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1. HAMMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA

®ochomunun Kanon, 3 r, rpanysibl A1 IPUTOTOBJICHUS pacTBOpA JJIs IpUeMa BHYTPb.

2. KAUECTBEHHBII M1 KOJIMYECTBEHHBIN COCTAB

JleiicTBytomee BemecTBo: (OCHOMHUIIHH.

Kaxnprit maker comepxkut 5,631 1 dochomMunimaa TpoMeramona, YTO JKBHBAICHTHO 3 T
dbochomurHa.

BcnomoratenbpHbie BeliecTBa, HaJTUYME KOTOPBIX HAJAO YYHUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npenapara: caxaposa (cm. paszuen 4.4).

ITonnbI MNEPCUCHb BCIIOMOT'ATCIIbHBIX BCIICCTB ITPUBCACH B Pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA
I'paHyibl JUIst HPUTOTOBIIEHUS pacTBOpPaA IS IPUEMa BHYTPb.

CMmech r'paHyJI U TIOpOIIIKa 0€JI0ro U IMOYTH OEI0TO OBETa C 3al1aXOM 3CMIISIHUKH.

4. KIMHUYECKUE JAHHBIE

4.1. IlokazaHusl K NPUMEHEHHUIO

[Tpenapat nokasan K NpUMEHEHHIO Y B3pOCIIBIX U IeTel cTapiie 12 ner.

NH}peKkmoHHOo-BOCTIaUTENNbHbBIE 3a00JI€BaHUs, BEI3BaHHbBIE YyBCTBUTEIbHBIMHU K (OCHOMULIUHY

MHUKpPOOPTaHU3MaMHU:

— OCTpBIN HEOCTIOKHEHHBIM LIUCTUT Y KEHILUH U JIEBOUEK-II0APOCTKOB cTapie 12 yeT;

— IepUoNepalMOHHAsl  AHTUOMOTUKONPO(UIAKTUKA HpPU  TPaHCPEKTaIbHOW  OHOICHUU
IIPEACTATEIBHOM XKEJEe3bl Y MYKUUH.

4.2. Pe:xuM 103UPOBAHUS U CIIOCO0 NPUMEHEHUA

PexuMm no3upoBanus

Bspocnvie

I[To 1 makety (3 1) 1 pa3 B 1eHb, OJHOKPATHO.

Ocmpulii HeOCTIONCHEHHBI YUCIMUM V HCEHWUH U 0e80UeK-N00pocmKkos cmapwe 12 nem: 3 T
dbochomuruna (1 maker) npenapara @ochomurma KaHoH oTHOKpaTHO.

Ilepuonepayuonnas  aHmuOUOMUKONPOPUIAKMUKA — HPU  MPAHCPEKMATbHOU  OUONCUU
npedcmameinvHol dcenezvl y myscuun: 3 T hochomunmna (1 maker) npenapata DochoMuiivu

Kanon nmpumepno 3a 3 4 10 u 3 T pochomunmnaa (1 maker) yepe3 24 4 mocie MEAUITMHCKON

MPOLEAYPHI.
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Oco0bnIe I'pynIibl TaMEHTOB

Tayuenmoi ¢ noueunol HedOCMamouHOCMuio
YV nanueHToB C JIErKOM WIH CPEIHEN CTENEHBIO TSHKECTH II0YEYHON HEAOCTATOYHOCTH KOPPEKLIUS
JI03bI HE TpebyeTcs.
VY manueHToB C TSKENOW CTENMEHbI MOoYedHOW HemoctaTouHOoCTH (KiaupeHc kpearmHuHa (KK)
<10 mu/mun) npumenenue npenapara ®ochomura Kanon e pekomMeHyercs.

eTH
bezonacHocth u 3pdexruBHOCTH npenapata @ochomuna Kanon y nereit B Bozpacte ot 0 g0 12
JIET HE YCTaHOBJICHBI.

Cnoco0 nnpuMeHeHus

BryTps.

[Topo11ok pacTBOPSIOT B %2 CTakaHa BO/IbL, IEPEMELIMBAIOT JI0 MIOJIHOTO PACTBOPEHUS, IPUHUMAIOT
Cpa3y ke MOCJIe PaCTBOPEHMUS.

[Ipy ocTpOM HEOCIO)KHEHHOM IMCTHTE Yy JKCHIIUH M JIEBOUYEK-NOJPOCTKOB crapiie 12 jer
npenapat @ocpomuniud KaHoH cienyer npuHUMaTh HATOILAK, T. €. IPUMEPHO 3a 2—3 4 70 Win
yepe3 2—3 4 1ociie ebl, IPEeAIOYTUTENIBHO IIEpel CHOM U IIOCIIE OITOPOKHEHUSI MOYEBOTO ITY3bIpS.
BHemnuit Bua mnpemapara mocie BOCCTaHOBJIEHUS (NPUTOTOBJIEHUS): IPH  PAaCTBOPEHUHU
COJIEPKMMOTO TTaKeTa B BOJIE 00pa3yeTcst ONnaleCUPYONas )KUAKOCTh C 3eMIITHUYHBIM 3aTIaXOM.
WHCTpYKIMS 10 TPUTOTOBIICHHIO TIperapara mnepel IpuMEeHeHHEM CM. B pasjene 6.6.

4.3. IlpoTuBONOKA3aHUSA

['mnepyyBCcTBUTENBHOCTh K (DOCHOMUIIMHY WIM K JIOOOMY U3 BCIIOMOIaTeNbHBIX BEIIECTB,
MepPEUYHCIICHHBIX B pazjene 6.1.

4.4. OcoOble ykazaHusl U1 Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

Bo Bpems sedeHus  pochoMHUIIMHOM  MOTYT  BO3HHMKHYTh  (haTajbHble  pEaKIMH
TUIEPUyBCTBUTEIBHOCTH, BKJIOYasl aHA(DUIIAKCHIO U aHA(PMIIAKTUYECKUH IIOK, TTPEICTaBIISIONINE
OIMaCHOCTH ISl JKU3HU. Ecim Takas peakiusi BO3HUKAET, HEOOXOAMMO UCKIIIOUYUTH TOBTOPHBIN
npueM pochomMHIIHA U IPOBECTH aJIEKBaTHOE JICYCHHE.

AHTHOMOTHK-AaCCOIIMMPOBAHHAS AUapes Obljla OTMEUeHa MPHU UCIOJIb30BaHUH MPAKTUUECKU BCEX
aHTHOAKTepUAIBHBIX CPEJCTB, B TOM uucie pochomuiuna. Ee TsxkecTs MOXKET BappHUpOBATh OT
JETKOM Jauaped 10 KOJHWTa C JIETAIBHBIM HCXO0Zo0M. Jluapes, B OCOOCHHOCTH TshKenas,
HETpeKpamiarmascs Uil ¢ KpOBbIO, BO BpeMs WX Tociie JieueHus (HochOMUIIMHOM (B TOM
qucie, B TeYEHUE HECKOJIbKUX HeJNeNb IMOCIe JICYEHHUs ), MOXKET ObITh CUMIITOMOM 3a00JIeBaHMs,
Bb3BaHHOTO Clostridium difficile (mceBmomMeMOpaHO3HBIH KOJNUT). ODTOT JMArHO3 Ba)XKHO
YUUTBIBaTh NPU JICUYCHUM MAIMEHTOB BO BpeMs MWiu nocie npuema docomununa. Ilpu

MpeArnojaracMoM WM TOATBEPKIEHHOM  JMAarHo3e  ICEBAOMEMOpPAHO3HOTO  KOJHUTa
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NEPUCTAIBTUKY KAIIECYHUKA, B JAHHON KJIMHUYECKON CUTYallMK IPOTUBOIIOKA3aHBI.
[Toueunas megocratounocts: npu KK Beime 10 miu/MuH KoHUEHTpaus GochoMunHa B MOYE
coxpaHsercs B TeueHue 48 yacoB mocie rnprueMa oObIYHOM J103Bl.

BcnoMorarepHEBIC BEIECTBA

[Ipemapar coxepxkut caxapo3dy. IlamueHTam C peako BCTpEYAOLIEKHCS HaCIEeACTBEHHOMU
HENEPEHOCHUMOCTBI0  (PPYKTO3bI, TIIFOKO30-TAIAKTO3HOH ManbabcopOIuet wim JaeduimToM
caxapa3sbl-U30MajibTa3bl HE CIeyeT MPUHUMATh JaHHBINA Ipenapar.

4.5. B3aumopaeiicTBMe ¢ [PYrHMM JIEKAPCTBEHHBIMHM MpenapaTaMu W Jpyrue BHAbI
B3aMMOJEHCTBUA

[Ipu coBmecTHOM mpuUMeHEHHU C (HOCHOMHIIMHOM, METOKJIONPAMHU CHHUKAET KOHIICHTPAIIUIO
dbocdomuiirHa B CHIBOPOTKE KPOBU M MOYE.

Hpyrue mnpemnapaTbl, KOTOpPbIE YBEIWYUBAIOT MEPECTATBTHKY >KEIYJOYHO-KHIIEYHOTO TPAKTa,
MOTYT BBI3BIBAaTh aHAIIOTUYHBIH AP (DEeKT.

Bo3MoxHO n3MeHeHne MEeXTlyHapOIHOT0 HopMaiin30BaHHOTo otHomeHus: (MHO): y nanueHTos,
MOJTyYaOIUX aHTUOUOTHKH, OBLIN 3aperucCTPUPOBAHBI, MHOTOUYUCIICHHBIE CIIy4Yau MOBBIIICHUS
AKTUBHOCTH aHTaroHMcToB BHUTamMuHa K u u30bITOuHON anTHKOarymsuud. K daktopam pucka
OTHOCSTCS TsKeNasi MHMEKIMs WM BOCHAJIEHUE, BO3PACT U IJIOXO0€ 00Iee COCTOSHUE 3/10POBBSI.
B »THX ycnoBuAX TpyOHO OINpeaenuTh, sBisercs au usMeHeHue B MHO cnenctBuem
UHQEKIIMOHHOTO 3a00JieBaHUsS WM €ro JIeYeHHs. 1eM He MeHee, OIpeJlelIeHHbIe KIIAcChl
AHTUOMOTUKOB Yallle YIOMHHAIOTCS B 3TOH CBA3HM, @ MMEHHO: (TOPXUHOJIOHBI, MaKpOJHJIBI,
NEHULWIINHBI, KO-TPUMOKCA30J1 1 HEKOTOpbIE 11€(haoCIIOpUHBI.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JAKTALMS

bepemeHHOCTD

HmeroTcs orpaHndeHHbIe JaHHbIE 0 O€30MaCHOCTH TpUMeHeHHs (pocdomuiHa B 1-M TpuMecTpe
O6epemenHoctd (n = 152). DOTu JaHHBIE HE TapaHTUPYIOT O0€30MacHOCTh B OTHOIICHUU
TepaToreHHOCTH. POoCcHOMUIIMH MPOHUKAET Yepe3 IIIALEHTY.

HccnenoBanust Ha KMBOTHBIX HE IOKa3alM KakoOM-TMOO MpsIMOM WM KOCBEHHOHM CBSI3U B
OTHOILIEHUH TOKCHYECKOTO BO3JIEHCTBUS HA MPOTEKaHUEe OEPEeMEHHOCTH, B OTHOIIEHUH Pa3BUTHUS
SMOpHOHa, pa3BUTHUS TUIOAA W/WIM pa3BUTus nocie poxaeHus. [Ipenapar @ochomuiimn Kanon
clelyeT MPUMEHSTh BO BpeMs OEpEMEHHOCTH TOJBKO TOI/Ia, KOTJa MOTeHIMalbHas Mojb3a s
MaTepH MPEBBIIIAET MOTSHIUATIBHBIM PUCK VIS TUIOA.

JlakTanus

[Tockonbky pochoMUIIH TPOHUKAET B TPYTHOE MOJIOKO JaKe MOCIIe MpUeMa OTHOKPaTHOMN JTO3BI,

’KEHILMHAM, KOPMSIIIUM TPY/bI0, HE ClIeAyeT MPUHUMATh Ipernapar 6e3 kpaitHeil He00X0JUMOCTH.
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DepTHILHOCTE

JlaHHBIX 00 WCCIENOBaHUAX Yy JIOJCH HET. Y CaMIlOB M CaMOK KPBIC MEPOpabHOEC BBEIACHUE
docomunrna B 103¢ 10 1000 MI/KI/CYT HE BBISIBIIIO CHIDKEHUE (PEPTHUIHHOCTH.

4.7. BausiHue Ha CMOCOOHOCTH YNPABJATHL TPAHCIOPTHBIMU CPeACTBAMHM H PadoTaTh €
MeXaHU3MaMHu

CrienuanabHBIX UCCIIEIOBAaHUI HE MPOBOIUIOCH, HO TAIUEHTOB CIIEAyEeT HHPOPMUPOBATH O TOM,
YTO TMPUMEHEHHE TIpernapara MOXKET BbI3BaTb TOJIOBOKpYkeHue. [lpu  mosiBneHuun
TOJIOBOKPY>KEHHUS CJIeIyeT BO3/IEPKATHCS OT BHIOJHEHUS YKa3aHHBIX BUIOB JACSITEIbHOCTH.

4.8. HexkennaTeibHbIE peakuuu

Pesrome HDOd)I/IJDI 0e30IacHOCTH

HaubGonee pacnpocTpaHeHHBIMU HEXKENATEIbHBIMUA PEAKUMUSIMH Ha OJHOKPATHBIA IMpueM
dochomuLIMHA SABISIOTCS HApYIIEHUS CO CTOPOHBI XKeNlyTOYHO-KUIIEYHOI'O TPaKTa, Yalle BCEero
auapes. OTU PEeaKLVH ABIIIOTCS KPaTKOBPEMEHHBIMU U IPOXOAAT CIIOHTAHHO.

Tabauunoe PE3IOME HEXKENATCIIHLHBIX PEaKIIUA

Janee B Tabnuiie mpuBeIeHBl HEXeEIaTeIbHBIE PEAKIIMU, KOTOPhIe OBLIHM 3aperuCTPUPOBAHBI TIPH
UCTIOJIB30BaHUU (OCHOMHUIIMHA, B XOJIC KIMHUYECKUX UCIBITAHWHA WM MOCTPETUCTPAIIMOHHOTO
HaOJIFONEHUS.

YacTtota peaknuid yka3zaHa CIEIyHOIIUM 00pa3om: oudeHb udacto (> 1/10); wacto (>1/100, HO
<1/10000); yacToTa HEM3BeCTHA (Ha OCHOBAaHUHU UMEIOIINXCS TaHHBIX OLICHUTh HEBO3MOXKHO).

B kaxngoit TpyHaIie HEXKCIIATCIIbHBIC PEAKIIUU ITPEACTABIICHBI B TIOPSAOKC Y6LIB8.HI/IH TAXKCCTH.

CucremMHO-OpranHbIi HexesaTeabHbIe peakunu
KJ1ace Yacro Heuacro YacToTa HeU3BECTHA
WNHudpexkunu u nHBazuu ByneBoBaruHuT
Hapy1enus co ctopoHbl AHadpwiakTuyeckue
MMMYHHOU CUCTEMBI peakuuu, B TOM YUCIIE
aHa(pUIaAKTHYECKHUM
LIOK,

TUNIEPUYYBCTBUTCIIBHOCTD

Hapymienust co cTopoHsl I"ostoBHast 6071b,

HEPBHOU CUCTEMBI TOJIOBOKPY>KEHUE

KenynouHo-KuIeuHbIe [wnapes, TomHora, | PBoTa AHTHOMOTHUK-

HAapyLIEHUS JTUCTencusi, 00Ib B aCCOLMHUPOBAHHBIN
AKUBOTE KOJIUT

Hapymenust co ctopoHbl Critib, AHTHOHEBPOTUYECKHI

KOKH M TIOJIKOKHBIX KparnuBHUIIA, OTEK

TKaHel 3y
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COO6H_ICHI/IG O ITOA03PEBACMBIX HEXKCIIATCIbHBIX DeaKI_[I/IfIE|

BaxxHo coo0mare O MOAO03pEBACMBbIX HEXKENATeNbHBIX PEAKIHAX IOCIE PETUCTpAIH
JICKApCTBEHHOTO Tperapara ¢ [eNibl0 00eCTIeYeHNs HePEPHIBHOIO MOHUTOPUHTAa COOTHOIICHHS
«I0JIb3a — PHUCK» JIEKapCTBEHHOIO Ipenapara. MeaunuHCKUM paOOTHUKAM PEKOMEH]yeTcs
coo01aTe O JIIOOBIX MOJO3PEBACMbIX HEXKENATENbHBIX PEAKIMIX JICKapCTBEHHOI'O Ipernapara
Yyepe3 HALMOHAJIBHBIE CUCTEMbI COOOIICHHUSI O HEKENATEIbHBIX PEaKIUsIX TOCyJapCTB — YWICHOB
EBpazuiickoro 53KOHOMHUYECKOr0 COK03a.

Poccuiickas @enepanus

DdenepanbHas cityx0a 1o Hag30py B cdepe 3apaBooxpaHeHus (Poc3apaBHanszop)

Anpec: 109012, r. MockBa, CraBstHCKas IJI0IIaib, 1. 4, cTpoeHue 1

Tenedon: +7 (800) 550-99-03

OnexkTpoHHas noyra: pharm@roszdravnadzor.gov.ru i npr@roszdravnadzor.gov.ru

CaiiT B nH(pOpPMAIIMOHHO-TEJIEKOMMYHUKALIMOHHON ceTH «VIHTepHET»:
https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

JlaHHbIe B OTHOLIEHUU NIEpe03UPOBKU (hocHOMUIIMHA TS TPUEMA BHYTPb OTPAaHUYEHBI.
CuMOTOMBI

CooOmiasioch 0  ciy4asgx TUIOTOHWUH, COHJIMBOCTH, DJEKTPOJIMTHBIX  HapyUICHMSX,
TPOMOOLIMTONIEHUH U TUIIONIPOTPOMOMHEMHH T1OCIIE TAPEHTEPATILHOTO BBEACHUS (pochoMUIIMHA.
Jleyenue

CuMnToMaTHYECKOE U MOAJEPKHUBAIOLIIEE.

B cnyuyae mepeno3MpoBKHM PEKOMEHAYETCS IMPHEM XHIKOCTH BHYTPb C IENbIO YBEIHYCHHS
ypesa.

®dochomuniuH 3PPEeKTUBHO BBIBOAUTCS U3 OpraHM3Ma MyTEM I'eMOJMalIN3a, a CPeAHUN Mepuoa

nonyBeiBenienus (TV2) coctaBnser mpumepHo 4 yaca.

5. DPAPMAKOJIOTMYECKHE CBOMCTBA

5.1. ®apmakoauHAMHYECKHE CBOICTBA

®dapMakoTepaneBTUYECKas TPYIIa: aHTHOAKTepUaIbHBIE CpPEACTBA CHUCTEMHOTO JEHCTBUS;
JpyTue aHTHOAKTepUATHHBIC CPEICTBA.

Kom ATX: JO1XXO01.

Mexannsm geiicTBus

[Tpenapatr @ochomuniva Kanon comepxkut dochoMUMH [MOHO (2-aMMOHHMIA-2-THIPOKCUMETHII-

1,3-npommanuon)(2R-1uc)-(3-metunokcupanuin) (ochonar] — aHTHOAKTEPHATLHOE CPEACTBO
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JeyeHus: UHQEKIM MOYEBBIBOAIINX Ty TEH.

MexaHu3M JIeHCTBUS CBS3aH C MO/IaBICHUEM IIEPBOT0 Talla CHHTE3a KIICTOYHOW CTEHKH OaKTepuil.
SBnsAsACH CTPYKTYPHBIM aHasIoroM (oc(o3HONINUpPyBaTa, KOHKYPEHTHO HEOOpaTUMO MHIMOMpYET
dbepment ypunuaaudocdar (Y ID)-N-aneTririroko3aMueHOIUpyBUATpanchepasy, KOTOPBIH
KaTaam3upyeT peakuuio odpazoBanus Y D-N-anetnin-3-O-(1-kapOokcuBuHm)-D-rimoko3aMuHaa
u3 Gocdoenonmupysara u Y JIO-N-anerun-D-riaroko3amMuna.

Ddapmakoangamudeckue 3P HEKTHI

@®ochoMUIIMH aKTHBHO TPAaHCHOPTHpYETCs B OakTepUalbHYIO KIETKY 4Yepe3 JBE pasHbIe
TPaHCIIOPTHBIE CHCTEMBI (SN-TIHIepuH-3-pocdar u TpaHCIIOPTHAS cUCTEMa TeKCO3BI-0).

Tarke ¢ochoMHIIMH CIIOCOOCH CHIKATH aIre3ui0 OaKTEpUd CO CIM3HCTBIMH 00O0JIOYKAMHU
MOYEBOTO ITy3bIpsl, KOTOpash MOXKET WrpaTh poJib Tpenpacrojaramouero Qakropa s
PELMINBUPYIOIIMX WH(EKIIHA.

[lpenenbHble 3HAYCHUS, YCTAaHOBJICHHbIE EBpPONMEHCKMM KOMHUTETOM TIO TECTHPOBAHHUIO
YyBCTBUTEILHOCTH K MPOTHBOMHUKPOOHBIM Ipernaparam, BBINJISAAT CISIYIOUM 00pa3oM (Tadnuna

npenensubix 3HaueHnii EUCAST, Bepcus 11 ot 01.01 2021):

Bunasl UyBCTBUTENBHBIN Pe3ucTeHTHRIN

OHTepoOakTepun <8 mMr/n > 8 Mr/n

PacnipoctpaneHHOCTh TIPHOOPETEHHON PE3UCTEHTHOCTH Yy OTICIBHBIX BHJIOB MOXET MEHSTHCS
reorpaduuecku U co BpeMmeHeM. [losTomy HeoOXomuma MecTHass MHPOpPMAIUs O CHTyalluu C
PE3UCTEHTHOCTHIO, B YACTHOCTH, JUIs OOECTICUeHHS aICKBATHOTO JICUCHUS TSKENbIX MH(DEKIHH.
[TpuBeneHHBIN HUXKE TIEpeYeHb OCHOBAH Ha JAHHBIX MPOTrPaMM MOHUTOPHHTA U HccienoBanuil. OH
BKJTIOYaE€T MHUKPOOPTaHU3MbI, COOTBETCTBYIOIIUE YTBEPIKICHHBIM ITOKA3aHUSIM:

Obvluno uyscmeumenvhvie 8UObl

AdpoOHBIE TPaMOTpHULIATENIEHBIE MUKPOOPTaHU3MBI

Escherichia coli

Buovi, 0111 komopulx npuobpemeHnHas ycmouuusocms Moxicem dvlms npod.iemou

AnpoOHBIE TPaMIIOI0KUTEIbHbIE MUKPOOPTaHU3MbI

Enterococcus faecalis

AdpoOHBIE TPaMOTpHULIATENIEHBIE MUKPOOPTaHU3MBI

Klebsiella pneumoniae

Proteus mirabilis

Ecmecmeenno ycmouiuugvie uovl

AdpOOHBIE TPaMITONIOKHUTEIBHBIE MUKPOOPTaHU3MbI

Staphylococcus saprophyticus

C.6m39
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Pe3ncTeHTHOCTD

OCHOBHBIM MEXaHU3MOM YCTOMYMBOCTU OakTepwii K (HOCHOMUIMHY SIBISCTCS XPOMOCOMHAs
MyTaIs, BbI3BIBAIOIIAS M3MEHEHHE B CHCTEME TpaHCIopTa OakTepuanbHOro (Hochomurmaa.
JlononHUTENbHBIE MEXAaHU3Mbl YCTOMYMBOCTH, KOTOPBIE BBI3BIBAIOTCA IUIA3MUJAMH  WIH
TPAHCIO30HAMH, BBI3bIBAIOT ()EPMEHTATHBHYIO MHAKTUBAIMIO (ocHOMUIIMHA 32 CUET CBSA3bIBAHUS
MOJIEKYJIBI C TIIyTaTHOHOM MJIM 32 CUET PACIICIUICHHS Yriiepoa-pochOpHOM CBS3UM B MOJIEKYIE
dochomunnHa.

@®ochOMULIMH COXpaHWJI CBOK aKTHUBHOCTh MPOTHUB Hamboyee pacnpoCTPaHEHHBIX MHUKPOOOB,
OOHapy’KMBaeMbIX MpPU HHQPEKIHUSIX MOUYEBBIBOAAIIMX IyTeil. ToNbKO He3HAYUTENbHOE YHCIIO
OaKkTepuii MOTYT MPHOOPECTH YCTOMYMBOCTh. YPOBEHb PE3WCTEHTHOCTH KHIICYHON MMAIOYKH,
BBI3BIBAIOIICH HEOCIOKHEHHBIE HH(PEKIIMHA MOUYEBBIBOISAIINX MyTEH, HU3KHIA.

MexaHu3m JeicTBuUs penapara 0ObACHIET OTCYTCTBUE MEPEKPECTHON PE3UCTEHTHOCTH C IPYTHUMU
AHTUOMOTUKAMU U B3aUMHOE yCUJICHHE ICUCTBHS ¢ aHTUOMOTUKAMU JIPYTUX KJIACCOB, HAIPUMED, C

OeTra-J1JaKTaMHBIMH aHTUOUOTUKAMHU.

5.2. PAPMAKOKMHETUYECKHUE CBOMCTBA

AGcopbuus

[Tocne ogHOKpaTHOro mpueMa aOCONMIOTHAas OWOMOCTYMHOCTH (ocomMHLIMHA TpOMETaMolia
cocrapisieT 0koJo 33—53 %. CkopocTh U cTeneHb abcopOILy CHUKAIOTCS IIPU IIpUEMe Mpernapara
BO BpeMs €/bl, HO 00Illee KOJMYECTBO AECHCTBYIOLIErO BEIIECTBA, BBIIEISEMOrO0 C MOYOW C
TE€YEHUEM BpPEMEHH, OCTaeTcsi HeM3MeHHbIM. CpeaHue KOHIeHTpauuu (ochomMHuIMHA B MOUYe
1oCJIe MEPOPAIBHOTO MPHEMA 03Bl 3 T OCTAIOTCS BBILIE MTOPOrOBOTO 3HAYEHUS MUHUMAJbHON
nonasistomel konueHntpanuu (MIIK) 8 mkr/mn B TedyeHue Kak MHUHUMYM 24 yaca mocie
NEepOpaIbHOTO MpHeMa, KaK HaTOIIAK, TaK M MOCJIE €/1bl, HO BpeMs JIOCTH)KEHUS MaKCUMaJlbHON
KOHLIEHTPALlUU B MOYE 3aJ€pKUBAETCs Ha 4 4.

®ochOoMHULIMH NTOABEPIKEH SHTEPOTreNaTHUECKON PEUPKYIISILINN.

[Tocne ogHOKpaTHOTO NMpUeMa 3 T BpeMsl JOCTHKEHUSI MaKCUMaJIbHON KOHIIEHTPAIMH COCTABIISET
2-2,5 yaca, a MaKCUMaJIbHAsI KOHIIEHTPAIIHS COCTABIAET 22—32 MKI/MJI.

Pacnpenenenue

®dochomurue pacrpeneisieTcss B TKaHAX, BKIIOYAs MOYKH U CTEHKY MOYEBOTO IYy3bIps, HE
CBSI3BIBAsCH ¢ Oenkamu ma3Mbl. O0beM pactipesenenus cocrabnser 136,1 .

dochoMUTIIH POHHUKALT Yepe3 IUIAIEHTAPHBIN Oapbep U BBIICIISICTCS B TPYIHOE MOJIOKO.
DIIMMUHAITUS

®DochoMUIIMH BBIBOJUTCS B HEU3MEHEHHOM BHJE, B OCHOBHOM, IMOYKAMH IYyTEM KIyOOYKOBOMU
¢unsTpanuu (40-50 % npuHSTON 10361 0OHAPYKUBAETCS B MOYE), U B MEHBLIEH CTENIEHH - C KaJloM

(1828 % no3br); T2 cocraBnsieT okoio 4 4acos.
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[Tocne ogHOKpaTHOTO TpHeMa 3 T hochoMuIHa IDOMeTaﬁQIQ ko%auﬁg@ét&om£mm 'B'I\./IO‘IC

10534415 mxr/mn gocturaercst uepe3 2—4 uaca. TepaneBriuecku 3(pQEKTUBHbIE KOHIIEHTPALHN
(> 100 MKr/™mIT) COXpaHSIOTCS B TeUEHHE 48 U 1ociie mpruemMa BHYTPb.

IloyeyHas HEJOCTATOYHOCTh

VY DanueHToB ¢ HapylleHHeM (QYHKIMU Hodek T2 yBeIMUMBAeTCsl MPONOPLUOHAIBHO CTENEHU
No4e4HoN HexocTtaroyHocTH. KonnenTpanuu gocdomuiiia B Moye y MAIMEHTOB C HAPYIICHUEM
(byHKIMM T0YeK ocTaroTcst 3()(HEKTUBHBIMU B TeueHHE 48 4acoB NOCIE preMa OOBIYHOM 10361, KOTAa
KK mpesimaer 10 Mi/mMuH.

JInIia moKMI0To BO3pacTa

Y nOXMIIBIX JIroziel KiupeHe GpochoMuIHa CHUKASTCSl BMECTE C BO3PACTHBIM CHIDKEHHEM (DyHKIIUH

ITIOYCK.

6. DPAPMAIIEBTUYECKHE CBOMCTBA
6.1. Ilepeuenb BcIOMoOraTe/ibHbIX BellleCTB
Apomaruzarop 3eMJISTHUYHbIN

Kpemuust nMoKkcu1 KOJITOUAHBIN

Hatpus caxapunat

Caxapo3sa

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHHUs )

HeBcKpBIThIE TAKETHI

2 rona.

IIpurotroBIIEHHBII pPacTBOP

[TpuroToBIEHHBINA PACTBOP MPUHUMAIOT Cpa3y K€ MOCIe MPUTOTOBICHHUS.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH IPH XPAHEHUHU

XpaHuTh 1pu Temneparype He Boime 25 °C.

VYcnoBus XpaHEHUs TTOCIIe MPUTOTORJICHUS JICKAPCTBEHHOTO TIperapara cM. B pasjeie 6.3.

6.5. Xapakrep ¥ coaepkaHue NePBUYHON YIIAKOBKHU

[To 8 T B makeT W3 KOMOMHHpPOBAHHOTO MaTepuana (IJICHKA MOJIMITUIICHTepedTaNaTHas
MpOo3pavHasi/IiieHKa MOJUIIPONUICHOBAs OMaKCHAlIbHO OPHUEHTUPOBaHHAs Oenast/(onbra/mieHka
MOJIMATUIICHOBAS TIPO3pavHas).

ITo 1 wnm 2 makeTra BMECTE C TMCTKOM-BKJIABIIIEM TOMENIAIOT B TAYKy U3 KapTOHA.
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6.6. OcoOble Mepbl NPeIOCTOPOKHOCT pu nvane‘nmr CI0IL30BAHHOIO

JIEKAPCTBCHHOI'0 npemnapara HJIH 0TX0/10B, MOJTYYCHHBIX mocJjie NMPUMEHECHUSA
JIEKAPCTBCHHOI'O IIpenaparTra, 1 Apyrue MaHMIyJJAluU € nmpemnaparomM

Oco0bie TpeOOBaHMS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA
Poccniickas @enepanvs

3A0 «KanoHhapma mpo1aKImH»

141100, MockoBckas 00u1., T.0. lI[énkoBo, r. IlénkoBo, yi. 3apeunas, a. 105
Ten.: +7 (495) 797-99-54

OnekTpoHHas nouta: safety(@canonpharma.ru

7.1. IlpeacTaBUTENb A€PsKATE/IsI PETHCTPALMOHHOTO Y10CTOBEPEHUsI

IIpereH3un HOTDG6HTCJI€I>1 HAaImpaBJIATH I10 aApPECy.

Poccniickas @enepanns

3A0 «KanoHdpapma npogakiis»

141100, MockoBckast 06011, r.0. lI{&nxoBo, r. LI{&éakoBo, yu. 3apeunas, a. 105
Ten.: +7 (495) 797-99-54

+7 (800) 700-59-99 (6ecninaTHas nuHUS 24 yaca)

DnekTpoHHas noyvra: safety@canonpharma.ru

8. HOMEP PETUCTPAIIMOHHOT'O YIOCTOBEPEHHUS
JITI-Ne(003773)-(PT-RU)

9. IATA TEPBUYHOH PETMCTPALIMU (IIOJATBEPXKXIEHUSI PETMCTPAIIUMN,
HEPEPETUCTPALINN)
[Hara nepoii peructpanuu: 22.11.2023

10. JATA IEPECMOTPA TEKCTA

OO6miass xapakTepucTuka JiekapcTBeHHoro mpenapara @Pochomunmn KaHoH noctynmHa Ha
uH(pOpMallMOHHOM TmopTaje EBpasuiickoro SKOHOMHMYECKOTO COr03a B HH(OPMAalMOHHO-

KOMMYHHUKaIMoHHOH cetu « aTepHeT: https://lk.regmed.ru/Register/EAEU_SmPC.
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