COOTBETCTBYET 3K
ot 01.12.2025 N° 23817

OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA “05)

CMEPTHOMY OTUETY

1. HAUMEHOBAHMUE JIJEKAPCTBEHHOI'O ITPEITAPATA

®dochomurun-JIexT, 3 T, MOPOIIOK ISl MPUTOTOBIICHUSI pacTBOpA JIJIsl TpUEMa BHYTPb

2. KAYECTBEHHBIA U KOJTUWYECTBEHHBIA COCTAB

JleiicTBytoee BemecTBo: (hOCHOMHUIIMH.

Kaxnprit maker compepxut 3 r hochomuniuna (B Buae GochoMuiimaa TpoMeTaMo1a).
BcnoMoraTtenpHble  BEIIECTBAa, HATUYHME KOTOPHIX HEOOXOJMMO YYHUTHIBATH B COCTaBe
JIEKapCTBEHHOIO Mpernapara: caxaposa (cM. pazzaen 4.4)

[TonHbIii epeyeHs BCIIOMOTATENbHBIX BEIIECTB MPUBEACH B pazjene 6.1.

3. JIEKAPCTBEHHAS ®OPMA
[Topo1ok aJ11 MPUroTOBIEHUS pacTBOPA AJI IPUEMa BHYTPb
[Topomok Genoro win moyTH O€NOro IBeTa ¢ LUTPYCOBBIM 3amaxoM. Jlomyckaercs Hanuuyue

CAMHUYHBIX I'PAHYIL.

4. K/IMHHUYECKHUE JAHHBIE

4.1. Tloxka3aHusi K NPUMEHEHHIO

WHpexunonHo-BOCTIaTUTENbHBIE 3a001€BaHNUs, BbI3BAHHBIC YYBCTBUTEIBHBIMU K (hocHhoMHULIUHY
MHKPOOpPTaHU3MaMH:

* OCTPbIM HEOCTIOKHEHHBIN [IUCTUT Y )KEHIIUH U JIEBOUYEK-TIOAPOCTKOB cTapuie 12 jer;

*  [epHomepanyoHHas  aHTUOMOTUKONPO(PHUIAKTHUKA TMPH  TPAHCPEKTaNbHOW  Ouomncuu
NPECTATENILHOM KeNe3bl y MY>KUHH.

4.2. Pe:xuM 103UPOBAHMS U CIIOCOO MPUMEHEHUs

PexxuM 103upoBaHus

OcCTpblii HEOCJIOKHEHHBI LHUCTUT Yy KEHIIMH M JI€BOYEK-NOAPOCTKOB cTapmie 12 jer: 3 1
docdomununa (1 maker) npenapara ®ochomunua-JIexT ogHOKpaTHO.

[lepuonepannonHas  aHTUOMOTUKONPOPHUIAKTHKA  TPU  TPAHCPEKTAIbHOW  OHOICHH
nmpeacTaTeslbHOM  Kene3bl 'y MyxumH: 3 1T ¢ochomunmaa (1 maker) mpemapara
®dochomurun-JIekT mpumepno 3a 3 4 g0 u 3 T dochomunuua (1 maker) dyepe3 24 9 mocie
MEJIULIMHCKON IPOLIEAYPHI.

Oco0ble rpyInel NAKMEHTOB

Ilayuenmul ¢ Hapywenuem yHKyuu novex
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JI03bI HE TpeOyeTcH.
Y manueHToB ¢ TSAXKENOM CTENeHbI0 MOYeYHOW He0CTaTOUHOCThIO (KinpeHe kpeatnHrHa (KK) <
10 mn/mMun) npumenenue npenapara @ochomuniuu-JIexkT HEe pekoMeHayeTCS.

eTu
Bbezonacuocts u 3pexruBHOCTH penapata @ocpomurun-JlekT y nereit B Bo3pacte ot 0 10 12
JIeT He YCTaHOBJICHBI.

Cnoco0 IIpuMeHeHus

BnyTtpsb.

[lopomok pacTBOpAIOT B '/» cTakaHa BOJBI, MEPEMEIIMBAIOT O IIOJHOTO PAacTBOPEHHS,
NPUHUMAIOT cpa3y ke mocie pactBopeHus. [lpu pactBopenun B 50 mi Boabl oOpasyercs
MPAKTUYECKH OECIIBETHBIN CO CI1a0bIM MOJIOYHBIM OTTEHKOM PacTBOP.

[Ipr ocTpoM HEOCHOKHEHHOM ILMCTUTE Yy >KEHIIMH M JI€BOYEK-TOAPOCTKOB cTapiie 12 ser
npenapat Pochomunun-JIexkT cnemyer nmpuHUMaTh HATOIIAK, T.€. MPUMEPHO 3a 2-3 4 10 WIH

ucpes 2-3 g mocie CAbI, IIPCATIOYTUTCIIBHO ICPE CHOM U ITOCIIC OITOPOKHCHHA MOYCBOI'O ITY3bIPA.

4.3. IIporuBonOKa3aHUA
* ['unepyyBCTBUTENHHOCTh K (OCHOMHULIMHY HIM K JIIOOOMY U3 BCIIOMOTATElIbHBIX BEIIECTB,

IIEPEYUCIICHHBIX B pazzaene 6.1.

4.4. OcoOble yka3aHHus U MepPbI MPETOCTOPOKHOCTH NPH MPUMEHEHU U

Bo Bpems neyenus  GocHOMHLIMHOM  MOTYT  BO3HHMKHYTH  (aTajJbHbBIE  pEaKIHH
THIIEPUYBCTBUTEIBHOCTH, BKJIIOYAsl aHA(DUIAKCHIO M aHA(PMIAKTUYECKUHN IIIOK, TPEICTaBIISIONINE
OMACHOCTbH JIJIS )KU3HH.

Ecnu Takas peakius BO3HUKaeT, HEOOXOAUMO HCKIIOUYUTh MOBTOPHBINA mpueM (ochoMHULIMHA U
IIPOBECTH a/IEKBATHOE JICUEHHUE.

AHTHOMOTHK-AaCCOIIMMPOBAaHHAs Tuapesi HaOJltoJanach MpH MCIOIb30BAHUM MPAKTUYECKH BCEX
aHTUOAKTepUaIbHBIX CPEJCTB, B TOM uncie pochomunirHa. Ee TskecTh MOXKET BapbUPOBATHCS OT
JETKOW JMapeu 10 KOJHUTa C JIeTalbHBIM HcxonoM. Jluapes, B 0COOEHHOCTH TshKenas,
HEMpeKpalaoIascs W/WIM ¢ KPOBbIO BO BpeMsS MM IIOCHE JICUCHHS IpernapaTroM
®ochomuniue-JIexT (B TOM ymcie, B TeUeHUE HECKOIBKHUX HENeNb MOCIE JICYEHUs ), MOKET OBbITh
cuMIriToMoM 3aboneBanus, BbI3BaHHOTO Clostridium difficile (nceBmoMeMOpaHO3HBIN KOJIHT).
OTOT OUarHo3 BaXHO YYMTHIBATh MPHU JIEYEHUHM NAIMEHTOB BO BpeMS WU IOCIE IpueMa
npenapata ®ochomunmu-JlekT. Ilpu mnpeamonaraeMoM WIM MOATBEPKACHHOM JHAarHO3e

HCGB,Z[OMGM6paHO3HOI‘O KOJIUTa COOTBCTCTBYIOIIICC JICYHCHHUC JOJIXKHO OBITH Ha4yaTo
2
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KJIIMHUYECKON CUTYyalluu IPOTUBONOKA3aHbI.
[Toueunas HemocratouHocTh: npu KK Beime 10 mi/mMuH KoHUIEHTpauus dochomMuLHA B MOYE
COXpaHseTCs B TeUueHHe 48 4acoB mociie mpueMa 0OBIYHOM JT03HI.

BcnoMorarenbpHEIC BEIECTBA

[TarenTam ¢ peIKo BCTpeyaroielcsl HaclIeACTBEHHOW HEMEPEHOCUMOCTHIO (DPYKTO3BI, TIIFOK030-
raJlakTO3HOM MasibabcopOIren nin 1e(pUIITOM caxapasbl-M30MalIbTa3bl HE CIEAyeT MPUHUMATh

JTaHHBIN JICKAPCTBEHHBIN Mpenapar.

4.5. BzaumopeiicTBHe ¢ APYrMMH JIEKAPCTBEHHBIMH MpenaparaMu H JApyrue BH/bI
B3aUMOJACHCTBUSA

MeTtokionpaMu]; CHU)KaeT KOHIEHTpanuio (ocGoMUllMHA B CHIBOPOTKE KPOBHM M MOYE IMpU
OJIHOBPEMEHHOM ITPUMEHEHHUH.

Hpyrue npenapaTsl, KOTOPbIE YCUITUBAIOT MEPUCTATBTUKY JKENYA0YHO-KUIIIEUHOT'O TPAKTA, MOT'YT
BBI3BIBATh AHATOTUYHBIN 3D (eKT.

Bo3MO0XHO n3MEHEHHE MEXTYHAPOIHOTO HOpMain3oBaHHOTO oTHOmeHUss (MHO): y manueHToB,
MOJIYYaIOLUX AHTUOMOTUKH, OBLIM 3apErMCTPUPOBAHBI MHOTOUUCICHHBIE CIIY4Yau IOBBIILICHUS
AKTUBHOCTH aHTaroHMCTOB BUTamMuHa K W m30bITOuHON aHTHMKOarymsmuu. K dakTopam pucka
OTHOCATCS TsDKemast MH(EKIUs WM BOCTIaJICHHE, BO3PACT U II0X0€ 00Iee COCTOSIHUE 310POBbSL.
B »Tux ycnoBusAX TpyaHO omnpenenuTh, sBisercs au  u3MeHenue MHO cnenctBuem
MH(EKIMOHHOTO 3a00JieBaHUsl WM €ro JiedyeHHs. TeM He MeHee, ONpPEIeNICHHbIE KIIACCh
AHTUOMOTHKOB YaIlle YIOMHUHAIOTCS B ATOW CBS3H, & IMEHHO: ()TOPXHHOIOHBI, MAKPOIUIBI, KO-

TPUMOKCA30J1, TICHUIUIIJIMHBI 1 HCKOTOPBIC I_Ie(baHOCHOpI/IHBI.

4.6. DepTUIBLHOCTDH, 0EPEMEHHOCTDH U JIAKTALMS

bepemeHHOCTD

NmMetotcs orpanrueHHbIe JaHHBIE 0 0€30MacHOCTH MpuMeHeHus pochomuriuaa B 1-M TpumecTpe
oepemenHoctn (n=152). DTW maHHBIE HE TapaHTHPYIOT OE30MAaCHOCTh B OTHOIICHUH
TepaToreHHOCTH. PocHOMUIIMH MPOHUKAET Yepe3 IIIALEHTY.

HccnenoBanusi Ha JKUBOTHBIX HE TOKa3alW KakKOW-TMOO TPSMON WM KOCBEHHOW CBSI3H B
OTHOIICHUH TOKCHYECKOTO BO3ICUCTBUS HA MPOTEKaHHE OEPEMEHHOCTH, B OTHOIICHUU Pa3BUTHS
SMOpHOHA, pa3BUTHS IUIOJA W/WUau pa3Butus mocie poxacHus. Dochomumuna-JIekT crenyer
MPUMEHSTHh BO BpeMsi OEpEeMEHHOCTH TOJIbKO TOTJa, KOTJa MOTEHIMalbHas MOoJib3a I MaTepu

IMPCBLIIACT HOTGHI_II/IaJ'IBHI:II\/'I PHUCK IJId TU1044a.

JlakTanus
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KEHIMHAM, KOPMSAIIIM TPYAbI0, HE CIIeAyeT IPUHUMATB Ipernapar 0e3 KpaitHel He0OX0IUMOCTH.

DdepTUabHOCTD

JlaHHBIX 00 HWCCeNOBaHMIX Y JIIOJEH HET. Y caMIlOB U CaMOK KpPBIC MEPOPATIbHOE BBEIACHHUE

dbochomurnna B 1o3e 10 1000 MI/Kr/cyT HE BBIIBHIIO CHIKEHHE (DEPTUIILHOCTH.

4.7. BausiHHe HA CNMOCOOHOCTH YNPABJATH TPAHCHOPTHHIMHM CPeACTBAMHU U padoTaTth C
MeXaHNU3MaMu

CrienuanpHbIX UCCIIEIOBAaHUN HE TMPOBOJMIIOCH, HO MAIIMEHTOB CIEAYET HHPOPMHUPOBATH O TOM,
YTO IPUMEHEHHE IpernapaTa MOXKET BbI3BaTh T'OJOBOKPYKEHUE.

[Ipu MosIBIEHUM TOJIOBOKPYKEHHS CIEAYET BO3IEPKAThCsl OT BBIMOJIHEHHS YKa3aHHBIX BUIOB

JACATCIIbHOCTH.

4.8. HexenarenabHble peakuuu

Pesrome mpoduist 0e3onacHOCTH

Haubonee pacrnpocTpaHEeHHBIMM HEXENATeNbHBIMU PEAKIMSAMA Ha OJHOKPATHBIA IpHeM
dochomuLIrHA SABISIOTCS HAPYIICHUS CO CTOPOHBI KEyIOYHO-KUIIIEYHOT'O TPaKTa, Yalle BCEro
auapesi. OTU PeaKLUHU ABIISIFOTCS KPaTKOBPEMEHHBIMU U MMPOXOAAT CIIOHTAHHO.

TabauyHOE pe3roMe HEXKENATENbHBIX PEAKIINT

HexenartenpHble peakiiny MEPEUUCIICHBI HIKE B COOTBETCTBHE C KiIacCH(HUKAIUEH 0 OCHOBHBIM
CHUCTEeMaM U OpraHaM M YacTOTe BCTPEUAEMOCTH, KOTOpas Oblia OMpeelieHa B COOTBETCTBUU C
knaccudukanueir BecemupHolt opranmzaruu 3apaBooxpanenusi (BO3): odens wacto (>1/10),
gacto (>1/100, o <1/10), Hewacto (>1/1000, HO <1/100), peaxo (>1/10000, vHo <1/1000), oueHb
peako (<1/10000), wactoTta Hew3BecTHa (Ha OCHOBAaHWU WMEIONINXCS JAaHHBIX OIECHUTH
HEBO3MOYKHO).

Jlanee B Tabnuile MpuBeIeHBI HEXEIATEIbHBIC PEaKIIUH, KOTOPbIC OBUIH 3apETUCTPUPOBAHBI ITPH
UCTIOJIb30BaHUH (POCHOMUIIMHA B XOI€ KIMHUICCKUX UCCIICIOBAHUI WITH TIOCTPETUCTPAITHOHHOTO
HAOIIOICHUSI.

B kaxo0ii rpymnie HexxenaTenbHble PEaKIIMK MPECTABICHbI B MOPAIKE YOBIBAHHS TAKECTH.
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(NOCNEQCBATENEHOCTE 0006)

CucreMHO-OpraHHbIN Hexenarenbuble peakuuun
KJIacc

4acTo HEYacTo HEU3BECTHO
Wudexun u nHBa3uu BYJIbBOBarMHUT
Hapymenus aHa(UIaKTHUECKUE peaKIiy, B
CO CTOPOHBI UMMYHHOH TOM YHcJie aHAPUIAKTUIECKUN
CUCTEMBI

IIOK, TUIIEPUYYBCTBUTCIIBHOCTD

Hapymenus
CO  CTOPOHbI  HepBHOIf | OTOBHAsA 00J1b,
CUCTEMBI T'OJIOBOKPYKCHUC
KenynouHo-KuIeuHbIe nmapes

b

aHTUOMOTHK-
HapyIIeHUs TOIIHOTA, pBoTa ]
JUCIICTICHSL, aCCOIMUPOBAHHBIN KOJIUT

00JIb B )KUBOTE

Hapymenus
p CBIIIb,
CO CTOPOHBI KOXKH 1 o
N KparnuBHUIIA, AQHTMOHEBPOTUYECKUMA OTEK
IMOJIKOXHBIX TKaHEH 3y

COOGH.IGHI/IG 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

Baxxno cooOmare 0 TOM03PEBAEMBIX HEXKENATENbHBIX PEAKIUAX TIOCIEe PETUCTPAIUU
JIEKapCTBEHHOT'0 Tperapara ¢ 1efbio 00ecredeHns] HeMPepbIBHOTO MOHUTOPUHTA COOTHOIICHUS
«I0Jb3a — PHUCK» JIEKAPCTBEHHOIO Mpernapara. MeaunuHCKUM pa0OTHHKAM PEKOMEHIYeTcs
co00IIaTh O JIFOOBIX MOM03PEBACMBIX HEXKENATEIbHBIX PEAKIUAX JICKAPCTBEHHOTO Ipernapara
yepe3 HalMOHAJIbHBIE CUCTEMBI COOOIICHHS O HEXKeNIaTeNbHBIX PEaKIUsX TOCyIapCTB-UICHOB
EBpa3zuiickoro 3KOHOMHUYECKOT0 COH03a.

Poccuiickas @enepanus

®denepanbHas ciry:k0a 1o Haa30py B cdepe 3ApaBOOXpaHECHUs

109012, r. Mocksa, CrnaBsiHCKasl miiomiaib, 1. 4, ctp. 1

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

E-mail: pharm@roszdravnadzor.gov.ru

Beo6-caiit: https://roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka
JlaHHbIE B OTHOILIEHUHU NIEPEO3UPOBKH (pochoMUIIMHA [TPH PUEME BHYTPh OTPaHUYCHBI.

CHUMOTOMBI
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CoobOmamoch 0  clly4asiXx  THUIOTOHHH, COHJ‘II/IBO‘I E‘,::'_Ig‘l%%%%gljzl:'llﬁlﬁﬁjcI::lszb'vrliFﬁreHI'/mx,

TPOMOOIIMTONIEHUU ¥ THIIOIPOTPOMOMHEMHUH TIOCIIE TIAPEHTEPATILHOTO BBeACHUS (PochOMULINHA.
Jleuenue

CuMnToMaTHueckoe W NojajepxkuBaroniee. B ciydae nepeno3sMpoBKM PEKOMEHIYETCsl MpHEM
AKHUJIKOCTH BHYTPb C LI€Jbl0 yBenuueHus nuypesa. dochomunid 3¢p(heKTUBHO BBIBOIUTCS U3
OpraHu3Ma ITyTeM reMoAMain3a, a CpeHui nepuo nonyBsiBerenus (T1/2) cocTaBisieT mnpuMepHO

4y,

5. ®APMAKOJIOTTYECKHE CBOMCTBA

5.1. ®apmakoamHaMu4ecKHe CBOCTBA

dapmakoTepaneBTHYecKas IPYyNNa: aHTUOAKTEpUATbHBIE CPEJCTBA CHCTEMHOTO NEHCTBUS;
JIpyrue aHTUOAaKTepuaibHbIE CPEICTBA.

Koxg ATX: JO1XXO01

Mexanusm aeiictBus u hapMakoauHaMudeckue 3O hEKThI

[Ipenapatr ®ochomurun-JlexT comepkut GpochoMurua [MoHO (2-aMMOHUIN-2-THAPOKCUMETHII-
1,3-ipontaninon )(2R-1uc)-(3-meTunokcu-panui) ¢ochoHar] — aHTHOAKTEPUATBHOE CPEICTBO
HIMPOKOTO CIIEKTpa JeHCTBUS, MPOou3BOJHOE (hOCPOHOBOM KHUCIOTHI, MpeIHA3HAYECHHOE s
JeyeHHs HHPEKIUI MOUEBBIBOISIIUX MyTEH.

MexaHu3m JEWCTBUS CBSI3aH C NOJABJIECHHUEM I[IEPBOrO 3Tana CHHTE3a KIETOYHOW CTEHKHU
OakTepuil. SIBISAACH CTPYKTYpHBIM aHasioroMm (ochoeHonmupyBara, KOHKYPEHTHO HEOOpaTUMO
uHruoupyet Gepment ypunuaaudocedar Y ID-N-aneTunrimroko3aMrueHOIUPyBUITpanchepasy,
KOTOpPBIM Karainu3upyer peakuuio oOpazoBanus Y Jd-M-anerun-3-O-(1-kapOokcuBunmi)-D-
rIoKo3aMuHa u3 pocdoenonnupysara u Y JID-N-anerun-D-riaokozamuHa.

®ochoMuuH aKTUBHO TPAHCHOPTUPYETCSI B OaKTepUANbHYIO KIETKY 4epe3 JBe pa3HbIe
TPAHCIIOPTHBIE CUCTEMBI (SN-TIIUIEPUH-3-PocdaT ¥ TpaHCIIOPTHAS CUCTEMA TeKCO3bI-0).

Taxoke ¢GochoMHULIMH CIIOCOOEH CHMXKATh AAre3uto OakTepuil €O CIM3MCTHIMU 000JOYKaAMH
MOYEBOTO IIy3bIpsi, KOTOpas MOXET UrpaTh poJib Ipeapacroyiaraiomero (akropa s
PeLUANBUPYIOMIMNX UHEKIINH.

[IpenenbHble 3HAa4YeHMs, YCTAaHOBJIEHHbIE EBpOMeNCKHUM KOMUTETOM IO TECTUPOBAHUIO
YYBCTBUTEIBHOCTH K MPOTUBOMUKPOOHBIM IIperaparaM, BBIMJBIAT CISAYIOIUM 00pa3oM

(rabmuua npenenpHbIX 3HaueHud EUCAST, Bepcus 11, 01.01.2021):

Bunnr UyBCTBUTENBHBIN Pe3ucTeHTHRIN

DHTEepoOaKTEPUH <8 mr/n >8 Mr/n
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trocti Y OrhmiC Biplos MOKET MeHitnon

reorpaduuecku U co BpemeHeM. [loaToMy HeoOXoamma MecTHass WHGOPMAIUsS O CUTYallHH C

PE3UCTCHTHOCTBHIO, B YaCTHOCTHU, AJIA obecneucHuUs aJICKBATHOI'O JICUCHUA TSOKEIIBIN I/IH(beKI_[I/II\/'I.

[TpuBeneHHbIN HUXKE MEepeYeHb OCHOBAaH Ha JAHHBIX MPOrpaMM MOHUTOPUHTA U MCCIIEAOBAHUM.

On BKIIIOYaET MHKPOOPTaHHU3MbI, COOTBETCTBYIOIIUC YTBCPKACHHBIM ITIOKa3aHUAM:

OOBIUHO YYBCTBUTCIBHBIC BHU/IbI

AdpoOHBIE TPaMOTPHUIIATENEHBIE MUKPOOPTaHU3MBI

Escherichia coli

Buabl, U1 KOTOPBIX TPpHOOpETEHHAS YCTOHYUBOCTE MOKET OBITH IIPOOIEMO

AdpoOHBIE TPAMITOIOKUTEIbHBIE MUKPOOPTaHU3MBI

Enterococcus faecalis

AspoOHBIE TpaMOTpHULIATENbHbIE MUKPOOPTaHU3MbI

Klebsiella pneumoniae
Proteus mirabilis

EcTecTBEHHO YCTOMYMBEIC BHJIBI

AdpoOHbBIE TPAaMIIOIOKUTEIbHBIE MUKPOOPTaHU3MBI

Staphylococcus saprophyticus

Pe3ncTeHTHOCTD

OCHOBHBIM MEXaHM3MOM YCTOWYMBOCTH OakTepuil K (ocHOMULMHY SBISIETCS XPOMOCOMHAs

MyTaIus, BBI3bIBAIOIIAs M3MEHEHHE B CHCTEME TpaHCIopTa OakTepuanbHOro (ochomMunmua.

ﬂOHOJ’IHI/ITeJ'II)HI)Ie MEXaHU3MBbI

YCTOMYMBOCTH,

KOTOPBIC BBI3BIBAIOTCA ILIa3MHUAaMHU  HIIN

TPAHCIIO30HAMHU, BBI3LIBAIOT q)epMeHTaTI/IBHYIO HWHaKTHBAIlUIO (bOC(i)OMI/II_II/IHa 3a CUCT CBA3bIBAHUA

MOJICKYJIBI C TJIYTAaTHOHOM HIJIM 32 CUET pacilelIeHHs yriepoa-GhocopHOii CBSI3U B MOJCKYIIe

dbochomuruHa.

®DochOMHUIIMH COXpAaHWII CBOIO aKTHMBHOCTH MPOTHUB HamOoJiee pacrnpoCTPaHEHHBIX MHUKPOOOB,

OOHapy>KUBAaEMbIX TPU HH(OEKUUAX MOYEBBIBOIAMMX MMyTed. TONbKO HE3HAYUTEIHHOE YHCIIO

OakTepuil MOTYT MPUOOPECTH YCTOWYUBOCTH. YPOBEHb PE3UCTEHTHOCTH KHINCYHOW IMAaTOUKH,

BBI3BIBAIOIICH HEOCIIOKHCHHBIE I/IH(l)eKI_[I/II/I MOYCBBIBOAAIINX HYTCI\/'I, HU3KUH.

MexaHnusm JeicTBUs TIpenapara OOBSICHSIET OTCYTCTBHE TEPEKPECTHOW PE3UCTEHTHOCTH C

APpyrumMu aHTHOMOTHKAMHU W B3aUMHOE YCUJICHUC I[GﬁCTBHH C aHTHOMOTHKAMU APYyrux KjaaccCosB,

Harpumep, ¢ OeTa-JIakTaMHBIMH aHTUOMOTHKAMHU.

5.2. ®apmakoKHHeTHYECKHE CBOHCTBA

AOGcopbuus
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[Tocne omHOKpaTHOrO mpueMa aOCOMIOTHAsS 6H0ﬂ00f@f&5§4§%&)3§%& C p?)lv}ell'ﬁﬁona

coctaBiisieT 0koJo 33-35 %. CkopocTh U cTeneHb abcopOIMK CHUKAIOTCS TP ITPHEME Iperapara
BO BpeMs elbl, HO O0IIee KOJIMYECTBO JCHCTBYIOIIETO BEIIECTBA, BBHIIEISEMOT0 C MOYOH C
TEUECHUEM BPEMEHH, OCTaeTCs HeW3MEHHbIM. CpenHHue KOHIEHTparuu (GocPoMHIIMHA B MOYE
MOCJIe TIEPOPATHHOTO TPHUEMA JI03bI 3 T OCTAIOTCS BBHINIEC MOPOTOBOTO 3HAYCHHUS] MUHUMAJIbHON
nonapisitomiei  konnentpanuu (MIIK) 8 Mkr/mn B TedeHwe Kak MHHHMYM 24 9 Tmoclie
MEPOPaATLHOTO MPpUEMa, KaK HATOINAK, TaK M MOCIE €lIbl, HO BPEMs JIOCTHKEHUS MaKCUMATbHON
KOHIICHTpAIlUd B MOYe 3ajiepkuBaeTcs Ha 4 4. DochOMUIIMH MTOABEPKEH SHTEPOTEIaTHICCKOM
PELUPKYIISIUH.

[Tocne ogHOKpaTHOTO MpreMa 3 T BpeMsl TOCTHKEHUS MaKCUMaIbHOW KOHIICHTPAIIUU COCTABIISIET
2-2,5 4, a MaKCUMaJIbHAsI KOHIIEHTPALIHUS COCTaBIsIET 22-32 Mr/I.

Pacnopenenenune

dochoMuluH pacnpenensercs B TKaHAX, BKIKOYas MOYKM M CTEHKY MOYEBOrO Iy3bIps; HE
cBsi3bIBaeTcs ¢ OenkaMu 1uiazMbl. O6beM pacnipenesnenus coctasiseT 136,1 .

®ochoMuUIIIH IPOHUKALET Yepe3 TUIaleHTapHBIN Oapbep U BBIACISAETCS B IPYIHOE MOJIOKO.
OJIMMUHALNA

®ochoMULIMH BBIBOJUTCA B HEM3MEHHOM BHUJE, B OCHOBHOM, IOYKaMH IIyTeM KIyOOUKOBOH
¢mbTpanun (40-50 % npuHATON 10361 OOHAPYKUBAETCS B MOYE), U B MEHBIIEH CTENEHU — C
kasioM (18-28 % no3si); T12 cocraBsieT okoo 4 .

[Tocne omHokpatHOTO MpreMa 3 T hochoMunImHa TpoMeTaMosa KoHIeHTpanus pochomuninaa B
moue 1053-4415 wmkr/mn  gocturaercs dyeped 2-4 4. TepameBtuuecku dS(HQPEKTUBHBIC
KOoHIeHTpauuu (>100 MKr/mMir) cOXpaHsroTCs B TeueHHe 48 4 mocie npueMa BHYTpPb.

Oco0ble rpyInel NAKMEHTOB

lloueunas neoocmamounocms

VY nanueHToB ¢ HapymeHueM (yHKIUU mouyek T, yBeIMUMBAETCS MPOMOPLUOHAIBHO CTEEHU
noyeyHoi HemoctaToyHOCTU. KoHneHTpamu ¢pochoMuiinHa B MOY€E y MALMEHTOB C HApYIICHHEM
¢yHKIMU TTOYeK ocTaroTcs A3PGEKTUBHBIMHU B TedeHUe 48 41 mociie mpruemMa 0ObIYHOM J103bl, KOT/Aa
KJIIMPEHC KpeaTHHUHA NpeBbImaet 10 Mir/MuH.

Jluya noswcunozo ospacma

VY noxuibIXx Jroed KimpeHc (GochoMUIIMHA CHUXKAETCSI BMECTE C BO3PACTHBIM CHIDKEHHEM
(GYyHKLINU TOYEK.

6. ®APMAIEBTUYECKHUE CBOMCTBA

6.1. IlepedyeHb BcmoMoOraTeJibHbIX BellleCTB

Caxapo3sa

Apomaru3arop aneiabCUHOBBII
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Harpus caxapunar

6.2. HecoBMecTHMOCTHL

He npumenumo.

6.3. Cpok roaHocTu (CpoK XpaHeHHs)

3 rona.

6.4. Oco0Oble MepbI NPETOCTOPOKHOCTH MPU XPAHEHUH

[Ipu remneparype He Bbie 25 °C.

6.5. Xapakrep u cogep;kaHHe NEPBUYHON YIIAKOBKH
[To 8 T mpemapara moMemamT B MakeT U3 4-X CIOWHON JaMUHUpOBaHHOW (onbru (Oymara-
MOJIUATUIICH-ATIOMUHUM-TIONMATHIIEH). | WM 2 makera M JIMCTOK-BKJIAJBIII IOMEIIAIOT B

KapTOHHYIO TauKy.

6.6. OcoOble Mepbl TNPETOCTOPOKHOCTH TPH YHUYTOKEHHMH HCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 mpenapara WM OTX0A0B, TMOJYYEHHbIX TOcjle NpPHMEHEeHUs:
JIEKAPCTBEHHOI0 Mpenapara Ui padoTbl ¢ HUM

Het oco06bix TpeGOBaHUH K YTHIU3AIUH.

7. JEPXATEJIb PETUCTPAIMOHHOI'O YAOCTOBEPEHUSA
Poccniickas @enepanvs

AO «IIarent-Dapm»

199106, r. Cankr-IlerepOypr, np-kT boasmmoit B.O., n.75, nutep b, mom. 208

7.1. IlpencraBuTeib AepKaTe]asl PErHCTPALMOHHOIO YA0CTOBEPEHUS
Poccniickas @enepanvs

IIperen3uun norpeduTeiell HANPABIATS 10 AJIPECY:

OTkpbiTOe akmuoHEepHOe o00mEecTBO «TIOMEHCKUH  XUMHUKO-(DapMarieBTUYECKUNA  3aBOI»
(OAO «TXD3y)
625005, TromeHckas o0in., . Tromens, yi. beperosas, 1. 24.

Tenedon/pakc: (3452) 22-52-86
ufn@thfz.ru
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8. HOMEP PETICTPAIIMOHHOI' O YIOCTOBEPEHUS
JITI-Ne (005354) (PT-RU)

9. IATA TNNEPBUYHOM PETMCTPAIIMA (IIOJATBEPXJEHUE PETUCTPAIIVH,
MNEPEPETUCTPALIUN)
Hata nepsoii peructpaunu:02.05.2024

10. IATA IEPECMOTPA TEKCTA
OOmas xapakTepucTHKa JiekapcTBeHHoro mpenapara @Dochomumuu-JIekT mocrymHa Ha
uH(OPMAIIMOHHOM TmopTane EBpa3suiickoro SKOHOMHYECKOTO COI03a B HH(DOPMAIMOHHO-

KOMMYHHKaIMOHHOH cetu «HTepHeT» http://eec.eaeunion.org/
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