COOTBETCTEBYET BKCNEPTHOMY OTYETY
ot 04.03.2025 Ne 5858
OBLIASI XAPAKTEPHCTHKA TEKARGTBEHHOTO, IPEITABATA 0002)

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IPEITAPATA

Cynpnupug, 50 Mr/mi, pacTBOp 7151 BHYTPUMBILIEYHOI'O BBEACHUS

2. KAUECTBEHHBII 1 KOJIMYECTBEHHBII COCTAB

JlelicTBy1o1II€€ BEIIECTBO: CYJIBIIUPHI.

Kaxnprit mut pactBopa conepsxkut 50,00 mr cynbnupua.

BceromoratenbHble BEIIECTBA, HAJIM4YME KOTOPBIX HAJ0 YYUTHIBATH B COCTABE JIEKAPCTBEHHOI'O
npenapara: HaTpui (cM. pazzaen 4.4.).

[TonHbIl epeyeHb BCIOMOTATEIbHBIX BEILIECTB MPUBEJICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

PacTBOp 1)1 BHYTPUMBIIIEYHOTO BBEICHUS.

[Tpo3paunast GecliBeTHast UM CJIeTKa OKpallleHHas! XKHUIKOCTb.

4. KIMHUYECKUE JAHHBIE

4.1. lloka3aHusl K IPUMEHEHHUIO

[Tpenapat Cynpnupu noka3zaH K IPUMEHEHUIO B3POCIIBIM B Bo3pacTe oT 18 Jer.

KpaTkoBpeMeHHass Tepanusi a)KUTalUM M arpecCUU IPU OCTPBIX U XPOHUYECKUX ICUXOTHYECKUX
paccrpoiicTBax (mM30(peHHs, XPOHUYECKHE OpeloBBIE pPACCTPOICTBA HEIMN30(PPEHUIECKON
IPUPO/IbL: TAPAHOUIHBIN Opes], XpOHUYECKHUI raTIOLIMHATOPHBIN MICHUX03).

4.2. PexxuMm 103MpOBaHNs U C1IOCO0 MPUMEHEHUS

PexxuM 103upoBaHus

[Tpenapat B hopme pacTBOpa JUisi BHYTPUMBILIEUHOTO BBEJICHUS MIPEeIHA3HAYEH JJIsl UCIIO0JIb30BAHUS
TOJIBKO Y B3POCIIBIX.

Bo Bcex ciydasx cieayeT UCIOIb30BaTh MUHUMANbHbIE 3G (G EeKTUBHBIE J103bI Ipenapara.

Bspocnvie

Ecnn kIMHUYECKOe COCTOSIHUME MallMeHTa MO3BOJISET, JICUEHHE JI0JDKHO HAUYMHATHCS C HU3KHUX J03.
MunumanbHas >@Q¢exkTuBHas 1032 MoAOUpaeTcs IyTeM IOCTENEHHOIO MOBBIIIEHUS J103bl 0
JOCTIOKEHUST HeoOxoqumoro 3¢ dekra.

Cyrounas no3za coctasiusiet ot 400 1o 800 Mr B TedeHue 2-X HEAEIb.

Oco0ble TpVIIIHI MAIMEHTOB

HauueHmbz NnOJ2HCUTIOC0 803pacma

HauvanpHas no3a CyJIbITUpUAa DOJIKHA COCTABJIATDH 1/4 — 1/ 2 DO03bI 4JI B3POCIIbIX.
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Ilayuenmul ¢ Hapywenuem yHKyuu novex NOCNEOOBATENBHOCTE 0002

I AU L

B cBsi3u ¢ TeM, 4TO CyJAbNHPUI BBIBOAUTCS M3 OpraHU3Ma IMPEUMYIIECTBEHHO Yepe3 IOYKH,
PEKOMEHIYETCSl YMEHBIIUTh 103y W/WIM YBEITUYHUTh WHTEPBAT MEXIY BBEICHHEM OTACIBHBIX J103
mpenapata B 3aBUCUMOCTH OT IOKaszarejed KIMpeHca KpeaTMHUHA: MpU KIUPEHCE KpeaTHMHHUHA
30 — 60 ma/mMuH 103y cynbnupuaa cieayeT yMeHbuTh Ha 30 %, a MHTepBaJIbl MEX1y IpUeMaMu
clenyeT yBenuuuTh B 1,5 paza; mpu kiaupeHce kpeatunuHa 10 — 30 mi/MuH 103y Ccynbnupuaa
clelyeT YMEHBUIUTh B 2 pasza, a MHTEpBAJl MEXKJly IpHUeMaMu Ipenapara — YBEJIUYUTh B 2 pasa,
py KJIMpeHce KpeaTHHUHA MeHee 10 MuI/MHUH J03y cylblnupuaa cieayerT ymMmeHbluTh Ha 70 %, a
MHTEPBAJl MEXy IPUEeMaMHU Npenapata — YBEJIUYUTH B 3 pasa.

eTu
bezonacHocTh 1 3G (eKTUBHOCTH y AeTeld B Bo3pacte oT 0 10 18 51eT He yCTaHOBIICHBI.
[Ipenapar Cynpnupu NpOTUBOIIOKa3aH y aerei B Bo3pacte oT 0 1o 18 ser.

Cnoco6 IIPUMCHCHUA

BryTtpumMslieyHo.

4.3. [IlpoTuBONOKA3aAHUS

- THUIEPYYBCTBUTEIBHOCTh K CYJIBIUPUAY WIM K JIOOOMY U3 BCIIOMOTaTelbHBIX BEIIECTB,
MepeUYrCICHHBIX B pazzaene 6.1.;

- IPOJIAKTUH3aBUCUMBIE OIYXOJIH (TIPOJIAKTHHOMBI THITO(H3a U PaK MOJIOUYHOM HKEJIe3bl);

- THIIEPIIPOJIAKTHHEMUS;

- (heoxpomonuToma;

- ocTpas noppupus;

- OCTpasi MHTOKCHKAIUsI AJIKOToJieM (TaHOJIOM), CHOTBOPHBIMH TIperapaTtaMu, HapKOTHYCCKUMHU
aHAJIbT€TUKAMH;

- OJTHOBPEMEHHOE TIPUMEHEHHUE C JIEBOI0MIOM (cM. pasmen 4.5.);

- O/IHOBPEMEHHOE NPUMEHEHHUE ¢ arOHUCTaMH 10(aMUHOBBIX PELIENITOPOB (POTUTOTHH, KaOEProJIvH,
POTUHUPOJI, XUHAroaua) (cM. pasaen 4.5.);

- IEPUOJT TPYAHOTO BCKApMITMBAHUS,

- IeTcKuil Bo3pacT 1o 18 ner.

4.4. OcoOble yKka3aHMsl M Mepbl NPeJ0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

- Y NaOuCHTOB C MPEAPACIIOIOKCHHOCTBIO K PA3BUTHUIO HapymeHHﬁ CEPACYHOIO pUuTMa, B CBA3HU C

TEM, YTO CYJbIIUPUIA MOXKET BbI3bIBATH YIJIMHCHUC WHTCPBAJIa QT " YBCIMYUBATHL PUCK PA3BUTUA



COOTBETCTBYET 2KCIHEPTHOMY QITYETY
ar 04.03.2025 Ne 5859
TSOKEJIBIX HApYLIEHUH JKENyI0YKOBOTO PHUTM{, TaKUX |KAK(PAFBANAE! JKELYNOFKOBOH L TaXHKap M

TUIA TAPYITY!

- ¢ Opagukapaueit MeHee 55 yaapoB B MUHYTY;

* C HAPYIICHUSAMH AJIEKTPOJIMTHOrO OanaHca, B YaCTHOCTH, C TUIIOKATHEMHUEH;
* C 3aMeJIJIEHUEM BHYTPHKENyI0YKOBOM IPOBOJAUMOCTH;

* C BPOXKICHHBIM y/utnHeHueM untepBana QT;

OJTHOBPEMEHHO TNPHHUMAIOMIMX MpenapaThl, CIIOCOOHBIC BBI3BATh BBIPAKEHHYIO OpaJMKapAHIO
(MeHee 55 yngapoB B MUHYTY), THIIOKJIMEMHUIO, 3aMEJJIEHUE BHYTPUCEPACUHON MPOBOJIUMOCTU HIIN
yuuaenue uatepsana QT (cm. pasgensi 4.4., 4.5.);

- y MalMeHTOB CO 3J0KaYeCTBEHHBIM HEWPOJENTUYECKUM CHHIPOMOM B aHaMHe3e (CM. pa3Jienbl
44.,48),

- Y MalMEeHTOB MOXKUJIOTO BO3pacTa (MOBBIIMIEHHBIH PUCK CEJAIlUU, OPTOCTATUYECKONW THIOTEH3HH,
JKCTpanUpPaMUIHBIX PACCTPOICTB);

- Y TAaIUeHTOB C arpecCHBHBIM IOBEJCHHEM WJIM QXWTAlMed C HMMITYyJIbCHBHOCTBIO (MOXKET
noTpedoBaThCS OJJHOBPEMEHHOE IPUMEHEHNE CEJaTUBHBIX IPENnapaToB);

- y HAIMEHTOB MOYKHKJIOTO BO3pacTa ¢ IeMeHIel (cM. pasmaen 4.4.);

- y HAlMEHTOB ¢ aKTOPOM pa3BUTHS UHCYJIbTa (CM. pasznen 4.4.);

- y marueHToB ¢ 6onesupto [lapkurcona (cm. pasmen 4.4.);

- y MalMEHTOB C (paKTOpamMH pa3BUTHUSI BEHO3HBIX TPOMOOIMOOINYECKUX OCIOKHEHUH (CM. pas3zien
4.4.));

- IIpY caxapHOM jauabere W NMpU HATUYUU (aKTOPOB Pa3BUTUS PUCKA caxapHOro aumadera (pHCK
Pa3BUTHS TUIEPTIMKEMHH, TPEOYETCsl IOCTOSHHBIA KOHTPOJIb KOHIICHTPAIIUH TIFOKO3bI B KPOBH);

- ipu OepeMeHHOCTH (OrpaHUYEHHBIH ONBIT IPUMEHeHHUs1) (cM. pa3aen 4.2., 4.4.);

- TIPH IOYEYHON HETOCTATOYHOCTH (TpeOyeTcs KOPPEKIIUs pexxuMa J03UPOBaHus, CM. paszen 4.2.)

- IIpY SMUJICTICUU WM CYJOPOXHBIX NMPUINAJKaX B aHAMHe3€ (PUCK CHHIXKEHHUS Mopora CyI0pOKHOU
roToBHOCTH) (cM. paznen 4.4.);

- TIPH OTHOBPEMEHHOM TIPUMEHEHHUH JIEKAPCTBEHHBIX TPENapaToB, COACPIKAIINX ITAHOI (CM. pa3zel
4.5));

- y MalMEeHTOB, UMEIOIIMX B aHaAMHe3e IJIayKOMY, KHIIEYHYIO HENPOXOIMMOCTb, BPOXKIECHHBIN
CTEHO3 MHIIEBAPUTEILHOTO TPAKTA, 3a/IEPKKY MOUYCHUCITYCKAHUS HITH THIIEPIUIA3UI0 TIPEACTATeIbHON

JKEIJE3HL;
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- y mauueHToB (0COGEHHO Y NAUMEHTOB MOKHIOrO BOIPACTA): €| @PTeNHAlBHO) [HTePTORsHeH B

CBS3M C PHUCKOM pa3BUTHS TUIEPTOHUYECKOTO Kpu3a (MAlMEHTHl JOJDKHBI HAXOAHUTHCS O]
MEUIIMHCKUM HAOIOACHUEM );

- Y MAIMEHTOB, MMECIOIIUX B aHaMHe3e (B TOM YHCJIC B CEMEHHOM aHaMHE3€) paK MOJIOYHOM KeJie3bl
(cMm. pasgen 4.4.).

Oco0ble yKa3zauus

3noxauecmeennvlil netiponenmuueckui cunopom (3HC)

3JI0KaUEeCTBEHHbI  HEUPOJIENTUYECKUH  CUHAPOM  SBJISIETCS  NOTEHUMAIbHO  JIETAJIbHBIM
OCJIO’)KHEHUEM, BO3HMKHOBEHHE KOTOPOTO BO3MOXKHO IPU NPUMEHEHHH JIOOBIX HEHPOJIENTUKOB,
XapaKTepU3yeTcsi OJIeTHOCThIO, TUTIEPTEPMUCH, PUTHAHOCTHIO MBIIII, TUCHYHKIIUEH BEreTaTUBHOM
HEpPBHOM CHUCTEMBbl M HapylleHueM co3HaHus. [lpenmiecTBoBaTh HACTYIUIEHHIO TUIIEPTEPMUU U
ABIATHCA PAaHHUMHU TNPEAYNPEKIAOUIMMI CHMITOMAMH MOTYT TaKue MPU3HAKH JUCHYHKIHH
BEreTaTHBHON HEPBHOW CHCTEMBI KaK MOBBIIIEHHOE MOTOOT/ENEHUE, Ja0UIbHOCTh apTepruaibHOro
JIaBJICHUSI U yJIbCA.

Habmoganmuce ciydau ¢ arunuaabiMy nposiiieHusiMu 3HC 6€3 pUruiHOCTH ¥ TOBBIIIEHUS] TOHYCA
MBIIII. B cinydae rumepTepMuu HESICHOTO T€HE3a, YTO MOXKHO PaCIeHHBATh JUOO Kak paHHMM
cumntoM 3HC, nu6o kak atunuunbii 3HC, neyeHue CyiapbnUpUIOM HEOOXOAMMO IMPEKPATUTh U
YCTaHOBHUTH MEUIIMTHCKOE HAOIIIOICHHE 32 TIAIIUEHTOM.

[Tpuunna passutus 3HC ocTaercs HEBBIICHEHHOW: MPEANOIaraeTcs,, YTO B €r0 MEXaHU3Me UTpaeT
ponb 61okaga 10paMHUHOBBIX PEIENTOPOB B MOJOCATOM TEJ€ U THIMOTATaMycCe, He MCKIIOYaeTCs U
BPOXKACHHAST ~ TIPEIPACIONOKEHHOCTh  (MAMOCUHKpa3us).  Pa3BuThio  CHHApOMAa  MOTYT
CIOCOOCTBOBATh MHTEPKYPPEHTHAass HH(EKLUs, AeTUaparalus HIA OpraHM4ecKoe MOBPEKICHHE
TOJIOBHOT'O MO3ra.

[TarueHT, TOMyYarOUIMil JeUeHUE CYNBIUPUAOM, JTHOO €ro pPOJACTBEHHHKH, TOJKHBI OBITh B
00s13aTeNbHOM TIOPSAKE MTPEIyNpekaeHbBl O TOM, YTO B CIydyae HEOOBSCHUMOTO TOBBIIICHUS
TEMIEpaTypbl Telda HEOOXOIUMO MPEKPATUTh JIEYEHHWE CYJIbIUPHUIOM U CPOYHO OOpaTUTHhCS K
JedaniemMy Bpauy.

Yonunenue unmepsana QT

Cynbnupuj; MOXET BbI3BIBaThH yiiHeHne narepaia QT. M3BecTHO, uTO 3TOT 3(pPeKT yBennunuBaet
PUCK Pa3BUTHUS TSHKEIBIX JKEIIYJOYKOBBIX apUTMHH, TaKMX KaK JKETyI0YKOBas TaXWUKapaus THUIMA

«upys31» (cM. paszaen 4.8.).
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Jlo Haualma NPUMEHCHHs Mperapara HEOOXQUUMO YOREUIHCA [B(OTOYTCTRIN (haKTQNOB() PHCKa,

IIpeIpacIioaraouiixX K pa3BUTHIO TSKEJIBIX HAPYIIEHUH CEpIeYHOr0 PUTMA, TAKUX KaK:

- Opagukapaust MeHee 55 y1apoB B MUHYTY;

- 3aMe/lJICHHE BHYTPHIKEITY104KOBOM ITPOBOAUMOCTH;

- BpOXKACHHOE yiinHeHrne nHTepBania QT;

- HApyIIEHHUE MIEKTPOIUTHOTO OOMEHA: TUIIOMArHUEMHSI, U, OCOOCHHO, THITOKAINEMHUS (CM. pa3/ieibl
44.,438),

- yJuinHeHue uHTepBana QT Ipu NpUMEHEHUH OPYTrux IpenaparoB, YUIMHSAOMMX uHTepBan QT
(cMm. pazgens 4.4, 4.8).

[TatmenTamM ¢ BBIIICTIEPEYUCICHHBIME (DaKTOpaMH pHCKa MpU HEOOXOIMMOCTH Ha3HAYCHUS
CyJBIIHPHIA HEOOXOIUMO COOIIOIATh OCTOPOKHOCTh. | MIOKaIMeMusi U TUIIOHATPUEMUS TOJDKHBI
ObITh CKOPPEKTUPOBAaHbI 0 Hayajla JIedeHUs CyiabnupuaoM. Kpome Toro, Takum MalueHTam
cieyer o00ecneuuTh MEAMIMHCKOE HAOMIOJACHWE U TOCTOSHHBIH KOHTPOJIb COJACpXKAaHUA
AJIEKTPOJIUTOB B KPOBH, @ TAKXKE MTOKazaresnen anekTpokapanorpammel (OKI).

3a WCKIIIOYEHHEM CIy4aeB CPOYHOIO BMEIIATENIbCTBA, MAIlMEHTaM, KOTOPHIM TPEOyeTcs JIeUeHHe
HEeHpoJeNTUKAMHU, pEKOMEHYETCsI IPOBOIUTh OLEHKY cocTostHUA U cHATue DKI'.
DrcmpanupamuoHvlil CUHOPOM

[Ipu »sKcTpanmupaMUJHOM CHUHIPOME, BbI3BAHHOM HEWpOJENTUKaMH, CJEIyeT Ha3HaydaThb
M-XOJIMHOOJIOKHPYIOIIKE MpenapaThl (a He arOHUCTHI TOPaMUHOBBIX pelenTopoB) (cM. pasaen 4.5.).
[TatmenTam ¢ 6ose3Hbo [lapkuHCOHA U leMeHnuei ¢ TenbliaMu JIeBu npenapat cienyer Ha3HadaTh
TOJILKO B Cllyyae KpaiHell HeoOXOAMMOCTH (M3-3a TOBBIIIEHHOTO pUCKa Pa3BUTHUS WM 00OCTPEHHS
CUMITOMOB 3KCTPANUPaMHIHBIX PACCTPONCTB).

Hncynom

B panzoMH3uMpOBaHHBIX KIMHUYECKUX HCCIEAOBAHUAX IO CPaBHEHHIO HEKOTOPBIX AaTHUIMMYHBIX
HEHpONENTUKOB ¢ Mianebo, MPOBEJCHHBIX Y MAIMEHTOB MOXKWJIOTO BO3pacTa C JEMEHIUEH,
HAOJI0JIaIOCh  TPOEKPAaTHOE YBEJIMYEHHE pHUCKA pPa3BUTUS 11epeOpPOBACKYISPHBIX COOBITHIA.
MexaHu3M 3TOro pucka HemsBecTeH. Henb3s MCKIIOUNUTH YBEIMYEHUE TaKOro pHCKa MpH MpHEME
JPYTUX HEUPOJIENTUKOB WU B APYTUX MHOMYJSALMSX NAlUEHTOB, MO3TOMY CYJBIUPHUI CIEAYET C
OCTOPOKHOCTBIO Ha3HAYaTh MaIMeHTaM ¢ (paKTOpaMH pUCKa Pa3BUTHUS HHCYIIbTA.

THayuenmor nosicunozo eo3pacma ¢ oemeHyuel

VY mnmanuMeHToB MOXKWUIIOTO BO3pacTa C ICUX03aMU, CBSI3AHHBIMH C JIEMEHIUEH, NpU JIEYCHUH

AHTUIICUXOTHYCCKUMU TIpCrapaTaMu Ha6monan0c5 MOBBINICHUEC PHCKAa HACTYIUUICHUSA CMCPTH.

5
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Anamm3 17-ti nuane60-KOHTPONUPYEMBIX Mgcie10Bal i (CPEIHEH HIROAQTKHISTBHOCTEI) J001ee

10 Hexenp) mokasail, yTo OOJIBIIMHCTBO MAIIMEHTOB, MOTYYaBUINX aTUIIMYHbIC AHTHIICUXOTHUECKUE
npenapatsl, uMenu B 1,6 — 1,7 pa3 60onbIImii puck CMEPTH, YeM MAIMEeHTHI, TIOTyYaBIIie 11aneoo.
B xozne 10-HeaenbHOro miaanedo-KOHTPOIUPYEMOTO UCCIIEI0OBAaHUS YACTOTa CMEPTENIBbHBIX HCXOJI0B
IpyU MpUEME ATUMIUYHBIX HEWPOJENTHUKOB TaKUMH MallMeHTaMu coctaBuia 4,5 %, a mpu mnpueme
mwianebo — 2,6 %.

XOTS NPUYMHBI CMEPTH B KIMHMYECKHX HCCIECIOBAHUAX C ATUIHYHBIMH AHTUIICUXOTHYECKUMHU
npenapaTaMi BapbUpPOBAIM, OOJBIIMHCTBO MPUYUH CMEPTEH ObUIO WM CEepACYHO-COCYIUCTHIMU
(Hampumep, cepAeuHasi HeIOCTaTOYHOCTh, BHE3AHasi CMEPTh), WM WH(EKIHMOHHBIMU (Hampumep,
MHEBMOHUS) 10 npupone. HabmonaTenpHple UCCIeI0BaHUS MMOATBEPIMIN, YTO MOJA00HO JICYEHUIO
ATUNWYHBIMA AHTUTICUXOTUYECKUMH IIperapaTtaMy, JIe4eHHEe OOBIYHBIMH aHTUIICUXOTUYECKUMU
npernapaTaMi TakKe MOXET YBEJIWYUBaTh cMepTHOCTh. CTeneHb, OO0 KOTOPOH yBEIUYCHHE
CMEPTHOCTH MOXET OBITh OOYCIIOBJICHO AHTHIICUXOTUYECKHMM IIperaparoM, a He HEKOTOPBIMU
0COOEHHOCTSIMH TMAIlUEHTOB, HESICHA.

Benosnvie mpomboambonuueckue ocnoxcHenus

[Ipy nOpuMeHEHHUH AHTHUIICUXOTUYECKUX MpenaparoB  HAOMIONAIHCh  CIydad  BEHO3HBIX
TPOMOOIMOOTNYECKUX OCIOXKHEHHH, HHOT/Ia JIeTAIbHBIX. [[03TOMY Cynbnupua clieayeT NPUMEHSTh
C OCTOPOXKHOCTBIO y TMAIMEHTOB C (haKTOpaMH PHCKAa PAa3BUTHS BEHO3HBIX TPOMOOIMOOIMUYECKUX
ocioxHeHu# (cM. paszens 4.4, 4.8).

Pax monounoti scenesvi

Cynpnupu MOXET YBEJIMYMBATH KOHIEHTPALMIO IMPOJAKTHHA B IU1a3Me KpoBH. [lostomy mnpu
NPUMEHEHUH CYJBIIHPpHIA y TAIMeHTOB, MMEIONIMX B aHaMHe3e (B TOM YHCIE B CEMEHHOM
aHaMHE3€) paK MOJIOYHOM KeJe3bl, CIEAYeT COOJI0aTh OCTOPOXKHOCTH (cM. pazaen 4.4). Takue
HalMEHTh! JOJDKHBI HAXOJUThCS MO/ THIATEIbHBIM HA0II0JCHUEM.

Tlayuenmsi ¢ snunencueti

B cBsi3u ¢ Tem, 4TO HEHWPOJENTUKHA MOTYT MOHW)KATh JMUJIETITOTEHHBIN MOpPOT, TpU Ha3HAYCHHUU
CYJIBIIUPUA TAIMEHTaM C OIWIENCHEH, TMOoCIeIHUe JJODKHBI HaXOAHWTHCS IOX CTPOTHM
MEIUIIUHCKUM HAOII0ICHUEM.

Iayuenmoi ¢ 6one3uvio Ilapkuncona, npunumarowjue a2oHUCmsvl 00QPAMUHOBLIX PEYenmopos

KpoMe HCKITIOYNTEIhHBIX CITydaeB, CYJbIHUPHUI HE JOJDKSH HA3HAYATHCS IMAlMEHTaM C OOJIE3HBIO
[Mapxuacona. Ecni MeeTcst HacTosTeNbHAsT HEOOXOAUMOCTD JICUSCHHSI HEHPOJICTITHKAMHE TTallUEHTOB

¢ 0oIe3HbBIO HapKI/IHCOHa, NpUHUMAONIUX AaroHUCTLL I[O(I)aMI/IHOBBIX peucuTopoB, CJICAYCT
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TMPOBECTH MOCTENICHHOE CHIKEHHE [103 MOCIEHUX 0 [QMHOH] OTMCHbL (1e3Kas|0TMeHa @NOHICTOB

N0(haMUHOBBIX PELENTOPOB MOXET IOBBICUTh PUCK PA3BUTHS y MAIMEHTA 3J0KAYECTBEHHOTO
HEHPOJICNITUYECKOTO CHHpoMa) (cM. pasaensl 4.4., 4.5.).

Jletikonenus, neumponenus u azparyioyumos

Ha ¢one tepanuu HelposenTHKamMM, B TOM 4YHCIE, IpenapaTaMH CyJIbIHPHIA, OTMEYalIHuCh
JEUKOINICHHsI, HEUTPONEeHHS U arpaHyionuto3. PasBurue HEOOBICHUMBIX HHMEKUUN WM
NOBBILIEHUE TEMIIEPATYPHI T€Ja MOTYT SBJIATHCS NMPU3HAKaAMM HAapYLIEHUH CO CTOPOHBI KPOBHU, UTO
TpeOyeT HEMEAJICHHOI'O BBIIIOJHEHHS T€MaTOJIOIMUECKHX UCCIIeI0BaHUM.

Tayuenmui ¢ napywenuamu yHKyuu nouex

VY nanueHTOB ¢ HApyUICHUSIMU MOYEYHOW (DYHKIMM CIETyeT HCIOJIb30BaTh YMEHBIICHHBIE J103BI
cynbnupuaa (cM. pazaen 4.2).

Tayuenmoi ¢ caxapuvim ouabemom unu ¢ pakmopamu pucka passumus caxaprno2o ouabema
ITockonbKy HMMEIOTCSI CBENEHUS O pa3BUTUM TMIEPIVIMKEMMM Yy MANUEHTOB, IPUHUMAaBIIUX
aTUIHNYHbIE aHTUIICUXOTHUUYECKHUE IIperaparhl, MallMeHTaM C YCTaHOBJIEHHBIM JIMarHO30M CaxXxapHOIo
nuabera WM ¢ (pakTopaMH PHCKAa €r0 Pa3sBUTHA, KOTOPHIM HA3HAYAIOT JICUCHHE CYJIBITHPHIOM,
HE00X0/IMMO KOHTPOJIMPOBATH KOHIIEHTPALIUIO TITFOKO3bl B KPOBH.

Ynompebnenue smanona

YnorpeOieHne alKoroJIbHBIX HAIKUTKOB, COACPXKAIIMX ATAHOJ WM NMPUMEHEHHE JIEKapCTBEHHBIX
CPEJICTB, COAEPMKAIINX 3TaHOJI, COBMECTHO ¢ npenapaToM CyabnUpH]l CTPOTO 3aIPELacTCsl.

BcnomorarenbHbI€ BEIIECTBA

B npenapare conepxutcs menee 1 MMounb HaTpus (23 Mr) B OqHOM ammylie, T.€. Ipernapar, 1o CyTH,
HpaKTI/I‘-IeCKI/I HEC CO}Iep)KI/IT HanI/ISI.

4.5. B3auMmopeiicTBMe ¢ JAPYIrHMH JIEKAPCTBEHHbBIMM MNpenapataMM # Jpyrue BH/bI
B3aUMO/IeHCTBHUA

[IpoTHBOIIOKAa3aHHBIE KOMOUHAIINHU

- C neBo1onoi — B3auMHBIM aHTaroHu3M 3¢ (EKTOB JIEBOJOIBI U HEHPOJIENTUKOB

- C aronucramu J10paMUHOBBIX PpELENTOPOB (KaOEproaMHOM, XHHArOJUIOM, POMUHUPOIIOM,
POTUTOTMHOM) — B3aUMHBIM aHTaroHU3M MEXJAYy AaroHUCTaMH I0(aMUHOBBIX PELENTOPOB H
Heliponentukamu (cM. pasaensl 4.3., 4.4.).

HepekoMeHnyeMble KOMOMHAIIMHA

- C oaTaHONOM — 3TaHON YCWJIMBAaeT celaTuBHbIN addekt HeiponentukoB. Crnenyer uzderath

nprueMa aJIKOTOJIbHBIX HAITUTKOB U JICKAPCTBCHHLIX CPEACTB, COACPIKAIIUX ITAHOJI.
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- C mpenapatamu, CrioCOOHBIMH YIUTMHATE M TepBai Q[ (W) BHIBEIBATH PABBATHE FKeIYIOHKOBOM

TaXUKapJIUU THIIA «THPYITY:
mpemaparsl, BBI3BIBAIONIME OpajuKapauio: OeTa-aapeHOOIOKATOPhI, YPEeKAIIIUE YacTOTy

CEpJICUHBIX COKpAIlleHUH OJI0KATOPBI «MEICHHBIX» KaJbIIMEBbIX KAaHAIOB (BeparaMul, JUITHA3EM);

KJIOHU]IUH, TyaH(aluH, CepeUHbIE TITUKO3UIbL;

* TIpemapaThl, BBHI3BIBAIOIINE THIIOKATUEMHIO: JUYPETUKH, CHUKAIONIME KOHICHTPALMIO Kallus B

KPOBH; CIIa0UTENbHBIE, CTHUMYJIHPYIOIIHE TMEPECTANLTUKY KHIIEYHHKA; ampoTepuiiud B mpu

BHYTPUBEHHOM MPUMEHEHUHU; TJIIOKOKOPTUKOCTEPOUIbl; TETPaKo3aKTUI (mepel MpUMEHEHHEM

CYJIBIUPHJIA TUTTOKATHEMHUSI TOJIKHA ObITh CKOPPEKTUPOBAHA);

- aHTHAPUTMUYECKUE mpenapatsl [A kiacca, Takue Kak XUHUIWH, JU30MUPAMHUT;
anTHapuTMudeckue mpemaparel Il kimacca, TakuMe Kak aMuOIApoOH, cOTanoi, aoderenmuu,

UOYTUIIHT;

JIpyrue TmpemapaTbl, Takue Kak [UIOTHA3UH, CEPTUHION, THOPHUIA3UH, CYJIbTONPHI,
XJIOPIIPOMA3WH, JICBOMENPOMA3WH, IMAMEMa3WH, AaMHCYIBIPUA, THANPHUI, TaIOTECPUIOIN,
JIPOTNIEPHUION,  MMHMO3HJI,  METAJOH, AQHTHJICTIPECCAHTHI,  IPOW3BOJHBIC  MMHIIPAMUHA
(1e3MEeTUIMMHUIIPAMUH, XJIOPUMHUIIPAMUH U Jp.), Tpenaparbl JIUTHS, OEnpuiui, LIHU3anpu,
MHU30JIACTUH, BBOJUMBIM BHYTPUBEHHO SPUTPOMHIIMH, BBOJUMBIA BHYTPUBEHHO BHHKAaMHH,
BBOJAMMBIA  BHYTPMBEHHO  CIHPAaMHUIMH, TaloGaHTpwi, TMEHTAMUJHWH, crapQIoKCcaIyH,
MOKCHU(IIOKCAIINH, neBO(IOKCAIINH, nymedaHTpHH, A3UTPOMHUIIUH, KJIAPUTPOMHUIIUH,
POKCUTPOMHUIIVH;

* CEJIEKTUBHBIC HHITOUTOPBI 0OPATHOTO 3aXBaTa CEPOTOHUHA (LIUTATIOMPAM, ICIIUTATIONPAM).

Ecim y mnamwenta Henb3s u30€kaTh OJHOBPEMEHHOTO HAa3HAYCHHS JOTHUX TIPENapaTroB C
CYJBITUPHJIOM, TO 3a TAaKWUMH TIAIIHCHTAMH CIEAYeT IPOBOJIUTH TIIATSILHOE KIMHUYIECKOE,
naboparopHoe (KOHTPOIb DIIEKTPOJIUTHOTO COCTaBa KPOBH) U AJIEKTpOKapAHorpaduyeckoe
HaOI0IeHUE.

B3au1wo<)edcm6uﬂ, Komopbvle Cﬂedyem NPUHUMANb 60 BHUMAHUE

- C TUMOTeH3UBHBIMM IIperapaTamMH, HUTpaTaMd M TPOU3BOJHBIMH HUTPATOB — BO3MOXKHO
aJINTUBHOE TUIIOTEH3UBHOE ACUCTBHE, YBEIINUEHHE PUCKA OPTOCTaTUUECKON THIIOTEH3UH.

- C nmpenaparamu, yrHeTaromuMH (QyHKIUIO eHTpanbHO# HepBHOI cuctems! (LIHC):

* IPOU3BOIHBIE MOp(HHA (aHATBI€TUKH, TPOTUBOKAIILIEBBIE MPENapaThl);

- aHTUJCTIPECCAHTBl € CEJaTHBHBIM JIeWCTBUEM (AaMUTPUNITWIMH, JIOKCENIUH, MHAHCEpUH,

MUPTa3anuH, TPUMUIIPAMHH);
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- 6apOUTYpaTEhI; (NOCNEOCBATENEHOCTE 0002)

- O€H30/IMa3eN1HbI U JPYTHUe aHKCUOJIUTHUKY;

* CHOTBOPHBIE IIpenaparhl;

- 6nokaropbl H1 — rucTaMrHOBBIX PELIEITOPOB C CEaTUBHBIM JCHCTBHEM;

* TUTIOTEH3UBHBIE Tpenaparbl LEHTPAIbHOIO JAeWCTBUS (KJIOHUIUH M JIpyrHe TUIOTEH3UBHbBIC
Cpe/CTBa LICHTPAIBLHOTO ACHCTBUSA);

- bakiodeHn;

* TAJIMJOMMUI.

Bo3MoxHO BbeIpakeHHOEe ycuiieHwe yraeraromniero aerctBusa [HHC u cHmkeHue mcuxoMOTOpPHOM
peakiuu.

- C npemnapataMul JIMTUS — YBEJIIMUMBACTCSI PUCK PA3BUTHUS KCTPATUPAMHUIHBIX TOOOYHBIX pEaKIIHil.
[Tpu nepBBIX CUMOTOMAaX HEUPOTOKCUYHOCTH CIIEAYeT MPEeKPATUTh MpHUeM 00OHX MPErapaTos.

- C a"TaunugamMu U cykpanb(paTroM — MpU OJHOBPEMEHHOM MPUMEHEHUU CHUXKaeTcs abcopOuus
cynenupuna. [loaToMy mpu OJHOBPEMEHHOM TMPUMEHEHMHM CYJIbINUPUAA M aHTAIUMIOB WIH
cykpaibdara TpedyeTcs, Kak MUHUMYM, JBYX9acOBOH TMEPEPHIB MEXKY HX TPHEMOM.

4.6. DepTHIBLHOCTD, 0EPEMEHHOCTH U JIAKTALMS

bepemeHHOCTD

Cynpniupuji MpoXoauT Yepe3 IUIaleHTy. B CBA3M ¢ OrpaHMYEHHOCTBIO OIBITA MpHUeMa Ipernapara
OepeMEeHHBIMH JKEHIIIMHAMU MPUMEHEHHE CYJIBITUPH/IA BO BpeMs OEPEMEHHOCTH HE PEKOMEH Ty ETCS.
[IpumeHeHue mpenapaTa HE PEKOMEHIYETCS Y JKEHIIMH pPEenpoOAyKTUBHOIO BO3pacTa, He
UCTIONB3YIOMNX A(()EKTHUBHBIX METOJOB KOHTpALENIIMA U IUIAHUPYIOIIUX OEepeMEeHHOCTh, 3a
WCKIIFOUCHHEM TeX CIydaeB, KOTJa OKHJaeMas MOJb3a JJIsi MaTepu MPEBBIMIAET MOTEHIIUATBHBIN
PHMCK JIJIs1 TII0/1A.

Y HOBOPOXKIECHHBIX, POJIMBIIUXCS OT MaTepei, MoMydyaBIIuX TEPANU0 HEHPOIeNTHKaMU, 0COOEHHO
B TEUEHUE TPEThEro TPUMECTpa OEpEeMEHHOCTH, BO3MOXKEH PHUCK Pa3BUTHS BapbUPYIOMIUX IO
CTEMEHU TSHKECTH W TPOJIOJDKUTEILHOCTH TIOCIE POJIOB HEXENATeNbHBIX PEaKIUi, BKIIOYAst
9KCTPATUPaMHUIHBIE CHMITTOMBI HJTH CHHAPOM «OTMEHBI» (cM. pa3zen 4.8.).

OTMeyaroT ciydau pa3BUTUSI @XHUTALMHM, MBIIIEYHOTO THUIEPTOHYCA, MBIIIEYHOU TUIIOTOHUH,
TPEMOpA, COHJIMBOCTH, AbIXaTEJIbHBIX PACCTPOMCTB WM HapylleHus nutaHuss. [loatomy ecnm
CYJBITUPUJT BCE-TaKW TPHUMEHSUICS BO BpeMs OCPEMEHHOCTH, CIEAYeT MPOBOJUTH TMOCTOSHHOE
MEIUIIMHCKOE  HAONIOJICHWE 3a COCTOSHUEM  HOBOPOXKIEHHBIX, KOTOpPBIE  TOJBEPIIIUCH

BHYTPUYTPOOHOMY BO3JICHCTBUIO CYIBIHPHUAA.
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Jlakranus (NOCNEOCBATENEHOCTE 0002)

COOTBETCTBYET QRCHEFTHOMY QTYETY

Cynpnupu TPOHUKAET B TpyAHOE MOJIOKO. lIpuMeHeHue mnpenapara B TEPHOA TPYTHOTO
BCKapMJIMBaHUs MPOTUBOIOKa3aHO (cM. paszen 4.3.).

DepTHAbHOCTE

Y KHUBOTHBIX OTMEUYAJIOCh CHIDKCHHE (EpTHIBHOCTH, CBs3aHHOEC C (hapMaKoJIOTHYCCKHUMHU
adexTamu CyTpnupua.

JlaHHbIEe JOKJIMHUYECKUX UCCIEN0BAHNN

B uccnenoBanusax, MPOBEICHHBIX HA KUBOTHBIX, CYIBITUPHI HE TPOASMOHCTPUPOBAT MPSIMOTO HITH
KOCBEHHOTO TE€PAaTOTEHHOTO MJIH SMOPHUOTOKCUYECKOTO JICHCTBHUS.

4.7. BausiHne Ha CHOCOOHOCTH YHPABJATHL TPAHCINOPTHBIMH CPeACTBAMH H PadoTaTrh C
MeXaHHu3MaMH

B nepuox neuenus mnpenapatom CynbpnUpUIl 3alpeniaeTcsi YHIpaBIE€HUE TPAaHCIOPTHBIMHU
cpelIcTBaMU M paboTa C MeXaHW3MaMu, TpeOyrollas MOBBIIICHHOW KOHIEHTPAllMd BHUMAHUS U
OBICTPOTHI NICUXOMOTOPHBIX peakUui (Tak Kak IpHU MPUMEHEHHUU Jake B PEKOMEHIYEMbIX J03aX
mpenapar MOXET BhI3bIBAThH CEAITHIO).

4.8. HexkennaTeibHbIE peakunu

Pesrome mpoduisg 6e3onacHOCTH

HexxenarenpHble peaknuu, pa3BHUBAIOUIMECS B pe3yiabTare IMpUeMa CYJIbIHPHAA, IOJ0OHBI
HE)KeJIaTeJIbHbIM PEaKlUsiM, BbI3bIBAEMbIM JAPYTHMHU HEHPOJENTUKaMH, HO YaCTOTa UX Pa3BUTHS, B
OCHOBHOM, MEHBIIE.

Pe3roMe HeXeIaTeIbHbIX PEeaKIUid

YacTtora mo6ounbIx 3¢ PexToB OblIa OmMpeesieHa B COOTBETCTBUU ¢ Kiaccudukaiuenn BecemupHoit
opranuzaruu 3npaBooxpaHeHuss (BO3): ouens wacto (= 1/10 cmywaeB), wacto (= 1/100 wu
< 1/10 cnyuaeB), Heuacto (= 1/1000 u < 1/100 cmygaeB), penko (= 1/10000 u < 1/1000 cny4aes),
oueHb penko (< 1/10000 cmyyaeB), 4acTOTa HEU3BECTHA — HEBO3MOXKHO OIIEHUTH YAaCTOTY MCXOJIS U3
UMEIOIINXCS TAHHBIX.

Hapywenus co cmoponvl kposu u aumgpamuyeckoii cucmemol

He yacro: neiikornenus.

YactoTa HEM3BECTHA: HEUTPONIEHUS, APTaHYJIOUTO3.

Hapywenus co cmoponsl uMMyHHOU cucmembl

Yacrora HensBecTHA: aHA(UIAKTUYECKHE peakluu (KpanuBHUIIA, OJbIIIIKA, YPE3MEPHOE CHUKECHHE

apTepUaIbHOTO JIaBJIECHUS, aHAMIAKTUIECKUHN IIIOK).
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OHooKpunHble HapyuleHUs. (NOCNEOCBATENEHOCTE 0002)

L

YacTo: runepnpoIakTHHEMUS.

Hapywenus co cmoponsl memaboauzma u numaHusi

YacToTa HEW3BECTHA: TMIIOHATPUEMHUs, CHHAPOM HEaJeKBaTHOW CEKPELUH aHTUIUYPETHYECKOTO
rOpMOHa.

Icuxuueckue napyuenus

Yacro: 6eccoHHMIIA.

YacToTa HEM3BECTHA: CITyTAaHHOCTh CO3HAHMSL.

Hapywenus co cmoponbl nepsHoii cucmembl

Yacro: cemanusi WJIM COHJIMBOCTB, 3KCTpAalMpPaMUIHBIE PACCTPOMCTBA (3TH CHMOTOMBI OOBIYHO
o0paTuMbl 10OCJIE HAa3HAYEHMsI MPOTHBONAPKUHCOHUYECKUX IPENapaToB), MAPKUHCOHU3M, TPEMOD,
aKaTH3Us.

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

Penko: OKynorupHslii Kpus.

YacToTra HEW3BECTHA: 3JIOKAYECTBEHHBIM HEUPOJENTUYECKUN CHHAPOM, TMIIOKHMHE3Ws, MO3AHSA
JUCKUHE3Us (KaKk M IpU MpUeMe BceX HEMpOJEeNTUKOB B TeueHUe Oojee 3-X MecsleB; IPU 3TOM
pUeM IPOTUBONAPKUHCOHUYECKUX CpecTB HE3(h(PEeKTUBEH MIIM MOXKET CIIPOBOLIMPOBAThH YCUJICHUE
CHUMIITOMOB), CYJIOPOTH.

Hapywenus co cmoponul cepoya

Penko: JkenylOYKOBBIE HapyIIEHUS pUTMA, GUOPHWUISILMU  KEITyJOYKOB, JKEITyJ04YKOBas
TaXUKapAUs.

Yacrora Hem3BecTHa: y/umHeHHe HHTepBana QT, jkemymoukoBas TaxWKapAHWs THIIA ITHPYITY,
OCTaHOBKa Cep/illa, BHE3AIHAsl CMEPTh.

Hapywenus co cmoponul cocy0os

Heuacro: oprocTraTndeckast TMIIOTEH3HSL.

YactoTa HeW3BECTHA: BEHO3HbIE TPOMOO3MOOJIMYECKHE OCIIOKHEHMSI, BKIIIOUash TPOMOOIMOOIHIO
JIETOYHON apTepuu M TPOMOO3 TIIyOOKHX BEH, MHOTJAa (parajabHble, MOBBIIIEHUE apTEPUaTHLHOTO
nasyieHus (cM. pasaen 4.4.).

Hapywenus co cmoponul ObixamenvbHoul cucmemsl, OpeaHo8 pyOHOU KIemKu U cpe0oCmeHUs
YacroTa HeM3BeCTHA: acCIUpPALMOHHAs THEBMOHHUS (MIPU OJHOBPEMEHHOM IPHMEHEHUU C JIPYTUMHU
cpenctBamu, yraetaromumu [{THC).

JKenyoouno-kuuieunvie HapyueHus

11
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Hewacro: runepcanusanusi. (NOCNEOCBATENEHOCTE 0002)

L

Hapywenus co cmoponvl neuenu u scenueblo0AuUx nymeu

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

Yacrora HEW3BeCTHA: TMOpaXeHHWE TMeueHU (TemaToleUTIOSPHOE, XOJECTaTUYECKOe WU
CMEIIaHHOTO TeHe3a).

Hapywenus co cmopoHbvl Kodtcu 4 NOOKOICHbIX MKAHEl

YacTo: MaKyJIe3HO-IIAITYJIE3HAs CBHIIIb.

Hapywenus co cmoponul mbiueunotl, ckeiemHot u cCOeOUHUMENbHOU MKAHU

YacroTa HeM3BeCTHA: KPUBOILIES, TPU3M, pabIOMHUOIIH3.

bepemennocmy, nocnepooosvie u nepunamanvhsvle COCMOAHUSL

YactoTa HEM3BECTHA: HKCTPANUPAMHUIHBIE CUMIITOMBI, CUHJIPOM «OTMEHbBI» HOBOPOKIEHHBIX (CM.
pasnen 4.6.).

Hapywenus co cmopoHbvl no108bix 0p2ano8 u MOJIOYHbIX Jicelle3

YacTto: 6011€3HEHHOCTh MOJIOUHBIX JKEJI€3, TaJlaKTopesl.

Heuwacro: yBenuueHue MOJIOUHBIX JK€Ji€3, aMEHOpes, oprazMuyeckas IUCYHKIUS (HapylleHHe
oprasma), 3peKTHJIbHAs JUCPYHKIIHSL.

YacroTa HEeM3BECTHA: THHEKOMACTHSL.

Obwue HapyweHus u peakyuu 8 mecme 68e0eHUs.

Yacmo: yBenTn4eHNE MacChl Tela.

YacroTra HEU3BECTHA: TUIIEPTEPMHUS.

Jlabopamophvie u uncmpymenmanvHovle OaHHble

YacToTa HeU3BECTHA: MOBBIILIEHUE KOHIIEHTPAIMK KpeaTUH(OCPOKHHA3BI B CBIBOPOTKE KPOBHU.

Coo011eHne 0 mMoI03pEBAEMBIX HEXKEIATEIbHBIX PEAKIIHIX

BaxxHo cooOmar O TMOM0O3pEBAaEMBIX HEXKEIATeNbHBIX PEAKIHUSAX I[OClIe  PEerUCTpalud
JIEKapCTBEHHOTO TMpemaparta ¢ [elbl0  O0ecCHeueHuss HEMOCPEICTBEHHOTO MOHHUTOpPUHTA
COOTHOIIEHUSI  «IIOJIb3a-PUCK»  JICKAPCTBEHHOTO  Mperapata. MeIuIuHCKUM — pabOTHUKaM
PEKOMEHIyeTCsl cO00ImaTh O JIIOOBIX MOJA03PEBAEMBIX HEXKENATEIbHBIX PEAKIMIX JEKapCTBEHHOTO
mpernapaTa uyepe3 HallMOHAIbHBIE CHCTEMbI COOOIIEHUSI O HEXKeIaTeNbHBIX PEaKIUsAX TOCYIapCTB -
WIeHOB EBpa3suilckoro 5KOHOMUYECKOIO COH03a.

Poccuiickas @enepanus

Anpec: 109012, Mocksa, CnaBstHCKast 1J1011a1b, 1. 4, cTp. 1

®denepanbHas ciyx0a 1o Haa3opy B cdepe 3apaBooxpanenus (PoczapaBHanzop)
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Tenedon: +7 (800) 550 99 03 (MOCNEOQOBATENBHOCTE 0002)

L

OnekrponHas modra: pharm@roszdravnadzor.gov.ru

Caiit: www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CumMnOTOMBI

OnbIT MO mepeno3upoBKe Cynbnupuaa opranudeH. CrenuduuecKkue CUMITOMBI OTCYTCTBYIOT,
MOTYT HAOJIOAATHCSA: TUCKHMHE3MH (CHa3M JKEBAaTEIbHOW MYCKYJIATypbl, ClIaCTUYECKash KpUBOILEs),
SKCTpanupaMuIHble HaApYIICHUs, BHICOBHIBAHUE S3bIKA, TPU3M. B OTHENbHBIX ciydasx —
JKU3HEYTPOKAIOUINI BBIpKEHHBIH MAPKUHCOHM3M M Koma. MOryT Tak ke HaOmoaaThes:
NOMYTHEHUE 3pEHUS, apTepHaIbHas TUIIEPTEH3Ms, CeNaTUBHBIN (P (PEKT, TOUTHOTA, CYXOCTh BO PTY,
MOBBILIEHHOE IOTOOT/EIEHUE, TMHEKOMACTHUS, PAa3BUTUE 3JI0KAUECTBEHHOIO HEMPOJIENITUYECKOIO
CUHJpOMA.

Jleuenue

Crieruduueckuii aHTUIOT OTCYTCTBYET, B CBA3H C JTUM MPHUMEHSIOT CHMIITOMAaTHYECKYI0 U
MOJJICP’KUBAIONIYIO0 TEparnuio, HEOOXOIWM THIATEIbHBI KOHTPOJb JAbIXaTeIbHOW (QYHKIUU WU
MOCTOSTHHBIA KOHTPOJIb CEPACYHON JEATENBHOCTH (B CBS3U C PUCKOM yiuinHeHus uHTepBana QT u
Pa3BUTHUSA JKEITYAOYKOBBIX apUTMHUI), KOTOPBII JOIKEH MPOI0JIKATHCS A0 MOJTHOTO BBI3IOPOBICHUS
nangueHTa. [Ipy  pasBUTUM  BBIPAXKEHHOIO ASKCTPANMPaMUIHOTO CHHIPOMA HA3HAYalOT M-
X0JuHOO10KaTOpbl. CyabIUPU] YACTUYHO BBIBOJUTCS MPU T€MOANATIU3E.

HNmenuch cooOLIeHUs O CMEpTENbHBIX HCXO/AaX NpU IMepelo3UpOBKE, TJIaBHBIM 00pa3oM, MpHU
KOMOHMHAIUU CYABIMUPHIA C IPYTUMH IICUXOTPOITHBIMHU CPEACTBAMH.

5. PAPMAKOJIOTHYECKUE CBOHCTBA

5.1. ®apmakoaMHaMH4YeCKHe CBOMCTBA

dapmakoTepaneBTHUECKas TpyIa: MCUXOJENTHKN; AHTUIICUXOTHYECKUE CPE/ICTBA; OEH3aMUIbI.
Kox ATX: NOSALO1

Mexanusm neiicTBus

Cynbrupug — (5-(Amunocyabdorw)-N-[(1-3THi-2-MUpOITHHU NI ) -METHII |-2-METOKCHOCH3aMU 1)
— aTUNUYHBIA  HEHpONeNTHK M3 TPYNNbl  3aMELICHHBIX  OEH3aMHUO0B,  OJOKHPYIOLIHI
noaMUHEpruyecKylo HEpBHYIO Iepefayy B TOJOBHOM Mo3re (Cyabnupuja — OJOKUpyeT
MPEUMYIIECTBEHHO J10(aMUHEPTruYecKre peuenTopbl JTMMOUYECKOM CUCTEMBI, Majo BO3JEHCTBYS Ha
TaKOBbI€ B HEOCTPUATHOW CUCTEME).

dapmakoauaamuyeckue d3PHeKTol
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Helposnentuyeckuit a3pdexT cynpnupua CBA3fH ¢ aHTUIOhDaAMAHEPIHISCKUM IeHCTBHEM!) (1))

[Tomumo storo, cyapnupua obnagaer axktuBupytommM LHHC — neiictBuem 3a  cuer
nodamuaMuMeTnyeckoro 3gdexra. [ToaTomy cympnmpu 061a1aeT YMEPEHHON HEUPOIEHTHYECKOM
AKTUBHOCTBIO B COUETAHUU CO CTUMYIHPYIOIIUM U TUMOAQHAJIECNITUYECKUM (QHTHACTIPECCUBHBIM)
JIIEUCTBUEM.

AHTHIICHXOTUYECKOE eHCTBUE CYABIMPHUIA IPOSIBIsETCS B 103ax O6osee 600 Mr B CyTKH, B 7103aX J10
600 Mr B CyTKH TIpeo0iaaeT CTUMYIIMPYIOIIEE U aHTUICTIPECCUBHOE JICHCTBHE.

Cynpnupu HE OKa3bIBA€T 3HAYMTEIHLHOTO BO3JCHCTBHS Ha aJlpeHEprHuecKHe, XOIMHEPTHYeCKue,
CEepPOTOHUHOBEIE, rucTaMuHOBBIE 1 GABA-penenTopsl.

CtumynupyeT CeKpeuuio MpOoJIaKTHHA W 00JaJlaeT LEHTPAJIbHBIM MPOTUBOPBOTHBIM 3(ddekrTom 3a
cueT 6i1okabl 10haMUHOBEIX D2-perenTopoB TPUTTEpHON 30HBI PBOTHOTO IIEHTPA.

5.2. ®apMaKoKHHeTHYECKHE CBOHCTBA

AOGcopbuus

[Toce BHyTpUMBIIIeyHOTO (B/M) BBeneHUs 100 Mr MakcumMmallbHas KOHIIEHTPAIHS JOCTUTACTCS
yepe3 30 mMuHYT U cocrtaBiser 2,2 mr/ia. DapMakOKMHETHKA CYJIBIIUPHIA OCTACTCS JIMHEHHOW B
nuarnasone 103 oT 50 xo 300 mr.

Pacnopenenenue

Cynbrapu OBICTPO NMPOHUKAET B IMEYCHb W TIOYKH, MEIUICHHEE — B TKaHH Mo3ra (OCHOBHOE
KOJIMYECTBO TMpernapaTa HakaruimBaercsi B runoduse). OObeM paclpeleneHns B PaBHOBECHOM
cocrogaun cocrasigeT 0,94 n/kr. CBsa3p ¢ Oenkamu miasMel — He Ooisee 40 %. HeOombimoe
KOJIMYECTBO CYJIBIHUPHUAA TPOHUKAET B TPYAHOE MOJIOKO M MPOXOIUT Uepe3 MIalleHTapHbIi Oapbep.

buorpancdhopmarms

B opranusme uenoBeka CyabIUPU JUIIb B MAJIOH CTENIEHU MOABEPraeTcs METad0In3My.
DJIMMUHALUS

ITocne BHyTpuMBIIIEYHOTO BBeAeHUS 92 % BBEIEHHOH H03bl CYJIBIIMPUAA BBIIEISIETCS C MOYOH B
HEM3MEHEHHOM BHJIe, IyTeM KiIyOoukoBoil ¢unbTparuu. OOMMUNA KIUPEHC COCTaBISAET
126 mn/mun. Ilepuosn monyBbiBeseHHs Mpernapara cocTaBisieT 7 dyacoB. C IpyAHBIM MOJIOKOM
Boiensiercs 0,1 % cyTouHoM J03bI.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. [Iepeuenb BcnoMorareJibHbIX BellleCTB

Hatpus xnopun

0,2 M pacTtBOp CE€pHOU KUCIOTHI
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Bopxa s unbekumi (NOCNEOCBATENEHOCTE 0002)

L

6.2. HecoBmecTuMOCTD

He npumennmo.

6.3. Cpok rogHocTH (CPOK XpaHeHHs )

5 ner

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHECHUHU

XpaHuTb 1pu TEMIiepaTtype He Boiie 25 °C

6.5. XapakTep M coaepkaHue NePBUYHON YIIAKOBKH

ITo 2 M1 B ammysibl HeHTpaiabHOTrO cTekia Mapku HC-3 win 1-ro ruipouTHYECKOro Kiacca.

IIo 5 ammyn nmoMemarT B KOHTYPHYIO SYEMKOBYIO YIIAKOBKY W3 IUICHKH, M3TOTOBJICHHOW W3
MOJIMMEPHBIX MaTEpPUAJIOB.

1 uu 2 KOHTYpHBIE SYEHKOBBIE YIIAKOBKH BMECTE C MHCTPYKLUEH 110 MEAUIIMHCKOMY MPUMEHEHUIO
MOMEIIAIOT B AYKy U3 KapTOHA.

6.6. Oco0Oble MepbI NPEIOCTOPOKHOCTH MPH YHHYTOKEHUH HCIOJIb30BAHHOIO JIEKAPCTBEHHOI0
npenapara WJiH OTXO/0B, MOJYYEHHBIX MOCJe NPUMEHEHUs] JeKAPCTBEHHOIro mpenapara, u
Apyrue MAHUMYJISHHUY ¢ TPenapaTom

Oco0ble TpeOoBaHUs OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIHMOHOT'O YAOCTOBEPEHUSA

Poccniickas @enepanus

AxtmonepHoe obmiectBo «Opranuka» (AO «Opranukay)

654034, KemepoBckas obnacts - Kysbacc, r.o. HoBokysnenkwii, r. HoBoky3Helk, paiioH
Ky3znerkuit, mocce Kysnerkoe, 1. 3

Tei. (3843) 994-222

root@organica.su

7.1. IIpeacTaBUTE/Nb AEPKATE/S] PETHCTPALMOHHOIO YA0CTOBEPEeHHUs!

[Iperen3nn norpedUTENEH HAOPABIATE 110 aIPECY:

Poccuiickas @enepanus

AxktmonepHoe obmiectBo «Opranuka» (AO «Opranukay)

654034, Kemeposckass oOmacte - Kysbacc, r.o. HoBokysneunxuii, r. HoBokysHenk, paiion
Ky3neukwuii, mocce Kysneuxoe, . 3

ten. (3843) 994-222

root@organica.su
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8. HOMEP PETHCTPALIUOHHOI'O YAQCTOBEPEHMSE [|OBEATENEHOCTE 0002)

9. JIATA TIEPBUYHOM PEIMCTPAIIMMA (IIOATBEPXKIEHWUSI PETMCTPAIIUMN,
INEPEPETNCTPALIUN)

Jlara nepBoii peructpaiuu:
10. JATA HEPECMOTPA TEKCTA
OO61mas xapakTepuCTUKa JieKapcTBeHHOro mnpernapara Cylnbnupua AOCTYIHA Ha UHPOPMAIIIOHHOM

noptaie EBpa3suiickoro 3KOHOMHYECKOTO COK03a B HH(POPMALMOHHO-KOMMYHUKALIMOHHOM CETH

«Uutepuery http://www.eec.eaeunion.org/.
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