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OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA “05)

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O ITPEITAPATA

Henepum, 0,5 1, NOpPOWIOK Ui TMPUTOTOBJICHUS PacTBOpa Uil BHYTPUBEHHOTO U
BHYTPHUMBIILIEYHOTO BBEJICHHUS.

Heuedum, 1 r, HOPOIIOK /U1 MPUTOTOBJICHHUS PACTBOPA JJIsi BHYTPUBEHHOT'O U BHY TPHMBIIIICYHOTO
BBEJICHUS.

Henedum, 2 r, HOPOIIOK JIsl IPUTOTOBJICHUSI paCTBOPA JJIsl BHYTPUBEHHOTO M BHYTPUMBIIIEYHOTO

BBEJICHUS.

2. KAUECTBEHHBIN U KOJTUYECTBEHHBIN COCTAB
JeiicTBytoliee BemecTBo: edenim.

I[eue(bHM, 0,5 r, mOpomoOK JJisd TPUIOTOBJICHHSI pacTBOpa JUII BHYTPHMBECHHOI'O W

BHYTPUMBIIIIEYHOI'O BBEJICHUS

Kaxnapiii ¢pakon comepxkut 0,5 T nedenuma (B BHIE THIPOXJIOPH]IA MOHOTHIPATA).

I[eued)HM, 1 I, HOPOIIOK JIJISI IPUTOTOBJICHHUS PACTBOPA JIJIsI BHYTPHMBESHHOI'O M BHYTPUMBIIIEYHOT'O

BBCJICHUS
Kaxnapiii dakon cogepxut 1 r nedenuma (B BUIE THAPOXIOPUIA MOHOTHIPATA).

HCHGdJI/IM, 2 T, IOPOLIOK AJIA ITPUI'OTOBJICHHU S PACTBOPA AJI1 BHYTPUBCHHOI'O 1 BHYTPUMBIIIICYHOI'O

BBCACHUA

Kaxapiit ¢haakon comepxut 2 r niedenuma (B BUIE THAPOXIOPUIA MOHOTUPATA).

[TonHBIN TIEpevYeHb BCIIOMOTATEIBHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
ITopomok AJist MPUTOTOBIIEHUs PACTBOPA U1l BHYTPUBEHHOI'O M BHYTPUMBILLIEYHOI'O BBECHUS.

[Toporok ot 6esoro 10 6ENI0To C KEITOBATHIM OTTEHKOM I[BETA.

4. KIMHUYECKHUE JJAHHBIE
4.1. IToka3aHus1 K IPUMEHEHHUIO
o I/IH(i)eKHI/IOHHO-BOCHaJ'II/ITeJ'II)HLIe 3360H€BaHI/I$I, BbI3BAHHBIC YYBCTBUTCIIBHBIMU K
nedenuMy MUKpOOpraHU3MaMH, Y B3pOCIIbIX B Bo3pacTte oT 18 net:
- I/IH(i)eKI_[I/II/I HMKXHUX IbIXAaTCIbHBIX HYTeﬁ, BKJIFOYas ITHEBMOHHUIO U 6pOHXI/IT;
- I/IH(i)eKI_[I/II/I MOYECBBIBOISAIITUX HYTeﬁ, KaK OCJIOKHCEHHBIC, BKJITOYast HI/IeJ'IOHe(pr/IT, TaK
Y HEOCJIOKHEHHBIE;

— I/IH(I)CKI_II/II/I KOXH U MATKHUX TKaHefI;
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—  uH}EKIUH OPIOUTHOMN MOJOCTH, BKIHYAs neﬁ%ﬂﬁﬁ%@gmﬁéﬁﬁgﬁ%h{;ﬁ'ﬁ;

—  THHEKOJOTWYeCKHe HH(EKIUH;
—  CENTHIICMUS;
—  (eOpunbHass HEUTPOTICHUS.
e [IpodpwmnakTuka BO3MOXKHBIX MH(DEKIHUH MPH TPOBEICHUH MOJOCTHBIX XHUPYPTrUYECKUX
onepanui.
o lH}EKIMOHHO-BOCTIATUTENbHbIC 3a00JICBaHUS, BbI3BAHHBIC YYBCTBHTEIBHBIMH K
nedenuMy MUKpOOPTaHU3MaMHU, Y JIETEH ¢ 2-X MECSIIICB:
—  TTHEBMOHHWS;
—  uH(EKIHUA MOYECBBIBOSIINX MyTEH, KaK OCII0)KHEHHBIC, BKITIOYAsi TUEIIOHEPPUT, TaK
Y HEOCJIO)KHCHHBIC,
—  WH(EKIHMU KOKU ¥ MATKUX TKaHEH;
—  CCNTHIICMUS;
—  (heOpunbHAs HEUTPOTICHUS,

— 6aKTepHaHBHBIﬁ MCHHMHIUT.

4.2. Pexxum 103MpoOBaHus U C1IOCO0 NPUMEHEHUs!

PexxuM 103upoBaHus

B3pocnvie
Jlo3pl U TMyTh BBEJECHHS 3aBUCAT OT YYyBCTBUTEIBHOCTH BO3OyAMTENEH, TAXKECTH WHEOEKIHH,
COCTOSIHUS ()YHKIIUU TTOYEK U OOIIEro COCTOSIHUS MAIlMeHTA.

Bspocavie u oemu ¢ maccou mena boaee 40 k2 npu HOpMaILHOU DYHKYUUU NOYEK

Nudekun MoueBbix myteid nerkoit | 500 mr— 1 r BHyTprBeHHO (B/B) Win | Kaxpie 12 qacoB

U CpPEeIHEN TSHKECTH: BHYTPUMBIIIEYHO (B/M)

Hpyrue wuHbexkuun Jserkoil u | 1 B/B unu B/M Kaxable 12 yacoB

CpeaHEN TAKECTH:

Tsoxenble nHpexuuu: 2rB/B Kaxable 12 yacoB

OdeHb TSKENble W yrpokaromue | 2 T B/B Ka)KJIple 8 4acoB

KU3HU HH(PEKIINH:

OO0bI4Has IPOIOIKUTEIBHOCTD JIeUeHUs cocTaBiseT 7—10 qHel, mpu TSKeIbIX HHPEKIHUIX MOXKET
notpeboBaThcs 06oJiee MPOIOIHKUTENBHOE JICUCHHE.

B cnyuae neueHuss ¢eOpuIbHOW HEUTPONEHUHW OOBIYHAS TPOJOJDKUTEIBHOCTh JICUCHUS
COCTABJISIET 7 JHEH WIIM JI0 UICUE3HOBEHUS HEUTPOIICHUH.

Ipogpunaxmuxa ungpexyuii npu npoeedeHUy Xupypeuieckux onepayuil
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uHdy3uu, B TeueHue 30 muHyT. Cpa3y mocie OKOHUaHHUs MHQY3uM mauueHty BBOAAT 500 mr
METPOHUAA30J1a BHYTPUBEHHO. PacTBOp METpOHK1a30J1a TOTOBST B COOTBETCTBUU C HHCTPYKLIUEN
o ero npuMeHeHuo. BcenenctBue QapmaneBTHYeCKol HECOBMECTHUMOCTH METPOHM[IA30j1a U
nedenuma ux He clielyeT CMEeIINBaTh B 01HOM cocye. MH]y3noHHYI0 ccTeMy nepe/l BBeIeHuEM
METPOHM/Ia30JIa CIeAyeT MPOMBITh. Bo Bpemsi qiauTenbHbIX (0ojee 12 4) XUpypruyeckux
omeparuii uepe3 12 4 moce nepBoii 71036l PEKOMEHyeTCsI TOBTOPHOE BBEJCHHE Hiehernrma B TOH
e J103€ C MOCIeIyIOIINM BBEICHHEM METPOHHUAA3071a.

Oco0nlie I'PYHOIIbI TAMEHTOB

Tlayuenmul ¢ napywienuem @yHKyuu novex

[TanmenTam ¢ HapymeHueM QyHKIIH TOYeK TpeOyeTcsi KOpPEKTUPOBKA J103bI Ieernnma ¢ e
KOMIIEHCAllUM YMEHBIIEHHOW CKOPOCTH BBIBEICHHUS IIpenapara ¢ Moudoil. Pexum no3upoBaHus
3aBUCUT OT CTEMEHU HapylleHUs (YHKIMU IOYEK, TSHKECTH MH(EKIMH U YyBCTBUTEIBHOCTH
MHUKpOOpranu3MoB. [Ipu c1aObIx UM yMEpEeHHBIX HapyIICHUSX (DYHKIMH MMOYEK HadalbHAas 1032
Ipernapara Takas e, Kak Ip1 HOpMaJbHOW (QyHKIUU TIOYEK.

PeKOMeHaVBMble noddep:)fcueaiomue 003bl ued)enwwa 6 3dsucumocmu om Kiupernca KkpeamuHura

npeodcmasiienvl 8 mabauye Huxce.

KJII/IpeHC KpC€aTHHHWHA IJId MYKUYHWH PaCCYHUTBHIBAIOT, UCXOOA U3 KOHLUCHTPALUKU CBIBOPOTOYHOI'O

KpeaTHHHHA IO CIIeAYIoeH GpopmyIie:

Macca Tena (kr) * (140—Bo3pacr)

Knupenc kpeatuHuHa (MJ1/MHH) = -
72 * CIBOPOTOYHbBIH KpeaTUHUH (Mr /1)

Knupenc kpeaTuHUHA 17151 )KEHILMH PACCUUTHIBAIOT 110 TOM ke hopmylie, ucnoibiys daxtop 0,85.

Knupenc PexoMeHiyemMble nojiep >KUBaroIIue 10361
KpeaTHHHHA
(MI1/MUH)
> 60 (oObIuHas 1032, KOPPEKTHPOBKA JT03BI HE TPEOyeTCsl)

2 rkaxnaele 8 U |2 r Kaxaele 12 4 1 rkaxnere 12 4 500 mr xaxzapie 12 9
30-60 2 r kaxnaele 12 u|2 T kaxaele 24 4 1 r kaxxaple 24 4 500 mr kaxkapie 24 4
11-29 2 r kaxnaple 24 4|1 r kaxxaele 24 94 500 mr kaxxawie 24 41 | 500 Mr kaxxapie 24 4
<11 1 r kaxxaele 24 1| 500 mr kaxxapie 24 9 | 250 mr kaxasie 24 4 | 250 Mr Kaxxnaeie 24 4
IMTamuentsr Ha|500 Mr xaxasle | 500 mr kaxasie 24 1 | 500 mr kaxasie 24 1 | 500 Mr kaxxawie 24 94
remoauanuse* |24 u

*I[JIH ManuCHTOB Ha reMoanain3e PCKOMCHAYCTCSA YMCHBIICHUC NO3bI IIpCIiapara: Irs HCpBBIﬁ

JACHD JICUCHUS U 3aTCM I10 500 mr KaXJbIC 24 gyaca B JACHBb IIPH BCCX I/IH(I)CKI_[I/ISIX, 3a UCKIIIOYCHHUECM
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cieayeT BBOAUTH MO OKOHYaHUU remoauainn3a. [lo Bo3MOKHOCTH Ipenapar cieayeT BBOAUTH B
OZIHO U TO K€ BPEMS KaXKIblil ICHb.
[Tpu remonuanu3e B TeUeHHE 3 4 U3 OpPraHU3Ma yJayusercs NpuoauzuTenbHo 68 % BBeAEHHON
JI03bI TIpernapara.
[Ipu HenpepbIBHOM aMOyJIaTOPHOM MEPUTOHEATHLHOM JAHAIIN3E TIpenapaT MOXHO UCIO0JIb30BaTh B
UCXOIHBIX PEKOMEHI0OBaHHBIX 103ax 500 Mr, 1 T uiau 2 T, B 3aBUCUMOCTH OT TsDKECTH MH(EKIINH,
C MHTEpBaJaMH MEXy BBEICHUSIMU — 48 4acos.
Tayuenmsi ¢ Hapywenuem ynKyuu neveHu
Koppekuust 10361 U1 MAIUEHTOB ¢ HApyIIeHHEeM (QyHKIIUHU TIeUYeHU HEe TPeOyeTCs.

eTH
Pexxum no3upoBaHus IS JIeTeld B BO3pacTe OT 2-X MECAIEB ¢ Maccoil Tena Oonee 40 xr npu
HOPMaIbHOU (DYHKIIUU TIOYEK HE OTIIMYAETCS OT PeKUMa JI03UPOBAHUS [Tl B3POCIIBIX.
Jlo3a s nereit He 0JIKHA MPEBbIIATh MAKCUMAaIbHYI0 PEKOMEHAYEMYIO 103y JJISl B3POCIBIX (2
T B/B, Kax/bie 8 4acoB). ONBIT BHYTPUMBIIIICYHOTO BBEJACHHUS ITPETapaTa JIeTSIM OrpaHHUYCH.
Jlemu om 2 mecsayes c maccoii mena 0o 40 ke
[Ipu wuHpekIMsIX MOYEBBIX MyTeH, HMHPEKIUAX KOXKH U MATKUX TKaHEH, MHEBMOHUU
pexomenayemast no3a cocraBisier S0 mr/kr kaxzasle 12 gacoB B teuenue 10 geir. B cmyuae
TSDKETBIX NH(EKIUH — KaX/IpIe 8 4acoB.
[TaruenTam ¢ peOpUIbHON HEUTPOIIEHUEH, CeNTHIIEMHEH, OaKTepUuaTbHBIM MEHUHTUTOM CIIEyeT
BBOIUTH 50 MI/KTI Kaxkable 8 yacoB B Teuenue 7—10 nqHel.
[IpoTrBOMOKa3aHO TMPUMEHEHHE Yy JeTed J0 2-X MecsleB, Tak Kak 0e30macHOCTh U
3¢ (PeKTUBHOCTh NMpUMEHEHUs redenuma y JeTel B ATOM BO3PAacCTHOM JWAaIa30HE Ha JTaHHBIN
MOMEHT HE YCTaHOBJIEHA. JlaHHbIE OTCYTCTBYIOT.
Hemu c napywenuem ¢hyHkyuu novex
JetsM mipu HapyIIeHHOW (PYHKIIMK TTOYEK PEKOMEHIYETCsl YMEHBIIICHUE J103bl UM YBEIIMUEHUE
WHTEpBaja MEX/y BBEICHHSIMH, KaK YKa3aHO BHIIIE B TaOIHIIE.

K.]'II/IpeHC Kp€aTHHHWHA BBIYUCIIACTCS IO CICAYIOIUM (I)OpMy.TIaMZ

0,55 * pocT (cM)

Knupenc kpeatununa (Mn/mun/1,732) = -
CbIBOPOTOYHBIN KpeaTUHUH (MT /A1)

nin

0,52x*pocT (cM)

Knupenc kpeatunusa (Min/Mun/1,73%) = 36

CBIBOPOTOYHBIN KpeaTUHUH (MT /A1)

Cnooco0 nmpuMeHeHus

[IpenapaTt npumMeHsieTcsl BHYTPUBEHHO (B/B), BHYTPUMBILIEYHO (B/M).
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XKHU3HU UHPEKIUIMHI, 0COOEHHO NPU YIpo3€ BOSHUKHOBEHHS CEMTUYECKOTO IIOKA.
WHCTpyKLMHU 110 IPUTOTOBIEHUIO JIEKAPCTBEHHOIO Mpenapara nepeji NpUMEHEHUEM CM. B pa3iese

6.6.

4.3. lIlpoTuBONOKAa3aHNUS
e [unepuyyBCTBUTENHHOCTh K HedenuMy, ealloCIOPUHOBBIM, TEHUIWIIMHOBBIM U
JIpyruM OeTa-JIaKTaMHBIM aHTHOMOTHKAM HJIH K JIFOOOMY M3 BCIIOMOTATEIbHBIX BEIIECTB,
MEepEUYUCIICHHBIX B pasaene 6.1.

e Jlerckuii BO3pacT A0 2 MECSIIIEB.

4.4. OcoOble ykazaHHusl U Mepbl NPEeJI0CTOPOKHOCTH IIPH IPUMEHEHUH

C 0CTOPOKHOCTEIO

Crnemyer Ha3HAa4aTh C OCTOPOXXHOCTBIO IMpPU 3a00JIEBAHMSX JKEITyOYHO-KHIIEYHOTO TPAKTa B
aHamHe3e (OCOOEHHO KOJIUT), MOYEYHOW HEJIOCTATOYHOCTH (KIMPEHC KpeaTHHHHa MeHee 60
MJI/MUH).

Oco0ble yKa3auus

[lpyu Hamuumu HaKTOpPOB, CHOCOOHBIX BBI3BATH HApylIeHHWE (YHKIMH TI0YEK, Tpelyercs
KOPPEKTHPOBKA J103bl Lie(henrMa C LENbI0 KOMIIEHCAUM YMEHBLIEHHOW CKOPOCTH BBIBEIECHUS
npenapara ¢ MO4od. PexxuM 03upoBaHUs 3aBUCUT OT CTENEHU MOYEYHOM HEAOCTAaTOYHOCTH,
TSKECTH HMH(EKIMH W YyBCTBUTEIBHOCTU MHMKpOOpraHu3MoB. [Ipu crnaObIX WM yMepeHHBIX
HapylIeHUsX (yHKIUU TOYEeK HadajgbHas J03a IpernapaTa Takas ke, KaKk IpU HOPMaIbHOUN
(byHKIMU ToYyeK. PHCK pa3BUTHS TOKCHYECKHUX peakiuil 0COOEHHO YBEIMUYUBACTCS y MOXKHIIBIX
NaIMEeHTOB ¢ HAPYIIEHHON (QyHKIMeN moyexk.

Bo BpeMs mocCTperucTpalliOHHOrO HaOmIoAeHHUS ObUIM 3aperuCTPUPOBAHbI  CIEAYIOIINE
Cepbe3Hble HE)XKENaTeNIbHbIE PeaklUy, B TOM YHCIE YTpOXarollhe >KU3HU WIM MPUBOJAAIIUE K
JeTaJbHOMY MCXO0AY: 3HUe(asonaTus (HapylueHHe CO3HaHMs, BKIIIoYasi CIIyTaHHOCTb CO3HAHMUS,
TaJUTIOLIMHAIIMM, CTYIOp, KOMa), MHOKJIOHYC, CYAOPOrHM U OeCCyAOpOXHBIM SMHIENTHYECKHMA
cratryc (cMm. pasgen 4.8). dakTopsl pUCKAa BKIIOYAIOT TOXWIOH BO3pacT, IOYEUHYIO
HEJ0CTAaTOYHOCTh, 3a00JIeBaHUs LIEHTPAJIbHON HEPBHOM CHUCTEMBbl U BHYTPUBEHHOE BBEJICHUE.
BonbmnHCTBO CilydaeB OTMEUalIuCh y MAIMEHTOB C MOYEYHOW HEIOCTaTOYHOCTHIO, KOTOPHIM HE
IIPOBOAMJIACH KOPPEKLUSA A03bl. TeM HE MEHee B HEKOTOPBIX CIlydasX HEWPOTOKCUYHOCTh
OTMEUaJIach y NAlMEHTOB, KOTOPBIM MPOBONIACH KOPPEKLIHS J03bl B 3aBUCUMOCTH OT CTEIIEHU
MOYEYHON HEIOCTAaTOYHOCTH. B OONBIIMHCTBE CIy4aeB CHUMIITOMBbI HEHPOTOKCHUYHOCTH OBLIN

06paTI/IMH M UCYEC3aJIM IOCIIC OTMEHEI ITpCriapara H/WJIU TOoCTIe IMPOBCACHUA IrEeMOaraIn3a. Ecmu

5
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OpeKpalleHu Tepanuu 1e(enuMoM WM KOPPEKTHPOBATh 103y Y MAlUEHTOB C TMOYEYHOMH
HEZ0CTAaTOYHOCTBIO.

Ilepen HayaioM Jie4eHUs CIENyEeT YCTAHOBUTHh HAJIMYME B aHAMHE3€ Yy MAMEHTA aJlJICPrUYeCKUX
peakuuii Ha nedenum, Apyrue 1nedanocrnopuHOBble aHTUOMOTUKY, IEHULIMIUINHEL U Ipyrue oera-
JaKTaMHbIe aHTHOMOTHUKH, a Takxke Ipyrux Gopm amnepruu. [Ipu npuMeHennn Bcex BUAOB Oera-
JAKTAMHBIX ~ AHTHOMOTHKOB  OTMEUAIMCh  CIAy4YaW  pPa3BUTUS  TOKEIBIX  PEaKIHi
TUIIEPYYBCTBUTEIBHOCTH, HMHOIAA C JIETalbHBIM HCXOoAoM. IIpu pasBurum amieprudeckou
peakuuu ClieyeT IPEKPaTUTh JICYCHUE IIPENapaTOM U IPEAIPHUHAT COOTBETCTBYIOIINE MEPBI.
[Ipy pa3BUTUU TSHKENION alepruyeckord peakuuu (Hampumep, aHaUIAKTUYECKOH peaxIiu)
HEIOCPEJCTBEHHO BO BpEMsl BBEACHMS IIpernapaTa MOXKET HOTpeOOBaThCs NPUMEHEHHE
snuHepUHA U APYToH MOAIEPKUBAIOILEH Tepanuu.

AHTHOMOTUKHU IrpyHIIbI 11e(aTOCIOPUHOB MOTYT ObITh IPUUUHOM J0KHOMOI0KUTEIBHON peakuu
Ha TJIOKO3Y B MOY€ B TE€CTaX, OCHOBAHHBIX Ha BOCCTAHOBJIEHMM MOHOB M€ (C pacTBOpamu
benenukra nnun ®enuara wian ¢ tabnetkamu KimHMTECT), HO HE B ()epPMEHTHBIX TecTax (C
IJIIOKO300KCHa301). B cBs3M ¢ 3TUM Ul onpeeneHusl INIOKO3bl B MOY€ PEKOMEHAyeTcs
OPUMEHSATH (PEPMEHTHBIE TECTHI C INIFOKO300KCH1a30M.

[Ipy Ha3HAUEHUU SMIUPUYECKOrO JEUEHUs HEOOXOJUMO MPUHMMATh BO BHUMAHHUE JIaHHBIE O
IpUOOpPETEHHOM YCTOWUYHBOCTH MHUKpPOOPraHU3MOB-BO30Y IUTEIIEH. Y eTon4MBOCTH
MHUKPOOPTaHU3MOB MOKET U3MEHATHCS C TEUEHHUEM BPEMEHH U reorpauueckoro MoJOKEHHS.
Jns uaeHTuUKaM MHUKPOOPTraHU3Ma-BO30YAMTENSI M ONpPEIeNeHUs] 4YyBCTBUTEIBHOCTH K
nedenumy cienyeT IpOBECTH COOTBETCTBYIOIIME TecThl. [ledenum MoKeT IpUMEHAThCSA B BUJIE
MOHOTEPANUU JlaXke A0 UJIESHTU(PUKALUU MUKPOOPTraHW3Ma-BO30OyAUTENS, TaK KaKk OH 00jaaaer
HIUPOKUM CIIEKTPOM aHTHOAKTEpUAILHOTO JIEHCTBHS B OTHOLICHMM T'PAMIOJIOXKHUTEIbHBIX U
IpaMOTPULIATENIBHBIX ~MHMKpoopraHusmoB. Ilpu pucke cMmemanHoW —a’poOHO/aHa’pOOHON
uHpeKkuuu (0COOEHHO KOrJla MOTYT MpPHUCYTCTBOBaTb HEUYBCTBUTENbHbIE K Ledenumy
MUKpPOOPraHu3Mbl) JieueHue npenapaToM Jlenedum B KOMOMHALIMY C TIPENapaToM, JeHCTBYIOIUM
Ha aHa’poObl, MOXKHO HAYMHATH 0 MJIEHTU()UKAUU BO3OYTUTENS.

[Tocne wpeHTUdUKAMKM BO3OYAMTENS W ONpPENENCHHs YyBCTBUTEIBHOCTH K aHTHOMOTHKaM
JICYEHUE CIIEAYET IIPOBOANUTH B COOTBETCTBUU C PE3yJIbTATAMU TECTOB.

Kak u mpum mnpuMeHEeHHWH [pyrux aHTUOMOTHKOB, JiedeHue mnpenaparoMm J[lenedum Moxer
IPUBOJUTH K KOJIOHM3ALIMU HEUYBCTBUTEIbHON Mukpodiopsl. [Ipu pazsutuu cynepundexunii Bo
BpeMs JIeYeHHs HE0OX0IUMO MPUHSATHE COOTBETCTBYIOIINUX MEP.

Clostridium difficile — accormmmpoBannas nuapes
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BO3HHMKHOBeHUe nmuapew, accouuupoBannoii ¢ Clostridium difficile (CDAD — Clostridium difficile-
associated diarrhea), koropasi MOKET MPOTEKATh KaK B JIETKOH (OpMe, TaK U B TSHKEIOH, BILIOThH
JI0 JIETAJIBHOT'O UCXO/A.

[Tpy BO3HMKHOBEHHMHM AMAPEN BO BPEMs JICUEHUS NIPernapaToM He00X0AUMO NOATBEPAUTh IUArHO3
CDAD. Craenyer TmarenbHO HaOIIOAATh 3a TAMEHTOM Ha rpeamet pazButusi CDAD, mockoibKy
PETUCTPUPOBAIUCH CIIyYaH €€ BOSHUKHOBEHUS CITyCTs 0oJiee IBYX MECSIIEB MOCIE MPEKPALCHHS
NpUMEHEeHUsT aHTUOMOTHKOB. [lpm momospenun wiam mnoarBepkaeHnn CDAD HeoOxomumo
IPEKpaTUTh NPUMEHEHHE AHTUOMOTHKOB, KPOME Te€X, KOTOpble HAa3HA4€Hbl Uil NOJAaBJICHUS
Clostridium difficile.

[IpumeHeHne mpenapaTroB, TOPMO3SAMIMX MEPUCTATBTHKY KHIICYHUKA, B JAHHON CHUTYaIllH

IIPOTHBOIIOKA3aHO.

4.5. B3anMojeilicTBMe C JAPYrHMH JIEKAPCTBEHHBIMHM IpenapaTramMu W JApyrue BH/bI
B3aUMO/AeCTBUS

[Tpu ogHOBpEMEHHOM MPUMEHEHUHU ledenuMa ¢ aMUHOTIIMKO3UJaMH TIOBBIIIEH PUCK Pa3BUTH
OTOTOKCHMYECKOTO M HePpOTOKCHUecKoro neictBus. I[loaTomMy mnpu mNpuUMEHEHHH JTOH
KOMOMHAIMH HE00X01uMO Ha0IItoIeHre 3a QYHKITHEH ITOYeK 1 OpraHa ciyxa.

[Tpu ofHOBpEMEHHOM IPUMEHEHUH JPYTUX 11e()aTOCTIOPUHOB C CHIIBHBIMU JUYPETUKAMH, TAKUMHU
Kak (pypocemua, coodmanocs 00 yBEIWYEHUH PHUCKa Pa3BUTHS HEPPOTOKCHUYECKOTO IEHCTBUS
nedanocnopuHoB. HeobOxomumo HabmogeHHe 3a (QYHKIHEH MOYeK MPU OJHOBPEMEHHOM

MMPUMCHCHUHA He(l)eHI/IMa C CUWJIbHBIMU ONYPCTUKAMHU.

4.6. ®epTHIBHOCTb, 0€PEMEHHOCTD M JAKTALMS

bepemeHHOCTD

AJIEKBaTHBIX M KOHTPOJUPYEMBIX KIMHUYECKUX HCCIEIOBAaHUN y OEPEeMEHHBIX KEHIIUH HE
npoBouiiochk. [Ipu OepeMeHHOCTH clieyeT MPUMEHSATh Mpernapar TOJbKO B TOM Ciydae, ecliv
npeanojaraemasi moJib3a Al MaTepu MPEeBbIIIAET MOTEHIUATBHBIN PUCK IS IO/,

JlakTanus

[lepenmmm oOHapyx)uBaeTcs B TPYIHOM MOJIOKE B OYE€Hb HU3KWX KOHIIEHTpanusx. B mepuon
TPYIHOTO BCKapMIIMBaHUS CJEAyeT MPUMEHSATh IMpenapar TOJAbKO B TOM Ciydae, €cCld
mpeJoiaraeMas rmoJib3a Jijisi MaTepu MPEeBhIIIaeT NOTEHIIMATBHBIN PUCK ISl peOCHKa.

DdepTUabHOCTD

B HCCIICIOBAHUAX HA KPBICAX HE OBLIIO OTMEUEHO BIIMSAHHUA HA (1)epTI/I.]'II)HOCTB. HaHHBIe O BJIIUSTHUN

Ha (EepTUIILHOCTD Yy JIOJEH MpU MPUMEHEHUH Lie(pernrMa OTCYyTCTBYIOT.
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(NMOCNEOOBATENEHOCTE 0006)

4.7. Bausinue Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMHU CPeICTBAMH H pPadoTaTh €
MeXaHU3MaMH

N3yuenune BnMaHUA Ledenrma Ha CIIOCOOHOCTh K KOHIEHTpAllMd BHUMaHHs HE IPOBOJMIIOCH,
OJIHAKO, YUYMTHIBasi BO3MOKHOCTb Pa3BUTHUS MOOOUYHBIX 3(()EKTOB CO CTOPOHBI LEHTPaTIbHOU
HepBHOﬁ CHUCTCMBI, CJICAYCT BO3ACPIKATHCA OT BOXKIACHHUA aBTOTPAHCIIOPTA U BBINIOJIHCHUA pa60T,

TpeOyIOIIMX NOBBILIEHHON CKOPOCTH IICHXOMOTOPHBIX PEAaKLIUi BO BPEMsI JICUEHHUS [IPENAPATOM.

4.8. HexkennaTesibHbIe peakunu

Pesrome npoduiist 6e3onacHocT

Hauboinee yacto orMevaroTcs H0O0YHBIE 3PPEKTH CO CTOPOHBI )KETYJOYHO-KUIIIEYHOTO TPAKTA U
JIJIepruYecKre peakluu.

TabanuHoe pE3IOME HEKENATEILHBIX PeaKIIUH

Hwxe nepeunciiensl 1o6ouHbIe 3()PEKTHI 10 OpraHaM ¥ CUCTEMaM B COOTBETCTBUU C UX YaCTOTOM:
oueHb vacto (> 1/10), wacto (> 1/100, Ho < 1/10), Hewacto (> 1/1 000, HO < 1/100), peaxo (> 1/10
000, Ho < 1/1 000), ouens peako (< 1/10 000), yacTora HeM3BeCTHA (HA OCHOBAHUH UMEIOIIIUXCS

JaHHBIX OOCHUTDH HeBO3MO)KHO).

CucreMHo-opranHblii kiacc | Yacrora HexenarenbHble peakuuu

I/IH(l)CKI_II/II/I N MHBA3WU Heuacto KaHI[I/II[OB CIIU3UCTON 000JI0YKH MTOJIOCTH

pTa, BaruHaJIbHbIC I/IH(i)eKHI/II/I

Penxo Kagnnnossl
Hapymenuss co croponsl |Hacto BerIceinanns Ha KOXe
MMMYHHOH CHCTEMBI Heuacro Oputema, KpaluBHULIA, 3y T
Penko AHadunakTuyeckue peakuun

YacroTa Hens3BecTHa | AHa(DUIAKTUYECKUIM IIOK, TOKCHUYECKUN
3MUEepMaIbHBINA HEKPOJIU3,
MyJIbTU(OpPMHAsT  3pUTEMA, CHUHIPOM
CruBenca-JI>xoHcoOHa,

aHFHOHCBpOTI/IquKI/Iﬁ OTCK

Hapymennss co  croponsl | Heuacro I'onoBHas 6onb
HEPBHOM CUCTEMBI Penxo Cynoporu, mapecTe3ud, JUCTEB3HH,
TOJIOBOKPYKEHHE




-
L

L
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YacToTa HEU3BECTHA

ry oy
i i

IR R S EOC To 00eT -

sHIIeanonaTus (HapylIeHHe CO3HAHUS,

BKJIFOYAst CIIlyTaHHOCTH CO3HaHU,
TAUTIONUHAIIMN, CTymop M KOMa),
MHOKJIOHYC, cyoporu U
OeccyI0pOKHBIN AMWICTITUICCKHH
CTaTyc
Hapymenuss co croponsl|Penxo Basomgunaranus
COCyI0B Yacrora HeusBecTtHa | KpoBoreueHus
Hapymenuss co croponsl|Penxo Onpika
JIbIXaTeIbHOMN CUCTEMBI,
OpraHOB TI'PYJHOM KIIETKH M
CPEIOCTEHHUS
KenynouHo-kunie4Hble Yacto Huapes
HapyLIEHUs Heuacro TomHoTa, pBOTa, KOMUT (BKIIOYAs
[ICEBJJOMEMOPAHO3HbIN KOJIUT)
Penko AOQnomMuHaNBHBIE 00JIH, 3a1TOP
Yacrora HensBecTHa | Hapymenus nunieBapeHus
Hapymiennst co  cropons! | Penko I'enuTanbHbIN 3y 1

KOXKH U IIOAKOXKHBIX TKaHEH

Hapymienuss co  cTOpOHBI
MOYEK U MOYEBBIBOISALINX

nyTen

YacToTa HEH3BEeCTHA

Iloueunas HEAOCTATOYHOCTD,

TOKCHUYCCKas He(l)pOHaTI/IH

Hapymennss co  cTOpoHBI
PENpPOAYKTUBHON CUCTEMBI U

MOJIOYHBIX XKCJIC3

Penxo

Baruuur

OO6mue HapyUIEHUS u |Yacro ®nedut B MecTe BBENICHUsI, 00Ih B MECTe
peaklMy B MECTE BBEJCHUS BBEACHUS
Heuacto [ToBbIIEHNE TEMITEpATYPhI U BOCHIAJICHHE
B MECTE BBEACHUS
Penko O3H00, U3MEHEHHUE BKYyCa
JlaboparopHsble u|Yacro [ToBbiIeHHE AKTUBHOCTU

HHCTPYMCHTAJIBHBIC JTaHHBIC

aJlaHMHaMUHOTpaHchepassl,

acrapraTaMHHOTpaHcdepassl, MEeT0THON
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O R O AR

aHeMHs, DO3MHOPHUIUS, YBEIMYCHHE
MIPOTPOMOUHOBOTO BpEMEHU W
YaCTUYHOTO TPOMOOTIIIACTHHOBOTO

BPEMEHHU

Heuacro [loBbiIEHME a30Ta MOYEBUHBI KPOBH,
KpeaTHHUHA CBIBOPOTKH,
TPOMOOLIMTONEHUS,  JICHKONEHUs U

HEUTPOIICHUS

Penxo JloxxHomonoxutensHas npoba KymOca

0e3 remonusa

Yacrora Hen3BecTHa | AIIacTHYeCKas aHeMus,
TCMOJINTUYCCKAA aHCEMUA,
arpaHyJolMTO3

*HecmoTpss Ha TO, 4YTO OOJBIIMHCTBO CIIy4ae€B OTMEUAJIUCh Y TMAIlUEHTOB C TOYECYHOU
HEJIOCTAaTOYHOCTHIO, KOTOpbIE TMONy4daid IedernuM B J03aX, BBIIIE PEKOMEHIOBAHHBIX, B
HEKOTOPBIX CIIy4asX HEUPOTOKCUYHOCTh OTMEYAJIaCh Yy IMALMEHTOB, KOTOPBIM IPOBOJMIIACH
KOPPEKLHUs J03bl B 3aBUCUMOCTH OT CTENIEHU ITOYE€YHON HELOCTATOYHOCTH.

Coo011eHne 0 mMoI03pEBAEMBIX HEXKEIIATEIbHBIX PEAKIIHIX

BaxxHo cooOmarb 0 MOJ03PEBAEMBIX HEXKENATENbHBIX pEaKUUsAX I0ClIe PETUCTpaluu
JIEKapCTBEHHOTO Iperapara ¢ Leliblo 00ecreyeHns HepepbIBHOIO MOHUTOPUHTAa COOTHOILICHUS
«T0JIb3a — PHUCK» JIEKapCTBEHHOIO Mpenapara. MenuIuHCKUM pa0OTHUKAM pPEKOMEH]yeTcs
cooluiaTe O JIIOOBIX MOJ03PEBAEMbIX HEXKENATENbHBIX PEeaKIMsIX JICKapCTBEHHOIO Ipernapara
YCpe3 HAIMOHAJIBHBIC CUCTEMBI COO6HIGHI/I$I 0 HCXKCJIATCIBHBIX PCAKIUAX IOCyAapCTB — YJICHOB
EBpazniickoro 5KOHOMHUYECKOTO COK3a:

Poccuiickas ®enepanus

DdenepanbHas cityx0a 1o Haa30py B cdepe 3ApaBOOXpaHEeHUs

Anpec: 109012, r. MockBa, CraBstHCKasl TUIOIIaab, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

OnekTponHas noyra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(pOpMAIIMOHHO-TEJIEKOMMYHUKALIMOHHOM ceTH «VIHTepHET»:

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

4.9. Ilepeno3npoBka
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CHUMIOTOMBI

OHuedanonarus (CIyTaHHOCTh CO3HAHUS, TAJUTIOIMHAIIMU, CTYIOpP, KOMa), MUOKJIOHUYECKUE
CyJIOpOTH, TIOBBIIIICHHAS] HEPBHO-MBIIICYHAs! BO30YIUMOCTb.

Jleduenue

CumnromaTtudeckoe. B ciydasx 3HaUNTEILHOTO MPEBBIIIEHUS PEKOMEHIOBAHHBIX 7103, 0COOCHHO

y MaIMeHTOB C HApYIIEHHON (PYHKIUEH MOUYeK, MOKa3aH reMOoJHau3.

5. PAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoauHaMHYeCKHE CBOMCTBA

dapmakoTepaneBTHUECKass Tpymnma: aHTHOAKTEpUAIbHBIE CpPEACTBA CHCTEMHOTO JEHCTBHUS;
npyrue  Oera-TaKTaMHBIE aHTHOAKTepHANbHBIE CpPEACTBA; 1e(aTOCTIOPHHBI  YETBEPTOTO
HOKOJICHHSI.

Kon ATX: JO1DEO1.

Mexanuswm neiicteus U hapMmakoauHamuueckue 3O deKThI

[edanocnopunoBenii antuOuotuk IV mokonenwms. llepenmm momaBmsier cuHTE3 OEITKOB
KJIETOYHOM CTEHKH OakTepuu, O0JIaJaeT MIMPOKUM CIEKTPOM OaKTepUIIUIHOTO JICUCTBUSA B
OTHOIICHUU PA3IUYHBIX TPAMIIOJIOKUTEIbHBIX U IPaMOTPULIATENBHBIX OaKTepUil, B TOM YHUCIE
OOJNBPIIMHCTBA INTAMMOB, PE3UCTEHTHBIX K aMUHOTJIMKO3WAAM WIN 11e(aJocropuHOBEIM
AHTHOMOTUKAM TPETHEro IMOKOJICHHs, TAKMM Kak nedTasuauM. Lledenrm BBICOKO yCTOWYMB K
THJIPOIN3Y OOJNBIIMHCTBOM OeTa-lakTaMas, o0aJaeT MallbIM CPOJCTBOM B OTHOLICHMM OeTa-
JaKTaMas, KOAMPYEMBIX XPOMOCOMHBIMHM I€HaMHU, U ObICTPO MPOHHMKAET B IPaMOTPHUIIATEIbHbIE
OakTepuaIbHbIC KICTKH.

Joka3zaHo, 4yto nedgenum o6JagaeT O4eHb BBICOKMM CPOJCTBOM K MEHULMIIINH-CBA3BIBAIOLIEMY
6enxy (IICB) tuna 3, Beicokum cpoactBoM — k IICh tuna 2, u ymepennsiM cpozactsom — k I[1Ch
tunos la u 16. ledenum oka3piBaeT GakTepUIMIHOE JISHCTBHE B OTHOIIEHUH HIMPOKOTO CIIEKTPa
OaxTepuil.

[IpenapaT akTHBEH B OTHOILLIEHUH CIEAYIOLIUX MUKPOOPTaHU3MOB:

I'pamnonoscumensvHuie aspoodvl:

Staphylococcus aureus (Bkirovas mTaMMbl, TPOAYIHpYOIIUe Oera-nakramasy); Staphylococcus
epidermidis (Bkito4as IMITaMMbI, OPOAYLHUpYOIKE OeTa-lNaktamasy); JOpyrde IITaMMBbI
Staphylococcus spp., Bxmouast Staphylococcus hominis, Staphylococcus saprophyticus;
Streptococcus pyogenes (ctpentokokku rpymmbsl A); Streptococcus agalactiae (ctpenTokokku
rpynmbel B); Streptococcus pneumoniae (Bkjrodas IMITaMMBI CO CPEIHEH YCTOWYMBOCTBIO K

MEeHUIWUTMHY — MUHUMAaJIbHas oAaBIsitonas Konentpamus ot 0,1 mo 1 mxr/mn); npyrue 6era-
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remosiutrueckue Streptococcus spp. (rpymmsi_C, G'@‘):S]r:ea’(oéb“cz

Staphylococcus spp. rpymmesr Viridans.

[Tpumeuanue: OOJBIIMHCTBO IITAMMOB SHTEPOKOKKOB, Hampumep, Enterococcus faecalis, wu
CTa(l)I/IJ'IOKOKKI/I, PE3UCTEHTHBIC K MCETHUOUIUINHY, YCTOﬁHHBBI K HeﬁCTBHIO OOJIBIIIMHCTBA
11e(haToCIOPUHOBBIX AHTHOUOTUKOB, BKJIFOUAs 1€ EITUM.

I'pamompuyamenvHvle aspoodwl:

Acinetobacter calcoaceticus (mommrammber — anitratus, lwoffii); Aeromonas hydphila;
Capnocytophaga spp., Citrobacter spp., skmouas Citrobacter diversus, Citrobacter freundii,
Campylobacter jejuni; Enterobacter spp., Bkmrouas Enterobacter cloacae, Enterobacter
aerogenes, Enterobacter sakazakii; Escherichia coli; Gardnerella vaginalis; Haemophilus
ducreyi; Haemophilus influenzae (Bkiouass OeTa-akTaMa3oNPOIYIUPYONIHE ILITAMMBI);
Haemophilus parainfluenzae; Hafnia alvei; Klebsiella spp., sxmouas Klebsiella pneumoniae,
Klebsiella oxytoca, Klebsiella ozaenae; Legionella spp.; Morganella morganii; Moraxella
catarrhalis (Branhamella catarrhalis) (Bkirouass Gera-makramMa3onpoaylUpPYONIUE ILITAMMBI);
Neisseria gonorrhoeae (Bxitouast OeTa-imakTomasonpoayuupyomme mrammbl); Neisseria
meningitidis; Pantoea agglomerans (panee usBecTHbIM Kak Enterobacter agglomerans); Proteus
spp., Bkmoyas Proteus mirabilis, Proteus vulgaris; Providencia spp., Bkmrouas Providencia
rettgeri, Providencia stuartii; Pseudomonas spp., Bximouas Pseudomonas aeruginosa,
Pseudomonas putida, Pseudomonas stutzeri; Salmonella spp.; Serratia Bxirouas Serratia
marcescens, Serratia liquefaciens; Shigella spp.; Yersinia enterococolitica.

[IpimMeuanue: 1edenuM HEaKTHBEH B OTHOIICHHHM MHOTHX IITaMMOB Stenotrophomonas
maltophilia, panee u3BecTHbIX Kak Xanthomonas maltophilia u Pseudomonas maltophilia.
Anaspobwt.

Bacteroides spp.; Clostridium perfringens, Fusobacterium spp., Mobiluncus spp.,
Peptostreptococcus  spp.; Prevotella  melaninogenica (u3BectHbiii  kak  Bacteroides
melaninogenicus); Veillonella spp.

[Mpumeuanue: nedenum HeakTHBeH B oTHomeHuu Bacteroides fragilis u Clostridium difficile.

5.2. apmakoknHeTHYECKHE CBOHCTBA

AOGcopOnus

Cpennue KOHIIEHTpauu rnedenumMa B Tia3Me KPOBH B3POCIIBIX 3I0POBBIX MYKYHH B Pa3INYHBIC
CPOKH IOCJ€ OJHOKPATHOIO BHYTPUBEHHOrO BBeAeHMs B TeueHue 30 MUHYT A0 12 yacoB u

MakcuManbHas KoHIeHTpaust (Cmax) IPUBEIEHBI B TAOIHUIIE.

12



COOTBETCTBYET ZKCNEPTHOMY OTUETY

o1 06.05.2026 Nz 9145
Tlosa 054 T 24 4 TR UBHETRHGAUL TE @ulG)
nedenuma (MKr/mi)
500 mr B/B 38,2 21,6 11,6 5,0 1,4 0,2 39,1+ 3,5
lre/B 78,7 445 24,3 10,5 2,4 0,6 81,7+5,1
2 B/B 163,1 85,8 44 8 19,2 3,9 1,1 163,9 +£ 25,3

[Tocie BHYTPUMBIIIEYHOTO BBEICHUS 11e(DEITUM BCACBIBACTCS MOJIHOCTHIO.
Cmax M BpeMmsl JOCTHXKEHUSI MakcuMallbHON KoHUeHTpauuud (Tmax) mocne oIHOKpaTHOro

BHYTPHUMBIIICYHOI'O BBEACHHA ITPUBCACHBI B Ta6J'II/II_[e.

Jlosa 0,54 la 24 49 8 u 124 Crmax Tmax

uedenuma (MKr/mu) (4)

500 mr B/M 8,2 12,5 12,0 6,9 1,9 0,7 139+34 | 1,409

1re/™m 14,8 25,9 26,3 16,0 4.5 1,4 29.6+4.4 1,6 £0,4
2 rB/M 36,1 49,9 51,3 31,5 8,7 2,3 57,5+9,5 1,5+0,4
Pacupenenenue

TeparneBTUYeCKUE KOHIICHTpAIMHU Iedernnma OOHAPYKUBAIOTCS B CICAYIOMUX JKUIKOCTIX U
TKaHSX: MOYE, JKEJIUH, IEPUTOHCATHHOMN, OyJIJIC3HOM KUIAKOCTH, CIM3UCTON 000109Ke OPOHXOB,
MOKpPOTE, IMpOocTaTe, alleHINKCe M KeIyHoM Imy3bipe. CBs3piBaHue nedenuma c Oenkamu
CBIBOPOTKH KPOBH COCTaBIISIET B cpeaHeM 16,4% 1 He 3aBUCHUT OT KOHLIEHTpAlLlUU Ipernapara B
CBIBOPOTKE KPOBH.

buorpancdopmarms

Llepennm MeTabonuzupyercs B N-METHIIUPPOIUINH, KOTOPBIA OBICTPO MPEBPAIIAETCS B OKCHT
N-MeTHInupponuanHa.

OJIUMUHAINS

[ledennum BBIBOAUTCS MPEUMYILIECTBEHHO IOYKaMHU, IyTeM KIyOOuKoBOM ¢uimpTpanuu
(moueuHbIi KnIMpeHc cocTaBiser B cpeaHeM 110 wmu/muH). B Moue oOHapyxkuBaercs
npubsnusutensHo  85% OT BBENEHHOM [103bl HEW3MEHHoro uedenuma, MeHee 1% N-
METHUIIUPPOINANHA, OKoJo 6,8% okcuma N-meTwnmupponuauHa w okoyo 2,5% smumepa
nedenuma.

[Tocne BBeaeHus 103 oT 250 Mr mo 2 r mepuoja MOMyBbIBEASHHs IedenuMa U3 OpraHu3Ma
COCTaBJISIET B CpeTHEM OKoJI0 2 yacoB. OOumii kupeHc cocrasisieT B cpeaneM 120 mu/muH. [pu
BHYTPHUBEHHOM BEJE€HUHU Iledenrma 370pOBbIM J00pOBOJIbIAM B J103€ 2 T' KaXKJble 8§ 4acoB B
TeueHue 9 Hel KyMyJsIuy He HaOJIF01aIoCh.

IToyeyHast HETOCTATOYHOCTD
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[lepyon mosyBBIBEICHUSI U3 OpraHu3Ma MpH II YeyHoii' gé}éé{%ﬁ%;ﬁgcgﬁ%%ﬁllﬁelr& :II'IDI/I

3TOM HaOJIoAaeTcsl JMHEHHass 3aBUCHMOCTh MEXAYy OOIIMM KIMPEHCOM U KIMPEHCOM
kpeatuHuHa. [lpy TSOKENBIX HapymIeHUSX (YHKUUHU MOYEK, TPEOYIOUIMX MPOBEICHHUS CEaHCOB
JaJIA3a, epUoJ MOIYBBIBEICHMS COCTABIIAET B cpenHeM 13 yacoB npu remoguanuse u 19 gacos
[P HENPEepbIBHOM MEpUTOHEaNbHOM auanuse. Ilpu HapymeHHON (QyHKUIuM modek Tpeldyercs
KOPPEKTHPOBKA J103bI.

IIeueHouHas HEAOCTATOYHOCTD

®apMaKkOKMHETHKA LiepenrMa y MalueHTOB C HApYIIEHHOW (yHKIMEH MeYeHU He U3MEHSETCS.
KoppekTupoBka 10351 17151 TAKKX MAIUEHTOB HE TpedyeTcsl.

[TanmeHThI OYKMJIOT0 BO3pacTa

[Tocne oqHOKpPaTHOTO BHYTPUBEHHOTO BBeIeHUS | T mepernmma 310poBbIM 100pPOBOJIBLIAM CTapIIIe
65 nmeT 0TMevanoch YBETUYECHUE TUIOIIAIU M0 KPUBOM 3aBUCUMOCTH «KOHIICHTPAIUS — BPEMSD»
(AUC) u ymMmeHbllIeHHE TTOYEYHOTO KIMPEHCa [0 CPABHEHHIO C MOJIOIBIMH J00poBobLamMu. [Tpu
HapyIIEHHON (YHKIUH IMOYEK MaIllMeHTaM CTapuIero Bo3pacTa TpeOyeTcs KOpPEKTUPOBKA JIO3HI.
eTu
®dapMakoKHHETHKA LeernrmMa uccieoBanach y eTeil B Bo3pacte oT 2 Mecsues 10 11 et mocne
OJIHOKPATHOT'O BBEICHHUS J103bI 50 MI/KT MacChl Te€Jia BHYTPUBEHHO WJIM BHYTPUMBILIEYHO, a TAKKE
MOCJI€ MOBTOPHOTO BBeNeHUA nedenuma (Kaxasie 8—12 yacoB, B TeueHHE HE MeHee 48 4acoB).
[Tocne ogHOKPATHOTO BHYTPHUBEHHOTO BBEICHHS OOIIMH KIMPEHC M O0BEM pacIpenesieHus
coctaBysiiu 3,3 mu/mun/kr u 0,3 51/kr, cooTBeTCTBEHHO. [lepron nosyBbIBEeCHNS U3 OpraHu3Ma
coctaBisil B cpenHeM 1,7 wyaca. BriBeneHue nedennMa B HEM3MEHEHHOM BHUJE IMOYKAMHU
coctapisio 60,4% oT BBEZEHHOMN J03bl, a TOYEYHBIN KIUPEHC — B cpeAHeM 2,0 MJI/MHUH/KT.
[Tocie MHOTOKPAaTHOTO BHYTPUBEHHOTO BBEJCHHS KOHIICHTpalus edennMa B Iia3Me KpoBU B
PaBHOBECHOM COCTOSTHHH, a TaKxke JApyrue (papMakOKMHETHUECKUE NapaMeTphl HE OTINYAINCh OT
TAaKOBBIX IIOCJIE€ OJHOKPaTHOTO BBeAECHMsA. Bo3pacT M 1OJA NAIMEHTOB HE OKa3bIBAIU
CYIIECTBEHHOT'O BJIMSHUS Ha OOIIMH KIMPEHC  00BeM pacripeeseHus], C y9eTOM TOMPaBKH Ha
Maccy Tena.
[Tocne BHYTPUMBIILIEUHOTO BBEACHUS MAaKCUMaJIbHAs KOHIIEHTpauus Ledenuma B IiasmMe KpoBu
B PaBHOBECHOM COCTOSIHMM COCTaBJIsUIa B CpeiHEM 68 MKI/MII M locTuraiach B cpeanem 3a 0,75
yaca. Yepe3 8 4acoB mocje BHYTPUMBIIIEYHOTO BBEJACHHS KOHIIGHTpAIlUU IedenuMa B Tia3Me
KPOBH COCTaBIISIM B cpenHeM 6 MKr/mul. AOcomroTHas OMOJOCTYHNHOCTH Iedenuma mocie
BHYTPUMBIIIEYHON MHBEKIUHU COCTABIIsIA B cpeaHeM 82%.
Konyenmpayuu yegpenuma 6 cnurnnomos2o6oti scuoxkocmu (CMIK) u 6 niasme kposu y demeiti ¢

6a7<mepuaﬂbelM MEHUH2UNOM
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SKCTIEPTHOMY OTUETY

05 202 9145
Bpewmst (uachr) Konnentpauus B miazme | K OHILIEHTPAIUS B %TU['}E TE 6THDﬁfe i ' 18]
MOCJI€ BBEACHUS (MKT/MuT)** (MKr/miT) ** KOHLIeHTpauu B

CMXX/nmna3ma kpoBu™*

0,5 67,1 £512 5,7+0,14 0,12+0,14
1 44,1+ 7.8 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+28 1,02 + 0,64

** gospacT marueHToB: 3,1 mecsna — 12 ner, cpenanmii Bo3pact: 3 roga. Jloza nepenuma 50 Mr/kr
MAacchl TeJia IPU BHYTPUBEHHOM BBEJICHHH B TeueHHUE OT 5 10 20 MUHYT KaXKble 8 4acoB.
Konnenrpanuu B mnazme 1 CMXK onpenensiiuce B KOHIIE BBEACHUS HA 2 WK 3 JI€Hb JICUCHUS

nedenumom.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. Ilepeuenb BCIOMOraTe/ibHbIX BellleCTB

ApruHuH.

6.2. HecoBMecTMOCTH

HecoBmectnm ¢ pacTBopoM MeTpoHHa307a (Iepes BBEACHUEM pacTBOpa METPOHHUIA30a s
npoUIaKTUKU UHQEKIUI IpH MPOBEIEHUN XUPYPTUYECKUX BMEIIATENIbCTB CIEAYET MPOMBITh
MH(Y3UOHHYIO CUCTEMY OT pacTBopa Iedenuma). Bo nu3bexxanue BO3MOXKHOTO JEKApPCTBEHHOTO
B3aMMOJICHCTBHS C APYTUMHU IMpenapaTaMu, pacTBOpHI Iedenuma (Kak U OOJBIIMHCTBA JPYTHX
Oera-lmaKkTaMHBIX AHTHOMOTHKOB) HE JIOJDKHBI BBOJWUTHCA OJHOBPEMEHHO C pacTBOpaMU
BaHKOMUIIMHA, T€HTaMUIMHA, TOOpaMullMHA, HeTwiIMuuuHa. [Ipm nmpumenenun uedenuma c
MIEPEYUCIICHHBIMH MpenapaTaMu ClielyeT BBOAUTh KaXKbIi aHTUOMOTUK OT/IEIHHO, HE CMEIITUBAs
UX B OJIHOM IITPHIIE WK OJHOM uH(y3uoHHOU cpene. [Ipu BHYTprBEHHOM BBEJICHUH LIepenuM U
JIpyrue aHTHOMOTHKH PEKOMEHIYETCs BBOJUTH Pa3leibHO, JIMOO COONIIOMast OMpeneseHHYIO
IIOCJICIOBATCIIBHOCTh C OHpeJIe.]'IeHHBIM BpeMeHHI)IM I/IHTepBaJ'IOM M@)K)Iy BBCACHUSIMU, J'II/I6O
4yepe3 OTJeIbHbIe BHYTPUBEHHBIE KATETEPHI.

JlaHHBII JEeKapCTBEHHBIM MpernapaT HE CJeAyeT CMEIIMBaThb C JAPYTMMH JIEKapCTBEHHBIMU

npenaparamMu, 3a UCKJIHOUYCHUEM YIIOMAHYTBIX B pa3aciic 6.6.

6.3. Cpok rogHocTu (CpOK XpaHeHus1)

3 rona.
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(MOCNEQOBATENEHOCTE 0006)

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NIPH XPAHECHUHU

XpaHuTh B 3aIIUIIEHHOM OT CBETa MECTE MPH Temiieparype He Boie 25 °C.

6.5. Xapakrep M coaepkaHue NePBUYHON YIIAKOBKH

IIepBuuHas ynakoBKa JIEKapCTBEHHOI'O IIpenapara

[To 0,5 r; 1,0 1; 2,0 T mpenapara Bo (nakonsl Tuma [ BMectumocThio OT 10 Mi 1o 20 mut u3
0ecLBETHOIO MpPO3PAayHOro CTEKJIA, TIEPMETHUYHO YKYIOPEHHbIE PE3MHOBBIMU IPOOKaMH,
00XaThIMM ~ QTIOMMHHUEBBIMU  KOJIMAa4YKaMM C  INPEIOXPAHUTENIBHBIMU  ILIACTMAcCOBBIMU
KpBILLIEYKaMHU.

Ha xaxnprii (nakoH HAKIEWBAIOT 3TUKETKHM M3 OyMard STUKETOYHOW WIIM THCYEH, Wi U3
IIOJIMMEPHBIX MaTEPUAIIOB, CAMOKIIESIIIUECS.

BropuuHas ynakoBKa JISKapCTBEHHOI'0 Ipenapara

[To 1 ¢nakony c mpemaparom BMECTe ¢ MHCTPYKIHMEH MO MPUMEHEHHIO MOMEIIAIOT B MAYKy M3
KapToHa JIJIsl TOTPEOUTENbCKON Taphl. Ha mauky MOKET HaKJIEUBAThCS STUKETKA C MApKUPOBKOM
U3 Oymard STHKETOYHOH WJIM THCYEH, WM M3 IOJUMEPHBIX MAaTepualioB, CaMOKJIESIIAsCs.
JIOTIOTHUTEBHO Ha MTAYKy MOTYT HAaKJIEUBATh O/IMH WJIH JIBa TPO3PAYHBIX (PUKCUPYIOIIUX CTHKEpa
N3 IMOJIMMCPHBIX MAaTCPUAJIOB.

ITo 5, 10, 25, 50 ¢pmakoHOB € MpemapaToM BMECTE C HHCTPYKIHEH MO MPHUMEHEHHIO TIOMEIIAIOT B
KOpOOKY U3 KapTOHa ¢ MEeperopojkaMu Ui NoTpeOuTensckoil Tapsl. Ha kopoOKy HakienBaroT
TUKETKY M3 OyMard OSTHUKETOYHOM WM TMHCYed, WIM U3 IOJUMEPHBIX MaTepuaos,
CaMOKJIESIIytocs. J{OTONHUTENbHO Ha KJamaH KOpPOOKM MOTYT HaKJIEWBaTh IPO3PAvHBINA
(buKCHPYIOINN CTUKEDP U3 MOJIUMEPHBIX MAaTEPHAJIOB.

ITo 10, 25, 50 ¢nakoHOB ¢ MpenapaToM U paBHBIM KOJIMYECTBOM MHCTPYKLIMN 1O MPUMEHEHUIO
MOMEIIAI0T B KOPOOKY M3 KapTOHA C IePeropoiKaMHu il MOTPeOUTENbCKOM Tapbl (yIIakoBKa JJis
cranmoHapoB). Ha kopoOKy HakJIEeUBAaIOT STUKETKY M3 OymMaru STUKETOUYHON WJIM TMTUCYEH, WIIN U3
MOJIMMEPHBIX MAaTCpruaaioB, CaMOKICAIIYIOCH. I[OHOJ'IHI/ITGJ'II)HO Ha KJallaH KOpO6KI/I MOT'yT

HaKJICUBATb HpOSp&‘-IHLIﬁ (I)I/IKCI/IPYIOH_IHﬁ CTHUKCP U3 IMOJIMMCPHBIX MAaTCPHUAJIOB.

6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH TPH YHUYTOKEHHMH  MCIOJb30BAHHOIO
JIEKAPCTBCHHOI'0 npemapara HJIN 0TX0/10B, MOJIYYC€HHBIX mnmocJjie NMPpUMEHECHUSA
JIEKAPCTBEHHOI'0 NMPenapara, v Apyrue MAaHUILYJISIIUN ¢ IPenapaToM

HMHCTPYKIIUM 10 IPUTOTOBISHUIO JIEKAPCTBEHHOI'O IIpenapara nepe IpuMeHEHHEM

IIpucomosnenue pacmeopa 0151 6HYMpPUBEHHO20 86€0€HUS

[Ipenapar pacTBopsroT B S wiu 10 MiT1 CTEpUITbHOM BOJIBI 1711 MHBEKIINMA, 5% pacTBOPE NEKCTPO3bI
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n 0,9% pacTBope HaTpus XJIOpUAa s MHBEKIMH, KaK VI'(EQQ&OE%&&HEEQM%E%& 'ﬁﬂ"u'e, U

BBOJAT B TeUeHHE 3—5 MHUHYT JMOO HEMOCPEACTBEHHO B BeHy, JHOO B cuUCTEMY s
BHYTPUBEHHOI'O BBEJICHMS, 4€pe3 KOTOPYH) B OpPraHM3M IALUEHTa IIOCTYIIaeT COBMECTHUMBIN
pacTBOp 711 BHYTPUBEHHOT'O BBE/ICHUS.

IIpucomosnenue pacmeopa 015 HYMpUGEHHOU UHDY3UU

[TpuroToBneHHBI pacTBOpP (CM. BBIIIE) MEPEHOCAT B HH(Y3MOHHBIM COCYd C JOpYTHMHU
COBMECTHMBIMH PAaCTBOPAaMH JIsi BHYTPHUBEHHBIX MH(Y3UH (CM. HH)KE) M BBOIAT B TCUCHHE HE

MeHnee 30 MUHYT.

Buytpusennoe | O6bem pactBopa it | Ilpubnusurtensusiii o0beM | [Ipubnnsurenshas
BBEJICHHE pasBezeHus (M) MOJTyYEeHHOTO pacTBOpa KOHIICHTpaLUs
(M) nedenuma (Mr/mi)
0,5r 5 5,7 90
It 10 11,4 90
2r 20 22,8 90
PactBopel mpemapata ¢ KoHmeHTpamued 140 Mr/Mi COBMECTHMBI CO  CICAYIOIIUMU

napeHTepanbHbIMu pactBopamu: 0,9% pacTBop HaTpus xjiopuaa sl uHbekuuil; 5% wim 10%
pacTBOp ACKCTPO3bI Il UHBEKLUN; 1/6 M pacTBOp HaTpHs JIaKTaTa JUIsl UHBEKIUH, pacTBOp 5%
nekcrposbl ¥ 0,9% HaTpus Xjaopuaa Juid HHbEKUUI; pacTBop Punrepa nakrar.

Brympumwviueunoe seeoere. J03a a0 1 T MOkeT OBITh BBCACHA B BUJIC OILHOKpaTHOfI HNHBCKIINH.

MaxkcuMmanbHyto 103y (2 T) cielyeT BBOJUTh B BUJE JIBYX HHBEKIUI B pa3HbIE MeCTa.
Ilpucomosnenue pacmeopa 0151 HYMPUMBIULEYHO20 B8EOEHUS

[Ipenapar pacTBOPSIOT B CTEPUIBLHON BOJE NIl MHBEKIHH, 5% pacTBope nekcTpossl uiu 0,9%
pacTBOpe HATpus XJOpHUJa /I WHBEKIHMH, OaKTepUOCTaTHUECKOW BOJAE ISl UHBEKIUN C

napabeHamMu uiu 6eH3uI0BbIM ciupToM, 0,5% umu 1% pacTBope JIMoKanHa, Kak yKa3aHO HIKe

B Ta0nuIe.
BryTtpumsleunoe O6beMm pactBopa | [Ipubnusutensuelii 00beM | [IpubausurenbHas
BBEJICHUE JUIS pa3BeeHUs] | MOJyYEHHOTO pacTBopa KOHLEHTpalus nepenuma
(M) (M) (Mr/™mm)
0,5r 1,5 2,2 230
It 3,0 4,4 230

Kak 1 Bce pacTBOpHI ISl MAPEHTEPAIBHOTO MPUMEHEHUS, NEpe]l BBEJEHUEM IPUTOTOBJICHHbBIE
pacTBOpHI Mpemnapara CIeAyeT MPOBEPUTh HA OTCYTCTBUE BUIMMBIX MEXaHHUYECKUX BKIIOUCHHII.
B npotuBHOM ciydae 3anpeniaeTcsi uCIojab30BaTh MPUTOTOBIECHHBIA PACTBOP.

HpI/I XpaHCHUHN TIOPOLIOK H HpHFOTOBHeHHBIﬁ pacTBOp MOr'yT INOTEMHCTH, UTO HC BJIMACT Ha

17



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 06.05.2026 N= 9145

(NOCNEQCBATENEHOCTE 0006)

AKTUBHOCTH U KQ4YCCTBO IIpCriapaTra.

[ledenrum B yka3aHHOM KOHIICHTPALIUHA COBMECTUM CO CJICAYIOUIMMHU PACTBOPAMH:

KoHuenrpanuu Ha3panue/koHUeHTpanus HNH}py3noHHBI pacTBOp
nedenuma APYIoro npenapara B CMecH
40 mr/mi AMuKanuH 6 Mr/Mi 0,9% pacTBOp HaTpusi XJIOpHAA

uiu 5% pacTBOpP AEKCTPO3bI

40 mr/mn Awmrutiamie 1 mr/mo 5% DacTBOD TEKCTDORBI
40 mr/mn AmnumuiaH 10 Mr/mn 5% pacTBOp AEKCTPO3BbI
40 mr/mi AwmrunuuiaH 1 Mr/mo 0,9% pacTBOpP HaTPUs XJIOPUAA
40 mr/mn Awmnununas 10 mr/mi 0,9% pacTBOp HaTpus xJopuaa
4 mr/mn AwmnununaH 40 Mr/mi 0,9% pacTBOp HaTpus xJopuaa
4-40 mr/m Kiuagamummsa 0,25—6 Mr/min 0,9% pacTBOp HaTpus XJIOpUAA

i 5% pacTBOpP IEKCTPO3EI

4 mr/mi I'emapun 10-50 EJI/mun 0,9% pactBOop HaTpus XJopuaa

unu 5% pacTBOpP AEKCTPO3BI

4 mr/mMn Kanus xmopua 10—40 mMaks/1 0,9% pactBop HaTpHs XJIOpHIA

unu 5% pacTBOpP AEKCTPO3BI

4 Mr/mn Teodwmmun 0,8 mr/mn 5% pacTBOp AEKCTPO3BI

Yuan3anms

Hert ocoObix TpeboBaHUM K YTUIH3ALINH.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS
Poccuiickas ®enepanus

AO «DapmacuHTes»

664007, Upkytckas o6i., r. UpkyTck, yi. KpacHorBapaetickas, a. 23, opuc 3
Ten.: +7 (3952) 55-03-55

Anpec a1ekTpoHHOM mouTsl: info@pharmasyntez.com

7.1. IlpeacraBure/ib AepKaTessi peruCTPAlMOHHOIO YA0CTOBEPEHUS

[Iperen3un HOTD66I/ITCJICI71 HalnpasJATH 110 aApECy:

Poccniickas @enepanvs

AO «DapmacuHTe3»
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664040, r. UpkyTck, yu. P. JlrokcemOypr, 1. 184

Ten.: 8-800-100-15-50

Anpec 31ekTpoHHOM ouThl: info@pharmasyntez.com

8. HOMEP PET'UCTPAIMOHHOI'O YAOCTOBEPEHUA

9. IATA NMEPBUYHOM PETMCTPAIIMHA (IIOATBEPXKJIEHUS PETMCTPALIMU,
INEPEPETUCTPAIIN)

JlaTa nepBoi perucTpanuu:
10. JATA MIEPECMOTPA TEKCTA
OO0mmast xapakTepHuCcTHKa JIKapCTBEHHOro Tipernapara Jlenedum qoctymaa Ha HHOOPMAITMOHHOM

noprane EBpa3uiickoro 3KOHOMHUYECKOT0 CO03a B MH(POPMAIlMOHHO-KOMMYHUKAIIUOHHONW CETH

«Hurepuer» https://eec.eaeunion.org/
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