COOTRETCTBYET AKCNEPTHOMY OTYETY
ot 10.02.2023 N2 2613
WHQTPYKIWYSE N E NOBRATENEHOCTE 0004)

IO MEJUIIMHCKOMY NPUMEHEHUIO JIEKAPCTBEHHOI'O IIPEIIAPATA

HeiiponTun®

Perucrpanuonnbiii Homep: JIII-Ne(000961)-(PT"-RU)

Toprosoe HaMMeHOBaHHE: HEMPOHTHUH®

Me:kayHapoaHOe HeMATEHTOBAHHOE HAMMeHoOBaHue: ["'abaneHTHH
JlekapcTBeHHas popMa: TaGICTKH, TOKPHITHIE TUICHOYHON 000JI0YKOM
Cocras

1 taGuerka 600 MI COOEDKHUT:

Heticmsyrowee sewgecmeo. 600,0 Mr rabaneHTHHA.

Bcnomozamenvhuie seugecmsa: nonoxcamep 407 80,0 mr, konmoBuAoH 64,8 Mr, KpaxMai KyKypy3HbIH
49,2 mr, maraus creapar 6,0 Mr; nienounas obonouxa. onaapau oenpiid YS-1-18111 24,0 mr, Bock
TpaBsiHOM (kaHaenuina) 0,6 mr.

1 Tabaerka 800 Mr COIEPKUT:

Heticmesyrowee eewgecmeo. 800,0 Mr rabaneHTHHa.

Bcnomozcamenvuvie  sewjecmsa: monoxcamep 407 106,7 mr, xomoBumoH 86,4 Mr, Kpaxman
KYKYpPY3HBIi 65,6 Mr, Marausi cteapat 8,0 Mr; nienounas obonouka: onanpai oemerii YS-1-18111
32,0 mr, Bock TpaBsiHOM (kaHaenuia) 0,8 mr.

Onucanue

JosupoBka 600 Mr: Oenble ABOSKOBBITYKJIbIE TaOJETKH 3JUTUNTUYECKOH (OPMBI, MOKPBITHIE

TUIEHOYHOU 000510uK0ii, ¢ rpaBupoBkoit "NT" 1 "16", puckoii Mex 1y TpaBUPOBKON Ha OIHOM CTOpOHE
Y PUCKOI Ha APYroil CTOpOHE.

JosupoBka 800 wmr: Oesble JBOSKOBBINYKIIbIE TaOJETKH SJUIMINTUYECKOW (HOPMBI, IMOKPBITHIE

TUIEHOYHOU 000510uK0ii, ¢ rpaBupoBkoit "NT" u "26", puckoii Mex 1y rpaBUpOBKOM Ha OZHOI CTOpOHE

Y PUCKOH Ha IPyroi CTOpOHE.

dapmakoTepaneBTHYeCKas IPYNIAa: MPOTUBOAHIECIITUYECKOE CPEJCTBO.

Kon ATX: NO3AX12.

DapMaKoJIOrHYecKue CBOMCTBA
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COOTEBETCTBYET DKCIMNEFTHOMY QTYETY
ot 10.02.2023 N2 2613
DapmakoOunamuxa (NOCNEOOBATENEHOCTE 0004)

Mexanuszm geiicTBus

["abaneHTHH JETKO MPOHHWKAET B TKAaHb TOJOBHOTO MO3ra W MPEIOTBpAIIACT Pa3BUTHE CYIOpOT B
Pa3IMYHBIX JKMBOTHBIX MOJECIISAX SMHJICTICHH. ['abaneHTHH He 00J1aaeT CPOJCTBOM K pelenTopam
I'AMKa (ramma-amuHoMacisinas kuciora) 1 'AMKg m He Bimuser Ha wmertabonusm [TAMK.
['abaneHTHH HE CBS3BIBAETCS C PELENTOpaMU APYTUX HEUPOMEIUATOPOB, MPHUCYTCTBYIOIIUX B
TOJIOBHOM MO3I€ U HE BJIMSET HAa HATPUEBbIC KAHAJIBI.

["abanenTrH 00J1a1a€T BBICOKMM CPOJICTBOM U CBSI3BIBAETCS C 0-2-0 (anbda-2-aenpra) cyobeuHuIe
MOTCHITMAI3aBUCUMBIX KaJIbIIMEBBIX KAHAJIIOB U IPEAIOJIaracTcs, 4TO CBS3b rabameHTHHa C o-2-0
CyObeIMHUIICH YyYacCTBYeT B MEXaHU3ME NPOTHBOCYAOPOxHOro 3(ddekra y KuBOTHBIX. [Ipm
CKpUHMHTE OOJBIION TPYMIIBI MOJIEKYJI-MHUIIEHEH JIJIsi 3TOTO JIEKAPCTBEHHOTO MpernapaTa Mmoka3aHo,
YTO €IMHCTBEHHOM MUILIEHBIO AJIsl HETO SABJSIETCS CyObeaMHUIA 020.

Pesynbrarhl, mMoOnydeHHbIE B HECKOJBKUX JOKIMHHUYECKMX MOJENSAX, IOKa3bIBAIOT, 4YTO
(dapmakojornyeckass aKTUBHOCTh TabaleHTHHA MOXET pPEaM30BBIBATHCS IYyTEM CBS3BIBAHUS C
cyObenuHHIIeH 020 MOCPEICTBOM ITOIaBICHHUS BEICBOOOXKICHUS BO30YKIAIOIINX HEUPOMEIUATOPOB
B HEKOTOPBIX YUaCTKaxX IEHTPAJIbHON HEPBHOM CUCTEMBI. Takas akTUBHOCTh MOXKET JIEKaTh B OCHOBE
MPOTUBOCYAOPOXKHOTO  JCWCTBUA rabamneHTHHA. 3HAYUMOCTh  3THUX  MEXaHU3MOB  JCHCTBHUS
rabarneHTHHa JJI €ro MPOTHUBOCYIOPOKHBIX 3(DPEKTOB y Jt0/IeH BCe elle He0OXOAMMO YCTaHOBUTD.
D¢ hekTUBHOCTh TabarneHTHHa Tak)Ke MOKa3aHa B HECKOIBKUX JOKIMHUYECKUX HCCIICIOBAHMIX HA
JKUBOTHBIX MOJeNsAx OoneBoro cuHapoma. [Ipenmonarator, uto crneunduyueckoe CBsI3bIBAaHHUE
rabaneHTuHa ¢ CyObeqUHUIEH 020 MPUBOIUT K HECKOJIBKUM pa3HbIM d(deKTaM, KOTOpble MOTYT
OoTBeyarh 3a 00e3001MBarolllee NEHCTBHE B SKHUBOTHBIX Mozaeinsx. O0e30omuBaromiee NEHCTBUE
rabarneHTHHA MOXKET ITPOSBIISITHCS HA YPOBHE CTUHHOTO MO3Ta, a TAK)KE Ha YPOBHE BHICIITUX MO3TOBBIX
LEHTPOB MOCPEJICTBOM B3aMMOACHCTBUN C HUCXOASAIIMMH NYTSAMH, MOJABIAIONIMMHU Mepeaady
0OJIEBBIX HMITYJIbCOB. 3HAUEHUE OSTUX CBONCTB rabareHTHHA, BBISBICHHBIX B JOKIMHUYECKUX

HCCICOOBaHUAX, HCU3BECTHO.

Knunuueckas 3¢hpexmusnocms u bezonactocmo

B paMkax KJIMHUYECKOTO HCCIIEAOBAaHHUS abIOBAHTHOW Tepamuy NaplUaIbHBIX CYJOPOKHBIX
NPUCTYNOB y JeTeil B Bo3pacte OoT 3 a0 12 jer ObUIO NPOJEMOHCTPUPOBAHO HAJIHYHE
KOJIMYECTBEHHBIX, HO CTATUCTHYECKH HEIOCTOBEPHBIX Pa3IIMUMil 110 YaCTOTE CHUIKCHHUSI KOJTMYECTBA
npuctynoB Ha Oonee yem 50 % B rTpymnme rabameHTHHA MO CPAaBHEHHUIO C TPyNIoi miaredo.

I[OHOJ'IHI/ITCJ'ILHHﬁ AHAJIM3 YaCTOTbl OTBETAa HaA TCpalluld B 3aBUCHUMOCTU OT BO3pacTa (HpI/I
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COOTEBETCTBYET DKCIMNEFTHOMY QTYETY
ot 10.02.2023 N2 2613
PAacCMOTPEHHH BO3pACTa KaK HEMPEPBIBHON WepeMeHHOH HIM DI BEYICTICHUM (ABYK|-BOBPAGTHBIX

noarpynm: 3 — 5 jer u 6 — 12 ner) He BBIIBWIJI CTATUCTUYECKH JOCTOBEPHOTO BIHMSHMS BO3pPACcTa Ha
3¢ (HEeKTHBHOCTH TepaIuu.

PGSYJ'IBTaTBI JaHHOT'O JOITIOJHUTEIBHOI'O aHajln3a NpEACTaBJICHbI B Ta6n1/1ue HHWXKE.

OtBer (= 50%-HO€ CHM)KEHHE YacCTOTHI MPUCTYIIOB) B 3aBUCHMOCTH OT

JIeYeHUs U Bo3pacTta, nomyssius MITT*

BospacTtHas [Tname6o labanenTun P-3nauenwue

rpynmna

<6 aer 4/21 4/17 0,7362
(19,0 %) (23,5 %)

6— 12 ner 17/99 20/96 0,5144
(17,2 %) (20,8 %)

*MoauduuupoBanHas momyisinus «rmo Hamepenuto jeuutb» (MITT) onpenensutace kak
COBOKYIIHOCTh BCEX IAlIMEHTOB, PAaHAOMM3MPOBAHHBIX B IPYIIYy HCCIEAYEMOW Tepanuu U
MMEBUIMX MOMJEKAIUE OLEHKE JHEBHUKU CYJOPOKHBIX IIPUCTYNOB 3a IEPUOJ

JUTUTEIIBHOCTBIO 28 AHEH B paMKaX MCXOIHOM U IBOMHOM ciiernoi (a3 ucciieJoBaHus.

DapmakoKunemuka

Bcacvisanue

[Tocne mpuema BHyTpb MaKCUMalbHasi KOHIIEHTpalKs rabaneHTHHA B TJIa3Me JOCTUTAaeTCsl B TCUCHHE
2 — 3 gacoB. bHog0CTYIMHOCTh rabarnmeHTHHA UMEET TCHICHIINIO K CHIDKCHHIO C YBEITUYCHUEM JI03bI
npenapara. AOconroTHass OWOJAOCTYMHOCTh TPH TpHeMe Karcyn ao3upoBku 300 Mr cocTaBisieT
npubnu3utenbHo 60 %. Iluma, B TOM 4Ymcie ¢ BBICOKMM COJAEPKAHHEM >KHUPOB, HE OKAa3bIBAET
KIIMHUYECKH 3HAUMMOTO BIMSHUSI Ha TapaMeTpbl (apMaKOKUHETHKHU rabaneHTHHa.
dapMakOKHHETHKA rabarieHTHHA He U3MEHSETCS TP MHOTOKPAaTHOM IpueMe Tpemnapara. Hecmotps
Ha TO, YTO B paMKax KIMHUYECKHX HCCIICIOBAaHUI KOHIICHTpAIlMs rabareHTHHA B TIa3Me OOBIYHO
BapbUpoBaia B auamnazone 2-20 MKr/MJj1, OHa HE TI03BOJIsJIa MPOTHO3UPOBATh HU A (HEKTUBHOCTh, HHA
Oe3omacHOCTh mpenapara. [lapameTpbl papMakOKMHETUKH MPEACTABICHBI B TAOIUIIE.

Ta6muma - Coansie cpeanue (CV, %) mapamerpsl papMaKOKUHETUKHU rabarieHTHHA B PABHOBECHOM

COCTOSIHUH IIPpHU MHOTOKPAaTHOM IMMPHUEME C HHTCPBAJIOM JO3UPOBAHUA AJTUTCIIBHOCTHIO BOCEMb YaCOB
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COOTEBETCTBYET DKCIMNEFTHOMY QTYETY
ot 10.02.2023 N2 2613

[apametp 300 mr 400N ENOBATENBPAMITE 0004)
(bapMaKOKUHETUKH (N=7) (N'=14) (N=14)

Cpennee % CV Cpennee % CV Cpennee |% CV
Cmax (MKr/™MIT) 4,02 (24) 5,74 (38) 8,71 (29)
tmax (1) 2,7 (18) 2,1 (54) 1,6 (76)
T1/2 () 52 (12) 10,8 (89) 10,6 (41)
AUC (0-8) (mMkreu/mi) |24,8 (24) 34,5 (34) 51,4 (27)
Ae% (%) JlaHHbIe JlaHHbIe 47,2 (25) 34,4 (37)

OTCYTCTBYIOT | OTCYTCTBYIOT

Crmax — MakCHMaJslbHasl KOHIIEHTPAIHS B IJIa3Me B PABHOBECHOM COCTOSTHUH.

tmax — Bpems 1ocTuxKEeHU Crax.

T1/2 — nepuos MoTyBBIBEACHHUS.

AUC(0-8) — momiap Mo KpUuBOH «KOHICHTPALMSI-BPEMS B PABHOBECHOM COCTOSHHU B IIEPHOJT OT
0 o 8 yacoB mocie npuema npemnapara.

Ae% — A0Ji 1mperiapara, 9JIJMMHHUPOBABIHICTOCA C MOYOl B HEM3MEHECHHOM BHAC 3a IICpuoa OT 0 a0

8 yacoB 1ocie [MpueMma Iiperapara, B IpoucHTax oT HpHHHTOﬁ JO3BI.

Pacnpeoenenue

["abaneHTHH He CBsI3bIBAaETCs ¢ OeIKaMHU IJ1a3Mbl, U €ro 00beM pacnpeaenaeHus cocrasuier 57,7 1. Y
NAlMEHTOB C AMWIENCUEH KOHUEHTpauus rabamneHThHa B CHMHHOMO3roBod sxuakoctH (CMXK)
cocrapisieT npubmusuTenbHo 20 % OT MHUHMMAalbHOM paBHOBECHOW KOHIEHTpPALMU B IUIa3Me.
["abaneHTHH MPOHUKAET B TPYTHOE MOJOKO JKEHIIHH, KOPMSIIIUX TPYIBIO.

buompancgopmayus

OTCyTCTBYIOT JaHHble O MeTaboim3Me rabalneHTHHAa B OpraHu3Me uyeyloBeka. [‘abameHTHH He
BbI3bIBAa€T MHAYKLUUU HECNeUu(PUUECKUX OKCHAa3 IE€YEeHHU, OTBETCTBEHHBIX 3a METa0o0Jn3M
JIEKapCTBEHHBIX CPEJICTB.

Buvigeoenue

['abaneHTUH BBIBOAMUTCS B HEM3MEHEHHOM BHJE MCKIIOYMTEIBHO IYTEM IOYEYHOH SKCKpPELUH.
[lepuox nonyBbIBeACHHS TabarleHTUHA HE 3aBUCHUT OT IMPUHSATOM 103bI U COCTABIISIET B CPEAHEM OT 5

0 7 4acoB.
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COOTBETCTBYET QKCNEPTHOMY QOTHETY
ot 10.02.2023 Ne 2613
Y HOXHIIBIX JIMI U NALUCHTOB ¢ HapyuIeHuel QYHKUH TIOYGK KIHPOHE [TAQANGHTHHE A3 IUIa3Mbl

cHmkaercsa. KoHCTaHTa anMMHUHALMM, TUIa3MEHHBIM KIMPEHC U NOYEUYHBbIM KIHMPEHC radarneHTHHA
IPSIMO IPONOPLIMOHAIILHBI KIIMPEHCY KPEAaTHHHHA.

["aGanenTHH ynansercs u3 Iia3Mbl npu remoauanuse. [lanuentam ¢ HapymieHueM QYHKIIMHA MOYEK
WIM HaXOJAAIIMMCS Ha TeMOJHUalIM3€ PEKOMEHJIyeTCs KOpPPEeKIus M03bl Mpernapara (CM. pasfien
«Crocob MpUMEHEHUS U J03bI1»).

dapMakOKHMHETHKA TabarneHTHHa y AeTell u3ydanach y 50 310poBBbIX 100pPOBOJIBILIEB B BO3PACTE OT
1 mecsma no 12 ner. B ienom, KoHIIeHTpaIus rabaneHTHHA B IUIa3Me ST cTapiie S5 JIeT aHaJornyHa
TAaKOBOH y B3pOCIBIX MpU NMPUMEHEHHH Mpenapara B SKBUBAJICHTHOHN J03€ Ha OCHOBAaHHM pacyera
MT/KT MaccChl Tea.

B pamkax uccienoBanus papMakOKMHETHKHU Y 24 310pOBBIX JeTeil B Bo3pacTe oT 1 10 48 Mmecsies
napameTpsl dkcno3unun npemnapata (AUC) 6butu npubnusurensHo Ha 30 % Huke, Cmax — HIDKE, a
KIUPEHC — BBIIIE MPH pacueTe Ha EAMHMUIY MacChl Teja [0 CPaBHEHUIO C JIOCTYIHBIMU
OIyOJIMKOBaHHBIMM JJAHHBIMHU 10 KUHETHUKE Mpenapara y JeTeil B BO3pacTe crapiue S5 JeT.
Jlunelinocms/HenuneliHocms napamempos apmMaKoOKUHemuKu

buopocTynHoCTh TabaneHTHHA CHIKAETCS C YBEJIHMYEHUEM IMPHUHSATON 03bI, YTO BIIEYET 3a COOOM
HEJIMHEWHOCTh MapaMeTpoB (apMaKOKHMHETUKH, KOTOPbIE BKIIOYAIOT B pacdeT I[OKa3aTellb
ouonocrynaoctu (F), manpumep Ae%, CL/F, Vd/F. ®apmakokuHeTnKa 3IMMUHALMA (TTApaMeTPhI
napaMmeTpoB, He BkiItovaromue F, takue kak CLr u T1/2) nyumie onuceiBaeTcs TMHEHHOW MOJEIBIO.
PaBHOBecHBIE KOHIIEHTpAIMK rabaneHTHHA B IJIa3Me SBISIOTCS IPEICKa3yeMbIMI HAa OCHOBE JaHHBIX

MO0 KUHCTHUKE IIPU OAHOKPATHOM IIPUCME.

IMoka3aHus K NPpUMEHEHUIO

Onunencus

MoHoTepanus napiuaibHbIX CyI0pOr ¢ BTOPUYHON reHepaau3almeil u 6e3 Hee y B3pocibIX U JeTel
B Bo3pacte 12 net u crapiue. I HeKTUBHOCTh U 6€3011aCHOCTh MOHOTEPAINNUHU Y JIETel B BO3pacTe 110

12 net He yCTaHOBJIEHBI.

Kak 1onosHuTENbHOE CPEACTBO NPH JICUEHNN APLHUATIBHBIX CYJOPOT ¢ BTOPUYHON I'eHepan3aluen
u 0e3 Hee Yy B3pOCIbIX U JeTel B Bo3pacTe 3 yeT u crapiie. bezonmacHocTs U 3 PexkTUBHOCTD

JIOTIOTHUTEILHOU Tepanuu rabaneHTHHOM Yy JIeTeH B BO3pacTe MeHee 3 JIeT He YCTaHOBJICHBI.

Hetiponamuueckas 601
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COOTBETCTBYET SKCNEPTHOMY OTHETY
ot 10.02,2023 Ne 2613
Jleuenue HeHpomaTUYeCKo Gomu y B3pOCHbEX B BO3DACTE I8[IeT | /cTApIIC! @;M]qlgpgi.ggqqn u

0e30MacHOCTh y MAlMEHTOB B Bo3pacTte /10 18 JIeT He yCTaHOBJICHBI.

IIporuBonokazanusi

FI/II'Iep‘IYBCTBI/ITCJ'IBHOCTI) K Fa6aHCHTI/IHy HJIM BCIIOMOI'aTCJIbHBIM KOMIIOHCHTAaM IIp€rapara.

C 0CTOPOKHOCTHIO

[Toueunast HeOCTaTOUYHOCTH (CM. paznen «Crnocod MpUMEHEHUs U J103b1»).

IIpumeHeHnne npu 0epeMEHHOCTH M B IIePUO/I TPYAHOT0 BCKAPMJIMBAHHSA

bepemennocmo

Obwuii puck, c8A3aHHbLIL ¢ SNULENcUell U NPOMUBOINUIERMUYECKUMU NPenapamamu

Puck poxaeHus nereil ¢ BpOXKIEHHBIMH aHOMAJIMSAMM Yy Marepel, KOTOpble NMPOXOJAT JIeYEHHE
IIPOTUBOCYJOPOKHBIMU TIpenaparaMu, yBeauuuBaeTcsi B 2-3 pasa. Yame Bcero HaOmromaercs
pacuienMHa BepXHeW ryObl M HeOa, MOPOKH Pa3BUTHS CEPICYHO-COCYAUCTON CUCTEMBI U e(hEKTHI
HepBHOU TpyOku. Ilpu 3TOM npHeM HECKOJIbKUX HMPOTUBOCYAOPOKHBIX IpEenapaToB MOXET ObITh
CBsi3aH C OOJBIIMM PUCKOM IOPOKOB pa3BUTHs, YeM B cilydyae MOoHoTepanuu. [loatomy, eciu 310
BO3MOXHO, CIIEAyeT TMPHUMEHATh OJUH W3 MPOTHUBOCYIOPOXKHBIX TMpernapartoB. JKeHIIMHaM
JETOPOTHOTO BO3pacTa, a TakKe BCEM IKCHIIMHAM, Y KOTOPBIX BO3MOXKHO HACTYIUICHHE
OepeMEHHOCTH, ClIeAyeT MPOKOHCYIbTHUPOBAThCA Y KBAJU(HUIMPOBAHHOIO crenuanucTta. Ecmu
KEHIMHA TUIAHUpYeT OepeMEeHHOCTb, CJeNyeT elle pa3 OLEHUTh HEOOXOIUMOCTb MPOJOJIKEHHUS
POTHBOCYIOPOXKHOM Teparnuu. [Ipu 5TOM MPOTHBOCYIOPOXKHBIE TPEMapaThl HE CIEAyeT OTMEHSAThH
PE3KO, TaK KaK 3TO MOKET BECTH K BO30OHOBJICHHIO MPHIIAIAKOB C TSKEIBIMH MTOCIEACTBUSMH IS
matepu U peOeHka. B penkux ciydasx y JeTeil, mMarepu KOTOPBIX CTPaAaloT SIUJIENCUEH,
HaOroanack 3ajiepkka pasBUTHs. Ilpu 3TOM HEBO3MOXHO OIpENENUTh, CBA3aHA JIM 3a/epiKKa
pa3BUTHS C TEHETHWYECKMMH WM COIHMAJIbHBIMH  (aKTOpaMHu, OOJIE3HBIO MaTepu WA
MIPOTUBOCYAOPOKHOU Tepanuen.

Puck, obycnoenennwiii cabanenmurom

['abaneHTHH mNpoHUKaeT uepe3 IaneHty. [Ipy mnpuMeHeHnu rabameHTHHA COOOINAIOCh O
BPOXKIICHHBIX TMOPOKaX Pa3BUTHS IJIOJAa W HEONArompHUsATHBIX HCXOJaX OepeMEeHHOCTH, O/HAaKO,
aJICKBaTHBIE KOHTPOJHUPYEMbIC HCCIICIOBAaHUS TPUMEHEHHs Iperapara y OepeMEeHHBIX JKCHIIHH
OTCYTCTBYIOT, U HEBO3MOXKHO CJIeJIaTh OJIHO3HAYHOE 3aKJIIOUYEHHE O CBs3M TrabaneHTHHa C

MOBBIIICHHBIM PUCKOM BPOXKICHHBIX aHOMAJIMH WU APYyTrux He6HaFOHpI/I${THBIX HCXO0OdaX pa3BUTUA
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COOTBETCTBYET QKCNEPTHOMY QOTHETY
ot 10.02.2023 Ne 2613
NpY [PUMEHCHHH €ro BO BpeMsi OepeMeHHOCTH BCPIGACTBIC | HANHIHS | CAVO: PUHIONGHH 1

OIHOBPCMCHHOTO IMPUMCHCHUA APYIUX MPOTHBOSHUICITUYCCKUX JICKAPCTBCHHLIX IIPCIIApaTOB B
KaKI0OM 3apCruCTpupoOBaHHOM CJIy4dac. B OKCIICPUMCHTAX Ha JKUBOTHBIX ObL1a IOKa3aHa TOKCUYHOCTh
npenapara B OTHOUICHUH IIJI0AA. HOTCHHI/IaJ'IBHHﬁ PUCK JIA J'IIOI[CI‘/'I HEHU3BCCTCH. HOBTOMy
radaneHTHuH CICAyEeT IMPUMCHATH BO BpEMA 6epeMeHHOCTI/I TOJIBKO B TOM CcCliy4yac, €CJIM
npearojaaracMas 1mojib3a J4Jjis1 MaTCpu OlpaBAbIBACT BO3MOXKHBIN PHUCK 1A 11J1044a.

FDV@HO@ 6CcKapmauearue

['abaneHTHH BBIBOAMTCSA C TPYAHBIM MOJIOKOM, BJIMSHHE €ro Ha BCKApMIIMBAEMOIo peOeHKa
HEM3BECTHO, MO3TOMY BO BPEMsl KOPMJIEHUS Ipyabio HelpoHTHH® ciieyeT Ha3HAYaTh TOJIBKO B TOM
CiIy4ae, €CIIY 10J1b3a Ul MAaTEPHU BHO IIEPEBEIINBACT PUCK U1 MIIAJCHLIA.

DepmunvHocmb

B HCCIICAOBAHUAX HaA ) KMBOTHBIX HEC OTMECYAJIN BJINAHUA rabarmeHTHHa Ha (1)epTI/IJII>HOCTI>.

Cnoco0 npuMeHeHHsI U 103bI

Jlo3upoBanue

st Bcex mokaszaHMil cxeMa TUTpaIMU 036l 1711 Havyalla Tepanuu npeacTaBieHa B Tabmauie Nel. Ota
CXeMa MpeJCTaBlIeHa JIsl B3POCIbIX MAIlMEHTOB U MOAPOCTKOB B Bo3pacTe 12 net u crapmie. Cxema
TUTpallUd g JeTeid B Bo3pacTe Miaamie 12 7neT mpeacTaBieHa HIDKE TOJ OTACIbHBIM
MI0J13aT OJIOBKOM.

Tabmuna Nel Cxema TUTpauuu 4036l Ipenapara B Hayajle Tepanuu

Jenpb Nel Jlenb Ne2 Jenpb Ne3

300 mr 1 pa3 B cyTku 1o 300 mr 2 pa3a B CyTKH 1o 300 mr 3 pasa B CyTKu

IIpekpaiiienue Tepau rabarneHTHHOM

CormnacHo COBpeMeHHOﬁ KJIMHHUYECKOM IMPAaKTHUKEC TIIpU HGO6XOI[I/IMOCTI/I OTMCHBI TEpalnunu
raGareHTUHOM 3TO cIeayer Acjlarb IMOCTCIICHHO B TCUYCHHUEC MUHHUMYM OIHOM HeIeIu BHE

3aBUCUMOCTHU OT MOKa3aHMIA.

Duuiaencus
[Ipu >runencun o0s1gHO TpeOyeTces IuTensHOe JedeHne. Jlo3a nmpenaparta mpu STOM OMpeaesieTcs
JeYalmyUM BpadyoM B 3aBUCUMOCTH OT WHAMBUAYAJTBHON TMMEPEHOCUMOCTH U 3(P(HEKTUBHOCTH

npernapara.
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COOTBETCTBYET QKCNEPTHOMY QOTHETY
ot 10.02.2023 N2 2613
Bspocnvie u demu 6 ospacme cmapwe 12 ae. I.' B KIMHYICOKAX HGCHOAOBAHYIIX | oD EKITBHA 032

cocrasisiia ot 900 mo 3600 mr/cyt. Tepamnuio MOXKHO Ha4aTh IO CXEME, OIMMCAHHOU BBIIIE B TAOIHIIC
Nel unu ¢ no3st 300 Mr 3 pa3a B CyTKH B IIEpBbIH JeHb. B nocneayroiemM B 3aBUCUMOCTU OT OTBETA
NalUeHTa Ha Tepanuio U MepeHOCUMOCTH Iperapara J103a MoKeT ObITh moBsimieHa Ha 300 mr/cyt
Kakaple 2-3 gHsA, MakcuMaiabHO A0 3600 Mr/cyT. Y HEKOTOPHIX NAIllMEHTOB MOXET OBITh
1eecoo0pa3HbiM 0oJiee MEUICHHOE TOBBIIICHHUE 103bl. MUHUMAIhHOE BpEMS, 32 KOTOPOE MOYKHO
nOBBICUTH 1103y 10 1800 Mmr/cyT cocraBnser 1 menens, 2400 mr/cyt — 2 Henenu, a JUIst JOCTHIKCHUS
MaKCUMaJbHOW cyTouHOM 103bI 3600 Mr/cyr HeoOxoaumo He MeHee 3 Hezenb. B auiTenbHBIX
OTKPBITBIX KIMHUYECKUX HCCIENIOBAaHUSX OblIa OTMEYEHA XOpollas MepeHOCHUMOCTh Mpernapara B
nozax go 4800 wmr/cyr. OOmias cyroyHas [go3a JIOJDKHA OBITH pas3zielieHa Ha TpH IpueMa.
MakcuManbHBIi MHTEpBAJI MEXIY J03aMU IPH TPEXKPATHOM IpUEME IMperapara He JOJIKEH
npeBblaTh 12 4 Bo n3bexaHre BO30OHOBIEHUS CyA0POT.

Hemu 6 s6o3pacme 3-12 nem: HadanbHas 103a npenapara BappupyeT oT 10 10 15 Mr/kr/cyT, KOTOpyIO

HA3HAYaAIOT PaBHBIMHU J103aMH 3 pa3a B JI€Hb W MOBBIMAIOT 10 3((EKTUBHONW MPUOTUIUTEIHHO B
TedeHue 3 aHel. DddeKkTuBHAS 1032 TabaneHTHHA y JIeTel B BO3pacTe 5 JIET U CTapile COCTABIISCT
25-35 Mr/kr/cyTt paBHbIMU A03aMHu B 3 npuema. D dekTuBHas 1032 rabarneHTuHa y 1eTeil B Bo3pacTte
or 3 mo 5 ner cocraBiger 40 Mr/Kr/cyT paBHbIMH jgo03aMd B 3 mpuema. OTMedeHa Xopollas
NEPEeHOCUMOCTb Mpernapara B 103ax 10 50 MI/KI/cyT NpH JUIMTEIbHOM IPUMEHEHNH. MaKcUMallbHbIN
MHTEpBaJl MEXIy NpUEMOM [03 Ipenapara He JOJDKEH MpeBblIaTh 12 4YacoB BO H30€XaHHE
BO300HOBJIEHHSI CYJJOPOT.

Her HeE0O0XOAMMOCTH KOHTPOJHPOBATh KOHIIEHTpalMio rabameHTnHa B miazme. OH MOXeT
MIPUMEHSATHCS] B KOMOWHAIIUY C IPYTUMHU TIPOTUBOCYAOPOKHBIMU TIperapaTaMu 0e3 yueTa H3MEHEHHUSI
€ro KOHLEHTpaluu B IJIa3Me€ WIM KOHIIEHTpAalMM JPYrHMX MPOTHBOCYJOPOKHBIX IpPENapaToB B

CBIBOPOTKE.

Heiiponatnueckas 00Jb

Bspocnvie

Tepanuio MOXXHO HayaTh MO CXEM€, ONMMCAaHHOW BhIie B Tabnuie Nel. AnbTepHATHUBHBINA CHIOCO0
JO3UPOBaHUsl - HauvanbHas 1o03a cocraBiseT 900 Mr/cyT B TpW MpHeMa paBHBIMH Jo03amMu. B
MOCIIEAYIOLIEM B 3aBUCMMOCTH OT OTBETA MallME€HTa Ha TEPAIUI0 U MEePEHOCUMOCTH Ipernapara /103a
MOKeT ObITh MoBhIeHa Ha 300 Mr/cyT Kaxkpie 2-3 1HsI, MaKCUMaIIbHO 110 3600 Mr/cyT. Y HEKOTOPBIX
MAIMEHTOB MOXKET OBITH IIeIeco00pa3HbIM OoJiee MEIJICHHOE IMOBBINIEHHE J103bl. MHUHHMAalbHOE

BpeMsi, 32 KOTOpOEe MOKHO TOBBICUTH 103y 10 1800 mr/cyT cocraBmsier 1 nenens, 2400 mr/cyt — 2
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COOTBETCTBYET QKCNEPTHOMY QOTHETY
ot 10.02.2023 N2 2613
HEJIeNH, a JUlsl JOCTIKCHUsI MaKCUMAIIbHON CYTOYHOMN 0sbl-3G00| MI/QY T (HOQOX OMMNIQ, HE | MgHee 3

HEZeb.

[Tpu nedennn nepudeprudeckoil HelHpomaTuIecKoi 60Iu, MPU TAKMX COCTOSHHX Kak 0oseBas popma
nrabeTHYecKod HeHponmaTuu W MocTrepneTndeckas HeBpalurus, 3(EeKTUBHOCTh U OE30I1aCHOCTb
IPUMEHEHHUs Npenapara B TeUEHHUE NepHo/ia JI0JbIle 5 MEeCsLEeB B KIMHUYECKUX UCCIIEAO0BAaHUIX HE
u3ydanuce. B cimyuae, ecnm mamueHty TpeOyeTcss MpOJOJDKEHHE Tepamuu MepuQeprudecKoi
HeHponaTH4ecKoi 00JIM TOJNIbIIE 5 MECSIEB, JIeUaluil Bpad JOKEH OLICHUTh KIIMHUYECKUI CTaTyC

NnanyucHTa U OoNnpeaciInuTb HCO6XO,I[I/IMOCTI> ,I[OHOJ'IHPITCJ'IBHOﬁ TEpaIinu.

PexoMeHmamu i Bcex MOKa3aHuu

VY nmamueHTOB B TSXKEIOM COCTOsIHMHM, HaAlpuMEp, B ClIydac MMOHIKEHHOM MAacChl TCIa, IIOCIC
TPAHCINIAHTAaIUU OPraHoOB WU T.HA., 103y CJICAYCT MOBLIIIATL MCIJICHHEC, hi9% (210) HCIIOJIb3YSA MCHBIINUC

JO3BbI, §19%(e10) JAcjias OopIINE HHTCPBAJIbI IICPC ITIOBBIMICHUEM O03bI.

IIprnMeHeHne y DOKUIBIX IIAIIMEHTOB (B BO3pacTe crapiie 65 jeT)

BcenencrBre BO3pacTHOTO CHYDKEHHS (DYHKIMM MOYEK MOXHIIBIM HAIlMEHTaM MOXET TpeOoBaThCs
Koppekuus 1036l (6onee moapoOHas uHbopMmarus B Tabauie No2). CoHnuBOCTh, Nepudepuieckue

OTCKU U aCTCHHUA Yy TOKHUJIBIX IMAIUCHTOB MOT'YT BCTPEYATHCA HalllC.

Ilpumenenue y nayuenmog c noue4Hol He0OCMamoYHOCMbIO
BonbHBIM ¢ HapyleHHON (QyHKIMEH MoYeKk W/WiIM y MalueHTOB, HAXOJAIIMXCS Ha T'eMOJUalln3e
PEKOMEHAYETCs] CHUKEHUE J103bI rabarneHTrHa coracHo Tadnuie Ne2:

Tabmuna Ne2. JTosupoBanue rabarneHTHHa y B3pOCIIbIX MAllMEHTOB B 3aBUCUMOCTH OT (PYHKIIMH ITOYEK

Knupenc kpeatununa (mia/mun) | Cytounas no3a (mMr/cyt)®
>80 900-3600

50-79 600-1800

30-49 300-900

15-29 1505-600

<15® 150 P-300

A CyTouHyI0 103y Cile[lyeT Ha3HAYaTh B TPU IIPUEMa; CHUKEHHBIE 1035l IpenapaTa MoKa3aHbl
NanyeHTaM ¢ HapylleHneM (QYyHKIUHU MoYeK (KIMpPEeHC KpeaTuHuHa < 79 MII/MUH)

b Haznauaror o 300 mr uepes neHb.
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COOTBETCTBYET QKCNEPTHOMY QOTHETY
ot 10.02.2023 N2 2613
BV nauuentoB ¢ KiMpeHcOM KpealMHHHA <L) MILMIH ) EYTOTHYIONI03Y] HEQOXQIMO

YMEHBIIUTD IIPONOPLUOHAIBHO KIMPEHCY KPEaTHMHHHA (HAlpUMep, MALMEHT C KIUPEHCOM
KpeaTuHUHA 7,5 MJI/MUH JIOJDKEH TOJIy4aTh MOJIOBHHY J03bI, KOTOPYIO MOJYYaeT MallUeHT C

KJIIMPEHCOM KpeaTuHuHa 15 Mi1/MUH).

HDI/IMGHCHI/IC Y HanMEHTOB, HAXOAAINMUXCA Ha reMOANaJIN3C

[Taniuentam ¢ anypuei, HaXOIAIIMMCS Ha TeMOJIMaIN3€e, KOTOPhIE paHee He MPUHUMAIHN rabaneHTHH,
npenapar peKOMeHayeTcs Ha3HauaTh B Hacklmaromnieit 1o3e 300-400 mr, a 3aTeM IPUMEHSTH €To 0
200-300 Mr mocie kKaxaplx 4 4 remMoauanusa. B JHHM, Korja auanu3 HEe MPOBOJMTCS, JICUCHHE
MIPOBOJIUTH HE CIIEAYET.

JIJisi IalueHTOB CO CHMYKCHHOW (YHKIMECH MOYEK, MPOXOIAIINX JUAIH3, MMOAICPKUBAOIIAS 1032
rabarneHTUHA JIOJDKHA TMOJAO0MPAThCS B COOTBETCTBHU C PEKOMCHIANMAMH, IPEACTABICHHBIMH B
Tabmune Ne2. B pomosHeHue K MOAJEp:KUBAONIEH Tepanuu pekomenayercsa mnpuem 200-300 mr

rabareHTHHa TOCJe KXo 4-9aCOBOM MTPOLICAYPHI JUAITH3A.

Cnoco0 BBeieHUs

Heitpontun® Ha3HAYarOT BHYTPS.
[abaneHTHH MOXXHO TPMHMMATh BHE 3aBUCUMOCTH OT IpUEMA IHUIIM, 3aluBas JOCTATOYHBIM

KOJIMUECTBOM KUAKOCTU (HampuMmep, CTakaHOM BOJIbl). Jlomyckaercs AeieHne TabaeTKy MOoIoJiaMm.

IloGounoe neiicTBHE

HexenarenbHble peakiuu, HaOOJacMble B KIMHUYECKHX HCCIICJOBAHUSAX Yy TAIMEHTOB C
snmienicuedl (Mpy TMPUMEHEHUW Ta0alleHTHHAa B KauyeCTBE MOHOTEPANUHM WM B KOMOWHAIMH C
APyruMu MnpoTHUBOCYAOPOKHBIMHA npenapaTaMH) HJIM HEBPOMMATUYCCKUMH 6OJ'I$IMI/I, MMpEaACTaBJICHBI
HIDKE W paclpenesieHbl M0 CHCTeMaM OpraHoB W dvactore. Kareropusi 4acToThl OIpeaesiach
crenyrmuM odpa3zom: odeHb yacto (>1/10); gacto (ot >1/100 mo <1/10); meuacto (ot >1/1000 mo
<1/100); penxo (ot >1/10000 no <1/1000); ouens peako (<1/10000). Ecnu xaTeropust 4acToThI OblIa
pa3IMYHON B Pa3HBIX MCCIIEAOBAHUAX, TO HEXeIaTeIbHON PeakiMy MpUcBanBaiach 0osiee BHICOKAs
KaTeropus.

HesxenatenbHBIM peakiusM, O KOTOPHIX COOOINAIOCh B MpoIecce MPUMEHEHHUs Mpernapara mocie
perucTpanuu, MPUCBOCHA KAaTErOpHs YacTOThl «HEM3BECTHO» (YaCTOTY HENb3s PAacCUMTaTh Ha

OCHOBAaHHUH UMCHOIINXCS )IaHHI)IX).
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COOTBETCTBYET QKCNEPTHOMY QOTHETY
ot 10.02.2023 N2 2613
B Ka)x10M paszene 1o 4acToTe HeXelnaTeNlbHbIC PeaKypl [IPGACTaBACHBE B | HOPAAKG [yMRHBHICHHS

CEPbE3HOCTH.

Hngpexyuonnvie u napazumapusle 3a0601e€6anusA: Ovelb 4acmo - BUPYCHbIC MH(MEKIUH; Yacmo -
ITHEBMOHUS, UH(QEKIMsI AbIXaTeIbHbIX MyTeH, MHPEKIHUsT MOYEBBIBOIALIMX IYTEH, IPyrue BHJIbI
UHQEKIUH, CPEAHUN OTUT.

Hapywenua co cmoponst Kposu u 1umpamuueckoil cucmemsl: 4acmo - IEUKONECHUS; HeU36eCmHO
- TPOMOOIIMTONICHHUSI.

Hapywenua co cmoponst UMMYHHOU cucmemyl: Heyacmo - JIEPrudecKue peakluy, BKIoYas
KpalnuBHULLY; Heu38ecmHo - THIEPUYyBCTBUTEJIBHOCTb, BKIIIOYAs CUCTEMHbIC PEaKLMU, TaKUe Kak
JMXOpaJiKa, BBICHIITAHUS, TeTIaTUT, TUMpaaeHonaTus, 303uHOGUINS U IpyTHe.

Hapywenua co cmopounvl o0mena eéewjecmeé u NUMAHUAS YACMO - AHOPEKCHs, IOBBILICHHUE
anrneTuTa.

Ilcuxuueckue napywienua: uacmo - BpaxIeOHOCTb, CIYTaHHOCTb CO3HAHMs, Jenpeccus,
0ECIIOKONCTBO, HEPBO3HOCTb; Heuacmo - YXYALICHHE INCUXUYECKOTO COCTOSHUS; HeU38eCmHO —
CYHULIUJANIbHBIE MBICIIH, TAJUTFOLMHALIH.

Hapywenua co cmoponst HEpPEHOU cUCHmEMbl: OYEHb YACMO - COHIIMBOCTb, T'OJIOBOKPYXEHHUE,
aTaKCHs; ¥acmo - CyJlOpOTH, TUIEPKUHE3Us, TU3apTpUs, aMHE3Usl, TPeMop, OECCOHHMIIA, TOJIOBHAs
007b, HapyLIEHHE YYyBCTBUTEIBHOCTH (HampuUMep, NapecTe3uy, TUIeCcTe3us), HapylleHHue
KOOpJMHAIUK, HUCTAarM, YyCWJIEHUE, ociaa0JIeHue WM OTCYTCTBUE pe]iekcoB; wHeuacmo -
TUIIOKMHE3US; pedKko — NOTEPsl CO3HAHMSL; Heu36ecmHo - APYrue HapylleHns IBIKEHUs (HarpuMep,
X0peoaTeTo3, TUCKUHE3HS U IUCTOHUS).

Hapywenua co cmoponst opzana 3peHus: uacmo - HapylleHUE 3peHUs (Takue Kak, aMOIuomnus,
JTUTIIIOTIHST ).

Hapywenua co cmoponvl opzana cayxa u Ja0UPUHMHbIE HAPYUWIEHUAX YACMO — BEPTUTO,
Heu38ecmHo - IIyM B yIlIax.

Hapywenua co cmoponwt cepoya: neuacmo - OUlylleHue cepaueOneHus.

Hapywenusa co cmoponvl cocyoos: uacmo - CUMITOMBI Ba3oJWIATallMM WM apTepUalibHas
TUIEPTEH3NUS.

Hapywenua co cmoponbt 0biXameabHOll CUCIEMbl, OP2AH06 ZPYOHOIL KNIeMmKU U CPEeOOCHEeHUA:
yacmo - ofbIIIKA, OPOHXUT, (PAPUHTUT, KallleNb, PUHUT.

Hapywenusa co cmoponst j#ceny0ouno-KuuieyHo20 mpaxkma:. yacmo - 3amnop, nuapesi, CyXocTh
CJIM3UCTON OOOJIOUKU IMOJIOCTH PTa WIIM TJIOTKH, TUCIIETICUS,, METEOPHU3M, TOIIHOTA, PBOTa, 0OJb B

JKHBOTC, 3a00JIeBaHUSs 3Y60B, TUHTUBUT, HeU36eCmHo - NAHKPCATHUT.
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COOTBETCTBYET QKCNEPTHOMY QOTHETY
ot 10.02.2023 N2 2613
Hapywenus co cmoponsl neuenu u jcenyesuleo0Auux nymei: AgussecmHa = FRIATHE, AKe/InyXa.

Hapywenua co cmoponst Koxcu u nOOKOMHCHBIX NOKPO80G: 4acmo - OTEK JIMLA, Nypiypa (Jalle
BCEr0 €€ OMUCHIBAIM KaK KPOBOMOATECKH, BO3HUKABIIUE NIPpH (PU3NUYECKON TpaBMe), KOXKHASI ChIIb,
aKHe, 3yl KOXH; Heuszsecmno - cuniapom CrtuBeHca-/[>KOHCOHA, AHTMOHEBPOTHUYECKUU OTEK,
aHadwuiakcusi, MylbTU(OpPMHAs >puUTeMa, ajolelus, JIEKAPCTBEHHAs KOXKHAs Cblllb, BKJIHOYAs
HO3MHO(HIIUIO U CUCTEMHBIE peakluu (cM. pa3aen «OcoOble yKazaHus»).

Hapywenua co cmoponsl cKeemHo-MblUeYHOUl U COCOUHUMENbHOU MKAHU: YaCmOo - MUAIITUHY,
apTpairusi, 00Jib B CIIMHE, MOACPTUBAHUS MBIUILL; Heu38ecmHo - padJOMHUOIIN3, MUOKJIOHYC.
Hapywenusa co cmoponst nouek u mMoueevléo0AuiUx nymeil: Heuz8ecmHo - HEACpPKAHHE MOYH,
OCTpas MoYeyHasi HeJJOCTAaTOYHOCTb.

Hapywenua co cmoponsl nonoevix 0peano8 u MOJOYHOU Hcene3bl: 4acmo - HMIIOTECHLINS;
Heu3gecmHo - yBeIIMYeHHE B O0OBEME MOJOYHBIX >Kee3, TMHEKOMACTHS, MOJOoBas AUCQYHKIIHS
(BKJTFOYAst U3SMEHEHMSI TUOUI0, HAPYIICHUS AKYISIIIUN U aHOPTa3MHUIO).

Obwue paccmpoiicmea u HapywleHuUs 6 Mecme 66€0eHUsA. O4eHb 4acmo - YTOMIISIEMOCTb,
JMXOpasKa; uacmo - Tepu(epudecKue OTEKH, HapyUICHHWE TOXOAKH, acTeHHs, 00Jb Pa3IU4HOM
JoKalu3aluu, oolee HeJAOMOTaHue, TPUMIONOAOOHBIA CHHIPOM; Heydacmo - TeHEepPaIU30BaHHBIN
OTEK; Heuz8ecmHO - CUHIIPOM OTMEHbI (HarboJiee 4acTO OTMEUAIUCh CIEeAYIOUINe HeXeIaTelbHbIe
peakiuu: 0ecrnoKOoNCTBO, OECCOHHMIIA, TOITHOTA, OOJIM Pa3TUYHON JIOKATU3AIMK U TOBBIIICHHOE
MOTOOT/ENICHHE), 00JIb B TPYIU. 3apErHCTPUPOBAHBI CIIydau BHE3AMHON HEOOBSICHUMOW CMEpTH,
CBSI3b KOTOPBIX C JICUEHUEM rabarieHTHHOM HE YCTaHOBJICHA.

Jlabopamopnsie u uncmpymenmanvhbvle OAHHBIE: YACMO - CHIDKEHUE KOHIIGHTpAIMHM OeNbIX
KPOBSIHBIX ~ TeNlel, TOBBIICHWE MAacChl Tella; Hewacmo - TIOBBINIEHWE  AaKTHBHOCTH
aJlaHMHaMUHOTpaHc(epaspl, acnapraTaMUHOTpaHCc(epa3bl U KOHIEHTPAMU OMIUPYOHHA B IJIa3Me
KpPOBH, TUIEPIIIUKEMHUs]; peOKo - TUNOTIHUKEMHs (IMPEHMYIIECTBEHHO Yy TAIMeHTOB C CaXapHbIM
nuabeToM); Heuzgecmuo - TUTIOHATPUEMHUS, TIOBBIIIIEHNE aKTUBHOCTH KpeaTHH(OCHOKNHA3EL.
Tpaemol, unmoKkcukayuu u OCIOHCHEHUA MAHURYAYUIL: 4aCMO - TPaBMBI, TIEPEIOMBbI, CCaINHBbI,

CBJ3aHHBIC C ITIAJICHUSIMU.

Hmerorcss cooOIeHusT O pa3BUTHH OCTPOTO TMaHKpeaTHTa Ha (QoHe Tepanuu rabarneHTHHOM.
[IpuurHHAs CBA3B ¢ TAOATIEHTUHOM OCTaeTCsl HesICHOH (cM. pazzen «OcoOble yKa3aHus ).

HNwmerorca COO6H.[€HI/I$I 0 cClIydadX MHOIIATHU C IMOBBIICHUEM AaKTHBHOCTU KPCATHMHKHWHA3BI Y
MAIMEHTOB C TEPMUHATBHON CTaIuel TOYEUHON HETOCTATOUHOCTH, HAXOSIIUXCS Ha TEMOTUAIH3E.

Cnyqan I/IH(I)CKI_II/II/I ABIXAaTCIbHBIX HyTeﬁ, CpCAHCr0 OTUTA, 6pOHXI/ITa H Ccyaopor OBLUIM OTMEUCHBI
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COOTBETCTBYET QKCNEPTHOMY QOTHETY
ot 10.02.2023 N2 2613
TOJIBKO B KIIMHMYECKHUX HCCIIeN0BaHUsIX. KpoMmE Toro, B KITHMHUFAGCKIX MOCTIETOBAHMIN [C0000IAIOCH O

ClIydasx arpeCCUBHOI'O NOBCACHUA U TUIICPKUHE30B Y ACTCH.

Ilepeno3upoBka

[lpu opHokpatHOM mpueme 49 r rabaneHTHHAa HAOMIOJATNCH CIEAYIOIIUE CHUMIITOMBI:
TOJIOBOKPY)KEHHUE, ABOCHHUE B TJIa3aX, HAPYIICHUE PEUH, COHIUBOCTD, MOTEPSI CO3HAHMS, COCTOSHUE
3aTOPMOKEHHOCTH M JWapesi JITKOH CTENeHH, KOTOPbIe MOJIHOCTBIO MCUE3ANIN NMPH MPOBEICHUH
cUMIITOMaTn4eckoi Tepanuu. Cleayer yunThIBaTh, YTO IOCIE MpUEMa BBHICOKUX /103 radarneHTHHa,
YMEHBIIIAETCS €r0 BCACHIBAHKE B KUILICUYHUKE.

[Tpu mepeno3upoBke rabaneHTHHOM BO3MOXKHO Pa3BUTHE KOMBI, OCOOCHHO TPH OJHOBPEMEHHOM
NPUMEHEHHH JPYTHX JIEKAPCTBEHHBIX MperaparoB, noaasisomux [{THC.

HecmoTrpss Ha TO, 4TO raGameHTHH MOJKET BBIBOAMTHCS INPH TEMOAWAIN3E, MMEIOIIUICS OIBIT
IIOKa3bIBAET, 4YTO OOBIYHO IMOA00HONH HEOOXOMMMOCTH HE BO3HHMKaeT. [lammeHTam c TSDKENOH
MOYEYHOU HEIOCTATOYHOCTHIO MOXKET OBITh MOKAa3aH TeMOIUAIIN3.

B pamMkax sKCcriepruMEeHTOB Ha MBIIIAX U KPBICAaX, KOTOPBIM Iperapar BBOIWICs B Jo3ax a0 8000 mr/xr,
HE YJAJIOCh YCTaHOBHTH 3HA4YCHHE JICTAJBHOW I03bl radaleHTHHA IPH IEPOPATEHOM BBEICHHU.
[Ipy3HaKy OCTPOHl TOKCHYHOCTH Yy SKMBOTHBIX BKJIIOYAIM aTAKCHIO, 3aTPYAHEHHE IBIXaHUS, IITO3,

THUIIOAKTUBHOCTDH HUJIN BO36Y)KI[CHI/IC.

B3anmopneiicTBHe ¢ APYTMMH JI€KAPCTBEHHBIMH CPEeACTBAMH

HmeroTcss cooOlieHnsT O CIIOHTaHHBIX ClydasiX, a TakkKe N0 HMHPOpMAIMU W3 JIUTEpPaTypHBIX
VCTOYHUKOB BO3MOXKHO YTHETEHHE JIBIXaHUS, CHMIITOMBI CEJallUM U CMEPTH, CBSI3aHHBIE C IPUEMOM
rabareHTHHa, P OJJHOBPEMEHHOM Ha3HAYEHUH C JIEKapCTBEHHBIMU MperapaTaMu, NoJaBIsSOIIMMU
I[THC, BkiItouas ONMOMAHBIE AHAIBIETUKH. B HEKOTOpBIX M3 3THUX CIydyaeB aBTOPbI CUUTAIIU, YTO
OJIHOBPEMEHHOE TpHUMEHEHUEe TabaleHTHHAa C ONHOWJaMH sBisieTcs oco0oil mpoliemol y
oca0JIeHHBIX MAlMEHTOB, Y MOXKUJIBIX MAI[MEHTOB, Y MAIlMEHTOB C CEPhE3HBIMU COIYTCTBYIOLIUMHU
pecnupaTOpHBIMU 3a00JI€BaHUSIMHU, Y MALIMEHTOB, KOTOPHIM OJHOBPEMEHHO HAa3HAYAETCS HECKOJIBKO
JEKapCTBEHHbIX CPEACTB, WU Yy TMAIUEHTOB , KOTOpbIE 3J0YNOTPEOISAIOT ICUXOAKTHBHBIMU
BEIIECTBaMH.

B wuccnenoBanuu ¢ y4dactueM 370poBbiX g00poBosbieB (N=12) mpu npumenenuun 600 wmr
rabaneHTuHa 4Yepe3 2 dYaca mocjie npueMa MophuHa B BUAE Kalcyl C MPOJOHTHPOBAHHBIM
BBICBOOOXKIeHHEM 110 60 MI oTMedaeTcs yBennueHue cpeanero 3Hayenus AUC rabanentuHa Ha 44

% 10 CpaBHEHMIO C MOHOTEparrel rabarneHTHHOM. B CBS3M ¢ 3THM MalMeHThI, KOTOPbIM TpeOyeTcs
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COOTEBETCTBYET DKCIMNEFTHOMY QTYETY
ot 10.02.2023 N2 2613
NPOBEJCHHE OXHOBPEMCHHON TEPANHUU C ONUPUIHBIMY [AHATIBTETHKAMH, [ AOTIKHED HAXQANTEGI 110]

TIIATEIbHBIM KOHTPOJIEM Ha MpPEIMET pPa3BUTHS MPHU3HAKOB YTHETCHHs LIEHTPAJIbHOM HEPBHOU
CHCTEMBI, TAKUX KaK COHJINBOCTb, CEALUs U YTHETCHHE JIbIXaHHS, a 103y rabareHTHHA U ONTUOUIHBIX
AQHAJIBIETUKOB CIIEyeT COOTBETCTBYIOIIUM 00Pa30M CHU3HTb.

B3auMopeicTBus Mex 1y rabaneHTHHOM U (peHoOapouTaniom, GEHUTOMHOM, BATBIIPOSBON KHCIOTOM
U KapOamazenuHoM He oTMeueHo. DapmakokuHETHKa rabaneHTHHA B PAaBHOBECHOM COCTOSIHUU
OJIMHAKOBA y 3/IOPOBBIX JIIOJICH U MAIIMEHTOB, NOIYYAIOUINX APYTHe MPOTHBOCYIOPOKHBIE CPE/ICTBA.
OpnHoBpeMeHHOE MPUMEHEHHE rabdaneHTHHA ¢ MepOpaibHBIMH KOHTpALENTHBAMH, COACpKAIIUMU
HOPATUCTEPOH W/WIM STUHUIICTPAAMON, HE COMPOBOKIACTCS H3MEHEHUSMHU (apMaKOKHHETHUKH
000MX KOMITOHEHTOB.

OpnHOBpeMEHHOE MpUMEHEHHEe rabaneHThHA ¢ aHTAlWAAMHU, COJACPKAIIUMH ATIOMUHUA M MarHui,
COTPOBOXKAAETCA CHIDKEHHEM OMOJOCTYMHOCTH rabarneHTuHa npumepHo Ha 24 % (cMm. pasaen
«Oco0ble yKa3zaHUs»).

[TpoGenenn 1 He BIMSIET HA MOYEUHYIO SKCKPEIUIO TabaneHTHHA.

He6omnbimoe cumkenne (14 %) moueyHOM SKCKpelrH rabaneHTUHA MPH OJJHOBPEMEHHOM IpHEME
UMETHINHA, BEPOSATHO, HE UMEET KIIMHUYECKOTO 3HAUCHUSI.

[Ipu ogHOBpeMEHHOM NpHMEHEHUH HampokceHa (250 mr) m rabameHtuHa (125 Mr) oT™Meuanoch
noBeIeHne adbcopOuun radanentuHa ¢ 12 % mo 15 %. ['abaneHTHH HE OKa3bIBa€T BIMSHUS Ha
(dapMaKOKMHETHYECKHE TIapaMeTpbl HANpOKCeHa. YKa3aHHbIE O3B MPErnapaTroB MEHbIIE
MUHUMAJbHBIX TepaneBTudeckux. OTHOBPEMEHHOE MPUMEHEHHE JAHHBIX MpPernapaTtoB B OONBIINX

A03aX HC U3Yy4aJiOoCh.

Oco0ble ykazanust

Cyuuuodanvhule uoeu u nogeoeHue

CooOmanioch 0 CyHIHAAIbHBIX MBICIAX © TIOBEEHUH Yy TMAlKUEHTOB, MOJYyYaBIINX
MPOTHUBOSMUIICTITUICCKHE cpeacTBa 110 HECKOJBbKHUM IIOKa3aHUAM. Mera-anann3
pPaHIOMU3NPOBAHHBIX nnaue6o-K0HTp0anyeMHx I/ICCJ'ICJIOBaHI/Iﬁ MMPOTHBOSMUIICTITUYCCKUX CPEACTB
TakKe MPOJEMOHCTPUPOBAT HEOOJNBIIOE MOBHIINICHUE PUCKA MOSBICHHS CYUIIUAATBHBIX MBICICH U
noBeJieHus1. MexaHn3M MOBBIIIEHUS] TAKOTO PUCKA HEU3BECTEH.

Habmonanuch ciiydan CyMITMIaIbHBIX MBICTIEH W TOBEJACHHS y TAIMEHTOB, MOJMYYaBIIHNX JICYCHUE
rabarneHTHHOM B XOJI€ TOCTPETUCTPAIIHOHHOTO MpruMeHeHus (cM. pasjen «I[lobouHoe aeicTBrEY).

B cnydae mosiBJICHUS TPU3HAKOB CYMIIMJAIBHBIX MBICICH WM MOBEICHHS MallMeHTaM (U JInam,

OCYHICCTBJIAIOIMIUM YXO/J 3a HaI_II/ICHTaMI/I) CJICOyCT O6paTI/ITLC$I K Bpauy.

14 u3 19



COOTBETCTBYET QKCNEPTHOMY QOTHETY
ot 10.02.2023 Ne 2613
[lanueHToB, MOMy4arouX 3TH HPeHaparhl, CABAyeT TIGTENEHOFHAOMEQAITh HA [IPSAMET [OABJICHUS

MPU3HAKOB CYMIIUAAIBHBIX MBICICH W MOBEICHUS, a TAKXKE CIEIyeT PaCCMOTPETh HEOOXOJIUMOCTh
MPOBEICHUST COOTBETCTBYIOUIETO JieueHUs. B cilydae MOSBICHUS CYMIIMAAIBHBIX MBICIEH U
MOBEJICHHUS CJIEIyeT PACCMOTPETh BO3MOKHOCTh IPEKpaIeHHsI Tepaniy rabareHTHHOM.

Ocmpuiii nankpeamum

B cnyuae pasBuTHS OCTpOro maHKpearuta Ha (oHe mpuema rabaneHTUHA, CIeAYyeT OICHUTH
BO3MOHOCTb OTMEHBI IIPEIapara.

Cyoopozu (CuHOpoM «OmMMeHbLY)

XOTSl CHHIIPOM «OTMEHBI», COIPOBOXKIAIONINICS Pa3BUTHEM CYIIOPOT, IIPH JICYCHUN rabareHTHHOM
HE OTMEYEH, PE3KOe MPEeKpalleHne Tepanuy MPOTUBOCYAOPOKHBIMH TperapaTaMy y HMaIMEeHTOB C
AIWIETICUEN MOXET IMPOBOLMPOBATh Pa3BUTHE SHWIENTUYECKOro craTyca (cM. paszzgen «Crocod
NPUMEHEHHS U JJO3bI»).

Kak ¥ mpu mpuMeHEHHH IpYrux HPOTUBOIMIICITHYECKHX IpernaparoB, HA (OHE NPUMEHEHHS
rabameHTHa MOXET OTMEYaThCS YBCIMYCHHUEC YaCTOTHI CYJOpPOI' WJIM IIOABJIICHUC APYIroro THIIA
CYZAOpOT.

Tak e Kak U B clly4ae ¢ IpyTUMH NIPOTHBOATMICHTUYECKUMH CPEACTBAMHU, IOMBITKH OTMEHHUTH BCE
COMYTCTBYIOIIME POTUBOIHIICTITHYECKHIE CPEICTBA, YTOOBI HAYaTh MOHOTEPAIIHIO Ir'a0areHTHHOM B
ciydyae  peppakTepHOCTH K  JICYCHHI0O y  TAIHMEHTOB, TNPUHUMAIOIUX  HECKOJIBKO
MPOTHUBOSMUIICIITUICCKUX CPEACTB, B OCHOBHOM HC 3aKaHUYMBAIOTCA YCIICXOM.

Cumnraercs, yto raGaneHTUH He3(P(PEKTHBEH MpPU MEPBUYHBIX T€HEPAIN30BAHHBIX IPHIAIKAX,
Harpumep, abcaHcax, U JaKe MOXKET YCUJIMBATh TaKUe MPHUIAIKU Y HEKOTOPBIX MAlMeHTOB. B cBsA3M
C OTUM NPUMCHSITH rabarneHTHH Yy NanuEeHTOB CO CMCHIAHHBLIMH IIpUITaAKaMH, BKJIKOYas aGCchm,
CIIE/TYET C OCTOPOKHOCTBIO.

Llooicunvle nayuernivol

Cucremaruyeckue MCCIEOBaHUS TAIMEHTOB B Bo3pacTe 65 JeT M craple, NPUHUMAIOIIUX
Fa6aHeHTI/IH, HC MPOBOAUIINCE. B HBOﬁHOM CJICTIOM HCCJICAOBAHUH IMPHUMCHCHUA radarmeHTHHA npu
HEeBpoIaTu4eckoi 00JiM y ManueHTOB B Bo3pacTe 65 jeT u crapiie Habmronanach Oosee BbICOKas
4acTOTa COHJIMBOCTH, IEPUPEPUIECKUX OTEKOB U ACTEHUH 110 CPAaBHEHMIO C MAIIMEHTaMM B BO3pacTe
mitazme 65 neT. 3a MCKIIOYEHHEM 3THX PEe3yJIbTaTOB MPU KIMHHUYECKOM OOCIIEeOBAHWU JaHHOU
TPYIIIIbI TATKUECHTOB ObLIO IIOKa3aHo, 4TO HpO(i)I/IJ'II) HEXKEJIaTCIIbHBIX peaKHI/Iﬁ Y HUX HE OTJIIMYAJICA OT
OCTaJIBHBIX.
emu

Bnusnue nnutenbHO# Tepanuu (Oonee 36 Hesenb) rabameHTUHOM Ha CIOCOOHOCTh K OOYYEHHIO,
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COOTBETCTBYET QKCNEPTHOMY QOTHETY
ot 10.02.2023 N2 2613
MHTCIUICKT M PAa3BUTHC [ETeil W MOAPOCTKOB OGTATOMHO: HE)[HBYICHO, | EMeAYeT) (OUOHUTD

COOTHOHICHUC BO3MOIKHOI'O pHCKa 1 IIOJIb3bI IIPU HA3HAYCHUHN NJIUTCIIbHOU TCPAIIUU.

3ﬂOVn0mD€6ﬂ€HM€ U 3a8UcCUMOcCnib

B ©0a3e [aHHBIX MOCTPErHCTPAIMOHHBIX HAOMIOJCHHH HMMEIOTCS COOOIICHHS O  CIydasx
3JI0yMOTPEOICHHUs PenapaToM W 3aBUCHMOCTH OT Hero. Kak W B cilydasx Ha3Ha4deHHs JIHOOOTo
npenapara, sausiroriero Ha I{HC, Bpauam cieayeT TIIATENbHO M3yyaTh aHAMHE3 MAlICHTOB Ha
IpeIMeT 3JI0yMOTPeOIeH s IpernaparaMu U HaOI01aTh 32 HUMH C IEJIbIO0 BBISIBICHUS BO3MOKHBIX
IPHU3HAKOB 3JI0yMOTpeOIeHNs] TabaneHTHHOM (HampuMep, CTpeMJIeHHE HEOOOCHOBAHHO MOIYYHTh
Hpernapar, pa3BUTHE YCTOWYUBOCTH K TepaIlMu rabareHTHHOM, HEOOOCHOBAHHOE TOBBIIICHUE JT03bI
npernapara).

DRESS-cunopom (nexapcmeennas peakyus ¢ 303uHoduauell u cucmemMHblMu CUMRIMOMAaMU)

Ha ¢oHe npriemMa nMpoTUBOAMMWICHTHYECKUX MPEIApaToB, B TOM YKCIIe rabaneHTHHa, COO0IIanoch O
CIIydasix PasBUTHS TSKEIBIX JKU3HEYTPOXKAIONIMX PEAKIUi THIIEPUYyBCTBUTEIBHOCTH, TAKHX Kak
JICKapPCTBEHHAS CHIMb ¢ COMYTCTBYIONICH 203UHO(IIINEH M CHCTEeMHBIME cuMIiToMamu. HeoOxomumo
MOMHHTH O TOM, YTO PaHHUE MPHU3HAKU PEAKIMH TUIEPUYyBCTBUTEIHLHOCTH, TAKWE KaK IOBHIIICHUE
TEMIIepaTyphl Telna, JuMQaaeHOnaTHs, MOTYT Pa3BUBAThCS JaXKE B OTCYTCTBHHM KOXKHOW ChIH. B
cilyyae TIOSIBJICHUSI MOJOOHBIX CHMIITOMOB, HEOOXOJMMO HEMEUICHHOE O0CIIe/IOBaHUE MAlUCHTA.
Ecim He HaliieHO ApyruxX MPUYHH, KpOME MPUMCHECHHs raOalieHTHHA, TMPUMEHEHHWE TMperapara
CJIeZIyeT OTMEHUTb.

Anagunaxcus

[Tprem rabaneHTHHA MOXKET MPUBECTH K pa3BUTHIO aHa(miakcud. CIeIyronue CAUMITTOMBI U IPH3HAKH
OTMEYAJIH B CITydasX pa3BUTHs aHapUIAKCUH Ha (hOHE TIprueMa HaOalleHTHHA — 3aTPY/AHEHHUE JIbIXaHNS,
OTeK TyD, ropyia W s3bIKa, TAKKE€ OTMEYAIOCh BBIPAKEHHOE CHIDKEHHE apTepUalIbHOTO JIaBJICHUS,
TpeOyroliee CPOUHOTO MEAUIIMHCKOTO BMemaTeNnbcTBa. CleayeT npeaynpeauTh MaieHToB 0 TOM, YTO
NpU Pa3BUTHH TNPU3HAKOB WIIM CHUMIITOMOB Pa3BUTHS aHA(WIAKCUH CIEAYeT MPEKPaTUTh MpUEM
npernapaTa u 00OpaTUTHCS 32 METUIIMHCKOM ITOMOIIIBIO.

ﬂa60Dam0DHbl€ mecmbul

[Ipr COBMECTHOM MPUMEHCHHUH TrabalneHTHHA W JPYIUX MPOTHBOCYIOPOXKHBIX CPEICTB OBLIH
3apETUCTPUPOBAHBI JIOKHOMOJIOKUTEIBHBIC PE3YIILTATHI TIPH OTPE/IeTICHUH OeJIKa B MOY€e C TOMOIILO
TecT-monocok Ames N-Multistix SG®. Jlna onpenenenus Genka B MoYe PEKOMEHIyETCS
0JIb30BaThCs OOJIee CHeHUPUIHBIM METOIOM MPELUITUTAIIMH CYTb()OCATHIIUIOBOH KUCIOTOH.

Bausanue na IJHC

Bo BpEMA JICUCHUA rabaneHTHHOM Ha6J'IIO)IaJ'II/ICI) CJIydan rOJIOBOKPYXCHUA U COHJIIMBOCTH, KOTOPLIC
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COOTBETCTBYET QKCNEPTHOMY QOTYETY
ot 10.02,2023 Ne 2613
MOTYT  YBEJHYMBAThb BEPOATHOCTH TONYYEHHUsS  CHYMANHHOM || (TPaBMHBI [ (upm ppjzxggga)_.. B

MOCTPECTUCTPATUOHHOM IICPUOC TAKIKC €00011aI0Ch O ClIydyadx CIIYTAaHHOCTH CO3HaHHA, IIOTCPU
CO3HAHUA U HAPYLICHHA yMCTBeHHOI\/JI ACATCIIBHOCTH. HOBTOMY nanucHTaM CJICAYCT pCKOMCHAOBATH
CO6J'IIO,I[aTB OCTOPOXKHOCTE 10 TEX IIOP, IIOKAa MM HE€ CTAaHYT M3BCCTHBI BO3MOKHBIC 3(1)(1)6KTBI 9TOIr o0
JICKApCTBCHHOT'O IIpfIriapara.

OdnoepeMeHHoe NPpUMEHEHUE ONUOUOHBIX _AHAIb2CINUKOE U ODVZLDC JIEKAPCMBEHHbIX npenapamoe,

nooaeagowux L{HC

IIpu OTHOBPEMEHHOM IIPUMEHEHUH C OIIMOUIHBIMHU aHAJIII€TUKAMH MOXKET OTMEUYaThCs ITOBBILICHUE
KOHIICHTPALlMU TabaleHTHHA B IUIa3Me KPOBU. B CBSA3M C 3TUM NHalMEHTHI, KOTOPBIM TpedyeTcs
IIPOBEJCHUE OJHOBPEMEHHOW TepaluM C JIEKApCTBEHHBIMU IpenapaTtamu, nopasisomumu [[HC,
BKJII0Yas ONMOUAHbIE aHANbI€TUKH, HY)KJAI0TCS B TIATEIbHOM HAOIIOACHUN HA IPEAMET Pa3BUTUA
IPU3HAKOB YrHETEeHUs LeHTpaibHOU HepBHOU cucteMbl (LIHC), Takux kak COHJIIMBOCTH, celalus U
yraeTenne QyHKIHUU JbIxanus. Jl03bl rabareHTHHA WA OJHOBPEMEHHO MPUMEHSIEMBIX MPETaparos,
nogasisironmx  [IHC, Bximtouas ONUMOMIHBIE — AaHANBIETHKHM, JOJDKHBI  OBITh  CHUIKEHBI
COOTBETCTBYIOLIMM o00Opa3oM (cM. paszznen «Bs3aumopelcTBHe C APYyrUMH  JIEKAPCTBEHHBIMU
CPEICTBAMU»).

Crnenyer cobmonaTh OCTOPOKHOCTh MPH Ha3HAY€HUM TabaleHTHHA OJHOBPEMEHHO C ONMMOMIAMH B
cBszu ¢ puckom yraerenus [[HC. B mnonymsiimoHHOM HaOMIOAATENbHOM —MCCIIENOBAaHUM  C
UCIIOJIb30BAaHUEM KOHTPOJIBHOM TPYIIIBI y MAlUEHTOB, IPUHUMAKOLIUX OMUOUIBI, OJHOBPEMEHHOE
Ha3Hau€HHE OIMOWJIOB M rabameHTUHa ObUIO CBA3aHO C TOBBILIEHHBIM DPHUCKOM BO3HHUKHOBEHUS
CMEPTENBbHBIX UCXO0B, CBA3aHHBIX C IIPUMEHEHUEM OIMOUOB, I10 CPABHEHHIO C IPUMEHEHUEM TOJIBKO
OO I0B (CKOppeKTUpoBaHHOE oTHOIIeHke tmancoB [cOI], 1.49 [95% U, 1.18 mo 1.88, p<0.001]).

Cosmecmnoe NpumeHerue ¢ aHmaquaMu

INaGanenTHH PCKOMCHAYCTCA MPUHUMATL IPUMCPHO Y€PE3 2 9 mmocye nprueMa anTauuaa.

Bauanue mna cnocobnocmev ynpagnenus mpaHcnOPMHBIMU CpeOcmeamu u padomamp ¢
Mexanusmamu

Bo Bpems mnpuema mnpenapara nauMeHTaM HE PEKOMEHAYETCSA YIPABISTH TPaHCIOPTHBIMU
CpPEACTaBMU WJIM IOJIb30BAaThCA MOTEHIIMAJIBHO OMACHOM TEXHUKOM J0 MOATBEPKICHHUS OTCYTCTBUS
HETaTUBHOTO BIIMSHUS TperapaTa Ha BRIMOJHEHNE ITUX (PYHKITUH.

[Nabanentnn Biusier Ha [JHC m MokeT BBI3BIBaTH TOJIOBOKPY)KEHHE, COHJIIMBOCTH, CITYTAaHHOCTH
CO3HAaHMUsI, MOTEPIO CO3HAHUS WK Jpyrue cuMnTomel co ctoponbl LIHC. [laxe npu He3HaUYUTEIBHOM

HnIn YMepCHHOﬁ BBIPAKCHHOCTH 3THU HCKCJIIATCIbHBIC PCAKIIUNA MOT'YT NPCACTABIIATE OITACHOCTDb IJIA
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MAIMEHTOB, YIPABIAIOMINX TPAHCIIOPTHBIMU

COOTEBETCTBYET DKCIMNEFTHOMY QTYETY
ot 10.02.2023 N2 2613
PenCTBAMHHIH] FPYOHYM MG RHIBMAYH. ((DEQOCHHO

BCJIMKA TaKas BEPOATHOCTH B HA4YaJIC JICYCHHU A WJIN I1OCJIC ITOBBIIICHHUA J03bI IIpCIIapara HeﬁPOHTHH@).

dopMa BbINIYCKa

ITo 10 Tabnerok B GimcTepe (KOHTYpHOI stueiikoBoii yrmakoBke) u3 [IBX/TID/TIBJIX/aqroMuHEEBO#

b osbru ¢ BUHIJIOBBIM TIOKpbITHEM 1y 1o 10 Tabnetok B [IBX/TIB/IX/anmtomunueBsiii Omuctep.

[0 2, 5 unu 10 6arcTepoB ¢ UHCTPYKLKEH IO MPUMEHEHHIO B KAPTOHHOM MTAYKe ¢ KOHTPOJIEM IIEPBOTO

BCKPBITHS UM O€3 HEro.

YciaoBus xpanenust
[Ipu remneparype He Bbiie 25 °C.

XpaHUTh B HEOCTYITHOM JUIsS IETEU MECTe.

Cpox roaHocTu

2 roza.

He ncrnons3oBats nocie JAaThl UICTCYCHHA CPOKa T'OJAHOCTH.

YcaoBus ornycka

OTtmyckaercs 1o perenTy.

Jlep:kaTeib PerucTPAlHOHHOT0 Y10CTOBEPEHHUsI

Buarpuc Cnemmantu 9191Cu

Konnmuns ®@eppu Poyn, 3711, Mopranrays, 3anannas Bupmxunna 26505, CHIA

+1 724-514-1800
WWW.viatris.com

Viatris Specialty LLC

3711 Collins Ferry Road, Morgantown, WV 26505, USA

+1 724-514-1800

WWW.Viatris.com

IIpousBoauresnn

Buarpuc ®apmacsrotukan3 9191Cu
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tel:+724.514.1800
http://www.viatris.com/
tel:+724.514.1800
http://www.viatris.com/

COOTBETCTBYET QKCNEPTHOMY OTYETY
ot 10.02.2023 Ne 2613
1,9 xm mocce 689, Bera baxa, ITyspro-Puko 00093 (O CNENOBATENBEHOCTE 0004)

4

Viatris Pharmaceuticals LLC
Road 689, Km 1.9, Vega Baja, Puerto Rico 00693

Brinyckawuuii KOHTPOJIb KayecTBa

[aitzep Maurodoakaypunr Hoitunenn I'm6X
MoocBansaamiee 1, 79090 ®@paiiGypr, I'epmanus
Pfizer Manufacturing Deutschland GmbH
Mooswaldallee 1, 79090, Freiburg, Germany

Opraﬂmaunﬂ, NpUuHUMaumas nNpeTeH3uu HOTpEﬁI/ITeJ'Iﬂ:

Poccuiickas ®enepanus
00O «Buarpucy»

125315, r. MockBa, JIeHuHTpaacKuil mpocnekT, 1. 72, K. 4, 2-i atax, oM. 9, kom. 1
Temedon: (+7) 495 130 05 50
®dakc: (+7) 495 130 05 51

OnexTponHHast nodra: ru.info@viatris.com
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