NHCTPYKIUA
110 NPHMMEHEHHIO JIEKAPCTBEHHOI'0 Ipenapara

AJIA MEIUIMHHCKOI0 NIpUMECHCHUSA

HO-IIIIA®

PerucrpaumoHHblii HOMep:
Toprosoe nazpanue: Ho-mmna®.

MesxkayHapoaHoOe HEMMATEHTOBAHHOE HA3BAHUE: POTABEPHUH.

JlekapcTBeHHasi popMa: TaOIETKU.

Cocras

B 1 taGnerke compepxKuTCS:

Oeticmayowee seujecmao: ApoTaBepruHa ruapoxyopua — 40 mr;

8cnomozamenbHble Geujecmed. MarHus creapaT — 3 Mr, Tajdbk — 4 Mr, MOBUJIOH — 6 Mr, Kpaxmani
KYKYpPY3HbII — 35 MT, 1aKTO3bl MOHOTHIPAT — 52 M.

Onucaunne

Kpyrible TBOSKOBBITYKIIbIC TAOJIETKHA JKEITOTO C 3€JICHOBATHIM WM OPAaHKEBAaThIM OTTEHKOM IIBETA, C
IPAaBUPOBKOI spa Ha OJJHOM CTOPOHE.

dapmakoTepaneBTHYECKas IPyNNA: CIa3MOJIUTHIECKOE CPEACTBO.

Kon ATX: AO03A DO02.

dapmakoJIoru4ecKue cBoNCcTBa

DapmakoounHamuka

JlpoTaBepuH TmpeAcTaBisieT CcOo00ON MPOU3BOJHOE HM3OXWHOIWHA, KOTOPOE TMPOSBISET MOIIHOE
CHa3MONIMTHYECKOe JeWcTBUE Ha TIAJKyl0 MYCKylnaTypy 3a cueT UWHruOupoBaHus ¢epMeHTa
dbochoamacrepaszsl [V tuma (O3 V). Unrubuposanune pepmenta OO IV npuBOAUT K MOBHIIICHUIO
KOHIeHTpaunn HAM®, MHAKTHUBAallMM KWHA3bl JIETKOW LENH MHO3MHA, YTO B JAJIbHEWIIEM BbI3BIBACT
paccnablieHre TIaAKON MyCKyIaTyphl.

CHWKAOIMH ~ KOHIEHTpamuio noHoB Ca?t sddexr gporaBepura uepes UAM®D  oObacHsET
aHTarOHUCTUYECKHi 2((EKT IPOTaBEpHHA MO OTHOMIEHHIO K HoHaM Ca?",

In vitro nporaBepun uarunOupyet dhepment OO IV 6e3 unrndbuposanus pepmentoB OJID Il u D V.
[Toatomy 3¢ heKTUBHOCTH ApoTaBepuHa 3aBUCUT OT KoHIleHTpauuid /1D IV B paszubix Tkansx. O3 IV
HamOoJee BaKHA JUIS MOJABJICHUS COKPATHUTENHHOM aKTHBHOCTH TIIAJKON MYCKYJIATyphl, B CBS3H C UYeM

ceniektTuBHOe uHruOupoBanue @OJID IV MoxerT OBITH MONE3HBIM ISl JICUEHUS THUINEPKUHETUYECKUX



JUCKUHE3UH U Pa3IMYHBIX 3a00JIEBaHUM, CONPOBOXKIAIOIUXCA CIACTUYECKHM COCTOSIHUEM JKETYyJ0YHO-
KHIIEYHOTO TPAKTa.
I'uaporms tAM® B MHUOKapje M TIIAJKOW MYCKYJaType COCYAOB MPOUCXOMUT, TIaBHBIM 00pa3oM, C
nomotpio pepmerta DD I, yem oObsicHsAeTCs TOT (GaKT, YTO MPHU BBICOKOH CIIa3MOJUTUYECKOU
aKTUBHOCTH Y JIpOTaBepUHA OTCYTCTBYIOT Cephe3HbIe TOOOYHBIE 3(PPEKTHI CO CTOPOHBI CEp/Lia U COCY0B
U BBIpaKeHHBIE 3((EKTHI B OTHOIIEHUH CEPACYHO-COCYIUCTON CUCTEMBI.
JpotaBepuH 3QPeKTUBEH MpHU cra3mMax TIaJKOW MYCKYIaTypbl KaKk HEHPOT€HHOTO, TaK U MBIIICYHOTO
MPOUCXOXKACHUs. He3aBUCHMMO OT THIIa BEreTaTUBHOW WHHEPBAIUH, TPOTABEPHH paccialiseT IIIagKyro
MYCKYJIATypy KeIyJOYHO-KUIIEYHOTO TPAKTA, KETICBBIBOSIINX MyTEH, MOYETIOJIOBOI CHCTEMBI.
BcnencTre cBoero cocy1opacIinpsoIero IeHCTBHS JPOTaBEPHH YIyUIIaeT KPOBOCHAOKEHHE TKAHEH.
Takum 00pa3oM, BBHIIICONMCAHHBIE MEXAaHU3MBI JCHCTBHS JPOTABEPHHA YCTPAHSIOT CHa3M TJIAJKOU
MYCKYJIaTyphl, 4TO TPUBOAMUT K YMEHBIIICHUIO OOJIH.
DapmakoKkunemuka
Abcopoyus
[To cpaBHEHMIO C TanTaBEpUHOM JPOTABEPUH TP MPHEME BHYTPH ObICTpee u 0oJiee moIHO abcopOupyercst
U3 JKeIyJOYHO-KHMIeUYHOro Tpakrta. Ilocie mpecucreMHOro MeraboiiM3Ma B CHCTEMHBIH KpPOBOTOK
nocrynaer 65 % mnpuHATOW M03bl ApoTaBepuHa. MakcuMmanbHas koHUEHTpanus (Cmax) IpOTaBEpHHA B
I1a3Me KpoBU Jocturaercs yepes 45-60 MUHyT.
Pacnpeoenenue
In vitro npoTaBepuH UMEET BHICOKYIO CBSI3b ¢ Oenkamu 1mia3msl (95-98 %), ocoOeHHO ¢ anbOyMUHOM, Y U
B- rmoOynuHamu.
JlpoTaBeprH pPaBHOMEPHO pacHpeielnsieTcs B TKaHSAX, NMPOHUKAET B TJIAJAKOMBINICYHbIE KiIeTku. He
MPOHUKAET uYepe3 remaTodHIedanndeckuii Oapbep. [lporaBepuH wu/uiam ero MeTtabOoIUTBl MOTYT
HE3HAYUTEJIbHO MIPOHUKATh Yepe3 IUIAleHTapHbIH Oapbep.
Memabonusm
JIpoTaBeprH NOYTH MOTHOCTHIO METAOOIU3UPYETCS B TIEUCHHU.
Buigeoenue
[Tepuon nonyBeIBeIeHHS JpOoTaBeprHa cocTaBiseT 8-10 yacos.
B teuenue 72 yacoB ApOTaBEpUH MPAKTHUUECKH MOJHOCTHIO BBIBOAUTCS M3 opraHusma. Okosno 50 %
IpOTaBepHHA BBIBOJUTCS MOYKaMu H Okojo 30 % - uyepe3 »KemyqoYHO-KWIICYHBIH TpakT. J[poTaBepuH
TJIaBHBIM 00pa30M SKCKPETHPYETCsl B BUE METa0OJIMTOB, HEM3MEHEHHast JopMa IpoTaBepruHa B MOUe He
OoOHapy>KUBaeTCH.
IToxka3zaHus K NPUMEHEHHIO

e Cna3mbl MIaJKOM MYCKYJIATyphl NIPH 3a00J€BAHUSAX KETUEBBIBOIAIINX MyTEH: XOJICIUCTOINTHAS,

XOJIAHTUOJINTHA3, XOJICHUCTUT, ICPUXOJICIUCTUT, XOJIAHTUT, TTAIIUIIIIUT.



e Cna3mbl IMIaIKOH MYCKYJIaTypbl MOUYEBBIBOAALIMX MyTeH: HEPPOIUTHA3, YPETPOIUTHA3, NTUEIIHNT,
LUCTUT, CIIa3Mbl MOYEBOTO Iy3BIPSL.
B kauecmese ecnomozamenvroii mepanuu
e [lpu cnazMax raaKol MyCKyJIaTypbl )KeITyA0YHO-KUIIEYHOTO TpaKTa: A3B€HHask OOJIE3Hb KelyIKa
U JIBEHAJUATUIIEPCTHOM KMILKH, TacTPUT, CHA3Mbl KapJAWM WU NPUBPATHUKA, DHTEPUT, KOJIUT,
CHACTUYECKUI KOJIUT C 3alI0POM, CUHAPOM Pa3IpakeHHOT0 KUIIEYHUKA C METEOPU3MOM.
e [Ipu roJoBHBIX OOJIAX HAIPSIKEHHUS.
e [lpu nucmenopee (MEHCTpyalbHBIX OOJISAX).
IIpornBomoka3zanus
e [loBbleHHass YyBCTBUTEIBHOCTh K JICHCTBYIOIIEMY BEIIECTBY WM K JIIOOOMy U3
BCIIOMOTaTEbHBIX BEUIECTB IIpenapara.
e TspKenas ne4eHOYHast UM MMOYEYHasi HeIOCTaTOYHOCTb.
e Tspkenas cepieuHas HEJOCTATOYHOCTb (CUHIPOM HU3KOI'O CEpAEYHOr0 BhIOpOCa).
e Jlerckuii Bo3pact 10 6 JerT.
e [lepuon rpy1HOro BCKapMJIMBaHUA (OTCYTCTBUE KIIMHUYECKUX JAHHbIX ).
e HacnencrBeHHass HEMEPEHOCUMOCTh TaJlaKTO3bl, ASPHUIUT JIAKTa3bl M CHHIPOM MajbabcopOunu
[JIIOKO3BI-TaJIAaKTO3bI (M3-3a IPUCYTCTBUS B COCTABE IIpenapaTa JaKTo3bl MOHOTUPATA).
C 0CTOPOXKHOCTHIO
e [lpu aprepranbHON THIIOTEH3UH.
e VY nerell (HEAOCTaTOYHOCTh KIMHUYECKOTO ONbITA IPUMEHEHMS).
e V OepeMeHHBIX XeHIIMH (cM. paznen «lIpuMeHeHue npu OGEpeMEHHOCTH M B MEPHUOA T'PYIHOTO
BCKPMJIUBAHUS»).
e IlpumeHeHue npu 0epeMEHHOCTH M B EPHOJ I'PYIHOI0 BCKaPMJIMBAHHUSA
e B npoBeAeHHBIX UCCIIEIOBAaHUSAX HE BBIABIEHO TEPATOI€HHOTO M AMOPUOTOKCHYECKOTO JIEHCTBUS
JpOTaBEpHHA, a TAK)KE HEOIAronpusATHOrO BO3/IEHCTBHS Ha TeueHue 6epeMeHHocTH. OiHaKo, Mpu
HE0OXO0IMMOCTH NpUMeHeHus Tpenapata Ho-mma® Bo Bpemst 6epeMeHHOCTH, cleayeT coOIoaaTh
OCTOPO’XHOCTh, M Ha3HauaTh IpernapaTr TOJIBKO I0CJIE€ OIEHKHM COOTHOLIEHMS MOTEHIHaIbHOMN
TI0JIB3BI JJI1 MAaTEPU U BO3MOKHOTO pUCKa JUIS IJI0/A.
e B CBA3M C OTCYTCTBHEM HCCIIEJOBAHMM Ha JKUBOTHBIX M KIMHUYECKHX JAHHBIX, HA3HA4aTb
JPOTaBEPUH B MEPHUOJ] TPYAHOIO BCKApMIMBAHUS HE PEKOMEH1yeTCs.
Cnoco06 npuMeHeHMs M 103bI
B3pocnvie
ITo 1-2 tabneTku Ha oxuH mpueM 2-3 pasza B AeHb. MakcuMaiabHas CyTO4Has J103a — 6 TabJeToK (YTO

cooTBeTCcTBYET 240 Mmr).

Jemu



Knunnueckue uccienoBanus mo NpUMEHEHHUIO IPOTABEPUHA Y AETEH HE MPOBOAMIIUCH.

B cnyuyae Ha3HaueHUs APOTaBEpUHA JCTSIM:

- oT 6 10 12 net: mo 1 Tabnerke Ha oaWH mpueM 1-2 pasza B JeHb. MakcuMaiabHas CyTOYHas jo03a - 2
TabaeTku (4To cooTBeTCTBYET 80 MT);

- crapue 12 net: mo 1 TabneTke Ha ofuH npueM 1-4 pasza B JeHb WM 10 2 Ta0leTKU HAa OAWH npueM -2
pa3a B aeHb. MakcuManbHasi CyTo4dHas 103a - 4 TabneTku (4to coorBeTcTBYeT 160 Mr).

[Ipu npueme mpenapara 6€3 KOHCYJIbTAIIMU C BPauOM PEKOMEHIOBaHHAs MPOJOJIKUTEIHLHOCTh MpUeMa
npernapata oObIYHO cocTaBisieT 1-2 nHA. B ciydasx, xorja ApoTaBepUH NPUMEHSIETCS B KadyecTBe
BCIIOMOTaTeNbHOIN Tepanuu, MPOJAOJKUTENIBHOCTD JIeYeHHs] 0e3 KOHCYIbTAllUU C BPAauoOM MOKET OBITh
6ounbiie (2-3 gust). Eciam 6071€BO# CUHAPOM COXpaHSAETCs, AIUEHTY CIEAYET 0OpaTUTHCS K Bpady.

IlIpu ucnonvzoeanuu ¢hnakona ¢ nOAUIMUIEHOBOU NPOOKOU, CHADHCEHHOU WIMYUHBIM 003AMOPOM:
nepel UCHOJIb30BaHUEM YJAIUTh 3alllUTHYIO MOJOCKY C BepxXHEel dacTu ¢iakoHa W HaKJICHKy co JHa
¢brnaxona. Pacronoxuth GiakoH B JaJOHH TaKUM 00pa3oM, 4TOOBI JO3UPYIOIIEe OTBEPCTHE HA JOHBIIIKE
HE YIHPAJIOCh B JIA/I0OHb. 3aTEM HAJaBUTh HA BEPXHIOKO YacTh ()IaKoHA, B pe3yJIbTaTe Yero oJHa TabieTka

BBITAZACT U3 JO3UPYIOLICTO OTBEPCTUA HAa JOHBIIIKEC.

Memoo ouenku r¢pgpekmuenocmu

Ecii manueHT MOXeT JIETKO CaMOCTOSITEIbHO JHArHOCTHPOBATh CHMITTOMBI CBOETO 3a00JICBaHUS, TaK KaK
OHU SIBIISIIOTCSL TSI HETO XOPOIIO M3BECTHBIMU, TO d(PPEKTUBHOCTH JICUEHHUS, 3 UMEHHO HCUE3HOBEHUE
0oJ1eil, Tak)Ke JIETKO MOJIaeTCsl OIIEHKE MalueHToM. Eciu B TeueHHe HECKONbKHUX YacoB MOCTe MmpuemMa
MaKCHMaJIbHOW pa3oBOM 036l HAOJIOMAETCS YMEPEHHOE YMEHbBIIEHHWE OO WM OTCYTCTBHE
YMEHBIIICHUsT OO0JIM, WU eClIM OOJb CYIIECTBEHHO HE YMEHBIIASTCS IOCNe TpHUeMa MaKCHMAaJIbHOM
CYTOUYHOM J103bI, PEKOMEH]IyeTCS 0OpaTUTHCS K Bpauy.

ITo0o4Hoe nelicTBHE

Hwxe mpepcraBieHsl HEOJArONPUSATHBIC PEAKIMH, HAOJIOABITHECS B KIMHHYECKHUX HCCIICIOBAHUSX,
pa3JelieHHbIe 10 CHUCTeMaM OpPraHOB C YKa3aHHEM YacTOThl MX BO3HUKHOBEHHS B COOTBETCTBHU CO
CIIEYIOIIMMHU TpalallusiMy, PEKOMEHI0BaHHbIMU Bcemupnoit Opranusamnueii 31paBooXpaHeHHs: OUYeHb

gacto (>10 %); gacto (>1 %, <10 %); Heuacto (>0,1 %, <1 %); penko (>0,01 %, <0,1 %); oueHb peaxo,
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BKItovas otaenbHbie coobmenus (<0,01 %); yacrora Hem3BecTHa (IO WMEIOIIMMCS JAHHBIM YacTOTY
OTIPEJICTUTh HENb35).

Co cmoponbsl HepeHOIl cucmemol

Peokue: TonoBHas 60Jb, TOJIOBOKPYKECHHE, OECCOHHUIIA.

Co cmoponbst cepoeuno-cocyoucmoil cucmemol

Peoxkue: omymienue cepanedbuenus, CHIGKEHUE apTePUaIbHOTO JIaBICHUS.

Co cmoponbl Heeny0ouHo-KUuieuHo20 mpakma

Peokue: Tomnota, 3amnop.

Co cmoponbl UMMYHHOIL cucmembl

Peokue: annepruueckue peakiuu (aHTMOHEBPOTHYECKHM OTEK, KpAamUBHUIA, CHINb, 3y1) (CM. pazieln
«[IpoTuBOIIOKa3aHUS).

IMepeno3upoBka

[lepeno3upoBka ApoTaBeprMHAa aCCOLUUPOBANIACH C HAPYIICHUSIMH CEPACYHOTO PUTMA U MPOBOJIUMOCTH,
BKJIIOUAsi MOJHYIO OJ0Kaay HOXEK Imy4yka ['1ca u ocTaHOBKY cepiia, KOTopasi MOKeT ObITh (paTaabHOM.

B ciydae mepemno3upoBKH TMAlMEHTHI JTOJDKHBI HAXOMUTHCS IM0J] MEAWIIMHCKUM HAOIOJICHUEM, U TIPH
HEOOXOJIMMOCTH, UM JIOJDKHO IIPOBOJUTHCS CHMIITOMATHYECKOE M HAMPABICHHOE Ha IOJIep KaHUe
OCHOBHBIX (DYHKIIMI OpraHu3Ma Jie4eHHe, BKIII0Uas HCKYCCTBEHHOE BBI3BIBAHHE PBOTHI HIIM IPOMBIBAHUE
KeNyJiKa.

B3anmopaeiicTBue ¢ APYrUMH JTeKAPCTBEHHBIMH CPEICTBAMU

C negooonoii

WNuruburopsr pochoanscrepassl, mogo0HbIe MANaBEPUHY, CHUKAIOT aHTUMIAPKUHCOHUYECKOE IeHCTBHE
neBononbl. [lpu Ha3HaueHMHM ApOTaBEepUHA OJHOBPEMEHHO C JIEBOJAOION BO3MOXHO YyCUJICHHE
PUTHIHOCTH U TPEMOpa.

C opyzumu cnazmonumuiecKumu cpeoCcmeamu, 6Ka04aa M-XoauHo010Kamopul

B3aumHoOe ycueHue cria3MOIUTHIECKOTO ICHCTBYS.

OcoObie ykazanus

Kaxas Tabnerka npemnapata Ho-mma® 40 Mr comeput 52 M JaKTo3bl MOHOTHApPATa. DTO MOMKET
BBI3BIBATH KEITYJOYHO-KHIIEYHBIE KAJIOOBI Y MAlMEHTOB C HEIEPEHOCUMOCTHIO JTakTo3bl. JlanHas hopma
HempuemJieMa JJIs MMAalHeHTOB ¢ JSUIIUTOM JIAaKTa3bl, TAIAKTO3eMUEH WM CUHAPOMOM HAPYIMICHHOU
abcopOIMK TIIOKO3bI/TaNakTo3bI (CM. paznen «IpoTuBonokazaHus).

Bausinue Ha cIOCOOHOCTH YNPABJATH ABTOMOOHJIEM M APYTUMHU MeXaHU3MAMH

[Ipu mpueme BHYTPH B TEPANEBTUYCCKUX JI03aX JPOTABEPUH HE OKA3bIBACT BIUSHUS Ha CIIOCOOHOCTH
VIPaBIIATH aBTOMOOWIIEM U BBIITOJHITH PaOOTHI, TpEOYIOIINE TIOBBIIIICHHOTO BHUMaHU. [Ipy iposBiIcHUH
KaKuX-JIMOO MOOOYHBIX JEUCTBUN BOMPOC O BOXKIACHUHW TPAHCIIOPTAa M paboOTe ¢ MEXaHW3MaMU TpeOyeT

HHAUBUAYAJIBHOT'O PACCMOTPCHUA.



B ciydae mnosBIeHHMS TOJOBOKPY)KEHHUS TIIOCIE NpuUeMa Iperapara, cieayeT u30eraTb 3aHATHS
MOTEHIIUAJIBHO OMACHBIMH BHUJAMU JIEATEIBHOCTH, TAKWMHU, KaK yIpaBJIeHHEe aBTOMOOWIeM U pabora ¢
MEXaHU3MaMH.

dopma BbINYCKA

Tabnerku 40 wmr.

ITo 6, 10, 12, 20 unu 24 tabietku B osrctep [1BX/Amomunmii.

ITo 1, 2, 4 wnm 5 6mUCTEpOB MO 6 TAOJIETOK C MHCTPYKIMEH MO MPUMEHEHHIO B KAPTOHHYIO MaYKYy.

ITo 3 6muctepa mo 10 TabneTOK ¢ MHCTPYKIMEH MO0 MTPUMEHEHHIO B KAPTOHHYIO MauKy.

ITo 2 6nuctepa mo 12 TabaeTok ¢ MHCTPYKIMEH 0 TPUMEHEHHIO B KAPTOHHYIO MauKy.

ITo 1 6muctepy mo 20 wim 24 TaGIETKU ¢ MHCTPYKITUEH IO MPUMEHEHHIO B KAPTOHHYIO TTAYKYy.

ITo 10 TaGnerok B OaucTep AMFOMUHUN/ATIOMUHUHN (JITAMUHHPOBAH MTOJIMMEPOM ).

ITo 2 6nucTepa ¢ HHCTPYKIMEH 110 MPUMEHEHUIO B KAPTOHHYIO MMauKy.

[To 60 wim 64 TabmeTku BO (hIaKOH M3 TOJUIPOMMICHA C TOJUATUICHOBOW MPOOKOW, CHAOKEHHOU
HITYYHBIM J103aTOPOM.

ITo 1 ¢pnakoHy ¢ MHCTPYKIKEH 110 MPUMEHEHUIO B KAPTOHHYIO MAUKY.

ITo 100 TabneTox Bo (hjIaKOH U3 MOJIUIPOIUIICHA C MOJUITHICHOBOU MTPOOKOM.

ITo 1 dnakoHy ¢ MUHCTPYKIHEH MO MPUMEHEHHIO B KAPTOHHYIO MaYKy.

Cpok rognocTu

Jiis TabneTok B 6ucTepax AJOMUHUN/ ATIOMUHUI: 5 JIeT.

Jst Tabnerok B 6nmctepax [IBX/Amromunnii: 3 rona.

Jlst TabneTok BO diiakoHax: S JIeT.

He npumeHsATs npenapat 1mocie UCTeUEeHUs! CPOKa TOAHOCTH, YKa3aHHOTO Ha YIaKOBKe.

YciaoBus Xpanenus

Jlist TabneTok B OnrcTepax AIOMUHUN/ AJIIOMUHUN: XpaHUTH pU TemiiepaType He Boie 30 °C.

Jlst Tabnetok B Oymctepax [IBX/AnroMunnii: XpaHuTh Ipu TeMiiepatype He Boite 25 °C.

Jlnst TabneTok BO (uiakoHaX: XpaHUTh B OPUTMHAIILHON ynakoBke npu temnepatype ot 15 °C o 25 °C.
XpaHUTb B HEJJOCTYITHOM JJIsl IETEH MECTe.

YcaoBus 0TIyCKA M3 allTEK

bes peuenra.

IIpousBoauTein

XwnHounH 3aBoa @apmanesrrnueckux U Xumudeckux IIpoaykros 3A0, Benrpus

yi. Jlesan, 5, 2112 Bepemensxa3, Benrpus.

IIperen3un nmorpeduTes el HANPABJATH N0 aapecy B Poccumn:

125009, r. Mockga, yi. TBepckas, 22.

Tein. (495) 721-14-00, dakc (495) 721-14-11.



