COOTBETCTEBYET ZKCNEPTHOMY OTUETY

: IR0

o

OBIIASI XAPAKTEPUCTHKA JI EKAPCTBERHOTO IPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEIIAPATA

Tonuzop, 50 Mr, Kancysmsl.

Tomuzop, 150 mr, KancyJsl.

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBIN COCTAB

JelicTBytoliee BENIECTBO: TOJINEPU3OH.

Tomauzop, 50 Mr, Kancyiabl

Kaxnas xancymna cogepxut 50 Mr Tojmepu3oHa (B BUIE THAPOXJIOPUIA).

BcmomorarenbHBIE BElIecTBa, HATMYHE KOTOPHIX HA/IO YYHTHIBATH B COCTAaBE JICKAPCTBECHHOTO
npenapara: JakTo3bl MOHOTHIpAT (caxap MOJIOUHBIN) (cM. pa3aensl 4.3, 4.4), KpacuTemnb xene3a
OKCHJI YepHBIH (cM. paznaen 4.4).

Toauzop, 150 Mr, Kancyabl

Kaxxnas kancyna couepxut 150 mr Tonmepusona (B BUie THAPOXIIOPHUIA).

BcmomorarenbHbIE BElIeCTBa, HATMYHE KOTOPBIX HAJIO YYUTHIBATH B COCTABE JICKAPCTBCHHOTO
npernapara: JJaKTo3bl MOHOTHAPAT (caxap MOJOYHBIN) (cM. pasaensl 4.3, 4.4), KpacuTelb Keie3a
OKCH/T YCPHBIN U KPACUTENIb COJTHEYHBIN 3aKaT KENThIH (CcM. pazaen 4.4).

[TonHbIN IepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEJICH B pasnene 6.1.

3. JEKAPCTBEHHAA ®OPMA

Kancynbl.

Tomauzop, 50 Mr, Kancyiabl

KaHCYJ'IBI TBCPABIC KCJIATUHOBLIC Ne 2, Kopnyc CBCTIIO-KEJITOI'O IBETA, KPBIIICUKA CBETIIO-CEPOTO
BCTa, HCIIPO3pavYHbIC.

Toauzop, 150 Mr, Karcyisl

Karncynbl TBepabie sxenatuHoBbie Ne 0. Kopmyc cBeTiio-ceporo 1BeTa, KpblIIeuKa )KeJIToro 1BEeTa,
HEIpO3payvHbIe.

Conepxumoe Karcyl — CMech IMOpOIIKa M TpaHysl Oelnoro Wi IOuYTH Oenoro IBera ¢
XapakTepHBIM 3amaxom. JlomyckaeTcsi yIioTHEHUE COJIEPKUMOTO Karcyid B KOMKH 1o (opme

KarcCyJbl.
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COOTBETCTBYET 3KCMEPTHC

ot 05.12.2023 N= 25

MY OTHETY

4. K JII/IHI/IIIE CKI/IE I[ AHHI)IE ||_| och E.l:l.':: BATENEHOC Th:I- 0000 |
4.1. Iloxka3aHusi K NPUMEHEHUIO

IIpenapar Tonu3zop noka3aH K NPUMEHEHHIO Y B3POCIIBIX 110 TOKA3aHUM:

® CHMIITOMATHYECKOE JICYCHHE CIIACTHIHOCTH, OOYCIIOBICHHON UHCYIIHTOM;

e wMuodacuaIbHbIN 00JICBOW CHHAPOM CPEIHEH U TSKEION CTEIEeH! (B TOM YHCIIC MBIIICYHBIN

cras3M IpH JOPCOMATHUSAX ).

4.2. Pe:kuM 103MPOBAaHNS M CIOCO0 NPUMeEHEeHUs!

PexxuM J103upoBaHus

Jo3a mnpemnapara mnoaOupaercs HCXOAS W3 UHAMBUAYAJIbHON NOTPEOHOCTH MalMeHTa H
MEPEHOCUMOCTH Tpernapara.

Bspocnvie

PexomengoBanHasi cyTo4Has 1032 B 3aBUCUMOCTH OT HWHIUBUIYAJIBHOW NOTPEOHOCTH U
MEPEHOCUMOCTH TIpenapara nanueHTom coctapisieT 150-450 mr, pa3zneneHHas Ha 3 mpueMa.

Oco0bIe I'pYIIIBI NAIIMCHTOB

Tayuenmui ¢ noueunoii He0oCmMamouHoOCmuvio
OnpIT IpUMEHEHUs! TONNEPU30HA Yy MAIMEHTOB C IOYEYHOW HEAOCTATOYHOCTHIO OTpaHHUYEH, y
JJaHHOW KaTeropuu MalyeHTOB Yallle BO3HUKAIN HexKenareabHble peakuuu. [loaTomy y nanyueHTos
C HapyumeHHsAMH (QYHKLIHMU HOYEK CpeiHed CTelneHM HEOOXOJMMO MPOBOAMTH MOJIOODP 03Bl
TOJIIEPU30HA C TIIATEIbHBIM HAOIIOJCHUEM 32 COCTOSHUEM 3/10pOBbs MAallMEHTa U KOHTPOJIEM
¢byskuy novek. [Ipu Tsokenom nopakeHnu NoyeK Ha3HaYeHHE TOJIEPU30HA HE PEKOMEH1yeTCs.
Tlayuenmoi ¢ neueHOYHOU HEOOCMAMOYHOCIBIO
OneIT NpUMEHEHHUS TOJIIEPU30HA Y NMALUEHTOB C IEYEHOYHOU HETOCTATOYHOCTBIO OIPaHUYEH, Y
JTAHHOW KaTeropuu MalMeHTOB Yallle BO3HUKAIN HexenaTeabHble peakiuu. [loaTomy y nanueHTon
C HapyuleHUsIMH (YHKIUU ME€YEHH CpeIHEH CTeneHM HeoOXOJUMO MPOBOJAUTH MOAOODP J03bI
TOJIIEPU30HA C TLIATEIbHBIM HAOJIIOJEHUEM 32 COCTOSIHUEM 3]I0pOBbS MAIMEHTa U KOHTPOJIEM
¢ynkunn mnedeHu. [lpu  TsDKEIOM MOpaKEHUWM T€YeHW Ha3HAa4YeHHWe TOJIMEpU30Ha He
PEKOMEHYeTCs.

eTH
[TpumeHenue npenapata y AeTei IpOTUBONOKa3aHo (CM. pa3zaen 4.3).

Cnooco0 rmpuMeHeHus

BHYTpI) IIOCJIC €bI, 3aIlliBas CTAKaHOM BOJBbI.

BI/IO)IOCTYHHOCTI) TOJITIEPHU30HA CHHUXKXACTCA ITPU ITPUEME HATOIIAK.
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COOTBETCTBYET 3KCINEPTHOMY OTYETY
ot 05.12.2023 Nz 25551
4.3. IIpoTHBONOKA3AHHS (NMOCNEQOBATENEHOCTL 0000)

® TUINEPUYYBCTBUTEIHLHOCTh K TOJMEPU3OHY, XUMUYECKH CXOAHOMY 3IEPH30HY U/WIH K JTH0O00MY
13 BCIIOMOTaTENIbHBIX BELECTB, IEPEUNCIEHHBIX B pasaene 6.1;

e MuacTeHHs gravis;

e 0OEpeMEHHOCTh U MEPHOJ I'PYTHOTO BCKapMIIUBAHMS;

e JIeTCKUH Bo3pacT 10 18 Jer;

® HEMEpPeHOCUMOCTb  TajakTO3bl, JIAKTa3Has HEJOCTaTOYHOCTb, TJIIOKO30-TaJlaKTO3HAs

MajbabCcopOITus.

4.4. OcoOble yka3aHMsl M1 Mepbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTEIO

[lpenmapatr ciuemyer HPUMEHSATh C  OCTOPOKHOCTBIO Yy KCHIIMH, MAIlMEHTOB  C
THIIEPYYBCTBUTEILHOCTBIO K JIMIOKAUHY W/WIIH IPYTHUM IIperapaTaM Wild ¢ ajllepriueii B aHaMHEe3e
(em. mogpazmen «OcoOble yKa3zaHUsA»), Yy TAIMEHTOB C TIOYCYHOH W TICUCHOYHOM
HEJI0CTATOYHOCTBIO (CM. paszen 4.2).

Oco0ble yKkazaHus

Hanbosiee 4YacThIMM HEXKENIATEIbHBIMH PEaKUMSIMH TIPH NPUMEHCHHH TOJIEPH30HA B
MOCTPETUCTPAIMOHHOM TEPUOJIE ObUTM PEAKIMH TUIEPUYYyBCTBUTEILHOCTH. VX BBIPa)KEHHOCTH
BAPBUPYET OT JIETKUX KOXKHBIX PEAKIUH [0 TSHKENbIX CUCTEMHBIX PpEAKUHM, BKIKOYas
aHadmIakTHUYeCKUii oK. CUMIITOMaMH peakuii TUIIePUyBCTBUTEILHOCTH MOTYT OBITh SpUTEMA,
ChIIlb, KPAIIUBHUILIA, 3y, aHTHOHEBPOTUYECKUM OTEK, TAXUKAPIUsL, apTEPUAIbHAsI TUIIOTEH3US UIIHA
OJIBITITKA.

JKeHUMHBI ¥ MaIlMEHTHI C TUIIEPYYBCTBUTEILHOCTBIO K JPYTUM IpenaparaMm Win ¢ aJUIepruei B
aHaMHe3€¢ MOTyT OBITh TOJBEPKEHbI 0o0Jiee BBHICOKOMY PHUCKY TUIEPUYYBCTBUTEIBHOCTH K
TOJIIIEPU30HY.

B ciiyyae u3BeCTHOW TMIIEPUYYBCTBUTEIBHOCTH K JIMJOKAMHY MPU MPUMEHEHUH TOJINEPU30HA
cilenyeT COOI0JaTh MOBBIIIEHHYIO OCTOPOXKHOCTh M3-32 BO3MOXKHBIX TMEPEKPECTHBIX PEaKIIHi.
Heo6xoauMo pekoMeHI0BaTh MalleHTaM UMETh HAaCTOPOKEHHOCTh B OTHOIICHHH BO3MOKHBIX
CUMIOTOMOB ajuiepruu. llanMeHTsl MOMKHBI OBITH OCBEIOMJIEHBI O TOM, YTO MpPH MOSBJICHUU
CUMITOMOB AJUIEPTUU CIEIYeT MPEKPATUTh MPUEM TOJIMEPU30HA U HEMEIJICHHO OOpaTHThCS 3a
MEIUITHHCKOH ITOMOIIEIO.

[Tocne snr30/4a rTMNEPUYYBCTBUTEIBHOCTH K TOINEPU3OHY TOBTOPHO Ha3HAYaTh MPENapaTr Heb34.

BcnomorarenbpHbI€ BelllecTBa

Hp crapar TOJ'II/ISOp COACPKUT JIAKTO3Y. [TaumenTam C pEaAKoO BCTPCHAOITUMUCHA

HaCICACTBECHHBIMH 3360J’IGBaHI/I$IMI/I, TaKNMHU KakKk HEMIEPCHOCUMOCTD raJIaKTO3blI,
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HEIMEePEHOCUMOCTD JIAKTO3bI BCIICJACTBUE AeUIIHTA namé& J‘IMH&J‘OME'RIOSOJ—FMAK gﬁHoﬁ

MalibabcopOIHK, He CiIeyeT NPUHUMATh TaHHBIN JIEKapCTBEHHBIH Mpenapar.
IIpenapar Tonu3op COAEPKUT KpacUTENb Kelle3a OKCUJ, YEPHBIM, KPAaCUTENb COJHEYHBIM 3aKaT

KENThIN (03upoBKa 150 Mr), KOTOpbIE MOT'YT BBI3BIBATH aJNIEPTUYECKUE PEAKIIHH.

4.5. B3aumopeiicTBue ¢ APYrMMH JIEKAPCTBEHHBIMHM I@IpeniapaTtaMM W JApyrue BH/bI
B3aUMO/eHCTBHUS

B ¢apmakoknHeTHUECKUX HCCIIEI0BAaHUSIX JIEKAPCTBEHHBIX B3aUMOJEHCTBUN YCTAaHOBIIEHO, YTO
COBMECTHBIN MpHUeM ToJrepu3oHa ¢ cyoctparom m3odepmenta CYP2D6 nekctpameropdanom
CIIOCOOCTBYET YBEIMUEHHUIO KOHILIEHTpPALMM B KPOBHU CPEICTB, KOTOpBIE METAOOIU3UPYHOTCS
npeumymiectBeHHO u3opepmenToM CYP2D6, wHampumep, THOpUIAa3HHA, TOJNTEPOJIUHA,
BeHJ1a(hakCuHa, AaTOMOKCETHHA, JIe3UIIpaMuHa, JeKcTpoMeTopdaHa, METOIIPoII0iIa, HeOUBOJIOIA U
nepdeHazuHa.

B wuccrnemoBanusx in Vitr0o Ha MHKpOCOMax II€YEHH YEJIOBEKA M TIelaTOLUTaX 4YelIOBeKa
BBIpQ)KEHHOE WHTHOMpOBaHWE WM WHAYKIUS apyrux uzodepmentoB (CYP2B6, CYP2CS,
CYP2C9, CYP2C19, CYP1A2, CYP3A4) He nOATBEPKICHBI.

[ToBblIeHNE SKCHO3MLMU TOJNIEPU30HA HE OXKMIAETCA II0CIE OJHOBPEMEHHOTO BBEICHUS
cyocrpatroB wum3odpepmenta CYP2D6 w/mmm japyrux mpemaparoB  H3-3a  pasHOOOpas3us
METa0OIMUECKUX MTyTEH TONMEPU30HA.

bronocTynHOCTh TOJNEPU30HA CHUXKAETCST INPH IMpPUEME HATOLIAK, I[03TOMY IpPUMEHEHUE
npernapaTta peKOMEHAYETCs I10CIe TpUeMa MULIH.

XOTsl TOJMEPU30H BIUSET HA [IEHTPAIIbHYIO HEPBHYIO CUCTEMY, €r0 OTEHIIUAJIbHBIN ceJaTUBHBIN
s ekt Hu3Kui. B coyyae coBMeCTHOro mpuema c JIpyruMu MHOpENaKCaHTaMM LIEHTPAJIbHOTO
JeMCcTBUS ClleyeT OLIEHUTh HEOOXOMMOCTb CHIDKEHUS J103bI TOJINEPHU30HA.

TonmepusoH ycuiauBaeT AeHCTBHE HU(DIYMOBON KHCIOTHI, MO3TOMY CJIEAYET YMEHBIIUTH 103y
HU(DIYMOBOM KHUCJIOTHl WJIM JIPYroro HECTEPOMIHOrO MPOTHUBOBOCHAIUTENBHOIO Ipernapara

(HIIBII) B city4ae 0IHOBPEMEHHOTO MTPUMEHEHHUSI C TOJITICPH30HOM.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD H JIAKTALMSA

bepeMeHHOCTB

B OKCIICPUMCHTAJIIBHBIX HCCICAOBAHUAX Ha KMBOTHBIX HE BBISBJICHO TEPATOICHHOI'O }IeﬁCTBHH
tonnepu3ona. [1o npuynHe OTCYTCTBUS 3HAYMMBIX KIMHUYECKUX JAHHBIX TOJIMEPU30H HE CIeyeT
OPUMEHATh TNpH OEepeMEeHHOCTH, 3a MCKIIOYEHHWEM CIyyaeB, KOIJla OKuJaeMas I0Jb3a

OMMpECACIICHHO OIIpaBAbIBACT HOTCHHH&HBHBIﬁ PUCK IJIA T104A.
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(MOCNEQCBATENEHOC 'I::u- 0000)

MY OTHETY

JlakTamus

HOCKOHBKy JaHHBIC O BBIACJICHHUU TOJIICPU30HA C I'PyAHBIM MOJIOKOM OTCYTCTBYIOT, TO €ro

MPUMCHCHHUC B ICPUOJ KOPMJICHUA I'PYAbIO MIPOTUBOIIOKA3aHO.

4.7. BiusiHde Ha CHOCOOHOCTH YNPABJSATH TPAHCIHOPTHBIMHU CpPeACTBAMH M padoTaTh ¢
MeXaHNu3MaMu

Tonmepu3oH HE OKa3bIBaeT BIMSAHUSA HAa CIIOCOOHOCTh K YIPABJICHUIO TPAHCIIOPTHBIMU
cpeacTBaMU M MexaHu3zMmamu. llanmeHtaM, y KOTOPBIX €CTh TOJIOBOKPYKEHHE, COHJIUBOCTD,
HapylIeHHe BHUMAaHMS, SMWIENICUS, HEYETKOCTb 3PEHHs WM MBIIIEYHAs ci1ab0oCThb BO BpeMs

npucMma TOJICPU30Ha, CJICAYCT IIPOKOHCYJIbTHPOBATLCA C BpA4OM.

4.8. HexxesiaTesIbHbIE peaKIIHU

Pe3roMe HekenaTeIbHBIX PeaKIUN

[Ipodwmie 0e30macHOCTH TOJNEPU30HA OLEHHWBAJICS MO JAaHHBIM IMOCTPETUCTPAIIMOHHOTO
npuMmeHenus 6omnee yem y 12 000 manueHToB.

B cooTBeTcTBUU C 3TUMH JTaHHBIMHU HauOoOJee YacThIMU ObLIM HAPYIIEHUS CO CTOPOHBI KOXHU U
MOJKOXHBIX TKaHeH, OOIIMe paccTpOWCTBA, HAPYIIEHUS CO CTOPOHBI HEPBHOM CHUCTEMBI U
KeIyJOYHO-KUIIEYHOTO TPAKTA.

[Ipy MOCTPETUCTPAIIIOHHOM MPHUMEHEHHH PEAKIUH TUIEPYYBCTBUTEIBHOCTH COCTABHIIM
50-60 % Bcex mMOOOYHBIX peakuuid. bONBIIMHCTBO MOOOYHBIX peakiuii He ObLTH CEPbEe3HBIMU U
OPOXOAWIM  CaMOCTOATENbHO.  JKU3HEyrpokarolye  peakuMu  THIIepUYyBCTBUTEIBHOCTH
PETUCTPUPOBAINCH OYECHD PEIKO.

[ToOouHbIe peakIy MPUBEIEHbBI HUKE B COOTBETCTBUH ¢ Kiaccudukanueit MedDR A u actoroii:
ouenv yacmo (= 1/10); uacmo (= 1/100 mo < 1/10); reuacmo (= 1/1000 mo < 1/100); peoxo
(> 1/10000 mo < 1/1000); ouenv peoxo (< 1/10000); wacmoma neuzsecmna (He MOXKET OBITH
OILICHEHA Ha OCHOBE MMEIOIIMXCS TaHHBIX ).

Hapywenus co cmopoHbl Kposu u tumpamuieckoii cucmemvl

Ouens peoxo. anemus, TMMpaeHonaTus.

Hapywenus co cmoponvl uMmynHOU cucmembl

Peoxo: peaknysi THIIEPYIYBCTBUTEIBHOCTH, aHA(MIAKTHIECKAsT PEAKIINs;

Ouens peoko: aHaDUITAKTUUECKHH TIOK;

Yacmoma neuzsecmua: aHTHOHEBPOTHUECKUI OTEK, BKIIIOYAs OTEK JIHUIA, TYO.

Hapywenusa memabonuzma u numanus

Heuacmo: anopekcus,

Ouenb peoko: IO TUTICHUSL.
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Tcuxuueckue napywenus (MOCNEACBATENBHOCTE 0000)

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

Heuacmo: GecconHmIa, HAPYIICHUS CHA;

Peoxo: cHmxeHnne akTUBHOCTH, JICTIPECCHS;

OueHb pedko: CIIyTaHHOCTh CO3HAHMUSI.

Hapywenus co cmoponwl HepeHoti cucmembl

Heuacmo: ronoBHas 60J1b, TOJIOBOKPYXEHHE, COHIINBOCTD;

Peoxo: HapylieHue BHUMaHUS, TPEMOP, SITUIICTICHS, THIIECTE3Hs], TapecTe3usl, JeTaprusl.
Hapywenus co cmoponvl opeana 3penus

Peoxo: HeueTKoCTh 3peHHUs.

Hapywenus co cmoponul opeana ciyxa u 1abupunma

Peoxo: mym B ymax, BEpTHIO.

Hapywenus co cmoponwl cepoya

Peoxo: cteHokapaus, TaxuKapaus, OLIyILEHUE cepAIeOneHus;

Ouenwv pedxo: OpaauKapIus.

Hapywenus co cmoponwl cocyoos

Heuacmo: apTepuanbHasi THIIOTEH3HS;

Peoko: «ipuinuBbI».

Hapywenus co cmoponvl OvixamenbHOU cucmemyl, Op2aHos epyOHOU KIemKU U CpedoCmeHs]
Peoxko: onplilika, HOCOBOE KPOBOTEUEHHUE, YUALLIEHHOE JbIXaHHE.
Kemyoouno-kuuieunvie HapyueHus

Heuacmo. nuckoMpopT B )KUBOTE, TUapesi, CyXoCTb BO PTY, JUCIIETICHS, TOITHOTA;
Peoko: 60nb B anuracTpaibHoi 00JacTH, 3a11op, METEOPU3M, PBOTA.

Hapywenus co cmoponvl neuenu u yHcenueableo0auux nymeti

Peoxo: neyeHouHast HEJOCTATOYHOCTD JIETKOM CTETIEeHH.

Hapywenus co cmoponwl Kodtcu u nOOKOINCHbIX MKAHell

Peoxo: anneprudeckuii 1epMaTUT, TOBBIIIEHHAS TOTINBOCTD, 3y, KPAITMBHUIIA, CHIITb.
Hapywenus co cmoponul mbluieunotl, CKkeiemHou U cOeOUHUmMenbHOU MmKaHu
Heuacmo: Mpiiednast cnabocTh, MHANTHsL, 00 B KOHEUHOCTSIX;

Peoxo: nuckoMopT B KOHEYHOCTSIX;

Ouenb pedxo: OCTEOTICHHUS.

Hapywenus co cmoponsl nouek u mMouesvbi800auux nymeti

Peoxo: snypes, IpoTEeUHYpUS.

Obwue Hapyuienus u peakyuu 8 Mmecme 68e0eHuUs

Heuacmo: actenusi, tuckoMpopT, yCTaNnoCTh;

Peoko: 4yBCcTBO OIbSHEHHUS, YYBCTBO JKapa, pa3paKUTeIbHOCTb, KaxX/a;
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(NOCNEQCBATENEHOCTES 0000)

Ouenb peoko: TUCKOMGOPT B TPYTHOMN KIIETKE.

Jlabopamopnvle u uncmpymenmanbHvle OaHHblE

Peoxo: cHWKeHHE apTepHaIbHOTO NABJICHUS, THIEPOMINPYOUHEMUs, U3MEHEHUE AKTUBHOCTH
MEYECHOYHBIX (PEpMEHTOB, TPOMOOLUTONEHHUS], TEUKOLIUTO3;

Ouendb pedxo: yBelarueHNEe KOHIICHTPAlUN KPeaTHHUHA B IJIa3Me KPOBHU.

COOGH.ICHI/IC 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

Baxxno cooOmare 0 1O0A03pEBACMBIX HEXKENATENIbHBIX PEAKIUAX T0CIe PEerucTpaluu
JIEKapCTBEHHOT'0 Tperapara ¢ 1elbio 00ecrnedyeHrs HeMPepbIBHOIO MOHUTOPUHTA COOTHOILICHUS
«I0JIb3a — PHUCK» JIEKAPCTBEHHOIO mpemnapara. MeauIMHCKUM pabOTHUKAM pEeKOMEHAYETCs
co00IaTh O JIFOOBIX TOJ03PEBACMBIX HEXKENATEIbHBIX PEAKIUSAX JIEKApCTBEHHOTO Ipernapara
4yepe3 HallMOHAJIbHBIE CHUCTEMbI COOOIICHUSI O HEXENATEIbHBIX PEaKIMIX roCyJapCcTB — WICHOB
EBpa3uiickoro 3KOHOMHYECKOT0 CO03a.

Poccuiickas ®@enepanus

109012, r. Mocksa, CrnaBsiHCKasl IIIoMIaab, 1. 4, ctp. 1

®denepanbHas cayx0a Mo Haa30py B chepe 3apaBoOOXpaHEHUs

Tenedon: +7 800 550 99 03

OnexTponHas moura: pharm@roszdravnadzor.gov.ru

CaiiT B nH(OpPMAIIMOHHO-TEJICKOMMYHUKAIIMOHHOM ceTn «MHTepHeT»:

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

4.9. Ilepeno3npoBka

CHMITOMBI

CHUMIITOMBI TIEPEJO3MPOBKM dYaIlle BCETO BKIIFOYAIOT: COHJIMBOCTH, JKEIYIAOYHO-KHUIIICYHBIC
HapylieHus (TOLIHOTAa, pBOTa, 0ONb B IMHUTacCTPUM), TaXUKap/Hs, MOBBIIICHHE apTepHATbHOTO
JaBJICHUSI, OpaJMKUHE3Us U BEPTUTO. B TSKETBIX cydasx CyIopOoTH, yTHETCHHE JIbIXaHHs, aTHOD
1 KOMa.

JleueHme

CHCI_II/I(l)I/I‘-ICCKOl"O AHTHUA0TA HET, pPCKOMCHA0OBAHA CUMIITOMATHYCCKAA TCpaIlUA.

5. PAPMAKOJIOTUMYECKHE CBOMCTBA
5.1. ®apmakoaMHAMHYECKHE CBOCTBA
dapmakoTepaneBTUYECKas IPyIa: MAOPEIAKCAHThl; MUOPEIaKCAHThI LICHTPAIBHOIO ACUCTBUS;

JIpyrie MUOpETaKCaHThl HEHTPAJIbHOTO JEHCTBUS.

Kox ATX: M03BX04
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Mexanu3sm sieficTaus u bapmaxomaamudeckuelsbdexrhr =/ 1ELCEATENEHOCTS 0000

TonnepusoH ABIAETCS MUOPEIAKCAHTOM LEHTPAIBLHOIO NEUCTBUA. TOUYHBIA MEXAHU3M JIEUCTBUS
MOJTHOCTBIO HE BBUIICHEH. Tonmepu3oH oOnazaeT BBHICOKOH ad(GUHHOCTHIO K HEPBHOW TKaHH,
Jocturasi HauOONBIIMX KOHIIEHTpAlMii B CTBOJIE TOJOBHOIO MO3ra, CHOMHHOM MO3re U
nepudepudeckoii  HepBHOM cucreme. OcHOBHOM 3¢ (deKT Todmepu3oHa OMOCPEIOBaH
TOPMOXXCHHEM CHUHAIBHBIX PE(ICKTOPHBIX Oyr. BeposTHO, 3TOT 3(p(EKT COBMECTHO C
yCTpaHEHUEM OOJIETYeHUsS] MPOBEACHUS BO30YXICHHUS MO HUCXOISAIIMM IyTSAM OOECIeYHBaeT
TE€paneBTUYECKOE BO3/ICHCTBUE TOINEPU3OHA.

XuMuYeckasi CTpyKTypa TOJIIIEPU30HA CX0Xka CO CTPYKTypoil iaupokanHa. [logo6Ho nuaokaunny,
OH o0magaer MeMOPaHOCTAOMIU3UPYIOIIMM JICHCTBHEM M CHHXKAET 3JICKTPUYECKYIO
BO30Yy/IMMOCTh JBUTATEIIbHBIX HEHMPOHOB M NEPBUYHBIX ad(epeHTHBIX BOJOKOH. TosmepuszoH
J10303aBUCUMO TOPMO3UT aKTUBHOCTh IMOTEHUIUAI3aBUCUMBIX HATPUEBBIX KAHAJIOB.
COOTBETCTBEHHO, CHUYKAETCS aMIUIMTY/1a U 4acTOTa MOTEHIMaNa 1eUCTBUS.

beut  gokasaH  yrHeTaromui  APQEKT Ha MOTCHIWAI3aBHCUMBIC KaJbIIHMEBBIC KaHAJIBI.
[Ipenmnosnaraercs, 4To B JONOJHEHUE K €T0 MEMOPaHOCTAOMIIN3UPYIOILIEMY IE€UCTBUIO TOIIEPU30H
MOJKET Tak)Ke€ TOPMO3UTH BBIOPOC Meauaropa. ToNmepu30oH o01anaeT HEKOTOPBIMU CIaObIMU
cBoiicTBamMH asnb(a-aIpeHEPruuecKX aHTAarOHNUCTOB U AHTUMYCKApPUHOBBIM JICHCTBUEM.

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

AOGcopouus

[Tocne npueMa BHYTpb TOJIEPU30H XOPOILIO BCACHIBAETCS B TOHKOM KHILIEYHUKE. MakcuManbHas
IUIa3MEHHAas KOHLIEHTpanus otmedaercs yepes 0,5-1,0 gaca nocnie npuema.

[To nmpuuuHe BBIPAKEHHOT'O MPECUCTEMHOIO METabO0IM3Ma OMOAOCTYIHOCTh COCTaBISIET OKOJIO
20 %. Boraras >kupamMu NHUIIA YBEINYUBAET OMOJOCTYIMHOCTHh MPUHATOTO BHYTPH TOJEPU30HA
npumepHo Ha 100 % u yBennunMBaeT MaKCUMAaJIbHYIO IJIA3MEHHYIO KOHLIEHTPALMIO PUMEPHO Ha
45 % 10 CpaBHEHUIO C MpPHEMOM I[Ipernapara HAaTOLIAK, 3aJep>KUBasi BpeMs JIOCTHIKEHUS
MaKCHMaJIbHOW KOHUEHTpaluu NpuMepHO Ha 30 MUHYT.

buorpaucdopmarms

Tonmepu3oH HMHTEHCHMBHO MeTaboyM3upyeTcss B TeUeHH U Modkax. Papmakojoruueckas
AKTUBHOCTh META0OJIUTOB HEM3BECTHA.

OJIMMUHAINSA

[Mpaktuyecku momHOCTHIO (O0ee 99 %) BeIBoAmTCS mMoukamMu B opme MetabomutoB. [lepnon

MOJIYBBIBCACHUS ITOCIIC IIpUEMaA BHYTPb — OKOJIO 2,5 qaCoB.
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6. PAPMAIIEBTUYECKHE CBOMATBA MPCTIEAUBATENEHOCTE 0000)

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
[emmon03a mukpokpructammyeckas (MKII-101)
JlakTo36I MOHOTHIPAT (Caxap MOJIOUHBIH )
Kpaxmai kykypy3HbIid

Tanbk

Kucnora creapunoBas

I'unpomerosa

Kpemnust Anokcu KOO AHbIN

JIMMOHHOM KUCITOTHI MOHOTHUIPAT

Tonuszop, 50 Mr, KancyJisl

Cocmas xopnyca kancynvi:
Kpacurenp xene3a OKCHJT KENThIA
Turana quokcua

Bona

Kenatnu

Cocmas kpvlueuKku Kancyvl.
Kpacurens xene3a okcn 4epHbII
Turana quokcua

Bona

Kenatnn

Tonumzop, 150 mr, Kancyiasl

Cocmas xopnyca kancynwi:
Kpacurens xene3a okcu 4epHbIi
TuTtaHna THOKCHU

Bona

Kemarun

Cocmas kpvluieuku Kancyvl.
Kpacurenb XuHOITMHOBBIN KEATHINA
Kpacurenb colHEeUHBIN 3aKaT KEIThII
Tutana quokcu

Boga

Kemarunu

6.2. HecoBMecTUMOCTD

He npumennmo.
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(MOCNEQOBATENEHOCTE 0000)

6.3. Cpok rogHoCcTH (CPOK XpaHEeHHs )

3 rona.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHECHUHU

XpaHuTh 1Ipu Temmeparype He Boime 25 °C B KapTOHHOH yIakoBKe (TTavyke).

6.5. Xapakrep u coaepkaHue NePBUYHON YIIAKOBKH

ITo 5, 7, 10, 15, 20, 30 xamncyl B KOHTYPHYIO SYEHKOBYIO YIAKOBKY W3 IUIEHKH
MOJIMBUHWIXJIOPUIHON JMOO TUIGHKH TMOJIMBUHIIIXJIOPUTHONW/ TIOMMBUHIIIUACHXIOPUIHON U
(G oJIbTH aTIOMHUHUEBOM IMEYaTHOM JIAKUPOBAHHOM.

Nmu mo 5, 7, 10, 15, 20, 30 xancyn B KOHTYPHYIO SYEHKOBYIO YIAKOBKY M3 Marepuaiia
KOMOMHHUPOBAHHOTO Ha OCHOBE (DOJIBIH (TPEXCIOWHBIA MaTeprall, BKIIOYAIOLINI aTFOMUHHEBYIO
oIy, MICHKY U3 OPUCHTUPOBAHHOTO TOJUAMI/IA, TOTUBUHIIXJIOPUIHYIO TJICHKY) U (OJIBIH
ATIOMUHHUEBOM MEYaTHOM JTaKUPOBAHHOM.

1,2,3,4,5, 6 unu 10 KOHTYpPHBIX TYEHKOBBIX YITAKOBOK BMECTE C MHCTPYKIUEH IO METUIITUHCKOMY
MPUMEHEHUIO (JIMCTOK-BKJIA/IBIIT) TOMEIIAIOT B KAPTOHHYIO YITAKOBKY (TIAUKY).

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH MNPH  YHUYTOXKEHUH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 mpenapara WJIH OTX0JA0B, TMOJYYeHHBIX IOcjde NPUMEHEeHUs:
JIEKAPCTBEHHOI0 MpenapaTa u Apyrue MaHUIYJISIUM C PenapaToM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPALHUOHHOI'O YAOCTOBEPEHUA

Poccus
000 «ATomm»

445351, Camapckas 0611., . XKurynesck, yin. I'mapoctpouteneit, 1. 6.

7.1. IlpencraBurtenb AepaaTesisi pericCTPALMOHHOIO YA0CTOBEPEHHU

[Iperensnu morpebUTEIEH HAIIPABIIATH 110 AAPECY:

B ciygae n3rotosnenus npemnapara Ha npou3BoAcTBeHHON miomanake OO0 «O308»:
Poccus

000 «O308»

445351, Camapckas 00:71., r.0. JKurynesck, r. Kurynesck, yi. ['uapocrpoutenei, 1. 6.
Temn.: 479874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

B cnydae n3roroBieHus npenapara Ha npon3BoAacTBeHHOH mioniaake OO0 «O30H Papm»:
Poccus

000 «O30H Papm»
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445043, Camapckas o6, T.0. TomssarT, tep. OD3 IITT, Udrndrpans 3+ A= T erpe £000)

Ten.: +79874599993, +79874599994

E-mail: ozonpharm@ozon-pharm.ru

8. HOMEP PETUCTPAIIMOHHOT' O YAOCTOBEPEHMUSA

9. JATA TEPBUYHOW PETMCTPALIMM (MMOATBEPKIEHUS
PETACTPAIIAU, TEPEPETVCTPALIAN)

JlaTa nepBoi perucTpanuu:

10. JATA IIEPECMOTPA TEKCTA

OO0wrast XapakTepuCTUKa JIEKAPCTBEHHOTO Ipenapara ToJau30p AOCTYNHAa HA MHPOPMALMOHHOM
noprane EBpa3uiickoro 3KOHOMHYECKOI0 COI03a B MHPOPMAIIMOHHO-KOMMYHUKALIMOHHON CETU

«Uutepuer» http://eec.eaeunion.org/.
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