COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 04.06.2025 N= 14085

OBILAS XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA "0

1. HAUMEHOBAHMUME JIEKAPCTBEHHOI'O ITPETTAPATA

®enorepon-adponatus, 100 MKr/mo3a, a3p0o301b ISl HHTASIIAA TO3UPOBAHHBIA.

2. KAUYECTBEHHBIN 1 KOJTMYECTBEHHBI COCTAB

JeiicTBytolee BemecTBo: GeHOTepOI.
1 no3a copepsxut 0,100 mr denorepona ruapodpomMuIa.

[TonHbIN IepevYeHb BCIIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JIJEKAPCTBEHHAS ®OPMA

ABDP030J1b 17151 UHTAISIIUA TO3UPOBAHHBIM.

becuBeTHbIN WM co ciabbIM JKENTOBATHIM OTTEHKOM IPO3PAvHbIi PacTBOP, HAXOISAIIUICS MOJ
JlaBlieHWeM B OalsIOHE M3 HEp)KaBEIoUleW cTalyd ¢ KIalaHOM JIO3UPYIOIIEro JecTBus u
pacTbUIMTENIFHOW HACaJKOW; WpemapaT MpH BbIXOAE H3 Oa/yloHA paclbUIsieTcs B BUJC

a’pO30JIBHOM CTPYH.

4. KJIMHUYECKUE JAHHBIE

4.1. Iloka3aHusl K IPMMEHEHUIO

[Tpenapat deHOTEPOI-a3pOHATUB MTOKA3aH K IPUMEHEHHIO Y B3pOCIBIX U ieTel oT 4 1o 18 jer.
[TpucTynsl OpOHXHATBHOM aCTMBI UM HHBIE COCTOSTHUS C 00paTUMOM 0OOCTPYKIIMEN JbIXaTeIbHbBIX
nyTeil, XxpOHUYeCKH OpOHXUT, XpOHUYECKask OOCTPYKTUBHAsL OOJIE3Hb JETKUX.

[TpodunakTuka mpucTynoB OPOHXHAIBHON aCTMBI BCIEACTBUE (PU3MUECKOTO HAIPSKEHUSI.

4.2.  Pe:xxum 103MpPOBaHUSA U CIOCO0 NPUMEHEHUS

Pexxum go3upoBaHus

Bspocnvie

Ipucmynoi 6D0quaﬂbH012 acmmbl U ()pyeue COCMOARUA, COnDOGODfCOGIOWLleC}Z 06pamu/w0b7

obcmpykyuel OvixameabHblx nymeu

B GonpmmHCTBE CitydaeB /Ui KyMUpOBaHUsI OpOHXOCMa3Ma JOCTATOYHO OJHON MHTANSAIIMOHHON
no3bl. Eciim B TedeHwe 5 MUH. OOJIeTYeHHs ABIXaHWS HE HACTYIUJIO, MOXKHO TOBTOPHUTH
VMHTAJALHIO.

Ecnu sddekr oTcyTCTBYeT mocie NBYX HWHTAIAIHOHHBIX /103, U TPEOYIOTCS JOTMOIHUTEIbHBIE

UHTAJISLINY, clenyeT 6e3 MpoMeIeHUs] OOpaTUTHCS 32 MEIUIIMHCKON TTOMOIIbI0. MakcuMalibHas
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I |
JIOITYCTHMAas J103a B TCUCHUE CYTOK — 8 HHTAISIIMOHHBIX 1'(_(1)3. -

HDOGbLUlaKmMKCZ npucmynoe 6p0qua/sz0L7 acmmul 8cedCcmeue d)u3uuea<020 HANPANCEHUA

1-2 uHTANAMOHHBIE 036 10 GU3NYECKON HATPY3KH, 0 8§ HHTATSIIIHOHHBIX 03 B JICHb. Y JETel
B Bo3pacte oT 6 10 12 net npenapar GeHOTEPOI-a3pOHATUB JOJIKEH MPUMEHSITHCS TOIBKO MOCIIe
KOHCYJIbTAIIMH C BPAUOM U 10 HaOJII0I€HUEM B3POCIBIX.

eTH
Hemu 6 6o3pacme om 4 00 6 1em

Ipucmynuwi 6D0quaﬂbH0ﬁ acmmbl U Opyzue COCMOAHRUA, conpoeoofcdaiomuec;z 06}?6117’11/{]!/1022

obcmpykuuell OblxamenabHbix nymeu

Jns kynupoBaHus OpOHXOCIA3Ma JOCTAaTOYHO OJHON HMHTaIAIMOHHOW 103bl. Ecmm addexr
OTCYTCTBYET, clIe1yeT 0e3 IpOMeAIeHHs 00PaTUTHCS 3a MEAULIMHCKON TOMOILBIO.

HDOd)MJZCleuKCl npucmynos 6D0qua]le01:i acmmbl 8clle0cmeue d)u3ultea<020 HANPAHCEHUA

| uHranAuMoHHas 03a 10 GU3NYECKON Harpy3ku, 10 4 MHTAIALUOHHBIX /103 B JIeHb. Y JeTeil B
BO3pacte oT 4 10 6 net npenapar OeHOTEPOI-a3POHATHB JOJDKEH MPUMEHSATHCS TOJBKO MOCIE
KOHCYJIbTAIIH C BPA4OM H I10]1 HAOII0IEHUEM B3POCIBIX.

Jlemu 6 6o3pacme om 6 0o 18 nem.

Pexxum no3upoBanus y neteit B Bo3pacte ot 6 10 18 JeT He OTIIMYaeTcs OT peKUMa JT03UPOBAHUS
Y B3POCITBIX.

VY nereii B Bo3pacte oT 6 1m0 12 ner mpemapaT ®eHOTEPOI-adpOHATUB JOKEH MPUMEHSTHCS
TOJILKO ITOCJIE KOHCYJIBTALMU C BPAUOM U 1O/ HAOIIOAEHUEM B3POCIIBIX.

Crooco0 nmpuMeHeHus

WHransmmoHHo.
Jns  npocTkeHUsT MakCUMallbHOTO  3(QdexTta HeoO0XO0AMMO MPaBUIBHO  HCIOJb30BaTh
JIO3UPOBAaHHBINA a3PO30J1b.

HWHCTpYKIHUS 110 IPOBEACHUIO MHT AN

q)eHOTepOJ'I'aBpOHaTI/IB npe€aHa3HAa4YCH TOJBKO JJI HHTAJIAIIHOHHOI'O IPUMCHCHH .

Hepez[ IEPBBIM HUCITIOJIB30BAHNEM UHTAJIATOPA, WKW €CJIIM HHTAJIATOPOM HE IMMOJIB30BAJIMCH HECACIIIO
U J0JIbIIC, MPOBEPHTC €TI0 pa60Ty. I[J'I}I 3TOT0 CHHUMHUTE 3aIIUTHBIM KOJIIA4OK C MYHAUITYKa
HHTAJIATOPa, XOPOIIO BCTPAXHUTC HHIAATOP U HAXKXKMHUTC Ha 63.J'IJ'IOH, BBIITYCKad OIHY CTPYIO

npernapara B BO3IyX.
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Iposedenue uncarsiyuii (NOCNEQCBATENEHOCTES 0000)

UCVHOK.
T=HC YOI

Hlae 1. CHUMUTE 3alUTHBIN KOJIMA40K C MYHJIIITYKa HHTAISITOPA, KaK

MOKa3aHO Ha pUCYHKe 1.

llae 2. DHEpru4HO NOTPSICUTE UHTAIIATOP.
Illae 3. Cnenaiite MeIJICHHBIH, IOJTHBIA BBIOX. He 6bldvixatime 6 uneansimop!

lllae 4. YnepxuBasg OajUIOH, KaK IOKa3aHO Ha PUCYHKE 2, MJIOTHO Pucynox 2

0o0XBaTuTe ry0aMu MyH/IITYK.

bannon oonscen 6vimo Hanpasnen Onom keepxy!

llaz 5. BoimomHuTe MakCUMalbHO TNIYOOKHUH BJIOX, OJHOBPEMEHHO OBICTPO HAXXMHUTE Ha JHO
0ajI0Ha 10 BRICBOOOXKIECHHUS OJHOM MHTAISAIMOHHON TO3EI.

Illaz 6. Ha HECKOIBKO CEKYH]T 3aJIEPKUTE ABIXaHUE, 3aTEM BBIHBTE MYHIIITYK U30 PTa U MEJIJICHHO
BBIJIOXHUTE Y€PE3 HOC.

[llae 7. HaieHbTe 3alIMTHBIN KOJIIIAYOK HA MYHIITYK HHTAISATOPA.

[ToBTOpUTE MmIaru 2—6 A7 MOTYyYEHUS BTOPOM MHTANSIIMOHHOMN J03bI, €CIIH 3TO HEOOXOAUMO.

Yucmxa uneanamopa Pucynox 3

Perynspuo (pa3 B Henmenro) cieAayeT HPOMBIBaTh BOJOM MYHAIUTYK

HHTaJIsITOPa, KaK IMOKa3aHO Ha pPUCYHKE 3.

Z[J'ISI 9TOr0 BBIHHTE METAIIMYECKUN Oa/UIOHUYMK M3 ILIACTHKOBOTO

¢bytnspa, cnonocHUuTe (YymISlp W KOdMayok Tersio Bojoi. He

MOJIB3YUTECh TrOpsiued BOAOW. THIaTeNbHO BBICYIIUTE, HO He

ucnonv3ytime 01 3mM020 Hazpesamenvhvle ycmpolicmea. Ilomecture

6ayuIOHYUK 00paTHO B QYTIISIp M HAZCHbTE KOJAuOK.

He oxynaiime memannuuecxkuii 6anioHyux 8 600y.

bamnon paccuntan Ha 200 unransuuid. [locne 3Toro cieayer 3aMeHUTb.

MPEAYIIPEXX/IEHUE: nnacTukoBbId MYyHIIITYK JUIs pra pa3padoTaH CHENMaIbHO Ui
npenapata @eHOTEPOI-adpPOHATUB U CIYKUT JUIs1 TOUHOTO JO3MpPOBaHMS Ipenapara. MyHAIITYK
HE MOXET OBbITh HCIHOJb30BAaH C JAPYIMMHU JO3MPOBAaHHBIMHU adpo30iisiMU. Takxke Henb3s

ucnoip30BaTh MeHoTepos-a’poHATUB € KAaKUMU-THOO IPYIrMMH MPHUCIIOCOOTICHUSIMH, KpPOMeE
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(NOCNEQCBATENEHOCTES 0000)

MYHJIIITYKa, TOCTABIISIEMOT0 BMECTE C IpernapatoM.

COl[ep)KI/IMOG OayioHa HaXOJUTCS IO JaBlICHUEM. Dbajion Henv3s BCKpbleanb u nodeepeamb

Haepesanuio eviuie 50 °C!

4.3. TlporuBomoxka3zaHus

* [ UnepuyBCTBUTEIBHOCTh K (PeHOTEpPOITYy WM JIOOOMY U3 BCIOMOTATENBHBIX BEIIECTB,
IIEPEYUCIICHHBIX B pa3zene 6.1.

* ['uneprpoduueckas 0OCTpyKTHBHAS KapANOMUOIIATHS, TAXHAPUTMHUSL.

* DEeHOTEPOIT-a3pPOHATHUB B JIEKAPCTBEHHOU (pOpPME «ad3p030J1b AJISl MHTAISINNA TI03UPOBAHHBII» HE

MPUMEHSIIOT Yy AeTel A0 4-X JIeT.

4.4. Oco0ble ykazaHusi 4 Mepbl PEIO0CTOPOKHOCTH NMPU NPUMeEHEHUH

C 0CTOPOKHOCTBIO

[Tpu cnepyromux coctosgHusx npenapar GeHOTepoII-adpOHATUB CIETYET HUCIOJIb30BATh TOJIBKO
[ocjae TINATENbHOW OLEHKH IOJIb3bI/PUCKA JICUEHHUsS, OCOOEHHO €CIM IPUMEHSIOTCS
MaKCHUMaJbHble PEKOMEHJOBaHHbIC JO03bl: TUIEPTUPEO3, THMIIOKAIUEMHs, HEI0CTaTOYHO
KOHTPOJIMPYEMBII caxapHbIil AuadeT, HEJaBHO NEPEHECEHHBbI MHPapKT MUOKapja (B TeUeHUe
MOCIEAHUX 3-X MECSILEB), TSDKEIble OpraHMYecKue 3a00JeBaHusl cepala U COCYA0B, TaKUe Kak
XpOHMYECKasl cepAeyHas HeIO0CTaTOYHOCTb, HIIEeMHuYecKass Ooie3Hb cepAua, 3a0oJeBaHMA
KOPOHApHBIX apTepHil, MOPOKMU cepaua (B TOM 4YHCIE aOpTaJbHBIH CTEHO3), BBIPAXKECHHBIE
Hopa)keHUs LiepeOpaIbHbIX U MepUPepuuecKux apTepuid, eoXxpoMOIUTOMA.

Tak kak uHQOpMAaIMs O NPUMEHEHUHU MpernapaTa y JAeTeld B Bo3pacTe 10 6 JIeT orpaHUyeHa,
JIeYeHUE POBOJAT C OCTOPOKHOCTBIO, TOJIBKO 101 HA0JII0/IEHUEM Bpaya.

Oco0ble yKkazaHus

Ilapaodoxcanvhwiti Oponxocnazm

Kak w jgpyrme WHramsuoHHBIE Tmpenaparel, OeHOTepoI-adpOHATHB MOXET BBI3BATH
napaJoKCaIbHBIA OpOHXOCHAa3M, KOTOPBIH MOXET yrpokaTh >KW3HHU. llpu BO3HUKHOBEHUU
napaJoKCaIbHOr0 OpoHXOCMa3Ma Mpenapar JODKEeH ObITh HEMEUIEHHO OTMEHEH U 3aMEeHEH
aJIbTEPHATUBHON TepaIuen.

D pexmul co cmopomvl cepoeurHo-cocyoucmon cucmembl

DddeKThI co CTOPOHBI CEPCUHO-COCYAUCTON CUCTEMBI MOTYT HAaOIIOMAThCS TPU MPUMEHEHUN
CHUMITATOMUMETHYECKUX TpenapaToB, Bkiouas mnpenapat deHorepos-adpoHaTuB. HmeroTcs
JTAaHHbIE TIOCTPErHCTPALMOHHBIX UCCIICAOBAHUM U MyOJIMKALMU B JIMTEPATYpe O PEAKHX CIydasx
pasBUTHS MIIEMHHM MHOKApJA, aCCOLMMPOBAHHOW C NMpUMEHEHHEM [3-aroHUCToB. [lanueHTsl C

(OHOBBIM TSDKEIIBIM 3a00JIeBaHUEM cep/la (HalpuMep, UIIeMrdeckast 00JIe3Hb Cep/ila, apuTMHs
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WM TsDKENasi ceplievyHas HEAOCTaTOYHOCTB), onwa}dﬂf;&:zlqgeﬂgﬁ%TCEQE@%%E—%%&&&HB,

JIOJKHBI OBITH TPEAYIPEKICHBI O HEOOXOIUMOCTH O0OPATUTHCS 32 MEAUIIMHCKOW TOMOIIBIO TIPU
BO3HUKHOBEHHUU 0OJICH B TPY/IU UITU YXYALICHUH TeUeHUs 3a0oneBanus cepana. Cieayer yaeauTh
BHHMAaHHE OIEHKE TAKUX CUMIITOMOB, KaK OJBIIIKA U 00JIb B TPY/IH, ITOCKOJBbKY OHH MOTYT HOCHUTh
KaK PeCIMPATOPHBINA, TaK U KapIUaJIbHbIN XapakTep.

T'unokanuemus

[ToTeHIMAaTBHO Cepbe3HAs TUIOKATHEMHsSI MOXET pa3BUTHCS BCJICICTBUE Tepamuu [o-
aroHucTamu. PekoMeHyeTcst co0ito1aTh 0COOYI0 OCTOPOXKHOCTD MPHU THKETIOW OpOHXHAIBHOU
acTMe, TIOCKOJIbKY THIOKAJIMEMHUs MOXET TOTCHIIMPOBATHCS COMYTCTBYIONIEH —Tepanmuei
MPOU3BOHBIMUA KCAHTUHA, TJIFOKOKOPTUKOCTEPOHIAMU M TUypeTHKaMu. K TOMy Ke THUIIOKCHUS
MOJKET YCHJIUTh BIIMSIHUE TUTIOKATMEMUH HA CEPJICYHBIA PUTM. [ HTIOKAIMEMUsT MOXKET TIPUBECTH
K TOBBIIIEHHOW MPEAPACTION0KEHHOCTH K apUTMHSIM Yy MAIMEHTOB, MOJYYalOIUX IUTOKCHH. B
TaKUX CUTYaIHsIX PEKOMEHIyeTCsI KOHTPOJIUPOBATh YPOBEHb Kallisl B CHIBOPOTKE.

Ocmpas npoepeccupyrowas 00bluKa

[TarueHTaMm cienyer peKOMEHI0BaTh HEMEICHHO O0paTUTHLCS K Bpady B CIIy4ae OCTPOid, OBICTPO
YCHUIIMBAIOIIEHCS OJIBIIIKH.

Pecynapnoe npumenenue

» KynmupoBanvie  TPHCTYNOB  OpOHXHMAIBHOW  aCTMBl  (CHMIITOMATHYECKOE  JICYCHHUE)
MPEIOYTUTEIBHEE PETYIIPHOTO IPUMEHEHHS ITpeTapara;

* [TaneHTOB HEOOXOAMMO OOCIEAOBATh IS BBISBICHHS HCOOXOIUMOCTH B Ha3HAUCHHH WIIH
YCHUIICHUU MPOTUBOBOCTIATTUTEILHOTO JICUCHUS (mampumep, MHTAJISIIMOHHBIMU
TITFOKOKOPTUKOCTEPOHUIaMHU) C TIEIbI0 KOHTPOJSI BOCIAJICHUS JBIXATCNbHBIX IyTeH U
MPEIYIPEKACHUS OTCPOUCHHOTO ITOBPEIKICHUS JISTKUX.

B cnyuae ycunenus OpoHXHaIbHOM OOCTPYKIIMN HEMPUEMIIEMO U MOKET ObITh PUCKOBAHHBIM
YBEJIMUEHUE KPATHOCTH TpHUEMa aroHHCTOB [2-aJpeHOpPELEeNnTOpOB, TaKMX KakK Mpernapar
DeHOoTEepOI-a9POHATHB, CBEPX PEKOMEHIYEMBIX JI03 M Ha MPOTSHKCHUH JTUTSIILHOTO BPEMEHH.
Hcnonb30BaHMe MOBBIMIEHHBIX 7103 J2-arOHUCTOB, TAKKMX Kak mpernapat GeHoTeposI-adpoHaTuB,
Ha PEryIsIpHOW OCHOBE MJii KOHTPOIS CHUMIITOMOB OpPOHXHUANIBHONH OOCTPYKIIMM MOXET
CBUJICTENLCTBOBATh OO0 YXYALICHUH KOHTpOJs 3aboyieBaHus. B Takoil cuTyanmuu ciemyeT
MePEeCMOTPETh IIJIaH JICYCHHUS U, 0OCOOCHHO, aJICKBATHOCTh MPOTHBOBOCTIAINTEIHHON TEPAITHH,
YTOOBI TPEIOTBPATUTH TOTCHIUAIBHO OINACHOE JUISI JKWU3HHW YXYANICHUE KOHTPOJIS
3a00JIeBaHUs.

Cosmecmnoe  ucnonv3oganue ¢  CUMNAMOMUMEMUYECKUMU U  AHMUXOJIUHEPSUUECKUMU

OpoHxoOuramamopamu

Jpyrue cuMmatoMUMETHYECKHEe OpOHXOAMIATATOPBl JOJDKHBI MPUMEHATHCS COBMECTHO C
)
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npenapatoM OeHOTEPOIT-a3POHATHB TOJBKO TI0 Ha6JII(5E[]eHPIe-1L/E‘;I)'&Ea

L

OpoHXOAMJIATaTOPBl MOTYT HHIAJIMPOBAThCS OAHOBPEMEHHO ¢ mpenaparom deHorepou-
a’pOHATHB.

Bausinue na peaynomamol 1a60pamopHuixX uCcieo008anuti

[Ipumenenue mpenapata DOeHOTEPOI-adPOHATUB MOXKET MPUBOAUTH K TMOJOKUTEIbHBIM
pesyibTataM TECTOB Ha Haiuyue (EeHoTeposa B HCCIEAOBAHUAX Ha 3J0yrnoTpedieHue
npenapaTamMy 1Mo HEMEAMIMHCKUM TOKa3aHUsAM, HAIPUMEp, B CBSA3H C YCHJICHHEM (PU3NYECKUX

BO3MOXXHOCTEH Y CIIOPTCMEHOB (JIOITUHT).

4.5. B3aumojeiicTBHE C APYTHMH JIeKAPCTBEHHBIMH NPeNapaTaMu U Apyrue BUAbI
B3auMOAelCTBUA

B-ampeHepruveckue Mmpernaparbl, aHTUXOJIUHEPIHYSCKHE CPEIICTBA, KCAHTUHOBBIC TPOHM3BOIHBIE
(Takue Kak TeOQWLIMH), KPOMOTJIMIIMEBAS KHCJIOTA, TIFOKOKOPTUKOCTEPOUIBI U JTUYPETUKU
MOTYT YCWJIHMBATh JeiicTBHe W moOouHBbIE 3 deKkThl (penoreporna. ['mmokanuemus, BbI3BaHHAS
B2-aroHncTamMu, MOXeT OBITh YCHJIEHa COMYTCTBYIOIIEH Tepamueid KCaHTHHOBBIMHU
MPOU3BOJHBIMU, KOPTUKOCTEPOUIAMU U JAUYPETUKAMH. JTO OCOOCHHO CleAyeT NMPUHUMATh BO
BHUMaHHE y TAIIMCHTOB C TSHKEJIO0H 00CTPYKIMEH IbIXaTeIbHbBIX myTel (cM. pasaen 4.4.).
Bo3MOXHO 3HauMTENbHOE CHM)KEHHE OpOHXOJWIATAallMU IpPU OJAHOBPEMEHHOM IMPUMEHEHHUHU C
[-ampeHoOIOKaTOpAMH.

ATOHHCTHI  [-aJpEeHOPELENTOPOB CIEAYeT C OCTOPOKHOCTbIO HA3Ha4yaTh MAI[UEHTaM,
MOJTYYaAOIUM WHTHOUTOPHl MOHOAMHHOOKCHIA3bl HIIM TPHUIMKIMYECKUE aHTUICTPECCaHTHI,
KOTOpBIE€ CIIOCOOHBI YCUJIMBATh JIEUCTBUE arOHUCTOB [-aJpeHOpeenTOpoB. MHransmus cpencTs
JUIst 001IEeH aHeCTe31H, TAKUX KaK TajJoTaH, TPUXJIOPITUIIEH U SH(ITYpaH, MOBHIIIAET BEPOSTHOCTh

BO3JICHICTBUS arOHUCTOB [3-aIpeHOPELENTOPOB Ha CEPACYHO-COCYTUCTYIO CUCTEMY.

4.6. @epTHWIBLHOCTH, 0€EPEMEHHOCTH U JAKTAIUS

bepemeHnHoCTL

Pe3ynbTaThl JOKIMHUYECKUX MCCIETOBAHUN B COYETAaHUH C UMEIOIUMCS OIBITOM KIIMHHUYECKOTO
NpUMEHEHHs TIpernapata HE BBIIBWIM HUKAaKAX HEXKEJAaTelIbHBIX SBICHUH BO BpeMs
OepemeHHocTH. Tem HE MeHee, CIEIyeT C OCTOPOKHOCTBIO TPHUMEHATH TMperapar Tpu
OepeMEeHHOCTH, 0OCOOEHHO B IIEPBOM TPHMECTpPE, B TOM CIIydae, €CIIU MOTSHIIMATbHAS TT0JIb3a IS
MaTepy IMpPEBbIAET MOTEHUUAIbHBIA pUCK A mioga. Crenyer y4UTHIBaTb BO3MOXKHOCTh
uHTuOMpyrouiero 3¢ ¢pexra GeHoTepoa Ha COKPATUTENbHYIO aKTUBHOCTh MaTKH.

JlakTamus

JlokIMHUYeCcKue HCCIe0BaHus MOKa3aiu, 4YTo (EHOTEpOJ MPOHUKAET B TPYIAHOE MOJIOKO.
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besonacHoCTh mpenapara B EpUOJT TPYIHOTO B:KapMJH/I':QHIim 3 %};g%z&g Co6aoAaTE

OCTOPOIKHOCTDb TP HPUMCHCHUH IIPCIIapaTa B ICPUO I'PYAHOTI'O BCKapMJIMBAHU.

depTUabHOCTD

Knunuueckne naHHble O Bo3aeHcTBUU (eHoTeposia Ha (PEepTUIBHOCTH OTCYTCTBYIOT.
JloxnuHnyeckue uccienoBaHusi GpeHoTepona He MoKa3alu HeOIaronpusiTHOrO BO3JCHCTBHUS Ha

(bepTUIBLHOCTS.

47. BJausiHMe HA CMOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CPeACTBAMHU U PadoTaTh ¢
MeXaHM3MaMH

HccnenoBanmii BIMSHHUNA TIpemapara Ha CHOCOOHOCTh K YIPABJICHHIO aBTOTPAHCIIOPTOM U
MCIIOJIb30BaHUIO MEXAHU3MOB HE IPOBOAMIIOCH.

Opnnako B X0Jie MPOBEIECHHBIX KIMHUYECKUX HUCCIEIOBAHUN HAONIOAANCS TAaKOH CUMIITOM, Kak
rojioBokpykeHue. [1oaToMy pekoMeHayeTcs coOI01aTh OCTOPOKHOCTh BO BpEMs YIpaBIECHUS

TPAHCIIOPTHBIMU CPCACTBAMU UJIU pa60T1>1 C MCXaHU3MaMMU.

4.8. HexenaTejbHble peakHu

Pe3roMe HexkenaTeIbHBIX PeaKIUM

Kak m Bce npyrue BBl MHTALILIMOHHOIO JiedeHus, npenapar @eHOTeposI-adpOHATHB MOKET
BBI3BIBATH CHMIITOMBI MECTHOTO Pa3paKaAOIIETO IEUCTBUS.

Tabanunoe DPE3IOME HEXKENATEIbHBIX PEAKIINI

HexenarenbHble peakiny MepevrclIeHbl HUKE B COOTBETCTBUH C KJIACCU(PHUKALIUEH IO OCHOBHBIM
CHCTeMaM M OpraHaM M 4acTOTE€ BCTPEYAEMOCTH, KOTOpas ObLIa oIpeneneHa B COOTBETCTBHH C
kiaccudukaimern BeemupHoit opranmsaiuu 3apaBooxpanenus (BO3): ouenp wacto (> 1/10);
gacto (> 1/100, o < 1/10); Hewacto (> 1/1 000, Ho < 1/100); peaxo (> 1/10 000, wo < 1/1 000);

ouyeHb peako (< 1/10 000); yacToTa Heu3BecTHA (HA OCHOBAHMH HMMEIONIMXCS TAHHBIX OICHUTH

HEBO3MOKHO).
CucTeMHO-OpPraHHbIil KJ1ace Yacrora Onucanue HexeIATEIbHOM PeaKINH
Hapymenus co croponsl uMmmyHHOU | HacTora I'MnepuyBCTBUTEIBLHOCTD
CUCTEMBI HEU3BECTHA
Hapymenus metabonusma u nuranus | Hewacro ['unokanuemusi, BKIOYAs  TSHKEIYIO
TUIIOKATMEMUIO
[Icuxnueckue HapylIeHUs Heuacro Bo30yxnenue
YacroTa HepBo3nocTh
HEU3BECTHA
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Hapymenust co croponsl HepBHOU | Hacto Tge%[(-)tgi EROBATERBHOC TG 0000)
CHCTEMBI Yacrora ['onoBHast 60Jb, TOJIOBOKPYKCHHE
HEN3BECTHA
Hapymenus co ctoponsl cepaia Heuacrto Aputmus
Yacrora Nmemus  mMuoxkapaa,  TaxHKapaus,

HEW3BECTHA | OIIYIICHHE CepIieOneHus

Hapymenus co croponsl | Yacto Kamens

JbIXaTEIbHOM CHCTEMBI, OpraHoB | Heuacto [TapagokcanbHblil OpoHXOCTIA3M

TPYIHOM KJICTKU U CPEIOCTCHHUS Yacrora Pa3apakeHue ropraHu U IJIOTKH
HEN3BECTHA

Kenynouno-kumeunsie Hapymenuss | Hedacro TomHoTa, pBOTa

Hapymwenust co croponsl koxu u | Hewacro 3yn

MOJAKOKHBIX TKaHEU Yacrora ['unepruapos, KOKHbIE pEeaKkIuu, TaKhe

HCU3BCCTHA | KaK CbIIlb, KpallMBHUIIA

Hapymenus co ctoponsl meiiieunoi, | Yacrora CmasM MBI, MHUAITUSI, MBIIICYHAs

CKEJIETHOM U CO@HHHHTCHBHOﬁ TKaHH | HEU3BECTHA | CIa00CTh

JIabopatopHsbIe u | Yacrora [ToBbIIeHUE CHCTOJINYECKOTO

HHCTPYMCHTAJIBHBIC TAHHBIC HCU3BECTHA ApTCPHUAIIBHOTO JAaBJICHHA, CHHKCHHUC
JTHACTOIMIECKOTO apTepUATILHOTO
JTABJICHUS

Coo011eHne 0 mMoI03pEBAEMBIX HEXKEIATEIbHBIX PEAKIIHIX

Baxxno cooOmarb 0 MOJ03PEBAEMBIX HEXKENATENbHBIX pEeaKUusX I0CNIe PETUCTpaluu
JIEKapCTBEHHOTO Ipernapara ¢ IelIbl0 00ecreyeHns HePEepbIBHOIO MOHUTOPUHTAa COOTHOILICHHS
«TONb3a — PUCK» JIEKAPCTBEHHOTO Mpemnapara. MeIuIMHCKUM pPabOTHHKAM pPEeKOMEHIYEeTCs
coo0IaTh O JIIOOBIX MOJ03PEBAEMbIX HEXKENATENIbHBIX PEaKIUAX JEKapCTBEHHOTo Ipernapara
yepe3 HallMOHAJIbHbIE CHUCTEMbI COOOIIEHHS O HEXENaTeNIbHbIX PeaKIUsiX rocyapcTB — YICHOB
EBpa3uiickoro 53K0HOMHUYECKOTr'0 COI03a.

Poccniickas Penepanvs

®denepanbHas cayx0a mo Haa30py B chepe 3apaBooxpanenus (PoczapasHanzop)

Anpec: 109012, r. MockBa, CraBsiHCKasl TUIOIIAAb, 1. 4, cTp. 1

Ten.: +7 (499) 578-06-70, +7 (499) 578-02-20, +7 (800)-550-99-03

®daxkc: +7 (495) 698-15-73

DnexkTponHas moyra: pharm@roszdravnadzor.gov.ru
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4.9. TIlepeno3dupoBka

CumMnTOMBI

[Tpu nepeno3upoBKe OKUAAEMBIMU CUMIITOMAMU SIBJISIIOTCS CUMIITOMBI, BBI3BAHHBIE UPE3MEPHOMN
B-anpenepruyeckoii crumynsanueii. HanbGomnee BeIpa)keHHBIMU SBIISIOTCS TAXUKAPIUS, OLTYIIICHNE
cepAueOneHns, TPEMOp, CHMKEHHE WM IOBBIILIEHHE apTepUalbHOIO JABJIECHUS, YBEJIWYECHUE
IyJIbCOBOI'O JABJIEHUS, CTEHOKAPAUS, apUTMUH, TunepeMus jauua. Meraboauueckuil anunos3 u
TUIOKAIMEMUS TaKkKe HaOII0AaNuCh MpHU MPUMEHEHHH (DEHOTEeposia B 033X, MPEBBIIIAIONINX
PEKOMEH/I0BaHHBIE 1O3bI JUIsSl YTBEPKACHHBIX TOKa3aHUH.

Jleuenue

Jleuenune npenaparoM DeHOTEPOI-a3POHATUB JOHKHO ObITh mpekpaiieHo. CieayeT MpoBeCcTH
MOHUTOPHHT ~KHCJIOTHO-IIEJIOYHOTO OamaHca U OamaHca d3JeKTposuToB. Jlns  nedeHus
IPUMEHSIIOTCSL  CEATUBHBIE CPEJICTBA; B TKENBIX CIIy4asX [POBOJIAT HMHTEHCUBHYIO
CUMIITOMAaTUYECKYIO TEPaIHUIo.

B  kauectBe crnemu@uuUecKux ~ AaHTUAOTOB  MOXKHO  Ha3HauyaTb  [-aJpeHOOJIOKATOPHI
(IpeMmOYTHTEIBHO CEIEKTUBHBIC [1-aApEHOOIOKATOPHI); B TO K€ BpPEMs CIEIYeT YYHUTHIBATh
BO3MOXXHOCTh YCWJICHHUSI OpOHXHMAJIbHOM OOCTPYKIIMM MU OCTOPOXHO MNOAOMPATh A03bl 3THUX

IpenapaToB y MAMEeHTOB ¢ OPOHXUATBLHON aCTMOM.

S. ®APMAKOJIOTMYECKHUE CBOMCTBA
5.1. dapmakoanHaMH4ecKHe CBOHCTBa

®dapMakoTepaneBTUYECKas TPYMMa: OPOHXOJUIATUPYIOLIEE CPEACTBO — [2-aIpeHOMHUMETHUK
CEJICKTUBHBII.

Kon ATX: RO3ACO04.

MexaHu3M JeUCTBUS U d)aDMaKOHHHaMquCKHC Bd)d)CKTBI

®denotepon sBiseTcst 3Q(HEKTUBHBIM OPOHXOIUTUYECKUM CPEICTBOM JJISl MPEAYNPEXICHUS U
KyIIUPOBaHUSI TPUCTYMOB OpOHXOCHa3zMa TpU OpPOHXHMATBHOW acTME M JPYTUX COCTOSHUSX,
COTIPOBOXIAIOITUXCST 00paTUMON OOCTPYKITMEH bIXaTeNbHBIX MyTEeH, TAaKUX KaK XPOHUYECKUU
OOCTPYKTHUBHBIN OPOHXUT (C HATMYUEM WIH 0e3 SM(U3EMBI JIETKUX).

DeHOTepOs ABISIETCS CENIEKTUBHBIM CTUMYIATOPOM [2-aIpeHOPELENITOPOB B TEPANIEBTUYECKOM
nuanazoHe 103. Ctumynsauus [(i-agpeHOpeLenTopoB MPOUCXOAUT HpU IPUMEHEHHH Oojee

BBICOKHX /103 Tipemnapara. CBs3bIBaHUE C [2-alpeHOPELeNITOPAMU aKTUBUPYET a/IeHUIATIIUKIIA3Y
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yepe3 cTUMyJsTopHbd GS-6emok ¢ mocieayroimm yBéEyr:'feH—H:'eﬁ %DQ;%M;; 1-1&11' rzmecxoro

aneno3nHMoHO(pochara (MAMD), KOTOPBI aKTUBUPYET MPOTEMHKUHA3Y A; TOCIECTHSS JHILIACT
MHO3MH CIIOCOOHOCTH COEOUHSTHCA C AaKTHMHOM, YTO BBI3BIBACT pacclabieHue TIaJKon
MyckynaTypsl. DeHoTeposn paccaabiseT raiKyo MycKyIaTypy OpOHXOB M COCYJIOB U 3alUIIAET
OT OPOHXOKOHCTPUKTOPHBIX CTUMYJIOB, TAKUX KaK FMCTAMHMH, METaXOJIMH, XOJOJHBIA BO3IYX U
ajeprensl (paHHuil oTBeT). KpoMe Toro, ¢peHOTEeposa TOPMO3UT BHICBOOOKICHHE M3 TYYHBIX
KJIETOK  OpPOHXOKOHCTPUKTOPDHBIX M  HPOBOCHAIUTENBHBIX  MEAMATOpPOB. Y CHUJICHHE
MYKOLIMJIUAPHOTO KIUPEHCa MPOJEMOHCTPUPOBAHO IOCIE MpUMEeHeHHs (eHorepona (B 103€
0,6 mr).

3a cueT CTUMYIHMPYIOUIETO BIHMSHHUA Ha P1-aApeHOpenenTopbl (PEeHOTEepOT MOXKET OKa3bIBaTh
JeCTBUE Ha MHUOKapJ (O0COOCHHO B [103aX, NPEBBIAIOIIUX TEPANEBTUYCCKUE), BBI3BIBAS
yUalleHHe U yCUJICHUE CePACYHBIX COKPAIICHHIH.

®deHoTepo OBICTPO KyNUupyeT OPOHXOCTIAa3M pa3InuHOro reHe3a. bponxoaunaranus pa3BuBaercs
B TEUEHHE HECKOJIbKUX MHUHYT IOCJIe MHTAISIUH U TTpoaoipKaercs 3—5 gacos. Taxoke eHoTepoI
3aluIiaeT OT OpPOHXOKOHCTPUKLIMU, KOTOpash BO3HMKAET IO/l BO3JEHCTBHEM pa3iIMUYHBIX

CTUMYJIOB, TAKUX Kak (pu3nueckas Harpy3Kka, XOJOJHBINA BO3yX U aJUIEPreHbl (DaHHHUM OTBET).

5.2. ®apmakoKHHeTHYeCKHe CBOHCTBA

AbGcopbuus

[Tocne wnranmsmuu 10 %30 % axkTUBHOTO BEIIECTBA, BHICBOOOXKIAEMOT0 M3 a’pPO30JHHOTO
npernapara, JOCTUTaeT HUKHHUX JbIXaTeNbHBIX MyTel B 3aBUCUMOCTH OT TEXHHUKHM WHTASLMUA U
UCTIOIb3yEeMON WHTAJSIIMOHHON cucTeMbl. OCTanbHast 4acTh OCENAeT B BEPXHHUX JBIXAaTEIbHBIX
NyTSX U BO PTy, a 3aTeM HporiaTbiBaercs. AOcontoTHass OMOIOCTYIHOCTh (peHOTeposa Mocie
MHTAJSIIMN JIO3UPOBAHHOTO a’po30Jsi cocraniser 18,7 %. Abcopbuus deHoTeposa U3 JErKux
nByxdasnas: 30 % no3bl abcopbupyercst ObIcTpo (BpeMms mosyBbiBeAeHus 11 muH.), a 70 % —
MeaJIeHHO (BpeMs nonyBbiBeeHHus 120 muH.). MakcumanbHasi KOHIIEHTpAIus B IJIa3Me Mmocie
uHraysiu 200 MKr deHoTeposa coctaBimsieT 66,9 nr/mi (tmax 15 mun.). Ilocme nmepopanbHOTO
BBeZIeHUs abcopOupyercss mnpubnusutensHo 60 % 1o3bl  peHoTepona  ruppodpoMuia.
AbGcopOupoBaBIeecs: KOJUYECTBO IMOJBEPraeTcs 3KCTEHCHUBHOW MepBOil ¢aze merabonu3ma B
MI€YEHHU, B UTOTe MepopaibHasi OMOJOCTYIHOCTh COcTaBisieT npuban3utensHo 1,5 %, u ee Bkian
B KOHIICHTPAINIO EHOTEPOIa B TUIa3Me TOCIIe WHTAISIIAN SBISIETCST HEOOIBIIINM.

Pacnpenenenue

Pacnipenenenue geHoTepona B Miia3Me MOCiIe BHYTPUBEHHOTO BBEACHUS aJI€KBATHO OIMHCHIBACT
TpexkamepHasi (apMaKOKHMHETHYeCKass MoJenb (IEepHoj] TONYBBIBEACHHUS  COCTaBISET

ta = 0,42 muH., tf = 14,3 muH. u ty = 3,2 4.). O6beM pacupenenacHus GeHoTepoIa MPH MOCTOSTHHOM
10
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KOHIIEHTPALUK MOCIIE BHYTPUBEHHOTO BBEACHUS (Vss) HAEIELO E@‘—EE’}_I!:I}_BH: CIh0000). .

oenkamu 1uiasMel — ot 40 % o 55 %.
®denoTepona TUAPOOPOMHU]] B HEM3MEHEHHOM BHJEC MOXKET NPOHUKATh Yepe3 IUIalleHTapHBIN
Oapbep | MMoNaaaTh B IPYIHOE MOJIOKO.

BI/IOTDaHC(bODMaHI/IH

@DeHoTeposa MOoJBEpracTcs HHTEHCHBHOMY METAa0OJIM3My B IEYEHHM IyTeM KOHBIOTAIlMH J0
TIIIOKYPOHHIOB M cynb(daroB. IIpormoueHHas yactb 103l (heHOTEpoNa MeTaboIu3upyercs
NPEUMYIIECTBEHHO IMyTeM CyJIb(aTHPOBAaHUSA. JTa METa0OJMYECKAsh WHAKTHBAIMS HCXOIHOTO
BCIIIECTBA HAYMHACTCS YK€ B CTCHKE KUIIICUHHKA.

DJIMMUHALHS

@DeHOTepOos BBIBOAUTCS MOYKAMHU U C JKEIYbIO B BUJIE HEAKTUBHBIX CYIb(ATHBIX KOHBIOTATOB.
buotpanchopmanuu, BKIIOYas BBIICICHHE C JKEIYbIO, IOJBEPraeTcsi OCHOBHAs 4YacTb —
npubnusutensHo 85 %. Beimenenue ¢enorepona ¢ mouoi (0,27 /MHH) COOTBETCTBYET
npubimsutensHo 15 % oT cpemHero o0miero KIMpeHCa CHCTEMHO JOCTYIMHOHW 103bl. O0beM
MOYEYHOTO KIMPEHCa CBUAETENBCTBYET O KaHAIBLIEBOW CEKPEeMU eHOTEepOIa JOMOIHUTEIHHO K
TJIOMEPYJISIpHOM (DUITBTPALINY.

ITocne nHransumuu 2% J03bI BBIACICTCA UCPE3 ITIOYKH B HCU3MCHCHHOM BU/JIC B TCUCHUC 24 gacos.

6. ®APMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeyeHb BcOMOraTe/bHbIX BellleCTB

OTtaHoJ (CIUPT 3TUIIOBBIN a0COIIOTUPOBAHHBIN)
TpudTriInATpaT
JIMMOHHOM KHCIIOTBI MOHOTUIPAT

[Tponemnent R 134a dpapmaxoneitnoro kauectna (1,1,1,2-terpadropatan)

6.2. HecoBMecTUMOCTDH

He npumennmo.

6.3. Cpox rogHocTH (CPOK XpaHeHHUsl)

2 roja.

6.4. Ocobble Mepbl NPEIOCTOPOKHOCTH MPH XPAHEHUH
B 3amunieHHOM OT cBeTa MecTe, IIpU TeMiieparype He Boiue 25 °C, Boajlu OT HarpeBaTeNIbHbIX

npubopos. He 3amopaxuBars.

11
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6.5. Xapakrep u conepkaHue NEPBUYHONH YIAKOBKH
[To 200 o3 mpemapara B 6aJUTOH U3 HEPXKABEIOIICH CTAIH C KJIATaHOM JIO3UPYIOLIETO NCHCTBUS U
pacnbUIMTEeNIbHON Hacankou. Kaxaplli OalsloH BMECTE ¢ HMHCTPYKIIMEH 10 MEIUIIMHCKOMY

IMPUMCHCHHIO B KapTOHHOfI ITa4vKe.

6.6. Oco0ble Mepbl NPEIOCTOPOKHOCTH NPH YHUYTOKEHHHM WCHOJbH30BAHHOTO
JIEKAPCTBEHHOI'0 Mpenapara Wi 0TX0A0B, MOJYyYeHHbIX Mocje MPUMeHeHHs Npenapara, u
Apyrue MAHMMYJISIMY ¢ TPenapaTom

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. JAEPKATEJIb PETUCTPAHMOHHOI'O YAOCTOBEPEHUSA
Poccuiickas ®@enepanus

OTtkpeiToe akimoHepHoe odiiectBo «Dapmcrannapr-JlekcpeacTray

(OAO «Dapmcrannapr-JlekcpencTay)

Anpec: 305022, Kypckas o6m., r. Kypck, yn. 2-1 Arperathasi, 1. 1a/18
Ten./daxc: +7 (4712) 34-03-13

www.pharmstd.ru

7.1. IlpeacraBuTe/b JepaKaTessi PeTHCTPALIMOHHOIO Y10CTOBEPEHHA

[IpereH3un HOTD66I/IT6JICI>'I HaIpaBJIITh 110 aApecy.

Poccniickas @enepanns

OTtkpeiToE akimoHepHoe odmecTBo «DapMcrannapr-JlekcpeacTray
(OAO «®apmcrangapt-Jlekcpeacraay)

Anpec: 305022, Kypckas o611, 1. Kypck, yi. 2-9 ArperathHas, a. 1a/18
Ten./dpaxc: +7 (4712) 34-03-13

www.pharmstd.ru

8. HOMEP PETUCTPALIMOHHOTI'O YAOCTOBEPEHUA

9.  JIATA IEPBUYHO¥ PETUCTPALIUM (TIOATBEPKIEHUS PETUCTPALIUM,
MEPEPETUCTPAILINN)

12
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10. JATA IEPECMOTPA TEKCTA

OOmass xapakTepuUCTUKa JIEKapCTBEHHOro mpenapata OeHOTepos-adpOHATUB JOCTYIHA Ha
UHPOPMALIMOHHOM TopTaie EBpasuilckoro SKOHOMHYECKOTO COK3a B HH(POPMALMOHHO-

KOMMYHHKaIMOHHOM cetu «HTepHEeT» hitp://eec.eaeunion.org/
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