUTPEHb, HApYIIEHUs] OOOHSHMS, HAPYILIEHUS CITyXa, BACKYJINT, TAHKPEATHT,
HEKpO3 TKaHEW MeYEeHH, IETEXHUH, PA3PbIB CYX O’KUIAN

CTH

V nereif yacto coob1IAIOCHh O Pa3BUTHH apPTPONIATHH.
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Yactora aprpomaruu (apTpairus, apTpur), meaHﬁgLi—“ﬁ:l Shbne Sl Socndbdhh na

KIIMHUYCCKUX UCCIICAOBAHUAX Y B3POCJIbIX IMMALITMCHTOB. Yy I[CTCﬁ YacCTOTa IMPOABJICHUA apTpOIIaTuu
OLICHUBACTCA KaK JyacTas.

COO6H.I€HI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIBbHbBIX PCAKIINAX

Baxxno cooOmiaTh 0 mo/103peBaeMbIX HEKENATEIbHBIX PEAKIIUAX MOCIIE PErUCTPALIMU IperapaTa C
[ENbI0  O0CCIeUeHUs] HEMPEPHIBHOTO MOHUTOPUHTA COOTHOIICHHUS «IOJb3a — PHUCK»
JIEKapCTBEHHOTO Tpenapara. MeIuIMHCKIM pa0OTHHUKAM PEKOMEHIAYeTCsl cOoOmaTh O JTHOBIX
MOI03PEBACMBIX HEXENNATEIbHBIX PEaKIUAX JICKAPCTBEHHOTO Mperapara 4epe3 HallMOHAIbHbBIC
CHUCTEMBbI COOOIICHUSI O HEXENAaTeJbHBIX PEAKIUAX ToCcydapcTB — uwieHOB EBpasuiickoro
SKOHOMMYECKOTO COI03a.

Poccuiickas ®@enepanus

OenepalnibHas ciryx0a 1Mo Haa30py B cdepe 3npaBooxpanenus (Poc3npasuaazop)

Anpec: 109012, r. Mocksa, CraBsiHCKas III0IIaab, 1. 4, ctp. 1.

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

OnekrpoHHas modra: pharm@roszdravnadzor.gov.ru

Caiit B uHGOPMALIMOHHO-TEIIEKOMMYHUKAITMOHHOM ceTu « HTepHEeT»:

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

4.9. llepeno3npoBka

CHMIITOMBI

B cnyuae mepeno3upoBKH MpU NEPOPATLHOM MPHEME B HECKOJIBKHUX CIy4asX ObLIO OTMEYEHO
o0paTMoOe TOKCHUYECKOE BO3/ICHCTBHEC HA MTAPEHXUMY ITOYCK.

JleueHme

B cnydae mepemo3upoBKH, KpoMe MPOBEACHUS CTAHJAPTHBIX MEPONPUATUN (TIPOMBIBAaHUE
JKENy/Ka, Tociae KOTOPOro ClieyeT MPHUHSATh aKTUBUPOBAHHBIM yrollb, BBEIEHHE OOIBIIOrO
KOJIMYECTBA JKHJIKOCTH, CO3JIaHWE KHCJIOW PEaKIUd MOYH C IIeNIbI0  MPEAOTBPAIICHUS
KPUCTALTYPHH), PEKOMEHIYETCS TAK)Ke CISAUTH 3a (YHKIUCH MOYeK W NMPUHUMATh MarHui- u
KambpIUICOMEpKAIINe aHTAIUAbI, KOTOpBhIE CHIDKAIT abcopbuuto 1unpodiokcanuna. C
MOMOIIBI0 TeMO- WU TIEPUTOHEATHLHOTO TUAIN3a BBIBOJAUTCA TOJIBKO HEOOJBIIOE KOJIUYECTBO
nunpogiaokcanuna (menee 10 %).

5. DPAPMAKOJIOTHYECKHUE CBOMCTBA

5.1. ®apmakoauHAMHYECKHE CBOIiCTBA

®dapMakoTepaneBTUYECKas TPYIIa: aHTHOAKTepUalTbHBIE CpPEACTBA CHUCTEMHOTO JEHCTBUS;
MIPOU3BOTHBIC XHHOJIOHA; (PTOPXHHOJIOHBI.

Koxg ATX: JOIMAO2

MexaHusM aeiictsusl, papmMakoguaamMuyeckue dPpPerTel
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[unpoduokcanyH IpeacTaBiIseT COO0H CHHTETHYECKHUI drriroairdpt '-;-E}Eb%ffﬁéﬁagafknﬁi])bxoro

CHEKTpa JEHCTBHS U3 IPYyMNIbl HTOPXUHOIOHOB.

[unpodiokcanun 00agaeT aKTUBHOCTBIO 1IN VItFO B OTHOIIGHWH IIMPOKOIO CIEKTpa
rPaMOTPULIATENIbHBIX M TPAMIIOJIOKUTEIBHBIX MHUKPOOPraHU3MOB. bakrepunugHoe nencTBue
nunpogIoKcalMHa OCYIIECTBISAETCS TOCPECTBOM MHITHOMPOBaHUS OaKTEpUATILHBIX TOTIOU30MEPa3
IT tuna (tomomsomepasza II (JAHK-rupaza) m tomomsomepaza IV), koTropble HEOOXOIUMBI ISt
pETUIMKAIINY, TPAHCKPUTIIIUH, penapanny U pekomOonHanuu 6akrepuanbHoii JTHK.

Mexanuzmobi pesucmenmnocmu

PesucrentHoCTh N VItr0 K HHUIIPOQIIOKCAMHY YacTO OOYCIIOBJICHA TOYCYHBIMU MYTAIUSMH
OaxtepuanbHblx Tomouszomepas u JIHK-rupassl u pa3BuBaercs MEUIEHHO IIOCPEICTBOM
MHOTOCTYI€HYAThIX MyTaluil. EnuHuYHBIE MyTalM MOTYT NPUBOAMTH CKOpEe K CHU)KEHUIO
YYBCTBUTEIHHOCTH, YE€M K Pa3BUTHIO KIMHUYECKON YCTOWYMBOCTH, OJHAKO MHO>KECTBEHHBIE
MyTalliyd B OCHOBHOM IIPUBOJIAT K PA3BUTHIO KJIMHHUECKON PE3UCTEHTHOCTH K TUIPO(DIOKCALIUHY
U K IEPEeKPECTHOM PE3UCTEHTHOCTH K IIpernaparaM XHWHOJIOHOBOIO psifa. Pe3uCTeHTHOCTh K
munpodIoKcanuHy, Kak U KO MHOTMM JPYTrUM aHTUOMOTHKAM, MOXET (OpPMHPOBATHCS B
pe3yNbTaTe CHUKEHHS IPOHUIIAEMOCTH KJIETOYHON CTEHKH OaKTepuil (KaK 3TO YacTO MPOUCXOAUT
B ciaydae Pseudomonas aeruginosa) u/wid aKTHBAIlMK BBIBEJCHUS W3 MHUKPOOHOHM KIIETKH
(@ddmrokc). CoolmaeTcsi 0 pa3BUTUH PE3UCTEHTHOCTH, OOYCIOBICHHOW JIOKAJIM30BAaHHBIM Ha
IUIa3MHAJaX KOAMPYIOMMM TeHoM QNr. MexaHW3Mbl pe3HCTEHTHOCTH, KOTOpPbIE NMPHUBOIAT K
WHAKTUBAllMM  TEHUIWIINHOB, 11e(aloCIOPHHOB, aMUHOTJIHKO3UAOB, MAaKpOIUIOB H
TETPALUKINHOB, BEPOATHO, HE HAPYIIAIOT aHTUOAKTEPUATBFHYIO aKTUBHOCTh ITUMPO(IOKCAIIUHA.
Mukpoopranusmbl, pe3UCTEHTHbIE K AITHM IpenaparaM, MOTYT ObITb UYYBCTBUTENIBHBIMH K
nunpodiaokcanuny. MuHumanbHas OaxktepunuaHas koHueHTpauus (MBK) o0biuHo He
MPEBBIIIAeT MUHUMAIbHYIO HHTHOUpYIomyto KoHIeHTpaiuio (MUK) Gonee uem B 2 pasa.
Tecmuposanue yyscmeumenvrHocmu in Vitro

BocnpousBogumble KpUTEpUU HCCIENOBAHUS UYYBCTBUTEIBHOCTH K IUIPO(DIOKCALMHY,
yTBepkAeHHbIe EBponeiickuM KOMUTETOM IO ONpeAETIEHUIO YyBCTBUTEIILHOCTH K aHTUOMOTHKAM
(EUCAST), npencraBiieHbl B TaOIHIIE HIDKE:

EBponelickuii KOMUTET NO OIpPEJEeIEHUI0 YyBCTBUTENBHOCTH K aHTHOMoTHMKaM. [lorpaHundnble

3HaueHust MUK (Mr/:1) B KIMHUYECKUX YCIOBUSX I HUMPOdIOKCAIHA.

Mukpoopranusm UyBCTBUTEIBHBII Pe3ucrenTHBII
[mr/n] [mr/n]
Enterobacteriaceae <0,5 >1
Pseudomonas spp. <0,5 >1
Acinetobacter spp. <1 >1
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Staphylococcus spp. nocn Ejl' BATEMBHG
Streptococcus pneumoniae? <0,125 >2
Haemophilus influenzae u Moraxella catarrhalis® <0,5 >0,5
Neisseria gonorrhoeae <0,03 >0,06
Neisseria meningitidis <0,03 >0,06
[lorpanuunbie 3HaY€HUs, HE CBA3AHHBIC C BUJIAMU <0,5 >1
MHKPOOPraHH3MOB*

1. Staphylococcus spp. - morpaHuuHble 3HaYCHHMS IS IuUnpodiokcaimHa u odIoKcaluHa
CBSI3aHBI C BBICOKOJIO3HOM Tepamnuei.

2. Streptococcus pneumoniae - QUK TUI S. PNeumoniae He CYUTACTCS YYBCTBHTEIBHBIM K
munpodIoKcanuHy ¥, TakuM O00pa3oM, OTHOCHUTCS K KAaT€TOPHH MHKPOOPTaHU3MOB C
MIPOMEKYTOYHON YyBCTBUTEIbHOCTHIO.

3. llltammbr  co  3HauenueM MUK,  mpeBbIIAIONIMM  [OPOrOBOE  COOTHOIIECHHUE
YyBCTBUTEIbHbIC/yMEPEHHO-UYYBCTBUTEIFHBIC, BCTPEYAIOTCS OYEHb PEIKO, M 10 CHUX TOp
coo00IIeHu# 0 HUX He ObUT0. TecThl 10 NACHTU(DUKAIIMH ¥ IPOTHBOMHKPOOHON YyBCTBUTEIILHOCTH
npu OOHAPY)KEHUHM TaKUX KOJIOHHM HEOOXOAMMO IMOBTOPUTH, U PE3YNbTAThl JOJKHBI OBITh
MOJITBEP KICHBI TIPH aHAJIM3e KOJIOHMI B pedepeHcHoi Jaboparopun. J{o Tex mop, moka He OyayT
MOJIy4EeHbI JI0Ka3aTeNbCTBA KIMHUYECKOTO OTBETa Ui INTAMMOB C TIOATBEPKICHHBIMA
3HaueHusAMu MUK, mnpeBplIaOmMEMKM  UCIONB3YIOLIUMICA B HACTOAIIEE BpEMS  MOPOT
PE3MCTEHTHOCTH, OHH  JOJDKHBI ~ pacCMaTpUBAaThCs  Kak  pe3ucteHTHhIe. Haemophilus
spp./Moraxella spp. - Bo3mokHO BbisBiAcHHE MmTamMmmoB Haemophilus influenzae c¢ uuskoi
YYBCTBUTENBHOCTBIO K ¢TopxuHonoHam (MUK nmns nunpoduokcanmna 0,125-0,5 wmr/n).
Jloka3aTebCTB KITMHUYECKOTO 3HAYCHHSI HU3KOW PE3UCTEHTHOCTH TP MHQPEKITUSIX TBIXATSITBHBIX
nyTei, Be3BaHHbIX H. influenzae, wer.

4. TlorpaHnuHble 3HAUEHUS, HE CBSA3aHHBIE C BHUJAMH MHKPOOPTAaHU3MOB, OMPEICISIUCH B
OCHOBHOM Ha OCHOBE JIaHHBIX (hapMaKOKHMHETHKH/(apMaKOJUHAMUKA W HE 3aBUCAT OT
pactpenenenus MUK s cnenmdudecknx BuaoB. OHM MPUMEHUMBI TOJIBKO JJISi BUIIOB, JJIS
KOTOPBIX HE OBLI OMpeAeNieH MOPOT YyBCTBUTEILHOCTH, CIEIUGUIHBIN 17 BUAA, a HE IJS TeX
BUJIOB, JUISI KOTOPHIX HE PEKOMEHAYETCS MPOBOAUTH TECTHPOBAHUE UYBCTBUTENHHOCTH. Jlist
OTIpPENIEICHHBIX  INTAMMOB  pAacHpOCTPaHEHUE TMPHOOPETEHHON  PE3UCTEHTHOCTH  MOXKET
pa3IuYaThcsl B 3aBUCUMOCTH OT Teorpadudeckoro permoHa M ¢ TeUeHHEeM BpeMEHH. B cBsi3m ¢
ATUM KellaTeIbHO pacrojiaraTh MECTHON uH(OpManueld O pe3nCTEeHTHOCTH, OCOOEHHO MpH

JICYCHUH CEPhE3HBIX MH(EKINH.
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JlaHHble MHCTUTYTa KIMHUYECKUX M JTAOOPATOPHBIX Cllﬂ{lﬂlap;lgg:m%luggﬂagllfﬁthﬂf kit

MUK (mr/n) u qudy3noHHOTO TeCTUPOBAHUS (IHUAMETP 30HBI [MM]) C UCIIOJIB30BAaHUEM JIHCKOB,
COJIepIKalINX 5 MKT IUIMPODIOKCAIHA, TPEICTABICHBI B TAOIHUIIC HIKE.
NHCTUTYT KIMHUYECKUX U JabopaTopHbIX ctanmapToB. [lorpannunsie 3nauenuss MUK (mr/n) u

nuhy3HOHHOTO TECTUPOBAHUS (MM) C UCIIOJIb30BAHUEM JTUCKOB.

Muxkpoopranusm UysctBurenbHblii | [IpomexyTounsiii | Pe3sucTeHTHBIM
Enterobacteriaceae <1? 2° >42
>21° 16-20° <15°
Pseudomonas aeruginosa u Japyrue <1? 28 >42
OaKTepuu, He OTHOCSIIUECS K CEMEHCTBY >216 16-20° <15°
Enterobacteriaceae
Staphylococcus spp. <1? 2* >42
>21° 16-20° <15°
Enterococcus spp. <1? 2° >4°
>21° 16-20° <15°
Haemophilus spp. <1® - -
>21" - -
Neisseria gonorrhoeae <0,06" 0,12-0,5" >1n
>41% 28-40" <27*
Neisseria meningitidis <0,03¢ 0,06° >0,12¢
>35% 33-34% <32%
Bacillus anthracis, Yersinia pestis <0,25° - -
Francisella tularensis <0,5° - -

? DTOT BOCIPOU3BOIUMBIN CTAaHAAPT MPUMEHUM TOJIBKO K TECTaM C UCIOJIb30BaHUEM pa3BeIeHUN
¢ OyTbOHOM € IMPUMEHEHHEM KaTHOHHOTO CKOPPEKTHPOBAaHHOTrO OynboHa Mromepa-XHHTOHA
(CAMHB), xoTopslii HHKYOHPYIOT ¢ AOCTYIOM Bo3ayxa npu Temmeparype 35+2 °C B TeueHue
16-20 u s mrammoB Enterobacteriaceae, Pseudomonas aeruginosa, apyrum OakTepusiM, He
oTHOCAImMMCS K cemeiictBy Enterobacteriaceae, Staphylococcus spp., Enterococcus spp. u
Bacillus anthracis; 20-24 4. st Acinetobacter spp., 24 1 muis Yersinia pestis (nmpu He1oCTaTOYHOM
pocTe HHKYOUpOBaTh elle B TeueHue 24 u.).

®JT0T BOCTIPOM3BOAMMBIA CTAaHAAPT NPUMEHHM TOTBKO K AU(QY3HOHHBIM TecTaM C
HCIIOJIb30BaHUEM JHCKOB C IpUMEHeHHeM arapa Miojuiepa-XUHTOHA, KOTOPBIM MHKYOUPYIOT C

JOCTYIIOM Bo3ayxa npu Temneparype 35+2 °C B Teuenne 1618 u.
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®9TOT BOCHPOW3BOJAMMBIA CTAaHAAPT TMPUMEHUM Téﬁﬁ%o-jg"ﬁﬁﬁi%ﬁﬁﬂm}_ s

UCIIOJIb30BAHUEM JIMCKOB JIJIsl OIpejelicHus dyBcTBUTENbHOCTH ¢ Haemophilus influenzae u
Haemophilus parainfluenzae c npumenennem OyinbpoHHOI TecToBOM cpenbl it Haemophilus spp.
(HTM), xoTOpyr0 MHKYOHPYIOT C JOCTYIIOM Bo3ayxa mpu Temmeparype 3542 C B teuenue 20—
24 u.

"OTOT BOCHPOM3BOAMMBIM CTaHIAPT MNPUMEHUM TOJIBKO K AU(GPY3MOHHBIM TecTam C
UCTOJIb30BaHUEM JHUCKOB ¢ mnpumeneHnemM HTM, xoropyio uukyoOupyior B 5 % CO:2 mpu
temriepatype 35+2 °C B reuenue 16-18 u.

ADTOT BOCHPOMU3BOAMMBIN CTaHZApT MPUMEHUM TOJIBKO K TECTaM YyBCTBUTEIbHOCTU
(muddy3noHHBIE TECTHI C KCIOJIB30BAHWEM TUCKOB IS 30H W pactBop arapa mist MUK) c
pPUMEHEHHEM TOHOKOKKOBOTO arapa u 1 % yCcTaHOBJICHHOM POCTOBOI T00ABKU IPU TEMIIEpaType
36£1°C (ue npesbimatoiieii 37 °C) B 5 % CO2 B Teuenue 2024 u.

¢ OTOT BOCIIPOM3BOAMMBIN CTaHJAPT MPUMEHUM TOJIBKO K TECTaM C UCIOJIb30BaHUEM pa3BeJCHUN
¢ OyJTbOHOM C IPUMEHEHHEM KaTHOHHOTO CKOPPEKTHPOBAaHHOTO OynboHa Mromepa-XuHTOHA
(CAMHB) c¢ pobGaBienmem 5 9% KpoBH OBeN, KOTOpbIH WHKyOHpyroT B 5 %
CO2 ipu 3542 °C B Teuenue 20-24 u.

*3TOT BOCIPOU3BOJUMBII CTaHIAPT NPUMEHHUM TOJIBKO K TECTaM C MCIIOJIb30BaHUEM pa3BeIeHUI
¢ OylIbOHOM C NPUMEHEHMEM KAaTHOHHOI'O CKOPPEKTHpPOBaHHOIro OynboHa Mriomiepa-XUHTOHA
(CAMHB) c¢ noGaBnenunem ompeneneHHONW 2 % pocToBOM J00aBKH, KOTOPBIM HWHKYOHUPYIOT C
JOCTyIoM Bozayxa npu 3542 °C B TeueHue 48 u.

In vitro yyecmeumenbHoCmMb K YUnpohroKcayumy

Jlist  ompenesieHHBIX IITaMMOB PaclpOCTpaHEHHE MPHOOPETEHHOW PE3MCTEHTHOCTH MOXKET
pa3nuyatbes B 3aBHCHMOCTH OT T€OTrpaduuecKoro pernoHa W ¢ TEYeHHEM BpeMeHHU. B cBs3m
3TUM NPH TECTUPOBAHUH UYBCTBUTEIBHOCTH ILITAMMA JKEJIaTEIbHO UMETh MECTHYIO HH(POPMAILIUIO
O PpE3UCTEHTHOCTH, OCOOCHHO TpU JIeYeHMHM TsDKenblx uHpekuuid. Ecmum  wmectHas
PacIpOCTPaHEHHOCTh PE3UCTEHTHOCTH TaKOBa, UTO I0JIb3a MMPHUMEHEHHS TIpernapara, 1o KpaiHen
Mepe, B OTHONICHWH HECKOJIbKMX THIOB HWH(MEKIWH, COMHHUTENIbHA, HEOOXOAUMO
POKOHCYJIBTHPOBATHCS CO CHELUATHCTOM.

In vitro OpUTa MPOAEMOHCTPUPOBAaHA AKTHBHOCTh LUMPO(IOKCAMHA B OTHOIICHUU CIICAYFOIINX
YYBCTBUTEIHHBIX IITAMMOB MUKPOOPTaHU3MOB:

A3DO6H ble cpAMNONI0HCUMENbHbIE MUKDOODP2AHU3MbL

Bacillus anthracis, Staphylococcus aureus (MeTuiLIMH-4yBCTBHTENBHBIC), Staphylococcus
saprophyticus, Streptococcus spp.

A3D06H ble epamompuyameslibHovle MUKPOOp2aHu3mMmbl
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Aeromonas spp., Moraxella catarrhalis, Brucellf spp., Ndisseriamenmgitigis=Citrfobacter koseri,

Pasteurella spp., Francisella tularensis, Salmonella spp., Haemophilus ducreyi, Shigella spp.,
Haemophilius  influenzae,  Vibrio  spp., Legionella  spp.,  Yersinia  pestis.

AHa3D06Hbl€ MUKPDOODP2AHU3MbL

Mobiluncus spp.

Jlpyaue mukpoopeanuzmol

Chlamydia trachomatis, Chlamydia pneumoniae, Mycoplasma hominis, Mycoplasma pneumoniae.
Brla mpoieMOHCTpHpOBaHa BapbUPYIOIIAsl CTEIICHb YyBCTBUTEIBHOCTH K MUMPOMIOKCAUHY IS
CIIeAYIONIMX MUKpoopranu3MoB: 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.

Cunrtaercsi, 4TO MPUPOTHON PE3MCTEHTHOCTHIO K Iumpoduiokcanuny obnamator Staphylococcus
aureus (MeTHIMJUTHH-PE3UCTEHTHBIN ), Stenotrophomonas  maltophilia,  Actinomyces  spp.,
Enteroccus faecium, Listeria monocytogenes, Mycoplasma genitalium, Ureaplasma
urealitycum, anaspoOHbele  MuKpoopranm3mbl (32 uckmodenuem  Mobiluncus  spp.,
Peptostreptococcus spp., Propionibacterium acnes).

5.2. ®apMaKOKHHeTHYECKHE CBOMCTBA

AOGcopbuus

[Tocne nmepopanbHOTro MpUMEHEHUs HUMPOGIOKCAIIUH OBICTPO BCACHIBACTCS IPEUMYIIIECTBEHHO B
TOHKOW KuIIKe. MakcuMmaibHas KOHIIEHTpalus IUIpodIioKcalliHa B CBHIBOPOTKE KPOBH
nocturaercs uepe3 1-2 4. buopocrynHocTh cocrtaBiser okoigo 70-80 %. 3HadeHus
MaKCHUMaJIbHOW KOHIIEHTpauu B mia3Me KpoBH (Cmax) Y MIIOMAAN MO KPUBOU «KOHIIEHTPALIUS
- Bpemsi» (AUC) Bo3pacTaroT MpornopiuoHaIBLHO JT03€.

Pacnopenenenune

Ces3p munpodokcaniuHa ¢ Oenkamu Mmiaasmbl kpoBH coctaBisgeT 20-30 %; neiictByromiee
BEIIIECTBO MPUCYTCTBYET B IJIa3M€ KPOBHM IPEUMYIECTBEHHO B HEMOHH3UPOBaHHOH (opme.
[Munpodnaokcania cBOOOJHO pacIpeneiseTcss B TKAaHAX W KUAKOCTAX opranusma. OObem
pacrpeziefieHusi B opranusme cocrasisieT 2—3 n/kr. KonnenTpanus nunpoduokcania B TKaHIX
3HAYUTEIBHO MPEBBIIIAET KOHIIEHTPALMIO B CBIBOPOTKE KPOBH.

Buorpancdopmarnus

buorpanchopmupyercs B medeHn. B KpoBH MOTyT OOHapy>KMBAaThCS UYETHIpE METa0OJMTa

nunpoduiokcariia B HEOONBIIMX — KOHIEHTpamusax:  audTwinunpodiaokcanua  (M1),
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cynbdouumnpodaokcanun (M2), oxcorumpodi )KcaL[I/IH':IEM::;)‘,_I %ﬁﬂgmgb&éﬁﬁﬁ' EM4),

TpU U3 KOTOPBIX (M1-M3) nposBiIsifoT aHTHOAKTEPHATIBHYIO aKTHBHOCTB IN Vitro, COOCTaBUMYIO
¢ aHTHOAKTEPUAIBHOW aKTUBHOCTHIO HAJMINKCOBOM KHCIOTHL. AHTHOAKTepHallbHAS aKTUBHOCTh
in vitro merabonuta M4, IPUCYTCTBYIOIIEr0 B MEHBIIEM KOJIMYECTBE, OOJIBIIE COOTBETCTBYET
aKTUBHOCTH HOp(IIOKcaluHa.

OIUMUHAIMA

[unpodokcannH BHIBOJUTCS U3 OPraHU3Ma MPEHMYILECTBEHHO MMOYKAMU IyTeM KIyOOYKOBOM
GWIbTpaMM M KaHAJIbLEBOM CEKPELUH; HE3HAUUTEIbHOE KOJIMYECTBO — uepe3 JKEeJyIO0YHO-
kuiieuHblil TpakT. [loueunsiii kimpenc coctasisier 0,18-0,3 n/4/kr, obmmii knupenc — 0,48—
0,60 si/u/kr. ITpumepHO 1 % BBOAMMOIA 10361 BHIBOAUTCS C JKeM4ublo. B sxemun munpodiokcannx
IPUCYTCTBYET B BEICOKUX KOHIIEHTPAIHX. Y OOJIIBHBIX C HEU3MEHEHHOH (DyHKIMEH TOYEeK Iepro/T
HOJYBbIBEJIEHUs] CcOCTaBisieT 00bluHO 3—5 4. Ilpu HapymieHMM QYHKIUM IOYEK MEpUox
HOJIyBBIBEJICHUS YBEJINUMBAETCS.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTeIbHbIX BelIeCTB

KapOOKCHUMETHIIKpaxMajl HaTpus

MaJIbTOJIEKCTPUH

KPEMHHUSI TUOKCH]T KOJUTOUTHBIH (aspocuit 380)

MarHusi creapar

LEJUTI0JI03a MUKPOKpuUcTainaeckas 102

CMmech Ul TNPUTOTOBJEHMS TILIGHOYHOTO MOKphITHs «Omagpait® 20A180003  Gemblii»
[runpomeriosa 2910, runponosa, TanbK, TUTaHA TUOKCHU/ |

6.2. HecoBMeCcTHMOCTDH

He npumenumo.

6.3. Cpok roaHocTH (CPOK XpaHeHus )

2 rona.

6.4. Oco0ble Mepbl MPEIOCTOPOKHOCTH NMPH XPAHEHUH

B opurunanbHoii ynakoBke (mauke) mpu temrneparype He Bbie 25 °C.

6.5. XapakTep U coaep:kaHHe NEePBUYHOI YNIAKOBKH

I[To 10 TaGneToK B KOHTYPHYIO SIUEHKOBYIO YIAKOBKY U3 IJICHKHU MOJTUBUHUIXJIOPUIHON U (HOIBIU
AQITIOMUHHMEBOW MEYaTHOM JIJAKUPOBAHHOM.

ITo 1, 2 KOHTypHbIE SYEHKOBBIE YNAKOBKM BMECTE€ C MHCTPYKIMEW IO MEIUIUHCKOMY

MPUMCHCHHUIO TOMCHIAIOT B ITAYKY U3 KapTOHA.

26



COOTBETCTEBYET 3KCNEPTHOMY OTYETY
~ oT13.122024 N2 27718
6.6. OcoOble Mepbl NPEIOCTOPOKHOCT npn'-n'&hﬂ%ﬁ%ﬁl}f—ﬂI:ijfkﬁbgb%(')lm'rﬂﬁoro

JIEKAPCTBEHHOI0  Mpemnapara WIM OTX0A0B, TMOJYYEHHBIX TM0cCJe TPUMeHEHUs
JIEKAPCTBEHHOI0 Mpenapara u JIpyrue MAaHUMyYJISIIIUN C PenapaToM

Het ocoObIx TpeOOBaHMH K yTHIIM3AIUH.

7. AEPXKATEJIb PETUCTPAHUMOHHOI'O YIOCTOBEPEHUSA

Poccniickas @enepanvs

AO «ABBA PYC»

121614, r. Mocksa, yi. Kpsinatckue Xoamel, a. 30, kop. 9.

Ten./dakc: +7 (495) 956-75-54

info@avva-rus.ru

7.1. IlpencraBuTeib AepKaTesisi perUHCTPAIIMOHHOIO YA0CTOBEPEHUs

IIpereH3un HOTDC6HT€JI€I>1 HAaIrpaBJIATH I10 aApECy.

Poccuiickas ®@enepanus

AO «ABBA PYC»

121614, r. Mocksa, yi. Kpeunarckue Xoamsl, a. 30, xopr. 9.
Ten.: +7-913-927-76-52

Onekrponnas mouta: drug.safety@avva-rus.ru

8. HOMEP PETUCTPALIUOHHOI'O YAOCTOBEPEHUS

9. IATA TIEPBUYHOMN PEIMCTPAIIMM (IIOATBEPXKJIEHUSI PETUCTPAILIUMU,
HEPEPEITUCTPALIMN)
[lara nepBoii peructpanuu:

10. JATA HEPECMOTPA TEKCTA

OO0m1as xapakTepHuCTHKa JeKapCTBEHHOTO npemnapata [{unpoduiokcarma Jxomudos 10CTyHa Ha
WH(OPMAIIMOHHOM TopTaje EBpa3suiickoro HSKOHOMHYECKOTO CO¥03a B HWH(OPMAIMOHHO-

KOMMYHUKaIIMOHHOM cetn «HTepHeT» https://eec.eaeunion.org.
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