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OBILAS XAPAKTEPUCTHKA JEKAPCTBEHHOTOITPERAPATA = Y004

1. HAMUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

JlamuByauH, 150 mMr, TaGJIeTKH, MOKPHITHIC TNIEHOYHONW 000JI0YKOM.

2. KAUECTBEHHBIN U KOJIMYECTBEHHBIN COCTAB
JleficTBy1olI€€e BELECTBO: JIAMUBY/IUH.
Kaxxnas tabnerka comepxut 150 mr mamuByauHa.

[TonHbIi IepeyeHb BCIOMOTaTEeIbHBIX BEIIESCTB MPUBEIEH B pazjerie 6.1.

3. IEKAPCTBEHHAS ®OPMA
TabneTKu, MOKPHITHIE TNIEHOYHOM 000TI0YKOM.
Kpyribie OBOSIKOBBINTYKJIbIE TAOJETKH, MOKPBIThIE TUIEHOYHON 000JI0YKOW Oenoro Wid MOYTH

Oeroro nBera. Ha monepeunom paspese sapo 6esoro ik Moyt 0enoro 1Bera.

4. KIMHUYECKHUE JAHHBIE
4.1. lloka3zanusi K NPUMEHEHUI0
Jleuenne BUY-undexnum B cocraBe KOMOMHUPOBAHHOM AaHTUPETPOBUPYCHOW Tepamuu y

B3POCJIBIX U JETeH ¢ Maccoi Tena Oosee 25 Kr.

4.2. PexxuMm 103MpOBaHNs U CIIOCO0 MPUMEHEHUS
[Ipenapar JlaMuByaMH TOJKEH Ha3HAYATHCSI BpauyOM, UMEIOIINM ONbIT JeueHus: BUY-undekiuu.

PexxuM 103upoBaHus

Bspocnvie

Pexomennyemas no3a namuBynuHa coctasisieT 300 mMr B cytku: o 150 Mr aBa pasa B CyTKH WU
1o 300 Mr oIMH pa3 B CyTKHU.

ITpu nepexojie OT pexxuma IpueMa J1Ba pas3a B CyTKHU K PEXKMMY OJJUH pa3 B CYTKHU CIIEyeT IPUHATh
NIEPBYIO PEKOMEHIYEMYIO OTHOKPATHYIO 03y IPUMEPHO 4yepe3 12 4 rociie nociaeHed NpUHITON
JI03bl 10 PEXHUMY ABYKPAaTHOIO IIpHEMaA, a 3aTeM IPOAOJDKATh IMPUHUMAThb PEKOMEHIYEMYIO
OJTHOKPATHYIO 103y IPUMEPHO Kaxable 24 4. [Ipy Bo3BpaTe Kk pexuMy npuema JBa pa3a B CyTKH
cienyeT MPUHATHh NEPBYI PEKOMEHIAYEMYIO J03y MO PEKUMY JBYKPATHOTO NpHUEMa IPHUMEPHO

yepes 24 4 rociie nocaeaHed NpUHATON OTHOKPATHOM 103BI.



COOTBETCTBYET 3KCINEPTHO

ot 01.07.2025 Nz 162

(MOCNEODBATENBEHOCTE 0004)

Y OTYETY

Oco0nie I'pYyHnbl ManMeHTOB

THayuenmor noscunozo 6o3pacma

I[aHHBIe o NpuMCHCHUIO JIaMHUBYAWHA Y 9TOM KaTeropuu IMalueHTOB OTCYTCTBYIOT, OAHAKO
clietyeT coOoaaTh 0Co0y0 OCTOPOKHOCTh MPH MPUMEHEHUH Ipernapara y TaKuX MalMeHTOB B
CBSI3M C BO3PACTHBIMH M3MEHEHHMSMH, TAKUMH KaK yXyIIIeHHE (YHKIMH IOYEK M HW3MEHEHHE
MOKa3aTesen KpOBH.

Tayuenmoi ¢ HapyweHuem GyHKYUU noyex

VY nanueHToB ¢ HapylieHHeM (QYHKIHWU IMOYEeK CPeIHEH M TSDKENOW CTENeHU KOHICHTPALHS
JaMuByarMHa B 1iasme KpoBu (AUC) moBblilIeHa BCIEACTBUE CHIDKEHHS KiupeHca. [lostomy y
MAIUEHTOB C KJIMPEHCOM KpeaTwHWHa MeHee 30 MII/MUH NpPHMEHEHHE JaMHUBYIUHA B (opme
TabJIETOK MPOTUBOIIOKA3aHO.

Pexomenoayuu no noobopy 003wt y 63pocavix u demel ¢ Maccol meia He menee 25 ke

Knupenc kpeatnnuna [TepBast mo3a [MonnepxuBatoriast 103a
(MI1/MHH)
Ot 30 go 50 150 mr 150 mr onuH pa3 B CyTKH
Menee 30 [IporrBOMOKa3aHO (17151 JAHHOM JIEKAPCTBEHHOH (HhOPMBI)

THayuenmoi ¢ Hapywenuem GyHKYuU neveHu

JlanHble, MOMyYEHHbIE y MAI[UEHTOB C HapylleHHeM (DYHKIMH TICYCHU CpPEAHEH U TSIXKEIOon

CTETEHH, IMOKA3bIBAIOT, YTO AUCHYHKIMS TMEUYEHH HE OKa3bIBAET CYIIECTBEHHOE BIMSHHUE Ha

dbapMakOKHHETHKY JIaMUByIHHA. Mcxoms W3 3TUX JaHHBIX, JJs TAIMEHTOB C HapylIeHUEM

(YHKIIUY TIE€YEHU CPETHEN U TSHKETION CTETICHH KOPPEKIIUS 1036l HEe TPEOYeTCs, 32 HCKITIOUCHHEM

CJTy4yaeB, KOT/Ia HapylIeHne (PyHKIIMH MeYeHN COTIPOBOXKIAETCS HapylIeHUEeM (DYHKITUHU TOYEK.
eTu

PexxuM no3upoBaHus Asi IeTed ¢ Macco Teila He MeHee 25 KI He OTIMYAETCS OT peKuMa

JIO3UPOBAHUS Y B3POCIIBIX.

be3onacHocTh 1 3 dekTUBHOCTH TIpenapara JIaMuBYIMH y IeTel ¢ Maccoil Tena MeHee 25 Kr Ha

JTAHHBI MOMEHT HE YCTaHOBJICHBI. JlaHHBIE OTCYTCTBYIOT.

Cnooco0 nmpuMeHeHus

[Tpenapat JlaMuByIMH NPUHUMAIOT BHYTPb BHE 3aBUCUMOCTH OT MpHeMa MUIIH.

Jns obecrieueHUs] TOYHOCTH JO3MPOBAHUS Mpernapara TabJleTKU PeKOMEHIYeTCs MporiaTbiBaTh
MOJHOCTBIO, 0€3 u3MenbyeHusd. J[1sg manueHTOB, KOTOpbIE MWCIBITHIBAIOT TPYJHOCTH C
IporjaTbIBAaHUEM Ta0JIETOK, MpeAHa3HaYeHa JIeKapcTBEHHas (hopMa JaMHUBYAMHA - PAcCTBOP IS
npueMa BHYTpb. B KadecTBe ajbTepHAaTUBBI JOMYCKAaeTCs H3MelbueHUE TalJeTOK C

nNocCJICAyIOKUM TMEPEMEIINBAHUEM C HEOOJIBIIIUM KOJUYECTBOM HOJIYTBepI[OI\/'I JUZ00007 i RINY1
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HE3aMCJIUTCIIBHO.

4.3. [IpoTuBONOKA3aAHUS
— TunepyyBCTBUTENBHOCT K JAMHUBYIAMHY MU K JIOOOMY M3 BCIIOMOTATEIbHBIX BEIIECTB,
MepEeYUCIICHHBIX B pasnene 6.1.
— Jletu c maccoii Tena meHee 25 Kr (1)1 TaHHOH JIeKapCTBEHHOM (OPMBI U JJO3UPOBKH ).
— Hapymenune ¢pyHKIIMHM OYEK NpU KIMpeHce KpeaTuHuHa MeHee 30 Mi/MUH (U1t JaHHOU

JIEKapCTBEHHOU (DOPMBI).

4.4. OcoOble ykazaHMsl M1 Mepbl PeJ0CTOPOKHOCTH NPH NPUMEHEHUH
[Tpumenenne npenapata JlJaMuByIMH B Ka4eCTBE MOHOTEPAITUH HE PEKOMEHTyETCsl.

Hapymenue d)VHKHI/II/I IIO4YCK

VY nanueHToB ¢ HapylieHHeM (YHKIMH TMOYeK CpeIHEd M TSHKENOM CTENeHH KOHIEHTpalus
nJamuByauHa B masme kpoBu (AUC) moBblilieHa BCIICACTBUE CHUYKECHUS KIIUPEHCA JIAMUBY/IHMHA,
MOATOMY TaKUM IMAIMEHTaM TPEOyeTCs KOPPEKIIHS T03bl.

TpoitHast HYKJICO3UHAS TepaIus

bbutn mostyueHsl cOOOIIEHUS O BBICOKOM YacTOTE CIyyaeB BHUPYCOJOTHMYECKOM Heyaauu u
BO3HMKHOBCHHUHN PE3UCTCHTHOCTU HA PAHHCM JTallcC Npu MpucMe JaMUBYJIWHA B KOM6I/IHaIII/II/I C
TeHO(OBHpa AU3OMPOKCUIA pyMapaToM U abakaBUPOM, a TakKe ¢ TEHO(OBHpa AM3ONPOKCHUIIA
(dbymMapaTroM U TUJAHO3UHOM B pEXXHMME OJUH pa3 B CYTKH.

OnnopTyYHUCTHYSCKHE I/IH(beKHI/II/I

V nanueHToB, Noiny4aromux npenapar JJaMuByivH Uiu Ipyrue aHTUPETPOBUPYCHBIE ITpENaparsl,
MOTYT Pa3BUTHCS ONNOPTYHUCTHYECKHE MHGEKUUU Win JIpyrue ocioxkHeHus BUY-undexuuu,
MO3TOMY MaLMEHTHI JOJDKHBI HAaXOAUTHCS MOJ TIIATENbHBIM HaOJIOJICHMEM Bpauel, MMEIOLX
OTIBIT JIeyeHHs naruenToB ¢ BUY-acconnnpoBanHbIMU 3a00J1€BaHUSIMH.

ITaHKpeaTut

OnncaHbl pelKue Cilydau Pa3sBUTHs MAHKpeaTUTa NMPHU NMPUMEHEHHH JaMuByAuHa. OJIHaKo He
YCTaHOBJIEHO, BBI3BAHO JIM 9TO OCJIOKHEHHUE JEHCTBUEM JIEKAPCTBEHHOTO IIpenapara uiu sBJIseTCs
ClIeZICTBUEM OCHOBHOTO 3aboneBanus — BUY-undexuun. Jleuenue npenaparom JlamuByaux
HEOOXOIUMO HEMEIJIEHHO MpPEeKpPaTUTh NpPU TOSBICHUU KIMHUYECKUX CHMITOMOB WIIU
7a00paTOPHBIX JIaHHBIX, CBUAETEIbCTBYIOIIMX O Pa3BUTHH NaHKpeatuTa (Oonb B KHUBOTE,
TOILITHOTA, PBOTA WJIM MOBBIIICHHE 3HAYCHUNH OMOXMMHUYECKUX MapkepoB). Cienyer mpeKkpaTuTh

MMpueM npenapara 10 UCKIIIOYCHUA JUAarHo3a NaHKpeaTur.



COOTBETCTBYET 3KI
ot 01.07.2025 M2 162

OCNEOOBATENEHOCTE 00

{
JIakToanmI03 U BEIpaKCHHAS TeIaTOMETaInsl o CTC&TOS(J?\'/I

04

Y OTYETY

HmeroTces cooOIIeHNs O pa3BUTHH JAKTOAIHM103a U BBIPAKEHHOM I'elaTOMErajIiy CO CTeaTO30M, B
TOM 4YHUCJIE C JETAIBHBIM MCXOJOM, BCJIECACTBHE AHTUPETPOBUPYCHOM TEpANMM aHAJIOraMu
HYKJICO3UJIOB B BHJI€ OT/EJbHBIX IpEenaparoB WIM B KOMOWHAIMM, BKJIKOYas JAMUBYJIUH.
[TonoGHBIE SIBIIEHUS] OTMEUYAIUCH [IABHBIM 00pa30oM y KEHILHH.

Knunnueckre cuMOTOMBI, KOTOPbIE MOTYT YKa3blBaTh Ha Pa3BUTHUE JIAKTOALM03d, BKIIOYAIOT
00111y10 c11ab0CTh, aHOPEKCHUIO, CTPEMUTEIILHYIO HEOOBSCHUMYIO IIOTEPIO MACChI TEJIA, CHMIITOMBI
HOPaKEHUs KeNyJOYHO-KUIIEYHOI0 TpakTa (TOIIHOTA, pBOTA U OOJIb B XKMBOTE) U OPraHoOB
JbIXaHUA (OBIIIKA U TAXUITHO?), HEBPOJIOIMUYECKHE CUMIITOMBI (BKJIIOYasi MOTOPHYIO CI1a00CTb).

JleueHne aHamoramMum  HYKJIEO3UJOB HEOOXOJUMO INPEKpaTUTh B  Ciydae pa3BUTHUSA
CHUMIITOMAaTUYECKOW  TUIEpIAaKTaTeMHMH M METabOJMYeCKOro  aIua03a/JaKToanuaosa,
Iporpeccupyrolell renaToMeraiuy Wik ObICTPOro MOBBIIEHHSI aKTUBHOCTH aMUHOTpaHCchepas.

JlaxkToanu103 0OBIYHO pa3BUBAETCS IOCIE HECKOJIBKMX MecsleB JieueHus. CrnenyeTr cobaroaarh
OCTOPOXKHOCTh TIPY TPUMEHEHHWH AaHaJOrOB HYKJICO3HIOB IS JICYCHUs JIOOOTO IalueHTa
(0cOOEHHO — JKEHIIUH C 0)KUPEHUEM) C TeIaTOMETaINCH, TeaTUTOM HIIM JPYTHMH U3BECTHBIMH
dakTOopaMH pHCKa TOPAKEHMs T[E€YEHM M CTeaTo30M Ie4YeHH (BKIKoYas MpUMEHEHUe
OIIpeIeIEHHBIX JIEKaPCTBEHHBIX IIPENapaToB U YHOTPEOIEHUE aJIKOTOJIs).

MuroxounpuansHas AUCOVHKINS B PE3YJILTATE BHYTPHYTPOOHOI'O BO3AECHCTBHUSL

AHaJO0r" HyKJIEO3U0B U HYKJIEOTHJIOB CIIOCOOHBI BBI3bIBATh PA3JIMYHYIO CTETIEHb MOBPEXKICHUS
MHUTOXOH/IpHH, 4TO Haubosee sIPKO MPOSBISAETCS NMPU MPUMEHEHUM CTaBYyJMHA, AUJAHO3MHA U
3UJIOBY/IMHA. 3aperucTpUpOBaHbl Clyyau Pa3BUTUS MHUTOXOHIpHAIbHON mucyHkiun y BUY-
OTpULATENIbHBIX JIeTeH, MOBEpraBUINXCcs BO3AEHCTBUIO aHAJIOTOB HYKJIEO03H1I0B BHYTPUYTPOOHO
W/WIM TIOCTIE POXKACHMSI; TJIABHBIM 00pa3oM 3TH Cilydau ObUIM CBSA3aHBI CO CXEMaMH JI€UeHUS,
colepkalluMM  3uA0ByAMH.  OCHOBHBIMM  HEXKENATEIbHBIMU  PEAKUMSIMH  ABIISJIUCH
reMaToJIOTHUECKUEe HapyleHus (aHeMusi, HEHTpoleHus) M HapylleHHs OOMEHa BelIeCTB
(runepnakTaTeMusi, TUIEPIUINA3eMus). OTH HEXelaTeldbHble pPEaKIUH YacTo  SBJISIINCH
TPaH3UTOPHBIMU. BBUIM 3aperucTpupoBaHbl PelIKHE CIydyal HEBPOJOTMYECKUX PACCTPOMCTB C
MO3/IHUM HavajioM (TIOBBILIEHUE TOHYCA MBIIIL, CYAO0pOTH, HAPYIICHUs MOBEACHUS). SBIsgI0TCSA
JM JAHHBIE HApYIIECHUS TPAaH3UTOPHBIMM WM MOCTOSHHBIMM, B HACTOSIIEE BPEMs HEU3BECTHO.
BeposTHOCTh pa3BUTUS MUTOXOHJPHAIBHOM AUCHYHKLIMU CIEAyeT paccMaTpuBaTh y JHOOOTO
peOeHKa, MOJBEpPraBLIErocs BHYTPUYTPOOHOMY BO3AEWUCTBHUIO aHAJIOraMHU HYKIIEO3UJOB H
HYKJIIEOTH/IOB, C BBIP@XEHHBIMH KJIMHUYECKMMH CHUMITOMaMH HESICHOM D3THUOJIOTHH, B
0COOEHHOCTH HEBPOJIOTHYECKUMHU paccTpoiicTBamu. [IpencTaBieHHbIE AaHHBIE HE BIHSIOT Ha
TEKyILE PEKOMEHIAI[H 110 IPUMEHEHHUIO AaHTUPETPOBUPYCHOM Tepanuu y OepeMeHHBbIX KEHIIUH

JU1st Ipo(brITakTUKY BepTUKaIbHOU niepeaaun BUY-undexnnn.
4
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Macca Tena 1 0OMEH BEIIECTB

Macca Tena, a Takke KOHLUEHTpaUus JIMIIMAO0B U TIIIOKO3bl KPOBU MOT'YT IIOBBIIIATHECS BO BpeMs
AHTUPETPOBUPYCHOM Tepanuu. OTH U3MEHEHHUsS. MOTYT OBbITh YAaCTHYHO CBSI3aHBI C KOHTPOJIEM
3a0oseBaHus U 00pa3oM JKM3HU. BbUIM IMOSyyeHb! JaHHbIE, MOATBEPKAAIOIIUME B HEKOTOPBIX
CiIy4asx BIIMSHHUE TE€palluy Ha KOHLUEHTPALUIO JIMIIKIOB, B OTHOIICHUH YBEJIMYEHHUs MacChl Tejla
TaKHe JaHHbIE OTCYTCTBYIOT. ClielyeT IPOBOAUTH KOHTPOJIb KOHLEHTPALIUH JINIIUJOB U TJIFOKO3bI
KPOBH B COOTBETCTBHHM C YCTaHOBJICHHBIMH peKOMEHIanusMu mo Ttepanuu BUY-unbexium.
Hapymenust nunuaHoro ooMeHa He00X0AUMO KOPPEKTUPOBATh B COOTBETCTBUU C KIIMHUYECKUMU
IIPOSIBICHUSAMU.

CI/IHZIDOM BOCCTAHOBJICHUA UMMYHUTECTA

Y BUY-uHQUIHMPOBAHHBIX TAIMEHTOB C TKEIBIM HMMYHOAC(DUIMTOM HAa MOMEHT Hadaia
AHTUPETPOBUPYCHOM TEpamuM BO3MOXKHO PpAa3BUTHE BOCHAIMUTEIBHOW peakuuu Ha (oHe
0ECCUMITOMHBIX OMMOPTYHUCTHUUECKUX MHOPEKIUH MM UX OCTAaTOYHBIX SBJICHWM, YTO MOXKET
CTaTh MPUYMHOMN CEPHE3HOTO YXYIIICHHUS COCTOSHUS WM YCYT'yOJIeHHUs] CHMITOMATHKH. OOBIYHO
OTH PEaKLUU BO3HUKAIOT B TEUCHHE IIEPBBIX HECKOJIBKMX HENEIb WIM MECALEB I0CIE Hadaja
AHTUPETPOBUPYCHOM Tepanuu. TUIIMYHBIMU TNpUMEPAMM SBIIIOTCS LIUTOMETAJIOBUPYCHBIN
PETUHUT, TEHEepalu30BaHHAs W/WIM oOd4aroBas HMH(EKUMs, BBI3BAHHAS MHUKOOAKTEpPUSIMHU, U
THEBMOHUS, BbI3BaHHas Pneumocystis jirovecii (Takke W3BeCTHa KaK ITHEBMOIIMCTHAS
nueBmonusi, [II1). TlosiBneHue mOOBIX CHUMOTOMOB BOCHAJICHHS TpeOyeT HEMEIJIEHHOTO
o0cIieZIoBaHus U, IPU HEOOXOUMOCTH, JICUECHUSI.

AyToMMMYyHHbIE 3a00JeBaHUs (HarpuMep, O0osie3Hb ['peliBca 1 ayTOMMMYHHBIN T€aTUT) TakxkKe
Ha0JI0JaNMCh Ha (POHE BOCCTAHOBJIEHUS MMMYHHUTETA, OJIHAKO BpEMs MEPBUYHBIX MPOSBICHUN
BapbUPOBAO, U 3a00JI€BaHKE MOTJIO BOSHUKATh YEPE3 MHOI'O MECAIIEB IOCIe Havyajla Tepanuu U
WHOI'1a UMEJIO aTUIIMYHOE TCUCHHUE.

3aboiieBaHus ICYCHU

[Taiuentel ¢ xpoHMYeckuM TrematutoM B wmwimm C, mnomydaronme KOMOWHHUPOBAHHYIO
AHTHPETPOBUPYCHYIO TEPANUIO, XaPAKTEPU3YIOTCS MOBBIIICHHBIM PUCKOM Pa3BUTHS TSAKEIBIX U
MOTEHLMAIBHO JIETAJIBHBIX HEXKEJATENIbHBIX PEAKUHM €O CTOPOHBI IleyeHH. B ciyuae
COMYTCTBYIOIIEH MPOTUBOBUPYCHOU Tepanuu renatuta B unu C crieqyeT Takke 03HaKOMHUTBCS C
COOTBETCTBYIOIIMMH MHCTPYKIUSIMH MO MPUMEHEHUIO JAHHBIX JICKAPCTBEHHBIX MpenapaTos.

Pe3ynbTaThl KIMHUYECKWX WCCIECNOBAHUM M JAHHBIE TOCTPETHCTPAIMOHHOTO HAOIIOACHUS
YKa3bIBAIOT HA TO, YTO Y HEKOTOPBIX NALMEHTOB C COIMYTCTBYIOIIUM XPOHHUYECKUM BUPYCHBIM
rematutomM B (HBV) npu ormeHne npenapara JlaMuBYAMH MOTYT BO3HUKATh KJIMHUYCCKHE HJIH
nabopaTopHble TPU3HAKK pPELUUIUBA TermaTuTa, KOTOpble MOTYT HUMETh Oojee TshKesble

MOCJICACTBHA Y MAIUCHTOB C JCKOMIICHCUPOBAHHBIM 3a0o0sieBaHyEM IleueHu. B CJ1yda€ OTMCHBI
5
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paccMOTpeTb BO3MOXKHOCTh MPOBEACHUS MNEPUOJUYECKOTO KOHTPONSA (DYHKIMH TEYEHH U
MapKepoOB peIUIMKalUy BUpyca renatura B.

VY NaIMeHTOoB C yXKe CYLIECTBYIOIINUM HapylleHneM (yHKIMU IE€YeHHU, BKIIOYasi aKTUBHYIO pOpMy
XPOHMYECKOI'O TeNaThTa, OTMEUYAeTCs YyBEJIMYEHHUE YacTOThl HapyIIEeHUH (QyHKIUM NEe4eHU BO
BpeMs IPOBEICHUS] KOMOMHUPOBAHHON aHTUPETPOBUPYCHOM Tepanuu. Takue narueHThl JOJKHBI
HaXOJUTHCS 1107, HAOJIIOJIEHUEM B COOTBETCTBUHM CO CTAHJAPTHOM KIMHUYECKON MPaKTUKOM.
Heo6xo11umMo paccMOTpeTh BO3MOXKHOCTbD IPHOCTAHOBIICHUS WM IPEKPAIIEHUS JIEYEHUs B ClIydae
HPOSIBIEHUH yXyILIeHUs 3a001€BaHUs [IEYCHH Y TAaKUX MAIl[EHTOB.

OcTeoHekpo3

HecmoTtpst Ha TO, 94TO 3THOJOTHS JAaHHOTO 3a00JIEBaHHS SBJIAETCS MHOTO(AKTOPHOW (BKITIOYAS
IOPUEM TJIIOKOKOPTUKOCTEPOHMIOB, YHOTPEOIEHUE aJIKOIroJisd, TSKEIYH HMMYHOCYIIPECCHUIO,
BBICOKMI MHJIEKC MAcChl TeNa), Cllydyal OCTEOHEKPO3a yallle BCero BCTPEYAIUCh y MalUEHTOB Ha
npoaBuHyTOH cragun BUY-uHekumn w/wmm JUIMTENbHO NMPHUHAMABIIMX KOMOMHHPOBAHHYIO
AHTHPETPOBHUPYCHYIO Tepanuto. [larmenTam ciexyer 0OpaTUThCS K Bpady, €CIIH OHU UCTIBITHIBAIOT
00J11 ¥ CKOBAaHHOCTb B CyCTaBax MJIM TPYAHOCTHU IPU JABUKCHUU.

BzanmoeiicTBrE ¢ IpYTUMH J€KaApCTBEHHLIMM CPEICTBAMH

IIpenapar JlamuByaMH HE cieyeT NPUMEHATh OJHOBPEMEHHO C IIperapaTaMu, COACpKalUMU
JaMUBYJUH WIA SMTPULUTAOUH.
[TpumMeHeHne TaMUBYJMHA B KOMOWHAIMHU C KJIaJpUOMHOM HE PEKOMEHyeTCsl.

€T’
B kinmHMYecKuX HUCCIEOBaHMSIX Yy JA€TeH, MONy4aBIIMX JIAMUBYIUH B (opMme pacTBopa JUIs
pveMa BHYTPb OJHOBPEMEHHO C JPYTMMU aHTUPETPOBUPYCHBIMH IIpernaparaMu B Qopme
pacTBOpa MJI IPUEMA BHYTPb, 4aCTOTa CYIIPECCUHM BUPYCA U DKCIIO3ULIUSA JIAMUBYIMHA B I1J1a3M€
KpPOBU OBUTH HUXKE, a PE3UCTEHTHOCTh BHUpYCa pa3BUBAJIACh Yallle, YeM Y JEeTel, MOJIydyaBIIUX
npemnaparsl B popMe TabJIETOK.
[To BO3MOXHOCTH HEOOXOJUMO HCIIOJIb30BATh PEXKHUM AHTUPETPOBUPYCHOM  Teparuu,
BKJTIOYAIOLIMI Bce mpemnapaTsl B ¢popme TabieTok. JlaMuByIuH B (popme pacTBopa JUlsl preMa
BHYTPb, IPUMEHSEMBI OJHOBPEMEHHO C  COPOUTON-COJAEPKAIIMMHU  JIEKAPCTBEHHBIMU
npenaparaMmu, CiaeayeT HNPUMEHATh TOJBKO B TEX CIy4asx, KOrjJa HEBO3MOXHO IPUMEHEHUE
peXrMa Teparuy, BKIIOYAIOIIero Bee npenapatsl B popme TabiIeToK, U KOr/ia Mojb3a MPOBEACHUS
JIEYEHUs IPEBBIIAET BO3MOXKHBIE PUCKH, BKIIIOUasi HU3KUN YPOBEHb cynpeccuu Bupyca. Ciengyer
paccMOTpeTh HEOOXOIUMOCTh 0Oojiee 4YacToro KOHTpoJisi BHUpycHOW Harpy3ku BUY-1 mpu
OJTHOBPEMEHHOM IPUMEHEHUU JIAMHUBYIWHA C JUINTEIIBHO TMPUMEHSIEMBIMU COPOMTOJI-

COJICp KALTIMH TTperiapaTaMH.
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4.5. B3aumMmojeiicTBHe ¢ JPYrHMH JIEKAPCTBEHHBIMH MpenapartaMu W Jpyrue BH/bI
B3aUMO/IelCTBUS

HccnenoBanus 1eKapCTBEHHBIX B3aUMOJICHCTBUIN OBLIN TPOBEJEHBI TOJIBKO C Y4aCTUEM B3POCIIBIX
MAIUEHTOB.

Metabonnueckoe B3auMO/ICHCTBHE TaMUBYAMHA C APYTUMH IIpenapaTaMyu MaJOBEPOSTHO B CBSA3H
C €ro HE3HAYUTENIbHBIM METa00IM3MOM, OrPAaHHYEHHBIM CBS3BIBAHHEM C O€JIKaMH I1a3Mbl KPOBU
Y IPAaKTUYECKU MOJHBIM BBIBEJICHUEM Yepe3 MOUYKH B HEU3MEHEHHOM BUJIE.

OpnHoBpeMEHHOE NpPUMEHEHHE KOMOWHAIMKM TPUMETONpUM + cylb(amMeTokca3ol B J103€
160 mr + 800 mr (KO-TpUMOKCa30J1) MPUBOAMT K MOBBILICHUIO SKCIO3UIMH JamMuByIuHa Ha 40 %,
910 OOYCJIOBJICHO HAIWYMEM TPHUMETOIPHMA; HalW4yhe Cyib(aMeTokca3ona HE OKa3bIBaeT
BIMSIHAE HAa ()apMaKOKUHETUKY JIaMUBYIrHA. OIHAKO, 32 UCKIIOYEHUEM MAIUEHTOB C MTOYEHYHOM
HEJOCTAaTOYHOCTHIO, KOPPEKIMH J03bl JIAMUBYAMHA HE TpeOyeTcs. JlaMuByAMH He OKa3bIBaeT
BIUSHUE Ha (PapMaKOKMHETUKY TpPHUMETONpHMa WM cyilbhamerokcaszona. B ciywae, korma
OJTHOBPEMEHHOE TPUMEHEHHE KO-TPHUMOKCA30JIa SBISETCS ONpPAaBIAHHBIM, TMAlMEHTHI JOJKHBI
HAXOJUTHCS TOJ KIMHUYECKUM HabmopeHueMm. Crenyer m30eratb COBMECTHOTO TMPUMEHEHUS
JaMHUBYJMHA C KO-TPUMOKCA30JIOM B BBICOKMX J103aX JUJISl JICYCHHs] MTHEBMOHUU, BBI3BAHHOU
Pneumocystis jirovecii, u Tokcoriazmosa.

Crnemyer y4uThIBaTH BO3MOYKHOCTH B3aMMOJEHCTBHS JIAMHUBYIHHA C JIPYTHMMH OJHOBPEMEHHO
IPUMEHSIEMBIMH JIEKAPCTBEHHBIMU TIpETapaTaMi, B 0COOEHHOCTH C TEMH, Y KOTOPHIX OCHOBHBIM
MEXaHM3MOM BBIBEJICHUS SBJISICTCS aKTHUBHAS KaHAIbIIEBas CEKPELHs Yepe3 CUCTeMY TpaHCIopTa
OpraHMYECKUX KaTHOHOB (Hampumep, TpuMeTonpum). [lpyrue nedcTByroIue BelIeCTBa
(HampuMmep, PaHUTHAWH, ITUMETHIWH) JIMIIb YAaCTHYHO BBIBOJATCS C IOMOINBIO YKa3aHHOTO
MeXaHW3Ma ¥ HE B3aUMOJCWCTBYIOT C JIAMHUBYAWHOM. AHAIIOTHM HYKJICO3HIIOB (HAmpumep,
TUIaHO3WH, 3UI0BY/IMH) HE BBIBOJSTCS MMOCPECTBOM JAHHOT'O MEXaHU3Ma, H UX B3aUMOJICHCTBHE
C JIaMUBYAMHOM MaJIOBEPOSTHO.

[Tpr ogHOBpEeMEHHOM TPUMEHEHWH JIAMHUBYAWHA M 3WJOBYIMHA HAOIIOJAaeTCs yMepeHHoe (Ha
28 %) yBenwueHre Cmax 3WJI0BYIMHA B IUIa3Me KPOBH, Ipu 3ToM obmiast skcrosunus (AUC)
CYIIIECTBEHHO HE M3MEHSETCs. 3UOBYNH HE BIUSET Ha (PapMaKOKUHETUKY JIAMUBY/IHHA.
[Tpenapat JlamuBynuH He clieyeT MPUHUMATH OJHOBPEMEHHO C IPYTUMH aHAJIOTaMU ITUTH/INHA,
TaKUMHU KaK AMTPHUIMTAOWH, B CBSI3U C €0 CXOJCTBOM C JaHHBIMH Iperaparamu. Kpome toro,
npenapat JlaMUBYyIMH He CcleAyeT NPUHUMATh C JFOOBIMH JIPYTHMH  JIEKapCTBEHHBIMU
npernapaTamu, COIepPKalUMU JIAMUBY/IHH.

In vitro namuBynmMH MHTHOMpYeT BHYTpUKIETOYHOE (ochopuimpoBaHue KiaapuOHHA, YTO
00yclaBiIMBaeT TIMOTEHIUAIBHBIH pPHUCK moTepu A(OPEKTUBHOCTH KIaApuOMHA B Ciydae
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MOJITBEPKIAIOT BO3MOKHOCTD B3aMMOJICHCTBHS MKy JIAMUBYIMHOM U KIaapuOHOM. [TosTOMYy
OJTHOBPEMEHHOE MTPUMEHEHHE JIAMUBYIMHA U KJIapUOMHA HE PEKOMEHI0BAHO.

[Hutoxpom CYP3A He BOBJICUYCH B MeTa0ONM3M JIAMHBYJIMHA, TOSTOMY B3aUMOJICHCTBHE C
JICKApCTBCHHBIMH TIpeiapaTaMH, KOTOPbIE METa0OJM3UPYIOTCS ITOH CHUCTEMO# (Hampumep, ¢
MHIMOUTOpaMU NMPOTEA3bl), MAJOBEPOSITHO.

OnHOoBpeMeHHOE MPUMEHEHHE pacTBopa copouTona (3,2 r; 10,2 1; 13,4 r) ¢ oMHOKpATHOM 10301
namuByauHa 300 mMr B opme pacTBOpa JJIs IPHEMa BHYTPb Y B3POCIIBIX 37J0POBBIX TOOPOBOJIBIICB
MPUBOJUIIO K T0303aBUCUMOMY CHIKEHHIO 3kcno3unuu JiamuByauna (AUCy) Ha 14 %, 32 % u
36 % u Cmax nmamuByamaa Ha 28 %, 52 % u 55 %. Ilo BO3MOXKHOCTH ciemyer u30eraTh
OJTHOBPEMEHHOTO TPUMEHEHHUsI JIAMUBYIWHA M COPOUTON-COIEpKAIIUX TpenapaToB, JHOO
CJIEZIyeT PacCMOTPETh BO3MOXHOCThH 00Jiee 4acTOro KOHTPOJIs BUPYCHOM Harpy3ku BUU-1 B
Cllydasix, KOrJla HEBO3MOXKHO H30€XaTh JUIMTEIBHOTO OJIHOBPEMEHHOTO HPUMEHEHHS STHX

IperapaToB.

4.6. DepTHIBLHOCTH, 0EPEMEHHOCTH U JIAKTALMS

bepeMeHHOCTD

Kak npaBuio, npu NpuHATHN petieHust 00 NCIOJIb30BaHUN aHTUPETPOBUPYCHBIX MPENapaToB A
neuyenuss BUY-undpexkuun y OepeMeHHBIX KEHIIMH M, KaK CJEACTBUE, NIl CHUKEHHS pHUCKa
BepTUKaIbHON mnepenaun BUY-nH(pekuuu HOBOPOXKIEHHOMY, CIEAyeT Y4YHUTHIBaTh JaHHBIE
UCCIIEIOBaHUN Ha ’KUBOTHBIX, a TAK)KE KIMHUYECKUH OMBIT IPUMEHEHHS y OepeMEHHBIX KEHIIHH.
HcenenoBanuss o INPUMEHEHHIO JIAMHMBYJIMHA Y JKMBOTHBIX IIOKA3aJM YBEJIMYECHHUE DPaHHEH
AMOPHOHAIILHOM CMEPTHOCTH Y KPOJIMKOB, OJTHAKO Y KPBIC TaHHBIN 3P peKkT He HaOmonacs. boiio
YCTaHOBJIEHO, YTO Y YEJIOBEKA BO3MOKHA NIEpeada JaMUBY/IMHA YePe3 TUIALIEHTY.

VY GepeMeHHBIX JKEHIIMH, MOJy4aBIINUX JaMUBYauH, 6oxee 1000 ncxomoB 6epeMeHHOCTH TOCIe
INpPUMEHEHHsS BO Bpems mepBoro Tpumectpa u Oosiee 1000 ncxonoB OGepeMEeHHOCTH TOCTe
IIPUMEHEHHsT BO BpEMS BTOPOTrO M TPETBETO TPHUMECTPA JIEMOHCTPUPYIOT OTCYTCTBHUE
Malib(hOPMAaTUBHOTO U (eTaIbHOr0/HEOHATAILHOTO BO3JeCTBUA. JlekapcTBEeHHBIN mMpenapar
JlaMMBYIMH MOXXHO MpPHUHUMaTb BO BpeMs OEpeMEHHOCTH B Cllyyae KIMHHUYECKOU
HeoOxoaumMocTu. Ha OCHOBaHMHU JOCTYMHBIX JAAHHBIX MOXKHO Cli€JaTh BBIBOJ O TOM, YTO MpHU
IIPUMEHEHNH JJaMUBY/IMHA Y YEJIOBEKA PUCK BPOKIECHHBIX ITATOJIOTUN MaJIOBEPOSTEH.

Jns BUY-uHQUUUPOBAaHHBIX JKEHIIMH C KO-MH(EKIHel BHUPYCOM TIelaTuTa, MOJy4arollux
TEpanuio JIAMUBYJMHOM, B CJIy4ae HACTyIUICHHs OCpEeMEHHOCTH CleyeT YYMUTHIBaTh

BO3MOXHOCTB p€HAMBaA I'€IIaTUTA ITOCJIC IPEKPAIICHUA MPUMCHCHUA JIaMUBYIWHA.
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MuToXOHIpHUAILHAS I[I/ICdJVHKHI/IH

B uccrnegoBanusx in Vvitro u in vivo ObUT0 MPOAEMOHCTPUPOBAHO, YTO AHAJIOTH HYKJICO3UIOB U
HYKJICOTH/IOB CIIOCOOHBI BBI3BIBATH IMOBPEKIECHUS MHUTOXOHIPUN Pa3INMYHONW CTENEeHU. bpuam
3apErUCTPUPOBAHBI COOOIICHNUS O MUTOXOHIPHUAIBHON MUCHYHKIUHN Y JETeH, MOABEPraBIINXCs
BO3/ICIICTBUIO aHAJIOTOB HYKJICO3U OB BHYTPUYTPOOHO U/WIIH B MTOCIEPOJOBOM EPUOJE.
JlakTanus

[locne mpuema BHYTPh JAMHUBYAWH BBIIENSAETCS B TPYIHOE MOJIOKO B KOHIIEHTPALUSX,
AQHAJIOTMYHBIX KOHLIEHTPALUAM, OOHAPY>KEHHBIM B CHIBOPOTKE KpoBHU. Ha ocHOBaHMU pe3ynbTaToB
ucciaenoBanus Oonee 200 map «Marb/peOeHOK», ToiydaBmux Tepamuio BUY-undexnnn,
KOHIICHTpalusi JAMHUBYAMHA B CBIBOPOTKE KPOBH JI€TeH, HAXOIIIMIUXCI HAa TPYIHOM
BCKapMJIMBaHUM y Martepei, monydaBmux tepanuio BUY-undeknun, odenp Huzka (< 4 % ot
KOHIIEHTPAIlUU B CHIBOPOTKE KPOBU MaTEpH) M MOCTEIIEHHO YMEHbINAETCS 10 HEOMPEAeIeMOro
YPOBHS IIPU JOCTHKEHUH TPYTHBIMU 1€TbMU 24-HeeNbHOr0 Bo3pacTa. J[aHHble o 6e30macHoCTH
NpUMEHEHHS JJAMUBYAMHA Y A€TEH MITaJIIIe Tpex MecseB oTcyTcTByoT. BUU-nnpumpoBanHbIM
KCHIMMHAM HHU TP KAaKUX OOCTOSTENBCTBAX HE PEKOMEHAYETCS NPOBOIUTH TPYIHOE
BCKapMIIMBaHKe BO u3z0exanue nepenaun BUY pebenky.

DepTUabHOCTD

PGSYJ'II)TaTI)I I/ICCJ'IGI[OBaHI/Iﬁ Ha )KMBOTHBIX ITOKa3ajik, 4YTO JJAMUBYAWH HEC OKa3bIBACT BJIMAHHC HA

(bepTUIBHOCTD.

4.7. Bausinne Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CPeACTBAMH M pPadorarh ¢
MeXaHUu3MaMHu

CHGHI/I&JIBHI)IC HUCCIICAOBAaHMA IO HM3YYCHHIO BJIIMAHHA CPCACTBA Ha CIIOCOOHOCTD YIIPpAaBJIATH
aBTOMOOWMJIEM M JABIKYLIUMHCI MEXaHM3MaMM He IPOBOWINCH. YUNUThIBask (papMaKoJIOTHUECKUe
CBOWCTBA JJAMHUBY/IHA, TAKOE BIMSHUE MaJIOBEPOATHO. TeM He MeHee, ITPH OIIEHKe CIIOCOOHOCTH
ManucHTa yrpaBJIATh aBTOMOOMIIEM/MEXaHU3MaMU CJICAYCT MPUHUMATh BO BHUMAHUEC €TI0 0611[66

COCTOSAAHHUCEC, a TAKIKE XapaKTEP HEKECIATCIbHBIX peaKHI/Iﬁ JJaMUBYAWHA.

4.8. HexxenaTesibHbIE peaKIUU

Pe3roMe HexenaTeabHBIX PeaKIlnid

OnucanHble HUXKE HEXelaTelbHble peakUuu OTMedaauch mpu JjedeHud BUY-undexuun
JIAMUBYJUHOM.

HexxenarenbHble peakuuy, KIacCU(PUIMPOBAINCH KaK CBA3aHHBIE MM BO3MOXKHO CBSI3aHHBIE C
Tepanuen JaMUBYIUHOM, IIEPEUNCIICHBI HIJKE B COOTBETCTBUHU € NIOPAXKEHUEM OPraHOB M CHCTEM

OpPraHOB WM 4YaCTOTOH BCTpedaeMOCTH. YacToTa BCTPEYaeMOCTH OIPENENSIeTCS CIEAYIOIINM
9
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(> 1/10000, < 1/1000), ouenp penko (< 1/10000). B mpenenax Kakaol KaTeropuu YacTOTHI
HEeKeJaTeNIbHBIC PEaKIUy MPEICTABICHEI B TIOPSAKE YOBIBAHUS CEPhE3HOCTH.

Hapywenus co cmopoHbl Kposu u tumpamuueckoii cucmemvl

HeuacTo: HeliTponieHus U aHeMus (MHOT/Ia B TSDKEIOW opMe), TPOMOOIIMTOTICHHS.

OdeHb peIKo: UCTUHHAS SPUTPOIUTAPHAS aTUTA3HS.

Hapywenusa memabonuzma u numanus

YacTo: rurnepiakTaTreMusl.

OueHb peaKo: JaKTOAIHI03.

Hapywenus co cmopoHbl HepHOU cucmembl

Yacro: ronoBHas 001k, 0ECCOHHMIIA.

Ouensb peako: nepudepuyeckas HEHPOMaThs, B TOM YKCIIC TaPECTE3NH.

Hapywenus co cmoponul Ovixamenvhotl cucmemsl, Opeanos 2pyOHOU KIemKU U CPe0OCmeHUs.
Yacro: karieinb, Ha3aJIbHBIC CHMITTOMBI.

Kenyoouno-kuweynvle Hapyulenus

YacTo: TONIHOTA, PBOTA, 00JIb UM CIIa3Mbl B )KUBOTE, JTUAPES.

Penko: maHKpeaTHT, OBBIIICHHE aKTUBHOCTH CHIBOPOTOYHOMN aMHUIIa3hl.

Hapywenus co cmopoHbl neyenu u sHceniesbl8o0auux nymeti

Hewacro: TPaH3UTOPHOE MTOBBIIIICHHE AKTUBHOCTH MTEYCHOTHBIX bepMeHTOB
anmannHamuHoTpaHcepassl (AJIT), acmapraramunotpanchepassl (ACT).

Penxo: renarur.

Hapywenus co cmopoHbl Kodcu u NOOKONHCHBIX MKAHel

YacTo: CBIIb, aJIOIEIH.

Penko: aHTHOHEBPOTHYECKHIA OTEK.

Hapywenus co cmopoHbl MbluleuHOoll, CKeemHOU U COeOUHUMENbHOU MKAHU

Yacro: apTpanrusi, MbIIICYHBIC HAPYIIICHUS.

Penko: pabmoMuonms.

Obwue Hapywienus u peakyuu 8 mecme 88e0eHus

YacTo: 4yBCTBO yCTAIOCTH, HEAOMOTAaHUE, INXOPAJIKa.

Omnmcanue OTACIBHBIX HCXKCIATCIbHBIX DeaKHI/Iﬁ

3aperucTpupoBaHbl Cllydyad pa3BUTHUS OCTEOHEKPO3a, B YACTHOCTH, Y MAalMEHTOB C
oOIIenpu3HaHHBIMU (DaKTOpaMH pHUCKA, HAa MPOABUHYTOM craguun BUY-undexuuu nmm mpu
JUINTENIbHOW KOMOMHMPOBAHHOW aHTHUPETPOBUPYCHOM Tepamuu. YacToTa BCTPEYaEMOCTH ITOTO

SABJICHHUS HCU3BCCTHA.
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Bo BpeMmsa mpoBeieHUs aHTUPETPOBUPYCHOM TEpAIIMH {\Jl_g;_i'(él:l %H&Eﬁl@ﬂ%@iﬁ&ﬁﬁ'e ';{44a"cc1,1

TEJIa, a TAK)KE MOBBIIIEHUE KOHIIEHTPAIMU TIIFOKO3bI U JIUIIHIOB B KPOBH.
Y BUY-uHGUIMPOBAHHBIX NAIMEHTOB C THKEIBIM MMMYHOAE()UIMTOM HAa MOMEHT Hauaia
KOMOMHUPOBaHHOM aHTUPETPOBUPYCHOM Tepanuy BOZMOKHO pa3BUTHE BOCHAIIUTEIILHON peaKkIuu
Ha (oHEe OECCHMNTOMHBIX ONIOPTYHUCTUYECKMX MHQEKUUH WIM HUX OCTaTOYHBIX SIBICHMH.
AytonMMyHHBIe 3a007eBaHus (Takue Kak Oosie3Hb ['peiiBca M ayTOMMMYHHBIN T€TIaTHT) TaKkKe
HaOroanich Ha (JOHE BOCCTAHOBIICHHMSI MMMYHHMTETA, OJHAKO BPEeMs IMEPBUUHBIX MPOSIBICHHUHA
BapbHUPOBAJIO U 3a00JI€BaHKE MOIJIO BOZHUKATh Y€PEe3 MHOT'O MECSIIEB [I0CTIE Hayaja Teparuy.
eTu
669 nereiil B Bozpacte oT 3 Mecaues 10 17 ner, nuHpuuupoBanHeix BUY-1, koTtopble nonydanu
abakaBUp W JIAaMUBYIWH OAWH WJIHM JIBA pa3a B CYTKH, NMPUHUMAIH Y4acTHE B HCCIECIOBAHHU
ARROW Trial (COL105677). Y manueHTOB A€TCKOTO BO3pacTa, MPUHUMABIIUX IMpernapaT OJuH
WIA JBa pa3a B CYTKH, HE OBLIM BBISBJICHBI JONOJIHUTENbHBIE NPOOJIEMBbl, CBSI3aHHBIE C
0€30I1aCHOCTBIO, IT0 CPABHEHUIO CO B3POCIIBIMH MAI[IEHTAMH.

COO6HI€HI/I€ 0 ITOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxxHo co001aTh 0 0103peBaeMbIX HEXKENATEIbHBIX PEAKIUAX OCIIE PETUCTPALMY IIperapara ¢
HeNbl0  O0ecreueHus:  HEeMpepbhIBHOIO  MOHUTOPUHTA  COOTHOILIEHUS  «II0JIb3a-PUCK)»
JICKapCTBEHHOTO TIpernapara. MeIuImHCKUM pa0OTHUKAM PEKOMEHIYeTCs COOOIIaTh O JIFOOBIX
M0JI0O3PEBACMBIX HEKEIATEIBHBIX PEAKIHIX JICKAPCTBEHHOTO IMpernaparta depe3 HalMOHAIbHBIE
CHUCTEMBl COOOIIEHHS O HEXeNaTeIbHBIX pEeaKIHsIX ToCylapcTB-uJieHOB EBpasuiickoro
SKOHOMHUYECKOI'0 COI03a.

Poccuiickas @enepanus.

®denepanbHas cinyx0a mo Haa30py B chepe 3npaBooxpanenus (Poc3npasuanzop).

Anpec: 109012, r. Mocksa, CnaBsiHCKasl Iiiomansp, 1. 4, ctp. 1.

Tenedon: +7 (800) 550-99-03.

DnexkTponHas moyra: pharm@roszdravnadzor.gov.ru

Caiit B nHGOpMaIIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTu «HTepHEeT»!

https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

CHMIOTOMBI

JloCcTylHBl OTpaHMYEHHBIE JAHHBIE O MOCIEJICTBHUSIX OCTPOM NEPEIO3UPOBKH JIAMHBYIUHA Y
yenoBeka. Ciyyaum JIETalbHOTO UCXOJa HE YCTAHOBJIEHBI, COCTOSHHME BCEX NAIMEHTOB
HOopManu3oBasioch. Kakue-nmnbo cnenuduyeckre MPU3HAKU WIM CHUMITOMBI TEPEI03UPOBKU

JJaMUBYAWHA HEC BBISIBJICHBI.
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JleueHne

B citydae nepeno3upoBKu cienyeT KOHTPOIUPOBATH COCTOSHUE MAIIUEHTA U, IO HEOOX0IMMOCTH,
IIPOBOJIUTH CTAHJAPTHYIO MOAJEPKUBAIOIIYIO Tepanuio. 110CKoIbKy JIaMUBYIUH BBIBOJUTCS U3
OpraHMsMa C IIOMOIUBIO JAHMANW3a, JIA JICYCHUS IE€PENO3UPOBKU BO3MOKHO IIPUMEHEHUE

HEIIPEPBIBHOI'O réMOoanain3a, OJHAKO CIICHUAJIbHBIC UCCIICAJOBAaHNA HE IIPOBOAMUIINCE.

5. ®PAPMAKOJIOTHYECKHE CBOMCTBA

5.1. ®apmakoaMHaMHYeCKHe CBOMCTBA

®dapMakoTepaneBTUYECKass TpYIa: MNPOTHBOBUPYCHBIE CpPEICTBA CHCTEMHOTO JEHCTBUS;
MIPOTUBOBUPYCHBIC CPEACTBA MPSIMOTO JCHCTBHS, HYKICO3HIHBIC U HYKJICOTHUIHBIC HHTUOUTOPHI
00paTHOM TPAHCKPUNITA3HI.

Kox ATX: JOSAFOS.

MexaHu3M ASHCTBUS

JlamuByIMH — aHajor HYKJIEO3UJO0B, OOJaJalolUMii aKTHUBHOCTBIO B OTHOUIEHMM BHUpYcCa
ummyHonedunura yenoBeka (BUY) u Bupyca rematura B (HBV). JlamuBynuna monsepraercs
BHYTPUKIIETOYHOMY MeTaboJIn3My C 00pa30BaHMEM aKTUBHOI'O MPOU3BOAHOIO — JIAMUBYIHHA
5’-tpudocdara. OCHOBHOI MeXaHHU3M ero AeHCTBHs — OJOKMpPOBaHUE CUHTE3a LIENH B Ipolecce
oOparHoit tpaHckpuniuu BUY. Tpudochar obnamaer cenexkTUBHON HMHrHOMpYyrOLIEH
aKTHBHOCTBIO B OTHoIIeHHH perummkarmu BUY-1 u BUY-2 in vitro, a Takke aKTHBHOCTBHIO B
OTHOILEHUM PE3UCTEHTHBIX K 3UJOBYIMHY KiIMHMuYeckuX wu3onsitoB BUY. He naGmonanuce
aHTaroHucTH4Yeckue A3pdeKTsl in VItro mpu 0 JHOBPEMEHHOM NMPUMEHEHUH JTAMHUBY/IHHA U JAPYTHX
AHTUPETPOBUPYCHBIX MpenapaToB (UCciael0BaHHbIE BelllecTBa: abakaBUp, TUJaHO3UH, HEBUPAIIUH
Y 3UJIOBY/IMH).

Pe3ncreHTHOCTD

PesuctentHocts BUY-1 k namuBynuHy oOycioBieHa 3aMeHON aMUHOKUCIOTEI M184V BOnu3u
aKTUBHOIO IIEHTpa BHUpPYCHOM oOpatHoil TpaHckpunrtasbl (OT). [laHHbIi BapuaHT MyTaluu
BCTpEUAeTCs KaK B YCJIOBHSIX IN VItro, Tak u 'y nHunupoBanubix BUY-1 nannueHToB, moay9qaBuimx
AHTUPETPOBUPYCHYIO TEPAIUIO, BKIIOYAIOLTYI0 JaMuBYAuH. [Ipu mytaruu M184V 3nauntensHO
CHIDKAeTCS YYBCTBUTEIBHOCTh K JIAMUBYIMHY W YMEHBINAETCS CIOCOOHOCTh BHpyca K
peruukaiu iN Vitro. B uccnemoBaHusax IN VItro ObUTO YCTAHOBIJICHO, YTO PE3UCTEHTHBIC K
3UJOBYIMHY M30JISITHI BUPYCa MOTYT CTAaHOBHUTHCS YYBCTBHTEIBHBIMH K €T0 JIEHCTBHIO, €CIIH Y
TUX M30JATOB OJHOBPEMEHHO pAa3BUBAETCS PE3UCTEHTHOCTh K JaMuByauHy. OmHaKo
KJIMHUYECKOE 3HAUE€HUE ITHX JaHHBIX JI0 HACTOSILEr0 BpEMEHH HE OIpe/IesieHO.

JlaHHEBIe iN Vitro, Kak mpaBmIO, YKA3bIBAIOT HA TO, YTO MPOJOJDKECHHUE TPUMEHEHUS JTaMHUBY/IHHA B

COCTaBE AHTHUPETPOBUPYCHOW TEpamuu, HECMOTps Ha pa3Butre MyTtanun M184V, wmoxer
12
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YXYIIICHUS PETUTMKATHBHOM crIocOOHOCTH BUpyca). KnuHudeckas 3HaYMMOCTb 3TUX PE3YJIbTaTOB
HE YCTaHOBJIEHA. B NEHCTBUTENBHOCTH, 1OCTYIIHbIE KIMHUUECKHUE JJAHHbIE OYEHb OTPaHUUYEHBI U
HE TMO3BOJISIIOT CJeNiaTh OJHO3HAUHBIM BBIBOJ B 3TOW oOmactu. B mroboM ciydae, Hayalo
MPUMEHEHHUS HYKJICO3UIHBIX HHTUOUTOPOB 00paTHoit TpanckpunTasbl (HUOT), k koTopbIiM BUpyC
BCE elle YYBCTBUTEINECH, BCErJa JODKHO OBITH OoJjiee MPennOYTHTEIbHBIM, YeM MPOJIOJIKEHUE
TEpanuy JIAMUBYAHMHOM. TakuM 00pa3oM, MPOJOIDKEHUE Tepally JIAMHUBYIHMHOM, HECMOTpPS Ha
nosinenne myrauuun M184V, crnenyer paccmarpuBaTh TOJIBKO B Clydae OTCYTCTBUS APYTHX
aktuBHbIX HUOT.

Myranmust OT M184V mnpuBoauT K pPa3BUTHIO TEPEKPECTHOW PE3UCTEHTHOCTH TOJNBKO K
AHTUPETPOBUPYCHBIM IpenaparaM Kjacca HyKJICO3UAHbIX UHTUOUTOPOB. 3UJOBYJIUH U CTaBYAUH
COXPAHSIIOT aHTUPETPOBUPYCHYIO aKTUBHOCTH B OTHOILIEHUH mTaMMOB BUY-1, pe3sucTeHTHBIX K
JamMuBYyIUHY. AOakaBUp COXpaHSET aHTUPETPOBUPYCHYIO aKTUBHOCTh B OTHOIIEHUH IITAMMOB
BHY-1, pe3sucTeHTHBIX K JJaMUBYIUHY W OoOnamarommx Tojpko myrauueii M184V. tammel ¢
mytanueir OT M184V neMoHCTpUPYIOT MeHee uyeM 4-KpaTHOE CHIDKEHUE YYBCTBUTEIBHOCTH K
TUAAHO3MHY; KIIMHAYECKOE 3HAYEHHE ITHX JIAHHBIX HEU3BECTHO. TeCThl Ha YYBCTBUTEIHHOCTH
in vitro He ObUTM CTAHIAPTH3UPOBAHBI, ¥ MX PE3YJbTaThl MOTYT BaAPbUPOBATh B 3aBUCHMOCTH OT
METO/I0JIOTUYECKHUX (DAKTOPOB.

In vitro naMuBymMH OKa3bIBaeT Ci1ab0e IUTOTOKCHYECKOE JCHCTBHE Ha JIUMQOIUTHI
nepudepuifHOi KpPOBH, HAa YCTOWYUBBIE JUMQOIUTAPHBIE U MOHOLUTAapPHO-MakpodaraibHbIe

KIJIICTOYHBIC JIMHUU U PAJ KIICTOK-IIPEAICCTBEHHUKOB KOCTHOI'O MO3Ta.

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

AGcopbuus

JlaMUBYZMH XOpOIIO BCACBIBA€TCS U3 JKENYJO0YHO-KHILIEYHOIO TpPaKTa, OMOIOCTYIMHOCTb
JaMUBYJIMHA Y B3pPOCIBIX TOCIE MpHeMa BHYTpb 00braHO cocTaBisier 80-85 %. Ilocnme mpuema
BHYTph cpemHee Bpems (imax) JOCTHIKEHUS MaKCHMalbHOH KOHIICHTPAIlMM JIAMUBYIMHA B
ceiBopoTKe KpoBH (Cmax) cocraBiser okono 1 4. Ha ocHOBaHMM JaHHBIX, MOJYYEHHBIX B
UCCJIEJIOBAaHUM C Y4YacTUEM 3/I0POBBIX JOOPOBOJBIEB, NPU MpPUEME TEpPareBTUUECKON 03Bl
150 mr nBa pasa B cytku cpenssis (KB — koagduuuenT Bapuain) paBHOBECHAs KOHIICHTPALIUs
Cmax 1 Cmin TaMUBY/IMHA B I1a3Me KpoBH cocTasiseT 1,2 Mxr/mi (24 %) u 0,09 mxr/ma (27 %)
cootBeTcTBeHHO. Cpennsist (KB) AUC (mommaas moa gpapmareBTHIeCKO KpUBOM «KOHLIEHTPALUS-
BpeMs») B HHTepBaje MexAy mnpuemamu 12 u cocraBuser 4,7 mxrxu/mn (18 %). Ilpu

tepanepTrueckoit 1o3e 300 mr oauH pa3 B cytku cpeanne (KB) paBHoBecHbIe KOHIIEHTpAITUU Crmax,

13
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0,04 mxr/mi (34 %) u 8,9 mxrxu/mi (21 %) COOTBETCTBEHHO.

[Ipyem amMuBYIMHA BMECTE C IMUILCH BBI3BIBACT yBEIUYCHUE tmax M CHWKeHHE Cmax (Ha 47 %),
OJIHAKO HE BJIMSET Ha OONIYIO CTEIEeHb aOCOpOIMHU JIaMUBYAMHA (PACCYMTAHHYIO Ha OCHOBaHUU
senmunasl AUC).

He oxwupmaercs, 9To MpueM U3MEIbYCHHBIX TA0JIETOK ¢ HEOOIBIINM KOJIMYECTBOM MOTYTBEPAOH
MU W JKAJIKOCTH MOBJIHSIET Ha (DapMaKOJIOTHYECKUE CBOMCTBA Mpemnapara H, ClieZl0oBaTeIbHO,
Ha  KIMHUYeCKUH  dpdekT. DTOT BBIBOJA OCHOBAaH Ha  (UBUKO-XUMUYECKUX U
(hapMaKOKMHETHYECKUX JAHHBIX MPH YCIOBHH, YTO MAIMCHT U3MEIbYAeT U CMEIIUBACT C MHIICH
nin kukocTbio 100 % TabneTku, U MPUHUMAET HEe3aMeIIUTEIBHO.

CoBMecTHOE MPUMEHEHHE 3UA0BYIMHA TPUBOIUT K YBEJIMUCHUIO KCITO3UIIMH 3UA0BYIMHA Ha 13
% W yBEJIIMYEHUIO MAKCUMAJIbHON KOHIIEHTPALMU B IJIa3Me KpoBU Ha 28 %. DTO sABIEHHE HE
CUMTAETCSl 3HAUMMBIM JIJIsl 0€30IaCHOCTH MAllMEHTOB U, CIEJI0BaTEIbHO, HE TPeOyeT KOPPEKIUU
J103.

Pacnpenenenne

[Io maHHBIM KIMHUYECKUX HCCIIEJOBAaHUM TpU BHYTPUBEHHOM BBEACHHH CpPEIHUN 00beM
pacnpezeneHus JaMUBYyIMHA cocTapisieT 1,3 J/kr, a HaOMIOAaeMblil IEpPUO/ TOTYBBIBEACHUS —
5-7 u. CpenHull CUCTEMHBIH KIMPEHC JaMHUBYJIUHA cocTaBiseT npubnusurensHo 0,32 si/v/kr,
OOJBITYI0O YacTh KOTOPOTO COCTABIISIET IIOYEYHBIH KIUPEHC dYepe3 CHUCTEMY TpaHCIopTa
OpraHMYecKuX KaTHOHOB (Oomee 70 %).

JlamMuBYIUH TPOSIBISET JTUHEHHYI0 (AapMAKOKUHETHKY MpPU MPUMEHEHUH B TEPareBTHUYECKOM
JMara3oHe 703 M HU3KYI0 CTENEeHb CBS3bIBAHWS C OCHOBHBIM OJIKOM IIJIa3Mbl KpPOBH —
anpOymMuHOM (< 16 % - 36 % M0 CpaBHEHHUIO C CHIBOPOTOYHBIM ATBOYMHUHOM B MCCIICOBAHUSIX
in vitro).

OrpaHu4eHHbIe JaHHBIE YKA3bIBAIOT HA TO, YTO JIAMUBYIMH MPOHUKAET B IIEHTPATIHHYIO HEPBHYIO
CHUCTEMY W CHHMHHOMO3TOBYIO XHAKOCTh (CMIK). Uepe3 2-4 4 mocie mepopaibHOTO MpHeMa
COOTHOIIIEHUE KOHIIEHTpaIuy jJamMuBynuHa B CMK U CBIBOPOTKE KPOBH B CPEHEM COCTABIISIIO
npubimsutensHo 0,12. VicTuHHas cTelneHb MPOHUKHOBEHMS, a TaKXe CBA3b C KIMHUYECKOH
3¢ (HEeKTUBHOCTHIO HEU3BECTHBI.

buorpancdopmarms

AkTtHBHas (opMa JTaMUBYIMHA — BHYTPUKIIETOUHBINA JaMUBYIMHA Tprdocdat — obnagaer Oonee
JUINTENIbHBIM KOHEYHBIM TMEpPHOJIOM MOJYyBBIBeAeHHUs U3 KIeToK (16-19 4) mo cpaBHeHUIO C
NIEPUOJIOM MOJTYBBIBEIEHUS €T0 U3 I1a3Mbl KpoBH (5-7 1). CorylacHO JaHHBIM, MOITY4YEeHHBIM y 60
B3POCIIBIX 370POBBIX JOOpPOBOJIBIEB, (hapMaKOKMHETHYECKHE MapaMeTphl JIAMHUBYIMHA B

PaBHOBECHOM COCTOSIHUU TpH npueMe B 03¢ 300 Mr ouH pa3 B CYyTKH SKBHBAJIEHTHBI TAKOBBIM
14
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namuByauHA Tpudochara.

JlaMUBYIMH TIPEUMYIIIECTBEHHO BBIBOJUTCS B HEM3MEHEHHOM BHJIE MOYKaMHu. MeTabonmueckue
B3aWMO/ICHCTBHS JJAMHUBYIMHA C IPYTHMH JICKAPCTBECHHBIMHU ITpETIapaTaMy MajJOBEPOSTHBI BBUILY
HE3HAaYUTeNbHOro Metabonusma B neueHu (5-10 %) m Hu3KO# cTeneHu CBSA3bIBaHUS C OelKaMu
TTa3MbI KPOBH.

DJIMMUHALMS

B mccnenoBaHusx ¢ yyacTHeM MAlMEHTOB € MMOYECYHON HEIOCTAaTOYHOCTHIO OBUIO MOKA3aHO, YTO
HapylmeHne (QYHKIUU TOYECK BIHMSICT HA BBIBEJACHUE JIAMHUBYAWHA. PEKOMEHIyeMBId PEXUM
JIO3UPOBAHUS JIJISl MAIIMCHTOB C KIMPEHCOM KpeaTHHHHA MeHee 50 MII/MHH TIPHUBEIICH B pa3zelie
4.2.

B3aumoneiictBue C TPUMETONPHUMOM — KOMIIOHEHTOM KO-TPUMOKCa30ja — MPHBOIUT K
TIOBBIIIICHUIO YKCIIO3UIINY JTaMUuBYtuHa Ha 40 % 1pu MPUMEHEHUH B TEPANICBTHYECKHX 103ax. Tem
HE MEHEe, 32 UCKJIIOYCHHEM TAIMCHTOB ¢ TOYSYHOW HEIO0CTATOYHOCTHIO, KOPPEKIIUU JIO3BI HE
TpeOyercs. CrieyeT TIIATEIBHO OIEHHBATh BO3MOXKHOCTH OJHOBPEMEHHOTO MPHUMECHEHHS KO-
TPUMOKCa30J1a C JIJAMUBYJIMHOM Y TIAIIMEHTOB C MIOYEYHON HEJJOCTATOYHOCTBIO.

IlouyeuyHas HETOCTATOYHOCTh

VY nanueHToB ¢ HapylIeHueM QYHKIMY TOYeK KOHIIEHTPAIus JIaMiBYIMHA B 11a3me kposu (AUC)
MOBBILIEHA BCJIEICTBUE CHMKEHHOrO KiupeHca. Takum oOpa3oM, MHalleHTaM C KIUPEHCOM
KpeaTuHuHa MeHee 50 MJI/MUH HEOOXOMMO YMEHbIICHUE 103bl JAMUBY/IHHA.

[IeuyeHOYHAs HEAOCTATOYHOCTh

JlaHHBIE O IPUMEHEHUH JIAMUBY/IMHA Y MAIIMEHTOB CO CPEIHEN U TSYKEIOU CTEIEHBIO HAPYILICHUS
(GYHKIMM [T€YEHU CBUIETENIBCTBYIOT O TOM, YTO HapyllleHHe (QYHKIUHU MEYEHH CYLECTBEHHO HE
BJIMSIET Ha (DAPMAKOKUHETHUKY JIAMUBY/IMHA.

JIniia moKMI0r0 BO3pacTa

Jannsle o (hapMaKOKMHETHKE JIAMUBYAMHA Y TTALIUEHTOB CTapIie 65 JIeT OTCYTCTBYIOT.
bepeMeHHOCTB
dapMakOKMHETHKA JJAMUBYIMHA TP OEPEMEHHOCTH HE OTJIMYAETCs OT €ro (PapMaKOKUHETHKH B
cilyyae OTCyTCTBUSI OepeMeHHOCTH. KOHIIeHTpalus JaMUBYIMHA B CBIBOPOTKE KPOBH JIeTeH Mpu
pPOXJIEHUH ObIJTa aHAJIOTUYHA TaKOBOW B CBIBOPOTKE KPOBH MaTepu M IyIIOBUHHON KPOBHU Ha
MOMEHT POJOpa3pelIeHusl, YTO COrjlacyeTcs C JaHHBIMH O TIACCHBHOM TIPOHWKHOBEHHU
JaMUBY/IMHA Yepe3 TUIALEHTY.

eTu
AOcomoTHass OMOJOCTYMHOCTh JaMHuBYAMHa (mpumepHo 58-66 %) Obuta Huke U Oonee

BapuabenpHa y aered muamme 12 gjer. Ilpwem nmamuBynuHa y nereid B ¢opme TabiIeTox
15
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OJIHOBPEMEHHO C JPYTUMU aHTUPETPOBUPYCHBIMHU npend&%;qﬂ%%ﬁﬁg TA6HE Ok dGectCipan

6outee Bricokue 3HaUeHU AUC, 1 Crax TaMUBYAIMHA B IUIa3Me KPOBH 110 CPABHEHUIO C PACTBOPOM
JUIsl TIpUe€Ma BHYTpPb, NPUHUMAEMbIM OJHOBPEMEHHO C JPYTMMH aHTUPETPOBUPYCHBIMU
npenaparamu B (popMe pacTBOpa AJisl IpUeMa BHYTPb.

VY nerell, noiay4aBIIMX JaMHUBYAUH B (hopMe pacTBopa Ul NMpUEMa BHYTPb B COOTBETCTBUU C
PEKOMEH/IOBAaHHBIM PEKUMOM JI03UPOBaHMsI, Oblla JOCTUTHYTA 3KCIO3UIMS JIAaMUBYIHMHA B
IUJ1a3Me€ KPOBH, 3HAYEHMsI KOTOPOH HAaXOIWIMCh B JUala3oHe, IIOJYYEHHOM Yy B3POCIBIX
HaIMEHTOB.

VY nereil, IpUHUMABIINX JAMUBYAUH B (popMe TaOJIETOK B COOTBETCTBUM C PEKOMEHJI0BAaHHBIM
PeXUMOM JO3UPOBaHUs, FKCIIO3ULUS JaMUBYJMHA B IJIJa3M€ KpOBU Oblia BBILIE, YEM Y JETEH,
NPUHUMABIIUX JIAMHBYAHH B (popMe pacTBopa Jjisi IpueMa BHYTPb, HMOCKOJIBKY HpU MpHEMe
npenapara B (popme TabJIeTOK MalUEeHTHI OIy4atoT 0oJiee BBICOKHUE /103bl B IIEpecueTe Ha MI/KT
Macchl Tela, M JAMMBYAMH B (QopMe TableTOK XapakTepusyercs Ooyiee BBICOKOH
OMOOCTYITHOCTBIO.

®apMaKOKMHETUYECKUE UCCIIEI0BAaHUS IPUMEHEHMS JJaMUBYIMHA Y IeTeH B opMe pacTBOpa JUIst
npuemMa BHYTpb M B ¢opMme TabJeTOK IOKa3alld, YTO NpHUEM Ipernapara OAMH Pa3 B CYTKU
sKkBUBajeHTeH 1o nokasarento AUCo-24 mpuemy mnpenapara JjBa pa3a B CyTKH IPU OJMHAKOBOM
o011el CyTOuHOM 103€.

Jannsle o papmMakoKMHETHKE Mpenapara y AeTel B BO3pacTe Miajiie 3 MecsleB OrpaHUYEHBI.
Y HOBOPOXXJIEHHBIX Ha MEPBON HeZeNe JKU3HU KIMPEHC JJAaMUBYAMHA MPU MpHEMEe BHYTPb ObLI
CHIDKEH 10 CPaBHEHUIO C JE€TbMHU 00Jiee CTapIlIero Bo3pacTa, BEPOSTHO, BCIEICTBHE HE3PEIOCTH
BBIIETTUTENbHON (PYHKIIMU [TOYEK U HEMOCTOSTHCTBA MOoKa3aTesel abcopOum.

TakuM oOpa3oMm, [UIsl TOCTHXKEHUS HKCIO3UIMHM, CXOTHOW C TAaKOBOM Y B3pOCHBIX U JETEH,
pPEKOMEH/I0BaHHas J103a JUIsl HOBOPOKIACHHBIX COCTaBIISET 2 MI/KT /IBa pa3a B CyTKHU. J[aHHBIE 1O

IMPUMCHCHUIO ITpCTIapaTa y HOBOPOKJACHHBIX B BO3PACTEC CTApIIC 1 HEACIIN OTCYTCTBYIOT.

6. PAPMAIIEBTHUYECKHWE CBOWCTBA
6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelIECTB
[Menmrono3a MukpokpucTtanaeckas tum 102.
Hatpus kpaxmai riimkossT.

Kpemuust TMOKCH KOJITTOWAHBIM.

Hatpus creapundymapar.

[TneHouyHas 000I0YKa

['unpomeno3a.

Twutana quokcusn.
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[TonunekcTposa

Tanbk.

Maxporoun-3350.

6.2. HecoBMecTHUMOCTEL

He npumennmo.

6.3. Cpok rogHocTH (CPOK XpaHeHHs)

2 roja.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHUHU

B 3amunienHoM ot cBeTa MecTe Ipu Temieparype He Boiie 25 °C.

6.5. XapakTep u cojep:kaHue YIaKOBKHU

[To 10 TabneToK B KOHTYPHYIO STYCHKOBYIO YIIAKOBKY M3 IUICHKHU MOJIMBUHILTXJIOPUTHON U (POTBTH
AJTIOMUHUEBOM NIeYaTHOHN JTaKUPOBAHHOM.

ITo 1, 2, 3, 4, 5 KOHTYpHBIX SYEMKOBBIX YNAKOBOK BMECTE€ C MHCTPYKLHMEN MO MPUMEHEHHIO

MOMEIIAIOT B MMAYKy U3 KapTOHA.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH NPH  YHMYTOKEHUH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI'0 MpenapaTa WM 0TX010B, NMOJy4YeHHBIX Moc/e NPUMeHEeHus npenapara, u
ApPyrue MAHUMYJISIHU C MPenapaTom

OcoOsble TpeOoBaHUSI OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPAIMOHHOI'O YAOCTOBEPEHUSA

Poccuiickas @enepanus.

AxmmoHepHoe 00mecTBO  «Yconbe-Cubupckuit  XuMuKo-hapmareBTuuecknii  3aBo» (AO
«Y conbe-Cubupckuii XuMpapmsaBo»).

665452, Upkytckas 0611., r.0. ropof Y conbe-Cubupckoe, Tep. [IpoMbINUIeHHBIH MaccuB, YiI.
WNunycrpuaneHas, 31. 62.

Ten.: +7 (395) 435-89-08.

OnekTponHas noyra: usolpharm@usolpharm.ru

7.1. IIpencraBuTe b AepKaTessi perucTPAllHOHHOIO YA0CTOBEPEeHH s

[Iperen3un norpedUTEIEH HAIPABIATH IO AAPECY:
17
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Poccuiickas ®@enepanus.

AxmmoHnepHoe o0mectBo  «Yconbe-Cubupckuii  XxuMuko-papmaneBTuueckuii  3aBoa» (AO
«Y conbe-Cubupckuit xumpapmzaBoy).

665452, Upkytckas 00i1., r.0. ropos Y conbe-Cubupckoe, Tep. [IpoMbIIIeHHBIN MacCHB, YII.
Nunycrpuanbvhas, 31. 62.

Ten.: +7 (395) 435-89-08.

DnexTponHas nmoyra: usolpharm@usolpharm.ru

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUSA

9. TIATA TEPBUYHOMN PETMCTPAIIMA (IIOATBEPXIEHWSI PETMCTPAIIUAM,
INEPEPETUCTPALINN)

JlaTta nepBoii perucTpanuu:

10. JATA NEPECMOTPA TEKCTA

OOmiass  xapakTepucTUKa  JIEKapCTBEHHOro  mpenapara JlamMmuBynuH — gocTynmHa — Ha
UHPOPMALIMOHHOM TmopTane EBpasuilckoro 3KOHOMHYECKOTO COK3a B HHGOPMAlMOHHO-

KOMMYHUKaIIMOHHOM cetn «HTepHeT»: http://eec.eaeunion.org/
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