COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 20.06.2024 N= 12331

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 1001

1. HAUMEHOBAHUE JIEKAPCTBEHHOI' O ITPEITAPATA
3urponu, 250 Mr, KarcyJbl.

2. KAMECTBEHHBIN 1 KOJIMYECTBEHHBII COCTAB

JelicTByrol1i€e BEIIECTBO: a3UTPOMMUIIUH.

Kaxnas xancyna cogepxkut 250 Mr asuTpoMHIIMHA (B BUAE a3UTPOMUILIMHA JUTHIPATA).
BcnomorarenbHble BelECTBA, HAJMYME KOTOPBIX HAJ0 YUYHUTHIBATh B COCTaBE JICKAPCTBEHHOI'O
npernapara: KpacuTeslb XWHOMMHOBBINA xkentoiii E 104, xpacurtens azopyoun E 122, kpacurens
nyH1oBbIH [[Tonco 4R] E 124 (cm. paznen 4.4.).

[TonHbIi epeueHb BCIIOMOTaTEIbHBIX BEIIECTB MPUBEIEH B pa3zaene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Kancynbl.

Kancynst Ne 0, kopryc 6embli, Kpbllieuka opaHkeBo-xkenTast. ConepKumMoe Karcyi — IMOpOIIoK
0T 6e110ro 10 0€10ro ¢ KEeATOBATHIM OTTEHKOM I[BETA, CKIIOHHBIN K KOMKOBaHHMIO.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3aHusl K NPUMEHEHH IO
NH}peKmoHHO-BOoCTIaIUTENIbHbIE 3a00JIeBaHMs, BBI3BAHHBIE YYBCTBUTEIIBHBIMU K a3UTPOMULIUHY
MUKPOOPTaHU3MaMHU:
e Uudexnun BepxHUX OpIXaTeNbHbIX myTel u JIOP-opranoB (hapuHrUT/TOH3WIUIHT, CHHY-
CHUT, CPEAHUN OTUT);
e MHbexuun HUKHUX AbIXaTEJIbHBIX MyTEeH: OCTPhIH OPOHXUT, 0O0CTPEHHE XPOHUUECKOTO
OpOHXUTAa, MTHEBMOHMS, B T.4. BbI3BAaHHbBIC AaTUIIMUYHBIMU BO30YyIUTEIAMUY;
e MHbexuun KoXXU U MIATKUX TKaHEeW: poXka, UMIETUT0, BTOPUYHO MHPULIMPOBAHHbBIE Jep-

MaTO3bl;

e Hayvanbnas craaus 6ose3nu Jlaiima (Goppenno3) — murpupyromias spurema (erythema mi-
grans);

e Uudexkuun mouenonoBeix myteii, BeizBanHbie Chlamydia trachomatis (yperpur, uepsu-
IUT).

4.2. Pe:kuM 103UPOBaHNS M CIOCO0 MPUMeEHEHUsI

PexxuM 103upoBaHus

Bspocnvie

Ipu unghexyusx eepxnux u Hud3CHUX ovixamenvHwix nymeil, JIOP-opeanoe, kodcu u MazKux mranet
500 mr (2 xancyinbl) 1 pa3 B cyTkH B TeueHue 3-X qHel (Kypcosas mo3a 1,5 r).

Ilpu 6onesnu Jlaiima (Havanvhas cmaous Ooppenuosa) — muepupyrowel spumeme (erythema
migrans)

1 pa3 B cyTku B Teuenue 5 nueit: 1-it nens — 1,0 r (4 kamncymsl), 3aTeM co 2-T0 10 5-blif 1eHb — IO
500 wmr (2 kancyinbl) (KypcoBas no3a 3,0 T).

Ipu unghexyusx mouenonosvix nymeit, svizeannvix Chlamydia trachomatis (ypempum, yepsuyum)
HeocnoxuenHslit yperput/uepButit — 1,0 T (4 Karcysibl) OJHOKPATHO.

Oco0ble rpynnbl NalueHTOB

THayuenmor noscunozo eo3pacma

Koppexuust 10361 He TpedyeTcs. [TockonbKy MOKUIIbIe JTIOAN YKEe MOTYT UMETh TEKYIIHEe Ipoap-
UTMOTECHHBIE COCTOSIHUS, CIIEAYET COONI0AAaTh OCTOPOKHOCTh MpPH NPHUMEHEHHWH Iperapara, B
CBSI3U C BBICOKMM PHUCKOM Pa3BUTHS CEPJICUHBIX apUTMUIA, B TOM YHCIIE ADUTMUU TUIIA KITUPYIT».
Tayuenmol ¢ napywenuem @yHKyuu nodex

VY manueHToB co cKopocThio KiryboukoBoit punbtparmu (CK®) 10-80 mu/MuH KOppeKUus 10361
He TpeOyercs. [Tanuentam ¢ CK® <10 mi1/MuH cieqyeT IPUHUMATH ¢ OCTOPOXKHOCTBIO.
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COOTEBETCTBYET 3KCNEPTHOMY OTYETY
~ o12006.2024 N2 12331
Iayuenmul ¢ napywenuem Qynxyuu nevexu (MOCNEOCBATENEHOCTE 0001)

[Tpu npuMEHEHNH Yy AIIMEHTOB C HApyIIeHuEM (YHKIMH ITeYSHH JIETKOW U CpelHE CTeTICHU TS-
JKECTH KOPPEKITUs 1036l HE TpeOyeTcs.

eTH
VY nereit ot 12 et ¢ Maccoil Tena cBaiiie 45 KT peXUM T03UPOBAHUS COBIIA/IAET C PEKUMOM J0-
3UPOBAHMS Y B3POCIIBIX MAIMEHTOB.
Croco0 nprMeHEHUS
Buytps, 1 pa3 B cyTku, 1o kpaiiHeil Mepe, 3a 1 yac 10 win yepes 2 yaca 1ocie e/pl.

4.3. IIpoTuBONOKA3aHUS
e [ MNepYyBCTBUTEIBLHOCTH K a3UTPOMULIMHY, SPUTPOMHULIMHY, IPYTUM MaKpPOJIAIaM WK Ke-
TOJIMAaM, UJIN K JHOGOMY M3 BCIIOMOT'aTCJIbHBIX BCIICCTB, NCPCUNUCIICHHBIX B Pa31CJIC 61,
e Tskenas neueHouHas HepoctaTouHOCTh (Kiace C nmo knaccuduranun Yaitna-I1sio);
e Jlerckuit Bo3pact A0 12 neT ¢ maccoii Tena meHee 45 Kr;

e OIHOBpPEMEHHBII PUEM C IPrOTAMUHOM H JUTHIPOIPrOTAMUHOM (CM. pasneinst 4.4. u
4.5)).

4.4. OcoOble ykazaHHusl U Mepbl NPEeI0CTOPOKHOCTH NIPH IPMMEHEHUH

C OCTOPOXKHOCTBIO

MuacreHust; HapynieHue QyHKIMH TEYCHHU JICTKOM U CPEIHEH CTEIeHU TSDKECTH; TePMHHAIbHAS
noyeyHast HepoctarouHocTh ¢ CK® menee 10 mur/MuH; y MallueHTOB ¢ HATMYUEM MTPOAPUTMOTEH-
HBIX (aKTOPOB (0COOCHHO y MOXKUIIBIX IMAIUEHTORB): C BPOXKACHHBIM WUJIH MPHOOPETCHHBIM Y IJTH-
HeHneM uHTepBaina QT, y mamueHToB, MOJyYaIOMIMX TEPANUI0 aHTHAPUTMUYECKHMHU TIperapa-
TaMu KiaccoB IA (xuHuauH, npokanHamun), 111 (moderunua, aMruogapoH U COTaJON), U3AIPH-
JIOM, TeppeHaTUHOM, AaHTUIICUXOTHYECKUMH TIperapaTaMu (MIMMO3HT), aHTH IEIPEeCCaHTaMu (I-
Tanomnpam), GropxuHoIOHaAMU (MOKCU(DIOKCAIMH U JIeBO(IOKCALMH), C HApYUICHUSIMH BOJHO-
AIIEKTPOJIUTHOTO OaslaHca, 0COOEHHO B CITy4ae TMIOKAIMEMHUH WM TUTIOMarHUEMHH, C KITMHAYE-
CKHY 3HAYMMO¥# OpaauKapIueii, apuTMUei cepana, Win TSHKEIOH CepAeUHON HEI0CTaTOYHOCThIO;
OJTHOBPEMEHHOE MTPUMEHEHHE JIUTOKCHHA, BappapuHa, IUKIOCTIOPHUHA.

Oco0bble ykazaHus

Taxoke, Kak IPH IPUMEHEHUN SPUTPOMUIIHA U APYTUX MaKPOIUA0B, COOOIIAIOCH O PEKUX CITy-
qasgx cepbe3HbIX ANIEPIrHUECKUX PEAKIUH, BKIIOUasi aHTHOHEBPOTHUECKUI OTEK M aHA(PHIIAKCUIO
(B peIKuX CITydasix C JISTAIbHBIM HCXO0/JIOM), KOJKHBIA PEaKIHii, BKIFOUasi OCTPBIN IreHepaIn30BaH-
HBII 9K3aHTEMATO3HBIN MMycTyJe3, CUHIpoM CTuBeHca-/[>KOHCOHA, TOKCHUYECKUI AU IepMalIbHBIN
HEKPOJIH3 (B PEIKUX CIydasx C JIETATbHBIM UCXOJIOM), JIEKAPCTBEHHYIO CHINb C 03MHOPIINEH U
cucteMHbIMU TposiBiaeHussMU (DRESS-cunapom). Hekotopble n3 Takux peakuuii, pa3BUBIIUXCS
Py TPUMEHEHUH a3UTPOMHULIMHA, TPUOOPETaIN PeluINBUPYIOIee TeUSHNE U TpeOOoBalll MMpo-
JOJDKUTENIBHOTO JICYEHUS U HAOJII0ICHHUSL.

[Tpu pa3BUTHU aJUIEPTUUECKON PEAKIUU Mperapar ClieAyeT OTMEHUTh U HadaTh COOTBETCTBYIO-
mee yedeHue. Cienyer UMeTh B BHUIY, YTO IOCIE OTMEHBI CUMIITOMAaTHYECKOW Tepamuu BO3-
MOYKHO BO30OHOBJICHHE CHMIITTOMOB aJUIEPTUYECKOI PEaKIIHH.

B cnydae npomycka npuema oaHoO# 1036l penapaTta 3UTpoIua — HPOMYIIEHHYIO 103y CIeayeT
IPUHSTH KaK MOYKHO paHbllle, a MOCJIeayIoIINe — ¢ IepephiBaMu B 24 yaca.

[Tpenapat 3uTponua cieayer NpUHUMATh, 110 KpaiiHell Mepe, 3a OJIMH Yac J10 UM Yepe3 JBa yaca
1oCJyIe TpreMa aHTaIMIHBIX MPETapaToB.

[Tpenapat 3uTponup ciieayeT NPUMEHSATh ¢ OCTOPOKHOCTBIO MAIIMEHTaM C HapYLICHUsMHU (yHK-
IIUH TICYCHH JIETKOH U CPEHEH CTETICHH TSHKECTH M3-3a BO3MOYKHOCTH Pa3BUTHUS (OyJIbMUHAHTHOTO
rernaTuTa v IeYeHOYHOH HEeJJOCTATOUHOCTH TSDKEJIOM CTENeHH.

[Tpy HaTMYUM CUMIITOMOB HapYIICHUs (PYHKIIUHN NIEUYEHH, TAKUX KaK: OBICTPO HapacTaroImas acTe-
HUSL, )KEITyXa, MOTEMHEHHE MOYH, CKIIOHHOCTb K KPOBOTEUEHUSIM, IIeUeHOYHast HHIIeasonaTus —
TEpaIuIo TpenapaToM 3UTPOIU CIEAYeT MPEKPATUTH U IPOBECTH UCCIIeIOBaHNEe (DYHKIIMOHAITh-
HOT'O COCTOSIHUS TICUCHH.
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V narnuentoB ¢ CK® 10-80 Ma/MUH KOPPEKITUM 10361 HQ'%E&%?&'E&E@TI%E{E&E&BTE' dKéﬂ <10

MJI/MUH HaOII0JaJI0Ch YBEIMYCHHE CHCTEMHOTO BO3JeHCTBUS asuTpomuiinHa Ha 33%. Tepanuto
[pernapaToM CleyeT IPOBOAUTH C OCTOPOXKHOCTHIO MIOJT KOHTPOJIEM COCTOSIHUS (PYHKIIMU MOYEK.
Kak u npu npuMeHeHUH JpyTUX aHTHOAKTEPUATBHBIX IIPETIapaToB, IPU TEPAMUN a3UTPOMHUIITHOM
CIIeIyeT PeryJispHO 00cIe0BaTh NAMEHTOB HA HAIMYNE HEBOCIPUUMUYNBBIX MUKPOOPTaHU3MOB
Y TIPU3HAKYU Pa3BUTHS CYNEpUH(EKIIHiA, B TOM YUCIIe TPUOKOBBIX.

[Ipenapat 3uTposiua He clieAyeT MPUMEHATH OoJiee TUTENbHBIMU KypcaMy, YeM YKa3aHo B pe-
KUME T03UpoBaHus (cM. pasnen 4.2.), Tak Kak (hapMaKOKMHETHUECKUE CBOWCTBA a3UTPOMHUIIMHA
MO3BOJIAIOT PEKOMEH/I0BAaTh KOPOTKUH U MPOCTOM PEXKUM JTO3UPOBAHUS.

Her naHHBIX 0 BO3MOXHOM B3aMMOJICHCTBHH MEXKIY a3UTPOMHUIIMHOM U TIPOU3BOTHBIMU IProTa-
MUHA U AUTUAPOIPrOTaMUHA, HO M3-3a PA3BUTHUS 3PTOTU3MA IPU OJHOBPEMEHHOM MPUMEHEHUU
MaKpOJHUIOB C IPOU3BOJHBIMU dPTOTAMHUHA M AUTHUAPOIPTOTAMUHA JAHHAS KOMOWHAIHS TIPOTH-
BOIIOKa3aHa.

[Tpu puTensHOM MpUEME a3UTPOMUIIMHA BO3MOKHO PAa3BUTHUE ICEBIOMEMOPAHO3HOTO KOJIHTA,
sezBarHoro Clostridium difficile, xak B Bue erkoii auapen, Tak u TsoKenoro koauta. Ipu pas-
BUTUU aHTHOMOTHUK-ACCOIIMMPOBAHHON Arapen Ha (OoHE Mpuema mnpemnapara 3UTPOIH, a TAKKe
yepes 2 MecsIa Mocjie OKOHYaHUS TeParuu ClIeIyeT UCKIIOUUTh KIOCTPUAUATIBHBIN IICEBJOMEM-
OpaHo3HbIM KOIUT. [IpemapaTsl, TOPMO3SIIHE TEPUCTATHTHKY KHIICYHUKA, IPOTHBOIIOKA3AHEI.
[Tpu neyeHnu MaKpoIUIaMH, B TOM YHUCIIE a3UTPOMULIMHOM, HAOIIOAAIOCh Y/UIMHEHUE CEepIeYHON
penonspu3aiuu 1 uHTepBasia QT, MOBBIMIAIONIUX PUCK PA3BUTHUS CEPACYHBIX APUTMHIA, B TOM
YHCIIe ApUTMUU THIIA «ITHPYITY.

Crnemyet co0I01aTh OCTOPOKHOCTH IMPH IPUMEHEHHUH TIperapara 3UTPOJIH Y MAlMeHTOB C HaJIH-
YHEeM MPOAPUTMOTEHHBIX (HaKTOPOB (OCOOCHHO Y MOKUJIBIX MAIIIEHTOB): C BPOKICHHBIM WJIH IIPHU-
00peTeHHBIM yuTnHeHneM uHTepBaia QT, y ManueHToB, MOTyYarouX TePanuio aHTHAPUTMHUYIC-
CKHUMHU TpenapaTamu kiaccoB A (xunuaus, npokanHamun), III (modernnun, amuonapon u cota-
JI0JT), MHU3ANPUIOM, TepPEHATUHOM, AHTHIICUXOTHICCKUMH TpernaparamMu (IMMMO3HU), aHTHUIC-
npeccanTamMu (nuTanonpam), propxuHonoHamu (MOKCU(IOKCAUH U JeBO(IOKCAIIUH), C HAPY-
HICHUSIMHA BOJTHO-3JICKTPOJIMTHOTO OaiaHca, 0COOCHHO B CITy4ae TUIOKATMEMHUH HIIA THIIOMAarHH-
e€MUH, C KIIMHUYECKU 3HAYUMOU OpaJuKapaueil, apuTMHel cepala, Wil TsHKeIoW cepieyHon He-
JOCTAaTOYHOCTHIO.

[Tpumenenue mpemnapara 3UTPOIUA MOKET CIIPOBOLMPOBATH Pa3BUTHE MUACTECHHUYECKOTO CHUH-
JpoMa WJI BBI3BaTh 000CTPEHUE MHUACTCHUH.

[lepen Ha3HAUEHHEM a3UTPOMHUIIMHA BCEM MAIIMEHTaM, MPUHUMAIOLTUM THIPOKCUXIOPOXHUH WU
XJIOPOXHH, TIIATEIHLHO B3BECHTE COOTHOIIICHUE TIOJB3bI M PUCKA M3-32 TMTOTCHIINAIHHO MTOBBIIICH-
HOT'O PUCKa CEPJICYHO-COCYAUCTHIX COOBITUI U CEPCYHO-COCYIUCTON CMEPTHOCTH (CM. pa3ien
4.5.).

BcnomoraTenbHble BeliecTBa

BcmomorarenbHbIe BemecTBa KpacHTeIb XHHOMMHOBEIHN x)enteiid E 104, kpacutens azopyoun E
122, kpacutens myHnoBbii [[Torco 4R] E 124, Bxoasinue B cOCTaB mpemnapara, MOTYT BbI3bIBATh
AUIEPTUICCKUE PEaKIIHH.

4.5. B3aumoaeiicTBue ¢ IPyruMu JeKapCTBEHHBIMHU MpenapaTaMu v Apyrue BUAbl B3aNMO-
JeHCTBUSA

AHTauuanble Ipenaparsl

AHTaIUAHbBIE IPENapaThl HE BIUSIOT HAa OMOJOCTYIMTHOCTh a3UTPOMUIINHA, HO YMEHBIIAIOT MaKCH-
MaJbHYIO KOHIIEHTpaIuio B kpoBu Ha 30 %, moaTOMy mpemapar cienyeT IpUHUMAaTh, 110 KpaiHen
Mepe, 3a OJIMH Yac /10 WM Yepe3 JIBa yaca Mociie pueMa 3TUX MpenapaToB U €JIbl.

[leTupusua

OnHOBpeMeHHOE IPUMEHEHUE B TEUCHHE 5 JHEH y 3I0POBBIX T0OPOBOIBIEB A3UTPOMHUIINHA C 11€-
Tupu3uHOM (20 Mr) He MpUBENO K (PapMaKOKHHETUYECKOMY B3aMMOJICHCTBUIO U CYIIECTBEHHOMY
n3MeHeHuto nareppana QT.

Jnaano3ud (IUAe30KCHHUHO3HUH)
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OJHOBpPEMEHHOE MPUMEHEHHE asuTpomuiuHa (1200 M%E}f}—%%ﬁzﬁlﬁgﬁgﬁ%&ﬁrﬁcﬁyy 6

BUNY-uHGUIMPOBAHHBIX MAIMEHTOB HE BBISIBIIIO U3MEHEHUH (papMaKOKMHETHUECKUX MOKa3aHUN
JIMJIaHO3MHA 110 CPAaBHEHMIO € IPYIION I1aneoo.

JIMTOKCUH U KOJIXUIUH (cyOcTpartsl P-raukonporenHa)

OnHOBpEeMEHHOE IPUMEHEHNE MaKPOIUIHBIX aHTUOMOTUKOB, B TOM YHCJI€ a3UTPOMHUIIMHA, C CyO-
cTparaMu P-rmukonporenHa, TaKMMM KaK JUTOKCUH U KOJIXULUH, IPUBOAUT K MOBBILIEHUIO KOH-
LeHTpauuu cyocrpara P-rmukonporenHa B CbIBOPOTKE KpoBH. TakuM 00pa3zoMm, IpU 0THOBPEMEH-
HOM MPUMEHEHHH a3UTPOMHIIMHA U JIUTOKCHHA HEOOXOIUMO yUYUTHIBATh BO3MOKHOCTD ITOBBIIIIE-
HUS KOHLICHTPALUK JUTOKCHHA B CBIBOPOTKE KPOBHU.

3U10BYIUH

OnHOBpEMEHHOE MPUMEHEHHE a3uTpOMHUIMHA (0 HOpa30BhIi nmpueM 1000 Mr U MHOTOKpaTHBIN
npuem 1200 mr wim 600 Mr) oka3pIBacT HE3HAYUTEIHLHOE BIUSHUE Ha (PapMaKOKHMHETHKY, B TOM
Yuciie BbIBEICHUE NTOYKAaMH 3UJOBYAMHA UJIM €0 INIIOKYPOHUAHOro Metabonura. OqHaKo, MpH-
MEHEHHE a3UTPOMHMIIMHA BBI3BIBAIO YBEJIHMUYEHHE KOHLEHTpAHu (ochOpHIMPOBAHHOTO 3HI0-
ByJIMHA, KIIMHUYECKH aKTUBHOIO METa0OJUTa B MOHOHYKJIeapax nepudepuueckoil kposu. Kiu-
HUYECKOE 3HaYECHHUE 3TOr0 (aKkTa HEsICHO.

A3UTPOMUIIMH 11200 B3auMoOJIeHCTBYeT ¢ n3odpepmMeHTamu cuctemsl nuroxpoma P450. He BbisiB-
JIEHO, YTO a3UTPOMUIMH Y4acTBYeT B (papMaKOKHMHETUUYECKUX B3aUMOJICUCTBUSAX, AaHAJIOTUYHBIX
SPUTPOMULIMHY U JPYTUM MaKkpoiIugaM. ASUTPOMULIMH HE BJSETCS UHITMOUTOPOM U UHIYKTOPOM
n3odepMeHToB uToxpoma P450.

AJKanoubl COOPBIHBY

YuuTbIBas TEOPETUUECKYIO BO3MOXHOCTh BOSHUKHOBEHHS 3ProTH3Ma, OTHOBPEMEHHOE TPUMEHE-
HUE a3UTPOMUIIMHA C IPOU3BOJHBIMU AJKAJIOUI0B CIIOPBIHBY IIPOTUBOIIOKA3aHO.

Bbutu nmpoBenieHs (papMaKOKHHETHYECKHE HCCIIEJOBAHUS OHOBPEMEHHOTO IIPUMEHEHUS a3UTPO-
MUIIMHA U IPenapaToB, METa00IU3M KOTOPBIX IPOUCXOIUT C Y4acTUEM M30()EPMEHTOB CUCTEMBbI
uuroxpoma P450.

ATopBacTaTuH

OpnHoBpemMeHHOE IpuMeHeHue aropBactatruHa (10 Mr exxenneBHo) u azutpomunnHa (500 mr exe-
JTHEBHO) HE BBI3bIBAJIO U3MEHEHUS KOHILIEHTpPALMI aTropBacTaTvHa B IIa3Me KPOBU (Ha OCHOBE
aHanmza uHruouposanus ['MK-KoA-penykrassl). OnHako, B MOCTPErHCTPAIIMOHHOM TEPUOJIE
ObUIM MOJIyYEHBI OTAETIbHBIE COOOLIEHUS O Clyyasx pabJlOMHUOJIN3a Y MAUEHTOB, NOTYYaroluX
OJIHOBPEMEHHO a3UTPOMUIIMH U CTATHHBI.

KapOamaszenun

B dapmakokmHETHUECKHUX UCCIIETOBAHMSIX C YHAaCTHEM 37J0POBBIX JOOPOBOJIBLIEB HE BBISIBIIEHO CY-
IIECTBEHHOT'O BIMSHUS HAa KOHIIEHTPALMIO KapOaMa3enHa 1 ero akTHBHOT0 MeTaboJInTa B IJ1a3Me
KpPOBH Yy NAIIIEHTOB, MOJYYaBIIMX OJTHOBPEMEHHO a3UTPOMHUIIMH.

[[umeTnanH

B ¢dapmakokuHeTHUECKHUX HUCCIIEIOBAaHUAX BIMSIHUS Pa30BOM J103bl IIUMETHIMHA HA (papMaKOKHU-
HETHUKY a3UTPOMUIIMHA HE BBISIBIEHO U3MEHEHUH (DapMaKOKMHETHKHU a3UTPOMUIIMHA, NIPH yCII0-
BUU IPUMEHEHUs IUMETH/IMHA 32 2 yaca 10 a3UTPOMMIIMHA.

AHTHKOAryJIsIHTBI HEOPSIMOTO JeMCTBUS (IPOU3BOIHbIE KyMapuHa)

B ¢dapmakokMHETHUECKUX HCCIEIOBAaHUIX a3UTPOMUIIMH HE BIMSUI Ha aHTUKOATYJSIHTHBIA 3¢-
(bexT ogHOKpaTHOM 0361 15 Mr BapdaprHa, IPUHUMAEMOTr0 30pOBbIMU J00poBoIbIaMu. Coo0-
[1aJI0OCh O MOTEHIIMPOBAHUU aHTHUKOAryJIIHTHOTO 3¢ (eKTa 1mocie 0JHOBPEMEHHOTO IPUMEHEHUS
A3UTPOMMIIMHA U aHTHKOATYJIIHTOB HEMPsAMOTo JefcTBUA (MIPOU3BOAHbIE KyMapuHa). HecMoTps
Ha TO, YTO MPUYUHHAS CBSA3b HE YCTAHOBJIEHA, CIEAYET YUYUTHIBATh HEOOXOAUMOCTh MTPOBEIECHUS
4acTOr0 MOHUTOPUHTA MIPOTPOMOMHOBOTO BPEMEHH MPHU NMPUMEHEHUH a3UTPOMUIIMHA Y MAI[MeH-
TOB, KOTOPBIE MOTYYat0T IEPOPATHHBIE AHTUKOATYJITHTHI HETIPSIMOTO AEUCTBUS (POU3BOIHBIE KY-
MapuHa).

[{uksociopuH

B ¢apMakoknHETHYECKOM HCCIIEJOBAHUH C YIaCTHEM 3/I0POBBIX 100POBOJIBLIEB, KOTOPHIE B TeUE-
Hue 3 AHel NmpuHUMaNu BHYTph a3uTpoMunivH (500 MI/cyT 0OHOKpATHO), a 3aTeM LUKJIOCIOPUH
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(10 MI/Kr/CyT OIHOKpPATHO), OBLIO BBIIBICHO I cmsepﬂggﬁ%—lﬁﬂéﬁ%%mwé}r&aﬁl KOHten-

A¥ OTUETY

Tpauuu B miazMe KpoBU (Cmax) U IUIOIIAIN O] KPUBOU «KoHIeHTpaius-Bpems» (AUCo.5) 1iuk-
nocnopuHa. Cienyer cobI0aaTh OCTOPOKHOCTh IPH OAHOBPEMEHHOM NPUMEHEHUH 3TUX IIperna-
patoB. B ciiyyae He0OX0IMMOCTH OAHOBPEMEHHOI'O IPUMEHEHHUS ITUX IIPENapaToB, HEOOXOUMO
IPOBOJUTh MOHUTOPUHI KOHIEHTPALUU UKJIOCIOPHUHA B IUIa3Me KPOBU U COOTBETCTBEHHO KOP-
PEKTUPOBATH J03Y.

Odasupens

OpnnoBpemMeHHOe TpuMeHeHue asutpomunmaa (600 mr/cyt omHOkpaTHO) m 3ddaBupen3a (400
MI/CYyT) €XEeHEBHO B TeueHHe 7 JHEH He BBI3BIBAIIO KAKOTI0-JIMOO KIMHUYECKH 3HAYMMOro ¢ap-
MaKOKHHETUYECKOTO B3aUMOJICHCTBUSI.

dnykoHazon

OnHoBpeMeHHOE puMeHeHne azutpoMuiiraa (1200 Mr ogHOKpaTHO) HE MEHSUIO (hapMaKOKHUHE-
TUKY (rykoHaszona (800 Mr ogHokpaTHO). OOmIas 3KCIO3ULMS U IEPUOJL TTOJTyBBIBEACHUS a3UT-
POMUIIMHA HE W3MEHSUIUCH TPU OJHOBPEMEHHOM NPUMEHEHUH (PIIyKOHA30J1a, OJHAKO MPH 3TOM
HaOmroanu cHuKkeHUue Cmax a3uTpoMuLnHa (Ha 18 %), yTo He UMENI0 KIIMHUYECKOro 3HaYEeHHU .
NupunaBup

OnHoBpeMeHHOe puMeHeHue azuTpomunnHa (1200 Mr oJHOKpaTHO) HE BBI3bIBAJIO CTATHCTUYE-
CKU JIOCTOBEPHOTO BIIMSAHUS Ha (papMakOKMHETHKY MHAMHABHpa (110 800 Mr Tpu pasa B CyTKU B
TeUeHUe 5 THEeH).

MertunnpeaHu30J10H

ABUTPOMHIIMH HE OKa3bIBa€T CYLIECTBEHHOI'O BIMSAHMS Ha (apMaKOKMHETUKY METHIIIIPEIHU30-
JIOHA.

Hendunasup

OpnnoBpemeHHoe npumeHeHue azutpomunuHa (1200 mr) u Hendpunasupa (no 750 mr 3 pasa B
JICHb) BBI3bIBACT MOBBIILICHUE PABHOBECHBIX KOHIEHTPALUNA a3UTPOMHUIIMHA B CBIBOPOTKE KPOBH.
Knuanyeckn 3HaUUMBIX MOOOUYHBIX 3(PPEKTOB HE HAOIIOJAIOCH U KOPPEKIUH JI03Bl a3UTPOMH-
[IMHA [IPU €r0 OAHOBPEMEHHOM NPUMEHEHUH ¢ Hell(pUHABUPOM He TpeOyeTcs.

Pudabyrun

OnHOBpeMEHHOE MPUMEHEHUE a3UTPOMHULIMHA U pU(aOyTHHA HE BIUSIET HA KOHLIEHTPALMIO KaX-
JIOTO W3 MpEenapaTroB B CHIBOPOTKE KPoBU. [Ipy 0HOBpEMEHHOM NMPUMEHEHUU a3UTPOMUIMHA U
pudalyTrHa uHOrAa HabI0Janack Heiirpornenus. HecMoTpst Ha TO, YTO HEHTPONEHHUS aCCOLUU-
poBajiach ¢ MpUMEHeHueM pudadyTuHa, TPUUNHHO-CIIEICTBEHHAs! CBSI3b MEXIY NMPUMEHEHUEM
KOMOUMHAIMY a3UTPOMULIMHA U pU(aOyTHHA U HEUTPOIIEHHEN HEe yCTaHOBJICHA.

Cunpenadun

[Tpu npuMeHeHun y 370pOBBIX JOOPOBOJIBIIEB HE MOJYUYEHO J0KA3aTeIbCTB BIUSHUS a3UTPOMHU-
Ha (500 mr/cyT exxenneBHo B TedueHue 3 qaeii) Ha AUC u Cmax criaeHadmTa i ero OCHOBHOTO
LUPKYJIHUPYIOLIET0 METa0O0IUTA.

Tepdenanun

B ¢apmakoknHeTHUECKUX HCCIEI0BaHUIX HE OBLIO MOJYYEHO J0Ka3aTeNbCTB B3aUMOJCHCTBUS
MEXJly a3UTPOMULIMHOM U TepdeHaauHoM. Coolmanoch 0 eUHUYHBIX CIy4asxX, KOTaa BO3MOXK-
HOCTb TaKOT'0 B3aUMOJICHCTBUS HEMb3s OBLIO HCKIFOUUTH MOJTHOCTHIO, OJTHAKO HE ObIIIO HU OJJTHOTO
KOHKPETHOI'O JI0Ka3aTeJIbCTBA, YTO TAKOE B3aUMOJEHCTBIE UMETIO MECTO.

Bb110 ycTaHOBJIEHO, YTO OJJHOBPEMEHHOE MPUMEHEHHE Tep(eHa nHa U MAaKpPOJIHIOB MOKET BbI-
3BaTh apUTMHUIO U yainuHeHne nareppana QT.

Teobunnnn

He BrIsIBIIEHO B3auMOIEHCTBUE MEXTY a3UTPOMHUIIMHOM U T€O(MUILITUHOM.
Tpuazonam/muazonam

3HAYUTENbHBIX U3MEHEHUHN (papMaKOKMHETHYECKUX MTOKa3aTesel Mpy O JHOBPEMEHHOM ITpUMEHe-
HUU a3UTPOMUIIMHA C TPUA30JaMOM MJIM MHJIa30J1aMOM B TEPANIEBTUYECKHUX J03aX HE BBIABIICHO.
Tpumeronpum/cynbdamerokcazon
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SABUJIO CYHICCTBCHHOT'O BJIMAHUA HA Cmax, O6H_IyIO 9KCHO3UIHIO UJIN S3KCKPCUHIO IMTOYKaMU TpHUME-
TONpUMa WK cyib(ameTokcazoia. KoHlleHTpanuu a3 uTpOMHUIIMHA B CHIBOPOTKE KPOBH COOTBET-
CTBOBAJIX BBIABJIICMBIM B IPYTUX UCCICIOBAHUAX.

CoBMecTHOE MPUMEHEHHE C TUIPOKCUXJIOPOXHUHOM U XJIOPOXUHOM

JlanHbple HAOIIOIEHUH TTOKA3aJId, YTO COBMECTHOE IIPUMEHEHUE a3UTPOMHUIIMHA C THIPOKCHXJIOP-
OXMHOM Y IMAllMeHTOB C PEBMATOMIHBIM apTPUTOM CBSI3aHO C MOBBIMICHHBIM PUCKOM CEPJICYHO-
COCYAMCTBIX COOBITUH U CEPACUYHOCOCYIUCTON CMEPTHOCTU. M3-32 BOZMOXKHOTO aHAJIOTUIHOTO
pHCKa TP MPUMEHEHUH APYTUX MaKPOJIUI0B B COUETAHUU C THAPOKCUXIOPOXUHOM MU XJIOPOXH-
HOM CJIeIyeT THIATEeIbHO B3BECUTh COOTHOIIICHHE MOJb3bl U PUCKA, MPEXKAC YeM Ha3HAYaTh a3UT-
POMUIIMH JTFOOBIM MAallMeHTaM, IPUHUMAIOLIUM THAPOKCUXIIOPOXHUH WU XJIOPOXHH.

4.6. ®epTHIBHOCTb, 0€PEMEHHOCTDb U JIAKTALMS

bepemeHHOCTD

[Tpu 6epeMeHHOCTH Mpenapar IPUMEHSIOT TOJIBKO B CiIydae, eclid MpeiroaaraeMas mojiab3a Jiis
MaTepH MPEBBIIIACT MOTCHIIMAIBHBIA PUCK JJIS TUIO/Ia U peOeHKa.

Jlakranus

B mepuoa rpyIHOTO BCKapMIIMBAHUS Mpenapar 3UTPOJIH MPUMEHSIOT TOJBKO B Clydae, eClid
npeJrnoiaraeMas 1oJjb3a Jijisl MaTep MPeBbIIaeT NOTeHIUAIbHBIA PUCK JUIS TTI0/1a U peOeHKa.
[Tpr HEOOXOTUMOCTH MPUMEHEHHS MperapaTa B IEPHUO TPYIHOTO BCKApMITUBAHUS PEKOMEH/TY-
€TCsl MPUOCTAHOBUTH TPYTHOE BCKapMJIMBAHUE.

4.7. BausiHue Ha CIOCOOHOCTH YNIPABJISATH TPAHCIIOPTHBIMH CPeICTBAMM M padoTaTh ¢ Me-
XaHU3MaMH

[Tpu pa3BuTHH HexenaTeabHBIX AP(HEKTOB CO CTOPOHBI HEPBHOM CUCTEMBI U OpraHa 3peHHs clie-
JyeT COOJIF0IaTh OCTOPOKHOCTH IPH BBITIOJHEHUH JCHCTBH, TPEOYIOIIHUX IMOBBIIICHHOW KOHIICH-
Tpaluy BHUMAHUS U OBICTPOTHI ICUXOMOTOPHBIX PEAKIUH.

4.8. HexkennaTeibHbIe peakunu

Pe3roMe HexeNnaTeNIbHbIX PeaKknii

OrnpeneneHne 4acTOThl HEXKENAaTeIbHbIX PEAKIUN MPOBOJAUTCS B COOTBETCTBUH CO CIIEAYIOUIUMU
KpUTEpUsMH: odeHb yacto (>1/10), wacro (>1/100, vHo <1/10), mewactro (>1/1000, Ho <1/100),
penko (=1/10000, Ho <1/1000), ouenp penko (<1/10000), yactoTa Heu3BecTHa (Ha OCHOBAHHUHU
UMCIOIINXCS JAHHBIX OICHUTh HEBO3MOYKHO).

Hnghexyuu u unsazuu

Heuwacro: kaHaua03, B TOM YUCIE CAM3UCTON OOOJOYKM MOJOCTH PTA, BarMHaJIbHAs MHPEKIINS,
MTHEBMOHUSI, TprOKOBast HH(EKIus, bakTepruanbHas HHPEKUs, GapruHTUT, TACTPOIHTEPUT, PECTIU-
paTopHbie 3a00JIeBaHUS, PUHHT;

YacroTa HEM3BECTHA: MICEBJOMEMOPAHO3HBIN KOIUT.

Hapywenus co cmoponvl kposu u aumgpamuyeckoii cucmemol

Heuacro: nefikoneHusi, HESUTPOIIEHUS, 203UHODUITHS,

OueHb peKo: TPOMOOIMTOIICHUSI, TEMOJIUTHYECKAsT aHEMUSL.

Hapywenus co cmoponwvt ummyHnnou cucmemol

Heuacto: aHTHOHEBPOTUYECKHI OTEK, PEAKIIMHU MMOBBIIIEHHOW YyBCTBUTEIbHOCTH;

YacroTa Hen3BecTHA: aHA(UIAKTUIECKAs pEaKIIUs.

Hapywenus memabonuzma u numanus

Heuacro: anopexcus.

Icuxuueckue napyuienus

Heuacro: HEpBO3HOCTB;

Penxo: axxuramus;

YacroTa HEM3BECTHA: TPEBOTa, arpeccusi, Ope, TaTIOIMHAIIH.

Hapywenus co cmoponwl HepsHoti cucmembi
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YacTo: ronoBHas 00JIb; (NMOCNEOOBATENEHOCTRE 0001)

HeuacTo: ronoBokpykeHue, HapylIeHHe BKYCOBBIX OIIYIICHH, MapecTe31H, COHIMBOCTh, Oec-
COHHMIIA;

Yacrora HEeM3BECTHA: TUIIECTE3HsI, 0OMOPOK, CYJOPOTH, ICUXOMOTOPHAsI TUIIEPAKTUBHOCTD, 1O~
Teps 0OOHSAHUS, U3BPALlEHUE OOOHAHUS, NOTEPsI BKYCOBBIX OLIYLIEHUH, MUACTCHHUS.

Hapywenus co cmoponul opeana spenus

Heuacro: HapymeHnue 3peHus.

Hapywenus co cmoponwl opeana ciyxa u iabupunma

Heudacro: paccTpoiCTBO ciiyXa, BEpTUTO;

Yacrora HEeM3BECTHA: HAPYLICHUE CITyXa, B TOM YKCIIE TIyX0Ta M/WIIH IIyM B yIIax.

Hapywenus co cmoponul cepoya

Heuwacro: omrymenue cepaieoueHus;

YacroTa HEU3BECTHA: aPUTMMUSI TUIIA KIIUPYIT», KEIIyAOUKOBAs TAXUKAPAHSL.

Hapywenus co cmoponwt cocyooé

Heuvacro: «IpriIMBbD) KPOBH K JIALLY;

YacToTa HEU3BECTHA: IOHM)KEHHUE apTEPUAIIBHOTO J1aBIICHUS.

Hapywenus co cmoponul Ovixamenvhotl cucmemsl, op2anos 2pyOHOU KIemKU U cCpe0oCmenus
Heuacro: onpliika, HOCOBOE KPOBOTEUEHUE.

Kenyoouno-kuweunvie napyuienus

Ouenb yacTo: Auapes;

YacTo: TOIHOTA, PBOTA, O0JIb B KHUBOTE;

Heuacro: mereopusm, aucnerncus, 3ano0p, racTpuT, Aucdarus, B3yTUE KUBOTA, CYXOCTh CIIU3H-
CTOM 00OJIOYKHM MOJOCTH PTA, OTPBIKKA, A3BbI CIU3UCTOW O0OJIOUKU MOJOCTH PTa, MOBBILICHHUE
CEKPELMH CIIOHHBIX JKeJe3;

OdeHb penKo: HU3MEHEHHE 1IBETA SI3bIKA, [TAHKPEaTUT.

Hapywenus co cmopoHbl neuenu u JHcendesblgo0auux nymeti

Heuacro: renatur;

Penxo: napymenue GpyHKIMH IEYEHH, XOJIECTaTHUECKAs JKENITYXa;

YacToTa HEM3BECTHA: IEYEHOYHAs! HEOCTATOUHOCT (B PEIKHUX CIIydasiX — C JIETAJIbHBIM UCXOI0M,
B OCHOBHOM Ha ()OHE HapylIeHUs (YHKIUU EYEHH TSKEJION CTEIIEHN ), HEKPO3 MeYeHH, (yJIbMHU-
HAHTHBIN TENaTuT.

Hapywenus co cmopoHbl Kodicu u NOOKOACHBIX MKAHEl

Heuacro: koHas Chllb, 3y, KPallMBHULIA, IEPMATUT, CYXOCTb KOXH, TOTIUBOCTb;

Penko: peakuust poroceHcHOMNIMU3aIK, OCTPhIA FreHepaIn30BaHHbIN 3K3aHTEMAaTO3HbIN MyCTYJIe3
(OI'2I);

YacroTa HensBecTHa: cuHapoM CtuBeHca-/[)KOHCOHA, TOKCUYECKUI SNUAepMalbHbI HEKPOJIN3,
MyJIbTH(GOPMHAs 3pUTEMa, JIEKAPCTBEHHAS ChINb C Y03MHOPHUINECH U CUCTEMHBIMU NPOSBICHUSAMHU
(DRESS-cunapom).

Hapywenus co cmopoHbl MbluieuHoll, cKelemHoul U COeOUHUMenbHOU MKAHU

Heuacro: ocreoaptput, Mmuanrus, 00Jib B CIUHE, O0JIH B IIIEE;

YacroTa HEU3BECTHA: apTPANITHUs.

Hapywenus co cmopoHbl nouex u Mo4egbleo0AuUx nymei

HeuacTo: au3ypus, 60516 B 00JIaCTH MOYEK;

YacroTa HeM3BECTHA: HHTEPCTULIMATBHBIN HEPPUT, OCTpasi MOYEYHas! HEIOCTATOYHOCTb.
Hapywenus co cmoporvl penpooyKmugHot cucmemvl U MOJIOYHBIX JiceNe3

Heuacro: metpopparuu, HapyuieHne GQyHKIUHU sTHYEK.

Obwue napyuienus u peakyuu 8 Mecme 66€0eHuUs.

Heuacro: oTek, acTeHusi, HeIOMOTaHHe, OIIYLIeHHE YCTalIOCTH, OTEK JIULa, OOJIb B TPY/IH, JIUXO-
paJka, nepugepuieckrue OTeKH.

Jlabopamophvle u uncmpymenmanbHvle OaHHbLE

YacTo: CHUKEeHUE KOJIMYecTBa TUM(OIMTOB, MOBBIIICHHE KOJHMYECTBA 303UHO(UIIOB, TOBHIIIEHUE
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KOoJM4ecTBa 0a30(hUII0B, TOBBIMICHUE KOJTMYECTBA MOHoﬁg%ﬁgﬂﬁﬁié&@wﬂﬁﬁegﬁg 'I'{'c!ljﬁ:‘rpo-

¢GmII0B, CHI)KEHUE KOHIICHTpaluy OMKapOOHATOB B IJ1a3Me KPOBH;

Hewacro: moBbIlIeHHEe aKTHBHOCTH aclapTaTaMUHOTpaHcdepasbl, alaHWHAMHUHOTpaHC(epassl,
MOBBIIIIEHUE KOHLIEHTPAIMK OMIIMpyOHHa B IJ1a3Me KPOBH, TIOBBIIICHHE KOHIICHTPAIIMA MOYEBUHBI
B IJIa3Me KPOBH, NOBBIIIEHNE KOHIIEHTPALMY KPEaTHHHUHA B TUIa3Me KPOBHU, H3MEHEHHUE COJIepIKa-
HUS KaJIWs B IJIa3Me KPOBH, MOBBIIICHWE aKTHBHOCTH IIENOYHON (hocdarasbl B I1a3Me KPOBH,
HOBBIIICHUE COAEP)KAHMS XJIOPUIOB B IJIa3M€ KPOBH, MOBBIIICHHE KOHIIEHTPAIMU TJIIOKO3BI B
KPOBH, yBEITMUECHUE KOJIMYECTBA TPOMOOIIUTOB, CHUKEHHE FeMaTOKPUTA, IIOBBIIIIEHNE KOHIICHTPa-
1M OMKapOOHATOB B TIa3ME KPOBH, M3MEHEHHUE COJCP KaHMsI HATPHS B IJIa3Me KPOBH.

Yacrora HeW3BecTHA: yBenuueHue narepBaia QT Ha anekTpokapanorpaMme.

Coo011eHne 0 MoI03peBaeMbIX HEKEIATSILHBIX PEAKITUIX

Baxxno coo01math 0 moJj03peBaeMbIX HeXKENaTeIbHbIX PEaKIUAX [TOCIIEe PEruCTpaliy JeKapCTBEH-
HOTO Tpernapara C IelbI0 00ecIeueHUs] HEePEPHIBHOTO MOHUTOPHHTA COOTHOIICHHS «II0JIb3a —
PHUCK» JIEKapCTBEHHOTO npenaparta. MeAUIIMHCKUM pabOTHIUKAaM peKOMEHAyeTCsl COOOIIATh O JI0-
OBIX MOJI03PEBAEMBIX HEXKEIATEIbHBIX PEAKIUAX JIEKAPCTBEHHOTO IMpernapara yepe3 HallioHaIb-
HBIE CUCTEMbI COOOIICHHS O HeXKENaTeIbHBIX PEaKlUsiX rocyapcTB — wieHoB EBpasuiickoro sxo-
HOMHUYECKOTO COI03a.

Poccuiickas ®@enepanus.

OdenepaiibHas Ciryx0a 1Mo Ha3OPY B chepe 31paBOOXPaHCHUS.

Anpec: 109012, r. MockBa, CnaBsiHcKas miiomazis, a. 4, ctp. 1.

Temedon: +7 800 550 99 03.

OnekrponHas modra: pharm@roszdravnadzor.gov.ru

Caiit B uH(popMaIMOHHO-TEICKOMMYHHKAMOHHOM ceTr «HTepHEe™: https://www.roszdravnad-
zor.gov.ru/

4.9. Ilepeno3upoBka

CHMIITOMBI

TomrHoTa, BpeMeHHas MOTepsi CiIyXa, pBOTa, Auapes
JleueHme

CUMITOMAaTHYECKOE.

5. DPAPMAKOJIOTMYECKHUE CBOVMCTBA

5.1. ®apmakoaMHaAMHYeCKHE CBOMCTBA

®dapMakoTepaneBTUYECKas TpyMIa: aHTUOaKTepUaIbHbIe CPEICTBA CUCTEMHOTO JEWCTBHUS; MaK-
POJUIBI, JIMHKO3aMHHBI H CTPETITOTPAMUHBL, MAKPOJIU/IHI.

Kox ATX: JO1FA10

MexaHu3m AeNCTBUS

ABUTPOMHIIMH — OaKTepUOCTATUYECKUIT aHTUOMOTHK IIMPOKOTO CIEKTpa AEHCTBUS U3 TPYTMIIBI
MaKpOJIUA0B-a3amua0B. O0IagaeT MMPOKUM CIIEKTPOM aHTUMHUKPOOHOTO JIeHCTBUS. MexaHu3M
JENCTBUS a3UTPOMHUIIMHA CBSI3aH C MOJIaBIICHUEM CHHTe3a 0elka MUKpOOHO kieTKu. CBSA3bIBAsCh
¢ 50S-cyOobenunuIeil ppdocoMbl, yrHETaeT NENTUATPAHCIOKA3y Ha CTaAUH TPAHCISLUU U TI0/1aB-
JSeT CUHTe3 Oelka, 3aMeaisisi pOCT U pa3MHOXKeHHE OakTepuil. B BRICOKMX KOHIIEHTpAIMSIX OKa-
3bIBACT OAKTEPUIIUTHOE ICUCTBHE.

DapmakoanHamuueckue Y HeKThl

OO0JtamaeT akKTHBHOCTHIO B OTHOIICHHUH PsIJia TPAMIIOJIOKUTEIBHBIX, TPAMOTPHIIATEIHHBIX, aHAd-
pOOOB, BHYTPHKJIETOUYHBIX U APYTUX MHUKPOOPTAaHU3MOB.

MuKpoOpraHu3Mbl MOTYT U3HAYAILHO OBITh YCTOHYHBBIMU K JCHCTBHIO AHTHOMOTHKA MM MOTYT
nproOpeTaTh YCTOMUUBOCTH K HEMY.

LIxana uyecmeumenbHOCMU MUKPOOP2AHUZMOS K azumpomuyuny (Munumanonas uneubupyowas
konyeumpayusi (MUK), me/n)
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Muxkpoopranu3Mbl
UyBCTBUTEIBHBIC Ycronuuseie
Staphylococcus <1 >2
Streptococcus A, B, C, G <0,25 >0,5
S. pneumonia <0,25 >0,5
H. influenzae <0,12 >4
M. catarrhalis <0,5 >0,5
N. gonorrhoeae <0,25 >0,5

B bonvuwuncmee cydaes 4yecmeunieslibHble MUKpPOOP2aHU3Mbl
FpaMnOﬂo:chumerbele 09D05bl

- Staphylococcus aureus Methicillin-uyscmeumenvnutii

- Streptococcus pneumoniae Penicillin-uyscmeumensnuwiii

- Streptococcus pyogenes

Fpamompuuameﬂbele 03D06bl

- Haemophilus influenza

- Haemophilus parainjluenzae

- Legionella pneumophila

- Moraxella catarrhalis

- Pasteurella multocida

- Neisseria gonorrhoeae

Anaspodul

- Clostridium perfringens

- Fusobacterium spp.

- Prevotella spp.

- Porphyriomonas spp.

ﬂpyeue MUKDOODPSAHU3MbL

- Chlamydia trachomatis

- Chlamydia pneumonia

- Chlamydia psittaci

- Mycoplasma pneumonia

- Mycoplasma hominis

- Borrelia burgdorferi

Muxpoopeanuzmbi, cnocobHbIe pa38ums YCMOUYUBOCTb K A3UMPOMUYUHY
FDCZMI’ZOJZOOfClee]leble (13D06bl

- Streptococcus pneumoniae Penicillin-ycmotiuuewiii
H3nauanvno ycmodqugble MUKPOOPp2ARU3MDbL
Fpamnozzoofcumeﬂbuble 03D06bl

- Enterococcus faecalis

- Staphylococci (MeTHIMLTHH-YCTOHYHBBIE CTAQUIOKOKKH MPOSBIISIOT OYSHb BHICOKYIO CTEIIEHb
YCTOWYMBOCTU K MaKpOJIUIaM)

- 'pammnionoxxurenbHble OaKTEPUN, YCTONUUBBIE K 3PUTPOMUIIIHY.

Anaspobdul
- Bacteroides fragilis

5.2. ®DapmakoKMHeTHYECKHE CBOMCTBA
Abcopbrus
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[Tocne mpueMa BHYTPh a3MTPOMHMIIMH XOPOILIO BcacmBaQ;lc':_}'f:h-l%5&-5%5&5&?6}@ Ebra-

Husme. [locne ogHokpatHoro mpuema 500 mMr GuomoctymHocTh — 37% (3ddekT «mepBoro mpo-
XOXKICHUS»), MakcuMalbHas KoHueHTpanus (0,4 Mr/i) B KpoBH co3aaeTcs uepes 2—3 yaca.
Pacnpenenenue

Kaxxymuiicss o0bem pacnpenenenus — 31,1 Ji/kr, cBsA3bIBaHHE C OeIKaMu 0OpaTHO MPOIIOPIIHO-
HAIBHO KOHIIEHTPAIIMU B KpoBH U cocTaBisier 7—50%. [Iponukaer yepe3 meMOpaHbl KIETOK (3¢-
(bexTrUBeH MpH MHPEKIUAX, BHI3BAHHBIX BHYTPUKIETOYHBIMU BO30yauTensamMu). TpancnopTupy-
eTcs (arouuTaMu K MecTy MH(EKIMH, TJIe BBICBOOOXKIAEeTCS B MPUCYTCTBUU OakTepuil. Jlerko
MPOXOUT TUCTOreMaTH4ecKue Oapbepbl M MOCTyNaeT B TKaHU. KoHIIeHTpalus B TKaHIX U KJIeTKax
B 10-50 pa3 BhIme, yeM B I1a3Mme, a B oyare nHpekuu — Ha 24—34% Ooubliie, 4eM B 3I0pPOBBIX
TKaHSIX.

Buorpancdopmarys

B neyenu nemetuiupyercs, Tepsisi akTUBHOCTb.

DJIMMHUHALMS

VY azuTpomuIMHA OYCHB JJTMHHBIN Mepruoa monyBbiBeneHus — 35—50 yacoB. [leprnoa moyBeIBe-
JICHUS U3 TKaHEH 3HaYuTeIbHO Ooblie. TepamneBTuuecKas KOHIEHTPAIUs a3UTPOMHUIIMHA COXPa-
HsIeTCS 10 5—7 Hel mocie mpreMa mnocieIHed 103bl. ASUTPOMUIIMH BBIBOAUTCS, B OCHOBHOM, B
HensMeHeHHOM Bue — 50% kuireuHuKkoM, 6% MmoYKaMu.

6. PAPMAIIEBTHYECKUE CBOMCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
CoaepKUMOe Kacyabl

[enmros103a MUKPOKpUCTATITMYECKAS

Maruus creapar

Kopnyc karcyisl

Twurana gunokcun E 171

Kematun

Kprlmka xkancyabl

Turana muokcug E 171

Kpacurens xuHOMMHOBHIH xenThiit E 104
Kpacurens azopyoun E 122

Kpacurens nynnossii [[Tonco 4R] E 124
Kematuna

6.2. HecoBMecTHMOCTD
He npumennmo.

6.3. Cpok rognocTu (CpoOK XpaHeHus1)
3 roa.

6.4. Oco0ble MepbI NPEAOCTOPOKHOCTH NIPH XPAHCHUHU
XpaHUTh B 3alIUIIEHHOM OT CBETa MECTE MPH Temreparype He Bbiie 25 °C.

6.5. Xapakrep u coaepkaHue NePBUYHON YIIAKOBKH

ITo 6 mnm 10 kancyn B KOHTYPHYIO SUEHKOBYIO YIIaKOBKY W3 IUIEHKU IOJUBHHUIXJIOPUAHON U
(boJIbru amOMHUHNEBOM MeYaTHON JTAKUPOBAHHOM.

1 wim 10 KOHTYpHBIX STYEHKOBBIX YIIAKOBOK BMECTE C JINCTKOM-BKJIAABIIIEM IIOMELIAIOT B MMAYKY
U3 KapTOHA Ul OTPEOUTENBCKOM Taphl

6.6. OcoOble MepbI MPEIOCTOPOKHOCTH MPH YHHYTOKEHUH MCIOJIH30BAHHOTO JIEKAPCTBEH-
HOI'0 npenapara Wi 0TX0J10B, IOJYYEHHBIX 10C/e NPUMEHEHHs JIEKAPCTBEHHOr0 Ipena-
para, ¥ Apyrue MaHMIYJ/ISIHUM C IIPenapaTrom
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Het oco0bIx TpeOOBaHM K yTHIIM3AIUH.

7. AEPKATEJIb PETUCTPAIHUOHHOI'O YIOCTOBEPEHUSA
Poccniickas @enepanus

AkmmonepHoe obmectBo «Banenta @apmaneBtuka» (AO «Banenta ®apmy»)
141108, MockoBckast 00sacts, r. [lenkoBo, yn. ®adbpuynas, 1. 2.

Tenedon: +7 (495) 933-48-62, dakc +7 (495) 933-48-63.

DnexTponHsii aapec: info@valentapharm.com

7.1. llpeacraBuTe/ib Aep:KaTessi perucCTPAIMOHHOIO YA0CTOBEPEeHUs
[IpereH3uu noTpeduTeNel HANPaBIATh 110 A/IPECY:

Poccniickas @enepanvs

AkrmonepHoe obmectBo «Banenta @apmaneBtuka» (AO «Banenta @apm»)
141108, MockoBckast 00sacts, r. [lenkoo, yn. ®adbpuynas, 1. 2.

Tenedon: +7 (495) 933-48-62, daxc: +7 (495) 933-48-63.

DnexTponHslii aapec: info@valentapharm.com

8. HOMEP PET'UCTPALIMOHHOI'O YIOCTOBEPEHUA

9. IATA IEPBUYHOM PETUCTPAIIMU (IOATBEPKJIEHWS PETUCTPALINU, TIE-
PEPETUCTPALIN)
JlaTa nepBoi perucTpanuu:

10. IATA IEPECMOTPA TEKCTA
OO01mast xapaKTepuCTHKa JISKAPCTBCHHOTO Mpenapara 3UTPOJIHl JOCTyTHA Ha WH(HOPMAITMOHHOM

nopTajic EBpaSHﬁCKOFO 3KOHOMHYECKOI'0 CO3a B I/IH(i)OpMaI_II/IOHHO-KOMMYHHK&IL[HOHHOFI CCTHU
«UuTepuer» http://eec.eaeunion.org/
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