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OBILAST XAPAKTEPHCTHKA JIEKAPCTBEHIFOPOTIPEITAPATA U002

MY OTYETY

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O ITIPEITAPATA

Ledenum, 0,5 1, NOpPOWIOK Uil TPUTOTOBJICHHUS PacTBOpa [UIsl BHYTPUBEHHOTO
BHYTPUMBIILIEYHOT'O BBEJICHUSI.

Lepernm, 1,0 1, NOPOMIOK [UIs TPHUTOTOBIEHUS pacTBOpa JUIsi BHYTPUBEHHOTO
BHYTPHUMBIIIEYHOTO BBEJICHUS.

Ledenum, 2,0 1, NOOPOWIOK Ui TPUTOTOBJICHHUS PacTBOpa [UIsl BHYTPUBEHHOTO

BHYTPUMBIIICYHOI'O BBEACHU.

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBIN COCTAB
JeiicTyromiee BenecTBo: nedenum

Hed)eHI/IM, 0,5 r, mopomoK JuUid TPHUIOTOBJICHHMS pacTBOpa JUIS BHYTPHMBEHHOI'O

BHYTPHUMBIINICYHOI'O BBCACHUA

Kaxnapiii ¢pakon comepxkut 0,5 T nedenuma (B BHIE THIPOXJIOPHIA MOHOTHIPATA).

Hedbenmm, 1.0 1, DOPOMIOK I IIPUTCOTOBJIEHMS DACTBOPA JUIL  BHYTPHUBEHHOI'O

BHYTPHUMBIINICYHOI'O BBCACHUA

Kaxapiit dnaxon comepxur 1,0 T nedenuma (B BUAE THIPOXIOPHIA MOHOTHIPATA).

Hedbennm, 2.0 1, DOPOMIOK I IIPUTCOTOBIEHMS DACTBOPA JUIL  BHYTPHUBEHHOI'O

BHYTPUMBIIIEYHOI'O BBEJICHUS

Kaxxapiit dnaxon comepxut 2,0 T nedenuma (B BHIE THIPOXJIOPHUIA MOHOTUIPATA).

ITomupIit MEPCUCHb BCIIOMOT'aTCIIbHBIX BCIICCTB IIPUBEACH B pa3Ciic 6.1.

3. JIEKAPCTBEHHAS ®OPMA
ITopomoxk aJ1st MPUTrOTOBIIEHUS PACTBOPA JIUIsl BHYTPUBEHHOTO M BHYTPUMBIIIEYHOTO BBEACHUS.

KpI/ICTaJ'IJ'II/I‘-ICCKI/Iﬁ ITOPOLIOK 0eJ10ro Uiu OEJIOro C KEITOBAThHIM OTTCHKOM OBCTA.

4. KJIMHUYECKUE JAHHBIE
4.1. Iloka3aHusi K IPMMEHEHUIO
e UHdexnuoHHO-BOCTIATUTENbHBIE 3a00JI€BaHMsI, BBI3BAaHHbBIE YYBCTBUTEJIbHBIMU
1edenuMy MUKpOOPraHU3MaMH, Y B3POCIIbIX:
o WHupexkuny HUKHUX AbIXaTEeIbHBIX MyTeH, BKIIOYasi THEBMOHUIO U OPOHXUT;
o HH}exnnn MOYeBBIBOJAIINX MyTeH, Kak OCIOXKHEHHBIE, BKIIIOYasi MHEIOHEDPUT,
TaK U HEOCJIO)KHEHHBIE;

o HWadeknun KoXu U MITKUX TKaHEH;
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o Hadeknun OprOIIHONW TMOJOCTH,
IIyTeH;

o T'maexonmorndeckue HHPEKIUY;

o Cenruuemus,

o ®eOpubHas HEUTPOIICHHUS.

[MpodunakTrka BO3MOXKHBIX WH(DEKIIHIA
onepauui.

WHbeKImonH0-BOCTIATUTEIbHbIC

3a00JIeBaHus,

IIPU NPOBEACHUU IIOJIOCTHBIX XUPYPTUYECKHUX

BbI3BBAHHBIC  YYBCTBHUTCJIBHBIMHU K

e enuMy MUKpOOPTaHU3MaMH, y JETeH ¢ 2-X MECSIIEB:

Nudexunn MOYEBBIBOSIINX MTyTEH, KaK OCJIOKHEHHbIE, BKIIIOUasi MUeIoHepur,

o IIneBMoOHuUS;
o)
TaK ¥ HEOCJIOKHECHHEIE;
o Wupeknun KOXKU 1 MATKAX TKaHEH;,
o Cenrunemus;
o ®eOpunbHas HEUTPOIICHHS;
o bakrepuanbHbIii MEHUHTHUT.

4.2.

PexxuM no3upoBaHus

Bspocnvie

Pe:xum A03UPOBAHUSA U crnocoo NMPUMEHECHUSA

I[OSI)I U IIYTb BBCIACHUSA IIC(l)GHI/IMa 3aBUCAT OT YYBCTBUTCIBbHOCTHU B036y,I[I/IT€J'IeI\/’I, TAXCCTH

MH()EKINH, COCTOSIHUS (PYHKIIMH [TOYEK U OOILEro COCTOSIHUS MMalUEHTA.

B3pocnvie u 0emu ¢ maccou mena 6onee 40 ke npu HopManbHOU PyHKUUU NOUEK

Nudexnuu ModeBbIX MmyTeit
JIETKOW U CPEIHEMN TAKECTHU:

500 mr — 1 r B/B wiu B/M

Kakaple 12 JyacoB

Hpyrue uHpexkuun nerkod u| 1 r B/B wiu B/M

CpeaHEN TAKECTH:

Kakaple 12 JyacoB

Tsoxenble nHpexuuu: 2rB/B Kaxaple 12 qacoB
OueHn TSKEIIbIEe u|2rB/B KaXkable 8 4acoB
YTPOKaIoIIUe KU3ZHU

nHpEeKnn:
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noTpeboBaThes O0Jee MPOIOIKUTEILHOE JICUCHHUE.
B cinywae nedyenus (HeOpuUIbHONW HEUTPONCHUH OOBIYHAS TPOIOKUTEIHHOCTh JICUCHUS

COCTaBJISIET 7 THEW WJIM 10 UCUE3HOBEHUSI HEUTPOIICHHH.
Ipogpunraxmuxa unghexyuii npu npogedeHuU Xupypeuyeckux onepayuti

3a 60 MUHYT 70 HayaJla XUPYPruyecKoil onepainuu BBOJAT 2 T Mpernapara BHYTPUBEHHO B BUIE
uH(py3un, B TeueHue 30 muHyT. Cpasy mociae okoHuaHus MHDy3uu manueHty BBoAAT S00 mr
METPOHH/1a30J1a BHYTpUBEHHO. PacTBOp MeTpOHM/1a30J1a TOTOBAT B COOTBETCTBUU C HHCTPYKILIUEH
o ero npuMmeHeHuro. BenenctBue (apmaneBTHUECKOl HECOBMECTHMOCTH METPOHMIA30ja U
nedenuma ux He clieyeT CMEIIUBaTh B 0IHOM cocyae. MH]y3noHHYI0 crcTeMy nepe]l BBeIeHuEM
METPOHHUA30Ia ClIeAyeT MPOMBbITh. Bo BpeMs mmurenbHbIX (Oonee 12 4) XUpypruveckux
omepanuii uepe3 12 4 mocie nmepBoii 7036l PEKOMEHTyeTCs TOBTOPHOE BBEEHUE meernnma B Tor

K€ 103€ C IMMOCIICAYOIIUM BBCACHUCM MCTPOHH1a30J1a.

Oco0ble IPVIIILI TAIUEHTOB

THayuenmor ¢ Hapywenuem hyHKyuu novex

[TatmenTam ¢ HapymeHueM (QyHKIH TOYeK TpeOyeTcs: KOPPEKTUPOBKA I03bI Ie(ernrma ¢ b0
KOMIIEHCAllUM YMEHBIIEHHOW CKOPOCTH BBIBEICHHUs IIpenapara ¢ Mouoil. Pexum no3upoBaHus
3aBUCUT OT CTENEHM HapylleHUs (YHKIHMM TOYEK, TSKECTH MHPEKIUH M YyBCTBUTEIBHOCTU
MUKpOOpranu3MoB. [1pu cnaObIx Ui yMepeHHbIX HapyIIEeHUAX QYHKIIMU [TOUYEK HayalbHas 1032

npernapara Takas e, Kak Ip1 HOpMaJbHOW (QYHKIIUU TIOYEK.

Pexomenodyemvie noooeparcusaiowjue 003vl yeghenuma  3a8uUcumocmu Om KiupeHca KpeamuHuna

npeocmasiieHvl 8 mabauye Huxce.

KJ'II/IpeHC KpC€aTHHWHA IJId MYKYWH PAaCCYHUTBIBAIOT, UCXOAA M3 KOHILICHTPALUHU CBIBOPOTOYHOI'O

KpeaTWHMHA 110 cienytomei hopmyre:

Macca tena (kr) x (140 — Bo3pacT)

Knupenc kpeatuHuHa (MJ1/MUH) =

72 X CHIBOPOTOUHBINA KpeaTUHHUH (MI/111)

KimupeHce kpeaTHHHHA JIJIs1 )KEHIIIMH PACCYUTHIBAIOT 110 TOM ke opMyIte, Hermonb3ys dakrop 0,85.
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{OCAEQUBATENEROCTE 0002)
Kaupenc PexomenayemMble noa1epsKUuBAIQLIUE 1035L
KpeaTHHHHA
(MJ1/MHH)
> 60 (oObIuHas 1033, KOPPEKTUPOBKA 03I HE TPEOYETCS )
2 I Kaxaple 8 4 2rkaxaeie 129 | 1 rxaxnaste 12 u | 500 Mr xaxxasie
124
30-60 2rkaxnaele 124 | 2 r xaxaele 24 u | 1 r kaxaeie 24 1 | 500 Mr kaxxabie
24 4
11-29 2rkaxaele 241 | 1 r kaxasie 24 94 | 500 r kaxaple 500 mr Kaxxable
24 4 24 4
<11 1 r kaxnaeie 24 a | 500 Mr kaxasie 250 Mr kaxaeie | 250 Mr kaxxasle
24 4 24 4 244
[Mammmentsr  Ha| 500 Mr KaXkanie 500 Mr Kaxxaelie 500 mr kaxxaeie | 500 Mr kaxkaple
reMoauannse® 24 4y 24 4 24 4 24 4

* 1714 MallMeHTOB Ha reMOoIMain3e PEKOMEHIYeTCs YMEHbIICHHE A03bl MpenapaTa: | T B mepBblii
JieHb JiedeHus 1 3ateM 1o 500 Mr kaxkaple 24 yaca B ICHb IPU BCEX MHQPEKINIX, 32 UCKITIOUEHUEM
(beOprIIbHON HEUTPOTICHUH, TIe /1032 cocTaBisieT 1 T Kaxasle 24 yaca. B qHu nuanusa npemnapar
cleayeT BBOAMUTH [0 OKOHYAHUU TeMoaunanu3a. [1o Bo3MOKHOCTH mpenapar cjielyeT BBOIAUTH B
OJIHO U TO K€ BpeMs Ka)KJIbIi JICHb.

[Tpu reMonnanmu3e B TeueHUE 3 4 U3 OpraHu3Ma yAalseTcs: IpUOIu3uTenbHo 68% BBEACHHOM 03B
npenapara.

[Ipu HEMpepbIBHOM aMOYJIaTOPHOM MEPUTOHEATHHOM JUATN3€ TIpenapaT MOXHO HCIOIb30BaTh B
MCXOJIHBIX PEKOMEHI0BaHHBIX /103ax 500 mr, 1 r uiau 2 r, B 3aBUCUMOCTH OT TSKECTH MH(EKIINH,

C UHTCPpBAJIaMU MCKAY BBCIACHHUAMU — 48 gacos.

Tayuenmoi ¢ napywienuem yHKyuu neveHu

KoppeKuI/m AO03bI JI MAIIUCHTOB C HAPYHICHUECM (bYHKI_II/II/I ICYCHU HC Tpe6yeT051.

CTH

Pexxum nmosupoBanus 11 AeTe OT 2-X MecsAIeB ¢ maccoil tena 6onee 40 Kr ¢ HOpMaTbHOM
(GyHKIHEH MoYeK He OTJIMYaeTCs OT PeKUMa JO3UPOBAHUS AJIsI B3POCIBIX.
Jlo3a nnst nereit He TOJDKHA MPEBHIIATh MAKCUMATbHYI0 PEKOMEHAYEMYIO 103 TSl B3POCIHbIX (2

T B/B, Kax/ble 8 4acoB). ONbIT BHYTPUMBIIIEYHOTO BBEICHHUS MIpernapaTa JIeTsIM OrpaHUyeH.
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Jlemu om 2 mecsiyes ¢ maccou mena 00 40 ke

[lpu wuHpEKuMAXx MOUYEBBIX MyTeH, HHPEKIUSIX KOXKU W MATKUX TKaHEW, ITHEBMOHUU
pekoMeHryemasi go03a coctaBisieT S0 mr/kr kaxasie 12 gacoB B TeueHue 10 muei. B cioydae
TSDKEITBIX MH(EKIUN — KaXable 8 4acoB.

[TatmenTtam ¢ GpeOpuIbHOI HElTpoTIeHNEeH, cenTHIeMueii, 6aKTepHaTbHBIM MEHUHTUTOM CIIEAYeT
BBOAMTHL 50 MI/KT Kaxkple 8 yacoB B TeueHne 7—10 mHEi.

[IpoTrBOMOKa3aHO TPUMEHEHHE Yy JeTed a0 2-X MecsleB, Tak Kak 0e30macHOCTh |
3(PeKTUBHOCTh MPUMEHEHHs IiedernMa y AeTel B ATOM BO3PaCTHOM JMAaIla30HE Ha JTaHHBIN

MOMEHT HE yCTaHOBJIEHA. J[aHHbIE OTCYTCTBYIOT.
Lemu ¢ napywenusmu yHKyuu nouex

Jetsim npu HapylieHHOW (QYHKIMU MOYEK PEKOMEHYETCsl YMEHbBIIECHUE JT03bl UM YBEIHMUCHUE
WHTEpBaJia MEKy BBEICHUAMHU, KaK YKa3aHO BBIIIE B TAOJHIIE.
KimupeHce kpeaTHHIHA BBIYUCIISIETCS 110 CIICAYIOMUM (hOpMYIIaMm:

0,55 x poct (c™m)
Knupenc kpeatuauna (Mir/mun/1,732) =

CBIBOPOTOYHBIN KpEaTHHUH (MT/11T)
WIn

0,52 x poct (cm)
Knupenc kpearnnuna (Mir/mun/1,732) = -3.,6
CBIBOPOTOYHBII KPEaTUHUH (MI/]1)

Crooco0 rmpuMeHeHus

BuyTtpuseHHO (B/B), BHyTPUMBILIEUHO (B/M).

BHVTDI/IBCHHOG BBCACHUEC PCKOMCHAYCTCA IJId MAIUMCHTOB C TAKCIBIMHU HWIIM YIPOXAOIHUMU

YKU3HU UHPEKIUIMU, 0OCOOCHHO TP yIpo3e BOZHUKHOBEHHUS CENTHUECKOTO II0KA.

WNHcTpyKuu no NpUroTOBICHHIO JIEKAPCTBEHHOTO MTpenapara nepei IpUMEHEHUEM CM. B pasjienie
6.6.

4.3. TIpoTuBONMOKA3aHHUS

— l'unepuyBcTBUTENBHOCTh K LieenuMy, 1edanocrmopruHOBBIM, MEHUIIMUIMHOBBIM H JIPYTHUM
OeTa-makTaMHBIM aHTHOMOTHKAM, L-apruHMHY WM K JI000OMY M3 BCIIOMOTATEIbHBIX BEIECTB,

MIEPEYMCIICHHBIX B paszzaene 6.1;

— JIETCKUU BO3PacT A0 2 MECSIIEB.

4.4. QOco0Oble ykazaHus 1 MepbI MPeI0CTOPOKHOCTH NPHU NPUMeHEHUH

C 0CTOPOKHOCTEIO
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HEI0CTaTOYHOCTH (KJIMPEHC KpeaTuHuHa MeHee 60 MJI/MUH).

Oco0ble yKa3auus

['unepuyscmeumenvrocmuv

[Tepen HayamoM JieueHUs CleyeT yCTAaHOBUTh HAJM4KE B aHaMHe3€ Y OOJIbHOI0 aJlJIepruyecKux
peakuuii Ha nedenum, Apyrue 1nedaaocnopuHOBbIe aHTHOMOTUKY, IEHUIIMIUIMHBL U Ipyrue OeTa-
JaKTaMHbIe aHTHOMOTHUKH, a Takxke Ipyrux Gopm amnepruu. [lpu npumeHnennu Bcex BUIOB OeTa-
JAKTAMHBIX ~ AHTUOMOTMKOB  OTMEUYAIMCh  CIOy4al  pPa3BUTUSA  TSDKEJIBIX  peaKIUi
TUIIEPYYBCTBUTEIBHOCTHU, MHOT/A C JIETAIbHBIM UCXOIOM.

IIpn pa3BuTUM QUIEPTUYECKOM pEaKUuu CIEAyeT IPEKpPaTUTh JIEYECHUE [pernapaToM u
IPEANPHUHATh COOTBETCTBYIOIIME Mephl. lIpy pa3BUTHM TsDKEIOW aJUIEPrUYECKOM peaKUuu
(HampuMep, aHaUIAKTUYECKON peaklMh) HEMOCPeACTBEHHO BO BpeMs BBEJECHMs Ipenapara
MOYET OTpeOoBaThCs NPUMEHEHHE SMUHEPPUHA U JPYTroi NOIeP>KUBAIOLIEH Tepanuy.
Heuipomoxkcuunocmo

Bo BpeMs mnocTperucTpalluOHHOrO HaOMIoAEeHUA ObUIM 3apEerUCTPUPOBAHBI  CIEAYIOIINE
CEpbE3HBIE HEXKEJATEIIBHBIE PEaKLUK, B TOM YHUCIIE YIpOXKarolUe XU3HU WM NPUBOAAILUE K
JeTalbHOMY MCXOY: 3HIedanonarus (HapyleHHe CO3HaHMs, BKII0Yasl CIIyTaHHOCTh CO3HAHMS,
TJTIOUMHALMKY, CTYIIOp U KOMa), MHOKJIOHYC, CYJOpPOTrd M OecCyIOpOKHbBIN 3MUIEHTHYECKUN
craTyc. DONBIIMHCTBO Ciy4aeB OTMEYAIUCh y IALMEHTOB C IIOYEYHOM HEIOCTATOYHOCTHIO,
KOTOPBIM HE INPOBOAMIACH KOPpPEKLHsA [03bl. TeM He MeHee, B HEKOTOPBIX CIIydasx
HEUPOTOKCUYHOCTH OTMEYAJIaCh y IMALUEHTOB, KOTOPBIM IPOBOAWIACH KOPPEKLUSA O3Bl B
3aBUCHUMOCTH OT CTENEHM IOYEHYHON HEeAOCTAaTOYHOCTU. B OOJbIIMHCTBE CiyyaeB CHMIITOMBI
HEHUPOTOKCMYHOCTH OBbLIM OOpaTHMbl M HCYE€3add IOCIE€ OTMEHBI Ipernapara W/WIW Tocie
IIPOBEICHNS T€eMOAUAIN3A.

Ecnu HeWpOTOKCHMYHOCTH CBsI3aHa ¢ MPUMEHEHHEM IiedennMa, cIeayeT pacCMOTPETh BOIPOC O
MPEeKpaLEHNH Tepanuu HeenuMoM WIM KOPpPEKTUPOBaTh 103y Yy MAllEHTOB C IMOYEYHOU
HEJ0CTaTOYHOCTBIO.

[Tpu Hanuuuu (pakTOpOB, MOTYIIMX BBI3BaTh HapylleHUE (PYHKIUH MTOYEK, TpeOyeTcs KOPPEKIUsI
J103bI LIe(enrMa ¢ LeNIbI0 KOMIIEHCAIlUN YMEHBIIEHHOW CKOPOCTH BBIBEJCHHUS ITpenapara ¢ MOYOM.
Pexum 103upoBaHUS 3aBUCUT OT CTENEHH MOYEYHON HEJOCTATOYHOCTH, TSKECTH MHPEKUUU U
YyBCTBUTEIBHOCTH MUKPOOPTaHU3MOB. 1 IpH Nerkux uim cpeiHel CTENEHN TSHKECTH HapyIIEHUIX
(GyHKIMU TOYeK HavyaJlbHAs /1032 IpenapaTa Takas e, Kak Ipu HOPMaJbHOM (YyHKIHMU MOYEK.
Puck pa3BUTHS TOKCHUECKUX pEaKIMi OCOOCHHO YBEIMYHMBAETCS y IMOXKUIBIX TAIUEHTOB C
HapYIICHHON (yHKIMEH MoYekK.

Clostridium difficile-accouuuposannas ouapes
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BO3HHMKHOBEHUE auapeu, accounuposanHoi ¢ Clostridium difficile (CDAD - Clostridium difficile
associated diarrhea), koTopast MOXeT MpoOTEKaTh KaK B JIETKOH (opMme, Tak U B TSKEIOU, BIJIOTh
J10 JIETAJIBHOT'O UCXO/a.

[Tpy BO3HMKHOBEHHMHM AUAPEN BO BPEMs JICUEHUS NIPENnapaToM He00X0AUMO NOATBEPAUTh IUArHO3
CDAD. Cnenyer TmaTtenbHo HaOMOIaTh 32 00JIBHBIM Ha mpeamMeT pa3Butus CDAD, mockonbKy
PETUCTPUPOBAINCH CIyYau €€ BOSHUKHOBEHHUS CILyCTs O0Jiee IBYX MECALIEB MOCIE NIPEKpaILeHUs
NpUMEHEHUsT aHTUOMOTHKOB. [lpu momospenun wiam mnoaTBepkaeHnn CDAD HeoOxoaumo
IPEKPaTUTh NPUMEHEHHE AHTUOMOTHKOB, KPOME Te€X, KOTOpble Ha3HAYEeHbl JUIsl I10JIaBJICHUS
Clostridium difficile. Henb3st npuMeHsTh JIeKapCTBEHHBIC CPECTBA, TOPMO3SIINE MIEPUCTATBTUKY
KHAIICYHHKA.

[Ipy Ha3HaueHHM SMIMPHYECKOrO JEeYeHHs] HeoOXOAMMO NMPUHHUMAaTh BO BHMMAaHHUE JIAHHbBIE O
nproOpeTeHHON YCTOMYMBOCTH MHUKPOOPTIaHU3MOB-BO30yIUTENEH. YcroitunBocTh
MHUKPOOPTaHU3MOB MOKET H3MEHSATHCS C TECUEHUEM BPEMEHHU M reorpauaecKoro moI0KeHHs.
Jns uaeHTuUKAMH MHUKPOOPTaHW3MAa-BO3OYAMTENSI W ONpPEICNICHHUs] YyBCTBUTEIBHOCTH K
nedenumy ciieyeT IpoBECTH COOTBETCTBYIOIIME TecThl. Lledenum MoxKeT NpUMEHSATHCS B BUJE
MOHOTEpANUU Jake 10 UACHTU(UKAUN MHKPOOpPraHu3Ma-Bo30yqUTeNsl, TaK Kak OH oOJsajaer
IMIUPOKUM CIIEKTPOM aHTHOAKTEPUAILHOTO JICHCTBUS B OTHOUICHWH TPAMIIONIOKHUTEIBHBIX MU
IpaMOTPHUILIATENIEHBIX ~ MHKpOOpraHusmoB. Ilpu pucke cMemanHol —a’poOHO/aHa’pOOHON
uHpekuu (0COOEHHO, KOrjJa MOTYT NPUCYTCTBOBAaTh HEUYYBCTBUTENIbHBIE K Ledenumy
MHUKPOOPIaHU3MBI) JISUEHHUE MpenapaToM 1edenum B KOMOMHAIMY C IpenapaToM, JeHCTBYIOIUM
Ha aHA’POOBI, MOXXHO HAYUHATH JI0 UACHTHU(PUKAIIMH BO30YTUTES.

[Tocne uneHTuduKanuu BO3OYIUTENST U ONPEAENICHUS YYBCTBUTEIBHOCTH K AHTUOMOTHKAM
JIEYEHUE CIIEYET IPOBOAUTH B COOTBETCTBUHU C PE3YJIbTaTaAMU TECTOB.

Kak u npu mnpuMeHeHMM JApYrMX aHTHMOMOTHKOB, JIEUEHUE MpernaparoM Iedernum MoKeT
IPUBOJIUTH K KOJIOHU3AINU HETYBCTBUTEIbHON MUKpOdopsl. [Tpu pazButum cynepundekunii Bo
BpeMsl JIeYeHHsI HE0OX0AUMO MPUHSATUE COOTBETCTBYIOLIUX MEP.

B nccienoBanusx Ha Kpbicax He ObIJIO OTMEUEHO BIMSHUSA Ha GEpTUIIBHOCTD. [laHHbIE O BIUSHUU
Ha (PepTUILHOCTB Y JIFOJIEH OTCYTCTBYIOT.

AHTUOMOTUKM TpYNIbl 1eQaloCIOPUHOBOB MOT'YT OBITH NPHUYHUHOMN JI0OKHOIOJIOKHUTEIHHON
peakuu Ha TJIIOKO3y B MOY€ B TECTaX, OCHOBAaHHBIX Ha BOCCTAHOBJIEHHHM HOHOB Meau (C
pactBopamu beneaukra win ®enunra wim ¢ tabnerkamu KnmHuTect), HO HE B ()epMEHTHBIX
TecTax (C TIII0KO30KCH1a301). B ¢BsI3U ¢ 3TUM AJ1s1 OIIpeieIeHMs [VIFOKO3bI B MOY€E PEKOMEHYETCS

MPUMEHSTH (DEPMEHTHBIE TECTHI C INIFOKO30KCUAA30M.
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45. BzaumojeiicTBHe ¢ APYruMu .HeKapCTBeHHHng JH&&TLE{QEH'M];THELE&HM

B3aUMO/IelCTBUS

[Tpu ogHOBpEMEHHOM MPUMEHEHHH Iie(hernrMa ¢ aMHUHOTJIMKO3HUIaMU TIOBBIIICH PUCK Pa3BUTHS
OTOTOKCHYECKOTO M HedpoTOKcHYeckoro nedctus. [lo3ToMy npuM TNpPUMEHEHHH OSTOU
KOMOWHAIIMKA HEOOX0IMMO HaOJI0IeHHE 3a (GYHKITMEH TTOYEK M OpraHa ciiyxa.

[Tpu ofHOBpEMEHHOM IPUMEHEHUH JPYTHUX 11e(haTOCIIOPUHOB C CUIBHBIMU TUYPETUKAMU, TAKUMU
Kak (ypocemua, cooOmaNOCs 00 yBEIMYCHUH PHCKA Pa3BUTUS HEPPOTOKCHUECKOTO JIEHCTBUS
nedamocnopunoB. HeobOxomumo HabOmoaeHue 3a (YHKIHEH IOYEK NPU OJHOBPEMEHHOM
NPUMEHEHHH TieernMa ¢ CHIIbHBIMU JTUYPETHKAMH.

CoBMecTHOE TMPUMEHEHHE C OaKTepUOCTATUYCCKUMH aHTHOMOTHKAMU MOXKET CHU3HTH
3¢ (HeKTUBHOCTH OeTa-JIaAKTAMHBIX aHTUOMOTHKOB.

4.6. DepTHIBHOCTDH, 0€PEMEHHOCTH H JAKTAIUS

bepemeHHOCTD

AJIEKBaTHBIX W KOHTPOJHUPYEMBIX KIMHHUYECKHX HCCIICIOBAHUN y OCpPEeMEHHBIX J>KCHITUH HE
npoBOAWIIOCh. [Ipu GepeMeHHOCTH clieayeT MPUMEHSTh MpermapaT TOJBKO B TOM CiIydae, eclid
nperonaraeMas mojb3a JUisi MaTepH MPEBBINIACT MOTSHIIMATBHBIA PUCK VIS TUIO/IA.

Jlakranus

[ledenmum 0oOHApYKUBAETCS B TPYJHOM MOJIOKE B OYCHb HU3KHX KOHIIEHTpanusx. B mepuon
TPYJHOTO BCKAPMIIMBAHWS CIEAYyeT MPUMEHSATh Tpernapar TOJbKO B TOM ClIydae, €cClid
nperonaraeMas mojb3a JUisi MaTepH MPEBBINIACT MOTCHIIMATBHBIA PUCK [T PEOCHKA.

4.7. BausiHHe HA CMOCOOHOCTH YNPABJATH TPAHCIOPTHHIMHU CPeICTBAMHU U padoTaTh €
MeXaHU3MaMHu

W3ydenne BiusiHus edenuMa Ha CIIOCOOHOCTh K KOHIICHTPAIlMM BHUMAaHUSI HE TPOBOJUIIOCH,
OJIHAKO, YYHTHIBAsS BO3MOXXHOCTh Pa3BUTHsI MOOOYHBIX 3(D(PEKTOB CO CTOPOHBI IEHTpPaIbHOU
HEPBHOW CHCTEMBI, CIIeyeT BO3JAEPKATbCA OT YIPaBICHUS TPAHCIOPTHBIMH CPEICTBAMHU U
paboThI ¢ MEXaHU3MaMHK BO BPEMsI JICUCHHSI TPETIapaTOM.

4.8. HexeaaTeJbHbIe peaKIuu

Pesrome npoduiist 0e300acHOCTH

Hawnbomnee yacTo oTMedaroTcs moOOYHbIC B(I)(l)eKTBI CO CTOPOHBI KCITYJOYHO-KHIICYHOI'O TPpAKTa U
AJUICPruiCCKUC peaKu.

TabnmuHoe pE3IOME HEXKENATCIHLHBIX PEaKIMH

Knaccugukaiuss 4acToThl pa3BUTHS MOOOYHBIX 3(dekToB BcemupHoil  opranuzainuu
3apaBooxpanenus (BO3): ouens yacto (> 1/10), wacro (> 1/100, Ho < 1/10), Hewacto (> 1/1 000,
HO < 1/100), peaxo (> 1/10 000, vo < 1/1 000), ouens peako (< 1/10 000), gacroTa HEM3BECTHA

(Ha OCHOBaHWM HMMEIONINXCS JAHHBIX OIIEHUTh HEBO3MOXHO). [Ipu rpymnmupoBke Mo dacTtoTe
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(Tabmuma 1).

Tabuauna 1. CBeieHNs1 0 YaCTOTE HesKelaTeIbHbIX PeaKIMid, 3aperiCTPUPOBAHHBIX HA
(¢one npuMenenus nedennma

CucTeMHO-OpPraHHbIi Yacrora HeskenarenbHble peakuuu
KJ1acc
Wudexnun 1 nHBa3NUH Heuacto Kananmos cnu3uctoit 060109KH MOIT0CTH
pTa, BaruHAJIbHBIC HH(EKITII

Penxo Kananaossr

Hapyienust co ctopoHbl Yacto BeIcbinanus Ha KOxe

MMMYHHOUN CUCTEMBI Heuacrto OputeMa, KpalluBHULIA, 3y
Penko AHadunakTu4ecKkue peakiuuu
YacroTa AHapUIAKTUYECKHUNA MOK, TOKCUICCKUN
HCHU3BCCTHA SIUIEPMAIIBHBIN HEKPOJIU3,

MyIbTU(OPMHAS SpUTEMA, CHHIPOM
CruBenca — J[>xoHCOHA,

AHT'MOHEBPOTUYECKHUM OTEK

Hapyenust co ctopoHbl Heuacto I'onoBHas 6011b
HEPBHOM CUCTEMBI Penko Cynoporu, mapecTte3uu, IUCTEB3MUs,
TOJIOBOKPYKECHHE
Yacrora [TocTperucTpalilnOHHbIN ONMBIT*:
HEU3BECTHA sHnedanonaTus (HapyuieHne CO3HaHMs,

BKJIIOYasl CIYTaHHOCTb CO3HAHMUA,
raJuTIOLIMHAIIMY, CTYTIOpP U KOMa),
MHUOKJIOHYC, CYJIOPOTH U

0ecCyI0pOKHBIMI
AMUJIENTUYECKUN CTATyC
Hapymenust co ctoponsl Penxo Bazonunaramus
COCYJIOB Yacrora KpoBoteuenue
HEH3BECTHA
Hapymenust co ctopoHsl Penxo Oppimika

I[BIX&TGJ'II:HOﬁ CHUCTEMBI,
OpPraHoB I'PYAHOMN KIIETKU U

CPEeOCTEHUS

KenynouHo-KueyHbie Yacro Hunapest

HapyLIECHUS Heuacto TowHOTHI, pBOTA, KOJIUT (BKIIIOYAs

MICEBIOMEMOPAHO3HBII KOJHUT)

Penxo AOGnoMuHanbHBIE 00JIH, 3a110p
Yacrora Hapyenus nuiieBapenus
HEU3BECTHA

Hapyienus co ctopoHbl Penko I'enuTanbHbIl 3y

KOXXH1 U IIOJAKOXKHBIX TKaHeH




COOTBETCTEYET 3KCNEPTHOMY OTUETY
ot 29.08.2025 N= 21598
Hapy1enust co cTopoHbl Yacrora TodeyHas HeRoCTATOTHOCTE, TOKCHYECKas
MOYEK U MOUYEBBIBOSALIUX HEU3BECTHA HedponaTus
yTein
Hapymenust co Penxo Barunut
CTOPOHBI PEIPOLYKTUBHOU
CUCTEMbI U MOJIOUHBIX JKEJIe3
OO0mue HapyIIeHUS 1 YacTto ®deduT B MecTe BBEICHHS, 00JIh B MECTE
peaKiuu B MECTe BBEJICHUS
BBEJICHNUS Heuacro [ToBbIlIEHNE TEMITEpaTypbl U BOCIaJICHHE
B MECTE BBEACHMUS

Penxo O3HO00, NI3MEHEHHE BKYCa
JIaboparopHbie 51 Yacro [ToBblIlIEHNE aKTUBHOCTH
WHCTPYMEHTAJIbHBIC JAHHBIE aJlaHMHAMUHOTpaHChEpassbl,

acnapTaTaMHHOTpaHc(epasbl, MIETOYHOI
docdarasel, obmero ounupyonHa,
aHeMus1, 503UHODWIINS, YBEITUYCHHE
MPOTPOMOMHOBOTO BPEMECHH WJIH
YACTHYHOTO TPOMOOILIACTHHOBOTO
BpEMEHU

Heuacto IloBbI1IEHME a30Ta MOYEBHUHBI KPOBH,
KpEaTHHHHA CBIBOPOTKH,
TPOMOOLIUTONIEHHUSI, JIEHKONIEHUS U

HEUTPOIICHUS
Penko JloxxnononoxutensHas nmpoda Kym6ca 6e3
reMoJIn3a
Yacrorta AnacTuyeckas aHeMHs, T€MOJIUTHYECKAs
HEU3BECTHA aHeMHsl, arPaHyJIOIUTO3

*HCCMOTpH Ha TO, 4YTO OOJIBIIMHCTBO CIy4acB OTMCHAIMCh Y MalUCHTOB C MOYCYHOU HEOOCTAaTOYHOCTHIO,
KOTOpPBIC IMOJyYalin He(i)eHI/IM B J103ax, BbIII€ PEKOMCHAOBAHHLIX, B HCEKOTOPLIX ClIy4dasax
HeﬁpOTOKCH‘lHOCTB OTMCYAJIACh y NAIITUCHTOB, KOTOPBIM IPOBOANIIACH KOPPECKIUA O3Bl B 3aBUCUMOCTHU OT

CTEICHH OYCIHOH HEJOCTAaTOYHOCTH.

COO6H.ICHI/IC 0 TOAO03PEBACMBIX HCXKCIIATCIBbHBIX PCAKIINAX

BaxxHo co00111aTh 0 T0103pEBAEMbIX HEXENATEIbHBIX PEAKIUAX TIOCTIE PETUCTPAIIMY TIpernapara ¢
LeNbl0  O0ecleyeHus] HENpPEpPHIBHOTO MOHUTOPUHIA COOTHOILIEHHUSI «IOJb3a — PHUCK»
JIEKapCTBEHHOI'0 mpernapara. MeIuuHCKUM pabOTHHKAM PEKOMEHIYeTCs cOO0IaTh O JIF0ObIX
MO/I03PEBAEMBIX HEXKENATENbHbIX PEaKIUAX JIEKApCTBEHHOrO Mpernapara 4yepe3 HallMOHAJIbHbIE
CHUCTEMBI COOOINEHHsT O HEXKeJIaTeNbHBIX pPEaKIUsIX TOCYAapcTB — YJIeHOB EBpasuiickoro
SKOHOMHUYECKOTO coro3a.
Poccuiickas ®@eoepayus

®denepanbHas cryx0a Mo Haa30py B cdepe 3npaBooxpanenus (Pocsnpasuaazop)

Anpec: 109012, r. Mocksa, CraBsiHCKasl miiomanip, 1. 4, ctp. 1
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Tenedon: +7 (800) 550-99-03 (MOCNEOQOBATENEHOCTE 0002)

OnexkTponHas noyra: pharm@roszdravnadzor.gov.ru

Wurepuer-caiit: http://roszdravnadzor.gov.ru

4.9 Ilepeno3upoBka

CHMIOTOMBI

OHuedanomnarus (CyTaHHOCTh CO3HAHUS, TAJUTFOIMHAIMH, CTYMOpP, KOMa), MHOKIOHHYECKHE
Cya0oporu, mMOBbIICHHAA HCPBHO-MbIIIICUHAA BOSGYI[I/IMOCTB.

Jleuenue

CI/IMHTOMaTI/I‘ICCKOC, B ClIydasaX 3HaAYUTCIBbHOI'O IPCBBIMICHUA PEKOMCHIAOBAHHBIX /103, 0Cc00EHHO

y MAIMeHTOB ¢ HAPYIIECHHON (PYHKIUEH MMoUeK, MOKa3aH TeMOIHalIn3.

S. ®APMAKOJIOT'MYECKHUE CBOMCBA

5.1. ®apmakoJsioruyecKue CBoiicTBa

®dapMakoTepaneBTUYECKas TPYIIa: aHTUOAKTepuadbHbIE CpPEICTBA CHCTEMHOTO JIEHCTBUS;
npyrue Oera-llaKTaMHbIE aHTHOAKTepUalbHbIE CPEACTBA; 11eaJOCIOPUHBI  YETBEPTOTO
MIOKOJICHUS.

Kon ATX: JOIDEO1

MexaHu3M ASHCTBUS U d)aDMaKOHI/IHaMI/I‘IeCKI/Ie Sd)(beKTbI

LledanocropunoBbiii antubuoTuk IV noxonenus. lLledenum mnopaBiaser cuHTE3 OEIKOB
KJICTOYHOW CTEHKHM OakTepuu, O0NagaeT IIUPOKUM CIHEKTPOM OaKTepHLUIAHOTO ICHCTBUS B
OTHOIIEHUH PA3JIMYHBIX TPAMIIOJIOKUATENBHBIX U TPaMOTPHIIATEIBHBIX OaKTepuil, B TOM YHCIIE
OOJNBIIMHCTBA INTAMMOB, PE3UCTEHTHBIX K AaMHUHOIVIMKO3UJAaM WK 11e(aJocnopuHOBBIM
AHTHUOMOTUKAM TPEThEro MOKOJIEHUs, TakuM Kak nedprazuauM. Lledenum BbICOKO ycTOHUYMB K
TUAPOSIN3Y OONBIIMHCTBOM OeTa-lakTamas, o0JiaJaeT MajlbiM CpPOJICTBOM B OTHOLIEHMM OeTa-
JaKTaMas, KOAUPYEMBIX XPOMOCOMHBIMH T'€HaMH, U OBICTPO MPOHUKAET B TPaMOTpPHUIIATEIHHBIC
OaKkTepHabHbIE KIETKH.

JlokazaHo, 4To nedenum o0aaaeT OuYeHb BHICOKMM CPOJCTBOM K MEHMIMIUIMH-CBSI3bIBAIOLIEMY
6enky (IICh) Tuna 3, BeicokuMm cpoactBoMm — k [1Ch tumna 2, u ymepenusim cpojactBoM — k [ICh
tunoB la u 16. [{edennm oka3piBaeT OaKTEpULIMIHOE IEUCTBUE B OTHOIIICHUH IIUPOKOTO CIEKTPa
OaKTepHil.

[IpenapaT akTHBEH B OTHOLIEHUH CIIEAYIOIIUX MUKPOOPTaHU3MOB:

I'pamnonoscumensvrvie aspoodoi:

Staphylococcus aureus (Bkirogast ImTaMMbl, TPOAYIHPYONHE OeTa-maktamasy); Staphylococcus
epidermidis (Bxio4as ImITaMMBI, OPOAYLUpYMONIHEe OeTa-makramasy); JApYrHe [ITaMMbl

Staphylococcus spp., Bxmrouast Staphylococcus hominis, Staphylococcus saprophyticus;
11
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Streptococcus pyogenes (CTpenTOKOKKH Tpymnmpl_A); Stﬂe’ﬁac

rpynmbel B); Streptococcus pneumoniae (Bkjrodasi IITAMMBI CO CPEIHEH YCTOWYMBOCTBIO K
NEHUIMLINHY — MUHHAMAaJIbHAs MOoAaBIIsromas Konentpamnus ot 0,1 go 1 Mxr/mi); npyrue oera-
remosutuueckue Streptococcus spp. (rpymnmsr C, G, F), Streptococcus bovis (rpymma D),
Staphylococcus spp. rpymmsl Viridans.

[Tpumeuanue: OOJBIIMHCTBO IMITAMMOB SHTEPOKOKKOB, Hampumep, Enterococcus faecalis, u
CTa(i)I/IJIOKOKKI/I, PE3UCTCHTHBIC K MCTHUOUIUIMHY, yCTOfI‘IPIBBI K HGfICTBHIO 60JIBH_II/IHCTB21
11e(haToCIOPUHOBBIX AHTHOUOTUKOB, BKJITFOYAs IIeEITUM.

I'pamompuyamenvrvle aspoouvl.

Acinetobacter calcoaceticus (mommrammbr  anitratus, Iwoffii); Aeromonas hydrophila;
Capnocytophaga spp., Citrobacter spp., Bkimtouast Citrobacter diversus, Citrobacter freundii,
Campylobacter jejuni; Enterobacter spp., Bkmrouas Enterobacter cloacae, Enterobacter
aerogenes, Enterobacter sakazakii; Escherichia coli; Gardnerella vaginalis; Haemophilus
ducreyi; Haemophilus influenzae (Brirowas Oera-1akTaMa30NpPONYLHUPYIONIHE IITAMMBI);
Haemophilus parainfluenzae; Hafnia alvei; Klebsiella spp., sxiouass Klebsiella pneumoniae,
Klebsiella oxytoca, Klebsiella ozaenae; Legionella spp.; Morganella morganii; Moraxella
catarrhalis (Branhamella catarrhalis) (Bkirouast Gera-makTamMa3onpoaylUPYIONIHE IITAMMBI);
Neisseria gonorrhoeae (Bkirouas OeTa-JakTaMa3oNpoaylUpyloue IraMmmbl); Neisseria
meningitidis; Pantoea agglomerans (panee u3BecTHbIi Kak Enterobacter agglomerans); Proteus
spp., Bkmoyas Proteus mirabilis, Proteus vulgaris; Providencia spp., Bkmrouas Providencia
rettgeri, Providencia stuartii; Pseudomonas spp., Bkarouas Pseudomonas aeruginosa,
Pseudomonas putida, Pseudomonas stutzeri; Salmonella spp.; Serratia Bxmrouas Serratia
marcescens, Serratia liquefaciens; Shigella spp.; Yersinia enterococolitica.

[Ipumeuanue: IledernmuM HeakTUBEH B OTHOIICHWM MHOTHMX mTamMMoB Stenotrophomonas
maltophilia, panee u3BectHbIX Kak Xanthomonas maltophilia u Pseudomonas maltophilia.
Anaspobwi:

Bacteroides spp.; Clostridium perfringens, Fusobacterium spp., Mobiluncus spp.,
Peptostreptococcus  spp.; Prevotella  melaninogenica  (u3Bectuwiii  kak  Bacteroides
melaninogenicus); Veillonella spp.

[Mpumeuanue: [epenum HeakTuBeH B oTHomenuu Bacteroides fragilis u Clostridium difficile.
5.2. ®apmakoKHHeTHYeCKHE CBOHCTBA

AOGcopOnus

Cpe,Z[HI/IC KOHIOCHTpAUun I_IC(I)CHI/IMa B IUIa3ME€ KPOBHU B3POCJIbIX 3JO0POBBIX MYKYHUH B Pa3JINYHLIC
CpPOKH IIOCJIIC OAHOKPATHOI'O BHYTPHUBCHHOI'O BBCIACHUSA B TCUCHUC 30 MHHYT 10 12 yacoB u

MakcuMaibHast KoHIeHTparus (Cmax) MPUBEIEHBI B TAOIHUIIE.
12



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 29.08.2025 N= 21538

(NOCNEQCBATENEHOCTE 0002)

Hoza 0,54 14 24 44 8 u 124 Crmax
nepennma
500 Mr /B | 38,2 21,6 11,6 5,0 14 0,2 39,1 £33
Ira/k 787 44,5 243 10,5 2.4 0,6 81,7+5,1
21 B/B 1631 | 858 44,8 19,2 3,9 1,1 163,9 % 25,3

[Tocie BHYTPUMBIIIEYHOTO BBEIEHUS 11e(DEeITUM BCACBIBACTCS MOJHOCTHIO.
Cmax W BpeMsl JOCTH)KCHHMS MAaKCHUMAallbHOM KOHIIEHTpAluHu (tmax) IOCIE OJHOKPATHOIO

BHYTPUMBIIICYHOI'O BBEACHH ITPUBCACHBI B Ta6J'II/II_[e.

Hoza 054 | 1wu 24 44 8 u 124 Crmax tmax
nepennma
500 mr B/m | 8,2 12,5 12,0 6,9 19 0,7 139+34(1,4+0,9
1 rB/M 14,8 25,9 26,3 16,0 4,5 14 29.6+44 11,604
21 B/M 36,1 49,9 51,3 315 8,7 2,3 57,5+£9,5115+£04
PacnpenencHue

TepaneBTryeckne KOHIEHTpalMu Iiedenrma OOHAPYKUBAIOTCA B CICIYIOUIMX SKUIKOCTAX MU
TKaHSX: MOYE, JKeJIUH, IICPUTOHECATTLHOM, OYJUIE3HON JKUIKOCTH, CIIM3UCTONH 000JI0UYKEe OPOHXOB,
MOKpOTE, TpocTaTe, ammeHAMKCe W JKEIYHOM Iy3bipe. CBs3biBaHME ledennMa c OerkaMu
CBIBOPOTKM KPOBHU COCTaBJIET B cpeiHeM 16,4% 1 He 3aBHCUT OT KOHLIEHTpAlUH Ipernapara B
CBIBOPOTKE KPOBH.

EI/IOTDaHCd)ODMaI_II/IH

Hedenum merabonuzupyercs B N-METUIIUPPOIUANH, KOTOPBII OBICTPO MPEBpALIAeTCsl B OKCUJ
N-MeTrwImuppoInIuHa.

OnuMUHAIMS

IledenuM BBIBOAUTCS MNPEUMYILECTBEHHO IOYKAaMH, IIyTeM KIyOOUKOBOM (uiIbTpanuu
(moyeuHbli kIupeHc cocTtaBisier B cpeaHeM 110 mu/mun). B Moue oOHapyxuBaercs
npuomm3uTenbHo  85% OT BBEACHHOM 110361 HEM3MEHHOro 1edenuma, wmeHee 1%
N-MmeTwimnupponuauHa, okono 6,8% oxcuaa N-MEeTHINHUppoIuInHa U okoio 2,5% snumepa
nedenuma.

[Tocne BBemenust 103 oT 250 mMr Ao 2 r mepuoj MOJYBBIBEIEHUS Iepenuma W3 OpraHu3zMa
COCTaBJISIET B CPEAHEM O0KOJIO 2 yacoB. OOmumii kimpeHc cocrapisieT B cpeaneM 120 mu/mun. [lpu
BHYTPUBEHHOM BBEICHUU liedenuma 370pOBbIM JOOPOBOJBIAM B J103€ 2 T' KaXx/ble 8 4acoB B
TedeHue 9 THel KyMyJIsIUH He HaOJt0Jaloch.

IToyeyHast HETOCTATOYHOCTD

Hepnon IMOJIYBBIBCACHUA U3 OpraHu3Ma Ipu IMOYCIHOMN HEAOCTATOYHOCTHU YBCIUYUBACTCA, IIPU

9TOM Ha6.HIO,[[aCTCSI JIMHEHAas 3aBUCHUMOCTD MCKIY O6I_I_II/IM KIIMPCHCOM U KJIIMPCHCOM KpC€aTUHHUHA.
13



COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 29.08.2025 N= 21598

[Tpu TspKENbIX HapynIeHUIX GYHKIIUYA TTOYEK, TP e6mmn%6%&%gﬁgsyﬁaﬂﬁéfﬁ%ﬂnon

II0JIyBBIBEJIEHUS COCTABIISET B cpeHeM 13 yacoB npu remouannse 1 19 yacoB npu HENpepbIBHOM
nepuToHeanbHOM auanuse. [Ipu HapymeHHoi pyHKIuN nodek TpedyeTcss KOPPEKTUPOBKA JO3bI.

IleyeHOYHAS HEAOCTATOYHOCTD

®apMaKOKMHETHKA LiepenrmMa y MalueHTOB ¢ HAPYIIEHHOW (PYHKIMEH MMeYeHU He M3MEHSETCH.
KoppekTrpoBka 10351 17151 TAKMX NALUEHTOB HE TpeOyeTcsl.

[lanmeHThI OYKIJIOTo BO3pacTa

[Tocie oqHOKpaTHOrO BHYTPUBEHHOIO BBeAeHUS | T iedpernrma 310pOoBbIM JOOPOBOJIbIIAM CTapIIe
65 JeT oTMeuanoch yBeJIUYEHHUE IUIOMAAN 110J] KpUBOW 3aBUCUMOCTH «KOHILIEHTPALUSA — BPEMs»
(AUC) n ymeHbIIIeHHE TOYEYHOT0 KIIMPEHCa 10 CPABHEHUIO ¢ MOJIOBIMU A0OpoBoibIamMu. [lpu
HapYIIEHHON (PYHKIIUH IMOYEK NallMeHTaM CTapIIero Bo3pacTa TpeOyeTcs KOpPEKTUPOBKA JI036I.
eTu
dapmakoKkMHETHKA Iiedernnma uccneoBaiack y eteid B Bo3pacte oT 2 Mecsues J1o 11 et nocie
OJTHOKPATHOTO BBEJICHHS 10351 50 MI/KT Macchl Tella BHYTPHUBEHHO MJIM BHYTPUMBIIIEYHO, @ TAKKE
1ocjie OBTOPHOI'O BBeJeHUS lepenuma (Kaxable 8—12 yacoB, B TeUeHHE HE MeHee 48 4yacoB).
[Tocne OAHOKpPATHOrO BHYTPHUBEHHOI'O BBEJIEHHUS OOIIMH KIMPEHC M 00BEM paclpeieieHus
coctaBisiiau 3,3 mu/mMmun/kr u 0,3 1/kr, coorBeTcTBeHHO. [leproa momyBeIBEICHUS U3 OpraHU3Ma
coctaBisil B cpenHeM 1,7 yaca. BeiBenmeHuwe nedenuma B HEM3MEHEHHOM BHJE NOYKAMH
coctaBisiio 60,4% OT BBEACHHOM 710361, a TOYSUHBIH KIUPEHC — B cpeaHeM 2,0 MII/MHH/KT.
ITocne MHOTrOKpaTHOrO BHYTPUBEHHOI'O BBEJICHHs KOHLEHTpalus LedenrMa B I1a3Me KpOBH B
PaBHOBECHOM COCTOSIHUH, a TaKXKe Jpyrue papMakOKMHETHYECKHUE TapaMeTpbl HE OTINYAINCH OT
TAaKOBBIX TIOCJI€ OJHOKPAaTHOTO BBEJCHHA. Bo3pacT M 1O MAIMEHTOB HE OKa3bIBAJH
CYIIECTBEHHOTO BJIMSHUS HA OOIIMI KIMPEHC M 00BEM pacIpeesieHus], ¢ YIeTOM MONPaBKH Ha
Maccy Tedna.
[Tocne BHYTpUMBIILIEYHOTO BBEJCHNUS MaKCUMallbHasl KOHLIEHTpAIHs [iedenrMa B I1a3Me KpOBH B
PAaBHOBECHOM COCTOSTHMHU COCTaBJjIsiIa B cpefaHeM 68 MKI/MJI U jgocturaiachk B cpeanHeM 3a 0,75
gaca. Yepes 8§ 4acoB mocie BHYTPUMBIIIEYHOTO BBEJCHUS KOHIEHTpAIMU Iedennma B Iia3me
KPOBHM COCTaBISUIM B cpelHeM 6 MKI/Mi. AOCONIOTHas OMOIOCTYNHOCTh ILedenuma mocie
BHYTPHUMBIILIEYHON HHBEKIMH COCTaBIIsIa B cpegHeM 82%.
Konyenmpayuu yegpenuma 6 cnunnomoseosotui scuokocmu (CMIK) u 6 niazme kposu y oemeii ¢

6ClKn’l€puaJleblM MEHUHSUMOM

Bpems (4achl) Konuenrpanus B Konuenrpanus B OTHoOmEeHne
nocJjie BBeIeHus mwiasme (MKr/mia)** | CMIK (MKr/min)** KOHIEHTPALNH B
CMK/niaa3zma
KpoBH**
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COOTBETCTBYET 2KCMNEPTHOMY OTYETY
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0,5 67,1 £51,2 5.7+ 014 = TEAVERT S E g 4= VU]
1 44.1+78 43+15 0,10 % 0,04
2 23,9+ 12,9 3.6+2,0 0,17 + 0,09
4 11,7+ 15,7 42+1,1 0.87 + 0,56
8 49+59 33+2.8 1,02 + 0,64

** pospacT nmanueHToB: 3,1 mecsma—12 ner, cpeanmii Bo3pact: 3 roga. Jlo3a nedenuma 50 mr/kr
Macchl Teja MPU BHYTPUBEHHOM BBEICHMHM B TeueHHE OT 5 10 20 MHHYT Kaxaple 8 4Yacos.
Konnentpanuu B mazme u CMXK onpenensiiiuchk B KOHIIE BBEICHUS HA 2 WU 3 JC€Hb JICUECHUS

e enuMoM.

6. ®APMAIIEBTHYECKHUE CBOMCTBA

6.1. IlepeyeHb BCIOMOTaTeJbHBIX BEIIECTB

L-ApruauH.

6.2. HecoBMecTHMOCTH

PactBop mpemapata QapManeBTUYECKH HECOBMECTUM C pacTBOpaMU METPOHHJIA30J1a,
BaHKOMHIIMHA, TEHTaMUIIMHA, TOOpaMUIIMHA Cylib(ara, HETWIMHIIMHA Cylb(dara, MO3TOMYy HX
Henb3s cMmemuBarth. OAHAKO MPU OJHOBPEMEHHOM Ha3HAuYeHUHW IedenuMa U yKa3aHHBIX

aHTHUOMOTHKOB Ka)KI[I)If/'I M3 HUX MOKHO BBOAUTH pa3JCIIbHO.

JlaHHbIN JIeKapCTBEHHBIM IpenapaT He cleAyeT CMeIMBaTh C APYTUMHU JIEKAPCTBEHHBIMU
npenapaTrami, 3a UCKIIOUYEHUEM YIIOMSIHYTHIX B pazzene 6.6.

6.3. Cpox roaHocTu (CpoK XpaHeHHs )

3 roga.

6.4. Ocobble Mepbl NPEIOCTOPOKHOCTH NPH XPAHEHUH

[Tpu Temnieparype He Bbiie 25 °C.

6.5. XapakTep U coaep:KaHHe NEPBUYHOI YIAKOBKH

[Topomiok 711 MPUTOTOBIEHUS pacTBOpa JJIi BHYTPUBEHHOTO U BHYTPUMBIIIEYHOTO BBEICHUS
0,51r,1,0r,2,0r.

[To 0,5, 1,0 r wiu 2,0 r nedpenuma noMemaroT Bo (jIaKoHbl CTEKISTHHBIE BMECTUMOCTbIO 10 Mt
wim 20 ma u3 OecuBerHoro crekna mapku HC-1, HC-3 unmm 1 rumponuThyeckoro kiacca,
repMETUYHO YKYITOpEHHBbIE TPOOKaMU PE3MHOBBIMU OpOMOYTHIIOBBIMH C TTOCTETYIONIEi 0OKaTKON
KOJIMaYKaMy aTFOMUHUEBBIMU.

Ha xax b1l ¢urakoH HaKJIEUBAIOT 3TUKETKY M3 CAMOKJISSAIIErOCsS MaTeprara.
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I[To 1 ¢dnakoHy BMecTe ¢ WHCTPYKIHMEH TIO Mennunﬂgfgﬂ)@%;hég&law ;:e':%-gﬁ'c%%oro

npernapara MoMenaT B aYKy U3 KapTOHa KOpOOOUYHOTO.

[Tauku KapTOHHBIE TOMEMIAIOT B ALIMK M3 KApTOHA TOPPUPOBAHHOTO.

Ha smmk HakieMBalOT STHKETKY M3 OyMarn STHKETOYHOM WM NHCYEH, WM ITHKETKY W3
CaMOKJISSIILIETOCS MaTepuaia.

Juns crarmonapos: o 50, 100 umu 150 ¢uiakoHOB BMecTe ¢ paBHBIM KOJIMYECTBOM MHCTPYKIIMA
10 MEAMIIMHCKOMY IPUMEHEHHUIO JISKApCTBEHHOTO IpenapaTa MoMemanT B KOpOOKy U3 KapToHa
KOpOOOYHOTO.

Ha kopoOKky HakJIeWBalOT 3TUKETKY M3 OyMaru 3TUKETOYHOW WJIM NMHCYEH, WM STHKETKY W3
caMmokJIesierocst Matepuana. KopoOku moMemaroT B Sk U3 KapToHa TOPUPOBAHHOTO.

6.6 OcobOble Mepbl MNPeIOCTOPOKHOCTH TPH  YHHYTOKEHMH  HMCHOJIH30BAHHOIO
JIEKapCTBEHHOI'0 MpenapaTa Wiu 0TX010B, MOJYyYeHHbIX MOcjie MPUMeHeHus npenapara, u
APyrue MAHHUIYJISIUHU € IPenapaTomM

I/IHCTDVKIII/II/I IO MIPUT'OTOBJCHHUIO JICKAPCTBCHHOI'O Mpfriapara nepca NpuMEcHCHUEM

Ilpucomosnenue pacmeopa 0151 6HYMPUBEHHO20 86€0EHUS

[Ipenapat pactBopstoT B 5 viin 10 MIT CTepHIIBHOM BOJIBI At HHBEKIIHH, 5% pacTBOpe JeKCTPO3bI
u 0,9% pacTBOpe HaTpuUs XJIOpUIA AJsl MHBEKIIHM, KaK YKa3aHO B MIPUBEACHHON HIDKE TabIuIe, u
BBOAST B TEYCHHE 3—5 MHUHYT JMOO HEMOCPEJICTBEHHO B BEHY, JHOO B CHCTEMY JUIS
BHYTPUBEHHOTO BBEJCHHS, Y€pe3 KOTOPYIO B OpPraHM3M IMaIlMeHTa IMOCTYMAeT COBMECTUMBIN

pacTBOp MJIA BHYTPHUBCHHOI'O BBEICHH.

Ilpucomosnenue pacmeopa 015 6HymMpuUeHHOU UHQDY3uU

[TpuroroBneHHbIl pacTBOp (CM. BBIIIE) MEPEHOCAT B HMH(PY3MOHHBIM COCyd € JpYTHMHU
COBMECTHMBIMH PacTBOPAaMH Il BHYTPUBEHHBIX MH(Y3UH (CM. HUKE) M BBOJAT B TEUCHHE HE

Menee 30 MUHYT.

Buyrpusennoe O0bem pacTBopa Ipudausurenbusiii | IlpudausnrenbHas
BBe/leHHE AJISl pa3BeleHus! 00beM MOJTy4eHHOI 0 KOHIEHTpauus
(M) pactBopa (MJ1) nedenuma (Mr/mJ)
0,5r 5 5,7 90
Ir 10 11,4 90
2r 10 nmm 20 12,8 nmm 22,8 90 mym 160
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 29.08.2025 N= 21538

npenapara ¢ KoHueHtpauueinn 1-40 M'r%:l%@fﬁmﬂ I:'J:-!)': I'C]J?IE',I['{’KI)'IIﬁII/IMI/I

PacTtBOpHI

napeHrepaibHbIMu pacTBopamu: 0,9% pactBop HaTpus xjnopuzaa Juisi uHbekuil; 5% umm 10%
pacTBOp AEKCTPO3BI Il HHBEKIHIA; 1/6 M pacTBOp HaTpus JIakTaTa A MHbEKUUH, pacTBOp 5%

nekctpo3bl ¥ 0,9% HaTpus xjiopuaa Juisi MHbEKUUN; pacTBop Punrepa nakrar.

BHVTDPIMBIHIG‘IHOC BBCACHUC: 103a 10 1 T MmoxeT OBITh BBCACHA B BUJIC OI[HOKpElTHOfI HNHBCKIHH.

MaxkcumanbHyto 103y (2 T) cielyeT BBOOUTh B BUJE JIBYX HHBECKIUI B pa3HbIC MECTa.
Ilpucomosnenue pacmeopa 0Jis1 6HYMPUMBIULEYHO20 B8EOEHUS

[Ipenapar pacTBOPSIIOT B CTEPUIILHOM BOJAE JUIsl MHBEKLMM, 5% pacTBope nekctpossl uin 0,9%
pacTBOope HaTpusl XJOpWIa NI WHBEKIHMH, OaKTepUOCTaTUYECKOW BOJE JUIsI WHBEKIUU C

napabeHamu Wi 6eH3uiI0BbIM ciupToM, 0,5% unu 1% pacTBope aMI0KanHa, Kak YKa3aHO HUXKE

B Ta0IHUILE.
BuyrpuMbIlIeyHoe Oo0bem pactBopa | IlpubausureabHbiii | [lpudausurenbHas
BBeJIeHUe JJIS1 pa3BeieHust 00beM MOJIy4eHHOT 0 KOHIIEeHTpauus
(M) pacTBopa (MJ) nedenuma (Mr/mJ)
0,5r 1,5 2,2 230
Ir 3,0 4.4 230

Kak u Bce pacTBOpPbI AJis MAPCHTCPAIBbHOTO IIPUMCHCHH:A, IICPEA BBCACHUCM IIPUIOTOBJIICHHLIC

pacTBOPLI Ip€riaparta CICAYCT INPOBCPUTH HA OTCYTCTBUC BUAUMBIX MCXAHUYCCKHUX BKJIIOUCHUH.

B IMPOTUBHOM CJIy4dac 3anpeuracTcCs UCIOJIb30BaATh HpI/IFOTOBHeHHBII\/'I pacTBop.

HpI/I XPAaHCHUHU TIOPOILIOK H HpI/Il"OTOBJ'IeHHHﬁ pacTBOp MOTI'YyT IMOTEMHETH, YTO HEC BJIUMACT Ha

aKTUBHOCTb M Ka4€CTBO Mpenapara.

HC(I)CHI/IM B YKa3aHHOﬁ KOHICHTpaluu COBMECTUM CO CICAYIOIIMMHU paCTBOPaAMMU:

Konuenrpanun uedennma Ha3Banune/koHueHTpaLUA HNudy3uonnblii pacTBop
APYIoro npenapara B cMecH

40 mr/mn AMuKaluH 6 Mr/miu 0,9% pactBOp HaTpUs
xjopuaa win 5% pacTBop
JEKCTPO3bI

40 mr/mn AMnunwuiaH 1 mr/mi 5% pacTBOp EKCTPO3BI

40 mr/mn Awmrununad 10 mr/mi 5% pacTBOp AEKCTPO3BI

40 mr/mn AMnunuuidH 1 Mr/mn 0,9 % pacrtBop HaTpus
XJiopuaa
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40 mr/mi Amnuiuiug L0 /g It""(Jll:'q o Irls:aj(‘“T:Rr(I\Iﬁ - I'Iﬁ'plflT'filvm

xjopuaa

4 mr/mi Ammurmas 40 Mr/mi 0,9 % pactBoOp HaTpHs
XJIopUIa

4-40 mr/mn Knungamunun 0,25—-6 mr/mn | 0,9% pactBop HaTpus
xjaopuaa wim 5% pacTBop
JEKCTPO3bI

4 mr/mi I'enapun 10-50 EJI/mn 0,9% pacTtBOp HaTpus
xjopuaa win 5% pacTBop
JIEKCTPO3BI

4 mr/mi Kamus xmopug 10-40 maxe/n | 0,9% pactBop HaTpus
xjaopuaa uiu 5% pacTBop
JEKCTPO3bI

4 mr/mMn Teodummma 0,8 Mr/mit 5% pacTBOp IEKCTPO3BI

Het ocoObix TpeOoBaHU K yTHIH3AIIH.

7. JAEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA
Poccuiickas ®@enepanus
000 «DapmKonenT»

171261, Teepckas 001., paiion Konakockuid, nrt Penkuno, yi. 3aBoackas, 1. 1b.

Tenedom: +7 (499) 703-51-15

7.1. IlpeacraBuTe/b JepKaTessi PerHCTPALMOHHOIO Y10CTOBEpEeHMs

[Iperen3nn norpedUTENEH HAOPABIATE 110 aIPECY:

Poccniickas @enepanus
000 «PapmKonuenr»
171261, TBepckast 0611., paiton KonakoBckwii, nrt Penkuno, yi. 3aBoackas, a. 1b.

Tenedom: +7 (499) 703-51-15

8. HOMEPA PETUCTPAIIMOHHBIX YIOCTOBEPEHUI

9.  JIATA TEPBOIl PETMCTPAIIMA (MOATBEPKIEHHSI PETHMCTPALIMH,
MEPEPETACTPAILINN)

Jlata rocyaapcTBEHHOM perucTpanmu:
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(NMOCNEOOBATENEHOCTE 0002)

10 JATA IIEPECMOTPA TEKCTA

OO0mast xapakTepuCTHKa JIeKapcTBEHHOTo npenapara Ledenum nocrynna Ha nHGOpMaOHHOM
noprane EBpasuiickoro 3KOHOMHYECKOTO CO03a B MH(POPMAIIMOHHO-KOMMYHHUKAIIMOHHOHN CETH

«Hurepuer» http://eec.eaeunion.org/ .
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