COOTBETCTBYET 3KCNEPTHOMY OTUETY
ot 12.02.2024 N° 2591

OBILAS XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA “C05)

1. HAUMEHOBAHUE JJEKAPCTBEHHOI'O IIPEITIAPATA
A3UTPOMMUIINH, 125 mr, TaGneTKH, MOKPHITHIE TUICHOYHOW 00O0IOUKOM.

A3UTPOMMUIINH, 500 mr, TabneTKH, TOKPHITHIE TUICHOYHOW 00O0JIOYKOM.

2. KAUECTBEHHBIN U KOJTUYECTBEHHBIN COCTAB
JelicTBytol1ee BEIIECTBO: a3UTPOMHUIIHH.

A3SUTPOMMUIINH, 125 mr, Ta0IeTKN, DOKPBITHIE [JIEHOYHOU 000JI0UYKOMI

Kaxnas Tabnerka cogepkut 125 mr azutpomunvHa (B BUAE JUTHAPATA).
BcrmomorarenbHbie BElIecTBa, HATMYKME KOTOPBIX HAJ0 YYHUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npenapara: jlaktosa (cm. paszuen 4.4).

A3SUTPOMMUIINH, 500 mr, TabaeTKH, DOKPBITHIE [JIEHOYHOU 000JI0UYKOMI

Kaxxnas tabnerka conepxut 500 Mr a3suTpoMuiinHa (B BUJI€ TUTHAPATA).
BcmomorarenbHbIE BEIIECTBA, HATMYHE KOTOPBIX HAI0 YYUTHIBATH B COCTABE JICKAPCTBCHHOTO
npenapara: jiaktosa (cMm. paszuen 4.4).

ITonHbI MEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPHUBCACH B pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabneTKu, MOKPHITHIE MNICHOYHOM 000TI0UYKOM.
Kpyribie OBOSIKOBBINYKIIbIE TAOJETKH, MOKPBITHIE TUIEHOYHON 000JI0UKOW Oenoro Wi MOYTH

Oenoro npera. Ha monmepeunoM pazpese sipo 0e10ro Win moyTH 6e1oro 1Bera.

4. KIMHUYECKUE JAHHBIE

4.1. IToka3aHus1 K IPUMEHEHHUIO

[Tpenapar ABUTPOMUIIMH mnoka3aH K NPUMEHEHHMIO Y B3pOCIbIX, MOAPOCTKOB, JETEH B
Bo3pacte oT 3 set (s Tabnerok 125 mr) u merei ot 12 sner ¢ maccoit Tena Oonee 45 xr (s
tabnerok 500 Mr) ans jeyeHHs MHQPEKIMOHHO-BOCHAIUTENBHBIX 3a00J€BaHUM, BBI3BAaHHBIX
qYBCTBUTEIbHBIMU K a3UTPOMULIMHY MUKPOOPIaHU3MaMH.

- Nndexkunu BepxHux abixarenbHblx myred u JIOP-opranoB (¢dhapHHMUT/TOH3WILINT,
CUHYCHUT, CPEAHUM OTHT).

- WNHudexkuny HUKHUX IbIXaTeNbHBIX MyTel (OCTpbIil OPOHXUT, 000CTPEHNE XPOHUUECKOTO
OpOHXUTA, MTHEBMOHMS, B T.4. BEI3BAHHBIC AaTUITMUYHBIMU BO30YIUTEIIMH).

- WNHudexunn KoXu U MATKUX TKaHeH (aKHe BYJIbrapuc CpelHel CTENEeHH TSIKECTH, poXa,

UMIIETUT0, BTOPUYHO UH(UIIMPOBAHHBIE 1€PMATO3bI).
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LEPBUIINT).

- Hauanbhas cramus Oosesnu Jlaiima (Ooppenno3) — murpupyroimas sputema (erythema
migrans).

4.2. PexxuMm 103MpOBaHNs U C1IOCO0 NPUMEHEeHUs!

PexxuM J103upoBaHus

Tlpu unpexyusx sepxuux u HUNICHUX Obixamenbhbix nymet, JIOP-opearos, Kodicu u MASKUX mKaHell
— 500 mr 1 pa3 B cyTku 3a 1 mpuiem B TedueHue 3-X IHEH (KypcoBas go3a — 1,5 T).

Ilpu axne synveapuc cpeoneii cmenenu msxcecmu — 500 mr 1 pa3 B CyTku B TeueHHE 3-X JTHEH,
3atem 500 mr 1 pa3 B Hepento B Teuenue 9 Hezenb (KypcoBas qo3a 6,0 1).

IlepByro exenenenpHyto 103y 500 Mr ciemyer NpUHATH 4yepe3 7 JHEW IMOciae mpueMa MepBou
exenHeBHO 10361 500 Mr (8-0i1 1eHb OT Hayasa JIEYeHHs ), OCIeAYoNre § eKeHEeAeNbHbIX 103
1o 500 Mr — ¢ UHTEpBaJIOM B 7 THEH.

Ipu ungpexyusx mouenonoswix nymet, svizéannvix Chlamydia trachomatis (ypempum, yepsuyum)
HEOCJIOKHEHHBIN YPEeTPUT/LIEPBULUT —1 T OTHOKPATHO.

Ilpu 6onesnu Jlaiima (navanvhas cmaous 6oppenuosa) — muepupyrowel spumeme (erythema
migrans) — 1 pa3 B cyTku B TeueHue 5 qHeid: 1 T B nepBbiii JeHb U 500 Mr exeTHeBHO co 2 1o 5
JeHb (KypcoBas 1032 — 3 T).

Oco0bIe I'pYIIIBI ITAIIMCHTOB

Tayuenmor nodxcunozo eospacma
Koppekuust 10361 He TpeOyercs. IloCKONbKY MOXKWIBIE JIOAW YK€ MOTYT MMETh TEKYIIue
IIPOAPUTMOT'€HHBIE COCTOSIHUS, ClIEyeT COOII0AaTh OCTOPOKHOCTh IPY MMPUMEHEHHUH Mpenapara
B CBSI3U C BBICOKMM PUCKOM Pa3BUTHS CEPACUHBIX aDUTMHI, B TOM YUCJIE ADUTMHH THIIA «ITUPYITY.
Tayuenmoi ¢ napywenuem ¢hynkyuu novex
V¥ nanuentoB ¢ CK® (ckopocts kiyboukoBoi ¢punbTpanun) 10—80 Mi/MUH KOppeKIUs 1036l HE
tpeOyercs. [Tanmentam ¢ CK® <10 mui/MUH ciielyeT IPUHUMATh C OCTOPOKHOCTBIO.
Iayuenmol ¢ napywenue yHKkyuu nevenu
[Tpy npruMeHeHnU y MalMEeHTOB C HApYIIEHUSAMH (DYHKIMH MEYEeHU JIETKON M CpeJHeH CTelneHu
TSKECTH KOPPEKLUs 103bl He TpeOyeTcs.

eTH
Jlemu 6 6o3pacme om 3 00 12 nem ¢ maccoti mena 00 45 ke

Iipu qubeKuuﬂx BEPXHUX U HUNCHUX ObIXAMENbHbIX nymetl, JIOP-opeanos, KodicU U MASKUX MKAHEL

—un3 pacuera 10 mMr/kr Maccel Tena 1 pa3 B cyTku B TedueHue 3 aHel (kypcoas 1o3a 30 mr/kr). s

y100CTBa JO3UPOBAHUS TIPEIaracTcsl BOCIOJIb30BaThCs Tadmiei 1.
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Macca tena Jlo3a azutpomuIrHa (KOJIMYECTBO TAOJIETOK C IO3UPOBKOM 125 mr)
18-30 xr 250 mr azuTpoMuIHa (2 TaOJIETKH)
31-44 xr 375 mr azutpomunuHa (3 TabIEeTKH)
He menee 45 kr [IpuMeHAIOT 103BI, PEKOMEHAOBAHHBIE ISl B3POCIIBIX

Ilpu gapuneume/monsuniume, svizsannvix Streptococcus pyogenes — 20 mr/kr 1 pa3 B CyTKH B

teueHue 3 nHew (kypcosas go3a 60 mr/kr). MakcumanbHast cytouHas go3a — 500 mr.

Ipu neuenuu nauanvrou cmaduu bonesnu Jlavima (erythema migrans) — 20 mr/kr 1 pa3 B cyTku B

NIEPBBIN JICHb, 3aTeM u3 pacdera 10 mr/kr 1 pa3 B cyTku co 2 1o 5 neHb (KypcoBas g03a 60 MI/kr).
Jlemu 6 so3pacme cmapwie 12 nem c maccou mena gviuie 45 ke

Pexum no3upoBanus Ais aereit crapiie 12 ¢ maccoii Tena Beiiie 45 KT He OTIIMYaeTcs OT PeKuMa
JIO3UPOBAHUS AJIs1 B3POCIIBIX.

Cnoco0 npuMeHeHus

BuyTpb He pa3:xeBbIBasd, 110 KpaiiHel Mepe, 3a 1 4 10 uiu yepes3 2 4 nocie eapl, | pa3 B CyTKH.
4.3. [IpoTuBONOKA3aHUS

- I'unepuyBCTBUTENBHOCTh K Aa3UTPOMUIMHY, SPUTPOMHUIMHY, OPYTUM MaKpoIMIaM WU
KETOJIM/1aM, UJIH K JJI0OOMY M3 BCIIOMOTaTeIbHbBIX BEIIECTB, IEPEUUCICHHbIX B pa3zene 6.1.

- Hapymenne ¢pynkunu nedeHu Tspkenoi crenenu (kinace C mo xmaccudukanmm Yaiina-
[Tp10).

- Herckuil Bozpact 1o 12 net ¢ maccoi Tena meHee 45 Kr (i TaOJETOK C JA03MPOBKOM
500 mr).

- Jerckuii Bo3pact 10 3 et (a1 TabaeTok ¢ J03upoBKOM 125 mr).

- HenepenocumocTs 1aKTO3bl, 1€QUIINT JTaKTa3bl, TNIIOKO30-TaJIaKTO3HAs MalbaOCcopOIus.
- OnHOBpEMEHHBIH PHEM C 3PrOTaMUHOM U TUTUAPOIPTOTAMUHOM.

4.4. OcoOble yka3aHusl M MepbI NPeJ0CTOPOKHOCTH NIPH NPUMEHEHUH

C 0CTOPO’KHOCTBIO

- MuacTteHus.

- Hapymenne QpyHkinu neyeHu Jerkoi U CpeHel CTENeHH TSHXKECTH.

- TepmunanbpHas noueuHas HegoctatouHocTh ¢ CK® menee 10 mur/MuH.

- Y manuMeHToB C HAJIWYMEM MPOAPUTMOTEHHBIX (AKTOPOB (OCOOEHHO Yy TMOXKHIIBIX
MAIUEHTOB): ¢ BPOXKJICHHBIM WM MPHOOPETEHHBIM yUIMHEeHWeM mHTepBasia QT, y marueHTos,
MONYyYaONUX TEepanmuil0 aHTHAPUTMUYECKUMHU TMpemapaTamu  kiaccoB |A  (XUHUAMH,
npokannamuna), |l (modermnua, amuomapoH, coTanoN), UU3ANPUAOM, TepheHaATUHOM,

AQHTUIICUXOTHMYECKUMHU  TpernapataMu  (ODUMO3HUJA),  aHTHUJENpeccaHTaMH  (LUTaJIoIpam),
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AIIEKTPOJIUTHOTO OajaHca, OCOOCHHO B CiIy4ae THUIOKAIMEMHHM WJIH TUIIOMAarHUEMHUH, C
KJIMHUYECKH 3HAUUMOW Opagukapiueil, apuTMUEH cepAlna WIH TDKEIOH CepAeyHOR
HEZ0CTaTOYHOCTBIO.

- OnHoBpeMeHHOE IPUMEHEHUE Bap(apuHa, JUrOKCHHA, LIMKJIOCIIOpUHA.

Oco0ble yKazaHus

B ciydae nmpomnycka npuema oJHON 103kl Ipernapara, IpoIyIEeHHYI0 103y CIe1yeT IPUHATh KaK
MO’KHO paHbllle, a IOCIEAYIOLIME — C IepepbIiBaMu B 24 yaca.

[Ipenapar ciaegyer npuHUMAaTh, IO KpalHel Mepe, 3a 1 yac 10 uiau depes 2 yaca mnocie npueMa
aHTAIMIHBIX [TPerapaToB.

[Ipenapat ciemyeT NPUMEHSATh C OCTOPOKHOCTBIO MAIIMEHTaM C HapyIIECHUSMH (DYHKIIH MTEYeHU
JIETKOM M CpEeAHEN CTETIEHBIO TSDKECTH W3-32 BO3MOXXHOCTH Pa3BUTHS (DYJTbMUHAHTHOTO TE€MIATHTA
Y TICUEHOYHOM HEIOCTATOYHOCTH TSXKEJION CTETEHHU.

[Ipy HanMuMM CUMIOTOMOB HapylleHUS (YHKIMHM TMEYEHH, TaKUX Kak OBICTPO HapacTaromias
aCTeHMsI, IKENTyXa, I[IOTEeMHEHHE MOYH, CKIOHHOCTh K KPOBOTEUEHHSM, II€UEHOYHAs
sHIe(aIonaTHs, TEPANHuI0 A3UTPOMHUIIMHOM CIEAYeT MPEKPAaTHUTh W IPOBECTH HCCIEIOBAHUE
(YHKIIMOHAJIBHOTO COCTOSIHUS IIEUEHHU.

VY mnamuentoB ¢ CK® 10-80 Mi/MUH KOppeKIMU I03bl HE TpeOyeTcs; Tepamuio IpernapaTtoM
CJIeTyeT MPOBOAUTH C OCTOPOKHOCTHIO MO KOHTPOJIEM COCTOSHUS (DYHKIIUU MOYEK Y MAlUEHTOB
¢ CK® menee 10 mur/mMuH.

Kak u npu npumMeHeHUM Apyrux aHTUOAKTEPHUATIbHBIX MPENapaToB, IPHU TEpaluu MpenapaTom
CJIeZlyeT peryyisipHO 00cie0BaTh MAMEHTOB Ha HAIMYME HEBOCITPUUMYHMBBIX MUKPOOPTaHU3MOB
Y TMIPU3HAKU Pa3BUTHS CYNEPUH(EKINIA, B TOM YUCIIE TPUOKOBBIX.

ABUTPOMHMIIMH HE€ CleAyeT NPUMEHATh Oojee UIMTEIbHBIMU KypcaMH, 4YeM YKa3aHo B
UHCTPYKLMHU, TaK Kak (apMaKOKMHETUYECKHE CBOWCTBAa a3UTPOMMIIMHA  I1O3BOJISIOT
PEKOMEHI0BaTh KOPOTKUHI U IMPOCTOM PEXUM T03UPOBAHUS.

Her naHHBIX O BO3MOXXHOM B3aUMOACUCTBHM MEXAY a3UTPOMULIMHOM U IPOU3BOJHBIMU
proTaMMHa M JUTUAPOIProTaMUHA, HO H3-3a PaA3BUTHUSI AProrusmMa IpH OJAHOBPEMEHHOM
IPUMEHEHUH MAaKpOJIUJIOB C MPOU3BOJHBIMU 3proTaMMHa W JUTHAPOIProTaMUHA JaHHAas
KOMOUWHAIMsI HE peKOMEH/I0BaHa.

[Tpu uMTeNnbHOM MpHEME a3UTPOMUILIMHA BO3MOXKHO PA3BUTHE TCEBIOMEMOPAHO3HOTO KOJHTA,
Bei3BanHOro Clostridium difficile, kak B Buae yierkoil muapew, Tak U TsHKeIoro konuta. I[lpu
pa3BUTHUH aHTUOMOTUK-aCCOLIMUPOBAHHOMN Tuapen Ha QoHe NMpuema mperapara, a Takxke yepes3 2
Mecsila  [OoCI€  OKOHYAaHMA  TEpaluHu  CIEAYyeT  HUCKIIOUNUTh  KIOCTPUAMAIBHBIN

HCCB,Z[OMCM6p aHO3HBIM  KOJUT. Hpenap aTbl, TOPMO3AIMMUC TMCPUCTAIIBTUKY KHIICYHUKA,
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IMPOTHUBOIIOKA3aHbI.

[lpy neyeHHMM MaKpOIWAAMH, B TOM YHCJIE, a3UTPOMHUIIMHOM, HAOIIOJAIOCh YAJHMHEHUE
cepAeyHON penoisipuzaui W uHTepBana QT, MOBBIIAIOIIMX PHCK Pa3BUTHUA CEPACYHBIX
apUTMUH, B TOM YUCJIE APUTMHUU TUIIA «ITUPYIT».

Crnenyet coOm0aTh OCTOPOKHOCTD MPU MPUMEHEHUH a3UTPOMHULIMHA Y MAlMEHTOB C HATMYUEM
POApUTMOT€HHBIX (HaKTOPOB (OCOOEHHO Y MOXKMIIBIX MMALMEHTOB), B TOM YHCIIE C BPOXKICHHBIM
WIA TpUOOpPETeHHBIM yIIMHEeHHeM wuHTepBasa QT, y ManueHTOB, MOIYYAIOUUX TEPAIUIo
AHTUAPUTMUYECKUMH TIpernapatamMu kiaccoB |A (xunumuH, npokamHamun), |l (modermmma,
aMHOJIapOH M COTaNON), ILU3anpUaoM, TepPeHaJAUHOM, AHTUIICUXOTHUYECKHUMH IpernapaTaMu
(muMo3mMa), aHTUAeNpeccaHTaMu (UuTanonpam), (TOpXHHONIOHAMU (MOKCH(DIOKCAMH U
71eBO(IIOKCAIMH), C HAPYUICHUSMH BOJIHO-3JIEKTPOJIMTHOTO OanaHca, OCOOGHHO B ciydae
TUIMOKAJIMEMUU WU TUIIOMAarHUeMUH, ¢ KITMHIUYECKU 3HAaYUMOM OpaluKapAuneil, apuTMueii cepana
WJIU TSDKEJION CepIevyHON HEJ0CTaTOYHOCTBIO.

[TprMeHeHre a3UTPOMUIIHA MOXKET CIIPOBOLIMPOBATH PA3BUTHE MUACTEHUYECKOTO CUHIPOMA WU
BbI3BaTh 000CTPEHUE MUACTEHUU.

Tak ’xe, KaK NMpU MPUMEHEHUU dPUTPOMHUIIMHA U JIPYTUX MAKPOIUAOB, COOOMIANIOCh O PEIKHUX
CIyyasiX CEpbe3HbIX QJUIEPrUYECKUX pEaKUuid, BKJIOYAsd AHTMOHEBPOTHUYECKUH OTEK U
aHa(UIAKCHIO (B PEAKUX CIIy4asX C JIETAIbHBIM HCXOJI0M), KOJKHBIX pEaKlui, BKJIIOYask OCTPbIi
reHepaIn30BaHHBIN AK3aHTEMATO3HBIN MycTyne3, cunapomM CtuBeHca-/[>KOHCOHA, TOKCUYECKUM
SMUACPMATbHBIA HEKPOIU3 (B PEIKUX CIyYasiX C JIETAIbHBIM UCXOJIOM), JIEKAPCTBEHHYIO CHIMb C
so3uHOpuUIMe U cucteMHbiMH nposiBieHusmMu (DRESS-cunapom). HekoTtopble u3 Takux
peakuuii, pa3BUBLIMXCS NpPU NPUMEHEHHM Aa3UTPOMMIIMHA, NPHOOpETaNn peuuuBUpYIOIICe
TE€YEeHHE U TpeOOoBaIM MPOAOIKUTEIBHOTO JIE€UEHUS U HAOIIOCHHUSL.

[Tpu pa3BUTHM aJIEPIrUYECKOMN PEAKIMY IPEnapar caeayeT OTMEHNUTD U Ha4aTh COOTBETCTBYIOLIEE
nedenue. Cinenyer UMETh B BUAY, YTO MOCJIE OTMEHBI CUMITOMATUYECKOW TEpanuy BO3MOXKHO
BO300HOBJICHHE CHMIITOMOB aJJIEPTUYECKON PEaKIuu.

[lepen Ha3HaueHUEM a3UTPOMMIIMHA BCEM IMallME€HTaM, IPUHUMAIOLIUM THAPOKCUXIIOPOXUH HUITH
XJIODOXMH, TINATENbHO B3BECHTE COOTHOIIEHHE TIOJIB3bI M PUCKA U3-3a IOTCHLHMAIBHO
MOBBIIIEHHOTO PHCKAa CEPIEYHO-COCYAMCTBIX COOBITUH M CEpAEYHO-COCYIUCTOM CMEPTHOCTH
(cm. paznen 4.5).

Breszannas cepdewo-cocv@ucmaﬂ cmepniob

HCKOTOpBIC Ha6JIIOI[aTe.HBHBIC HUCCIICAOBAaHUA IMOKa3ajlnu IMPUMCPHO ABYKPATHOC YBCIWYCHHC
KpaTKOCPOYHOT'O IMOTCHIUAJILHOTO PUCKa BHE3aIIHOM CCp,[[G‘lHO-COCYZ[HCTOﬁ CMCPTHU Y B3pPOCIIbIX,
MMoJIydyaBIINUX JICHCHUC AaA3UTPOMHUIIMHOM, IIO CpaBHCHHIO C APYTHUMU aHTI/I6aKTepI/IaJ'II)HBIMI/I

npenaparamM, BKJIIOYasd aMOKCUIIHUJIJIMH. briio OTMEYECHO, YTO 3TOT HOTeHHHaHBHBIﬁ pHUCK ObLT
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WCCIICIOBAHUN HEJOCTATOYHBI Ul YCTAHOBJIEHUS WA MCKIIKOYEHUS NMPUUYUHHO-CIEICTBEHHON
CBSI3M MEK/ly BHE3AMTHOM CEPACYHO-COCYAUCTON CMEPTHIO U IPUMEHEHUEM a3uTpoMuLMHA. [lepen
Ha3HAYCHHEM Aa3WTPOMMIIMHA MalUeHTaM, B aHAMHE3€ KOTOpPbIX €CTh YKa3aHUE Ha PHUCK
ymHenus uHTepBasia QT, Heooxoaumo nposenenue DKI.

BcnomorarennHble BEIECTBA

[Tpenapatr ASUTPOMMUIIMH coxepxutr B cBoeM cocTaBe Jjakro3y. llamuenram c penko
BCTpeYaroleiics HacaeICTBEHHON HEMepeHOCUMOCTbIO I'aJlaKTO3bl, 1e(PUIIUTOM JIAKTa3bl Jonapei

WM TJII0K030-TAIaKTO3HOM MalibabcopOluet He clieyeT MPUHUMATh 3TOT Mpenapar.

4.5. B3auMmopeiicTBMe ¢ JAPYrHMH JIEKAPCTBEHHBIMHM MpenaparamMu #W Jpyrue BHUAbI
B3aNMOJAeHCTBUSA

AHTanuaHple TpenapaThl

AHTaIUAHBIE TIpEnapaTtbl HE BIUSIOT Ha OWOJOCTYITHOCTh a3WTPOMHIIMHA, HO YMCHBIIAIOT
MaKCUMaJIbHYIO KOHIIEHTpaIuio B KpoBu Ha 30 %, moaToMy npemnapar cieAayeT NpUHUMATh, 1O
KpaiiHeil Mepe, 3a OJMH Yac 10 WK Yepe3 JBa yaca IMocjie MpuemMa 3TUX MpenapaToB U €bl.
[{eTupusun

OnHOBpeMEHHOE TTPUMEHEHHE B T€UCHUE 5 THEH Y 3J0pPOBBIX J10OPOBOJIBIEB a3UTPOMHUIIMHA C
netupm3uaoM (20 Mr) He mpHBEN0 K (PapMaKOKMHETHYCCKOMY B3aMMOJICHCTBHIO U
CYyILIIECTBEHHOMY M3MeHeHuIo nHTepBaia QT.

Jnnano3ud (IUIe30KCUHHO3MH )

OnnoBpemeHnHoe npuMmenenue azutpomuiHa (1200 mr/cyt) u aumanosuHa (400 mr/cyT) y 6
BUY-unduumpoBaHHBIX MAIIUEHTOB HE BBIIBUIIO U3MEHEHUH (papMaKOKMHETUYECKUX MMOKAa3aHUN
JIM/IaHO3MHA IO CPAaBHEHMIO C IPYIION miane6o.

JIMTOKCHUH ¥ KOJXWUIIMH (CV6CTD&TH P-rimukonpoTenHa)

OnHOBpeMEHHOE MPUMEHEHUE MAaKpOJIUIHBIX aHTUOMOTHKOB, B TOM YHUCIIE a3UTPOMUIMHA, C
cyOcTparamMu P-rmukonpoTenHa, TaKUMU KaK JTUTOKCHH U KOJIXUIMH, IPUBOJUT K MOBBIIICHUIO
KOHIIEHTpalun cyocTpata P-riamMkonpoTerHa B CBIBOPOTKE KpoBU. Takum oOpas3oMm, mpu
OJTHOBPEMEHHOM MpPUMEHEHMHM a3UTPOMMLMHA W JUIOKCHMHA HEOOXOIMMO YYUTHIBATh
BO3MO>XHOCTH MOBBIIIEHNS KOHIEHTPALUU JUTOKCHHA B CHIBOPOTKE KPOBH.

3UI0BYIMH

OnHOBpeMEHHOE NMPUMEHEHUE a3UTPOMHUIIMHA (0HOpa30BbIi mpueM 1000 Mr U MHOTOKpaTHBIN
npuem 1200 mr umm 600 Mr) okasbIBaeT HE3HAUUTEIbHOE BIHUSHUE HA (GapMaKOKUHETUKY, B TOM
YHClie BBIBEJACHHME IOYKAaMH 3UJOBYAMHA WM €ro TIIOKYpOHHIHOro Merabonuta. OnHAKO

MPUMEHEHNUE a3UTPOMHUIIMHA BBI3BIBAIO YBEIMYCHHE KOHIEHTparuu (HochoprmImpoBaHHOTO
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3UIOBYIHA, KIIMHUYECKH aKTUBHOTO METa0OJUTa B MOEO‘HVK%&" n]é%ﬂ(b%nqezﬁovr KPOBH.

Knuanyeckoe 3HaueHNe JaHHOTO (paKkTa HEsICHO.
A3UTpOMHIIH CJTa00 B3aMMOJCHCTBYeT ¢ u3odepMeHTaMu cucteMbl nutoxpoma P450. He
BBISIBJICHO, YTO Aa3UTPOMHUIIMH y4yacTBYeT B (DapMaKOKMHETHYECKUX B3aUMOACHCTBHSIX
AQHAJIOTMYHBIX IPUTPOMUILIMHY U APYTUM MaKpOIUAaM. ASUTPOMULIMH HE SIBISIETCS HHTUOUTOPOM
¥ MHIYKTOPOM H30(epMeHTOB IIuToxpoma P450.

AJIKaJIION OBl CIIOPBIHBHU

Y4uTbIBas TEOPETUYECKYI0 BO3MOXKHOCTH BO3HHMKHOBEHHS HpProTU3Ma, OJIHOBPEMEHHOE
PUMEHEHHE a3UTPOMULIMHA C IPOU3BOJIHBIMH AJIKAJIOUIOB CIIOPHIHBM HE PEKOMEHIYETCS.

beun  mpoBeneHnl  (papMaKOKMHETHYECKHE UCCICAOBAHHS OJHOBPEMEHHOTO MPHUMEHEHUS
AQ3UTPOMHUIIMHA M TPEMapaToB, METa0O0IM3M KOTOPBHIX MPOUCXOAUT C y4acTUeM H30(epMEHTOB
cuctemsl uToxpoma P450.

ATopBacTaTuH

OnnoBpemeHHoe mpuMeHeHue aropBactatuHa (10 mMr exemHeBHO) W azuTpomuimHa (500 mr
€XEHEBHO) HE BBI3BAJIIO U3MEHEHUN KOHIICHTPAIMI aTOpBAacTaTUHA B IJIa3Me KPOBU (HA OCHOBE
ananuza unruOupoBanus ['MK-KoA-penykrasbl). OgHako B MOCTPETUCTPALMOHHOM TEpUOJIE
OBLIM MOJIyYEHBI OTJIEIbHBIE COOOIICHHS O CIIy4asiX padAOMHUOIIN3a Y TMAIlEHTOB, MOTYYalOIINUX
OJIHOBPEMEHHO a3UTPOMUIIUH U CTATUHBI.

Kap6amasenun

B dapmakoknHeTHYECKUX HCCIEIOBAHUAX C YYaCTHEM 3J0POBBIX JOOPOBOJBIIEB HE BBISBICHO
CYIIECTBEHHOI'O BJIMSHHUS Ha KOHIEHTpALMI0 KapOamasenuHa U €ro akTUBHOIO MeTa0oJuTa B
IJ1a3Me KPOBH Y MAIlUEHTOB, MOJYyYaBIINX OJHOBPEMEHHO a3UTPOMUIIMH.

[{nmeTninH

B ¢apmakokMHETHYECKMX HCCIEOBAHUSAX BIMSHUSA pa30BOM  J103bl I[MMETHAMHA Ha
(bapMaKOKUHETHKY a3UTPOMMIIMHA HE BBISABICHO U3MEHEHHH (papMaKOKMHETUKU a3UTPOMHIIMHA,
IPU YCIOBUY MPUMEHEHUS [IUMETH/IMHA 3a 2 Yaca JI0 a3UTPOMHUIIMHA.

AHTHKOArVIISIHTHI HEOPSIMOTO AeiicTBUA (IPOU3BOAHBIE KYMAPHUHA)

B ¢dapmakokuHETHUECKUX HCCIIEAOBAHUAX A3UTPOMMIIMH HE BIMSJI HAa AHTUKOATYJISHTHBIN
3pdeKT oTHOKpaTHOM 103kl 15 Mr BapdapuHa, MPUHUMAEMOTO 3JO0POBBIMHU JTOOPOBOJIBLIAMH.
CooOmaioch 0 TOTEHUMPOBAHWM AHTUKOATYJISIHTHOTO d(ddexra mnociae OJHOBPEMEHHOTO
INPUMCHCHUA Aa3UTPOMUIIMHA W AHTHUKOAryJIIHTOB HCIIPAMOIO HeﬁCTBHﬂ (HpOH?;BO}IHBIG
KymapuHa). HecMoTpss Ha TO, YTO NpHUYMHHAs CBS3b HE YCTAHOBIIEHA, CJIENYET YYUTHIBATh
HEOOXO/MMOCTh TPOBEIEHUS YacTOrO0 MOHUTOPHHra MPOTPOMOMHOBOIO BpPEMEHH NpHU
NIPUMEHEHNH a3UTPOMUIIMHA Y MMAIlHEHTOB, KOTOPBIE MONYYarOT IIEPOPaAIbHEIE aHTUKOATYJISTHTHI

HENpsIMOTo AeMcTBUS (ITPOU3BOIHBIE KyMapHHa).
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B (apmakoknHETHUECKOM HCCIEIOBAaHUM C YYaCTHEM 3JI0POBBIX JTOOpPOBOJIBIEB, KOTOPHIE B
TeueHHWe 3 [HEH NpuHUMaIM BHYTph asuTpomuuuH (500 Mr/cyT OIHOKpaTHO), a 3aTeM
nukiocopud (10 Mr/kr/cytr ogHOKpaTHO), OBLIO BBISBIECHO JOCTOBEPHOE TIOBBIIICHUE
MaKCHUMaJIbHOW KOHIIEHTpaIuH B 1i1a3Me KpoBHU (Cmax) U TUIOIIAIH 11O/ KPUBOW «KOHIICHTPAIHSI-
Bpems» (AUCos) mukiocnopuna. CinemayeT coOr0aTh OCTOPOXKHOCTh TPHU OJHOBPEMEHHOM
NPUMEHEHHUHU 3TUX IpenapaToB. B ciydyae HEOOXOIUMOCTH OJHOBPEMEHHOTO MPUMEHEHHS ITHX
npenapaToB, HEOOXOAUMO TPOBOJUTH MOHHTOPHHI KOHIIEHTPAIMHM IUKJIOCIIOPHHA B IUIa3Me

KPOBH U COOTBCTCTBCHHO KOPPEKTUPOBATH 103Y.

Odasupens

OpnHoBpeMeHHOE mpuMeHeHHe aszuTpomunuHa (600 wmr/cyr onHOKpaTHO) W 3daBUpeH3a
(400 mr/cyT) eenHEBHO B T€YEHHE 7 JHEH HE BBI3BIBATIO KAKOTO-THO0 KIMHHUYECKHA 3HAYMMOTO
(hapMaKOKMHETHYECKOTO B3aUMO/ICHCTBUS.

PrnykoHa30I1

OpnnoBpemeHHoe mnpuMeHeHHe azuTpomunuHa (1200 Mr oOJHOKpAaTHO) HE  MEHSIIO
dapmakokuHeTuky ¢uykonazona (800 mr onHokpaTtHo). OOmIas 3KCHO3UIMUS U TEPUOJ
MOJTYBBIBEJICHUSI ~ aQ3UTPOMHUIIMHA HE HW3MCHSUIUCh TIPU  OJHOBPEMECHHOM IPUMEHEHUU
(baykoHa30J1a, OJIHAKO MPHU 3TOM HaOmogau cHUKEHUE Cmax azuTpomuninuaa (Ha 18 %), uto He
UMEJNO KJIMHIUYECKOTO 3HAYCHHUS.

NununaBup

OpnHoBpeMeHHOe mpuMeHeHue asuTpomunuHa (1200 Mr oOJHOKpaTHO) HE BBI3BIBAJIO
CTAaTUCTUYECKU JTOCTOBEPHOTO BIUSAHMS Ha papMaKOKMHETHKY nHauHaBupa (1mo 800 mr 3 paza/cyT
B TeUCHUE 5 JTHEH).

MeTunnpe IHU30J0H

ABUTPOMHMIIMH  HE  OKa3blBa€T  CYIIECTBEHHOTO  BIMSHUS  Ha  (DapMaKOKHWHETHUKY
METHJINPETHU30JI0HA.

Hendunasup

OpnnoBpemeHHoe npuMmenenue azutpomuninta (1200 mr) u Hendunasupa (o 750 mr mo 3 pasa B
JIEHb) BBI3bIBAET MOBBIIIEHNE PABHOBECHBIX KOHIIEHTPAIIUH a3UTPOMHUIIMHA B CHIBOPOTKE KPOBH.
Knuanueckn 3Ha4MMBIX TOO0YHBIX 2P (EKTOB HE HAOIIOJATOCh W KOPPEKIUU 03I
A3UTPOMHUIIMHA TIPU €r0 OJJHOBPEMEHHOM NMPUMEHEHHH ¢ HEI(PHUHABHUPOM HE TpeOyeTcs.
Pudabyrun

OpnHoBpeMeHHOE MPUMEHEHHE a3sUTPOMHUIIMHA U pudaldyThHa HE BIUSET Ha KOHIIEHTPALUIO

KaXXI0ro U3 mnmpermapaTtoB B CEHIBOPOTKE KPOBH. HpI/I OIHOBPCMCHHOM IMPUMCHCHUHN a3UTPOMUIIMHA
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acCcOLIMUPOBAJacCh C TMPUMEHEHHEM pu(adyTHHA, NPUYUHHO-CICJACTBEHHAS CBSI3b MEXKIY
NpUMECHEHHEM KOMOMHAIINY a3UTPOMHUIIMHA U pruaOyTHHA U HEUTPOIICHHUEH HE YCTaHOBJICHA.
Cunpenadun

[lpy mnpuMeHeHNMHM Yy 340pOBBIX JOOPOBOJIBLEB HE MOJIYYEHO JIOKA3aTEILCTB BIIMSHUS
asutpomunuHa (500 mr/cyt exenneBHo B TeueHue 3 nueil) Ha AUC u Cmax cuneHadmia u ero
OCHOBHOTO IIUPKYJIMPYIOIIEr0 METa0OIHTA.

Tepdenanun

B dapmakoknHETHYEeCKHX MCCIEOBAaHUAX HE OBLIO MOIYYCHO J0KA3aTeNbCTB B3aMMOJICHCTBUS
MEXKAYy a3uTpoMHIMHOM H TepdeHamuHoMm. CooOIanock O EIMHUYHBIX CIIydasX, KOrjaa
BO3MOXKHOCTh TAKOTO B3aMMOJICHCTBUS HEJb3s1 ObUIO MCKITIOUUTD TIOJIHOCTHIO, OIHAKO HE OBbLIIO HU
OJTHOTO KOHKPETHOTO JIOKa3aTeIbCTBA, YTO TAKOE B3aMMOJICHCTBUE UMEIIO MECTO.

BBIIO yCTaHOBIEHO, YTO OJHOBPEMEHHOE NpPUMEHEHHE Tep(eHaTuHa M MaKPOJIUI0B MOXKET
BBI3BATh APUTMHUIO U YJIMHEHHE nHTepBana QT.

Teodwmma

He BBISIBIICHO B3aUMOJICHCTBHS MEKAY a3UTPOMULITHOM U T€O(PUILTHHOM.

Tpuas oam/ MHAAa30J1aM

3HAYNTCIBLHBIX U3MCHCHHUI Q)apMaKOKI/IHCTI/I‘-IGCKI/IX MOKa3aTelei npu OJHOBPEMCHHOM
MMPUMCHCHUHN a3UTpOMHUIIMHA C TpHUa30JIaMOM HJIM MHJAa30J1aMOM B TCPAIICBTUYCCKHUX J103aX HEC
BBIABJICHO.

Tpumeronpum/cyinbhaMeToOKCa3oll

OnHOBpEeMEHHOE TMPUMEHEHHE TPUMETONpHUMa/Cylb(amMeTokca3oja C a3uTPOMHUIIMHOM HeE
BBISIBUJIO CYILECTBEHHOTO BIMSHMS HA Cmax, OOIIYI0 3KCHO3HMLUIO MM 3KCKPELUIO MOYKAMU
TpUMETONpUMa WK cyibpameTokcazona. KoOHIEHTpalluu a3UTPOMHIIMHA B TIJIa3Me€ KPOBU
COOTBETCTBOBAJIM BBISIBISIEMBIM B IPYTHX UCCIEAOBAHUSX.

CoBMecTHOE ODPUMCHCHHUC C THAPOKCHUXJTIOPOXHUHOM M XJIOPOXHHOM

Jlannsle HaOmOAEHWH TOKa3ajld, YTO COBMECTHOE IPUMEHEHHE Aa3WTPOMHULMHA C
TUAPOKCUXIIOPOXUHOM Yy IALMEHTOB C PEBMATOMAHBIM apPTPUTOM CBA3aHO C IOBBILIEHHBIM
PUCKOM  CEpAEYHO-COCYIUCTBIX COOBITHM UM  CEpAEYHO-COCYAUCTOH cmepTHOCcTH. M3-3a
BO3MOKHOTO aHAJOTMYHOIO PHUCKAa IPU NPUMEHEHUH JAPYTHX MaKpOJIWAOB B COYETAaHUU C
TUAPOKCUXIOPOXUHOM WM XJIOPOXHUHOM CIEAYET TIIATEIbHO B3BECUTh COOTHOLIEHUE IOJIb3bI U
pHcKa, TpeXxJae YeM Ha3HauaTb a3UTPOMHUIIMH JIIOOBIM  MAaIMeHTaM, MPUHUMAOLIINM
TUAPOKCUXIIOPOXHUH WIIH XJIOPOXUH.

4.6. ®epTHIBHOCTD, 0EPEMEHHOCTD U JIAKTAIUSA

bepemeHHOCTD
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€Cny IpearnonaraemMas IoJjib3a Uil MaTepy MPEBBIIAECT MOTCHUMAJIbHBIA PUCK U IUIOJA W
pebenka.

JlakTanus

[Ipy HeoOXomMMOCTH TPHUMEHEHHs Tpernapara B MEpPUOJ TPYAHOrO BCKAPMIIMBAHMUS
PEKOMEHYETCS IPUOCTAHOBUTD IPYJTHOE BCKAPMIIMBAHUE.

4.7. Biusinde Ha CNOCOOHOCTH YNPABJIATHL TPAHCHOPTHBIMHM CPeACTBAMH H PpadoTaTh ¢
MeXaHM3MaMH

[Tpu pa3BuTHM HexenaTeNbHBIX P(PEKTOB CO CTOPOHBI HEPBHOM CHUCTEMBI W OpraHa 3peHus
CleyeT COOI0aTh OCTOPOKHOCTh TIPHU BBITIOJHEHUM JCUCTBUN, TPeOYIOIMIUX TOBBIIICHHON
KOHIIEHTPAIIUU BHUMAHUS U OBICTPOTHI ICUXOMOTOPHBIX PEAKIIUH.

4.8. HexkennaTeibHbIE peakunu

Pe3roMe HekenaTebHBIX PeaKIUN

HexxenarenbHble peakiyy MPEACTaBICHBI B COOTBETCTBHU C MOPaKEHHEM OPTaHOB U CHCTEM
OpraHOB B TIOCIIEZOBATEIbHOCTH MEAMIIMHCKOTO CIIOBapsi JUIi HOPMAaTHBHO-IIPABOBOM
nesreapHocTH  (MedDRA). Yacrora BO3HHKHOBEHHS ONpEAEISIaCh B COOTBETCTBHH CO
CIIEYIOIIUMHU KaTeropusMu: o4eHb yacto (>1/10), gacto (>1/100, Ho <1/10), HewacTo (=1/1000,
HO <1/100), peaxo (>1/10000, Ho <1/1000), ouens penko (<1/10000), gvacrora HensBecTHa (Ha
OCHOBAHHHU UMEIOIUXCS TAHHBIX OIICHUTh HEBO3MOJKHO).

HUngpexyuu u un6asuu: HEYaCTO — KAHIUI03, B TOM YHCIIE CIM3UCTON OOOJOYKH IMOJOCTH PTa,
BarvHaibHas WHQEKIUs, MHEBMOHMs, TpuOKoBas HHGpeKuus, OaxkTepuanbHass HHEKIus,
(bapuHTUT, TaCTPOIHTEPUT, pECIHpATOpHbIC 3a00JIeBaHMs, PHHHUT; YacTOTa HEWU3BECTHA —
NICEBIOMEMOPAHO3HBIIN KOJIUT.

Hapywenus co cmoponvl Kposu u aumgpamuyeckoi cucmemvl: HEYACTO — IJEHKOMEHUS,
HEUTpOIeH!s, 503MHOPUIINS; OYEHb PEJKO — TPOMOOILIUTONICHHSI, TEMOJTUTHYECKAst aHEMHUSL.
Hapywenus co cmopoHvl uMMYHHOU cucmeMbl: HEYACTO — aHTHOHEBPOTHYECKUH OTEK, pPeaKIiu
MOBBIIIEHHON YyBCTBUTEIBHOCTH; YaCTOTA HEU3BECTHA — aHA(DUITAKTHUECKAS PEAKITHSL.
Hapywenus memabonuzma u numanus. HE4aCTO — AaHOPEKCHSL.

Hapywenuss co cmopoust HepeHoOl cucmemvl. 4YacTO — TOJIOBHAs OONb; HEYACTo —
TOJIOBOKPY)KEHHUE, HAPYIICHWE BKYCOBBIX ONIYIICHWH, MapecTe3nd, COHJIMBOCTh, OECCOHHUIIA,
HEPBO3HOCTh; PEAKO — @XHTAIMs; 4YacTOTa HEW3BECTHA — THIIECTE3Msl, TPEBOTa, arpeccws,
00OMOpOK, CYJIOpPOTH, IICUXOMOTOpHAsi THUIEPAaKTUBHOCTh, MOTEpsl OOOHSHHUSA, H3BpAIlICHUE
0OOHSHUS, TOTEPS] BKYCOBBIX OIIYIIECHHUI, MHACTEHHsI, Ope/1, TaTIOLUHALINY.

Hapywenus co cmopoHbl opeana 3penus: HEYacTO — HAPYIICHUE 3PECHUSI.

Hapywenus co cmoponsl opeana ciyxa u 1adupunma: HE4acTo — pacCTPOICTBO cllyXa, BEPTUTO;
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Hapywenusa co cmoponsl cepoya: HE4aCTO — OIMYIICHUE CEPALECOUEHUS], «TIPHIUBBI» KPOBU K
JIMIY; 4aCTOTa HEM3BECTHA — MOHMW)KEHUE apTEPUAILHOTO JIaBJICHHUs, yBeIudeHue narepsaiga QT
Ha JJIEKTPOKapAUOrpaMMe, apUTMHUS THUIA «IIUPYIT», KEITYAOUKOBas TaxUKaplAus, BHE3aIHas
CEpJICYHO-COCYIUCTAsI CMEPTh.

Hapywenus co cmoponusl cocy0og: HEHaCTO — «IIPUIMBBDY KPOBH K JIMIY; 4YaCTOTa HEU3BECTHA —
MOHM)KEHUE apTEPUATIBHOTO JABJICHMUS.

Hapywenus co cmopoHnsl OvixamenvHoU cucmemvl, 0peaHo8 2pyOHOU KIemKU U CPeOOCMeHUs:
HEYacTO — OJIBIIIKA, HOCOBOE KPOBOTEUCHHUE.

Kenyoouno-kuuieunvie HapywieHus: O4€Hb 4acTO — JMapes; 4acTo — TOIHOTa, pBOTa, 0OJb B
KUBOTE; HEYACTO — METEOPH3M, AUCIEIICHUS, 3a110p, TACTPUT, Aucharus, B3AyTHE )KUBOTA, CYXOCTh
CIIM3UCTONM OOOJIOYKH TOJOCTU PTa, OTPBIKKA, S3BBI CIMU3UCTONM OOOJOYKM TIOJOCTH pTa,
MOBBILICHUE CEKPEIIUU CIFOHHBIX XKelle3; 0YeHb PEIKO — H3MEHEHUE 1IBEeTa S3bIKa, TAaHKPEATHUT.
Hapywenus co cmopoHnvl neuenu u dHcenyesvigooaujux nymei: HEYACTO — TENATUT; PEAKO —
HapymeHne (pyHKIUU MEeUeHH, XOJIECTaTUIeCKas KENTyXa; 4YacTOTa HEM3BECTHA — IEYCHOYHAs
HEJOCTATOYHOCTH (B PEIKHUX CIy4asX ¢ JETAIbHBIM UCXOJOM, B OCHOBHOM Ha ()OHE HapyIIECHUs
(GyHKIMY TEeYeHH TSHKEION CTeTeHH ), HEKPO3 MeYeHU, (yITbMUHAHTHBIN TeraTuT.

Hapywenus co cmopouvt Kkodcu u NOOKOJCHBIX MKAHel: HEYacTo — KOXHasl Chlllb, 3y,
KpanuBHULIA, AEPMATHUT, CYXOCTh KOXH, NOTIMBOCTb; PEIKO — peakuus (poToceHCcuOnIn3anuu,
OCTPBI TeHEepaIM30BaHHBIN d3k3aHTeMaTo3HbI mycTyne3 (OI'DIl); wacroTa HeusBecTHa —
curapom CruBeHca-/[DKOHCOHA, TOKCHYECKMH SMUAepMalbHBIH HEKpPOJIU3, MYJIbTH()OpPMHasL
JpUTEMa, JIEKapCTBEHHAsl CHIb C 03WHO(HMIMEH W cucteMHbMU mnpossieHusMu (DRESS-
CHHJIPOM).

Hapywenus co cmopoHnvl Mbluieunol, cKelemHOU U COeOUHUMENbHOU MKAHU: HEYacTO —
0CTE0apTPUT, MUAITHSA, O0JIb B CIIMHE, 0OJIb B 1Ie€; YaCTOTAa HEU3BECTHA — apTPAJITHUs.
Hapywenus co cmoponst nouex u mMouesvigo0sawux nymeti: He4acTo — IU3ypusi, 00Jb B 00JaCTH
MIOYEK; YaCTOTa HEU3BECTHA — UHTEPCTULMANIbHBIN HEPPUT, OCTpas MovyeyHast HEJOCTaTOUHOCTb.
Hapywenus co cmoponsvl penpoOykKmugHou cucmemvl U MOJOYHLIX Jicesle3. HEeYacTo —
METpOpparuu, HapyleHue QyHKIUU STHYEK.

Obwue HapywieHus u peakyuu 6 mecme 66edeHus. HE4acTO — OTEK, aCTEeHUs, HeJAOMOTaHue,
OIL[YIIEHUE YCTAIOCTH, OTEK JIMIA, O0Jb B TPYIH, TUXOpaJKa, Nepudepudeckue OTeKH.
Jlabopamopnvle u uncmpymenmanvHvle 0aHHble: YaCTO — CHIDKEHUE KOJMUYECTBA JTUM(OIUTOB,
MOBBIIIIEHUE KOJWYECTBA 303MHO(DUIOB, IMOBBIIIEHHE KOJIMYECTBa 0a30()MIIOB, IMOBBIIICHUE
KOJIMYECTBA MOHOIIMTOB, IOBBIIIEHWE KOJIMYECTBA HEUTPO(PUIIOB, CHUKEHHE KOHLEHTpPALUU

OuKapOOHATOB B ria3me KpOBU; HEYacTo — MTOBBIIIICHHE AKTUBHOCTH
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OunupyOuMHa B IUIa3Me€ KPOBHU, IOBBIIICHWE KOHLEHTPAIlMM MOYEBHHBI B IUIa3M€ KPOBH,
NOBBILIEHHE KOHLEHTPAallMd KPEaTWHUHA B IIJJa3M€ KPOBU, U3MEHEHHE COJEp)KaHUs Kajaus B
IUIa3M€ KPOBH, MOBBIIICHUE AaKTUBHOCTU LIEIOYHON (ocdaTas3sl B IU1a3Me KPOBH, MOBBILICHNE
COJepXKAHUS XJIOPUIOB B IJa3Me€ KPOBH, IMOBBIIICHHE KOHLEHTpAlLMU IJIIOKO3bl B KPOBH,
YBEIMYEHUE KOJIMYECTBA TPOMOOIMTOB, CHIDKEHHE T€MAaTOKPHUTA, MOBBIIMICHHE KOHLEHTPAIHH
OuKapOOHATOB B IJIa3ME KPOBU, U3MEHEHUE COAECPKAHMSI HATPUS B IJIa3ME KPOBH.

COO6H.I€HI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

BaxxHO co001IaTh 0 Mo103peBaeMbIX HEeXKEIATSIbHBIX PEAKIIUAX IMOCIIe PETUCTPAllUU IIpernapara ¢
[ENbI0  O0CCIeUeHUs] HEMPEPHIBHOTO MOHUTOPUHTA COOTHOIICHHUS «IOJb3a — PHUCK»
JICKapCTBEHHOTO TIpernapara. MeIuIMHCKUM pa0OTHUKAM PEKOMEHYeTCsS COOOIAaTh O JIFOOBIX
MOI03PEBACMBIX HEXKENATEIbHBIX PEaKIUAX JICKAPCTBEHHOTO Mpernapara 4epe3 HallMOHAIbHbBIC
CUCTEMBbl COOOILEHHS O HEXKeJaTeNbHbIX pPEeaKIUsiX ToCyAapcTB — ujieHOB EBpasuiickoro
SKOHOMHYECKOTO COI03a.

Poccuiickas ®@eoepayus

109012, r. Mocksa, CnaBsiHCcKas 1iomans, 1. 4, crp. 1

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

Ten.: +7 (800) 550-99-03

e-mail: pharm@roszdravnadzor.gov.ru

Wurepuer-caiit: https://roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

CHMITOMBI

TomHoTa, AMapes, pBOTa, BpeMEHHAsI TIOTeps CIyXa.
JleueHue

CUMOTOMATHUYECKOE.

5. PAPMAKOJIOTHYECKUE CBOHCTBA

5.1. ®apmakoaMHAMHYECKHE CBOICTBA

dapmakoTepaneBTHUECKasi TpyMna: aHTHOAKTepUalbHbIE CpPEACTBA CHCTEMHOIO JEHCTBHUSA;
MaKpOJU/Jbl, TMHKO3aMHJbl U CTPCIITOTPaMUHBI; MAKPOJINU/IbI.

Kox ATX: JO1FA10.

Mexanuszm geficTBus

ABUTPOMHUIIMH — OaKTEepUOCTATUYECKUH aHTUOMOTHK IIMPOKOIO CHEKTpa JEHCTBUS U3 TPYIIIBI
MaKpoJUA0B-a3anuaoB. O0nagaeT NIMPOKUM CHEKTPOM aHTUMHUKPOOHOTO JeiicTBus. MexaHusm

JIEHCTBUSI a3UTPOMUIIMHA CBSI3aH C TIO/IaBJICHUEM CHHTE3a OeTKka MUKPOOHOH KIeTKU. CBS3bIBAsCH
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MOJIaBJIICT CUHTE3 OeJIKa, 3aMeIJIsis POCT U Pa3MHOXKCHHUE OaKTepHii. B BBICOKMX KOHIIEHTPAIHSIX
OKa3bIBACT OAKTEPUIUIHOE JICHCTBUE.

dapmakogngamuyeckue 3P HeKTel

OOnanaer akTUBHOCTBIO B OTHOLIEHUH psila I'PaMIIOIOXKHUTENbHBIX, I'PaMOTPULIATENIbHBIX,
aHa’POOHBIX, BHYTPUKIETOYHBIX U IPYTUX MUKPOOPTaHU3MOB.
MuKpoopranu3Mbl MOTYT U3HAYAIBHO OBITh YCTOWYMBBIMHE K JICHCTBUIO aHTUOMOTHKA UM MOTYT

puoOpeTaTh YCTOMYUBOCTD K HEMY.
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Tabmuma 2. IIkana YyBCTBHTEJIbHOCTH Mnkgg{);rpglﬂi;ﬁ'ﬁg E%'Hggﬁgﬁ;;ﬁhﬂv

(MuHUMAaJIbHAsE HTHOUpYOas KoHunenTpamus (MUK), mr/m)

MUK, mr/n
Mukpoopranu3Mbl
UyBCTBUTEIBHBIE VYcroiiunBbie
Staphylococcus <l >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 bonvuuncmee cryuaes 4yecmeumelbHvle MUKPOOP2aAHUIMbL.

- rpaMITOJIOKHUTENIbHBIE a3po0bl — Staphylococcus aureus MeTHUIMUTHH-9yBCTBUTEIbHBIH,
Streptococcus pneumoniae neHUIMILTHH-9yBCTBUTEIbHBIN, Streptococcus pyogenes;

- rpamoTrpunarensasie a’3pobsr — Haemophilus influenzae, Haemophilus parainfluenzae,
Legionella pneumophila, Moraxella catarrhalis, Pasteurella multocida, Neisseria gonorrhoeae;
- amadpoosr — Clostridium  perfringens, Fusobacterium spp., Prevotella spp.,
Porphyriomonas spp.;

- apyrue mukpoopranusmel — Chlamydia trachomatis, Chlamydia pneumoniae, Chlamydia
psittaci, Mycoplasma pneumoniae, Mycoplasma hominis, Borrelia burgdorferi.

MMKDOODZCZHM3MbZ, cnocobubvie pas3euniv chOlzllLlGOCmb K asumpomuyury.

- IpaMIIOIOKHUTENbHBIE ad3po0sl — Streptococcus pneumoniae meHUIMUTHH-YCTORYHBBIH.

H3uavanwvuo VCI’I’IOZZHMG’bl@ MUKDOODP2AHUIMDbL.

- rpaMIoIoKHUTENbHBIE adpoObl — Enterococcus faecalis; Staphylococci (merunummun-
ycTOHYMBBIE CTAQUIOKOKKA C OYEeHb BBICOKOM dYacTOTOW 00nagaroT MpHOoOpeTeHHOU
YCTOHYMBOCTBHIO K MAKPOJIHJIAM);

- TPaMITOJIOKHUTEITBHBIC OAKTEPUN, YCTOMUUBEIC K SPUTPOMUITIHY;

- aHa’poOsI — Bacteroides fragilis.

5.2. ®apmakokuHeTHYECKHE CBOHCTBA

AOGcopOnus

[Tocne mpuemMa BHYTPb a3UTPOMHUIIMH XOPOIIO BCaChIBaeTcs W OBICTPO pacmpenensiercs B
opranusme. [locne ogHokpatHoro mpuema 500 mr 6uonoctynHocts — 37 % (3¢ ekt «mepBoro
MIPOXOXKICHUSI»), MaKCUMallbHasi KoHIeHTpanwus (0,4 Mr/i) B KpoBU co3gaeTcs yepes 2—3 Jaca.

Pacnopenenenune

Kaxymuiics o6vem pacnpenenenuss — 31,1 n/kr, cBsa3piBaHue ¢ OenkamMu OOpaTHO
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IIPOTIOPIMONATEHO KOHICHTPAILH B KpoBH 1 coctanset =50 Yo+ =4 TEITEHOLTE 0U0E)

[Iponukaer dyepe3 MeMOpaHbl KIETOK (3QQeKTHBeH npu HUHPEKIUSIX, BBI3BAHHBIX
BHYTPUKIICTOYHBIMU BO3OyauTensiMu). TpancopTupyercs GaromuraMu K MeCTy HH( EKIIUH, T1e
BBICBOOOIKJIAETCSA B MPHUCYTCTBHM OakTepuid. JIETKO MPOXOAUT TMCTOTEMAaTHYECKHE Oapbepbl U
nocrynaer B TkaHu. KoHieHTpanus B TKaHsax U kietkax B 10—50 pa3 Bblle, 4yem B IIa3Me, a B
ouare nH(Gexnu — Ha 24-34 % Gomblle, YeM B 3I0POBBIX TKAHSX.

Buorpancdopmarus

B nedyenu nemetunmpyercs, Tepsis akTUBHOCTbD.

DIuMUuHANKA

VY a3uTpoMHIIMHA OYCHb JUTMHHBINA 1epuo nonysbiBeaeHus — 3550 4. [lepuos moayBeIBeICHUS
U3 TKaHel 3HauMuTeNbHO Oonbiie. TepaneBTuueckass KOHIEHTPAUs a3UTPOMHUIIHA COXPAHIETCS
10 5-7 nHeW mocie mIpueMa IOCIeOHEH N03bl. A3UTPOMMIMH BBIBOJUTCS, B OCHOBHOM, B

HeusMeHeHHOM Buze — 50 % xunredaukom, 6 % Imoykamu.

6. PAPMAIEBTHYECKHUE CBOWCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

S npo TabiieTKu

[enmrono3a Mukpokpuctaianueckas (101)
JlakTo3BI MOHOTHIPAT (Caxap MOJIOYHBIN)
[ToBumon K-30 (xommmon K30)

Kpocnoeumon (kosuaon 1J1, kommugon CL-M)
Harpus naypuncynsdar

Kpemuust nMokcu KoJJIOUIHBIN (a3pOCHIT)
Marnus creapar

[InenouHas 000JI0YKa TaOJIETKHU

l'otoBass cyxas cMmech Uil IJIGHOYHOTO  TIOKPBITHSA, COJEpKallas TUIPOMEIIO3Y
(rMIPOKCHIIPONMIMETHIIIIEIUTION03a), TUTaHa JUOKCH I, Makporoa 6000 (MOoJuITUICHTIIUKOIB),
WIK TUIIPOMeJUIo3a (THIPOKCHIPONMHIMETHIIEIUII0N03a), TUTaHa OuOKcua, Makporon 6000
(monmuaTHAeHIHKOIE 6000, monusTraeHokcua 6000)

6.2. HecoBMecTUMOCTD

He npumenumo.

6.3. Cpok rognocTu (CpoOK XpaHeHus1)

3 roxa.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH PH XPAHEHUHU

ITpu Temneparype He Boiie 25 °C.
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6.5. Xapakrep u coaepkaHue NePBUYHON YIIAKOBKH

3, 6, 10 TabneToK B KOHTYPHYIO SYCHKOBYIO YMAaKOBKY M3 IJICHKH MOJIMBHHWIXJIOPUIHON M
(bonbpru aFOMUHUEBON MIEYaTHOM JTAKUPOBAHHOM.

10, 20, 30, 40 Tabmerox B OaHKY MOJIMMEPHYIO W3 TOJUIPONMUICHA WIA TOJHUITUJICHA,
YKYIOPEHHYIO HAaTATMBAEMOW MJIM HAaBUHYMBAEMOMN KPBIIIKOM MOIMMEPHOH AJIs JIeKapCTBEHHbIX
CPeACTB M3 TMOJUIPONWICHA WM TOJHMITHIECHA C KOHTPOJIEM IEPBOrO BCKPBHITUS HIM 0e3
KOHTPOJIS, C YIUIOTHSIOIIUM 3JIEMEHTOM M 0€3 Hero.

JIONOJTHUTENBHO JAOIYCKAeTCsl MCIOJb30BaTh BAaTy MEIUIMHCKYK) T'MIPOCKONHYECKYI0, HIIN
aMOPTU3ATOP, UK OCYIIUTEb.

Ha OanKy HakJIeMBalOT STUKETKY CAMOKJIESIIYIOCS.

Kaxnyro Oanky, 1, 2, 3, 4 KOHTYpHBIX SYEHKOBBIX YIAKOBKH C MHCTPYKIUEH 1O MPUMEHEHUIO
IOMEIIAOT B MAYKy U3 KapTOHa.

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH MNPH  YHMYTOKEHUH  HMCIOJb30BAHHOIO
JIeKAPpCTBEHHOr0  Tpenapara MJIM  OTXO0J0B, MOJYYeHHbIX IoOcCJe MpPUMeHeHUs
JIEKApCTBEHHOI0 NMpenapara, i Ipyrue MaHUNyJIsUH ¢ penapaToM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YJOCTOBEPEHUS

Poccniickas @enepanys

O61ecTBO ¢ orpanndeHHOM 0TBeTCTBeHHOCTRIO «Bendapm YK» (OO0 «Bendapm YK»)
125239, r. Mockaa, yn. Konresckas, 1. 83, kopr. 1, opuc 16

7.1. IlpeacraBuTe/Ib AepKATENs PETUCTPALIMOHHOIO YA0CTOBEPEHUS

[Iperen3nn norpeduTENEeH HAOPABIATE 110 aIPECY:

Poccuiickas ®enepanus

O0111ecTBO ¢ OTPaHUYEHHON OTBETCTBEHHOCTHIO «Benpapm» (OO0 «Bendapm»)
640008, Kypranckas o6u1., T. Kypran, npocriekt Koncturyiuu, 1. 11

Ten.: +7 (3522) 48-60-00, 55-51-80

E-mail: fsk@velpharm.ru

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHU A
9. JATA NEPBUYHOM PETMCTPAIIMM (IIOJATBEPXKJIEHHS PETHUCTPAIIUH,

INEPEPETUCTPALINN)

JlaTa nmepBoii perucTpanuu:
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(NMOCNEOOBATENEHOCTE 0006)

10. JATA IIEPECMOTPA TEKCTA

OOmass xapakTepucTuka JekapctBeHHoro mpemapata A3SUTPOMMIIMH npoctymHa Ha
WH(OPMAIIMOHHOM TopTaje EBpa3suiickoro SKOHOMHYECKOTO COI03a B HH(DOPMAIIMOHHO-

KOMMYHHKaIMOHHOM cetu «HTepHeT» https://eec.eaeunion.org/.
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