JIMCTOK-BKJIAABII — HHGOpMANUS 1JI AllUEHTa

Pearnia®, 1,5 mr, KancyJibl
Pearnna®, 3 mr, KancyJibl
Pearnia®, 4,5 mr, KancyJibl
Pearnia®, 6 mr, KancyJibl
JelicTByroliee BEMIECTBO: KapUIIpa3uH

Ilepen npuemoM npemnapara HOJHOCTBIO IPOYUTANTE JIUCTOK-BKJIAAbILI, TOCKOJBLKY B HEM

coJepsKkaTcs BaxkHbIe 1J1s1 Bac cBegenus.

- CoxpanHute JIUCTOK-BKIaabII. Bo3moxxHo, Bam notpebyeTcs mpounTaTh €ro eie pas.

- Ecnu y Bac BO3HUKIIM 10MIOJIHUTEIbHBIE BOIIPOCHI, OOPATUTECH K JIEHALleMy Bpady.

- Ilpenapar Ha3HaueH umMeHHo Bam. He nepenaBaiite ero npyrum moaaM. OH MOXKET HABPEIUTh
UM, JJa’Ke €CIM CUMITOMBI UX 3a00J1€BaHus COBIAAA0T ¢ Bamumu.

- Ecnu y Bac Bo3HHKIN Kakue-TH00 HEXelaTeIbHbIE PEaKLui, OOpaTUTECH K JIeHalleMy Bpady.
JlaHHas peKoOMeH1alKsl paclpoCcTpaHsaeTcs Ha 1I00ble BOZMOXKHBIE HEXeIaTeIbHbIE PEaKIH,
B TOM YHCJIE Ha HE [IEPEUNCIICHHbIE B pa3iese 4 JIMCTKA-BKIIaJbIIIA.

Conep:xaHue JJUCTKA-BKJIAAbINIA
Uro u3 cebs npescTaBseT npenapat Pearuna®, u s 4ero ero npuMeHsIOT
O 4em ciieyeT 3HATh Mepe NpueMoM npenapara Pearuma®
IIpuem npenapara Pearnna®
Bo3MoOKHbBIE HEXKEITATEIIbHBIE PEAKLIMT
Xpanenue npenapara Pearnna®

ConepxuMoe yIakoBKH U IIPOYUE CBEIACHUS

ok wdE

1. Yro u3 cebs npeacrasisier npenapat Pearuaa®, v st 4ero ero NnpuMeHsIioT
IIpenapar Pearmna® comepuT jaeiicTByIolee BElECTBO KAPUIIPA3HH M OTHOCHTCA K TPYIIIE
AHTHIICHXOTHYECKHUX JICKAPCTBEHHBIX MPENaparoB (HEHPOJICTITHKOB).

Iloxka3zaHus K NPUMEHEHHIO

- Jleuenue mm3oppeHnn y B3pOCIbIX MalUEHTOB.

- JleyeHne MaHMAKAJIbHBIX UM CMEIIAHHBIX MU30/10B IpU OUIIOJIIPHOM paccTpoicTBe | THMa
y B3pOCJIbIX MMAlIUEHTOB.

- JleyeHue nenpeccUBHBIX AMU30/0B NpU OUNOISpPHOM paccrpoiictBe | Tuma (OunosspHOi
JIETIPECCUN) Y B3POCIIBIX MallEeHTOB.

- Jledenue 6ombI1oro nemnpeccuBHoOro paccrpoiictsa (b/IP) B kauecTBe TOMOIHEHMS K TEpaNTuu
AQHTHUIECTIPECCAHTAMH.

Ecnu yny4menne He HacTynuwio wind Bl 4yBCTByeTe yXy/lleHHe, HEOOXOAUMO OOpaTUThCS K
Bpauy.

2. O yeM ciieayer 3HATh Nepel npueMoM npenapara Pearuaa®
IIporuBonokasanus
He npunumaiite npenapar Pearnna®, eciu:
- y Bac amneprus Ha KapumpasMH WIM Ha Jr00ble JApyrue KOMIIOHEHTHI IpemnapaTa,
NEePEYUCIIEHHbIE B pa3/iele 6 TUCTKa-BKIIAAbIIIA;
- Bwl npuHMMaeTe npenaparsl 171 JIEUEHUS:
- BupycHoro renarurta C (6ouenpeBup u TeIanpeBup);
- OaxkTepualIbHBIX MH(MEKUUH (KIapUTPOMUILIMH, TETUTPOMHUIIMH U HA(IWILINH);
- TyOepkynes3a (pudamMnuIuH);



- BUY-undekmuu (koOuucTaTr, WHIAWHABUD, HEI(DUHABUD, PUTOHABHD, CAKBUHABHD,
s¢aBUpEeH3 U 3TPABUPHH);

- TpUOKOBBIX HH(EKIHIA (MTPAKOHA30JI, KETOKOHA30J1, T03aKOHA30JI U BOPUKOHA30J1);

- Jempeccud (pacTUTENbHBIC TMperapartbl, cojepikaiie 3BepoO0oil MPOIBIPSBICHHBIN
(Hypericum perforatum), u Hedazomon);

- BIWIENCHHU U cyaopor (kapbamasenuH, penodbapOuTan u peHuTouH);

- conymBoCTH (MOAauHUN);

- BBICOKOTO JaBJICHUS B COCY/IaX JICTKMX — JICTOYHOM runepreH3nu (003eHTaH).

Hauuenmbl noJHCUs1020 sospacma c 0€M€H1/;u€ﬁ
HpenapaT Peaana® HC IPUMCHACTCA OJid JICUHCHHUA IMAllMCHTOB IIOXKHIIOTO BO3pacTta C

HapyIIeHHeM padOThl MO3Ta U TIOTEePEH MaMsTH (IeMEHIUEH ).

Ecnu 4T0-T0 M3 mepedyrciIeHHoro oTHocuTes K Bam, obcynuTe 3TO ¢ jeyamuM BpauoM Iepen
HAYaJoM IIpHeMa Ipenapara.

Oco0ble ykazaHHus 1 Mepbl IPEeI0CTOPOKHOCTH
Iepen npuemom npenapara Pearnna® npokoHCYnbTHpYiiTECH ¢ TeYalIIM BPauoM.

HemensienHo odopaTurech K Bpauy:

- ecnu y Bac mosiBUITMCH MBICITH WIIH KeTIaHUE TPUYMHHATE ce0e Bpe.] MIIM TOKOHYUTH JKU3Hb
camoyOuiictBoM. CyuuuaanbHble MBICIM M HOBEJIEHHUE Yallle BCErO MOTYT BO3HUKHYThH B
Hayasie IpruemMa rpernapara;

- ecnu y Bac nosiBuiack 1uxopajgka B COYETaHUU C MOTIMBOCTBIO, YUAIICHHBIM JIbIXaHUEM,
CKOBAHHOCTBIO MBIIII], BSUIOCTBIO HJIM COHJIMBOCTBIO (3TO MOTYT OBITh IPU3HAKU OTIACHOTO
JUIs )KM3HU COCTOSIHUS — 3JI0KAYECTBEHHOT'O HEMPOJIENTUYECKOI0 CUHIPOMA).

Iepen npuemom npenapata Pearuna®

Bpauy:

- ecii y Bac HaOmromanwch paHee WM MOSBUIMCH OCCIIOKOMCTBO M HEYCHAYMBOCTH. DTH
CHMIITOMBI MOT'YT BO3HMKHYTh Ha PAaHHEM dTarle JiedeHus rpenaparom Pearuna®;

- ecnu y Bac oTMevanich paHee WM MOSBUIMCH HEOOBIYHBIE HENMPOHM3BOJBHEIEC JIBUKCHUS,
Yalre BCEro s3bIKa WM JIULA;

- ecnu y Bac Habmromaercst HapymieHne 3peHus. B aToMm ciydae sevamuii Bpad HaripaBuT Bac
Ha KOHCYJIbTAIMIO K 0 TaIbMOJIOTY;

- ecnu y Bac nnu unenos Baieit ceMbu ecTh HapylLIeHHs CEpPIEYHOrO puTMa (B TOM 4HCIIe
yunHeHue naTepBana QT, KOTopoe MOYKHO BBISIBUTH ITPU aHAIIU3E JIEKTPOKapIMOrpaMMbl —
OKTI'). CooOmmuTe JedaimemMy Bpady, ecid Bbl NpHHUMAaeTe JIpyrue JIeKapCTBEHHbBIC
npenapaThl, TaK KaKk OHM MOTYT BBI3BATh WM YXYIIIHUTH 3T0 n3MeHerne DKI';

- ecnu y Bac HaGmonaercss BbICOKOE WMIIM HU3KOE apTepHajbHOE JIaBJICHUE, WM MMEEeTCs
3a00JIeBaHNEe CEPICYHO-COCYIUCTON CUCTEMBI. BaM HE0OXOIMMO pETryJsIpHO H3MEpSThH
apTepuanbHOE JaBlIeHUue U HHPOPMHUPOBATH O Pe3yJIbTaTax Jieyallero Bpaya,

- ecnu y Bac oTMeuaercsi ToJIOBOKpY)KEHUE MPH BCTAaBaHUU BCIJICACTBUE PE3KOTO CHIMKEHHS
apTepUaJIbHOTO JIaBJIEHUs, KOTOPOE MOXKET BBI3BaTh OOMOPOK;

- ecnu y Bac unu y unenoB Barell ceMbu paHblie oTMedaloch 00pa3oBaHUE KPOBSHBIX
CTYCTKOB B cocyaax (TpomOOB), Tak Kak MPUMEHEHHE aHTHIICUMXOTHYECKHX MPEIapaToB
MOYKET BbI3bIBaTh 00pa30BaHHE TPOMOOB;

- ecii BBl mepeHecn MHCYIBT, 0COOCHHO, eciii Bam 65 u Gonee et wim Bam u3BecTHO 0
Hanuuuu y Bac npyrux ¢axTopoB pucka uHcyinbpTa. HemenaneHHo obpaturech K Bpauy, eciu
3aMeTuTe y ceds aro0ble MPU3HAKU UHCYIbTA;

- eciu y Bac 6omne3np [TapkuHCOHA;

- ecnu y Bac caxapubiii guaGer wim uMeroTcs (akTOphl pUCKa caxapHOro auabera
(HampuMep, OXHpEHHWE WM HaTM4Yhe caxapHOro nuabera y uieHOB Bariedt cembH).

WIN BO BpeMs JICUEHHUs MIPENapaToOM COOOLIUTE JIeUalleMy
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HeoOxoauMo peryispHO H3MepsATh ypPOBEHb caxapa B KpPOBH, TaK KaK OH MOJXKET
TIOBBIIATBLCS P TIpHeMe npenapaTa Pearnna®. IIpu3Haky MOBBIIEHHOTO YPOBHS caxapa B
KPOBH: CHJIbHASI JKaXK/1a, BbIICICHHE OOJIBIIOTO KOJINYECTBA MOYH, MIOBBIIICHHE AMMETHTA 1
9yBCTBO CJIA00CTH;

- eciu y Bac oTmMevasnuch cynoporu (CyIopOKHbIC IPUCTYIIBI) WK €CTh SIHJICTICHUS.

YBenu4eHne Macchl Tela

HpenapaT PeaFI/IHa® MOXCT BbI3bBIBATH 3HAYWUTCIBHOC YBCIHMYCHUC MACChbl TCJId, YTO MOXKCT
MOBJIMSTH Ha cocTostHue Bairero 310poBbs. [103TOMy HE00X0AUMO PETYISIPHO KOHTPOJIUPOBATH
Maccy Tena.

JleTH U NOJAPOCTKH
be3onacHocTh 1 3()(eKTUBHOCTH MPUMEHEHUS TperapaTta y JIeTell U MOJPOCTKOB B BO3PACTE 110
18 sieT He ycTaHOBNEHBI. JlaHHBIE OTCYTCTBYIOT.

Jlpyrue npenaparbl 1 npenapar Pearuaa®
CoobmmuTe nevaiiemMy Bpauy, eciid Bel npuHuMaere, HeJaBHO NPUHUMAIN UM MOXKETE HAa4aTh
NPUHUMATH KaKHe-IIN0O0 APYTrue mpenapaThl.

He Bce nekapcTBEHHBIE CPEICTBA MOXKHO PMHUMAThL BMECTE ¢ npenapaToMm Pearwia® (cm. pasmen
«[IpoTuBONIOKA3AHUS).

OnnoBpeMeHHbIH TpueM rpenaparta Pearnna® ¢ HEKOTOPBIMM NpenapaTaMu MOXKET MOTPeOOBATH
M3MEHEHHs 1036l penapara Pearmna® umm apyroro npenapara. K HuM 0THOCATCS:

- TIperapathl Iis JieueHus 3a00eBaHmid cepaia (TMroKCHUH, BeparnaMul, AUITHA3EM);

- TIpenapathl Ui padKmKeHus KpoBu (raburarpan);

- mpenapaTsl AJis JIeYeHHsl OaKTepUaIbHbIX HH(EKIUN (3pUTPOMUIINH);

- mpenaparta Juisl JedeHus: rpuOKOBbIX HHGEKIuil ((haykoHa3o0m).

IIpemapar Pearunna cienyer HOpPUMEHATb C OCTOPOKHOCTBIO OJHOBPEMEHHO C JAPYTHMU
JICKApCTBCHHLIMU IIpEriapaTaM, BIUAIOIIUMHU HAa MBICJIUTCIIBHBIC (bYHKIII/H/I

Ipenapar Pearnia® ¢ nuuieii, HAMMTKAMH M AJKOT0JIEM

HpenapaT Peamna® MOXHO IPpUHUMATb HE3aBUCUMO OT IMPUCMa IMUIIH.

I[Ipu npueme npenapata Pearmna® cienyer uzberarh ynorpebieHHs TpeiindpyToBoro coka u
AJIKOT OJIA.

BepemeHHOCTD, IepHO/ TPYIHOT0 BCKAPMJIMBAHUSA M (PePTUIBLHOCTD

Ecnun Bel OepeMeHHBI WM KOPMHTE IpyJblo, AyMaeTe, 4To 3a0epeMeHeNd, WIN IUIaHupyeTe
OepeMEHHOCTb, TIepe]] HauajloM TIpueMa npenapara Pearuna® npokoHCyabTUpyiiTech ¢ Teyalmm
BpayOM.

DepTUILHOCTD

[TarueHTKH ¢ COXpaHEHHOW NeTOpOJHOM (PyHKUMENH HOKHBI MPUMEHSATh BHICOKOA((EKTHBHbBIE
METO/Ibl KOHTpALENIIUU BO BpeMs JiedeHus npenapartoM Pearuna®. ITociie npekpalieHus jgedeHust
HEOOXOAMMO IMPENOXPaHIThCs, KaKk MUHUMYM, B TedeHue 10 Henenb mocie mpuema mocieaHen

A03bI ITIpCIiapara Peamna®, TaK KakK JICKapCTBO CIIC KaKOC-TO BPEMA HAXOAUTCS B OPraHU3ME.

bepeMeHHOCTD

He npunumaiite npenapar Pearwia
Bpaya.

Ha3nauenue Jeyamum BpayoM 3TOro IpemnapaTa BO BpeMsi OEpeMEHHOCTH IOTpedyer
THIATEILHOTO HAOJIOJEHUS 3a COCTOSIHUEM HOBOPOXKIEHHOIO, TaK Kak y JeTed, 4bM MaTepu
NPUHUMAIU [Iperapar B NOCIeTHEM TpUMecTpe OepeMeHHOCTH (IoCIeIHIE TPU MecsIia), MOTyT
OTMEYATHCS CIECIYIOINE CUMIITOMBI:

® BO BpEM: 6CpCMCHHOCTI/I 0e3 PEKOMCHAAIIUHN JICHalICTro



- JIPOXb (TpEeMOp), CKOBAaHHOCTh W/WJW CIA0OCTh MBI, COHJIMBOCTh, BO30YXICHHE,
poOJIEMBI C IBIXaHUEM M TPYIHOCTH ¢ KOPMIICHHEM.

Ecnu y Bamrero pebenka pa3Buics Jit000i U3 3TUX CUMIITOMOB, 00paTUTECh K Bpady.

Ilepuon sakranuu

Eciu Bel npunumaete npenapar Pearuna®, HeoOXoauMO MpeKpaTUTh IPyAHOE BCKAPMIUBAHMUE,

TaK KaK HCJIb3s UCKIKOYUTh HECTATUBHOC BIIMAHUEC HA pe6eHKa.

[TpoKOHCYIBTUPYHTECH C JIEUAILM BPauoM O KOPMJICHHH peOeHKa BO BpeMs JICUEHUs IpernapaToM

Pearuna®.

Biansinme Ha cnOCOOHOCTL K YNPaBJIEeHHMI0O TPAHCHOPTHBIMH CpeacTBaMH M padore ¢
MeXaHU3MaMHu

[Ipenapatr Pearmnma® moer oka3piBaTh ciaboe WIM yMEPEHHOE BIMSHUE Ha CIIOCOOHOCTD
YIPaBJIATh TPAHCIIOPTHBIMU CPEICTBAMH U PA0OTaTh C MEXaHU3MaMH.

IIpyn npuMeHeHHMH mpenapara MOI'yT BO3ZHUKHYTh COHJIMBOCTb, I'OJIOBOKPYKEHHE M HapyllICHUE
3penus (cM. pasaen 4).

He ynpasnsiite TpaHCIOPTHBIM CPEJCTBOM M HE paboTaiiTe C MEXaHW3MaMH, IT0Ka He yOeIUTeCh,
4TO Ipernapar He OKa3bIBacT Ha Bac HeratuBHoeE BIMSHUE.

®

Ipenapar Pearnia® copep:kuT KpacuTe b KPACHbI oYapoBaTeabHbii £129
[Ipenapar Pearmna®, kamcymel, 3 wMr, 45Mr M 6 MI, CONEPKHMT KPACHUTENb KPACHBIM
ovapoBaTesbHbId E129, KOTOpBII MOXKET BbI3BIBATh AJJIEPTUUECKUE PEAKIIHH.

3. Ipuem npenapara Pearnaa®
Bcera npuHUMaiiTe IIpenapar B MOJHOM COOTBETCTBHMHU C PEKOMEHALMAMH JICYAIero Bpaya.
ITpy NOSBIEHUH COMHEHHUIT TIOCOBETYITECH € JI€YallUM BPadoM.

Pexomennyemas n103a

Jleuenue mmsodpennu

Pexomennyemas HauanbHas pno3a coctaBisieT 1,5 mr 1 pa3 B cyrku. [lanee Bpau Moxker
IIOCTCIICHHO YBCJ'II/I‘II/IBaTB I[O3y Ha 1,5 MTI' B 3aBUCHUMOCTHU OT 3(1)(1)CKTI/IBHOCTI/I JICHCHUA.
MakcumanbHas 103a He I0J>)KHA MPEBbIIATh 6 MI' B CYTKHU.

JleyeHre MaHMAKaNbHBIX UM CMEIIAHHBIX SMHU30JI0B MPHU OUMOIIpHOM paccTpoiictBe | THna
Pexomenyemas HauaabHasi 103a cOCTaBIIseT 1,5 MI M MOKET OBbITh yBEJIMYEHA /IO 3 MI' Ha BTOPOM
JIEHb JICUCHHUS.

Bpau MoxeT mocTeneHHO yBeNIMYMBaTH J03y Ha 15Mr mnam 3 Mr B 3aBUCHMOCTH OT
3¢ (HEeKTUBHOCTH JICUCHHSL.

MakcuManbHas /103a He I0JIKHA MPEBbIIATh 6 MI' B CYTKH.

Jleuenue JIenpecCUBHBIX SIIM3040B OUIIOISIPHOro paccTporcTna I Thma (OumossipHas JEpeCCHs)
Pexomenayemass HauanpHas 103a cocTaBiseT 1,5 Mr u MoxkeT ObITh yBeJIHuY€Ha /10 3 MT' Ha
MISITHAALATEIA JE€HD JEUECHUS.

MakcumanbHas 103a He IOJKHA MPEBBINIATh 3 MI' B CYTKH.

JleueHne OGOJBIIOTO JIETIPECCHBHOIO PacCTPOMCTBA B KAYeCTBE JOMOJHUTSIBHOM Tepamuu K
AHTUACTIPECCAHTAM

PCKOMCHI[yeMaSI Ha4daJlbHasg a03a COCTaBJIACT 1,5 mr 1 pa3 B CYTKH. B 3aBucuMmocTtu OT
3(1)(1)6KTI/IBHOCTI/I JICYCHHA Bpad MOXET YBCJIUYHUTH 103y 10O 3 M Ha HfITHaJIHaTBIfI JCHBb JICUCHU .
MakcuManbHas 103a He JOJDKHA NIpCBLIIIATH 3Mrs CYTKHU.

Ecnu Bbl mpuHUManu Ipyroil aHTUIICMXOTHYECKHUM ITpenapar J0 Hadajia JICYCHHs IpenapaTroM
Pearnna®, nevammii Bpau oObACHMT BaMm Kak cieqyer MpekpaTuTh NPHEM JPYroro mpemnapara
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(OCTETIEHHO WM cpa3y) U noadepeT 103y npenapara Pearuna®.
Bpau Taxxke oObACHHT Bam Kak mepeiiTm ¢ mpuema npenapara Pearmna® ma mpuem apyroro
AHTUIICUXOTHYECKOTO Mpernapara.

Oco0ble rpynnbl NalueHTOB

Tayuenmovr ¢ noueyHoul u neueHoYHoOU HedOCMAaAmoYHOCMbIO

Ipenapar Pearuna® ne pekoMenayeTcs Ui MpHeMa NalMeHTaM ¢ TSKENOH CTENeHbIo TT0YeYHOI
HJIH [IeYeHOYHOH HeJ0CTaTOYHOCTH. besomacHocTh M 3(pdeKTHBHOCTH Tpenapata Pearmma® y
TaKHUX IallMEHTOB HE YCTAHOBJICHBI.

VY nanMeHTOB C JIETKUM M YMEPEHHBIM HapylIeHneM (yHKIHUU NOYEK U MEYSHU KOPPEKIHH 03B

npernapara He Tpedyercs.

IIyTh 1 (W1K) ciocod BBeAeHUs
Ipenapar Pearuna® npunumaercst BHyTpb, | pas B CyTKH B OJJHO M TO %€ BPEMs BHE 3aBUCHMOCTH
OT MpUEMa IHIIIH.

Eciau Bol npunsisin 6oabue npenapara Pearnia®, yem caenosano

Ecnu Bel npunsiin Gosbine npenapara Pearnna®, yeM peKoMEHI0Ba JI€Ualinii Bpay, Wi eCIIi
peOeHOK CiTydaifHO IPUHSII ATOT Mpenapar, HeMeJIEHHO 00paTUTECh K Bpady WU B OJInKalIIyio
OonpHUIly. BospMmure ¢ coboil ymakoBKy mpemnapara. Bbl  MOXeTe I04yBCTBOBAaTh
TOJIOBOKPY)KEHHE BCJIEICTBAE HHU3KOIO apTEPUAIbHOTO JABICHUS, WIM HEXapaKTEpHOE
cepAneOneHne, COHIIMBOCTD, YCTAIOCTh, TAK)KE€ MOTYT IMOSIBUTHCS HETPOW3BOJIBHBIC JBHKCHHS
Tesa, 1Moo Bam cTaHeT TpyIHO CTOSATh MM XOIUTh.

Eciu Bpi 3206111 npuaaTs npenapat Pearnia®

Ecnu Brl 320111 IPUHATE Tpenapar, MPUMHTE €To Cpa3y, Kak TOJIbKO BCOMHUTE 00 3ToM. He
NpPUHUMANWTE MPONYIICHHYIO 103y, €CIM NpUOIMKaeTcss BpeMs MpHeMa CIeIyIoIIed 03B,
MIPOJIOJDKANTE MMPUEM B OOBIYHOM PEIKUME.

He npunumaiite aBoiHYyI0 103y, 4TOOBI KOMIIEHCHPOBATh MPOMyIIeHHYIO n03y. OOparturech K
Bpauy, eciin Brl mpornycTiiim 18a u 60s1ee npueMoB mpernapara.

Ecaun Bl npexkpaTuiun npuem npenapara Pearuaa®

Ecnu Bel npekpatute npueM Ipemnapara, ero jieuedHoe aelcTBue 3akoHuuTcs. laxke ecnu Bl
YyBCTBYeTE ceOs JTyullle, He U3MEHSNTE 103y U He IpeKpallaiTe exxeAHEBHbIN TPUEM Ipernapara
Pearnna® 6Ge3 KOHCYNbTalMK C JI€YAlIdM BPAa4oM, TaK KaK CHMITOMBI 3a00JI€BaHHUS MOTYT
BEPHYTHCS.

HpI/I HaJIMYHUH BOIIPOCOB IO ITPUMCHCHUIO IIpeIiapaTa 06paTI/ITeCI> K JIeHaleMy Bpavy.

4. Bo3Mo:KHbIE He:KeJIaTeJbHbIe PeaKIuu
Kak m Bce mnexapcTBEHHbBIE Tpemaparhl, 3TOT Mpenapar MOXET BBI3bIBATH HEKEIATeIbHBIC
peaklyu, OJHAKO OHM BO3HUKAIOT HE Y BCEX MAllUEHTOB.

HemensienHno odpaturech K JeyaiieMy Bpadyy WM B OT/JeJIeHHe HEOTJIOKHOM MOMOIIIH, €CITU

y Bac HaGnromaroTcs crneyromnue HeskeIaTenbHbIe PEaKIUy WA CUMITOMBI:

- TsDKEJas aJlJIepruveckasi peakiys ¢ TAKUMH IPOSIBIICHUSIMH KaK JIMXOPaJIKa, OTeK pTa, JHIIa,
ry0 Wid s3bIKa, OJBIIIKA, 3yJ, KOKHAs ChIllb, B HEKOTOPBIX CIy4asX PE3KOe CHUKECHUE
apTepUabHOTO JABJICHUS (Hedceramenbhas peakyus 6Cmpedaemcst peoko);

- BBICOKAss TEMIIEpaTypa, IMOBBIIIEHHOE TMOTOOTAETICHHE, CKOBAHHOCTh MBI, BSJIOCTb,
COHJIMBOCTh. JTO MOTYT OBITh NMPU3HAKH TAKOTO OIACHOTO OCIIOKHEHUS IS KH3HH Kak
3JI0KAYECTBEHHBIN HEHPOJCNITUUCCKUN CUHIPOM (uacmoma HedxcenamenbHolu peakyuu
Heu3eecmua),



HEOOBSCHUMBIC 0OJIM B MBIIIIAX, CYJOPOTH MBIIII, MBITIIEYHAs CIA00CTh. ITO MOTYT OBITH
MPU3HAKK TIOBPEXKIEHUS MBI (pabaoMHOIN3), KOTOPOE MOXKET BBI3BIBATH CEPHhE3HBIC
HapymieHus GyHKIUH mouek (Hediceramenvhas peakyusi 6cmpedaemcst peoko);
OJIHOCTOPOHHHIA OTEK, 00JIb ¥ TOKPACHEHUE KOKH MOPAKEHHOW KOHEUHOCTH — CUMIITOMBI,
CBsI3aHHBIC C 00pa30BaHUEM KPOBSHBIX CT'YCTKOB (TPOMOOB) B BeHax, 0COOCHHO, B BEHAX HOT
TPOMOBI MOTYT TIEPEMENIAThCS 0 KPOBEHOCHBIM COCYJaM B JIETKHE W BBI3BIBATH OOJIb B
IPpYyIHOH KIETKE U 3aTpyAHEHHE AbIXaHus (vacmoma HedcelamenvHou peaxyuu
Heuz6ecmna);

MBICITH WJIH JKeJIaHWE TPUYMHHATH ceOe Bpe WM MOKOHYUTH JKU3Hb CAaMOYOUHCTBOM, JINOO
Bbl mBITaMCh  COBEPIIMTh CYUIMIAIBHYIO TONBITKY (Hedcenamenvhas — peaxyust
s6Ccmpeyaemcs Heuacmo);

MOKEITCHUE KOXKH MIIM OCITKOB TJIa3, TEMHAsl MOYa, CBETIIBIA Kall, yCTaIOCTh, TOBBIIIICHHAS
TEMIIEPaTypa, TOIHOTA, 00JIM B )KMUBOTE, CJIA00CTh. DTO MOTYT OBITH CAMIITOMBI BOCTIAJICHUS
neueHu (renatut) (vacmoma HexcenramenvHoll peakyuu Heu38ecmua,).

Ouenb yacTo (MOTYT BO3HUKATh y OoJiee ueM 1 uenoBeka u3 10):

OLIyIEHHE OCCIIOKOWCTBA, HEYCHUTYMBOCTD (aKaTU3MS),

HNapKUHCOHU3M — COCTOSIHHE, KOTOpPOE€ HPOSIBIAETCS MHOXKECTBEHHBIMM CHMITOMaMM:
3aMEAJICHUEC TEMIIA U CHUXKXCHUC o0beMa IlBPI)KGHI/Iﬁ, MCIJICHHOC MBIIIJICHUEC, ITPEPBIBUCTHIC
JBYDKEHUS TIPU MOMNBITKE CrubaHMs-pa3sTuOaHus KOHEYHOCTEHW (CHMOTOM «3y04aroro
KOJIGC&»), [apkaromas moxoaKa, 1p0Kb, CHUKCHUC WX OTCYTCTBHUEC ABMIKCHU A MBIIIIT JIMNLIA
(MHUMUKH), CKOBAHHOCTb MBI, CIIFOHOTEUCHHUE.

Yacrto (MOryT BO3HHKATh He Oojice ueM y 1 yemoBeka u3 10):

YBEIMYCHUE MACCHI Tela,

CHIDKEHHE WJIM MOBBIIIEHHUE allleTUTa,

CHIDKEHHE TIIaMsATH, HapylICHWe BHUMAaHWs, HapylIeHHE MBIIUICHUS (KOTHUTHBHOE
PaccTporcTBO),

0OeCCOHHHUIIA,

TpeBoOra,

HapylIeHUs CHa (COHJIMBOCTh, HEOOBIUHBIE/KOIIMAapHbIE CHOBHJEHHUS, HapylICHHE
3achllaHusl, paHHee NPoOyXAeHUE, TyHATU3M),

roJI0BHAs 00Jb,

BSJIOCTb,

TOJIOBOKPY)KEHHUE,

HEMpPOU3BOJIbHBIE BpallaTelbHbIe JBUKEHUS Tella U KOHEYHOCTeH ¢ (OopMHUpOBaHUEM
HEECTECTBEHHBIX (TATOJIOTHYECKUX) 03 (IUCTOHHMS),

CKpeXKeTaHne 3y0amMH WM Ype3MEpHOEe CKaTHe YeIoCTel, Hepa30opuuBas pedb
(Tu3apTpusi), HApyLICHUs PaBHOBECHS, CIIOHOTEUYEHHUE, IIATKOCTh MOXOJKH, HapylleHHe
JIBIDKCHUH sI3bIKA (IKCTpANMpaMUIHbIE HAPYIICHUS U JBUTATEIbHBIC PACCTPOUCTBA),
HEUYETKOCTh 3pEHH,

yYaIleHHOE, HEPETYIIIPHOE CepALeOneHre (TaXuKapIus/TaXuapuTMus),

MOBBIIIIEHUE apTEPHATILHOIO 1aBJICHNU,

CHIDKEHHE apTepHaIbHOTO JIaBJICHNUS,

TOIITHOTA,

3arnop,

pBOTA,

HapyIIeHHE NHUIEBAPCHUS (IUCIIETICHS),

CYXOCTbh BO PTY,

MOBBIIIIEHHOE MOTOOT/IeJIeHUEe (TUIIEPTHIPO3),

00JIb B CycTaBax, MBIIIIAX, CIIMHE, KOHEYHOCTSIX, YSIIOCTH (CKEJIeTHO-MbIIIeuHas 00JIb),
YTOMIJIIEMOCTb.



N3MmeHenuns B aHaan3ax:

HapYIICHHE HOPMAILHOTO COOTHOIIICHUS JIUITHI0B KPOBH (JIMCITUITUAICMUS),

MOBBILICHHE YpOBHS bepMeHToB (e (9301 (amanmHaMuHOTpaHC(Epasbl,
acnapraTaMUHOTpaHc(epasbl), OTKIOHEHUE Tab0paTOPHBIX MOKa3aTeNel PyHKIIMK TIeUYeHH,
MOBBILICHUE YPOBHS KpeaTHHPOCHOKHUHA3HI B KPOBH.

Heuacto (Moryt Bo3Hukath He Oosee ueM y 1 uenaoBeka u3 100):

caxapHbIii 1uader,

BHE3AITHOE ¥ TSHKEJIOE OMpPAavYeHHE CO3HAHMS (JIeIUpHUii),

Jernpeccus,

CIIyTaHHOCTb CO3HAHUA,

CHIDKCHUE WM YBEIIMYCHHUE MOJOBOTO BiieueHHs (JIMOUI0),

HapyIIeHHE OJIOBOW (QYHKIIMH y MYKUHH (IPEKTUIIbHAS TUCHYHKIIHUS),

HApYIICHUE CEMSIU3BEPIKCHUS (IAKYIILUH),

HapylIeHUEe opra3ma,

U3BpallieHre BKyca (IUCreB3us),

COCTOSIHHE TIOXO0XKEE Ha COH (JIeTaprusi),

U3BpAICHUE OIIYyUICHH TpPH TNPUKOCHOBEHHH K KOXe ([M3eCcTe3us), Hampumep,
nuckoMpopT wiu 00Tk,

HENPOU3BOJIbHBIE JBMXKEHUSI, Yallle BCETO A3bIKA UJIH JIMLA, KOTOPBIE MOTYT MOSIBIATHCS KaK
IpU KPaTKOBPEMEHHOM, TaK U JJIUTEIbHOM JICUEHUH (JTUCKUHE3USI/TIO3JHSIS JUCKUHE3HS),
OHEMEHHE WM OIlYIIEHNE TOKAJIbIBaHUS (TapecTe3us),

CYZOPOXKHbIE MTPUIAIKU/CYAO0POTH,

CHIDKEHHE YMCTBEHHOH JIeATEIILHOCTH,

pasapa)keHue ria3, YyBCTBO AOKEHHUS, OLIYLIEHHME MHOPOAHOIO Tejla B IJa3y, CyXOCTU
(cMHIPOM CyXOro riasa),

MOBBILIEHHOE BHYTPUIJIA3HOE J1aBJICHUE,

HapymeHne (OKYyCUPOBKH 3peHHUs (aKKOMOALNH ): BOIM3H U BAAJIH,

CHMIKEHHE OCTPOTHI 3pEHHH,

HOBBIIICHHAs] YYBCTBUTEIILHOCTS IJ1a3 K cBeTy (poTtododust),

OLIYIIIEHHE BpallleHus (BEPTUTO),

IIyM B yIlIaX,

3aMeJJICHHOE HeperyisipHoe cepaieOneHne (OpaguapuTMusi), HapyIIeHHE CepleyuHOil
IIPOBOAMMOCTH (B TOM UHMCII€ aTPUOBEHTPUKYJIsIpHast Oiokana 1 creneHu),

otksionenue DKI' ot HOpMbI: yanuHeHue uHTepBaia QT, n3menenue 3youa T, CHIDKEHUE
3yona T, cHmkeHue cermenta ST,

OIIYIICHUE CepIlIeOneHHUS,

BBIPQ)KEHHOE CHIKEHHME apTepUaIbHOTO JaBJICHUS NMPU M3MEHEHHUM IOJIOKEHMs Tesla Ha
«CTOS» WU «CHUJIs» (OpTOCTaTUYECKasi TUTIOTEH3HS ),

OIIYIICHUE «IIPUITMBOBY KPOBH,

UKOTA,

U3XKora, OTpbIKKa, 00JIb B TOpJIE, ®HUBOTE (racTpod3odareanbHast pediiokcHas 00JIe3Hb),
BOCTIJICHUE JKeTyKa (TacTpuUT),

B3]IyTHE KUBOTA,

HapyIIeHHe TI0Tanus (qucarus),

KOYKHBIN 3Y/1,

KO>KHas! ChITIb,

MbIIIeYHas Cl1a00CTh,

3aTpyIHEHHOE, 00JIe3HEHHOE MOYCHCITYCKaHHE (TU3YPHsI),

4acToe MOYCHCITyCKaHHE (TTOJUIAKUYPHS),

OTEK,

MOBBIIIEHUE SHEPTHH,



- Kaxa.

H3MmeHeHus B aHAIN3axX:

- YMEHBIICHUE KOJHUYECTBA SPUTPOIIUTOB (aHEMHUSI),

- YBEJIUYCHUE KOJIMYECTBA 303MHO(PIIOB (Pa3HOBUIHOCTH JIGHKOIIMTOB) — S03UHO(DUITHS,

- CHIDKEHHE YPOBHS TOPMOHA B KpPOBH, DPETYJIHMPYIOHIETO pabOTy HIUTOBUIHOMN IKEIE3bI
(THPEOTPOIHBIN TOPMOH),

- OTKJIOHCHHE COJICP)KaHMS HATPHsI OT HOPMAJIbHBIX 3HAYCHUH B KPOBH,

- MOBBIIICHUE YPOBHS caxapa B KPOBH,

- MOBBIIICHUE YPOBHS HHCYJIMHA B KPOBHU (THIICPUHCYIHHEMHS),

- MOBBIIICHUE YPOBHS X0JECTEPUHA B KPOBH (THIIEPXOJIECTEPHHEMU),

- MOBBIIICHUE COIEPIKAHMSI KEITYHOTO MUTMeHTa (OMIHpyOrHa) B KPOBH.

Penko (MoryT Bo3nukath He Oosiee ueM y 1 uenoBeka u3 1000):

- CHIDKCHHUE PaOOTHI IIUTOBHUIHOM KeJe3bl (TUIIOTUPEOHTH3M),

- HOTeps MaMsITh (aMHE3Hs),

- HECIOCOOHOCTh IOHMMATh Pe4b U TOBOPUTH (adasus),

- MOMYTHEHHE XpYCTallMKa ria3a (Karapakra), KOTOpoe MPUBOAUT K YXYALICHUIO 3PEHUSI.
V3meHenus B aHanum3ax:

- YMEHbIIIEHUE KOJINYECTBA JICHKOIUTOB B KPOBU (HEUTPOIICHUS).

HeusBectHo (MCXOO W3 HMEIOMIMXCS JaHHBIX YacTOTYy BO3HMKHOBEHHUS OIPEICIUThH

HEBO3MOXHO):

- IpOXb (TpEeMOp), CKOBAaHHOCTb W/WIM CIA0OCTh MBI, COHJIMBOCTh, BO30YXKIEHUE,
npoOJaeMbl C  JbIXaHHEM W TPYAHOCTH C KOpPMJICHHEM (CHHIPOM «OTMEHBI» Y
HOBOPOX/ICHHBIX ), CM. TaKXke pasjen «bepeMeHHOCTh, IEPHO/I TPYAHOTO BCKApMIIMBAHUS
(bepTHUIBHOCTDY.

Coo0uieHue 0 HexKe1aTeIbHBIX PeaKIusaX

Ecnu y Bac Bo3HUKaIOT Kakue-TH00 HeXeNaTeIbHbIE PEaKIK, TPOKOHCYIbTUPYUTECH C BPAUOM.
JlaHHas peKOMEHIAIMs pacTIpOCTPAHSETCS] Ha JTI00bIe BOBMOXKHBIE HE)KeJIaTelIbHbBIE PEaKIiH, B
TOM 4YHCJIE€ Ha HE IEpeyuClIeHHbIE B JIMCTKe-BKIajblmie. Bbl Takke MokeTe COOOLIUTH O
HEXKEJIATENbHBIX PEeaKIsIX HalpsIMyl0 Yepe3 CHCTeMYy COOOIIEHHWH TocynapcTB — UJICHOB
EBpazuiickoro skoHoMuueckoro coro3a. CoolIas o HeKelaTeslbHbIX peakuusx, Bel momoraere
MOJIYYUTH OOJIBIIIE CBEACHUIN 0 0€301IaCHOCTH Mpermapara.

Poccuiickas ®@eoepayus

®denepanbHas city:x0a 1o Haa30py B cepe 3ApaBOOXpaHEeHUs

Anpec: 109012 r. MockBa, CnaBstHcKast Tuiomiaib, 1. 4, ctp. 1

Tenedon: +7 800 550-99-03

DnekTpoHHas noyra: pharm@roszdravnadzor.gov.ru

Wntepner-caiit (CaliT B HMHPOPMALMOHHO-TEIEKOMMYHUKAIIMOHHONW ceTH «lHTepHeT»):
https://www.roszdravnadzor.gov.ru

Pecnyonuxa benapyco

Pecnybnukanckoe yHuTapHoe npeanpusitue «LleHTp SKcmepTH3 W HMCOBITAaHUM B
3JIpaBOOXPAaHEHHUI

Anpec: 220037 r. Munck, nep. ToBapumieckuii 2a

Otnen gpapmakoHaa3opa

Tenedon: +375 17 242-00-29

DnekTpoHHas nmoura: repl@rceth.by

Wnrepner-caiit (CaldiT B MHGPOPMALMOHHO-TEIEKOMMYHUKAIIMOHHONW ceTH «lHTepHeT»):
https://www.rceth.by



Pecnybnruxa Kasaxcman

PI'TI na ITXB «HauuoHaJIbHBIN HEHTP SKCHOEPTHU3bI JIEKAPCTBEHHBIX CPEICTB M MEIUIIMHCKHUX
u3nenuiiy Komwurera MeauuuMHCKOrOo U (apMaIeBTHYECKOrOo KOHTPOJs MuUHHUCTEpCTBa
3npaBooxpaneHus Pecnyonuku Kazaxcran

Anpec: 010000 r. Acrana, yin. A. Umanosa, 13

Tenedon: +7 (7172) 235 135

OnextponHas noyra: pdlc@dari.kz

WNurtepuer-caiit (CalltT B  uH(pOpMAIMOHHO-TEIEKOMMYHUKAITMOHHOW cetn  «HTEepHET»):
https://www.ndda.kz

5. Xpanenue npenapara Pearnina®
Xpanure npenapaT B HEIOCTYITHOM Ul IETEH MecTe.

JlaTa HCTeYEeHHsI CPOKA FOAHOCTH (CPOKA XpAHEHHs)

He npumensiite npenapar nocjie UCTEUEHUS CpoKa TOAHOCTH (CpOKa XpaHEHHUs), YKa3aHHOTO Ha
OJIUCTEpHOM yrakoBKe M KapTOHHOMU nauke («l'ozieH 10:»).

JlaToii ucTeueHns CpOKa FOJTHOCTH SBIISICTCSA MOCIEIHAN IEHb MECALA.

YciaoBus XxpaHeHust
XpaHuTh OaMCTEp BO BHEIIHEH YIAKOBKE JUIsl TOTO, YTOOBI 3aLUTUTh OT CBETA.
JlexapcTBeHHBIH Npenapar He TpeOyeT crielnaIbHbIX TEMIIEPATYPHbBIX YCIOBUN XpaHEHUS.

IIpenynpe:xxaenusi 0 NpU3HAKaxX HENPHUTOJHOCTH Mpenapara K IpMMeHeHUuI0

He BbIOpachiBaiiTe mpemnapar B KaHaJIM3alMIO WIK BMECTE C OBITOBBIM MYCOPOM. YTOYHHUTE Y
paboTHHKA anTeKH, KaK CJelyeT yTHIM3HPOBATh MpenapaT, KOTOPHIA OoJble He TOTpeOyeTcs.
OTH MepBbl NO3BOJIST 3aUTUTh OKPYXKAIOLIYIO CPELy.

6. Coaep:kuMoe YIAKOBKH M IIPOYHe CBeleHHs

IMoaiHOe MepeuncieHue 1edCTBYIOMMX H BCIOMOraTeIbHbIX BelllecTB

Ipenapar Pearuna® comepxut

Kancynet 1,5 Mr

JlelicTBYIOIIUM BEIIECTBOM SIBJIIETCSl KapurpasuHa ruapoxiopus 1,635 Mr (SKBHBaJIEHTHO
Kapunpasuny 1,5 mr).

BcnoMoraTensHbIMU BEILIECTBAMHU SIBJISIFOTCA: KpaXMall KyKypYy3HbIH NpekelaTHHU3UPOBAHHBIMH,
MarHusi creapar.

TBepaast xenaTuHOBas Karcyna, pasmep Ne 4 (kpblimieyka: jkenaTHH, THTaHa auokcun E171;
KOPITyC: *eJaTuH, TutaHa quokcua E 171).

CocTtaB yepHWJI YepHOIO L(BETa /ISl MeyaTh: KpacuTelb kene3a okcua depHelii E172, memnak,
9TAHOJI, BOJIA, IPOTHJICHTINKOJIb, U30TPOIIAHOM, OYyTaHOJI, aMMHUAK BOIHBIN, KIS THIPOKCHI.

Karncyinbt 3 mr
JlelicTBYIOIIUM BEIIECTBOM SIBIIsI€TCSl KapumpasuHa ruapoxiaopus 3,270 Mr (SKBHBaJIEHTHO

KapumnpasuHy 3 mr).

BcenomoraTtenbHbIMU BEIIECTBAMU SIBISIOTCSA: KpaxMall KYKypY3HbIi NpeKelIaTUHU3UPOBAHHBIM,
MarHusi creapar.

TBepnmas >kenatuHoBasi Karcyna, pasmep Ne 4 (kpwllneuka: jkenaTHH, THTaHa nuokeua E171,
KpacuTemb kene3a okcu xkenTeiid E172, kpacurens OpuummanToBeiid ronyooit E133, kpacurens
KpacHblii ouapoBarenbHblil E129; kopnyc: xxenatun, Tutana nuokeng E171).

CocTtaB 4epHUJ YEPHOTO IIBETA JUIsl TIeYaTH: KpacUTeNb Keje3a okcua dyepHbeid E172, mennak,
3TaHOJI, BOJIa, IPOMHUJICHIJIUKOIb, U30MPOIIAHOM, OyTaHOJI, aMMUAK BOJIHBIN, Kl THIPOKCHUI.



Kancynser 4,5 mr

JlelicTBYIOIUM BEIIECTBOM SIBIIsIeTCsl KapumpasuHa ruapoxiopun 4,905 Mr (SKBHBaJICHTHO
Kapurnpasuny 4,5 mr).

BcnomoraTtenbHbIMH BEIIECTBAMU SIBIISIIOTCS: KpaxMall KYKYPY3HBINA MPEKEITaTUHU3NPOBAHHBIM,
MarHusi creapar.

TBepaas sxenatuHoBas Karcyna, pasmep Ne 4 (kpbieuka: jkKelaTHH, TUTaHa auokcun E171,
KpacuTelb keJe3a okcu xkenTeiid E172, kpacutens OpuummanToBeiid ronyooit E133, kpacurens
KpacHblil ouapoBarenbHblil E129; kopnyc: xenatuH, Tutana auokeun E171, kpacurens xenesa
okcun kenteii E172, kpacutenb OpwiuianToBbiii Tony6oit E133, kpacutenb KpacHbBIN
ouapoBarenbHblil E129).

CoctaB uepHmI 0esioro IBeTa Jjs MedaTu: Iiazypb (apmarieBTHUEcKas [IIesiaka pacTBOp B
sTanone], Turana aguokcua E171, uzonpomnanosn, aMMuak BOAHBINA, OyTaHO, TPOMUICHIJIMKOb,
CUMETHKOH.

Karnicyibl 6 mr
JlelicTBYIOIUM BEIIECTBOM SIBJIIETCSl KapurpasuHa ruapoxiopun 6,540 Mr (SKBHBaJICHTHO

KapumpasuHy 6 mr).

BcnomoraTtenbHBIME BEIIECTBAMU SIBIISIIOTCS: KpaxMall KYKYPY3HBIA MPEKEITaTUHU3NPOBAHHBIM,
MarHusi creapar.

TBepaas sxenaruHoBas Kamcyna, pasmep Ne 3 (kpbllieuka: jKelaTHH, THTaHa auokcua E171,
KpacuTelnb OpuiuuanToBbIi romy6oit E133, kpacutens kpacHblit ouapoBatenbsHbiii E129; kopmyc:
JKenaTuH, Tutana quokeun E171).

CocraB 4yepHUI YEPHOIO LIBETa JUIsl NeYaTH: KpacUTeNb Kene3da okcua depHeii E172, mennak,
ATaHOJI, BOJA, MPONMWICHIITNKOIb, U30MPOIAHO0JI, 0yTaHOJ, aMMHUAaK BOJHBIHN, KA THIPOKCHU]L.

Buewmmnuii Bux npenapara Pearnia® u cogepkuMoe ero ynaKkoBKH

Kancyibl 1,5 Mr

TBepapie xenmaTUHOBBIE Karcyinbl, pasmep Ne 4. Kpelmeuka karcynsl — Oenas Henmpo3payHas,
KOpITyc Karcynbsl — Oenblii Henpo3pauHblidi. Ha kopmyc kamncyssl HaHeceHa Haamuch «GR 1.5»
YEPHBIM LIBETOM.

Kancyinbl 3 mr

TBepaple KenaTuHOBBIE Kancyibl, pasmep Ne4. Kpeimeuka Kamncyiasl — CHHe-3€JI€Has
HeMpo3payHasi, KOpITyc KarcyJibl — 0esblii Henmpo3pauHblil. Ha kopiyc karcysibl HaHeceHa HalHuCh
«GR 3» yepHBIM LIBETOM.

Kancyibl 4,5 Mr

TBepnple KenaTuHOBBIE Kamncyibl, pasmep Ne4. Kpeimeuka Kamncyiasl — CHHe-3€JI€Has
HEIpO3payvHasi, KOPITyC KalcCyJibl — CHHE-3€JIEHbIN Henpo3pauHbli. Ha kopItyc Karcynsl HaHeceHa
Haanuck «GR 4.5 GenbiM nBETOM.

Karncyiel 6 mr

TBepnple >kenmaTUHOBBIE Karcynbl, pasmep Ne3. Kpeimeuka Kkamcynbsl — ¢duoneroBas
HeMnpo3payHasi, KOpITyc KarcyJisl — 0esblil Henmpo3pauHblil. Ha kopryc karcysibl HaHeceHa HalHuCh
«GR 6» yepHBIM LIBETOM.

ITo 7 xamcyn 1,5 mr, 3 mr B 6muctep u3 [IBX/IID/TIBAX u antomununeBoit ¢honwru. [lo 1 wmm 4
OnmcTepa BMeCTe C TUCTKOM-BKJIA/IBIINIEM TOMEIIAIOT B KAPTOHHYIO MUKy .

ITo 7 xancyn 4,5 mr, 6 mr B 6suctep u3 [IBX/TTD/TIIBIX u amtomunueBoi gonsru. [1o 4 6auctepa
BMECTE C JJUCTKOM-BKJIAJIBIIIEM IOMEIIAIOT B KAPTOHHYIO MAYKY.

Jlep:xkaTe/ib perucTPpaluOHHOIO YA0CTOBepPeHusl
Benrpus

OAO «I'eneon Puxrtep»

Gedeon Richter Plc.
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1103 Gyomroi st. 19-21, Budapest, Hungary
Tenedon: +36-1-431-4000
Dnexrponnas moyra: drugsafety@richter.hu

IIpousBoauTen
1. OAO «I'edeon Puxmepy
1103 bynanemr, yiu. démpéu, 19-21, Benrpus

2. AO «I'EJJEOH PUXTEP - PYC»
Poccus, MockoBckast 00:1., ropojickoit okpyr Eropeesck, moc. Illysoe, yiu. Jlecuas, 1. 40

3a 1000 mHdopmanmeii o mpenapare, a Tak:ke B cIy4yae BO3HHKHOBEHHMsS TpeTeH3Mii
cieayeT o0pamaThes K NPeACTABUTEII0 AepKaTelisl pericTPAMOHHOIO Y10CTOBEPEHUSI:

Poccuiickas ®@eoepayus

[IpeacraButensctBO OAO «I'eneon Puxtep» (Benrpusi) r. Mocksa
Anpec: 119049 r. MockBa, 4-i1 JIoOpbIHUHCKHII TIEp., TOM 8
Temedon: +7 495 987-15-55

Onekrponnas noura: drugsafety@g-richter.ru

Pecnybnuxa benapyco

[TpencraButenbetBo OAO «I'eneon PuxTtep» B Pecnybnuke bemapych
Anpec: 220004 r. Mumnck, rip. [To6enureneit, nom 5, opuc 505
Tenedon, dpaxc: +375 17 272-64-87

Tenedon, dakc: +375 17 215-25-21

Onexrponnas noyra: drugsafety.by@gedeonrichter.eu

Pecnybnuxa Kazaxcman

[TpencraButenbctBo OAO «I'eneon Puxtep» B Pecny6nuke Kazaxcran
Anpec: 050008 r. Anmartsl, yi. Tone bu 187

Tenedon: +7 7272 58-26-23 (mpeTeH3uu 10 Ka4ecTBY),

+7 7272 58-26-22 (papmakonanzop), +7 701 787-47-01 (papmakoHamz3op)
Onekrponnas noura: info@richter.kz; pv@richtergedeon.kz

JIaHHBIA JTMCTOK-BKJIAABIII IEPECMOTPEH

04/2025

[IpencraBieHHbIE aHHBIE O JIEKAPCTBEHHOM TMpemnapare OyAyT MpPOBEPSTHCS U JAOMOIHSATHCS
HOBBIMH CBEJICHUSIMHU, U TI0O MEPE HEOOXOIUMOCTH JINCTOK-BKJIABIII OYAET OOHOBISATHCS.

IIpoune ncToOYHMKH HHPOPMALMHU
[ToxpoOHBIE cBeieHus O TipenapaTe colepxkarcs Ha BeO-caiite Coro3a https://eec.eaeunion.org.

11


mailto:info@richter.kz
https://eec.eaeunion.org/

OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O ITPEITAPATA
Pearuna, 1,5 mr, kancyssl

Pearuna, 3 Mr, Kancysmbl

Pearuia, 4,5 mr, Karncysbl

Pearuia, 6 mMr, KarncyJsbl

2. KAUECTBEHHBIN U KOJIMYECTBEHHBIN COCTAB
JlelicTBytolIee BEUIECTBO: KapUIlpa3uHa FUIPOXIOPU/I.

Pearnna, 1.5 Mr, Kamcyibl

Kaxnas xamncyma coaepuT KapumnpasuHa ruapoxyiopus 1,635 Mr (SKBHBaJICHTHO KapUIpa3uHy
1,5 mr).

BcrnomoratenbHble BelecTBa, HaJM4KWe KOTOPBIX HAAO YYUTHIBATH B COCTAaBE JIEKAPCTBEHHOTO
npenapara: KpacuTelb Jene3a okcul YepHbiid E172, turana nuokeun E171 (cm. pasnen 4.4).
[TonHbIN IepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

Pearuma, 3 mMr, xancvyisl

Kaxnas xancyma coneput kapunpasuHa ruapoxsiopus 3,270 Mr (3KBHBaJICHTHO KapUIPa3uHy
3 Mr).

BcnomoraTenbHble BelECTBa, HAJMYME KOTOPBIX HA/J0 YYUTHIBaTh B COCTaBE JICKAPCTBEHHOI'O
npenapara: TutaHa nuokcua E171, kpacutens sxene3a okcun xentelid E172, kxpacurens xenesa
okcua uepHbli E172, kxpacurens OpwinuaHtoBbiii ronyoor E133, kpacurens KpacHbII
ouapoBarenbHblii E129 (cM. pa3nen 4.4).

[TosHBINM epeueHb BCIIOMOTaTeIbHBIX BEIIECTB IPUBEAEH B paszeie 6.1.

Pearuia, 4.5 Mr, Karcyiisl

Kaxnas xancyma coneput kapunpaszuHa ruapoxiopus 4,905 Mr (SKBHBaJICHTHO KapUIpa3uHy
4,5 mr).

BcrniomoraTenbHble BELECTBA, HAJIMYME KOTOPBIX HAJO YYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npenapara: tutaHa guokcun E171, kpacutenb »xene3a oxcupn skenteii E172, kpacurens
OpuinanToBbiit Toyooi E133, kpacutens kpacHbli ouapoBaTenbHbiil E129 (cMm. paznen 4.4).
ITonHBIN IepedeHb BCIIOMOTaTeIbHbIX BELIECTB IPUBEACH B paszeine 6.1.

Pearuna, 6 Mr, Kancyibl

Kaxxgas kancyna copepXUT KapunpasuHa ruapoxiaopusa 6,540 mMr (3KBUBaJIEHTHO KapHUIIPa3UHY
6 mr).

BcnomorarensHbie BCIICCTBA, HAJIMYUC KOTOPBIX HAAO YUUTBIBATH B COCTABC JICKAPCTBCHHOI'O
12



npenapara: TutaHa auokcun E171, kpacutens »kenme3a okcua udepHbld E172, kpacurenb
OpmimranToBbiil romyooit E133, kpacurens kpacHblil ouapoBatenbHblid E129 (cM. paznen 4.4).

[TonHbll epevyeHb BCIOMOTATEIbHBIX BEILIECTB MPUBEJICH B pasnene 6.1.

3. JJEKAPCTBEHHAS ®OPMA
Kancynbl.

Pearuma, 1,5 Mr, KarcyJisl

TBepubie kenaTuHOBbIE Kamcynbl, pa3mep Ne 4. Kpeiieuka kamncyiasl — Oenasi HEIpo3padHas,
KOpIyC Karcyiabsl — Oenblii Herpo3pauHblid. Ha kopryc kamncynbl HaHeceHa Haamuch «GR 1.5»
YEPHBIM I[BETOM.

Pearuma, 3 Mr, xancyisl

TBepable KenmaTMHOBBIE Karcyinbl, pasmep Ned. Kpelmedka Kamncynbl — CHHe-3€JeHas
HeMnpo3payHasi, KOpITyc KarcyJsisl — 0esblil Henmpo3pauHblil. Ha kopiyc karcysibl HaHeCceHa HaluCh
«GR 3» yepHbIM IIBETOM.

Pearuna, 4.5 Mr, KarcyJiisl

TBepnple kenaTuHOBBIE Kamncynbl, pasmep Ne4. Kpeimeuka Karncyiasl — CHHe-3elIeHas
HENpo3pavHas, KOPILyC KarcyJibl — CHHEe-3eJIeHbII Henpo3pauHblii. Ha kopryc karncynbl HaHeceHa
Haanuch «GR 4.5 OebIM IBETOM.

Pearuma, 6 Mr, xancvyisl

TBepnple >kenmaTUHOBBIE Karmcynbl, pasmep Ne3. Kpeimeuka kamcynbsl — ¢duoneroBas
HEMpo3pavHas, KOPIyc Karcyibl — Oemblii Henpo3pauHblid. Ha kopmyc karcyssl HaHeceHa Ha/IluCh

«GR 6» yepHBIM IIBETOM.

4. KIIMHUYECKHUE JAHHBIE

4.1. IToka3aHus1 K IPUMEHEHHUIO

IIpenapar Pearnna nokasaH s J€4€HHs Y B3POCIBIX MTALIUEHTOB:

- mu3odpeHud;

- MaHMAaKaJIbHBIX MM CMEIIAHHBIX SMU30/I0B NP OUIOISPHOM paccTpoicTse | THma;

- JIeTIPECCHUBHBIX 3MU300B Mpu OunosipHoM pacctpoiictse | Tuna (GumonspHoi nenpeccun);

- Oompmoro aenpeccuBHoro paccrpoiictBa (b/IP) B kadecTBe mOmONHEHUS K Tepamuu
AHTH/ICTIPECCAHTAMU.

4.2. PexxuMm 103MpOBaHNs U C1IOCO0 NPUMEHEHUs!

Pexxum go3upoBaHus

Huzoppenus
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PexoMennyemas HauanbHas 403a KapunpasuHa coctasisger 1,5 mr 1 pa3 B cytku. B nanbHeiimem
7103y MO’KHO MEJUIEHHO MOBBIIIATH € MIaroM 1,5 MI/cyT 10 MaKCUMalbHOU 103bI 6 MI/CYT.
Munumanbayo 3G QeKTUBHYIO 103y ONpeneNseT JeYalii Bpad Ha OCHOBAaHMH KIMHHYECKOU
OLICHKU. B CBf3M ¢ ANUTENbHBIM IEPHOJOM MOJYBBIBEJCHHUS KapuIlpa3uHa U €ro aKTHUBHBIX
MeTaboIUTOB, U3MEHEHHUSI J103bI OKA3bIBAIOT HEOOJBIIIOE BIUSIHNUE HAa KOHIIEHTPAIMIO IIperapara B
IUIa3Me KPOBU B TEUCHHME HECKOJIbKHX Heaenb. HeoOxommmo HaOmonaTh 3a HeXelaTeIbHBIMU
peakuusAMU ¥ OTBETOM IAlIUEHTOB HA TEPAIIMI0 B TEUEHUE HECKOJIBKUX HEZENb I0CJE Hadaja
preMa KapumpasuHa U Mociie Kaxa0ro M3MeHeHUs 10361 (CM. pasnen 5.2)

ManuakanvHule unu cmeulantvle dnU300bl NPU OUNOAAPHOM paccmpoticmee I muna
PexoMeHnmyeMmblid uama3oH 103 cOCTaBiseT OT 3 Mr 1o 6 mr 1 pa3 B cyTtku. HavanbHas mo3a
KapunpasuHa cocTaBisieT 1,5 Mr M MOXET ObITh yBENWYEHa A0 3 MI Ha BTOpOM JeHb. B
3aBUCUMOCTH OT KJIIMHUYECKOI'0 OTBETA U EPEHOCUMOCTH JlajbHEIIee OBBIIIEHUE JJ03bI MOKET
OBITH BBIMOJHEHO C maroM 1,5 mMr wiam 3 mr. MakcumanbHasi peKOMEHIyemasi J103a COCTaBJIsIeT
6 Mr/cyr. B KpaTKOCPOYHBIX KOHTPOJHPYEMBIX HCCIEAOBAHUAX JO3bl BBIIIE O MI/CYyT He
obOecrieunBaroT mpupocta 3G(HEKTUBHOCTH, JOCTATOYHOIO Ui TOTO, UTOOBI TEpEeBECUTh
J10303aBUCUMbIE HEXKEJIATENIbHbIE PEaKLIUU.

lenpeccusnvle 3nu30061 npu bunonsipHom paccmpotvicmee I muna (bunonsapuas oenpeccust)
HavanbHas no3a kapunpasuna cocrasisieT 1,5 mr 1 pa3 B cyTku. B 3aBUCUMOCTH OT KIIMHUYECKON
pPEaKIuu 1 MepeHOCUMOCTH 71032 MOKET OBITh yBeNn4eHa 0 3 Mr 1 pa3 B CyTKU Ha MSATHAALATHIHA
neHb. MakcuManbpHasi peKoMeHyeMas 03a coCcTaBisgeT 3 Mr 1 pa3 B CyTKH.

bonvwoe oenpeccusnoe paccmpoiicmeo (B/[P) (6 «kauecmee OononinweHus K mepanuu
anmuodenpeccaHmamu)

Hauanphas no3a kapunpasuna coctasisiet 1,5 mr 1 pa3 B cyTku. B 3aBUCUMOCTH OT KIIMHUYECKOU
PEaKIuu ¥ MepeHOCUMOCTH 71032 MOXKET OBITh yBeNn4eHa 70 3 Mr | pa3 B CyTKU Ha MATHAALATHINA
JeHb. B KJIMHMYECKMX HCCIEIOBAHUIX TOBBIIEHUWE 03l C HMHTEPBAIOM MeHee 14 nHel
IPUBOJMIIO K YBEJIIMYEHHUIO YaCTOThI HEKEIATEeNbHBIX peakuuil. MakcuManbHasi peKOMEH Iyemast
J103a cocTaBiisieT 3 Mr 1 pa3 B CyTKH.

Ilepexoo ¢ opyaux anmuncuxomudeckux npenapamos Ha Kapunpasuu

IIpu mnepexome ¢ JieuyeHUs JPYrUMU AHTUIICUXOTHYECKMMHU IMIpenaparaMu Ha JIeUYEHUe
KapUIIPa3HHOM ClIeAyeT paCCMOTPETh BOZMOKHOCTh MOCTENIEHHOT O MEPEKPECTHOIO TUTPOBAHMUSI C
MOCTETIEHHBIM CHUKEHHEM JI03bI NMPEABLAYIIETO Mpenapara Ipyu 0AHOBPEMEHHOM Hauajsle puema
KapuIpasnHa.

Ilepexoo ¢ kapunpaszuna Ha Opyeue aHMUNCUXOmu4ecKue npenapamol

[Ipu mnepexone c¢ JedeHUs KapUIIPasMHOM Ha JI€UEHUWE JAPYTUMHU aHTHUICHUXOTHYECKUMU

npenaparaMu MOCTENEHHOTO IMEPEKPECTHOTO THTPOBAaHUS HE TpeOyercs, HEoOXOJUMO HadaTh
14



IpUeM HOBOTO AHTUIICMXOTHYECKOTO TpenapaTra B MHHAMAQJIBHOW J[03€ TIIOCIIE OTMEHBI
kapumnpasuHa. CienyeT y4YWThIBaTh, 4YTO KOHIICHTpAIMs KapUIpa3uHa H €ro aKTHBHBIX
MeTaboNUTOB B IUIa3Me KpoBU cHusuTcs Ha 50% mnpubmusurensHo uepe3 | Hemeno
(cMm. pasgen 5.2).

Ilpuem nponywenroii 003w

Ecnu manueHT nmporyckaer mpreM 036l Ipenapara, ClielyeT MPUHATH e¢ Kak MOXKHO ckopee. Eciu
npuOIMKAeTCs BpeMs prueMa CIIeIYIOIIeH 036l pernapaTa, TO MalHeHTY He CIelyeT IPUHUMATh
IPOMYIICHHYIO 703y, & IPUHATH OYEPEIHYIO 103y B COOTBETCTBHH C OOBIYHBIM PEKHUMOM MpHEMa
npenapara. He ciemyer nmpuHMMaTh ABOHHYIO 1103y, YTOOBI KOMIIEHCHPOBATH IMPOIYIICHHYIO
703Yy.

Oco0BbIe IPVIIILI TAIUEHTOB

Tayuenmsi nodcunozo eospacma
JlaHHBIX O MPUMEHEHUH KapHUIpa3uHa y MalMeHTOB B BO3pacTe 65 JIeT U cTaplile HeIOCTaTO4HO,
YTOOBI BBISIBUTH PA3JINYMs B OTBETE HA JICYCHHE N0 CPABHEHUIO ¢ OOJIee MOJIOBIMHU HAlMEHTaMU
(cM. pasmen 5.2). BwiGop 11036l y TMOXKHIBIX IMAlUEHTOB JOJDKEH IMPOBOTUTHCS C OOJBIICH
OCTOPOKHOCTBIO.
Tayuenmsi ¢ HapyweHuem QyHKyuy novex
VY NanMeHToB C JITKMM M YMEpPEHHBIM HapylmeHHeM (DYHKIHH TMOoYeK (KIUPEHC KpeaTHHHHA
(KK) >30 ma/mun 1 <89 mi/MHH) KOppeKIHs 1036l Ipenaparta He Tpedyercs. bezomacHocTh U
3¢ (PeKTUBHOCTh KapuIpa3WHa Yy TMAlMeHTOB C TSKENbIM HapylleHneM (QYHKIUH T[OYeK
(KK <30 mn/muH) He oneHuBaiuch (cM. pasgen 5.2). IlpuMeHeHwe KapumnpasuHa He
PEKOMEHIOBAHO y MAIIMEHTOB C TSHKEJIBIM HapyIIeHnEeM (DYHKITUH ITOYeK.
Ilayuenmul ¢ napywenuem ynkyuu nevenu
VY nanMeHTOoB ¢ JETKUM M YMEPEHHBIM HapylleHueM (QyHKUuHU neueHu (5—9 OansioB mo mkasie
Yaitna-IIet0) xoppekuus a03bl mpenapata He TpeOyercs. besomacHocTs U 3¢ deKTHBHOCTH
KapuIpa3uHa y MalMeHTOB C TSDKEIbIM HapylieHueM GyHkuuu nedenu (10—15 6annos no mkane
Yaitnn-I1et0) He omenuBanmuch (cMm. pasnen 5.2). [IpumeHeHue kapurnpaswHa y MAIUEeHTOB C
TSDKEJIBIM HapylIeHHeM (YHKIUU eYeHU HE PEKOMEHI0BaHO.

eTu
bezonacHocTh 1 3 PEeKTHBHOCTD MPUMEHEHUS KapHUIIpa3uHa y IETeH 1 OJJPOCTKOB B BO3PACTE 0
18 net He ycTtaHOBNEHBI. [laHHBIE OTCYTCTBYIOT.

Crooco0 rmpuMeHeHus

[Ipenapat Pearmia npuHumaercss BHyTpb 1 pa3 B CyTKH B OJJHO U TO K€ BpeMsI BHE 3aBUCUMOCTH
OT IMpucMa MMUIu.
[Tpu npueme kapurnpasuHa cieayeT u3oerats ynoTpeduenus ankorois (cM. pazzen 4.5)
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4.3. [IpoTuBONOKA3aAHUS

- I'unepuyBCTBUTENBHOCTH K JEHCTBYIONIEMY BEIIECTBY MM K TIOOOMY M3 BCIIOMOTATEIbHBIX
BELIECTB, [IEPEUNCIIEHHBIX B pa3zeine 6.1.

- OmgHOBpEMEHHBIH MprUeM MOIIHBIX HHrHOUTOpOB M30dhepmenTa CYP3A4 (cm. pazaen 4.5).

- OnxHOBpEMEHHBIN MPUEM MOIIHBIX WM YMEPEHHBIX MHAYKTOpoB m3odepmeHTa CYP3A4

(cm. pazzen 4.5).

IlanmeHTH MOKUJIOr0 BO3pacTa ¢ JeMEHIIMEH

[IpumeHeHue KapulipazuHa y MAlMEHTOB IOXKUJIOIO BO3pacTa C JAEMEHIMEeH He H3y4yalloCh.
Kapunpasun He peKOMEHAYEeTCs NMPUMEHATHh Y TaKMX IMallUEHTOB BBUJY IIOBBIIICHHOIO PHUCKa
o011eil cMEPTHOCTH.

4.4. OcoOble yKa3aHus U Mepbl PeI0CTOPOKHOCTH IIPH NPUMEHECHUH

C 0CTOPOKHOCTBIO

[Ipenapar Pearuna cienyeT NpUMEHSTh C OCTOPOKHOCTHIO: Y IMAIIMEHTOB C BBHICOKUM PHUCKOM
COBCpHIICHUA Cyunauga, C aKaTH3H€ﬁ, HCYCUAYMUBOCTBIO, MOBBINICHHBIM PHUCKOM HO3I[HCI>1
TUcKuHe3uu, OonesHpio llapkuHCOHA, HEHPOJENTHUECKUM 3JI0KAYeCTBEHHBIM CHHIPOMOM B
aHamMHe3e, Cy/lIOporaMH B aHaMHe3€ WM COCTOSHUSMH, CHIDKAIOIIMMHU TOPOT CYIOPOKHOMN
TOTOBHOCTH, KaTapaKTOH, y MalMeHTOB ¢ (PaKTOpaMu pHCKa Pa3BUTUS HMHCYJIbTA, CaXapHOTO
I[I/Ia6€Ta, q)aKTOpaMI/I PUCKAa Pa3BUTHUA TUICPIIIMKCMUH, PHUCKOM OXUPCHUA; CKIOHHOCTBIO K
apTepHalIbHON TUIOTEH3UHW (HampuMep, NpHU JerupaTalliy, THIIOBOJIEMUU, MPHU JICYCHUU
TUTMOTEH3UBHBIMU TpenapaTamMu), CepACYHO-COCYTIUCTHIMU 3a00I€BaHUSIMHI B aHAMHE3€, PUCKOM
BEHO3HBIX TPOMOOAIMOOINYECKHX OCIOXHEHUN (cM. pasznen 4.4). JKeHmUMHBI JAETOPOIHOTO
BO3pacTa JIOJKHBI MPUMEHATh BBICOKOA((EKTHUBHBIE MEpbl KOHTpAlENIMU BO BpeMsl IpueMa
KapuIipa3uHa 1, Kak MUHUMYM, 10 Heaenb nocjiae ero OTMEHBI.

CynimaanbHbIE MBICIU U IOBEICHUE

CyniuaansHoCcTh  (CyMUUAAQNbHBIE MBICIH, TONBITKM CyHMIMJAa W COBEPLIEHHBIH CYWUIIHN)
BO3MO’KHA Ha (poHE TcHux03a U 0OOBIYHO HAOJIOAETCS Cpa3y Mocie Havyaia JISYSHUsI WU T0CTie
nepexojia C Tepanud JAPYTUMHU aHTUIICUXOTHYECKHMMH TpermapaTamMu. B Xoge jeudeHus
AHTUTICUXOTHUYECKUMHU TIperapaTaMu TMalUueHThl C BBICOKUM PHCKOM CYHIIMJIA JOJKHBI
HAaXOOUTHCS 110 TIIATCIIbHBIM Ha6J'IIO}IeHI/IeM.

AKaTI/ISI/ISI, HEYCUIYMUBOCTH

AKaTH3US U HEYCUIUYUBOCTh SIBIISTFOTCSI YACTHIMU HEXENaTeTbHBIMU PEAKIIUSIMU TPU TPUMEHEHU U
AQHTUIICUXOTHMYECKUX  NpemapaTtoB. AKaTuU3Wsl — OTO  JABUTATEIbHOE  PacCTPOUCTBO,
XapaKTEepHU3yIoIeecss YyBCTBOM BHYTPEHHETO OECIOKOWCTBAa M MOTPEOHOCTHIO HAXOIUTHCS B

IIOCTOSAHHOM ABHXCHHH, a TAKXKXE TAaKUMH }I@ﬁCTBI/IHMI/I, KaK paCcKa4yuMBaHHEC KOpPITyCa B IMOJIOKCHHUU
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CTOS WM CHJs, TMOJHMMAaHHE HOT, HUMHTHpYOIIee XOap0y Ha MecTe, W CKpellnBaHHe-
packpeliMBaHUue HOT B TMOJIOKEHUH CHJsA. Tak Kak KapuIlpa3MH MOXKET BbI3BATh aKaTHU3UIO U
HCYCUAYUBOCTh, €TI0 CJICAYCT IMPUMCHATH C OCTOPOKHOCTHIO Yy HAIMCHTOB, Y KOTOPLIX YK€
HAOJIOATUCh CUMIITOMBI aKATH3UM WM €CTh TPEIPACIONIOKEHHOCTh K HEH. AKaTH3Us
pas3BuBaeTCs B Havase JieueHus. Clie10BaTebHO, BAYKHO MPOBOUTH THIATEILHOE HAOIOICHHE 3a
narureHTamMu B epBoi (ase seuenus. [IpoduiakTika BKIFOUACT OCTEIICHHOE YBEIIMYCHUE JT03BI;
j1eueOHbIe MCPONPUATHA BKIIFOYAIOT HEOOJILIIOE CHIKEHUE A03bI KapuIlpasruHa UK MIPUMCHCHUC
npernaparoB st KynupoBanusi skcrpanupamuaabix cumnromoB (DI1C). Jlo3a nmpemnapata MOXET
OBITh CKOPPEKTUPOBAaHA B 3aBUCHMOCTH OT WHIMBHIyaJbHOI'O OTBETA MAI[MCHTA HA JICUYCHUE U
nepeHocuMocTH (cM. pazaen 4.8).

Ilo3aHs8 TUCKUHE3US

[To3mHsAsT MUCKUHE3US — CHHAPOM, BKIIOYAOIIMK B ce0s IMOTEHIHAILHO HEOOpaTHUMBIE,
PUTMHYHBIE, HEMPOU3BOJIbHBIE IBUKEHHUS, TTIABHBIM 00pa3oM, sS3bIKa H/HUIIN JIU1A, KOTOPBIE MOTYT
BO3HHMKATh y TAIMEHTOB, MOJYYaIOIIMX AaHTUICUXOTUYECKHE Impenaparsl. [lpu mosiBieHun
MPU3HAKOB U CUMIITOMOB IMO3/IHEH JMCKWHE3WH Yy TAlMEeHTa, MPUHUMAIOIIETO KapHUIIpa3HH,
CIIeTyeT PacCCMOTPETH 11e1ecO00pa3HOCTh OTMEHBI Mpernapara.

bone3ns IlapknHcoHa

[Tpu npumMeHeHUH y MalKUeHTOB ¢ 0oJie3HbI0 [lapkHHCOHA AaHTUIICUXOTHUYECKHUE JIEKAPCTBEHHbIE
IpenapaTsl MOTYT BBI3BIBATH 00OCTpEHHsS (POHOBOrO 3a00J€BaHMSI M MPUBOAUTH K YCUJIICHUIO
cumntomMoB Ooze3Hu IlapkuHcona. CremoBaTenbHO, Ha3Hauyas KapuIIpasuH MaLUEHTaM C
6one3nbto [TapkuHCOHA, Bpay JIOJHKEH TIIATENbHO B3BECUTH MOJIb3Y M PUCKH.

['1a3HbIe CHMIITOMBI/ KaTrapakKTa

B oxIMHMYECKHX UCCIIEIOBAHUSIX KapUTIPAa3HUHA BBISIBICHBI IOMYTHCHHE XPYCTATNKA/KaTapakTa
y cobak (cMm. pazmen 4.8). OmHako MPUYMHHO-CIEACTBEHHAs CBSI3b MEXAY HW3MEHEHUSIMU
XpyCTaluKa/KaTapaKkToi B UCCIIEIOBAHUSIX Y UeJIOBEKa U MPUEMOM KapUIpa3rHa HE YCTaHOBJICHA.
Tem He MeHee, MAIMCHTOB, Y KOTOPBIX Pa3BHIUCh CHMIITOMBI, TIOTEHIIMAIBHO CBS3aHHBIC C
KaTapakToW, HEOOXOMMO HAIIPaBUThH Ha O0(TaIbMOJOTHYECKOE 00CIICIOBAHUE M 3aTEM OIICHUTh
BO3MOXKHOCTH TMPOIOJKEHUS TepaIuu.

310KayecTBEeHHBIN Helponenruaeckuii cuaapom (3HC)

[Ipy mnpuMeHEeHHH AaHTUIICUXOTUKOB OBLJIO OTMEUEHO pa3BUTHE OMNACHOTO Uil JKU3HU
CUMIITOMOKOMIIJIEKCA — 3JI0KAYECTBEHHOTO HEWPOJIENTHYECKOro cuHApoMa. K KIMHMYEeCKUM
nposieHussM 3HC oTHOcATCS runeprepmusi, pUrHIHOCTb MBI, YBEJIMYEHHE AKTUBHOCTHU
KpeatuH(poc(hoKuHa3bl B CHIBOPOTKE KPOBU, PACCTPONCTBO CO3HAHMS M HAPYIIEHHUS CO CTOPOHBI
BEreTaTHBHON HEPBHOM CHCTEMbI (HEPETYNISPHOCTH IyJibca, HECTAOMIBHOCTh apTEpHAIbHOTO
JABJICHUSI, TaXWUKapJus, IMOBBIILIEHHOE TMOTOOT/EICHUE U HapylIeHUs pUTMa Cepla).
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JlonoHUTEIBHBIE MPOSIBICHUS MOTYT BKJIIOYaTh MHOTJIOOMHYpHIO (PaOJOMHOIN3) B OCTPYIO
MOYCYHYI0 HCAOCTATOUYHOCTD. Ecmu Yy NanucHTa OTMCYAIOTCA NMPU3HAKU U CUMIITOMBIL 3HC umn
BBICOKAs JINXOPAKa HESICHOM STHOJIOTUU O€3 TOMOIHUTENbHBIX KIMHINYecKuX nposisinenuit 3HC,
KapHIIpa3uH He0OXOAUMO HEMEIUICHHO OTMEHUTD.

CyIoporu ¥ CyJIOpOKHEIC TPUIAJIKH

Kapunpasun cineayer npuMeHaTh ¢ OCTOPOKHOCTBIO Y TAIIMEHTOB C CYyJI0pOraMu B aHaMHE3€ WU
¢ 3a00JIeBaHUSIMH, COMTPOBOKAAIOIIUMICS CHIDKEHHEM ITOpOra CyJI0POKHONW TOTOBHOCTH.

Pyick ocTporo HapymeHus MO3TOBOT'O KDOBOO6DaH_IeHI/I5[

[Tpubnu3uTenbHO 3-KpaTHOE MOBBIIIEHUE PUCKA IIepeOPOBACKYIIIPHBIX HEXKENATEeIbHBIX peaknuii
OTMEUAJIOCh B PAHJOMM3UPOBAHHBIX IUI1a11€00-KOHTPOIUPYEMBIX KIMHUYECKUX HCCIEA0BAHUAX Y
NAIUEHTOB C JEMEHIMEH Npu MPUMEHEHMH HEKOTOPBIX ATUIMYHBIX AHTUICUXOTHYECKHX
npenaparoB. MeXaHu3M MOBBIIIEHUS] PUCKAa HE YCTaHOBJIEH. Henb3sh MCKIIOUUTH MOBBILLIEHUE
pUCKAa MpU NPUMEHEHUU JPYTUX AHTUICUXOTUYECKHX IMPENaparoB WM Yy APYrHUX TCpyHIl
MAIMEHTOB.

Kapunpasus cienyer npuMeHsITh C OCTOPOKHOCTBIO Y MALUEHTOB ¢ (PaKTOpaMU PUCKa UHCYJIbTA.

HapyiieHusi co cTOpOHBI cepAlia U COCYIAOB

H3zmenenus apmepuanbHo2o 0asnenus

Kapunpasua MOXKeT BBI3BaTh OPTOCTATUYCCKYIO THUIIOTCH3WIO, a TakKe apTepHATbHYIO
runepTeH3uio (cM. paszaen 4.8). Kapumnpasus cienyeT NpuMEHSTh ¢ OCTOPOKHOCTBIO Y MAallMEHTOB
C CEepACYHO-COCYUCTHIMU 3a00IEBAaHUSIMHU, [IPEAPACTIONOKEHHBIX K U3MEHEHUSM apTePHAIbHOTO
nasieHus. Heo6xomMo KOHTPOIMPOBATh apTEpPUaIbHOE JaBJICHHUE.

Hsmenenus snexkmpokapouoepammol (OKI')

VY manueHToB, MPUHUMAIOIINX aHTHUIICHXOTHYECKUE MPEnapaThl, MOXKET BO3HUKHYTH y/UTHHCHHE
untepsana QT.

B xamHM4YeCKOM HcCleoBaHUM, HAMPAaBIEHHOM Ha M3ydeHHe yinHeHus uHTepBana QT, mpu
NPUMEHEHUHU KapuIlpa3uHa M0 CpaBHEHUIO ¢ Iu1anedo yuinHeHus natepsana QT He oTMevanoch
(cM. pazzmen 5.1). B xkIMHMUYECKHX HCCIEA0BAaHUAX ObUIO 3apEerMCTPUPOBAHO BCETO HECKOJIBKO
cinydaeB yanuHeHus: uHTepBana QT mpu mpueMe KapumpaswHa, HE OTBEYABIIUX KPUTEPHUSIM
cepbesHocT  (cMm. pazgen 4.8). Takum o0pa3om, KapuipasuH ClIeAyeT TNPUMEHATh C
OCTOPOKHOCTBIO y TALIMEHTOB C CEPAEYHO-COCYTUCTHIMU 3a00JIEBaHUSMU U y MAIMEHTOB C
yanuHeHnem uHTepBasia QT B cemellHOM aHamHe3e, a TakKe y MalMEeHTOB, MPUHUMAKOIIUX
JIEKapCTBEHHBIE TIperapaThl, KOTOpble MOTYT BBI3bIBaTh yJuiMHeHHe wuHTepBana QT
(cM. pasnen 5.1).

Benosnas mpombosmoonus (BT9)

[Tpu nprMeHeHUU aHTUIICUXOTUYECKUX IPernapaToB ObUIN 3aperuCTPUPOBAHBI Cllydal BEHO3HOMN
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TpoMO0IMO0HH. Tak Kak y MarueHToB, IPUHUMAIOIINX aHTUIICUXOTHYECKUE TIPETapaThl, 4acTo
UMEIOTCS MpUoOpeTeHHbIe pakTopsl prcka BTD, He00X01UMO BBISIBUTH BCE BO3MOXKHBIE (DaKTOPHI
pucka BTD 1o Havana u Bo BpeMsi JIeUeHUS] KApUIPA3UHOM M IPUHATH NMPOYUITAKTUYECKHE MEPBI.

'nuepraukeMus U caxapHbIid guader

VY mainueHToB ¢ caxapHbIM AMA0eTOM WM HMEIoMMX (AKTOpbl pUCKAa Pa3BUTHS CaXapHOTO
muabera (HampuMmep, OXHUpPEHUEe, auabeT B CEMEWHOM aHaMHE3€) NpU Hadaje JIeUYeHUs
ATUMUYHBIME aHTUTIICHXOTHKAMH TPeOyeTCs TIIATEIbHO KOHTPOJIUPOBAThH COACPIKAHHUE TIHOKO3BI
B CBIBOPOTKE KPOBU. B KIMHUYECKHX HCCIIEIOBAHUSIX KapUIpa3uHa ObLTU 3aperucTPUpPOBAHbI
He)KellaTeJIbHbIC SIBJIICHUS, CBS3aHHbIC C U3MEHEHUSIMU KOHIIEHTPALMU TIIOKO3bI (cM. pazzaen 5.1).

3MeHenune Macchl Tela

[Tpu mpueme kapurpa3uHa HaOIOAAIOCh CYIIECTBEHHOE yBEIHMUEHHE Macchl Tena. [lanmeHntam
CIIeTyeT PEeryJsapHO KOHTPOIUPOBATH Maccy Tena (cM. pazzaen 4.8).

OnHOBpPEMEHHOE IIPUMEHEHNE YMEPEHHBIX HHrnonuTopos uzodepmenta CYP3A4

OpnHoBpeMEHHOE NPUMEHEHHE KapUIpa3HMHa C YMEPEHHBIMH HHTUOUTOpamMH H30(pepMeHTa
CYP3A4 Moxer mnpuBECTH K YBEJIWYEHMIO OOIIEH SKCHO3MLMU KapulpasuHa. Y4MUThIBas
BO3MOXKHOE YBEJIIMYEHHUE SKCIO3ULMHM, PEKOMEHIYyeTCsl HaOJIOJeHHe 3a WHIUBHyalbHOMN
peakuuell nmanMeHTa U MepPEeHOCHMOCTBIO TEpamuH, MpU HEOOXOAUMOCTH ClleAyeT (BPEeMEHHO)
CHU3HTH /103y KapuiipazuHa (cM. pazzen 4.5).

BcnomMorarensHble BelecTBa

[Ipenapar Pearuna, kancynel, 3 mr, 45Mr u O6MI, COAEPKUT KpacuTelb KpACHBIN
ouapoBaTenbHbIi E129, KOTOpBIN MOXKET BBI3BIBaTh AJJIEPTUUECKHUE PEAKIINH.

4.5. B3anMojeiicTBMe C JAPYrHMH JIEKAPCTBEHHbIMHM IpenaparamMu W JApyrue BH/bI
B3auMoOAeHCcTBUSA

CnocoOHOCTh APYTUX JEKAPCTBCHHBIX MPENAapaTOB OKA3bIBATH BIMAHHWEC HAa KapUIIPA3WH

MeTtab0113M KapunpasvHa U €ro OCHOBHBIX aKTHUBHBIX META0OJHUTOB, J1€3METHIIKapUIIpasuHa U
TUE3METHIIKApUIIPa3Ha, OrocpeaoBaH mpeumyiiectBeHHO u3zopepmentom CYP3A4 u B
MeHbIIel creneHu uzodpepmentom CYP2D6.

Hneubumopwr uzogpepmenma CYP3A4

Kerokonazon, momHsblii uHruourop uzodpepmenta CYP3A4, mpu kpatkocpouHoM (4 aHs)
NPUMEHEHUH OJHOBPEMEHHO C KapHUIpPa3MHOM BBI3bIBAJ JABYKpAaTHOE YBEIUYEHHE OOmIeit
HKCIIO3UIIUY KapuIlpa3uHa (CyMMBbI KapuIlpa3uHa U ero akTUBHBIX METab0IMTOB) B IJIa3Me KPOBH,
HE3aBHCHMO OT TOTO, YUUTBIBAIOTCS JIU TOJIBKO HECBA3aHHBIE BEIIECTBA NI CyMMa HECBSI3aHHBIX
Y CBSI3aHHBIX KOMIIOHEHTOB.

BBuny miurensHOro nepuoja noyiyBbIBeIeHUsI aKTUBHBIX METa0O0JIMTOB KapuIipa3uHa, pu oosee
MPOJOKUTEILHOM OJJHOBPEMEHHOM MPUMEHEHUU MOXXKHO 0KHMJIaTh JAJIbHEWUIIEro MOBBIIICHUS
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oOmieil HKCMO3WIUMU KapullpasuHa B IUla3Me KpoBH. TakuM o00pa3oM, OJHOBPEMEHHOE
NpUMEHEHHE KapuIlpasMHa ¢ MOUIHbBIMH HHTHOMTOpamMu u3odepmenta CYP3A4 (mampumep,
OolenpeBup, KIAPUTPOMHUIMH, KOOUIMCTAT, HWHJIWHABHDP, WTPAKOHA30J, KETOKOHA30II,
Hehazoa0H, HelUHABUD, MO3aKOHA30J1, PUTOHABUP, CAKBUHABUD, TEJIANPEBUP, TEIUTPOMUIINH,
BOPHKOHA30J1) MPOTUBOMNOKa3aHo (cM. paszaen 4.3).

OnHoBpeMeHHOE puMeHeHue sputpomunuta (500 mr 2 pasza B 1eHb), yMEPEHHOT'O HHTHOUTOpA
uzopepmenra CYP3A4, B Tedenue 3 Hemenb, BBI3BIBAIO YBEIUYCHHUE OOIICH ASKCIIO3HUIIUU
KapuIpasuHa B Iuia3Me KpoBu B cpemHem B 1,4 (1,03-2,32) pa3a. YuuThiBas BO3MOKHOE
YBEJIMYEHUE DSKCHO3UIMHU IMPU OJHOBPEMEHHOM IPUMEHEHHH KapuIlpa3uHa C YMEPEHHBIMU
unruouropamu nzopepmenta CYP3A4 (manpumep, 3pUTpOMULIUH, (DIYKOHA30J, AUITHAZEM,
BEparaMmil), pPEKOMEHIyeTcsi HaONIOJeHWE 3a WHAWBUAYAJIbHOW peakuuedl namueHTa u
MEPEHOCUMOCTBIO  TEpanuu, TMpU HEOOXOJUMOCTH cleAyeT (BPEMEHHO) CHU3UTh J03Y
KapunpasuHa. B cBsi3u ¢ JJIMTENbHBIM IEPUOAOM MOTYBBIBEICHUS KAPUIIPA3UHA U €T0 AKTHBHBIX
METa0O0JIUTOB, HAYAJIO WM MPEKPalIeHuEe TEparuy yMEPEHHBIMH WHTHOMTOpaMHU M30(pepMeHTa
CYP3A4 unu usmeHeHue J03bl Iperapara oKa3bIBalOT HEOOJIBIIOE BIUSHUE HAa KOHLIEHTPALUIO
mpernapata B IUIa3M€ KPOBM B TeUEHHWE HECKONbKHMX Heaenb. HeoOxoaumo HabmogaTh 3a
HEKeNaTeIbHBIMU PEaKlUIMU U OTBETOM MAIlEHTOB Ha TEPANUIO B TEUCHHUE HECKOJIBKUX HEelNb
1ocJie HayaJla WK NPeKpalieHns OJHOBPEMEHHOT'O IIpUeMa UM MOCIIe KaXK10T0 U3MEHEHHUS J103bl
KapuIpasuHa.

Crnenyet u3berath ynorpeodieHus rpeindpyToBoro coxa.

Hnoyxkmopwt usogpepmenma CYP3A4

OnHOBpeMEHHOE TPUMEHEHHE KapuIlpa3uHa C MOIIHBIMM W yMEPEHHBIMH HWHAYKTOpaMU
n3opepmenta CYP3A4 MoOXeT NMPUBECTH K BBHIPAKEHHOMY CHIDKCHHIO OOIIEH HSKCIO3UIUN
KapulnpasiHa B IUIa3ME€ KpPOBH, CIJIEJOBATEIbHO, OIHOBPEMEHHBIM IIPHUEM KapuIlpa3uHa C
MOIIHBIMH U YMEpPEHHbIMH MHAYKTOpamu u3zodpepmenta CYP3A4 (nanpumep, kapOamaszenuH,
benobapouran, penuronH, pudamnuiinH, 3Bepoboii poabipsaBiIeHHbI (Hypericum perforatum),
003eHTaH, 3¢aBUpPEH3, STPABUPHUH, MOoTa)UHIII, HADIMIITHH) MPOTUBOIOKAa3aH (CM. pazzen 4.3).
Hneubumopwr usogpepmenma CYP2D6

Mertabonuueckuil myTh, onocpenoBanHblii nzodpepmentom CYP2D6, urpaer BTOpocTeneHHYIO
ponb B OuoTpaHchopMalvy KapurpasuHa; MeTaboiM3M, TJIaBHBIM 00pa3oM, OCYLIECTBIISETCS
n3opepmertom CYP3A4 (cm. pazgen 5.2). CnemoBaTesbHO, MAJIOBEPOSTHO, YTO MHTUOUTOPHI
uzopepmenta CYP2D6 oxaxyT KIMHMYECKM 3HAYMMOE BIHMSHME Ha OHOTpaHCHOpMALUIO
KapuIpasuHa.

CriocoOHOCTE KapHIIpa3nuHa BIUITH HA APYTHUE JEKAPCTBEHHBIE CPENCTBA

Cybcmpamul P-enuxonpomeuna (P-gp)
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Kapumnpasun B TeOpeTHYeCKON MaKCHMAJIbHOM KOHIICHTPAIMU B KMIIICYHUKE HHTHOupyet P-gp in
vitro. Knuandeckoe 3HaYeHUE AaHHOTO A QeKTa MOJHOCTHIO HE YCTAaHOBJICHO, TEM HE MEHee,
MPUMEHEHHE CyOCTpaToB P-gp ¢ y3KuUM TepaneBTUYECKUM JIUANa30HOM, TAKUX KaK JTa0uraTpaH u
JTUTOKCHH, MOXKET MOTPeO0BaTh TOMOIHUTENLHOTO HAOIIOACHUS U KOPPEKLIUHU JT03bI.
T'opmonanvHble KOonmpayenmugsl

B wuccienoBanun 1eKapCTBEHHOTO B3aWMOJCHCTBUS NMPUMEHEHUE KapuIlpa3WHa B J103€ 6 MT B
CYTKHU B TeueHHE 28 JHEH He 0Ka3bIBaJI0 KIMHUYECKH 3HAYMMOTI'O BIUSHUS Ha (PapMaKOKUHETUKY
NePOPaTbHBIX KOHTPALECHTUBOB (STUHIIICTPAIUOIIA U IEBOHOPTECTPENa).

DdapMakoJMHAMHYSCKHUE B3aUMOICHCTBUS

VYuurtsiBass OCHOBHOE BIIMSIHUE KapuIIpa3MHa Ha LEHTPAIbHYI0 HEPBHYKO CHUCTEMY, Ipernapar
Pearuna cienyer ¢ OCTOPOXKHOCTBIO MPUMEHSATH C JAPYTMMH JIEKAPCTBEHHBIMH IperapaTaMu
LEHTPAJIBLHOTO JEHCTBUS U aJTKOTOJIEM.

4.6. DepTHIBLHOCTH, 0EPEMEHHOCTH U JIAKTALMS

)KGHHII/IHI)I C ACTOPOAHBIM ITOTCHIIMAJIOM

Bpau nomxeH pekoMeHI0BaTh JKEHIIMHAM JETOPOJHOrO BO3pacTa u3deratb OEpeMEHHOCTH BO
BpeMms npueMa npernapara Pearuna. [lanueHTKy ¢ coXpaHeHHOM 1eTOPOIHON PyHKIIUEH JOMKHBI
MPUMEHSTH BBICOKOA()(PEKTUBHBIE METO/IbI KOHTPAIICTIIIUY BO BPeMs JICUEHUS U, KaK MUHUMYM, B
teuenue 10 Hemenb mocie mpeKpalieHus npuema npernapara Pearwmna.

bepemeHHOCTD

JlanHple MO NPUMEHEHHUIO KapuIpa3uHa y OepeMEHHBIX MKEHIIWH OTCYTCTBYIOT WIH HX
HEJOCTATOYHO.

B JOKJIMHUYCCKUX HCCICIOBAHUAX Ha JXUBOTHBIX BBIABJICHA PCHOPOAYKTHBHAA TOKCUYHOCTD,
BKJIIOYas MMOPOKH Pa3BUTHA Y KPBIC.

[Tpumenenue npenapata Pearuna Bo Bpemsi 6epeMEHHOCTH U Y )KEHILIUH JETOPOJHOTO BO3PACTa,
HE UCIOJIb3YIOUIMX HA/IEKHbBIE METO/IbI KOHTPALIENIINH, HE peKkoMeHayeTcs. [locne nmpekpamnienus
pUeMa KapuIpasuHa cieayeT MpoAOobKaTh KOHTpALENIUIo B TeueHne He MeHee 10 Hexenb B
CBsA3U C MCJICHHBIM BBIBCICHHUECM aKTHUBHBIX METa00JIUTOB.

HoBoposxaeHHbIe, T0/IBepTraBIINECs BO3ICHCTBIIO aHTUTICUXOTHUECKHUX MTPETapaToB (B TOM YHCIIE
KapumnpasnHa) B TEUYEHHE TPEThEro TpHUMecTpa OEepeMEHHOCTH, HMEIOT PUCK Pa3BUTHS
HEe)KeNaTeNIbHbIX pPEeaKIMi Tocie POoJIOB, BKIIOYAs 3KCTpalydpaMHIHbIE paccTpOWCTBA W/WIH
CUHAPOM OTMEHBI, KOTOPBIC MOTYT BaPbUPOBATHCS IO CTCIICHU TAXECTU U MIPOJOJKUTCIIBHOCTH.
Y 3THUX HOBOPOXIEHHBIX OBUIM OTMEUYEHBI BO30YKIEHHE, TUIEPTOHYC, THIOTOHYC, TPEMOp,
COHJIUBOCTb, PECHUPATOPHBIE HAPYIIEHUS W HapyIIeHHWE BCKapMIMBaHUS. TSDKECTb ATHX
OCJIOKHEHUH BapbUpoOBaa. B HCKOTOPBIX ClIydadX CUMIITOMBI IPEKpaAlaJInuCh CaMOCTOATCIIbHO, B

TO BpeMsI KaK B JIPYTHX CIIydasX TPeOOBAIWCH JICUCHHE B YCIIOBUSX OTNEICHUS WHTEHCHBHOU
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Tepanuyd W TPOMJIEHHWE TocmuTaau3anud. [1o3ToMy Takue HOBOPOXKIEHHBIE HYXIAIOTCS B
TIIATEILHOM HAOIIIOICHHUH.

JlakTanms

HewnsBecTHO, MPOHUKAIOT JIM KApUIIPA3UH U €r0 OCHOBHBIC aKTUBHBIE META0OJIUTHI B TPYIHOE
Moutoko. KapunpasuH u ero MeTaboauThl IPOHUKAIOT B MOJIOKO KPBIC BO BpeMs JIakTaiuu. Henb3s
UCKITIOYUTHh PUCK JJII HOBOPOXKICHHBIX/MiIafeHIeB. JKEeHIMHAM, MPUHUMAIONINM Ipenapar
Pearuna, cieayer oTka3zaTbCs OT TPYIHOTO BCKapMIIMBAHUS.

DepTUILHOCTE

Bnusnue kapunpasuHa Ha (QEpTUIBLHOCTh 4YelOBEKa HE H3y4aloch. B JTOKIMHHYECKHUX
UCCIICIOBAaHUAX Y CAMOK KpbIC OBLIO OTMEUEHO CHHXKEHHE (DePTUIBHOCTH M CIIOCOOHOCTH K
3a4aTHIo.

4.7. Bausinde Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHHIMHU CPeICTBAMU H PadoTaTh €
MeXaHU3MaMH

Kapumpasun okaspiBaeT c1aboe WIM YMEPEHHOE BIIMSHHUE Ha CHOCOOHOCTH YIPABISTh
TPaHCIIOPTHBIMU CPEACTBAMU M MeXaHu3MaMu. [lallMeHThl JOJKHBI C  OCTOPOKHOCTBIO
OTHOCUTBHCSI K YIPABICHHUIO TOTEHIMAIbHO OMAacCHbIMU MEXaHH3MaMH, B TOM YHCIE
TPAHCIIOPTHBIMU CPEICTBAMH, JIO TEX MOp, MOKA OHU HE OYIYyT MOJHOCTHIO YBEPEHBI B TOM, YTO
npenapart Pearuna He oka3piBaeT HEOIArOMPHUSATHOTO BIUSHUS Ha UX CIIOCOOHOCTH.

4.8. HexenarejibHbIEe peakuuu

Pesrome mpoduisg 6e3onacHoOCTH

HauOonee wactele HexenarenbHble JiekapcTBeHHble peakuuu (HJIP) npu npumenenun
KapUIIpa3uHa [0 BCEM TPEM MOKa3aHHUsIM ObUIN CBSA3aHbI C SKCTPAIUPAMUIHBIMA CUMITOMAMHU.

PesroMme HexxenaTeabHbBIX PEAKIINT

[TepeuncrnenHble HUXKE HEXeTaTeNbHbIE PEAKIIUN paclpeaeNeHbl M0 KjlaccaM CHCTEM OpPraHOB H
TEPMHHAM MPEANOYTUTETHHOTO YIIOTPEOICHHUS.

HexenarenbHble peakiMy TPEICTABICHBI B COOTBETCTBUU C YAaCTOTOW BO3HHKHOBEHHWS: OYCHB
gacto — Oonee 1/10 waznauenwii (>10%); wacto — 1/10-1/100 nHaznauenuii (>1% u <10%);
Heyacto — 1/100-1/1000 wasHauenuit (>0,1% u <1%); peaxko — 1/1000-1/10000 nHaszHaueHmi
(>0,01% u <0,1%); ouenb penxo — meHee 1/10000 Haznauennii (<0,01%); yacToTa HEM3BECTHA —
HEJIOCTaTOYHO JTAHHBIX JJ1s1 olleHKH 4yacToThl HJIP. B kax10#1 4acTOTHOM rpyIine HeKellaTelIbHbIe
PEaKIy MPECTABIICHBI B MTOPSJIKE YOBIBAHUS CEPhE3HOCTH.

[uzodpenus

[Tpoduis Ge30macHOCTH KapHIIpa3uHa Ha OCHOBE HECKOJIBKUX KPATKOCPOUHBIX M JIOJTOCPOYHBIX
KIIMHUYECKUX HCCIenoBaHuii Obul oreHeH mnpumepHo y 2000 manueHTOB ¢ MU30(PEHHEH,

MMPUHHUMABIINX KapUIIPAa3WH B IXAIa30HC TCPANICBTUYCCKUX 103 OT 1,5 MI" 10 6 M.
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Hapywenus co cmoponvl kposu u aumgpamuyeckoui cucmemul

Heuacro: anemus1, 303uHOpUIHSL.

Penko: HeTponeHus.

Hapywenus co cmoponbl uMMyHHOU cucmembl

Penko: runepuyBCTBUTEIBHOCTD.

DOHOOKpUHHbBLE HAPYUWEHUS]

Heuwacrto: cHM>KeHHE KOHIIEHTpAllui TUPEOTPOIIHOTO TOPMOHA B KPOBH.

Penxo: runotupeoninzm.

Hapywenus memabonuzma u numanus

Yacro: rucnunuieMus, yBeJIMYeHHe Macchl Tela, CHUYKEHHUE alllleTUTA, OBBIIIEHUE alllIETUTA.
Heuacro: caxapusbiii tualeT, HapylIeHHE COEP>KaHUs HATPHUS B CHIBOPOTKE KPOBH, TOBBIIICHHUE
KOHIIEHTPAIUU TTIOKO3bI B CHIBOPOTKE KPOBH.

Tcuxuyeckue napywenus

YacTo: HapyImeHus cHal, TpeBora.

HeuacTo: cynimaansHoe oBeICHUE, AETUPUI, TETIPECCUS.

Hapywenus co cmoponvl Hep6Hoti cucmembl

OueHp yacTo: aKaTI/I3I/IH2, HapKI/IHCOHI/ISM3.

YacTo: BAIOCTh, TOJOBOKPY)KEHHE, MMCTOHMSA', MpOYHE JKCTpamMpaMHUAHbIE HAPYIIEHHS U

JIBUTATCIbHBIC paCCTpoﬁCTBaS.

HeuacTo: MO3/IHsAs JMCKMHE3HS, TUCKHHE3HA®, IU3ECTE3Hs, TeTaprus.

Penxo: cynopoxHbIe IPUIAIKN/CYyOPOTH, aMHE3Hsl, ada3usl.

YacToTa HEU3BECTHA: 3JI0KAYECTBEHHBIM HEUPOJIEITUYECKHUI CUHIPOM.

Hapywenus co cmoponel opeana 3penus

YacTo: HEUETKOCTD 3PEHUS.

HewacTo: mNOBBINIEHHOE BHYTPUIJIA3HOE [JaBJICHHE, HApYLICHWE AKKOMOJALMH, CHIKEHHE
OCTPOTHI 3pEHHUS, Pa3ApaKEHUE TI1a3.

Penko: xkatapakra, hotododus.

Hapywenus co cmoponul opeana cayxa u aabupunma

Heuacro: Bepruro.

Hapywenus co cmoponul cepoya

YacTo: TaxuapuTMusl.

HeuacTo: HapymieHus cepZieyHON MPOBOAUMOCTH, OpaguapuTMusl, yaauHenue uarepsana QT Ha
OKT', napymenue 3youa T na OKT'.

Hapywenus co cmoponul cocy0os

Yacro: MoBbIIIEHNHE apTEPHAIBHOTO 1aBJICHUS.
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HeuacTo: cCHIKEHHE apTepHUaTBHOTO JTABJICHUSI.

Hapywenus co cmoponul Ovixamenvhotl cucmemsl, 0peano8 2pyOHOU KiemKu U cpeooCmeH s,
Heuacro: ukora.

JKenyoouno-kuweynvle Hapyuierus

YacTo: pBOTa, TOUTHOTA, 3aI10P.

Hewacro: ractpossodareansras pedtokcHast 00JIe3Hb.

Penko: nucdarus.

Hapywenus co cmopoHbl neyenu u sHceniesbi8o0sauux nymeti

YacTo: NOBBIIIIEHHE aKTUBHOCTH «TICUCHOYHBIX» (PEPMEHTOB.

HeuacTo: noBblleHue conepkanust OMMpyornHa KpoBu.

Yacrora HEU3BECTHA: TOKCUYECKUI TENATHT.

Hapywenus co cmoponul Kodicu u noOKONCHbIX MKAHel

HeuacTo: 3y1, ChIIb.

Hapywenus co cmopoHbl MbluieyHOU, CKeemHou U COeOUHUMENbHOU MKAHU
YacTo: NOBBIIIICHHE aKTUBHOCTH KPeaTuH(OCHOKUHA3EI CHIBOPOTKH KPOBH.
Penko: padpomuonus.

Hapywenus co cmopoHbl nouex u Mouesbleo0sumyux nymet

Heuacro: nu3ypus, nomiakuypus.

Hapywenus co cmopoHbl penpooyKmugHoU cucmembvl U MOJTOYHBIX JHcelle3
HeuacTo: cHmwKeHue THOUI0, MOBBIIICHUE JTUOUIO, SPSKTHIIbHAS TUCHYHKIIUS.
bepemennocms, nociepodosoii nepuoo u nepuramaibhble COCMOosHUS
YacToTa HeU3BeCTHA: CUHJIPOM OTMEHBI Y HOBOPOXKIEHHBIX (CM. pazzaen 4.6).
Obwue Hapywenus u peakyuu  mecme 68e0eHUs.

YacTo: yToMIseMOCTb.

HeuacTo: xxaxna.

'Hapymenus cHa: GecCOHHMIIA, HEOOBIYHBIE/KOIIMAPHBIE CHOBHICHHUS, HAPYIIECHUE UPKAJHOTO PUTMA

CHa, JUCCOMHUS, THIICPCOMHUS, HAPYIICHUC 3aCblIIaHUsl, THTPACOMHUNYCCKOC paCCTpOﬁCTBO, KOIIIMAapHBIC

CHOBUJICHUS, HAPYIIICHUE CHA, COMHAMOYIIN3M, paHHEE TPOOYKICHNE.
2AKaTU3HS: aKaTH3Hs, ICKXOMOTOPHAS TUIIEPAKTHBHOCTD, HEYCHIYUBOCTb.

S[TapKMHCOHM3M: aKMHE3Us, OpaJIMKUHE3Ws1, Opaau(peHus, PUTHIHOCTD MO THITy «3y0UaToro KoJecay,

JKCTpalpaMUIHbIE PACCTPOMCTBA, HAPYIIEHUE MTOXOAKH, TMIIOKUHE3NS, CKOBAHHOCTh CYCTaBOB, TPEMOP,

MaCK006pa3HOC JIMO, pUrUAHOCTD MBIIIL, CKOBAHHOCTH OIIOPHO-ABUIAaTCIILHOIO allrapaTra, puruiiHoCTb

3aTBIJIOYHBIX MBI, TAPKWUHCOHNU3M.

“Iucronus: OnedapocnasM, JMCTOHHMS, MBINIEYHOE HANPSIKEHUE, OPOMAHAMOYJISpHAs JHMCTOHMS,

KpHUBOLICH, TPU3M.

*[Ipoune >KCTpamMpaMUIHbIE HAPYLIEHUS W JBUIaTENbHBIE PACCTPOMCTBA: HAPYIIEHHWS DPABHOBECHS,

6py1(CI/I3M, CJIIOHOTCYCHUC, AU3aPTpUsd, HMIATKOCTb IMMOXOJKH, HAPYHICHUC rna6emmpHoro pe(bneKca,

TIOHW)KEHUE PpeQIIEKCOB, JBHUTraTelIbHbIE PACCTPOMCTBA, CUHAPOM «OECIIOKOWHBIX HOT», MOBBINICHHOE

CJIFOHOOTACJICHUC, HAPYIICHUC Z[BI/DKCHI/Iﬁ SA3bIKA.



®[lucKMHE3Ms: XOPEOATETO3, IUCKMHE3HSI, KPUBIISIHKE, OKYJIOTUPHBII KPU3, TIPOTPY3Hs SA3bIKA.

MaHuakaJgbHBIE HJIH CMEIIaHHbBIC YITHU30 bl IPH 6I/IHOHHDHOM paccrpoiicTe | Tnna

[Tpodpwmip OGe3omacHOCTH KapuIpasvHa Ha OCHOBE OJHOTO JOJTOCPOYHOTO M HECKOJIBKUX
KPaTKOCPOYHBIX KJIMHUYECKUX HCCIENIOBaHUN ObLT OmeHeH mnpuMmepHo y 500 mamueHToB ¢
MaHHAKaJbHBIMU WM CMCIIAHHBIMH 3IMH30JaMU TPH OWUIOJSPHOM pacctpoicTBe | Thma,
NPUHUMABIIUX KAPUIIPA3UH B JUAMa30HE TEPANIEBTHUECKUX 7103 OT 3 MT JI0 6 MT.

Hapywenusa memabonuzma u numanus

YacTo: yBenMUeHHE MACCHI Teal, CHIDKEHHE alTeTHTa.

Tcuxuueckue napyuenus

YacTo: HapyIIeHHs CHA%, TPEBOTa.

HeuacTo: cnyraHHOCTH CO3HaHUS.

Hapywenus co cmopoHbl HepsHOlL cucmembl

3

OueHb YacTo: aKaTH3HS , HapKI/IHCOHI/I3M4.

YacTo: rojoBHas 60)'[]:5, ,Z[I/ICTOHI/IHG, BHJIOCTB7, TOJIOBOKPY’KCHHEC, IIPOYUC SKCTPAIIUPAMUIHBIC

HAapymCHUA U ABUTaTCIIbHBIC paCCTpOfICTBaB.
Heuacro: neraprus, TucreB3usi, CyI0pOTH.
Hapywenus co cmoponwvl opeana 3penus

YacTo: HEUETKOCTh 3PECHHUSL.

Hewacro: cunapom cyxoro ria3za, porohoous.
Hapywenus co cmopoHul opeana ciyxa u iabupunma
HeuacTo: BepTuroO, IIyM B yIIIax.

Hapywenus co cmoponwl cepoya

Yacro: Taxuxapaus®.

Heuacro: aTpuoBeHTpHKYIsipHas Onokana 1 creneHu.
Hapywenus co cmopoHbl cocy0os

10, CHMIXCHHUC apTCPpHUATIBLHOIO Z[aBJ'IeHl/Iflll.

YacTo: NOoBBILICHHE apTEPHATBHOTO JTaBICHUS
Heuacro: «mipunuBei».

Hapywenus co cmopoHbvl OvbixamenvbHol cucmembvl, OP2ano8 2pyoOHOU KIemKu U Cpe0oCmeHUs
HeuacTto: ukora.

Kenyoouno-Kuueunvie HapyuleHus

YacTo: TomHOTA, 3a10p, pBOTA, TUCIEINCHUS, CYXOCTh BO PTY.

Heuacro: B3nyTue xuBota, aucdarusi.

HapymeHuﬂ CO CMOPOHbL nederu u DfCEﬂ’{QBbZGOO}ZWMX nymeﬁ
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12

HeuacTo: noBreIIIeHNE aKTHBHOCTH «II€YCHOYHBIX) (bepMeHTOB , OTKJIOHCHU na60paT0prlx

nokasaresei (yHKIUU TICYCHH.

Hapywenus co cmopoHvl MbluieyHot, CKelemHol U COeOUHUMENbHOU MKAHU
YacTo: CKeIeTHO-MblIIeyHas 60152,

Hewacro: noBblllieHIEe aKTUBHOCTH KPeaTUH()OCHOKUHA3ZEI CHIBOPOTKU KPOBH.
Hapywenus co cmopoHbl nouex u Mouegbleo0sumyux nymet

HeuacTo: nomakuypusi.

Hapywenus co cmopoHbl penpo0yKmugHoU cucmembvl U MOJIOYHBIX Jicele3
HeuacTo: cHmKeHHE JTHOHIO.

Obwue HapyweHus u peakyuu 8 Mmecme 8e0eHuUs

Yacro: YTOMJ'IHGMOCTBM.

1V Benuuenue Macchl Tena: yBeJaMUYEHUE MACChI TENa, YBEIUUEHHE OKPYKHOCTH TAJIUH.

?Hapymienus cHa: 6€CCOHHHUIA, KOMIMAPHBIC CHOBUJICHHUS, paHHEE IPOOYkKICHHUE.

SAKaTU3us: aKaTH3Ksl, HEYCUIIMBOCTD, ICKXOMOTOPHAS THIEPAKTHBHOCT.

“TlapkuHCOHM3M: OpaJUKMHE3Ns, SKCTPAIMPAMKIHBIE PACCTPONCTBA, HAPYIIEHUE TIOXOIKH, CKOBAHHOCTh
CYCTaBOB, PUTHAHOCTb MBIIII], CKOBAHHOCTh OMOPHO-JBUTATEILHOTO aInapaTa, MapKHHCOHU3M, TPEMOP.
*TonoBHast 60JIb: TOIOBHAs GOJIb, TONOBHAS 0OJIb HAMPSHKEHMS.

®lucronus: GnedapocnasM, AMCTOHNS, MBIIIEYHBIH CIIa3M, MBILIEYHOE HATIPSKEHHUE, OPOMAH U0y IapHas
JUCTOHUSL.

"BAOCTB: TUIIEPCOMHHUSL, BAIIOCTh, COHIMBOCTb.

®[Ipoune sKCTpamMpaMuIHBIE HAPYLIEHUS M JBUIaTElbHBIE PACCTPOWCTBA: HAPYIICHHMS PAaBHOBECHS,
CIIIOHOTEYEHHUE, AU3aPTPHs, MOACPTHBAHUS MBI, CHHAPOM «OECIOKOMHBIX HOT», MOBBIIICHHOE
CITFOHOOT/ICJICHUE.

*Taxukapaus: yBeJIMYEHHE YACTOThI CEPJCUYHBIX COKPAIIECHHUM, MOBHIICHHAS OPTOCTATUYECKAS PEAKIIUs
YaCTOTHI CEPACUYHBIX COKPAIIECHHUH, CHHIPOM ITOCTYPATbHOW OPTOCTATUYECKON TaXMKaAPAUH, TAXUKAPINS,
CHUHYCOBAasi TAXUKAPIUI.

OToBbImeHHEe apTEpHANBLHOrO JABJICHHUSA: MOBBIIEHHE AapTEPHANbHOIO JABJIEHUS, MOBBIIICHUE
JUACTOJTMUECKOTO apTePUATIBHOTO JaBICHHS, THIIEPTEH3M.

UCHukeHne apTepHanbHOro JaBJIE€HUs: OPTOCTATUYECKAS TUIIOTEH3HSl, TUIIOTEH3HS.

L[Toppuenue AKTHBHOCTH «ITEUEHOYHBIX (hepMeHTOB: MOBBINIICHHE AKTHBHOCTH
aNaHUHAMUHOTpaHc(epas3bl, TMOBBINICHHE AKTUBHOCTH aclapTraTaMUHOTpaHcdepasbl, MaTOJOrHYecKas
AKTUBHOCTb «II€UCHOYHBIX» (DEPMEHTOR.

13CkeneTHo-MbImEeYHas GOIb: apTPAITHs, CKEJIETHO-MBINIEYHas 00JIb, MUAITHUS, 6OJIb B 1Iee, 60IIb, 60JIb B
KOHEYHOCTSIX, 00JIb B UEIFOCTH.

1Y TOMISIEMOCTD: aCTEHHS, yTOMIIIEMOCTb, BSJIOCTb.

[TarmmeHTsl ¢ OUTOJISIPHON JIENIpeccueit

[Ipoduns OGe30macHOCTH KapuIlpa3uHa Ha OCHOBE HCCIIEIOBAHUM OBLT OIEHEH MPUMEPHO Y
1000 nanieHTOB C OWMONSAPHOM Jempeccuei, NPUHUMABIIMX KapUIpasuH B JHUara3oHe
TepaneBTHYECKUX 103 oT 1,5 Mr 10 3 mr.

Hapywenusa memabonuzma u numaHusi

YacTo: NOBBIICHHE arreTruTa, YBEJIMYCHUC MaCChI TCJIA.
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HeyacTo: runepuHCYITMHEMHS ., THIIEPX0JIeCTePHHEMHSAZ.

Tcuxuyeckue napywenus
Yacro: Hapymenus cHa®, TpeBora®.

Heuacro: cynuunanbHble MBICIIH.

Hapywenus co cmoponvl HepeHoll cucmembl

OueHb YacTo: aKaTU3Ms".

YacTo: BANOCTH®, TONOBOKPYKeHHe', TAapKMHCOHU3MS, TIpoUne SKCTPAIPaMUIHbIE HAPYIIeHHS 1
JBUTATCIbHBIC paCCTpoﬁCTBag.

Heuwacto: quctonus ’, NUCKMHE3Ns, CHUKEHHE YMCTBEHHON JeATeIbHOCTH.
Hapywenus co cmoponuvl opeana spenust

Hewacro: nederkocTs 3penusi, GoTodoous.

Hapywenus co cmoponul opeana ciyxa u 1abupunma

Heuacro: Bepturo.

Hapywenus co cmoponwl cepoya

Heuwacro: Hapymenue 3yomna T ma DKL,

Kenyoouno-kuuieunvie napyueHus

Yacro: TomHoTa, pBOTA.

12

HeuacTo: 601b B )kMBOTE , TacTpod3odareanbHas pedurrokcHast 001e3Hb.

Hapywenus co cmopoHvl neuenu u scenuesvi800auux nymet
HeuacTo: TOBEIIIEHNE AKTHBHOCTH «TIeU4eHOYHBIX» (hepMeHToB S,
Hapywenus co cmoponsl Kodtcu u nOOKOHCHbIX MKAHel

Heuacro: 3yx.

Hapywenus co cmoponwl mbiuieunotl, CKkeiemHou U cOeOUHUmMenbHOU MKaHu
YacTo: cKeleTHO-MbleuHas 6015,

Heuacro: mpleunas cinabocTh.

Hapywenus co cmoponwl penpo0ykmusHou cucmemvl U MOJTOYHBIX JHcelle3
Heuacro: spextunbpHas nucyHKIMS, HApyIIEHUE opra3ma.

Obwue HapyweHuss u peakyuu 8 Mmecme 8e0eHuUs

YacTo: yromiseMocTs .,

Heuacro: JKaxkJia, IMMOBBIIIICHUE DHEPI'UH.

unepuncynMHeMus: yBeIMYEHHE YPOBHS TUIIOKO3bI B KPOBH, YBEJIMYEHUE YPOBHS MHCYJIMHA B KPOBH,
YBEJIMYEHHE YPOBHS MIMKO3WIMPOBAHHOTO FeMOTI001HA, THIIEPUHCYTHHEMHUSL.
[ MNepXOJIECTEPMHEMUS: YBEIMYEHHUE YPOBHS XOJIECTEPHHA B KPOBH, THIIEPXOJIECTEPHHEMHUS.
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SHapyiuenus cHa: HEOOBIYHEIE CHOBHICHHS, HAPYIICHHUE 3aChITaHUs, OECCOHHMIA, OECCOHHMIIA, CBA3aHHAS
C IPYrMM IICHUXHYECKHM PacCTPOHCTBOM, MHTPACOMHHUYECKOE PACCTPOMCTBO, KOIIMapHbIC CHOBHICHUS,
TJIOX0E Ka4eCTBO CHA, HAPYIICHHE CHA, PAaHHEE IPOOYKICHUE.

“Tpesora: TpeBora, oulyIeHue OECIIOKONCTBA, pa3ApakKUTENBHOCTh, TTAHUYECKUE aTaKH, HAIIPSUKEHHUE.
*AkaTu3us: BO30YKICHHUE, aKaTU3Hsl, HEYCHIIUBOCTD.

Bs10CTh: TUNIEPCOMHUS, BAIOCTH, COHITMBOCT.

T 0noBOKpYKEHHUE: TOJTOBOKPYKEHHE, MOCTYPAIBHOE TOJOBOKPYKEHHUE.

®[lapkMHCOHM3M: aKMHE3Ms, SKCTPANUpPaMUIHBIE PACCTPONCTBA, HApPyLICHHE MOXOIKHM, CKOBAHHOCTh
CYCTaBOB, PUTHIHOCTh MBIIIII], TPEMOP.

[Ipoune SKCTpalmUpaMUIHbIE HAPYIIEHMS M JBUIaTeIbHBIE PACCTPONCTBA: OPYKCH3M, OOMIBHOE
CITFOHOOT/IEJICHUE, CIIFIOHOTCYCHHUE, CHHJIPOM «OECIIOKOMHBIX HOTY.

Wucronus: 6nedapocnasm, JUCTOHHUS, MBIIIEYHOE HATIPSKEHUE, MBIIICYHBIH CIIa3M.

YHapymienue 3y6ua T na DKI': napyuienue 3youa T na DK, nenpeccuu cermenta ST na DK, cHukenune
amrumaTy bl 3yoma T Ha DK

’Bonb B %HBOTE: HENPUSATHBIE OILYLIEHHUS B KUBOTE, B3IyTHE KHUBOTA, OOJb B )KUBOTE, OOJIb B BEPXHEH
YAaCTH KMBOTA.

B[ToBblenne AKTUBHOCTH «IIEUEHOYHBIX» (hepMeHTOB: MTOBBIIIEHHE AKTMBHOCTH
aIIaHI/IHaMI/IHOTpaHC(I)Cpa?)LI, IIOBBIIIICHUEC AKTHUBHOCTHU acnapTaTaMI/IHOTpch(pepa%l, ITIOBBILIICHUC
AKTUBHOCTH T'aMMa-TIIIOTAMIITPAaHC(epasbl, TOBBINICHUE aKTUBHOCTH «IIEYCHOYHBIX» (DEPMEHTOB.
14CkeneTHo-MBIIIEUHAS OOIBb: APTPANTHS, OOJIb B CIIMHE, MHAITHS, 6015, 60JIb B KOHEYHOCTSX.
15yTOMJ'I$[CMOCTI): aCTCHUA, yTOMHHCMOCTB, MBIIIICYHOC yTOMHCHHC, MCIJIUTCIBHOCTD.

JlonmoaHUTEIbHAS TepaIus 00JIBIIIOrO JIETIPECCUBHOTO PACCTPOMCTBA

[Tpodwmie Ge3omacHOCTH Kapumpa3uHa ObLT OLIEHEH Ha OCHOBE OJHOTO JOJTOCPOYHOTO H
HECKOJIbKUX KPAaTKOCPOUYHBIX KIMHUYECKUX uccienoBanuii npumepHo y 1800 mauuentos ¢ B/IP,
MPUHUMABIINX KapUIIPa3uH B AHUAIa30HE TepaneBTUUECKUX 103 OT 1,5 Mr 10 3 Mmr.

Hapywenus memabonuzma u numanus

Yacro: yBeTMUEeHNE MacChl Tella, TOBBIIICHUE alllIETUTA.

HeuacTo: IUCIUMUAEMHS ., THIEPHHCYTHHEMHSA, CHIKEHHE aTlTeTHTA.

Ilcuxuueckue Hapyuwienus

YacTo: KOTHUTHBHOE PaccTpoiicTBo®, Gecconnnna®, Tpesora®.

Heuacro: HapymeHus cHa®.

Hapywenus co cmoponvl nepenoti cucmembl

OueHb 9acTo: aKaTu3us'.

8 9 10

YacTo: BSIOCTh , IAPKUHCOHU3M"™, TOJIOBOKPYXCHHUC, TUCTOHHA™ ", T'OJIOBHAA 60.]'[1311.

12 mapecresms.

HewacTo: nuckuHesus, npo4ue 3KCTpAnUpPaMUIHbIE HAPYIIECHUS
Hapywenus co cmoponvl opeana 3penus

YacTo: HEYETKOCTh 3pEHUS.

Hewacro: ¢hotodhobusi, curapoM cyxoro riasa.

Hapywenus co cmoponul opeana ciyxa u aabupunma

Heuacro: IyMm B ymax, BEPTUTO.
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Hapywenus co cmoponul cepoya
Heuacro: Taxukapaus®®, yuminenne untepsana QT na DKI, ouryienue cepaneOueHus.

Hapywenus co cmoponul cocyoos

HeuacTo: oprocTatiueckas THIOTEH3HS ", «IPUIHBBI».

Hapywenus co cmopoHbl dblxamenbHol cucmembl, Op2aHo8 2pyOHOU KIemKU U CPeOOCMeHUs
HeuyacTo: nkoTa.

Kenyoouno-kuwieunvie HapyuleHus

Yacro: 3anop, TOHOTA, CyXOCTh BO PTY.

HeuacTo: pBoTa, racrpoa3odareanpHas pedurrokcHasi 0071€3Hb, TaCTPUT, TUcharus, JUCTIETICHUs,
B3JIyTHE KUBOTA.

Hapywenus co cmoponwl kodcu u noOOKONMCHbIX MKaHel

Yacro: runepruapos.

HeuacTo: ChIlb.

Hapywenus co cmoponwl mbiuieunoul, CKeiemHoul U cOeOUHUmMenbHOU MKAHU

Hewacrto: noBbIlicHHEe aKTUBHOCTH KPeaTHH()OCHOKHUHA3EI CHIBOPOTKH KPOBH, MBIIIICYHAS
c11ab0CTh, CKEJICTHO-MbIILIEYHAsT 60Jb >,

Hapywenus co cmopoHuvl nouex u Mouegblgo0sauux nymetu

Heuacro: nu3ypus, nomiakuypus.

Hapywenus co cmoponul penpodykmuenoti cucmembul U MOJAOYHBIX JHCele3

Heuacro: cHmkenue nuOua0, SpeKTuibHas TMCHYHKIINS, HApYILIEHUE ISIKYIISALNH.

Obwue napywienus u peakyuu 8 mecme 68e0eHus

Yacro: YTOMJ'I}IGMOCTBm.

Heuacro: OTCK, IMOBBIIICHUEC SHCPIUH, KaK1aa.

Ulucnunuaemus: TOBBINIEHME KOHLEHTPALMU XOJIECTEPHHA B KPOBH, MOBBIIIEHHE KOHIIEHTPAIUH
TPUTIHLEPHUIOB B KPOBH, JTUCITUTIHICMHUSL.

' MIIEpUHCYJIMHEMUS: yBEIMYEHUE YPOBHS HHCYJIMHA B KPOBH, TUIIEPUHCYIMHEMUSL.

SKOrHUTUBHBIE PACCTPOMCTBA: HAPYIIEHUE BHUMAHHMS, CHIKEHUE TIAMSTH, HAPYIIEHNE MBILLICHUS.
*BecCOHHMIIA: HAPYLICHHE 3achINaHusl, OECCOHHMIIA, WHTPACOMHUYECKOE DACCTPONCTBO, paHHEE
poOyXKIEeHHE.

*TpeBora: TpeBora, OllyIeHne GECTIOKOMCTBA, Pa3IPaKUTETLHOCTD, TAHMYECKHE aTaKHU, HAMPSHKEHHE.
*Hapyenus cHa: HeoObIYHbIE CHOBHIEHHS, KOIIMAPHbIE CHOBUIEHHS, TLIOX0€ Ka9eCTBO CHA, HAPYIIEHHE
CHa.

" Akatm3us: BO30yKIEHHE, AKATH3Hsl, HEYCHIYMBOCTD.

8Bs10CTh: TUIIEPCOMHMS, BAJIOCTD, COHJIMBOCTD, CTYTIOP.

[TapKMHCOHM3M: JKCTPANUPAMHIHBIE PACCTPONCTBA, THUIEPTOHYC, PUTHAHOCTH MBIIII, CKOBAHHOCTH
OTIOPHO-/IBUTATEIILHOTO allapara, MUOKJIOHYC, PUTHAHOCTD 3aTHUIOUHBIX MBIIII, HTAPKUHCOHU3M, TPEMOP
HIOKOSI, TPEMOP.

O iucronns: 6nedapocnasm, IMCTOHNS, MBIIIEYHBIN CIIa3M, MBIIIEYHOE HAMPSHKEHHUE, OPOMAH MOy IApHAs
JUCTOHHSI.

YT onoBHas 60Jb: roN0BHAs GO, MCKOM(OPT B TOJIOBE, MUTPEHb, TOJIOBHAS GOJIb HANPSIKEHHUS.
’[Ipoune skcTpanvpaMuaHble HAPYLIEHWS: HAPYLIEHWE PABHOBECHS, MOJIEPTUBAHMS MBI, CHHIPOM
«OECTIOKOWHBIX HOTY.
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BTaxukapaus: yBenMueHre 9acTOTHI CEPAEYHBIX COKPAIEHHMI, TaXUKAP/IHSL.

1%OprocraTnueckas TUMOTEH3HS: MOCTYPABHOE TOIOBOKPYKEHUE, OPTOCTATHIECKAS THIIOTEH3HSL.
BSCkenerHo-MbIneuHas 6071b: MUANTHS, CKEIETHO-MBILIEYHAs 00JIb, 60JIb B KOHEUHOCTSX, 60JIb B YETIOCTH.
16 Y TOoMIS€MOCTB: aCTEHHUS, yTOMIISIEMOCTb.

Ornucanue OTAENbHBIX HEXKEIaTeIbHBIX PEaKIIHii

Tlomymuenue xpycmanuxka/kamapaxkma

B moxnmHMYECKUX HCCIEIOBaHUAX KapHuIlpa3uHa HaOII0JaIoCh pa3BUTHE KaTapakThl. [loaTomy B
KIIMHUYECKUX HCCIICOBAHMIX 00pa30BaHUE KaTapaKThl TINIATEIHHO KOHTPOJIHPOBAIOCH MyTEM
OCMOTpA IJ1a3 C MOMOIIBIO MIEIEBON JIAMIIBI, a MAIMEHTHI C IMEIOIIEHCS KaTapaKTOW UCKITFOYAIIUCh
U3 uccienoBaHuil. B xoxe mporpaMMbl KIMHHYECKON pa3paOOTKH KapuIlpazuHa sl JIeUeHUs
mU30QpeHnn OBLIO 3aPETUCTPUPOBAHO HECKOJIBKO CIyuaeB KaTapaKThl, XapaKTEePU30BaBIIUXCS
HE3HAUMTENIbHBIM TMOMYTHEHHEM XpycTaiuka Oe3 Hapymenus 3penus (13/3192; 0,4%). Y
HEKOTOPBIX M3 OTHX TAaIMeHTOB ObUIM oTsromaromme (aktopel. Hawmbonee dwacto
PETUCTPUPYEMBIM HEKEIAaTeIbHBIM SIBICHHEM CO CTOPOHBI OpraHa 3peHHsl Obljia HEYETKOCTh
3penus (mnanebo: 1/683; 0,1%, kapunpazun: 22/2048; 1,1%).

B KpaTKOCpPOYHBIX WCCIICJIOBAHHUSX OWIOJISAPHON MaHWUM M JIEIPECCHH HaumOOJee YacThIM
HEKEIIATeIIbHBIM  SIBICHUEM CO CTOPOHBI OpraHa 3peHUs TakkKe OblIa HEYETKOCTh 3PCHUs
(rutaie60: 5/433; 1,2%, xapunpazun 10/255; 3,9% u mnare6o 2/545; 0,4%, kapunpasun 11/1014;
1,1% cooTBeTcTBeHHO). B 00beaWHEHHBIX HCCIENOBAHUSX MaHUNW Hauboiee dYacTbIM
HE)KEJIaTeNbHBIM SBJICHUEM CO CTOPOHBI OpraHa 3peHHUs TaKkke Oblia He4eTKOCTh 3peHust (17/485;
3,5%). B uccienoBanusx OUNOISPHON MaHUU M OUIOJSPHOM JENPECCUU B TEPANlEBTUYECKOM
JIUana3oHe 03 He COOOIIANoch O Pa3BUTHH TAaKOTO HEXKETATeNbHOTO SIBICHUS KaK KaTapakTa.

B uccnenoanusx BJIP y manueHTOB, MOMy4YaBIINX KapUIpPa3MH B Ka4eCTBE JOMOIHUTEIBHON
Tepanuu HanOoJIee YacThIM HEXKEIIATSIbHBIM SBJICHUEM CO CTOPOHBI OPTaHa 3pCHHS TaKKe OblIa
HEYETKOCTh 3peHHus (mianedo + antuaenpeccuBHas tepanus (AT): 12/1108; 1,1%; kapunpaszux
1,5-3 mr + AAT: 71/1822; 3,9%). B uccnenoBanusx BJIP npu mpueme B TepaneBTHUECKOM
JIUarna3oHe 103 He COO0MIaNoch O Pa3BUTHH TAaKOTO HEXKENIATeNbHOTO SIBJICHUS KaK KaTapakTa.
Ixempanupamuousvle CUMNMOMbL

B xpatkocpounbix uccnenoBanusax muszoppenun pazputue IIIC ormewanocs y 27%, 11,5%,
30,7% u 15,1% mnarueHToB, MOJy4aBIIUX KapUIpas3uH, miaanedo, pUCIEepUIOH U apUIHIIPA30I
COOTBETCTBEHHO. AKaTusus Oblna 3aperucrpupoana y 13,6%; 5,1%; 9,3% u 9,9% mauueHTos,
MOJTyYaBIINX  KapWIIpa3WH, IUIANEe00, PHCICPUJIOH ¥ apUIIUIPA30J  COOTBETCTBEHHO.
[Tapkuaconn3m Habmomancs 'y 13,6%; 5,7%; 22,1% wu 5,3% manueHToB, MOJYyYaBIINX
KapumnpasuH, riaanedo, pucepuIOn U apuIHIPa30Jl COOTBETCTBEHHO. [IMCTOHUS OTMeuanach y
1,8%; 0,2%; 3,6% u 0,7% mnanueHToB, MOJyY4aBIIUX KapUIpa3uH, Iianedo, pUCHEPUIOH U
APUITHITPA30JI COOTBETCTBEHHO.
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B mnaneGo-koHTponupyemoil  ¢aze  JOArOCpPOYHOrO  MCCIENOBaHHUA  COXpPaHEHUs
TepaneBTHUecKoro 3 dexra npu mmzoppenun II1C nabmoganucs y 13,7% nauneHToB B rpyme
KapunpasuHa no cpaBHeHUIo ¢ 3,0% B rpymme miane6o. Akatususi ObUTa 3aperuCTpUPOBaHA Y
3,9% nanueHTOB, MOJYYaBIIMX KapumpasuH, U y 2,0% mnanueHToB, MPUHUMABIIMX ILUIAneoo.
[Tapkunconusm otmeuancs y 7,8% u 1,0% mnanuentoB B rpynmax KapunpasuHa U IIianeto
COOTBETCTBEHHO.

B nccnenoannu neratuBHoi cumnromatuku I1IC npu mms3odpennn 6pum BoIsiBICHH y 14,3%
MAlMEHTOB B rpynme kapumnpasuHa u y 11,7% mnauueHToB B rpymme pucnepuaoHa. AKaTusus
HaOmonanace 'y 10,0% mnanueHToB, MOMYYaBIIMX KapumpasuH, u y 5,2% malnueHros,
IPUHUMABIINX pucnepuoH. [lapkunconnsm ormevancs y 5,2% u 7,4% nauveHToB B Ipynmax
KapHIpa3uHa U pUCIepuioHa COOTBETCTBEHHO. B OonbimucTBe cinydaeB DIIC Oy JeTKoi nim
CpelHel CTeNeHU TSDKECTH M YCTPaHsUIMCh OOBIYHBIMM JIEKAPCTBEHHBIMHU IpenapaTamy JUis
neuenus DIIC. Yactora ormensl teuenus Beieacteue HJIP, cesazannbix ¢ DI1C, Obuia HU3KOM.

B 3-HenmenbHBIX WCCIEAOBAaHUSAX OWMNOJSPHOW MaHUM YacTOTa 3apETUCTPUPOBAHHBIX
HE)KeJIaTeJIbHbIX JIEKAPCTBEHHBIX PEaKLUi, CBA3aHHbBIX C AKCTPANMPAMUAHBIMU CUMITOMAMH, 32
UCKJIIOUEHHEM aKaTH3UM W HEYCHIYMBOCTH, cocTaBuia 27,5% Yy NalueHTOB, MOJIYy4aBIIMX
JIeYeHHE KapuIpa3suHoM, 1o cpaBHeHuto ¢ 11,3% y manueHToB, noay4aBimux mianedo. Yacrora
BO3HUKHOBEHHUSl aKaTU3UM W HEYCHJYUBOCTH cocTaBuwia 23,5% y NaIMEeHTOB, IOJYy4aBIINUX
JIeYeHUE KapUIpPa3HHOM, 0 CpaBHEHMIO C 5,5% y NmanueHToB, MojiydyaBlux mianedo. Yactora
BO3HUKHOBEHHUS MAapKUHCOHM3Ma cocTaBuiaa 18,4% y manueHToB, MNOJIYYaBIIUX JIEYEHUE
KapuIIpa3uHoOM, 110 CpaBHEHUIO ¢ 8,6% y MalMeHTOB, MOTy4aBIINX IIanedo.

B koHTponmupyeMbIX HCCIEIOBaHUIX OUMOJSPHON JENpPEeCcCHUU 4YacTOTa 3aperuCTPUPOBAHHBIX
HE)KeJaTeJIbHbIX JIEKAPCTBEHHBIX PEaKLWi, CBS3aHHBIX C IKCTPANUPaMHUIHBIMH CUMITOMAMHU,
cocraBuina 16,3% y manueHToB, NOIy4YaBIIUX JEYEHNE KapUIIPa3uHOM, 10 cpaBHEHUIO ¢ 7,3% y
NalMEeHTOB, MOJIyyaBIIMX Iutanebo. AkaTu3us Obuia 3apeructpupoBaHa y 13,4% mnauueHTOB,
MOJIyYaBLINX J€UEHUE KapUIIpa3uHoM, U y 6,4% B rpymnne mianeto. [lapkunconusm Habaroancs
y 3,1% u 1,7% nanueHToB, MOTy4YaBIINX KapUIIPa3uH U M1arie60 COOTBETCTBEHHO.

B uccnenosanusax bJIP y manmeHTOB, NMOJMy4YaBUIMX KapUIPa3HH B Kaue€CTBE JOIOJHUTEIBHON
TEpanuy, 4acToTa 3apETUCTPUPOBAHHBIX HEXKENIATEIbHBIX JIEKAPCTBEHHBIX PEAKIUH, CBSA3aHHBIX C
OIIC, 3a UCKIIOYEHHEM aKaTH3UU U HEYCUAUYMBOCTH, cocTaBuia 7,3% B rpymnmne, IpUHUMAaBIINX
1,5-3 mr kapumnpasuna + A/IT no cpaBuenuto ¢ 3,6% B rpynne miane6o + AJIT. Yactora
BO3HUKHOBEHHUSI aKaTU3UM W HEYCUIUYMBOCTHU cocTaBwia 18,5% y manMeHToB, NPUHMMAaBIIMX
kapunpasut 1,5-3 mr + A/IT, u 4,1% B rpynne nnaune6o + AAT. Ilapkunconnsm Habmoancs y
4,5% mnauueHToB B rpymmne, npuHuMaBmux 1,5-3 mr xapunpasuna + AT u 1,8% — B rpymnmne
marne6o + AJIT cooTBeTCTBEHHO.
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Benosnas mpombosmoonus (BT3)

[Tpy mpyMeHEeHNH aHTUIICUXOTUYECKUX TpenapaToB ObLIM 3apErMCTPUPOBAHBI CIy4ad BEHO3HOU
TPOMO0IMOOINH, BKIIFOYast TPOMOOIMOOIHUIO JIETOYHON apTepuu M TPOMOO3 IIIyOOKHX BEH, C
HEYCTAaHOBJICHHOW YaCTOTOM.

Tosviwenue akmusHocmu «ne4eHoYHbIX» hepmMeHmoa

[Ipy mnpUMeHEHHHM AaHTUIICUXOTHYECKUX TIpEernaparoB dYacTo HaONIOJaeTcsi TOBBIIICHHUE
AaKTUBHOCTH Ie4eHO4HbIX TpaHcamuHaz (AJIT, ACT). B KIMHHYECKUX HCCIIEIOBAHUAX
KapunpasuHa npu muzodpenun yactora nossimeHus aktuBHoctu AJIT, ACT cocrasuia 2,2% y
NAIMEHTOB, IPUHUMABIINX Kapuiipasul, 1,6% y manueHToB, noiay4yaBmux pucnepunon, u 0,4%
y MAalUeHTOB, MPUHUMABIIKX 1anebo. [Ipu npumMeHeHnn Kapurpa3siHa NOpaKeHHs! IEYCHU He
OTMEUaJIoCh. B uccienoBaHMsAX MaHMM 4YacTOTa IOBBILIEHHUS AKTUBHOCTHU «IEYEHOYHBIX)»
dbepmenToB coctaBmia 1,7% B rpymnne kapunpaszuna u 1,2% B rpynmne miane6o. B uccnenoBanusx
OUMOJSPHON IENPECCUU YaCTOTA MOBBIIICHUS AKTUBHOCTHU «TI€Y€HOYHBIX» (PEPMEHTOB COCTaBUIIA
1,3% B rpymnmne kapunpasuna u 0,7% B rpymre miameoo.

B unccnenoBanusax b/IP y manueHTOB, MOJydYaBIIMX KapUIIPA3WH B KA4ECTBE JIONOJHUTEIIBHON
Tepanuu, 4acToTa TOBBIIICHHUS] aKTUBHOCTH «II€YEHOYHBIX» (epMeHToB, coctaBmia 0,66% B
rpynne, npuHuMasiux 1,5-3 mr kapunpasuna + AT u 1,35% — B rpynne mnane6o + AJIT.
Hzmenenue maccol mena

B KpaTKOCpOUYHBIX HCCIENOBAHUAX TEpAlMH MU30(PPEHUH B TPYIIE KapUIIPa3HHA OTMEYAIOCh
HECKOJIbKO 00Jiee BRIPKEHHOE YBEIMYCHHE MACChI Tella TI0 CPABHEHUIO € TPYINOi miaredo: 1 kr
u 0,3 KT COOTBETCTBEHHO. B 0JIrOCpOYHOM HCCIIEIOBAaHUM COXPAaHEHUS TEPaleBTHYECKOIO
s ¢ekTa mpu Tepanuu MHU30PPEHUN K KOHIy NEpHOoJa JEUEHUs HE OTMEYajoch KIMHUYECKU
3HAUMMBIX pa3IU4Uid M3MEHEHMs] Macchl Tejla OTHOCUTENbHO HcxojgHoro 3Hadenus (1,1 xr B
rpynme kapunpasusa u 0,9 kr B rpymnie miane6o). B oTkpeiToil ¢aze uccnenoanus B reuenue 20
Helenp npueMa KapumpasuHa y 9,0% DanueHToB pa3sBUIIOCH MOTEHUUAIBHO KIMHUYECKU
3HAYMMOE YBEIMYEHHE MACCHI Tella (ompeensieMoe Kak yBeIrudeHue > 7%), Toraa Kak B ABOMHOM
cienoil (aze MOTEHIHAIBHO KIMHUYECKH 3HAYMMOE YBEJIMYEHHE MAacChl Tella HaOJIoJalloch y
9,8% manueHToB, NMPOJODKMBIIMX IPUEM KapullpasuHa, B CpaBHeHuUu ¢ 7,1% mnaunueHTos,
pPaHIOMHU3MPOBAHHBIX B Ipymiy Iuianedo nocie 20 Henxenb NMpueMa KapuipasvHa B OTKPBITOM
pexxuMe. B uccrnenoBaHMM HETaTMBHOW CUMITOMAaTHKHM CpeJHEE H3MEHEHHE Macchl Tela
cocraBwio —0,3 kxr npum npueme KapumpasuHa u +0,6 Kr npu npueMe pHUCHEPHIOHA, a
MNOTEHIMATIBHO KIMHUYECKH 3HAUUMOE YBEIMYEHHNE MACChl Tella Haboaanoch y 6% mainnueHToB B
rpynne Kkapunpasusa u'y 7,4% B rpynie pucnepuiona. B KpaTKoCpOYHBIX UCCIIEJOBAHHUSIX MAHUH
cpelHee U3MEHEHHE Macchl Tejla ObUIO OAMHAKOBBIM B 00eux rpymnmnax: +0,2 Kr B rpyrie mianedo

u +0,5 Kr B rpynmne KapurpasuHa. B 10arocpouHoM uccie0oBaHUM MaHUU CpeJHEe U3MEHEHUE
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KOHEYHOM TOYKH (Macchl Tejla) OTHOCUTEIBHO MCXOAHOTO 3HAYEHHUS COCTABUIIO MPUOIU3UTEIBHO
1 xr. B nonrocpouHoM uccnenoBaHuu MaHuu y 9,3% manueHToB HaOI0a10Ch TOTEHIIMATIBHO
KJIMHUYECKH 3HAYMMOE YBEJIMYEHHE Macchl Tesa (yBEJIMYEHUE OTHOCHUTEIBHO MCXOJHOTO
3HavyeHus > 7%).

B uccnenoBanusix OUIONSIPHON AenpeccHu cpefHee U3MEHEHHE MacChl Tella K KOHIy Meproja
JICYCHHSI OTHOCUTEILHO MCXOAHOTO 3HAUCHHS HE SABISUIOCH KIMHUYecKH 3HauuMbIM (—0,1 Kkr mis
mane6o, 0,7 kr ais kapunpasuna 1,5 mr u 0,4 Kr 115 KapunpasuHa 3 mr).

B kparkocpounsix uccinenoanusx bJIP y manueHTOB, Mmosy4aBIIMX KapHIpa3uH B KadyecTBE
JOTIOTHUTEILHOU Tepanuu, cpeiHee N3MEHEHUE MACChl TeIa OTHOCUTENILHO UCXOTHOTO 3HAUCHUS
K KOHILY IBOMHOTO clienoro nepuopa jgedenus coctaBuio 0,84 kr u 0,22 kr B rpyIie KkapunpasuHa
+ AT u rpynne minanedo + AT coorBerctBenHo. B nonrocpounsix uccinenoBanusix b/IP y
MAIMEHTOB, TMOJYYaBIIUX KAapUIIpa3uH B KayecTBE JOMOJHUTEIBHOW Tepamuu, CpeaHee
M3MEHEHHE MAacChl TeJla OTHOCHTEIHbHO HCXOJHOTO 3HA4YeHHS K KOHIYy OTKPBITOrO IMepHoaa
nedeHus cocraBuio 1,56 kr B rpynne kapumnpasuna + AJIT.

Yonunenue unmepsana QT

B knuHMYeckoM Mmianebo-KOHTPOIMPYEMOM HCCIeNoBaHUM yiuHeHus uHTepBana QT mpu
MPUMEHEHUHU KapuIpa3uHa yanuHeHus natepsaia QT He ormeuanoch (cM. pazaen 5.1). B npyrux
KJIMHUYECKUX HMCCIIEOBAHUSAX OBUIO 3apETMCTPUPOBAHO BCETO HECKOJIBKO CIy4YaeB YITMHEHUS
untepana QT mpu nmpueme kapuipasuHa, HE OTBEYABILIUX KPUTEPUSAM cepbe3HOCTH. B xone
JOJITOCPOYHOTO OTKPBITOTrO nepuoja jedenus y 3 mauueHtoB (0,4%) Obuta 3aperucTpupoBaHa
untensHocTh MHTepBana QT ¢ koppekTuposkoi bazerra (QTcB) >500 mc. ¥ ogHOro u3 stux
NAlMEHTOB TAaK)XXe€ OTMEeYallach JIUTeNbHOCTh MHTepBana QT ¢ xkoppekTtupoBkoil puaepunus
(QTcF) > 500 mc. Y anunenue ucxoaHoro uarepsaia QTcB 6onee uem Ha 60 Mc Ha0JII01ATOCH Y
7 manuentoB (1%), a QTcF — y 2 mammentoB (0,3%). B oTkpbIToli (paze mAOATOCPOUHOTO
UCCIICIOBaHMsl TIOAJEpXKAaHUS TepaneBTHUecKoro 3¢¢exrta npu MHU30QPEHUN YUIMHEHHE
ucxonanoro uarepsana QTcB 6onee yem Ha 60 mc HaGr0HAM0Ch Y 12 maruenToB (1,6%), a QTcF —
y 4 nanuentoB (0,5%). B xone ABOWHOrO clienoro mepuoja JeYeHus yJUIMHEHHE HCXOJHOIrO
untepBasia QTcB Oonee yem Ha 60 Mc oTMeyYanoch y 3 MalMEeHTOB, MPUHUMABIINX KapUIpPa3uH
(3,1%), u y 2 manueHToB, MmoyydaBiux miareto (2%).

B xpaTkocpouHBIX HCCIIEI0BaHUAX MAaHUU Y OJHOTO MAllMeHTa B TPYIIE KapUnpa3uHa U y ABYX
MAaIMEeHTOB B Tpymme 1iamnedo jmrensHocTh naTepBaia QT ¢ koppektupoBkoit bazerra (QTcB)
cocraBmiia > 500 Mc mocie ucxoaHoro ypoBHA. Hu y ofHOTO M3 MAIMEHTOB HE OTMeEYallach
matensHocTh  uHTepBasia QT ¢ koppektupoBkoit @punepunus (QTcF) >500mc. B

JOJITOCPOYHBIX UCCICAOBAHUAX MaHUW HU Y OJHOI'O M3 MMAlMCHTOB, IPMHUMABIIINX KapUIIpa3uH,
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He oTMeuanach nauTenbHOCTh HHTEpBaIOB QTcB mmm QTcF > 500 Mc oT McxomHOTO ypOBHSI.
Cepbe3HbIX HeXKeNaTeNbHbBIX SIBICHUH, CBSI3aHHBIX ¢ pesynbratamu JKI', He Ha0Ir01aI0Ch.

B wuccrnenoBanusix OWIONSAPHOW ACTPECCHH y HECKOJBKUX TAIMEHTOB B O0EWX TpyImax,
MPUHUMABIINX MOJIajbHbIE CYTOYHBIE O3Bl KapHUIpa3uHa, U B Ipymme Iuianedo 0TMedaloch
yBenundyeHue uHTepBasioB QTcB m QTcF Ha > 60 MC OT MCXOAHOTO YpOBHS B JIFOOOH MOMEHT
BPEMEHU B TEUEHME JIBOMHOIO CIIEMOTO IMepuoja JeYeHUs:: cymMMapHOo mno kapumnpasuny 0,9%
(10/1167) mo cpaBaenuto ¢ mianedo 0,4% (2/510) u cymmapuo no kapurpasuny 0,2% (2/1167)
no cpaBHeHHIo ¢ mane6o 0% (0/510) cooTBETCTBEHHO.

B kparkocpounsix uccienoBanusx bJ[P y manueHTOB, Moiy4yaBIIMX KapUIOpa3HH B KayecTBE
JIOTIOJIHUTENBHOM Tepanuu, yBenudeHue uHtepBaia QTcB Ha > 60 MC OT MCXOIHOTO YpOBHS
cocrasisuio 0,4% B rpynne kapunpaszuna + AJIT u 0,3% — B rpynne miane6o + AJIT. YBenuuenue
untepBana QTcF na > 60 mc ot ucxogHoro ypoBHs 6bu10 oguHakoBbIM (0,1%) B 06eux rpymnmnax.
B nonrocpounsix uccnenoBanusx b/IP y mamueHTOB, monyyaBIIMX KapHUIpa3uH B KayecTBE
JIOTIOJIHUTENILHOM Tepanuu, yBennueHue narepBaioB QTcB u QTcF na > 60 Mc oT ucxoaHoro
ypoBHs coctaBmiio 0,6% B rpymmne kapunpasuna + AJIT.

COO6H_I€HI/IH 0 IMOJ03PCBACMBIX HCKCIATCIAbHBIX PCAKIIHUAX

BaxxHo co0011aTh 0 0103pEeBaEMbIX HEXKENATEIbHBIX PEAKIUAX OCIIE PETUCTPALIMY IIperapara ¢
LeNbl0  O0ecleyeHus] HENPEPHIBHOTO MOHUTOPUHIA COOTHOILUEHHUSI «IOJb3a — PHUCK»
JIEKapCTBEHHOI'0 npenapara. MeIuIuHCKUM pabOTHUKAM PEKOMEHIYeTCs cOOO0IaTh O JIF0ObIX
MOJI03PEBACMBIX HEXKENATeIbHBIX PEaKIUIX JIEKAPCTBEHHOTO Ipernapara uepe3 HalMOHAIbHbBIE
CHCTEMBl COOOILIEHHMS O HEeXeNnaTeJIbHBIX PEeaKIMSIX ToCylapcTB — uWiIeHOB EBpa3zuiickoro
HKOHOMUYECKOTO COI03a.

Poccuiickas ®@eoepayus

®denepanbHas cityx0a 1o HaJa30py B cdepe 3ApaBOOXpaHEHHUs

Anpec: 109012 r. Mocksa, CnaBsiHckast muiomanib, 1. 4, ctp. 1

Temedon: +7 800 550-99-03

DnekTpoHHas noyta: pharm@roszdravnadzor.gov.ru

Wurepuet-caiT: https://www.roszdravnadzor.gov.ru

Pecnyonuxa Benapyco

PecnyOnukanckoe  yHuTapHoe mnpennpusitue «lleHTp oSkcmepTu3 U UCOBITAaHUH B
3/IpaBOOXPAHEHUI

Anpec: 220037 r. Munck, nep. ToBapunieckuii 2a

Otnen papmakoHaazopa

Tenedon: +375 17 242-00-29

DnekTpoHHas nmoura: repl@rceth.by
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WutepHet-caiit: https://www.rceth.by

Pecnybnuxa Kasaxcman

PI'TI na [IXB «HaunoHanbHBIA LEHTP 3KCIEPTU3BI JIEKAPCTBEHHBIX CPEICTB U MEIMIMHCKUX
u3nenuit» Komurera MeauIIMHCKOTO H  (apManeBTUYeCKOoro KOHTpois MuHHCTepcTBa
3npaBooxpaneHus Pecnyonuku Kazaxcran

Anpec: 010000 r. Acrana, yin. A. Umanosa, 13

Tenedon: +7 (7172) 235 135

OnektponHas noydra: pdlc@dari.kz

WNutepuer-caiit: https://www.ndda.kz

4.9. Ilepeno3npoBka

CuMITOMBI

W3BecTeH oauH cimy4yail OCTpoil mepeno3upoBKU KapurpaszuHa (48 mr/cyTt). Y 3Toro mamueHra
OBLIIM OTMEUYEHBI OPTOCTATUYECKAasi TUIIOTEH3US U ceJaTUBHBIN 2P deKT. B TOT ke A1eHb cocTOsTHUE
MalMeHTa MOJHOCTHIO BOCCTAHOBHIIOCK.

Jleuenue

Jleuenne nepeno3MpOBKU BKIKOYAECT MOJAJIEPKAHUE AJCKBATHOW MPOXOJMMOCTH JbIXaTEIbHbIX
NyTe, OKCUI'€HAIlMM W BEHTWIIIMHU, a TaKkKe CHUMOTOMaTudeckyr Ttepanuto. Cuemyer
HEMEJJICHHO HayaTh MOHHUTOPUHT (YHKIIUH CEepJAEeYHO-COCYAMCTOM CHUCTEMBI, BKJIIOYAs
HenpepblBHbIA KOHTposib OKI' 11 BbIsABIEHUS BO3MOXHBIX HapylleHuM putma cepaua. [lpu
Pa3BUTHH TSKEJBIX 3KCTPANMPAMUJIHBIX CUMIITOMOB CIEAYET HA3HAUNUTh aHTUXOJIUHEPTUYECKHE
npenapaTsl. M3-3a BBICOKON CTENEHHM CBS3BIBAHUS KapuIlpazuHa ¢ OelKamH IUIa3Mbl KPOBHU
reMoauanu3, BepoATHO, HedhdexTuBeH. [lanMeHT MODKEH HAaXOAMTHCS TOJ TIHIATEIbHBIM
MEJIUIIMHCKUM HaOJII0JICHHEM BIUIOTH JO0 TOJHOTO BBI3AOpPOBICHUS. CriennupuiecKkuil aHTUIOT

AJId KapulipasnuHa OTCYTCTBYCT.

5. ®APMAKOJOIT'MYECKHE CBOMCTBA

5.1. ®apmakoaMHaMHUYeCKHe CBOMCTBA

dapmakoTepaneBTUYeCKas rpyIa: MCUXOJENTHKU; JPYTHe aHTUIICUXOTUYECKUE MTPEenaparhl.
Kox ATX: NO5SAX15

MexaHu3M IelCcTBUS

MexaHnu3m AecTBHs KapUIpa3uHa MOJHOCTHIO HE U3BECTEH. TeM He MeHee, IPeANoIaraeTcs, 4To
TepaneBTHUECKUI APPeKT Kapuipa3ruHa odecrneunBaeTcs KOMOMHALIMEH YaCTHYHOTO aroHW3Ma
no otHomeHuio K Dz-, D2-nodamunoBeiM penenropam (BennuuHa Ki 0,085-0,3 HMOIB/T B
cpaBaeHun ¢ 0,49-0,71 HMOIB/T COOTBETCTBEHHO) U 5-HT1A-CEpOTOHMHOBBIM peLETITOPaM
(Bemmumna Ki 1,4-2,6 HMONB/M) W aHTaroHusma 1o oTHomeHuto kK 5-HTze- u 5-HTaa-

35



CEpPOTOHMHOBEIM penienitopam 1 Hi-rucramuHoBbeIM perientopam (3Hauenus Ki 0,58—1,1 amons/m,
18,8 amMob/11 1 23,3 HMOIJIB/T COOTBETCTBEHHO). Kapumpasun obnanaer HU3Koi ad(GUHHOCTHIO K
5-HT2c-cepoToHnHOBBIM U anb(ar-aapenopenentopam (3Hauerns Ki 134 umons/n u 155 aMons/n
cooTBeTCTBEHHO). Kapumpaszun He oOnazaer 3HauuMoON ap@GUHHOCTBIO K MYCKapUHOBBIM
xosmHeprudeckuM perentopam (MKsg >1000 HMomab/1). JIBa OCHOBHBIX aKTHBHBIX METa0O0IHTA,
NE3METUIIKAPUIIPA3UH M JAUJE3METUIIKAPUIIPA3HH, O0O0JaJaloT CXOJHBIM C KapUIpPa3HuHOM
npodueM CBSI3bIBaHUS C peLienTopamMu U npoduiieM QyHKIMOHAIBHON aKTUBHOCTH IN VItro, kak
U UCXOJJHOE JIEHCTBYIOIIIEE BEILECTBO.

dapmakogngamuyeckue 3P HeKTel

JIOKIIMHUYECKHE HWCCIeqoBaHus IN VIVO MOKa3aid, 4YTO KapUIpasuH B (HapMaKoIOTHYECKU
3 PEeKTUBHBIX J103aX CBs3bIBaeTCs ¢ Ds-penentopamMu B TakoW k€ CTENEHH, Kak M ¢ Do-
peuenTopamMu. Y MalMEeHTOB ¢ MM30(peHuell HaOMI0AaN0Ch [10303aBUCUMOE CBSI3bIBAaHHE
KapurnpasutHa ¢ D3- u D2-nodaMuHOBBIME perienTopaMu roJIOBHOIO Mo3ra (IperuMyILEeCTBEHHO B
30Hax ¢ npeobnaganueM Ds-perientopoB) npu NMpueMe B TEPANEBTUUYECKOM IUANa3oHE /103 B
TeueHue 15 cyr.

Bausinue kapunpazuna Ha uHTepBal QT H3ydyanoch y HalMEHTOB € IIU30(QpeHUer Wiu
mu30apPeKTUBHBIM  pacCTpOMCTBOM.  bbulM  momydeHbl  JaHHBIE  XOJTEPOBCKOIO
monutopupoBanust DKI' B Teuenue 12 yacoB y 129 nanueHToB 10 Ha3HA4YEHUs Iperapara u 1o
JIOCTUKEHUU PAaBHOBECHOIO COCTOSIHMS. Y uiMHeHuss uHTepBana QT mnpu npumeHeHuu
KapuIpasuHa B J103aX, IMpeBbIIIAIOIUX TepaneBruuyeckue (9 wmr/cyr wim 18 wr/cyr), He
HaOroan0ch. Y MAIMEeHTOB, MOJYYaBIIMX KapUIpPa3uH B paMKax MCCIIEJOBaHUS, HE ObLIO
3apEeTUCTPUPOBAHO HU ymaiMHEeHUs: uHTepBasa QTc Ha >60 MC OT MCXOTHOTO TOKa3aTels, HU
ymuaenus QTc >500 mc B Xo/1e ucciae10BaHus.

Knuanueckas 3¢ deKkTUBHOCTE

Hluzogpenus

Dphexmusnocms npu KpAmMKoOCpOYHOM NPUMEHEHUU

D¢ hEeKTUBHOCTh KapuIlpa3uHa TPU OCTPOM IMM30PPEHUH HU3ydallach B TpeX O-HEIeTbHBIX
MHOTOIICHTPOBBIX, MEXIYHAPOIHBIX, PaHIOMU3HPOBAHHBIX, [BONHBIX CIEMBIX, IUIae0o-
KOHTPOJIMPYEMBIX HCCIIEJOBaHMIX C ydactueM 1754 manumenTtoB B Bo3pacte oT 18 nmo 60 ner.
[TepBUYHOI KOHEYHOW TOYKON BO BCEX MCCIEIOBAHUAX OCTPOH MM30(ppPEHUN OBIIIO U3MEHEHUE
MCXOJIHOM OOIIEeH OIEHKH IO IIKaje MO3UTHUBHBIX W HEraTUBHBIX CHHAPOMOB (PANSS) wepes
6 Hexenb, BTOPUYHOM KOHEYHOW TOYKOM — M3MEHEHHE HCXOJHON OIIEHKH MO IKajie OOIIero
KIIMHUYECKOTo BIeyatieHuss o Tsokectu 3aboneBanus (CGI-S) uyepes 6 wHemens. B
MEXIYHAPOJIHOM ILIAIe00-KOHTPOIMPYEMOM HCCIICIOBAHUN C TPUMEHEHHEM (DHUKCHPOBAaHHBIX

103 kapunpasuna 1,5 mr, 3,0 mr u 4,5 mr u pucnepuiona 4,0 Mr i 4yBCTBUTEIBHOCTH aHAIN3a
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OBLIIO MPOJIEMOHCTPUPOBAHO CTATUCTUYECKU JOCTOBEPHOE YIyUIIeHHE MIEPBUYHON U BTOPUUHOMN
KOHEYHBIX TOUEK JJIs BCEX /103 KapuIlpa3uHa U aKTUBHOTO KOHTPOJIS TI0 CPaBHEHUIO ¢ Tuiaie6o. B
JPYroM  MEXIYHApOAHOM  IUIANe00-KOHTPOIMPYEMOM  HCCIEJOBAaHUUM C  NPUMEHEHUEM
(bUKCUPOBAHHBIX /103 KapunpasuHa 3,0 Mr u 6,0 Mr u apununpaszosa 10 Mr 171 9yBCTBUTEIILHOCTH
aHanu3a o0e J103bl KapUIpa3uHa U aKTUBHBIN KOHTPOJIb IPUBEIU K CTATUCTUYECKU IOCTOBEPHOMY
YIAYYIICHUIO U TIEPBUYHON, U BTOPUYHON KOHEYHOM TOUKH 110 CpaBHEHMIO ¢ Tuiaiebo. B tpetbem
MEX1yHapOAHOM 11a11€00-KOHTPOIUPYEMOM HCCIIEI0BaHUHT c MIPUMEHEHUEM
(UKCUPOBAHHBIX/THOKUX 103 Kapurpazuna 3,0—6,0 mr u 6,0-9,0 Mmr o6e rpyIisl 103 Kapuipa3suHa
MIPUBEIN K CTaTUCTUYECKU JOCTOBEPHOMY YIYUYLIEHUIO M MEPBUYHOM, U BTOPUYHONW KOHEUHOU
TOYKHU IO CPAaBHEHHIO € TUIaIe0o.

Pe3ynbpTaThl M13MEHEHUS IEPBUYHON KOHEYHON TOYKH 0000IIeHBI HIKe B Tabmuie 1. Pe3ynbraTsl
U3MeHeHUs BTOpUYHOM KoHeyHOW TOo4YkM (CGI) U [JONOTHUTENBHBIX KOHEYHBIX TOYEK
MOATBEPIUIIN JAHHBIE, TOJIyYEHHBIE B OTHOILIEHUH MEPBUYHON KOHEYHOU TOUKHU.

Tadoauua 1. W3MeHeHUs MCX0AHOM o01eil onenku nmo mkajge PANSS uepe3 6 Henens B

HccjefoBaHuAX o0ocTpeHuil mu3zodpennu — nomyasinus ITT

Hcxoono |H3menenue Paznuuun mesxncoy

Cpeonee £ |Cpeonee MHK |npenapamamu u Benuuuna p

CKO (CO) naayeoo (95% JIH)
Oo6man onenka no mkaae PANSS (monens MMRM)
Hccnenoanne RGH-MD-16 (n=711)
ITinane6o 97,3+9,22 |-13,29 (1,82) — —
Kapumpasun 1,5 mr/cyt 97,1+9,13 |-21,27 (1,77)  |-7,97 (12,94, -3,01) 0,0017
Kapunpasun 3 mMr/cyt 97,2+8,66 |-21,45(1,74) |-8,16 (-13,09, -3,22) 0,0013
Kapunpasun 4,5 mr/cyt 96,7 +9,01 |-23,77 (1,74) |-10,48 (-15,41, -5,55) |< 0,0001
Pucnepunon 4 Mr/cyt 98,1 +£9,50 |-29,27 (1,74) ‘—15,98 (20,91, -11,04) |<0,0001*
Hccaenopanue RGH-MD-04 (n=604)
IMnane6o 96,5+9,1 |-14,3(1,5) — —
Kapunpasun 3 mMr/cyt 96,1 +8,7 |-20,2(1,5) -6,0 (-10,1,-1,9) 0,0044
Kapumnpasun 6 mr/cyt 95,7+9,4 |-23,0(1,5) -8,8(-12,9, -4,7) <0,0001
Apununpazon 10 mr/cyt 95,6 £9,0 |-21,2(1,4) ‘—7,0 (-11,0,-2,9) 0,0008*
HUccnenoBanue RGH-MD-05 (n=439)
IInanedo 96,6 +9,3 |-16,0 (1,6) — —
Kapumpasun ot 3 10 6 mr/cyr|96,3+9,3 |-22,8 (1,6) -6,8 (11,3, -2,4) 0,0029
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Kapunpasus ot 6 10 9 mr/cyt|96,3 +9,0 |-25,9 (1,7) -9,9 (-14,5,-5,3) < 0,0001

JAW: nosepurenbHblii uHTepBan; ITT: COBOKYNHOCTH BCEX pPaHIOMHM3UPOBAHHBIX Ial[E€HTOB
COrJIACHO Ha3HaYeHHOMY JeyeHuro; MHK: meron nHammenpmmx kBagpatoB; PANSS: mxkama
MO3UTUBHBIX W HCTATUBHBIX CHHIAPOMOB; CKO: CpCAHCKBAAPATUIHOC OTKJIIOHCHUC, CO: CTaHaapTHad
OIINOKA.

*[10 CpaBHEHHMIO C TUTANE00

Q(bqbekmueHocmb npu ONUMETIbHOM npuUmMeHeHuu

CoxpaHeHHEe AaHTUIICUXOTHYECKOro »3(ddexra KkapumpazuHa H3y4ajlochb B JOJITOCPOYHOM
KJIMHUYECKOM HMCCIIEJOBAHUU C PaHIOMU3HPOBAHHBIM MIPEKPALIEHUEM ITPUMEHEHMs ipenapara. B
obmeld crmokHocTH 751 mMalnMEHT ¢ CHUMITOMaMd OOOCTpEHHs MMH30(PpEeHHH TpPUHUMAI
Kapurnpasud B g03e 3-9 mr/cyt B Teuenue 20 Henmenb, mpu 3ToM 337 MAaLMEHTOB MOJYydYald
KapunpasuH B jgo3ax oT 3 go 6 wmr/cyr. Ilocie crabunmzanuu COCTOSIHMS IallMEHTOB
pPaHIOMHU3HMPOBAJIM Ha MpPHUEM KapuIpasuHa B (UKCUPOBaHHOM no3e 3 wim 6 mr (n=51) win
mane6o (n=51) B IBOITHOM CJIETIOM peKHUME Ha CPOK 70 72 Henenb. [lepBudHOM KOHEYHOM TOUKON
UCCIIEIOBaHMsI OBLIIO BpeMsl, IpOLIEAIIee A0 pa3BUTHS peuuauBa. K KOHIy HccieI0oBaHUS
CUMITOMBI MM30(peHnn Bo300HOBUINCH Y 49,0% nauueHTOB, MPUHUMABIIUX IUIANEe00, U Y
21,6% nanueHToB, MOTy4YaBIINX KapunpazuH. Takum oOpa3zom, Bpemsi 10 pa3BUTHUs peruansa (92
JIHS B cpaBHEHUHU C 326 IHAMH, HA OCHOBAHUU 25-TO MEPUEHTUJIS) B TPYMIE KapuIpasuHa ObLI0
JIOCTOBEPHO JJIMHHEE, YyeM B rpymie miaredo (p=0,009).

Appexmusnocmyo y nayuenmos ¢ wuzogdpenuell ¢ npeodoradanuem He2amusHoU CUMNIMOMAMUKU
O¢ddekTuBHOCT, KapHIlpasuHa B JICUEHUHM I[MU30(QpeHHH ¢ MpeoldiaJaHueM HEeraTuBHOM
CUMIITOMATUKH H3y4yanach B 26-HEJAEIbHOM MHOTOIEHTPOBOM, JBOWHOM CJIENOM, Iaredo-
KOHTPOJIMPYEMOM KIIMHUYECKOM HcciiefoBaHuu. Kapumpasus (Iuana3zoH 103 3—6 Mr, 1enenas
no3a 4,5 Mr) OlIEHUBAJICS B CPAaBHEHUU C PUCIIEPUIOHOM (AHMamna3zoH 103 3—6 Mmr, 1ejeBas /103a
4 Mr) y manMeHToB ¢ MmM30(peHuel co CTOMKOW HeraTMBHOM cuUMNTOMAaTHKOM (n=461). 86%
NalMeHTOB ObLIM MoJIoXke 55 neT, 54% 13 HUX ObUIM MYXCKOTO MOJIA.

Croiikas HeraTMBHas CUMITOMAaTHKa ONPEENIIach KaK CUMITOMATUKA MPOJIOJIKUTEIbHOCTHIO
HE MeHee 6 MecsleB C BBICOKMM YPOBHEM HETaTUBHBIX CHMIITOMOB M HHU3KHM YpPOBHEM
NO3UTHUBHBIX CUMOTOMOB [(OIleHKa (pakTOpa HEraTWBHBIX CUMITOMOB 1o mkane PANSS >24,
olieHka >4 MuHuMyM 110 2 u3 3 nyHktoB PANSS (N1: ymnomennsiit apdexr; N4: aOynus; N6:
OETHOCTh peun) U OlleHKa (paKkTopa MO3UTUBHBIX CUMIITOMOB 10 TiKajae PANSS <19]. [Tanuentos
C BTOPUYHOM HETaTUBHOM CUMIITOMAaTHUKOMW, HAIlpUMEp, C CHMIITOMAMH YMEPEHHOMN WJIHU TSKEJION
JIETIPECCUU U KIIMHUYECKHU BBIpa)KEHHBIM MapKUHCOHU3MOM (DI1C), ucKitovamy U3 uCCie10BaHMs.
VY mauueHTOB W B TpyIIe KapulpazuHa, U B TPYIIE PUCHEPUIOHA OTMEYAIOCh CTaTUCTUYECKH
JIOCTOBEPHOE YITYYIlIEHWE UCXOAHON BETUYMHBI IEPBUYHON KOHEUHOM TOUKH 3 (HEKTUBHOCTH —
OLIEHKH (pakTopa HeraTUBHBIX cuMnToMoB 110 mkaiae PANSS (PANSS-FSNS) (p <0,001). Tem ne
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MeHee, HaunHas ¢ Henenu 14, oTMedaauch CTaTUCTHYECKH JA0cToBepHbIe pasmmuus (p=0,002) B
NOJIb3y KapuIpa3uHa MO CPABHEHUIO C PUCIEPUIOHOM (Tabiuia 2). Y ManueHToB M B TpyIIe
KapuIpasuHa, U B TPYIIE PUCIEPUIOHA OTMEYAIOCh CTATUCTUYECKH JIOCTOBEPHOE YIIyUIICHUE
UCXOJ/IHOW BEJIMYMHBI BTOPHYHOW KOHEYHOH TOUYKU 3(H(HEKTUBHOCTH — OOIICH OIIEHKH TI0 IIKaie
JUYHOCTHOTO U commasibHoro (pyHkuuonupoBanus (PSP) (p <0,001). Tem He MeHee, HaUMHAS C
Henenmu 10, HaOmOJaMUCh CTAaTHCTUYECKH AocToBepHble pasnuuusa (p <0,001) B momb3y
KapuIpa3nuHa Mo CPaBHEHUIO C PUCIIEPUIOHOM (Tabnuua 2).

Paznuuust B OIIGHKAX IO IIKaJIaM OOIIEro KIMHUYECKOTO BIICYATIICHUS O TSDKECTH 3a00JICBaHUs
(p=0,005) u 06 ynyumenuu (p <0,001), a Taxke ypoBeHb yayumenus 1o mkaie PANSS-FSNS
(ynyumenue no PANSS-FSNS >30% na nenene 26; p=0,003) noareep:kaaiu pe3yiabTaThbl OLIEHKU
NEPBUYHON M BTOPUYHON KOHEUHBIX TOUEK APPEKTUBHOCTH.

Ta6nunma 2 Pe3iome pesyabraToB ucciaenopanuss RGH-188-005

Hoka3zarenn Kapunpasun | Pucnepngon | Oxunaembie | 95% JIM | Beqnunna
3¢ PpeKTUBHOCTH Cpennee Cpennee pasiauuns p

MHK MHK MEKIY

npenapaTamu

Oneuxa PANSS- 27,8 275 — — —
FSNS ucxomuo
Onenxa PANSS- 18,5 19,6 — — —
FSNS na nenemne
26
CfB oueHku -8,9 74 -15 2.4 0,002
PANSS-FSNS k -0,5
Henene 26
OOmas oneHkKa 48,8 48,2 — — —
PSP ncxomHo
OO0mas oreHkKa 64,0 59,7 — — —
PSP na Henene 26
CfB o6mieit 14,3 9,7 4,6 2,7.6,6 <0,001
ouenku PSP k
Henene 26

CfB (change from baseline): uamenenne 0THOCHTETLHO UCXOTHOW OIIEHKH

bunonapnoe paccmpoticmeo I muna

Manuakanvisle Ui cMeuantble Snu300bl 6un0ﬂﬂpH020 paccmpoﬁcmea I muna

O} dexTuBHOCTH KapuIlpa3uHa MpH JCUESHUH IU30]I0B OUTIONSIPHON MaHUU Obla YCTAaHOBIIEHA B
TpeX 3-HEeACNbHBIX TUIANE00-KOHTPOIUPYEMBIX HCCIEIOBAaHUAX, BKIouaBmux 492, 235 u
310 manueHTOB COOTBETCTBEHHO (CpeaHuit Bo3pacT 39 ser, auamna3oH ot 18 10 65 5ier), KoTopsie
OTBEUYATH KPUTEPUSIM OUIIOSIPHOTO paccTpoiicTBa | Tuma ¢ MaHMaKaIbHBIMU WM CMEIIAaHHBIMU
MU30/laMd ¢ WM 0€3 TICUXOTHYECKUX OCOOCHHOCTEH corinacHo JluarHocTudeckoMmy W
CTATUCTUYECKOMY PYKOBOJICTBY 1O TICHXUYECKUM PACCTPOMCTBAM, 4-€ U3/IaHNE, TIEPECMOTPEHHAs

Bepcust (DSM-IV-TR). Bo Bcex Tpex ucciieoBaHUSIX KapUIIpa3HH MIPEeBOCXOIUI I1aneoo.
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B xaxxaoM uccrienoBaHuM JUIsl OLICHKU MCUXUATPUYECKUX CUMIITOMOB B KayecTBE MEPBUUYHOMN U
BTOPUYHON KOHEUYHBIX To4eK 3¢ dekTuBHOCTH ncnonb3oBanu [llkamy SHra nis omeHKu MaHUU
(YMRS) u Illkany oOmiero KJIMHHUYECKOro BHeyarieHus o Tsokectu 3aboneBanus (CGI-S)
COOTBETCTBEHHO.

B kaxaoMm #cciieoBaHUHM TEPBUYHONM KOHEUHOM TOYKOW OBLIO CHIDKEHHE OOIICH OICHKU OT
MCXOJHOro ypoBHs 1o mkane YMRS B koHLe TpeTheil Hepenu. I3MeHeHne 0T UCXOIHOTO YPOBHS
JUTSL KaXKI0H TPYIIEI MAIMEHTOB, IPUHUMABIINX KapHUIIPa3uH, CPABHUBAJIH C TPYNIION TU1anedo.
B onHOM 13 Tpex miane60-KOHTPOIUPYEMbIX UCCIETOBAHUM C y4aCcTHEM ABYX TPYIII HAIlUEHTOB,
MIPUHUMABIINX THOKKE 103kl Kapunpa3uHa (0T 3 10 6 Mr/cyT wim oT 6 10 12 Mr/cyT), o0e rpynis
KapHIpa3uHa MOoKa3aiy Jyqinyto oueHky no mkagam YMRS u CGI-S, yem mnane6o. B rpymme
MAIUEHTOB, MPUHUMABIINX KapHIIpa3uH B J03¢ OT 6 a0 12 mMr/neHp, HE OTMEUEHO HUKAKHX
JOTIOTHUTEIBHBIX TMPEUMyIecTB. B Apyrom 1miane6o-KOHTPOIMPYEMOM UCCIEOBAHUU C
y4acTUEM TPYIIbI NAllMeHTOB, IPUHUMABIIUX THOKUE 103bI KapunpaszuHa (ot 3 mo 12 mr/cyr),
KapUIIpa3uH PeBOCXOAW M1anedo no omneHke corsacHo mkainam YMRS u CGI-S. B tperbem 3-
HEZIEJIbHOM ILJ1a[e00-KOHTPOJIUPYEMOM UCCIIEI0BAHUH C THOKMMU J103aMU Kapunpasusa (ot 3 110
12 mr/cyT) KapunpasuH MpeBocxoau mianedo npu onenke no mkanam YMRS u CGI-S.
OddexTuBHOCTh Kapunpa3uHa OblIa yCTaHOBJIEHA B quama3zoHe 703 oT 3 go 12 mr/cyt. o3l
BbIllIe 6 MI' HE JEMOHCTPUPOBAIN JIOMOJIHUTEIBLHOTO IPEUMYILECTBA 110 CpaBHEHHIO ¢ Ooiiee
HU3KMMH  J03aMM, TakkKe HaOII0Jaloch J0303aBUCHUMOE  YBEJIMYEHUE  ONPEEIIEHHBIX
HEeKeNaTeNbHbIX peakuuii. [loaToMy MakcuManbpHasi peKoMeHayemMasi CyToYHasi 103a COCTaBIIseT
6 Mr/cyT.

Tabauuma 3 Pe3yabTaThl NEPBHYHOIO0 AaHAJIW3A HCCIAEIOBAHMIT MAHUAKAJIBHBIX MJIH

CMCIIAHHBIX 31IM30/10B 6]/]1'[0J'lﬂpl—l01"0 paCCTPOﬁCTBa I Tuna

Homep I'pynna  neyenusi | IlepBuyHas KOHeYHas! TOYKA IPPEKTHBHOCTHU:
uccaenoBanus | (KOJIM4eCTBO Oo6mas ouenka no mkajge YMRS
nanuentos I TT) Cpenusisi Cpennee Paszauumue 3a
HCXOIHAA U3MEHEeHHue BbIYETOM
ouenka (CKO) | oTHOCUTEIbHO 3¢ ¢exra
HCXO/IHOTO niane6o?
3HAYeHUs 95% AN)
MHK (CO)
Uccnenosanue 4 | Kapunpasuu 33,2 (5,6) -18,6 (0,8) -6,1 (-8.,4,
(3-6 mr/cyr)* B
(n=165) 38)
Kapunpasun 32,9 (4,7) -18,5(0,8) -5,9 (-8,2,
(6-12 mr/cyT)*® .
(n=167) 3.6)
[Tnane6o 32,6 (5,8) -12,5(0,8) —
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(n=160)

Uccnenoanue 5 | Kapunpasun 30,6 (5,0) -15,0 (1,1) -6,1 (-8,9,
(3-12 mr/cyT)*P
(n=118) ~33)

[Liane6o 30,2 (5,2) -8,9 (1,1) —
(n=117)

Hccnenosanue 6 | Kapunpasun 32,3 (5,8) -19,6 (0,9) 4.3 (-6,7,
(3-12 mr/cyT)*P
(n=158) -19)

[Lnaue6o 32,1 (5,6) ~15,3(0,9) —
(n=152)

ITT: coBOKYITHOCTh BCEX PaHIOMH3UPOBAHHBIX MAIIUEHTOB COTJIACHO HA3HAYEHHOMY
neuenuto; CKO: cpennekBanparnunoe oTkionenue; CO: crannaptaas ommoka; MHK: meron
HauMEHBIINX KBaapaToB; J: noBepuTeabHbI HHTEPBAI

4Pasnuune (3a BedeToM 3(ddekra mianedo) B cpeHeM U3MEHEHHH OTHOCHTEIILHO HCXOIHOTO
3Hayenust MHK

* J103b1, KOTOPBIE CTATUCTUYCCKH 3HAYMMO TIPEBOCXOSAT IIareto

PMakcumalnbHas peKoMeH [yeMas CyTO4Has 71033 COCTaBIIsAeT 6 Mr/cyT. JI03bl BILIE 6 MI/CyT
He 00EeCIeurBalOT MOBBIIEHHON 3(h(hEKTUBHOCTH, IOCTATOYHOM JJISl TOTO, YTOOBI IEPEBECUTH
J10303aBUCHMBbIE HEXKETIaTeNbHBIE PEaKIUU.

Jlenpeccustvie 3nuz00bl npu bunoasaprom paccmpoucmee | muna (bunoasaprnas oenpeccus)

O¢ddekTuBHOCT, KapUmpazuHa TPH JICYCHUH JACTPECCUBHBIX OJMU30A0B TPH OUIOISPHOM
pacctpoiictse | THna (OunossipHON nenpeccun) Obljla yCTaHOBJICHA B OHOM 8-HEIEIbHOM U ABYX
6-HeleNbHBIX M1a1[e00-KOHTPOJIUPYEMbIX UCCIEI0BAHUAX C IPUMEHEHHEM (PUKCUPOBAHHBIX 103,
BKuTrOYaBIuX 571, 474 n 478 nanueHTOB COOTBETCTBEHHO (Cpeauuit Bo3pacTt 41,6 rona, nuamna3on
or 18 1o 65 5er), KOTopble OTBEYATU KPUTEPHUSIM JIENPECCUBHBIX SMU30/0B MpPHU OUIOJISIPHOM
pacctpoiictBe | Tuna corizacHo JIMarHOCTMYECKOMY M CTaTUCTHYECKOMY PYKOBOJCTBY IO
IICUXUYECKHM paccTpoiicTBam, 4-¢ u3nanue, nepecmotpenHas Bepcust (DSM-1V-TR) u 5-¢
uznanue (DSM-5).

B kaxxnom uccrnenoBaHUM NMEPBUYHONM KOHEYHOM TOYKOM ObUIO M3MEHEHHE OOUIel OIEHKH OT
UCXOJIHOTO YpOoBHS 10 1mKaie MoHTromepu-Acbepra i ouenku aenpeccun (MADRS) B koH1e
niectoil Henenu. BTopuuHoil koHeUHOU TOUKOM OblI0 M3MeHeHue oreHku mo mkane CGI-S Ha
Hejene 6 1Mo CpaBHEHUIO C UCXOAHBIM YPOBHEM.

B  8-memenmpHOM  TTAne00-KOHTPOIMPYEMOM  HCCIIEAOBAaHMM C  NPUMEHEHHEM  Tpex
¢duKcupoBaHHbIX 103 Kapurpasuna (0,75 mr/cyt, 1,5 mr/cyt u 3 Mr/cyrt) B KOHIIE IIECTON HEAEIN
KapuIIpa3uH MpeBOCX0AnI Tianebo 1o ornenke cornacHo mkanam MADRS u CGI-S. B onnom u3
6-HeeNbHBIX TUIaNe00-KOHTPOIMPYEMBIX UCCIICI0OBAaHUH C MPUMEHEHHEM BYX (HKCHPOBAHHBIX
103 kapumnpaszuHa (1,5 Mr/cyTt u 3 Mr/cyT) B KOHIIE IIECTONW HEIEeTH KapuIpasuH B Jo3ax 1,5 Mr u

3 Mr mpeBocxoaun rmiarnedo mo orneHke cornacHo mkaie MADRS. B gpyrom 6-HenenbHOM
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I1a1e00-KOHTPOJIMPYEMOM  UCCIIEZIOBAHUM C MNPUMEHEHHEM [JBYX (DUKCHPOBAaHHBIX /103
kapumnpasuHa (1,5 Mr/cyt u 3 Mr/cyr) B KOHIE IIECTOH HeIenu KapurpasuH B 1o3e 1,5 mr
npeBocxoIuI miaredo mo omnenke cornacHo mkaram MADRS u CGI-S.

HccnenoBanue B MOATPYyNIax NAallMEHTOB, BBIIEICHHBIX IO BO3pacTy (HECKOJbKO MAlMEHTOB

cTapuie 55 5iet), oy U pacoBOW MPUHAANICKHOCTH, HE BBISIBUIIO JOCTOBEPHBIX pAa3IUYMii B OTBETE

Ha JICYCHHUE MTPErapaToM.

Tabnmuna 4  Pe3yabTarbl aHaau3a NEePBUYHOH KOHEYHOH TOYKHM 3(PPEeKTHBHOCTH B

HCCJIeIOBAHUAX OUIIOJISIPHOM Aenpeccuu

Homep I'pynna neyenus IlepBuyHasi KOHeYHasA TOYKA P PeKTUBHOCTH:
HCCJIeTOBAHUS (KoJIMYEeCTBO Oobmas ouenka no mkajie MADRS
naunueHToB I'TT) Cpennss Cpennee Pazauume 3a
HUCXOHAA U3MeHEeHHue BbIYETOM
ounenka (CKQO) | oTrHocuTeJIbHO 3dPexra
HCXOIHOI0 miamnedo?
3HAYCHUS (95% IN)
MHK (CO)
Hccnenosanue 7 | Kapunpasun 30,3 (4,4) -15,1(0,8) 4,0 (-6,3,
(1,5 mr/cyr)* -1,6)
(n=145)
Kapurmnpaszun 30,6 (4,7) —13,7 (0,9) -2,5 (4,9,
(3 mr/cyr) -0,1)
(n=145)
[Tname6o 30,4 (4,6) 11,1 (0,9)
(n=141)
UccnenoBanue 8 | Kapunpasun 30,7 (4,3) -15,1 (0,8) -2,5 (4,6,
(1,5 mr/cyr)* N
(n=154) 0.4)
Kapurmnpaszun 31,0 (4,9) -15,6 (0,8) -3,0 (-5,1,
(3 mr/cyT)* N
(n=164) 0.9)
[Tnare6o 30,2 (4,4) -12,6 (0,8)
(n=156)
Uccnenoanue 9 | Kapunpasun 31,5 (4,3) -14,8 (0,8) -2,5 (4,6,
(1,5 mr/cyr.)*
(n=162) -04)
Kapumnpaszun 31,5 (4,8) -14,1 (0,8) -1,8 (3,9,
(3 mr/cyr)
(n=153) 0.4)
[Tnane6o 31,4 (4,5) -12,4 (0,8)
(n=163)

42



ITT: coBOKymTHOCTH BCEX PaHIOMU3UPOBAHHBIX MAIIEHTOB COTJIACHO HAa3HAYEHHOMY JICUCHUIO;
CKO: cpennexkBagparuunoe otkimoHeHue; CO: cranmaptHas omuoOka; MHK: wmeron
HaMMEHBIINX KBaaApaToB; [I: noBEepUTEIbHBINA HHTEPBAII

®Paznuune (3a BerueToM dddeKTa mianedo) B CpeHEM U3MEHEHHH OTHOCHTEILHO HCXOTHOTO
3HaueHuss MHK

* J103bl, KOTOPbIE CTATUCTUYECKH 3HAUUMO MPEBOCXOAAT I1areto

Jonoanumenvras mepanus 001bUI020 OenpeccueHoeo DCZCCMDO@?CWZGCI

O} PeKTUBHOCTh KapUNpa3rHa B KAa4eCTBE AOIMOJHEHHUS K TEepalmuy aHTHACTIPECCAHTAMHU TMPHU
neyeHuu bJIP oneHrBanack y B3pOCibIX MAIMEHTOB B JIBYX UCCIIEIOBAHUIX (CpeIHUIA BO3pacT 45
neT, auana3zoH oT 18 mo 65 ner; 72% cocraBnsuim >KeHIMUHBL, 85% OBUIM MpeACTaBUTEISIMU
€BPOIICOHTHOM packl), KOTOphIe oTBeuanu kpurepusim bJIP, ¢ cumntomamu TpeBoru uiam 6€3 HUX,
cormacHo JIMarHOCTUYECKOMY M CTaTUCTHYECKOMY  PYKOBOJCTBY IO  ICHUXHYECKUM
paccrpoiicTBaM, 4-¢ uzganue, nepecMorpernas sepeust (DSM-1V-TR) u 5-e uspanue (DSM-5), u
y KOTOpBbIX OBbLT HeaJeKkBaTHbIN oTBeT Ha 1-3 kypca mpeamectByromeid AT. HeanexkBaTHbIN
OTBET Ha JICYCHUE aHTUJETPECCAaHTaMU ObLI ONPE/EIIeH KaK yayduuieHrue Mmenee yeM Ha 50% npu
IPUMEHEHUH B a/1eKBaTHOM J03€ U aJ€KBaTHOW MTPOJOKUTEIbHOCTH.

B kaxxaoM uccrneqoBaHUM MEPBUYHON KOHEYHOW TOYKOM OBLIO M3MEHEHHE OOIIeH OIEHKH OT
HCXOJHOI0 YpOBHS IO ImiKane aenpeccuu Moutromepu-Acoepra (MADRS) x 6 unu 8 Henerne.
[lIxana MADRS u3 10 myHKTOB HCMOJIB30BAJIaCh IJIsi OIEHKU CTETECHH TSKECTH CHUMIITOMOB
nenpeccuy, rae 0 o3HauaeT OTCYTCTBUE CUMITOMOB, a 60 — CUMIITOMBI MAKCUMAJIbHOM TSAXKECTH.
B 6-nepensHOM Tmuianie0o-koHTpodaupyemMoM wuccneaoBanuud (N = 751) ¢ mpuMeHeHHEM ABYX
(buKcupoBaHHBIX 103 Kapunpasusa (1,5 mr/cyt wnu 3 mr/cyr) + AT, kapunpasun 1,5 mr/cyt +
AJIT mo omeHke B KOHIE mIiecTOM Henmenu coriacHo mmkaie MADRS mnpeBocxomun sddekr
wianebo + AJIT. Dddexr neyenus B rpynne kapunpasuna 3 mr/cyt + AJIT (o cpaBHeHHIO C
mnane6o + AJIT) He ObUT CTATUCTUYECKH 3HAYUMBIM.

B 8-nenenpHOM miare6o-koHTponupyeMom uccienoBanuu (N = 808) ¢ mpruMeHeHneM rHOKuX /103
kapumnpasuta: 1-2 mr/cyt + AJIT unu 24,5 mr/cyt + AT, kapunpasun 2—4,5 mr/cyt (cpeanss
no3a 2,6 mr/cyr) + AJIT mo omeHke B KOHIIE BOCBMOHM Henenu corymacHo mkaime MADRS
npeBocxoaui dpdext mranedo + AUT. DddekT neyenus B rpymme kapumnpasuHa 1-2 mr/cyt +
AT (mmo cpaBHenwuto ¢ mnanedo + AJ[T) He ObLIT CTATUCTUYECKU 3HAYUMBIM.

Pe3ynbpTaThl OCHOBHBIX TTapaMeTpoB 3 (HEKTHBHOCTH I 000UX HUCCIeN0BaHUM (6-HEAETHFHOTO U
8-HenenbHOT0) IPUBEICHBI HUXKE B Ta0OHIIe 5.

Tab6nmunma 5 Pe3yabTarbl NEepBHYHOIO  aHAAM3A  HCCJIeJoBaHUH  3(PdeKTHUBHOCTH

JAONOJTHUTEIbHON Tepanuu 00JILIIOr0 JeNPecCHBHOIO PacCTPONCTBa

43



Hccaenopanue ['pynna jedyenus IlepBrYHasi KOHEYHAS TOYKA
(kom4yecTBO MauueHTOB DPPexkTBHOCTH: OO01IIAsA OLEHKA MO LIKAJe

ITT) MADRS
Cpennsin  Cpennee Pazau4umue 3a
HUCXOHAS W3MEHEeHHe BbIYETOM
OLIEHKA OTHOCUTEJbHO DPPexTa
(CKO) HCXOTHOT0 miane6o? (95%
3HAYeHUSs JIN)
MHK (CO)
6-HeenpHOe Kapunpasux
riane0o- (1,5 mr/cyr)+AJIT* 32,8 (5,0) +~14,1(0,7) —2,5(-4,2; -0,9)
KoHTpoaupyemoe (n=250)
HCCJIEIOBAHME 32,7(4,9) +~13,1(0,7) ~1,5(-3,2;0,1)
Kapunpazun

(3mr/cyt)+AT (n=252)
31,9 (5,70 +~11,5(0,7)
[Tnane60+AlT (n=249)

8-HenenpHOE Kapumnpazun (1-
rtane6o- 2 mr/cyT)+AIT (n=273) 29,0 (4,3) 13,4 (0,5) —0,9 (-2,4; 0,6)
KOHTPOJIHPYEMOE
uccienoBanue  |Kapumpasun (2—
4.5 mr/cyt)+AIT* 29,3 (4,1) +14,6(0,6) 2,2 (-3,7;-0,6)
(n=271)

28,9 (4,3) 12,5 (0,5)

[Tname6o + AT (n=264)
CKO: cpennexBanpatuuHoe oTkiaoHeHue; CO: crangaptHas ommboka; MHK: meTon HanMeHbImx
KBaAparos; [IM: noBepuTeNbHBINA HHTEPBAI

* J103b1, KOTOPBIE CTATUCTUYECKH 3HAYUMO MPEBOCXOJIAT I1ae0o

Paziauure (3a BeIYETOM d(deKTa 1mianedo) B CpeaHeM H3MEHEHHH OTHOCHTEIBHO HMCXOIHOIO
3HaueHus MHK

HccenenoBanue B NOATPYIIIAX IMAIMEHTOB, BBIACICHHBIX II0 BO3pacTy, IOJIYy M PacoOBOM

MNPUHAIICIKHOCTHU, HC BBIABUIIO JOCTOBCPHBIX pa3n1/1111/1171 B OTBCTC Ha JICHCHHUEC IIPCIIAPaATOM.

5.2. ®apmakokuHeTHYECKHE CBOHCTBA

Kapumnpasun umeer aBa (apMakoJOTHUECKH AKTUBHBIX META0OJHUTa, Je3METUIIKApUIIPAa3UH
(DCAR) wu munesmermnkapunpasud (DDCAR), o6iagaronix CXOTHOH C KapUIpasHHOM
aKkTHBHOCTBIO. O0mas skcrno3uims (cymma kapunpasuna u meraboiauroB DCAR u DDCAR)
nocturaer 50% OT SKCIO3UILUMU B PABHOBECHOM COCTOSIHMM NMPUOIM3UTENBLHO 4Yepe3 | Heaemto
€XKEeHEBHOT0 IpUMeHeHus, a 90% 0T SKCIIO3UIMY B PABHOBECHOM COCTOSIHMM JIOCTUTAIOTCS Yepe3
3 Henenu. B paBHOBECHOM COCTOSIHUM HKCHO3MLIUS AUI€3METHIIKApUIIPa3uHa MPUOIU3UTEIBHO B
2-3 pa3a TMpPEBHINIAET OSKCIO3UIHUI0 KapUIlpa3HHa, a »SKCIO3MIMA Je3MEeTUIIKapUIpasuHa

cocrtapisieT npuonu3uTensHo 30% 3KCHO3UINY KapuIpa3uHa.

AOGcopOnus
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AGcomoTHass OMOJIOCTYIHOCTh KapuIlpa3uHa HeusBecTHa. [Ipu mpueMe BHYTpb KapHIpa3uH
XOopomIo BcackiBaeTcs. [Ipy MHOTOKpaTHOM TIpueMe Tpernapara MaKCHMallbHas KOHIEHTpAIus
(Cmax) B MmIa3Me KpPOBH KapWIpa3WHa W OCHOBHBIX AKTUBHBIX METaOOIHMTOB HAOIIOACTCS
MPUOJIM3UTENBHO Yepe3 3—8 Jacos.

OHOKpaTHBIN MpUeM KapuiipasuHa B 1o3e 1,5 mr Bmecte ¢ xupHoi numiei (900—1000 kamopwii)
HE OKa3bIBAJI 3HAYUMOTO BIUSHUS HA 3HAYCHUS Cmax WIH IJIOMIAb MO KPUBON «KOHIICHTPAIIHSI-
Bpems» (AUC) kapunpasuna (AUCo-oyBenuuuBanach Ha 12%, Cmax cHUKanach Ha <5% mocie
IpueMa MUK 110 CPaBHEHUIO ¢ IPHEMOM HatoIlak). Binusaue mumm Ha skcnoszunuio DCAR u
DDCAR Takxe ObU10 MUHUMAJIbHBIM.

Kapunpa3ua MoxXeT MPUMEHSITHCSI BHE 3aBUCIMOCTH OT IIPHEMA TTUIIIH.

Pacnopenenenne

Ha ocHOBaHMM MOMYyISUMOHHOTO (AapMaKOKMHETHYECKOTO aHalu3a Kaxyluiics o0bemM
pacupenenenust (V/F) kapumnpasuna cocraBun 916 1, DCAR — 475 n, DDCAR — 1568 1, uto
YKa3bIBaeT Ha IMIMPOKOE pacIpe/ielIeHUe KapuIllpa3uHa U €ro OCHOBHBIX aKTUBHBIX METa0OIUTOB.
Kapumnpasun (CAR) 1 ero 0CHOBHbIE aKTUBHBIE META0OJIUTHI B BRICOKOW CTETICHH CBS3BIBAIOTCS C
Oenkamu 1a3Mel kpoBu (96-97% mst CAR, 94-97% nns DCAR, 92-97% DDCAR).

BI/IOTDaHCd)ODMaI_[I/IH

Metabonu3m kapurpasuHa ocymectsisiercss mytem nemerwiupoBanus (DCAR u DDCAR),
ruapokcunpoBanus (rugpokcukapumnpasud, HCAR) u coueraHuss AeMETWIMpPOBAaHUS W
TUAPOKCUIIMPOBAHMS (TUAPOKCUIE3METUIIKAPUIIPA3HH, HDCAR, u
ruapokcuauaesmeruikapunpazud, HDDCAR). Merabomutest HCAR, HDCAR u HDDCAR
BIIOCJIEJICTBUM TPAaHC(POPMHUPYIOTCS B COOTBETCTBYIOLIME KOHBIOTaThl C CyiabhaToM U
rmokyporusioM. Enie onuH Metabonut, ae3auxiopodeHnanunepasuHKapuIpa3suHoBasi KUCIOTa
(DDCPPCAR), o6pa3yercs myTeM JealKHINPOBAHUS U ITOCIEIYIOIEro OKMCICHHS KapuIpa3uHa.
Kapunpasun metabonusupyercs uzopepmentom CYP3A4 u, B mensbiueit crenenu, CYP2D6 no
metabonmutoB DCAR u HCAR. DCAR nanee tpancopmupyercs ¢ MOMOIIbIO H30(pepMeHTa
CYP3A4 u, B mensiueii crenenu, CYP2D6 8 DDCAR u HDCAR. DDCAR B nanbHelinem
metabonusupyercs nzodpepmentom CYP3A4 no HDDCAR.

Kapunpasun #u ero OCHOBHbIE AaKTHBHblE METAa0ONMUTHI HE SBIAIOTCS cyOcTtparamu P-
rukonporenHa (P-gp), TpaHCIOPTHBIX MOJUNENTHIOB OpraHnyecknx anunoHoB 1Bl u 1B3
(OATP1B1 u OATP1B3) u Genka pe3ucTeHTHOCTH paka MosiouHoil xeine3sl (BCRP). D10 3Hauwr,
4TO B3aMMOJAEWCTBUE KapumpaszuHa c¢ umHruouropamu P-gp, OATP1BI, OATP1B3 u BCRP

MaJIOBCPOATHO.

DIuMHHAIAS
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Kapunpasun u ero OCHOBHbIE AaKTHUBHbIE METAaOOIHUTHI BBIBOASTCS MPEUMYIIECTBEHHO
MOCPEACTBOM MeueHouHOro MeTabonm3ma. [locne mpuema kapumnpasuna 12,5 mr/cyt, 20,8% 10361
BBIBOJMJIOCH ITOYKAMHU B BHJI€ KapUIIpa3uHa U €ro METabOJIUTOB.

B neusmenennom Buge 1,2% 10361 Kapunpa3uHa BEIBOAUTCA MOYKaMu, 3,7% — yepe3 KUIICYHUK.
Cpennuii koHeuHbI miepuon modyBeiBeaeHUs (Ti2) (1-3 cyrok — nmius kapumpasuHa u
ne3MeTwikapunpasuia 1 13—19 cyrok — st 1uae3sMeTHIKapuIipa3uHa) He ONpeaessl BpeMms
JIOCTH>KEHHUSI PAaBHOBECHOTO COCTOSIHUSI WJIM CHIDKEHHME KOHIIGHTPAllUU B IIa3Me KPOBU IOCIIE
npekpaieHus yedenus. [Ipu nedyeHun nanueHToB KapumnpasuHoMm 3¢dextuBHbli T12 uMmeer
Oospiiee 3HaueHWe, 4yeM KoHeuHbId Tip. DddexruBHbri Tiz cocraBiseT NMPUOIU3UTEIBHO
2 CyTOK JJIs KapHuIpa3uHa U Ie3METUIIKAPUIIPA3HHA, 8 CYTOK — JIJIsl TU3METHUIIKAPHUIIPA3UHA WIIH
npubau3uTeNbHo 1 Hemenro s obOmiero kapumpasuna. OOImast KOHIEHTpaIUsl Kapuipa3uHa B
T1a3Me KPOBU MOCTENEHHO CHUXKAETCS MOCIie MPEKpaIIeHNs WK IepephiBa B IPUEME Mpenapara.
Konnentpanus o61iero kapurpasuHa B mia3Me KpoBu cHiKaeTcst Ha 50% npuOiIu3uTeNbHO Yepes
1 Henemo u 6omnee yeM Ha 90% MPUOIM3UTETHLHO Yepe3 3 HEIeIH.

JIMHENHOCTh

[Ipy MHOTOKpAaTHOM TMpHUEME DSKCHO3MIMS KapHUlpa3uHa W €ro JBYX OCHOBHBIX AaKTHBHBIX
MeTaboNMUTOB, Je3METHIKApUIlpasuHa U JUAE3METUIIKApUIpa3hHa, B IUJIa3Me€ KPOBU
YBEJTUYUBACTCS TPOTMOPIIMOHAIBHO B JIMANAa30HE TEPANIEBTUUECKUX /103 OT 1,5 110 6 Mmr.

Oco0ble IPVIIILI TAIUEHTOB

Iloueunas nedocmamounocms

Bbu10 BBINMONMHEHO MOMYIALNUOHHOE (hapMaKOKHHETHUECKOE MOJECIMPOBAHUE C MCIOIb30BAHUEM
JAHHBIX, MOJTYYEHHBIX Y NAI[UEHTOB, YYaCTBOBABIUIMX B MPOrpaMMe KIMHUYECKUX UCCIIEJOBaHUM
KapuIpa3uHa, UMEIOLUINX pa3iuuus (QYHKIUHM MOYEK, BKJIIOYAas HOPMaJbHYIO (DYHKIHIO MOYEK
(xmupenc kpearunuHa (KK) >90 mn/mun), a takxe nerkyrwo (KK 60-89 mn/MuH) u ymepeHHYIO
(KK 30-59 Ma/mMuH) mouedHyr0 HEIOCTaTOYHOCTh. He ObLIO BBISBICHO 3HAYMMOMN CBSI3U MEXKIY
KIIMPEHCOM KapHIpa3rWHa U3 IUIa3Mbl KPOBH U KIIMPEHCOM KPEaTHHUHA.

[IpumeHeHne KapumnpasuHa Yy TMalMEeHTOB C TSOKENIbIM HapyluleHHeM (YHKUUU TOYeK
(KK < 30 mn/muH) He u3y4anock (cM. pazaen 4.2).

Tleyenounas nedocmamounocmo

Br110 TpoBEICHO MCCIeI0BaHUE, COCTOSIBINIEE U3 2 YacTel, (OAHOKPATHBINA TPUEM KapUIIpa3uHa B
no3e 1 mr [dacth A] U exelHEBHbIN mpueM KapumpaszuHa B no3e 0,5 mMr B Tedenue 14 nneit
[gacTh B]) ¢ yuacTrem manueHToB ¢ pa3IMYHBIMUA HAPYIICHUSAMH (YHKIIMH TeueHu (K1acchl A U
B no knaccuduxanun Yaitna-I1eto). Ilo cpaBHeHHIO €O 310pOBBIMH JUIAMH, Y HAIlUEHTOB C
HapylIeHHeM (QYHKIHMM TeYEHU JIETKOW M yMEpPEHHOW CTeNeHU ObLIO BBISBICHO YBEIWYCHHE

skcno3uuu  (Cmax 1 AUC) kapumnpasuna npumepHo Ha 25%. Taxke Obuia BbIsIBIIEHA

46



npubau3uTenbHO Ha 45% Oosee HU3Kas HKCIMO3UIUS OCHOBHBIX AKTHUBHBIX METaOOJIUTOB,
Je3METHIIKapUIpa3uHa U IUIe3METUIKApUIIPa3nuHa, [PU MPUMEHEHUH Kapullpa3uHa B 103€ | Mr
i 0,5 Mr B cyTKu B TeueHue 14 nHei.

[Ipy MHOrOKpaTHOM TMpUEME Kapulpa3uHa oOIlas JKCHO3UIMS AaKTUBHBIX BELIECTB
(CAR+DCAR+DDCAR) (AUC u Cmax) y HAI[MEHTOB C JIETKOM W yMEPEHHOW ICUYECHOYHOMN
HEJ0CTaTOYHOCThIO cHU3MIach Ha 21-22% u 13—-15% cootBercTBeHHO. [Ipu 3TOM 110 CpaBHEHUIO
CO 3JIOpPOBBIMHU JIMIIAMHU, €CJIU YUUTHIBATh KOHLIEHTPALIMU HECBSI3aHHBIX BEIIECTB y NAIlUEHTOB C
MEYCHOYHON HEJOCTaTOYHOCTBIO JIETKOM M CpelHeW CTeNeHU TSHKECTH, oOmias SKCIO3ULUs
cHu3wiach Ha 12—13% u yBennuunnacek Ha 20—25% COOTBETCTBEHHO.

[TpuMeHeHne KapuIipa3uHa y MalueHTOB C TSHKETIBIM HapylieHueM ¢yHnkiuu nedenu (kinace C mo
knaccuukanun Yainna-I1s10) e n3ydanocs (cM. pasaen 4.2).

Bospacm, non u paca

B nonynsuuoHHoOM (apMakOKMHETHUYECKOM aHAIM3€ KIMHUYECKH 3HAYUMBIX Pa3IUyuil
(dapmakokunerndeckux nokasarene (AUC u Cmax CyMMBI KapuIpasMHa M €ro OCHOBHBIX
AKTUBHBIX METAa0OJIMTOB) B 3aBUCHMOCTH OT BO3pacTa, Mojia M pachl HE BBIABICHO. B maHHBIN
aHajau3 ObUTO BKIIOUEHO 2844 mareHTa pa3IuvHbIX pac, U3 HUX 536 manueHToB B Bo3pacte 50—
65 ner. U3 2844 manuenToB 933 Obutn sKeHITUHBI (cM. pazaen 4.2). JlaHHBIX MO MPUMEHEHHIO
KapuIpa3uHa y MalueHTOB cTapiie 65 J1eT HeA0CTaTOYHO.

Kypenue

Kapunpasun He sBnsercs cyocrparom uzopepmenta CYP1A2, mostomy BIusiHUS KypeHHs Ha
(dhapMaKOKMHETHKY KapUIIpa3uHa He 0KUIAeTCs.

CrocoOHOCTE KapuIirpasruHa OKa3bIBaTh BIUAHNEC Ha APYTUC JICKAPCTBEHHBIC CPEACTBA

Kapunpasus u ero ocHoBHbIE aKTHBHbBIE META0O0IUTHI HE UHAYILpoBaiIu nuzopepmenTsl CYP1A2,
CYP2B6 u CYP3A4 u ne unru6uponanu uzopepmentsl CYP1A2, CYP2A6, CYP2B6, CYP2CS,
CYP2C9, CYP219, CYP2D6, CYP2El u CYP3A4 in vitro. Kapunpa3us u ero OCHOBHbIC
aKTHUBHbIE METa0OJIUTHI HE SBISIIOTCS MHruOuTopamu nepeHocunkoB OATP1BI1, OATP1B3,
BCRP, 6enka-nepenocurka oprannueckux katuoHoB 2 (OCT2) n nepeHOCUYMKOB OpraHU4EeCKUX
aanoHoB 1 u 3 (OAT1 u OAT3) in vitro. Merabomutst DCAR u DDCAR He sBIstOTCS
MHTUOMTOpaMH TepeHocurka P-gp, Torga kak KapunpasuH MHruoupyer P-gp B KuIlIeUHUKE

(cm. paznen 4.5).

6. ®APMAIEBTHYECKHUE CBONCTBA
6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelIECTB

Pearmna, 1.5 mr, xancyisl

Kpaxman kyKkypy3HbIH peKeTaTUHU3UPOBAHHBIMH,
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MarHus creapar;

meepoasl JHcelamuHosas kancyia, pazmep Ne 4
KpblUleuKa:

JKEJIaTHH,

tuTaHa quokcung E171;

KOpnyc:

JKCIIaTUH,

tuTana quokcug E171.

Cocmas uepnun yepno2o yeema OJisi NeYamu:
KpacHuTelb XKele3a okcu yepHbiil E172,
IIeJIJIaK,

3TaAHOJI,

BOJaA,

MIPOTHJICHTJTUKOJTb,

M30IPONaHOII,

OyraHo,

aMMHaK BOJHBIM,

KaJIUs TUIPOKCHI.

Pearuma, 3 mMr, xancvyisl

Kpaxman kykypy3HbIi peKeITaTUHU3UPOBAHHBIM,

MarHus creapar;
meepoas dxceramunosas kancyna, pazmep Ne 4
Kpbluleyka:

JKEJIaTuH,

tuTaHa guokcun E171,

KpaCUTEIb Keje3a OKCUJI KenThiil E172,
KpacuTeb OpuiuInaHToBbIN Toyooit E133,
KpacHuTellb KpacHbIi ouapoBaTenbHblil E129;
Kopnyc:

JKEJIaTuH,

TUTaHa muokcun E171.

Cocmag uepnun uepHo2o yeema 013 ne4amu:
KpacHuTelb Xkele3a okcu uyepHbiil E172,
HIeJUIaK,

9TaHOJI, BOJA,
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MIPOTTHMJICHTJTUKOJTb,
M30IPONaHoOII,
OyTtaHo,

aMMMaK BOJTHBIM,
KaJIUsI TUIPOKCHI.

Pearumna, 4,5 Mr, KaricyJisl

Kpaxman kyKypy3HbIU [peKeTaTUHU3UPOBAHHBIMN,
MarHus creapar;

meepoas xcelamunosas kancyaa, pazmep Ne 4
Kpbluleuka:

JKeIaThH,

tuTaHa guokcua E171,

KpacHUTENb Xkeje3a OKCu kenToii E172,
KpacuTellb OpUuInaHTOBbIN Toyooi E133,
KpacuTellb KpacHbIi ouapoBaTenbHblil E129;
KOpnyc:

JKEIaTHH,

tutaHa quokeua E171,

KpaCUTENb Keje3a OKCUJI KenThiil E172,
KpacuTelb OpUIUIMaHToBbIN Tonyooit E133,
KpacHuTelb KpacHbIN ouapoBaTenbHbIi E129.
Cocmas uepnun 6enozo ysema Oisi neuamu:
r1a3ypb apMarieBTudecKas [1eniaka pacTBOp B 3TaHOJIE],
TuTaHa guokcua E171,

M30IPONaHoII,

aMMMaK BOJHBIM,

OyTaHo,

MPONMICHTJIUKOIb,

CUMETHUKOH.

Pearmna, 6 Mr, Kamncyibl

Kpaxman kykypy3HbIU peKeTaTUHU3UPOBAHHBIMN,
MarHus creapar;

meepoas dHceramurosas kancyna, pazmep Ne 3
KpbluleuKa:

JKeJIaThH,



tuTana quokcug E171,

Kpacuresb OpuITManToBbIi romyooi E133,

KpacuTellb KpacHbIil ouapoBatenbHblil E129;

KOpnyc:

KeNaTHH,

tuTaHa quokcua E171.

Cocmag uepnun yepHo20 yeema Ol NeYamu.

KpacuTeb *keje3a OKCu 4yepHsbiii E172,

HIeJIax,

3TaHO,

BOJIA,

HPONUJICHIJIUKOIb,

U30IPOIIAHO,

OyTaHo,

aMMMaK BOIHBIM,

KaJIMsl TUIPOKCHUL.

6.2. HecoBmecTuMOCTD

He npumennmo.

6.3. Cpok rognocTu (CpoOK XpaHeHus1)

5 ger.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NIPH XPAHCHUHU

XpaHuTh OaKcTEp BO BHEUIHEH yaKkoBKe JJis TOTO, YTOOBI 3alIUTUTh OT CBETA.

JlexapcTBeHHBIH Npenapar He TpeOyeT CrelnaIbHbIX TEMIIEPATYPHBIX YCIOBUM XpaHEHUS.

6.5. Xapakrep u coaepxaHue NEPBHYHOH YIIAKOBKH

[To 7 xancyn 1,5 mr, 3 mr B 6auctep uz IIBX/TID/TIBAX u amtomunueBoit ¢onsru. o 1 wmm 4
OyMcTepa BMECTE C IMCTKOM-BKJIA/IbIIIEM TOMEIIAIOT B KAPTOHHYIO MMAYKY.

[To 7 xaricyn 4,5 mr, 6 mr B 6muctep u3 [IBX/TTD/TIB/IX u amomunneBoit donbru. [1o 4 6imcrepa
BMECTE C JIMCTKOM-BKJIa IbIIIIEM [TOMEIAIOT B KAPTOHHYIO MAUKYy.

6.6. Oco0ble Mepbl NPEAOCTOPOKHOCTH TPHM  YHHYTOKEHHHM  HCIOJb30BAHHOIO
JIEKApPCTBEHHOI'0 Mpenapara Wi 0TX040B, MOJYy4YeHHbIX N0cje MPUMeHeHHs Npenapara, u
Apyrue MAHUMYJISLMH € IPenapaTom

Bechb ocraBmmiics nekapCTBEHHBIN IIpenapaT U OTXO/bI CIEYyEeT YHUUTOKUTh B YCTAHOBJIEHHOM

MOpSIZIKE.
7. JEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS
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Benrpus

OAO «I'eneon Puxrtep»

1103 bynamnemr, yiu. JIémpén, 19-21

Tenedon: +36-1-431-4000

DnektpoHHas novra: drugsafety@richter.hu

7.1. llpeacraBuTe/]Ib JepaKATENsI PETHCTPALMOHHOIO YI0CTOBEPEHHUS

[IpereH3un norpedUTENEH CIEAYET HAIPABIATH 110 AAPECY:

Poccuiickas ®@eoepayus

IIpencraButensctBO OAO «I'eneon Puxtep» (Benrpusi) r. Mocksa
Anpec: 119049 r. Mocksa, 4-ii JIoOpbIHHHCKUI TIep., oM 8

Tenedon: +7 495 987-15-55

OnekrtponHas mouta: drugsafety@g-richter.ru

Pecnybnuxa benapyco

[TpencraButenbetBo OAO «I'eneon Puxtep» B Pecnyomnuke bemapych
Anpec: 220004 r. Munck, mip. [Tobenureneis, 1om 5, oduc 505
Tenedon, dakc: +375 17 272-64-87

Tenedon, dakc: +375 17 215-25-21

OnekrponHas nouta: drugsafety.by@gedeonrichter.eu

Pecnybnuxa Kazaxcman

[TpencraButenbctBo OAO «I'eneon Puxtep» B Pecnybnuke Kazaxcran
Anpec: 050008 r. Anmartsl, yi. Tone bu 187

Tenedon: +7 7272 58-26-23 (mpeTeH3UH 10 KA4ECTBY),

+7 7272 58-26-22 (papmakonanzop), +7 701 787-47-01 (papmakoHamz3op)

Onekrponnas moura: info@richter.kz; pv@richtergedeon.kz

8. HOMEP PETUCTPALHIMOHHOI'O YAOCTOBEPEHUSA

Poccwuiickas @eneparust: JITT-Ne(001510)-(PT-RU)
Pecniy6nuka benapycs: JITI-Ne001510-T'TI-BY
Pecniyommuka Kazaxcran: JIIT-Ne001510-T'TI-KZ

9. JIATA IEPBUYHOM PETUCTPAIIMU (ITOJTBEPKJIEHUS PETUCTPAIIAH,
HEPEPEI'MCTPALINN)

JlaTa niepBoii perucTpanuu:

Poccutiickas ®enepanus: 06 nexadbps 2022


mailto:info@richter.kz

Pecniyomuka benapycb: 08 Hos16ps 2023

Pecniyonuka Kazaxcran: 25 urons 2024

10. JATA IEPECMOTPA TEKCTA

09/04/2025

OO0mmast xapakTepuCcTUKa JIEKAPCTBEHHOTO Tpernapara Pearnna goctymHa Ha WHGOPMAIMOHHOM

noptane EBpazuiickoro 3KOHOMHYECKOTO COr03a B MH()OPMAIIMOHHO-KOMMYHHKAIIMOHHON CETH

«Hurepuer» https://eec.eaeunion.org.
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