COOTBETCTBYET ZKCNEPTHOMY OTUETY

OBLIASI XAPAKTEPUCTHKA JIEKAPCTBEHIFOPO TIPEITAPATA 1014

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O ITPEITAPATA
XemomutuH, 500 Mr, TaOJIETKH, MOKPBITHIE TNIEHOYHOU 000T0YKOA.

2. KAYECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB

JelicTBytoliee BEIIECTBO: a3UTPOMHUIIUH.

Kaxnas Tabnerka, HOKphITas MIICHOYHOW 0007104KOH, coaepxHuT 500 Mr a3uTpoMHLIMHA (B BUJE
JTUTHAPATA).

[TonHbIi mepedeHs BCIIOMOTATENbHbBIX BEIIECTB MPUBEACH B pazjene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabyeTku, MOKPHITHIEC TNIEHOYHOU 000JI0UKOM

Kpyrnbie nBOSIKOBBIMYKIIbIE TAaOJETKH, MOKPHITHIE IICHOYHOH OOOJOYKOW CepoBaTO-roiy0oro
nBeta. Ha momepeunom paspese sipo 6eoro Wi mo4YTH OEIoro IBETa.

4. KIMHUYECKHUE JAHHBIE

4.1. IToka3aHus1 K NPUMEHEHHUIO

[Ipenapar XeMOMHUIIMH TTOKAa3aH K MPUMEHEHUIO y B3pOCIBIX U JETEl B BO3pacte OT 12 jer ¢

Maccoil Tena Oomee 45 Kr Ui Je4yeHHS WHQEKIMOHHO-BOCHAIUTENBHBIX 3a00JIeBaHUM,

BBI3BAaHHBIX YYBCTBUTEIBHBIMH K a3UTPOMUIIMHY MUKPOOPTaHU3MAMHU:

e pHEKINN BEPXHUX AbIXaTelnbHBIX MyTed U JIOP-opranoB ((papuHrUT/TOH3WIINT, CHHYCHT,
CpEIHUM OTHT);

e WH(EKIMH HWKHHUX JIBIXaTeNbHBIX MyTEH: OCTpbIii OpOHXUT, 000CTPEHHE XPOHUYECKOTO
OpOHXWTA, THEBMOHUS, B T. Y. BRI3BAHHBIC ATUITMYHBIMUA BO30Y IUTEISIMH,

e uyH(DEKINH KOXHU M MSITKHX TKaHEH (akHe BYJIbrapuC CpPEIHEW CTENEHH TSHKECTH, POKa,
UMIIETUTO, BTOPUYHO MH(PHUIIMPOBAHHBIE IEPMATO3bI);

e HavanmbHas crtaaus OosiesHu Jlaiima (Goppenwo3) — MuUrpupyomas sputema (erythema
migrans);

e uH(]EKIN MOYETIONOBEIX MyTe, BeI3BaHHble Chlamydia trachomatis (ypeTpuT, UEPBUIINT).

4.2. PexxuM 103MpOBaHNs U CNIOCO0 MPUMEHEHUs!

Pexxum n03upoBanus

Bspocnvie

Ilpu unghexyusx eepxnux u HudcHux owvixamenvHvlx nymeu, JIOP-opeanos, Koxcu u msaeKux
mkaneu: o 1 Tabnetke (500 mr) 1 pa3 B cyTku B TeueHue 3-x qHei (Kypcosas go3a 1,5 r).

Ilpu axne synveapuc cpeoueti cmenenu msaxcecmu: 1no 1 tabnerke (500 mr) 1 pa3 B CyTku B
TedeHue 3-x aHeH, 3ateM no 1 tabnetke (500 mr) 1 pa3 B Hexpento B TedeHue 9 Henenb (KypcoBast
nmo3a 6,0 T).

[lepByto exeHenenbHYI0 TaONETKy cielyeT MPHUHATh 4epe3 7 IHEH mocie mpueMa NepBOi
eXEeTHEBHOM TabseTku (8-0i NEHb OT Hayayia JIeYCHHs), TMOCIEAYIOIIHE 8 eXKeHeIeIbHbIX
TabJIETOK — C HHTEPBAJIOM B 7 JHEH.

Ilpu 6one3nu Jlaiima (navanvHas cmaous 6oppenuosa) — muepupyiowetl spumeme (erythema
migrans): 1 pa3 B cyTku B TeueHue 5 nueit: 1-it genp — 1,0 r (2 Tabnetku mo 500 mr), 3aTem co 2-
ro 1o 5-biit AeHb — 1o 1 tadbnerke (500 mr) (kypcoBas mo3a 3,0 1).

Ilpu ungexyusx mouenonosvix nymei, e6vizgannvix Chlamydia trachomatis (ypempum,
yepsuyum): HEOCIOKHEHHBIN ypeTpuT/1iepBULUT — 1 T (2 Tabnetku mo 500 Mr) OAHOKPATHO.
Ilponyck 0o3bi

B cnydae npomycka nmpuema oAHOM J103bl Mpernapara — MPOMYyUICHHYIO 03y ClelyeT MPUHATH
KaK MOHO paHbllIe, a IOCIEAYIOINE — C IEpEpPbIBAMHU B 24 4.

OcoOble rpynnsl NayueHToB

Tayuenmoi ¢ HapyweHuem hyHKyuu novex
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(CK®) 10-80 mu/mun koppekuus 10361 He Tpedyercs. [lannentam ¢ CK® <10 mi/muH npenapar
CJIElyeT IPUMEHSTh C OCTOPOKHOCTBIO.
Iayuenmel ¢ napywienuem @ynKyuu nevenu
[Ipy npuMeHeHuM y MalMEeHTOB ¢ HapylleHueM (YHKIMU NE€YEHHU JIETKOH U CpeqHel CTeneHH
TSKECTH KOPPEKLUs 1036l HE TpeOyeTcs.
Ilayuenmul nodsrcuno2o 6o3pacma
Koppekmuss 10361 He TpeOyercs. IIoCKONBKY MOXWIBIE JIOAW YK€ MOTYT HMETh TEKYIIHe
IPOApUTMOT€HHBIE COCTOSHHS, CIEeAyeT COOJM0JaTh OCTOPOXKHOCTh IpU  NPUMEHEHHH
AQ3UTPOMHULIMHA B CBSI3M C BBICOKMM DPHCKOM pa3BUTHs CEpIACYHBIX apUTMUN, B TOM YHUCIIE
APUTMHUHU TUIA KITUPYITY.

eTn
Pexxum nmoszupoBanus s AeTeit crapmie 12 met ¢ Maccoi Tena 6osee 45 Kr HE OTIMYAETCS OT
pexuMa J03UpOBaHUS IS B3pocibiX. [Ipemapar XemMoMMIMH B JaHHOM (opMme BBITyCKa He
CIeAyeT MPUMEHATH Yy JAETEH B BO3pacTe 10 12 JIeT UM ¢ Maccoil Tesia MeHbIIe 45 Kr B CBA3U C
HEBO3MOXKHOCTBIO 00€CTICUUTh PEKUM JI03UPOBAHHUA.
Crioco6 nmpuMeHeHus
BuyTps, He pa3:xeBbIBas, 10 KpaiiHEN Mepe, 3a 1 yac 10 miM uyepes 2 yaca nocie enpl, 1 pa3 B
CYTKH.

4.3. [IpoTuBONOKA3aHUS

- 'unepuyBCTBUTENBHOCTh K Aa3WTPOMHIIMHY, SPUTPOMHUILIMHY, IPYTUM MAKpPOJIHAAM HIIA
KETOJIMJIaM, WJTK K JTI0O00OMY U3 BCIIOMOTATENbHBIX BEILIECTB, IEPEUUCICHHBIX B pazene 6.1;

- HapyuieHue QpyHKIUM re4eHu Tsokenoit crenenu (kiace C no knaccudukanuu Yaitng-I1s10);

- JeTCKHMM Bo3pacT 0 12 yer ¢ Maccoil Tenma MeHee 45 Kr (s JaHHOW JIEKapCTBEHHOM
hopms);

- OJHOBPEMEHHBIN MPUEM C IPrOTAMUHOM, TUTHIPOIPTOTAMUHOM.

4.4. OcoOble yKa3aHUs U MepPbI NPETOCTOPOKHOCTH NPH MPUMEHEHUH

Tak ke, KaKk Mpu MPUMEHEHUH JPUTPOMUIIMHA U JPYTUX MAKPOIUIOB, COOOIIATOCh O PEIKHX
CIy4asiX CEpbEe3HbIX aJUIEPIrMUECKUX peakiuii, BKJIOYash aHTMOHEBPOTUYECKUN OTEeK U
aHa(uIaKCHIoO (B PEIKUX CIIydasX C JIETAIbHBIM UCXO0M), KOXKHBIX peaKlui, BKIOYas OCTPBINA
TreHepaJIn30BaHHbIA IK3aHTEMATO3HbIA MycTyJie3, cuHApoM CTuBeHca-/[KOHCOHA, TOKCUYECKUI
AMUAECPMAIBHBIN HEKPOJIU3 (B PEIKUX CIIydasX C JIETAIbHBIM HCXOJ0M), JEKAPCTBEHHYIO CBIIb C
so3uHOmMerd W cucreMHbiMU TiposiBieHUsIMA (DRESS-cunapom). Hekoropele u3 Takmx
peaKIuii, pa3BUBIIMXCA NpPU NPUMEHEHHWU Aa3UTPOMHUIIMHA, NPUOOpETanyu peluIUBHPYIOIIEe
TE€YEeHHE U TpeOOoBaU MPOAOKUTEIHHOTO JIeUeHUSI U HAOIIOACHHUS.

IIpy pa3BuTUM aQUIEPIMYECKOM peakluu Ipenapar cleqyeT OTMEHWTb M Hadarb
COOTBeTCTBYyIOIIEEe jeueHue. Ciaenyer UMeTh B BHJy, YTO IOCJI€ OTMEHBI CUMITOMAaTHYECKON
Tepanuu BO3MOKHO BO30OHOBJICHHE CUMIITOMOB AJIEPTUIECKON PEAKITUH.

ABUTpPOMMIIMH CJEAyeT NPUHUMATh, MO KpalHEll Mepe, 3a OJMH Yac 10 WIM 4epe3 JBa Jaca
[I0CJIE TIPUEMa aHTALMIHBIX IIPENapaToB.

ABUTPOMHIIMH CIIETyEeT MPUMEHSITh C OCTOPOKHOCTBHIO Y TAIIMEHTOB ¢ HAPYIICHUSIMU (DYHKITHH
IICYCHU HGFKOﬁ 148 CpG,Z[HGfI CTCIICHU TAXKCECTHU HN3-3a BO3MOKHOCTHU paSBI/ITI/IH Q)yHBMI/IHaHTHOI‘O
TrenaTuTa ¥ TSHKEJION ITIeYeHOYHOM HEJIOCTaTOYHOCTH.

[Ipy HaiMYMKM CHUMNTOMOB HapylleHHs (YHKIMU TEYEHH, TaKMX Kak ObICTpO HapacTaromias
aCTeHUs, IKEJITyXa, IOTEMHEHHE MOYHM, CKJIOHHOCTh K KpPOBOTEYCHHSM, TICYCHOYHAs
sHIeaTONaTHs, TEPaNUi0 MpermapaToM CIEeAyeT NPEeKPaTUTh € IPOBECTH HCCIEIOBAHUE
(YHKIIMOHATILHOTO COCTOSIHHS TICUCHH.



COOTBETCTEYET i:-i'_l‘i' CMNEPTHOMY OTYETY

ot 16.04.2024 N= 7534
[Ipu HapymeHusx (QyHKIWUA MOYEK: Y MAIUEHTOB C Cfd&i-'mjg(ﬂiéﬁrmﬁﬁ%ﬁbek&ﬁa'néii HE

TpeOyercs, y mnanueHToB ¢ CK®<10 wmu/MuH HaOMIOIANOCh YBEITUYCHHE CUCTEMHOTO
Bo3zencTBUs  asutpomuumHa Ha 33%. Tepamnuro mnpemaparoM cieayeT MPOBOJIUTH €
OCTOPOKHOCTBIO MO/ KOHTPOJIEM COCTOSHUS (DYHKITUHU TIOYEK.

Kak u 1npu npuMEeHEHHH JApPYrHX AaHTUOAKTEPHAJIbHBIX MpPENnaparoB, IMpPHU Tepanuu
AQ3UTPOMHULIMHOM CJIEYyET PEryJsipHO 00ciea0BaTh MalMEHTOB HA HAJIMYME HEBOCHPUUMYHUBBIX
MHUKPOOPTaHU3MOB U IPU3HAKU PA3BUTHUS CYNEpUH(EKINI, B TOM YHCIIe TPUOKOBBIX.

[Ipenapat He crneayeT NpUMEHATH OoJiee JJIMTENbHBIMU KypcaMu, YeM YKa3aHO B MHCTPYKIIHH,
TaK Kak (papMaKOKHHETHYECKHNE CBONCTBA a3UTPOMMUIIMHA MTO3BOJISIOT PEKOMEHIOBATh KOPOTKHIA
Y MIPOCTOM PEXUM JO3UPOBAHMUSI.

Her nmaHHBIX O BO3MOXKHOM B3aHMMOJCHCTBUM MEXAY a3UTPOMUIMHOM M HPOHU3BOJHBIMHU
SproTaMMHa M JAWTHIPOIPrOTAMHMHA, HO U3-32 Pa3BUTHS HProTU3Ma IPH OJHOBPEMEHHOM
NPUMEHEHUH MAaKpOJHIOB C NPOM3BOAHBIMH J3ProTaMHMHAa M IUTHAPOIPrOTAMUHA JaHHAs
KOMOWHAIMS TPOTHBOIIOKA3aHA.

[Ipu muMTeNnbHOM MpUEME a3UTPOMHULIMHA BO3MOKHO Pa3BUTHE IMCEBAOMEMOPAHO3HOTO KOJINTA,
BeI3BaHHOTO Clostridium difficile, xak B BUIE JETKOW IUapeu, TaK W TsoKeIoro konuta. [lpu
pPa3BUTHH aHTUOMOTHUK-aCCOIMMPOBAHHON nuapen Ha (OHE MpueMa Ipernapara, a TakkKe depes
2 Mecsilla  TMOCJIe  OKOHYAaHWS  TEpaluu  CIIEAyeT  HCKIIOYUTh  KJIOCTPHAWATBHBIN
IICeBIOMEMOpaHO3HbI  KonuT. [lpuMeHeHHMe TmpenaparoB, TOPMO3SMIMX MEPUCTAIBTHKY
KHIICYHHKA, TPH Pa3BUTHUHU TICEBIOMEMOPAHO3HOTO KOJIMTA IPOTHBOIIOKA3aHO.

[Ipu nedeHunm MaxkpodMAaMd, B TOM YHCJIE a3UTPOMULIMHOM, HAOIIONANOCh YJJIMHEHUE
cepieuHor pernonspusaimu u uHTepBasa QT, TOBBIAIOIMIMX PUCK PA3BUTHUS CEPACUYHBIX
apUTMHUI, B TOM YHCJIE QpUTMUU THIIA KITUPYIT», KOTOPbIE MOTYT IIPUBECTH K OCTAHOBKE CEP/ALIA.
Crnenyer coOm0IaTh OCTOPOXKHOCTH TPU MPUMEHEHUH IMpernapara y MalUeHTOB C HaJM4ueM
MIPOAPUTMOTCHHBIX (PaKTOPOB (OCOOEHHO Y TOKUJIBIX MAIMEHTOB), B TOM YHCJIE C BPOKICHHBIM
WIH TPUOOPETeHHBIM yanuHeHueM wuHTepBana QT: y mMalnuMeHToB, NPUHUMAIOIINX
aHTHAPUTMUYECKHE TMpemnapaThl kimaccoB [A (xunuauH, npokamHamun), Il (modermmma,
aMHOJAPOH U COTaJoN), IHU3anpui, TepdeHaanH, aHTHIICUXOTHYECKUE TMpenaparsl (MUMO3UT),
aHTUJENpeccanThl (IuTanonpam), (GTopxuHOIOHB (MOKCH(IIOKCAIMH W JI€BO(MIOKCAIUH), Y
NAllMeHTOB C HApPYUICHUSMH BOJHO-JIEKTPOJIMTHOro OamaHca, OCOOGHHO B  cilyd4ae
TUIMOKAIMEMUU WM TUIIOMarHMEMUH, C KIMHUYECKH 3HAUYMMOM Opagukapauen, apuTMuein
cepaua, Uiy TKEJION CepAeYHOM HEJOCTaTOYHOCTBIO.

Buezannas cepoeuno-cocyoucmas cmepmo

HekoTtopsie HaOmroAaTeNIbHBIC HWCCIIENOBAHMS IMOKAa3ajdd TPUMEPHO JIBYKPATHOE YBEIHYCHUE
KpPaTKOCPOYHOI'O MOTEHIMAIBLHOTO PUCKA BHE3AMHOM CEp/IEYHO-COCYAUCTON CMEPTH Y B3POCIIbIX,
MOJIyYaBIIUX JICUCHHWE Aa3UTPOMHUIIMHOM, 1O CPAaBHEHUIO C JPYTUMH aHTHOAKTEPHATBHBIMU
npenapaTaMH, BKJIFOYass aMOKCHUIINUJIJIMH. BBI.HO OTMCUYCHO, YTO I3TOT HOTCHHH&HBHBIﬁ pI/ICK GBIJI
BBHINIC B TEUEHUE MEPBBIX 5 MTHEHW MPUMEHEHUs a3uTpOMHUIIMHA. JlaHHBIE STUX HAOJI01aTeIbHBIX
I/ICCHGI[OBaHI/II\/'I HEOOCTATOYHBI OJIA yCTaHOBHeHI/I}I NN UCKIIFOUCHUS HpH‘-IHHHO-CJIG,Z[CTBGHHOfI
CBS3W MEXIY BHE3AIHON CEepJIeYHO-COCYIUCTON CMEPThI0O W TMPUMEHEHHUEM a3uTPOMHUIIMHA.
[lepen HazHaueHHEeM a3UTPOMUIIMHA MALMEHTaM, B aHAMHE3€ KOTOPBIX €CTh YKa3aHWE Ha PUCK
ymmHaeHus naTepBaia QT, neooxoaumo nposenenue JKI.

[IpumeHeHre a3uTPOMUIIMHA MOXKET CIPOBOLIMPOBATH PA3BUTHE MHUACTEHHMYECKOIO CHHJIpPOMaA
WM BBI3BATh 00OCTPEHNE MHUACTCHUU.

Hepezl HAa3HAYCHUCM a3UTpOMUIIMHA BCEM MAUCHTAM, IPUHUMAIOIINUM THAPOKCUXITIOPOXHUH UJIA

3
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MOTEHIIMATHHO MOBHIIIEHHOTO PHCKA CEPIEYHO-COCYAUCTHIX COOBITUN U CEepACYHO-COCYIUCTON
cMepTHOCTH (cM. pazaen 4.5.).

4.5. B3aumopaeiicTBHMe ¢ [PYrMMH JIEKAPCTBEHHbIMH MNpenapaTtaMM W JApyrue BHAbI
B3aUMOJAeHCTBUSA

Aumayuousie npenapamol

AHTanuAHBIE TpenapaTtbl HEe BIUSIOT HAa OWOJOCTYIMHOCTh a3UTPOMHIIMHA, HO YMEHBIIAIOT
MaKCHUMaJIbHYI0 KOHIIEHTpauuio B KpoBu Ha 30%, mo3ToMy mpenapar cieayeT NpUHUMATh, 10
KpaliHeil Mepe, 3a OIMH Yac J0 WK Yepe3 JiBa yaca Mociie MprueMa 3TUX MPernapaToB U €bl.
Llemupusun

OnHOBpeMEHHOE MPUMEHEHHE B T€UCHHE 5 JHEH y 3A0pOBBIX JOOPOBOJIBLEB a3UTPOMUIIMHA C
nerupusuHoM (20 Mr) He TmpuBeno K (GapMaKOKMHETHYECKOMY B3aMMOJICHCTBHIO U
CYyIlIECTBEHHOMY M3MeHeHuIo nureppana QT.

Jluoano3zun (Oude30KCUUHO3UH)

OpnnoBpemenHoe mpumenenne asurpomwunmnHa (1200 mr/cyt) m mumanosmHa (400 mr/cyT) y
6 BUY-uHpUIMpoBaHHBIX MAIMEHTOB HE BBIIBUJIO H3MEHEHHNH (PapMaKOKWHETHUYECKHUX
MoKa3arenei TUAaHO3WHA TI0 CPABHEHHIO C TPYIINON aredo.

Jlueoxcun u xoaxuyun (cyocmpamel P-enuxonpomeuna)

OnHOBpEeMEHHOE TPUMEHEHHE MAaKpPOJHUIHBIX aHTHOMOTUKOB, B TOM YHCIE a3UTPOMHIIMHA, C
cyOcTparamu P-rmukonpoTenHa, TAKUMU KaK JAUTOKCHH U KOJXWLUH, MPUBOAUT K MOBBIIIEHUIO
KOHI[EHTpaluu cyOcTpara P-rimkonporenHa B CHIBOPOTKE KpoBH. Takum oOpa3zom, mpu
OIHOBPEMEHHOM TNPHUMEHEHUU a3UTPOMHUIMHA M JUTOKCMHA HEOOXOIHMMO YYHUTHIBATh
BO3MO>KHOCTH MTOBBIIICHUS] KOHIIEHTPALIMKU IUTOKCUHA B CHIBOPOTKE KPOBH.

3uoosyoun

OpnHOBpeMEHHOE IPUMEHEHNE a3UTpoMULIMHA (oaHOpa3oBblid pueM 1000 Mr 1 MHOTOKpaTHBIN
npueM 1200 mr unmu 600 MT) oKa3bIBae€T HE3HAYUTEIIPHOE BIMSHUE Ha (PapMaKOKHHETHKY, B TOM
YHClie BBIBEICHWE TOYKaMH, 3UAOBYAWHA WIH €ro TIIOKYpOHUIHOro MeTabommrta. OmHAKO
NPUMEHEHHE a3UTPOMHULIMHA BBI3bIBAJIO YBEJIMYEHHE KOHIEHTpauuu G(HocPopruInpoBaHHOTO
3UIOBY/IMHA, KIIMHUYECKH aKTHBHOTO MeTaboJiuTa B MOHOHYKJeapax nepudepudeckoil KPOBH.
Knunnueckoe 3HayeHue 3Toro paxkra HESICHO.

AzuTpoMuIIMH cinabo B3aMMOJAEHCTBYeT ¢ u3odepMmeHTamu cucTteMbl 1uroxpoma P450. He
BBISIBJICHO, YTO Aa3UTPOMUIIMH y4YyacTBYyeT B (PapMaKOKMHETUYECKUX B3aUMOACHCTBHSIX
AQHAIOTMYHBIX SPUTPOMUIIUHY U APYTUM MAKpOJIUAaM. ASUTPOMHUIIMH HE SBISETCSI HHTHOUTOPOM
U UHIYKTOpOM H30(epMeHTOB 1uToxpoma P450.

Ankanoudwsi cnopuviHvu

YuutbiBas TEOPETHUECKYI0 BO3MOXXHOCTh BO3HHKHOBEHHSI 3ProTH3Ma, OIHOBPEMEHHOE
NPUMEHEHHUE a3UTPOMUIIMHA C MPOU3BOMHBIMH aJKaJIOUOB CIIOPHIHBU MPOTHBOIMOKA3aHO (CM.
pasznensi 4.3 u 4.4).

beutn  mpoBeneHnl  (papMaKOKMHETHYECKUE HCCIICOBAHMS OJHOBPEMEHHOTO MPUMEHCHHUS
AQ3UTPOMHULIMHA UM TPernapaToB, METab0IN3M KOTOPBIX MPOUCXOIAUT C y4acTHeM H30(epMEHTOB
cucreMsbl uToxpoma P450.

Amopeacmamun

OpnnoBpemeHHOe mpuMeHeHue atopBacTatuHa (10 mr exxemHeBHO) U azuTpomuimHa (500 mr
€XKEJIHEBHO) HE BBI3bIBAJIO WM3MEHEHMsI KOHIICHTpAlMil aTopBacTaTHMHa B IJa3Me KpoBU (Ha
ocHoBe aHanmu3a uHruOupoBanus I'MK-KoA-pemykrasel). OgHako, B HOCTPErHCTPALMOHHOM
nepuoje ObUIM MOJIyYEHBl OTIENIbHBIE COOOIIEHUS O clydasx pabJaoMHUONIM3a Yy MAlUEHTOB,
MOJIyYalOLUX OJJHOBPEMEHHO a3UTPOMHUIIMH U CTATHHBI.

Kapbamaszenun

B (apmMakoKHHETHYECKHUX HCCIIEIOBAHUSAX C yYaCTHEM 3IOPOBBIX JOOPOBOJIBIIEB HE BBISBICHO
CYILLIECTBEHHOTO BIIMSHHUS Ha KOHIICHTpAIMIO KapOamas3emnuHa U ero akTHBHOro MeTabonuTta B
1J1a3Me KpOBU Yy MAIIMEHTOB, MOMYyYaBIIUX OJJHOBPEMEHHO a3UTPOMUIIMH.


http://www.lsgeotar.ru/pharma_mnn/849.html?XFrom=www.lsgeotar.ru
http://www.lsgeotar.ru/pharma_mnn/38.html?XFrom=www.lsgeotar.ru
http://www.lsgeotar.ru/pharma_mnn/38.html?XFrom=www.lsgeotar.ru
http://www.lsgeotar.ru/pharma_mnn/38.html?XFrom=www.lsgeotar.ru
http://www.lsgeotar.ru/pharma_mnn/38.html?XFrom=www.lsgeotar.ru
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Lumemuoun (MOCNEOQQBATENBEHOCTE 0014)

B ¢dapMakokMHETHYECKUX HCCIECNOBAHUSX BIUSHUS PAa30BOM  JO3bI IMMETHIMHA Ha
(apMaKOKMHETHKY a3UTPOMHUIIMHA HE BBIIBICHO U3MEHEHHM (hapMaKOKMHETHKH a3UTPOMHUIIMHA,
IPH YCIIOBUY MPUMEHEHUS IUMETH/IMHA 32 2 Yaca 10 a3UTPOMHUIIMHA.

Anmukoazynisaumol HenpsAMOo20 Oelicmsusi (NPou3800Hble KyMAapuHa)

B dapMakoKMHETHUECKUX WCCICOBAHUSIX A3WUTPOMUIIMH HE BIMSI HA AHTHKOATYJISTHTHBINA
3 dexT omHOKpaTHOW 103kl 15 Mr BapdapwHa, TPUHUMAEMOTO 30POBBIMH JOOPOBOJIBIIAMH.
Coo0manoch O MOTEHIUPOBAHUM AHTHUKOATYJISIHTHOTO 3(ddexra mociae OIHOBPEMEHHOTO
NPUMEHEHHUS a3UTPOMHULIMHA M AaHTUKOATYJSIHTOB HENpPSIMOro JAeicTBUs (IPOU3BOIHBIC
KymapuHa). HecMoTpss Ha TO, 4TO TMpPUYMHHAS CBSI3b HE YCTAHOBJICHA, CIIEIyeT YYUTHIBATH
HEOOXOJUMOCTh TPOBENEHUS YacTOr0 MOHUTOPUHTA MPOTPOMOMHOBOTO BPEMEHU MpHU
MPUMEHEHUN a3UTPOMUIIMHA Y TAIMEHTOB, KOTOPBIC MOMYYal0T MEePOPATbHBIE aHTUKOATYIISTHTHI
HEMPSIMOTO JACHCTBUA (TPOU3BOAHBIC KyMapyHAa).

LHuxnocnopun

B ¢dapmakoknHEeTHYECKOM HCCIIEIOBAaHUHM C y4acTHEM 370POBBIX JTOOPOBOJIBIEB, KOTOPHIE B
TedeHUWe 3 JHeW mnpuHuManuM BHYTpb asuTpomuuuH (500 Mr/cyT OJHOKpaTHO), a 3aTeM
nukiocnopud (10 MI/Kr/cyT OgHOKpaTHO), OBUIO BBISBICHO JOCTOBEPHOE TIOBBIIICHUE
MaKCUMaJIbHOM KOHIEHTpanmuu B Iuta3Me kpoBu (Cmax) uW 1Uiomagu TMoj KpUBOU
«xoHneHtpanusa-spems» (AUCo.s) nuxmocnopura. CriemyeT coOitonaTh OCTOPOXHOCTH TPH
OJTHOBPEMEHHOM TMPUMEHEHUH 3TUX IpernapaToB. B ciayyae HEOOXOIUMOCTH OTHOBPEMEHHOTO
OPUMEHEHHUS OSTHUX [pernapaToB, HEOOXOAMMO MPOBOJUTH MOHHUTOPUHT KOHLEHTpPaLUU
[IUKIIOCTIOPUHA B TUTa3ME KPOBU U COOTBETCTBEHHO KOPPEKTUPOBATH J03Y.

Dpasupens

OpHoBpeMeHHOE mNpuMeHeHue aszutpomunmHa (600 wmr/cyT omHOKpaTHO) W 3(aBuUpeH3a
(400 Mr/cyT) eKeTHEBHO B TCUCHHE /7 THEW HE BBI3BIBAJIO KAKOTO-JIMOO KIMHUYECKH 3HAYUMOTO
(hapMaKOKMHETHYECKOTO B3aUMO/ICHCTBUSI.

Dnykonason

OpnoBpemMeHHOe mpuMeHeHHe aszutpomuiiiHa (1200 Mr OJHOKpaTHO) HE  MEHSJIO
dbapmakokuHeTuKy Giaykonaszomna (800 mr omHokpatHo). OOmas SKCMO3UIUS W TEPHOJ
MONTyBBIBEJICHUSI  A3UTPOMHUIIMHA HE M3MEHSUIUCh TPH  OJHOBPEMEHHOM MPHUMEHEHUU
¢i1ykoHa3o01a, OJHAKO IPU 3TOM Habmoaanu cHmwkeHnne Cmax asutpomuiuHa (Ha 18%), uro He
UMEJIO KJIMHIUYECKOTO 3HAYCHHSI.

Hnounasup

OnnoBpemeHHoe mnpuMeHeHue aszutpomunuHa (1200 Mr OAHOKpPATHO) HE  BBI3BIBAJIO
CTaTHUCTUYECKU JJOCTOBEPHOI'O BIUSHUSA Ha (papmakoknHeTUKy uHAnHaBHpa (o 800 Mr Tpu pasza
B CYTKH B TEUEHHE 5 THEN).

Memunnpeoruszonou

ABWTpOMHIIMH  HE  OKa3blBaeT  CYIIECTBEHHOI'O  BIHUSHHUA HAa  (apMaKOKHHETHKY
METHJINPETHU30JI0HA.

Hengunasup

OnnoBpemenHoe nmpumeHeHnre azutpomunuHa (1200 mr) u HendunaBupa (o 750 mr 3 pasa B
JICHb) BBI3BIBACT MOBBIIICHUE PABHOBECHBIX KOHIICHTPAIIUN a3UTPOMUIIMHA B CHIBOPOTKE KPOBH.
Knuanueckn 3Ha4MMBIX TOO0YHBIX 3(P(EKTOB HE HAOMIOMAI0Ch M KOPPEKIUU O3B
AQ3UTPOMHUIIMHA TIPU €r0 OJJHOBPEMEHHOM IMPUMEHEHUH C HEIPUHABUPOM HE TpeOyeTCsl.
Pughabymun

OpnHOBpeMEHHOE TMPUMEHEHHE a3uTpOMUIMHA U pudadyTHHA HE BIUSET HA KOHIEHTPAIUIO
Ka)KI0Tr0 U3 MPEnapaToB B CHIBOPOTKE KpoBH. [Ipu o JHOBpeMEHHOM MPUMEHEHUH a3UTPOMUIIMHA
u pudabyrtuHa uHOrza Habmromanmach HeWTpomeHus. HecMoTps Ha TO, YTO HEUTPONECHHS
accolMUpoBajiach € MpUMEHeHHeM pudabyTuHa, NPUUYNHHO-CIEICTBEHHAs CBA3b MEXAY
MPUMEHEHHEM KOMOWHAIIUY a3UTPOMUIIMHA U pr(adyTHHA U HEUTPOIIEHNEH HE YCTaHOBIICHA.
Cunoenaghun

[Ipn mnpuMeHEeHWUH Y 3IOPOBBIX JOOPOBOJIBLIEB HE TIONYYEHO [IOKA3aTENbCTB BIIUSHUS
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asutpomuiiHa (500 Mr/cyT exeaHeBHO B TeueHue 3 I[HQEII)'II:I:EJEGE %“5555?%‘;14_@&%& b

€ro OCHOBHOTO ITUPKYJIMPYIOLIET0 METa0OIUTA.

Tepgenaoun

B (dapmakokrHETHUECKUX HCCIIEAOBAHUAX HE ObUIO MOJIyYEHO J0Ka3aTeNbCTB B3aUMOJICHCTBHSA
MEXIy a3uTpOMUIMHOM U TepdeHaanHoM. CooOlanock O €IUHUYHBIX Clydasx, Kornaa
BO3MOXXHOCTh TaKOTO B3aUMOJICHCTBUS HENb3s OBbUIO MCKIIIOYUTH MOJHOCTBIO, OJHAKO HE OBLIO
HU OJTHOTO KOHKPETHOTO JTOKa3aTeNbCTBAa, YTO TAKOE B3aUMOJICHCTBUE UMENIO MECTO.

Bbuto ycTaHoBIIEHO, YTO OJHOBPEMEHHOE NpPUMEHEHUE Tep(eHaIrMHa U MaKpPOJIUIOB MOXKET
BbI3BATh APUTMUIO U yIJIMHEHUE nHTepBaia QT.

Teogunnun

He BbIsIBIIEHO B3auMOIEHCTBHE MEXTY a3UTPOMHUIIMHOM U TE€O(UIINHOM.
Tpuazonam/muoazonam

3HAYUTENbHBIX H3MEHEHUH (apMaKOKMHETHYECKUX TIOKa3aTeslied TpU  OJHOBPEMEHHOM
IPUMEHEHUN a3UTPOMMIIMHA C TPHA30JaMOM WJIM MMJA30J1aMOM B TEPAlleBTUYECKUX J03aX HE
BBISIBJICHO.

Tpumemonpum/cynoghamemorcason

OpHoBpeMEHHOE TNpPUMEHEHUE TpUMETOoNpUMa/cyibhaMeToKca3ola € a3UTPOMULIMHOM He
BBISIBUJIO CYIIECTBEHHOrO BIMAHUSA Ha Cmax, OOLIyI0 SKCHO3HMIHMIO WM 3KCKPEHUIO MOYKaMU
TPUMETONpUMa WU Cyib(hameTokcazona. KoHIIEHTpaluu a3uTpOMHUILIMHA B CHIBOPOTKE KPOBU
COOTBETCTBOBAJIN BBISIBIISIEMBIM B IPYTUX UCCIIEI0BAHUSAX.

Coemecmmoe npumenerue ¢ 2UOPOKCUXIOPOXUHOM U XTOPOXUHOM

JlanHple HAONMIOJCHMH MOKAa3ald, YTO COBMECTHOE IPUMEHEHHE Aa3UTPOMULMHA C
TUAPOKCUXIIOPOXUHOM Y TMAlUEHTOB C PEBMATOHIHBIM apTPUTOM CBS3aHO C MOBBIIIEHHBIM
PUCKOM  CEpJCYHO-COCYIUCTBIX COOBITMH U  CEepAEeYHO-COCYIUCTOH cMepTHOocTU. M3-3a
BO3MO)XHOTO AQHAJIOTMYHOTO PHUCKAa NpU MPUMEHEHUH IPYTHX MAaKpoOJHIOB B COYETAaHUH C
TUAPOKCUXJIOPOXUHOM WIIM XJIOPOXHUHOM CJIEAYET TIATEIBHO B3BECUTh COOTHOIIEHUE IOJIb3BI U
pUCKa, TpeXkIe YeM Ha3HauaTh a3UTPOMUILMH JIOOBIM MalMeHTaM, [PUHUMAIOUIIM
TUAPOKCUXIJIOPOXUH WIN XJIOPOXHUH.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JAKTALMS

bepemeHHOCTD

[Ipumenenrne npu OEPEeMEHHOCTH BO3MOXKHO TOJBKO B TEX CIIydasx, KOTJa MperojaraeMas
MOJIh3a ISl MaTePH MPEBBINIACT MOTEHITUATBHBIN PUCK IS TIJI0/1A.

JlakTanms

[Tpu HE0OXOAMMOCTH MPUMEHEHHUS B TIEPHO/] TPYTHOTO BCKapPMIIMBAHUS CIEAYET PEIIUTh BOIIPOC
0 MPEKPAIICHUU TPYIHOTO BCKAPMIINBAHUS.

4.7. Bausinue Ha CIOCOOHOCTDH YNPABJIATH TPAHCIIOPTHBIMH CPeICTBAMHU, MEXaHU3MAMH
B cBs3M ¢ BO3MOXHBIM Pa3BUTHEM Ha (DOHE JICUEHUS HEKENATENIbHBIX PEAKLUH CO CTOPOHBI
[EHTPaJIbHOW HEPBHOM CHUCTEMBI M OpTraHa 3peHHsI, HEOOXOIMMO COOII0IaTh OCTOPOKHOCTD MPH
YIPAaBIECHUU TPAHCIOPTHBIMM CPEICTBAMU W BBIIIOJHEHUU JPYIMX BHIOB JEATENBHOCTH,
TpeOYIOUMX NOBBIIIEHHON KOHIEHTPAIIMY BHUMAaHUS U ObICTPOTHI ICHXOMOTOPHBIX PEaKIuii.

4.8. He:xkesnaTesibHbIE peaKIUU

Pe3rome HexenaTenbHbIX PEAKIUN

UacTtoTa HEXETATENbHBIX PEAKIUi KIacCH(PUIMPOBAHA B COOTBETCTBHUU C PEKOMEHIAIMSIMHU
BcemupHol opraHuzanuu 31paBooXpaHeHus: o4eHb yacTo (>1/10), wacto (>1/100, Ho <1/10),
Heuacto (=1/1 000, Ho <1/100), penxo (=1/10 000, mHo <1/1 000), ouens peaxo (<1/10 000),
4acTOTa HEM3BECTHA (Ha OCHOBAHUHW MMEIOIIUXCS TaHHBIX OIICHUTH HEBO3MOIKHO).

Hugpexyuu u unsazuu

HeuacTo — kaHA#103, B TOM YHCIIE CIIM3UCTONW OOOJIOUKH TOJIOCTH PTa, BarHHAIbHAsT WHQEKIHS,
HEBMOHUS, (ApUHTUT, TaCTPOIHTEPHUT, PECHUPATOPHBIC 3a00JE€BaHUS, PUHUT, TPUOKOBAS
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Hapywenua co cmoponvl Kposu u aum@pamuueckou cucmemvl. HEYACTO — JIEHKONEHHUs,
HEUTpOIeH!sl, 503MHOPMIINS; OYEHb PEJKO — TPOMOOLUTONICHHSI, TEMOJIUTHYECKAsT aHEMHUSL.
Hapywenus co cmopomnbt uMMyHHOU cucmembl; HEYACTO — AHTMOHEBPOTUUECKUM OTEK, PEAaKIIMs
TUIIEPYyBCTBUTENBHOCTH; YaCTOTA HEU3BECTHA — aHA(DUIAKTHUECKAs pEaKIHsl.

Hapywenusa memaboauzma u numanus: He4acTO — aHOPEKCHUSL.

Hapywenusi co cmopoubl HEpeHOU cucmemvl. YacTO — TOJOBHas O0lb;, HEYacTo —
TOJIOBOKPY)KEHHUE, HapyIlIeHHE BKYCOBBIX OLIYIICHUH, MapecTe3uH, COHIUBOCTh, OECCOHHUIIA,
HEPBO3HOCTB; PEIKO — @XHUTALMs, 4YaCTOTa HEU3BECTHA — TMIIECTE3Ms], TPEBOTra, arpeccus,
00OMOpOK, CYJOpPOTH, IICUXOMOTOpHAasi THUIEPAaKTUBHOCTH, IOTEpPs OOOHSHHS, H3BpaICHHUE
0OOHSHUS, MTOTEPS] BKYCOBBIX OILYIEHHH, MUAaCTEHUs, Opell, FaJUTIOLIUHALUH.

Hapywenus co cmoponvl opeana 3peHus: He4acTo — HApyLICHUE 3PEHUSL.

Hapywenus co cmoponbl opeana ciyxa u 1abupunma. He4acTo — pacCTPOICTBO CllyXa, BEPTHUIO;
YacTOTa HEM3BECTHA — HAPYIICHHUE CIIyXa, B TOM YHCIIE TIIyX0Ta W/WIK IIyM B yIlIaX.

Hapywenus co cmoponsl cepoya: HEYacToO — OIIyIIEHUE cepAeOneH s, 4acToTa HEU3BECTHA —
yBenuueHnue uHrepsana QT Ha anexkTpokapAuorpaMMe, apUTMHUS THUIIA KITUPYIT», )KETYI0UKOBas
TaxXMKapIus, BHE3AITHAs CEPACYHO-COCYIUCTast CMEPTb.

Hapywenus co cmoponuvl cocy0og: HEHacTO — «IPUIUBBDY KPOBU K JIMIY; YaCTOTa HEM3BECTHA —
MOHMKEHUE apTEPHAIILHOTO JABJICHMUS.

Hapywenus co cmoponbl OblXamenbHOU cucmembl 0p2aHo8 2pyOHOU KIemKU U CPeOOCmeHUs.:
HEYacTO — OJBIIIKA, HOCOBOE KPOBOTCUEHHUE.

Kenyoouno-kuweynvle Hapyuienus: O4€Hb 4acTO — JHapes; 4acTo — TOIIHOTA, PBOTa, OOJIb B
KHMBOTE; HEYACTO — METEOPU3M, AUCHENCHA, 3arop, racTpuT, Aucharus, B3AyTHE MKHUBOTA,
CYXOCTh CIIM3UCTON 00OJIOUKHU IMOJIOCTH PTa, OTPBDKKA, A3BBI CIM3UCTON 000IOUKH MOJIOCTH PTa,
MOBBIICHUE CEKPELIUU CIIIOHHBIX XKeEJIe3; OYCHb PEIKO — U3MEHEHHE [IBETA SA3bIKA, TAHKPECATHT.
Hapywenus co cmoponvl neuenu u d#cenuesbleooawjux nymeti: HEYaCTO — TEMaTUT; PEIKO —
HapyleHHe (YHKLIUU [EYEHH, XOJIEeCTaTU4eCKas JKeJITyXa; 4acToTa HEU3BECTHA — MEYCHOYHas
HEIOCTaTOYHOCTh (B PEIKUX CIIydasX C JIETAIbHBIM HCXOJOM B OCHOBHOM Ha ()OHE TSKEIOro
HapyleHs QyHKIMY IeYE€HN ); HEKPO3 Me4Y€HH, (PyJIbMUHAHTHBIN IernaTurT.

Hapywenus co cmoponwvl Kodicu u NOOKOJCHbIX MKAHel. HEeYacTO — KOXKHas Chillb, 3YI,
KpalnuBHULIA, AEPMATUT, CYyXOCTh KOXH, MOTJIMBOCTh; PEIKO — peakuus (HOTOCEHCUOMIN3AINH,
OCTpPBI TE€HEPAIM30BAHHBIM DK3aHTEMATO3HBIM IIYCTYJIE€3; 4YacTOTa HEU3BECTHA — CHUHIPOM
CruBeHca-/[>kOHCOHA, TOKCHYECKHH OJMHUACPMAIbHBI HEKPOJIM3, MYJIbTH(OPMHAS 3pUTEMA,
JIeKapCTBEHHAs! ChIIb C Y03MHOMINEH U cucTeMHbIMU nposBieHusIMA (DRESS-cunapom).
Hapywenus co cmopoHbl MbluledHOl, CKeNemHOU U COeOUHUMENbHOU MKAHU: HEe4acTo —
OCTEOAPTPHUT, MUATHSA, OOJIb B CIIMHE, 0OJIb B IIE€; YaCTOTAa HEU3BECTHA — apTPAJITHUsL.
Hapywenus co cmopoHbl noueK u Mo4esblgo0sAujux nymelii.: He4acTo — AU3ypus, 001b B 001aCTH
MOYEK; YaCTOTa HEM3BECTHA — MHTEPCTUIIMATIBLHBIN He()PHUT, OCTpast HoYeyHast HEAOCTATOUHOCTb.
Hapywenusi co cmopoubl penpoOyKMUEHOU CUCmeMbl U MOJOYHbIX Jicesie3: He4acTo —
METpOopparuu, HapyueHue GyHKIUN STHYCK.

Obwue napywienus u peakyuu 6 mecme 66e0eHus. HEYacTO — OTEK, aCTE€HHs, HEJOMOTraHHe,
OLIYIIIEHHUE YCTAJIOCTH, OTEK JIuIa, 00JIb B TPy, TUXOpaJKa, Hepupepudeckre OTEeKH.
Jlabopamopnvle u uncmpymenmanvHvle 0anHble: YaCTO — CHIXKEHUE KOJIMUYECTBA JTUM(OIHUTOB,
NOBBIIIIEHUE KOJIWYECTBA 303WHO(DUIIOB, TOBBIIICHHE KOJIUYECTBA 0a30(huiIOB, MOBBIIICHHUE
KOJINYECTBA MOHOLMTOB, IOBBILIEHHE KOJUYECTBA HEHUTPO(UIIOB, CHMKEHHE KOHLIEHTpALUH
OukapOOHATOB B masme KpOBH; HEYacTo — MOBBILLIEHUE AKTUBHOCTH
acrmapTaTaMHUHOTpaHCc(epasbl,  alaHMHAMHHOTpaHC(epasbl,  MOBBIIIEHUE  KOHLEHTpALUH
OunupyOuHa B IUIa3Me€ KPOBH, IOBBIIICHHE KOHILIEHTPAIMM MOYEBHHBI B IIJIa3Me KpOBH,
MOBBINICHUE KOHLEHTPALMHM KPEaTMHHHA B IUIa3M€ KPOBM, U3MEHEHHUE COJICpXKaHUS Kalus B
IUIa3Me KPOBH, TOBBIIICHHE aKTUBHOCTH ILEIOYHOM (ochaTa3sl B MIa3Me KPOBH, MOBBHIIICHUE
COJIEpKaHus XJIOpa B IUIa3Me KPOBH, IIOBBINICHUE KOHLICHTPALUH TJIFOKO3bI B KDOBH, YBEJIUUYCHUE
KOJINYECTBA TPOMOOIIUTOB, CHI)KEHUE IeMaTOKPUTA, OBBIIIEHNE KOHIICHTPAlUU OMKapOOHATOB
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B IJIa3M€ KPOBH, U3BMEHEHUE COJICP>KaHUS HATPUS B HHaS'l\lfrg‘IléD'(;llgxf;l'l"' BATEINBHOCTL 0014)

CooOu1eHus 0 1o/103peBAEMbIX HEXKEIATEIbHBIX PEaKIUIX

BaxxHo cooOmarh 0 TOM03PEBAEMBIX HEXKENIATENbHBIX PEAKIUAX TIOCIEe PETUCTPAIUU
JIEKapCTBEHHOI'0 Tperapara ¢ 1efbio 00ecredeHns] HePepbIBHOTO MOHUTOPUHTA COOTHOIICHUS
«TOJbh3a — PHUCK» JIEKAPCTBEHHOTO Tpernapara. MeTuIuHCKUM pa0OTHUKAM PEKOMEHIYeTCs
coo01aTe O JIIOOBIX MOJI03pPEBAEMbIX HEXKeNaTeIbHBIX PEeaKIUAX JEKapCTBEHHOIO Ipernapara
4yepe3 HAIMOHAIBHBIE CHCTEMbI COOOIICHHS O HEXENATEIbHBIX PEaKIUIX rOCyJapCTB — YJICHOB
EBpa3zuiickoro 5KOHOMUYECKOTO COK03a.

Poccniickas @enepanvs

denepanbHas cinyx0a 1Mo Haa30py B chepe 31paBooXpaHEHUS

Anpec: 109012, Mocksa, CnaBsiHCKas M1011aib, 1. 4, cTp. 1

Tenedon: +7 800 550 99 03

OnexTponHas noyra: pharm@roszdravnadzor.gov.ru

Caiit: https://www.roszdravnadzor.gov.ru/

PecniyOnnka Apmenust

«lleHTp 3KCHEPTU3HI JIEKAPCTB U MEAULMHCKUX TexHoaorui» ['HKO
Anpec: 0051, r. EpeBan, nip. Komuraca 49/5

Tenedonsr: (+374 10) 20-05-05, (+374 96) 22-05-05

DnekTpoHHas rmoyrta: vigilance@pharm.am

Caiit: http://pharm.am/

4.9. Ilepeno3npoBka

CHMIITOMBI

TomiHoTa, BpeMeHHas OTEPs cllyXa, pBOTa, TUapesl.
JleueHue

CHUMIITOMAaTHYECKOE.

5. DPAPMAKOJIOTTYECKUE CBOMCTBA

5.1. ®apmakoauHaMHYeCKHe CBOHCTBA

dapMakoTepaneBTUYECKas TPYIIa: aHTHOAKTEpUATbHBIE CPEJCTBA CHCTEMHOTO JIEHCTBUS;
MaKpOJUAbL, INHKO3AMHUHBI U CTPENITOIPAMUHBL; MAKPOJIH/IBL.

Kong ATX: JO1FA10.

MexaHu3M J1eHCTBUS

ABUTPOMHIIH — OAKTEPUOCTATUYECKUN aHTHOMOTHK IIMPOKOTO CHEKTPa ACHCTBHS U3 TPYIIIBI
MaKpoJIuA0B-a3aaua0oB. O0MagaeT MUPOKUM CHEKTPOM aHTUMHUKPOOHOTO AeiicTBUs. MexaHu3Mm
NEUCTBUS a3UTPOMUIIHA CBSI3aH C TIOJABJICHHEM CHHTe3a OelKa MHUKPOOHOW KIIETKH.
Ces3biBasick ¢ 50S-cyObenuuuiield puOOCOMBI, yTHETAeT TMENTUATPAHCIOKAa3y Ha CTaauu
TPAHCISAIUU U TIOJIABIISIET CUHTE3 OenKka, 3aMeIsisi pOCT U pa3MHOXKEeHHE O0akTepuil. B BBICOKHX
KOHIEHTPAUAX OKa3bIBaET OAKTEPULIUIHOE JAeCTBUE.

OO0nagaer aKkTUBHOCTHIO B OTHOIICHMH PSJla TPAMIIONIOXHUTEIBHBIX, TPaMOTPUIIATEIBHBIX,
aHa’pOOHBIX, BHYTPUKIETOYHBIX U IPYTUX MUKPOOPTaHU3MOB.

MuUKpOOpraHu3Mbl MOTYT HM3HAYAIbHO OBITh YCTOMYMBBEIMU K JEHCTBUIO aHTHUOMOTHKA WIIH
MOTYT NMPUOOPETATh YCTONYUBOCTh K HEMY.

Ulkana  uyscmeumenvHocmu  MUKPOOP2AHU3MO8 K asumpomuyuy  (Munumanvhas
uneubupyrowas konyenmpayus (MUK), me/n):

MUK, mr/n
MUKpOOpPraHU3MbI "
UyBCTBUTEIBHBIC Ycroiuuseie
Staphylococcus <1 >2
Streptococcus A, B, C, G <0,25 >0,5
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Streptococcus pneumoniae <5 A IERER T g 5 Y T
\Haemophilus influenzae <0,12 >4
\Moraxella catarrhalis <0,5 >0,5
Neisseria gonorrhoeae <0,25 >0,5

B b6onvuuncmee cuyyaes uyscmeumenvhvie MUKpOOp2aHU3Mbl
1. I'pamnonoscumenvhvie aspodul

Staphylococcus aureus METULUITNH-1yBCTBUTEIbHBIN
Streptococcus pneumoniae NEHUUUIUTMH-YyBCTBUTEbHBIN
Streptococcus pyogenes

2. ['pamompuyamenvbHule aspobvl

Haemophilus influenzae

Haemophilus parainfluenzae

Legionella pneumophila

Moraxella catarrhalis

Pasteurella multocida

Neisseria gonorrhoeae

3. Anaspobsi

Clostridium perfringens

Fusobacterium spp.

Prevotella spp.

Porphyriomonas spp.

4. [pyeue Muxpoopeanuzmol

Chlamydia trachomatis

Chlamydia pneumoniae

Chlamydia psittaci

Mycoplasma pneumoniae

Mycoplasma hominis

Borrelia burgdorferi

Mukpoopeanusmbi, cnocoOHble pazeums YCMou4U8OCmy K A3UMPOMUYUHY
I’ pamnonoscumenvuvie aspodul

Streptococcus pneumoniae NEHUIUIUTMH-YCTONYUBBINA
H3nauanvro ycmouuugvlie MUKPOOP2SAHU3MbL

I pamnonoscumenvrvle aspoowi

Enterococcus faecalis

Staphylococci (MeTUIMIUTUH-YCTONYMBBIE CTA()UIOKOKKH ¢ OYCHb BBHICOKOW 4acTOTOM 00iamaroT
MPUOOPETEHHON YCTOMYMBOCTHIO K MAKPOJIUIAM)
I'pammionoxxurenbHble OAKTEPUN, YCTONUUBEIE K SPUTPOMUIIIHY.

Anaspobwi
Bacteroides fragilis

5.2. apmakokuHeTHYECKHE CBOHCTBA

AOcopbuus U pacnipeiesieHue

[Tocne mpuema BHYTPH A3UTPOMHUIIMH XOPOIIO BCACHIBAETCS U OBICTPO paclpenenseTcs B
opranusme. [locne onnokparnoro npuema 500 mr OuomoctynHocTh — 37% (3ddexT «mnepBoro
IPOXOXKICHUS» ), MaKCUMalbHast koHueHTpanus (0,4 Mr/im) B KpoBU co3jaercs yepe3 2—3 yaca,
KaKymuiicss o0bem pacmpeaenenuss — 31,1  a/kr, cBs3piBaHWe ¢ OenkaMu  OOpaTHO
MPOMOPIMOHAIEHO KOHIIEHTPAIMK B KpOBU U cocTaBisier 7-50%. [IponukaeT uepe3 MmeMOpaHbI
KiIeTok (dddexTuBeH Tpu HWHEOEKIUAX, BBI3BAHHBIX BHYTPHUKJICTOUYHBIMH BO3OYIAUTEIISIMH).
Tpancnoprupyercsi (aronutaMd K MecTy WHQEKIUU, TNIe BBHICBOOOXKIAETCS B MPHUCYTCTBUU
OaxTepuii. Jlerko mpoxoauT ructoremMaTuyeckue 0apbepsl U mocTynaer B TkaHu. KoHneHTpanus
B TKaHAX W kieTtkax B 10-50 pa3 Bbimie, uem B mia3Me, a B odare mHpekuuu — Ha 24-34%
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6OJ'II)I_HC, YEM B 310POBBIX TKaHAX.

Buorpanchopmanyst 1 DIMMUHALINS
VY azuTpomullMHa OYE€Hb [JIMHHBIA Tiepuoj mnojyBbiBeaeHus — 35-50 wacoB. Ilepuop
MONyBBIBEJICHUS W3 TKAaHEW 3HAYUTEeNbHO Oojbine. TepameBTHueckas KOHICHTpAIUs
A3UTPOMUIIMHA COXpAaHSETCs 0 5—7 IHEeW mocie mpueMa mocieaHed A03bl. A3UTPOMULIMH
BBIBOJUTCS, B OCHOBHOM, B HEeM3MEHECHHOM Buae — 50% kumieunukom, 6% moukamu. B meucHu
JIEMETUITUPYETCS, TePsish aKTUBHOCTD.

6. ®PAPMAIIEBTUUECKHWE CBOVMCTBA
6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelIECTB
Aapo tabnetku

[enrono3a MUKpOKpUCTAIUIMUECKAs! CUIIMKATHAS
[enmron03a MUKPOKpUCTAIITMYECKAS
Kapbokcumerni kpaxman HaTpus (Tun A)
IMoBunmou K 90

Marnus creapat

Tanbk

Kpemnust anokcua KOJTOUIHBIN.

O6oa04Kka TabJIETKH

Turana qguokcug

Tanbk

Komnosunon

OTHILEINTION03a

Makxkporois 6000

Kpacurens nngurokapmus (uHaurotuH) E 132
Kpacutens nax 3enensiii 8 % (unguroxkapmu (MHAUTOTHH) E 132, XMHOTMHOBBIN KENTHIHA

E 104).

6.2. HecoBMecTHMOCTD
He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHHUs )
3 roxa.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH NMPH XPAHEHU U
XpaHuTh npHu Temnepatype He Bbiie 25 °C B HOTpeOUTEIbCKON YITaKOBKE.

6.5. XapakTep u coaep:kaHue NEPBUYHOH YIIAKOBKH
[To 3 TabneTku B OHCTEp M3 ATFOMUHUEBOH (HOJTBTY U TTOJIMBUHUIXJIOPUTHOM TUICHKH.
1 6iucTep ¢ MMCTKOM-BKIIAJBIIIEM B ITaYKy U3 KapTOHA.

6.6. OcoOble Mepbl MNPEJOCTOPOKHOCTH TPH YHUYTOKEHHHM HCHOJIb30BAHHOIO
JIeKAapCTBEHHOr0 Tpenapara WJIH OTX0A0B, MOJYYEeHHBIX TMOCjJe TPUMeHEeHHs
JIEKAPCTBEHHOT0 MpenapaTra u Jpyrue MaAaHUMyJISIIUN C PenapaTomM

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPAIHUOHHOI'O YAOCTOBEPEHUSA
Xemodapm A.Jl., Cepbus
26300 r. Bpmram, beorpaackuii mytsh 60

7.1. [IpencraBuTeib AepKaTessi PErHCTPAIMOHHOIO Y10CTOBEPEHUs
[Iperens3uu norpeduTeNel HAMPABIATE MO ATPECY:
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Poccuiickaa ®@eoepayus, Pecnybaiuxa Apmenus

AO «Hwmxdapm», Poccus

603105, r. Huwxuuit Hosropogn, yin. Canranckas, a. 7
Ten.: (831) 278-80-88

E-mail: med@nizhpharm.ru

8. HOMEP PETUCTPAIIMOHHOT' O YIOCTOBEPEHUS
JITT-Ne(005237)-(PT-RU)

9. JIATA NEPBUYHOHN PETUCTPAIIMM (MIOATBEPXKJIEHWS PETMCTPAIIMN,
IHNEPEPEI'UCTPALIUN)
Jara nepBoii peructpauuu: 18 anpens 2024

10. JATA IEPECMOTPA TEKCTA

OOmast  xXapakTepuUCTHKa JICKAPCTBEHHOTO  Ipemapara XEMOMHIMH  JIOCTyIIHa  Ha
uH(OPMAIIMOHHOM TmopTane EBpa3suiickoro SKOHOMHYECKOTO C€OI03a B HMH(DOpPMAIMOHHO-
KOMMYHHUKaIMoHHOM cetu «HTepHeT» http://eec.eaeunion.org/
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