COQTBETCTBYET 3KCMEPTHOMY OTUETY
o1 16.04.2025 N2 10187
OBLIASI XAPAKTEPUCTUKA JEKAPCTBEH OO TIPEITAPATA Y002)

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA

Cymaxmma 1000, 1000 mr, TaGiieTku, TOKPHITHIE TUIEHOYHOH 000JI0YKOH

2. KAUECTBEHHBIN U KOJJUYECTBEHHBI COCTAB

JleficTByO11I€E BEIECTBO: A3UTPOMHUIIMH.

Kaxxnas Tabnerka, MOKphITas MIIEHOYHOM 00010uK0#, comepkut 1000 mr asuTpomuninHa (B BUIE
A3UTPOMUIIMHA TUTHIPATA).

BcenoMorarenbHble BellecTBa, HaTUYME KOTOPBIX HAJO YYUTHIBATh B COCTAaBE JIEKAPCTBEHHOTO
npenapara: kpacurenb myHIoBbIi «[ToHco 4R», E 124 (cm. paznen 4.4.).

[TosHBI TTEepeyeHb BCIIOMOTATEIbHBIX BEIIECTB IPUBENIECH B pazeie 6.1.

3. JJEKAPCTBEHHAS ®OPMA

TabmeTku, MOKPHITHIC TNICHOYHOW 000JI0UKOM.

[IpononroBarbie ABOSIKOBBIMTYKIIbIE TaOJETKH, TMOKPBHIThIE IUJICHOYHONH 000J0YKOl PO30BOTO
1IBE€Ta C PUCKON Ha oAHOW cTropoHe. Ha momepedyHoM pas3pes3e BHAHBI JABA CJIOS: BHEUIHUW -

PO30BOTO 1IBETA, BHYTPECHHHI - OEIIOTO WIIH IMOYTH OEJI0TO IBETA.

4. KIMHUYECKHUE JAHHBIE
4.1. lloka3aHusi K NPUMEHEHH IO

WudexkunoHHO-BOCHANUTENbHBIE 3a00JICBaHUS, BBI3BaHHBIC YYBCTBUTEIBHBIMU K IIperapary

MHUKPOOPraHU3MaMH:

e uH(DEKIMH BEpXHUX JbIXaTeNbHbIX myTei 1 JIOP-opranoB ((papuHIUT/TOH3WLINT, CHHYCHT,
CPETHUI OTHT);

e WH(EKIMH HWKHHUX AbIXaTeIbHBIX MyTed (OCTpbIii OPOHXHT, 0OOCTPEHHE XPOHUUYECKOTO
OpOHXHTA, THEBMOHUS, B T.4. BEI3BAHHBIC ATUITHYHBIMH BO3OYIUTEIISIMH );

e uHDEKIMH KOXH M MATKUX TKaHEeW (aKHe BYIbrapHC CPEJHEH CTENEHH TSDKECTH, POXKa,
UMIIETUTO, BTOPUYHO HUH(UIIMPOBAHHBIE JIEPMATO3bI);

e mHayanbHas craaus Oone3nm Jlaiima (Ooppenmos) - murpupyromas sputema (erythema
migrans);

e  uH(DeKIMH MOYETONOBHIX ImyTei, Bei3BaHHbIe Chlamydia trachomatis (yperput, uepBumur).

4.2. Pe:kxuM 103UPOBaHMS M CIOCO0 MPUMEHEeHUs!
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(MOCNEOOBATENEHOCTE 0002)

PexxuM n1o3upoBanus

Bspocnvie

Lipu qu)eKuuﬂx BEPXHUX U HUNCHUX Obixamenbhbix nymeu, JIOP-opeanos, Kodicu u MASKUX

MKaHel.:
1o 500 mr 1 pa3 B cyTku B TeueHue 3-x nHel (Kypcosas no3a 1,5 r).

Ilpu axue synveapuc cpednell cmenenu maxicecmu.:

o 500 mr 1 pa3 B cyrku B TedeHue 3-X aHeil, 3atem mo 500 mr 1 pa3 B Hepento B TeueHue 9
Heqnenb (KypcoBas no3a 6,0 T).

[TepByto exenenenbuyro 103y 500 Mr cieayer MpUHATH Yepe3 7 JHEH Mociie mpuema MepBoi
€XEeIHEBHOM M03bI (8-0if J€Hh OT Hauaja JICYCHUs), MOCIEAYIoNMe 8 €KEHEACNbHBIX 103 C
WHTEPBAJIOM B 7 THEH.

Ilpu 6onesnu Jlaiiva (hauanvnas cmadus 6oppenuosa) - muepupyiowel spumeme (erythema

migrans):

1 pa3 B cyrku B Teuenue S5 aHeu: 1-i gens - 1000 mr, 3arem co 2-ro mo 5-b1it aeHs - no 500 mr

(xypcoBas no3a 3,0 r).

lpu  undexuuix mouenonosvix nymeu, ewvizeaunvix Chlamydia trachomatis (ypempum,

1_46261/!1_41/!1’112.'

HEOCJIO)KHEHHBIN ypeTput/ nepBuIuT - 1000 Mr oTHOKpaTHO.

Oco0bI€ IPYIIBI HAMEHTOB

Ilayuenmoi ¢ HapyweHuem QyHKyuY nouex
[Ipu Hapymiennn ¢yHkiuu mouyek y marueHToB ¢ CK® 10-80 mur/mMuH KOppekius 103bl HE
tpedyercs. [Tanmertam ¢ CK® < 10 Mi/MuH ciieyeT IpuHUMATh ¢ OCTOPOKHOCTBIO (CM. pa3zaen
44.).
Ilayuenmwl ¢ HapyweHuem QyuKyuy nevexu
[Ipu npuMeHeHNH y MAalUEeHTOB C HApyHICHUSAMHU (PYHKIMU NEUYEHU JIETKOW U CpeAHEN CTEIeHH
TSOKECTH KOPPEKIIHS 1036l HE TpeOyeTcsl.
Tayuenmsi nodtcunozo eospacma
VY NoXuUIBbIX NAlMEeHTOB KOpPpeKLus 103kl He Tpedyercs. CrenayeT co0ar01aTh OCTOPOKHOCTh Y
MOKMJIBIX TAlMEHTOB C MOCTOSIHHBIMHM MPOAPUTMOTE€HHBIMHU (DaKTOpaMH B CBS3H C BBICOKUM
PHUCKOM pa3BUTHsI ApUTMHUIL, B TOM YUCIIE aPUTMHUU TUIIA «ITAPYITH.

eTH
PexxumM no3upoBanus ajs netei crapuie 12 jet ¢ maccoil tena 6onee 45 Kr HE OTIMYAETCS OT
pexxuma poszupoBaHust Ans B3pociabiX. lIpemapar Cymaxmmpa 1000 He crnenyer Ha3Hadath
(mpuMeHsATh) y neTeil B Bo3pacTe 10 12 jer uiaM ¢ Maccoi Tena MeHblle 45 Kr B JaHHOM

JIEKapCTBEHHOHN ()OpME B CBSI3U C HEBO3MOXKHOCTBIO 00ECIICUNUTh PEKUM JT03UPOBAHMSL.



ot 16.04.2025 N= 10187
(MOCNEOOBATENEHOCTE 0002)

Cnoco0 nnpuMeHeHus

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

BuyTpb, He pa3xeBbIBasd, 3a 1 4 10 uinum yepes 2 4 rnocie eapl 1 pas3 B CyTKH.
4.3. IlIpoTHUBONOKA3aAHUS

— T'unep4yBCTBUTENBHOCTh K a3UTPOMHIIMHY, SPUTPOMHUIMHY, IPYTUM MaKpOJIUAaM WIH
KETOJIMAaM, W/WIH K JI000MY M3 BCIOMOTATENIbHBIX BEIIECTB, IMEPEUNCICHHBIX B pa3zese
6.1.

—  OmHOBpPEMEHHBIH MTPHUEM C IPrOTAMHHOM U JJUTHIPOIPrOTaAMHHOM (CM. paszeisl 4.4. u 4.5.).

— Hapymenne ¢yHkiuu neueHu Tspkenoil cremenu (kinacc C mo kiaccudukanuu Yaina-
[Tp10).

—  Jlerckuii Bo3pacT 10 12 net ¢ maccoii Tena meHee 45 kr (ans npo3upoBku 500 mr) u go 18
net (s no3upoBku 1000 mr).
4.4. Ocobble yka3aHusi U Mepbl PeI0OCTOPO’KHOCTH NPH NPUMEHEeHUH

C 0CTOPOIKHOCTBIO

Muactenust; HapymeHus: QYHKIIMHA TICYCHU JISTKOW M CPEJHEH CTEIICHH TSHKECTH; TePMHHATbHAS
MOYeYHasi HEIOCTAaTOYHOCTh CO CKOpPOCThIO KiyOoukoBoi Quubrpanuu (CK®D) wmenee
10 mn/MuH; y TAIMEHTOB C HAJWYUEM IMPOAPUTMOTEHHBIX (PAKTOPOB (OCOOEHHO Y TMOMKHUIIBIX
MAlMEHTOB): C BPOXKIEHHBIM WM NMPHUOOPETEHHBIM yuinHeHueM uHTepBasia QT, y manueHTos,
MOJIyYalOUIUX  TEpanui aHTHAPUTMUYECKUMHU MpernapaTamMu  KiaccoB [A  (XuHHUIUH,
npokanHamun), I (modernnma, amMuomapoH W COTANOJ), MHU3ANPUIOM, TepheHaIUuHOM,
AQHTUIICUXOTHMYECKUMHU  TpernaparaMu  (OIUMO3HJ),  aHTHUJENpeccaHTaMu  (IUTalIoIpam),
dbropxuHoIoHaMH  (MOKCH(QUIOKCAIIMH ¥ JIeBO(MJIOKCAIlMH), C HAPYIICHUSIMH  BOJHO-
ANIEKTPOJIUTHOTO OanaHca, OCOOEHHO B CiIy4ae TUIOKAIMEMUU WIM THUIOMarHUeMHH, C
KIMHAYECKH 3HAYMMOW Opaaukapauded, apuTMUEH cepia WIH TSKEIOW cepAcuHOr
HEJ0CTaTOYHOCTHIO; OJTHOBpEMEHHOE MPUMEHEHNE JUTOKCUHA, BaphapHrHa, IUKIOCIIOPUHA.

Oco0kble YKa3aHHUA

Tak >xe, KaKk Py NPUMEHEHUH SPUTPOMHUIIMHA U JPYIHX MAKPOJIHMIOB, COOOLIATIOCH O PEIKUX
CllyyasiX CepbE3HbIX QJIEPrMUECKUX pEaKklMid, BKIIOYash AaHTHOHEBPOTHUECKUH OTEK U
aHadunakcuio (pelKo C JIETAIbHBIM HCXOAOM), KOXHBIX pEakLui, BKJIHOYas OCTPBIN
TeHEepaTM30BaHHbIM SK3aHTEMAaTO3HBIN MycTyse3, cuHapoM CtuBeHca-/[PKOHCOHA, TOKCHUYECKHMA
SMUJIEPMANIbHBIN HEKPOJIU3, MyIbTH(GOPMHYIO SPUTEMY, JIEKAPCTBEHHYIO CHIIb C 303UMHOPHINEH
u cucteMHbIMH mposiBieHussMu (DRESS-cunapom). HekoTopble n3 Takux peakiuii UMenu
pelMIUBUpYIOLIEe TeUeHNE U TPeOOBaN MPOJIOKUTENLHOTO JICUSHUST U HAOI0ICHHUSI.

[Ipu pa3BUTUM  aJUIEPrUYECKO peakuuu TIpernapar cjeayeT OTMEHUTh M HadaTh
cooTBeTcTBYyMOlIee JeueHne. CienyeT UMETh B BUAY, YTO MOCIE€ OTMEHBI CUMITOMAaTHYECKOMN

TCparuu BO3MOXKHO BO300HOBJICHHE CHMIITOMOB anneprnquKoﬁ pCaKknuu.
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MO>KHO paHbllle, a HOCIeAYIOIINe — ¢ IepepblBaMU B 24 gaca.

[Ipenapat cienyer nmpuHUMaTh, 0 KpailHEH Mepe, 3a OJMH yYac J0 WM Yepe3 JBa yaca I10CIe
MpueMa aHTalUIHBIX ITPENapaToB.

[Ipenapat He cieayeT NpUMEHSTh OoJiee AJIUTENbHBIMU KypcaMH, YEM YKa3aHO B MHCTPYKLUH,
TaK Kak apMaKOKHHETUYCCKUE CBONCTBA a3UTPOMHUIIMHA ITO3BOJISIOT PEKOMEHIOBATh KOPOTKUM
U NIPOCTOH PEKUM JT0O3UPOBAHUS.

ABUTPOMHUIIMH CIIEYeT MPUMEHSTh C OCTOPOXKHOCTHIO y MAIMEHTOB C HapYIICHUSAMU ()YHKIIHH
TEYEHU JIETKOW U CpeIHEN CTENEeHH TSHKECTH M3-3a BO3MOXKHOCTU Pa3BUTHUs (DYITHMHUHAHTHOTO
renaTuTa u NeYeHOYHON HEJOCTATOYHOCTH.

[Ipn HAMMUMK CUMNOTOMOB HapyuieHus @yukyuu nevenu (OBICTPO HapacTarolias acTEeHWUs,
KEeNTyxa, MOTEeMHEHHE MOYH, CKJIOHHOCTh K KpPOBOTEYCHHSIM, IEUCHOYHAs SHIle]aronaTus)
TEpaNnui0 a3UTPOMULIMHOM CIIEIyeT MPEKPaTUTh U MPOBECTHU HCCIeAOBaHNE (PYHKIMOHAIBHOTO
COCTOSIHUS TICUEHHU.

[Ipn napymenusx @ynkuuu nouek: y nanueHToB ¢ CK® 10-80 mi/MHUH KOppeKLus J03bl He
Tpebyercs, y mamueHToB ¢ CK® < 10 mu/MUH HaOIIOJAIOCHh YBETUYCHHE CHCTEMHOTO
Bo3zaelcTBus asutpomuunrHa Ha 33 %. Tepammro npemaparom Cymaxnua 1000 cnemyer
MIPOBOJUTH C OCTOPOKHOCTBIO MOJI KOHTPOJIEM COCTOSIHUS (DYHKIIMH MOYEK.

Her naHHBIX O BO3MOXHOM B3aMMOJEHCTBHHM MEXAY Aa3UTPOMHUIMHOM W IPOU3BOJHBIMU
proTaMMHa M JUTHAPOIProTaMHUHA, HO H3-32 Pa3BUTHS SProTusmMa IMpUd OJHOBPEMEHHOM
MPUMEHEHUH MAaKpOJIUAO0B C MPOU3BOJAHBIMU JproTaMMHa W JUTHAPOIPTOTAMHUHA JIaHHAs
KOMOHMHAIIMS MPOTUBOIOKA3aHa.

Kak u npu npumMeHeHuu Ipyrux aHTUOAKTEpUaIbHBIX MPENapaToB, MPH TEpalUU IpernapaTom
A3UTPOMHUIIMHA CIIEAYeT PEryasipHO 0OCienoBaTh MAIMEHTOB HAa HAIMYUE HEBOCHPUHUMYHUBBIX
MUKPOOPIraHU3MOB U IPU3HAKHU Pa3BUTHsI CyNepuH(MEKIINiA, B TOM YHCIIe TPUOKOBBIX.

[Tpu JUTUTETHHOM npuemMe mpernapara  a3UTPOMHIIMHA — BO3MOXHO pa3BuTHE
nceBoMeMOpaHo3Horo kosuta, BbizBanHoro Clostridium difficile, kak B Bume nerkoit muapewu,
TaKk W TSOKeNoro koyuta. [Ipu pa3sBUTHUM aHTUOMOTHK-aCCOIMUPOBAHHOW Iuaped Ha (QoHe
IpueMa InpernapaTa a3uTPOMUIIMHA, a TAKXKE uepe3 2 Mecslla oclie OKOHYaHUs Tepanuu ClIeayeT
UCKITIOYUTh  KJIOCTPUAMATBHBIA  TICEBAOMEMOpAHO3HBIM  KONUT. Bo Bpems  Tepamuu
Q3UTPOMULIMHOM  TpPUEM  MPENnapaToB,  TOPMO3SIIMX  MEPUCTATBTUKY  KHUIICUHHKA,
MPOTUBOTIOKA3aH.

[Ipn nedyeHun MakpoIWAaMHU, B TOM UHCJIE a3UTPOMHUIIMHOM, HAOIIOJANIOCH YAJTUHEHHE
cepleuHoN penosigpu3anuu u uHTepBana QT, MOBBIIAIOMIMX PHUCK Pa3BUTHS CEPACYHBIX

apUTMUH, B TOM YHCJIE QPUTMUU THUIIA KITUPYIT».
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

MIPOAPUTMOTCHHBIX (PaKTOPOB (0COOEHHO Y MOKUIIBIX MAIIUEHTOB), B TOM YHCJIE C BPOXKICHHBIM
U [puoOpeTeHHBIM  ymiMHeHHWeM wuHTepBasa QT; 'y  ManueHToB, NPUHUMAIONIUX
aHTHapUTMUYeCKne mpemaparbl kimaccoB |A (xunmmmH, mnpokamnamun), |l (modermmmn,
aMHOJapOH U COTAaJION), IHU3anpua, TepPeHaTuH, aHTUIICUXOTHYECKHE Mpenapartsl (ITMMO3U),
AHTHJICTIPECCAHThI (IUTANONpaM), (TOPXUHOJIOHBI (MOKCHU(IOKCAIMH W JICBO(IOKCAIMH), Y
MAIlIeHTOB C HApYIICHUSIMU  BOJHO-3JIEKTPOJIMTHOTO OanaHca, o0OcoOEHHO B  ciydae
TUIOKAIMEMHUH WM TUTIOMarHueMHH, KIIMHAYECKH 3HAYUMOU OpanuKkapaueid, apuTMueit cepma
WM TSDKEJION CepIeYHON HE0CTaTOYHOCTEHIO.

[Ipumenenne mpenapara MOXET CHPOBOIMPOBATh PAa3BUTHE MHACTEHHYECKOTO CHHIpPOMA WIIH
BBI3BAaTh 00OCTPEHIE MUACTEHUH.

[lepen Ha3HaUCHWEM a3UTPOMHITMHA BCEM TAIMEHTaM, IPHHUMAIOIINM THAPOKCUXIOPOXUH WU
XJIOPOXHWH, TINATETbHO B3BECHTE€ COOTHOIICHHWE IIOJNB3BI W PHCKA W3-32 TOTCHIMAIBHO
MOBBIIICHHOTO PUCKA CEPACIHO-COCYIUCTON cMepTHOCTH (cM. paszen 4.5.).

Buesannas cepoeuno-cocyoucmas cmepmao

HekoTtopbie HabmiogaTenbHble HCCIEIOBAHMS IMOKa3add MPUMEPHO JBYKPATHOE YBEIWYECHHE
KpPaTKOCPOYHOTO MOTEHLUATBHOTO PUCKA BHE3AITHOM CEPIEYHO-COCYAUCTON CMEPTH Y B3POCIbIX,
MOJIyYaBIIUX JICYCHHE Aa3UTPOMHUIMHOM, IO CPAaBHEHUIO C JIPYTMMH aHTHOAKTepHalbHBIMU
npernapaTamy, BKIIOYas aMOKCULIWUIMH. BbII0O OTMEUEHO, 4TO 3TOT MOTEHIMAIBHBIN PUCK OBLI
BBIIIE B TEUECHHUE MEPBbIX 5 JHEH MPUMEHEHUs a3UTPOMHUIIMHA. JJaHHBIE ATUX HAOIIOAATEIbHBIX
WCCIIETIOBAaHUN HEJIOCTAaTOYHbI Ul YCTAHOBIICHUS WM HCKJIIOUEHUS MPUYUHHO-CJIEICTBEHHOM
CBS3M MEXJYy BHE3aIHOHM CepAeYHO-COCYAMCTON CMEpPThI0O U MPUMEHEHHEM a3UTPOMHUIIMHA.
[lepen HazHaueHHEM a3UTPOMUIIMHA MAIlMEHTaM, B aHAMHE3€ KOTOPBIX €CTh YKa3aHHWE Ha PHUCK
ymuHenust uatepBana QT, HeoOxoaumo npoBenenue DKI.

BcnoMorarensHbI€ BEllECTBA

[Ipenapar Cymaxknua 1000 coxpepxkut kpacutenb nyHHOBBIM «lloHco 4R», E 124, koropslii
MOXET BBI3bIBATh AJNIEPrUUECKUE PEAKIUU.
4.5. BzaumojeiicTBHe ¢ JAPYrMMH JeKAPCTBEHHBLIMHM IpenaparamMd W JApyrue BH/bI
B3aMMOJeHCTBUSA

AHTanmaHbIe MpenapaThl

AHTaLII/I,Z[HLIC npenaparbl HE BJIMAIOT Ha 6I/IO,Z[OCTy1'[HOCTB A3UTPOMUIIMHA, HO YMCHBIIAKOT
MAaKCUMAJIbHYIO KOHICHTPALIUIO B KPOBU Ha 30 %, MMOSTOMY Nperapar CJICAYCT NPpUHUMATDb, IO
KpaﬁHeﬁ MCPE, 3a OAUH YacC 0 WM YCPE3 JIBa Haca MOCJIC MprUEMa 3THUX NIPCIIapaToB U IMUIIH.

ﬂeTI/I[}I/BI/IH

OnHOBpEeMEHHOE NPUMEHEHHUE B T€UCHUE 5 JHEH y 30pOBBIX T0OPOBOJIBLEB a3UTPOMHIIMHA C
5
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CYIIECTBEHHOMY M3MeHeHHIo naTepBaia QT.

Jnmano3ud (IMae30KCUUHO3UH )

OnnaoBpeMenHoe mpuMeHneHue asurpomurimHa (1200 mr/cyr) m muaanosuna (400 mr/cyr) y 6
BUY-uHOUIMPOBaHHBIX MMAITUEHTOB HE BBISIBIIIO N3MEHEHHH (hapMaKOKUHETUYECKHUX IMOKa3aHUI
JMJTAHO3MHA TI0 CPAaBHEHHIO C TPYMIION Tu1aneoo.

JIMTOKCHH ¥ KOJIXUIKH (cyOcTparsl P-TimKonpoTenHa)

OpHOBpeMEHHOE NMPUMEHEHUE MAaKpOJIUIHBIX aHTHOMOTHKOB, B TOM YHCIIE a3UTPOMHIIMHA, C
cyOcTpatamu P-rnmukonpoTenHa, TAKUMU KaK JTUTOKCHH M KOJXULUH, IPUBOAUT K MOBBIILIEHUIO
KOHLIEHTpauuu cyOcTpara P-ramkonporenHa B ChIBOPOTKE KpoBU. Takum oOpa3om, mpu
OJIHOBPEMEHHOM NPUMEHEHUHU a3UTPOMHUIIMHA U CyOCTpaToB P-rimkonporenHa, Takux Kak
JUTOKCUH M KOJIXUIIMH, HEOOXOJMMO YYUTHIBATh BO3MOKHOCTb MOBBIIIEHHS] KOHIIEHTPAIUU
JUTOKCHHA B CBIBOPOTKE KPOBH.

3UI0BYANH

OpHoBpeMeHHOe MPUMEHEHHE a3uTpoMuUIMHa (0AHOPa30BbId nmpueM 1000 Mr U MHOTOKpPATHBIH
npueM 1200 mr uimu 600 MT) OKa3bIBaeT HE3HAYUTEIbHOE BIMSIHUE HA (PApMAaKOKWHETHUKY, B TOM
Yyclieé BbIBEJACHHE MMOYKAMH 3UIOBYAMHA WM €ro IIIOKypOHHJIHOro Metabosnta. OnHako
MPUMEHEHHE a3UTPOMHUIIMHA BBI3BIBAJIO YBEIMUYEHUE KOHIEHTpanuu (ochopuaupoBaHHOTO
3UJIOBYJIMHA, KIMHUYECKH aKTUBHOIO MeTa0O0JuTa B MOHOHYKJIEapax nepudepuyeckoil KpoBu.
Knununyeckoe 3HaueHue 31oro ¢dakra HesiCHO.

H3odepmenTtsl muroxpoma P450

ABUTpOMHIIMH C€J1a00 B3auMOJCHCTBYeT ¢ Hu3odepMeHTamMm cuctembl muToxpoma P450. He
BBISIBJICHO, YTO Aa3UTPOMHUIMH y4acTByeT B (PapMaKOKMHETHYECKHX B3aUMOJCHUCTBUAX
AQHAJIOTMYHBIX SPUTPOMUIIMHY U IPYTHUM MaKpoiauaaM. A3UTPOMULIMH HE SBJISETCS HHTUOUTOPOM
U UHAYKTOPOM H30¢epMeHToB nuroxpoma P450.

AlKkanonapl CIIOPBIHEU

YuuTbIBass TEOPETHYECKYH0 BO3MOKHOCTb BO3HHMKHOBEHMSI JpProTH3Ma, OJHOBPEMEHHOE
IIPUMEHEHHNE a3UTPOMHULIMHA C IPOU3BOIHBIMY AJIKAJIOUJ0B CIIOPBIHBY MPOTUBOIIOKA3aHO.
ATopBacTaTuH

OpnoBpeMeHHOoe mpuMeHeHHe atopBactathHa (10 mr exxegneBHo) u azuTpomuimua (500 mMr
©KEHEBHO) HE BBI3BIBAJIO M3MEHEHHMH KOHIEHTpallMi aTopBacTaTHHa B IUIa3Me KpPOBU (Ha
ocHoBe aHanu3a uHrubupoanus [ MK-KoA-penykrasel). OnHako B MOCTPETHCTPALMOHHOM
nepuosie ObUIM TOJYYEHBI OT/AEIbHBIE COOOIIEHHS O Ciy4yasx pa0JoMHONU3a Yy MalUeHTOB,
OJIHOBPEMEHHO IPUHUMAIONINX a3UTPOMULIUH U CTaTUHBI.

Kapbamaszenun
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CYIICCTBCHHOI'0 BJIMAHHUA Ha KOHUCHTPAHIO KaPGaMaSGHI/IHa H €r0 aKTUBHOIO METa0OJIuTa B
IJ1a3Me KpOBH y TAIUCHTOB, ITOJIYy4aBIINX O JHOBPEMCHHO a3UTPOMUIINH.

ﬂI/IMeTI/IHI/IH

B (bapMaKOKI/IHeTI/I‘-Iﬁ':CKI/IX HUCCICAOBaAHUAX  BJIMSAHHA pa30130171 J03bI IUMMCTHIWMHA Ha
(bapMaKOKI/IHeTI/IKy A3UTPOMHUIIMHA HEC BbISIBJICHO N3MEHEHHUH npu yCJI0OBHU NPHUMCHCHUIA
ITUMCTHIHHA 3a 2 yaca A0 a3UTpOMHUILIMHA.

AHTI/IKOZU"VJ'ISIHTI)I HETIPAMOTI'O I[GI\/'ICTBI/IS{ ( IIPOU3BOJIHBIC KVMaDI/IHa)

B dapMakoKHHETHYECKUX HCCIICAOBAHUSX A3UTPOMHUIIMH HE BIUS HA AHTUKOATYJISTHTHBIN
s dexT omHOokpaTHOM a03b1 15 Mr BapdapuHa, NPUHUMAEMOTO 3J0POBBIMH JOOPOBOJIBIIAMH.
CooOmasioch 0 TOTEHUUMPOBAHWU AHTUKOATYISHTHOTO 3(p@dekra mnociae OJHOBPEMEHHOTO
MPUMECHCHHSI a3WTPOMHIIMHA ¥ AHTUKOATYJIITHTOB HENPSIMOTO  JACWCTBHS  (ITPOW3BOIHBIC
KymapuHa). HecMOTps Ha TO, 4TO TpUYMHHAS CBSI3b HE YCTAHOBJICHA, CIIEAYET YYHUTHIBAThH
HEOOXOJMMOCTh TPOBEACHUS YacTOr0 MOHHTOPHHTA TPOTPOMOWHOBOTO BPEMEHH TIpU
MPUMEHCHUH a3UTPOMHMIIMHA Y TIAIIICHTOB, KOTOPBIC MOJIYYAIOT TEPOPATbHBIC aHTHKOATYIISTHTHI
HETIPSIMOTO JIEHCTBUS (MTPOU3BOJHBIC KyMapHHa).

[Hukmocnopud

B ¢dapmakoknHeTHYECKOM HCCIEOBAHUU C Y4acTUEM 3J0POBBIX JT0OPOBOJIBIEB, KOTOpHIE B
TeyeHue 3 JHeW NPUHUMAIM BHYTPb aszuTpomuIiiuH (500 Mr/cyr OJHOKpATHO), a 3aTeM
nuksocropud (10 Mr/kr/cyr ogHOKpaTHO), OBUIO BBISBICHO JOCTOBEPHOE TIOBBIIICHUE
MaKCHMAJIbHOW KOHIIEHTpAIKH B 1ia3mMe KPOBH (Cmax) M TUIOMIAIU O] KPHBOH «KOHIIEHTPALIUS
— Bpems» (AUCos) nukiiocriopuna. Criemyer co0ito1aTh OCTOPOKHOCTh TIPH OJTHOBPEMEHHOM
MPUMEHEHUH ATHX IMpenaparoB. B ciyyae He0OX0AMMOCTH OJHOBPEMEHHOT'O IPUMEHEHUS 3TUX
MpernapaToB, HEOOXOIUMO MPOBOJUTH MOHUTOPUHI KOHIEHTPALMU IUKJIOCIIOpPUWHA B ILJIa3Me
KPOBHU M COOTBETCTBEHHO KOPPEKTHUPOBATH J103Y.

Odasupens

OpHoBpeMeHHOe mpuMeHeHHe aszutpomuinmHa (600 wmr/cyr oIHOKpaTHO) U 3daBUpeH3a
(400 Mmr/cyT) exxeTHEBHO B TeUeHHE 7 JHEH HE BBI3BIBAJIO KAKOTO-THOO KIMHHYECKH 3HAYMMOTO
(hapMaKOKUHETHYECKOTO B3aMMOICHCTBHSL.

DaykoHa30J1

OpnoBpeMeHHoe mpuMeHeHue asuTpomuimHa (1200 Mr oOJHOKpaTHO) HE  MEHSIIO
¢dapmakokuHeTuKy (aykoHazona (800 Mr omHokparHO). OOmIas SKCHO3MLHUSA M TEPHOJ
MOJIYBBIBEICHUSI ~ A3UTPOMHUIIMHA HE WM3MEHSIIMCh TPH  OJHOBPEMEHHOM IPUMEHEHUU
(d1ykoHa3ona, OJHAKO TMPU HTOM HAOMIOJAIM CHIDKEHHUE MAaKCUMAIbHON KOHIICHTPAIMH

azuTpomMuliMHa Ha 18 %, 4yTO HE UMENI0 KIMHUYECKOTO 3HAUYCHUS.



COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 16.04.2025 N= 10187
(MOCNEOOBATENEHOCTE 0002)

NuarnaBup

OnnoBpemenHoe mnpuMeHeHue asuTpomuiuHa (1200 Mr oOJHOKpaTHO) HE BBI3BIBAIO
CTAaTHCTUYECKHU JOCTOBEPHOTO BIUSHUS Ha (hapMaKOKUHETHKY MHAuHaBUpa (mo 800 Mr Tpu pasza
B CYTKH B TEUEHHUE 5 JHEM).

MertunnpeIHu30J0H

ABHTPOMHIIMH  HE  OKa3blBaeT  CYIICCTBEHHOTO  BIUSHUSA Ha  (PapMaKOKHHETUKY
METUINPEAHU30JI0HA.

Hendunasup

OnnoBpemenHoe nmpumeHnenue azutpomuiuHa (1200 mr) u Hendunasupa (mo 750 mr 3 paza B
JICHb) BBI3BIBACT MOBHIINICHNE PABHOBECHOW KOHIIEHTPAIMU a3UTPOMUIIMHA B CHIBOPOTKE KPOBH.
Knunnyeckn 3HauuMBIX MOOOYHBIX 3(P(EKTOB HE HAOMIOJANOCh M KOPPEKUMH J03bl
a3UTPOMHUIIMHA TIPU €r0 OJJHOBPEMEHHOM IMPUMEHEHHUH € HeJI(PUHABHPOM HE TpeOyeTcs.
Pudabyrun

OpHOBpeMeHHOE MPUMEHEHHE a3UTPOMMIMHA U pUdadyTHHA HE BIIMAET HAa KOHLEHTPALHUIO
KQKJOTO U3 MPENapaTtoB B CHIBOPOTKE KpOBU. [Ipy 0JTHOBPEMEHHOM MPUMEHECHHUH IPENapaToB
WHOT/Aa HaOoganach HelTponenus. HecMoTpss Ha TO, 4TO HEHTPOIEHHS acCCOIMHPOBATIACH C
npuMeHeHneM pudadyTiuHa, TPUYNHHO-CIIEICTBEHHAs CBA3b MEX/ly IPUMEHEHUEM KOMOMHALIUN
a3UTPOMULIMHA U pUdaOyTHHA U HEUTPOTICHUEH HE YCTAaHOBJICHA.

Cunpnenadun

[Ipy npumeHeHUH Y 370POBBIX JOOPOBOJBIEB HE TMOJIYYEHO JO0KA3aTeNbCTB BIUSHUS
asutpomuniHa (500 Mr/cyT B TeueHue 3 qHEH) Ha TI0IIaab 1Mo (hapMaKOKHHETHYECKON KPUBOH
«koHueHtpanus-speMs» (AUC) n MakcuManbHyr0 KOHIEHTPAUIO (Cmax) CHIIEHA(MIA WIH €70
OCHOBHOTO IHPKYJIHUPYIOLIEro MeTaboIuTa.

Tephenanun

B dapmakoknHeTHYECKUX MCCIENOBAHUSX HE OBLJIO MONY4YE€HO JO0Ka3aTeNIbCTB B3aUMOCHCTBUS
MEXAYy asuTpoMHIMHOM u TepheHaauHoM. CooOlmanocs 0 eIUHUYHBIX CIay4asxX, Korja
BO3MOHOCTh TaKOTO B3aWMOJICUCTBUS HENb3s ObLIO MCKIIOYUTH MOJHOCTHIO, OJIHAKO HE OBLIO
HU OJIHOTO KOHKPETHOTO J0Ka3aTelbCTBA, YTO TAKOE B3aUMOJICHCTBHE HMENO MECTO. bblio
YCTaHOBJIEHO, YTO OJHOBPEMEHHOE MPHUMEHEHHE TepPeHaTuHa U MaKPOJIUIOB MOXKET BHI3BATH
apUTMUIO U yJUITMHeHHe nHTepBana QT.

Teodunnun

He BbIsSIBIICHO B3aUMOAEHCTBHE MEXKIY a3UTPOMUIIMHOM M T€OQUILTHHOM.

TDI/Ia3OJ'IaM/MI/II[a3OJIaM

3HAUNTCIbLHBIX H3MCHCHUI (I)apMaKOKI/IHCTI/I‘-IeCKI/IX MoKazarenei npu OIJAHOBPCMCHHOM

NPUMCHCHUU a3UTPOMUIIMHA C TPHUA30JIaMOM HJIM MHUJA30JI1aMOM B TCPAINICBTUYCCKUX HO3aX HEC
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ot 16.04.2025 N= 10187
(MOCNEOOBATENEHOCTE 0002)

BBIABJICHO.

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

Tpumeronpum/cyiibhamMeToKcas3oll

OnHOBpEMEHHOE TNPUMEHEHHE TPUMETOIpUMa/CyabpaMeToKca3ola ¢ a3UTPOMHULMHOM HE
BBISIBUJIO CYIIECTBEHHOI'O BJIMSIHMS HAa MaKCHUMAaJbHYIO KOHLEHTPALMIO, OOIIYI0 3KCIIO3UIIMIO
WIA OKCKpEeIMI0 TMOYKaMH TPHUMETONpHMa WM cyilbpameTokcazona. KoHIeHTpauuu
a3UTPOMHUILIMHA B CBIBOPOTKE KPOBH COOTBETCTBOBAJIU BBISIBISIEMBIM B JPYTUX UCCIIEIOBAHUSAX.

T UIpOKCUXIIOPOXUH/XJIODOXUH

Jlanuble  HAOMIOAEHUM  TMOKa3ald, YTO COBMECTHOE TNPUMEHEHHE a3UTPOMHUIIMHA C
TUAPOKCUXJIOPOXMHOM Yy TAIIMEHTOB C PEBMATOHWIHBIM apTPUTOM CBS3AHO C TOBBIIICHHBIM
PUCKOM  CEpJIEYHO-COCYIUCTBIX COOBITMM M CEepAEYHO-COCYTUCTOW cMmepTHocTu. M3-3a
BO3MOJKHOTO aHAJIOTMYHOTO pPHUCKAa TPU NPUMEHEHWUU APYTMX MaKpOJUIOB B COUYETAHUHU C
TUAPOKCUXIIOPOXHHOM WJIH XJIOPOXHHOM CJIEAYET TIIATEILHO B3BECUTHh COOTHOIICHHUE TMOJB3bI U
pUCKa, TIpexae, 4YeM Ha3HauaTh a3UTPOMHUIIMH JIIOOBIM MalMeHTaM, PUHUMAIONUM
TUAPOKCUXJIOPOXHUH W XJIOPOXHH.

4.6. DepTUWILHOCTD, 0EPEMEHHOCTDh M JAKTALHSA
bepeMeHHOCTD
[IpuMenenne npemapara npu OEPeMEHHOCTH BO3MOKHO TOJBKO B ClIydae, €Ciiu MperoiaraeMast
M0JIh3a JUIsl MAaTePU MPEBBIIIACT MOTEHIIMATBHBIN PUCK IS TUIO/IA.
JlakTanms
[IpuMeHeHnne penapara B Mepuo IPyAHOT0 BCKaPMIIMBAHUS BO3MOXHO TOJIBKO B Cllydae, €clivd
npeAnoiaraeMas Mmojb3a JJisi MaTepu IPEBBINIACT MOTCHIHMAIBHBIN PHUCK i pedeHka. [lpu
HEOOXOUMOCTH MPUMEHEHHUsI Tpenapara B MEPHOJ TPYTHOTO BCKAPMIIMBAHHUS PEKOMEHIYETCS
MIPUOCTAHOBUTH TPYTHOE BCKapMIIMBAHUE.

4.7. BiusiHMe HA CIOCOOHOCTH YNPABJSITH TPAHCIOPTHBIMH CPeCTBAMHU U padoTaTh ¢

MeXaHNu3MaMHu

[Ipu pa3BuTHM HEXeNaTeabHBIX 3(PEPEKTOB CO CTOPOHBI HEPBHOW CHCTEMBI M OpraHa 3pEHUs
cienyer coOm0aaTh OCTOPOKHOCTh MPHU BBINOTHEHUH JEHCTBUM, TPEOYIOIIUX MOBBIIICHHON
KOHIIEHTPAIIMK BHUMaHUS ¥ OBICTPOTHI ICUXOMOTOPHBIX PEAKIIUM.

4.8. HewxeaTeJibHbIE peakIuu

PesroMe HexenaTeabHbIX PeaKIUui

YacTtoTa HEXeNnaTeNbHBIX PEaKIUi MpH MPUMEHEHHH a3uTPOMUIIMHA TPUBOJAMUTCS HIDKE B
COOTBETCTBUU C OOIEenpuHATON Kiaccupukanueir: oueHb yacto (>1/10), gacto (>1/100, HO
<1/10), mevacto (=1/1000, HO <1/100), peako (>1/10000, Ho <1/1000), ouens penko (<1/10000),
4acTOTa HEM3BECTHA (HA OCHOBAHWHU UMEIOIIHUXCS JAHHBIX OIEHUTh HEBO3MOXKHO).

Hugpexyuu u uneazuu



COOTBETCTBYET 3KCNEPTHOMY OTYETY
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HEYaCTO — KaHJUJ03, B TOM YHCJIE CIU3UCTOM c60noq1<151q{o'jroll1:'r};lbﬁ%i: Jg‘gﬁgfﬁgag ?/Igd)'é;cﬁm,

THEBMOHUS, TpuOKoBas wuH(pekuus, OakTepuanbHas HHGEKIUsA, (APUHTHT, TAaCTPOIHTEPUT,
pecnupaTropHbie 3a00J1€BaHUs, PUHHT;

94acTOTa HEM3BECTHA — MICEBJIOMEMOPAaHO3HBIN KOJIHT.

Hapywenus co cmopoHbl Kposu u tumgpamuyeckou cucmembl

HEYaCTO — JICMKONIEHHSI, HEUTPOTICHHSI, Y03UHO(PHIIHS;

OYEeHb PENIKO — TPOMOOIIUTOTICHHSI, TEMOJIUTHYECKAST AaHEMHUSL.

Hapywenus co cmoponbt umMmyHHOU cucmembl

HEYacCTO — aHTHOHEBPOTUYECKUI OTEK, PEAKITUS MOBBIICHHOW YyBCTBUTEIHHOCTH;

9acTOTa HEM3BECTHA — aHA(PHUIIAKTHYECKAs PEaKITHSL.

Hapywenus memabonruzma u numanus

HEYacCTO — aHOPEKCHS.

Hapywenus co cmoponvi HepeHoti cucmembl

4acTo — rojioBHas 00JIb;

HEYaCTO — TOJIOBOKpY)KEHHE, HapylIeHHe BKYCOBBIX ONIYIIEHHH, MapecTe3WH, COHJIUBOCTD,
OeCCOHHMITA, HEPBO3HOCTb;

PENKO — aXKUTALMS;

4acTOTa HEU3BECTHA — TMIIECTE3Us, TPEBOra, arpeccus, OOMOPOK, CYIOpOIH, NCHUXOMOTOpPHas
TUIIEPAKTUBHOCTb, MOTEPs] OOOHSHMS, M3BpAIlEHUE OOOHSHHUSA, NOTEPsS BKYCOBBIX OINYLICHWH,
MUacTeHus, Ope, rauTFOLIMHALMH.

Hapywenus co cmoponvl opeana 3penus

HEYacTO — HapyLIEHHE 3PEHMSL.

Hapywenus co cmoponvl opeana ciyxa u nabupunma

HEYacTo — PacCTPOICTBO Cllyxa, BEPTUTO;

4acTOTa HEM3BECTHA — HApYLIEHUE CllyXa, B TOM YUCJIE [NIyX0Ta M/UIIH IIyM B YIlIax.

Hapywenus co cmoponsl cepoya u cocyoos

HEYacTo — OIyIIeHHE CepALeONeHus], «IPUIUBB KPOBHU K JIUILY;

94acTOTa HEM3BECTHA — IMOHIKEHHE apTepUalbHOTO JaBJICHUs, yBenuueHue uHtepBana QT Ha
NIEKTPOKApIMOTpaMMe, apUTMUS THUMA «IIHPYIT», JKEIYAOUYKOBas TaxWKapAus, BHe3amHas
CEepACYHO-COCYUCTasi CMEPTb.

Hapywenus co cmopoHbl 0blxamenbHO CUCIeMbl, OP2AH08 2PYOHOL KNeMKU U CPe0OCHeHUs
HEYacTO — OJIbIIIIKA, HOCOBOE KPOBOTEUEHHE.

Kenyoouno-kuweunvle napywienus

OUEeHb YaCcTO — JAUaApes;

94acTo — TOIIHOTA, PBOTA, OOJIb B )KUBOTE;
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HEYaCcTo — METEOpU3M, AUCIIEIICUs, 3aIlop, IJACTPUT, . Hllzrt':dya-lll':r/f;il:" E'%%%Eoﬁa,' c%?-écn,

CIIM3UCTONH OOOJIOUKH TIOJIOCTH PTa, OTPBDKKA, S3BBI CIHM3UCTOH OOOJOYKH TIOJOCTH pTa,
MOBBIIICHUE CEKPEIIUU CIIFOHHBIX JKEJIe3;

OYEHb PEJIKO — U3MEHEHHUE 1[BETA SI3bIKA, TAHKPEATHT.

Hapywenus co cmoponst nevenu u dcenuesvbi8o0auux nymetl

HEYACTO — I'eNaTuT;

penKo — HapylieHue PYHKIIMH MTEYCHH, XOJIECTaTHICCKas KENTyXa;

4acTOTa HEU3BECTHA — IEUEHOYHAs] HEJOCTAaTOYHOCTh (B PEAKUX CIydasX — C JIETAIbHBIM
HCXOJIOM, B OCHOBHOM Ha (OHE HapylIeHHs (YHKIHH TEYEHU TSKEIONW CTENEeHH), HEKpO3
neyeHu, (yIbMUHAHTHBIN TeNaTuT.

Hapywenus co cmoponwsl kodtcu 1 NOOKOHCHBIX MKAHeL

HEYACTO — KOXHAs ChIb, 3y/l, KPAalTMBHUIIA, IEPMATUT, CYXOCTh KOXKH, IIOTIUBOCTh;

penxko — peakius (OTOCCHCUOMIM3AIMN, OCTPHIA TEHEPaTU30BaHHBIA SK3aHTEMATO3HBIN
nyctynes (OI'2I1);

4acTOTa HEM3BECTHA — CUHAPOM CTuBeHca-/[)KOHCOHA, TOKCUYECKUI AMHUIEPMAIbHBIN HEKPOJIU3,
MyInbTU(OPMHAsT dpUTEMa, JIEKAPCTBEHHAs ChIIb € J03MHOQWIMEH UM  CHUCTEMHBIMU
nposisneHussiMu (DRESS-cunapom).

Hapywenus co cmoponwl mbluieurol, ckelemHot u COeOUHUmenIbHOU MKAHU

HEYACTO — OCTCOAPTPHUT, MHAIITHS, O0JIh B CITUHE, OOJIb B IIIEE;

4acTOTa HEM3BECTHA — apTPaTusl.

Hapywenus co cmoponsl nouex u mouesvlgooawux nymet

HEYacTo — qU3ypusi, 00J1b B 00JIACTH MOYEK;

4acTOTa HEM3BECTHA — MHTEPCTUIMAIbHBIN HePPUT, OCTpas mouyeyHast HeIOCTATOUHOCTb.
Hapywenus co cmoponsl penpodykmusHotl cucmemsl U MOLOYHBIX Jicelle3

HEYacTO — METPOpparuu, HapymeHue QyHKINH SIHYEK.

Obwue HapyweHus u peakyuu 8 mecme 88e0eHuUs

HEYacTO — OTEK, acCTeHHs, HEeJIOMOTaHHWE, OILIYIIEHHE YCTAOCTH, OTEK JHIa, 00Jb B TPYIH,
TUXopajka, nepudepuaeckre OTeKu.

JlabopamopHvie u uHcmpymenmanvHovle OaHHbIE

4acTO — CHWKEHHE KOJMYeCTBa JHUMQOILUTOB, TOBBIIIEHHE KOJIUYECTBA DO3UHO(HIIOB,
0a30(uII0B, MOHOIIMTOB, HEUTPO(HUIOB, CHUKCHHE KOHIICHTpAIlMK OMKapOOHATOB B ILIa3Me
KpOBH;

HEYAaCcTO — TOBBIIICHWE aKTHBHOCTU aclmapTaTaMHHOTpaHcdepasbl, alaHWHAMUHOTpaHC(epassl,
mennoyHoi (ocdaTassl B Mia3Me KpOBH; MOBBIIICHHE KOHIICHTPAIIMN OMIMPYOWHA, MOYEBUHBI,

KpCaTHMHWHA, TJIOKO3bl B INIA3MC KPOBH; U3MCHCHUC COICPKAHUA KaJlufd, HATpUA B ILJIa3MC
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KPOBH; IOBBIIIEHHE KOHUEHTPALMHU XJIOPUIOB GHKapéngolEglﬁﬁgzm%ﬁg T}%anzlrg'le'HMe

KOJIHN4YCCTBA TpOM6OI_[I/ITOB, CHUIKCHHC I€MAaTOKpHUTA.

COOGH.[GHI/IC 0 1O A03PEBACMBIX HCXKCIIATCIIbHBIX PCAKIIUAX

BaxHo coo0mare O TMOA03pPEBAEMBIX HEXKEIATEIbHBIX PEaKIUsIX TI0CIe PEerucTpanuu
JICKApCTBEHHOTO TIperapara ¢ Iesbl0 00ecreYeHnsT HEPEPhIBHOIO MOHUTOPUHTA COOTHOIIICHHS
«T0JIb3a — PHUCK» JICKAPCTBEHHOTO TMperapara. MemuImuHCKUM paOOTHHKAM PEKOMEH]TyeTCs
cooOmare 0 JIOOBIX TOJ03PEBAEMBIX HEKEIATENbHBIX PEAKIHAX JICKAPCTBEHHOTO IIperapara
4Cpe3 HAaUMOHAJIBHBIC CUCTCMBI COO6HI€HI/I$I 0 HCXKCJIATCIBbHBIX PCAKOUAX IOCYAapCTB — YICHOB
EBpa3uiickoro 5KOHOMHUYECKOTO COI03a.
Poccuiickas ®@eodepayus
®denepanpHas cayk0a o Haazopy B cdepe 3apaBooxpanenus (PoczapaBHuanzop)
109012, r. Mocksa, CnaBsitHCKast TUIOIIab, 1. 4, cTp. 1
Tenedon: +7 800 550-99-03
DnexkrponHas moura: pharm@roszdravnadzor.ru
CaiiT B mH(GOPMaIIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTn «HTepHeT»:
https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka
CUMIITOMBI: BpeMeHHasl oTeps CIyXa, TOIIHOTAa, PBOTA, AUapesl.

JleueHye: CUMIITOMaTHYECKOE.

5. ®APMAKOJIOT'MYECKHE CBOMCTBA
5.1. @apmakoguHAMHUYeCKHe CBOHCTBA
dapmakoTepaneBTHYECKasi TpyIa: aHTHOAKTEpHUATbHBIC Ipernaparhl CUCTEMHOTO JICHCTBUS;
MaKpPOJIHJIbI, JIMHKO3aAMHJIbI U CTPEIITOTPAMUHBI; MAKPOJIUIBI.
Kong ATX: JO1FA10

MexaHu3M JSHCTBUS U (baDMaKOHI/IHaMI/I‘IeCKI/Ie S(b(beKTbI

A3UTPOMUIIMH — OaKTEpHUOCTATMYECKUH aHTHOMOTHK IIMPOKOIO CHEKTpa JEWCTBUS U3 TPYIIIbI
MakpoauaoB-azanuaoB.  CsspiBasick ¢ 50S-cyObenuHuueil  puOOCOMBI,  YrHETaer
NEeNTUATPAHCIOKa3y Ha CTaAUM TPAHCIALMU U TOJABISET CHHTE3 Oenka, 3aMelsisi pocT U
pasMHOXeHHe OakTepuidl. B BBICOKMX KOHLEHTpalMAX OKa3bIBaeT OAKTEPULUIHOE JEHCTBHE.
OOnamaer axkTMBHOCTHIO B OTHOIICHHWH psiJla TPaMIIOJIOKUTENIbHBIX, TPaMOTPULATEIbHBIX,
aHadPOOHBIX, BHYTPUKIETOUHBIX U IPYTUX MUKPOOPTaHU3MOB.

Illxana  uyscmeumenvHocmu  MUKPOOP2AHU3MOE K asumpomuyuny  (Munumanvhas

uneudbupyrowas konyenmpayus (MUK), me/n):
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i "M%E'TEHEH':" T 0002)
MuKpoopranu3mbl
YyBcTBUTE/ILHbIE YcroiiyuBbie
Staphylococcus <1 >2
Streptococcus 4, B, C, G <0,25 >0,5
Streptococcus pneumoniae <0,25 >0,5
Haemophilus influenzae <0,12 >4
Moraxella catarrhalis <05 >0,5
Neisseria gonorrhoeae <0,25 >0,5

B bonvuuncmee ciyuaes wyscmseumenbhble MUKPOOPSAHU3MbL

1. I'pammnonokurtenbHbie a3poObl:  Staphylococcus aureus MeTHIMILIMH-YYBCTBUTEIbHBIN,

Streptococcus pneumoniae neHuIULTHH-9yBCTBUTEbHBIH, Streptococcus pyogenes.

2. I'pamorpumnarensubie adpober: Haemophilus influenzae, Haemophilus parainfluenzae,

Legionella pneumophila, Moraxella catarrhalis, Pasteurella multocida, Neisseria gonorrhoeae.
3. Anaspo0Osr: Clostridium perfringens, Fusobacterium spp., Prevotella spp., Porphyriomonas
spp.

4. Jpyrue wmmukpoopranusmel: Chlamydia trachomatis, Chlamydia pneumoniae, Chlamydia

psittaci, Mycoplasma pneumoniae, Mycoplasma hominis, Borrelia burgdorferi.

Muxpoopearnuzmel, cnocodHble pazeumb YCMOUYUEOCb K A3UMPOMUUUHY

['paMIioiokuTEeNIBbHBIC a9po0bl: StreptocoCcCcus pneumoniae meHUIUUTHH-yCTOHYUBBIH.

H3uauanvbno ycmouuusble MUKpOOpeanu3mbl

I'pamnonoxkuTenbHbie a3po0bl: Enterococcus faecalis, Staphylococci (MeTHIHMUIHH-YCTORYHBEIC

CTa(l)I/IJ'IOKOKKI/I IMPOABJIAOT OYEHb BBICOKYHO CTCIICHDb yCTOfI‘IPIBOCTPI K MaKpOJ'II/I,I[aM),
I'PaMIIOJIOKUTCIIBHBIC GaKTepHI/I, YCTOﬁqHBBIe K S5pUTPOMULIUHY.
Amnaspo6sr: Bacteroides fragilis

5.2. @apMaKOKHHeTHYeCKHe CBOicTBA

AOGcopOrus

Ilocne mpuema BHYTpb a3UTPOMHULIMH XOPOIIO BCAChIBae€TCS M OBICTPO pacmpeaessercs B
opranusMme. [locne ogHokparHoro mpuema 500 mr OuonoctynHocTs — 37 % (3dpdekt «mmeporo
MIPOXOXKJICHUS»), MakcuMalibHas koHueHTpauus (0,4 Mr/i) B KpoBH co3jaercs dyepe3 2—3 daca,
Kaxymuiics oO0beM pacnpenenenuss — 31,1 s/kr, cBs3biBaHue ¢ OenkaMu 0OpaTHO
MPONOPIMOHATIFHO KOHIIEHTPAIUH B KPOBH U cocTaBisieT 7—50 %.

Pacpenenenue

[Iponukaer wuyepe3 MemOpaHbl KiIeTOK (3pdexTuBeH mpu HMHQEKUUAX, BbI3BAaHHBIX

BHYTPUKJIETOYHBIMHU BO30YIUTEISIMH).
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Oakrepuii. JIETKO MPOXOIUT TUCTOreMaTHUECKUE Oapbephl U MOCTyNaeT B TKaHU. KoHueHTparus
B TKaHAX U KieTkax B 10—50 pa3 Bhwimie, ueM B miua3me, a B o4yare nHpeknun — Ha 24—34 %
0o0JIbIIIe, YeM B 3JIOPOBBIX TKaHSIX.

BI/IOTDaHCd)ODMaHI/Iﬂ W 3JIMMHUHAIUA

Y asurpoMHIMHA OYCHb JJIMHHBIA Tepuoj moiyBeiBeneHus — 35—50 wyacos. Ilepuon
MOJIYBBIBEICHUST W3 TKaHEW 3HAYUTENbHO Oombine. TepameBTHYeckas KOHICHTpAIUs
AQ3UTPOMUIIMHA COXpaHsETCs N0 S5S—7 IHeW mocie TMpueMa MOCIeqHEN M03bl. A3UTPOMUIIUH
BBIBOJIUTCS, B OCHOBHOM, B HenM3MeHHOM Buje — 50 % xumednukom, 6 % moukamu. B nedenun

ACMETHUIINPYETCA, TCPASA aKTUBHOCTD.

6. ®APMAIIEBTUYECKUE CBOMCTBA
6.1. IlepeuyeHb BCIOMOraTeJIbHBIX BElIECTB
Aopo mabnemxu
['unpomerno3sa (ruIpOKCUIPOTHIMETHIILIEIIIION03a)
Harpus naypuncynsdar
Kanbuus creapar
Hartpus creapundymapar
Harpus kpockapmemniosa
Kanbums docdar qy3amenieHHbIN AByXBOIHBIN (Kanblus ruapodocdara nuruapar)
IInenounas obonouxka mabremxu
lN'unpomernosa (rUAPOKCUIPOTHIMETHIILEIUIION03a)
Turtana auokcu (IByOKUCH THTaHA)
IMomucopbat-80 (TBHH-80)
Kpacurens nynnossiii «Ilonco 4R», E 124
6.2. HecoBMecTUMOCTH
He npumenumo.
6.3. CpoK roaHocTH (CPOK XpaHeHHs )
2 roja.
6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH NMPH XPAHEHUH
XpaHHUTh B CyXOM, 3alIMUIIEHHOM OT CBETa MECTe MpH TemrepaType He Boiie 25 °C.
6.5. XapakTep u coaepkaHue NePBUYHON YIAaKOBKH
3 Ta0neTku B KOHTYPHOW SYEHKOBOM YyMaKOBKE M3 IJICHKH MOJUBUHWIXJIOPUAHON M (OJIBIU
ATIOMUHHUEBOM.
1 KOHTYpHYIO SYEHKOBYIO YIAKOBKY C WHCTPYKIHEW MO MPUMEHEHUIO MOMEMIA0T B MAYKy U3
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KapToHa.

6.6. OcoOble Mepbl TPEAOCTOPOKHOCTH TPH  YHUYTOKEHHMH HCIOJIb30BAHHOIO
JIEKAPCTBEHHOI'0 Mpenapara WJIHM OTX0A0B, IOJYYeHHBIX IIOCIe TPHMEHEHHs
JIEKApPCTBEHHOI'0 Npenapara u pyrue MaHUIyJSINUHU C IpenapaTomM

Oco0ple TpeboBaHMS OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS
Poccniickas @enepanns
[TAO «buocunres»
[Tensenckas 00:1., . [lensa, yi. pyxOsl, cTp. 4
Tenedon: +7(8412) 57-72-49, 8-800-100-40-05
e-mail: Biosintez.Info@sunpharma.com
7.1. IlpeacraBuTe/ib Aep:KaTejsi PeruCTPAIHOHHOIO YA0CTOBEPEHUsI

TIperen3un moTpeOUTENEH ClIeaveT HAIPABIATE IO aJPECY:

Poccniickas @enepanns

I[TAO «buocuntes»

[Tensenckas o06:1., . [lensa, yn. JIpyxO0sr, cTp. 4
Tenedon: +7(8412) 57-72-49, 8-800-100-40-05

e-mail: Biosintez.Hotline@sunpharma.com

8. HOMEP PET'UCTPALIMOHHOI'O YAOCTOBEPEHMUSA

9. JATA NEPBUYHON PETMCTPAIIMU (IIOATBEPXIEHUS PETUCTPAILIUU,
IHHEPEPETUCTPALIMN)

Jlata repBoii perucTparuu:
10. JATA IEPECMOTPA TEKCTA
OOmast  xapakrtepucTuka JiekapcTBeHHoro mnpenapata Cymawxiug 1000 npocrynmHa Ha

I/IH(I)OpMaI_II/IOHHOM nopraje EBpaSHﬁCKOFO OKOHOMHYCCKOIro cCor3a B I/IH(I)OpMaLII/IOHHO'

KOMMYHHUKaIIMOHHOH cetn «HTepHeT» https://eec.eaeunion.org/
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