COOTBETCTBYET ZKCNEPTHOMY OTHETY

ot 12.12.2024 N= 27531

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFOTIPERAPATA 1004

1. HAUMEHOBAHUE JJEKAPCTBEHHOI'O IIPEITAPATA
JIAMUBY IMH BEJI®APM, 150 mr, TaGiaeTKH, TOKPBITHIE TUICHOYHON 000JIOYKOA.

2. KAUECTBEHHBIN U KOJITMYECTBEHHbBIN COCTAB
JleficTBy1o1II€€ BEIIECTBO: JAMUBYMH.
Kaxxnas tabnerka, HOKpbITas IJIEHOYHONW 0007109K0M, coaepkuT 150 Mr namuByauHa.

[TonHbIi IepeyeHb BCIOMOTaTEeIbHBIX BEIIESCTB MPUBEIEH B pazjerie 6.1.

3. JEKAPCTBEHHAS ®OPMA

TaOnaeTKH, MOKPHITHIC MIICHOYHOM 000I0YKOM.

Kpyribie JBOSIKOBBIMYKJIbIE TaOJIETKH, MOKPHITHIC MJICHOYHOH OOOJOYKON OENoro WM IOYTH
OeJoro 1BeTA.

Ha nonepeunom paspese — s1po 6e10ro wiy noutu 0eoro 1BeTa.

4. KIMHUYECKUE JAHHBIE

4.1. Iloka3zaHusl K IPUMEHEHHUIO

Jleuenne BUY-undexnum B cocraBe KOMOMHUPOBAHHOM aHTHPETPOBHUPYCHOM Tepanmuu y
B3pOCIIBIX U JeTel ¢ Maccol Tena bonee 25 Kr.

4.2. PexxuMm 103MpOBaHNs U CIIOCO0 MPUMEHEHUS

JlamMuBYIUMH 10JKEH HA3HAYAThCsS BPAuoM, UMEIOIIUM ONbIT JieueHus: BUY-undexuun.

PexxuM 103upoBanus

Bspocnvie

Pexomennyemas no3a jaMuByauHa y B3pocibix coctasisieT 300 mr B cyTtku: o 150 mr nBa pasza
B cyTKH niu 110 300 Mr oIMH pa3 B CYTKH.

IIpu nepexone oT pexxuma IpueMa JiBa paza B CyTKH K pEKUMY IIpUEMa OJIMH Pa3 B CyTKH CIEAYET
IIPUHSTH NIEPBYI0 PEKOMEHAYEMYIO OJIHOKPATHYIO 103y IPUMEPHO depe3 12 4 mocie nocaeaHen
INPUHATOM J03bl II0 PEXKHUMY JBYKPAaTHOIO IIpHe€Ma, a 3aTeM MPOJOJIKATh IIPUHUMATh
PEKOMEHYEMYIO OJTHOKPATHYIO 103y NpUMEPHO Kaxkable 24 4. [Ipu Bo3Bpare kK pexxumMy npueMa
JIBa pa3a B CyTKHM CIIEIYET NPHUHATH NEPBYI0 PEKOMEHIYEMYIO 103y IO PEXUMY JIBYKPAaTHOIO
IpreMa MpUMEPHO uepe3 24 4 nocie nocie Hel NpuHATON OAHOKPAaTHON JA03bI.

Oco0bIe I'pynnbl DaMCHTOB

HauueHmbl nOJ2HCUTIOC0 803pacma

JlanHble MO MPUMEHEHHIO JAMHUBYJIWHA Yy ATOW KaTEropuH MHAIlMEeHTOB OTCYTCTBYIOT, OJHAKO
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ciemyeT cobIIaTh 0CO0YI0 OCTOPOKHOCTH TP an/IeMéqI'ﬁénl'l:aajra'@ T ﬁ&trﬂ reHTOB B Chsi3u

C BO3pPAaCTHBIMH W3MEHEHHMSIMH, TaKUMH KaK YXyAIIeHHEe (YHKIUH IMOYEK W H3MEHEHHE
M0Ka3aTeyiel KPOBH.

Tayuenmoi ¢ napywenuem ¢hynkyuu novex

VY NanueHToB ¢ HapylleHHeM (YHKLUHU I[OYEK CpelHEH M TKEJIOM CTelneHH KOHLEHTpPalus
namuByauHa B 1azMe KpoBu (AUC) noBbllieHa BCIIEICTBUE CHUKEHUS KkinpeHca. [loatomy y
NAIMEeHTOB C KIUPEHCOM KpeaTnHUHa MeHee 30 MJ/MHH NpHMEHEHHE JaMHBYAHHA B (hopme
TabJETOK IPOTUBOIIOKA3aHO.

Pexomenoayuu no noobopy 0o3vl y 63pocivix u demeti ¢ Maccou mena e menee 25 Ke:

Kimpenc kpearnanHa
IlepBas no3za ITopnepxuBaromas 103a
(Mu1/MUH)
ot 30 o 50 150 mr 150 mr 1 pa3 B cyTku
MmeHee 30 [IpoTuBomoka3zano  (uI1  JaHHOW  JIEKApCTBEHHOH  (POpMBEI).
Heo6xoauMo mnpuMeHeHHe JaMHUBYAMHAa B JIEKapCTBEHHOH (opme
pacTBOp JJIsl HIPUEMA BHYTPb.

THayuenmo ¢ HapywieHuem yHKyuU neveHu

JlaHHBIE, TONyYEeHHBIE Y TANKMEHTOB C HapyIIeHWEM (DYHKIUHM TMEYCHU CpelHEH M TSDKEIon

CTETEHH, IMOKa3bIBAIOT, YTO AUCHYHKIMS MEUEHH HE OKa3bIBaeT CYIIECTBEHHOE BIIMSHUE Ha

(bapMaKOKUHETUKY JaMUBYIMHA. McXons W3 3THX AaHHBIX, JUIS MAIMEHTOB C HapyIIEeHHEM

(GYHKIMY TEeYEHU CPEAHEN U TSKENOM cTeNeHN KOPPEKIUs 103bI He TpeOyeTcsl, 3a NCKII0OUEHUEM

CIIy4aeB, KOI/1a HapylleHHe (QyHKIMU IIEYEHU CONIPOBOXKAAETCS HapyIIeHHEeM (DYHKIIUU MOYEK.
eTu

Jlemu ¢ maccoii mena ne menee 25 ke

Pexum no3upoBaHus A JETEW C MAaccoil Tesla HE MEHee 25 KI' HE OTVIMYAeTCs OT PEKHUMa

JIO3UPOBAHUS ISl B3POCIIBIX.

Jlemu ¢ maccoii mena menee 25 ke

[Tpumenenue npenapata JJAMUBY JIUH BEJI®APM B ¢opme TabneTok y JieTeil ¢ Maccoil Tena

MeHee 25 KT IPOTUBOIOKA3aHO B CBSA3H C HEBO3MOXKHOCTBIO KOPPEKLIMH 1036l B 3aBUCUMOCTU OT

MAacchl Tela.

Crioco0 mpruMeHeHsI

BuyTpb, BHE 3aBUCUMOCTH OT MpUEMa MHUILH.

st obecrieueHUsT TOYHOCTH JO3UPOBAHUS TIperapara TaOJIeTKH PEKOMEHAYeTCsl MPOriaThiBaTh
MOJIHOCThIO, 0e3 wu3Menb4YeHus. [l TanuMeHToOB, KOTOpPhIE WCHBITHIBAIOT TPYAHOCTH C
IporyiaTbiBaHUEM TabJIETOK, IpeIHa3HaYeHa JIEKapCTBEHHAs (popMa pacTBOp Il IpHeMa BHYTPb.

B kauecTBe anbTepHATUBHI JOMYCKAeTCS U3MENbYCHHE TaOJNETOK C  MOCIEIyIOIIUM
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nepeMenInBaHueM ¢ HEOOBIINM KOJIHYECTBOM HOHWB‘JBEB%IWE&JIEQE%ETEE %.I;)II;HE.{TOM

MOJYYCHHYIO CMECh HEOOXOJMMO MPUHSTH BHYTPH MOJHOCTHIO U HE3aMEIITUTEIBHO.

[Tpu mepexoie oT mpreMa mnpenapara B popme pacTBopa K mpuemy mnpemnapara B popme TadIeToK,
WM HAo0OpOT, HEOOXOAMMO CIIEOBaTh PEKOMEHJAIMSIM [0 JO3UPOBAHUIO IIperapara,
YCTaHOBJICHHBIM JJIS1 KaXKA0W KOHKPETHOM JIEKapCTBEHHOM (DOPMBI.

4.3. lIlpoTuBONOKAa3aHNUS

- ['unepuyBCTBUTENBFHOCT K JJAMUBYIMHY WX K JIIOOOMY M3 BCIIOMOTATENIbHBIX BEIIECTB,
IIEPEYUCIICHHBIX B pazzaene 6.1.

- Hetn ¢ maccoii Tema g0 25 Kr.

- Hapymenne ¢yHKIIMN MOYEK pH KIUpPEeHCe KpeaTnHuHa MeHee 30 Mu/MHH (JUIS JaHHOU
JIEKapCTBEHHOH (POPMBEI).

4.4. OcoOble ykazaHMsl M1 Mepbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH

[IpumeHeHue TaMUBYMHA B KAU€CTBE MOHOTEPANIUU HE PEKOMEHIYETCSl.

Hapymenue d)VHKHI/II/I II0YCK

VY manweHToB ¢ HapylmIeHHeM (QYHKIMHM TMOYEK CPEIHEH M TSHKEIIOW CTENeHW KOHICHTPAIUs
namuByauHA B Tu1azme kposu (AUC) moBbIlieHa BCIICICTBUE CHIKEHUS KIIMPEHCA JIAMUBY/IMHA,
MO03TOMY TaKUM HaIeHTaM TPeOyeTcs KOPPEKIHsI T03bI.

TpoiiHasg HYKJIEO3UAHASA TEpAITU

bbuin mosyueHsl COOOIIEHHS O BBICOKOW YacTOTE CIy4aeB BHPYCOJIOTHYECKOW HEydauu U
BO3HUKHOBEHUHU PE3UCTEHTHOCTH HA PaHHEM 3Talle IpH MpUeMe JIAaMUBYAMHA B KOMOWHAIMU C
TeHO(OBHpa AU30MPOKCHIIA (hymMapaToM M abakaBUPOM, a Takke ¢ TeHO(OBUpaA AU3OMPOKCUIIA
(dbymapaToM U TUJAHO3UHOM B PEXHMME OJUH pa3 B CYTKH.

OnnopryHucTHdeckre NHGEKIINU

VYV nmanueHToB, MONYYaroUuX JIAMUBYAUH WU JAPYTHE aHTUPETPOBUPYCHBIE MpernapaThbl, MOTYT
Pa3BUTHCS OMIMOPTYHUCTHUECKHUE UH(EKIINU WK Apyrue ocnoxkuenus BUY-undexiuu, mosromy
MAIUEHTHl JOJKHBI HAaXOIUTHCS TOJ TIIATENbHBIM HAOIIOJCHHEM Bpaueil, MMEIOMINX OIBIT
nedeHus nanueHToB ¢ BUY-accounnpoBaHHbIMU 32001€BaHUSIMHU.

[Tankpeatut

OnucaHbl pelKue Cilydau pa3BUTHs MaHKpeaTUTa MpU NMPUMEHEHMH JaMuByJauHa. OgHAKo He
YCTaHOBJIEHO, BBI3BAHO JI 3TO OCJIOKHEHHUE JEHCTBUEM JIEKAPCTBEHHOTO Mpenapara UM SBIIsSIeTCs
CJeICTBHEM OCHOBHOTO 3aboneBanus — BUY-undexunn. JleueHne naMuByauHOM HEOOXOIMMO
HEMEJICHHO MTPEKPATUTh MPHU TOSBICHUN KIMHUIECKUX CUMIITOMOB WJIH TJAOOPATOPHBIX JaHHBIX,
CBUJICTEIHCTBYIOIINX O Pa3BUTHH MaHKpeaTuTa (001b B )KUBOTE, TOIIHOTA, PBOTA HJIU MOBBIIICHUE
3HauUEHUN OMOXUMHUYECKHX MapkepoB). CienyeT mpeKpaTUTh MpUEeM Ipernapara 10 UCKIIOUeHUs

JUuardo3a naHKpeaTurT.
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HmeroTcs cooOIIeHUs O pa3BUTHH JAKTOAIM103a U BEIPAXKEHHOM T'elaTOMET iy CO CTeaTO30M, B
TOM 4YHCJIC C JICTAJIBbHBIM HCXOJOM, BCICACTBUC aHTHpeTpOBprCHOﬁ TCpalu aHaJloraMu
HYKJICO3UJIOB B BHJI€ OT/EJbHBIX IpEenaparoB WIM B KOMOWHAIMM, BKJIKOYas JAMUBYJIUH.
[TonoGHBIE SIBIIEHUS] OTMEUYAIUCH [IABHBIM 00pa30oM y KEHILHH.

Knmanueckue CUMIITOMBI, KOTOPLIC MOT'YT YKAa3bIBATb HA PA3BUTHUC JIAKTOAIMWA03d, BKIKOYAOT
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.

JlakToau103 0OBIYHO pa3BHUBAETCS MOCIE HECKOJIBKHX MecsleB jedeHus. Cienyer cobmoaarh
OCTOpPOXKHOCTh TIPU TPUMEHEHHWW AaHAJOrOB HYKIJICO3WIOB /IS JICYCHHUs JIOOOTO IalueHTa
(0cOOEHHO — JKEHIIUH C 0)KUPEHUEM) C TeIaTOMETaINCH, TeaTUTOM HIIM JPYTHMH U3BECTHBIMH
dakTOopaMH pHCKa TOpPaXXEHHMs T[€YEHW M CTeaTo30M Ie4YeHH (BKJoYyas 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 CTaBYJMHA, AUJAHO3UMHA U
3UJIOBY/IMHA. 3aperucTpUpOBaHbl Clyyau Pa3BUTUS MHUTOXOHJpHalbHOU nuchynkuunu y BHY-
OTpPULATENIbHBIX JIeTeH, MOBEpraBUINXCcs BO3AEHCTBHUIO aHAJIOTOB HYKJIE03H1I0B BHYTPUYTPOOHO
W/WIM TIOCTIe POXKACHMS; TJIABHBIM 00pa3oM 3TH ciydau ObUIM CBSA3aHBI CO CXEMaMH JIeUeHUs,
colepkalluMM  3uA0ByAMH.  OCHOBHBIMM  HEXKENATEIbHBIMU  PEAKUMSIMH  ABIISJIUCH
reMaToJIOTHUECKUEe HapyleHus (aHeMus, HEUTpOomeHWs) M HapylleHuss oOMeHa BeIIeCTB
(runepnakTaTeMusi, TUIEPIUINA3eMus). OTH HEXelaTelbHble peakluud YacTo SBISUIUCH
TPaH3UTOPHBIMU. BBUIM 3aperucTpupoBaHbl PelIKHE CIydyal HEBPOJOTMYECKUX PACCTPOMCTB C
MO3/IHUM HavajioM (TIOBBILIEHHE TOHYCA MBIIIL, CYJ0pOTH, HapyIIEHUs TOBEACHUs). SIBIAIOTCS
JM JAHHBIE HApYyLIECHUs TPAaH3UTOPHBIMM WJIM MOCTOSSHHBIMH, B HACTOSIIEE BPEMsI HEM3BECTHO.
BeposTHOCTh pa3BUTUS MUTOXOHJPHAIBHOM AUCHYHKLIMU CIEAyeT paccMaTpuBaTh y JHOOOTO
peOeHKa, MOJBEPraBLIErocs BHYTPUYTPOOHOMY BO3AECUCTBUIO aHAJIOTaMHM HYKIEO3UJOB U
HYKJIIEOTH/IOB, C BBIP@XEHHBIMH KJIMHUYECKMMH CHUMITOMaMH HESICHOM D3THUOJIOTHH, B
0COOEHHOCTH HEBPOJOTMYECKHMMHU PACCTPOICTBAMHU.

[IpencraBieHHble JaHHBIE HE BIMAIOT Ha TEKyUIMEe PEKOMEHIALMU [0 MPUMEHEHUIO

AHTUPETPOBUPYCHOM Tepanmuu y OepeMEHHBIX >KEHIIUH Ui MNPOPUIAKTUKU BEPTHKAIBHON

4
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nepenaun BUY-undexun. iNMOCNEONQBA

Macca tena u 00OMeH BELIECTB

Macca TCJIa, 4 TAKIKC KOHUCHTPALUHU JIMIIUIO0OB U TJIFOKO3bl KPOBU MOTYT IMOBBIIIATHCSA BO BPEMA
aHTHpCTPOBI/IPYCHOfI TEpaInu. OTH U3MEHCHHUS MOI'yT OBITH YaCTUYHO CBI3aHEI C KOHTPOJIEM
3a00yIeBaHUs U 06pa30M JKU3HH. bplm IMOJIYYCHBI JAHHBIC, IMOATBCPKIAAOIMIME B HEKOTOPBIX
ClIydasx BJIMAHUC TCPAIIMU HAa KOHUCHTPALUIO JIUIIUA0B, B OTHOIICHUH YBCINYCHHA MACChI TCJIa
TAKUC JAHHBIC OTCYTCTBYIOT. CnenyeT MMPOBOAWUTH KOHTPOJIb KOHICHTpAIWU JIMIIUAOB U I'NTFOKO3bI
KpOBH B COOTBETCTBUHU C YCTAHOBJICHHBIMH PEKOMCHIAALIMUAMMU I1I0 TEPAIIUU BI/II‘I'I/IH(I)CKHI/II/I.
HapymeHI/I;I JIUIIMAHOI'O obMeHa HeO6XOI[I/IMO KOPPEKTUPOBATH B COOTBETCTBUH C KIIMHUYCCKUMU
IMPOSABJICHUSIMMU.

CI/IHZIDOM BOCCTAHOBJICHUA UMMYHUTECTA

Y BUY-uHQUUMPOBAHHBIX NALMEHTOB C TSXKEJIBIM MMMYHOAE(DUIMTOM HAa MOMEHT Hauaia
AHTUPETPOBUPYCHOM TEepanmuy BO3MOXKHO Ppa3BUTHE BOCHAIUTENILHOW peakuuu Ha (¢oHe
0ECCUMITOMHBIX OMIOPTYHUCTHYECKUX WHQPEKINH WM WX OCTATOYHBIX SBJICHHH, YTO MOXKET
CTaTh MPUYMHON CEPHE3HOTO YXY/IIEHUS COCTOSHUS WM yCyryOseHus: cuMrntoMaTuku. OOBIYHO
9TH PEaKLMU BO3HUKAIOT B TEUEHHE NEPBbIX HECKOJIBKHX HEJENb WM MECSLEB IOCie Hayala
aHTUPETPOBUPYCHOM Tepanuu. TUNUYHBIMH NpUMEpaMH SBISIOTCS LIUTOMEIraJOBUPYCHBIN
PETHHUT, TEHEpaJM30BaHHAS W/WIM OdYaroBas WH(EKIHsS, BbI3BAaHHAS MHKOOAKTEPHUSIMH, H
THEBMOHUS, BbI3BaHHas Pneumocystis jirovecii (Takke W3BeCTHa KaK ITHEBMOIMCTHAS
nHeBMoHus, [II1). IlosiBieHue mOOBIX CHUMITOMOB BOCHAJ€HUS TpeOyeT HEMEeAJIEeHHOro
o0cIieZIoBaHus U, IPU HEOOXOTUMOCTH, JICUCHUSI.

AyTouMMyHHbIE 3a00JeBaHus (Takue Kak Ooyie3Hb ['peliBca U ayTOMMMYHHBIN T'€MIaTUT) TaKXKe
HaOromanchk Ha ()OHE BOCCTAHOBIICHHSI MMMYHHTETA, OJHAKO BPEMs NMEPBUYHBIX MPOSBICHUN
BapbUpOBAJIO, U 3a00J€BaHUE MOIJIO BO3HUKATh YepPe3 MHOI'O MECSIIEB MOCie Havyalla Tepanuu u
MHOT'/Ia UIMEJIO aTUITNYHOE TeUYEHHE.

3abosieBaHus TIEYEHH

[Taiuentsl ¢ xpoHHYeckuM TrematutoM B wmim C, mnomydaronme KOMOWHHUPOBAHHYIO
AHTUPETPOBUPYCHYIO TEPANMIO, XaAPAKTEPU3YIOTCS TOBBIILICHHBIM PUCKOM PAa3BUTHUSI TSKENBIX U
MOTEHIIMAIBHO JIETAJbHBIX HEXKENATeIbHBIX pEeaKIUil CcO CTOpOHBI TMeueHu. B  ciyuae
CONYTCTBYIOIIEH MPOTUBOBUPYCHOM Tepanuu renaruta B mim C crenyer Takxke 03HAKOMHUTBCSA C
COOTBETCTBYIOIIMMHU HHCTPYKIIUSMU 10 IPUMEHEHHUIO JTAHHBIX JIEKAPCTBEHHBIX MPENapaToB.

Pe3ynabpTaThl KIMHHYECKUX WCCIEAOBAaHUN M JaHHBIE MOCTPETUCTPALMOHHOTO HAOIIOICHUS
YKa3bIBalOT Ha TO, YTO y HEKOTOPHIX MAIIMEHTOB C COIMYTCTBYIOIIUM XPOHUYECKUM BUPYCHBIM
renatutoMm B (HBV) npum oTMeHe namMuByAMHAa MOTYT BO3HHKATh KIMHUYECKUE WA

nabopaTopHble TPU3HAKK pELUUIUBA TermaTuTa, KOTOpble MOTYT HUMETh Oojee TshKesble
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MOCIIEACTBHS Y TMAI[UEHTOB C JAEKOMIIEHCHPOBAMHbBIM 300 TeBatnen TICUCHIE ']i-(myqa leHbI

penapara y IalueHTOB € COIYTCTBYIOIIMM BHUPYCHBIM IENAaTUTOM B cienyer paccMOTpeTh
BO3MOXXHOCTh TPOBEJCHHS] TMEPHOAMYECKOTO KOHTPONS (YHKIMHM TEUEeHH | MapKepoB
peIuIMKaluy BUpyca remnarura B.

VY NaIueHToB C yXKe CYLIECTBYIOIINUM HapylleHueM (QyHKIUY IE€YeHH, BKIIIOUYasi aKTUBHYIO GOpMy
XPOHMYECKOTO TeMaTHTa, OTMEUYAeTCs YBEJIMYECHUE YaCTOTHl HApyHIICHWH (DYHKIIMHM MEYEHU BO
BpeMsI KOMOMHHUPOBAHHON aHTUPETPOBUPYCHOM Tepanuu. Takne NarueHThl J0JKHBI HAXOIUThCS
1oJ HaOJIOIEHUEM B COOTBETCTBMM CO CTaHAAPTHOM KIMHHYECKOW npakTukoi. Heobxommumo
paccMOTPETh BO3MOKHOCTb IIPUOCTAHOBJICHUS WIN IIPEKPALCHNS JICYECHUS B CIIydae MPOSIBICHUN
yXyALIEHUS 3a00J€BaHUs [IEUEHU Y TaKUX MAllUEHTOB.

OcTeoHekpo3

HecmoTpst Ha TO, YTO 3THOJOIUs JAHHOTO 3a00J€BaHUsA SIBIIAETCS MHOTO(GaKTOPHOHN (BKJIrOYas
IOpUEM TJIIOKOKOPTUKOCTEPOUIOB, YHNOTPEeOJCHUE aJIKOTrOJsl, TSKEIYyI0 HMMYHOCYIPECCHUIO,
BBICOKHMI MHJIEKC MaccChl Teja), Cy4yal OCTEOHEKPO3a Yallle BCEro BCTPEYAIUCh Y MAallMEHTOB Ha
npoaBuHyTOM cragun BUY-uHekumn w/wnm [UIMTENbHO NMPUHAMABIIMX KOMOMHHPOBAHHYIO
aHTUPETPOBUPYCHYIO Tepamnuto. [lanrentam cieayer oOpaTUThCs K Bpady, €CJId OHU UCIIBITHIBAIOT
00J11 ¥ CKOBAaHHOCTb B CyCTaBax MM TPYAHOCTHU NPU JABUKCHUU.

BSaHMOHeﬁCTBﬂe C APpYIUMH JICKAPCTBEHHBIMH CPCACTBAMA

HaMI/IBYI[I/IH HC CJICAYCT NpUHUMATb OJHOBPEMCHHO C ITp€riaparaMu, COACPKAIMNMH JIaMUBYJIHUH
WA SMTPULIUTAOHH.
[TpumeHeHne TaMUBYMHA B KOMOWHAIIUY C KJIAJPUONHOM HE PEKOMEHyeTCsl.

CTU
B kiIMHWYECKUX HCCIEIOBAaHUAX Yy JETeH, MOJydYaBIIUX JIAMUBYJIWH B (opme pacTtBopa s
npreMa BHYTPb OJHOBPEMEHHO C JPYTMMU aHTUPETPOBHUPYCHBIMHU TIpernaparamMu B Qopme
pacTBOpa AJis MpUEMa BHYTPb, 4YaCTOTA CYIPECCHHU BUpPYCa U HKCIO3UIMS JaMUBYMHA B TUIa3Me
KpOoBHU ObLIH HMXXC, a pE3NCTCHTHOCTh BHpPYCa pa3BHUBAJIaCh 4Hallc, Y€M Yy )IeTeI\/'I, IMOJIydaBIINX
npemnaparsl B GopMe TabJIETOK.
[To BO3MOXHOCTH HEOOXOAMMO HCIOJB30BATh PEXHUM AHTHUPETPOBUPYCHOW TepamuH,
BKITIOUAIONUI BCe mpemnapartsl B popme Tabierok. JlamuByauH B ¢opMe pacTBopa Juisl puema
BHYTpb, [pPUMEHSIEMBbIH OJHOBPEMEHHO C COpPOMTON-COAEpKAIMMU JIEKAPCTBEHHBIMU
npenaparamM, CICAYET HNPUMCHATH TOJIBKO B TCX ClIydasdX, KOraa HCBO3MOXKHO IMPHUMCHCHHUC
peXHUMa Tepariy, BKIIOYAIOIIero BCe mpenaparsl B popme TablIeTOK, U KOT/Ia MOJIb3a MPOBEACHUS
JIEYEHUs IPEBBIIIAET BO3MOXKHBIE PUCKH, BKIIIOUasi HU3KUN YPOBEHb cynpeccuu Bupyca. Ciengyer
PaccMOTpPeTh HEOOXOIUMOCTH Oo0Jiee YacToro KOHTPOJs BUpycHOW Harpy3ku BUY-1 mpum

OOIHOBPCMCHHOM INPHUMCEHCHUU JIaMHUBYJIWHA C JJHWATCIBbHO TIIPUMCHACMBIMU COp6I/ITOJ'I'
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4.5. B3amMmojeiicTBHe ¢ JPYrHMH JIEKAPCTBEHHBIMH MpenapartaMu W Jpyrue BH/bI
B3aUMO/IelCTBUS

HccnenoBanust JieKapcTBEHHBIX B3aUMO/ICHCTBUI OBUIH MPOBECHBI TOJIBKO C YUaCTHEM B3POCIIBIX
MAIMECHTOB.

MeTtabonrueckoe B3anMOICHCTBUE TaMUBYIMHA C IPYTUMU MpenapaTaMu MaJOBEPOSTHO B CBSI3U
C €r0 He3HAYUTEIHHBIM META00IM3MOM, OTPAHMYEHHBIM CBS3BIBAHUEM C OCITKaMU TIa3Mbl KPOBU
Y TMIPAKTHYECKH TTOJIHBIM BBIBEICHHEM Yepe3 IIOYKH B HEU3MEHEHHOM BHJIC.

OmHOBpEMEHHOE MpPHMEHEHHE KOMOWHAIIMKA TPUMETONPUM + CyiIb(pamMeToKca3ol B 03¢
160 mr + 800 Mr (KO-TpIMOKCa30J1) MPUBOJUT K OBBIIICHHUIO SKCITO3UINH JIaMuBy1uHa Ha 40 %,
9TO OOYCJIOBJICHO HAJIMYUEM TPHUMETONPUMA; HAIUYHE CYIb(paMEeTOKca3ojla HE OKa3bIBaeT
BJIMSIHAC HAa ()apMaKOKUHETUKY JIaMUBYIHHA. OHAKO, 332 UCKIIFOUCHUEM TAalMEHTOB C TOYCUHOU
HEJIOCTaTOYHOCThIO, KOPPEKIUs J03bl JIAMUBYJIUHA HE TpeOyercs. JlaMMBYAMH HE OKa3bIBacT
BIUSHUE Ha (PapMaKOKHMHETUKY TPHUMETONpHMa WIH CyibpameTokcasona. B ciydae, xorma
OJIHOBPEMEHHOE TMPHUMEHECHHE KO-TPHUMOKCA30Jia SIBIISICTCS ONMPABIAHHBIM, TAIMCHTHI JOJKHBI
HAXOJUTHCS TOJ KIMHUYECKUM HabOmogeHueMm. Cienyer u30erarb COBMECTHOTO MPUMEHEHUS
JAMUBYJIMHA C KO-TPUMOKCA30JIOM B BBICOKMX J[03aX JIJISl JICYCHUS TTHEBMOHHH, BBI3BAHHOMW
Pneumocystis jirovecii, u Tokcoruiazmosa.

CrnenyeT y4uThIBaTh BO3MOXKHOCTH B3aMMOJICHCTBHS JAMHBYJIUHA C JPYTHMH OJHOBPEMEHHO
MPUMEHSIEMBIMU JICKaPCTBEHHBIMH TIpernapaTamMu, B OCOOEHHOCTH C TEMH, Y KOTOPHIX OCHOBHBIM
MEXaHM3MOM BBIBEJICHUS SBJISICTCS aKTHUBHAS KaHAIbIIEBas CEKPEILHs Yepe3 CUCTeMY TpaHCIopTa
OpPraHWYECKHX KATHOHOB (Hampumep, TpuUMeTonpuMm). J[lpyrue eHCTBYIOIIME BeEMIECTBa
(HampuMmep, PaHUTHAWH, ITUMETHIWH) JIMIIb YAaCTHYHO BBIBOJATCS C IOMOINBIO YKa3aHHOTO
MEXaHM3Ma U HE€ B3aHMOJCHCTBYIOT C JIaMUBYAUHOM. AHAJIOTH HYKJICO3UAOB (HampuMep,
TUIaHO3WH, 3UI0BY/IMH) HE BBIBOJSATCS MMOCPEICTBOM JAHHOTO MEXaHU3Ma, U UX B3aUMO/ICHCTBHE
C JIAMUBYJWHOM MaJIOBEPOSITHO.

[Tpr OTHOBPEMEHHOM TPUMEHEHUH JIAMUBYJIMHA M 3HWJIOBYJIWHA HAOIIOTACTCSl YMEpeHHOe (Ha
28 %) yBenmuuenue Cmax 3UJOBY/IMHA B TUIa3Me KPOBHU, TpU 3ToM obOmas 3kcrnosuius (AUC)
CYIIIECTBEHHO HE U3MEHsETCs. 3UOBYANH HE BIUSET Ha (PapMaKOKUHETUKY JTAMUBYIHHA.
JlaMuBYIMH HE ClIeyeT MPUHUMATh OJJHOBPEMEHHO C JIPYTMMH aHAJIOTaMU ITUTHINHA, TAKUMU
KaK SMTPHUIIUTAOWH, B CBS3H C €r0 CXOJICTBOM C JJaHHBIMHU Ipenaparamu. Kpome Toro, mpenapar
HE ClIeyeT MPUHUMATh C JIFOOBIMH APYTUMHU JIEKAPCTBEHHBIMH TIperaparaMu, COACp KaluMU
JTaMHUBYTUH.

In vitro nmamMuBYIMH HHTHOMpYET BHYTPHKIETOYHOE (GoCchHOpHIMPOBaHUE KIaApUOMHA, YTO

00yclaBiIMBaeT TIMOTEHIUAIBHBIH pPHUCK moTepu A(OPEKTUBHOCTH KIaApuOMHA B Ciydae
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MOJTBEPKIAI0T BO3MOXKHOCTH B3aUMOJICHCTBUS MEXK/1Y JTAMUBYIMHOM U KiaapuouHoM. [TosTomy
OJTHOBPEMEHHOE MTPUMEHEHHE JIAMUBYIMHA U KJIapUOMHA HE PEKOMEHI0BAHO.

[Huroxpom CYP3A He BOBJICUYCH B MeTaOONM3M JIAMHBYJIMHA, TOSTOMY B3aMMOJICHCTBUE C
JIEKapCTBEHHBIMU TpernaparaMu, KOTOpble METa0OoJM3UPYIOTCS 3TOM cucTeMoil (Hampumep, ¢
MHIMOUTOpaMU NMPOTEA3bl), MAJOBEPOSITHO.

OnHoBpeMeHHOE MpUMEHeHue pacTtBopa copourona (3,2 1, 10,2 1, 13,4 1) ¢ 0OJHOKpATHOU 10301
namuByauHa 300 Mr B popMe pacTBopa Ui IpreMa BHYTPb Y B3POCIBIX 3J0POBBIX JOOPOBOJIBLIEB
MPUBOJUIIO K T0303aBUCUMOMY CHIKEHHIO 3kcno3unuu Jiamupyauna (AUCy) Ha 14 %, 32 % u
36 % u Cmax mamuBynuHa Ha 28 %, 52 % u 55 %. Ilo BO3MOXHOCTH ciieqyeT u30erarb
OJIHOBPEMEHHOI'O IPUMEHEHMsI JIaMUBYAMHA M COpPOMTONI-COAEpKAILMX IpernapaToB, JUOO
CIIelyeT pacCMOTPETh BO3MOXKHOCTH 0OJiee 4acToro KOHTpOJs BUpycHOW Harpy3ku BHUY-1 B
CIIy4asiX, KOI/Ia HEBO3MOXHO H30€XKaTh JUIUTENbHOTO OJAHOBPEMEHHOIO MPUMEHEHHS ATHX
IIpernapaToB.

4.6. ®epTHIBHOCTD, 0EPEMEHHOCTDb U JAKTALMS

bepemeHHOCTD

Kak npaBusio, npu OpuHATHN pelieHus 00 NCIOJIb30BaHUN aHTUPETPOBUPYCHBIX MPEnapaToB AJs
neuyenuss BUY-undpexkunn y OepeMeHHBIX JKEHIIMH M, KaK CJIEJCTBHE, NIl CHIKEHHUS pHUCKa
BepTUKanbHOM nepenaun BUY-uHpekunn HOBOPOXKIEHHOMY ClEIyeT YYHUTHIBaTh JaHHbIE
UCCIIEIOBaHUM Ha KUBOTHBIX, & TAK)KE KIMHUYECKUN ONBIT IPUMEHEHHs Y O€pEeMEHHBIX KEHIIUH.
HccnenoBanusi Mo NPUMEHEHUIO JIAMUBYJIMHA Yy J>KMBOTHBIX IIOKa3aly YyBEJIWYEHUE paHHEH
AMOPHOHAIILHOM CMEPTHOCTH Y KPOJIMKOB, OJTHAKO Y KPbIC TaHHBINA 3P peKT He Habmoaancs. bouio
YCTaHOBJIEHO, YTO Y YEJIOBEKa BO3MOJKHA NIepejaua JaMUBY/IMHA Yepe3 IIIALEHTY.

VY GepeMeHHBIX JKEHIIMH, MOJy4aBIINuX JaMUBYuH, 6oxee 1000 ncxomoB 6epeMeHHOCTH TOCIe
OpUMEHEeHHs BO BpeMs mnepBoro Tpumectpa u 6Oonee 1000 mcxonoB OGepeMEHHOCTH IOCIe
IPUMEHEHHUS BO BpeMsl BTOPOTO U TPEThEro TPUMECTpa JAEMOHCTPUPYIOT OTCYTCTBHE
Manb(QOpMaTUBHOTO U (EeTaIbHOTO/HEOHATAIBHOIO BO37eicTBUs. JlekapcTBEHHBIN MpemnapaT
MOXKHO TpPUHMMAaTh BO BpeMs OEpeMEHHOCTH B cllyyae KIMHMYeckod HeoOxoaumoctu. Ha
OCHOBAHMH JIOCTYITHBIX JAHHBIX MOKHO CJIEJIaTh BBIBOJ] O TOM, YTO MPU IPUMEHEHUH JJAMUBYAMHA
y 4eJI0BeKa PUCK BPOXKACHHBIX MaTOJIOTUN MaJIOBEPOSTEH.

Jns BUY-uHOUUIMPOBAaHHBIX KEHIIMH C KO-MHQEKLIHeH BHUPYCOM TE€NaTuTa, MOJy4arolux
TEpanuio JIAMUBYIMHOM, B ClIy4ae HAcTyIUJICHHs OEpeMEHHOCTH CIIeAYeT YYUThIBATh
BO3MO>KHOCTb PELUMBA I€NaTUTA [10CIIE€ IPEKPALEHUS IPUMEHEHUS JTAMUBYIMHA.
Mumoxonopuanvras ouchynkyus

B uccnemoBanusx in Vvitro u in vVivo ObLIO IPOJAEMOHCTPUPOBAHO, YTO aHAJIOTH HYKJICO3HMIOB U
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3apEruCTPUPOBAHBI COOOIICHHSI O MUTOXOHIPHUAILHON AUC)YHKIIUU Y JIeTeH, MOIBEepPraBIINXCs
BO3/ICHCTBUIO aHAJIOTOB HYKJICO3UIOB BHYTPHYTPOOHO W/WIIH B TIOCIEPOOBOM MEPHUOIE.
Jlakranus

[Tocne mpuema BHYTPh JaMHUBYIWH BBIJCNAETCS B TPYIHOE MOJOKO B KOHLEHTPALUAX,
AQHAJIOTUYHBIX KOHIIEHTPALUAM, 0OHApY>KEHHBIM B CBIBOPOTKE KpoBHU. Ha 0CHOBaHMM pe3yJIbTaToOB
uccnenoBanus Oonee 200 map «maTh/pebeHOK», mHoiydaBmux Tepanuio BUY-undexium,
KOHIIEHTpalusi JIaMUBYAMHA B CBIBOPOTKE KpPOBH JIeTel, HAXOIAIIMXCA Ha TPYIHOM
BCKapMJIMBaHUM y MaTepel, noiydaBmux tepanuio BUY-undexkuun, oyensr Huzka (< 4 % or
KOHLEHTPAllUU B CHIBOPOTKE KPOBU MAaTEpH) U MOCTEIIEHHO YMEHbBILAETCS JI0 HEONPEIENIIEMOTo
YPOBHSI IIPU TIOCTH>KCHUH TPYAHBIMU ACThMU 24-HeneTbHOr0 Bo3pacTa. JlaHHbie 1o 6€301acHOCTH
MPUMEHEHHUS IAMUBYIMHA Y IETeH MIIaJIIie Tpex MecsieB OTCyTcTBYIOT. BUU-unduumrpoBaHHbIM
JKEHIIIMHAM HU TPH KakuX OOCTOATENbCTBAX HE PEKOMEHIYeTCs MPOBOIUTH TI'PYIHOE
BCKapmJInBaHue BO n3bexanue nepenaun BUY pebenky.

DdepTUabHOCTD

Pe3ynbrathl uccienoBaHuii Ha )KUBOTHBIX MOKA3aJIM, YTO JIAMUBYAWH HE OKa3bIBAeT BIUSHUE HA
(bepTUIBHOCTD.

4.7. Biausinde Ha CNOCOOHOCTH YNPABJSATH TPAHCHOPTHBIMHM CPeACTBAMHU H PpadoTaTh ¢
MeXaHu3MaMHu

CreuuanbHble WCCIENOBAaHHUS MO WM3YYCHHIO BIUSHUS CPEICTBA HA CIOCOOHOCTH YIPABISTH
ABTOMOOMIIEM U IBIKYIIIUMUCS MEXaHU3MaMHU HE MPOBOIMINCH. YUNTHIBas (papmakonoruyeckue
CBOMCTBA JJaMUBY/JIMHA, TAKOE BIUSHUE MAJIOBEPOSITHO. TeM He MEHee, MPHU OIIEHKE CIIOCOOHOCTH
MalMeHTa YIPaBIsTh aBTOMOOMIIEM/MEXaHU3MaMH1 CJIETyeT MPUHUMATh BO BHUMAaHHE €T0 00111ee
COCTOSIHHE, a TAK)KE XapaKTep HEXeJlaTeIbHbIX PeaKlUi JaMUBYUHA.

4.8. HexxesnaTesibHbIC peaKIUU

Pe3roMe HexennaTeabHbIX PEAKIIUUI

OnucaHHbIe B 3TOM pa3Jielie HexellaTelbHble PeaKuu OTMeYanuch npu geuennn BUY-undexunn
JTAMHUBYJIUHOM.

HexenarenbHple peakuy NPEICTaBIEHbl B COOTBETCTBUU C IOPAKEHUEM OPraHOB U CHCTEM
OpraHOB B TIOCJIEIOBAaTEJIbHOCTH MEIUIIMHCKOTO CcJoBaps /s HOPMaTHBHO-IIPaBOBOM
nestenbHocTH  (MedDRA). Yactora BO3HUKHOBEHHS ONpENENsAiach B COOTBETCTBHHM CO
CIEYIOIUMHU KaTeropusiMu: o4eHb dacto (>1/10), wacto (>1/100, no <1/10), mHeuacto (>1/1000,

HO <1/100), penko (>1/10000, Ho <1/1000), ouens peaxo (<1/10000).
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Hapywenus co cmoponsi kposu u numgamuueckotl cucnbhrbr: Hetherd ™,

(uHOTHA B TSKENOW (opme), TPOMOOLMTOINEHHS; OUYEHb PEOKO — HCTUHHAs IPUTPOLUTAPHAS
ariasusi.

Hapywenus memabonuzma u numanus: 4acTo — TUNIEPIAKTaTEMUS; OUYEHb PEAKO — JIAKTOAUI03.
Hapywenus co cmopoHuvl HepaHOU cucmembl’: 4acTO — TOJIOBHAs 00J1b, OECCOHHUIIA; OYCHb PEAKO
— nepudepudeckas HeMpomnaTHs, B TOM YHCIIE TapeCTEe3HH.

Hapywenusa co cmoponvl ObixamenvHoU cucmemvl, 0p2ano8 cpYOHOU KIemKU U CPedoCmeHUs .
4acTo — KallleJlb, Ha3aJIbHbIe CUMITOMBI.

Kenyoouno-kuuieunvie HapyuieHus: 4acTO — TOUIHOTA, PBOTa, OOJb WJIM CIA3Mbl B KUBOTE,
Japesi; peIKo — MaHKPEaTHT, TIOBBIIIEHHE aKTUBHOCTH CHIBOPOTOYHON aMHJIa3bl.

Hapywenus co cmoponvl neuenu u ocenuesvloOsAWuUX nymeti: HEYACTO — TPAH3UTOPHOE
MOBBIIICHHE AaKTUBHOCTU TIEYEHOYHBIX (epMEeHTOB anaHuHamuHOTpaHcdepassl (AJIT),
acnapratamuHoTpancdepassl (ACT); penko — renaTur.

Hapywenus co cmoponbl Kodxcu u noOKONCHbIX MKAHel: 4acTO — ChIlb, aJONENHs; PEAKo —
AHIMOHEBPOTUYECKHUM OTEK.

Hapywenus co cmoponvl mvluieunou, ckelemuoll u coeOUHUmMeNbHOU MKAHU: 4acTO — apTPaITHs,
MBIILIEYHbIE HAPYIICHUS; PEIKO — pabIOMHOIH3.

Obwue napywenus u peakyuu 6 mecme 66e0eHus. 4acT0 — TyBCTBO YCTaJOCTH, HEJOMOTAaHHE,
JMXOpaJIKa.

Omnucanyre OTACNbHBIX HeXKENaTSAbHBIX PeaKIIUN

3aperucTpupoBaHbl  Cllydal pa3BUTHS OCTEOHEKPO3a, B YAaCTHOCTH, Yy MAlUEHTOB C
oOuienpru3HaHHbBIMU (aKTOpaMu pHUCKa, Ha HpoABUHYTOM cragum BUYU-undexunn wam npu
JUIUTETbHOW KOMOWHHUPOBAHHON aHTUPETPOBUPYCHOM Tepanuu. YacToTa BCTpeuaeMOCTH 3TOTO
SBJICHUS] HEU3BECTHA.
Bo Bpemsi mpoBeneHUsI aHTUPETPOBUPYCHOW TEpalMM MOXKET OTMEYAThbCs YBEJIMUYEHHE MAacChl
TeNa, a TAK)Ke MOBBIILIEHNE KOHIIEHTPAIMH [JIFOKO3bI U JINMIH0B B KPOBU.
Y BUY-uHQUIMPOBAHHBIX MAalMEHTOB C TSKEIbIM HUMMYHOAC(PHUIIMTOM Ha MOMEHT Hadaja
KOMOWHUPOBAaHHOM aHTUPETPOBUPYCHOM Tepany BO3MOKHO pa3BUTHE BOCTIAIUTEIbHOM peaKkIiu
Ha (poHEe OECCUMITOMHBIX OMMOPTYHUCTUUYECKUX UH(EKIUI U UX OCTATOYHBIX SBJICHHMH.
AyTouMMyHHbIE 3a00JieBaHus (Takue Kak Ooyie3Hb ['peliBca M ayTOMMMYHHBIN T'€MIaTUT) TaKKe
HaO0JI0JaTMCh Ha ()OHE BOCCTAHOBJIECHUS UMMYHHUTETA, OJTHAKO BPEMs MEPBUUHBIX MPOSBICHUN
BapbUPOBAJIO U 3a00JI€BaHKE MOTJIO BOSHUKATh Y€pe3 MHOTO MECSIIEB MOCTIe Havyaja Teparuy.
eTH
669 nereii B Bo3pacte oT 3 mecsieB 10 17 ner, nuHpumupoBanasix BUY-1, koTopeie momydanu

abakaBup M JIAMUBYAMH OJUH WIM JIBa pa3a B CYTKH, MPUHMMAJIU y4acTHE B HCCIIEAOBAHUU

10
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WM ABa pasa B CYTKH, HC ObUIM BBISBJICHBI JOIIOJIHUTCIIbHBIC HpO6JICMBI, CBA3aHHBIC C
6G3OHaCHOCTbIO, 10 CPpaBHCHUIO CO B3POCIIBIMHU.

COO6H.I€HI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIbHBIX PECAKIINAX

BaxxHo co001aTh 0 0103peBaeMbIX HEXKeNaTeIbHBIX PEAKIUAX OCIIE PErUCTPalMY IIpernapara ¢
[ENbI0  O0CCIeUeHUs] HEMPEPHIBHOTO MOHUTOPUHTA COOTHOIICHHUS «IOJb3a — PHUCK»
JICKapCTBEHHOTO Tpernapara. MeIuIMHCKUM pa0OTHUKAM PEKOMEHIYeTCs COOOMaTh O JIFOOBIX
M0JI03PEBACMbBIX HEXKENATEIbHBIX PEaKIUIX JICKAPCTBEHHOrO Ipernapara uyepe3 HalMOHAIbHbIE
CUCTEMBbl COOOILEHUS O HEXKeJaTeNbHbIX pPEeaKIUsiX ToCyAapcTB — ujieHOB EBpasuiickoro
SKOHOMHUYECKOT0 COI03a.

Poccuiickas ®@eoepayus

®enepalnbHas ciryx0a Mo Haa30py B cdepe 3npaBooxpanenus (Pocsnpasnanzop)

109012, r. Mocksa, CnaBsiHCcKas 1iomans, 1. 4, ctp. 1

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

E-mail: pharm@roszdravnadzor.gov.ru

Wurepuer-caiit: https://roszdravnadzor.gov.ru

4.9. llepeno3upoBka

CuMIITOMBI

Kakue-nmnbo crnenuduyeckne NpU3HAKA WM CHUMITOMBI TEPEAO3UPOBKH JIAMUBYIAMHOM HE
BBISIBJIEHBI, 32 UCKIIFOUEHHUEM T€X, KOTOPBIE MEPEUNCIIEHBI B KAUECTBE HEXKENATENbHBIX PEaKIUH.
Jleuenue

B cayuae nmepeno3upoBKkH ciieyeT KOHTPOJIMPOBATH COCTOSHUE TMAIlUEHTa U TI0 HEOOXOIUMOCTH
MPOBOJIUTh CTAHJIAPTHYIO TMOICPKUBAIOIIYIO Tepanuio. [10CKONbKY JIaMUBYIUH BBIBOJUTCS W3
OpraHu3ma C I[OMOIIBI Juanu3a, Ui JICYEHHsS NEPEeIO3HMPOBKHM BO3MOXKHO MPUMEHEHUE

HCIIPEPBIBHOT'O reMOInajin3a, OJHAKO CIICIIUAJIBHBIC NCCICAOBAHUA HC IPOBOANIINCE.

5. DPAPMAKOJIOTHYECKUE CBOMCTBA

5.1. ®apmakoauHAMHYeCKHe CBOIiCTBA

dapmakoTepaneBTHUECKasi TIpyIa: MPOTUBOBUPYCHBIE CPEICTBA CHCTEMHOIO JI€HCTBHUSA;
IPOTHBOBUPYCHBIE CPECTBA MPSMOTO JICHCTBHSI; HYKJICO3UIHBIC U HYKJICOTHIHbIE HHTUOUTOPHI
00paTHOM TPaHCKPUNITA3HI.

Kon ATX: JOSAFO0S.

Mexanuszm geiicTBus

JlaMuByIMH — aHaNOr HYKJIEO3WJIOB, OO0JAaNalONIMii aKTUBHOCTHIO B OTHOIIECHWUU BHUpPYCa

ummyHoaeduiuta yenoBeka (BIY) u Bupyca rematuta B (HBV). JlamuByaun moasepraercs

11
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5’-tpudocdara. OCHOBHON MEXaHHU3M €ro JeHCTBUS — OJIOKUPOBAHUE CUHTE3a IIETH B MIPOIECCEe
oOparHoii Tpanckpunimu BHY. Tpudochar obnamaer cenekTUBHOW HHTHOMpYrOIIEH
AKTUBHOCTBHIO B OTHOIIeHHH peruukaimu BUY-1 u BUY-2 in vitro, a Takke aKTHBHOCTBIO B
OTHOIICHUU PE3UCTEHTHBIX K 3UAOBYAMHY KiuHU4Yeckux wuzonaroB BUY. He nabmtonanuck
aHTaroHucTryeckue 3(¢GexTr iN VItro mpu 0 JHOBPEMEHHOM IPUMEHEHUH JIAMUBYIUHA U APYTHX
AHTHPETPOBUPYCHBIX IIPENApaTOB (MCCIIEeJOBaHHBIC BELeCTBA: a0aKkaBUp, IUJaHO3WH, HEBUPAIH
Y 3UJIOBY/IHH).

Pe3ucTeHTHOCTE

Pesucrentnocts BUY-1 k namuBynuHy o0ycioBiieHa 3aMeHOH aMUHOKUCIOTH M 184V BOIM3u
aKTUBHOIO IIEHTpa BHUpPYCHOM oOpatHoil TpaHckpunrtassl (OT). [laHHblii BapuaHT MyTaluu
BCTPEYACTCs KaK B YCIOBUX IN Vitro, tak u y uHduumpoBanHbix BUY-1 nanueHToB, Noxy4aBumnx
AHTUPETPOBUPYCHYIO TEPAINIO, BKIIOYAIOILYI0 JaMuByIuH. [Ipu myranuu M 184V 3nauntensHo
CHU)KAETCS YYBCTBUTEJIBHOCTh K JIAMMBYAMHY M YMEHBIIAETCS CIOCOOHOCTh BHpYyca K
perutukau N Vitro. B ucciaemoBanusx in VItr0 ObLJIO yCTAHOBJCHO, YTO PE3MCTEHTHBIC K
3UJIOBYJMHY M30JIThl BUPYCa MOI'YT CTAHOBUTBCS UyBCTBUTEIBHBIMU K €r0 JCHCTBHIO, €CIIU Y
9TUX M30JIATOB OJHOBPEMEHHO pPa3BHUBAETCA PE3UCTEHTHOCTh K JamMuByauHy. OIHaKo
KJIIMHUYECKOE 3HaYEHHE STUX JAaHHBIX JI0 HACTOSIIErO0 BpEMEHHU HE OIPEEIICHO.

Jauuble in Vitro, kak mpaBuiIo, YKa3bIBAIOT HA TO, YTO MPOIODKEHHE IPUMEHECHUS JIAMUBY/THHA B
COCTaBE€ AaHTUPETPOBUPYCHOHM Tepanuu, HECMOTps Ha pasButue Myrtanuun MI184V, moxer
IPUBECTH K MOSBICHUIO OCTATOYHON aHTHUPETPOBUPYCHOW aKTUBHOCTHU (BEPOSITHO, B pe3yJIbTaTe
YXYALIEHUS PEIUIMKaTUBHON criocoOHOCTH BUpyca). KinnHnueckas 3Ha4MMOCTb 3THX Pe3y/IbTaToOB
HE yCTaHOBJEHA. B NeHCTBUTENBHOCTH, TOCTYIIHBIE KIMHUYECKHUE JJaHHbIE OYEHb OTPaHUUYEHBl U
HE TO3BOJISIOT CleNaTh OJHO3HAUHBIA BBIBOJ B 3TOH oOmactu. B mrobom ciydae, Hauano
IPUMEHEHHS HYKJICO3UIHBIX HHTHOUTOpOB 00paTHOH TpanckpunTasbl (HUOT), k koTopeiM BUpyC
BCE €llleé YYBCTBUTEJIECH, BCEr/a JOHKHO ObITh OoJiee MPeNrOoYTUTENbHBIM, YeEM MPOJ0JIKEHUE
Tepanuu JaMuBYIUHOM. Takum oOpa3om, MPOJIOJDKEHHE Tepanuy JaMUBYAUHOM, HECMOTpPS Ha
nosiBiieHne myranuun M184V, cinepyer paccMarpuBaTh TOJIBKO B ClIy4dae OTCYTCTBHSI APYTHUX
aktuBHbIX HUOT.

Mytammus OT MI184V npuBoauT K pa3BUTHIO TEPEKPECTHOM PE3UCTEHTHOCTH TOJBKO K
AHTUPETPOBUPYCHBIM MpenaparaM Kiacca HyKJIC€O3UAHBIX UHTUOUTOPOB. 3UOBYIUH U CTaBYAHH
COXPAHSIIOT aHTUPETPOBUPYCHYIO aKTUBHOCTH B OTHOLIEHUH mTaMMOB BUY-1, pe3sucTeHTHBIX K
JaMUBYIUHY. AGaKkaBUp COXpaHsIET aHTUPETPOBHUPYCHYIO aKTUBHOCTh B OTHOIIEHUH IITaMMOB
BUY-1, pe3uCTeHTHBIX K JaMUBYAMHY M 00Jagaromux Toubko Mytarueir M184V. lltammer ¢

mytauueit OT M184V neMOoHCTpUpPYIOT MeHee 4eM 4-KpaTHOE€ CHUKEHHE YYBCTBUTEIIHBHOCTH K

12



COOTBETCTBYET 2KCMNEPTHOMY OTYETY
oT 12.12.2024 N2 27531

JTUAHO3WHY; KIIMHMYECKOE 3HAYCHUE ITUX SBIICHUU Heh g'ét‘rlﬁ)] gETIIEIJI_J:IHESI;CTEHTéH tbeTh

In Vitro He OBUTM CTaHAAapPTU30BAHBI, U UX PE3yJIbTAaThl MOTYT BapbUPOBATh B 3aBUCUMOCTH OT
METO/I0JIOTUYECKUX (PaKTOPOB.

In vitro JamMuByIMH OKa3biBaeT Cllab0€ HUTOTOKCHYECKOE JeHCcTBHE Ha JIUM(OIUTHI
nepudepruyeckoil KpoBU, Ha yCTONYMBBIC JIUM(OLUUTAPHBIE U MOHOLIUTAPHO-MakpodaraibHbie
KJIETOYHBIE JIMHUU U PSJT KJIETOK-IIPEAILIECTBEHHUKOB KOCTHOT'O MO3Ta.

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

AOGcopbuus

JlaMMBYIMH XOpOIIO BCAChIBAETCS M3 JKEIYJOYHO-KUIIEYHOTO TpakKTa, OMOIOCTYIMHOCTH
JAMUBY/IMHA Y B3POCIBIX IMMOCIE MpUeMa BHYTPh 00bIYHO cocTaBisieT 80—85 %. [locne mpuema
BHYTph cpefHee BpeMs (tmax) AOCTHIKEHHS MaKCUMaJbHOM KOHLIEHTPALMM JIaMUBYAHHA B
ceiBOpoTKe KpoBH (Cmax) coctaBiseT okojo 1 4. Ha ocHOBaHWMM [aHHBIX, IMOJYYECHHBIX B
HCCJIETOBAHHUH C YUYACTHEM 3/I0POBBIX TOOPOBOJIBIIEB, IPU MpUEME TeparneBTHUECKOM 10351 150 Mr
nBa pasza B cytku cpenss (KB — ko dunment Bapuanym) paBHoOBecHast KOHIEHTPAUS Cmax
Cmin JaMuUByIMHA B TUia3Me KpoBH coctaBiseT 1,2 Mxr/miu (24 %) u 0,09 mxr/mun (27 %),
cootBerctBeHHO. Cpennsis (KB) AUC (mmomanp mnox  ¢apMakOKMHETUYECKOM KpPUBOMH
«KOHIICHTpAIMsI-BpeMs») B HHTEepBaje MeXy npuemMamu 12 4 cocrasinset 4,7 mxrxu/mi (18 %).
[Tpu TepaneBTuueckoii 1o3e 300 mr onuH pa3 B cyTtku cpeansist (KB) paBHOBecHas KOHIEHTpaLus
Cmax, Cmin 1 AUC B mHTepBaie Mexay npuemamu 24 4 cocraBisior 2,0 mir/miu (26 %),
0,04 mxr/ma (34 %) u 8,9 Mxrxu/mi (21 %), COOTBETCTBEHHO.

[Ipuem laMUBYIHHA BMECTE C MHUIIEH BBI3BIBACT YBEIUUYCHHUE tmax U CHIDKCHUE Cmax (Ha 47 %),
OJIHAKO HE BJIMAET Ha OOIyl0 CTeneHb abcopOuuu (pacCUMTaHHYI0 Ha OCHOBAaHUU BEJIMYMHBI
AUC).

He oxupaercs, 4To nmpreM HU3MeNbYeHHBIX TaOJETOK C HEOOJIBIINM KOJMYECTBOM MOITYTBEpAOH
MUIIA UK JKUJKOCTH TOBJIHSET Ha (DapMaKOJIOTHYECKUE CBOMCTBRA Mpenapara , CJIe10BaTeIbHO,
Ha  KIMHWYECKUH  3¢¢dekT. DTOT BBIBOA OCHOBAaH Ha  (UBHUKO-XUMUYECKUX U
(hapMaKOKMHETHYECKUX JAHHBIX NPU YCIOBUH, UTO MAIIMEHT U3MENIbYaeT U CMEIINBAET ¢ MULIeH
win KuAKocTbio 100 % TabneTku, U IpUHUMAET He3aMeJIUTENbHO.

CoBMecTHOE IPUMEHEHHUE 3UAOBYIMHA MPUBOAUT K YBEJIWUYEHHUIO 3KCIO3MIMU 3UJOBYAMHA Ha
13 % u yBenMueHNIO MaKCUMAIIbHOW KOHIICHTPAIUU B TUIa3Me KpoBH Ha 28 %. DTo siBIeHHE HE
CUMTAETCSl 3HAUUMBIM JIsl 6€30IIaCHOCTH MallMEHTOB U, CIIE0BaTEIbHO, HE TPEOYeT KOPPEKIIUU
7103.

Pacrnpenenenue

[To nmaHHBIM KIMHUYECKUX HCCICIOBAaHUN TpU BHYTPUBEHHOM BBEIACHUU CpPEIHUN OO0BEM

pacmpeneneHus JaMuByIuHa coctapiser 1,3 /kr. CpeaHuil CUCTEMHBIN KIMPEHC JTaMUBYIUHA
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KIIMPEHC Yepe3 CUCTEMY TPAHCIOPTa OpraHndecKux KaTuoHoB (Oonee 70 %).

JlaMUBYZIMH TIpOSIBISIET JUHEHHYIO (papMaKOKMHETUKY IpU NMPUMEHEHHH B TEpareBTUYECKOM
IUarna3oHe J03 U HU3KYI0 CTENeHb CBS3BbIBAHHSA C OCHOBHBIM O€JIKOM IIa3Mbl KPOBU —
anbOymuHoM (<16-36 % MmO cCpaBHEHHIO C CHIBOPOTOYHBIM QJIbOYMHHOM B HCCIEIOBAaHUAX
in vitro).

OrpaHuyeHHbIE JaHHBIC YKAa3bIBAIOT HA TO, YTO JIAMUBYIMH MPOHUKAET B LIEHTPAIBbHYIO HEPBHYIO
cucreMy (HHC) u cnuaHOMO3roByr )uakocte (CMIK). Uepes 2—4 4 mocie mepopajbHOTO
preMa COOTHONICHHE KOHLEeHTpaluu JiaMuByauHa B CMJK u CbhIBOPOTKE KPOBU B CpEIHEM
cocrapisuio npubnusutensHo 0,12, VcTuHHas cTeneHb NPOHUKHOBEHHS, a TaKXKE CBA3b C
KIMHUYECKOH 3(pPEKTUBHOCTHIO HEM3BECTHBI.

BI/IOTDaHCd)ODMaHI/IH

[Tepuon mosyBbIBEACHUS JIAMUBYJMHA M3 IJIa3Mbl KPOBHU IIOCJE IPHEMa BHYTPb COCTAaBIISET
18-19 4, a s ero aKTUBHOH (POPMBI — BHYTPUKIIETOYHOTO JJaMUBYIMHA TpUpochaTa — KOHSUHBIH
NIEpUO/T TTOJTYBBIBEICHUS U3 KJIETOK cocTaBisieT 16—19 4. CoriacHO JaHHBIM, MOIy4YeHHBIM y 60
B3pOCJBIX 370POBBIX JOOPOBOJBIEB, (apMaKOKMHETUYECKHUE IapaMeTpbl JIaMUBYIUHA B
PaBHOBECHOM COCTOSIHUM IIpu IpueMe B f03e 300 Mr oiuH pa3 B CYTKU SKBUBAJIEHTHBI TAKOBBIM
npu npueme B o3e 150 mr aBa pasza B cytku B oTHOmEHHH AUC24 1 Crax UTsI BHYTPHKJIETOYHOTO
JaMuByAuHA Tpudocdara.

JlaMHMBYZIMH NPEUMYIIECTBEHHO BBIBOJUTCS B HEM3MEHHOM BHJE MOuYKaMH. Mertabonndeckue
B3aMMOJEMCTBHS JIAMUBYMHA C IPYTMMH JIEKAPCTBEHHBIMU IIpeNapaTaMi MaJIOBEPOSTHBI BBULY
HE3HAYUTENILHOTO MeTabonu3Ma B nieueHn (5—10 %) u HU3KOI CTENEeHU CBSA3BIBAHUS C OelIKaMu
IJ1a3Mbl KPOBH.

OIUMUHAIMA

B nccnenoBanusx ¢ yyacTueM MalMeHTOB € MOYEYHOM HE0CTaTOYHOCTHIO OBLIO MOKAa3aHO, YTO
HapylleHne (QYHKIMM TMOYeK BIMSIET Ha BHIBEJACHHME JIaMUBYAMHA. PeKOMEHIyeMbIH pexUM
JIO3UPOBAHUS /7S MALIMEHTOB C KIMPEHCOM KpeaTuHHHa MeHee 50 MIJI/MUH NPHUBENIEH B pasfele
4.2.

B3aumoneiictBue ¢ TpPUMETONPUMOM — KOMIIOHEHTOM KO-TPUMOKCA30jla — IPUBOAMT K
MOBBILICHHUIO FKCIIO3UIIMH JaMuBYyIuHA Ha 40 % pu NpUMeHEeHNH B TepaneBTHUECKUX J03ax. Tem
HE MEHee, 3a MCKIIOYEHHEM MalMEeHTOB C MOYE€YHOW HEJIOCTAaTOYHOCTHIO, KOPPEKIUS JT03bl HE
Tpebyetcs. CrneayeT TIIATENbHO OLEHMBATH BO3MOXHOCTh OJAHOBPEMEHHOI'O MPUMEHEHHUs KO-
TPUMOKCAa30J1a C JaAMUBYIUHOM Y MALIMEHTOB C IOYEYHOW HEJOCTATOUHOCTHIO.

IToueunast HeJOCTATOYHOCTE

VY narueHToB ¢ HapyIIeHueM QYHKITUHU IOYeK KOHIIEHTPAIKs TJaMUBYJiHA B m1a3me kposu (AUC)
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MOBBIIIEHA BCJIEACTBUE CHWXEHHOIO KIHUpEHda. TaKI/fll/—II -661;5%1;1% Eha[\grglkﬁm - T-Itnﬁ]gejiimM

KpeaTHHUHA MeHee 50 MII/MUH He00X0JMMO YMEHbBIIIEHUE 103bI IAMUBYIHHA.

IIeueHouHas HEAOCTATOYHOCTD

JlaHHble 0 IPUMEHEHUH JIAMUBY/IMHA Y MALMEHTOB CO CPEAHEH U TSHKETIOM CTENeHbIO HapyIIeHUs
(GyHKIMY MT€YeHH CBUIETENHCTBYIOT O TOM, YTO HapylleHHue (PYHKIIMH MEYEeHU CYIIECTBEHHO HE
BIUSET HAa (DApPMAKOKWHETHKY JJAMUBYINHA.

JInna mosKuJioro Bo3pacra

Jannsle o (hapMaKOKMHETHKE JIAMUBYAMHA Y MALIMEHTOB CTapIe 65 JeT OTCYTCTBYIOT.
bepeMeHHOCTB
dapMaKOKMHETHKA JIAMUBYIUHA TIPH OEPEMEHHOCTH HE OTIMYAETCS OT €ro (PapMaKOKMHETHKH B
cilydae OTCyTCTBUSI OepeMeHHOCTH. KOHIIeHTpanus JaMUBYIMHA B CBIBOPOTKE KPOBH JIETEH MPH
pOXKIeHUH OblIa aHAJIOTUYHA TAKOBOM B CHIBOPOTKE KPOBH MAaTepH U IYyIMOBUHHON KPOBU Ha
MOMEHT POAOpa3pelIeHusi, YTO COIJIACyeTCs C JaHHBIMU O [ACCHBHOM TPOHUKHOBEHUU
JaMUBY/IMHA Yepe3 TUTALEHTY.

eTu
AbcomoTHas OHOAOCTYNMHOCTh JaMuByauHa (mpumepHo 58-66 %) Obiia HKe U Oosee
BapuabenpHa y gereil mmaame 12 ner. Ilpuem namuBynuHa y nereid B gopme TabieTok
OJTHOBPEMEHHO C IPYTHMMHU aHTUPETPOBUPYCHBIMH TperiapatamMu B (hopMe TabJIeTOK oOecTiednBa
oonee Beicokue 3HaUCHUS AUC» 11 Cmax TaMUBYIMHA B TUIA3ME KPOBH 110 CPABHEHUIO C PACTBOPOM
JUIs TIpUeMa BHYTpb, NPUHUMAEMbIM OJHOBPEMEHHO C JPYIMMHU aHTHPETPOBHPYCHBIMU
npenaparamu B (oopMe pacTBOpa AJisi IpueMa BHYTpb.
VY nereid, moy4aBIIMX JIAMUBYIUH B (popMe pacTBoOpa JUIsi IpueMa BHYTPHh B COOTBETCTBHU C
PEKOMEHZOBaHHBIM PEXKHMOM JO3MPOBAHUS, ObLIa JOCTHUTHYTA OSKCIIO3WIUS JIAMHBY/AWHA B
IUIa3Me KpOBHU, 3HAYEHHS KOTOPOH HaXOoAWIMCh B JUala3oHE, IOJYYEHHOM Y B3pPOCIBIX
HaIMEeHTOB.
VY nereill, MpUHUMABIIMX JIAMUBYIUH B (JOpMeE TaOJIETOK B COOTBETCTBUU C PEKOMEHIOBAHHBIM
PEKUMOM JIO3MPOBAHUS, SKCIIO3UIHS JIAMUBYMHA B IJIa3Me KPOBH ObLIa BBINIE, YeM Y JICTEH,
NPUHUMABIIUX JIAMUBYAMH B (popMe pacTBopa A IpueMa BHYTpPb, IMOCKOJIbKY HpU MpHeMe
npenapata B (popme TabIeTOK MaUEHTHI MOIy4atoT 0oJiee BBICOKHE 103blI B IIEpecueTe Ha MI/KT
Macchl Tena, W JaMHBYOIUH B ¢opMe TableTOK XapakTepusyercs Oosee BBICOKON
OMOJOCTYITHOCTBIO.
dapMaKOKMHETHYECKUE UCCIIE0BAaHUS TPUMEHEHH JIAMUBY/IMHA y JIeTel B popme pacTBopa A
npremMa BHYTPh M B ¢opMme TabJIeTOK MOKa3ald, 4TO MpHEeM Mpenapara OAWH pa3 B CYTKH
skBUBaJieHTeH 1o mokazatento AUCo 24 mpuemy mpemnapara JBa pa3a B CyTKH IIPH OJIMHAKOBOM

o01el CyToYHOM 103€.
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Janublie o (papMakoKWHETHKE TIpernapara y naefei B Bokggéejﬁﬁaéég%hﬁ%h gfngHi}éHH

Y HOBOPOXJEHHBIX Ha TIEPBOM HejelNe KU3HU KIUPEHC JTaMUBYIWHA MPH MpPUEME BHYTPh OBLI
CHW)KCH TI0 CPAaBHEHUIO C JIETbMU 0OJIee CTapIIero BO3pacTa, BEPOSTHO, BCIEACTBHE HE3PEIOCTH
BBIZICIIUTENILHON (DYHKIIMH ITOYEK U HEITOCTOSIHCTBA TIOKa3aTeield abcopOoIuu.

Takum oOpa3oM, IS JTOCTHUKEHUS SKCIO3UIIUH, CXOJHOM C TaKOBOH Yy B3pOCIBIX M JICTCH,
PEKOMEHIOBaHHAS 7034 JIJIsl HOBOPOKICHHBIX COCTABIISIET 2 MI/KT JiBa pa3a B CyTKH. J[aHHBIE IO

IIPUMEHEHHUIO IIpenapaTa y HOBOPOXACHHBIX B BO3pacTe crapiie 1 Heaeau oTCyTCTBYIOT.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. Ilepeuenb BcioMoOraTe/ibHbIX BelIECTB

S npo TabieTku

[enmrono3a Mukpokpuctaminaeckas MC-102

KapOokcumeTnikpaxman HaTpust (HaTpUsl KpaxMall TIHUKOJIST, TPUMOTEIb)
Kpemuust nuokcua KoJIOUIHBIN (a3pOCHIT)

Marnus creapar.

[InenouHas 000Ji0YKa TAaOJIETKHU

['oToBass cyxas cMmecb JUId IUIGHOYHOIO IOKPBITHS, COZAEp)Kallas THIIPOMEIIO3Y
(OKCHITPONMIMETHIIIICIUTIONO03Y), TUTaHa AHOKCcHI, Makporon 6000 (momudtuineHrukons 6000,
nosmmaTUsieHokeu 1 6000)

WIn

['nnpomernnosa (OKCHIIPONUIMETHIILEIITION032)

Turana TMOKCH]T

Makporoin 6000 (noamstunenraukons 6000, nonudtuneHokcus 6000)

6.2. HecoBmecTuMOCTD

He npumenumo.

6.3. Cpok roaHocTH (CpOK XpaHeHHs )

3 roxa.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHECHUHU

XpaHUTh B 3alllMIIEHHOM OT CBETa MecTe Mpu TeMiepaTtype He Bbiie 25 °C.

6.5. Xapakrep u coaepkaHue NEPBUYHON YIIAKOBKH

ITpu opousBocTBe JekapcTrBeHHOoro npemnapara Ha Q00 «Bendapmy, Poccus

10 TabneTok B KOHTYPHYIO SIMEUKOBYIO YIAKOBKY M3 TJICHKU MOJMBUHUIXJIOPUAHON U (OIBIH
AJTIOMUHHUEBOM NI€YaTHOM JTAKUPOBAHHOM.
10, 20, 30, 40, 50, 60, 70, 80, 90, 100 TabieTOK B OAaHKY MOJUMEPHYIO U3 TOJHUIPOTHICHA UITH

MOJIUATUIIEHA, YKYNOPEHHYIO HATSATMBAEMOW WJIM HAaBUHUYMBAEMOW KPBIIIKOW MOJIUMEPHON IJIst
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i 6e3 KOHTPOJIS, ¢ YIUIOTHSIOMIMM 3JIEMEHTOM W 0e3 HEero

JIOTIOTHUTENBHO JIOMYCKAETCs HCIOJIB30BaTh BaTy MEIUIIMHCKYIO THUTPOCKOIMHMYECKYIO WU
aMOpTH3aTop.

Ha 6anky HaK/IeMBarOT ATUKETKY CAMOKJICSIITYIOCS.

Kaxnyto Oanky, 1, 2, 3,4, 5,6, 7, 8,9, 10 KOHTYpHBIX STUEHKOBBIX YITAKOBOK C MHCTPYKITUEH 1O
NPUMEHEHHIO TOMEUIAIOT B TAYKy U3 KapTOHA.

IIpu mpousBoacTBe JexkapcrseHyoro npenapara Ha 000 «Bendapm-My», Poccust

10 TabneTok B KOHTYPHYIO SUEHKOBYIO YIAKOBKY U3 IJICHKU MOJIMBUHUIXJIOPUAHON U (OJIBIU
AJTIOMUHHUEBOM NI€YaTHOM JTAaKUPOBAHHOM.

1,2,3,4,5,6,7,8,9, 10 KOHTYpHBIX SYEHKOBBIX YITAKOBOK C MHCTPYKIUEH MO MPUMEHEHUIO
MOMENIAIOT B TaYKy U3 KapTOHA.

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH MNPH  YHMYTOKEHUH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI'0  Mpemapara WJIM OTX0JA0B, TOJYYEHHBIX TOcJe NPUMEHeHus
JIEKAPCTBEHHOT'0 NMpenapara, u Apyrue MaHUIYJISIIUM ¢ Penaparom

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJb PETUCTPAIIMOHHOTI'O YAOCTOBEPEHUS
Poccniickas @enepanns

OO111ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO «Bendapm» (000 «Bendapm»)
115184, r. Mocksa, niep. O3epkoBckuii, 1. 12, stax 1, momem. |, kom. 9.

7.1. IlpeacraBuTe/Ib AepKATENs PETUCTPALIMOHHOIO YA0CTOBEPEHUS

[Iperen3un norpedUTENEeH HAIPABIATE 10 aAPECY:

Poccuiickas ®enepanus

OO111ecTBO ¢ OTPaHUYEHHON OTBETCTBEHHOCTHIO «Benpapm» (OO0 «Bendapm»)
Kypranckas 00:1., r. Kypran, npocnext Koncrurymuu, 1. 11

Ten.: +7 (3522) 48-60-00, 55-51-80

E-mail: fsk@velpharm.ru
8. HOMEP PETUCTPAIHMOHHOI'O YAOCTOBEPEHUA
9. JATA NEPBUYHOMN PETHCTPAIIUU (ITOATBEPXIEHUSA PETUCTPAIUU,

INEPEPETUCTPALINN)

JlaTa nmepBoii peructpanuu:
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10. TATA IEPECMOTPA TEKCTA (NOCNEOCBATENEHOCTE 0004)

OO6mas xapakTepucTuka jekapcrseHHoro npenapara JJAMUBYIMH BEJI®APM noctrynHa Ha
uH(pOpMallMOHHOM TMopTaje EBpasuiickoro SKOHOMHMYECKOTO COr03a B HH(OPMALMOHHO-

KOMMYHHKaIMOHHOM cetu «MHTepHeT» https://eec.eaeunion.org.
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