COOTBETCTBYET JKCNEPTHOMY OTYETY
o1 11.10.2022 N2 23860
OBIIAS XAPAKTEPUCTHKA JIEKAPCTBEHHOFOTIPERAPATA 1002

1. HAUMEHOBAHUE JIEKAPCTBEHHOTI' O ITPEITAPATA
AwmmuBupeH, 150 mr, TabieTkH, MOKPHITHIC IJIEHOYHONH 000710YKOM

Awmmusupes, 300 mr, TabIeTKH, MTOKPHITHIE JIEHOYHONH 000710UKOH

2. KAYECTBEHHbBIN U KOJTMYECTBEHHBIN COCTAB
JelicTBytoliiee BENIECTBO: JIAMUBYIUH

AwmusupeH, 150 mr, TaOJIETKH, ITOKPLITHIE INIEHOYHON 000JI0YKOH

Kaxnas Tabnerka, moKpbITast IJICHOYHOM 0005109K0i, cogepxut 150 Mr namMuByauHa.

Awmusupes, 300 mr, TabJIETKH, MOKPLITHIE ILIEHOYHOM 000J10YKOU

Kaxxnas Tabnerka, mOKpbITasi INIEHOYHOM 000710uKOH, coaepxkuT 300 Mr JaMHUBYIUHA.

ITomubIi MEPCUCHb BCIIOMOT'ATCIIbHBIX BCIICCTB IIPHUBCACH B Pa3aciIic 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabneTku, MOKPHITHIE INIEHOYHOU 0007104YKOM

AwmuBuped, 150 mr, TaOJIETKH, MOKPLITHIE INIEHOYHON 000J0YKON

TabneTKu Kpyriible, TBOSKOBBIMYKIIBIC O€JI0Tro I[BETA.

Awmusupes, 300 mr, TaOJIETKH, ITOKPLITHIE IUNIEHOYHOU 000J0YKOU

TabneTku OBAJIBHBIC, IBOAKOBBIITYKIJIBIC, C pHCKOﬁ C OJTHOH CTOPOHBI Oenoro OBCTA.

Ha IOIIEPECUIHOM pa3pe3e TabJieTKa OCJIOro MIH OCIIOro C JKEITOBAThIM OTTCHKOM OBCTA.

4. KIMHNYECKHUE JAHHBIE

4.1. IToxka3aHusi K NPUMEHEHUIO

Jleuenne BUY-undpexnuu B cocTaBe KOMOMHHPOBAHHOM aHTHPETPOBHPYCHOM Tepamuu y
B3POCJIBIX U JIETeH ¢ Maccoi Tena Oosee 25 Kr.

4.2. Pexxum 103MpoBaHNs U c1IOCO0 MPUMEHEHUs!

[Tpenapat AMUBHpPEH JOJKEH Ha3HAYaThCs BPayoM, UMEIOLIUM OnbIT JeueHus: BUYU-ungexuunu.

Pexxum go3upoBaHus

Bspocnvie

Pexomennyemas no3a namuByauHa cocrasisieT 300 mr B cyTku: o 150 Mr 1Ba pasza B CyTKH WM
1o 300 Mr oiMH pa3 B CYTKH.

ITpu nepexojie OT pekMMa IIPUEMA JIBa pa3a B CyTKH K PEKUMY IIpPUEMa OJJH pa3 B CyTKH CIEAYET
IIPUHSATH NEPBYIO PEKOMEHYEMYIO OJHOKPATHYIO 03y IIPUMEPHO Yepe3 12 4 mocie nocneaHein

INPUHATOM JO3bl IO PEKHMY JBYKPAaTHOIO IpHEMa, a 3aTeéM NpOoJ0JDKaTh NPUHUMATh



COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 11.10.2022 N= 23860
PEKOMEH/TYeMyI0 OTHOKPATHYIO /103y TIPUMEPHG KakIbie 04 . Hptr BO3mpate & pesmiidy siema

JIBa pa3a B CYTKHU CIIEIyET IPUHATH NEPBYI0 PEKOMEHIYEMYIO 03y IO PEKHUMY ABYKPAaTHOTO
IpreMa IpUMEpPHO uepe3 24 4 nocie MocieJHEN NPUHATON OHOKPATHOM J03bI.

Oco0nlie I'PYHOIIbI TAMEHTOB

Tayuenmol nodxcunoeo eospacma

JlanHpIe MO MPUMEHEHHIO JIAMHUBYJWHA y 3TOW KATETOPUHU IMAIMEHTOB OTCYTCTBYIOT, OJHAKO
cliefyeT coOoIaTh 0COOYI0 OCTOPOKHOCTD NMPH MIPUMEHEHHH Tperapara y TakuxX HNalueHTOB B
CBSI3U C BO3PACTHBIMH HM3MCHEHHSIMH, TAKMMHU KaK YXyAlIeHHE (QYHKIMUA TOYEK U M3MCHCHHE
nokazareJseil KpOBH.

Tayuenmoi ¢ HapyweHuem hyHKyuu novex

VY manueHToB ¢ HapylmieHWeM (QYHKIMH TOYEK CPEAHEH W TSHKEIOHW CTENEeHW KOHIICHTPAIIHS
namuByMHA B Tu1a3me kpoBu (AUC) moBbliieHa BCIeICTBUE KIUPEHCa.

[TosTOMY y alMEHTOB C KJIMPEHCOM KpeaTnHUHa MeHee S0 MII/MUH 03y Mpenapara HeoOXO0IuMO
CHU3UTh, KaK MMOKA3aHO B MMPEJACTABICHHONW HUXE Ta0JIHIIe.

PexoMennanmu o nondopy 0361 Y B3POCABIX U JIETEH ¢ MACCOH Tejia He MeHee 25 KT

Knupenc kpeatnnuna [TepBast no3a [Tonnep>xuBaromas g03a
(Mu1/MUH)

ot 30 1o 50 150 mr 150 Mr ouH pa3 B CyTKU

MHee 30 [IpoTrBOTIOKa3aHO (I JAHHOMH JIEKAPCTBEHHOU (POPMBI).

Ilayuenmul ¢ Hapywenuem QyHKyuu nevenu

JlanHble, MOJTy4YEHHbIE Yy MAIMEHTOB C HapylIeHHeM (YHKIHUHU TEUYEHU CPEIHEH W TSHKEIoi

CTETNEeHH, MOKA3bIBAIOT, YTO AUCQYHKIIHMS MEYEHH HE OKAa3bIBAET CYIIECTBEHHOE BIMSHHME Ha

dbapMakOKMHETHKY NaMUByAuWHA. McXoAs W3 ATHX NaHHBIX, JUIS TAIMEHTOB C HapyIIeHHEM

(GYHKIMM TT€UYEHU CPETHEHN U TSXKETION CTETIeHH KOPPEKIIMS 103bI HE TpeOyeTcs, 3a UCKITIOUCHUEM

CIIy4aeB, KOr/ia HapylIeHue QyHKIIUU MTEYEHU COMPOBOXKIAECTCS HApYIICHHEM (PYHKIIUU MTOYECK.
eTH

Jlemu ¢ maccoii mena ne menee 25 ke

Pexxum nmo3upoBaHus I I€TEH ¢ Maccod Tejla HE MEHee 25 KI He OTJIMYAeTCs OT pekuma

JIO3UPOBAHUS JIJIS1 B3POCIIBIX.

Crooco0 rmpuMeHeHus

ITpenapat AMMBHpPEH IPUHUMAIOT BHYTPb BHE 3aBUCUMOCTH OT IpHUEMa MUILH.
Jns obecrieyeHUs] TOYHOCTH JI03UPOBaHMS Mpenapara TabJeTKH PEKOMEHYeTCsl MPOriaThiBaTh
MOJIHOCTBIO, 0e3 wu3MenbueHus. [l manuMeHToB, KOTOPbIE UCHBITBIBAIOT TPYIHOCTH C

MMporjiaTbIBAHUEM Ta6J'IeTOK, npeaHa3HauyCHa JICKapCTBCHHAA (I)opMa pacTBOpa Ui IpucMa
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 11.10.2022 N= 23860

BHYTpb. B KauecTBe anbTEepHATHUBBI JOMYCKAETCS HS%%;&%'%ﬁgmw:EJﬁ%mﬂM

NepeMelINBaHUEM C HEOOJBIIINM KOJMYECTBOM MOTYTBEPAOHN MUIIHM WIN KUJIKOCTH, TPU STOM
MOJYYEHHYIO CMECh HEOOXOJMMO MPUHSATH BHYTPh IOJIHOCTHIO U HE3aMEITUTENBHO.

[Ipu mepexone OoT mpuema JiaMuByJuHa B ¢opMe pacTBOpa K MpueMy JIaMUBYAHHA B (opme
TabJIETOK, UM HA00OPOT, HEOOXOAUMO CIIEI0BATh PEKOMEHIAIUAM 10 JT03UPOBAHUIO Ipenapara,
YCTAHOBJICHHBIM JUISI K&KIOH KOHKPETHOM JICKapCTBEHHON (OPMBI.

4.3. IIpoTuBONOKA3AHUS

. ['unep4yBCTBUTENBHOCTD K JIAMUBYIMHY WU JI0OOMY APYroMy KOMIIOHEHTY Mpernapara,
MepEUYUCIICHHBIX B pasjene 6.1.

. JleTu ¢ maccoii Tena MmeHee 25 Kr (U1 JaHHOH JISKapCTBEHHON (POPMBI ¥ JIO3UPOBKH).

. Hapymenue ¢pyHkum nouek npu KiupeHce kpeaTuHuHa MeHee 30 MiI/MUH (U1 TaHHOM
JIEKapCTBEHHOM (POPMBEI).

4.4. OcoOble yka3aHHus U Mepbl PeI0CTOPOKHOCTH NIPH IPUMEHEHUH

[Ipumenenue npenaparta AMUBUPEH B KAU€CTBE MOHOTEPANNHU HE PEKOMEH 1y EeTCSl.

Iepenaua BUY-undexmun

XoTs ObLIO A0Ka3aHO, 94TO AP (HEKTHBHOE TOJAaBICHUE BUPYCa C IIOMOIIBIO aHTUPETPOBHPYCHON
Tepanuu CylIeCTBEHHO CHUXKAeT pUcK nepeaayn BUY apyrum mroasm npu moJ0BbIX KOHTAKTaX,
UCKJTIOYUTH ATOT PUCK MOJTHOCTHIO Helb3s. [103TOMy manueHThl JOHKHBI IPOJ0TIKATh COOTI0AATh
COOTBETCTBYIOIINE MEPHI IPEJOCTOPOKHOCTH.

HaDVHIeHI/Ie d)VHKHI/II/I IIOYCK

VY mamueHToB C HapyHaIcHUueEM (I)YHKI_[I/II/I IIOYCK cpez[HefI U TSDKEIOM CTEIeHHU KOHICHTpausd
JJaMUBYJIMHA B TJIa3MC€ KPOBHU (AUC) MOBBIIIICHA BCJICACTBUC CHUKCHUS KIIMPCHCA JIaMUBYJIWHA,
MMO3TOMY TaKUM IMallUCHTaM Tp€6yeTC$I KOppCKOUA 1035bI.

Tpolinag HYKJIE€03UIHAA TEPAIUL

bbutn mosyueHsl COOOIIEHUSI O BBICOKOM 4YacTOTe CIy4aeB BHUPYCOJOTMUECKOW Heyaauu u
BO3HUKHOBEHUH PE3UCTEHTHOCTH HA PaHHEM 3Tale MpH NpHeMe JaMUBYAWHA B KOMOMHALIUU C
TeHO(OBHpa AU3ONPOKCHIa (pyMapaToM U abakaBUPOM, a Takke C TEHO(OBUPA TU30MPOKCUIIA
dbymapaToM U AMIAaHO3WHOM B PEXKHUME OJIMH Pa3 B CYTKH.

OnnopTYHHCTUYCCKHE I/IHd)CKHI/II/I

VY nmanueHToB, MOJIy4aromuX npenapar AMUBUPEH WIN JPYTHe aHTUPETPOBUPYCHBIE IIPETIapaThl,
MOTYT pa3BUBAThCs ONMOPTYHUCTUYECKUE HHPEKIUHU WK ApyTrue ocnoxkHeHus BUYU-undexuumu,
MO03TOMY MAlMEHThI JOJKHBI HAXOAUTHCA IMOJ] TIIATEIbHBIM HAOJIOIEHUEM Bpadel, MMEIOIINX
OTIBIT JIeueHHs naruenToB ¢ BUY-acconnnpoBanHbIMU 3a00J1€BaHUSIMH.

ITankpeaTut

Onucanbl penkue ciayyau pa3BUTHs MaHKpeaTHUTa MPU MPUMEHEHUM IMpenapara JaMHUBYIUH.
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 11.10.2022 N= 23860
OJHAKO He yCTAHOBIICHO, BHI3BAHO JIH TO OCIIQKHEHUE. Eéﬁcfﬁ%&fﬁ’é‘&%&%&iﬂ(&ﬂ-@ﬁ?}é& aTa

WIH SIBIISIETCS CIIEACTBHEM OCHOBHOTO 3abosieBanust — BUY-undexiuu. Jledenue npenaparom
AMUBHpEH HEOOXOIMMO HEMEIIICHHO MPEKPATUTH MTPH MOSIBIICHUN KIIMHUYECKUX CUMIITOMOB UITU
71a00paTOPHBIX JTAHHBIX, CBUACTEILCTBYIOIIMX O Pa3BUTHM MaHKpeatuTa (00Jb B JKHUBOTE,
TOIIIHOTA, PBOTA WJIM MOBBIIIEHUE 3HAYEHUI OHOXHMUYECKUX MapkepoB). CreayeT mpeKkpaTuTh
IpUEM Mpenapara 10 UCKIOUCHHS JUarH03a MaHKpPeaTuT.

JlakToalna03 1 BEIpaKECHHAS TeaTOMETaans cO CT€aT030M

HmeroTrcst cooO1IeHust 0 pa3BUTHH JIAKTOALU03a U BBIPaKEHHON T'elaTOMeraily co CTeaTo30M,
B TOM YHCII€ C JIETaJbHBIM HCXOJIOM, BCJEICTBHE aHTHUPETPOBUPYCHOH Tepamuu aHaloraMu
HYKJICO3U/IOB B BHJIC OT/ICIHHBIX MPENApaTOB WK B KOMOMHAIIMH, BKITFOUYAs JIAMUABYIHH.
[TotoOHbIE SIBICHUS OTMEUAIHCH TJIABHBIM 00Pa30M y JKEHIIIHH.

Knunudeckre cUMOTOMBI, KOTOPbIE MOTYT yKa3blBaTh Ha pPa3BUTHE JIAKTOAIUA03a, BKIIOYAIOT
o011y10 ¢1a00CTh, aHOPEKCHIO, CTPEMUTENBHYIO HEOOBSICHUMYIO TOTEPIO MacChl Tela, CUMITOMBI
MOPAKCHHSI KEITYTOYHO-KHUIIIEYHOTO TpakTa (TOIIHOTA, PBOTAa W OOJb B JKUBOTE) M OpPraHOB
JBIXaHUS (OABIIIKA ¥ TAXHUITHOD ), HEBPOJIOTUICCKUE CUMITTOMBI (BKITIOYasi MOTOPHYIO CJIA00CTB).
Jleuenue aHamoramMu HYKIEO3WJOB HEOOXOAMMO TMPEKpaTUTh B  ClIy4ae pPa3BUTHUS
CUMIOTOMATUYECKOW  TUNEpIaKTaTEeMHUH M METa0OIMYEeCKOro  aly103a/JaKkToalua03a,
MIPOTPECCUPYIONICH IrenaToMerajuy Wi ObICTPOTO TOBBIIICHHSI aKTUBHOCTH aMUHOTpaHc(epas.
JlakToanm03 0OBIYHO pa3BUBACTCA MOCIE HECKOJIBKUX MecsIeB JieueHus. Criemyer coOmronaTh
OCTOPOXXHOCTh TpPH NPUMEHEHUH AaHaJIOTOB HYKJICO3WJIOB MJiA JICYeHHs IIO0O0ro MalueHTa
(0co0EHHO — >KEHIIUH C 0)KUPEHUEM) C TelaToMerainei, TenaTUTOM WK JPYTUMH U3BECTHBIMU
dakTopaMu pHCKa TOpPaXEHUS TEUYeHM U CTeaTo30M TeYeHW (BKJIIOYas TMPUMEHEHHE
OTIpEeIeTICHHBIX JIEKAPCTBEHHBIX MPEMAapaTOB U YIOTPEOIEHUE aTKOTOJIs).

MuToXoHIpHaIbHAS I[I/ICd)VHKI_II/IH B pE3YJIbTATC BHVTDI/IVTDO6HOFO BO3JICHCTBUS

AHaJIOTH HYKJICO3UJIOB M HYKJIEOTH/I0B CIIOCOOHBI BBI3BIBATh PA3JIUUHYIO CTENIEHb MTOBPEXKICHHS
MUTOXOHJIPHM, 4TO HamboJjee SPKO MPOSBIAETCS NMPU NMPUMEHEHUM CTaByJIMHA, TUAAHO3MHA U
3UI0BY/IMHA. 3apEerUCTPUPOBAHBI CIy4yau Pa3BUTHUsS MUTOXOHJpHalbHON nuchyHkiun y BIY-
OTPHIIATENBHBIX JETEeH, MOABEPTraBIINXCS BO3ACHCTBUIO aHAJIOTOB HYKJIEO3U 0B BHYTPUYTPOOHO
W/WIIN TIOCTIE POXKICHMS; TJIaBHBIM 00pa30M 3TH Cllyyad ObUIM CBSI3aHBI CO CXEMaMH JICUEHUS,
colepkaluMu  3uA0BYyAWH.  OCHOBHBIMM  HEXEJaTeNbHBIMU  pPEAKLUMUSIMHU  SIBISUIMCH
reMaToJIorMuyeckue HapylleHus (aHeMus, HEWTPOIeHHs) U HapylleHne OoOMeHa BEIIeCTB
(rumepiakTaTeMMs, TUIEPJIMIA3eMus). OTH HEXeNaTeJbHbIE pPEeaKIMM YacTo SBISIINCH
TPaH3UTOPHBIMU. BBUIM 3aperucTpupOBaHbl PEIKHE CIydyad HEBPOJOTMYECKHX PACCTPOMCTB C
MO3HUM HayaJioM (ITOBBILIEHHE TOHYCa MBIIIL, CYAOPOrH, HapyLIECHUs MOBEACHHUS). SABIAIOTCS

JIX JAHHBIC HAPYIICHUSA TPAH3UTOPHBIMU WM IMMOCTOAHHBIMH, B HACTOAIICE BPEMA HCU3BCCTHO.
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COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 11.10.2022 N= 23860
BeposTHOCTh pa3BUTHA MHUTOXOHPHAILHOM chyuxtity cnbnyetpabeiHipimarte v SHeoro

peOeHKa, TOABEPruIerocs BHYTPUYTPOOHOMY BO3ICHCTBUIO aHAJOTaMHM HYKJICO3UAOB U
HYKJICOTUOB, C BBIPAXCHHBIMA KJIMHUYECKUMHU CHUMITOMAMHU HESCHOW OSTHUOJOTHH, B
0COOCHHOCTH HEBPOJIOTHYECKUMH PacCTPONUCTBAMH.

[IpencTaBneHHble JaHHBIE HE BIMAIOT Ha TEKyIIME PEKOMEHIAIMUM 10 MPUMEHEHHUIO
AHTUPETPOBUPYCHOW Tepanuu y OEPEeMEHHBIX >KEHIIMH Uil MPOQHIAKTUKHA BEPTUKAIHHON
nepenaun BUY-undexun.

Macca Tena 1 00MeH BCIIICCTB

Macca Tena, a TakkKe KOHLIEHTPALMK JIMIIAJO0B U INIFOKO3bI KPOBU MOTYT IOBBIIIATHCS BO BPEMs
AQHTUPETPOBUPYCHOU Tepamuu. DTH U3MEHEHHs] MOTYT OBITh YaCTUYHO CBSI3aHBI C KOHTPOJIEM
3a0osieBaHusg M 00pa3oM KU3HU. bbulM mosjy4yeHsl JaHHBIE, MMOATBEPKAAOIINE B HEKOTOPBIX
CiIy4asx BIIMSHHME TE€pPAlluy Ha KOHLEHTPALUIO JIMIIUIOB, B OTHOILICHUH YBEIUYECHHUS MAcChl Tejla
TaKHe JaHHbIE OTCYTCTBYIOT. CllelyeT IPOBOAUTH KOHTPOJIb KOHLIEHTPALMH JIMIIUAOB U TIIFOKO3bI
KPOBH B COOTBETCTBHHM C YCTAaHOBJIICHHBIMH pEKOMEHJanusMu 1o Teparmu BUY-undexmm.
Hapymenus numuaHoro ooMeHa He00X0AMMO KOPPEKTHPOBATH B COOTBETCTBUHU C KIIMHUYECKHUMU
IIPOSIBICHUSAMU.

CHHIpPOM BOCCTaHOBJICHHS MMMYHHTETA

Y BUY-uHOUIMPOBAHHBIX TMANUEHTOB C TSHKEIBIM HMMYHOAC(DUIIMTOM Ha MOMEHT Hayalia
AHTUPETPOBUPYCHON Tepanmuud BO3MOXKHO pa3BUTHE BOCHAIMUTEIbHBIX peakuuid Ha (¢oHe
0ECCUMITOMHBIX ONIMOPTYHUCTHUECKUX MHQEKIMH MIM WX OCTAaTOYHBIX SBJICHUH, YTO MOXKET
CTaTh IPUYMHOMN CEPbE3HOTO YXYAIEHHS COCTOSIHUS UM YCYT'yOJIeHHs] cMMOTOMATUKH. OOBIYHO
9TH PEaKIUU BO3HUKAKOT B TEUYECHHE IEPBBIX HECKOJBKUX HEJENb WM MECALEB IOCIIE Hayana
AHTUPETPOBUPYCHON Tepanuu. TUNUYHBIMU TNpPUMEPAMU SIBISIOTCA LUTOMETAJIOBUPYCHBIM
PETHHHT, TeHepaln30BaHHAs W/WIM odvaroBas WHQEKIHS, BBI3BAHHAS MHKPOOAKTEPUSIMH H
THEBMOHUS, BbI3BaHHAs Pneumocystis jirovecii (Takke W3BeCTHa Kak ITHEBMOIIUCTHAs
nueBMonusi, [II1). TlosiBaeHue mOOBIX CHUMIOTOMOB BOCHAJICHHS TpeOyeT HEeMEeIJICHHOTO
o0crenoBaHus U, P HEOOXOAUMOCTH, JICUEHUSI.

AytonMMmyHHbIe 3a005ieBaHMs (Takue Kak Oosie3Hb ['peiiBca U ayTOMMMYHHBIN T€MaTUT) TaKKe
HaOroamich Ha (JOHE BOCCTAHOBJICHUS MMMYHHUTETa, OJHAKO BpeMs MEPBUYHBIX MPOSBICHUMN
BapbUPOBAJIO, U 3a00J€BaHKE MOTJIO BOSHUKATh YepPE3 MHOI'O MECAIIEB IOCIe Havajla Teparnuu U
WHOT'/1a UMEJIO ATUIIMYHOE TEYCHHE.

3aboJieBaHus ICYCHU

HaL[I/ICHTBI C XPOHHUUYCCKHUM TICIIATUTOM B u C, IMOJIy4Jaromue KOM6I/IHI/IpOBaHHy10
AHTUPCTPOBUPYCHYIO TCPAIINIO, XapPAKTCPHU3YIOTCS MOBBIIICHHBIM PUCKOM Pa3BUTHA TAXKCIBIX U

INOTCHIHAJIBHO JICTAJIBHBIX HECEXKCIATCIBbHBIX peaKHI/Iﬁ CO CTOpPOHBI TIICYCHH. B ciydac
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COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 11.10.2022 N= 23860
COTMyTCTRYIOMEl TIPOTHBOBHPYCHOI Teparmu rematuta B 1-C chbnyér! ik iRe 'osHarottises ¢

COOTBETCTBYIOIIUMH WHCTPYKIUSIMHU IO IPUMEHEHHIO TaHHBIX JICKAPCTBEHHBIX MPEMapaToB.
Pe3ynbTaThl KIMHHYECKUX WCCICIOBAHUN W JaHHBIC MOCTPETUCTPALMOHHOTO HAOIIOICHUS
YKa3bIBalOT HAa TO, YTO Yy HEKOTOPHIX MAI[MEHTOB C COMYTCTBYIOIIUM XPOHUYECKHUM BHUPYCHBIM
rematutom B (HBV) mnpum orMene mamMuByanHa MOTYT BO3HHKATh KIMHHYCCKHE HIIH
nabopaTopHble MPH3HAKK pEIUIMBA TEMaTHTa, KOTOPbIE MOTYT HUMETh OoJiee TsKeIbIe
MOCJIECTBHS Y MALMEHTOB C JIEKOMIIEHCUPOBAHHBIM 3a00JIeBaHUEM TeueHH. B cirydae oTMeHbI
npernapata AMUBHUPEH y MAalMEHTOB C COIMYTCTBYIOIIMM BUPYCHBIM TematutoM B crnemyer
paccMOTpeTh BO3MOKHOCTb TMPOBEACHUS MEPUOIUYECKOTO KOHTPOJIST (YHKIMH TI€YEHU U
MapKepOB PEIIMKALMK BUpYyca remnatuta B.
Y ManueHToR ¢ yXKe CYIMECTBYIOIINM HapylIeHneM (pyHKIIMH TICUeHH, BKIIFOUasi aKTHBHYIO (hopMy
XPOHUYECKOIO TemaTuTa, OTMEYAeTCs yBEJIMYEHUE YaCTOThl HApylIeHWH (YHKIUH TEYEHU BO
BpeMsl MPOBEICHN KOMOMHUPOBAHHOW aHTHUPETPOBUPYCHOM Teparnuu. Takue maunueHThl JOIKHbI
HAXOJWTHCS IO/ HAOJIOJICHUEM B COOTBETCTBHM CO CTAHJAPTHON KIMHUYECKOW MPAKTHUKOH.
Heo0xomuMo paccMOTpeTh BO3MOKHOCTh TPHOCTAHOBJICHUS WM TIPEKPAIICHUS JICYCHUS B
Clly4ae MpOsBICHUHN yXyIIIeHHs 3a00IeBaHUsI IEYCHH Y TAKUX MalMEHTOB.
OcTeoHekpo3
HecmoTpst Ha TO, YTO ATHONOTHSA JTAHHOTO 3a00JEBAHUS SBISETCS MHOTO(DAKTOPHOH (BKIIOUAs
IpUEM TIIOKOKOPTHKOCTEPOHUIOB, YMOTPEOJICHHUE QIIKOTONISA, TSKEIYI0 HMMYHOCYIIPECCHIO,
BBICOKHI MH/IEKC MacChl Teja), CIyyal OCTEOHEKPO3a Yallle BCEro BCTPEUYAIHCh Y MAIIMEHTOB Ha
npoaBuHyTON cramun BUY-uHbexkuuu w/mnmu JUIUTEIHHO MPUHUMABIIUX KOMOMHHPOBAHHYIO
AHTHPETPOBHUPYCHYIO Tepamnuio. [larmenTam ciemyer oOpaTuThCs K Bpady, €CJIH OHU UCTIBITHIBAIOT
0O0JIM ¥ CKOBAaHHOCTbH B CYCTaBaX WJIH TPYTHOCTU TIPH JIBUKCHHH.

eTH
B knmuHMYecKkHX HCCIEAOBaHUAX Y JIeTeH, MOJy4aBIIMX JaMHBYIWH B (opme pacTBopa s
npreMa BHYTPh OJHOBPEMEHHO C JPYTMMH aHTUPETPOBHPYCHBIMHU TIperaparamMu B (opme
pacTBopa Juis IprEeMa BHYTPb, 4aCTOTa CYMPECCHH BHPYCa M DKCIIO3UIUS JIAMUBYIUHA B TIJIa3Me
KpOBH OBLITM HUXE, a PE3UCTEHTHOCTh BUpPYyCa pa3BUBAiach Yaile, 4YeM y JeTel, MoTydaBIInX
npenapatsl B popme TabIeTOK.
[To BO3MOXHOCTH HEOOXOJUMO HCIIOJIb30BaTh PEKHUM aHTUPETPOBHPYCHOW  Tepaln,
BKJTFOYAIONTUH Bce mpemnaparsl B popme Tadierok. JlamuBynuH B opme pacTBopa sl Iprema
BHYTpb, TPUMEHSIEMBIH OJHOBPEMEHHO C COPOUTON-COAEPKAIUMHU  JIEKAPCTBEHHBIMU
npernapaTamu, CleyeT MPUMEHSATh TOJNBKO B TEX CIydasX, KOTrJa HEBO3MOXHO MpPUMEHEHHUE
peKUMa Teparuy, BKIIOYAIOIIETro Bee Mpernapartsl B hopMe TabIeToK, U KOT/Ia IOJIb3a MPOBECHUS

JICYCHUS TIPEBBIIIAET BO3MOKHBIE PUCKH, BKITFOYAsl HU3KUI YPOBEHB Cynpeccuu Bupyca. Cremyer
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OIHOBPEMEHHOM TMPUMEHCHHH JIAMUBYJUHA C [UIMTEIBHO TPHUMEHSIEMBIMH COpPOUTON-
COJIepKalIMMHU IIpenapaTaMu.

4.5. B3amMmopeiicTBMe ¢ JPYrHMH JIeKAPCTBEHHBLIMHM MpenapaTtaMH W Jpyrue BH/bI
B3aNMOJAEeHCTBUSA

HccnenoBanus 1eKapCTBEHHBIX B3aUMOJIEHCTBUIN OBLIIM IPOBEAEHBI TOJIBKO C Y4aCTUEM B3POCIBIX
HAIEHTOB.

Metabonnueckoe B3aMMOJICICTBIE JTaMUBYIUHA C IPYTUMH [IpernapaTaMi MaJIOBEPOATHO B CBS3H
C €ro He3HAUYUTEIbHBIM METa00JIM3MOM, OTPAHUYEHHBIM CBS3bIBAHUEM C O€JIKaMU I1a3Mbl KPOBH
Y IPaKTUYECKU MOJTHBIM BBIBEICHUEM Uepe3 MOYKH B HEU3MEHEHHOM BHUJIE.

OnHOBpEeMEHHOE TPUMEHEHHE KOMOMHAIIMH TPUMETONPUM-+CyIb(amMeTokca3on B 1o3e 160 mr +
800 Mr (Ko-TpUMOKCA30J) MPUBOIUT K MOBBIIICHUIO 3KCHO3ULIMU JamuByauHa Ha 40 %, 4TO
00yCIIOBJICHO HAIMYUEM TPUMETONPUMA; HaJIHuKe CyJTh(haMeToKca3ojia He OKa3bIBAET BIUSHUS
Ha (apMaKOKMHETHKY JaMuBynuHa. OIHAKO, 3a WCKIIOYCHHWEM MAIMEeHTOB C IIOYEYHOMH
HEJ0CTaTOYHOCThIO, KOPPEKIMs J03bl JJaMUBYJUHA He TpeOyercs. JlaMUBYJIUH HE OKa3bIBaeT
BIUSHUS Ha (papMakOKMHETHKY TPUMETOIpHMa WM cyjibpameTokcasona. B ciydae, xorma
OJIHOBPEMEHHOE MPHUMEHEHHE KO-TPHUMOKCA30Jia SIBISETCS OMpPaBJAaHHBIM, MALUEHTHI JOJKHBI
HAXOJUTHCS TOJ KJIMHUYECKUM HabmoxeHuem. CremyeT m30eraTb COBMECTHOTO NMPUMEHEHUS
JaMHUBYJIMHA C KO-TPUMOKCA30JI0M B BBICOKMX [J03aX JUIsl JICUEHHS ITHEBMOHHH, BBI3BAHHOMN
Pneumocystis jirovecii, u Tokcoriazmosa.

Crnenyer y4uThiBaThb BO3MOXHOCTh B3aUMOJCHCTBUS JIAMUBYJIMHA C JPYTUMU OJHOBPEMEHHO
MPUMEHSIEMBIMHU JIEKAPCTBEHHBIMH TIpenapaTaMu, B OCOOCHHOCTH C TEMH, Y KOTOPBIX OCHOBHBIM
MEXaHHU3MOM BBIBEICHMUSI SIBIISIETCS aKTHBHAs KaHAJIbLIEBAsi CEKpELUs Yepe3 CUCTEMY TpaHCIOpTa
OpraHMYECKUX KaTHOHOB (Hampumep, TpumeTonpum). Jlpyrue JeilcTByromue BeliecTBa
(Hampumep, paHUTHIWH, MUMETHAWH) JIMIIb YACTHYHO BBIBOJATCSA C TMOMOIIBI0 YKa3aHHOTO
MEeXaHHW3Ma M HE B3aUMOJCHCTBYIOT C JIAMUBYAMHOM. AHAJIOIM HYKJIEO3UIOB (HaIpHUMep,
JTUAAHO3YH, 3U/10BY/IMH) HE BBIBOJSTCS ITOCPEIACTBOM JIaHHOTO MEXaHU3Ma, U UX B3aUMOJIEHCTBUE
C JIJAMUBYAMHOM MaJIOBEPOSITHO.

[Tpu ogHOBpEMEHHOM MTPUMEHEHUU JJAMHUBYIMHA U 3UI0BYIMHA HA0II01aeTCsl yMepeHHoe (Ha 28
%) yBenuueHre Cmax 3MIOBYJAMHA B IIa3Me€ KpPOBH, mpu 3ToM oOmias skcrosuims (AUC)
CYILLIECTBEHHO HE U3MEHsETCS. 3UJOBYIMH HE BIUSET Ha (PapMaKOKHHETUKY JIAMUBYAUHA.
[Ipenapar AMUBHUpPEH HE ClIeyeT IPUHUMATh OJTHOBPEMEHHO C APYTMMH aHaJOTaMU LUTUIUHA,
TaKMMH KaK SMTPUIIMTAOWH, B CBSI3U C €r0 CXOJACTBOM C JaHHBIMH Mpemnaparamu. Kpome Toro,
npenapatr AMHUBHpPEH HE CIeAyeT TMPUHUMATh C JIFOOBIMH JPYTUMH JIEKQpPCTBEHHBIMH

npenapaTaMmu, CoACpKaluMU JaMUBYIH.
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00yClaBIMBAaeT MOTEHUHUAIBHBIA pUCK MOTepH A(P(GEKTUBHOCTH KIAAPUOMHA B Clydae
KOMOMHHMPOBAHUS B YCIIOBUSAX KIMHUYECKON ITPakTUKU. HekoTopble KIMHUYECKUE TaHHbIE TaKKe
HOJTBEPAKIAIOT BO3MOXKHOCTb B3aUMOECHCTBUS MEX/Ty JTJAMUBYAUHOM U KiaipuOuHoM. [Toatomy
OJIHOBPEMEHHOE ITPUMEHEHHE JIaMUBYIMHA U KJIaJpuOuHa HE PEeKOMEH/JOBAHO.

[Mutoxpom CYP3A He BoBIeYeH B MeTabONM3M JIAMHBYJIWHA, TIOITOMY B3aMMOJCHCTBHE C
JIEKapCTBEHHBIMU IIpenapaTraMu, KOTOpPbIE METAa0OJU3UPYIOTCS 3TOW CUCTEMOM (Hampumep, C
UHTUOUTOpPaMHU ITPOTEa3bl), MAIOBEPOSITHO.

OnHOBpeMEHHOE TpUMEHEHHe pacTBopa copoutona (3,2 1, 10,2 , 13,4 T) c OTHOKpAaTHOH J1030i1
namuByauHa 300 mr B popme pacTBOpa AJs IpreMa BHYTPh Y B3POCIIBIX 3/10POBBIX 100POBOJIBLIEB
MIPUBOJIMIIO K JT0303aBUCHMOMY CHUXKEHHIO dKcro3uninu JamuByanaa (AUC.) Ha 14 %, 32 % u
36 % u Cmax 1amuByauHa Ha 28 %, 52 % u 55 %. Ilo Bo3MOXHOCTH ciemyeT u30eraTh
OJIHOBPEMEHHOI'0 TNPUMEHEHHUS JIaMUBYJIMHA M COPOMTON-COJEpXKAIUX IpernaparoB, JuOo
CIIEIyeT pacCMOTPETh BO3MOKHOCTbH OOJI€€ 4acTOro KOHTpOJsi BUpYcHOH Harpy3ku BUY-1 B
cilydasix, KOrJa HEBO3MOXKHO H30€XaThb [UIMTEIFHOTO OJHOBPEMEHHOTO NPUMEHEHUS ITHUX
Ipernaparos.

[Tpenapat AMHUBHpEH He cielyeT NPUMEHSATh OJHOBPEMEHHO C IpernapaTraMu, COJAEpKallluMU
JaMHUBYJIUH WIA SMTPULUTAOUH.

[TpumeHeHne TaMUBYIMHA B KOMOWHAIMHU C KJIAAPUOMHOM HE PEKOMEHIYETCS.

4.6. PepTHIBLHOCTD, 0EPEMEHHOCTD M JTAKTALMA

bepeMeHHOCTD

Kak npaBuio, npu npuHATHY pelieHns 00 UCIOIb30BaHUN aHTUPETPOBUPYCHBIX NMPENapaToB JIs
neuyenuss BUY-undpexkunn y OepeMeHHBIX XEHIIWH M, KaK CJEJCTBUE, NJS CHUKEHHUS pHUCKa
BepTUKaIbHON mnepenaun BUY-nHpexun HOBOPOXJIECHHOMY, CJIEIyeT YUMUThIBaTh JaHHBbIE
UCCIIEIOBaHUN Ha )KUBOTHBIX, a TAK)KE KIIMHUUECKUH ONBIT IPUMEHEHUs Y OepeMEHHBIX )KEeHILHH.
HccnenoBanust 1Mo NPUMEHEHHWIO JIAMUBYAMHA Yy JKMBOTHBIX IIOKa3alM YyBEJIWYEHHE paHHEH
AMOPHOHAIILHOM CMEPTHOCTH Y KPOJIMKOB, OJJHAKO Y KPBIC JaHHBIN 3(pPexT He Habmonancs. beuio
YCTaHOBJIEHO, YTO Y YEJIOBEKA BO3MOJKHA Iepejada JJaMUBYJMHA YePE3 IUIALEHTY.

VY GepeMeHHBIX JKEHIIMH, MOMyYaBIInuX JaMuByIuH, 6o1ee 1000 mcxonoB GepeMEHHOCTH MOCIe
NpUMEHEHUs BO Bpems mepBoro Tpumectpa u Oosee 1000 mcxomoB OepeMEHHOCTH MOCHe
NPUMEHEHHUS BO BpeMsl BTOPOIO U TPEThEro TPHUMECTpa JIEMOHCTPUPYIOT OTCYTCTBHE
Malib(hOPMATUBHOTO U (PeTaIbHOr0/HEOHATAJIBHOTO BO3JeicTBUsA. JlekapCTBeHHBIM mnpenapat
AMUBHUpPEH MO>KHO IPUHUMATD BO BpeMsi OEpEMEHHOCTH B cllyyae KIMHUYECKOH HEOOXOJMMOCTH.
Ha ocHOBaHMH [OCTYHNHBIX IaHHBIX MOXKHO CJ€JIaThb BBIBOJL O TOM, YTO NpPU IPUMEHEHUU

npenapara AMMBUPEH Y YEJIOBEKA PUCK BPOKICHHBIX NaTOJOTUNA MaJIOBEPOSTEH.
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TEpanui0 JIAMUBYAWHOM, B CIIy4ae HACTYIUICHUS OEpEMEHHOCTH CIEIyeT YYHUTHIBATh
BO3MO>KHOCTh PEIMIMBA T'€AaTUTA MOCJE MPEKPAIICHUs IPUMEHEHHUS JIAMUBY IMHA.
Mumoxonopuanvras ouchyukyus

B uccnenoBanusx in Vitro u in Vivo GbUIO MPOAEMOHCTPUPOBAHO, YTO AHAIOTH HYKIICO3UIOB H
HYKJICOTHIOB CHOCOOHBI BBI3BIBATH IMOBPESKICHHUS MHUTOXOHAPUN DPA3IMYHON CTENeHH. bpuim
3apEruCTPUPOBAHBI COOOIEHUSI O MUTOXOHIPUATLHOW AUCOYHKIMH y ACTEH, IMOABEPrarOIINXCs
BO3/ICIICTBUIO aHAJIOTOB HYKJIEO3UI0B BHYTPHUYTPOOHO U/UIIH B MTOCIIEPOJOBOM NEPUOJE.
Jlakranus

[locne npuema BHYTpPh JIAMUBYJIMH BBIIENSAETCS B TPYJIHOE MOJOKO B KOHLEHTpALUSX,
AQHAJIOTMYHBIX KOHIIEHTPALIUSIM, OOHAPYKEHHBIM B CHIBOPOTKE KpoBH. Ha OCHOBaHWU pe3yibTaToB
uccienoanust Oonee 200 map «maTh/peOeHOK», MosydaBmux Ttepanuio BUY-undekuuu,
KOHIIEHTpallusl JIaMUBYJIMHA B CBIBOPOTKE KPOBH JETEH, HAXOASIIUXCS Ha TPYIHOM
BCKapMITMBAHWH, TTOJTydaBIuX Tepanuto BUY-urdekimu, oueHp Hu3ka (< 4 % oT KOHIEHTpAIluU
B CHIBOPOTKE KPOBH MaTepH) W MOCTEIEHHO YMEHBINIAETCA 10 HEOINPEACISIEMOr0 YpOBHS IMpHU
JOCTHXKEHUH TPYIHBIMU JIeThbMU 24-HenenbHOro Bo3pacta. JlaHHble 1O 0€30macHOCTH
MPUMEHEHHUS JIAMUBYIMHA Yy IETeH MIIaJIiie Tpex MecsieB OTCyTCTBY0T. BUU-un(uumrpoBaHHbIM
JKEHIIUHAM HHU TPU KaKUX OOCTOATENhCTBAX HE PEKOMEHJYETCS MPOBOAUTH TPYAHOE
BCKapmIinBaHue BO n3dexanue nepenauyn BUY pebenky.

DepTUabHOCTD

Pe3ynbTarsl nccnenoBaHuii Ha )KUBOTHBIX IOKA3alld, YTO JIAMUBYIMH HE OKAa3bIBAET BIMSIHHUE HA
(bepTHUIBHOCTD.

4.7. Bausinue Ha cnOCOOHOCTH YNPABJAATH TPAHCHOPTHBIMHU CPeCTBAMH H pPadoTaTh €
MeXaHHU3MaMH

CriennanpHble MCCIEIOBaHUS IO M3YYEHHUIO BIMSHHUSA CPEICTBA HA CIOCOOHOCTh YIPABIATH
ABTOMOOMIIEM M JBHKYIIUMUCS MEXaHU3MaMU HE IPOBOAMUIIUCH. Y UUTHIBas (papMaKOJIOTHUYECKHE
CBOICTBa JJaMUBY/IMHA, TAKOE BIIMSHNE MAJIOBEPOATHO. TeM He MeHee, TP OLEHKE CITIOCOOHOCTH
nalyeHTa ynpasisiTh aBTOMOOUIIEM/MEXaHU3MaM U ClIeyeT MPUHUMATh BO BHUMaHUE €ro oolee
COCTOSIHHUE, a TAKXKE XapaKTep HEXKEJIATENIbHbIX PEAKIUI JJAMUBY IMHA.

4.8. He:xesnaTesibHbIEC peaKIMU

Pesrome mpodmnsg 6e30mmacHOCTH

OnucaHHble HUXKE pEaKIMH OTMe4aluch mpu JjedeHnn BUY-uHeknum maMuByIUHOM.
HexenarenbHble peakliny CBsI3aHbI WM BO3MOXHO CBS3aHbI C TEPAIIUEN JIAMUBYIUHOM.
3aperucTpUpoOBaHbl  CIy4aW pPa3BUTHS OCTEOHEKPO3a, B YACTHOCTH, Yy TAIMEHTOB C

oOuienpru3HaHHbBIMU (aKTOpaMu pHUCKa, Ha TpoABHHYTOM cramuu BUY-undexuuu wnm npu
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Bo Bpemsi mpoBeneHHsI aHTUPETPOBUPYCHOW TEpPaNuU MOXKET OTMEYATHCS YBEJIMUYEHHE MAacChl
TeJa, a TAK)Ke MOBBIIICHNUE KOHLIEHTPAIIMH TJIFOKO3bI U JIUIIHUJIOB B KPOBH.

Y BUY-unpUUMpPOBaHHBIX MAIMEHTOB C TsDKEIBIM MMMYHOAe()UIMTOM HAa MOMEHT Hauajia
KOMOMHHMPOBAaHHOW aHTUPETPOBUPYCHOM TEpamuu BO3MOXKHO Ppa3BUTHE BOCHAIUTENIbHOM
peakiuu Ha (poHE OECCUMNTOMHBIX OMIMOPTYHUCTHUECKUX HH(PEKIUH WU HX OCTATOYHBIX
SBIICHUH. AyTOMMMYHHBIE 3200JIeBaHUs (TaKue Kak 00Je3Hb [ peiiBca M ayTOMMMYHHBIN TEIaTHT)
Takke HaOmoAanuch Ha (OHE BOCCTAHOBJICHHS HWMMYHHUTETa, OJHAKO BpeMs IEPBUYHBIX
MPOSIBIICHUI BapbUPOBAJIO U 3a00JIeBaHKE MOTJIO BO3HUKATh Yepe3 MHOTO MECSIIEB I10CIIe Havaja
Tepanuu.

Tabnuunoe PE3IOME HEXKEIATCILHBIX PECAKIIUM

HesxenarenbHbie SIBICHUS IPUBENICHBI B COOTBETCTBUU C CUCTEMHO-OPTaHHOM Kilaccu(uKanuei u
C pacrpeleieHueM [0 YacTOTEe BO3HUKHOBEHHs. B KaXJOW YacTOTHOW rpymme moOoYHbIe
JICHCTBUS TPEACTABIICHBI B OPSIKE YMECHBIICHUS UX CEPhE3HOCTH.

YacroTa mo6ouHBIX 3P (HEKTOB OmMpeesieHa CIeIyIONIM 00pa3oM: odeHb 4acto (>1/10), gacto
(>1/100 u <1/10), newacto (>1/1 000 u <1/100), penko (>1/10 000 u <1/1 000) u yvacroTa
HEM3BECTHA (HEBO3MOXKHO OICHHTh YacTOTy W3 JOCTYIHBIX JaHHBIX). B mpemenax kaxmoit

KaTCropruu 4aCTOThI HEXKECIATCIIbHBIC PCAKIIUU IPCACTABJICHBI B ITIOPAAKE y6I)IBaHI/I$I CCPBC3HOCTH.

CucreMHO-OpraHHblii Kjace Yacrora HexenarenbHast peakuus
Hapywenus co cmoponbl | HEUACTO HeliTporieHust U aHemus *,
Kposu u Jaumgamuyeckou TPOMOOIIUTOTICHUS
cucmemul OUYEHb PEJIKO WUCTUHHAs  SpUTPOLUTApHAas
aruasus

4acToTa HE U3BECTHA OCTEOHEKPO3
Hapywenus memaboausma u | 4acto TUIepIaKTaTeMUsI
nUMaHus OYEHb PEIKO JAKTOALNUI03
Hapywenus co cmoponwl | 4acTo rosioBHas 00Jib, 0ECCOHHMIIA
HEpPBHOU CUCmeMbl OUYEHb PEIKO nepudepuyeckas

HeWponaTusi, B TOM 4YHCIE

mapeCTe3nn
HapymeHuﬂ co CMOpOHbL | 4aCTO Kanielisb, Ha3aJIbHBIC
ObIXAmeIbHOll cucmemol, CHUMIITOMBI

opeano8 2pyOHOU KIemKu U

cpedocmenst
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OCEOORATENEEOC TR O002
JKenyoouno-xkuueunvie 4acTo (TR LG o) BEoTy, | 6o G
HapYyWeHus. Clla3sMbl B XKHUBOTE, AHapes
penKo HAHKPEATHT, MOBBIIIICHHE

dKTHUBHOCTU  CBIBOD OTOYHOM

aMHJIa3bI
Hapywenus co cmoponwsl | HEUaCTO TPAH3UTOPHOE  TIOBBIIICHUE
neueHu U JHcenuesvbl8o0AUUX AKTUBHOCTH MIEYCHOYHBIX
nymetl (hepMeHTOB

aJlaHUHAMUHOTpaHchepaspl

(AJIT),
acrapraTaMHHOTpaHCc(hepasbl
(ACT)
penko TeraTuT

Hapywenua co  cmopoHul | 4acTo CBIIIb, AJIOTICIIHS

KOJICU U NOOKOJICHBIX MKAHEl | PEAKO AHTMOHEBPOTUYECKHI OTEK

Hapywenusa co cmopoHul | 4acTo apTpairus, MBIIIICYHBIC

MbIUEYHOU, — CKeIemHOU U HapyLIeHUsI

COCOUHUMENbHOU MKAHU penKo pabaoMuoIu3

Obwue napywienus u peakyuu | 9acTo 9yBCTBO yCTaJOCTH,

8 Mecme 86e0eHUs] HEJIOMOTaHue, TUXOpaaKa

* yHOTNA B TAXENOH hopme

eTu
669 nereitl B Bo3pacte oT 3 MmecsueB Ao 17 aer, unpuuupoBanusix BUY-1, koTopble nomyyanu
abakaBUp M JIaMUBYJIUH OAMH WIM JIBAa pa3a B CYTKH, NMPUHUMAIM y4acTHE B MCCIIEJOBAaHUU
ARROW (COL105677). Y nanueHTOB JETCKOrO BO3pacTta, MPUHUMABIINX Hpenapar OAWH I’
JIBa pa3a B CyTKH, HE ObLIM BBISBIICHBI IONIOJHUTENbHBIE TPOOJIEMBI, CBA3aHHbIE C OE30MMACHOCTHIO,
10 CPAaBHEHHIO CO B3POCIIBIMU MTALlUEHTaMHU.

COO6H.ICHI/IC 0 TOA03PEBACMBIX HEXKCIATCIbHBIX PCAKIINAX

BaxHo0 co001maTh 0 0/103peBacMbIX HEKENIATENIBHBIX PEAKIUX [10C]Ie pErUCTPaLK IIpenapaTa ¢
LENIBI0 O0ECNeYeHns: HENPEepPhIBHOTO MOHUTOPMHIA COOTHOIIEHHUS «IIOJIb3a — PHCK»
JIEKapCTBEHHOTO Mpernapara. MeIuIMHCKUM paOOTHUKaM PEKOMEHYeTCsl coo0IaTh O JIOOBIX
[IOI03PEBACMBIX HEXKENIATENIBHBIX PEaKIUAX JIEKAPCTBEHHOI'O IIperapaTra 4epe3 HalMOHAJIbHBIE
CUCTEMBl COOOIIEHUSI O HEXKeNaTeIbHBbIX pEaKIHUsIX ToCyAapcTB — wieHoB EBpasuiickoro

OKOHOMHYECKOI'0 COr03a.
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®denepanbHas ciryx0a 1Mo Ha30py B cdepe 3apaBooxpanenus (Poc3apaBaanzop)
Anpec: 109012, r. Mocksa, CiiaBsiHCKasl IIIomaap, 1. 4, ctp. 1
Ten.: +7 (499) 578-06-70 (106.187), +7 (499) 578-02-20

OnektpoHHas nouta: iInfo@roszdravnadzor.gov.ru, pharm@roszdravnadzor.gov.ru

Wurtepuer-caiit: www.roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

CHMIITOMBI

JloCcTyIIHBl OTpaHWYEHHBIC JaHHBIC O TOCIEICTBUIX OCTPOM IMEPETO3UPOBKU JIAMUBYJIMHA Y
yenoBeka. Cilyyau JIETaJbHOTO MCXOJa HE YCTAaHOBJICHBI, COCTOSIHUE BCEX MAllMEHTOB
HOpMaH30BaJIoch. Kakue-mubo crnenuduueckne NpHU3HAKKA WM CHMIITOMBI TIEPEI03UPOBKH
JAaMHUBYJIMHA HE BBISBICHBI.

Jleuenue

B cnyuae nepeno3upoBKH ciieyeT KOHTPOJIMPOBATH COCTOSIHUE MAIlUEHTa U TI0 HEOOXOIUMOCTH
MPOBOJIUTH CTAHJIAPTHYIO MOAAECPKUBAIOIIYIO0 Tepamnuio. [10CKoIbKYy JIaMUBYJIMH BBIBOJUTCS U3
opraHu3Ma C IIOMOINBIO JWaNK3a, JUIs JICUCHUS TEPEIO3UPOBKH BO3MOXKHO TNPUMCHCHHUE

HCIIPCPBIBHOT'O IEMOAUAIN3ad, OAHAKO CIICHUAIIBHBIC UCCICAOBAHNA HC IIPOBOANIUCD.

5. ®PAPMAKOJIOTHYECKHUE CBOMCTBA

5.1. ®apMakoIMHAMHYeCKHe CBOCTBA

dapmakoTepaneBTHUECKasi TpyMmna: MPOTUBOBUPYCHBIE CPEICTBA CHCTEMHOIO JCHUCTBUS;
IPOTHBOBUPYCHBIE CPECTBA MPSIMOTO JIEHCTBHS; HYKJICO3HIHBIC U HYKJICOTHIHBIE HHTHOUTOPHI
00paTHOM TPAaHCKPUNITA3HI.

Koxg ATX: JOSAFQ5

MexauusM aeiicteud GapmakoanHamMudeckue 3G deKTsl

JlamuByIMH — aHajoOr HYKJIEO03WJO0B, OOJaJaloluii aKTHUBHOCTHIO B OTHOLIEHMH BHUpYyca
ummyHoeunuta yenoBeka (BUY) u Bupyca rematura B (HBV). JlamuByaun momsepraercs
BHYTPHKJIETOYHOMY MeTaboJIn3My ¢ 00pa30BaHUEM aKTHBHOTI'O POM3BOIHOTO — JIAMUBYIMHA 5-
Tpudochara. OCHOBHOI MexaHM3M €ro AercTBUS — OJOKMpPOBaHHME CHHTE3a LIENU B Ipoliecce
oOparHoit Tpanckpunuuun BUY. Tpudochar obnagaer cenekTUBHOW UHTUOUpYrOLIEH
aKTHBHOCTBIO B OTHomIeHHH peruukanud BUY-1 u BUY-2 in vitro, a Takke aKTHBHOCTBIO B
OTHOILIEHUM PE3UCTEHTHBIX K 3UAOBYIMHY KIMHMYeckuXx uzonaroB BUY. He nabmionanuch
aHTaroHucTuyeckue 3G exTsl iN VItro mpu 01HOBPEeMEHHOM MPUMEHEHHH JIAMHUBYIUHA U IPYTUX
AHTUPETPOBUPYCHBIX MPENapaToB (MCCIeOBaHHbIE BEIIECTBA: ab0akaBUp, TUAAHO3UH, HEBUPAITUH

Y 3UJIOBYJINH).
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COOTBETCTBYET 3KCMEPTHOMY OTUETY
ot 11.10.2022 N2 23860
Pesucmenmmocme (NOCMEAQOBATENLHOCTE 0002)

Pesucrentnocts BUY-1 k nmamMuBynuHy o0OycioBieHa 3aMeHON aMuHOKUCIOTEI M184V BOmm3u
AaKTUBHOTO IIGHTpa BHPYCHON oOparHO¥ Tpanckpuntaszbl (OT). JlaHHBI BapuaHT MyTaluH
BCTpEYAETCs KakK B yCIOBHAX IN VItro, Tak u y nHbuuupoanubix BUY-1 nanueHToB, moiyvaBImx
AHTUPETPOBUPYCHYIO TEPAMUIO, BKIIOYAIONTYI0 JaMuByauH. [Tpu mytarmmun M184V 3naunTenpHO
CHIDKACTCS YyBCTBUTEIBHOCTh K JIAMUBYIMHY M YMEHBIIAETCAd CHOCOOHOCTh BHUpyCa K
pemukaimu Iin Vitro. B wucciaemoBanusx iN VItro ObUIO YCTaHOBJICHO, YTO PE3UCTCHTHBIC K
3UJJOBYIMHY U30JISThI BUPYCa MOT'YT CTAHOBUTCS UyBCTBUTEIBHBIMU K €0 JEMCTBUIO, €CIIN Y ITUX
U30JIATOB OJIHOBPEMEHHO Pa3BUBAETCS PE3UCTEHTHOCTh K JIAMUBYIUHY. OJHAKO KIMHUYECKOE
3HAYEHHE ITUX JAHHBIX JI0 HACTOAIIETO BPEMEHHU HE ONPEIEICHO.

Jauuble in Vitro, Kak mpaBujIo, yKa3bplBaIOT HA TO, YTO MPOJIOJDKCHUE TPUMCHEHUSI JTAMUBY/IMHA B
COCTaBe AaHTHPETPOBUPYCHOM Tepamuu, HecMOTps Ha pa3Butue MmyTtaunun MI184V, wmoxer
IPUBECTH K MOSIBIIEHUIO OCTATOYHON aHTUPETPOBUPYCHOW aKTUBHOCTHU (BEPOSITHO, B pe3yibTaTe
YXyIIICHUs PETUTUKATHBHOM criocoOHOCTH BUpyca). KimmHmueckas 3HaYMMOCTh 3TUX Pe3yIbTaToOB
HE yCTaHOBJICHA. B EHCTBUTEIBHOCTH AOCTYIHBIE KIIMHUYECKUE JAHHBIE OYCHb OTPAHUYCHBI U
HE NO3BOJSIOT C/ENaTh OJHO3HAUHBIA BBIBOJ B 3TOM oOsactu. B mro0om ciyuae, Hayano
npumenHeuss HUOT, k koTopslM BUpYyC Bce e€llle YyBCTBUTENIEH, BCErja JIOJKHO ObITh Oosiee
NPEAIMOYTUTEILHBIM, YEM MTPOAOIDKEHIE TEPAITHH JIAMUBY TMHOM. TakuM 00pa3oM, MpoI0JKEHUE
TEpanuy JIAMUBYJIUHOM, HECMOTpst Ha mosiieHne mytauuu M184V, crnemyer paccmarpuBaTh
TOJIBKO B CJIy4ae OTCYTCTBUS JIpyrux aktuBHbIXx HUOT.

Mytamuss OT M184V npuBOAUT K Ppa3BUTHIO TEPEKPECTHOM PE3UCTEHTHOCTH TOJBKO K
AHTHPETPOBHUPYCHBIM TIpenapaTaM Kilacca HyKJICO3UIHBIX HHTHOUTOPOB. 3UOBY/IMH U CTaBYANH
COXPaHSIOT aHTHPETPOBUPYCHYIO aKTHBHOCTH B OTHOIIEHUH mTaMMOB BIY-1, pe3sucTeHTHBIX K
JaMUBYAHUHY. AGakaBUpP COXpaHsSET aHTHPETPOBUPYCHYIO aKTUBHOCTh B OTHOIIEHHM IITAMMOB
BUY-1, pe3ucTeHTHBIX K JaMHUBYJUHY U oOiajaromux Tosibko myranueidr M184V. Illtammsl ¢
mytarueir OT M184V nemoHCTpUPYIOT MeHee YeM 4-KpaTHOe CHIDKEHHE YyBCTBUTEIHLHOCTH K
JIMTAHO3UHY; KIMHHMYECKOE 3HAYCHUE ITUX JIAHHBIX HEM3BECTHO. TeCThl HAa YYBCTBUTEILHOCTH IN
Vitro He OBUIM CTaHIAPTHU3UPOBAHBI, U UX PE3YJIbTATHl MOTYT BapbHUpPOBATh B 3aBHCUMOCTU OT
METO/I0JIOTUYECKUX (PAKTOPOB.

In vitro naMuByaMH OKas3bIBaeT Claboe IMTOTOKCHYECKOE JEHCTBHE Ha JTUMQOIUTHI
nepuepuyeckoil KpoBH, Ha YCTOHYMBEHIE JTUM(OIUTAPHBIE W MOHOIIMTApPHO-MaKpodaraibHbIe
KJICTOYHBIE JIMHUU U PsIJl KIETOK-TPEANIECTBEHHUKOB KOCTHOT'O MO3Ta.

5.2. apmMaKkoKHHeTHYeCKHe CBOMCTBA

AOGcopOnus

.HaMI/IBYJII/IH XOpomo BCACBIBACTCA H3 IKCIYAOYHO-KHIICYHOI'0 TpakKTa, 6I/IOJIOCTy1'IHOCTI)
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COOTBETCTEBYET 2KCNEPTHOMY OTYETY
ot 11 'I::E':IEE hN= 23860 i
JaMHUBYJIMHA Y B3POCHBIX MOCJE NMpUeMa BHY 06branb docTantier 80=8574 Fberte Hrema

BHYTpb cpeaHee BpeMs (lmax) MOCTHDKEHHS MaKCHMAlbHOM KOHIEHTPAIlMU JaMHUBYJIWHA B
chIBOpOTKE KpOBHU (Cmax) cocTaBisier okojio 1 daca. Ha ocHOBaHMM JaHHBIX, MOJTYYEHHBIX B
HCCJIEIOBAHUM C yYaCTHEM 370POBBIX TOOPOBOJIBIIEB, PU MpUEMe TepaneBTU4Yeckoi 10361 150
Mr J1Ba pa3a B cyTku cpeanss (KB-koaddunument Bapuanun) paBHoBecHass KOHIEHTPAUSI Ciax U
Cmin TaMuBYyIMHA B IIa3Me KpoBu cocrtamiser 1,2 mxr/mi (24 %) u 0,09 mrx/mun (27 %)
coorBerctBeHHO. Cpemnss (KB) AUC (wromans mnox (apMakOKMHETHYECKOW KPHBOM
«KOHIICHTpAIMsI-BPEMsI») B HHTEpBaIe MEKy mpreMamu 12 4 cocrasisieT 4,7 Mxrxu/mi (18 %).
[Tpu TepaneBTrueckoii 1o3e 300 mMr oauH pa3 B cyTku cpenuss (KB) paBHOBecHast KOHIICHTpAIIHS
Cmax, Cmin 1 AUC B uHTepBanie Mexay npuemamu 24 1 cocrasisitor 2,0 Mxr/miu (26 %), 0,04
MKr/M (34 %) u 8,9 mxrxu/mi (21 %) COOTBETCTBEHHO.

Mesx 1ty B3pOCIBIMU MallMEHTaMH U I€TbMU HAOJI0IaINCh PAa3IuyKsl B CTETICHU BCACHIBAHUS (CM.
nozpaszaen «Jletu»).

[Tprem naMUBYIMHA BMECTE C MHIICH BBI3BIBACT YBEIHMUCHHUE {max M CHIDKEHHE Cmax (Ha 47 %),
OJTHAKO HE BIMSET HA OOILIYIO CTereHb abcopOuuu TaMUBYIMHA (PACCUUTAHHYIO Ha OCHOBAaHUH
senmurael AUC).

He oxwunaercsi, 4To mpueM M3MeIbUYeHHBIX Ta0JIETOK ¢ HEOOJIBIINM KOJIHMYECTBOM IMOIYyTBEPIOM
MU WM JKAJKOCTH MOBJIHSICT Ha (hapMaKoJIOTHISCKUE CBOWMCTBA IIperapaTa H, CJieJI0BaTeNIbHO,
HA  KIWHUYECKHA  3PdekT. DTOT BBIBOJ OCHOBAaH HAa  (PU3UKO-XUMHUYECKUX U
(bapMaKOKMHETHUECKUX JAHHBIX MPU YCIOBUH, UTO MAIIMEHT U3MENbYaeT U CMEIIUBAET C MUIIeH
win KuAKocTbio 100 % TabneTku, u IpUHUMAET He3aMeNTUTEIbHO.

CoBMecTHOE MPUMEHEHHE 3U0BY/IMHA MTPUBOIUT K YBEIMUCHUIO IKCITO3UIIMH 3UA0BYIMHA Ha 13
% ¥ yBEJIMYEHUI0 MAKCHUMAaJIbHON KOHILEHTpaluu B I1a3Me KpoBu Ha 28 %. DTO siBiIeHHE HE
CUMTAETCSl 3HAYUMBIM JJIs1 0€30MaCHOCTH MAallMEHTOB U, CIEI0BATENbHO, HE TPEOYyeT KOPPEKIIHH
J103.

Pacnpenenenne

[To maHHBIM KIMHWYECKHX HCCIICAOBAHHM TNPH BHYTPUBEHHOM BBEICHHH CPEIHHIA 00BbeM
pacripeiesieHus JaMUBYIMHA COCTABIISIET 1,3 JI/KT, a HaOJIrF01aeMblil TIEPHOJ] ITOJTYBBIBEACHUS — 5-
7 4. CpemHUil CHCTEMHBIH KIUPEHC JIaMHBYJIMHA COCTaBJisseT mpuoOausutenbHo 0,32 ji/u/kr,
OOJIBIIIYI0 YacTh KOTOPOTO COCTaBJISET TOYEYHBIH KIUPEHC dYepe3 CHCTEMy TpaHCIopTa
opraHu4eckux KatnoHos (6omuee 70 %).

JlaMUBY/IMH TIPOSBJISICT JTMHEWHYIO (hapMaKOKMHETUKY TpPU MPUMEHEHHH B TEPArieBTUYECKOM
JMara3oHe JI03 W HHU3KYK0 CTENCHb CBSI3bIBAHUS C OCHOBHBIM OCIIKOM IUIa3Mbl KPOBU —
anpoymMuHoM (< 16 % — 36 % 1m0 cpaBHEHHUIO C CHIBOPOTOUYHBIM aTh0YMHHOM B UCCIICTOBAHUSX IN

Vitro).

14



COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 11.10.2022 N= 23860

OrpaHudeHHbBIC JaHHBIC YKA3bIBAIOT HA TO, YTO aMHByﬁH%mM%%T@%%'%ﬁym

CHUCTEMY U CHMHHOMO3roBylo kuIkocTh (CMX). Uepes 2—4 u mocie mepopajibHOro mpuemMa
COOTHONIEHUE KOHIIeHTpanuu jJamuByauHa B CMOK u chIBOpOTKE KPOBU B CPEAHEM COCTABIISIIO
npubimsuTenpHo 0,12, VcTuHHAs cTeneHb NMPOHUKHOBEHMS, a TaKXe CBSI3b C KIMHHUYECKOMN
3(PEKTUBHOCTHIO HEU3BECTHBI.

Buorpancdopmarus

AxTuBHas (opma JaMUBYIMHA — BHYTPUKJIETOUHBIN JaMuBYyAnHA Tpudocdar — obnagaer 6omnee
JUIUTETIbHBIM KOHEYHBIM IE€PHOJOM IMOJIyBbIBeACHU U3 KIeTok (16—19 4) mo cpaBHeHHUIO ¢
MIEPHOJIOM TIOJIYBBIBEJICHUS €0 U3 I1a3Mbl KpoBHU (5—7 4). CorjilacHO TaHHBIM, TIOJTyYeHHBIM y 60
B3pOCJBIX 3I0POBBIX JOOPOBOJIBIEB, (PAPMAKOKMHETHUECKUE NapaMeTphl JIaMUBYJIUHA B
PaBHOBECHOM COCTOSIHUU Tpu npuemMe B o3¢ 300 Mr oAuH pa3 B CYTKH SKBUBAJIECHTHBI TAKOBBIM
npu npueme B 1o3e 150 r aBa pasza B cytku B oTHOIIEHUH AUC24 1 Crnax 1711 BHYTPUKJIETOUHOTO
namuByMHA Tpudocdara.

JlaMUBYIMH TIPEMMYIICCTBEHHO BBIBOAWTCS B HEHM3MEHHOM BHJE TNoukaMu. MeTtabonmueckue
B3aMMOJICHCTBYS JIAMUBYIMHA C APYTUMH JICKAPCTBECHHBIMU TperiapaTaMyi MajJOBEPOSITHBI BBUTY
HEe3HaYuTeNnbHOro Merabonu3Ma B neueHu (5—10 %) u Hu3KOI cTeneHu CBA3BIBAHUS C OelKaMu
J1a3Mbl KPOBH.

DJIMMUHALHS

B uccnenoBaHusax ¢ y4acTHEeM MAalMEHTOB C MIOYEYHON HETOCTATOYHOCTHIO OBLIO MOKA3aHO, YTO
HapylieHne (QYHKIMM TOYeK BIMSIET Ha BHIBEJACHHE JIaMUBYAMHA. PeKOMEHIyeMblil pexum
JIO3UPOBAHUS 7S MMALIMEHTOB C KJIIMPEHCOM KpeaThuHHHA MeHee 50 MJI/MUH MPUBEACH B pazJiene
4.2.

B3aumopeiicTBue ¢ TPUMETONPUMOM — KOMIIOHCHTOM KO-TPUMOKCa30jia — MPUBOJUT K
MOBBIIICHHUIO YKCIIO3UIUH TaMuByIuHA Ha 40 % pu MpUMEHEHUH B TEPAeBTHUECKUX J03aX. Tem
HE MEHee, 32 UCKIIOYCHHEM MAIMeHTOB C MOYEYHOW HEeIOCTATOYHOCTHIO, KOPPEKIIHS 03Bl HE
Tpebyercs. CremyeT TIIATENBHO OICHWBATh BO3MOXKHOCTH OJIHOBPEMEHHOTO NPHUMEHEHHS KO-
TPUMOKCa30J1a C JIJAMUBYIMHOM Yy TIAIIHEHTOB C TIOYEYHON HEJJOCTATOYHOCTHIO.

[TanMeHTHI OXKUIIOr0 BO3pacTa

I[aHHBIe 1o (I)apMaKOKI/IHCTI/IKC JJaMUBYJIMHA Yy MAHUCHTOB CTApIIC 65 ner OTCYTCTBYIOT.

HaHI/IeHTBI C HApYIUICHHUEM d[)VHKI_II/II/I IIOYCK

vy ManUEHTOB C HApYHMICHUEM (byHKHI/II/I IMOYCK KOHICHTpaUusd JIaMUBYAHHA B IIJIa3M€ KpPOBH
(AUC) TIOBBIIICHA BCIICACTBUC CHUKCHHOT'O KIIMPCHCA. Takum o6pa30M, NManueHTaM € KIIMPEHCOM
KpCaTHUHUHA MCHCC 50 mir/mMuH HeO6XOI[I/IMO YMCHBIICHUC O3Bl JIAaMHUBYIHUHA.

HaHI/IeHTI)I C HApYIHICHHUEM d:)VHKI_II/II/I INECYCHHU

JlaHHBIE O TPUMEHEHUH JIAMUBY/IMHA Y AIUEHTOB CO CPEIHEN U TSKEIOU CTEIEHBIO HAPYLIEHUS
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COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 11.10.2022 N= 23860
(QYHKIMM NEYEHH CBUIETENBCTBYIOT O TOM, UT( HapymeHIe-hy IRt TIeHeri ey e THent0 He

BIUSET HAa (PAPMAKOKUHETUKY JIAMUBYIHHA.
bepemeHHOCTH
dapMaKOKMHETHKA JIAMUBYAMHA NPU OEPEMEHHOCTH HE OTJIMYAeTCs OT ero (papMakOKWHETUKHU B
ciiy4ae oTCcyTcTBUs OepemeHHocTH. KoHIleHTpalus TaMUBYIMHA B CBIBOPOTKE KPOBHU JIeTeHl pu
pPOXICHUH ObLIa aHAJIOTUYHA TAaKOBOM B CHIBOPOTKE KPOBH MAaTEpH M IyMIOBHHHON KPOBU Ha
MOMEHT POJIOPa3pEUICHUsI, YTO COTJACyeTcs C JaHHBIMH O MACCUBHOM TPOHUKHOBEHUU
JaMHUBYJIMHA Yepe3 TUIALEHTY.

eTH
AOcomoTHass OMOJOCTYIMHOCTh JlaMuByaAuHA (mpuMepHo 5866 %) Obima Hmke U Oolee
BapuabenpHa y gered miamme 12 mer. Ilpwem snamuByawHa y neted B ¢opme TabIeTOK
OJIHOBPEMEHHO C JPYTMMU aHTHUPETPOBUPYCHBIMU MpenapaTtamMu B popme TableTok odecreunBa
6onee Boicokue 3HaueHUs AUC, u Cmax TaMHBYIUHA B IJIa3M€ KPOBU IO CPABHEHHIO C paCTBOPOM
JUISE TIpUeMa BHYTpPb, NPUHUMACMBIM OJHOBPEMEHHO C JPYTUMHU aHTUPETPOBHPYCHBIMHU
npemnaparamMu B (hopMe pacTBOpa ISl IpreMa BHYTPb. Y JACTEH, MOTy9YaBIINX JIAMUBYIHH B (hopme
pacTtBopa Uisl IpUeMa BHYTPb B COOTBETCTBUHU C PEKOMEHIOBAHHBIM PEKUMOM JI03MPOBAHUA,
ObLIa JOCTUTHYTA SKCIO3UIIMS JTaMUBYIMHA B TJIa3Me KPOBH, 3HAUYECHUS KOTOPOU HaXOAMWIIUCH B
JMara3oHe, MOJTYYCHHOM y B3POCIBIX MAIUEHTOB. Y JETeH, MPUHUMABIINX JIAMUBYIHH B (hopMe
Ta0JIETOK B COOTBETCTBHH PEKOMEHIOBAaHHBIM PEKUMOM JTO3UPOBAHUS, SKCTIO3HIIHSI TAMUBY INHA
B IJJa3Me KPOBH ObLiIa BHIINIE, Y€M Yy JIeTel, MPUHUMABIINX JTAMUBYJIUH B opMe pacTBOpa s
npreMa BHYTPb, MOCKOJIBKY MpHU MpHUeMe Mpernapara B ¢opMme TaONeTOK MalMeHThl MOTyYaroT
OoJiee BBICOKHE JI03BI B IEpepacyeTe Ha MI/KT Macchl Tela, W JIAMUBYIUH B (opMe TaOIeToK
XapakTepusyercs 0osee BBICOKOW OMOJOCTYMHOCThI0. DapMaKOKMHETHUECKHE HCCIEOBAHUS
MPUMEHEHHUS JIAMUBYAHMHA Yy JIeTeil B opMe pacTBopa Il preMa BHYTPh U B (popme TabieTok
MOKa3aj, 4TO MpHUeM Mpemnapara OJAWH pa3 B CYTKH dKBHBaJieHTeH o mokazatento AUCo.24
npueMy IpernapaTa JBa pa3a B CYTKHU NpPU OJAMHAKOBOM 0OIIed cyTouHOM no3e. J[aHHble 1O
(dbapMakOKMHETHKE Tpenapara y JeTed B BO3pacTe MIailie 3 MECSIEB OrpaHUyYeHbl. Y
HOBOPOKJICHHBIX Ha TEPBOW HEJENe >KU3HH KIMPEHC JaMHUBYJIWHA MPH MpHUeMe BHYTPb ObLI
CHI)KEH TI0 CPaBHEHHIO C JIETHbMU 0OJiee CTapIero BO3pacTa, BEPOSTHO, BCIEICTBUE HE3PETOCTH
BBIZICIUTENILHON (PYHKITMU TOYEK M HEMOCTOSTHCTBA IMoka3aresieil abcopOuun. Takum obpazom,
JUTS TOCTFDKEHUST SKCITO3UITUH, CXOJTHOM C TAKOBOHM y B3POCIIBIX U JIeTEH, peKOMEHI0BaHHAS J103a
JUTSL HOBOPOKJIEHHBIX COCTABIISIET 2 MI/KT JIBa pa3a B CyTKU. JlaHHBIE 1O MPUMEHEHHIO Mpemnapara

Y HOBOPOXKACHHLIX B BO3PACTC CTAPIIC 1 HEACIIN OTCYTCTBYIOT.

6. PAPMAIIEBTUYECKHE CBOMCTBA
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 11.10.2022 N= 23860
(NOCNEOCBATENEHOCTE 0002)

6.1. IlepeyeHb BcoMOTraTeJIbHbIX BellleCT

Anpo:

KapOoxcumeTtunkpaxman HaTpust (IIPUMOTEINb);

Kpaxmain npexxenatuHu3UpOBaHHBIN;

Kpemuus auokcua Koswmouaabli (aspocuin Mapka A — 300);

Marnus creapar;

[ennron03a MUKPOKPUCTAIIIMYECKAS.

O6onouka:

['uIpoKCUIIPONUIMETHIILIEIIII0NI03a (THITPOMEIIIO3a);

KonoBupon;

[Mommatunenrmukons 6000 (makporos 6000);

Tpurnuuepua KanpuiaoBOi/KanpruHOBON KUCIOTHI;

[TonmuaexcTposa;

Turana quokcun.

6.2. HecoBmMecTHMOCTH

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHUs1)

4 rona.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHUHU

B opurnnanbHol yrnakoBke IpOU3BOIUTENS NPH Temreparype He Boime 25 °C.

6.5. XapakTep u coaepkaHue NePBUYHON YIAKOBKHU

I[To 10 TabneToK B KOHTYPHYIO SYEUKOBYIO YIIAKOBKY U3 TJICHKHU MOJUBUHUIXJIOPUIHON U GOJIBIU
AJIOMUHHUEBOM NI€YaTHOM JTAKUPOBAHHOM.

ITo 60 nnu 100 TabneTok (A5 cTalMOHAPOB) B 0aHKY MOJIMMEPHYIO C KPBILIKOM, HATATMBAEMOM C
KOHTpOJIEM IEepBOro BCKpbITHs. Ha 6GaHKM HaKIEUBAaIOT 3TUKETKH U3 OymMaru 3TUKETOYHOM.
Bmopuunas ynaxoska nexapcmeennozo npenapama

ITo 1,2,3,5, 6 wim 10 KOHTYpHBIX AYEHKOBBIX YIIAKOBOK BMECTE C MHCTPYKLUEH 110 TPUMEHEHUIO
MOMEIIAIOT B MAYKy U3 KapTOHa JJIsl MOTpeOuTenbckoi Tapbl. Ilauky momemamT B rpyImnoByo
YIaKOBKY.

banku BMecTe ¢ paBHBIM KOJIMYECTBOM MHCTPYKIUH 110 MPUMEHEHHIO NTOMELIAIOT B IPYIIIOBYIO
YIaKOBKY — KOp0oO U3 TopprUpOBaHHOIO KapTOHA.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH TPH YHUYTOKEHUM  MCIOJb30BAHHOTO
JIEKAPCTBEHHOI0 Mpenapara MJIM OTXO0AO0B, MOJYYEHHBIX IMOcJe MPHMeHeHHs
JICKapCTBEHHOI'0 Npenapara v Apyrue MaHuIyJIsINAHU ¢ NpenapaToM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 11.10.2022 N= 23860
(NOCNEOCBATENEHOCTE 0002)

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YOCTOBEPEHUSA

Poccniickas @enepanus

AO «DapmacuHTe3»

FOpuouueckuii aopec: 664007, Upkytckast 00i1., T. UpkyTck, yi. KpacHorBapaeiickasi, 1. 23, oduc
3

Aodpec npoussodcmeenno niowaoku. r. Upkyrck, yiu. P. JliokcemOypr, 1. 184

Ten.: +7 (3952) 55-03-55

dakc: +7 (3952) 55-03-25

Anpec snekTpoHHO# nouThl: Info@pharmasyntez.com

7.1. [IpeacTraBuTeb AepKATENsA PETHCTPANMOHHOTO YI0CTOBEPEHMS

IIpereH3uu HOTDC6HT€J'I€I7[ CICAYECT HAITPABJIATH IO aAPECY.

AO «®apmacuHTe3»
Aopec: r. Upkytck, yn. P. JlrokcemOypr, 1. 184
Ten.: 8-800-100-1550

Anpec anekrporHoi moutsl: Info@pharmasyntez.com

8. HOMEP PET'UCTPALHMOHHOI'O YAOCTOBEPEHUA

9. IATA NEPBUYHOMN PETMCTPAILIMU (IOATBEPXIEHUS PETUCTPALIUU,
INEPEPETUCTPAIIN)

[lata nmepBoii perucTpanuu:

10. TATA IEPECMOTPA TEKCTA

OOmiass  xapakTepucTHKa  JIEKapCTBEHHOro  mpemnapara JlamMmuBynMH  JocTynmHa  Ha
uH(pOpMallMOHHOM TmopTaje EBpasuilckoro »KOHOMHUYECKOrO Ccor03a B HH(POPMAIMOHHO-
KOMMYHHUKAIIMOHHOH ceTu «IHTepHeT»

http://eec.eaeunion.org/

18


http://eec.eaeunion.org/

