COOTBETCTBYET 3KCMEPTHOMY OTY

ot 15.12.2025 N= 31070

OBILASI XAPAKTEPUCTHKA JIEKAPCTBEHHOTO IPEHAPATA "

1. HAMMEHOBAHUME JIEKAPCTBEHHOI'O IIPEITAPATA

JlamuBynuH, 10 Mr/min, pacTBOp 11l IpreMa BHYTPb.

2. KAUECTBEHHBIN 1 KOJIUMYECTBEHHBIN COCTAB

JelicTByroniee BEMIECTBO: JJAMUBYIMH.

Kaxxnp1it M1 pactBopa 15 ipueMa BHYTpb COAEpKUT 10 Mr 1aMuByIMHA.

BemecTBa, HalMuue KOTOPBIX HAJI0 YYUTHIBATh B COCTABE JIEKAPCTBEHHOTO Mpernapara: caxaposa (CMm.
pazmenst 4.3, 4.4), HATpHil, MIPONUJIEHTJIMKOJb, METWINAParupoKCuOeH30aT |
MpomMIaparuapokcudensoar (cM. pazzaen 4.4).

[Tonublii MepeyeHs BCIOMOTATEIbHbIX BEIIECTB MPUBEIEH B pasnaene 6.1.

3. JEKAPCTBEHHAS ®OPMA

PactBOp nu1s npuemMa BHYTpb.
ITpo3pauHast WM ciierka onajecuupyromas >KUJIKOCTh OT OECIIBETHOM 710 CBETIIO-KEITOro LIBETa C
XapaKTEPHBIM 3aI1aXOM.

4. KIMHUYECKHUE JAHHBIE
4.1. IToka3aHusl K NPUMEHEHHIO

[Ipenapar JlamuByauH 1Moka3aH K MPUMEHEHHIO Y B3POCIIbIX U JIETEH B BO3pacTe OT 3 MECSIEB AJIs
neuenus BUY-undexnuu (Bupyc uMmyHoneduiuTa dYenoBeKa) B COCTaBE KOMOWHUPOBAHHOM
AHTUPETPOBUPYCHON TEpaAIUU.

4.2. Pe:xum 103MpOBaHus U c10CO0 MPUMeEHEHHUs!

[Tpenapat JlaMuBYyIMH TOIDKEH Ha3HAYATHCS BPAauoM, UMEIOIIUM onbIT JieueHus: BUY-undexumn.
JUisl mMalMeHToB, KOTOPbIE MCIIBITHIBAIOT TPYAHOCTH C MPOIJIaThIBAHUEM TabJEeTOK, MpeIHa3HaYeHa
JeKapCcTBeHHAs (hopMa pacTBOpa JJisi IpueMa BHYTPb.

ITpu nmepexone oT mpuema mnpenapara B (popMe pacTBopa K NMpueMy npemnapara B popme TableToK,
Wi Hao0OpOT, HEOOXOIUMO CJIENOBAaTh PEKOMEHAAIMSM TI0 JIO3MPOBAHHUIO IIperapara,
YCTaHOBJICHHBIM IS KaX/10i1 KOHKPETHOM JIeKapCTBEHHOM (pOpMBI.

Pexxnm 1o3upoBanus

B3spocnvie u 0emu c maccoii mena ne menee 25 ke

Pexomenayemas no3a namuByauHa coctapiser 300 mr (30 mut) B cyTKU. YKa3aHHasi CyTouHas J03a
MOJKeT OBITh pa3ziesieHa Ha aBa npuema o 150 mr (15 mur) unu npunumatbes ogHokpatHo o 300 mMr
(30 mu1) B CyTKH.

Peoicumvl npuema npenapama

[Tpu mepexofe OoT pexxrMa preMa JBa paza B CyTKH K peXHMY TpUeMa OJH pa3 B CYTKH CIIEIyeT
NPUHATH TEPBYIO PEKOMEHAYEMYIO0 OJHOKpATHYIO /03y MpHUMEpHO uepe3 12 4 mocie mociegHen
NPUHATOW JI03BI TI0 PEKUMY JIBYKPaTHOTO TIpUeMa, a 3aTeM NpOJ0JDKATh TPUHUMATh
PEKOMEHAYeMYIO OJHOKPATHYIO 7103y MPUMEPHO Kaxple 24 4. [Ipu Bo3Bpare K pexumy npuema aBa
pasa B CYTKH CJIeJyeT MPUHSTH MEPBYI0 PEKOMEHIYEMYIO 03y MO PEKUMY IBYKPATHOTO MpHEMa
IpPUMEPHO uepe3 24 4 mocie nociaeHeil NPUHITON 0THOKPAaTHOMN /03Bl

Oco0ble rpynnbl NaMeHToB




COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 15.12.2025 N2 31070

Jluya noscunozo sozpacma (MOCTEOOBATENEHOCTE 0002)

JlaHHBIE 110 TPUMEHEHUIO JJAMUBYIMHA Y 3TOI KaTErOpUH NallMEHTOB OTCYTCTBYIOT, OAHAKO CIIEYET
co0uro1aTh 0COOYI0 OCTOPOXKHOCTb MPU NMPUMEHEHHH y TaKUX MalMEeHTOB B CBSI3U C BO3PACTHBIMHU
M3MEHEHHMSMH, TAKUMH KaK yXyAIeHHe (QYHKIIMH OYEeK U U3MEHEHHE TIOKa3aTeleld KPOBH.
Iayuenmoi ¢ noueunoii HedoCmMamouHoCmoio

Y nanweHToB ¢ HapylmieHHeM (YHKIUU TOYEK CPETHEH W TKENOW CTENEeHW KOHIECHTpAIUs
namuByanHa B mia3me kpoBu (AUC) moBblllleHa BCIEICTBUE CHMXKEHUS KIHMPEHCA JIAMUBYIHMHA.
[TosToMy Ui TakuxX MAIMEHTOB HEOOXOIMMa KOPPEKIHs 03Bl Npernapara, Kak MOKa3aHO B
IIPEJCTABICHHBIX HIKE TaOInIax.

Tabauna 1. PexoMenaanuu mo moadopy 103bl y B3pOCJbIX U JAeTeil ¢ Maccoil Tejla He MeHee

25 Kkr
Kiupenc kpearnHuHa (MJI/MUH) IlepBas n03a IHoanepxkuBarwimas 103a
300 mr (30 M) 300 mr (30 M) o1MH pa3 B CyTKH
>50 1581071 WU

150 mr (15 M) 150 mr (15 mu1) 1Ba pa3a B CyTKH
ot 30 o <50 150 mr (15 mo) 150 mr (15 mu1) oguH pa3 B CyTKH
ot 15 o <30 150 mr (15 m) 100 mr (10 mur) ouH pa3 B CYTKH

ot 5 o <15 150 mr (15 mu) 50 mr (5 M) oIMH pa3 B CYTKHU
MeHee 5 50 mr (5 M) 25 wmr (2,5 mi1) oiMH pa3 B CyTKH

JlaHHbIE O TMPUMEHEHUU JIAMUBYAHMHA Yy JIeT€H C MOYEYHOH HEAOCTATOYHOCTHIO OTCYTCTBYIOT.
Crnemyer paccMOTpeTh HEOOXOJUMOCTh CHIDKEHUS JT03bI W/WJIM YBEIWYCHHS WHTEpBaJa IpUEMa
mpernapara y JieTel B Bo3pacte He MeHee 3 MecslIeB U C Maccoi Tesia MeHee 25 K.

VY nereld ¢ MOYEHYHOM HENOCTATOYHOCTBIO PEKOMEHIYETCS CHUYKEHHE J03bl B COOTBETCTBUM C HX
KIIMPEHCOM KpeaTUHHHA B TOM e MPOMOPLHHU, YTO U Y B3POCIBIX.

Tabauua 2. PekoMengauuu mo nogdopy A03bl 1JIA AeTell B Bo3pacte >3 MecsilieB M ¢ MacCOH
Tejia MeHee 25 Kr

Kinpenc kpearnnuHa (MJ1/MHUH) IlepBas no3a [Hoaaep:xuBaoLIas 1032
10 mr/kr 10 mr/kr oiuH pa3 B CyTKH
>50 WA WA

S MI/KT 5 MIV/KT JiBa pa3a B CYTKH

ot 30 1o <50 S MI/KT S MI/KT OJIUH pa3 B CYTKHU
ot 15 1o <30 S MI/KT 3,25 MI/KT OJMH pa3 B CYTKH
ot 5 o <15 S MI/KT 1,63 Mr/Kkr o1MH pa3 B CyTKH
MeHee 5 1,63 mr/kr 0,88 mr/kr oiMH pa3 B CYTKH

Tlayuenmuol ¢ neuenouHol HEOOCMAMOUYHOCMbIO
JlaHHBIE, TOTYYEeHHbIE Y TAI[UEHTOB C HapylIeHneM (YHKIIUU TIeUeHU CPEHEHN U TSKENON CTENeHH,
MOKA3bIBAIOT, YTO JAUC)YHKIHMS TICYCHW HE OKa3bIBaeT CYIIECTBEHHOTO BIUSHUS Ha
(bapMakOKUHETHKY JTaMUBYIUHA. VICX0s M3 3TUX JaHHBIX, JUIS TAIIUEHTOB C HapyIIeHHEeM (PYHKIIMH
MEYCHU CPEAHEH M TSDKEIIOW CTEIeHW KOPPEKIHs J03bI He TpeOyeTcs, 3a UCKIIOYCHHEM CITyJacB,
KOT/1a HapylIeHue (YHKIMU TIeYeHU COMPOBOXKAACTCS HApyIIeHHneM (QYHKIIUU TTOYEK.

eTu
Jlemu ¢ maccoti mena menee 25 ke
Jlemu maaowe 3 mecsayes
Nmeronuxcst JTaHHBIX HETOCTATOYHO JIJIsl PEKOMEHIAINH PEXKUMa JO3UPOBAHUSI.
Jemu om 3 mecayes 0o 1 2o0a
Pexomenayemas mo3a cocrasnsier 0,5 mi/kr (5 Mr/kr) 1Ba paza B cyTKu. Ecnu pexum mnpuema asa
pa3a B CyTKH HEBO3MOXKEH, MOXKET ObITh PACCMOTPEHA BO3MOXKHOCTE mpuema 1 Mi/kr (10 Mr/kr) ogun
pa3 B cytku. CiieryeT yUuThIBaTh, YTO JUISl STOW IPYIIIIBI MAITUEHTOB JaHHBIE O PUEME TIperapara B
peXHUMe OJIUH pa3 B CYTKU OUY€Hb OTPAHUUYEHBI.




COOTBETCTBYET 3K
ot 15.12.2025 N2 31070
Jlemu cmapwe 1 200a (MOCNEOQBATENEHOCTE 00021

Pexomenayemas no3a cocrapmusiet 0,5 Mur/kr (5 Mr/kr) aBa pasa B cytku uiu 1 mur/kr (10 mMr/kr) ogus
pa3 B CyTKH.

Lemu c maccoii mena ne menee 23 ke

Pexxum 1o3upoBanus y AeTel ¢ Maccoil Tesna He MeHee 25 KI' COOTBETCTBYET PEKUMY JO3UPOBaHUS Y
B3POCJIBIX.

Croco6 npuMeHeHus

[Ipenapat JlaMuByAMH NPUHUMAIOT BHYTPb BHE 3aBUCMOCTH OT IIpUE€Ma MUIIIH.

NHcTpyKkius 1o uCnoib30BaHUIO TO3UPYIOIIETO MIMpHUIIa — CM. B pazzene 6.6.

4.3. IIpoTuBONOKA3aAHUS

e [uUnepyyBCTBUTEIBHOCTh K JAMHUBYJUHY WU K JIIOOOMY M3 BCIIOMOTAaTENIbHBIX BEILECTB,
MEePEUYNCIICHHBIX B pazzeine 6.1.

e Jlerckuii Bo3pact 110 3 MecsleB (BCieICTBUE TOTO, YTO JJAHHBIE 110 TPUMEHEHUIO Mpenapara
B 9TOW BO3PACTHOM T'PyIIIE OTPAHUYEHBI).

e Penko Berpevaromiasicsi Hacl€ACTBEHHAs HENEPEHOCUMOCTb  (PPYKTO3bl,  IJIFOKO30-
rajlakTo3Has ManbaOCcopOIus WK AeQUIUT caXapa3bl-U30MaabTa3bl.

4.4. OcoOble yKka3aHusl U Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOXKHOCTBIO
[Toueunass HETOCTaTOYHOCTh, MAHKpEaTHT (B T.4. B aHaMHe3e), Mepudepuueckas Hedpomnarus,
0epeMEeHHOCTh, IEPUO IPYTHOIO BCKaPMIIMBAHMUS.

[IpuMeHeHMe TaMUBYIMHA B KAYECTBE MOHOTEPAIMU HE PEKOMEHAYETCS.

[epenaua BUY-undexnun

Xots ObLIO J0Ka3aHO, YTO 3(PPEeKTUBHOE MOAABICHUE BUpPYCA C MOMOILBIO aHTHPETPOBUPYCHOU
Tepanuu CyLUIECTBEHHO CHMKaeT puck nepenaun BUY npyrum moasM npu MOJIOBBIX KOHTAaKTax,
HCKJII0YaTh 3TOT PUCK MOJHOCTBIO HeNb3sl. [103TOMy manueHTsl JOKHBI IPOAOIKATh COOMI0IaTh
COOTBETCTBYIOIIME MEPbI MPEAOCTOPOKHOCTH.

Hapymenue ¢pyHkimu noyex

VY nanueHTtoB ¢ HapyuleHueM (QYHKIUM TOYEeK CpPeIHEH M TSKEJNOH CTENeHUW KOHLEHTpalus
namuByarHa B mia3me kpoBH (AUC) moBbllIeHa BCIEACTBUE CHUKEHUS KIMpEHCa JIAMUBYIMHA,
MOATOMY TaKUM TMaIeHTaM TpeOyeTcsl KOPPeKIus 10361 (CM. pa3zien 4.2).

TpoiiHas HyKJIEO3UHAS TepaNUs

bouin monydeHsl cOOOIIEHHS O BBICOKOM 4YacTOTE CIIy4aeB BHUPYCOJOTMYECKOW HEyJauyud u
BO3HUKHOBEHUHU DPE3UCTEHTHOCTH HAa paHHEM JTale IMpH NpHeMe JaMHUBYAMHAa B KOMOMHALMU C
TeHO(OBHpa NU30MpPOKCHIAa (yMapaTtoM M abakaBUpPOM, a Takke ¢ TeHO(OBUpa IUZOMPOKCUIA
¢dbymapaTroM U IUJAHO3UHOM B PEXHMME OJUH pa3 B CYTKH.

OnnopryHucTuueckrne nHEKIINN

VY nanueHToB, MONYYaOIIMX JaMUBYJUH WIM JIPYrH€ aHTUPETPOBUPYCHBIE IpENaparbl, MOTYT
pa3BUTbCS OMMOPTYHUCTHUECKHE MHPEKUNU WK Apyrue ocnoxHeHuss BUY-undexunun, nostomy
MAIMEHTHI JOJDKHBI HAXOIUTHCS MO TIIATEIbHBIM HAaOI0JCHHEM Bpadyel, MMEIOIINX OIBIT JISYSHHUs
nanueHToB ¢ BUY-acconunpoBaHHBIMU 3200J1€BaHUSMU.

[Tankpeatur

Onucanbl peiKUe Ciydad pa3BUTHsS NaHKpeaTHTa NpU MPUMEHEHMM JaMuByAuHA. OJIHAKO He
YCTaHOBJIEHO, BBI3BAHO JIM 3TO OCJIOKHEHUE JIEHCTBUEM JIEKAPCTBEHHOIO IIpenapaTa WM SBIISETCS
CIIEICTBHEM OCHOBHOTO 3abonieBanus — BUY-undexkuun. Jleuenne pamMuByIMHOM HEOOXOIUMO
HEMEJUIGHHO NMPEKPAaTUTh NMPH MOSBICHUN KIMHUYECKHX CUMIITOMOB MM Ja0OpaTOPHBIX JaHHBIX,
CBUJETEIHCTBYIOIINUX O PAa3BUTHUU MaHKpeaTuTa (00Jb B )KUBOTE, TOIIHOTA, PBOTA UJIU MOBBIIICHUE
3Ha4eHUH OMOXMMHUYECKUX MapkepoB). CienyeT NmpeKpaTUTh IMpUEM MpernapaTra 10 HCKIIOUEHUS
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AWarHo3a nmaHKpeaTur.

JlakToanm103 ¥ BeIpaKEHHAs TeIaTOMETalINs CO CTEaTO30M

HmeroTcst cooOIeH st 0 pa3BUTHH JIAKTOAIM103a M BBIPAYKEHHOW T'elaTOMETallHd CO CTEaTo30M, B
TOM 4YHCIC C JICTAJIBHBIM HCXOAOM, BCICACTBUC aHTI/IpeTpOBI/Ip}ICHOI‘& TCpaliyu aHajloraMu
HYKJICO3HJIOB B BUJIC OT/ICJIBHBIX MPENapaToB WM B KOMOMHAIIMY, BKIIFOYAsl JAMUBY/IMH.

ITonoOHbIe SBIEHUS OTMEUYAIUCH ITIaBHBIM 00pPa3oM Y JKEHIIUH.

KnmHuyeckre CHMITOMBI, KOTOPBIE MOTYT YKa3blBaTh Ha Pa3BUTHE JAKTOAIUI032, BKIFOYAIOT
o011yt c1aboCcTh, aHOPEKCHIO, CTPEMUTEIIEHYI0 HEOOBICHUMYIO TIOTEPI0 MACChl Tella, CUMITOMBI
MOPaXKEHUS KEIyTOYHO-KAIIIEYHOT'O TPaKTa (TOIIHOTA, pBOTA M OOJIb B )KUBOTE) H OPTaHOB JIBIXaHUS
(OZBIIITIKA ¥ TAXUITHO?), HEBPOJIOTUYECKUE CUMITTOMBI (BKITIOYasi MOTOPHYIO CIIa00CTh).

JleueHne aHaIO0raMu HyKJICO3UI0B HEOOXOAMMO PEKPATUTH B CITydae Pa3BUTHS CUMITOMATHYECKON
THIEPIIaKTaTEMUU M META00JIMYECKOT0 alli/103a/IaKTOAI|103a, IIPOTPECCUPYIONIEH TeraToMerainu
Wi OBICTPOTO TOBBIIICHUSI aKTUBHOCTH aMUHOTpaHcdepas. JlakToanumo3 oOBIYHO pa3BHBACTCS
1ocje HECKONBKUX MecsieB JedeHus. Cremyer coOmonaTh OCTOPOXKHOCTh HpPU HPUMEHEHUHU
aHAJIOTOB HYKJICO3HMJIOB JUIS JICYCHUs JIFOOOr0 TanueHTa (0COOSHHO — JKCHIIMH C OKUPEHUEM) C
rernaToMerajiieid, TenaTUTOM WK APYTUMH M3BECTHBIMU (DaKTOpaMH PUCKA MOPAKEHHs MEYCHU U
CTeaTOo30M IIeYeHU (BKIIIOYAs TNPUMECHEHHUE OIPEIEICHHBIX JICKAPCTBCHHBIX IPENapaTtoB U
ynoTpeOIeHUE aJIKOT0JIs).

MutoxoHipranbHas TUcYHKIHS B pe3yIbTaTe BHYTPUYTPOOHOTO BO3ICHCTBUS

Amnanoru HYKJICO3UJI0B U HYKJIICOTHI0B CIIOCOOHEBI BBI3BIBATH Pa3IndHYI0 CTCIICHb ITOBPCKIACHUA
MUTOXOHJIPHI, YTO HaWOOJee SPKO MPOSBISCTCS NPU NPUMEHCHHWU CTaBY/AWHA, IUIAHO3WHA WU
3UJOBY/IMHA. 3aperuCTPUPOBAHBl CIIydad pa3BUTUS MHUTOXOHIPUAIBHOM TUCPYHKIUH Y
BUY-orpunareibHbIX  JeTed, MOJBEPraBIIMXCS  BO3JCHCTBHIO  aHAJIOTOB  HYKJICO3UIOB
BHYTPHYTPOOHO W/WJIH TIOCIE POXKIICHHS; TIIABHBIM 00pa30M 3TH ClTydau OBbIIH CBS3aHBI CO CXeMaMHU

JIEYeHUs, COAEpKaUMU 3UJIOBYAUH. OCHOBHBIMU HEKEJIATEIbHBIMU PEAKLMIMU  SIBISUIUCH
reMaToJIOTUUECKUE HapylieHus (aHeMHs, HEWUTpPONEeHHs) U HapylieHus oOOMEHa BeIeCTB
(rumepnakTaTeMusi, TUIEPJIMIA3eMHs). OTH HEXKeNaTeNbHbIE PEaKIMH YacTo  SBIISIIUCH

TPAaH3UTOPHBIMHU. DBUIM 3aperuCTpUpOBaHbl PEIKHE CIy4aud HEBPOJIOITMYECKHUX PACCTPOMCTB C
[I03/IHUM HayajoM (IIOBBIIIEHUE TOHYCA MBIIIL, CY10pOTH, HapyIIEHUs MOBeAEHUs). SIBIAIOTCS 11
JAHHbIE HApPYIICHUS TPAH3UTOPHBIMA WM TIOCTOSHHBIMH, B HACTOSIIEE BPEMS HEU3BECTHO.
BeposiTHOCTh pa3BUTUS MHUTOXOHAPHATIBHOM AUCOYHKLIMH CIEIyeT paccMaTpuBaTh y JHOOOT0
peOeHKa, IOJABEPraBIIEroCs BHYTPUYTPOOHOMY BO3ICHCTBUIO aHAJIOrOB  HYKJIEO3UAOB H
HYKJICOTU/IOB, C BBIPAXEHHBIMH KIMHUYECKMMU CUMITOMAaMH HESICHOM 3THOJIOTUH, B OCOOCHHOCTH
HEBpPOJIOTHYECKUMH paccTpoiicTBamu. IIpencraBieHHble [aHHBIE HE BIUAKT Ha TEKylue
PEKOMEHJALMU 10 MPUMEHEHHUIO aHTHPETPOBUPYCHOW Tepamuu y OEpeMEHHBIX >KEHIIMH JUIs
npodunakTuKy BepTUKaibHOU nepenaun BUYU-undexnuu.

Macca Tena 1 0OMEH BelecTB

Macca Tena, a Takke€ KOHLIEHTPALXs JUINJIOB U TJIOKO3bl KPOBH MOT'YT IOBBIIIATHECS BO BpEMs
AHTUPETPOBUPYCHOM Tepanuu. OTH M3MEHEHHUs MOTYT ObITh YaCTHYHO CBSI3aHBI C KOHTPOJIEM
3a0o0JieBaHUs M 00pa30M KU3HU. BbIIH MoJTydeHbl JaHHbIE, TOITBEP:KIA0IINE B HEKOTOPBIX CIydasx
BIUSIHUE TEpalMM Ha KOHLEHTPALMIO JUNHAOB. B OTHOLIEHMM yBEJIWYEHHS MacChl TEJla TaKHe
JaHHbIE OTCYTCTBYIOT. ClieZlyeT MPOBOAUTH KOHTPOJb KOHIEHTPALIUU JIMIIUJO0B U TIIOKO3bl KPOBU B
COOTBETCTBUM C YCTAHOBJICHHBIMH peKoMeHJanusMu mno tepanuu BUY-undexuun. Hapymenus
JUIHUIHOTO 0OMEHa HE0OX0IMMO KOPPEKTUPOBATH B COOTBETCTBUH C KITMHUUYECKUMHU ITPOSBICHUSIMHU.
CHHIPOM BOCCTaHOBJICHHSI MMMYHHUTETA

Y BUY-uHQUUMPOBAHHBIX MAalMEHTOB C TSDKEIBIM HMMYHOAE(PHUIIMTOM Ha MOMEHT Hadala
aHTUPETPOBUPYCHOM Tepamuu BO3MOXKHO pa3BUTHE BOCHAJIMTENbHOM peakiuu Ha QoHe
0€CCHMITTOMHBIX OMIMOPTYHUCTUYECKUX MHPEKINN UM UX OCTATOUYHBIX SIBJICHUN, YTO MOXKET CTaTh
NPUYMHON CEpPbhE3HOTO YXYILICHUS COCTOSHUS MM YCYryOJeHHs cUMNTOMAaTUKU. OOBIMHO 3TH
peaknMy BO3HHUKAIOT B TEYEHHE IEPBBIX HECKOJIBKUX HENENb WM MECALEB IIOCIIe Hadajia
aHTUPETPOBUPYCHOM Tepanuy. TUNMYHBIMY IPUMEPAMU SBJISIOTCS IUTOMETAJIOBUPYCHBIN PETHHMT,
reHepalu30BaHHas W/WIM ouyaroBas WH(EKUMs, BbI3BaHHAs MHMKOOAKTEPUSIMH, U ITHEBMOHWS,
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1P ]
BbI3BaHHass Pneumocystis jirovecii (taxke wu3BecTHa Kak ':g}'r'e:ﬁl\]glﬂfc: “?J EM&(‘)}I—Eﬁlﬁﬁi

[TosiBnenune m0OBIX CHMITOMOB BOCHAJICHHS TpeOyeT HEMEIJICHHOro o0cieloBaHus U, MpU
HE0OXOIMMOCTH, JICUCHUSI.

AyTtouMMyHHbIE 3a0oneBaHMsl (Takue Kak Ooje3Hb I'peiiBca M ayTOMMMYHHBIN IelaTUT) TaKKe
HaOmoanuch Ha ()OHE BOCCTAHOBJICHUS MMMYHUTETA, OJHAKO BpEMSI MEPBUYHBIX MPOSBICHUIMA
BapbUPOBAJIO, U 3a00JIeBaHME MOTIJIO BO3HHKATh Y€pPe3 MHOTO MECALEB IOCIE Hayaja Tepanuu U
MHOTJ]a UMEJIO0 aTUITNYHOE TeUCHUE.

3abosneBaHus IEYEHU

[MarmenTsl ¢ xponumyeckuMm rematutom B wnum  C, mnodyyaromue KOMOWHHPOBAHHYIO
AHTUPETPOBUPYCHYIO TEPAIIUI0, XapPaKTEPU3YIOTCS IMOBBIIICHHBIM PUCKOM Pa3BUTHUS TSHKENBIX U
MOTEHLIMAJIBHO JIETAJbHBIX HEXEJaTeNbHBIX peakluil co CTOpOHBl TiedeHH. B  cmyuae
COMYTCTBYIOIIEH MPOTUBOBUPYCHOU Tepanuu renatuta B mnm C crienyeTr Takke 03HAKOMHUTBCS C
COOTBETCTBYIOIIMMU HMHCTPYKIHMSAMH [0 MPUMEHEHUIO aHHBIX JIEKQpCTBEHHBIX IPENaparos.
Pe3ynpTaThl KIMHUYECKUX HWCCIEAOBAaHUM M JaHHBIE TOCTPErHMCTPALMOHHOTO HAOIIOACHUS
YKa3bIBalOT Ha TO, YTO Yy HEKOTOPBHIX MAIMEHTOB C COMYTCTBYIOUIMM XPOHHUYECKHUM BHUPYCHBIM
rematutoM B (HBV) npu oTmMeHe taMuByIMHA MOTYT BO3HUKATh KIIMHUYECKUE W JT1a00paTOpHEIC
MIPU3HAKU PEIUAMBA renaTUTa, KOTOPbIe MOTYT UMETh 0oJiee TSHKeINbIe TOCIEACTBUS Y MAIUEHTOB C
JIEKOMIIEHCUPOBaHHBIM 3a00JI€BaHUEM II€YeHU. B cilyyae OTMEHBI JaMUBYJIWMHA Yy MallMEHTOB C
COINYTCTBYIOIIMM BUPYCHBIM T€MaTUTOM B creayer paccMOTpeTh BO3MOXKHOCTH IPOBEICHUS
MEePUOANYECKOr0 KOHTPOJIA (QYHKIMU IEYEHN U MapKepOB peIUIMKAlMU BUpyca renatura B.

VY ManMeHToB C y)Ke CYIIECTBYIOIIUM HapylleHneM (YHKIUMU TEeUeHH, BKII0Yas aKTUBHYIO GopMy
XPOHUYECKOI'0 TeNaTnuTa, 0TMEYAETCsl YBEINYEHUE YaCTOThl HapYIIEHUH (PYHKIIMK IEYEHU BO BpEMsI
MPOBEJCHUSI KOMOMHHUPOBAHHOW aHTHPETPOBUPYCHOM Tepanmuu. Takue MalueHThl TOJIKHBI
HAXOJUTHCS TOJ HAOIIOACHHWEM B COOTBETCTBHM CO CTAHJAPTHOW KIMHUYECKOW MPAKTHUKOM.
Heo0OxomuMo paccMOTpeTh BO3MOXHOCTh MPUOCTAHOBJICHHS MU MPEKPAIICHUsI JICYCHUS B CIIydae
MPOSIBJIICHUH yXyALICHUS 3a00I€BaHUS TICUCHH Y TAKUX MAI[IEHTOB.

OcTeoHekpo3

HecMoTpst Ha TO, YTO STHOIOTHSA TAHHOTO 3200JI€BaHUS SABIISIETCS MHOTO(DAKTOPHOH (BKITFOYAs TPHEM
TIIFOKOKOPTUKOCTEPOHIOB, YHOTPEONEHUE allKOrojsl, TKEIYI0 HMMYHOCYNPECCHIO, BBICOKHIA
MHJIEKC MAcChl TeNa), cllydau OCTEOHEKPO3a Yallle BCEro BCTPEUaICh y MAllMEHTOB Ha IPOABUHYTOM
cranuu BUY-undexkunu u/mimm AIuTeasHO TPUHUMABITUX KOMOMHUPOBAHHYIO aHTHPETPOBUPYCHYIO
tepanuto. [larmenTtam cienyet oOpaTUTHCS K Bpady, €CJIM OHU UCIIBITHIBAIOT 00JIM U CKOBAaHHOCTH B
CycTaBax WU TPYJHOCTH MPU JBUKECHUH.

CaxapHnblii 1uaber

[TarueHTOB ¢ caxapHBIM UaOETOM CIelyeT YBEAOMHUTH O TOM, YTO J03a MpenapaTa s B3POCIbIX
(150 mr = 15 mu1) coepKuT 3 T caxapo3sl.

B3anMozeicTBre ¢ APYrUMU JIEKaPCTBEHHBIMU CPEJICTBAMHU

JlamuByIMH He cielyeT NPUMEHSTh OTHOBPEMEHHO € IperapaTaMu, COAepKalluMU JJAMUBYAUH WIH
AMTPULIUTAOMH (CM. pazen 4.5).

[IpumeneHne naMuByIHA B KOMOWHAIIUU C KJIAAPUOMHOM HE peKOMEHayeTcs (cM. pazaen 4.5).
BcnomorarenbHble BeliecTBa

Caxapo3za

[TanmeHTam ¢ peaKo BCTpedarolleics HaciaeICTBEHHON HEeNepeHOCUMOCThIO (PYKTO3bI, TIIHOK030-
rajJlakTo3HON ManbabcopOruell wiM AeQUIUTOM caxapa3bl-M30MaJIbTO3bl  MPOTUBOMOKA3aHO
MPUHUMATh JAHHBIN JIEKApCTBEHHBIN Mpenapar.

Hampuu

JlaHHBIH JIeKapCTBEHHBIN MIpernapaT COACPKUT 78 MI HATPHUS HA MAKCHUMAIIbHYIO CYTOUHYIO 103y (30
MJI), 94TO SKBUBaJIEHTHO 3,9% oT pexomenayemoro BO3 st B3pocioro 4enoBeka MaKCHMaJIBHOTO
€XEeIHEBHOT'0 TIOCTYIUJICHUS, PABHOTO 2 T HATPUSL.

Ilponunenenuxonw

[Ipenapar JlaMuByIuH CONEpAKUT NPONUIIECHTIIMKOIb. B MakcMMalbHOM CyTOYHOM J03€ mpernapara
(30 mur) comepskutcst 600 M POMTHUIICHTITHKOJIS.
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Eciu Bel GepeMEHHBI MJIM KOPMHTE TPYABIO, HE IIP HHMaﬁTéllfef}:nilfﬁ]ﬁeﬁﬁ;bchelﬁﬁﬁxf‘r IDeNAPAT,

€CJIM TOJIbKO OH HE PEKOMEHJOBAH Jie4aluM BpadyoM. Bo Bpemsi mpueMa JaHHOTO JIEKAPCTBEHHOTO
mpernapara JieHaliii Bpau MOXKET MPOBECTH JOMOIHUTENFHOE 00CIe10BaHuE.
Ecnu y Bac 3a0oneBanue neueHu WiId MOYEK, HE MPUHUMANTE JaHHBIN JICKapCTBEHHBIN Mpemnapar,
€CJIM TOJIBKO OH HE PEKOMEHJOBAH Je4alluM BpadyoM. Bo Bpems rpuemMa JaHHOTO JIEKAPCTBEHHOIO
npernapara Jieqauid Bpad MO>KET IPOBECTH JIOTIOTHUTENBHOE 00CIeJ0BaHuE.
Memunnapacuopoxcubenzoam u nponuINapacudpoOKcubeH30am
JlaHHBI Tpemapar COACPKUT METWINApParuApoKCUOeH30aT W MPONHIIaparuJpoKcuOeH30ar,
KOTOpBIE MOTYT BBI3bIBATh AJIJIEPTUUECKHE PEAKIIUU (BO3MOKHO, OTCPOUCHHBIE).

eTu
B k1MHMYECKUX MCCIIEOBaHUIX Y AETEH, MMOJIy4aBIIuX JJAMUBYAUH B (hopMe pacTBopa Ui preMa
BHYTPb OJHOBPEMEHHO C JAPYTMMH aHTHPETPOBHPYCHBIMU Ipenapatamu B (opme pacTtBopa s
rpreMa BHYTPb, 4aCTOTa CYIIPECCUU BUPYCa U IKCIIO3UIIHS JTaMUBYAMHA B IJ1a3Me KPOBU ObLIN HUXKE,
a Pe3UCTEHTHOCTh BHpYCa pa3BHBajach yalle, 4eM y JIeTeid, MOJy4yaBIIUX NpenapaTsl B (opme
TabJIETOK.
ITo BO3MOKHOCTH HEOOXOIUMO MCTIOIB30BATh PEKUM aHTHPETPOBUPYCHON TEPANTUH, BKIFOYAIOLIHNA
Bce mpemaparbl B Qopme Tabinerok. JlamuByaun B ¢dopme pacTtBopa Uis TMpHEMa BHYTDb,
MIPUMEHSEMBII OTHOBPEMEHHO C COPOUTOII-COICPKAIUMHI JIEKApCTBEHHBIMHU TpenapaTaMu, CJIeyeT
MPUMEHATh TOJIBKO B TE€X CIlIydasX, KOI/Ia HEBO3MOXKHO IPHUMEHEHHE pEeKHUMa Teparuu,
BKJTIOYAIOIIIETO BCE MpernapaTsl B hopMe TabIeTOK, U KOTJa I0JIh3a MPOBEACHUS JICUSHHS IIPEBhIIIACT
BO3MOJKHBIE PHUCKHM, BKIIOYas HHU3KUI YpOBEHb cynpeccun Bupyca. Creayer paccMOTpETh
HEOO0X0MMOCTh 0O0JIee YacToro KOHTpOJsi BUpyCcHOH Harpy3ku BWY-1 mpu omHOBpeMEHHOM
MIPUMEHEHUU JJaMUBYJMHA c JUTUTENIBHO MIPUMEHSAEMbIMU
COpOUTOI-COIEpIKAIMMHU TIpEIapaTaMu.

4.5. BzaumojeiictTBie ¢ JAPYIrMMH JIeKADCTBEHHbIMH IHpenapaTamMM W Jpyrue BH/bI
B3aUMO/IeHCTBUA

HccnenoBanus JIeKapCTBEHHBIX B3aUMOACUCTBUN OBLIM MPOBEACHBI TOJIBKO C YUaCTHEM B3POCIBIX
IMAI[CHTOB.

MeTtabonuueckoe B3auMOACHCTBHE TaMUBYIMHA C IPYTHMMHU MpenapataMyd MajJOBEPOSITHO B CBSI3U C
€ro He3HAYUTEIHHBIM META0O0JIU3MOM, OTPAHUYCHHBIM CBSI3BIBAHHEM C O€JIKaMM TUTa3Mbl KPOBU U
MPAKTUYECKH MOJHBIM BBIBEICHHEM Uepe3 MOYKU B HEM3MEHEHHOM BHJIE.

OnHOBpeMEHHOE TMPUMEHEHHE KOMOMHAIMK Cylb(aMeTOKCca3ol + TPUMETONPHUM B  J103€
160 mr + 800 Mr (KO-TpUMOKCa30J1) MPUBOAMUT K MOBBIMIEHUIO SKCIO3ULIMK JamuByArHa Ha 40 %,
YTO OOYCIIOBJICHO HAJUYHEM TPUMETONPUMA; HATHUNE CYTh(aMeToOKca30yia He OKa3bIBAaCT BIUSHUE
Ha (apMaKOKUHETHKY JNamMuByauHa. OJHAKO, 3a HCKIIOUEHHEM TAIMeHTOB C TIOYEYHON
HEJIOCTAaTOYHOCTHIO, KOPPEKIMs 103bl JIAMUBYJIWHA He TpeOyercs. JlaMuUBYIWH HE OKa3bIBaeT
BIUsSHUE Ha (apMAKOKMHETHKY TpPUMETONpHMa HIU cylbdaMmerokcazona. B ciydae, korma
OJIHOBPEMEHHOE TPUMEHEHUE KO-TPUMOKCA30Jia SIBJISICTCS OMpaBIaHHBIM, MAIMEHTHI JOJKHBI
HaXOJUTHCS TOJ KIWHWUYecKUM HaOmrogeHueM. Crenyer u30erarb COBMECTHOTO MPHUMEHEHUS
JaMUBYJMHA C KO-TPHUMOKCA30JIOM B BBICOKMX [03aX JUIsl JICYCHUS IMHEBMOHHWH, BBI3BAHHOM
Pneumocystis jirovecii, u Tokcoruiazmosa.

Crnenyer yduThIBaTh BO3MOXXHOCTH B3aUMOJCHCTBHUSl JIAMUBYJIWHA C JPYTMMH OJHOBPEMEHHO
MIPUMEHSIEMBIMU JICKAPCTBEHHBIMH TpenapaTaMu, B OCOOCHHOCTH TEMH, Y KOTOPBIX OCHOBHBIM
MEXaHHU3MOM BBIBEJICHUSI SBJISICTCSI aKTUBHAsI KaHAIBIIEBAs CEKPEIHsl Yyepe3 CHUCTEMY TpaHCIOpTa
OpraHUYeCKUX KaTHOHOB (HarpuMep, TPUMETONpUM). J(pyrue neicTByIoKE BellecTBa (Hanpumep,
PaHUTUIIVH, ITUMETUINH) JIUITh YACTUYHO BBIBOISATCS C MOMOIIBIO YKa3aHHOTO MEXaHW3Ma U He
B3aMMOJICHCTBYIOT C IAMUBYAMHOM. AHAJIOTH HYKJICO3UI0B (HapuMep, AUJaHO3UH, 3UI0OBY/IUH) HE
BBIBOJSITCSL TIOCPEJICTBOM JIaHHOTO MEXaHW3Ma, W WX B3aUMOJCUCTBHE C JIAMUBYIAHMHOM
MaJIOBEPOATHO.

[Ipu omHOBpEeMEHHOM TPUMEHEHHUM JIAMUBYAWHA W 3UJOBYIWHA HaOMIOMaeTCs yMmMepeHHoe (Ha
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CYIIECTBEHHO HE M3MEHSETCS. 3UOBYIMH HE BIMIET HAa (hapMaKOKUHETHKY JTAMHUBYIUHA.

[Ipenapat JlamuByauH He cieayeT MPUHUMATh OJHOBPEMEHHO C APYTMMHU aHAJOTaMU LUTUAWHA,
TaKUMH KaK SMTPHUIMTA0WH, B CBS3H C €r0 CXOJICTBOM C JAaHHBIMHU mpemapatamu. Kpome Toro,
npenapat JlaMuByIuH He cleayeT NPUHUMATh C JTF0OBIMU IPYTUMH JIEKapCTBEHHBIMU IperiapaTaMu,
coJiepKallluMH JIAMUBYIUH.

In vitro namMuByaMH WHrHOMpYeT BHYTPHUKJIETOUHOE (OoCHOpHINpOBaHKME KiaaapuOHHA, dTO
o0ycIaBnuBaeT MOTEHIHMANbHBIA pUCK TOoTepu dddexkTuBHOCTH KiIagpubMHA B Cllydyae
KOMOMHHPOBAHUS B YCIOBUSIX KIMHUYECKOW MpakTUKH. HexkoTopble KIMHUYECKUE JaHHBIE TAKXKe
MOATBEPHKIAI0T BO3MOXKHOCTh B3aMMOJICHCTBHSI MEXIY JaMUBYIUHOM U KiagpuOuHom. [Toatomy
OJIHOBPEMEHHOE NMPUMEHEHHE JaMUBYIUHA U KJIaJpuOrHA HE PEKOMEHI0BaHO.

Hutoxpom CYP3A He BoBiieueH B MeETa0OJMU3M JIAMHUBYJHWHA, IMO3TOMY B3aHMMOJICUCTBHE C
JIEKapCTBEHHBIMHU TperaparaMu, KOTOPbIe METa0OJU3UPYIOTCA ATOW CHCTEMOHM (Hampumep, C
WHTHOUTOpPaMU TIPOTEa3bl), MATTIOBEPOSTHO.

OnHOBpeMEHHOE MPUMEHEHHE pacTtBopa copbutona (3,2, 10,2, 13,4T) ¢ OMHOKpAaTHON H030M
namuBynuHa 300 Mr B ¢popMe pacTBopa JUIsl IpHeMa BHYTPb Y B3POCIBIX 310POBBIX JOOPOBOJIBLIEB
MIPUBOMJIO K J0303aBUCIMOMY CHIKEHUIO 3kcrio3uinu tamuByanaa (AUCy) va 14 %, 32 % u 36 %
U Cmax TamuByauHa Ha 28 %, 52 % u 55 %. [1o BO3MOXXHOCTH ciielyeT u30eraTb OJHOBPEMEHHOTO
IIPUMEHEHUs JIaMMBYAMHA W COPOUTOJI-COAEPIKALUX IpernapaToB, JHUOO CIENyeT PaccMOTPETh
BO3MOXXHOCTh 00Jiee 4acTOro KOHTPOJisl BUpycHo#l Harpy3ku BUU-1 B cnyuasx, Korja HEBO3MOKHO
n30eXaTh [UIMTEILHOTO OJJHOBPEMEHHOT'O TPUMEHEHHUS ITHX MPEIapaToB.

4.6. ®epTHIBLHOCTH, 0EPEMEHHOCTD U JIAKTALHS

bepemeHHOCTD
Kak mpaBuiio, npu NpUHATUU pElIeHUs 00 MCMIOIb30BAaHUH aHTUPETPOBUPYCHBIX MpPEmapaToB s

neuennst BUY-unbekiun y OepeMEHHBIX KCEHIMMH W, KaK CIEACTBUE, U CHIDKCHHS PHCKa
BepTUKaIbHON mnepenaun BUY-undexkuun HOBOPOXKIECHHOMY CJlEIyeT YUYUTHIBATh JaHHBIE
MCCIICIOBAaHHH HA )KUBOTHBIX, a TAK)KE KIMHUYECKHUH OTIBIT TPUMEHEHHS Y OEpEMEHHBIX KESHIIHH.
HccnenoBanuss MO NPUMEHEHMIO JIAMUBYIMHA Y JKMBOTHBIX II0Ka3aji YyBEIMUYEHHE paHHEH
AMOpPUOHAIILHOM CMEPTHOCTH y KPOJIMKOB, OJHAKO y KpBIC NaHHBIN 3¢ dekT He Habmonancs. beuio
YCTaHOBJIEHO, YTO Y Y€JI0BEKa BO3MOJKHA Mepeada JJAaMUBYIMHA YePe3 IUIALECHTY.

VY OGepeMeHHBIX >KEHIWH, MOJy4aBIIMX JiaMuBynuH, Oosiee 1000 mcxomoB OepeMEHHOCTH TOCTE
IpUMEHEHHsT BO Bpemsl mepBoro Tpumectpa u Oonee 1000 ucxoqoB OepeMEHHOCTH MOCIe
NPUMEHEHHUsST BO BpeMsi BTOPOrO U TPEThEro TpPUMECTpa JEMOHCTPUPYIOT OTCYTCTBHE
MaJib(hOPMaTHUBHOTO U (peTaIbHOr0/HEOHATANIBHOTO BO3/IecTBUS. JIekapcTBEeHHBIH npenapar
JlaMuBYIMH MOXHO MPUHHUMATh BO BpeMsl OEpEMEHHOCTH B Cilydyae KIMHUYECKONH HEOOXOAUMOCTH.
Ha ocHOBaHMM NOCTYIHBIX JaHHBIX MOXHO CAEJIATh BBIBOJ O TOM, YTO ITPY IPUMEHEHHUH NIpenapara
JlamMuByIMH y YenoBeKa pUCK BPOXKIEHHBIX ATOJIOTHI MaJOBEPOSITEH.

Jns BUY-uHQUUIUPOBAaHHBIX JKEHIIMH C KO-MH(EKIHeW TremnaTuTa, IOJyYaloluX Teparuio
JAMUBYJIMHOM, B Cllydae HaCTYyIJICHUS] OEpEMEHHOCTH CJEeIyeT YUYUTHIBAaTh BOZMOKHOCTh PELM/INBa
relaTuTa nocie NPeKpalleHns NIPUMEHEHN JaMUBY IUHA.

Mumoxonopuanvrasn oucgynkyus

B uccnenoBanmsx in Vitro u in Vivo ObUTO NPOJEMOHCTPUPOBAHO, YTO aHAJIOTH HYKJICO3UIOB M
HYKJIEOTH/IOB CIIOCOOHBI BBI3BIBATH MOBPEXKACHHUS MUTOXOHAPUI pazIU4YHON CTeNneHu. bputu
3apEeTUCTPUPOBAHBI COOOIIEHUS O MHUTOXOHJPUAIBHOM TUCOYHKIUH y NETed, MOABEPraBLIMXCS
BO3JICHCTBUIO aHAJIOTOB HYKJICO3WJOB BHYTPUYTPOOHO W/MIM B IOCIEPOJOBOM IEPUOAE
(cm. paznen 4.4).

Jlakranys

ITocne mpuema BHYTpb JaMUBYIUH BBIJIEISIETCS B TPYIHOE MOJIOKO B KOHLIEHTPALMSX, AaHAJIOTUYHBIX
KOHIEHTpalUsIM, OOHapYKEHHBIM B CHIBOPOTKE KpoBH. Ha ocHOBaHMM pe3yabTaTOB MCCIIETOBAHUS
6onee 200 map «wmarb/pebeHOK», moay4yaBmIUX Tepanuio BUY-undexunun, KoOHIEHTpauus
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JJaMUBYJHMHA B CHIBOPOTKE KPOBHU JCTCH, HAXOIAIMXCs HA FH;LMJIEB%K%MEEMH miar'epeﬁ,

nonydaBimux tepanuio BUU-undexnum, ouenp Hu3ka (<4 % OT KOHIICHTpPAIIUU B CBIBOPOTKE KPOBU
MaTepU) U MOCTENEHHO YMEHBILAETCS O HEOIPEAEIIEMOr0 YPOBHS IPU JOCTH)KEHUU T'PYAHBIMU
neTbMH 24-HeJeNbHOTO Bo3pacTa. JlaHHbIe M0 0€30macHOCTH MPUMEHEHUS JIaMUBYAMHA Y JIeTei
MIIQIIe TpeX MecsAleB OTCYTCTBYIOT. BUY-uHOUIMPOBAHHBIM IKEHIIMHAM HHU TPU  KaKUX
00CTOSITENTLCTBAX HE PEKOMEH/IYeTCsI IPOBOJIUTH IPyIHOE BCKapMIIMBaHHUE BO M30exKaHUe Mepeaavu
BUY pebenky.
PepTHIILHOCTD
Pe3ynbrarhl McciaenoBaHui Ha KUBOTHBIX IOKAa3alM, YTO JIAMUBYAMH HE OKa3bIBAET BIMSIHHE Ha
(hepTUIBLHOCTD.

4.7. BuusiHMe Ha CHOCOOHOCTH YNPAaBJATHL TPAHCINOPTHBIMH CpeacTBaMH M padorarb ¢
MeXaHM3MaMH

CrennanbHbIX HCCIEIOBAaHUM 10 H3Y4YEHMIO BIMSHUS CpPEICTBA HA CIIOCOOHOCTH YIPABIATh
aBTOMOOWJIEM U JIBWKYLUIMMHUCSA MEXaHW3MaMHU HE MPOBOAMIIOCH. YUHTHIBAs (pPapMaKoIOIMUECKUe
CBOMCTBA JIAaMUBY/IMHA, TAKOE€ BIMSHUE MaJOBEPOATHO. TeM He MeHee, PU OLIEHKE CIIOCOOHOCTH
NalMeHTa yIpaBiIiATh aBTOMOOMIEM/MEXaHU3MaMU CIIeAyeT IPUHUMATh BO BHUMaHUE €ro ooIuee
COCTOSIHHE, a TAKXKE XapaKTep HEKeJaTeJIbHbIX PEAKI1il, BBI3BAHHBIX [IPUEMOM JIAMUBYAHHA.

4.8. HexenaTelbHbIE peaKIUU

Pesrome HexenaTenbHbIX PeaKIun

OnucaHHbIe HWKE HEXKEJIaTeIbHBIC pEaKIUh OTMEYalIuch mpu JieueHun BUY-undexmm
JIAMHUBYIUHOM.

HexenarenbHble peakiuu, KiacCU(UIMPOBAHHBIC KaK CBS3aHHBIC WJIM BO3MOXHO CBSI3aHHBIC C
Tepanueil JaMUBYAMHOM, TME€PEUYHCICHBl HIKE B COOTBETCTBHM C CHCTEMHO-OPTaHHOM
KJaccu(uKanue 1 9acToTol BCTpedaeMocTd. YacToTa BCTPEUaeMOCTH OIPEICIISETCS CISAYIOIIUM
obpazom: ouenwv uacmo (> 1/10); uacmo (= 1/100, Ho < 1/10); nHewacmo (> 1/1000, Ho < 1/100); peoxo
(> 1/10000, HO < 1/1000); ouenv peoxo (< 1/10000); wacmoma wneuzéecmna (Ha OCHOBAHHU
MMEIOIINXCS JJAHHBIX OLEHUTH HEBO3MOXKHO).

B mpenenax kaxaod KaTerOpHUHM YacTOTHl HeXKeJIaTeNIbHbIE PEaKLUU MPEeACTaBICHbl B IMOPSIKE
yOBbIBaHUS CEPbE3HOCTH.

Hapywenus co cmopoHbl Kposu u tumpamuseckoii cucmemvl

Heuacmo: neliTponieHust 1 aneMus (MHOT/AA B TSKENOM Gpopme), TPOMOOLIUTONIEHHUS.

OueHb pedxo: UCTUHHAS DPUTPOLIUTAPHAS aTUIa3Hsl.

Hapywenus memabonuzma u numanus

Yacmo: TUNepIaKTaTeMHUSL.

Ouenb pedko: TaKTOAIUI03.

Hapywenus co cmoponul HepeHOU cucmembl

Yacmo: ronoBHas 00J1b, 0ECCOHHMIIA.

Ouens peoxo: nepudepuueckas HeHponaThs, B TOM YUCIIE TAPECTE3UH.

Hapywenus co cmopoHul ObixamenbHoll cucmemsl, opeanos epyOHOU KIemKU U Cpe0OoCHenus
Yacmo: Kaielnp, Ha3aJIbHbIE CUMIITOMBI.

Hapywenus co cmopoHul diceny0ouno-KuumeyHo2o mpakma

Yacmo: TOIIHOTA, pBOTA, OOJIb HITH CIIa3MbI B )KHBOTE, JHApes].

Peoxo: mankpeaTuT, MOBBIIICHNE AKTUBHOCTH CHIBOPOTOYHOW aMHIIA3HI.

Hapywenus co cmopoHul neyenu u sHceniesvi8ooauux nymet

Heuacmo: TPaH3UTOPHOE TIOBBIIIICHHUE AKTUBHOCTH MIEYCHOYHBIX bepMeHTOB
anannHamuHoTpaHchepassl (AJIT), acnapraramunorpanchepasst (ACT).

Peoko: renarur.

Hapywenus co cmopoHbl Kodicu u NOOKOACHBIX MKAHel
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(NOCNELOBATENBHOCTE 0002)

Yacmo: CBIITb, aJIOIICIIHA.

Peoko: aHTMOHEBPOTUYECKUI OTEK.
Hapywenus co cmoponul mblueunotl, KOCMHOU U COCOUHUMENbHOU MKAHU
Yacmo: apTpanrus, MbILIECYHbIE HAPYILIECHUS.
Peoko: pabaomuonus.
Obwue napywenus u peakyuu 8 mecme 86e0eHUs
Yacmo: 4yBCTBO yCTaJIOCTH, HEIOMOTaHHE, JTUXOPAIKA.
Onucanuie OT/EAbHBIX HEKENATEAbHBIX PEAKIINN
3aperucTpupoBaHbl  Clydyal pa3BUTHS OCTEOHEKPO3a, B YAacCTHOCTH, Y NAIlMeHTOB C
oOIIenpU3HaHHBIMU (aKTOpPaMU pUCKA, Ha TNPOABUHYTOH craguun BWY-undeximun wimm npu
JUIUTEIbHOH KOMOWHHUPOBAHHON AaHTHUPETPOBUPYCHOM Tepanuu. YacTtoTra BCTPEYaEMOCTH 3TOTO
SIBJICHUSI HEU3BECTHA.
Bo Bpems npoBenieHrs aHTUPETPOBUPYCHON TepaTui MOKET OTMEUAThCsl YBEIMUEHUE MACChl Tela,
a TaKKe MOBBIIEHUE KOHLIEHTPALMU [JIFOKO3bI U JIMIIUJOB B KPOBHU.
Y BUY-uHPUUUPOBAHHBIX MALMEHTOB C TSDKEIBIM HMMYHOJC(PHUIIMTOM Ha MOMEHT Hayala
KOMOWHUPOBAaHHOH aHTUPETPOBUPYCHOH TepaK BO3MOXKHO Pa3BUTHE BOCTIAIUTEIBHOM pEaKIuy Ha
¢doHe OECCUMNTOMHBIX OINMOPTYHUCTUYECKUX HWH(MEKIHA WM WX OCTaTOYHBIX SBIICHUH.
AyTtouMMyHHbIE 3a0oneBaHMs (Takue Kak Ooje3Hb I'peiiBca M ayTOMMMYHHBIA TE€NaTHT) TaKXKe
HaOmonanuch Ha (OHE BOCCTAHOBICHUS MMMYHHUTETA, OJHAKO BpEMs MEPBUYHBIX MPOSIBICHUN
BapbUPOBAJIO U 3a00J€BaHUE MOIJIO BO3HUKATh Y€PE3 MHOI'O MECSLIEB IIOCIIE Hayaia TeparuH.

eTH
669 nereit B Bo3pacte oT 3 MmecsneB A0 17 ner, nHpuumupoBanHsix BNU-1, xoTopble momy4anu
abakaBup U TJaMUBYIMH OJIMH WJIU JIBA pa3a B CYTKH, IPUHUMAIHU y4yacTue B ucciaenoBanuu ARROW
(COL105677). Y nauueHTOB AETCKOIO BO3pacTa, NPUHMMABILUX IIpernapaT OJWH WM JiBa pas3a B
CYTKHM, HE OBbUIM BBISIBICHBI OIOJHUTEIbHBIE MPOOJIEMBbI, CBA3aHHBIE C 0€30MacHOCThIO, IO
CPaBHEHHUIO CO B3pPOCIBIMU MAIUEHTAMH.
Coo011eHre 0 Moa03peBaeMbIX HEKENaTeNIbHBIX PeaKIUIX
BaxxHo cooOmiath 0 1o103peBaeMbIX HEXKENATENIbHBIX peaKLUsiX MOCJIe perucTpaluu npenapara ¢
1eNbI0 00ecTieueHusl HeMPEPHIBHOTO MOHUTOPUHTA COOTHOIIIEHUS «I10JIb3a — PUCK) JIEKAPCTBEHHOTO
npenapata. MeaunMHCKUM paOOTHUKaM pEKOMEHAYeTCsl coolmarh O JOBIX I0J03PEBAEMBbIX
HEXXEeJaTeIbHbIX PeaKIMAX JEKapCTBEHHOTO Mpernapara yepe3 HallMOHAIbHbIE CUCTEMbI COOOIIEHNUS
0 HEXeJIaTeNbHBIX PeaKlusiX roCyAapcTB — WieHOB EBpa3suiickoro 3KOHOMHYECKOI0 COr03a.
Poccuiickas @enepanus
®denepanpHas cayx0a o Haa30py B chepe 3apaBoOXpaHeHUS
Anpec: 109012, r. MockBa, CnaBsiHCKast muionianip, 1. 4, ctp. 1
Tenedon: +7 800 550 99 03
DnextponHas mouta: pharm@roszdravnadzor.gov.ru wim npr@roszdravnadzor.gov.ru
CaiitT B m”HpOpMAIIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTu «HTepHEeT»:
https://www.roszdravnadzor.gov.ru/

4.9. llepeno3upoBka

CHUMITOMBI

Kakune-mnb6o crenududeckue npu3HaKd WA CUMIITOMBI OCTPOM MEPE03UPOBKU JTAMUBYIHMHOM HE
BBISIBJICHBI, 32 UCKJIFOUEHHEM TEX, KOTOPBIE MIEPEUNCIIEHBI B KAYECTBE HEXKEIATEIIbHBIX PEAKIUH.
JleueHue

B ciyyae mepemo3upoBKHU ClieyeT KOHTPOJHMPOBATH COCTOSHUE TMAIlMEHTa U O HEO0OXOIUMOCTH
MPOBOJIUTH CTAHJIAPTHYIO TOJICPKUBAIOINIYIO0 Tepamnuto. [[0CKOMbKY JTaMUBYIWH BBIBOAUTCS U3
opraHu3ma C T[OMONIbIO JUaNu3a, i JICYEHHUS TNEPEelIO3UPOBKHM BO3MOXKHO TNPUMEHEHHE
HETIPEPHIBHOTO TeMOANAIIN3a, OJTHAKO CIICIUATIbHBIE UCCIICIOBAHUS HE POBOIUIINCH.
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5. PAPMAKOJIOTUYECKHE CBOMCTBA (MOCNEOOBATENBHOA 02)
5.1. ®apmakoanHaMHu4YecKHne CBOCTBA
®apmakoTepaneBTUYECKass rpynna: MPOTUBOBUPYCHBIE CPEACTBA CHCTEMHOIO  JCHCTBUSA;

MIPOTHBOBUPYCHBIE CPEACTBA MPSMOTO JICHCTBUS; HYKICO3WAHBIE M HYKICOTHUIHbIE MHTUOUTOPHI
0o0paTHOM TpaHCKPUITA3BI.

Kox ATX: JOSAFO05

MexaHu3M J1elcTBUS

JlamuByMH - aHajor HYKJIEO3UJO0B, OONANAIOLIMI AKTHBHOCTHIO B OTHOILIEHUU BHpYyca
nmmyHoaedunura yenopeka (BMY) m Bupyca remarura B (HBV). JlamuBynun mnoasepraercs
BHYTPHUKJIETOYHOMY METaboIM3My C OOpa30BaHHMEM AaKTHBHOTO MPOM3BOJHOIO — JIAMHBYIAHHA
5’-tpudocdara. OCHOBHONH MEXaHU3M €ro JEHCTBHUS — OJOKHPOBAHHE CHHTE3A IIETH B MPOIECCEe
obparnoit Tpanckpurmiuu BUY. Tpudocdar obiiagaet ceneKTUBHON HHTHOUPYIOMIEH aKTUBHOCTHIO
B oTHomieHud pemaukamuu BUY-1 u BUY-2 in vitro, a Takke aKTHBHOCTBIO B OTHOIICHHU
PE3UCTEHTHBIX K 3UJIOBYIUHY KIMHUYECKHX n30JsToB BUY. He Habmromanucy aHTarOHUCTHYECKUE
3¢ deKTrI iN VItro npu 0AHOBPEMEHHOM MPUMEHEHUH JTAMUBYAWHA U JIPYTUX aHTHPETPOBUPYCHBIX
IpenapaToB (MCClleJOBaHHbIE BEIIECTBA: a0aKaBUp, TUAAHO3UH, HEBUPAIIUH U 3UJOBYAMH).
Pe3ucreHTHOCTD

Pesucrentnocts BUU-1 k namuByauHy 0OycliOBIIeHa 3aMEHOW aMUHOKHCIOTHI M184V BOmM3M
aKTUBHOTO ILIEHTpa BUpyCHOU oOpatHoil TpaHckpuntasdbl (OT). JlaHHbIi BapuaHT MyTaluu
BCTpEUACTCs Kak B yCIOBUX IN Vitro, tak u y uaduuupoanHsix BUY-1 manueHToB, noaydaBInx
AHTUPETPOBUPYCHYIO TEPAINMIO, BKIHOYAONIYI0 JIaMuByIuH. [Ipu myranuun M184V 3HaunTenbHO
CHIDKAETCSl YyBCTBUTEJIBHOCTD K JIAMUBY/IMHY U YMEHBIIIAETCS CIIOCOOHOCTh BUpPYCa K PEIJIMKALUU
in vitro. B uccrnenoBanusx in Vitro ObIJI0 YyCTAHOBIICHO, YTO PE3UCTEHTHBIC K 3MI0BYIUHY HU30JISIThI
BUpyCa MOIYT CTAaHOBUTbCS UYYBCTBUTEJIBbHBIMU K €ro JCHCTBHIO, €CIM y JTHUX H30JISATOB
OJIHOBPEMEHHO Pa3BUBAETCS PE3UCTEHTHOCTh K JJaMUBYJAUHY. OHAKO KIIMHUYECKOE 3HAYEHUE ITUX
JAHHBIX JIO HACTOSIILIET0 BPEMEHH HE ONPEIEIICHO.

JlauHble in Vitro, Kkak mpaBHJIO, YKa3bIBAIOT HA TO, YTO MPOIODKCHHE MPUMEHCHHUS JIAMUBYIHHA B
COCTaBE aHTHUPETPOBUPYCHOM Tepanmuu, HECMOTPs Ha pa3BuTHe MmyTanuu M184V, MoxeT npuBecTu
K MOSIBICHUIO OCTaTOYHON aHTUPETPOBUPYCHON aKTUBHOCTHU (BEPOATHO, B pe3yJIbTaTe yXy/IIEHUS
pEIUIMKaTUBHON crOcOOHOCTHM BHpyca). KiuHudeckas 3HAYMMOCTh JTUX pE3YyJIbTaTOB HE
YCTaHOBJIEHA. B JEHCTBUTENBHOCTH, NOCTYNHbBIE KIMHUYECKUE JAHHBIE OYEHb OIPAHUYECHBI U HE
MO3BOJISIIOT CZENaTh OAHO3HAYHBIA BBIBOJ B ATOM obsacTu. B mobom ciyyae, Hauaao mpruMeHEeHus
HYKJICO3UJIHBIX HMHTHOUTOpOB oOpatHoi TpaHnckpuntazsl (HMOT), k koTopblM BHpyC Bce ele
YyBCTBUTEJIEH, BCErJa JIOJDKHO ObITh OoJjiee MPEANOYTUTEIbHBIM, Y€M MPOJIOJDKEHUE Tepanuu
JaMHUBYAMHOM. TakuMm o0pa3oM, MPOAODKEHHE Tepanuy JaMUBYAMHOM, HECMOTpPsSI Ha MOSBICHHE
mytauuu M184V, cienyet paccmarpuBaTth TOJIBKO B cllydae oTCYTCTBHS Apyrux aktuBHbix HUOT.
Mytamus OT MI184V npuBogur K pa3BUTHUIO NIEPEKPECTHOW PE3UCTEHTHOCTH TOJIBKO K
aHTUPETPOBUPYCHBIM TpenaparaM Kjacca HYKJIEO3HIHBIX MHIMOUTOpPOB. 3UAOBYAUH U CTaBYJIUH
COXPAHSIIOT CBOIO aHTUPETPOBUPYCHYIO aKTUBHOCTh B OTHOLIEHUH mTamMMoB BIY-1, pe3sucTeHTHBIX
K JIaMUBYAMHY. AOakaBUp COXpaHSET CBOI aHTUPETPOBUPYCHYIO aKTHUBHOCTh B OTHOILIEHUU
mramMmmMoB BUY-1, pe3aucTeHTHBIX K JIaMUBYIUHY M OOJIafaomuX TONbKo MyTauuedn MI184V.
[Irammer ¢ myranumenn OT MI184V  nemoHCTpuUpyrOT MeHee YeM 4-KpaTHOE€ CHHXXEHHUE
YyBCTBUTEIBHOCTU K JWJIAHO3MHY; KIMHUYECKOE 3HAYEHUE JTUX JaHHBIX HEU3BECTHO. TecThl Ha
YyBCTBUTEIBHOCTD IN VItr0 He ObUIM CTAaHIAPTH30BaHBI, U UX PE3yJbTAaThl MOTYT BapbHPOBATh B
3aBHCUMOCTH OT METOJIOJIOTHUECKUX (PaKTOPOB.

In  vitro namuByaMH OKa3biBaeT cjgab0e [UTOTOKCHYECKOE JEHCTBHE Ha  JIUMQOIUTHI
nepudepuyeckoil KpoBH, HAa YCTOMUYUBBIE JUMQOLMTAPHbIE W MOHOIMTApPHO-MaKpodaraibHbIe
KJIETOYHBIE JJUHUM U PSIJT KJIETOK-TIPEAIIECTBEHHUKOB KOCTHOT'O MO3Ta.
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5.2. ®DapmMakoOKHHEeTHYECKHE CBOMCTBA

AOGcopOrms
JlaMMBYIMH XOpOIIO BCAChIBACTCS U3  JKEIYJAOYHO-KHUIIEYHOTO TpaKTa, OHWOJOCTYIHOCTD

JAMHUBY/IMHA Y B3pOCIBIX TOCIE MpHeMa BHYTph 00buHO coctaBisier 80-85 %. Ilocne mpuema
BHYTpPb CpeHee BpeMs (tmax) JOCTHIKEHUSI MAKCUMAJIbHOW KOHLIEHTPALMK JIJAMUBY/IMHA B CBIBOPOTKE
KpoBH (Cmax) coctaBisier okosno 1 4. Ha ocHOBaHMM MaHHBIX, MOJYYEHHBIX B HCCIECIOBAHUU C
Y4acTHEM 3/I0pOBBIX JOOPOBOJIBLEB, IIPU NPHUEME TEpaNIeBTUUECKOM 1036l 150 Mr /1Ba pa3a B CyTKH
cpennss (KB — koaddunment Bapuarmu) paBHoBecHast KOHUEHTPAIHUA Cmax B Cmin JJaMUBYIHHA B
1a3me KpoBu coctasisieT 1,2 mxr/mi (24 %) u 0,09 mxr/min (27 %) coorBerctBenHo. Cpennsist (KB)
AUC (ruomaap moa GpapMakOKMHETHYECKOM KPUBOM «KOHLIEHTPAIIUSA-BPEMS») B HHTEPBAJIEC MEXKIY
npuemamu 12 9 cocrasinset 4,7 mxrxu/mi (18 %). Ilpu TepaneBruyeckoii go3e 300 Mr onuH pa3 B
cytku cpennss (KB) paBHoBecHast koHueHTpaus Cmax, Cmin 1 AUC B HHTEpBaJie MEX1y IpUEMaMu
24 4 cocraBistoT 2,0 Mxr/mi (26 %), 0,04 mxr/mi (34 %) u 8,9 mxrxu/mi (21 %) cOOTBETCTBEHHO.
[Tpuem amMuBYy/AMHA BMECTE C IHIICH BBI3BIBACT YBEIHMYCHUE Tmax U cHWKeHHE Cmax (Ha 47 %),
OJTHAKO HE€ BJMSAET Ha OOLIyI0 CTeNeHb a0CcOpOLMM JaMHBYAMHA (PACCUMTAHHYIO Ha OCHOBAaHHUU
BennuuHbl AUC).

He oxwunaercs, 4ro npueM HU3MeEIbUYEHHBIX TAOJETOK ¢ HEOOJBUIMM KOJMYECTBOM IOIYTBEpIOH
MTUIIY WK SKAIKOCTH TIOBJIHSET Ha (hapMaKOJIOTHIECKHE CBOKWCTBA Mperapara 1, CIeJOBaTeIbHO, Ha
KIMHUYECKUH 3¢ (dekT. DTOT BBIBOA OCHOBaH Ha (PU3MKO-XUMHUYECKUX U (hapMaKOKMHETHYECKHX
JaHHBIX TPU YCJIOBHH, YTO MALMEHT M3MEIbYaeT M CMENIMBACT ¢ MuIei mmm xuakocteio 100 %
TabJIECTKN U NPUHUMAET He3aMEeUIUTEIIbHO.

CoBMecTHOE TPUMEHEHHE 3U0BYIMHA PUBOJUT K YBEIIMYCHUIO SKCIIO3HUIINH 3UI0BYIMHA Ha 13 %
U YBEJIMYEHUIO MAaKCUMaJIbHON KOHLEHTPALMU B IJIa3Me KpOoBU Ha 28 %. DTO sBIEHUE HE CUUTAETCS
3HAYMMBIM T O€301IaCHOCTH MAI[EHTOB U, CJII0BATEIbHO, HE TPEOYEeT KOPPEKIIUH J103.
Pacopenenenue

[lo naHHBIM KIMHUYECKUX WCCIICAOBAHUM IPH BHYTPHBEHHOM BBEICHUHM CpEeIHUI 00beM
pacripeniesnieHust JlaMuByauHa coctasiser 1,3 si/kr. CpeaHuil CUCTEMHBIM KIUPEHC JIaMUBYIHHA
cocTaisieT npuonm3nuTesnbHo 0,32 11/49/Kr, GOIBIIYIO YaCTh KOTOPOTO COCTABIISET MOYSUHBIA KIIMPEHC
4yepe3 CUCTEMY TPaHCIOpTa OpraHMuYecKux katiuoHoB (6oiee 70 %).

JlaMuBYIMH TIpOSIBISIET JHHEHHYIO (DapMaKOKHMHETHKY IPH TPUMEHEHHH B TEPaNeBTHYECKOM
JMana3oHe 103 M HU3KYI0 CTENeHb CBA3bIBAHMS C  OCHOBHBIM  OEIKOM  IJIa3Mbl
KpoBu — ansOymmHOM (<16 %-36 % 1O CpaBHEHHIO C CHIBOPOTOYHBIM QIBOYMHHOM B
HCCIIEIOBaHMX IN Vitro).

OrpaHWYeHHbIE JaHHBIC YKAa3bIBAIOT HA TO, YTO JJAMHUBYAHH MPOHHUKAET B IICHTPAIHHYIO HEPBHYIO
CHCTEMY M CIMHHOMO3roBYI0 kHJIKocTh (CMIK). Uepe3s 2—4 4 mocie mnepopaibHOro INpHeMa
COOTHOIIIEHHE KOHIIEHTpanuu JamuByanHa B CMXK u CBIBOPOTKE KPOBH B CPEIHEM COCTaBIISIIO
npubmusutensio 0,12, VctuHHast cTeneHb NPOHUKHOBEHMS, a TaKXe CBs3b C KIMHUYECKON
3¢ (PEKTUBHOCTHIO HEM3BECTHBI.

buotpancdopmarus

[lepron monyBBIBeNEHHS JAMHUBYAMHA W3 IUIa3Mbl KPOBH TIOCIIE MpHEMa BHYTPb COCTABIISET
18-19 4, a nng ero akTUBHOM (OPMBI - BHYTPUKJIETOYHOIO JIAMUBYIMHA TpHQochaTa - KOHEUHbIH
MIEPUOJT TIOTYBBIBEJICHUS U3 KJIETOK cocTaBisieT 16—19 u. CornmacHo NaHHBIM, MOJTy4eHHBIM y 60
B3pOCTIBIX  3/IOPOBBIX J1O0OpPOBOJIBLIEB, (DApMAKOKMHETHYECKUE IMapaMeTphl JIaMUBYJIMHA B
PaBHOBECHOM COCTOSTHHH TIpH Tipueme B 103e 300 M oiMH pa3 B CYTKH SKBUBAJICHTHBI TAKOBBIM TIPH
npueme B o3¢ 150 mr aBa paza B cytku B oTHomieHUH AUC24 ¥ Cmax UISI BHYTPUKIETOYHOTO
namuByuHa Tpudocdara.

JlaMMBY/IMH NPEMMYILECTBEHHO BBIBOJUTCS B HEM3MEHEHHOM BHJE NoykamMH. Meraboindeckue
B3aWMOJICHCTBHS JIAMUBYIMHA C JAPYTUMH JICKApPCTBEHHBIMH IIperapaTaMyd MajlOBEPOSITHBI BBUIY
HE3HaYuTeNbHOTro MeTabonu3ma B meudeHu (5-10 %) u HU3KOH cTemeHH CBSI3bIBaHHS C OelKaMu
TUTa3MBI KPOBH.

ONUMUHALMS
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B wmccnenoBaHusaX ¢ ydacTHEM IMAllMEHTOB C MOYCYHOH HEIOCTATO TBIO ' OBLIO ITOKA3IHO, UTO

HapymieHne (YHKIMM IOYEK BIHMSIET Ha BBIBEJACHHUE JIAMUBYIUHA. PEKOMEHIyeMblil peXuM
J03UPOBAaHUS Ul MAlUEHTOB C KIUPEHCOM KpeaTMHHMHa MeHee 50 MJI/MMH TpUBEIEH B
paznene 4.2.
B3aumMoneiicTBre ¢ TPUMETONPUMOM — KOMIIOHEHTOM KO-TPUMOKCa30J1a — IPUBOJUT K ITOBBILICHUIO
9KCIo3uluy JamuByauHa Ha 40 % npu npuMeHEHUH B TEPAlleBTUYECKUX J03aX. TeM He MeHee, 3a
HCKJIFOYEHHEM MALMEHTOB € IOYE€YHOI He10CTaTOUYHOCThI0, KOPPEKIMs 103bl He TpeOyercs. Caenyer
TIIATEIBHO OICHMBATh BO3MOXKHOCTH OJHOBPEMEHHOTO TPHUMEHEHHUS KO-TPUMOKCa3oja ¢
JAMHUBY/IMHOM Yy MAIMEHTOB C IOYEUHOW HE0CTaTOUYHOCTBIO.
Oco0ble rpyNIlbl ManueHToB
Jluya nodxcunozo eospacma
JlanHbie 10 (hapMaKOKWHETHKE JTAMUBYIMHA Y MALMEHTOB CTapIue 65 JeT OTCYyTCTBYIOT.
Iloueunas neoocmamounocmo
VY manueHToB ¢ HapylIeHneM (YHKIIMU MOYeK KOHIEHTpaIMs JaMuByAuHa B miazme kposu (AUC)
IIOBBIIIEHA BCJIEACTBUE CHMKEHHOrO KiMpeHca. Takum o0pa3oM, NalMEeHTaM C KIUPEHCOM
KpeatnHuHa MeHee 50 MJI/MUH HEOOXO0JMMO YMEHBIICHHE J03bI JAMUBY/AMHA.
Ileuenounas nedocmamournocms
JlaHHBIE O MIPUMEHEHHUH JIAMUBYJIMHA Y TTAIMEHTOB CO CPEAHEH M TSKEIION CTETICHBIO HAPYIICHHS
(GYHKLIMU TeYeHH CBUJETENbCTBYIOT O TOM, YTO HapylleHUWE (YHKLUHU MEYEHU CYIIECTBEHHO He
BIMSIET Ha (PAPMAKOKMHETHKY JIAMUBYIUHA.
bepemennocms
@dapMaKOKMHETHKA JAMHUBYAWHA MPH OCPEMEHHOCTH HE OTIMYAETCS OT ero (apMaKOKHHETHUKU B
cilyyae OTCYTCTBUsI OepemeHHocTH. KoHIleHTpalus JaMUBYJMHA B CHIBOPOTKE KPOBM JAETEH INpH
POX/IeHUH ObLIIa aHAJIOTHYHA TAKOBOW B CBIBOPOTKE KPOBH MAaTE€PH U IMYIIOBUHHON KPOBH HA MOMEHT
POJOpa3peLIeHus], YTO COIrJIacyeTcs ¢ JaHHBIMU O MACCUBHOM IPOHMKHOBEHHMHM JIAMUBYJMHA Yepe3
TUTALICHTY.

eTu
AOcommoTHas OMOIOCTYITHOCTh JTaMUBYAMHA (TIpuMepHO 58—66 %) ObuTa HIbKEe 1 O0osee BapradenpbHa
y aereit maaauie 12 set. [IpueM namuByuHa y netei B popme TabiaeToK OJJHOBPEMEHHO C IPYTUMHU
AHTUPETPOBUPYCHBIMU TpernapaTamMu B (popme TabiieTok oOecrieurBai 0ojiee BBICOKHE 3HAYCHUS
AUCy» u Cmax JaMHBYZHMHA B IUIa3M€ KPOBM IO CPaBHEHHIO C PACTBOPOM Ul NpHEMa BHYTPb,
MPUHUMAEMBIM OJJHOBPEMEHHO C JIPYTMMHU aHTHPETPOBUPYCHBIMU IperapataMu B (hpopMe pacTBopa
Il TIpUeMa BHYTpb. Y JeTeH, MoJydyaBUIMX JJAMUBYAUH B (JOpME pacTBopa Ul IpHUeMa BHYTPh B
COOTBETCTBHHM C PEKOMEHJOBAHHBIM PEXHMOM JIO3UPOBAHMSA, ObLIa JTOCTUTHYTA ODKCIIO3UIUS
JaMMBY/MHA B IUIa3M€ KpPOBH, 3HAUYEHUS KOTOPOH HAXOAWJIMCh B JHara3oHe, MOJYy4Y€HHOM Yy
B3pOCIIBIX TMAIMEHTOB. Y JeTel, MPUHIMABIINX JaMUBYIUH B (pOpMe TaOJIETOK B COOTBETCTBHHU C
PEKOMEHI0BAaHHBIM PEKUMOM J03UPOBAHUS, HKCIIO3ULMS JAaMUBYAMHA B IJIa3Me KPOBH ObLIa BBILIE,
4yeM y JeTel, MPUHIMAaBIINX JJAMUBY/IMH B JOpME pacTBOpa Ui MpHeMa BHYTPb, TTOCKOJIBKY B (hopme
TabJIETOK MAlMEHTHl MOJy4yaroT Ooyiee BBICOKHME J03bl B IlepecueTe Ha MI/KI Macchl Tejia, U
JaMUBYIMH B (¢opMe TalJIETOK XapakTepuszyeTcsi Oojee BBICOKOW OHMOIOCTYIMHOCTBIO.
dapMakOKMHETHYECKUE MCCIEeI0BAHUS IPUMEHEHHUs JTJaMUBYIMHA Y JleTeil B opme pacTBopa Juis
npueMa BHYTPh M B (opMe TaONETOK IOKa3aid, YTO TpPUEM IMpernapara OIWH pa3 B CYTKH
sKkBUBaleHTeH 1o nokasarenmo AUCo 24 mpuemy mpemnapara Ba pa3a B CyTKM NP OJMHAaKOBOU
oOuieit cyrouHoi noze. JlanHble 0 papMakOKHHETUKE IpernapaTta y JeTeil B Bo3pacTe muiajie 3
MECSIIEB OTPaHUYEHBl. Y HOBOPOXKJCHHBIX Ha MEPBOM Henene >KU3HM KIMPEHC JIAMUBYJIUHA TIPU
npueMe BHYTPh OBUI CHIDKEH I0 CPaBHEHHIO C JIEThbMH 0OJiee CTapIIero BO3pacTa, BEPOSTHO,
BCJIEJICTBHE HE3PEIOCTH BBIACIUTENFHOW (QYHKUMM TOYEK M HEMOCTOSHCTBA IOKazaTesei
abcopOuuu. Takum oOpa3oM, A JOCTUKEHHS SKCIO3MIMU, CXOJIHOM C TaKOBOM Yy B3pPOCIHBIX U
7ieTel, COOTBETCTBYIOIAs /1032 JUIsl HOBOPOXKJIEHHBIX COCTABIIAET 2 MI/KT JIBa paza B CyTKH. JlaHHbIE
0 TPUMEHEHHIO TIperiapara y HOBOPOXKACHHBIX B BO3pacTe crapiie | Heleln OTCyTCTBYIOT.
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6. DPAPMAIIEBTUUECKUE CBONCTBA (MOCTIEQOBATENEHOCTS 0002)

6.1. Hepeqenb BCIIOMOraTe/JIbHBIX BCIICCTB

Caxapo3za

[IponuneHrnmkoss

Hatpus uurpara auruapar

MetunnaparuapokcudeH3oar

JIumonHas kuciora

[Iponmnmnaparuapokcuben3oat

ApomaTu3zatop KITyOHHYHBIN

Apomaruzarop 6aHaHOBBIT

XnopucroBogopoanas kuciota 10 % wium Hatpus rugpokcuaa pactsop 1 M (ans koppekunu pH)
Bopa ounmennas

6.2. HecoBmecTUMOCTH

He npumenumo.

6.3. Cpok rogHocTH (CpOK XpaHeHus)

2 roja.

6.4. OcoObie MepbI IPEOCTOPOKHOCTH NPH XPAHEHUH
XpaHuTh npu Temmeparype He Boie 25 °C.

6.5. Xapakrep M coiep:kaHne YIaKOBKHU

ITo 100, 200, 240 M1 BO (h;1aKOHBI TEMHOTO CTEKJIA MUK BO (PJTAKOHBI U3 TIOJIMATHIICHTEpedTalIaTa WK U3
MOJIUATUJICHA, YKYITOPEHHBIE IJIACTUKOBOM KPBIIIIKOW HITH KPBIIIKOM C KOHTPOJIEM MEPBOTO BCKPBITHS,
WJIH C 3aIIMTON OT BCKPBITHSI JETHMHU.

Ha ¢naxkoHb! HakJI€UBaIOT 3TUKETKY U3 OyMaru WM CaMOKJIESIIIIYIOCS STHKETKY.

Kaxnpiii grmakoH BMecTe C MHCTPYKIHEH MO MEAUIIMHCKOMY MPUMEHEHUIO, MEPHBIM IITNPUIIEM U
aJIarTepoOM TIOMEINIA0T B MAayKy M3 KapToHa. MepHBI MIMpUI] C aJanTepoM MOTYT OBbITh Kak B
TIOJIMATUIICHOBOM TaKeTHKe, TaK U 0e3 Hero.

[To 10, 20, 50, 100 ¢makoHOB C COOTBETCTBYIOIIUM KOJUYECTBOM HUHCTPYKIIUH MO MEIUITUHCKOMY
MIPUMEHEHHUIO, MEPHBIX INMPHUIIEB M aJanTepoB, MOMEMIAIOT B KOPOOKY KapTOHHYIO WM SIIUK U3
roppupoBaHHOTO KapToHa (sl CTaUMOHApOB). MeEpHbIM HINPUIl C aJanTepOM MOTyT OBITh Kak B
TIOJIMATUIICHOBOM IMaKeTHKe, TaK U 0e3 HEro.

6.6. Ocodble MepbI NPEAOCTOPOKHOCTH NMPH YTHIU3ANMH UCTOIb30BAHHOIO JI€KAPCTBEHHOT 0
npenapara MJM OTXO0/0B, MOJYYEHHBIX MOCJI€e MPUMEHEHHUSI JeKAPCTBEHHOT0 Mpemnapara u
Apyrue MAaHUMYJISAAIUHU € MPenapaTom

WHCTpyKIMs 10 MCIIOJIB30BAHUIO JIO3UPYIOUIETO IITPUILA

[Ipunaraemslil TO3UPYHOUIUMI MIIPUIL] IPEIHAZHAYEH JUIsI TOYHOIO OTMEPUBAHMS HA3HAYEHHOM J103bI
npenapata JlaMuBynuH, pacTBOp Ui IpUEMa BHYTPb.

1. CHuMHTE KPBILIKY C (pr1akoHa.

2. BcraBpTe mpuiaraeMblii MJIACTUKOBBIA aJanTep B TOPJBIIKO (PIAKOHA, KPENKO YyIep>KUBas
(hakoH B pyke.

3. I1n0THO BCTaBbTE JO3UPYIOIINN HINPULL B OTBEPCTHE aJanTepa.

4. TlepeBepuure (irakoH.
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5. TIoTAHYB 3a MOPIIEHH TO3UPYIOIIETO IIPHIIA, OTMEPHTE Td@&é"l@&é@%&%'ﬁlﬁ'{@ﬁlﬁﬁlﬁr

Ha3HauYe€HHOW BaM mosaHo# 10361 mpenapara.

6. [TepeBepHuTe (hy1aKOH TOPIBIIIKOM BBEPX, U3BJIICKUTE IIMPHUIL U3 aJarTepa.

7. llomecTuTe KOHYMK IINpULA 3a WIEKY W MEIICHHO HAJABJIMBAaWTE HAa NOPILICHb LINPHULA,
MOCTENEHHO MporjiaTeiBas mpenapar. He HamaBnuBaiiTe Ha MOPUIEHb CIMIIKOM CHJIBHO U HE
HaIpaBJsIiTe MITPUI] HAa 33HIOI0 CTEHKY TJIOTKH, MOMaJaHue CTPYH pacTBOpa Ha 3a/IHIOI0 CTEHKY
IJIOTKHA MOJKET BBI3BAaTh yAYIIbE.

8. IloBTropuTe 3Tansl 3-7 10 NOITYYEHUS [TOJIHOM J103BI.

9. Ilocne MCroap30BaHMs MU3BJICKUTE IIMPHIl U3 (PJIaKOHA M THIATEIEHO MPOMOWTE YHUCTON BOJOM.
[To3BoJIbTE HIIIPUILY TOJIHOCTHIO BBICOXHYTD JI0 CJIEIYIOLIETO UCIIOJIb30BaHMUS.

10. ITnoTHO 3aKkpoiiTe (PJIaKOH KPBIIIKOM, OCTABUB a/1anTep BO JIaKoHE.

Yrunuzanus
Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

Poccuiickas ®@enepanus

AO «Kuposckas papmarieBTudeckas padpukar

610000, Kuposckas o6:1., r. Kupos, yn. MockoBckas, 1. 27 a
Ten. (8332) 22-01-26

E-mail: kachestvo-s@Kk-ff.ru

7.1. IlpeacraBuTeib AepKaTelisl PErHCTPANIMOHHOTO YI0CTOBEePEHUs

[Iperen3uu norpedUTENEH HAIPABIATH 1O AJIPECY:
Poccniickas @enepanus

AO «Kuposckas papmarieBTuyeckas padpukar

610000, Kuposckas 06u1., T. Kupos, yin. MockoBckasi, 1. 27 a
Ten. (8332) 22-01-26

E-mail: kachestvo-s@k-ff.ru

8. HOMEP (HOMEPA) PETUCTPAIMOHHOI'O YIOCTOBEPEHUA

9. KATEI'OPHUA OTITYCKA JIEKAPCTBEHHOTI'O IIPEITAPATA

JlexapcTBEeHHBIN ITpenapaT OTHOCUTCS K KATETOPUM OTITYCKa IO PELENTY.

OOmas xapakTepHCTHKa JEKapCTBEHHOTO mpemnapara JIaMMBYJIUH JIOCTYIIHA B €IMHOM peecTpe
3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpPEACTB EBpa3niiCKOro »KOHOMHUYECKOTO COK3a M Ha
ouIMaTEHOM caunTe YIOJIJHOMOYEHHOTO oprasa (axcrepTHOM OpraHHu3aIiH)
https://lIk.regmed.ru/Register/EAEU_SmPC.
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