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OBIIASI XAPAKTEPHCTHKA JTEKAPCTBEHIFOTG TIPETAPATA V704

1. HAUMEHOBAHMUME JIEKAPCTBEHHOI'O IIPEITAPATA

JlunereH, 600 Mr, TaOJIETKH, IOKPHITHIE TUICHOYHOW 000I0YKOM.

2. KAYECTBEHHBIN Y KOJIMYECTBEHHBIA COCTAB

JelicTByroniee BEUIECTBO: JIMHE30IU.

Kaxnas Tabnerka, MOKphITas INIEHOYHOH 0005109K0H, comepkut 600 Mr muHe30Im 1.
BcmoMorarensHEBIE BCIICCTBA, HAJIMYHUEC KOTOPBIX HAAO YUHUTBIBATH B COCTABC JICKAPCTBCHHOTO
npemnapara: Jiakto3a (cMm. paszen 4.4).

[TomHBIi IEepedeHb BCIIOMOTaTeIbHBIX BEIIECTB pUBEIeH B pazaene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku, MOKPHITHIE MIIEHOYHOU 000I0UKOM.

OBasibHBIE JIBOSKOBBIMYKJIbIE TaOJIETKH, MOKPHITHIE TUIEHOYHON 000JI0YKOM OE0ro Miau MOYTH
Oenoro 1BeTa, ¢ packoil, ¢ rpaBUPOBKOM «I» Ha OJHOM CTOPOHE U «22» HA IPYroil CTOPOHE.

Ha monepeunom paspese TabneTku sSapo OeJIoro Wik MoYTH OeJIoTo IIBETA.

4. KIMHUYECKUE JAHHBIE

4.1. lloka3anusi K NPUMEHEHU IO

Jleuenne MHPEKIIMOHHO-BOCTIAIMTENBHBIX 3a00JIEBAaHHIA, €CITH U3BECTHO WIIM TIOJI03PEBACTCS, UTO
OHM  BBI3BaHbl  YYBCTBUTEIBHBIMH K  JIMHE3OJHMIY a’pOOHBIMH H  aHa’pOOHBIMHU
IPaMIOJIOKHUTEIBHBIME ~ MUKPOOPTaHW3MaMHu  (BKIIOYass HMH(EKIHH, COMPOBOKIAIOIIUECS
OakTepuemuen):

- BHEOOJIBHMYHAS ITHEBMOHHS, BbI3BaHHas  Streptococcus pneumoniae  (BkIouas
MOJIMPE3UCTCHTHBIC IITAMMBI), BKJIFOYAs CIIydad, COMPOBOXKIAMOIIUECS OaKTepUEMHEU, WU
Staphylococcus aureus (ToJIbKO METHIIMIUTMHYYBCTBUTEIBHBIC IITAMMBI);

- rocnuTtaibHas ~ MHEBMOHMs,  Bbi3BaHHas  Staphylococcus — aureus — (Bkmrovas
METUIWUTMHYYBCTBUTENbHbIE W METHIMJUTMHPE3UCTEHTHBIE IITaMMBbI) uiM  Streptococcus
pneumoniae (BKJIF0Yasi TIOJIUPE3UCTEHTHBIC IIITAMMBI);

- OCIIO’KHEHHBbIE MH(PEKIIUU KOXKU U MITKUX TKaHeH, BKIto4yas WH(EKIHH TpU CHHAPOME
IMabeTHYECKON CTOMbI, HE COMPOBOXIAIONINECS OCTEOMHMEINTOM, BbI3BaHHbIe Staphylococcus
aureus (BkIroyas METUIWUTMHYYBCTBUTENBHBIE W METUIMIITUHPE3UCTEHTHBIC IITaMMBbI),

Streptococcus pyogenes unu Streptococcus agalactiae;
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- HEOCJIOKHECHHBIE I/IH(l)eKL[I/H/I KOXHU U MATKUX TKa%%I,::BEEQiEEL%J %&bhﬁ&gﬁgg %‘b]reus

(TOBKO METULIMJUTMHYIYBCTBUTEIBHBIC IIITAMMBI) Wi Streptococcus pyogenes;

- WH(EKLINU, Pe3UCTEHTHbIC K BAaHKOMHIIMHY, BbI3BaHHbIC Enterococcus faecium, B tom
4lClie, COMPOBOXKIAOIIMECs] OaKTepueMueH.

B cocraBe KOMOMHHMPOBAHHOW Tepanuu TyOepKyje3a JIETKHX, BbBI3BAHHOTO ILTaMMaMH

Mycobacterium tuberculosis ¢ MHOkeCTBEHHOH JICKAPCTBEHHON YCTOWYHBOCTBIO.

4.2. Pe:xuM 103UPOBaHUS U CTIOCOO MPUMeEHEeHHs

PexxuM o3upoBaHus:

[TpoAOmKUTENBHOCTD JICUSHUSI 3aBUCUT OT BO3OYAUTEINS, JOKAIU3AIUN U TSDKECTH MH(DEKIuH, a
TaKKe OT KIIMHUYECKOTO 3(pdekTa.

Bspocnvie

[Tokazanus (Bkiro4Yast HHOEKIUH, Pazosas no3a n Pexomenayemas
COTIPOBOXIAIOIITHECS OaKTepUeMHUeH) KpaTHOCTh MPOJIOKUTEITHHOCTh

BBE€ACHUA JICUCHUA

- BHEOOIBLHUYHAS IMHEBMOHHMS, BbI3BaHHAaA
Streptococcus pneumoniae (sxurouast
nojaupe3ucmermmuovle WmaMMbl), BKJIrO4as Ciydau,
COTIPOBOXKIAIOIITUECS OaKTEPUEMUEH, UITH
Staphylococcus aureus (monvko
MemuyuiiuHvysecmeumeibrHvle wmaMsz);

- TrocCIiMuTaJIbHasA ITHCBMOHUS, BBI3BaHHas
Staphylococcus aureus (sxurouas memuyuniun-
uyecmeumesibrovle U MemuyujIuHpEe3IUCmeHninsle

) 600 mMr BHYTpb
wmammst) nam Streptococcus pneumoniae 10-14 nnuei
Kaxnaeie 12 g
(6KIOUASL NOTUPEZUCTNIEHMHbLE WUMAMMDBL);

- OCJIO)KHCHHBIC I/IH(I)eKI_II/II/I KOXKH U MATKHUX
TKaHeH, BKIIFOYast HHPEKINH PU CUHIPOME
,[[I/Ia6eTI/ILIeCKOI7I CTOIIbI, HE COIIPOBOXKAAOIINECA
0CTEOMHEIIMTOM, BbI3BaHHbIe Staphylococcus
aureus (61(‘.71101161}1 MeMmuyuliunuyysecmeumeslblovle u
MEMUYUNTIUHDE3UCMEHMHbLE mmaMMbl),

Streptococcus pyogenes unu Streptococcus

agalactiae;
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- HEOCJIOKHEHHBIE MHPEKIINU KOXKU U
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MATKUX TKaHel, Bei3BaHHbIe Staphylococcus
aureus (moibKo MemuyuLIuHYy8CMeUmebHble

wmammol) vam Streptococcus pyogenes

- WHQEKINH, PE3UCTEHTHBIE K

BaHKOMHUIIMHY, BbI3BaHHBIC ENterococcus faecium, 600 Mr BHYTpb

14-28 nuei
B TOM YHCJIE, CONPOBOKIAIOIINECS KaxJpie 12 9
OakTepuemMuei.

IMpu T1yOepkyne3e Jerkux, Bb3BaHHOM mrammamu — Mycobacterium  tuberculosis ¢
MHO>KECTBEHHOU JIeKapCTBEHHOW ycToMuMBOCThIO — 600 Mr 1 pa3 B CyTKH C AJUTEIBHOCTBIO
Tepanuy B UHTCHCUBHOU (a3e 24 Henenu.

Oco0Bble IpyIIIE MAIMEHTOB

Tooicunvie nayuenmoi: KOPPEKIMA 10361 HE TpeOyeTCsI.
Tlayuenmul ¢ noveunou HeOOCMamMoyHOCMbIO: KOPPEKITUH 10361 He TpeOyeTcs. B ¢Bs3u ¢ TeM, 4To
30% nuHe30JMMIa ynoanseTrcs MNpU TEeMOJUAIN3€ B TEUYEHUE 3 4YacoB, JIMHE30JU[ IO0JLKEH
MIPUHUMATHCS TOCTIE TIPOBEICHUS TMaIN3a MalUeHTaM, HY)KIalOIIUMCS B HEM.
Tlayuenmul ¢ neuenoyHoU HeOOCMAMOYHOCMbIO: KOPPEKIIMH 10361 HE TPeOyeTCs.

eTH
Pexxum no3upoBanus y aereil B Bo3pacte ¢ 12 go 18 neT mo 3asBICHHBIM MOKa3aHUAM
COOTBETCTBYET PEIKUMY JIOZUPOBAHHMS Yy B3pOCIbIX. besonacHocTs 1 3(h(peKTUBHOCTD TPUMEHEHUS
npemnapara Jluneren y nereid B Bo3pacte ot 0 10 12 jneT Ha JaHHBIA MOMEHT HE YCTAHOBJICHBI
BBU/y HEBO3MOKHOCTH aJICKBAaTHOTO 1MOI00pa A03bl. JlaHHBIE OTCYTCTBYIOT.

Cnoco6 OPUMCHCHUA

BHy’TpB, HC3aBUCHUMO OT IIpUcMa IHIIH.

4.3. IIpoTuBONOKA3aHUSA

['unep4yyBCTBUTENBHOCTh K JHUHE30JUAY W/WIM K JIOOOMY M3 BCIOMOTaTeIbHBIX BEIIECTB,
MepEeYMCIICEHHBIX B pa3zene 6.1;

OpHOBpeMeHHBIN MTPUEM JIMHE30JIM A C TIpernapaTaMy, HHTHOUPYIOIIMMHA MOHOAMHHOKCUIA3bl A
win B (manpumep, ¢eHemsuH, mzokapOokcazum), a Takke B TEUCHHE ABYX HEAENb Iocle
MpEeKpaIieHus IpueMa Ha3BaHHBIX IIPENapaToB.

[Ipu oTcyTcTBUMHM TIIATENHLHOTO HAOMIOACHMS 32 MAIlMEHTaAMM U MOHUTOPHHTA apTepHAIbHOTO

AABJICHUSA HC CIICAYCT Ha3HAYATh JIMHC3O0JIU .
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- MMAlMEHTaM C HEKOHTPOJIUPYEMOU apT :puanmbﬂ':ﬁrﬂgﬁgéﬁ&}é”&é&go%gﬁ%ﬁoﬁ,

TUPEOTOKCUKO30M, KapLUHOUTHBIM CHUHPOMOM, OUTIONISIPHBIM paccTpoiicTBOM,
mn30a(h(HEeKTUBHBIM PACCTPONCTBOM U OCTPHIM COCTOSIHUEM CITyTaHHOCTH CO3HAHMS,

- NanueHTaMm, MMoJIy4aroluM CIIEIYIOLUe TUIIbI IIPEernapaToB: aJpeHOMUMETHKY (HalIpumep,
nceBnodpenpuH,  (QEHWINPONAHOJAMHH,  JNUHEQpUH,  HopamuHeDpHH,  JOOyTaMuH),
n0aMUHOMUMETHKH (Hampumep, Ao(paMuH), UHTHOMTOPHI OOpaTHOTO 3axBaTa CEPOTOHHUHA,
TPULMKINYECKHUE aHTHIeTIpeccanThl, aroHucThl S-HT1 penentopoB (TpurntaHsl), MENEPUAUH WIH
OyCIUpOH.

Penxo BcTpeuwaromiasicss Haclle[ICTBEHHasT HENEPEHOCHMOCTb TajakTO3bl, ACPUIMT JIAKTa3bl
Jomapei WK TIII0K030-TallakTo3Hask MaibaOCcopOIusL.

Jerckuii Bo3pact a0 12 net (Juist JTaHHOM JeKapCTBEHHON (OpMBI).

Herckuil BozpacT n0 18 neT mo mMmokaszaHHIO: TyOepKyse3 JIErKUX, BbI3BAHHBIA IITaMMaMu

Mycobacterium tuberculosis ¢ MHOeCTBEHHO# JIeKApCTBEHHON YCTOWYHBOCTBIO.

4.4. OcoOble yKa3aHHs U MepPbI PEI0CTOPOKHOCTH IPH NIPUMEHEHUH

C 0CTOPOKHOCTBIO

Tayuenmoi ¢ noyeyHoUu HeOOCMAaMmMoOYHOCMbIO

BenencrBue Hem3ydeHHOW KIMHHYECKOW 3HAYMMOCTH JIBYX TIEPBHUYHBIX METa0OJIUTOB
JMHE30JIMIa y TAlUEHTOB C THKEIOW IOYeYHOH HEAOCTaTOYHOCTBIO, JIMHE30JUA JOJDKEH
MPUMEHSTHCSI C OCTOPOKHOCTHIO Y TAKUX MAIMEHTOB, U TOJBKO €CIIH TpeAroaraeMas moib3a
MIPEBHIIIACT MOTCHIIMAIBLHBINA PUCK.

Tayuenmoi ¢ neueHouHOU HEOOCMAMOYHOCBIO

HmeroTcst orpaHMYCHHBIC KIMHHYECKHE TaHHBIC, PEKOMCHIYIONINE MPUMEHSTh JMHE30IH Y
TAaKMX TAIMEHTOB TOJBKO B TOM CjydYae, €CJIHM NpeAroaracMas I0Jib3a MPEBbIIIACT
MOTEHIMAJILHBIN PUCK.

THayuenmei ¢ cucmemuvimu uHpeKyuIMU

JIuHe30JIM] JOJDKEH WCIOJIb30BaThCSl C  OCTOPOXKHOCTBIO Yy TMAI[MCHTOB C CUCTEMHBIMHU
UHQEKIUSIMH, TMPEACTABISIONIMME PUCK JUIS JKU3HU, TAaKUMH Kak HH(EKINHU, CBS3aHHBIC C
BEHO3HBIMH KaTeTepaMu B OT/ICJIEHUSIX HUHTEHCUBHOMN Teparnuu.

OpHoBpeMeHHOE MPUMEHEHHE ¢ OypeHOPPHUHOM (OTAEIBHO WM B KOMOWHAIIUU C HATTOKCOHOM)
MOJKET MPUBECTU K PA3BUTHUIO CEPOTOHMHOBOTO CUHApPOMa (cM. pasnen 4.4. noapasaen «Ocobble

yKazaHus» U pazaen 4.5).

Oco0ble yKa3zaHus

CMepmHOCWZb Y nayuennioe ¢ kamemep-accCoyuupoeaHHblMu MH¢€K14M}1MZJ
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B OTKpBLITOM HMCCIEIOBAHMU CPENU T;DKeJIoGOJH)HI)DJ:rh':a'EI/;lﬂ!‘:';f';l'gﬂ_:i ET%H&%IY_'I[%%Q‘ v

KaTeTeP-aCCOIMUPOBAHHBIMA MH(PEKIIUSIMU OBUIO OTMEUYEHO MPEBBINICHUE CMEPTHOCTH Y
MalUEeHTOB, MOJyYaBIIUX JHUHE30JU]l, N0 CPAaBHEHUIO C MAallMEHTaMH, IOJy4aBIIUMU
BaHKOMHUIIMH/TUKIOKCamuTHH/okcanmumme  [78/363  (21,5%) mnpotuB  58/363  (16,0%)].
OcHOBHBIM (DaKTOPOM, BIIMSIONIMM HAa CMEPTHOCTh, OBLI I'PAMITOJIOKHTEIBHBIA BO30YIUTENb
nH(pEKIMM HAa HAYaIbHOM JdTame. [lokazareinh CMEPTHOCTH OBLT CXOX CpeOu TMAaIlleHTOB,
WH(EKIIMHA y KOTOPHIX OBUTH BBI3BAHBI TOJIBKO T'PaMIIOJIOKHUTEILHBIMA MUKPOOPTaHU3MaMHU, HO
ObLT 3HAYMUTENBHO BBHIIIE B TPYNNE JMHE30JHAa, KOrja OOHApYKUBAIUCh U JPyTHe
MHUKPOOPTraHU3Mbl, WJIW WX HE YAaBaJIOCh OOHApY)XUTh Ha HadaJbHOM dTarne. HamGombruit
nucOaiaHc OTMEYeH BO BpeMsl JICYCHHS M B TEUYGHHE 7 JHEH Tocie OKOHYAaHHS
AHTUOMOTHKOTEpANUK. Y MHOTHX MAI[UEHTOB TPYMIbl JIMHE30JHAa OOHAPYKUBAIUCh B XOJE
WCCTIEOBaHUSI TPaMOTPHIIATEIbHBIE MHUKPOOPTaHU3MBI, M OHHU TOTHOATM OT WHQEKIuH,
BBI3BAHHOW T'paMOTPHUIIATEILHBIMH MHKPOOPTAaHU3MaMHU WM TOJMMHUKPOOHBIX WH(EKITHH.
Taxum 006pa3om, B cirydae OCIOKHEHHBIX HHPEKIINA KON U MIATKUX TKAHEH JTMHE30TU ]I CISTYeT
WCIIOJIb30BAaTh y MAIMEHTOB C U3BECTHOM MJIM BO3MOYKHOU KO-WH(EKITNEH TPpaMOTPHUIIATETHHBIMU
MHKPOOPraHU3MaMH, TOJBKO, €CJIM HET aJbTEPHATUBHBIX BAPUAHTOB JieueHUs. B aTux cmywasx
[TIOKA3aHO OJIHOBPEMEHHO JOIOJHUTEIIbHOE NPUMEHEHHE IIpernapaToB, JACHCTBYIOIIMX Ha
IrPaMOTPHULIATEIbHYI0 MUKPOGIIOPY.

Muenocynpeccus

Y HEKOTOpBhIX MAalUEHTOB, NPUHUMAIONIMX JIMHE30JUA, MOXKET pa3BUTbCS oOparumas
MHesocynpeccuss  (C aHeMHeH, TPOMOOIMTOIICHUEH, JICHKOIICHHEH W TaHIMTOIICHHUEH),
3aBUCALLASA OT MPOJOJKUTEIIBHOCTH Tepanuu. Y MOXKWIbIX NAUEHTOB TaKK€ MOBBIIIEH PUCK
Pa3BUTUS TAHHOTO COCTOSHUS. TpOMOOLUTONEHUs Yallle BOZHHKAA Y MALMEHTOB C THKEIOU
MMOYEYHON HEJIO0CTATOYHOCTBIO, HE 3aBUCHUMO OT MPUMEHEHHS y MallueHTa reMoauannsa. B cBsas3u
C 9TUM B TpoIlecce JIeYeHUS HeOoOXOIUMO MPOBOJUTH MOHUTOPHHI TOKa3aTesleld KpOBH Y
MalUEHTOB C MOBBIIIEHHBIM PUCKOM pPa3BUTHUS KPOBOTEUEHUSI, MUEIIOCYIIPECCUEN B aHAMHE3E,
a TaKke MPU OJHOBPEMEHHOM IPHUMEHEHUHU I[PEenapaToB, CHIKAIOUIUX TeMOTJIOOWH WIH
KOJIMYECTBO TPOMOOLMUTOB W/ HX (YHKIMOHAIbHBIC CBOMCTBA, C TKEIOW MOYCUHOM
HEJJOCTATOYHOCTHIO, a TakKe y MAalMeHTOB, MPUHUMAIOIIUX JHHE30JIua Oojiee 2 HeAelb.
JIuHe3zomu y TakuxX NAUMEHTOB NPUMEHSAETCSH TOJBKO B TOM Cily4ae, KOrja BO3MOXKEH
THIATETbHBI MOHUTOPHUHT TEMOTJI00MHA, KOJIMYECTBA JIEMKOLUUTOB U TpomOouuToB. Eciam Bo
BpeMsl TepanuM JIMHE30JIUA0M Pa3BUBAETCS BbIPAXKEHHAs MUEIOCYNPECCHSI, JIEUEHHUE JIOJKHO
OBITh TMPEKPAIEHO, €CId TOJIbKO TMPOJOJDKEHHE Tepalid He CYUTAaeTcs aOCOIIOTHO
HeoOxouMbIM. B 3TOM ciyyae HEOOXOAMM MHTEHCUBHBIM MOHUTOPUHT TOKa3aTeleld KpOBU U

COOTBETCTBYIOLICC JICUCHUC. KpOMC TOTO, PCKOMCHAYCTCA, yTOOBI aHAIIN3 KpOBH (B TOM YHCIJIC,
5
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OIPE/IEICHHE  T'€MOIJIO0MHA, KOJIMYECTBA 1‘DOM6OH&H‘5§H'1%JI%%KEEMCQ(I or H‘CI—‘II tom

JIEUKOIMTAPHOM (OPMYIIBI)) IPOBOIHIICS €KEHEICTBHO Y MAI[HCHTOB, MMOJYYAOIIAX JTHHE30JIU/I
HE3aBMCHMO OT TOKa3aTejeld HMCXOJHOTO aHaiu3a KPOBH. bojiee BBICOKAs 4acToTa Pa3sBUTHS
TSOKEJIOM aHeMHHM OTMEYEHa Yy ITalMEHTOB, IOJIYyYaBIIMX JIMHE30JHI OOJIbIIE MaKCHMAaIbHO
PEKOMEH/IOBAHHOM TPOJODKUTENBHOCTH B 28 mHell. DTUM MamMeHTaM dbaiie TpeboBaIoCh
nepenuBanne KpoBu. Ciydan cuaepoO0gacTHOM aHeMHM  ObUIM  3apETHCTPUPOBAHBl B
MOCTPErUCTPAIMOHHOM  Iepruojie. B OONBIIMHCTBE CIIy4aeB  JUIMTEIBHOCTH  Tepariu
JMHE30JUI0M TIpeBblmana 28 paHei. VY OOJBIIMHCTBA MAIMEHTOB IPOSBIECHUS  OBLIH
MOJIHOCTBIO WIIM YaCTHYHO OOpaTHUMBI TIOCIIE IPEKpAIIEHUs JICUCHHs JIMHE30JMI0M c/0e3
cnenu@uueckoro JieYeHUsT aHEMUH.

AHmubuomuk-accoyuuposantas ouapes u Koaum

V manueHToB, IPUHUMAIOIINX aHTHOAKTEPHAIbHbIE TPENapaThl, BKIKOYAs JIMHE30INI, CJIEAYET
VUUTHIBATH PHCK PA3BUTHS IICEBIOMEMOPAHO3HOIO KOJHMTA DPas3IM4YHOM cremeHd Tsokectd. O
cnyuasix auapeu, cBszannoit ¢ Clostridium difficile, coo0rmanocs B CBSI3U ¢ UCTIOIB30BaHUEM
MPaKTHYECKH BCEX aHTHOAKTEPUAIIBHBIX NPENapaToB, BKIIOYAs JIMHE30IHMI. TsDKECTh JHApeH
MOXET BapbUpOBaTh OT Jerkux GopMm g0 Tsokenbix. JleueHne aHTHOAKTEpUATBLHBIME
npernaparamMi HapylaeT HOPMaTbHYI0 MUKPO(IOPY KUIIIEYHUKA, YTO MPUBOJAUT K H3OBITOUHOMY
pocty Clostridium difficile. Clostridium difficile BripabarsiBaeT TokcuHbI A u B, KoTOpBIE
NPUBOAAT K pa3BuTHio auapeu, cBszanHoiu ¢ Clostridium difficile. M36prTouHOE KOIHUECTBO
TOKCHHOB, BbIpabarbiBacmoe mrammamu Clostridium difficile, moxer BbI3BaTh MOBBIIIEHHE
JETANILHOCTH CpPEAM MAIMEHTOB, TaK KaKk Takue HHQPEKIUU MOTYT OBITh YCTOHYUBBI K
MPOTUBOMHUKPOOHOH Tepamuyu, a TaKkKe MOXKET TMOTpeOOBaThCs KOJOHIKTOMUS. Henb3s
MPUMEHSTH JICKAPCTBCHHBIE CPEJCTBA, TOPMO3SIIIIHME MEPUCTATBTUKY KUIICYHUKA. BO3MOXHOCTH
pasButHs quapew, cBszannoii ¢ Clostridium difficile, mommkna paccmaTpuBaThest y BceX GOJIBHBIX €
JMapeei, IMOCICeIOBaBIIel 3a HCIOJIb30BAHUEM AaHTHOMOTHKOB. TIIAaTeNbHOC MEIUIIUHCKOES
HaOJII0/ICHUE BTEUCHHE 2 MECSIIEB HEOOXOIMMO TAI[HEHTaM, MEPEHECIINM AUapero, CBA3AHHYIO
¢ Clostridium difficile mocie BBeaenus aHTHOAKTEPHAIBHBIX IPENAPATOB.

Tepugepuueckas netiponamus u Helponamus 3pUMenbHO20 HeP8a

[Tpu MOSABJIEHHH CUMITTOMOB YXY/IIIICHHS 3pUTEIbHOM QYHKIMH, TAKAX KaK U3MEHEHHE OCTPOTHI
3peHUs, W3MEHEHHE I[BETOBOTO BOCIPHATHS, 3aTYMAaHEHHOCTh, Ae(EeKThl MOJieH 3peHus,
PEKOMEH/IYETCSl CPOUHO OOPATUTHCS K OPTAIBMONIOTY IS KOHCYIbTanuu. Cieayer mpoBOIUTh
MOHHUTOPHUHT 3pUTEILHON (QYHKIIMH Yy BCEX MAIMEHTOB, MPUHUMAIOIIUX JIHHE30JIUI B TCUCHHE
JUTUTEIHOTO BpeMeHHu (Oosiee 28 aHell), a TakKe y BCEX MAI[HEHTOB C BHOBb MOSBHBIIHMUCS

CUMIITOMaMH 3PUTCIIbHBIX HapymeHI/Iﬁ HE3aBUCUMO OT MPOAOJDKUTCIIBHOCTU TCpAIlnu.
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OILICHUTH COOTHOIICHHE PUCK/TIOJIB3a MPOJAOJDKEHHS TEPANMH JIMHE30IMIOM Y 3TUX MAI[EHTOB.
Puck pa3BuTHs HeHpomaTuu BbIIIE, €CIM JIMHE30JU] MPUMEHSIETCS y MalUeHTOB, KOTOpPHIC
WCTIOJIB3YIOT B HACTOSIIIEE BPEMS HJIH KOTOPbhIE HEAaBHO MPHHUMAIIA aHTUMHUKOOAKTepHaIbHBIC
npenapaTsl 1Jis JIEYeHUs] TyOepKyesa.

Jlakmoauyuoos

B cBs3u ¢ npumeHeHHeM JIMHEe30/MJa coo0Ianoch 0 JakToauuaose. llanueHTsr, y KOTOpbIX
Ha (poHE mpHUeMa JIMHE30JMJla BO3HUKAET IOBTOpPHAs TOILIHOTAa WJIM pBOTa, 0O0Jb B JKUBOTE,
HEOOBSCHUMBIN all/I03 WM OTMEYAeTCs CHU)KEHUE KOHIIEHTpAlUu THJIPOKapOOHAT-aHHUOHOB,
TpeOyIOT THIATENILHOTO HAOIIOJEHMSI CO CTOPOHBI Bpauya.

Mumoxonopuanvras oucynkyus

Jlunezonug uWHrUOUpyeT cuHTe3 Oenka MUTOXOHApUM. [loGouHble >PPeKThl, Takue Kak
JaKTOANKI03, aHeMHUs M Hedponarus (mepudepudeckas WIH 3pUTEIBHOTO HEpBa), MOTYT
BO3HMKHYTh B pe3yJabTaTe JTOr0 TOPMOXEHHs; OTH 3(pdexTsl  gBidoTcs Ooiee
pacrpocTpaHeHHBIMH, KOTJa Iperapar UCHOoJIb3yeTcs: Oombine, yeM 28 aHei.

Cyoopoeu

Coobmanocs 0 cygoporax y NanyeHToB, IPUHUMABIINX JUHE30IM, IPH 3TOM B OOJIBIINHCTBE
CllyyacB B aHaMHE3€ HMEJIOCh YKa3aHHE Ha CyJOpOrM WM Hajnuue (PaKTOpOB pUCKA HX
pa3BuUTHA. Y TAIMEHTOB HEOOXOoaMMO coOpaTh TOAPOOHBIH aHaMHE3, Kacarolluics
IPEJIIECTBYIOIINX U3040B CyA0POT.

Hneubumopvl MOHOAMUHOOKCUOA3bL

JIune3zonup sABiIsIETC 0OPaTUMBIM HECEJIEKTUBHBIM MHTMOUTOPOM MOHOaMHHOOKcuAa3sl (MAO);
OJIHAKO B J103aX, IPHUMEHSAEMBIX [UI1 AHTUOAKTEpUAIbHOM TEpalmud, OH HE MPOSIBIAET
aHTUJenpeccaHTHbIN 3G dexT. VIMeloTcs oueHb OrpaHHWYEHHBbIE IAHHbIE M3 HCCIEeIOBaHUN
JIEKapCTBEHHBIX B3aUMO/ICHCTBUM U B OTHOILIEHUH O€30M1aCHOCTH JIMHE30JI1/1a IPYU IPUMEHEHUN
y TAalMEeHTOB C OCHOBHBIMHU 3a00JI€BaHHUSMU W/WIM TPU OJHOBPEMEHHOM HPUMEHEHUU
JICKapCTBEHHBIX IPENapaTroB, KOTOpPbIE MOTYT TMOJBEPrHYTb HMX PHUCKY, OOYCIOBIEHHOMY
unrubuposanueM MAO. CrienoBarenbHO, IPUMEHEHHE JIMHE30JI1/1a HE PEKOMEH]IyeTCsl B 3THX
00CTOATENILCTBAX, KPOME CIIy4aeB, KOT/Ia BO3MOXKHO MPOBEJCHUE TIIATEIHHOIO HAOIIOJEHNUS U
MOHUTOPHHIA MMALMEHTa, MOIy4arollero mpenapar (cM. pasaensl 4.3.u 4.5).

CepomoHoHuH08blIl CUHOPOM

[Ipu HE0OXOMMOCTH TNpPHMEHEHHs MpenapaTa B COUETAaHHM C CEIEKTUBHBIMH MHTMOUTOpaMHU
oOpaTHOTO 3axBaTa CEpOTOHMHA CIIEAyeT MOCTOSIHHO HaON0JaTh 3a MAallMEHTaMU C IIEJIbI0
BBISIBJIGHUS] MPU3HAKOB M CHMIITOMOB CEPOTOHMHOBOTO CHHApPOMA, TaKUX Kak HapyIIeHUE

KOTHUTUBHOM (YHKIMM, THUIEPIUpEKCHs, Turneppediekcus ¥ HapylleHHe KOOPIUHALUU
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JBWKEHUM. B cinydae NOSBICHHS JaHHBIX (I/IMHTOM!-(QI:I :EHEQQE'&)L'TEEM'3&ER '%1';1';142)621

IIpUHUMaeMbIX Tpenapara. llpu mnpekpaiieHuu npreMa CEepOTOHMHEPTMUYECKOTO CpEeACTBa
MOTYT HAaONIOAaThC CUMITOMBI CHHAPOMA «OTMEHBI».

OnHOBpeMEHHOE MPHUMEHEHHE JMHE30 A U OynmpeHopduHa (OTHENBHO MM B KOMOMHAIIUU C
HAJIOKCOHOM) TaK)K€ MOJKET MPHUBECTH K Pa3BUTUIO CEPOTOHMHOBOTO cuHApoma. Eciu Takoe
COBMECTHOE JICUCHHE SBJISICTCS KIMHUYECKH 0OOCHOBAHHBIM, CIIEAYeT 00ECTIeYHTh TIATEeIbHBIN
KOHTPOJIb 32 COCTOSTHUEM IAI[UEHTOB, 0COOEHHO B HayaJI€ JICYEHMsI U MIPU MOBBIILIEHUAX 1035l (CM.
paznen 4.5).

T'unonampuemus

VY HEKOTOpBIX MaIlMeHTOB, MOJYYaBIIUX JUHE30JUJ, HAOII0JaniCh TUIOHATPUEMUS W/UIU
CHHIPOM HEaJIeKBAaTHOM ceKpennu aHTuauyputudeckoro ropmona (SIADH). Pekomenayercs
peryisipHO KOHTPOJIUPOBATh YPOBEHb HATPHUsSl B CHIBOPOTKE KPOBH Yy MOXKHUIBIX JIOAEH, Y
MAIMEHTOB, MPUHUMAIONIUX TUYPETUKH, U Y IPYTUX MAIHEHTOB C PUCKOM THIIOHATPHUEMUH.
Oxkpawusanue 3yOHOU dMau

Coobmanocs 0 ciaydasx OOpaTHUMOTrO TOBEPXHOCTHOTO M3MEHEHHS OKpalluBaHUs 3yOHOM
SMalld TpPHU HUCIHOJIb30BaHUHU JIMHE30JuAa. JlaHHBIE M3MEHEHUS OKpAalIUBAaHUS YAAJSIIHCDH
MOCPEACTBOM NMPOGECCHOHATHHOTO OYHUIIICHUS 3yOOB.

T'unoznuxemus

CooOmanoch 0 ciydasXx CHUMITOMATUYECKOM TUIOTIMKEMUU y TAIUEHTOB C CaxapHbIM
nrabeToM, MOJYYaBIIMX JIMHE30JU OJHOBPEMEHHO C MHCYIMHOM WJIHM TUIOTJIMKEMUYECKUMU
npenapaTamMu. X0Ts IPUUUHHO-CIECTBEHHAs CBSI3b MEX 1Y IPUEMOM JIMHE30JIUa U Pa3BUTHEM
TUMNOMIMKEMHH HE YCTAHOBJIEHA, MAllMEHTOB C CaXapHbIM JUMabeTOM HEO0OXO0JUMO
MpenynpexaaTh O BO3MOXXHOCTU pa3BUTHS TUIOTIUKEMUU. B ciyyae BO3HUKHOBEHHS
TUMNOMIMKEMHH HE00X0JMMa KOPPEKLHs J03bl MHCYIWHA/TUIOTIMKEMHYECKUX MpernapaToB
WM OTMEHA JIMHE30JIU/Ia.

IIpumenenue ¢ npodykmamu numanus, 602amviMy MUPaAMUHOM

[TaruenTam crneayeT pEeKOMEHIOBAaTh OTKa3aTbcs OT MpueMa OONBIIMX KOJUYECTB IHIIH,
colepkamieil TUpaMuH (Takhe Kak KpacHOE€ BHUHO, CTapblii ChIp, HEKOTOPBIE AJIKOTOJIbHBIC
HAITUTKH, KOMMYEHOE MSICO).

Cynepunghexyus

Knuanueckux uccnenoBaHui, m3ydaBHIMX 3(PQPEeKT MPUMEHEHUs JMHE30JMAa Ha HOPMAIbHYIO
MUKpO(]IOpY OpraHusMa 4einoBeka, He MPOBOIUIOCE.

[IpumeHeHre aHTHOAKTEpUATBHBIX MPENapaToB MHOT 1A MOXKET MPUBOJUTH K YCUICHHOMY POCTY
HEBOCIIPUMMYMBBIX K HEMY MHUKPOOPraHM3MOB. B KIMHHYECKMX HCCIeIOBaHHUIX ObLIO

IOKa3aHo, YTO IPUMCPHO Yy 3% ManKUCHTOB, MOJIYYaBIINX PCKOMCHAOBAHHLIC NO3bI JIMHE30JIM A,
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pa3BHUBAIICA KaHIMI03, ACCOLMMPOBAHHBIA C pHeMoMrg;};ﬁmlﬁgBTEﬂwg&Eﬁ&% fim

cynepuHdeKun Ha GoHe mpuemMa JTUHE30JH11a CIeAYeT MPUHUMATh COOTBETCTBYIOIINE MEpPHI
MEJUIMHCKOTO XapakTepa.

Paboomuonus

Coo0mranock 0 cirydasx pabIoMUONIUN3a TIPU MPUMEHEHUH JrHe30auaa (cM. pasaen 4.8.). Ecou
HAOMIOMAIOTCS TPU3HAKK WM CHMIITOMBI PaOJOMHOJIM3a, TPHEM JIMHE30JHIa CJeIyeT
MPEKPATHTh U HAYaTh COOTBETCTBYIOUIYIO TEPAIHIO.

Knunuueckue uccneoosanus

bezonacHOCTh ¥ 3((EKTUBHOCTh MPUMEHEHHS JIMHE30JIU/A JUTUTEIBHOCTRIO Oosee 28 nHel He
YCTaHOBJIEHHI (110 BCEM MOKa3aHUSIM, 32 UCKIIOUEHUEM TyOepKyse3a Jerkux).

B KOHTpONMpYeMBIX KIMHHYECKHUX HCCICNIOBAHHUSAX HE TNPUHUMAIM YYacTUsS MAIMEeHTHI C
CHHIIPOMOM  «THA0ETHYECKOW CTOIBI», TPOJICKHIMHA WIH HWIIEMUYSCKHMH HAPYHICHUSIMH,
TSDKEITBIMA O)KOTaMH WJIM TaHTPEHO3HBIMH MOPAKEHUSIMHA. TakKuM 00pa3oM, OMBIT MPUMEHEHUS
JIMHE30JIU]a B TEPANUU STUX COCTOSHUM OTpaHUYEH.

BcrniomMorareapHble BENIECTBA

Jlakmo3wl monocuopam
[Ipenapar coaepkuUT JakTO3bl MoOHOTUApar. [lanmmeHTaM ¢ peako BCTpeyarolencs
HACJIEJICTBEHHO HENEPEHOCUMOCTBIO TallaKTO3bl, 1e(UIIMTOM JaKTa3bl JIOMAapei UIIH TITI0K030-

rajakTo3HON MaibabcopOLueil He cieayeT IPUHUMATh 3TOT penapar.

4.5. BzaumopeiicTBHe ¢ JAPYrMMH JIEKAPCTBEHHBIMH IIpenapaTamMM M JApyrue BH/bI
B3alMMOJAEHCTBUSA

YcranosneHo, uto u3ohepMeHThl uToxpoMa P450 He ydacTBYIOT B MeTa0O0JIM3Me JIMHE30JIU/1a
in vitro. JluHe3onua HEe HMHTHOMPYET M HE MOTCHIUPYET aKTUBHOCTh KIMHMYECKUA BaXKHBIX
uzopepmentoB muroxpoma P450 (1A2, 2C9, 2C19, 2D6, 2E1, 3A4). Takum oOpa3om, He
oxugaercas CYP450-unaynupoBaHHOTO B3aUMOACHCTBHS Tpu mpueme nuHesonuga. [lpu
OJTHOBPEMEHHOM TPUMEHCHUH JIHHE3011a | (S)-BapdaprHa, KOTOPbIi B 3HAYMTEIILHON CTEIICHH
Metabonusupyetrcst u3zopepmentom CYP2C9, dapmakokuHeTHYECKHE XapaKTEPUCTHUKU HE
MeHstoTca. Takue mnpemaparel, Kak BapdapuH u (EHUTOMH, SBISIOUIHECS CcyOcTpataMu
nzodpepmenta CYP2C9, MoKHO NPUMEHSATH OTHOBPEMEHHO C JIMHE30JIMJIOM 0€3 KOPPEKIIUH A03bI.

I/IHFI/I6I/ITODH MOHOAMHMHOKCH IA3bI

JInHe3ommu g ABISIETCSA HECEIEKTUBHBIM O6paTI/IMBIM PIHFI/I6I/ITOpOM MOHOAMHUHOKCHA3LI, IIO3TOMY
Y HCKOTOPBIX MAUCHTOB, MOJYHYAOIUX JIMHC30JIU, MOKET OTMCUYATHCA YMCPCHHOC O6paTI/IMOC
YCUIICHHUE TIPCCCOPHOTO JeicTBus HCCBI[OB(I)G)IPI/IHEI n q)eHI/IJ'IPOHaHOJIaMI/IHa. B cBs3u ¢ atum

PCKOMCHAYCTCA CHUXXATh HAYaJIbHBIC NO3bI CICAYIOUIUX T'PYIII MPLCIapaToB: adpeHomumemuKu
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(Hammpumep, ncegoo3peopun, heHuInpPoOnaHoIAMUH, 3n&D%JE%%5n%%w§C3%91;1%4'%),

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

oogpamunomumemuxy (HaIpuUMep, OOnNAMuH) W B JaJIbHEHIIEM OCYIIECTBISATH HOAOOP O3bI
TUTPOBAHUEM.

B wuccnenoBaHusix He OTMEYAJNOCh pa3BUTHUS CEPOTOHMHOBOIO CHHIpPOMAa Y MAalMEHTOB,
MIOJIyYaBIIUX JIMHE30JIU] COBMECTHO C CEpPOTOHMHEpruyecKuMu mnpenapatamu. OgHako ObLIO
HECKOJIbKO COOOIIEHMH O pa3BUTUHM CEPOTOHMHOBOIO CHHJIpoMa Ha (OHE NpPUMEHEHUs
JMHE30JIM/Ia ¥ aHTUACTIPECCAHTOB — CEJIEKTUBHBIX MHTHOUTOPOB 00PAaTHOTO 3aXBaTa CEPOTOHMHA.
IIpy ONHOBpPEMEHHOM MPUMEHEHUH C d3MpPeoHamMomM W 2eHMAMUYUHOM  W3MEHEHHs
(hapMaKOKMHETHKH JINHE30JIM/1a HE 0TMEYaJIOoCh.

Pupamnuuun BezbiBan cHkeHHE Cmax 1 AUC nuHe3omuna B cpenHeM Ha 21% u 32%,
COOTBETCTBEHHO.

JIuHe3oau g clieyeT ¢ OCTOPOKHOCTHIO Ha3HAYaTh OJJTHOBPEMEHHO ¢ OypeHOP(PUHOM (OTIIEIHHO
WIM B KOMOHMHAIMM C HAJIOKCOHOM), TaK KakK IMOBBIIIAETCS PUCK PAa3BUTHS CEPOTOHHMHOBOTO

CHHJIpOMA, MPEACTABIISAIONIEr0 MOTEHINATBHYIO YTPO3yY JUTs )KU3HHU (cM. paszaen 4.4).

4.6. ®epTUIBLHOCTH, 0€PEMEHHOCTDb U JIAKTAMS

bepemeHHOCTD

HccnenoBanuii 0e30macHOCTH MPUMEHEHUS JTUHE30JIMAa MPpU OEpEeMEHHOCTH HE MPOBOIUIOCH,
M03TOMY MpPHUMEHEHHE IpernapaTa Npu OepeMEHHOCTH BO3MOXKHO TOJBKO B TOM CiIydae, €Ciiu
O’KpJaemasl 1moJjb3a OT TEpaIuu JJIsl MaTepy MPEBOCXOAUT MOTEHIUATIBHBIA PUCK JUIS TI0/1A.
JlakTanus

HeusBectHo, BbIIeNAeTCs M JIMHE30JIM] B TPYJHOE MOJOKO, B CBSI3M C 4YeM, IpyAHOE
BCKapMJIMBAaHUE CIIEAYeT NPEeKpaTUTh Ha MEpUOJ JICUEHHUs MpernapaTtoM MaTepu B IEPUOJ

JJaKTalluH.

4.7. BausiHHe HA CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CpeACTBAMHM M padoTarh C
MeXaHNU3MaMH

Bo Bpemsi mpuMeHeHUs JHMHE30HAA YIPaBISATh TPAHCHOPTHBIMU CPEICTBAMH, CIEIUATbHON
TEXHUKOW WJIM 3aHUMAThCS IEATENbHOCTHIO, TPEeOYIOIIel MOBBIIIEHHOTO BHUMAHUS U OBICTPOTHI

IICUXOMOTOPHBIX peaKI.[HfI, HC PCKOMCHAYCTCA.

4.8. Hexkes1aTeibHbIe peaknMu

Pesrome nipoduiist 6€3011acHOCTH

Yacrora MOOOYHBIX 3(1)(1)6KTOB, MNPUBCACHHBIX HMWXKE, OIpCACIIAIaCb COOTBCTCTBCHHO

crenyomemMy (kiaccupukanus BceMupHON opraHuzanu 31paBOOXPAHEHUS): OUEeHb 4aAcmo
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(>1/10), wacmo (> 1/100 — < 1/10), neuacmo| (> 1/16_66:3—-_'5;&%6I%'7!§(%TE/%¥5H0 —

<1/1000), ouenw peoxo (< 1/10000), uacmoma neuzéecmua (10 UMEIOMIUMCS TAHHBIM OIICHUTH
YaCTOTY Pa3BUTHS HEBO3MOIKHO).

HexenarenpHble sABJIECHHS, CBA3aHHBIE C IPUEMOM JIMHE30JIM/a, OBIBAIOT OOBIYHO JIETKOW HIIH
CpelHEl CTENEHH BBIPAKEHHOCTH. Yale OCTaJbHBIX OTMEUYAIOTCS Juapest, TOJOBHAs 00JIb,
TOIITHOTA, PBOTA.

Pe3roMe HexxenaTeapHbIX PeaKIInid

B3pociple nanmeHThl

Hnghexyuu u unsazuu:

4acTo — KaHauA03 (B T.4. KaHAWJO03 MOJOCTH pTa, BarMHAJIbHBIN KaHIWI03), T'PUOKOBBIE
HH(]EKIuu;

HEYaCTO — BarMHMT;

PEIKO — KOJIUT, BBI3BAHHBIA IPUMEHCHHEM AaHTHOMOTHKOB (B T.4. MCEBIOMEMOpPaHO3HBIN
KOIHT) .

Hapywenus co cmoponvt kpo6u u aumgpamuyecko cucmemsl.:

YacTO — AHEMUS |

HEYacTo — JIEeHKOMEeHNs , HeHTPONeH s, TPOMOOLIUTONEHH S , S03MHO(BUITHS;

PEJIKO — MAHIUTONEHHS ; YaCTOTa HEU3BECTHA — MUEJIOCYNIPECCHS , CHAEpOOIacTHAS aHEMUS .
Hapywenus co cmoponvl ummynHou cucmemol.:

4acToTa HEM3BECTHA — aHA(HUIIAKCHS.

Hapywenus memabonuzma unumanusi:

HEYACTO — TUIIOHATPUEMHUS;

YacTOTa HEM3BECTHA — JIAKTOALUI03 .

Tlcuxuueckue paccmpoticmea: 4acTo — OSCCOHHMIIA.

Hapywenus co cmoponvl hepsHoll cucmemobl.:

4acTo — TOJIOBHAas 00Jb, HM3BpalleHHE BKyca («METaJUIMYECKHi» NTPUBKYC BO PTY),
TOJIOBOKPYIKCHUE;

HEYacTo — CYJOPOTH , TUTIOCTE3Hs, MApaCTe3us;

YaCTOTA HEM3BECTHA — CEPOTOHUHOBBIN CHHAPOM, epudeprdeckas HellponaTus .

Hapywenus co cmoponvl opeana 3peHusi.

HEUACTO — 3aTYMAHEHHOE 3pEHHe |

penKo — mosBieHue Ae(eKTOB Moyl 3peHus |

YaCTOTAa HEW3BECTHA — HelpOomNaTHs 3pUTENLHOTO HepBa , HEBPUT 3PUTEIBHOTO HEPBA , HOTEPS

* * *
3pCHHUA , ©BMCHCHUC OCTPOTHI 3pCHUA , UBMCHCHHUEC LIBECTOBOTO 3PCHUA .
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(MOCNEOCBATENEHOCTE 0004)

Hapywenus co cmoponvl opeana ciyxa u nabupunma:

HEYacTo — 3BOH B yllIax.

Hapywenus co cmoponwl cepoya:

HEYacTo — apUTMHUs (TaXuKapaus), TPAaH3UTOPHAs UILIEMUYECKas aTaka.

Hapywenusa co cmoponsi cocyoos:

4acCTO — IMMOBBIIICHUC apTCPUAIBHOI'O JaBJICHUA,

HevyacTo — ¢uieduT, TpoMOoQIIeOnT.

JKenyoouno-Kuwieunvie HapyuleHusL:

4acTo — Juapesi, TOUTHOTa, PBOTA, JIOKAJTM30BaHHAsA uiu auddy3Has 00Jib B 00JaCTH )KUBOTA,
3arop, JTUCTICTICHS;

HCYAaCTO — MAHKPCATHUT, TaCTpUT, B3AYTUC XKUBOTA, CYXOCTb BO PTY, I'NIOCCHUT, )KI/IJIKI/Iﬁ CTYyI,
CTOMATHUT, U3MCHCHHUE OKPACKHU CIIM3UCTON 00OJIOYKHM SI3BIKA U MMPpOYXEC HAPYIICHHUE COCTOAHHA
S3BIKA;

PEIKO — MOBEPXHOCTHOE M3MEHEHHE OKPACKH SMaid 3y0OB.

Hapywenus co cmoponvl neuenu u scenuedvbl8o0sumyux nymeti:

4acTO — W3MEHEHHE Pe3ylbTaTOB (PYHKIMOHAIBHBIX TECTOB MEUYEHH, MOBBIIIEHNE aKTUBHOCTHU
«IIEYEHOYHBIX»  (epMeHTOB (B TOM u4ucie, amanuHamuHoTpanchepassr  (AJIT),
acrmapratamuaotpancdepasnbl (ACT), menounoii pocdarassr (ILD));

HEYacTO — IMOBBIIIEHNE KOHIEHTpAIMK 001Iero omimpyonHa.

Hapywenus co cmopoHul Kodtcu u NOOKONCHOU KIemyamKu:

4acTo — 3y, CHIIb;

HEYacTO — KpPAaMBHUIIA, IEPMATHUT, MOBBIIICHHAS TOTIUBOCTb;

peako — Oyiie3Hble TMOopakeHus Koxu (Takue Kkak cuHapoMm CruBeHca-/[)KOHCOHA,
TOKCHUUECKUH dMUAepMaibHbIA HEKPOIH3), alOMEIIHS;

4acTOTa HEM3BECTHA —aHTHOHEBPOTUYECKUN OTEK.

HapymeHu}z CO CNIOPOHbL NOYEK U MOU@SbZGO()}Zu/;MX nymeﬁ:

4acTO — MOBBIIICHUE KOHIIEHTPAIIUM MOYEBUHBI KPOBU;

HEYAacTO — IMOYeYHas HEIOCTATOYHOCTh, MOBBIIIICHNE KOHIIEHTPAIIMU KPeaTuHWHA B IIa3Me
KpPOBH, TIOJIUYPHSI.

Hapywenus co cmoponvl penpooykKmueHou cucmemvl U MOJOYHLIX OJfcese3. HedacTo —
HapYIIEHUs CO CTOPOHBI BIIarajivila U BYJIbBHI.

Obwue HapywieHus U peakyuu ¢ mecme 68e0eHUs.:

4acTo — JIMXOPAaJIKa, JTOKaTU30BaHHAs 00JIb;

HEYacTO — 03HOO, CIa00CTh, Kax/a.

ﬂa60pam0prle U UHCMpymeHmajbHble oaHHvle:
12
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Y4aCTO — MOBBIIIEHUE KOJIMYECTBA HEUTPOQIIIOB, 3&@&&&%%?{]&%%%&3%&Ha

reMaTOKpUTa WIH 4YHUCIIa DPUTPOIUTOB, TMOBBIINICHUE WIA CHUKEHHE KOJUYECTBA
TPOMOOIIMTOB WM JICUKOLIMTOB, TMIOBBIIICHUE AaKTUBHOCTH JIAKTATICTHUIAPOTCHA3HI,
KpeaTHHKUHA3BI, JIUIA3bl, aMWIa3bl, MOBBIIMICHUE KOHIICHTPAIlMA TIIOKO3BI HE HATOIIAK,
CHIDKEHHUE o0miero Oenka, aibOyMWHA, HATPHS WU KAJIBIHS, IMOBBIINICHUE WIH CHUXCHHC
KaJIHsI WM TUAPOKApOOHATOB;

HEYACTO — TIOBBIIICHHE COJCP KAaHUS HATPUS WM KaJbIUs B IIa3Me KPOBH, CHIKCHHUE
KOHIICHTPAIIMU TJIFOKO3bl HE HATOINAK, ITOBBIIICHHUE WJIA CHIXCHHE XJIOPHUIOB KPOBH,
TTOBBIIIIEHUE KOJNIECTBA PETUKYJIOIUTOB, CHIDKEHNE KOJIMYSCTBA HEUTPOPHUITOB.

“ Cwm. paznen «OcoOble yKazaHHs».

Crnenyromue 1mo0ouHble 3(PQPEKThl NMpU NPUMEHEHUH JIMHE30JHMJa B PEAKUX  CIydasx
OTHOCWJIMCh K KaTEeTOPHH CEPhE3HBIX: JIOKAIM30BaHHAs 00JIb B 00JIACTH KUBOTA, TPAH3UTOPHAS
WIIIeMUYecKas aTaka, apTepHuaabHas THIICPTCH3US.

BxoHTpomHpyeMbIX KIMHUYSCKUX HCCIICTOBAHUSX, BKOTOPBIX JIMHE30JIH/T TPUMEHSIICS MAaKCHMYM
28 nHeH, Tonpko y 2% TMalWeHTOB pa3BHUBAJaCh aHeMUs. B ApyroMm wuccieoBaHWUU Cpeau
MAI[MEHTOB C OMACHBIMH Ui KU3HU mHMekuusamu, y 2,5% (33/1326) mammeHTOB, KOTOpBIC
MOJTy4YasId JIMHE30JIu ] MeHblle 28 AHEH, pa3BUBaJIach aHEMHUSI, B TO BpeMs Kak MpH MPUMEHEHUH
nuHe3ouaa Oonbie 28 nHel, aHemus pasBuBaiachk y 12,3% (53/430) nauueHTos.
CooTHoOIIIEHHE CIy4aeB pa3BUTHS aHEMUHU, TpeOyrolel mnepeauBaHus KpoBH, cocTaBmio 9%
cpead TAIMEHTOB, MOJydYarouux JuHe3onun Mmenee 28 mmeit (3/33), m 15% (8/53) B Tex
CITyJasix, KOoTJia JIMHE30JIM/I MPUMEHsUT OoJiee 28 aHEl.

JlanHble 1Mo 0€30MacCHOCTH, IMOJIyYEHHBIE B KIMHUYECKHX HCClenoBaHUsAX ¢ ydactueM 500
MalUEeHTOB JIETCKOTO Bo3pacta (¢ poxkaeHus a0 17 neT), He yKa3bIBalOT, 4TO Mpoduib
0€30MacHOCTH JTUHE30JIU/a 71 IeTel oTiryaeTcs oT npoduist 6e30MacHOCTH A7l B3POCIBIX.

B xonme mpoBeneHuss MHOTOLEHTPOBOTO, MPOCIEKTUBHOIO, PAaHIOMH3UPOBAHHOTO JIBOMHOIO
cienoro, rmuanebo KOHTPOJMPYEMOrO HCCIEAOBaHHMS MO OleHKe A((EKTUBHOCTH U
MEPEHOCUMOCTH PEKUMa XUMHUOTEPAINH, BKIIOYAIOIIETr0 Mpenapat JIMHE30IH] I, Y MalUueHTOB C
TyOEepKYJIe30M JIETKMX C MHOYKECTBEHHO JICKapCTBEHHO#M ycToiurBocThio M. tuberculosis, Obutu
BBISIBJICHBI HE)KENATEeNIbHbBIE PEaKInu:

Hapywenus co cmoponul kposu u numgamuieckou cucmempl:

4acTOTa HEM3BECTHA — aHEMUS, S03UHOPUITHS.

Hapywenus co cmoponul HepsHoii cucmemul:

4acTOTa HEU3BECTHA — FOJIOBHAS 0OJIb, CyIOPOTH, TPEMOP PYK, UYBCTBO OHEMEHHS B KOHEYHOCTH,
HEBpaJITUsl TPOMHUYHOTO HEPBa, FT€HEPATU30BAHHBIN CYJOPOKHBIN MPUNAI0K, TOTEPs] CO3HAHUSI.

Ilcuxuueckue paccmpoiicmea:
13
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qyacToTa HCU3BCCTHA — 6€CCOHHI/H_[21, MapOKCU3MAJILHOC THQ%TX%%E%EHQ&: %;ﬁ(lggfgééTb,

TPEBOra, pacCCTPOMCTBO SMOLUI U MOBEAECHUS.

Hapywenus co cmopoHbl MblueuHOol, CKeemHOU U COeOUHUMENbHOU MKAHU!

penko — pabgomuonus* (cm. pazuen 4.4);

94acTOTa HEM3BECTHA — apTPAITHs, OOJIb B CYXOKUITHAX.

Hapywenus co cmoponul opeana ciyxa u aabupunma:

4acTOTa HEM3BECTHA — CHIJKEHHUE CIIyXa, 3BOH B yIIax.

Hapywenus co cmoponvl 3HOOKPUHHOU CUCTEMbI.

4acTOTAa HEM3BECTHA — THIIOTEPHO3, MOBbIIEeHNE ypoBHS TTT.

Hapywenus co cmopoHbl ObixamenvHol CUcmembl, 0peanos 2pYOHOU KIemKU U CPeOOCmeHUs.:
4acTOTa HEM3BECTHA — Kalleslb ¢ MOKPOTOM, KaTapajibHbli PUHO(APUHTUT.

Hapywenus co cmoponul cepoya:

4acTOTa HEM3BECTHAa — CHHYCOBAas apUTMUS, HaJDKENyJ04YKOBasi IKCTPACUCTOJMUS, CHIKEHHUE
cermeHTa ST Ha AIEKTPOKAPIUOTPaAMME.

Kenyoouno-kuweunvie napyuienus:

4acTOTa HEU3BECTHAa — OO0Jb B DSIUTACTPUHU, AUCIENCHYECKUE SIBICHMS, TOLIHOTA, PBOTA,
3PO3UBHBIN TaCTPUT.

Hapywenus co cmoponvl neuenu u scenueguleo0aumux nymei.

94aCcTOTa HEM3BECTHA — MOBBIIIEHNE aKTUBHOCTH ()EPMEHTOB ME€YEHHU, T€NaTOTOKCUYHOCTb.
Hapywenus co cmopoHbl Kodcu u ROOKOIHCHOU KIIemyamKu.

4acTOTa HEU3BECTHA — 3yl KOXKHBIX [IOKPOBOB, MEAMKAMEHTO3HOE aKHE.

Hapywenus co cmoponvl nouex u mouesbi8005auux nymeii:

4acTOTa HEM3BECTHA — TMIIEPYPUKEMUS], HEPPOTOKCUYHOCTD.

Hapywenus co cmoponvl penpo0yKmueHou cucmembvl U MOJIOYHBIX HCENe3.

4acTOTa HEU3BECTHA — FaJlaKTOpesl.

Obwue napywenus u peakyuu 8 mecme 66e0eHUs.:

4acTOTa HEM3BECTHA — OTBpALICHME K MHUIIE, NOTeps amneTuTa, ¢peOpuibHas TemIeparypa,
ITOKPAaCHEHHE IO X0y ITOJKOKHBIX BEH.

Jlabopamopnvie u uncmpymenmanvHvle OaHHblE:

4acTOTa HEM3BECTHA — CHI)KEHNE KOHIEHTPAUU KaJIAs B I1J1a3M€ KPOBH.

COO6H_ICHI/IC 0 IO AO03PEBACMBIX HCXKCIIATCIbHBIX PCAKITHAX

Baxwuo COO6H_IaTL 0 NIOJAO3PCBACMBIX HEIKCIIATCIBbHBIX PCAKIUAX ITOCIIC PETUCTpAallU IIpLCIiapaTta €
OCJIBIO oOecreueHust HETIPCPBIBHOTO MOHUTOPHUHTA COOTHOIICHHUA «IIO0JIb3a-pUCK»
JICKApCTBCHHOTO IIpfcriapara. MeauIHCKUM pa6OTHI/IKaM PCKOMCHAYCTCA COO6IJ_IaTB 0 JIIOOBIX

NMOAO3PCBACMBIX HCIKCIATCIBHBIX PCAKIUAX JICKAPCTBCHHOTO Hpcrapara 4€pe3 HAIWMOHAJIBHBIC
14
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CHCTEMBI COOOIIEHUS O HEeXKeIaTeIbHBIX ‘peaKLII/I}lI;)UI:I%J%%LE%C%EBQEI%%%OFO

SKOHOMMUYECKOT'O COI03a.
Poccuiickas @edepayus

Aodpec: 109012, MockBa, CnaBsiHCKast 101116, 1. 4, cTp. 1

denepanbHas ciryx0a o Hag30py B cdepe 3apaBooxpanenust Poccuiickoit denepanym
Tenegpon: +7 (499) 578 02 20, +7 (499) 578-06-70

Dnexmponnas nouma: info@roszdravnadzor.gov.ru

Humeprnem-catim: WWW.roszdravnadzor.gov.ru

4.9. llepeno3upoBKa

CuMIITOMBI

O cnyJasx mepeno3upoBKU He COOOMIANOCh.

Jleuenue

PekoMeHyeTcss cHMITOMATHYECKOEe JieueHHWe (B TOM YHCJIE HEOOXOJMMO IOJICPKUBATh
CKOPOCTh KITyOOUKOBOH (miabTpanuu). Her JaHHBIX OTHOCHTENHFHO YCKOPECHHS BBIBEICHUS
JIMHE30JIMIa TIPH TIEpUTOHEATbHOM auanu3e uin remonepdysuu. [Ipumeprno 30 % nuHezonuaa

BBIBOJUTCA B TCUCHHUEC 3 yacoB IIpu reMoauainse.

5. PAPMAKOJIOTHYECKHUE CBOMCTBA

5.1. ®apmakoauHaAMHYecKHe CBOMCTBA

dapmakoTepaneBTHYECKasi TPYIIa: aHTHOAKTEpUAIbHBIC CpPEACTBA CHCTEMHOTO JICHCTBHS,
Ipyrue aHTHOAKTEpUATbHBIC CPEIICTBA.

Ko ATX: JO1XXO08.

MexauusM zeiicteus U hapMmakoauHaMudeckue 3O heKThl

JINHE30JIUl, CHHTETUYECKHH aHTHOAKTepHAaIbHBIM Ipernapar, OTHOCHTCS K HOBOMY KJaccy
NPOTHBOMUKPOOHBIX CPEJICTB, OKCAa30JMIMHOHAM, aKTHBHBIX IN Vitr0 B OTHONICHUHM a’pOOHBIX
IPaMIIOJIOKUTENILHBIX OAKTEPUi, HEKOTOPHIX TPaMOTPHLATEIbHBIX OaKTepuid W aHa’pOOHBIX
MHUKPOOPraHu3MOB. JIMHE30/UI CEJIEKTUBHO MHTHOMpPYET CHHTE3 Oeiika B OakTepusix. 3a cuer
CBSI3BIBaHMS C  OakTepHaJibHBIMH  pHOOCOMAMH OH  MPEIOTBpaIlaeT  oOpa3oBaHHE
(bYHKIIMOHATBHOTO HHUIMUPYIOIIETO KoMIUTekca 70S, KOTOPBIi SBISIETCS B&KHBIM KOMIIOHEHTOM
npoliecca TPaHCISIIUHI MIPH CHHTE3¢ Oerka.

quCm@MmeﬂbHOCmb

JIunezonuo akmugen in VIitro u in Vivo 6 omHouienuu ciedyiouux MuKpoopeaHusmos:
IpaMITOJIOKHUTENbHBIE a3poObl — Enterococcus faecium (Bkirodast MITaMMBbI, PE3UCTEHTHBIE K

BaHKOMHIIMHY), Staphylococcus aureus (BkIrOYas METHUIMLIMH-PE3UCTCHTHBIC MITAMMBbI),
15
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Streptococcus agalactiae, Streptococcus pneunjoniae (fé%'ﬁ'é:{gg%Qﬁ%@%kéﬂ%&]@ﬂ;gﬁﬂm),

Streptococcus pyogenes;

apyrue mukpoopranusmel: M. tuberculosis.

Junesonuod akmueen in VIitro ¢ omuouieHuu c1edyIOuUX MUKPOOP2AHUIMOG:
rpaMIioIOKHUTENIbHBIE a’po0bl — Enterococcus faecalis (Bkirouasi mramMMbl, pe3UCTEHTHBIC K
BaHKOMHUIIMHY), Enterococcus faecium (Bkito4asi ITaMMbI, YyBCTBUTEIIbHBIC K BAaHKOMUIIMHY),
Staphylococcus epidermidis (Bxitoyast METHIMJUTMH-PE3UCTEHTHBIE ITaMMbl), Staphylococcus
haemolyticus, crpentokokku rpymms Viridans;

rpamoTpHIaTeNbHbIe a’3poObl — Pasteurella multocida.

Pe3ucmenmmule K 1une3onudy MuKpoop2aHumol:

Haemophilus influenzae, Moraxella catarrhalis, Neisseria spp., Enterobacteriaceae spp.,
Pseudomonas spp.

Pezucmenmnocmo

MexaHu3M JEHCTBHS JIMHE30JIUAA OTIIMYACTCS OT MEXaHW3MOB JICHCTBHS MPOTHBOMHUKPOOHBIX
MpernapaToB APYrHX KIaccoB (HAmpuMep, aMHUHOTIHMKO3HJIOB, OeTa-JIaKTaMOB, aHTarOHHCTOB
(¢bonreBoi  KUCIOTHI, TJIUKONENTHIIOB, JUHKO3aMHUIOB, XWHOJIOHOB, pPH(AMIHIIMHOB,
CTPENTOrpaMHHOB,  TETPALMKIMHOB M  XJopaM(eHHKoja), TMO3TOMY  MEpPeKpecTHOI
PE3UCTEHTHOCTH MEXKIYy JMHE30JIMJ0M U 3TUMHU MpenapataMd He cyuiecTByeT. JIuHezommn
aKTUBEH B OTHOIIEHWU MATOTE€HHBIX MHUKPOOPTaHM3MOB KaK 4YyBCTBUTEIbHBIX, TaK U
PE3UCTEHTHBIX K 3TUM IpernapaTaM. Pe3uCTEHTHOCTD 110 OTHOIIEHUIO K JIMHE30JIUIY pa3BUBACTCS
MEJUICHHO ITyTE€M MHOTOCTaIuiHON MyTanuu 23S prubocoMaabHON pUOOHYKIEHHOBOW KHCIIOTHI

(PHK) u mporcxoaut ¢ yactoToif Menee 1x10° — 1x107L,

5.2. @apMaKOKHHeTHYeCKHEe CBOHCTBA

Abcopbuus

[locne mpuemMa BHYTPh JIMHE30JHMJ OBICTPO M HWHTEHCHUBHO BCACHIBACTCS U3 IKEIYAOYHO-
kutreqnoro Tpakta (JKKT). MakcumasbHas KOHIIEHTpAUs JTUHE301a B 1a3Me KpoBH (Cmax) —
21,2 mr/it; cpeaHuii nepuoa BPEMEHH 10 JOCTUKEHHSI MAKCUMAalIbHOM KOHIICHTPAIUH JTMHE30JI1/1a
B 1wiazme KpoBH (TCmax) — 2 4, abCorOTHAsT OMOTOCTYIMHOCTD cocTaBisgeT okojo 100%. ITpuem
MUILHY HE BIIMSET Ha BCaChblBaHUE JIMHE30uaa. PaBHOBECHAs! KOHIIEHTPALIMS TMHE30IMa B T1a3Me
KpOBH JIOCTUTAa€TCs HA 2 I€Hb PUEMA.

Pacnpenenenue

O0beM pacnpeaciiCHus JIMHC30JInJAa Ipu JOCTUKCHHUN paBHOBCCHOﬁ KOHICHTpAUN y 310pOBOTO

B3pPOCJIOTO YCJIOBCKA COCTABJIACT B CPCAHEM 40-50 JI, YTO MMPUMCPHO PaBHO O6H_[6My COACPIKaHUIO
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BOJIbI B opranu3me. CBsI3bIBaHUE C OCIKAMHM TIjIa3MBbI KHQE{F&E*EEE'{J%W%HE l;uI ga%;algi}{% oT

KOHICHTpAalWH JIMHC30JUa B IJIa3MC KPOBHU.

Buorpanchopmanus

YcTaHOBIIEHO, YTO M30(EPMEHTHI cUCTEMBbl HUTOXpOMbI P450 He ydyacTBylOT B MeTaboiau3Mme
auHe3osuaa in Vitro. JluHesonua He MHTHOMPYET W HE MOTEHUUPYET aKTUBHOCTh KIMHUYECKH
Ba)KHBIX M30(epMEHTOB cucTeMsbl IuToxpoma P450 (1A2, 2C9, 2C19, 2D6, 2E1, 3A4).
MeTaboaruecKkoe OKHCICHHE TPUBOIUT K OOPa30BaHUIO JABYX HEAKTHBHBIX METAaOOIHMTOB —
TUAPOKCUATUITIUIMHA (OCHOBHOM MeTaboiuT Yy 4ejoBeKa, oOpaszyercss B pe3yibTare
He(epMEHTATUBHOIO MpOIlecca) U aMUHO3TOKCUYKCYCHOM KHCIIOTHI (00Opa3yeTrcs B MEHBIIMX
KoJnuecTBax). Takxke onucaHbl Apyrue HEAKTUBHBIE METAOOIMUTHI.

DIMMUHAIIS

BHernoveuHslil KIMpeHC cocTaBiisgeT okoyio 65% knupeHca nuHe3onuaa. C yBeTUYEHHUEM J103bI
JIMHE30JIM1a OTMeuaeTcsl He0OJIbIIas CTeNeHb HEJTMHEWHOCTH KITMPEHCa. DTO MOXKET 0O BSICHITHCS
CHIDKEHHEM IMOYE€YHOTO0 M BHEMOYEYHOro KJIMpPEHCa MpU BBICOKOH n03e auHe3onuaa. OgHako
pa3nuyuus KJIMPEHCa HEBEIUKHU U HE BIUSIOT Ha KOKYILUNUCS EPHOJ] MTOTYBbIBEICHNUS.
JluHe30u ] y MaMeHTOB ¢ HOPMaIbHOW (DYHKIIMEH MOYEK W MPU MOYECYHOW HETOCTATOYHOCTH
JIETKOW W CPEAHEH CTENEHHU TSHKECTH BBIBOJUTCS MOYKAMHU B BUJE THAPOKCHAITUATIMIIMHA (40%)),
aMUHO3TOKCUyKCcycHOM kuciaotel (10%) um B HemsmenenHom Bujae (30-35%). Kumeunnkom
BBIBOJUTCS B BUJIE TUAPOKCUATHITINIKHA (6%) 1 aMHUHO3TOKCUYKCYCHOM KUCIOTHI (3%).
JIuHe3ou ] B HEU3MEHEHHOM BUJIE IPAKTUYECKH HE BHIBOJUTCS KUIICYHUKOM.

[lepuo nomyBbIBEACHUS TMHE30JIMIA B CPEAHEM COCTABIISET 5—7 U.

Oco0nIe T'PYIIIBI MTAITMCHTOB

Iloueunas nedocmamounocmo

[Tocne opnokparHoro mnpuema 600 Mr JHMHE30JMJa NAUMEHTAMU C TSKEJIOW TOYEYHOU
HEJO0CTATOYHOCTHIO (KIMpeHC KpeaTuHrnHa <30 MJI/MUH) KOHIEHTpAIUs B I1JIa3Me KPOBH JIBYX €TI0
OCHOBHBIX MeTa0O0JMTOB BO3pacTaeT B 7—8 pa3. OAHAKO yBENUYEHMs 3HAUEHUS IUIOMAAU TOJ
KpuBOi «koHIeHTpauus-Bpems» (AUC) ucxomnoro npenapara He HaOmomaercsa. Hecmotps Ha
TO, YTO TpPU TEMOJUANNU3E BBIBOJUTCS HEKOTOPOE KOJIMYECTBO OCHOBHBIX METa0OJIMTOB, UX
KOHIIEHTpalKs B IJ1a3Me KpoBH nociie npueMa 600 mMr JnMHE30JuJa U MPOBEACHUS MPOLIEIyphl
Man3a OCTAeTCsl CYIIECTBEHHO BBIIIE KOHLEHTpAalUMW B IUTa3M€ KpPOBU Yy IMALUEHTOB C
HOpMaJIbHOM (PyHKLIMEH MoYeK, JETKOM MM CPEeAHETHKEION MOUYeYHOM He0CTATOUHOCTBIO.
Ileyenounas nedocmamounocmo

NmeroTcss orpaHvyYeHHbIE JAaHHBIE O TOM, YTO Yy MAalMEHTOB C JETKOM M CPEeIHETSIKENoM
MEYCHOYHOUW HeAoCTaTouHOCTh0 (kmacc A u B mo kmaccudpukanuu Yaitna-I1ero)

(papMaKOKI/IHCTI/IKa JIMHEC30JInJJla W JABYX ¢€ro OCHOBHBIX MeTa0O0JIMTOB HE H3MEHSICTCS.
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dapMaKOKMHETHKA JTMHE30JUa Y NAUEHTOB C [spKeoit H&Eﬂme%%%qggﬁﬁ%'%ﬁacc

C mo wmaccupukanmmu Yaiina-Iler0) He w3ydanack. OJHAKO, TMOCKOJBKY JIMHE30JH
MeTabonu3upyercss He(epMEHTHBIM IYTeM, TO HE OXKHIAETCS 3HAYMMOTO HApYIIEHHUS ero
MeTaboJIM3Ma MPH MIEYCHOYHOH HEOCTATOUHOCTH.

Jlemu u noopocmxu

Y monpoctkoB (12—17 ner) dapMakOKWHETHKA JTHMHE30JUIa, MPHHITOTO B jg03e 600 Mmr, He
OTIIMYAETCA OT KHHETUKH Y B3pPOCIBIX. Takum 00pa3om, MpH NPUMEHEHUH Y oApOcTKOB 600 Mr
TMHE30JIH/1a Kaxk/aple 12 4 ero KOHIIEHTpaIus B IUIa3Me KPOBH OYIIET TaKOU Ke, KaK y B3POCIbIX
IIpY IPUMEHEHUH B TOM K€ J103€.

Tayuenmoi noxcunozo eospacma

Y TOXWIBIX TAaIMEeHTOB B Bo3pacte 65 Jner W crapme (papMakOKHMHETHKA JIMHE30JUa
CYIIECTBEHHO HE M3MEHSETCS.

Tayuenmoi dcenckozo nona

VY xeHIUH 00beM pactpeieTIeHHs JTMHE30JT1a HECKOJIBKO HIXKE, YeM y MY)KUWH; Y HUX TaKkKe Ha
20% cHWXEH CpeHHIA KITMPEHC IPU pacyeTe Ha Maccy Tena. KoHIeHTpanys TMHe30/11/1a B TUTa3Me
KPOBH JKCHIIMH BHIIIE, YeM Y MYXYHH, YTO MOXKET OTYACTH OOBSICHATHCS PAa3IUYUSIMU MAaCChl
tenma. OpHaKO, TOCKOJIbKY TI€PHOJ] TIONYBBIBEIACHUS JIMHE30JHIA Y MYXYHH U SKCHIIMH
CYIIECTBEHHO HE OTIMYACTCs, HET MOBOJA OKUIATh MOBBIINICHUS] KOHIICHTPAIIMK JIMHE30JHIa B

I1a3Me KPOBH YKEHIIUH BbIIIE€ IEPEHOCUMOI0 YPOBHS, TaK YTO KOPPEKIIMH O3Bl HE TpeOyeTCs.

6. DPAPMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeueHb BcoMoOraTeJibHbIX BellleCTB
JlakTO3BI MOHOTHAPAT

['unpomenosa

[Tonakpunun xanus

Marnus creapar

Kpemuust AMoKCHT KOJITOMAHBIN

obonouxa (Onaodpati 6enviii 03B58895):
runpomeriosa (E464)

tutana quokeun (E171)

Makporou 400

Bock kapHayockuii (E903)

6.2. HecoBMecTHUMOCTE

He npumenumo.
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(MOCNEOOBATENEHOCTE 0004)

6.3. Cpok rogHocTu (CPOK XpaHeHHS )

3 roxa.

6.4. Oco0ble MepbI NPEAOCTOPOKHOCTH NMPH XPAHEHUH

B 3amumnierHom oT cBeTa Mecte mpu Temrneparype He Bbimie 25 °C.

6.5. XapakTep u coaepkaHue NePBUYHOI YIIAKOBKH

Ilpu npouseoocmee, ghacosxe u ynaxosxe na «Xemepo Jlabc Jlumumeo»

ITo 10 tabnerok B 6muctep u3 [I1BX/amomunueBoit ¢pobru.

I[To 20 wmm 100 Tabnerok B OaHKy M3 MOJUAITUIIEHA BBICOKOM MJIOTHOCTH, YKYHNOPEHHYIO
IIJJACTUKOBOM KPBIIIKOM € HEJUTFOJIO3HOM MPOKIAAKOM, 3aIIMIEHHON OT CIIy4alHOTO OTKPBIBAHUS
netbMu. [Ipy HEOOX0IMMOCTH KaXKasi OaHKa MOXKET COJAEPkKATh KOHTEHHEP C CHIIMKATeJIeM.

ITo 1, 2, 3 unu 6 GnucrepoB wiu 1o 1 6aHKe BMECTe C MHCTPYKIUEH 0 TPUMEHEHHUIO B KAPTOHHYIO
MauKy.

Ilpu npouseoocmee u/unu gpacoexe u/unu ynaxkoske na OO0 «MAKU3-DPAPMA»

ITo 10 TabyieTOK B KOHTYPHYIO STYCHKOBYIO YITaKOBKY (OJIMCTEp) U3 IJICHKH MOJIMBUHIIIXJIOPUTHOM
1 (HoJBIY aAMTFOMUHUEBOM.

ITo 20 nmu 100 TabneTok B OaHKE W3 MOJUATHIICHA HU3KOTO JaBJICHUS, YKYITOPEHHOM KPBIIIKON C
KOHTPOJIEM IIEPBOTO BCKPHITHS UM B OaHKE U3 MOJIMITHIIEHA BEICOKOH MIIOTHOCTH, YKYTIOPEHHON
KPBIIIKON C KOHTPOJIEM MEPBOTO BCKPBITHSL.

ITo 1, 2, 3 unu 6 KOHTYPHBIX SYCHKOBBIX YMaKOBOK (OnmcTepoB) M mo 1 OaHke BMecCTe ¢

MHCTPYKIMEH 10 MIPUMEHEHUIO MOMEIIAIOT B KAPTOHHYIO MauKYy.

6.6 OcoOble Mepbl NPEIOCTOPOKHOCTH NPH  YHUYTOKEHMH  MCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0  Mpenapara WJIH OTXO0A0B, TMOJYYEHHbIX TOcCJie TpPUMeHeHHs
JIEKAPCTBEHHOT'0 Npenapara Wi padoTbl ¢ HUM.

Het 0co06bix TpeOoBaHUM K YTHIIU3AIIH.

7. AEP/KATEJIb PETUCTPAIIMOHHOT' O YIOCTOBEPEHU S

Nunus

Xetepo Jlabc Jlumuren

Anpec: «Xetepo Kopropeiit», 7-2-A2, Munactpuan Dcreiitc, Canat Harap, Xaiinapaban —
500018, Tenaurana, Muaus

Tenegon: +91-40-23704923/24/25
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Dnexmponnas nouma: contact@hetero.com (MOCNEOOBATENEHOCTE 0004)

7.1. IlpeacraBuTe/Ib AEPsKATE/ISI PETHCTPALMOHHOIO YI0CTOBEPEeHHUSs

Ilperen3un moTpeduUTENE HAIPABIIATE IO AJPECY:

Poccus

MockoBCKO€ MpeacTaBUTENLCTBO KoMItanuu «Xetepo Jlade Jlumuren», Unaus
109029, r. MockBa, ABTOMOOMJIBHBIN MPOE3 I, 1. 6, CTp. 5.

Ten./gpaxc: +7 (495) 981-00-88

On. nouma. DrugSafety-Russia@heterodrugs.com

8. HOMEP PETUCTPAIIMOHHOT' O YAOCTOBEPEHUSI

9. JATA NEPBUYHOW PEIMCTPAIIMM (IIOJATBEPXJIEHHWSI PETMCTPAIIAM,
HEPEPEI'MCTPALINN)

JlaTa nepBOW perucTpanum:

10. JATA IEPECMOTPA TEKCTA
OOmas xapakTtepucTuka mpenapata JIMHereH JOCTynmHa Ha HMHQOPMAIMOHHOM THOpTale
EBpa3zuiickoro A KOHOMHYECKOTO COl03a B HWH(OPMAIMOHHO-KOMMYHUKAITMOHHOW  CETH

«MuaTepuery. http://eec.eaeunion.org/
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