COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 15.01.2025 N2 652

OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA "0

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITIPEITAPATA

MOHOMM IINH, 3 r, nopoIlIoK /Ji MPUTrOTOBJIEHHUS pacTBOpA JIs MpUeMa BHYTPb

2. KAYECTBEHHBIW 1 KOJIMYECTBEHHBIA COCTAB

JleiicTByromee BemecTBo: (OCHOMHUIIHH.

1 makeruk comepxut 5,631 v dochomunmaa Tpomeramona (B mepecuere Ha (HOCHOMUIIUH —
3,01).

BcenomoratenbHble BelecTBa, HaJIMUYKWe KOTOPBIX HAJO YUUTHIBATh B COCTABE JIEKAPCTBEHHOTO
npenapara: caxaposa (cm. pazzensi 4.3, 4.4).

[TonHbIN epevyeHb BCIOMOTATEIbHBIX BEILIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

[Topo1ok AJis MPUTrOTOBICHHS pacTBOpA AJIsl IpUeMa BHYTPb.

[Topomok Genoro Wiy MOYTH OENIOro IBETa C IIUTPYCOBBIM 3amaxoM. Jlomyckaercs: Hamudue
SAMHUYHBIX TPaHyJI.

4. KIMHUYECKHUE JAHHBIE

4.1. lloka3zanusi K NPUMEHEHUI0

WH}peKmoHHO-BOCTIATUTENbHBIE 3200JIeBaHus, BEI3BAHHBIC YYBCTBUTEIBHBIME K (OCHOMULIUHY
MHUKPOOPTaHU3MaMH:

* OCTPBIil HEOCIOKHEHHBIN IIUCTUT Yy KEHIIKH U IeBOYEK-TIOJJPOCTKOB cTapiie 12 jer;

* IepUOTEepAIlIOHHAs  AHTUOMOTUKONPO(DUIAKTHKA  TPH  TPAHCPEKTAIBbHOM  OUOmICHH
IIPEACTATEIBHOM XKEJIE3bl Y MYKUUH.

4.2. Pexxum 103MpoBaHNs U €c1IOCO0 NPUMEHEHUs!

PexxuM 103upOBaHus

OcCTpbIil HEOCIOKHEHHBI LHACTUT y JKEHIIUH W JEBOYEK-TNIOAPOCTKOB crapuie 12 ner: 3 r
¢docomununa (1 naker) npenapara MOHOMMUIIMH ogHOKpaTHO.

[lepuonepanonHass  aHTUOMOTHUKONPOQMIAKTHKA  MPU  TPAHCPEKTAJIbHOM  OHOIICUU
IpeCcTaTeNIbHON Kene3bl y MyK4uuH: 3 T pochomunmHa (1 nmaker) npenapata MOHOMUIINH
npuMepHo 3a 3 4 70 u 3 T pochomuruna (1 maker) uepe3 24 4 nmocie MEAUIMHCKONW TPOLEAYPHI.

Oco0ble TPVIIILI TAIMEHTOB

Tayuenmol ¢ napywenuem @yHKyuu nouex

Y mnauuMeHToB € JIETKOW WIM CpEAHEW CTENEHbIO TSKECTH IOYEYHOH HEeZ0CTaTOYHOCTU
KOPPEKIMH JI03bI HE TpeOyeTcs.

VY nanueHToB C TSDKEJOW CTENeHbIo MoYeuHoil HemoctaTouHocTH (kiaupeHc kpeatnHuHa (KK)

<10 mn/mun) npumenenue npenapata MOHOMMIINH we pekomengyercs.
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Bbezomacunoctu u a3 dekruBroCcTs ipenapara MOHOMMUIIUH y neteit B Bo3pacte ot 0 10 12 ner
HE YCTaHOBJICHBI.

Cnoco0 rmpuMeHeHus

BuyTpb.

[Topomiok pacTBOpsIIOT B ‘2 CTakaHa BOJbl, IEPEMEIIMBAIOT A0 IIOJHOIO pacTBOPEHUS,
IPUHUMAIOT Cpa3y K€ MOCJIE€ PaCTBOPEHHUS.

[Ipy ocTpOM HEOCIO)KHEHHOM LUCTUTE Yy JKCHIIUMH M JI€BOUYEK-NOJPOCTKOB cTapuie 12 jer
npenapar MOHOMMUMIINH cneayetr npuHuMaTh HaTOIIAK, T.€. IPUMEPHO 3a 2-3 4 10 WK Yepe3
2-3 4 ocne eJpl, MPEeANOYTUTEIBHO IIEPE] CHOM U MOCJIE OIOPOKHEHUS MOUYEBOTO ITy3bIPSL.

4.3. lIlpoTuBONOKAa3aHNUS

['mnepuyBcTBUTENBHOCTh K (ocoOMHUIMHY WM K JHOOOMY M3 BCIIOMOTaTelIbHBIX BEIIECTB,
HEPEUYUCIICHHBIX B paznene 6.1; Tsokénas modeyHas HEIOCTaTOYHOCTh (KIMPEHC KpeaTMHHHA
(KK) <10 mur/muH); nedumuT caxapa3bl/M30MallbTa3bl, HEIIEPEHOCUMOCTh ()PYKTO3BI, TIFOKO30-
rajlakTO3Hast MaJIbaOCOPOIIHS; TEMOINAIIH3.

4.4. OcoOble yka3aHHus U Mepbl PeI0CTOPOKHOCTH IIPH NPUMEHECHUH

Bo Bpems sedeHus  pochOMUIIMHOM  MOTYT  BO3HHUKHYTb  (aTajbHbIE  pEaKLUU
THIIEPYyBCTBUTEIBHOCTH, BKJIIOYAsl aHA(DHUIAKCHIO M aHA(PMIIAKTUIECKUHN IIIOK, TTPEICTABIISIONIIE
OMACHOCTb JJIS )KU3HH.

Ecnu takas peakuus BO3HMKaeT, HEOOXOJUMO MCKIIOYMTh NOBTOPHBIN mpueM (hochoMuiHa u
IIPOBECTH a/IEKBAaTHOE JICUCHUE.

AHTHOMOTHK-aCCOLIMMPOBAaHHAs Auapes HaOJoJaiachk NPU MCIOJIb30BaHUU NMPAKTUYECKU BCEX
aHTHOAKTEepUaIbHBIX CPEJCTB, B TOM uncie pochomunrHa. Ee TsokecTs MOXKET BapbUpOBaTh OT
JEeTKOM nuapen 10 KOJWTa C JIeTAJbHBIM HCXO0AOM. Jluapes, B 0COOEHHOCTH TsDKenasd,
HEMpeKpalaIascss HW/WIM ¢ KPOBbIO BO BpeMs WIM TOCI€ JIEUCHUs IpenapaTom
MOHOMMUIIVH (B TOM uucie, B T€4YE€HUE HECKOJIbKUX HEZEINb MOCIE JIEYEHHS ), MOXKET ObITh
CUMIOTOMOM 3a0oseBaHusi, BbI3BaHHOro Clostridium difficile (nceBroMeMOpaHO3HBIA KOJIMT).
OTOT OuarHo3 Ba)KHO YYMTHIBATh IpU JICYEHHHM NAIMEHTOB BO BpPEMS WM IIOCIE IpuUeMa
npemapata  MOHOMMUIIMH. Ilpm npeamonaraeMoM WM MOATBEPXKAEHHOM  JUAarHo3e
NICEBJOMEMOPAHO3HOTO  KOJIUTA COOTBETCTBYIOIIEE JIEUEHHWE JOHKHO OBITh  HA4aTo
HezaMeunTenbHo. [lpemaparbl, mMOAaBisAONIME TMEPUCTAIBTUKY KHIIEYHUKA, B JIaHHOMN
KIIMHUYECKON CUTYyalluu POTUBOIIOKA3aHbI.

[Toueunas megocratounocts: npu KK Beime 10 mia/MuH koHueHTpanus GocGoMUIiHa B MOUe

coxpansieTcs B TeueHue 48 4 rnocie npremMa 0ObIYHOMN JT03bI.
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DepTUILHOCTE

JlaHHBIX 00 MCCIICIOBAHUSAX Yy JIIOJICH HET. Y CaMIlOB U CaMOK KpPBIC MEpOpaibHOE BBEICHUEC
docdomuninna B 103¢ 70 1000 MI/KT/CYT HE BBISBHIIO CHIXKEHHE (DEPTUIIHBHOCTH.

BcnoMorarebHEIC BEIIECTBA

[TaruenTaM ¢ COMYTCTBYIOUIMM CaXapHbIM AHa0ETOM cleAyeT YYUThIBaTh, YTO B | mMakeTHke
npenapata MOHOMMIINH 3 r conepxutcs 2,3 r caxapo3bl.

[TanmenTamM ¢ pEeIKUMHU HACIEACTBEHHBIMH 3a00JCBAHUSAMHU, TAKUMH KaK HENEPEHOCHMOCTh
bpyKTO3bI, MaTLAOCOPOLIMS TIIFOKO3BI-TAIAKTO3bI UM HEJIOCTATOYHOCTH Caxapas3bl-u30MallbTasbl,
JMaHHBINA Mpernapar NpOoTUBOIMOKA3aH.

4.5. B3amMmopeiicTBHMe ¢ JPYTHMH JIEKAPCTBEHHBIMHM MpenaparaMH H JApyrue BHIbI
B3aUMO/JeHCTBUSA

MeTtokiionpaMu]; CHMXKaeT KOHIEHTpaluio (ocPoMUllMHA B CHIBOPOTKE KPOBU M MOYE IPU
OJIHOBPEMEHHOM MPUMEHEHHUH.

Jpyrue mnpemnaparbl, KOTOpPbIE€ YCHUIMBAIOT MEPUCTAIBTUKY JKEIYJOYHO-KUIIEYHOTO TpPAKTa,
MOTYT BBI3BIBAaTh aHAIIOTUYHBIH AP (EeKT.

Bo3MOXHO UW3MEHEeHHWE MEXIyHapOJHOTO HopMaiu3oBaHHOro otHomeHus (MHO): vy
MAIMEHTOB, MOMYYaloIlIUX AaHTUOMOTUKU, OBLTH 3aperuCTPUPOBAHBI MHOTOUMCIICHHBIE CIIy4au
NOBBILICHUS] AKTUBHOCTH aHTaroHUCToB BuTamMuHa K U u30bToyHON aHTHKOArysamuu. K
dakTOopaM pHCKa OTHOCSATCS TsDKesas WHQEKIHUs WM BOCHAJIEHHE, BO3pAcT M IUIOXOE olIiiee
COCTOSTHUE 3JI0POBBSl. B 3THX yCIOBUSX TPYIHO OIpPEAETUTh, siBisieTca au u3MeHeHue MHO
CJIeZICTBUEM HMH(EKIIMOHHOrO 3a00JeBaHusl WM ero JieueHus. Tem He MeHee, OmNpeseeHHbIe
KJIacChl AaHTUOMOTHMKOB 4allle YHNOMMHAIOTCSI B OSTOM CBSI3U, a HMMEHHO: ()TOPXHHOJIOHBI,
MaKpOJIUAbl, KO-TPUMOKCA30J1, IEHULUUIMHBI U HEKOTOPbIE 11e(aToCIIOPUHBI.

4.6. ®epTHIBHOCTb, 0€PEMEHHOCTD M JAKTALMS

bepemeHHOCTD

NmeroTcst orpaHUYeHHBIC JaHHBIE O 0€30MacCHOCTH MpuMeHeHus pochomuiitia B 1-M Tpumectpe
O6epemenHoctd (n = 152). OTu JaHHBIE HE TapaHTUPYIOT O0€30MaCHOCTh B OTHOIICHUU
TepaTOreHHOCTH. DOCHOMUIIMH IPOHUKAET Yepe3 IIIALCHTY.

HccnenoBaHusi Ha KUBOTHBIX HE IOKa3alM Kakoi-TMOO MpsIMOM WM KOCBEHHOM CBS3U B
OTHOIIEHUH TOKCUYECKOTO BO3/IEUCTBUS HA NMPOTEKaHWEe OEPEMEHHOCTH, B OTHOIIEHUHU Pa3BUTHUS
SMOpHOHa, pa3BUTHA IUIOJA W/WIM pa3BUTUS Toche poxaeHud. DPochoMuluH criexyer
OPUMEHSTHh BO BpeMsi OEpEMEHHOCTH TOJBKO TOT/A, KOTJa MOTEHLUAIbHAS T0Jdb3a JUIsl MaTepu

IMMPCBLIIIACT MOTEHIIAIbHBIN PHUCK IUId TUI0AA.
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JlakTamus

[Tockonbky (GochHOMUIIMH TMPOHUKAET B TPYAHOE MOJOKO Jake IMOCie MpueMa OJHOKPAaTHON
JI03bI, JKCHIIMHAM, KOPMAIIMUM TpYJblO, HE CIEIyeT NpUHUMATh Mpenapar 0Oe3 KpaiHen
HEOOXOIMMOCTH.

4.7. BausiHue HAa CMOCOOHOCTH YNPABJATHL TPAHCIOPTHBIMH CPeACTBAMH M PadoTaTh €
MeXaHNu3MaMu

CrienuanbHBIX UCCIIEIOBAaHUN HE TPOBOJMIIOCH, HO MAIIMEHTOB CIIEAYET HHPOPMHUPOBATH O TOM,
YTO IPUMEHEHHUE MIpernapaTa MO>KeT BbI3BaTh T'OJIOBOKPYKEHHUE.

[Tpu MOSBIEHUM TOJIOBOKPYKEHHS CIEAYeT BO3IEPKATbCS OT BBINOJIHEHUS YKa3aHHBIX BHJIOB
JESTEIIBHOCTH.

4.8. HexenarejbHbIe peaKnuu

Pesrome mpoduisg 6e3onacHoOCTH

Haubonee paciupoCTpaHCHHbBIMH HCXKCJIATCIIbHBIMU  pCAaKIUAMHU Ha O,Z[HOKpEITHbIﬁ IIpueM
q)OC(bOMI/IIII/IHa SBJIAIOTCA HAPYLICHUA CO CTOPOHBI KCITYJOUYHO-KHUIICYHOI'0 TpaKTa, 4ale BCCTO
auapes. Ot PCeaKknu ABJIAIOTCA KPATKOBPEMCHHBIMHU U ITPOXOAAT CIIOHTAHHO.

TabanuHoe pe3IoMe HeXKeIaTeIbHBIX PeaKIIMi

Janee B Tabnuile MpUBEICHBI HEXEIATEIBHBIC PEAKIIUH, KOTOPBIC ObUINA 3apETUCTPUPOBAHBI MTPH
UCTIOIB30BaHUM (OCHOMHUIIMHA, B XOJ€ KIMHUYECKUX UCHBITAHUNA WM MOCTPETUCTPAIIMOHHOTO
HaOJII0IEHU .

Yacrora peakuuil ykazaHa cleQylomuM obpa3zom: odeHb dacto (> 1/10), wacto (> 1/100, HO
< 1/10), mewactro (= 1/1000, o < 1/100), peaxo (= 1/10000, o < 1/1000), oueHb peako
(< 1/10000), yactoTa HEU3BeCTHA (Ha OCHOBAaHUHU MMEIOIINXCS IaHHBIX OLIEHUTh HEBO3MOJKHO).

B K&)I(I[Oﬁ TpyHnIi€e HEXKCJIATCIIbHBIC PEAKIIUU ITPEACTABIICHBI B ITIOPSAAKE Y6BIBaHI/I${ TSAXKECTH.

CucreMHO-OpraHHbIN HexenaTenbHble peakiuu

KJ1acc Yacro Heuacro HewunssectHo
Wn¢exunn u naBazuu | ByasBoBaruuut
Hapymenus co AHauakTHYeCKHe peakiuy, B
CTOPOHBI UMMYHHOM TOM YHCJIe aHAPUIAKTUIECKUI
CUCTEMBI LIOK, TUIIEPYYBCTBUTEIBLHOCTD
Hapymenus co ['onouast 601k,
CTOPOHBI HEPBHOM TOJIOBOKPY’KEHHE
CUCTEMBI
Kemnynouno- Huapes, tomHoTa, |PBoTa AHTHOUOTHK-
KHILEYHbIE JHcTIencHsi, 60Ib B aCCOLIMMPOBAHHBIN KOJIUT
HapyLICHUs KHUBOTE
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Hapyienus co Chimb, ' TOC AR '“ﬁéﬂdEﬂme‘ek it OTeK

CTOPOHBI KOXKH U KpaluBHULA, 3y[

IIOAKOKHBIX TKaHeHu

COO6H.I€HI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxxHo cooOmareh 0 TOJ03PEBACMBIX HEXKENATENBHBIX PEAKIUAX IOCIIe PETUCTPAlluU
JICKapCTBEHHOTO TIperapara ¢ 1eibio 00ecredeHrss HEMPEePhIBHOIO MOHUTOPUHTA COOTHOIIICHUS
«TOJIb3a — PUCK» JICKAPCTBEHHOIO mpemnapara. MeauIMHCKUM paOOTHHUKAM PEKOMEHIYEeTCs
coo0IaTh O JIOOBIX TO0JI03PEBAEMBIX HEKEJIATEIbHBIX PEAKIMAX JICKAPCTBEHHOTO Mperapara
Yyepe3 HAlMOHAIBHBIE CHCTEMbI COOOIIEHUSI O HEXKEIATeNbHBIX PEAKIUSIX TOCYJapCTB - YICHOB
EBpa3uiickoro 3K0HOMHYECKOTr0 COI03a.

Poccuiickas @enepanus

OenepalnibHas ci1yx0a 1Mo HaJ30py B chepe 31paBOOXpaHEHUSI.

Anpec: 109012, r. Mocksa, CraBsiHCKas III0IIa b, 1. 4, cTp. 1.

Temedon: +7 800 550 99 03

OnekTpoHHas nouta: pharm(@roszdravnadzor.gov.ru

Caiit B UHGOPMAITMOHHO-TEIEKOMMYHHUKAITIOHHOM CeTH «MuaTepueT»:

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

4.9. llepeno3upoBka

JlaHHbIe B OTHOLLIEHUU NIEpe03UPOBKU (hocHOMULIMHA IPU PUEME BHYTPb OIPaHUUYCHBI.
CuMOTOMBI

CooOmiasiocb 0  ciy4asgx TUIIOTOHUHM, COHJIMBOCTH, DJEKTPOJIMTHBIX  HapyLICHMSX,
TPOMOOLIMTONIEHUH U TUIIONIPOTPOMOMHEMHUH T10CIIE TAPEHTEPATILHOTO BBEACHUS (PocHOMUIIMHA.
Jleyenue

CuMnToMaTHueckoe M MoJJep:kuBatolee. B ciyyae mepeso3upoBKH PEKOMEHAYeTCs Hpuem
KHUJIKOCTH BHYTPh C LI€Jbl0 yBenuueHus nuypesa. PochomunnH 3¢pGEeKTUBHO BBIBOAUTCS U3
OpraHu3Ma IyTeM IreMoInain3a, a cpenuuit Ti, cocTaBisieT npuMepHO 4 4.

5. PAPMAKOJIOTHYECKUE CBOHMCTBA

5.1. ®apmakoaMHAMHYeCKHE CBOMCTBA

dapmakoTepaneBTHUECKasi TIpymnna: aHTHOAKTepUalbHBIE CpEACTBA CHUCTEMHOTO JeHCTBUS;
NpyTHe aHTUOAKTEPHATIBLHBIE CPENICTBA.

Kox ATX: JO1XXO01

Mexannsm geiicTBus

[Tpenapar MOHOMMIINH conepxut ¢pochomMuniit [MOHO (2-aMMOHMMN-2-TUApOKCUMETHIA-1,3-

nponananon)(2R-muc)-(3-metunokcupanun) ¢ocpoHar] — aHTHOAKTEpUATBHOE CPEACTBO


mailto:pharm@roszdravnadzor.gov.ru
https://www.roszdravnadzor.gov.ru/
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TERLHACTR 0009 17s

N 0 B
IIUPOKOTO CIIEKTpa JEHCTBUS, IMPOU3BOIHOEC d)OCd)OHbIEO'I/I"EEC-JIIIO’E;I;

JeueHHs HH(PEKIUI MOYEBBIBOISIINX My TEH.

MexaHu3m JEWCTBUS CBSI3aH C TNOJABJIEHHUEM IIEPBOr0 3Tamna CHHTE3a KIETOYHOW CTEHKH
OaxTepuil. SIBISASACH CTPYKTYpHBIM aHanmorom (ocdoeHonmnupysaTa, KOHKYPEHTHO HEOOpPaTUMO
uaruoupyer  depment (Y AD)-N-aneTririroko3aMUeHOITUPYBUATPaHCPepasy,  KOTOPBIH
KaTaJu3upyeT peakIuio 00pazoBaHus Y A®-N-anerun-3-0O-(1-kapbokcuBunmn )-D-
rioko3aMuHa u3 pocdoenonmupysara u Y ID-N-anerun-D-riaroko3zamuna.

®ochoMuIuH aKTUBHO TPAHCHOPTHpPYETCsl B OaKTepHAIbHYIO KIETKY uepe3 JBEe pasHbIe
TPAHCIIOPTHBIE CUCTEMBI (Sn-TIulepuH-3-hocdaT 1 TpaHCIIOPTHAS CUCTEMA IeKCO3bI-0).

Takxe (ochoMUIIMH CIOCOOCH CHMXKATh aAre3ui0 OaKTepuil CcO CIU3UCTHIMH O000JIOYKAMU
MOYEBOI'O IIy3bIpsi, KOTOpas MOXET Urparb pojib Ipeapachoiaratouero ¢akropa s
PELUAUBUPYIOMINUX HHPEKIUI.

dapmakognaamuyeckue 3P HeKTol

IIpenenbHble 3HAYEHMs, YCTAHOBJIEHHbIE EBPONEUCKMM KOMMTETOM II0 TECTUPOBAHUIO
YYBCTBUTEJIBHOCTH K IPOTUBOMHUKPOOHBIM HpernaparaM, BBIIJISAST CHEAYIOIIMM 00pa3oM

(trabmuua npenensbHbix 3HaueHuid EUCAST, Bepcus 11, 01.01.2021):

Bunanr UyBCTBUTEIBHBII Pe3ucreHTHRIN

OHTepobakrepun < 8 mr/n > 8 mr/n

PacnipocTpaHeHHOCTh MPHOOPETCHHOM PE3UCTEHTHOCTH y OTIENBHBIX BHJIIOB MOXKET MEHSTBHCS
reorpauuecku U co BpeMeHeM. [loaTomy HeoOXxonuma MecTHas WHGOpMAIHS O CUTYalluH C
PE3UCTEHTHOCTHIO, B YACTHOCTH, [T 00ECTICUeHHS aIeKBAaTHOTO JICUSHHSI TSHKEITBIX HH(EKINH.
[IpuBeneHHBIN HUKE TIEpeueHb OCHOBAH Ha JaHHBIX MPOrpaMM MOHHUTOPHHTA M UCCIIETOBAHHMA.
OH BKIJIIOYaET MUKPOOPTaHU3MbI, COOTBETCTBYIOIIUE YTBEPKIEHHBIM TOKA3aHUSIM:

Ob6biuno uyscmeumenvhvle 8UObl

AspoOHbBIE TPaMOTpHIIATEIbHBIE MUKPOOPTAHU3MBI

Escherichia coli

Buowl, ona komopwix npuobpemennas ycmonuyugocms Modxcem 0vims npooLemon

AspoOHBIE TPaMIIOIOKUTEIbHBIE MUKPOOPTaHU3MbI

Enterococcus faecalis

AspoOHBIE TPaMOTPHIIATEIFHBIE MUKPOOPTAHU3MBI

Klebsiella pneumoniae

Proteus mirabilis

Ecmecmeenno ycmotiuusvle 6uobi

AspoOHBIE TPaMIIOIOKUTEIbHBIE MUKPOOPTaHU3MBI

Staphylococcus saprophyticus
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Pe3ucTeHTHOCTE

OCHOBHBIM MEXaHHU3MOM YCTOMYHMBOCTH OakTepuil K (HOCHOMHIIMHY SBISIETCS XPOMOCOMHAs
MYTallus, BBI3BIBAIOIIAS M3MECHEHHE B CHCTEME TpaHCIOpTa OakTepuanbHOro (HochoMHIIMHA.
JlononHUTENbHBIE MEXAHU3Mbl YCTOWYMBOCTH, KOTOPBIE BBI3BIBAIOTCS IUIA3MUJAMU  WIIU
TPAHCIIO30HAMH, BbI3BIBAIOT (EPMEHTATUBHYIO HMHAKTUBanuioo ¢docPoMuliiHa 3a CUeT
CBSI3BIBAHUS MOJICKYJIBI C TIIyTATHOHOM WJIM 33 CYET paclieruieHus yriaepoa-pochopHoii cBs3u B
Moekyie pochomuiHa.

®ochoMuuH COXpaHUI CBOK AKTUBHOCTh MPOTHB Hambosee paciHpoCTpaHEHHBIX MUKpPOOOB,
0OHapy»KUBAaeMbIX MPU HH(EKIUSIX MOYEBBIBOIAMIMX MyTed. TONbKO HE3HAUUTEIBHOE YHUCIIO
OakTepuil MOTYT MPUOOPECTH YCTOWYUBOCTH. YPOBEHb PE3UCTCHTHOCTH KHINCYHON MATOYKH,
BBI3BIBAIOIICH HEOCIOKHEHHbBIC NH(EKITNH MOYEBBIBOISIINX ITyTEH, HU3KUH.

MexaHnu3m JOeicTBus mpenapara OOBSCHSET OTCYTCTBHUE IEPEKPECTHON PE3UCTEHTHOCTH C
JIPYTMMH aHTUOMOTHUKAMU U B3aMMHOE YCHJIEHUE JEUCTBUS C aHTUOMOTUKAMH JPYTHX KJIACCOB,
HanpuMep, ¢ OeTa-JTaKTaMHbIMA aHTUOMOTHUKAMU.

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

AOGcopOuus

[Tocne omHOKpaTHOrO MpuemMa aOCoMOTHAs OMOAOCTYMHOCTH (QochoMHUIIMHA TpoMeTamola
cocraBisier okoiio 33-53 %. CkopocTh M CTemneHb a0COpOIMH CHIDKAIOTCA TPU IpHEMe
mpenapara BO BpeMs €bl, HO 0O0Ilee KOJUYECTBO JCUCTBYIOIIETO BEIIECTBA, BBIJACISIEMOTO C
MOUO ¢ TeYEHHEM BPEMEHH, OCTaeTCsl HeM3MeHHbIM. CpeiHre KOHIeHTpaluu (GochoMuIInHA B
MOY€ IIOCJI€ MEpPOpPaIbHOrO NpHeMa J03bl 3 T OCTAIOTCSA BBIIIE IOPOrOBOTO 3HAYEHUS
MUHHUMaJIbHOW mojaBisitoniedd koHreHTpamuu (MIIK) 8 Mkr/mi B TedeHue kak MUHUMYM 24 4
MoCJie TEPOpaIbHOTO MpHEMa, KaK HATOIIAK, TaK WU TIOCIE €/bl, HO BpEeMs JTOCTHXKEHUS
MaKCHMaJdbHOW KOHIEHTpalMu B Moue 3aaepxuBaeTcss Ha 4 4. dochomMuIMH MoABEpKEH
SHTEPOreNaTUYECKON PELUPKYJIIALINHN.

[Tocne omHOKpaTHOrO TpHeMa 3 T BpeMs JOCTHIXKEHUS MaKCUMaJIbHOW KOHIIEHTpAIlUU
COCTaBIISIET 2 — 2,5 4, a MaKCUMaJIbHasi KOHIIEHTpAIUs COCTABISIET 22 — 32 MKI/MII.

Pacnpenenenue

®dochoMuluH pacnpesnensiercss B TKaHIX, BKJIIOYas MOYKM M CTEHKY MOYEBOIO Iy3bIps; He
CBsI3bIBaeTCs ¢ Oenkamu 1ma3Mel. O0beM pacripenenenus cocrasiser 136,1 .

®ochoMuIuH NPOHUKAET Yepe3 MIIaleHTapHbIi 0apbep U BBIACISIETCS B TPYAHOE MOJIOKO.
DJIMMHUHALNS

®ochoMUIIMH BBIBOAUTCS B HEU3MEHEHHOM BHJIE€, B OCHOBHOM, IOYKAaMHU MYyTEM KIyOOUYKOBOM
¢unbrpanun (40-50 % npuHATON 103BI OOHAPYKMBAETCS B MOYE), U B MEHBIIEH CTENEHU — C

kasoM (18-28 % no3e1); nepuoj noxyBbiBeaeHus (T1/2) cocTaBisieT OKoio 4 4.
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[Tocne ogHokpaTHOTrO MpueMa 3 1 pochomMuLIHA TDOMG@IQO%‘IQ%T{"I&HE# '(1—)50 I IV}PIIHIP;II{a B

moue 1053-4415 wmxr/mn  npocturaercss uepe3 2-4 4. TepaneBtrueckd 3(QeKTuBHBIC
KoHIeHTparuu (> 100 MKI/MIT) COXpaHSIOTCS B TeUCHHE 48 9 1MOCIe MpreMa BHYTPb.

IloyeyHas HEJOCTATOYHOCTh

VY manueHToB ¢ HapylIeHHeM (QYHKIUH 1MoYeK 11, YBEINYMBACTCS MPOMOPIUOHAIBHO CTEIICHU
noyeyHoi HemoctarouyHocTd. KonueHtpamuu ¢ochoMuniaa B Mode Yy MALUMEHTOB C
HapymeHneM (YHKIMHA TOYeK OCTaTcs Y(PQPEKTHBHBIMH B TeueHHe 48 W mocie mpueMa
00BIYHOM 1103b1, KoT11a KiupeHc kpeatuauHa (KK) npespimaer 10 mur/muH.

JInIia moKMI0To BO3pacTa

VY noxuibIx Jroed KimpeHc (GpochoMUIIMHA CHIKAETCS BMECTE€ C BO3PACTHBIM CHIKCHHEM
(YHKINN TIOYEK.

6. DPAPMAIIEBTUUECKHUE CBOVICTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

Caxapo3sa

Caxapun

ApomMaTtu3arop aneiabCHHOBBIHI

ApoMaTtu3atop MaHIapUHOBBII

6.2. HecoBMecTUMOCTH

He npumennmo.

6.3. Cpok rogHocTu (CpOK XpaHeHUs1)

2 roxa.

[TpuroToBaeHHBIN PACTBOP MPUHUMAIOT CpPa3y K€ MOCIE MPUTOTOBIICHHUS.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NIPH XPAHEHUHU

XpaHuTb 1pu TeMIiepatype He Boime 25 °C.

VYcroBus XpaHeHHs TOCie BOCCTaHOBIIEHUS JIEKaPCTBEHHOT'O MpenapaTa cM. B paszzene 6.3.

6.5. XapakTep u coaepkaHue NePBUYHON YIAKOBKHU

ITo 8 r B makeTuk U3 Marepraia KOMOMHUPOBAHHOI'O HA OCHOBE AJIFOMUHUEBOM (POJIBIH.

I[To 1, 2 makeTHka BMeCTe C MHCTPYKLUEH O MEIUIIMHCKOMY IMPUMEHEHUIO MOMELA0T B Ma4Ky
U3 KapTOHA.

6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH TPH YHUYTOKEHHMH  MCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 MNpenapara WJIM OTX0A0B, TMOJYYEHHbIX IOcjde NpPUMEHEeHUus:
JIEKAPCTBEHHOI0 Npenapara, u Ipyrue MaHUNyJIsIUH ¢ penapaToM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSI

Poccuiickas @enepanus
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AO «IPKADAPMy, Poccus (MOCHELOBATENBHOCTEL 0003)

105005, r. MockBa, BH.Tep.I. MyHULMNAIbHbIM OKpyr bacmanubli, yin. bakyHuHckas, n. 14,
ctp. 1, atax 3, moment. I, komHara SA.
7.1 llpeacraBuTeib AepxaTessi PpErHCTPALMOHHOIO Y0CTOBEPEHUs

[Iperen3zun HOTDG6HTCHCﬁ HaIIpaBJIATH I10 aApECy.

Poccniickas @enepanys

00O «Tynbckas papmaneBTuyeckas hadpukar»
300004, r. Tyna, TopxoBckuii mpoe3a, A. 10
Ten./akc: (4872) 41-04-73

e-mail: info@farmfabrica.ru

8. HOMEP PETUCTPALIMOHHOI'O YIOCTOBEPEHUA

9. IATA TEPBUYHON PETMCTPALMU (IIOATBEPKJIEHHUSI PETMCTPALIUM,
MEPEPETACTPAIIAN)

Jlara nepBoii peructpanuu:

10. JATA IIEPECMOTPA TEKCTA

OO6miass  xapaktepuctuka JiekapctBeHHoro mnpemapata MOHOMUIWUH noctynmHa Ha
WH(OPMAIIMOHHOM TopTaje EBpa3suiickoro SKOHOMHYECKOTO CO¥03a B HWH(OPMAIMOHHO-

KOMMYHUKaIMoOHHOH cetu «IHTepHeT» http://eec.eacunion.org.
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