COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 03.02.2025 N2 2316

OBILAS XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA “C05)

1. HAUMEHOBAHUE JJEKAPCTBEHHOI'O IIPEITAPATA
A3UTPOMUIINH BEJI®APM, 250 mr, Karcysisl.

2. KAYECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB
JlelicTByroliee BEIECTBO: a3UTPOMHUILIMH.
Kaxnas kancyna cogepxut 250 Mr a3uTpoMHIMHA (B BUAE a3UTPOMULIMHA AUTHIPATA).

[TonHbIi IepeyeHb BCIOMOTaTEeIbHBIX BEIIESCTB MPUBEIEH B pazjerie 6.1.

3. JEKAPCTBEHHAS ®OPMA
Kancynsi.
Kancynsr 6emoro mera Ne 0. Coxepkumoe Karcyl — IMOpPOIIOK OT Oenoro o Oenoro ¢

KCJITOBAThIM OTTCHKOM IIBE€TA.

4. KIMHUYECKHUE JJAHHBIE

4.1. lloka3zanusi K NPUMEHEHUIO0

[Tpenapatr ABUTPOMUILINH BEJI®APM noka3aH K HOPUMEHEHHUIO y B3pOCIBIX U JETed B
Bo3zpacte OoT 12 jer (c Mmaccoil Tena Oonee 45 Kr) npu HMH(PEKIMOHHO-BOCHIAIUTEIbHBIX
3a00JI€BaHUAX, BEI3BAHHBIX UYBCTBUTEIbHBIMU K A3UTPOMHULIMHY MUKPOOPIaHU3MaMU:

- MHOQEKIMN BEpXHHUX JbIxaTenbHbIX mnyred u JIOP-opraHoB (CHHYCHT, TOH3WIUINT,
(bapuHTUT, CpeTHUI OTUT);

- MHQEKIUN HUKHUX JIBIXaTeIbHbIX MyTeH (OCcTpbIil OPOHXUT, 0OOCTPEHHE XPOHUYECKOTO
OpOHXWTa, MTHEBMOHMS, B T.4. BEI3BAaHHbBIC aTUITMYHBIMU BO30YIUTEISIMHU);

- WHOPEKIMH KOKM M MITKHX TKaHed (poka, WMIETHTO, BTOPUYHO WHQHUIMPOBAHHBIC
JEPMAaTO3bl);

- WH(EKIMU MOYETONOBbIX myTel, BbiBaHHble Chlamydia trachomatis (yperpur,
HEPBUIINT);

- HavajbHas ctaaus Oonesnm Jlaiima (Ooppennos) — murpupyromias spurema (erythema
migrans).

4.2. Pe:xuM 103UPOBAHMS U CIIOCO0 NPUMEHEHU

PexuMm no3upoBanus

Bspocnvie

Iipu qubeKuuﬂx BEPXHUX U HUNCHUX ObIXAMENbHbLX nymeti, JIOP-opeanos, Koicu u MAeKUX MKaHell

500 mr (2 xancynel) 1 pa3 B 1eHb B TeueHue 3-x gHei (kypcosas qo3a 1500 mr).
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migrans)

1 pa3 B cytku B Teuenue 5 aneit: 1-it nenp — 1000 mr (4 xaricysnsl), 3aTeM €O 2-T0 10 5 JeHb — 110
500 mr (2 xancynbl) (kypcoBas g03a 3000 mr).

Ipu unexuusx mouenonogvix nymeti, evizeannvix Chlamydia trachomatis (ypempum, uepsuyum)

Heocnoxuennsiii yperput/uepBunut — 1000 mr (4 xarcyisl) OJHOKPATHO.

Oco0BbIe IPVIIILI TAIUEHTOB

Tlayuenmui nosicunoeo eospacma
Koppeknus 10361 He TpeOyercsi. [IoCKONBbKY MOXWIBIC JIOAM YK€ MOTYT HMETh TEKYIIue
MIPOAPUTMOTCHHBIE COCTOSIHUSA, CJISyeT COOII0IaTh OCTOPOXKHOCTh TP MPUMEHEHUH TIpernapara,
B CBSI3U C BHICOKMM PUCKOM Pa3BUTHS apUTMHUIA, B TOM YHCII€ aPUTMUU TUTIA «ITUPYITH.
Tayuenmsi ¢ HapyweHuem QyuKyuy novex
VY namuentoB ¢ CK® 10-80 mu/mMuH koppekuusi 103bl He Tpebyercs. [laumentam ¢ CKD
<10 mMa/MHH ceayeT IPUHUMATEH C OCTOPOKHOCTHIO.
Tayuenmoi ¢ napywenuem Qyukyuu neveru
[Ipy mpuMeHEeHUH y MAIMEHTOB C HapylleHHeM (YHKIMH NEYEHU JIETKOW M CpelHed CTeneHU
TSOKECTH KOPPEKIHS 1036l HEe TpeOyeTcs.

CTH
Pexxum nosupoBanus juid fetei crapiue 12 neT ¢ maccoit Tena cBbllle 45 Kr HE OTJIMYAETCSl OT
peKUMa JT03UPOBAHMS JIJISI B3POCIIBIX.

Crooco0 rmpuMeHeHus

BnyTps.

1 Pa3 B cyTku, 1o KpaitHel Mepe, 3a 1 yac 10 uiun yepes 2 yaca 1ocie e/sl.

4.3. IlpoTuBONOKA3aHNUSA

— I'Mnep4yBCTBUTENBHOCTD K a3UTPOMULMHY, SPUTPOMULIMHY, IPYTUM MakKpoJuiaM HWIN
KETOJINJIaM, UJTU K JIF0OOMY U3 BCTIOMOTaTENIbHBIX BEIECTB, IEPEUUCICHHBIX B paznene 6.1.

- Tspkenas meueHouHas HepocTaTogHOCTh (Kimace C mo knaccudukarmm Yaiina-I1e10).

- Jletckuii Bo3pact 1o 12 met ¢ Maccoii Tena MeHee 45 Kr.

— OnHOBpEMEHHBIN IPUEM C 3PIrOTAMUHOM U JUTHIPOIPrOTAMUHOM.

4.4. OcoOble ykazaHMsl 1 Mepbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

MuacTenus; HapylIeHne QYHKIINH TIeYeHU JIETKOW M CPeHEH CTeNeHH TsHKEeCTH; TePMHUHAIbHAS
noueyHass HenoctarouHocTh ¢ CK® wmenee 10 Mi/MHH; y TalMEeHTOB C HaJIUYUEM
MPOAPUTMOTCHHBIX (PAaKTOPOB (OCOOEHHO Y TOXKWJIBIX TAIMEHTOB): C BPOXKIECHHBIM WIIH

NpUOOpETEeHHBIM yIJIMHeHHeM uHTepBaa QT, y MalMeHTOB, MOMYYalOIIUX TEpanuio
2
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I (modermnun, amMuOmapOH, COTANON), IU3AMPHIOM, TepPEHATMHOM, AHTHIICUXOTUYCCKUMU
npenaparamu (nmumo3sun), AHTUJEIIPECCAHTAMU (uutanonpam), (bTOPXMHOJIOHAMHU
(Mokcu(IoKcaluH # JIeBO(IIOKCAIIMH), C HAPYIICHUSMH BOJIHO-3JICKTPOIUTHOTO OallaHca,
OCOOCHHO B Cly4yae THUINOKAIMEMUU WM TUINOMAarHUEMUHM, C KIMHUYECKH 3HAYMMOMN
Opanukapauen, apuTMHUel cepia Wid TSKEION Cep/IeYHON HeIOCTaTOYHOCTHIO; OJJTHOBPEMEHHOE
nprMeHeHue BapdapuHa, TMroKCUHA, IUKIOCTIOPHUHA.

Oco0ble yKazaHus

B cnyuae npomycka nmpuema oaHON 03Bl penapara, IponylmeHHYIO 103y CIeIyeT MPUHATH KaK
MO’KHO paHblile, a IOCIEAYIOIIME — C IepepbiBaMu B 24 yaca.

[Tpenapat cienyer npUHUMATh, 110 KpaliHEl Mepe, 3a 1 yac 10 M yepes3 2 yaca 1ocie npueMa
AHTAIMIHBIX MIPernapaToB.

[Ipenapat crneayeT NPUMEHATh C OCTOPOKHOCTBIO MAlMEHTaM ¢ HapyUICHUSIMH (QYHKIIUH T€YeHU
JIETKOM M CpeAHEN CTEIIEHBIO TSDKECTH M3-32 BO3MOXXHOCTH Pa3BUTHS (DYJTbMUHAHTHOTO TEMIATHTA
Y TSKEJIOW MMEYEHOYHOM HEJIOCTaTOYHOCTH.

[Ipy HanMuMuM CUMOTOMOB HapylieHus (YHKIUU MEYeHHU, TaKhX Kak OBICTPO HapacTaroas
aCTeHMsI, IKENTyXa, INOTEeMHEHHE MOYH, CKIOHHOCTh K KPOBOTCUCHHUSM, IE€YCHOYHAsS
sHIIe(aIonaTus, TEPaAHi0 A3UTPOMHUIIMHOM CIEAYET MPEKPaTHTh W TPOBECTH HCCIEIOBAHUE
(YHKIIMOHAJIBHOTO COCTOSIHUS IIEUEHHU.

[Tpu napymenusx Qynkuuu noyek: y manueHToB ¢ CK® 10-80 mi/MuH KOppeKUHH J03bl HE
Tpebyercst, y mnauueHToB ¢ CK® <10 Mmi/MMH HaOmo0Jaloch YBEIHMYEHHE CHCTEMHOIO
Bo3aeiicTBUs  asuTpomuuMHa Ha 33 %. Tepanuio mnpenapaTtoM cielyeT NpPOBOAUTH C
OCTOPOKHOCTBIO MO/I KOHTPOJIEM COCTOSIHUS (DYHKIIUU TIOYEK.

Kak u npu nmpuMeHeHUM OpYTUX aHTUOAKTEPHATbHBIX MPENapaToB, MPH TEpalluu MpernapaTom
ClIeZlyeT peryyisipHO 00cie0BaTh MaMEeHTOB Ha HAIMYKE HEBOCITPUUMYHMBBIX MUKPOOPTaHU3MOB
Y TIPU3HAKHU Pa3BUTHSI CyNepruH(EKIHii, B TOM YUCIIe TPUOKOBBIX.

ABUTpOMHMIIMH HE€ CcleAyeT NpPUMEHATh Oojee UIMTEIbHBIMU KypcaMM, 4YeM YKa3aHo B
UHCTPYKLIMK, TaK Kak (apMaKOKMHETUYECKHE CBOWCTBA a3UTPOMHULIMHA  TTO3BOJISIOT
PEKOMEHI0BAaTh KOPOTKUHI U IMPOCTOM PEXUM T03UPOBAHUS.

Her naHHBIX O BO3MOXXHOM B3aUMOAECMCTBUM MEXAY Aa3UTPOMHUIMHOM U MPOU3BOIHBIMU
proTaMMHa M JUTHIPOIProTaMHHA, HO H3-3a Pa3BUTHS SProTusMa IMpU OJHOBPEMEHHOM
OPUMEHEHUH MAaKpOJIMJOB C MPOU3BOAHBIMHM 3SproTaMMHa M JUTHIPOIPrOTaAMUHA JaHHAs
KOMOUWHAIMSI HE pEeKOMEH/I0BaHa.

[Tpu nnuTenbHOM IpHUeMe a3UTPOMUIIMHA BOBMOXKHO Pa3BUTHE MCEBIOMEMOpPAHO3HOTO KOJHTA,

Bei3BanHoro Clostridium difficile, kak B Buzae nerkoit muapeu, Tak ¥ TsDKenoro kouuta. [lpu
3
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2 Mecsla  [OCJe  OKOHYAaHUS  TepalmuH  CJEeIyeT  WCKIIOYWTh  KIOCTPUIAMATIBHBIN
nceBIoMeMOpaHo3HbI  KonuT. [lpemaparel, TOpMO3sIUE MNEPUCTAIBTHKY KHUIICYHHKA,
IPOTUBOIIOKA3aHBI.

[lpyu neueHuM MakpoiaMAaMH, B TOM YHCJIE, a3UTPOMHUIMHOM, HaOIIOJANOCh YAJIMHEHUE
cepaeyHor penossipuzaui W uHTepBana QT, MOBBIIAIOIMX PUCK PA3BUTUS CEPIEUHBIX
ApPUTMHI, B TOM YHCIIC QPUTMHH TUIA ITAPYITH.

Tak xe, KaK NpU NPUMEHEHUU SPUTPOMMIMHA U JPYTUX MAaKpOJIUAOB, COOOLIANOCHh O PEAKHX
Cllydasix CEpbe3HbIX AJUIEPrUYECKUX Ppeakluil, BKIIOYas aHTHMOHEBPOTHUYECKUH OTeK U
aHauIakcuio (B peIKUX CIy4asX C JICTATbHBIM UCXOA0M), KOXKHBIX PEaKIHid, BKIIOYasi OCTPHII
reHepaJIn30BaHHBIN AK3aHTEMATO3HBIN MycTyse3, cuHapom CtuBeHca-/[>KOHCOHA, TOKCUYECKHI
SMUIEPMaIbHbIN HEKPOJIU3 (B PEIKUX CIIydyasX C JIETAJIbHBIM UCXO/0M), JIE€KAapCTBEHHYIO ChIIb C
s03uHOGmIMell n cucremHbiMu nposiBieHusMu (DRESS-cunnpom). Hekortopsle u3 Takux
peaKIuii, pa3BUBIIMXCA NpPU NPUMEHEHWH a3UTPOMHUIMHA, NPUOOpETany peuuIuBHPYIOIICe
TE€YEeHHE U TPeOOBaIM MPOAOIKUTEIBHOTO JIE€UEHUS U HAOIIOJCHHUSL.

[Tpu pa3BuUTHM ajlIeprUueCcKOM peakiiu penapar cielyeT OTMEHUTh U Ha4aTh COOTBETCTBYIOILEE
neuenue. Cinenyer UMeTh B BUJY, YTO IOCJIE€ OTMEHbl CUMIITOMAaTHYECKOM Tepanuyu BO3MOKHO
BO300HOBJICHHE CHUMIITOMOB QJUIEPTUYECKON PEaKIiH.

Cnenyet co0m0aTh OCTOPOKHOCTD MPU PUMEHEHUH a3UTPOMUIIMHA Y MALMEHTOB C HAJIUYUEM
IPOapUTMOT€HHBIX (AaKTOPOB (OCOOEHHO Yy MOXKWIBIX IALUEHTOB): C BPOXKICHHBIM WU
npuoOpeTeHHbIM  yanuHeHueM wuHTepBaia QT, y manueHToB, MONyYaroMIUX TEparuio
aHTHApUTMUYECKUMHU Tpemnaparamu kiaccoB [A (xunHuaus, npoxamHamun), I (modermnun,
aMHOJIapOH M COTaJoN), LU3alpUIoM, TepPeHaJWHOM, AHTUIICUXOTHYECKHMMHM IpernapaTaMu
(muMo3ma), aHTUAeNpeccaHTaMu (LuTanonpam), (HTOPXMHOJIOHAMU (MOKCH(DIOKCAMH U
71eBO(JIOKCAIlMH), C HAPYUICHUSMH BOJHO-3JIEKTPOJIUTHOrO OanaHca, OCOOCHHO B ciyyae
TUITOKAJTMEMUH WY TUTIOMarHueMHH, ¢ KIIMHUYECKH 3HAYUMOH OparKapane, apuTMUeH cepana
WM TSKEJION CepieuHOl HEJ0OCTaTOUYHOCTHIO.

[TpuMeHeHne a3UTPOMUIIMHA MOXKET CITPOBOLIMPOBAThH PA3BUTHE MUACTEHUYECKOTO CHHIpOMa WIIN
BbI3BaTh 000CTPEHNE MHUACTCHHH.

[lepen Ha3HaUEHWEM a3UTPOMUIIMHA BCEM ITTAlMEHTaM, TPHHUMAIOIIAM THIPOKCUXIIOPOXHH HITH
XJIOPOXMH, TIIATEIbHO B3BEChTE€ COOTHOIIEHHE TIOJB3bI M pHUCKA U3-3a MOTEHIUAIBHO
MOBBIIIEHHOTO PHCKAa CEPAEYHO-COCYAMCTBIX COOBITUH M CEpAEYHO-COCYIHCTOM CMEPTHOCTH
(cM. pazzen 4.5).

Breszannas C@DOQUHO'COCV()MCMCZ}Z cmepniob
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KPAaTKOCPOYHOI0 NOTEHIHAIIBHOTO PUCKA BHE3AITHOW CEPJCYHO-COCYAUCTON CMEPTHU Y B3POCIIbIX,
MOJTyYaBIINX JICYCHHE Aa3UTPOMUIIMHOM, IO CPaBHEHUIO C JIPYTUMHU aHTHOAKTEpUATBHBIMU
npenapaTamu, BKJIIOYas aMOKCULIMJUIMH. BbUI0 OTMEYEHO, 4TO 3TOT MOTEHIUAIbHBIN PUCK OBbLI
BbIIIIE B TEYCHUH IMEPBBIX 5 NHEH NMPUMEHEHHS a3UTPOMUILIMHA. JJlaHHBIE 3TUX HAOIIOAATEIbHBIX
WCCIICIOBAHUI HENOCTATOYHBI Ul YCTAHOBJIEHUS WJIM HMCKIIOYEHUS NPUYUHHO-CIEACTBEHHOMN
CBSI3M MEK/ly BHE3AMHOM CEPACYHO-COCYAUCTON CMEPTHIO U IPUMEHEHUEM a3uTpoMuLMHA. [lepen
Ha3HAYCHHEM Aa3UTPOMMIIMHA MallMeHTaM, B aHAMHE3€ KOTOPbhIX €CTh YKa3aHUE Ha PHUCK
ymmHenus uHTepBasia QT, Heooxoaumo nposenenue DKI.

4.5. B3anMojeilicTBMe C JAPYrHMH JIEKAPCTBEHHbIMHM IpenaparamMu W JApyrue BH/bI
B3auMMOeiCTBUS

AHTanuaHple IpenapaThl

AHTauuHble TpernapaTtbl HE BIUAIOT HAa OMOMOCTYMHOCTb A3UTPOMMIIMHA, HO YMEHBUIAIOT
MaKCUMaJIbHYIO KOHIIEHTpalnuio B Tuia3mMe kpoBu Ha 30 %, mosToMy mpemapar cieayer
IpUHUMATh, IO KpaliHEeH Mepe, 3a OJMH Yac 0 WIM 4epe3 JBa dyaca I0ocie MpHeMa 3THX
IPEenapaToB U €JIbl.

[leTnpusun

OnHOBpeMEHHOE IPUMEHEHUE a3UTPOMUIIMHA ¢ LEeTUPU3UHOM (110 20 Mr) B TeueHue 5 nHel He
OPUBOAUT K (HapMAaKOKMHETHYECKOMY B3aMMOJCHCTBHIO W CYIIECTBEHHOMY H3MEHEHUIO
unrepBana QT.

Jnnano3ud (IUIe30KCUHHO3MH )

OpnnoBpemenHoe mnpumeHenue asurpomunuHa (1200 mr/cyt) u nunanosuna (400 mr/cyrt) y
6 BUY-uHpUIUPOBaHHBIX TANWEHTOB HE BBIIBWIO W3MEHEHHH (apMaKOKMHETHIECKHX
NOKa3aHUN AUJaHO3MHA 110 CPABHEHUIO C TPYMIOH miane6o.

JIMTOKCHUH ¥ KOJXWUIIMH (CV6CTD&TH P-rimukonpoTenHa)

OnHOBpeMEHHOE MPUMEHEHUE MAaKpOJIMIHBIX aHTUOMOTHKOB, B TOM YHCJE a3UTPOMHUIIMHA, C
cyOcTparamMu P-rmukonpoTenHa, TaKUMU KaK JTUTOKCHH U KOJIXUIMH, MPUBOJIUT K MOBBIIIEHUIO
KOHIIGHTpalun cyocTpata P-riaMkonpoTerHa B CBIBOPOTKE KpoBU. Takum oOpas3oM, mpu
OJTHOBPEMEHHOM MpPUMEHEHMHM a3UTPOMULMHA U JWIOKCHHA HEOOXOIMMO YYUTHIBAaTh
BO3MO>XHOCTH MOBBIIIEHNS KOHIEHTPALUU JUTOKCHHA B CHIBOPOTKE KPOBH.

3UI0BYIMH

ITpu 0IHOBPEMEHHOM NIPUMEHEHHH C 3UI0BYJUHOM a3UTPOMHULIMH (0AHOPa30BbIi npuem 1000 mr
U MHOrokpatHsli mpuem 1200 mr uimm 600 Mr) okaspiBaeT HE3HAUUTENbHOE BIMSIHUE Ha
(apMaKOKMHETHKY, B TOM YHCIJI€ BBIBEJIEHUE MOYKAMH 3UJOBYJMHA WIH €T0 TIIOKYPOHUHOTO

MeTaboIuTa. O)IHaKO NPUMCHCHUC a3WUTPOMHUIIMHA BBI3BIBACT YBCIWMUCHHUC KOHICHTpPAIIUU
5
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nepugepuyeckoit KpoBu. KiimHnueckoe 3Ha4eHne 1aHHOTro (akTa HEsSCHO.

H3obdepmenTsl muroxpoma Paso

A3UTpOMHUIIMH €1a00 B3aUMOJICHCTBYET ¢ M30(pepMeHTaMu uToXpoma Psso. He BbIsiBiIeHO, 4TO
a3UTPOMUIIMH  y4acTByeT B  (DapMaKOKMHETHYECKMX  B3aUMOJCHCTBUSX  aHAJOTMYHBIX
SPUTPOMULIMHY U APYTUM MAKpPOJIUJaM. A3I/ITpOMI/IL[I/IH HE ABJISICTCA I/IHI‘I/I6I/ITOp0M U UHOAYKTOPOM
n30(epMeHTOB UTOXpoma Paso.

AJKanonanl CIOPBIHEN

YuuThiBas TEOPETHUYECKYI0 BO3MOXHOCTb BO3HUKHOBEHUS 3proTU3Ma, OJHOBPEMEHHOE
IIPUMEHEHNE a3UTPOMULIMHA C IPOU3BOIHBIMU AJIKAJIOU0B CIIOPbIHBY HE PEKOMEHAYETCS.

boumn  mpoBeneHbl  (papMaKOKMHETHYECKHE WCCIEIOBAaHHUS OIHOBPEMEHHOI'O IPUMEHEHHS
a3UTPOMMIIMHA U TNpernapaToB, MEeTabOJU3M KOTOPBIX MPOUCXOAUT C Yy4acTHEM H30(pEepMEHTOB
cucTeMbl HUTOXpoma Paso.

ATopBacTraTuH

OpnHoBpemeHHOe npuMmeHeHue artopBacTatuHa (10 mr exenHeBHO) u asuTpomuiuHa (500 mr
©XKEHEBHO) HE MPUBOAUT K M3MEHEHMSM KOHILIEHTpAlUil aTopBacTaTHHA B ILIa3Me KpPOBU (Ha
ocHoBe aHanu3a uHruouposanus [ MK-KoA-penykrassl). OnHako, ObUIH MOTY4€Hbl OTAEIbHbIC
cooOmieHnss o0 ciydasx pabJoMuoONM3a Yy TAlNWEHTOB, TNPUHUMAIOIIMX OJHOBPEMEHHO
AQ3UTPOMHULIMH U CTaTUHBI.

Kapbamaszenun

He BrIsABIEHO CYHICCTBCHHOI'O BJIMSHHA HA KOHLCHTPAILUIO Kap6aMa3enHHa n €ro aKTUBHOTIO
MeTa0o0/IMTa B IIJIa3Me KpPOBH y NNAalIUCHTOB, NOJTYy4aBIIMX OJHOBPEMEHHO a3UTPOMUILINH.
ﬂHMGTHg!HH

He BBISIBIIEHO BIMSHUS pa30B0171 JA03bl TUMCTHAWMHA Ha (bapMaKOKI/IHeTI/IKy A3UTPOMHIINHA TIPpU
YCJIOBUH TPUMCHCHHA IUMCTHUINHA 34 2 gaca A0 a3UTpOMUIINHA.

AHTHKOArVIISIHTHI HEOPSIMOTO AeiicTBUA (IIPOU3BOAHBIE KYMAPHUHA)

B (dapmakokHMHETHYECKHUX HCCIIEOBAHUSX A3UTPOMHUIIMH HE BIMSJI HAa aHTHKOATYJISTHTHBINA
apdexT oaHokpatHOM 1036l 15 wMr Bapdapuna. CoobOmanoch 0 MOTEHUUPOBAaHUU
AHTUKOATYJISHTHOTO 3¢¢eKTa Tmocie OJHOBPEMEHHOTO NPUMEHEHHs a3UTPOMHUIMHA U
AQHTHKOATYIISTHTOB HENPSMOTO JeicTBHs (TIPOM3BOMHBIX KymapuHa). HecMoTpss Ha TO, 4TO
NPUYMHHAS CBSI3b HE YCTAHOBIICHA, CIIEAYET yYUTHIBATh HEOOXOAWMOCTH MPOBEICHHS YaCcTOTO
MOHUTOPHHTA TMPOTPOMOMHOBOTO BpPEMEHHM NpPU NPUMEHEHHUH Aa3UTPOMHUIIMHA Yy TMAalMEHTOB,
KOTOpbIE TOJY4aloT TIepopajbHble AHTHKOATYJISHTHl HENPsIMOro JelcTBUs (IIPOM3BOJHBIE
KyMapuHa).

[ [uknocnopuH
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(10 Mr/kr/cyT ODHOKpaTHO) B TEeUeHWUE 3 JHEH MPOUCXOIUT TMOBBINICHUE MAaKCHMAaIbHOU
KOHLEHTpauuu B Iia3Me KpoBU (Cmax) M IUIOIIAAM IOJl KPUBOM «KOHILIEHTpALUSI-BPEMS»
(AUCo-5) nuknocnopuna. CreayeT coOar0aaTh OCTOPOXKHOCTh ITPU OJJHOBPEMEHHOM MPUMEHEHUN
3THUX IPENapaToB, HEOOXOAUMO MPOBOIUTH MOHUTOPUHT KOHIIEHTPAIMH IUKIJIOCIIOPUHA B IJIa3Me
KPOBU U COOTBETCTBEHHO KOPPEKTUPOBATH JI03Y.

OdasupeHs

OpnHoBpeMeHHOE mpuMeHeHue aszuTpomunuHa (600 wmr/cyr onHOKpaTHO) U 3daBUpeH3a
(400 Mr/cyT) eKeqHEBHO B TCUEHHE 7 JHEH HE BBI3BIBAET KAKOTO-TMO0 KIMHHYCCKH 3HAYHMMOIO
(hapMaKOKMHETHYECKOTO B3aUMO/ICHCTBUS.

DryKoHa30J1

OpnnoBpemenHoe npuMeHeHue azutpomunuHa (1200 mr ogHokpaTHO) U ¢uykoHazona (800 mMr
OJIHOKpPaTHO) He MeHsieT (apMakOKMHETUKY mocieanero. OOmas SKCHO3ULIMS U TMEPUOJ
MOJYBBIBE/ICHUSI A3UTPOMHIIMHA HE MEHSAIOTCSA, OJIHaKo HaOmonaercs cHUKEHHE Cmax
asutpomuiirHa (Ha 18 %), 4To HEe UMEeeT KIMHUYECKOTO 3HAUCHHSI.

Nupvnasup

OpnnoBpemMeHHOe mpuMeHeHue aszuTpomuimHa (1200 Mr oAHOKpaTHO) HE BBI3BIBAET
CTAaTHCTUYECKH JIOCTOBEPHOTO BIMSHUS Ha (hapMaKOKUHETHKY HHAuHaBHpa (110 800 Mr 3 paza/cyt
B T€UCHUE 5 JTHEN).

MeTunpe JHU30J0H

ABUTPOMHUIIMH  HE  OKa3blBaeT  CYLIECTBEHHOTO  BIUSAHUS  Ha  (apMAaKOKUHETHKY
METHJINPETHU30JI0HA.

Hendunasup

OnHoBpeMeHHOe npuMeHeHune azuTpomunHa (1200 mr) u Hendunasupa (o 750 mr no 3 pasa B
JICHb) BBI3BIBACT MOBBIIIEHUE PABHOBECHOM KOHLEHTPALMM A3UTPOMMIMHA B IUIa3Me€ KPOBH.
Knunnueckn 3HauuMbIX MOO0OYHBIX 3((EeKTOB HE HaOMI0AaIoCch M KOPPEKIHUH  J03bl
a3UTPOMHULIMHA TIPU €r0 OJJHOBPEMEHHOM IPUMEHEHHUH C HEI(PUHABUPOM HE TpeOyeTcs.
Pucdabyrun

OnHOBpeMEHHOE TNPUMEHEHHE a3UTPOMULIMHA M pU(aOyTuHA HE BIUSET HAa KOHIIEHTPALUIO
Ka)KJ0ro U3 IpernaparoB B miazMe KpoBH. [Ipu o1HOBpeMEHHOM MPUMEHEHUH a3UTPOMMIIMHA U
pudadyrrHa wHOTHA HaOMIOManach HeWTpomeHus. HecMoTpss Ha TO, YTO HEUTPONEHUS
accolMMpoBajach ¢ MNpUMEHeHueM pudaldyTHHa, NPUUYUHHO-CIEACTBEHHAs CBSI3b MEXIY

MMPUMCHCHUCM KOMGI/IHaI_II/II/I 9TUX MPCIapaToB U HCfITpOHGHHCfI HC YCTAaHOBJICHA.

Cunnenadun
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exenHeBHO B TeueHue 3 gHeil) Ha AUC u Cmax cuineHagmia HIM €r0 OCHOBHOTO
UPKYJIUPYIOIIETO METa0OIHTA.

Tepdenanun

B dapmakoknHETHYEeCKMX MCCIEOBAaHUAX HE OBLIO MOIYYCHO J0KA3aTeNbCTB B3aMMOJICHCTBUS
MEXIY a3uTPOMUIMHOM U TeppeHanuHoM. CooOImanoch O EIUHHYHBIX ClydasX, Kornaa
BO3MOXHOCTB TaKOI'O B3aPIMOI[CﬁCTBPI51 HEJB3S1 OBLIIO HCKIIIOYUTE ITIOJTHOCTBIO, OJHAKO HE OBLIIO HU
OJJHOTO KOHKPETHOTO JI0Ka3aTeJIbCTBA, YTO TaKOe B3aMMOJEHCTBHE HMeENO MecTo. bbuio
YCTaHOBJIEHO, YTO OJHOBPEMEHHOE NMPUMEHEHHE Tep(PEeHAIMHA U MAKpPOJIHIOB MOXKET BBI3BATh
apUTMHUIO U yiiuHeHue narepsana QT.

Teodummma

He BBISIBIICHO B3aUMOJICHCTBHS MEKAY a3UTPOMUILITHOM U T€O(DUILTTHHOM.

Tpuas oam/ MHAAa30J1aM

3HAYNTCIBLHBIX U3MCHCHHUIMI Q)apMaKOKI/IHCTI/I‘IGCKI/IX IOKa3aTeleu npu OJHOBPEMCHHOM
MMPUMCHCHUHN a3UTpOMHUIIMHA C TpHUA30J1aMOM HJIM MHUAA30J1aMOM B TCPAIICBTUYCCKHUX J03aX HC
BBIABJICHO.

Tpumeronpum/cynbhaMeToOKCa3oll

OnHOBpEeMEHHOE MpPHUMEHEHHE TPUMETONpUMa/CcylibhaMeToKcazona ¢ a3uTPOMUIIMHOM HE
BBISIBIJIO CYIIECTBEHHOTO BIUSHHUS HAa Cmax, OOIIYIO AKCHO3HMIHUIO MM IKCKPEUHUIO MOYKAMU
TPUMETONIpUMa WM cyib(ameTokcazona. KoOHIEHTpauuu a3uTpOMHMIMHA B IIa3ME€ KPOBH
COOTBETCTBOBAJIN BBISIBIISIEMBIM B IPYTUX MCCIIEIOBAHUSAX.

CoBMecTHOE ODPUMCHCHHUC C TUAPOKCHUXIJIOPOXHUHOM H XJIOPOXHMHOM

Jlannple  HaONMIOMEHWH  TOKa3ald, YTO COBMECTHOE TMPUMEHEHHE a3UTPOMHUIIMHA C
TUAPOKCUXJIOPOXUHOM Y TAIIMEHTOB C PEBMATOMAHBIM APTPUTOM CBA3aHO C MOBBIIICHHBIM
PUCKOM  CEepJeYHO-COCYAUCTBIX COOBITHM U CEepACYHO-COCYIUCTOM cMmepTHocTu. M3-3a
BO3MOKHOTO aHAJOTUYHOTO PHUCKAa TPH NPUMEHEHUH JAPYTUX MaKpOJIHJOB B COYETAHUU C
TUAPOKCUXIIOPOXHMHOM WJIH XJIOPOXHHOM CJIEAYEeT TIIATeIbHO B3BECUTh COOTHOIIECHHUE TMOJB3bI U
pUCKa, Tpexae uYeM Ha3HayaTh Aa3WTPOMUIIMH JIIOOBIM TAalMeHTaM, NPUHUMAIOIIUM
TUAPOKCUXIIOPOXHUH HIIA XJIOPOXHUH.

4.6. ®epTHIBHOCTD, 0EPEMEHHOCTD U JIAKTAIUA

bepemeHHOCTD

[Tpu GepeMeHHOCTH U B TIEPUOJ TPYAHOTO BCKAPMIIMBAHUS MPUMEHSIOT TOJIBKO B CIy4ae, eCiu

npeamojgaracMas 1moJjib3a 1Jjis1 MaTepu IMpeBbIIIACT MOTEHIMATbHBIN PUCK IJIA 1IJ10Ja U peGeHKa.

JlakTarms
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PCKOMECHAYCTCA MPUOCTAHOBUTDL I'PYJAHOC BCKAPMIIMBAHUC.

4.7. BiusiHde Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMHM CPeACTBAMHU H PpadoTaTh ¢
MeXaHM3MaMH

[Tpu pa3BUTHM HEXeNaTeNbHbIX 3PQPEKTOB CO CTOPOHBI HEPBHOW CHCTEMbI M OpraHa 3peHUS
CIIeIyeT COOI0aTh OCTOPOKHOCTh TPH BBIMOJHEHUU JCUCTBUN, TPEOYIOIIHUX MOBBIIICHHON
KOHICHTPAlMX BHUMAHUA U 6BICTpOTBI IICUXOMOTOPHBIX peaKuHﬁ.

4.8. HexkennaTesibHbIe peakunu

Pe3roMe HexxenaTeabHbIX DEAKIINN

OmnpeneneHne 4aCTOThl HEXKEIATEIbHBIX PEAKIIUN TPOBOJAUTCS B COOTBETCTBUH CO CIIEAYIOLITUMU
KpUTEepHsIMH: o4eHb 4yacTo (>1/10), gacro (>1/100, no <1/10), neuacto (=1/1000, o <1/100),
peako (>1/10000, mo <1/1000), ouens peako (<1/10000), yacTora Hen3BecTHA (Ha OCHOBAaHHUH
UMCIOIINXCS JaHHBIX OICHUTh HEBO3MOXKHO).

HUngpexyuu u unasuu: HEYACTO — KAHIUI03, B TOM YHUCIIE CIM3UCTON OOOJOYKH MOJOCTH PTa,
BarMHAJIbHAS WH(CKIUSA, THEBMOHMS, TPUOKOBas WHQEKIHs, OaKkTepualibHas WHQCKIHS,
(apuHTUT, TaCTPOIHTEPUT, PECIHPATOPHbIC 3a00JICBaHMs, PHUHHT;, YacTOTa HEU3BECTHA —
NICEBJIOMEMOPaHO3HBIN KOJIHT.

Hapywenus co cmopoHvl Kposu u Jaumg@amuyeckou cucmemsl. HEYACTO — JICHKOIICHUS,
HEUTpOTNICHMS, Y03UHO(DIIINS; OYCHBb PEIKO — TPOMOOIUTOTICHHSI, TeMOJTUTHYECKAsT aHEMUSI.
Hapywenus co cmoponbt uMMYHHOU cucmeMbl. HEYaCTO — AHTHOHEBPOTHUECKUI OTEK, peaKIus
TUINEPYYBCTBUTEIHLHOCTH; YAaCTOTA HEU3BECTHA — aHA(PUIIAKTHUECKAs PEaKITusl.

Hapywenus memabonuzma u numanus: HE4acCTO — aHOPEKCHSI.

Hapywenus co cmopoubl HepeHOU cucmembvl. 4YacTo — TOJOBHAs OO0Jb; HEYacTo —
TOJIOBOKPYKEHUE, MapecTe3uy, HapylleHHEe BKYCOBBIX OIIYIIEHUI, COHIUBOCTb, OECCOHHMIIA,
HEPBO3HOCTh; PEIKO — QXHUTAlMs, 4acTOTa HEM3BECTHA — THIIECTE3Ws, TPEeBOra, arpeccus,
00OMOpOK, CyIOpOTH, TICHXOMOTOpPHAs THIICPAKTUBHOCTh, IIOTEPS OOOHSHUS, W3BpaIlCHUE
OOOHSHHUS, MTOTEPS BKYCOBBIX OIYIICHUH, MHACTEHUS, Ope/I, TaJUTFOIIHAIIHH.

Hapywenusi co cmopoHbl opeana 3perusi: HEUacTo — HApyIICHUE 3PCHHUS.

Hapywenus co cmopoust opeana cnyxa u 1abupunma’ He4acToO — PACCTPOIMCTBO clyxa, BEPTUTO;
4acTOTa HEM3BECTHA — HAPYIIICHHUE CITyXa, B TOM YHCIIE TIIyX0Ta W/WIN IIIyM B yIIaX.

Hapywenus co cmoponbl cepOya’. HEYacTO — OIIYIIECHHE CepANCONeHNS; YaCTOTa HEN3BECTHA —
yBenuueHue uHTepBaia QT Ha AIeKTpoKapAHOrpaMMe; apUTMUS TUTIA «ITHPYITY», KEITYJ0UKOBast
TaxHKapIus, BHE3aMHAs CEpACUHO-COCYIUCTAasI CMEPTh

Hapywenus co cmopoHbl cocy008: He4acTo — «IIPHIUBBD» KPOBH K JIMILY; 4aCTOTa HEU3BECTHA —

IMMOHMKCHHUE apTCPUATIBHOI'O TaBJICHH.
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Hapywenus co cmopoHnbl ObixamenbHOU CUCmeMmbl, opeﬂmg %ﬂ'{ﬁ} IIH%WELHE t;ebocmehuﬂ:

HEYacTO — OJIBIIIKA, HOCOBOE KPOBOTCUCHHE.

Kenyoouno-kuweynvle Hapyuienus: OYeHb 4acTO — JHapes; 4yacTo — TOLIHOTA, PBOTA, 0OJb B
YKUBOTE; HEYACTO — METEOPU3M, TUCIIEIICHS, TACTPUT, 3a10p, Jucharus, B3AyTUe >KUBOTa, CyXOCTh
CIIM3UCTOM OOOJIOYKH TOJOCTU PTa, OTPBIKKA, S3BbI CIM3UCTOW OOOJOUKH IMOJIOCTH PTa,
MOBBIIIIEHUE CEKPELIMU CIFOHHBIX JKEJIe3; OUeHb PEJIKO — M3MEHEHHE 1IBETa S3bIKa, TAHKPEATHT.
Hapywenus co cmoponvl neuenu u dcenuegvl@o0sAujux nymelii. HEYACTO — IENaTUT; PEIKO —
HapylleHne (YHKIMHM NEYEHHU, XOJeCTaTUYeCcKas >KelITyXa; YaCcTOTa HEM3BECTHA — MEeUEHOYHAas
HEJOCTAaTOYHOCTh (B PEIKHUX CIy4yasX C JIETAJbHBIM HMCXOJOM B OCHOBHOM Ha (hOHE TSKEIIOTro
HapylmeHus QyHKIMH NI€YeHH ), HeKpO3 NIeueHH, Gy IbMHUHAHTHBIN TeNaTuT.

Hapywenus co cmoponvl Koocu u NOOKOMICHbIX MKAHEU. HEYaCTO — KOXKHAas Chlllb, 3V,
KpanuBHUIA, JEPMATHUT, CYXOCTh KOXH, MOTIMUBOCTD; PEIKO — peakius (poToceHCHOmIn3amnmu,
OCTpBI TeHEepaIM30BaHHBIN HSK3aHTeMaTo3HbIM mycTyne3 (OI'DIl); wacroTra HeusBecTHa —
cuanpom CrtuBeHca-/[)KOHCOHA, TOKCHYECKHH SIMUIACPMAIBHBIA HEKPOJIN3, MYJIbTH(QOPMHAsS
JpUTEMa, JIEKapCTBEHHAsl CHIb C 03MHO(GHMINEH W cucTeMHbiMU mpossieHusMu (DRESS-
CHHJIPOM).

Hapywenus co cmoponvl mbvluleunou, CcKenemuol u COeOUHUMENbHOU MKAHU. HEYacTo —
OCTEOapTPHUT, MUAITHS, OOJIb B CIIMHE, 0OJIb B IIE€; YaCTOTAa HEM3BECTHA — apPTPAITHUSI.
Hapywenus co cmoponsl nouex u mMouegbleo0saujux nymeui: He4acTo — IUu3ypus, 00Jib B 00jacTu
MOYEK; YaCTOTa HEM3BECTHA — UHTEPCTUIIMAIBHBII HE(PPUT, OCTpas MoveyHast HeJOCTATOUHOCTbD.
Hapywenus co cmoponst penpooyKmueHol cucmemvl U MOJNOYHLIX Jicele3. HedacTo —
METpOpparuu, HapynieHne GyHKINN SHUYEK.

Obwue HapyweHus u peakyuu 6 mecme 66e0eHus1. He4acTo — aCTeHUsI, HEZJJOMOTaHue, OLUTYIICHHUE
YCTaJIOCTH, OTEK JIMLA, 00JIb B IPYAH, TUXOpaJKa, nepudepruueckue OTeKH, OTeK.
Jlabopamopnvle u uncmpymenmanvHvle OaHHble: YaCTO — CHIDKEHUE KOJIMYECTBA JTUM(OIUTOB,
MOBBIIIIEHNE KOJIWYECTBA D03WHO(DUIIOB, TOBBIIICHHE KOJIUYECTBA 0a30(hMiIOB, TMOBBIIICHHE
KOJINYECTBA MOHOITUTOB, IOBBIIICHWE KOJMYECTBA HEUTPO(DMIOB, CHM)KEHHE KOHIICHTPALUU
O6ukapOOHATOB B iasme KPOBH; HEeYacTo — HOBBIIICHHUE aKTUBHOCTH
acrmapTaTaMHUHOTpaHcdepasbl,  alaHWHAMUHOTpaHc(epasbl,  IOBBIIIEHUE  KOHLEHTPALMH
OmnmupyOMHa B ITUTa3Me KPOBH, IIOBBIIICHWE KOHIIEHTPAIIMM MOYEBHHBI B IUTa3Me KpPOBH,
MIOBBIIIIEHNE KOHIICHTPAIlMU KpeaTHMHWHA B TUIa3Me KPOBH, M3MEHEHHE COJICP)KaHHS Kaius B
IUIa3Me KPOBH, TMOBBIIIEHHE aKTMBHOCTU LIEIOYHON (ocdaTa3sl B IIa3Me KPOBH, MOBBIIICHUE
CoJIepKaHuUs XJIopa B IJIa3Me KPOBH, OBBIIIEHHE KOHIIEHTPAILIUHU TIIOKO3bI B KPOBH, YBEIUYECHHE
KOJINYECTBA TPOMOOIIMTOB, TIOBBIIIICHUE TeMAaTOKPUTA, TIOBBIIIICHHE KOHIICHTPAIINY OMKapOOHATOB

B IJIa3M€ KPOBH, UBMCHCHHUE COACPIKAHUA HATPUA B IIJIa3ME KPOBU.

10
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BaxxHo co00mIaTh 0 M0103pEBACMBIX HEXKEIATEIHHBIX PEAKIUAX MTOCIIE PErUCTPAIUH Ipernapara ¢
[ENbI0  O0CCIeUeHUs] HEMPEPHIBHOTO MOHUTOPUHTA COOTHOIICHHUS «IOJb3a — PHUCK»
JIEKapCTBEHHOT'O TMpernapara. MeIuIuHCKUM paOOTHHUKAM PEKOMEHIYeTCs COOOIaTh O JIF0OBIX
M0JI03PEBAEMbBIX HEKEIATEIbHBIX PEaKIUIX JIEKAPCTBEHHOTO Ipernapara uepe3 HalMOHAIbHbIE
CUCTEMBI COOOINEHUS O HEXKEIATeNbHBIX PEAKIUsIX TOCYAapCTB — UJICHOB EBpasuiickoro
YKOHOMHUYECKOTO COI03a.

Poccuiickas ®@eoepayus

DdenepanbHas ciyx0a 1Mo Haa30py B cdepe 3apaBooxpaneHus (Poc3apaBuaazop)

109012, r. Mocksa, CiiaBsiHCKasl IIIomaab, 1. 4, crpoenue 1

Ten.: +7 (800) 550-99-03

E-mail: pharm@roszdravnadzor.gov.ru

WurepHer-caiit: WWW.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CuMITOMBI

TomrHoTa, BpeMeHHas MOTeps ClIyXa, pBOTa, AUapesl.

Jledyenue

Teparms[ CHUMIITOMAaTHYCCKasd.

5. DPAPMAKOJIOTMYECKHWE CBOMCTBA

5.1. ®apmakoaMHAMHYECKHE CBOICTBA

®dapmakoTepaneBTUUYECKass TpyINa: aHTHOAKTEpPHAIbHBIE CPEACTBA CHUCTEMHOTO JICHCTBUS,
MaKpOJUJbl, TMHKO3aMUHBI U CTPCOTOIPAMUHBI; MaKPOJINBI.

Kon ATX: JO1FA10

MexaHu3M ASUCTBUS U d)aDMaKOHI/IHaMI/I‘IeCKI/IC 3d)d)eKTLI

ABHUTPOMUIIMH — OaKTEPUOCTATHYECKUH aHTHUOMOTHK IMIMPOKOTO CHEKTpa JEHCTBUS W3 TPYIIIHI
MaKpoIHI0B-a3amu10B. O0Ia1aeT MHUPOKUM CHEKTPOM aHTUMHKPOOHOTO AeicTBUS. MexaHnu3M
JIeMCTBUS a3UTPOMUIIMHA CBSI3aH C MOJIaBIEHUEM CHHTEe3a Oelka MUKPOOHOM Ki1eTKkU. CBs3bIBasCh
¢ 50S-cyobenununeil pubOOCOMBI, YrHETaeT MEeNTHITPAHCIOKa3y Ha CTaJAUM TPAHCIALUH U
MIOJIABIISIET CHHTE3 O€JIKa, 3aMeIIsisl pOCT U pa3MHOXKEHHE OaKTEepHid. B BRICOKMX KOHIIEHTpAITHIX
OKa3bIBaeT OAKTEPUIIMIHOE JICUCTBHE.

OOnanaer akTUBHOCTHIO B OTHOIIEHWH psJia TPaMIIONIOXKUTENbHBIX, I'PaMOTPULIATENbHBIX,
aHa’POOHBIX, BHYTPUKIETOYHBIX U IPYTUX MUKPOOPTaHU3MOB.

MuUKpOOpTraHU3MBI MOTYT H3HAYAIBHO OBITh YCTOHYMBBIMH K JCHCTBUIO aHTHOMOTHKA UM MOTYT

puoOpeTaTh YCTOMYUBOCTD K HEMY.
11
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uHrudupywomas konuenrpanus (MUK), mr/on):

MuKpoOpraHu3Mbl MUK, wr/x
YyBCTBUTEJIbHbIE YcroiuuBble
Staphylococcus <1 > 2
Streptococcus A, 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 oonvutuncmee cyuaee uyecmeumeslbHble MUKPOOPZAHU3MDbL
1. I'pamnioJioKuTEIbHBIE 23PO0BI

Staphylococcus aureus MeTHIM/UTHH-4yBCTBUTEIILHBIH
Streptococcus pneumoniae meHUIUUTHH-9yBCTBUTEIbHBIH
Streptococcus pyogenes

2. 'pamoTpuuaTebHble a3PO0bI

Haemophilus influenzae

Haemophilus parainfluenzae

Legionella pneumophila

Moraxella catarrhalis

Pasteurella multocida

Neisseria gonorrhoeae

3. AHa3poObI

Clostridium perfringens

Fusobacterium spp.

Prevotella spp.

Porphyriomonas spp.

4. ipyrue MUKpPOOPTraHU3Mbl

Chlamydia trachomatis

Chlamydia pneumoniae

Chlamydia psittaci

Mycoplasma pneumoniae

Mycoplasma hominis

Borrelia burgdorferi

Mukpoopzanuzmst, ChOCOOHbIE PA36UMb YCIOUYUBOCb K A3ZUMPOMUUUHY
I'pamMmnoJioxkuTeIbHBIE 23P0O0BI

Streptococcus pneumoniae NeHUIUILTUH-YCTOHYUBBIN

12
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H3nauanvno ycmoﬁuueble MUKDPOODPZAHU3IMbL

I'pamnoJioxkuTeIbHBIE A3PO0LI

Enterococcus faecalis

Staphylococci (MeTHIMIUTHH-YCTORYNBbIE CTA(QUIOKOKKH MPOSBIISIOT OYCHb BBICOKYIO CTEICHb
YCTOHYMBOCTU K MaKpOJIUIaM)

['pammionoxuTenbHble OaKTEPHH, YCTOWYUBBIE K SPUTPOMULITHY

AHa3po0ObI

Bacteroides fragilis

5.2. DapmakoKHMHeTHYECKHE CBOMCTBA

AOGcopouus

[locne mpuema BHYTpb A3UTPOMHUIIMH XOPOIIO BCACBIBAETCS U OBICTPO paclpeiensercs B
opranu3me. [locie onHokpaTtHoro mpuema 500 mr 6mogoctynHocTs — 37 % (3ddekT «nepBoro
MPOXOXKACHUS»), MakcuMalnbHast KoHueHTpauus (0,4 mMr/a) B KpoBU co3faercs uepe3 2—3 yaca,
KKyIUics 00beM pacnpenenenus — 31,1 J/kr.

Pacnpenenenne

Cas3piBaHme ¢ OelKaMu 0OpaTHO MPOMOPIMOHATHLHO KOHIIEHTPAIlMU B KPOBH M COCTaBISET 7—
50 %. IIponukaer uepe3 MeMOpaHbl KIeTOK (ddexTuBeH Mnpu HUHQPEKIUIX, BbI3BAHHBIX
BHYTPHUKIIETOYHBIMH BO30ynuTensiMu). TpancnopTupyercst paronutaMu K MeCTy HHEKIHH, T11e
BBICBOOOXKJIAETCS B MPHUCYTCTBUU OakTepuii. JIETKO MPOXOAMUT THCTOreMaTHYECKUue Oaphephl U
noctynaet B TKaHU. KoHlleHTpanus B TKaHsAX U kiaeTkax B 10—50 pa3 Beile, yeM B Ij1a3Mme, a B
ouare HH(Gexkuuu — Ha 24-34 % Gomblle, YeM B 3I0POBBIX TKAHSX.

buorpancdopmarms

B neuenu nemerunupyercs, Tepsisi akKTUBHOCTbD.

OIUMUHALUA

VY a3utrpoMHIIMHA OYE€Hb NJIMHHBIN Mepro] nonysbiBeaeHus — 35—50 u. [lepuon monyBbeIBeneHUS
W3 TKaHEeW 3HauYuTenbHO Oosbiie. TepaneBTUUecKass KOHIICHTPALMS a3UTPOMHUIIMHA COXPaHSIETCs
no 5-7 nHeW moclie mpueMa TOoCJeTHeW J03bl. A3UTPOMMIIMH BBIBOJUTCS, B OCHOBHOM, B

HeusMeHHOM Buje — 50 % kumedaukoM, 6 % moukamu.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
MaHHHUTON (MAHHUT)

Kpaxman kykypy3HbIit

Maruus creapat

Hatpus naypuiicynbdar
13
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(MOCNEQOBATENEHOCTE 0006)

CocTaB KalCyJibl )KEJIaTUHOBOU

Turana quokcuy

Kenatun

6.2. HecoBmecTumMOCTD

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHus1)

3 roga.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH NMPHU XPAHEHUU

XpaHUTh B 3alIMIIEHHOM OT CBETa MECTE MpHU TemnepaType He Boiiie 25 °C.

6.5. XapakTep u cofep:kaHue NEPBUYHOH YIIAKOBKH

3, 6, 10 karcyn B KOHTYPHYIO SIYEHKOBYIO YIIAaKOBKY M3 IJICHKH MOJIMBUHIIXJIOPUIHON U (POITBTH
AJTIOMUHHMEBON MEYaTHOM JIAKUPOBAHHOM.

3, 6, 10, 12, 20 kamcyn B OaHKy MOJMMEPHYIO W3 TMOJUIPONHUICHA WM MOJIUITHIICHA,
YKYIOPEHHYIO HaTATMBA€MOW WJIM HAaBUHYMBAEMOW KPBIIIKOM MTOJIMMEPHOMN IS JIEKAPCTBEHHBIX
CPEICTB W3 MOJUIPONWIEHA WJIM MOJUATUIIEHA C KOHTPOJIEM IEPBOrO BCKPBITUS WIH 0Oe€3
KOHTPOJISI, C YIJIOTHSIOIIMM 3JIEMEHTOM WU 0e3 Hero.

JIONOMHUTENBHO [IONYCKAETCA HCIOJIb30BATh BATy MEAUUMHCKYIO THUTPOCKOIMMYECKYIO WIIU
aMOpTHU3aTOpP.

Ha OanKy HakJIeMBalOT STHKETKY CAMOKJICSIIYIOCS.

Kaxnayio O6anky, 1, 2 KOHTYpHBIX SYEHKOBBIX YIMAKOBKHM C WHCTPYKIUEH MO NPUMEHEHHUIO
MOMEIIAIOT B IAUYKy M3 KapTOHA.

6.6. Ocol0ble Mepbl MNPEIOCTOPOKHOCTH MNPH  YHUYTOKEHHUH  HMCHOJIH30BAHHOTO
JIEKAPCTBEHHOI0 Npenapara WM OTX0A0B, TMOJYYEHHBIX IOcjie NpPHMEHEeHUus:
JICKapCTBEHHOI'0 Npenapara, 1 Apyrue MaHuIyJIsiMH ¢ penapaToM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAHMOHHOI'O YAOCTOBEPEHUSA
Poccuiickas ®enepanus

O0111ecTBO ¢ OTPaHUYEHHON OTBETCTBEHHOCTHIO «Benpapm» (OO0 «Bendapm»)
115184, r. Mocksa, niep. O3epkoBckuit, a. 12, stax 1, momem. I, kom. 9

Ten.: +7 (3522) 48-60-00

E-mail: fsk@velpharm.ru

7.1. IIpeacTaBuTe/Ib AEPKATE/S] PETHCTPALMOHHOI0 YI0CTOBEPEeHHUs!

[IpereH3un norpedUTENEH HAOPABIATH 110 aIPeCY:

Poccuiickas @enepanus
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o1 03.02_2025

OO011eCTBO ¢ OTpaHUYEHHON OTBETCTBEHHOCTHIO «Ben(bagl\lal;}' E&éé'%ﬁ@ﬁiﬂk«b‘)‘z CTb 000g)

640008, Kypranckas o0x., r. Kypran, npocnekt Koncturynuu, . 11
Temn.: +7 (3522) 48-60-00, 55-51-80

E-mail: fsk@velpharm.ru

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

9. JTATA NEPBUYHOM PEIMCTPAIIMM (IIOJATBEPXJIEHHSI PETMCTPALIVH,
INEPEPET'UCTPALIUN)

JlaTa nepBoi perucTpanuu:

10. JATA IEPECMOTPA TEKCTA

O6mas xapaktepuctuka JyiekapcrBeHHoro npenapara ASUTPOMULINH BEJI®APM nocrymnHa

Ha WHPOPMALMOHHOM TopTaje EBpa3uiickoro 3KOHOMHYECKOTO COr03a B HH(OPMAIMOHHO-

KOMMYHHUKAIMOHHOM cetn «MHTepHe™ https://eec.eaeunion.org/
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