COOTBETCTBYET 3KCINEPTHOMY OTHETY

ot 03.04 2026 N= 6916

OBIIASI XAPAKTEPUCTHKA JIEKAPCTBEHHOT O IPEAAPATA "

1. HAMMEHOBAHUME JIEKAPCTBEHHOI'O IIPEITAPATA

Tuanpuz, 100 mr, TabneTku.

2. KAUECTBEHHBIN 1 KOJIUYECTBEHHBIN COCTAB

JelicTByroniee BEIIECTBO: THATIPHU.
Kaxnas Tabnerka coaepKHUT THANPHUIA TUAPOXIOPU, SKBUBaJIeHTHBIA 100 Mr THanpuaa.

BemecTBa, HalMYue KOTOPBIX HAJO YYMTHIBATh B COCTaBE JICKAPCTBCHHOIO IIperapara: HaTpui
(cm. paznen 4.4).

ITomubrit MNEPCUCHDb BCIIOMOTI'aTCIIbHBIX BCIICCTB IIPUBCACH B Pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabaerTku.

Kpyrneie miockonuanHApUYECKHe TaOJeTKu Oeoro WM modtd Oenoro 1mBera, ¢ (ackoil u
KpecTooOpa3HOU PUCKOM.

TabneTky MO>KHO pa3/ieIuTh Ha paBHBIE JO3bI.

4. KIMHUYECKHUE JAHHBIE
4.1. IToka3aHusl K NPUMEHEHHIO

[Ipenapat Tuanpua npuMeHsieTCs y B3pOCIIbIX U A€Tel cTaplie 6 JIET IO MOKA3aHUIM:

Y B3pOcCabIX

Kpatkocpounslii kypc ieueHus (He 6os1ee 4 Hellenb) aXUTAUU U arPECCUBHBIX COCTOSIHUM:

® Yy IOKWJIBIX MAllUEHTOB;

® y MAIMEHTOB C aJKOTOJbHOW 3aBHCHMOCTBIO TPH HEAOCTaTOYHOW 3()(HEKTUBHOCTH WM
HENEePEHOCUMOCTH OEH30/IMa3ENNHOB.

VY B3pOCIBIX U AeTel crapiie 6 JeT

Tsoxenas popma xopeu, Tsxenas popma cunapoma Kusst ne na Typerra.

VY nereit crapiie 6 JIeT

PaccTpoiicTBa noBeaeHus ¢ aKUTAIMEN U arpECCUBHOCTBHIO.
4.2. Pe:xuM 103MPOBaHUS M CI0CO0 MPUMeEHEHHU s

TonbKO 7151 B3pOCIBIX U AETEN cTapuie 6 JeT.

Heo6xoaumMo Bceria moadupaTb MUHUMaNbHYIO 3¢ dexTuBHyo 103y. Ecin mo3Bosiser cocrosiHue
ManueHTa, JeUeHue clieyeT HaunHaTh C HU3KOM J103bl, 3aT€M MOCTEIIEHHO MOBBIIIAS €e.

CyrouHas 1o3a npemnapara JeJIUTcs Ha 2—3 mpuema.
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PexxuM o3upoBaHus

Bspocnvie

Aoicumayus 1 _acpeccusuvie CcOCMOAHUA YV NAUUEHMOB _C _AAKO20JbHOU _3A6UCUMOCHIbIO _NpPU
He00Cmamo4Hou ad)d)ekmueHocmu Uujiu HenepeHocumocnmu OeH300Ua3enuUHos

[Ipenapar naznagatot B 103¢ 200—300 mr B cytku. Kypc nedenust — He 6omee 4-x HECIb.

Taorcenas chopma xopeu, msascenas hopma cunopoma JKuunsa oe aa Typemma

Cyrounas no3a coctasisier 300—800 mr B cyTKH.

Jleuenne crneayeT HAaYMHATH C OYEHb HHU3KOM J03bI — 25 Mr B CYTKH, C €€ IOCIEAYIOIIUM
IOCTEIIEHHBIM YBEJIMUYEHUEM JI0 AOCTHKEHHSI MUHUMAIbHON 3()(PEeKTUBHOM 03B

HpOI[OJDKI/ITCJIBHOCTL JICUHCHUS OIIPCACIACTCA BpadyOM B KaXXJIOM KOHKPCTHOM CJIyda€ U 3aBUCUT OT
KIMHUYECKOTO TeUYEHHUS 3a00IeBaHMUS.

Oco0ble rpynIbl MalueHTOB

J]uua nooJKcus1020 so3pacma

A:)fcumauuﬂ U azpeccusHbvle COCmoAHUA

[Ipenapat nasnauatot B 03¢ 200-300 mr B cytku. Kypc neuenust — e 6onee 4-x Heemb.

VY manumeHToB moxuioro Bospacta go3a 200-300 Mr B CyTKH JTOJDKHA JOCTHUTAThCs TOCTETIEHHO.
Jleuenue cnenyer HauMHaTh ¢ A03bl S0 Mr 2 pasa B CyTKU. 3aTeM /1032 MOXKET IOCTEIEHHO
yBenuuuBatbesi Ha 50-100 mr kaxnpie 2-3 musa. Cpemdsisi 103a, NMpUMEHseMas y TAIlMEHTOB
MIOKUJIOTO BO3pacta, coctaniseT 200 Mr B CyTKH, a MakcuMalibHas J103a — 300 Mr B CyTKH.

HaqueHmbz C NOYEYHOU HeOOCMAamo4HOCbIO

VY manueHToB ¢ HapyHmIeHUsAMHU (YHKIHMU MOYEK BBIBEACHUE THANPHIA KOPPEIUPYET C KIUPEHCOM
kpeaTuHuHa. [losToMy mpu kimupence kpearnHuHa 30—60 Mi/MUH 103y clieqyeT cCHUXKaTh Ha 25 %,
npu knupeHce kpearnHuHa 10-30 Mi/MHH 103y cienyeT YMEHbIIUTh B 2 pasa, MpH KIMpPEHCce
KpeaTMHUHa MeHee 10 MJI/MUH 103y clieyeT yMEHbIIUTh B 4 paza, 0 CPaBHEHUIO C J03aMH NPU
HOpMaJIbHOW (DYHKIIMU TOYEK.

HaqueHmbz C NeYeHOYHOU HedOCMAamoYHOCMbIO

[Ipenapar HE3HAYUTETHHO METAO0OIM3UPYETCS B OpraHU3Me, OJHAKO MPHU HapyIEHUsIX (YHKLIHUU
MIEYEeHHU IpenapaT cleAyeT IPUMEHATh C OCTOPOKHOCTBIO.

CTH

Taoicenas dhopma xopeu, maxcenas hopma cunopoma Kunusa oe aa Typemma

Jnsa nereit crapuie 6 jget cyrouHas 1o3a o0br9HO cocTaBiseT 100—-150 mr (3—6 Mr/Kr Macchel Tena).
MaxcuMmanbHas cytouHas jo3a — 300 mr.

HpO,Z[OJ'I)KI/ITCJ'H:HOCTB JICUCHUS ONIPCACIACTCA BpadyOM B KAXXJIOM KOHKPETHOM CJIydac U 3aBUCUT OT
KJIMHHYECKOTO TeUeHHUs 3a00JIeBaHMUS.

Paccmpoiicmsa NnOBEOCHUsL C asxicumayueli U acpecCUusHOCHbIO Y Ooemell 6 8o3pacme cmapuie 6 iem

Ho3a coctasmsier 100-150 mr B cyTKH.

Cnoco0 nmpuMeHeHus

BryTps.

4.3. IlpoTuBoONOKa3aHUS

e [UMepuyBCTBUTENBHOCTh K THANPHIY WIM K JIOOOMY W3 BCIOMOTAaTEIbHBIX BEIIECTB,
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e JlnarHocTUpOBaHHBIE WM TI0J03PEBACMbIC IPOJAKTHH3aBHCUMBIC OITYXOJIM, HAlpHMep,
MPOJIAKTUHOMA TUTIO(H3a U paK MOJIOYHOH JKEJIE3bl.

o deoxpoMoIUTOMA, OI03PEHUE HA (EOXPOMOIIUTOMY.

e Jlerckwuii Bo3pact 10 6 net (PUCK pa3BUTHUsS YAYIIbS IIPHU MONATAHUU TAOJETKU B JbIXaTCIbHBIE
IIyTH).

e [lepuoa rpyanoro BckapmiMBaHus (cM. paznen 4.6).

e OaHOBpEMEHHBIN NpueM JeBOAOMbI (cM. paszaen 4.5).

e OmHOBpEeMEHHBIN NpreM KadeproinHa, XuHaroimuaa (cM. pazaen 4.5).

He pexomenayercs mnpumeHeHue Impemapata mpu Oone3nu IlapkuHcoHa (kpome ciydaeB
HACTOSITEIHLHON HEOOXOIUMOCTH IPUMEHEHUS THATIPHUAA, CM. pa3aeinsl 4.4 u 4.5).

4.4. Ocobble yKka3aHHus U MepPbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

[Ipenapat cieayer NpUMEHATH C OCTOPOKHOCTBIO:

e VYV NanueHTOB C MpepacrnojiararoliuMu (GpakTopaMu [UIs pa3BHTUS apUTMUN (¢ Opamukapauei
MeHee 55 yAapoB B MUHYTY; € 3JIEKTPOJUTHBIMU HapYIIEHUSMHU, B YACTHOCTH, C TUIIOKAJIIMEMUEH,
TMIIOMarHueMuel; ¢ BpOXJIEHHBIM yaiuuHeHueM uHTepBana QT; ¢ comyrcTByromeil tepanuei
npernaparamu, ClIOCOOHBIMHU BBI3bIBATH BEIPAKCHHYIO Opanukapauio (MeHee 55 ynapoB B MUHYTY),
JIEKTPOJIMTHBIE HAPYIICHUS, 3aMEUIATh BHYTPUCEPJCUHYIO HPOBOJUMOCTh WIM YUIMHATH
uaTepBait QT), Tak KaK THANPUA MOXKET yUTHHATH nHTepBail QT M yBenmn4nMBaTh PUCK pa3BUTHUS
TSKEJIBIX JKEeJIyIOYKOBBIX HApYIIEHUH PUTMA, BKIIOYAs Pa3BUTHE XKETyJOYKOBOW TaxUKapIUU
TUTA «TUPYIT» (CM. pazaen 4.5).

e VYV manueHToB ¢ 0ose3Hpi0 [[apkuHCOHA, MPUHUMAIOIINX arOHUCTHI JO(PAMHHOBBIX PEIETITOPOB
(amaHTamuH, anoMopuH, OpPOMOKPHUITHH, SHTAKaloOH, JHU3YpUA, MEproiauja, nupudenum,
POTIMHUPOJ, CENETHWIMH), €CIH €CTh HAaCTOSTEIbHAas HEOOXOAMMOCTh B NIPUMEHEHUHU THAIpHIa
(cMm. pazzmen 4.5).

e V MalMEHTOB C TSXKEIbIMH CEpJACUYHO-COCYAUCTHIMU 3a00J€BaHUAMU (M3-32 BO3MOKHOCTH
YCUJIEHUS UIIIEMUYECKUX PACCTPOICTB MPU CHIXKEHUU apTEPHAIbHOTO JIaBJICHUS).

e V MalMeHTOB MOXKHUJIOTO BO3pacTa (MOBBIMIEHHBIH PUCK Pa3BUTHS CHUKEHHUS YPOBHS CO3HAHUS,
KOMBI, OPTOCTaTUYECKOM FMIIOTEH3HH).

e V NaMEHTOB MOXWJIOTO BO3PACTA C IEMEHIUEN.

e VYV nanueHToB ¢ pakTOpaMu pUCKa Pa3BUTUS MHCYJIbTA.

e VYV NalMeHToB ¢ NOYEYHON HEI0CTaTOYHOCTHIO (TpeOyeTcst KOPPEeKLUs peKuMa JO3UPOBAHUS, CM.
paznen 4.2).

¢ V MalMeHTOB ¢ HapYUIEHUSIMH QYHKIMU NTe4eHu (cM. pazzen 4.2).

e VYV ManueHToB C Mujencueil (HeHpoNenTHKH MOTYT CHHXKATh IMOPOT CYOPO’KHOW aKTUBHOCTH,

XOTA 3TOT 3P PEKT y THANIPHIa HE U3ydaiics).

VY nanueHToB ¢ pakTopaMu pucka pa3BUTHS TPOMOOIMOOIHH.

VY nmanueHToB, UMEIONNX B aHaMHe3€ (B TOM YHCIIE CEMEITHOM aHaMHE3€) paK MOJIOYHOM KEJIE3bI.

VY nereit (HEIOCTaTOYHO JIaHHBIX O MPUMEHEHHH IIperapaTa y 3TOl KaTeropuu MalueHToB).

VY noapocTKoB B MEPUO/ MOJIOBOIO CO3pEBaHuUs (U3-32 BO3MOXXHOCTH PA3BUTHSI HEXeNaTeIbHbIX

3¢ (HeKTOB CO CTOPOHBI YHAOKPUHHON CUCTEMBI, CM. pa3zaen 4.8).

Bo Bpems O6epemenHocTH (CM. pas3zaen 4.6).

e [Ipu oHOBpEMEHHOM NPUMEHEHUH JICKAPCTBEHHBIX CPEACTB, COJAEPIKAIINX ITAHOM (CM. paszen
4.5).

Oco0ble yKa3zaHusg

3noxavecmeen bl HelPONenMUYeCKUl CUHOPOM

3nokadecTBeHHBIM Hedponentuueckuit cuHapoM (3HC), KoTopwiid sBISETCS MOTEHIIMATBHO
JICTAJIbHBIM OCJIIO)KHCHHUCM, W BO3HUKHOBCHHUC KOTOPOTO BO3MOXHO IIpU MPUMCHCHHUU J'IIOGBIX
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nucyHKIMe BereTaTUBHOM HEPBHOW CHUCTEMBI, HapylleHHeM co3HaHus. Habmoganuce ciydan ¢
atunuyHbiMM  niposBieHusMu 3HC, Takue Kak, rumeprepmuss 0e3 PUTMAHOCTH MBI MU
apTepUaIbHOM TUIIEPTEH3UH, a TAK)KE C MEHEE BBIPAXKCHHOW TMIIEPTEPMUEH.

B cnywae rumeprepMuu HESICHOTO T€HE3a, YTO MOXHO PACICHUBATh JHOO Kak paHHUI
npusHak/cumntom 3HC, mubo kak atunumunbiii 3HC, Tnanpun ciaenyer HEMEIJICHHO OTMEHUTHh U
YCTaHOBUTH MEUITMHCKOE HAOIIOICHUE 32 ITAIIHCHTOM.

ITpuunna paszsutus 3HC ocraercs HeBbIsscHEHHOM. [Ipennonaraercs, 4To B €ro MEXaHU3ME UIPAET
poib Osiokana 10(paMHHOBBIX PELENITOPOB B IOJIOCATOM Telle U THIOTalaMyce, He MCKIII0YaeTcs
BpPOXKJEHHAsl  NPEApPACHONIOKEHHOCTh  (MAMOCHMHKpasus).  Pa3Butuio  cuHIpoMa  MOTYT
CIOCOOCTBOBaTh MHTEPKYPPEHTHAss MH(EKLMs, HapyIIEeHUs BOJHO-3JIEKTPOJIMTHOro OanaHca (B
YaCTHOCTH, pErujparanusi, TUINOHATPUEMHUS), OJHOBPEMEHHOE Ha3HAu€HUE Ipenapara JHUTHS,
OpPraHUYECKOE NTOPAKEHUE MO3Ta.

B cBsi3u ¢ puckom passutus 3HC npu npruMeHeHUu Jit0ObIX HEHpPOJIENTUKOB, THANPUL CIEAYET
IPUMEHSTH C OCTOPO’KHOCTBIO Y NAIIUEHTOB, OJTHOBPEMEHHO ITPUHUMAIOIINX JPYTrue HEUHPOIENTUKI
WK JII00BIE IpenapaTsl, criocoOHble BbI3bIBaTh pa3Buthe 3HC.

Yonunenue unmepsana QT

[lepen Ha3HAUCHHEM TEPAITUU HEUPOJIETITUKAMU, €CITH TIO3BOJISIET COCTOSIHHE MAIUeHTa, HEOOX0IMMO

KOHTPOJHMPOBATh (PaKTOPHI, IPEAPACIIONIATAIONINE K PA3BUTHIO 3TUX TSDKEJIbIX HApYLICHUH pUTMa:

e Opaaukapaus MeHee 55 ynapoB B MUHYTY;

® TUIOKAJIMEMUs, THIIOMAarHueMHs;

® BPOXICHHBIN yuIMHEHHBIN nHTEpBan QT,

® OJHOBpPEMEHHOE TIPUMEHEHWE JIPYTMX TMPErapaTroB, BBI3BIBAIOIINX OpaguKapAHiO MeEHee
55 ynapoB B MHHYTY, THUIOKQIMEMHIO, THIOMarHMeMHIO, 3aMe/UIEHUE BHYTPUCEPICUHOM
MIPOBOIMMOCTH WK yinHeHue untepBaia QT (cm. pasaenst 4.3, 4.8);

e mpueM ankorois (3TaHosa) (Tak Kak 3TAaHOJ MOXKET HAapylIaTh AJIEKTPOJUTHBIM OalaHC U, Kak
CIIC/ICTBHE, BBI3bIBATh yIMHEHUE HHTepBana QT).

[TanieHTaM C BBIIIETIEPEYUCICHHBIME (DaKTOPaAMH PHUCKA, MPEAPACIIONATAIONINMHA K y/UTHHEHHIO
uHTepBaia QT, mpu HEOOXOOMMOCTM Ha3HAUYEHUs TUANpUIA, HEOOXOAUMO COONI0IAaTh OCO0YIO
OCTOPOXKHOCTh. | MIIOKaIMeMusi U TUIOMarHueMHs JIOJDKHBI OBITh CKOPPEKTHPOBAHBI 10 Hayasa
NPUMEHEHMs Ipernapara, KpoMe Toro, ciieayeT 00ecneynuTb MEAUIMHCKOEe HAOI0AeHnEe, KOHTPOIIb
AIIEKTPOIMTOB KPOBU M AekTpokapanorpammsl (OKI).

Dxcmpanupamuonsii cuHOpoOM

[Ipn oSKCTpamupamMHIHOM CHHJPOME, BbI3BAHHOM HEHpOJIENITUKAMHU, CJelyeT Ha3HauaTh
aHTHUXOJMHEPTrUYecKre npenaparsl (a He arOHUCThI JO()aMUHOBBIX PEeLleNTOPOB) (CM. paszzen 4.5).

Uncynom

B paH1oMHM3MpOBAHHBIX KIMHMYECKHX HCCIICAOBAHUAX I10 CPAaBHEHMIO HEKOTOPBIX ATUIHYHBIX
HEHPOJIENTUKOB C Iulalebo, MPOBENEHHBIX Y MAalMEeHTOB IOXKWJIOrO BO3pacTa C JEMEHIIHEH,
HAOJI0AAJIOCh TPOEKPAaTHOE YBEJIMUYEHHE pHUCKA Pa3BUTUS 1epeOpPOBACKYISPHBIX OCIIOKHEHHH.
MexaHu3M 3TOro pucka HensBecTeH. Hemb3s MCKIIIOUNTh yBEIMYEHHE TaKoro pHucka IpH Mpueme
JAPYTUX HEHPOJIENTUKOB WIM B JIPYIMX MOMYJSIIUAX MNAUEHTOB, MO3TOMY THANpU[ CIEAYeT C
OCTOPO’KHOCTBIO Ha3HAYaTh MallMeHTaM ¢ (paKTOpaMH pUCKa Pa3BUTHUS HHCYIIbTA.

HauueHmbz noosicuoco sospacma ¢ demem;ueﬁ

VY HanueHTOB MOXKWIOIO BO3pacTa C IICMXO03aMH, CBA3aHHBIMU C JIEMEHIUEH, IPHU JICYCHUH
AHTUTICUXOTUYECKHMHU TpenapaTaMu HaOII0aqoCh MOBBIIIEHUE PUCKA HACTYIUICHUS JIETAIBHOTO
ucxoga. XOTS TNPUYMHBI CMEPTH B  KIMHUYECKHX  MCCIEINOBAHMAX C  ATUINUYHBIMU
AHTUTICUXOTUYECKHMHU TIperapaTaMyd BapbUPOBAIM, OOJIBIIMHCTBO NPUYMH CMEpPTEH UMENU WIIH
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MHQPEKIMOHHYIO (HalpuMep, THEBMOHUS ) IPUPOTY.

HaGmionarenbHple  uCCIeNOBaHWS —TOATBEPAMIM, 4YTO, IOAOOHO JICUCHHIO ATHUIWYHBIMU
AHTUTICUXOTUYECKHUMH TIpenapaTaMi, JiedeHHEe OOBIYHBIMH AHTUIICHXOTHYECKUMH IperapaTaMmu
TaKKe MOXKET yBEIMYMBATH CMEPTHOCTh. CTENeHb, O KOTOPOH YBEIMYEHHE CMEPTHOCTH MOJKET
ObITh OOYCIIOBJIIGHO AHTUIICUXOTHYECKHM MpErnapaTtoM, a HE HEKOTOPHIMH OCOOEHHOCTSIMHU
MAlMEHTOB, HESICHA.

VY NOXUJIBIX MAIMEHTOB IPEnapar CleayeT IPUMEHSTh ¢ 0CO00H OCTOPOKHOCTHIO H3-32 BO3ZMOMKHOTO
pHCKa YTHETEHUsI CO3HAHUS U HACTYIJICHHSI KOMBI.

Benosnule mp0M603M6OJZu'{€CKM€ OCJIOJHCHEHUA

IIpy nOpuUMEHEHHWH  AHTUIICUXOTHYECKUX IpenapaToB HAOMIONAIUCh  CIydad BEHO3HBIX
TpomMbosMOomueckux ocinoxkHeHnit (BTO), nHorma ¢ neranbHBIM HcxogoM (cM. paszen 4.8).
[TosToMy THanmpuj cieayeT NPUMEHATh C OCTOPOKHOCTBIO y IMALIMEHTOB C (haKTopaMH pHUCKa
pazeutug BTO. Tak kak y MNalnMeHTOB, NIPUHHUMAIOLIUX HEUPOJIENTUKU, YacTO HMEIOTCS
npuobpeteHHble pakTopbl pucka pasButus BTO, 1100ble noTeHIMaabHble (PaKTOPhI prCcKa pa3BUTHS
BTO nomxHbI BBISBIATHCS 10 HaYala U BO BpeMsl JieueHus npenapaToM Tuanpun, a Takke Bo BpeMs
ero ImpuemMa cielyeT IPOBOAUTh  MEpPONPHUATHs, HaNpaBlI€HHblE Ha  NPOQUIAKTUKY
TPOMOOIMOOINISCKUX OCIIOKHEHUH.

Pax monounoii srcenesol

Twanpua MOKET yBEIMYMBATH KOHIICHTPALMIO IIPOJIAKTMHA B IutazMe Kposu. [losTtomy mnpwu
IPUMEHEHUH THANIPUA Y NAI[MeHTOB, UMEIOLINX B aHaMHe3€e (B TOM YHCIIe, CEMEHHOM aHaMHE3€) paK
MOJIOYHOM JK€J€3Bbl, CIIEYET COOII0AaTh OCTOPOKHOCTh. Takue MaueHThl T0JKHBI HAaXOUThCS 1101
TIIATEIbHBIM HAOIIOACHUEM.

Hayuenmul ¢ snunencueti

B cBs13u ¢ Tem, 4TO THAMPHUI MOXKET CHUXKATH MOPOT CYAOPOXKHOW aKTHBHOCTH, MPU MPUMEHEHUU
THATIPHUJIA y TAIIMCHTOB C SMUJICTICHEH TTOCIIETHIE JOKHBI HAXOIUTHCS TI0J] CTPOTUM METUITHHCKAM
HaOJIFOJCHUEM.

Hauuenmbz ¢ bonesHbio HapkuHcoya, npurHumarwue a2oOHuCmabl doqbamuuoeblxpeuenmopoe

KpomMe uCKIHOUMTENbHBIX ciydaeB, mpernapar Tuanpuj He clieayeT NPUMEHSTh Yy TMalUeHTOB C
6one3nbio [lapkuncona. Eciu nmeercst HacTosiTeNbHas HEOOXOAUMOCTD JI€UEHUS! HEHPOJIeNTUKAMU
NaleHToB ¢ Ooje3Hbto IlapkuHCOHA, NMPUHUMAIOLIMX AroHUCTHl JO0(AaMUHOBBIX PELENTOPOB,
ClIeTyeT IPOBECTH MOCTENEHHOE CHIKEHUE /103 MOCIEAHMUX /10 MOJIHONW OTMEHBI (pe3Kkas OTMEHa
arOHUCTOB  J10AaMHMHOBBIX PELENTOPOB MOXET IOBBICUTh PHUCK pa3BUTHs Yy MAalMeHTa
3JI0KaY€CTBEHHOT'O HEUPOJIETITHYECKOTO CHHApOMa) (CM. pazzen 4.5).

T'emamonocuueckue HapyuieHusl

[Ipu npyMeHEeHNN aHTUTICUXOTHYECKUX MTpenapaToB, BKI0Yas Tuanpu, HaOIoAamuch JeHKONeHus,
HeiiTporieHust M arpaHyinonuto3. HeoObscHUMblE HHGEKIUH WM JUXOpaJKa MOTYT OBITh
MpU3HAKaMU TeMaTOJIOTUYECKUX HapymieHuil (cMm. pasgen 4.8) u morpeboBaThb HEMEJIEHHOTO
reMaToJIOrMYECKOro 00CIeIOBaHus.

Toueunas neoocmamoyunocme

HpI/I MMOYEYHOM HEAOCTATOYHOCTHU CJICAYCT YMCHBUIUTHL MOO03Yy Mpfrapara TI/IaHpI/I,Z[ (I/I3-3a
BO3MOXXHOTI'O pHUCKa pa3BUTHUA KOMBI BCIICACTBUC HAPYUICHUA BBIBCICHHUA TI/IaHpI/IJIa).

Anxozonw (smanoin)

Bo Bpewmst neuenust npenapatoM Tuanpuj Henb3sl MPUHAMATh CIHUPTHBIC HATTMTKH W TMPETapaThl,
coziepKalne 3TaHou (cM. pazzaen 4.5).
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BcnoMorarenpHEIC BEIISCTBA

JlaHHBIH JIeKapCTBEHHBIN Tperapar CoepKUT MeHee 1| MMoutb (23 Mr) HaTpus Ha OJHY TaOJIETKY, TO
€CTb 110 CYTH, «HE COJCPKUT HATPUS».

CTHU

[Ipumenenue Tuanpuaa y [eTei u3yueHo He1ocTatoyHo. [1oaTomy npu Ha3HAYECHUH THANPUIA ACTIM
CIIEYeT COOII0AAaTh OCTOPOKHOCTh. B CBSI3U C OTCYTCTBHEM KIMHUYECKHUX JAHHBIX PEKOMEHIYETCS
cOOJI0IaTh OCTOPOKHOCTH MPHU HA3HAYEHHUU 3TOTO JIEKapCTBEHHOTI'O Ipemnapara aeTsaM. boiee Toro,
PEKOMEHAYETCS €KET0THO MPOBEPATH y JeTel CIIOCOOHOCTH K 00YYEHHUIO, TaK KaK MpenapaT MOXKET
BIIUSITh HA KOTHUTHUBHBIE QyHKIIMU. Heo0X0quMo peryisipHo KOppeKTUPOBATH /103y B 3aBUCUMOCTHU
OT KJIMHUYECKOTO COCTOSHUS peOeHKA.

4.5. B3aumojeiictBie ¢ JPYrdUMH JIeKapCTBEHHBIMH TpenapaTtamMM W Jpyrue BHbI
B3aUMO/IeHCTBUA

IIpoTuBONOKA3aHHLIC KOMOMHAIIMHU

C negooonoti

B3auMHBIIT aHTarOHWU3M JIEBOJIOTIBI i HEHPOJICITHKOB.

C kabepeoiunom, XuHa2oauoom

B3auMHBII aHTaroOHU3M MEXIY 3TUMH T0(paMUHEPTHUSCKUMH MTperiapaTaMyi U HEMPOJICITUKAMHU.

HepexoMeHI0BaHHBIE KOMOWHALINT

C npenapamamu, Komopbvie CnOCOOHbL 8bI3b18AMb IHCELYOOUKOEYIO MAXUKAPOUIO MUNA «NUPYIM» UTU

yonunams unmepesan QT:

e [Ipernaparsl, BbI3bIBaroOIINE OpauKapIuio, Takue Kak 0eTa-aIpeH00I0KaTOPhl; ypeKaroIIue YUCIIOo
CepACUYHBIX COKpAILICHUH OJOKATOphl «MEUIEHHBIX» KalbLIMEBBIX KaHAJOB (Bepamamui,
JWIITHA3eM); KJIIOHUJIUH, TyaH(aluH; cepiedHble TITIMKO3U/IbI;

e [penaparbl, BbI3bIBAIOUINE THIOKATUEMHIO, TaKW€ Kak KaJUMBBIBOISIINE JUYPETUKH;
CI1abUTENbHbIE, CTUMYJIUPYIOLINE EPUCTAIBTUKY KUIIIEUHUKA;

e amdorepuliid B mpu BHYTpUBEHHOM MPUMEHEHHMH, TIIOKOKOPTUKOCTEPOUIbI, TETPAKO3aKTU]
(mepen mpueMoOM THAIPU/A TUIIOKATMEMUS 10JIKHA ObITh CKOPPEKTHPOBAHA);

e aHTHAapUTMHUYECKHE cpencTBa [A Kiacca, Takue Kak XMHUIUH, TU30ITUPAMHUL;

e anTuaputMuueckue cpezactsa 1l knacca, Takue kKak aMHOJApOH, COTAJOMN, JO0PETUIIN, NOYTHIIU,

e JIpyrue mpernaparbl, TaKue Kak MUMO3UM, CYJIbTONPHUJ, CYIbIIUPUL, TaJONEPHUI0J, THOPUIA3UH,
METa/I0H, aMUCYJbIPUJI, JPONEPUJION, XJIOPIPOMA3UH, JIEBOMENPOMa3WH, LHaMEMa3uH,
MUIIOTHA3UH, CEPTUHMAOJN, BEPAIUIPHUA; aHTUIEIPECCAHTHI, IPOU3BOJHBIE HMMMIIPAMUHA;
npenapaTsl JUTH; OCTIPUANI; U3anpua, JudeMaHuia MeTUICYIb(ar, BBOAUMBIM BHYTPUBEHHO
SPUTPOMMLIMH, BBOJUMBIH BHYTPUBEHHO CIUPAMUIIMH, MU30JIACTHH, BBOAUMBIH BHYTPHBEHHO
BUHKaMUH, ralopaHTpuH, TyMepaHTPUH, IEHTaMUINH, cap(ioKcaluH, MOKCU(DIIOKCAIIVH;

® CeJIeKTUBHbBIE HHTHOMTOPBI OOPaTHOIO 3aXxBaTa CEPOTOHMHA (LIUTAIONPAM, ICIIUTATIONPAM).

Ecnu y manneHToB Helb3s n30€XaTh OJJHOBPEMEHHOTI'0 Ha3HAUEHHsI 3THX MpenapaToB ¢ THAMIPUIIOM,
TO CJIEAYeT IPOBOJUTH TIIATEIBHOE KIMHUYECKOE, J1a0OpaTOpHOE (KOHTPOJIb 3IIEKTPOIUTHOIO
COCTaBa KpOBH) M 3JIEKTpOKapAHOTpaduueckoe HaOIr01eHUE.

C odogpamunepauyeckumu npomuBONAPKUHCOHUYECKUMU NPEnapamam (AmManmaout, anomopg@uH,
OPOMOKpURMUH, SHMAKANOH, TUZYPUO, NEP2ONU0, NUPUOEOUT, NPAMUNEKCO]l, PONUHUPOIL, CeNeSUNIUH)

B3auMHbIii  aHTaroHnsM  no(aMUHEPrHYECKUX MPOTHBOMAPKMHCOHUYECKHX TIpenapaToB U
HEHpONENTUKOB. ATOHHUCTHI JO(AaMHHOBBIX PELENTOPOB MOTYT BBI3BATh WM  YCHIIUTh
TICUXOTHYECKYIO CHMITOMATHKY (CM. paznen 4.4).
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C smanonom

DTaHOJ YCUIIUBAET CEJATUBHOE JeiiCTBUE HEWpoaenTUKoB. [103ToMy BO BpeMmst JiedeHUsI TUATIPUIOM
HeJIb3s1 YIIOTPEeOJIATh CIUPTHBIE HAIIUTKU U JIEKAPCTBEHHBIE IpenapaThl, COAEpKallnue 3TaHOI.

Kombunaumu, Tpedyromme coOIr0AeHUsI OCTOPOKHOCTH

C  uwneubumopamu  XonuHdCmepasvl  (OOHENe3UlIoM,  PUBACMUSMUHOM,  2ALAHMAMUHOM,
RUPUOOCTNUSMUHA OPOMUOOM, HEOCIUSMUHA OPOMUIOM)

M3-3a cnocoOHOCTH 3TUX MpenapaTroB BbI3bIBATH OpaJuKapIuI0 IOBBIIIACTCS PUCK Pa3BUTHUSA
JKEJTYJOUYKOBBIX HAPYLIECHUN PUTMA.

KOM6I/IHaHI/II/I, KOTOPBIC CIICAYET IPUHUMATh BO BHUMAHHUEC

C eunomeH3usHbIMU NpEnapamamu
AJTMTUBHOE TUTIOTEH3UBHOE JICHCTBHUE, YBEIMUCHUE PUCKA OPTOCTATHYECKOW THITOTCH3HH.
C Humpamamu

IToBrIlIaeTcs PUCK CHUKCHUA apTCPUAIIBHOI'O JaBJICHUA U, B YaCTHOCTH, PA3BUTHUS OpTOCTaTquCKOﬁ
TUIIOTCH3UMU.

C npenapamamu, yenemarowumu ynkyuro yeHmpaivrou Hepsnou cucmemsl (L{HC): npouzgoonvie
Mopuna (ananveemuxu, NpomMusoKauiiegvle npenapamol); dapoumypamsel, OEH300UA3ENUHbL U
opyeue aHKCUOIUMUKU, CHOMBOPHbIE NPEenapamsl,; aHMUOEnpeccamol ¢ CeOamueHbIM Oelicmaeuem
(amumpunmuiut, OOKCENUH, MUAHCEPUH, MUPMA3ANUH, MPUMUnNpamut); oOnoxkamopwr Hi-
SUCMAMUHOBBIX PEYENMOPOs8 ¢ CeOAMUBHBIM OeUCMBUEM, 2UNOMEH3UBHbLE CPEOCHEA YEHMPATLHOZO
Oelicmeust (018 KIOHUOUHA U 2yangayuna cm. makdice «Hepexomenoosanuvie xomoOunayuuy);
baknogen,; manuoomuo u nuzomughen

Bosmoxno kymynstuBHoe yraerenue [{IHC u cHu»keHue peakiuu.

4.6. ®epTUIBLHOCTb, 0€PEeMEHHOCTD M JIAKTALMSA

bepemeHHOCTH

HmeroTcss oueHb OrpaHMYEHHbIE JaHHBIE 10 NMPUMEHEHHIO THAnpuaa y OepeMEeHHBIX >KEHIIUH.
Twanpun npoxomuT depe3 IulanieHTy. lIpumeHeHume mnpemapata HE PEKOMEHAYETCS IpH
OEpeMEHHOCTH M Yy JKCHIIUMH PENpOAYKTHBHOIO BO3pacTa, HE HCHOJIB3YIOUMX 3((HEKTUBHBIX
CH0Cc000B KOHTpALIEIIIUH.

HoBopoxJieHHbIE, KOTOpble BO BpeMs TpeThero TpUMecTpa OepeMEHHOCTH IOABEPraIuch
BHYTPUYTPOOHOMY BO3E€HCTBHIO AaHTUIICUXOTUUECKHX MPENapaToB, BKIIOYas THAPU, UMEIOT PUCK
Pa3BUTHS y HUX MTOCTIE POXKICHHS HEXKENATEIbHBIX PEaKIIUH, BKIIIOYast SKCTpanpaMHIHbIA CHHAPOM
WX CHHAPOM «OTMCHBD», KOTOPBIC MOIYT BapbHPOBATb IO TAXKCCTH U MPOAOIKHTCIBHOCTH
(em. pasgen 4.8). CooOmiamoch 0 pa3BUTHM NCHUXOMOTOPHOTO BO30YXIEHHUS, MBIIIEYHOTO
THIIEPTOHYCA, MBIIIIEYHOW TUTIOTOHUHU, TPEMOPA, COHIIMBOCTH, PECITMPATOPHOTO AUCTPECC-CHHIPOMA
WIN 3aTpyAHEHUIl npu kopmiieHHH. [103TOMy Takue HOBOPOXXKICHHBIE TOJKHBI HAXOTUTHCS T0J]
PEryJISpHBIM METUIIMHCKUM HaOTI0JCHUEM.

Kpome 3T0ro, y Takux HOBOPOXJEHHBIX TEOPETUYECKH BO3MOYKHO Pa3BUTHE B3AYTHs >KMBOTA U
3aJIEp)KKM  OTXOXKACHHUS  MEKOHHMS, TaxXWKapIuu, TUIEPBO30YAUMOCTH, OCOOEHHO, Mpu
OJTHOBPEMEHHOM IpHEME MaTepblo BO BpeMs OepeMEHHOCTH M-XOJHMHOOIOKHPYIOLINX
MIPOTUBOMAPKUHCOHNYECKUX MPENapaToB.

HH’[)CKLII/IOHHBIG npenaparbl HCﬁpOHGHTHKOB, MNPUMCHACMBIC B OJKCTPCHHBIX CUTyallUAX, MOIYT
BbI3BATh Y 6epeMeHHBIX KCHIIMH CHUXKCHHUEC apTCPHUAJIBHOI'O JaBJICHUA.
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Jlannvie 0OKIUHUYECKUX UCCIe008AHUL

B wuccrnenoBaHusAX Ha JKUBOTHBIX (TPBI3YHBI) THAMPHUJ HE MPOAESMOHCTPUPOBAI MPSIMOTO WU
KOCBEHHOTO TEPaTOreHHOI'0 WJIM SMOPHUOTOKCHYECKOrO JeicTBUs. lcciaemoBaHus Ha KpOJHMKax
MIPOJIEMOHCTPUPOBAIH  3MOpHOTOKCHYEecKHEe A(P(EKThl THANpHIa B CaMbIX BBICOKHX J03aX
(80 m 160 mr/Kr Macchl TeIa/CyTKH).

JlakTaius

HccnenoBanust Ha )KMBOTHBIX [TOKA3aJly, YTO THANPHJL IPOHUKAET B IpyaHOe Mosioko. HenssecTHo,
IIPOHUKAET JIM THANpUJ B TPYAHOE MOJIOKO 4YEJIOBEKA, HO PUCK BO3JECHCTBUS Ha peOEHKa He
uckioyaercs. [lpu npumMeHennu npenapara rpyJHoe BCKapMJIMBaHNE IPOTUBOIOKA3aHO.

DepTiIbHOCTD

Y KMBOTHBIX OTMEYaJOCh CHW)XEHUE (EpPTUIBHOCTH, CBS3aHHOE C (HapMaKOoJIOTUICCKHUMU
s dexramu Tnanpuaa (3hQexT, onocpeTOBaHHBINA MTPOTAKTUHOM).

4.7. BiusiHMe HAa CHOCOOHOCTH YNPABJATH TPAHCHOPTHBLIMH CpeACTBAMHM M padorarh ¢
MeXaHHu3MaMu

Jlaxke Ipu NPUMEHEHUU B PEKOMEHIOBAHHBIX J103aX THAIPHUL MOXKET OKAa3blBaThb CEAATHBHOE
JeCTBHE, YTO MPUBOAUT K HAPYILIEHUIO CIIOCOOHOCTU YIPABISATh TPAHCIOPTHBIMU CPEICTBAMU U
3aHUMAaTbCA MOTEHLIUAIBHO ONACHBIMM BUJIaMU AeATeNbHOCTH. [T03TOMY HEOOX0IMMO BO3IepKATHCSA
OT 3aHATUN YTUMU BHJIAMHU JEATEILHOCTH BO BpeMs puemMa Ipemnapara Tuanpun.

4.8. HexenaTelbHbIE peaKIUU

Pe3romMe HexenaTenbHBIX PEAKIIN

YacToTa HexenaTeIbHbIX peakifii MpUBeeHa B BU/IE CIICAYIOIIEH Tpalaliiuu:

ouenwv wacmo (= 1/10);

uyacmo (> 1/100, vo < 1/10);

neuacmo (> 1/1000, vHo < 1/100);

peoxo (= 1/10000, o < 1/1000);

ouens peoro (< 1/10000);

yacmoma Heuzeéecmua (Ha OCHOBAaHHH MMEIOLINXCS JAHHBIX OLICHUTh HEBO3MOXKHO).
Hapywenus co cmoponvl kposu u numgamuueckou cucmemul

Peoxo — nelikonenus, HEUTPONEHHUs, arpaHyIOUUTO3 (CM. pazzaen 4.4).
OHOOKpUHHbIE HAPYWEHUs.

Yacmo — runeprnposakTUHEMUs, KOTOpasi MOKET MPUBOJUTH K Pa3BUTHUIO aMEHOPEH, TaJlaKTOPEH,
TMHEKOMACTUH, YBEJIMYEHUI0 MOJIOYHBIX JKeJie3, TMOSBICHUIO Oojiel B MOJOYHBIX JKenesax,
OprazMu4eckoi AMcyHKIMK (HapyIIeHUIO opra3Ma) U 3peKTHIIbHONW JUCHYHKIIMH. DTH CUMIITOMBI
oOpaTUMBbI MOCJIe OTMEHBI IIpernapara.

Hapywemm MemabonruzMa u NUmaHusl
Peoko — TUIIOHATPUEMHUA, CHHAPOM HeaﬂeKBaTHOﬁ CCKPECLIUN aHTUJINYPETUICCKOT'O rOPMOHaA.
Hcuxuueckue Hapywernus

Yacmo — COMHOJIEHIIUS/APEMOTa, COHJIMBOCTh, OCCCOHHMIIA, aXHUTaIus, HHIAU(PPEPESHTHOCTDH
(6e3paznuune);

Heuacmo — CIIYTAaHHOCTb CO3HAaHUA, raJUTFOIMHAIINH.
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Hapywenus co cmoponul nepanoii cucmemol

Yacmo — TONOBOKPYKEHUE/BEPTHUTO, TOJIOBHASI 0OJTb.

[TapkuHCOHM3M M CBSI3aHHBIE C HHUM CHMIITOMBI (IKCTparmMpaMHIHbIE CHUMIITOMBI): TpPEMop,
MBIIICYHbIN TUIIEPTOHYC, TUIIOKUHE3US ¥ TUIEPCATIMBALINSA. DTU CUMITOMBI OOBIYHO T0JIBEPraroTCs
oOpaTHOMY Pa3BUTHIO npu OJIHOBPEMEHHOM npueme M-XOJMHOOIOKUPYIOIIHUX
MPOTUBOMAPKUHCOHUYECKUX MPENapaToB.

Heuacmo — axatususi, MplllIe4Hasi TUCTOHUS (CHa3M, KPUBOILEs, OKYJIOTHUPHBIN KpU3, TPU3M). DTH
CHUMIITOMBI OOBIYHO TO/ABEPTalOTCs OOpaTHOMY pAa3BUTHIO TPU OJHOBPEMEHHOM IpHEME
M-XOJIMHOOJIIOKUPYIOLIUX MPOTUBONAPKMHCOHUYECKHX MpenapaToB. Cyaoporu, 0OMOpPOK.

Peoxo — octpast nuckuHe3us1, 00BIYHO MOABEPraroiasics 00paTHOMY Pa3BUTHIO IIPH OTHOBPEMEHHOM
npueMe M-XOJIMHOOIOKHPYIOIINX MPOTUBONAPKUHCOHUYECKUX npenaparoB. [1o3auss quckuHesns,
XapaKTePU3YIOMIASCSl CTEPEOTUITHBIMU HETIPOU3BOJIBHBIMH JIBXKCHHUSMH, TTIAaBHBIM 00pa3oM, sI3bIKa
W/WIM MBI Juna (KaKk U MpH MPUMEHEHUH BCEX IPYTHX HEHpOJIENTHKOB, 0COOCHHO, IMOCIE MX
NpUMEHEHHS B TeueHHne Ooiee 3-X mecsieB). [[poTHBOMapKUHCOHMYECKUE TIpenapaThl IPH TaHHOM
COCTOSIHUHU He3((HEKTUBHBI MIIM MOTYT IPUBECTH K ycuiieHHto cuMnToMoB. 3HC, KoTopblii siBisieTcs
MOTEHIHAIBHO JICTATLHBIM OCJIO)KHEHHEM, U BOSHUKHOBEHHE KOTOPOTO BO3MOXHO IPH TPUMEHEHUN
Tr00BIX HelponenTHkoB (cM. pasznen 4.4). [Totepst co3HaHus.

Hapywenus co cmoponul cepoya

Peoko — ynnunenue untepana QT, sxemy10ukoBble HAPYLIEHUS! pUTMA, TAaKUE KaK JKeNyI04KOBas
TaxuKapaus THUIA «IUPYIT», JKEIYIO0YKOBas TaXWUKapAusi, KOTOPbIE MOTYT MPUBOJIUTH K
(buOPUILISALINY KeITyI0YKOB UM OCTAaHOBKE Cep/lla U BHE3AMHON cMepTH (cM. paszzaen 4.4).

Hapywenus co cmoponwl cocyoos

Heuacmo — cHMXeHHe apTepuaIbHOTO JAaBleHUs, 00BIYHO B (JOpME OPTOCTATUYECKOM TUIIOTCH3UH,
TpomMO03 rITyOOKUX BEH;

Peoko — TpoMO0IMO0ITHS JIETOYHO# apTepHH, HHOT/IA C JICTAIBHBIM UCXOI0M (CM. pasen 4.4).
Hapywenus co cmoponul OvixamenvHoti cucmemsl, Op2aHos8 2pyOHOU KIemKu U Cpe0oCcmeHus

Peoko — acnupanuoHHas THEBMOHUS, YTrHETEHUE MAbIXaHWUsS (MIPU TPUMEHEHUU C JIPYTHUMH
cpenctBamu, yraetatouumu [{HC).

Hapywenus co cmopoHul dtceny0ouno-kuueuno2o mpakma

Heuacmo — 3anop;

Peoxo — kuieyHast HEIPOXOAUMOCTD, UIIEYC.

Hapywenus co cmopoHbl neuenu u scenuesvigooauux nymet

Peoxo — noBblllIeHNe aKTUBHOCTH «II€UEHOYHBIX» ()EPMEHTOB.

Hapywenus co cmopoHbl Kodicu u nOOKONMCHbIX MKAHel

Heuacmo — x0XHasl ChIllb, BKJII0Yas SPUTEMATO3HYIO ChIIlb, MAKYJIO-TIAITyJIE3HYIO CHIIb;
Peoko — xpanuBHHIIA.

Hapywenus co cmopoHbl MbluiedHotl, KOCIMHOU U COeOUHUMeNbHOU MKAHU

Peoko — pabaomMuonus, NOBbIIEHHE aKTUBHOCTU KpeaTHH(POCHOKHNHAZHI B CHIBOPOTKE KPOBH.
Bepemennocms, nocnepodoswiii nepuoo u hepuHamanibHvle CoCHOAHUS

Yacmoma HeuzéecmHa — CAHIPOM «OTMEHBI» Y HOBOPOXKIECHHBIX (cM. pa3zen 4.6).



COOTBETCTEBYET 3KCNEFTHOMY OTYETY
ot 03.04.2026 N° 6316
5 0002

Hapywenus co cmoponusl penpodykmusHotl cucmemsi |y sonouldi Geln By BATENEHDCTE 0002)

Heuacmo — ameHopesi, opraamuieckast Mc()yHKIIHS;

Peoxo — yBenuueHne MOJIOUHBIX jKejle3, 00Jb B MOJIOYHBIX JK€JI€3aX, rallakTopesi, THHEKOMAaCTHs,
SPEKTUIIbHAS TUCHYHKIIHS.

Obwue HapyweHus u peakyuu 8 mecme 68e0eHus

Yacmo — acTeHHUs, 4YyBCTBO YCTaJIOCTH;

Heuacmo — yBenuueHune Maccol Teja.

Tpasmbl, unmoxcukayuu u 0CI10HCHEHU NPOYeOyp

Yacmoma HeuzsecmHna — MajieHUs, 0COOEHHO Y MOKUIIBIX MAI[IEHTOB.

Coo011eHne 0 ITOI03PEBAEMBIX HEXKEIATEIbHBIX PEAKIINIX

BaxHo coo0marb O DOJO3pEBAacMbIX HEXKEJIATEeNbHBIX PEAKUUAX IMOCIEe PEerucTpanuu
JIEKapCTBEHHOI'0 IIperapara C LEeIbl0 O0eCHeueHUs: HENPEPbIBHOIO MOHUTOPHHIA COOTHOIIEHUS
«II0JIb3a — PUCK» JIEKAPCTBEHHOro Mpemnapara. MeauUuMHCKUM pabOTHUKaM PpPEKOMEHIYeTCs
co00IIaTh O JTIOOBIX IO03PEBAEMBIX HEXKENIATEIbHBIX PEAKIHX JEKapCTBEHHOTO MpenapaTa uepes
HallMOHAJIbHBIE CHCTEMBl COOOLIEHHMSI O HEXENATeNbHbIX pPEaKLUUsAX T[oCylapcTB — YIEHOB
EBpazniickoro 5KOHOMHU4ECKOr0 COI03a.

Poccuiickas denepanus

denepanpHas cayx0a 1o Haa30py B chepe 3aApaBoOXpaHCHUS

Anpec: 109012, r. MockBa, CnaBsiHcKast riiomazis, a. 4, ctp. 1

Tenedon: +7 800 550 99 03

OnektpoHHas moura: pharm@roszdravnadzor.gov.ru uimm npr@roszdravnadzor.gov.ru

Caiit B MH(pOPMaLMOHHO-TEJIEKOMMYHUKAI[MOHHOMN ceTn «HTEpHETY:!
https://www.roszdravnadzor.gov.ru/

4.9. llepeno3upoBka

JlaHHbIE O IEPEI03UPOBKE THATIPH/IA OTPAHUYEHBI.
CHUMIITOMBI

N30bITOUHAS cecaanusi, COHJIIMBOCTb, YIHCTCHUC CO3HAHHA BIUIOTH OO KOMBI, apTEpHUaJibHAA
THIIOTCH3UA, SOKCTpaltupaMyuaHas CUMIITOMATHKA.

Jleuenue

OtmeHa npenapara, CUMIITOMaTHYeCKas U J€3UWHTOKCUKAI[MOHHAs TEpaIivs, MOHUTOPUHT KU3HEHHO
BaXXHBIX (PYHKIMI opraHnu3mMa, 0coOOEHHO CepIeUHOM AeATeIbHOCTH (PUCK yATUHEeHus naTepBana QT
U Pa3BUTHA JKEIYAOYKOBBIX HapyHmIeHHH pHUTMa), /0 TMOJIHOTO HCYE3HOBEHHS] CHUMIITOMOB
MHTOKCUKaluu. Ilpn NOSIBIEHMH TSKENbIX OKCTpaNMpPaMUIHBIX CHMIITOMOB - IPUMEHEHHE
AHTUXOJINHEPTUYECKUX CPEJICTB.

[Tockonbky THampua ci1abo TMOABEpraeTcs IUalu3y, JUIsl €ero yAajeHus W3 OpraHu3Ma He
PEKOMEH1yeTCsl IPUMEHATh TeMoinain3 (cM. paszaen 5.2).

CHCI_II/I(I)I/I‘-ICCKOFO aHTUJ0Ta HET.

Nmenuchy cooOmieHHuss O JeTalbHBIX HCXOJaX IMpU MEpeNo3UpOBKE, TJABHBIM 00pazoM, Ipu
KOMOWHAIMK THANPHIA C IPYTUMHU IICUXOTPOIHBIMH CPEICTBAMHU.

5. PAPMAKOJIOTHYECKHUE CBOVCTBA

5.1. ®apmakoaMHaAMHYeCKHe CBOliCTBA
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Kox ATX: NO5ALO3

MexaHusM aeiictBus U hapMakoauHaMudeckue 3O GHeEKTHI

AHTHIICUXOTHYECKOE CPEACTBO — ATUIHYHBIN HEWPOJIENTHK, IN VItrO CeNIeKTHBHO OJIOKHPYIOIIUt
noatunsl D2 1 D3 n1oaMMHOBBIX perenTopoB 0e3 HaAIMYUS Kakou-1r00 3HaYMMOo ahGUHHOCTH K
pelenTopaM OCHOBHBIX LIEHTPAIbHBIX HEHPOTPAHCMUTTEPOB (BKIIOUAs CEPOTOHUH, HOPAAPEHAIUH,
ructamuH). MccnenoBanus HEHPOXMMUYECKUX U MOBEACHYECKUX PEaKIUid, MPOBEACHHBIE IN VIVO,
MOJTBEPMIIN 3TH CBOMCTBA THAIIPHJIA, TIOKA3aB HAJIMUUE aHTUI0(aMuHeprudeckux 3¢ (HeKToB npu
OTCYTCTBHH 3HAUMMBIX CEIallMU, KaTaIEICUU U CHUYKEHUS! KOTHUTUBHBIX CIIOCOOHOCTEH.

Tuanpug cnocoOeH BO3JCHCTBOBaTH Ha J0()AMUHOBBIC PELENTOPHI, TMPEIBAPUTEIHHO YyiKE
CEeHCUOMIM3UPOBAaHHbIE K JOo(QaMHUHY MPU NPUMEHEHUU KAKUX-JIMOO APYTUX aHTUIICUXOTHYECKHX
CPEICTB, M C 3THM CBSI3BIBAIOT €T0 aHTUIUCKUHETHICCKHE YD (HEKTHI.

B HCKOTOPBIX JKCIICPUMCHTAJIBHBIX MOICIIAX CTpECCa Ha KUBOTHBIX, BKIIIOYas aJIKOT'OJIBHYRO
a6CTI/IH€HIII/IIO y MBIIICH U IIpuMartos, ObLIa IMOATBCPIKACHA AHKCHOJIIMTUYCCKAad aKTHBHOCTbH
THaIIpuUaa.

Tuanpun He mokaszan GopMHPOBaHUS GUINIECKOHN UM ICUXUIECKOH 3aBHCHUMOCTH.

OTUM aTUMIUYHBIM (papMaKOAMHAMHYECKUM MpoduieM o0bsICHIeTCS KIMHUYecKast 3((HEeKTUBHOCTh
THAIpH/ia IPU MHOTUX PacCTPOICTBaX, BKJIIOYas runepaopaMuHEpruueckue COCTOSHUSA, TAKUE KaK
JUCKWHE3UHU U TICUXOMOBECHUYECKHUE HApYIIICHHsI, HA0JII01al0Iuecs Y MAllMeHTOB ¢ IeMEHIIUEeH 1IN
y JHI, 370yMOTPEOISIOMMX aJTKOTOJIEM, C MEHBIIUM KOJHMYECTBOM HEBPOJOTHMUYECKUX MOOOYHBIX
3¢ (}HeKTOB M0 CPaBHEHUIO C TUMUYHBIMU HEHPOIETITUKAMH.

Tuanpun oOnagaer BhIpaKEHHBIM aHAIBIE3UPYIONIMM (KaK NpU HHTEPOIENTUBHOW, TaK W TPH
HKCTEPOLIENITUBHON O0JIM), MPOTHUBOPBOTHBIM (3a cueT Oyokajsl JohaMuUHOBBIX D2-penentopos
TPUITEPHOH 30HBI PBOTHOTO IEHTPA), THIIOTEPMHUYECKUM JeHCTBHEM (3a cueT OJIoKajsl
10(haMUHOBBIX PELENTOPOB TUIOTAIAMYCA).

5.2. dapmakoKUHEeTHYECKHUeE CBOIiCTBA

AOGcopbrms

Abcopbuust Tnanpuaa oOvictpasi. [locne mpuema BHYTph npenapaTta B go3e 200 Mr MakcumalibHas
KOHIIEHTpaLus THAIIpU/a B IU1a3Me JocTuraercs 3a 1 yac u cocrasisier 1,3 MKr/mi.

buonoctynHocTs cocrasinsier 75 %. [lpu npueme TabieTok HEMOCPEACTBEHHO MEepe IPUEMOM MUIIH
O6uomocTynHocTh yBenuuuBaercs Ha 20 %, a MakcuMasbHas KOHLEHTpaius B miazme — Ha 40 %.
AGcopO11st B OKUIIOM BO3pacTe 3aMeUIsIeTCsl.

Pacnpenenenue

Pacnipenennenne B opraHu3sMe MNpoucxoauT ObicTpo (meHee 1 waca). [IpoHukaer uepe3
remMaTosHIeanuueckuii Oapbep M dyepe3 IUIAleHTy Oe3 HakorwieHus. OO0beM pacrpeneseHus
cocraBisieT 1,43 y/kr. Y JKMBOTHBIX OTMEYalM MPOHUKHOBEHHE Mperapara B IPyAHOE MOJIOKO;
COOTHOILIEHUE KOHLIEHTPALIUHA B MOJIOKE ¥ B KPOBU COCTaBIsIO 1,2.

He cBs3biBaeTcs ¢ OenkamMu 1aa3msl, c1a00 CBS3BIBACTCS C S3PUTPOLIUTAMH.

Buorpanchopmariust

Tuanpug He3HauuTeNbHO MeTabonmu3upyerces (10 15 %), MeTabouThl B OCHOBHOM HeaKTHBHBIC. He
00HapyKEHO KOHBIOTUPOBAHHBIX MeTabomuTOB. 70 % BBEIEHHOU 103bI OOHAPYKUBAETCS B MOUYE B
HEM3MEHHOM BHJIC.
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Ilepuon monyBbIBeAEHMsI W3 IUIA3Mbl COCTaBisleT 2,9 yaca y KeHIIMH U 3,6 yaca y MYXKUHH.
BbiBeieHne NMpOMCXOAUT NPEUMYILECTBEHHO IOYKAaMHM IyTEM IJIOMEpYJSpHON (uibTpanuu u
KaHAJIbLIEBOM CEKpeLrH, MOUCUHbIH KIUpeHc cocTapisieT 330 Mi/MuH.

Oco0Oble T'PVYIIIBI ITAITWMEHTOB

VY manueHToB ¢ HApPYIICHHON (DYHKIIMEH MMOYeK BHIBEJICHUE 3aBUCUT OT KIMPEHCA KpEeaTHHUHA, PU
CHIDKEHHUH KOTOPOTO BBIBEJICHHE THAIpHIa 3aMeuisercs (cM. paszaen 4.2).

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. Ilepeyenb BCOMOraTeJibHbIX BelIECTB

Llemutronosa mukpokpucraumyaeckas (MKII-101)
Lemmono3a mukpokprcrammyeckas (MKII-102)
Kpockapmernnosza Hatpust

Marnust creapar

Kpemnus npokcua KOO AHBINA

IToBumoun-K25

6.2. HecoBMecTUMOCTD

He npumenumo.
6.3. Cpok roaHocT (CpOK XpaHeHHs)

2 roja.

6.4. Oco0ble Mepbl MPEIOCTOPOKHOCTH MPH XPAHEHUH

XpaHuTh NpHU TeMnepatype He Boie 25 °C.

6.5. XapakTep u cogep:kaHHe YNAKOBKH

ITo 10, 30 TabeTOK B KOHTYPHYIO SIUEHKOBYIO YIIAKOBKY U3 IJICHKH MOJIMBUHUWIXJIOPUIHOMN U (GOJIBIU

ATIOMUHHEBOM NIEYaTHOM JJAaKUPOBAHHOM.

1,2, 3,4, 5 wim 10 KOHTYpHBIX SYEHKOBBIX YIIAKOBOK BMECTE ¢ MHCTPYKLHUEH IO MEIULUHCKOMY
MPUMEHEHHUIO (JTMCTOK-BKJIAJIBIII) TOMEIIAI0T B KAPTOHHYIO YIIaKOBKY (IIAuKy).

6.6. Oco0ble Mepbl MPEIOCTOPOKHOCTH NMPH YTHIM3ALUHM MCIO0JIb30BAHHOIO J1eKAPCTBEHHOI 0
npenapara WJid OTXO0J0B, IOJYYEHHBbIX IoOcCJe NMPUMeHEeHHs JIEeKAapCTBEHHOI0 MNpenapara, u

Apyrue MAHUMYJISALUHU € TPenapaTom

Oco0sbie TpeOOBaHUS OTCYTCTBYIOT.

7. IEPKATEJIb PETUCTPAIIMOHHOI'O YOCTOBEPEHU A

Poccus
000 «Atomm»

445351, Camapckas 00:1., r. XKurynesck, yi. ['mapoctpourenei, a. 6.




COOTEBETCTEYET ZKCNEPTHOMY OTYETY
ot 03.04 2026 N2 691&
7.1. IlpencraBuTe b Aep:KaTeNsi PerHCTPALMOHHOT vnocro'lﬂel[)léﬂlgl"]"':E":'TEHI:'H"': CTb 0002

[Iperen3un noTpeduTENeH HAMPABISITH IO ATPECy:

Poccus

000 «O308»

445351, Camapckas 00:1., T.0. JKurynesck, T. JKurynesck, yi. ['uapocrpoureneii, 1. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS

JITI-Ne(000685)-(PT-RU)

9. KATEI'OPHUs OTIIYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

HeKapCTBeHHBIﬁ npemnapat OTHOCUTCA K KaTCTrOpUH OTITYCKa ITO PCUCIITY.

OOmiass xapakTepuCTUKa JIEKapCTBEHHOrO Mpemnapara Tuampua AOCTyNHA B €AMHOM peecTpe
3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEeACTB EBpa3uiicKOro 3KOHOMHYECKOTO COK3a M Ha
oduIMaILHOM caiite YHOOJIHOMOYEHHOT'O opraHa (3KCcmiepTHOM OpraHU3aIINH)
(https://Ik.regmed.ru/Register/EAEU_SmPC).
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