COOTBETCTBYET 3KCMEPTHOMY OTYETY
 or30.11.2022 N2 27794
OBILASI XAPAKTEPHUCTHKA JIEKAPCTBEHOFO TIPEAAPATA 00T

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

dopmoTtepon-AnuyMm, 12 MKI/g03a, a3p030J1b IJIs1 HHTAISIMN T03UPOBaHHBIN.

2. KAYMECTBEHHBIA U KOJIMYECTBEHHbBIN COCTAB

JleiicTByto1iee BemecTBo: (hOPMOTEPOIL.

Kaxxnas mosza a’po3ois uisi MHTASIIUN qo3upoBaHHOro coaepxut 0,012 mr dopmoreposa
dbymapata nuruapara.

BcnomoratenbHbie BeleCcTBa, HATMYUE KOTOPBIX HYKHO YYUTHIBATh B COCTaBE JICKAPCTBEHHOTO
npemnapara: 3TaHoj abcomoTupoBanHbii 8,854 mr B 1 103e (cMm. pasaen 4.4., cm. paznen 4.5.).

ITomubIi MEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPHUBCIACH B pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA

A3p030J1b 17151 UHTAISIIUA TO3UPOBAHHBIM.

[Tpenapat mnpexacraBisger coOON OECUBETHBIM WM CBETJIO-KENTHIM MPO3payHbIl pacTBOp ¢
XapaKTepHBIM 3allaxoM 3TaHOJa, HAaXOASLIUICS MOJA JaBieHHEM B OallJlOHE AIIOMHUHUEBOM C
JO3UPYIOIINM KJIAITAaHOM, CHAa0)KEHHBIM HACAJAKOW-MHTAIATOPOM C 3aIIUTHBIM KOJITAYKOM;

npenapar Ipy BbIXOAE U3 0AJUIOHA PACHBLIAECTCS B BUAE a3PO30JIbHOI0 00JIaKa.

4. KIMHUYECKHUE JAHHBIE

4.1. Tloka3aHusl K IPUMEHEHHUIO

[IpenapaTr mokazaH K NPUMEHEHHUIO y B3POCIbIX (BKJIIOYas MAlMEHTOB MOXHIJIOTO BO3pacTa) U

noapocTkoB 12 niet u crapiue.

- Ilpodunaktuka u JjeyeHHe OpoHXocmazmMa y OOJBHBIX CO CPEIHETSDKENION U TshKenoi
OpOHXMAJIBHOM acTMON B KOMOMHAIIMK C TPOTUBOBOCIAIUTEIBHON Tepanueit (MHIaasIUOHHbIE
WJIH TIEPOpaANIbHBIE TITIOKOKOPTUKOCTEPOUIBI).

- IIpodunaktuka ¥ KynupoBaHUE OpOHXOCHAa3Ma, BHI3BIBAEMOIO ajlJepreHamu, (U3HYECKOM
Harpy3Koi WIH XOJIOJHBIM BO3/yXOM, B Ka4€CTBE JOMOJHEHUS K TEPANNN WHTAISALUOHHBIMU
TIIIOKOKOPTUKOCTEPOUIaMHU.

- IIpodunaktuka u JedyeHue OPOHXHAIBbHOM OOCTPYKIMHM Yy TAlMEHTOB C XPOHUYECKOM
o0cTpykTHBHOM O0se3HbI0 erkux (XOBJI).

4.2. Pe:kum 103UPOBaHNS M CIIOCO0 MPUMEHEHHU s

Pexxum go3upoBaHus

Pexxum AO3UPOBaHUs 3aBUCUT OT BUA 3a00JIeBaHUS M €T0 TSHKECTH.
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KOHKPCTHOTO IMAIIMCHTA, ABJISACTCSA ITOKA3ATCIICM HEAOCTATOYHOI'0 KOHTPOJIA 3a6OJIeBaHI/ISI, u
MMoAACPIKUBArOIIas TCpanuvsa 10JDKHA OBITH NnepeCMOTpCHA.
Bponxuaﬂbna;z acmma

Bspocnvie (6 so3pacme 18 nem u cmapuie)

OOBIYHO TPUHUMAETCS O OJHOM HMHTAISIIMOHHOW J103€ MO 12 MKI yTpoM M BedepoM (BCEro
24 Mxr QopmoTepona ¢pymapara TUTHApaTa B CYTKH). B TSOHKENbIX ciiydasx J03a MOXET OBbITh
yBeJIMYEHAa MAaKCUMYyM JI0 MpHeMa 2 WHTAIALHUOHHBIX /103 10 12 MKr yTpoMm M BeuepoM (BCEro
48 Mkr popmoTepona pymapara JUTHApaTa B CYyTKH).

MakcumanbHasi CyTOYHasl 1032 COCTABJISIET 4 MHTalsAlUOHHBIE J03bI MO 12 MKr (48 MKr
dbopmoTepona ¢pymapaTa TUTHAPATA).

Ilpogpunaxmuxa oOpouxocnazma, 6vi3pl8AeM020 QUIUYECKOU HASPY3KOU UMY  HEU3OEHCHbIM
KOHMAKMOM C U38ECIHbBIM A1ePSEHOM

Opnna waramsimusa mo 12 mkr 3a 15 muH 10 mpoBokammu. IlanmeHTam ¢ TSHKETBIME (opMaMu
OpOHXMAFHON aCTMBI MOTYT OTPEOOBATHCS JIBE MHTAISALIUH 110 12 MKT.

XObJI

B3DOCJZbl€ (6 eo3pacme 18 1em u cmapme)

Jlo3a mpenapara st peryJIspHON U TOACPKUBAIOIICH Teparnuu cocTaBisieT o 12—24 mkr (ogHa
WIM JIBE€ UHTAJSIUOHHBIE J103bI) JBa pa3a B CyTKH.

CyrouHas 1no3a Uil IMOCTOSIHHOIO IIpUEMa HE JIOJDKHA NpeBblaTh 2 wuHransauuu. llpu
HEOO0XOIMMOCTH JJIsl YMEHBIICHNSI CUMIITOMOB MO>KHO TIPOBOJUTD JIOTIOJIHUTEIbHbIE HHTANISLIUN
CBBIILIE MPEINUCAHHBIX ISl TIOCTOSIHHOW Tepanuu A0 MaKCHMajlbHOW OOmIed CyTOYHOH 103bl,
cocrapisitolieil 4 mHranauuu (IUIaHoBBIE IUTIOC TpeOyemble). B mobom cioyuae He ciemyer
OpUHUMATh OoJsiee 2 MHTATSLMOHHBIX /103 B OJJUH IIPUEM.

Obwue pexomenoayuu

Hecmotps Ha ObicTpoe Hayano cBoero aercTBus, npenapat @opMoTepos-AIuyM, Kak U Jpyrue
MHTAJISIIUOHHbIE OPOHXOJIUTUKU JUIUTEIBHOTO JEHCTBUS, 10JKEH IPUMEHATHCS U1 IPOBEICHUS
noJ/iep>kuBarolie 6ponxonutuueckoi Tepanuu. [Ipu neyeHnn OpoHXHANbHOM acTMBI ITpenapar
®opmoTepoa-AnyM CIeIyeT NPUMEHSTh TOJBKO B KaueCTBE JOMOJHUTEIBHOM TEpanuu K
MHTAJISIIUOHHBIM TITIOKOKOPTUKOCTEPOUIaM.

Ilpenapam @opmomepon-Anuym ne npeonasnHaven 01sa KyRUPOSGAHUA OCHMPLIX NPUCHIYNOE
OpoHXUANbHOU acmMmbl.

B cmyuae pasBuTHsS OCTpOro mpucTyna OpOHXMAJIbHON acTMbl CIIEAyeT NPUMEHSTH [32-
aJIpEeHOMHMETHUKH KOPOTKOTO JEHCTBUSL.

[TaruenTam cneayeT peKOMEHAOBATH IOCie J00aBJIEHHS B CXEMy HX JIEUeHMs Ipemnapara
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dopmMOTEPOSI-ANTUYM HE TMpeKpamarb Wik | He HS%;I;ETEE%QJ%H{E%U Ul VREd s

TIIOKOKOPTUKOCTEPOUIAMH.

CoxpaHeHuEe WM YCUJICHHE CHMIITOMOB WM HECIIOCOOHOCTh PEKOMEHOBAHHOW O3Bl
npenapata @opMoTepos-AlIyM KOHTPOJIUPOBATH CUMIITOMBI (MOAAepkuBaTh 3((HEKTUBHO HX
ocnabyieHue) 0ObIYHO YKa3bIBAeT Ha YTXKEICHHE TEUEHHUSI OCHOBHOTO 3a00JIEBaHUSI.

Oco0Bble IPVIIILI MAIUEHTOB

THayuenmovi ¢ noueunoli u neweHoYHol HedOCMamMoOYHOCMbIO
OTCyTCTBYET TEOPETHYECKOE OOOCHOBAHUE B IOJIb3Y TOrO, YTO y HNALMEHTOB C MOYEYHOH WU
IICYEHOYHOM HEAOCTaTOYHOCThIO TpeOyeTcss KOPpeKLMs pexuMa J03MpOBaHUs IIpernapara
dopmoTepoa-AnryM, OJHAKO B HACTOAIIEe BpeMs HET KIMHUYECKUX JAHHBIX [0 €ro
MPUMEHEHUIO Y 3TUX IPYIII AIlUEHTOB.

eTu
PexxuM no3upoBaHus Impernapara y MOApPOCTKOB ¢ OpOHXHaIbHOM acTMoil B Bo3pacte 12 sieT u
CTaplie HEe OTIMYACTCS OT PEeKUMa JO3MPOBAHUS IUISI B3POCIBIX MAIUEHTOB ¢ OPOHXHAILHOU
acTMOM.
bezonacHocTh 1 3¢ (eKTUBHOCTH NpenapaTa y JeTeil B Bozpacte miaame 12 et 10 HaCTOALIEero
BPEMEHU HE YCTaHOBJIEHA, [103TOMY Ipenapar ®opMoTepoia-AIuyM HE CleAyeT NPUMEHSTh Y
neTel B Bo3pacTe miaaue 12 ner.

Cnoco0 nnpuMeHeHus

HNuransmuonHo.

[lepen mepBBIM HCMONB30BAHHEM (WIJIM €CIIM UHTAJSATOP HE MCIOIB30BAJICS B TEUCHHE TPEX H
OoJiee NTHEW) CIEAyeT CHATh 3alIUTHBIM KOJMA4OK C MYHIIITYKa W MPOU3BECTH paCHbLICHUE
a’po30JIs J1Ba pa3a B BO3/AYX, UTOOBI yOEIUTHCS B MPABIIIBHONW pab0Te HHTAISITOPA.

IIo BO3MOHOCTH IpU NMPOBEACHUM HMHTAALMU MAUMEHT JOJDKEH HAXOAUTHCS B IOJIOKEHUU
CTOS UJI CHUJISI BEPTUKAIIBHO.

1. BosbmuTe HHTANATOP OONBIIMM M yKa3aTeIbHBIM MAIbI[aMH1, KaK ITOKa3aHO Ha PUCYHKE.

2. CHUMMTE 3alIMTHBIN KOJITAYOK ¢ MYH/IIITYKa HHTaIsATOPA.

3. Crnenaiite MaKCUMaJIBHO BO3MOKHBIN BBIIOX.

4. Bo3pMHUTE MYHANITYK B POT, IJIOTHO OXBAaTHTE MYHJIIITYK Ty0aMu, MPH 3TOM JIEPIKHTE
OaJJIOHYMK BEPTHKAIBHO JTHOM BBEpX.

5. Haunute ryOOKHMiA BIOX dYepe3 pOT, OJHOBPEMEHHO HAKMHTE HA BEPXHIOK YacTh
OalIOHYMKa yKa3aTeNbHBIM MaJbIEM TSl paclbUICHUS a3P030Jis, TPOAOIIKas TITyOOKHIA BIIOX.

6. 3amepkuTe IBIXaHHME HAa MaKCHMAlbHO IPOMOIDKHTENLHOE BpeMs (HO 0e3 MpHUMEHEHHs

0COOBIX YCHIJIMIA) ¥ 3aTEM BBIHBTE MYH/IITYK U30 pTa.
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s npoBeneHus JONOJHUTENbHONM MHIASIIUM TOAECPKUTE HHIAIATOP B BEPTUKAIBHOM
MOJIOKEHUN TMPUOJIM3UTENIFHO TMOJIMUHYTHI W TOBTOpUTE 3Tambl 3—6. Ilocne wucmonp3oBaHUS
3aKpOTEe MyHAIITYK 3aIIUTHBIM KOJITAYKOM.

BAXHO: Bo Bpems mpumeHeHHs Oa/UIOH JepkaTh BBepX AHOM. He mpoBoauTe stambl 3—5
CJIMIIIKOM OBICTPO.

Ecin a’po30/b 4aCTUYHO BBIXOJWUT M3 BEPXHEW YacTH MHrajsiTopa WM M3 YTOJIKOB pTa
MaIueHTa, CieyeT MOBTOPUTH BCE ONEpallii, HAYnHas ¢ 9Tamna 3.

Jlis manueHToB €O Ca0OCThIO MANbLIEB PYK MOXKET OBITh JIeTde JIep:KaTh MHTAISITOP ABYMs
pyKamu TakuM o0pa3oM, yTOObl HAa BEPXHEH YacCTH MHIalsATOpa HAXOAWJIMCh J1BA YKa3aTEJIbHbIX
najgblla, a Ha HIKHEW — JBa OonbImx nanblia. Mcmonp3oBaHue criedcepHOro yCTpOWCTBa ¢
UHTAJISITOPOM OOBIYHO PEKOMEHAYETCS TMaleHTaM, y KOTOPBIX HMMEIOTCS TPYAHOCTH B
CUHXpPOHM3AIMK BAOXa M PACHBUICHUS a’po30Jis, XOTS HET KIMHUYECKUX JaHHBIX 10
npuMeHeHuto npenapara opmorepon-Anuym co crericepamu.

Jnsg nmonnepkaHus YMCTOTHI MYHAIUTYKA PEKOMEHJYEeTCs IMPOMBIBaTh €ro TEIUION BOJOW IO
MEpE 3arpsI3HEHUS.

4.3. IlpoTuBONOKa3aHUS

['unepuyBCTBUTENBHOCT, K (QOPMOTEPOTYy WM K JIIOOOMY W3 BCIOMOTATENbHBIX BEIIECTB,
NePEYNCIICHHBIX B pa3zaene 6.1.

- Jlerckuii Bo3pact muaaue 12 jer.

- Ilepron rpy1HOro BCKapMJIIMBaHUS.

4.4. OcoOble yKka3aHUs M MepPbl NPEI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTEIO

ITpu THUPEOTOKCUKO3E; (heoxpomMoIuTOME; rUnepTpohUIECKOn 00CTPYKTHUBHOM
KapAMOMUONATHH; MJIMONATHUYECKOM  NOJKJIANaHHOM  aopTajJbHOM  CTEHO3€;  TSKEION
TUIEPTOHUM; aHEBPU3ME CepAlla WM APYTHX TSDKENbIX CepACYHO-COCYIUCTBIX 3a00JIeBaHUSX,
TaKUX Kak HileMudeckas O0JIe3Hb cepjla, BKIKOYas OCTphIi MH(pApPKT MHUOKapAa, HapylleHus
pUTMa ceplla, BKJIIOYas TaXUapuUTMUU; aTPUOBEHTPUKYJIsIpHOU Onokane |1l crenmenu; Tspkenoit
XPOHMYECKOH CEpIeYHON HEeIOCTaTOYHOCTH; OKKIIO3UPYIOIIUX COCYAUCTBIX 3a00JIeBaHUSAX,

0COOEHHO aTepOCKHepOTquCKOﬁ npupoabl; BPOXIACHHOM HIJIM BbI3BIBACMOM JICKAPCTBCHHBIMU
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IPEeCTaTENIbHOM JKeJe3bl; TIayKoMe; OEpEMEHHOCTH; P 00OCTPEHHUHN TSDKEJION OpOHXHATBbHOU
aCTMBI; caxapHOM uabere.

Oco0ble yKazaHus

[Ipenmapatr dopmoTepon-AauyM He ClelyeT MNPUMEHSATh (M ero MPUMEHEHHE He SBISeTCS
000CHOBAaHHBIM) B Ka4eCTBE Mperapara, ¢ KOTOPOro ClIeAyeT HauWHATh JICYeHHEe OPOHXUAIBHON
aCTMBI.

[TarueHTHl ¢ OPOHXHABHOM acTMOM, KOTOPBIM TpeOyeTcs JIeueHUE JUIUTEIbHO NEHCTBYIOIUMU
B2-anpeHOMHMETHKAMH, JTOJIKHBI MOJIy4aTh ONTUMAJIbHYIO MOIJIEP>KUBAIOIILY O
IIPOTUBOBOCIIAJIUTENIBHYIO TEpaIuio (MHraJIILIMOHHBIMU WIN [IepOpaIbHBIMU
[JIFOKOKOPTUKOCTEPOUIaMH ), B TOM YHMCIIE U IOCIIE BBEACHUS B CXeMy JiedeHus popmorepona,
JaXe €CIM y HUX HaOII0JIaeTCsl YMEHbIIEHHE CUMITOMOB. ECliM CHMIITOMBI COXPAaHSIOTCS WU
TpeOyeTcsi yBenu4eHne 103 [2-aApeHOMHMETHUKOB, TO 3TO YKa3bIBaeT Ha YTSHKEJICHHE TCUCHUS
OCHOBHOTO 3a00JIeBaHUS M HAa HEOOXOAMMOCTh EPECMOTPa TOICPKUBAIOIICH TePaTIHH.

Xors mnpenapar dopmoTepos-AMyM MOXKET IPHUMEHITBCA B KadeCTBE JOIOJHUTEIbHON
Tepanuu, B CIydasX, KOTJa WHTaJISIUOHHBIE TJIIOKOKOPTHUKOCTEPOUIBl HE 00ecreyrBaroT
JIOCTaTOYHOTO KOHTPOJS HAaJ CHUMITOMaMH OpOHXHAlbHOW acTMbl, HE CJEIyeT HauyhHATh
nedeHue npemnaparoM OopMoTepos-AMyM BO BpeMsl OCTPO BO3HHUKIIETO CHIBHOTO 0OOCTPEHHS
OpOHXMaJbHOW AacTMbl WM MpPU 3HAYUTEIIBHOM WM OCTPOM  YTSKEIEHUM TEUEHUs
OpOHXUATBLHOU ACTMBI.

Bo Bpewmst neyenus npenaparom @opMoTeposn-AnnyM MOTYT BO3SHUKHYTh CEPBE3HBIE, CBSA3aHHBIC
¢ OpoHXHalbHOW acCTMOW HEXeNlaTeNbHbIE SIBICHHUS M OOOCTPEHMsS] OCHOBHOI'O 3a00JI€BaHUS.
Ecin cumMnTombl OpOHXMAIbHOW acCTMbl COXPAHSIOTCS W HE MONIAIOTCS KOHTPOJIIO WIIU
YTSDKEIAIOTCS MOCIe Hayvaja JiedeHus mnpenaparoM Popmorepon-AnnyM, MalueHTaM CIEoYyeT
PEKOMEH10BaTh MPOJIOJKUTE JieueHHe, HO 00paTuThes K Bpauy. [Ipenapatr ®opmoTepon-Annym
JIOJIKEH MPUMEHSTHCS TOJIBKO B COOTBETCTBUH C PEKOMEHAALUSAMH 10 PEXKUMY €ro JO3UPOBAHUS
(cM. paszmen 4.2.). Kak TOJBKO HACTyIaeT KOHTPOJb HAJ[ CHMIITOMaMH OpOHXHAJILHOW acTMBI,
CJIEyeT PacCMOTPETh BOIIPOC O MOCTENIEHHOM CHMKEHHUH 1103 npenapara GopMoTepoI-AInuyM.
[Ipy moCTeNeHHOM YMEHBIIEHUU JICYEHUS BAKHBIM SIBISIETCS PErysspHOe HaONIo/eHHe 3a
narueHToM. CrenyeTr NpuMeHSATh HaMMEHbIIUe 3(pQexTuBHbIe N03bl Mpenapata dopmoTepol-
Amnym. He cnenyer npeBbliaTh MakCUMaIbHYIO CYTOYHYIO J103Y.

BHe3anHoe u mporpeccupymomiee ycuiIeHHEe OpOHXOOOCTPYKIMH MOKET YrpoXkaTh >KU3HU
nalueHTa ¥ NoTpedoBaTh HEMEJIEHHOT'O MEIMIIMHCKOTO BMEIIaTeIbCTBA.

3HAYUTENIbHOE TMPEBBILICHUE MPEINUCAaHHBIX MAlUEHTY HWHIMBUIYANbHBIX 103 WU 0OLIei

CyTOYHOHM J103bI MOXXET OBITh OIACHBIM W3-3a BJIMSHUSA Ha cepaie (HapylIleHHe CepaedyHOro
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€ro clielyeT u30erars.

Conymcmsyrowue 3a601e8aHus

Cnenyer coOnroAaTb OCTOPOKHOCTh MPU JICUEHUU NAIMEHTOB C aTPUOBEHTPUKYJISPHON
omokamort Il  cremenu, pedpakrepHbIM  caxapHbIM  JAHA0ETOM, THPEOTOKCHUKO30M,
(heoXpOMOIIMTOMOM, TUIIEPTPOPUIECKON OOCTPYKTUBHOU KapAHMOMHUOMATHECH, UIUOMATHICCKIM
Cy0aopTaIbHBIM CTEHO30M, TSDKENON apTepHallbHOW THMNEPTEeH3UEH, aHeBPU3MOHM cepiua HId
IPYTUMH  TSDKEIBIMU  CEPICYHO-COCYAUCTHIMU 3a00JI€BaHUSAMH, TaKMMH KakK HIIEeMHUYECcKas
0one3Hb cepaua (BKIOYast HHPapKT MUOKap/aa), HapylIeHUs pUTMa cepala (BKIoYas TaXuapur-
MHUH), TsDKENasg cepJeyHas HEeJOCTATOYHOCTh W OKKIIO3UPYIOIIME COCYIHCThIE 3a00JeBaHMA,
0COOEHHO  aTepPOCKIEPOTUYECKON TMPHUPOIBI;, TUMEPTPOdUEH MpencTaTeNbHOM  KeJe3bl,
IJ1ayKOMOM.

He cnegyer npeBbliaTh MakCUMaIbHYIO CYTOUHYIO 103y Mpernapara.

DopMOTEpOST MOXET BBI3BIBATH YBEIWYCHHE IMPOJIOJDKUTENbHOCTH WHTepBama QTcC. Cremyer
coOJII01IaTh OCTOPOKHOCTh TPHU JICUEHUHM TAIMEHTOB C BPOXKICHHBIM WJIM BBI3BIBAEMBIM
JIEKapCTBEHHBIMU TpernapartamMu yinHeHneM wuHTepBana QTc (QTc >0,44 cekyHnm) u y
MAIMEHTOB, MOMYYaIolUX JeUeHUE JIEKAPCTBEHHBIMU CPEICTBAMHU, CIIOCOOHBIMHM YBEIMYUBATH
POI0JDKUTEIBHOCT nHTepBaia QTC (cm. paszmen 4.5.).

Beneactue runepriimkeMUIecKoro IeHCTBUS P2-aJpeHOMUMETHKOB B HA4aJle UX MPUMEHEHHUS Y
MNAlMEHTOB € caxapHbiM JAua0eToM HEe0OXOJWMO  JIOMOJHUTENLHO  KOHTPOJIHUPOBATH
KOHIIEHTpAIlUH TJIFOKO3bI B KPOBHU.

Ecnin mnnmanupyercss mnpoBeaeHue oOOLIEH aHECTe3MHu C IOMOIIBI0 TaJOreHCOAEpKaIINX
AQHECTETUKOB, CIIEyeT YJOCTOBEPUTHCA B TOM, 4YTO mpemapaT Dopmoreposi-AlnyMm He
MIPUMEHSJICS B TeUeHue 12 yacoB 10 Havajia aHeCTE3HH.

Tunoxkanuemus

[ToTenmansHO JeUeHne P2-aIpEeHOMUMETHKAMHU MOXET BBI3BATh BHIPAKEHHYIO THIIOKATHEMHUIO.
['unokanuemMusi MOXET YBEIWYUTh PUCK pa3BuTHs aputMmuid. Ocobas OCTOPOKHOCTH
PEKOMEHIyeTCsl MPU UX MPUMEHEHWU TPH OCTPOMl TshKeIoW OpOHXMAIbHOW acTMe, Tak Kak
TUIIOKCHSI MOKET YBEJIMYMBATH PUCK Pa3BUTHUS TMNOKanueMuu. ['MnokannemMuueckoe AeiCTBUE
MOXXET OBITh TAK)K€ YCHUJIEHO COMYTCTBYIOIIMM JICUeHHEM (JICUeHHE MPOU3BOJHBIMU KCAaHTHHA,
TTFOKOKOPTUKOCTEPOHUIAMH U TUYPETUKAMHU ).

[ToaToMy copepaHue Kanusi B CHIBOPOTKE KPOBH CIEIYET PETyJISIPHO KOHTPOJIHUPOBATH,
O0COOCHHO y TAIMEHTOB C HU3KUMHU UCXOJHBIMU 3HAYCHUSIMH COJEP)KaHUS Kallusl B CHIBOPOTKE
KpPOBU WM C TIOBBIIEHHBIM PHCKOM €ro CHWIKEHHUsA. Takke CIeayeT KOHTPOJIMPOBATH

COACpIKAaHNUE Kallud B CBIBOPOTKE KpPOBH, C€CJIIM €TI0 CHHIKXCHUC Ha6J'I}OJIaJ'IOCI) BO BpEMA
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HEOOXOIUMMOCTH CJIEyeT BO3MEIIATh MOTEPU KaTUs 7Sl YCTPAHSHUS TUTIOKATUEMUH.
BcenenctBue CHMXKEHUS COICpKAHUS Kallus B CBIBOPOTKE KPOBH MOTYT YCHUIUBATHCH I((HEKTHI
JICKapPCTBEHHBIX [IPENapaTOB HAMEPCTSIHKH.

Tlapaookcanvusiii 6porHxocnasm

Kak u mpu m1000i HWHTaISIMOHHOW TEepanuu, CIEeAyeT YYUTHIBATH BO3MOXKHOCTH DPa3BUTHS
napaJoKCaIbHOTO OpoHXOocmasmMa. B 3ToM ciaydae cieayeT HEMEMJIEHHO NPeKpaTuTh
IpUMEHEHUE TMpenaparta M Ha3HAUUTh aJbTepPHATUBHOE JieueHHe. PexoMeHayeTcs CTporo
ClIeIoBaTh PEKOMEHJOBAHHOMY B MHCTPYKIMHM PEXKHUMY JO3MPOBaHHs, YTOOBI H30€kKaTh
CEPbE3HBIX MOOOYHBIX 3PPEKTOB, MPEKIE BCETO CO CTOPOHBI CEPACUHO-COCYTUCTOU CUCTEMBI.
JlaHHBII JIEKAPCTBEHHBIN IIpenapaT COACPKUT ITAHOIL.

s cropTCMEHOB: HCIIONb30BaHHUE IpernapaTta HE B JICUEOHBIX LIENSX paClEHUBACTCS Kak
JOTIMHT: OH BBI3BIBAET JOMUHTOBBLIN 2PQPEKT U AaeT MOJOKUTEIbHYIO PEaKIUI0 MPHU JOMUHT-
TEeCTe.

Mepul npedocmopodrcrnocmu npu npumereHuu

bamion HaxomuTcs MOA JaBlIeHHWEM, HE TMOJBEPraTth BO3JCWCTBUIO BBICOKOW TeMIIEpPaTYpHI.
bamnon ne BckpbiBaTh. [Ipenoxpansts ot magenuit u yaapos. He 6pocatb B OroHb Jaxke MmycTon
OaJIoH.

4.5. B3aumopeiicTBHe ¢ JPYrHMH JIEKAPCTBEHHBIMH TpenapaTamMu © JApyrue BHABI
B3aNMOJeliCTBUSA

AHTHapUTMHUYECKHE cpeAcTBa la kiacca (XMHUAMH, Au3onupamu, npokanHamua) u Il kmacca
(coranon, amuomapoH), (EeHOTHA3MHBI, HEKOTOPHIE AHTUTMCTAMUHHBIE CPEJCTBa (Takue Kak
TepdeHaanH, acTeMU30J, MU30JIACTHH), WHTHOUTOPH MOHOAMHUHOOKCHA3bI, TPUIIMKINIECKHE
AHTHUJICTIPECCAHTHI, SPUTPOMHUIIMH [JIsi BHYTPUBEHHOTO BBEJIEHUS, NMEHTAMUIUH, CYJIHTOIMPHI,
BaHKOMUIIMH, Tano(aHTpuH, Oenpuamn MOryT yUIHHATE QTC-MHTEepBal M yBEIMYMBATH PHUCK
Pa3BHUTHS JKEITyTOYKOBBIX HAPYIICHUH pUTMa (TaKkKe cM. pasneins 4.4.).

OpnHOBpeMEHHOE MPUMEHEHHE CUMIATOMHUMETHYCCKUX CpPEACTB, TAaKUX Kak Jpyrue
B2-anpeHOMHMETHKH WK SMUHEeDPUH (aJpeHalMH), MOXKET MOTEHIIMPOBATh HEKeJIaTelbHbIC
saddexts mpenapata GopMoTepon-AIryM, YTO MOXET MOTPeOOBATh KOPPEKIUU PEKUMA €ro
JIO3UPOBAHUS.

OnHoBpeMeHHOE TpUMEeHEeHHe (HopMoTeposia U TeoGUUTMHA MOYKET MPUBOJIUTH K B3aUMHOMY
MOTECHIIMPOBAHUIO OpPOHXOMUTHYECKHX J(P(EKTOB, HO TPU OSTOM BO3MOXKHO YBEIHMYCHUE
HeXKeNaTeNbHbBIX A((HEKTOB, TAKUX KaK HAPYIICHUS CEPJICTHOTO PUTMA.

OnHOBpEeMEHHOE TPHMEHEHHE C MPOM3BOJHBIMH KCAHTHHA, TIFOKOKOPTHKOCTEPOHWIAMH WIIU

JAUYPETUKAMH, TaKUMKU KaK THA3UJIHBIC W TICTICBBIC JUYPETUKH, MOXKCT YCHIIUTH
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IIPEIPACIIONOKEHHOCTh K apUTMHM Yy IAIUEHTOB, IOJyYalOUX CEPACYHBIE INIMKO3MIbI
(mpenapatel HanepcTssHKH). CyllecTByeT BEpPOATHOCTb IIOBBILIIEHHS pPHUCKAa >KEIyI0YKOBOM
apUTMHH BCIIEACTBHE (PapMaKOJMHAMUYECKOTO B3aMMOIEHCTBHSI IIPU COBMECTHOM IPUMEHEHUU
(dopmoTeposia ¢ Ipyr'MMHU JIEKAPCTBEHHBIMU CpeAcTBaMH, yanuHstomumu uHTepBan QTc. K
TaKUM T[pernaparaM OTHOCATCS AHTHUTHCTaMUHHBIE IIpenapaThl, Takue Kak TepQeHaIuH,
aCTEMM30JI, MM30JIACTUH, HEKOTOpbIE AaHTHAPUTMUYECKHE Ipenaparsl (HampuMep, XWHUIMH,
JU30MMpaMuU], MPOKaMHAMU), SPUTPOMMIMH U TPULMKINYECKUE aHTHJENpeccaHTsl. L-moma,
L-TUpOKCHH, OKCUTOLMH MJIM 3TaHOJ MOTEHUUPYIOT CUMIATOMUMETHYECKHEe 3(PPEKTH U MOTYT
CI0COOCTBOBAThH Pa3BUTHUIO HAPYLIEHUM PETyJISIIMUA pabOThl CEPIAEUHO-COCYAUCTON CUCTEMBI IIpU
UX OJTHOBPEMEHHOM MPHUMEHEHHH C (POPMOTEPOIIOM.

Cyl1ecTByeT MOBBILICHHBIH PUCK PA3BUTHUSA apUTMHMM Yy MAIMEHTOB Ha (POHE OJHOBPEMEHHO
IPOBOJIUMOM aHECTE3UH IaJIOTeHU3UPOBAHHBIMHU YTJIEBOIOPOJIAMH.

bponxopacmmpstoniee aeicTBue (HopMOTEPOIa MOKET YCHIMBATHCS AHTUXOJIMHEPTHMUYECKUMU
npenapaTamu.

-anpeHobmokaTopbl MOTYT YMeHbIIATh aelcTBUe mnpenapata ®dopmorepon-Anuym. Takum
o0pa3oM, npenapar He J10JKEH 0JIHOBPEMEHHO NPUMEHATHCS C -aipeHo0I0KaTopaMu (BKIIIOYast
[JIa3HblE KaIlJlM), 3a HWCKIIOYEHUEM CIIyyaeB, KOIJa HUX MPUMEHEHHE MPOJUKTOBAHO
HACTOATEIbHONW HEOOXOJUMOCTBIO.

N3-3a copepkaHusi HEOOJIBIIOTO KOJIMYECTBA 3TaHOJAa B cocTaBe mpemnapara dopmorepoii-
AnMyM y HalMeHTOB, NPUHUMAIOIIMX OJHOBPEMEHHO JUCYJIbGUpaM MM METPOHMIA30I,
BO3MOXKHO pa3BUTHE peakluii, 00yCIOBIEHHBIX HEMIEPEHOCHMOCThIO 3TAHOJIA.

4.6. ®epTHIBHOCTD, 0EPEMEHHOCTD U JIAKTALMSA

bezonacHocTe npuMeHeHHs ¢opmoTeposia MpH OEPEeMEHHOCTH M B MEPUOJ TPYIHOTO
BCKApMJIMBaHMS 10 HACTOSILIETO BPEMEHHU HE YCTAHOBJICHA.

bepeMeHHOCTB

[Ipumenenue mnpenapara npu OEpeMEHHOCTH BO3MOXKHO TOJBKO B TOM Clydyae, €cCiH
IperoaraeMas 1moJib3a Jiisl MaTepy MPEBBIAET OTEHIUAIBHBIN PUCK JUIA IIJI0A.
dopmMoTepos, Tak ke Kak U JApyrue P2-aipeHOMHMETHKH, MOXET 3aMeUIATh MpPOLEecC POAOB
BCJIE/ICTBHE TOKOJIUTUYECKOIO JEHCTBHS (peIakCUPYIOUIero NeHCTBUS Ha TIaIKYI0 MYCKYJIaTypy
MaTKH).

JlakTanus

HewusBectHo, nmpoHukaer iu (opMOTEpos B IpyaHoe Mojoko. [ToaToMy mpu HEOOXOIUMOCTH

pUMeHeHUs (POPMOTEPOIIa TPy AHOE BCKapMIIMBaHUE HEOOX0JUMO MTPEKPATUTD.
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4.7. BausiHde HA CHOCOOHOCTH YNPABJISATH

MeXaHU3MaMH

B cnyuae mosBiieHUs HEXENATENIbHBIX peakUuil (HalpuMmep, roJOBOKPYKEHUs, COHJIMBOCTH U
Jp.) BO3MOXXHO HEOJIaArONpPUATHOE BIMSHUE HAa CIIOCOOHOCTh YIPABJIATH TPAHCIOPTHBIMU
CPEICTBaMU WJIX 3aHUMAThCS APYTUMHU NOTEHLIMAIBHO OIACHBIMY BUIAMU JEATEIbHOCTH.

4.8. Hexkes1aTelbHbIEe peaKkIUH

PesroMe HexxenaTeabHbIX peaKIui

HanGonee wacto cooOmamoch O HEXENaTelNbHBIX SBICHUAX, XapaKTEPHBIX Ui TEparuu
B2-agpeHOMHMETHKAMH, TaKMX KaK TPEeMOp M OIIyLICHHE CepAueOHeHus, KOTOpble HMEIH
TEH/ICHINIO OBITH CJIA00 BHIPAKCHHBIMH U HCUE3AJIM B TEYCHUE HECKOIBKHUX JHEH JICUeHUsI.
HesxenarenbHble peakiuy, KOTOPbIE aCCOUUPOBAIUCH ¢ (POPMOTEPOIIOM, TPEICTABICHBI HUXKE U
paslesieHbl 10 CUCTEMHO-OPraHHBIM KJlaccaM € YKa3aHHEM YacTOThl UX BO3HHMKHOBEHHS (IpU
HAJIMYUK COOTBETCTBYIOIIMX JaHHBIX) COrllacHO pekoMenmamusM BO3: ouens vacto (> 10 %),
gacto (> 1 % u <10 %), vevacto (> 0,1 % u <1 %), penko (> 0,01 % u <0,1 %), oueHb penko
(< 0,01 %).

Hapywenus co cmoponst Kpoeu u 1umgamuyeckoil cucmemol

Ouenb pedxo: TPOMOOITUTOTICHUS.

Hapywenusa co cmoponst UMMYHHOU CUCHIEMbL

Peoko: peakuun rUNepuyBCTBUTEIBHOCTH, TAKHE KaK aHTHOHEBPOTHUECKUI OTEK, OpOHXOCTa3M,
9K3aHTEeMa, KParuBHULIA, 3YI.

Hapywenusa co cmoponst memadpoauzma u nUmManus

Heuacmo: TATIOKaTHEMUs1, TUTICPTITUKEMHSL.

Ilcuxuueckue napywenus

Heuacmo. axurtanus, TpeBOXKHOCTb, TIOBBIIIEHHAs BO30YAMMOCTb, HApyILICHUS CHA.

Ouenb peoxo: IOBEJEHYECKHE PACCTPOICTBA, FAITIOIUHALINY.

Hapywenusa co cmoponst HepeHoil cucmemol

Yacmo: Tpemop, rojJoBHas 00Jb™.

Heuacmo. To10BOKpYX€HUE™, HAPYIIIEHNs BKYCOBBIX OIIYIIEHUH (ucreB3us)™.

Ouenv peoxko: CTUMYJSAIUS LEHTPalIbHOM HEpBHOH cucteMbl (3PQPEKTH CTUMYJIALUU
[EHTPAILHOW HEPBHOM CHUCTEMBI TIOCIIe WHTASIHNA [2-apEHOMUMETHKOB MPOSBIUTUCH B BUJIC
ype3MepHOil BO30yAMMOCTM U B OCHOBHOM HaOmojganuch y jAered miaame 12-jeTHero
BO3pPAaCTa).

Hapywenusa co cmoponwt cepoya

Yacmo: onryuieHue cepaieOneHus.

Heuacmo: TaXUKapaus, TaXxuapuTMus.
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Peoxo:  HapylleHMss ~ puTMa  cepiua, |Takue (ﬂ{g".‘lE%ﬁgbLﬁH%Mi_l C Bﬁe—hc'c!il)hnﬁ,

CYyNpPaBEHTPUKYJISIPHAS TAXUKAPIUsI, SKCTPACUCTOIINS; CTCHOKap IUs.
Ouens peoxo: ynnuHenue uarepsaia QTc.
Hapywenusa co cmoponsl cocyoos

Peoko: namenenus aprepuanbHoro nasieHus (AJl).

Hapywienus co cmopoHnul 0blxamenpbHoul cucmembl, OP2AH08 2PYOHOI K1emKU U cPedoCmeHus

Yacmo: Kauesnsp.

Heuacmo: paznpaxeHue poTOrJaoTKA™.

Peoxo: mapanokcanbhblii Oponxocnasm (cMm. paszaen 4.4.).
Ouenwb pedxo: oNbIIIIKa, 000CTpeHNE OPOHXUATBHON aCTMEI.
Kenyoouno-kuweunvle Hapyuienus

Heyacmo: TomHoTa*.

Hapywienus co cmoponbl Kodcu u HOOKONHCHbIX MKAHell
Heuacmo: cbinib, runiepruipo3 (YCWICHHOE IMMOTOOTACTICHHE)™ .
Hapywienus co cmoponst MbluleuHOul, CKeJIeMHOU U COeOUHUMETbHOU MKAHU
Heuacmo: MpllIe4HbIE CyTIOPOTH*, MHAJITHUSI.

Hapywienus co cmoponbl no4eK u mMo4esvleo0auux nymeii
Peoxo: nedpur.

Oo6wue napywienus u peaKyuu ¢ mecme 66e0eHuUs

Ouenb peoko: iepuhepuIecKrue OTCKH.

.]Iaﬁopamopnble U uncmpymenmaibHble oanHble

Jleuenme BZ-&HPGHOMHMGTHK&MI/I MOXKCT IMPUBOJWUTH K IOBBIMICHUIO KOHUOCHTPALMK B KPOBU

HHCYJIMHA, CBO6OI[HI>IX JKUPHBIX KUCJIOT, TITMIOCPHUHA 1 KETOHOBBIX TCII.

*YKa3aHHBIC CHMIITOMBI MOTYT IPOXOJUTH CaMHU I10 cebe B Teuenue 1-2 HEACIIb MMPOAOJIKCHUA

JICUCHUA.

Coo01reHne 0 moJ03pEBAEMBIX HEXKEIATEIbHBIX PEAKIINIX

BaxHo coo01maTh 0 M0oJ03peBacMbIX HEKENATENIBHBIX PEAKIMSX [TOCIE PETUCTPALMU IIpernapara

C IICJIbIO obecreueHust HEMIPEPBIBHOI'O MOHUTOPHUHIA COOTHOHICHUA «II0JIb3a — PHUCK»

JICKApCTBCHHOT'O IIpCriapara. MeauuuHCKUM pa6OTHI/IKaM PCKOMCHAYCTCA COO6H_IaTB 0 IIFOOBIX

MOAO03pE€BACMBIX HECXKCIIATCIIBHBIX PCAKIUAX JICKAPCTBCHHOI'O IIPCriapara 4€pe3 HAIlMOHAJIbHBIC

CHUCTEMBI COOOIICHUS O HEXENATeNbHBIX PEAKIUAX TOoCydapcTB — wWieHOB EBpaswuiickoro

HKOHOMHUYECKOTO COI03a.
Poccniickas @enepanvs
®denepanpHas cnyx0a mo Haa30py B chepe 3npaBooxpanenus (PocsnpaBaanzop)

109012, r. MockBa, CrniaBstHCKas TUIOIIA b, 1. 4, cTp. 1
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h 99 03 (MOCMEAOCBATENEHOCTS 0001)

«"opstaast muuaus» Poc3npaBuanzopa: +7 800 55

e-mail: info@roszdravnadzor.gov.ru

Caiit: https://roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

KnuHUYeCcKuid OMBIT JICUSHHsI B CITy4ae TIepeI03UPOBKY IpenapaTa OrpaHuYCH.

CuMITOMBI

Haubonee BeposTHO, YTO MPU NEPEO3UPOBKE OyayT HAOTIOAATHCS CHMITOMBI, TUITUYHBIC IS
Ipyrux P2-aipeHOMHUMETUKOB: TPEMOp, TOJIOBHAas Oo0ib, Yyd4alleHHOe cepaueduenue. B
OTIENFHBIX CIIydasX COOOMIAJOCh O Pa3BUTHUU TaXWUKAPJWUHU, THIEPIIIMKEMHUH, TUITOKATUEMHH,
yAIMHEeHUU uHTepBaia QTC, apuTMHUH, TOUTHOTHI U PBOTHI.

Jleuenue

[Toka3zaHo cUMNTOMATHYECKOE W MOMAJICPXKHBAIOIICE JICUeHHE. BO3MOXHO INpHUMEHEHHE
KapJIMOCEICKTUBHBIX  [2-aipeHOOJIOKATOPOB  TOJBKO TMPH  COOJIOJCHUM  YpPE3BBIYAHHOU
OCTOPOXKHOCTH, TaK KaK Ha3sHaueHUE [2-aIpeHOOIOKATOPOB MOXKET CHPOBOIMPOBATH PA3BUTHE
Oponxocna3Mma. [Ipu 3ToM HEOOXOIUM KOHTPOJHL COACPKAHWS Kallds B CHIBOPOTKE KPOBH.

PexomengoBan KOHTPOJIb roxasareJjieit CGp,I[@‘IHOfI JACATCIIbHOCTH.

5. DPAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoaMHAMHYeCKHe CBOlicTBA

dapmakoTepaneBTHUECKas rpynmna: OpOHXOAUJIATUPYIOLee CpPeACTBO — [2-aJpeHOMHMETHUK
CEJICKTUBHBIMN.

Kox ATX: RO3AC13.

Mexauusm nerictBus U dhapMakoagruHaMudecKne 3P exTol

DopMOTEPOI SABISETCS CENEKTUBHBIM arOHUCTOM [32-aipeHOPELENTEPOB ¢ HU3KUM POJCTBOM K
Bi-anpenopenentopam. ®opMoTepora obnagaeT OpOHXOPACIIUPSIOMUM JAEHCTBUEM Y MMALUEHTOB
¢ oOpaTuMOi OOCTpPYKIMEN NbIXaTeNbHbIX MyTell. DopMOTEpOa aKTUBUPYET aJACHUIIATIMKIA3Y,
YTO NPUBOAMUT K YBEIMUEHUIO KOJMYECTBA IUKIMYECKOTO ageHO3MH-MoHO(ochara (HAMD),
KOTOpBIM BBI3BIBAET AKTUBALMIO IPOTEMHKHHA3bl A. AKTUBHpPOBaHHAs IPOTEMHKHHa3a A
uHruoupyer ¢GochopuiIupoBaHUE KIIOUEBBIX NMPOTEMHOB, OTBEYAIOUIMX 33 KOHTPOJIb TOHYCA
ragkoi Mpimel. [loBbilIeHNEe BHYTPUKIETOYHON KOHIEHTpauuu HAM® Takke mpUBOIUT K
MOJIaBJICHUIO BHIOpOCA MOHOB KalbIMsl M3 BHYTPUKIETOUHBIX 3arnacoB. COBOKYNMHOCTh ATHX
IPOIIECCOB MPUBOJUT K OPOHXOIUTUYECKOMY IPPEKTY.

JeiictBue mnpemnapara HacTymaeT ObICTpO (B TeueHHe |—3 MUHYT IOC/I€ MHTASALUN) |

coxpaHsieTcs B cpeHeM 12 gacoB mociie IPUMEHEHHNs] pa30BOW JO3BI.
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aysiepreHamu, (pu3nyeckoi Harpy3Koi, XOJO0AHBIM BO3JyXOM, THCTAMUHOM WJIM METaXOJIHHOM.
5.2. apmMaKkoKHUHeTHYeCKHUe CBOHCTBA

AGcopbuus

Kak u npu npuMeHeHUHM [APYTruX HHTATALMOHHBIX JIEKAPCTBEHHBIX CpeAcTB, okoio 90 %
WHTAISIIMOHHON J103bI (JOPMOTEpOIIa MPOTIATHIBACTCS M OBICTPO abCOpOHUpYyETCs B KEITYyA0UHO-
KuAmeyHoM Tpakre. [loaTomy ¢apMakOKMHETHYECKHE CBOWCTBA JIEKAPCTBEHHOW (HOpMBI
dopMoTepona A TpUeMa BHYTPb MOTYT OBITh OKCTPANOIMPOBAHBl HAa HMHTANISALUIO
JIO3UPOBAHHOTO a3p030J1s1 popMoTepoa.

[locne wuHransuuu TepaneBTUYECKOM A03bl (12 MKI) J03UPOBAHHOTO a’po30Jisi Ipernapara
dopmoTepon-AnyM ManueHTaMu ¢ OPOHXUAIBHON acTMOH ero abcopOIus SBIsIeTCs OBICTPO U
WHTCHCUBHOW, MaKCHUMallbHas KOHIIEHTpamus (opMoTepoia B IJa3Me KPOBHU JOCTHUTaeTCs
npuOIM3UTENBHO 4Yepe3 15 MuH mocie WHraiasiiuu (paHblle, 4eM MPH HHTaISIUA [OPOIIKa
dopmotepona). Paznmuns B ckopocTH abcopOmmm cleayeT UMETh B BUIY IPU TEPEBOJIE
NalnyMeHTa C OJHOM JIeKapcTBEHHOH (HOPMBI HHTAISIHMOHHOTO (OPMOTEpOJia Ha JIPYTYIO.
Konnentpanus ¢popmoTeposna B ra3me KpoBu yepes 15 MuH nocine uHraisuu coctasiuser 60 %
OT BBEJICHHOM J103bI, a yepe3 24 yaca cHukaercs 10 10 % ot BBeaeHHOM A03bl. [Ipu nHransmumn
or 12 mo 96 mxr ¢dopmorepona d¢ymapata aguruapara abcopOius (HopMoTeposia HOCUT
JIMHEHHBIN XapaKTep.

[Tpu mpueme BHyTpb 10 300 Mkr dopmoTepona oH ObICTpO abcopOupyeTcss U3 >KeTyJOoYHO-
KHIIEYHOT0 TpakTa. MakcumalbpHasl MjIa3MeHHas KOHIIEHTpalusi HEeM3MEeHEHHOro (opMoTeposia
nocruraercs yepe3 30-60 muH. Bosnee yem 65 % mpuHsATONH BHYTPH 10361 (hopmoTeposna 80 MKT
abcopbupyercsa. Ilpu mpueme BHYTphr HaOMIOMAETCA JIMHEMHOCTH aOCOPOIMHM TIpU TMpueMe
dopmoreposia B jgo3ax oT 20 1o 300 mxr. I[IoBTOpHBIM eXeAHEBHBI MpHEM BHYTpPb
40-160 MKI/CyTKM He NMPUBOJUT K HAKOIUIEHHIO (popMoTeposa M3-3a €ro KOPOTKOIo MepHoja
noiyBbiBeieHNs. PapmakonuHaMuKa (HOpMOTEpOIa y MYXKXYMH M JKSHIIUH CYIIECTBEHHO HE
pasnuJaercs.

Pacnpenenenue

Casi3piBanue (popmoTeposa ¢ OenkaMu miasmbl coctaBiseT 61-64 % (¢ anpbymunom — 34 %);
IpH  TPUMEHEHUW TEPAlleBTUYCCKUX JI03 MeECTa CBS3bIBAHUS C  OCIIKOM  SIBJISIFOTCS
HEHACHIIIACMBIMHU.

Buorpancdopmarnus

(DOpMOTCPOJ'I MCTa6OJ'II/I3I/IpyCTC$I T'JTaBHBIM 06pa30M MyTeM HOpAMOro NMpHUCOCAUHCHUA OCTATKa
FJ'IIOKypOHOBOfI KHCJIOTHI u IOJIHOCTBIO BBIBOAUTCA. ,HOHOJ'IHI/ITGJ'II)HI)IM myTeM

ouotrpancopmaruu  siBisiercss  O-IeMETUIIMPOBAHHWE, 3aTeM  MPUCOEAWHEHWE  OCTaTKa
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OCYIIECTBIISICTCS C MOMOIIBIO HECKOJBbKHMX H30(pepMenToB kaTtana3sl CYP450 (2D6, 2C19, 2C9 u
2A6), W mWOAPTOMY TMOTEHIMAIBHBIA PHCK B3aUMOJCHCTBUS (opMoTepona ¢ JIpyruMu
JICKapCTBEHHBIMHU CPEACTBAMU Ha ypOBHE MeTalosin3Ma sBiseTcss HU3KUM. dDapmMakoKnHETHKa
dbopMoTepona SBISETCA MPAKTUYECKH OJUHAKOBOW MOCJE OJHOKPATHOIO M IMOCJE MOBTOPHOTO
npremMa, YTO YKa3bIBaeT HA OTCYTCTBUE Y HETO CAMOMHAYKIIMH MM CAMOMHTUOUPOBAHUS CBOETO
MeTabomm3ma. OCHOBHAsI 4acTh J03bI (pOpMOTEpOa BBIBOAUTCSA B PE3yJIbTaTe METa0OIU3MA.
[Tocne unramsuuu 8-13 % nocraBisiemMoil 03kl (OPMOTEpPOIIa BHIBOJUTCS B HEU3MEHEHHOM
BUJIE C MOYOH.

DJIMMHUHALMS

Ha ocHoBanum omnpeneneHus KOHIEHTpauid GopMOTeposia B TUIa3Me KPOBU UJIM B KPOBHU Uepes
6, 8 mmu 12 yacoB mocne mnpueMa GopMOTEeposia BHYTPh ObUI YCTAaHOBJEH €ro MEpHOL
MONTyBBIBEJIEHUS, cocTapisitomuii 2—3 yaca. [locne wunramsiuuu Qopmoreposa MO CKOPOCTU
MOYEYHON SKCKpELMA B TE€UCHHE BPEMEHHOr0 MHTEpBaja OT 3 70 16 yacoB mocie MHTASALUN
pacueTHBIM IyTeM OBUI OINpeNeNeH TEepPHOJ IOJNyBBIBEACHUS, COCTABISIONIMNA S5 4acoB.
JeiictByromiee BemecTBO (opMoTepos) U €ro MeTabONUTHI BBIBOJATCS TOJHOCTBHIO: TMPHU
npueMe BHYTPh JIB€ TPETH OT MPHUHITON [103bl BBIICISAIOTCS IMOYKaMU (C MOYOH), OJiHA
TpeTh — dYepe3 KumeyHUK (¢ kanom). [locnme wmHramsmum Qopmotepona B cpenHeM 6—9 %
dbopmoTeposia BHIBOJUTCS Yepe3 MOUYKHU (C MOUOi) B HEeM3MEHEHHOM Buje. [lodeunbrit kimpeHc
dbopmorepoia coctaiseT 150 mun/mMuH.

DapMaKOKMHETHKA Y 0COOBIX rpyni DanucHTOB

BnusHue Ha ¢dapMakoKMHETHKY (QopMoOTeposa CHMKEHHOM (YHKIMM IMOYEK WM IEYeHH, a
Takke (apMaKOKMHETHKAa Yy TOXWIbIX MallMeHTOB Heu3BecTHbI. llockonbKy ¢opMoTepos
IJIaBHBIM 00Pa30M BBIBOAMTCS M3 OpraHU3Ma B pe3yJibTaTe MeTadoju3Ma B [I€YEHH, Y HallieHTOB

C TSKCJIBIM IIUPPO30OM IICUCHU CICAYCT OKNAATh YBCIIMUYCHUA SKCIIO3UIUU TIpCIIaparta.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTeIbHbIX BellleCTB
OTtaHo1 abCONMOTUPOBAHHBIH,
XJIOPUCTOBOJIOPOJTHOM KUCIOTHI pacTBop | M,
HOp(IypaH.

6.2. HecoBmecTuMOCTH

He npumennmo.

6.3. Cpok roaHocTu (CpOK XpaHeHHs)

18 Mmecsues.
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apennil OCNEOOBATENEHOCTE 0001)

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH NMPH

ITpu Temneparype ot 2 1o 8 °C.

6.5. XapakTep u coep:kaHue NEPBUYHONH YIAKOBKH

ITo 100 103 v 120 103 B aTFOMUHHUEBBIC OAJIIOHBI, TEPMETHUIUPYIOT TO3UPYIONTUM KIIAITAaHOM.
Ha xaxzplii OaljioH HAKJIEMBAIOT CAMOKJICSIIYIOCS STHUKETKY. Bepx Tekcra pacmosiaraioT B
HaIrpaBJIeHUH J1HA OaJjIoOHa.

[To 1 GannoHy BMecTe C HAcaJKON-MHTaISATOPOM, 3aLIUTHBIM KOJIIMAYKOM M MHCTPYKLUEH IO
MEAUIIMHCKOMY MPUMEHEHUIO TOMELIAIOT B MAYKy KApTOHHYIO.

6.6 OcoOble Mepbl MNPEIOCTOPOKHOCTHM TPH  YHHYTOKEHUH  HMCIHOJIb30BAHHOIO
JIEKAPCTBEHHOI'0  Mpenaparta WM OTX0A0B, TOJYYEHHBIX TOCJe NPUMEHEHUs
JIEKAPCTBEHHOI'0 NMpenapara u Apyrue MaHUIYJIAIMHU C PenapaToM

ByabTe 0CTOPOKHBI C UCHIOIB30BAHHBIM HHTAISITOPOM, IOMHHUTE O TOM, YTO BHYTPH UHTAISATOpA
MOJKET OCTaBaThCsi HEKOTOPOE KOJIUYECTBO IIpemapaTa. Bech ocTaBuiMiics JieKapCTBEHHBIN

npemnapar 1 OTxXoJbl CJICAYCT YHUYTOKHUTH B YCTAHOBJIICHHOM ITOPAAKE.

7. AEPKATEJIb PETUCTPAIHMOHHOI'O YAOCTOBEPEHUSA
Poccus

AO «bunnodapm»

124460, r. Mockaa, t. 3enenorpan, yi. Koncrpykropa I'ycekoBa, 1. 3, ctp. 1.
Temn.: (495) 646-28-68

info@binnopharmgroup.ru

7.1. IlpeacraBure/ib AepsKaTe/ss perUCTPAlMOHHOIO YA0CTOBEPECHUS

[Iperen3un norpedUTENEH HAIPABIATE 110 aIPECY:

Poccus

AO «bunnodapm»

124460, r. Mockaa, 1. 3enenorpan, yi. Koacrpykropa I'ycekoBa, 1. 3, ctp. 1.
Ten.: (495) 646-28-68

info@binnopharmgroup.ru

8. HOMEP PETUCTPAIIMOHHOTI' O YAOCTOBEPEHUSI
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9. JIATA TEPBUYHON PEMMCTPALIMU (MOJTBEPHIEHNS PEFHCTPAIIAN,

INEPEPETUCTPAIIN)

JlaTa nepBUYHON pEruCTpaLMU:

10. TJATA IEPECMOTPA TEKCTA

OO0miass xapakTepuCTUKa JieKapcTBeHHOro rmpernapata PopMoTepon-AnuyM [OCTylHA Ha
UHPOPMALIMOHHOM TIOpTaje EBpa3uiickoro 5KOHOMHUYECKOTO Cco03a B HH(GOPMAIMOHHO-

KOMMYHUKaIIMOHHOM cetn «HTepHer» http:/www.eec.eaeunion.org/.
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