COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 14.12.2023 N2 26245

OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA “02)

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA
AsutpomMuninH-IaBaHc, S00 Mr, Karcyibl

2. KAUECTBEHHBIN M1 KOJTMYECTBEHHBIN COCTAB
JelicTByro111ee BEIIEeCTBO: a3UTPOMHUIIUH

Kaxxnas tabnerka conepxut 500,00 Mr asutpoMuiiriHa (B BUAE IUTUAPATA).
[TonHbIi IepeyeHb BCIOMOTaTEIbHBIX BEIIECTB MPUBEIEH B pa3jedie 6.1.

3. JEKAPCTBEHHAS ®OPMA

Kancynsl.

TBepapie xenatuHoBbie Kancysbl Ne 00. Kopmyc karcynbl 6e0ro 1BeTa, KpbIeyka Karcyibl
xentoro nsera. CofepKUMoe Karcys — HOPOLIOK OeIoro MM Oeoro co cierka KeJlTOBAThIM
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 (mo 1 xancyne) 1 pa3 B jeHb B TeueHue 3-x 1Hel (kypcoBas no3a 1,5 r).

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

migrans)

1 pa3 B cyTku B TeueHue 5 aHei: 1-it gens - 1,0 r (mo 2 karcyibl), 3aTeM co 2-ro 1o 5 JAeHb - Mo
500 mr (mmo 1 xamcyne) (kypcoas qo3a 3,0 r).

Tpu undexuusx mouenonoswvix nymetl, svizeannwvie Chlamydia trachomatis (ypempum, uepsuyum)
HeocnoxxHeHHBII ypeTpUT/epBULUT - 1 T (110 2 Karcyibl) OAHOKPATHO.

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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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 aA3UTPOMULIMHY, SPUTPOMUIMHY, IPYTUM MAaKpOJIUAaM WIH
KEeTOJUAaM, WK K JII0OOMY M3 BCIIOMOTATENIbHBIX BEIIECTB, IEPEUUCICHHBIX B pa3zene 6.1;

* Tspkenas nedeHoYHass HeaoCcTaTouHOCTh (Kimace C mo knaccudukanuu Yaina-I1p0);

» Jlerckuii Bo3pact 10 12 niet ¢ maccoii Tena menee 45 Kr;

¢ OaHOBpEMEHHBIN IPUEM C SPrOTAMUHOM U AUTUAPOIPrOTaMUHOM (CM. paznensl 4.4. u 4.5.).

4.4  OcoOble yka3aHusi 4 Mepbl NIPEIOCTOPOKHOCTH NMPHU NPHUMeHEeHUH

C OCTOPOXKHOCTBIO

Mpuacrtenusi; HapynieHHe (QyHKIUN TIeUYSHH JISTKOW U CPEeTHEH CTENeHH TsDKECTH; TePMHUHAIbHAS
noueyHast He1ocTato4HOCTh ¢ CK® (ckopocTh kiyOoukoBo# ¢unbTpanun) meHee 10 Mia/mMuH; y
NAIMEeHTOB C HAIMYMEM NPOAPUTMOTECHHBIX (aKTOPOB (OCOOCHHO Yy MOKMIIBIX MAIlMEHTOB): C
BPOXKICHHBIM HJIM TPUOOPETEHHBIM yUTMHeHHeM uHTepBana QT, y manueHToB, MPUHUMAIOIINX
AHTHApUTMUYECKHE TIpernaparbl kiacca [A (xuHMIuH, npokanHaMmun), kinacca Il (modernmua,
aMHUOJIapOH U COTasoid), u3anpuia, TepdeHaand, aHTUIICUXOTHUECKHUE MpernapaTsl (MMMO3H),
AHTHUJICTIPECCAHTHI  (IUTaIonpaM), (HTOPXUHOJIOHBI (MOKCH(IIOKCAIIMH U JIEBO(MIOKCAIIVH),
MAIMEHTOB C HAPYIICHUSIMU BOJIHO-3JIEKTPOIUTHOTO Oananca, 0COOCHHO MPU TMIOKATUEMUN WIIN
THIIOMarHueMHH, ¢ KIMHUYECKH 3HAUYUMOW OpaguKapiuei, apuTMUeH cep/ia, WU TSHKEIon
CEpJICYHON HEIOCTAaTOYHOCTHIO; OJHOBPEMEHHOE TNPUMEHEHHE [AWTOKCHHA, BapdapuHa,
[IUKJIOCTIOPHHA.

Oco0ble ykazaHus

Kak u B ciiyyae nmpuMeHEHMsI 3pUTPOMHUIIMHA U IPYTHMX MaKpOJHUIOB, COOOIIAIOCh O PEIKHX
CIy4yasxX CEpbe3HBIX AQJUICPTUYECKUX pEeaKUUM, BKIKOYas AaHTHMOHEBPOTHUYECKUU OTEK U
aHapUIAKCHIO (B PEAKUX CIIy4asX C JIETAIbHBIM HCXOJOM), KOXKHBIX PEaKUi, BKJIIOUask OCTPbIi
TeHEPAIN30BaHHbIN YK3aHTEMATO3HBIN MycTyJe3, cuHapoM CtuBeHca-/[>KOHCOHA, TOKCUYECKHI
AMUAEPMAIbHBIN HEKPOJU3 (B PEAKUX CIIydasx C JIETAIIbHBIM UCXOJ0M), JIEKAPCTBEHHYIO CHIIb C
s03uHOpuIMe U cucteMHbiMH TposiBieHusiMu (DRESS-cunapom). Hekotopble u3 Takux
peakuuii, pa3BUBLIMXCA NpPU TNPUMEHEHUH Aa3UTPOMUIIMHA, MPHOOpETanu peluuaAuBHpYIOIIee
T€YeHHe U TpeOOoBaM MPOAODKUTENBHOIO JieueHUs W HaOmoneHus. Ilpu pa3ButHH
AJUIEPrUYeCKON PEaKLUU IpernapaTr cieayeT OTMEHHUTh M HadaTb COOTBETCTBYIOIIEE JICUCHUE.
Cnenyer uMeTp B BHAY, 4YTO IIOCJIE€ OTMEHBl CHUMITOMATUYECKOM TEPANMU BO3MOXKHO
BO300HOBJICHHE CUMIITOMOB aJJIEPTUYECKON PEaKIUH.

B ciydae mpomnycka nmpuema ogHOW 03Bl Npenapata A3ZUTPOMULIMH-DIBAHC] - MPOMYLIEHHYIO
J103y CIeAyeT NPHUHATh KAK MOYKHO paHblIe, a MOCIEeAyoIHne - ¢ nepepeiBamu B 24 4. [Ipenapat
A3UTpOMHMIIMH-DIBaHC] ClIEeLyeT IPUHUMATh, 10 KpailHel Mmepe, 3a | 4 10 niam yepes 2 4 nocie
IIpUeMa aHTAlUHbIX IPENapaToB.

[Ipenapat A3UTPOMMIMH-DJBAHCHA CIEAYET IMPUMEHATH C OCTOPOKHOCTBIO MAalMEHTaM C
HapyLIeHUSIMH (YHKIMM TI€YEHHW JIETKONM M CpeqHell CTEeNeHH TSKECTH H3-3a BO3MOXKHOCTHU
pa3BUTHs (HyJTbMHUHAHTHOTO T€NaTUTa U MEYEHOYHON HEAOCTaTOUYHOCTH TshKenol creneHu. [1pu
HAJIMYUU CHUMIITOMOB HapylleHUs] QYHKLIUU MEYEHH, TAaKUX Kak ObICTPO HapacTaroulas acTeHus,
KeNTyxa, MOTEMHEHHE MOYM, CKJIOHHOCTh K KPOBOTEUEHMSAM, IMEYEHOYHas HHIedasonaTus
Tepanuio npenapaTomM A3UTPOMHUIMH-DIBAHC] CIEAYeT NPEeKpaTUTh U MPOBECTU HCCIEA0BAHNE
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[Tpu Hapymenusax ¢yHkiuu nodek: y nanueHtoB ¢ CK® 10-80 mi/MHH KOppeKIHMU 03Bl HE
Tpedyercsa, y mamueHToB ¢ CK® < 10 mu/MuH HaOMI0IAI0Ch YBEIWYECHHUE CHUCTEMHOTO
Bo3JeiicTBUS asurpomuuMHa Ha 33 %. Tepanuio mnpenapatoM CilelyeT HIPOBOAUTH C
OCTOPOKHOCTBIO 0] KOHTPOJIEM COCTOSTHUS (DYHKIIUH ITOYEK.

Kak u nmpu nmpuMeHeHUH APYTruX aHTUOAKTEPHAJBHBIX MpEnapaToB, MPH TEPAIUU MpenapaTom
A3UTpOMHULIMH-DBAHCH  CIEOyeT peryjsapHo o0cienoBaTh IAllMEHTOB Ha  HaJIWYMe
HEBOCIPUUMYMBBIX MHUKPOOPTaHM3MOB M TPU3HAKU Pa3BUTHA CyNEpUHQEKIUA, B TOM YHUCIIE
IPUOKOBBIX.

[Tpenapat A3UTpOMHULIMH-DIBAHC/ HE CIIEAYET NMPUMEHATH OoJiee ATUTEIbHBIMH KypCaMH, YeM
yKa3aHO B MHCTPYKIHH, TaK KaK (papMaKOKMHETHYECKHE CBOWCTBA a3UTPOMUIIMHA IO3BOJIIOT
PEKOMEHI0BAaTh KOPOTKUI U IIPOCTOM PEKUM JO3UPOBAHUS.

Her pnaHHBIX O BO3MOXXHOM B3aMMOJEHCTBMM MEXIY Aa3sUTPOMULMHOM M IPOM3BOJHBIMU
proTaMMHa W JUTHAPOIPrOTaMUHA, HO H3-3a Pa3BUTHUS HProTu3mMa IpPU OJHOBPEMEHHOM
IPUMEHEHUH MAaKpOJIMJIOB C IPOU3BOAHBIMM 3proTaMMHa M JUTMIPO3PrOTaAMUHA JaHHas
KOMOMHAIMs IPOTUBOIIOKA3aHa.

[Ipy pnuTenbHOM npueme mpenapara A3UTPOMHULUMH-DABAHCI  BO3MOXKHO  pa3BUTHE
MICEBIOMEMOPAHO3HOTO KONKTa, BeI3BaHHOTO Clostridium difficile, kak B BUIE JISTKOW AHAPEH, TaK
U TspKesoro konura. [Ipu pa3BuUTHH aHTUOMOTHMK-aCCOLMUPOBAHHON Juaped Ha (oHe mpuema
npenaparta ASUTPOMHMIIMH-DJIBAHC], a TAKXKE Yepe3 2 Mecsla I0CIe OKOHYAaHUS TEPaIluu CIIEAyeT
UCKJIIOUUTh KJIOCTPUAUAIBHBIM I1CeBAOMEMOPAaHO3HBIH KOMUT. IIpOoTHBONOKA3aHO NPUMEHSTH
[penapaTsl, TOPMO3SIINE NEPUCTATBTUKY KUIIEUYHHUKA.

[lpy neyeHuM MakpoiaMAaMH, B TOM YHCIE, Aa3UTPOMHUIMHOM, HaOJIIOJANOCh YAJMHEHUE
cepledyHor penossgpuszauuu ¥ uHTepBasa QT, NOBBIIAIOIIMX PUCK PA3BUTHUS CEPACUHBIX
apUTMUIL, B TOM YUCII€ apUTMHUU THIIA KITUPYIT».

Cnenyer co0i0/1aTh OCTOPOKHOCTh IPU NPUMEHEHUU Mpenapara A3UTPOMULIMH-DJIBAHCH Y
HAlMEHTOB C HAJIMYMEM IPOApUTMOIECHHBIX (aKTOpPOB (OCOOCHHO Yy MOKMIIBIX HAIlMEHTOB): C
BPOXKJICHHBIM HJIM MTPHOOPETEHHBIM YyUIMHeHHEeM uHTepBaia QT, y manueHToB, TPUHIMAOLIIX
aHTHAapUTMUYECKHE npenaparbl kiacca [A (xuHuauH, npokauHamun), kiacca Il (modernnun,
aMHUOJIapOH U COTaloid), U3anpua, TepeHaand, aHTUIICUXOTHYECKHUE MpenapaTsl (MMMO3H.),
aHTHUJENPECCaHThl (LUTaNoNpaM), (PTOPXUHOIOHBI (MOKCH(DIOKCAMH U JIEBO(IIOKCALIMH), C
HapyLIEHUSIMH BOJHO-3JIEKTPOJIUTHOTO OajlaHCa, OCOOEHHO B Cllydyae THIOKAJTMEMUU WIN
TUIIOMarHUeMHH, MAMEeHTOB C KIMHUYECKH 3HAUYMMON Opajukapiuel, apuTMuell cepaua, win
TSKEJION CepAeUHON HEJOCTaTOUHOCTHIO.

[IpumeHenne mnpenapaTa A3UTPOMHUIMH-DJBAaHCI MOXET CIPOBOLUPOBATH  pa3BUTHE
MHUACTEHMUYECKOT0 CHH/IPOMA WJIM BbI3BaTh 000OCTPEHNE MUACTEHHH.

[lepen HazHaueHueM mpenapara A3UTPOMULMH-DJBAHCA BCEM IMaIMEHTaM, MPUHUMAIOIINM
TUIPOKCUXJIOPOXUH WM XJIOPOXHH, TIIATENIbHO B3BECHTE€ COOTHOILEHUE IMOJIb3bl U PHCKA U3-3a
MNOTEHIMAJIBHO MOBBIIIEHHOTO PUCKA CEPAEYHO-COCYIUCTBIX COOBITHH M CEepIEeYHO-COCYIUCTOM
cMepTHOCTH (cM. pazzen 4.5.).

Buesannas cepoeuno-cocyoucmas cmepmuo

Hexotopsie HaOmronaTenbHbIE WCCIEAOBAHHS TMOKa3add MPUMEPHO JBYKPATHOE YBEIMYEHUE
KPAaTKOCPOYHOI'0 MOTEHIUAIIBHOTO PUCKA BHE3AITHON CEPAECYHO-COCYAUCTON CMEPTHU Y B3POCIIBIX,
MOJIy4YaBIIUX JICUCHUE Aa3UTPOMHUIIMHOM, TIO CPABHEHUIO C JPYTUMHU aHTHOAKTEpHAIbHBIMU
npernapaTamMu, BKIIOYass aMOKCUIIMIUIMH. BBIIO OTMEYEHO, YTO 3TOT MOTEHIIUANIbHBIN PUCK OBLIT
BBHIIIC B TEUEHWE MEPBBIX 5 THEW MPUMEHEHHUS a3uTpOMUIIMHA. J[aHHBIE ATHUX HAOIIOJaTEIHbHBIX
HCCIIEIOBAHUN HENOCTATOYHBI Ul YCTAHOBJIEHUS WM HMCKIIOYEHUS NPUYUHHO-CIEACTBEHHOU
CBSI3M MEK]Ty BHE3AITHOM CEpJEYHO-COCYIUCTON CMEPTHIO M IPUMEHEHNEM a3uTpoMulmHa. [lepen
Ha3HAYECHHEM a3UTPOMMIMHA [AalMEHTAM, B aHAMHE3€ KOTOPBIX €CTh YKAa3aHHE Ha PHUCK
ymmaeHus naTepBaia QT, nHeooxoaumo nposenenue JKI.
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4.5 BzaumopgeiictTBue ¢ apyrumMu ﬂeKapCTBeHHbigl;l-M;&T];E{utﬁ"'

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.

AJKaJouaLl CIIOPBLIHBA

YuuTeiBas TEOPETHUECKYI0 BO3MOXXHOCTh BO3HHKHOBEHHSI OJProTH3Ma, OIHOBPEMEHHOE
MPUMEHEHHE a3UTPOMUIIMHA C MPOU3BOIHBIMH AJTKAJIOUIOB CIIOPBIHBU MTPOTHBOIIOKA3aHO.
[Tpemapatsl, MeTabOIU3UPYIOMIKECS C ydyacTHeM n3odepMeHToB nutoxpoma P450.

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

€XEHEBHO) HE BBI3bIBATIO U3MEHEHUS KOHIIEHTPAIINil aTOpBacTaTHHA B IJIa3Me KPOBH (Ha OCHOBE
ananuza uHruOuposanusi [ MK-KoA-peaykrassl). OnHako, B MOCTPErHCTPAIIMIOHHOM TIEPUOJIE
OBLIM MOJIyYEHBI OT/IETbHBIE COOOLIEHMSI O CiIydasX pabAoMHUOIIN3a y NAUEHTOB, MOTYYarolnX
OJIHOBPEMEHHO a3UTPOMUIIMH U CTATUHBI.

Kapbamaszenun

B (dapmakokuHETHUECKUX HCCIENOBAaHUSAX C yYaCTHEM 30POBBIX JOOPOBOJBIIEB HE BBHISBICHO
CymeCTBeHHOFO BIIMAHUA HaA KOHHeHTpaI_[I/IIO Kap6aM336HI/IHa U €r0 aKTHUBHOI'O MeTa60.]'H/ITa B
M1a3Me KPOBHU y MAIMEHTOB, MOJYYaBIINX OJHOBPEMEHHO a3UTPOMUIIMH.

! II/IMGTI/IQ!I/IH

B (bapMaKOKI/IHeTI/I‘-ICCKI/IX HCCICOOBAHUAX  BIIMAHUA pa30B0171 J03bI IHMMCTHUJIMWMHA Ha
q)apMaKOKI/IHeTI/IKy A3UTPOMHUIIMMHA HC BBISABJIICHO H3MEHEHUH q)apMaKOKI/IHeTI/IKI/I A3UTPOMHIMHA,
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MIpY YCJIOBUHU NMPUMEHEHUS [IUMETHIMHA 32 2 9 JI0 aSI/ITDODIHITI/I;—l[

AHTHKOAryJISIHTEL HEOPSIMOT'O AEUCTBUA (IIPOU3BOAHLIE KYMAapHHA)

B dapMakoknHEeTHYECKUX HCCIEAOBAHUAX A3UTPOMUIMH HE BIMSJI HAa aHTUKOATYJISTHTHBIN
s ekt BapdapruHa B OJHOKPATHOH 103€ 15 Mr, MPHHUMAEMOTO 3I0POBBIMH J00POBOJIBIIAMHU.
CooOmasioch 0 TMOTEHUUMPOBAHWU AHTUKOATYJSIHTHOTO 3(ddexra mnociae OIHOBPEMEHHOTO
NPUMEHEHUS a3UTPOMHULIMHA M AHTHKOATyJISHTOB HENpPSIMOro JEUCTBUS (IIPOM3BOAHbBIC
KymapuHa). HecmMoTpss Ha TO, YTO NpPUYMHHAS CBSI3b HE YCTAHOBJIEHA, CIEAYET YYUTHIBAThH
HEOOXOJUMOCTh TMPOBEACHUS YaCTOr0 MOHUTOPUHTA TMPOTPOMOMHOBOTO BPEMEHH TpHU
MPUMEHEHUU a3UTPOMUIIMHA Y MAI[MEHTOB, KOTOPbIE MOMYUYaloT MepopalibHble aHTUKOATYJISTHTHI
HENPSIMOI0 AEMCTBUS (IIPOU3BOIHBIE KyMapHHa).

! !HKJ’IOCHO[!I/IH

B (dapmakoknHETHUECKOM HCCIEIOBAHUM C YYaCTHEM 3[0POBBIX J0OpPOBOJBLIEB, KOTOpPHIE B
TeueHue 3 JHEeW NPUHUMAIM BHYTPh asuTpoMuiiuH (500 Mr/cyT OJHOKpAaTHO), a 3aTeM
mukiocnopud (10 MI/kr/cyT OIHOKpaTHO), OBUIO BBISBICHO JIOCTOBEPHOE IIOBBIIICHHE
MaKCHMaJIbHOW KOHILEHTpaluu B mia3Me KpoBU (Cmax) ¥ TUIOIMIAIU TOJI KPUBOM «KOHLIEHTPALIUS-
Bpems» (AUCo.5) tmkiocnopuna. CremayeT coOJII0aTh OCTOPOXKHOCTh TPH OJHOBPEMEHHOM
MPUMEHEHUHU 3THUX MpenaparoB. B cnydae HEOOXOAMMOCTH OJHOBPEMEHHOI'O MPUMEHEHHUS ITHX
npenapaToB, HEOOXOIUMO MPOBOIUTH MOHHTOPUHI KOHIIEHTPAIlMM LUKJIOCHOPHHA B IUIa3Me
KPOBH M COOTBETCTBEHHO KOPPEKTHPOBAThH J103Y.

OdasupeHs

OpnHoBpeMeHHOE mpuMeHeHHe aszuTpomunuHa (600 wmr/cyT onHOKpaTHO) U 3daBUpeH3a
(400 Mr/cyT) exxeTHEBHO B TCUCHUE 7 JHEH HE BBI3BIBATIO KAKOTO-THOO KIIMHUYECKU 3HAYUMOTO
(bapMaKOKMHETHYECKOTO B3aUMO/ICHCTBUS.

PnykoHazon
OpnnoBpemeHHoe mnpuMeHeHHe azuTpomunuHa (1200 Mr oOJHOKpAaTHO) HE  MEHSIIO

dapmakokuHeTHKy (aykoHazona (800 wmr omHOKpaTHO). OOIIas SKCHO3UIUS H TEPHOL
MOJYBBIBE/ICHUS.  a3UTPOMHIIMHA HE WM3MCHSUIUCh TpPHU  OJHOBPEMEHHOM IPUMCHECHUU
baykoHa301a, OAHAKO MPU STOM HAOJII0AaNIM CHIKEHUE BETUIUHBI Cmax a3uTpoMuIiinHa Ha 18 %,
YTO HE UMEJIO KIIMHUYECKOTO 3HAUCHUSI.

NupunaBup
OpnnoBpemMeHHOe mpuMeHeHue asuTpomunuHa (1200 Mr OJZHOKpaTHO) HE BBI3BIBAIO

CTATUCTUYECKU JIOCTOBEPHOTO BIUSHUA Ha (hapMaKOKHHETHKY MHAuHaBupa (o 800 Mr Tpu pasa
B CYTKHU B T€UeHHUE 5 AHEN).

MernnnopeaHu30J10H
A3UTpPOMHILIVH HE OKa3bIBAET  CYILIECTBEHHOI'O BIIMSTHUSA Ha  (hapMaKOKHUHETHKY
METHJINPETHNU30I0HA.

Hendunasup

OnnoBpemenHoe nmpumeHenue azutpomurnuHa (1200 mr) u HenduuaBupa (o 750 mr 3 pasa B
JICHb) BBI3bIBAET MOBBIILICHHE PABHOBECHBIX KOHIEHTPALUN a3UTPOMHUIIMHA B CBIBOPOTKE KPOBH.
Knunnueckn 3HauuMbBIX 1MOOOYHBIX 3((EeKTOB HE HaOMI0AaIoCh U KOPPEKIHMH  J03blI
A3UTPOMMIIMHA NIPH €T'0 OJHOBPEMEHHOM ITPUMEHEHHUHU C HEJI(PHUHABUPOM He TpeOyeTcs.

Pudabytun

OnHOBpeMEHHOE TPUMEHEHHE a3UTPOMULIMHA M pH(adyTHHA HE BIUSET HAa KOHIIEHTPALUIO
KaXKJ0r0 U3 MPEenapaToB B CHIBOPOTKE KPOBU. [Ipr oqHOBpEMEHHOM MPUMEHEHNUN a3UTPOMHULIMHA
U pu¢abyTrHa HHOTIa Ha0JII0Ja1ach HEUTPOTICHHUSI.

HecmoTps Ha TO, YTO HEUTPOIIEHHUS aCCOLIMMPOBATIACh C IPUMEeHEeHHeM pupadyTuHa, IPUIUHHO-
CJIEZICTBEHHAs] CBSI3b MEXIY NPUMEHEHHEeM KOMOWHAIMM a3uTpOMHIMHA U pudabyTHHa U
HEHUTPOIIEHUEN HE YCTaHOBJICHA.
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[Ipy mnpumMeHEeHWH Yy 3J0pPOBBIX JOOPOBOJNBIEB HE TMOJIYYEHO JOKA3aTEeNbCTB BIUSHUS
asutpomuiirHa (500 mr/cyT exxequeBHO B TeueHne 3 nHei) Ha AUC 1 Cax cuigieHaduIa WINA €ro
OCHOBHOT'O IIMPKYJIMPYIOIIEro METaboInTa.

Teppenanun

B dapMakoKHMHETUYECKUX HCCIENOBAHUSX HE OBLIO MOITYYCHO JOKA3aTEeIbCTB B3aUMOJICHCTBUS
MEXIy a3uTpoMHIMHOM U TepdeHaauHoM. CooOmanoch 0 EeAUHUYHBIX Cclydasx, Korja
BO3MO>XHOCTh TAaKOTO B3aUMOICHCTBUS HEIb3sI OBLIO UCKITFOUUTH IMOJIHOCTHIO, OJTHAKO HE OBLIO HU
OJIHOTO KOHKPETHOTO JI0Ka3aTejabCTBa, YTO TaKOe B3aUMOJCHCTBHE HMMENO MecTo. bbuio
YCTaHOBJICHO, YTO OJHOBPEMEHHOE MpPUMEHEHUE TepPeHaInHA U MAKPOIHIOB MOXKET BBI3BATh
apUTMHUIO U yJuyinHeHue uatepnaia QT.

Teodummma

He BrIsIBIICHO BSaHMOﬂeﬁCTBHe MCXKAY a3UTPOMUIIMUHOM U TCO(bI/IJ'IJ'II/IHOM.

Tpuazomam/Muga3oIaM

3HAYUTEIIBHBIX HM3MEHEHHUH (apMAKOKMHETHUCCKHUX IOKa3aTelied IpH  OJHOBPEMEHHOM
NPUMEHCHUH a3MTPOMHIIMHA C TPHA30J1aMOM HJIM MHUIa301aMOM B TEPANCBTHUECKUX 103aX HE
BBISIBJICHO.

Tpumeronpum/cyirbhaMeToOKCa30ll

OMHOBpEeMEHHOE MPHMEHEHHE TPUMETONpUMa/Ccyib(aMeTokcasona ¢ a3uTPOMUIIMHOM HE
BBISIBUIIO CYIHGCTBGHHOFO BIIMAHHUA Ha Cmax, 06HIYIO SKCIIO3UIINKD WU E)KCerIII/IIO ITIOYKaMH
TPUMETONPHMA HIH CyJb(paMeTokca3osa. KOHIECHTpalui a3UTPOMHUIIMHA B CBIBOPOTKE KPOBH
COOTBCTCTBOBAJIU BBIABIACMBIM B I{pyer HCCIICOOBAHUAX.

CoBMecTHOE NPUMEHEHHE C THAPOKCUXJIOPOXUHOM U XJIOPOXUHOM

JlanHple  HaOMIOJEHMH TOKAa3aJd, 4YTO COBMECTHOE MPHUMEHEHHE a3UTPOMHUIMHA C
THJIPOKCUXJIOPOXMHOM y NAlMEHTOB C PEBMATOUIHBIM apTPUTOM CBSA3aHO C IOBBIIIEHHBIM
PUCKOM  CEpJEYHO-COCYAUCTBIX COOBITUM M CepAedHO-COCyIucTOl cmepTHocTu. M3-3a
BO3MOXKHOI'O aHAJOIMYHOI'O PHUCKA MpU NPUMEHEHUHM JPYyTUX MaKpOJIUJOB B COYETAaHUH C
TUAPOKCUXITIOPOXUHOM HJIU XJIOPOXHWHOM CJICAYCT THIATCIbHO B3BECCUTh COOTHOIICHWE ITOJb3bI U
pHcKa, Tpexae YeM Ha3HauaTb a3UTPOMHUIMH JIOOBIM  MalMeHTaM, [PUHUMAIOIINM
TUAPOKCUXITIOPOXHH HUJIN XJIOPOXHUH.

4.6 @epTWIBLHOCTDH, 0ePeMEHHOCTb U JAKTALUSA

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

IMMPEBLIIACT MOTEHIIHAIbHBIN PHUCK I TUIOAA.

JlakTarms

B nepuon rpyiHOro BCcKapMIIMBaHUS IPUMEHSIIOT TOJIBKO B CIIy4dae, €Clid Ipe/irnoiaraeMas ojb3a
JUIS MaTe€pH MPEBHIIIACT MOTCHIIMATBHBIA pUCK T pebenka. [Ipu HeoOXoaMMOoCTH TPUMEHEHUS
npenapara peKOMEHIyeTCsl IPUOCTAaHOBUTH IPYIHOE BCKAPMIIUBAHHUE.

4.7 BuausiHMe HA CNOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CpeCTBAaMHU W padoTath ¢
MeXaHU3MaMH

[Tpu pa3BuUTHM HeXeNaTeNbHBIX PPEKTOB CO CTOPOHBI HEPBHOM CHCTEMBbI UM OpraHa 3peHus
HE00X0IMMO COOJII0IaTh OCTOPOKHOCTH MPH BBHIOIHEHUU ASUCTBUI, TPeOYIOIINX MOBBIIIEHHON
KOHIEHTPAllUU BHUMAHUS U OBICTPOTHI ICHXOMOTOPHBIX pPEaKLIUi.

4.8 HexenaTenbHble peakunu

Pe3roMe HexenaTteabHbIX PEaKIni
[To nanapiM BcemupHoit opranusanuu 3apaBooxpanenus (BO3) HexenarenbHbie 3 (HEKTHI
KJIacCU(DUITUPOBAHBI B COOTBETCTBUH C MX YACTOTOW PA3BUTHS CJIEIYIOIAM 00pa3oM:
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(> 1/10000, O <1/1000), ouenp penko (<1/10000), wacToTa HEM3BECTHA — IO HMEIOIIUMCS
JTAHHBIM YCTaHOBHMTB YaCTOTY BOZHUKHOBEHHUS HE MPEACTABIISIOCH BOZMOKHBIM.

Hngpexyuu u uneazuu

HEYyacTo - KaHAUA03, B TOM YHCIIE CIM3UCTON 0OOJIOYKH MOJOCTH PTa, BarMHAIbHAs WHQEKIHS,
MHEBMOHUS, TpuOKoBas wuH(peKuus, OakTepuanbHas HHQPEKUIUs, (ApUHTHUT, TaCTPOIHTEPHT,
pecnupaTopHble 3a001€BaHMsl, PUHHUT; YaCTOTAa HEN3BECTHA - IICEBJJOMEMOPAHO3HBIN KOJIHT.

Hapywenus co cmoponuvl Kposu u tumg@amuyeckou cucmembl
HEYaCTO - JIEUKOIEHUS, HEUTPOIECHUs, 303UHOPWINS, OYEHb PEOKO - TPOMOOLMTONEHHS,
reMOJINTUYECKasi aHEMHUSL.

Hapywenus co cmoponbl uMMyHHOU cucmembl
HEYaCTO - aHTHOHEBPOTUYECKHUM OTEK, pEeaKIUsl TUIIEPUYBCTBUTEILHOCTH; YaCTOTa HEU3BECTHA -
aHapUIaKTHYECKAasl pPeaKIusl.

Hapywenusa memabonuzma u numanus
HEYaCTO - aHOPEKCHS.

Hapywenus co cmoponul nepénoti cucmemol

YacTo - TOJIOBHAsh OOJNb; HEYacCTO - TOJOBOKPY)KEHHE, HApyIICHHE BKYCOBBIX OIIYIICHUIA,
NapecTe3nH, COHINBOCTh, OECCOHHMIIA, HEPBO3HOCTD; PEAKO - a)KHUTAIUS; YaCTOTa HEM3BECTHA -
TUIIECTE3Ms], TPEBOTa, arpeccusi, 0OMOPOK, CyAOPOTH, ICUXOMOTOPHAs THIIEPAKTUBHOCTb, ITOTEPs
OOOHSHUS, W3BpallleHHEe OOOHSHUS, TOTEPS BKYCOBBIX OIIYUICHWH, MHUACTEHUs, Open,
raJUTIOLIMHALIH.

Hapywenus co cmoponvl opeana 3penus
HEYacTo - HapyIICHUE 3PEHHUSI.

Hapywenus co cmoponvl opeana ciyxa u 1abupunma
HEYaCTO - paCCTPOMCTBO CIIyXa, BEPTUIO; YACTOTA HEM3BECTHA - HAPYLICHUE CIyXa, B TOM YHCIIE
TJIyXO0Ta ¥/ WM OIyM B YIIIaX.

Hapywenus co cmoponul cepoya u cocyoos

HEYacTO - OUIYLICHHE CepAleOUeHns, «IPUIUBB» KPOBH K JIUIy; 4YacTOTa HEW3BECTHA -
MOHWKEHUE apTepUAJIbHOTO JIABJIECHMS, yBeandeHne uHTepBana QT Ha 3jeKTpokapAuorpaMMe,
APUTMUS TUIIA KITUPYITH, KEITYJOUKOBAs TaXUKAPAHs, BHE3AIMHASI CEPACYHO-COCYIUCTAsI CMEPTh.

Hapywenus co cmopoHbl ObixamenvHOoU cucmemsl, opeanos 2pyOHOU KIemKU U cpeooCmenus
HEYacCTO - OJIBIIIKA, HOCOBOE KPOBOTCUEHHUE.

Kenyoouno-kuweunvle napyuienus

OYE€Hb YacTo - AUApes; YacTo - TOIIHOTA, pBOTA, 00JIb B )KMBOTE; HEYACTO - METEOPHU3M, JUCIIETICHS,
3amnop, racTpur, aucdarusi, B3JIyTHE >XUBOTA, CYXOCTh CIM3HCTOM OOOJOYKH IMOJIOCTH PTa,
OTPBDKKA, A3Bbl CIU3UCTOM OOOJOYKU IMOJIOCTH PTa, MOBBIIMIEHUE CEKPELUU CIIOHHBIX JKEJE3;
OYEHb PEIKO - U3MEHEHHE LIBETA A3bIKA, TAHKPEATUT.

Hapywenus co cmoponvl neuenu u #cenuesbleo0auux nymeti

HEYaCTO - TEMaTHUT; PEJIKO — HapylIeHne (PyHKIIMK TIeUYeHH, XOJeCTaThUeCcKas KenTyxa; 4acToTa
HEW3BECTHA - MEUEHOYHAs] HEJOCTATOYHOCTH (B PEAKUX CIIydasx - C JIETaJbHBIM HCXOJIOM, B
OCHOBHOM Ha ¢oHe HapymieHus (YHKIUUA TEYSHHW TSDKEJIOW CTeNeHH); HEKpo3 TIeUeHH,
(GyIBMUHAHTHBIN TeMaTuT.

Hapywenus co cmoponbl Kodicu u NOOKOICHBIX MKAHEl

HEYacCTO - KOJKHAs ChIllb, 3y/1, KPallMBHUIIA, IEPMATHUT, CYXOCTh KOXH, TOTJIMBOCTh; PEIKO peaKius
doroceHCcMOMIM3alMY; YacTOTa HeW3BeCTHa - cHHApoM CTuBeHca-/[>KOHCOHA, TOKCHYECKUN
AMUAEPMAIbHBIN HEKPOJIU3, MYJIbTU(OPMHAS SpUTEMA, JIEKAPCTBEHHAS CHINb C Y03MHO(UINEH U
cucteMHbIMU nposiBiieHUsIMUA (DRESS-cunapom), ocTpblii reHepan30BaHHbIN 9K3aHTEMaTO3HbIN
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Hapymenuﬂ CO CMOPOHbBL Mblu/lellHOMV, CKeNemHOU U COeOUHUMEbHOU MKAHU
HEYACTO - OCTCOAPTPHUT, MHUAJIT U, 00J1b B CIIMHC, 0oJb B mee; 4aCToTa HEU3BECTHA - apTpalirus.

Hapywenus co cmoponvl nouek u Mo4egvlgo0Auux nymei
HEYacTo - TU3ypHusi, 601b B 00JIACTH MOYEK; YaCTOTa HEM3BECTHA - MHTEPCTUIIHMAILHBIN HEDPHUT,
ocTpasi IoYeYHasi HeJ0CTaTOYHOCTb.

Hapywenus co cmoponbl penpo0ykmusHoU cucmemsl i MOJTOYHbIX Jicelle3
HEYacTo - METPOPPAruy, HapymeHne QyHKIINN SUYEK.

Obwue HapyweHus u peakyuu 8 Mmecme 8e0eHuUs
HEYacTo — OTEK, aCTEeHHUs, HEJOMOTaHWE, OUIYIICHHE YCTaJOCTH, OTEK JIMLA, 00Jb B TPYAH,
IUX0pajKa, nepudepudeckue OTeKu.

Jlabopamophule u uncmpymenmanbHbvle OaHHbIE

YacTO - CHIDKEHHE KOJIMYeCTBa JMM(OIUTOB, MOBBIIEHUE KOJIWYECTBA 303MHO(UIIOB,
NOBBILICHHE KOJIMYeCTBA 0a30(MIIOB, TMOBBIIIEHUE KOJMYECTBA MOHOLIMTOB, IIOBBIILIEHUE
KOJINYEeCTBA HEUTPO(UIOB, CHUKEHHE KOHIIEHTPAaLMU OMKapOOHATOB B IJIa3Me KPOBU; HEYACTO -
MOBBIIIIEHNE aKTUBHOCTH acnapTaTaMuHOTpaHchepasbl, alTaHnHAMHHOTpaHC(epaspl, IMOBBIICHUE
KOHIIEHTpaluy OminpyOHuHa B IJIa3Me KPOBH, IOBBIIIEHHE KOHIIEHTPALM MOYEBUHBI B IJIa3Me
KpPOBH, ITOBBIIIEHUE KOHIIEHTPAIMM KpeaTUHNHA B IJIa3M€ KPOBH, U3MEHEHUE COJIEPKaHUs KaJus
B IIJJa3M€ KPOBH, MOBBILIEHNE aKTUBHOCTH LeI0YHON (ocdaTassl B I1a3Me KPOBH, MOBBIILICHUE
COJIEp’KaHUsl XJIOPUJIOB B IUIa3ME KPOBH, IIOBBIIIEHWE KOHLEHTPALMU TIJIIOKO3bl B KpOBH,
yBEJIMYEHUE KOJIMYECTBA TPOMOOIIMTOB, CHU)KEHME I€MAaTOKPUTA, IMOBBIIICHHE KOHLEHTpaIUU
OuKapOOHATOB B IJIa3Me KPOBU, U3MEHEHUE COEPKAHUs HATPUS B IUIa3Me KPOBHU.

Coo0111eHNs 0 TOA03PEBAEMBIX HEXKEJIATENIbHBIX PEaKIUIX

BaxHo coo0maTh O TIOMO3PEBAaCMBIX HEKENATEIbHBIX pPEAKIUSIX I0CIE PErUCTPaALUH
JIEKapCTBEHHOTO Iperapara ¢ Lelibl0 00ecreyeHns HePephIBHOIO MOHUTOPUHIA COOTHOILICHUS
«I10JIb3a-PUCK» JIEKAPCTBEHHOr0 Ipenapara. MeIuIUMHCKUM pabOTHUKaM pPEKOMEHAYETCs
coo0uiaTe O JIOOBIX MOJO3PEBAEMbIX HEKENATENbHBIX pPEaKLUsIX JIEKapCTBEHHOI'O Ipernapara
YCpe3 HAIMOHAJIBHBIC CUCTEMBI COO6HIGHI/I$I 0 HCXKCJIATCIBHBIX PCAKIUAX IOCyAapCTB — YJICHOB
EBpa3uiickoro 53K0HOMHUYECKOTr0 COI03a.

Poccuiickas ®enepanus

Anpec: 109012, r. MockBa, CrnaBstHCKas II0IIaib, 1.4, cTpoeHue 1

®denepanbHas ciryx0a 1o Hag3opy B cdepe 3apaBooxpanenus (POC3APABHA/I30P)
Tenedon: +7 800 550 99 03

OnexTpoHHas noyra: pharm@roszdravnadzor.gov.ru

Anpec B unTepHere: www.roszdravnadzor.gov.ru

4.9  Ilepeno3upoBka

CUMOTOMBI
TomHOTa, pBOTA, AUApEs], BPEMEHHAs OTEPs CIyXa.

Jleuenue
CUMOTOMATHYECKOE.

5. DPAPMAKOJIOTHYECKHE CBOVMCTBA

5.1 dapMakoAUHAMUYECKHE CBOIICTBA

®dapMakoTepaneBTUYECKas TPYIIa: aHTHOAKTepUaTbHBIE CpPEACTBA CHUCTEMHOTO JEHCTBUS;
MaKpOJIHIbI, JMHKO3aMHUHBI U CTPETITOTPAMHUHBI, MAKPOIHUIBI.

Kon ATX: JOIFA10

MexaHnU3M IelCTBUS
ABUTPOMHIIMH — OAaKTEPUOCTATUYECKUIT aHTUOMOTHK IIUPOKOTO CIEKTpa ASHCTBUS W3 TPYIMIIBI
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JEHCTBUS a3UTPOMHUIIMHA CBSI3aH C TIO/IaBIICHUEM CHHTe3a 0eka MUKPOOHO KieTKku. CBSA3BIBAsICh
¢ 50S-cyObenununeit pubOCOMBI, YrHETaeT MENTUATPAHCIOKAa3y Ha CTaJuu TPAHCIALUU U
MOJABIIACT CUHTE3 OeJIKa, 3aMeJIsisl pOCT U pa3MHOXKEHHE OaKTepHid. B BBICOKMX KOHILIEHTPAIHIX
OKa3bIBaeT OAKTEPHUIUIHOE JICHCTBUE.

dapmakoguHamMuueckue 3O EKThI

OO0JyiagaeT aKTUBHOCTHIO B OTHOIICHHH pPsJia T'PAMITOJIOKHTEIbHBIX, TI'PaMOTPHUIIATCIIBHBIX,
aHa’p00O0B, BHYTPUKIICTOYHBIX U JPYTHUX MUKPOOPTAaHH3MOB.

MuKpoopranu3Mbl MOT'YT U3HAYAJILHO OBITh YCTOMYMBBIMU K JCHCTBHIO AHTUOMOTHKA MM MOTYT
nprOOpeTaTh YCTOMUMBOCTH K HEMY.

[IIkana 9yBCTBUTEIHPHOCTH MHUKPOOPTAaHU3MOB K a3UTpOMUIIHYy (MUHUMAaNIbHAS HHTHOUPYIOIAs
koHueHTpauus (MUK), mr/n):

MMK, mr/an
Muxkpoopranu3mbl
YyBCcTBUTEIbHBIE YcroitunBbie
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 ciydaes 4yecmeumeslbHble MUKpOOP2aAHU3Mbl

1. I'pamnonoscumenvhvie a3podul

Staphylococcus aureus METUIIMITUH-9YBCTBUTEIHHBIN
Streptococcus pneumoniae TIEHULNUINH-1yBCTBUTEIbHBIN
Streptococcus pyogenes

2. I pamompuyamenvuvie a3podul
Haemophilus influenza
Haemophilus parainfluenzae
Legionella pneumophila
Moraxella catarrhalis
Pasteurella multocida

Neisseria gonorrhoeae

3. AHaspobbl
Clostridium perfringens
Fusobacterium spp.
Prevotella spp.
Porphyriomonas spp.

4. Jlpyeue muxkpoopzanusmol
Chlamydia trachomatis
Chlamydia pneumoniae
Chlamydia psittaci
Mpycoplasma pneumoniae
Mycoplasma hominis
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Borrelia burgdorferi

Mukpoopeanusmbi, cChOcoOOHbIE paA38UMb YCMOUYUBOCHb K AZUMPOMUYUHY
I’ pamnonosicumenvrvie aspodul
Streptococcus pneumoniae NEHUIUIUTMH-YCTONYUBBINA

Hsnauanbno ycmouiuugvle MUKpOOP2SAHU3MbL

I pamnonosicumenvruvle aspoosi

Enterococcus faecalis

Staphylococci (MeTULIMIUIMH-YCTONYHBBIE CTA(UIOKOKKH MPOSBISIOT OYCHHb BBHICOKYIO CTEICHb
YCTOMYMBOCTH K MaKpOJIUIaM)

['pammionokuTeNbHBIC OAKTEPUH, YCTOMYUBBIC K SPUTPOMHUIIHHY

Anaspodul
Bacteroides fragilis

5.2 dapMaKOKHHEeTHYECKHE CBOIiCTBA

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

OpraHu3Me.

Pacnpenenenue

[Tocne onmuokparHoro mpuema 500 wmr OwomoctymHocth — 37 % (3ddext «mepBoro
MPOXOXKACHUS»), MakcuMaibHas koHueHntpauus (0,4 Mr/m) B KpoBH co3faercs depe3 2-3 d,
Kaxymmiicss o0beM pacmnpenenenuss — 31,1 1n/kr, cBs3pIBaHME C OelkaMu  OOpaTHO

MPOMOPIIMOHAIIBHO KOHIIEHTPAIIMU B KPOBH U cocTaBisieT 7-50 %. IIpoHukaeT yepe3 MmeMOpaHbl
KIeTok (dddexTuBeH Tpu WHEOEKIHSIX, BBI3BAHHBIX BHYTPUKICTOYHBIMUA BO30YIUTEISIMH).
Tpancnoptupyercsi ¢darouutamMu K MecTy UHGEKLWHU, TIIe BBHICBOOOXKIAETCS B MPHUCYTCTBUU
Oaktepuil. Jlerko mpoxoauT rucToremMaTH4ecKkue 0aprepsl U MOCTyIaeT B TKaHu. KoHueHnTpamus
B TKaHsIX U KieTkax B 10-50 pa3 Beliie, 4em B 11a3Me, a B oyare uHdekuu — Ha 24-34 % O6osbiie,
YeM B 3JI0POBBIX TKAHSX.

OIMMUHAIMA
A3UTpOMHIIMH 00J1alaeT OYeHb AJUHHBIM NEepuoAoM moayBbiBeaeHUs — 35-50 u. Ilepuon

NOJYBBIBEIEHUs] U3 TKaHel 3HauuTenbHO Oousblie. TepanmeBTHUYECKass KOHIEHTPALUS
a3UTPOMHULIMHA COXpaHsieTcss N0 S5-7 nHeW mocie mpueMa MociefHed 103bl. A3ZUTPOMMIIMH
BBIBOJIUTCS, KaK IIPABUJIO, B HEM3MEHEHHOM BHJIE: 50 % - KumeuyHukom, 6 % - moukamu. B neuenn
JEMETUIIUPYETCA € TOTEPEU aKTUBHOCTH.

6. DPAPMAINEBTHYECKHE CBOICTBA
6.1 IIepeyenb BcnoMorareJibHbIX BelllecTB

Kpaxman kyKkypy3HbIii

Marnus creapat
Kapbokcumeruiakpaxman HaTpHst
Tanbk

TBepaas xeIaTHHOBAS Kallcyia

Kopnyc xancynwi
Kematun

Boga ouniierHas
Turtana nuokcun (E 171)

Kpviweuxa xancynvi
Kematun
Bona ounmiennas
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Turtana auoxcun (E 171)

Kpacutens xunonuHoBbIH xkentoiil (E 104)

6.2 HecoBMecTuMoOCTH

He npumennmo.

6.3 Cpok roaHocTH (CpoK XpaHeHHs)
2 roxa.

6.4  Oco0ble Mepbl NPEIOCTOPOKHOCTH NPH XPAHEHUH
XpaHuTh 1pu Temneparype He Baiie 25 °C.
6.5  XapakTep M coaepkaHue NEPBUYHOI YITAKOBKH

[To 3 nnm 10 xancyn B 6muctep u3 mwienku [I1BX u anmromuaneBoit Gponbru.

[To 1 wmm 2 6muctepa (mpu dacoBke Ne3) wim mo 1 Gnucrepy (mpu dacoBke Nel() Bmecte ¢
UHCTPYKIHEH 10 MEIUIIUHCKOMY MPUMEHEHUIO B TIAYKY M3 KapTOHA JUIs MOTPEOUTEILCKOM Taphl
THUIMA XPOMOBBI HJIM XPOM-3p3all.

[To 3, 6 wmu 10 xancyn B TUIACTHKOBBIE OaHKHM W3 MONMATHICHTEpedTanara, yKyrnopeHHbIE
IUTACTUKOBBIMH KPBIIIKAMH W3 MOJHMITHICHA BBICOKOM IUIOTHOCTH W HHU3KOTO JABJICHHS, C
KOHTPOJIEM TIEPBOrO BCKpHITHS. Ha OaHKy HaKJIEHMBAIOT JTUKETKY M3 OyMmaru mNUCYeH, WIu
STHKETOYHOM, MII CAMOKJICALIYIOCS STHKETKY.

ITo 1 nuacTukoBOM OaHKE BMECTE ¢ MHCTPYKLHMEH 110 MEAMLMHCKOMY NPUMEHEHUIO B MUKy U3
KapTOHA JJis MOTPEOUTEILCKOM Taphl TUIIA XPOMOBBIN UIIM XPOM-3p3all.

6.6 OcoOble Mepbl MNPeIOCTOPOKHOCTH TNPH YHUYTOKEHHUHM HCHOJb30BAHHOIO
JIEKAPCTBEHHOT0 Tpenapara WjiH OTX0/I0B, MOJYyYeHHBIX MOc/e MPUMEeHeHHUsI penapara u
Apyrue MAHUMYJISIHYU ¢ MPenapaTom

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

00O «9nBancn apmay, Poccus

308010, benropockast 06J1., MyHUITMTIATBHBIN paiioH benropoackwuii, r.m. mocenok CeBepHBIH,
nrt. CeBepHblid, yi. bepesosas, 31. 5.

Ten.: +7 (4722) 20 23 19

Anpec anexkTpoHHOM nouTsl: factory@atcl.ru

7.1  IlpeacraBuTe b Jep:KaTeJsi PerHCTPANMOHHOIO YI0CTOBEPEeHHA

[IpereH3uu noTpeduTeNel HaNpPaBAsATh 110 aAPECY:

00O «2nBancn Papmay, Poccust

308010, benropockast 06J1., MyHUITMTIATBHBIN paiioH benropoackwuii, r.m. mocenok CeBepHBIH,
nrt. CeBepHblid, yi. bepesosas, 31. 5.

Tem.: +7 (4722) 2023 19

Anpec anekTpoHHOM mouTsl: factory@atcl.ru

8. HOMEP PETHCTPAIIMOHHOI'O YAOCTOBEPEHMUSA
9. IATA TMEPBUYHOM PETMCTPAIIMUA (IIOJATBEPXIEHUS PETMCTPAIIMU,

HEPEPETUCTPALINN)
JlaTa nepBoii peructpanuun
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 14.12.2023 Mz 26249

10. JIATA IEPECMOTPA TEKCTA (NOCNEOCBATENEHOCTE 0002)

OOmiasi XapakTepuCTHKa JICKApCTBEHHOIO Tpernapara A3UTPOMHLMH-DJBAHCA JOCTYIHA Ha
UH(OpPMAIIMOHHOM MopTane EBpa3uiickoro 3KOHOMHYECKOrO CcOKo3a B HH(MOPMAIMOHHO-
KOMMYHHUKaIIMOHHOH cetu «lHTepHeT http://eec.eaeunion.org/
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