COOTBETCTEBY ET_ f-_' K li_: __ EPTHOMY OTUETY

ot 29.08.2025 Ne 21587

OBILAST XAPAKTEPHCTHKA JIEKAPCTBEHIFOPOTIPEITAPATA U002

1. HAUMEHOBAHMUE JIEKAPCTBEHHOT'O ITPEITAPATA

JlamuByauH, 150 Mr, TaGJIeTKH, TOKPHITHIC INIEHOYHOW 000JI0YKOM.

2. KAUYECTBEHHBIN 1 KOJTMYECTBEHHBI COCTAB
JleficTBy1olII€€e BEIIECTBO: JaMUBYAUH

JlamuByaud, 150 mr, TabaeTKY, TOKPBITHIE IUIEHOYHOU 000JI0YKOM

Kaxxnas tabnerka, HOKphITas MJIEHOYHONW 000JI09KOH, coaepuT 150 Mr namMuByarHa.

[TonHbIi IepeyeHb BCIOMOTaTEeIbHBIX BEIIESCTB MPUBEIEH B pazjerie 6.1.

3. JJEKAPCTBEHHAS ®OPMA
TabneTKH, MOKPHITHIE INICHOYHOU 000JI0YKOM.
Kpyribie JBOSIKOBBIYKJIbIE TaOJIETKH, MOKPHITHIC IJICHOYHOH OOOJOYKON OENOoro WM IOYTH

0esoro nsetra. Ha IOIICPCUYHOM Pa3pe3€ AAPO 0eJI0ro Ui IOYTH OEIoro OBCTA.

4. KIMHUYECKUE JAHHBIE

4.1. Iloka3aHusl K IPMMEHEHUIO

JlamuByIMH NOKa3aH K IPUMEHEHMIO y B3POCIBIX U JIETEH C MAaccoi Tejla HE MEHee 25 KI s
JeyeHuss Bupyca uMMyHojepuuura yenoBeka (BHMY) B coctaBe KOMOMHUpPOBaHHOM
AHTUPETPOBUPYCHOU TEpAIINH.

4.2.  Pe:xxum 103UPOBAHUS U COCO0 MPUMEHEHUS

JlaMHBYZIMH 1OJIKEH Ha3HAYaThCsl BpauoOM, UMEIOIUM ONbIT JiedeHuss BUY-undexuun.

PexxuM 103upOBaHus

Bspocnvie

Pexomennyemas no3a namuByauHa y B3pocibix cocrasiseT 300 mr B cytku: o 150 Mmr aBa paza
B cyTkH Uiy 1o 300 Mr ouH pa3 B CyTKH.

ITpu nepexoje OT pexuma IpUeMa J1Ba pasza B CyTKH K peXUMY OJIMH pa3 B CyTKH CJIEyeT IPUHSATh
NEPBYI0 PEKOMEH/IOBAaHHYIO OJHOKpPAaTHYIO /103y NpUMEpHO dYepe3 12 4 mocie mnocienHein
IOPUHATOM J03bl [0 PEXUMY JIBYKpaTHOrO IpuemMa, a 3aTeM HpoJoDKaTh NPUHUMATh
PEKOMEHIYEMYIO OJHOKPATHYIO 103y IPUMEpPHO Kaxble 24 4. [Ipu Bo3BpaTe Kk pexxuMy pueMa
JIBa pa3a B CyTKH CIEAYET MPUHATH NEPBYI0 PEKOMEHIOBAHHYIO /103y 110 PEXUMY ABYKPATHOTO
IIpueMa IpUMEPHO Yepe3 24 9 1ocse NocaeqHed TPUHATON OJJHOKPATHOU JTO3bI.

Oco0ble TPVIIILI TAIUEHTOB

Habﬁ/leHWlbl NnoJ2HCUs10c0 so3pacma

I[aHHBIe o NpUMCHCHHUIO JIAMUBYIWHA Y 3TOM KaTCropuu mnanuceHTOB OTCYTCTBYIOT, OJHAKO

1



COOTBETCTBYET 3KCMEPTHOMY

ot 29.08.2025 N= 21587

cleIyeT coOJII0IaTh 0COOYI0 OCTOPOIKHOCTD TP aneMérlllpenagaq'a'@ T;I]g&trﬂmre TO;SFB—' (:JBSISI/I

C BO3PAaCTHBIMM M3MEHEHHMSIMM, TaKUMH KakK YXyAIIeHHEe (YHKIHH TOYEK W H3MEHEHHUe
M0Ka3aTeyiel KPOBH.

Tayuenmoi ¢ napywenuem ¢hynkyuu novex

VY NanueHToB ¢ HapylleHHeM (YHKLUHU I[OYEK CpelHEH M TKEJIOM CTelneHH KOHLEHTpPalus
JamuBynnHa B 1wiazMe kpoBu AUC  (mnomans mox  (GapMakOKMHETHYECKOW —KpPUBOM
«KOHILIEHTpAalUs-BpEMs») TIOBBILIEHA BCIECICTBUE CHUKEHMS KiupeHca. [loaToMy y manueHTos ¢
KJIMPEHCOM KpeaTuHMHa MeHee 30 MII/MUH NpUMEHEHHE JIaMHUBYAMHAa B (opMme TabJIeTOK
IPOTHBOIIOKA3aHO.

Pexomendayuu no nodbopy 003bl v 83p0OCablx U 0emell ¢ Maccou mena He menee 25 k2

Kinpenc kpearnnuHa [TepBas no3a [TonnepxuBaromas 103a
(Ma/MuH)
ot 30 1o 50 150 mr 150 mr 1 pa3 B cyTku
Menee 30 [IporuBomoOKa3aHo (I  JaHHOW  JIGKQpCTBEHHOW  (hOpMmBI).

HeoOxonuMo mnpuMeHeHHE JIaMHBYIWHA B JIEKAPCTBEHHOUW (dopme
pacTBOp 7S IpUeMa BHYTPb.

Tlayuenmsi ¢ Hapywenuem yuKyuu neveHu

JlanHbple, MOTy4YeHHbIE Y MAIMEHTOB C HapylleHHeM (YHKUIWW TEYEeHU CPETHEH M TKEeIon

CTEINEHHU, TOKAa3bIBAIOT, YTO AUCHYHKIMSA IEUEHH HE OKAa3bIBACT CYIICCTBEHHOE BJIMSHUE Ha

(dbapMakOKMHETUKY JamMuByAuHa. VMcxons W3 STUX JaHHBIX, JUIsl TAIMEHTOB C HAPYIICHHEM

GYHKIMY TTEYeHH CPEeTHEN U TSKETION CTeTeHH KOPPEKIIMU 1036l He TpeOyeTcsl, 3a UCKITI0YCHHEM

CIIy4aeB, KOT/Ia HapyIIeHne (QYHKIIMU TIEYeHU COMIPOBOXK/IAETCS HapyIIeHneM (QYHKIIUHU TTOYEeK.
eTH

Jlemu ¢ maccoil mena ne menee 25 ke

Pexxum no3upoBaHus A I€T€d C MAaccol Tena He MeHee 25 KI' He OTIMYAeTCs OT PeKUMa

JIO3UPOBAHUS ISl B3POCIIBIX.

Jlemu ¢ maccoii mena menee 25 ke

[Tpumenenue npenapara JlamuBynuH B opme TaONeTOK y JeTeill ¢ Maccoil Tena MeHee 25 Kr

MIPOTUBOIIOKA3aHO B CBSA3U C HEBO3MOKHOCTHIO KOPPEKIIUH J03bI B 3aBUCUMOCTH OT MAcCChI TeJa.

Crooco0 nmpuMeHeHus

BHyTpb, BHE 3aBUCUMOCTH OT IpHUEMa IHILH.
Jns obecrieueHUs] TOYHOCTH JO3UPOBAHUS Mpernapara TableTKU PeKOMEHIYeTCs MporiaTbiBaTh
MOJIHOCTBIO, 0€3 wu3MenbueHus. /[l MalnueHTOB, KOTOpPbIE€ WCIHBITHIBAIOT TPYIHOCTH C

MMporjiiaTbIBAHUEM Ta6J'ICTOK, npeaHa3HavdcHa JICKapCTBCHHAA (bopMa pacTBOP IJIA IIpUCMa BHYTPb.
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MepeMenTNBaHUEM C HEOOBIINM KOJIMYECTBOM TOTYTBEPAON MUIIK WU KHUAKOCTH, IIPH ITOM
MIOJIyYEHHYI0 CMECh HE00XO0IMMO MPUHATH BHYTPb MOJHOCTHIO U HE3aMEIJIUTENBHO.

[Tpu nepexoe oT npueMa npemnapara B popme pacTBopa K npuemy mnpemnapara B popme TableTok,
WM HAo0OpOT, HEOOXOAMMO CIEAOBAaTh PEKOMEHJAIMSAM [0 JO3UPOBAaHUIO IIperaparta,
YCTAHOBJICHHBIM JUISL KXKI0H KOHKPETHOM JIeKapCTBEHHOH (POPMBI.

4.3. IIpoTuBONOKA3aAHHUS

. ['unep4yBCTBUTENBHOCTH K JJAMUBY/IMHY WM K JIFOOOMY M3 BCIIOMOTaTEJIbHBIX BEIIECTB
npernapara, nepeyrciieHHbIX B pazzene 6.1.

. Hetu ¢ maccoii Tena 10 25 Kr.

. Hapymenne ¢yHKIIMM MOYeK MpH KIUPEeHce KpearTnHuHa MeHee 30 Mu/MuH (711 TaHHOM
JIEKapCTBEHHOU (DOPMBI).

4.4.  Oco0Oble yka3aHusi M1 Mepbl IPEJOCTOPOKHOCTHU NMPHU NPUMEHEHU U

Oco0ble yKa3anus

ITpuMmeHeHne TaMUBYHA B KAY€CTBE MOHOTEPAIIMH HE PEKOMEHIYETCSl.

Hapywenue ¢pynxyuu novex

VY manmueHToB ¢ HapylmieHHeM (YHKIHMH TOYEK CPEAHEH M TSDKEIOH CTEeTeHW KOHIICHTPAIHs
JaMuByauHA B 1u1azMe KpoBu (AUC) moBbIlIeHa BCIICACTBUE CHU)KECHHSI KIIMPEHCA JIAMUBY/IMHA,
[O3TOMY TaKUM IalMeHTaM TpeOyeTcss KOPPEKIHs JO3bI.

Tpoiinas nykneo3uonas mepanusi

bbuin mosyueHsl COOOIIEHHS O BBICOKOW YacTOTE CIy4aeB BHPYCOJIOTHYECKOW HEydauu U
BO3HMKHOBEHUHU PE3UCTEHTHOCTH HA paHHEM 3Talle IpH MpUeMe JIAaMUBYAMHA B KOMOWHAIMU C
TeHO(OBHpa AU30MPOKCHIIA (hymMapaToM M abakaBUPOM, a Takke ¢ TeHO(OBUpa AU3OMPOKCUIIA
(dbymapaTroM U TUJAHO3UHOM B peXHMME OJJUH pa3 B CYTKH.

Onnopmynucmuyeckue uHgpexyuu

VY nanMeHToB, MOJIyYalolUX JAMUBYIUH WK JIPYTHMe€ aHTUPETPOBUPYCHBIE MpernapaThbl, MOTYT
Pa3BUTHCS ONMIMOPTYHUCTHUYECKUE MHPEKIUHN WK Apyrue ocnoxxkHeHus BUY-nndexuum, mostomy
NAalMEeHThl JOJDKHBI HAaXOAMTHCA MOJ TIIATENbHBIM HAOJIOJCHHEM Bpauyeil, MMEIOIIMX OIbIT
nedeHus nanueHToB ¢ BUY-accounnpoBaHHbIMU 32001€BaHUSIMHU.

Ilanxkpeamum

Onucanbl pelkue cilydad pa3BUTHs MAaHKpEaTHTa IPU NPUMEHEHHM JamMuByIuHaA. OJHAKO HeE
YCTaHOBJIEHO, BBI3BAHO JIM 3TO OCJIOKHEHNE IECTBUEM JIEKAPCTBEHHOTO IIpenapaTa Wi sIBISIETCA
CJIeICTBUEM OCHOBHOTrO 3aboneBanusi - BUU-undexnun. Jleuenne naMuByIMHOM HEOOXOAMMO
HEMEIJIEHHO IPEKPATUTh MPH MOSBICHUH KIMHUYECKUX CUMIITOMOB MJIH J1a00paTOPHBIX TaHHBIX,

CBHUACTCIILCTBYIOIIUX O Pa3BUTHUHU ITAHKPEATUTA (6OJ'IB B )KUBOTC, TOIIIHOTA, pPBOTA WUJIH IIOBBIIICHUE
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JMarHo3a NaHKpeaTuT.
Jlakmoayuoo3s u evipaddicennas 2enamome2anus co Cmeamo3om

HmeroTces cooO11eHns 0 pa3BUTUH JAKTOALM103a U BBIPAXKEHHOM IeraToMerajiiy co CTeaTO30M, B
TOM YHCJE C JICTAIbHBIM HCXOJOM, BCIEACTBHE AHTHUPETPOBUPYCHOM Tepanuu aHaJIOraMu
HYKJICO3HUJIOB B BUJIE OT/ICJIbHBIX MPEMapaToB WM B KOMOMHALIUH, BKIIIOYAst JAMUABYIUH.
[TogoGHBIE SIBIIEHUS] OTMEYAIIUCH, TJIABHBIM 00Pa30M, Y >KEHIIUH.

KimHndeckre cMMOTOMBI, KOTOPBIE MOTYT YKa3blBaTh Ha Pa3BUTHE JIAKTOALUA03d, BKIIOYAKOT
0011yt c1a00CTh, aHOPEKCHUIO, CTPEMUTENBHYIO HEOOBACHUMYIO IIOTEPIO MACCHI TeJIa, CUMIITOMbI
MOpaKEHUs KEMyJOYHO-KUIIEYHOTO TpakTa (TOIIHOTA, PBOTA M OOJIb B XHUBOTE) U OPraHoOB
JbIXaHus (OJIBIIIKA U TAXUITHO?), HEBPOJIOTUYECKUE CUMIITOMBI (BKIIIOYast MOTOPHYIO CI1a00CTh).
JleueHne aHajoOraMuM HYKJIEO3UJOB HEOOXOAMMO IPEKpaTUTh B  ClIydae pa3BUTHUA
CUMIITOMATUYECKOM  TUIEpJaKTaTeMHMM U METa0OJIMYECKOro  aIu103a/1aKToalua03a,
IPOTPECCUPYIOIICH renaToMeraiii Wil OBICTPOTO TIOBBIIICHHUSI aKTUBHOCTH aMUHOTpaHCc(epas.
JlakToann103 0OBIYHO pa3BUBAETCA I10OCIIE HECKOJIBKUX MecsleB jeueHus. Ciaenyer codionaTh
OCTOPOKHOCTh IPU NPUMEHEHUU AaHAJOrOB HYKJICO3MJIOB JJs JIEYEHUs JIO00ro IMalueHTa
(0COOEHHO - KEHIIUH C 0)KUPEHUEM) C IelaTOMEerajalel, renaTuToM WU JPYTUMH U3BECTHBIMU
(dakropaMy pHUCKAa TOPaKEHUS T[I€YEHM U CTEaTO30M IeueHu (BKJIIoYass IPUMEHEHHE
OIpe/IeNIEHHBIX JIEKApPCTBEHHBIX MPENapaToB U YIOTPEOIECHUE aJIKOTOJIs).

Mumoxonopuanvuas oucgynkyus 8 pe3yiomame 6HympuympoOHo2o 6030eUcmausl

AHaJIOTH HYKJICO3HUJIOB M HYKJIEOTHJIOB CIIOCOOHBI BBI3BIBATh PA3IMUHYIO CTETIEHb MOBPEXICHHS
MUTOXOHJIpHM, 4TO HanboJjiee SApKO MPOSIBISIETC NPU NPUMEHEHUU CTaBYAMHA, NUJAHO3MHA U
3UJIOBY/IMHA. 3apEerUCTPUPOBAHbI Clydyau pa3BUTHS MUTOXOHJApUaNbHON nuchynkuuu y BUY-
OTPHILIATENBHBIX JeTeH, MOABEPIraBIIMXCS BO3ACHCTBUIO aHAJIOTOB HYKJIE03UI0B BHYTPUYTPOOHO
W/WIN TIOCTIe POXKJICHHS; TJIaBHBIM 00pa3oM 3TH Cilydau ObLIM CBSI3aHBI CO CXEMaMH JICYCHMS,
coJiepKaluMHU 3uoByAMH. (OCHOBHBIMH HEXEJAaTelIbHBIMU  PEAKIUSAMH  SIBJISUINCH
reMaToJIorMueckue HapylleHus (aHeMus, HEUTpPONeHHs) M HapylleHHs oOMEeHa BEIEeCTB
(rumepiakTaTeMMs, TUIEpPIUNA3eMus). OTH HeXelaTeldbHble peakIUH 4YacTo SBISUINCH
TPaH3UTOPHBIMU. BBIIN 3aperucTpupoBaHbl PEIKHE CIIy4ad HEBPOJIOIMYECKHX pacCTPOMCTBA ¢
MO3HUM HayaJioM (MTOBBIIIEHUE TOHYCAa MBIIIL, CYJOPOTH, HAPYLLIEHUS TOBEeHus). SABIstOTCS
JM JaHHbIE HApYyIIEHHS TPAH3UTOPHBIMM WJIM MOCTOSHHBIMH, B HACTOSIIEE BpeMs HEU3BECTHO.
BeposiTHOCTh pa3BUTHA MUTOXOHAPHAIBHONW JUC(HYHKIMM CIEAyeT paccMaTpuBaTh y JHOO0OTo
peOeHKa, MOJBEPraBIIErocsi BHYTPHUYTPOOHOMY BO3JCHCTBUIO aHAJOraMu HYKJICO3UAOB U
HYKJIEOTH/IOB, C BBIP@&KEHHbIMU KJIMHUYECKMMHU CHUMITOMaMU HESICHOM ATHOJOTHH, B

OCOOEHHOCTH HEBPOJIOTHYECKUMH paccTpoiicTBaMu. [IpencraBineHHbIe JaHHBIE HE BIUSIOT Ha
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TEKYIINe PEKOMEH/IAINH 110 MPUMEHEHHUIO aHTH eTpOBHﬁu:Hon %&%H%B%HIIHX }KCHHII/IH

JUIs PO MIIAKTUKY BepTUKAIBbHON nepenaun BUY-ungexunu.

Macca mena u obmen sewgecms

Macca Tena, a Tak)Ke KOHIIEHTpAIHsl JTUMHI0B U TJIFOKO3bl KPOBH MOTYT MOBBIIIATHCS BO BpPeMsI
AHTUPETPOBUPYCHOM Tepanuu. OTH U3MEHEHHUS MOTYT ObITh YACTHYHO CBSI3aHBI C KOHTPOJIEM
3a0oneBaHus M 00pa3oM >KM3HU. BbUIM MONydeHBl JaHHBIE, MOATBEPXKAAIOIINE B HEKOTOPBIX
CIIy4asiX BJIMSIHME TEPAlMU HA KOHLEHTPALHUIO JIUIIUJO0B, B OTHOLIEHUH YBEJIMYEHUsI MacChl Tea
Takue JaHHbIE OTCYTCTBYIOT. ClielyeT IpOBOAUTH KOHTPOJIb KOHIEHTPALIUH JIUIIUOB U TIIFOKO3bI
KPOBH B COOTBETCTBHM C YCTAHOBJICHHBIMH peKoMeHAauusMu 1o tepanuu BUY-undeximm.
Hapymenus nunuaHoro ooMeHa Heo0X0JMMO KOPPEKTUPOBATH B COOTBETCTBHH C KITMHHYECKUMHU
IPOSIBICHUSMH.

Cunopom eoccmarnognenus UMMyHuUmema

Y BUY-uHQUUMPOBAHHBIX NAlMEHTOB C TSXKEJIBIM MMMYHOAE(DUIMTOM HAa MOMEHT Hauaia
AQHTHPETPOBUPYCHOH TEpanmMy BO3MOXKHO pAa3BUTHE BOCHAIMTENBHOW peaknuu Ha (oHe
0ECCUMITOMHBIX OMIOPTYHUCTHYECKUX WHQPEKINH WM WX OCTATOYHBIX SBJICHHH, YTO MOXKET
CTaTh IPUYMHOMN CEPHE3HOT0 YXY/IIEHHUS COCTOSHUS WM YCYryOJIeH!s: CUMITOMAaTHKU. OOBIYHO
9TU peaklUy BO3HUKAIOT B TEUCHHE MEPBBIX HECKOJIbKHUX HENENb WM MECSIEB MOCie Havaa
AQHTUPETPOBUPYCHON Tepamuu. THUNUYHBIMHA TIPUMEpPAMH  SBISIOTCS [IUTOMETraJOBUPYCHBIN
PETHHUT, TEHEpaJM30BaHHAS W/WIM o4aroBas WHQEKIHs, BbI3BaHHAS MHUKOOAKTEPHSIMH, H
IHEBMOHHS, BbI3BaHHass Pneumocystis jirovecii (Takke W3BECTHA KaK ITHEBMOLKMCTHAS
nHeBMoHus, [II1). IlosiBieHue mOOBIX CHMOTOMOB BOCHAJeHHS TpeOyeT HEeMEJIEHHOIO
o0crenoBaHus U, NP HEOOXOAUMOCTH, JICUEHUSI.

AyTouMMyHHbIE 3a00JieBaHus (Takue Kak 0oyie3Hb ['peliBca U ayTOMMMYHHBIN T€lIaTUT) TaKKe
HaOroanuch Ha (JOHE BOCCTAHOBJICHMSI MMMYHMTETA, OJIHAKO BpPeMsl MEPBUYHBIX MPOSBICHUIN
BapbHUpOBAJIO, U 3a00J€BaHUE MOIJIO BO3HUKATh Yepe3 MHOI'O MECSIIEB MOCie Havyalla Tepanuu u
MHOT/]a UMEJIO aTUITUYHOE TEYCHHE.

3abonesanus neuenu

[TarenTsl ¢ xponuuyeckuM remarutom B (HBV) wim C, nomydarormime KOMOMHHUPOBAHHYIO
AHTUPETPOBUPYCHYIO TEPAIHIO, XapaKTEPU3YIOTCS MOBBIIIEHHBIM PUCKOM PAa3BUTHS TSDKEIBIX U
NOTEHLIMAJIbHO JIETAJbHBIX HEXKEJIAaTeNbHbIX peakuil Cco CTOpOHBI TNiedeHH. B ciyuae
COMYTCTBYIOIIEH mpoTuBOBHpYycHOW Tepamuu HBV wmm C crmegyer Takke O3HAKOMUTBHCS C
COOTBETCTBYIOIIUMH HHCTPYKIMSAMHU IO TIPUMEHEHHUIO JaHHBIX JIEKAPCTBEHHBIX MTPENapaToB.
Pe3ynbTaThl KIMHUYECKUX HWCCIEAOBAHUM W JIaHHBIE IOCTPETUCTPAIIMOHHOTO HAOJIOICHUS
YKa3bIBalOT Ha TO, YTO y HEKOTOPBIX MAIMEHTOB C COMYTCTBYHOIMM XpoHnueckum HBV mpu

OTMCHC JIaMUMBYJWHA MOTYT BO3HHUKATh KIMHHUYCCKUC HIIN na60paT0pHLIe IMPU3HAKHU pEUOANBA
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JICKOMITEHCHPOBAHHBIM 3a00JIeBaHUEM TeueHH. B ciiyyae OTMEHBI JTaMUBYIMHA y MAI[MEHTOB C
conyrcTByomuM HBV cienyer paccMoTpeTh BO3MOMKHOCTb IIPOBEICHHS IEPHUOJUYECKOIO
KOHTPOJIA (PYHKITUU TIEYCHH B MapKepoB perutrkanuu HBV.
VY ManueHToB ¢ YK€ CYHIECTBYIOIIUM HapylIeHueM (PyHKIMHU MeYeHH, BKIIIoYasi akTUBHYIO (hopMmy
XPOHMYECKOTO TeMaTHTa, OTMEUYAeTCs YBEJIMYECHUE YaCTOTHl HApyHIICHWH (DYHKIIMHM MEYEHU BO
BpeMsi KOMOMHUPOBAHHOH aHTUPETPOBUPYCHOM Tepanuu. Takue manueHThbl JOJHKHBI HaXOAUTHCS
1oJi HaOJIOJIEHHEM B COOTBETCTBUU CO CTaHJAPTHOM KIMHHYECKOW mMpakTukoil. Heobxomumo
paccMOTpeTh BO3MOXKHOCTh PUOCTAHOBIICHUS WM IPEKPAICHHs JICUCHHUS B CITy4yae MPOSIBICHUN
YXyIIIeHUs 3200JI€BaHUs TIEYCHH Y TAaKUX MAI[EHTOB.
Ocmeonexpos
HecmoTpst Ha TO, 4TO STHONOTHUS JAHHOTO 3a00JIEBaHUS SABISETCS MHOTO(MAKTOPHON (BKItOUas
OpUEeM TIIOKOKOPTHUKOCTEPOUIOB, YIMOTpPEOIIEHUE aJKOTOJf, TSDKEIYI0 HMMYHOCYIPECCHIO,
BBICOKMI MHJIEKC Macchl Tejla), Cyyal OCTEOHEKpO3a Yallle BCEro BCTPEYAINUCh Y MallMEHTOB Ha
npoaBuHyTOM cragun BUY-uHekumn w/wnm [UIMTENbHO NMPUHAMABIIMX KOMOMHHPOBAHHYIO
AHTUPETPOBUPYCHYIO Tepanuio. [lanrientam cienyet oOpaTuThes K Bpady, €CJIM OHU UCIBITHIBAIOT
00JIM ¥ CKOBAaHHOCTb B CyCTaBaX WM TPYJHOCTH IIPU JBUKCHHUH.
Bzaumooeticmeue ¢ oOpyeumu nekapcmeeHHbiMU CPeOCmMEaAMU
JlaMuBYIMH HE ClIeIyeT NMPUMEHSATh OJHOBPEMEHHO C MperapaTamMu, COACPKAIMMU JJaMUBYIUH
WIH SMTPULIUTAOHH.
[TpuMeHeHne TaMUBYJMHA B KOMOUWHAIMHU C KJIAAPUOUHOM HE PEKOMEHIYETCS.
Ocobvie epynnvl nayuenmos

emu
B KkIMHHUYECKMX HCCIIeOBAaHUAX Yy JleTel, MoyydyaBUIMX JaMMBYAMH B (opme pacTBopa Amis
npuemMa BHYTPb OJHOBPEMEHHO C JAPYTMMM aHTHPETPOBHPYCHBIMU IpenapaTtamMu B (opme
pacTBopa Ui pueMa BHYTPb, YaCTOTa CYNPECCUH BUPYCa U HKCIIO3ULIUS JaMUBYIMHA B IJIa3Me
KpPOBH OBUTH HW)KE, a PE3UCTEHTHOCTh BHpYyCa Pa3BUBAIACH Yallle, YeM Y JETEH, MOIydaBIINX
npenapatsl B popme TabJIeTOK.
[To BO3MOXHOCTM HEOOXOAMMO HCIHOJB30BATh PEXHUM AHTHUPETPOBUPYCHOW Tepamud,
BKJTFOYAIONTUH Bce mpemnaparsl B popme Tadbnetok. JlamuBymH B popMe pacTBopa sl IpuemMa
BHYTPb, TPHMEHSEMBIi OJHOBPEMEHHO C COPOUTOI-CONEP)KAIIUMHU  JIEKAPCTBEHHBIMU
npenapatamu, cielyeT NMPUMEHATh TOJIBKO B TEX CIydasiX, KOIJa HEBO3MOXKHO MPUMEHEHHE
pe’kuMa Teparui, BKIIOYAIOIEro Bee penaparsl B popme TabIeToK, U KOT/Ia M0J1b3a MPOBECHUS
JICYSHHMSI TTPEBHIIIAET BOZMOKHBIC PUCKH, BKIIFOUAsi HU3KHI YPOBEHB cynpeccuu Bupyca. Ciemyer

paccMOTpeTh HEoOXOJUMOCTh Oojiee 4YacToro KOHTpOJs BHpycHOM Harpysku BUY-1 npu
6
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COpOUTOJICOACPKALTIMHU MTPETIapaTaMH.

45. B3aumojeiicTBHe C JPYIrMMM JIEKAPCTBEHHBLIMH IpenaparaMM M Jpyrue BHUAbI
B3aNMOJAEeHCTBUSA

HccnenoBanust JieKapcTBEHHBIX B3aUMOJIEHCTBUI ObUIN IPOBEEHBI TOIBKO C YYaCTHEM B3POCIIBIX
nanueHToB. Meraboinyeckoe B3aMMOJCHCTBHE JIAMUBYIMHA C JPYTMMHU IIpernapataMmu
MaJIOBEPOSTHO B CBSI3M C €r0 HE3HAYUTEIbHBIM METa0O0IM3MOM, OTPAHUYCHHBIM CBSI3BIBAHUEM C
OenKamMu Ia3Mbl KPOBU U IIPAKTUYECKHU TOJIHBIM BbIBEICHHEM Y€pe3 IOUYKU B HEU3MEHHOM BUJIE.
OnHOBpeMEHHOE IPUMEHEHNE KOMOUHAIIMK TPUMETONPUM + cyiabpameTokcasol B 1o3e 160 mr +
800 mr (Ko-TpMMOKCA30J1) BBI3BIBAET IOBBIIICHUE SKCMO3UIMU jJamuByauHa Ha 40%, 4to
00yCJIOBJICHO HAINYMEM TPUMETOIIPHMA; HATMYHE CYJIb(haMeTOKCa30J1a He OKa3bIBAET BIMSHUS HA
(bapMakokuHeTUKY JamMuByquHa. OpHaKo, 3a MCKIIOYEHHEM IalUMeHTOB C IOYEeYHOMH
HE/I0CTaTOYHOCTBIO, KOPPEKLUs J103bl JIaMUBYIUHA He TpeOyercs. JIaMUBYIUH HE OKa3bIBaeT
BIMSIHASA Ha (DPAapMaKOKMHETHKY TPHUMETONpUMa WM cyiabpamerokcasona. B ciywae, korma
OJIHOBPEMEHHOE IPUMEHEHHUE KO-TPUMOKCA30Jia SIBJISETCS OIpPAaBJAHHBIM, HNAI[UEHTHI JOJIKHBI
HaXOJUThCS MOJ KIMHUYECKUM HabmoneHueM. Crienyer m3zberaTb COBMECTHOTO NPUMEHEHHS
JAaMUBY/IMHA C BBICOKUMH J03aMH KO-TPUMOKCa3oJla Ul JICYEHUS IHEBMOHHUH, BBI3BAHHOM
Pneumocystis carinii, u Tokcoriazmosa.

CnenyeTr yuuThIBaThb BO3MOXKHOCTh B3aUMOJEHCTBHS JaMHMBYJUHA C JPYTMMH OJJHOBPEMEHHO
IPUMEHSEMbIMH JIEKAPCTBEHHBIMU IpenaparaMi, B 0COOEHHOCTU TE€MH, Y KOTOPBIX OCHOBHBIM
MEXaHU3MOM BBIBE/ICHUS SIBJIETCS aKTUBHAsI KaHAJIbLIEBAsK CEKPELUs Yepe3 CUCTEMY TpaHCIopTa
OpraHMYeCKUX KaTHOHOB (Hampumep, TpuMmeTonpum). [Ipyrue nelcTByroIIMe BelecTBa
(HampuMep, PaHWTUAWH, IMUMETHUAWH) JIWIIb YaCTHYHO BBIBOJATCS C TIOMOIIBIO YKa3aHHOTO
MeXaHU3Ma 1 HEe B3aMMOJAEHUCTBYIOT C JAMUBYAHHOM.

AHaJIOTM HYKJIEO3UAOB (HAampuMep, IWAAHO3WH, 3UJOBYIMH) HE BBIBOJSATCS MOCPEICTBOM
JAHHOTO MEXaHW3Ma, U UX B3aUMOJIEHCTBUE C JAMUBYIMHOM MaJIOBEPOSITHO.

[Ipy ogHOBpEMEHHOM NPHUMEHEHUU JIAaMUBYAMHA W 3UJIOBYJUHA HAOIIOAAeTCsd yMepeHHoe (Ha
28%) yBenuueHne Cmax 3UJIOBYAMHA B IJa3Me KpOBH, NMpH 3ToM obmas skcrnozunus (AUC)
CYIIECTBEHHO He M3MEHseTCs. 3UJJOBY/IMH He BIUsET Ha (papMaKOKMHETHKY JIAMUBYIMHA.
JlaMuBYZIMH HE CIIeyeT MPUHIUMATH OTHOBPEMEHHO C IPYTHMH aHAJIOTaMH ITUTHIHA, TAKUMH KaK
OMTPHUIMTAOMH, B CBSI3U C €r0 CXOJCTBOM C JIaHHBIMH mpemnapatamu. Kpome Ttoro, mpemapar
JAMUBYIMH He cjelyeT NPUHUMAaTh C JIOOBIMH JAPYIMMH JIEKApCTBEHHBIMM IIperaparami,

COJIepXKaIIMMU JIAMUBY/IHMH.

In vitro namuByaMH HHrHOMpYET BHYTPHUKICTOUHOE (GOCHOpHUIMPOBAHHE KIAAPUOWHA, YTO
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KOMOMHHMPOBAHUS B YCIIOBUSAX KIMHUYECKOM NMpakTUKU. HEKOTOpble KIMHUUECKNE JaHHbIE TAKKE
HOJTBEPAKIAIOT BO3MOXKHOCTh B3aUMOJCHCTBUS MEXKAY JaMUBYIAMHOM U KinagpuouHoMm. Ilostomy

OIHOBPECMCHHOC ITPUMEHECHHUEC JIaMUBYIHHA U KJ'IaI[pI/I6I/IHa HC PEKOMCHIOBAHO.

[Mutoxpom CYP3A He BOBICYEH B METa0OIU3M JIAMUBYAWHA, MO3TOMY B3aUMOJICHCTBUE C
JICKapCTBEHHBIMU TpenaparaMu, KOTOpble MeTaOOIM3HPYIOTCS 3TOM cucTeMoll (Hampumep, C
MHIMOUTOpaMU MPOTEA3bl), MAJOBEPOSITHO.

OnHoBpeMeHHOE MpUMEHeHHe pacTtBopa copourona (3,2 r, 10,2 r, 13,4 r) ¢ OMHOKpPATHOU 1030
namuByauHa 300 Mr B popMe pacTBopa /i IpreMa BHYTPb Y B3POCIIbIX 3JJ0POBBIX JOOPOBOJIBLIEB
MPUBOJWIO K J10303aBUCHMOMY CHIDKEHUIO skcno3unuu JamuByauHa (AUCx) Ha 14%, 32% u
36% u Cmax mamuByamHa Ha 28%, 52% u 55%. Ilo BO3MOXKHOCTH clieqyeT Hu30erarb
OJIHOBPEMEHHOTO TMPUMEHEHMs JIAMUBYAMHA M COPOHUTON-COAEpXKAIIUX MpernapaToB, IJHUOO
ClIelyeT pacCMOTPETh BO3MOXKHOCTH 0o0Jiee 4acToro KOHTpoJis BUpycHOW Harpysku BUY-1 B

ClIydasx, Korjga HCBO3MOXHO n30exKaTh AJIATCIIBHOTO OJHOBPEMCHHOI'O IMPUMCHCHHUA OJTHUX

IperapaToB.

4.6. DepTUIBHOCTDH, 0€PEMEHHOCTH H JAKTAIUS

bepeMeHHOCTB
Kak npaBuiio, npu NpuHATUN pelieHust 00 NCI0JIb30BaHUN aHTUPETPOBUPYCHBIX IPENapaToB AJs
neuenuss BUY-undexkuun y GepeMEHHbIX >KEHIIMH M, KaK CIEJACTBHE, Ul CHMXKEHMs pPUCKa
BepTUKaabHON mnepenaun BUY-uHpexknun HOBOPOXKAECHHOMY CIEAyeT YYUTHIBaTh JaHHBIE
MCCJIEJOBAaHUM Ha )KUBOTHBIX, @ TAK)KE KIIMHUUECKUN OIBIT IPUMEHEHNUS y OEPEMEHHBIX KEHIINH.
HccnenoBanust 1mMo NPUMEHEHHUIO JIAMUBYAMHA Yy JKUBOTHBIX IOKa3ajdd YBEIMUYEHUE paHHEH
IMOPHOHAIEHONW CMEPTHOCTH Y KPOJIMKOB, OJTHAKO Y KpbIC TaHHBIH 3¢ deKT He Habmroaancs. beuto
YCTaHOBJIEHO, YTO Y YEJIOBEKA BO3MOKHO IPOHUKHOBEHHE JJaMUBY/IMHA YEPE3 TUIALICHTY.

YV GepeMeHHBIX JKEHIIMH, TOoJy4aBmux JaMuByauH, 6osee 1000 ucxomoB 6€peMEeHHOCTH TOCTIe
IpUMEHEHUsS BO Bpems mepBoro Tpumectpa u Oosiee 1000 mcxonoB OGepeMEHHOCTH MoOCTe
IPUMEHEHHS BO BpEMs BTOPOrO M TPETbETO TPUMECTPA JEMOHCTPUPYIOT OTCYTCTBHE
MaJib(hOPMATUBHOT'O U (PeTaTbHOI0/HEOHATAILHOTO BO3/IecTBUS. JIaMUBYTMH MOKHO TPUHUMATh
BO BpeMsi OEpeMEHHOCTH B Cllydae KIMHHYECKON HeoOxonumocTH. Ha OCHOBaHMU TOCTYMHBIX
JAHHBIX MOXHO CJeNaTh BBIBOJ O TOM, YTO NPU NPUMEHEHUH JIAMHUBYAMHA Yy 4YeJIOBEeKa PHUCK
BPOJKIACHHBIX [1aTOJIOTUH MaJIOBEPOSTEH.

Jns BUY-uHQUUUPOBAaHHBIX JKEHIIMH C KO-MH(EKIHel BHUPYCOM TIelaTuTa, MOJy4aroIlux
TEpaNnuio JIAMUBYAUHOM,

B ClIyd4ac HaACTYIIJICHHUA 6CpeMeHHOCTI/I CJICAYCT YYUTLIBATH

BO3MOXHOCTDb p€UHANBA I'€IIaTUTA ITOCJIC MMPEKPAIICHUA MPUMEHCHUSA JIaMHUBY/IMHA.
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Mumoxonopuanvras ouchynkyus

B uccaenoBanusx in Vitro u in vVivo ObUIO IPOJEMOHCTPUPOBAHO, YTO aHAJIOTU HYKJICO3HIIOB U
HYKJICOTH/IOB CIIOCOOHBI BBI3BIBATh IMOBPEKICHUS MUTOXOHIPUH pa3iauyHOW creneHu. bpum
3aperuCTPUPOBAHbl COOOLIEHUS O MUTOXOHIPUAIBHOW NUCHYHKUMU Yy JeTel, MOJBEpriinxcs
BO3/ICHCTBUIO aHAJIOIOB HYKJIEO3UJOB BHYTPUYTPOOHO HU/WIIM B IIOCIEPOJOBOM NIEPUOJIE.
JlakTanus

[locne mpuema BHYTPh JAMHUBYAWH BBIIENSAETCS B TPYIHOE MOJIOKO B KOHIIEHTPALUSX,
aQHAJIOTMYHBIX KOHIIEHTPALUAM, OOHAPYKEHHBIM B CBIBOPOTKE KpoBU. Ha 0OCHOBaHMM pe3ybTaToB
ucciaenoBanus Oonee 200 map «Marb/peOeHOK», ToiydaBmux Tepamuio BUY-undexnnn,
KOHIIGHTpalusi JaMHUBYAMHAa B CBIBOPOTKE KPOBM JI€TeH, HAXOQIIIUXCI Ha TPYIHOM
BCKapMJIMBaHUU Yy MaTepei, monydaBmux Tepanuio BUY-undexmun, ouenp HM3Ka (<4% ot
KOHIIGHTPALMU B CHIBOPOTKE KPOBU MaTEepH) U MOCTEIIEHHO YMEHBIIAETCS JO HEOIPEAEIIeMOro
YPOBHSI IPU JOCTH>KEHUH TPYAHBIMU 1€ThbMH 24-HeIeNIbHOTo Bo3pacTa. JlaHHble 10 6e3011acCHOCTH
NpUMEHEHHS JJAMUBYAMHA Y A€TEH MITaJIIIe Tpex MecseB oTcyTcTByoT. BUU-nHpumpoBanHbIM
KCHIMMHAM HHU TP KAaKUX OOCTOSATENBCTBAX HE PEKOMEHAYETCS MPOBOJIUTH TPYIHOE
BCKapMIIMBaHKe BO u3z0exanue nepenaun BUY pebenky.

DepTUabHOCTH

Pe3ynbTarhl nccenoBaHUi Ha JKUBOTHBIX TTOKA3aJIH, YTO JIAMHUBYIMH HE OKa3bIBACT BIUSHUE HA
(bepTUIBHOCTD.

4.7. BunsiHHe Ha CIOCOOHOCTH YNPABJSTH TPAHCHOPTHBIMHU CPeACTBAMH H PadoTaTh ¢
MeXaHU3MaMH

CrienraabHBIC UCCIICIOBAHUS IO M3YyUSHUIO BIUSHUS JTAMUBYJIUHA HA CIIOCOOHOCTH YIPABIATH
ABTOMOOWIIEM U IBIKYITUMUCS MEXaHU3MaMHU HE TTPOBOIMIINCE. Y YUTHIBas (hapMaKOJIOTUICCKUE
CBOICTBa TaMUBY/IMHA, TAKOE BIMSIHHUE MAIOBEPOSITHO. TeM He MeHee, PHU OLIEHKE CIIOCOOHOCTH
MaUeHTa YIpaBisTh aBTOMOOMIEM/MEXaHU3MaMH CJIelyeT MPUHUMATh BO BHUMaHHE €ro o01iee
COCTOSTHUE, a TAaK)KE XapaKTep HEXKeIATSIbHBIX PEaKIUi JIAMUBY/IHHA.

4.8. HexeaaTeJbHbIe peaKIuu

Pe3roMe HeXeIaTeIbHbIX PEeaKIni

OrnucaHHbIe B 3TOM pa3ielie HexeNlaTelbHbIE PeaKIuu OTMeYaInuch npu neuennn BUY-undexunn
JJaMUBYAWHOM.

Hexenarennuoie pc€aKkuunu, KJ'IaCCI/I(l)I/IHI/IpOBaHHBIe KaK CBA3AaHHBIC UJIM BO3MO>KHO CBS3aHHBIC C
Tepanuel JaMUBYTUHOM, TIEPEUUCIICHBI HIKE B COOTBETCTBUU C TIOPAKEHUEM OPTaHOB U CHCTEM
OpraHOB M YACTOTOH BCTpeyaeMoCTH. YacToTa BCTPEUYaEMOCTH OIpENeseTcsl CIEAYIOIUM
obpazom: oueHb yacto (>1/10), gwacto (>1/100 u <I/10), Hewacto (>1/1000 u <1/100), penko

(>1/10000 u <1/1000), ouensr peaxo (<1/10000). B mpememax KakIo¥W KaTErOPUH YaCTOTHI
9
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Onucanue OTAENLHBIX HEXKEIATEILHBIX PEAKITUI

Hapywenus co cmoponuvl Kpogu u iumg@amuyeckou cucmembl

HeuacTo: HeliTponieHus u aHeMus (MHOT/Ia B TSOKEIOW opMe), TPOMOOIIMTOTICHHS.

OueHb penKko: UICTUHHAS SPUTPOLIUTAPHAS AIlJIa3usl.

Hapywenusa memabonuzma u numanus

Yacro: rurepiaakraTeMusl.

OueHb peKo: JIaKTOALNI03.

Hapywenus co cmoponvl nepsHoti cucmemvl

YacTto: rooBHas 00JIb, OECCOHHUIIA.

Ouens peaxo: nepudepuyeckas HeHponaTus, B TOM YHCIIE MTAPECTE3NN.

Hapywenus co cmopoHbl dvilxamenvHotl cucmembl, Op2aHo8 2pyOHOU KIemKU U CPeOOCMeHUs
Yacro: Kalesnb, Ha3aJIbHbIE CUMIITOMBI.

Kenyoouno-kuuieunvie napyueHus

YacTo: TomHoTa, pBOTA, 00JIH WIIM CIIa3Mbl B )KUBOTE, AHAPES.

Penko: maHkpeaTuT, MOBBIIIEHUE AKTUBHOCTH CHIBOPOTOYHOM aMUJIa3bl.

Hapywenus co cmopoHvl neuenu u sicenuesvi800auux nymet

Hewacto: TpaH3WUTOPHOE  TIOBBIIICHHE  AKTHBHOCTH  «IIEYCHOYHBIX»  (EPMEHTOB -
aJlaHuHaAMHUHOTpaHc(epasspl, acapraTaMHHOTPaHC(Epassl.

Penxo: remmatur.

Hapywenus co cmoponwl Kodtcu 1 nOOKONCHbIX MKAHell

YacTo: CBIIb, aJIOIEIH.

Penko: aHrHOHEBPOTHYECKHI OTEK.

Hapywenus co cmoponwl mvluieyHotl, ckeliemHoul U cOeOUHUMeNbHO MKAHU

Yacrto: apTpanrusi, MbIILIEYHbIE HAPYIICHHUS.

Penko: pabgomuomnus.

Obwue Hapywenus u peakyuu 6 mecme 68e0eHUs.

YacTo: 4yBCTBO YCTaJIOCTH, HEIOMOTAHHE, TUXOPAIKA.

3aperucTpUpOBaHbl  CIIy4al pPa3BUTHS OCTEOHEKpPO3a, B UYACTHOCTH, Y MAaIMEHTOB C
oOuienpru3HaHHbBIMU (aKTOpaMu pHUCKa, Ha npoABuHyTOM cramuu BUYU-undexunn wam npu
JUINTETbHOW KOMOWHHUPOBAHHON aHTHUPETPOBUPYCHOM Tepamuu. YacToTa BCTpEUYaeMOCTH 3TOTO
SIBJICHUS] HEU3BECTHA.

Bo Bpemsi mpoBeneHHs] aHTUPETPOBUPYCHOM TEpanmuy MOXET OTMEYAThCS YBEJIIMYEHHUE MACChl
TeNa, a TAK)Ke MOBBIILIEHNUE KOHIIEHTPAIUH [JIIOKO3bI U JINMIHUJ0B B KPOBU.

Y BUY-uHQUIMPOBAHHBIX MAlMEHTOB C TSKEIbIM HMMYHOAC(PHUIIMTOM Ha MOMEHT Hadaja
10
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Ha (poHE OECCHMMTOMHBIX ONMOPTYHUCTUYECKMX HH(PEKIUH WM WX OCTATOYHBIX SIBICHUHU.
AyTouMMyHHBIE 3a00JieBaHUs (Takue Kak 0oJie3Hb [ 'peiiBca U ayTOMMMYHHBIN TEIaTUT) TAKKe
HaOJro1aMch Ha (DOHE BOCCTAHOBJIICHHMSI HMMMYHHTETA, OJHAKO BPEeMsl NMEPBUYHBIX MPOSBICHUN
BapbHUPOBAJIO M 3200JIEBAaHKE MOTJIO BOSHUKATh Y€pe3 MHOTO MECSIIEB MOCIIe Havyaja Teparuu.
eTH

669 nereii B Bo3pacte ot 3 MmecsueB A0 17 ner, napuuupoBanusix BUY-1, koTopbie momydanu
abakaBHp ¥ JIAMUBYIWH OJWH WM JIBA pa3a B CYTKH, NPUHUMAIH YYacTHE B HMCCIICOBaHUU
ARROW Trial (COL 105677). Y maniueHTOB I€TCKOTO BO3pacTa, IPUHUMABIINX JAMUBYIANH OJIUH
WIA JBa pa3a B CYTKH, HE OBUIM BBISBICHBI JONOJHHUTEIbHbIC INPOOJIEMBI, CBS3aHHBIC C
0€30I1aCHOCTBIO, IT0 CPABHEHUIO CO B3POCIIBIMH MAI[IEHTAMH.

COO6H.I€HI/IC O IMOA03PCBACMBIX HCKCIATCIAbHBIX PCAKIIHUAX

BaxxHo co00111aTh 0 0103pEBaEMbIX HEXENATEIbHBIX PEAKIUAX MOCTIE PETUCTPALIMY IIperapara ¢
LEJIbI0 OO0CCIEYECHHs] HENPEPHIBHOIO MOHUTOPUHIAa COOTHOIICHHUS «IOJb3a — PHUCK»
JICKapCTBEHHOTO TIpernapara. MeauIMHCKUM pa0OTHUKAM PEKOMEHIYeTCs COOOMAaTh O JIFOOBIX
MOJI03PEBACMBIX HEXKENATeIbHBIX PEaKIUIX JIGKAPCTBEHHOTO Ipernapara uepe3 HalMOHAIbHbBIE
CUCTEMBl COOOILEHUS O HEXKeNIaTeNbHbIX peaKIUsiX TOoCyAapcTB — uieHOB EBpasuiickoro
HKOHOMHUYECKOT0 COI03a.

Poccuiickas ®@eoepayus

OenepanibHas ciryx0a 1Mo Haa30py B cdepe 3npaBooxpanenus (Poc3npaBuaazop)

Anpec: 109012, r. Mocksa, CraBsiHCKasl miiomanip, 1. 4, ctp. 1

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

DnexkTponHas nmoyra: pharm@roszdravnadzor.gov.ru

Wnrepuer-caiit: http://roszdravnadzor.gov.ru

4.9 Ilepeno3upoBka

CuMIITOMBI

Kakue-nmnbo cnenuduyeckue NpuU3HAKM WIM CHUMIITOMBI TIEPEIO3UPOBKH JIAMUBYJAMHOM HE
BBISIBJICHBI, 32 UCKITFOUEHHUEM T€X, KOTOPBIE MIEPEUNCIICHBI B KAUECTBE HEXKEJIATeIbHbBIX PEAKIIHi.
Jleuenue

B cayuae mepeno3upoBKku ciaeayeT KOHTPOIUPOBATh COCTOSIHUE MAIIMEHTA U TI0 HEOOXOMMOCTH
MPOBOJIUTH CTAHJAPTHYIO MOACPKUBAIOITYI0 Tepamnuio. [[0CKOIbKY JTaMUBYIUH BBIBOJUTCS U3
opraHu3ma C I[OMOIIbIO JWanu3a, A JICYEHUs TEepPeJO3UPOBKA BO3MOKHO MNPUMEHEHHUE

HCMIPCPBIBHOI'O reMoinainia, OJHAKO CIICUAJIbHBIC HCCIICIJOBAHHA HC TPOBOAUINCE.

5, B®APMAKOJOI'MYECKHUE CBOMCBA
11
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5.1. ®apmakoJsioruyecKkue CBoiicTBa

dapmakoTepaneBTUYeCKas TIPYIIa: IPOTUBOBUPYCHBIE CPEICTBA CHUCTEMHOIO JCHCTBUS,
IIPOTUBOBUPYCHBIE CcpencTBa Ipsimoro neictBus; Hykieosuasele (HMOT) u HykneotugHble
MHTUOUTOPBI 0OPaTHOM TPaHCKPUIITA3bI.

Kog ATX: JOSAF05

MexaHus3M JIeUCTBUS

JlaMuByIMH — aHaJOT HYKJICO3HJIOB, 00JIaIafoIIMii akKTUBHOCTBhIO B oTHomeHnn BUY u HBV.
JlaMMBYTUH TOABEPracTCsl BHYTPHUKJICTOYHOMY MeETaboim3My C OOpa3oBaHHEM aKTHBHOTO
MIPOU3BOIHOTO — JaMuByAuHA 5'-Tpudocdara. OCHOBHOI MeXaHU3M JACHCTBHS — OJIOKHPOBAHHE
CUHTE3a IIenH B mpolecce obpaTHoit Tpanckpunmuu BUY. Tpudocdar obnagaer cenekTUBHON
HHTHOMPYIOMICH aKTHBHOCTBIO B OTHOIIeHHH perummkanud BUY-1 u BUY-2 in vitro, a Taxxke
AKTUBHOCTBHIO B OTHOILICHUM PE3UCTEHTHBIX K 3UIAOBYAMHY KIMHHYEeCKHUX n3oisiToB BIY. He
HaOMIOANTUCh  aHTaroHucTH4Yeckue 3(dexTsl IN VItr0o npu OAHOBPEMEHHOM NPHUMEHEHUH
JaMUBYJIMHA U IPYTUX aHTUPETPOBUPYCHBIX MPEMapaToB (MCCIeI0OBaHHBIC BEIlecTBA: abaKkaBup,
JUIaHO3WH, HEBUPAIIUH U 3UI0BY/IH).

Pe3ucTeHTHOCTh

Pesucrentnocts BUU-1 k namuBynuHy 00ycioBieHa 3aMeHON aMuHOKKCI0TE M 184V BOnIM3M
aKTHUBHOTO IIEHTpa BUPYCHOH oOpartHoil Tpanckpuntassl (OT). JlaHHBI BapuaHT MyTaluu
BCTpEYACTCs KaK B yCIIOBHUSX iN Vitro, Tak u y nHduupoBanHbix BUU-1 nanueHToB, MoIy4aBInx
aHTUPETPOBUPYCHYIO TEPAIIUIO, BKIIOYAIOIIYI0 JaMuByauH. [Ipy myranuun M 184V 3HauntensHO
CHIDKAETCS 4YYBCTBUTEIBHOCTh K JIAMMBYIAMHY UM YMEHBLIAeTCs CIOCOOHOCTh BHpYyca K
perutukaruu in Vitro. B uccrnemoBanusx N VItro ObUIO YCTaHOBIIEHO, YTO PE3MCTEHTHBIE K
3UJIOBYIMHY H30JISThl BUPYCa MOTYT CTAHOBUTBHCS UYBCTBUTEIBHBIMU K €r0 JIEHCTBUIO, ECIIH Y
9TUX H30JISITOB OJHOBPEMEHHO DAa3BHUBAETCA PE3UCTEHTHOCTh K JaMuBYAuHY. OpHaxo
KJIIMHUYECKOE 3HAYEHHUE ITUX JTAHHBIX /10 HACTOSIIIETO BPEMEHU HE OIIPEIENIEHO.

JlauHbIe IN VItro, kak npaBuiIo, YKa3bplBalOT HA TO, YTO MPOIOJDKEHHE IPUMEHCHHUS JIAMUABY/THHA B
COCTaBE AaHTUPETPOBUPYCHOM Tepamuu, HECMOTps Ha pa3Butue myranuu M184V, moxer
MIPUBECTH K MOSBICHUIO OCTATOYHONW aHTHUPETPOBUPYCHON aKTUBHOCTH (BEPOATHO, B pe3yjbTaTe
YXYIIEHUS pEeIUIMKaHTHON CIIOCOOHOCTH BUpyca). KimHnveckas 3HaUMMOCTb 3THX Pe3yJIbTaToB
HE yCcTaHOBJIeHA. B elicTBUTENBHOCTH, JOCTYIIHbIE KIMHUYECKHE JaHHbIE OU€Hb OTPaHUYEHbI 1
HE TMO3BOJLIIOT clieflaTh OJAHO3HAYHBIA BBIBOJ B 3TOM oOiactu. B mobom cimydae, Hadamo
npumeneanss HUOT, k KoTOpbIM BHUPYC Bce €lle YyBCTBHUTEJECH, BCETAA JOJDKHO ObITH Oosee
MPEANOYTUTENBHBIM, YeM MPOIOJKEHUE TEPATuH JIAMUBYTMHOM. Takum 00pa3om, Ipo10JKeHne
Tepanuy JaMUBYAMHOM, HECMOTpPS Ha mosiBieHne Myrtanuu M184V, cienyer paccmarpuBaTh

TOJIBKO B ciiy4ae OTCyTcTBUs Apyrux akTuBHbIX HUOT.
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Mytauus OT M184V npuBoaUT K pPa3BUTHIO nepépp;c-'r;lgff; f:p%syircggatrﬁo—'cnl T(BJ’IBKE) K

1Y OTUETY

aHTUpPETpOBUpPYCHBIM Tnpenaparam kiaacca HHWOT. 3unoByauH M CTaByJUH COXPaHSIOT
AQHTUPETPOBUPYCHYIO aKTUBHOCTh B OTHOlIeHMH mTamMMoB BHY-1, pe3ucreHTHBIX K
JaMUBYJIMHY. AOaKkaBUp COXpaHIET aHTUPETPOBUPYCHYIO aKTUBHOCTb B OTHOILIEHUH IITAMMOB
BUY-1, pe3uCTeHTHBIX K JIAMUBYJIMHY W 00JIagaromux ToJibko myranueir M184V. IlItammbl ¢
mytaieit OT M184V neMoHCTpUpYIOT MeHee ueM 4-KpaTHOE CHIKEHHME YYBCTBUTEIBHOCTH K
JIMJAHO3MHY; KIMHAYECKOE 3HAUCHHE 3TUX JIAHHBIX HEU3BECTHO. TeCThl Ha YYBCTBUTEILHOCTD IN
Vitro He ObUIM CTaHIAPTU30BAHbI, U HUX PE3yJIbTaThl MOTYT BapbUPOBaTh B 3aBHCUMOCTH OT
METOJIOJIOTUYECKUX (PaKTOPOB.

In vitro namuBymMH oOKka3biBaeT clab0€ IUTOTOKCHYECKOE JICUCTBHE Ha JIMMQOLUTHI
nepudepuyeckord KpoBH, Ha M3y4eHHBbIC JTUM(OIUTAPHBIE U MOHOIMTAPHO-MaKpOdaraibHbIe
KJIETOYHBIE JJUHUU U PSIJT KIETOK-TPEANIECTBEHHUKOB KOCTHOT'O MO3Ta.

5.2. ®dapMakoKHHeTHYeCKHe CBOMCTBA

AOGcopbuus

JlamMuBYyIMH XOpOLIO BCAachIBAETCA U3 IKEIYAOYHO-KHMILIEYHOI'O TpaKTa, OMOJOCTYIMHOCTh
JAMUBY/IMHA Y B3POCIBIX IOCE MpueMa BHYTpPh 00bI9HO cocrtaBisieT 80-85%. [locne mpuema
BHYTph cpefHee Bpems (tmax) IJOCTHKEHHS MaKCHMajlbHOW KOHIIGHTpAIlMHM JaMHUBYIMHA B
ceiBOpoTKe KpoBU (Cmax) cocraBisger okoio 1 4. Ha ocHOBaHMM JaHHBIX, MOJYyYEHHBIX B
HCCIIEIOBAaHUH C YYaCTHEM 37J0POBBIX TOOPOBOJIBIIEB, P IIPUEME TepaNieBTHUECKON 103bI 150 Mr
nBa pasza B cyTku cpeauss (KB — koadduuuent Bapuanum) paBHoBecHast KoHUEHTpanus Cmax U
Cmin nmaMuBynuHa B TutazMe KpoBu coctaBisier 1,2 Mxr/min (24%) u 0,09 mxr/mun (27%)
coorBercTBeHHO. Cpenusisi (KB) AUC B uHTepBasie Mexay npuemamu 12 u coctasusier 4,7
Mir*u/min (18%). Ilpu TepaneBruueckoit mo3e 300 mr omuH pa3 B cytku cpenusis (KB)
paBHoBecHas KoHIeHTpaIus Cmax, Cmin 1 AUC B nHTEpBaie MeXIy prueMaMu 24 94 COCTaBIIsEeT
2,0 mxr/mi (26%), 0,04 mxr/mit (34%) u 8,9 mxr*u/mi (21%) cOOTBETCTBEHHO.

[Ipuem namMuByaMHA BMECTE C MUIIECH BBI3BIBACT yBeJIUUYEHUE tmax M CHUXKeHUE Cmax (Ha 47%),
OJIHAaKO He BJIMSET Ha OOIIYyI0 CTeNeHb abcopOLUMU JTaMUBYIUHA (PaCCUNTAHHYIO Ha OCHOBaHUU
BenuuuHbl AUC).

He oxupmaercs, 4To mpueM U3MeNbYEHHBIX TA0JIETOK C HEOOJBIIMM KOJIHMYECTBOM IMOJIYTBEPIOM
MUIIA WU SKUJKOCTH MOBJIHSET Ha (papMaKoJIOrHuecKue CBOMCTBA Mpemnapara u, ClIeJoBaTelbHoO,
Ha  KIMHUYECKUH  dPdexT. DOTOT BBIBOA OCHOBAaH Ha  (PU3HKO-XMMHUYECKUX U
(apMaKOKMHETHUECKUX JAHHBIX NPU YCIOBUH, UTO MAIIMUEHT U3MEJIbYAET U CMEIIMBAET C MUIIEH
niH kuIKocThio 100% TabiieTku, M MpUHUMAET He3aMeJIUTEIBHO.

CoBMecTHOE PUMEHEHHE 3UJOBYAMHA MPUBOJIUT K YBEIMUEHUIO DKCIO3ULMHU 3UJ0BYIMHA Ha
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13% v yBeIMYEHUI0O MAKCUMaJIbHOW KOHLIEHTPALUU B nJ;LazMe Eb%BI/E’ H;_ FQ%"?Hél:o HBHéI:II;Ié HE

1Y OTUETY

CUMTAETCS 3HAUMMBIM JUIsI O€30MaCHOCTH MAIMEHTOB U, CIIEA0BATENILHO, HE TPEOyeT KOPPEKINU
703.

Pacopenenenue

[To ngaHHBIM KJIMHUYECKUX HCCIICIOBAHWM TpPH BHYTPUBEHHOM BBEICHUU CPEAHHNA OO0BEM
pacnpeneneHus JaMuByIrHa coctasisier 1,3 n/kr. CpeaHuil CUCTEMHBIN KIUPEHC JIAMUBYIUHA
cocraBisieT npuobau3uTenabHo 0,32 n/d/kr, OONBIIYI0 YacTb KOTOPOTO COCTaBISIeT MOYEUHBIN
KIIUPEHC Yepe3 CUCTEMY TPAHCIIOPTa OpraHnuecKux KaTuoHoB (Oosee 70%).

JlamMuBYIUH TPOSIBIISIET JIMHEHHYIO (DapMaKOKWHETHKY MpPH NPUMEHEHHUH B TEPareBTHUYECKOM
IUarna3oHe J03 U HU3KYI0 CTENEeHb CBA3BIBAHMS C OCHOBHBIM O€JIKOM IIJa3Mbl KPOBH —
anpoyMuHOM (< 16% - 36% 110 CpaBHEHHUIO C CHIBOPOTOYHBIM ATbOYMHUHOM B UCCJICIOBAHUSX IN
vitro).

OrpaHu4eHHBIC TaHHBIC YKA3BIBAIOT HA TO, YTO JJAMUBYIMH ITPOHUKACT B IICHTPATHHYIO HEPBHYIO
CUCTEMY M CHHHHOMO3roByI0 KuAkocTh (CMX). Uepes 2-4 u mocne mepopaibHOro MpHeMa
COOTHOIIIEHUE KOHIEHTparuu JaMuBynuHa B CMXK 1 CBIBOPOTKE KPOBU B CPEIHEM COCTABIISLIIO
npubnusutenbHo 0,12, MctuHHas creneHb NPOHUKHOBEHHS, a TaKXKe CBS3b C KIMHUYECKOU
3 PEKTUBHOCTHIO HEU3BECTHBI.

Buorpancdhopmarimsa

[Tepuon nosyBbIBEACHUS JaMUBYAMHA U3 I1a3Mbl KPOBM TOCIIE PUEMa BHYTpPb cocTasisieT 18-19
Y, a JUIsl €ro aKTUBHOM (OpMBI — BHYTPUKIIETOYHOTO JIaMUBYAMHA TpUdochaTra — KOHEUHbII
NepUOoJ MOJIYBBIBEIEHUS U3 KJIETOK cocTaBiseT 16-19 u. CornacHo AaHHBIM, MOJy4€HHBIM y 60
B3pOCIBIX 3/I0POBBIX JOOPOBOJBIEB, (apMaKOKMHETHUYECKHE IapaMeTpbl JaMUBYJIMHA B
PaBHOBECHOM COCTOSTHUU Tpu Tipueme B 103¢ 300 MT OJIMH pa3 B CYTKH IKBUBAJICHTHBI TAKOBBIM
npu npueme B 103e 150 Mr nBa pasa B cytku B oTHOIIEHUH AUC24 11 Cmax 1711 BHYTPUKIIETOYHOTO
JaMUBYAMHA TpUdocpaTa.

JlamMuBYIMH NPEMMYUIECTBEHHO BBIBOAUTCS B HEM3MEHHOM BHJE Modykamu. Metabonnyeckue
B3aMMOJECHCTBYS JIAMUBYAMHA C IPYTMMH JIEKAPCTBEHHBIMU ITpeNapaTaMi MaJIOBEPOSTHBI BBULY
He3HauuTeNbHOro Merabonusma B nieueHu (5 — 10%) u HU3KOM CTeneHu CBA3BIBAaHUS C OeIKaMu
IJ1a3Mbl KPOBH.

OJIMMUHANSA

B uccnenoBaHusax ¢ ydacTHeM MAIMEHTOB C MOYEYHOW HEIOCTATOYHOCTHIO OBLIO MOKA3aHO, YTO
HapylleHne (QYHKIMM TMOYeK BIMSIET Ha BbIACIEHUE JaMHBYIUHA. PeKoMeHAyeMblil pexum

AO03UPOBaHUA IJIA MAIUCHTOB C KIIMPCHCOM KpCATHMHHWHA MCHCC 50 ma/mMuH IPUBCICH B pa3aciic
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«4.2 PexxuM TO3UPOBAHUSA U CTIOCOO MTPUMEHEHHSD.

BzaumoneiictBue ¢ TPUMCETOIIPUMOM — KOMIIOHCHTOM KO-TPUMOKCAa30Jla — HPUBOAHUT K
IMOBBIIICHUIO SKCIIO3UIMHU JITaMUBYAWHA HA 40% IIpH IPUMCHCHHH B TCPAIICBTUUCCKHUX O03aX. Tem
HE MCHEC, 3a MCKIIIOYCHHUEM ITAlIMCHTOB C IMOYCYHOM HEAOCTAaTOYHOCTBIO, KOPPCKIHA AO3bI HE
Tpe6y€TCSI. CHCZ[YGT THIATCIIBHO OLCHHWBATH BO3MOXHOCTH OAHOBPCMCHHOTO MPHUMCHCHHA KO-
TPUMOKCa30Jia C JJaMUBYJIHHOM Yy MAHUCHTOB C MMOYCYHOM HEJOCTAaTOYHOCTHIO.

Oco0nlie I'pYHOIIbI TAKMEHTOB

Jemu

AGcomoTHass OMOIOCTYNHOCTh JamMHuByIuWHA (mpumMepHo 58-66%) Obiia Huke u Ooiee

BapuabenbHa y geredt muamme 12 njer. Ilpuwem mamuBynuHa y gereil B (opme TabIeTOK
OJTHOBPEMEHHO C JPYyTMMHU aHTUPETPOBUPYCHBIMH ITpenapaTaMu B opMe TabJIeTOK 00eceyrBal
6onee Bbicokue 3HaueHUsI AUCx 11 Cmax JaMUBY/IMHA B IJIa3M€ KPOBH 110 CPABHEHUIO C PACTBOPOM
JUIs TIpHeMa BHYTPb, NPUHUMAEeMbIM OJHOBPEMEHHO C JAPYTUMH aHTHUPETPOBUPYCHBIMU
npenapatamu B opMe pacTBopa AJis IpUeMa BHYTpb. Y JeTei, MoydaBIIMX JaMUBYAUH B popme
pacTBopa sl MpreMa BHYTPb B COOTBETCTBHHM C PEKOMEHIOBAaHHBIM PEXHMMOM JO3MPOBAHUS,
ObUIa TOCTUTHYTA DKCIO3MIMUS JIAMUBYAMHA B IJIa3Me KPOBH, 3HAUCHHSI KOTOPOI HAaXOAMJIHMCH B
Jarna3oHe, MOoJIyYeHHOM y B3pOCIIbIX MAIMEHTOB. Y JeTel, NPUHUMABIIUX JaMUBYAUH B opme
TabJIETOK B COOTBETCTBUM C PEKOMEHIIOBAHHBIM PEKUMOM JIO3MPOBAHUSA, DKCIIO3UIUSL
JaMUBYIMHA B IUIa3Me KPOBHU ObLIa BBIIIC, YEM Yy JIeTel, MPUHUMABIIUX JaMUBYAHH B (opme
pacTBopa AJisl IpUeMa BHYTpPb, TOCKOJIBKY MPH MpUEMe Npenapara B (popMe TabJIeTOK MalMeHThI
MOJTy4aroT 0oJiee BBHICOKHE JO3bI B IepecyeTe Ha MI/KT MacChl Tela, W JIAMUBYIWH B (dopme
TabJETOK XapakTepusyercst Oosee BBICOKOW OMOIOCTYNMHOCThIO. DapMaKOKHHETHYECKHUE
UCCIIEIOBaHMs MPUMEHEHUS JaMUBYJIMHA y JleTei B (opMme pacTBopa AJs IpHeMa BHYTPb U B
dopme TabIETOK TMOKa3ald, YTO TPHEM I[Iperapara OJUH pa3 B CYTKH HSKBHUBAICHTEH II0
nokasarento AUCo-24 mpueMy npemnapara JiBa pa3a B CyTKHM IPH OJMHAKOBOW 0OIIel cyTouyHOU
7o3e.

JlanHbIe 0 (hapMaKOKWHETHKE TpenapaTa y IeTei B BO3pacTe MiIajie 3 MEeCsIeB OrpaHUYEHBI.
Y HOBOPOXXJIEHHBIX Ha MEPBOM HeJene )KU3HM KIMPEHC JIAMUBYIUHA MPU MpUEMe BHYTPb ObLI
CHIDKEH TI0 CPaBHEHUIO C IETbMHU 00Jiee CTapIIero Bo3pacTa, BEPOsATHO, BCIEJICTBHE HE3PEIOCTH
BBIJICIUTENILHON (DYHKIIMW TIOYEK M HETOCTOSHCTBA TOKa3atenel abcopOiuu. Takum oOpaszom,
JUISL TOCTHKEHUS SKCIIO3UINH, CXOAHOM ¢ TAKOBOM y B3pOCIBIX U JIETeH, PEKOMEH/IOBaHHAs 1032
JUTSI HOBOPOJKJICHHBIX COCTABIISIET 2 MI/KT JIBa pa3a B CYTKH. J[aHHBIE TT0 MPUMEHEHUIO TIpernapara

Y HOBOPOXKJACHHBIX B BO3PACTC CTApLIC 1 HEACIIN OTCYTCTBYIOT.
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(NOCNEQCBATENEHOCTE 0002)

HauueHmbl NnOJ2HCUTIOC0 803pacma

JlanHble 1o (hapMaKOKHMHETHKE JaMUBY/AMHA Y MALIUEHTOB CTapIle 65 JIeT OTCYTCTBYIOT.
Tayuenmoi ¢ napywenuem ¢ynkyuu novex

VY nanueHToB ¢ HapylIeHueM (GYHKINHU TOYeK KOHIIEHTPaLus JaMuByIuHa B Tu1a3zMe kposu (AUC)
MOBBILIEHA BCJIEICTBUE CHIKEHHOTO KinpeHca. Takum o0pa3oMm, HanUeHTaM C KIHPEHCOM
KpeatnHuHa MeHee 50 MJI/MUH HEOOXOAMMO YMEHBIIICHHUE A03bI JAMUBYIMHA.

Ilayuenmel ¢ napywenuem @ynKyuu nevenu

JlanHbIE O IPUMEHEHNUH JIAMUBYMHA Y TALIMEHTOB CO CPEIHEN U TAYKEJION CTEIICHBIO HAPYIICHUS
(yHKLINU TEYEHU CBHJETEIBCTBYIOT O TOM, YTO HapylleHHe (PYHKIUHU MEYECHU CYIIECTBEHHO HE
BIMSET Ha (DapMAaKOKUHETHKY JIAMUBY/IMHA.

bepemennocmo

dapMakOKMHETHKA JAMUBYIMHA IIPU OEPEMEHHOCTH HE OTIMYACTCA OT ero (apMakOKUHETHUKU B
cilyyae oTcyTcTBUsl OepeMeHHOCTH. KOHIIeHTpalys JaMUBYAMHA B CBIBOPOTKE KPOBU JleTel Mpu
poXxaeHnu Oblla aHATOTWYHA TAaKOBOW B CHIBOPOTKE KPOBHM MAaTe€pPH M IYNOBHHHOW KpPOBH Ha
MOMEHT POJOpa3peIleHUuss 4YTO COMNIACyeTCsl C JaHHBIMM O IIACCUBHOM IPOHUKHOBEHUU

JIAaMUBYIWHA Y€pEC3 IJIALCHTY.

6. ®APMAIEBTUYECKHUE CBOMCTBA
6.1. IlepeyeHb BcOMOraTebHbIX BelIeCTB
Anpo

[enmrono3a MUKpOKpUCTaJIIMIeckas, Tun 102
Kpemuus 1MOKCH KOJIITOWAHBIN
Kapbokcumerniakpaxman HaTpust

Marnus creapar

O00104Ka IIJICHOYHAS BOJOpacTBOpUMaAi

I'mnpomennosa

Turana TMOKCH]T

Maxkporon

6.2. HecoBMecTHMOCTH

He npumenumo.

6.3. Cpox rogHocTH (CPOK XpaHeHHUsl)

3 rona.

6.4. Oco0ble Mepbl NPEIOCTOPOKHOCTH NPH XPAHEHUH

XpaHuTb 1pu Temrneparype He Boiie 25 °C.
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. (o
6.5. XapakTtep u cojep:KaHue MePBUYHOM vnalcm;m!;| -

TalneTku, MOKPBITHIE INICHOYHOH 00605109K0i, 150 M.

ITo 10 TabyeTOK B KOHTYPHYIO SYEHKOBYIO YIAKOBKY M3 IUIEHKH IOJMBUHUIXJIOPUIHON MapKu
OI1-73 u Gonbru aTFOMUHUEBOM IMEYATHOMN JIAKUPOBAHHOM.

ITo 3, 6 nunu 10 KOHTYpHBIX SYEHKOBBIX YIAKOBOK BMECTE C MHCTPYKIMEH MO MEIUIIMHCKOMY
IIPUMEHEHHUIO IOMEIIAIOT B aUKy U3 KapTOHA /Il HOTPEOUTENBCKOM Taphl MOATPYII XPOMOBBII
WIM XpOM-3p3all WM IPYroro aHaJIOTMYHOIO KauecTBa.

[Tauky KapTOHHBIE MOMENIAIOT B SIIMK U3 KAPTOHA TOGPUPOBAHHOTO UITU IPYTOro aHAJTOTUYHOTO
KayecTBa.

Ha simuk HakiIenBaroT 3TUKETKY U3 OyMaru 3TUKETOYHOU MIIM CAMOKJIESAIYIOCS 3TUKETKY.

[To 60 mim 100 TabneTok B GaHKY MOJIMMEPHYIO C HABUHYMBAEMOW KPBIIIKOW M3 MOJMATUIICHA
HU3KOTO JaBjieHus 1uO0 U3 mnonudTHiIeHTepedTanara, wix B OaHKy TMOJIUMEPHYIO C
HABUHYMBAEMOMN KPBIIIKON C KOHTPOJIEM MEPBOTO BCKPHITUS U3 MOJUATHIIEHA HU3KOTO JaBICHUSI.
Ha Oanky HakJIenBalOT ATHKETKY M3 CAMOKJIESIIErocsi MaTepuasga Wil JPYyroro aHajloru4HOIo
KayecTBa.

banky nonuMepHyo BMeCTe ¢ MHCTPYKLHEH 110 MEAUIIMHCKOMY IPUMEHEHHUI0 ITOMENIAI0T B MaYKy
U3 KapTOHA JUIs MOTPEOMTENbCKON Taphbl MOATPYII XPOMOBBIM MM XpOM-3p3all WIH JPYroro
AQHAJIOTMYHOT'0 KauyecTBa.

[Tauky KapTOHHBIE TOMEIIAIOT B UMK U3 KapTOHA TOPPUPOBAHHOTO HITH IPYTOTO aHATIOTUIHOTO
KayecTBa.

Ha suuk HakJIeuBaroT 3TUKETKY U3 OyMaru 3TUKETOYHON MM CaMOKJIESIIYIOCS STUKETKY.

6.6 OcobOble Mepbl MNPeIOCTOPOKHOCTH TPH  YHHYTOKEHHMH  HMCHOJH30BAHHOIO
JIEKapCTBEHHOI'0 Mpenapara Wi 0TX0A0B, MOJYy4YeHHbIX MocJe IPUMeHeHHs npenapara, u
APyrue MAHMIYJISHMH € IPENapaTom

OcoOsble TpeOoBaHUSI OTCYTCTBYIOT.

7. JAEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA
Poccniickas @enepanns

000 «PapmKonuenr»

171261, TBepckast 0611., paiton KonakoBckwii, nrt Penkuno, yn. 3aBoackas, a. 1b
ten./dakc: +7 (499) 703-51-15

7.1. IlpeacraBuTe.b Jep:KaTelisi peruCTPALMOHHOI0 Y0CTOBEPEeHHU
Poccniickas Penepanvs

[Iperen3un HOTD66I/ITCJICI71 HalnpasJIATH 110 aApECy.

000 «PapmKonment»

17



COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 29.08.2025 N2 21587

171261, Tepckas 0611., paiion KoHakOBCKHU, TICT Peaxﬁgc'):,' én-l %Eﬁé‘xggwfl_llg CTb 0002)

ten./dakc: +7 (499) 703-51-15

8. HOMEPA PETUCTPAIIMOHHBIX YIOCTOBEPEHUM

9. JIATA TIEPBOM PETMCTPAIIMUA (IIOATBEPXKJIEHUS PETMCTPAIIUH,
INEPEPETUCTPALIMN)

Jlata rocyapCTBEHHOM PErUCTpaLUu:

10 JATA IEPECMOTPA TEKCTA

OOmast ~ XapakTepuCTUKa  JIEKAPCTBEHHOro  mpemapara JlamMMByIMH  JOCTyIHa  Ha
MHPOPMALIMOHHOM TIOpTaie EBpasuilcKoro SKOHOMHYECKOTO COK3a B HH(GOPMAIMOHHO-

KOMMYHUKaIMOHHOM cetn «MHTepHeT™ http://eec.eaeunion.org/ .
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