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OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 1002

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA

Hopumnierem, 500 Mr, MOpOIIOK JIJIsi TPUTOTOBJICHHUS pacTBOpa A UH(Y3Ui

2. KAUECTBEHHBII M1 KOJIMYECTBEHHBIN COCTAB
JelicTBytol1iee BEUIECTBO: TOPUIICHEM.
Kaxnprit dpnakon comepxut 500,0 Mr nopuneHema (B BUAE MOHOTHAPATA).

BcnomorarensHbie BCIICCTBA OTCYTCTBYIOT.

3. JEKAPCTBEHHAS ®OPMA
[Topomiok /it IPUTOTOBICHUS PACTBOPA IS HHPY3HIA.

benoro nim »enToBaToro 1peTa IOPOIIOK.

4. KIMHUYECKUE JAHHBIE
4.1. Iloxka3aHusi K NPUMEHEHHIO
[Ipenapar [Jopunenem nokaszan K IpUMEHEHHUIO y B3pOCIbIX cTapiie 18 er.
Nupexnnonno-BocnaiuTenbHble 3a00J€BaHUs, BbI3BAHHBIC UYBCTBUTEIBHBIMU K JOPUIICHEMY
MHUKPOOPTaHU3MAMMU:

— BHYTpUOOJIbHUYHAS (HO30KOMHAIbHAS) THEBMOHMUSI, BKJIIOYasi THEBMOHUIO, CBSI3aHHYIO C

UCKyCCTBeHHOU BeHTMsnuel gerkux (MBJI);
— OCIIO’KHEHHBIE HHTPaadJOMUHATbHBIE HHPEKIINH,
— OCIIOKHEHHBIE HH(EKIIMU MOYEBBIACTUTEIBHON CHUCTEMBI, BKIIOYAs OCIOKHEHHBIM H

HEOCJIOKHEHHBIN NMUEeTOHePUT U CIIy4aH C COIMyTCTBYIOIIEH OakTepueMuen.

4.2. PexxuMm 103MpOBaHNs U CNIOCO0 MPUMEHEHUSs

PexxuM 103upOBaHus

Hwxe B Tabnmuie 1 mokazaH peKOMEHAyeMbIH Crmoco0 MPUMEHEHUs W JI03bl Ipemnapara
Hopunenem.

Tabnuna 1. Ciocob mpumeHeHus 1 1036l ipenapaTa JJopunenem

Nudexnnm Ho3za Yacrora Bpewms JnuTenbHOCTD
uHpy3uit  (MHPY3UH (4) Tepanuu™**
BHyTprubonpHUYHAS 500 mr Ka)KJ1ple 1l v 4 u* | 7-14 nuen™*
(HO30KOMHUANbHAs) THEBMOHUS, WIH 84
BKJIFOYas cBsi3aHHYyto ¢ IBJI 1000 mr
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OcCJI0KHEHHBIE 500 mr Kaxc,uﬁfél""' EHYEA TEITESTY) ﬁﬁ'e'ﬁ‘*u"'-'
WHTpaadIOMHUHAIILHBIE 8 g

UHEKIIH

OcnoxxHeHHBIC HH(PEKITUN 500 mr Ka)KJIbIe 1 10 gHeWr**§
MOYEBBIACITUTSIIEHOM CUCTEMBI, 8 g

BKJTI0Yast MUETOHE)PUT

* Jlns JedeHus TMAaMEeHTOB C HO30KOMHAIBHOW MHEBMOHHUEH PEKOMEHIYIOTCS HWH(Y3UH C
no3upoBkor 500 mr B Teuenume 1 wyaca. [lpu Hammuum pucka HHPHUIIMPOBAHUS MEHEE
YyBCTBUTEIBHBIMH MHUKPOOpPTraHU3MaMH PEKOMEHIyIOTCS WHQY3uu B TeueHue 4 dacos. s
JICYCHUS TIALMCHTOB C MOBBIIICHHBIM KiupeHcoM kpeatunuHa (CrCl > 150 mu/mun) winu (1) ¢
WHQEKIUSIMHA, BBI3BAHHBIMA TPAMOTPHUIATEILHBIME ~ HEPEPMEHTUPYIOIUMHU  OaKTepUIMU
(mapumep, Pseudomonas spp. wiu Acinetobacter spp.), pekomenayrorcst nuHGY3HH C JO3HPOBKOI
1000 Mr B Teuenue 4 yacos.

Jnst nedeHust malMeHToB CO CPeAHEH CTEMEeHBI0 MOYEYHOM HEIOCTATOYHOCTH PEKOMEHIYIOTCS
uH(py3uu ¢ 703upoBKoi 500 Mr Kakbie 8 4acoB, JUIS JICUCHUS MAIUSHTOB C TSDKEJIOW CTEIEHBIO
MOYEYHON HEJOCTATOYHOCTH peKOMEHAYI0Tca nH(pY3uu ¢ 10o3upoBkoii 500 mr kaxzabie 12 yacos.
*# JINUTeNbHOCTH TEPAHH BKIFOYAET BOZMOXKHBIH Iepexo 1 Ha COOTBETCTBYIOIIYIO MEPOPATIbHYIO
TEpamuio Mocjie Kak MUHUMYM 3-THEBHOW MapeHTEepaIbHON Teparuu, BHI3BABIICH KIMHUYECKOE
yiydmeHue (Ipu mepexoie Ha MepopalibHYI0 TEpaluio MOKHO Ha3Ha4daTh (DTOPXUHOJIOHEI,
NEHUIMILTNHBI IIUPOKOTO CIIEKTpa ACWCTBUS B KOMOMHAIIUY C KJIaBYJIaHOBOM KHCIOTOM, a TaKKe
AHTUOMOTHKY JII000H (hapMaKOTEpareBTUYECKOMN TPYIIIBI).

§ V mammeHTOB ¢ COMyTCTBYIOIICH OakTepueMuen IITUTEIHHOCTh TEPANMH MOXKET JIOCTUTATh
14 nuei.

OObIyHas TPOJOIIKUTENLHOCTD JICUEHHUs MAI[IEHTOB C HO30KOMHAIILHOI MHEBMOHUEH, BKIIIOYast
MMHEBMOHMIO, cBsizaHHY0 ¢ MIBJI, cocraBnser ot 7 1o 14 nHell u n0JKHA 3aBUCETh OT TSKECTH
3a00JeBaHus, JIOKATU3alUuK WHPEKINH W KIMHUYECKOro OTBETa MallMeHTa Ha JiedeHue (CMm.
paszaen 4.4). Ha ocHOBaHHMM pe3yJIbTATOB KJIMHUYECKUX MCCIICIOBAHUN CIICIIMATMCTAM B 00JIaCTH
3IpaBOOXPAaHEHUs] CIEAyeT PacCMOTPETh BOMPOC 00 YCTAHOBJICHHM IUTEIHHOCTH JI€UYEHUS
narueHToB ¢ BJI-accormmpoBanHoii mHEBMOHUEH Oonee 7 qHEH.

Oco0ble TPVIIILI TAIUEHTOB

Tlayuenmul ¢ napywenuem ynKyuu novex

VY nauuMeHToB ¢ KIMpeHCOM KpeaTMHMHa > 50 mMu/MHH He TpeOyercss KOppeKIHH 03Bl Y
MAIMEHTOB CO CPEHEN CTETEHBI0 OYEYHON HEJOCTATOYHOCTH (KIMpEeHe KpeaTHHHHA oT > 30 110
< 50 mu/mMHH) 1032 JOpUIIEHEMA JIOJDKHA COCTaBIATh 250 Mr Kaxaple 8 4acoB. Y MalMEHTOB C
TSKEJION CTEMEHbIO MOUYEYHON HEOCTAaTOYHOCTH (KJIMpeHC KpeaTuHUHA oT > 10 1o < 30 Mi1/MuH)

J103a JOJKHA paBHAThCA 250 Mr kaxasie 12 yacos.
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JI1 TIALHEHTOB ¢ peKoMeHTyeMoii 1030it 1000|Mr kaxAble' 8 dacos B Bl Faco
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032 JOJDKHA OBITh TakKe CKOPPEKTHpOBaHA: TPHU  CPEAHEW CTENEHU MOYCYHOU
HenocratoyHocTH — 500 Mr kaxzaple 8 4YacoB, NpPH TOKEIOM CTENEHH TOYeYHOU
HenoctaTouHoCcTH — 500 Mr kaxkaplie 12 yacos.

Tayuenmuwi, naxoosauwuecs Ha ouanuse

Wudopmanus mo m03upoBaHHIO mpemapata JlopumeHeM y TAlUMEHTOB, HAXOJSAIIMXCS Ha
JUTUTEIIBHON 3aMECTUTEIIPHON MTOYEUHOMN Teparuu, MpruBeIeHa B Ta0IHUIE 2.

Ta6muma 2. Jlo3upoBanue npenapara JlopurneHemM y NarueHTOB, HAXOMAMIUXCS Ha JUTUTCIBHON

3aMECTUTENBHOU II0YEYHON Tepanuu

JnurenbHas OueHeHHBIH Ho3za Yacrora Bpewms JlocTrXeHHe
3amecturenbHas | CrCl (mu/mun) BBexeHnst  |MHMy3un > ° LIEJIEBOTO
MoveyHas Tepanus OKa3aTest

(MUHUMAJTbHAS
MHTHOUpYoLas
KOHIICHTpaIus,
MUK)
[IponoskuTenbHas < 30 mu/MuUH 250 mr | xaxnaeie 12 4 4q < 1 MKr/min
BEHO-BEHO3HAs
reMo(uIbTpanus
[TponomxuTenbHas < 5 mu/MHUH 250 mr | xaxnaeie 12 4 4q < 1 MKr/min
BEHO-BEHO3HAs
remouaduIbTpaLus
[IponomkuTensHas 5-30 mu/mur | 500 Mr | Kaxaeie 12 4 44 < 1 MKT/MIT
BEHO-BEHO3HAs
reMoInaQpuIbTPALIHS

? 'V manmueHToB € OCTPOil MOYEYHOM HEAOCTaTOYHOCTBIO M HAXOJAIIMXCA Ha JUIMTEIbHOU
3aMECTUTEIbHON IMOYEYHOM Tepanmuu pekoMeHayemoe Bpemsi MHQY3UHM cocTaBiseT 4 daca,
YUUTHIBAsi BO3MOXKHOCTh MOBBIIIEHUS KCTPAPEHAIBHOTO KJIMPEeHca KapOareHeMoB y Nal[MeHTOB
C OCTPOM MOYEYHOU HETOCTATOYHOCTHIO.

° V nmanmeHToB ¢ XpOHMYECKUM HapyIleHHeM (YHKIMHU MOYeK M HAXOIANIUXCSA Ha JTMTETbHOM
3aMECTUTENIbHON IMOYEYHOH Tepanuu BO3MOXHO TpoBeleHHe |- uiau 4-yacoBoil HMHQY3UM.
CornacHo naHHBIM (papmakokuHeTuku/papmakoauHamuku (OK/DJ]), undysus B TeueHue
4 yacoB MOKET OBITH O0JIe€ PEINTOUTUTENBHOM 711 TOr0, YTOOBI MAKCUMH3UPOBATH MIPOLIEHTHOE
BpEMs B TEUEHUE HWHTEpBaja JO3UPOBAaHMUSA, KOIZa KOHIIEHTpalMs AOpPHUIIEHEMa B IUIa3Me
IPEeBbIIIAeT MUHUMANIBbHYIO HHTHOMpYyomyto KoHueHTpanuo (% T > MUK). Pekomennanuu no
nosupoBanuio npu MUK > 1 wmr/mi He OBIIM yCTaHOBIIEHBI JJISl JUIMTEIBHON IMOYEUHOM
3aMECTUTENIbHOM Tepanmuu H3-3a BO3MOXKHOTO HAKOIUIEHHMsI JOpUIIEHEMa U MeTaldoyuTa
nopurieHeM-M-1. PexomeHayeTcss THIATENbHBIA MOHHTOPHUHT O€30MaCHOCTH [JIsl ITAIlMEeHTOB,

HaXOMAIIUXCSI Ha IMTEIbHON MOYEYHOM 3aMECTUTEIIHbHOM TCparunu, Hn3-3a OTI'PAHUYCHHBIX
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KIMHUYECKUX MaHHBIX U BO3MOXKHOI'O ITOBBIIEHUS cdw;i;ﬁ%%ﬂé%gﬁogﬁw 'Eép&ﬁéﬁé?\;i\/l-l

Mmetabonuta. B Hacrosimiee BpeMmsi HET AOCTaTodHOM wHHpopManuu A (HOpMYIHUPOBAHUS
peKOMeHI[a]_[I/Iﬁ IJId MAaOUCHTOB, HAXOJAIMUXCA HAa APYIUX BUJAAX JHUAJIHA3A.

Tayuenmul nosicunozo gospacma

V MOKUIIBIX MAIUEHTOB, (QYHKIIHUS IOYEK KOTOPBIX COOTBETCTBYET UX BO3PACTY, KOPPEKIIUH J103bI
He TpeOyercs.

Tayuenmul ¢ napywenuem QYHKyuu nevenu

V TakuX NalHEeHTOB He TPeOyeTCs: KOPPEKLUH J03bI.

Croco0 rmpuMeHeHus

BuyTpuBeHHO.
WMHCTpYKIIMM TIO TMPHUTOTOBIICHUIO JIEKAPCTBEHHOTO IIperapara mepei NPUMEHEHHEM CM. B
pasnene 6.6.
4.3. [IpoTuBONOKA3aHUS
— T'unep4yBCTBUTENBHOCTh K JOPUIICHEMY HIIM JIPYTUM KapOameHemam, a Takxke K Oera-
JAKTaMHBIM aHTUOHOTUKAM
— Jlerckuii Bo3pact o 18 ner
4.4. OcoOble ykazaHMsl M1 MepPbl IPeI0CTOPOKHOCTH NPH NPUMEHEHUH

Oco0ble yKazaHus

VY nanueHToB, MOJIydYarolUX OeTa-JaKTaMHble aHTUOMOTHKH, MOTYT BO3HMKAThb CEPbE3HbIC, a
MHOTJIa U JIeTaJbHbIE pEaKlUu UIepyyBCTBUTENbHOCTU (aHadunakTudyeckue peakuuu). [lepen
HAYyaJOM JICYEHUs JIOPUIIEHEMOM TMalMeHTa HEOoOXOJUMO TIIATENIbHO PAaCCIPOCUTH O TOM,
HAOJII0/IAJIMCh JIU Y HETO paHee PeaKIMKi TMIIePUyBCTBUTEIBHOCTH Ha JIpyrue KapOarneHeMbl Win
Ha OeTa-JaKkTaMHble aHTUOMOTUKH. B cilyyae BOSHUKHOBEHUS pEaKMU TMIIEPUYBCTBUTEIBLHOCTU
Ha JIOpPUIIEHEM €ro HeoOXOIUMO cpa3y K€ OTMEHHUTb M IPOBECTH COOTBETCTBYIOIEE JECUEHHE.
Cepbe3Hble peaklMM TUIepYyBCTBUTENBHOCTH (aHA(PHIAKTHUECKUH 1IOK) TPEOYIOT MPOBEACHUS
HEOTJIOXKHOM Teparuu, BKIHYAOLIEH BBEACHUE NIIOKOKOPTUKOCTEPOUIOB U IIPECCOPHBIX aMUHOB
(oniuHeppuH), a TakXKe NpPOBEAECHUE JAPYTUX Mep, BKIIOYAIOUIMX OKCUT'€HOTEPaIHIo,
BHYTPHBEHHOE BBEJIEHHUE JKUAKOCTEH, a Takxke, NPU HEOOXOAMMOCTH, AHTUTMCTAMHHHBIX
IIPenapaToB, U MOAIEpKAHUE IPOXOAUMOCTH AbIXaTEIbHBIX IyTEH.

Bo Bpemst Tepanuu kapOarneHemMaMu, BKIIOYas JIOPUIIEHEM, COOOIIAIOCH O CIIydasX Pa3BUTHS
cynopor (cMm. pasgen 4.8). B KIMHMYECKMX HCCIEIOBAaHHUIX JOpUIIEHEMa CYJOpOTH yalle
HaOJII0aMNCh Y MAIMEHTOB C HMCXOJHBIMH 3a00J€BaHHUAMHU IIEHTPAJIBHONH HEPBHOM CHUCTEMBbI
(HampuMmep, HHCYNBT, CYJOpPOTM B aHaMHE3€), HapyleHUsSMH (QYHKIUU T[OYeK U IMpH

WCTIOJIb30BaHMUM 703, TpeBbimaromux S00 mr.
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¢oHE UIMTENFHOTO TNPUMEHEHHs, TaKk M 4Yepe3 2—3 HeeNu IMocje NPEKpalleHus JICUEHUS;
OPOSIBIIIETCS  JUapeei, JIeHKOIMTO30M, JMXOpAJAKOH, OoJNsIMH B JKMBOTE (MHOT/AA
COIPOBOKAAOIIMMHUCS BbIIEJIEHUEM C KQJIOBBIMU MaccaMy KpOBHU U ciau3n). [Ipy BO3HUKHOBEHUHN
ATHUX SIBIICHUH B JIETKUX CIy4yasX AOCTATOYHO OTMEHBI JICYCHUS U MPUMEHEHHUS HOHOOOMEHHBIX
cMoJl (KOJeCTUpaMHUH, KOJECTUIION), B TSDKENBIX CIydasX I[IOKa3aHO BO3MEILEHUE IOTepU
KUJKOCTH, DJIEKTPOJIUTOB W Oelika, Ha3HAUeHHE BAaHKOMHUIIMHA BHYTPh WM METPOHHA30Ja.
Henb3s npuMeHATh JeKapCTBEHHBIE CPEICTBA, TOPMO3SIIIHE IEPUCTAIBTUKY KUIIEYHUKA.
Cnenyer us0erarb JJUTENBHOTO JICUEHUS JOPUIIEHEMOM JJISi MPENOTBPALLEHUS HU30BITOYHOTO
Pa3MHOKEHUS PE3UCTEHTHBIX K HEMY MUKPOOPTaHU3MOB.

[lepen nprMeHeHueEM npenapara peKOMEHAYETCsl IPOBECTH 0AKTEPHOJIOTHUECKOE HCCIIE0BaHNUE.
Heo6xomumMo oToOparh COOTBETCTBYIOIIME OOpa3lbl ISl MPOBENCHUS OaKTEPUOIOTHYECKOTO
UCCJIEIOBAHMSI C LENbIO BBIAEIECHUS BO30yAWUTENEH, MX HUICHTU(PHUKALUU U ONpPEIEICHUS] HUX
YyBCTBUTEIBHOCTU K JopuneHemy. [Ipu OTCYTCTBUMM TaKMX [aHHBIX SMIUPHYECKUN BHIOOD
MpernapaToB ClieyeT MPOBOJUTh HA OCHOBAaHMM MECTHBIX AMHUAEMUOJIOIMYECKUX JAHHBIX U
MECTHOU CTPYKTYpPbI UyBCTBUTEIILHOCTH MUKPOOPTaHHU3MOB.

JlnuTenbHas 3aMECTUTEIbHAS TOYeYHAs Tepanus

Okcno3unusi MerabonuTa JopurnieHeM-M-1 y TmanueHToB, HaXOASIIMXCS Ha JUIMTEIbHOU
3aMECTUTEIFHOM TOYEYHOM Tepanuu, MOXKET ObITh MOHIM)KEHA J0 YPOBHS, IJIsI KOTOPOTO HET
JTAHHBIX O 0E30MacHOCTH NMpPUMEHEHHs Tpemnapata in Vivo. JlaHHBIM METa0OJIMT HE MPOSBISCT
MUKpPOOHOJIOTUYECKON aKTUBHOCTH, W JpYyrHe BO3MOXKHBIE (apMakonoruueckue 3(QexTs
HEU3BECTHBI. [107TOMY 115l MALIMEHTOB, HAXOIAIINXCS HA TTUTEIbHOM 3aMECTUTEbHON TOYEYHOU
Tepanuu, peKOMEHIyeTCs THIATeTbHbI MOHUTOPUHT TOOOYHBIX 3(PHEKTOB.

[lo paHHBIM KIMHUYECKOTO HCCIEAOBAHMS Yy TMAllMEHTOB C ITHEBMOHUEH, CBSI3aHHOW C
MCKYCCTBEHHOW BEHTWJISAIMEH JIerKuX, 7-IHEBHBIN Kypc nopuneHema (1 r B Buae 4-4acoBBIX
uH(y3ui Kaxaple § yacoB) He Moka3an 3((HEKTHBHOCTHU MO CpaBHEHUIO ¢ 10-IHEBHBIMU KypcaMu
UMUINeHeMa-1miactatiia (mo 1 r B Buae 1-yacoBbix MHQY3uN Kaxasie 8 dacoB). OObruHas
MPOAOJDKATEIIBHOCTh  JICUCHHS TAlUMEHTOB C HO30KOMHAJIbHOM ITHEBMOHHMEH, BKIIOYas
MMHEBMOHUIO, cBs3aHHyto ¢ BJI, cocraBnser or 7 no 14 nHell m AOJKHA 3aBUCETh OT TSKECTH
3a001eBaHus, TOKATU3ANK HHHEKITUN U KITMHIYECKOTO OTBETA MAIMEeHTAa Ha JICUeHUE (CM. pasien
4.2).

4.5. B3amMmopeiicTBMe ¢ JAPYIrHMH JI€KAPCTBEHHBbIMHM IpenapartaMM W Jpyrue BHbI
B3aUMOJACHCTBUS

[TpoGeHenn 1 KOHKYpUpYET C JAOPUIIEHEMOM 3a KAHAJBLEBYIO CEKPELHUIO B MOYKAX U CHHUXKAET
5
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MOYEUYHBI KJIUPEHC jJopurieHema. [IpoOeHennn }'»'EQJ'I'HH—IIAFB%T' '-Jo_yj'-l “kpuBoit

«xoHteHtpanus-spems» (AUC) nopunerema Ha 75 % ¥ eprO/ MOJYBBIBEICHUS U3 IJIa3Mbl Ha
53 %. IlosToMy HE pPEKOMEHAYETCS OJHOBPEMEHHO MPUMEHSTh MPOOCHENHI U JOPHUIICHEM.
JopurieneM He MHTHOUPYET OCHOBHBIE M30(PepMEHTHI CHUCTeMBI IuToXpoma P450, u mosromy,
CKOpee BCEero, He B3aMMOJCHCTBYET ¢ IpernaparamMu, KOTOpble METaO0IU3UPYIOTCS YKa3aHHBIMU
depmentamu. JlopuneHeM, cyas 1O pe3yjabTaTaM HCCIeAOBaHHM IN Vitro, He obOmamgaer
CIOCOOHOCTBIO HHAYIIMPOBATH AKTUBHOCTH (PEPMEHTOB. Y 370POBBIX JOOPOBOJIBIIEB TOPUTICHEM
CHI>KAJl KOHIIGHTPAIMIO BAJIBIIPOEBOM KUCJIOTHI B IJIa3Me 10 CyOTepanmeBTUUYECKOr0 3HAYCHUS
(AUC BanbmpoeBoOil KHCIIOTHI OBICTPO CHIDKaJach Ha 63 %), 4TO TakKe coriacyercs ¢
pe3ylibTaTaMy, MOMyYeHHBIMH JJIs IPYTUX KapOarneHeMoB. PapMaKOKHHETHKA JOPUIICHEMA TIPU
3TOM He n3MeHsuiack. [Ipyu 0qHOBpEMEHHOM IIpUEME TOPUIIEHEMA U BAJILIIPOEBOM KUCIIOTHI WIN
BaJbIpoaTa CEMUHATPUSA CJIEAYeT NPOBOAUTH MOHUTOPUHI KOHILIEHTPALUU TOCIEIHUX U
paccMOTpPETh BO3MOKHOCTh HA3HAYEHHUSI IPYTOrO JICUCHUSI.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JIAKTALMS

bepeMeHHOCTB

HmeroTcs orpaHWYeHHbIE KIMHUYECKUE NaHHbIE O MPUMEHEHUHM JOopUIleHeMa y OepeMeHHBIX
JKeHIHH. [loTeHIMaIbHBIN PUCK IS TUT0/1a Hen3BecTeH. [Ipu 6epeMEeHHOCTH TPUMEHSIFOT TOJIBKO
B Clyyae, €ciiy IpejarosiaraemMasl Mojb3a JUIsl MaTepu IMPEBBIIACT MOTEHUUAIbHBIA PUCK AJIS
wioja.

JlakTanus

[Tpu HEOOXOIUMOCTH TIPUMEHEHHUSI JOPUIIEHEMa B MEPHUOJI JIAKTAIMH HEOOXOIUMO MPEKPATUTh
TPyJHOE BCKAPMJIMBAHHUE.

4.7. Bausinde HAa CHOCOOHOCTH YNPABJSATH TPAHCHOPTHHIMHU CPeICTBAMH H PadoTaTh ¢
MeXaHUu3MaMH

HccnenoBanuii 1Mo BIUSHUIO JOpUIIEHEMA Ha CHOCOOHOCTH YIPaBJIATh TPAHCHOPTHBIMU
CPEICTBAMU U 3aHATHUS APYTUMU MOTSHIIMATHFHO OMIACHBIMH BUJIAMU JIESTENHHOCTH, TPEOYIOIIMMU
MOBBIIIEHHOW KOHILIEHTPAllUd BHUMAaHHUS M  OBICTPOTHI TCHUXOMOTOPHBIX pEakiui, He
MIPOBOAMIIOCH, HO, YYUTHIBAs MPOQIIb O€30MaCHOCTH Mpernapara U HaTuyue moooYHbIX 3P (HeKToB
CO CTOPOHBI HEPBHOH CHCTEMBI, CIIeTyeT 0OpaTUTh BHUMAaHKUE HA BO3MOXKHOE BIIUSHUE Mpernapara
HAa BBIIIEYKa3aHHbIC (DYHKIIUU.

4.8. He:xesnaTesibHbIEC peaKIMU

TabanuHoe pE3I0ME HEXKENATCIIHLHBIX PeaKIINH

HexenarensHbie peakiuu IMECPCUUCICHBI HUKEC IO YaCTOTC B COOTBCTCTBHUU CO CJ'IG)I}/IOH.[CI\/II

rpaganueit: oueHb vacto (> 1/10), wacto (> 1/100, Ho < 1/10), Heuacto (> 1/1 000, Ho < 1/100),
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peaxo (= 1/10 000, vo < 1/1 000), oueHs peako
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ONPEJIETUTh HA OCHOBAHUH UMEIOLIUXCS TAHHBIX ).

Tabmuua 3. HexenaTenpHble peakliuy PH MPUMEHEHUH Tpenapara Jlopunenem

Ouenn Yacto Heuacro Ouennb peako Yacrora
4acTo HEeH3BeCTHA
Hapywenus co cmoponvl kposu u numgamuieckou cucmemol
HEUTPOIICHUS
TPOMOOIIUTOTICHHUSI
Hapywenus co cmopoHvl ummynHotl cucmembl
peakuuu TOKCUYECKUH
TUIEPYYBCTBUTEIBLHOCTH | SNUAEPMaIbHBIN
(anadunakTuueckue HEKPOJIU3
pEeaKIIIm)
CUHAPOM
CruBeHca-
JxoHCOHa
Hapywenus co cmoponul HepsHoll cucmembl
TOJIOBHAS CyJIoporu
00J1b
Hapywenus co cmoponwl cocyoog
‘ ¢baedur ‘ |
Kenyoouno-kuweunvie HapyuieHus
TOIITHOTA MICEBJIOMEMOPAHO3HBIT
KOJIUT
auapest
Hapywenus co cmoponul neuenu u sceniegplgoosiuyux nymet
MTOBBIIIICHHUE
aKTUBHOCTH
«IIEYEHOYHBIX)
dbepMeHTOB
Hapywenus co cmoponul Kodtcu 4 n0OKONCHbIX MKAHel
3y1
CBITTb
Obwue napywenus u peakyuu 8 mecme 68e0eHUs.
KaHJIU03
CIU3UCTOMN
000JI0UKH
MIOJIOCTH PTa
BaruHAJIbHBIN
KaHJIU03

COO6HI€HI/I6 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKITNAX

Baxxno

COO6H.IaTB 0 TIIOAO3PCBACMBIX HECKCIATCIBHBIX PCAKIUAX IIOCJIIC PCrucTpanuu

JICKApCTBCHHOTO IMIperiapaTa C LCJIbIO obecrnieueHUs HCMIPEPBIBHOI'O MOHUTOPHUHTA COOTHOIICHUSA

«10Jb3a — PHUCK» JIEKAPCTBEHHOTO Mpemnapara. MeauIMHCKUM pabOTHUKAM PpEeKOMEHAYEeTCs

COO6H13TB 0 JII00BIX MMOJ03pE€BACMBbIX HEKCIIATCIIBHBIX PCAKIUAX JICKAPCTBCHHOI'O IIperiapara




COOTBETCTEBYET ZKCNEPTHOMY OTUETY

ot 0712 2023 N= 2580

£ Ll rae L L S

e ls

4yepe3 HallMOHAIBHBIE CUCTEMBI COOOIIEHUS O emenaTéHﬁ;'{:I;f; %E{ﬁgﬁ%?&ﬁbgﬁ Wynénon

EBpa3uiickoro 53KOHOMHUYECKOr0 COK3a:

Poccniickas @enepanus

DdenepanbHas ciryx0a 1o Haa30py B chepe 3ApaBOOXPaHCHUSI.
Anpec: 109012, r. MockBa, CriaBsiHCKasl IUIoIanp, 1. 4, ctp. 1
Tenedon: +7 (800) 550 99 03

DnekTponHas noyra: pharm@roszdravnadzor.gov.ru

Cair B HH()OPMAITMOHHO-TEJIEKOMMYHHUKAITAOHHON CeTH «HTEepHET:

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

4.9. Ilepeno3npoBka

CHMITOMBI

Habmronanuch ciiydad MOsIBIEHUS MAIyJIO-3pUTEMATO3HON CHIMM NpPU BBEACHUU JOpUIICHEMA
BHYTPUBEHHO KamellbHO B J03¢ 2 I Kaxaple 8 uvacoB B Teyenue 10-14 nuei. [lamyno-
SpUTEMaTO3Has ChIlb Npoxoauwia B TeueHue 10 gHEH mociae mpekpameHus MTPUMEHEHUs
JIOpUTICHEMA.

JleueHme

B cimywae mnepemo3upoBKH cCileAyeT MPEKpaTUTh BBEICHUE JOpPUIICHEMA U IPOBOJMTH
MO/JIEPKUBAIOIIYIO TEPAIHUIO JI0 €r0 MOJIHOTO BBHIBEJECHHUS U3 OPraHU3Ma MOYKaAMHU.

Jleyenue nepe1o3uPOBKU COCTOUT B MPOBEACHUU OOIIEH MOAIEPKUBAIOIICH CUMITOMATHYECKOM
Tepanuu, BKIIOYAIONEH MOHUTOPUHT OCHOBHBIX (PU3MOJIOTHUECKUX TTOKa3aTeNel U HabItoIeHne
3a KJIMHUYECKUM COCTOSIHMEM ManueHTa. JlopurnieHeMm ypansercs W3 OpraHu3Ma C MOMOUIbIO
reMo/Iain3a Wid JUIMTeIbHON 3aMECTUTENIbHOM TOUE€YHOU Tepannu, OJHAKO B HACTOSAIIEE BpeEMs
HET JOCTaTo4HOW wuH(popManuu 00 WCMONB30BAHUM TeMOJUaNK3a WIA JJIUTEIbHOU

3aMECTUTEIbHON MOYEYHOM TCPpaInu Ipu nNepeao3npoBKe JOpUIICHEMA.

5. DPAPMAKOJIOTMYECKUE CBOHCTBA

5.1. ®apmakoaMHAMHYeCKHE CBOMCTBA

dapmakoTepaneBTHUECKasi TIpymnna: aHTHOAKTEpUalbHbIE CpPEACTBA CHUCTEMHOTO JEeHCTBHUS;
npyrue OeTa-1akTaMHble aHTHOAKTepUabHbIE CPEACTBA; KapOareHEMBbI

Kox ATX: JOLDHO04

MexanusM JaercTBus U (hapMakoauHaMudeckie YO dEKTH

JlopuneHeM — CHUHTETHUYECKUN KapOareHEeMOBBIM aHTUOMOTHUK UIMPOKOTO CIEKTpa AeMCTBUS,
CTPYKTYpPHO OJM3KHI JpyruM OeTa-TaKTaMHBIM aHTUOHOTUKAM.

JlopunieHeM 00J1a1aeT BEIPAXKEHHOH aKTUBHOCTBIO 1N VItro B OTHOIIEHNH a3POOHBIX M aHA3POOHBIX
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TPaMITIOJIOKUTEIBHBIX U TPaMOTPHUIATENbHBIX 6aKTepﬁE.':'H3E\%a eiitrid ¢ TvheneaoM 1

MeporieHeMOM OH B 2—4 pa3a akTHBHee B oTHoleHnn Pseudomonas aeruginosa.

Mexanusm oeticmeus

JlopunieHeM  oOka3bIBaeT  OakTepULMJIHOE JAEHCTBHE IyTeM HapylleHUs OHOCHHTE3a
OaxkTepuambHOM KJIETOYHOM CTeHKM. OH MHAaKTUBUPYET MHOTIME Ba)KHble NEHMLIMIUIMH-
cesizpiBaromue Oenku (IICH), u 3T0 BeAeT K HapyIIEHUIO CUHTE3a KIETOYHOW CTEHKH OakTepuil u
nocienywomeil rubenn  OakTepuanbHBIX KiIeTok. Jlopunmenem oOmamaer  HauOOJIBIIMM
adpdunurerom B otHomrenuu I[ICB Staphylococcus aureus. B kierkax Escherichia coli u
Pseudomonas aeruginosa mopurneneM mpouHo cBsizbiBaetcsi ¢ [ICB, koTopble y4acTBYrOT B
nojepxkanun Gopmbl OaKTepraabHOM KiIeTKU. OnbITH IN VItro mokasaiu, 4To TOpHIIeHEM cllabo
yrHETaeT NeHCTBHE NPYrHMX aHTHOMOTHUKOB, W TAKXKE €ro JEHCTBHE HE YTHETaeTCs APYTUMH
AHTUOMOTUKAMH.

OnucaHbl aJIMTUBHASE AKTUBHOCTb WJIM CIa0BI CHHEPIU3M C aMUKALMHOM M JIEBO(IIOKCALIUHOM
B OTHOWICHMM Pseudomonas aeruginosa, a Takke ¢ JanTOMHUIMHOM, JIHHE3OJIHIOM,
71eBO(IOKCATTHOM ¥ BAHKOMHIIMHOM B OTHOILIEHHH TPAMITOJIOKUTEIBHBIX OaKTEpUH.
Mexanusmbl pezucmenmuocmu

MexaHu3Mbl PE3UCTEHTHOCTH OakTepuil K JOpUIIEHEMY BKIIOYAIOT €ro HMHAKTUBALUIO
depMeHTaMu, THIPOIHU3YIOMIMMU KapOarneHeMbl, a TaK)Ke MYTaHTHBIMH WM PUOOpPETEHHBIMU
[1Ch, cHWxeHuEe NPOHUIAEMOCTU HapyXHOW MEeMOpaHbl U aKTHUBHBIN BBIXOJ JOpUIIEHEMa M3
OakTepHaIbHBIX KJIETOK. JlopurneHeM ycToMuuB K THApPOIU3Y OOJIBLIIMHCTBOM OeTa-jlakTamas,
BKJTIOYast NEeHULMIUTUHA3BI u 1e¢aiocropruHassbl, KOTOpbIE BbIpabaThIBAIOTCS
TPaMIOJIOKHUTEIBHBIME W TPaMOTPUIATEIBHBIMU  OaKTEpUSMHU; HCKIIOUYEHHE COCTABIISIOT
OTHOCHUTEIIbHO peikue OeTa-lakTaMmasbl, ClIOCOOHBIE THAPOIN30BaTh JOPUIICHEM.
PacnipocTpaneHHOCTh IPHOOPETEHHOM PE3UCTEHTHOCTH OTJENIBHBIX BUJIOB MOKET BapbUPOBATh B
pasHbIX reorpaMuecKux peruoHax u B pa3HOE BPeMs, M MO3TOMY OYEHb MoJie3Ha HH(pOpMAIHs O
CTPYKTYpE MECTHOW PE3UCTEHTHOCTH, 0COOEHHO INpH JICYCHUU TsDKENbIX WH(peknuii. B cioydae
HEO0OXOJJUMOCTH ClIeyeT 00paliaTbCsi 32 COBETOM K MUKPOOMOJIOraM, €clid CTPYKTypa MEeCTHOU
PE3UCTEHTHOCTH TAaKOBa, YTO NMPUMEHEHUE KOHKPETHOro IMpemnapara, 1Mo KpaiiHeil mepe, mpu
HEKOTOPBIX TUIIAX WH(PEKINH, BEI3BIBAET COMHEHHUS.

K oopunenemy uyecmeumenvhoi:

ObbluHo uyscmeumeibHvle Uobl

I'pammoniokutensubie:  Enterococcus — faecalis,  Staphylococcus — aureus — (mrrammsi,
YyBCTBHUTEIbHBIE K MeTHIWUIMHY), Staphylococcus epidermidis (mramMMbl, 4yBCTBUTEIBHBIC K
metuiuinHy), Staphylococcus haemolyticus (mrammbl, 4yBCTBHTENbHBIE K METHIWILIIHHY),

Streptococcus agalactiae (Bkirouast mTamMMbl, PE3UCTEHTHBIE K Makposuaam), Staphylococcus
9
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(BKJIFOYAsl IITAMMBI, PE3UCTEHTHBIC K TCHUIMJUIMHY WM 1edTpuakcony), Streptococcus
pyogenes, Streptococcus viridans (Bkjrodas IITaMMbI, YMEPEHHO UYBCTBUTEJIbHBIC U
PE3HUCTCHTHBIC K ICHUIIWUINHY ).

I'pamoTpunarensbie aspoosl: Citrobacter diversus, Citrobacter freundii (Bkarouas mramMmsi,
HEUYBCTBHUTENBHBIC K HedTasuaumy), Enterobacter aerogenes, Enterobacter cloacae (Bxirouast
IITaMMBbI, HEYyBCTBUTEIbHBIC K Iedrazuaumy), Haemophilus influenzae (Bxmtouast mrammsbl,
IpOIYLUPYIOIHe OeTa-JTaKkTaMasbl, WK PE3UCTEHTHBIC K aMIUIIUUIMHY [ITAMMBbI, KOTOPbIC HE
BbIpabaTeiBalOT OcTa-makramasbl), Escherichia coli, Bkarouas mTaMMbl, PE3UCTEHTHBIE K
JeBOQIIOKCAIIMHY M IITaMMBbI, NPOAYLHUpPYIOIIUE OeTa-JTaKTaMa3bl PACHIMPEHHOTrO CIIEKTpa
(ESBL), Klebsiella pneumoniae (Bxitouast mramwmbl, npoayiupytomue ESBL), Klebsiella
oxytoca, Morganella morganii, Proteus mirabilis (Bkitouast mrammsl, ipoayipytomne ESBL),
Proteus vulgaris, Providencia rettgeri, Providencia stuartii Pseudomonas aeruginosa (Bkirouas
IITaMMBI, PE3UCTeHTHhIC K medrasuaumy), Salmonella spp., Serratia marcescens (Bkirogas
[ITaAMMbI, HEYYBCTBUTEIIbHBIC K TledTasuaumy), Busl poaa Shigella.

Amnaspo0sr: Bacteroides fragilis, Bacteroides caccae, Bacteroides ovatus, Bacteroides uniformis,
Bacteroides thetaiotaomicron, Bacteroides vulgatus, Bilophila wadsworthia, Bugsr pona
Clostridium,  Peptostreptococcus magnus, Peptostreptococcus micros, Buasl  poja
Porphyromonas, Busst poaa Prevotella, Sutterella wadsworthenis.

Pesucmenmuuvlie MUKDPOOD2AHU3MbL

['pamnionoxuTenbHbIE a3pOOBI:

CTa(I)I/IJ'IOKOKKI/I, PE3UCTCHTHBIC K MCTHULIUJIINHY,
Enterococcus faecium.

['pamoTpunaTenIbHBIE A3POOBI:
Stenotrophomonas maltophilia, Legionella spp.

HpuoépemeHHwo PEFUCMERNHOCNIb MO2Ym UMEMb.

Burkholderia cepacia, Acinetobacter baumannii, Acinetobacter spp., Pseudomonas aeruginosa.
5.2. ®apmakoKMHeTHYECKHE CBOIiCTBA

KOHLICHTpaI_II/II/I AOpUIICHEMA B IJIa3ME: CPCAHUC KOHLCHTPALUW B IJIa3ME (MF/JI) AOPUIICHCMA
nocie oAHOM 1-dacoBoil u 4-yacoBoil BHyTpuBeHHOM uHGYy3uum 500 mMr u onHoOM 4-uacoBoit

uH(y3uu 1 r nokazaHsl HIKE B Tabnule 4.
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Tabnuna 4. Cpennre KOHLEHTPALMH TOPUIICHIMA B I ER GEATEREIRAGT & A9P2)

COOTBETCTBYET 3KCI EF'TH MY OTUETY

Ho3au Bpewmst ot Havaia nuadysuu (4)
JUINTENILHOCTh HH(Y3UN

CpenHsisi KOHIIEHTpAIHUS B I1a3mMe (Mr/m)
0,5 1 2 3 4 6 7 8 9
500 mr B Teuenune 1 20,2 | 209 | 6,13 | 2,69 | 1,41 | 0,45 _ 0,13 _

500 mr B Teuenne 4y | 4,01 | 570 | 7,26 | 8,12 | 853 | 1,43 | 0,78 — 0,28

1 r B Teuenue

4y 780 | 11,6 | 151 | 169 | 18,3 | 2,98 | 1,66 _ 0,55

dapmakokuneTrka jgopuneHeMa (Cmax — MaKCUMasbHash KOHLCHTpAIKs) SIBJSETCS JIMHEHHOH B
no30BoM nuarnazoHe 500 mr — 1 r npu BHYTpUBEHHOW MH(Y3uM B TeueHue | mnm 4 yacos. Y
NAIMEeHTOB C HOPMAJbHON (PYHKIIMEH oYeK He 0OHAPY)KEHO MPU3HAKOB KYMYJISIIUH JOPHUIIEHEMA
110CJI€ MHOTOKPATHBIX BHYTPUBEHHbIX MHPY3uit 500 Mr min 1 1 kaxkaple 8§ 4acoB Ha MPOTKEHUU
7—-10 nHeii.

®apMaKOKMHETHKA JOPUIIEHEMA HOCUT JIMHEHHBIN XapakTep B Auana3one 103 500 mr — 2 r npu
BBEJICHUU B BHJIE€ BHYTPMBEHHOW MH(Y3UHM MPOAOIDKUTENbHOCTRIO 1 wac u 500 mr — 1 T npu
BHYTPUBEHHOM HH(Y3UH MIPOAOIKUTEILHOCTBIO 4 yaca.

dapMaKOKUHETHYECKUE XApaKTEPUCTUKH JOpUIICHEMa IIPH OJHOKPAaTHOM BBeleHHHU (Tocie
4-qacoBoil MH(Y3UHM) Yy B3POCIBIX C KHCTO3HBIM (HOPO30M COOTBETCTBYIOT AHAIIOTHYHBIM
napameTpam JjIsl B3pOCibIX 0e3 KucTo3Horo (uopos3a. He mpoBoamiIoch HauIexKammx Xopomuio
KOHTPOJIMPYEMBIX MCCIIEJOBAaHUHN 0€30MacHOCTH U 3(PPEKTUBHOCTH TOpUIIEHEMA Y MALUEHTOB C
KHCTO3HBIM (prOpo30M.

Pacnpenenenne

Cpenusis cTeneHb CBS3BIBAHUS JOPUIIEHEMA ¢ OeKkaMu T1a3Mbl cocTtaBisuia 8,1 % u He 3aBucena
OT €ro KOHIIEHTpAINK B TuiazmMe kKpoBu. O0BbeM pacrpesenieHus: paBeH mpuOInu3uTensHo 16,8 1,
410 OJIM3KO K 00bEeMy BHEKJIETOUHOH >KuakocTh y uvenmoBeka (18,2 ). JlopumeneM Xopolio
IMPOHUKACT B pPiAa TKaHEH ¥ OHOJIOTHUECKUX H(HHKOCTCﬁ, Hanpumep, B TKaHHU MaTKu,
PETPONICPUTOHCAIIBHYO ) XKUAKOCTh, TKAHU Hpe)ICTaTCHBHOﬁ JKCJIE3bI, TKAHU KCITYHOI'O ITY3bIPAd U
MOuUy, TOCTUTAsl TaM KOHIIEHTpanui, mpebimarmux MUK.

Buorpancdopmarnus

buotpanchopmarus topuneHeMa B MEKPOOHOIIOTHIECKA HEAKTHBHBIH META0O0IHUT TPOUCXOIUT
NPEUMYIIECTBEHHO MMOJ JCUCTBHEM aeruaponentiaassi-l. In vitro wabmomancs meraboiau3m
nopureHema mnoja JeiicteueM uzodepmeHToB cucrembl CYP450 u apyrux ¢epMeHTOB, Kak B

NPUCYTCTBUH, TaK ¥ B OTCYTCTBUM HUKOTHHAMUAaAeHUHIUHYKIeoTHuaAdochara (HAAD).
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(MOCNEQCBATENEHOC Th 0002 |

OIMMUHALKS

JlopuneHem 3JIMMUHUPYETCS B OCHOBHOM IIOYKaMU B HEU3MEHEHHOM BUJE. Y 3J0POBBIX MOJIOIBIX
B3pPOCJIBIX CPEAHUM KOHEUHBIM IEpHOJ] IOJIyBbIBEACHUS JOPUIIEHEMA M3 IJIa3Mbl COCTABIISET
okosio 1 Yaca, a KJIMPEHC U3 IIa3Mbl paBeH nmpuMepHo 15,9 /4. CpenHuil MOYEYHBIA KIMPEHC
cocransier 10,3 /4. BenuumHa »3TOro mnokasarensi Hapsy CO 3HAYMMbBIM CHHXKEHUEM
JIMMUHALMYU JOPUIIEHEMA IIPU €T0 BBEACHUU OJHOBPEMEHHO C IPOOEHELINIOM CBUIETENbCTBYET
0 TOM, YTO JIOPUIICHEM IOJBEPraeTcs Kak KiryOOUKOBOW (DMIIBTPALIMH, TAK U TIOYEUHOM CEKPELIUH.
VY 3I0pOBBIX MOJIOJABIX B3POCIBIX, MOTYYUBIINX 0AHY 103y (500 mr) mopunenema, 71 % mo3sbl
oOHapy»eH B MOU€ B BU/Ie HEU3MEHEHHOT0 TopurieHema U 15 % — B Bujie MeTabouTa ¢ OTKPBITHIM
KOJIBIIOM COOTBETCTBEHHO. [ocie BBeAEHMS MOJIOIbIM 3J0POBBIM B3pOCIIBIM 01HOH 035! (500 Mr)
paZOaKTUBHO MEUEHOro JOpUIeHeMa B Kale Obuto oOHapyxkeHo MeHee 1 % oOmiei
PaOaKTUBHOCTH.

IloyeuyHas HETOCTATOYHOCTh

[Tocne BBeneHus oHOI 10361 (500 Mr) nopureHeMa naeHTaMm ¢ JErKou (KIMPEeHC KpeaTuHUHA
51-79 mur/mun), cpenneit (knmupeHc kpeatnarHaa 3 1-50 Mi1/MUH) 1 TsDKEO0M (KITMPEHC KpeaTHHUHA
< 30 mu/mMuH) cTeneHblo moueyHoi HemoctarouHoctu AUC yBennuumiach COOTBETCTBEHHO B
1,6 pa3a, 2,8 paza u 5,1 pa3a no cpaBaenuto ¢ AUC y 310pOBBIX JTF0/Ieii ¢ HOpMaIbHON (PyHKITHEH
nouek (kiaupeHc kpearnauHa > 80 mur/muH). [[03y opUIIeHeMa ClIeIyeT CHIKATh y TTAIUSHTOB CO
CpEIHEN U TSHKEJIOW CTENEHBIO TOYEYHON HEAOCTATOYHOCTH.

IIeueHoUHAS HEAOCTATOYHOCTDH

B Hacrosiee BpeMs HET JaHHBIX 0 (hapMaKOKWHETHKE JTOpPUIICHEMA Y MAIIMEHTOB C HapyIIEHUSIMU
¢byHKIMN nedeHu. JlopunenemM npakTHYeCKU He MoJIBepraeTcs MeTaboIu3My B IEUEHH, U TIO3TOMY
IpeoiaraeTcsi, 4ro HapylleHHe (QYHKIMKA OSTOrO0 OpraHa He JOJDKHO BIMSATH HA €ro
(apMaKOKHMHETHUKY.

[lanmeHThl TOYKWJIOT0 BO3pAacTa

[To cpaBHEHHIO ¢ MOJIOJBIMU B3POCITBIMHU, Y TOXKMIBIX Jtoael AUC nopurenema Oblia yBeIHueHa
Ha 49 %. OTH u3MeHeHus 0ObIACHAIOTCS TTIABHBIM 00Pa30M BO3PAaCTHBIMU H3MEHEHUSIMH KITUPEHCa
KpeaTHHHUHA. Y TOXKWIBIX MAIIMEHTOB C HOPMAIBHOM (Il MX Bo3pacTa) PyHKIMEH MOoYeK 03y
JIOpUIIEHEMA CHUYKATh HE HYKHO.

[TonoBBIE pa3IUyns

V¥ sxenmun AUC nopunenema 6bu1a Ha 13 % Gonblie, yeM y MykuuH. My>KUMHaM | >KEHIIUTHAM
pPEKOMEH/1yeTCs BBOJUTH OJJMHAKOBBIE JI03bI IOpPUIICHEMA.

PacoBast npuHaU1€KHOCTh

[Ipy mpuMeHeHMH AOpHUIEHEMa Cpeau pa3HOOOpa3HBIX PAcCOBBIX TPYII He HaOI01aI0Ch
12
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‘0O ABLA HOWCTE Q002
3HAYUTENBHOTO PACXOKAEHUS B KIUpPEHCE I/IHGHGI\'dEI,'HOE%E'KJWIIJO‘B];TLIJHO He

PEKOMEH]TyeTCs.

6. PAPMALIEBTUYECKHUE CBOMCTBA
6.1. IlepeueHb BCIOMOraTe/IbHBIX BelIECTB

OTCyTCTBYIOT.

6.2. HecoBMecTHMOCTD
JlaHHBIN JIEKapCTBEHHBIM MpernapaT HE CIeayeT CMENIMBaTh C JAPYTMMH JICKapCTBEHHBIMU

IpernapaTamu, 3a HCKJIIOUEHUEM YIIOMSIHYTHIX B paszaene 6.6.

6.3. Cpok rognocTu (CpoOK XpaHeHus1)
3 rona.

YcnoBus XpaHeHUsl TOTOBOT'O pacTBOpa

[Tocne mobGaBieHHs K MOPOUIKY JOpUIIEHEMa CTepUIbHOW BOAbl ais uHbeKuui win 0,9 %
pacTBOpa HaTpHs XJIOPHUJA CYCIICH3UIO0 MOXKHO XpaHWUTh BO (bilakoHe B TeueHue | daca mepen ee
pasBeleHueM HH(Y3UOHHBIM PACTBOPOM.

Huxe B Tabnuie 5 yka3zansl CpokH XpaHeHus npenapara Jlopunenem nocie passeaenus 0,9 %
pacTBOpOM HATpHs XJopuaa wid 5 % pacTBOpOM JIEKCTPO3bl B YCIOBHSX UX XpaHEHHUS NpU
KOMHATHOU TEMIIepaType WIN B XOJOIUIbHUKE.

Tabmuma 5. Xpanenne nHPY3UOHHBIX PacCTBOPOB, MPUTOTOBIICHHBIX HA 0,9 % pacTBOpe HaTpus

xJyopuaa win 5 % pactBope AEKCTPO3bI:

Paz0aButenn Bpewms crabunpHOCTH (1)

KoMHaTHas Temmeparypa 2—8 °C (X0JIOJUIBHHK)
0,9 % pacTBOp HaTpuUs XJIO0pUAA 12 72*
5 % pacTBOp HEKCTPO3BI** 4 24*

* [locne n3BeUEHUS U3 XOJOAUIbHUKA NH(Y3UOHHBIN PACTBOP JOJKEH OBITH BBEJICH MALlUEHTY
B TCUCHHE pa3pCIICHHOTO BPEMEHW XpaHEHHs NpHU KOMHATHOW Temmeparype. [lpu sTOoM
CyMMapHO€ BpeMsi XpaHCHHs pacTBOpa B XOJOJIWIBHUKE, BPEMS COTPEBaHHS pPacTBOpa 0
KOMHaTHOﬁ TeMHepaTprI nu BpeMH BBCACHUS paCTBopa HaHI/IeHTy HC IOOJIDKHO HpeBBIH_IaTI) B
o011el CI0’)KHOCTH JOITYCTUMOTO BPEMEHH XPAHEHUSI B XOJIOIUIbHUKE.

** 5 % pacTBOp JCKCTPO3bI HE JOJKEH UCIIOIb30BATHCS JIJIS BBEICHUS HHPY3UH JUTUTEILHOCTHIO
6onee 1 gaca.

Jlnsg coxpaHeHHsT MHKPOOHOJOTHYECKOW YHMCTOTHI MPUTOTOBJICHHOTO PacTBOpa €ro Cjaeayer
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WCIIOJIh30BaTh HEMEJICHHO. B ciyuae HE0OX0auMOCTH QB&{%@IBBEBS@B’I‘C&(%HH C‘I:IB 3a

OMY OTYETY

y 'l:

COXPAaHCHUC MHKpO6HOHOI‘H‘-I€CKOfI YUCTOTHI JIC)KUT Ha JIMIEC, TOTOBALICM WKW XpaHAIICM

pacTBop.

6.4. OcoOble Mepbl PEI0CTOPOKHOCTH NPU XPAHEHUU
He xpanute npu Ttemneparype Bbime 25 °C. XpaHuTh B OpPUTMHAIBHOM YIaKOBKE
(mauke/kopoOKe).

VcnoBus XpaHCHUA ITOCJIC BOCCTAHOBJICHHA JICKAPCTBCHHOI'O IIpC€IiapaTa CM. B pa3aciic 6.3.

6.5. Xapakrep M coaepkaHue NePBUYHON YIIAKOBKH

500 Mr efCTBYIOLIETO BEIIECTBA BO ()IIAKOH MHBEKIIMOHHBIA MMITIOPTHBIN BMECTUMOCTHIO 10 M1,
20 ma win U3 TPYyOKM CTEKIISIHHOW ISl JIGKAPCTBEHHBIX CPENICTB, TEPMETHYHO YKYTIOPEHHBIN
PE3UHOBOM MPOOKOM, 00KATHIN KOJIMAYKOM aJIFOMUHUEBBIM.

[To 1; 5 win 10 ¢rnakoHOB yKIaABIBAIOT B WHAMBUAYAIbHYIO MAuKy W3 KapTOHA BMECTE C
MHCTPYKLHEH 110 METUIIMHCKOMY MPUMEHEHHI0, WiH 1o 50 ¢1akoHOB ¢ MPUITIOKEHUEM PABHOTO
KOJIMYECTBA HWHCTPYKUMUH 10 NPUMEHEHHIO YKIAIbIBAIOT B KOPOOKY U3 KapToHa (Hams

CTaIMOHAPOB).

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTHM MNPH  YHUYTOKEHHM  HCIOJb30BAHHOIO
JIEKAPCTBEHHOT0 mMpenapaTra WJIH OTXO0A0B, TMOJYYEHHbIX TIOCJde NPHMEHEHUs!
JIEKAPCTBEHHOT0 MpenapaTa u Apyrue MaHUMyJIsIUU ¢ PenapaTom

HWHCTpYKIINM 10 OPUTOTOBICHUIO PAcTBOpa U O6DaH_IeHI/IIO C HUM

Ilpucomosnenue 0o3vl 500 me pacmeopa ons unghy3suii

. [Topomok nopunenema pactopsoT B 10 M crepuinbHON Boab! A1 nHbeKIMH uiu 0,9 %
pacTBOpa HaTpHsl XJIOPUAA.

. BusyanbHO NpoBEpsIOT CyCNEH3MIO Ha HalMyue B HEH BHJIUMBIX MOCTOPOHHMUX YaCTHI]
(TaHHAsA TOTOBAask CyCHEH3US HE UCTIONb3YETCs I PSIMOTO BBEJICHUS).

. l'oToBYyIO CyCHeH3HIO MPH IMOMOIIM HITPUIA W UTIIBI JOOABISIOT B HH(Y3MOHHBIN MMaKkeT
(6yThUIKY), copepskamuid 100 mut 0,9 % pactBopa HaTpus xyopuaa uiau 5 % pactBopa IeKCTPO3bl,
U aKKypaTHO MEepEeMEIINBAIOT /10 MOJTHOTO PACTBOPEHHUS.

Ilpucomosnenue 003wt 250 me pacmeopa 01 uH@y3uil 0151 NAYUEHMOB CO CPeOHell U MANCENOl
cmeneHblo NOYeyHoU HedOCMAamoyHOCMU

: [Topomok nopuneHema pactTBopsT B 10 M1 cTrepuiibHOM BoabI uig uHbeKuui uiu 0,9 %
pacTBoOpa HaTpHs XJIOpHUAA.

° BI/I3yaJ'H:HO MMPOBEPAIOT CYCIICH3UIO HAa HAJINYHC B HEH BUIUMBIX MOCTOPOHHUX YaCTHUIL]
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. ['0TOBYIO CyCHEH3UIO MPH MOMOIIY HINPUIA U Ul JOOABISIOT B MH(Y3UOHHBINA MaKeT
(6yTBLIKY), cogepxammuii 100 M 0,9 % pacTBopa HaTpust XJIopuaa uiu 5 % pacTBopa JeKCTPO3HI,
M aKKypaTHO IEpPEeMEIIMBAIOT [0 TIOJIHOro pactBopeHus. OtOuparor 55 M pacTBopa u3
UH(Y3HMOHHOTO naKeTa (OYTHIIKM) M BBIOPACHIBAIOT (B OCTABIIEMCsl 00bEME pacTBOPa COACPKHUTCS
250 Mr mopuneHema).

Onucanue ungy3uonHo20 pacmeopa

WNudy3noHHbIE pacTBOPEHI Npenapara JlopuneHeM BapbUPYIOT OT IPO3PAYHOT0 B OECLIBETHOTO 10
MIPO3PAYHOIO U CJIETKa KEJITOBATOro pacTBopa. Bo3MoskHbIe pa3nuyusi B IIBETHOCTU PAcTBOPA HE
BJIUSIIOT Ha KA4eCTBO MPOIYKTA.

WH}y3n0HHBII pacTBOp Mepe]] BBEICHUEM BU3YAIbHO MPOBEPSIIOT Ha OTCYTCTBUE MEXAHUYECKHUX
BKITIOYCHUH, U IPU OOHAPYKEHUU TIOCIETHIX, OTOPAKOBHIBAIOT.

YTunuzauus

Hewncrionbp30BaHHbBIN pacTBOp AOPUIICHEMA U ApPYIUe€ OTXOAbI H606XOI[I/IMO YTUIN3HUPOBATH B

COOTBCTCTBUH C MCCTHBIMU ITPABUJIAMHU.

7. AEPKATEJIb PETUCTPAHMOHHOI'O YAOCTOBEPEHUSA
Poccuiickas ®@enepanus

000 «I[TIPOMOME/J] PYC»

Anpec: 129090, r. MockBa, ipocniekT Mupa, 1om 13, ctpoenue 1, opuc 13
Tenedon: +7 (495) 640-25-28

DnekTpoHHas mouTa: reception@promo-med.ru

7.1. IlpeacraBure/ib AepKaTesss perUCTPAllMOHHOIO YA0CTOBEPECHUS

IIperen3un HOT‘[)C6I/ITCJ'ICI71 CIICAYCT HAITPaBJIATH 1O aJAPECY.

Poccuiickas ®enepanus

000 «ITPOMOME/] PYC»

Anpec: 129090, r. MockBa, ipocriekT Mupa, 1om 13, ctpoenue 1, opuc 13

Tenedon: +7 (495) 640-25-28

Kpyrnocytounslii Tenedon ropstueit nuaun papmakonaazopa: 8-800-777-86-04 (6ecruiaTHO)

DnekTpoHHas modra: reception@promo-med.ru

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS
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9. IATA TEPBAYHON PEMMCTPALIMU (MOATBEPHIEHUA PEFUCTPAHUMN,

INEPEPETUCTPALINN)

JlaTa nepBoi perucTpanuu:

10. JATA IEPECMOTPA TEKCTA

OOmass  xapakTepuCTUKa  JICKapCTBEHHOro  mpemnapata  JlopuneHeM — JOCTyHmHAa  Ha
UHPOPMALIMOHHOM TopTane EBpa3suiickoro »KOHOMHYECKOTO COI03a B HH(POPMAIMOHHO-

KOMMYHHUKAIIMOHHOM cetu «uTepHe™» http://eec.eaeunion.org/.
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