COOTBETCTBYET 3KCMEPTHOMY OTUETY
ot 02.07.2025 N2 16410

OBIIASI XAPAKTEPUCTHKA JIEKAPCTREAHOTOTIPEITAPATA

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O IIPEITAPATA

Ledrasunum-Buan, 1 r, mopomok aiasi MNPUTOTOBIEHHUS pPAacTBOpa MJii BHYTPUBEHHOTO U

BHYTPHUMBIIICYHOI'O BBEACHHUA

2. KAUECTBEHHbBIN M1 KOJIMYECTBEHHBIN COCTAB

JeticTByro1ee BemecTBo: nedrazuaum.

[edrasuagum-Buan, 1 T, mMOpOmIOK Ui TPHUTOTOBJICHHS pAacTBOpa JJii BHYTPUBEHHOTO U
BHYTPUMBIIIICYHOTO BBEICHUSI.

Kaxxnprit dakon comepxut 1 1 riedrasuauma (B BUAC MIEHTaruapara).

BcnomoratenbHble BeliecTBa, HAIMYUE KOTOPBIX CIEAYET YUYUTHIBATh B COCTABE JIEKAPCTBEHHOTO
npenapara: HaTpuid (cM. pazaen 4.4).

[TonHbIN IepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAA ®OPMA

HOpOHIOK AJIA IPUTOTOBJICHUA paCcTBOpa AJId BHYTPUBCHHOI'O 1 BHYTPUMBIIICYHOI'O BBCACHUA

[TouTu Gemnblii UK >KEATOBATHINA KPUCTAIITUIECKHH MTOPOIIOK

4. KIMHNYECKUE JAHHBIE

4.1. IToka3aHus1 K IPUMEHEHHUIO

[Tpenapar LledTasuaum-Buan mnokazaH [uid Jie4eHUS MOHOMH(EKIMHA WM CMEIIaHHBIX
MH(EKINHA, BEI3BAaHHBIX YyBCTBUTEIBHBIMU K IIPENapaTy MUKPOOpraHU3MaMu, BKITIOYast:

- TsDKeNnble MHQEKUUHU, TaKhUe Kak CeNnTHIeMHs, OakTepueMus, MH(EKIMH y MalHUEHTOB C
UMMYHOJIE(UIIUTOM;

- ObakTepuaNbHbI MEHUHIUT;

- (heOpusibHASL HENUTPONIEHUSI BCIIEACTBHE OaKTepHaIbHON HHPEKIUY;

- HO30KOMHAJIbHAS] THEBMOHUS;

- OpoHxoJerouHas OakTepuanbHas HHPEKIM IPU MYKOBUCIIUI03€;

- uagpexuu JIOP opranoB, XpOHUYECKHI THOMHBIN CPETHUI OTUT, 3T0KAYECTBEHHBIH Hapy KHBIN
OTUT;

- OCJIO)KHEHHbIE MH(PEKIIUN MOYEBBIBOSAIINX MyTEH;

- OCJIOKHEHHbIE HHPEKITUN KOXKH U MATKUX TKaHEH;

- I/IH(I)CKI_II/II/I JKCIIYJOYHO-KHIICYHOI'O TPAKTA, KCITYCBBIBOIAIIUX HYTeﬁ;
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(MOCNEOOBATENBLHOCTL 0002)

- OCJIO’KHEHHBIE UHTpaabIOMUHATBHBIC HH(PEKITUH,

- HH(EKIMHN KOCTEH U CyCTaBOB;

- HIEPUTOHUTHI, CBSI3aHHBIE C IPOBEJEHUEM I'€MO- U IEPUTOHEAIBHOTO JUAJIN3a U C HEMPEPBIBHBIM
amMOyJIaTOPHBIM NIEPUTOHEATBHBIM TUAIIU30M;

- Npo(UIaKTUKAa MHGEKIHNOHHBIX OCJIOKHEHMH IpU ONepalusX Ha MpeAcTaTesbHOU XKele3e
(TpaHCypeTpanbHasi pe3eKIus).

LledTasunum-Buan MokeT Ha3HauaThCca Kak Mperapar BbIOOpa JI0 MOJyuYeHHUs pe3yslIbTaToB Ha
0aKTEepHOJIOrMYECKYI0 4yBCTBUTENbHOCTh. lledrasunum-Buan moxer ObITh HCHOIB30BaH B
KOMOMHAIMU C OOJNBIIMHCTBOM JApPYrUX OeTa-JTaKTaMHbIX AHTUOMOTHKOB, a TaKXke C
AMUHOTJIMKO3U/IaMHU.

PacnpocTpaneHHOCTh IPHOOPETEHHON yCTOMYUBOCTH OakTepuil K HedTasuauMy BapbUPYETCs B
3aBUCUMOCTH OT PETMOHA U C T€YEHUEM BPEMEHH, Y ONpPE/IEICHHBIX BUIOB MUKPOOPraHU3MOB
YCTOMUMBOCTh MOXKET ObITh OU€Hb BHICOKOI. TaMm, rJie 3T0 BO3MOXKHO, JOJDKHBI ObITH TPUHATHI BO

BHMMAaHUE JIOKAJIbHBIE JAHHBIC 110 YYBCTBUTEIBHOCTHU (CM. pazzen 5.1).

4.2. Pe:kuMm 103MPOBAHUSA U CIOCO0 MPUMEHEHUSsI

Pexxum 103upoBaHus

Jlo3y mpemnapara ycTaHaBIMBAIOT WHIUBUAYaJIbHO B 3aBUCHUMOCTH OT TSDKECTU TEUEHUS
3a00JieBaHNUs, JIOKATU3AMH, BUJa BO30OYIUTENS U €ro UyBCTBUTEILHOCTH K Mpernapary, a Takxke
OT BO3pacTa ManueHTa u QyHKIMH MoYeK.

B3pocavie u 0emu ¢ maccoii mena 40 ke u 6onee: 1 — 6 r/cyTku B 2 win 3 BBEJIeHHUS BHYTPHUBEHHO
WJIM BHYTPUMBIIIEYHO.

- IIpu OponxosieroyHoi OakTepranbHON HHGEKINY TPU MyKOBUCII103€ Ha3HadatoT o 100 — 150
MI/KT/CyTKH, B 3 BBe/IeHUs (MaKcMMaslbHas CyTOUHas 103a cocTaBnser 9 r)l.

- Ilpu ¢edpmiibHONW HEWTpPONEHUM BCIEACTBHE OakTepHanbHOM HMHOEKIUH, HO30KOMHAIBHON
ITHEBMOHHH, OaKTEpUATbHOM MEHUHTHUTE, OAKTEPUEMUHN HA3HAYAIOT 10 2 T KaKJble 8§ YacoB.

- Ilpu mHpekuusx KocTell M CyCTaBOB, OCIOXHEHHBIX MH(EKIMSIX KOXU M MATKUX TKaHEH,
uHdpekusax JIOP-opranoB, OCIOXKHEHHBIX WHTPaaOJOMUHAIBHBIX HH(EKIMIX, MEPUTOHHUTAX,
CBA3aHHBIX C IIPOBEIEHHEM TIE€MO- M NEPUTOHEAIBHOTO JAHalu3a U C HENPEpPhIBHBIM
aMOyJIaTOpPHBIM MEPUTOHEATHHBIM JUAIN30M Ha3HAYaloT 10 1 — 2 T KaXK/ple 8§ 4acoB.

- IIpu mHpeKkuusIx KemyI04HO-KUIIEUHOTO TPaKTa U KEIYEBBIBOIAIMIMX MyTed - 1 T Kaxkasle 8
4acoB WX 2 T Kaxable 12 yacos.

- [Ipu TsoxensIx MHPEKIHUAX, OCOOCHHO Y MAIlMEHTOB CO CHUKEHHBIM UMMYHUTETOM (BKIJIIOYast

MAIMEHTOB C HEUTPOTICHHUEW) 10 2 T Kaxkapie 8 wim 12 gacoB, wim 1o 3 T Kaxasie 12 gacos.
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- Ilpu ocnoxHEHHBIX WHOEKITUAX MOUYEBBIBOISAIINX nﬁ&%&\%ﬁ%&@ﬁégh %II(F)':P:—:' 2T

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Kaxable 8 nian 12 yacos.

- C menpio mpoUIAKTHKH MPH ONEpalUsAX Ha MPEICTATeNIbHOHN XKene3e (TpaHCypeTpalibHas
pesexuus) npenapar LedTasuanm HazHaydaroT B 03€ 1 T BO BpeMs BBOJHOI'O HapK03a U BTOPYIO
7103y BBOJAT NPH YAAJICHUU KaTeTepa.

Pesicum npoonennoii unghysuu

[lpu ¢eOpunbHON HEHTpONEHHH BCIEACTBUE OakTepualbHOW HMH(EKINU, OpPOHXOJIETOYHOH
OaxkTepraabHON MHPEKIMU ITPU MyKOBUCLUA03€, HO30KOMUAIbHOM THEBMOHUHU, OaKTEPUATIbHOM
MEHMHIHTE, OaKTepUeMuH, HH(PEKIUAX KOCTeH U CyCTaBOB, OCJIIOKHEHHBIX MH(PEKLIUAX KOXU U
MSTKHX TKaHEH, OCIIOKHEHHBIX MHTPAaa0IOMHHAIBHBIX HH(PEKINAX, TIEPUTOHUTAX, CBA3AHHBIX C
NPOBEICHUEM TEeMO- W TMEPUTOHEATBHOTO JHAIM3a M C HENPEPBHIBHBIM aMOYJIaTOPHBIM
nepuToHeabHbIM nuanu3oM lledrazuaum-Buan BBOIAT B BUAE HArpy304HOW 11036l 2 T ¢
HOCJEIYIOIUM BBEJCHUEM Ipernapara B peXuMe NpouleHHOW MH(y3uu B g03ax or 4 g0 6 r
KaxIple 24 yaca',

'V B3pocCIIbIX HallMeHTOB ¢ HOPMANLHOM (DYHKIMEH MOYeK NpU BBEICHUM NpernapaTa B 103€ 10 9
T' B CyTKH TOO0YHBIX 3(h(HEeKTOB HEe HAOII0JaI0Ch.

Oco0bIe I'pYIHIIBI NAIIMCHTOB

Tayuenmsi nodxcunozo 6ospacma

YuuThiBas CHIDKGHHBIM KIMpeHC Medra3suanMa y IalWeHTOB IMOXKHJIOTO — BO3pacTa,
pEKOMEHI0BaHHas /1032 e Ta3uauMa He JOJKHA MPEBBIIATh 3 T/CYyTKHU, 0COOCHHO Y MAI[UEHTOB
crapiue 80 mer.

llayuenmul ¢ napywenuem ynKyuu novex

[{edTazuaum BEIBOJUTCS MOYKAMU B HEM3MEHEHHOM BHJie. [103TOMY HarpieHTaM ¢ HapylieHueM
GYHKIIUHM MOYeK 03y HeTazuaruMa PeKOMEHIyeTCsI CHU3HTb.

Hauanpnast no3a cocraBuser 1 r. IlommepkuBaroniue A03bI MOJOMPAIOT B 3aBUCHMOCTH OT
3HAUEHUH KIMpPEHCa KPeaTHHUHA.

B3pocnvie u 0emu ¢ maccou mena 40 ke u 6o.ee

Tloooeporcusarowgue 003vl yeghmaszuouma 0Jist NAYUEHMOB C HapyuieHuem QYHKYuu nouex

Knupenc Konuenrparus PexomeHnayemsbie YacroTa BBe1eHUS
KpeaTnHUHA KpeaTHHUHA B TUTa3Me pa3oBbIe 10361 mpernapara
(M51/MURH) KPOBH MKMOJIb/JI uedrazuauma (r)
(mr/ )
> 50 <150 (< 1,7) CTaH/IapTHBIE T03bI
ot 50 go 31 ot 150 mo 200 1,0 Kaxnpie 12 gyacos
(ot 1,7 mo 2,3)
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o130 10 16 ot 200 10 350 S = e etk 2 daea
(ot 2,3 10 4,0)

or 15006 ot 350 mo 500 0,5 Kaxnrie 24 yaca
(ot 4,010 5,6)

<5 > 500 (> 5,6) 0,5 Kaxxnpie 48 gacos

[TanenTam ¢ TsxKeabIMU MH(EKLIUAMU peKOMEHAyeMas pa3oBasi 103a J0JIKHA ObITh yBEJIMYEHA
Ha 50 % wnm yBenMueHa YacTOTa BBEIEHUS Ipernapara. Y TaKHX IAlMEHTOB CIIEAYET
KOHTPOJIMPOBATh KOHIEHTPAIMIO IIeTa3uIiMa B IUIa3Me KPOBH; KOHIICHTpaLus nedTazuauma He
noJpkHa npeBbimath 40 mr/n. [l netei KIupeHe KpeaTHHIHA PacCCYUTHIBACTCS B COOTBETCTBUU
¢ 0e3KMPOBOM MAacCOM TeJla WK IUIOLIA/IbIO0 TOBEPXHOCTH TeIa.

Ho3zvl yegpmasuouma 0ns nayueHmos c¢ Hapyuienuem QYHKYuU novex — pericum npooJieHHOU

uHy3uu
Kimpenc KoHueHnTpanus kpeaTuHuHa B Yacrora BBeieHUS IIpenapara
KpeaTHHHUHA IJ1a3Me KPOBH MKMOJIB/JT (MT/1T)
(Mu1/MHH)
ot 50 1o 31 ot 150 mo0 200 Harpy3ounas f03a 2 r ¢ mocieayronmm
(ot 1,7 10 2,3) BBe/leHHEeM 1-3 r B TeueHue 24 4acoB B
peXHUME MPOICHHON HHPY3UH
ot 30 1o 16 ot 200 mo 350 Harpy3ouHnas n03a 2 r ¢ nocieayrommium
(ot 2,3 10 4,0) BBeleHHEM | T B TeueHue 24 4acoB B
pexuMe TIPoITICHHON HH(Y3UN
<15 >350 (> 4,0) He onenuBanocn

Cnenyer coOm0IaTh OCTOPOXHOCTH TIpH  T0a00pe J103bl. PexkomMeHa0BaH THIATENbHBIN
KJIIMHUYECKUI MOHUTOPUHT O€30MacCHOCTH U AP(HEKTUBHOCTH MPOBOIUMON TEPATIHH.
Jlemu ¢ maccoii mena menee 40 ke

Tloooeporcusarowgue 003vl yeghmaszuouma 0Jisk NAYUEHMO8 C HapyuieHuem QyHKyuu novex

Knupenc Konnenrpanus Pexomennyembie Yacrora BBEAECHUS
KpeaTHHUHA KpeaTHHHHA B IIJ1a3Me pa3oBbI€ 03Bl npenapara
(mMa/mMuH)** KpPOBH * MKMOJIb/JT nedTasuauMa MI/Kr

(mr/mt) MacCChI TeJla
ot 50 go 31 ot 150 mo 200 25 Kaxnpie 12 gyacos
(ot 1,7 mo 2,3)
ot 30 1o 16 ot 200 o 350 25 Kaxnpie 24 yaca
(ot 2,3 10 4,0)
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ot 15 110 6 ot 350 70 500 58 e T e ek 24 Yaca
(ot 4,010 5,6)
<5 > 500 (> 5,6) 12,5 Kaxnpie 48 yaca

>kKOHLIGHTpElI_II/II/I KpCaTuHHWHA B IJIa3MC KPOBH ABJIAIOTCA OPUCHTHUPOBOYHLIMU BCIIMYWHAMU,
KOTOPBIE HE MOI'YT YKAa3bIBaTh HA OAMHAKOBYIO CTCIICHb HAPYIICHUA (bYHKI_[I/II/I IIOYECK IJIA BCEX
Al CHTOB.

**PacueT mpou3BeIeH Ha OCHOBE IIONIAIA MMOBEPXHOCTHU TEJIa WIH U3MEPEHUH.

VY nereil ¢ HapyleHueM (YHKIWHU MOYEK KIUPEHC KPEaTHHUHA PACCUMTHIBACTCS B COOTBETCTBUU
C IJIOLIA/IbI0 IOBEPXHOCTH TeJa WM OE3>KUPOBOM Maccoil Tena.

PexomeH0BaH TIIATENbHBI KIMHUYECKUH MOHMTOPUHI 0€30macHOCTH U 3((HEKTUBHOCTU
IIPOBOJIMMOM TEPAIHH.

Peoicum npoonennoti unghy3uu 014 nayuenmos ¢ HapyuieHuem QYHKyuu noviex

O¢ddexktuBHOCTE M Oe3omacHocTh npenapata llegrasunum-Buan, BBeaeHHOro B pexume
MPOJUICHHON MHQY3UH y JeTeil ¢ HapylleHneM (QYHKIHMH 1MoYek Maccoil Tena meHee 40 kr, He
U3ydanuch. PeKOMEHJOBaH TIIATENBHBIM KIMHUYECKUH MOHHMTOPUHT O€30MacHOCTH U
3G PEKTUBHOCTH TPOBOAUMON Tepanuu. Eciam pexxuM mpoaneHHoi MH(Y3Uu HCIONb3yeTcs y
JeTeil ¢ HapyleHHMeM (QYHKLMHU I0YeK, KIMPEHC KpeaTMHHHA JIOJDKEH OBITh paccuuTaH B
COOTBETCTBUM C IUIOIIAbIO IOBEPXHOCTH TeJa I 0€3KUPOBON Maccoil Tena.

I'emoouanus

Bo Bpems remoninanu3za nepuos MoyyBbIBEIEHUSI COCTABISET 3-5 4acoB.

[Tocne kaxaoro ceaHca TIeMOJAMANM3a BBOJAT MOJEPKMUBAIOLINE J03bl IepTazuauma B
COOTBETCTBUM C IPUBEJCHHOM BbIIIE TaOIUIEH.

Ilepumoneanvuwiii Ouanusz

[edTazuaum-Buan MOXHO IPUMEHATh BO BpPeMsI NEPUTOHEATLHOTO JUAJIN3a U HENMPEPHIBHOIO
aMOyJIaTOPHOTO MEPUTOHEAIbHOI0 Juaiu3a. B jomoiHeHHWe K BHYTPUBEHHOMY BBEICHMIO,
e TazuaIuM MOXHO J00aBIATh B pacTBOp s Auanu3a (00br4HO B go3e 125-250 mr Ha 2 nuTpa
pacTBopa sl TUalinza).

J171s marueHToB € MOYeYHOM HEeA0CTaTOYHOCThIO, HAXOASIIMUXCS Ha HEMPEPHIBHOM reMOIHAIN3E C
UCIIOJIb30BaHUEM apTEepHO-BEHO3HOTO0 UIYHTA, WM [ MalMeHTOB, HaXOIAUIUXCAd Ha
BBICOKOCKOPOCTHOH reMO(HIIbTPALIUH B OT/ICJIEHUN UHTEHCUBHOMN TEpanuy, peKOMEHIyemMas 1032
cocTaBiisieT 1 I/CyTKH exelHEBHO (B OHO MM HECKOJIbKO BBEICHUI).

Jl1s manMeHToB, HaXOASIIUXCSl Ha TeMOGMIBTPALIUH C HU3KOH CKOPOCTBIO, PEKOMEHIYIOTCS TaKHe
K€ J103bl Ipenapara, Kak Mpu HapyleHUH QYHKIIMU [TOYEK.

[TanenTam, HaXoAAUIMMCSA Ha TeMOJHATU3e WM TeMO(UIbTpAllMM C HCIOJIb30BAaHUEM BEHO-

BCHO3HOI'O IIYHTAa, pPCKOMCHAYIOTCA NO3bI, IPCACTABIICHHBIC B Ta6J'II/II_IC HUWXKC.
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Joszbl yegpmaszuouma y nayuenmos, Haxooauuxcsa _Ha 3%‘0@%%}7&7{5 %}Vilén]éﬁd?leﬁ}l‘eéﬂo—

6E€EHO3HO20 WyHmMa

Knupenc [TogneprxuBaroras 103a (Mr)
KpeaTHHHHA B 3aBUCHMOCTH OT CKOPOCTH YJbTpaduabTparuu (Mj1/MHuH )™

Mat/Mu 5 16,7 33,3 50
0 250 250 500 500
5 250 250 500 500
10 250 500 500 750
15 250 500 500 750
20 500 500 500 750

*[TopneprkuBaroIias J03a Ha3HAYaeTCs Kakapie 12 Jacos.
o3zl yeghmaszuouma y nayuenmos, Haxo0auwuxcs Ha HenpepbleHOM 2eMOOUANU3e C NPUMEHEHUEeM

6E€EHO-6€HO3HO20 UtyHma

Knupenc [TogneprxuBarorias m03a (Mr)
KpeaTHHUHA B 3aBUCUMOCTH OT CKOPOCTH Juaiu3a *.
M1/ MUH 1,0 n/gac 2,0 n/gac
CKopocTh yIbTpaduIbTPaIIH, J1/9ac
0,5 1,0 2,0 0,5 1,0 2,0

0 500 500 500 500 500 750
5 500 500 750 500 500 750
10 500 500 750 500 750 1000
15 500 750 750 750 750 1000
20 750 750 1000 750 750 1000

* Tlognep>kuBarolas 103a Ha3HayaeTcs Kax/iple 12 yacos.
Tayuenmoi ¢ napywieHuem yHKyuu neveHu
CornacHO MMEIOIIMMCS JAaHHBIM HET HEOOXOJIMMOCTH B KOPPEKIMHM pPEKUMa JO3UPOBAaHUS Y
MAlMEHTOB C JIETKOM W CpelHel CTeNeHbl0 HapylleHus (QYHKIMM medeHdu. OTCYTCTBYIOT
pe3yJbTaThl UCCIEIOBAHUM C yJyacTHEM MalMEeHTOB ¢ HapyIIEHHON (QyHKIMeH MeueHu TshKeaon
cTerieHdu. PexkoMmeHJyeTcst TINATeNbHBIA  KIMHUYECKUH MOHMTOPUHI  O€30MacHOCTH U
3P PEKTUBHOCTH MTPOBOIUMON TEPAIHH.

eTu
Jlemu cmapwe 2 mecsyes ¢ maccou mena menee 40 ke
- Ilpu wuHpexuuAX KemyIouHO-KUIIEYHOrO TpakTa M JkemdyeBbBomAmmx myrteit 30 — 100

MI/KI/CYyTKH B 2 WM 3 BBEJCHUS.
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- ITpu undexmusax JIOP-opraHoB: XpOHHYECKOM FHOI‘/JIILIIJII&IQ%%IB¥%EQJ&)‘KA—%CJI§E¥[IHOM

HApY»KHOM OTHTE, OCIIO)KHCHHBIX MH(EKIHMSIX KOCTEH M CYCTaBOB, OCIOKHEHHBIX WHQEKIIUIX
KOXXM M MSTKHX TKaHEH, OCIOKHEHHBIX HWHTPaaOJOMUHAIBHBIX HMHMEKIHSIX, MEPUTOHHUTAX,
CBA3aHHBIX C TMPOBEICHHEM TIE€MO- U TNEPUTOHEAIbHOTO JAHalu3a U C HENpephIBHBIM
aMOyJIaTOpHBIM TEepUTOHEATbHBIM auasm3oM - 100 — 150 wr/kr/cytku B 3 BBeIeHUS,
MaKCHUMAaJIbHO - 6 T/CYTKH.

- Ilpu ¢eOpunpHON HeWTponeHUH, OpPOHXOJIETOYHON OakTepualbHOW HMH(PEKIMHA TpU
MYKOBHCIIH103€, OaKTEepHaTbHOM MEHHHIUTE, TSHKENbIX MH(EKIUSAX, TaKMX KakK CENTULEMUs,
OakTepueMus, HMHPEKINN y TMAIMEHTOB ¢ UMMYHOeUuIuToM - 150 MI/Kr/cyTKH B 3 BBEICHUS,
MaKCHUMAaJIbHO - 6 T/CYTKH.

Peoicum npoodnennou undysuu

IIpu ¢eOpunbHON HEHUTPONEHWH BCIICACTBHE OaKTEpHATIbHONW HH(MEKIIMH, OpPOHXOJIETOYHOU
OaxTepuaabHOU MH(EKIMH P MYKOBHUCIIH103€, HO30KOMHUAIHHON MHEBMOHUH, 0aKTepHAIEHOM
MEHUHTHTE, OAKTepUEMUU, HHPEKIIUAX KOCTEH U CYCTaBOB, OCIOXHCHHBIX HHPCKITUAX KOXKHU U
MSTKUX TKaHEW, OCJIOKHEHHBIX MHTPAa0JOMUHATHHBIX WH(EKIHUIX, IEPUTOHNUTAX, CBI3AHHBIX C
MPOBEJCHUEM TE€MO- W TMEPUTOHEATbHOIO JHaln3a W C HENpPepbIBHBIM aMOYJIaTOPHBIM
nepuToHeanbHbIM nuanu3oM Lledrasunum BBOAST B BUAe Harpy3ouHoit 1o3el 60 — 100 Mr/kr ¢
MOCIICAYIOMUM BBEJCHHEM Ipernapata B pexuMe npoiiieHHor mHpy3un B noze 100 — 200
MI/KI/CYyTKH, MAKCUMYM - 6 I/CyTKH.

Hosopooicoennvie 6 6ospacme om () 0o 28 oueti u oemu 6 sospacme om 28 OHeli u 0o 2 mecayes -
25 — 60 Mr/Kr/cyTKH B 2 BBEJICHHUSL.

Peorcum npoonennou ungysuu

be3zonacHocTth 1 3ddexTuBHOCTS Npenapara Lledrasuanm-Buan B pexxume npojieHHoN nHy3un
y HOBOpOkIeHHBbIX 0T 0 10 28 AHel u nerer oT 28 nHeH u 10 2 MecALleB HE U3y4alach.

Cnooco0 rmpuMeHeHus

[Ipenapat BBOJASAT BHYTPUBEHHO WM INIyOOKO BHYTPUMBILIEYHO B 00JIACTh BEPXHEHAPY>KHOTO
KBaJIpaHTa OOJIBIION ATOAUYHON MBIIIIBI WK JIaTepalibHOM MOBEPXHOCTH Oesipa.

PacTtBop nedrazuarmMa MOXKHO BBOJUTH HEMOCPEACTBEHHO B BEHY WM B TPyOKYy MH(Y3MOHHOU
CHCTEMBI, €CITH MaLUEHT MOoy4yaeT HHPY3UOHHYIO TEPaIHIo.

WNHcTpyKIMy 10 IPUTOTOBIICHHIO JIEKAPCTBEHHOTO IIpenapara nepel IpUMEHEHUEM CM. B pasiese

6.6.

4.3. IlpoTuBONOKA3aHNUSA
['unepuyBCTBUTENBHOCT, K HedTa3uIUMy WU JI0OOMY H3 BCIOMOTaTElIbHBIX BEIECTB,

IIEPEYHCIICHHBIX B pasnene 6.1;
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- 'unepuyBCTBUTENBHOCTH K APYTUM Iedanoc opHHOBﬁ&IgﬁTm%JBEQEﬁﬁ%&%;g 002)

- Tsokenple peakuud TUNEPYYBCTBUTEIBHOCTH (HAmpuMmep, aHa(QUIAKTUYECKHE PEaKIHU) K

OpyruM OeTa-JakTaMHBIM aHTHOAKTepUAIbHBIM IIpenapaTaM B aHaMHE3e.

4.4. OcoOble yka3aHUus U MepPbI NPETOCTOPOKHOCTH NIPH MPUMEHEHHU U

C 0CTOPOKHOCTBLIO

Cremyer ¢ OCTOPOKHOCTBIO IPUMEHSTh y MAIIEHTOB C HAPYIICHUEM (DYHKITUH MTOYEK; S3BEHHBIM
KOJINTOM B aHaMHe3€; B IEpUOJ HOBOPOXKIEHHOCTH; NPU KOMOMHUPOBAHHUU C HETIEBBIMU
JUYypETUKaMU U aMUHOTIIMKO3UIAMH.

Oco0ble yKa3zauus

[lepen mawanom Jsieuenus npenaparom lledrasunum-Buan neobxomumo cobparh moapoOHbBIN
aHaMHE3, KacCaloIlMICs NPEAIIEeCTBYIOIUX PEAKUUN IOBBIIIEHHOW YyBCTBUTEJIBHOCTH Ha
nedTazuauM, 1edasocnopuHbl, MEHUIWUIMHEL Win Apyrue mnpenapatsl. Ocoboe BHUMaHUE
CIEAyeT OKa3aTh NAlUMEHTaM C MPEALIECTBYIOIIEH HETSKEIIOW aJUIEPru4ecKOrd peakuued Ha
NICHUIWLTNHBI WIH JPYTHE OeTa-TaKTaMHbIC aHTHOMOTHKHY.

[Ipy pa3BUTUM aIEPTUYECKON peakiuu K UedTazuauMy Mpenapar cleyeT HEeMEIJICHHO
OTMEHUTh. B TsDKenbIX cllydasx MOXKET MOTpeOoBaThCcsi MPUMEHEHUE JIHHe(PpUHa,
TUAPOKOPTU30HA, AHTUTMCTAMUHHBIX TMpPENapaToB WM TPOBEICHUE APYIHMX HKCTPEHHBIX
MEPOIIPUATHH.

HeiipoTokcnyHOCTH

CooOmaioch 0  choyyasix pa3BUTUS  HEUPOTOKCUYHOCTH, CBA3aHHOW C  JICUCHUEM
nedanocnopuHamMu. CHMIITOMBI BKJIIOYAIOT JHIE(ATONATHIO, CYJOPOTH W/WIM MHOKIIOHYC.
@akTophl pUCKa BKIIOYAIOT MOXKWIONW BO3pacT, MOYEUHYIO HEAOCTAaTOYHOCTh, 3a00JeBaHUS
LIEHTPaIbHOW HEpPBHOW CHUCTEMbl M BHYTPUBEHHOE BBeleHue. [lpu MOsSBIEHWHM CHUMITOMOB
HEHPOTOKCUYHOCTH CJIEAYET PACCMOTPETh BOIIPOC 00 OTMEHE Mpernapara.

OpnHoBpeMeHHOE MpUMEHEHHE 11e(aJoCOPUHOB B BBICOKOM J03€ € HE(YPOTOKCUYECKUMU
npenaparamM, TaKUMH KaK aMUHOTJIMKO3UABl MWW JTUYPETUKU C BBIPAKEHHBIM JICHCTBUEM
(Hampumep, GypoceMHu1), MOXKET OKa3aTh HETaTUBHOE BIHMSIHHIE Ha (DYHKITUIO TIOYEK.

[Tockonbky 1ieTa3uaNM BEIBOAUTCS MTOYKAMH, Y TIAIUEHTOB C TOUYEYHON HEIOCTATOYHOCTHIO €r0
7032 J0KHA OBITh CHHKEHAa B COOTBETCTBUM CO CTEMECHBIO HApYIIEHUS (PYHKIIUU TIOYEK.
Coo0m1aioch 0 HEBPOJIOTUYECKUX HAPYLICHHUSX Y MAIlMEHTOB C MOYE€YHONH HEIOCTATOYHOCTHIO B
CIIydJasix, KOT/ia J1o3a He Oblia cHukeHa (cM. pasnensl «Crocol mpuMeHeHus U 1036, «[lobounoe
JIEHCTBUEY ).

Onucanpl clydan BO3HUKHOBEHHSI TICEBIOMEMOPAHO3HOTO KOJIMTa TPU TNPUMEHEHUU

AHTUOMOTHKOB, CTETIEHB TSKECTH KOTOPOTO MOXKET BapbHPOBATHCS OT JIETKOW JI0 YIPOXKAIOIIEH
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*u3HU. [109TOMY, BaXKHO YYUTHIBATH BO3MOKHOCTH pa3'191'1'ﬁ}'r %MJB%EEI%HJI‘O KonnTa y

MAIMEHTOB C Jauapeeid BO BpeMs WIH IOCIe TPUMEHEHUs: aHTHUOMOTUKOB. Ecmu muapes
JUTUTETIbHAS, WM UMEET BBIPAXKCHHBIN XapaKTep, WU MAIMCHT MCIBITHIBACT CIa3Mbl B KHBOTE,
JICUYCHHUE JIOJDKHO OBITh HEMEUICHHO NPEKpalleHO, M TAIMeHT JOJDKEH OBITh 00CIeI0BaH.
[IpenapaTsl, TOPMO3SIINE TIEPUCTATBTUKY KUIIICYHUKA, TIPOTUBOIIOKA3aHBI.

JlmurenpbHOE TpPUMEHEHHE AHTUOMOTHUKOB IIUPOKOTO CIIEKTpa JEWUCTBUSA, B TOM 4HCIE, U
e TazuauMa, MOXKET MPUBECTH K YBEIWYCHHIO POCTa HEYYBCTBHTEIBHBIX MHKPOOPTAaHU3MOB
(mpeumymiectBeHHO poaoB Candida w Enterococcus), TIpd 3TOM MOXET TNOTPEOOBATHCS
NpeKpalleHe JCUCHHs WA TPOBEICHUE COOTBETCTBYIOIICH TePAITHH.

Kak u mpu neueHun ApyrumMu I1eaJoCIOpUHAMH W TMEHULIWUIMHAMHU IIHPOKOTO CIIEKTpa
JNEHCTBUS, TIPU HKCIIOJNB30BAHUK IMePTa3suaMMa Y HEKOTOPHIX HM3HAYAIBHO YYBCTBUTEIBHBIX
mtaMMoB Enterobacter spp. u Serratia spp. MOXeET pa3BUBATHCS PE3UCTEHTHOCTH, TO3TOMY IpHU
JIeYCHUH MHQEKIIUIA, BHI3BaHHBIX ITUMU MUKPOOPTaHU3MaMH, CIICYET EPUOINICCKH TIPOBOIUTH
WCCJICIOBAaHKE HA YYBCTBUTEIHHOCTh K aHTHOMOTHKAM.

[ledTazuaum He BAKMSICT HA PE3YJIBTATHI ONMPEACIICHUS TIIFOKO3bI B MOUYE C TOMOIIBIO ()ePMEHTHBIX
METOJIOB, HO MOXET BBI3BaTh CJ1a00€ MCKAKCHHE pE3yJbTaTOB aHAlM3a, OCHOBAHHBIX Ha
BoccraHoBeHun Menu (bennaukra, ®enunra, Kinuaurecr).

[ledTazuaum HE BIUSET HA KOJIMYSCTBEHHOE OINpPE/ICICHUE KpEeaTHHUHA IMICIIOYHO-TTUKPATHBIM
METOOM.

BcnoMorarenbHEIE BEIIECTBA

1 r Hedprazuauma comepxxut 52 mr Hatpusa. ConepkaHue HaTpHUsl JOJDKHO YUHUTBIBATHCS Y

NManuCHTOB, HYKAAIOMINUXCS B €0 OrpaHUYCHUU.

4.5. BzaumogeiictTBue ¢ JPYrHMH JIEKAPCTBCHHbIMHM MpenapataMd M JApyrue BHIbI
B3aMMO/EHCTBUA

OnHOBpeMEHHOE BBEJICHHE BBICOKHX /103 LIePTa3uaAuMa U HePPOTOKCUYECKUX MTPETIAPATOB MOKET
OKa3bIBaTh HEOJATONMPUATHOE BO3/ICUCTBHUE HA (PYHKITHIO MOYEK (CM. pazjen 4.4).

LledTasunum, Kak U Jpyrue aHTUOMOTHUKH, MOXKET HapyIlaTh KHUIIEYHYI0 MHUKPO(DIOpy, 4TO
MOXET MPUBOAUTH K CHIKEHHMIO PeadCOpOIMH SCTPOreHOB, M CHIDKEHHIO 3((deKTuBHOCTH
KOMOMHHMPOBAHHBIX EPOPATBHBIX TOPMOHAIBHBIX KOHTPALIEITHBOB.

[Ipenapar Lledgrasuaum-Buan coBmecTM ¢ OOJBIIMHCTBOM PacTBOPOB MAJIi BHYTPUBEHHOI'O
BBeZieHus. OHaKo, nedra3uuM MeHee CTaOUIIeH B pacTBOpe OMKapOOHaTa HATPUs, TOITOMY €ro
HE PEKOMEHYETCS UCIO0Ib30BaTh B KAUECTBE PACTBOPUTEIIS.

q)apMaHeBTI/I'-IeCKI/I HE COBMCCTHUM C aMHUHOTJIMKO3HUAaMH, BAHKOMUIIMHOM, XJ'IOpaM(l)eHI/IKOJ'IOM.
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He(i)TaSI/II[I/IM 1 aMHUHOITIMKO3HMJbI HEJIB3s CME IHI/IBaTB|gl%ilagfpgﬁtﬁ\}_%ﬁ%%cgﬂ%peﬁ—g II/I.]'II/I

LINpULE.

XnopamdeHuKos AHCTBYET in Vitro Kak aHTaroHUCT Iedrazuanma 1 Ipyrux nedaaocrnopruHOB.
Knuauueckass 3HAUMMOCTh JAHHOTO SIBJIEHUS HE M3BECTHA, OJHAKO, IPU OJHOBPEMEHHOM
BBEJICHUU HEOOXOUMO YUUTHIBATh BO3MOKHBIN aHTarOHU3M JI€HCTBHUS.

[Ipu noGaBrneHNM BAaHKOMHIIMHA K PAacTBOpY Le(pTasuaAuMa OTMEYAeTCs BBINAJICHHE OCaJKa,
MIOTOMY PEKOMEH/IYETCs MPOMBIBaTh MH(PY3HMOHHYIO CHCTEMY MEXAY BBEICHHUSMH ITHX JIBYX

IpernapaToB.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JJAKTALMS

bepemeHHOCTD

Her naHHBIX, TMOATBEPKAAOIIMX SMOPHOTOKCHYECKOE WM TEPATOreHHOE JCHCTBHUE
nedTazuauMa, OJJHAKO Mpenapar ciaeayeT MPUMEHSATh ¢ OCTOPOKHOCTBIO JKEHIIMHAM B IIEPBbIE
Mmecsbl OepemenHocTd. [Ipu HeoOxoaumocTn HasHadeHus mpenapara llegrasummum-Buan B
nepuoj; OEPEeMEHHOCTH CIIEAYET COU3MEPATh OKUIAEMYIO TTOJIB3Y JIJISl MAaTepH U TIOTCHITUAITBHBIN
PHUCK IS TUI01A.

JlakTauus

Hedrazuogum-Buan BeimensieTcs C TPyIHBIM MOJOKOM B MajJOM KOJUYECTBE, IOITOMY
HE0OXOAMMO COOTIOaTh OCTOPOKHOCTH TIPH MPUMEHEHHUH TIpernapaTa KOPMSIIUMHU KEHITHHAMHU.
B cnyuae BO3HUKHOBEHHUS! HEONArompusTHbIX 3((EKTOB y AeTel, HaXOASIIUMCS Ha TPYIHOM

BCKapMJIMBaHUH, HCO6X0,Z[I/IMO MMPEKPATUTL I'PYAHOC BCKapMJIMBAHHC.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMHU CpeICTBAMH M padoTaTh ¢
MeXaHHU3MaMH

[Tockonbky mpemapaT MOXeET BbI3bIBATH T'OJOBOKPY)XEHHE, HEOOXOAMMO MpeaynpeauTh
MALEHTOB O Mepax MPeIOCTOPOKHOCTH MPU YIIPABICHUU TPAHCIIOPTHBIM CPEICTBOM WIIH IIPU

paboTe ¢ IBIKYIIMMUCS MEXaHU3MaMHU.

4.8. He:xkesnaTesibHbIE peaKIUU

Pesrome mpodmnsg 6e30mmacHOCTH

HexxenarensHbIe pe€aKkuru, NpeaACTaBJICHHBIC HUKEC, ICPCUUCITICHBI B COOTBETCTBHHU C ITOPAKCHHUEM
OpTraHOB U CUCTCM OpPraHOB U YacTOTOM BCTPCHYACMOCTHU HCIKECIATCIIbHBIX peaKHHﬁ.
YacToTa BCTPCYACMOCTHU HECKCIIATCIBbHBIX peaKuHﬁ OonpeaAcCIICTCA CICAYIOIUM o6pa30M: OYCHb

yacto (=1/10); gacro (=1/100, nHo <1/10); Heuacto (=1/1 000, Ho <1/100); penko (=1/10 000, HO
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<1/1 000); ouens penko (<1/10 000); gyacToTa ¥ ensBeCTﬂll%ﬁé_lgcagﬁﬁggJﬂﬁ%&fé&' %{%ﬁl'ﬂmx

OIICHUTH HEBO3MOKHO).
Kareropuu wyactoTsl ObTH cOpMHUpOBAaHBI Ha OCHOBAaHMM KJIMHUYECKHX HCCIEIOBAHUIN
mperapara v MoCTPEruCTPAIIMOHHOTO HAOIFOICHH.

Pe3roMe HexxenaTeabHbIX DEAKIINN

YacroTa BCTpEU4aeMOCTH HEXeNaTeIbHbIX PeaKIIni

Hngpexyuu u uneasuu

Heuacmo: kanau103 (BKJIOYasi BATMHUT U KaHJIU/103 IIOJIOCTH PTA).

Hapywenus co cmoponbl Kposu u tumgpamuieckoii cucmembyl

Yacmo: 303uHOPIINS, TPOMOOIUTO3.

Heuacmo. neikoneHusi, HEUTPOIIEHHS U TPOMOOLIUTOTICHHSL.

Ouenb peoxo.: TMMPOLUTO3, TEMOJIUTUYECKAsE AaHEMHUSI, arpaHyJIOLUTO3.

Hapywenus co cmoponvl ummyHnnot cucmemsi

Ouenv peoxo: aHaQWIAKTHYCCKHE peakiuu (BKIOYas OpOHXOCIAa3M W/WIH CHIKCHHE
apTepUATILHOTO JIABJICHU).

Hapywenus co cmoponul nepgnoti cucmemvi

Heuacmo: ronoBHas 60J1b U TOJIOBOKPYKEHHE

Ouenv peoko: mapecTe3ust

Yacmoma neuzsecmua: Cyaoporu

Coobmanocr 0 ciydasx HEBPOJIOTMYECKUX HApyIIEHUH, TaKMX Kak TPEMOp, MHOKIIOHMS,
sHIE(daTonaTus, KoMa, KOTOpble OTMEUYAINCh y TMAllMEHTOB C HapylIeHHeM (yHKIMU MOYeK MpU
HEIOCTaTOYHOM CHIDKEHHH 0361 e()Tazuanma.

Hapywenus co cmopoHbl cocy0os

Yacmo: pnedut umu TpoM60¢peOUT pU BHYTPUBEHHOM BBEJICHUH.

Kenyoouno-kuweunvle napyuienus

Yacmo: nnapes.

Heuacmo: TomHoTa, pBOTa, O0JIH B )KUBOTE U KOJIMT.

Ouenb pedxo. HENPUATHBIN BKYC BO PTY.

Komutr wmoxer Obith BbI3BaH  Clostridium  difficile, w  MOXeT TpOSBIATBCA — Kak
MCEeBIOMEMOPAHO3HBIN KOJUT (CM. pazzaen 4.4).

Hapywienus co cmopoHbl neuenu u sHceniesbigo0auux nymeti

Yacmo: TpaH3UTOPHOE TIOBBILIEHHWE OJHOrO WIH 0oJiee «IEeUYEeHOYHBIX» (EPMEHTOB:
ananuHamuHoTpaHchepassl (AJIT), acnapratamunorpanchepassl (ACT), nakTaTaeruaporeHasbl
(JIAT), ramma-rnyramuntpancnentuaasbl (I'TTII) u menounoit gpocdarazsr (LLD).

Ouenb peoko: KenTyxa.
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(NOCNEQCBATENEHOCTE 0002)

Hapymeﬂuﬂ CO CMOPOHBL KOIHCU U NOOKONCHBIX KAHEl

Yacmo: NATHUCTO-TIAITYJIE3HAS ChIIlb UM KPAIMBHULIA.

Heuacmo: 3yn.

Ouenb pedko. AaHTHOHEBPOTUYECKUH OTEK, MHOrodopmHas spureMa, cuHapom CTuBeHca-
J>KOHCOHA, TOKCUYECKUM dTUIEPMATbHBIA HeKposu3 (cuuapoM Jlaiiemnna).

Hapywenus co cmoponvl nouexk u Mo4egblgo0Auux nymei

Ouenb pedko.: UHTEPCTHLIMATBHBIA HE(PUT, OCTpast MOUEHHAsI HETOCTATOYHOCTb.

Obwue HapyweHus U peakyuu 8 mecme 68e0eHuUs

Yacmo: 601 /WK BOCTIaJIEHUE TTOCJIE BHYTPUMBIIIEYHOW HHBEKIUU.

Heuacmo: nuxopanka.

Jlabopamopnvlie u uncmpymenmanvHule OauHble

Yacmo: nonoxurenbHas npsimas peakuust Kymoca.

Heyacmo: npexopsiiee MOBbIICHUE KOHIICHTPAIIMH MOYEBUHBI, a30Ta MOYEBUHBI B KPOBU W/WJIH
CBIBOPOTOYHOT'O KPEATHHUHA.

[TonoxxurenbHas npsimast peakuust Kymoca Habnronaercs npumMepHo y 5% HalUeHToB, [IPH 3TOM
MOTYT Ha0II0AaThCs COOTBETCTBYIOIINE U3MEHEHUS Ta00paTOPHBIX TTOKa3aTesiel KPOBH.

COO6H.I€HI/IC 0 IMOA03PCBACMBIX HCKCIATCIAbHBIX PCAKIIUAX

BaxxHo co00mIaTh 0 1MoI03peBaCMBIX HEXKEIATEIBHBIX PEAKIUAX MTOCIIE PErHUCTPAIH Ipernapara ¢
IEIbI0 O0O0ECTIEUYEeHHs] HENMPEPhIBHOIO MOHUTOPUHTA COOTHOIICHHUS «IOJb3a — PHUCK»
JIEKapCTBEHHOTO Tpemnapara. MeauIMHCKUM paOOTHUKAM PEKOMEHIYETCs COOOIaTh O JFOOBIX
MOJI03PEBAEMBIX HEXKENAaTeIbHBIX PEaKIUIX JICKAPCTBEHHOTO Ipernapara uyepe3 HalMOoHATbHbBIE
CHUCTEMBI COOOIICHUS O HEXENATeNbHBIX PEAKIUAX TocydapcTB — wWieHOB EBpasuiickoro
HKOHOMHUYECKOTO COI03a.

Poccuiickas ®enepanus.

®DenepanbHas ciryx0a 1Mo Ha30py B chepe 31paBOOXpaHEHUS.

Anpec: 109012, r. Mocksa, CraBsiHCKasl TUIOIIAb, 1. 4, cTp. 1

Tenedon: +7 800 550 99 03

OnexTpoHHas noyra: pharm@roszdravnadzor.ru

Cair B HH(bOpMaI_II/IOHHO-TeHCKOMMyHHKaHHOHHOﬁ CCTHU ((I/IHTepHCT»Z

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

4.9. Ilepeno3upoBka
CHMIOTOMBI
[lepeno3upoBka MOXKET TMPUBECTH K HEBPOJOTMYECKUM OCIOXKHEHUSM C pPa3BUTHEM

BHHe(baJ'IOHaTI/II/I, Cyaopor U KOMBI.
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JleueHune

Cogepxanne nedrazuaumMa B KPOBH MOXKET OBITh YMEHBIICHO C MOMOIIBI0 TeMOAHAIN3a HIN

MNEPUTOHCATIBHOI'O JUaJIn3a. CuMnroMaruyeckas TCparmus.

5. PAPMAKOJIOTUMYECKHUE CBOMCTBA

5.1. ®apmakoauHaAaMHYeCKHE CBOMCTBA

dapmakoTepaneBTHUYECKass TPYIIa: aHTHOAKTEPHAIbHBIC CPEACTBA CHUCTEMHOTO JCHCTBUS,
JIpyrue OeTa-TaKTaMHbIe aHTHOAKTEpUaTbHBIC CPECTBA; e(PATOCTIOPUHBI TPETHEr0 MOKOJICHUSI.
Kox ATX: J01DDO02

MexaHu3M IeHCTBUS

Ledrazungum sBisercs uedamocnopuHoBbiM anTuOnoTukoM III  mokomenus. Oxa3biBaeT
OakTepUIIMIHOE ICUCTBHUE, HAPYIIIAasi CHHTE3 KJIETOUHOW CTEHKH OaKTepUiA.

q)aDMaKOZ[I/IHaMI/I‘-IeCKI/Ie Bd)d)eKTBI

PacnipocTpaneHHOCTh IPUOOPETEHHON YCTOWYMBOCTH OakTepuil K 1ieTasuumMy Bapbupyercs B
3aBUCUMOCTH OT PETMOHA U C TEYEHUEM BPEMEHH, Y ONpPE/IEICHHBIX BUIOB MUKPOOPraHU3MOB
YCTOMYMBOCTh MOXET ObITh OY€Hb BHICOKOHW. IIpennouruTenbHO MMETh JOKaJIbHBIE JaHHBIE 1O
YYBCTBUTEJIBHOCTH U PACIPOCTPAHEHHOCTH MMKPOOPraHU3MOB, MpOAyLHUpPYyHOIMX Oera-
nakTamasbl pacmupenHoro crekrpa (BJIPC), ocobeHHo npu Tepanuu TsKEeIbIX HHEKINH.
Hwxe npuBeseHa akTUBHOCTD LedTazuauMa in vitro.

baxmepuu, o6viuno uyecmeumenvuvie Kk yeghpmazuoumy

Ipamnonoxcumenvuvle _aspobui:  Beta-hemolytic  Streptococcus',  Staphylococcus — aureus

(IITaMMBI, 9yBCTBUTENbHBIE K METHIWIINHY)!, Koaryaa3oHeraTuBHble cTaQUIOKOKKH (LITAMMBI,
qyBCTBUTEJIbHBIE K METUIMIUIUHY ).

I'pamompuyamenvuvie aspobwvr: Haemophilus influaenzae (Bkito4asi IITaMMBbI, YCTOHYMBBIE K

amruuuny)', Haemophilus parainfluaenzae, Neisseria gonorrhoeae, Neisseria meningitidis',
Pasteurella multocida, Pasteus spp.', Prividencia spp., Salmonella spp., Shigella spp.
baxmepuu, onst komopwix 6eposimua npuobpemeHHas pe3ucmeHmHoOCmyb K ye@hpmazuoumy

[pamnonosxcumensvuvie aspobwl: Streptococcus' pneumoniae, Viridans group streptococci.

Ipamompuyamenvuvie aspobul: Acinetobacter spp., Burkholderia cepacia, Citrobacter spp.’,

Enterobacter spp.’, Escherichia coli', Klebsiella spp., B ToM uncne, K. pneumoniae’, Morganella

I Serratia spp.!, Yersinia

morganii, Pseudomonas spp., B T.4. Pseudomonas aeruginosa
enterocolitica.

I'pavmnonoscumenvhuvie anaspoowt. Clostridium spp., ne Bxmodas C. difficile, Peptostreptococcus

spp., Propionibacterum spp.

I pamompuyamenvhvie anaspoodwr: Fusobacterium spp.
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Baxmepuu, obraoarowue npupoonoii ycmouuus@cmyvio K(J;lé&)i;hl%';ﬁ%TEﬂl:H': CTb 0002

I'pamnonoscumenvuvie aspoodwi: Enterococcus spp., Bkmouas E. faecalis v E. feacium, Listerias

Spp.

I'pamompuyamenvuvie aspoowr: Campylobacter spp.

I'pavmnonoscumensvhvie anaspoowr: Clostridium difficile.

I pamompuyamenvuvie anaspoodwi: Bacteroides spp., Bkmouas B. fragilis.

Ipouue: Chlamydia spp., Legionella spp., Micoplasma spp.
I nannbix 6akrepuii kiuHuueckas >3GPpeKTUBHOCTD LedTa3uMa OblIa IPOIEMOHCTPUPOBAHA

B KIIMHUYCCKHUX UCCIICOOBAHUAX.

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

AOGcopbrus

[Tocne BHYyTpUMBILIEYHOTO BBeAeHUS LedTazuauma B n1o3ax 0,5 u 1 r B mia3Me KpoBH OBICTPO
JOCTUTAIOTCS MakcuMaibHble KOHUEHTpauuu (Cmax) mpemapara (18 wmr/m m 37 wr/n
COOTBETCTBEHHO). Uepe3 5 MUHYT Mociie BHYTPUBEHHOT'O OOJIFOCHOTO BBeJeHUs B go3ax 0,5 r,
Il T m 2 r ero miasMeHHbIC KOHIIGHTPAIIMU COCTaBIAOT 46 wmr/a, 87 mr/am m 170 mr/n
COOTBETCTBEHHO.

Pacupenenenue

B nnasme kpoBU COXpaHSIOTCS TepaneBTHYeCKU d(PpdeKTUBHBIC KOHIIEHTpauu 1edrazuauma
yepe3 8-12 yacoB mociie BHyTPUBEHHOTO WJIM BHYTPUMBIIIEYHOTO BBeeHH. CBs3b ¢ OenkamMu
I1a3Mbl KpOBU cocTaBisieT 0koio 10 %.

KonnenTtpanun nedrazuauma, mpeBbIalIIe MUHUMAIbHBIE HHTHOUPYIONTHE KOHIICHTPAIIMHT
I7Isi  OOJIBIIMHCTBA PACHpPOCTPAHEHHBIX TATOTEHHBIX MHUKPOOPTaHU3MOB, MOTYT OBIThH
JOCTUTHYTBHI B KOCTHOM TKaHHU, TKAHAX CEpJla, *KeI4h, MOKPOTE, CHHOBUAJIBHON XUIKOCTH,
BHYTPHUTIIa3HOM XKUAKOCTH, TJIEBPATHHON U MEepUTOHEATbHOMN kuIKocTsX. LledTasuanm jgerko
MPOHHUKAET Yepe3 IUIAUEHTY M BBIACIAECTCA C TPYAHBIM MOJOKoM. Ilpu oTcyrcrBUM
BOCMAIMTEIHFHOTO TPOIlecca B MEHMHTHAIBHBIX 000JI0YKaxX IedTa3uanuM IIOXO MPOHUKAET
yepes reMaTodHIehaTudeCKUuii Oapbep (I'Sb), KOHIIEHTpalMsl  Ipemnapara B
nepedbpocnunanbHoit xkuakoctu (LCXK) wuskasa. Ilpu menumnrute B LICXK ngocturarorcs
TepaneBTUUECKHUE KOHIIEHTpaIuu 1edTazuauma, coctapistonie 4 - 20 Mr/J1 1 BbIIIE.

buorpancdopmarms

LledTazuaum He MeTabOMU3UPYETCS B OpraHU3Me.

DJIuMHUHALIUS

HapeHTepanLHoe BBCACHUC ITO3BOJACT AOCTHYBb BBICOKHUX KOHIIeHTpaI_[I/Iﬁ B IIJIa3M€ KPOBH B

TCUCHUE JINTCIBHOTO BPEMECHH, KOTOPBIC YMCHBITNAKOTCA C IEPHUOJO0OM IOJIYBBIBCACHUA OKOJO
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MECAIIEB TEPHUOJ] MOTyBBIBEACHUs IedTasuaumMa MOXeT ObITh B 3-4 pasza BbIIIE, YeM Y
B3POCJIBIX.

[edTazuaum BeIACISAETCS B HEU3MEHEHHOM BHJE IMMOYKAMHU MMyTeM KIIyOOUYKOBOU (DrIIbTpaIiuu,
npuden 0koJio 80-90 % oT BBEIEHHOM 103bI BBIICJISAETCS IOYKAMHU B T€UEeHUE 24 4acoB.
Menee 1% BBIBOOUTCS C JKENMUblO, B pE3yJIbTaT€ YEro 4Yepe3 KHUIICYHUK BBIIACISAETCS
OTpaHWYEHHBIN 00BEM Tpenapara.

[loueuynas HEIOCTATOUYHOCTh

VY nanueHToB ¢ HapyUIeHHOM QyHKIMel MoYeKk CKOPOCTh BhIBEICHHS LlepTa3uIuMa CHUKACTCS,

IIO3TOMY 103y CJIEIyeT YMEHBIIUTH (CM. pa3aensl 4.2 u 4.4).

6. PAPMAIIEBTUUYECKHUE CBOVCTBA

6.1. Ilepeuenb BCIOMoOraTe/ibHbIX BellleCTB

Harpus kap6onat

6.2. HecoBMecTHMOCTH

LledTazuaum MeHee cTabuiieH B pacTBope OMKapOOHATa HATPUS, [IOATOMY €r0 HE PEKOMEHIYETCS
HCIIOJIb30BaTh B KAYECTBE PACTBOPUTEIIS.

[Tpemapar lledrasuaum-Buan ¢apmaneBTuuecku HECOBMECTUM C aMUHOTJIMKO3UAAMU,
BaHKOMUIIMHOM, XJiopampenukonoM. Llegrazuanm-Bran u aMUHOTTMKO3UIBI HETB3S CMEIINBATh
B OJHOW MH(Y3MOHHON cucteme uiau wmmnpuue. [Ipu nodaBieHnHn BaHKOMMIIMHA K pPacTBOPY
neTazuuMa  OTMEYAeTCs BBIMAJCHWE OCaJKa, TIOTOMY PEKOMEHIYETCsS MPOMBIBATh

I/IH(I)y3I/IOHHy10 CUCTEMY MCIKIY BBCACHUSAMU OTUX IIPECIIAPATOB.

6.3. Cpok rognocTu (CpoOK XpaHeHus1)

3 rona.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHECHUHU

XpaHUTh B 3alIMIIEHHOM OT CBETa MECTE MpHU TemnepaType He Bbie 25 °C.

6.5. Xapakrep u cofepkaHue NEPBHYHOH YIAKOBKH

[To 1,0 r B mepecuere Ha nedrazuauM BO (HIAKOH U3 HEHTPaIbHOrO OECLBETHOIO CTEKIa
BMeCTUMOCThIO 10 MJI 3aKpbITHI pe3MHOBOI MPOOKO, 00KaTON aTIOMUHUEBBIM KOJIMAYKOM C
3AIIATHOM IJIACTUKOBOM KPBIIIKOW KOHTPOJISI IEPBOIO BCKPBITHSI.

ITo 1 mmu 10 (I)J'IE[KOHOB BMCCTC C HHCTPYKHHCIZ 10 MPUMCHCHUTIO ITOMECIIAIOT B I[TAYKY KapTOHHYIO.

Crpanuma 15 u3 19



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 02.07.2025 N2 16410

[To 50 ¢dnakoHOB BMECTE C paBHBIM KOJUYECTBOM HHCM]&I/E%E"[‘)‘J&EEM E&i\/l‘éHIJ,'Ia'E(I)T B

[a4YKy KapTOHHYIO (JUIs CTAlIMOHAPOB); OITYCKAETCs MCII0JIb30BaHUE IIACTUKOBBIX MOJI0HOB /IS

(1aKOHOB.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TPH YHUYTOKEHHMH MCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 MNpenapara WM OTX0A0B, TMOJIYYeHHbIX IOcjde NpPHMEHEeHUus
JIEKAPCTBEHHOTI'0 Mpenapara u Apyrue MaHUMYJISAUMHU € PenapaToM

WHCTPYKIIMKM 110 TPUTOTOBJICHUIO  JIGKAPCTBEHHOrO Mperapara meped  NpUMEHEHUEM

Ilpucomosnenue pacmeopos npenapama

[Ipemapar Ledtazuaum-Buan B Qopme mnopoimika s NPUTOTOBICHUS pacTBopa s
BHYTPUBEHHOTO U BHYTPUMBIIIEYHOT'O BBEJCHHUS HAXOIUTCSA BO (DIAKOHAX IMOJ MOHUKCHHBIM
naBieHueM. llpu pacTBOpeHHMH TOpPOIIKA BBIACIAETCS IBYOKHUCH YIJepoja, W JABJICHHE BO
¢d1akoHax TMOBBINIAETCS, MO3TOMY, B IIOJYYEHHOM TOTOBOM pacTBOpe Ipernaparta MOTYT

MMpUCYTCTBOBATHb HeOOJIbIINE MYy3bIPbKU JBYOKHCHU YIJICpOJd, HAa 4YTO MOKHO HC 06pamaTL

BHUMAaHUSI.
KonmgectBo Crioco6 BBeICHHUSI KonmgectBo [Tpubnm3urenbHas
nedrazuauma pacTBOpHUTEIIS (MJ1) KOHIICHTpALUS
BO ¢utakoHne (T) (mr/™mo)
1,0 B/M 3,0 260
B/B 00IIIOC 10,0 90
B/B HHDY3UsI 50,0 * 20

* JlobGaBiieHrEe pacTBOPUTENS POBOJAT B 2 BBEICHUS

B 3aBUCMMOCTM OT KOHLIEHTpAIlMM, BUAA PACTBOPHUTENS M YCIOBUHM XpaHEHHUs, MOJy4YEHHBIN
pactBop mpemnapara lleprazuauM-Buan MoxeT UMeTh LBET OT CBETJIO-XEITOro A0 TEMHO-
xenroro. Eciau coOutoieHsl mpaBuia pa3Be/ieHus npemnapara, To ero 3p(GeKTUBHOCTb HE 3aBUCUT
OT OTTEHKa PacTBOPA.

Lledrasunum B KoOHUeHTpauun OoT 1 wmr/man g0 40 MI/MI COBMECTHM CO CIEAYIOIIUMHU
pPacTBOPUTEISAMHU:

- 0,9 %, pacTBOp HaTpHs XJIOPHUIA,

- pactBop XapTMaHa;

- 5 % pacTBOp AEKCTPO3BI;

- 0,225 % pacTtBOp HaTpus xyopuaa U 5 % pacTBOp AEKCTPO3bI;

- 0,45 % pactBop HaTpus xjopuna u S5 % pacTBOP AEKCTPO3HI;

- 0,9 % pacTtBOp HaTpus xJopuaa u 5 % pacTBOp AEKCTPO3HI;

- 0,18 % pactBop HaTpus xaopuja u 4 % pacTBOp AEKCTPO3bI;
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(MOCNEOOBATENBLHOCTL 0002)

- 10 % pacTBOp IEKCTPO3BI;

- nexctpan 40 s uabexuuid 10 % B 0,9 % pactBope HATpHs XJIOPHUIA;

- nexctpad 40 aiig uabexuuii 10 % B 5 % pacTtBope JEKCTPO3bI;

- nekcrpan 70 qst uabexuui 6 % B 0,9 % pactBope HaTpus XJI0pUAa;

- nekctpal 70 nis uabekuuii 6 % B 5 % pacTBOpe JEKCTPO3BI.

Ledrasunum B xonueHtpanuu ot 0,05 mr/ma go 0,25 MI/Ma COBMECTHM C PacTBOPOM st
MHTPANEPUTOHEAIBHOIO AUann3a (JIakTar).

J1J1s1 BHYTPUMBIILIEYHOTO BBEJICHUS B3POCIBIM IePTazuanuM MoxkeT ObITh pazseneH 0,5 % wmum 1 %
pPacTBOPOM JIMI0KAKHA.

Ecnu nedrazuaum B KOHIIEHTPAIMU OT 4 MI/MJI CMEIIMBAIOT CO CIEAYIOIIUM pacTBOpaMu, TO 00a
KOMIIOHEHTa COXPAHSIOT aKTUBHOCTB:!

- TUAPOKOPTU30H (TuapokopTuzoHa HaTpus docdar) 1 mr/mn B 0,9 % pactBOope HaTpus
xyopua win 5 % pacTBOp AEKCTPO3BI;

- nedypokcuM (riedypokcuma HaTprueBas coib) 3 Mr/mi B 0,9 % pacTBope HaTpHsI XJIOPUA;
- KJIOKCAWJUIMH (KJIOKCAIl[MJUITMHA HaTpueBas coib) 4 mr/ma B 0,9 % pacTBope HaTpus
XJIOpHJIA;

- renapuna 10 ME/mn wim 50 ME/mn B 0,9 % pacTBope HaTpus XJIOpUJA;

- kamust xjopu 10 MOx/1 umu 40 MOK/1 B 0,9 % pacTBope HATpUs XJIOpUIA.

[Ipu cmemmBanuu pactBopa uedrazuamma (500 mr B 1,5 Ma BOABl I UHBEKIUH) U
MeTpoHuaazona (500 mr B 100 mi1) 06a KOMIIOHEHTa COXPAHSIOT CBOKO aKTUBHOCTb.
Ilpucomosnenue pacmeopa 0Jis1 HYMPUMBIULEYHO20 UNU BHYMPUBEHHO20 OOIIOCHO20 86€0eHUs.

l. WUrny mmpuna BBecTH BO (DIIaKOH uyepe3 pe3UHOBYHO MPOOKY M /100aBUTH yepe3 Hee
PEKOMEH1yeMO€E KOJIMUECTBO PACTBOPUTEISL.

2. BbIHYTH UTITy MITIPHUIIA U BCTPSIXHYTH (PIIAKOH, YTOOBI MOTYYHIICS TTPO3PAUYHBIN pacTBOP.
3. [TepeBepHyTh (hakoH. [Ipy MOTHOCTHIO BCTaBIEHHOM B IITIPUIL TIOPIIIHE MPOKOJIOTH UTTION
pe3uHOBYIO MPOOKY (hj1akoHA W MPOJBUHYTH Wy BO ()JIaKOH TakK, YTOOBI OHA HAXOJUJIACh B
pactBope. HaOpath Bech pacTBOp B HINpull. PacTBop B IIINpHIlE MOXKET COAEpKaTh HEOOJbIINE
My3bIPHKH IBYOKHCH YTIIEPOAa.

Ilpucomosnenue pacmeopa 01 BHymMpUEEHHbIX UHDY3ULL

1. Brectu urny mmpuiia Bo ¢iakoH 4epe3 pe3nHOBYIO MPOOKY U J00aBUTH uyepe3 Hee 10 M
pacTBOPUTEIIS.

2. BbIHYTH WTITy MITIPHUIIA U BCTPSIXHYTH (PJIAKOH, YTOOBI MOTYYHIICS TPO3PAUYHBIN paCTBOP.

3 BceraButh urity s BeIXoJa raza Bo (UIaKOH 4epe3 Pe3NHOBYIO MPOOKY, YTOOBI CHU3UTH

BHYTpEHHEE J1aBJieHHE BO (hIaKoHeE.
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4. [TepenecTu mpUroTOBICHHBIN PACTBOP B ¢HCTEMY 'Z)EII;—{I ﬁgﬁgﬁ'ﬁg% %é[ﬁljl_ff'ot%ﬁéﬁ' Kak

MuUHEMYM 110 50 Mi1. BBecTn mytem BHyTpuBeHHOM HH(DY3uu B Teuenue 15-30 MuHyT.

s oGecriedeHnss CTEPHUIIBHOCTH BaKHO HE BBOJIUTH BO (DJIAKOH Iy JJIsl BBIXOJA Ta3a J0 TeX
0P, [TOKA MOPOILOK HE PACTBOPUTCA.

Bo Bpems pazBeneHust (i1akoHbI ¢ IpenapaToM He00X0AUMO SHEPTUYHO BCTPAXHUBATH /10 IIOJHOIO
pPacTBOPEHMS UX COJEPIKUMOTO.

[lepen BBeneHUEM pacTBOpa CIEAYET BU3YalIbHO YOSAUTHCS B OTCYTCTBUM MOCTOPOHHUX YACTHUIL
WIA OcaJka M B HEHW3MEHHOCTH LIBETa JIEKApCTBEHHOrO IIpernapara Ajs MapeHTepaIbHOIro
BBEJICHUS.

CrnenyeT UCNOIb30BaTh TOJIBKO CBEKEIIPUTOTOBIEHHBIE PACTBOPBI.

Yrunusanus

Oco0ble TpeOOBaHMS K YyTUIN3ALMK HEUCIIOIb30BaHHOIO JIEKApCTBEHHOTO IpenapaTa U 0TX0/10B

OTCYTCTBYIOT.

7. AEPZKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

7.1. IlpeacraBuTelib AepKaTeNsi PErHCTPALHOHHOIO YI0CTOBEPEHHUSs
[Iperen3un noTpeduTeNnell HanpPaBIATh 0 aJpecy:

000 «AJIBHJIC», Poccus

109316, r. Mocksa, OcranoBckuit mpoes, 1. 5/1, ctp. 1, atax 6, opuc Ne650
Ten: +7-495-775-71-61

8. HOMEP PETHCTPAIIMOHHOT' O YAOCTOBEPEHMUSA
9. IATA IEPBOM PETUCTPAILIUU:

10. TATA IEPECMOTPA TEKCTA
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OO0mas xapaKTepUCTHUKA JICKAPCTBEHHOTO rpenapaﬂ[l Cﬁem%ﬁﬁrf&-%klc%g@rgﬁﬁg | Ha

UHPOPMALIMOHHOM TopTaie EBpa3suilckoro SKOHOMHYECKOTO COK3a B HH(POPMALMOHHO-

KOMMYHHKAITMOHHOH cetn «MHTepHEeT» https://eec.eacunion.org/.
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