COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 10.09.2025 Ne 22696

(NCCNEOOBATENEHOCTE 0002)

OBIIASA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHMUME JIEKAPCTBEHHOTI'O IIPEITAPATA

Jlunesomuz, 2 Mr/mit, pacTBOp Il HHOY3HIA.

2. KAUECTBEHHBIN U KOJIMYECTBEHHBIN COCTAB

JelicTBytoliee BENIECTBO: JIMHE3O0TUI.

Kasxnprit Mt pactBopa 115t UHQY3H COAEPIKUT 2 MT THHE30JIU/IA.

Kaxxnas 6yTeiika oosemom 100 mit comepskut 200 Mr TuHE30IH /1.

Kaxxnas 6yTeiika oobemom 200 mit comepkut 400 Mr muHe30IH1a.

Kaxnas 6yteinka oobemom 300 M comepxut 600 Mr tuHE301HM 1A,

BcmomorarenbHbIe BEIeCTBa, HATUYNE KOTOPBIX HAJ0 YUUTHIBATh B COCTABE JICKAPCTBEHHOTO Tpernapara:
HaTpuil (cM. pazzuen 4.4.).

[TonHbIi epeyeHs BCIIOMOTATENbHBIX BEIIECTB MPUBEACH B pazjene 6.1.

3. JEKAPCTBEHHAS ®OPMA
PactBop mns undy3uii.

Hp03paqHa;1 KUIKOCTH OT 6€CI_IBGTHOFO A0 KCJITOr0 ¢ KOPpUIHCBATBIM OTTCHKOM IIBCTA.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloka3zanusi K NPUMEHEHUIO

Jledenue nH(EKIIMOHHO-BOCTIAIUTEIHHBIX 3200JIEBAHUH, €CITM U3BECTHO UITH TIOJIO3PEBACTCS, YTO OHU

BBI3BaHbI YYBCTBUTEIBHBIMU K JIMHE3O0HIY a3pOOHBIMH M aHA3POOHBIMH TPAMITOIOKUTEIEHBIMH

MHUKpPOOpPraHu3MamMu (BKIIt0Yast HHPEKIINH, COITPOBOXKIAIONINECS OaKTEepUEMHEH ):

— BHEOOJIbHUYHAasT  IHEBMOHUS, BbI3BaHHasA  Streptococcus  pneumoniae  (BKJIIOYas
MOJIMPE3UCTEHTHBIE IITaMMbl), BKJIIOYas CIlydad, COIPOBOXKAAoIIUecs OaKkTepuemMueu, wiu
Staphylococcus aureus (TOJbKO METHIJTUHIYBCTBUTEIBHBIC IITAMMBI);

— TrochuTaibHas MTHEBMOHHSI, BBI3BaHHAsI Staphylococcus aureus (BKITIOUAst
METHIMUTMHIYBCTBUTEIBHBIE W METHLIWUIMHPE3UCTCHTHBIC INTAaMMBbl) WM Streptococcus
pneumoniae (BKJIIOYask TOJUPE3UCTEHTHBIE IIITAMMBI);

— OCJIO)KHCHHbIE WH(MEKIMM KOXKM W MITKUX TKaHeH, BKIOYas WHQEKIMH TpPU CHUHIPOME

TMa0eTHYECKON CTOIBI, HE COMPOBOXIAIOUINECS OCTCOMHEIUTOM, BbI3BaHHbBIC Staphylococcus
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aureus (BKJIIOYasT METULWUIMHYYBCTBUTEJIbHBIE W METUUMWUIMHPE3UCTEHTHBIE IITAMMBI),
Streptococcus pyogenes unu Streptococcus agalactiae;
— HH(]EeKIUH, pe3UCTeHTHbIE K BaHKOMHUIIMHY, BBbI3BaHHbIE Enterococcus faecium, B TOM 4YHCIIE,
COIIPOBOKIAIOIIMECS OaKTEPUEMHEH.
[Tpu onpenenenuu, siBisgercs i npenapat JIMHE30IUA MOAXOAUINM JeUEeHUEM, CIeayeT IPUHUMATD
BO BHHMMAaHHE pe3yJbTaTbl MHUKPOOMOJOTMUECKUX HCCIENOBAaHUN WM HHOpMaLMIO O
pacrpoCTpaHEHHOCTH  PE3UCTEHTHOCTH K aHTUOAKTepHalbHBIM  TpenapaTaMm  Cpelau
TPaMITOJIOKHUTETBHBIX OAKTEpUHA.
JIuHe3onu He aKTHBEH MPOTUB MH(EKIUH, BbI3BAHHBIX IPaMOTpULIATEIbHBIMU MaToreHaMu. [Ipu
MOJO3PEHUHM WM TOATBEP)KIECHUU T'PaMOTPUIATENIbHBIX IaTOT€HOB JOJDKHA OBbITh HauyaTa
cneuuduyeckas Tepanus NPOTUB TPaAMOTPULIATEIBHBIX MUKPOOPTaHU3MOB.
4.2. PexxuM 103MpOBaHNs U CNIOCO0 MPUMEHEHUs!
Jlunezonuy cienyeT MNPUMEHSATh TOJBKO B YCIOBHUSX CTallMOHapa M MOCJIEe KOHCYJIbTAlMH C
COOTBETCTBYIOIIUM CIIEUATNCTOM, TAKUMHU KaK MUKPOOUOJIOT UM CHEMATUCT 10 UH(PEKIIMOHHBIM
3a00JICBaHUSM.
[TaurieHTOB, KOTOPBIM B Hayajie TEpANUU Mpenapar Ha3HAYWJIM BHYTPUBEHHO, B JIaJIbHEUIIIEM MOKHO
MepeBecTH Ha JO0YI0 JIEKapCTBeHHYIO (opMy mpemnapara sl IpueMa BHYTPb, MPU 3TOM 000D
J103bI HE TpedyeTcs, T.K. OMOIOCTYTHOCTD JIMHE30JIM/ 1A ITPH TpreMe BHYTph cocTapisieT moutu 100 %.
MaxkcumanbHast 103a JUis B3pOCibIX U netei — 1,2 r/cyT.

PexxuM 103upoBaHus

Pexnm AO3UPOBAHHA U MPOAOJIKHUTCIBHOCTDb JICUHCHHSA 3aBUCAT OT B036y,I[I/ITeJ'ISI, JOKa/In3alluu u

TSOKECTU MH(EKINHU, a TAaK)Ke OT KITMHUIECKON 3P EKTHBHOCTH.

Bspocnvie
[Tokazanus (BkItouas MHPEKIUHU, cOpoBokaatomuecs: | PazoBas no3a Pexomennyemas
OakTepueMueii) Y KPAaTHOCTh | MPOJODKUTEIBHOCTD
BBEJICHUS JIeYEeHUs
— BHEOOJIbHUYHAS ITHEBMOHUS, BbI3BaHHAs Streptococcus 600 mr 10-14 nuen

pneumoniae (BKIIIOYasi TOJUPE3UCTCHTHBIE ITaMMBbl), | BHyTPUBEHHO
BKJIIOYAs CIIy4au, COMPOBOXKIAIONIUECS OaKTepUEeMUEH, (8/B)
WIn Staphylococcus aureus (Tompko | Kaxzawie 12 4

MCTUIHJINIMHYYBCTBUTCIIbHBIC I_HTaMMBI);
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— rocruTalibHasi THEBMOHUS, BbI3BaHHas Staphylococcus | 600 mr B/B 10-14 nuen
aureus (BKIIOYas METHLWUIMHUYBCTBUTENbHBIE M | Kaxaple 12 4
METUIIJUIMHPE3UCTEHTHBIE IITAMMBI) WIH Streptococcus

prneumoniae (BKJIIOYas MOJIUPE3UCTEHTHBIE IITAMMBI);

— OCIIO)KHEHHbIE MH(EKIUU KOXH U MATKHX TKaHEH, 600 mMr B/B 10-14 gueii
BKJIIOYasT WH(EKIWU TPU CHHIPOME JUAOETUYECKOHN | Kaxawie 12 4
CTOMBI, HE COMPOBOXKIAIOIINECS OCTCOMHEIUTOM,
BBI3BaHHBIC  Staphylococcus — aureus — (BKIOYas
METUIWLTUHIYBCTBUTEIbHBIE u
METULWIUIMHPE3UCTEHTHBIE IITaMMBbI), Streptococcus

pyogenes unu Streptococcus agalactiae;

—  UWHQEKIHH, PEe3UCTeHTHble K BaHKOMHMLHUHY, | 600 mr B/B 14-28 nuen
BBI3BaHHbBIE FEnterococcus faecium, B TOM 4YHUCIe | Kaxuapie 12 4

COITPOBOKAAIOIIUECS OaKTEePUEMHECH.

Oco0ble rpyInel NALKMEHTOB

Iayuenmor noxcunozo 6ospacma

Koppekiuu 10361 U151 MOKUIIBIX TALIUEHTOB HEe TpeOyeTcsl.

Tayuenmoi ¢ napywenuem ¢hynkyuu novex

[TanenTaM ¢ TOYEYHOH HEIOCTATOYHOCTHIO KOPPEKIMH J03bl He TpeOyercs. [lamuenrawm,
HaxodIIMMCS Ha TIeMOAMAJIM3e, Ipenapar CleayeT BBOAMUTHL IIOCJIE OKOHYAHMS IPOLIEAYpPbI
reMOJUAIIN3a.

Taocenas noweyHnas Hedocmamounocms (m. e. xaupenc kpeamusuna (CLCR) < 30 ma/mun)

Koppekmus 10361 penapara He TpeOyeTcs. Y MalMeHTOB C TSHKEIbIM HapyIIeHHeM (PYHKIIHH MOYeK
JMHE30JIU] CIIETYeT MPUMEHSATh C 0COO0H OCTOPOKHOCTBIO B CBSI3M C HEM3BECTHOM KIMHUYECKOM
3HAYUMOCTBIO JBYX IMEPBUYHBIX METAOOJHMTOB JIMHE30JIM/A, Y KOTOPHIX UMEETCsl Oosee BBICOKUI
ypoBeHb Bo3aeicTBUs (1m0 10 pa3), U MPUMEHSATh TOJBKO B TOM CiIy4yae, €CJIM CUUTAETCS, YTO
0’KMJIaeMasl T0JIb3a MPEBHIIACT MOTCHIIMAIBHBINA PHUCK.

B cBs3u ¢ TeMm, uto 30 % nuHe3onmaa yaanseTcs npyu reMoauain3e B TeUeHrue 3 4acoB, JIMHE30JIN/T
JIOJKEH TPUHUMATHCA MOCIIe TPOBEICHUS JUuain3a NalueHTaM, Hy KAatolMCs B HEM.

HepBI/ILIHI)Ie METa0O0IUTHI JIMHE30JIMaa BBIBOIAATCA B HGKOTOpOﬁ CTCIICHU TeMOJHuaIn30M, HO
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KOHIICHTPALMU 3TUX METAOOJUTOB BCE €Ie 3HAUUTENILHO BBIIIE MOCIE JUANIN3a, YeM Te€, KOTOphIe
HaOJI01al0TCS Y TAIMEHTOB C HOPMAIbHOM (DyHKIMEN MOYeK UITH JIETKOM WIM yMEPEHHOM MOYeqHOM
HEJOCTATOYHOCTHIO.
CnepnoBarenbHO, JIMHE30IU]] CIIEAYET IPUMEHATH C 0CO00M OCTOPOKHOCTHIO y MALMEHTOB C TSHKENOM
NIOYEYHON HENOCTAaTOYHOCTHIO, KOTOPBIM IIPOBOAMTCA OUAJIN3, U TOJIBKO B TEX Cllydasx, Koraa
CUMTAETCS, YTO 0XKMJ1aeMasi I0J1b3a IPEBOCXOIUT MOTEHIIUAJIBHBIN PUCK.
Ha cerogHsmHuil [€Hb HE HMMEETCS ONBbITA NPUMEHEHUs JIMHE30JIJa Yy MaleHTOB, KOTOPHIM
MPOBOJIUTCS TIOCTOSTHHBIM amOynaTopHblii neputoHeanbHblt auanm3 (ITAITl) wmm  kotopsie
NOJIy4aroT albTEPHATHBHBIE BUABI JICUYEHMS 110 IIOBOAY IOYEUHOM HEJOCTATOYHOCTU (TIOMHUMO
reMoIuanms3a).
Tlayuenmsi ¢ napywenuem gynkyuu neveHu
[TarueHTam ¢ NEYEHOYHON HETOCTATOYHOCTHIO KOPPEKIIUHU 03Bl HE TpedyeTcsl.

eTn
Jemu cmapwe 12 nem
PexxnM 103npoBaHusl COOTBETCTBYET PEKUMY TO3UPOBAHUS Y B3POCIBIX.

Jlemu (nosopooicoenuvie™ u demu 0o 11 nem)

[Tokazanus (BkITtO4Yast HHPEKIUH, PazoBas moza Pexomennyemas
COTIPOBOMKAAIOIIHNECS OaKTeprueMuei) MPOAOJIKUATEIIBHOCTh
JICUECHHUS

— BHEOOJbHUYHAs ITHEBMOHHUS, BbI3BaHHAas
Streptococcus pneumoniae (BKITIOUAst
MOJINPE3UCTEHTHBIE ~ IITaMMBbI),  BKJIIOYas
Clly4ad, CONPOBOXKAAIOIIMECS OaKTeprueMHen,
wmn  Staphylococcus  aureus  (TOJBKO
METUIWLTUHIYBCTBUTEIBHBIE IITAMMBI);

10 Mr/kr B/B KaxIple 8 4
— TrochnuTajbHas THEBMOHHS, BbI3BaHHAs
Staphylococcus aureus (BKITIOUAS
METHLMIIMHYYBCTBUTCIbHBIC u 10-14 nuen
METUIWJUTUHPE3UCTCHTHBIE IITAMMBI) WM

Streptococcus pneumoniae (BKITFOUAS

MOJINPE3UCTEHTHBIE ILITAMMBbI);
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— OCIIO’)KHEHHBIE MH(EKIUU KOXKH M MSITKHX
TKaHeW, BKIIOYass WHPEKIUU MPU CHHIPOME
MadeTHYeCKON CTOIIBI, HE
COMPOBOXKIAIOIINECS OCTEOMHEIIUTOM,
BBI3BaHHEIE Staphylococcus aureus (BKIIOYAs
METULIWJIJTMHYYBCTBUTEIbHBIC u
METULWJITIMHPE3UCTEHTHBIE HITAMMBI),
Streptococcus pyogenes wnmm Streptococcus

agalactiae;

— HHq)eKHI/II/I, BBI3BAHHBIC PC3UCTCHTHBIMH K

BaHKOMUIIUHY Enterococcus faecium, B TOM | 10 mr/kr B/B KaXIple 8 4 14-28 nueu

YHCIIC CONTPOBOXTAIOIINECS OaKTepUEMHUEH.

* HoBopo:KIeHHbIE B BO3pacTe MeHee 7 JHeil: Y HeTOHOIICHHBIX HOBOPOXKICHHEIX B BO3pacTe MeHee 7 THEH
(6epemenHOCTb MeHee 34 HeleNb) CUCTEMHBIN KIIMPEHC TMHE30IMa HIDKE, 8 3HAYCHUS YBEIMUCHUS TUIOIAAN
noJ, KpuBoi «koHueHTpaus-BpeMs» (AUC) Bblie, yeM y OONBLUIMHCTBA HOBOPOXKIEHHBIX U JEeTEeH. DTHM
HOBOPO’KICHHBIM CIIeyeT HaYMHATH JIUeHHe ¢ pekuma qo3upoBaHus 10 mr/kr kaxapie 12 wacoB. MoxkHO
paccMOTpeTh BO3MOKHOCTH MCIIOJIB30BaHMS pexuMa 1036l 10 MI/Kr Kaxzaple 8 4acoB y HOBOPOXKICHHBIX C
HEONTHUMAaIbHBIM KIIMHUYECKUM OTBETOM. Bece HOBOPOYKI€HHBIE TOIDKHBI 1OTy4aTh 10 MI/KT Kakable 8 4acoB
B TeUEHUE 7 IHEU Mocie POKICHHUS.

Criocob npuMeHeHus

BuyTpuBeHHO HH]Y3HOHHO.

PactBop ans undy3uii cnemyer BBOAUTH nanueHTy B TeueHue 30—120 MunyT.

WHCTpyKIIMM 1O TPUTOTOBJICHMIO JIEKAPCTBEHHOTO TIperapara Iepei NPUMEHEHHEM CM. B
paszene 6.6.

4.3. IlpoTuBONOKA3aHUS

['unepuyBCTBUTENBHOCT, K JIMHE30JIMAY WM K JHOOOMYy U3 BCIIOMOTaTeNbHBIX BEIIECTB,
MEePEUYUCIICHHBIX B pasjene 6.1.

OnHOBpEeMEHHBIH ITpHeM JTMHE30JI1 1A C IpenapaTaMu, HHIMOUPYIOIIMMH MOHOAMHHOKCHIA3bl A HITH
B (manpumep, denensun, nzokapObokcazum), a TaKkKe B TEUCHHE ABYX HEJENb IOCIe MpeKpareHHs
IpreMa Ha3BaHHBIX MTPEMapaToB.

[Ipu oOTCyTCTBHMM TIIATEIBHOTO HAOMIOACHMS 3a MAlMEHTaMd W MOHMTOPHUHIA apTepHabHOTO

AaBJICHUS HC CICAYCT Ha3HAYATh JIMHC30JIU !
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— TMauuMeHTaM C HEKOHTPOJIMPYEMOW apTepHalbHOW THIEpTeH3uel, (EeoXpOMOIMTOMOMH,
TUPEOTOKCUKO30M, KapLMHOUIHBIM CHHJIPOMOM, OUIOJIIPHBIM paccTpoiCTBOM,
mr30a¢pHEeKTUBHBIM PACCTPOUCTBOM U OCTPBIM COCTOSIHUEM CITyTAHHOCTH CO3HAHMS,

— TauueHTaM, TMOJIyYalolIMM CJEeAyIoIIUe THUIBl TMpEenapaToB: aJpeHOMHMETHKU (Hampumep,
ncepnoddenpur,  QeHwInmponaHoIaMUH,  SUUHEPpPUH,  HOpAMHMHEDPHUH,  JOOyTaMuH),
nopaMUHOMUMETHKHN (Hampumep, aodaMuH), UHTHOMTOPHI OOpPAaTHOTO 3axBaTa CEPOTOHHHA,
TPULIMKIIMUECKUE aHTHIeTIpeccaHThl, aroHUCThI S-HT perientopos (TpuntaHsl), MENEPUINH WIN
OyCITUPOH.

4.4. OcoOble ykazaHMsl M Mepbl NPeJ0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBLIO

llayuenmul ¢ noyeunol HeOOCMAMOUHOCHBIO

Bcnenctrue Hen3y4eHHON KIMHUYECKON 3HAYMMOCTH ABYX MEPBUYHBIX META00IUTOB JIMHE30IMIA Y
MAIUEHTOB C TSDKEJOW TIOYEYHOH HEIOCTAaTOYHOCTBIO, JIMHE30IH]l JOJDKEH TPUMEHSTBCS C
OCTOPOXKHOCTBIO Y TaKUX IMAlMEHTOB, U TOJBKO €CJIH IMpeArnoiaraeMas IMojbh3a MPEBHIIIACT
MOTEHUUAIbHBINA pUCK. Takke HEeT JaHHBIX M0 IPUMEHEHHIO JTMHE30IUAa Y MallUeHTOB, HAXOASIIIUXCS
Ha aMOyJaTOPHOM TMEPUTOHEATbHOM AHAu3€ WU JPYrHMX ajJbTePHATUBHBIX METOAaX JICUEHUS
MMOYEYHON HEAOCTATOYHOCTH.

Iayuenmsi ¢ neueHOYHOU HEOOCMAMOYHOCBIO

HmeroTcst orpaHUYeHHbIE KITMHUYECKHE TaHHbIE, PEKOMEHTYIOIINE UCTI0Ib30BaTh JINHE30IU]T Y TAKUX
MAIMEHTOB TOJILKO B TOM ClIy4ae, €CJIM Mpearnoiaraemas 1mojib3a IpeBblIIaeT MOTEHIUAIbHBIA PHUCK.
JInHe301M AOKEH UCIIONIB30BAThCS C OCTOPOKHOCTHIO y TAIIUEHTOB ¢ CUCTEMHBIMH HH(EKITUSIMH,
MPEJICTABIISIFOIIMMHE PUCK TSI )KU3HH, TAKUMH KaK WH(EKIIUU, CBSI3aHHBIE C BEHO3HBIMU KaTeTepaMu
B OTJICJICHUSIX UHTEHCUBHOM Teparuu.

OoHospemennoe npumenenue ¢ OYNPEeHOPOUHOM (OMOENbHO UMU 8 KOMOUHAYUU C HATOKCOHOM)
MOJKET MPHUBECTH K PA3BUTHIO CEPOTOHMHOBOTO CHHApoMa (cM. moapazaen «Ocolble yKa3zaHUS» H
paszen 4.5).

Oco0snle yKazaHus

Muenocynpeccus

Y HEKOTOPBIX MAIMEHTOB, MPUHUMAIOIIMX JIMHE30JIHI, MOXET Pa3BUThCSI MHeTocymnpeccus (cC
aHeMHUEH, JICUKOTICHHUEH, MaHIUTOIICHUEH u TPOMOOIIMTOTICHHEH ), 3aBHUCAIIAS oT
MPOAOJKATEIIBHOCTH Tepanuu. B ciiyyasx, B KOTOPBIX MCXOJ M3BECTEH, P OTMEHE JIMHE30Iua

HU3MEHCHHBIC T E€MATOJIOTHYCCKHE IIOKa3aTCiM IIOBBIIAJIIMCH 0 ypOBHGfI, MpeaAIICCTBYIOINX

6
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nedeHuto. Puck atux 3¢pexTo, mo-BUIUMOMY, CBSI3aH C MPOJOIIKUTEILHOCTHIO IeueHus. [1oxubie
MAIUEHTHI, KOTOPHIE MOJIyYat0T JICUCHUE TUHE30JIUIOM, MOTYT UMETh 00Jiee BRICOKUI PUCK Pa3BUTHS
JMCKpa3uu KpOBU, yeM 0Oojiee MOJIOABIC MAIMEHTHI. TPOMOOIMTONICHHUSI MOKET Yallle BOSHUKATH Y
MalMEHTOB C TSHKEIOW MOYEYHON HEAOCTAaTOYHOCTHIO, HE3aBUCHUMO OT NMPHUMEHEHHS Yy TNalUeHTa
reMoJuanu3a, U y NalueHTOB ¢ MIEYEHOYHOW HEJOCTATOYHOCTBIO CPEAHEN WIIM TSKEIION cTeneHu. B
CBSI3M C 3TUM B MpOIIECcCe JCUCHHUsT HEOOXOIUMO MPOBOAUTH MOHHTOPHHT TMOKAa3aTeled KPOBU Yy
MalMeHTOB, KOTOphIC: B aHAMHE3€ MMEIOT aHEMHUIO, TPAaHYJIOIMTOICHUIO UM TPOMOOIIMTOIICHHUIO;
MOJIYYalOT COMYTCTBYIOIIME JIEKAPCTBEHHBIE IIpENaparhl, KOTOPbIE MOTYT CHUXKATh YPOBEHb
reMOTJIOOMHA, YMEHBIIATh KOJTUYECTBO (POPMEHHBIX SJIEMEHTOB KPOBH WJIM OTPUIIATEIBHO BIUATH Ha
KOJIMYECTBO TPOMOOIIUTOB MM WX (DYHKIHIO, UMEIOT TSDKEIYIO0 TMOYEUHYIO HEIOCTATOYHOCTH WM
YMEPEHHYI0 WM TSKEIYI MEYCHOUHYIO HEIOCTATOYHOCTH; MOJIy4YaloT TEpanvio Ha MPOTSHKECHUU
ooinee 10-14 nueii.

Jlune3onuy y TakuX MalMeHTOB MPUMEHSETCS TOJIBKO B TOM Cydae, KOTJla BO3MOXKEH TIIATENbHbBIN
MOHHTOPHHT TeMOTJIO0MHA, KOTUYeCcTBa (DOPMEHHBIX JIEMEHTOB KPOBU U TPOMOOITUTOB.

Ecnu Bo BpeMst Tepanuu JIMHE30JIMI0M Pa3BUBAETCS BBIPAXKEHHAS MUEJIOCYIIPECCHS, JICYEHUE TOTKHO
OBITH MTPEKPAIEHO, ECITH TOJIBKO MPOIOJDKEHNE TEPAITMH HE CYMTAETCs a0COTIOTHO HEOOX0IMMBIM. B
TOM ciyyae HEOOXOAMM HWHTCHCHBHBIH MOHHMTOPHUHI TIOKAa3aTeleld KPOBU U COOTBETCTBYIOIICE
nedeHue. Kpome TOro, pexomMeHmyeTcs, 4YTOObI aHajdnu3 KpPOBU (B TOM YHCJE OIpEAeTcHHE
reMOTJI00MHA, KOJIMYECTBa TPOMOOIIUTOB M JICHKOLUTOB (C pacueToM JeHKouuTapHOH (GopMyIibl))
MPOBOJUJICS €KEHENENIbHO Yy MAI[MEHTOB, MOJYyYalolUX JMHE30JIU, HE3aBUCUMO OT IMOKa3zaTesei
MCXOJHOTO aHaJIn3a KPOBH.

Bonee BbicoKkas yacToTa pa3BUTHS TSXKETION aHEMUU OTMEUYEHA y TAI[MEHTOB, MOTYYaBIINX JIMHE30JIN/T
0O0JIbIIIe MAKCUMAIIBHO PEKOMEHI0BAHHOW MPOJOKUTEIHHOCTH B 28 MHEH. DTUM MAallMeHTaM Yarlie
TpeboBasioch TepenuBaHue KpoBu. O ciydasXx aHEMHHM, B KOTOPBIX TpeOOBajIoCh MPOBEICHUE
MepeIMBaHusl KPOBU, TAK)K€ COOOIIANIOCh B TOCTPETUCTPAIIMOHHOM mepuoje. B OompimmHCTBE
CIIy4aeB JUIUTEIbHOCTD JICUCHUS JIMHE30JIMI0M IIpeBbIaia 28 AHei.

B noctperucrpanoHHOM iepro/ie COO0IIAIOCh O CITyYasiX CUAEpOOIacTHOM aHeMHH. B Tex ciydasx,
Korjga OBLIO HW3BECTHO BPEMsS BO3HHUKHOBEHUS, OOJIBIIMHCTBO TMAI[UEHTOB IOIYYaId TEPAITHIO
JUHE30JUI0M Ha MPOTSHKEHHUM Tiepuona Oosnee 28 mHei. Y OOJBIIMHCTBA MAIMEHTOB MPOSBICHUS
OBUTM TOJHOCTBIO WJIM YaCTUYHO OOpaTHMbl TOCJE MPEKpalleHUs JICUeHUs JIMHE30IuIoM c/0e3

CHGI_II/I(bI/I‘IeCKOI‘O JICYCHUA aHCMHH.



ot 10.09.2025 Ne 22696

(NCCNEOOBATENEHOCTE 0002)

COOTBETCTBYET QRCHEFTHOMY QTYETY

Hucnponopyusa cmepmuocmu 8 KIUHUYECKOM UCCIE008AHUU V NAYUEHMO8 ¢ Kamemep-
AcCOYUUPOBAHHBIMU SPAMNOTIOHCUMENbHBIMU UHPEKYUAMU KPOBU

B oTKpbITOM HCCIEIOBAaHUU CPEOU TSHKEIOOOJIbHBIX MAIlMEHTOB C BHYTPUCOCYAMCTBIMH KaTeTep-
aCCOLMHUPOBAHHBIMU HWHGEKIMUSIMH ObUIO OTMEUYEHO TMPEBBIINIEHHE CMEPTHOCTH Yy MAalMeHTOB,
NOJTy4aBLINX JIMHE30JIU ]I, o CpPaBHEHUIO c MalUeHTAMH, MOJTy4YaBLUIUMU
BaHKOMUITWH/IUKIOKcAU/UTHH/ okcanmiuiuH [78/363 (21,5 %) mpotus 58/363 (16,0 %)]. OcHOBHBIM
(dakTOpoM, OKa3bIBAIOUIMM BIUSHUE HAa YPOBEHb CMEPTHOCTH, OBLI CTaTyC IPaMIIOIOXHTEIbHOM
MH(pEKINU B UCXOIHBIH MOMEHT BpeMeHH. [loka3zarens jeTaibHOCTH ObUT CXOXK Cpeay MalleHTOB,
WHQEKIMA y KOTOPBIX OBUTM BBI3BAHBI TOJBKO T'PAMIIONIOKHUTEILHBIMA MHUKPOOPTaHH3MaMH
(otHOmIeHUE 1mancoB 0,96; 95 % nosepurenbHbId nHTEepBa ([M1): 0,58—1,59), HO OBLT 3HAYUTETHHO
BoIimie (p = 0.0162) B rpy1me TuHE30I1Aa, KOTJa OOHAPYKUBAIKCH M IPYTHE MUKPOOPTAaHU3MBI, HITH
UX HE y/1aBajoch OOHAPYKUTh HAa HAYaJIbHOM JTare (OTHoILeHue maHcoB 2,48; 95 % noBepUTenbHbIHI
unTepBai: 1,38-4,46). Haubonpimmii aucOaiaHc OTMEUEH BO BpeMs JICUCHUS W B TEUCHHUE 7 JTHEH
1ocjae OKOHYaHUS aHTHOMOTHUKOTepanuu. B Xozme uccrnenoBaHusi B TpyIe JHHE30IMJa OOJblie
NAIMEHTOB MpPUOOpEeTaNnyd TpaMOTpHUIATeNIbHbIE MUKPOOPTaHW3MBbI M BIIOCIIEJACTBUHM IMOTHOAIH OT
MH(GEKINY, BBI3BAHHOW TPaMOTPHUIATEIBHBIMH ~MHUKPOOPraHM3MaMH, WU TMOJMMHUKPOOHBIX
uHpekuid. Takum 006pa3zoM, B Cilydae OCIOKHEHHBIX HH(PEKIIMNA KOXKU U MATKUX TKaHEH JIMHE30JIU/
CleqyeT TPHUMEHSTh y  MalMeHTOB C  WM3BECTHOM WM  BO3MOXHOW  KO-WUH(EKIHe
rpaMOTPHULIATEIbHBIMU MUKPOOPTraHU3MaMH, TOJILKO €CJIU HET aJbTEPHATUBHBIX BAPUAHTOB JICUCHUS
(cm. pasmen 4.1). B stux ciywasx MOKa3aHO OJIHOBPEMEHHO JIOMOJIHUTEIBHOE NPUMEHEHHE
[penapaToB, AEMCTBYIOLIUX HAa TPaMOTPULIIATENIbHYI0 MUKPOdIIOpYy.

Tayuenmoi ¢ cucmemubiMu uHQpexyuamu

JIMHE30/IM ] TOJKEH MCIIONB30BAThCS C OCTOPOKHOCTBHIO Y AIIMEHTOB C CUCTEMHBIMU MH(EKLIUIMH,
MPEJICTaBIISIIOIIMMH PUCK JUTSI )KU3HH, TAKUMU KakK MH(EKINU, CBI3aHHbIE C BEHO3HBIMU KaTeTepaMu
B OTJICJICHUSIX UHTEHCUBHOM Teparuu.

Anmubuomuk-accoyuupo8annas ouapes u Koaum

Coobmanocs 00 aHTHOMOTHK-ACCOLMUPOBAHHOM Japee U aHTUOMOTHUK-aCCOLMMPOBAHHOM KOJIUTE,
BKJIFOYAsl TICEBIOMEMOPAHO3HBIM KOJIMUT U nuapero, cBs3annyto ¢ Clostridium difficile, B cBsi3u ¢
MPUMEHEHHEM MPAKTHUECKU BCEX aHTHOAKTEpHANIbHBIX IPErapaToB, BKIIOYas JINHE30IHI.

TspkecTh AMaper MOXKET BapbHPOBATh OT JETKUX (GOpPM J0 JIeTadbHBIX KOTUTOB. ClenoBaTeNbHO,
BAXXHO YUYWTBHIBATh 3TOT JIMAarHO3 y MAI[MEHTOB, Y KOTOPBIX BO BPEMs WJIH IOCJIE MPUMEHEHUs

JMHE30JIMIa pa3BUBaeTCs TshKenas quapes. B cimydae mono3peHus Ha aHTHOMOTHK-aCCOIIMMPOBAHHYIO
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IUAper0 WM aHTUOMOTUK-ACCOLIMUPOBAHHBIN KOJMUT WU TPH MOATBEPXKACHUH 3TOTO AMATHO3a
CIIeyeT TMPEKPaTUTh IPOBOJMMOE JICUYCHHE AHTHOAKTePHAILHBIMH CpPEIACTBAMH, B TOM YHCIIE
JMHE30JIMJIOM, U HEMEJUICHHO HauaTh Hajjexalue JiedeOHble Meponpusatus. Henb3si npumMeHsITh
JIEeKapCTBEHHBIE CPEACTBA, TOPMO3AIIUE MEPUCTATBTUKY KUILIEYHUKA.

Jlakmoayuoos

B cBsi3u ¢ mpuMeHeHHeM JIMHE30JI11a CO00IIaIoch 0 JakToanuao3e. [larmentam, y Kotopeix Ha oHe
npueMa JMHE30JIUa Pa3BUBAIOTCSA MPHU3HAKU U CHMIITOMBI METaOOIMUYECKOro anuio3a, BKIHOYas
MOBTOPHYIO TOIIHOTY WM PBOTY, OOJb B JKUBOTE, CHI)KEHHE KOHIIGHTpAallMM THUIpOKapOOHaT-
AQHUOHOB WJIU THUMEPBEHTUIISINIO, HEOOX0JMMO HEMEUICHHO OKa3aTh MEAUIIMHCKYIO oMok, Eciu
pa3BHUBAETCS JIAKTOAIIUI03, TIOJB3Y OT MPOIOJIKSHHS TPUMEHEHUS JIMHE30JI1 1A CIIEAYEeT CONIOCTABUTh
C MOTEHIUAIbHBIMU PUCKAMHU.

Mumoxonopuanvras ouchyukyus

JIunezonmu MHTUOMpyeT cuHTe3 Oesika MUTOXOHIpUi. [To0ouHbIe 3(h(heKThI, TaKHe KaK JAKTOAIN103,
aHeMmus U Helipornatus (mepudeprdeckas Wil 3pUTeIbHOr0 HEpPBa), MOTYT BOSHUKHYTh B PE3yJIbTaTe
ATOTO TOPMOXKEHHS; 3TH JPGEKThl SABIAIOTCS 0oJiee pPACIpPOCTPAHCHHBIMH, KOT/Ia IIpernapar
npuMeHseTcs 0oJbiie 4yem 28 aHeil.

Cepomonunoswlti CUHOpOM

Coo0mmanoch 0 CHOHTAHHBIX CIydasX pPa3BUTUS CEPOTOHMHOBOTO CHHIPOMA, CBS3aHHOTO C
OJTHOBPEMEHHBIM TPUMEHEHUEM JIMHE30JUJa M CEPOTOHMHEPTHYECKHX IMpermapaToB, BKIOYAS
AHTHUJIETTPECCAHTHI, TAKME KaK CEJICKTUBHBIE MHTHOUTOPHI 0OpaTHOTro 3axBara ceporonnHa (CHO3C)
u omuouasl (cMm. pasmen 4.5). CnemoBaTeNbHO, OJHOBPEMEHHOE INPUMEHEHHE JMHE30IuAa W
CEpPOTOHUHEPTUYECKUX TPEnapaTroB MPOTHUBOMOKa3aHo (cMm. pasaen 4.3), KpoMe ciydaeB, Korjaa
NPUMEHEHHE JIMHE30JHIa Ha (OHE COMYTCTBYIOMIETO MPUMEHEHHUS CEPOTOHUHEPTUUYECKUX
IpenapaToB sBIsleTcs KpaiiHe HeoOxoaumbIM. [Ipu HEoOXOAMMOCTH MPUMEHEHMs Npernapara B
couetannn ¢ CHUO3C cnegyer MOCTOSHHO HAOMIOIATh 3a TMAlMEHTaMH C I1EJbI0 BBISBICHUS
MPU3HAKOB M CHUMIITOMOB CEPOTOHHMHOBOTO CHHJIIPOMA, TAaKUX KaK HApyIIEHWE KOTHUTHUBHOM
GYHKITUH, TUTIEPIIUPEKCHS, TUTIeppedICKCUs U HApyIIEHUE KOOPAUHAILIUY JBYKCHUH.

B cnydae mosiBneHUS JaHHBIX MPU3HAKOB WM CHUMITOMOB CJE€IyeT OTMEHUTh OAMH WIH 00a
IpUHUMAaeMbIX Tpemnapara. [lpu mpekpamieHun mpremMa CepOTOHUHEPTUYECKOTO CPeiCTBa MOTYT
HAOJI0IATHCSI CAMIITOMBI CHHAPOMA «OTMEHBI.

OpnHOBpeMEHHOE MPUMEHEHHE IWHE30IHuIa U OymnpeHopduHa (OTACTBHO WM B KOMOWHAITUHM C

HAJIOKCOHOM) Tak)K€ MOJKET MPHUBECTH K pPa3BUTHUIO CEPOTOHMHOBOrO cuHApoma. Ecimu Takoe
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OJIHOBPEMEHHOE TIPUMEHEHHUE SIBISETCS KIMHUYECKH OOOCHOBaHHBIM, CIIEyeT O0O0ECIeYHTh
TIIATETBHBIA KOHTPOJIb 32 COCTOSTHHEM MAIMEHTOB, 0COOCHHO B HaYalle JICYCHHS U TIPU TTOBBIIICHUSIX
10361 (cM. paznen 4.5).

Paboomuonus

Coo0mranock o ciydasx padIoMHOIN3a IpU IPUMEHEHUH JInHe30muaa (cM. pasznen 4.8.). Jlunesonua
CIIeyeT TMPUMEHITh C OCTOPOXHOCTHIO y TAIMEHTOB C MpeApachoiiaralomuMu (akTopamu K
pabnomuonu3zy. Eciu HaOm0qa0TCs MPU3HAKU WM CUMITOMBI pa0OMHUOIIN3a, TIPUEM JIMHE30/I1/ 1A
ClIeyeT MPEeKPaTUTh U HauaTh COOTBETCTBYIOIIYIO TEPAIHIO.

T'unonampuemust u cuHOpom Headekeamuol cekpeyuu anmuouypemuyeckozo copmona (CHCAI)

Y HEKOTOPBIX MAIMEHTOB, MMOJYYABIIUX JTMHE30IU, HaOmroaanuck ruroHarpuemus u/mwmm CHCAT'.
PexkoMenayercsi peryjasipHO KOHTPOJIMPOBATh yYpOBEHb HATpPUS B CBHIBOPOTKE KPOBH Y MOXKHIIBIX
JI0JIeH, y MalMeHTOB, MPUHUMAIOIIHNX JIEKapCTBEHHBIE MTPENapaThl, KOTOPbIE MOTYT CHU3UTh YPOBEHb
HaTpUsi B KPOBU (Hampumep, THA3HIHbIC AUYPETUKH, TaKHUE KaK THAPOXJIOPOTHA3UI) U Y APYTHUX
MAlMEHTOB C PUCKOM TMIIOHATPUEMUMU.

Ilepugpepuueckas neviponamus u Hetiponamus 3pumenbHO20 Heped

Coobmanock 0 nepudepruvIecKoil HelpomnaTiy, a TakyKe HEMPONaTUX 3PUTEILHOTO HEPBA M HEBPUTE
3pPUTEILHOTO HEPBa, KOTOPbIE MHOTJA MPOTPECCUPYIOT IO MOTEpU 3PEHUS, Y MAIMEHTOB, KOTOPbIE
MOJTy4Yaly JICUCHUE JIMHE30JIUI0M; 3T COOOIICHUS UMETTH MECTO, B TIEPBYIO O4Yepe/lb, Y MAIIUEHTOB,
MOJTy4YaBIIUX JICYCHHE HAa MPOTSHKEHUH TIEPUOIOB BPEMEHHU, KOTOpPhIe ObUTH OO0JIbIlIe MaKCHMAILHOM
PEKOMEHIOBAHHOMN MPOAOIKUTEIbHOCTH JICUECHHS, COCTABJISIONIEH 28 THEM.

[Tpu MOsSBIEHUM CHUMITOMOB YXYIIIECHUS 3pUTENbHON (DYHKIUHU, TAKUX KaK M3MEHEHHUE OCTPOTHI
3peHHsi, W3MEHEHHE IIBETOBOTO BOCHIPUATHSA, 3aTyYMaHEHHOCTh, HedEeKThl TONeH 3peHwus,
PEKOMEHIYyEeTCSI CPOYHO OOpaTuThes K odrampbmomory sl KoHCydbTamuu. CleayeT MpOBOIUTH
MOHHUTOPHUHT 3pUTENbHON (YHKUMU y BCEX MNAIMEHTOB, NMPUHUMAIOMIMX JHHE30JUJ B TEUCHHE
JUTUTEIIBHOTO BpeMeHH (Oosiee 28 nHei).

B cnyuae pasButusa nepudepuueckoil HeWponaTHH M HEWpONaTHH 3PUTEILHOTO HEpBa, CIEAyeT
OIICHUTH COOTHOIIIEHUE TI0b3a/PUCK MPOOIKCHHSI TEPAITHH JIMHE30IUIOM Y 3THX MaIlUeHTOB. Pruck
pa3BUTHS HEMpONaTHH BhIIIE, €CIIH JIMHE30JU ] IPUMEHSIETCS Y MallMeHTOB, KOTOpble TPUHUMAIOT B
HACTOsAIIEe BpeMsl WM KOTOpblEe HEJAaBHO MPUHUMAIM aHTUMUKOOAKTepuasibHbIE IMpernapaThl I
JedeHus TyOepKyesa.

Cyoopoeu
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Coo0mranoch 0 cyaoporax y MalMEHTOB, MPUHUMABIINX JIMHE30JUA, MPU STOM B OOIBIIHHCTBE
CJIy4aeB B aHAMHE3€ UMEJIOCh yKa3aHHe Ha CYJOPOTH WM HAIUYUE (PaKTOPOB PUCKA UX PA3BHUTHS.

VY nanueHToB HEOOX0AUMO coOpaTh NOAPOOHBIN aHAMHE3, KaCAIOIIUNCS MTPEAIECTBYIOIINX YTH30/10B
CYyJIOpOT.

HUneubumopwvl monoamunoxcuoaswr (MAO)

Jlune3onmuy sBiIsieTcss OOpaTHUMBIM HECENeKTHBHBIM HHTHOMTOpoM MAQ; OmHako B 032X,
MPUMEHSIEMBIX JUIsl aHTUOAKTEpUaIbHON TEPAINUU, OH HE MPOSBISET aHTUACTIPECCAHTHBIN P EKT.
HMeroTcsl OYeHb OrpaHWYEHHBIE JAHHBIE U3 MCCIIEIOBAHUM JIEKAPCTBEHHBIX B3aWMOJCHCTBUU U B
OTHOIICHMH O€30MacHOCTH JIMHE30JHJa TMpPU TNPUMEHEHWH Yy TMAlUeHTOB C OCHOBHBIMH
3200JICBaHUSIMHA W/UJM TIPU OJHOBPEMEHHOM TMPUMEHEHHH JIEKAPCTBEHHBIX IMPENapaToB, KOTOPHIE
MOTYT TIOJBEPTrHYTh HMX PHCKY, 00yciioBieHHOMY uHruoupoBanuemM MAOQO. CrnenoBarenbHO,
NPUMEHEHHUE JIMHE30JIuJa He PEKOMEHAYETCS B 3THUX OOCTOSITENIhCTBAX, KpOME CIlydaeB, Korjaa
BO3MOXXHO IIPOBEJICHUE TINATEIHHOTO HAONIONCHUS M MOHUTOPUHTA TMAIlMEHTA, MOJTYYaroIlero
npemnapat (cM. pazzensl 4.3 u 4.5).

Oxkpawusanue 3yOHOU d2Mau

Coo01manock o cirydasx o0paTUMOTO TTOBEPXHOCTHOTO N3MEHEHHSI OKPAITMBAHMS 3yOHON dMaIH MpH
NPUMEHEHUH JMHe3omuaa. JlaHHble WM3MEHEHHsI OKpAllWBaHUs YIASIIUCh  MOCPEICTBOM
po(hecCHOHATLHOTO OYHIIEHUS 3YOO0B.

T'unocnukemus

CooOmranoch 0 ciyyasix CUMOTOMAaTHYECKOW TMIOTIMKEMUH y MAallMeHTOB C CaXapHbIM JMa0eToM,
MOJTyYaBIIUX JIMHE30JIU] OAHOBPEMEHHO C MHCYJIMHOM WJIM THIOTIMKEMHUYECKUMH MIpernapaTamH.
XOTs IPUYUHHO-CIIEICTBEHHAS CBS3b MEXKIY MPUEMOM JTUHE30JIU/IA U PA3BUTUEM TUIIOTIMKEMUU HE
YCTaHOBJICHA, TAIIMEHTOB C CaXapHbIM AUabeTOM HEOOXOIUMO MPEeAyNpekAaTb O BO3MOKHOCTH
pa3BUTHSI TUIOTJIMKEMHUH. B ciyyae BOSHHUKHOBEHMSI TUIIOTJIMKEMHH HEOOXOIMMa KOPPEKLHUs J03bI
WHCYJIMHA/TUTIOTTIMKEMUYECKUX MTPEenapaToB WM OTMEHA JIMHE30 1 1a.

Ilpumenenue c npooykmamu numaHnus, 602amviMu MUPAMUHOM

[ManuenTam ciemyer pEKOMEHIOBATh OTKA3aThCs OT IMpHeMa OOJBIIUX KOJUYECTB TIHIIH,
cojepxanieit TupamuH (cM. pasaen 4.5).

Cynepungexyus

Knuandeckux wuccnenoBanuii, m3ydaBmmx d3()QPEeKT NpUMEHEHUs IHHE30JIUAa Ha HOPMAIbHYIO

MHUKpO(IIOpy OpraHu3Ma 4enoBeka, He MPOBOANUIIOCH.
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[Ipumenenne aHTHOAKTEPHATBHBIX MPEMAPaTOB MHOTA MOXET MPUBOAUTH K YCHIEHHOMY POCTY
HEBOCIPUUMYMBBIX K HEMY MHKpoopranmsmoB. Hampumep, mnpumepHo y 3 % TalHeHTOB,
MOJTyYaBIIUX PEKOMEHOBAHHBIE 03Bl JIMHE30JIUJA, PAa3BUBAJICS KAaHIUAO3, aCCOLMUPOBAHHBIN C
IpUeMOM aHTHOMOTHKOB. Ilpu BO3HHKHOBeHMM cynepuH(eknuu Ha (oHEe MpueMa JIHMHE30JuAa
ClielyeT MPUHUMATh COOTBETCTBYIOIINE MEPhl MEIUIIMHCKOTO XapaKTepa.

Ocobvle epynnvl nayuenmos

Jluneszonmuy ciaeayeT MPUMEHSTh ¢ 0COOOW OCTOPOKHOCTHIO Y IMAIIMEHTOB C TSDKEIOW MOYSUHOH
HEJ0CTAaTOYHOCTBIO U TOJIBKO B TEX CIIy4asiX, KOTJa CYUTAETCS, UTO 0XKMJIaeMasi M0JIb3a MPEBOCXOAUT
NOTEHIMATIBHBIN pUCK (CM. pa3aensl 4.2 u 5.2).

PekomeHnnoBano, 4dTOOBl JIMHE30JWJ HAa3HAYalCsl TMAMEHTaM C  TSDKEIOH  TIEYeHOYHOM
HEJ0CTAaTOYHOCTHIO TOJBKO B TEX ClIydasx, KOrJa IpearoyaraemMasi mojb3a JIEYeHUsI IPEBOCXOIUT
MOTEHITUATBHBINA pUCK (CM. pa3aensl 4.2 u 5.2).

CHuoicenue ghepmunvrocmu

Jlune3onua oOpaTUMO CHUXall (PEPTUIHHOCTh W BBI3BAJI OTKJIOHEHHUS OT HOPMBI B MOpP(OIOTrUU
CIEPMBI y B3POCIHBIX CaMIIOB KPBIC MPU YPOBHSIX BO3AEUCTBUSA, KOTOPHIE MPUOIU3UTENHHO PABHBI
YPOBHSIM, 0’KHJIA€MBIM Y YEJIOBEKAa; BO3MOKHBIE 2 (EKThI TMHE30JI1/1a Ha pENPOIYKTUBHYIO CUCTEMY
MY>KYMH HEM3BECTHBI (M. pazaen 5.3).

Knunuueckue uccnedosanus

BezonacHocth M 3(pPEeKTUBHOCTh MPUMEHEHHS JIMHE30JIUMAA JIUTENBHOCThIO Oonee 28 mHel He
YCTaHOBJICHBI.

B KOHTpOIMpyeMbIX KIMHUYECKUX UCCIIETIOBAaHUAX HE IPUHUMAIH Y4acTUs NAI[UEHTHI C CHHIPOMOM
«IMa0ETHYECKON CTOIBD), MPOJICKHIMH WU UIIEMUYECKUMU HAPYIICHUSIMH, TSHKEIBIMU 0)KOTaMH
WIM TaHTPEHO3HBIMH MOpPaXEHUSAMHU. TakuM 0oO0pa3oM, OIBIT MPUMEHEHHUs JIMHE30JHMIa B Teparuu
3TUX COCTOSIHUM OTpaHUYEH.

BcnoMorarebHEIC BEIISCTBA

Hampuu

Kaxnprit mn pactBopa cogepxut 0,45 mr (45 mr/100 mut, 0,90 mr/200 vt 1 135 mr/300 mit) HaTpus.
Heo6xonuMo yuuThIBaTh NAlMEHTaM, HAaXOJMIIMMCS Ha JUMET€ C OTPAHUYEHUEM IOCTYIUICHMS
HaTpHA.

4.5. Bs3amMmopeiicTBMe ¢ JPYrHMH JICKAPCTBEHHBIMHM IpenapaTtaMH W Jpyrue BH/bI
B3aMMO/EHCTBUA

I/IHFI/I6I/ITODI)I MOHOAMMHOKCHU1Aa3bl
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JluHe3omu SIBISIETCS HECENIEKTUBHBIM OOpPAaTHUMBIM HHTHOMTOPOM MOHOAMUHOKCHAA3bl. MMeroTcs
OYEHb OrpPaHUYCHHBIC JAHHBIE U3 HCCICIOBAHUNU MEXKJIEKAPCTBEHHOI'O B3aWMOJCHCTBUS U B
OTHOIIEHMH O€30MacHOCTH JIMHE30JMJa TMpU NPUMEHEHWH Yy TMalUEHTOB, MOJy4alOIIUX
COIYTCTBYIOIIME JIEKAPCTBEHHBIE IIperaparbl, KOTOpble MOTJU Obl MOABEPrHYTH HX PHUCKY,
oOycrnoBinenHomy wuHruoupoBanuem MAQ. CrenoBarenbHO, NPUMEHEHHE JUHE30JIMIa HE
PEKOMEH/IOBAaHO B OTUX OOCTOATENThCTBAX, KpOME CIIy4aeB, KOTJa BO3MOXHO IPOBEICHUE
THIATEFHOTO HAOTIOEHUSI 1 MOHUTOPHUHTA MAIlMeHTa, MOIyYarollero npenapar (cM. pasaenst 4.3 u
4.4).

IToTeHIMaIbHBIC B3aMMOACHCTBHS, BLI3LIBAIONINE TTOBBIINICHUE apTEPUAILHOTO JABJICHUS

VY 3710poBBIX JOOPOBOJNBIEB C HOPMAJIBHBIM apTEPHATIBHBIM JABICHUEM JIMHE30JH] YCHIIUBAI
MOBBILIICHHE apTEpUaIbHOIO JAaBJICHMS, BBI3BAHHOE ICEBAOAGEAPUHOM M (PeHUIIponaHoJaMUHA
ruapoxyopuaoM. OTHOBpEeMEHHOE MPUMEHEHHE JUHE30JuAa JU00 ¢ TceBnoddeapuHoM, oo ¢
(eHUITPOIIaHOIAMHHOM MPUBOAMIIO K TOBBIIICHUIO CHCTOIMYECKOTO apTEpUATbHOTO JaBJICHUS B
cpeaHeM Ha 30—40 MM pT. CT. B CPaBHEHHMH C MOBBIIIEHUEM Ha 11-15 MM pT. CT. Ipy IpUMEHEHUH
TOJIBKO JMHE30/Ha, Ha 14—18 MM PT. CT. mpu NMpUMEHEHHH OO TOJIbKO TiceBao3(enprHa, Tudo
TONBKO (heHWIpomnanojaMuaa, 1 Ha 811 MM pr. cr. mpu mpumeHenuu tianebo. [lomoOHBIE
UCCJIENOBAHNS y NALUEHTOB C apTEpPUAIbLHOW TUIIEPTEH3MEW HE IPOBOAUIUCH. PeKoMEHIOBaHO
IIPOBOAMTH OCTOPOKHOE TUTPOBAHUE J103 JIEKAPCTBEHHBIX IIPENApaTOB C Ba3ONPECCOPHBIM
neiicTBUeM, BKITIoYast JohaMuHepruyecKue JeKapCTBEHHbIE MPEnapaThl, 10 TOCTUKECHHUS )KEeIaeMOro
OTBETa MPU OJHOBPEMEHHOM MPUMEHEHUH C JINHE30IHIOM.

IToTeHIIMaIbHEIE CEPOTOHMHEPTHYECKHIE B3aUMOAEHCTBUSA

[ToTennmansHOE MEXIIEKAPCTBEHHOE B3aUMO/ICUCTBUE C ACKCTPOMETOPGaHOM OBLIO HCCIET0BAHO HA
3I0pPOBBIX J100poBOMbIaX. McmpiTyemple mpuHUMaU AeKcTpomeropdad (aBe mo3el mo 20 wr,
MPUHUMAEMbIE C MHTEpPBAJIOM 4 Yaca) ¢ JUHE301IuaA0M uiau 6e3 Hero. He HaOmomanoch HUKAKUX
NIPU3HAKOB CEPOTOHMHOBOT'O CHHAPOMA (CITyTaHHOCTh CO3HAHUS, NEMPHIA, BO3OYKICHHE, TPEMOD,
MOKPACHEHUE, TMOBBIIICEHHOE MMOTOOTACICHUE U THIIEPIUPEKCHs) y 3AO0POBBIX JIHI], MOJyYaBIIUX
JUHE30JIU]] B IeKcTpoMeTopdaH.

[TocTperucTpalmoOHHOE MPUMEHEHUE TIpernapara: ObLIO MOJYYEHO OJHO COOOIIEHHE O TAIMeHTE,
KOTOPBIH UCTIBITHIBAT 3(P(EKTHI, CXOIHBIE C CEPOTOHMHOBBIM CHHAPOMOM, BO BpEMs MPUMEHEHHUSI
JUHE30/Maa U JeKcTpoMeTopdaHa, KOTOPbIE Pa3pelIIUCh MPH OTMEHE O0OWX JIEKapCTBEHHBIX

IIpenapaToB.
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ot 10.09.2025 Ne 22696

(NCCNEOOBATENEHOCTE 0002)

COOTBETCTBYET QRCHEFTHOMY QTYETY

B xoxe kIMHMYECKOTO NMPUMEHEHHS JIMHE30JIMJa C CEPOTOHUHEPTHYECKUMHU Tpenaparam, B TOM
gyucie antuaenpeccantamu, Takumu kak CUO3C, u onuonIHbIME TMpenaparaMu, cOOOMAnoch O
ClIy4asiX CEpOTOHHMHOBOrO cuHApoma. HecMoTps Ha TO, YTO COBMECTHOE INPUMEHEHHE STHUX
IpernapaToB MPOTUBONOKa3aHO (cM. paszen 4.3), BeleHHE MAlMEHTOB, Ui KOTOPBIX JIEYEHHE
JUHE30JIUIOM U CEPOTOHHHEPTHUSCKUMU TIperiapaTaMu sSBISETCs] HeOOXOIUMBIM, ONUCAHO B pa3zele
4.4.

[IprMeHEeHNE ¢ MPOAYKTAMH ITUTAHHUS, OoraTbIMH THpAMHUHOM

Hukakux 3Ha4MMBIX TMPECCOPHBIX PEAKIMNA HE HAOJII0AI0Ch Y JIWII, TOJYyYaBIIMX OJTHOBPEMEHHO
JUHE30JU] U TUpaMUH B KojudecTBe MeHee 100 mr. DTO CBHAETENHCTBYET B IMOJB3Y TOTO, YTO
HE00XO0IUMO JIUIITH U30eraTh ymoTpeOIeHust N30BITOYHOTO KOJTUYECTBA IMUIIU U HAITUTKOB C BEICOKHM
coJIepKaHuEM THUpaMUHA (HaIpUMep, CO3PEBIINMN ChIP, SKCTPAKTHI APOXOIKEH, HETUCTUIITUPOBAHHBIC
AJIKOTOJIbHBIC HAIIUTKHU U TTPOTYKTHI U3 PEPMEHTHPOBAHHBIX COEBBIX O000B, TAKME KaK COEBBIM COYC).

JlekapcTBeHHBIE IpenapaTbl, META00IU3UPYEMBIE cucTeMON 1imToxpoma P450

JIuHe3omu He MeTabOoIM3UPYETCs Ha OINpEeNeNIieMOM YPOBHE NPU YYaCTUU CUCTEMbI (DEepMEHTOB
nuroxpoma P450 (CYP), u on He HHTHOUpYeT Kakue-JIn00 u3 KIMHUYECKH 3HAUUMbIX n3opopm CYP
yenoseka (1A2, 2C9, 2C19, 2D6, 2E1, 3A4). AnanorudasiM 00pa3oM JIMHE30JIMI HE HHIYIIUPYET
uzodepmenTtsl P450 y kpoic. CiieioBaTeNbHO, HE 0KUIACTCS HATMYUS KaKUX-TH00 MHTyLIUPOBAHHBIX
CYP450 mexiiekapCTBEHHBIX B3aUMOACUCTBUN € JINHE30IMIOM.

Pudamnunmn

Bnusnue pudamnunrna Ha GpapMakKOKMHETHUKY JTMHE30JIMa U3y4ajoch y IIECTHAIIATH 3J0POBBIX
B3POCJIBIX JT0OPOBOJIBIIEB MYXCKOTO I0JIa, KOTOpbIE Moydanu jJuHezonua no 600 mr nBa pasa B
CYTKU Ha MPOTSHKEHUHU 2,5 nHeH 6e3 pudamnuiunaa u ¢ pudaMnuuuaom B go3e 600 Mr oguH pas B
cyTku B Teuenue § nueil. Pudpammnunmn camkan Crax 1 AUC nuHe3onuna B cpeaneM Ha 21 % [90 %
AN, 15, 27] u B cpeamnem Ha 32 % [90 % AU, 27, 37] cooTBEeTCTBEHHO. MexaHWU3M 3TOrO
B3aMMOJICHCTBUS U €r0 KIIMHUYECKasi 3HaUUMOCTh HEU3BECTHBI.

Bapdapun

Korna Bapdapun 100aBisiii K TEpanmuy JUHE30JHUOM B PaBHOBECHOM COCTOSHHH, UMEIO MECTO
cHmkeHne Ha 10 % cpenHero MakCHMalbHOIO 3HAYEHUs MEXKIYHApOJHOTO HOPMAIM30BAHHOTO
otHomenust (MHO) npu onHOBpeMEeHHOM npuMeHeHuH U cHibkeHue Ha 5 % AUC MHO. Mmeercs
HEIOCTaTOYHO JAaHHBIX, MOJYYCHHBIX Y MAaIlMEHTOB, KOTOpPbIE MOJIy4aau BaphapuH U JHMHE30JU],

4TOOBI OLCHUTH KIIMHUYCCKYIO 3HAYUMOCTD 3TUX PE3YJIbTATOB, CCJIN TaKOBast UMCCTCH.
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ot 10.09.2025 Ne 22696

(NCCNEOOBATENEHOCTE 0002)

COOTBETCTBYET QRCHEFTHOMY QTYETY

[Ipy ONHOBPEMEHHOM TPUMEHCHHH C  A3MPeoHaMoM W 2eHMAMUYUHOM  W3MEHEHHS
(hapMaKOKMHETHKH JIMHE30JIU/Ia HE OTMEYaoCh.

Jlune3onmuy ciaeayer ¢ OCTOPOKHOCTHIO MPUMEHATH OJTHOBPEMEHHO C OYNpeHOp@uUHOM (0mOenbHO
UU 8 KOMOUHAYUYU C HAJIOKCOHOM), TaK KaK MOBBILIAETCS PUCK PA3BUTHSI CEPOTOHMHOBOTO CUHIPOMA,
MPEICTABIISIFOIIETO MOTSHITMAIBHYIO YTPO3Y IS )KU3HU (CM. pasnen 4.4).

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JAKTALMS

bepeMeHHOCTh

HmeroTcst orpaHYeHHbIE JaHHbIE O TPUMEHEHNUHU JIMHE3011a Y OEpEeMEHHBIX KEHIIHH.
HccnenoBanus Ha )KUBOTHBIX BBISIBUIU PEIIPOIYKTUBHYIO TOKCUYHOCTH (CM. pazaen 5.3).
JluHe3omu He cilelyeT IPUHUMATh BO BpeMsi OEpEMEHHOCTH, 32 UCKIIFOYEHHUEM CITy4aeB, KOT/a 3TO
SBHO HEOOXOIMMO, TO €CThb TOJBKO €CIIM IMpearnoyiaraemasl Iojb3a OT Tepanuu JUisi MaTepu
MPEBOCXOUT MOTEHIIUAIbHBIN PUCK IS IJI0/a.

Jlakramus

JlaHHbBIe, TTOTyYEeHHBIE B MCCIEIOBAHUSAX HA JKUBOTHBIX, YKA3bIBAIOT HA TO, YTO JTUHE3OJU] U €T0
MeTabOoIUThl MOTYT MPOHUKATh B TPYJIHOE MOJIOKO, IOATOMY IpHU Ha3HAUYEHUU Ipernapara MaTepu
ClIeyeT MPEeKPaTUTh IPyIHOE BCKapMIIMBaHUE 10 U Ha MPOTSHXKEHUH BCETro MPUMEHEHUS Mpernapara.

DdepTUabHOCTD

B unccrnenoBaHusaxX Ha )KUBOTHBIX JIMHE30JIM]] BBI3bIBANI CHIDKEHHE (DepTUIBHOCTH (CM. pasnen 5.3).
4.7. BansiHMe Ha CHOCOOHOCTH YNPAaBJATHL TPAHCIOPTHBIMH CpeACTBAMHM H padoTaTh C
MeXaHM3MaMH

[Tpenapat JInHe3omua oka3plBa€T YMEPEHHOE BIMSHUE HA CIIOCOOHOCTh YIPABIATh TPAHCIOPTHBIMU
cpeacTBaMu M paboTarh ¢ MexaHu3MamH. [lallMeHTOB ciemyer MpeaynpenuTbh O BO3MOXKHOCTH
Pa3BUTHSI TOJIOBOKPYKEHUS WJIM CUMIITOMOB HapyIllIeHUs 3peHMs (Kak OMCcaHo B pa3zaenax 4.4 u 4.8).
PexomeHayeTcst BO3aepkKaTbCs OT YHPABICHHUS aBTOTPAHCHOPTHBIMM CPEACTBAMU M paldOThHI ¢
MEXaHU3MaMH B Cllydae BO3HUKHOBEHUS JIIOOOTr0 U3 3TUX CUMIITOMOB.

4.8. He:xkenaTesibHbIE peaKIUU

Pesrome npoduiis 0e3onacHocT

B Tabnuue Huxke mpeacTaBieH NepedyeHb HEXKeNaTeNbHbIX JEKapCTBEHHBIX peakluil ¢ 4acTOTON Ha
OCHOBAHMHU JAHHBIX 110 BCEM NMPUYMHHO-CIIEICTBEHHBIM CBA35IM U3 KJIMHUYECKUX HCCIIECIOBaHUI, B
KOTOpbIe ObLIO BKIItOUeHO Oosiee 6000 B3pOCIIBIX NAIIMEHTOB, MOTYYaBIINX PEKOMEHI0BAaHHBIC 103bI
JMHE30JIM/1a Ha IPOTsHKEHUH reproza 1o 28 aueit. Hanbosnee yacTo coobImaeMbpIMU peakiusaMu ObLITH

nuapes (8,9 %), TomHota (6,9 %), pota (4,3 %) u ronoBHas 6015 (4,2 %).
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COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 10.09.2025 Ne 22696

(NCCNEOOBATENEHOCTE 0002)

Haunbonee yacto cooOImaeMbIMu HEXeNaTeNbHBIMU PEAKIUSAMH, CBS3aHHBIMH C JIEKAPCTBEHHBIM
npenapaToM, KOTOpbIE MIPUBEIH K MPEKPAIICHUIO Teparuu, ObUTH ToJ0BHAs 00b, 1uapes, TOUTHOTa
n psorta. Oxois0 3 % NAalMEeHTOB NPEKPaTHWINA TEPAIUIO, TaK KaK OHU MCIBITBIBAJIN CBS3aHHYIO C
JICKapPCTBEHHBIM IPENapaToOM HEKEIATEIbHYI0 PEAKIIHIO.

JlonmoHUTENbHBIE HEXKeJaTelbHbIE pPEaKIMHU, KOTOpble OBUIM 3aperUCTPHUPOBAHBI B XOJ€
HOCTPErHCTPALIMOHHOTO TPUMEHEHHSI ITperapara, BKIIOYEHBI B TAOIUILY.

TabanyHOE pe3roMe HEXKENATENbHBIX PEAKIINI

B Tabnuiie mpencraBieHbl HEXeNAaTeNbHBIE PeakluHu Mo cucTeMHO-opranHbM Kiaccam (COK) u
gactote. YacTtoTa pa3BUTHS Ompeensercs Kak: oueHp 4acto (> 1/10), gwacto (> 1/100, o < 1/10),
Hevacto (> 1/1 000, vo < 1/100), peaxo (> 1/10 000, o < 1/1 000), ouern penko (<1/10000) u

qacToTa HEU3BCCTHA (Ha OCHOBAaHHMH UMCHOIIUXCSA JaHHBIX OICHUTH HGBOSMO}KHO)I

CucreMHO-OpraHHbie YacroTsl HexenarenbHble peakunu
KJIACChI
WNudexuynn u naBa3un Yacto KaHOUO03, KaHJIUI03 MOJIOCTH pTa,
BaruHaJIbHBIN KaH/IUJ103, rpUOKOBEIC
uH(pEKIUu
Heuacto KOJIUT, BBI3BaHHBIN IPUMEHEHUEM
AHTUOMOTHKOB (B TOM qucie
MICEBIOMEMOPAHO3HBIN KOJIUT)*, BATUHUT
Hapymenust co croponsl | Yacro TpoMOonUTONEeHU*, aneMus* |
kpoBu u JuMmparudeckoi | Hewacro MAHIUTONICHUS ™, TEeHKONeHH*, HeHTpOoneHUS,
CUCTEMBI H03MHOPHUITUS
Penxo cuaepoOiacTHas aHeMus ™
Yacrora MUeJIoCyTpeccus ™
HEU3BECTHA
Hapymenust co cropons! | Penko aHadumakcus™®
MMMYHHOU CUCTEMBI
Hapymenust merabonusma u | Hewacto TUIIOHATPUEMUS
MIATAHUS Penxo JaKTOAU03*
[Tcuxudeckue HapyIeHUS Yacto OeccoHHMITA
Hapywennss co croponsl | Hacto roJIOBHAs 60J1b, U3BpallECHUE BKycCa
HEPBHOM CUCTEMBI (MeTammMuecKuil MPUBKYC), TOJIOBOKPYKEHUE
Heuacto cynoporu®*, mnepudepuueckas HelponaTus®*,
TUIIECTE3US], TAPECTE3US
Yacrora CEPOTOHWHOBBIN CHHAPOM™*
HEN3BECTHA
Hapymenust co croponsl | Hegacto Helponarus 3PUTEIBHOTO HepBa*,
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CucreMHO-OpraHHble YacToThl HesxkenarenbHble peakunu
KJIACChI
oprasa 3peHust 3aTyMaHEeHHOE 3peHue™
Penxo nosiBIeHUE Ae(PEeKTOB Moiel 3peHus™
Yacrora HEBPUT 3pUTEIHLHOTO HEPBA™®, MOTEPS 3pEHUT™,
HEU3BECTHA U3MEHEHHUE OCTPOTHI 3pEHUA™, H3MEHEHHE
IIBETOBOT'O 3PCHUS*
Hapymennss co cropons! | Hewacto 3BOH B yIIax
oprasa ciyxa u JabupuHTa
Hapymenust co croponsl | Hewacto apuT™Mus (TaXuKapIus)
cepaua
Hapymenust co cropons! | Yacto MOBBILICHHE apTePUaIbHOTO JaBICHUS
COCYJI0B Heyacto TpPaH3UTOpHAs HIEMUYecKas araka, ¢ieOur,
TpomMbodeduT
KenymouHo-KuIIeYHbIC Yacro Juapest, TOITHOTA, PBOTA, JJOKAIM30BaHHAS HITH
HapyIICHUS reHepain3oBaHHas 00Jib B 00JIACTH KUBOTA,
BKJIIOYasi CIa3Mbl B )KUBOTE, 3a110p, TUCHIETICHS
Heuacro Cla3Mbl B JKMBOTE ', MAaHKPEATHT, TacTPUT,
B3/IyTHE JKHUBOTA, CYXOCTh BO PTy, TJIOCCHT,
KUAKUN CTYJ, CTOMAaTUT, U3MEHEHHE OKPACKU
WJIM HApPYUICHHS COCTOSIHUS SI3bIKA
Penxo MOBEPXHOCTHOE U3MEHEHHE 1[BETa 3yOOB
Hapymenust co cropons! | Yacto OTKJIOHEHUS OT HOPMBI OMOXMMHYECKUX
[EYEHH M KETUEBBIBOISAIINX nokasarene  (yHKIUOHAJIbHBIX  TECTOB
nyTeii MICYCHU, MOBBILIICHHE YPOBHS
aJlaHMHAMUHOTpaHcepasbl (AJIT),
acmapraTaMUHOTpaHCc(epasbl (ACT),
nesiouHon gocdartasznl (11ID)
Hewacro MOBBIIIICHHE KOHIIEHTPAaIUN o011ero
OmnupyOrHa
Hapymenust co croponsl | Hacto 3y, ChIIb
KOKM Y ITOJKOKHBIX TKaHel | Heuacrto OyJUIC3HBIE TOPAKECHHS KOXH, TSDKEIbIC
KOXXHBIC HEeKeNaTelbHbIC peaxiuu,
AQHTMOHEBPOTUYECKUN  OTEK, KpaluBHUIIA,
OyJUIe3HBIN JEpMaTHuT, JIepMaTHT,
MOBBILICHHASI TIOTJIMBOCTh
Penxo TOKCUYECKUN  AIUJAECPMaJIbHBIN HerOJII/IB#,
CHHIPOM Crusenca-J[xoHcoHa",
JUIEPrUYECKUA BaCKYJUT
Yacrota aJonenus
HEU3BECTHA
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COOTBETCTBYET QKCNEPTHOMY OTYETY
at 10.09. 2025 Ne 22696
(NOCNEOOBATENBHOCTE 0002)
CucreMHO-OpraHHble YacToThl HesxkenarenbHble peakunu
KJIacChl

Hapymennst co croponsl | Penko pabaomMuoauz*

MBIIICYHOH, CKEJICTHOH |

COCTUHUTEILHON TKaHU

Hapymienust co croponsl | YacTto MOBBIIICHHE YPOBHS a30Ta MOYECBUHBI B KPOBU

MOYeK W MOYEBBIBOJSIINX (AMK)

yTen

Heuacto Mo4yeyHass HEJIOCTaTOYHOCTb,  IOBBIIICHUE

KOHIICHTpAIlUX KPEaTUHUHA, TTOTHYPHS

Hapymennst co croponsl | Hewacto MOPAKEHUE BIIaraJIMINA U BYJIbBbI

PENPOYKTUBHOW CHUCTEMBI U

MOJIOYHBIX YKeJIe3

Oo6mue HapyIlIECHUS u | Yacto JTUXOPAJIKa, JTOKATU30BaHHAs 00T

peaKimil B MECTC BBCACHUA | Hoygerg 03HO0, yTOMIISIEMOCTh, ©OONb B  MeECTe
WHBEKINH, YCUJICHHAS KaXK1a

Jlaboparopubie u | Yacro buoxumuyeckue mokazaTenau: IOBBIIICHUE

MHCTPYMEHTAJIbHbIE JaHHbIE aKTUBHOCTH Jlaktaraeruaporenassr  (JIIAD),
KpEaTHUHKWUHA3bI, JIMMA3bl, aMIIa3bl WA
TJTFOKO3bI HE HaTOIIAK, TTOHMKEHHUE
aKTHBHOCTH o0miero ©Oenka, anp0ymuHa,
HATpUS WM KajbIUs, TOBBIIICHUE WIH
MTOHIKCHHUE AKTUBHOCTH KaJus WITH
OukapOoHaTa.
OO0umii aHaIN3 KPOBH: MOBBIIICHUE
KOJINYECTBA HEUTPO(DUIIOB MU 303UHO(DUIIOB,
CHIDKEHHE TeMOTJ00MHa, TEeMaTOKpPUTA WIH
KOJIMYECTBA APUTPOLUTOB, MOBBIIMICHUE WIH
MOHWXEHUE KOJMYECTBA TPOMOOITUTOB WK
JICHKOIIMTOB.

Heuacro buoxuMuyeckre MoKa3aTenu: IOBBIIICHHUE

AKTUBHOCTH HATPUS WIN KaIbIUs, TOHWKCHHE
aKTUBHOCTH TJTFOKO3bI HE HAaTOIIAK,
TOBBIIIICEHUE WM TIOHWKEHHUE aKTUBHOCTH
XJIOPHUIOB.
OO0uuii aHaIm3 KPOBH: ITOBBIIICHHEC
KOJMYECTBA  PETHUKYJIOIUTOB, TOHM)KCHHE
KOJIMYECTBA HEUTPOPHIIOB.

* Cwm. paznen 4.4.
** Cwm. paznensl 4.3 u 4.5.

# YacTtoTa pasBuTHs HEXeNATENbHBIX JIeKapCTBEHHBIX peakiuil (HJIP) paccuuThiBaeTCs 110 MPUHIMITY NpaBuia 3-X.

T CMm. HIXeE.

# HesxenaTenbHbIC PEaKIUH «CTA3MBI B KHBOTE» ONPEACIAIOTCS Mo Kiaccupukarmmu MedDRA Kak TepMUH HHKHETO

YPOBHSI, @ HE IPEATIOYTUTEIHHBIN TEPMHUH.
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ot 10.09.2025 Ne 22696

(NCCNEOOBATENEHOCTE 0002)

COOTBETCTBYET QRCHEFTHOMY QTYETY

Onucanue OTJICILHBIX HEXKEIATCIbHBIX PEaKIIUi

Crenyromue HeXeIaTelbHbIe peakiui Py MPUMEHEHHH JINHE30JI1/1a B PEAKUX CIy4asiX OTHOCHIIUCH
K KaTeropuH Cepbe3HBIX: JIOKAIN30BaHHAs 00Jb B O0JACTH JKUBOTA, TPAH3UTOPHAS HIIEMHYECKas
aTaka, apTepuagbHasi TUIIEPTEH3USI.
"B KOHTPOJMPYEMBIX KIMHUYECKUX UCCIICIOBAHUSIX, B KOTOPHIX JTHHE30IU ] MPUMEHSIICS MAKCUMYM
28 nHel, ToNbKO y 2 % IanueHToB pa3BuBajach aneMus. [Ipu npuMeHeHu He3aperucTpupOBaHHOTO
mpernapata B paMKaxX IpPOrpaMM paHHEro JAOCTyna JUisl MAalMeHTOB C KU3HEYTPOXKAIOIIMMHU
uHpexkuusmMu y 2,5 % (33/1326) nauneHToB, KOTOphIE OMydaiu JuHe30au ] < 28 qHei, pa3BuBaiach
aHeMHs, B TO BpeMs Kak NMpH NPUMEHEHHHU JHHE301HJa Oonblie 28 nHel, aHeMusl pa3BUBaJach y
12,3 % (53/430) marueHToB.
CooTHoIIeHHE ClTyyaeB pa3BUTHs aHEMUH, TpeOyIoIlel nepenuBanusi KpoBH, cocTaBuio 9 % cpenu
NalMeHToB, Noiay4yaBmux juHesonun < 28 nueit (3/33), u 15 % (8/53) B Tex ciyuasx, koraa
JMHE30JIU]] IPUMEHSIN OoJiee 28 1HeH.

eTu
JlanHble 1Mo 0€30MacHOCTH, TONYYEHHbIE B KIMHUYECKUX MCCIEAOBAHUAX C ydacTueM Oolee
500 marMeHToB JETCKOro BoO3pacTta (C pokaeHWs 10 17 JeT), He YKa3bIBalOT, 4TO MPOQHIIb
0€30MaCHOCTH JIMHE30JIUAA Ui AeTell OTiIndaeTcst OT npoduiist 6€30MacHOCTH ISt B3POCIBIX.

COOGH.IGHI/IG 0 TOA03PEBACMBIX HEXKCIATCIbHBIX PCAKIINAX

BaxxHo coo01maTe 0 MoJI03pEeBAEMBIX HEXKENATENbHBIX PEaKIHIX MOCIe PErHCcTpaIfy Ipernapara ¢
1eNbl0 00ecreueHns HEMPEPHIBHOIO MOHUTOPHHTA COOTHOILIEHUS «I10J1b3a — PUCK» JIEKAPCTBEHHOTO
npenapara. MeIUIMHCKAM pPaOOTHHKAM PEKOMEHIYETCS COOOIaTh O JIFOOBIX IOJI03PEBACMBIX
HEXKENaTeNIbHBIX PEaKIHsIX JICKAPCTBEHHOTO IperapaTa 4yepe3 HaIlMOHAIbHBIE CHCTEMbI COOOIICHUS
0 HEXEJIaTeIbHBIX PEaKIUIX TOCYIapCTB — WICHOB EBpa3uiickoro 3KOHOMHUYECKOTO COr03a:
Poccuiickas @enepanus

denepanbHas ciyx0a 1Mo Haa30py B chepe 31paBoOXpaHEHUS

Anpec: 109012, r. Mocksa, CiiaBsiHCKasl miiomiaip, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

DnekTpoHHas nmovra: pharm@roszdravnadzor.gov.ru

Caiit B mHGOPMAIIMOHHO-TEIICKOMMYHHUKAIIMOHHOM ceTH «MHTepHeT»: www.roszdravnadzor.gov.ru
4.9. Ilepeno3npoBka

CHUMOTOMBI
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COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 10.09.2025 Ne 22696

(NCCNEOOBATENEHOCTE 0002)

O caywasx mepedo3WpOBKH JIMHE30IHAa He coolOmanock. OIHAKO TMpeAcTaBlIcHHAs HUXKE
uH(pOpMAIIKI MOKET OKa3aThCs TOJIE3HOM.

[Ipu3HakaMyu TOKCHYHOCTH y KpbIC mocie monydeHus 03 3000 Mr/Kr/CyTku JauHe3oiauaa ObLId
CHI)KCHHME aKTHBHOCTM U aTakcus, Torja Kak co0aku, I@OJlydyaBIIME IIpernapar B J03€
2000 MT/KT/CyTKH, UCTIBITBIBAIIA PBOTY H TPEMOD.

Jleuenue

Cnernuduyeckuii aHTHIOT HEM3BECTEH.

PexkoMenayercsi mojaep:kuBaroliee JedyeHue (B TOM 4duciae HeoOXOIUMO MOAJEPKUBATH CKOPOCTh
kiy0oukoBoi punsTpanun). [pubmsurensno 30 % 10361 THHE30IH/1a BEIBOJIUTCS B TCUSHHUE 3 4aCOB
reMOJIMaIU30M, OJIHAKO HE HMEETCS HUKAKUX JOCTYIMHBIX JAHHBIX OTHOCHTEIIBHO YCKOPEHUSs
BBIBE/ICHUS JIMHE30JIMJa IMpH TMEePUTOHEATbHOM Auanu3e win remonepdysuu. JlBa MepBUUHBIX

MeTaboIuTa JIMHE30JIMJa TaKXKC YAAIA0TCA B HGKOTOpOI\/'I CTCIICHU IIPU NPOBCACHUH I'EMOAAIN3A.

5. PAPMAKOJIOTHYECKHUE CBOMCTBA

5.1. ®apmakoauHaMH4YeCKHe CBOMCTBA

®apMakoTepaneBTUYECKas IpyIna: aHTHOAKTepHalbHbIE CPEICTBA CUCTEMHOTO ICHCTBUS; Apyrue
aHTHOaKTepUaIbHBIE CPEICTBA

Kon ATX: JO1XXO08

Mexannsm geiicTBus

JluHe3onuy, CUHTETUYECKUN aHTUOAKTEpHANbHBIA Mpenapar, OTHOCUTCA K HOBOMY Kiaccy
MPOTUBOMHUKPOOHBIX CPENICTB, OKCA30JUAMHOHAM, AKTUBHBIX in Vifro B OTHOUICHHH a’pOOHBIX
IPaMIOJIOKHUTEIbHBIX OaKTepHii W aHa’dpOOHBIX MHKPOOPTaHU3MOB. JIMHE30JUJ CEIEeKTUBHO
UHTUOMpYeT cuHTe3 Oesika B OAKTEpUsSX MOCPEICTBOM YHHUKAIHHOI'O MEXaHU3Ma JIEHCTBHS. 3a cyeT
CBSA3BIBAHUA C OakTepualbHBIMU puOocoMamu (23S u3 cyOobenununbl 50S) OH mpegoTBpamaeTt
obOpaszoBaHue (PYHKIIMOHAIIBHOTO WHUIMUPYIOMIETO KoMmIuiekca 70S, KOTOPBIM SBISETCS Ba)KHBIM
KOMIIOHEHTOM TIpoIlecca TPAHCISIUY PU CHHTE3e OenKa.

Ilorpannunble 3HAYECHUS

[TorpannuHble 3HaYEHUsS MUHHUMaIbHOW MHTrHOMpyromed xoHreHTpanuu (MUK), ycraHnoBieHHbIE
EBponelickuM  KOMHMTETOM IO  ONPEAEICHHI0 YYBCTBUTEIBHOCTH  MHUKPOOPraHM3MOB K
anTubakTepuanbHbiM npenapataM (European Committee on Antimicrobial Susceptibility Testing —
EUCAST) nans craduaoOKOKKOB M 3HTEPOKOKKOB, CIEAYIOLIHE: YYBCTBUTENbHBIE < 4 MI/I H

pe3ucteHTHble > 4 mr/a. [{nst cTpenToKOKKOB (BKIiIOuas S. pneumoniae) MOTpaHUYHbIE 3HAUYEHUS
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COCTaBJIAIOT < 2 MI/N I YyBCTBUTENIBHBIX M > 4 MI/I JUIsl PEe3UCTEHTHBIX MUKPOOPTaHU3MOB.
[orpannyunsie 3Hauenust MUK, He cBs3aHHbIE C KOHKPETHBIM BUOM MHKPOOPTaHU3MOB, COCTABIISIIOT
< 2 MI/11 U1 9yBCTBUTENIBHBIX U > 4 MI/J1 7151 Pe3UCTEHTHBIX. [lorpaHndHbIC 3HAUCHHS, HE CBSI3aHHBIC
C KOHKPETHBIM BUOM MHKPOOPTaHU3MOB, ONPEACISIINCH IPEUMYIIIECTBCHHO HA OCHOBAHUH JAHHBIX
dapmakoxuneruku/papmakogunamMukn  (OK/®J]) u He 3aBucat ot pacnpeneneHuii MUK
KOHKPETHBIX BHJI0B. OHU MOJIEKAT UCIIOIB30BAHUIO TOJIBKO JJIi MUKPOOPTaHU3MOB, KOTOPBIM He
OBUTH TIPUCBOCHBI CrIe(pHUYECKe TOTPaHUYHbIC 3HAYECHHUS, HO HE ISl TeX BHUJIOB, /Ul KOTOPBIX HE
PEKOMEHJOBAHO MPOBEACHUE TECTUPOBAHUS JUIS ONPEACTICHUS YyBCTBUTEIBHOCTH.

YyBCTBUTENbHOCTD

PacnpocTpaneHHOCTh MPHOOPETECHHON PE3UCTEHTHOCTH MOKET BapbHPOBATHCS B 3aBHCUMOCTH OT
reorpapuuecKoro peruoHa U BO BPEMEHH, U JKEJIaTeIbHO UMETh B PAcIOpsKEHUU MH(GOPMAIUIO O
pPErMoHANbHBIX OCOOEHHOCTAX M30PAaHHBIX BHJOB MHKPOOPTaHM3MOB, B YAaCTHOCTH, MPH JICUEHUU
TsoKenbIX uHpekuuil. [Ipu HeoOXoauMocTH cienyeT NOJIYYHTh 3aKIIOYEHHE SKCIepTa, €ciH
PacpoCTPaHEHHOCTh PE3UCTEHTHBIX BUAOB B PETHOHE CTABUT 110/ BOIIPOC MPUMEHUMOCTh CPEACTBA

AJI JICUCHUA KaK MUHUMYM HEKOTOPBIX BUIOB HH(l)eKL[PII;'I.

JInHe30M 1 akKTUBEH 1 Vitro U in vivo

I'pamnonoscumenvuvie aspodul

Enterococcus faecium (BKiIt04asi IITaMMbl, PE3UCTEHTHbIE K BAHKOMUIIMHY )
Staphylococcus aureus (BKII04ast METHLUUIMHPE3UCTEHTHBIC IITAMMBI)
Streptococcus agalactiae

Streptococcus pneumoniae (BKJI0Yasi MOJUPEIUCTEHTHHIE IITAMMBI)

Streptococcus pyogenes

I'pamnonoxcumenvrvle aspoowl

Enterococcus faecalis (Bko4as TaMMbl, pe3UCTEHTHBIE K BAHKOMULIMHY )
Enterococcus faecium (ITaMMbl, 9yBCTBUTEIbHBIC K BAHKOMUITIHY )
Staphylococcus epidermidis (BKIIt09asi METHITUUTMHPE3UCTCHTHBIC IIITAMMBI )
Staphylococcus haemolyticus

Streptococcus spp. rpynnsl Viridans

I'pamompuyamenvrvle aspobb

Pasteurella multocida
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COOTBETCTBYET QRCHEFTHOMY QTYETY

Pe3ucreHTHBIEC K TMHE30JIM Y MUKPOOPTraHU3MBI

Haemophilus influenzae
Moraxella catarrhalis
Neisseria spp.
Enterobacteriaceae spp.

Pseudomonas spp.

Pe3ncTeHTHOCTD

Ilepexpecmuas pe3ucmeHmHocms

MexaHu3M JeHCTBUS JMHE30JHa OTIMYACTCS OT MEXaHW3MOB JCHCTBHS HPOTHBOMHKPOOHBIX
npernaparoB JAPYruX KiaccoB. VccnemoBaHus in Vitro ¢ KIMHUYECKHMMHU H30JISATaMHU (BKIIOYAs
METUIHJUTMH-PE3UCTCHTHBIE CTA(HIOKOKKH, BAaHKOMHIIMH-PE3HCTCHTHBIC JHTEPOKOKKH, a TaKKe
NEHUIWUINH- U 3PUTPOMHUINH-PE3UCTEHTHBIE CTPENTOKOKKH) YKa3bIBAIOT HA TO, YTO JIMHE3OJH
OOBIYHO AaKTHUBEH B OTHOIICHHMH MHKPOOPTaHMU3MOB, KOTOPBIE PE3HCTEHTHBI K OJHOMY HIIH
HECKOJIbKAM JIPYyTUM KJaccaM aHTUMHKpPOOHBIX IIpernaparoB. Pe3HCTEHTHOCTh K JIMHE3OJUIY
accollMMpOBaHa ¢ ToueuHol myrarueit 23S pubocomansuoit PHK.

Kak ommcaHo mnpu mpUMEHEHHMH JAPYTMX aHTHOMOTHKOB, HPUMEHSAEMBIX Y TAlMEHTOB C
TPYIXHOU3ICYMMBIMU HHOEKIMSAMHA U (WJIN) Ha TPOTSHKEHUH OoJiee IIUTENBHBIX IEPHOJIOB BPEMEHH,
IpY IPUMEHEHUH JINHE30/IMa Ha0JII01aJI0Ch BHE3AITHO BO3HUKAIOIIEE CHIDKCHHE YyBCTBUTEIBHOCTH
BO30yauTenel k mpenapary. CoolIianocs 0 pe3suCTEeHTHOCTH SHTEPOKOKKOB, Staphylococcus aureus
¥ KOaryJia300TpHIATEIbHBIX CTa(UIOKOKKOB K JIMHEe30may. OHa 0ObIYHO ObLiIa acCOIMUPOBAaHA C
OoJiee AUTENEHBIMHI KypCaMH TEpaIuy U HATNYHAEM IPOTE3HBIX MAaTEPHAJIOB MIH HEAPCHUPOBAHHBIX
abcmeccos. IIpu oOHapyXeHNM PE3NCTEHTHHIX K aHTHOMOTHKAM MHKPOOPTaHW3MOB B CTaI[OHApe
Ba)KHO YCHIIUTh MEpPbl NH(PEKIIMOHHOTO KOHTPOJISL.

Muadopmanms 3 KIMHUYECKUX UCCIIEA0BAHUN

HccnenoBaHust ¢ y4acTHEM MAalMEHTOB JIETCKOTO BO3pacTa:

B otkpeiTom uccrnenoBanuu 3pdekTuBHOCTh JHE30auaa (10 Mr/Kr kakaple 8 4) CpaBHUBAIU C
s dexktuBHOCTRI0O BaHKoMmuIMHA (10-15 wMr/kr kxaxaple 624 49) mnpu JedeHUH WHQPEKIUH,
00YCIIOBJICHHBIX TI0JI03PEBAEMBIMU WJIH TIOITBEPIKICHHBIMU PE3UCTEHTHBIMU TPAMITOIOKUTEIILHEIMU
natoreHamMu (BKJIFOYash BHYTPHOOJBHUYHYIO ITHEBMOHHIO, OCIIO)KHEHHBIE HWH(EKIMH KOXH |
TIOJTKO’KHOW KJIETYATKH, KaTETEP-aCCOIMMPOBAHHYIO OAKTEPUEMHIO, OAKTEPHEMHIO HEH3BECTHOTO

NPOMCXOXKACHUS U ApyrHe WHQPEKIuHN) y netei ¢ poxaeHust u 1o 11 ner. YacToThl KIMHUYECKOTO
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U3JICUCHHS B TPUTOJHOM IS KIIMHUYECKOM OLIEHKH MOomyJsiiuu cocTaBisuit 89,3 % (134/150) u
84,5 % (60/71) nusa nuHE30aUIa ¥ BAHKOMHUIIMHA COOTBETCTBEHHO (95 % JI1: —4.9; 14,6).

5.2. ®DapmakoKHMHeTHYECKHE CBOMCTBA

[Ipenapar JIuHe30omH NPEUMYIICCTBEHHO COACPKHUT (S)-JIMHE30JIU, KOTOPHIA OHWOJOTHYECKU
AKTHUBEH U MeTaboIM3upyeTcs ¢ 00pa30BaHNEM HEAKTHBHBIX MPOU3BOIHBIX.

AOGcopbuus

Jlunezonuz ObICTPO U B OOJBIIMX KOJIMYECTBAX BCACBIBACTCA MOCIIE TIPUEMa BHYTPb.

MaxkcuManbHasi KOHLEHTpalusl B IJJa3Me JIOCTUraeTcsi B Te€UYEHHWE 2 4YacoB IOCNE MpUeMa 03Bl
npernapata. AOCOMIOTHAs OWOAOCTYIMHOCTh JIMHE30JHMIAa TpU TpHEME BHYTPh (NEpopambHOE
NPUMEHEHHE W BHYTPHUBCHHOE BBEICHHE B IMEPEKPECTHOM HCCIEIOBAHUU) SIBISETCS IOTHOM
(mpubmusurensHo 100 %). IIuma He3HAYMTENbHO BJMSET Ha BCAachblBAHME, a BCACBIBAHUE MPU
NPUMEHEHUN CYCHEH3UHU sl IpUeMa BHYTPh TaKoe e, KaK U MpHU MpHeMe TaOJeTOK, MOKPBITHIX
TUICHOYHON 00004KOi. Cmax M CpefHsisi MUHUMalbHas KoHueHTpamus Cmin (cpemnee u [SD])
JUHE30JIM/a B TJIa3ME KPOBU B PABHOBECHOM COCTOSTHUU TIOCJIC B/B BBEJICHUS ABAXK/BI B IEHB B JI03€
600 mr paBusutuch 15,1 [2,5] mr/a u 3,68 [2,68] Mr/i1, COOTBETCTBEHHO.

Eme B ogHOM HcCciienoBaHUMM TOCHE MEepopaibHOTO mpueMa a03bl 600 Mr ABa pasa B CyTKH 10
JOCTH>KEHHS] PABHOBECHOT'O COCTOSIHUS ONPeesiiii Cmax U Cmin, ¥ MX 3HaueHus1 coctabmin 21,2 [5,8]
mMr/n u 6,15 [2,94] mr/n cooTBercTBeHHO. PaBHOBeCHas KOHIIEHTpALUs JUHE30JHMJAa B KPOBH
JIOCTUTANIACh Ha 2 JICHb BBEJICHUS MperapaTa.

Pacnopenenenue

OO0beM pacnpesieneHus JIMHE30JIMAa IPU JOCTHKEHUHM PABHOBECHOM KOHIEHTpALMU Yy 370POBOTO
B3pOCJIOTO YeIoBeKa cocTaBisieT B cpenHeM 40—50 11, 4TO MpuUMEpHO paBHO OOIIEMY COJECpPKAHUIO
BOJBI B opranu3Mme. CBs3piBaHHE ¢ Oeikamu IjiasMbl KpoBH coctaBisieT 31 % u He 3aBHCHUT OT
KOHILIEHTPALUH JIMHE30IU/Ia.

KoHueHTpanus nuHe301Maa ONpeiessulach B Pa3IMUYHBIX KHUJIKOCTAX y OTrPAHUYEHHOIO 4YHCIA
JNOOpOBOJIBIIEB B MCCIEOBAHUSAX TIOCIE€ MHOTOKpaTHOro mnpuema mnpenapata. CoOOTHOIIEHUE
JUHE30JUJa B CIIOHE W IOTE€ OTHOCUTENBHO IIa3Mbl KpoBu coctaBisio 1,2:1,0 u 0,55:1,0
cOOTBETCTBEHHO. COOTHOIIEHUE /IS )KUKOCTHU SMUTENUATBHON BBICTHIIKU U JIbBEOJIIPHBIX KIIETOK
nerkux cocraBmsuio 4,5:1,0 m 0,15: 1,0 11 Crax IpU U3MEPEHUM B PABHOBECHOM COCTOSHUU
COOTBETCTBEHHO. B HEOONBIIOM HCCIIEIOBAaHUHM Yy TMAllMEHTOB C BEHTPHKYJIONEPUTOHEATHHBIMU

MyHTaMl W NOPCUMYIICCTBCHHO HCBOCHAJICHHBIMH MO3TI'OBBIMHA 000JI0YKaMH COOTHOILICHHE
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JIUHEe30JuAa B cuHHOMO3roBoi xuakoctu (CMIK) u mazme kpoBu npu Cmax coctasisuio 0,7 : 1,0
MOCJIe MHOTOKPATHOTO MpUeMa JINHE30JIH/IA.

Buorpancdhopmarims

Jlunezonua MeTabONIU3UPYyETCS MPEUMYIIECTBEHHO MMYyTEM OKUCICHHUS MOP(POIUHOBOTO KOJIbIIA, YTO
IPUBOJINT, B OCHOBHOM, K 00Pa30BaHUIO JIBYX HEAKTHBHBIX MPOU3BOJHBIX KapOOHOBON KHCIIOTHI C
Pa30MKHYTBIM KOJIBIIOM: MeTab0IMTa aMUHOATOKCHYKCycHOU KUCIOTh (PNU-142300) u metabonuTa
ruapokcrdTIirIHMIIHA (PNU-142586). Metabonut ruapokcudtunrmnuaa (PNU-142586) ssisiercst
npeo0IagarouM MeTa00JIMTOM Y 4YeJIOBEKa, W II0JIaraloT, 4To OH o0pa3yeTcss B pe3yJbTare
He(epMEHTATUBHOTO Ipoliecca. MeTaboIuT aMHHOATOKCHYKCYCHOM KucioTsl (PNU-142300) menee
pacnipocTpaHeHHbIH. OnMUCcaHbl ApyTie MEHee 3HaUMMble HEAKTUBHbIE METa0OTUTHI.

OJIMMUHALNAL

Jlune3onu y MaliueHToB C HOpMAJIbHOW (DYHKIIUEH TTOUEK U MPU MOYEYHOU HEAOCTATOYHOCTH JIETKON
U CpelHEH CTeNmeHH BBIBOAUTCS IOYKaMH B BUjAe TuapokcudTWiarmmuuHa (40 %),
aMUHOITOKCHUYKCycHOM kucnoTel (10 %) u B HemsmeHenHoM Buzae (30-35 %). Kumeunnkom
BBIBOJIUTCS B BUJE TUAPOKCUATHITINLMHA (6 %) 1 aMUHOITOKCUYKCYCHOI KUCIOTHI (3 %).

B HensMeHeHHOM BU/I€ JTMHE30IU MPAKTUUECKH HE BHIBOJUTCS KUIICYHUKOM.

[Iepuon nonyBbIBEICHUS JIMHE30JIM1A B CPEAHEM COCTABIIAET 5—7 4.

Buenoweunslil kimpeHc cocTaBisieT okoio 65 % knupeHca yinHe3onuaa. C yBEIMYEHUEM J103bI
JMHE30JIMa OTMEYaeTcsi HeOobIIas CTeNeHb HEMMMHEHHOCTH KIMPEHCA. JTO MOXKET OOBICHATHCA
CHI)KCHMEM ITOYE€YHOIO0 M BHEMOYEYHOIro KIMpPEHCa MpU BBICOKOM A03e JuHe3onuaa. OmgHako
pa3nuuMsl KIMPeHca HEBEJIMKY U HE BIUSAIOT Ha KaXKYLIUIICS Mepuo.T OTyBbIBEICHUS.

Oco0ble rpyInel NALKUEHTOB

Tloueunas nedocmamounocmo

ITocne omgHokparHoro mnpuema 600 Mr mnpemapara TMalMEHTaMH C TSDKEJIOM TMOYEHYHOM
HEJOCTAaTOYHOCThIO (KJIMpeHC KpearnHuHa < 30 MJI/MUH) KOHIIEHTpAlUs ABYX €ro OCHOBHBIX
MeTabouTOB Bo3pactana B 7—8 pa3. OmHAKO yBETWYCHHs TUIOIIATHN TO0J] KPUBOM «KOHIICHTpAIHUS-
BpEMsI» UCXOTHOTO IIperapara He Ha0mroganochk. HecMoTpst Ha TO, 9TO MTPH T€MOANATTN3E BHIBOAMIOCH
HEKOTOPOE KOJIMYECTBO OCHOBHBIX METAa0OIMTOB, UX KOHIEHTpAIUs B IIa3Me KPOBH IOCIIE IpruemMa
600 Mr nMHE30JIMJa W TPOBEACHUS MPOUEAYPhl IUaNN3a y MAIMEHTOB C TSKEJIOW MOYEHYHOM
HEJOCTATOYHOCTBIO OCTaBajach CYIIECTBEHHO BBIIIE KOHIEHTpPAlMd B KPOBU Yy MAIMEHTOB C
HOpMaJIbHOW (YHKIMEW MOYeK, MOYEYHOW HEIOCTaTOYHOCTBIO JIETKOW WM CpelHEil CTeneHH

TAXKECTH.
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VY 24 manueHTOB C TSDKENOM MOYeUHOW HEeIO0CTaTOYHOCTHIO, 21 M3 KOTOPHIX OBLI Ha PETyJISpPHOM
reMOJualIi3e, MUKOBBIC KOHIICHTPAIMM B IUTa3Me€ KPOBH JBYX OCHOBHBIX METAa0OJIUTOB TOCTE
HECKOJIbKUX JHEW MpHUMEHEeHus mpenapara Obuin mpumepHo B 10 pa3 Beille, YeM Te, KOTOpBIE
HaAOJI0IATMCh Y MallMEeHTOB C HOpMalibHOM (yHKIMel nmouek. Ha mukoBble YpOBHM JIMHE30JM1A B
1J1a3Me KPOBU BIIMSIHUE HE OKAa3bIBAIOCH.
Knnandeckas 3Ha4MMOCTh ATUX HaOJIOICHU He ObUIa yCTaHOBJICHA, TaK KaK B HACTOSIIEE BPEMs
JIOCTYITHBI OTPAaHUYCHHBIC TAHHBIE TI0 0€3011acHOCTH (CM. pasnensl 4.2 u 4.4).
Ileuenounas nedoocmamournocmo
NmeroTcst orpaHMYeHHbBIE JAHHBIE O TOM, YTO Y HAIIMEHTOB C IEYEHOYHON HEJJOCTATOYHOCTBIO JIETKOU
U cpeiHel creneHu TspkecTu (kimaccel A u B mo xiaccudukanuu Yaina-I1e0) papMakokuHeTHKA
JMHE30JIU/a U IBYX €r0 OCHOBHBIX META0O0IUTOB HE U3MEHSIETCS.
dapMaKOKMHETHKA JIMHE30JIM/a Y TTAIUEHTOB C TSKEJIOW MEYSHOYHOM HEeA0CTaTOYHOCThIO (Kiace C
no knaccupukanmu Yaiina-I1e10) He uzydanack. OIHAKO, TOCKOIBKY JIMHE30JIU] META00IH3UPYETCS
He()EPMEHTHBIM ITyTEM, TO HE 0XKHUIAETCS 3HAUUMOTO HAPYIIIEHUS €r0 MeTa00IM3Ma IIPH TIEUEHOYHOM
HEJI0CTaTOYHOCTH (CM. pa3aensl 4.2 u 4.4).
Jluya noswcunozo ospacma
VY MOXWUIIBIX MAlMEHTOB B Bo3pacTe 65 JeT u crapiie papMakOKHHETHKA JIMHE30JIH/1a CYIIIECTBEHHO
HE U3MEHSETCS.
Tlayuenmul dcenckozo noaa
VY KeHIIMH 00beM pacipe/ielieHUs IpernapaTra HECKOJIbKO HUXKE, UeM Y MYKUMH; y HUX Takke Ha 20 %
CHI)KEH CpeIHHI KIMpPEHC MpHU pacuere Ha Maccy Tena. KoHleHTpanus mpemnapara B 1mjia3mMe KpoBU
JKEHIIUH BBIIIE, YEM Y MY KUHH, YTO MOXKET OTUACTU OOBSICHATHCS PA3MUIUSIMU Macchl Tena. OIHaKo,
MOCKOJIBKY MEPUO/ OJIYBBIBEACHUS JIMHE30JIU/Ia Y MYKUMH U KCHILIUH CYILIECTBEHHO HE OTJIMYAETCS,
HET MOBO/Ia O’KUJATh IMOBBIILIEHUS! KOHIICHTPAIMH [TpernapaTa B KpOBHU >KEHIIUH BbIIIE IEPEHOCUMOTO
3HAYEHUS, TaK YTO KOPPEKIIMH 03Bl HE TpeOyeTcsl.

eTu
Y noapoctkoB (12—17 ner) hapmakoknHETHKA TUHE30IU A, TPUHATOTO B 03¢ 600 MT, HE OTIMYAaIach
oT (dapMaKOKHMHETHKHA Yy B3pPOCHBIX. TakuMm o00pa3oMm, mpu HazHadyeHUH moapocTkam 600 mr
JAUHe30/uaa Kaxzable 12 4 KOHIEHTpalus MpernapaTa OyIeT Takoil ke, Kak y B3pOCHBIX IPHU

Ha3HA4Y€HUU TOU JKE NO3bI.
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VY nereii B Bo3pacte oT 1 Henenu 10 12 et npuMeHeHHe JUHe30uaa B 103¢ 10 MI/KT eXeqHEBHO
KaXK/]IbI€ 8 4aCOB MO3BOJISET JOCTHYb TOM 7K€ HKCIIO3UIINH, YTO U Y B3pOCIBIX TpH ipuMeHeHuu 600 mr
JMHE30/IMJa 1Ba pa3a B JICHb.

Y HOBOPOXKJIEHHBIX B BO3pacTe 10 1 HeJenu CUCTEMHBIN KIIMPEHC JIMHE30IMa ObICTPO HApacTaeT B
TEUYEHHUE TIepBOM HEJeN KHU3HH (M3 pacueTa Ha KI Macchl Tena). Takum o6pa3oM, HOBOPOXK/ICHHBIE,
KOTOpbIe nonyyanu 10 Mr/kr kaxzisle § 4acoB eXeIHEeBHO, OyIyT UMETh HauOOJbIIYI0 CUCTEMHYIO
9KCHO3MILHMIO B MEPBBIM JeHb mocie poxkaeHus. OgHako M30BITOYHOIO HAKOIJIEHHs Ipenapara B
NEPBYIO HEJEIIO )KU3HHU NPU TaKOM cXeMe Ha3HAa4eHUs BCE PABHO HE NMPOU30MIET B CBA3U C OBICTPHIM
YBEITMYEHUEM KIIMPEHCA.

VY manueHToB AETCKOTO BO3pacTa C BEHTPUKYJIONEPUTOHEATbHBIMH IIYHTaMHU, KOTOpPbIE MOTyYaIH
auHe3onua B Ao3e 10 Mmr/kr nmm6o kaxkaple 12 yacoB, au0O0 Kaxkable 8 4YacoB, HaOJIOJAIHCH
BapuabenbHble KOHLEHTpaluu auHezoumaa B CMIK nocie ero ogHOKpaTHOro MM MHOTOKPaTHOTO
BBeZIcHUs. TepaneBTuyeckre KOHIICHTPALUU YCTOWYMBO HE JOCTUTAIUCh M HE MOJACPKUBAINCH B
CMX. CnenoBarenbHO, NMPUMEHEHHE JUHE30JMIA IS AMIMPHYECKOTO JICYEHUS MalMEeHTOB
JIETCKOI0 BO3pacTa ¢ MH(EKIUAMU LIEHTPAIbHON HEPBHOM CUCTEMBI HE PEKOMEHI0BaHO.

5.3 JlokauHUYecKHe JaHHbIE M0 0€30IACHOCTH

JIunezomuy CHIXa (epTHIBHOCTh U PENPOJYKTUBHBIA MOTEHIIMANI Y CaMIIOB KPBIC MPH YPOBHSX
HKCHO3ULIUHU, TMPUOIM3UTEIIEHO PABHBIX YPOBHSM Yy 4YelloBeKa. Y MOJOBO3PENBIX JKUBOTHBIX ITH
apdexTsl ObuTH 00paTHMbl. OnHaKo 3TH 3((EKTh HE MOABEPTraIvch OOpaTHOMY pa3BUTHIO Y
MOJIOJBIX >KMBOTHBIX, KOTOpBIE IMOJIydaJld JICYEHUE JIMHE30JIMJIOM Ha MPOTSHKEHUH MPAKTUYECKU
BCEr0 Iepuoja IMOJIOBOro co3peBaHMs. OTMedanuch OTKJIOHEHUS OT HOpPMBI B MOpP(QOJIOTHH
CIepMaTO30HMI0B B SIMUKE Y B3POCIBIX CaMIIOB KpPBIC, a TaKXke TUMEPTPOdUs MU TUNEPIUIa3Hs
SMUTENHATBHBIX KIETOK B Mpuaatke sudka. Okas3anoch, YTO JIMHE3OJIUJ OKa3bIBAaCT BIIMSHHUE Ha
CO3pEeBaHME CIIEPMATO30UI0B KpbIC. JIONOIHUTENBHOE NMPUMEHEHUE TECTOCTEPOHA HE OKa3bIBAJIO
HUKAKOT'0 BIUSHHS HA ONOCPEIOBAHHBIE JIMHE30JIN0OM U3MEHEHUS PENPOAYKTUBHON (YHKINU.
l'uneprpodust mpuaartka audyka He HaOMIOJANACh Y CO0aK, KOTOPBIE MOMyYaly JICYCHUE B TCUCHHE
1 Mecsiia, XOTS M3MEHEHHsI MAacChl NMPEACTATeIbHON JKele3bl, SIMYeK M MPUIATKOB SMYKa OBLIH
OUYEBU/IHBI.

HccnenoBanusi penpo yKTUBHON TOKCMYHOCTH Ha MBIIIAX M KpbICaX HE JadM HUKAKMX JAHHBIX,
CBU/IETEJIbCTBYIOIIUX O TepaTOreHHOM 3¢ dekTe mpu ypoBHAX SKCIO3UIMU, KOTOPBIE ObUIH B 4 pa3a
BBIIIIC WJIM SKBUBAJICHTHBI YPOBHSAM Y 4YeJIOBEKa COOTBETCTBEHHO. AHAJIIOTMYHBIE KOHIIEHTPAIIUH

JIMHE30/JI1MJa OKa3bIBaJIM TOKCHYCCKOC HeﬁCTBHe Ha OpraHu3sM CaMOK MBIIIEH W OBUIM CBSI3aHBI C
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MOBBIIICHHON 9aCTOTON THOE YMOPHUOHOB, BKJIIOUAst TOTEPIO BCErO ITOMETa, CHIYKEHUE MACChI Tela
IUIOZIOB M yCYTyOJeHre OOBIYHON TeHETHUYECKON MPEeApactoiOKeHHOCTH K Pa3InYHbIM BapHaHTaM
CTPOEHUS TPYAUHBI y OJTHOM JIMHUU MBIIEH. Y KpbIC HE3HAYUTENbHAs TOKCUYHOCTH JUIsl OpraHu3Ma
CaMOK OTMedYaJlaCh IpPHU YPOBHE HKCIO3UIUU HIDKE YpPOBHS KIMHUYECKHX OHKCIo3uiuil. beina
OTMEUeHa Jierkass (PeTOTOKCHYHOCTh, KOTOpas MpPOSBISIACH CHIDKEHHEM MAacChl Tela IUIOJOB,
CHIW)KCHHON OCCH(UKAIMell CEerMEHTOB TPYIWHBI, CHIKEHHOW BBDKMBAEMOCTHIO IMOTOMCTBA H
JETKUMH 3aJiep’KKaMd B co3peBaHuU. [Ipu cmapuBaHHHM 3TO K€ MOTOMCTBO JEMOHCTPUPOBAJIO
MPU3HAKK 00OPaTUMOTO U 3aBUCUMOTO OT J103bI MOBBILIECHHS YaCTOThI MPEAUMILIAHTAlMOHHBIX TIOTEPh
C COOTBETCTBYIOIINM CHUKECHHEM (DEePTHILHOCTH. Y KPOJIUKOB CHIKEHUE MACCHI Tella IUI0I0B HMEIIO
MECTO TOJIBKO TIPU HATUYUU TOKCUYHOCTH ISl OPTaHU3Ma CaMOK (KIIMHUYECKUE TPU3HAKH, CHUKCHHE
MpUOABKK MAcChl TeJla U MOTPEOJICHHSI THIIN) TIPU HU3KUX YPOBHSIX SKCIO3HUIIMU, KOTOpPhIC OB B
0,06 pa3za MeHblIEe 0)KUIAEMOM AKCIO3UIIMK Y YelIoBeKa Ha ocHoBaHuM 3HaueHuit AUC. M3BecTHO,
YTO HEKOTOPBIE BUJIbI YyBCTBUTEIBHBI K A PeKTaM aHTHOMOTHUKOB.

JIuHe3omu M ero MeTa0ONUTHI BBIACIAIOTCS B MOJOKO JAKTUPYIOIIUX KPBIC, a HaOII0gaeMble
KOHIEHTpAlMU ObUIH BBIIIE, YEM TAaKOBBIE B I1JIJa3M€ KPOBH CaMOK.

JIuHe3onu BhI3bIBAT OOPAaTUMYIO MUEJIOCYIIPECCHIO Y KPBIC U COOAaK.

Y KpbIC, KOTOpHIE TMONyYald JIMHE30JH]I TEepopaTbHO B TEUYeHHE 6 MecsIeB, Ha0NIaanach
HeoOpaTuMass MUHUMAallbHAsT WM JIeTKas aKCOHAJIbHAs JIeTeHepalus CEJAIUIIHBIX HEPBOB MPH
MoJTlyd4eHUW TpernapaTta B g03e¢ 80 MI/KI/CyTKH; MUHUMAJbHAS JETCHEpaIusl CEIaTUIIHOTO HepBa
Takke HaOmonanach y 1 camiia Ha 3TOM ypOBHE J03bl IO JIaHHBIM MPOMEKYTOYHOW ayTOIICHH,
BBIMOJTHEHHOHN uepe3 3 Mecsiia MmojiydeHus npenapara. YyBcTBUTeNbHas Mop(hoIoruyecKkas oleHKa
TKaHeW, (UKCUPOBAHHBIX mMepdy3uei, MPOBOIWIACH IJS TOTO, YTOOBI HMCCIEAOBATh MPU3HAKH,
CBUJICTENLCTBYIONINE O JEreHEpali 3pUTEIBHOTO HepBa. MHHHMANbHAS WM YMEpEHHAs
JIeTeHepalusl 3pUTEILHOTO HEpBa ObLIa OYEBHAHOW y 2 W3 3 caMIIOB KpBIC IMOCHE 6 MeEcCsIeB
MOJTyYEHUs JIMHE30JIM/1a, HO MpsiMasi 3aBUCUMOCTh OT IpernapaTa ObUla HEOJHO3HAYHON B CBSI3H C
OCTpPOIi MPUPOAOH JAHHOTO H3MEHEHUS M €T0 aCHMMETPUYHBIM paclpeeliCHUEM.

HaGmromaemass nereHepanusi 3pUTEIBLHOTO HEpBa ObUIA MUKPOCKOMHYECKH COTIOCTaBUMa CO
CIIOHTAHHOW OJIHOCTOPOHHEH JereHepanueil 3pUTEIBHOTO HEpPBa, O KOTOPOH COOOIIAIOCH Yy
CTaperoluX KpbIC, W KOTOpas MOIJIa MPEACTAaBIATh co00 ycyrybneHue oOmero (HoHOBOTO
M3MEHEHUSI.

JloKJIMHUYEeCKUE JaHHbBIE, TIOTyYEeHHBIC B CTAHJAPTHBIX HCCIIEIOBAHUSX TOKCHYHOCTH MIOBTOPHBIX JI03

N T€HOTOKCHUYHOCTHU, HE€ BBIABHUJIN HHKAKHX 0COOBIX OIACHOCTEH AJI1 4€JIOB€KA 3a paMKaMHM TECX,
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KOTOpPBIE pAacCMaTpUBAIIUCh B JAPYTUX pasfenax »dTod oOmeld KpaTKod XapaKTepUCTUKH
JIEKapCTBEHHOTO npenaparta. MccienoBanus KaHIIEPOTeHHOCTH/OHKOTEHHOCTH HE IIPOBOIIIH B CBSI3U

C KOPOTKOM MPOJIOJIKUTENbHOCTHIO PUMEHEHUS Mpenapara U OTCyTCTBUEM M€HOTOKCUYHOCTH.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelIECTB

JlekcTpo3a MOHOTHApAT

JIuMOHHas KHCI0Ta

Hatpus nurpara gurunpar

1 M pacTtBOp HaTpus rufpokcuja uiai 1 M pacTBop XJIOpUCTOBOIOPOAHOM KUCIIOTHI (JJ1s1 KOPPEKIIUH
pH)

Bona o1t naneximin

6.2. HecoBmecTuMOCTH

Jlunezonmua UIs MHBEKUUH (papMaleBTUYECKH HECOBMECTUM CO CIEIYIOIIUMH IperapaTamu:
amorepunuH B, XxjopmnpoMasuHa THAPOXJOPHJI, JWa3zenaM, IEeHTAMHUIUHA H3ETHOHAT,
SPUTPOMHIIMHA JIAKTOOMOHAT, (PEHUTOMHA HAaTpUEBas COJIb, TPUMETOIPUM + CyJlIb(haMeTOKCa30JI.
Kpome Toro, oH XuMHYECKH HECOBMECTUM C LE(PTPUAKCOHOM HATpPHUSI.

JlaHHBIN JI€KapCTBEHHBIM IIpenapaT HE CJEeAyeT CMEIIMBaTh C JPYTMMHU JIEKaPCTBEHHBIMU
IpenapaTam, 3a HCKJIIOUEHUEM YIIOMSHYTHIX B pa3zaene 6.6.

6.3. Cpok rogHocTH (CPOK XpaHeHHs )

3 roxa.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH

XpaHuThb npu Temreparype He Bbime 25 °C. XpaHUTbh B OpUTHHAIBHON yIaKOBKe (TTauKe/sAIIMKe) s
3alIUThI OT cBeTa. He 3amopakuBath.

6.5. Xapakrep M coaepkaHue NePBUYHON YIIAKOBKU

Mo 100 mm, 200 mn wmmum 300 M B OYTBUIKM CTEKJISIHHBIE JJISI KPOBH, WH(Y3MOHHBIX H
TpaHC(y3MOHHBIX MPENapaToOB, YKYIOPEHHBIE MPOOKaMU PE3MHOBBIMU M 00)KaThle aJTIOMHUHHEBBIMH
KOJITAYKaMH.

OnHy OYTBIIKY BMECTE€ C MHCTPYKIMEH MO MEAUIMHCKOMY NPUMEHEHHUIO MOMELIAI0T B MayKy U3
KapTOHa.

35 Oytbutok mo 100 mu, 24, 28 Oytbutok mo 200 mi wim 12, 15 6yteutok nmo 300 mit ¢ paBHBIM

KOJIMYECTBOM HMHCTPYKLUUN MO MEAUIIMHCKOMY NMPUMEHEHHUIO MOMEIIAIOT B AUIUKU U3 KapToHA (I
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CTalMOHAPOB).

6.6. Oco0Oble MepbI MPEI0CTOPOKHOCTH NIPH YHHYTOKEHHH HCIOJIB30BAHHOIO JIEKAPCTBEHHOI0
npenapara WJiH OTXOAOB, IOJYYECHHBIX IOC/JI¢ NMPHMEHEHHs JIEKApCTBEHHOr0 Ipenapara, H
Apyrue MaHUIYJISIHUH ¢ IIPenapaToM

3ampenaercs Mocae10BaTeIbHO COSTUHATh MH(Y3MOHHBIE MAKEThl U TOOABIATH PyTHE MpernapaTsl
K pacTtBopy ais uH(py3uil. Ecniu HeoOXoauMo BBOAUTE JTMHE30IU]] C APYTUMH IpenapaTaMu, TO BCe
JICKapCTBEHHBIE CPEJCTBA CIELYET Ha3HAYaTh MO0 OTACIBHOCTH B COOTBETCTBUU C PEKOMEHyEMBIMU
J103aMH U ITyTSIMU BBEICHHUSL.

CoBmecTumble pacTBOpBI Aisi MHQY3uit: 5 % pacTBOp AeKCTpo3bl s uHbeKuui, 0,9 % pactBop
HaTpHs XJIOPHUAA Ul UHBEKLUHN, pacTBOp PuHrepa-JIokka miis HHbEKIUH.

Het oco0bIx TpeOOBaHM K yTHIIM3AIUH.

7. AEPKATEJIb PETUCTPAIHMOHHOI'O YIOCTOBEPEHUSA
Poccniickas @enepanvs

000 «ITPOMOMEJ PYC»

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

DneKTpoHHas mouTa: reception@promomed.pro

7.1. llpeacraBuTe/Ib epKaTENsA PETHCTPALMOHHOIO Y10CTOBEPEHU

[Iperen3un noTpeOUTENEN HAIPABIIITH 110 aJPECY:

Poccuiickas @enepanus

000 «ITPOMOMEJ PYC»

Anpec: 129090, r. MockBa, mpocnekT Mupa, nom 13, ctpoenue 1, oduc 13
Tenedon: 8 800 222 95 63; 8 800 777 86 04 (KpyrI0CyTOUHO)

OnekTpoHHas rmoyta: hot line@promomed.pro
8. HOMEP PETHCTPAIIMOHHOI'O YIOCTOBEPEHUSA
9. JIATA TEPBUYHOW PEIMCTPAIIMA (IIOJATBEPXJIEHHSI PETUCTPAIINU,

INEPEPETUCTPAIIN)

JlaTa nepBoi perucTpanuu:
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10. JIATA IEPECMOTPA TEKCTA
OO01mas xapakTepucTHKa JIEKapCTBEHHOro MpenapaTta JIMHe3omu qocTynHa Ha UH(MOPMAMOHHOM

nopraiie EBpa3uiickoro SKOHOMHUYECKOTO CO03a B HMH(POPMAIMOHHO-KOMMYHUKAIIMOHHOW CETH

«uTtepHeT» http://eec.eacunion.org/
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