COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 06.09.2024 N= 183925

OBLIASI XAPAKTEPUCTHKA JIEKAPCTBEHIFOPO TIPEITAPATA 1004

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA
AzutpomunuH, 250 Mr, KarcyIisl.

Asutpomunug, 500 Mr, Karncysl.

2. KAUECTBEHHBIW 1 KOJTUYECTBEHHBIN COCTAB
JelicTByrolee BEeIEeCTBO: a3UTPOMULIKH.

Asurpomuriing, 250 M, Karcyibl

Kaxnas karncyna comepkut 250 Mr a3uTpoMuIInHA (B BUJIC a3UTPOMUIIMHA TUTHAPATA).
BcnomorarenbHbIe BElecTBa, HATHIME KOTOPBIX HAJI0 YIYUTHIBATh B COCTaBE JICKAPCTBEHHOTO
npenapara: Kpacurtelss myHoBbli [[ToHco 4R] (cm. pa3nen 4.4.).

Asurpomuriing, 500 Mr, Karcyibl

Kaxnas karncyna comepxut 500 Mr a3uTpoMuIInHA (B BUJIC a3UTPOMUIIMHA TUTHAPATA).

[TonHbIM IepeyeHb BCIOMOTaTeIbHbBIX BEIIECTB MPUBENIECH B pazaene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Kancynsl.

Asutpomuiin, 250 Mr, Kancyiabl

TBepapie xenatuHOBBIC Karcyiabl Ne 0. Kopmyc kamcynbl 6e0oro I[BeTa, KpbIIIeuKka KarCyiibl
opanxeBoro 1seta. CoepKUMOe Karcyi — MOPOIIOK OEJIOTo Wit 6eJI0ro CO CIeTKa KEeITOBATHIM
OTTEHKOM IIBETA.

Asutpomuiing, 500 Mr, Kancyiabl

TBepapie xenatuHoBble Kancyibl Ne 00. Kopmyc kamcynbl 6e10ro 1BeTa, KpbIliedka KarCyiibl
xkenroro 1sera. ComepKuUMoe Karcys — MOPOIIOK 0eJoro Wik Oelloro Co clierka KeJITOBaThIM

OTTCHKOM IIBETA.

4. KINHUYECKUE JAHHBIE

4.1. lMoka3aHusi K NpUMeHEHHUI0

Nudexnmonno-pocnanutenbHbie 3a00I€BaHMsI, BbI3BAaHHBIC UYYBCTBUTEIBHBIMH K IpenapaTry
MUKPOOPTaHU3MaAMH:

- UHQEKIUU BEpXHUX JAbIXaTeNbHBIX MyTed U JIOP-opranoB ((hapuHTUT/TOH3WIUIMT, CHHYCHUT,
CPEHHUI OTHT);

- WHQEKUUU HIWKHHUX JbIXaTeNbHBIX IyTed (OCTphIi OpOHXHUT, 00OOCTpEeHHE XPOHUYECKOTO
OpOHXHWTA, THEBMOHUS, B T.4. BBI3BAaHHBIC aTHITHYHBIMHA BO30YIUTEISIMH);

- TH(PEKIINU KOXKH U MATKUX TKaHEeH (porka, UMIIETUTO, BTOPUYHO WH(PHUITUPOBAHHBIC IEPMATO3bI);

- nHGEKIMH MOYETIONOBRIX MyTei, Bei3BanHbIe Chlamydia trachomatis (ypetput, nepBunur);
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- HauajpHas ctaaus 6one3nu Jlalima (6oppennos) — Mnrbﬂ&;o@;';&ﬁgﬁg#elf%ﬁeﬁﬂ 'Ilr;igiia{ns).

4.2. PexxuM 103MPOBAHMSA U CNIOCOO NMPUMEHEHUSs

PexxuM 103upoBaHus

Bspocnvie

Tpu unpexyusax eepxuux u HUMNCHUX Ovixamenbhvix nyme, JIOP-op2anos, Kodcu u MASKUX mKaHel

ITo 1 xancyne (500 mr) nim 2 xancynsl (250 mr) 1 pa3 B cyTku B TeueHue 3-X aHel (KypcoBas
no3a 1,5 ).
Ipu b6onesnu Jlaiima (nauanvhas cmaous b6oppeiauosa) - muzpupyviowel spumeme (erythema

migrans)

1 pa3 B cyTku B TeueHue 5 quei: 1-if nens - 1,0 r (2 kancynsl mo 500 mr wiu 4 kancynst o 250 mr),

3areM co 2-ro 1o 5 JeHb - no 1 kancyne (500 mr) unu 2 kancynst (250 mr) (kypcosas go3a 3,0 T).

Ipu undexuusix mouenonoswvix nymetl, goizeannvie Chlamydia trachomatis (vpempum, uepsuuum)

Heocnoxuennsrit yperput/mepButut — 1,0 T (2 xancynst o 500 mr wim 4 karncyssr o 250 mr)
OJIHOKpPATHO.

Oco0ble rpyInel NALKMEHTOB

Ilayuenmul ¢ Hapywenuem ynKyuu novex
VY manuentoB ¢ CK® (ckopocts kiyooukoBoi ¢uibrparuu) 10-80 Mi/MUH KOPPEKIUs 03B
He Tpedyercs. [Tannentam ¢ CK® < 10 Mur/MHH cieyeT IpUHUMATh C OCTOPOKHOCTHIO.
Iayuenmoi ¢ HapyuwieHuem QYHKyuU neveHu
[Ipy mpuMeHEeHUHU Yy MAlMEHTOB C HapylleHHeM (YHKIUU MEYEHH JIETKOH W CpeJHEH CTeleHu
TSKECTH KOPPEKIHS 103kl HEe TpeOyeTcs.
Tlayuenmul nodcunozo eospacma
Koppekmus 10361 He TpeOyercs. [1oCKONbKY MalMeHThl MOKUIOTO BO3pacTa Y)Ke MOTYyT UMETh
TEKYyIINE MPOAPUTMOTEHHBIE COCTOSHUSA, CIEIyeT COONI0AaTh OCTOPOKHOCTh MPHU MPUMEHEHUU
A3UTPOMHULIMHA, B CBSI3U C BHICOKUM PUCKOM Pa3BUTHSI CEPJCUHBIX apUTMUM, B TOM YHUCIIE apUTMUU
TUTIA «[TAPYIT.

eTu
VYV nereit ot 12 ner ¢ Maccoi Tena CBbIIE 45 KI peXUM JO3UPOBAHUS COBIAIAET C PEKUMOM
JIO3UPOBAHUS y B3POCIIbIX MAIUEHTOB.

Cnooco0 nnpuMeHeHus

BuyTtps, 1 pa3 B cyTku, 1o kpaiiHel Mepe, 3a 1 yac 10 win yepes 2 yaca 1ocie e/pl.

4.3. lIpoTuBONOKA3aHUA

- TUINEPUYYBCTBUTEIIBHOCTh K Aa3UTPOMULMHY, SPUTPOMUIMHY, APYTUM MaKpoOJHAaM WU
KEeTOoJIMaaM, UJIN K JIIO6OMy M3 BCIIOMOT'aTCJIbHBIX BCHICCTB, ICPCUNCIICHHBIX B PA31CJIC 6. 1,

- TsDKeJas MeYeHOYHast HeocTaTo9HOCTh (kiacc C mo kinaccudukanuu Yana-I1s10);
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- IeTCKuil Bo3pact 110 12 net ¢ Maccoii Tena MmeHee 45 Kr;

- OJTHOBPEMEHHBIH MTPUEM C IPrOTAMHUHOM M JUTUAPOIPrOTaAMUHOM (CcM. pasaensl 4.4. u 4.5.).
4.4. Oco0ble yka3aHusi H Mepbl IPEAOCTOPOKHOCTH NIPH NPUMEHECHUHU

C 0CTOPOKHOCTBIO

- MUACTECHHUS;
- HapyIIeHne (pyHKIUY TIEYCHU JETKON U CpeIHEH CTENECHH TSHKECTH;

- TepMHUHANIbHAS TTouevHast HefocTaTouHOCTh ¢ CK® menee 10 mi/MuH;

- y TAIMEHTOB ¢ HAIMYHUEM ITPOAPUTMOTCHHBIX (PAKTOPOB (OCOOCHHO y TOKUJIIBIX TAIUEHTOB): C
BPOXKIACHHBIM HJIM NPUOOpETeHHBIM y/uIMHeHHeM uHTepBaia QT, y maimueHToB, MOJy4aronmx
TEepanui0 aHTUAPUTMUYECKUMH mpenapatamMud kiaccoB [A (xunuauH, npokaumHamun), IlI
(modeTnnua, amMHOTApPOH U COTAJON), LU3AMPUAOM, TepPEHAIUHOM, AHTUIICUXOTUYECKUMU
npenaparamMmu (mumo3un), aHTHUJCTIPECCAaHTAMHU (muTanomnpam), (bTOPXHUHOIOHAMH
(Mokcu(IOKCcalMH # JIeBO(JIOKCAIMH), ¢ HAPYIICHUSIMH BOJHO-3JIEKTPOJIMTHOTO OaaHca,
OCOOCHHO B CIyyae THUMOKAIMEMUU WIA TUIIOMAarHUeMUH, C KIMHUYECKH 3HAYUMOU
Opaaukapauei, apuTMueii cepia, WiM TSKEJION CepAeYHON HEJOCTaTOYHOCTHIO;

- O/IHOBPEMEHHOE NIPUMEHEHNE AUTOKCHHA, BaphapHuHa, IUKIOCIIOPUHA.

Oco0snle yKazaHus

Tak xe, KaKk MpH MPUMEHEHUU SPUTPOMHIIMHA U IPYTUX MAKPOJIUIOB, COOOIIAIOCH O PEAKUX
CIy4asX CEpbE3HbIX AQJUIEPIrMUECKUX pEaklui, BKJIIOYas aHIMOHEBPOTUYECKUH OTEK U
aHa(UIaKCHUIO (B PEIKUX CIIydasiX C JIETAJIbHBIM MCXOJIOM), KOJKHBIX PEAaKLUH, BKIOYas OCTPhINA
TreHepaJIn30BaHHbIA K3aHTEMATO3HBIM MycTyse3, cuHaApoM CTuBeHca-J[)KOHCOHA, TOKCUYECKHI
AMUAECPMAIBHBIN HEKPOJIU3 (B PEAKUX CIIYYasX C JIETAIbHBIM UCXOJ0M), JEKAPCTBEHHYIO ChIMb C
so3uHOpUIMEe W cucteMHbiMH TposiBieHussMu (DRESS-cunapom). HekoTtopble u3 Takux
peakiuii, pa3BUBIIMXCA IPU NPUMEHEHHU Aa3UTPOMHULMHA, IMPUOOpETANH peLuIUBHUPYIOLIEe
TE4YEHHUE U TPeOOBAIM MPOJOIKUTEIBHOIO JICYEHUS U HAOIIOJCHHUS.

[Ipu pa3BuTHM AJIIEPruvYecKOi peakuy npenapar clieyeT OTMEHUTh U HauaTh COOTBETCTBYIOILEE
neuenue. CineayeT UMETh B BUAY, YTO IIOCJIE OTMEHBI CUMITOMATHUYECKON TEpaluu BO3MOXKHO
BO300HOBJICHHE CUMIITOMOB aJUIEPTUYECKOM peaKIuu.

B ciyuae npomnycka nmpuema oaHO# 1036l a3UTPOMULIMHA - TPONYLIEHHYIO 103y CIIEAYeT NPUHATh
KaK MOXHO paHbllIe, a IOCJIEAYIONIUE - C IEpephIBaMU B 24 yaca.

A3UTpOMMIIMH CllelyeT IPUHUMATh, IO KpailiHel Mepe, 3a | yac 1o miM yepe3 2 vaca Iocie
IpreMa aHTalUIHBIX NIPENnapaToB.

ABUTPOMHUILIMH CJI€yeT NMPUMEHATh C OCTOPOKHOCTBIO NMAIlMEHTaM C HapyIIEHUSMH (DyHKIUH
NICUEHH JIETKOM M CpeqHel CTeNeHH TSHKECTH M3-32 BO3MOXKHOCTU pa3BUTHS (DYyIbMHUHAHTHOTO

rermaTuTa M MNEeUYEHOYHOM HEOAOCTAaTOYHOCTH TSDKEJION CTETeHU. HpI/I HaJIu4Yuy CHUMIITOMOB
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HapylIeHus pyHKINU TEYeHH, TAKUX KakK ObICTHO HapaCTEkcm:( JI%E[HJ %@ﬁlfkm oA

MOYH, CKJIOHHOCTh K KPOBOTEUEHHUSIM, NEUEHOUYHAs dHIEe(]aIonaTHs Tepanuio a3uTPOMHIIMHOM
CIIeZyeT MPEeKPaTUTh U POBECTHU Hcciel0BaHNEe (PYHKIIMOHATIBLHOTO COCTOSHUS TTEYECHH.

[Tpu Hapymenusx GyHkuu nodek: y mamueHToB ¢ CK® 10 - 80 Mi/MUH KOppEKIMH 03B HE
Tpebyercsa, y mamueHToB ¢ CK® < 10 mu/mMuH HaOMIOAATOCh YBEJIMYEHHUE CHUCTEMHOTO
BO3JcCTBUS asuTpoMuuMHa Ha 33%. Tepamnuio a3UTPOMULIMHOM CIEQYET IPOBOJUTH C
OCTOPOKHOCTBIO TI0J] KOHTPOJIEM COCTOSTHUSI (DYHKITUH ITOYEK.

Kak u npu npumMeHeHnn Ipyrux aHTHOAKTepHAIbHBIX MPENapaToB, MPHU TEPANUU a3UTPOMHULIMHOM
CIIeTyeT PeryysspHO 00ClIeI0BaTh MAallMEHTOB Ha HAJTM4YKME HEBOCIPUUMYUBBIX MUKPOOPTaHU3MOB
Y TIPU3HAKU PA3BUTHUS CYNEPUH(EKIIHA, B TOM YUCIIE TPUOKOBBIX.

ABUTPOMHUIIMH HE CIIEAYeT NpPUMEHATh Oojee AIUTEIbHBIMH KypcaMH, 4YeM YKa3aHO B
UHCTPYKLMU, TaK Kak (apMaKkOKMHETHYECKHE CBOWCTBA a3UTPOMMIIMHA  TIO3BOJISIOT
PEKOMEHIOBATh KOPOTKHUM M TPOCTOM PEKUM 103UPOBAHUS.

Her naHHBIX O BO3MOXHOM B3aMMOJECHCTBUM MEXAY Aa3UTPOMULIMHOM M IPOU3BOJHBIMU
IproTaMMHa W JUTHAPOIProTaMHHA, HO M3-3a Pa3BUTHUS HProru3mMa IpU OJAHOBPEMEHHOM
NPUMEHEHUN MAaKpOJIUJIOB C NPOU3BOAHBIMH HProTaMMHa M AUTHAPOIProTaMHHA JaHHAas
KOMOMHAIMSI TPOTUBOIOKA3aHa.

[Ipu muuTensHOM MpUEeMe a3UTPOMHULIMHA BO3MOKHO Pa3BUTHE IMCEBIOMEMOPAHO3HOTO KOJIMTA,
Bei3BanHOro Clostridium difficile, kak B Buze serkoit quapeu, Tak ¥ TSHKEIOTO KOJIUTA.

[Tpu pa3zBuTHH aHTHOMOTHK-ACCOLMMPOBAHHON Tuaper Ha pOHE MpHeMa a3UTPOMUIIMHA, a TAKXKE
yepes 2 Mecsla IMOociae OKOHYaHUsA TEpanuM ClIeAyeT MCKIOUYUTh KIOCTPUAUATIbHBIN
IICeBIOMEMOpPaHO3HBIN KOMUT. Henb3s mpuUMEHSTh Npernaparbl, TOPMO3SIIUE NEPUCTATIBTHKY
KHILIEYHHKA.

[Ipu neyeHHM MakpoIuAaMH, B TOM YHCIE, a3UTPOMUIMHOM, HAONIOAATIOCh YIUIMHEHUE
ceplieuHoN penoysipu3zauuu M uHTepBasa QT, NOBBIIAIOMIMX PUCK PA3BUTUS CEPACUHBIX
apUTMUH, B TOM YKCJIE QpUTMHUH THUIIA «ITUPYITH.

Breszanuas cepoeuno-cocyoucmas cmepmo

HekoTtopsie HabmiogaTenbHble WCCIEIOBaHUS IOKa3ajlyd MPUMEPHO JBYKpPAaTHOE YBEIUYEHHE
KpPaTKOCPOYHOI'O MOTEHINAJIBHOIO PUCKA BHE3AITHOM CEPJIEYHO-COCYAUCTON CMEPTH Y B3POCIIBIX,
NOJYYaBIIUX JICUCHHE Aa3UTPOMUIIMHOM, [0 CPaBHEHHIO C JPYIMMHU aHTHOAKTEpUaTbHBIMU
npenapaTami, BKIOYas aMOKCHLIMJUIMH. BbUIO OTMEUeHO, 4TO 3TOT MOTEHIHAIbHBIA PUCK ObLI
BbIIlIE B TEUEHUE MEPBBIX 5 JHEH MPUMEHEHHs a3UTPOMHUIIMHA. J[aHHbIE STUX HAOII0JATENbHbIX
WCCJIE0OBAHUI HENOCTATOYHBI Ui YCTAHOBJICHUS WM WCKJIIOYEHUS MPUYUHHO-CIIEICTBEHHON
CBSI3M MEK/ly BHE3ATHOM CEPAECYHO-COCYIUCTON CMEPTHIO U IPUMEHEHNEM a3uTpomMuLnHa. [lepen

HAa3HAYCHUCM Aa3UTPOMHIMHA IMAllUCHTAM, B 4aHAMHEC3C KOTOPLIX CCTh YKAa3aHHMC Ha PHCK

4
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yarHeHus naTepBaia QT, HeoOX0aUMO MPOBE]

Crnenyer co0r0/1aTh OCTOPOKHOCTD MPH MPUMEHEHUH a3UTPOMHULIMHA Y MAIIUEHTOB C HAINYHEM
IPOapUTMOTCHHBIX ()aKTOPOB (OCOOCHHO Yy TMOXWJIBIX IAlMEHTOB): C BPOXKICHHBIM MU
NpUOOpeTeHHBIM yaauHeHHueM uHTepBasia QT, y MalMeHTOB, MOMYYaloIIUX TEeparuio
AHTUAPUTMUYECKUMH TIpernapatamMu kiaccoB [A (xunumawH, mpokamHamun), I (moderwmmmm,
aMHOJApOH M COTAaJOJd), LM3aNpUAOM, TepheHaJAWHOM, AHTUIICUXOTUYECKMMHU INpenapaTamu
(muMo3Ma), aHTUAeNpeccaHTaMu (UuuTanonpam), (HTOpXxHHONIOHAMU (MOKCH(DIOKCAMH U
neBO(IIOKCAIIMH), C HAPYIICHUSMH BOJIHO-JICKTPOJIUTHOTO OaliaHca, OCOOCHHO B cllydae
TUIMOKAIMEMUU WM TUIIOMarHMEMHUH, C KJIMHAYECKH 3HAuYMMOM Opagukapaved, apuTMmuen
cepAua, Uiy TKEJION CepAeYHON HEOCTaTOYHOCTBIO.

[IpumeHeHne a3UTPOMUIITHA MOXKET CIIPOBOLIMPOBATH PA3BUTHE MHACTEHHUECKOTO CUHAPOMA UITH
BbI3BaTh 000CTPEHUE MUACTEHUU.

[lepen Ha3HaueHUEM a3UTPOMUIIMHA BCEM IMallMEHTaM, MPUHUMAIOIINM THIAPOKCUXJIOPOXUH WIIN
XJIODOXUH, TIIATEIbHO B3BECHTE€ COOTHOLICHHE TONb3bl M PUCKA H3-3a TOTCHLHAIBHO
MOBBIIIEHHOT'O PUCKA CEPACYHO-COCYIUCTHIX COOBITHI U CEPAEUHO-COCYANCTON CMEPTHOCTH (CM.
paszaen 4.5).

BcnoMorarenbHEIC BEIECTBA

JlexapcTBEHHBIN Npenapar COAEPKUT Kpacurenb NyHUOBBIM [IIoHCO 4R], KOTOpbII MOXET
BBI3bIBaTh AJUIEPITUUECKUE PEAKIIUH.

45. B3aumopaeiicTBMe ¢ JAPYrHMH JICKAPCTBEHHBIMHM MpenapataMd M Jpyrue BHIbI
B3aNMOJAEHCTBUSA

AHTanuaHele Ipenaparsl

AHTaI_II/II[HBIe npemnaparbl HC BJIUAIOT Ha 6I/IOI[OCTYHHOCTB A3UTPOMHIIMHA, HO YMCHLUIAKOT
MaKCUMaJIbHYI0 KOHIIEHTpaluuio B KpoBu Ha 30%, moaromy mpenapar clelyeT IPUHUMATh, 110
KpaiiHeil Mepe, 3a OJJMH Yac /10 WJIK Yepe3 JBa yaca Mocje MpueMa 3TUX MPenaparoB U eJIbl.
ﬂeTI/I[2H3I/IH

OnHOBpeMEHHOE MPUMEHEHHE B T€UCHHE 5 JHEH y 370pOBBIX JOOPOBOJIBLEB a3UTPOMUIIMHA C
nerupusuHoM (20 Mr) He TnpuBeNo K (PapMaKOKMHETHYECKOMY B3aUMOJEHCTBUIO U
CyIIIECTBEHHOMY M3MeHeHnI0 nHTepBaia QT.

JAnnano3ud (AIUae30KCUUHO3MH)

OpnnoBpemeHHoe mpuMmeHenue azutrpomuinHa (1200 mr/cyr) m mupano3mHa (400 mr/cyr) y 6
BUY-uHbUIMpoBaHHBIX MAIIMEHTOB HE BHISIBUIIO H3MEHEHUH (papMaKOKMHETUUECKHUX MMOKa3aHUuH
JTUAaHO3WHA MO0 CPAaBHEHUIO C TpyNoi mianedo.

JIurokcuH ¥ KoIxunuH (cyocrparsl P-rimukonporenna)

OI[HOBpGMeHHOG MMPUMCHCHUC MAKPOJIHUIHBIX aHTI/IGI/IOTI/IKOB, B TOM YHCJIC a3UTpOMUIIMHA, C
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cybcTtpatamu P-rimmkonpoTenHa, TAKUMH KaK JTUTOKCHH H KOJI-)ICIIEIHI/RIE' HE%HTK -lr_lo Lt'léi}'m}o

KOHIIGHTpaluu cyoOcTparta P-riamkonpoTerHa B CBIBOPOTKE KpoBU. Takum oOpasom, mnpu
OJTHOBPEMEHHOM TPUMEHEHUH a3UTPOMHIIMHA UM JUFOKCHHA, HEOO0XOAWMO YYMTHIBATH
BO3MO>XHOCTh TMOBBIIICHNS KOHIEHTPALUU JUTOKCUHA B CHIBOPOTKE KPOBH.

3UI0BYIMH

OnHOBpeMEHHOE MPUMEHEHHUE a3uTpoMHIIMHA (0HOpa30BbIi nmpueM 1000 Mr U MHOTOKpaTHBIN
npuem 1200 mr umu 600 Mr) okaspIBaeT HE3HAYUTEIbHOE BIMSAHUE HA (PApMAaKOKUHETHKY, B TOM
Ylclie BBIBEJACHHE IOYKAMHU 3UJOBYIAMHA WM €ro TIIIOKYpOHHIHOro Mmerabonuta. OmHako
NPUMEHEHHE a3UTPOMHULIMHA BBI3bIBAIIO YBEIMYEHHUE KOHIEHTpauuu G(ocPopHuInpoBaHHOTO
3UJIOBY/IMHA, KIMHMYECKH aKTUBHOI'O MeTaboyiTa B MOHOHYKJI€apax nepudepuyeckoil KpoBH.
Knunnueckoe 3HaueHue 31oro (hakra HesICHO.

AsuTpoMHIIH ¢J1a00 B3auMOACHCTBYeT ¢ u3odepMeHTamm cuctembl IuToxpoma P450. He
BBISIBJICHO, YTO Aa3UTPOMUIIMH y4acTBYeT B (PapMaKOKMHETUYECKUX B3aMMOACHCTBHSIX
AQHAJIOTUYHBIX 3PUTPOMULIMHY M JPYTUM MaKpoJIuaaM. A3UTPOMULIMH HE SBISIETCS HHTHOUTOPOM
U MHIYKTOPOM H30(epMeHTOB ItuToxpoma P450.

AJIKaJIONAEI CIIOPBIHBU

YuutbiBas TEOPETHUECKYI0 BO3MOKHOCTh BO3HHKHOBEHHSI 3SProTu3Ma, OJHOBPEMEHHOE
MPUMEHEHUE a3UTPOMULIMHA C TPOU3BOJHBIMH AJIKAJIOMOB CIOPBIHBU TPOTHUBOIIOKA3aHO.

beutn  mpoBeneHpl  (papMaKOKMHETHYECKHE UCCIEAOBAHHS OJHOBPEMEHHOTO MPHUMEHEHUS
AQ3UTPOMHULIMHA M TPernapaToB, MeTa00JIN3M KOTOPBIX MPOUCXOIUT C ydacTHeM H30(EepPMEHTOB
nuroxpoma P450.

ATopBacTaTuH

OpHoBpemMeHHOe mpuMeHeHue atopBacTatuHa (10 mr exxegneBHO) W azuTpomuimHa (500 Mr
€XeJIHEBHO) HE BBI3bIBAIIO U3MEHEHUS KOHIIEHTPAlMi aTOpBAaCTaTHHA B IJIa3Me KPOBU (Ha OCHOBE
ananm3a uHruOupoBanusi [ MK-KoA-peaykraspr). OgHako, B MOCTPETUCTPAIIMOHHOM TIEPHOJIC
OBLIH TIOJIy4EHBI OT/ICbHBIE COOOIICHHS O CIydasX padJoMUONIM3a Yy TAIUEHTOB, MOTYYarOIIHX
OJIHOBPEMEHHO a3UTPOMULIUH U CTATUHBI.

Kapbamasenun

B ¢apmakoknmHeTHUECKHUX HCCIEIOBAHUIX C yYacCTHEM 3J0POBBIX JOOPOBOJIBLIEB HE BBHISBICHO
CYIIIECTBEHHOTO BIIMSHUS Ha KOHIICHTpAIUIO KapOamas3emwHa W €ro aKTHBHOTO MeTabonuTta B
nJ1a3Me KpOBU y MAIlMEHTOB, MOJYyYaBIIUX OJHOBPEMEHHO a3UTPOMUIIMH.

[lumeTnanH

B ¢dapmakoknHeTHYECKMX UCCIEJOBAaHMSX BIUSHUS pPa3oBOM /103bl LHUMETUIMHA Ha
(dhapMaKOKMHETHKY a3UTPOMUIIMHA HE BBISBICHO M3MEHEHHH ()apMaKOKUHETHKHU a3UTPOMHUIIMHA,

IMpU YCJIOBUH NPUMCHCHUSA HUMCTUANHA 3a 2 yaca A0 a3UTpOMHUIIMHA.
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AHTHKOAryJIsIHTEL HEIPSIMOTrO AeHCTBUA (IIPOU3BOIHEIE KUM&DI/—IIEB.'; -

B dapMakokMHETHYECKUX WCCIICOBAHUSX Aa3UTPOMUIIMH HE BIHWSI HA AHTHKOATYJISHTHBIN
s ekt ogHOKpaTHOW M03bI 15 Mr BapdapuHa, MPUHUMAEMOTO 3J0POBBEIMHU JOOPOBOJIBIIAMHU.
Coo0manoch 0 TMOTEHIUPOBAHWM AHTHUKOATYJISHTHOTO 3(¢eKTa Tmocie OJIHOBPEMEHHOTO
OPUMEHEHHUS a3UTPOMULIMHA M AHTUKOATYJISIHTOB HENpsIMOro JAeMcTBHUS  (IIPOM3BOJHBIC
KymapuHa). HecMoTpss Ha TO, 4TO MpPUYMHHAS CBSI3b HE YCTAaHOBIIEHA, CIIEAYET YYHTHIBATH
HEOOXOUMOCTh TPOBEACHUS YAaCTOTO MOHUTOPUHTA TPOTPOMOMHOBOTO BPEMEHH TIpU
NPUMEHEHUH a3UTPOMHULIMHA Y MAIMEHTOB, KOTOPBIE MOJYYaloT MEepOpalibHbIe AaHTUKOATYJISTHTBI
HEMPSMOTO JACHCTBUA (TPOU3BOAHBIC KyMapHHa).

[{ukmociopuH

B ¢dapMakokMHETHYECKOM HCCIEIOBAHUU C Y4aCTHEM 3JIOPOBBIX JOOPOBOJIBIIEB, KOTOPHIC B
TeuyeHWe 3 NHEW NpUHUMAIA BHYTPH asuTpoMunuH (500 Mr/cyT OJHOKpaTHO), a 3aTeM
nukinocnopud (10 MI/Kr/cyT oOmHOKpaTHO), OBUIO BBISBICHO JOCTOBEPHOE TIOBBIIICHUE
MaKCUMaJIbHOW KOHUEHTpaIuu B miia3mMe KpoBU (Cmax) U TIIOMIAAN TOJI KPUBOM «KOHILIEHTpALIUSI-
Bpemsi» (AUCo.s) mukiocnopuna. Cremnyer coOroaTh OCTOPOXKHOCTh MPHU OJHOBPEMEHHOM
NPUMEHEHUHU 3THUX MpenaparoB. B cayyae HEOOXOAMMOCTH OJHOBPEMEHHOTO MPUMEHEHUS ITHX
IpenapaToB, HEOOXOIUMO MPOBOJUTH MOHUTOPUHI KOHLIEHTPAllMM LHUKIOCIOPHHA B ILJIa3Me
KPOBH M COOTBETCTBEHHO KOPPEKTHUPOBATH JI03Y.

Odasupens

OnnoBpemMeHHOEe TIpuMeHeHue asutpomuimHa (600 wmr/cyr omHOkpaTHO) W 3daBupeH3a
(400 Mr/cyT) e:keHEBHO B TeUCHHME 7 JHEH HE BBI3BIBAIO KaKOT0-THOO KIMHHYECKH 3HAYUMOTO
(hapMaKOKMHETHYECKOTO B3aUMO/ICHCTBUSI.

PayKoHa301

OnnoBpemMeHHOEe TpuMeHeHue asutpomuimHa (1200 Mr oOgHOKpaTHO) HE  MEHSJIO
dbapmakokuHeTuKy ¢uykonaszoma (800 mr omHokpaTHO). OOmIas SKCHO3WIUSA W TEPHOJ
MONYBBIBEJICHUSI ~A3UTPOMHUIIMHA HE W3MEHSUIUCh TPH  OAHOBPEMEHHOM MPHUMEHEHUU
¢irykoHa3oa, OHAKO IpU 3TOM Habmonanu cHwkeHHe Cmax azuTpomunmHa (Ha 18%), uTo He
UMEJO KJIMHUYECKOTrO 3HAaYeHHUS.

WHanHaBup

OnnoBpemeHHoe mnpuMeHeHue aszutpomunuHa (1200 Mr OAHOKpPATHO) HE  BBI3BIBAIO
CTaTUCTHYECKH JOCTOBEPHOTO BIMSHUS Ha (papMaKOKHMHETUKY MHAMHaBUpa (1o 800 Mr Tpu paza
B CYTKHU B TeUEHHUE 5 THEH).

MeTnanpe IHU30J0H

ABUTPOMHUIIMH  HE  OKa3blBaeT  CYIIECTBEHHOTO  BIMSHUS  Ha  (PapMaKOKMHETHKY

MCTUJIIPCAHU30JIOHA.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

OpnnoBpemeHHoe npuMeHeHHe azutpomuiinHa (1200 mr) u HendunaBupa (o 750 mr 3 pasza B
JICHb) BBI3BIBACT MOBBIIICHIUE PABHOBECHBIX KOHIICHTPAIIUN a3UTPOMUIIMHA B CHIBOPOTKE KPOBH.
Knuanueckn 3Ha4MMBIX T000YHBIX 3¢ (EKTOB HE HAOIIOJATOCh U KOPPEKIUU 03Bl
A3UTPOMHULIMHA TIPU €r0 OJHOBPEMEHHOM NMPUMEHEHUH C HEI(PUHABUPOM He TpeOyeTcs.
Pudabyrun

OpnHOBpeMEHHOE MPUMEHEHHE a3uTpPOMUIIMHA M pudaOyThHAa HE BIUSET HA KOHIECHTPAIUIO
Ka)KI0Tr0 U3 MPEenapaToB B CHIBOPOTKE KpoBH. [Ipu oqHOBpeMEHHOM MPUMEHEHUH a3UTPOMUIIMHA
u pudadyTrHa UHOT/Ia HaOII0Ja1ach HEHTPOTICHHUS.

HecMmotpst Ha TO, 4TO HEUTPOTICHUS ACCOITMUPOBANIACH C MPUMEHEHUEM pudadyTHHa, IPUIUHHO-
CIIEICTBEHHAS! CBS3b MEXIY NPUMEHEHHEM KOMOWHAIMHM a3uTpOMHUIIMHA W pudaldyruHa u
HEUTPOINICHUEN HE YCTAHOBJICHA.

Cungenadun

[Ipn mnpuMeHeHWUH Yy 3I0POBBIX JJOOPOBOJIBIEB HE TIONYYEHO JOKA3aTENbCTB BIUSHUS
asurpomunirHa (500 mr/cyt exenneBHo B Tedenue 3 qHeil) Ha AUC u Cmax cuiiieHaduIa uin ero
OCHOBHOTO IIUPKYJIHPYIOIIETO METaboIUTa.

Tepdpenanun

B dpapMakokrmHETHUYECKUX HCCIEIOBAaHUSAX HE OBLIO MOTYYEHO MOKA3aTeNbCTB B3aUMOCHUCTBUS
MEXIY a3uTPpOMHUIIMHOM U TepheHaanHoM. CooOmanoch O eAMHUYHBIX Clydasx, Koraa
BO3MO>XHOCTh TaKOT'O B3aUMOJICHCTBUS HENb3sI ObLIO UCKIIIOUUTH MOJHOCTHIO, OIHAKO HE ObLIO HU
OJIHOTO KOHKPETHOTO JI0Ka3aTeabCTBa, YTO TaKOe B3aMMOJEHCTBHE HMeNOo MecTo. bbuio
YCTaHOBJICHO, YTO OJHOBPEMEHHOE NMpHUMEHEHHEe TepPeHaJnHa U MAKPOJIUIOB MOXET BHI3BATh
apuTMHUIO U yanuHeHune narepsana QT.

Teodunnun

He BhIsIBIIEHO B3auMOIEHCTBHE MEXY a3UTPOMHUIIMHOM U TE€O(UIINHOM.

Tpuazonam/mMuaazoamM

3HAYUTENbHBIX HM3MEHEHUH (apMaKOKMHETHYECKUX IOKa3aTele mpHu OJHOBPEMEHHOM
INPUMEHEHNUN a3UTPOMHIMHA C TPUA30JIAMOM WM MUIA301aMOM B TEPAIIEBTUYECKUX [03aX HE
BBISIBIICHO.

Tpumeronpum/cyiabdhaMeToKca3omn

OnHOBpEeMEHHOE MpPHUMEHEHHE TPUMETONpuMa/cynb(aMeTokca3ona ¢ a3uTPOMHUIMHOM HE
BBISIBUJIO CYIIECTBEHHOIO BIUSHMS Ha Cmax, OOILYI0 AKCHO3HMLMIO MM HKCKPELHIO MOYKaMHU
TPUMETOIIPUMA WU CyJb(aMeToKcas3ona.

KoHueHTpanuun a3uTpoMuLIMHA B CHIBOPOTKE KPOBH COOTBETCTBOBAIM BBISBISEMBIM B IPYIMX

HNCCICOOBAaHUAX.



COOTBETCTBYET 3KCNEFTHOMY OTYETY
ot 06.09.2024 N= 18925
(PCNEOOBATENEHOCTL 0004

KomOuHammu, Tpedyrole IpuMEHEHNS C OCTOPOKHOCT

Cosmecmmuoe npumeHnenue ¢ 2UOPOKCUXTIOPOXUHOM U XTIOPOXUHOM

JlanHple  HaONIOACHUN  TOKa3alid, YTO COBMECTHOE MPUMEHEHHE Aa3UTPOMHUIIMHA C
TUAPOKCUXJIOPOXUHOM Y MAallM€HTOB C PEBMATOMIHBIM APTPUTOM CBSI3aHO C IOBBIIIEHHBIM
PHCKOM  CEPJICYHO-COCYAUCTBIX COOBITMM U CEpPACYHO-COCYIUCTON cMepTHOoCcTH. M3-3a
BO3MOKHOT'O aHAJOTUYHOTO pPHUCKAa NPU MNPUMEHEHUH APYTUX MaKpPOJIUAOB B COUYETAHUU C
TUAPOKCUXIIOPOXHMHOM WJIM XJIOPOXHWHOM CIIEAYET TIIATEbHO B3BECUTh COOTHOILIEHUE MOJb3bI U
pUCKa, TpeXIe YeM Ha3HauaTh a3UTPOMHULIMH JIOOBIM MalUeHTaM, NPUHUMAIOUIINM
TUAPOKCUXIIOPOXHUH HIIA XJIOPOXUH.

4.6. @epTUIBHOCTH, 0€PEMEHHOCTH U JIAKTAIUS

bepemeHHOCTD

[Ipu GepeMeHHOCTH MPUMEHSIOT TOJBKO B ClIydae, €CiH IMpearosaraemas moib3a Juisi MaTepu
MIPEBBIIIAET MOTEHIMUATIBHBIN PUCK IS IIJI0/1A.

JlakTanus

B nepuoa rpyaHoro BckapMiiMBaHusl IPUMEHSIOT TOJIBKO B ClIydae, €CJIM Mpeanoaaraemas rnojb3a
JUIsE MaTepH MPEBBILIACT MOTEHIHATbHBIM pUCK ans pebenka. Ilpu HeoOxomumocTu mpuema
a3UTPOMUILIMHA B MEPUOJ TPYIHOIO BCKAPMIIMBAHUS PEKOMEHIYETCS MPUOCTAHOBUTH T'PYIHOE
BCKapMJIUBaHUE.

4.7. BuunsiHMe Ha CHOCOOHOCTH YNPABJSATH TPAHCIOPTHBIMHM CPeACTBAMHM H padoTaTh ¢
MeXaHU3MaMu

[Tpu pa3BuTHM HexenaTeNbHBIX APGHEKTOB CO CTOPOHBI HEPBHOM CHUCTEMBI W OpraHa 3peHus
CleyeT COOM0aTh OCTOPOKHOCTh TPH BBIOJHEHUU ACUCTBHIA, TPEOYIOIIMX MOBBIIICHHON
KOHI[EHTPAIIUU BHUMAHUS U OBICTPOTHI ICHXOMOTOPHBIX PEAKIIHIA.

4.8. HexenarejJbHble peaKIun

Pe3roMe HexxenaTenbHbIX PEAKIINN

YacToTa BO3HUKHOBEHUSI HEXKEIATEIbHBIX peaKI_[I/II\;I, MPUBCACHHBIX HWIKC, OMNPCACIIAIACh
COOTBETCTBEHHO cliefyromieMy (kinaccudukanus BceMupHoi opraHu3anuy 37paBOOXPaHCHHUS):
odeHb yacto (>1/10), vacto (>1/100, Ho <1/10), HEewacrto (>1/1000, vHo <1/100), peako (=1/10000,
HO <1/1000), ouens penko (<1/10000), vacrora HEM3BECTHA (HA OCHOBAHWY UMEIOIINUXCS JAHHBIX
OLICHUTHh HEBO3MOYXKHO).

Hugpexyuu u unsazuu

HEYacTo: KaHIHMI03, B TOM YHCIIE CIM3MCTOW OOOJIOUKH IOJIOCTH PTa, BarMHAIbHAS WHQEKIHS,
MMHEBMOHMSI, TpUOKOBass WHOEKIUs, OakTepuanbHas WHQOEKIUsA, (apuHTHT, TaCTPOIHTEPHT,
pecnupaTopHbie 3a00JI€BaHUS, PHHHUT;

qaCToTa HCU3BCCTHA: HCGB,Z[OMGM6paH03HBII71 KOJIUT.
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Hapywenus co cmoponul kposu u aumgamuyec

HEYacTo: JICHKONEHNUs, HEUTPOTICHNUS, 203UHODMITHS;

OYCHb PENIKO: TPOMOOLUTONICHHSI, TeMOJIUTHYECKAsT aHEMHUSL.

Hapywenus co cmoponbl UMMYHHOU CUCEMbl

HEYaCTO: AHTMOHEBPOTUYECKUH OTEK, pEaKLs TMIIEPYyBCTBUTEIBHOCTH;

4acTOTa HEM3BECTHA: aHA(DUIAKTHUECKAs PEaKIIHsL.

Hapywenus memaboauzma u numanus

HEYacTO: AaHOPEKCHSL.

Icuxuueckue napywenus

HEYacTO: HEPBO3HOCTb;

PEAKO: aKUTALMS;

4acTOTa HEM3BECTHA: TPEBOTa, arpeccus, Opell, raJlIIoLMHALUY.

Hapywenus co cmoponul HepeéHoll cucmembl

4aCTOo: FOJIOBHAS 0O0JIb;

HEYacTO: TOJOBOKPYKEHHE, HapyLIEHHE BKYCOBBIX OINYILIEHUMN, [apecTe3UH, COHJIUBOCTb,
0OECCOHHUIIA;

4acTOTa HEU3BECTHA: THUIECTE3Ms, OOMOPOK, CYAOPOIH, INCUXOMOTOpHAs TUIEPAKTUBHOCTH,
norepst 00OHSHHUS, U3BPALLICHUE OOOHSHUS, TOTEPsI BKYCOBBIX OIYIICHHUIA, MHACTECHHS.
Hapywenus co cmoponwvl opeana 3penus

HEYacTO: HAPYIIECHUE 3PCHHUS.

Hapywenus co cmopoHbl opeana ciyxa u 1abupunmusle Hapyulenus

HEYacTO: pacCTPOMCTBO CIyXa, BEPTUTIO;

YacTOTa HEM3BECTHA: HAPYIICHUE CITyXa, B TOM YHCJIE TIIyX0Ta W/HIIU IIyM B yIIax.
Hapywenus co cmoponul cepoya

HEYacTo: OUIYIIEHUE cepALeOreHNs;

4acTOTa HEM3BECTHA: aPUTMMUS TUIIA «IIUPYIT», KEITYJOUKOBAs TAXUKAPAUs, BHE3AIIHAsI CEPAECUHO-
COCYAMCTast CMEPTb.

Hapywenus co cmoponul cocy0os

HEYaCTO: «IIPUJINBB» KPOBU K JIMILY;

4acTOTa HEU3BECTHA: IOHMKEHUE apTEPUAIBHOIO AABJICHUS.

Hapywenus co cmoponbl ObixamenbHoll CUCmeMbl, Op2aH08 2pyOHOU KIemKU U cCpe00CmeHUs
HEYacTO: OJBIIIKA, HOCOBOE KPOBOTEUECHHUE.

Kenyoouno-kuweunvle napyuienus

OUYEHb YacTO: IUapes;

4acTo: TOITHOTA, pPBOTA, OOJIb B )KUBOTE;
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HEYaCTO: METCOPH3M, JHCIICIICUs, 3amop, TACTPHT, '/:wc?(ba;lﬁﬂl: ﬁmtk}(;ﬁ’oqﬁ L E:Qiié)cn)

CIIM3UCTONH OOOJIOYKH TIOJNIOCTH PTa, OTPBIKKA, S3BHI CIM3UCTOW OOOJNOYKH TMOJIOCTH PTa,
MOBBIIICHUE CEKPEIIUHU CIIFOHHBIX JKEJe3;

OUYEHb PEJIKO: U3MEHEHUE IIBETA A3bIKA, TAHKPEATHT.

Hapywenus co cmoponbl neuenu u s#cenuedbleo0auux nymeti

HEYacTo: TeNaTHT;

peaKo: HapylieHUe PYHKINH MMEYCHH, XOJIECTaTUYECKast )KENTyXa;

4acTOTa HEU3BECTHA: IE€YEHOYHAs! HEJOCTATOYHOCTh (B PEIKHUX CIIydasixX - C JIETAIbHBIM UCXOJIOM,
B OCHOBHOM Ha (oHe HapymieHHs (QYHKIUUA TEUEHU TSDKEIOW CTENeHH), HEKPOo3 IICYCHH,
(GyTbMUHAHTHBIN TETIATHUT.

Hapywenus co cmoponvl Kodtcu 4 NOOKOICHLIX MKAHE

HEYacTO: KOKHas ChlIlb, 3y, KPAaIUBHULIA, IEPMATHUT, CyXOCTh KOXH, IOTJINBOCTb;

peaxo: peakuus (poToceHCHOMIN3aluU, OCTPBIA TeHepATU30BaHHbBIN YK3aHTEMATO3HBIN MTyCTYIIE3
(OI'2I0);

yacToTa Heu3BecTHa: cMHJIpoM CtuBeHca-/[>KOHCOHA, TOKCUUYECKUI AMHAEPMATIbHBIN HEKPOJIN3,
MyJIbTU(OPMHAS SpUTEMA, JTEKAPCTBEHHAS ChIIb C S03UHO(MIINEN U CUCTEMHBIMH MPOSIBICHUSAMU
(DRESS-cunapom).

Hapywenus co cmopoHvl MbiuieyHoll, cKkenemHou u coeOUHUmMenbHou mKaHu

HEYaCTO: OCTEOAPTPUT, MUAITHS, 00JIb B CIUHE, OOJH B I1IEE;

4acTOTa HEM3BECTHA: apTPaJITHsL.

Hapywenus co cmoponbl novek u Mo4esbigo0AWUx nymet

HEYacTO: MU3ypusi, 00Jb B 001aCTH MOYEK;

4acTOTa HEM3BECTHA: HHTEPCTHIIMAIBHBINA He(PUT, OCTpasi MOYEUHAsT HEAOCTATOYHOCTb.
Hapywenus co cmoponsl penpo0ykmusHoU cucmemsl U MOIOYHbBLX Jicele3

HEYacTO: METPOpPParuu, HapyleHue QyHKINH sIHYeK.

Obwue napyuwienus u peakyuu 6 mecme 68e0eHuUs.

HEYacTo: OTEK, aCTeHHs, HEJOMOTaHHe, OIIYIIEHHE YCTaJllOCTH, OTEK Juia, 0ok B TpyAH,
IUXOpajKa, nepudepudeckue OTeKH.

Jlabopamophvie u uncmpymenmanvHvle OaHHble

4acTO: CHIDKEHUE KOJMYECTBa TUM(OIIUTOB, MOBHINICHNE KOJIMYECTBA YJ03MHO(UIIOB, TIOBBIIIICHHE
KonnuecTBa 0a30(UIoB, TOBBIIICHHE KOJUYECTBA MOHOIIUTOB, TOBBIIICHHE KOJIHYECTBA
HEUTPO(HUIIOB, CHI)KEHHUE KOHIICHTPAllUU OMKapOOHATOB B TIa3Me KPOBH;

HEYacTO: MOBBIIIEHNE AaKTHBHOCTH acnapTraTaMHUHOTpaHc(epasbl, alaHWHaMHUHOTpaHc(epassbl,
MOBBIIICHUE KOHIICHTPAIIMH OMITUPYOHHA B TUTa3Me KPOBH, TIOBHIIICHNE KOHIICHTPAIIMA MOYCBUHBI

B IUIa3MC KpOBH, IMOBBIIICHHUC KOHICHTpalWU KpPCAaTUHUHA B IJIa3BMC KpPOBHU, HU3MCHCHUC

11



COOTBETCTEYET JKCMNEPTHOMY OTUYETY
ot 06.09.2024 N2 18925
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KpOBU, MOBBIIIEHUE COAECPKAHUS XJIOpa B IJIa3Me KPOBH, MOBBILIEHNE KOHLIEHTPALIUU TJIFOKO3bI B
KPOBH, VyBEIWYCHHE KOJMYECTBA TPOMOOIIMTOB, CHUKCHHE TE€MaTOKPHUTA, TIOBHIIICHUE
KOHIEHTpaluu OMKapOOHATOB B IIa3Me KPOBHU, U3MEHEHUE COJIEPKAaHUS HATPUS B IJIa3Me KPOBH.

COO6H_ICHI/IC O ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxxHo coo01maTh 0 mo103peBacMbIX HeXKENATEIHHBIX PEAKIUIX MMOCIIe PerUCTPAIH Mpernapara ¢
[EeNbI0 O0ECIeueHusT HEMPEepPHIBHOITO MOHUTOPWUHTA COOTHOIIEHHUS «I0JIb3a — PHUCK»
JIEKapCTBEHHOTO Tpenapara. MeauIMHCKUM paOOTHUKAM PEKOMEHYEeTCS COOOIaTh O JIIOOBIX
M0JI03PEBAEMbBIX HEKENAaTEIbHBIX PEaKIMsIX JIEKApCTBEHHOTO IMpenapara 4yepe3 HalMOHAJbHbIE
CHCTEMBl COOOIICHHMS O HEXeNaTeNbHBIX peaKIHUsIX TOCYAapcTB — wWIeHOB EBpa3zuiickoro
HKOHOMHYECKOTO COI03a.

Poccuiickas @enepanus

denepanbHas ciayx0a mo Haa30py B chepe 3npaBooxpanenus (PocsnpaBaanzop)

Anpec: 109012, r. MockBa, CraBstHCKas IJ10I1aib, 1. 4, cTp. 1

Ten.: +7 800 550-99-03

DnexkTponHas moyra: pharm@roszdravnadzor.gov.ru

Be6-caiit: https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

CHMIITOMBI

TomHOTA, pBOTA, AUApEs], BPEMEHHAS TIOTEPS CIyXa.
JleueHue

CUMOTOMATHYECKOE.

5. DPAPMAKOJIOTHYECKHE CBOMCTBA

5.1. ®apmakoIUHAMHYECKHE CBOMCTBA

dapmakoTrepaneBTHUECKas TpyNa: aHTHOAKTEPUAIBHBIE CpPEACTBA CHCTEMHOTO JEHCTBHUS,
MaKkpOJUJbl, TUHKO3aMUHBI U CTPCITOrPAMUHBI; MAKPOJIHUBI.

Kon ATX: JO1FA10

MexaHusM aeiicteus U dhapMakoaruHaMudeckre YO hEKTHI

ABUTPOMHUIIMH — 0aKTepUOCTATUYECKUIT aHTUOMOTHK IIMPOKOIO CIIEKTpa NEHCTBUS U3 TPYIMIIbI
MaKpoIUI0B-a3anu0B. O0Ia1aeT NIMPOKUM CIEKTPOM aHTUMHKPOOHOTO JeicTBusA. MexaHusm
I[eﬁCTBHH A3UTPOMHIINHA CBA3AaH C ITOJAaBJICHUEM CUHTC3a 66.]11(8. MHKpO6HOfI KkieTkd. CBI3BIBAICh
¢ 50S-cyObenunmIeii puOOCOMBI, yrHETaeT MENTUATPAHCIOKA3y Ha CTaJAWM TPAHCIAIUUA W
MOJIaBJIsieT CUHTE3 OelKa, 3aMeIyIsisl pOCT U pa3MHOKeHHEe OakTepuil. B BRICOKHMX KOHIIEHTpAIHSIX

OKa3bIBaeT OAKTEPUIIUIHOE JACHCTBUE.
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YyBCTBUTEILHOCTD

O6Hal[a€T AKTUBHOCTBIO B OTHOIICHHUU psAAda TPaMIIOJOXUTCIBHBIX, TI'PaMOTPHULIATCIbHBIX,
aHadpoOOB, BHYTPHUKJIETOYHBIX M JPYTUX MHUKPOOPTraHU3MOB. MHUKpPOOPraHU3MBl MOTYT
M3HAYAJIbHO OBITh YCTOWYMBBIMH K JCHCTBHIO AaHTUOMOTHKA WJIM MOTYT MpHOOpeTaTh
YCTOHYUBOCTh K HEMY.

LIxana uyecmeumenbHOCMU MUKPOOP2AHUZMOS K azumpomuyuny (Munumanoras uneubupyowas

xonyenmpayusi (MUK), me/n):

MUK, mr/a
MuKpoopraHu3mbl
YyBCcTBHUTEJIBHbIE Ycroiyusbie
Staphylococcus <1 >2
Streptococcus A, B, C, G <0,25 >0,5
S. pneumoniae <0,25 >0,5
H. influenzae <0,12 >4
M. catarrhalis <0,5 >0,5
N. gonorrhoeae <0,25 >0,5

B bonvuuncmee cyyaes 4yecmeumelbHovle MUKPOOp2aHu3Mbl

1. I'pammionokuTeIbHbBIE a3pO0bI

Staphylococcus aureus Methicillin-ayBcTBUTEIBHBII
Streptococcus pneumoniae Penicillin-uyBcTBuTenbHbIi
Streptococcus pyogenes

2. I'pamoTtpuniarensHbIe a3po0ObI

Haemophilus influenzae

Haemophilus parainfluenzae

Legionella pneumophila

Moraxella catarrhalis

Pasteurella multocida

Neisseria gonorrhoeae

3. AHa3p0oOBI

Clostridium perfringens

Fusobacterium spp.

Prevotella spp.

Porphyriomonas spp.

4. JIpyrue MUKpOOPTaHU3MBI

Chlamydia trachomatis
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Chlamydia pneumoniae

Chlamydia psittaci
Mycoplasma pneumoniae
Mycoplasma hominis
Borrelia burgdorferi

Muxkpoopeanuszmbt, Cnocoonble paA36UmMsb YCHOUYUBOCHb K A3UMPOMUYUHY

I'pamnonoxurenbHbIe a3poOBI
Streptococcus pneumoniae Penicillin-ayBctBuTensHbIit

Hsnauanvro ycmouiuugbie MuKpoOp2anu3Mol

I'pamnionoxurenbHble a3poObI

Enterococcus faecalis

Staphylococci (MeTHIMITHH-YCTOHUNBbIE CTAPUIIOKOKKH MPOSBIISIOT OYEHb BBICOKYIO CTCIIEHB
YCTOMYMBOCTH K MaKPOJIHIaM)

I'pamnionoxurenbHble OaKTepuH, YCTOMYUBBIC K 3PUTPOMULIUHY

Anaspobdul

Bacteroides fragilis

5.2. ®apMaKkoOKHHeTHYECKHE CBOMCTBA

AOGcopbuus

[locne mpuema BHYTpPh a3UTPOMHULIMH XOPOIIO BCACBIBACTCS M OBICTPO pacmpenessieTcs B
OpTaHU3ME.

Pacnopenenenue

Ilocne omHokpatHoro mpuema 500 wmr OuomoctymHocTh — 37% (3ddext «iepBoro
MPOXOXKACHUS»), MaKCUMalibHast kKoHmeHTpanus (0,4 mMr/m) B KpoBH co3maercs udepes 2-3 daca,
Kaxymuiics obbem pacnpenenenuss — 31,1 7a/kr, cBs3piBaHWe ¢ OenkaMu  OOpaTHO
MPOMOPLUOHAILHO KOHLIEHTPAlUK B KpoBU U cocTaBisier 7-50%. IIponukaer uepe3 memOpaHbl
ki1eTok (3¢dexkTrBeH npu HMHQPEKIMAX, BBHI3BAHHBIX BHYTPHUKJIETOUYHBIMU BO30YIUTENISIMU).
Tpancnoprupyercs ¢darouutamMu K MecTy HMHQEKIUH, TI€ BBICBOOOXKIACTCS B NPHUCYTCTBUU
OaxTepuii. Jlerko mpoxoauT rucroreMaTuyeckue 0apbepsl U MoCTynaeT B TkaHu. KoHneHTpanus
B TKaHAIX U KieTkax B 10-50 pa3 BeIIe, 4em B muia3me, a B oyare nHdexuu — Ha 24-34% 6ombiie,
YeM B 3JJOPOBBIX TKAHSX.

Buorpancdopmarus

B neuenu nemerunupyercs, Tepsisi aKTUBHOCTb.

OIMMUHALNS

VY a3uTpoMHUIIMHA OYEHb JUIMHHBIN Mepuo nonyssiBeaeHus — 35-50 u. [lepros moayBeIBEICHHS

13 TKaHEeW 3HAYMTEILHO OOJIbIIIE. TepaHGBTI/IquKaH KOHICHTpAalUd a3UTPOMUIIMHA COXPAHACTCA
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1. AsnibOnimlii B0, B -0cHOBHoM,

Heu3MEeHEHHOM Bujie — 50% KuiedHukoM, 6% mouxamu.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. [lepeueHb BcoMoOraTe/ibHbIX BelIeCTB

CoaepKuMOoe Kancyiabl

Hemntono3a Mmukpokpucramnudeckas 102
Marnus creapat

O06o0s0uka KancyJsl 250 mr

Kancyna tBepaas xenatunonast Ne ()
Kopnyc kancynu

Kenatun

Bona ouninennas

Turana auokcun (E 171)

Hatpus naypuncynsgar

Kpvuueura kancynol

Kenatun

Bona ouninennas

Turtana nuokcun (E 171)

Kpacurens xunonuHoBbIH sxenThiid (E 104)
Hatpus naypuncynsdar

Kpacurens nyniossiii [[Torco 4R] (E 124)

0O06o1o0uka kancyisl 500 mr

Kancyna tBepnas xenarunosas Ne 00
Kopnyc xancynwi

Kenatun

Bopna ouninennas

Turana nuokcun (E 171)

Hatpus naypuncynsdar

Kpvuueuxa kancynoi

Kenatun

Bopa ouninennas

Turana auokcun (E 171)

Kpacurens xunonmmHoBEIH sxenthiil (E 104)
Hatpus naypuncynsgar

6.2. HecoBMmecTUMOCTH
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He npumenumo.

6.3. Cpok roaHocTH (CpOK XpaHeHHs)

2 rofa.

6.4. OcoObie Mepbl MPEI0CTOPOKHOCTH MPU XPAHEHUH

XpaHuTh B 3alUILEHHOM OT CBETa MECTE, ITPU TeMIiepaTrype He Bbiie 25 °C.
6.5. XapakTep u coaep:kaHHe NEPBUYHOI YIAKOBKH

Kancynasl 250 mr

I[To 3 nnu 10 kancyn B 6aucTep U3 aTlOMHUHUEBOM (OJIBIY U TUICHKU TTOJIMBUHUIXJIOPUTHOM.
1, 2 6muctepa (mpu pacoBke Ne 3) winm 1 6muctep (ipu dacoke Ne 10) BMecTe ¢ HHCTPYKIHUEH 11O
MIPUMEHEHHIO TOMENIAIOT B [TaYKy KapTOHHYIO.

Kancyast 500 mr

I[To 3 nnu 10 kancyn B 6aucTep U3 aTlOMHUHUEBOH (OJIBIY U TUICHKU TTOJIMBUHUIIXJIOPUTHOM.

1 6nucrep BMecTe ¢ MHCTPYKIUEH MO TPUMEHEHHUIO MTOMEIIAI0T B MAYKy KapTOHHYIO.

6.6. Oco0Oble Mepbl NPeIOCTOPOKHOCTH TPH YHUYTOXKEHHUHM  HCIOJH30BAHHOIO
JIEKAPCTBEHHOI0  Mpemapara WIM OTX0J0B, TMOJYYEHHBIX [0CJe MpPUMeHEHUs:
JIEKAPCTBEHHOI'0 MpenapaTa u Apyrue MaHUIYJISIUM C IPenapaToM

Oco0ble TpeOoBaHMS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA

Poccniickas @enepanvs

000 «HIIK «Ckan buotek»

119571, r. MockBa, BH.T€p.I. MyHULIUNIAIBHBIN OKpyT TponapeBo-Hukynuno, np-kt BepHazackoro,
I. 92, momer. 1/4/2, xom. 1

7.1. IlpencraBuTe/ib AepKaTesisi perHCTPAIHOHHOIO YA0CTOBEPEeHNs

[Iperen3un noTpeOUTENEN HAIPABIIITH 110 aPECY:

Poccuiickas @enepanus

00O «HIIK «Cxan buotex»

171261, Tepckast 0611., KonakoBckuii paiion, nrt. Peakuno, yi. 3aBoackas, a. 1/2, k. 3
Tenedon OecrmatHoi ropsiaeit munuu: 8-800-600-51-77

DsexkTpoHHas moyra: pv@scanbiotech.ru

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA

9. IATA NEPBUYHOM PETMCTPAIIMM (IIOATBEPXJIEHWS PETMCTPAIIUM,
IHNEPEPETUCTPALINN)

JlaTa niepBoii perucTpanuu:
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10. JATA IEPECMOTPA TEKCTA

OOmast  XapakTepUCTHKa JICKQpCTBEHHOTO  mpemapata  A3UTPOMHMLMH  JOCTYIHa  Ha
UHPOPMALIMOHHOM TopTane EBpasuilckoro SKOHOMHYECKOTO CO03a B HH(POPMALHUOHHO-

KOMMYHHKaIMOHHOH cetn «MHTepHEeT» http://eec.eaeunion.org/
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