COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 11.06.2025 N= 14673
(NOCNEOCBATENEHOCTE 0002)

NMHCTPYKIMA 110 MEJUIITMHCKOMY ITPUMEHEHHIO
JIEKAPCTBEHHOI'O ITPEITAPATA
PUCIIEPNIOH KAHOH

PerncrpanuoHHblii HOMep:

Toprosoe HaumenoBanue: Pucrniepuion Kanon

MeskayHapoIHOe HEMMATEHTOBAHHOE HAUMEHOBAHM e PUCIICPUIOH
JlekapcTBeHHas popma: TaOJICTKU, TOKPHITHIE TUICHOYHON 000JI0YKOM

CocrasB:
JlozupoBka 1 Mr

1 Tabnerka, MOKpHITas MJIEHOUYHON 000JI0YKOM, CONEPIKUT:

Oeticmeyowee sewjecmeo: puctiepuaon 1,00 mr;

gcnomozamenvhbvle sewjecmsa: Kanbiys ruapodocdara quruapar 41,50 Mr, kpaxMann KyKypy3HbIH
npexenaTuHu3upoBanubiii 14,00 mr, kpemHus nuokcu] Koswiouausii 0,50 mr, MarHus creapar
0,70 mr, moBumoH K-30 6,00 mr, niemutrono3a Mmukpokpuctammdeckas (tur 102) 36,30 mr;
nienounas ob6onouxa: Omnazapait I 85F48105 Oensiii 3,000 mr, B TOM dHCIE: MakKpoOroi
(momudTrneHrMKoas) 0,708 mr, moauBuHMIOBBIN cnupT 1,407 wmr, tampk 0,522 Mmr, TuTaHa
nuokcun 0,363 mr.

Jlo3upoBka 2 mMr

1 Tabnerka, MOKpPHITas MIIEHOUYHON 000JI0YKOM, CONEPIKUT:

Oelicmeyiowee sewjecmeo: pucnepuaon 2,00 mr;

scnomozamenvuble gewjecmea: Kanbius ruapodocdara quruapat 59,30 mr, kpaxMan KyKypy3HbId
npexxenaTuHu3upoBaHHbii 19,00 mr, kpemHus nuokcup kosutowanelii 0,70 mr, MarHus creapar
1,00 mr, moBuaon K-30 8,00 mr, nienmtono3a mukpokpuctamumnueckas (tun 102) 50,00 mr;
nienounas obonouxa: Omnaapait I 85F48105 Oensiit 4,000 mr, B TOM 4YHCIE: MaKpOTrol
(monmaTunenraukons) 0,944 mr, nonuBUHWIOBKIA crupT 1,876 wmr, Tampk 0,696 mr, TuTaHa
nuokcng 0,484 mr.

Ho3upoBka 4 mMr

1 Tabnerka, MOKpHITas MIIEHOUYHON 000JI0YKOM, CONEPIKUT:

Oeticmeyiowee seujecmeao: puctepuaon 4,00 mr;

gcnomozcamenvHble gewjecmsa: Kanblys ruapodocdara quruapart 88,95 mr, kpaxMan KyKypy3HbIi
MpexeIaTUHU3UPOBaHHbIN 29,50 Mr, KpeMHUsi JUOKCUJ KoutouAHblii 1,05 Mr, maraus creapar
1,50 mr, moBuaon K-30 10,00 mr, nemmrono3a Mmukpokpucrammudeckas (tum 102) 75,00 mr;
nienounas obonouxa: Omnaapait I 85F48105 Oensiit 6,000 mMr, B TOM dYHCIE: MaKpOTrol
(mommaTUneHrnukons) 1,416 mr, monuBUHWIOBKIA crupT 2,814 wmr, tampk 1,044 mr, TuTaHa
mmokcun 0,726 Mmr.

Onucanue
TabneTku Kpyriible IBOSKOBBINYKIIbIE, MOKPBIThIE IMJICHOYHOW 00070YKOM Oeraoro WM MOYTH
Oenoro nBeta. Ha monepeunom paszpese moutu 0eaoro mpeTa.

(I)apMaROTepaneBaneCRaﬂ rpynma: ICHXOJICITHUKH,; aHTHIICUXOTHYCCKUE CPEACTBA, APYIruec
AHTHUIICUXOTHYCCKUC CPCIACTBA.
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Koax ATX: NO5SAX08

dapmMaKoJI0rHyecKue CBOMCTBA

Dapmaxoounamuka

Pucnepuziion - 3TO CENEKTUBHBI MOHOAMUHEPTrMYECKHIl aHTAarOHUCT, O00JIaJJaeT BBICOKUM
appunureToM K ceporoHuHepruyeckum S-HT2 u nodammuepruueckum Do-penentopam.
Pucnepunon cBs3bIBaeTCs Takke ¢ 01-aAPCHEPIUYECKMMHU PEeLieNTOpaMU U, HECKOJIBKO ciadee, ¢
Hi-ructaMuHepruueckuMu M o2-aipeHeprudeckuMy perentopamu. Pucnepunon He oOnagaer
TPOIIHOCTBKO K XOJIMHEPrHYECKUM pelentopaMm. PucnepuIoH yMeHbIIAeT NPOAYKTHBHYIO
CHUMIITOMATUKY IIN30(pEHUH, BbI3bIBAET MEHbIIEE I10/IaBJICHUE MOTOPHOW AaKTMBHOCTH U B
MEHbILIEH  CTEMEeHW  MHIAYUUPYET  KaTaJelCHI0, YeM  KJIACCMYECKHE  HEHpOJIENTUKH.
COanancupoBaHHBIN IEHTPAILHBIA AaHTATOHU3M K CEPOTOHUHY U T0(haMUHY, BEPOSITHO, YMEHBIIIACT
CKJIOHHOCTh K OKCTPamUpaMHUJHBIM TOOOYHBIM JIEHCTBHAM M paCIIMPSET TEPareBTUUIECKOE
BO3/ICHCTBUE Mperapara ¢ 0XBaTOM HETaTUBHBIX U aQPEKTHUBHBIX CHMIITOMOB INU30(pPEHUH.
DapmakoKkunemuka

Bcacwviganue

Pucnepuion nocie nepopanbHOro npueMa MmojHOCThI0 a0COpOMPYyeTCs, 10CTUTasi MAKCUMAJIbHBIX
KOHIIEHTpaluil B mia3me uepe3 1-2 ydaca. AOcoitoTHas OMOIOCTYIHOCTh PHUCIEPHIOHA MOCIIE
npuema BHYTph cocTaBisieT 70 %. OtHocuTesnbHass OMOIOCTYNHOCTh IOCHIE IpUeMa BHYTPb
pucnepuona B ¢popMe TabneTok cocraBisieT 94 % IMpu CpaBHEHUHM C PHUCICPUIOHOM B (opMme
pactBopa. [Iumia He oka3bpIBaeT BIUSHUS Ha aOCOPOIHIO Mperapara, IO3TOMY PUCIIEPUIOH MOXKHO
Ha3HAYaTh HE3aBUCUMO OT IpHeMa IHIIU. PaBHOBECHAs KOHIIEHTpAIHUS PUCTIEPUIOHA B OpPraHU3Me
y OOJBIIMHCTBA TAIMEHTOB JOCTHTaeTcs B TeueHWe | qHs. PaBHOBecHass KOHIEHTpAIHs
9-ruapoKcupucIepuioHa JOCTUraeTcs B TeueHue 4-5 nHeil.

Pacnpeoenenue

Pucnepunon 6sicTpo pacnpeaensercs B opranuzme. O0bem pacnpezeneHus coctapiseT 1-2 J/kr.
B mma3sme pucnepuIoH CBS3bIBa€TCS C albOYMHHOM M aib(ai-KUCIBIM TJIMKOIMPOTEHHOM.
Pucniepuon Ha 90 % cBsi3pIBaeTCs OeTKaMH T1a3Mbl, 9-rUAPOKCUPHCTICPUIOH - Ha 77 %.
Memabonusm u evleedenue

Pucrniepuion metabomsupyercs uzopepmentom CYP2D6 1o 9-ruapokrcupuciepuiona, KOTOPBIA
o0ajjaeT aHAJOTUYHBIM PHUCIIEPHIOHY (apMaKOIOTHYECKAM JeiWcTBUEM. Pucnepunaon u
9-THIPOKCUPUCTIEPUIOH COCTABIISIOT aKTHBHYIO AHTHIICUXOTHYECKYIO (pakmuro. M3ohepmeHT
CYP2D6 mnoxaBepkeH TEHETHMYECKOMY MoauMoppu3My. Y TaIMEHTOB € HHTEHCHUBHBIM
MetabomuamoM 1o  uzopepmenty CYP2D6  pucnepumon  OwblcTpo  mpeBpamiaercs B
9- rUAPOKCUPHUCTIEPHIIOH, B TO BpeMs KakK y MalMEeHTOB CO CJIa0bIM MeTaOOIU3MOM JlaHHas
TpaHchopMalMsg TPOMCXOJUT TOpa3o0 MeEAJeHHee. XOTd NalMeHThl C WHTEHCHUBHBIM
MeTaboIM3MOM HMMEIOT 0oJiee HU3KYI0 KOHIIGHTpAIMI0 pHUCIIEpUAOHAa M 0o0jiee BBICOKYIO
KOHIICHTPALIUIO 9-THIPOKCHPHUCIIEPUIOHA, UM TAIIUEHTHI CO CIa0bIM METabOIU3MOM, CyMMapHast
(bapMaKOKMHETHKA PUCIIEPUIOHA W 9-THIPOKCHUPUCTICPUIOHA (aKTUBHAS AHTHIICHXOTHUYECKAs
(bpakuys) mocie mpuemMa OJTHOW WIIM HECKOJBKHX JI03 CXOXKa Y MallMeHTOB ¢ MHTCHCUBHBIM M CO
cnabeiM Metabonmuzmom CYP2D6. Jlpyrum mytem MertaGonu3ma pucnepuioHa spisercs N-
ne3ankuupoanue. VccnemoBanus in Vitr0 Ha MUKpocOMax NEYCHM 4YeJOBEKa IOKa3ald, YTO
PHUCIIEPUIIOH B KIMHUYECKH 3HAUYMMBIX KOHIICHTPALMSAX, B IIEJIOM, HE MHTHOUPYET METaOOoIu3M
JICKapCTBEHHBIX MPENapaToB, MOJBEPraroImuxcs OnoTpanchopManuu U30pepMEHTaAMU CHCTEMBI
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P450, skirouass CYP1A2, CYP2A6, CYP2C8/9/10, CYP2D6, CYP2E1l, CYP3A4 u CYP3AS.
Uepes Hepento mociie Havama nmpuema mnpemnapara 70 % mo3s1 BEIBoaUTCS ¢ Mo4oid, 14 % - ¢ kamom.
B Moue pucnepusoH COBMECTHO € 9-THIPOKCHUPHUCHEPUIOHOM COCTaBISAOT 35-45 % 03B
OcTtanpHOE KOJMYECTBO COCTABISIOT HEAKTHBHBIE MeTabonmuThl. Ilocie mepopanbHOro mpuema y
MAIMEHTOB C TICUX030M PUCIICPHIOH BBIBOIMTCS M3 OpraHu3Ma ¢ neprozom mnonysbiBeaeHus (T1/2)
okono 3 wacoB. Tiz 9-ruapokcupucHepuiOHa W aKTUBHOM aHTHUIICHUXOTHYECKON (dpakuuu
cocraBisieT 24 yaca.

Jluneunocmo

KoHnuenTpanus pucnepuoHa B IUla3Me MPsSMO NPONOPIUOHATIbHA MPUHUMAaeMON 03¢ B
TEparneBTUYECKOM JIhara3oHe J103.

Toorcunvie nayuenmsl u nayueHmol ¢ NEYEHOYHOU U NOYeYHOU HeOOCMAmMOYHOCMbIO

[Tocre OHOKpATHOTO MpHEMa PUCIEPHUIOHA Y TMOKHIIBIX MAIMEHTOB KOHIICHTPAIIMH aKTHBHOU
AHTUTICUXOTUYECKOH (pakuuu B 1ia3mMe Obuin B cpegHem Ha 43 % Oomblne, TepuOT
noytyBbIBe/ieHus anuics Ha 38 % nonbiie, a kaupeHc ymenbinancs Ha 30 %. Y manueHToB C
MOYEYHOM HEJOCTAaTOYHOCTHhIO HAOMIOJANOCh TOBBIIICHHE IUIA3MEHHON KOHIICHTpalUUd U
MOHIKEHUE KIIMPEHCa aKTUBHOW aHTUIICUXOTHYECKOH (pakiuu B cpenneM Ha 60 %. Y narueHToB
C MEYECHOYHOU HETOCTATOYHOCTHIO KOHIICHTPAIIUN PUCTIEPUIOHA B IJIa3Me HE U3MEHSUINCH, OJJHAKO
CpeIHsisl KOHIIEHTpaIusi CBOOOIHOM (ppaKIiK pUCIepUI0HA yBennynBanach Ha 35 %.

Jemu

dapMaKkOKMHETHKA PHUCIEPUAOHA, 9-THIPOKCHPUCTICPUOHA W AKTUBHOW AHTHIICHXOTHYECKOMN
(dpakuy y eTel ComocTaBuMa ¢ TaKOBOH Y B3pOCIBIX MAI[CHTOB.

Brusnue nona, pacel u xypenus

[TomynsMOHHBIN (hapMaKOKMHETHYECKU aHallW3 HE BBISBUJ OYEBHJIHOTO BIUSHUS TMOJa, PACHI
WM KypeHHs Ha (papMaKOKWHETUKY PUCTIEPUIOHA U aKTUBHOM (apMakOKMHETHYEeCKOH (ppakuuu.

IHoxazanus

- JIe4eHUe MU30(PPEeHUH y B3pOCIbIX U JeTel oT 13 jer;

- JIeYeHHWE MAHHMAKAJIBHBIX DIH30/I0B, CBSI3aHHBIX C OWITOJISIPHBIM PACCTPOWCTBOM, CpEIHEH H
TSKEJION CTETEeHHU y B3pOCbIX U aeteit ot 10 neT;

- KpaTtkocpoyHoe (1o 6 Hemenp) JIeYCHUE HEMPEKPAIIAIONICHCs] arpecCdl y TalUeHTOB C
JEeMEeHIIUeH, OOyCIIOBIECHHON O0oJie3HBI0 AUbIreliMepa CpeaHed M TSHKEIOW CTETeHH, He
noJyIaromIeiicss HeapMaKOJIOTHIECKAM METO/IaM KOPPEKIINHU, U KOTAa €CTh PUCK MPUYMHEHUS
BpeJia MalueHTOM caMoOMy ce0e WM JPYTuM JIUIaMm;

- KpaTKOCpouHoe (10 6 Heaedb) CUMITOMATUYECKOE JIEUCHHE HeNpeKpallaromeiicst arpeccuu B
CTPYKTYpE pacCTpoiicTBa MOBEACHHMS Yy JeTel OT 5 JeT ¢ YMCTBEHHOH OTCTaJOCThIO,
JMarHOCTUPOBAHHOM B cooTBeTcTBUU ¢ DSM-IV, mipu K0oTOpOii B CHITYy TSKECTH arpeccuu Win
MHOTO JECTPYKTUBHOTO MOBEJEHUS TpeOyeTcs MeauKaMeHTo3Hoe JiedeHne. dapmakorepanus
JOJDKHA OBITh YacThio 00JIee MMPOKON MPOTPaMMBI JICUEHHS, B TOM YUCIIE TICHXOJIOTHYECKUX U
o0pa3oBaTeNbHbIX MEPONIPUATHI. PrcniepuoH nokeH Ha3HA4YaThCs CIIEHUAINCTOM B 00J1acTH
JETCKOM HEBPOJIOTMU WM JCTCKOM INCUXHUATPUU WM BPAdOM, XOPOIIO 3HAKOMBIM C JICYCHHEM
PacCTpPOUCTB IOBEACHUS Y AETEN U MOJPOCTKOB.

IIpornBoNOKa3aHuA
- HeHepeHOCI/IMOCTL/I/IHIII/IBI/IILyaHLHaH MOBBIIICHHAA YYBCTBHUTCJIBHOCTH K PHCICPHUAOHY WU
M000My APYroMy MHTPEAUEHTY 3TOTO Mpernapara;
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- IIE€pUOJ I'PYAHOI'0 BCKapMJIMBaHUAA.

C 0CTOPOKHOCTHIO

- 3a0oJieBaHUs CEPACUYHO-COCYIUCTOM CUCTEMBI (XpOHUYECKasl CepliedHas HEJOCTATOYHOCTb,
MepPeHECEeHHBIN HH(PAPKT MUOKap/Ia, HAPYIICHUS MPOBOJIUMOCTH CEPACYHON MBIIIIIEI);

- 00e3BOXKHMBaHUE U TUIIOBOJICMHUS;

- HapyUICHUs MO3TOBOTO KPOBOOOpAIIICHUS;

- ©Ooue3nb [lapkuHCcOHA;

- cyaoporu (B TOM YHCIIe B aHAMHE3€);

- TsDKeNas ToYeyHasi WK TIeYeHOYHAs: HeIOCTaTOYHOCTh (cM. pasnen «Croco0d mpuMeHeHus u
JI03B1»);

- 37M0ynoTpebIieHUe JIEKAPCTBEHHBIMU CPEJICTBAMU WIIH JICKAPCTBEHHAS 3aBUCHUMOCTH;

- COCTOSTHUSI, TIPEIPACIIONIATAlOIINe K PA3BUTHIO TAXUKAPJAHH TUIA «IIUPYIT» (Opagukapaus,
HapyIICHUE S3JICKTPOJIUTHOTO OajaHca, COMYTCTBYIOIIMK IMPUEM JICKApPCTBEHHBIX CPEJNICTB,
yauHsomux uarepsai QT);

- OIyXOJb MO3ra, KHUIIEYHas HEMPOXOAMMOCTb, CIIy4ah OCTPOW MEPEJO3HPOBKH JIEKAPCTB,
cuHIpoM Pelie (MpoTUBOPBOTHBIN AP PEKT pUCTIEPUIOHA MOKET MACKHPOBATH CUMIITOMBI 3THX
COCTOSIHHH ),

- (aKTOpBI pUCKaA Pa3BUTHUSI TPOMOOIMOOIINN BEHO3HBIX COCYIOB;

- Oone3np quddy3HBIX Teneln JleBu;

- TMAaIMEeHTHI MOXKHUIIOTO BO3pacTa ¢ 1IepeOpOBACKYIISIPHON IEMEHITHEH;

- 0epeMEeHHOCTb.

IIpumenenne npu 6epeMEeHHOCTH M B IIEPUO/L TPYAHOI0 BCKAPMJIMBAHUA

bepemennocmo

CooTBeTcTBYyIOIIME JlaHHBIE 00 WCHOJb30BAaHUU PUCHEPUIOHA B MEpuoJ OepeMEeHHOCTH
OTCYTCTBYIOT. B HccienoBaHMAX Ha KMBOTHBIX HE OBIJIO BBISBIEHO TepaTOreHHOro 3¢¢exra
pHCIIEpHUJIOHA, HO HAOIIOAAINCh APYrHe BUAbI TOKCMUYECKHX BO3JEHCTBUH Ha penpOayKTHBHYIO
¢yskuto. [loTeHnmanbHbIN pUCK ISl YEIOBEKAa HEU3BECTEH.

HoBoposxaeHHble, moBepriuecs: BO3AEHCTBUIO aHTUIICUXOTUYECKUX MpPEenaparoB (B TOM YHCIIE,
pUCHEpUIOHOM) B TEUEHUE TPEThEro TpHUMecTpa OEpEeMEHHOCTH, TOJBEPraloTCs pPHUCKY
HEeXKeJaTeJIbHBIX PEaKIMii, BKItoYasi dKCTpAaUpaMUIHble CUMITOMBI W/WJIM CUMITOMBI OTMEHBI,
KOTOpBIE MOTYT Pa3NyaThCs MO CTENEHU TSKECTU U MPOIOJKUTENBHOCTH ociie poaoB. MmeroTcs
coOOIIeHNsT O BO30YXJIEHUH, CHUKCHUU WM TIOBBIIICHUM MBIIIEYHOTO TOHYCA, TPEMOpE,
COHJIMBOCTH, HapyIIeHUH (YHKLIMU JbIXaHUS WIM 3aTPyJHEHHAX Opu KopmieHuH. [lostomy
HOBOPOXKJICHHBIX CJIEyeT BHUMATEIbHO HAOII01aTh.

Pucnepuion He cieqyeT MCIoNb30BaTh B EpUo1 OepeMeHHOCTH 6e3 aBHOM HeoOxoaumocTu. [lpu
He0o0X0IMMOCTH MpeKpallleHus IprueMa npemnapara npu 6epeMeHHOCTH, OTMEHY IIpernapara clieyer
MIPOBOJUTH IMOCTETNIEHHO.

Ilepuoo epyonoco éckapmausanus

B uccnenoBaHusxX y JKMBOTHBIX PUCIEPUIOH U 9-THUIPOKCHU-PUCIIEPUIOH NPOHUKAIM B IPyJHOE
MoJoko. Kpome Toro, 66110 POAEeMOHCTPUPOBAHO, YTO PUCTIEPUIOH U 9-THPOKCU-PUCTIEPHIOH B
HEOOJIBIINX KOJIMYECTBAX MPOHUKAIOT B IPYIHOE MOJIOKO Y 4eioBeKa. JlaHHbIe 0 HEeXKeJlaTeIbHBIX
peakuusax y MIaJEHLEB, HaXOASIIMXCS Ha TPYJHOM BCKApMIIMBaHWM, OTCYTCTBYIOT. [loaTOoMy
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BOIIPOC O I'PYIHOM BCKapMJIMBAHUU JOJKEH PEIIaThCcs C yIeTOM BO3MOXHOTO PUCKa AJisl peOeHKa.
Qepmunbrocms

Kak wm jpyrue JekapCTBEHHBIE CpEICTBA - AHTAroHUCTHI Dp-10GaMUHOBBIX PEIENTOPOB,
PUCIIEPUIOH  CHOCOOCTBYET  YBEIMYEHHIO YPOBHS  MpOJIAKTUHA. [ unepnponakTuHeMus
CIOCOOCTBYET YIHETCHHUIO TOHAIOTPONHH-PIIIM3UHT-TOPMOHA THIIOTAJIaMyca, YTO MPHBOIUT K
CHIDKCHUIO CEKpelMH TOHAJAO0TponuHa runopusza. ITO, B CBOK O4Yepedb, CIOCOOCTBYET
MO/IaBJICHUIO PETPOTYKTUBHOM (PYHKIIMU B pe3yJibTaTe HAPYIICHUS CHHTE3a TOHAIHBIX CTEPOUIOB
Y JKEHUIMH U MY>KYUH.

B noxnuHMYecKuX Hccae10BaHUsAX 3HAaUUMBIX 3G (EeKTOB HE HAOII0AaIOCh.

Cnoco0 npuMeHeHHsI U 103bI

Hluzoppenus

Bspocnvie

Pucnepunon Kanon MoxkeT Ha3Ha4aThCA OJIMH WK JIBAa pa3a B CYTKHU.

Havanpnas nosza npenapata Pucnepunon Kanon - 2 mr B cytku. Ha BTOpoil neHb 103y MOXKHO
YBEJIUYUTH 10 4 MI' B CyTKH. C 3TOI0 MOMEHTA JI03y MOXKHO JIMOO COXPaHUTh Ha IIPEKHEM YPOBHE,
a1M00 MHIUBUAYAJIBHO CKOPPEKTHPOBATh IMpPHU HE0OXOAMMOCTH. OOBIYHO ONTUMANbHOM 1030M
aBinsiercs 4-6 Mr B cyTKu. B pse ciydyaeB MokeT ObITh onpaBaaHo 0ojiee MeAJICHHOE MOBBIILICHHUE
710361 U 00Jiee HU3Kask HayallbHas U MOJAep KUBAtOLIast JO3bl.

Jo3bl Beime 10 Mr B CyTKM He TMOKaszaiau 0Oosee BBICOKOH 3()()EKTHBHOCTH IO CPaBHEHHIO C
MEHBUIMMHU J103aMHU U MOTYT BBI3BaTh MOSBJICHUE SKCTPAIUPAMUIHBIX CUMIITOMOB. B cBsi3u ¢ Tem,
4YTO 0€30IaCHOCTh J103 BbIllIe 16 MI' B CYyTKM HE M3y4ajach, JA03bI BBIIIE 3TOTO YPOBHS IPUMEHSThH
HE PEKOMEHyeTCsl.

Lloorcunvie nayuenmol

Pexomennyercs HauvanpHas no3a 0,5 Mr Ha mnpuem JBaxAbl B CYTKH. Jl03MpOBKY MOXHO
MHIUBUAYAJIBHO yBenUuuBaTh Ha 0,5 MI JBakbl B CYyTKHU 10 1-2 M ABaKIbl B CYTKH.

Jlemu om 13 nem

Pexomenayercs HavanpHas go3a 0,5 Mr Ha mpueM OAMH pa3 B CYTKHM YTpoM miM BeuepoM. IIpu
HEOOXOMMOCTH JIO3UPOBKY MOKHO YBEJIIMUUTh HE MeHee ueM uepe3 24 yaca Ha 0,5-1 mMr B 1eHb 710
PEKOMEH1yeMOM 103bI 3 MI' B CYTKH IIPH Xopoliel nepeHocuMoct. HecMoTpst Ha 3 pexTuBHOCTS,
MIPOIEMOHCTPUPOBAHHYIO TIPH JICYCHUU MH30(PEHNUN y TOAPOCTKOB J03aMu 1-6 Mr B CyTKH, He
Ha0J110/1a710Ch JOMOJIHUTENBHON 3((EKTUBHOCTH MPH J103aX BBIIIE 3 MI' B CYTKH, a 00JIee BHICOKHE
J103bI BBI3BIBANIN 00JIbIIE TOOOUHBIX 3 PekToB. [IpuMeHeHne 103 BbIlIe 6 MI' B CyTKH HE H3y4aJoCh.
[TanenTam, y KOTOpBIX HAONIOJAETCs YCTOMUYMBAs COHJIMBOCTh, PEKOMEHAYETCs NPUHUMATh
IIOJIOBUHY CYTOYHOM 035l 2 pa3a B CyTKH.

Manuakanvhvie 3nu300bl, cea3anHble ¢ OUNONIAPHBIM PACCMPOUCTIEOM

B3pocnvie

PexomennoBaHHas HavabHAs 1032 TIpenapara - 2 Mr B JICHb 3a oJIuH nipueM. [Ipu HeobxoaumocTu
9Ta /1032 MOXKET OBITh MOBBIILIEHA HE MEHee ueM uepe3 24 yaca Ha 1 Mr B aeHb. /| 6oabmMHCTBA
MMallMeHTOB ONTUMAJIBHOMN 10301 sABysieTcs 1-6 Mr B CyTkH. [I[puMeHeHune 103 BbIle 6 MI' B CyTKH Y
MMaLMEHTOB C MAHUAKAIbHBIMU JIIU30/1aMH HE U3y4asocCh.

Kak u 15t mo6o#i [pyroit cCHMOTOMATHYECKON TEpaIuy, 11eJIeCO00pa3HOCTb MPOIOKEHUS JICUSHUS
npenapatoM Pucnepunon KanoH nomkHa perysisipHO OLIEHMBATHCS U TOATBEPK1AThCSI.

LHoxcunvie nayuenmaol
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Pekomennyercs HauvanbpHas no3a 0,5 Mr Ha mnpuem JBaxAbl B CYTKH. JlO3MPOBKY MOXKHO
WHIUBUAYAIBHO YBEeTHUUBaTh Ha 0,5 M IBayKAbI B CYTKH 70 1-2 Mr 1Ba) 161 B CyTKH. Heo6xoamumo
COOJTFOIATh OCTOPOXKHOCTH B CBSI3H C OTPaHUYCHHBIM OIBITOM MPUMEHEHUS Tpernapara y mOKUIbIX
MalMEeHTOB.

Jlemu om 10 nem

Pexomenayercs HauanpHas go3a 0,5 Mr Ha mpueM OAMH pa3 B CYTKH YTpoM wiu BeuepoM. [Ipu
HEOOXOMMOCTH JIO3UPOBKY MOKHO YBEIIMUUTh HE MeHee ueM uepe3 24 yaca Ha 0,5-1 mr B 1eHb 710
peKOMeHIyeMol 703kl 1-2,5Mr B CyTKM TIpu Xopolied mnepeHocumoctd. Hecmorpss Ha
3¢ (HEeKTUBHOCTD, MPOJIEMOHCTPUPOBAHHYIO MIPH JICUEHUH MAHMAKAJIbHBIX 3MHU30/I0B, CBA3AHHBIX C
OMIIOJIIPHBIM PACCTPONCTBOM Y feTeit no3amu 0,5-6 Mr B CyTKH, HE HaOJI10/1a710Ch JOTIOTHUTEILHOM
3¢ (HEeKTHBHOCTU TP JI03aX BBINIC 2,5 MI' B CyTKH, a 00Jiee BBICOKHE O3Bl BBI3BIBATIN OOJIBIIE
no0ouyHbIX 3P ¢dexToB. [IpuMeHenne 103 BeIe 6 MI' B CYTKH HE H3y4aJioCh.

[Tanimentam, y KOTOpBIX HAOJIIOAAETCS YCTOMYMBAST COHJIMBOCTh, PEKOMEHAYETCS MPUHUMATH
MOJIOBUHY CYTOYHOM /10361 2 pa3a B CyTKH.

Henpexpawarowascs acpeccus vy nayuenmog ¢ OdemeHyuell, 00YCIO08IEHHOU 0OO0e3HbIO

Anvyeeiimepa
Pekomenayercss HavanpHas mo3a mo 0,25 mMr Ha mpueM JBaxabl B JeHb. JlO3UPOBKY MpHU

HE00XOIMMOCTH MOKHO MHIMBUAYAIbHO yBenuuuBath 1o 0,25 mr 2 pasza B CyTKH, HE Yallle 4eM
yepe3 AeHb. st 60IbIIMHCTBA MAIIMEHTOB ONTUMAIBHON 10301 siBisieTcst 0,5 Mr IBa>kKIbl B JICHbD.
OnHako HEKOTOPHIM TMAlMEHTaM MOKa3aH mpueM 1o 1 mr 2 pasza B JCHb.

Pucnepunon Kanon He 10mkeH nNpuMeHsAThCs Oosiee 6 Helemb Y MaleHTOB ¢ HeNpeKpalaomencs
arpeccueil M y TAllMEHTOB C JIEMEHIIMEH, 00yclOoBICHHOW O00je3HbI0 AJbIireiimepa. Bo Bpemst
JIEYEHUs] COCTOSIHUE MAlMEHTOB JIOJKHO OLIEHMBAThCS Ha PETYJISIPHOM OCHOBE TaK K€, KaK U
HE00XOIUMOCTD MPOJOIKEHUS TEPAITHH.

Henpexpawarowascs acpeccus 6 cmpykmype paccmpoucmea nogedeHus

Jlemu om 5 0o 18 nem

[TatimenTtsl ¢ Maccoii Tena 50 kr u Oosiee - peKOMEH0BaHHAsI HavaabHas 103a npemnapata - 0,5 mr
OJIMH pa3 B JieHb. [Ipu HeoOxoanuMoCTH 3Ta 1032 MOKET ObIThH MOBBINIeHA Ha 0,5 MT B JIeHB, HE Yalle
4yeM uepes JeHb. [|j1si OOoNbIIMHCTBA MAIMEHTOB ONTUMAIBHON 0301 SIBIIsETCA J03a | MT B JI€Hb.
OnHako 1711 HEKOTOPBIX MAlMEHTOB MPEANnoyYTuTeNbHel npuem no 0,5 mMr B JIeHb, TOrja Kak
HEKOTOPBIM TpeOyeTcs yBeTUYeHHUE 0361 10 1,5 MT B JIeHb.

[TaumenTtsl ¢ Maccoil Tena MeHee S0 Kr - pekOMeHJ0BaHHasl HavyalibHasl Jo03a npenapara - 0,25 mr
OJIMH pa3 B JeHb. [Ipu HEOOXOAMMOCTH 3Ta 1032 MOXKET OBbITh MoBhINIeHa HAa 0,25 MT B JIeHb, HE
Jarie 4eM 4epe3 JeHb. [[1s OONbIIMHCTBA MAIIMeHTOB ONTUMAIBHON 10301 siBisieTcs go3a 0,5 Mr B
neHb. OHaKO 711 HEKOTOPBIX NAIlMEHTOB MpeanouTuTenbuen npuem mno 0,25 Mr B I€Hb, TOTJa KaKk
HEKOTOpBIM TpeOyeTcs yBenuueHue 10361 10 0,75 Mr B JeHb.

Kax u niist mo6oi 1pyroit CAMITOMATHYECKOM TEPAITH, IIEIeCO00pa3HOCTh TPOIOJDKEHUS JICUSHUS
npenaparoM Pucniepuion KanoH qomkHa peryIsspHO OIIEHUBATHCS U TTOATBEPIKIATHCS.
[Ipumenenue y nereit Miaiie S JeT He peKOMEHIYETCSl BBUAY OTCYTCTBHS JTaHHBIX.

3abonesanus neuenu u nouex

VY namueHToB ¢ 3a00J€BaHMAMHU TOYEK CHMIKEHA CIIOCOOHOCTh BBIBEJCHHS aKTHUBHOM
AQHTUTICUXOTUYECKOH (paKkMM IO CPaBHEHUIO C JPYTUMH TalMeHTaMH. Y TMAIMEeHTOB C
3a00JeBaHUSAMHU TI€YCHM HAOJIOJAETCsl TOBBIIICHHAS KOHIEHTpalus CBOOOAHON (pakuuu
pHCIIEpUIOHA B IIJIa3Me KPOBH.
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HavanpHas v o11ep>KrMBaroIas 103a B COOTBETCTBHH C ITOKAa3aHHUSIMH J0/DKHA OBITh YMCHBIIICHA B
2 paza, yBEIMYCHHE 03B Y TAIIUCHTOB C 3a00JICBAaHUSMU IEYEHH U MOYEK JODKHO IMPOBOIUTHCS
MeJIJICHHEE.

Pucniepuion KaHoH cienyer Ha3Ha4aTh ¢ OCTOPOKHOCTHIO Y IAHHOUW KaTerOpyH MaIlueHTOB.
Cnocob npumenenus

BuyTps. IlpyeM nuiu He 0Ka3bIBaeT BJUSIHUS HA BCAaCbIBaHHeE Mpenapara.

IIpu HeoOXxoaMMoOCTH IPpUMeHeHHs1 103 MeHee 1,0 Mr pekoMeH1yeTcsl IPUMEHSITh PUCIIEPHIOH
B (popme pacTBOpa AJis1 NIpHEMa BHYTPb.

[Ipexpamenue npuema npenapara peKOMEHIYeTCsl MPOBOAUTh NMOCTENEHHO. OCTpble CUMITOMBI
«OTMEHBI», BKJIIOYasi TOIIHOTY, PBOTY, IOTEHUE U OECCOHHUILY, HAOII0JaINCh OYEHb PEIKO MOoCie
PE3KOro MpeKpaleHus NpueMa BbICOKUX /103 aHTUIICUXOTHUYECKUX MPEnapaToB.

Ilepexoo om mepanuu Opy2umu aHMUNCUXOMUYECKUMU NPENAPAMAMU.

B nauvane neuwenuss npenaparom Pucnepunon KaHOH peKOMEHAyeTCsl MOCTENEHHO OTMEHATh
MIPEILIECTBYIOLIYIO TEPANNI0, €CIM 3TO KIMHUYECKU ompaBaaHo. [Ipum 3TOM eciau manueHTbl
MEepPeBOJATCS C Tepamuu JAeno-GpopMaMu aHTUIICUXOTUYECKUX IMPEnapaToB, TO TEPaANHUIO
npenapatoM  Pucnepugon  KaHOH — pekomeHAyeTcs  HauMHATh  BMECTO  ClEAYIOLIEH
3arIaHUPOBaHHOM MHbEKIMHU. [leprnoaudecku cieayer oleHuBaTh He0OXOUMOCTh MPOIOJKEHUS
TEKyIlEel Tepanuu IPOTUBONAPKUHCOHUYECKUMH IMperapaTaMu.

Io0o4uHoe neiicTBHE

Haubonee wacto HabmromaempiMu 1moOouHbiMEH 3 dektamu (dactota Bo3HUKHOBeHHs > 10 %)
SIBJISJTUCH: TAPKMHCOHU3M, TOJIOBHAsl 00JIb 1 OECCOHHUIIA.

[To6ounble 3¢ PexTs! pucnepuiona B TEPANEBTUYECKUX J03aX MPUBEJCHBI C paclpeaeeHueM 10
4acToTaM M cucTeMaM opraHoB. YacToTy moOouYHBIX 3P (PEKTOB KiIacCU(DUIIMPOBAIN CIIeIyIOIUM
obpasom: oueHb yacto (>1/10 cayduaer), gyacto (>1/100 u <1/10 ciny4aes), nedacto (>1/1000 u
<1/100 cnyuaes), peako (>1/10000 u <1/1000 cny4aeB), odensb peako (<1/10000 cayuaeB) u ¢
HEU3BECTHOI 4acTOTOM (HEBO3MOXHO OLIEHUTh YaCTOTY U3 JOCTYIHBIX JaHHBIX).

B kaxnoif uyacTOTHOH rpymnne HoOOYHble AECWCTBHS IPEACTABICHBl B IOPSAKE YMEHBIIEHHUS HX
Ba)KHOCTH.

Co cmopoHbl cepOeyHo-cocyOUcmou cucmembl.

4acTO — TaXUKAP/AUS;
HeJacTo — GUOPWILISLMSA MIPeICepnii, aTPUOBEHTPUKYIIsIpHAs O6JI0Ka/1a, HApyLIeHUEe MTPOBEACHUS,
YAJUHEHUE  dJIeKTpokapauorpaguueckoro untepBana QT, Opagukapaus, OTKIOHEHUS
ANEeKTpoKapanorpaduyecKkux rnokazaresie, omyieHue cepaeOneHnit;

PEAKO — CHHYCOBasi apUTMHUSL.

I'emamonocuueckue Hapyuwenus u HapyweHus IumM@pamuiecKo Cucmembl .

HEYaCTO — HEUTPOINEHUs, CHIDKEHHE KOJIUYECTBa JIEHKOIIMTOB, TPOMOOLMTONEHUS, aHEMUs,
CHIDKEHHE T'eMaTOKpUTa, CHIYKEHHE KOJIMYEeCTBA Y03MHO(HIIOB;

PEAKO — arpaHYJIOL[I/IT033.

Co cmoponbl Heps8HOU cucmembt .

OYEHb YaCTO — CEJIAINS, COHINBOCTD, TAPKMHCOHU3M?, TOII0OBHAs GOJIb;

4acTO — aKATU3MA”, IUCTOHHSA, TONIOBOKPYKEHHE, TUCKUHE3HAY, TPEMOp;

HEYaCTO — MO3JIHSS JUCKHHE3Us, UIIIEMHsI TOJIOBHOTO MO3Ta, OTCYTCTBHE OTBETA HA CTUMYJISIUIO,
TIOTEpsl CO3HAHMS, CHIDKCHHBIH YPOBEHb CO3HAHHA, CyJOporn®, OOMOPOK, IICHXOMOTOpHAs
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TMIIEPAaKTUBHOCTb, HAapyLIEHUWE DPABHOBECHs, HAPYIIEHUWE KOOPAUHALMM, IOCTYpaJbHOE
TOJIOBOKPYKEHHE, HApYyILICHUE BHUMAHUsA, JU3apTPUsl, IUCTEB3Us, TUIIECTE3Us, [TaPECTE3 N,

pPEeKO — 3JIOKAQUeCTBEHHBIM HEWPOJENTUUYECKUN CHHAPOM, LEepeOpOBACKYJSpPHBIE HAPYIICHUS,
nuabeTnyeckasl Koma, TpEMOP I'OJIOBBI.

Ogmanvmonozuueckue HapyweHus:

4acTO — HEYETKOE 3pEHUE, KOHBIOHKTHBMT;

HEYacTo — CBETOOO0sA3Hb, CyXOCTb IJ1a3, YCHIIEHHOE CJIE30TeUCHHE, THIIEpEeMUs I1a3a;

pelKO — IJIayKoMa, HeMpPOU3BOJIbHBIC BpALlCHUs IJIa3HBIX s0JI0K, HApyLICHUE JBMKCHMH IJ1a3a,
06pa3oBaHKe KOPOK Ha KPalo BeKa, HHTPAONEPallMOHHBINA CHHAPOM ApAGIOi pasykKu®,

Co cmoponbst yxa u Jzaéupuﬂma:

HEYacTo —IyM B yIlIax, BEPTUTO, O0JIb B yXe.
Pecnupamopnvie, mopaxanvhvle HapyuweHus u HapyuweHus cpeooCmeHus:
4acTO — OJbllIKa, O0Jib B 00JAaCTH TOPTaHU U IJIOTKH, Kallelb, HOCOBOE KPOBOTECUCHHE,

3aJI0’)KEHHOCTh HOCA;
HEYacTO — aCUPAIIMOHHAs THEBMOHUS, 3aCTOM B JICTKUX, HAPYIIICHUE JIBIXaHUs, XPHUIIbI, CBUCTSIIICE
IbIXaHUE, 3aJI0KCHHOCTh JIBIXaTCNbHBIX MyTeH, AUC(OHMS, pPACCTPOWCTBO CO CTOPOHBI
JIBIXaTEIbHON CUCTEMBI,

PEIKO — CHHJIPOM aITHO? BO CHE, THIICPBEHTUJISIIINS.

Co cmoponbl sHceny0ouHO-KUEYH020 MPAKMA:

4acTo — 00JM B 00JIaCTHU KMBOTa, AUCKOM(OPT B KelyAKe, pBOTa, AUapes, 3amop, TOIIHOTA,

JUCTIETICHS, CYXOCTh BO PTY, 3yOHast 00JIb;

HEYacTo — HeJIepKaHue Kaja, (eKanoma, TaCTPOIHTEPHT, TUcharus, METEOPH3M;
PEAKO — MaHKPEaTUT, HETIPOXOIUMOCTh KHIIIEYHUKA, OTEYHOCTD SI3bIKA, XEHIINT;
OUYEeHb PEIKO — UJIEYC.

Co cmopoHbl nouex u Mo4esbl8oOAUWUX NYMeEl:

9acTo — SHYpE3;
HEYaCTO — MOJUTAKUYPHS, 3a/ICP)KKa MOUYEBBICICHHUS, TU3YPHUSL.
Co cmopoHbl KoHCU U NOOKOHCHBIX MKAHEU

4acTO — CBIIlb, JPUTEMA;

HEYaCTO — KpaIllMBHULA, 3y, aJONENus, THIIEPKepaTo3, 3K3€Ma, CyXOCTh KOKU, U3MEHEHHE 1[BETA
KOXH, aKHe, CeOOpeHHbII 1epMaTUT, BOCTIAJIEHUE KOXKHU, HApYILIEHHE KOKHBIX TOKPOBOB;

PEaKO — TOKCUKOAEPMHSL, IIEPXOTh;

OueHb peaKo — oTek KBuHke.

Co cmopombl KOCHHO-MbIUEYHOU CUCTEMbL U COOUHUMENbHOU MKAHU:

YaCTO — MBIILIEYHBIE CIIa3Mbl, 00JIE3HEHHOCTh CKEJIETHBIX MBI, 00N B CIIMHE, apTPaITHs;

HEYacTo — MOBBIIIEHUE YPOBHS KpeaTUH(POCHOKHNHA3HI B KPOBH, BBIHYK/ICHHOE IMOJIOKEHHE Tea,
TYTOIIOIBIYKHOCTh CYCTaBa, OTEK CYCTaBa, MBIIIEYHast CI1a00CTh, OOJIb B IIIEE;

peaKo — pabIOMUOITH3.

Co cmopoHbl 3HOOKPUHHOU CUCTIEMbL:

qacCTo — FHHGpHpOHaKTI/IHCMHﬂl;

pelKo — HapylieHne BIpaOOTKH aHTHINYPETUYECKOTO TOPMOHA, TITIOKO3YPHSL.
Hapywenusa memaboauzma u numanusi:

YaCTO — IIOBBIIICHUEC MACCHhI TCJ1a, IIOBBIINICHUC alllICTUTAa, CHUXKCHHUC aIllICTUTA,
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HEYacTo — caXapHblil IMabeT?, TUIepriINKeMHys, TIONUNIICUS, CHIDKEHHE MacChl Tella, aHOPEKCHS,
MIOBBIIIICHUE YPOBHS XOJECTEPUHA B KPOBU;

peNKO — BOAHAS HMHTOKCHKALMS, TMIIONTMKEMHMS, THIEPHHCYIMHEMHUSS, MOBBIIIEHHE YPOBHS
TPUTIHUIIEPUIOB B KPOBH;

OUYEHb PEIKO — AMA0ETUIECKHUI KETOAIUI03.

Ungexyuu:

4acTO — ITHEBMOHHMsI, OPOHXHUT, MH(PEKIIUHA BEPXHUX JABIXATCIBHBIX MyTEeH, CHHYCUT, UH(DEKIUN
MOYEBBIBOSIINX MyTeH, MHPEKIIUH yXa, TPHIIII;

HEYaCTO — MH(EKIHMH JhIXaTeIbHbIX MyTEeH, IIUCTUT, MHPEKIUH TJ1a3, TOH3WILIUT, OHUXOMHKO3,
(bnermoHa, MecTHass UH(EKIIHS, BUPYCHbIC HHPEKITNH, aKapOICPMATHUT;

penKo — HHQEKIus.

Cocyoucmuie HapyuieHus.

9acTo — apTepHalIbHAS THIICPTCH3NS;

HEYACTO — TMIIOTEH3US, OPTOCTAaTHYECKasi TUIIOTEH3 U, IPUIIUBHIL;
peaKo — 3MO0IMs JIETOUHOM apTepuu, TpoMO03 ITyOOKHX BEH.
Obwue Hapywenus u aeieHus, 00ycloslleHHble NyneM 86edeHUs npenapama:

qaCTo — OTCK4, JIMXopaakKa, aCTCHUs, YTOMIIAEMOCTD, 60.]'[]3;

HEYacTO — OTEK JIMIla, TIOBBIIIEHHE TEMIIepaTypbl Tejla, HapylIeHHWEe IMOXOAKH, IUI0X0e
CaMOYYyBCTBHE, XaxkIa, JUCKOM(MOPT B 0OJIACTH TPYAHOH KJICTKH, O3HOO, HEIOMOTaHUE,
JTUCKOMQOPT;

PEAKO — THUINOTEPMHUsI, MOXOJIOJAAHWE KOHEUHOCTEW, CHIDKEHUE TEeMIlepaTypbl Tella, CHUHIPOM
«OTMEHBI», YITIOTHEHNE OPTaHOB ¥ TKAHEH .

Co cmopoHnbl UMMYHHOU CUCHEMbL.

HEYACTO — Ir'HICPpUYBCTBUTCIIbHOCTD,
PEAKO — aHa(bI/IHaKTI/I‘-ICCKaH peaKHI/IH3.
Fenamo6wmaprle HAPYULeHUS.

HEYaCTO — IIOBBIIICHWE AKTUBHOCTM TPAHCAMHHA3, IIOBBINIEHWE AKTUBHOCTM TlaMMa-
rIyTaMuIaTpaHcdepasbl, MOBBILIEHUE AKTUBHOCTU ()EPMEHTOB IE€UEHU;

PEAKO — JKENTyXa.

Co cmoponbl penpodyKmusHOU cucmembl U MOIOYHbIX HCENe3:

HEYacTO — ODpeKTUJbHas JUCOYHKIUS, HapylIeHHEe DdIKYJSIIUN, aMeHopes, HapylleHue

MCHCTPYAJIbHOT'O I_II/IKJ'I3.4, THHCKOMACTUS, TAJIAKTOPECA, CCKCyaJIbHasd ,Z[I/IC(I)YHKI_II/IH, 00JIE3HEHHOCTh

MOJIOYHOM KCEJIC3hI, ,Z[I/ICKOM(I)OpTHBIC OINYIICHHUA B MOJIOYHOM KEJIC3C, BBIACIICHUS U3 BJlarajJlniia,

PEAKO — HpI/IaHI/I3M3, 3aACPIKKAa MCHCTPYaAJIbHOI'O UKIJIA, HECIOCOOHOCTh OAKYJIIAHU, Hany6aHI/IC

MOJIOYHBIX KEJIC3, YBCIIMUCHUC MOJIOUYHBIX KCJIC3, BBIACIICHUC U3 MOJIOYHOH JKEJI€3HI.
bepemennocme, I’lOCJl€D000601/7 U HEOHAMANbHbIL nepuodbz:

PEAKO — CHHAPOM «OTMEHBD) Y HOBOpO)K}IGHHBIXg.

Hcuxuweckue napyuienus.

OYEeHb 9acTo — OeCCOHHMUMA™;

4acTo — HAPYIICHHS CHA, BO30YXK/ICHUE, ICTIPECCHsI, TPEBOTa;

HEYaCTO — MaHWH, CITyTAHHOCTb CO3HAHUS, CHUKCHHUE JTMOUI0, HEPBO3HOCTh, HOUHBIE KOIITMAPHI;
penko — yriomenne addexra, anoprazMusi, KaTaTOHUS, COMHAMOYITH3M;

OUYEHb PEJIKO — PACCTPOKCTBO MHUIIIEBOTO TIOBEICHUS, CBI3aHHOE CO CHOM.



ot 11.06.2025 N= 14673
(NOCNEOCBATENEHOCTE 0002)

COOTBETCTBYET 2KCNEPTHOMY OTYETY

! 'nnepnponakTHHEMES B HEKOTOPHIX CTy4asX MOJKET OBITh IPUUMHOM MOABJIEHNS THHEKOMACTHUH,
HapYIICHW MEHCTPYAIbHOTO [HWKJIA, AaMEHOPEH, aHOBYJISAIMHM, TaJIaKTOPEH, HaPYIICHUS
(bepTUIIBHOCTH, CHUKEHUS JINOHUT0, SPEKTHIIBHON AUCHYHKIIUH.

2 B xoze m1ane60-KOHTPOIUPYEMBIX HCCIIEI0BAHMI CaXapHBIi 1uabeT ObII 3aperncTPUPOBAH Y
0,18 % y4yacCTHWKOB, MOJTYYaBIINX PUCHEPUIOH, MO cpaBHeHUI0 ¢ dactotod 0,11 % B rpymme
miane6o. OOmas Jactota BO BCeX KIMHMYECKMX HccienoBaHusx coctaBmwia 0,43 % y Bcex
MAIUEHTOB, MOJYyYaBUINX PUCIIEPUIOH.

% He mabmonanoch B KIMHMYECKHX HCCIENOBAHHMAX PUCIIEPHIOHA, HO HAGIIONANOCh B XOJE
MMOCTMAPKETUHTOBOI'O IPUMEHEHUS PUCTIEPHIOHA.

4 DkcTpanupaMuIHBIE HAYIIEHHS MOTYT OBITh CIEAYIOIIMME: NaAPKUHCOHU3M (THIIEPCEKPEIns
CJIFOHBI, PUTHUAHOCTh CKEJICTHBIX MBI, MaPKUHCOHMU3M, CIIFOHOTEYCHUE, PUTHUIAHOCTH O THITY
IIECTePCHKH, OpaJMKUHE3Us, TUIIOKWHE3Hs, MAaCKONOJIOOHOE JIMI0, MBIIICYHOE HaNpsOKEHUE,
AKWHE3WsI, PUTHIHOCTD 3aThUJIOYHBIX MBIIII, PUTHIHOCTh MBIIII, TAPKHHCOHUYECKAs TIOXO0JIKA H
HapylIeHHue riadeusIpHoro pediaekca, TaApKHHCOHUISCKUH TPEMODP B TTOKOE), akamu3zus (AKaTU3Hs,
OCCIIOKOMCTBO, TUIIEPKUHE3US M CHHJIPOM OCCIIOKOMHBIX HOT), TPEMOP, OuUCKuHe3us (TUCKHUHE3NS,
MBIIIEYHAS CYI0POra, XOPeoaTeTo3, aTeT03 U MUOKJIOHYCHI), TUCTOHUA. K ducmonuu oTHOCATCS:
JTUCTOHUS, TUINEPTOHUS, KPUBOIIES, HENPOU3BOIbHBIE COKPAIICHHS MBI, MbIIICUHas
KOHTpPAaKTypa, 0sedapocnasm, IBUKEHUS TIa3HBIX SOJIOK, Mapaiuy sS3bIKa, CIIa3M JIMIEBbIX MBIIIIII,
JAPUHTOCIIa3M, MHUOTOHHS, OMHCTOTOHYC, CHa3M POTOIJIOTKH, W3THO TYJIOBUIIA B CTOPOHY
OOJIBIIIETO COKPAIIEHHUS MBIIIIII, CIIa3M MBIIIIT S3bIKa B TPU3M. CIieyeT OTMETUTh, YTO B IePEUYCHb
BKJIFOUEH 0Oojiee  MIUPOKUN  CIEKTP CHMIITOMOB, KOTOpBIE  HEOOS3aTelhbHO  UMEIOT
JKCTpanMpaMUHOE MpoUucxoxkaeHue. K oOecconnuye OTHOCATCS WHUIUATBHAS WHCOMHUS,
MHTpacoMHUYECKoe paccTpoiicTBo. K cydopocam oTHOCSTCS Gonbine cynopoxHble npunaaku. K
HapyuweHUuaM MeHCmpyailbHO20 YuKia OTHOCATCS HEPETyIsIpHble MEHCTpYyalluu, onuromenopes. K
omexam OTHOCSITCSI aHacapKa, meprudepruieckre OTeKH U MITKHIA OTeK.

HexenaTtenbHble sIBICHUS, OTMEYEHHbBIC TPU MPUMEHEHHUH JEKAPCTBEHHBIX (HOpM ManumnepuaoHa

[lanunepuaoH  sBisieTCs AKTUBHBIM ~ METAaOOJIMTOM  pPUCIEPHIOHA, IO3TOMY MPOPHIN
HEeXeJIaTeJIbHBIX PEAKIUI JUIsl STUX COeTUHEHUH (BKJIIOYasi KaKk OpaJibHbIe, TaK M WHBEKLINOHHbIE
JIeKapCTBEHHbIE (DOPMBI) aKTyalIbHbI APYT 17 Apyra. [loMrMo BbllIeyKa3aHHBIX HEXeIaTeIbHbIX
peakuuii Npu TNPUMEHEHHWU TMpenapaToB MNaJUNEpPUAOHA OBUTM OTMEUYEHBI ClIeAYIoIlne
HeXKeJlaTeJIbHbIE peakliy, KOTOpble, KaK MOXKHO OXHUAaTh, OYAYT pa3BUBAThCS M MPHU Tepanuu
PHUCIIEPUAOHOM.

Hapywenus co cmoponul cepoya

CuHIpOM NOCTypanbHON OPTOCTaTUYECKON TaXUKapIUH.

Dehghexmul, xapakmepHhvie 015 0AHHO20 KNACCA NPenapamos

Kak u B citydae ¢ [pyruMu aHTHIICHXOTHYECKHMU TpenapaTaMu, B IEPHO/I TOCTPETHCTPAIHOHHOTO
IIPUMEHEHHUsI PUCIIEPUIOHA OYEHb PEIKO OTMEYAINCh ciaydan yaunHeHus untepBana QT. Cpenun
Apyrux 3PQeKToB, XapaKTepHBIX IS KJIacca aHTHIICMXOTHUYECKHX IMpPernapaTroB, HAOIIOAINCh
KEJTy/I0UKOBass apuTMus, GUOPHUIUIAIMS HKETYyI0UKOB, KEIYJIOUKOBas TaXWUKap/us, BHE3amHas
CMEpTh, OCTAHOBKA CEp/IIa U MUPYITHASI TAXUKAPIHSL.

Benosnaa mpomboambonus

IIpy WCMONB30BaHUM AHTUIICMXOTUYECKUX IMPErapaTroB HAOIIOAAINCh Clydyal BEHO3HOM
TpoMO03MOOINH, BKJIIOYAsl JIETOUHYIO SMOONIMI0O M ciy4dau TpomOo3a IiIyOOKMX BeH (dacTora
HEU3BECTHA).
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 11.06.2025 N= 14673
(NOCNEOCBATENEHOCTE 0002)

Yeenuuenue maccol mena

B psine miane60-KOHTPOJIMPYEMBIX UCCIEA0BAHUN JITUTEIBHOCTBIO OT 6 10 8 HE/IEIb IPOBOIUIOCH
COIIOCTABJICHUE JOJCH MalMEeHTOB ¢ MM30(peHUeH, MOTy4aBIInX PUCTIEPUIOH WK IIarnebo, y
KOTOPBIX HAOII0Janoch yBEeIHMYEeHHEe Macchl Tena Ha 7 % u Oonee, MpH 3TOM OBUIO BBISBICHO
CTAaTHCTUYECKH 3HAYMMOE YBEIMUYEHUE YacTOTHI CIydacB M30BITOYHOTO HaOopa Beca B TPYMIE
MaIKUEeHTOB, Mojay4aBMx pucrnepuzoH (18 %) 1o cpaBHEHHIO C MAIMEHTAMH, MOJTy4YaBIIUMH
miane6o (9 %). B psange miane0o-KOHTPOIUPYEMBIX HCCICIOBAHMM JUIMTEILHOCTRIO 3 HEICNH,
MIPOBEJICHHBIX y B3POCIBIX MAIIEHTOB C OCTPHIM MAaHHMAKAJIbHBIM COCTOSIHUEM, YacTOTa CIy4yaeB
yBeJIMUYEHUSI Macchl Tena Ha 7 % u Oosee mpH OILIEHKE B KOHEYHOW TOYKe ObLIa COMOCTaBUMOMN B
rpyImmax, moiydaBmux pucrnepunos (2,5 %) u mianebo (2,4 %), 1 HeMHOTo 0ojiee BBICOKOW B
rpyIIIie, MoJIy4YaBIlei ak THBHBIH Tpernapar KoHTpoJst (3,5 %).

B nnutensHBIX HCClIeIOBAHUAX, TPOBEACHHBIX B MOIYJISIITUU JETEH 1 MOPOCTKOB C KOHTYKTUBHBIM
U JPYTUMHU PAacCTPOMCTBAMHU TMOBEJCHUS, YBEJIMUYCHHE MACChl Teja mociie 12 MecsleB Teparuu
cocTtaBisuio B cpenHeMm 7,3 kr. OxujgaeMoe yBEIUYCHHE MACChl Tejla y HOPMAaJbHBIX JIETEH B
Bo3pacte 5-12 ner cocraBiser 3-5 kr B rog. B Bo3pacte ¢ 12 no 16 ner BenmnumHa npubOaBKU
COCTaBJISIET 3-5 KT B TOJ Y IEBOYCK, B TO BPEMsI KaK MaJIbUMKH HAOUPAIOT OKOJIO 5 KT B TOJ.
HononnumenvHnasn ungopmayus, OMHOCAUAACA K 0COOLIM NORVIAYUAM NAUUCHINO8

Jlanee omucaHbl HeXeJaTeNbHBIE JIEKAPCTBEHHBIE pEaKIMH, € 0oJiee BBICOKON YacTOTON
HaAOJIIOAATNCh CPEH MOKHIIBIX MAIUEHTOB C IEMEHIIUEH WM AETEH, YeM BO B3POCIIOH MOMYIISIIUH:
Toowcunvle nayuenmol ¢ Oemenyuetl

B Xxone KIMHMYECKHX MCCIEIOBAaHUMN HEXellaTelbHble JIEKAPCTBEHHbIE PEaKIUU TPaH3UTOpHAs
UIIeMHYEcKas aTaka M UHCYJIbT y TMOXKHWIBIX IMAallUEHTOB C JEMEHLHMEW pEerucTpupoBaINCH C
yactotoit 1,4 % u 1,5 % coorBercTBeHHO. Kpome TOro, y moxuibix NallUEHTOB C JIEMEHLIMEH C
gacToToit 5 % u Gosee u, o kpaifHeil Mepe, BIBOE 0OJIbIIEH YaCTOTOM, YeM B APYTUX HOMYIISAIUIX
B3pOCIIBIX, PETMCTPUPOBAINCH CIEAYIOIINE HeXeNlaTeIbHble JeKapCTBEHHbIE PeaKklUn: HH(EKIus
MOUYEBBIX MyTeH, MeprudepruuecKnue OTeKH, araTHs U Kallemib.

Ileouampuueckas nonynsayus

B nenom, mpenmnosaraetcs 4YTO THUIBI HEXENATENbHBIX peakUui y JeTedl OyayT aHajJOrH4HbI
Ha0J110/1aeMBIM Y B3POCIBIX.

V nereii (B Bo3pacte oT 5 10 17 net) ¢ wacrotoit 5 % u 60ee, 1, Mo KpaiHel Mepe, BIBOE O0JIbIIeH
4acTOTOW, 4YeM B KIWHUYECKUX HCCIEIOBAHUSAX Y B3pOCIBIX, HAOIIOAATUCH CIEAYIOIINe
HEe)XeJaTeNNbHble JIEKAPCTBEHHBIE PEAKIMU: COMHOJICHIMS/Cealtsl, YTOMIIAEMOCTh, TOJIOBHAs
00J1b, MOBBIIICHUE aNIMETUTa, PBOTA, MHQPEKIHMs BEPXHUX AbIXaTENbHBIX IMYyTeH, 3a10’KEHHOCTb
Hoca, 00JIb B )KUBOTE, TOJIOBOKPYKEHHUE, Kalllellb, TUXOPaJIKa, 1dapes U SHypes3.

Ilepeno3upoBka

Cumnmonmbi

B 1memom, HabmromaeMble CHMIITOMBI TIEPEIO3HPOBKH TPEACTABISUIM COOOM YK€ H3BECTHBIC
(dhapmakonornueckne 3GHEKTh pHUCTIEpUIOHA B YCHUJIEHHOW (opMme: COHJIMBOCTh, Celalus,
TaxuKapaus, apTepuajgbHasi THUIOTEH3Us, OSKCTpanupaMmuJHble cuMnToMmbl. Habmonanock
yumHenue wuHTepBana QT wu  cynmoporu. /[IByHampaBieHHas JKETyJAOYKOBas TaXWUKapaAus
O0TMCYAJIaCh B COBMCCTHOM IIPUCME MHOBBIIICHHON AO03bI pUCHICPUOHA U TAPOKCCTHUHA.

B cimydae octpoii mepeno3upoBKU OMKHA OBITh PACCMOTPEHA BO3MOXKHOCTH MEPEO3UPOBKH OT
MpueMa HECKOJIbKUX MPEenaparos.
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ot 11.06.2025 N= 14673
(NOCNEOCBATENEHOCTE 0002)

COOTBETCTBYET 2KCNEPTHOMY OTYETY

Jlevenue

Cnemyer nOOUTBHCS W TOMJIEPKUBATH CBOOOJHYIO MPOXOJUMOCTH JBIXaTEIbHBIX IyTEH IS
obecrieueHus aJIeKBaTHOT'O CHA0KESHHSI KUCIIOPOIOM U BeHTUJIsIIuu. [IpoMbiBanwme xemyika (mocie
UHTyOaruu, eciu OONBbHOW Oe3 CO3HAHWSA) W TPUEeM AaKTHBUPOBAHHOTO YIS BMECTE CO
CIIA0UTENIBHBIM CJIEYEeT MPOBOJUTH TOJILKO B TOM Clydae, €CiH IpernapaT ObUT MPUHAT HEe Oojee
omHoro 4vaca Hazaa. Cremyer HeMeyieHHO HadaTh MoHuTopupoBanue OKI' s BeIsIBICHHS
BO3MOJKHBIX apUTMHUMA.

CnenuduyHOrO0  aHTUIOTAa HE CYIIECTBYET, [IOJDKHA IIPOBOJUTHCS  COOTBETCTBYIOIIAS
CUMIITOMATHYECKass Tepamnus. ApTepuaibHyH) TUIIOTOHUIO M COCYAMCTBIA KOJUIANC CIeAyeT
YCTPaHATh BHYTPUBEHHBIMU HH(Y3USIMHU KUIKOCTH H/UIM CUMIIATOMUMETHYECKUMH TIPeTapaTaMu.
[Ipp  pa3BuUTUM  THKENBIX  OKCTPAlMPaAaMUIHBIX  CHUMITOMOB  CJEAyeT  Ha3HAYUTh
AHTUXOJIMHEpTHUecKue npemnapatel. [locTossHHOE MeIUIIMHCKOE HAOII0ICHHE U MOHUTOPUPOBAHNE
clie1yeT IPO0JDKATh O UCUE3HOBEHUSI CHMIITOMOB MHTOKCHUKAITUH.

B3aHMOHeﬁCTBHe C APYIruMM JICKAPCTBCHHBIMU CPEACTBAMMU
B3auModeﬁcm6u}l, CBA3AHHblLE C (,baDMaKO()uHaJVlMKOZZ npenapamd

IIpenapamul, ysenuuusarowue unmepganr QT

Kak w B ciayyae C mnOpodynMH aHTUICUXOTHYECKHMMHM TMpenapataMu, CleayeT coOIoaaTh
OCTOPO’XKHOCThH TPH COBMECTHOM HAa3HAUYEHUHU PUCIEPUIOHA C IpernapaTamH, YBETUYHBAIOIIMMHU
uaTepBan QT, Hampumep, ¢ aHTHAPUTMUYECKMMHU CpEACTBAMH (XMHHUIMH, JAU30IMUPAMU],
MIpOKauHAMHU/I, Tpona(eHoH, aMUOAAPOH, COTAJIO0N U Ap.), TPULMKINYECKUMHU aHTHJIENIPeCCaHTaMU
(aMUTPUNTHIMH W Jp.), TETPALUKIWYECKUMHU aHTUJENpeccaHTaMu (MampoTWJIMH U JIp.),
HEKOTOpPBIMM aHTUTMCTAMMHHBIMU IpernapaTamMH, IPOYMMH aHTUIICUXOTUYECKUMH CpEJICTBaMH,
HEKOTOPHIMHU TMPOTUBOMAISPUHHBIMU TpenapaTaMu (XUHUH, MEQIIOXUH U Jp.), Mpenaparamu,
BBI3BIBAIOIINMH AJIEKTPOIUTHBIN TucOanaHC (TUIIOKATHEMHUsI, THITIOMAarHueMus ), OpaaukapIuio uiu
MHTUOMPYIONMMH T€YEHOUHBIH MeTaboaM3M pHclepHuioHa. JaHHBIN NepeyeHb He SBISETCS
HCYEPIBIBAIOIIHM.

IIpenapamul yenmpanvrnozo delicmeus u aiKo20ab

Pucnepunion cieayer MpUMEHSTh C OCTOPOXHOCTBIO B COYETAHMM C JAPYTUMH IpernapaTamu U
BELIECTBAMH LIEHTPAJIBLHOTO JEHCTBUS, OCOOEHHO C aJKOroJIeM, ONMUaTaMH, aHTUTMCTaMUHHBIMU
npenapaTamMu U 6€H30/1Ma3eNMHaMU U3-3a MOBBIILIEHHOTO PUCKA Celalliu.

Jlesooona u azonucmul 00hamuHoswix peyenmopos

Pucnepunon Moxer cHWXarb 3(QQPEKTUBHOCTH JIEBOJONBI U JIPYTUX AaroHUCTOB J0()aMUHOBBIX
peuentopos. B ciryuae ecnu HeoOX0MM MpUEM TaHHOW KOMOMHAIIMHT, 0COOEHHO Ha TEPMUHAIBHON
craguu Oone3nu [lapkuHcoHa, cieyeT Ha3Ha4aTh HAMMEHBIIYIO Y3PPEKTUBHYIO 03y KaXJI0To U3
IIpEeNapaToB.

Icuxocmumynamopol

OnHOBpeMEHHOE  TNPUMEHEHHE  ICUXOCTHUMYJSTOpPOB  (Hampumep, MeTuideHuaata) ¢
PUCHEPUIOHOM MOXKET TMPUBECTH K TOSIBICHUIO OJKCTPAllMPaMHMIHBIX CHMIITOMOB IIpU
KOPPEKTUPOBKE J03bI OJJHOTO UM 00OUX Mpenaparos.

T'unomenzusHuvle npenapamsi

[Ipy TpUMEHEHWH pPHCIIEPUOHA COBMECTHO C AHTHTHIECPTCH3MBHBIMH NpenapaTamMu B
MOCTPETUCTPALIMOHHOM IepHo/ie HalIro1a1ach KIMHUYECKH 3HAYMMast TUITOTEH3HA.

IHanunepuoomn
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 11.06.2025 N= 14673
(NOCNEOCBATENEHOCTE 0002)

He pexoMeHnyeTcss OJHOBPEMEHHO MPUMEHATh PUCIEPUIOH M HAIUIEPUIOH, IOCKOJIBKY
MATANEPUIOH SIBISICTCS AKTUBHBIM MeTabonutoMm pucnepugona. COBMECTHOE NPHUMEHEHHE
KOMOMHAIIMK PUCIICPUAOHA M MATHUIICPUIOHA MOXKET MPUBOJIUTH K IMOBBHIIMICHUIO KOHICHTPAIIUU
AKTUBHOHM aHTUIICUXOTUYECKON (hpaKIUu.

Bzaumooeticmsus, ceasannvle ¢ papmakokunemuxou npenapama

[Tpuem nuiM He OKa3bIBACT BIMSHMS HAa a0COPOLIMIO pUCHIEpUIOHA.
Pucnepunion B ocHoBHOM MeTtabonusupyetrcs nzopepmentom CYP2D6 u B meHbIel creneHu
m3odepmertom CYP3A4. PucnepusioH W €ro akTUBHBIH METaOOIUT 9-THAPOKCUPHCIICPUIOH
ABISAIOTCS  cyOcTpatamu P-rimkonporenna (P-gp). Ilpemapatsl, Biausiomue Ha aKTHBHOCTb
modepmerra CYP2D6, u mnpemapaTel, B 3HAYUTEIBHOM CTEIICHH WHTUOUPYIOIIUE WIIU
uHAynHpyronme aktuBHOCTh u3opepmenta CYP3A4 u/umu P-gp, MoryT okas3piBaTh BIMSHHUE Ha
(hapMaKOKMHETHKY aKTHBHOM aHTHIICUXOTHYECKON (HpaKIMK PUCTIEPUIIOHA.
Mownvie uneubumoput usogpepmenma CYP2D6
[Tpu ofHOBpEMEHHOM IPUMEHEHUH PUCTIEPUIOHA M MOIIHBIX HHTHOuTOpoB n3odepmenta CYP2D6
MOJKET MOBBILIATHCS IUIA3MEHHAasi KOHIEHTpalus PUCHEpUIOHa U B MEHbIICH CTENEHU aKTUBHOMN
aHTUIICUXOTHYecKOH (pakuuu. boiee BbICOKHME [103bI MOIIHOTO HHIuOMTOpa H30(epMeHTa
CYP2D6 MoryT noBsIIIaTh KOHIEHTPALNIO AKTUBHOM aHTUIICUXOTUYECKOH (hpakLuu pUCIIepUI0Ha
(HampuMep, MapoKCeTHH, cM. HUXke). Oxkugaercs, 4to Apyrue nHruoutopsl usodpepmenra CYP2D6,
TaKde KaK XWHUAWH, MOTYT OKa3bIBaTh MOJOOHOE BIUSHHE HA KOHIEHTPAIMIO PHCIIEPHIOHA B
mwiazme. [Ipy MHMLIMANUU WM OTMEHE Tepanuu KOMOMHAIMeW puclepuoHa U MapOoKCETHHA,
XUHUJIMHA WKW JApYyroro MomHoro uHruburtopa uszodepmenta CYP2D6, ocobenno B Oonee
BBICOKHX J103aX, CJIEIyeT CKOPPEKTUPOBATh 03y PUCIIEPUIOHA.
Hueubumopul usogpepmenma CYP3A4 u/unu P-gp
CoBMecTHOE IPUMEHEHNE PUCTIEPUIOHA U MOIIHBIX MHIHOUTOpOB n3odepmenta CYP3A4 u/unmn
P-gp MoOXeT cylIeCTBEHHO MOBBICUTh KOHLIEHTPAIMIO aKTHUBHOM aHTUICHXOTHYECKOH (pakiuu
pucnepuioHa B miasme. [lpn MHUIMAIMKM WM OTMEHE Tepanuu KOMOMHaluel pucrnepuaoHa U
WTpPaKOHA30Jla WK JPyroro mourHoro uHrudutopanzopepmeHtaCYP3Adu/umu P-gp cnenyer
CKOPPEKTUPOBATH 703y PUCIIEPHIOHA.
Unoyxkmopwt uzogpepmenma CYP3A4 u/unu P-gp
CoBMecTHOE NMPUMEHEHHE PUCIIEPUIOHA C MOLIHBIM MHAYKTOpoM u3opepmenta CYP3A4 u/unu
P-gp MoXeT CHM3UTh KOHIIEHTpAlMIO aKTUBHOW aHTUICUXOTHUYECKON (pakiuM pHUCIEepUAOHA B
wiasme. [Ipy nHUIKMAIKY WK OTMEHE Tepanuy KOMOMHAIMEH pucnepuaoHa U kapbaMazenuHa win
Apyroro MomHoro uHaykropa nzodpepmenta CYP3A4 u/unu P-gp, ciaenyer cKOppeKTUPOBATh 103y
pucnepunona. Jleicteue nunaykropos nzopepmenta CYP3 A4 nposiBiisieTcst ¢ TeUEeHHEM BpEMEHH,
MIO9TOMY MOXKET MOTpeOoBaThbcs 10 2 HEAENb JI0 JAOCTHXKEHHMsS MakcHUMajibHOro 3¢ddekra mocie
Hayana mnpuema. COOTBETCTBEHHO, NpH oTMeHe HHIykTopa uzopepmenta CYP3A4 moxer
nmoTpeOoBaThCs 10 2 HeNeb 10 UCYE3HOBEHMS d(PdeKTa.
IIpenapamul, npouno cesazviearowuecs ¢ beaKamu niasmol
[Ipu coBMecTHOM MPUMEHEHUH PUCIIEPHIOHA C MpernapaTaMu, 00Ja1alolMMU BBICOKOM CBS3BIO C
OenKaMH IUIa3Mbl, HE HAaOJI0JaeTCs KIMHUYECKH 3HAYMMOT'O BBHITECHEHHs Ipernaparta u3 OelKoB
wia3mel. [Ipy MpUMEHEHHH COMYTCTBYIOIIETO JICYCHUS CIIEeAyeT OOpaTHThCA K WHCTPYKIHMU IO
NPUMEHEHHIO COOTBETCTBYIOILETO JIEKAPCTBEHHOTO TMpernapara M INpH  HEOOXOAMMOCTH
CKOPPEKTUPOBATH JJO03bl IPUHUMAEMBIX IIPETIAPATOB.

emu
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ot 11.06.2025 N= 14673
(NOCNEOCBATENEHOCTE 0002)

COOTBETCTBYET 2KCNEPTHOMY OTYETY

HccnenoBanust JIEKapCTBEHHBIX B3aWMOJIEHCTBUI NMPOBOAMINCH TOJIBKO y B3POCIBIX MAI[EHTOB.
PeneBaHTHOCTH pE3ynabTAaTOB JAHHBIX UCCIENOBaHMM Yy paerell HeusBecTHa. (CoBMECTHOE
MPUMEHEHHE TCUXOCTUMYJISATOPOB (Hampumep, METWI(PEHHIATa) W PHUCIEPUIOHA y JIeTed He
U3MeHseT (PapMaKOKMHETHYECKUE MapaMeTphl U A3PPEKTUBHOCTh PUCIIEPHIOHA.

Busanue opyeux npenapamogé Ha hapmakokunemuxy pucnepuoona

AumubakmepuanvHvle npenapamol

e DpurpoMulH, ymepeHHblii nHruourop msopepmenta CYP3A4 u P-gp, He Biusier Ha
(hapMaKOKMHETHUKY PUCTIEPUIOHA U AaKTUBHON aHTUIICUXOTUYECKOH (ppakiu.

e PudamnunuH, momHubd uHaykTOp M3odepmenTa CYP3A4u P-gp, BI3bIBacT CHUKCHUE
KOHIICHTPALIMU aKTUBHOM aHTHIICUXOTHYECKON (hpaKIIMU B TIIA3ME.

Anumuxonunscmepasnvie npenapamol

e JloHeme3wsn W TaJlaHTaMUH, sBIstomuecs cyoctpatamu uzodepmento CYP2D6 u
CYP3A4, He oOKa3plBalOT KJIMHWYECKH 3HAYMMOTO BIMAHUSA Ha (HapMaKOKUHETHUKY
pUCTIEPHIOHA ¥ AKTUBHOM aHTHIICUXOTHYECKON (hPaAKIIHH.

IIpomueosnunenmuyeckue npenapamoi

o Kapbamazenun, wMomHblii wuHAYKTOp wu30pepmenta CYP3A4 wu P-gp, cHmxkaer
KOHLEHTPALMI0 AaKTUBHOM aHTUICUXOTHYECKOM (paKkiuM pHUCIIEpUAOHA B ILIa3Me.
[TomoGubIe 3¢ dexTsl HaOMOMANMUCh NMpH NpuMeHeHnn (enuTonHa u (enobapOuTana,
KOTOpBIE TaKXkKe SBISIOTCS HHAyKTopamu n3odepmenta CYP3A4 u P-gp.

e TonupamMaT yMEpEHHO YMEHBILIAET OHOJOCTYIHOCTh PHUCHEPUIOHA, HO HE aKTUBHOMN
aHTUIICUXOTUYECKON (pakuuu. JlaHHOE B3aMMOJCICTBHE HE CUMUTAETCS KIMHUYECKU
3HAYUMBIM.

IIpomueozpubdrosvie npenapamoi

e Urpakonaszosn, mouiHblii nHruOUTOp M30pepmenta CYP3A4 u P-gp, B noze 200 mr/cyr
YBEJIMUYMBAET KOHLEHTPALIMIO aKTUBHOM aHTUIICUXOTUYECKOU (paKIMH B IJIa3Me IPUMEPHO
Ha 70% npu NpUMEHEHUH PUCIIEPUAOHA B 103€ OT 2 10 8 MI/CyT.

e Kerokonazon, MomHblii narudurop mzopepmenta CYP3A4 u P-gp, B no3e 200 mr/cyr
YBEJIMUYMBAET KOHIIEHTPAIMIO PUCIIEPHIOHA B TUIa3M€ U CHMXKAET KOHI[EHTPALUIO
9-TuapOoKCUpUCTIEpUIOHA B TUTA3ME.

Heuponenmuxu

e ®deHOTHA3MHBI MOTYT YyBEIWYHMBATh KOHLIEHTPALIUIO pHUCIEpPUIOHA B IUIa3Me, HO He

AKTUBHOW aHTHIICUXOTUYECKOHN (hpaKIIiH.
IIpomueosupychuvle npenapamoi

e HMHruburops! nporteasbl: JaHHblE OPUIMAIBHBIX HCCIEAOBAHUNA OTCYTCTBYIOT. Tak Kak
pUTOHABUp sBisieTcs MOIIHBIM uHruOuTopom wuzodepmenta CYP3A4 u cnabbim
unruouropom nzopepmenta CYP2D6, putoHaBup U MHTHOUTOPHI MPOTEA3bI, YCUICHHbIE
PUTOHABUPOM, MOTYT TIPUBECTM K  TIOBBIIIEHUIO  KOHLEHTPAallMM  aKTUBHOMN
AHTUTICUXOTUYECKON (paKLIUU PUCTIEPHIOHA.

bema-aopenobrokamopwi

e Hexkoropele GeTa-aipeHOOJ0KATOPbI MOTYT YBEJINYMBATh KOHIIEHTPALUIO PUCIIEPUOHA B

1a3Me, HO He aKTUBHOW aHTUIICHXOTHYECKON (PpaKIIHH.
Bnokamopul kanvyuesvix kananos
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ot 11.06.2025 N= 14673
(NOCNEOCBATENEHOCTE 0002)

COOTBETCTBYET 2KCNEPTHOMY OTYETY

e Bepamamwmi, ymepennslii unruourop wuszopepmenta CYP3A4 u P-gp, yBenmuuBaer

KOHIIEHTPALUIO PUCHIEPUI0HA U aKTUBHOM aHTUIICUXOTUYECKOH (Ppakiuu B IIa3Me.
Kenyoouno-kuweunvie npenapamot

e AmnTaroHucTsl Hz-penentopoB: UUMETHIMH W PAHUTUAWH, SBISIOUIMECS CIa0bIMU
uaruouTopamu m3opepmeHToB CYP2D6 u CYP3A4, yBennuuBarOT OHOJIOCTYITHOCTH
pHUCIIEpUJIOHa, HO B MHMHHUMAJIbHOM CTENEHU BIMAIOT HAa KOHLEHTPALMIO AaKTUBHOM
AHTUIICUXOTUYECKON (paKLuy.

Hnzubumopul odpammnozo 3axeama cepoOmoHuHa U MpUYUKIU4ecKue anmuoenpeccanmuol

e @uyokcetuH, MomHbINH HHrHOUTOP M3o0depmernTa CYP2D6, moBbImIacT KOHIICHTPAIIMIO
pHUCIIEpUJIOHa B IJa3Me, HO B MEHbILICH CTENeHM BIUSET HAa KOHIEHTPALUIO aKTUBHOU
aHTUIICUXOTUYECKON (paKLnu.

e [lapokceruH, MomHbI HHTHONTOP M30pepMenTa CYP2D6, yBennunBaeT KOHIICHTPALIUIO
pucCliepHJIOHa B IIa3Me, HO B J03ax A0 20 MI/cyT B MEHbILICH CTENeHH BIIUSAET Ha
KOHIIGHTPALMIO AaKTUBHOW aHTUIICUXOTHUYECKOU (pakiuu. OaHako, Oosiee BBICOKHE J103bl
NapOKCETHHA MOTYT HOBBIIIATh KOHLIEHTPALUIO aKTUBHONW aHTUIICUXOTHUYECKON (hpaKiuu
pUCIIEpUIOHA.

e TpUIUKIMYECKHE AHTUICTIPECCAHTHl MOTYT YBEJIUYUTh KOHIEHTPALMIO PUCIEPUIOHA B
IU1a3Me, HO HE BIUSIOT Ha KOHIIEHTPALMIO AKTUBHOM AHTUIICUXOTHYECKOH (pakiuu.
AMUTpUNITUIMH HE BIWsAET Ha (APMAKOKWHETHKY pPHUCIECPHIOHA WJIM aKTUBHOM
AHTUIICUXOTUYECKON (Ppakiuu.

e Ceprpanun sBisgercs caaObiM uHrHOMTOpoM M3opepmenta CYP2D6, a ¢uyBokcamuH -
cnabbiM uHruoutopom uzopepmenta CYP3A4. B noszax no 100 mr/cyr cepTpaivH U
(IyBOKCaMHUH HE€ OKa3bIBAIOT KIMHUYECKHM 3HAYMMOIO BIUSHUS Ha KOHIEHTPAIMIO
aKTUBHOM aHTUIICUXOTUYECKON ppakiuu pucnepunoHa. OIHaKo MPUMEHEHHE cepTpaIrHa
win ¢ayBokcamMuHa B no3ax Bbime 100 Mr/cyr MoXKeT NpUBOAUTH K TOBBIIIEHUIO
KOHIEHTPALlUU aKTUBHOM aHTUIICUXOTHYECKON (PpaKIUU pUCTIEPUIOHA.

Bauanue pucnepuoona na ghapmakoxunemuxy opyeux npenapamos

IIpomuesosnunenmuueckue npenapamoi
e Pucrnepuson He OKa3bIBaeT KIMHMYCCKH 3HAYMMOTO JCHCTBHSA Ha (DapMaKOKHHETHKY
BaJIBIIPOCBOM KMCJIOTHI WM TOMUpaMara.
Heuponenmuxu
e Apununpasodi, cyocrpat uzopepmentoB CYP2D6 u CYP3A4: pucniepuion HE OKa3bIBAaeT
BIAMSHHS Ha (PapMaKOKMHETHKY apHIHIpa3oja M €ro akTHBHOIO MeTaboJuTa,
JICTUIPOAPHITUTIPA30IIA.
Cepoeunbie enuko3udvl
e Pucrnepumon He OKa3plBaeT KIMHUYECKH 3HAYMMOIO BJIMSHHSA Ha (HapMaKOKHHETHKY
JIMTOKCHHA.
IIpenapamul aumus
e Pucnepuson He OKa3pIBaeT KJIMHUYECKH 3HAYMNMOTO BIHMSHUAS Ha (PapMaKOKHHETUKY
MPEeTrapaToB JUTHUS.
OoHospemennoe npumenerue ¢ hypocemuoom
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 11.06.2025 N= 14673
(NOCNEOCBATENEHOCTE 0002)

CM. wuH(DOpMaIMiO O TIOBBIIICHHOH CMEPTHOCTH Yy TOXWIBIX TAlUEHTOB C JIEMEHIIMEH,
OJTHOBPEMEHHO MpUHUMAIONINX (hypocemu, B pazaeine «OcoOble ykazaHUs».

Oco0ble ykazanus
IIpuMeHeHre v MOKWIBIX MALMEHTOB C JEMEHIINEN

llosviwennas cmepmnocms y NOACUNLIX NAYUEHMOE C OeMeHyuell

Y NOXWUIBIX MANUEHTOB C JEMEHLHWEH IMpH JICYCHUH AaTUIHYHBIMH aHTUIICUXOTUYECKUMU
CpeICcTBaMH HaOJIF01aeTCs MOBBILICHHAs! CMEPTHOCTD 10 CPABHEHUIO C IIAI[e00 B UCCIEA0BAHUAX
ATUIMHUYHBIX AHTUIICUXOTUYECKUX CPEJICTB, BKIIOYasl pucepuaoH. [Ipu npumMeHeHn: prucrepuioHa
JUIS JAHHOW MOMYJISIIMM YacTOTa CMEpTeNbHBIX ciydaeB coctaBuna 4,0 % ans NanueHToB,
MPUHUMAIOIINUX PUCTIEPUIIOH, 110 cpaBHeHuto ¢ 3,1 % mnsa mnane6o. CpeqHuilt BO3pacT yMepIINX
MaIMeHToB cocTapisier 86 ser (nuanason 67-100 mer). [lanHbie, coOpaHHBIE B pe3ysbTaTe IBYX
OOMIMPHBIX HAOIIOAATENBHBIX HCCICIOBAHUN, IIOKA3bIBAIOT, YTO TIIOXXKHJIBIE TTAllUEHTHl C
JIeMEHIIUEH, MPOXOAAIINE JeUCHHE TUIUYHBIMUA AHTHIICUXOTHYECKHMMH IperapaTaMH, TaKKe
MMEIOT HEMHOTO TMOBBIIICHHBI PUCK CMEPTH 1O CPABHEHUIO C MAIIMEHTaMH, HE MPOXOIAIIMMHU
nedeHue. B HacToAmuit MOMEHT coOpaHO HEIOCTATOYHO NAHHBIX ISl TOYHOM OLIEHKH JaHHOTO
pucka. HensBecTHa ¥ mpuuyMHa MOBBIIEHUS JAHHOTO pucka. Takke He ompeneseHa CTEelNeHb, B
KOTOPO#1 MOBBILIEHINE CMEPTHOCTH MOKET OBITh MPUMEHUMO K aHTUTICUXOTHYECKHM IpernapaTam, a
HE K 0COOCHHOCTSIM JIaHHOM TPYIIIBI MAIUEHTOB.

Coemecmnoe npumenenue ¢ ypocemuoom

Y [OoXWUIBIX TANUMEHTOB C JeMeHUued HalOiojanach TOBBIIIEHHAas CMEPTHOCTh IpU
OJIHOBpEMEHHOM mpueme ¢GypoceMusia U pucrnepuyiona nepopainbo (7,3 %, cpeaHuii Bo3pact
89 ner, nmmamazoH 75-97 neT) Mo CpaBHEHHWIO C TPYMIIOH, MPWHUMABIIEH TOJIBKO PUCIICPUIOH
(3,1 %, cpenuuit Bo3pact 84 roma, auanaszon 70-96 ner) W TPYNION, MPUHUMABLICH TOJIBKO
dbypocemun (4,1 %, cpennuit Bo3pact 80 ner, auamazon 67-90 net). [loBbillIeHHE CMEPTHOCTH
NAIMEeHTOB, MPUHUMAIOLINX PUCIIEPUIOH COBMECTHO C (ypOCceMHI0M, HaOI01aI0Ch B X0€ 2-X U3
4-x kIuHMYECKUX HccienoBaHuil. COBMECTHOE NPHUMEHEHHME PHUCIEPHIOHA C  JPYTUMHU
IypeTHKaMH (B OCHOBHOM C THA3WJIHBIMH JUYPETHKAMHU B MaJIbIX J03aX) HE COMPOBOXKIAIOCH
TTOBBIIIIEHUEM CMEPTHOCTH.

He ycTaHoBieHO MaTOPHU3NOIOTHYECKUX MEXAHU3MOB, OOBICHSIONINX JaHHOE HabmoneHue. Tem
HE MeHee clie[lyeT coOJoaTh 0COOYI0 OCTOPOXKHOCTh INMPU HA3HAUEHWM Ipernapara B TaKHUX
ciy4dasx. [lepen Ha3HaueHHEM HEOOXOIMMO TIIATEIHHO OLIEHUBATh COOTHOIIEHHE pUCK/TIoNb3a. He
OOHApY>KEHO YBEJIIMYEHUSI CMEPTHOCTH y NAllMEeHTOB, OJAHOBPEMEHHO MPHUHUMAIOIIUX ApYyrHe
JTMYPETUKU BMECTE C pUCHepHI0oHOM. He3aBHUCHMO OT JeueHHs Jerujpartaius sBiseTcss oO0muM
(hakTOpOM pHICKa CMEPTHOCTH H JIOJDKHA TIIATEIHHO KOHTPOIUPOBATHCS Y MOXKHIIBIX MAIMEHTOB C
JNEMEHLIUEH.

VY MOXXUIIBIX MALMEHTOB C AeMEHIINeN Ha0II0AaI0Ch YBETUYeHHNE TOOOYHBIX 3 (HEKTOB CO CTOPOHBI
1epeOpoBaCKyIsIpHOM  cucTeMbl  (OCTpble W MpEeXOJsdllde  HapylIeHHs  MO3TOBOTO
KpOBOOOpaIeHus), B TOM YHCJIE CMEPTENIbHBIC CIIy4an y TAIlMeHTOB (CpeaHuil Bo3pact 85 Jer,
nuanasoH 73-97 net) npu NMPUMEHEHUH PUCTIEPUIOHA TT0 CPaBHEHHIO ¢ TIareoo.
LepebpoBackynspHbie 3P PeKTh

B miane6o-KOHTPOIMPYEMBIX KIMHUYECKUX MCCIIEOBAHUSAX Y TMALMEHTOB C JIEMEHIIMEH,

NPUHUMAIOIIMX HEKOTOpble AaTUIHMYHBIE AHTUIICUXOTUYECKHE IMpernaparsl, HaOIr01a10Cch
MOBBIIIEHUE pHCKa IepeOpOBACKYIAPHBIX MOOOYHBIX 3(p¢EeKToB mpuMepHO B 3  pasa.
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ot 11.06.2025 N= 14673
(NOCNEOCBATENEHOCTE 0002)

COOTBETCTBYET 2KCNEPTHOMY OTYETY

OObenvHeHHbIE JaHHBIE O6-TH MJale00-KOHTPOIMPYEMBIX HCCIEIOBaHHWM, BKIIIOYABIIUX B
OCHOBHOM IIOKMJIBIX IAIMEHTOB C JeMeHIUel (Bo3pact Oosiee 65 J€T) AEMOHCTPUPYIOT, UTO
nepeOpoBackysipHbie TT000UHBIE (DPEeKThI (Cepbe3HbIe W Hecepbe3Hble) Bo3HHKAMH y 3,3 %
(33/1009) nanueHTOB, MPUHUMABIIUX pUCTIEPUIOH, Uy 1,2 % (8/712) manueHToB, MPUHUMABIINX
rtane6o. CooTHOLIEHHE PUCKOB cocTaBisuio 2,96 (1,34; 7,50) mpu noBepUTEIHHOM HHTEpBaie
95 %. MexaHu3M MOBBIILIEHUS] PUCKA HEM3BECTEH. YBEJIUYEHUE PUCKA HE MUCKIIOYAETCS M I
APYTUX aHTUIICUXOTHMYECKUX IIPernaparoB, a Takke s JpPYruX MOMYNIALMN IalMeHTOB.
Pucnepunon KaHoH noimkeH NPUMEHATHCS ¢ OCTOPOKHOCTBIO y MAIMEHTOB ¢ (DaKTOpaMH pUCKa
BO3HUKHOBEHUS UHCYJIbTA.

Puck Bo3HMKHOBEHUS 11epeOpOBACKYIAPHBIX TOOOYHBIX 3((EKTOB ropas3o BhILIE Y MALUEHTOB CO
CMELIaHHOW WJIM COCYIHCTOM AEMEHUMEH II0 CPAaBHEHMIO C IALMEHTaMH ¢ AJbLUIEeHMEpPOBCKON
nemenuuen. IlosTomy manueHTsl ¢ JeMeHIMel arboro Tuma, KpoMe AJbUreiMepoBCKOM, He
JOJKHBI IPUHUMATh PUCIIEPUJIOH.

Bpauam crienyer oneHHMBaTH COOTHOIICHHE PHCK/TIONB3a MPUMEHEHHUs Ipenapara Pucrepunon
KaHOH y MOXWJIBIX MAIMEHTOB C JE€MEHLMEH, NpUHUMass BO BHUMAaHHE IPEABECTHUKU pHUCKa
MHCYJIbTAa MHJIUBUAYAJIBHO y KaXAOTro mauueHTa. IlanueHTsl M JMLa, yXaKUBaroIIMe 3a HHUMH,
JIOJKHBI OBITH MPENyNpPeKACHbl O TOM, YTO HEOOXOAMMO HEMEAJIEHHO COO0IaTh O IMpU3HAKaxX U
CUMIITOMaxX  KapJIUMOBACKYJISIPDHBIX  COOBITMH: TakMX Kak BHe3amHas cilabocTh WU
HETOBMKHOCTE/HEUYBCTBUTEIBHOCT B OOJIACTH JIMIIA, HOT, PYK, @ TaKKe 3aTPYAHCHUS PEUYH U
po0GsieMbl co 3peHueM. [Ipu 3TOM T0JKHBI paccMaTpUBATHCS BCE BOZMOXHBIE BAPUAHTHI JICUEHUS,
BKJIIOYasi IPEKpalieHne puemMa pucinepuoHa.

Pucnepunon KaHOH MOXET HCIIONB30BaTbCcd TOJIBKO JUISl KPAaTKOBPEMEHHOI'O JIEUEHUS
HeNpeKpalaroIleicss arpecCud y TMalUeHTOB C JIeMEeHIMeH, OOYCIOBIEHHOW O00Je3HbI0
AnbureiiMepa cpenHeil U TSDKEION CTENeHH, B KaueCcTBE JOMOJHEHHUS K HepapMaKoJIOTHYeCKUM
METOaM KOPPEKIHUHU B ciaydae UX HeI((HEKTUBHOCTH I OIpaHUUEHHOH 3((EeKTUBHOCTH, U KOT 1A
€CThb PUCK IPUUMHEHUS Bpea MAllMeHTOM caMoMy ceOe WK APYTUM JIMLaM.

Heo0xoMMo TOCTOSIHHO OIIEHMBAaTh COCTOSIHME MAallMEHTOB M HEOOXOJUMOCTH IMPOJOJIKEHUS
Tepanuy pUCepUOHOM.

OprocTaruyeckas rUNOTeH3Us

Pucnepunon o6mamaer anbha-O0JOKUpPYIOMEH aKTHBHOCTHIO, M TOSTOMY MOXKET BBI3BIBATH Y
HEKOTOPBIX MAIMEHTOB OPTOCTATUYECKYIO TUITOTEH3HIO, 0OCOOEHHO B TIEPHOJ] HAYaIbHOTO TIO00pa
no3bl. KnmHu4eckn 3HauMMasi THIOTEH3MsI HaONI0Jalloch B MOCTMApKETUHTOBOM MEpUOJe MpU
COBMECTHOM IPHUMEHEHHHM C aHTUTUIEPTEH3UBHbIMM Tnpenapatamu. Pucnepunon Kanon
HE00XO0/AMMO NMPUMEHATH C OCTOPO’KHOCTBIO Y MALMEHTOB C W3BECTHBIMHU KapIUOBACKYJISIPHBIMU
3a00JeBaHUsAMU (HAmpuUMep, CepAedHas HEJOCTaTOYHOCTb, HMH(MAPKT MHOKapjAa, HapyLIeHUs
MIPOBOJIMMOCTH CEPJICYHON MBIIIIIBI, JeTUApATALUs, THIIOBOJIEMHS WIH IepeOpOBACKYISIPHOE
3a0oneBanue). Takke HE0OX0UMa COOTBETCTBYIOIIAS KOPPEKLIKS 103bl. PEKoMeH1yeTCs OLIEeHUTh
BO3MOYKHOCTh CHWKECHUS JI03bI B CITy4ae BOSHUKHOBEHHSI THITOTCH3HH.

JlelikonieHrsl, HEUTPOTIEHUS U arpaHyJIOLMUTO3

[Ipy mpUMEHEHUN aHTUTICUXOTHYECKHX IPEnapaToB, B TOM YHCIE U PUCIEPHIOHA, OTMEYAIIUChH
Clly4ad JICWKOIIEHWH, HEUTPONIEHUH W arpaHyionuTo3a. B Xoje HaOmOIeHUs MpU MPUMEHEHUH
mpermapaTa B CTaHIAPTHOW MPAKTHUKE, arpaHyIoOlMTO3 OTMEYascs OYEeHb PeaKko (MeHee ueM y
1 martmenTa u3 10000).

3a manMeHTaMH, y KOTOPhIX B aHAMHE3¢ MMEIOTCS CIIydad KIMHWYCCKU 3HAYMMOTO CHUKCHHS

17



o1 11.06.2025 Nz 14673

D L

— P T
'_--l ;].'-\..l:"-' 1 I: LA _-'\.-I..Ia__l

COOTBETCTBYET SKCMEFTHOMY OTHETY

YPOBHEW JICHKOIUTOB WM JICMKOTICHHH/HEHTPOIICHUH, B TCUCHHE HECKOJIBKUX IEPBBIX MECAIICB
TEpanmud HEOOXOJMMO TIPOBOJAUTH TIIATETHFHOE HAONIOJCHHWE, a TpPH TIEPBBIX IMPU3HAKAX
KIIMHUYECKH 3HAYMMOT0 CHIDKEHUS KOHIIEHTPAILIUH JTSMKOIUTOB HA (DOHE OTCYTCTBHSI MHBIX TPHUYUH
TaKUX U3MEHEHUH, He0OOXOIUMO PaCCMOTPETh BOIIPOC O MPEKPALICHUH TEPATHH PUCTIEPUTIOHOM.
3a manueHTaMu ¢ KIMHUYEeCKH 3HAYMMOM HEUTPOTIEHUEH clieyeT HaOII0AaTh C EJIbIO BBISIBIICHUS
JUXOPAJKH WU JAPYTHX CHUMITOMOB WH(EKIMH, C HEMEIUICHHBIM Ha4YaJloOM COOTBETCTBYIOIICH
TEparMi TpU TOSIBIICHUM TaKUX CHMITOMOB. Y TIallMEHTOB C TSDKEJIOW HEHTpoIeHuen
(KOHIIEHTpAIHs HEHTPO(QUIBHBIX TPAHYJIONTOB B KpoBU Hinke 1*10%11) nmpumenenne npenapata
Pucnepunon KaHOH HEoOXOAMMO TpEKpPaTUTh M B JaJbHEWIIEM MPOBOAUTH MOHHTOPUHT
KOHIICHTPALIUH JICHKOIIUTOB B KPOBH JI0 BO3BPAIICHUS X K HOPMAaJIbHBIM ITOKA3aTEIISIM.

[To3nHss AUCKUHE3US M SKCTPATMPAMUIHBIC PACCTPOUCTRA

[Ipenapatel, oOmagarommye CBOWCTBAMH AaHTAarOHUCTOB JO(AMHHOBBIX pELENTOPOB, MOTYT
BbI3bIBaTh [O3/HIOI0 JUCKUHE3UIO, KOTOPAask XapaKTepU3yeTcsl pUTMHUUECKUMH HEMPOU3BOIbHBIMU
JBIDKEHUSIMH, TPEUMYIIECTBEHHO SI3bIKa W/WIM MHMHYECKOH MYCKyJaTypbl. Bo3HUKHOBEHHE
HKCTPAUPAMUIHBIX CUMIITOMOB SIBJIsieTCs (DAKTOpPOM pUCKa pa3BUTUA MO3AHEN AuckuHe3uu. [lpu
BO3HUKHOBEHUH Y MALMEHTa OOBEKTUBHBIX WM CYOBEKTHBHBIX CHMIITOMOB, YKa3bIBaIOIIUX Ha
MO3/IHIOI0  JIUCKMHE3UI0,  HY)XHO  PAacCMOTpeTh  1I€JIecOO0pa3HOCTh  OTMEHBI  BCeX
aHTUIICUXOTUYECKHX MpenapaTos, Bkitoyas Pucnepunon Kanos.

OKCTpanupaMyIHbIE CUMOTOMBI U IICUXOCTUMYJISITOPBI

Crnenyet coOm0/1aTh 0COOYI0 OCTOPOKHOCTh MPU COBMECTHOM MPUMEHEHUU TICUXOCTUMYIISITOPOB
(Hampumep, MeTHIIQEHHUIATA) C PUCTIEPHIOHOM, TIOCKOJIBKY TTPH KOPPEKTHPOBKE J036I OJTHOTO HITH
000MX TIperapaToB MOTYT BOSHHKATH IKCTPAITUPAMHUTHBIC CHMIITOMEI.

310Ka4YecTBEHHBIN HelpoaenTuueckuii cunapoM (3HC)

AHTUIICUXOTHUYECKHME TIpenaparbl, BKIOYAas PUCIEPUIOH, MOTYT BbI3BIBATh 3JI0KaYECTBEHHBIN
HeiponenTuyeckuit cunapoM (3HC), koTopelii xapakTepusyercss TMIIEpTepMHUEN, pUTHIHOCTBIO
MBIIII, HECTAOMIBHOCTBIO (DYHKIIMM BETE€TaTUBHOW HEPBHOM CHCTEMbI, YTHETEHHEM CO3HaHHUS, a
TaK)X€ MOBBIIIEHUEM B ChIBOPOTKE KOHILEHTpauui kpearuHpocpokuHazpl. Y nanueHtoB ¢ 3HC
MOTYT BO3HHMKAaTh TaKXe MUOITIOOMHYpus (pabaoMHUOIIN3) U OCTpas MOYeUHas HeAOCTaTOYHOCTb.
[Ipy BO3HUKHOBEHUH Y NalMeHTa 00bEKTUBHBIX WK CyObeKTUBHBIX cuMnToMOB 3HC HE0OX0oa1MO
HEMEJIEHHO OTMEHHUTh BCE aHTUIICUXOTHUYECKHE Mpenaparsl, BKItodas Pucnepunon Kanos.
bonesns [lapkuHcoHa 1 IeMeHIMS C TeapliaMu JleBn

HazHaueHne aHTUIICUXOTHYECKMX IpenaparoB, Bkiarouas Pucnepunon KaHoH, mamueHtam c
6one3npto IlapkuHcOoHa WM feMeHuMed ¢ TenblaMu JIeBM JIOMKHO IPOBOJUTHCS C
OCTOPOXHOCTBIO, T.K. Y 00€HUX TPYNI MallMEHTOB MOBBIIMIEH PUCK PAa3BUTHs HEUPOJIETITUYECKOTO
3JI0KQ4ECTBEHHOT'O CHHIPOMA U YBEIMYEHA UyBCTBUTEIBHOCTh K aHTUIICUXOTUYECKUM IIpenapaTam
(BKiIIOYasi MpUTYIUIEHHE OO0JeBOM YYBCTBUTEIBHOCTH, CIYTAaHHOCTb CO3HaHUS, MOCTYpPajIbHYIO
HECTaOUJILHOCTh € YacThIMHM MAJEHUSMH M SKCTpanupaMmujHbele cumnTomsbl). [lpu npueme
pUCHIeprI0OHa BOZMOXKHO YXY/IIeHne TeueHus 6omne3nu [lapkuHcona.

l'uneprivukeMus U caxapHblid guader

[Tpu nedyeHnu pucnepuI0HOM HaOIIOJATUCh TUIIEPTIIMKEMUS, CaXapHbIii 1uadeT u 000CTpeHue yxe
uMeroIerocsi caxapHoro aumabera. OIleHKa B3aMMOCBSI3M MEXIY NPUMEHEHHUEM AaTUIUYHBIX
AQHTUIICUXOTUYECKUX IPENapaToB M OTKJIOHEHMSAMM B II0Ka3aTelsAX KOHLEHTPALMH TJIIOKO3bI
3aTpy/lHEHa M3-32 BO3MOXXHOCTH TOBBIIIEHUS (DOHOBOTO pHCKa Pa3BUTHs caxapHOro auadera y
NAIMEeHTOB ¢ MM30(peHHEH, a TaKXkKe U3-3a MOBBILICHNS YaCTOThI CaXapHOro Juadera B MOMYJISILUU
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 11.06.2025 N= 14673
(NOCNEOCBATENEHOCTE 0002)

B 11es1oM. C y4yeToM JOMOJIHUTENbHBIX BIUSIOUINX (AaKTOPOB, B3aUMOCBSI3b MEKY MPUMEHEHUEM
aTUINHWYHBIX AHTUIICUXOTHMUYECKUX CpPEICTB M HEKEIATEJIbHbIX SBJICHUM, OTHOCSILUXCS K
TUIEPIIIMKEMUH, 10 KOHLIA HE MOHATHA. BeposTHO, YTO MpeAlecTBYONIEE JICUEHUIO YBEIUUEHUE
Macchl Tella TaKXkKe SBIAETCS MPEApacrloiararoliuM K 3Tomy (akropom. O4YeHb PEAKO MOXKET
HAOIIOAAThCS KETOAIMI03 M PEelIKo - AuadeThyeckas Koma. Y BCeX MalUeHTOB HEOOXOIUMO
MPOBOAUTh KJIMHUYECKUH KOHTPOJIb HAa HAJU4YM€ CHMIITOMOB THIEPIIIMKEMHH (TaKMX Kak
MOJIUUIICHS, TTONNYpus, ofudarus u c1abocTh). Y MAlHUEHTOB C CaXapHbIM TUA0ETOM JIOJKHO
MIPOBOAUTHCS PETYIIAPHOE HAOMIOCHNE HA MIPEAMET YXYALICHUS KOHTPOJIS YPOBHS TIIOKO3bI.
YBenuueHue Macchl Tena

[Ipu euennu pucnepuI0HOM HaOII01a7I0Ch 3HAUUTEIILHOE YBEIIMUeHUE Macchl Tenna. Heobxoaumo
MPOBOJUTH KOHTPOJIb MAacChl T€JIA MALIUEHTOB.
T'unepupoaakTuHeMUs

Ha ocHOBaHMM pe3ysIbTaTOB MCCICIOBAHUN HA KYJIBTYpax TKAaHEH CIEIaHO MPEANOIOKEHUE, YTO
POCT ONYXOJIEBBIX KJIETOK IPYAH MOXET CTHMYJIHPOBATHCS MpoIakTHHOM. HecMoTpst Ha TO, 9TO B
KIMHUYECKHX M DIUAEMHOJOIHYECKMX MCCIENOBAHUSAX HE BBIABIEHO YETKOH  CBSI3HM
THIICPIPOJAKTHHEMHUH C TIPUEMOM AHTHIICUXOTHUYECKHX IPENaparoB, CJIeIyeT CoOIaaTh
OCTOPO’KHOCTH TPY Ha3HAYCHUHU PHUCIICPHIOHA MMAIMEHTaM ¢ OTArOIIEHHBIM aHaMHe30M. [Tpemapar
Pucnepunon KaHoH HODKEH MPUMEHSATHCS C OCTOPOXKHOCTBIO Y TAIMEHTOB C CYIICCTBYOIICH
TUIEPIPOTIAKTUHEMHECH 1 y MAIMEHTOB ¢ BO3MOKHBIMU TPOJIAKTHH-3aBUCUMBIMHU OITYX OJISIMH.
Vmuenne narepsana QT

Ymmuenue wHTepBaia QT oOueHb peako HAONIOMAIOCh B TIOCTMApPKETHHTOBOM  IIEPHOJIC
HaOmroneHus. Kak u 1yist [pyrux aHTUTICHXOTHYECKUX CPEJICTB, CIIETYET COOII0AaTh OCTOPOKHOCTh
MIpY Ha3HAYEHUH PUCTIEPUIOHA TTAI[UEHTaM C U3BECTHBIMU KapAHOBACKYISIPHBIMH 3a00JI€BaHUAMU,
ynnuHeHneMm uHTepBana QT B ceMeliHOM aHamHe3e, OpaaukapAuei, HapylIeHUsIMHU
ANEKTPOIIUTHOTO OanaHca (THIOKAIMEMHs, THIIOMAarHUEMHUs ), TaK KaK 3TO MOKET YBEIMYUThH PUCK
apuTMOTeHHOTO 3¢ (deKTa; U mpU COBMECTHOM NPHUMEHEHUHU C MpenapaTtamMu, yTHHSIIOIIMMU
uHTepBan QT.

Cynoporu

Pucnepunon KaHoH AOMKEH MPUMEHATHCS C OCTOPOKHOCTHIO Yy MAlMEHTOB C CYAOpOraMu B
aHaMHe3€¢ WIM C JPYTUMU MEIWIMHCKUMH COCTOSIHUSIMH, TPU KOTOPBIX MOXKET CHHKAThCA
CYJIOPOKHBIN TIOPOT.

HuTpaonepalliOHHLINA CHHAPOM APSAOI0H pagyKKU

[Ipu XupyprudeckoM J€YEHUH KaTapaKThl y MAaMEHTOB, MTOIYYaBIINX JICKAPCTBEHHBIE ITPENAPATHI
c anTtu-anbda-la-anpenepruueckumMu > dekramMu, B TOM YHCIE PUCIEPHIOH, ObLT OTMEYEH
WHTpPAONEPAMOHHBIA CHHIPOM Apsi0oi paxykku (cM. «[lobouHoe neficTBue).

WHTpaonepaliOHHBIA CHHAPOM APSONION paxy’KKA MOXET IPHBECTH K TOBBIINICHUIO PHCKA
OCJIO)KHEHUH CO CTOPOHBI TJla3 BO BpeMs omepanud W mocie Hee. Ilepen Xupyprudeckum
BMEIIATEIILCTBOM Ha TJa3aX XUPYPrH-OPTaIbMOJIOTH JOJDKHBI OBITH YBEIOMIICHBI O TOM, YTO
MalieHT ~ TPUMEHsleT  WIM  TPUMEHSUI  paHee  JIeKapCTBEHHBIE  TpemapaTel  C
aHTu-anb(a-la-agpenepruueckumu  dpdexramu. I[loTeHnManbHas MOMb3a OT MPEKpaIICHUS
npuMeHeHHus anbda-la-anapeHo0I0KaToOpoB Mepes XHPYPrUYECKUM JICYCHHEM KaTapakTbl He
YCTAaHOBJICHA, B CBS3U C YeM HEOOXOJUMO CPaBHUTH €€ C PUCKaMHU, CBSI3aHHBIMH C IPEKPAIICHUEM
AHTUTICUXOTUYECKON Teparuu.

[Tpuanuzm
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[Ipranu3M MOXET BO3HUKATh IPH TNpPUEME PHCIEPUIOHA H3-32 ab(da-aapeHOOTOKHPYIOLIIX
s dekroB. Ilpu npUMEeHEHUH PUCIIEPHUIOHA B CTAHAAPTHOW MPAKTUKE OBLIM OTMEYEHBI CIydau
npuanu3ma.

Hapyiienne perynsinuy TeMnepaTypsl Teina

AHTHIICUXOTHUYECKUM IIperaparaM MPHUIKACHIBACTCS TaKOW HeXenarenbHbIH 3 ¢dekT Kak
HapyIIeHHE CII0OCOOHOCTH OpraHM3Ma peryJupoBaTh Temieparypy. HeobOxomnmo co0iaroaaTh
OCTOPOXKHOCTh TPH Ha3HAYCHHWH mpemnapara Pucrnepuaon KaHOH manueHTaM ¢ COCTOSHHSMH,
KOTOPBIE MOTYT CIOCOOCTBOBAThH IOBBIIICHHIO BHYTPCHHEH TeMIIEpaTyphl Tejda, K KOTOPBIM
OTHOCSATCS MHTCHCHBHAs (pU3UYECKass Harpyska, OO0€3BOXKHMBAHHME OpraHH3Ma, BO3JICHCTBHUEC
BBICOKHX BHENIHHX TEMIIEpaTyp WJIM OJHOBPEMEHHOE HCIOJIb30BAHUE MPEIapaToB ¢
aHTHXOJ’IHHepFH'—IeCKOﬁ AKTHUBHOCTBIO.

Benosuas TpoM003MO0IIHS

[Ipy npumMeHEHMM aHTUICMXOTHYECKUX IIpenaparoB ObUIM OTMEUYEHBbl Cilydal BEHO3HOU
TpoMO03MO0HH. [10CKONBKY MalMeHThl, IPUHUMAIONINE aHTHIICUXOTHUECKUE MPETapaThl, 4acTo
UMEIOT PUCK Pa3BUTUS BEHO3HOM TpOMOO3MOOJMH, BCE BO3MOXKHBIE (aKTOPbl PUCKa JOJKHBI
BBISIBJIATHCS /10 Hayajla ¥ BO BpeMms JieueHus npenapatoM Pucnepuaon KaHOH, U 10JKHBI ObITH
MIPUHATHI PELYNPEKIAIOIINIE MEPHI.

JleTy ¥ noApoCTKU

[lepen naznauenumeM npenapara Pucnepuaon KaHoH ngeTsiM WM mOAPOCTKAM € YMCTBEHHOM
OTCTAJIOCTHI0O HEOOXOJMMO TPOBECTU TIIATEIBHYIO OIICHKY MX COCTOSHUS Ha MPEIMET HAIUYHus
(UBUYECKUX WA COIUAIBHBIX TPUYMH arpecCUBHOTO TIOBEACHHS, TaKUX Kak Oo0Jb WIH
HeaJIeKBaTHbIC TPEOOBAHUS COIIMAIIBHON CPEJIbI.

CenatuBHbIN 3G (dEKT pucnepuoOHa JOHKEH THIATENFHO OTCIEKUBATHCS B JAHHOW MOMYIISIIIHH
M3-32 BO3MOXXHOTO BIMSHHMSI Ha CIIOCOOHOCTh K oOOydeHuto. M3MeHeHue BpeMeHU MpuemMa
pHUCIIEpUIOHA MOXKET YIYUIIUTh KOHTPOJIb BIUSHUS Celallui HA BHUMAHUE MOJIPOCTKOB U JETEH.
[Tpumenenue pucnepu1oHa ObLIO CBA3aHO CO CPETHUM YBEIMYSHHEM MacChl TeIa M MHIEKCa MacChl
Tena. M3meHeHuss pocra B XOJ€ JOJTOBPEMEHHBIX MCCIIEIOBAHMM HAXOJWIMCh B paMKax
0’KMJIa€MBIX BO3PACTHBIX HOPM. BinMsHME TOJTOBPEMEHHOrO NpHUEMa PUCIIEPUIOHA HA IIOJIOBOE
pa3BUTHE U POCT NOJHOCTHIO HE U3YUYEHO.

B cBsi3u ¢ BO3MOXKHBIM BIUSIHUEM MPOAOKUTEIBHON THIEPIPOTAKTHHEMHAN Ha POCT U TTOJIOBOE
pa3BUTHE Yy JE€T€l W TOAPOCTKOB JOJDKHA IMPOBOJIUTHCS PETYJsSIpHAs KIWHUYECKas OIEHKa
TOPMOHAJIBHOTO CTaTyca, B TOM YHCIE H3MEPEHHE pOCTa, Beca, HAONIOACHHE 3a IOJOBBIM
pa3BUTUEM, MEHCTPYaJIbHbIM LHMKJIOM UM JPYTMMH BO3MOXKHBIMU MPOJAKTHH-3aBUCUMBIMU
s dexTamu.

Bo BpeMs neyeHuss pUCHEPUIOHOM JOKHA MNPOBOAUTHCA pETYIspHas NpOBEpKa HAIUYUSA
AKCTpPANTUPAMUTHBIX CHUMIITOMOB U IPYTUX PACCTPONCTB JBUKEHUS.

Bausinue Ha cOCOOHOCTH YNPABJISITh TPAHCIIOPTHLIMHU CPeICTBAMH, MEXaHU3MaMM
Pucnepunon Kanon moxxer B HEOOJbIIONW MM YMEPEHHOW CTENEHU OKa3bIBaTh BO3JIEHCTBUE Ha
CIIOCOOHOCTh YIPABJISITH TPAHCTIOPTHBIMHU CPEACTBAMH W MeXaHu3MaMu. l[lammeHTtam cremyer
PEKOMEHIOBATh OTKA3aThCsl OT BOXKICHUS aBTOMOOWIISL M OT paOOThI C MEXaHU3MaMH JI0 BBISICHEHUS
UX UHAUBUYaTbHON YYBCTBUTEIBHOCTH K MpPETapaTy.

®opma BhINIyCKA

TabneTku, MOKPHITHIE MIICHOYHOU 000109K0i, 1 Mr, 2 MT, 4 MT.

ITo 10, 20 nu 30 TaGIETOK B KOHTYPHYIO STYEUKOBYIO YITAKOBKY U3 TUICHKH MOJIUBUHWIXJIOPUIHON
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uiu (OB ATIOMHUHHEBOW MHOTOCIIOWHOM M (hOJIbIY AJIFOMUHHUEBON MTeYaTHOM JIAKMPOBAHHOM.
ITo 2, 3, 6 KOHTYPHBIX TYEHKOBBIX YMakoBOK Mo 10 TabmeTok uiu no 1, 3 KOHTYPHBIX STYEHKOBBIX
ynakoBku 10 20 TabneTok, wim nmo 1 KOHTYpHOH suelikoBoii ynakoBke 1mo 30 TabiieToK BMeCTe C
MHCTPYKLHEH 110 IPUMEHEHHUIO ITOMEIAIOT B [TAYKy U3 KapTOHA.

YcioBus XpaHeHus
[Ipu Temneparype He Bbiire 25 °C BO BTOPUYHOM yaKOBKe (MMa4yKe KAPTOHHOM).
XpaHUTh B HEIOCTYITHOM JIJIs1 IETEH MECTE.

Cpox romHoctu
3 roza.
He ncrnionb30Bath 1Mo UCTEYCHUH CPOKA TOTHOCTH.

YcaoBus ornycka
OTmycKaroT 1o perenty.

Baanenen perncTpauMoHHOro yaocroBepenusi/Opranusanus, NpUHUMAIOIIAS PeTEeH3HH
norpeduresei

3A0 «Kanondapma npogaxuin», Poccuiickas @enepanus

141100, MockoBckast 0611, r.0. lI{énkxoBo, 1. LI{&énkoBo, yn. 3apeunas, a. 105

Ten.: +7 (495) 797-99-54

DnexTpoHHbIH agpec: safety@canonpharma.ru

Ionyuums Oononnumenvuvie OanHble O npenapame, HANPABUMb NPEMEeH3UI0 HA e20 Kaiecmeo,
be3onacrnocmo, cooOWUMb O HeHCeNameNbHbIX NeKAPCMEEHHbIX PeAKYUSIX MONCHO NO meneqdony:
+7 (800) 700-59-99 (6ecruathas nuHus 24 yaca) WM Ha caiiTe Www.canonpharma.ru B pasjere
«ITonmuTuka B 001aCTH KayecTBa» - «be30macHOCTh MpernapaToB.

IMpousBoauTein

3A0 «Kanondapma npoaaxiiny», Poccuiickas deneparus

IIpou3BOACTBO roTOBOM JIEKAPCTBEHHOM (DOPMBI:

MockoBckas 001., T.0. lllénkoBo, r. [ll€nkoBo, yn. 3apeunas, ctp. 10556, k. 16;

MockoBckas 001., r.0. lll€nkoBo, r. [1{€nkoBo, yi. 3apeunas, ctp. 105b, k. 12.

IlepBruyHas ynmakoBka:

MockoBckas 001., r.0. lll€nkoBo, r. [1{€nkoBo, yn. 3apeunas, ctp. 1055, k. 16;

MockoBckas 061., r.0. lll€nkoBo, r. [l{€nkoBo, yi. 3apeunas, ctp. 105b, k. 12.

Bropuunas (morpedurtebcKasi) ynakoBKa:

MockoBckas 001., T.0. ll[énkoBo, r. [ll€nkoBo, yn. 3apeunas, ctp. 1055, . 16;

MockoBckas o0., T.0. ll[énkoBo, r. Ill€nkoBo, yin. 3apeunas, ctp. 1055, k. 12;

MockoBckas o0., T.0. LllénkoBo, r. Ill€nkoBo, yiu. 3apeunas, ctp. 1055, k. 1.

Beinyckawmuii KOHTPOJIb Ka4ecTBa:

MockoBckas 061., r.0. lll€nkogo, r. [l{€nkoBo, yi. 3apeunas, ctp. 105b, k. 11.

Temn.: +7 (495) 797-99-54

Www.canonpharma.ru
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