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OBIIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

®ochomunuy, 0,5 r, MOPOIIOK /I MPUTOTOBIECHUS PaCTBOPA AJii BHYTPUBEHHOT'O BBEJCHHUSI.
®ocdomuruy, 1 r, MOPOILIOK IS MPUTOTOBICHHS PACTBOPA JIUIsl BHYTPUBEHHOTO BBE/ICHUSI.
®ochomunuy, 2 T, HOPOILIOK JAJIsl IPUTOTOBJICHUS PACTBOPA JIJIsl BHYTPUBEHHOTO BBE/ICHUSI.

®ochomurug, 4 T, MOPOIIOK I TPUTOTOBICHHS PACTBOPA JUIsl BHYTPUBEHHOTO BBE/ICHUSI.

2. KAUECTBEHHBIN U KOJTUYECTBEHHBIN COCTAB
JeiicTBytoee BemecTBo: (HocHOMHUIIMH.

q)OCd)OMI/IIII/IH, 0,5 T', TOPOIIOK JUIA IIPUTOTOBJICHUS PacTBOpPA AJId BHYTPHUBCHHOI'O BBEACHUA

Kaxnpriii dhaakon cogepxut 0,5 r pochomuriuna (B Buae GocHoMHULIMHA TUHATPHS).

BcnomorarennHbie BCIICCTBA, HAJIWYHUC KOTOPBIX B COCTaBC

JIEKapCTBEHHOT'O IIpernapara: HaTpuil (cM. pasznen 4.4).

CJICAYCT YUYHUTBIBATH

q)OCd)OMI/IIII/IH, 1 T, IOPOHIOK JUIA IIPUTIOTOBJICHUA pacTBOpPAa AJI1 BHYTPUBCHHOI'O BBEACHUA

Kaxnpiii dhaakon comepxut 1 r pochomuruna (B Buae pochoMHLIHA THHATPHS).

BcnomorarennHbie BCIICCTBA, HAJIWYHUC KOTOPBIX B COCTaBC

JIEKapCTBEHHOTO TIperapara: HaTpuil (cM. pasnen 4.4).

CJICAYCT YUYHUTBIBATH

CDOCd)OMI/IIII/IH, 2 T, TIOPOHIOK JUIA IIPUTOTOBJICHUA pacTBOpa AJII BHYTPUBCHHOI'O BBEACHUA

Kaxnpiii ¢prakon comepxurt 2 r pochomununa (B Buae HochoMHUIINHA TUHATPHS).

BcnomorarensHbIie BCHICCTBA, HAJINYHUEC KOTOPBIX B COCTaBEC

JIeKapCTBEHHOTO Npernapara: HaTpuil (cM. pazzen 4.4).

CICOYyCT YUYHUTBIBATH

CDOCd)OMI/IIII/IH, 4 T, TIOPOHIOK JUIA IIPUTOTOBJICHUA pacTBOpa AJII BHYTPUBCHHOI'O BBEACHUA

Kaxnpiii ¢prakon comepxurt 4 r hochomununna (B Buae HochoMHUIINHA THHATPHS).

BcromorarensHEIC BCHICCTBA, HAJIWYHUEC KOTOPBIX CJICAYCT YUYUTBIBATHL B COCTAaBC
JIEKapCTBEHHOT'O TIpernapara: HaTpuil (cM. paznen 4.4).

[TonHbIM IepeyeHb BCIOMOTaTEIbHBIX BEIIECTB MPUBEIEH B pazaerie 6.1.

3. JEKAPCTBEHHASI ®OPMA

[Toporok AJist MPUTrOTOBIIEHUS PACTBOPA JIJIsl BHYTPUBEHHOT'O BBE/ICHHUS.

[Toporok 6enoro uau 6€I0To C )KEITOBATHIM OTTEHKOM IIBETA.

4. KIMHUYECKHUE JAHHBIE

4.1. IToka3aHus1 K IPUMEHEHHUIO

WupekunonHo-BOCHANUTENbHBIE ~ 3a00J€BaHUs,  BBI3BAHHBIE  UYBCTBUTENIBHBIMH K

dochomMuLIIHY MUKPOOPTaHU3MaMHU:

. MHOPEKIMM MSATKMX TKaHeH, B TOM UYHCIE Yy TMAalUeHTOB C HapyLIICHUAMHU
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KOHEYHOCTEH), MH()EKINU 0KOTOBBIX paH;
o MH()EKINH KOCTEH U CyCTaBOB;

° I/IH(beKHI/II/I HHW)KHUX ObIXaTCIbHBIX HYTeﬁ, B TOM YHUCJIC ITHEBMOHHA U I/IH(beKHI/II/I y
MNanuCHTOB C MYKOBHUCIIUAO30M;

° I/IHTpaa6I[OMI/IHaJ'IBHI)IC I/IH(l)eKHI/II/IZ OCTpBIﬁ XOJICHUCTUT, XOJAaHTHUT, ICPUTOHUT,

L4 I/IH(bGKLII/IOHHO-BOCHEUH/ITGJIBHHG 3a00JIeBaHUS OpraHoB MaJIOro Tasa: CAaJIbIIMHIUT,
OHAOMETPUT, IICIIbBUOIICPUTOHUT,

o MH(EKIMH MOYEBBIBOASAIIMX MyTed, B TOM YHCIE OCTPhIA U 000CTpeHue
XPOHUYECKOTO MueIoHedpuTa.

HpI/I CJICAYIOIUX 3a00/1eBaHUIX PEKOMCHAYCTCS IIPHUMCHCHUC B KOM6I/IH3.LII/II/I C ApyrumMu
aHTI/I6aKT€pI/IaJII>HI)IMI/I JICKAPCTBCHHBIMU CPCACTBAMU:

. MHQEKIUH [IEHTPATbHONW HEPBHOM CUCTEMBI: OaKTepHAIbHBI MEHHHTHUT, B TOM YHUCIIE
I10CJICOTIEPALIMOHHBIH;

. OaKTepHaIBHBIN SHIOKAPIUT;

. Cercuc.

4.2. Pexxum 103MpoOBaHNs U C1IOCO0 NPUMEHEHUs!

Pexxum 103upoBaHus

Bspocnvie
Cpennsis pazoBast 103a cOCTaBisieT 2—4 T, KOTOPYIO BBOAAT Kaxble 6—8 4acos.

JnmutenbHOCTh Kypca jedeHus (HOochHOMUIIMHOM W PEXKHM JIO3UPOBAHMS YCTAHABIMBAIOT
WHAVBUAYAIbHO B 3aBHCHUMOCTH OT JIOKalU3alldd Tpolecca M THKECTH 3a00JeBaHUS.
C uenpl0  MpeNOTBpALlEHUS  BO3HUKHOBEHUS  PE3UCTEHTHBIX K  QochoMUIHy
MUKPOOPTaHU3MOB TEparnusi J0JKHA TPOBOJUTHCS TOCIE TMOATBEPKICHHS YyBCTBUTEIHHOCTH
BO30yauTENS K POCHOMUIIMHY, a €€ TPOJOJDKUTETLHOCTh JOJDKHA OBITHh OTPaHUYEHA CPOKOM,
MUHUMAJIbHO HEOOXOAMMBIM JIJIS JICUSHHUS MallMeHTa.

Oco0ble TPVIIILI TAIUEHTOB

Tayuenmoi ¢ napywenuem ¢hynkyuu novex

VY manuMeHToB ¢ MOYEYHOI HEJO0CTaTOYHOCTHIO U MALMEHTOB, HAXOSAIIUXCS Ha reMOoInajn3e,
TpeOyeTcst KOppeKLus peKUMOB BBeICHH (CM. TabIHILY):

Knupenc kpeatuHnHa 40-20 mu/mMuH 20-10 mu/mMuH <10 mu/mMmuH
Jlo3a dochomurimna/ 2-4r 2-4r 2-4r
KPaTHOCTb BBEJICHUS Kaxaele 12 yacoB Kaxaele 24 gaca Kaxxaele 48 yacoB

[TanmenTaMm, HaAXOOAIIMMCS HA TE€MOJHAIN3€, BBOIAT MO 2—4 T MOCie KaXI0H MpOUELypbl
Juanu3a.

€T

Haunnas ¢ mepuona HOBOPOXAEHHOCTH, BBOAAT U3 pacuera 200—400 Mr/kr maccel Teia B
cyTku. CyTOUHyIO 103y JIeJIAT Ha 3 BBEICHHUS; UHTEPBAJIbI MEX/1y BBEACHUSMHU COCTABISAIOT
8 uacos.
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BHuyTtpuBeHHO (B/B).

Jlnst mpsiIMOro BHYTPUBEHHOI'O CTPYMHOIO BBEIEHUS: IIPUIOTOBJIEHHBIA PacTBOp Ipenapara
BBOJIUTH MEJICHHO B TCUCHHE HE MEHEE 5 MHUH (PEKOMECHIYEMBIH PEKUM JO3UPOBAHHS — 2 T
KaXk/ple 6—8 4acos).

Jns ObicTpoii BHYTpUMBEHHOM HMH(Y3WU. MPHUTOTOBICHHBIA pacTBOp IpenapaTa BBOAWTH B
teuenue 0,51 gaca (peKOMEHTyEMBIi PEKUM T03UPOBaHMS — 4 T Kaxable 6—8 4acos).

Jns  nauTenbHOr0 BHYTPUMBEHHOTO KamleJIbHOTO BBEACHUS: IPUTOTOBJICHHBIA PacTBOP
npernapara BBOIUTH B TeueHHe 1-3 4acoB (pEKOMEHIYEMBIN PEKUM — 4 T KaK/ple 6—8 4acoB;
B HCKOTOPBIX KIIMHUYECKUX CITydasx — 8 T KaXkJIble 8 4acoB).

WMHCTpYKIIMY 110 MPUTOTOBIICHHIO JIGKAPCTBEHHOTO TIpenapara Iepel MPUMEHEHHEM CM. B
paszene 6.6.

4.3. [IpoTuBONOKAa3aHUS

o ['unepuyBcTBUTENFHOCT K (OCHOMHUIIMHY WIM K JIFOOOMY H3 BCIIOMOTATEIIbHBIX
BELIECTB, [IEPEUNCIICHHBIX B pa3jeine 6.1.

4.4. OcoOble ykazaHMsl M1 MepPbl NPeI0CTOPOKHOCTH NIPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

[IpenpacmnonokeHHOCT, B aHaMHE3e K ajulepruyeckuM 3a0ojieBaHHsAM (TakuM, Kak
OpoHxuWanbHasi acTMa, KpanuBHUIIA), 3a00J€BaHUS TICYCHH, CEpJeYHAs | TodYeyHas
HEJI0OCTATOYHOCTb, MOXKUJIOW BO3PACT, apTepUaIbHas TUNEPTEH3US.

Oco0ble yKa3aHus

Heobxooumvle mepor npedocmoposicHocmu

B cBs3u ¢ Tem, 4TO B HacTosliee BpeMs HE CYLIECTBYET METO/AOB, CIIOCOOHBIX JIOCTOBEPHO
npejcKa3aTb BO3MOXHOCTh pa3BUTUS aHA(WIAKTUYECKOTO IIOKA MM MHBIX TSKENbIX
QIJIEPrUYECKUX PEaklUi Ha BBEJCHHE JEKapCTBEHHOro npemnapara PocoMUIUH, CleTyeT
CO0JII01aTh CIEAYIOIINE MEPhI IPEAOCTOPOKHOCTH:

1. Ilepen HasHaueHWeM Ipemapara Yy HalMeHTa CIEAyeT TIIATENbHO COoOpaTh
JIJIEProJIOTHYECKU aHaMHe3 C IIeJbI0 BBIBIEHUS CIIyyaeB aHa(QUIAKTHYECKOTO
II0KA WJIM UHBIX aJNIEPrUYecKUX peakiuii Ha BBeIeHnEe aHTHOMOTHUKOB.

2. Tlepen kaxapM BBEACHHEM TMpenapara HEOOXOAMMO TMPOBEPUTh HAIMYUE U
KOMIUTIEKTHOCTh  «[IpOTHBOIIOKOBOM anTekw» B MeECTe TMPOBEACHUS Je4eOHOH
MIPOLEAYPBI.

3. TlamueHT MOJDKEH HAXOJWUTHCS IO HAOJIOJCHWEM MEIMIIMHCKOTO IepcoHanma ¢
MOMEHTa Hauaja U JI0 3aBEepIICHHs BBEICHUS Mpernapara, 0COOCHHO, B CaMOM Hadaie
€r0 BBEJICHMUSI.

Mepwi npedocmoposicHocmu, Kacalowuecs 66e0eHusl npenapama

[Ipenmapar ®ochoMuLIMH  cleIyeT BBOJUTh TOJBKO BHYTPUBEHHO, TPH  3TOM
MPEIMOYTUTENILHO €ro MEJUICHHOE, KamelbHOe BBeleHue. [Ipu BHYTPHBEHHOM CTPYHHOM
BBEICHHH B OOJBINMX J03aX BO3MOXKHO pa3BuTHE ¢uiebuta U OOJIC3HEHHOCTH B MECTE
BBeJieHUs. JIJiss peoTBpaIeHns CIy4aeB dKCTpaBa3anuu npenapat @ocoMUlvH cleayer
BBOJIMTH MEJIYICHHO M OCTOPOXKHO.
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BIIUSTHUE HA €r0 CBOMCTBA U 3 (HEKTHBHOCTS.
pyaue mepvl npedocmopodicHocmu

B caywae mmrenpHON Tepanmuu mpenaparoM DocPOMHUIMH CIEIyeT TEPHOANYCCKH
KOHTPOJMPOBATh (DYHKIMIO TICUEHH, MOYEK (B TOM YHCIE IO JAHHBIM OHOXHMMHYECKOTO
aHaJIM3a KPOBH: COJCPIKAHHUE DJICKTPOIMTOB, a30Ta MOYEBHHBI, OMIUPYOWHA, aKTHUBHOCTH
«IEYCHOYHBIX» (DEPMEHTOB), a TAK)KE TIOKa3aTeH O0IIero aHaIu3a KPOBH.

C nenplo NpenoTBpalleHUss BOSHUKHOBEHHUS! PE3UCTEHTHBIX K IpenapaTy MUKpPOOPTraHU3MOB
Tepanusl JOJDKHA MPOBOAUTHCS IOCIE IMOJITBEPXKIAECHUS YYBCTBUTEIBHOCTH BO30OYIMUTENS K
dochomunnHy, a ee MPOMOJDKHTEIBHOCTh CIEAYeT OTrPaHHYUTh CPOKOM, MHUHHMAJIHHO
HEOOXOIMMBIM JIJIs1 JICUEHUS MMALUCHTA.

HpuMeHeHue Yy nayueHmoes - nosicuiloco eo3pacma, 'y nayueHmoes ¢ cep()elmoﬁ
H€006‘mam0’{HOCWZbiO, NnoYeyHol HedoCmamo4HoCmbio

Taxk kak mperapar BIBOAUTCS TIIaBHBIM 00pa3oM depes MOYKH (CM. pasnen 5.2), y maiueHToB
MOYKUJIOTO BO3PACTa €ro HY>KHO MPUMEHSATh ¢ 0CO00H OCTOPOXKHOCTBIO, T.K. Y MHOTHX U3 HUX
UMEeTCsl CHIDKEHHE (YHKIMHU TO0YEK, YTO MPHUBOAWT K OOJBIICH BEPOATHOCTH DPA3BHTHUS
HEXKENIATENbHBIX PEaKIUil y 3TOW TPYMIbl MalMeHToB. [lammMeHTaM MOXKWIOro Bo3pacra
HEOOXOJUM TIIATEIbHBIA 1OAOOP [03bl, B OCOOEHHOCTHM MAaLMEHTaM C CepJeHYHON
HEJIOCTaTOYHOCTHIO, TIOYCYHON HEIOCTATOYHOCTHIO, apTEPHAILHON THIIEPTEH3UEH U B IPYTHX
ClTydasix, TpeOYIOIIMX OrpaHNYEHIE BBEJICHHUS HATPHSI.

BcnomorarensHbIe BEIECTBA

Kaxnpnii ¢makon ¢ 0,5 r npenapata coxgepxur 166,8 mr Harpusi (OCHOBHOH KOMIIOHEHT
MUIIEBOW/CTOIOBOM coiM), 4YTO dkBuUBajieHTHO 8,3 % or pexomenmyemoro BO3 nmns
B3POCJIOT0 YeTOBEKa MAKCUMAIBLHOTO €KETHEBHOTO TTOCTYIIJICHUS, PABHOTO 2 T HATpHs.

Kaxnpiii ¢gunakon ¢ 1 r mpemapara conepkut 333,6 mr HaTpusi (OCHOBHOW KOMIIOHEHT
MUTICBOW/CTOJIOBOM COJIM), 4TO SKBUBaJIeHTHO 16,7 % ot pexomenmyemoro BO3 s
B3pPOCJIOTO Y€JI0BEKAa MAKCUMAJIBHOTO €KEJHEBHOT'O ITOCTYIIJIEHNSI, PABHOTO 2 T HATPHUS.

Kaxnapiii ¢uakoH ¢ 2 r npenapara coaepkutr 667,2 mr Harpusi (OCHOBHOM KOMIIOHEHT
MUIIEBOW/CTONIOBOM conu), 4To d3kBUBajieHTHO 33,4 % oT pexomenayemoro BO3 s
B3POCJIOTO YeJI0BEKa MAKCUMAIIBHOTO €XKETHEBHOTO IMMOCTYIICHHS, PABHOTO 2 T HATPHS.

Kaxnpiii ¢nakon ¢ 4 r npenapata conepkut 1334,4 mr Hatpus (OCHOBHOM KOMIOHEHT
MUTICBOW/CTOJIOBOM COJIM), YTO SKBUBaJICHTHO 66,7 % ot pexomenmyemoro BO3 s
B3pPOCJIOTO Y€JI0BEKa MAKCUMAJIBHOTO €KETHEBHOT'O ITOCTYIIJIEHHS], PABHOTO 2 T HATPHSL.

39T0 HGO6XO)II/IMO YUUTBIBATh IMAIMMCHTAM, HaxoJAIIUMCA Ha AOUCTE C OIpaHUYCHUCM
MOCTYIUICHHUA HATPUA.

4.5. B3zaumopgeiicTBHe ¢ JPYTHMH JICKADCTBEHHBIMH MpenapaTtaMM M [pyrue BHIbI
B3aMMO/AEHCTBUA

B KOM6I/IHaI_II/ISIX C NCHUIINJIJIMHAMHU, I.IC(I)EUIOCHOpI/IHaMI/I, Kap6ar[eHeMaMH,
AMUHOTJIMKO3UIAMH, TJIMKOMENTUIaMH W  (QTOpXHUHOJIOHAMH (HOCHOMUIIMH TMPOSBISET
BBIPQKEHHBI CHHEPTHIHBINA 3()(EeKT; 3TO CBOMCTBO Ipenapara UCHOIb3YeTCsl MPH Teparnuu
TSOKENBIX MHMEKIUH, a Takke WH(EKINI, BHI3BAHHBIX MOJMPE3UCTEHTHBIMHU BO30YAUTEIIMU
(METHUIWJUIMHOYCTOHYMBBIMA ~ CTa(DMIIOKOKKAMH,  JHTEPOKOKKAMH,  DHTEPOOAKTEPHIMH,
Pseudomonas aeruginosa u mp.).
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4.6. DepTHIBLHOCTD, 0€PEMEHHOCTH U JIAKTALMS

bepemeHHOCTD

[Tpumenenue npenapata @ochoMuLIH BO BpeMsi O6peMEHHOCTH WM IIPU MOI03PEHUH Ha Hee
HE PEKOMEHJYETCs, 32 HUCKIIOUEHUEM CIIy4aeB, KOI/la MOTEHLMAIbHAS IO0Jb3a JUIsl MaTepu
MPEBBIIIAET MOTEHIIMAIBHBIN PUCK AJIS 1012, U JOJHKHO OCYIIECTBISATHCS MO HAOII0IeHUEM
Bpauya.

JlakTamus

@ochoMUIIMH B OYEHb MAaJbIX KOHIEHTPAIMAX NPOHHMKAET B TpynHoe MoJoko. Ilpum
HEOOXOIMMOCTH IMPUMEHEHMs IpenapaTa B MEpPHOJ] JAKTALUU CIEIyeT PEIIUTh BOIPOC O
BPEMEHHOM IIPEKPAIICHUH TPYIHOI0 BCKaApMIIMBAHU HA IIEPUOJL IPUMEHEHHUs IIpernapara.

4.7. Bausinue HA cNOCOOHOCTH YNPABJATH TPAHCIOPTHBIMHU CPeACTBAMM U padoTaTh ¢
MeXaHH3MaMHU

Her maHHBIX, yKa3bIBaIOMIMX Ha OTpHULATENIbHOE BIUsSHHE (PochOMHIIMHA HA CIIOCOOHOCTH
YIPaBJIATh TPAHCHOPTHBIMU  CPEACTBAMHM, MEXaHU3MaMU U HAa 3aHATHS JAPYTUMH
NOTEHLMAJIbHO  ONACHBIMU  BHUJAAMU  JI€ATEIbHOCTH,  TPEOYIOIIMMM  IOBBIIIEHHON
KOHIIGHTPAallUM BHHMMaHUS M OBICTPOTHI IICUXOMOTOpHBIX peakuuil. OpHako, ciexyer
YUUTBIBaTh, 4YTO INpUMEHeHue (ochoMuMHA MOXKET  COINPOBOXKAATHCA  TaKUMU
HEXKEJNAaTeNIbHBIMA ~ PEaKLMsAMH, KaK TOJOBOKpY)XXEHUE, TrojoBHas Oonb. [lanueHtsl,
UCTIBITHIBAIONINE TOJOBOKPY)KEHUE M TOJIOBHYIO 0O0JIb, JOJDKHBI BO3AEPIKATHCS OT BOXKICHUS
TPAHCHOPTHBIX CPEACTB U pabOTHI C MOTEHIMAIBLHO ONACHBIMU MEXaHU3MaMH.

4.8. HexkesiaTeIbHbIE peaKIIHU

PesroMme HexxenaTeabHbBIX PEAKIINT

HexxenaTenbHble peakluu, MpEACTaBICHHBIE HIKE, CTPYNIHUPOBAHBI B COOTBETCTBUU C
KJIacCaMd CHCTeM OpraHoB wmeaumuHckoro cioBaps MedDRA. Jlns omeHku dYacTOTHI
pa3BUTHS HEXKENATENbHBIX PEaKIUi HUCHONB3YIOT CIEAYIOIIUe KPUTEPUH: OYEeHb YacTo
(> 1/10), gacto (> 1/100, vHo < 1/10), Hewacto (> 1/1000, HO < 1/100), peaxo (> 1/10000,
HO < 1/1000), ovens pemko (< 1/10000, BkitOYas OTAENbHBIE COOOIIEHHS) M YACTOTa
Heu3BecTHa (IO HMMEIOIIUMCS JaHHBIM  OMPEICIIUTh YacTOTy HE MPEICTaBISACTCS
BO3MOXKHBIM).

Hapywenus co cmopouwbl cucmemvl KpoGu U JUMPAMUYECKOU Ccucmemvl. PEAKo —
JeUKOINEHHsI, aHEeMHUsI, TPaHYJIOLUUTONEHHs, S03MHOPIINS, MAHUUTONEHHS, arpaHyJIoIUTO3
WIM TPOMOOILMTOIEHHUS; OYEHb PEIKO — aIjacTHueckas aHeMmus. Tepanmuio HEoOX0IUMO
IPOBOJUTH IMOJT KOHTpOJIEeM (opMyJsIbl KpoBU manueHTa. [Ipu pa3BUTUM MHOOBIX HapyIIECHHH,
HE CBS3aHHBIX C OCHOBHBIM 3a00JieBaHHEM, HEOOXOIMMO OTMEHUTh NpUEM Ipernapara U
HA4aTh COOTBETCTBYIOIIYI0 CUMITOMAaTUYECKYIO TEPAIHIO.

Hapywenuss co cmoponbt  UMMYHHOU  cucmemvl: PEIKO — OCTpbIE pPEaKUHH
TUIIEPUYBCTBUTENBHOCTH (B TOM 4YHCIEe aHA(WIAKTUYECKUH IIIOK); YacTOTa HEU3BECTHA —
aHTMOHEeBpoTHYeckuil orek. [Ipu pazBuTHN THOOBIX CUMOTOMOB aHa(UIAKTUYECKUX peaKlui,
TaKUX Kak: JUCIHOY, THUIIOTOHHUS, IMAHO3, YypPTUKapHas Cblllb, PE3KOE HEIOMOTaHUE,
HEOOXOJUMO  OTMEHUTh  BBEJIEHHME  I[IpermapaTa M HadyaTb  COOTBETCTBYIOLIYIO
CUMITOMAaTUYECKYIO TEPAIHIO.

Hapywenuss co cmoponvl HepsHol cucmembl: PEAKO — OHEMEHHE, TOJIOBHasi O0Jib,
TOJIOBOKPY>KEHHE, THUIECTe3Us; YacTOTa HEU3BECTHA — IMIOBBIIIEHHAS YTOMJISIEMOCTD,
CIyTaHHOCTh CO3HAHUS, CyIOpOrd. B ciyuyae pa3BuUTHS CyAOpOr, HE CBSI3aHHBIX C OCHOBHBIM
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CUMIITOMATHUYECKYIO TEPAIUIO.
Hapywenus co cmoponwl cepoya: peiko — y4aleHHOe cepilieOneHue.

Hapywenusa co cmoponsl cocydog: HedacTo — TpoMO0(pIeOuT; peaKo — 60k 1Mo X0y cocyaa,
TUIIEPEMUSL.

Hapywenus co cmopoHul OvixamenvHotl cucmemsl, Opeano8 2pyOHOU KIemKU U CPe0OCMeHUs.:
HEYaCTO — OJIBIIIKA; PEIKO — KaIlleb, OCTPbII MPUCTYI OPOHXHATBLHONU aCTMBbI, AUCKOM(OPT B
00J1aCTH TPYAH, OUTYIIEHUE CAABIUBAHUS B TPYAHOU KIIETKE.

)KeﬂydquO-Kuwequle HapyuieHus. HEYaCcToO — Juapes, TOIIHOTa, PBOTA, 0oL B KHUBOTC,
AHOPCKCHUsl, U3MCHCHUC BKYCA, CHMXKCHUEC aIllICTUTA,; PCAKO — CTOMATHT, Bblpa)KeHHbe/’I KOJIUT
C HaJIMYUEM KpPOBH B CTYIIC, HCCBHOMCM6paH03HBIﬁ KOJIUT. HpI/I IMOABJICHUHU Yy ITAaIUCHTOB
001 B JKHBOTE WU YaCTOr'O CTyJia, HC CBA3AHHBIX C OCHOBHBIM 3a6OJICBaHI/I€M, HCO6XOI[I/IMO
OTMCHUTD IIPpHUEM IIPCIIapaTa U HAYATb COOTBECTCTBYIOLIYIO CUMIITOMATUYCCKYO TCPAIIULO.

Hapywenusi co cmoponvl neyeHu u 2#CenyesvigoOAWuUX nymeu: 4YacTo — Npexojsuiee
IIOBBILICHHE AKTUBHOCTH (bepMeHTOB NIEYECHU (amaHnHaMUHOTpaHCepassbl,
acnapraTaMHUHOTpaHcdepasbl, MIeNToYHON (ocdaTasbl); HEYaCTO — TMOBBIIICHUE YpPOBHEH
JaKTaTAeTUApPOreHassl, OUIMpyOuHa, peaKko — HapylleHHe (yHKIMM IE€YeHM, XKeNTyXa,
4acTOTa HEU3BECTHA — XOJIECTAaTHYECKUM renaTuT. [Ipy pa3BUTHUM yKa3aHHBIX HapyLLIEHUN
HalMEHThl JTOJDKHBI HaXOIUThCS MOJ HaOIoJeHHeM Bpauya. B ciyuyae BbIsIBIEHHS JTHOOBIX
HapylmeHnH (QYHKIMU TIeUYeHH, HE CBA3aHHBIX C OCHOBHBIM 3a00JI€BaHHEM, HEOOXOIUMO
OTMEHHUTH IIPUEM IIpenapaTa U Ha4aTh COOTBETCTBYIOLIYIO CUMIITOMAaTHYECKYIO TEPAIIUIO.

Hapymenuﬂ CO CmMOpPOHbL KOooHCU U NOOKOJCHbIX MKAHel: HEYacTo — CbIllb, IIPYPHT,
KpalliBHHIIA, 3K3aHTEMA, IIOKPACHCHUC KOXKH, 3pUTCMA.

Hapywenus co cmoponsl nouexk u mMouesvlgoosauux nymei: peaKo — HapylleHue (QYHKIUH
MOYEK, OTEKH, MOBBILIEHUE KOHLIEHTPAIU! MOUYEBUHBI B KPOBH, TPOTEHHYPHSL.

051141/{6 HapyweHus u peakyuu 6 mecme 66e0¢eH1isl; HeYacTO — IOBBIIICHUE TEMIICPATYPHI TCIIA,
00JIE3HEHHOCTh B MECTE BBCJICHUSA, PEIKO — (I)J'IC6I/IT, JKaxJia, 9yBCTBO O6H.I€FO HECAOMOI'aHHA.

Jlabopamopnvie u uncmpymenmanvusie OauHvle: PEAKO — FMIEPHATPUEMUs, TUIIOKATMEMus,
HapyIICHHUE AJIEKTPOIUTHOTO OanaHca.

COO6H.ICHI/IC 0 TOAO03PEBACMBIX HEXKCIATCIBbHBIX PCAKIINAX

BaxHo coo0mare O N0J03peBacMbIX HEKENATENbHbIX PpEeaKUsAX I[O0cIe pPerucTpanuu
npernapara ¢ Lelblo 00ecledeHrsT HEeMPEePhIBHOIO MOHUTOPHHIA COOTHOIIEHUS «I10JIb3a —
PHCK» JIEKapCTBEHHOTO Ipenapara. MeIuuHCKUM paOOTHUKAM PEKOMEHIyeTCsl COO0IaTh O
JIOOBIX T0J03PEBAEMBIX HEXKENATEIbHBIX PpEeaKIUsAX JIEKapCTBEHHOI'O IIpernapara uepes
HalTMOHAJIBHBIEC CUCTEMBI COO6HIGHI/I5[ 0 HCXKCIIATCIIBHBIX PEAKIUAX TOCyAapCTB — YJICHOB
EBpa3uiickoro 53K0HOMHUYECKOTr'0 COI03a.

Poccuiickas @enepanus

®denepanbHas ciryxk0a 1Mo Haa30py B chepe 31paBoOXpaHEHUs
Anpec: 109012, r. MockBa, CraBstHCKas IJIOIIA b, 1. 4, cTpoeHue 1
Tenedon: +7 (800) 550-99-03

DnekTpoHHas rmovra: pharm@roszdravnadzor.gov.ru

Caiit B UH(POPMALMOHHO-TEICKOMMYHHUKAIIMOHHON ceTu «nTepHeT:
https://www.roszdravnadzor.gov.ru/
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4.9. Ilepeno3npoBka
CHUMOTOMBI

OTCyTCTBYIOT COOOLICHHUS O TIepeao3upoBke pochomuiinHa. BeposaTHeie MposSBICHUS OCTPOH
NEePe03UPOBKH — CUMITOMBI THIIEpHATpUEMUH (C1a0OCTh, MOBBIIMICHHAS HEWPOMBIIICYHAsS
BO30YyAMMOCTb, COHJIUBOCTb, CITyTAHHOCTb CO3HAHUS).

JleueHue

CumnromaTrieckasi v MojJIepKUBaroIas Tepanus, KOMIICHCAIIMOHHOE BBEACHHUE KUIKOCTH U
dbopcupoBaHHBIN TUype3; B TSKEIBIX CIIydasX — FeMOIUaIH3.

5. DPAPMAKOJIOTMYECKHUE CBOMCTBA
5.1. ®apmakoauHaMHuYecKHe CBOIiCTBA

dapmakoTepaneBTHUECKasi TpyIna. aHTHOAKTepUalIbHBIE CPEICTBa CUCTEMHOIO JeHCTBHUSA;
JpyTre aHTUOAKTEPHAIILHBIE CPENICTBA.

Kox ATX: JO1XX01

Mexanusm aeiicteus U hapMmakonuHamuueckue 3O deKTol

AHTHOaKTEpUAILHOE CPEICTBO MIMPOKOTO CIIeKTpa neiicTBus. bakrepunmanoe nelicTBue
dochomMuIiHA OCHOBAaHO Ha HAPYUICHWW (HA PAHHUX CTAIUsAX) CHHTE3a IMENTHIOTIMKAaHA
KJIETOYHOH cTeHku Oakrepuil. [IpoHMKas B MHKpPOOHYIO KJIETKY IO CHCTEMaM TPaHCIIOpTa
D-riroko3a-6-docdara, npenapat HeodbparumMo HHTHOMpyeT depmeHT ypuauaTpudocdar-N-
aIeTHIITIIIOKO3aMUHEHOJIUPYBUITPaHchepasy, KOTOPBIN KaTaJIM3UpyeT  PEaKlHUio
obpazoBanus  ypuauHTpHdOochaT-N-amnernin-3-0O-(1-kapookcuBunmn)-D-raroko3amuaa U3
dochoenonmnupysata u ypuauntpudocar-N-anernn-D-riroko3amuHa.

dochomunuH akTUBEH (Kak iN Vitro, Tak ¥ B YCIOBUSAX KIMHUYECKOW MPAKTUKH MPH JICUCHUU
psina MHQEKIHii) B OTHOIIEHUU:

rpaMIoJI0XKHUTEIbHBIX a3poboB — Staphylococcus aureus, Staphylococcus epidermidis (8 Tom
Yrclie IMITaMMOB, YCTOMYHMBBIX K METULMJUIMHY), Streptococcus pyogenes, Streptococcus
pneumoniae, Enterococcus faecalis;

rpamMoTpHIIaTeIbHBIX a’poboB — Escherichia coli, Citrobacter spp., Enterobacter spp.,
Proteus mirabilis, Proteus vulgaris, Providencia (Proteus) rettgeri, Serratia marcescens,
Haemophilus influenzae, Pseudomonas aeruginosa, Neisseria meningitidis, Neisseria
gonorrhoeae, Salmonella spp., Shigella spp., Campylobacter spp. u Yersinia enterocolitica.
BonpmmacTBo mrammoB Klebsiella spp. u Providencia spp. yMepeHHO 4yBCTBUTEIBHBI K
rpemnapary.

YcroiuuBbl Bacteroides spp., Brucella spp., Corynebacterium spp., Mycoplasma spp.,
Chlamydia spp., Treponema spp., Borrelia spp. u Mycobacterium spp.

BropuuHas ycTOMYUBOCTH MUKPOOPTAaHU3MOB K (hOCOMHUIIMHY pa3BUBaETCs peako. LleHHbIM
CBOMCTBOM TIperapara SBJIICTCS OTCYTCTBHE IEPEKPECTHON PE3MCTEHTHOCTH C JIPYTUMHU
aHTHOaKTepuanbHBIMU cpeacTBaMu. [lpu couetanum ¢ Oera-maktamamu, (HTOPXUHOIOHAMH,
TIINKOIICIITUAaMU NI AMHUHOI'JIMKO3UIaMHU OTMECYACTCs BBIpa)KeHHBIﬁ CUHCPIru3mM
AHTUMHUKPOOHOTO JEHCTBHSI B OTHOUICHHHM IIMPOKOTO CIIEKTpa TPAMIIONIOXKHUTEIbHBIX |
TPaMOTPHUIIATEIBLHBIX a9POOHBIX OaKTEPUA.
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5.2. ®DapmakoKMHeTHYECKHE CBOMCTBA

Abcopbyus

Yepez 30 MuHyT mociie B/B BBeIeHHs | T mpemapara — B TEYCHHE 5 MHHYT KOHIICHTpAIUs
dochoMuiiiHa B CHIBOPOTKE KpoBU cocTamisier 74 Mxr/mul. Ilpu menneHHOM (B TeUYCHHE
1 yaca) B/B BBeIEGHHM Tperapata B 703¢ 2 I' MaKCHMaJIbHas KOHIEHTpamus (hochoMuIimHa
cocraBuna 157,3 mxr/mn. Y nereit ¢ maccoit tena ot 20 mo 37 kr uepe3 0,5-1 gac nmocne B/B
BBeneHus 1 r pochomuinua B TeueHue 4 MUHYT KOHIEeHTpauus GpochoMuIiiHa B CHIBOPOTKE
KpoBu coctaBuia 93,8—107 MKr/miL.

Pacnpeoenenue

Crenenp cBs3biBaHus (pocoMuinmaa ¢ Oeiaxamu IIa3Mbl KpoBW HH3Kas — 2,16 % ot
BBE/ICHHON [1103bl. bnaromapst Hu3KOM MoOneKkymapHOil Mmacce (GOCHOMHUIIMH XOPOLIO
pacrmpenensercss BO MHOTHX OpraHax M TKaHAX opraHu3Ma. bakTepHuuaHble KOHIIEHTPAIIUH
OIIPEJICTISIOTC B TKAHSX JIETKOTO, TUICBPAIBHOW KHIKOCTH, NMEPUTOHEATLHON >KUAKOCTH,
MIOJIKO’KHOM JKUPOBOW KJIETYATKE, MBIIIIAX, KOCTSIX, CAHOBUAJILHOW KHUIKOCTH, TKaHSX Tja3a,
SHJIOKAp/e KIIAMaHOB Cepala; OBICTPO NPOHHMKAET Yepe3 reMaTodHLeaTuuecKuii Oapbep.
VY ITH NaMeHTOB C peCIUPATOPHBIMA HH(EKIMAMH Yepe3 TpU daca Mmociie B/B BBEACHHUS 1 T
dochomunHa KOHIIEHTpanus B MOKpoTe cocTaBuia 7,0 Mkr/mi. KoHueHnTpanus npemnapara B
CIIMHHOMO3TOBOH KHIKOCTH 3HAYUTEIBHO BO3PACTAET MPH BOCHAIIEHUH MO3TOBBIX 000JIOUEK.
[IpoHukaer u HakamMBaeTcs B aronurax (HelTpoduiaax u mMakpodarax). I[lponukaer yepes
IUTAlEHTy. B ManbIX KOHIEHTpAUsAX MPOHUKAET B TPYIHOE MOJIOKO.

buompancgopmayus
®dochoMuUIuH HE MOABEPracTCs METa00IM3MY.
Inumunayus

BriBogutcs gochoMunuH nperMyIIecTBEHHO MOYKaMU B HEM3MEHHOM BHJE C CO3JJaHUEM
BBICOKMX KOHLIEHTpAIMi aHTUOMOTHKA B Moue. B ncciieoBaHusX, MPOBEACHHBIX C yYaCTHEM
B3pOCIBIX 3/0POBBIX JOOPOBOJIBIIEB, TOCIE BHYTPUBEHHOTO KaleIbHOTO BBEACHUS | T
¢dochomunirHa B TeueHUe yaca Win 2 T pochoMULIMHA B TE€UEHUE 2 YaCOB YPOBEHb IKCKPELIUU
¢ Mouoil cocraBun 95-99 % B Teuenue 10-11 wyacoB mnocne BBeneHus. Ilepuop
nonysbiBesieHus (T12) y B3pocibix u y nereit — 1,7 yaca u 1,3 yaca, cooTBeTcTBeHHO. Masnas
qaCTb OT BBeI[eHHOI\/’I O3Bl SKCKPECTUPYETCA KHUIICYHUKOM, OAHAKO, 3TOT IIYTH SJIMMHUHALIUA
HE UMEeT CYLIECTBEHHOro 3HaueHus. PochOMULIUH MOKET OBITh JIETKO yAaJeH U3 IJIa3Mbl
IIOCPEACTBOM IeMOANANIN3A.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. [lepeyenb BcmoMorate/ibHbIX BelleCTB

SIurapnas xuciora.

6.2. HecoBMecTUMOCTD

BBI/IJIy (bPISI/IKO-XI/IMI/I‘IeCKOI\/’I HECOBMCCTHUMOCTU HE CJIICAYCT CMCIIMBATH B OJHOM HIIIPUIEC C
AMIIUIUJUIMHOM, TCHTaMHUIIMUHOM, CTPCIITOMUIIMHOM, KaHAMHUIIMUHOM U pI/I(I)aMHI/II_II/IHOM.

JlaHHBIN JIEKapCTBEHHBIA IperapaT HE CIIEAYeT CMEIIMBAaTh C JAPYTMMH JIEKapCTBEHHBIMH
IpernapaTam, 3a HCKJIIOUEHUEM YIOMSHYTHIX B paszzaene 6.6.
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6.3. Cpok rogHocTH (CPOK XpaHeHHsl)

HeBckpuIThlil ditakoH

3 rona.

IIpuUroToBJICHHLIN PACTBOD

PactBOpHI Ipenapata ciiefyeT NpUMEHATh cpasy MOCJe MPUTOTOBICHUSI.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH NPU XPaHEHUH

XpaHuTh npu Temreparype He Bbliile 25 °C B OpUrMHAIBHON yIaKOBKE (I1a4yKe) Ui 3aliUThl
OT CBeTa.

VYcnoBus xpaHeHus ociie BOCCTaHOBIIEHHUS JIEKapCTBEHHOT'O Ipernapara cM. B paszene 6.3.

6.5. XapakTep M coaepkaHue NePBUYHONH YIIAKOBKHU

0,5r,11, 21,4 IHCTBYIONIETO BelIecTBa BO (PJIAKOHBI CTEKJISTHHBIE BMECTUMOCTBIO 10 M,
20 mut mim 30 MII, TepMETHYHO YKYTIOpEHHBIE TPOOKaMU PE3MHOBBIMH, 00KaThIE KOJTTAYKaMU
KOMOWHHUPOBAHHBIMHU.

1 ¢bakoH ¥ UHCTPYKIHS 110 MEAUIIMHCKOMY TIPUMEHEHUIO B TTAYKE KAPTOHHOM.

6.6. OcoOble Mepbl MNPeIOCTOPOKHOCTH TMPH YHHUUYTOKEHHMH HCHOJIH30BAHHOIO
JIeKApCTBEHHOI0 Ipenapara MJIM OTXOA0B, IMOJYYEHHBIX I0cJe NPUMEHEeHHUs
JIEKAPCTBEHHOI'0 Npenapara, u Apyrue MaHUMYJISIMHU C PenapaToM

HWHCTpYKIHUS 10 IPUTOTOBICHUIO JIEKAPCTBEHHOTO IIpelapara nepe IpuMeHEHUEM

IIpamoe enympusennoe cmpyliinoe gedenue

Jnst BHyTpuBeHHOrO cTpyiHOoro BBeneHus 0,5 r mnm 1 r mpenaparta pactBoputh B 10 mu
BOJIbI JUISl MHBEKIUH, 2 T Ipernaparta pacTBOpUTh B 20 MJI BOJBI JUIsl HHBEKIIUH.

bvicmpas enympusennasn unghysus

Jnst ObicTpoit BHyTpuBeHHOM wuHOy3uum 0,5 r wim 1 r mnpemapata HOpeaBapUTENbHO
pactBoputh B 10 Mi BOXIBI [UIsi MHBEKUMH, 2 T wiM 4 T mpenapara HpeIBapUTEIbHO
pactBopuTh B 20 MJI BOJBI JJIsi MHBEKIMM; TOJydeHHbIH pacTBOp 100aBuTh K 100—200 mn
COBMECTHUMOM >KUJKOCTH JUIst UHDY3UH.

ﬂﬂumeﬂbHOe 6HYMPUBEHHOE KANE/IbHOE 66edeHuUe

Jns pnutenbHOTO BHYTPUBEHHOTO KamenbHOro BBeaeHus 0,5 r wim 1 1 mpemapara
pacTtBOpUTH B 10 MJT BOJIBI JUIsl MHBEKLNMN, 2 T WK 4 T npenapara pacTBOPUThH B 20 M1 BOABI
JUTSL THBEKITMI; TTOTy4YeHHBIH pacTBOp 100aBUTh B 200—400 MJI COBMECTUMOM KHIAKOCTH IS
UHQY3UH.

HpI/I pacTBOPCHUM IIpcIiapaTa (I)OC(I)OMI/II_[I/IH BO3MOKHA 3K30TCpMHUUCCKAA pCaKI .

CoBmectumble  kugkoctd st uHbys3ui: 0,9 %  pacTBop HaTpus  Xjopuaa
(pusmonormveckuit pactBop), S % pacTBOp AEKCTPO3bl, pacTBOp Punrepa, pactsop Punrepa
nakTat, 1,4 % pactBop rumpokapOoHaTa HATPHUS.

Yrunuzanus

Oco0bie TpeOOBaHUS OTCYTCTBYIOT.
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7. IEPKATEJIb PECHCTPALIMOHHOI O Y 10CTOBEPE S =/ 1EHOCTS 0003)

Poccus

000 «JIaDk»

660098, Kpacnosipckuii kpaii, T. Kpacuosipck, yi. 9 Mas, 1. 49, nom. 281
Ten.: +7 (391) 205-13-33

7.1. IlpeacraBuTeIb 1€pPKaTE/Isl PETUCTPALMOHHOIO YI0CTOBEPEHUS

IIpeTen3un HOTDC6HT€H€I\;I CICAYCT HAIIPABJIATD 110 aAPCCy:

Poccus

ITAO «Kpachapmar»

660042, Kpacnosipckuit kpaii, r. Kpacnosipck, yi. 60 net Oxtsa0p4, 31. 2
Ten.: +7 (391) 204-14-77

E-mail: s_ref@kraspharma.ru

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

9. KATEI'OPUS OTITYCKA JIEKAPCTBEHHOTI'O ITPEITAPATA
ITo penenry.

10.  JIATA  TIEPBUYHON  PETUCTPAIIMA  (IIOATBEPKIEHUSA
PETHCTPALINH, TEPEPETUCTPAIIAN)

JlaTa repBoii perucTpanuu:

11. JATA HEPECMOTPA TEKCTA

OOmrass  XapakTepHUCTHKa JIeKapcTBEHHOro mpemapara @DochoMHIMH JOCTyIHA Ha
uH(GOpMAIIMOHHOM TIOpTasie EBpa3suiicKOro 3KOHOMHYECKOTO COI03a B HH()OPMAIHOHHO-
KOMMYHHUKAIIMOHHOH cetu «uTepHe™ http://eec.eaeunion.org/.
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