ot 1311 e
OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA “11)

COOTBETCTBYET ZKCNEPTHOMY OTUETY

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

AzutpomunuH, 500 Mr, TabIETKH, MOKPHITHIE IICHOYHOW 000I0YKOM

2. KAUECTBEHHBIN U KOJTUYECTBEHHBIA COCTAB
JleiicTByolee BEMeCTBO: a3UTPOMHUITUH.
Kaxnas Tabnerka cogepxut S00 Mr a3utpomMuiirHa (B BUIC a3UTPOMUIIMHA JUTHIPATA).
BcnoMoraTensHbie BElIECTBa, HAJTMYUE KOTOPBIX HAJIO YYUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npenapara: HaTpuid (cMm. pazzaen 4.4.).
[TonHbIH MepeueHb BCIIOMOTATENIBHBIX BEIIECTB MPHUBEEH B pa3zaene 6.1.

3. JJEKAPCTBEHHAS ®OPMA
TabyeTKu, MOKPHITHIC TNIEHOYHONW 000JI0UKOM.
[TpononroBateie, IABOSIKOBBITYKJIbIC TaOJNETKH, MOKPHITHIC IUICHOYHOH OOOJIOYKOW PO30BOTO
nBera. Ha monepeynoM paspese sipo oT 6enoro A0 6e1oro ¢ xKelToBaTbIM OTTEHKOM I[BETA.

4. KIMHUYECKHUE JJAHHBIE
4.1. Iloka3aHusl K IPUMEHEHHUIO
[Tpenapat A3UTPOMUIIMH MOKa3aH K NPUMEHEHHUIO Y B3pOCIBIX M JieTell B Bo3pacTe oT 12 jer ¢
Maccoil Tema Oomee 45 Kr Ui JedeHHS WHQEKIMOHHO-BOCTIAIMTENBHBIX 3a00JIeBaHuUM,
BbI3BaHHbBIX YYBCTBHUTEIbHBIMU K IpENapaTy MUKpOOPraHU3MaMH, B TOM YHUCIIE!
— uHOEeKIUH BEepXHUX JbIxaTenbHbIX nyreidl u JIOP-opranoB ((papuHrUT/TOH3WILIMT, CUHYCHT,
CpEIHUI OTUT);
— WHOQEKIUH HWKHUX JBIXaTENbHBIX ITyT€H: OCTpPBHIH OpPOHXHUT, O0OCTpPEHHE XPOHUYECKOTO
OpOHXWTA, THEBMOHHS, B T. 4. BEI3BAaHHbBIC aTUITMYHBIMHU BO30YIUTEIISIMH;
— WHOQEKIUH KOXH M MATKUX TKaHEH (aKHE BYIbrapuc CpeIHEH CTENeHU TSDKECTH, PoXKa,
UMIIETUTO, BTOPUYHO UH(DUIIUPOBAHHbIE IepMaTO3bl);
— HavanpHas craaus Oonesnm Jlaiima (Ooppenuno3) — wmurpupyromas sputema (erythema
migrans);
— uH}EKIUK MOYETIOIOBhIX MyTeH, Bei3BanHbie Chlamydia trachomatis (yperpur, nepBummr).

4.2. Pe:kuM 103UPOBAaHNS M CIIOCO0 MPUMEHEHUSI
Pexum no3upoBanus
Bspocnvie
Ilpu ungexyusax eepxHux u HudxcHux ovixamenvHwvix nymei, JIOP-opeanos, koodicu u MmsaeKux
mkanei: o 1 Tabnerke (500 mr) 1 pa3 B CyTku B TeueHue 3 aHel (kypcoBast 103a — 1,5 1).
Ilpu axne eynveapuc cpeoueii cmenenu msaxcecmu: 1o 1 tabnerke (500 mr) 1 pa3 B cyTku B
TeyeHue 3 aHew, 3atem 1o 1 tabnerke (500 mr) 1 pa3 B Henento B TeueHue 9 Henenb (KypcoBas
no3a — 6 1). IlepByro exxeHenenbHy0 TaONeTKy CleAyeT NMPUHATH uepe3 7 AHEH mocie mnpuema
NepBON ©KeAHEBHOW Ta0IeTKu (8-1 IeHb OT HaJalia JISYCHHSI ), TOCIICYIONINEe 8 eKEHEIeTbHBIX
TabJIETOK — C UHTEPBAJIOM B 7 JAHEH.
Ilpu 6onesnu Jlatima (nauanvhas cmadus b6oppenuosa) — muepupyiowen spumeme (erythema
migrans): 1 pa3 B cytku B TeueHue 5 aneil. 1-it nenp — 1,0 T (2 Tabnerku mo 500 mr), 3arem
¢ 2-ro o 5-i nenp — no 1 Tabmerke (500 mr) (kypcoBas q1o3a — 3,0 r).
Ilpu  ungpexyusax mouenonosvix nymet, evizeannvix Chlamydia trachomatis (vpempum,
yepsuyum): HeocIoxXHeHHBIH yperput/uepBunuT — 1,0 T (1o 2 tabnetku 500 Mr) 0THOKpPATHO.

OcoOble rpynnel NalueHToB
Iayuenmel ¢ HapyweHuem @yHKYUU noyex
[Tpu Hapymenun pyHkunu noyek: y nanueHToB ¢ CK® (ckopocTh KiyOOUKOBOM (PHIIBTpAIIVH)
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NPUHUMATh C OCTOPOXKHOCTBIO (CM. pasnen 4.4.).

Tlayuenmol ¢ napywenuem yHKyuu neyenu

[Ipy mpuMeHEHUH y MAIMeHTOB C HapylIeHHEeM (YHKIUU NEUEHH JIETKOW M CpelHell CTerneHu
TSDKECTH KOPPEKIHS 036l He TpeOyeTcsl.

Tooscunvle nayuenmul

Koppekust no3er He Tpedyercs. IIOoCKONBKY MOXKMIIBIE JIOAM yXKE€ MOTYT HMETh TEKYyILIHUe
IPOApPUTMOTCHHBIE COCTOSHHS, CJIEIyeT COOJMI0AaTh OCTOPOKHOCTb MNPH  NPUMEHEHUHU
A3UTPOMUIIHA B CBSA3U C BEICOKMM PUCKOM Pa3BUTHS CEPACYHBIX aPUTMHUH, B TOM YHCIIE apUTMUH
THIIA «IUPYIT» (CM. pazaen 4.4.).

eTH
Ilemu om 12 nem c maccoti mena bonee 45 ke
Pexxum 103upoBaHus HE OTIIMYAETCS OT PEKUMA JO3UPOBAHUS Y B3POCIBIX.
[Ipenapar A3UTpOMUIIMH, TAOJETKH, MOKPHITHIC IJICHOYHOW 00o0soukoi, S00 Mr, He ciemyer
MPUMEHSTH y IeTel 10 12 J1eT ¢ Maccoii Tesna MeHee 45 KT B CBSI3U C HEBO3MOXXHOCTBIO 00ECTICUNTh
PEXUM JJO3UPOBAHUSL.

Crioco6 npuMeHeHus
BuyTpb, He pa3:xeBbiBas, 110 KpaiiHel Mepe 3a 1 yac 1o wiu 4yepe3 2 yaca nocie epl, 1 pa3 B
CYTKH.

4.3. IIpoTHUBONMOKA3AHHS

— I'unepuyBCTBUTENBHOCTh K A3UTPOMUIIMHY, SPUTPOMHUIIMHY, APYTHMM MAakKpoJIUaaM WU
KETOJIM/IaM, WJTH K JII0OOMY M3 BCIIOMOTATEJIbHBIX BEIIECTB, IEPEUNCICHHBIX B pa3nene 6.1.;

— Hapymenue QpyHKIuu nedeHn Tsoxenon crenenn (kiaace C mo knaccupukanuu Yaitng — [1s10)
(cMm. pasnen 4.4.);

— OJIHOBPEMEHHBIH MPHUEM C IPTOTAMHUHOM H JTUTUAPOIPTOTAMUHOM.

4.4. Oco0ble yka3aHus U Mepbl MPeI0CTOPOKHOCTH MPHU MPUMEHEeHHH
C 0CTOPO’)XKHOCTBIO MPUMEHSATH ITPH: MUACTEHUH; HAPYIIEHUU (DYHKIMU TIE€YEHHU JIETKOHN U CpeHen
CTENEHM TSHKECTU; TEePMUHAIBHOM rnodeyHoil HenoctatroyHocTH ¢ CK® menee 10 mu/mMuH; y
NAalMEeHTOB C HAJIWYMEM IPOapUTMOIEHHBIX (akTOpOB (OCOOCHHO Yy MOKMIIBIX MAIlMEHTOB): C
BPOXKJICHHBIM HJIM MPHOOPETEHHBIM yIMHeHHeM uHTepBana QT, y ManueHToB, MOTYYaroNnX
TEpanuil0 aHTHApUTMUUYECKUMM Tpenapatamu kinaccoB |A  (xunuauH, npokamHamun), I
(moderunua, aMMOTApPOH M COTAJNON), IU3ANPUIOM, TepPEeHATUHOM, AHTUIICUXOTHUYECKUMU
npenapaTamu (mumo3un), aHTHJIEIPECCAHTaMH (uuranonpam), (bTOPXUHOJIOHAMH
(MokcudIOKCcaMH U J1€BO(DIIOKCAIMH), y NAlMEHTOB C HAPYLIEHUSMHU BOJHO-3JIEKTPOIUTHOIO
6anaHca, 0COOCHHO B Cllydae TMIIOKQIMEMHUH WM TUIIOMAarHueMHH, y MalMeHTOB C KIMHUYECKH
3HAUMMOM Opagukapavel, apuTMHEH cepaua WM TAXKEJIOH cepleyHONW HEIOCTATOYHOCTHIO;
OJTHOBPEMEHHOM MPUMEHEHUH JUTOKCHHA, BapdaprHa, HUKIOCIOPHHA.
B ciyuae npormycka nmpueMa OHOM JI03bI TIpernapara MpoIyImeHHYI0 103y CIeIyeT IPUHATh KakK
MOYKHO PaHblIle, a MOCIeIyIOIUe — C UHTepBaIoM B 24 yaca.
ABHUTPOMUIIMH CIIeyeT MPUHUMATH 10 KpaifHei Mepe 3a 1 gac 1o wim uepes 2 yaca mocje npuemMa
aHTaLUIHBIX TpenapaToB.
[Ipenapart cremyeT MPUMEHSTh C OCTOPOKHOCTBIO MAIEHTaM C HapyIICHUSMH (DYHKIINH TICUYeHH
JIETKOM 1 Cpe/iHel CTEeNEeHM TSHKECTH M3-32 BO3MOXKHOCTH Pa3BUTHA (QyJIbMHUHAHTHOTO T€NaTUTA U
MEeYECHOYHON HEJO0CTATOYHOCTH TSDKEIION cTeneHu (cM. pasaen 4.8.).
[lpy HanUYMKM CUMIITOMOB HapyuileHus @YHKyuu nedeHu, TaKUX Kak OBICTPO HapacTarolas
aCTEeHUs, IKENTyXa, ITOTeMHEHHE MOYH, CKIOHHOCTh K KpPOBOTEUEHHSIM, II€YCHOYHAsS
sHIe(daIonaTus, Tepanulo a3UTPOMHUIMHOM CIEAYeT MPEKpaTHUTh W MPOBECTH MCCIEOBAHUE
(YHKIIMOHAIBHOTO COCTOSHHSI TTEYCHHU.
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Ilpu napywenusx gyuxyuu nouex: y NALUEHTOB C CKE)Ibléﬁ—'l'll\/IH%’MI:I-FT'_KJBEﬁéKHI/fH )10315'1 He

TpeOyercs, y mnamueHToB ¢ CK® <10 vu/mMmuH HAaONIOAANOCH YBEIUYEHHE CHUCTEMHOTO
BO3AeHCcTBUSL asuTpoMuniiHa Ha 33 %. Tepanuio a3uTPOMULIMHOM CIEAYyET MPOBOJIUTH C
OCTOPOKHOCTBIO MO/ KOHTPOJIEM COCTOSTHUS (DYHKITUU TTIOYCK.

Kak u npu npumMeHeHnu Ipyrux aHTHOaKTepHalIbHBIX MPENapaToB, IPHU TEPANTUU a3UTPOMHUIIMHOM
CIIETyeT PETYJIIPHO 00CIe0BATh MAlMEHTOB HAa HATMYNE HEBOCTIPUUMYHBBIX MUKPOOPTAaHU3MOB
U IIPU3HAKOB Pa3BUTUS CyNepUH(EKINIA, B TOM YHCIIe TPUOKOBBIX.

ABUTpOMHIIIH HE CIeAyeT MNPUMEHATh Ooyiee IUTEIBHBIMU KypcamMH, YeM YKa3aHo B
UHCTPYKIMU, TaK Kak (apMaKkOKMHETUYECKHE CBOWCTBA a3UTPOMMIIMHA  IO3BOJISIOT
PEKOMEHI0BAaTh KOPOTKUHI U IIPOCTOM PEKUM JO3UPOBAHUS.

Her naHHbIX O BO3MOXXHOM B3aUMOACMCTBUM MEXAY Aa3UTPOMUIMHOM U MPOU3BOIHBIMU
IproTaMMHa ¥ JUTHAPOIPrOTaMUHA, HO H3-3a PA3BHTHUS HProTu3Ma MPH OJHOBPEMEHHOM
NPUMEHEHUH MAaKpOJIUJIOB C MPOU3BOJHBIMU 3proTaMHHa W JUTHIPOIProTaMUHA JaHHAas
KOMOUWHAaIIUs MPOTUBONOKa3aHa (cM. pazzaensl 4.3. u 4.5.).

[Tpu nauTEeNnsHOM MpUEMe a3UTPOMUIIMHA BO3MOXKHO Pa3BUTHE MCEBIOMEMOPAHO3HOTO KOJINTA,
Bei3BanHoro Clostridium difficile, kak B Buae Jierkodl amapeu, Tak U TsDKeoro konuta. [lpu
pa3BUTHUU aHTUOMOTUK-aCCOLIMMPOBAHHOW Tuaper Ha (oHe mpuema mperapaTa, a TakxkKe depes
2 Mecslla  MOCJIe  OKOHYaHWS ~ TEpalud  CIEAYeT  HMCKIIOYUTh  KJIOCTPUIUATBHBIN
NCceBAOMEMOpaHO3HbIl  konuT. [lpemaparel, TOpMO3fluMe TMEPUCTAIBTUKY KHUIICYHUKA,
MIPOTUBOIOKA3AHBI.

[Tpu neyeHnr MaKpOIUAAMHU, B TOM YUCIIE A3UTPOMUIIMTHOM, HAOJII01aI0Ch YIJIMHEHUE CEPIeUHON
penonspu3auu 1 uHTepBaia QT, MOBBIIAIOIINX PUCK PAa3BHTUS CEPICYHBIX apUTMHUH, B TOM
YHCIIC APUTMUU THIIA ITHPYIT».

Crnenyet coOmr01aTh OCTOPOKHOCTh MTPU TPUMEHEHUN a3UTPOMHIIMHA Y TTAIMEHTOB C HATHYUEM
MPOAPUTMOTCHHBIX (AaKTOPOB (OCOOCHHO Y TMOXKHIIBIX MAllMEHTOB). C BPOXKIECHHBIM MU
MPHOOPETEHHBIM yIITMHEHHEM HHTepBaia QT, y marueHToB, MPUHUMAIOIINX aHTHAPUTMHYCCKUC
npenaparbl kjaaccoB [A (xuHuauH, npokawHamuna), 11 (modernnua, amMuogapoH M COTaNoN),
nu3anpua, TepdeHaAWH, AaHTHIICHXOTWYECKUE TMpenaparhl (TMMMO3HI), aHTHACTPECCAHTHI
(uutanomnpam), GTOPXUHONOHBI (MOKCH(IIOKCAIMH H JeBO(IOKCAIMH), Yy TAIeHTOB C
HApYIICHUSIMA BOJTHO-IJICKTPOJIMTHOTO OajaHca, OCOOCHHO B cliydae THIIOKAUEMUHU WA
TUTIOMarHUEeMHH, y TAIlHeHTOB C KIMHUYECKH 3HAUMMOM Opaaukapaueil, apuTMueil cepama min
TSDKETION CepAeYHON HEIOCTATOYHOCTBIO.

[TprMeHeHne a3UTPOMHIIMHA MOXKET CIIPOBOLIMPOBATH PA3BUTHE MHACTEHUYECKOTO CHHIPOMA UITU
BBI3BaTh 000CTPEHUE MHACTECHUH.

Kak u B ciaydyae mpuMeHEHUs SPUTPOMHUIIMHA U JAPYTUX MAKPOIUAOB, OTMEUEHBI €IUHUYHbBIC
CIy4aW CEphEe3HBIX AUICPTUICCKUX pEaKInd, BKIIOYAs aHTHOHEBPOTHYSCKHA OTCK U
aHapuIaKCHIO (PENIKO C JIETATbHBIM HCXOJIOM), IEPMATONOTHUECKUX PEaKIUi, BKIIIOUask OCTPhIi
reHepaln30BaHHbIA HK3aHTeMaTo3HbI myctyne3 (OI'DII), cunppom CruseHca — JoHCOHa,
TOKCHYECKHUI SMUAepPMANbHBIA HEKPOIHU3, MyIbTU(HOPMHYIO 3PUTEMY, JIEKAPCTBEHHYIO CHINb C
n03MHOQIIINEH U cucTeMHBIME TTposiBieHusIMU (DRESS-cuaapom) (cMm. pasaen 4.8.). Hexoropsie
U3 peaklnii UMeln PelUAUBUPYIOMINUNA XapakTep u TpeboBanu 6osee ATUTeTFHOTO HAOMI0IeHUS
U JICUCHMUS.

[Tpu pa3BUTHH aJIEprHUECKO peakIuy mpemnapar clieAyeT OTMEHUTh U Ha4aTh COOTBETCTBYIOIIEE
nedenue. CieayeT UMETh B BHJIY, YTO IMOCIE OTMEHBI CHMIITOMATHYSCKOW TepalTii BO3MOXKHO
BO300HOBJICHHE CUMIITOMOB JJIEPTUYECKON PEAKIUH.

[Tepen Ha3HaUYEHWEM a3UTPOMHMIIMHA BCEM IMAIlMEHTaM, IPUHUMAIOIIUM THIPOKCUXIIOPOXUH HITH
XJIOPOXHH, CIEAYeT TIIATENFHO B3BECHUTHh COOTHOIICHHE TMOJB3bI U PUCKA H3-3a MOTCHIIMATBHO
MOBBIINICHHOTO PUCKA CEPACYHO-COCYTUCTBIX COOBITHH M CEepPICYHO-COCYIUCTOM CMEPTHOCTH
(cM. pazzmen 4.5.).

BHe3amHast cep/ieqHO-cOCyINCTasi CMEPTh

Hekortopsie HaOmomaTeNbHBIE HCCIENOBAHUS IMOKa3alld MPUMEPHO JBYKPAaTHOE YBETUYEHUE
KPaTKOCPOYHOTO TIOTEHITHAIBHOTO PHCKa BHE3AITHOW CEPJICTHO-COCYANCTON CMEPTH Y B3POCIIBIX,

3




COOTBETLC T
T ‘I [} i
MOJIYYaBIINX JICYEHUE a3UTPOMHIIMHOM, TII0 uDaBHeHI/HLX -l):mqyrmwn 'aHJEI/IGaKTeD'I/IaJ'IBI]IBIMI/I

mpernapaTamu, BKJIIOYAss aMOKCUITMIUIMH. BBUIO OTMEYEHO, 4TO 3TOT MOTEHIIMATBHBIN PUCK OBbLI
BbIIIIE B TEUEHHUE MEPBBIX 5 JHEH MPUMEHEHUs a3UTPOMHULIMHA. [laHHBIE 3TUX HAOIIOAATEIbHBIX
MCCJICIOBAHUI HEJOCTATOYHBI JJIsi YCTAHOBJICHUS WM MCKJIIOYEHUS MPUYMHHO-CIIEICTBEHHOM
CBSI3HM MEX]ly BHE3aITHOI Cep/IeUHO-COCYAUCTON CMEPTHIO M IPUMEHEeHneM azutpomuninta. [lepen
HAa3HAUYCHHEM Aa3UTPOMMIIMHA MallMeHTaM, B aHAMHE3€ KOTOPBhIX €CTh YKa3aHHWE Ha PHUCK
yunrHenus uaTepBasia QT, Heooxoaumo nposeaeHue DKI.

BcnioMorarenbHbIE BELIECTBA

Janublii mpenapatr coaepkuT MeHee | MMoib (23 mr) Hatpus Ha 1 TaOJeTKy, MOKPBITYIO
TUIEHOYHOU 00O0JI0YKOM, TO €CTh IO CYTH HE COACPIKHUT HATPHSL.

4.5. B3ammopeiicTBue ¢ APYTrMMH JIeKAPDCTBEHHbIMM IpenapaTtaMud W Jpyrue BHAbI
B3aNMOJAEeHCTBUSA
KOM6I/IHaI_[I/II/I, TD66VIOH_[I/IC OPUMCHCHUSA C OCTOPOKHOCTHIO
Cosmecmuoe npumenenue ¢ 2UOPOKCUXTIOPOXUHOM U XTIOPOXUHOM
JlanHple  HAONIOJCHUN  TOKa3ald, YTO COBMECTHOE MPUMEHEHHE Aa3UTPOMHUIIMHA C
THJIPOKCUXJIOPOXHMHOM y NAlMEHTOB C PEBMATOUIHBIM apTPUTOM CBSA3aHO C IOBBIIIEHHBIM
PUCKOM pa3BUTHUSI CEPICYHO-COCYAUCTBIX COOBITUN U CEPIIEYHO-COCYAUCTON cMepTHOCTH. M3-3a
BO3MOXKHOT'O aHAJOIMYHOI'O PHUCKA MpU NPUMEHEHUM APYrMX MAaKpoJUMIOB B COYETAaHUM C
TUAPOKCUXITIOPOXHUHOM HJIU XJIOPOXHUHOM CJICAYCT TIIATCIbHO B3BCCUTh COOTHOIICHHUEC ITOJIb3bI U
pHcKa, Hpexae YeM Ha3HauaTb a3UTPOMULMH JIIOOBIM  IalMeHTaM, [PUHUMAIOLIUM
TUAPOKCUXIIOPOXHH HUJIN XJIOPOXHUH.

BnusHue apyrux JeKapcTBEHHBIX MPenapaToB Ha a3UTPOMUIIMH

Aumayuonvie npenapamsi HE BIUSIOT Ha OHMOJOCTYIHOCTh A3UTPOMMIIMHA, HO YMEHBIIAIOT
MaKCHMaJbHYI0 KOHIIEHTpaluto B KpoBu Ha 30 %, mo3Tomy npenapar cieayeT HpUHUMATh 10
KpaiiHeil Mepe 3a 1 yac 10 niM yepe3 2 yaca 1ociie mpuemMa 3THX IpenapaToB U /bl
Llemupu3un: OTHOBPEMEHHOE MPUMEHEHHE a3UTPOMHIIMHA C HEeTUpU3MHOM (20 Mr) B TeUeHHE
5 Hel y 30pOBbIX JOOPOBOJIBLIEB HE MPUBEIO K (apMaKOKUHETUYECKOMY B3aUMOJCHCTBUIO U
CyIIeCTBEHHOMY M3MeHeHHo nHTepBana QT.

Huoanosun (Ouoezoxcuunosumn): 0OTHOBPEMEHHOE NpuUMeHeHue asurpomuiaa (1200 mr/cyrt) u
munanosuHa (400 mr/cyt) y 6 BUY-uH(UUMPOBAHHBIX MAallMEHTOB HE BBISIBUIIO W3MEHEHUN
(apMaKOKMHETUYECKHUX MMOKA3aHUI TU1aHO3MHA IO CPAaBHEHHIO ¢ TPYNION iareoo.

Hucoxcun u  xoaxuyuw (cyocmpamvr P-enuxonpomeuna): OJHOBPEMEHHOE IPUMEHEHUE
MaKpOJIUIHBIX aHTUOMOTHUKOB, B TOM YHCJIEe a3UTPOMHULIMHA, ¢ cyOcTpaTamu P-rimkonporenHa,
TaKUMHU KaK IUTOKCHH W KOJIXWIWH, TPHBOJUT K TIOBBIIICHUIO KOHIIGHTPALMU CyOcTpara
P-raukomnpoTenHa B ChIBOPOTKE KpoBH. Takum oOpa3om, MpH OJHOBPEMEHHOM MPUMEHEHUU
A3UTPOMHIIMHA B cyOCTpaToB P-rmukonporenHa, TakuxX KaK TUTOKCHH M KOJIXHUIMH, HEOOXO0IMMO
YUUTBIBATh BO3MOKHOCTb TOBBIIIEHHS] KOHIIEHTPALUHU IUTOKCHHA B CBIBOPOTKE KPOBH.
3u006youn: OJHOBPEMEHHOE IpPHUMEHEHHE a3uTpoMHulMHA (oaHOpa3oBbld mpueM 1000 mMr u
MHOrokpaTtHeiii mnpuem 1200 Mr unum 600 Mr) oxa3plBaeT HE3HAUUTENIBHOE BIHUSHHE Ha
(apMaKOKUHETHKY, B TOM YHCJIE BBIBEJICHHE IMOYKAMHU 3HMIOBYAMHA WJIH €r0 TIIFOKYPOHUIHOTO
Mmetabonuta. OAHAKO NPUMEHEHHE Aa3UTPOMMIIMHA BBI3BIBAIO YBEIMYEHHE KOHIEHTPALUU
dochopnHpoBaHHOTO 3UIOBYAMHA, KIMHHYECKH AKTHBHOTO METa0ONUTa B MOHOHYKJIEapax
nepugepuyeckoit KpoBu. KiimHnueckoe 3HaueHue 3Toro (hakra HesICHO.

AsuTpoMHIIH €200 B3aUMOJECHCTBYeT ¢ H3o(depMeHTamu cucTteMbl muToxpoma P450. He
BBISBJICEHO, YTO A3UTPOMMIMH YYacTByeT B (apMaKOKMHETHYECKMX B3aUMOJCHCTBUSX,
AQHAJIOTUYHBIX SPUTPOMHUIIMHY B JJPYTUM MAKPOJIUAaM. ASUTPOMUIINH HE SBISIETCS HHTHOUTOPOM
U MHIYKTOPOM H30(epMeHTOB IiuToxpoma P450.

Ankanouosl cnopviHbu: YUUTHIBasg TEOPETHUECKYIO BO3MOKHOCTH BO3HHUKHOBEHHS 3PTrOTH3MAa,
OJTHOBPEMEHHOE IPHUMEHEHHE a3UTPOMHIIMHA C TPOU3BOAHBIMHM AIKAJIOUJIOB CIOPBIHBU
MPOTHBOIIOKA3aHO.
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A3UTPOMMIIMHA U TIPEnapaToB, METa0OIU3M KOTOPBIX MPOUCXOAUT C Y4acTHEM H30(EpMEHTOB
cuctemsl uToxpoma P450.

Amopeacmamun. OJHOBPEMEHHOE INpuUMeHeHue aropsacratuHa (10 Mr exenHeBHO) u
azutpomunirHa (500 Mr exeIHEBHO) HE BbI3bIBAIIO U3MEHEHUS KOHLEHTpAIMi aTopBacTaTHHA B
asMe KpoBu (Ha OcHOBe aHanmm3a uHruOmposanusi [I'MI-KoA-penykrasel). OpnHako B
HOCTPErMCTPALIMOHHOM IepuoJe ObUIM MOJIydyeHbl OTHAENbHbIE COOOLIEHHS O Cilydasx
paboMHOIKM3a y TAIIUEHTOB, IOIYYaroX OJHOBPEMEHHO a3UTPOMULIMH U CTaTHUHBI.
Kapbamasenun: B papMaKOKMHETUYECKUX MCCIEOBAHUAX C YUACTHEM 3/I0POBBIX JOOPOBOJIBIIEB
HE BBIABJICHO CYLIECTBEHHOTO BIIMSHHS Ha KOHICHTPAIMIO KapOamasernuHa M ero akTHBHOTO
MeTa0oJIMTa B IIa3Me KPOBHU Y MALIUEHTOB, MOIY4aBUIMX OJHOBPEMEHHO a3UTPOMUIIMH.
Lumemuoun: B hapMaKOKMHETHYECKUX MCCIICAOBAHUIX BIUSHHUS PAa30BOM 036l IMMETUANHA HA
(apMaKOKUHETHUKY a3UTPOMMIIMHA HE BBIABICHO U3MEHEHUH (apMaKOKMHETUKU a3UTPOMUIIMHA,
IIPY YCJIOBUY IPUMEHEHUS [IUMETHIMHA 3a 2 Yaca JJ0 a3UTPOMHUILIMHA.

AHmMuKoa2ynisaHmul HenpsAMo2o Oelicmeus (npou3eooHvie KymapuHna). B (papMaKOKHHETHYECKHUX
UCCIIEIOBAaHMSX a3UTPOMHUIIMH HE BIIMSI HA aHTUKOATYJISIHTHBIN 3(h(heKT 0AHOKpaTHOU 036! 15 Mr
Bap(apuHa, NPUHUMAEMOIr0 370pPOBBIMU J100poBosibLaMH. Co00IANoCh O MOTEHIUPOBAHUU
AQHTHKOATYIISTHTHOTO 3¢¢eKTa Tocie OAHOBPEMEHHOTO MPHUMEHEHHS a3UTPOMUIIMHA U
AHTUKOATyJIIHTOB HENpPsIMOro JeicTBus (Ipou3BOJHbIE KymapuHa). HecmoTps Ha TO 4TO
NPUYMHHAS CBSI3b HE YCTAHOBIICHA, CIIEAYET yYUTHIBATh HEOOXOAMMOCTH MPOBEICHHUS YaCTOTO
MOHUTOPHHra MPOTPOMOMHOBOIO BpPEMEHM NpU NPUMEHEHUH a3UTPOMUIMHA Yy NalMEHTOB,
KOTOpBIE TIOJY4YalOT IE€pOpalbHbIE AHTUKOATYJISIHTHI HENPSAMOro JeMcTBUs (IPOU3BOHBIC
KyMapuHa).

Luxnocnopun: B papMaKOKMHETUYECKOM HCCIEAOBAHUU C YHYaCTUEM 3JI0POBBIX JOOPOBOJIBLIEB,
KOTOpbIE B TeUeHHUEe 3 JTHEeH MpUHUMAIK BHYTPb a3UTpoMULMH (500 MI/cyT 0lHOKpaTHO), a 3aTeM
mukiociopu (10 Mr/kr/cytr  OmHOKpaTHO), OBIJIO BBISABICHO JOCTOBEPHOE IOBBIIICHUE
MakCUMaJbHOMH KOHLEeHTpauuu B 1aasMe KpoBH (Cmax) M IUIOIAQAM TOJ  KPUBOU
«xoHuentpanus — Bpemsi» (AUCos5) nuxinocnopuna. Crenyer coOoAaTh OCTOPOXKHOCTH IMPHU
OJTHOBPEMEHHOM IPUMEHEHMHU 3TUX IpenapartoB. B ciydae HEOOXOIMMOCTH OJHOBPEMEHHOI'O
IPUMEHEHUS JTHX I[pernaparoB HEOOXOJUMO MPOBOAUTb MOHUTOPHUHI  KOHLEHTpPALUU
LIMKJIOCIIOPHUHA B IUIa3M€ KPOBU U COOTBETCTBEHHO KOPPEKTUPOBATH J03Y.

O¢hasupens. ONHOBpEMEHHOE MNpUMeHeHHe asuTpomuuuHa (600 Mr/cyT OJHOKpAaTHO) U
s¢asupen3a (400 Mr/cyT) exxeJHEBHO B TeUeHHE 7 JHEH He BBI3BIBAIO KAKOT0-TMO0 KIMHUYECKH
3HAYUMOTr0 (PapMaKOKMHETUYECKOTO B3aUMOICHCTBUSI.

@nykonaszon: OJHOBpEMEHHOE NpuMeHeHue azuTpoMuiiuHa (1200 Mr oJJHOKpaTHO) HE MEHSJIO
dapmakokuHeTuKy Quykonazona (800 mr omHOkpatHO). OOmmIas HSKCIO3UIMS U TEPHOJ
NIOJyBBIBEICHUSI ~ a3UTPOMHUIIMHA HE H3MEHSUIMCh TP OJHOBPEMEHHOM IPUMEHEHUH
¢di1ykoHa30J1a, OJJHAKO MPHU 3TOM HaOmroAanu cHukeHue Cmax asuTpomunuHa (Ha 18 %), uto He
MMEJO KJIMHUYECKOTO 3HAYCHHUS.

Hnounasup: onHOBpEeMEHHOE NpuMeHeHHne azutpoMuiivia (1200 Mr oJHOKpaTHO) HE BBI3BIBAJIO
CTaTUCTHUYECKU JJOCTOBEPHOI'O BIUSHMS Ha apMakOKMHETUKY MHAMHaBUpa (o 800 mr 3 pa3a B
CYTKH B T€UEHHE 5 THEN).

MemunnpeOnusonon:.  a3UTPOMHMIIMH  HE  OKa3blBaeT  CYUIECTBEHHOIO  BIUSHMS  Ha
(bapMaKOKMHETHKY METHIINPEAHU30JIOHA.

Hengunasup: omnoBpeMmenHoe npumeHeHue asurpomununHa (1200 mMr) u HendunaBupa (1Mo
750 Mmr 3 pasa B [1eHb) BBHI3BIBACT IMOBBIIICHHE PAaBHOBECHBIX KOHIICHTPALMK a3UTPOMUIIMHA B
CBIBOPOTKE KpoBHU. KiIMHNYECKH 3HaYMMBIX TOOOYHBIX 3(PPEKTOB HE HAOIIOAATIOCH U KOPPEKIIHS
JI03bl Q3UTPOMHUIIMHA TIPU €r0 OJJTHOBPEMEHHOM NPUMEHEHUH C HEI(PUHABUPOM HE TpeOyeTcs.
Pugabymun. opHOBpeMEHHOE TNpPHMEHEHHE a3UTpOMHMIMHA U pupabyTHMHAa HE BIMIET Ha
KOHIEHTPALUIO KaX10T0 U3 MPEnapaToB B CBIBOPOTKE KpoBU. [Ipu 0/HOBpEMEHHOM MPHUMEHEHU U
a3uTpoMHIIMHA M pHudadyTuHa HMHOTAa HaOmojanach HeWTponeHus. HecMoTps Ha TO 4TO
HEUTPONEHHs] acCOLIMMUPOBANIaCh C MpUMEHEeHHEeM pudadyTHHa, MPUYMHHO-CIEICTBEHHAs CBS3b
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YCTaHOBJICHA.

Cundenacghun: Ipy IPUMEHEHUH Y 37I0POBBIX JOOPOBOJIBIICB HE MOJTYYSHO JJOKA3aTEIbCTB BIUSHUS
asutpomunuHa (500 mr/cyt exxenneBHo B TeueHue 3 aueid) Ha AUC u Cmax cuiieHadmIa WM ero
OCHOBHOTO IIUPKYJIUPYIOIIEr0 METa00IHTA.

Tepghenaoun: B (HapMaKOKMHETHYECKHX HCCICAOBAHUSAX HE OBUIO IMOJYYCHO OKA3aTeIbhCTB
B3aUMOJICHCTBHS MEXTy a3UTPOMHUIIMHOM U TepdeHaarnaoM. CooOIIanock 0 eIMHUYHBIX CITydasX,
KOT/Ia BO3MOYKHOCTh TaKOTO B3aWMOJICUCTBHS HEJb3s1 ObUIO MCKIIIOYHMTH MOJHOCTBIO, OJHAKO HE
OBUIO HH OJTHOT'O KOHKPETHOT'O JIOKa3aTeNIbCTBA, YTO TAKOE B3aUMOJICHCTBUE HMEJIO MECTO.

brino YCTAHOBJICHO, 4YTO OJHOBPCMCHHOC INPHUMCHCHUC Tep(beHa,III/IHa U MakKpoOJIMIO0B MOXKCT
BBI3BaTh apPUTMUIO M yIUTHHEHUE nHTepBana QT.

Teogunnun: He BBISIBICHO B3aMMOJICHCTBIE MEKIY a3UTPOMUIIMTHOM U TEO(QUILTHHOM.
Tpuazonam/mudazonam: 3HAYUTEILHBIX W3MEHEHHU (PapMaKOKMHETUYECKUX IOKa3aresed Mpu
OJTHOBPEMCHHOM IPUMCHEHUHM a3UTPOMHUIMHA C TPUA30JaMOM WJIM MHJA30J1aMOM B
TEpaneBTHYECKUX J[03aX HE BBIBJICHO.

Tpumemonpum/cynvgpamemorcason: OJTHOBPEMECHHOE PUMCHEHHE
TPUMETOIIPUMA/CyIb(PaMeTOKca301a ¢ A3UTPOMUIIMHOM HE BBISIBHIIO CYIIECTBEHHOTO BIIMSIHUS HA
Crmax, OOIIYO 3KCIIO3HMIIUIO WM SKCKPEIHIO MOYKaMU TPUMETOIIPUMA WK CYJib(aMeTOKCca3oJa.
KoHIleHTpanuy a3uTpOMUIIMHA B CHIBOPOTKE KPOBU COOTBETCTBOBAIM BBISBIIIEMBIM B JIPYTHX
UCCIIC/IOBAHHUSX.

4.6. DepTUIBHOCTD, 0EPEMEHHOCTD U JAKTALHSA
bepeMeHHOCTH
[Ipu OGepeMEeHHOCTH MPUMEHSIIOT TOJIBKO B Cllydae, €CJIM IpeArnojiaraemMasi mojb3a JUisi MaTepu
MPEBBIIIAET MOTCHIMAIBHBIA PUCK JJIS TUI0JIA.

JlakTauus
B nepuon rpyaHoro BckapMiMBaHus IPUMEHSIOT TOJIBKO B CIIy4ae, €CJIM MperioaaracMas rmojib3a

JUIS MaTepy MPEBbILACT NOTEHIMAIbHBIN puck /Uit peOenka. I[Ipu HeoOXoaAMMOCTH TPUMEHEHHUS
mpenapara B IEpUOJ TPYJHOTO BCKapMIIMBAHUS PEKOMEHAYETCS IPUOCTAHOBUTH TPYIHOE
BCKapMJIMBaHUE.

4.7. BiusiHue HA CNIOCOOHOCTH YNPABJATH TPAHCIIOPTHBIMH CPEACTBAMHM M padoTaTh C
MeXaHM3MaMH
[Tpu pa3BuTHM HeXenaTenbHBIX PPEKTOB CO CTOPOHBI HEPBHOM CHCTEMBI U OpraHa 3peHUs
cienyer coOJoJaTh OCTOPOKHOCTh NMPU BBINOJHEHUU ACUCTBUN, TpeOYyIOIIMX MOBBIIIEHHON
KOHIIEHTPALlMX BHUMAHUS U OBICTPOTHI ICUXOMOTOPHBIX PEAKLIUH.

4.8. HexkenarejibHbIE peakKUUU
Pesrome HexenaTeabHbIX PeaKIui
Yactota noOouHbIX 3((}eKToB KiIacCUPpUUUpPOBAaHA B COOTBETCTBUM C PEKOMEHIAlMSIMU
BcemupHoit opranusaiun 3apaBooxpaHeHus: oueHb yacto (> 1/10), wacro (> 1/100, no < 1/10),
Heyacto (>1/1000, Ho < 1/100), peaxo (>1/10000, no < 1/1000), ouenp peaxo (< 1/10000),
YacTOTa HEeM3BEeCTHA (Ha OCHOBAaHMH UMEIOIINXCS IAHHBIX OICHUTh HEBO3MOXKHO).
Hugpexyuu u uneazuu: HEYACTO — KaHIUA03, B TOM YUCIE CIM3UCTON OOOJOYKH MOJOCTH PTa,
BarMHaJbHAss MH(EKIus, MHEBMOHMs, TpuOKoBass uHGeKkuus, OakTepualbHas HHPEKIu,
(apuHTUT, TaCTPOIHTEPUT, pECIHUpaATOpHbIe 3a00J€BaHMs, PHHMUT; YacTOTa HEU3BECTHA —
MCEeBAOMEMOPAHO3HBIN KOJUT (cM. paszzen 4.4.).
Hapywenua co cmoponvi Kposu u aumgamuyeckoli cucmemvl: HEYACTO — JIEUKONECHHUS,
HEUTPOIIEHN S, S03MHO(IITUS; OYCHb PEIKO — TPOMOOITUTONICHHS, TEMOJIUTHYECKAsT aHEMHSL.
Hapywenus co cmoponst uMMyHHOU cucmeMbl. HEYaCTO — AHTHOHEBPOTHUECKUI OTEK, peaKLus
TUTIEPYYBCTBUTEIILHOCTH; YaCTOTa HEM3BECTHA — aHAa(MIIaKTHIeCKas peakius (cM. pazzaen 4.4.).
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Hapywenus memabonruzma u numanus’. He4acTd — anopeﬂ:mr:

Hapywenua co cmoponvl HepeHOU cucmemvl. YACTO — TOJOBHas O00Jib, HEYacTo —
TOJIOBOKPYKEHHE, HapyLICHHE BKYCOBBIX OIIYIICHUMN, MMapecTe3uH, COHJIUBOCTb, OECCOHHMIIA,
HEPBO3HOCTh; PEIKO — AXHUTALMs; 4acTOTa HEU3BECTHA — TMIIECTE3Ms, TPEBOra, arpeccus,
00OMOpOK, CYyIOpOTH, IICUXOMOTOpPHAas T'HIIEPAKTUBHOCTb, IOTEpS OOOHSHUS, H3BpallleHUE
0OOHSHUS, TOTEPS] BKYCOBBIX OIIYIICHHUH, MHACTEHHSI, Ope/1, TaJUTIOLUHALINY.

Hapywenus co cmoponvl opeana 3penus. HEYaCTO — HapYyLICHUE 3PEHUS.

Hapywenus co cmoponwl opeana ciyxa u 1adbupunma: HEYacTo — PacCTPOMCTBO CIIyXa, BEPTHUTO;
4acTOTa HEM3BECTHA — HapYILIEHUE CIIyXa, B TOM YHCIIE TIyX0Ta W/WJIH IIyM B YIIax.

Hapywenusa co cmoponwl cepoya: HEYaCTO — OUIYIIEHUE CepalieOneH s, YacTOTa HEM3BECTHA —
yBenuueHue uHTepBaia QT Ha anexkTpokapAuorpaMMe, apuTMHUS TUTIA ITHPYIT», KEIyT0UYKOBas
Taxukapaus (cM. pazzaen 4.4.), BHe3anHasi CepeYHO-COCYAUCTAst CMEPTh.

Hapywenus co cmoponsl cocy0og: HEUaCTo — «IIPUJIMBBD) KPOBU K JIUILY; 4aCTOTa HEM3BECTHA —
IOHM)KEHUE apTEPUATILHOTO JABJICHMUS.

Hapywenus co cmoponsl OvixamenvHol cucmemvl, 0peaHo8 2pyOHOU KIemKU U Cpe0OCmeHUs.
HEYacTO — OJIbIIIIKA, HOCOBOE KPOBOTEUEHHUE.

Kenyoouno-kuuieunvie HapyuwieHus: O4€Hb YAaCTO — JIMApes; 4acTo — TOIIHOTAa, pBOTa, 0OJb B
JKUBOTE; HEYACTO — METEOPU3M, TUCIEIICHS], 3aI10p, FaCTPUT, JUC(arus, B3yTue )KUBOTa, CyXOCTh
CIIM3UCTOM OOOJOYKH TOJNIOCTH PTa, OTPBIKKA, S3BBI CIU3UCTOW OOOJOUKH IMOJIOCTH PTa,
MOBBILICHUE CEKPELIUU CIIIOHHBIX XKEJIe3; 0UEHb PEIKO — U3MEHEHUE 1IBETA S3bIKa, TAHKPEATHUT.
Hapywenus co cmopousl neuenu u dcenuegpl@o0Aujux nymelii. HEYaCTO — TEMATHUT; PEIKO —
HapymeHne (pyHKIUU MEeUeHH, XOJECTaTUIeCKas KENTyXa;,; YacTOTa HEM3BECTHA — IEYCHOYHAs
HEJOCTAaTOYHOCTH (B PEAKUX CIyYasX — € JIeTaIbHbIM UCXOAO0M, B OCHOBHOM Ha (pOHE HapyIIeHUs
(GYHKIMU TI€YEHW TSDKENOM CTENeHW); HEKpOo3 Te4YeHH, (YIbMHUHAHTHBIA TemaTuT (CM.
paznen 4.4.).

Hapywenus co cmoponvl Kodcu u noOKOJNCHbIX MKAHel: HEYacTO — KOXHasl Chlllb, 3YI,
KpanuBHUIA, AEPMATHUT, CYXOCTh KOXH, MOTIMUBOCTD; PEIKO — peakius (poToceHCHOmIn3annu,
OCTpBIN TEHEpPaTU30BaHHBIM SK3aHTeMaTo3HbId mycTyne3 (OI'DIl); uwacrota HeusBecTHa —
cugapom CrtueHca — JDKOHCOHA, TOKCHUYECKHH SMHUIEPMATbHBIM HEKPOIH3, MYyIbTU(OPMHAs
JpUTEMa, JIEKapCTBEHHAsl CHIb C 03MHO(HMIMEH W cucTeMHbMU mpossieHusMu (DRESS-
CUHJIPOM).

Hapywenus co cmopoHvl Mbluieunol, CKelemHolu U cOoeOUHUmMenbHolu MKAHU. HEe4acTo —
0CTE0apTPUT, MUAITHS, O0JIb B CIIMHE, 0OJIb B 1Ie€; YaCTOTa HEM3BECTHA — apTPAJITHUs.
Hapywenus co cmoponsl nouex u mMouegbleo0sujux nymeti: HE4acCTo — TU3ypus, 00Jib B 00JacTu
MOYEK; YaCTOTa HEM3BECTHA — MHTEPCTUIIMATIBHBIN He(PUT, OCTpasi HoYeyHast HEAOCTATOUHOCTb.
Hapywenuss co cmoponvl penpoOykmusHOU cucmemvl U MOJOYHBIX Jcene3. HEeYacTo —
METpOpparuu, HapymeHue QyHKIUU STHYEK.

Obwue napywienus u peakyuu 6 mecme 66e0eHuUs. HEYacCTO — OTEK, aCTEeHUs, HEeJIOMOTaHUE,
OLIYIIEHHE YCTAIOCTH, OTEK JIuIa, 00JIb B IPy/IH, JUXO0pajaKa, nepupepudeckre OTeKH.
Jlabopamopnvie u uncmpymenmanbHvle OaHHble. 4acTO — CHUKEHHE KOJMYECTBA JIUM(QOIINTOB,
MOBBIIIIEHUE KOJWYECTBA 303MHO(DUIOB, IOBBIIIEHWE KOJMYECTBa 0a30()UIIOB, TOBBILICHUE
KOJIMYECTBA MOHOIIMTOB, IOBBIIIEHWE KOJIWYECTBA HEUTPO(UIIOB, CHUKEHHE KOHLEHTpPALUU
O6ukapOOHATOB B asme KpOBY; HEYacTo — HOBBIILICHHUE aKTUBHOCTH
acapraTaMUHOTpaHcepasbl,  aJlaHMHAMUHOTpaHc(epas3bl,  IOBBIINIEHWE  KOHLEHTpPalUu
OunupyOMHa B IUIa3M€ KpOBH, IOBBIIIEHWE KOHLEHTpPAIMM MOYEBHHBI B IUIa3Me KpPOBH,
MOBBILIICHHE KOHIEHTPAllMU KpeaTWHUWHA B IJla3M€ KPOBU, M3MEHEHHE COJIEp)KaHUs Kajus B
IUIa3Me KPOBH, TMOBBIIIEHHE aKTMBHOCTH IIEJIOYHON (ocdaTa3pl B MIa3Me KPOBH, MOBBHIIICHUE
COJIep’KaHusl XJOPHAOB B TIUIa3M€ KPOBH, IOBBIIIEHWE KOHLEHTPALMU TJIIOKO3bl B KpOBH,
yBEJIMYEHUE KOJIMYECTBA TPOMOOIIMTOB, CHMKEHHE I'€MaTOKPUTA, TMOBBIIICHHE KOHLEHTPAIUU
O6uKapOOHATOB B IJIa3Me KPOBU, U3MEHEHHUE COepKaHUs HATPHS B IJIa3Me KPOBHU.
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BaxxHo cooOmare 0 TOM03PEBAEMBIX HEXKENATENbHBIX PEAKIUSAX IOCIIe PETUCTpPAIlluU
JIEKapCTBEHHOT'0 Mperapara ¢ 1eblo0 00ecrnedeHrs HenPephIBHOIO MOHUTOPUHTA COOTHOILICHUS
«I0NTh3a — PUCK» JICKAPCTBEHHOT'O IMpemapata. METUIMHCKAM pPaOOTHUKAM pPEKOMEHIYeTCs
coo0IaTe O JIIOOBIX MOJI03PEBACMbIX HEXKENATEIbHBIX PEaKIUAX JEKapCTBEHHOTO Ipemnapara
Yyepe3 HALlMOHAJIBHBIE CUCTEMBI COOOILEHHUS O HEXEJIATeNIbHbIX PEAKIMIX FOCYyAapCTB — YICHOB
EBpa3uiickoro 3KOHOMHYECKOI0 CO03a.

Poccuiickas ®eoepayus

DdenepanbHas ciyx0a 1o Haa30py B cepe 3apaBooxpaneHus (Poc3apaBuaazop)

Anpec: 109012, r. MockBa, CnaBsHCKas TUIOIIA b, 1. 4, cTp. 1

Tenedon: +7 800 550 99 03

OnekTponHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B nHGOPMAIIMOHHO-TEJICKOMMYHHKAIIMOHHOM ceTn «MHTepHeT»:
https://www.roszdravnadzor.gov.ru

4.9. llepeno3npoBka
CumMnromsl
Bpemennas nmoreps ciryxa, TOITHOTA, PBOTA, TUapesl.

Jleuenue
CUMOTOMATHUYECKOE.

5. ®APMAKOJIOTHYECKHE CBOMCTBA

5.1. ®apmakoaMHAMHYeCKHe CBOIiCTBA
dapmakoTepanieBTHUECKasi TIpyMna: aHTHUOAKTEpUalbHbIE CpPEACTBA CHUCTEMHOIO JEHCTBHUSA;
MaKpOJIUAbl, INHKO3AMHUHBI U CTPENITOIPAMUHBL; MAKPOJIU/IBI.

Kon ATX: JO1FA10.

MexaHu3M aeiicTBus U (hapMaKoaMHaMU4YeCcKhe 3P EKThI
ABUTPOMHIIMH — OAaKTEPUOCTATUYECKUN aHTUOMOTHUK IIUPOKOTO CIEKTpa JEUCTBUS M3 TPYIIIIHI
MaKpOJIUAOB-a3anua0B. O0nagaeT MMPOKUM CIHEKTPOM aHTUMHUKPOOHOTO JAeicTBUS. MexaHu3M
JIEMCTBUSI a3UTPOMUIIMHA CBSI3aH C TIO/IaBJICHUEM CHHTE3a Oeka MUKPOOHO# KieTKU. CBA3BIBAsICh
¢ 50S-cyOobenunuiieit puOOCOMBI, yrHETaeT MENTUATPAHCIOKAa3y Ha CTaJud TPAHCISIUH U
MOIABJISIET CHHTE3 OeJIKa, 3aMeIsIsl POCT U pa3MHOKEeHHE OakTepuii. B BRICOKMX KOHIIEHTPAIUAX
OKa3bIBaeT OAKTEPHUIINIHOE ICHCTBUE.
O06namaer aKTUBHOCTHIO B OTHOIICHUH psZla TPAMIIOJIOKHUTEIBHBIX, TPaAaMOTPUIIATEIbHBIX,
aHa’pOOHBIX, BHYTPUKIETOYHBIX U IPYTUX MUKPOOPTAaHU3MOB.
Mukpoopranu3mMbl MOTYT U3HAYAJIBHO OBITh YCTOWMUMBBIMU K IEUCTBUIO aHTUOMOTHKA UJIH MOTYT
nproOpeTaTh YCTOMYUBOCTh K HEMY.

IIkana 4yBCTBUTEJIbHOCTH MUKPOOPTaHU3MOB K a3UTPOMMULMHY

(MuHMMaJbHAas HHTHOUpYOmas KoHueHTpauus (MUK), mr/an)

MuKpoopraHu3Mbl MUK, mr/a
YyBcTBUTEIBHBIE Ycroiyusble
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 <05 > 0,5
Neisseria gonorrhoeae <0,25 > 0,5
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['pammoniokutenbHbie  adpoObl:  Staphylococcus aureus  (METHHMIUTUH-YYBCTBUTEIBHBIN),
Streptococcus pneumoniae (MeHUIUILTHH-9yBCTBUTEIbHBIN), Streptococcus pyogenes.
I'pamorpunarenshbie a3poosr: Haemophilus influenzae, Haemophilus parainfluenzae, Legionella
pneumophila, Moraxella catarrhalis, Pasteurella multocida, Neisseria gonorrhoea.

Amnaspoosr: Clostridium perfringens, Fusobacterium spp., Prevotella spp., Porphyriomonas spp.
Jpyrue mukpooprarausmel: Chlamydia trachomatis, Chlamydia pneumoniae, Chlamydia psittaci,
Mycoplasma pneumoniae, Mycoplasma hominis, Borrelia burgdorferi.

Muxpoopeanuzmbvi, cnocobHbIE PA36UMb YCIMOUYUBOCTL K A3UMPOMUYUHY

['paMnionoxxuTenbHbIe a3po0Obl: Streptococcus pneumoniae (eHUIHIUTUH-YCTOWYHBBIN ).
H3nauanvno ycmotiuusvle MUKPOOP2SAHUZMbL

I'pamnonoxuTenbHbie adpo0sl: Enterococcus faecalis, Staphylococci (MeTunminH-ycTOMYMBBIC
CTaDUIIOKOKKM C OYEHb BBICOKOM YacTOTOW 00Jalar0T NMPUOOPETEHHOH YCTOMYMBOCTBIO K
MaKpOJIUAaM).

['pamrionoxxurenbHble OaKTEPHH, YCTOMUHBBIC K SPUTPOMHUIIMHY.

Amnaspo0Osr: Bacteroides fragilis.

5.2. apmaKkoKHHETHYeCKHUEe CBOHCTBA

AOGcopbuus

[Tocne mpuemMa BHYTPh a3UTPOMHUIIMH XOPOILIO BCACHIBACTCS W OBICTPO pacrpenensercs B
opranmu3me. [locie ogHokparnoro mpuema 500 mr GuonoctynHocth — 37 % (3¢ dekT «mepBoro
MIPOXOXKACHUS» ), MAKCUMalbHas KoHIeHTparus (0,4 Mr/ir) B KpOoBH co3aaeTcs yepe3 2—3 vaca.

Pacnpenenenue

Kaxymuiicas o06bem pacnpepenenuss — 31,1 1/kr, cBsa3biBaHue ¢ Oenkamu 0OpaTHO
MPOMOPIIMOHAILHO KOHIICHTpAIUU B KpoBH U coctaBisieT 7-50 %. [Ipornkaer yepe3 MmeMOpaHbI
KIeTok (dddexTuBeH mNpu WHEGEKUMSIX, BBI3BAHHBIX BHYTPUKICTOYHBIMU BO30YIUTEISIMH).
Tpancrioptupyercst ¢darouuraMd K MecTy WHQEKIUH, TIIe BBICBOOOXKIACTCS B MPHUCYTCTBUHU
OakTepuii. JIerko mpoxoauT rucToreMaTuyeckue 6apbepsl U MocTymnaer B Tkanu. KoHneHTpanus
B TKaHX ¥ KJeTkax B 10—50 pa3 BbIlie, ueM B TU1a3me, a B odare nHpexnuu — Ha 24—34 % OombIie,
YeM B 3/I0POBBIX TKAHSX.

OIUMUHALUA
ABUTPOMHIIMH BBIBOJUTCS B OCHOBHOM B Hem3MeHeHHOM Buje — 50 % kumiedynukom, 6 %

noykaMu. B medeHn nemeTwiupyeTcs, Tepsisi aKTUBHOCTb. Y a3UTPOMHUILIMHA OYEHb JJIMHHBINA
nepuoy, monyBeiBeAcHUsT — 35-50 wacoB. Ilepwon monyBBIBEIEHUS W3 TKaHEW 3HAYUTEIHHO
Oonpire. TepameBTudeckass KOHIEHTpAIUsl a3UTPOMHUIIMHA COXpaHsAeTcs 10 5—7 AHeH mocie
npreMa nocJIeIHeN J03bl.

6. ®APMAIIEBTUYECKHUE CBOMCTBA
6.1. IlepeyeHb BCIOMOTraTeIbHbIX BelleCTB
Kpaxman npexeraTHHu3upOBaHHBIH
Kanpius docdar qBy3amenieHHbIH
Kpockapmennosza Hatpust
Harpus naypuncynbdar
Maruus creapat

CoctaB 000710UKH:

Omnanpaii II po3oBerit 85F34355 (monuBuHMIOBKIA criupT, TutaHa nuokcun (E 171), makporodn,
TaJlbK, KpacuTesb KpacHbIi ogapoBaTenbHblil (E 129), kpacutens xunonuHoBbIN sxenThii (E 104),
unaurokapmud (E 132)).



6.2. HecoBMecTUMOCTH
He npumenumo.

6.3. Cpok roaHocTH (CpOK XpaHeHHs])
3 rona.

6.4. Oco0ble Mepbl NPeI0CTOPOKHOCTH NPH XPAHEHUH
B 3amuiieHHOM 0T cBeTa MecTe Mpu Temiieparype He Boiie 25 °C.

6.5. XapakTep ¥ cojep:KaHue MEPBUYHOH YIIAKOBKH
[To 3 TabieTku B KOHTYPHOH SYEHKOBOM yIaKOBKE U3 IUIEHKU MOJMBUHIIXIOPUIHONW U (HOJIBIH
AITFOMUHHUEBOM.
ITo 1 KOHTYpHOM SUEHKOBOM YIAaKOBKE BMECTE C JIMCTKOM-BKJIAJbIIIEM [TOMEIIAIOT B MMAYKy U3
KapTOHA.

6.6. OcoOble Mepbl TPEIOCTOPO:KHOCTH MNPH YHUYTOKEHHH HMCIOJIb30BAHHOTO
JIEKAPCTBEHHOT0 TNpemnapara WJIH OTXO0J0B, MOJYYEHHBIX TMOCJe TPUMEHEHHs
JIEKapCTBEHHOT'0 NMpenapara, u Jpyrue MaHUIMYJISIIUH C IPenapaToM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

Poccuiickas ®@eoepayus

AO «Padapmar»

399540, Jluneukas 061., TepOyHckuit paiion, c¢. TepOynsl, yi. Jlopoxnas, 1. 6A
T./d.: +7 (47474) 2-16-72

OnekrponHas modra: rafarma@rafarma.ru

7.1. IlpeacraBuTe/Ib AepKaTeJisi periCTPALMOHHOIO YI0CTOBEPEHHUS
[IpereH3uu noTpeduTeNeH HANPaBAATh 110 a/IPECy:
Poccuiickas ®edepayus
AO «Padapmar
399540, JIunenkas 0611., TepOyHckuii paiion, c¢. TepOynsl, yi. lopoxHas, a. 6A
T./b.: +7 (47474) 2-16-72
OnektponHas modra: pharmacovigilance@sotex.ru

8. HOMEP PETMCTPAIIMOHHOTI'O YJIOCTOBEPEHUSI
JITI-Ne(001947)-(PT-RU)

9. JIATA MEPBUYHOM PETUCTPAIIMU (TOATBEPKJIEHWS PETUCTPALINN,
INEPEPETUCTPAIIN)

Hata nepBoii peructpanun: 14 mapta 2023 rona.

10. JATA NEPECMOTPA TEKCTA

OOmasi  XapakTepuCTHKa JIEKapCTBEHHOrO  Tmpemapara  A3HTPOMHIMH — JIOCTyIHa  Ha
uH(GOpMAIIMOHHOM TopTane EBpa3suilckoro 3KOHOMHYECKOTO coro3a B HH()OPMAIMOHHO-
KOMMYHUKaIMOHHOM cetn «HTepHeT» http://eec.eaeunion.org/
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