COOTBETCTBYET 2KCNEPTHOMY OTYETY
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OBIIASI XAPAKTEPUCTHUKA JIEKAPCTBEHHOFO TIPEITAPATA “70<)

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI'O ITPETTAPATA

Ornonu, 50 Mr, Kancyibl.

2. KAYECTBEHHBINA U KOJTUWYECTBEHHbBINA COCTAB

JleicTBy1o1II€€ BEIIECTBO: CYJIBIIUPHIL.

Kaxnas kancyna conepxut 50 Mr cyabnupuia.

BcrniomoratenbHble BelIECTBa, HATMYUE KOTOPHIX HAJ0 YYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npemnapara: jaktosa (cm. pasuen 4.4).

[TonHbIN TEpevYeHb BCIOMOTATEIBHBIX BEILIECTB MPUBEJIECH B paseie 6.1.

3. JIEKAPCTBEHHAS ®OPMA

Kamncysr.

TBepaple xenaTHHOBBIE Karicysbl Ne 4, cocTosiMe U3 HENpOo3pauyHbIX KOpIyca U KPBIIIEUKH
6e10ro WM 6€JI0ro C KEeJITOBATO-CEPOBATHIM OTTEHKOM IIBETA.

Conepxumoe Karcyil — OJHOPOJHBIM IOPOLIOK O€JIOro C JKENTOBaTbIM OTTEHKOM IIBETA.

JomnyckaeTcst 06pa3oBaHre KOMOYKOB, PaCCHIIAIOLINXCS [TPU HAXKATHH.

4. KJIMHUYECKHUE JAHHBIE

4.1. Tloka3aHusi K NpUMEHEHHIO

[IpenapaT DrIOHUI MOKa3aH K MPHUMEHEHHIO TP TPEBOXKHBIX COCTOSHUAX Y B3pPOCIIBIX B BO3pacTe
oT 18 ner (KpaTKOBpeMEHHOE CUMITOMAaTHYECKOEe JieueHHe, MpU HeIP(HEKTUBHOCTH OOBIYHBIX
METO/IOB JICUEHUS ).

[Tpenapat DrioHMI MOKa3aH K MPUMEHEHUIO MPH TSKEJIBIX HApYLICHUSX NOBEJACHUS (aKUTalus,
YJICHOBPEIUTEIHCTBO, CTEPEOTHUITHS) Y ACTEH B Bo3pacTe OT 6 110 18 j1eT, 0co0eHHO ¢ CHHApOMaMu

ayTu3Ma.

4.2.  Pexxum 103MpPOBaHUSA U CIOCO0 NPUMEHEHUS

PexuMm no3upoBaHus

Bo Bcex ciywasix ciieyeT UCIojb30BaTh MUHUMAJIbHBIE 3 EeKTHBHBIC T03bI TIpemapara.
Ecnu knnHMYeckoe COCTOSHME MallMeHTa O3BOJISIET, ICUEHHUE JOJKHO HAYUHATHCS ¢ HU3KUX J103.
Munumanbaas 3¢ ¢heKTuBHAs 1032 MOJ0MPAETCs MyTeM MOCTENEHHOTO MOBBIIICHHS 03Bl JI0

JOCTHXKEHUSI He00X0AUMOTro 3 deKTa.
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Bspocnvie

TpesoorcrHble COCMOAHUA (KpamK06D€M€HHO€ cumnmomamudeckKoe JlIeYeHue, npu

Hea(hpexmusrocmu 0ObIYHBIX MEM0008 Jeyerus)

Cyrounas no3a coctasisier 50—150 Mr B TeueHne He Oosiee 4 HEICIb.

Oco0BbIe IPVIIILI TAIUEHTOB

Tlayuenmui nodxcunozo eospacma

HauanbHas 11032 CyIbIUPHUIA JOJKHA COCTABIATH /4—/2 103bI /S B3POCIIBIX.

Tayuenmoi ¢ napywenuem ¢hynkyuu novex

B cBsi3u ¢ TeM, 4TO CyJBNHMPHUA BBHIBOJUTCS M3 OpraHu3Ma IpPEeUMYIIECTBEHHO Yepe3 IMOYKH,
PEKOMEHAYETCS YMEHBIIUTh J03y CYJIBIHUPHIA W/WIH YBEIWYUTH MHTEPBAT MEXAY MPUEMOM
OTJEJIbHBIX 7103 IpenapaTa B 3aBUCUMOCTH OT [T0Ka3aTeleil KIMpeHca KpeaTuHUHA: TIPU KIIMpEeHce
kpeatuHuHa 30—-60 mi/MuH 103y cynbnupua ciaenyer ymeHbmarb Ha 30 %, a HHTepBalibl MEXIY
IpueMaMy Ipenapara cieayeT yBeluuuBaTh B 1,5 pasa; nmpu kiaupeHce KpeaTuHuHa 10—
30 Mu/MHH 1103y CyNBIHpHUIA CISAYeT YMEHBIIATh B 2 pa3a, a WHTEPBAIBI MEKIY MPUESMAMHU
npernapara cieiyeT yBeJIM4YMBaTh B 2 pa3a; NpU KIMpeHce KpeaTnHuHa MeHee 10 Mi/MHUH 103y
cyiabnupHuaa cienyer ymensmiaTh Ha 70 %, a MHTepBaigbl MeXAy IpHEMaMH Ipernapara —

yBEJIMYUBATh B 3 pasa.

€TH
Hemu 6 6o3pacme om () do 6 1em
[Ipenapat OrnonHun B ¢opme Karcysl HNpOTHBOINOKa3aH y JeTed B Bo3pacte or 0 go 6 ner
(cMm. pazaen 4.3).
Hemu 6 6o3pacme om 6 0o 18 nem

Taoicenvie HAPYUIEeHUA nogeoenust (a:)fcumauuﬂ, wzeﬂoepedumeﬂbcmeo, cmepeomunuﬂ)

Cyrounas no3za cocrasiusieT 5—10 MI/Kr Maccel Tena.

Crooco0 rmpuMeHeHus

HpenapaT OTIIOHUI NPpUHUMAKOT BHYTPb, 3alllBas HEOOJIBIIUM KOJUYECTBOM KHUAKOCTH,

HE3aBUCUMO OT IMpUCMa MUIIH.

4.3. IIporuBomnoka3aHus
— I'unepuyyBCTBUTENBHOCTh K CYJIBIUPUIAY WIM K JIOOOMY M3 BCIIOMOTaTElIbHBIX BELIECTB,
IIEPEYUCIICHHBIX B paszaene 6.1.

- HpOJIaKTI/IHSaBI/ICI/IMBIC OIyXO0JIA (HpOJIaI(TI/IHOMLI TI/IHO(I)I/Ba H pak MOJIOYHOM )Kenesm).
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— T'unepnposiakTHHEMUSL.

— @®eoxpoMoLMTOMA.

— Ocrtpas nophupusi.

— Jetckuii Bo3pact A0 6 JeT (U1 ATOM JTeKapCTBEHHON (OPMBI).

— OcTpas  WHTOKCHUKAIMS  ajJKoTroJieM  (3TaHOJOM), CHOTBOPHBIMH  Ipenaparamu,
HAPKOTUYECKUMHU aHAIbIETHKAMHU.

— Ilepuop nakrauumu.

— OpaHOBpEeMEHHBIHN MpUEM JIeBOAOMBI (cM. pasaen 4.5).

— CormyTtcTByomasi Tepanus aroHUCTaMu J0()aMHHOBBIX PEIENTOPOB (KaOEProuH, XUHATOJIHI,

POIUHKUPOJI, POTUTOTHH) (CM. paszen 4.5).

4.4. OcoOble yka3aHusi 4 Mepbl IPEIOCTOPOKHOCTH NPHU NPHUMeEHEeHUH

C 0CTOPOKHOCTBIO

— VY NanyeHToB ¢ MPeIpacioioKEHHOCThIO K PA3BUTHIO HAPYIICHUH CEPIICYHOT0 PUTMA, B CBSI3U
C TEeM, 4YTO CYJBIIUPHUJ MOXXET BbI3bIBaTh yiIuHeHHE WHTepBasia QT W yBenuuuBaTh PUCK
Pa3BUTHSI TSHKEIIBIX JKEIYJOYKOBBIX HAPYIICHUH PUTMA, TAKUX KaK Pa3BUTHE KEIYITOUKOBOMH
TaXHUKapAUU TUIA «TAPYIT»:

— ¢ Opagukapaueil MeHee 55 yaapoB B MUHYTY;

— C DJICKTPOJUTHBIMU HAPYIICHUAMU, B 0COOEHHOCTH C FI/IHOKaJ'H/IeMI/IeI\/JI;

— C BPOXXIECHHBIM y/uIMHeHHeM uHTepsana QT;

— OJIHOBPEMEHHO IMOJYyYalolIUX I[pernaparbl, CIOCOOHbIE BBI3BIBATh  BBIPAKEHHYIO
Opanukapauio (MeHee 55 yaapoB B MUHYTY), THUIIOKaJIMEMHIO, 3aMeJUIeHUE
BHYTpHCEPICUHOIN MPOBOIMMOCTH WM yisinHeHHe naTepBana QT (cm. moapazaen «Ocolbie
yKazaHus» U paszaen 4.5).

-V INIamueHTOB CO 3JI0KAaYC€CTBEHHBIM HeﬁpOJICHTI/I‘IeCKHM CUHAPOMOM B AaHAMHE3C
(cMm. moapaszaen «Ocobbie ykazanus» u pasjen 4.8).

— VY nanueHTOB MOKUIIOTO BO3pacTa (MOBBIIIEHHBIN PUCK Pa3BUTH CeJallui, OPTOCTATUYECKOM
TUTIOTEH3UH, YKCTPAITUPAMUIHBIX PACCTPOICTB).

— ArpeccuBHOE NOBEJCHHME WIM QXKUTAlMi C HMIYJIbCUBHOCTBIO (MOXET NOTpeOOBaThCs
OJIHOBPEMEHHOE MPUMEHEHHNE CEJaTUBHBIX MPENapaToB).

— V¥ manueHToB MOXKUIIOr0 BO3pacTa ¢ AeMeHIMen (cM. noapasaen «Ocolble yKa3aHus»).

— VY nanueHToB ¢ (pakTopaMH pUCKa pa3BUTHS UHCYIbTA (cM. oapazen «Ocolble yKazaHUs»).

— ¥V manuenToB ¢ 6ose3nbto [lapkuacona (cM. moapazaen «Ocolbie yKazaHus»).
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— V nanueHToB ¢ (GaKkTopamMu pUCKa pa3BUTHS BCH03HI-B|Eé:|ﬂ§:H 35&%&6&%5&%}? E@ﬁg%nﬁ

(cm. moapazaen «OcobObie yKazaHus ).

— Ilpu caxapHom auabere U NMpU HATMYUHU (PAKTOPOB PUCKA Pa3BUTHS CaXxapHOro auadera (puck
Pa3BUTHSI THIIEPTIIMKEMUH, TPEOYETCs KOHTPOJIb KOHIICHTPAIIUH TIFOKO3BI B KPOBH).

— Tlpu GepemMeHHOCTH (OrpaHUYCHHBIH OIBIT IIPUMEHEHUS, CM. pasneln 4.6).

— Ilpu mnoyeuHOW HEMOCTATOYHOCTH (TpeOyeTcs KOPPEKIHs pEeKAMa JTO3UPOBAHHS, CM.
pasznuen 4.2).

— Ilpu snunencuuM WM CyIOPOXKHBIX TPHUMNAIKaX B aHaMHe3e (PUCK CHIDKEHHs IOpora
CYIOPOXXHOM TOTOBHOCTH, CM. mojipazaen «OcoOble yKazaHUs»).

— Ilpu onHOBpEMEHHOM TNPUMEHEHUH JIEKAPCTBEHHBIX IPEMapaToB, COAEPIKAIIUX 3TAHOI
(cMm. pasgen 4.5).

— VY manueHToB, UMEIOMIMX B aHAMHE3€ yKa3aHHs Ha TIayKOMY, KHIIEYHYIO HEIPOXOAUMOCTB,
BPOXKJIECHHBI CTEHO3 MHIIEBAPUTEILHOTO TPAKTa, 3aJePKKy MOUCHCITYCKAHHS WU
THIEPIUIA3UIO TIPEACTATEILHON KETIe3Bl.

— VY manueHToB (OCOOCHHO Y MOXHIIBIX MMAlMEHTOB) C apTEPUATbHON TUIICPTCH3UCH B CBSI3H C
PUCKOM pa3BUTHS TUIEPTOHMYECKOTO Kpu3a (MAalMeHTHl JOJDKHBI HAXOIHMTHCS IMOJ
MEUITMHCKUM HAOJIFOICHUEM ).

— VY nanMeHTOB, UMCKIOIIUX B aHaMHe3e (B TOM YHMCIIC CEMEHHOM aHaMHE3e) paK MOJOYHOMH
xene3bl (cM. moapazient «OcoOble yKazaHHs»).

— Ilpu npumeHeHuu y aereit cienyeT coOMOAAaTh OCTOPOKHOCTb, TaK KaK A(PPEKTUBHOCTh U
0€30aCHOCTb CYJIbIHUPHUIA Y JAHHOW KaTerOpuH MalMeHTOB UCCIIE0BaHbl HEIOCTATOYHO (CM.

nonpaszaen «Ocobbie ykazaHus»).

Oco0ble yKa3aHus

3nokauecmseennvlll HelipoIenmu4ecKuti CUHOpOM

3nokavyecTBeHHbIN Heiponentudeckuit cuuapoMm (3HC), koOTOpwlii sBIsSIeTCS MOTEHIIMATBHO
JIETabHBIM OCJIOHEHHEM, U BO3HMKHOBEHHE KOTOPOTO BO3MOKHO NPU MPUMEHEHHMH JFOOBIX
HEHPOJIENITUKOB, XapakTepu3yercs OJIeTHOCThIO, THIEPTEPMHENH, PUTHAHOCTHIO MBI,
TUc(yHKIMeH BereTaTuBHOW HEPBHOM CHCTEMBI, HapylieHHeM co3Hanusl. [Ipu3Haku iuchyHKIuu
BEreTaTMBHOM HEPBHOM CHUCTEMBI, TaKHe KaK IOBBIIIEHHOE MOTOOTIACNEHHE M JIAOMIBHOCTD
apTEpHAIIBHOTO JABJIEHUS W IyJIbCA, MOTYT IPEALIECTBOBATh HACTYIICHUIO THUIIEPTEPMHUH M
ABIIATHCS PAaHHUMH NpEayNpeKIaonMMu cumnToMamu. Habmoganucs ciydau ¢ aTUIUYHBIMU
nposiBinenusiMu 3HC 6e3 puruJHOCTH M MOBBIIMIEHUS TOHYcCa MbIII. B ciyyae rumeprepmuu

HCACHOI'0O I'CHE3a, UYTO MOKHO paCICHUBATDH 1100 Kak paHHI/Iﬁ HpI/I3HaK/CI/IMHTOM 3HC, 1100 Kak

4
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HaOmoeHue 3a nauuentoM. [puunna pazsutust 3HC ocraercs HeBbisicHeHHOU. [Ipeanonaraercs,
4TO B €r0 MEXaHU3ME UTpaeT poiib 0J0Kajga A0(aMHHOBBIX PELENTOPOB B IMOJIOCATOM TEJE U
TUIOTajgaMyce, He UCKIII0YaeTCsl TAKKe BPOKICHHAs MPEeIpacioyioKeHHOCTh (MIUOCUHKPA3Hs).
Pa3BuTHio cuHApOMa MOTYT CIIOCOOCTBOBATh MHTEPKYPPEHTHAST MH(EKIUs, AETUApaTALUs WIH
OpraHMYECKOE MOPaKEHUE TOJIOBHOTO MO3Ta.

Yonunenue unmepsana QT

Cynbnupuj; MoOXeT BbI3bIBaTh yanuHeHue wuHTepBaia QT. M3BectHo, 4to 3TOT 3hhexT
YBEJIMYMBAET PUCK Pa3BUTHUS TSKEIBIX JKEIYAOUKOBBIX AapUTMHUM, TaKMX KaK JKEIyJOYKOBas
TaXUKapHs THIIA «ITUPYIT» (M. pa3zaen 4.8).

[lepen mpumeHeHHEM Npenapara, eciy I03BOJISET COCTOSTHUE NAUEHTa, HE0OXO0AUMO UCKITIOYUTh
Hanuuue (GaKkToOpoB, MPEAPacHoNiaraloliuX K Pa3BUTHUIO ATHX TSKENbIX HApYHICHUH pUTMa
(Opanukapaust MeHee 55 yAapoB B MHUHYTY; JJIEKTPOJIUTHBIE HApPYHIEHUS, B OCOOCHHOCTH
TUIIOKAJIMEMUs, TMIIOMarHMeMHUsl; BPOXKACHHOE yJiauHeHue uHTepBaia QT, OJHOBpEMEHHBIH
IIPUEM INPENapaToB, BbI3BIBAIOIINX BBIPAXEHHYIO Opaaukapauio (MeHee 55 ynapoB B MUHYTY),
TUIOKAIMEMUIO, 3aMeJIJICHHE BHYTPUCEPACYHOM MPOBOAUMOCTH WK yaiauHeHue uarepBana QT)
(cm. moapaszaen «C 0CTOPOKHOCTBIO, paszen 4.8).

[TatmenTam C BBIIENEPEYHCICHHBIMUA (PAKTOPaMU PHUCKA MPH HEOOXOJUMOCTH Ha3zHAUCHHS
CyJBIUPHJIA HEOOXO0IMMO COOIII0IaTh OCTOPOKHOCTD. [ MIIOKaIneMus 1 THIOMarHUeMHUsI TOKHbI
OBITH CKOPPEKTHPOBAHbI JO Hayala NpUMEHEHHUs IpernapaTta; KpoMe TOro, clieayer 00ecreyuThb
MEIUIUHCKOE HAaOI0ICHUE U PEryJIIPHBIN KOHTPOJIb COJIEpKaHMs DJIEKTPOJINTOB B KpoBH U DKI'.
3a MCKJIIOUEHUEM CIIy4aeB CPOYHOI'O BMEIIATENIbCTBA, MAllUEHTaM, KOTOPBIM TpeOyeTcs JIieUeHHe
HEeNpoenTUKaMH, PEeKOMEHIyeTCsl IPOBOAMUTD OLIEHKY COCTOSIHUS U KOHTpoJib DKI'.
DKempanupamuouslii CUHOpOM

IIpu sKCcTpanupaMHIHOM CHUHAPOME, BBI3BAHHOM HEHPOJIENITUKAMM, CIIELyeT Ha3HayaTb M-
XOJIMHOOJIOKUPYIOIIUE MTpenaparhl, a He arOHKCTHI JTOPAMUHOBBIX PelenTopoB (cM. paszen 4.5).
[Tatiuentam ¢ Gosiesnwto [lapkuHCcOHa WM aeMeHUUen ¢ TenblamMu JleBu mpenapar DTIIOHUIT
cleflyeT Ha3zHayaTh TOJBKO B Cllyyae KpaifHell HeoOXOJMMOCTH (M3-3a MOBBIIMIEHHOI'O pHUCKA
pasBUTHS WM 000CTPEHUSI CUMIITOMOB 3KCTpaMPaMUIHBIX PAaCCTPOICTB).

Hncynom

B panaoMu3MpoBaHHBIX KIMHUYECKUX HCCIEAOBAHMSIX MO CPAaBHEHHIO HEKOTOPBIX ATUIIUYHBIX
HEHpONENTUKOB C IUIaned0, MPOBEACHHBIX Yy MAalMEHTOB MOXMJIOIO BO3pacTa C JIEMEHIIHEH,
HaOJII01a7I0Ch TPOEKPATHOE YBEIIMYEHUE PUCKA PA3BUTHUS 11epeOPOBACKYIISPHBIX OCIOXKHEHUH.

MexaHnu3M 3TOro PpUCKa HCU3BCCTCH. Henb3s nCKImounTh YBCIIMYCHHUE TAKOT'O pHUCKa IIpHU IPpUEME
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JIPYTUX HEUPOJICTITUKOB UJIU B IPYTUX MOMYJISAIIHIX nadﬂe'ﬁr%ﬂ'fr?é%%bﬁ@hth%ﬁf (gTeml ) -'/e-' TC

OCTOPOXKHOCTBIO Ha3HAYaTh MaIeHTaM ¢ (PaKTOpaMH PHCKA Pa3BUTHS WHCYIBTA.

Tlayuenmui nodxxcunozo 6o3pacma ¢ oemenyueu

VY mainueHToB MOKUIJIOrO BO3pacTa C INCUXO03aMHU, CBS3aHHBIMHU C JIEMEHIUEH, MpH JIEYCHUU
AHTUIICUXOTUYECKUMHU TpernaparaMyd HaOJII0JalloCh IMOBBIIICHUE PUCKA HACTYIUICHUS CMEPTH.
Ananus 17 mnane60-KOHTPOIUPYEMBIX UCCIIeI0OBaHMM (CpeIHEeH POI0IKUTEIBHOCTHIO Ooee 10
HEJIeNb) MOKa3all, 4TO OOJIBIIMHCTBO MAIIMEHTOB, MOJIYYaBIIMX aTUIMUYHBIC AHTUIICUXOTUUECKUE
npenaparsl, umenu B 1,6—1,7 pa3za 60IbIIHI pUCK CMEPTH, YEM MMAIIMECHTHI, MTOTyJYaBIIne TuI1amneoo.
B xonme 10-HemenpHOro miaanedo0-KOHTPOJIUPYEMOTO HCCIEAOBAHUS YacTOTa CMEpPTEIbHBIX
MCXOJIOB IIPH MPUEMEe aTUMUYHBIX HEUPOJIENTUKOB TAKUMHU MAallMEHTaMu cocTasiisiia 4,5 %, a npu
npueme 1iamnebo — 2,6 %.

XOTsl IpUYUHBI CMEPTH B KIMHUYECKUX UCCIIEIOBAHUSX C aTUMHYHBIMH AHTUIICUXOTUYECKUMHU
npenapaTamMy BapbUpPOBaIU, OOJBIIMHCTBO MPUYUH CMEPTEH OBLIO UITU CEPlIeYHO-COCYAUCTHIMU
(Harmpumep, cepieuHast HeZJ0CTaTOYHOCTh, BHE3AITHASI CMEPTh ), WIIH HHPEKIIMOHHBIMY (HarpuMep,
DHEBMOHUS) 1o mpupoae. HaOnromarenbHbie WCCIEIOBAaHMS IMOATBEPIWIM, YTO, TOAOOHO
JICYCHUIO  ATUMUYHBIMHU  AHTUICHUXOTHMYECKMMHU  MpernapaTtamMi, JIeYeHHE  OOBIYHBIMU
AHTUIICUXOTHYECKUMHU TpernaparaMyd TaKKe MOXKET YBEITUYMBAThb CMEPTHOCTh. CTemeHb, [0
KOTOPOH YBEJIIMYCHNE CMEPTHOCTH MOKET OBITh 0O0YCIIOBICHO aHTUIICHXOTHYECKUM TpenapaTom,
a He HEKOTOPhIMH OCOOEHHOCTSAMHU NAI[MEHTOB, HESICHA.

Benosnvie mpomboambonuieckue ocioxicHe s

[Ipy TpUMEHEHWH AaHTUIICUXOTHYECKHX TIpernaparoB HAOMIOAANUCh CIydyadl BEHO3HBIX
TPOMOOSIMOOINYECKIX OCJIOKHEHUHM, HWHOrJa JeTalbHbIX. llosTomMy cynbnupuji cieayet
MPUMEHATh C OCTOPOKHOCTBIO Yy TAIMEHTOB C (aKTopaMud pPHCKAa pPa3BUTHS BEHO3HBIX
TPOMO0IMOOTHYECKUX OCIOKHEHHUH (M. mopasen «C 0CTOPOKHOCTRION, pasnen 4.8).

Pax monounoti scenesvi

Cynpnupu; MOXKET YBETWYMBATH KOHIIEHTPAIMIO MPOJAaKTUHA B TutazMe KpoBu. [losTomy mpu
MPUMEHEHUN CYJbIHUPUJIA y TAIMEHTOB, MMEIONMX B aHaMHe3e (B TOM YHCJIE CEMEHHOM
aHaMHe3€) paKk MOJIOYHOHM >KeJle3bl, clelyeT COOMI0aTh OCTOPOXKHOCTH (cM. monpaszaen «C
OCTOPOKHOCTBIOY). Takue marreHThl TOJDKHBI HAaXOJUTHCS O] TIATeIbHBIM HA0II0ICHUEM.
Hayuenmul ¢ onunencueu

B cBsi3u ¢ Tem, 4TO HEHPOJENTUKN MOTYT TOHIM)XKATh SIS TOTCHHBIN TIOPOT, TIPH Ha3HAYCHHUH
CyJIbNMpUJIa TMALMEHTaM C DMWIETNICUeN TNOCIeHUE JTOJDKHBI HAXOJUThCA TMOJ CTPOrUM

MCIUIIMHCKHM HaGJIIO)IeHI/IeM.
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Kpome HCKII0UUTENBHBIX CIIy4aeB, Mpenapar OTJIOHWI HE JOJKEH IPUMEHATHCS Y ALUEHTOB C
Oonesnupto  IlapkuHcona. Ecnmu  umeercs  HacToATeNnbHAs  HEOOXOAMMOCTH  JICUCHHS
HEeHpoJIenTHKaMU MallMeHTOB ¢ 60J1e3HbI0 [[apkuHCOHA, MPUHUMAIOIINX arOHUCTHI 10(paMHUHOBBIX
pPELEnTOpPOB, CIEAYET IPOBECTH NOCTEIIEHHOE CHUXKEHHE J]03 ITOCIIEIHMX /10 ITIOJTHOU OTMEHBI, T. K.
pe3Kasi OTMEHA aroHHCTOB JO(AMHHOBBIX PELENTOPOB MOXKET MOBBICHUTH PUCK Pa3BUTHS Y
nanueHTa 3JI0Ka4E€CTBEHHOI'O HENpOJIEeNTUYECKOTO CHUHJIpOMa (cm. nojpaszein
«C 0CTOPOKHOCTBIO», pa3aen 4.5).

Tayuenmsi ¢ HapyweHnuamMu QYyHKYUU noyex

Crenyer NpUMEHSTh YMEHBIIICHHBIC 10351 (CM. pasnen 4.2).

THayuenmoi ¢ caxapuvim ouabemom unu ¢ Gakmopamu pucka pasgumus caxaprHo2o ouabema
Tak kak cooOIIaToCh O Pa3BUTHM TUIEPIIMKEMUHU y MAIMEHTOB, MPUHUMABIINX ATHIIHMYHBIC
AHTUIICUXOTHYECKUE MpenapaThl, Nal[MeHTaM C YCTAaHOBIECHHBIM JUAarHO30M CaXxapHOro auadeTa
wii ¢ (akTopaMH pPHCKAa €ro pa3BUTHSA, KOTOPHIM HA3HAYAIOT JICYCHUE CYIBIUPUIIOM,
HE00XO0IMMO KOHTPOJIMPOBATh KOHIIEHTPALIMIO TIIFOKO3bI B KPOBHU.

Ynompebnenue smanona

YnotpebiieHne anKkoroiabHbIX HATUTKOB, COAEPIKAIIUX STAHOJ, WM IPUMEHEHHUE JIEKAPCTBEHHBIX
[IPENapaToB, COJEP)KALUX OTAaHOJ, BO BpeMs JIEUEHUs [pernapaToM OIJOHUI CTPOro
3anpeniaercs.

Jletikonenus, Helimponenus u azpaiyioyumos

Ha ¢one Tepanuu HeWponenTUKaMH, B TOM YHCIE IMpernaparoM OIJOHWI, OTMEYalUCh
JeMKOoNeHus, HEUTpomneHus M arpaHyiaouuTto3. Pa3Butue HEOOBACHUMBIX HMHQEKIUN WU
MOBBILICHHE TEMIIEPATYPhI Te€JIa MOTYT SIBJISITHCS IPU3HAKAMU HApYILIEHUH CO CTOPOHBI KPOBH, UTO

Tpe6yeT HEMEJICHHOT'O BBHIIIOJIHEHUS T€MAaTOIOTHUECKUX HCCIIeI0BAHHUIM.

BcnomMorarennHble BelecTBa

JlexapcTBeHHBIN TpenaparT COAEpPXKHUT JakTo3y. llamueHntam ¢ peako BceTpeuarolieics
HACJICICTBEHHOW HEMEPEHOCUMOCTHIO TaTaKTO3bl, Ae(PUIIMTOM JIaKTa3bl JOMApe UIH TIIOKO030-

rajJjakTo3HOM ManbaOcopOiueil He creayeT NpUuHUMAaTh Ipenapat ITI0HWI B (hopMe Karcyil.

eTH
B cBs13u ¢ BIMsHHEM CyIbIIUPHIAa Ha KOTHUTUBHBIE MPOIIECCH Y eTel HEOOXOIUMO €XKETOTHO
KOHTPOJIMPOBATh CIOCOOHOCTh K 00yueHUI0. HeoOXxoauMo peryispHO KOPPEKTHPOBAThH 103y C

YUYETOM KIIMHUYCCKOI'0 COCTOAHUA pe6eHKa.
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B3aNMOeiCTBUA

[IpoTHBOIIOKA3aHHBIE KOMOWHAIINNA

C negooonoti

B3auMubiii anTaroHu3m 3¢ppeKkToB JIeBOIOBI U HEHPOJIETITUKOB.

C aeonucmamu 00QhamunHo8vix peyenmopos (KabepeoiuHoM, XUHA0AUOOM, PONUHUPOILOM,
POMULOMUHOM)

B3anMHBIl aHTarOHM3M MEX]y arOHUCTaMU I0PaMHUHOBBIX PELIENTOPOB M HEHPOJICITHKAMH (CM.

paznensl 4.3, 4.4).

HepexoMmennyembie KOMOWHAIINHA

C smanonom

OtaHon ycuiMBaeT ceaaTuBHbI dddekt HeiponentukoB. Crenyer wu3deraTh IpuemMa

AJIKOTOJIbHBIX HAIMUTKOB M JIEKAPCTBEHHBIX MPEMapaTOB, COACPKAIINX STAHOII.

C npenapamamu, cnocobHvimu yonuname unmepean QT unu evl3bi6amsv pazgumue H#ceiy00uKo8ou

MAxuKapouu muna «nUpyImy»

— Ilpenapatsl, BbI3BIBaOIIME OpaauKapauio: OeTa-aJpeHOOJIOKATOPHI; CHUXKAIOIIME YacCTOTY
CEpJICYHBIX COKpAIlleHUH OIOKATOPhl «MEIJICHHBIX» KaJbI[MEBBIX KaHAJIOB (Beparamui,
JTUIITHA3eM); KIIOHUIMH, TyaH(]alluH; cepieuyHble TTIMKO3H/IbI,

— Tpemnapathl, BBI3BIBAIONINE THIOKATUEMHUIO: TNYPETUKH, CHUKAIONNE KOHIIEHTPAIUIO KAJIHS B
KpOBU; CJIa0UTEIbHBIC, CTUMYIUPYIOIINE NMEPUCTAIBTUKY KUIIEYHUKA; amboTepuiid B npu
BHYTPUBEHHOM MPUMEHEHUHU; TIIOKOKOPTUKOCTEPOUIBI; TETPAKO3aKTU[ (TIepen MpueMoMm
CYIBIUPHJIA TUTTOKATHEMHSI TOJKHA ObITh CKOPPEKTUPOBAHA);

— aHTHapUTMHYECKHUE mpenapatsl [A kiacca, Takve Kak XUHUJMH, AU30IUPAMHUI;

— adTuaputMuueckue mpemapatsl Il kimacca, Takue Kak aMHOJApOH, COTajioi, AO0eETeNnu,
UOyTUITU];

— JIpyrue npenaparsl, Takue Kak TUMO3U/]T; aMUCYIIbIIPU; CYIbTONPU; THATIPHL; TaIONEepUI0NT;
THOPHIA3UH; METAJIOH; XJIOPIIPOMA3UH; APONEPHI0N; IMaMEeMa3nuH; TUIIOTHA3WH; CEPTUHIOT,
JIEBOMENPOMA3UH; aHTUJICTIPECCAHThl, MPOU3BOJHBIE WMHIPAMHHA; TpPENnapaThl JUTHUS,
OenmpuIIT; U3aNpHUa; BBOAUMBIA BHYTPUBEHHO SPUTPOMHIIMH, BBOJUMBIA BHYTPHUBEHHO
BUHKAaMUH, BBOJUMBII BHYTPHUBEHHO CIIUPAMUIIMH, MOKCHU(]IIOKCAIMH, J1eBO(IOKCAIINH;
MHU30JIaCTUH; audeMaHwI; Tano()aHTpUH, MEHTaMHAWH, JyMmMehaHTpPuH; crapgIOoKCaIlnH;
KJIAPUTPOMHUIIMH; POKCUTPOMUIIMH; a3UTPOMUILINH;

— CCJIICKTUBHBLIC I/IHTI/IGI/ITOpLI O6paTH01"O 3axBaTa CCPpOTOHUHA (I_II/ITaJ'IOHpaM, BCLII/ITaJ'IOHpaM).
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Ecnm y manueHTOB Henb3s u30€kKaTh OIHO peMeHHlfJ;l(l):l%BE%@EI/HEQJEH:;IE&QB% c

CYJBIIUPUAOM, TO 3a NAIUCHTAMU CJIICAYCT MMIPOBOAWUTH THIATCIBHOC KIIMHUYCCKOC, Ha60paT0pHOG

(KOHTPOJIb AJIEKTPOIUTHOTO COCTAaBa KPOBHU) U 3JIEKTPOKApIUOrpaduyeckoe HaOII0ICHHE.

BzanmoeiicTBHS, KOTOPBIE CISAYET IPHHUMATL BO BHUMAHHUE

C cunomeH3usHvIMU NpEnapamamu, HUMpamamuy U NPOU3E0OHbIMU HUMPAMOo8

AJIMTUBHOE TUIIOTEH3UBHOE JEICTBUE, YBEIMUEHUE PUCKA OPTOCTATUYECKON TMIIOTEH3UH.

C npenapamamu, yenemarowumu Gyuxyuio yenmpanvhou nepsnou cucmemvl (LIHC)
[TpousBogubie MopduHa (aHAIBIETHKH, MPOTUBOKAILLIEBbIE IpenapaTsl); OmokaTopsl Hi-
THCTAMHUHOBBIX PELENTOPOB C CEAATUBHBIM JACUCTBHEM; OapOMTypaThl; OCH30[HMA3CTUHBI U
JIpyru€ aHKCHOJIUTHKHU; CHOTBOPHBIE IIpenapaThl; aHTUJCIPECCAHThl C CEJaTUBHBIM JIEHCTBUEM
(aMUTPUNTUIINH, TOKCETIMH, MUAHCEPHH, MUPTA3allH, TPUMHUIIPAMUH ); TUTIOTEH3UBHbBIE CPE/ICTBA
HEHTPaJbHOTO JACWCTBUA (KIOHUAMH W Jpyrue TUIOTCH3UBHBIC IMpernaparbl LEHTPATIbHOTO
neiicTBus); 0akiIoeH; TaTIOMUI.

Bo3moxHO BelpakeHHOe ycunieHue yrueratouiero aeiictsus LIHC u cHuxeHne ncuxoMoTopHOi
peakiuu.

C anmayuoamu u cykpanvgamom

[lpy omHOBpEeMEHHOM NPUMEHEHHMH CHIDKaeTcs abcopOuust cynbpnupuaa. llostomy mpu
COBMECTHOM IIPUMEHEHUU CYJIbIUPUIA U aHTALUIOB WU CyKpanb(ara TpeOyeTcss Kak MUHUMYM
JIByX4acOBOH MEPEPHIB MEXKY UX IPUEMOM.

C npenapamamu numus

YBenuuuBaeTcs pUCK BO3HMKHOBEHHS SKCTpamupaMUIHBIX MOOOUYHBIX peakiuil. [Ipu mepBbix

CUMITOMAax HEMPOTOKCUYHOCTH CIIeyeT MPEKPaTUTh MprueM 000HX Iperaparos.

4.6. @epTUIBLHOCTDH, DePeMEHHOCTDb M JIAKTALMA

bepemeHHOCTD

VY 4yenoBeka UMEIOTCS OUYE€Hb OTPAaHUYEHHbIE KIMHUYECKUE JaHHbIE IO MPHEMY CYJIbIUpPHUIIA BO
BpeMs OepeMeHHOCTH. CynblnupHI HPOXOIUT uepe3 IaneHTty. IIpuMeHeHue mpemnapara He
peKOMeH1yeTcsl PH OEPEMEHHOCTH U Y )KEHIIMH PEeNpOyKTUBHOTO BO3PACTa, HE UCTIOJIb3YIOIINX
3¢ (PeKTUBHBIX CITOCOOOB KOHTPALEHINH U IJIAHUPYIOMUX O€PEMEHHOCTb, 32 UCKIIIOUEHUEM TeX
CIIy4aeB, KOT/Ia O’KHUJaeMasi mojib3a JAJisi MaTepy MPEeBbIIaeT MOTEHINAIbHBIA PUCK JUIS II0/1A.
HoBopoxeHHble, KOTOpbIE BO BpeMsl TPETbETrO0 TpUMECTpa OepeMEHHOCTH IOJIBEPrajuch
BHYTPUYTPOOHOMY BO3JI€HCTBHIO aHTUIICUXOTHYECKUX IPENapaToB, BKIIOYas DTJIOHUI, UMEIOT
PHUCK pa3BUTHUS Y HUX MOCJIE POKICHUS HEXeNaTeIbHbIX peaklnii, BKIIoUasi SKCTpanupaMuaHbIe

CUMIITOMBI WJIKX CHHAPOM «OTMCHBI», KOTOPBIC MOI'YT BapbUpOBaTb IO TAXKCECTH U

9
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MIPOJIOJDKUTENLHOCTH (cM. pasaen «Ilobounoe ﬂeﬁCTBHel;H.':b;)ggt-nlé?‘l%%J Eggﬁ%ﬁ:’a&%;ﬁnn
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MBILIEYHOTO THUIIEPTOHYCA, MBIIIEYHOW THUIIOTOHUH, TPEMOpA, COHJIMBOCTH, JbIXaTEIbHBIX
pacCTpOMCTB WM HapylIeHUH nuTaHus. 1103ToMy HOBOpPOXKAEHHBIE JOJLKHBI HAXOAUTHCS MOJ

IIOCTOAHHBIM MCAUITMHCKUM Ha6J'II-OI[eHI/I€M.

JlakTanms

Cy.HBHI/IpI/II[ IIPOHUKACT B I'pyAHOC MOJIOKO YCJIOBCKA, KOPMJICHUC I'PyAbO BO BPCMs JICUCHUA

CYJIbIIMPUIOM HIPOTHUBOIIOKA3aHO.

DdepTUabHOCTD

Y JKMBOTHBIX OTMEYAJIOCh CHIDKCHHE (EepTHILHOCTH, CBSi3aHHOE C (hapMaKOJIOTHYECKUMHU

s dexramu cynpnupuaa (3QexT, ornocpe0BaHHbII MPOIAKTUHOM).

4.7. BuausiHMe HA CNOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CpeACTBAMH M PadoTaTh C
MeXaHU3MaMu

Bo Bpems JeueHus npenapaToM OIVIOHWI 3allpeIlaloTCs  yNpaBICHHE TPAHCIOPTHBIMU
CPEeACTBAMU U 3aHATUS IPYTUMH IIOTEHIUAIBHO ONACHBIMH BUAAMU JIESTEILHOCTH, TPEOYIOIIUMHU
COXpaHEHMsI BHUMAHHUS U CKOPOCTH IICUXOMOTOPHBIX peaklMi (TaK Kak IpU MPUMEHEHUH JIaXke B

PEKOMCHIOBAHHBIX J03aX MpCrapaT MOXKET BbI3LIBATH ce;laumo).

4.8. HexeaaTe/ibHble peaKIuu

PesroMme HexxenaTeabHbBIX PEAKIINT

YacToTa BO3HHMKHOBEHHs HexenartenbHbix peakuuit (HP) onpenmensiace B COOTBETCTBUH C
Kiaccudukaneii BceMupHO opraHu3anuu 3apaBoOXpaHeHus: o4eHb vacto (> 1/10), wacto
(> 1/100, vo < 1/10), Heuacto (= 1/1000, HO < 1/100), peaxo (= 1/10000, o < 1/1000), oyeHb
penko (< 1/10000), wactora Hem3BecTHa (Ha OCHOBAHMU WMEIONIUXCS JIAaHHBIX OIIEHUTH
HEBO3MOKHO).

HP, pa3BuBatomuecs B pe3yiapTare npuema cyabnupuaa, nogoousr HP, BeI3bIBaeMbIM 1pyrumMu
HEHpOJENTUKAMHU, HO YAaCTOTA UX Pa3BUTH B OCHOBHOM MEHBIIIE.

Hapywenus co cmopoHbl Kposu u tumpamuieckou cucmembol

Heuacro: nelikoneHusl.

YacToTa HEM3BECTHA: HEUTPOIICHUS, arPaHYIIOIUTO3.

Hapywenus co cmopoHbl UMMYHHOU cucmembl

Yactora Heu3BecTHA: aHaQWIAKTHYECKHE pEaKIUK (KpamuBHUIIA, OJBIIIKA, YPE3MEPHOE

CHI)KEHHE apTepUAIbHOTO J1aBJIeHUs, aHAPUIAKTUYECKUH 1110K).

10
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DOHOOKpUHHbLE HAPYULeHUs.

YacTo: runepnpoIakTHHEMHUS.

Hapywenus memaboauzma u numanus

YacToTa HEM3BECTHA: TUIIOHATPUEMHUS], CHHAPOM HEAJEKBaTHOM CEKpeLUn aHTHINYPETUYECKOTIO
rOpMOHa.

Icuxuueckue napyuenus

Yacro: 6eccoHHMIIA.

YacToTa HEM3BECTHA: CITyTAaHHOCTh CO3HAHMSL.

Hapywenus co cmoponbl nepsHoii cucmembl

Yacro: cemanusi WIM COHJIMBOCTh, SKCTpAMpPaMHIHBIE PAcCTPOMCTBA (3TH CUMIITOMBI OOBIYHO
o0paTUMBbl TOCIIE HA3HAYECHHUS TPOTUBOMAPKMHCOHMUYECKUX IPEMapaToB), MapKUHCOHU3M,
TPEMOp, aKaTU3HUA.

HeuacTo: MblII€YHbII THIEPTOHYC, AUCKUHE3HUs, MbIILICUHAs TUCTOHUS.

Penko: OKynorupHslii Kpus.

YactoTa Heu3BecTHA: 3JI0KaueCTBEHHbIM HeMponentuueckuilt cunjapoMm (3HC), runoxunesus,
HO3/1HsS TUCKUHE3Us (KaK U IIPU IIpUeMe BCeX HEMPOJIENTUKOB, [TOCIIe UX IPUMEHEHHUS B TE€UEHUE
6osee 3 Mecs1EeB; IPU ITOM NPUEM TPOTHUBOIIAPKMHCOHUYECKHX MpenapaToB Hea(peKkTuBeH miu
MOJKET CIPOBOLIMPOBATh YCHIIEHUE CUMIITOMOB), CYyIOPOTH.

Hapywenus co cmoponul cepoya

Penxo: KemyJno4yKoBbIE HApYLIEHHUS pPUTMA, (QUOPWIUIALMS JKEyJOYKOB, IKEIyI0uKOBas
TaXUKaApAUSL.

Yacrora HemsBecTHA: y/uMHeHHe wHTepBaia QT, jkemymoukoBas TaxXWKapIus THIIA «THPYIT»,
OCTaHOBKa Cep/illa, BHE3AIHAsl CMEPTh.

Hapywenus co cmoponul cocy0os

HeuacTo: opTocTarnyeckas rMIOTEH3HUS.

YactoTa HEM3BECTHA: BEHO3HbIE TPOMO0OIMOOINYECKUE OCIIOKHEHUS, BKIIIOUasi TPOMO0IMOOIIHIO
JIETOYHOM apTepuu U TpoMOO3 TIIYOOKMX BEH, MHOTJA C JIETaJbHBIM HCXOJOM; TOBBIIICHUE
apTepUaNbHOTo JaBieHus (cM. pazaen «OcoOble yKazaHus).

Hapywenus co cmoponul ObixamenvbHoll cucmemsl, Op2aHos 2pyOHOU KIemKu U cpe0oCmeHUs
YacToTa HeM3BECTHA: acCIIMPAIOHHAs THEBMOHHMS (TP OHOBPEMEHHOM MTPUMEHEHHH C IPYTUMHU
cpenctBamu, yraetaromumu [{THC).

Kenyoouno-xuweunvie napywienus

Yacro: 3anop.

Hewacro: runepcanuBanys.

11
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(MY
Hapywenus co cmoponwl neuenu u scenuesvl8oQsauux nymeu

YacTo: MOBBIIIEHUE aKTUBHOCTHU «II€YEHOYHBIX» ()EPMEHTOB.

YacTtora HEW3BECTHA: MOPAXKEHHE TeUeHH (TemaTOLEIUIIONIAPHOE, XOJECTaTHUECKOe WU
CMEIIIAaHHOTO TeHe3a).

Hapywenus co cmopoHbl Kodicu u NOOKONCHBIX MKAHelU

YacTo: MaKyJIonamyie3Has ChlIlb.

Hapywenus co cmopoHnvl MbluieyHot, CKelemHol U COeOUHUMENbHOU MKAHU

YacToTa HEM3BECTHA: KPUBOIIES, TPU3M, PAOIOMHOIIN3.

Bepemennocms, nociepodosulii nepuoo u nepuHamaibHvle COCHMOosHUS

YacToTa HEM3BECTHA: SKCTPANUPAMUIHBIE CHMIITOMBI M «CHHAPOM OTMEHBI» Y HOBOPOKICHHBIX
(cM. pazgen «[IpumeHenne npu 6EPEMEHHOCTH B B IEPUOJI TPYAHOTO BCKAPMITMBAHUS).
Hapywenus co cmoporvl penpo0yKmusHOU cucmembl U MOJIOYHbIX Jicene3

YacTo: 60JIE3HEHHOCTh MOJIOYHBIX JKEJIe3, FaJlaKTOPEs..

Heuacro: yBennueHne MOJOYHBIX XKelle3, aMeHOpes, OprazMuieckas TUCQYHKIUS (HapyIICHHS
oprasma), SpeKTUIbHast TUCHYHKITHS.

YacToTa HEeM3BECTHA: THHEKOMACTHSI.

Obwue Hapywenust u peaxyuu 6 Mecme 86e0eHus

YacTo: yBenmyeHue Macchl Tea.

Yacrora HEM3BECTHA: TUTIEPTEPMHUSI.

Jlabopamophvle u uncmpymenmanbHvle OaHHbLE

YacToTa HEHM3BECTHA: ITOBLIILICHHUE KOHICHTPAI U eraTI/IH(I)OC(bOKI/IHaSLI B CBIBOPOTKE KPOBH.

Coo011eHne 0 moI03pEBAEMBIX HEXKEIATEIBHBIX PEAKIIHIX

BaxxHo coo0mare O TMOAO3peBaeMBbIX HEXKEJIATeNbHBIX pPEAKIHIX TI0CTEe PEerucTparuu
JIEKapCTBEHHOTO Mpernapara ¢ 1eiblo o0ecrieueHus HeMpepPbIBHOIO MOHUTOPUHTA COOTHOIIEHUS
«I0JTh3a — PUCK» JICKAPCTBEHHOTO TIpermapaTa. MEIUIIMHCKUM pPa0OTHUKAM PEKOMEHIYETCS
CO00IIaTh O JIFOOBIX TOJ03PEBAEMBIX HEXKENIATEIIbHBIX PEAKIMIX JIKAPCTBEHHOTO Tperapara
Yyepe3 HalMOHAIBHBIE CHCTEMBI COOOIEHUsI O HEXENaTeNbHBIX PEaKlUiX TOCyAapCTB — YICHOB
EBpa3uiickoro 5KOHOMHUYECKOr0 COH03a.

Poccuiickas ®@eoepayus

®denepanpHas cayx0a mo Haa30py B chepe 3apaBooxpanenus (PocsnpaBaanzop)

Anpec: 109012, r. Mocksa, CiaBsiHCKasl miiomaib, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

DnekTpoHHas nmovra: pharm@roszdravnadzor.gov.ru

Caiit B uHGOPMaIIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTu «HTepHEeT»:
12
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4.9. Ilepeno3mpoBka

CuMnOTOMBI

OnbIT 10 nepeo3upoBKe CyiablMpuaa orpaHudeH. Crnenupuueckue CUMIOTOMBI OTCYTCTBYIOT,
MOTYT HaOJIOJAaThCsA: TUCKUHE3US CO CIIACTUYECKOM KpHBOLIEEH, BHICOBBIBAHUE S3bIKA U TPU3M.
Y HEKOTOPBIX MAIUEHTOB — )KU3HEYTPOKAIOIMUN CHHIPOM MAapKHHCOHU3MA U KoMa. Cynbnupus

YaCTUYHO BBIBOJUTCS IIPpHU I€MOAHUAIN3E.

Jleuenne

B CBsI3H C OTCYTCTBI/ICM CHGIII/I(i)I/I‘IeCKOFO AHTHUA0Ta CJICIIyCT HpI/IMeHﬂTI) CI/IMHTOMaTI/I‘-IeCKYIO nu
MOIJIEP>KUBAIOIIYIO TEPAIIUIO, IPH TIIATETLHOM KOHTPOJIE JbIXaTebHON (YHKIIMH U TOCTOSHHOM
KOHTPOJIE CepICUHOM AesTeNbHOCTH (PUCK YATuHeHUs nHTepBana QT u pa3BUTHS KEITYT0UKOBBIX
apUTMUI), KOTOPBIA JIODKEH MPOJIOJDKATHCS 1O TOJHOTO BBI3JOPOBICHUS MaIlMEHTa, IMPHU
Pa3BUTUHU BBIPAKEHHOTO SKCTPANMPAMUIHOTO CHHAPOMA HAa3HAYAIOT M-XOJIHMHOOJOKUPYIOIINE
npenaparsl.

HNmenuck cooOlIeHnss 0 CMEPTENIbHBIX MCXO0JIaX NPH MEPe03UPOBKE, TIIABHBIM 00pa3oM, HpH

KOM6I/IHaIII/II/I CyJibiupuaa ¢ ApYruMHu MCUXOTPOIMHBIMU CPECACTBAMMU.

5. ®APMAKOJIOTMYECKUE CBOMCTBA

5.1. @apmakoamHaMH4yecKHe CBOHCTBa

dapMakoTepareBTHYECKas TPYIIA: IICUXOJICNTHKN; aHTHIICHXOTHYECKUE CPEJICTBA; OCH3aMHU/IBI.
Kox ATX: NOSALO1.

MexaHu3M ASUCTBUS U d)aDMaKOHI/IHaMI/I‘IeCKI/IC 3d)d)eKTLI

Cynbnupuj, — aTUMHYHBIA HEHPOJIENTUK U3 TPYIIIHI 3aMEIIEHHBIX OCH3aMHI0B, OJOKHPYIOIIHIA
nohaMUHEPTHYECKYI0 HEpPBHYIO TIiepeladyy B TOJIOBHOM Mo3re (Cyabnupuj OJOKUPYET
MPEUMYIIECTBEHHO TO(PaMUHEPTHICCKHUE PEIETITOPHI TUMOMYECKON CHCTEMBI, MaJIO BO3JICHCTBYSI
HAa TaKOBhIE B HeocTpuaTHOW cucrteMe). Ero HeliponenTtuueckuii 3(P¢eKkT CBsizaH C
aHTHA0(aMUHEPTUYecKUM JeiicTBueM. [loMuMo 3TOro, Cymbmupui o0agaeT aKTUBHPYIOIIUM
[HHC neiictBuem 3a cuet godamuaMumernueckoro 3¢dexra. [loaromy cymprnupun obnamaet
YMEPEHHOW HEHWPOJENTHYECKON aKTHBHOCTBIO B COYETAHUU CO CTHMYJHPYIOIIAM U
TUMOAHANIENTHYECKUM (aHTHICTIPECCUBHBIM) JIEHCTBUEM.

AHTUTICUXOTHYECKOE IeUCTBUE CYIbIMPHUIA MPOSBIsETCS B 103ax 6onee 600 Mr B CyTKH, B 033X

10 600 Mr B cyTKH nipeobaagaeT CTUMYIUPYIONIEE U aHTUICTIPECCUBHOE JICHCTBHE.

13



COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 09.07.2025 N= 17062

Cynpnupuji He OKa3bIBAET 3HAYMMOTO BO3JICUCTBUS HEH%BEM‘HHE'%EQEJEBEEJeﬁ%kHe

CEpOTOHUHOBBIE, TMcTaMUHOBBIE U GABA-penentops!.
Cynpnupuj; CTUMYJIHPYET CEKPELUIO MPOJIAKTUHA U 00JIaJjaeT [EeHTPATIbHBIM IPOTUBOPBOTHBIM

JeiicTBUEM 3a cdeT OJ10Kabl 10(haMUHOBBIX D2-perentopoB TpUTTEPHON 30HBI PBOTHOTO LIEHTPA.

5.2. ®apmMaKoOKHHeTHYeCKHe CBOHCTBA

AbcopOrus

ITpu npueme BHYTpb 0OHOM Kancynsl 50 M MakCHMasbHas KOHLIEHTPALYs CyJIbIIUPUAA B IUIa3Me
nocturaercs uyepe3 3—6 yacoB u coctaiseT 0,25 mr/i.

BuonoctynHocTh cymbnupuaa mpu mpueMe BHYTPh cocTaBisieT 25-35 % U XapakTepu3yercs
3HAYUTEIHHON HHIMBHIyaJIbHON BapuabeIbHOCTBIO.

dapMaKOKMHETHKA CYJbIIMPUJIA OCTAECTCS JIMHEWHOMU B quana3zone 103 ot 50 1o 300 mr.

Pacnpenenenne

Cynbrimpui OICTPO paclpeiesieTcsl B TKAaHH: 00beM pacIlipe/ie]ICHHs B PABHOBECHOM COCTOSTHUU
cocrasiusaeT 0,94 a/kr.

Cas3b ¢ 6enkaMu 11a3Mbl — npubdauzuTensHo 40 %.

HebomnpIoe KOMWYECTBO CYNBIHPUIA MPOHUKAET B TPYAHOE MOJOKO M IPOXOIUT dYepes3

TJIalieHTapHBINA Oapbep.

BI/IOTDaHC(bODMaHI/IH

B opranuzme yenoBeka CyJapIUpPHL JIUIIL B MAJION CTETIEHU MOJIBEPIraeTcss MeTaboInu3My.

OIUMUHALKUA

Cynbnupu/] BEIBOJIUTCS MPEUMYIIIECTBEHHO MOYKAMU B HEU3MEHEHHOM BUJIE TTyTEM KIIYOOUKOBOMA
bunpTparuu. O0mmil kKIMpeHc coctasisieT 126 mu/muH. [lepron momyBbIBeIeHHS TIpenapara us3

IJTa3MBI COCTaBJISIET 7 YaCOB.

5.3. /laHHbIe JOKJINHHYECKOH 0€30MaCHOCTH
B HCCICA0OBAHUAX, IPOBCACHHBIX HA JXUBOTHBIX, CYJIBINUPUA HE NPOACMOHCTPUPOBAII ITPSAMOIO

HJIM KOCBCHHOI'O TEPATOrCHHOI'O UJIN 3M6pI/IOTOKCI/I‘-IeCKOFO JleﬁCTBHSI.

6. ®APMAIIEBTUYECKHUE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTeJbHbIX BelIECTB

JlakTO3BI MOHOTHIPAT
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Tanpk

Maruus creapat

Metunuemmonosa (1500 mlla-c)

Kancyna tBepaas >keJIaTHHOBAS

Kenatun

Turana auokcun (E171)

6.2. HecoBMecTHMOCTH

He npumenumo.

6.3. Cpox rogHocTH (CPOK XpaHeHUs1)

3 rona.

6.4. Ocobble Mepbl NPEIOCTOPOKHOCTH NPH XPAHEHUH

Xpaunutb nipu Temneparype He Boie 30 °C.

6.5. Xapakrep u conepkaHue NEPBUYHOM YIAKOBKH

15 wmm 30 xancyal DOMEMAl0T B KOHTYPHYIO SYEMKOBYIO YNAKOBKY W3 IUIEHKU
MOJMBUHUJIXJIOPUAHON U (DOTBTU ATFOMUHHEBOM.

2 KOHTYPHBIX STUEHKOBBIX yIMAaKOBKH MO 15 kamcyn uiu | KOHTYpHYIO STUEHKOBYIO YIAKOBKY IO
30 xarcyn BMecTe ¢ HHCTPYKITUEH 10 MPUMEHEHHIO MTOMENIAl0T B TAYKy U3 KapTOHA.

Ha nauke momyckaeTcst HATMYMe CaMOKJIESIIEroCsi(MXCsi) CTUKEPa(OB) C IEIbI0 KOHTPOJIS IEPBOTO

BCKPBITHA.

6.6. OcobOble Mepbl MNPEIOCTOPOKHOCTH TPH YHUUYTOKEHHHM HCIOJb30BAHHOIO
JIEKapCTBEHHOI'0 Mpenapara WM 0TX0A0B, MOJYYeHHbIX M0cJe IPMMEeHeHHs Npenapara, u
ApPYrue MaHMMYJISILMY C TIPenapaTomM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. JAEPKATEJIb PETUCTPAIIMOHHOTI'O YAOCTOBEPEHUSA
Poccuiickas ®edepayus
3A0 «DapmPupma «CoTekc»

141345, Mockogckas 00u1., T. Ceprues [locan, n. benukoso, 1. 11

Teu.: +7 (495) 956-29-30
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DnekTpoHHas nmo4ra: info@sotex.ru

7.1. IlpeacraBuTeib Jep:KaTelisi peruCTPALMOHHOIO YI0CTOBEPeHHU

[Iperen3zun HOTD66HTCHCﬁ HaIIpaBJIATH I10 aAPECy.

Poccuiickas ®@eoepayus

3A0 «Dapm®Pupma «CoTekc»

141345, Mockogsckas 001., T. Ceprues [locan, . benukoso, a. 11
Ten.: +7 (495) 956-29-30

DnekTpoHHas rmoyta: pharmacovigilance@sotex.ru

8. HOMEP PETUCTPALHUOHHOI'O YAOCTOBEPEHUA

9. JATA MEPBUYHOM PETUCTPAIIMN (ITOJATBEPKIEHUS PETUCTPAIIAMH,
INEPEPETUCTPALIMN)

JlaTta nepBoii perucTpanuu:

10. JATA NEPECMOTPA TEKCTA

OO0mrast XapakTepUCTHKA JIEKApCTBEHHOT'O Mpenapara DIVIOHWI I0CTyNHA Ha WH(OPMAIlMOHHOM
noprane EBpazuiickoro 3KOHOMHYECKOI0 CO03a B MH()OPMAIMOHHO-KOMMYHHUKAIIMOHHON CETH

«Hurepuet» https://eec.eaeunion.org/
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