COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 20.06.2025 N= 15338

(MOCNEQOBATENEHOCTE 0003)

OBIIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHUE JJEKAPCTBEHHOI'O IIPEITAPATA
Asutpokc, 500 Mr, Karcymsl.

2. KAYECTBEHHbBI 1 KOJIMYECTBEHHBIN COCTAB

JlelicTBy1OIIIE€€ BEIIECTBO — A3UTPOMMIIHH.

Kaxnas kancyna cogepxut 500 Mr asutpomunuHa (B BUAE JUTHApPATA).

BcnomoratenbHbIE BEIeCTBa, HATHYNE KOTOPBIX HA/I0 YUYUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npenapara: MaHHUTOJ (MaHHUT) E421 (cm. pa3nen 4.4).

[TonHbIl epeyeHb BCIOMOTATEIbHBIX BEILIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Kancynsi.

Kancynsl TBepable xenaTtuHoBble Ne0O, xopmyc Oenoro mpera, KpbllledyKa eJIToro IBeTa.
CopnepxuMoe Karcyi — MopoIIoK 0e10ro Ui 0enoro ¢ KeaToBaThIM OTTEHKOM I[BETA.

4. KIMHUYECKHUE JAHHBIE

4.1. lloka3aHusl K IPUMEHEHHUIO

[Ipenapat A3UTpOKC MOKa3aH K MPUMEHEHUIO y B3POCIbIX U AeTel oT 12 neT ¢ maccoit Tena

cBbIlIe 45 KI JUIsl JIeYeHUs] UH(EKLMOHHO-BOCIIAJIUTEIbHBIX 3a00JI€BaHUM, BHI3BAHHBIX YYyB-

CTBHUTEJIbHBIMH K a3UTPOMUIIMHY MUKPOOPTraHU3MaMU:

*  uHpEeKIUM BEpXHUX JAbIXaTenabHbIX MyTed u JIOP-opraHoB (¢apuHIUT/TOH3UIUIUT, CUHY-
CUT, CPETHUN OTHUT);

*  UHQEKIUM HWKHUX JIbIXaTelIbHBIX IyTEeH: OCTPBIH OPOHXUT, 000CTPEHHUE XPOHUYECKOTO
OpOHXWTa, THEBMOHHS, B T.4. BEI3BAaHHBIC ATUITMYHBIMU BO30YIUTEIISIMH;

*  WHQEKIUH KoK M MITKAX TKaHEeH (aKHe BYJIbrapuc CpeIHEH CTETeHHU TSHKECTH, POXKa,
UMIIETUTO, BTOPUIHO HH()UITUPOBAHHEIE JIepMaTO3bl);

* HavajbHas cragus Ooje3nu Jlaiima (Ooppenno3) - murpupyromias sputema (erythema
migrans);

* wuH}pEKIUH MOUenoNoBeIX myrteil, Bhi3BanHble Chlamydia trachomatis (yperpur, tepsu-
IIUT).

4.2. PesxuM 103MPOBaHNSI U CTIOCO0 MPUMEHEHUsI
PexuMm no3upoBanus

Bspocnvie
Ipu unchexyusax sepxuux u HudCcHUx Ovixamenvhvix nymeu, JIOP-op2anos, Kodcu U MASKUX

mKaneu
500 mr (1 xancyna) 1 pa3 B cyTku B TeueHue 3-X qHel (KypcoBas qo3a 1,5 1).
Tpu nauanvrou cmaouu bonesnu Jlavima (boppenuosa) — mucpupyiowen spumeme_(erythema

migrans)

1 pa3 B cyTku B Teuenue 5 queil: 1-it neH» oqHoBpeMeHHO — 1,0 1 (2 Kancymsl), 3aTeM co 2-To

1o 5-w1ii 1eHp exxeaaeBHO — o 500 mr (1 karcyna) (kypcoas go3a — 3,0 T).
IIpu axne gynveapuc cpednel cmeneHu msaxicecmu
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YETBEPTOro MO CEIbMOU JIeHb, C BOCBMOro AHS JjedeHus nmpuHumaiotr nmo 500 mr 1 pa3 B
HEJIeINIo, B TeueHue 9 Heensb (KypcoBas go3a — 6 T).
Ilpu unghexyusx mouenonosvix nymet, evizeannvix Chlamydia trachomatis (ypempum,

1465261/!1_41/!1112

HeocnoxueHHbIl ypeTpuT/1iepBUIIUT — 1 T (2 Karcybl) OTHOKPATHO.

Oco0ble rpynibl NalkeHTOB

Tlayuenmul nodxcunozo 6o3pacma:.

Koppekuust 1o3b1 He Tpebyercs. [10CKOJIBKY MOXKWIBIE JIIOAU YK€ MOTYT UMETh TEKYILUE
IPOAPUTMOTCHHBIE COCTOSHUS, CIEAYET COONI0IaTh OCTOPOKHOCTD MPH MPUMEHEHHUH Tpena-
pata A3HUTPOKC, B CBSI3M C BBICOKMM PHUCKOM pPa3BUTHUS CEPACUYHBIX ApPUTMUI, B TOM 4YHCIIE

APUTMUHU TUTIA KITUPYITH.
Tayuenmoi ¢ Hapywenuem yHKyuu novex

VY manueHToB ¢ co CKOPOCThI0 KiyOoukoBoi ¢uibrpamuun (CK®) 10-80 mia/MuH KOppeKIus
JI03bI HE TpeOyeTcH.

THayuenmoi ¢ HapyweHuem QyHKyuu neveHu

[Tpu mprMeHEHUY y MAIIMEHTOB C HAPYIICHHEM (YHKIIMH TICUYCHU JICTKON U CPeTHEH CTeIeHU
TSDKECTH KOPPEKIIHS 1036l HEe TpeOyeTcsl.

CTH
VY nereit oT 12 1€eT ¢ Maccoi Tena CBhIIIE 45 KT peKUM JO3UPOBAHUS COBITAJIACT C PEKUMOM
JIO3UPOBAHUS y B3POCIIBIX MMAIMEHTOB.

[Ipemapat A3UTpPOKC HE CiieqyeT Ha3HayaTh (MPUMEHSTH) y JeTeil B Bo3pacte a0 12 jer ¢
Maccol Tesna MeHee 45 KT B CBSI3U C HEBO3MOXKHOCTBIO 00€CTIEYUTh PEXKUM JO3UPOBAHUS.

Crnoco0 npuMeHeHus
Buytps, 1 pa3 B cyTku, 1o KpaifHeil Mepe, 3a 1 yac 10 win yepes 2 yaca 1ocie efpl.

4.3. IIpoTuBONOKA3aHNS

* TUIEPYYBCTBUTEJIBHOCTh K A3UTPOMHULUHY, SPUTPOMHILMHY, IPYrMM MaKpOJIUAAM WU
KETOJIM/1aM, WIH K JIFOOOMY M3 BCIIOMOIaTeNbHBIX BEIIECTB, MEPEUUCIEHHBIX B pa3jele
6.1,;

*  TsDKenas e4eHouyHasi HeJocTaToyHocTh (kinace C no knaccudukanuu Yaina-I1s0);

*  OJHOBpPEMEHHBI MPHEM C 3PrOTaMUHOM M JUTHAPOIPTOTaMUHOM (CM. paszzaensl 4.4. u
4.5.).

4.4. OcoOble ykazaHMsl U1 MepPbl NPeI0CTOPOKHOCTH NPH NPUMEHEeHUH

C OCTOPOXXHOCTBIO NMPHUMEHSATh MPU: MHUACTEHHUHU; HAPYIIEHUH (YHKLIUU MEUYEHHU JIETKOW U
CpelHel CTeNneHH TSHKECTH; TePMUHAIbHOM moyeyHod HemoctaToyHocTH ¢ CK®D (ckopocth
KIIy0O4uKoBOH (uibTpanmn) MmeHee 10 MiI/MUH; y TAIIMEHTOB C HAJIMYUEM MTPOAPUTMOTEHHBIX
(bakTOpoB (0COOEHHO Yy MOXHJIBIX MAIMEHTOB): C BPOXKJIECHHBIM HJIM MPUOOPETEHHBIM YIUIH-
HeHueM uHTepBana QT; y manueHToB, MOTyYAIOUIMX TEpanuio aHTHAPUTMUYECKHMHU Mperna-
paramu kiaccoB IA (xunuauH, npoxkauHamun), I (noderunua, amuonapoH u cotanosn), u-
3anpuaoM, TeppeHaTuHOM, AHTUIICUXOTUYECKUMH IIpenapaTaMu (MMMMO3U[1), aHTHU IeIIPeCcCaH-
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SIMH BOJTHO-DJICKTPOJIUTHOTO OajaHca, 0COOCHHO B Cy4ae TMIIOKAIMEMHUH WM THIIOMarHue-
MUH, C KIMHUYECKH 3HAYMMOM OpajuKapanei, apuTMHEH WM TSHKENIOW CepAeYHON HeaoCcTa-
TOYHOCTBIO; OJHOBPEMEHHOM IPUMEHEHNUHU AUTOKCHUHA, Bap(papuHa, IIUKIOCTIOPHUHA.

Tak ke, Kak Ipu TPUMEHEHUU SPUTPOMHIIMHA U APYTUX MAKPOJIHUIOB, COOOIIATIOCH O PEAKHX
CIIy4asiX CephEe3HbIX AJUIEPrMUECKUX pPeakiuii, BKI0Yasi aHrTMOHEBPOTUYECKUI OTeK U aHa(u-
JIAKCHUIO (B PEIKUX CIIyYasiX C JIeTadbHBbIM HCXOJIOM), KOKHBIX PEaKIui, BKIIOYasi OCTPHIN Te-
HEpaJIM30BAaHHBIN 3K3aHTEMAaTO3HbIN MycTyIe3, CuHIpoM CTtuBeHca-/[>KOHCOHA, TOKCUYECKUI
SNUACpMaIbHBIA HEKPOIU3 (B PEIKHUX CIy4asX C JETaJbHbIM HCXOJOM), JIEKapCTBEHHYIO
CBIIIb C 203uMHOGMIMEN U cucteMHbIMU TposiBieHussiMu (DRESS-cunnpom). Hexoropeie u3
TaKUX PEaKIUi, Pa3BUBIIUXCS MPU MPUMEHCHUH a3UTPOMUIIMHA, IPHOOPETAH PEIUIUBUPY-
IolIee TeUCHHE U TPEOOBAIN MPOIOJKUTEIBHOTO JICUEHHs ¥ HaOIr01eHUSI.

[Tpu pa3BUTUM AJUIEPTMUYECKOM pEaKLUM IpernapaT CiIeAyeT OTMEHMTb M HadaTb COOTBET-
cTBymOIIEe JeueHue. Cienyetr UMeTh B BUJTY, YTO MOCIIE OTMEHbI CUMIITOMAaTHYECKON Tepanuu
BO3MO>XHO BO300HOBJIEHHE CUMITOMOB QJIJIEPTUUYECKON PEAKIIHH.

B cnyuae mponycka mpuema OJHOM 103bI Mpernapara MpoNyIIeHHYIO 03y CIeayeT MPUHATh
KaK MOXHO paHbllle, a MOCIEAYIOIIUE - ¢ IepephiBaMu B 24 yaca.

[Tpenapat A3UTpPOKC clieAyeT NpUHUMATh, 10 KpaliHel Mepe, 3a OMH Yac J0 WK Yepe3 JBa
yaca ocJie IprueMa aHTalUAHbIX [TPenapaToB.

[Ipenapat A3HMTpPOKC ClE€AyeT HPUMEHSATHh C OCTOPOKHOCTHIO MAalMEHTaM C HapyLICHUSIMHU
(YHKIMY TIEYSHH JIETKOM M CPEIHEH CTEeNEeHH TSHKECTH HM3-3a BO3MOXKHOCTH Pa3BUTHUS (YIb-
MUHAHTHOTO TeMaTuTa U MeYeHOYHOU HEAOCTATOYHOCTH TsDKENOW cTeneHu (cM. pasnen 4.3).
[Tpy HANMUYMKM CUMOTOMOB HapylleHHs] (YHKIUU MEYSHH, TAKMX KaK ObICTPO HapacTaroIias
ACTEHMsI, KEJITyXa, TOTEMHEHUE MOYH, CKIIOHHOCTh K KPOBOTEUCHHSIM, IeYeHOYHas dHieda-
JIOTIaTHsl, TEPANUI0 a3UTPOMUIIMHOM CIIeAYyeT MPEKPAaTUTh U MPOBECTHU HccleaoBaHue (PyHK-
LIMOHAJILHOTO COCTOSIHUS MEYECHH.

[Tpu Hapymenusx ¢yHkiuu nouek: y nanueHToB ¢ CK® 10-80 mia/MuH KOppeKIus 103bl HE
TpeOyeTcs, Tepanuio IpenapaToM A3UTPOKC CIEAYET MPOBOJUTEH C OCTOPOKHOCTBIO MO KOH-
TPOJIEM COCTOSHUS (DYHKIIUU MOYEK.

Kak v npu npuMeHeHnu Ipyrux aHTHOAKTEPHATBHBIX MPENapaToB, MPU TEPANUH MpenapaToM
ABHUTpOKC ClelyeT perysipHo o0cae10BaTh MAIlIEHTOB Ha HaJIHM4Kie HEBOCTIPUUMYHNBBIX MUK-
POOPTraHU3MOB U MPHU3HAKOB Pa3BUTHsI CymepuH(pEKIHii, B TOM uncie rpuOKoBeix. [Ipenapar
ABHUTpPOKC HE cleAyeT MPUMEHITh 0ojiee MIUTENbHBIMU KypcaMH, YeM YKa3aHO B WHCTPYK-
[IUU, TaK Kak (hapMaKOKMHETHYECKHE CBOMCTBA a3UTPOMHIIMHA TO3BOJIIOT PEKOMEHIOBATh
KOPOTKHUI ¥ IPOCTOMN PEKUM JO3UPOBAHUS.

HeT naHHBIX 0 BO3MOKHOM B3aUMOJIEHCTBUU MEX]Y a3UTPOMHUIIMHOM U IPOU3BOJHBIMU 3p-
roTaMuHa U JUTUIPOIProTaMUHA, HO M3-3a PAa3BUTHUS AProTU3Ma MpPU OJHOBPEMEHHOM IpH-
MEHEHUH MaKpOJIUJOB C MIPOU3BOJHBIMU 3proTaMUHA U AUTUAPOIProTaMUHA TaHHAs KOMOU-
HaIUs MPOTUBOIOKa3aHa (cM. pasaensl 4.3 u 4.5).

[Tpu nurenbHOM mpueme npenaparta A3UTPOKC BO3MOYKHO Pa3BUTHE MCEBAOMEMOPaHO3HOTO
kosiuta, Bei3BanHoro Clostridium difficile, kak B Buze nerkoit quapeu, Tak U TSKEIOTO KOJIH-
ta. [lpu pazBuThM aHTUOMOTHK-aCCOIMMPOBAHHOW auaped Ha (oHe mpHema mpemnapara, a
TaK)Ke uepe3 2 Mecslla Mocjie OKOHYAHUS TEparuu CleAyeT UCKIIOUUThH KIOCTPUIUATbHBIN
MICEBAOMEMOPAHO3HBIN KOJIUT.

Henb3s npuMeHATh mpenaparsbl, TOPMO3SILKE NEPUCTANbTUKY KUIIEUHUKA.
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JIeYHOU penospuszanuu u uHTepBaga QT, MOBBIIAIOIINUX PUCK Pa3BUTHUS CEPICUHBIX aAPHT-
MU, B TOM YHCJIC aPUTMUU TUIIA «ITUPYIT» (CM. pazzen 4.8).

[lepen Ha3HAYEHHEM a3UTPOMHUIIMHA BCEM IMAlMEHTaM, MPUHUMAIOIIUM THIPOKCHUXJIOPOXUH
WJIU XJIOPOXUH, THIATEJIBHO B3BECHTE COOTHOIICHHUE MOJIb3bl U PUCKA M3-3a MOTEHIIUAIBHO M0-
BBIIIEHHOTO PHUCKa CEPJECYHO-COCYAUCTHIX COOBITUN M CEPIEYHO — COCYIUCTOW CMEPTHOCTHU
(cMm. pazgen 4.5).

[Ipumenenue mpenapara A3UTPOKC MOXKET CIPOBOIMPOBATH Pa3BUTHE MHUACTEHUYECKOTO
CUHIPOMA UJIH BBI3BaTh 00OOCTPEHUE MUACTCHHH.

Breszannas cepoeuno-cocyoucmas cmepmeo

HekoTtopsie HabmOqaTENbHBIC UCCIEAOBAHUS TOKA3IM TIPUMEPHO JIBYKPATHOE YBEIMUYCHUE
KpPaTKOCPOYHOI'O NMOTEHIMAIBHOIO PUCKA BHE3AIIHOW CEpAEUHO-COCYIUCTON CMEPTH Y B3pOC-
JBIX, TOJIYYaBIIUX JICYCHUE A3UTPOMHUIIMHOM, IO CPABHEHHUIO C JPYTHMH aHTHOAKTEpH-
ANbHBIMU TpEnapaTtaMu, BKIIOYas aMOKCHUIIWIIIMH. BbUIO OTMEdeHOo, YTO 3TOT MOTEHIMAIb-
HBIM PUCK ObUI BBIIIE B TE€YCHHE MEPBBIX 5 AHEW MPUMEHEHUs a3uTpOMUIMHA. [laHHbBIE 3TUX
HAOJI0/IATENIbHBIX HCCIEAOBAHUNA HEOCTATOYHBI U YCTAHOBJICHUS WM MCKIIIOUEHUS TPU-
YHHHO-CJICJICTBEHHON CBSI3M MEXAY BHE3AMHOM CepAeyHO-COCYANCTON CMEpPThIO U IPUMEHE-
HUEM a3uTpoMHIHHA. [lepes Ha3HaUYCHUEM a3UTPOMHMIIMHA MAIlCHTaM, B aHAMHE3€ KOTOPBIX
€CTh yKa3zaHue Ha puck yuHeHus: uatepBaia QT, neooxoaumo nposenenue IKI.

BcnomMorarennHble BelecTBa

B cBs3u ¢ HanmuyreMm B coctaBe MaHHUTONA (MaHHUTa) E421, MoxeT oka3biBaTh ciiaboe cia-
OuTenpHOE JeiCTBHE.

4.5. B3aumogeiicTBHe ¢ IPYrUMH JIeKapCTBEHHbIMHU NpenapaTtaMu U JApyrue BH/bI B3a-
HMOJelCTBUSA

Anmayuonvie npenapamul

He Bnusitor Ha OMOIOCTYITHOCTD a3UTPOMHUIIMHA, HO YMEHbBIIIAI0T MAKCUMAJIbHYIO KOHIIEHTpa-
uio B KpoH Ha 30 %, mosToMy mpenapar cienyeT NpUHUMaTh, 0 KpailHel Mepe, 3a OJUH
yac JI0 WM Yepes3 JiBa yaca I0cJie pruemMa 3TUX MpenapaToB U €/bl.

Llemupusun

OnHOBpeMEHHOE MPUMEHEHHUE B T€UEHUE 5 JHEH y 3710pOBBIX I0OPOBOJIBIEB a3UTPOMHUIIMHA C
netupusuHoM (20 Mr) He npuBenoO K (apMaKOKMHETUYECKOMY B3aUMOJIEHCTBHIO U CYIIe-
CTBEHHOMY M3MeHeHHto nHTepBaia QT.

Jluoanozun (Ouoezoxcuuro3um)

OnnoBpemeHHOe TpuMeHeHue azutpomuiinaa (1200 mr/cyt) u aumgano3una (400 mr/cyTt) y 6
BUY-nHunmnpoBaHHbIX NAIMEHTOB HE BBIIBUJIO M3MEHEHUH (hapMaKOKMHETHYECKHUX IOKa-
3aHUN AMIaHO3WHA 110 CPAaBHEHUIO C TPYMION Tu1aneoo.

Huzoxcun u konxuyun (cyocmpamol P-enukonpomeuna)

OpnHOBpeMEHHOE MPUMEHEHUE MAKPOJIHMIHBIX aHTHOMOTHUKOB, B TOM YHCJIE a3UTPOMHIIMHA, C
cyoctparamMu P-TIMKONpOTENHA, TAKUMH KaK JUTOKCHH M KOJXUIMH, MPUBOAMUT K IOBBIIIE-
HUIO KOHIIEHTpauuu cyOcTpaTta P-rmukonporenHa B ChIBOPOTKE KpoBH. Takum oOpazom, mpu
OJIHOBPEMEHHOM MPHUMEHEHUU a3UTPOMHIIMHA M JUTOKCHMHA, HEOOXOAMMO YUYUTHIBaTh BO3-
MO>KHOCTb IOBBIIIEHUSI KOHIIEHTPALlMU IUTOKCHHA B CHIBOPOTKE KPOBHU.

3udosyoun
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Hbii ipueM 1200 mim 600 Mr) oka3bpiBaeT HE3HAUYUTEIHHOE BIMSHUE HA (hapMaKOKUHETHKY, B
TOM YHCJI€ BBIBEIEHUE IMOYKAMU 3UA0BYIMHA UJIH €0 TIIIOKYPOHUAHOTO MeTabonuTta. OqHaKo
NPUMEHEHHE a3UTPOMHIIMHA BBI3BIBAJIO YBEIMYEHHUE KOHIEHTpAaUUU (ochHOpUIMPOBAHHOTO
3UJIOBY/IMHA, KIMHUYECKA aKTUBHOTO METa0OJIUTa B MOHOHYKJI€apax nepuQepruueckoin Kpo-
BuU. KilnHnueckoe 3HaueHne 31oro (hakra HESICHO.

A3BUTpOMHIIH CJIa00 B3aMMOJICHCTBYET ¢ M30(epMeHTamMu cUcTeMbl muToxpoma P450. He
BBISIBJICHO, YTO a3UTPOMHULIMH Y4acTBYET B (papMaKOKMHETUYECKUX B3aUMOACHCTBUSIX, aHAJIO-
THYHBIX SPUTPOMULIMHY U IPYTMM MaKpOJUAaM. A3UTPOMHIMH HE ABISETCS MHTMOUTOPOM U
UHAYKTOpOM H30(epMenToB nutoxpoma P450.

Ankanoudwsi cnopuviHvu

YuuTbiBas TEOPETUUECKYIO BO3MOXHOCTbh BOSHHUKHOBEHHS 3PrOTU3Ma, OJIHOBPEMEHHOE IpHU-
MEHEHHUE a3UTPOMUIIMHA C IPOU3BOJHBIMU AJKAJIOUI0B CIIOPBIHBY IIPOTHBOIIOKA3aHO.

bbutu npoBeieHbl (papMakOKMHETHYECKUE UCCIIEI0BaHHs OJHOBPEMEHHOIO TPUMEHEHUS a3H-
TPOMMIIMHA M IIPEnapaTroB, MeTa0OJU3M KOTOPBIX MPOMCXOJUT C Y4acTHEM H30(epMEHTOB
cuctemsl uToxpoma P450.

Amopsacmamumn

OpnHoBpeMeHHOE puMeHeHue aTopBacTaThHa (10 mr exenHeBHO) u azutpomunuHa (500 mMr
€XKEJIHEBHO) HE BbI3bIBAJIO M3MEHEHUs KOHIEHTpAlui aTopBacTaTWHA B IJIa3Me KPOBH (Ha
ocHoBe ananm3a uHrnomposanusi [ MK-KoA-pemykraser). OnHako B MOCTPETUCTPATIOHHOM
nepuojie ObUIM MOJTYYEHBI OTJENbHBIE COOOIIEHHUS O CiIydasx padaoMHOIM3a y MAIMEeHTOB,
HOJIYYaIOIUX OJTHOBPEMEHHO a3UTPOMULIMH U CTaTHHBI.

Kapbamaszenun

B dapmakokuHeTHYECKHX UCCIIEOBAHUSAX C YUACTHEM 3/J0POBBIX 100POBOJIBLEB HE BBISBIIC-
HO CYILIECTBEHHOE BIIMSHUE Ha KOHIIEHTPAIMIO KapOamMa3enHa U ero akTUBHOTO MeTa0oIuTa
B IUIa3M€ KPOBHU y MALUEHTOB, MTOJIy4aBIINX OAHOBPEMEHHO a3UTPOMULIMH.

Lumemuoun

B papmakokmHETHUECKHX UCCIIEJOBAHUSIX BIUSHUS Pa30BOW 103kl IUMETHUIMHA Ha (apMaKo-
KMHETUKY a3UTPOMMIIMHA HE BBISBIECHO M3MEHEHUMN (DapMaKOKMHETHUKU a3UTPOMMIIMHA, MPU
YCIIOBUU MPUMEHEHUS [IUMETHIMHA 3a 2 yaca JJ0 a3UTPOMMIIMHA.

Anmuroazynaumel HeNPAMO20 OeUcmasust (NPouU3800Hble KYMApUHa)

B ¢dapmakoknHeTHUECKHUX HMCCIEOBAHUAX A3UTPOMUIMH HE BIUSJI HAa aHTHKOATYJISIHTHBIN
3 eKT 0HOKpaTHOU 1036l 15 Mr BapdapuHa, IPUHUMAEMOI0 3A0POBBIMU JI0OPOBOJIBLIAMH.
Coo01manoch 0 MOTEHIMPOBAHUM AHTUKOATYASHTHOrO 3(QeKTa mociae OJHOBPEMEHHOIO
NPUMEHEHHUS a3UTPOMUIIMHA U aHTUKOATYJISTHTOB HENPSIMOTO JIEUCTBUS (MPOU3BOIHbBIE KyMa-
puHa). HecMoTps Ha To, 4TO MpUYMHHAS CBSI3b HE YCTAHOBJIEHA, CJIEYET YUYUTHIBATh HEOOXO-
JUMOCTb TPOBEIEHUS YaCTOI0 MOHUTOPUHIA NMPOTPOMOMHOBOTO BPEMEHU MPHU MPUMEHEHUU
AQ3UTPOMHULIMHA Y MAIIMEHTOB, KOTOPHIE MOJIY4al0T MEPOpaIbHbIE aHTUKOATYJISIHTHI HEPSMOTO
JeNCTBUSA (IPOU3BOIHBIE KyMapHHAa).

LHuxnocnopun

B dapmakoknHeTHUECKOM HCCIEIOBAHUU C YYacCTHEM 3JI0POBBIX JOOPOBOJIBIEB, KOTOPHIE B
TedyeHue 3 AHeH NPUHUMAIHN BHYTPb a3uTpoMuIuH (500 MI/cyT 0IHOKpATHO), a 3aTeM IHKJIO-
criopuH (10 MI/Kr/CyT OTHOKpPATHO), OBIIO BBISIBJICHO JOCTOBEPHOE TOBBINICHUE MaKCHMAaTh-
HOM KOHIIEHTpaluu B 1u1azmMe KpoBHU (Cmax) U TUIOIIAN O] KPUBON «KOHIIEHTpPALUS-BPEMSI»
(AUCq5) nukmocmopuna. Ciemyer coO01aTh OCTOPOKHOCTh TP OJHOBPEMEHHOM IpHUME-
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npenapaToB, HEOOXOAUMO MPOBOAUTH MOHUTOPHUHT KOHLEHTPAIMHM UUKIOCIOPHHA B IUIa3Me
KpPOBH M COOTBETCTBEHHO KOPPEKTUPOBATH J103Y.

Dgpasupens

OnHoBpeMeHHOe TIpuMeHeHne asutpomuiinHa (600 Mr/cyt omHokpaTtHo) u 3dasupensa (400
MI/CYT) €XEeIHEBHO B TE€YeHHE 7 JHEH He BBI3bIBAJO KAaKOro-Iu00 KIMHUYECKU 3HAYUMOTO
(bapMaKOKMHETHYECKOTO B3aUMO/ICHCTBUS.

Dnykonaszon

OnHoBpeMeHHOE MpuMeHeHue azutpomuiimHa (1200 Mr ogHOKpaTHO) HE MEHsUIO (apmako-
KuHEeTUKY (ykoHaszona (800 mr ogHOKpaTHO). OOIIast SKCIO3UIIMS U TIEPHO/] TOTyBBIBEIE-
HUS a3UTPOMUIIMHA HE U3MEHSJINCH ITPH OJIHOBPEMEHHOM NMPUMEHEHUH (PITyKOHA30J1a, OJJHAKO
npu 3ToM Habmoanu cHKeHne Cmax a3uTpoMulaa (Ha 18 %), 4To He UMENo KIMHUYECKO-
ro 3HaYEHUS.

Hnounasup

OpnnoBpemeHHoe mpuMeHeHue azutpoMuimHa (1200 Mr oJHOKpaTHO) HE BBI3BIBANIO CTATH-
CTHUYECKH JOCTOBEPHOTO BIUSHUA Ha (hapMakOKMHETHKY MHAMHaBHpa (mo 800 mr 3 pasa B
CYTKH B T€UCHHE 5 IHEN).

Memunnpeonuzonon

ABUTPOMHIIMH HE OKa3bIBAET CYIIECTBEHHOTO BIMSHUS Ha (DapMAKOKUHETHKY METHIIIPETHU-
30JI0HA.

Hengpunasup

OnnoBpemeHHoe npumeHenue azutpomuiaa (1200 mr) u Hendunasupa (o 750 mr 3 pasa B
JICHb) BBI3BIBAET MOBBIIICHNE PABHOBECHBIX KOHIIEHTPAIIMI a3UTPOMUIIMHA B CHIBOPOTKE KPO-
BU. KilnHnYecku 3HaYUMBIX MOOOYHBIX 3(P(HEKTOB HEe HAOIIOAANOCh M KOPPEKIIUU J103bI a3UT-
POMHUIIMHA TIPU €r0 OJTHOBPEMEHHOM MPUMEHEHUH ¢ HEIPUHABUPOM He TpeOyeTcs.
Pugpabymun

OnHOBpeMEHHOE MPUMEHEHUE a3UTPOMUIMHA U pU(adyTHHa HE BIUSAET HAa KOHIEHTPALUIO
Ka)KJ0ro U3 MpenapaTroB B CHIBOPOTKE KpoBH. [Ipy 01THOBpEMEHHOM NMPUMEHEHUH a3UTPOMU-
uHa ¥ pudaldyTrHa nHOTAa Habmoanack HelTponeHus. HecmoTrps Ha TO, 4TO HEHTpONEeHUS
accolUMUpoBajiach ¢ MNpUMEHEeHHeM pupadyTuHa, NPUYUHHO-CIEACTBEHHAs CBSI3b MEXIY
MPUMEHEHHEM KOMOWHAIINY a3UTPOMHUIIMHA U prudaOdyTHHA U HEUTPOIIEHNEH He YCTaHOBJICHA.
Cunoenacghun

[Tpu mpUMeHEHUH Yy 310pPOBBIX JOOPOBOJIBIEB HE TOTYYEHO JA0KA3aTENbCTB BIUSHUS a3UTPO-
muruHa (500 mr/cyT exxeqneBHo B TeueHue 3 aHei) HA AUC u Cmax cunaeHaduna uid ero
OCHOBHOTO IIUPKYJIUPYIOIIET0 METa00IUTA.

Tepgenaoun

B (dapMakOKMHETHYECKUX HCCIEIOBAHUSAX HE OBLIO TOJYYEHO MOKA3aTENhCTB B3aWMOJICH-
CTBUSI MEX1Y a3UTPOMULIMHOM U TepdeHaguHoM. CooO1anocs 0 eIMHUYHBIX ClTydasx, Korjaa
BO3MO>XHOCTh TAKOTO B3aMMO/ICHCTBUS HENb3s ObLIO UCKIIOYUTH MOTHOCTHIO, OJJHAKO HE ObI-
JIO HA OJTHOTO KOHKPETHOI'O JJOKAa3aTeNIbCTBA, YTO TAKOE B3aUMOAEHCTBHE NMENO MeCTO. bbuio
YCTaHOBJIEHO, YTO OJHOBPEMEHHOE MpUMEHEHUe Tep(eHaIuHAa U MAKPOIHIOB MOXKET BBI-
3BaTh ApUTMUIO U yannHeHue natepsaia QT.

Teogunnun

He BrIsIBIIEHO B3auMOIEHCTBUE MEXY a3UTPOMHUIIMHOM U T€O(MUILITHHOM.
Tpuaszonam/muoazonam
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MEHEHUH a3UTPOMHIIMHA C TPUA30JaMOM WJIM MHJA30JIaMOM B TEPANEBTUYECKUX J03aX HE
BBISIBJICHO.

Tpumemonpum/cynroghamemorcason

OnHOBpeMEHHOE MTPUMEHEHHE TPUMETOIPUMa/CYTb(aMeTOKca30J1a ¢ a3UTPOMUIIMHOM HE BbI-
SIBUJIO CYIIECTBEHHOE BIMSHUE HA Cmax, OOIIYIO SKCITO3UIIMIO MIIM SKCKPEIHIO TIOYKAMH TPH-
MeTonpuMa Win cyibdamerokcazona. KoHIEHTpauyu a3uTPOMUIIMHA B CHIBOPOTKE KPOBH
COOTBETCTBOBAJIH BBISIBISIEMBIM B JPYTUX UCCIICAOBAHMSIX.

Cosmecmuoe npumernenue ¢ 2UOPOKCUXTIOPOXUHOM U XTIOPOXUHOM

JlanHple HAONIOACHMI TIOKA3aJIM, YTO COBMECTHOE NMPUMEHEHHE a3UTPOMHUIIMHA C THUIPOK-
CUXJIOPOXHWHOM Y TMAallMEHTOB C PEBMATOUIHBIM apTPUTOM CBS3aHO C TIOBBIIICHHBIM PHCKOM
CEPJICYHO-COCYIUCTHIX COOBITHH U CEPJICYHO-COCYAUCTON cMepTHOCTH. M3-3a BO3MOXKHOTO
AQHAJIOTMYHOTO PUCKA MPHU MPUMEHEHUH JPYTUX MAKPOJIHIOB B COUYETAHHH C THAPOKCUXIIOP-
OXWHOM WJIM XJIOPOXMHOM CJICJyeT TIIATEIIbHO B3BECUTh COOTHOIICHUE MOJB3bI U PHCKA,
NpeXJie YeM Ha3HAvaTh a3UTPOMUIIMH JIIOOBIM MAIlMEHTaM, PUHUMAIOIIUM THIPOKCUXIIOP-
OXUH WJIM XJIOPOXUH.

4.6. DepTUIBHOCTD, 0€PEMEHHOCTD U JTAKTALHSA

bepemeHHOCTD

[Ipu GepemMeHHOCTH MPUMEHSIOT TOJIBKO B ClIydae, €Clid MpernoiaraeMas mojib3a s MaTepu
MPEBBINIAET MOTEHIIMATIBHBIN PUCK TS TUIO/IA.

JlakTauus

B nepuoa rpyaHOro BCKapMIIMBAaHMS MPHUMEHSIOT TOJIBKO B Cllydae, €Clu IperoiaraeMas
MoJIb3a JUISI MaTepy IPEBBINIACT MOTCHIIMANIBHBIA PUCK sl pebenka. [Ipu HeoOXomumocTu
npuemMa Ipernapara B NHEpPHOJ TPYJHOTO BCKapMIIMBAHUS PEKOMEHAYETCS NMPHUOCTAHOBUTH
TPYJHOE BCKapMJIMBAHHUE.

4.7. BiusiHMe Ha cOCOOHOCTh YIIPABJIATH TPAHCIOPTHBIMH CPEeACTBAMHU U NMOTEHIHAJIb-
HO ONIACHBIMHU MEXaHU3MAMHU

IIpn pa3BUTHH HEXENaTeNbHBIX PEAKIUH CO CTOPOHBI HEPBHOW CUCTEMBI M OPraHa 3pEHUs
ciemyeT coOJIIoaaTh OCTOPOKHOCTD MPHU BBHIMOTHEHUU JEHCTBUN, TPEOYIOMIMX MOBBIIICHHON
KOHIEHTPALlUU BHUMAaHUS U OBICTPOTHI ICHXOMOTOPHBIX PEAKIIUM.

4.8 HexennaTenbHble peakuuu

Kputepun oueHku 9actoTel: o4yeHb yacto (>1/10), wacro (=1/100, mo <1/10), HewacTo
(>1/1000, HO <1/100), peaxo (>1/10 000, HO <1/1000), ouens peako (<1/10 000), gacTora He-
M3BECTHA (Ha OCHOBAHUU UMEIOIINXCS JAaHHBIX OIEHUTh HEBO3MOXKHO).

Hngpexyuu u unsasuu:

HEYaCTO — KaHUI03, B TOM YHCJIE CIU3MCTON 000JI0YKH MOJOCTH PTa, BarMHAIbHAS MH(CK-
1S, THEBMOHMUS, TpUOKOBast MHGEKIUs, OakTepuanbHas WHPEKus, GapuHTUT, TaCTPOIHTE-
PUT, pecipaTOpHBIC 3a00JIEBaHNUS, PUHHUT;

4acTOTa HEU3BECTHA - TICEBAOMEMOPAHO3HBIN KOJIHT.

Hapywenus co cmoponul kpo6u u tumgamuueckou cucmembl.

HEYaCTO — JICUKOIEHUs, HEUTPOTICHHU S, Y03HHODMITHS;

OUYE€Hb PEJIKO — TPOMOOLIUTOTICHHSI, TeMOJTUTHYECKAsT aHEMUSI.
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Hapywenus co cmoponvl uMMyHHOU cucmembl:

HEYaCTO — aHTHOHEBPOTUYECKUM OTEK, peaKIIMK MTOBBIIIEHHON IMIIEPYYBCTBUTEIBHOCTH;
Y4acTOTa HEU3BECTHA — aHA()MITAKTHYECKAs PEaKIIHAL.

Hapywenusa memaboauzma u numanus:

HEYacTO — aHOPEKCHS.

Hapywenus co cmopoHbl HepeHOU cucmembl:

4acTo — rojIoBHas 00JIb;

HEYacTO — TOJIOBOKPY)KEHHUE, HapyllleHHe BKYCOBBIX OILYLICHWH, MapecTe3UH, COHJIUBOCTb,
0ecCOHHUIA, HEPBO3HOCTH;

PENKO — aKUTALMS;

Y4acTOTa HEM3BECTHA — TMIIECTE3Hs, TPEBOra, arpeccus, 0OMOPOK, CyIOpOTH, ICHXOMOTOPHAs
THIIEPAKTHBHOCTD, MOTEPs] OOOHSHUS, U3BpAIlleHUEe OOOHSHUS, TIOTEPSI BKYCOBBIX OLTYIICHUH,
MHUACTeHUs, Ope1, TaJUTIOLUHAINH.

Hapywenus co cmoponwl opeana 3penus:

HEYacTo — HapyLIEHUE 3PEHHUS.

Hapywenus co cmoponul opeana cnyxa u 1adupunma:

HEYacTo — PacCTPOMCTBO CiyXa, BEPTUTO;

4acTOTa HEM3BECTHA — HAPYIIICHHUE CIIyXa, B T.4. TIYyXOTa W/WJIH IIYM B yIIaX.

Hapywenus co cmoponbl cepoya.

HEYacTo — OLIYILEHUE cepALleOneHus, «IIPUIUBbD KPOBH K JIULLY;

4yacTOTa HEU3BECTHA — yBenudeHue uHreppaia QT Ha 3neKkTpokapauorpaMMe, apuTMHs TUIIA
«IIUPYIT», KENyI0UKOBas TaXUKapHsl, BHE3aIHAasl CepJCUHO-COCYAUCTAsI CMEPTh.
Hapywenus co cmoponul cocy0os:

4aCcTOTa HEU3BECTHA - IOHM)KEHUE apTEPUATIbHOTO IaBICHHUS.

Hapywenus co cmopoHbl 0bixamenbHOU cUcmemyl, opeanos 2pyOHOU KIemKU U CPe0O0CmeHUs
HEYacTO — OJIBIIIKA, HOCOBOE KPOBOTEUEHHUE.

Kenyoouno-kuweunvle napyuienus:

OYE€Hb YacTo — JAUapes;

4acTo — TOIIHOTA, PBOTA, O0JIb B )KUBOTE;

HEYacTO — METEOPHU3M, JUCHEINCHs], 3alop, racTpuT, Aucharus, B3AYyTHE KHUBOTA, CYXOCTb
CJIM3UCTON 00O0JIOUKU MOJOCTH PTa, OTPBIKKA, SI3BBI CIM3MCTOM 00O0JIOUKH MOJIOCTH pTa, IMO-
BBIIICHUE CEKPELIMH CITFOHHBIX JKETIE3;

OUYEHb PEJIKO — U3MEHEHHUE 1IBETA A3bIKa, TAHKPEATHT.

Hapywenus co cmopoHbl neyenu u sHceniesbi800auux nymei.

HEYacTo — rernaTurT;

penKo — HapyleHne PYHKIIMY [TeYeHH, X0JecTaTudecKas KenTyxa;

4acTOTa HEM3BECTHA — MEYEHOYHAsl HEIOCTATOYHOCTh (B PEIKUX CIy4asX C JIeTadbHbIM HCXO-
JIOM, B OCHOBHOM Ha (pOHE HapyIIeHUs (PYHKIIMH ITEUEHH TSKEJOM CTEeNeHNn); HEKpOo3 MeUeHH,
(byIbMUHAHTHBIHN renaTuT.

Hapywenus co cmoporul Kodicu U NOOKOICHBIX MKAHEI.

HEYacTO — KO>KHAs ChIllb, 3y, KPallUBHULIA, IEPMATUT, CYyXOCTb KOXH, IOTJINBOCTH;

penko — peakuus (HoTOCCHCHOMIU3AIMH, OCTPBIN I'eHepaln30BaHHBINA 3K3aHTEMATO3HbIH ITy-
crynes (OI'DID);
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4acToTa HEM3BeCcTHA — cuHIpoM CTtuBeHca-/[oHCOHA, 'ﬂ&('gp;qgglgl %HIIEE'BFIE!]TBHI];H HEKDO-

U3, MyJIbTU(GOPMHAST SpUTEMA, JIEKAPCTBEHHAS CHIb C Y03MHOMDUINECH U CUCTEMHBIMU TPO-
sprieHusiMu (DRESS-cunpom).

Hapywenus co cmopoHvl MbluleyHoll, CKelemHOU U COeOUHUMENbHOU MKAHU:

HEYaCTO — OCTEOAPTPHUT, MUANTHS, OOJIb B ClIUHE, O0JIb B IIIee;

4acTOTa HEM3BECTHA — apTPAITHSI.

Hapywenus co cmopoHbl nouex u Mouesbl800SmUx nymeli:

HEYacTo — AU3ypHs, 00 B 001aCTH MOYEK;

4acTOTa HEM3BECTHA — MHTEPCTUIIMAILHBIA HEPPUT, OCTpast OYeUHas! HEJJOCTATOYHOCTb.
Hapywenus co cmoponuvl penpo0yKmusHol cucmembl U MOJIOYHBIX HCene3.

HEYaCTO — METPOpparuu, HapymeHue GyHKIUU STHYeK.

Obwue napyweHus u peakyuu 6 Mmecme 68e0eHUsL.

HEYaCcTO — OTEK, aCTCHHsS, HEIOMOTaHHe, OUIYIIEHUE yCTaJOCTH, OTEK JuIla, O0Ibh B TPYIH,
JUXOpajiKka, nepuepuIecKue OTCKH.

JlabopamopHvle u uncmpymenmanbHvle OaHHbLE:

YaCcTO — CHMKCHHUE KOJIMYECTBA JIMM(OIIUTOB, TIOBBIIICHUE KOJIMYECTBA Y03MHO(HIIOB, IOBBI-
HICHUE Kon4yecTBa 0a30()HMIIOB, MOBBINICHHE KOJMYECTBA MOHOIIMTOB, MOBBIIICHUE KOJIHYE-
CTBa HEUTPOPWIOB, CHIDKEHUE KOHIICHTPAIMH OMKapOOHATOB B IJIa3Me KPOBH;

HEYACTO — IMOBHIIICHNE aKTUBHOCTH acrapTaTaMUHOTpaHCc(epasbl, alaHnHAMUHOTpaHC(epa-
3bl, MOBBIICHUE KOHIICHTpAIMKM OWIMPyOMHA B IJIa3Me KPOBH, IMOBBINICHUE KOHIICHTPAIIMU
MOYEBHHBI B IJIa3ME KPOBH, ITOBHIIICHNE KOHIICHTPAIIUYA KPEaTHHUHA B TUIa3ME KPOBH, H3Me-
HEHHE COJICPKAHUs KaIHs B TUIa3Me KPOBH, IMOBBIINICHHE aKTUBHOCTH MIEIOUHON ocdaTassl B
IUIa3Me KPOBH, MOBBIIICHUE COJCPKAHUS XJIOPUIOB B IJIa3Me KPOBH, MOBBIIICHUE KOHIICH-
TPALMU TIFOKO3bl B KPOBH, YBEIUYECHUE KOJIMUYECTBA TPOMOOIIMTOB, CHIDKEHHE TeMaTOKPHUTA,
MOBBIIICHHE KOHIICHTPAIIMN OMKapOOHATOB B IIa3Me KPOBH, M3MEHEHHE COJIEP>KaHUs HATPHS
B TJIa3Me KPOBH.

Coo011eHne 0 MoI03pEBAEMBIX HEXKEIATEIbHBIX PEAKIIHIX

BaxHo coo0mare 0 Mofo3peBaeMbIX HEKENATENbHBIX PEAKIMAX I0CIe PErMCTpalluy Ipemna-
paTa ¢ LeIblo0 00eCledeHUs] HENPEPhIBHOIO MOHUTOPUHIA COOTHOILEHMS «I10JIb3a — PUCK)»
JIEKapCTBEHHOTO Tpernapara. MeAUIUHCKUM paOOTHUKaM PEKOMEHAYeTCs cooOIIaTh O JIo-
OBbIX MOJ03pEBAEMbIX HEXKENATENIbHBIX pEaKIUsIX JIEKApCTBEHHOrO Ipernapara yepe3 Haluo-
HaJIbHBIE CHCTEMBI COOOIIEHUS O HeXeNaTeIbHbIX PeaklUsAX rocyqapcTB — ujieHoB EBpasuii-
CKOI'0 5KOHOMHUYECKOT'O COH3a.

Poccuiickas @enepanus

®denepanpHas cayx0a Mo Haa30py B chepe 3paBOOXpaHEHUS

Anpec: 109012, r. MockBa, CraBstHCKasl TUIOIIaab, 1. 4, ctp. 1
Tenedon: +7 800 550 99 03

OnexTpoHHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B nHGOPMAIMOHHO-TEIEKOMMYyHUKAIIMOHHOM ceTu «HTepHeT»:
https://www.roszdravnadzor.gov.ru/

Pecnyonmka Kazaxcran
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usnenuity Komurera MEIUIIMHCKOTO U (hapMaleBTHUECKOTO KOHTPOJIET MUHUCTEPCTBA 3/pa-
BooxpaHeHnus PecrryOnuku Kazaxcran

Anpec: 010000, r. Acrana, paiion baiikousip, yi. A. Umanosa, 1. 13 (BLl «Hypcaynet 2»)
Tenedon: +7 7172 235 135

Dnexrponnas nmoyra: farm@dari.kz

Caiit B nH(pOpMAIIMOHHO-TEJIEKOMMYyHUKAIMOHHOM cetn «MuTepueT»: http://www.ndda.kz/

PecryOinka Apmenust:

«IEHTP OKCIIEPTU3LI JIEKAPCTB 1 MEJIMITMHCKX TEXHOJIOT'Uil» THKO
Anpec: 0051, r. EpeBan, np. Komuraca, a. 49/5

Tenedon: + 374 60 83 00 73

OnekTponHas noyra: info@ampra.am, vigilance@pharm.am

Caiit B mH()OpPMALIMOHHO-TEIIEKOMMYHUKAITMOHHOM cetn «MuTepueT»: http://www.pharm.am/

4.9. Ilepeno3upoBka

CHMIITOMBI

TomrHOTa, BpeMEHHAS MTOTEPS CIIyXa, PBOTA, TUApEs.
JleueHme

CUMITOMAaTHYECKOE.

5. ®PAPMAKOJIOT'TYECKUE CBOMCTBA
5.1. @apmakoauHaMHUYecKHe CBOiicTBA
dapmakorepaneBTHUECKass TPyIa: aHTHOAKTEPUAIbHBIC CPEICTBa CUCTEMHOTO JCHCTBUS,

MaKpOJIUIbI, INHKO3AMHUHBI U CTPENITOIPAMUHBL, MAKPOIUIBL.
Kox ATX: JO1FA1O.

Mexanusm geiicTBus

MexaHu3M JEHCTBUSI a3UTPOMUIIMHA CBSI3aH C TOJABJICHUEM CHHTE3a Oelka MHUKpPOOHOMU
kieTkd. CBsi3bIBasch ¢ 50S-cyObequHUICH pHOOCOMBI, YTHETAET MENTUATPAHCIIOKA3y Ha CTa-
JTUU TPAHCISIIUU U TOAABIIAET CUHTE3 Oenka, 3aMelsisisi pocT M pa3MHOXKeHue Oaktepuii. B
BBICOKHMX KOHIICHTPAIUSAX OKa3bIBaeT OAKTEPUIIUIHOE ICHCTBUE.

®dapmakoanHamuueckne 3G HeKThl

ABUTPOMHIIMH — OAKTEPUOCTATUYECKUN aHTHOMOTHK IIMPOKOTO CIEKTpa ACHCTBUS U3 TPYII-

bl MAKpOJIN0B-a3an0B. O0sajaeT IIMPOKUM CIIEKTPOM aHTUMUKPOOHOTO JEHCTBUS.
OO6nagaer akTUBHOCTHIO B OTHOIIEHUHU pAJa TPAMIIOIOKHUTENbHBIX, IPaMOTPHULIATEIbHBIX
aHa’pOOHBIX, BHYTPUKIIETOYHBIX U IPYTUX MUKPOOPTaHU3MOB.

Mukpoopranu3Mbl MOTYT HW3HAYaJIbHO OBITh YCTOMUYMBBIMHU K JAEMCTBHIO aHTHUOMOTHKA WU
MOTYT PHOOpPETaTh YCTOMUMBOCTD K HEMY.

Illkana 9yBCTBUTEIbHOCTH MUKPOOPTAHU3MOB K a3UTPOMUIIMHY (MUHUMAJILHAS WHTH-
oupyomas konuenrpauus (MUK), mr/i):

Mukpoopranu3msl MUK, mr/n
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COOTBETCTBYET 3KCNEPTHOMY OTYETY
oT 2

20.06.2025 N= 15338

UyschenTensRble = |- ¥ chbiinase = p o)
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

B 00JIbIIMHCTBE CJIY4acB K a3UTPOMUIIMHY YYBCTBUTCJIbHBI

1. 'pamnioniokuTENbHBIE A3POOBI
[ ]
[ ]
e Streptococcus pyogenes.
2. I'pamoTtpuniarenbHbie a3po0Obl
Haemophilus influenzae;
Haemophilus parainfluenzae;
Legionella pneumophila;
Moraxella catarrhalis;
Pasteurella multocida;
Neisseria gonorrhoeae.
3. AHa3poObI
Clostridium perfringens;
Fusobacterium spp.;
Prevotella spp.;
Porphyriomonas spp.
4. Ipyrue MUKpOOPTaHU3MBI
Chlamydia trachomatis;
Chlamydia pneumoniae;
Chlamydia psittaci;
Mycoplasma pneumoniae;
Mycoplasma hominis;
Borrelia burgdorferi.

Staphylococcus aureus (MeTHIMIUTHH-1yBCTBUTEIIbHBI);
Streptococcus pneumoniae (eHUIHLTHH-4yBCTBUTEIBHBIN);

MuKpOOpPrasnu3Mbl, CIIOCOOHEIE Pa3BUTh YCTOMYNBOCTH K a3UTPOMUILIMHY

['pamnonoxkurenbHbIE a3pOObI

HM3HavaipHO VCTOMYMBEBIE MUKPOOPTAHHU3MBI

1. I'pamnionoxuTEIbHBIE a3POOBI

e Enterococcus faecalis

Streptococcus pneumoniae (MeHUIUIITHH-YCTOWYHBBIH )
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e Staphylococci (MeTHIMUTHH-YCTORYHBDI

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

oT 20,06 2025 Mz 15338

et AEAGRATENRHOCTE aoo)

CTEeMeHb YCTOWYMBOCTH K MAaKpOJIUIaM)

e ['paMnonoXuTeIbHbIE OAKTEPUH, YCTOMUUBBIE K SPUTPOMHUIIUHY

2. AHa’poOBI
e Bacteroides fragilis

5.2. apmMaKoKHHEeTHYeCKHUe CBOHCTBA
Abcopbrus

[Tocie nmpuema BHYTPh a3UTPOMUIIMH XOPOIIO BCACHIBACTCS M OBICTPO PACIIPEIEIISETCS B Op-
ranu3Mme. [locne ognokpartHoro mpuema 500 mr 6uogoctynHocts — 37 % (3ddext "nepBoro

MIPOXOXKACHHS").

Pacnopenenenne

MaxkcumanbHas konueHntpanus (0,4 Mr/it) B KpoBu cozmaetcst depes 2-3 daca. Kaxkymmiics

0o0wveMm pacnpenenenus — 31,1 1/kr, cBs3bIBaHKE ¢ OSIKaMH IJIa3Mbl KPOBH 0OpaTHO MPOIIOP-

[[MOHAIILHO KOHIIEHTpAIK B KpoBU U cocTaBisgeT 7-50 %. [IpoHukaeT yepe3 MmeMOpaHbl Kiie-
ToK (3hdexTrBeH mnpu WUHGPEKUUAX, BBI3BAHHBIX BHYTPHUKJICTOYHBIMU BO3OYIUTEISIMH).
Tpancnoprupyercs garonutaMu K MecTy MH(EKIIMHU, T/ie BHICBOOOXKIACTCS B MPUCYTCTBHU
Oaktepwuii. JIerko mpoxoauT rucToreMaTndeckue OGapbepbl U MOCTynaeT B TkaHu. KoHiieHTpa-

U B TKaHIX U KieTkax B 10-50 pa3 Beilie, 4eM B 1U1a3Me, a B oyare nHpeknnn - Ha 24-34 %

0o0JbI1IE, YEM B 3/10POBBIX TKAHSX.

DaMMUHALIUA

VY a3uTpoMuIlMHa OY€Hb JAJTUHHBINA Nepruoa noilyBbiBeeHus - 35-50 yacos. [lepuos monyBsi-
BEJICHUS W3 TKaHEH 3Ha4uTeNnbHO OoJblie. TepameBTHuecKas KOHIICHTpAIUsS a3UTPOMHIIMHA
coxpaHsercs 10 5-7 AHEH moclie MmpueMa MocieIHen 103bl. ABUTPOMULIMH BBIBOAUTCS B OC-
HOBHOM B HeM3MeHeHHOM Buje — 50 % kumeynukoM, 6 % noukamu. B neuenun gemetunupy-

CTCs, TCPASA aKTUBHOCTD.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTebHbIX BellIeCTB
MaHHUTOJN (MaHHUT) E421

Kpaxmall KyKypy3HbIi

MarHus creapar

HATpUs JaypuiCcyibdar

Kancynet meepovie srcenamunosvie (kopnyc u Kpviuieuxa)

TUTaHa nuokcun E171

KpacuTellb XHHOJIMHOBBIN kenThiii E104
KpacuTellb OKCHJT JKeJe3a enToiid E172
JKeIaTHH

6.2. HecoBMeCTHMOCTb.
He npumennmo.

6.3. Cpok roaHocTu

12




3 rona.

6.4. Oco0ble Mepbl NPeIOCTOPOKHOCTH NPH XPAHEHUHU
XpaHuThb Ipu Temneparype He Bbliie 25 °C B OpUrHHaJIIbHON yIakoBKe (KOHTYpHas sSTYEUKO-
Basl YIAaKOBKA B MMAYKe) /IS 3alIUTHI OT CBETA.

6.5. XapakTep u coaep:kaHue NePBUYHON YIIAKOBKHU

ITo 2, 3, 6 unu 10 xarcysn B KOHTYPHYIO SYEHKOBYIO YIAKOBKY W3 TUICHKH ITOJIWBHUHUIIXJIO-
PUIHON U (POJTBIY ATFOMUHUEBOM TIEYaTHOW JTAKUPOBAHHOM.

ITo 1, 2, 6 nwnu 12 KOHTYpPHBIX SMEMKOBBIX YIAKOBOK BMECTE C JIMCTKOM-BKJIAJBIIIEM MTOME-
[IAI0T B MMaYKy U3 KapTOHA.

6.6. OcoOble Mepbl MPEAOCTOPOKHOCTH NMPU YHUUYTOKEHHH HCHOJIB30BAHHOIO JieKap-
CTBEHHOTI'0 Mpenapara WM 0TX0HA0B, MOJYyYeHHbIX MOCJe MPUMEHEHHs JIeKAPCTBEHHOI0
npenapara, u Apyrue MaAaHUMyJISIIUM C MPenapaTomM

Het ocoObix TpeOoBaHUI K yTHIH3AIIH.

7. AEPKATEJIb PETUCTPAIHUMOHHOI'O YIOCTOBEPEHUSA

Poccniickas @enepanys

Axnuoneptoe o6miectBo "Otucudapm [Ipo™ (AO "Otucudapm [1po")

238315, Kanununarpazackas oo0u., M.0. 3eseHorpajackuit, tep. Uuaycrpuansueiii napk Xpao-
poBo, yi. HoBaropos, 1. 6, k.1

7.1. MpencraBuTesib Aep:KaTesi PErHCTPANIMOHHOIO Y/JAOCTOBEpPEHHsI HA TePPUTOPUHU
Coro3a
[Iperen3uu norpedUTEIEH HAIPABIATE 10 AAPECY:

Poccuiickas ®edepayus, Pecnybonuxa Kazaxcman, Pecnyonuka Apmenus
Axrmonepnoe obmectso "Otucudapm” (AO "Ortucudapm")

123112, r. Mockaa, yi. TectoBckas, 1. 10, o1. 12, mom. II, xom. 29

ten: +7 (800) 775-98-19

daxc: +7 (495) 221-18-02

azpec 31eKTpoHHOI mouTkl: info@otcpharm.ru

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

9. JATA NEPBUYHOM PETUCTPAIIMA (ITIOATBEPXKJEHWUS PETUCTPAIIMA,
MHNEPEPEIT'UCTPALIUN)
Jlata nmepBoii perucTpanuu:

10. JATA HEPECMOTPA TEKCTA

OOm1ast xapakTepHCTHKA JIEKaPCTBEHHOTO Mpernapara A3UTPOKC JOCTYITHA Ha WH(POPMAIIHOH-
HOM  mopTaje  EBpa3WiicCKoro  SKOHOMHYECKOTO  COl3a B HMH(OpMalMOHHO-
KOMMYHUKaIIMOHHOM cetn «/HTepHeT» https://eec.eaeunion.org/
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