COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 17.01.2025 N2 842

(NOCNEQCBATENEHOCTE 0001)

OBLIASA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI' O ITPEITAPATA
JOMIIEPUJIOH, 1 mr/mi1, CycrieH3ust JUIs IpUeMa BHYTPb.

2. KAUYECTBEHHbIN U KOJTUYECTBEHHBIA COCTAB

JlelicTBytol1€€ BENIECTBO: IOMIICPUJIOH.

Kaxnpiit 1 M1 cycnien3uu cogepxut 1,0 Mr 1oMnepuioHa.

BcnomoratenbHble  BeliecTBa, HAJIWYME KOTOPBIX HEOOXOAMMO YYUTHIBATH B COCTaBe
JIEKApCTBEHHOTO npenapara: copbuTon, MeTHIINaparupoKkcuOeH30aT (Hunarun),
MpoMIIaparuapokcuOen3oar (Humason) (cm. pasuaen 4.4).

ITomubIit MNEPCUCHb BCIIOMOT'ATCIIbHBIX BCIICCTB IIPUBCACH B Pa3aciic 6.1.

3. JIEKAPCTBEHHAS ®OPMA
Cycnensus i1 npueMa BHYTpb.

OI[HOpOI[HaH CYCIICH3UA 0e10r0 Wi IMo4YTH 0eIoro OBCTA.

4. KIMHUYECKHUE JAHHBIE

4.1. IToxka3aHusi K NPUMEHEHUIO

[Tpenapat JJOMIIEPHJIOH noka3aHn k NpUMEHEHHIO Y B3POCIIBIX U I€TEN C Maccoil Tena 35 Kr u
OoJee Mpu CAEAYIOLUUX COCTOSHUSAX:

I. KomIiuiekc JIHCIENTHYECKMX CHUMIITOMOB, 4YacTO ACCOUMHUPYIOUIMUCA € 3aMEJJICHHBIM
OTIOPO’KHEHHUEM XKEeITYyJIKa, JKeJTyI0UHO-TTUIIEBOAHBIM pedIrokcoM, 330(parutom:

- YyBCTBO IIEPEIOJIHEHUs B JIMUIACTPUU, PaHHAA HACHIIAEMOCTb, OLIYIIEHUE B3AYTHUS
JKUBOTA, 00JIb B BEPXHEH YacTH KUBOTA;

- OTPBIKKA, METEOPU3M;

- TOLIHOTA, PBOTA;

- U3)KOTa, CPbITMBAHKE KeTyJOUYHBIM COAEPKUMBIM M O€3 Hero.

2. TomHOTa M pBOTa (PYHKUHMOHAIBHOTO, OPraHMYECKOro, MHPEKIHUOHHOTO MPOUCXOXKIEHUS,
BBI3BaHHBIE  paJAMOTEpanuel, JIEKapCTBEHHOM  Tepalnued WM  HapyUIeHHUEM  JIMETHI.
CriermudruecKkuM MoKa3aHUueM SBIISETCS TOITHOTA M PBOTA, BBI3BAHHBIE arOHUCTaMU J1I0paMHUHA B

cilyyae UX nmpuMeHeHus npu Oone3nu [lapkuHcoHa (Takumu Kak L-1oma u OpOMOKPUIITHH).
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4.2. Pe:kuM 103UPOBAHMSI H CMIOCO0 NMPUMEHEeHUs

PexxuM J103upoBaHus

Bspocnvie

10 M 3 pa3a B cyTku. MakcumanbHas cyrouHas go3a — 30 mut (30 mr).

[Tpenapat 10KEeH IPUMEHATHCA B HAaMMEHbIIeH 3 PEeKTUBHOM T03UPOBKE.

He pexomenyercs nmpeBbIIaTh MAKCUMAJIbHYIO CYTOUHYIO IO3UPOBKY.

VY manMeHToB BCEX BO3PACTHBIX KATErOpU OOBIYHO ISl T€paluH OCTPOM TOIIHOTHI M PBOTHI
MaKcHUMasbHasi IPOJOJKUTEILHOCTh HEMPEPHIBHOIO IIPHEMa Mpernapara He J0JKHA NIPEBBILATh
OJIHYy Hezieno. Eciu ToIHOoTa ¥ pBOTa MPOI0JIKAKOTCS JOJIbLIE OTHOM HEAEIH, NAUEHTY CIEAYET
NOBTOPHO  IPOKOHCYJIBTHPOBAaTbCS €O cBouM BpayoM. Ilo japyrum  nokazaHusM
MIPOJIOJKUTENIBHOCTh TEPANMU COCTaBiiAeT 4 HeAenu. Ecaum cuMnTOMBI HE MCUYE3al0T B TEYEHUE
4 wHenenb, HEOOXOOUMO TMPOBECTH TOBTOpPHOE OOCJIEIOBAaHUE TMAIMEHTa U  OLICHUTh
HE00XOIUMOCTb MTPOJOJKEHUSI TEPAITHH.

Oco0bIe IPVIIILI TAIUEHTOB

THayuenmoi ¢ HapyweHusMU PYHKYUU NOUEK
[TockoybKy MEepHO/I MOJYBBIBEACHUS JIOMIICPHIOHA YBEIHMUUBACTCS TIPU TSDKENIBIX HAPYIICHHUSIX
(GYHKIIMM TIOYEK, MPU IMMOBTOPHOM NPHUMEHEHHWH YacTOTa IpHeMa Nperapara JOJDKHA ObITh
CHW)KEHa 10 1-2 pa3 B CYTKM B 3aBUCHUMOCTH OT TSDKECTH HAPYIICHUH; MOXKET TaKKe
noTpeboBaThCs CHUXKEHHE N03bl. [Ipu AMUTENbHON Tepanmuu cieayeT MPOBOAUTH PEryIsIpHOE
o0creToBaHUe TaKKX MAIMEHTOB (cM. paznen 4.4.).
Tayuenmol ¢ HapyweHuAMU PYHKYUU neYeHU
[IpumeHeHne mpemnapara MPOTHBOIIOKA3aHO Y TMAIMEHTOB CO cpenHersbkenon (7-9 mo
knaccudukanuu Yaitna-I1er0) wiu tsoxenon (> 9 mo knaccudpukanuu Yaitna-I1s10) nedyeHodHOM
HEI0OCTaTOYHOCTRIO (cM. paszzaen 4.3.). Y nanueHToB ¢ jerkoi (5—6 no kmaccudukarmn Yaitn-
[Tpt0) TmMeYeHOYHOW HEJOCTATOYHOCThIO KOPpPEKIMH JI03bl Tpernapara He TpedyeTcs
(cm. pazmen 5.).

eTH
Jlemu cmapwe 12 nem ¢ maccoit mena 35 ke u bonee
PexxuMm 103upoBaHMs aHAJIOTHYEH PEKUMY TO3UPOBAHUS Y B3POCIIbBIX.
Jlemu 0o 12 nem ¢ maccoii mena 35 ke u bonee
PexxuM 103MpOoBaHUS aHAIIOTHYCH PEKUMY JO3UPOBAHUS Y B3POCIIBIX.
Y ndereli mepemo3WpoBKa MOXKET BBI3BATh HAPYIICHHS CO CTOPOHBI HEPBHOW CHCTEMBI
(cM. pazzmen 4.9.).

Crooco0 nmpuMeHeHus

BnyTtpsb.
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JIOMIIEPUI0HA HEMHOI'O 3aMEJUISIETCA.

[Tepen ynorpebiaeHueM cieayeT nepeMeniaTh coaep:kumoe paakona, 0CTOPOKHO B30I THIBAs €T0
BO M30ekaHue 00pa30BaHUsI TIEHBI.

Jis TOYHOrO M03UpOBaHUs IpernapaTa B 3aBHCHUMOCTH OT MPEANOIaraeMoil KOMILIEKTAluU
UCIIOJIB3YIOT MEPHYIO JIO)K€UKY, MEpPHBIM CTaKaHYMK WM MEPHBIM IIMpUIL, BIIOKEHHBIE B
YIIaKOBKY.

4.3. IlpoTUBONOKA3AHUS

- I'unepuyBCTBUTENBHOCTh K JOMIEPUIOHY WIH JIIOOOMY M3 BCIIOMOTATENbHBIX BEIIECTB,
IIEPEYUCIICHHBIX B pazzaene 6.1;

- IPOJIAKTUH-CEKPETHPYIOIAs ONYXO0JIb THIo¢pu3a (MPOITaAKTUHOMA);

- OJIHOBPEMEHHBII MPHEM IMepOopalbHBIX (OPM KETOKOHA30Jla, SPUTPOMHUIIMHA WIH JPYTHUX
MOIIHBIX UHTHOUTOPOB n3ohepmenta CYP3 A4, Boi3piBatonux yanuHenue narepsaia QTc, Takux
KaK KJIAPUTPOMHUIIMH, HTPAKOHA30J, (IYKOHA30J, I03aKOHA30J, PUTOHABUD, CAaKBHHABUD,
aMHOapOH, TSJUTPOMHUIIMH, TSIANPEBUP U BOPUKOHA30JI (cM. pasaeinst 4.4., 4.5.);

- B CIIyYasiX, KOTJja CTUMYJIUPOBAHUE ABUTATEIbHON (DYHKIIUH KETYyAKa MOXKET OBbITh OIACHBIM,
HAIpUMep, NpPU KETYAOYHO-KHIIEYHOM KPOBOTEUEHUH, MEXAaHWYECKOW HEMPOXOAUMOCTH HIIU
poOoICHNH;

- HapymieHus QYHKIIUU TTE€YEHU CPETHEH WU TSKEION CTETEeHH;

- IETCKUH Bo3pact A0 12 ner npu Macce tena < 35 Kr.

4.4. OcoOble yka3aHHSl M MePbl NPEIOCTOPOKHOCTH NPH MPUMEHEHUHU

C 0CTOPOKHOCTBIO

- Hapymenue @pynkunu nouex;
- HapylIeHHE PUTMa M IPOBOAUMOCTH CEpAlla, B TOM uucie, yuiMHeHue uHtepBana QT,
HapyLIEHUs AIEKTPOIUTHOrO OaslaHca, 3aCTOMHAs cepliedyHasl HeJJ0CTaTOYHOCTb.

Oco0ble yKa3aHus

[Ipy coBMECTHOM NpPUMEHEHHWU IIpernapara ¢ AaHTAUMIHBIMM WM aHTUCEKPETOPHBIMU
IpernapaTamy MOCJIEAHNE CIIEyeT IPUHUMATB I10CIIE, a HE JI0 €/Ibl, T.€. UX HE CIIEyeT IPUHUMATh
oHOBpeMeHHO ¢ npenapatom JOMIIEPHUJIOH.

Ilpumenenue y oemet

[Ipemapat B peakux Ciydasx MOXKET BbI3bIBaTh HEBPOJIOrHUecKHe Mo00uHbIe 3S((EeKTsI
(cM. paznen 4.8.). B cBsa3u ¢ 3TUM, clenyeT CTpOro NpUAEPKUBATHCS PEKOMEHJOBAHHON J103bI

(cM. pasgen 4.2.).
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Heponoruueckue HexenarenbHble 3PGEeKTsl MOTYT GBIE QBME'?TW%EE&HﬁJEKOﬁ

npemnapara, Ho HeoOXOAMMO MPUHUMATh BO BHHUMAHUE U JIPYTHE BO3MOXKHBIC MPUYMHBI TAKHX
a¢dekToB.

Ilpumenenue npu 3a601e6anusax cepoeyHo-cocyoucmon Cucmembl

B HEKOTOpBIX S3MUAEMUOJOTHYECKUX HCCIEAOBAaHUAX ObUIO II0Ka3aHO, YTO IPUMEHEHHE
JOMIIEPUIOHA MOXKET OBITh CBSA3aHO C TIOBBIIICHHEM PUCKA CEPhE3HBIX JKEITYIOUYKOBBIX ApUTMUN
WIM BHE3aIMHON KOpoHapHOW cMeptu (cM. pazzaen 4.8.). Puck moxer ObITh Oojiee BEpOSTEH Y
nanueHToB ctapie 60 jeT ¥ y NanueHToB, IPUHUMAIOIIUX [IpernapaTr B CyTOUHBIX Jl03ax Oosee
30 mr.

[TaruenTs! crapiue 60 JeT nepes npueMoMm Ipernapara J0HKHbBI IPOKOHCYJIBTUPOBATHCS C BpauOM
(cMm. pasgen 4.2.).

[TpuMeHeHne fOMIIEpUAOHA U IPOYUX MPENapaToB, MPUBOIAIUX K yaIuHeHuto unrepsana QTc,
HE PEKOMEH/I0BAHO y MALIUEHTOB C UMEIOIIMMUCS HapYIIEHUSIMH ITPOBOIUMOCTH - B YACTHOCTH, C
yarHeHueM uHTepBasia QTc, M y manueHTOB ¢ BRIPAXKEHHBIMU HAPYIICHUSMH 3JICKTPOIUTHOTO
OamaHca (TUIIOKANIMEMHUs, TUNEPKAINEMHUs, TMIOMarHMeMus) WM C Opaaukapaued, wid y
NAlMEHTOB C COMYTCTBYIOIIMMHU 3a00JIEBaHUSAMM CEpAlla, TAKMMU Kak 3acTOHHas cepjeuHas
HesocTaToyHocTh. Kak wM3BecTHO, Ha (oOHE HapylIeHHs] 3JEKTPOJIMTHOIO paBHOBECUS U
OpasuKapaAuy TOBBIIIACTCS PUCK BOSHUKHOBEHUS apUTMHUU.

B cnyyae nosiBneHus: Npu3HaKOB UM CUMIITOMOB, KOTOPbIE MOT'YT OBITh CBSI3aHBI C CEPJIEUHOMN
apuTMHEH, Tepanuio MpernaparoM He0OX0AUMO MPEKPATUTh U MPOKOHCYIBTUPOBATHCS Y Bpaya.
Ilpumenenue npu 3a6o1e6anusx noyex

Tak kak 04eHb HEOOJBIION MPOIEHT Mperapara BEIBOJUTCS MOYKAMU B HEU3MEHEHHOM BHJIE, TO
KOPPEKIIMSI pPa30BOH J103bl y OOJIBHBIX € OYEUHOM HEAOCTATOYHOCTHIO He TpeOyercsa. OiHako npu
IOBTOPHOM Ha3HAYeHMHU Ipernapara yacToTa MPUMEHEHHUs JIOJKHA ObITh CHMXKEHA JI0 OJJHOIO-
JIBYX Pa3 B CYTKH, B 3aBUCUMOCTH OT TSKECTH HapylIeHu# GpyHKIuu novek (cM. paszaen 4.2.). [lpu
JUTATEIIEHOW Tepaliy MAIlMEeHTHI JOJDKHBI HAXOIUTHCS MOJT PErYIISIPHBIM HAOIIOICHHEM.
Ilomenyuan nekapcmeenHo2o 83aumo0ercmeus

OcHOBHO# IyTh MeTaboMU3Ma JoMIepHI0Ha ocyiecTBisercs nocpeacrsom CYP3A4. In vitro
JTAaHHBIE U pe3yIbTaThl HCCIEIOBAHNHN Y UEJIOBEKA MOKA3bIBAIOT, UYTO COMYTCTBYIOIIEE TPUMEHEHHE
JIEKapCTBEHHBIX CPEJCTB, 3HAUUTEIHHO HHIHOUPYIOLIUX 3TOT (PEPMEHT, MOXKET COITPOBOXKAATHCS
YBEJIMYEHUEM KOHLIEHTpalUii AoMIIepHIoHa B Tu1a3me. CodeTaHHOe IPUMEHEHHE JOMITEpPHIOHA C
cuibHOIeiicTByromMEU HHruouropamu CYP3 A4, koTopsle, O MOJIy4€HHBIM JaHHBIM, BBI3bIBAIOT
yumHenne uaTepBana QT mpoTtuBomnokazano (cM. paszaen 4.3.).

HeoOxonumo co0miofath OCTOPOXKHOCTH NPU COBMECTHOM IPUMEHEHHH JOMIIEPHJIOHA C

cunbHOecTByommME nHruouTopamu CYP3 A4, koTopble He BHI3BIBAIOT YUIMHEHUE HHTEpBaJIa

4
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BO3HUKHOBEHHS MPU3HAKOB WJIM CUMIITOMOB HEXEJIaTeIbHBIX peakuui (cM. pasaen 4.5.).

HeoGxomuMo co0mogaTh OCTOPOKHOCTb TPH  COYETAHHOM MPUMEHEHHH JIOMIIEPHIIOHA C
JICKapCTBEHHBIMU CPEACTBAMH, KOTOpBIC, MO TMOJIYYEHHBIM JAaHHBIM, BBI3BIBAIOT Y/UIMHEHUE
untepBana QT, u He0OX0oAUM TIIATETBHBIA MOHUTOPUHT MAIIMEHTOB HA MIPEIMET BOSHUKHOBEHUS
NPU3HAKOB WJIM CUMIITOMOB CEPJICYHO-COCYAUCTHIX HEKEIATSIBbHBIX PEaKIIHA.

[TprMepbl TaKUX JIEKAPCTBEHHBIX CPEICTB:

*  aHTHApUTMHYECKHE cpelcTBa Kiacca [A (Hampumep, AM30MUpaAMUA, XUHHU]IUH);

*  aHTHapUTMHuecKue cpeictna kiacca Il (manpumep, amuonapoH, 1odeTuana, ApoHeTapOH,
UOYTUITU]I, COTAJION);

*  OMNpe/eTCHHBIC aHTUIICUXOTHKH (HAIpUMep, TaIoNepH IO, MMMO3HI, CEPTUHION);

*  OIpele’eHHbIE AaHTUICIPECCAHTHI (HampUMep, HUTAIOIPaM, ICIIUTAIIONPaM);

*  ompeleieHHbIC aHTHOUOTUKH (HAIIpUMeEp, JIEBO(MIOKCAIIMH, MOKCH(IIOKCAITUH);

*  OIpenereHHbIE IPOTUBOrPUOKOBBIE CPEACTBA (HAPUMEp, IEHTAMUINH);

*  OIpe/eeHHBIC TPOTHBOMAISIPUIHBIEC CPEACTBa (HaIpuMep, TaaodanTpuH);

*  OIpeleseHHbIE KeTyJOUHO-KUIICYHbIE JIeKapCTBEHHBIE CPEACTBA (HApUMeEp, TOJIACETPOH);

*  OmpeleseHHbIE MPOTHUBOOIYXOJEBbIC JIEKAPCTBEHHBIE CpeACTBa (Hampumep, TopeMudeH,
BaHJIeTaHUO);

*  HEKOTOpbIE JpyTue JIEKapCTBEHHBIE CPEeNICTBA (HApUMep, OCTTPHUIIII, META/I0H).

BcnoMorarenbHEIe BeIIeCTBA

Cycnensus misa npuema BHyTpb JJOMITEPUJIOH comepxut copOUTON 1 HE pEKOMEHI0BaHa JIJIs
npueMa NarMeHTaMu ¢ HeMePeHOCUMOCThIO COPOUTOIIA.

N3-3a HasMums B cocTaBe MpONMmInaparuapokcuOeH30ara U METHINaparupoKkcuOeH30aTa npuemM
mpernapaTa MOKeT BbI3BaTh aJUIEPTUYECKUE PeaKIUK (B TOM YHCIIE, OTCPOYCHHBIE).

4.5. B3ammopeiicTBHe ¢ JPYrHMH JIEKAPCTBEHHBIMH MNpenapaTtaMu H JApyrue BHJbI
B3aMMO/1eiicTBUS

AHTHXOMHHEPTUYECKUE TIpenapaThl MOTYT HEHTPAIN30BaTh ACHCTBUE TIpemapara.

[TepopanpHas OMOIOCTYMHOCTH Tpernapara yMEHBIIAETCS IOCie MPEANISCTBYIOIIETo MpruemMa
MUMETHIMHA WIA HaTpus TujapokapOboHata. He crienyer mnpuHMMATh aHTAMIHBIE U
AHTHCEKPETOPHBIE Mpernaparbl OAHOBPEMEHHO C JOMIIEPUIOHOM, TaK KaK OHU CHUIKAIOT €ro
OMOIOCTYITHOCTH MOCIIE MPHEMa BHYTpPh (cM. pasnen 4.4.).

['maBHyro ponb B MeTtabomusme pommepunoHa wurpaet uzopepmenT CYP3A4. Pesymbrarhl
WCCJICIOBAHMM In Vitro M KIMHUYECKUI ONBIT MOKA3bIBAIOT, YTO OJHOBPEMEHHOE MPUMEHEHUE
MpenaparoB, KOTOPbIE 3HAYUTEILHO WHTHOUPYIOT OSTOT H30(EPMEHT, MOXET BBI3BIBATH

IOBBIIICHHUEC KOHHeHTpaHI/Iﬁ JAOMIICPUJIOHA B IIJIa3zMe. HO3TOMy COUCTAHHOC IMPUMCHCHHC
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JAHHBIM, BbI3bIBaIOT yniuHeHue uHTepBana QT, mporuBomokazano. HeoOxomumo cobmonathb
OCTOPOXKHOCTb IPU COYETAHHOM IIPUMEHEHHU JIOMIEPUJIOHA C CHUJIbHOJEHCTBYIOIUMU
uaruoutopamu CYP3A4, xoTopble He BBI3BIBAIOT yaiauHeHue wuHTepBasa QT, a Takxke ¢
JICKapCTBEHHBIMU CPEACTBAMM, KOTOpBIC, MO TMOJIYYEHHBIM JaHHBIM, BBI3BIBAIOT YIUIMHEHUE
untepBana QT.

K unciy cunbabix nuaruéuropos CYP3A4 otHoCsTCS:

* A3onbHBIE TNPOTHBOIPUOKOBBIE TMIpemaparbl, Takue Kak (IYKOHA301*, HTPaKOHA30,
KETOKOHa30JI* U BOPUKOHA30*;

* AHTHOMOTHKH-MaKpPOJUIBI - HAPUMED, KIAPUTPOMHUIIMH* U S)PUTPOMULIUH*;

* Wuruburoper mpoteassl BUY - nHanmpumep, ammpeHaBHp, aTa3aHaBHp, (OcaMIpeHaBup,
WHAWHABHD, HeN(PUHABUDP, PUTOHABUP U CAKBUHABUD;

* AHTaroHUCTHI KaJbIUsl, TAKKE KaK JAUITHA3EM U BeparaMu;

* AMuomapon*;

* Anpenurasr;

* Hedazomnon;

* TemuTpomuia*.

(ITIpenapatbl, HOMEUCHHBIC 3BE3/I04KO#, KpoMme Toro, yuuHstoT natepai QT¢ (cm. pazaen 4.3.).
B psne uccnenoBanuii (papMakOKMHETHYECKUX U (papMaKOAMHAMUYECKUX B3aWMOJAEUCTBUMN
JOMIIEPUIOHA C MEPOPaIbHBIM KETOKOHA30JI0M M NEPOPAIBHBIM SPUTPOMULIMHOM Yy 30POBBIX
JOOPOBOJIBIEB OBIJIO MOKA3aHO, YTO 3TH Ipenaparbl 3HAYUTEIbHO HHTHOUPYIOT MEPBUYHBINA
MeTaboIM3M TOMIEPUIOHA, ocylecTBIseMblil n3ohpepmentom CYP3A4.

[Tpu onHoBpemenHoM npueme 10 Mr fomnepuaoHa 4 pasza B cyTku u 200 Mr keTokoHa3o0ua 2 pas3a
B CYTKM OTMEYaJIOCh yJUIMHEHHE nHTepBasia QTc B cpenHeM Ha 9,8 Mc B TedeHHE BCero nepuoja
HaOJIOIeHUs, B OTJENIbHbIE MOMEHTBHl HM3MEHEHHus BapbupoBanmu oT 1,2 mo 17,5 mc. Ilpu
oaHOBpeMeHHOM npueme 10 mr nommnepuaona 4 pasa B cytku u 500 mr spurpomuiinia 3 pasza B
CYTKH OoTMeuasnoch yminHeHue untepsaina QTc B cpeqHem Ha 9,9 Mc B TeueHue Bcero nepuoja
HaOII0/IeHUs, B OT/I€TbHBIE MOMEHTHI U3MEHEHHsI BapbupoBaiu oT 1,6 1o 14,3 mc. B kaxxaom u3
3TuX uccieaoBaiuii Cmax 1 AUC nommepuioHa ObLTH yBETHMYEHBI NMPUMEPHO B TPHU pasa
(cMm. pasgen 4.3.).

B mnacrosimiee Bpemsi HE HM3BECTHO, Kakoll BKiaag B u3MeHeHwe wuHTepBaa QTc BHocAT
MOBBILIEHHBIE KOHIIEHTPALMK JOMIIEPUIOHA B IUIa3Me.

B »sTux uccnenoBanusx MoHotepanus gomnepuaoHoM (10 Mr yeTbipe paza B CyTKH) IpuBeia K
yanraennto naTepBasia QTc Ha 1,6 Mc (MccinenoBanme KETOKOHA30J1a) U Ha 2,5 MC (MCClIeIOBaHNe

SPUTPOMMIIMHA), TOT/a KaK MOHOTepamusi KeTokoHa3oinoMm (200 mr nBa pasa B CYTKH) U
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MOHOTepanus SpurpomuHoM (500 Mr Tpu pasd B cyTKdﬂBﬁgg§§En%%%EEﬁ%aHé QTc

Ha 3,8 u 4,9 Mc, COOTBETCTBEHHO, B T€UEHUE BCErO Meproa HabI0ICHHUS.

B apyrom uccrnenoBaHuM ¢ MPUMEHEHHEM MHOTOKPATHBIX J103 Y 3JI0POBBIX JOOPOBOJIBIEB, HE
ObLI0O OOHapYXXEHO 3HAUYMMOro Yy/UIMHEeHHs uHTepBasia QTc BO Bpemsi CTalllOHApHON
MOHOTepanuu gomrepuoHom (40 Mr deThipe pa3a B CyTKH, oOmias cyrodnas no3a 160 mr, 9ro
CYILIECTBEHHO TIPEBBIIIAET PEKOMEHIYEMYI0 MAaKCHMAJIbHYIO CYTOUHYIO n03y). [lpu stom
KOHIIEHTpPAIlMU JIOMIIEPUOHA B IUIa3Me OBUIM CXOAHBI C TAaKOBBIMH B HCCIEAOBAHUSIX
B3aMMOJICHCTBUS IOMIIEPUIOHA C IPYTUMHU MperapaTaMu.

CoueraHHOe MPUMEHEHHE AHTUXOJUHEPTrUYECKHX JIEKAPCTBEHHBIX CPEICTB (HAmpHUMep,
nexcrpoMeropdana, TupEHTHIPAMIHA) MOXKET MPETSITCTBOBATH PA3BUTHIO aHTHIUCIICTITHYECKIX
a¢(dekToB mpemapara.

[Tockonpky mpemapaT 00JaaeT racTPOKMHETUYECKUM JEHCTBHEM, TEOPETHUECKU OH MOT Obl
BIUATh Ha aOCOpOLMIO OJHOBPEMEHHO MPUMEHSIONIMXCS IEePOPANbHBIX IIpernapaTtoB - B
YaCTHOCTH, IPENapaToB C IMPOJIOHTHPOBAHHBIM BBICBOOOXKICHHEM AKTHBHOTO BEIECTBA WIIU
MPErmapaToB, MOKPHITHIX KAIICYHOPACTBOPUMOK 0005109K0i. OHAKO MPUMEHEHHE TOMITCPUI0HA
y HanueHToB Ha (oHEe mpueMa mapareramoia WIH JAUTOKCMHA HE BIUSJIO HAa YPOBEHb ITHX
[IpernapaToB B KPOBHU.

[Ipenapatr MOXXHO MPUHUMATH OJTHOBPEMEHHO C:

- HEUPOJIENITUKAMH, JEHCTBAE KOTOPBIX OH HE YCUIIMBAET;

- C aroHUCTamM# A0(aMUHEPTUYECKUX PELenTOpoB (OPOMOKPUIITHH, JIEBOJOIA), TOCKOIbKY OH
yTHETAeT UX HexemarenbHble nepudepuueckue 3pPeKTrl, Takue Kak HapylIeHUs MUIIEeBAPEHUS,
TOIIHOTA U PBOTA, HE BJIUSS MIPU STOM Ha MX HEHTpaIbHbIC 3()PEKTHI.

4.6. ®epTUIBHOCTH, 0EPEMEHHOCTH U JIAKTAIUSI

bepemeHHOCTD

JlaHHBIX O MPUMEHEHUH TOMIEPUIOHA BO BpeMs OEpEeMEHHOCTH HEJJOCTATOYHO.

K nacTosiimemy BpeMeHH HE UMEETCS IaHHBIX O TIOBBIIIEHWN PUCKa TOPOKOB PA3BUTHSA Y JIOJICH.
Tem He MeHee, mpemnapar clielyeT Ha3HauaTh P OEPEMEHHOCTH TOJIBKO B TOM CIIy4ae, €Clu €ro
MPUMEHEHHE ONPABAAHO 0KMIAEMON TEPareBTUYECKOM MOJIb30i.

JlakTanus

KonuyecTBo momrepuona, KOTOPOE€ MOXKET MONACTh B OPTaHU3M PEOCHKA C TPYAHBIM MOJIOKOM,
ABIISIETCS] HEOOIbIIMM. MakcuMasbHas OTHOCUTENbHAS /1032 Ui MiaaeHIeB (%) olleHuBaeTCs Ha
ypoBHe okosio 0,1 % oT 103bl, MPUHATON MAaTephl0 B pacueTe Ha maccy Tena. HeusBecTHo,
OKa3bIBA€T JIM ATOT YPOBEHb OTPUIIATEIILHOE BO3JACHCTBME HA HOBOPOXKICHHBIX. B CBSI3U C 3TUM,

NPy IPUMEHEHUH TIpenapara B NEPUOJ JIAKTALMH CIIEAYET NPEKPATUTh TPYTHOE BCKAPMIIMBAHUE.
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4.7. BausiHde HA CIOCOOHOCTH YNPABJISATH TpananB%:h};ﬂﬁpPQﬁ&&’%M?ﬁTﬁa%é%'&%b c

MeXaHU3MaMH

HeoGxoauMo cobmofath OCTOPOXKHOCTh MPU YIPABICHHH TPAHCHOPTHBIMH CPEJICTBAMHU U
3aHATUSAMM ~ JPYTUMHM I[OTEHLUAJIBbHO ONACHBIMU BHJAMU  JIESITEIbHOCTH, TPEOYIOIUMU
HOBBIIIEHHON KOHLIEHTPAllMM BHUMAaHHUS U OBICTPOTHI IICUXOMOTOPHBIX peakuuil, B CBA3M C
PHCKOM pa3BHUTHUS TOOOYHBIX PEAKLMi, KOTOPBIE MOTYT BIHATH HA YKa3aHHBIE CIIOCOOHOCTH.

4.8. HexenatelbHble peaKIUu

Pesrome nmpoduisg 6esonacHOCTH

HexenatenbHble peakiuu, HaOmogaBmuecs y > 1 % manueHToB, NPUHUMABIIUX Ipenapar:
JeTIpeCCusi, TPEBOTa, CHIYKEHHE WIIM OTCYTCTBHE JINOH]I0, TOJIOBHAS 00JIb, COHJIIMBOCTD, aKaTU3HA,
Juapesi, CyXOoCTb BO DTy, ChIllb, 3yJ, YBEIUYCHHE MOJIOYHBIX JKEJIC3/THHEKOMACTHs, O0JIb U
YYBCTBUTEIBHOCTH B 00JIACTH MOJIOYHBIX JKeJIe3, FAJIaKTOPEs., HAPYIICHUS MEHCTPYaJIbHOTO ITHKJIa
U aMEHOpesl, HapyIICHHUE JTaKTAlluH1, aCTCHHUS.

Hexenarenbubie peakuuu, HaOmonaBmuecs y <l % manueHToB, IPUHUMABIINX Mpenapar:
TUIICPYYBCTBUTCIBHOCTDL, KpallMBHUIIA, OTCK MOJIOYHBIX KCJIC3, BBIACICHHUA U3 MOJIOYHBIX KCJIC3.

Pe3roMe HekenaTebHBIX PeaKIUN

[IpuBeeHHBIC HIKE HEXKENaTeNbHbIC (P (EKThI KIIACCH(PUIIMPOBAIHN CIICIYIOIIUM 00pa3oM: OueHb
yacmo (= 10 %), uacmo (= 1 %, no <10 %), neuacmo (= 0,1 %, no < 1 %), peoxo (= 0,01 %, no
<0,1 %) u ouenw pedko (< 0,01 %), Bxirouas OT/€IbHBIE CIYYaU.

[Io paHHBIM CIOHTAaHHBIX COOOIIEHHWH O HEXKENaTelIbHBIX SBICHUSX, BBISIBICHHBIX B
MOCTPETUCTPAILIMOHHOM TEePHOJIE MPUMEHEHUS Mpernapara

Hapywenus co cmopoHbl UMMYHHOU CUCTEMBbL.

OueHb peako: aHAPUIIAKTHIECKUE PEaKINH, BKIFOUast aHA(PHUIaKTHUECKUH MIOK.

Tcuxuueckue paccmpoiicmaa.

OdeHb peKo: MOBBINIEHHAS BO30YANMOCTH (TPEUMYIIECTBEHHO Y JIeTeH ), HEPBO3HOCTb.
Hapywenus co cmopoHbl Hep8HOU cucmembl.

OdeHb  peaKo:  TOJOBOKPYXKEHHE, OKCTpallMpaMUIHBIE  pPAacCTPOHCTBA H  CYIOpPOTH
(MpenMyILECTBEHHO Y JIeTei).

Hapywenus co cmoponul cepoya.

Ouens penko: ymanuHeHne uHTepBana QT, cepbe3HBbIE KEyTOYKOBBIE apUTMHUU™, BHE3arHas
KOpOHapHasi CMEPTh*.

Hapywenus co cmopoHul Kodcu u NOOKOIHCHOU KIemUamku.

OdeHb peKo: KpaluBHUIA, AHTHOHEBPOTHUECKHUN OTEK.

Hapywenus co cmopoHbl nouex u Mo4egbl800AWUX NYMel.

Ouensb penko: 3a7ep>kKa MOYH.
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Jlabopamopnvie u uncmpymenmanvhvle OaHHbLE (NOCNEOOBATENEHOCTE 0001)
OdeHp  penko: OTKJIOHEHUS  JIaDOpaTOpHBIX  TOKaszarened  (yHKUMHM  TICYCHH,
TUNEPIPOIAKTHHEMHSI.

HexenaTenbHble peakUMM, BBIABICHHBIE B XOJ€ IOCTPETUCTPALMOHHBIX KIMHUYECKHUX
HUCCIIEIOBAHUMN.

Hapywenus co cmoporvl UMMYHHOU CUCTeMbl.

Yacrora Hen3BecTHA: aHA(MITAKTUYECKHE PEAKIINHU, BKITIOYasi aHa()UITaKTUIECKHUA HIOK.
Tlcuxuueckue paccmpoiicmaa.

HeuacTo: noBbleHHas BO30YAUMOCTD (IIPEUMYILECTBEHHO Y J1€Tei), HEpBO3HOCTb.

Hapywenus co cmopoHbl HepeHOlL cucmembl.

Yacro: roJIoBOKpYyKEHUE.

Penxo: cynoporu (IpeumyIiecTBEHHO y AeTe).

YacToTa HEM3BECTHA: SKCTPAIIMPAMUIHbBIE pacCTPOiiCTBA (IPEUMYILECTBEHHO Y JIETeH).
Hapywenus co cmoponul cepoya.

Yacrora Hew3BecTHa: yminuHeHne wuHTepBaia QT, cepbe3Hble JKEIyJZOYKOBBIE apUTMHH™,
BHE3aITHasi KOpOHapHasi CMepTh™.

Hapywenus co cmoponul Kodcu u nOOKOIHCHOU KIemyuamku.

YacToTa HEU3BECTHA: AHTMOHEBPOTUYECKUH OTEK.

Hapywenus co cmopoHbl no4ex u MOYebl800AWUX NYMEl.

Heyacro: 3agepxka Mo4u.

Jlabopamopnvle u uncmpymenmanbHble OaHHbIe.

Heuacro: oTkiioHeHMs TaOOpaTOpHBIX MOKa3aTeae PyHKINY eYeHHU.

Penko: runepnponakTHHEMHUS.

*B  HEKOTOpPBIX SMHJIEMHOJIOIMYECKHX HCCIEIOBaHUAX ObUIO II0Ka3aHO, YTO IPUMEHEHUE
JIOMIIEPUIOHA MOXKET OBITh CBSI3aHO C MOBBIIIEHUEM PUCKA PA3BUTHUS CEPhE3HBIX JKETYA0UKOBBIX
apUTMUN WM BHE3almHOW cMepTU. PUCK BO3HHMKHOBEHHUS JTaHHBIX SIBICHUN Oojee BEpOSITEH Y
nanueHToB crapiie 60 jeT ¥ y MalueHToB, IPUHUMAIOIIUX IpernapaT B CyTOYHOU 103e Oolee
30 mr. PekomMeHIOBaHO MpHMEHEHHE IOMIEpPUAOHA B HaMMEHbIIeH >PQeKTHBHON n03e y
B3POCIIBIX U JETEH.

COO6HI€HI/I6 0 TOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKITNAX

BaxHo coo0marsh O M0J03pPEBAEMBIX HEXKENaTeIbHBIX pPEaKLUUAX IOCIe PEerucTpanuu
JIEKapCTBEHHOTO Iperapara ¢ elbl0 00ecTedeHnsl HePepbIBHOTO MOHUTOPUHTAa COOTHOIICHHS
«I0JIb3a - PUCK» JIEKApCTBEHHOTO Mpernapara. MeOUIMHCKAM pabOTHHKAM pPEKOMEHIYyeTCs

COO6H13TB 0 JII00BIX moaO3pC€BACMbIX HEXKCEIIATCIIBHBIX PCAKIUAX JICKAPCTBCHHOI'O IIp€rapara
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EBpa3uiickoro 3K0HOMHYECKOr0 COI03a.

Poccniickas ®@enepanus.

@OenepalibHas ci1yx0a 1o Ha3OPY B cepe 31paBOOXPaHEHUSI.

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

Tenedon: +7 800 550 99 03

DnekrpoHHas mouta: pharm@roszdravnadzor.gov.ru

Cair B UH()OPMAITMOHHO-TEJIEKOMMYHUKAITAOHHON ceTu «uTepHeT»:

https://www.roszdravnadzor.gov.ru/.

4.9. Tlepeno3upoBka

CHMIITOMBI

Crnyyau mepefno3upoBKU ObUTHM OTMEUEHBI, B OCHOBHOM, y TPYAHBIX J€Te W JeTed CTapIiero
Bo3zpacta. CHMITOMBI TEpPEJO3UPOBKM MOTYT BKIJIIOYATh MOBBIIICHHYIO BO30yIUMOCTb,
W3MCHEHUE CO3HAHMSI, CYIOPOTH, JAC30PUEHTAIINIO, COHIIMBOCTH M SKCTPAITUPAMUIHBIC PEAKIIHH.
JleueHme

Cneuuduueckoro aHTHIOTa [OMIEPUIOHA HE CyIIeCTByeT. B ciyuae mnepeno3upoBKU
PEKOMEHIyeTCs TIPOMBIBAHHE JKETyJKa B TEUEHUE OJHOI0 Yyaca C MOMEHTa IpueMa rpemnapara u
MIPUMCHECHUE aKTHBUPOBAHHOTO YIiis. PekoMeHAyeTcss BHHMATEIBHO CIICTUTH 32 COCTOSHUEM
MaryeHTa W MPOBOJUTH IOJICPKUBAIOIIYIO TEPaNnio0. AHTUXOJIHMHEPTHUECKUE CPEJCTBA,
npenaparsl, IpUMEHseMble sl JIEYeHUs MapKUHCOHHM3MA, WM aHTHUTUCTAMHHHBIC Tperaparhl

MOT'YT OKa3aTbCs B(I)(I)CKTI/IBHBIMI/I IIpU BOSHUKHOBCHHUU SKCTPAITUPAMHUIHBIX peaKHHﬁ.

5. ®APMAKOJIOTHYECKHUE CBOMCTBA

5.1. ®apmakoIUHAMHYECKHUeE CBOIiCTBA

dapmakoTepaneBTHUECKasi Tpylmna: CpeacTBa Ui JiedeHUs (YHKUIMOHAJIBHBIX HapylleHUH
eIy TOYHO-KUIIIEYHOTO TPAKTA; CTUMYJISITOPBI MOTOPHKH JKEITyTOYHO-KHIIIEYHOTO TPAKTa.

Kox ATX: AO3FAOQ3

Mexanusm neiictBus, dapMakoarnHaMuueckue dhdhexTol

JloMnepuaoH - aHTAaroHUCT JjgodamMHHa, OONAJAIOIMK MPOTHBOPBOTHBIMU CBOMCTBAaMH.
JlomriepuioH TMJI0OXO TMPOHHMKAET uepe3 remartosHuedannueckuid Oapbep. [Ipumenenue
JOMIIEPUOHA PEIKO CONPOBOXKIACTCS AKCTPANUPAMHUAHBIMH MOOOYHBIMHM  JIEWCTBUSMH,
0COOEHHO y B3pOCIbIX, HO IOMIIEPHIOH CTUMYJIMPYET BbIICTICHUE NIPOJaKkTHHA U3 runoduza. Ero
IPOTHBOPBOTHOE JEHCTBUE MOXXET OBITh OOYCIIOBJIEHO COYETaHHEeM Hepupepruyeckoro

(racTpOKHHETHYECKOI0) ICUCTBUS U aHTaroOHW3Ma K perientopam JopaMuHa B XeMOPELENITOPHOI

10
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HccnenoBanust Ha UBOTHBIX W HU3KHE KOHLEHTPALMU Iperapara, BBIBISEMbIE B TOJIOBHOM
MO3Tre, CBHJIETEIbCTBYIOT O MPEUMYIIECTBEHHO Nepu(PepruuecKoM IeHCTBUU JOMIICPHIOHA Ha
N0(haMUHOBBIE PELIENTOPBI.

[Ipy mpuMeHeHMM BHYTpPh JOMIEPUIOH YBEIMUYMBACT MPOJOJIKUTEIBHOCTh AHTPAJIbHBIX H
JyOJCHAJBHBIX COKpAILLEHUIN, YCKOPSET OIOpPOKHEHUE JKellyJKa M IOBBIIIAET JaBJICHUE
cUHKTEepa HIDKHEro OT/ela nuieBoa. JloMnepuaoH He OKa3bIBaeT ACUCTBUS Ha KETYIOUHYIO
CEKpELHIO.

5.2 PapmakokuHeTHYECKHE CBOMCTBA

AOGcopouus

[Ipu mpueme HaTOIIAK JOMIIEPHIOH OBICTpO abcopOHMpyeTcst mocjiae mpruemMa BHYTPb, TUKOBBIE
IUIa3MEHHbIE KOHIEHTpauuu aocturarorcs B TedeHue 30—60 muuyr. Huskas aOcomroTHas
OMOAOCTYIHOCTb TOMIIEPHIOHA IIPH NpHEME BHYTPh (IpuMepHO 15 %) cBsi3aHa ¢ MHTEHCUBHBIM
IPECUCTEMHBIM METa00IM3MOM B KUIICYHON CTEHKE H MEYCHHU.

Jomnepuion cieayet npuHuMaTh 3a 15 — 30 MuHyT 10 ebl. CHUKEHUE KUCIIOTHOCTH B JKETYIKE
IOPUBOAUT K YXYALIEHHIO BCACBhIBAaHUS JOMIIEPUJOHA. BHOAOCTYHMHOCTH MpH IpHUEME BHYTPhb
CHIDKAeTCs MpH NpeABApUTEILHOM IIpUeMe LUMETUANHA U HaTpus OukapOoHnata. [Ipu mpueme
npernapara 1mocie epl AJis JOCTHKEHUS MaKCUMalIbHOU abcopOumu TpedyeTcs O0bIle BpEMEeHH,
a riomaae noa papmakoknHeTnyeckoil kpuBoi (AUC) HECKOIBKO YBETUUYHUBAETCS.

[Ipu mnpuemMe BHYTpPh JOMIEPUIOH HE HAKAIUIMBAETCS M HE MHIYyLUPYET COOCTBEHHBIN
MeTab0JIM3M; MUKOBBIH M1a3MEeHHBIH ypoBeHb 21 Hr/Mi yepe3 90 MUHYT mociie 2 Heslenb pueMa
npenapara BHYTpb B J03¢ 30 Mr B CyTKH OBLI MPAKTUYECKH TaKUM K€, KaK YpOBEeHb 18 Hr/mi
II0CJIE NTpHUEMA IIEPBOM 103BI.

Pacnpenenenue

JlomnepuaoH cBs3bIBaeTcsa ¢ Oenkamu Iuiasmbl Ha 91 — 93 %. MccnenoBanust pacnpeeneHus
npenapara ¢ paJuOaKTUBHOM METKOM Yy >KMBOTHBIX NOKa3alM €ro IIUPOKOE paclpeleseHHue B
TKaHSX, HO HU3KHE KOHIIEHTpallMM B rojloBHOM Mo3sre. HeOosnbline konudecTBa Ipernapara
IIPOHUKAIOT Yepe3 IUIALEHTY Y KpBIC.

Buorpancdopmarnus

Jommepunon  moaBepraercss  ObBICTPOMY U WHTEHCHUBHOMY  METa0OIM3My  IyTeM
ruapokcunupoBanust U N-nmeankuiaupoBaHusi. HMceciaenoBanuss wmerabonmmu3ma in vitro ¢
JTMarHOCTUYECKUMHU MHTMOUTOpaMu Mokasanu, uro uzopepmeHT CYP3A4 sBisercss 0OCHOBHOM
dopmoit muroxpoma P450, yuactBytomiel B N-JeaaKuiIupoBaHUH TOMIIEPHIOHA, B TO BpEMsI Kak
uzopepmentsl CYP3A4, CYP1A2 u CYP2EI yyacTByIOT B apOMaTHYECKOM I'HJIPOKCHIINPOBAHUI

JIOMIIEPHJIOHA.
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(NOCNEQCBATENEHOCTE 0001)

OIMMUHALNS

BoiBenenne ¢ mMouoil m kamom cocrasusieT 31 % u 66 % oT 103bl IpU NpueMe BHYTPb,
cooTBeTCTBEHHO. Jlonst mpemaparta, BBIACISAIONIETOCS B HEU3MEHEHHOM BHJE, SBISETCS
Hebonpimoit (10 % - ¢ kamom u npubnusurenbHo 1 % - ¢ mouoi). [lma3MeHHbI nepuon
MOJIYBBIBEJICHUSI TOCJE OJIHOKPATHOTO MpHeMa BHYTPb COCTaBIsieT 7-9 4acoB y 310pOBBIX
JTOOPOBOJIBIIEB, HO MOBBIIIACTCS Y MAIUEHTOB C TSHKEJION MOYEYHON HEIOCTATOYHOCTBIO.

VY takux OGOJBHBIX (CHIBOPOTOYHBIN KpeaTmHuH > 6 Mr/100 mi, T. e. > 0,6 MMOJB/1I) epHOA
MOJTYBBIBEJICHUS JOMIIEpUI0OHA yBenuuuBaeTcs ¢ 7,4 no 20,8 yaca, HO KOHLIEHTpAIMK Mpernapara
B IUIa3M€ HUXeE, YeM Yy MalMeHTOB C HOpMalbHOM (yHKIMEeH modyek. Manoe KOJu4ecTBO
HEU3MEHEHHOro npenapara (0koso 1 %) BEIBOJUTCS OYKaAMHU.

Oco0ble IPVIIILI TAIUEHTOB

VY nmanueHToB ¢ HapylleHneM (pyHKIMM NeUYeHHU CpeHeN CTeneHH TshKecTH (oueHKa 7-9 Gamos
no mkane Yaina-I1s10), AUC u Cmax AoMIiepuiona 66u1e B 2,9 u 1,5 pasa Bbllie, 4eM y 3I0pOBBIX
TO0OPOBOJIBIIEB, COOTBETCTBEHHO. J{0JIs1 HEeCBs3aHHOH (hpakiuy moBkImanack Ha 25 %, u nepuoa
MIOJTYBBIBEJICHUS YBETUUIHUBAJICS € 15 10 23 yacoB. Y MAIMEHTOB C JISTKUM HapylmIeHHeM (YHKIUU
[IEYEHN OTMEYAJIUCh HECKOJbKO CHI)KEHHBbIE CHCTEMHbBIC YPOBHM IIperapara B CPaBHEHUM C
TaKOBBIMH Yy 3JI0POBBIX 100pOBOJIbLEB Ha OCHOBE Cmax 1 AUC, 06e3 u3MeHeHU! CBSA3bIBAHMS C
OenKamM¥ WM TIepuoJa NOTyBbIBeIeHHs. [laineHTsl ¢ TSOKENbIM HapyImeHneM (YHKIUHU MTeYeHU

HE U3y4YalNCh.

6. ®APMAIEBTUYECKHE CBOMCTBA
6.1. IlepeyeHb BCIoOMoOraTebHbIX BelIeCTB

- Hemtono3a MUKpOKpUCTaIIINYEeCKast

- Kapmennosa narpus

- CopOuTon ®uakuil HekpucTau3oBaHHbIN 70 %
- MetunnaparuapokcuOeH3oaT (HUIIaruH)

- [IponunnaparuapokcudbeH3oar (HUIMa3omn)

- Hatpus caxapunar

- [Tonmucop6at 20

- Harpus ruapokcun

- Bona ounmmennas

6.2. HecoBMecTHMOCTDH

He npumennmo.

6.3. Cpok roaHocTH (CpOK XpaHeHHs )

3 roxa.

12
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6.4. OcoObie Mepbl NPETOCTOPOKHOCTH TPH X

Xpanuts 1pu remmneparype ot 15 no 30 °C.

6.5. XapakTep u coep:kaHie NEPBUYHON YIAKOBKHU

ITo 90 m, 100 M, 110 Mo, 115 mur, 125 mur, 150 mut umm 200 M1 ipenapata Bo ¢iiakoHbI, OaHKH
OpPaH)XEBOT'O0 CTEKJIa C BHUHTOBOM TOPJIOBHHOMW, YKYIOpPEHHBIE MNPOOKAMU U3 TOJHMATHIICHA
BBICOKOT'O HMJIM HU3KOTO JIaBJICHUS W HABHHYMBAEMBIMU KPBIIIKAMH U3 MOJHUATUICHA BBICOKOTO
WIA HU3KOTO JABJICHHS WM YKYIOPEHHBIC KPBIIMIKAMH C KOHTPOJIEM IEPBOTO BCKPHITHS 0€3
NpOOKH, WJIM KPBIIIKAMH C CHCTEMOH «HAXaTh-TIOBEPHYTH» 0€3 MPOOKH W3 MOJIMAITHIICHA
BBICOKOTO WJIM HU3KOTO JIaBJICHHUS, WU KOJIIMaYKaMu aTFOMUHUEBBIMH 0€3 MPOOKH.

ITo 90 M, 100 mur, 110 mu, 115 M, 125 mu, 150 mu unum 200 M1 npenapara Bo (piiakoHBI
KOPHYHEBOTO CTEKJIA, YKYIOPCHHbIE HABUHYMBACMBIMH KPBIIIKAMH C YIDIOTHUTEIHHBIM
3JIEMEHTOM WJIM KPBIIIKAMH C KOHTPOJIEM IIE€PBOTO BCKPBITHS, WJIM KPBIIIKAMU C CHCTEMOM
«HaXaTh-TIOBEPHYTH» M3 MOJUATHIICHA BBICOKOTO WJIM HU3KOTO NABJICHMS, WU KOJIMayKaMu
ATIOMHUHUEBBLIMU.

ITo 90 mur, 100 »ur, 110 mur, 115 mor, 125 mon, 150 Mot wmm 200 mut mpeniaparta Bo (J1aKOHBI, OaHKH
U3 TMOJUATUJICHA BBICOKOTO MM HU3KOTO JIAaBIICHUS, YKYIOPEHHbIE MPOOKaMU M3 MOJUAITHIICHA
BBICOKOTO WJIM HHM3KOTO JIABJICHUS W HAaBUHYMBACMBIMU KPBIIIKAMHU W3 MOJMATUICHA BBICOKOTO
WIM HU3KOTO JABJICHHUS WM YKYIIOPCHHBIC HABHHYMBAEMBIMH KPBIIIKAMH C YIDIOTHUTEIBHBIM
DJIEMEHTOM, WJIH KPBIIIKAMU C KOHTPOJEM TEPBOTO BCKPBITHS, WJIM KPBIIIKAMU C CHUCTEMOM
«HaXKaTh-TIOBEPHYTHY» M3 MOJUITUIICHA BBICOKOTO WIJIM HU3KOTO JaBJICHUS.

I[To 90 mn, 100 M ipenapaTa Bo (hJIaKOHBI U3 MONUATHIIEHTEpe]TaIaTa B KOMILIEKTE C KPBIIIIKAMHU
BUHTOBBIMH M3 TIOJUATHJICHA BBICOKOTO WJIM HHU3KOTO JABJICHHUS W MEPHBIMH CTaKaHUYMKAMH W3
MOJIMTTPOTIUIICHA.

[To 90 mi, 100 mu, 110 Mo, 115 Mo, 125 Mo, 150 M wiu 200 Mot penaparta Bo (hJIakoHbI, OaHKU
U3 TonudITUIIeHTepedTanara, YKynopeHHble HAaBUHYMBAEMBIMU KPBIIIKAMHU C YIJIOTHUTEIHHBIM
DJIEMEHTOM WJIM KPBIIIKAMH, KOJIMAYKaMU ¢ KOHTPOJIEM IEPBOTO BCKPBITHS, WIIM KPBIIIKAMH C
CHCTEMOU «Ha)KaTb-TIOBEPHYTH» W3 MOJUITUIICHA BRICOKOTO MJIM HU3KOTO JABJICHHUS.

Kaxapiii prakoH, 6aHKy BMECTE C MHCTPYKITUEH 10 MPUMEHEHHIO MOMEIIA0T B TAYKy U3 KapTOHA.
JlommyckaeTcsi KOMIUIEKTAllMsl C MEPHBIM CTaKaHYMKOM, MEPHBIM IITPUIIEM WIH MEpPHOU
JIOKEYKOM, JIOTOJHUTEIIHHO MTOMEIIAEMBbIMU B IMauKy. [Ipr KOMIUIEKTAIlMH ¢ MEPHBIM IIIPHIIEM,
¢akoH, 6aHKa YKYHNOPUBAETCS TUIACTUKOBBIM aJJaliTePOM JIJIs ILIIPHIIA.

JomyckaeTcs ymakoBka (uakoHOB, 6aHOKk 0e3 mauku oT 9 10 300 mTykK ¢ paBHBIM KOJIUYECTBOM

MHCTPYKLHUHN MO TPUMEHEHHUIO B KOPOOKY KAPTOHHYIO (/7151 CTAI[IOHAPOB).
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COOTBETCTEYET 3KCNEPTHOMY OTUETY
ot 17.01.2025 Nz 842
6.6. Oco0ble Mepbl MPEIOCTOPOKHOCTH  mpH N rowenr | Gicnbmuiosatioro

JIEKAPCTBCHHOI'0 nmpemnapara HJIH 0TX0/10B, MOJTYYCHHBIX mnmocJjie NMPUMEHECHUSA
JIEKAPCTBCHHOI'0 Ipenmapara 1 IPyru€ MaHUMyJasiluu € nmpemaparom

Ecmu JICKAPCTBECHHOC CPEACTBO IMPHUIILIO B HETOAHOCTH UJIM UCTEK CPOK I'OJHOCTHU, HE BBUIMBAMTE
€T0 B CTOYHBIC BOJbI U Ha YJIUIY. ITomecTHTe JICKAPCTBEHHOC CPEACTBO B IMAKET U IIOJIOXUTE B

MYCOPHBIN KOHTEMHEP. DTH MEPhl IOMOT'YT 3alIUTUTh OKPYXKAIOIIYIO CPENY.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHU S
Poccuiickas @enepanus

OTkpbITOE akMoHepHOe 001ecTBO «MBaHOBCKas papmaneBTHUecKas padbpuka»
(OAO «MBanoBckas (apmareBTudeckas hadpuka)

153007, r. iBanoBo, yn. I'enepana ['opbartosa, a. 19-a

Ten.: (4932) 33-42-73

@axkc: (4932) 33-42-72

e-mail: ivif@yandex.ru

7.1. IlpeacTraBuTeb AepiKATEJIs] PerHCTPALMOHHOIO Y10CTOBEPeHUS

IIpereH3un HOTDC6HT€JI€I>1 HAaIrrpaBJIATH I10 aApECy.

Poccniickas @enepanus

OTtkpeITOE aKIMOHEpHOE 001IecTBO «VIBaHOBCKas apmarieBTUUecKas padpuKa»
(OAO «/BaHoBCKas apmarieBTHYecKas hadpukay)

153007, r. iBanoBo, yn. I'enepana ['opbatosa, a. 19-a

Ten.: (4932) 33-42-73

dakc: (4932) 33-42-72

e-mail: ivff@yandex.ru

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHUA

9. TATA NEPBUYHOM PETMCTPAIIMM (IIOATBEPXKJIEHWS PETMCTPAIIUM,
NEPEPEI'MCTPALINN)

Jlata nmepBoii peructpanuu:

10. IATA HEPECMOTPA TEKCTA
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ot 17.01.2025 N= 842

OOmas  xapakTepUCTUKA JICKAPCTBEHHOTO npenapé@cﬂémwcgg&%ﬂ ! Ha

UHPOPMALIMOHHOM TopTaie EBpasuilckoro SKOHOMHYECKOTO COK3a B HH(POPMALMOHHO-

KOMMYHUKaIMOHHOM cetn «HTepHeT» http://eec.eaeunion.org/.
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