COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 03.11.2023 N2 22487

OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA “02)

1. HAUMEHOBAHMUE JJEKAPCTBEHHOI' O IIPEITAPATA
AsuTpoMuLIMH-DABaHC, 250 Mr, Karcyibl

2. KAUECTBEHHBIN M1 KOJTMYECTBEHHBIN COCTAB
JelicTByro111ee BEIIEeCTBO: a3UTPOMHUIIUH

Kaxxnas tabnerka conepxut 250 Mr a3suTpoMulivHa (B BUJI€ TUTHAPATA).
[TonHbIi IepeyeHb BCIOMOTaTEIbHBIX BEIIECTB MPUBEIEH B pa3jedie 6.1.

3. JEKAPCTBEHHAS ®OPMA

Kancynsl.

TBepnbie xenatuHoBble Karcynbl Ne (. Kopmyc karcynbl 0enoro nsera, KpblIIeuka KarcyJibl
opanxeBoro 1sera. CoJlepKUMOe Karcyil — [IOPOLIOK OeJI0ro win 6€I0ro co ciaerka kKeJlToBaTbIM
OTTEHKOM 1IBETA.

4. KIMHUYECKUE JAHHBIE

4.1 Iloxa3aHusi K IpMMEHEHUIO

HupekuronHo-BoCcIaNUTeNbHbIE 3a00I€BaHNs, BbI3BAHHBIC YyBCTBUTEIBHBIMU K a3UTPOMUIIMHY

MHUKPOOPTaHU3MaMH:

* uHpEKIUN BEpXHUX AbIXaTelbHbIX myTeil u JIOP-opraHoB: (apuHTUT/TOH3UILIUT, CHHYCHT,
CpPEOHUI OTUT;

* uHpEKIUH HWKHHUX JbIXaTelbHBIX IyTEil: OCTPbIii OpPOHXHUT, 0OOCTpEHHE XPOHUYECKOTO
OpOHXWTa, THEBMOHHS, B T.4. BEI3BAHHBIC aTUITMNYHBIMU BO30YyIUTEISIMHU;

*  uH(EKINUU KOXKU U MATKUX TKaHEl: poxka, UMIIETUTO, BTOPUYHO HHPHUIIMPOBAHHBIE IEPMATO3BI;

* HayanbHas craaus Oosne3nu Jlaiima (Goppennos) — wmurpupytomas spurema (erythema
migrans);

*  uHQpEKIU MOYCTIONIOBBIX IMyTeH, BeI3BaHHbIe Chlamydia trachomatis (ypeTpUT, IICPBUIINT).

4.2  PexuM 103UPOBAHUSA U CIIOCO0 NPUMEHEHHS

PexxuM 103upoBaHus

Bspocnvie

Tpu unexyusax eepxuux u HUMCHUX Ovixamenbhvix nyme, JIOP-op2anos, Kodcu u MASKUX MKaHell
500 mr (2 xancynsl) 1 pa3 B 1eHb B TeueHue 3-X AHel (KypcoBas j1o3a 1,5 ).

Ipu 6onesnu Jlatima (nauanvhas cmaodus boppenuosa) - muzpupyrowen dpumeme (erythema

migrans)

1 pa3 B cyTku B TeueHue 5 nuei: 1-i nens - 1,0 T (4 xarncynsl), 3aTeM co 2-ro mo 5 aeHs - mo 500
Mr (2 karmcyssl) (Kypcoast 1o3a 3,0 r).

Tpu undexuusx mouenonoswvix nymetl, svizeannwvie Chlamydia trachomatis (ypempum, uepsuyum)
HeocnoxHeHHBIH ypeTpUT/LIepBULIUT - 1 T (4 KarcyIbl) OMTHOKPATHO.

Oco0ble TPVIIILI TAIKEHTOB

Iayuenmul ¢ HapyweHuaMU GYHKYUU NOYeK
VYV mnamuentoB ¢ CK® 10 - 80 mia/MuH KOppekIus [103bl He TpeOyeTcs, MalueHTaMm C
CK® < 10 ma/mMuH creyeT IpUHUMATh C OCTOPOKHOCTBIO.

THayuenmol ¢ napywenusmu GyHKyuu nevenu
[Ipy mpuMeHeHUH y MAlUEeHTOB C HapylleHHeM (YHKLIMHU MEUeHH JIETKOW M CpelHell CTeneHu
TSKECTH KOPPEKIHS 103l HE TpeOyeTcs.
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Hoowcunvie nayuernmol

Koppexkuust 10361 He TpeOyercsi. BBy BO3MOXHOTO MPOAPUTMOT€HHOTO COCTOSIHUS y TAaHHOM
KaTeropuy MalUeHTOB CIIeLyeT COOI0JaTh OCTOPOXKHOCTh IPHU NMPUMEHEHUH a3UTPOMUIIMHA, B
CBSI3U C BBICOKUM PUCKOM PAa3BUTHS CEPACUYHBIX APUTMMUI, B TOM YUCIIE APUTMUHU TUIIA KITUPYIT».

eTu
VY nereit ot 12 net ¢ Maccoil Tena cBbllle 45 K peXUM J03MPOBaHMS COBMANAET C PEKUMOM
JIO3UPOBAHUS Y B3POCIIbIX NALIUEHTOB.

Crioco6 nmpuMeHeHus
BuyTtps, 1 pa3 B cyTku, 1o kpaitHel Mepe, 3a 1 4 10 wim yepe3 2 4 nmocie e/pl.

4.3 IlporuBomoxkaszaHus

* ['Unep4yBCTBUTENBHOCTh K a3UTPOMUIIMHY WJIHM K JIFOOOMY W3 BCIIOMOTATEJbHBIX BEIIECTB,
IIEPEYUCIICHHBIX B paszene 6.1;

* TOBBIIICHHAS] YyBCTBUTEIBLHOCTD K 3PUTPOMHUIIMHY, IPYTUM MAaKpOJIHIaM, KETOINIaM;

* TsDKeJas ne4eHouyHas HegoctaTouHocTh (kinace C no Yaina-I1s10);

* JIETCKUM Bo3pact 10 12 jeT ¢ maccoi tena MeHee 45 Kr;

* OJIHOBPEMEHHBIH NPUEM C IPrOTAMUHOM U TUTHAPOIProTaMUHOM (cM. pa3zaeinsl 4.4 u 4.5).

4.4 Oco0ble ykazaHus 1 Mepbl NPEJIOCTOPOKHOCTH NPH IPUMEHEHUH

C OCTOPOXKHOCTBIO

Muactenus; HapylieHue QyHKIMY TEeYeHU JIETKON U CPEHEH CTETEeHU TSKECTH; TEPMUHATIbHA
noyeyHasi HetoctaTo4YHOCTh ¢ CK® (ckopocTh Kiy0oukoBo# (unbTpanun) menee 10 mu/mMuH; y
MAIMEHTOB C HAJM4YMeM MPOAPUTMOTECHHBIX (PAKTOPOB (OCOOEHHO Yy MOXKUJIBIX MAIMEHTOB): C
BPOXKJICHHBIM HJIM TPHOOPETEHHBIM YUIMHeHHEeM uHTepBaia QT, y manueHToB, IPUHIMAOIIIX
aHTHapUTMUYECKHUe mpemnapaThl kKiacca [A (xununuH, npokanHamun), kinacca Il (modernnun,
aMHUOJIapOH U COTal0id), UU3anpua, TepdeHaaud, aHTUICUXOTHYECKHUE IpenapaTsl (IMMO3HN),
aHTUJENPECCaHThl (IUTATIONpPaM), (PTOPXUHOIOHBI (MOKCHU(IOKCAIIMH M JIeBO(IIOKCAIIVH),
NAIMEHTOB C HAPYIICHUSIMH BOJIHO-3JIEKTPOJIUTHOTO OajlaHca, 0OCOOCHHO MPH TMITIOKATMEMHUH WIIH
TUIIOMarHUeMHH, C KIMHUYECKU 3HAUMMOM Opaaukapaueil, apuTMuUel cepila, Wiu TsHKeIou
CepACYHONH HEIOCTATOYHOCTHIO; OJHOBPEMEHHOE MPHMEHEHHWE JWTOKCHWHA, BapdapuHa,
[IUKJIOCIIOPHHA.

Oco0ble ykazaHus

Kak u B ciayuyae mpHMEHEHUs SPUTPOMHULIMHA U APYTHX MaKpOJIUAOB, OTMEUEHBl €IUHUYHBIE
Cllydal CEpbe3HBbIX aJUVIEPrUYeCKUX peaklui, BKIOYas AaHTMOHEBPOTHUECKUH OTEK U
aHaduIakcuio (PeaKo C JIETAbHBIM UCXO0M), I€PMATOJIOTMUECKUX PeaKIUi, BKIIOUask OCTPbIH
reHepaln30BaHHbId 3k3aHTeMaTo3HbIM mycTtyne3 (OI'DIl), cungpom CruBeHca-/|oHCoHa,
TOKCHUYECKHUH 3MMJIepMabHbBIM HEKPOJIN3, MYJIbTU(GOPMHYIO 3PUTEMY, JIEKAPCTBEHHYIO CHIIb C
so3uHOunuel u cuctemubiMu nposiBaeHusMu (DRESS-cungpom). Hekoropele u3 Takux
peakuui, pa3BUBIIUXCSA NPU NPUMEHEHUH a3UTPOMHUIIMHA, NPUOOpETany peuuauBHpYIOLIEe
T€YeHHEe U TpeOOBaIM MPOJOJDKUTENBHOTO JiedeHus u HaOmonenus. [lpu  passutum
JUIEPrU4ecKON peakluu IpernapaT ClIeJyeT OTMEHUTh M HauaThb COOTBETCTBYIOIIEE JICUCHUE.
Cnenyer uMeTh B BHAY, 4YTO IIOCJI€ OTMEHBl CHUMITOMAaTUYECKOW Tepamuu BO3MOXKHO
BO300HOBJICHHE CUMIITOMOB aJUIEPTUYECKOM peaKIiH.

B cnydae mpomycka npuema OJHOW 03Bl Ipenapata A3UTPOMUIIMH-DABAHCI - TPOMYIIEHHYIO
J103y CIIEyeT NPUHATh KaK MOKHO paHblIIE, a MOoCIeAyolue - ¢ nepepsiBaMu B 24 4. [Ipenapar
A3UTpOMHUIIMH-DJIBAHC]] ClelyeT IPUHUMATh, [0 KpaitHeil mepe, 3a 1 4 10 niam yepes 2 4 mnocie
IIpYEMa aHTALMIHBIX [IPETapaToB.

IIpenapar A3UTPOMHULMH-DABAHCH CHEAYET NPHUMEHATh C OCTOPOKHOCTBIO IMAIIMEHTaM C
HapyleHUsIMU (PYHKIIMM TE€YEeHU JIETKOM M CpeJHel CTeNeHHM TSHKECTH H3-32 BO3MOXXHOCTH
pa3BuUTHs QyJIbMUHAHTHOTO FeNaTUTa U IEYEHOYHON HEIOCTATOYHOCTH TSXKEJION CTETIEHH.

[Ipy HaMUUMM CHUMITOMOB HapylIeHUS (QYHKIUHM IEYEeHHU, TAaKUX KaK OBICTPO HapacTaromas
aCTeHMsI, JKeNTyXa, IIOTEeMHEHHE MOYHM, CKIOHHOCTh K KPOBOTEUEHHUSM, IE€YECHOYHAs




COOTBETCTEBY

(noc
sHIIe(aIonaThs Tepanuio mpernapaToM AsnTpom[HHHH-BLEch;]

uccienoBanre (PyHKIMOHATBHOTO COCTOSIHHS TICYCHH.

[Tpu Hapymenusx gynkiuu nouek: y nanueHToB ¢ CK® 10-80 mu/MHH KOppEeKIIMH J03bI HE
TpeOyercs, y mnanueHToB ¢ CK® <10 mi/MuH HaOMOIANOCh YBEIUYCHHE CUCTEMHOTO
Bo3AeHCcTBUS  asuTpomuimHa Ha 33%. Tepanuio npenapatoM  A3UTPOMHUIMH-DIBAHCH
HE00XO0IMMO MTPOBOJUTH C OCTOPOKHOCTBIO MO KOHTPOJIEM COCTOSHUS (DYHKIIUHU TIOYCK.

Kak u npu npuMeHeHUM Opyrux aHTUOAKTEpPHATbHBIX MPENapaToB, MPHU TEpalluy MpPErnapaTom
ABUTPpOMHUIIMH-DJIBAHC]]  CIEAyeT peryJlspHO oO0CienoBaTh MAIMEHTOB HA  HAJTUYHe
HEBOCIIPUUMYMBBIX MUKPOOPTaHW3MOB U MPHU3HAKU Pa3BUTHs CynepuHEKIUid, B TOM YHCIE
IpUOKOBBIX.

[Ipenapat A3uTpoMUIIMH-DABAHCH HE CIEIyeT NMPUMEHATh Oosee IIUTEIbHBIMU KYypCaMH, YeM
yKa3aHO B MHCTPYKIIMH, TaK Kak (papMaKOKUHETHUYECKHE CBOWMCTBA a3UTPOMHUIIMHA ITO3BOJISIOT
PEKOMEHI0BaTh KOPOTKUH U MPOCTOI pPexKUM JTI03UPOBAHUS.

Her nanHHBIX O BO3MOXHOM B3aMMOJICUCTBUHM MEXJYy Aa3UTPOMHUIMHOM U IIPOU3BOJAHBIMU
proTaMMHa M JUTHIPOIProTaMHUHA, HO H3-32 Pa3BUTHS SProtusmMa IMpH OJHOBPEMEHHOM
NPUMEHEHUU MAaKpOJIUJIOB C MPOU3BOAHBIMH HpProTaMMHa M AUTHIPOIProTaMHUHA JaHHas
KOMOHMHAIIMS MPOTUBOMOKA3aHa.

[Ipu gnutenbHOM mpueMe Tmpemnapara A3UTPOMHUIMH-DJIBAHCA  BO3MOXKHO  Pa3BUTHE
MICEBIOMEMOPAHO3HOTO KONKTA, BeI3BaHHOTO Clostridium difficile, kak B Bue IETKOM AUapeu, TaK
U TsoKenoro konura. [Ipu pa3BUTHH aHTHOMOTHK-AaCCOLIMMPOBAHHOW TUaper Ha (OHE MpuemMa
npenapaTta ASUTPOMHIIMH-DJIBAHC], a TAKXKe Yepe3 2 Mecslia oce OKOHYAHUS TEPaIuu CleayeT
UCKITIOYUTh KJIIOCTPUINAIBHBIN MCEBIOMEMOPAHO3HBIN KOMUT. Henb3si MPUMEHSTh MpernapaThl,
TOPMO3AIIUE MEPUCTAIBTUKY KAIICUHUKA.

[Ipu nedeHMM MakpoIUaMU, B TOM YHCIE, A3UTPOMHUIIMHOM, HAOIIOJANIOCh YJJIMHEHUE
ceplevyHor pernonsgpusanuu U uHTepBaia QT, NOBBIIAIOIIMX PUCK PA3BUTHUS CEPACUHBIX
apUTMUH, B TOM YKCJIE QPUTMHUH THUIIA KITAPYIT».

Crnenyer co0ut0/1aTh OCTOPOKHOCTh MPU MPUMEHEHUHU Mpernapara A3UTPOMULIMH-DJIBAHCH Y
MAIMEHTOB C HAJMYHUEM IMPOAPUTMOTCHHBIX (PAKTOPOB (OCOOECHHO Y TOXUJIBIX TAIMCHTOB): C
BPOXKIACHHBIM HJIM TPUOOpPETEHHBIM y/UIMHeHHeM uHTepBaia QT, y maiueHToB, MOIyYaroliux
Tepanuio aHTUAPUTMUYECKUMU Tpenapatamu kiacca IA (xuHuauH, npokanHamun), kiaacca III
(modeTnnua, amMHOIApPOH U COTANION), HU3ANPHAOM, Tep(peHaTuHOM, AHTUIICUXOTHYECKHUMHU
npenaparamMmu (mumo3sun), AHTUJETIPECCAHTAMU (uuranonpam), (GTOPXHHOIOHAMU
(Mokcudmokcanud U NeBOQIIOKCALMH), C HAPYLIIEHUSMU BOJHO-DJIEKTPOJIUTHOrO OanaHca,
OCOOEHHO B Ciyyae TUMOKAJTUEMUU WU TUIIOMAarHUEMUH, MMAIIMEHTOB ¢ KIMHUYECKH 3HAUYUMOUN
Opanukapavei, apuTMUeil cepala, Win TSHKEION cepAeuHON HeJOCTaATOYHOCTHIO.

[lepen nHa3zHaueHueM mpenapara A3WTPOMHUIIMH-DBAHCIT BCEM MalleHTaM, MPUHUMAIOIIUM
TUAPOKCUXIIOPOXUH WU XJIOPOXHUH, HEOOXOJUMO TIIATEIHHO B3BECUTh COOTHOIICHHE TOMB3bI U
pHYCKa M3-3a MOTEHIIMAIBHO MOBBIIIICHHOTO PUCKA CEPACYHO-COCYAUCTHIX COOBITHI M CepAEUHO-
COCYAMCTOM cMepTHOCTH (cM. pazzaen 4.5).

[Ipumenenue mpemnapata A3UTPOMHUIMH-DIBAHCI MOXKET CIPOBOIMPOBATH  Pa3BUTHE
MHACTEeHHUYECKOTO CHHIPOMA WJIH BBI3BaTh 00OCTPEHNE MUACTCHHH.

Buesannas cepoeuno-cocyoucmas cmepmo

Hexoropele HaOmoaTeNbHbIE HCCIEIOBAaHUS IMOKAa3aJd NMPUMEPHO JIBYKPATHOE YBEIUYEHHE
KPAaTKOCPOYHOTO MOTEHIIMATBHOTO PHCKA BHE3AIMHON CEPICUHO-COCYANCTON CMEPTH y B3POCIbIX,
NOJYYaBIIUX JICUCHHE Aa3UTPOMUIIMHOM, [0 CPAaBHEHHMIO C JPYTUMH aHTHOAKTepHalbHBIMU
npenapaTamu, BKITI0Yasi aMOKCHIIMJUTMH. BBUTO OTMEUeHO, 4TO 3TOT MOTEHIMAIBHBIN PUCK OBLI
BBIIIIE B TEUEHHE MEPBbIX 5 JHEH MpUMEHEHHs a3uTpoMHUIMHA. JlaHHBIe 3TUX HAOIIOAATENbHBIX
WCCIIIOBAaHUI HEIOCTATOYHBI IS YCTAHOBIICHHUS WIIM WCKITFOUEHHS TPUYINHHO-CIIEICTBEHHOM
CBSI3M MEX/ly BHE3AIMHOH CepIeYHO-COCYTUCTOI CMEPThIO U IPUMEHEHNEM a3uTpomMuLinHa. [lepen
Ha3HAUYCHHEM Aa3WTPOMHIIMHA TAI[MeHTaM, B aHaMHE3e¢ KOTOPHIX €CTh YKa3aHHWE Ha PHUCK
ynnuHenus uarepsaia QT, HeoOxoaumo nposenenue IKI'.
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4.5 BzaumopgeiictTBue ¢ apyrumMu ﬂeKapCTBeHHbigl;l -M;&a&ﬁrﬂt ﬁ: . R}fﬁe- :t;ﬁnbl

B3auMOAeliCTBUA

AHTaInuAHbIe NpenapaThbl

AHTaIUAHBIE Tpenapartbl HE BIUSIOT Ha OWOMOCTYIHOCTh A3WTPOMHIIMHA, HO YMEHBIIAIOT
MaKCHMaJbHYI0 KOHIIEHTpaluio B KpoBu Ha 30 %, mosToMy mpernapar cieayeT IpUHUMATh, 0
KpaifHell Mepe, 3a OJIMH Yac JI0 WK Yepe3 JIBa Jaca IocJie MPUeMa ITHX MPETapaToB U ebl.

! !CTI/I[ YU3UH

OpnHOBpeMEHHOE NPUMEHEHHE B T€UEHHUE 5 THEH y 310pOBBIX JOOPOBOJIBLIEB a3UTPOMUIIMHA C
nerupusuHoM (20 Mr) He mpuBeno K (PapMAKOKMHETHYECKOMY B3aUMOJCHCTBUIO U
CYLLIECTBEHHOMY M3MeHeHHto uHTepBaia QT.

Ju1ano3uH (IM1e30KCUUHO3HUH)

OnnoBpeMeHHOE TpuMeneHue azurpomuraa (1200 mr/cyt) u qunanosuna (400 mr/cyt) y BUU-
MHOQULIMPOBAHHBIX IALIMEHTOB HE BBIIBMJIO HM3MEHEHUH (apMaKOKMHETHYECKHUX IOKa3aHUH
JIM/IaHO3MHA TI0 CPAaBHEHHIO C TPYIION Tu1ane6o.

JMrokcHH U KOoJIXuIH (cyocTparsl P-riinkonporenHa)

OnHOBpeMEHHOE NMPUMEHEHUE MAaKpOJIMJHBIX aHTUOMOTHKOB, B TOM YHCIIE a3UTPOMHUIIMHA, C
cybcrparamMu P-riukonpoTernHa, TAKUMHU KakK JUTOKCUH U KOJIXMILIMH, IPUBOAMUT K MOBBIILICHUIO
KOHIIGHTpaluu cyoOcTpara P-riamkompoTerHa B CBIBOPOTKE KpoBU. Takum oOpa3oMm, mpu
OJTHOBPEMEHHOM IPUMEHEHMHM a3UTPOMMLMHA U JUIOKCHHA HEOOXOAMMO Y4YUTHIBATh
BO3MOKHOCTb IIOBBIIICHNs KOHIICHTPALMK TUTOKCHUHA B CBIBOPOTKE KPOBH.

3UI0BYIUH
OpnHoBpeMeHHOE IPUMEHEHHE a3uTpoMulimHa (oaHopa3oBblil mpueM 1000 Mr © MHOTOKpaTHbIN

npueM 1200 mr wnu 600 Mr) oka3piBaeT HE3HAUUTEIHHOE BIUSHUE Ha (PApMAaKOKUHETUKY, B TOM
YHUCJIC BBIBEJACHHE IMOYKAMHU 3UJOBYJIMHA WM €r0 TIIOKYpOHHJIHOTO Merabonmuta. OmHAKO
NPUMEHEHHE a3UTPOMHUIIMHA BBI3BIBAIO YBEIMYEHHE KOHIEHTpauuu ¢GochopuimpoBaHHOTO
3UJIOBY/IMHA, KIIMHUYECKH aKTHBHOT'O METa0OoJIMTa B MOHOHYKJIeapax mepudepudeckoil KpOBH.
Knunuueckoe 3HaueHue 3TOro Gaxra HESICHO.

A3uTpoMHIIMH €71a00 B3aUMOJECUCTBYeT ¢ u3odepMeHTamu cucteMbl 1uToxpoma P450. He
BBISIBJICHO, YTO Aa3UTPOMHIIMH ydyacTBYeT B (PapMaKOKMHETHYECKUX B3aWMOJCUCTBUAX
AQHAJIOTUYHBIX APUTPOMUIIMHY U IPYTUM MAaKpoOJugaM. ABUTPOMUIIMH HE SBIISIETCS HHTUOUTOPOM
U MTHAYKTOpOM H30QepMeHToB nuroxpoma P450.

AJKaI0u/Ibl CHOPLIHBY

YuuTeiBasgs TEOPETHYECKYIO BO3MOXXHOCTb BO3HUKHOBEHMSI JProTH3Ma, OIJHOBPEMEHHOE
NPUMEHEHHE a3UTPOMULIMHA C IPOU3BOIHBIMH AJIKAJIOU0OB CIIOPBIHBY TPOTHUBOMOKA3aHO.

beutn  mpoBeneHbl  (hapMAKOKMHETHUYECKHE MCCIEIOBAHUS OJHOBPEMEHHOTO MPUMEHEHUs
AQ3UTPOMHULIMHA M IPENapaToB, METa0O0JIM3M KOTOPBIX MPOUCXOAUT C Y4acTHEM H30(PEpPMEHTOB
cuctemsl uToxpoma P450.

ATopBacTaTuH
OpnnoBpemeHHOe mpuMeHeHue atopBacTatuHa (10 mr exxegHeBHO) W azuTpomuimHa (500 mr

€XEHEBHO) HE BBI3bIBATIO U3MEHEHUS KOHIIEHTPAIINIl aTOpBacTaTHHA B IJIa3Me KPOBH (Ha OCHOBE
ananmmza uHruoupoBanus [ MK-KoA-penykrassl). OnHako, B MOCTPETHCTPAIIMIOHHOM TEPUOJIE
OBLIM MOJIyYEHBI OT/IETbHBIE COOOIIEHHS O CiIydasX pabAoMHUOIIN3a y NAUEHTOB, MOTYYarolnX
OJIHOBPEMEHHO a3UTPOMUIIUH U CTATUHBI.

Kapbamaszenun

B (dapmakoKkuHETHUECKHUX HCCIIETOBAaHUSAX C yYaCTHEM 3I0OPOBBIX JOOPOBOJBIIEB HE BHISBICHO
CymeCTBeHHOFO BIIMAHUA HaA KOHHeHTpaI_[I/IIO Kap6aM336HI/IHa U €r0 aKTHUBHOI'O MeTa60.]'H/ITa B
T1a3Me KPOBHU y MALMEHTOB, MOJIYYaBIINX OJHOBPEMEHHO a3UTPOMUIIMH.
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LlumeTH (MOCNEQOBATENEHOCTE 0002)

B ¢dapMakokuMHETHYECKMX WCCIECIOBAHUSIX BIUSHUS Pa30BOM /03l [HUMETHUIWHA Ha
(hapMaKOKMHETHKY a3UTPOMHUIIMHA HE BBISBJICHO M3MEHECHHUM (hapMaKOKMHETHUKUA a3UTPOMHITMHA,
MpHU YCIOBUY IPUMEHEHUS IUMETU/IMHA 32 2 4 JI0 a3UTPOMHUIIMHA.

AHTHUKOArYJISIHTBI HENPSIMOTO ICUCTBHUS (IPOU3BOJIHBIC KYMapHHa)

B (bapMaKOKI/IHeTI/ILICCKI/IX HUCCIICAOBAHUAX a3UTPOMUIIMH HC BJIMAT Ha aHTI/IKanyHﬂHTHBIfl
addekT BapdhaprHa B OZHOKPATHOH 103€ 15 MI, MIPUHUMAEMOTO 3J0POBBIMH JOOPOBOJIBIAMH.
Coo0manoch 0 MOTEHIUPOBAHUM AHTHKOATYJISIHTHOro 3¢@dekra mocie OJHOBPEMEHHOTO
IPUMEHEHHsS. a3UTPOMHIMHA W AHTHKOAryJITHTOB HENPSMOro JCHCTBUS  (IIPOU3BOIHBIC
KymapuHa). HecmoTpss Ha TO, YTO NpUYMHHASA CBSI3b HE YCTAHOBJIEHA, CIEAYET YYUTHIBATb
HEOOXOJMMOCTh IPOBEICHUS YAacTOr0 MOHHTOPHMHTA IPOTPOMOMHOBOIO BPEMEHH IpH
[PUMEHEHUN a3UTPOMULIMHA Y MMAIMEHTOB, KOTOPHIE MIOIY4YarOT II€POPaIbHbIE aHTUKOATr'YJISTHThI
HETIPSIMOTO JeHCTBUS (IIPOM3BOIHBIC KyMapuHa).

ﬂI/IKJIOCHO[ZI/IH

B ¢dapmakoknHeTHYeCKOM HCCIIEJOBAHUM C Y4YacTHEM 3J0POBBIX JOOPOBOJIBIEB, KOTOpPHIE B
TeueHHWe 3 JHel mnpuHUMaTuM BHYTpb asuTpomuiuH (500 Mr/cyT OIHOKpATHO), a 3aTeM
nukiocnopu (10 MI/Kr/cyT OJHOKpaTHO), OBUIO BBISBICHO JOCTOBEPHOE IOBBIIICHHE
MaKCHUMaJIbHON KOHLIEHTpauuH B 11a3Me KpOBU (Crmax) U IUIOIAAN 11O KPUBOH «KOHLEHTPALHsI-
BpeMs» (AUCo.s) nukinocnopuna. Ciaenyer coOioaTb OCTOPOKHOCTh NPU OJHOBPEMEHHOM
NPUMEHEHHUHU 3TUX IpenapaToB. B ciyyae HEOOXOIUMOCTH OAHOBPEMEHHOTO MPUMEHEHUS STHX
mpenapaToB, HEOOXOJUMO MPOBOJUTH MOHUTOPUHI KOHLIEHTPALUM IUKJIOCIIOpHUHA B IUIa3Me
KPOBH U COOTBETCTBEHHO KOPPEKTHUPOBATH J03Y.

OdaBupeHs

OpnHoBpeMeHHOE mpuMeHeHue aszutpomunmHa (600 wmr/cyT oOmHOKpaTHO) W 3daBUpeH3a
(400 mr/cyT) exxeTHEBHO B TeUEHHUE 7 JHEH HE BBI3BIBAJIO KAKOTO-TMO0 KIMHUYECKU 3HAYUMOTO
(hapMaKOKMHETUYECKOTO B3aMOICHCTBHSI.

DrykoHazon
OpnHoBpemMeHHOe mnpuMeHeHHe aszuTpomunuHa (1200 Mr oOJHOKpaTHO) HE  MEHSIIO

dapmakokuHeTuky (aykoHazona (800 Mr onxHokpaTHO). OOmias SKCHO3ULUS W TEPHOL
MOJyBBIBEJICHUSI  a3UTPOMHUIIMHA HE HW3MEHSUIUCh TPU  OJHOBPEMEHHOM IMPUMEHEHUU
¢iryKoHa30:1a, OJJTHAKO IPU 3TOM HAOII0ai CHUKEHNE BeMUYUHBI Cnax a3UTpOMHULIMHA Ha 18 %,
YTO HE UMEJIO KIMHUYECKOTO 3HAYECHHUS.

WHauHaBup
OpnHoBpemMeHHOe mpuMeHeHue asuTpomunuHa (1200 Mr oOJHOKpaTHO) HE  BBI3BIBAJIO

CTaTHCTUYECKU JJOCTOBEPHOTO BIUSHUS Ha (hapMaKkOKWHETHKY MHAnHaBUpa (mo 800 mr Tpu pasza
B CYyTKU B T€UEHUE 5 THEH).

MeTunnpe IHU30J0H
A?,I/ITpOMI/IHI/IH HE OKa3bIBacT CYHICCTBCHHOI'O BJIIWSHUA Ha q)apMaKOKI/IHeTI/IKy
MCTUJHIPCAHU30JIOHA.

Hendbunasup

OpnnoBpemeHHoe npumeHeHue azutpomuimHa (1200 mr) u wHendunaBupa (mo 750 mr 3 pasa B
JIEHb) BBI3bIBAET MOBBINICHNE PABHOBECHBIX KOHIIEHTPAIIUN a3UTPOMHUIIHA B CHIBOPOTKE KPOBH.
Knuandeckn 3HAYUMBIX MOOOYHBIX J(h(EKTOB HE HaOMI0Aanoch W KOPPEKIMH 03Bl
A3UTPOMUIIMHA TIPU €T0 OJTHOBPEMEHHOM MPUMEHEHUH ¢ He(PUHABHPOM He TpeOyeTcs.

Pudabyrtun

OpnHoBpeMeHHOE MPUMEHEHHE a3UTPOMHIMHA U pupaldyThHA HE BIUSET Ha KOHIIEHTPAIUIO
Ka)KI0r0 U3 NIPENapaToB B CHIBOPOTKE KPOBU. [Ipu 0qHOBpEMEHHOM IPUMEHEHNN a3UTPOMHULIMHA
u pualdyTrHa nHOTAA HAaOIII01a]Iach HEUTPOIIEHUSI.

Hecmotps Ha TO, 4TO HEUTPONEHHS ACCOLMUPOBANIACH C IPUMEHEHUEM prpadyTHHA, TPUIHUHHO-
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HEUTPOIICHUEN HE YCTaHOBJICHA.

Cuwinenadwn

[Ipy mnpuMeHEeHWH Yy 37J0pPOBBIX JOOPOBOJNBIEB HE TMOJIYYEHO JOKA3aTEeIbCTB BIUSHUS
asutpomuiirHa (500 mr/cyT exxequeBHO B TeueHne 3 nHei) Ha AUC 1 Cnax cumieHaduIa WA €ro
OCHOBHOT'O IIMPKYJIMPYIOIIEro METaboInTa.

Tepdenanun

B dapMakoKHMHETUYECKUX HCCIEIOBAHUSX HE OBLIO MOITYYCHO JOKA3aTEeIbCTB B3aUMOJICHCTBUS
MEXIy a3uTpOoMHIMHOM U TepdeHaauHoM. CooOmanoch 0 EeAUHUYHBIX Cclydasx, Korja
BO3MO>XHOCTh TAKOTO B3aUMOICHCTBUS HEIb3sI OBLIO UCKITFOUUTH IMOJIHOCTHIO, OJTHAKO HE OBLIO HU
OJIHOTO KOHKPETHOTO JI0Ka3aTeJIbCTBa, YTO TaKOe B3aUMOJCHCTBHE HMMENO MecTo. bbuio
YCTaHOBJICHO, YTO OJHOBPEMEHHOE MpUMEHEHUE TepPeHaInHA U MAKPOJIHIOB MOXKET BBI3BATh
apUTMHUIO U yJuinHeHue uatepnaia QT.

Teodummma

He BBISIBII€HO B3aMMOACHCTBHE MCKAY a3UTPOMUIIMHOM U TGO(bHHHHHOM.

Tpuazomam/mMugazonam

3HAYUTEIIBHBIX H3MEHEHHUH (apMAKOKMHETHUCCKHUX IOKa3aTelied IpH  OJHOBPEMEHHOM
NPUMEHCHUH a3UTPOMHIIMHA C TPHA30J1aMOM HJIM MHUIa301aMOM B TEPANCBTHUECKUX J103aX HE
BBISIBJICHO.

Tpumeronpum/cyirbhaMeTOKCa30Il

OMHOBpEeMEHHOE MPHMEHEHHE TPUMETONpUMa/Ccyib(aMeTokcasona ¢ a3uTPOMUIIMHOM HE
BBISIBUIIO CYIHGCTBGHHOFO BIIMAHHUA Ha Cmax, 06HIYIO SKCIIO3UIINK WU E)KCerIII/IIO IIOYKaMH
TPUMETONPHMA HJIH CyJb(paMeTokca3osa. KOHIECHTpaIlui a3UTPOMHUIIMHA B CHIBOPOTKE KPOBH
COOTBCTCTBOBAJIU BBIABIACMBIM B I{pyer HCCIICOOBAHUAX.

CoBMecTHOE NPUMEHEHHE C THAPOKCUXJIOPOXUHOM U XJIOPOXUHOM

JlanHple HaOMIOJEHMH TMOKa3aJd, 4YTO COBMECTHOE IPHMEHEHHE a3UTPOMHUIMHA C
THJIPOKCUXJIOPOXHMHOM y NAalMEHTOB C PEBMATOUIHBIM apTPUTOM CBSA3aHO C IOBBIIIEHHBIM
PUCKOM  CEpJCYHO-COCYAUCTBIX COOBITMM M CepAedHO-cOCynucTo cMmepTHocTu. M3-3a
BO3MO)KHOTO aHAJIOTMYHOTO PHUCKAa NPU NPUMEHEHHUU JAPYTUX MAKPOJHUIOB B COYETaHUU C
TUAPOKCUXITIOPOXUHOM HJIU XJIOPOXHWHOM CJICAYCT THIATCIIbHO B3BCCUTh COOTHOIICHWE ITOJb3bI U
pHcKa, Tpexae YeM Ha3HauaTb a3UTPOMHUIMH JIOOBIM  MalMeHTaM, [PHUHUMAIOIINM
TUAPOKCUXITIOPOXHH HUJIN XJIOPOXHUH.

4.6 @epTWIBLHOCTDH, 0ePeMEHHOCTDb U JAKTALUSA

bepemeHHOCTD
[Ipu GepeMEeHHOCTH MPUMEHSIIOT TOJBKO B ClIydae, €CJIM MpeAroiaraemMasi mojib3a JUisi MaTepu

IMMPEBLIIACT MOTEHIIHAIbHBIN PHUCK I TUIOAA.

JlakTarms

B nepuon rpyiHOro BCcKapMIIMBaHUS IPUMEHSIIOT TOJIBKO B CIIy4dae, €Clid IpeirnoiaraeMast ojb3a
JUIS MaTe€pH MPEBHIIACT MOTCHITMATBHBINA pUCK ST pebenka. [Ipu HeoOX0MMOCTH TPUMEHEHUS
npenapara peKOMEH]IyeTCsl IPUOCTAaHOBUTh IPY/IHOE BCKAPMJIUBAHHUE.

4.7  BuusiHHMe HA CNIOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CPeICTBAaMHU W padoTarth ¢
MEXaHU3IMaMHUu

[Tpu pa3BuTHHM HEXeNaTeNbHBIX PQPEKTOB CO CTOPOHBI HEPBHOM CHUCTEMBI M OpraHa 3peHus
HE00X0IUMO COOJII0/IaTh OCTOPOKHOCTh IIPH BBHIMOJHEHUH JAEUCTBUN, TPEOYIOMINX MOBBILICHHON
KOHIIEHTPALUX BHUMAHUS U OBICTPOTHI ICUXOMOTOPHBIX PEAKLIUH.
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4.8 HeskenarenbHble peakunu

Pe3roMe HexeNnaTebHbIX PeaKknid

ITo mamnpiM BcemupHoii opranusanmu 3apaBooxpanenus (BO3) HexemarenbHblie 3 deKTs
KJIACCHU(UITUPOBAHBI B COOTBETCTBUU C X YaCTOTON PAa3BUTHS CIEAYIOIIUM 00pa3oM:

odeHpb yacto (> 1/10), wacto (> 1/100, vHo <1/10), Hewacto (> 1/1000, o <1/100), peako

(> 1/10000, O <1/1000), ouennp penko (<1/10000), wacToTa HEM3BECTHA — IO HMMEIOIIUMCS
JAHHBIM YCTaHOBUTH YaCTOTY BO3HUKHOBEHUS HE MPEICTABISIOCH BO3MOXKHBIM.

Hnghexyuonnwie 3ad0nesanus

HEYyacTo - KaHAUI03, B TOM YHCIIE CIM3UCTON 0OOJIOYKH MOJOCTH PTa, BarMHAIbHAs WHQEKIHS,
MHEBMOHUS, TpuOKoBas wuH(peKuus, OakTepuanbHas HHQPEKIUs, (ApUHTHUT, TaCTPOIHTEPHT,
pecnupaTropHble 3a00€BaHMsI, PUHHUT; HEN3BECTHAS YacTOTA - TICEBJJOMEMOPAaHO3HBIN KOJIHT.

Co cmopoHvl Kpogu u tumM@amuyeckou cucmembl
HEYaCTO - JIEUKOIEHUs, HEUTPOIECHUs, 303UHOPWINS, OYEHb PEOKO - TPOMOOLMTONECHHS,
reMOJINTUYECKAs] aHEMUSL.

Co CNOPOHbL obmena eewecme U numaHus
HEYACTO - aHOPCKCHUH.

Aﬂﬂepeul{ecxue peakyuu
HEYacCTo - aHFHOHeBpOTHq€CKHﬁ OTCK, pC€aKHd rHICpUyBCTBUTCIIBHOCTH,; HCU3BCCTHAA YaCTOTa -
aHaq)I/IJ'IaKTI/ILIeCKaH peaKknuusi.

Co cmoponbl HepeHoU cucmembl

4acTo - TOJIOBHass OOJib; HEYacTO - TOJIOBOKPYXKEHHME, HapylICHHE BKYCOBBIX OILYIICHHH,
NapecTe3nH, COHJIMBOCTh, OECCOHHMIIA, HEPBO3HOCTD; PEAKO - KUTAIHSI; HEU3BECTHAS YacTOTa -
TUIIECTE3Us], TPEBOI'a, arpeccusi, 0OMOPOK, CYyJJOPOTr'H, ICUXOMOTOPHAs IMIIEPAKTUBHOCTb, IOTEPS
OOOHSHUS, W3BpallleHHEe OOOHSHUS, TIOTEPS BKYCOBBIX OIIYUICHWH, MHUACTEHUs, Open,
TaJTIOLUHALUH.

Co cmopoHvl opeana 3penust
HEYacTO - HapyLIEHUE 3PEHUS.

Co cmopoHvl opeana cyxa u 1a6UpuHmHvle HapyuleHus
HEYacTO - PACCTPONCTBO CITyXa, BEPTUTO; HEU3BECTHAS YacTOTa - HApPYLIEHHE CIIyXa, B TOM YHUCIIE
[IIyX0Ta W/ WM IIyM B ylIax.

Co cmoponvl cepoeuno-cocyoucmou cucmembl

HEYacTO - OUIYLIEHHE CcepALeONeHMs], «IPUIMBBI» KPOBU K JIMIly; HEU3BECTHas 4YacroTa -
MOHMKEHUE apTepUAJIbHOTO JIABJIEHMs, yBeandeHne uHTepBana QT Ha 3jekTpokapAauorpaMMe,
APUTMUS TUIIA KITUPYITH, KEITYJOUKOBAs TAXUKAPAHs, BHE3AIMHASI CEPACYHO-COCYIUCTAsI CMEPTh.

Co CmMopoOHbl ObIXAMENbHOU CUCTNEMbL
HEYACTO - OAbIIIKA, HOCOBOC KPOBOTCUCHUC.

Co CmMopoOHbl ofceﬂydquo-KumeQHozo mpaxkma

OYCHBb 4aCTO - AMapes; 4aCTo - TOIIHOTA, pBOTA, 001b B JKHUBOTEC,; HEYACTO - MCTCOPU3M, TUCIICTICUA,
3arop, TraCTpuT, r[[I/IC(I)al"I/ISI, B3AYTHC XHUBOTA, CYXOCTb CIU3UCTON O00O0JOYKU IOJIOCTH pTa,
OTPBIKKA, A3BBI CIIM3UCTON OOOJIOYKH ITOJIOCTH pTa, MOBBIIICHUEC CCKPCUWH CIFOHHBIX KEJIC3;
OYCHb PCAKO - UBMCHCHUC ILIBCTA A3bIKA, IAHKPCATHUT.

Co cmopoHvl nevenu u sHcenyesvi8o0AWUX nymet

HEYACTO - TEeMaTUT; PEIKO — HapylieHHe (YHKIHMHM TEeYeHH, XOJecTaThdecKas IKeNnTyxa;
HEW3BECTHAs YacTOTa - TMEYCHOYHAas HEAOCTAaTOYHOCTh (B PEOKHX CIy4asX - C JICTAIbHBIM
MCXOJIOM, B OCHOBHOM Ha (hoHE HapyIIeHUs GYHKIMH TIEUeHHU TSHKEION CTENEH  ); HEKPO3 TIeUeHH,
(GyIbMUHAHTHBIN TEMaTHUT.
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HEYaCTO - KO’KHAsI ChlIlb, 3y, KpAaTUBHHUILIA, IEPMATHUT, CYyXOCTh KOXKH, TOTJIMBOCTb; PEIKO PEaKIUs
doroceHcuOunm3anuu; Heu3BecTHass yactora - cuHIpoM CTuBeHca-/[>KOHCOHA, TOKCHYECKUI
AMUICPMATBHBIN HEKPOJIU3, MYJIbTU()OPMHAS IpUTEMA, JIEKAPCTBEHHAS CHIMb C Y03MHODUINEH U
cucteMHbIMU TiposiBiieHusIMU (DRESS-cunapom), ocTpslii reHepain30BaHHBIN 9K3aHTEMAaTO3HBIN
nyctyine3 (OI'DII).

Co CMOpPOHbL onopno-()eueameﬂbnoeo annapama
HEYACTO - OCTCOAPTPUT, MHUAJITH, 00JIb B CIIMHC, 00JIb B mec; HCU3BCCTHAA YaCTOTa - apTpaIrus.

Co cmoponbvl nouex u Mouesbl8oOAWUX nymell
HEYacTo - Tu3ypusi, 00Jib B 001aCTH MOYEK; HEU3BECTHAS YAaCTOTA - MHTEPCTUIIMATIBHBIN HEPPHT,
0CTpas MoYeyHasi HeJJOCTaTOYHOCTb.

Co cmopoHbl nON08bIX OP2aH08 U MOLOYHOU JHCeNe3bl
HEYacTo - METpOpparuu, HapyueHue QyHKIUU SUUeK.

Ilpouue
HEYacTo — OTEK, acTE€HHUs, HEJOMOIaHHE, OILIYLIEHHE YCTaJlOCTH, OTEK JIMLA, 00ib B IPyAH,
JIUXOpajKa, nepudepuieckue OTeKH.

Jlabopamophvie danuvie

4acTO - CHW)KCHHE KOJUYECTBa JUMQOIMTOB, IMOBBIIICHUE KOJWYECTBA 303MHO(DUIIOB,
MOBBIIICHUE KOJMYECTBA 0a30()MIIOB, TOBBIINICHHE KOJUYECTBA MOHOILIUTOB, IOBBIIICHUE
KOJIMYECTBA HEUTPOPUIIOB, CHIKCHHE KOHIICHTPANKA OMKapOOHATOB B TUIa3Me KPOBU; HEYACTO -
MIOBBIIIICHUE aKTUBHOCTH acnapraTaMuHOTpaHchepasbl, alaHnHAMHUHOTPaHC(epasbl, MOBBIIICHUE
KOHIIEHTpAlUU OMIMpyOWHA B TIa3Me KPOBH, TIOBBIIIICHUE KOHIIEHTPAIMU MOYCBUHBI B TUTa3Me
KPOBH, TIOBBIIICHHE KOHIICHTPAIIUN KPEaTHHUHA B IJIa3Me KPOBH, U3MEHEHUE COICPIKaHUS KaJIUs
B TJIa3ME KPOBH, TIOBBIIIICHHE aKTUBHOCTH IMIEIOYHON (hocdaTassl B mIa3Me KPOBH, TIOBHIIIICHUE
COJICpKaHUsl XJIOPUIOB B IJJa3Me€ KPOBH, TOBBIMICHHE KOHIEHTPAIMUA TJIFOKO3bI B KPOBH,
YBEJIMYEHUE KOJIMYECTBA TPOMOOIIMTOB, CHMKCHHE T'€MAaTOKPHTA, IMOBBIIMICHUE KOHIICHTPAIUU
OuKapOOHATOB B IJIa3Me KPOBH, U3MEHEHHE COJICPKAHUSI HATPUS B IJIa3ME KPOBH.

Co001IeHHS 0 TOA03PEBAEMBIX HEXKEIATEILHBIX PEAKIIMIX

Baxxno coo0mate 0 MOA03peBaeMbIX HEXKENaTeNbHBIX pPEaKIUsIX I[OCle pPerucTparuu
JICKapPCTBEHHOTO TIperiapara ¢ Mebio 00eCreYeHrsT HEMPEePhIBHOIO MOHUTOPHUHTA COOTHOIIICHUS
«T0JIBb3a-PUCK» JIEKAPCTBEHHOTO Tpemnapara. MeTuIMHCKUM paOOTHHUKAaM pPEKOMEHIYEeTCs
CO00IIaTh O JIFOOBIX TO03PEBACMBIX HEXKEIIATEIBHBIX PEAKIUAX JICKApCTBEHHOTO Ipernapara
yepe3 HallMOHAbHBIE CUCTEMBI COOOIICHUS O HEKEIaTeNbHBIX PEAKIIHIX TOCylIapCTB — YJICHOB
EBpazuiickoro 3KOHOMHUYECKOTr0 COI03a.

Poccniickas @enepanns

®denepanbHas ciyx0a 1Mo Ha30py B chepe 3ApaBOOXpaHeHUs

Anpec: 109012, r. MockBa, CiaBsiHcKasl miiomiaib, 1.4, ctp. 1
Tenedon: +7 800 550 99 03

DnekTpoHHas nmovra: pharm@roszdravnadzor.gov.ru

Caiit B nH(MOPMaIIMOHHO-TEIEKOMMYHHUKAITMOHHOM ceTh «HTepHeT»:
www.roszdravnadzor.gov.ru

4.9 Ilepeno3upoBka

CHUMOTOMBI
TomHOTa, BpeMeHHas TOTEPs ClTyXa, pBOTA, TUapesl.

Jleuenue
CUMOTOMATHYECKOE.
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5. ®APMAKOJIOTMYECKHUE CBOIICTBA (NOCNEOCQBATENBHOCTL 0002)

5.1 dapMakoAUHAMHYECKHE CBOIICTBA

dapmakoTrepaneBTHUECKass TIpylmna: aHTHOAKTepUalbHblE CpPEACTBA CHUCTEMHOIO JEeHCTBHUSA;
MaKkpOJUJbl, TMHKO3aMUHBI U CTPCHOTOIPAMUHBI; MAKPOJIMBI.

Kong ATX: JOIFA10

MexaHu3m 1eUCcTBUA

A3UTPOMUIIMH — OAaKTEPUOCTATUYCCKUH aHTHOMOTHK IIUPOKOTO CIIEKTpa ACHCTBHS M3 TPYIIIBI
MaKpoIu0B-a3anu0B. O0Ia1aeT MMPOKUM CHEKTPOM aHTUMHKpPOOHOTO AeicTBUS. MexaHu3M
JeUCTBHS a3UTPOMHIIMHA CBSA3aH C [TOJIaBICHHEM CHHTE3a OeIKa MUKpOOHOM KieTK. CBSA3bIBAsICH
¢ 50S-cyobenununeld puOOCOMBI, YIHETAeT MENTHITPAHCIOKa3y Ha CTAAUUA TPAHCISAIUH U
HOJABISIET CUHTE3 OelKa, 3aMeUIsAs POCT M pPa3MHOXKEeHUE OakTepuil. B BEICOKMX KOHIIEHTpAIUIX
OKa3bIBaeT OAKTEPUIUIHOE ICHCTBUE.

DapmakoguHaMuIecKre 3(OHEKTH

OO0sagaer aKTUBHOCTHIO B OTHOIICHHU pPsAZla TPAMIIOJIOKHUTEIBHBIX, TPaMOTPHUIATEIBHBIX,
aHa’pO00B, BHYTPUKICTOYHBIX U JPYTHX MUKPOOPTaHHU3MOB.

MuKpoOpraHu3Mbl MOTYT U3HAYAIBHO OBITh YCTOWYMBBIMHE K JICHCTBUIO aHTHOUOTHKA WITH MOTYT
npuoOpeTaTh YCTOWYUBOCTD K HEMY.

[IIkasa 9yBCTBUTEIIPHOCTH MHUKPOOPTAaHU3MOB K a3UTpOMUIIMHY (MUHUMAalIbHAS HHTHOUPYIOIIAs
koHueHTpanus (MUK), mr/n):

MUK, mr/n
MuKpooOpraHu3MbI
YyBCcTBUTEIbHBIE YcroiiunBbie
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 bonvuiuncmee caydaes 4yeCcmeuneslibHble MUKpOOp2aAHU3Mbl

1. I'pamnonoscumenvhvie a3podul

Staphylococcus aureus METUIIILTUH-9YBCTBUTETHHBIN
Streptococcus pneumoniae IEHULINIUINH-1yBCTBUTEIbHBIN
Streptococcus pyogenes

2. [pamompuyamenvHuvle aspodvl
Haemophilus influenza
Haemophilus parainfluenzae
Legionella pneumophila
Moraxella catarrhalis
Pasteurella multocida

Neisseria gonorrhoeae

3. AHaspobbl
Clostridium perfringens
Fusobacterium spp.
Prevotella spp.
Porphyriomonas spp.
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4. pyeue muxpoopzanusmol

Chlamydia trachomatis
Chlamydia pneumoniae
Chlamydia psittaci
Mycoplasma pneumoniae
Mycoplasma hominis
Borrelia burgdorferi

Mukpoopeanusmbi, cnocooHble pazeums YCMOU4UEOCHb K A3UMPOMUYUHY
I’ pamnonoscumenvrvie aspodul
Streptococcus pneumoniae NEHUIUIUTMH-YCTONYUBBIN

Hznauanbno ycmouiuugvle MUKpOOp2aHU3Mbl

I pamnonoscumenvruvle aspoosi

Enterococcus faecalis

Staphylococci (MeTULIMIUIMH-YCTONYMBBIE CTA(UIOKOKKH MPOSBISIOT OYCHb BBHICOKYIO CTEIICHb
YCTOMYMBOCTH K MaKpOJIUIaM)

['pammionokuTeIbHBIC OAKTEPUH, YCTOMUUBEIC K SPUTPOMHUIIITHY

AHaspooul
Bacteroides fragilis

5.2 dapMaKOKHHEeTHYECKHE CBOIiCTBA

AOGcopouus
[Tocne mpuemMa BHYTPh a3UTPOMHUIIMH XOPOIIO BCACHIBACTCS W OBICTPO paclpenesercs B

OpraHu3Me.

Pacnpenenenue

[Tocne onmuokparaHoro mpuema 500 wmr OwomoctymHocth — 37 % (3ddext «mepBoro
MPOXOXKACHUS»), MakcuMaibHas koHueHntpauus (0,4 Mr/m) B KpoBH co3faercs depes 2-3 d,
Kaxynmiicss o0beM pacmnpenenenuss — 31,1 n/kr, cBs3piBaHME C OelkaMu  OOpaTHO

MPOMOPIIMOHAIIBHO KOHIIEHTPAIIMU B KPOoBH U cocTaBisieT 7-50 %. IIpoHukaeT uepe3 MmeMOpaHbl
KIeToK (dhdexTuBeH mNpu HHEOEKUMSX, BBI3BAHHBIX BHYTPUKIETOYHBIMU BO30YIUTEISIMHU).
Tpancnoptupyercsi (arouutaMu K MecTy UHGEKIWHU, TNIe BBHICBOOOXKIAETCS B MPHUCYTCTBUU
Oaktepuil. JIerko mpoxXoauUT TUCTOreMaTH4YeCKue Oaphephl M MOCTYIaeT B TKaHU. KoHIieHTparms
B TKaHsX U kieTkax B 10-50 pa3 Beliie, ueM B 11a3Me, a B ouare ek — Ha 24-34 % Gombiie,
YeM B 3JI0POBBIX TKAHSX.

OIMMUHAIMA
VY a3uTpomMHIIMHA OYEHb JUIMHHBIN nepuoa noiaysbiBeeHUs — 35-50 4. [lepuoa nonyBbiBeieHNS

U3 TKaHel 3HauuTeNnbHO Oonblie. TepaneBTHUecKas KOHIEHTpaKs a3UTPOMHUIIMHA COXPaHSETCs
no 5-7 nHeW mocie mpueMa IOCHeNHEW A03bl. A3UTPOMHUMH BBIBOJWTCS, KakK IPaBWIO, B
HensMeHeHHOM Bujae: 50 % — xumednukoM, 6 % — moukamu. B medeHu aemerunupyercs c
IIOTEPEU aKTUBHOCTH.

6. PAPMAIIEBTHUECKHWE CBOWCTBA
6.1 IlepeyeHb BCOMOraTe/ibHbIX BelleCTB
Kpaxman kyKypy3HbIi

Marnus creapat

Kapbokcumeruiakpaxman HaTpHst

Tanpk

TBepaad kenaTuHOBad Karcyiaa

Kopnyc kancynvi
Kenatua
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Bona ouniennas

Turana nuokcun (E 171)

Kpvuueuxa kancynoi

Kenatun

Bona ouniennas

Turana nuokcun (E 171)

Kpacurens xuHomuHOBBIH sxenThiil (E 104)
Kpacurens nynmossiii [Tonco 4R (E 124)
6.2 HecoBMecTHMOCTH

He npumenumo.
6.3  Cpok roaHocTH (CpOK XpaHeHHs)

2 roja.
6.4 Oco0ble Mepbl NPETOCTOPOKHOCTH NPU XPAHEHUH
ITpu Tremneparype He Boie 25 °C.

6.5 XapakTtep M coJep:KaHue MEPBUYHOH YNIAKOBKH

[To 3 unu 10 xancyn B 6nuctep u3 mieHku [1BX u anmtoMuHneBoit Gonbr.

ITo 2 6mucrepa (ipu pacoske Ne3) wu o 1 6mucrepy (pu pacoke Nel0) BMecTe ¢ MHCTPYKIHEH
0 MEIUIMHCKOMY IMPUMEHEHHIO B MAuKy M3 KapToOHa Al MOTPEOUTEIbCKOM Taphl TUIA
XPOMOBBIN WU XPOM-3p3all.

[To 3, 6, 10 kamcyn B IUIAaCTUKOBBIE OaHKU W3 MOJNMATHIEHTepedTanaTa, yKyNOpPEHHbIE
IUTACTUKOBBIMHU KpBIIIKAMH W3 TOJMATUIIEHA BBICOKOM IUIOTHOCTM M HU3KOIO JaBJICHUS, C
KOHTPOJIEM TEpBOTO BCKpbITHS. Ha OaHKy HAKJIEMBAaIOT JTUKETKY M3 OyMaru MUCYEH, WU
TUKETOYHOW, UJIM CAMOKJIESIIIYIOCS 3TUKETKY.

1 GaHKy BMECTE€ C MHCTPYKLUHEH MO MEIUIIMHCKOMY MPUMEHEHHIO B MauKy M3 KapTOHA s
NOTPEOUTENHCKOM Taphl TUIIA XPOMOBBIN UM XPOM-3p3all.

6.6 OcoOble Mepbl NPeJOCTOPOKHOCTH TNPH YHUYTOKEHHUHM HCHOJIb30BAHHOIO
JIEKAPCTBEHHOT0 NMpenapara uJju 0TX0J0B, NOJYYeHHBIX MOcJe MPUMeHeHHs Mpenapara u
ApPyrue MAHUMYJISIHU C MPenapaTom

OcoOble TpeOOBaHUsI OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

Poccuiickas ®enepanus

000 «9nBancny ®apmay

308010, benroponckas 00:1., MyHUIIUIATbHBIN paiioH benroponckuii, r.i. nocenok CeBepHBIH,
nrt. CeBepHbIii, yi. bepesonas, 31. 5.

Ten.: +7 (4722) 20 23 19

Anpec anekTpoHHON nouThl: factory(@atcl.ru

7.1  IlpeacraBuTenb JepiKaTe/isd PErHCTPALMOHHOIO Y10CTOBEPEHH S

[Iperen3un norpeduTesell HaPaBIATh 110 AAPECY:

Poccuiickas ®@enepanns

00O «9nBanca dapmay, Poccus

308010, benropozackast 00671., MyHUIMIAIBHBIN paiioH benropoackuii, r.m. nocenok CeBepHbIH,
nrt. CeBepHblid, yi. bepesosad, 311. 5.

Ten.: +7 (4722) 20 23 19

Anpec anekTpoHHOM mouTsl: factory@atcl.ru

8. HOMEP PETHCTPAIIMOHHOI'O YIOCTOBEPEHMUSA
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 03.11.2023 Ne 22487
9. JATA TEPBUYHOI PErMCTPALIMM (MONTBEPHHEHMS PEFHCTPAHMM,

HEPEPETUCTPALINN)
[ara nepBoii peructpamuu

10. JATA IIEPECMOTPA TEKCTA

OOmiasi XapakTepUCTHKa JICKApPCTBEHHOIO Tpernapara A3UTPOMHLMH-DJBAHCA JOCTYIHA Ha
uH(OpPMAIMOHHOM mopTane EBpa3uiickoro 3KOHOMHYECKOrO cOKo3a B HH(MOPMAIMOHHO-
KOMMYHHUKaIIMOHHOH cetu «lHTepHeT http://eec.eaeunion.org/
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