COOTBETCTEYET ZKCNEPTHOMY OTUETY
OBILIASI XAPAKTEPUCTUKA JIEKAPCTBEHHOT O: BREIIAPATA
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]

1.  HAMMEHOBAHME JJEKAPCTBEHHOI'O HPERAPATR: = EHOCTE 0003)

Jlunezomua-OaBanc, 2 Mr/Mi, pacTBOp i HHQY3UH.

2. KAYECTBEHHBINA 1 KOJITMYECTBEHHBIN COCTAB
JelicTBytoliiee BENIECTBO: JIMHE30IUI.

Kaxapiii M1 pacTBOpa COIEPIKUT 2 MI JIMHE30JIU/1A.

Kaxnas Oyrsuika 50 mit conepxkut 100 Mr nuHe3zonuaa

Kaxnas Oytsuika 100 M copepxxut 200 Mr nuHe3oauaa.

Kaxxnas 6yteinka 150 M comepkut 300 Mr tuHE301HM 1A,

Kaxxnas 6yteika 200 M comepxut 400 Mr tuHE30/1H1a.

Kaxnas Oytsuika 250 mi copepxut 500 mr auHe3oauaa.

Kaxnas Oytsuika 300 M copepaxut 600 Mr auHe30aMAa.

Kaxxgas Oyteuika 400 mi copepxut 800 Mr auHE30IUAA
BcnomoratenbHble BeleCcTBa, HAaJMYKWe KOTOPBIX HAJO YUUTHIBATh B COCTABE JIEKAPCTBEHHOTO
npenapara: riroKo3a (IeKcTpo3a), HaTpuil (cM. pasnen 4.4.)

[TonHbIN IepedYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JIEKAPCTBEHHAS ®OPMA
PactBop miist uay3wmid.

HpospaqHaﬂ KHUIKOCTH OT 6€CHBCTHOFO A0 KCJITOro ¢ KOpUIHCBATBIM OTTCHKOM IIBETA.

4. KIMHUYECKHUE JAHHBIE

4.1. Tloka3aHusi K NPUMEHEHHUIO

Jleuenne MHQEKIMOHHO-BOCHAINTENIBHBIX 3a00JIEBaHUM, €CIIM M3BECTHO WIM IOJ03PEBaeTCH,
YTO OHU BbI3BaHbl UYBCTBUTEIBHBIMU K JIMHE30JUAY a’pOOHBIMH H  aHa’pOOHBIMHU
IPaMIOJI0KHUTENbHBIMMY ~ MUKPOOPTaHW3MaMHu  (BKJItoYask MH(EKIHH, CONpPOBOXKAAOLINECS
OaxTepueMuen):

- BHEOOJIbHUYHAsl IIHEBMOHHMs, BBbI3BaHHAs  Streptococcus pneumoniae  (BKIOYas
MOJIMPE3UCTEHTHBIE IITaMMBbI), BKJIIOYas Clydyad, CONPOBOXKIAIOIIMecs OakTepueMuei, wiu
Staphylococcus aureus (TOIbKO METULMITUHYYBCTBUTENbHBIE IIITAMMBI);

- rOCOUTadbHAs ~ THEBMOHMs,  BbI3BaHHas  Staphylococcus — aureus — (BKJIIOYas
METULWIIMHYYBCTBUTENBHBIE W  METHLMUIMHPE3UCTEHTHBIE IUTAaMMBl) WIN Streptococcus
pneumoniae (BKIII04asl MOJUPE3UCTCHTHBIE IITAMMBI);

- OCJIO’)KHEHHbIE MH(EKINH KOXKU M MATKUX TKaHeH, BKiItoYas MHGEKIUU NMPHU CUHIPOME

TabeTHYEeCKOM CTOIbI, HE COMPOBOXKIAIOIIMECS OCTEOMHUENINTOM, BbI3BaHHbIE Staphylococcus
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aureus (BKJIIOYasT METUIWUIMHYYBCTBUTENbHBIC W (METUMMARIHpEIncTEHTHBICT 1 TAMMBI),

Streptococcus pyogenes wiu Streptococcus agalactiae;

- WH()EKINN, PEe3UCTCHTHhIE K BAaHKOMUIIMHY, BbI3BaHHBIC Enterococcus faecium, B TOM
qrclie [T.4.], COMPOBOXKAAIONINECs OaKTeprueMuceH.

IIpu onpenenenuun, sBiagercs Jau JIMHE30IUMA-DABAHCH MNOAXOASAIIUM JICYCHUEM, CIEAYET
MPUHUMATh BO BHUMAHHE PE3YJIbTAaThl MUKPOOHOJIOTHYECKUX MCCIICIOBAHUN WU MH(GOPMAITHIO
O pacIpOCTPAaHECHHOCTH PE3UCTEHTHOCTH K aHTUOAKTEepHadbHBIM TIperaparaMm  Cpeau
TPaMITOJIOKHUTEIBHBIX OAKTEPUH.

Jlunezonua HEe aKTHBEH NPOTUB WMH(EKIWN, BBI3BAHHBIX TPAMOTPUIIATEIBHBIMUA IATOTCHAMH.
[Ipu mogo3peHnn WK MOATBEPKACHUU TPaMOTPUIIATEILHBIX MATOTCHOB JOJKHA OBITh HadaTa

cneunduyeckas Tepanus MPOTUB TPAMOTPHUIIATEIBHBIX MUKPOOPTaHHU3MOB.

4.2. Pexum 103MpOBaHMS U CNIOCO0 NPUMEHEHUSs!

PexxuM 103upoBanus

JIune3onu cieayeT NMPUMEHSTh TOJBKO B YCIOBHAX CTallMOHApa W IOCTE KOHCYJbTAIMH C
COOTBETCTBYIOIIIMM  CICIMAINCTOM, TaKUM Kak MHKPOOMOJOr WIM CHEHUAIUCT  TI0
UHQEKIIMOHHBIM 3a00JIEBaHUSM.

[TanieHTOB, KOTOPHIM B Hadaje TEpamuH IpernaparT Ha3HAYWId B/B, B JAJbHEHIIEM MOXHO
HIepEeBECTH Ha JIIOOYIO JISKapCTBEHHYIO (hOpMY Ipernapara Jjsl IprueMa BHyTpb, IPU 3TOM OA00D
JI03bI HE TpedyeTcs, TaK Kak [T.K.| OMOJOCTYTHOCTh JINHE30JIN1a TIPH [TPUEMe BHYTPb COCTaBIISCT
noutu 100 %. IIpo1oKUTENbHOCTD JIEYEHHSI 3aBUCUT OT BO30YAUTENS, JIOKATU3ALUHN U TSHKECTU
WH(]EKIMH, a TaKKe OT KIMHHYECKOro ¢ deKTa.

B3spocnvie u oemu (12 nem u cmapuie)

[Tokazanus (BkIrouyas HHPEKIUHU, conpoBoxkaatonecs: | PasoBas no3a| Pexomenmyemas
OakTepuemMuei) MPOAOJIKUTEIIBHOCTh

JICUYCHUA

-  BHEOOJIbHUYHAsS MTHEBMOHHSI, BbI3BaHHAs
Streptococcus pneumoniae (BKJIIOYasi MOJMPE3UCTEHTHbIE
IITaMMbI),  BKJIOYas  CilIy4dal, COIPOBOXKJAIOIIUECS
Oakrepuemuent, wim Staphylococcus aureus (TOTBKO
600 mr B/B

METULWJIJTMHYYBCTBUTEIbHBIEC IITAMMBI); 10-14 ngueni
Kaxxaple 12 4

- rochuTanbHas MTHEeBMOHUS, BbI3BaHHAs Staphylococcus
aureus  (BKJIIOYas  METUIWUTMHYYBCTBUTEIBbHBIE U
METUIWTMHPE3UCTEHTHBIE TaMMBbl) WIH Streptococcus

pneumoniae (BKIIH04as NOJUPE3UCTEHTHBIE IITAMMBI);
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- OCJIIOXKHCHHBIC I/IH(i)CKHI/II/I KOXHU U MIATKHX TKaHeE,l]

CNEOOBATENEHOCTE 0003)

BKJIIOYasT WHQPEKIUH TIPH CHHAPOME JTUAOCTHYCCKOM
CTOINBI, HE  CONPOBOXKIAIOIIUECS  OCTCOMHUEIHTOM,
BbI3BaHHBIC Staphylococcus aureus (BKITIOUAS
METHIULTNHIYBCTBUTEIIbHBIC u
METHIMILTMHPE3UCTEHTHBIC — INTaMMBbl),  Streptococcus

pyogenes unu Streptococcus agalactiae;

- uHbeKknuu,  PE3UCTCHTHBIE K  BaHKOMUIUHY,
BBI3BAaHHBIC Enterococcus faecium, B T.4.,

COIPOBOXKAAIOIINECS OaKTepueMuei.

600 mr B/B

Kaxaele 12

14-28 nueit

Oco0Bble IPYIIILI MAIUEHTOB

Tayuenmsr nodxcunozo 6ospacma
Koppekuuu 10361 HE TpedyeTcs.

HGI/!HEHmbl C HapyuieHuem qbyHKl/;l/ll/l nodiexk

Koppekuuu no3er He TpeOyercsi. B cBsizu ¢ tem, uto 30 % mnuHe3onuaa ynpansercs Mpu

TreMOJHuaJIN3€ B TCUCHUC 3 4acCoB, JTMHE30JIUA AOJIKCH NPUHUMATBECA ITOCJIC IMMPOBCACHUA JUAJIM3a

MalUEeHTaM, HYKIAIOIIUMCS B HEM.
Tlayuenmsi ¢ HapyweHnuem yuKyuy nevexu
Koppekuuu 10361 HE TpedyeTcs.

eTu

Jemu cmapwe 12 nem

Pexum AO3UPOBaHUA IJIsA JIETEeH OT 12 A0 18 et He oTIMYaeTCI OT pexxuMa JO3UPOBAHUA JIA

B3POCJIBIX.

*
Jemu (Hooposcoennvie u demu 0o 11 nem exnouumenvHo)

Streptococcus pneumoniae (BKIHOYasi MOJMPE3UCTCHTHBIC
IITaMMbI),  BKJIIOYash  CJIy4ad, COIPOBOXKIAIOLIHECS
Oaktepuemueit, wmu Staphylococcus aureus (TOIBKO
MCTUIHIIIIMHYYBCTBUTCIIBHBIC IHTaMMI)I);

- rocrnuTaJibHas1 ITHEBMOHHMHA, BbI3BAHHAasA

Staphylococcus aureus (BKITIOUAsS

[Tokazanus (BkIto4Yast HHPEKIIUU, COMTPOBOXKIAIOLITUECS PaszoBas no3a | Pexomenmyemas
OaxkTeprueMueit) MPOJIOJKUTENBHO
CTh JICUCHHSI
- BHEOOJHHUYHAS ITHEBMOHWSI, BBI3BaHHAs

10 mr/kr B/B

Kakaple 8 u

10-14 nueit




COOTBETCTBYET ZKCNEPTHOMY OTUETY

S A e A he
oT 19.09.2024 K

METHIUUINHYYBCTBUTEBHBIE (FMOCNEOCBATENE

METULWUTMHPE3UCTEHTHBIE ITaMMBbl) WIH Streptococcus

pneumoniae (BKIII04as NOJUPE3UCTCHTHBIE IITAMMBI);

- OCJOXHECHHBbIC WH(EKIUU KOXKU W MATKUX TKaHEH,
BKJIIOYas WHQPEKIWH TIPH CHHIAPOME JTUAOCTHYCCKOM
CTOMBI, HE  COMPOBOXKIAIOIIMECT  OCTCOMUEIUTOM,
BBI3BaHHBIC Staphylococcus aureus (BKITIOUAs
METULIWIJTMHYYBCTBUTEIHHBIC u
METUIWJIMHPE3UCTEHTHBIC  INTaMMBbI),  Streptococcus

pyogenes unu Streptococcus agalactiae;

- uH}EKIuH, PE3UCTEHTHBIE K BaHKOMUIIMHY,
10 mr/kr B/B

BBI3BAHHBIE Enterococcus Sfaecium, B T.9, 14-28 nueit
KaK/Jple 8 4

COITPOBOKAAIONINECS OaKTEpUEMHUEH.

* 'V HeIOHOIICHHBIX HOBOPOXJECHHBIX B BO3pacTe MeHee 7 nHel (OepeMeHHOCTH MeHee 34
HEJIeJIb) CUCTEMHBIN KIMPEHC JnHe3o0iuaa ke, a 3HadyeHuss AUC Beiie, 4yeM y OOJBIIMHCTBA
HOBOPOXXIEHHBIX U JeTeil. K 7 nHI0 nmocne poxkaeHus kinpeHc auHe3onuaa u 3Hayenuss AUC y
HEJIOHOIICHHBIX HOBOPOXICHHBIX MPHOIMKACTCS K TAKOBBIM Y JIOHOIIEHHBIX HOBOPOX/IEHHBIX U
NETEN.

Cnoco6 IIPUMCHCHUA

BryTpuBeHHo nH(pY3UOHHO.
[Ipenapat Ha3HauaeTCs B BUE BHYTPUBEHHON MH(PY3UH MPOIOIKUTENBHOCTHIO 30-120 MUHYT.
WMHCTpyKIMM 1O NPUTOTOBJICHHUIO JIEKAPCTBEHHOIO IIpernapara Iepel NPUMEHEHHUEM CM. B

paznene 6.6.

4.3. IIporuBomoka3zanusi

e [UnepuyBCTBUTENBHOCTh K JIMHE30JUAY MU K JOOOMY W3 BCIOMOTaTeIbHBIX BEIIECTB,
MepEeUnCIIeHHbIX B pasnaene 6.1.;

e OpnHOBpEeMEHHBIN IpUeM JMHE30JINJA c npenapaTamy, UHTUOUPYIOIUMHU
MOHOAMUHOKCHAa3bl A wiu B (Hampumep, ¢eHensuH, u3okapOokcasum), a TAkKKe B TECUCHHE
JIByX HEZEIb N0CIE MPEKPAIleHNs IpUeMa Ha3BaHHBIX [IPENapaToB;

e [lpu OTCYTCTBUU TIIATEIBLHOTO HAOIIONEHUS 32 MAUEHTaMH U MOHUTOPUHTA apTEePUATBHOTO
JTABJICHUSI HE CIIeTyeT Ha3HayaTh JIMHE30JIH /I
- TAIUEeHTaM C HEKOHTPOJIMPYEeMOW apTepHaJbHOM THnepTeH3uel, (HeoXpoMOIUTOMON,
TUPEOTOKCUKO30M,  KapUUHOUAHBIM  CHHAPOMOM,  OWIONSPHBIM  PAaCCTPOMCTBOM,

H_II/I3OEl(1)(1)CKTI/IBHBIM paCCTpOﬁCTBOM " OCTPBIM COCTOAHHUEM CITYTAHHOCTHU CO3HAHUS,
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narngeHTaMm, IOJIyYaolmuM  cleAyromue  Taibl [ Hpenaparos!| L aapechoMiMeinKm

(Hampumep,  nceBnoddenpuH,  (QEeHWINpPONAaHONAMUH, OSNUHEPPUH,  HOpANMUHEDPUH,
no0yTamuH), 10()aMHIHOMHUMETUKN (Hampumep, A0(paMHuH), HHTUOUTOPEI OOPAaTHOTO 3axBaTa
CEepOTOHMHA, TPULMKINYECKHE aHTHIenpeccanThl, aroHUCThl 5-HT1 penentopoB (TpunraHsi),

MENEepUIuH I OYCIUPOH.

4.4. OcoOble ykazaHHMs M Mepbl PeJOCTOPOKHOCTH NIPH IPUMEHEHHH

C 0CTOPOKHOCTBLIO

OnHOBpEeMEHHOE IPUMEHEHHUE C OyNpeHOP(PUHOM (OTACIBHO UM B KOMOWHAITMN C HAJIOKCOHOM)
MOJKET MPUBECTH K PA3BUTHIO CEPOTOHUHOBOTO CHHApPOMa (cM. moapaszaen «Ocolble yKazaHUsD»
u paznen 4.5.).

Tayuenmoi ¢ noueunol HedOCMamouHOCMuio

BcenmenctBue HEW3ydeHHOW KIMHHYECKOHW 3HAYUMOCTH JIBYX TIEPBHYHBIX METaOOIHMTOB
JWHE30JIUJa y TMAIUCHTOB C TSDKEJIOH IMOYEYHOW HEIOCTaTOYHOCTHIO JIMHE3O0JH] JIOJIKCH
UCIIOJIB30BaThCS C OCTOPOKHOCTBIO Y TAKMX MAIIMEHTOB, U TOJBKO €CIIM Mpe/oaracMas rmojib3a
MPEBBIIACT TMOTCHIUAIBHBIA pHUCK. TakkKe HET JaHHBIX 10 TMPHUMCHCHUIO JIMHE30JIuAa Yy
MAIUCHTOB, HAXOMAIMUXCS Ha aMOyJaTOPHOM TEPUTOHCATHHOM JHANIHM3E WM JPYTHX
QIBTEPHATUBHBIX METO[AX JICYCHHUS TIOYCYHON HEIOCTATOYHOCTH.

Tayuenmoi ¢ neueHOUHOU HEOOCMAMOYHOCHbIO

HmeroTcss orpaHYeHHBIC KIIMHUYECKUE TaHHbBIC, PEKOMEHAYIONUE UCTIOIh30BaTh JIMHE30IU Y
TaKMX TAIMCHTOB TOJBKO B TOM Ciy4ae, €CJIHM IMpearoyiaracMas Iojb3a IIPEBHIIIaeT
MOTEHIIUATBHBINA PHUCK.

THayuenmot ¢ cucmemuvimMu uHpexyusmu

JluHE30/M] JOJDKEH WCIIONB30BAaThCSl C OCTOPOYKHOCTHIO y TIAIIMEHTOB C CHCTEMHBIMH
WHQEKIUSIMH, TPEIACTABISIOMAMA PUCK JIJIS JKU3HU, TAKUMH KaK WH(EKIHH, CBSI3aHHBIC C
BEHO3HBIMH KaT€TepaMH B OTAEICHUSIX HHTEHCUBHOW TEPAIUU.

Oco0ble yKazaHus

CmepmHocmyb y nayuenmos ¢ kamemep-accoyuupo8anHblMu UH@eKyusmu

B oOTKpEITOM WuCCIIETOBaHUHM CpPEOU TSHKEIOOONBHBIX IMAlIMEHTOB C BHYTPUCOCYAMCTHIMH
KaTeTep-aCCOIIMUPOBAHHBIMU HWH(GEKIHUSIMH ObUIO OTMEUYEHO TMPEBBINIEHHE CMEPTHOCTH Y
MAI[MEHTOB, TMOJYYaBIIUX JIMHE30JHA, [0 CPaBHEHHIO C TMAIMEHTaMU, MOJyYaBIIUMU
BaHKOMUITMH/ TUKIIOKCaWJTHH/oKkcanmutine - [78/363 (21,5 %) mnporuB  58/363 (16,0 %)].
OcCHOBHBIM (aKTOPOM, OKa3bIBAIOIIMM BJIUSHHEC Ha YpPOBEHb CMEPTHOCTH, OBLI CTaTyC
TPaMITOJIOKUTETFHOM MH(EKITNH B ICXOMHBII MOMEHT BpeMeHH. [lokaszarens ieTanbHOCTH ObLT
CXO0X CPeIy MalMeHTOB, HHPEKIIUU Y KOTOPBIX OBLIM BBI3BaHBI TOJBKO I'PaMIOIOKUTEIHHBIMU

MUKpoopranusMamu (oTHomieHue mancoB 0.96; 95 % noseputenbHblil uHTepBai: 0.58—1.59),
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HO ObLI 3HauuTenbHO Bhime (p=0.0162) B rpynmne nHAE3GIMAL, KO OGHADY:RUBAMICH 1
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JIpyrue MHKPOOPTaHU3Mbl, MM HMX HE YyJaBAIOCh OOHapy)XUTh Ha Ha4yaJbHOM JTare
(otHOmIeHWe mancoB 2.48; 95 % nmoepurenbHBIM uWHTEpBaN: 1.38—4.46). HauOGonbmmii
nucbamaHc OTMEYeH BO BpeMs JICUGHHWS W B TEUYCHHWE 7/ JHEW TOCIe OKOHYAHHS
aHTHOMOTUKOTEpanuu. B Xone wuccienoBaHuss B TpyIIe JUHE30JHAa OOJbIIEe MAIlMEHTOB
npuoOpeTanu TpaMOTPHUIATEIbHBIE MHMKPOOPTaHM3MBl M BIOCIEACTBUM TMOrHOamu oOT
MH(GEKINY, BBI3BAHHOM TPaMOTPULIATEIBHBIMU MHUKPOOPTaHW3MAaMM, WU MOJUMHUKPOOHBIX
uHdpeknuii. Takum o0pa3oM, B CiIydae OCIOXKHEHHBIX HH(EKIHA KOXXH U MSATKHX TKaHEH
JMHE30JIU]] CIelyeT UCIOJIb30BaTh y MAalMEHTOB ¢ U3BECTHON MJIM BO3MOXKHOW KO-MH(EKIHen
rpaMOTPULATEIbHBIMU MHUKPOOPraHU3MaMH, TOJBKO €CIM HET aJlbTEPHATHBHBIX BapHaHTOB
nedenus (cM. paznen «[lokazanus k mpuMeHeHuIo»). B 3Tux ciydasx mokazaHo OJJHOBPEMEHHO
JIOTIONIHUTENIbHOE  NPUMEHEHHE [penaparoB, JACUCTBYIOLIMX HAa TIPaMOTPULIATEIbHYIO
MUKPOQIIOpY.

Muenocynpeccus

Y HEKOTOpBIX MAlMEeHTOB, MNPUHUMAIOUINX JIMHE30JIUA, MOXKET pa3BUThCA oOpaTumas
Muenocyrnpeccusi (¢ aHemMued, TpPOMOOIMTONCHUEH, JCHKONEHUEeH U MaHIUTOICHHUEH),
3aBUCHIIAsA OT MPOJOJIKUTEIBHOCTH T€pAlUK. Y MOXKWIbIX MAlIMEHTOB TaKKe MOBBIIIEH PUCK
pa3BUTHUS JTaHHOTO COCTOSTHUS. TpPOMOOLMTONEHUs Yalle BO3HUKANIA y MAIlMEHTOB C TSHKENOM
MOYEYHON HEAOCTaTOYHOCThIO, HE3aBUCUMO OT IPUMEHEHUS y MallueHTa reMouanu3a. B csa3u
C 3TUM B IpOIECCE JICYEHHUS HEOOXOIMMO MPOBOJUTH MOHMUTOPHUHI IIOKa3aTelied KpOBH Y
MAIMEHTOB C MOBBIILIEHHBIM PUCKOM Pa3BUTHSI KPOBOTEUEHUS, MUEJIOCYIIPECCUEN B aHAMHE3E, a
TaKXKe IpU OJHOBPEMEHHOM MPHUMEHEHUH IIPEraparoB, CHIDKAIOUIMX TIeMOIVIOOWH WU
KOJINYECTBO TPOMOOLIUTOB M/MIM MX (PyHKIMOHAJIBHBIE CBOMICTBA, C TSKEIOW IMOYEUHOM
HEJ0CTAaTOYHOCThIO, a TAaK)XKE y MAallMEeHTOB, NMPUHUMAIOIIUX JIMHE301IM] Oosee 2 HeNelnb.
Jlune3onua y TakuxX NalMEHTOB MPUMEHSETCS TOJIbKO B TOM Cilyyae, KOTJa BO3MOXKEH
TIIATEIbHBI MOHUTOPHHI I'e€MOTJIO0MHA, KOJUYECTBA JIEUKOIMTOB U TpoMmOouuToB. Eciu Bo
BpEMs Tepanuy JUHE30JUIOM Pa3BUBAETCS BBIPAKEHHAs MHEJIOCYIIPECCHSI, JIEUEHUE JOJIKHO
ObITh TPEKPALIEHO, €CIAM TOJIBKO TNPOJOJDKEHHWE Tepalnud He CuuTaercss abCOJIOTHO
HeoOX0ouMBIM. B 3TOM citydae HE0OXOIMM MHTEHCUBHBIH MOHMTOPUHT MOKa3aTesell KpOBU U
COOTBETCTBYyIOIEe JedeHue. Kpome Toro, pekoMeHayercsi, 4yToObl aHaiu3 KpoBH (B T.d.
orpeneNieHne TremMorioOuHa, KoJIu4yecTBa TPOMOOLMTOB U JIGUKOIMTOB (C PacyeToM
JeUKouTapHOH  (OpMyIbl)) TPOBOAMICS €XKEHEAETbHO y MAlMEeHTOB, MOJyYarolux
JIMHE30JI1]] HE3aBUCUMO OT TOKa3aresieldl MCXOJHOI0 aHaJn3a KpoBH. boiiee BhICOKas yacToTra
pa3BUTHS TSDKEJIOW AaHEMHUH OTMEYeHa Yy TMalWeHTOB, MOJYYaBIIMX JIMHE30IU] OoJIbIIe

MaKCHUMaAJIbHO pCKOMeHHOBaHHOﬁ MMPpOAOJIKUTCIIBHOCTU B 28 JHEH. OTUM nmanyueHTaM 4alie
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TpeboBasioCch nepenuBanue KpoBu. Cirydan cuaepoOnactTHoi AaHENHuEObUR BapeTucTpHpORAHBI

B TIOCTPETUCTPAIIMOHHOM Tepuojie. B OONbIIMHCTBE CIIy4aeB JIUTEIBHOCTh TEpPANUH
JIMHE30JIMI0M IpeBbimaa 28 qHeid. Y OOJIbIIMHCTBA MAIEHTOB MPOSBICHUS ObUTH MOTHOCTHIO
WIM YaCTUYHO OOpaTHMBbI MOCJe MPEKpalleHus JICUCHHs TUHE30JIUI0M ¢/0e3 crenu(uueckoro
JIeUEHUs] aHEMUH.

AHmubuomuK-accoyuupo8annasn ouapes u Koaum

VY manueHToB, MPUHUMAIOLINX aHTHOAKTEpUAIbHBIE MPETapaThl, BKIIOYAs JTUHE30IH/ I, CICAYET
YUUTBIBATh PUCK PA3BUTHUS IICEBJOMEMOPAHO3HOTO KOJINTA PA3IMYHON CTETICHH TSKECTH.

O cnydasx nuapeu, cBsizannoi ¢ Clostridium difficile, coo01manock B CBS3H C UCIIOJIB30BaHUEM
MPAKTUYECKH BCEX aHTHOAKTEPHAJBHBIX MPENaparoB, BKIKOYAs JUHE30JU[. TSKECTh Tuapeu
MOXET BapbUpOBaTh OT JeErkux GopM 10 TsoKenbix. JleyeHne aHTUOAKTEPHATIBHBIMU
npernapataMM  HapymaeT HOPMaJbHYI0 MHKPO(IOpYy KHIIEYHHKA, 4YTO NPUBOAUT K
u3osiTouHoMy pocty Clostridium difficile. Clostridium difficile BeipaGaTbiBaeT TOKCUHBI A U B,
KOTOpBIE TPUBOAAT K pa3BUTHIO auapeu, cBsa3aHHou ¢ Clostridium difficile. VI306bITOuHOE
KOJINYECTBO TOKCHHOB, BbIpaOarbiBaemoe mrammamu Clostridium difficile, MmoxeT BBI3BaTh
MOBBIIIICHHUE JICTATLHOCTH CPEIU MAMEHTOB, TaK KaK TaKue HH()EKIUN MOTYT OBITh YCTONYNBEI
K MPOTUBOMUKPOOHOH Tepamuu, a TakkKe MOXKeT MOTpeOoBaThCs KOJOHAIKTOMHUSA. Hemb3s
OPUMEHSTh  JIEKAPCTBEHHBIE  CPEJICTBA,  TOPMO3SIIME  MEPUCTAIBTUKY  KHUIIEYHHKA.
Bo3moxHocTh pa3BuTHs nuapeu, cBsizanHoi ¢ Clostridium difficile, nomkHa paccMaTpuBaThCS
y BCEX TAIMEHTOB C Juapeeil, MociIeAoBaBIIEH 3a MHCIOJIb30BAHUEM aHTHOMOTHUKOB.
TmaTenpHOe MEIUIIMHCKOE HAOIIOJCHHWE B TEUeHHE 2 MECsIeB HeoO0XOAMMO MalMeHTaM,
HepeHecInM uapeto, cBsazannyto ¢ Clostridium difficile nocne BBeeHUs] aHTHOAKTEpUATBHBIX
IpernapaTosB.

Ilepughepuueckasn Hetiponamus u HeUpoONamusl 3pUMenbHO20 Hepaa

Coobmanocs 0 nepudepruueckoil HeWponaTuu, a Takke HeWpomaTHH 3pUTEIBHOIO HEpBa M
HEBPUTE 3PUTEIBHOTO HEpBA, KOTOpPbIE MHOTAA MPOrPECCHPYIOT JI0 TMOTEpU 3pEeHUs, Yy
NAIMEeHTOB, KOTOPBIE TOJYyYajH JIEYEHUE JIMHE30JUAOM; ITH COOOIIEHHS HMEIH MECTO, B
NEPBYIO OYepellb, Y MAlKUEHTOB, MOJYYaBIINX JICYeHHE Ha MPOTSHKCHUU TEPHOIOB BPEMEHH,
KOTOpble OBUIM OO0Jbllle MaKCUMAaJbHONH PEKOMEHIOBAaHHOW MPOJODKUTEIIBHOCTH JICUEHUS,
COCTaBIIAIOLIEH 28 THEN.

[lpy TOSBICHHM CHMIITOMOB VYXYAIICHUS 3PHUTENBHON (YHKIMHM, TaKUX KaK W3MEHEHHE
OCTPOTHI 3PEHUS, W3MEHEHHE IIBETOBOTO BOCIPHUATHS, 3aTyMaHEHHOCTh, AC(EKTHI MOJeH
3peHHs], PEKOMEHAYETCS CPOYHO OOpaTUThCA K O(TAIBMOJIOTY JUIsl KOHCyJibTauuu. Cremyer
IPOBOJUTH MOHUTOPHHT 3pUTENBHON (PYHKIIMH y BCEX MALMEHTOB, MIPUHUMAIOIIUX JTMHE30JIU]

B TEUEHHE JIUTENBHOrO BpeMeHH (Oojee 28 1Hel), a Takke y BCeX IalUEeHTOB C BHOBb



ot 19.09.2024 N= 20032

MOSBUBIIMMUCSA CUMIITOMaMH 3pUTENIbHBIX HapyuieHu [HEBaBHchMd: OT Fipoa0aKn te iHHo0TH

COOTBETCTBYET ZKCNEPTHOMY OTUETY

TEpaINH.
B cnyuae pa3BuTHs nepudepruueckoil HelponaTuu U HeMpOIaTHH 3PUTEFHOTO HEPBA, CIIEAYyeT
OLICHUTh COOTHOUICHHE PUCK/TIOJIb3a MPOJOJKEHUS Tepauy JIMHE30IUA0M Y 3TUX MaI[MeHTOB.
Puck pa3BuTusi HeWpomaTuu BBILIE, €CIM JIMHE30JU] MPUMEHSETCS y MalUeHTOB, KOTOpbIE
UCTIOJIB3YIOT B HACTOSINEE BPEMS WIIM KOTOPhIE HEJaBHO MPUHUMAIIM aHTUMUKOOAKTEpHaIbHbIC
Ipernaparsl AJis JeueHus TyOepKyJesa.

Jlakmoayuoos

B cBsi3u ¢ npuMeHeHneM JIMHE30 112 cOO0IaIoch O JIakToanuaose. [lanuenTsl, y KOTOpBIX Ha
doHe mpuema IUHE30JMJA BO3HMKAET MOBTOpHAs TOIIHOTAa WM PBOTA, 0OJIb B KHUBOTE,
HEOOBSACHUMBIN aIN/103 WIM OTMEYAETCs CHMU)KEHHE KOHIICHTPALUMH TUAPOKapOOHAT-aHUOHOB,
TpeOyIOT TIATEIBHOI'O HAOIIOEHUS CO CTOPOHBI Bpaya.

Mumoxonopuanvhasn oucghynkyus

Jlunesonua wunHrubupyer cunte3 Oenka muToxoHnpuil. [loOounbie 3ddexTr, Takue Kak
JAKTOAIMI03, aHeMHsl W HeWpomnaTus (nepudeprudeckas WIH 3pUTEIBHOTO HEpBa), MOTYT
BO3HUKHYTH B pe3ylbTaTe »d3TOr0 TOPMOXEHHUs; ITH d(PdexTsr saBusioTcss  Oomee
pacmnpocTpaHEeHHBIMH, KOTJIa penapat UCHOIb3yeTcs 00bliIe, yeM 28 THel.

Cyoopoeu

Coo0maiock 0 cyoporax y naideHTOB, IPUHUMABIINX JTHHE30U, P STOM B OOJIBIIUHCTBE
CllyuacB B aHaMHE3€¢ HMMEJOCh yKa3aHHe Ha CYJOpPOTH WM Hajluuue (aKTOPOB PHUCKA X
pa3BUTHSL.

VY mnanueHToB HE0O0XO0AMMO coOpaTh MOAPOOHBIM aHaMHe3, KacaloUlMiics MpealIecTBYIOINX
AMIU30/10B CYI0POT.

Hneubumopol monoamunoxcuoasol

Jlunezonu siBisieTcss 0OpaTUMBIM HECENIEKTUBHBIM HHTHOUTOPOM MOHOaMUHOKcHAa3sl (MAO);
OJIHAaKO B J03aX, MPUMEHSEeMbIX /s aHTHUOAKTepHAIbHOM Tepanuu, OH HE MPOSBISAET
aHTuaenpeccaHTHeI 3Pdekr. MMeroTcs o4YeHb OrpaHWYCHHBIC JIaHHBIE W3 HCCIEIOBAHUMN
JIEKapCTBEHHBIX B3aWMOJECUCTBUM M B OTHOLIEHUWU OE€30MacHOCTH JIMHE30JuAa Ipu
NPUMEHEHUH Yy TAIUEHTOB C OCHOBHBIMU 3a00JI€BaHMSIMH W/WIM TPU OJHOBPEMEHHOM
NPUMEHEHUN JIGKAPCTBEHHBIX TMPENapaTroB, KOTOPbIE MOTYT TMOABEPTHYTh HX PHCKY,
obycnosienHoMy wuHTHOMpoBanueM MAOQO. CremoBarenbHO, NMPUMEHEHHE JIMHE30/IMAa HE
PEKOMEHIyeTCsI B 3THUX OOCTOSITENIbCTBAaX, KpPOME CIydaeB, KOTJa BO3MOXKHO IPOBEICHUE
TIIATETFHOTO HAOMIOACHNUS U MOHUTOPUHTA TMAllUEHTAa, MOJIYyYaroIlero mpemapar (CM. pasiessl

((HpOTI/IBOHOKEBaHI/IH» u «B3auMoaencTBue ¢ APYIruMH JICKAapCTBCHHBIMU Cpe)lCTBaMI/I»).



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 19.09.2024 N= 20032

Cepomonunoswiii CUHOpOM (NOCNEOOBATENEHOCTE 0003)

Coo0manoch 0 CIOHTAaHHBIX CIydasX Pa3BUTHS CEPOTOHUHOBOTO CHUHIPOMA, CBSI3aHHOTO C
O/IHOBPEMEHHBIM ITPUMEHEHUEM JIMHE30JIMJIa U CEPOTOHMHEPTUYECKUX MPErapaToB, BKIOYAs
AHTHUJICTIPECCAHTDI, TaKWe KakK CEJIEKTHBHbIE HHTUOMTOPHI OOpPAaTHOTO 3axXxBaTa CEPOTOHHHA
(CHO3C) u omuounnasr (cM. pazaensl «lIpoTtuBonokasanus» U «B3auMomelcTBUE C APYTHMH
JIEKapCTBEHHBIMU CpesicTBaMu»). [Ipn HEOOX0IMMOCTH MMPUMEHEHHUS MIpenapara B COYETaHUU C
CCJICKTHBHBIMA ~HMHTHOWTOpPaMH OOpaTHOTO 3axBaTa CEPOTOHWHA CJEIYeT TOCTOSHHO
HaOJII0JaTh 3a MAlMEHTaMU C LEJIbI0 BBISABJICHHS MPU3HAKOB W CUMIITOMOB CEPOTOHHHOBOTO
CUHPOMa, TAKUX KaK HapylIeHHe KOTHUTUBHOW (QYHKIUU, TUTIEpIIUPEKCHUs, Tuneppedaexcus u
HapylLIeHHE KOOPAWHALMU JBUXKEHHH. B ciyyae mosiBIeHUS NaHHBIX CHUMIITOMOB CIEAYeT
OTMEHHUTh OJWUH WM 00a TpPUHUMaeMbIX mpenapara. [Ilpu mpekpameHuud mpuemMa

CEPOTOHMHEPTHUECKOTO CPEJICTBA MOTYT HAOIIOAATHCSI CUMIITOMBI CHHIPOMA «OTMEHBD.

Coo0masioch 0 ciy4asx 0OpaTUMOro IOBEPXHOCTHOTO W3MEHEHUS OKpAlTUBaHUS 3yOHOUH
SMajid IIpyU MNPUMCHCHHU JIMHC30JIMAA. I[aHHI)Ie HN3MCHCHHUA OKpalllMBaHUA YOAIAINCH

MMoCpeCaACTBOM HpO(i)eCCI/IOHaHBHOFO O4YHUIICHUA 3Y60B.

OnHOBpEeMEHHOE NMPUMEHEHHUE JIHHEe30IrAa U OynpeHopduHa (OTIeIbHO WM B KOMOMHALIUY C
HAJIOKCOHOM) TaK)K€ MOXKET NPHUBECTU K PA3BUTUIO0 CEPOTOHMHOBOro cuuapoma. Eciu Takoe
COBMECTHOE JICUEHHE SBISETCA KIMHUYECKM OOOCHOBAHHBIM, CJeIyeT oO0eclneyuTh
THIATEJBHBIM KOHTPOJIb 32 COCTOSIHUEM IIallUEHTOB, OCOOEHHO B Hauyaje JICYEHUsS U IpU

MOBBIIICHUX 10361 (CM. paznen 4.5.).

T'unocnuxemus

Coo0majioch 0 CiIy4asX CHMIITOMATHYECKOW THUIOTIIMKEMUH Yy TAIMCHTOB C CaXapHBbIM
nuabeToM, MOTyYaBIIUX JMHE30JIU OJHOBPEMEHHO C MHCYJIWHOM WM THIOTJIMKEMHYECKUMU
npernapaTaMu. XOTS TNPUYMHHO-CIEACTBEHHAs CBSI3b MEXAy NPUEMOM JIMHE30JHAa U
pa3BUTHEM THIIOTJIMKEMHUN HE YCTAHOBJICHA, MAIMCHTOB C CaXapHBIM JUA0ETOM HE0OXO0IUMO
NPeIyNpexaaTh O BO3MOXHOCTH Pa3BUTHS THUIOTIMKEMHH. B cioydae BO3HUKHOBEHUS
TUTMOTJIMKEMHUH HEOOX0AUMa KOPPEKIIHS J03bI MHCYIMHA/TUTIOTIMKEMUYECKUX MPENnapaToB Win
OTMEHBI JIMHE30JIHU/IA.

Ipumenenue c npodykmamu numanus, 602amvlMy MUPaAMUHOM

[TaruenTaM cieyeT peKOMEHJIO0BAaTh OTKA3aThCSA OT MIpHeMa OOJBIIMX KOJWYECTB ITHIIIH,
coJlepiKallel TupaMuH (Takue, Kak KpacHO€ BUHO, CO3PEBIIHIA CHIP, HEKOTOPBIE AIKOTOJBLHBIE
HAITUTKH, KOMYEHOE MsICO, IKCTPAKTHI APOXIKEH, MPOAYKTH U3 (EPMEHTUPOBAHHBIX COEBBIX
0000B, TakMe KaK COEBBII COYC).

Cynepungexyus

Knuanmgeckux HCCHGHOB&HHﬁ, HU3yYaBIIUX 3(I)(I)GKT NPUMCHCHUSA JIMHEC30JIN[da Ha HOPMAJIbHYIO



COOTBETCTBYET ZKCNEPTHOMY OTUETY
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MUKpO(dIIOpy opranu3ma ueiaoBeka, He mpooauioch. ([(OCINEOOBATENEHOCTS 00030

[IpumeneHne aHTHOAKTEPUAIBHBIX MPEMapaToB WHOTAA MOXXET MPHUBOJUTH K YCHUICHHOMY
pPOCTYy HEBOCIPUUMYHMBBIX K HEMY MHUKPOOPTraHU3MOB. B KIMHUYECKHX HCCIEIOBAHUAX OBLIO
MOKa3aHO, 4YTO NpuMepHOo y 3 % MalMeHTOB, MOJYyYaBIIUX PEKOMEHJOBAHHBIE 03Bl
JMHE30JIM/Ia, Pa3BHBAJICS KaHAMIO03, ACCOIMHUPOBAHHBIA C MPHEMOM aHTHOMOTHKOB. [lpm
BO3HUKHOBEHUHU CynepuHpeknnd Ha (oHE TNpueMa JHHE30JuAa CIeAyeT NPHHUMATH
COOTBETCTBYIOIIHE MEPHI MEIUIIMHCKOTO XapakTepa.

Knunuueckue uccnedosanus

be3zonacHoCTh 1 3PGEKTUBHOCTh MPUMEHEHUS JIMHE30JIU/Ia JUIMTEILHOCTRIO Oosee 28 nHel He
YCTaHOBJICHBI.

B KOHTpONMpPYEMBIX KIMHUYECKUX HCCICIAOBAHUSAX HE MPHUHUMAIU YYacTUS MAlUEHTHI C
CUHAPOMOM «IHA0CTUYECKONW CTONIBD», NPOJCKHIMUA WU HWIICMHYSCKUMU HAPYIICHUSMH,
TSDKEIIBIMU O)KOTAMH WMJIM TaHTPEHO3HBIMU MOPKEHHUSMH. TakuM 00pa3oM, ONBIT MPUMEHECHUS
JIMHE30JIM/Ia B TEPAITUH STHX COCTOSHUI OrpaHHYCH.

Paboomuonus

Coo0mmasiochk 0 cirydasx pabdJaoMuoIM3a NP MPUMEHSHHH JTHHe30auaa (cM. pasaen «llobounoe
neiicrBue»). Eciu HaOmoqar0TCs IPU3HAKK HITH CUMIITOMBI pabJOMUOJTN3a, IPUEM JTHHE30IH 1A
CJICAyeT NMPEKPATUTh U HAYaTh COOTBETCTBYIOIYIO TEPAIIHUIO.

BcrnoMmorarensHble BellecTBa

I nroxo3a (Oexcmposa)

Jannsiit npenapat conepxut 50,24 mr (1. €. 2,5 /50 mr, 5 /100 mu, 7,5 1/150 mu, 10 /200 m,
12,5 1/250 mu, 15 /300 mm, 20 1/400 mu1) TIFOKO3BI, YTO HEOOXOAMMO YUUTHIBATH MAIIMEHTaM C
caxapHpiM auaberoM. [lanmMeHTamM ¢ peAKO  BCTPEUAIOIIEWCS — TITIOKO30-TaJaKTO3HOM
MajbabcopOIuelt He CiielyeT MPUHUMATh 3TOT IIpemapar.

Hampuu

Hannsiit mpemnapat coaepkut 0,45 mr (22 mr/50 mn, 45 mr/100 mi, 67 mr/150 o, 89 mr/200 mu,
112 mr/250 mi, 134 mr/300 mut, 178 mr/400 mur) Hatpust. Heobxoaumo y4uThIBaTh MalideHTaMm,

HaxoadmuMceAa Ha JUETC C OTPaHUYCHHUEM ITOCTYIIJICHUSA HATPHA.

4.5. BszammopeiicTBHe ¢ JPYIrHMH JE€KAPCTBEHHbIMHM IpenapataMd W JApyrue BHIbI
B3aMMO/EHCTBUA

VYcranoBneHo, uto uzodepMeHTsl uToxpoma P450 He ydacTBYIOT B METa0OIM3ME JIMHE30JIH 1A
in vitro. JluHe30nMM He HMHTUOMpPYET W HE MOTEHUUPYET AKTUBHOCTh KIMHHUYECKH Ba)KHBIX
uzopepmentoB muroxpoma P450 (1A2, 2C9, 2C19, 2D6, 2E1, 3A4). Takum obOpaszom, HE
oxupaercss CYP450-uHaynupoBaHHOrO B3aMMOJEHCTBUSA IpU npueMe juHesonauzaa. [lpu

OJIHOBPEMEHHOM MPHUMEHEHUU JInHe301M/1a U (S)-BapdaprHa, KOTOPbI B 3HAYUTENILHOMN CTEIIEHU

10
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metabommsupyercst  m3odepmenrom  CYP209,  dapmakokmieTitkdkiiel H Kdpakrepicinkm

COOTBETCTBYET ZKCNEPTHOMY OTUETY

BapapuHa He MeHATCA. Takue mpenaparsl, Kak BappapuH U (PEHUTOWH, SBISIOIINECS
cyocrparamu uzopepmenta CYP2C9, MOKHO MPUMEHSTh OJHOBPEMEHHO C JIMHE30JHIAOM 0e3
KOPPEKILIUHU J03bl.

Jlunezonuy cieayer ¢ OCTOPOKHOCTHIO Ha3HauaTh OJHOBPEMEHHO ¢ OymnpeHophHuHOM
(oTAENPHO WJIM B KOMOMHAallMM C HAaJOKCOHOM), TaK KakK IIOBBINIAETCS PHUCK pa3BUTUSA
CEpPOTOHMHOBOI'O CHHJPOMA, IPEACTABIISIOIIEIO IMOTEHIUAIBHYIO YIpo3y s XU3HU (CM.
paznen 4.4.).

I/IHFI/I6I/ITODI)I MOHOAMHWHOKCHIA3bI

Jlunezonuy sBIsIETCS HECEIEKTUBHBIM 00paTUMBIM HHIHOUTOPOM MOHOAMHHOKCH/IA3bI, I03TOMY
y HEKOTOPBIX MALUEHTOB, MOJYYAIOIIUX JUHE30JIUI, MOXKET OTMEUaThbCs YMEPEHHOE 00paTUMOe
YCHJICHHE TPECCOPHOTO ACUCTBUS nces00dpedpuna N penurponanoramuna. B cBsi3u ¢ 3TUM
PEKOMEHIyeTCsl CHUKATh HadyalbHBIE J03bl CIEAYIOLIUX TPYIIN MPEenapaToB: aJpeHOMHUMETHKU
(mampumep, nceaoddenput, GeHUIMPONaHOIAMUH, dTUHEPPUH, HOpINHUHEPPUH, JOOYyTaMUH),
nopaMHHOMUMETHKN (HampuMmep, nodaMuH) W B JATbHEHIIEM OCYIIECTBISITH TMOJ00P O3B
TUTPOBAHUEM.

B uccnenosanusix I, II, u Il ¢a3el He oTMeuanoch pa3BUTHS CEPOTOHMHOBOTO CHHApOMA Yy
MAIMEHTOB, MOMYYaBUIMX JMHE30JIUJ COBMECTHO C CEPOTOHMHEPTHYECKHUMH IpenapaTaMu.
OpHako OBIIO HECKOJNBKO COOOIIEHUH O pPAa3BUTHM CEPOTOHMHOBOTO CHHApPOMa Ha (oHE
NPUMEHEHHS JIMHE30JI[a W AHTHICTIPECCAHTOB — CEJCKTHBHBIX WHTUOMTOPOB OOpPaTHOTO
3axBara CEpOTOHUHA.

[Ipy ogHOBpeMEHHOM TMNPUMEHEHHH C a3TPEOHAaMOM UM TEHTaMULMHOM  H3MEHEHHs
(apMaKOKUHETHKH JTMHE30JIUAa HE OTMEYAIIOCh.

Pudamnuuun Bb3bBan cHukeHue Cmax U AUC nunesonuza B cpenHem Ha 21% u 32 %,
COOTBETCTBEHHO.

4.6. DepTHIBHOCTb, 0€PEMEHHOCTDH U JAKTALMS

bepeMeHHOCTB

HccnenoBanmii 6€30MaCHOCTH NMPUMEHEHHS JIMHE30JIMAa P OepeMEHHOCTH HE TPOBOIMIIOCH,
MO3TOMY MpUMEHEeHue npenapata JInHezonua-OaBaHC P OEPEMEHHOCTH BO3MOYKHO TOJIBKO B
clly4ae, eciy IperoyaraeMas mojib3a OT Tepanuu JUisi MaTepu MPEBOCXOAUT MOTEHITUATBHBIN
PHICK LTS TUTO/IA.

JlakTanus

HeusBecTHo, BBIIENSETCS M JTUHE30JU] C TPYAHBIM MOJOKOM KOPMSIIMX JKECHIIUH, MTOATOMY
CIeyeT MPEeKpaTUTh TPYAHOE BCKAapMIMBaHWE MPH HAa3HAYEHUH Mpernapara MaTepu B MEpUOJ

JIAKTAIUH.
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 19.09.2024 N= 20032

4.7. BuusiHMe HAa CIOCOOHOCTH YNPABJATE TPaHCHDPIHHMA_CpeiciBavi mpadboTars c

MeXaHu3MaMHu

Bo BpEMsA JICUCHHUA JIMHC30JIMAOM YIIPABJIATL TPAHCIOPTHBIMU CpCACTBAMU, CHeLHUaIbHOM
TEXHUKOH WM 3aHUMAaThCS JACATCIIBHOCTBIO, CBS3aHHOM C IIOBBIIICHHBIM PUCKOM, HE
PEKOMEHAYCTCA. HaHI/IeHTOB CIIEAYy€CT opeaynpeainTb 0 BO3MOXXHOCTH Pa3sBUTHA

TOJIOBOKPYKCHUA NI CUMIITOMOB HAPYIICHUA 3PCHUA.

4.8. HexenarejabHble peakuuu

Pesrome npoduiis 0esonacHocT

HexxenaTenbHble SIBICHUSA, CBA3aHHBIC C MPUEMOM JIMHE30JUa, OBIBAIOT OOBIYHO JIETKOM WU
CpeIHEeH CTeneHU BBIpAKEHHOCTHU. Yalle ocTaldbHBIX OTMEUAIOTCs Auapesi, roJoBHasl 0OJb,
TOIIHOTA, PBOTA.

PesroMe HexxenaTeabHbIX PEAKIIU

B tabnuie npecTaBieHbl HeXENaTeIbHbIC PEaKIUK 110 CUCTeMHO-opraHHbIM Kiaccam (COK) u
gactore. Yacrtora pa3BUTHs OIpeAeiseTcs Kak: odeHb yacto (> 1/10), wactro (> 1/100, HO
< 1/10), mewacro (> 1/1000, vHo < 1/100), penko (> 1/10000, Ho < 1/1000), o4eHb peaKo
(< 1/10000), gvactora Hen3BeCTHA (Ha OCHOBAHWY MMEIOLIMXCS TAaHHBIX OIIEHUTh HEBO3MOKHO):

B3p0C/lbl€ nayuernivl

CucreMHoO- Yacro Heuacto Penxo Ouenp YacroTa
OpTAHHEI (> 1/100, Ho < 1/10) (> 1/1 000, HO < (> 1/10000, perko (< | HemsgecTHa
KTace 1/100) HO <1 1/10000) (Ha
1/1000) OCHOBaHHUH
HMMEIOIINUXC
s TAHHBIX
OIICHHUTh
HEBO3MOXKH
0)
Nudexuun | kauaumo3 (B T.4. | BATHHUT KOJINT,
Y MHBAa3UW | KaHIWUJI03  TIOJOCTH BBI3BaHHBIN
pTa, BaruHaJbHBIN MPUMEHEHH
KaH/IU103), eM
rpuOKOBbIE aHTHOUOTHK
nH(peKun oB (B T.u.
TICEBIOMEM
OpaHO3HBIN
KOJIHT)*
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 15.09.2024 N= 20032

Hapymienust | tpomGouuTonenus*, | manmuronehus™®, ([lénnépotiaeyTEMEH O CTmughioéymp
CO CTOPOHHI | aHeMHUS ™ TeHKOTIeHHST*, THast eccus®
KpOBU u HEUTPOTICHHSI, aHeMHsT*
nuMmparuye 903UHOUITUS
CKOU
CUCTEMBI
Hapymenus aHauaxc
CO CTOPOHBI us*
MMMYHHOM
CUCTEMBI
Hapymenus TUTIOHATPHEMHUS JAKTOAIH]IO
MeTabonu3 3*
Ma u
MTUTaHWS
[Icuxuueck | OeccoHHMIIA
ue
HapYIICHUS
Hapymenus | ronoBHas 601b, | cynoporu*, CEepOTOHHH
CO CTOPOHBI | TOJIOBOKPYKEHUE nepudepudeckas OBBIN
HEpPBHOM Herponartus ™, CHUHJIpOM
CUCTEMBI U3MEHEeHHE
BKYCOBBIX
OLIYILICHUH,
THIOCTE3US,
napecTe3us
Hapymenns HelponaTus MOsIBJICHUE HEBPUT
CO CTOPOHBI 3pUTEIBHOTO nedeKToB 3pUTETHHOT
opraHa HepBa*, noJsieu 0 HepBa*,
3peHHS 3aTyMaHEeHHOE 3peHus ™ norepst
3peHue* 3peHus®,
U3MEHEeHHe
OCTPOTHI
3peHus®,
M3MEHEHHE
I[BETOBOTO
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 19.09.2024 N= 20032
(NOCNEOQCEATENEHOC|Tip Sk’
Hapymenus 3BOH B yIIax
CO CTOPOHBI
opraHa
ciyxa u
nabupuHTa
Hapymienus apUTMUSA
CO CTOPOHBI (Taxukapus)
cepaua
Hapymienus | moBsIlieHue TpaH3UTOPHAS
CO CTOPOHBI | apTEPUATIHLHOTO UIIeMHUYecKas
COCYy/IOB JIaBJICHUS araka, haedur,
TpoMOOQIIeOUT
Kenynouno | pBora, nuapes, | Ca3Mbl B )KMBOTE”, | IOBEPXHOCT
-KUIIEYHBIE | TOIIHOTA, B3lyTHE JKHUBOTA, | HOE
HApyLICHUS | JIOKATH30BaHHAS U3MEHEHHE IIBeTa | U3MEHEHHE
HAIIH SI3BIKA™, LBETa
TeHEepAITM30BaHHAS MAHKPEATHT, 3y0oB*
001 B 00IACTH | TaCTPHUT, CYXOCTh
KUBOTA,  BKIIOYas | BO PTy, TJIOCCHT,
CrasMbl B JKHBOTE, | YKHJIKHMA CTYyI,
3arop, JUCTICTICHS CTOMATHUT, TPOYHE
HapyLICHUS
COCTOSTHUS SI3bIKA
Hapymenus | uamMeHnenue MTOBBIIIICHHE
CO CTOPOHHI | pe3yJIbTaTOB KOHIIEHTPAIUN
neyeHn M | QyHKIHMOHAIBHBIX o0riero
JKEITYEBBIBO | TECTOB nevyeHu, | OmnupyOuHa
JUSITITAX MTOBBIIIICHHE
myTen AKTUBHOCTH
«TEYEHOYHBIX)

¢depMeHTOB (B T.U.
AIAaHMHAMUHOTPAHC
(bepassl (AJIT),

aclrapTaTaMUHOTpPAaH
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 15.09.2024 N= 20032

cthepasbl (ACT), (NMOCNEOOBATENEHOCTE 0003)
IEJIOYHOU
docdarazsr (IL[D))
Hapymienust | 3yn, cbinp* Oysuie3HbIe BaCKYJIUT
CO CTOPOHBI MOPKEHUSI KOXKH, | IPU
KOXH u TSDKEJIBIE  KOXKHBIC | TUTIEPUYBCT
MTOIKOYKHBIX HEXeJlaTelIbHbIC BUTEIHLHOCT
TKaHeH peaKiuu, n*,
AHTHOHEBPOTUYECK | TOKCHYECKH
3071 oTex™, | i
KpanmuBHUIIA, 210791 () VEN) 3
JIEpMATHT, HBIN
MTOBBIIICHHAS HEKpou3™*,
MTOTJIUBOCTD CHUHIPOM
CruBeHca-
J>xoHncona*
, AJTOTISIHS
Hapymenus pabomMuon
CO CTOpPOHBI u3* (cm.
MBIIIEYHOM, pasznen 4.4.)
CKENIETHOM
u
COCUHHUTEIT
bHOM TKaHU
Hapymienus | moBbllieHue MoYeyHast
CO CTOPOHBI | KOHIIEHTPAIUU HEJIOCTaTOYHOCTb,
MOYEK Y | MOYCBUHBI B KPOBH | TIOBBIIIICHHE
MOYEBBIBO/T KOHIIEHTpaLluU
ALMUX TyTeH KpeaTHHHHA B
miasme KpOBH,
TIOJTNY PHST
Hapymenus HapyLIEeHUs co
CO CTOPOHBI CTOPOHBI
penpoOyKTH BJIarajuia u
BHOM BYJIbBBI
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COOTBETCTEYET 3KCNEPTHO

MY OTHETY

ot 19.09.2024 N= 20032
CHUCTEMBI H (NOCNEAQCBATENEHOCTE 0003)
MOJIOYHBIX
xKeres
Oo0uiue JTUXOpajKa, 03HO0,
HapyIICHHs | JIOKAJTM30BaHHAs YTOMJISIEMOCT,
U peakiuu B | 60JIb kKaxna, Oomb B
MecTe MECTe  HMHBEKIINH
BBC/ICHUS (st pacTBOpa JIUIS
uH}y3mit)
JlaGopaTop | OTKJIOHEHHE OT | OTKJIOHEHHUE oT
HBIC U | HOPMBI TIOKa3aTesiel | HOpMBI
WHCTPYMEHT | QYHKIIMK  TEYCHH, | FeMaTOJIOTUICCKUX
QJIbHBIC MOBBIIIICHUE noKazareJei,
JAaHHBIC KOJIMYECTBA MOBBIIIICHHE
HelTpoduIios, coJiepKaHus
903HHO(HIIOB, HATpUS WIn
CHIDKCHHE KaJbllUs B IUIa3Me
reMorjioOuHa, KpOBU, CHHUXXEHUE
reMaTOKpUTa WM | KOHIIEHTPAIUU
YHca IPUTPOIMTOB, | TIIFOKO3bBI HE
MOBBILIICHHE WIH | HATONIAK,
CHIDKCHUE MOBBIIIICHUE WM
KOJTMYECTBA CHW)KCHHE
TPOMOOIIUTOB ~ WJIH | XJIOPUAOB  KpPOBH,
TEHKOIUTOB, MOBBIIIICHHE
MTOBBIIIICHHE KOJTMYECTBA
AKTUBHOCTH PETHKYJIOIUTOB,
TMAKTaTACTUAPOTECHA3 | CHIDKEHUE
bl, KPEaTUHKHHA3bI, | KOJUYECTBA
JUNa3bl, aMuia3bl, | HEUTPODHUIIOB
MTOBBIIICHHE
KOHIIEHTpPAIIUN
TJIFOKO3BI HE

HaTOoImakK, CHHXCHHC

oOmiero Oelika,
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 19.09.2024 N= 20032

ans0yMHHa, HaATPHsI (MOCNEOCBATENEHOCTE 0003)
U KaJIbLus,

MOBBIIICHUE WIN

CHIKECHHUE Kaaus

W

TUIPOKapOOHATOB

* HexxenaTenbHBIC PEaKIIUH, BBISBIICHHBIC B TIOCTPETUCTPAIIMOHHOM TIEPHOJIC
# HexemareapbHBIC PEaKIUU «CTHa3Mbl B JKHBOTE» oOmpenersaioTcs mo knaccudukanmmun MedDRA kak
TEPMUH HUKHETO YPOBHS, a HE MPEAMOYTUTEIILHBIA TEPMUH.

OnuncaHne OTACIBHBIX HEXKEIATCABHBIX PDEAKITUHI

Crnenyrouue no0ouHble 3QGEeKThl IpU MPUMEHEHUH JIMHE30JIU/IA B PEIKUX CIIy4asX OTHOCUIIHCH
K KaTeropyuu Cephe3HBIX: JIOKATTM30BaHHAs 00JIb B 00JIACTH KUBOTA, TPAH3UTOPHAS UIIEMHYECKas
aTaka, apTepuabHas TUIIEPTEH3USI.
B KOHTpOJMpYyEeMBIX KIMHUYECKUX HCCICNOBAHUSAX, B KOTOPBIX JIMHE3OIH] IPUMEHSJICS
MakcuMyMm 28 nHe#, Toiabko y 2% mNauMeHToB pa3BuBaiach aHemus. [lpu npumeHeHumn
HE3aperuCTPUPOBAHHOTO Iperapara B paMKax MPOrpaMM paHHETo JOCTyIa JJIsi MalueHTOB C
KHU3HEyrpoKaromuMu  uHQekmusmu, y 2,5% (33/1326) mnamueHToB, KOTOpBIE MOTYyYalld
nuHe3onua < 28 aHel, pa3BUBajach aHEMHUs, B TO BpeMs KaK MpH MPUMEHEHHH IJMHE30JIUa
6onbiie 28 aHeit, anemus pazpuBaiach y 12,3% (53/430) narueHTos.
CooTHOIICHNE CITyYaeB Pa3BUTHS aHEMHH, TPeOYrOIIeld TeperMBaHUS KPOBU, COCTaBWIO 9%
cpenu TMalMeHTOB, Moyydaronux guHesonua < 28 mueit (3/33), u 15% (8/53) B Tex ciyuasx,
KOT/JIa JINHE30JIU TPUMEHSITN Oosee 28 aHei.

eTH
JlanHbIe 110 O€30MaCHOCTH, MOTYYeHHbIC B KITMHUUECKUX HUCCIEeI0OBaHUAX ¢ yyacTrem 6osee 500
MAaIMEeHTOB JIETCKOTO Bo3pacTa (C poXaeHus 1o 17 5er), He YKas3bIBalOT, YTO MPOQHIH
0€30MaCHOCTH JIMHE30JIUAA JJIS IETEH OTINYaeTCs OT MPpOoGuIIst Oe30MaCHOCTH JUIsE B3POCIBIX.

COO6H_IGHI/IG 0 TOA03PEBACMBIX HEXKCIATCIIbHBIX PCAKITHUAX

BaxHo coo0mare O T10J03peBaeMbIX HEKENATENbHbIX peaklUsX IOocie pPerucTpanun
JIEKapCTBEHHOI'0 IIperapara ¢ LeNblo 00ecreyeHus] HeMPepbIBHOTO MOHUTOPUHTA COOTHOILIEHUS
«I10JIb3a — PHUCK» JIEKAPCTBEHHOro Impenapara. MeOULMHCKUM pabOTHHKAM PEKOMEHIYEeTCs
coo0mare 0 JIIOOBIX MOJ03PEBAEMBIX HEXETAaTEIbHBIX PEAaKUUAX JIEKAPCTBEHHOro Mpernapara
Yyepe3 HallMOHAJIbHBIE CUCTEMBI COOOIICHUSI O HEXeNaTeIbHBIX PEaKIMIX TOCYAapCTB — WIECHOB
EBpa3niickoro 5KOHOMHUYECKOTO COKO3a.

Poccniickas @enepanns

denepanbHas ciryk0a 1o HaA30py B cepe 3ApaBOOXPaHEHUS.

Anpec: 109012, r. MockBa, CnaBsiHcKast muioniajib, 1. 4, ctp. 1.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 19.09.2024 N= 20032
Tenedon: +7 (800) 550-99-03 (MOCNEOCBATENEHOCTE 0003)
OnexrponHas noura: pharm@roszdravnadzor.gov.ru
Caiit B UH(POPMALMOHHO-TEIIEKOMMYHHUKAITMOHHON ceTu «MHTepHeT:

https://www.roszdravnadzor.gov.ru

4.9. Ilepexo3mpoBka

O cnyyasx mepemo3upoBKU JIMHE30JIMAa HE COo0IIanock. PeKoMeHIyeTcss CHMIITOMAaTHYeCKOe
nedeHue (B T.4. HEOOXOJUMO MOEP)KUBATH CKOPOCTh KITyOOUKOBO# (ubTpanun). Hetr nanubix
OTHOCUTEIIPHO YCKOpPEHHsI BBIBEACHUS JMHE30JMJIA NpPU [EPUTOHEATBHOM JHAIN3E WIIH

remornepdy3uu.

5. ®APMAKOJIOTHYECKHE CBOMCTBA

5.1. ®apmakoguHaMHuyecKHUe CBOWCTBA

dapMakoTepaneBTUYECKasi TPYIMIa: aHTUOAKTEPHATbHBIC CPEICTBA CHUCTEMHOTO JCHCTBHSI,
Ipyrue aHTHOAKTepUaIbHbBIE CPEACTBA.

Kong ATX: JO1XXO08

MexaHu3M AeicTBUs

JIuHe30/MM, CUHTETHYECKH aHTHOAKTEepHaJIbHBIN IpenapaT, OTHOCHUTCA K HOBOMY KIIAcCy
MIPOTUBOMHUKPOOHBIX CPEACTB, OKCA30JIMJIUHOHAM, aKTUBHBIX in Vitro B OTHOIICHHUU a’3pOOHBIX
IPaMITIOJIOKUTEIIbHBIX OaKTepHii, HEKOTOPBIX TPAMOTPULIATEIBHBIX OaKTEepHil W aHAdPOOHBIX
MUKPOOTPAHU3MOB. JIMHE30JIU]l CEJIEKTUBHO MHTHOMPYET CHUHTE3 Oenka B OakTepusix. 3a CUeT
CBA3BIBAHUSI ¢  OakTepHaIbHBIMU  puUOOCOMaMH  OH  TpeaoTBpamiaeT  oOpa3oBaHHE
(GYHKIIMOHATTBHOTO ~ WMHUIMHUpYIOHIero  komriekca 70S, KOTOpBIM  SBISETCS  Ba)KHBIM
KOMITOHEHTOM TIpoIiecca TPAHCISIUY MpU CHHTe3¢e OenKa.

dapmakonuaamMmueckre YO EKTh

qyecmeumeﬂbHocmb

Hpenapam akmueern__in_Vitro u_in_vivo 68 OMHOUIeHUU CﬂeaVIOIMZ/lX MUKDOODSARUIMOE.

TPaMITIONIOKUTETIbHBIE a’po0Obl - Enterococcus faecium (BKJIIOYasl IITaMMBI, PE3UCTEHTHBIE K
BAaHKOMUIINHY); Staphylococcus aureus (BKIOYas METHUIIMUIMHPE3UCTCHTHBIC IIITAMMBI);
Streptococcus agalactiae, Streptococcus pneumoniae (BKJIIOYasi TOJUPE3UCTCHTHBIE IITAMMBI);
Streptococcus pyogenes.

Ilpenapam AKmueeHr in Vitro 6 onHoweruu CJZQ()VIOWZ/DC MUKDPOOP2ARU3BMOE.

TPaMIIOJIOKHUTENIbHBIE adpOo0bl - Enterococcus faecalis (BKIOYasi MITaAMMBI, PE3UCTEHTHBIE K
BaHKOMULUHY); Enterococcus faecium (IITaMMbl, 4YyBCTBUTEJbHbIE K BaHKOMUIIMHY);

Staphylococcus epidermidis (BKIIOYash METHIIMIUIMHPE3UCTEHTHBIE IITaMMBbl); Staphylococcus
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 19.09.2024 N= 20032

haemolyticus, Streptococcus spp. rpynnsl Viridans; rpaviorputtaTeibupic-adpaobl 1 Fastdiiella

multocida.

Pesucmenmuvie k _nune30nudy muxpoopeanusmel:  Haemophilus influenzae, Moraxella

catarrhalis, Neisseria spp., Enterobacteriaceae spp., Pseudomonas spp.

Peszucmenmnocmeo

MexaHu3M NEHCTBUS JIMHE30JUIa OTINYACTCS OT MEXAHM3MOB JICHCTBUS MPOTUBOMHKPOOHBIX
MpermapaToB APYTHX KJIacCOB (HAMpHUMEp, aMUHOTIMKO3UIOB, OeTa-TaKTamMOB, aHTArOHHCTOB
(GonMeBOl  KUCIOTBHI, TIUKONENTHIIOB, JUHKO3aMHUIOB, XHHOJOHOB, pHU(aAMIUIIUHOB,
CTPENTOrPAMUHOB,  TETPALMKIMHOB H  XJopaM(eHHKona), IMO3TOMY  IEpPEKPECTHOMN
PE3UCTEHTHOCTH MEXKIY JUHE30JUIAOM W ITHUMH TpernapaTaMd He CymecTByeT. JImHe3oym
AKTUBEH B OTHOIICHWHM T[aTOTEHHBIX MHUKPOOPTaHU3MOB, KaK YYBCTBHTEIBHBIX, TaK W
PE3UCTEHTHBIX K 9TUM Ipernaparam. Pe3UCTEHTHOCTD 110 OTHOIIEHHUIO K JIMHE30JIMIY Pa3BUBACTCS
MEJIEHHO MyTeM MHoroctaguiiHoi myTtamuu 23S pubocomanbuoir PHK u mpoucxomut c

yacToToii Mmenee 1 x 107 —1x 10711,

5.2. ®apmakokuHeTHYeCKHE CBOMCTBA

AOGcopbuus

Cpenusis makcuMmasibHast KOHIEHTPAUS (Cmax) ¥ cpenHsiss MUHUMaIbHas KOHICHTPAIUS (Cumin)
JUHE30JI[]a B IUIa3Me€ KPOBH B PAaBHOBECHOM COCTOSHUU IIOCJIE€ BHYTPHUBEHHOTO BBEICHUS
JIBaXIBI B JIeHb B 103¢ 600 Mr paBHsuHch 15,1 Mr/m u 3,68 mr/i, cOOTBEeTCTBEeHHO. PaBHOBecHas
KOHIICHTpAIMs JIUHE30JI1/1a B KPOBH JIOCTUTAETCS Ha 2 JIEHb BBEJICHUS Tperiapara.

Pacnpenenenue

O0mBeMm pacnpesieneHus JIMHE30IuIa MPU JOCTH)KEHUN PaBHOBECHOW KOHIIEHTPALIMH Y 3/J0POBOTO
B3pOCJIOTO 4YelloBeKa cocTaBisieT B cpenHeM 40 — 50 71, 4yTO NpUMEpPHO paBHO OOIIEMY
coJiepKaHuI0 BOJbI B opranusme. CBsi3pIBaHME ¢ OeTKaMu IJ1a3Mbl KpoBU cocTaBisieT 31% u He
3aBUCUT OT KOHIEHTPALIUU JINHE30JIU/1a B KPOBHU.

EI/IOTDaHCd)ODMaI_II/ISI

YcranoneHo, 4To u3odepMeHThsl nuroxpoma P450 He yyacTBYIOT B MeTaOO0JIM3ME JIMHE30JINIA
in vitro. JIUHE301M HE WMHTUOMPYET M HE MOTEHUUPYET AaKTUBHOCTh KIMHUYECKH BaXKHBIX
nzopepmenTtoB ruToxpoma P450 (1A2, 2C9, 2C19, 2D6, 2E1, 3A4).

Metabonarueckoe OKHUCICHHE MPHUBOAUT K OOpPa30BaHUIO JIByX HEAKTUBHBIX METAa0OJIHMTOB -
TUAPOKCUATUIATIUIMHA (OCHOBHOM MeTaboiIUT y uenoBeka, oOpa3yercss B pe3ylibTaTe
He(epMEHTATUBHOIO MpOIlecca) U aMHUHOATOKCUYKCYCHOM KHUCIOTHI (00pa3yercsi B MEHbIINX

KOJ'II/I‘{CCTBE[X). Taxoxe onucaHbl APYruc HCAKTUBHLIC MeTa0OIUTEI.
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OJIMMUHALNS (NOCNEOCBATENEHOCTE 0003)

BrenoueuHnslil KIupeHc cocTaBiigeT okojio 65 % knupeHca nuHe3onuaa. C yBeJIMUYEHUEM J103bl
JUHE30JInJja OTMEYaeTcsli HeOoNblllas CTENeHb HEJIMHEMHOCTH KJIMpEHca. OJTO MOXKET
OOBSCHATHCS CHUKEHMEM I[I0YEYHOTO M BHEMOYEYHOIO KIMpEHCAa TMpU BBICOKOH 03€
nuHe3onuaa. OIHaKo pa3inuuus KIMPEHCa HEBETUKW U HE BIUSIOT Ha KaXYyIIUKCS IMEpPHOJ
I10JIyBBbIBEICHUSI.

JIuHe30/MM | y TMAlMEHTOB ¢ HOPMaIbHOU (PYHKIMEH MOYeK W MpH MOYEYHOW HEZOCTATOUHOCTH
JIETKOM M CpeIHEeW CTeNeHU BBIBOAMTCS IMOYKaMU B BuAe ruapokcudyTirauiuia (40 %),
aMUHOATOKCUYKCycHOM KucnoThl (10 %) u B HensmenenHoMm Buze (30-35 %). Kumeunukom
BBIBOJIUTCS B BUJIE TUAPOKCUATIIIIIMLMHA (6 %) 1 aMUHOITOKCUYKCYCHOM KUCIOTHI (3 %).

B Hen3MeHEHHOM BUIE JIMHE30U IPAKTUUECKH HE BBIBOJUTCS KULIEUHUKOM.

[Iepuon nonyBbIBEICHUS JINHE30JIMA B CPEIHEM COCTABISAET S-7 4.

ITouyeuyHas HETOCTATOYHOCTh

[Tocne oapnokpatHoro mnpuéma 600 Mr npenapara malMEHTaMH C TSKEJIOW MOYEUHOU
HE/IOCTaTOYHOCTBIO (KIMpeHC KpeatnHuHa < 30 MII/MUH) KOHLIEHTpPAIMS JBYX €r0 OCHOBHBIX
MeTaboJIUTOB Bo3pactaia B 7-8 pa3. OnHako yBEIMYECHHS IUIOMIAAA TIOJ KPUBOU
«xoHuenTpanus-spemMs» (AUC) ucxonnoro npemnapara He Habmonanock. HecMoTpst Ha TO, 4TO
IpyH TEeMOAMANU3€ BBIBOJAMIOCH HEKOTOPOE KOJMYECTBO OCHOBHBIX METaOOIHMTOB, UX
KOHLIEHTpalus B IUIa3Me KpoBHU mocie npuema 600 mr auHe30iua U IpOBEACHUS IPOLEypbl
Jyalii3a y NalUeHTOB ¢ TSHKEJIOW MOYeYHONW HEeJJ0OCTaTOYHOCThIO OCTaBaIACh CYIIECTBEHHO BBILIE
KOHIIEHTPAllMd B KPOBU VY TAIMEHTOB C HOpMaibHOW (YHKIMEW TMOYeK, JErkol WIu
CPEIHETSHKENION MOYEYHON HEAOCTATOYHOCTBIO.

IleueHouHas HEAOCTATOYHOCTH

Nmerorcss orpaHWyeHHbIE JT@HHBIE O TOM, YTO Y MAIMEHTOB C JIETKOW M CPEIHETSHKEION
MEYeHOYHON HeJocTaToyHocThio (kmaccel A uw B mo kmaccupukammu  Yaitng-ITsio)
(apMakOKMHETHKA JIMHE30JHJa W JBYX €ro OCHOBHBIX METa0OJHUTOB HE M3MEHsEeTCS.
dapMaKOKMHETUKA JIMHE30JIMAAa Yy NAUUEHTOB C TKEIOW MEYEHOYHOM HEAOCTaTOYHOCTHIO
(kmacc C mo knaccudukanuu Yaitnna-I1er0) He u3ydanack. OpHAKO, MOCKOIBKY JIMHE3O0IU]]
MeTabonu3upyercss He(EepMEHTHBIM MyTeM, TO HE OXXUIAeTCsS 3HAYMMOIO HapYLIEHHS €ro
MeTabonu3Ma Mpy MEYCHOYHON HeTOCTATOYHOCTH.

JInia mosKuIioro Bo3pacra

VY NOXuIBIX TAaIMEeHTOB B Bo3pacTte 65 mer u crapme ¢GapMaKOKHHETHKA JIMHE30JIH/Ia

CYHICCTBCHHO HC U3MCHSACTCA.
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JKeHumHel (NMOCNEOOBATENEHOCTE 0003)

VY xkeHmuH 00beM pacipeneneHus Ipernapara HeCKOJIbKO HIDKE, YeM Y MYKUUH; Y HUX TaKXKe Ha
20 % cHWXXEH CpeJHUM KJIMpEHC Npu pacdere Ha maccy Ttena. KoHueHTpauus npemnapaTta B
I1a3Me KPOBH JKCHIIUH BBIIIE, YEM Y MY>KUUH, YTO MOKET OTYACTH OOBSCHATHCS PA3NUYUSIMU
Macchl Tena. OIHaKo, MOCKOJIbKY MEPHUOJ MOJTYBBIBEICHUS JIMHE30JIUAA Y MYKUUH U JKEHIIUH
CYILIECTBEHHO HE OTJIMYAETCS, HET MOBOJAa OKMJATh MOBBIIICHUS KOHILIEHTpALMU Ipenapara B
KPOBH JKCHIIUH BBIIIC IEPEHOCUMOTO 3HAYCHHUS, TAK YTO KOPPEKIIUs JO3bI HE TPeOyeTCsl.

eTu
VY moapoctkoB (12-17 ner) dapMakokWHETHKa JIMHE30JMA, MPHUHATOTO B go3e 600 Mmr, He
OTJIMYaJach OT KMHETHKHU y B3pOCHbIX. TakuM 00pa3oM, MpH HazHadeHUH mojpocTkam 600 mr
JUHE30JInJa Kaxable 12 4 KOHLEHTpauus npenapara OyneT Takod ke, KaK y B3pOCIbIX MpU
HAa3HAYECHHUU TOM K€ J103BI.
VY nereit B Bo3pacte OT | Hemenum mo 12 jer mpuMeHeHHE JuHe3oiauaa B go3e 10 mr/kr
€XKEIHEBHO KaXK/bl€ 8 4acOB MO3BOJSET JOCTHUYb TOM K€ HKCIIO3UIMH, YTO U Y B3POCIBIX MPHU
npumeHennu 600 Mr 1MHE30111a JBa pas3a B JCHb.
Y HOBOpOXXIEHHBIX CUCTEMHBIA KIMPEHC JIMHE30Ju7a OBICTPO HApacTaeT B TEUYCHHE IEPBOM
HeJeNnu KU3HHU (M3 pacyeTra Ha KI Macchl Tena). TakuM oOpa3om, mpu HazHaueHUU B j1o3e 10
MI/KT KaXAble 8 4 MaKCHUMalbHasi SKCIO3UIUS JIMHE30JuAa OyAeT JoCTUraTthes y peOeHka
MEPBBIX CYTOK HU3HU OBICTpEEC B MEPBBIM JEHb Mocie poxacHus. OTHAKO H30BITOYHOTO
HaKOIUICHHUS TIpernapara B MEePBYIO HEJENIO MpUeMa P TaKOW jK€ CXeMe Ha3HAYCHHS! BCE PaBHO
HE TIPOU30I/IET B CBSA3H C OBICTPHIM YBETUUYECHHUEM KIIMPEHCA.
6. ®APMAIIEBTUUYECKHE CBOWCTBA
6.1. IlepeueHb BcOMoOraTe/ibHbIX BEelIECTB
JlexcTpo3bl MOHOTUAPAT
JIuMoHHas KHCIIOTa
Harpus uutpat aurugpar
1 M pactBop Hatpus ruapokcuaa uian | M pacTBop XJI0pHUCTOBOAOPOIHON KHCIOTHI
Bona st mabeKInit
6.2. HecoBmecTHMOCTH
Jlune3onua Ui UHBEKIUN (papManeBTUYECKH HECOBMECTHM CO CIEAYIONIMMH IpermapaTamu:
amporepurua B, xmopripomasuH, nuazenam, (EHUTOWH, DPUTPOMHUIIMHA JAKTOOMOHAT, KO-
TPUMOKCA30JI (TPUMETOIIPUM + CyIbhaMeTOKCa30i1), e TPHUAKCOH.
JlaHHBI mpenapaT HE CleayeT CMEIIMBaTh C JIPYTMMHU JIEKAPCTBEHHBIMHU MpernapaTaMu, 3a

HCKJIIOUEHUEM YIIOMSIHYTBIX B paszedie 6.6.
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COOTBETCTEBYET 3KCMNEPTHO
ot 19.05 24 Wz 2003
6.3. Cpok rogHocTs (CpoK XpaHeHHs) (NOCNEOOBATENEHOCTE

MY OTUETY

2 ropa.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NIPH XPAHEHUH

XpaHUTh B 3alIMIIEHHOM OT CBETa MECTE MpHU TemnepaTrype He Bbiie 25 °C.

6.5. Xapakrep u cogep:KaHMe NEPBUYHONH YIIAKOBKHU

ITo 50 mm, 100 M, 150 mur, 200 M, 250 M1, 300 vut wnum 400 Mt B OyTBHUIKH CTEKJISTHHBIE IS
KpOBH, TpaHC(HY3UOHHBIX ¥ MH(Y3UOHHBIX MPENapaToB, YKYMOPEHHBIE MPOOKAaMU PE3NHOBBIMU
WM POOKaMH PE3NHOBBIMU OPOMO-OYTHUIIOBBEIMH M 00KaThIe ATFOMUHUEBBIMU KOJIITAYKAMHU.

Ha OyThiiKy HakJIeMBalOT 3TUKETKY M3 Oymaru 3TUKETOYHOM, WM MEJIOBaHHOW, WM THCYeH,
WM CaMOKJICSIIIYIOCS.

Kaxayro OyThUTKY BMECTE C MHCTPYKIHEH 110 MEAUIIMHCKOMY TPUMEHEHHUIO MIOMEMIAIOT B MaYKy
13 KapTOHA.

35, 70 6ythunok mo 50 mi, 35 O6yTteutok mo 100 mi, 28 OyTeiok o 150 mi, 24, 28 OyTHUIOK MO
200 mum, 24, 28 Oytbuiok mo 250 mi, 15 Oyteuiok mo 300 ma wim 15 Oyteuiok mo 400 M
COOTBETCTBEHHO IIOMCIIAIOT B SINUKA U3 KApTOHAa TO(PPUPOBAHHOTO C TIPUIIOKECHUEM
WHCTPYKIUNA 10 MEIUIMHCKOMY MPUMEHEHHUI0 B KOJUYECTBE, COOTBETCTBYIOIIEM KOJIUYECTBY

OYTBUIOK (JIJIs1 CTallHOHAPOB).

6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH NPH YHHYTOKEHHM HCIOJIb30BAHHOIO
JIEKAPCTBEHHOI'0  Mpemapara WIH OTXO0A0B, TMOJYYEHHBIX TMoOcCjJe TPUMEHEHUs
JIEKAPCTBEHHOI'0 MPenapara u Apyrue MaHUMYJIALIMHU ¢ IPenapaTomM

COBMECTHMBIC PACTBOPKI IS PIHd)V3PII>iZ

- 5 % pacTBOp AEKCTPO3bI 111 MHBEKIIN;

- 0,9 % pacTBOp HaTpUsI XJIOPUA JJIT UHBEKITUI;

- PactBop Punrepa nakrar 1y MHbEKIIHM.

Tonbko Ui OAHOKPATHOrO MpUMeHeHHs. M3BiekuTe OyTBUIKY M3 IMAuyKH HEMOCPEICTBEHHO
nepes NpUMEHEHHEM IIpenapara, 3aTeM IIPOBEPhTE Ha HAIWYME HE3HAYMTEIbHBIX IIpOoTedek. B
ClIy4ae MPOTEYEeK HE UCTOIb3YUTE OYTHUIKY, TTOCKOJIBKY CTEPUIBHOCTh MOXKET OBITh HApYIIICHA.
HeoOxonuMo BBIMONHUTE BHU3yallbHYIO NPOBEPKY pacTBOpa Iepel] NPUMEHEHUEM, CIETyeT
UCIOJIb30BaTh TOJIBKO MPO3pauHble pacTBOPhI 0e3 MeXaHW4YecKUX BKiItoueHui. He ucnonesyiite
OyTBUIKM B TIOCJIEJOBATENIbHBIX coeAuHeHUsX. He mnoacoenuHsiite MOBTOPHO YaCTHYHO
MCIIOJIb30BaHHbIe OyTHUIKHU. 3allpeiaeTcs oCae10BaTeNbHO COeIMHATh NH(Y3UOHHbIE OYTHUIKH
U J00aBiATH JApyrue mpenaparbl K pacTBopy aias uHpy3uid. Ecin HeoOXoauMo BBOIWUTH
JMHE30JIU] C JPYTMMHM IpenaparaMu, TO BCE JIEKAPCTBEHHBIE CPEICTBA CIEAYyeT Ha3HAuyaTh IO
OTJIENIBHOCTH B COOTBETCTBUU C PEKOMEHYEMBIMH J103aMH U IMYTSMHU BBEACHMS. AHAJIOTMUHBIM

06p330M, €CJIM OIHMH M TOT XK€ BHYTpI/IBeHHI)If/’I KaTeTCp HCIOJIB3YIOT IJIA HOCHC}IOB&TCJ’IBHOﬁ
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 19.09.2024 N= 20032

WH(Y3UM pa3TUYHBIX TperapaToB, TO Iepes BBeAcHUEM JiHE30 1A ik Mieeiie CHer0) KadTeTep

CJIEZIyeT MPOMBITH COBMECTUMBIM pacTBOpoM isg MHQY3uid. C MUKPOOHMOIOTHYECKOH TOUKU
3pEeHMs, 3a MHCKIYEHUEM CIIy4aeB, KOIZJAa METOJA BCKPBITHS IPEAYNPERIAACT PHUCK
MHUKPOOHMOJIOTHYECKOT0 3arpsA3HEHNUs, Mpenapar cleayeT HCIOoJIb30BaTh HeMeUleHHo. Eciau oH
He OBblI HEMEJIEHHO HCIOJIb30BaH, OTBETCTBEHHOCTb 3a BpPEMs U YCJIOBUS XpaHEHUS [0

MOMCHTA HCII0Jb30BaHNA HECCT IIOJIb30BATCIIb.

Yrunnsanus

Het oco0bix TpeOoBaHUil K yTHIIN3AIUH.

7. JNEPKATEJIb PETUCTPAIIUOHHOI'O YAOCTOBEPEHUS

Poccniickas @enepanvs

000 «9nBancny ®apmay

308010, benropoackas 001., MyHUIIMIANBHBIN paiion benropoackuid, r.m. nocenok CeBepHBI,
nrt. CeBepHblil, yi. bepe3onas, 311. 5.

Ten.: +7 (4722) 20 23 19

Anpec anekTpoHHOM ouThl: factory@atcl.ru

8. HOMEP PEIT'HCTPAIIMOHHOI'O YOCTOBEPEHMUSA

9. JTATA NEPBUYHOH PETMCTPAIIMMA (IIOJATBEPXKJIEHUWSI PETUCTPAILIUU,
INEPEPETUCTPALINN)

JlaTa niepBOW perucTpanuu:
10. IATA IEPECMOTPA TEKCTA
OOmast XapakTepUCTHKa JIeKapcTBEHHOro mpenapara JluHe3onmua-OaBaHc JOCTYNHA Ha

I/IH(I)OpMaI_II/IOHHOM nopraje EBpaSHﬁCKOFO OKOHOMHYCCKOTIO COr3a B HH(bOpMaHHOHHO-

KOMMYHHUKaIMoHHOM cetu «uTepHeT» https://eec.eacunion.org/.
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