COOTBETCTEBYET 3KCINEP T_H OMY OTUYETY
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OBILAS XAPAKTEPUCTHKA JEKAPCTBEHIEOFO TIPERAPATA “702)

1. HAUMEHOBAHUE JIEKAPCTBEHHOTI'O ITPEITAPATA

Hutporaunepun, 0.5 mMr, TabIeTKH MOBA3BIYHBIC.

2. KAMECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB
JelicTBytomee BeecTBO. HUTPOITIULEPUH
Kaxxnas tabnerka compepxut 0,5 Mr HUTPOTIIUIIEPUHA.

[TonHbI EepedyeHb BCIOMOTaTeNbHBIX BENIECTB MPUBEEH B pazzaeine 6.1.

3. JEKAPCTBEHHASI ®OPMA
TabneTKkn NOABA3LIYHEIE.
TabneTkn Oejoro wiM TOYTH OEJIOTO0 IBETa TUIOCKOIMJIUHIPHUUECKHE C IIEPOXOBATOM

MIOBEPXHOCTHIO U (hacKOil.

4. KIMHUYECKHUE JAHHBIE

4.1. lloxkazaHus K NPUMEHEHNIO

[Ipenapar Hutpornuuepud NpUMEHSIOT Y B3POCIIBIX MO CIEIYIOIIUM ITOKa3aHUSIM:

— KyIIMPOBaHHUE IIPUCTYIIOB CTEHOKAPIUH;

— npo@uiIaKTUKa IPUCTYTIOB CTEHOKAapAUHU nepes (ru3nuecKoil Harpy3Koi Uil SMOLMOHAIBHBIM

HaIps>KCHUEM.

4.2. PexxuM 103MPOBAHMSA M CIIOCO0 MPUMEHEHHUS

PexxuM 103upoBaHus

Kynupoeanue npucmynog cmenokapouu

[Ipenapar HutporauuepuH cienyer NPHHATH cpasy INPH MEPBBIX Ke NpU3HAKAX MPHUCTyMa
creHokapaun. OObI4Has 103a npenapara — 1 Tabnerka nox s3bik. Ecnu npuctyn creHokapauu He
KyIIpOBaH B TEYEHHE 5 MHUHYT, HEOOXOIMMO NpHUHATH eme | TabieTrky mpenaparta
Hurpornunepus.

[Ipu otcyrcTBuM TepaneBTHueckoro s3¢ddekra mocie mnpuema 2-x TabJIETOK HEOOXOAMMO
HEMEJUIEHHO 00paTuThes K Bpauy. MakcumaibHasi pa3oBast 103a — 2 TabJIeTKH, MaKCUMalbHas
cyTo4Has n03a — 6 tabnerok. [Ipy gacThIX MpHCTyNax CTEHOKApANH IeJIecO00pa3sHO NPUMEHSTh

OpraHUYECKHEe HUTPATHI B IEKAPCTBEHHBIX (POpPMax C MPOJIOHTUPOBAHHBIM BBICBOOOXKICHHUEM.
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HanpsceHuem
C npodunaktuueckoil nempio 1 TabmeTky npenapata HuTpormumepu cienyer NpHHSATH
MOABSI3BIYHO 32 5—10 MUHYT 110 mpenonaraeMoi (U3NIeCKON Harpy3Kd WM dMOITMOHAIBHOTO
HaPSDKEHUS.

CTHU
besonacHocts U 3(p(PeKTHBHOCTH NpPHUMEHEHHMS HHUTPOIIHMLIEPHHA Yy aeredl no 18 jer He
yCTaHOBJICHBI (M. pazmen 4.3.).

Coocob nmpuMeHeHns

[Ipenapar HurtpornmuuepuH cieayeT NpUHUMATh 1O Ha3HayeHHIo Bpada. OpHy TalneTky
npenapara HutpormuuepuH KiagyT mOA A3BIK W JEpKaT [0 IIOJHOIO pPACTBOPEHHUs, HE

npornateiBas. TaGleTKy Helb3s pa3KeBbIBaTh!

4.3. IIlpoTuBONOKA3aHUSA

* TUIEPYYBCTBUTEIIBHOCTD K JICHCTBYIONIEMY BEILIECTBY, OPraHUYECKUM HUTpPATaM UM K JII0O0MY
U3 BCIIOMOTaTeIbHBIX BEIIECTB, IEPEUUCIECHHBIX B pasnene 6.1;

* [I0K, KOJIJIAIC;

* TSDKEJasi apTepralibHasi THIIOTEH3HsI ¢ HU3KUM CUCTOJIMUECKUM apTepHalibHbIM J1aBieHueM (AJ])
Menee 90 MM pT. CT.;

* KOHCTPUKTHUBHBIN MEPUKAPIIUT;

* TAMIIOHA/1a CEPALIa;

* TSDKEJIBIN a0pTaNbHbIN/Cy0aopTaNbHBINA CTEHO3 UM MUTPAILHBIN CTEHO3;

* runeprpoduyeckas 00CTpyKTUBHAS KApAUOMHUOTIATHS;

* ocTpbIi HHGAPKT MUOKap/la HIKHEHW CTEHKHU C MOPa)KeHUEM MPABOTO JKEITYJ0UKa;

* TsDKeJasi TUIIOBOJIEMUS;

* TSDKENas aHeMUS;

* TpaBMBbI T'OJIOBBI (OCTPBIN NEPUO), COCTOSHHS C MOBBIIIEHHBIM BHYTPHUYCPEITHBIM JIaBICHUEM
(Hanpumep, KPOBOUBIIUSHUE B MO3T);

* OJIHOBPEMEHHOE NTPUMEHEHNE UHTHOUTOPOB (hocdommacTepasbl-5 (B TOM uncie cuiiaeHadua,
BapAeHaduia, Tananaduia, yneHapuia),

* OZIHOBPEMEHHOE TPUMEHEHHE CO CTUMY/ISTOPAMHU PACTBOPUMON I'yaHHJIATLUKIIa3bl (PUOLMTYAT);
* netckuit Bo3pact A0 18 net (3ppexkTuBHOCTH 1 0€30MaCHOCTh HE YCTAHOBJICHBI).

4.4. OcoOble yKka3aHUA U MepPbI MPEIOCTOPOKHOCTH NPU NPUMEHEHNH

C 0CTOPOKHOCTBLIO

* FEMOPPAaru4eCKUii HHCYJIbT;
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JABJICHUEM 3aIOJTHEHHUS JIEBOTO JKeIyJ0uka (pUCK CHIDKEHUs AJl U TaXxuKapIuu, KOTOPBIE MOTYT
YCWJINTD UIIEMUIO);

* TUIIOBOJIEMMUS;

* U30JIMPOBAHHBIM MUTPAIbHBIN CTEHO3;

* 3aKpBITOYTOJIbHAS IJ1ayKoMa (PUCK MOBBIIICHUS! BHYTPUTIIA3HOTO JABJICHUSA);

* TOKCUYECKHMI OTEK JICTKHUX;

* TpaBMa roJIOBbl B aHAMHE3E;

* THPEOTOKCHUKO3;

* TsDKeJlas MOYeUHasi HeI0CTaTOYHOCTb;

* TsDKeNast IeYeHOYHAs! HeIOCTATOYHOCTh (PUCK Pa3BUTHUS METTEMOTIIOOMHEMHIH );

* 0EpPEeMEHHOCTb U MEPHOJ] TPYTHOTO BCKaPMIIUBAHUS.

Oco0ble yKazaHus

TabneTKy Henb3s Pa3KeBbIBATh, TAK KaK Yepe3 CIM3HCTYIO 00O0IOUKY MOJIOCTH PTa B CUCTEMHBIH
KPOBOTOK MOKET MOCTYHNUTh M30BITOUHOE KOJIMYECTBO JCHCTBYIOLIETO BellecTBa. TabIeTKu He
ClelyeT NpoIvIaThbIBaTh.

Apmepuanvras cunomen3us

Ha ¢one npuema mnpemapara HuTpormuiepuH BO3MOXKHO 3HauuTeNbHOE CHIDKeHHE AJl u
MOSIBJICHUE TOJIOBOKPY)KEHUSI, OCOOCHHO B TIOJIOKEHHHM «CTOS», IMPU PE3KOM Iepexole B
BEPTUKAJIbHOE IIOJIOKEHHE M3 TOJOXKEHHS <«JIeKa» WIH «CUIS», NMPU CHUKEHHOM oO0beMe
UPKYJIUPYIONIEH KPOBU, OAHOBPEMEHHOM YIOTPEOJICHNUN aJIKOTOJIS, BBIMOJHEHUN (PU3MUYECKUX
YIPa)KHEHUM WM B JKapKyl0 morofy. Eciu BO3MOXHO, AllMEHTaM PEKOMEHAYETCA IMPUHUMATh
npenapar Hutporuieprs B OJ0KEHUH «CHASD M COOII0IaTh OCTOPOKHOCTH MPU BO3BpAILlEHUU
B BEPTUKAJIBHOE MOJOXKEHUE. DTO CHUKACT PHUCK Pa3BUTHUS TOJIOBOKPYKEHHMS U HapyLICHUs
paBHOBECHS M3-3a TOJIOBOKPYKEHHUsI, 00yCIOBICHHBIX CHIKeHHEM A/l

Jisi  CHIDKEHHMsSI pHUCKa pa3BUTUS apTepUAIbHOW THIEPTEH3UHM HEOOXOOUMO  COOIIonaTh
OCTOPOKHOCTh INPH OJHOBPEMEHHOM IPUMEHEHMHM C JIEKapCTBEHHBIMH CPEICTBAMH,
o0MagarouMMi  BbIPAXKEHHBIMU AHTUTUIIEPTEH3UBHBIM M Ba30MJIATUPYIONIMM CBOWCTBAMU;
OTKa3aThCsl OT YHOTPEONEHHsI aJKOroJisi, OIPAaHMYUTh NMPeObIBAaHUE B MOMEIICHHUSX C BBICOKOM
TEMIIEPATYPOil OKpY>KarolIeil cpepl (OaHs, cayHa, TOpsSYuil ayIn), n30erars nmpruemMa HeCKOIbKUX
IIpenaparoB OJHOBPEMEHHO WJIM IMOCJIEN0BATENBHO 3a KOPOTKMH IMPOMEXYTOK BPEMEHM MOCIIE

NIEpBOTO TIpUEMa.
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Cepoeuno-cocyoucmeie 3a001€6aHUS.

[Ipn mnpuMeHEHUM HUTPOTIUIIEPUHA MOTYT BO3HUKHYTh apTepuanbHasi TUIIOTCH3US W
pedexTopHas TaXuKapAus, MPUBOIAIINE K YBEIWYCHHUIO MIOTPEOHOCTH MUOKapJa B KHCIOPO/IE.
OTu GakTOphl MOTYT MPUBECTU K THKEIBIM apUTMUSIM, TaKUM Kak (PUOPHILISAIUS KEITYyJOUKOB
(MHOTIIa CO CMEPTENHHBIM MCXOJIOM), OCOOCHHO Yy TAIMEHTOB ¢ MH(APKTOM MHOKapja HUKHEH
CTCHKH C TMOPaXXEHUEM IPaBOTO Kemyldouka. ApTepuanbHas THIOTEH3UsS NpPU MPUMEHEHUU
HUTPOIJIMIIEPUHA MOXKET COMPOBOXKAATHCS PA3BUTHUEM TMapafoOKCalbHOW Opamukapauu U
YCUJIGHUEM  CTEHOKapIuu/yTsHKEJIEHWEM  MIIEMUM  BIUIOTH A0 HH(papkra MHOKapnaa
(mapamokcanbHas HUTpaTHas peakuus). [IpeumyiecTsa npremMa HUTPOIIIMIEPUHA O] A3BIK MPU
octpoM uH¢papkre muokapaa uiu XCH He ycranosnensl. CieayeTr coOonaTh 0CTOPOKHOCTH MPH
3THX 3a0oneBaHusX. [Ipenapar cieayeT IpUMEHSTH MOl CTPOTUM MEIUIIMHCKUM HAOIIOIEHUEM, C
THIATEIbHBIM KIMHUYECKUM M TEMOJUHAMHYECKHM KOHTPOJIEM H3-3a BO3MOXKHOCTH Pa3BUTHUSA
apTepuaIbHON THUIIOTEH3UH B PE(PICKTOPHON TaXUKaAPIUH.

T'unepmpocgpuueckas 0ocmpykmusHas KapOUOMUONAmusl

VY mnamueHTtoB ¢ runeprpopuueckoil 0OCTPYKTHBHOM KapAMOMHUONATHEW NpPU MPHUMEHEHHH
HUTPOIVIMIIEPUHA BO3MOXKHO yUallleHHe TPUCTYTOB CTEHOKAPAHH.

T'unokcemus

VY NanueHToB ¢ aNbBEOJSIPHON TUTIOBEHTHIISAIMEH MOXET BO3HUKATh BA30KOHCTPHKIUS B TLIOXO
BEHTUJIMPYEMBIX yUaCTKaX JETKHUX U IMePEHANPaBICHUE KPOBOTOKA B HOPMAIBHO BEHTHIIMPYEMbBIC
ydyacTku Jerkux (peHomen Oiunepa-Jlunbectpanaa). [locmegHuit MOXeT BO3HHKATh TIPHU
3a00JIeBaHUU JIETKUX, a TAK)KE Y MAI[IEHTOB CO CTeHOKapaAuel, MH(PapKTOM MUOKap/a U UllieMuen
rosioBHoro wmosra. Cocymopacmmpsitolniee JIeHCTBHE HUTPOIIMLIEPUHA MOXET IPHUBOAUTH K
nepepacrnpeesieHuI0 KPOBOTOKA B TUTIOBEHTHIIMPYEMbIC ajbBEOJSPHBIE CETMEHTHI U Pa3BUTHIO
apTepHalIbHON TMIIOKCEMUHU. DTO MOXKET SIBUTHCS ITyCKOBBIM MEXaHHW3MOM HIIEMUHU Y MallMEeHTOB
C umemuueckoil Oone3Hplo cepaua. IIpuMeHeHHe HHUTPOIIUMIEPUHA MOXKET YXYIAUIUTh
TUTIOKCEMHIO Y TIAIIEHTOB C XPOHUYECKUMU 3a00JICBAaHHUSIMHE JISTKUX WJIU JIETOYHBIM CEPJLIEM.
Memeemoenobounemus

[Ipu muTenbHOM OECKOHTPOJIIBHOM IMpHEME HUTPOIVIMIIEpUHA, MPUMEHEHHHM BBICOKHMX J103
mpernapara M y MNAlUEHTOB C IEYEHOYHOM HEIOCTaTOYHOCTHhIO BO3PACTa€T PHUCK pPa3BUTHUS
METTEMOTIIOOMHEMUH, TPOSIBIISIONICHCS [IMAHO30M U MOSIBICHUEM KOPHYHEBOTO OTTEHKA KpoBH. B
cllydae pa3BUTHUS IIMaHO3a HEOOXOIUMO CPOYHO OTMEHHUTH HUTPOTIIUIICPHUH.

Tonepanmuocmo

beckoHTponbHOE TPUMEHEHNE HUTPOIIHIIEPUHA MOXKET MPUBECTH K PA3BUTHUIO TOJIEPAHTHOCTH,
BBIPQXKAIOMICHCS B YMEHBIICHHH TPOMOJDKUTEILHOCTH W BBIpAKEHHOCTH J(deKkra u

HEOOXOIMMOCTH TOBBIIICHUSI T03Bl Iperapara Uil JOCTHXKEHHs TepareBTHUeCKoro 3¢dexTa.
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NPEAOTBPAIICHUST PA3BUTUS TOJEPAHTHOCTH Mpenapar HurpormuuepuH cienyeT NPUMEHSTH B
HaMMEHBIINX J103aX, MTO3BOJISIONIHNX 3(P()EeKTUBHO KyIMPOBATh MPHUCTYIIBI CTEHOKAPIUH.
Tonosnas 6onw

ITpu npumeHeHun npenapara (Kak MpaBUWIO, B BBICOKHX /103aX) MOYKET BO3HUKAaTh MHTEHCUBHAs
rosioBHast 60J1b. BeIpakeHHOCTH TOJIOBHOI 060K Ha (hOHE MpHEMa HUTPOTIUIIEPUHA MOXKET OBITH
YMEHBIICHA CHIKEHHEM J03bl Iperapara /WM OJHOBPEMEHHBIM HPUEMOM JIEKApCTBEHHBIX
CPEACTB, COIEPIKAIINX JICBOMEHTOIL.

IIpouee

[Ipu mOSBIEHWU HEYETKOCTH 3pEHHsS] WIM CyXOCTH BO PTY, NMPHUMEHEHHE Npenapara Cieayer
IPEKPaATUTh.

B nepuon npumenenus npenapara Hurporuuepus He JonycKaeTcss ynoTpeOlIeHUe aaKoros.

HckaxeHne 1a00paTopHbEIX TECTOB

Hutparsl MOryT BIMATH Ha PE3yNbTaTbl KOJIOPUMETPUYECKOIO OIPENEIECHUS KOHLIEHTpalUH
XOJIECTepUHA 10 METONy 3iaTKuca-3aka (JIOKHOE TOHIKEHHE KOHLIEHTPALMM OOILero
XOJIECTEpUHA B CBIBOPOTKE KPOBH).

eTH

DddexTuBHOCTH U OE30MaCHOCTH Yy AeTeld 10 18 et He ycraHoBieHa (cM. pa3aen 4.2. u 4.3.).

4.5. B3auMomelcTBUSI C JPYrMMH JIeKAPCTBEHHBIMH IpenaparamMim M Jpyrue BHAbI
B3auMoOI el cTBUA

IIpoTHBOIIOKa3aHHbBIE KOMOHMHAIINHU

Uneubumoput pocgpoouscmepaser muna 5 (@H35)

br110 mokazano, uto HHruouTOpSEl D15, MpUMEHsIeMbIe IS JICUECHUS IPEKTHIIHBHOU JUCHYHKIIUN
(rakme  kak  cuwiaaeHadwmin,  BapaeHadwn,  Tagamadui,  yaeHadwi)  TMOTEHIMPYIOT
AHTUTUIIEPTCH3UBHBIA 3((HEKT HUTPOTIUIIEPUHA. DTO MOXKET MPUBECTU K YIPOXKAIOMIEH KU3HU
apTepuaIbHOI THIIOTEH3UH C MTOTEpel CO3HAHUS WK MH(PAPKTOM MHOKapJa U cMepThio. B cBs3n
C 3THM OJTHOBPEMEHHOE IPUMEHEHUE HUTPOTTUIleprHa 1 MHrHOnTOpoB D25 mpoTtuBookazaHo.
Cmumynamopwsi pacmeopumotl 2yanuiamyuriasol

OnHOBpeMEHHOE NMPUMEHEHUE HUTPOIIUIIEPUHA MOXKET MOTEHIMPOBATH AHTUTUIIEPTECH3UBHBIN
3pPEKT CTUMYISATOPOB PACTBOPUMON T'yaHWJIATIIMKIIA3bl (TAaKUX, KaK PHOIUTYaT) C Pa3BUTHEM

TSKETION apTepuaibHON TUITOTEH3UH.



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 17.0 25 N2 17799

v
A
LD

(NOCNEQCBATENEHOCTE 0002)

HepexomMeHayEeMBIE KOMOMHALMU

Canponmepun
CampornirepuH (KOhepMEHT CHHTETa3bl OKCHJIA a30Ta) YBEIMUUBACT PUCK PA3BUTHS apTepUATHHON
THIIOTEH3HUHU B CBSI3U C IOTCHIIMPOBAaHUEM CHHTE3a JOMTOTHUTEIHHOTO KOJMUECTBA OKCHIA a30Ta.

KOM6I/IHaHI/II/I, KOTOPBIC CIACAYET NPUHNUMATh BO BHUMAHUC

l'unomen3sugnvie 1ekapcmeennvle cpeocmea u npenapamsl, cHudcarowue A/

[Ipn ogHOBpeMEHHOM MPUMEHEHHH HUTPOLIHUIIEpUHA C JAPYTMMH Ba3oAWUJIaTaTOpamH,
TUTIOTCH3WBHBIMUA TIpemapaTaMyd, B TOM 4YHCJIe OeTa-aJpeHoOIoKaTopamMu, OJIOKaTopaMu
«MEJJICHHBIX» KaJIbIIUEBbIX KaHAJIOB, MHTHOUTOPAMU aHTMOTEH3UHIIPEBpaIlalomero GepMeHTa,
TUypEeTUKAaMH, TPOKAWHAMUAOM, HEHPOIENTUKAMHU, TPUIUKINYCCKUMH aHTHACTIPECCaHTaMH,
WHTHOUTOpAMH MOHOAMHHOKCHA3bl, a TakK)Ke JTAHOJIOM (aJKOrOJeM) BO3MOXKHO YCHUIJICHHE
AQHTUTUIIEPTEH3UBHOTO JACHCTBHUS.

[Ipy ONHOBPEMEHHOM MPUMEHEHUH HHUTPOIMIEPUHA U MpPOKaWHAMUZA MOXKET pPa3BUTHCS
OPTOCTaTUYECKUM KOJLIAIIC.

Humpamui

CHmXeHNe aHTHAaHTMHAJIBHOTO NEeHCTBUS HUTporiuuepuHa. IlanmueHtam, paHee MOJy4aBIIUM
MIPOJIOHTUPOBAHHBIE HUTPAThl (M30COpOMIA TUHHUTPAT WIM HU30COPOHMIa MOHOHHMTPAT), MOXKET
noTpeOOBaTHCS MOBBIIIEHHAS /1032 HUTPOIIUIEPUHA.

Ayemuncanuyunosas kucioma

Cocynopacimupsomnye 1 reMognHaMudeckue 3pQPeKTbl HUTPOIIUIIEPUHA MOTYT OBITh YCHUJICHBI
IPU OTHOBPEMEHHOM NMPUMEHEHHUH alleTUIICAIULIUIOBON KUCIOTHI.

Anmennaza

BHyTpuBEeHHOE BBEICHHE HUTPOTIHUIEPUHA CHIDKACT TpoMOonmuTHueckuil 3(pQexT anrerazbl.
Cnenyet coOmonarb OCTOPOKHOCTh MPU MPUMEHEHUH ajTeria3bl y MalUeHTOB, MOTYYarolnX
CyOJIMHTBaJIbHBIN HUTPOTIIULEPUH.

T'enapun

BHyTpuBeHHOE BBEACHHE HHUTPOTIUIEPHHA CHIDKAET A((EKTUBHOCTh renapuHa Harpus. [Ipu
OJTHOBPEMEHHOM MPUMEHEHHH HEOOXOIUM PETYIISPHBIN KOHTPOIb AKTUBUPOBAHHOTO YACTUYHOTO
TPOMOOIIJITACTUHOBOTO BPEMEHU M MOXET MOTpeOoBaThcs yBelIMUeHUE A03bl remapuna. [locne
OTMEHBl HUTPOIIMIIEPUHA BO3MOXKHO CYIIECTBEHHOE CHIDKEHHE CBEPTHIBAEMOCTH KPOBH, UYTO
MOXET MMOTpedoBaTh CHMXKEHUS 1036l TenapuHa. HemsBecTHO, BO3HUKAET JU 3TOT 3(dekT noce
OJTHOKPATHOTO MOIBSI3bIYHOTO NTPHEMa HUTPOTTIUIIEPUHA.

Ankanouowvl cnopviHbu

CyOnuHrBaNbHBIA  TPHEM  HUTPONIMIEPHHA  CYIIECTBEHHO  CHW)KAeT  METadOoIu3M

JTUTUAPOIPTOTAMUHA TIPU TIEPBOM IIPOXOXKICHUN Yepe3 MEYCHb U, TAKUM 00pa3oM, TOBBIIIAET €To
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JUTHAPOIPrOTAMUHOM BO3MOXKHO YBEIWYECHUE KOHLEHTPALUMU JUTMAPOIProTaMHHa B KPOBH.
OproraMiH MOXET IPOBOILMPOBATH MPHUCTYIHI CTEHOKAapIuU. B cBsA3u ¢ 3TUM crienyet uzderarb
IIPUMEHEHHE JproTaMMHA M CXONHBIX C HHUM [IPENaparoB y MAUEHTOB, IOABA3BIYHO
IPUHUMAIOIIMX HUTpONIUIEpUH. Ecium coBMecTHOE MpUMEHEHHE HEOOXOIUMO, CIeIyeT
COOMIONaTh OCTOPOXKHOCTH, TIIATENILHO KOHTPOJIMPOBATh COCTOSHHE MAIMEHTA IS BBISBICHUS
CHUMIITOMOB 3prOTU3Ma.

Anmuxonunepauueckue 1ekapcmeennbie cpeocmea

TpunMKINYecKre aHTHAENpPEecCaHThl (AMUTPUNTWIMH, JAE3UNPaMHMH, AOKCENMH U Jp.) H
AQHTUXOJMHEPrUYECKUE Ipenaparbl (aTpONMH) BBI3BIBAIOT CYXOCTh BO PTYy M YMEHBIIAIOT
BBIJICJICHUE CIIIOHBI, YTO MOXXET 3aTPYyAHSATh PACTBOpPEHHME TaOJIETOK HHUTPOIIHUIICPUHA IIPH
HOABA3BIYHOM IPUMEHEHUN U CHU3UTh OMOJOCTYITHOCTb.

[Ipouyne KoMOUHAIINH

[Ipy OnHOBpEeMEHHOM NPUMEHEHMHM HUTPODIMIEPUHA C aMHOAAPOHOM, IPOIPAHOIIOIIOM,
0JI0KaTOpaMu «MEJUICHHBIX» KaJIbLMEBBIX KaHAJIOB BO3MOXHO YCHJICHHE AHTHAHTHHAJIBHOTO
neiicrBus. Ilpm  OAHOBPEMEHHOM TNPUMEHEHUM OeTa-aJpeHOMUMETHKOB WM  alb(a-
aZIpeHOOJI0KAaTOPOB  BO3MOXHO CHM)KEHHE BBIPDAKCHHOCTH AaHTUAHTMHAJIBHOIO  JIEHCTBUS
HUTpOIVIMIIEpUHA (B CBA3M C pPa3BUTUEM TaxWKapAUM M 4Ype3MEpHbIM CHIKeHueM AJl).
HuTtpornunepus MoXeT CHUXKATh TepaneBTUYECKUi 3P ekt HopanuHedpruHa (HOpaIpeHaInHa).
bapOuTyparhl yCKOpPSIOT META0O0IM3M M CHUXKAIOT KOHLEHTPALMI0 HUTPOCOEIUHEHUH B IIa3Me
KPOBH.

Canuuunarsl MOBBIIAIOT COIEP)KaHNE HUTPOIIUIIEPHHA B KPOBH. JJOHATOPBI Cyb(OrHIpUIBLHBIX
rpyni (KanToNpuIL, aleTUIILMCTENH, YHUTHOI ) BOCCTAHABIMBAIOT CHUKECHHYIO UyBCTBUTEIBHOCTD
K HUTPOIIMLEPHUHY. ALETHWILUCTEUH MOXET YCHJIUBAaTh COCYIOpacIIUpAIONIee AEHCTBHE

HUTPOIVIMIIEPUHA.

4.6. bepeMeHHOCTD M JaKTAUS

bepemennocmo

AJIGKBaTHBIX M XOPOIIO KOHTPOJIUPYEMBIX HCCIECIOBAaHUNA O€30MacHOCTH TMPUMEHEHHS
HUTPOIJIMIIEpUHA TPU OEPEeMEHHOCTH HE MPOBOAWUIOCH. [IprMeHeHHue mperapara BO BpeMs
OEepeMEHHOCTH ¥ B MEPHUOJ] TPYAHOTO BCKAPMIIMBAHUS BO3MOXKHO TOJILKO CTPOTO MO Ha3HAUYCHUIO
Bpaua, B TOM clly4ae, KOoTja Mpearnoaaraemas 1mojb3a sl MaTepH MPEBHIIIACT BO3MOXHBIN PUCK

JUTS TUTo1a/peOeHKa U JIOJKHO MPOBOAUTHCS MO CTPOTUM MEIUIIMHCKAM KOHTPOJIEM.
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Ilepuoo epyonoeo eckapmauearus

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Nmerores cBeneHUsT 0 MPOHMKHOBEHMM HUTPATOB B I'PYAHOE MOJIOKO, HO TOUHOE COJEp)KaHUE
HUTPOIIHUIIEPUHA B TPYIHOM MOJIOKE HE ONPEAEIIOch. Takke cooOI1aroch 0 BOSMOKHOM PHCKE
Pa3BUTHS METTEMOITIOOMHEMHH Y MJIAJICHIIEB.

Pemenre o mpekpaiieHuMH TPyIHOTO BCKAPMIIMBAHUS WM MPEKPAICHUH/OTKa3e OT JICUeHUs
IIPENapaToM JOJKHO IPUHHUMATHCS NOCIE OLEHKM MPEMMYLIECTBA I'PYAHOTO BCKAPMIIMBAHUS U

TCparuu i1 MaTCpu C NMMOTCHIUAJIbHBIM PHUCKOM JIA TIJI0Aa UJIN pGGGHKa.

4.7. Bansinue Ha CHOCOOHOCTH YNPABJSATH TPAHCHOPTHBIMHM CpeacTBAMHU U padorarb ¢
MeXaHM3MaMHU
[Ipu ympaBiaeHMHM TPaAHCHIOPTHBIMH CpPEACTBAMH M MEXaHM3MaMH, KOTOpble TpeOyroT

IMOBBIIICHHOI'O BHUMAaHHA, CIICAYCT CO6J'IIOI[3TI) OCTOPOKHOCTD.

4.8. He:xkenare/ibHbIE peaKIuu

I[J'I}I OLOCHKHN 4YaCTOThl BO3HUMKHOBCHHS HECKECIIATCIbHBIX SIBJIECHUU HCIIOJIL30BAaHbI CJICOAYIOIIUC
KpuTepuu: odeHb vacto (> 1/10), wacto (> 1/100, vHo < 1/10), Hewacto (= 1/1 000, HO < 1/100),
penxo (> 1/10 000, vo < 1/1 000), ouens penko (< 1/10 000), yacrora Heu3BecTHA (HA OCHOBAHUH
HUMCHOIINXCA JaHHBIX OLICHUTDH HeBO3MO)KHO).

Hapywenus co cmoponst Kposu u aumgpamuieckou cucmemvl.

PEIKO — METTeMOTTIOOMHEMUSI.

Tcuxuueckue HapyweHus:

OYEHB PEAKO — OECIIOKOICTBO;

4acTOTa HEU3BECTHA — TPEBOTa, ICUXOTHUYECKHE PEaKIIUH, 3aTOPMOKEHHOCTb, IE30PUCHTAITHS.
Hapywenus co cmopomsl HepHotl cucmemvi:

OYEHb YaCTO — «HUTPATHAsH TOJOBHAsI OOJIB;

4acTO — COHJIMBOCTh, TOJIOBOKPYKEHHE (B T.4. HOCTYPAJIBHOE);

HEYacTo — 0OMOPOK;

OYCHB PEIKO — IiepedpabHasT HILIEMHSL.

Hapywenus co cmoponsl opeana 3peHusi:

HCYACTO — HCUCTKOCTH 3PUTCIIbHOTI'O BOCIIPUATHUA.

Hapywenus co cmoponwl cepoya:

4acTo — TaXUKaApIUs, ONIyIIEHUE cepacOneHus;

HEYacTo — MapaioKcaIbHOE YCUIICHUE IPUCTYTIOB CTEHOKAPAUHU, OpaTuKapIvs;

PEAKO — [IUAHO3.
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Hapywenus co cmopomusi cocy0os:

4acTo — OpTOCTaTHYECKas TUIIOTEH3UsI, CHIKeHnE A/l;

HEYacTo — KOJUIAIC, (MHOTAA COMPOBOXKAAIONINICS OpaauapuTMueii 1 00MOpPOKOM);

OLLYIIEHUE «IIPUJIMBA» KPOBH K KOXKE JIMLA.

Kenyoouno-kuwieunvle napyuienus:

HEYacTo — TOIIHOTA, PBOTA;

OUYEHb PEIKO — U3XKOra;

4acTOTa HEU3BECTHA — CYXOCTbh BO PTY, 00JIb B XKHBOTE.

Hapywenus co cmopombt Kodcu t NOOKOMCHBIX MKAHE.

HEYacTo — KOJKHBIE aJUIEPTUYECKUE PEaKIUH (B T.4. KOXKHAsSI CHIIIb),

«TIPUJIMBBDY KPOBU K KOXKE JIUIIA;

OUYEHb PEJIKO — aHTUOHEBPOTUYECKUI OTEK, CHHAPOM CTuBeHCa-/[>KOHCOHA;

4acTOTa HEU3BECTHA — HKC(OIMATUBHBIN 1epMaTUT.

Obwue Hapywienus u peakyuu 6 Mecme 66e0eHuUs.

4acTo — aCTEHMS;

4acTOTa HEU3BECTHA — PA3BUTHE TOJIEPAHTHOCTH.

JUil OpraHM4ecKUX HUTPATOB OBUIM OTMEUEHBI CIyyau Pa3BUTHs BBIPAXKEHHOW apTepuanibHOU
THIIOTEH3UHU, COIPOBOXKIAIOIIEHCS TOITHOTOM, PBOTOH, OE€CIIOKOWCTBOM, HapyIIEHUEM JbIXaHUS U
MOBBILIEHHBIM IOTOOT/AEICHUEM.

JlonoyIHNTENBHOE NPUMEHEHHE MOMKET BBI3BIBATH MEPEXONAIIYH0 THMIIOKCEMHUIO BCIEICTBHE
OTHOCHUTEJIBHOTO NIEPEPACIIPEIETICHAS KPOBOTOKA B THIIOBEHTUIIMPYEMBIE AJIbBEOJIIPHBIC YUACTKU

(Y IaIMeHToB C UIIEMUYECKON O0JIe3HBIO CEp/Illa MOXKET MPUBOAUTH K TUTIOKCHH MUOKap/Ia).

COO6H_ICHI/IC O ITOA03PEBACMBIX HEXKCIJIATCIIbHBIX PCAKIINAX

BaxHo coo0mars o0 TMOI03peBaEMbIX HEXKENATENbHBIX PEaKIUsIX TI0CIe PETUCTPAIHH
JICKApCTBEHHOTO Tpernapara C melibio 00eCTedeHHs] HeIPEPHIBHOTO MOHUTOPUHTA COOTHOIICHHUS
«TONb3a — PHCK» JIEKAPCTBEHHOTO IMpemnapara. MeAWIMHCKUM paOOTHUKAM pPEKOMEHIYeTCs
coo0mare O TIOA03PEBAEMBIX HEXKEJATENbHBIX pPEeaKIUsAX JICKApCTBEHHOTO Mperapara depes
HAIlMOHAJILHBIE CHCTEMBI COOOIIEHHSI O HEXKENIATeNIbHBIX PEaKIMsIX TOCYIapcTB — YJICHOB

EBpa3uiicKoro 5KOHOMHUYECKOTO COI03a.

Poccuiickas ®eneparus

®denepanpHas cimyx0a o Ha3opy B cdepe 3apaBooxpanenus (Poc3apaBranzop)
Anpec: 109012, . Mocksa, CnaBsiHCKast TIomans, a. 4, crp. 1.

Tenedon: +7 (800) 550 99 03
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DnekTpoHHas mouta: pharm@roszdravnadzor.gqv.ru

CaiiT B nH(OpPMALIMOHHO-TEIEKOMMYHHUKALMOHHON ceTH «HTepHeT»:
www.roszdravnadzor.gov.ru

4.9. [lepeno3upoBka

CuMOTOMBI

Bripaxxennoe camkenune A/l (amke 90 MM pT. CT.), oOpTOCcTaTHYECKasi TUTIOTEH3HsI, pedIeKTOpHast
TaXWKapaus, TOJOBHAas OOJb, MOTYT pa3BUTHCS AacTEHUs, TOJOBOKPYXEHHE, MOBBIIICHHAS
COHJIUBOCTb, OIIYIICHHE kKapa WIH 03HOO, TOLUTHOTA, PBOTA, CYI0POTrH, 0OMOPOK.

[Ipn mpumeHeHUU BbICOKUX 1103 (Oosee 20 MKI/KT) — KOJUIAIC, [HaHO3, METTEMOTTIO0OMHEMHSI,
JMCITHOD U TaXHUITHO?.

Jleuenue

[TarueHT HOMKEH HAXOAUTHCS MO CTPOTUM BpaueOHBIM HAONIIOACHHEM B TEUEHUE KaK MUHUMYM
12 yacoB mocne nepeao3upoBku. [lokazaH TIIATENbHBI MOHUTOPUHT U KOPPEKLHS >KHU3HEHHO
BOXHBIX (QYHKIMI. B TedeHne mepBoro uvaca mnocie nepeno3upoBKU — MPOMBIBAHUE KENyIKa,
BO3MO)KHO TPUMEHEHUE aKTHMBHPOBAHHOTO yINs. B Jerkux ciydyasx — HepeBoj MAalUEHTOB B
MOJIOKEHHE «JIE¥kKay C MPUIIOAHATHIMU HOTAMU WJIM C OITYIIEHHBIM TOJIOBHBIM KOHIIOM KPOBAaTH.

B Oonee TskenmpIX ciydasx: NPU BBIPAXXCHHOM CHIDKeHHH AJ] — BocmoiiHeHHe oObema
MUPKYIUPYIOIIEH KpPOBU, B HCKIIOYUTENBHBIX CcIydasX (KOJUIamnc, IINOK) JUIsl YTydIleHHUs
KPOBOOOpAIIIEHNUsI MOXXKHO MPOBOAUTH HUHQY3UH HOpINMUHEPprUHA (HOpaIpeHAINHA) W/UIH
JOTIAMUHA.

[Ipumenenune osnuHedpuHa (aApeHaTWHA) W POJICTBEHHBIX JIGKAPCTBEHHBIX  CPEICTB
IIPOTUBOIIOKA3aHO!

[Ipu MetremorioOMHEMHH: aCKOPOMHOBAs KHCI0Ta — | T BHYTph WM B (JOPME HATPUEBOM COJH
BHyTpuBeHHO 0,1-0,15 mi/kr 1 % pactBopa 10 50 Mi1; OKCUTeHOTepanus, FeMoinaan3, OOMeHHOE
nepeauBaHue KPOBU.

HpI/I BO3HUKHOBCHHWUN OCTAHOBKH JAbIXaHHUA U CCpAlld — PCAHUMAIlUOHHBIC MCPOIIPUATHUA.

5. PAPMAKOJIOTTYECKHE CBOMCTBA

5.1. ®apmakoaMHaAMH4YeCKHE CBOCTBA

dapmakomepanesmuieckas —epynna:  CpeACTBAa JUIsL  JIeYeHHs  3a00JeBaHUN  cephua;
Ba3oAnJIaTaTopbl AJI JICUCHUSA BaGOHGBaHI/Iﬁ cepana, OPraHnvdCCKUC HUTPATHI.

Koo ATX: CO1DAO2

MexagnsMm nericTBys U hapMakoauHaMudeckie 3 deEKTHI

[epudepuueckuii Ba3oanIaTaTop ¢ NPEUMYIIECTBEHHBIM BIUSHHEM Ha BEHO3HBIE COCY/IBI.
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MHOKap/ia B KUCIIOPOJIE 3a CYET YMEHBIICHUS PEAHArpy3Ku (paciuupeHue nepudepuieckux BeH
U YMEHbIIIEHHE MPUTOKA KPOBHU K MPABOMY HPEACEPANIO) U MOCTHATPY3KU (YMEHbILIEHHE 00IIeTo
nepuepruIecKOro COCYTUCTOTO COMTPOTUBIICHUS ).

Oxka3bIBaeT LEHTpaAJIbHOE TOPMO3SIIee BIMSHHE HAa CHMIIATHUECKHIl TOHYC COCYNOB, yTHETas
COCYAMCTBIA KOMIIOHEHT (OPMHUPOBAaHUS OOJEBOr0 CHHApPOMA. BBI3BIBaCT paclIMpeHHe
MEHHMHT€AJIbHBIX COCYJI0B, YeM OOBSCHSCTCS TOJIOBHAs 0OJIb MPH €r0 MIPUMEHEHUH.

[Tpu rcnonb30BaHUN MOIBA3BIYHBIX (POPM MPUCTYI CTEHOKAPAUU OOBIYHO KynupyeTcs uepes 1,5
MHUHYTBI, TEMOJJMHAMUYECKUH U aHTHAHTHHAIBHBINA 3 ekt coxpansiercs ot 30 10 60 MUHYT.

5.2. apmakoKHHeTHYEeCKHE CBOIICTBA

AbcopOrus

BBICTpO M MONMHOCTHIO BCACHIBA€TCSl C MOBEPXHOCTH CIM3UCTHIX 000JI0ueK MoyiocTH pra. [lpu
MObSI3bIYHOM MPUEME HUTPOITIUIIEPUH Cpa3y MOMa1aeT B CHCTEMHBINA KPOBOTOK, OMOJOCTYTHOCTD
cocraBisger 100 %. Bpems nOCTH)KE€HUS MaKCHUMajlbHOM KOHLEHTpPALlMM B IJIa3M€ KpOBU
OIIPEIEsAeTCS Yepe3 S MUHYT.

Pacnopenenenue

Nmeer ouenp Oombiioi o6beM pacmpenencHus. CBsizb ¢ OeTkaMu IUIa3Mbl KPOBU COCTAaBIISCT
60 %.

Buorpancdopmarus

beicTpo Merabonmu3upyeTcs TpH yYacTHMH HUTpATPeayKTasbl, C O0Opa3oBaHHEM IU- U
MOHOHHUTPATOB, KOHEUHBIA METAOOIHUT — TITUIIEPOI.

OIUMUHALIMA

BriBonuTcst moukamu B BUaE MeTabonuToB. O0mmii kiupeHc cocrapuser 25-30 i/muH. [locne
npueMa npenapara moj 36K IePHOJ OTyBBIBEACHHUS U3 TUIa3Mbl KPOBU COCTAaBIISET 4—5 MUHYT.

Menee 1 % 0361 BEIBOOUTCSA B HEM3MEHEHHOM BHJIE.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. [lepeyeHb BCoMOraTeJibHbIX BellleCTB
JlakT03B1 MOHOTHIpAT

Kpaxman kaprodenbHbIit

Caxapo3sa

Kpocnosugon

Maruus creapar

6.2. HecoBMecTUMOCTH

He npumenumo.
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6.3. Cpok ronHoCTH (CPOK XpaHeHUs)

2 ropa.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NPH XPaHEHUH

B 3amuiiieHHOM OT cBeTa MecTe MpH TeMmIiieparype He Boimie 25 °C, Biaau OT OTHS.

6.5. Xapakrep M coaep:kaHue NEPBUYHOH YIIAKOBKHU

40 TabneTok B MpOOHMpKE W3 MOJUCTUPOJA C MPOOKOW M3 MOJMATUIICHA BBICOKOTO JABJICHHUS C
YIUIOTHSIOIMMM 3yieMeHToM. OnHa npoOupka BMecTe C HMHCTPYKUHEH 10 METUIIMHCKOMY
PUMEHEHHIO B TaYKe KapTOHHOIA.

Ynakoska ona cmayuonapos:

100 mpoOHpOK C paBHBIM KOJIMUYECTBOM MHCTPYKLUN MO MEAULIMHCKOMY IPUMEHEHHIO B KOPOOKe
KapTOHHOM.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH NPH YHHUYTOKEHHUH UCIOJIH30BAHHOTO

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA

Poccuiickas ®@eneparus

000 «Dapmameny

194292, r.  Cankr-IlerepOypr, BH.Tep..  MyHHIMNAIbHBIA  Okpyr  CeprueBckoe,
yi. JlomocTpourensHas, 1. 16, nut. E, mom. 2

Ten.: +7 (812) 647 02 46

Anpec anekTpoHHOM ouThl: info@farmamedspb.ru

7.1. IlpeacTraBuTeNb AEpPsKATEIS] PETHCTPAIMOHHOIO YI0CTOBEPEeHUSI

IIperen3uun norpedbureseil HaOPaBIATh 10 AAPECY:

Poccuiickas ®@eneparus

000 «Dapmameny

194292, r.  Cankr-IlerepOypr, BH.Tep..  MyHHIMNAIbHBIA  Okpyr  Cepruesckoe,
yi. JlomocTpourensHas, 1. 16, nut. E, mom. 2

Ten.: +7 (812) 647 02 46

Anpec anekTpoHHO#M mouThl: info(@farmamedspb.ru

8. HOMEP PEI'UCTPAIIMOHHOT O YAJOCTOBEPEHMUSA

9. IATA TEPBUYHOM PETUCTPAIIMA (IOATBEPXKJIEHUS PETUCTPALIAH,
INEPEPETUCTPALIUN)

Jlata nepBoi perucTpanuu:


mailto:info@farmamedspb.ru
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10. JATA IEPECMOTPA TEKCTA

OOmast xapakTepUCTHKAa JICKAPCTBEHHOTO TMpemapara HwurTpormuumepwH AOCTynmHa Ha
UHPOPMAITMOHHOM TIOpTajie EBpa3uiickoro SKOHOMHYECKOTO COr03a B HWH(GOPMAIMOHHO-

KOMMYHUKaIIMoHHOH cetn «MHTepHeT» http://eec.eacunion.org.



