COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 25.08.2025 N= 21073

(MOCNEOOBATENEHOCTE 0001)

NHCTPYKHA
10 MEJUIIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O IIPEITAPATA
JJAMUBY INH-BUAJI

PerucrpanuoHHbINi HOMeEp:

Toprosoe HaumenoBanue: JlamuByauH-Buan

MexayHapoaHOe HeIATEeHTOBAHHOE WM IPYNIIHPOBOYHOE HAUMEHOBaHNe: JIAMUBYIUH
JlekapcTBenHasi popma: TabIeTKH, NOKPHIThIE TUIEHOYHON 000JI0UKOH

Cocras

1 TabJsieTKa cOePKUT:

Heticmsyrowee sewyecmeso: mamuByaus — 150,00 mr.

Bcnomocamenvhule sewecmea: LIEJUTION03a MUKPOKpPUCTAJUTAYECKAs (MKII-102),
KapOOKCHMETHIIKpaxMail HaTpus (Tur A), runpomerniosa 6 cl13, maraus creapar.

Cocmas obonouxu. runipomeruiosa 6 cll3, makporon 4000, TuTaHa JUOKCH/T.

OnucaHue: Kpyrible TBOSKOBBIMYKIIbIE TAOJETKU ¢ PUCKOH, MOKPHITHIC TIJICHOYHON 000JI0UKOM
Oemoro miu moutu Oenoro nBera. Ha momepeunom paspese TaOIETKH BUIAHBI JBA CIOS: SAPO

I0YTH OeJIoro IBETa M IIEHOYHast 000JI0YKa.

dapmakoTepaneBTHYecKasi TIPYNIAa: MPOTHUBOBUPYCHBIE CPEJICTBA CHCTEMHOTO JCHCTBUS;
MIPOTUBOBUPYCHBIE CPEJICTBA MPSAMOTO JIEHCTBHS; HYKJICO3UIHbIE U HYKICOTUIHbIE HHTUOUTOPBI

00paTHOM TpaHCKPUIITA3bI.

Koa ATX: JOSAF05

dapMakoJI0rHuecKne CBOMCTBA
Dapmakoounamuka

MexaHu3M JSHCTBUS U (baDMaKOHI/IHaMI/ILIeCKI/IC S(b(bCKTBI

JlaMUBYZIMH — aHAJIOT HYKJIE€O03UJ0B, 00JIaAaloIiil akTUBHOCTBIO B oTHomeHMH BUY u Bupyca
HBV. JlamuByuH nojBsepraercsi BHyTpUKIETOYHOMY MeTa0O0JIUu3My ¢ 00pa3oBaHUEM aKTUBHOTO
IPOU3BOJHOTO — JaMuByauHa 5’-Tpudocdara. OCHOBHOM MeXaHM3M €ro JCUCTBUS —
OJOKMpOBaHME CUHTE3a LIENH B Ipoliecce oopatHoii Tpanckpunimu BUY. Tpudocdar obnanaet
CEJICKTUBHOW WMHTUOMpYIONIel aKTHBHOCTBIO B OTHOUIeHWH perumnkanuun BUY-1 u BUY-2 in
VItro, a Tak)Ke aKTHBHOCTBIO B OTHOIIECHHM PE3HCTEHTHBIX K 3HIOBYIUHY KIMHUYECKUX

n3onstoB BUY. He nabmonanuch aHTaroHuctuueckue 3PpQekTsl in VIitro npu oaHOBpeMEHHOM
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NPUMEHEHUHU JIAMHUBYJIMHA W JPYTUX aHTH )CTDOBI/I{DQ&I{E&E%%J%'H&EJH%ML%HG

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

BellecTBa: abakaBup, IUIAHO3UH, HEBUPANKUH U 3UJOBY/IUH).

Pezucmenmuocmo

Pesucrentnocts BUY-1 k namuBynuHy oOycioBieHa 3aMeHOM aMHHOKUCIOTEI M184V BOmm3u
aKTUBHOTO IIEHTpa BHUpPYCcHOM oOparHo#l TpaHckpumnrtaszbl (OT). [laHHbI BapuaHT MyTalMU
BCTpEYaeTCss Kak B YCIOBHsX IN Vitro, Tak u y uHpuuupoBanHeix BUY-1 mnamueHToB,
MOJTY4aBIIUX aHTUPETPOBUPYCHYIO TEPAIHIO, BKIFOYAIONIYIO JaMUBYaAuH. [Ipn myrammu M184V
3HAYUTEIBHO CHIDKACTCS UYyBCTBUTEIFHOCTh K JIAMUBYJMHY W YMEHBIIAETCS CHOCOOHOCTH
BUpyca K pelumKaiuu Iin Vitro. B wuccinemoBanusx in Vitr0 ObUIO yCTAaHOBJIEHO, YTO
PE3UCTEHTHBIE K 3UIOBYAWHY HM30JSATHl BUPYCa MOTYT CTaHOBHUTHCS UYBCTBUTEIBHBIMH K €TI0
JEWCTBUIO, €CITH Y 3TUX U30JIITOB OJTHOBPEMEHHO PAa3BHBAETCS PE3UCTEHTHOCTh K JJAMUBYIUHY.
OpaHako KIMHUYECKOE 3HAUEHHUE 3TUX JaHHBIX JI0 HACTOSIIETO BPEMEHHU He OIPEEIICHO.

JlauHble in VItro, kak nmpaBujo, YKa3plBalOT HAa TO, YTO MPOIODKEHUE MTPUMEHEHHS JIAMUBY/IHHA
B COCTaBe€ AaHTHPETPOBHPYCHOW Tepamuy, HECMOTps Ha pa3Buthe myrtamun M184V, moxer
MIPUBECTH K TOSBJICHUIO OCTATOYHON aHTHPETPOBUPYCHOW aKTHUBHOCTH (BEPOSITHO, B PE3yJIbTaTe
YXYALIEHUS PEIUIMKAaTUBHOMW crmocoOHocTH Bupyca). KinHHueckas 3HAYUMOCTh OITHX
pe3yNbTaTOB HE YCTaHOBJIEHA. B NEHCTBUTENBHOCTH, AOCTYIHBIE KIMHUYECKHE JaHHbIE OUYEHb
OTpaHMYEHBI U HE MO3BOJISIOT CeNIaTh OJHO3HAUHBINM BBIBOJ B ATOM obsactu. B mobom ciydae,
Havyano npuMmeHeHuss HUOT, k koTopsIM BHpYC BCe€ eIlle YyBCTBUTEJEH, BCETJA JIOJDKHO OBITH
0ojiee MPEANOYTUTETBHBIM, YE€M IMPOJOJKEHUE Tepanuu JaMuBynuHOM. Takum o0pazom,
MPOJIOJDKCHUE TEepaluu JIAMUBYAMHOM, HECMOTps Ha mosiBieHue myranuu M184V, crnenyer
paccMaTpuBaTh TOJIBKO B Clydae OTCYTCTBUsA Ipyrux akTuBHbIX HUOT.

Mytamus OT M184V npuBOIUT K Pa3BUTHUIO TEPEKPECTHOW PE3HUCTEHTHOCTH TOJBKO K
aHTHPETPOBUPYCHBIM MpernaparaM Kiacca HyKJICO3UAHBIX UHTUOUTOPOB. 3UAOBYIMH U CTaBYIUH
COXPaHSAIOT aHTUPETPOBUPYCHYIO aKTUBHOCTH B OTHOLIEHUH ITaMMOB BUY-1, pe3sucTeHTHBIX K
namMuByIuHYy. AGakaBUp COXpaHsSET aHTUPETPOBUPYCHYIO aKTUBHOCTH B OTHOIIEHUU IITAMMOB
BUU-1, pe3aucTeHTHBIX K JaMHUBYIUHY U OONagaromux Tosbko myTanueir M184V. Illtammsl ¢
myranueir OT M184V nemoHCTpupylOT MeHee yeM 4-KpaTHOE CHM)KEHUE YyBCTBUTEIIBHOCTHU K
JUAaHO3WHY; KIMHUUECKOE 3HAUCHUE ITUX JaHHBIX HEM3BECTHO. TeCThl Ha YYBCTBUTEIHHOCTS IN
VItro He ObLIM CTaHAAPTH30BaHbL, U UX PE3yJbTAThl MOTYT BapbHpPOBaTh B 3aBUCHMOCTH OT
METOJI0JIOTMYECKHX (PaKTOPOB.

In vitro namMuByIMH OKa3bIBaeT Ciaboe LUTOTOKCHYECKOE JeiicTBHE Ha JHMMQOLUTHI
nepudepuyeckoid KpoBH, Ha YCTOWYHMBBIE JTUMQOIUTAPHBIE U MOHOIMTAPHO-MaKpo(araibHble

KIICTOYHBIC IMHUU U PAI KICTOK-IIPECANICCTBCHHUKOB KOCTHOTO MO3ra.
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(Dapma:coxuuem uKa

AOGcopOrms

JlaMMBYZIMH XOpOLIO BCAChIBae€TCsS W3 IKEIYJOYHO-KHIIEYHOTO TpakTa, OMOJOCTYIHOCTD
JAMHUBYAMHA y B3POCIBIX NOCJIE MpreMa BHYTph 00br9HO coctaBisier 80—85 %. Ilocie mpuema
BHYTpb cpernHee BpeMs (Imax) TOCTHXKEHHS Cmax JIAMHBYJHMHA B CBIBOPOTKE KPOBH COCTAaBIISCT
okosio 1 vaca. Ha ocHOBaHMM JaHHBIX, MOJYYEHHBIX B HCCIIEJOBAHUM C YYAaCTHEM 370POBBIX
TOOpPOBOJIBIIEB, MIPH MIPHEME TepaneBTHYeCKOr 1036l 150 mr nBa pasza B cytku cpenusis (KB —
K02 GUITMEHT BapHalnK) paBHOBECHAsT KOHIEHTPAUS Cmax # Crin TAMHBYIMHA B TUTa3Me KPOBH
cocraBiser 1,2 mxr/ma (24 %) u 0,09 mxr/mi (27 %) cootBerctBeHHo. Cpennsisi (KB) AUC B
UHTEpBaJIe MexAy mpuemamu 12 wyacoB cocrasisger 4,7 Mkr x u/mn (18 %). Ilpu
TepaneBTHueckoi no03e 300 mr oauH pa3 B cytku cpenHss (KB) paBHOBecHast KOHLIEHTparus
Cmax, Cmin 1 AUC B mHTepBane Mexay npuemamu 24 gaca coctaBistioT 2,0 Mxr/mi (26 %),
0,04 mxr/mi (34 %) u 8,9 Mkr X 9/mi (21 %) COOTBETCTBEHHO.

Mexty B3pOCIBIMU TMAallMEHTAaMU W JIE€TbMHU HaONIOAIMCh Pa3iMyuus B CTENEHU BCACHIBAHUS
(cm. mompazaen «OcoObie TPYIIBI MAITUEHTORY).

[Tpuem aMuUBYyIMHA BMECTE C MUIICH BBI3BIBACT YBEIUUYEHHUC tmax U CHIKEHHE Cmax (Ha 47 %),
OJIHAKO HE BJIMSIET HA OOIIYIO CTENEeHb a0COpOIMU JaMUBYAWHA (PACCUYMTAHHYIO HA OCHOBaHUH
Beanuuasl AUC).

He oxupaercs, 4to npueM M3MeNbYEHHBIX TAOJIETOK ¢ HEOOJBIIUM KOJIUYECTBOM MOJYyTBEPAOH
MUY WY )KUJIKOCTH MOBIUSET Ha (PapMaKoJIOTMUECKUE CBOMCTBA Mpenapara u, cJIe10BaTeNlbHO,
Ha  KIMHUYecKHud  3ddekr. DTOT BHIBOJA  OCHOBaH Ha  (U3MKO-XUMUYECKHX U
(hapMaKOKMHETHYECKUX JAHHBIX MPU YCIOBUU, YTO MAI[UEHT U3MENIbYAET U CMEIINBAET C MUILEH
i KuAKocThio 100 % TabiieTku, ¥ MpUHUMAET He3aMeIJIUTEIbHO.

CoBMecTHOE PUMEHEHHE 3UA0BYIMHA MPUBOIUT K YBETMYECHUIO HKCIMO3WILIMU 3UAOBYIMHA HA
13 % u yBenuueHuto Cmax B m1a3Me KpoBu Ha 28 %. DTO siBI€HHUE HE CUUTACTCS] 3HAYUMBIM JIJIS
0€30MMacCHOCTH MalMEHTOB U, CIE0BATEIBHO, HE TPEOYET KOPPEKIIUU J03.

Pacnpenenenue

[lo naHHBIM KIMHUYECKUX HWCCIIECAOBAHUN NpPU BHYTPUBEHHOM BBEAECHUHU CPEIHMHA 00BEM
pacripesiesieHus JaMHUBYIMHa cocTaBisteT 1,3 ji/kr, a HaOaroMaeMblil IEPUOJT MOJTYBBIBEICHUS —
5—7 wacoB. CpenHHil CHUCTEMHBI KIMpPEHC JIaMUBYIMHA COCTaBISET NPUOIU3UTEIHHO
0,32 n/4/kr, OOMNBIIYI0 YACTh KOTOPOTO COCTaBJISET IOYEYHBIH KIHPEHC Yepe3 CHCTEMY
TpaHCIOpTa OpraHn4YecKux kaTnoHoB (Oonee 70 %).

JlaMUBYIUH TIPOSIBIIACT JTUHEHHYIO (PapMaKOKMHETUKY MPU MPUMEHEHHH B TEPAaNeBTHUYECKOM

AUana3oHe 03 W HHU3KYIO CTCICHb CBA3BIBAHUSA C OCHOBHBIM OCIIKOM IIJIa3MbI KpOBU —
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in vitro).

OrpaHnuyeHHbIE JAaHHBIC YKA3bIBAaIOT HA TO, YTO JIAMUBYJMH NPOHHKAECT B LEHTPAIbHYIO
HEPBHYIO CUCTEMY U CHMHHOMO3roBY0 )uakoctb (CMIK). Uepes 2—4 yaca nocie nepopaibHOro
npreMa COOTHOIIEHHE KOHIEHTpanuu JamuByanHa B CMJK u ChIBOPOTKE KpPOBH B CpeIHEM
coctaBysio npuOnusutenbHo 0,12, VcTuHHas cTeneHb NPOHMKHOBEHHS, a TaKXKe CBS3b C
KIIMHAYECKOU 3(PPEKTUBHOCTHIO HEU3BECTHBI.

Buorpauncdopmariis

[lepron mosyBBIBEE€HUS JIaMUBYAMHA W3 IUIa3Mbl KPOBM IOCJIE MpUEMa BHYTPb COCTaBIsET
18-19 4, a anma ero akTUBHOW (POPMBI — BHYTPUKIETOYHOTO JaMUBYIUHa Tpudochara —
KOHEUHBIN TepHoJ TOJYBBIBEEHU W3 KIETOK cocraBiser 16—19 4. CoriacHo maHHBIM,
MOJYyYeHHBIM Y 60 B3pOCIBIX 3J0POBBIX J0OPOBOJIBIEB, (HAPMAKOKHHETUYECKUE MapamMeTphl
JJaMHBYJIMHAa B DPaBHOBECHOM COCTOSHMM Ipu npueMme B no3e 300 mMr oavH pa3 B CYTKH
SKBHBAJICHTHBI TAKOBBIM IpH TipueMe B 103¢ 150 mr 1Ba paza B cyrku B oTHomeHuH AUC24 1
Crax UTSI BHYTPUKIIETOYHOTO JIaMUBYIMHA TpUdocdarta.

JlaMUBYIMH MPEUMYLIECTBEHHO BBHIBOJUTCS B HEM3MEHEHHOM BHUE Moukamu. Metabosinyeckue
B3aMMOJICICTBUA JJAMUBYJMHA C JPYTMMU JIEKAPCTBEHHBIMU ITpENapaTaMu MajgoOBEPOSTHbI BBUIY
HE3HAYUTeNIbHOTO MeTabonu3Ma B neueHu (5—10 %) u Hu3KoN cTerneHu CBA3BIBAHUA C OeIKaMu
IJ1a3Mbl KPOBH.

DJIMMUHAIUA

B uccrnenoBanusax ¢ yyactueMm HalMeHTOB C MOYEYHON HEIOCTaTOYHOCTHIO OBLIO MOKAa3aHO, YTO
HapylieHne (YHKIMM MOYEK BIHMSET Ha BbIBEJCHHE JIAMHUBYAMHA. PEeKOMEHAYEeMBIH pexuM
JO3UPOBAHUS [ MMALMEHTOB C KIMPEHCOM KpeaTMHHHA MeHee 50 MJI/MHUH IpUBENIeH B pasfelie
«Croco6 npuMeHEeHHS U JJ03bD».

B3aumopeiictBue ¢ TpUMETONPUMOM — KOMIIOHEHTOM KO-TPUMOKCAa30jla — HPHUBOJUT K
MOBBIIICHUIO 3KCNO3ULMU JamMuByauHa Ha 40 % npu MpUMEHEHUH B TEPANEBTUYECKUX J103aX.
Tem He MeHee, 32 UCKITFOUEHHUEM MAIlMEHTOB C IMOYEYHON HEAOCTATOYHOCTHIO, KOPPEKIUS 103blI
He Tpebyercs. CremyeT TIIATENBHO OIEHMBATh BO3MOKHOCTH OJHOBPEMEHHOTO MPUMEHEHUS
KO-TPUMOKCA30J1a C JIJAMUBYJUHOM Y MAIIMEHTOB C IOYE€YHOU HEJOCTATOYHOCTBIO.

Oco0rbIe I'pyIibl NAaTMCHTOB

HalxﬂxleHl’l’Zbl noJHCUI0c0 so3pacma

JlanHble 10 (hapMaKOKWHETHKE JJAMUBY/IMHA Y MAIMEHTOB CTapIe 65 JeT OTCYTCTBYIOT.
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Iayuenmsi ¢ HapywieHuem hyHKyuu novex

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

VY mamueHToB ¢ HapylmieHHeM (QYHKIMHM TOYEeK KOHIICHTPALUs JaMUBYIUHA B IJIa3Me KPOBU
(AUC) moBbIlIeHa BCIEACTBHE CHIKEHHOTO KiupeHca. Takum o0pa3oMm, TalMeHTaM ¢
KIIMPEHCOM KpeaTuHHHA MeHee S0 MJI/MUH He00X0IMMO YMEHBIICHUE 1035l JTAMUBY/IMHA.
Iayuenmoi ¢ HapyuwieHuem YHKYuu neveHu
JlaHHbIE O IIPUMEHEHUHN JIAMHUBYJIMHA Yy IIalIMEHTOB CO CPEAHEHM U TSDKEIOH CTENEHbIO
HapylieHuss (yHKIHH TICUYCHU CBHUJCTECILCTBYIOT O TOM, YTO HapylIeHWE (YHKIMH TICYCHU
CYILIECTBEHHO HE BIMSIET Ha (apMAaKOKUHETHKY JIAMUBY/HHA.
bepemennocms
®apMaKOKMHETHKA JIAMUBY/IMHA NPU OEPEMEHHOCTH HE OTJIMYAeTCs OT €ro (papMakKOKMHETUKHU B
cilydae OTCyTcTBUs OepemeHHocTU. KoHIeHTpanus JaMUBYy/JMHA B CBIBOPOTKE KPOBHU JIETEN mpH
pokaeHNH ObLTa aHAJIOTMYHA TaKOBOW B CHIBOPOTKE KPOBH MaTepH W MYMOBUHHOW KPOBU Ha
MOMEHT pPOJOpa3pellieHns, YTO COIJIacyeTcs C JaHHBIMH O IIaCCUBHOM IPOHUKHOBEHUU
JAMUBYJIMHA Yepe3 IIIAIeHTY.

eTu
AbcomoTHas OMOJOCTYMHOCTh JIaMUBYAWHA (mpuMepHO 58-66 %) Obuta Hmke u Oouee
BapuabenpHa y aered muamme 12 ser. Ilpuem mamuBynmHa y nmeredd B (opme TabieTok
OJIHOBPEMEHHO C JPYrUMH aHTUPETPOBUPYCHBIMU MpenaparaMu B (opme TabIeTok
obecrieunBasr Oosiee Bbicokue 3HaueHUS AUCoo u Cmax JIaMHBYIWHA B IUIa3Me€ KPOBH TIO
CPaBHEHHMIO C pacTBOPOM i MpHEeMa BHYTPb, MPUHUMAEMbIM OJHOBPEMEHHO C APYrUMHU
aHTUPETPOBUPYCHBIMH TpernaparaMu B (opme pacTBopa i IpHeMa BHYTph. Y JeTeH,
MOJIy4yaBIIUX JIAMUBYIWH B QopMe pacTBopa [Uid IpueMa BHYTPb B COOTBETCTBUU C
PEKOMEHJIOBAaHHBIM PEXUMOM J03WPOBAaHMS, ObUIa JOCTUTHYTa SKCIIO3MIIMS JIAMUBYAUHA B
I1a3Me KpOBM, 3HAYEHHUS KOTOPOM HAXOIWINCh B JMAma3oHe, MOJYyYEHHOM Yy B3POCIbIX
ManueHToB. Y JeTel, NPUHUMAaBIINX JIaMUBYAMH B ¢opMe TalleTOK B COOTBETCTBUU C
PEKOMEHIOBAaHHBIM PEXHMOM JO3HPOBAHUS, SKCIIO3UIIMUS JTAaMUBYIUHA B IIa3Me KPOBH ObLia
BBIIIE, YeM Y JIeTeil, MPUHHMABIIUX JaMHUBYIWH B (opMe pacTBopa Hjs IMpHEeMa BHYTPb,
MOCKOJIbKY TpU TMpHeMe npemnapara B Gopme TabIETOK MAIUEHTHl MOTy4aroT 0ojee BBICOKHE
J03bl B TepecueTe Ha MI/KT MacChl TeNla, U JIaMUBYIUH B (hopMe TabIETOK XapaKTepu3yeTcs
Oosiee BBICOKOW OHOJOCTYMHOCThIO. MDapMaKOKMHETHUYECKHE MCCIIEOBAHUS NPUMEHEHHUs
JTaMUBYJIMHA y JIeTei B opMe pacTBOpa Uil MpueMa BHYTPb U B popMe TaOIeTOK MOKa3aiu, YTo
IIpYEM IIpernapaTa OJMH pa3 B CYTKHM dKBHBaJIeHTeH 10 nokasarento AUCo-24 mpreMy npenapara
JIBa paza B CYTKH IpPH OJMHAKOBOW 0OmIell cyrouyHoi moze. JlaHHble Mo (apMakOKWHETHKE
npenapara y AeTeil B Bo3pacte MilaJiuie 3 MecCsIeB OrpaHUYEHbl. Y HOBOPOJK/IEHHBIX Ha MEPBOM

HCACIIC ’KU3HU KIIMPCHC JIAaMHUBYINHA IIPU IPUCME BHYTPb OBLII CHMXKEH I10 CpaBHCHUIO C ICTbMHU
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U HEMOCTOSHCTBA TOKa3zarened abcopOumu. Takum o0pazom, Ui JOCTHKEHHS HKCIIO3UIUH,
CXOJHOH C TaKkOBOM Yy B3pOCIBIX M JI€T€H, pEKOMEHJOBaHHAas J03a AJs HOBOPOKICHHBIX
COCTaBIISIET 2 MI/KT JiBa pa3a B CyTKH. JlaHHbIE 0 MPUMEHEHUIO Mpenapara y HOBOPOXKICHHBIX B

BO3pacTe crapiie 1 Heleslu OTCYTCTBYIOT.

Iloxa3aHusi K NPUMEHEHHUIO
[Ipenapat JlamuByauH-Buain nokasan Kk IpMMEHEHHUIO Y B3pOCIIbIX U JIeTeH C Maccoil Tena dosee
14 xr mus neuenus BUY-undexkuum B cocraBe KOMOMHHUPOBAHHOW aHTHUPETPOBUPYCHOM

Tepanuu.

IIpoTuBonoka3zanus
['umepdyBCTBUTEIBPHOCTh K JIAMHBYAWHY WIW JIFOOOMY W3 BCIIOMOTATEIIBHBIX BEIICCTB,
BXOJIANIUX B COCTAB Iperapara.
B cmegyromux cnydasx TpPHEMEHEHHE TIpenapata B JIEKAPCTBEHHOW Qopme TaOIeTKu
HEBO3MOXXHO B CBSI3H C HEOOXOIMMOCTBIO KOPPEKIMH JO3bl; B JaHHBIX CIIydasx CIeAyeT
MCIO0JIb30BaTh IMpenapar B JEKapCTBEHHOUN (opMe pacTBOp A MpHeMa BHYTPb (CM. pas3aen
«Crnoco6 MpUMEHEHHUsI U JT03bI»):

® JICTH C Maccoi Tena MmeHee 14 kr (a1 JaHHO# JIeKapCTBEHHOW (OpMBI);

® JIeTH C Maccoi Tena oT 14 Kr 10 MeHee 25 KT ¥ HapyleHrueM (QYHKIUU MoYeK (111 TaHHOU

JIEKapCTBEHHOU (pOpMBI);
® B3pOCIIbIE U JIETU C MAaCCOM Tesia He MeHee 25 KI U HapylleHHueM (YHKIHUU MOYeK MPU

KJIMpeHce KpeaThHUHA MeHee 30 Mu/MuH (711 JaHHOM JIEKapCTBEHHOU (DOPMBI).

IIpumenenne npu 0epeMEHHOCTH M B IIEPHOJ I'PYAHOI0 BCKAPMJIMBAHUS

bepeMeHHOCTD

Kak mpaBuiio, mpu NpUHATUM pEIIEHUs 00 MCIOIb30BaHMM AHTHPETPOBUPYCHBIX IPENapaTtoB
s nedeHust BUU-unpexuun y 6epeMeHHBIX KEHIIUH U, KaK CIEJCTBUE, JUIS CHU)KEHHS PUCKa
BepTUKaIbHON mnepenaun BUY-uHdekuu HOBOPOXKAEHHOMY, CIEIyeT YYHUTHIBaTh JaHHBIE
UCCIIeIOBAaHUI Ha JKMBOTHBIX, a TaKXe KIMHUYECKUH ONBIT MPUMEHEHHS Yy OepeMEeHHBIX
KEHILHH.

HccnenoBanuss mo NPUMEHEHUIO JIAMHUBYAMHA Yy JKMBOTHBIX IIOKa3ajld YBEJIWYEHHE paHHEU
SMOPHOHAIBHOW CMEPTHOCTH Y KPOJMKOB, OJTHAKO Y KpbIC TaHHBIN 3¢ddext He Halmonacs.
bb110 ycTaHOBIIEHO, UTO y YEJIOBEKA BO3MOJKHA Mepeiada JJaMUBY/IMHA Yepe3 IIIAlCHTY.

VY GepeMeHHBIX >KEHIIHH, MOJy4aBIIuX JaMuByIuH, 6oee 1000 ucxo0B GepeMEHHOCTH MOCIe

IpUMEHEHHsT BO BpeMsi mepBoro tpumectpa u Oonee 1000 mcxomoB OGepeMEHHOCTH MOCIE

6



ot 25.08.2025 N= 21073

IPUMEHEHHUSI BO BPEMA BTOPOrO U TPETHELO Tpﬁﬂ&;plE%gﬁﬁngggT3'1'%ﬁyl"}gT'BI/Ie

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

Maab(pOpMaTUBHOTO ©  (PeTaTbHOrO/HEOHATANLHOTO  BO3JCHCTBUS. JlaMHBYIMH  MOYXHO
IPUHUMATh BO BpeMs OEpeMEHHOCTH B clydae KIMHUYECKON HeoOxomumoctu. Ha ocHoBanum
JNOCTYITHBIX JAaHHBIX MOXXHO CJeJaTh BBIBOJ O TOM, YTO INPH NPUMCHCHUU JAMHUBYIWHA Y
YeJI0BEKa PUCK BPOXKJIEHHBIX Matojoruii Manoseposted. s BUY-unpuiupoBaHHbIX KEHIIUH
C KoO-MH(QEKIMeld BUPYCOM TeNaTHTa, IOJYyYaloUINX TEpaluio JaMHBYIWHOM, B Cly4ae
HACTYIUIEHUsI OEpEeMEHHOCTH CIIEAYeT YYHMTHIBATh BO3MOXKHOCTh PpELUJMBA TIEMNaTHTa IOCIIe
MPEKPAIEHUS] IPUMEHEHUS JIAMUBY/IHHA.

Mumoxonopuanvrnas oucgynkyus

B uccrnenoBanusax in Vvitro u in vivo ObT0 MTPOAEMOHCTPUPOBAHO, YTO AHAJIOTH HYKJICO3HIOB M
HYKJICOTH/IOB CITOCOOHBI BBI3BIBATH TOBPEKICHUS MUTOXOHJPUN Pa3IMYHOW CTENEeHU. bpimn
3apETHCTPUPOBAHBI COOOIICHHSI 0 MUTOXOHIPHATBLHOW TUCHYHKIIUU Y JETCH, ITOBEPTaBIITHNXCS
BO3JICHCTBUIO aHAJIIOTOB HYKJIEO3UI0B BHYTPUYTPOOHO M/WIIH B MOCIEPOIOBOM MEPUOJE.
Jlakranus

[locne mpuema BHYTPh JAMHBYIWH BBIIEISIETCS B TPYIHOE MOJIOKO B KOHIICHTpAIUSX,
AQHAJIOTMYHBIX KOHIIEHTpalusiM, OOHapyXKeHHbIM B CBIBOPOTKE KpoBH. Ha ocHoBaHuu
pe3ynbTaToB HcciaenoBanus Oonee 200 map «MaTh/pedeHOK», TosydaBmmx Teparnuio BUY-
MH(pEKINN, KOHIEHTPALUs JJAMUBYANHA B CHIBOPOTKE KPOBU JIE€TEH, HAXOMAUIUXCSA HA TPYIHOM
BCKapMJIMBAaHUU y MaTepei, moiydaBmux Tepanuio BUY-undexkunn, ouyenp Huska (<4 % ot
KOHLIEHTPALIUU B CHIBOPOTKE KPOBU MATEPH) U MOCTEIIEHHO YMEHBIIAETCS IO HEOMpeAesieMOro
YpOBHA TpU JOCTH)KEHUU TPYIHBIMU JE€TbMU 24-HeneiabHOro Bo3pacta. JlaHHble 1O
0€30MacHOCTH MPUMEHEHUs JIAaMUBYJIMHA Y JIeTel Miajiue Tpex MecsleB oTcyrcTByror. BIY-
MH(ULIMPOBAHHBIM JKEHIIUHAM HH MPU KAaKUX OOCTOSITEIHCTBAX HE PEKOMEHAYETCS MPOBOAUTH
IrpyJHOE BCKapMJIMBaHHUE BO n3Oexxanue nepenaun BUY pebenky.

DepTUabHOCTH

PGSYJ'IBT&TBI I/ICCJ'ICI[OBaHI/Iﬁ Ha KUBOTHBIX IIOKa3ajik, 4YTO JIAMUBYJIWH HC OKa3bIBACT BJIUAHUC HA

(hepTUIBHOCTD.

Cnoco6 npuMeHeHus U 103bI
[Ipenapar JlamuByauH-Buan nokeH Ha3HA4aThCsl BpayoM, MMEIOLIUM ONBIT JieueHuss BUY-
UHQEKIUH.

Pexxum 1o3upoBaHus

Bspocnvie
Pexomennyemas no3a namuByauHa coctasisier 300 mr B cytku: o 150 Mr Ba pa3a B CyTKU WU

1o 300 Mr oiMH pa3 B CyTKHU.



COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 25.08.2025 N= 21073

[Ipu mepexone OoT pexxuma mpuema JBa pasa B cwxn'gl%égwﬁ'ﬁy?@gtﬂﬁg -I;)ﬁéjgl:g}:}mn

ClIeqyeT INpPHUHATH MEPBYI0 PEKOMEHIYEMYIO0 OJHOKpPATHYIO 103y NpUMEpPHO udepe3 12 yacoB
II0CJIE NOCHEAHEW NPUHATON N03bl M0 PEXKHUMY JBYKPAaTHOIO IpPHEMA, a 3aTEM IPOJOJIKATh
IIPUHUMAaTh PEKOMEHIYEMYIO OJHOKpPATHYIO 7103y MPUMEPHO Kaxable 24 yaca. [Ipu Bo3Bpare k
peXHUMY IIpHEMa JiBa pa3a B CYTKH CIEIYET NPUHATH MEPBYIO PEKOMEHIYEMYIO JI03Y 110 PEXKUMY
JBYKPAaTHOTO IMpHeMa INPUMEPHO depe3 24 yacoB MOCj€ NOCHEAHEH NPUHATOM OJHOKpaTHOU
JIO3BI.

[Ipn nepexone oT mpueMa jJamuBYAMHA B (OpMe pacTBOpa K IpHUEMY JIaMUBYAMHA B (opme
TabJIeTOK, WM HAo0OpOT, HEOOXOJMMO CJEe0BaTh PEKOMEHAALUAM IO JI03UPOBAHUIO
IpernapaTa, yCTaHOBJICHHBIM JJIs1 KaXKJ0W KOHKPETHOM JIEKApCTBEHHOU (hOPMBI.

Oco0bIe rpyIInbl MAIMEHTOB

Iayuenmol noscunozo eospacma

HaHHI)Ie o MpUMCHCHHUIO JIaMUBYJIHWHaA Yy 3TOH KaTCropun MnainyeHTOB OTCYTCTBYIOT, OJHAKO
CIIleyeT cOOMI0IaTh 0COOYI0 OCTOPOKHOCTD TPU MPUMEHEHHH TIperapara y TakuX IMalueHTOB B
CBA3M C BO3PACTHBIMHU HN3MCHCHHUAMH, TAKMUMHU KaK YXYAIICHHC (bYHKIII/II/I IIOYCK U N3MCHCHUC
MOoKa3aTesneil KpoBU.

Ilayuenmol ¢ HapyweHuem QyHKyuy novex

VY manueHToB ¢ HapylleHHeM (QYHKIHMHU TOYEK CpeOHEHl U TSDKENOM CTeNeHH KOHIICHTpaIus
namuByanHa B 1iasme kpoBu (AUC — mromanps mox ¢GapMakOKHHETHYECKOH KPHUBOW
«KOHILIEHTPALHUSI-BPEMSI») MOBBIILIEHA BCJIECTBUE CHUKEHUS KIHPEHCA.

[ToaToMy y mamueHTOB C KIMPEHCOM KpeaTnuHuHa MeHee 30 MI/MUH Ui CHIKEHUS 03bl
HE0OX0IMMO MPUMEHSATH JJAMUBYIUH B JIEKApPCTBEHHOU (opMe pacTBOp Ui IpUEeMa BHYTPb.

PexoMenpammu 1mo no10b0py A036I YV B3POCIBIX U JIETEN ¢ MacCcoOi Tela He MeHee 25 Kr

Knupenc kpeatununa [TepBas no3a [Toanep>kuBaromas 103a
(Mn/mMun)
ot 30 1o 50 150 mr 150 Mr oguH pa3 B CyTKH
menee 30 [IpoTuBomOKa3aHo (11 JAHHOM JIEKAPCTBEHHOW (OpMBI).

PCKOMeHﬂyeTCSI MMPUMCHCHUC JIJaMUBYJUHA B )Iperﬁ

JeKapCTBEHHOH (opMe («pacTBOp /Il IpreMa BHYTPbY).

VY nereit ¢ Mmaccoil Tena ot 14 Kr 10 MeHee 25 Kr ¥ HapyleHHeM (YHKIUHU M0YeK HeoOX0AUMO

NMPUMCHCHUC JIaMUBYIUHA B HeKapCTBeHHOﬁ (I)OpMe pacTBOP I ITpU€Ma BHYTPb.



ot 25.08.2025 N= 21073

(MOCNEOCBATENEHOCTE 0001)

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

Iayuenmoi ¢ HapyuwieHuem YHKYuu neveHu
JlaHHbIE, TOJTyYEHHBIE Yy TAIKMEHTOB C HapyIIeHHWEM (QYHKIMHM IEYEeHU CpPeAHEH M TSHKEIou
CTCTICHH, TOKA3bIBAIOT, YTO MUCPYHKIUS TMEYCHW HE OKA3bIBACT CYIICCTBCHHOE BIIMSHHE Ha
(hapMaKOKWHETHKY JIaMUBYIUHA. VICXOAsl M3 ITHX NaHHBIX, JJIS TMAIUCHTOB C HapYIICHHEM
(YHKIMY IEYSHU CPEAHCH U TSHKEJION CTEIIeHN KOPPEKIUS 1036l HE TPEOyeTCs, 32 HCKIIIOUECHUEM
ClydaeB, KOT/Ia HapylIeHrne (PYHKIIMH IIEYSHU COMIPOBOXK/IACTCS HApyIIeHUEM (YHKITUHU TTOYEK.
eTu

Jlemu ¢ maccoii mena ne menee 25 ke
Pexxum no3upoBanus y ieTeil ¢ Maccoil Tena He MeHee 25 KT aHaJIOTHYeH PeXXUMY JT03UPOBAHUS
Y B3POCIIBIX.
Jlemu ¢ maccou mena om > 20 ke 0o < 25 ke
Pexomenayemas o6rmrast cyrodHasi 03a JIJaMUBYMHA COCTABIISET 225 MT:

e Yotabnerku 150 mr (75 mr) yrpom u 1 nenas radnerka 150 mr BeuepoM, mim

e 1 wu'sTabnerku 150 mr (225 Mr) oauH pa3 B CyTKH.
Jlemu ¢ maccoti mena om 14 ke 0o < 20 ke
Pexomenayemas o6mras cyrogHas A03a JJaMUBYIrHA cocTaBiseT 150 mr:

e 'stabnerku 150 mr (75 mr) aBa pasza B CyTKH WU

e | memas tabnerka 150 Mr ouH pa3 B CyTKH.
Jlemu ¢ maccoui mena menee 14 ke
[Ipumenenne mnpemapara B ¢opMe TabJIeTOK y JeTed ¢ Maccodt Tena MeHee 14 kr
MIPOTUBOIIOKA3aHO B CBSA3U C HEBO3MOKHOCTHIO KOPPEKIIMH J03bl B 3aBUCUMOCTH OT MAcCChl TeJa.
Jletsim ¢ Maccoil Tena MeHee 14 Kr cieqyeT Ha3HauyaTh JaMHUBYIUH B (opMme pacTBopa Ajs
IIpUeMa BHYTPb.

Cnoco6 OPUMCHCHUA

HpenapaT .]IaMI/IBy,HI/IH-BI/IaJ'I NPUHUMAKOT BHYTPb BHC 3aBUCUMOCTH OT ITpHEMa IUIIH.

HJ'ISI obecreyeHnss TOYHOCTHU JO3UPOBAHUA IIpCIIapara Ta0JIETKU PCKOMCHAYCTCA MPOIJIaThIBATH
IIOJIHOCTBIO, 0e3 u3MeIbYeHU. Ta6neTKy MOKHO pa3iCJIUTb Ha PAaBHBLIC JTO3bI. I[J'ISI HanucHTOB,
KOTOPbIC HUCIBITBIBAIOT TPYAHOCTH C IMMPOTrjIaTbIBAaHUCM Ta6J'ICTOK, npeaHa3Ha4YcHa
JICKApCTBCHHAA (bopMa pacTtBOpa MIA IIpUceMa BHYTPb. B kauectBe AJIbTCPHATUBBI JOITYCKACTCA
U3MeIIbUeHUE TalJeTOK ¢ MNOCJICAYHOIINM IICPEMCIINBAHUEM C HEOOJIBIIUM KOJIUYCCTBOM
HOJ'Iy’TBCpI[Oﬁ MUy I KUAKOCTHU, TIpU 3TOM IIOJIYUCHHYHO CMECH HCO6XOI[I/IMO IIPUHATDH

BHYTPb ITOJIHOCTBIO U HC3aMCIJIUTCIIBHO.

ITo0ouyHOE nelicTBHE

Tabnuunoe pe3loMe HexKelnaTelIbHbBIX PeaKIIii




COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 25.08.2025 N= 21073

OnucaHHbIE HIXKE HEXeEJIaTeNbHbIE pPEAKIUU OTMqutl;Jllzl_'lc:;;'-lﬁt;L'; I-5'1"'6 %H%EIIIQM&'L{HH

JIAMUBYIMHOM.
HexenaTenpHble peakiiu, KiIacCH(PpUIMPOBAHHBIC KaK CBSA3AHHbBIC WJIM BO3MOKHO CBSI3aHHBIC C
Tepanuei JJAMUBYIMHOM, [IEPEYNCIICHBI HIKE B COOTBETCTBHH C TIOPAKEHHEM OPTaHOB M CHCTEM
OpPraHOB W 4YaCTOTOW BCTpeYaeMOCTH. YacToTa BCTPEYaCMOCTH OIPEACISACTCS CICAYIOIIHM
obpaszom: ouenv yacmo (> 1/10); uacmo (> 1/100, HO < 1/10); HEeuacmo (> 1/1 000, HO < 1/100);
peoko (> 1/10 000, Ho < 1/1 000); ouensv peoro (< 1/10 000); vacmoma neussecmna (He MOKET

OBITh OLICHEHA HAa OCHOBE UMEIOIIUXCS JaHHBIX).

CucreMHo- Yacto Heuacrto Penxo OueHb peako

OpraHHbIC KJIIACChI

Hapywenus co HEUTpOTeHUS u WCTHUHHAs

CMOPOHbL Kpoeu U aHEMHUA (I/IHOFHa B SpuTpounuUTapHasd

TKEIION aruIa3usl.

hopwme),

TPOMOOIIUTOTICHUS

aumpamuveckou

cucmemnl

Hapywenus
Mmemabonauzma u

numarus

TUIICPJIAKTATEMUA

JIAKTOAIIMNI03

Hapywenus co
CMOPOHbL  HEPBHOUL

cucmemasl

roJ0BHAas 00J1b,

OeccoOHHUIA

nepudepudeckas
Helpornatusi, B TOM

YHUCJIC TAapeCTEC3NNU

Hapywenus co
CMOPOHDL
ovixamenbHoU
cucmemvl, 0p2amHo8
2PYOHOU KIemKu U

cpedocmenst

Kalic€iib, Ha3aJ1bHBIC

CHUMIITOMBI
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OTBETCTEYET 3KCNEPTHOMY OTUETY

ot 25.08.2025 N= 21073

CucremMHO- Yacto Heuacto P&'l;'('):'_iE"J': BATES Wi%ﬁJﬁeﬂE'o“ ]
OpraHHBIE KJIACCHI
Hapywenus co | TOIIHOTA,  PBOTA, MAHKPEATHT,
CMOpOHbl 00JIb WJIK CITa3MbI B MIOBEIIIEHNE
HCENYOOUHO- KUBOTE, THapest aKTUBHOCTH
KUUEUHO020 CBIBOPOTOYHOM
mpaxkma aMMJIa3bI
Hapywenus co TPaH3UTOPHOE remnaTuT
CMOpPOHbL NeYeHu U MIOBBIIIIEHNE
JHCenUuesbl8O0AUIUX aKTUBHOCTH
nymeu MEYEHOYHBIX
(dhepmeHTOB
QTAHMHAMHUHOTPAHC
(epassl (AJIT),
acrmapTaTaMHHOTpa
uchepassl (ACT)
Hapywenus co | CBIIb, AJIOTCIHS AHTUOHEBPOTHUYECK
CMOPOHbL KOMCU U HH OTEK
NOOKOJCHBIX
mranet
Hapywenus co | apTpanrus, padbmoMuoIu3
CMOpOHbL MBIIIECYHEIE
MbIUEYHOT, HapyleHus
KOCMHOU u
COCOUHUMEIbHOLL
mKaHu
Obwue Hapyuienus | 4yBCTBO YCTAJIOCTH,
u peaxkyuu 6 mecme | HelIOMOTaHHE,
86eoenus JMXOpajKa

Onucanue OTACIbHEIX He)KeNaTSIbHBIX PeAKIINT

3aperucTpupoBaHbl ClIydad pa3BUTHS OCTEOHEKPO3a, B YacTHOCTH, Yy MalUEHTOB C
oOImIenpu3HaHHBIMU (PaKTOpaMH pHUCKa, Ha MpoABMHYTON cramuu BUY-undexkunu wnm mpu

JIIUTEIIbHON KOM6HHHpOBaHHOﬁ aHTHpeTpOBHPYCHOﬁ TCparmnu. Yacrora BCTPCYACMOCTU 3TOTO
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 25.08.2025 N= 21073

(MOCNEOCBATENEHOCTE 0001)

SBJICHHA HCU3BCCTHA.

Bo Bpems npoBeneHMs aHTUPETPOBUPYCHOW TEpallMy MOXKET OTMEYaThbCsl YBEJIMYEHUE MACChI
Teja, a TAKXKE MOBBIIIEHNE KOHLEHTPALUU TJIFOKO3bI U JINIIHJIOB B KPOBHU.

Y BUY-uHOUIHMPOBAHHBIX MAMEHTOB C THKEIBIM HMMYHOAC()UIIMTOM HAa MOMEHT Hadaia
KOMOWHUPOBAaHHON aHTUPETPOBUPYCHOH Tepamuud BO3MOXKHO pa3BUTHE BOCHAIUTEIHHON
peaknuu Ha (oHE OECCUMITOMHBIX OINIMOPTYHHUCTUYECKHX HMHGEKIUH HMIM WX OCTATOYHBIX
sBieHnid. Taxke ObUIM 3aperucTpUpPOBaHbl CIIydyaud Ppa3BUTHS ayTOMMMYHHBIX 3a00JieBaHUM
(6one3np I'peiiBca 1 ayTOMMMYHHBIHN TrenaTtuT) Ha (OHE BOCCTAHOBJIEHHUS MMMYHUTETA, OJTHAKO
BpeMsl NIEPBUYHBIX MPOSBICHUN BapbHUpPOBajo, M 3a00JIEBaHUE MOTJIO BO3HUKATh Y€pPEe3 MHOIO
MECSLEB MOCIIEC HAYaIa TEPAIHH.

eTu

669 neteil B Bo3pacte oT 3 mecsieB 1o 17 net, unpuimposanubix BUY-1, kotopbie nomydanu
abakaBUp M JIAMUBY/IMH OJWH WJIM JIBa pa3a B CYTKH, IPUHUMaJM y4acTHE B HCCIIEJOBAaHUU
ARROW (COL 105677). Y maiueHToB JETCKOTO BO3pacTa, MPUHUMABIINX MPETapaT OJUH I
JIBAa pa3a B CYTKM, HE ObUIM BBISBICHBI JOIMOJHUTENbHbIE TMPOOJIEMBbl, CBSI3aHHBIE C

6630HaCHOCTI>}0, IO CpaBHCHUIO CO B3POCIBIMHU IMTAlTUCHTAMMU.

Ilepeno3upoBka

CUMITOMBI

NmMeroTcss HEeMHOTOUYMCIICHHBIE JaHHBIE O TIOCJICICTBHUIIX OCTPOH MEPEIO3UPOBKH JIAMUBYAWHA Y
yenoBeka. JIeTambHbIX UCX0I0B HE OTMEYAIOCh, COCTOSIHUE BCEX MAallMEHTOB HOPMAJIM30BAJIOCH.
Kakux-mibo cnenuduuecknx MNPU3HAKOB WM CHMIITOMOB TIE€PEIO3MPOBKH JIAMHUBYJIMHA
BBISIBIICHO HE OBLIIO.

Jleyenme

PekoMeHyeTcss KOHTPOJHPOBATh COCTOSIHME TMAalMeHTa M 10 HEOOXOIUMOCTH IPOBOAUTH
CTaHJIAPTHYIO MOJICPKUBAIOINIYIO Tepamnuto. [I0CKoNbKY TaMUBYIUH BBIBOJUTCS U3 OpraHU3Ma C
MOMOIIIBIO JHANIN3a, JJI JICUCHUS IEPEIO3UPOBKH BO3MOYKHO IPUMEHEHHE HEIPEPHIBHOTO

remoauajimia, OIHaAKO CIICHUAIbHBIC UCCIICA0OBAaHMA HEC ITPOBOJUIINCD.

B3anmopeiicTBHs ¢ APYTrHMH JIEKAPCTBEHHBIMH CPECTBAMH

HccnenoBanus JEKapCTBEHHBIX B3aWMOJICHCTBUN OBUTM TMPOBENEHBI TOJBKO C y4acTHEM
B3POCJIBIX MAIUEHTOB.

Mertabonnueckoe B3auMOJCHCTBHE JaMHUBYAWHA C JIPYTUMH IpernaparaMd MaJOBEpOSITHO B
CBSI3U C €r0 HE3HAYUTEIbHBIM METa00IM3MOM, OIpaHHUYEHHBIM CBSI3bIBAHUEM C O€JIKaMHU I1a3Mbl

KpPOBHU U MPAKTUYCCKHU MMOJIHBIM BBIBCACHUCM YCPC3 IMOUYKU B HCU3BMCHCHHOM BUC.

12



ot 25.08.2025 N= 21073

OnHOBpeMEHHOE MPUMEHEHHE KOMOWHAIUU TpHMG%%MEJ%#ME@&EE 'j;':'-l}f[me

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

160 mr + 800 Mr (ko-TpUMOKCAa30J) NPUBOJUT K IOBBIIIEHUIO 3KCIO3ULMHU JIAMUBYJUHA Ha
40 %, 4yTO 00YCIIOBIICHO HAIMYMEM TPUMETONPUMA; HATMYHE CYJIb(aMeTOKCa30Jia He OKa3bIBaeT
BIUMSHHS HA (PapMaKOKWHETHKY JIaMUBYIuHa. OTHAKO, 32 UCKITFOUEHHEM MallUeHTOB C TIOYEYHON
HE/IOCTaTOYHOCTBIO, KOPPEKIHUs NI03bl JaMUBYAHHA HE TpeOyercs. JIaMUBYIMH HE OKas3bIBaeT
BIMSHUS Ha (apMaKOKHMHETUKY TPHUMETONpUMa WM cyiab(pamerokcazomna. B cmydae, korma
OJTHOBPEMEHHOE TPUMEHEHHE KO-TPHUMOKCA30JIa SIBISIETCS OINPABIAHHBIM, MMALUEHTHI JOJDKHBI
HAXOJUTHCS TOJ| KIMHUYECKHM HaOmoaeHueMm. Cremnyer m30eraTb COBMECTHOTO IPUMEHEHHS
JAMHUBYAMHA C KO-TPUMOKCA30JI0M B BBICOKHX J103aX JJISl JICYCHUS ITHEBMOHHH, BBI3BAHHOM
Pneumocystis jirovecii, u Tokcoriazmosa.

Crnenyer yduThIBaTh BO3MOXKHOCTH B3aMMOJICHCTBHS JIAMHUBYAWHA C JIPYTUMHU OJHOBPEMEHHO
MIPUMEHSEMBIMH JICKAPCTBEHHBIMH TIPETIapaTaMy, B 0COOCHHOCTH C TEMH, Y KOTOPBIX OCHOBHBIM
MEXaHMU3MOM BBIBEICHUS SIBIISICTCS] aKTHBHAS KAHAIBIIEBAsI CEKPEIIUs Yepe3 CHCTEMY TPaHCTIOPTa
OpraHWYeCKUX KAaTHOHOB (Hampumep, TpuMmeTonpuMm). Jlpyrue neicTByromue BelecTBa
(HarpuMep, pPaHWTUIWH, TUMETUIWH) JIMIIh YaCTHYHO BBIBOJATCS C TIOMOIIBIO YKa3aHHOTO
MEXaHH3Ma U HE B3aUMOJICHCTBYIOT C JIaMUBYAMHOM. AHAJIOTH HYKJICO3UAOB (HaImpumep,
IUIAHO3WH, 3HUJIOBYIMH) HE BBIBOJATCS IMOCPEACTBOM JAHHOTO MEXaHHM3Ma, M HX
B3aUMO/ICHCTBUE C JAMUBYJMHOM MajlOBEpPOSITHO.

[Ipn ogHOBpEeMEHHOM MPHUMEHEHUU JIAMUBYIMHA M 3UA0BYIMHA HAOIIOJAETCsl yMEpeHHoe (Ha
28 %) yBenuueHue MakcUMaibHOW KOHLEHTpauuu (Cmax) 3UIOBYIMHA B IJIa3Me€ KpPOBH, IpU
stoM oOmast sxcno3unus (AUC) cylecTBEeHHO HE H3MEHsieTca. 3UAOBYAUH HE BIUSET Ha
(hapMaKOKMHETHKY JaMHUBYIHHA.

JlaMuBYIUH HE cieqyeT MPUHUMATh OJHOBPEMEHHO C JIPYrUMH aHaJlOTaMy LIUTUAMHA, TAKUMU
KaK SMTPULIMTA0MH, B CBSI3UW C €ro CXOJCTBOM C JaHHbIMH THpenaparamu. Kpome Toro,
JAMUBYJIUH HE CJeIyeT MNPUHUMATh C JIOOBIMU JIPYTHUMH JIEKAaPCTBEHHBIMU MperapaTami,
COJIep>KalIUMHK JIAMUBY/IUH.

In vitro namuBymuH HHrHOMpYeT BHYTpPHKIETOYHOE (ochopuinpoBanue KiaapuOWHa, YTO
00ycCIaBIUBAeT MOTCHUMAIBHBIH pUCK TMOTepu S(GGEKTUBHOCTH KIaJpuOMHAa B Ciy4ae
KOMOMHUPOBaHMsI B YCIOBHMSX KJIMHUYECKOM NpakTHKH. HekoTopble KIMHUYECKUE JaHHbIE
TaKXe MOJTBEPXk AT BO3ZMOKHOCTh B3aMMOJAEUCTBHS MEXIY JaMUBYAMHOM M KIaJpUOMHOM.
[TosTOMy OJHOBpEMEHHOE IpPUMEHEHHE JIaMHMBYAMHA UM KIaJpuOMHa HE PEKOMEHIOBAHO.
[utoxpom CYP3A He BoBieueH B MeTa0OJIM3M JIAMHUBYIWHA, TOATOMY B3aUMOJIEHCTBHE C
JIEKapCTBEHHBIMH IperapaTtaMy, KOTOpble MeTaOOMU3UPYIOTCS 3TOM cHUCTeMOH (Hampumep, ¢

I/IHFI/I6I/ITOpaMI/I HpOTCaBLI), MaJIOBCPOATHO.
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ot 25.08.2025 N= 21073

OHOBpPEMEHHOE IIPUMEHEHHE PACTBOPA cOpOUTOIIa (3,2:9,':1:6;3@%%'41 J%&&Eﬂi%gﬁ[ﬂésoﬁ
p p p pa cop

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

namuByauHa 300 mr B Qopme pacTtBopa Ui TpueMa BHYTPh Y B3pPOCIHBIX 30POBBIX
JT0OPOBOJIBIICB TPUBOIIIIO K JI0303aBUCUMOMY CHUKEHHIO dKcro3uiuu tamuByauHa (AUC,) Ha
14 %, 32 % u 36 % u Cmax mamuByauHa Ha 28 %, 52 % u 55 %. [lo BO3MOXHOCTH CIIEAyeT
n30eraTb OJHOBPEMEHHOTO TMPUMEHEHUS JaMHUBYAWHA U COPOMTOJI-COACPIKALINX IpPEnapaTos,
00 CIeayeT pacCMOTPETh BO3MOXKHOCTH 00JIee YacTOro KOHTPOJIS BUPYCHOU Harpysku BHY-1
B ClydasX, KOrJa HEBO3MOXXHO H30€XaTh JJIUTEIBHOTO OJHOBPEMEHHOIO NMPUMEHEHHS 3ITHUX

HperapaToB.

Oco0ble ykazanust
[Ipumenenne npenapara JlamuByuH-Buas B kadecTBE MOHOTEPAIINHA HE PEKOMEHYETCS.

Hapviuenne dyHKIINY TTIOYEK

VY nmanueHToB ¢ HapylleHHeM (QYHKUHUU TOYeK CpeJHEN M TSKEJION CTeneHH KOHIEHTpalus
naMuByuHA B 11a3Me kpoBu (AUC) moBblIllieHa BCIICACTBHE CHU)KEHHSI KIIMPEHCA JIAMUBY/IMHA,
[I03TOMY TaKHUM MalMEeHTaM TpeOyeTCsl KOPPEKIUs 103bI.

TpoliHas HYKJIE€O3UaHAS TEPAITUS

beun monydeHBl COOOIICHUST O BBICOKOM YacTOTe CIy4aeB BUPYCOJOTHYECKOH HEynauu
BO3HUKHOBEHUHW PE3MCTEHTHOCTH HAa PaHHEM JTalle TMPHU TpUeMe JIAMHUBYAWHA B KOMOWHAIIMH C
TeHo(doBHUpa nu3onpokcuia GymaparoMm U abakaBHpOM, a TaKkKe ¢ TeHO(POBUpPA AU3OMPOKCHIIA
(dbyMapaToMm M JUIAHO3MHOM B PEKHME OJIUH pa3 B CYTKH.

OnmopTyHUCTUYECKIE I/IHd)eKHI/II/I

VY nanueHToB, MOJyYaroluX JaMUBYAUH WIM JIPYTHe aHTUPETPOBUPYCHBIC Mpenaparbl, MOTYT
Pa3BUTLCA OMNIOPTYHUCTHYECKHE WHOEKIMU Wi jApyrue ocioxHeHuss BUY-undexmumy,
MMOATOMY MAIMEHTHI AOHKHBI HAXOJAUTHCS TOJ] TIIATSIIBHBIM HAOJI0ICHUEM Bpadeil, NMEIOIIHNX
OTIBIT JIeUeHHs narueHToB ¢ BUY-acconunpoBaHHBIMU 3200 ICBAaHUSMU.

Ilankpeatut

OnucaHbl peiKue Cilydau pa3BUTHs MaHKpeaTUTa NpPU NMPUMEHEHHH JlaMuByAuHA. OqHAKO He
YCTAHOBJICHO, BBI3BAHO JM 3TO OCJOXHEHHE JCHCTBHUEM JIEKAPCTBEHHOIO IIpenapara Wiu
SBIISETCS CIEACTBHEM OCHOBHOTo 3aboneBanus — BUY-undexnun. Jleyenne naMuBYyAMHOM
HEOOXOIMMO HEMEJIEHHO TMPEKPaTUTh MpPH TMOSBICHUM KIUHUYECKHX CHMITOMOB HIIU
nabopaTOpHBIX JIaHHBIX, CBUICTENHCTBYIOIIMX O pPa3BUTHUU MaHKpeaTuTa (0OTH B JKUBOTE,
TOIIIHOTA, PBOTA HJIM TOBBIIIICHUE 3HAUEHUH OMOXMMHUYECKUX MapkepoB). CreqyeT mpeKpaTHTh
IpUEM TIpenapara 0 UCKIOUYCHUS JUarHo3a MaHKpPeaTuT.

JlakToanmnmo3 ¥ BEIpaKeHHAas T'ellaToOMeraans cO CTEaTO30M

HmMmeroTcs COO6H_ICHI/I$I O Ppa3BUTHUM JIAKTOAU03a U BLIpa)KeHHOﬁ réenaromMerajlinm Co CTeaTo30M,
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 25.08.2025 N= 21073

B TOM 4YHCJIE C JIETaJbHBIM HMCXOJOM, BCJICIACTBHEC aﬁﬁ%‘e%p@%ﬁgg%{;gﬁgll :é.i;l;.lgl(;ll’-laMH

HYKJICO3UA0B B BHUAC OTACIBLHBLIX IIpCHapaToB HJIK B KOM6I/IHaL[I/II/I, BKJIIO4Yag JIaMHUBYIWH.
[TogoOHbBIE SBICHHSI OTMEYATHNCH TIIaBHBIM 00pa30M Y JKCHIIUH.

KnuHuuecKre CUMITOMBI, KOTOPbIE MOTYT YKa3bIBaTh HA Pa3BUTHE JIAKTOAIIM/03a, BKIIIOYAIOT
o0mryro c1aboCTh, AHOPEKCHIO, CTPEMHUTEIBHYI0 HEOOBSCHUMYIO IIOTEPI MacChl Tela,
CHUMIITOMBI HOPAXCHUA KCITYJOUYHO-KHIICYHOTI'O TpPaKTa (TOHIHOTa, pBOTa U 00JIb B )KI/IBOTe) n
OpradHoB AbIXaHUS (OI[I)IHIKa n TaXI/IHHO3), HEBPOJIOTUYCCKUC CUMIITOMBI (BKJ’IIO‘IaH MOTOPHYIO
c1abocCTh).

JleueHne aHajoOraMM HYKJICO3WJAOB HEOOXOJAMMO TMPEKpaTHTh B  Cllydae Pa3sBUTHSA
CHUMIITOMATUYEeCKOW  THUMEpIAaKTaTeMHd H  METabOJMYECKOro  alu/03a/J1aKToanu103a,
MIporpeccupyrouieil renaToMeraiuy Wik ObICTPOTO MOBBIIIEHUSI aKTUBHOCTH aMUHOTpaHcdepas.
JlakToarumo3 0ObIYHO Pa3BUBAETCS IMOCIIE HECKOJIBLKUX MecsleB JieueHus. Creyer coOoaaTh
OCTOPOKHOCTh TIPH TPUMEHEHHWH AaHaJOroB HYKJICO3HMJOB JUIS JICUCHHUS JIFOOOTO TMalHreHTa
(0cOOEHHO — KEHITUH ¢ OKUPEHUEM) C TeaTOMETAINEH, TEMaTUTOM WM APYTUMH W3BECTHBIMU
(dakTOopaMu pHCKa TIOpAXKEHUS TICYCHH U CTEaTO30M IIeUeHW (BKJIIOYas NPUMEHEHHUE
OTIPE/ICIICHHBIX JICKAPCTBEHHBIX MPETIAPaTOB U YIOTPEOICHUE aTTKOTOJIS).

MuToxoHIpHAIbHAS AUCPVHKIMA B PE3YIbTaTe BHYTPUYTPOOHOTO BO3ICHCTBUS

AHaJOTH HYKJICO3UJI0B U HYKJICOTHUJIOB CIIOCOOHBI BBI3BIBATH PA3IMUHYIO CTENIEHb TIOBPEKICHUS
MHUTOXOHJIpUH, 4TO HanboJiee SAPKO MPOSBISICTCS NMPU MPUMEHEHWN CTaBYJIWHA, AWJIAHO3WHA H
3UIOBYAMHA. 3aperUCTPUPOBAHBI CIy4ad Pa3BUTHS MUTOXOHAPUATBLHON HUCHYHKIIUU Y
BUY-otpuniatenbHblX  A€TEH, MNOABEPraBIIMXCS  BO3JCUCTBUIO  AHAJIOTOB  HYKJICO3UJIOB
BHYTPHYTPOOHO W/MJIM TIOCJI€ POKJICHHMSI; TJIaBHBIM 00pa3oM ASTH CiIy4au OBLIM CBS3aHBI CO
CXeMaMH JICUEHUs, CoJepXKaluMu 3uI0ByAMH. OCHOBHBIMH HEXEJIATCIbHBIMH PEAKIIHSIMHU
SBJSUTHCh TEMAaTOJIOTHMYECKHE HapylIeHHs (aHEeMUs, HEUTPOTCHMs) M HapylIeHHs oOMeHa
BEIECTB (TUIIEPIIAKTATEMUS, THIICPIUIIA3eMHus). DTH HEXKeNaTeIbHbIC PEAKIIMM YacTO SBJISIIUCH
TPaH3UTOPHBIMU. BBITH 3aperucTpupoBaHbl pEAKHE CIy4ad HEBPOJOTHUYECKHUX PACCTPOUCTB C
MO3JHUM HayaJloM (TOBBIIIEHHWE TOHYCA MBI, CYAOPOTH, HAPYLICHUS TOBeAeHUs). SBISIOTCS
JY JJAHHbIE HAPYIICHUS TPAH3UTOPHBIMH WM MOCTOSHHBIMH, B HACTOSIIEE BPEMsI HEM3BECTHO.
BeposTHOCTh pa3BUTHS MUTOXOHAPUATHHON MUCHYHKIIMU CIEAYeT paccMaTpuBaTh y JHOOOTO
pebeHKa, TOABEpraBIIErocs BHYTPUYTPOOHOMY BO3ACHCTBHIO aHAIOTaMHU HYKICO3UIOB U
HYKJICOTHIOB, C BBIPQKCHHBIMA KIMHMUYECKUMH CHUMIOTOMAaMH HESICHOM S3THUOJOTUH, B
0COOCHHOCTH HEBPOJIOTHYECKUMHU PACCTPONCTBAMHU.

[IpencraBnenHple JaHHbIE HE BIMSAIOT HA TEKYUIME PEKOMEHAAIMU MO0 MPUMEHEHHUIO
AHTHPETPOBUPYCHOM Tepanuu y OepeMEeHHBIX >KCHIIUH JUIS MPOQIIAKTUKH BEPTUKAILHOMN

nepeaun BUY-undexuun.
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(MOCNEOCBATENEHOCTE 0001)

Macca Teita 1 0OM€EH BEIIECTB

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

Macca tena, a TakKe KOHLEHTPALUH JUIUI0B U TIIIOKO3bl KPOBH MOTYT ITOBBIIIATHCS BO BpeMs
AHTUPETPOBUPYCHON Tepamuu. DTH U3MEHEHHS] MOTYT OBITh YaCTUYHO CBS3aHBI C KOHTPOJIEM
3a0oJeBaHus ¥ 00pa3oM >KM3HU. BbUIM MOJTydeHBl NaHHBIE, MOATBEP)KIAIOIINE B HEKOTOPBIX
ClIy4asix BIMSHHME TE€PAllMy Ha KOHLUEHTPALMIO JIMIIWIOB, B OTHOIIECHUH YBEJIMYEHUS MAacChl Tela
TakMe JlaHHble OTCYTCTBYIOT. CieayeT NpOBOAUTH KOHTPOJb KOHLEHTPALMU JHUIHIOB U
IJIFOKO3bl KPOBHM B COOTBETCTBMM C YCTAaHOBJICHHBIMM pPEKOMEHJALMsAMU 10 Tepanun BHY-
nHpexkunu. Hapymenns nunuaHoro oOMeHa HEOOXOJMMO KOPPEKTUPOBATH B COOTBETCTBUU C
KJINHUYECKUMU ITPOSIBIICHUSMHU.

CI/IHHDOM BOCCTAHOBJICHUS UMMVHUTETA

Y BUY-uHOUUIMPOBAaHHBIX MAMEHTOB C TSHKEIBIM HMMMYHOAE(DUIINTOM Ha MOMEHT Haydaja
AHTUPETPOBUPYCHON TEpamuy BO3MOXKHO pa3BUTHE BOCHAIMTENFHOW peaknud Ha (QoHe
OECCUMIITOMHBIX OTIOPTYHUCTUYECKIX MH(EKIMHA WM WX OCTATOYHBIX SBICHHH, YTO MOXET
CTaTh MPUYMHOMN CEPHE3HOTO YXYALICHHUS COCTOSHHS HITH YCYT'YOJICHHS CHMIITOMATHKH. OOBIYHO
3TH PeaklMU BO3HUKAIOT B TE€YCHHE MEPBBIX HECKOJBKHX HE/IENbh WM MECAIEB TOCIe HaJaia
AHTUPETPOBUPYCHOM Tepanuu. TUNUYHBIMU TNPUMEpPAMH SBISIOTCA LUTOMETalOBUPYCHBIH
PETUHHT, TEeHEpaIM30BaHHAs W/WIM ouaroBas WHQEKUHWs, BbI3BaHHAS MHKOOAKTEPHUSIMH, U
MHEBMOHUS, BBbI3BaHHAs Pneumocystis jirovecii (Takke HW3BEeCTHa KaK ITHEBMOIMCTHAS
naesmonus, III1). IlosBrnenune mOOBIX CHUMITOMOB BOCHAJICHHS TpeOyeT HEMEIJIECHHOTO
oOcrenoBaHus U, P HEOOXOAUMOCTH, JICUCHHUS.

AyTouMMyHHBIE 3a00JieBaHus (Takue Kak OoJie3Hb ['peliBca M ayTOMMMYHHBIA FeNaTHT) TaKkKe
HaOmoanuch Ha (POHE BOCCTAHOBJIEHUS MMMYHUTETA, OJIHAKO BpeMs MEPBUYHBIX MPOSIBICHUN
BapbUPOBAJIO, U 3a00J€BaHIE MOTJIO BO3HHKATh Y€PE3 MHOTO MECSIIEB MOCIEe Havyajla Teparnuu u
MHOT]Ia UMEJIO aTUITNYHOE TeUCHUE.

3a001€eBaHNs IEYEHH

[Tanuentsl ¢ xpoHumdeckuM rematutoM B wmm  C, noaydaromme KOMOMHUPOBaHHYIO
aHTUPETPOBUPYCHYIO TEPANMIO, XaPAKTEPU3YIOTCS MOBBIIIEHHBIM PUCKOM Pa3BUTHS TSDKEIBIX U
MIOTEHIIMAJIBHO JICTAIBHBIX HEXKEJATENbHBIX PEAKIUl CO CTOpPOHBI IeueHu. B ciydae
COITYTCTBYIOILIEN TPOTUBOBUPYCHOM Tepanuu renaruta B nmm C cienyer Takke 03HaAKOMHUTBCS C
COOTBETCTBYIOIIMMU HMHCTPYKLUUSMH IO NPUMEHEHHMIO JAHHBIX JIEKAPCTBEHHBIX IPENapaToB.
Pe3ynpTaThl KIMHUYECKUX HCCIEIOBAaHMM M JaHHblE MOCTPETrHMCTPALMOHHOTO HAOIIOACHUS
YKa3bpIBalOT Ha TO, YTO Yy HEKOTOPBIX NAI[MEHTOB C COINYTCTBYIOLUIUM XPOHUYECKHUM BHUPYCHBIM
renatutoM B (HBV) mnpu oTmeHe namuBynIMHa MOTYT BO3HHKAaTh KIMHHYECKUE WIIU

J'Ia60paTOpHLIC MNPpU3HAKNU peOUuaAnBa TICIIATUTA, KOTOPbIC MOI'YT HUMCTb Ooyiee TSDKENbBIE
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 25.08.2025 N= 21073

MOCJIEACTBUS Y MALMEHTOB C JAEKOMIIEHCUPOBAHHBIM 3260 e akH %EJ&QEB'%EHQ Otdiernt

JJaMHUBYJIMHA y IIALIHEHTOB C COIYTCTBYIOLIMM BHUPYCHBIM IenaTUTOM B ciemyer paccMoTpers
BO3MOKHOCTh TPOBEJICHHS TEPHOAMYECKOTO KOHTPOJs (YHKUMH TI€UCHH H MapKepoB
peIUIMKanuy BUpyca remnarura B.

VY nanueHTOB C YK€ CYIIECTBYIOUIMM HapylIeHHMEM (QYHKUUU IE€YEHH, BKJIIOYas aKTUBHYIO
¢dbopMy XpOHHYECKOTO TEeNaTHTa, OTMEYAETCS YBEIMYEHHE YaCTOThl HApyHICHHH (QYHKIUH
[IEYEHU BO BpeMs IMPOBEJIEHUS KOMOMHHPOBAHHOW aHTUPETPOBUPYCHOW Tepanuu. Takue
MAlUEeHThl JOJDKHBI HAXOAWTbCA TNOJ HAONIOJEHWEM B COOTBETCTBUM CO CTaHIAApTHOM
KIMHUYecKoW mpakTukoil. HeoOxonmmMo paccMOTpeTb BO3MOXHOCTh IPUOCTAHOBIEHUS WU
MIPEKpAIEHUs] JIeUEHUs B Ciydae MPOSBICHUM yXyAuleHus 3a00JieBaHMsI MEYEHH Yy TaKUX
MTallUEeHTOB.

OcTeoHEKpo3

HecmoTps Ha TO, YTO 3THOJIOTHS TaHHOTO 3a00JieBaHUS SBISIETCS MHOTO(QAKTOPHOU (BKIIOUas
MpUEM TJIOKOKOPTUKOCTEPOUJIOB, YHNOTPEOJIIEHUE aJKOTOJs, TSDKEIYI0 HMMYHOCYIIPECCHIO,
BBICOKHI MH/EKC Macchl Teja), Clydau OCTEOHEKpPO3a Yallle BCEro BCTPEUallCh y MallueHTOB Ha
npoaBuHyTol craguu BUY-unbeknum w/uiam AIUTeNnhbHO NMPUHUMABIINX KOMOMHHPOBAHHYIO
aHTUPETPOBUPYCHYIO Tepanuio. Ilamuentam ciexyer oOpaTUTbCS K Bpady, €CIM OHHU
UCIBITHIBAIOT OOJIM M CKOBAaHHOCTb B CyCTaBaX WU TPYJHOCTH NPH JBUKEHUU.

BzanMmopelicTBue ¢ APYTUMH JEKAPCTBEHHLIMM CPEJICTBAMH

[Ipenapar JlamuBynuu-Buan He crneayeT MNpUMEHSATh OJHOBPEMEHHO C IIpernapaTami,
COJIep>KalIUMHU JIAMUBYJIUH WM SMTPULIUTAOHH.

[IpumeHeHue TaMUBYIHHA B KOMOWHAIIMY C KJIAJpUOMHOM HE PEKOMEHyeTCsl.

eTH

B kimuHWUYecKMX HCCIENOBAHMIX Yy JeTel, MOMy4aBIIUX JIAMUBYIUH B (opMe pacTBopa i
npreMa BHYTPb OJHOBPEMEHHO C JPYTMMH aHTUPETPOBUPYCHBIMHU IIpemapaTamu B ¢opme
pacTBopa Juis IpueMa BHYTPb, YaCTOTa CYIIPECCUU BUPYCa U SKCIIO3UIUS JaMUBYIUHA B IJIa3Me
KpOBHU ObLIM HIKE, a PE3UCTEHTHOCTh BUpYCa pa3BHBAIACh Yalle, YeM y JAeTeH, MOIydaBIINX
npenapatel B (opme Tabnerok. Ilo BO3MOXXHOCTM HEOOXOAMMO HCIOJIB30BAaTh PEXKUM
aAHTHPETPOBUPYCHOM Tepanuu, BKIIOYAIOIINN BCe MpemnapaThl B popme Tabnerok. JlamuByuH B
¢dopme pacTBoOpa Ui IpUeMa BHYTPb, IPUMEHSIEMBIN OJTHOBPEMEHHO ¢ COPOUTOII-COACPIKALLIIMU
JIEKApCTBEHHBIMH IIPerapaTaMu, ClIeAyeT MPUMEHATh TOJbKO B TE€X CIIy4asX, KOrAa HEBO3MOMKHO
IpUMEHEHHE pPeKHUMa Tepaluy, BKIIOYAIOLIEro Bce Hpemnapartsl B (opme TabiIeToK, W Korjaa
MoJjb3a MPOBEACHMS JIEUEHUS NPEBBIIIAET BO3MOXHBIE PUCKH, BKJIIOYAas HU3KUH YPOBEHBb

cympeccun Bupyca. Cienyer paccMOTpPeTh HEOOXOIUMOCTh 00Jiee YacTOro KOHTPOJISI BUPYCHOM
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Harpy3ku BIY-1 npu ogHOBpEMEHHOM NTPUMEHEHUU nafvl}'é&%;lﬁa]@hﬂ%%ﬁ 'ﬁEJerQQQ\HIMH

COpOHTOJI-COAEPKALIUMU IpeTIapaTaMH.

Biusinne Ha c10COOHOCTH YNIPaBJISITh TPAHCIIOPTHBIMM CPeCTBAMH, MEXaHM3MAMHU

CriennanbHble MCCIEIOBAaHUS 1O M3YYEHMIO BJIMSHHUS CPEJICTBAa HA CIHOCOOHOCTH YIPABIATH
aBTOMOOWJIIEM WM JBWKYIIUMHUCS  MEXaHM3MaMH  HE  IPOBOJINCH.  YUHUTHIBas
(hapMakoJIOTHYECKHE CBOCTBA JIAMUBYIHA, TAKOE BIMSHUE MaJOBEpOsTHO. TeM He MeHee, TIpU
OIIEHKE CIIOCOOHOCTH MallMeHTa YIpaBisATh aBTOMOOMIEM/MEXaHU3MaMU CJIelyeT IPUHUMATh BO

BHUMAaHUE €ro 00111ee COCTOSIHUE, a TAKKE XapaKTep HEXKeNIaTeIbHbIX PeaKluii TaMUBYIMHA.

dopMa BbINTYCKa

TabneTku, MOKPHITHIE TNIEHOYHOU 00010UKOM, 150 M.

ITo 10, 15, 20 TabneTok B KOHTYPHYIO STMEHKOBYIO YIAKOBKY M3 IUIEHKH MOJMBUHUIXJIOPHIHOMN
1 (HoJIbru aTFOMUHHUEBOM.

1,2,3,4, 5 nnu 6 KOHTYPHBIX STYEUKOBBIX YITAKOBOK BMECTE C MHCTPYKIHUEN MO MEAUIIMHCKOMY

MPUMCHCHUIO TIOMCIIAIOT B MMa4YKy U3 KapTOHA.

YcaoBusi XxpaHeHust
[Ipu temniepatype He Bbie 25°C.

XpaHHUTh B HEAOCTYITHOM JIJIs1 IETE MECTE.

Cpoxk rognoctu
3 rona.

He ncrons3oBaTh nmpemnapar 1mocjac€ UCTCYCHU CpOKa 'OJJHOCTH.

YciaoBus oTnmycka

OTmyckaroT 1o peLenty.

IlIpousBoaurtean
000 «tOxDapm», Poccus
353360, KpacHomapckuii — Kpad, MyHULIMNAIbHBIA  paiioH  Kpbeimckuii,  c.i. Tpowurxoe,

cr-11a Tpoutikas, Tep. Hegrenpomriorniaxa.

Jep:xaTesib perucTpaiMOHHOI0 y10CTOBEPEeHUS
000 «BUAJI»
Opunnueckuii anpec: 109316, Poccuiickas ®enepauus, r. MockBa, OcTanoBckuil mpoesn,

1. 5/1, ctp. 2, atax 6, opuc Ne571
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Opranusanus, IPUHUMAOLIAA IPeTEeH3UU NOTpeduTeei

Poccniickas @enepanus

000 «BUAJI»

HOpuamueckuii agpec: 109316, r. Mocksa, OcranoBckuii mpoes, A. 5/1, cTp. 2, aTax 6, oduc

Ne571
Temn./dakc: (495) 725-58-17
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