COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 20.07.2023 N= 13703

OBIIASI XAPAKTEPHCTHKA JEKAPCTBEHHOFOTIPERAPATA U702

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Posamurus, 1,5 Miaa. ME, TabieTku, MOKPHITHIE TUICHOYHONH 000IOUKOH.
Posamuriun, 3 mutH. ME, TabneTku, TOKPHITHIE TUIEHOYHON 000I0YKOH.
2. KAUECTBEHHBIN 1 KOJTMYECTBEHHBII COCTAB

JlelicTBytoliee BEMIECTBO: CIIMPAMUILIMH.

PoBamuimmy, 1.5 mug. ME, TaOGneTKH, DOKPBITHIE INIEHOYHON 000JI0YKOH

Kaxxnas TaGieTka, moKphITast INIEHOYHOM 000J109K0M, coaepkuT 1,5 miaH. ME cnimpamunirna.

PoBamuimu, 3 MmuiH. ME, Ta0ieTku, DOKPHITHIE IJIEHOYHOM 000JI0YKON

Kaxnas Tabnerka, mOKpbITas MICHOYHOM 000s10uK0ii, conepxut 3 MiaH. ME cnupamunusa.

[TonHbIi epeyeHb BCIIOMOTaTEIbHBIX BEIIECTB MPUBEIEH B paznene 6.1.
3. JEKAPCTBEHHAS ®OPMA
TaGneTku, MOKPHITHIE TNICHOYHOIH 000I0UKOI

PoBamurimy, 1.5 mud. ME, TaGneTkuy, DOKPBITHIE INIEHOYHOU 000JI0YKOM

JIBOSIKOBBIITYKJIbIE, KPYTJIbIE TAOJIETKH, TOKPBIThIE 000JI0YKOM, OT 6€510ro 10 0€10T0 ¢ KPEMOBBIM
oTTeHKOM I1BeTa. Ha oniHOM cTopoHe nMeercs rpaBupoBka «RPR 107».

PoBamuimmy, 3 MutH. ME, TaOieTKH, HOKPBITEHIE IIEHOYHONH 000JI0YKOMI

JIBOSIKOBBITTYKJIbIE, KPYTJIbIE Ta0JIETKU, TOKPBITHIE 000JI0OUKOM, OT 6€710T0 10 O€I0T0 ¢ KPEMOBBIM
oTTeHKOM I1BeTa. Ha oniHoM cTopoHe nmeetcst rpaBupoBka «KROVA 3.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloxka3aHusl K NPUMEHEHUIO

o Uudexkunonnsle 3aboneBaHMs, BbI3BAaHHbIE  YYBCTBUTEIBHBIMM K  CIHPAMHIMHY

MUKPOOPTaHU3MaMU:

- OCTPBIM M XPOHUYECKHH (papHHTUT, BHI3BAaHHBIN 0€Ta-TeMOJUTUYECKUM CTPENTOKOKKOM A
(B KauecTBE aIbTEPHATUBHI JICUCHUIO O€Ta-JaKTaMHBIMU aHTUOMOTHKAMU, OCOOEHHO B
Cly4ae MPOTUBOINOKA3aHUH K UX IPUMEHEHHUIO);

- OCTpbI CHHYCUT (Y4YUTBIBasg UyBCTBUTEJIBHOCTh HAMOOJEEe YacTO BBI3BIBAIOIIUX OTY
MaTOJIOTUI0 MUKPOOPTaHM3MOB, MPUMEHEHHE mIpenapata PoBaMHMIIMH MOKa3aHO B cllydae
MIPOTUBONOKA3aHUH K MPUMEHEHUIO OeTa-TaKTaMHBIX aHTUOMOTHUKOB);

- OCTpPHIi ¥ XPOHUYECKHA TOH3WUINTHI, BBI3BAHHBIC YYBCTBUTEIHHBIMH K CIHUPAMUIIUHY
MUKPOOPTraHU3MaMU;

- OCTpBIM OPOHXUT, BHI3BAHHBIN OaKTepUaTbHON WH(EKIMEH, Pa3BUBIICHCS MOCIE OCTPOTrO
BUPYCHOTO OPOHXMTA;

- o0ocTpeHne XpOHUYECKOro OpOHXUTA,
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- BHEOOJbHUYHAsI THEBMOHUS y MAIlMEHTOB 0e3 axtolbos Preka HEOmarGTpTHOTO Htkosa

TSDKENBIX KIMHUYECKUX CHMIITOMOB ¥ KJIMHHUYECKUX MPHU3HAKOB ITHEBMOKOKKOBOM
STHOJIOTUU THEBMOHUU;

- THEBMOHWUS, BBI3BaHHAS aTUTUIHBIMH BO30yauTeNssMu (Takumu kak Chlamydia pneumoniae,
Chlamydia trachomatis, Mycoplasma pneumoniae, Legionella spp), v mono3peHne Ha Hee
(BHE 3aBHCHUMOCTH OT TSDKECTHU U HAIWUYHMS WM OTCYTCTBUSL (DAKTOPOB pHCKA
HEOJIaronpusATHOTO UCXOa);

- MHQEKIUM KOXHM M TMOJKOXHOW KJIETYaTKH, BKJIIOYas MMIIETUTO, HWMIIETUTHMHU3AIIMIO,
OKTUMY,  HWHQPEKIUOHHBIH  JEpPMOTHMOACPMUT  (OCOOEHHO  POXKY),  BTOPHUYHBIC
UH(HUIMPOBAHHBIE I€PMATO3bI, SPUTPaA3MY);

- WHQEKINH TOJIOCTH pTa (CTOMATHUTHI, TIIOCCUTHI U T. 11.);

- HErOHOKOKKOBBIE MH(EKIUU MOJIOBBIX OPraHoOB;

- TOKCOILIa3MO3, B TOM YHUCIIe y OEPEMEHHBIX KCHIINH;

- HMH(EKINH KOCTHO-MBIIIIEYHONW CUCTEMBI M COSAMHUTENIFHOW TKAHU, BKITIOYAs TIEPUOJIOHT.

e [Ipodunaktuka penuANBOB peBMaTH3Ma y MAlEeHTOB C ajuleprueil Ha OerTa-JlaKkTamble
AHTHOMOTHKU,

e Dpanukarnusi Neisseria meningitidis W3 HOCOTJIOTKH (TIPH TPOTHUBOIOKA3aHUSAX K TIPUEMY
pudamnuimHa) a8 nNpoPUIAKTUKH (HO HE JICYCHHS) MEHHHTOKOKKOBOTO MEHHHTHTA Y
MAIMEHTOB I0CJIe TPOBECHUS JICUEHHsSI U Mepe]l BBIXOJIOM M3 KapaHTHHA WJIM Y HAaIlMeHTOB,
KOHTaKTUPOBIIMX B TeueHUe 10 qHel 10 roCUTAIM3alMY C JIMIIAMU, BBIIEISIBIIUMU Neisseria
meningitidis co CTIOHOU B OKPYXKAIOIIYIO CPENy.

4.2. Pesxum 103MpOBaHUs U c1IOCO0 NPHMMEHEeHHUs
Pexxum 1o3upoBaHus

Bspocnvie

Cyrounas no3a coctasisieT 2—3 tabsnerku 1o 3 miaH. ME unm 4—6 tabnerok no 1,5 mua. ME (0
ectb 6-9 miuH. ME), xoTtopas nenurcs Ha 2 wnu 3 npuema. MakcumalbHas CyTOYHas /1032
cocrasisieT 9 miH. ME.

JIist mpopMITaKTHKM MEHUHTOKOKKOBOT'O MEHUWHTHTA Ha3HadatoT 1o 3 mutH. ME 2 pa3a B cyTku B
TEeYEHHUE 5 THEN.

Oco0ble rpynisl MalueHTOB

Ilayuenmoi ¢ Hapywenuem yHKYyuu nouex

B cBs131 ¢ HE3HAYMTEIBHON MTOYEUHON IKCKPEIMEH MmpernapaTa KOPPEKIMH 1036l He TpeOyeTcsl.
eTH

V nerteii ot 6 10 18 neT cienyer NpUMEHSTH TOJIbKO TabneTku 1,5 miH. ME.

V nereit crapie 6 jiet cyrouHas qo3a coctaisieT oT 150-300 teic. ME Ha kT Macchl Tena, KoTopast
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kenmantbiair CYTostET A6 5 Heteh 2 Sl ahser

300 teic. ME Ha Kr Macchl Teja, HO B CiIy4ae Macchl Tena pedenka 6osee 30 kr, oHa HE TOJKHA

nenutes Ha 2 unu 3 npuema 1o 69 ma. ME.

npebiath 9 MiH. ME.
Jlist mpopuIaKTHKK MEHMHTOKOKKOBOTO MEHHMHTHTA Ha3HA4atoT 1o 75 Teic. ME Ha Kr Maccel Tena
2 pa3a B CyTKM B TEUEHHE 5 THEH.

Cnoco0 mpuMeHeHus

TabneTku NIpUHUMAIOT BHYTpPb, 3alIUBAast JOCTATOYHBIM KOJIMYECTBOM BOJIBI.
4.3. IIpoTuBONOKA3AHUSA
® TUNEPUYYBCTBUTEIHHOCTH K CIIMPAMUIIMHY WIIH K JIFOOOMY M3 BCIIOMOTATEIbHBIX BEIECTB,
MEePEUYNCIICHHBIX B pazzaene 6.1.;
® [IEPUO/I JIAKTAIINH;
o nedpunut GepmeHTa TIIOK030-6-Pocharaeruaporenassl (PUCK BOSHUKHOBEHUS OCTPOTO
reMoJIn3a);
e jieTckui Bo3pacT A0 6 net (cm. paznen 4.4.);
e nerckuii Bo3pact ot 6 a0 18 net mns tabnerok 3 mutH. ME (cMm. pazgen 4.4.).
4.4. OcoOble ykazaHus U MepPbI NPEAOCTOPOKHOCTH NPH MPUMEHEHHU U

C 0CTOPOKHOCTBIO:

® [IpU OOCTPYKIIUU JKETIHBIX TPOTOKOB;

® [IpU NEUYEHOYHOU HEOCTATOYHOCTH;

® Ipd OJHOBPEMEHHOM MPUMEHEHHU C aJKaJOUJaMHU CIOPBIHBH, IpenaparamMu,
BBI3BIBAIONIMMH OpaJuKap/Iuio, IMpenapaTaMy, CHIDKAIOIIMMHU COJAEpKaHHE Kalus B
CBIBOPOTKE KpOBH (CM. pazzen 4.5.);

e IpU OJHOBPEMEHHOM MPUMEHEHHH C TIpernaparaMu, yaauHsomumMu uHTepBan QT
(anTHapuTMuueckue cpeactsa [A knacca [XMHUAWH, THAPOXUHUANH, Tu3onupamun], 111
Kjlacca [aMMOAApOH, COTaNoN, MAO0GeTHINA, HUOYTHIWA|, HEUPOJENTUKU TPYIIIHI
OCH3aMHU/I0B  [CYyNbTONPU[, CYJIBINUPHIA, aMUCYJIBIPHUA, THANPHA|, HEKOTOphIE
(eHOTHAa3MHOBbIE HEWPOJENTHUKU [THOPUIA3WH, XJIOPHPOMAa3uH, JIEBOMENPOMAa3uH,
TpudIIyonepasuH, aMeMa3uH, TajlonepuIo, APOTEPUION, MUMO3U ], ranodaHTpUH,
MEHTaMUIMH, MOKCU(DIIOKCAIIMH U APYTHE MPEnapaThl, TAKKE KaK OCTIPUINI, MU30JIACTHH,
nu3anpuI, tupemMaHu, SpuTPOMHUITIH [BBOJIUMBIN BHYTPUBEHHO |, BAHKAMUH | BBOIMMBIN
BHYTPUBEHHO]) (cM. pa3zaen 4.5.);

® [IpU MPUMEHEHUH y TMAIMEHTOB C (paKTOpamMH PHUCKA, CIIOCOOCTBYIONIMMH YITUHESHUIO
uatepBaia QT (HECKOPPEKTUPOBAHHBIN AJIEKTPOJUTHBIN AUCOAIaHC [THUTTOKATUEMUS,

TMIIOMarHueMus|; BPOXKICHHBIM cuHApoM yuimHeHus uHTepBana QT; 3a0oneBanus
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cepruta [cepreunas nenoctatounocts, pudapict Mifokipr]= Gpamirapis, dtHekrer

IIO’KUJIOTO BO3PACTa; JKEHCKHUH 110J1).

Oco0sle yKa3zaHus

Koumpone ¢pynxyuu nevenu
Bo Bpems jeueHus mnpenapaToM Yy TMalUMEHTOB C 3a00JE€BaHUSAMHU TEYEHH HEOOXOIUMO
NEPUOINYECKH KOHTPOJIMPOBATH €€ (DYHKITHUIO.
Taorcenvie KodtCHblE HedcenamenbHble peaKyuu
[Ipu npumenenun npenapata PoBamMMIMH OTMEUYalIMCh CIIy4au TSKEIBIX  KOXHBIX
HEXENaTeIbHBIX ~ peakUuid, Takux Kak cuHapoM CruBeHca—/[P)KOHCOHA, TOKCHUYECKUN
SNUJACPMAIbHBIA  HEKPOJIU3, OCTPbIA TIE€HEpPAJIM30BAHHBIA 3K3aHTEMATO3HBIM  ITyCTYJIE3.
[TanmeHTOB cienyeT mpeaynpexaarb O MPU3HAKaX U CUMITOMAax 3TUX PEaKUHWd U THIATEIBHO
Ha0JI0/1aTh Ha MPEeAMET Pa3BUTHUS KOXKHBIX peakiuil. [Ipu pa3BUTHH CHMIITOMOB WJIM IPU3HAKOB
CHUHApOMa Cruenca—/{o0HcoHa, TOKCHUYECKOIO AMUAEPMAIBHOIO HEKpOJIn3a
(mporpeccupyomas KOXHas ChIIlb, YaCTO C BOJJBIPSIMU WU TIOPAKEHUEM CITM3HCTHIX 000JI0UEK)
WU OCTPOrO TE€HEPATM30BAHHOIO  JK3aHTEMATO3HOIO IIYCTyJe3a, TEPANMI0 IpenaparoM
PoBamuiuH cienyer npekpaTuTh.
Ecin B Havane jedeHus y MNAalMEHTAa BO3HUKHYT TIE€HEpaIM30BaHHAs SpUTEMA U ITyCTYJIBI,
CONPOBOXKIAIOIIMAECS BBICOKOM TEMIEPATYpOM Tena, CIEAyeT MPEANOI0KUTh OCTPbIU
TeHEPAIM30BaHHBIM JK3aHTEMATO3HBIM IycTyse3 (cMm. pasmen 4.8.); ecnu Takas peaxius
BO3HHUKHET, TO JICUEHUE CIEAYET NPEKPATUTh, U B JAIbHEHIIIEM IPUMEHEHUE CIIUPAMULIMHA, KaK
B MOHOTEpAIUH, TaK U B KOMOMHAIINH, IPOTUBOIIOKA3aHO.
Yonunenue unmepsana QT
VY nmanueHToB, NPUHUMAIOLINX MAKPOJIUIbL, B TOM YHUCJIE COUPAMULUH, OTMEYAIUCh CIydau
ymmHeHus: uHTepBasia QT. IlosTomy ciemyer coOmomaTh OCTOPOKHOCTH NPH NMPUMEHECHUH
npemnapara PoBaMHIIMH y MAIMeHTOB ¢ (pakTopaMu pucka, yuinHsonmMy uatepsai QT, Takumu
KaK:
— HECKOPPEKTUPOBAHHBIN ANEKTPOIUTHBIN qucOanaHc (TUIMOKaTueMus, THIIOMAarHueMusl);
— BPOXJAEHHBII CUHIPOM yJIMHEHUs uHTepBasa QT;
— 3aboneBaHus cepaua (cepaeyHasi HeOCTaTOYHOCTb, MH(PAPKT MUOKapaa), Opaaukapauns;
— OJHOBPEMEHHOE MPUMEHEHHUE C IpenapaTamMu, yUInH oMMy naTepBan QT (Takumu Kak
aHTHapuTMUYecKue npenaparbl kinacca [A wu III, TpunukiInyeckrue aHTHAEHPECCAHTHI,
HEKOTOpBIE aHTHOaKTepHaIbHbIC Ipenaparsl, HEKOTOpBIE HENPOJIENITUKH,

THIPOKCUXIIOPOXHUH, XJIOPOXUH) (CM. pazaen 4.5.).
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[To>xuiible MalMEHThl U SKEHIMHBI MOTYT OBbITH 0ojee @&ﬁMQﬁTIE%Q’FVTQA%I‘;I% usi

untepsana QT.
T'uopokcuxnopoxun/xnopoxum
[lepen Ha3HaueHHEM CIMpaMUIIMHA BCEM MAllEHTaM, MPUHUMAIOIIUM THAPOKCUXIOPOXUH WIIH
XJIODOXHH, CIEAYET TUIATEIbHO B3BECUTHh COOTHOLIEHHE IOJB3bl U PUCKA M3-3a MOTEHIHAIBHO
MOBBIIIEHHOT'O PUCKA CEPACYHO-COCYUCTHIX COOBITHI U CEpPAEYHO-COCYAUCTON CMEPTHOCTH (CM.
paznmen 4.5.).

eTH
VY nereii B Bo3pacte A0 6 ser npenapaT PoBamuius B qo3upoBkax 1,5 mun. ME u 3 maH. ME He
MPUMEHSIETCS, TaK Kak M3-3a OONBIIOro AWaMeTpa TaOJIeTOK WX TPYAHO NPOTIaThiBaTh, H
CYIIIECTBYET PUCK OOCTPYKIIMH JIbIXaTeIbHBIX IMyTel (cM. paszmen 4.3.).
VY nereit B Bo3pactre oT 6 no 18 ner mpemapar PoBamuinun B no3upoBke 3 muiH. ME He
MPUMEHSIETCS, TaK Kak W3-3a OONBIIOr0 AMaMeTpa TaOlIeTOK WX TPYAHO NPOTIaThiBaTh, H
CYIIECTBYET PUCK OOCTPYKIIMH JbIXaTeIbHBIX MyTeH (CM. pazzuen 4.3.).
4.5 B3aumojeiicTBHe C JPYrHMH JIEKAPCTBEHHbBIMHU IpenaparamMmu H Japyrue ¢opmbl
B3aMMOJAEHCTBUSA

IIpenapatel, vmuusone uarepsaa QT

CriupaMuIiH, KaK ¥ Apyrue MaKpoJIUIb, CIelyeT IPUMEHSTh C OCTOPOKHOCTBIO C IIpenapaTami,
yamuHgsiomuMu - uHTepBall QT, M3-3a pucka pa3BUTUS HApyUIEHUM pUTMAa, B TOM YHUCIE
KEITYTOYKOBOM TaXUKApJIUU TUTIA «ITUPYIT» (CM. pazaen 4.4.).

K nmpenaparam, yninunstonm narepsai QT, oTHocsaTCcs anTHapuT™MHUuecKue cpeacTaa [A kiacca
(XMHUOWH, TUAPOXUHUIWH, au3onupamun), [I1 kmacca (ammomapoH, coranon, AOMETHUIHI,
UOyTWIINT), HEUPOJCNITUKK TPYINIbl OCH3aMHUIIOB (CYJBTONPHUJ, CYJBIUPHUI, aAMUCYIBIIPHI,
THANpPUJ), HEKOTOphie (PEHOTHA3MHOBBIE HEUPOJIENTHKH (THOPUAA3WH, XJIOPIPOMA3HH,
JIEBOMETIPOMAa3uH, TpU(DIyonepa3uH, MNHUaMEMasWH, TaJlONepUoN, APOIEPUAOT, MHUMO3HUN),
rajgo(aHTpuH, MEHTAMUINH, MOKCHU(IOKCAIIMH U Jpyrue Npernaparbl, TaKue Kak Oempuan,
MU30JaCTUH, IU3anpul, AU(EeMaHus, SPUTPOMHUIMH (BBOAUMBIA BHYTPUBEHHO), BHHKAMUH
(BBOAMMBIN BHYTPUBEHHO).

FI/I,Z[DOKCI/IXJIODOXI/IH/ XJIOPOXUH

JlanHple HAONIONEHWN TOKa3ald, YTO COBMECTHOE MPUMEHEHHE a3UTPOMHUIIMHA C
THAPOKCUXITIOPOXMHOM Yy IMAIIUCHTOB C PCBMATOMAHLIM apTPUTOM CBSA3aHO C ITOBBIIICHHBIM
PHUCKOM  CEpJIEYHO-COCYAMCTBIX COOBITUM M  CEPACYHO-COCYIUCTON cMepTHOCcTH. M3-3a
BO3MOXXHOTO AHAJIOTMYHOTO PHUCKAa NpU MPUMEHEHHU APYTUX MAaKpOJIHAOB B COYETAHUH C

THAPOKCUXITIOPOXUHOM HJIU XJIOPOXHUHOM CICAYCT TIIATCIBHO B3BCCUTH COOTHOMICHUC IMOJIL3bI U
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pHCKa, Tpekie YeM HasHauarh mpernapar Pomammmme® | foOsmr UM

THAPOKCUXITIOPOXHH HUJIU XJIOPOXUH.

IIpemapaThl, BHI3BIBAIOIINE 6paz[1/11<apz[mo, npenaparbl, YMCHBIIAIOMINE COACPXKAHUC KaJluid B

ChIBOPOTKEC KPOBH

¥YcunuBaercs pUCK pa3BUTHSA KEITy JOYKOBBIX APUTMHUM, B YACTHOCTH 7KEIIyJOYKOBON TaXUKapIUU
TUIIA KITUPYIT». HO3TOMy C OCTOPOXKXHOCTBIO CIICAYCT NPUMCHATD ClIMPAMUIIMH OAHOBPEMCHHO C
npernapaTamMy, BBI3BIBAIOIIMMHU OpaIiKapHio, ¥ IpernapaTaMy, YMEHBIIAIOIMIUMHU COJIEpIKAHHE
KaJdusi B CBHIBOPOTKE KpOBH. PeKOMeHAyeTcs TPOBOIUTHh KIMHHYECKHA W  KOHTPOJIb
anekTpokapauorpammsel (OKI'), a Takke KOHTPOJIL COEPIKAHUS DIIEKTPOIUTOB B KpoBH. Ilepen
Ha3HAYEHHUEM IIperapara CIeAyeT YCTPaHUTh THIIOKAIUEMHUIO.

K npenapaTam, BBI3BIBAIOIINM OpaHKapIHI0, OTHOCSATCS OJIOKATOPHI «MEIEHHBIX)» KaTBITHEBBIX
KaHAJIOB (IUITHA3eM, BepanaMui), 0eTa-aapeHo0I0KaTOPhI, KJIOHUIUH, TyaH(aIuH, TINKO3UIbI
HAMEpCTSHKH, UHTUOUTOPBI XOJIMHACTEPA3bl (JOHENEe3W), PUBACTUIMHH, TaKpUH, aMOEHOHUS
XJIOpuAa, raJlaHTaMuH, MUPUAOCTUTMUH, HGOCTI/II‘MI/IH).

K mpemaparam, yMEHBIIAIOIIMUMHU COACP)KaHUE Kallusi, B CHIBOPOTKE KPOBH OTHOCSTCS
KaJMHBBIBOMISIINE JTHUYPETUKH, CIIAOWTENBHBIC JICKAPCTBEHHBIE CPEACTBA CTHMYJIHPYIOLIETO
xapakTtepa, amorepunMH B (BBOAMMBI  BHYTPUBEHHO), TIJIFOKOKOPTHUKOCTEPOUIBI,
MUHEPATIOKOPTUKOCTEPOHIBI, TETPAKO3AKTHUI.

AJIKaJIONE] CIIOPEIHBH

C 0CTOPOXKHOCTBIO CeAyEeT NPUMEHATH CIUPAMUIIUH OJJHOBPEMEHHO C KAIOUAaMU CIIOPBIHBI
(u3-3a prcKa pa3BUTHS Ba3OKOHCTPUKTOPHOTO [cocymocykuBatomero]| apdexra).

JleBosomna

WurubupoBanue CnupamMHIIMHOM BCachlBaHMsI KapOUIOIbBI CO CHI)KEHHEM KOHILEHTpPaLUu
JIeBOI0MBI B Tu1a3Me. [Ipu oJHOBpeMeHHOM Ha3HAYeHUH CIMpaMUIITHA HEOOXOUM KITMHUYECKHM
KOHTPOJIb ¥ KOPPEKIIHSI 103 JICBOAOIIKI.

HGHDHMBIG AHTHUKOAIr'yJIAHTBI

3aperucTpupoBaHbl ~ MHOTOYHCIIEHHBIE  ClIy4yau  [OBBIIIEHHS  AKTUBHOCTH  HEMPSMBIX
AHTUKOAryJISHTOB Yy TAIlMeHTOB, NPUHUMAIOUIUX aHTUOMOTHKU. Bua wuHdexkmuu wumm
BBIPQ)XEHHOCTh BOCHAJIUTENIFHOW PEaKLUU, BO3pPACT M 0OIIee COCTOSHUE IMalUEHTa SBISIOTCS
npeapacnoiaralomuMu - ¢aktopamu pucka. Ilpu  momoOHBIX 0OCTOSTENBCTBAX —TPYIHO
OIpeNIeNITh, B KAaKOM Mepe cama HMH(EKIHsS WM €€ JECYCHHE UIpaloT pojib B HU3MEHEHHUHU
MexnaynapoaHoro HopMaiauzoBanHoro otHomenus (MHO). Opnako mpu TpuUMEHEHUU
HEKOTOPBIX TPYINI aHTUOMOTHKOB ATOT 3(deKkT Habmomaercs dyaiie, B YaCTHOCTH, IpHU
NPUMEHEHUH (PTOPXMHOJIIOHOB, MaKpOJIUJIOB, LUKIMHOB, CyJIb(paMeToKca3oga+TpuMeTapuM U

HEKOTOPBIX 11e(aoCIIOPHHOB.
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(MOCNEOCBATENEHOCTE 0003)

4.6. PepTHIBLHOCTD, 0EPEMEHHOCTD M JAKTALMSA

bepemeHHOCTD

IIpu HeoOxoaumocTH mpemnapar PoBaMUIIMH MOXET Ha3Ha4daTbCsi BO BpeMsl OEpeMEHHOCTH.
Bbosb1Ioi ONMBIT NPUMEHEHUsI CIIMPAMUIIMHA BO BpeMsi OEPEMEHHOCTH HE BBISBMJI y Ipenapara
TEPaTOTCHHBIX WX (PETOTOKCUYECKHX CBOMCTB.

Jlakranus

IIpyu Ha3zHaueHMM B NEpUOJ JIAKTAlMM HEOOXOIMMO HPEKpPaTUTh TPyJHOE BCKapMIIMBaHUE,
ITOCKOJIBKY BO3MOKHO IIPOHMKHOBEHHE CIIUPAMMIIMHA B TPYIHOE MOJIOKO.

4.7. Bausinue HA CHOCOOHOCTH YNPaBJATH TPAHCNOPTHBIMH CpPeACTBAMHM M padorarh C
MeXaHU3MaMH

OTCyTCTBYIOT CBelleHMsI 00 OTPHULATEIbHOM BIMSHMU IIperapara Ha CIIOCOOHOCTb YIPAaBIIATh
TPaHCIIOPTHBIMU CPEICTBaMU, MexaHu3MaMu. OHAKO ClIeyeT IPUHUMATh BO BHUIMAHUE TSKECTD
COCTOsIHMA MAaHUCHTA, KOTOpPAsA MOXKCT IMOBJIUATH HAa BHHUMAHUC U CKOPOCTb NMCHUXOMOTOPHBIX
peakuuil. IlosTomMy pemieHre O BO3MOXKHOCTH YIPABJIICHHWS TPAHCIOPTHBIMU CPEACTBAMU U
MEXAaHU3MaMH Yy KOHKPETHOIO AIIMEHTA JOJDKCH IPUHUMATh JICYalui Bpay.

4.8. HexkenaTeibHbIe peakmum

Pe3romMe HexenaTenbHBIX PEAKIINi

VYKka3zaHHbIE HUXKE HEXKeJlaTeJbHbIE PEAKIUU MPEACTABICHBl B COOTBETCTBHH CO CIEAYIOIIMMHU
rpajaliisiMi 4acTOThl MX BO3HUKHOBEHHUs: oueHb 4acto (> 1/10); wacto (> 1/100, vHo < 1/10);
Heuacto (> 1/1 000, Ho < 1/100); penko (= 1/10 000, o < 1/1 000); ouens peako (< 1/10 000);
9acTOTa HEU3BECTHA (HA OCHOBAHUU MMEIOIINXCS TaHHBIX OIICHUTH HEBO3MOXKHO).

Hapywenus co cmopoHul Kposu u tumgamuueckou cucmembl

YacToTra Hen3BeCTHA: JICHKOIICHUS, HEUTPOTICHHS; OCTPBIN reMoiu3 (cM. pazzaen 4.3.).
Hapywenus co cmoponvl ummynHou cucmembl

YacTora HeW3BeCTHA: aHA(pWIAKTUYECKUN IIOK, BAaCKyJIUT, BKMouas mnyprypy Llenneitna—
I'enoxa.

Hapywenus co cmoponul HepaHoii cucmemul

OueHb 4acTo: OTAEIbHbBIC CTyYau MPEXOAIICH napecTe3nu.

Yacro: mpexonsias JUCreB3us.

Hapywenus co cmoponul cepoya

YacToTa HEW3BECTHA: JKENYJAOYKOBAas ApUTMHUS, KENTyJAO0YKOBAs TaXWUKapAus; >KeIyJouyKoBas
TaxUKapAus TUIA «ITUPYIT», KOTOpasi MOXKET MPUBECTH K OCTAHOBKE Cep/lia.
Kenyoouno-kuweunvie HapyuieHus

YacTo: abromMuHanbHas 60J1b, TOIIHOTA, PBOTA, AUAPEs, TICEBIOMEMOPAHO3HBIH KOJIHT.
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YacToTa HeM3BECTHA: A3BEHHBIN 530(arMT M OCTPBI KOMHT, GoTpoe HOBDEA Ak canareroit

000I109KM KulieuHrka y nanueHToB co CITN/] nmpu nmpuMeHeHUN BBICOKHX J03 CIIMPAMUIIUHA TI0
MMOBOAY KPUIITOCIIOPHUINO03a (BCETO OTMEUEHO 2 CIydas).

Hapywenus co cmoponul neuenu u scenuesvi800auux nymet

YacroTa HEM3BECTHA: XOJIECTATUUECKUN/CMEIIIAaHHBIN TeMaTHT.

Hapywenus co cmopoHbl Kodcu u N0OOKONHCHBIX MKAHel

YacTo: KOKHas ChIIb.

YacTroTa HEW3BECTHA: KpANWBHHIA, 3yJ, AHTHOHEBPOTHYECKHH OTEK, CUHIpoM CTUBEHCa—
JIKOHCOHA,  TOKCHYECKUH  OHUJIECPMAIbHBIA  HEKPOJIM3, OCTPbIA  I'e€HEPaJIU30BaHHBIN
AK3aHTEMATO3HbIN MycTyJe3 (cM. pazzaen 4.4.).

Jlabopamopuvie u uHcmpymeHmanbHvle OaHHble

YacroTa HEM3BECTHA: OTKJIOHEHNE (PYHKIIMOHAIBHBIX IPOO MEYEHN OT HOPMAaJIbHBIX ITOKa3aTeleH,
yanuHenue uarepsana QT Ha OKIT'.

COO6H.I€HI/I€ 0 TOA03PEBACMBIX HCXKECIATCIbHBIX PCAKIINAX

Baxxno cooOmarb 0 NOJ03PEBAEMbIX HEXKENATENbHBIX PEaKUusAX IOCIe PEerucTpalnuu
JIEKapCTBEHHOI'O Iperapara ¢ 1eJibl0 00ecredeHs] HEIPEPHIBHOTO MOHUTOPUHTa COOTHOILEHUS
«IONb3a — PHUCK» JIEKAPCTBEHHOTO Tpernapara. MeTuIuHCKAM pa0OTHUKAM PEKOMEHIYeTCs
coo0mare O JIOOBIX MOJ03PEBACMbIX HEKENATENIbHBIX PEaKIHMIX JICKapCTBEHHOIO Iperapara
Yyepe3 HallMOHAJIbHbIE CHUCTEMBI COOOIICHHS O HEXENaTeNbHbIX PeaKkIUsiX rocyJapCTB — YICHOB
EBpa3uniickoro 3k0OHOMHUYECKOT0 COI03a.

Poccuiickas @edepayus

denepanbHas ciryx0a 1o Haa30py B cdepe 3ApaBOOXpaHECHHUS

anpec: 109012, r. Mocksa, CinaBsHCKas miomap, 1. 4, crp. 1

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

azipec AIIEKTPOHHON MOoYThI: pharm@roszdravnadzor.gov.ru

MHTEepHeT-caiT: http://www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

Crnyyau nepeo3UpOBKU CIUPAMUIIMHA HEU3BECTHBI.

CuMITOMBI

K BO3MOXHBIM CHMIITOMaM TEPE03UPOBKH MOYKHO OTHECTH: TOLTHOTY, PBOTY, nuapeto. Ciydyan
yanuHenuss wuHTepBana QT, mpoxoasmiero npu OTMEHE Tpernapara, HaOMIOIAINCh Y
HOBOPOJKJICHHBIX, IOJY4aBIIMX BBICOKME /03Bl CIMpPAMUIMHA WM TIOCJIE BHYTPUBEHHOTO
BBEJICHUS CIIMPAMUIIMHA Y TAI[UEHTOB, MIPEeIPacoIOkKeHHBIX K yanuHeHuto narepsana QT. lpu
Nepeo3upoBKe crnupamMunnHa pekomenayetrcss DKl -HabmoneHne ¢ omnpeieraeHueM HHTepBajia

QT, ocoOeHHO mnpu HaTMUUU (PAKTOPOB pHUCKA (THIIOKATHEMHUS, BPOXKACHHOE YUIMHEHHE
8
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BBI3BIBAIOIINX PA3BUTHUE JKEITYA0YKOBON TaXUKAPAUU TUIIA KITUPYITH).

JleueHue

Crnenuduyeckoro aHTHI0Ta He cymecTByeT. [Ipu mogo3pennn Ha Mepe103uPOBKY CIIUPAMULIMHA
PEKOMEHTyEeTCsl CAMIITOMATHYECKasl Tepamusi.

5. DPAPMAKOJIOTHYECKHUE CBOMCTBA

5.1. ®apmakoguHAMHYECKHE CBOICTBA

dapmakoTepaneBTUICCKas IPYIINA: aHTHOAKTEPHATIbHBIE CPEJICTBA CHCTEMHOTO JICHCTBUS;
MaKpOJIUAbL, JUHKO3AMHUHBI U CTPENTOrPAMUHBI; MAKPOJIUIBI.

Kox ATX: JO1FAO2.

MexaHusM aeiicTteus U hapMakoauHaMudeckue 3O HEKTHI

CriupaMuIMH SBJISICTCS aHTUOMOTHKOM TPYIIIIBI MAKPOIUAOB. MeXaHn3M aHTHOAKTEPHAITLHOTO
JercTBHS 00YCIIOBICH TOPMOXKEHUEM CHHTE3a Oesika B MUKPOOHOM KIIETKE 3a CUET CBSI3BIBAHUS
¢ 50S-cyobpequHuIIel PUOOCOMBI.

AumubakmepuanibHulil CHeKmMp CRUPAMUYUHA

UyBCTBUTEIBbHBIE MUKPOOPTAaHU3MBI: MUHUMAaJIbHAs TojaBistonias konuentpanus (MIIK) < 1
MT/IL.

e ['pammonoxurenbHble a’dpoObl:  Bacillus cereus;, Corynebacterium  diphtheriae;
Enterococcus spp.; Rhodococcus equi; Staphylococcus meti-S  (memuyunnun-
yyecmeumenvhvle  cmaguiokoxkku);,  Staphylococcus — meti-R  (memuyunnun-
pesucmenmuvle cmaguiokoxkku), Streptococcus B, Hekiaccuyupo8anHvlil CmpenmokokK,
Streptococcus pneumoniae; Streptococcus pyogenes.

e ['pamoTpunarensHsle a’poOwl:  Bordetella  pertussis; Branhamella catarrhalis;
Campylobacter spp., Legionella spp, Moraxella spp.

e AHadpoOwL: Actinomyces spp.;, Bacteroides spp.; Eubacterium spp.; Mobiluncus spp.;
Peptostreptococcus spp.; Porphyromonas spp.; Prevotella spp.; Propionibacterium acnes.

o [Ilpoume: Borrelia burgdorferi; Chlamydia spp.; Coxiella spp.; Leptospires spp.;
Mycoplasma pneumoniae; Treponema pallidum,; Toxoplasma gondii.

YMepeHHO-UyBCTBUTEIIbHBIC MUKPOOPTaHU3MbI: aHTHOMOTUK YMEPEHHO aKTUBEH in Vitro mpu
KOHIICHTPAIIUSIX aHTHOMOTHKA B O4are BocnajeHus > 1 mr/i, Ho < 4 Mr/i.

e ['pamoTpunatenbHbie a3po0bl: Neisseria gonorrhoeae.

e Amnarpoosr: Clostridium perfringens.

o Ilpoune: Ureaplasma urealyticum.

Ycroiiuusbie MukpoopranuszMel (MIIK > 4 mr/n): no kpaiineit mepe, 50 % mTaMMOB SBISIOTCS

YCTOWYHBBIMH.
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o ['pammnonoxurensHbie adpoosl: Coryneb

e ['pamotpunatenbHbie a’poObl: Acinetobacter spp.; Enterobacteria spp.;, Haemophilus
spp., Pseudomonas spp.

e AHa’poObl: Fusobacterium spp.

o Ilpoune: Mycoplasma hominis.
VY chnupamulMHa HE BBISIBJICHO TEPATOT€HHOTO ICHCTBHS, MO3TOMY €ro MOTYT MpPHUHUMATh
OepeMeHHBIe KeHIIUHBI. Ha0mromaercs yMeHbIIIEHHE pUCKa Tiepeadl TOKCOIIa3M03a TUI0Y BO
Bpems 6epemeHHOCTH ¢ 25 % n0 8 % mpu npumenenuu B I Tpumectpe, ¢ 54 % no 19 % - npu
npuMeHeHnd Bo II tpumectpe u ¢ 65 % 1o 44 % - npu npumenenuu B III Tpumectpe.
5.2. ®apmMakoKHHEeTHYECKHE CBOMCTBA
Abcopbuus
AOGcopOrus cimpaMUIIHA MPOUCXOIUT OBICTPO, HO HE TOJIHO, C O0IBII0N BapuabenTbHOCTHIO (OT
10 mo 60 %). [Ipuem nuiu He BIUSET Ha a0COPOIIHIO.
[Tocne mpuema BHyTpsr 6 MiH. ME chnupamunimHa MakcMMallbHasi KOHILEHTpAIUSA B ILJIa3Me
COCTAaBJIAET OKOJIO 3,3 MKI/MIIL.

Pacnpenenenue

CnupaMHIIMH HE MPOHHUKAET B CIMHHOMO3TOBYIO KUAKOCTh. CHHpaMUIIMH 3KCKPETUPYETCS B
rpyaHoe Mojoko. CBs3b ¢ Oenkamu 1u1a3mbl HUu3Kas (mpubiausutensHo 10%).

[Iponukaet uepe3 mialneHTapHbIA Oapbep (KOHIEHTpaIUs B KPOBH IUIOAA COCTABIISIET IPUMEPHO
50% OT KOHIIEHTpaLMU B CHIBOPOTKE KpOBHU MaTepu). KOHIIEHTpauy B TKaHU IUIALEHTHI B 5 pa3
BBIIIIE, Ye€M COOTBETCTBYIOIINE KOHIICHTPAIIMH B CHIBOPOTKE KpoBHU. OOBEM pacmpeneneHus —
npumepHo 383 1.

[Ipenapat xopoIIo NpoOHUKAET B CIIOHY U TKaHU (KOHIIEHTpamus B Jerkux — oT 20 1o 60 MKI/T,
MuHAanuHax - 20 10 80 MKr/T, ”HUIIMPOBAHHBIX HOCOBBIX Mazyxax — oT 75 mo 110 MKr/T, KOcTsx
— ot 5 mo 100 wmkr/r). Chnycts necsiTh AHEW MOCie OKOHYAHWS JICYCHHs] KOHIICHTPAIUS
JIEKapCTBEHHOT'O BEIIECTBA B CEJI€3€HKE, IEUEHU U MOYKaX COCTABISET OT 5 10 7 MKI/T.
CrnupamMuIIMH TpPOHUKAaeT W HakaruiMBaercss B (¢arouurtax (HEUTpoUIbl, MOHOLIMTHI U
MIEPUTOHEATBHBIE U AlIbBEOJISIpHBIE Makpodaru). Y deloBeKa KOHIIGHTPAIMH TperapaTa BHyTPH
(aroIuToB SBISIOTCS TOCTATOYHO BHICOKUMU. DTHU CBOWCTBA OOBSICHSIIOT JEHCTBIE CTUPAMUIIMHA
Ha BHYTPUKJIETOUHbIE OAKTEPHUU.

Buorpancdopmariis

CriupaMuIliH MeTabOoNIM3HpYyeTCsl B IEYEHH C OOpa30BaHMEM aKTHUBHBIX META0OJIUTOB C

HEYCTAHOBJIEHHOM XMMHUYECKON CTPYKTYPOM.

OIMMUHAIMS
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Ilepuron MonyBBIBEACHHS U3 IIJIa3Mbl KDOBU CO Tapser. HpHOTHrEAbHG 8. %%Q.T%-éTCH

U3 OpraHu3Ma, TJIaBHBIM 00pa30M, C JKeTublo (KOHIIEHTPAaLUH B xkemuu B 15-40 pa3 Bbllie, 4eM B
ceiBOpoTKe). [lodeunas skckperus coctaisieT okoso 10% ot BBeaeHHOM 103bl. KommuecTBo
rpenapara, BeIJSISIONIEecs Yepe3 KUIICYHUK (C KaJloM), 0YeHb HE3HAUYUTEIIHHO.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. Ilepeyenb BcnOMOraTe/ibHbIX BelIECTB

Slnpo TabieTkn

KpemHuust nnokcu1 KOJTOUIHbBIN

Maruus creapar

Kpaxman KyKypy3HbIil IpekeIaTUHU3UPOBAaHHBIN
['unponosa

Kpockapmennosza Hatpust

Henntonosza mukpokpuctamnueckas (PH-101)

0060s104Ka TA0IETKH

Turana nquokcun (E 171)

Makporoa-6000

I'mnpomeriosa

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok rogHocTH (CPOK XpaHeHHs )

3 rona.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH IPH XPAHECHUHU
XpaHuTh TIpU Temreparype He Boiie 25 °C.

6.5. XapaxkTep u coaepxkaHue NePBUYHON YIIAKOBKH

PoBamurimy, 1.5 mud. ME, TaGneTkuy, DOKPBITHIE INIEHOYHOU 000JI0YKOM

ITo 8 Tabnerok B Onucrep u3 [I1BX/antomunneBoii ¢ponbru. [1o 2 6mrcrepa BMecTe ¢ MHCTPYKITUEH
110 IPUMEHEHHIO B KAPTOHHYIO MTaUKy.

PoBamuimmy, 3 MutH. ME, TableTKH, HOKPHITEHIE IIEHOYHONH 000JI0YKOMI

ITo 5 Tabnerok B Onucrep u3 [I1BX/antomunnesoii ¢pomnbru. [1o 2 6mucrepa BMecTe ¢ MHCTPYKITUEH
10 MPUMEHEHHIO B KAPTOHHYIO MAUKy.
ITo 10 Ttabnerok B Omucrep u3 IIBX/amomuuueBoir ¢oneru. [lo 1 Omuctepy BmecTe c

MHCTPYKLHEH N0 MPUMEHEHUIO B KAPTOHHYIO MAUKYy.
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6.6. OcoOble Mepbl NPEIOCTOPOKHOCT HE/I[HI%EJEAIMJEHE%HEJL%£%OFO

JIEKAPCTBCHHOI'0 nmpemapara ujin 0Tx0A0B, IMOJYYCHHBIX MOCJI¢ MPUMECHCHUA Npenmapara U

Apyrue MaHMIYJSIIMHU € IpenapaToM
Oco0Oble TpeOOBaHMS OTCYTCTBYIOT.

7. AEP’)KATEJIb PETUCTPAIHIMOHHOI'O YOCTOBEPEHUSA
OpaHuus

Canodu Bunrpon Unmyctpust

82 aBento Pacmait 94250 XXantuiin

7.1. IIpeacTraBuTeNb AEPKATE/S] PETHCTPAIMOHHOIO YI0CTOBEPEHHUS

IIperen3un norpedburTesieil HaoPaBIATh 10 AIPECY:

Poccutickas ®@edepayus

AO «Canodu Poccus»

aapec: 125375, r. Mocksa, yi. Tepckas, 22

ten.: +7 (495) 721-14-00

azpec MeKTpoHHOU mouThl: Sanofi.Russia@sanofi.com

8. HOMEP PEIT'UCTPALHUOHHOI'O YAOCTOBEPEHUA

JITT-Ne(002850)-(PI'-RU)

9. IATA TEPBUYHOM PETUCTPAIIMU (ITOJATBEPKJIEHUS PETUCTPAIINN,
IHNEPEPETUCTPALINN)

Jata nepBoii peructpaunu: 24 urons 2023

10. JATA IEPECMOTPA TEKCTA

OO111as xapaKTepUCTHKA JIEKapCTBEHHOTO IpenapaTa PoBaMUIINH 10CTYITHA HA HHOOPMALIOHHOM
noptasie EBpa3uiickoro "KOHOMHUYECKOTO COr03a B MH(GOPMAIIMOHHO-KOMMYHHUKAITAOHHOW CETH

«UuTepuer» http://eec.eacunion.org/
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