COOTBETCTBYET ZKCINEPTHO |'a'|*llT'-'ETr
o1 09.02.2023 Nz 2522
(NOCNEOOBATENEHOCTSL 00071)

OBLIASA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O ITIPEITAPATA
AszutpomMuninH-AKOC, 250 mr, Kancyssl.

2. KAUECTBEHHBIN U KOJIMYECTBEHHBINA COCTAB
JelicTBytoliee BEMIECTBO: a3UTPOMHUIIUH.
Kaxxnas xancyna cogepxut 250 Mr a3suTpoMHUIIMHA (B BUAE IUTHAPATA).

[TonHbIM IepeyeHb BCIOMOTaTeIbHbBIX BEIIECTB MPUBENIECH B pa3aene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Kancynbl.
TBepapie xenatuHOBBIE Kancyibl Ne 0 6emoro 1sera.

Copnepxumoe Kancyin — rpaHyIupOBaHHbIN MOPOIIOK O€JI0T0 UM MOYTH OEJIoro LBETa.

4. KIMHUYECKHUE JAHHBIE

4.1. IToka3aHus1 K IPUMEHEHHUIO

NHupexnmonHo-BocanuTenbHbIe 3a00I€BaHNs, BEI3BAHHBIC YYBCTBUTEIBHBIMU K a3UTPOMUIIUHY
MUKPOOPTaHU3MaMHU:

— uHGEKINN BepXHUX JbIXxaTeabHbIX myTed u JIOP-opranoB (CHHYCHT, TOH3WIIUT, (DapuUHTHT,
CpPEeIHHI OTHUT);

— MH(EKUUN HIWKHHUX [bIXaTeNbHBIX MyTel (OCTpblii OpOHXUT, 00OCTpEeHHE XPOHUYECKOTO
OpoHXHTa, MTHEBMOHUS, B T.4. BI3BaHHBIC aTUITMYHBIMHU BO30YIUTEISIMHU);

— MHQEKINH KOXKHU U MATKUX TKaHeH (poxka, UMIIETUTO, BTOPUYHO WH(DHUIIMPOBAHHBIE IEPMATO3HbI);
— HavaybHas cTaaus 6one3nu Jlaitma (6oppenos) — Murpupytomas spurema (erythema migrans);,
— nHQEKIUU MOYETIONOBBIX MyTeH, BeI3BaHHble Chlamydia trachomatis (ypeTpUT, IICPBUIINT).
4.2. Pe:kuM 103MPOBAHUSA U CIOCO0 MPUMEHEHM I

PesxuM 103UpoBaHus

Bspocnvie

Iipu qubeKuuﬂx BEPXHUX U HUMNCHUX ObIXAMENbHbLX nymetl, JIOP-opeanos, kodicu u MacKux mxauei

0,5 r (2 xaricynsl) 1 pa3 B cyTku 3a 1 mpuem B TeueHnue 3-x qHel (KypcoBas mo3a — 1,5 ).

Ipu 6onesnu Jlatima (Hayanvrou cmaouu boppenuosa) — muzpupyrowen spumeme (Erythema

migrans)

1 pa3 B cyTku B TeueHue 5 gHeit: 1-i nenp — 1,0 1 (4 kancyssl), 3aTeM co 2-ro no 5-if AeHb — 1o

500 wmr (2 xancynsl) (KypcoBas n03a — 3,0 ).
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Tpu ungexuusx mouenonosgvix nymei, svizeannvix Chlamydia trachomatis (ypempum, uepeuyum)

HeocnoxHeHHbIN ypeTpUT/LepBUIMT — | T (4 Karcysbl) OAHOKPATHO.

Oco0nIe I'pyHOIbl TaMEHTOB

layuenmol ¢ napywenuem @yHKyuu nouex
VY nanuentoB ¢ CK® (ckopocts kiryboukoBoii puibTparun) 10—80 Ma/MUH KOppeKLus 10361 He
tpebyetcs. [Tammentam ¢ CK® < 10 Ma/MuH ciegyeT NPUHUMATE C OCTOPOKHOCTBIO.
Tayuenmol ¢ napywenuem @yHkyuu nevenu
[Ipy npuMeHeHUM y NManueHTOB ¢ HapylleHueM (YHKLIMU NE€YEHU JIETKOH U CpeqHel CTeneHH
TSKECTH KOPPEKLUS 1036l HE Tpedyercs.
Tooicunvle nayuenmul
[ToxwuipIM nmanueHTaM Koppekuus 1036l He TpeOyeTcs. [10cKoabKy MOXKUIIbIE JTI0AN yKE MOTYT
UMETh TEKyIUe IPOAPUTMOICHHBIE COCTOSHUSA, CIEAYeT COOJII0JaTh OCTOPOKHOCTh IpH
npuMmeHeHnu npenapara AzutpoMuinH-AKOC B CBSA3M ¢ BBICOKMM PUCKOM Pa3BUTHUS CEPACUHBIX
apUTMHUM, B TOM YHCJIE TUIIA «ITHUPYIT».

eTH
VYV nereit ot 12 ner ¢ Maccoi Tena CBbIME 45 KI peXUM JO3UPOBAHUS COBIAJAET C PEKUMOM
JIO3UPOBAHUs y B3POCIIbIX MALUEHTOB.

Cnooco0 npuMeHeHus

Bnytps, 1 pa3 B cyTku, 3a 1 4ac 10 uiam yepes3 2 yaca nocie esbl.

4.3. [IpoTuBONOKA3aAHUS

— Tl'unepyyBCTBUTENBHOCTh K a3UTPOMHIIMHY, JSPUTPOMHUIIMHY, JPYTUM MaKpOJIUIAM WIIH
KETOJIUJIaM, WITH K JII0OOMY M3 BCIIOMOTATENIbHBIX BEUIECTB, IEPEUYUCTICHHBIX B paznene 6.1;

— TsDKeNas IeYeHoYHas HefocTatouHocTh (kinace C no Yaitna-ITs10);

— OJTHOBPEMEHHBIN MIPUEM C 3PTOTAMHUHOM U JTUTHAPOIPTOTAMUHOM (CM. pasnensl 4.4. u 4.5.);

— JETCKUM Bo3pact 10 12 net ¢ maccoil Tena MeHee 45 Kr.

4.4. OcoOble ykazaHHusl M Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

Mpuactenusi; HapylieHre QyHKIMY MeUeHHU JIETKOW U CpeHEH CTeNeHH TsHKEeCTH; TepMUHAIIbHAS
nouyeyHas HemoctaTouHocTh ¢ CK® wmenee 10 wmu/mMuH; y TalMEHTOB C HAJIMYHEM
MPOAPUTMOTCHHBIX (AKTOPOB (OCOOCHHO Yy TMOXWIBIX TAIMEHTOB): C BPOXKICHHBIM HIIN
npuoOpeTeHHbIM  yanuHeHueM wuHTepBaia QT, y mnauuMeHTOB, MONYYAIOUIMX TEPAaIuio
AHTUAPUTMUYECKUMH TIpermapatamMu kKjaccoB [A (xunumauH, mpokamHamun), I (moderwmmmm,
aMHOJIapOH, COTalON]), IU3alpUAOM, TepheHaAUHOM, AHTUIICUXOTUYECKUMH TpernaparaMu

(muMo3ua), aHTHIENpeccCaHTaMH (UMTanonpam), (TOPXUHOIOHAMH (MOKCHUQIIOKCAIMH H
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neBO(IIOKCAIIMH), C HAPYIIEHUSMU BOJHO-DJIEKTPOIUTHOrO OanaHca, OCOOEHHO B cllydae
TUTIOKAJIMEMUH WU TUTIOMAarHUeMHH, C KITMHUYECKH 3HAYUMOM OpanKapauei, aputMueii cepama
WIA TSDKEIOH CepIeYHON HEeIOCTaTOYHOCTHIO; OJHOBPEMEHHOE IpHMEHEeHHe BapdapuHa,
JTUTOKCHHA, IIUKIIOCTIOPUHA.

Oco0ble yKazaHus

Tak ke, KaKk NMpH NPUMEHEHUU SPUTPOMHUIIMHA U IPYTUX MAKPOJIMIOB, COOOIIATIOCH O PEIKUX
CIy4asiX CEpbe3HBbIX QJJIEPTMYECKUX pEaKUWd, BKJIOYas AHTHMOHEBPOTUYECKUN OTEK H
aHapMIaKCHUIO (B PEIKUX CIIyYasiX C JIETAIbHBIM MCXOJI0OM), KOKHBIX peaKlUi, BKIIOYast OCTPBIN
TreHEpaIM30BaHHbIN K3aHTEMATO3HBIN MycTyie3, cuHapoM CtuBeHca-/[)KOHCOHA, TOKCUYECKHUI
AMUAECPMAIBHBIN HEKPOJIU3 (B PEIKUX CIIyYasX C JIETAIbHBIM HCXOJIOM), JIEKAPCTBEHHYIO CBIIb C
so3uHOuMerd W cucreMHbiMU TiposiBieHUsIMA (DRESS-cunapom). Hekoropele u3 Takux
peakuuid, pa3BUBLIMXCA MPHU NPUMEHEHUH Aa3UTPOMUIIMHA, MPUOOpETaiu peuuguBUpYIOIIce
TEYEHHUE U TPeOOBAIU MPOJAOIDKUTEIHHOTO JICUEHUS U HAOII0ICHHUS.

[Ipu pa3BuTHM AJIIEPruYecKoi peakuy mpenapar cliefyeT OTMEHUTh U Ha4aTh COOTBETCTBYIOIIIEE
nedyenue. Cienyer UMETh B BHY, YTO MOCIE OTMEHBI CUMIITOMAaTUYECKON TEpalud BO3MOXKHO
BO300HOBJICHHE CHMIITOMOB aJJIEPTUYECKOM PeaKIuu.

He npuHuMars ¢ nuimen.

B cnydae npomnycka npuema oJJHOM 103bI IIpernapara, NpoIyIIEHHYIO 03y CIeAYyeT IPUHSITh Kak
MOYHO paHblile, a MOCIEAYIOUIME - C IepephiBaMu B 24 yaca.

[Ipenapar Azutpomunina-AKOC crnenyetr npuHUMaTh, 0 KpailHell Mepe, 3a 1 yac 10 uiu yepes
2 yaca 1ocJjie IprueMa aHTalUAHbIX [IPENapaToB.

[Ipenapatr AsutpomuimH-AKOC crienyer NOpuUMEHATH C  OCTOPOXKHOCTBIO IAallMEHTaM ¢
HapyILICHUAMHU (QYHKIIMM TEYEHU JIETKOW M CpeqHEll CTeMeHbI0 TSKECTH H3-32 BO3MOXHOCTHU
pa3BUTHS PYITBMHUHAHTHOTO reNaTUTa U MeYeHOYHON HEJOCTATOYHOCTH TSKEION CTETeHH.

[Ipy HayMYMKM CHUMNTOMOB HapylleHHs (YHKIMU TEYEHH, TaKMX Kak ObICTPO HapacTaromias
aCTEHMsI, IKEITyXa, IIOTEMHEHME MOYH, CKJIOHHOCTb K KPOBOTEYEHHUSAM, II€UYEHOYHAas
sHuedanonatus tepanuto npemnaparoMm AsutpoMuinH-AKOC criemyer mpekpaTuTh U IPOBECTH
uccieoBaHue (PyHKIIMOHAIBHOTO COCTOSIHUS TIEYEHH.

[Ipu mHapymenusx Qynkiuu nouek: y mamueHToB ¢ CK® 10-80 my/MUH KOppeKuHs 03bI HE
tpebyercst, y mnamueHtoB ¢ CK® < 10 mu/MuH HaOmIOJalIOCh YBETUYEHHUE CHUCTEMHOTO
Bo3acicTBUS asuTpomuimHa Ha 33%. Tepanuio mpemapaToM CieIyeT MPOBOAUTH C
OCTOPOKHOCTBIO MO/I KOHTPOJIEM COCTOSIHUS (DYHKIIUU TIOYEK.

Kak u npu npuMeHeHUM Opyrux aHTHUOAKTEpPHANbHBIX MpENnaparoB, MPH TEpanuu MpernapaToMm

AzutpomunimH-AKOC  crnexgyer  perymsapHo — oOcieqoBaTh — MAIMEHTOB  HAa — HalIW4He
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HEBOCIPUUMYMBBIX MHUKPOOPTaHM3MOB M NPU3HAKU Pa3BUTHS CyNnepuH(EKUUH, B TOM 4YHCIe
I'pPUOKOBBIX.

Her naHHbIX O BO3MOXXHOM B3aUMOACMCTBUM MEXAY Aa3UTPOMUIMHOM U MPOU3BOJHBIMU
proTaMMHa M JUTHAPOIPrOTaMHMHA, HO M3-3a Pa3BUTHS SProTusMa IMpU OJHOBPEMEHHOM
NPUMEHEHUH MAaKpOJIHMJIOB C MPOU3BOAHBIMH 3ProTaMMHa W JAWTHAPOIPrOTAaMHHA JaHHAs
KOMOUWHAIMS TPOTHBOIIOKA3aHA.

I[Ipu pnurensHOM  mpueMe npenapara  A3uTpoMulMH-AKOC  BO3MOXKHO — pa3BHUTHE
MICEBIOMEMOPAHO3HOTO KOJUTA, BeI3BaHHOTO Clostridium difficile, xak B BUJE JTETKOM quapeu, Tak
U TsoKenoro komuta. [Ipu pa3BUTHM aHTHOMOTHK-aCCOLMMPOBAHHOM Muaper Ha (oHe mpHema
npenapata AsurpomuunH-AKOC, a Taxke yepe3 2 Mecsla 110cjie OKOHYaHUs TEPANHUU CIETYET
UCKJIIOYUTh KIOCTPUAMAIBHBIA TceBAoMeMOpaHO3HbI KkonuT. [Ipemapatel, TOpMO3siue
NEePUCTATBTUKY KHILIEYHHUKA, IPOTUBOIIOKA3aHBI.

[Ipu nedeHum MakpoluaamMy, B TOM 4YHCIE, a3UTPOMHULMHOM, HAOIIOAATIOCH yUIMHEHHUE
cepaeyHOl penoispuszanuu W uHTepBaia QT, NMOBBIIIAIOIIMX PHCK PAa3BUTHUA CEPACYHBIX
apUTMUI, B TOM YHCII€ QpUTMUU TUIA «THPYITH.

Crnenyer coOm0IaTh OCTOPOXHOCTh TpPH NpUMeHeHuW mnpemnapata AsuTpoMunnH-AKOC y
NAIMEeHTOB ¢ HAIWYHEM IPOAPUTMOTCHHBIX (aKTOPOB (0COOEHHO y MOXKUJIBIX TMAIUEHTOB): C
BPOXKJIEHHBIM MJIM MPHOOPETEHHBIM y/uIMHEeHHEeM HHTepBaia QT, y MarueHToB, MOJyYarolux
TEpanui0 aHTUAPUTMUYECKUMHU TpenaparaMud kiaccoB [A (XMHMIWH, NpoKauHaMHN),
(modermun, amMHOTApOH W COTANOJ), IU3ANPUIIOM, TephEHATUHOM, AHTUIICHXOTHYCCKUMHU
npenaparamu (mumo3un), AHTUJEIIPECCAHTAMU (umMrTanonpam), GTOpXUHOIOHAMH
(MOKCH(IIOKCAIIUH W JIEBO(JIOKCALIMH), C HapyUICHUSAMH BOJIHO-3JIEKTPOJIMTHOTO OanaHca,
OCOOCHHO B cCly4yae TUNOKAJIMEMUU WIM TUIIOMarHMeMUHW, C KIMHUYECKU 3HAYMMOMN
Opanukapauen, apuTMUEH ceplia Win TSHKEIOU CepAeUHON HEJ0CTaTOYHOCTHIO.

[Ipumenenne mnpemapata  AsutpomMuiuH-AKOC  MoOXeT  CHpoBOLMpPOBaTH  pa3BUTHE
MHACTEHUYECKOT0 CHHAPOMA HITU BBI3BATh 00OCTPEHUE MUACTECHUU.

[lepen Ha3HaueHUEM a3UTPOMUIIMHA BCEM IMallMEHTaM, MPUHUMAIOIIUM THAPOKCUXJIOPOXUH WIIN
XJIOPOXHMH, HEOOXOAMMO TIIATEJIbHO B3BECUTh COOTHOIIEHHME TIONB3bI U pUCKA HU3-3a
MOTEHLMAJIbHO MOBBIIIEHHOTO PHCKA CEPlIEYHO-COCYAUCTHIX COOBITUN U CEPAECYHO-COCYIUCTON
cMepTHOCTH (CM. pasaen 4.5.)

4.5. B3amMmopeiicTBHe ¢ JPYIMMH JICKAPCTBEHHBIMH IIpenapaTamMM M JApyrue BHABI
B3aNMOJAEHCTBUSA

AHTalMaHLIe IpenapaTsl
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AHTauugHBIE TIpernapaTbl HE BIHUSAIOT HAa OMOJOCTYMHOCTh A3UTPOMHIIMHA, HO YMEHBLIAIOT
MaKCHMaJbHYI0 KOHLEHTpaLuio B IutasmMe kpoBu Ha 30 %, 1Mo3TOMYy a3UTPOMMILMH CIIELYET
NpUHUMATh, MO KpalHed Mepe, 3a OJAMH Yac J0 WIM 4epe3 JiBa yaca IMocjie MpuemMa 3THX
IIPEnapaToB U €/bl.

[{eTupusun

OpHOBpeMEHHOE TPUMEHEHHE a3UTPOMHIIMHA ¢ [eTupu3uHoMm (20 Mr) He TpuUBENO K
(hapMaKOKMHETHIECKOMY B3aUMOJICHCTBUIO M CYIIIECTBEHHOMY M3MeHeHHIo nHTepBaia QT.

Junano3ud (IUIE30KCUUHO3YH )

OpnnoBpemeHHoe mpuMeHeHue azutpomunuHa (1200 mr/cyt) m aumanoszuna (400 Mmr/cyrt) He
BBISIBUJIO U3MEHEHUH (hapMaKOKMHETHUECKUX MMOKA3aHUH TUIaHO3HHA.

JIMTOKCHH U KOJIXUIMH (cy0ocTpaTsl P-rimmkonpoTenHa)

OpnHOBpeMEHHOE MPUMEHEHUE MAaKpOJIUIHBIX aHTUOMOTUKOB, B TOM YHCJIE a3UTPOMMIIMHA, C
cyOcTparamu P-rmukonpoTenHa, TAKUMH KaK JUTOKCHH M KOJXHUIMH, MPUBOAUT K MOBBIIICHUIO
KOHIIEHTpaluu cyOcTpara P-rimkomnporenHa B CHIBOPOTKE KpoBH. Takum oOpa3zom, mpu
OIHOBPEMEHHOM TPUMEHEHUU a3uTPOMHUIMHA M JIUTOKCHHA HEOOXOIMMO YYMTHIBATh
BO3MO>XHOCTh MOBBIIICHNS KOHIEHTPALUN JUTOKCUHA B CBIBOPOTKE KPOBH.

3UI0BYIMH

OnHOBpeMEHHOE MPUMEHEHHUE a3uTpoMHIIMHA (0HOpa30BeIi nmpueM 1000 M U1 MHOTOKpaTHBIN
npueM 1200 mr wmmm 600 Mr) ¢ 3uUIOBYIMHOM OKa3blBa€T HE3HAYMTEIHLHOE BIIMSHUE HaA
(apMaKOKMHETHKY, B TOM YHCJIE€ BBIBEJICHUE MOYKAMH 3UJIOBYJUHA WIH €r0 TJIIOKYPOHHIHOTO
meTtabomura. OOHAKO TNPUMEHEHHE a3UTPOMHUIIMHA BBI3BIBACT YBEIMYCHUE KOHIEHTPALIUU
dbochopmIpPOBAHHOTO 3UAOBYAMHA, KIMHUYECKH AaKTHUBHOTO METa0OMUTa B MOHOHYKIIEapax
nepudepudeckoil kpoBu. KinmHnueckoe 3HaueHUE TaHHOTO (aKkTa HESICHO.

H3odepmenTs! mmroxpoMa Paso

A3UTpOMHUIIMH c1a00 B3aUMOJICHCTBYET € H30(pEepMEHTaMU CUCTeMbI IuToXpoma Passo. He
BBISABJICHO, YTO Aa3UTPOMMIMH y4acTBYeT B (DapMaKOKMHETHYECKHMX B3aUMOICHCTBUSX
AQHAJOTUYHBIX SPUTPOMHUIIMHY U IPYTUM MaKpOIUAaM. ASUTPOMHUIIMH HE SBISIETCSI HHTHOUTOPOM
¥ HHAYKTOPOM H30(epMeHTOB uToXxpoma Pyso.

AJKaIONALI CIIOPEIHBU

YuurtriBas TCOPCTUYCCKYIO BO3MOXHOCTb BO3HHMKHOBCHHA OJSProrusma, OOTHOBPEMCHHOC
MMPUMCHCHHUC a3UTPOMUILIMHA C ITPOU3BOAHLIMU AJIKAJIOMAOB CIIOPBIHBH MTPOTUBOIIOKA3aHO.
ATopBacTaTuH

OnnoBpemMeHHOEe TIpuMeHeHue atopBactatuHa (10 Mr exemHeBHO) U azutpomuimHa (500 mr

€KEJIHEBHO) HE NPUBOANUT K M3MEHEHUSIM KOHIIEHTpalMil aTopBacTaTMHA B IUIa3Me€ KpOBHU (Ha
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ocHoBe aHanm3a uHruouposanusi I’ MI'-KoA-penykrasbr). OnHako, ObUIM TOJTYYEHBI OTJCIIbHBIC
COOOIIeHHUS O CiTydasix pabJOMUONN3a Y TAIMEHTOB, MOIYYaIONX OJJHOBPEMEHHO a3UTPOMUIIMH
U CTaTUHBI.

Kapbamaszenun

He BBISBICHO CYIIECTBEHHOTO BIMSHHS HAa KOHIIGHTPAIMIO KapOaMas3elnmuHa U ero aKTHBHOTO
MeTabonTa B TUTa3Me KPOBHU y MAIMEHTOB, MOJIYYaBIINX OJHOBPEMEHHO a3UTPOMHUIIMH.
Humernann

He BbIsiBiI€HO BIMSIHMS pa30BOM 103bI IIUMETHIMHA HAa (apMaKOKMHETUKY a3UTPOMMIIMHA MPU
YCIIOBHH MPUMEHEHHS IUMETUNHA 32 2 Yyaca 0 MPUMEHEHHS a3UTPOMHUIIMHA.

AHTI/IKOEIFV.H}IHTBI HEIPSMOT'0 JICUCTBHUS (HDOI/IBBO,Z[HBIG KVMaDI/IHa)

B ¢dapmakokuHeTHYeCKUX HCCIEAOBAHUAX A3UTPOMHULIMH HE BIUSAI Ha AHTUKOATYJISHTHBIN
adpdext omHOKpaTHOM g03bl 15 wmr BapdapuHa. CooOmanoch O MOTCHIMPOBAHUH
AHTUKOAryJIssHTHOTO 3¢ (deKkTa Tociae OJHOBPEMEHHOTO MPUMEHEHHS Aa3uTPOMHUIIMHA U
AHTUKOATyJISIHTOB HEMpPSMOTo JeHCTBHUS (MPOW3BOAHBIX KyMapuHa). HecmoTps Ha TO, 4TO
IPUYMHHAS CBSI3b HE YCTAHOBJICHA, CJIEAYET YYUTHIBATh HEOOXOIUMOCTb IMPOBEICHHS YacTOTrO
MOHHMTOPHHTa MNPOTPOMOMHOBOTO BpPEMEHU NpU MPUMEHEHWH a3UTPOMHULIMHA Yy MAIMEHTOB,
KOTOpBIC TIONYYalOT TMEpPOpATbHBIE AHTUKOATYJISIHTHl HENPSMOTO JeHCTBHUS (IIPOM3BOIHBIC
KyMapHHa).

[{ukiocnopun

B ¢dapmakoknHETHYECKOM HCCIIEIOBAaHUHM C YyYacTHEM 3J0POBBIX J100POBOJIBIEB, KOTOPHIE B
TedeHHWe 3 JHEW mnpuHUManu BHYTph asuTpomuuuH (500 Mr/cyr OJHOKpaTHO), a 3aTeM
mukiocnopud (10 Mr/kr/cyr OJHOKpaTHO), OBUIO BBISBICHO JOCTOBEPHOE IIOBBIIICHHE
MaKCHMaJIbHOW KOHIIEHTpAIMH B T1a3Me kKpoBH (Cmax) 1 MIIoIa iy o KpUBOM «KOHILIEHTpalHsi-
BpeMsi» (AUCo-5) nuknocnopuHa. Crieayer coOI0aTh OCTOPOXKHOCTh MPH OAHOBPEMEHHOM
NPUMEHEHUU ITHUX TpenaparoB. B ciyuae HEOOXOAMMOCTH OJHOBPEMEHHOTO MPUMEHEHUS ITHX
mpernapaToB, HEOOXOIUMO MPOBOJUTH MOHUTOPWHT KOHIIGHTPAIMHM LUKIOCIOPHHA B ILUIAa3Me
KPOBH M COOTBETCTBEHHO KOPPEKTHUPOBATH /103Y.

Odasupens

OnnoBpemMeHHOEe TIpuMeHeHue aszutpomuimHa (600 wmr/cyr oaHOkpaTHO) W 3daBupeH3a
(400 mr/cyT) exxeTHEBHO B TeUeHHUE 7 THEH HE BBI3BIBAJIO KAKOTO-THOO KIMHUYECKU 3HAYUMOTO
(hapMaKOKMHETHYECKOTO B3aUMO/ICHCTBUS.

PrnykoHa301

OnnoBpemeHHoe TpuMeHeHue azutpomuimHa (1200 Mr ogHokpaTHO) M (iykoHazona (800 mr

OJTHOKpAaTHO) HE MeHseT (apMaKOKMHETHKY mocienHero. OOmas 5KCMO3ULUS U TEPHOA
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NOJYBBIBE/ICHUSI a3UTPOMUIIMHA HE H3MEHSIOTCA, OJHAKo HalOmojaercs cHkeHHe Cmax
azutrpomuiinHa (Ha 18 %), 4To HEe UMEeT KIMHUYECKOTO 3HAUYCHUSI.

WHauHaBup

OnnoBpemMeHHOe mpuMeHeHHe asutpomuimHa (1200 Mr OJHOKpAaTHO) HE BBI3BIBACT
CTaTUCTHYECKH JOCTOBEPHOTO BIHMSIHHUA Ha (apMakOoKMHETHUKY HHAuHaBupa (mo 800 wmr
3 paza/cyt B TeueHue 5 qHei).

MeTtuianpeaHu30J0H

ABUTpOMHMIIMH  HE  OKa3blBaeT  CYUIECTBEHHOrO0  BIMSHHUS Ha  (apMaKOKHHETHKY
METHUJIPEAHU30JI0HA.

Hendunasup

OnnoBpemenHoe npuMeHeHue azutpomuninaa (1200 mr) u mHendunasupa (mo 750 mr o 3 pasza B
JICHb) BBI3BIBACT IOBBIIICHUE PABHOBECHBIX KOHIIGHTpAIMM a3UTPOMHUIIMHA B IUIa3M€ KPOBH.
Knunnueckn 3Ha4MMBIX 1MOOOYHBIX 3¢ (eKToB He HaOMI0AaNOCh U KOPPEKIHUH 03B
A3UTPOMHMIIMHA NIPH €0 OJHOBPEMEHHOM IIPUMEHEHHUH C HEJI(PUHABUPOM HE TpeOyeTcs.
Pudabyrun

OpnHoBpeMEHHOE MPUMEHEHHE a3uTpOMUIMHA M pudaldyThHa He BIUSET HAa KOHUEHTPAIUIO
Ka)XJI0OT0 U3 IpenapaToB B MjazMe KpoBU. [Ipy 0HOBpEeMEHHOM NMPUMEHEHUH a3UTPOMHILIMHA U
pudabyruHa wuHOrHa HaOmonanack HeWrponeHus. HecMoTps Ha TO, YTO HEHTpONEHUs
accoLMUpOBaliaCh € MpUMEHEeHHeM pudadyTHHa, NPUYUHHO-CIECICTBEHHAS CBA3b MEXAY
NpPUMEHEHHEM KOMOMHAIIUY ATHX MPENnapaToB U HEUTpONeHHel He yCTaHOBIICHA.

Cunpgenadun

[Ipy oOHOBpEeMEHHOM TNPUMEHEHHWH HE BBIABICHO BIMAHUA asuTpomuimaa (500 wmr/cyr
exenHeBHo B Teuenwe 3 gHedl) Ha AUC m Cmax cwineHaduia Wik €ro OCHOBHOTO
HUPKYJTUPYIOLIET0 META00INTA.

Tepdhenaanu

B (apmakoknHeTHUECKUX HCCIIEAOBAHUAX HE OBUIO MOJIYYEHO JO0Ka3aTeNbCTB B3aUMOJICHCTBHSA
MEXIYy a3uTpOMHIMHOM U TepdeHaauHoM. CooOlanock O €IUHUYHBIX Cllydasx, Kornaa
BO3MOXXHOCTh TaKOT'O B3aUMO/JICHCTBUS HEJb35 ObUIO HCKIIIOUUTH MTOJIHOCTHIO, OJIHAKO HE ObLIO HU
OJIHOTO KOHKPETHOTO JI0Ka3aTejabCTBa, 4YTO TaKOe B3aMMOJACHCTBHE HMeN0 MecTo. bbuio
YCTAHOBJICHO, YTO OJHOBPEMEHHOE NMpPUMEHEHHE Tep(eHaanHa U MaKpOJIHIOB MOXET BBI3BATH
apuTMHUIO U yanuHeHune uarepsana QT.

Teodummun

He BhIIBIIEHO B3aUMOIEHCTBUS MEXIY a3UTPOMUILITHOM U TEO(PUITHHOM.

Tpuazonam/mMuaazoamM
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3HAYUTENbHBIX HM3MEHEHUH (apMaKOKMHETHYECKUX IOKa3aTele mpu OJHOBPEMEHHOM
IIPUMEHEHNUN a3UTPOMMIMHA C TPUA30JIAMOM WJIM MHUJA30JaMOM B TEPAIEBTUYECKUX 033X HE
BBISIBIICHO.

Tpumeronpum/cyinbhaMeToKCasoJl

OnHOBpeMEHHOE MpPHUMEHEHHE TpPUMETONpuMa/cynb(aMeTokca3ona C a3UTPOMHUIMHOM He
BBISIBUJIO CYIIECTBEHHOrO BiIMAHUSA Ha Cmax, OOILIyl0 SKCHO3HMLHUIO WM 3KCKPELUIO MOYKaMU
TpUMETONpUMa MWIH cyibpameTokcasona. KoHUeHTpaluuu a3suTpOMHUIMHA B IUIa3Me€ KPOBU
COOTBETCTBOBAJIM BBISBIISIEMBIM B IPYTHX UCCIEAOBAHUSAX.

I'MaOpOoKCUXTOPOXHUH M XJJOPOXHH

JlanHple HAONIOACHUN TOKa3alid, YTO COBMECTHOE MPUMEHEHHE a3UTPOMHUIIMHA C
TUAPOKCUXJIOPOXUHOM Y TMAlUEHTOB C PEBMATOHIHBIM apTPUTOM CBS3aHO C IMOBBIIIEHHBIM
PUCKOM  CEPJICYHO-COCYAUCTBIX COOBITMM ¥  CEpPACYHO-COCYIUCTON cMepTHOCcTH. M3-3a
BO3MOJKHOI'O aHAJOTMYHOI0 PHUCKA IIPpU NPUMEHEHUH IPYIHX MAaKpOIUIOB B COYETAHUU C
THUAPOKCUXITIOPOXUHOM HJIU XJIOPOXUHOM CJICAYCT TIIATCIBHO B3BCCUTH COOTHOMICHUC IMOJIB3bI U
pUCKa, TpeXIe YeM Ha3HauaTh a3UTPOMUILMH JIOOBIM MalMeHTaM, [PUHUMAIOUIUM
TUAPOKCUXIIOPOXUH WIIH XJIOPOXHUH.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb U JAKTAUMS

bepemeHHOCTD

[Tpu 6epeMeHHOCTH MPUHUMAIOT TOJIBKO B Ciy4ae, eclid MpeArojaraeMas 1moib3a JJisi MaTepu
MpEeBbIIIAECT MOTEHIMAIBHBIA PUCK AJIS IUIOAA.

Jlakramus

B Nnepruoa rpyaHoro BCKapMJIMBaHUs MPUMCHATOT TOJIBKO B CIIy4ac, €CJIU MpcArojraracmas 1rnojib3a
JUIsL MaTepy MpPEBBILIAET MOTEHIUAIbHBIN puck mans pebdenka. [Ipu HeoOxomumocTu mpuema
AQ3UTPOMHULIMHA B MEPHUOJ TPYAHOrO BCKapMIIMBAHUS PEKOMEHIYETCS MPUOCTAaHOBUTH TPYAHOE
BCKapMJIMBaHHC.

4.7. Bausinne HAa CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CPeACTBAMH M padorarh ¢
MeXaHU3MaMH

[Tpu pa3BuTHUM HexenaTeNbHBIX 3PPEKTOB CO CTOPOHBI HEPBHOM CHCTEMbI M OpraHa 3peHus
cienyer coOIoaaTh OCTOPOKHOCTD MPH BBIITOJIHEHUU IEUCTBUN, TPEOYIOLIUX MMOBBIILIEHHON
KOHIICHTPALUX BHUMAHUSI U OBICTPOTHI ICUXOMOTOPHBIX PEAKLIUH.

4.8. HexxennaTesibHbIE peaKIUU

Pe3roMe HexxenaTeabHbIX PEAKIINN

Yacrora mo6ouHbIX 3G (PexToB KiaccuUIMpoBaHa B COOTBETCTBUU ¢ pexomeHaarusmMu BO3:

oueHb yacTto — He MeHee 10%; gacto — He mMeHee 1%, HO MeHee 10%; HewacTo — He MeHee
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0,1%, no menee 1%; penko — ne menee 0,01%, no menee 0,1%; ouenb peako — menee 0,01%;
HEU3BECTHAs YacTOTa — HE MOXKET OBITh OIICHEHA, UCXOS U3 HUMEIOIIUXCS TaHHBIX.

Ungpexyuu u uneasuu: HEYACTO — KAHIUA03, B TOM YHCIIE CIM3UCTOH O0OOJOYKH TMOJOCTH PTa,
BarMHajgbHas WHOEKIUs, MHEBMOHUSA, TpUOKOBas WHOEKIUs, OakTepraibHas WHQPEKINS,
(GapuHTUT, TaCTPOIHTEPUT, PECHUPATOPHBIC 3a00NIeBaHUs, PUHUT; HEU3BECTHAs dYacToTa —
MICEBAOMEMOPAHO3HBIIN KOJUT.

Hapywenus co cmoponvl Kposu u aum@amuyeckol cucmemvl: HEYACTO — JICHKOIICHUS,
HEUTPOIICHHS, S03MHOPIITUS; OYCHb PEKO — TPOMOOITUTONICHHSI, TEMOJTUTHYECKAsT aHEMHUSI.
Hapywenusa memabonuzma u numarnus: HE4acTO — AaHOPEKCHSI.

Annepeuueckue  peakyuu. HEYacTo — AQHTHMOHEBPOTUYECKUI OTEK, peaxius
THIIEPYYBCTBUTEIBHOCTH; HEM3BECTHAS YaCTOTA — aHA(DUITAKTHYECKAS PEaKITHSL.

Hapywenuss co cmopouvbl HEpeHOU cucmemvl. 4YaCTO — TOJOBHAas O0lb, HEYacTo —
TOJIOBOKPY)KEHHUE, MapecTe3uH, HAPYIICHWE BKYCOBBIX OINYIIEHWUH, COHJIMBOCTH, OCCCOHHUIIA,
HEPBO3HOCTh; PEAKO — KHUTAIUS; HEU3BECTHAs 4YacTOTa — THIECTE3Ws, TPEBOTa, arpeccus,
00OMOpOK, CYIOpOTH, TICHXOMOTOpHAasi THUIEPAaKTUBHOCTh, IOTEPs OOOHSHHS, W3BpAICHHUE
OOOHSIHUS, TTIOTEPST BKYCOBBIX OIIYIIEHUH, MUACTEHUS, Ope/l, TaJUTFOIMHAIIHH.

Hapywenus co cmoponul opeana 3penusi: HEYaCTO — HAPYIICHUE 3PEHUSL.

Hapywenus co cmoponsl opeana ciyxa u 1abupunma: HE4acToO — PaCCTPOUCTBO CIyXa, BEPTUTO;
HEM3BECTHAS 4aCTOTa — HAPYIICHHUE CITyXa, B TOM YHCJIE TIIyX0Ta W/WIIU IIIyM B yIIax.
Hapywenus co cmopomnsl cepoya u cocyoog: HEYacTo — OUIYIICHUE CepILEeONEHUs, ITPHITUBBD)
KPOBH K JIMIly; HEM3BECTHAs YacTOTa — IMOHIDKEHUE apTEepPHAbHOTO JaBIICHUS, YBEITUYCHUE
uaTepBana QT Ha anekTpokapaIuOrpaMMe, apUTMUS TUTIA «ITUPYIT, JKETyT0UKOBAst TAXUKAP/IUS.
Hapywenus co cmopoHvl 0biXamenbHOU CUCmeMmbl, 0OpeaHo8 2pYOHOU KIemKU U CPe0OCmeHUs.:
HEYacTO — OJIBIIIKA, HOCOBOE KPOBOTCUCHHE.

JKenyoouno-kuuieunvie HapyuieHus: O9€Hb 9acTO — JUapes; 4acTo — TOIIHOTa, PBOTa, OOJb B
KUBOTE; HEYACTO — METCOPHU3M, TUCTIETICHS, TACTPHT, 3a1I0p, TUC(arus, B3yTHE )KUBOTA, CyXOCTh
CJIM3UCTONW OOOJOYKH TOJOCTH PTa, OTPBDKKA, S3BBI CIM3UCTON OOOJOYKM IIOJIOCTH PTa,
TIOBBIIIICHUE CEKPEIIUU CIFOHHBIX JKEJIe3; OUeHb PEIKO — U3MEHEHHE IBETA S3bIKa, TAHKPEATHT.
Hapywenus co cmopoHbl neyeHu u Hcenuebleooawux nymetl: HEYaCTO — TEMATHT; PEAKO —
HapylieHne (QyHKIUU TIEUYeHH, XOJIeCTaTHIeCKast KENTyXa; HEeU3BECTHAs 9acTOTa — MeUYeHOYHAs
HEJIOCTAaTOYHOCTH (B PEIKHUX CIy4asX C JIETAIbHBIM UCXOJOM, B OCHOBHOM Ha ()OHE HApYyIICHUS
(GYHKIINY TICUYCHH TSHKEIION CTETIeHH ), HEKPO3 IEYCHHU, ()YIIbMUHAHTHBIHN TeIaTuT.

Hapywenus co cmopoubl Kodcu U NOOKONICHbIX MKAHeU: HEYaCTO — KOXKHasi ChIb, 3YII,

KpalnuBHUIIA, IEPMATUT, CYXOCTb KOXH, MOTJIMBOCTh; PEIKO — peakuus (HOTOCCHCUOMIU3AINH,
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OCTpBI TeHEepalN30BaHHBIA SK3aHTeMaTo3HbI mycTyne3 (OI'DIl); Hew3BecTHas dYacToTa —
curapom CrtuBeHca-/[)KOHCOHA, TOKCHYECKHH OSMUICPMAIbHBIA HEKPOJIU3, MYJIbTH(HOPMHAS
JpUTEMA, JIEKApCTBEHHAs! ChIMb C 203uHO(HUIMEr W cucteMHbIMU TposBieHusMu (DRESS-
CHHJIPOM).

Hapywenus co cmopoHvl MbluieuHou, CKelemHou U COeOUHUMENbHOU MKAHU: HEYacTo —
0CTEOapTPHUT, MUANTH, O0JIb B CIIMHE, 0O0JIb B IIE€e; HEU3BECTHASI YACTOTA — apTPAJTHUSL.
Hapywenus co cmoponsl nouex u mMouegblgo0suux nymeti. He4acTo — AU3ypHsi, 60J1b B 00J1aCTH
MOYEK; HEM3BECTHAS YaCTOTa — MHTEPCTULIMATIBHBIA HEPPUT, OCTpast MOYEUHAsI HEJOCTATOYHOCTb.
Hapywenus co cmopoHvl penpoOyKmMueHoU cucmemvl U MOJOYHLIX JiceNe3. HeYacTo —
METpOpparuu, HapyeHue GyHKIUN TUICK.

Obwue napywienus u peakyuu 8 mecme 86edeHUs; HEYaCTO — OTEK, aCTEHUs, HEJAOMOTaHuE,
OLYIIIEHUE YCTAIOCTH, OTEK JIUIIA, O0Jb B TPYAH, TUXOPAIKa, Hepudeprudeckiue OTeKu.
Jlabopamophvle u uHcmpymenmanvHvle OaHHble: YaCTO — CHIDKEHUE KOJMYECTBA JTHUM(OIUTOB,
NOBBIIIIEHUE KOJIWYECTBA 303WHO(DUIIOB, TOBBIIICHHE KOJIUYECTBA 0a30()UIIOB, TOBBIIICHHUE
KOJIMYECTBA MOHOIIUTOB, IMOBBIIIEHUE KOJIMYECTBA HEUTPOPUIIOB, CHI)KEHUE WM IOBBIIICHHE
KOHIEHTpaluu OukapOOHAaTOB B IUIa3ME€ KPOBHM; HEYACTO — TIOBBIIIEHHE aKTHBHOCTHU
acmapraTaMUHOTpaHcdepasbl,  aJTaHUHAMUHOTpPAaHC(Epas3bl,  MOBBINICHUE  KOHIEHTPALUU
OmnupyOMHa B IUIa3Me KPOBH, TIOBBIINICHHE KOHIICHTPAIMM MOYECBHHBI B IUTa3ME KPOBH,
MOBBIIICHHE KOHIIEHTPALlMM KPEAaTHMHHHA B IJIa3ME€ KPOBHM, M3MEHEHHUE COJEpKaHUs Kaaus B
I1a3Me KpOBH, MOBBIIICHHE aKTHBHOCTH HIENOYHOM (hocdaTa3pl B Mmia3Me KPOBH, MOBBHIIICHHE
COJIep/KaHUsl XJIOPUAOB B IUIa3ME€ KPOBM, IOBBIINIEHWE KOHILIEHTpPAlMM TJIIOKO3bl B KpPOBH,
YBEJIMYECHUE KOJINYECTBA TPOMOOIIMTOB, CHIKEHHE T€MAaTOKPUTA, MOBBIIICHHE KOHIIEHTPAIUH
O6uKapOOHATOB B IJIa3Me KPOBU, U3MEHEHUE COJepKaHUs HATPUS B MJIa3Me KPOBHU.

COO6H_IGHI/IG 0 ITOAO03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

Baxxno cooOmare 0 TOM03PEBAEMBIX HEXKENATEIbHBIX PEAKIUAX T[OCIEe PETUCTPAIUU
JICKapCTBEHHOTO TIperapara ¢ melibio 00ecredeHns] HelPephIBHOTO MOHUTOPUHTA COOTHOIICHHUS
«I0JIb3a — PHUCK» JIEKAPCTBEHHOI'O Mpernapara. MeaunuHCKUM paOOTHHKAM DPEKOMEHIYyeTcs
coo01aTe 0 JIIOOBIX MOJ03pPEBAEMbIX HEXeNaTelIbHBIX PEeaKIUsAX JIEKapCTBEHHOIO Ipernapara
yepe3 HallMOHAJIbHBIE CUCTEMbI COOOUICHHS O HEXENaTEebHBIX peaklusiX rocydapcTB — YJICHOB
EBpa3uiickoro 3K0HOMHUYECKOr0 COI3a.

Poccniickas @enepanvs

109012, MockBa, CnaBgHcKas II01Iaab, 1. 4, cTp. 1

denepanpHas ciayx0a mo Haa30py B chepe 3npaBooxpanenus (PocsnpaBaanzop)

Tenedon: +7 800 550 99 03



COOTBETCTBYET 2KCNEPTHOMY ITLET.-

L s

o1 09.02.2023 Nz 2522

(NOCNEOCBATENEHOCTE 0001)

OnexTpoHHas noyra: pharm@roszdravnadzor.gov.ru

Caiir: https://roszdravnadzor.gov.ru/

4.9. [lepeno3upoBka

CHUMOTOMBI: TOITHOTA, BPEMEHHAs IMOTEPs ClyXa, pBOTA, JHapesl.

Jleyenune: CUMIITOMaTHUYECKOE.

5. DPAPMAKOJIOTHMYECKUE CBOMCTBA

5.1. ®apmakoaMHaMH4YeCKHe CBOMCTBA

dapMakoTeparneBTUYECKas TPYIIa: aHTUOAKTepUATbHBIE CpPEJCTBA CHCTEMHOTO JIEHCTBUS;
MAaKpOJIUIEL.

Koxg ATX: JO1FA10

MexaHu3M IeHCTBUS

ABUTPOMHUIIMH — OaKTEPUOCTATHUECKUI aHTHOMOTHK HMIMPOKOTO CIIEKTpa ACUCTBUS U3 TPYIIIIbI
MaKpoIUI0B-a3anu0B. O0Ia1aeT NIMPOKUM CIIEKTPOM aHTUMHUKPOOHOTO JeiicTBUs. MexaHnu3m
JEICTBUS a3UTPOMUIIMHA CBSI3aH C MOJIaBJICHUEM CHHTe3a 0eka MUKpOOHOI kiieTKku. CBA3bIBAsCh
¢ 50S-cyObenunmIeii puOOCOMBI, yrHETAaeT MENTHATPAHCIOKA3y Ha CTaAud TPAHCIAIUH U
NOJABJIICT CUHTE3 O€JIKa, 3aMeJIsisl POCT U pa3MHOKEHHE OakTepuil. B BEICOKMX KOHIIEHTpALUsIX
OKa3bIBaeT OAKTEPUIIUIHOE IEHCTBHE.

dapmakoanaamuyeckue P PeKTnl

OO6nagaer akTUBHOCTHIO B OTHOIIEHMH PAJla TPAMIIONIOKHUTEIBHBIX, TIPaMOTPULIATENbHBIX,
aHadPOOHBIX, BHYTPUKICTOYHBIX U IPYTUX MUKPOOPTaHU3MOB.

MuKpoopraHu3Mbl MOTYT U3HAYAIBHO OBITH YCTOWYMBBIMH K JEHCTBHUIO QaHTUOMOTHKA HITH MOTYT
npuoOpeTaTh yCTOMYUBOCTD K HEMY.

IlIkasa 4YyBCTBUTEJIBbHOCTH MHUKPOOPraHM3MOB K a3suTpoMuuuHy (MuHumaabHas

uHrudupywomas konuenrpanus [MUK], mr/m):

MuKpoopranu3mbl MUK
YyBCcTBUTEIbHBIE YcroitunBble
Staphylococcus <1 >2
Streptococcus A, B, C, G <0,25 >0,5
Streptococcus pneumoniae <0,25 >0,5
Haemophilus influenzae <0,12 >4
Moraxella catarrhalis <0,5 >0,5
Neisseria gonorrhoeae <0,25 >0,5
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B oonvuwuncmee ciyuaeg wyecmeumenvHvle MUKpOOP2AHU3MbL
1. I'pamnioJiokuTeIbHBIE 23PO0BI

Staphylococcus aureus METUIUITNH-9YBCTBUTEIIbHBIN
Streptococcus pneumoniae EHULWIUIUH-9yBCTBUTEIbHBIN
Streptococcus pyogenes

2. I'pamoTpunaTeabHbie 23p0o0bl

Haemophilus influenzae

Haemophilus parainfluenzae

Legionella pneumophila

Moraxella catarrhalis

Pasteurella multocida

Neisseria gonorrhoeae

3. AHa3poObI

Clostridium perfringens

Fusobacterium spp.

Prevotella spp.

Porphyriomonas spp.

4. Jlpyrue MUKpPOOpPraHU3MblI

Chlamydia trachomatis

Chlamydia pneumoniae

Chlamydia psittaci

Mycoplasma pneumoniae

Mycoplasma hominis

Borrelia burgdorferi

Mukpoopzanusmol, cnocoOHbIE PA36UMb YCHIOUYUGOCHb K A3UMPOMUUUHY
Streptococcus pneumoniae NEHUIUIUTMH-YCTOUUHUBBINA
H3nauanvno ycmouuugvle MUKPOOP2AHU3MbL
I'pammnosioxkuTeIbHBIE 22POOBI

Enterococcus faecalis

Staphylococci (METULIMIUIMH-YCTONYMBBIE CTAQUIOKOKKH MPOSBISIOT OYEHb BBHICOKYIO CTEICHBb
YCTOMYMBOCTH K MAaKpOJIUIaMm).

['pamnonoxxkuTenbHbIe OAKTEPUHN, YCTOWYUBBIE K SPUTPOMHUIIIHY.
AHa3po0bI

Bacteroides fragilis
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5.2. ®apmakoknHeTHYECKHE CBOHCTBA

AOGcopouus

[Tocne mpuema BHYTPb a3UTPOMHUIIMH XOPOLIO BCACHIBAETCS M OBICTPO paclpeaensercs B
opranusme. [locne onnokpaTHoro mpuema 500 mr 6uonoctynHocTh — 37 % (3ddekT «mepBoro
MPOXOXKACHUS»), MaKCcUMallbHast KoHIeHTparus (0,4 Mr/ir) B KpoBH co3faeTcst uepes 2—3 Jaca.

Pacnpenenenue

Kaxymmuiics o0vem pacnpenenenus — 31,1 7/kr, cBs3piBaHHMe ¢ OeakamMu OOpaTHO
MPOMOPLUOHAIEHO KOHLEHTpalUU B KpoBU U cocTaBisgeT 7—50%. [Iponukaer uepe3 memOpaHbl
k1eTok (3ddexkTrBeH npu MHQPEKIMAX, BBHI3BAHHBIX BHYTPUKJIETOUYHBIMU BO30YAUTENISIMU).
Tpancnoptupyercsi (aronuraMd K MecTy WH(EKIHH, T/I€ BBICBOOOXKIAETCS B MPUCYTCTBUU
OaxTepuii. Jlerko mpoxoauT rucToremMaTuyeckrue 0apbepsl U MOCTynaeT B TKaHu. KoHneHTpanus
B TKaHAX M KieTkax B 10-50 pa3 Beimie, yem B m1a3me, a B ouare nHpekuu Ha 24—34% 6ombiie,
YEeM B 3/I0POBBIX TKAHSIX.

DJIMMUHAIMS

VY a3uTpomMullMHa OYE€Hb [JIMHHBIA Tiepuoj mnojyBbiBeneHus — 35-50 wacoB. Ilepuop
MOJYBBIBEIEHUSI M3 TKaHEW 3HayuTeNnbHO Oojbine. TepameBTHueckas KOHIEHTpaLUs
a3UTPOMHULIMHA COXpaHSEeTCsl A0 5—7 NOHEH Iocie Mpuema MOoCIeAHEN A03bl. A3ZUTPOMULIMH
BBIBOJIUTCSI B OCHOBHOM B HEM3MEHHOM BHe — 50% kuiedyHukoM, 6 % nouxkamu. B medenu

JACMETUIINPYCTCA, TEPSASA aKTUBHOCTD.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
Makporoa 4000 (mommatunenrimkob 4000)
Hatpus naypuncynsgar

Kpocnosunon

Tanbk

Kanbuus creapar

Henmrono3a MUKpOKpPUCTALITHYECKAs

KaHCV.HBI TBEPABIC KCIAaTHHOBBIC

Tutana quokcu
Kematuna

6.2. HecoBMecTUMOCTH
He npumennmo.

6.3. Cpok rogHocTu (CpOK XpaHeHHUs1)
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3 roga.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH

XpaHuThb pu TeMiieparype He Boiie 25 °C B OpUruHaIbHON yIIaKOBKe (M1ayKa KapTOHHAs).

6.5. Xapakrep ¥ coaepkaHue NePBUYHON YIIAKOBKU

[To 6 niau 10 xancyna B KOHTYPHYIO SUEHKOBYIO YIIAKOBKY W3 IUIEHKH IOJMBUHWIXJIOPUIHOW U
(donbru aNIOMUHUEBON MEYaTHOM JTaKUPOBAHHOM.

| unu 2 KOHTYypHBIE SYEUKOBBIEC YITAKOBKH C MHCTPYKIIMEN MO MPUMEHEHHUIO MOMEIIAIOT B MAYKy
13 KapTOHA.

6.6 OcoOble Mepbl NPEIOCTOPOKHOCTH NPHM  YHUYTOKEHUM  HCIOJb30BAHHOIO
JIEKapCTBEHHOI0  Npenapara WJIM  OTX0A0B, TMOJYYEHHBIX IOCJde TNPHMEHEeHHus:
JICKApPCTBEHHOI'0 Mpenapara u Apyrue MaHUIYJISIUH C IPenapaToM

Oco0ble TpeOoBaHMS OTCYTCTBYIOT.

7. AEP KATEJIb PETUCTPAIHMOHHOI'O YIOCTOBEPEHUSA

Poccus

OTKpBITOE aKIMOHEPHOE OO0mIecTBO «AKIMOHEepHOe Kypranckoe oOOMIECTBO MEAUITMHCKHUX
npenaparoB u uzgenuit «Cunres» (OAO «Cunres»)

640008, Kyprauckas o6:., r. Kypran, npocnekt Koncturynuu, a. 7.

Tenedon: +7 (495) 646-28-68

e-mail: info@binnopharmgroup.ru

7.1. IIpeacTaBuTe/Ib JEpPsKATE/s] PETHCTPALMOHHOIO YI0CTOBEPEHHSA

IIperen3un norpedbuTeiell HANPABIATS I10 AJIPECY:

Poccus

OTKpBITOE aKIMOHEpPHOE O0O0mecTBO «AKIMOHEepHOe KypraHckoe OOMIECTBO MEAUITMHCKHUX
npenaparoB u uzgenuit «Cunres» (OAO «Cuntes»)

640008, Kyprauckas o0:x., r. Kypran, npocnekt Koncturynuu, a. 7.

Tenedon: +7 (495) 646-28-68

e-mail: info@binnopharmgroup.ru

8. HOMEP PEI'UCTPAIIMOHHOI'O YOCTOBEPEHMUSA

9. IATA NMEPBUYHOM PETMCTPAIIMUA (IIOJATBEPXJIEHHSI PETHCTPAILIMU,
INEPEPETUCTPALINN)

JlaTa nepBo perucTpanuu:



COOTBETCTBYET JKCMEPTHOMY OTUETY
ot 09.02.2023 Ne 2522 15

(NOCNEOCBATENEHOCTE 0001)

10. IATA IEPECMOTPA TEKCTA

OO6mass xapakTepucThka JiekapcTBeHHoro mpemnapata AsutpomMuniuH-AKOC noctynHa Ha
uH(POPMAIIMOHHOM TmopTane EBpasuiickoro SKOHOMHYECKOTO C€OI03a B HH(DOPMAIMOHHO-

KOMMYHHKaIIMOHHOH cetu «MHTepHeT» https://eec.eacunion.org/



