COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 25.09.2025 N= 24083

OBIIASI XAPAKTEPUCTHKA JIEKAPCTBEHHOT O IPEAAPATA "

1. HAMMEHOBAHUME JIEKAPCTBEHHOI'O IIPEITAPATA

Asutpomunina PeneBan, 125 mr, TabieTKH, MOKPHITHIC IIJICHOYHONH 000I0YKOM.
Asutpomunua PeneBan, 250 Mr, TaOJIETKH, TOKPHITHIE TUICHOYHON 000JI0YKOH.

Asutpomunina Penesan, 500 mr, TabIeTKH, MOKPHITHIC IJICHOYHONH 000I0YKOM.

2. KAUECTBEHHBIN 1 KOJIUYECTBEHHBIN COCTAB

JleiicTByrOIIIEE BEIIECTBO: a3UTPOMUIIUH.

Asurpomuiing Peresan, 125 mr, TaOJIETKH, MOKPEITHIE INIEHOYHON 000I0YKOH

Kaxnass TtabiieTka, TOKpHITas IUICHOYHOH OOOJOYKOW, COACPKUT 125 Mr a3uTpoMHUIIMHA
(B BUIE AMTUIpaTa).

Asurpomuind Peresan, 250 mr, TaOJIETKH, MOKPLITHIE INIEHOYHON 000I0YKON

Kaxnas tabnerka, NOKpbITas IUJIEHOYHOW 000JI0UKOH, coiepkuT 250 Mr a3uTpOMMIIMHA
(B BUIE AMTHIpATA).

Asurpomurinl Penesai, 500 Mr, TaOJIETKH, ITOKPBITHIE INIEHOYHON 000JIOYKON

Kaxnass TtabiieTka, TOKpHITas IUICHOYHOH 000J0uKoi, coaepkutr 500 Mr a3suTpoMHUIIMHA
(B BUIE AMTHIIpATA).

BemecTBa, Hanuuue KOTOPBIX HA/O YYMUTHIBATh B COCTaBE JIEKAPCTBEHHOTO Mperapara: HaTpui
(cm. paznen 4.4.).

ITonHbIit MEpCUCHb BCIIOMOT'aTCJIbHBIX BCHICCTB IIPUBCACH B pa3JCiIic 6.1.

3. JEKAPCTBEHHAS ®OPMA

TaGnerku, MOKPHITHIE MIICHOYHON 000JIOUKOA.

Asurpomuring PereBai, 125 mr, Ta0JIETKH, ITOKPBITHIE INIEHOYHON 000JI0YKOH

Kpyrible ABOSKOBBIMYKIbIE TaOJETKH, MOKPBIThIE MMJICHOYHOW O0OO0JIOUKONM O€noro wid MouTH
Oenoro 1Beta. Ha monepedunom paszpese sapo 0er1oro wim modtu 0eaoro mBeTa.

Asurpomunind Penesan, 250 mr, TaOJIETKH, MOKPBITHIE INIEHOYHON 000I0YKON

Kpyrible ABOSKOBBIMYKJbIE TaOJIETKH, MOKPBHITHIE IJIEHOYHOW OOONOYKOW OeNnoro Wi MOdYTH
Oenoro 1Beta. Ha monepedunom paszpese sapo 0ernoro wim movtu 0eaoro mBeTa.

Asurpomurind Penesan, 500 mr, TaOJIETKH, MOKPBITHIE INIEHOYHON 000JI0YKONU

OBasnbHBIE JBOSIKOBBIMTYKIIbIE TaOJIETKH, TOKPHITHIE TIJICHOYHOW OOOJIOYKOM OEI0TO WM TOYTH
Oenmoro mBeTa, ¢ PUCKOW Ha ONHOUM cropoHe. Ha momepeuHoMm paspese sapo Oenoro Wi MOYTH
0eJoro IBeTa.
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4. KIMHUYECKHE JAHHBIE (NOCTEROBATENLHOC b 0005)

4.1. Iloka3aHusi K NPUMEHEHHU IO

[Ipenapatr AsutpomuinuH PeHeBan moka3aH K IPHMEHEHHUIO y B3pOCIBIX M JI€TE€d B BO3pacTe
or 3mer and  JeYeHMs  MH(EKIHMOHHO-BOCHAIUTENBHBIX  3a00JI€eBaHUI,  BBI3BAaHHBIX
YyBCTBUTEIbHBIMU K a3UTPOMULIMHY MUKPOOPTaHU3MaMHU:

e uyH(pEeKUU BEpPXHHUX HbIXaTelbHbIX TyTed W JIOP-opranoB ((hapuHTUT/TOH3WUIMT, CHUHYCHUT,
CPEIIHUM OTHT);

e uHGEKUMWU HIDKHUX [BIXaTeJIbHBIX MyTeH: OCTpbli OpPOHXUT, OOOCTpEHHE XPOHUYECKOTO
OpOHXHUTA, THEBMOHUS, B TOM YHCJI€ BHI3BAaHHBIC AaTUITMYHBIMUA BO30OYTUTEISIMU;

e MH(EKIMHM KOXHM M MITKUX TKaHeW (aKHE BYJIbrapuc CpeJHeil CTENeHH TSDKECTH, pokKa,
UMIIETUTO, BTOPUYHO HH(DUIIUPOBAHHBIE IEPMATO3bI);

e HavanbHas cTaaus 6one3nu Jlaiima (6oppenro3) — Murpupyroias sputema (erythema migrans);

e uHG}pEKIIMK MOYEIONIOBBIX MyTel, BbizBanHbie Chlamydia trachomatis (yperpur, nepBurur).
4.2. Pe:xuM 103UPOBAHUS M CIIOCO0 NMPUMEHEHHU

PexxuM no3upoBaHus

Ipu ungpexyusx sepxnux u HUNCHUX OvixamenvHuvix nymeu, JIOP-opeanos, Kodcu u MaeKux mKaueu:
o 1 Tabnerke (500 mr) wim 2 tabnerku (250 mr) 1 pa3 B cyTku B TeueHue 3-x JHEH (KypcoBas J103a
1,51).

Ilpu axne synveapuc cpeoueti cmenenu msxcecmu: 1o 1 tabmetke (500 mMr) wimu 2 TabIeTKH
(250 mr) 1 pa3 B cyTku B TeueHHwe 3-X aHe#t, 3ateM mo 1 tabmerke (500 mr) wiu 2 TabiaeTKu
(250 mr) 1 pa3 B Hegemo B TeueHue 9 Hepenb (KypcoBas qo3a 6,0 r).

[lepByto exeHenenbHytro Tabnerky (500 wmr) wmm 2 Tabnetku (250 Mr) crnegyer NpPUHATH
yepe3 7 AHEW mocie npuema nepBoil exenHeBHOM Tabnerku (500 mr) mmm 2 tabnerok (250 mr)
(8-0if meH» OT Havana J€YEHHs), TMOCICAYIONIHE 8 eXeHeaenbHbiX Tabmetok (500 mMr) wmu
2 tabnetku (250 MT) — ¢ UHTEpBAIOM B 7 JTHEH.

Ilpu  6onesnu Jlatima (HauanvHas cmaousi Ooppenuoza) — Mucpupyrwel dpumeme
(erythema migrans): 1 pa3 B cytku B Teuenue 5 aueit. 1-it nenp — 1,0 r (2 Tabnerku mo 500 Mr wiu
4 tabnetku mo 250 mr), 3aTtemM co 2-ro mo 5-i geHb — no 1 tabnerke (500 mMr) wnu 2 TaGneTKH
(250 mr) (kypcoBas no3a 3,0 r).

Ipu ungexyusx mouenonogvix nymet, evizganuvix Chlamydia trachomatis (ypempum, yepsuyum):
HEOCJIO)KHEHHBIN ypeTput/miepBUIuT — 1 r (2 Tabnerku mo 500 mr unu 4 tabnetku mo 250 mr)
OJTHOKPATHO.

B cnydae mponycka mpueMa OJHOW J03bI a3UTPOMHUIIMHA, MPOIYIIEHHYIO 103y CIEAYeT MPUHSTH
KaK MOXHO paHblll€e, a MOCJIEAYIOINE — ¢ IEpepbIBaMU B 24 yaca.

Oco0BbIe TPVIIIHI MAIMEHTOB

Hauueﬁmbz noJHCUI020 so3pacma

Koppekuust 10361 He TpeOyercs. [lockonbKy MalMeHThl MOKUJIIOTO BO3pacTa yXe MOTYT UMETh
TEKYIIHE MPOAPUTMOTEHHBIC COCTOSHUSA, CIEIYEeT COON0IaTh OCTOPOKHOCTh MPH MPUMEHEHUH
A3UTPOMUIIMHA B CBSI3M C BBICOKMM PUCKOM PAa3BUTHS CEPJICUHBIX apUTMHUIA, B TOM YHCJIE APUTMHUU
THUIA «ITUPYITH.

Tlayuenmul ¢ Hapyuenuem Qyukyuy novex

[Tpu HapymeHnn QyHKIMH MOYEK Y MAIMEHTOB CO CKOPOCTBIO KiyOoukoBod (uibrpanuu (CKD)
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10-80 mn/MuH  KOppekmmsi 7036l HE TpeOyeTesl. Hp};ﬂ':'gaﬁ'ﬁ '%TEJ&L%I;IE:. QRRRd

y mamuentoB ¢ CK® <10 mu/MuUH mpemapar ClieiyeT MHPUHUMATh C  OCTOPOXKHOCTHIO
(cMm. pasnen 4.4.).

llayuenmul ¢ Hapywenuem ynKyuu neveHu

[Ipy mpuMEHEHMH y TAIMEHTOB C HApyIIEHHEM (YHKUWHU IEYECHU JIETKOH W CpelHell CTerneHu
TSKECTU KOPPEKLUS A03bI HE TpedyeTcs.

eTu
e Jletm ot 12 et no 18 met ¢ maccoii Tena 6omee 45 kr

Pexxum nmo3upoBanus i neteid ot 12 ner mo 18 et ¢ maccoit Tena 6onee 45 Kr He OoTIMYaeTCs
OT peXUMa JO3UPOBAHUS IS B3POCIIBIX.

e Jletu ot 3 1o 12 net ¢ maccoii Tena MeHee 45 Kr

Ipu unghexyusx eepxuux u HUNCHUX OvixamenvHwvlx nymeil, JIOP-opeanos, Kodxicu u MaeKux mrauei.
u3 pacuera 10 mMr/kr maccel Tena 1 pa3 B cyTku B TeueHue 3 aHel (kypcomas no3a 30 Mr/kr).
Jlnst ynoOcTBa 103UpOBaHUSI PEKOMEHIYETCsl BOCIIOJIb30BaThCs Tadsmieit Ne 1.

Taoauna Ne 1. PacyeT 103bl a3UTPOMUIIMHA JIJIS1 IeTeH ¢ MacCcoH Tesia MeHee 45 Kr

Macca Tesa Jo3a azuTpomMuumHa B Tadaerkax 125 mr

2 TabneTku nmpenapata AsuTpomunuH PeneBan 125 mr
18-30 kr
(250 mr asuTpomuIIIHA)
3 TabneTku nmpemnapata AsuTpomunuH PeneBan 125 mr
(375 mr azuTpomuIIIHA)
He MeHee 45 kr MIPUMEHSIIOT J103bl, PEKOMEHI0BAaHHBIE JJI1 B3POCIIBIX

31-44 xr

IIpu apuneume/monzunnume, 6vl36anHvix Streptococcus pyogenes, asuTPOMULIMH TPUMEHSIOT
B no3e 20 Mr/kr/cyt B TeueHue 3 nHei (kypcoBas mo3a 60 mr/kr). MakcuMaibHas CyTOYHas J103a
cocrasisieT 500 mr.

Ilpu  6onesnu Jlatima (Hauanvnas cmadus Ooppenuosa) — Mmucpupyrowlen —3pumeme
(erythema migrans): mo 20 mr/kr 1 pa3 B cyrku B 1-if jmeHb, 3aTeM u3 pacuera 10 mr/kr 1 pa3
B CYTKH CO 2-TO IO 5-1 JIEHb.

Tabnetkn npemnapata Asutpomuiud PeneBan 250 mr u 500 Mr He ciexyeT NMpPUMEHSTHh Y AeTel
B Bo3pacte oT 3 10 12 et u maccoil Tena MeHee 45 KI' B CBSA3M C HEBO3MOXHOCTbIO O0ECIIEUHUTh
PEXUM TO3UPOBAHUS.

e Jletu ot 0 g0 3 et

AsutpomunH PeHeBasl He cieayeT HNPUMEHATh y neTeil B Bo3pacte oT 0 no 3 j1er B CBA3M
C OTCYTCTBHMEM JIaHHBIX O 0€30MaCHOCTH U 3PPEKTUBHOCTH A3UTPOMUIIMHA B JAHHON BO3PAcTHOMN
rpymnrme.

Crooco0 nmpuMeHeHns

BHyTpb, HEe pa3xkeBbIBas, IO KpaliHeHd Mepe, 3a | yac no miMm yepe3 2 yaca mocie easl, 1 pas
B CYTKH.

4.3. IIpoTnBoONOKa3aHUSA

e [UMepuyBCTBUTENBHOCTh K a3UTPOMMIMHY, OSPUTPOMHUIMHY, APYTUM MaKpOJUAaM WIH
KETOJIU/1aM, MJTU K JII0OOMY M3 BCIIOMOTaTeNbHBIX BELIECTB, IEPEUNCIIEHHBIX B pa3zaene 6.1.;

e HapylieHue pyHKIUH Me4eHu Tskenoil crenenu (knacce C no knaccudukanuu Yaitng-I1s1o0);

L4 O[[HOBpGMGHHBIfI IMPpUCM C 3PpTrOTAMHUHOM U JUTHUAPOIPTOTAMHUHOM.
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COOTBETCTBY

4.4. Oco0ble yka3aHus H MepbI IPEJ0CTOPOKHOCTH IIPH Hl)lll/l_lbl'é:ﬂekﬂ_ 1lal:

C OCTOPOKHOCTBIO CIEAYET MPUMEHATh NMPU TEPMUHAIBHOU MOYeYHOM HepgoctaToyHoCcTH ¢ CK®
MeHee 10 MWI/MHH ©W Tpd OJHOBPEMEHHOM NPHMEHEHHHM C JUTOKCHHOM, BapdapuHOM,
UKJIOCTIOPUHOM (CM. pazzen 4.5.).

Tak >xe, KaKk TP TPUMEHEHUU SPUTPOMUIIMHA U JPYTUX MAKPOIUAOB, COOOIIAIOCH O PEIKUX
Cllydasix ~ CEPbE3HbIX  QJUICPIMYECKMX  pPEaklud, BKJIOYas  aHTMOHEBPOTHUYECKUH  OTEK
1 aHaWIAKCHIO (B PEIKUX CIIydasX C JIETATbHBIM MCXOJIOM), KOKHBIX PEaKIIHid, BKIFOYask OCTPHII
TCHEPAJIM30BaHHBIA IK3aHTEMAaTO3HBIN MycTyne3, cuHApoMm CruBeHCa-/[)KOHCOHA, TOKCHYECCKHI
AMUACPMATBHBIA HEKpOIM3 (B PEIKHX CIIydasx C JIeTaJbHBIM HCXOAOM), JICKAPCTBEHHYIO CHIIb
¢ n03uHOMIMEell W cucteMHbIMH mTposiBieHusMu (DRESS-cunapom). Hekoropeie u3 Takux
peakiuii, pa3BUBIIMXCA MPU NPUMEHEHUH a3UTPOMHUIIMHA, NTPHUOOpETAId PEIUJIUBHPYIOIICEe
TEYCHHUE U TPEOOBAIH MPOJIOIDKUTEIHHOTO JICYCHUST M HAOIIOICHHUSI.

[Ipu pa3BuTHH aJUIEPrUYECKON peaklMy Ipenapar ciaeAayeT OTMEHUTh U HayaTb COOTBETCTBYIOIIEE
nedeHue. Crenyer MMETh B BHJY, YTO IIOCIE OTMEHBI CUMITOMAaTHYECKOW TEpaluy BO3MOXKHO
BO300HOBJICHHE CUMIITOMOB aJUIEPTUYECKON pPeaKUH.

ABUTPOMUIIMH CIIeAyeT MPUHUMATh, MO KpaiiHeil Mepe, 3a 1 yac 10 wim yepes 2 4yaca rnocie npruema
AHTAIMIHBIX TTPENapaToB.

ASI/ITpOMI/II_[I/IH CJIeayeT NpHUMCECHATH C OCTOPOKHOCTBIO IMAIIMCHTAM C HApYHICHUAMHA (bYHKI_[I/II/I
IICYCHU JICTKOH M CpGI[HGfI CTCIICHU TKCCTHU H3-3a BO3MOKHOCTU PaA3BUTUA (1)YJH)MI/IH3,HTHOFO
renaTturTa ¥ Ie4eHOYHOH HEOAOCTAaTOYHOCTH TSKEJION CTEIICHH.

[Ipy HanMuuM CHUMOTOMOB HApyIICHWs (YHKIMHM TEYEHH: TAaKUX Kak OBICTPO HapacTaromas
aCTeHMs, JKENTyXa, IIOTEMHEHHE MO4YM, CKJIOHHOCTb K KPOBOTCYEHHUSM, II€YECHOYHAs
sHUedamonaTusi, TEPaNUI0 IPenaparoM CIEAyeT IPEeKpPaTuTb U IPOBECTH HCCIECIOBaHUE
(YHKIIMOHATIBHOTO COCTOSTHUS ITEYEHU.

[Mpu wapymenusx ¢yHknun modek: y manueHToB ¢ CK® 10-80 ma/mMuH KOppeKuus 03B
He Tpedyercsa, y mnauumeHToB ¢ CK® <10 mu/MMH Habm0Janoch yBEITUYEHHE CHCTEMHOIO
Bo3feicTBus  asuTpomunuHa Ha 33 %. Tepanuiro mnpemaparom — cieniyeT  IPOBOAMTH
C OCTOPO>XKHOCTBIO MOJT KOHTPOJIEM COCTOSHHUS (DYHKIIUHU MOYEK.

Kak u npu npuMeHeHUM Ipyrux aHTHOAKTEpUAIbHBIX MPENapaToB, MPH T€pPAUK a3UTPOMUIIMHOM
CIIEAYeT PEryysipHO 00cie0BaTh NAllMEHTOB Ha HAJMYME HEBOCIIPUMMYHMBBIX MHUKPOOPTaHU3MOB U
MIPU3HAKOB PA3BUTHS CyNEpUH(EKIHIL, B TOM UUCIIE TPUOKOBBIX.

HpenapaT HEC CJIEAYCT NPUMCHATH Ooiee AJIUTCIIBHBIMU KypCaMU, YCM YKa3aHO B MHCTPYKOWUH, TaK
KakKk q)apMaKOKI/IHeTI/I'-IeCKI/Ie CBOMCTBaA A3UTPOMHUIIMHA IIO3BOJIAAIOT PEKOMCHAOBATH KOpOTKI/II\/’I n
HpOCTOf/'I PEIKUM NO3UPOBAHUS.

Her JaHHBIX O BO3MOXHOM BSaHMO}IeﬁCTBHH MCXAY a3UTpOMHUIIMHOM W IIPOHU3BOJHBIMU
oproramMmMHa W AOUTHAPOSProramMmuHa, HO H3-3a pPA3BUTHA DOprorudMa IMpu OJHOBPEMCHHOM
INPUMEHCHUNW MAKpPOJIWAOB C MPOU3BOAHBIMH OJproramMMHa W AWUTHAPOIpTroTaMHHA JaHHAas
KOM6I/IHaI_II/I$I IMPOTHUBOIIOKAa3aHa.

[Tpr ATUTENTHHOM TpPHEME a3WTPOMMIIMHA BO3MOXKHO Pa3BUTHE ICEBJIOMEMOPAHO3HOIO KOJIHTA,
Bbi3BanHoro Clostridium difficile, xak B Buzme serkoil guaped, Tak M TDKEJIOTO KOJUTA.
[Mpu pa3BuTHH aHTHOMOTHK-ACCOIMMPOBAHHOW Juaper Ha (OHE TpHueMa a3UTPOMHUIIMHA,
a TaKke depe3 2 Mecslla IMOCIe OKOHYAHUS TepaluH CJICIyeT HCKIFYUTH KIOCTPUIHATIBHBIN
MICEBJIOMEMOpPAHO3HBI  KOMUT.  [Ipemaparhl, TOPMO3SIIHE  TMEPUCTAIBTHKY  KHIICYHUKA,
MPOTHBOIOKA3AHBI.

[Ipu neuyeHnn MakpoIMAaMH, B TOM YHCIIE a3UTPOMHUIIMHOM, HAOII01aI0Ch YIJIMHEHUE CEPACTHON
penonsipu3anuu 1 uHTepBaia QT, MOBBIIAIONIMX PHUCK PA3BUTHUS CEPACYHBIX APUTMHMA, B TOM
YUCJIE APUTMUM TUTIA KITUPYITH.



COOTBETC TEn W ETZ'
ot 25.05 o N2 2

Crnenyet cobmo1aTh OCTOPOKHOCTH MPU TMPUMEHEHHHT aSHTﬁgILﬂ/I]II}E&]Y %BIII/EEQJE&'C' Ea:hvitllﬁél.v[

MIPOAPUTMOTCHHBIX (PaKTOPOB (OCOOCHHO Y TIOXKHIIBIX ITAIUCHTORB), B TOM YHCJIE C BPOKIACHHBIM WIIH
MpUOOpeTeHHBIM yITMHeHHeM uHTepBana QT; y manueHToB, MPUHUMAIOIINX AHTUAPUTMUYECKUE
npenaparbl kiaccoB [A (xunuauH, npokawmHamuna), I (modermnma, aMuomapoH W COTajIoN),
u3anpua, TepPeHaaWH, aHTUIICUXOTHYECKHE TMpenaparsl  (MUMO3W[), AaHTHUIETPECCAHTHI
(muTanonpam), (GTOPXUHOJIOHBI  (MOKCHQIIOKCAIMH ©  JIeBOQUIOKCAIlMH), Yy IMalUCHTOB
C HapyLICHUSMH BOJHO-DJIEKTPOJIMTHOTO OajaHca, OCOOCHHO B cClyyae THIIOKAIHEMUU WU
THIIOMarHUeMUY, KIMHUYECKH 3HAUYUMOW Opaaukapaued, apuTMHUEH cepiaua WIA TKEIou
CepACYHON HEOCTATOYHOCTHIO.

HpI/IMCHeHI/Ie A3UTPOMHUIIMHA MOXKCT CIIPOBOLMPOBATH PA3BUTUC MUACTCHUYCCKOI'0O CMHApPOMA WA
BbI3BaTb O6OCTp€HI/Ie MHACTCHHU.

[lepen Ha3HaueHHEM a3MTPOMUIIMHA BCEM MAIMEHTAM, NMPUHUMAIOUIMM THAPOKCUXJIOPOXUH WU
XJIOPOXHH, THIATCIBbHO B3BCCHTC COOTHOIICHHUE IIOJB3bI W pPUCKAa H3-3@ IMOTCHIMUAJIBHO
MOBBIIIEHHOTO PHUCKA CEPACYHO-COCYIUCTBIX COOBITHH M CEPACYHO-COCYIAUCTOH CMEPTHOCTH
(cm. paznen 4.5.).

Buesannas cepoeuno-cocyoucmas cmepmeo

Hekoropble HaOnronaTesIbHblE MCCIEIOBAHUS I0Ka3aad IPUMEPHO JBYKPAaTHOE YBEJIUYECHHE
KpPaTKOCPOYHOTO MOTEHIHAIBLHOIO PUCKA BHE3AIHOM CEpJIeUHO-COCYAUCTON CMEPTHU y B3pOCIHbIX,
[OJIyYaBIIUX JIEYEHUE a3UTPOMMIIMHOM, IO CPaBHEHHIO C JAPYTUMHU aHTHOAKTEpUaTbHBIMU
npenapaTtamy, BKJIIOYash aMOKCHLIMJUIMH. BBIJIO OTMEYEHO, 4TO 3TOT HMOTEHLMAJIbHBIA PHUCK ObLI
BbIIIIE B TEUEHHE IEPBbIX 5 JHEW NMPUMEHEHHUs a3uUTpoMMIMHA. J[aHHBIE 3TUX HaAOIIOJATENIBbHBIX
UCCIICIOBAaHUM HEJOCTaTOYHbl JJs1 YCTAaHOBJCHHUS MM MCKIIOYEHHS INPUYMHHO-CIIEICTBEHHON
CBS3M MEXJy BHE3allHOW CEpJEUYHO-COCYIUCTOM CMEPThI0 U TNPHUMEHEHHUEM a3UTPOMMIIMHA.
Ilepen Ha3sHaueHWMEM a3UTPOMMIMHA MAlMEHTaM, B aHAMHE3€ KOTOPBIX €CTh YKa3aHHME Ha PUCK
yunHeHus: nHTepBasia QT, He0OX0IMMO MPOBEIEHHE 3aHCH eKTpokaparorpammel (IKT).

BcnoMorarenbHEIE BEIIECTBA

JlaHHBIH JIeKapCTBEHHBIN MpemnapaT coepkKuT MmeHee 1 MMmonb (23 Mr) HaTpus Ha TabJIETKY, TO €CTh
10 CYTH, «HE COAEPIKUT HATPUS».

4.5. B3aumojaeiictBue ¢ JPyruMH JIEKAPCTBEHHBIMH TMpenapaTamMm ¥ Jpyrue BHJbI
B3aNMOIeHCTBUA

AHTanmmanele npenapaTsl

AHTalMIHBIE Mpernaparsl HE BIUSIOT Ha OMOJOCTYNHOCTb Aa3UTPOMHUIIMHA, HO YMEHBIIAIOT
MaKCUMAaJIbHYI0 KOHIEHTpauuo B KpoBd Ha 30 %, mosToMy mpemapar ciegyeT IpUHUMATh,
10 KpaiiHel Mepe, 3a 1 yac 10 uim dyepes 2 yaca 1ociie MprueMa dTUX MPEnapaToB U ebl.

I leTI/I[ZI/ISI/IH

OpHOBpeMEHHOE TMPUMEHEHHEe B TEYCHHE 5 AHEH Yy 3J0pOBBIX JOOPOBOJIBIEB a3HUTPOMHIIMHA
¢ unernpusuHOM (20 Mr) He TpuBenO0 K  (apMaKOKMHETHYECKOMY  B3aUMOJCHCTBUIO
U CYyILIECTBEHHOMY M3MeHeHut0 uureppana QT.

Jlvnano3ud (IUIe30KCUHHO3UH)

OpnoBpemenHoe TmpuMeHeHne asutpomunuHa (1200 mr/cyr) u  aumanozunHa (400 mr/cyr)
y 6 BUY-unpuuupoBaHHBIX TMAalMEHTOB HE BBIABUIO W3MEHEHHWN (DapMaKOKWHETHUUECKHUX
MOKa3aHU AUIaHO3WHA 110 CPAaBHEHUIO C TPYIION miiameoo.

JIMTOKCHH ¥ KOJIXUIMH (cydcTparsl P-rimukonporenHa)

OHHOBpeMeHHOe MNPUMCHCHUC MAKPOJIUIAHBIX aHTI/I6I/IOTI/IKOB, B TOM 4YHUCIIC a3WUTPOMUIIHNHA,
C CY6CTpaTaMI/I P'PHHKOHpOTeHHa, TaKUMH KaK JUTOKCUH W KOJIXUIOHWH, MIPUBOJUT K ITOBBINICHUIO
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COOTEBETCTEYET 3KI(

ot 25.09.2025 N= 240

KOHIIGHTpauuu cyOctpata P-rimkomporenHa B CLIBOI'::)QEI(:;J %GJQAHTE%& C To_ﬁplasl'b;\ri,

npu OJHOBPEMECHHOM IIPUMCHCHHUHW Aa3UTPOMHIMHA KW JOUI'OKCHHA, HeO6XOI[I/IMO YUUTLIBATDH
BO3MOXHOCTD MMOBBINICHWA KOHICHTPAIIUU JUT'OKCHHA B CBIBOPOTKE KPOBHU.

3uI0BYANH

OnHOBpeMEHHOE TNMPUMEHEHHE a3uTpoMHIIMHA (ogHOpa3oBbid mpueM 1000 Mr U MHOTOKpaTHBIM
npueM 1200 mr wim 600 Mr) oka3pIBaeT HE3HAYUTEIHHOE BIIMSHHE HAa (DApMaKOKWHETHKY, B TOM
9uclie BBIBEJICHUE TMOYKAMHU 3WAOBYAMHA WIH €ro TIIOKYpOHUAHOro MeTtabomurta. OmHAKO
MPUMEHEHHE Aa3UTPOMUIIMHA BBI3BIBAIO YBEIMYEHHE KOHIEHTpauuu (HocPOpUINPOBAHHOTO
3UJIOBYJIMHA, KIWHUYECKH aKTUBHOTO MeTabonWTa B MOHOHYKJIEeapax nepudepudeckorl KpOBH.
Knunuueckoe 3HaueHue 3Toro paxra HEICHO.

AJKaIONABI CIIOPBIHBU

Y4uuThIBas  TEOPETUYECKYID  BO3MOXXHOCTh ~ BO3HHMKHOBEHHSI  OProTU3Ma, OJHOBPEMEHHOE
MPUMECHCHHE a3UTPOMHUIIMHA C TPOW3BOJHBIMHU  alKAJIOWJIOB CIIOPBIHBM  MPOTHBOIOKA3aHO
(cm. pasznens 4.3. 1 4.4.).

IIpenapatsl, MeTabOIU3UPYEMBIE € VYACTHEM M30DEPMEHTOB CUCTEMEI LIuToXpoma P450

AzuTpoMuIH crnabo  B3aMMOJEWCTBYeT ¢ u30(epMeHTaMH CHUCTEeMbl mHTOXpoMa P450.
He BBIABIEHO, 4YTO a3UTPOMHIMH Y4YacTBYeT B (DapMaKOKMHETHYECKUX B3aUMOICHUCTBUSX,
AHAJIOTUYHBIX SPUTPOMHULIUHY U APYTUM MaKpOJIHIaM. ASUTPOMULIMH HE SBISAETCS HHTHOMUTOPOM U
UHIYKTOPOM H30(pepMEeHTOB IIuTOoXpoma P450.

beitn  mpoBeneHbl  (PAapMAaKOKMHETHUYECKHE  MCCICIOBAHUS  OJHOBPEMEHHOTO  IPUMEHEHHUS
A3UTPOMUIIMHA W TPETapaToB, META0OIU3M KOTOPBIX MPOUCXOAHWT C y4aCTHEM H30(QEPMECHTOB
cuctembl nuToxpoma P450.

ATopBacTaTuH

OnHoBpeMeHHOE  INpHMeHeHHe aTtopBactaTMHa (10 Mr  eXenHeBHO) M a3UTPOMHIIMHA
(500 Mr exeqHEBHO) HE BBI3BIBAIO M3MEHEHHs KOHIICHTpAIMH aTOpBAacTaTHHA B IUIa3Me KPOBHU
(Ha ocHoBe aHanu3a uHruOupoBanus ['MK-KoA-peaykraser). OnHako, B MOCTPErUCTPALlMOHHOM
nepuojie ObUIM TONTYYEHbl OTAEIbHBIE COOOLIECHMS O claydasx paOJoMuoONIM3a Yy MalUeHTOB,
MIOJIYYaOIUX OAHOBPEMEHHO a3UTPOMHULIMH U CTaTHUHBI.

Kapbamasenuu

B (I)apMaKOKI/IHeTI/I"IeCKI/IX HCCICAOBAHUAX C YYAaCTHEM 3I0POBBIX I[O6pOBOJ'II>I_[eB HC BBIABJIICHO
CYIICCTBCHHOI'O BJMUAHUA Ha KOHUCHTpAIWIO Kap6aMa3ermHa H €ro akTUBHOI'O0 MeTadoJmTa
B IJIa3MC KPOBH Y MMALIUCHTOB, IMOJy4aBIINX OJHOBPECMCEHHO a3UTPOMUILIUH.

I lI/IMeTI/IZ IMH

B (I)apMaKOKI/IHCTI/I‘-ICCKI/IX HUCCICIOBAaHUAX BJIMSHUSA pasoBoﬁ J03bI OUMCTHUIWHA
Ha (bapMaKOKI/IHeTI/IKy A3UTPOMHIIMHA HC BBIABIICHO H3MEHEHMI q)apMaKOKI/IHeTI/IKI/I A3UTPOMHIMHA,
Ipu YCJIOBUH NPUMCHCHUA HUMCTUANHA 3a 2 yaca A0 a3UTpOMUIIMHA.

AHTI/IKOEIFVJ'ISIHTI)I HETIPAMOI'O )ICfICTBI/IfI (HDOI/ISBO)IHBIG KVMa]:)I/IHa)

B dapMakokuHETHYECKHX MCCIIEJOBAHUSAX a3UTPOMULIMH HE BIUSUI HA aHTUKOATYJISHTHBIN Qe
OJTHOKpaTHOH 10361 15 Mr BapdapuHa, IPUHUMAEMOTO 310pOBBIMU 10OpoBosbliaMu. Coob1anocs
O TIOTCHIIMPOBAaHUHU AHTHKOATYJISHTHOro 3(ddekra mocie OAHOBPEMEHHOIO INPUMEHEHUS
a3UTPOMUIIMHA W AaHTUKOATYJISIHTOB HENpPSMOro JAeWcTBUs (MpOM3BOAHBIE KymapuHa). Hecmorps
Ha TO, YTO MPUYMHHAS CBSA3b HE YCTAHOBJICHA, CIEAYeT YYUTHIBATh HEOOXOIMMOCTh MPOBEIACHHUS
4aCcTOr0 MOHUTOPUHIA IPOTPOMOMHOBOIO BPEMEHH MPU MPUMEHEHUH a3UTPOMHULIMHA Y TTAIIUEHTOB,
KOTOpBIE IIOJIy4alOT NEPOPAIBHBIE AHTHUKOAryJsSHTbl HENPSIMOro JeHCTBUS (IIPOU3BOJHBIE

KyMapuHa).
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B ¢apmMakoKMHETHYECKOM UCCIEJOBAaHUM C Yy4YaCTHEM 3J0pPOBBIX JOOPOBOJIBIEB, KOTOPHIE
B TeuyeHHWe 3 1HEHl mnNpuHUMaTM BHYTPb a3uTpoMuiH (500 Mr/cyr OIHOKpATHO), a 3aTeM
nukinocopud (10 Mr/kr/cyT  OgHOKpaTHO), OBUIO  BBISIBJICHO JOCTOBEPHOE  ITOBBIIICHHE
MakCUMaJbHOW KOHLEHTpauuu B I1asMe KpoBH (Cmax) W IUIOLAAM TOA ~ KPUBOM
«koHuentpauus-spems»  (AUCos) mukiocnopuna. Crenyer  coOmoaTh  OCTOPOXKHOCTH
IIpU OJJHOBPEMEHHOM NMPUMEHEHUH 3THX IpernaparoB. B ciyyae He00X0AUMOCTH OZHOBPEMEHHOTO
NPUMEHEHHUS JTHX I[penapaTtoB, HEOOXOJUMO MPOBOAUTH MOHUTOPUHI  KOHUEHTpPALUU
[UKJIOCTIOPHHA B IJIa3Me KPOBH U COOTBETCTBEHHO KOPPEKTUPOBATH J103Y.

OdaBupeHs

OpHoBpemMeHHOe mpuMeHeHue asutpomunmHa (600 Mr/cyr onHOKpatHO) U 3(daBupeH3a
(400 Mr/cyT) exeTHEBHO B TEUCHHME 7 JHEHW HE BBI3BIBAIO KAKOTO-IMOO KIMHHYECKH 3HAYMMOIO
(hapMaKOKMHETHYECKOTO B3aUMO/ICHCTBUSI.

DayKoHa3011

OpHoBpeMeHHOE  IpuMeHeHue  asurpomunuHa (1200 Mr  OJHOKpaTHO) HE  MEHsUIO
dapmakokuHeTHKy (QuykoHazona (800 mr omHokpatHO). OOmas 3KCHO3UIMS U MEPHOJ
MIOJTyBBIBE/ICHUS a3UTPOMUIIMHA HE W3MEHSUIMCH TPU OJJHOBPEMEHHOM IPUMEHEHUHU (IIyKOHA30J1a,
OHAaKO TMpu AToM HaOmonanu  cHWkeHne Cmax asurpomunuHa (Ha 18 %), uyTO
HE UMEJO KIIMHUYECKOTO 3HAUCHHUSI.

UnnunaBup

OpnHoBpemMeHHOE npuMeHeHue azuTpomuiuHa (1200 Mr ofHOKpAaTHO) HE BBI3BIBAJIO CTATUCTUYECKU
JOCTOBEPHOT'O BJIMSAHUS Ha (hapMakOKWHETHKY MHAMHaBUpa (o 800 mr 3 pa3a B CyTKH B T€UEHHE
S nHen).

MeTunnpe IHU30JI0H

A3I/ITpOMI/IIII/IH HC OKa3bIBACT CYHICCTBCHHOT'O BIIMSAHUSA HA q)apMaKOKI/IHeTI/IKy MCTHUIIIIPEAHN30JIOHA.

Hendunasup

OpnnoBpemeHHOE puMeHeHne azutpomuninHa (1200 mr) u Hendunasupa (o 750 mr 3 pasa B 1€Hb)
BBI3bIBACT IOBBIIICHUE PABHOBECHBIX KOHIEHTpAUUi a3UTPOMMIIMHA B CHIBOPOTKE KpPOBH.
Kinuanueckun 3HaUMMBIX TOOOYHBIX 3 (HEKTOB HE HAOIIOAAIOCh U KOPPEKITUHU JT03bI a3UTPOMHUIIMHA
IIPU €ro OHOBPEMEHHOM NPUMEHEHUH ¢ HelIUHABUPOM He TpeOyeTcs.

Pudabyrun

OnHOBpeMEHHOE MpPHUMEHEHHE a3uTpOMMIMHA W pudabyTHHA HE BIMAET HA KOHLEHTPAIHIO
KaXIOro M3 IMpermapaToB B  CBHIBOPOTKE KpoBH. [Ipu  OJHOBpEMEHHOM MPUMEHEHUU
a3uTpoMMLMHa M pudadyTnHa HHOrna HaOmonanace HeWTponeHus. HecmoTps Ha TO, 4TO
HEUTPONEHUs] acCOLMMPOBAJIach C MpUMEHEHHeM pudaldyTuHa, MPUUYMHHO-CIEICTBEHHAs CBS3b
MEXIy MNpUMEHEHHEeM KOMOMHAIMKM a3uTpoMUIMHa W pudabyTMHa U HEHTponeHuen
HE YCTaHOBJICHA.

Cunpenadun

[Ipy mnpuMeHeHHH Yy 370pOBBIX JOOPOBOJBLIEB HE TMOJYYEHO JI0OKA3aTelIbCTB BIUSHUS
azutpomunmHa (500 mr/cyt exxeaneBHO B TeueHue 3 aHel) Ha AUC u Cmax cuiieHadmiia Ui ero
OCHOBHOT'O IIUPKYJINPYIOIIETO METab0INTA.

Tepdenagun

B dapmakokmHETHYECKUX HCCICIOBAHUAX HE OBLJIO IMOJYyYEHO J0Ka3aTeIbCTB B3aUMOICHCTBUS
MEXAYy a3uTpoMuiuHOM u TepheHaanHoM. CooOmanoch O eOWHWYHBIX CiIydasX, Korjaa
BO3MOKHOCTh TaKOT'O B3aMMOJEHCTBUS HENb3s ObLIO MCKIIOYNTH MOJHOCTHIO, OJHAKO HE ObLIO HHU
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OJIHOTO KOHKPETHOTO JOKa3aTelbCTBa, 4YTO TaKQe B3aH£J1-(l)'n'éﬁgJ1§B;fe' Simero” Mdero” “Bhb

YCTQHOBJIEHO, YTO OJHOBPEMEHHOE NpUMEHEHUEe TeppeHaauHa U MaKpOJIMJOB MOXKET BBI3BATb
apuTMUIO U yuinHeHue uarepsana QT.

Teobummn

He BrIsIBIICHO B33HMO,II€IZCTBPIC MCXKAY a3UTPOMUIITUHOM U TGO(I)I/IJIHI/IHOM.

TDI/IaSOHaM/ MHnjaa3ojiaM

3HAYUTEIBHBIX ~ M3MEHEHHH  (apMaKOKMHETHYECKHUX  IIOKa3aTelned MpH  OJHOBPEMEHHOM
IIPUMEHEHUH Aa3UTPOMHULIMHA C TPHUA30JaMOM WM MHUIA301aMOM B TEPANEBTUYECKHUX J103aX
HE BBISBIICHO.

Tpumeronpum/cyiabhaMeToKCa30Jl

OnHOBpEMEHHOE  NPHUMEHECHHWE  TPHUMETONpPUMA/Cyib(aMeTokca3oja ¢ a3UTPOMHUIIMTHOM
HE BBIBUJIO CYLIECTBEHHOTO BIUSHHUS HAa Cmax, OOIIYI0 3KCHO3MLMIO WIH 3KCKPELMIO MMOYKaMU
TPUMETONIPUMA WU CyibpamMeTokca3ona. KoHIEHTpanuu a3WTPOMHIIMHA B CHIBOPOTKE KPOBU
COOTBETCTBOBAJIM BBISBIISIEMBIM B IPYTUX UCCIIENOBAHUAX.

T 'UIpOoKCUXIOPOXHH U XJIOPOXUH

JlanHple ~ HaOMIOJEHMH  [OKa3ajd, 4YTO  COBMECTHOE  IPUMEHEHHE  a3UTPOMHIIMHA
C TUAPOKCUXJIOPOXMHOM MU XJIOPOXMHOM Yy IIAIMEHTOB C PEBMATOMIHBIM apTPUTOM CBS3aHO
C TIOBBIIIECHHBIM PUCKOM CEPJIEYHO-COCYIHMCTBIX COOBITUH M CEepAEYHO-COCYIUCTOM CMEPTHOCTH.
N3-3a BO3MOKHOI'O AHAJIOTMYHOI'O PUCKA NPU INPUMEHEHHM JAPYTUX MAaKpOJIMAOB B COYETAHHUH
C THMAPOKCHUXJIOPOXMHOM WIIM XJIOPOXMHOM CIIEAyeT TIIATEIbHO B3BECUTH COOTHOILICHHUE I10JIb3bI
U pHUCKa, TMpexae YeM Ha3HauaTh a3sUTPOMULMH JIOOBIM TMAalMeHTaM, [PUHUMAIOIIUM
TUAPOKCUXJIOPOXHH HUIIU XJIOPOXHH.

4.6. ®epTUIBHOCTD, 0EPEMEHHOCTDb U JTAKTALUSA

bepemeHHOCTD

HpI/I 6€p€M€HHOCTI/I MNPUMCHAIOT TOJIBKO B CiIydac, CCJIIM HpcArnojiaracMas Iojib3a JId MaTCpu
IMPEBLIIACT MOTEHIIHAIbHBIN PUCK AT pe6eHKa.

JlakTarms

B nepuoa rpyaHoro BCKapMJIMBaHHUA MMPUMCHAIOT TOJIBKO B ClIy4dae, €CJIH IpearojgaracMas 1mojib3a
AJI1 MaTepu MMPEBLIITACT MOTCHIIHAIBHBIN PHUCK OJId TJ104a U pe6eHKa.

HpI/I HCO6XO,Z[I/IMOCTI/I InpueMa asuTpoMHlHA B IICPUOT I'PYAHOT'O BCKAapMJIIMBAHUS PCKOMCHIAYCTCA
IMPHUOCTAaHOBUTL I'PYAHOC BCKapMJIMBAHUC.

4.7. BiussHue Ha CHOCOOHOCTH YNPaBJAATHL TPAHCHOPTHBIMH CpeICTBAaMM H padoraTh
¢ MeXaHM3MaMH

[Ipu pa3BuTUM He)eIATENbHBIX 3(PQPEKTOB CO CTOPOHBI HEPBHOW CHUCTEMBI M OpraHa 3pEeHHS
cienyer coOJo/1aTh OCTOPOXHOCTh TIPH BBIMOJHEHWW JEHCTBUM, TPEOYIOMMX TOBBIIIICHHON
KOHIIEHTPAIM BHUMAHUS U OBICTPOTHI ICUXOMOTOPHBIX PEAKIIHIA.

4.8. HexkesaTebHbIE peaKkuu

Pe3roMe HexxenaTeabHbIX PeaKIIUi

YacroTa HEXeNaTelabHBIX pEaKIHMi KIACCU(PHUIIMPOBaHA B COOTBETCTBHU C PEKOMEHIAIMSIMH
BceemupHoii opranuzanuu 3apaBoOXpaHeHus: oueHb 4acto (> 1/10); gacto (> 1/100, Ho < 1/10);
Hedacto (> 1/1000, o < 1/100); peaxo (> 1/10000, o < 1/1000); ouenr peaxo (< 1/10000);
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HUngexyuu v uneazuu: HEYacTO — KaHAWAO3, B TOM YHCIIE CIU3UCTON OOOJIOUKM MOJOCTH PTa,
BarvHajbHasi WHPEKIMS, THEBMOHUS, TPHOKOBasi MHQEKIHs, OakTepuanbHas HH(peKuus, GapuHruT,
TacTPOIHTEPHUT,  PECIUpPATOpHBIE  3a00NeBaHMs,  PUHHUT;  YacTOTa  HEW3BECTHA  —
MICeBIOMEMOPaHO3HBIN KOJIHT.

Hapywenus co cmoponvl kposu u aumgpamuyeckou cucmemsl. HEUACTO — JIEHKONEHUS,
HEHTpOIeHNs, S03MHOPHIIINS; OYEHb PEIKO — TPOMOOIIUTONICHHS, TEMOJTUTHYECKAsT aHEMHSL.

Hapymenuﬂ CO CMOpPOHDBL MMMyHHOZZ cucmemslt. HEHYACTO — aHFI/IOHeBpOTI/I‘ICCKI/Iﬁ OTCK, pCaKIun
IMOBBIIICHHOMN YYBCTBHUTCIIBHOCTH; 4aCTOTA HCU3BCCTHA — aHa(i)I/IHaKTI/I'-IGCKaH pcaKkuus.

Hapymeyuﬂ Memabonuzma u nNUmMarusa. HedacTo — AHOPCKCHL.

Hapywenus co cmoponsi nepsHOill cucmemyl: 4acTO — TOJIOBHAs 00JIb; HEYACTO — FOJIOBOKPY)KEHUE,
HapylleHHe BKYCOBBIX OIIYILEHHH, MapecTe3ut, COHIMBOCTb, OECCOHHUIIA, HEPBO3HOCTD; PEIKO —
aXWUTallMs; 4YacTOTa HEM3BECTHAa — THIIECTE3Us, TpeBora, arpeccus, OOMOpOK, CYIOpOrH,
IICUXOMOTOPHAsl TUIIEPAKTUBHOCTh, TOTEPsl OOOHSHUS, U3BpALICHUE OOOHSIHUSA, MOTEPs] BKYCOBBIX
OLIYILLIEHUI, MUAaCTeHUs, Opel, TAJUTFOLIMHALIMH.

Hapywenus co cmoponvl opeana 3peHus: HEYaCTO — HAPYILLIEHUE 3PECHUS.

Hapywenus co cmoponwvl opeana ciyxa u nabupunma:. HEYACTO — PACCTPOMCTBO ciyxa, BEPTUTO;
4acTOTa HEU3BECTHA — HAPYILIEHUE CITyXa, B TOM YHCIIE TTyX0Ta /WK LIyM B yIlIax.

Hapywenuﬂ CO CNnOpOHbL cep()ua: HEYAaCTO — OIIYUWICHUC CepI[He6I/I€HI/IH; qacToTa HCHU3BCCTHA —
YBCJIIMYCHHUEC HHTCpBaJja QT Ha BKF, ApUTMHU TUNA «IUPYIT», XKEIYAOUYKOBasA TaXUKapIM,
BHE3altHasg CCPpACHHO-COCYAUCTAasd CMECPTh.

Hapywenusa co cmoponvl cocy0os. HEHacTO — «IIPUIMBBD» KPOBU K JIMILY; YaCTOTa HEU3BECTHA —
MOH)KEHUE apTEePUAIILHOTO JIaBJICHHUS.

Hapywenusa co cmoponvl Ovixamenvhot cucmemsl, 0p2aHo8 2pyOHOU KIemKU U CpPeOOoCMeHUs..
HEYacTO — OJIBIIIKA, HOCOBOE KPOBOTCUEHHUE.

Hapywenus co cmopouwl daceny0ouno-kuumeyHo20 mpakma:. OY€Hb 4acTo — Juapes; 4acTo —
TOILIHOTA, PBOTa, 00Jb B JKMBOTE; HEYACTO — METEOPU3M, AMCIIEIICHUS, 3alop, TacTpUT, nucdarus,
B3JlyTHE JKUBOTA, CYXOCTb CIM3UCTONH OOOJOYKH TOJOCTH PTa, OTPBDKKA, $3BBI CIU3UCTOMN
000JI0UKH IMOJIOCTH PTa, MOBBIILIEHUE CEKPEIIMH CIIOHHBIX XKEeJe3; OUeHb PEIKO — U3MEHEHHUE 1IBEeTa
A3bIKA, TAHKPEATHT.

Hapywenuﬂ CO CmMOpPOHbl nederHu u cheflll€6b1600}lu/;ux nymeﬁ HEYaCTO — TICHaTuT, pPCAKO —
HapyHmICHUEC (bYHKI_II/II/I NEYCHH, XOJCCTATHYCCKAA KCITyXad, YaCTOTa HCU3BCCTHA — INCUCHOYHAA
HEAOCTATOYHOCTH (B pPEAKUX Ciiydadx C JICTaIbHBIM HMCXOAOM, B OCHOBHOM Ha (bOHe HapyHICHUA
(byHKI_[I/II/I MIEYCHH TKEIIOMN CTCHCHI/I); HCKPO3 IICUCHU, (bYHLMHHaHTHLIﬁ I'CIIaTHUT.

Hapywenus co cmoponbl Kodcu U NOOKOJCHbIX MKAHel. HEeYacTo — KOXKHasl Cbllb, 3YI,
KpalnuBHULIA, JTEPMATHT, CYXOCTh KOXH, HMOTIMBOCTH;, PEIKO — peakuus (OTOCEHCHUOUIH3AINY,
OCTpPBIN FeHepaTN30BaHHBINA 3K3aHTeMaTo3HbIN mycTyne3 (OI'DI1); yactoTa HEM3BECTHA — CUHAPOM
CruBeHca-J[P>KOHCOHA, TOKCHYECKMH SHUAEPMATIbHBIA HEKpOIu3, MyJIbTHU()OpPMHAs »>puUTeMa,
JIEKapCTBEHHAS CHITTb C 03MHOGMINEH 1 cucTeMHBIMU TiposiBiieHusiMEA (DRESS-cunapom).

Hapywenus co cmoponbl Mblueunou, KOCMHOU U COEOUHUMENbHOU MKAHU. HEYacTo —
0CTE0apTPUT, MUANTHS, O0JIb B CIIMHE, 00JIb B II€€; YaCTOTa HEM3BECTHA — apTPaJITHsl.

Hapywenus co cmopoHvl nouex u mouegblooawux nymeil: He4acTo — IU3ypusi, 601b B 001aCTH
MOYEK; YaCTOTa HEM3BECTHA — UHTEPCTUIIHAIBHBII HEPPUT, OCTpas MmovyeyHast HeJOCTaTOUHOCTbD.

Hapywenus co cmopoHvl penpoO0yKmusHoul cucmembl U MOJIOYHBIX JHcele3’. He4acTo — METpOpparuu,
HapylieHne QyHKUNUN SUYeK.
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OLIYIIIEHUE YCTAIIOCTH, OTEK JIULIa, 00JIb B IPYAH, JIUXOpaJKa, nepudepruieckre OTeKH.

Jlabopamopnvie u uHcmpymeHmanvhvie OaHHble: YaCTO — CHU)KEHHE KOJIWYECTBA JTUMQOILUTOB,
MOBBIIIEHUE KOJMYECTBA DO3MHO(HIOB, TOBBIIICHUE KOJIHYECTBa 0a30(MIIOB, IOBBIIICHHE
KOJIMYECTBA MOHOITUTOB, TMOBBIIICHUE KOJUYECTBA HEHUTPO(DUIOB, CHI)KCHHE KOHIICHTPAIIUU
OuKapOOHATOB B IUIa3Me KPOBH; HEYACTO — MOBBIIICHUE aKTHBHOCTH acmapTaTraMUHOTpaHchepass
(ACT), ananmnamunotpancgepassl (AJIT), NOBBIIICHHE KOHIGHTpAMH OWIMpyOWMHA B TUIa3Me
KPOBH, TOBBIIICHUEC KOHIECHTPAIIMA MOYECBHHBI B IUIa3M€ KPOBH, TOBBINICHHE KOHICHTPAIUU
KpeaTMHUHA B IUTa3ME KPOBU, M3MEHEHHE COJCPKAHMS Kallus B TUIa3ME KPOBH, IOBBINICHUE
AKTUBHOCTH ILEJIOYHOM (pocdaraspl B I1a3mMe KPOBH, MOBBIIICHUE COJCPKAHUS XJIOPUIOB B IIa3Me
KpPOBH, IOBBINICHUE KOHIICHTPAIIMH TJIOKO3BI B KPOBH, YBEIUYCHHE KOJIMYECTBA TPOMOOIIMTOB,
CHIDKEHHE T€MaTOKPHTA, TIOBBIIICHHE KOHIICHTPAIUA OMKapOOHATOB B IJIa3ME KPOBHU, H3MECHEHUE
COJIEpKaHUsl HATPUS B TJIa3Me KPOBH.

COO6H.I€HI/IG 0 ITOJ03PCBACMBIX HCKCIATCIbHBIX PCAKIINAX

BaxkHo cooOmarh 0 1MoJ03peBAEMbIX HEXKENATEIbHBIX PEAKIHUAX IOCJIE pEerucTpaluy mpenapara
c uenbto oOecreyeHHuss HEMPEepbIBHOTO MOHHUTOPHHIA COOTHOIICHHS «II0JIb3a — PHUCK»
JIEKapCTBEHHOI0 Ipenapara. MeIuIUMHCKUM pabOTHUKAM PEKOMEHAYETCsl cooOIaTh O JIHOOBIX
MIOJ03PEBAEMBIX HEKEJIATENbHBIX PEAKUUSIX JIEKAPCTBEHHOrO IIpernapara 4yepe3 HalMOHAaJIbHbIE
CHCTEMBl COOOLICHHS O HEXENaTeJIbHBIX pPEaKIHsIX TOCyAapcTB-wieHOB EBpasmiickoro
SKOHOMHUYECKOI'O COI03a.

Poccuiickas ®@enepanns

®enepanpHas cinyx0a o Haa30py B cepe 31paBoOXpaHEHUS.

Anpec: 109012, r. MockBa, CnaBsiHCKas 1I0manp, 1. 4, crp. 1.
Tenedon: +7 800 550 99 03

DnekrponHas moura: pharm@roszdravnadzor.gov.ru

CaiiT B nH(pOpMaIIMOHHO-TEIEKOMMYHUKALMOHHON ceTH «HTepHeT»:
https://www.roszdravnadzor.gov.ru

Pecny6nuka Kazaxcran

PI'TI nma IIXB «HannoHaneHb L{eHTp sKCHepTH3BI JIEKAPCTBEHHBIX CPEACTB M MEIULIMHCKHUX
m3nenuity  Komurera MemuIMHCKOro M (papManeBTHYECKOrO KOHTposis MuHHCTepcTBa
3npaBooxpaHeHus Pecnyonuku Kazaxcras.

Anpec: ZOOT6ES, r. Acrana, yin. A. ImaHoBa, 13.

Tenedon: +7 (7172) 235-135

OnektponHas mourta: farm@dari.kz

Caiit B mH()OpPMAIIMOHHO-TEIEKOMMYyHUKAIIMOHHOM ceTn «HTepueT»: https://www.ndda.kz

Pecniybnuka ApmeHus

AO3T «HayuHblii IEHTp SKCHEPTU3Bl JIEKAPCTB M MEIUIMHCKUX TEXHOJOTMH HMM. aKaJIeMHKa
3. I'abpuensHay.

Anpec: 0051, r. Epesan, np. Komuraca, 49/5.

Tenedon: (+374 10) 23-16-82, 23-08-96, (+ 374 60) 83-00-73

Tenedon ropsiueit JIMHUK OTJEIa MOHUTOPUHTA 0€30MaCHOCTH JI€KapPCTBEHHBIX CPEJICTB!

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

Caiit B uH(MOPMAIMOHHO-TEIEKOMMYyHUKAIIMOHHOM ceTh «MHTepHe™: https://pharm.am

Pecny6imka benapychb

PVII «lleHTp 3KCIIEpTU3 U UCIIBITAHUM B 3[paBOOXPAHEHUN.

Anpec: 220037, r. MuHck, nep. ToBapuieckuii, 2a.

Tenedon: + 375 (17) 231-85-14

Tenedon otnena papmaxkonamzopa: + 375 (17) 242-00-29

CaiiT B nH(pOpMAIIMOHHO-TEJIEKOMMYyHUKAITMOHHOM ceT «HTepHeT: hitps://www.rceth.by

10


mailto:pharm@roszdravnadzor.gov.ru
http://www.roszdravnadzor.gov.ru/
mailto:farm@dari.kz
http://www.ndda.kz/
http://pharm.am/
https://www.rceth.by/

COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 25.09.2025 N= 24083

(R )

Keipreickas PecriyOnmka (NOCNEOCQBATENBHOCTL 0003)

JlemapTaMeHT JIEKapCTBEHHBIX CPEACTB M MEIUIMHCKUX M3JIeJUi 1pu  MuHHCTEpCTBE
3npaBooxpanenust Kelpreizckoit PecriyOmmku.

Anpec: 720044, r. bumkexk, yi. 3-s auHus, 25.

Tenedon: + 996 (312) 21-92-78

Dnexrponnas moura: dismi@pharm.kg

Caiit B uH(GOPMALIMOHHO-TEIIEKOMMYyHUKAIIMOHHOM ceTn «HTepHeT»: https://www.pharm.kg

4.9. Ilepeno3upoBka

CHUMIITOMBI
Bpemennas noreps ciyxa, TOIIHOTA, pBOTA, AUAPES.
Jleyenne

CuMIITOMaTHYECKOE.

5. PAPMAKOJIOTMYECKUE CBOMCTBA
5.1. @apmakoauHamMHYecKHe CBOiiCTBA

dapMakoTepaneBTUYECKass TpylIa: aHTHOAKTEpHAIbHBICE CpPEACTBA CHUCTEMHOTO JICHCTBUS;
MAaKpOJIM/IbI, TUHKO3aMHUHBI U CTPENTOTPAMHUHBI; MAKPOJIUIBI.

Kox ATX: JO1FA10

MexaHu3M AeiCTBUS

A3UTpOMHMIIMH — OaKTEpUOCTATUYECKUN AHTHOMOTHK IIMPOKOTO CIEKTpa AEUCTBUSI U3 TPYIIIbI
MaKpoJIuI0B-a3aiuioB. O0MaaeT IMUPOKUM CIEKTPOM AaHTHMMUKPOOHOrO AEWCTBUS. MexaHusm
NeMCTBUS a3UTPOMUIIMHA CBSI3aH C MOJAaBJICHUEM CHUHTe3a Oelika MUKpOOHOH KieTku. CBSA3bIBasCh
c 50S-cyOpenuHuneit pubOCOMBI, YrHETaeT MENTUATPAHCIOKA3y Ha CTaJud TPaHCIALUU
U MO/IaBJISI€T CUHTE3 OeliKa, 3aMeIsis POCT U pa3MHOKEHHUE OakTepHil. B BRICOKMX KOHLIEHTpALUAX
OKa3bIBaeT OaKTEPUIMIHOE AEUCTBHE.

dapmakonnaamMmuecke YO HEKTH

OOnamaer axkTHUBHOCTHIO B OTHOLIEHWH psja TPAMIIOIOKUTEIbHBIX, TI'PaMOTPHULATEIbHBIX,
aHa’pOOHBIX, BHYTPUKJIETOYHBIX U JPYTUX MUKPOOPTaHU3MOB.

MuKpoOpraHu3Mbl MOTYT M3HAYaJIbHO OBITh YCTOMUMBBIMU K JEHCTBHIO aHTUOMOTHKA WJIM MOTYT
pHOOpETaTh YCTOMUMBOCTH K HEMY.

[Ilkana 4yBCTBUTEIBHOCTH MHMKPOOPTaHM3MOB K a3UTPOMHUIMHY (MHUHHMMAalbHas MHTHOMpYrOILas
koHueHTpauus (MUK), mr/n):

MuKpoopranu3mMsbl MUK, mr/a

YyBcTBUTEIBHBIE YcroitunBbie
Staphylococcus spp. <1 > 2
Streptococcus spp. (epynnet 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
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(NOCNEQCBATENEHOCTE 0005)

B bonvuuncmee crydaes 4yecmeuntesibHble MUKPOOPSEHU3IMDbL

I pamnonoorcumenvhvie 03D06bl

e Staphylococcus aureus MeTHIMILTHH-9yBCTBUTEIbHBIN
e Streptococcus pneumoniae meHuIHUTHH-9yBCTBUTEIbHBIH
e Streptococcus pyogenes

I pamompuyamenvhble 03D06bl

e Haemophilus influenzae

e Haemophilus parainfluenzae
e Legionella pneumophila

e Moraxella catarrhalis

e Pasteurella multocida

e Neisseria gonorrhoeae

AHnaspobul
Clostridium perfringens

Fusobacterium spp.

Prevotella spp.

Porphyromonas spp.

,HDVZM@ MUKDPOODP2AHRHUIMDbL

e Chlamydia trachomatis

e Chlamydia pneumoniae

e Chlamydia psittaci

e Mycoplasma pneumoniae

e Mycoplasma hominis

e Borrelia burgdorferi

Mukpoopeanusmul, cnocodHbie pazeums YCmMouyU8OCMsb K A3UMpOMUYUHY

I'pamnonooicumensvivie a3p06bl

e Streptococcus pneumoniae neHuIHUTHH-YCTONYUBbI
H3nauanvHo ycmouuugvle MUKPOOP2SAHUIMbL

I'pamnonooicumensvivie a3p06bl

e Enterococcus faecalis

e Staphylococci (MeTHIUIMH-yCTOWYHBEIE CTAQHUIOKOKKH C OYEHb BBICOKOH 4acTOTOM 00JaatoT
NPUOOPETEHHON YCTOWYMBOCTHIO K MaKpOJIHIaM)

® TPaMIOJIOKUTENbHbIE OAKTEPUH, YCTOWUUBBIE K SPUTPOMUILIMHY

AHaspobul
e Bacteroides fragilis.
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5.2. GapMaKOKHHeTHYECKHE CBOHCTBA

AOGcopOrus

[locne mnpuema BHYTPh a3UTPOMHIMH XOPOIIO BCAChIBACTCA U OBICTPO pacmpenensercs
B opranusme. Ilocne omHokparHoro npuema 500 mr 6uogoctynHocts — 37 % (3dext «nepBoro
MPOXOXKJICHHS» ), MaKCUMaJIbHas KoHeHTpauus (0,4 Mr/i) B KpOBU CO3/1aeTcs yepes 2—3 Jaca.

Pacopenenenune

Kaxymmiics  obvem  pacnpenenenusi — 31,1 i/kr,  cBs3piBaHume ¢  OeidkamMu  0OpaTHO
IIPONOPLIMOHAIIBHO KOHLIEHTpAUK B KpoBU U coctaBisier 7—50 %. Ilponukaer yepe3 meMOpaHsbl
KIeToK (3pdexTuBeH mnpu UHPEKIUSAX, BBI3BAHHBIX BHYTPUKICTOYHBIMH BO30YIUTEIISIMH).
Tpancnoprupyercss ¢aronuraMu K MeCTy MH(EKIMH, IAe BBICBOOOXKIAETCS B INPHUCYTCTBUU
Oaktepuii. JIerko mpoxoauT rucroreMaTnyeckue 0apbepsl M MOCTynaeT B TKaHU. KoHIeHTpaus B
TKaHsAX U KieTkax B 10—50 pa3 Bbllie, yeM B mia3me, a B ouare nHpekuun — Ha 24—34 % Oosblie,
9YeM B 3JJ0POBBIX TKAHSIX.

EI/IOTDaHCd)ODMaHI/IH

A3UTPOMHIIVH IEMETHIINPYETCS B [IEYEHHU, TEPSIS aKTUBHOCTb.

ONIMMUHALIMSA

VY a3uTpoMHIIMHA OYEHb MPOJOJDKUTENLHBIA Tepuon moiyBbiBeneHus — 35-50 wacos. [lepuon
IIOJIYBBIBEJICHUSI M3 TKAaHEH 3HAYUTENBbHO JUIMTENbHEE. TepaneBTHUecKas KOHLEHTpaLus
a3UTPOMHULIMHA COXpaHseTcss A0 S5—/ AHeW mocie mpuemMa NOoCIeAHEW M03bl. A3UTPOMULIMH
BBIBOJIMTCS, B OCHOBHOM, B HEU3MEHEHHOM Bujie — 50 % KuIiieuHukom, 6 % rnouxkamu.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeuyeHb BcioMOraTebHbIX BelIeCTB

Kpaxman mpexenaTHHU3UPOBAHHBIN;
kanbius runpodocdar 6e3Boausiii (E341);
LIEJUTI0JI03a MUKpOKpucTainyeckas 101;
Kpockapmeruiosa Hatpust (E468);

KpaxMas KyKypy3HbIi;

KpEeMHUS TUOKCU]] KOJUIOUIHBIN (a3pocun);
MarHus CTeapar,

runpomerosa (E464);

HaTpus Jaypuicynbdar.

CocraB 000104YKH

I'unpomennosa (E464);

tutana quokeun (E171);

TaJIbK;

nonmcopOat 80

WJTU CyXasi CMECh ISl TUICHOYHOTO TIOKPBITHS COCTOSIIIIAS U3:

runpomeinosa (E464);
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(MOCHE .:|.:

tutana quokeua (E171);

TaJIbK;

nosucopOat 80.

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok rogHocTH (CpoOK XpaHeHus1)

3 roga.

6.4. OcoOble Mepbl MPET0CTOPOKHOCTH MPH XPAHEHUH

XpaHUTh B KOHTYPHOI! sIU€HKOBOI yIIaKOBKE B ITa4ke Mpu Temneparype Huke 25 °C.
6.5. Xapakrep u coep:kaHue YIAKOBKHU

I[To 3, 6 Tabnerok B KOHTYPHYIO SYCHKOBYIO YIAKOBKY W3 TUICHKH MOJWBHHUIXJIOPUIHON
1 (HOJIBTH ATFOMUHUEBOM TIEYaTHON JJTAKUPOBAHHOM.

Asurpomuiing Peresan, 125 mr, TaOJIETKH, MOKPEITHIE INIEHOYHON 000I0YKOH

1 KOHTYpHYIO SIYEHKOBYIO YIAKOBKY IO 6 TaOJEeTOK MM 2 KOHTYpHbIE SYCHKOBBIE YIaKOBKHU
no 3 TalbJeTKH C JIMCTKOM-BKJIQJBIIIEM MOMEIMIAI0T B MAYKy W3 KapTOHA IS MOTPEOUTEIHCKOU
Tapsl.

Asutpomuring PereBai, 250 mr, Ta0JIETKH, IIOKPBITHIE INIEHOYHON 000JIOYKOH

1 KOHTYpHYIO SIYEHKOBYIO YIAaKOBKY MO 6 TaONETOK MM 2 KOHTYpHbIE SYCHKOBBIE YHNaKOBKHU
1no 3 TableTKH C JUCTKOM-BKJIAJBIIIEM IOMEIIAIOT B MayKy U3 KapTOHA AJs MOTPEOUTENbCKON
Tapsl.

Asurpomurina PereBai, 500 mr, Ta0JI€TKH, HOKPBITHIE IDIEHOYHOU 000JI0UYKOH

1 KOHTYpHYIO SUEHKOBYIO YMAaKOBKY MO 3, 6 TabNeTOK WM 2 KOHTYpHBIE SYEHKOBBIE YHNaKOBKHU
no 3 TabNeTKH C JUCTKOM-BKJIAJBIIIEM IMOMEIIAIOT B MauyKy U3 KapTOHA JJs MOTPEOUTENbCKON
Tapsbl.

6.6. Oco0ble MepbI MPEIOCTOPOKHOCTH NMPH YTHIM3AIUUH MCNOJIH30BAHHOIO JeKAPCTBEHHOI 0
npenapara WM OTXOI0B, INOJYYEHHBIX IOC/I¢ NPUMEHEHHUSI JEKAPCTBEHHOIrO Ipenapara,
U Ipyrue MAaHUIYJISLHH € IPenapaTom

Oco0ble TpeOoBaHUs OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHMUSA

Poccuiickas @enepanus

AxrmmonepHoe obmiectBo «IIpousBocTBeHHas GpapmarieBTrdeckast komnanus OOHOBICHUE
633621, HoBocubupckas 061., Cy3yHckuii paiioH, pi. Cy3yH, yi. Komuccapa 3sTpKkoBa, 1. 18.
Ten./dakc: 8 (800) 200-09-95.
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7.1. IlpencraBuTe/ib AepsKaTessi perUHCTPAIHOHHOID vuocﬂggﬁ;f;@': BATEINEHOCTD 0003)

IIperen3un HOTDC6I/IT€J'ICI71 HanpasJIATh 110 aapeCy.

B Poccuiickou @edepayuu

Poccuiickas @enepanus

Axkunonepnoe o6mectBo «IIponsBoacTBeHHas apmareBTHUEcKas koMaHuss OOGHOBICHHE)
630096, r. HoBocubupck, yn. Cranimonnasi, a. 80.

Ten./dakc: 8 (800) 200-09-95.

e-mail: pretenzii@pfk-obnovlenie.ru

B Pecnybnuxe Kazaxcman, Pecnyonuxe Apmenus, Pecnybnruxe bBenapycw, Kvipevizckou Pecnyonuke
PecnyOnuka Kazaxcran

TOO «®apmareiT-Kazaxcran»

Pecniy6nmka Kazaxcran, ropon Anmatel, AamanuHckuii paiioH, [Ipocnext Abas, nom 153, kB. 38,
noutoBkIi naaekc 050000

Ten.: +7 777 788 3809
e-mail: saldibekova@pharmagate.co.uk

8. HOMEP (HOMEPA) PETUCTPAIITMOHHOI'O YAOCTOBEPEHUSI

JITI-Ne(001266)-(PT-RU)

9. KATEI'OPUsl OTITYCKA JIEKAPCTBEHHOI'O ITIPEITAPATA

JlekapcTBEeHHBIN ITpenapaT OTHOCUTCS K KATETOPUH OTITYCKA 10 PELENTY.

OO0r1ast XxapakTepUCTHKA JIEKAPCTBEHHOTO Tpenapara A3UTPOMHUIIMH PeHeBa T0CTyIHA B €AHMHOM
peecTpe 3aperrMCTPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB EBPa3sHiiCKOr0 3KOHOMHYECKOTO CO03a
U Ha OQHUIHATILHOM  CaiiTe  YIIOJIHOMOYCHHOTO oOpraHa (IKCIEPTHOW  OpraHU3aIliH)
https://eec.eacunion.org/
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