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COOTBETCTBYET SKCIEPT E:i MY OTHETY

MUWHUCTEPCTBO 3/IPABOOXPAHEHUS POCCHMCKOM ®ETEPAITAN

WHCTPYKIUS

- I10 MEJUITMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O ITPEITAPATA

Hypoden® n1s gereii

Perncrpanuonnbiii Homep: 11 N014745/01

Toprosoe naumenopanue: Hypoben® s nereii

Mexaysapognoe HenatenToBanHoe HaumeHosanue (MHH): uGynpoden
JlekapcTBeHHass ¢opma: cycneH3us Uil IpAeMa BHYTpPh [alleJIbCHHOBAd,

KITyOHWYHAs |

CoctaB

B 5 mu cycnensuu Hypoden® ms mereit comepxurcs Oelicmeyiowee euyecmeo —
uoynpoger 100 Mr m 6cnomocamenvhvie eewecmea: mnomacopbar 80 0,5 mr,
rianepon 0,5 mi, cupon mManmsTuToNa 1,625 Mit, HaTpus caxapuHaT 10 Mr, KECIIOTa
muMonHas 20 Mr, Harpus maTpar 25,45 Mr, kamenb kcaHTaHoBas 37,5 mr, HaTpus
xyjopun 5,5 mr, fomupena 6pomun 0,5 mr, anensCcHHOBEL apomaTu3zaTop 2M16014

MM KITyOHUYHBL apomatusarop 500244E 12,5 mr, Bofia OUMIIeHHAs 0 5 MII.

Onucanue
benas wmm mnourm Oenas cycHmeH3uWs CHpPOIOOOpA3sHON KOHCHCTEHIMH C

areJIbCUHOBBIM MM KIIyOHHYHBIM 3aIIaX0OM.

dapMaKoTepaneBTHYeCKas TPyMNna: HECTEPOM/IHBIH IPOTHBOBOCHAIMTEIHHBIM
npenapat (HIIBII).
Kox ATX: MO1AEO1
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dapMakoJIOriiecKne cBoicTBa

Dapmakoounamuka:

Mexanusm paeiictBus uOynpodeHa, MPOU3BOAHOIO IIPONHMOHOBOM KHCIOTHI W3
TPYINBl  HECTEPOMIHBIX  IPOTHBOBOCHATUTENHHBIX  npenaparoB  (HIIBII),
00yCIOBJIeH HWHTHOMpPOBaHHEM CHHTE3a IMPOCTArJaHOWHOB — MEIHMaTOpOB OO,
BOCIIAICHAs. M TIHUIEPTepMUYeCKod peakuuu. HewusOuparensHo Onoxupyer
mukinookcurenasy 1 (IIOI-1) um mukmookcurenasy 2 (IIOI'-2), BcieacTBue dero
TOPMO3UT CHHTe3 mpocrariaHguHoB. Kpome Toro, ubympodern obpaTramo
uHrubupyer  arperanmuio  TpoMbOomurToB.  OkaspiBaeT — oOesboimBaromiee,
JKapOIIOHIKAIOIEE M IPOTHBOBOCIAIMTENBHOE JeiiCcTBHE. AHaNbre3upyromee
nelictere Hapboliee BBIpaKeHO IIPH OOJIIX BOCHIAIUTEIHHOTO Xapakrepa. [eiicTBue
IIpenapara NpoAobKaeTcs 10 8 9acos.

DapmakoKuHemuKa:

Abcopbuuss — BBICOKAafg, OBICTPO W TNPAKTHYECKH MOJHOCTHIO BCACHIBAETCS U3
xenynouno-kumeynoro Tpakra (JKKT) (cBsa3p ¢ Genkamu mra3mer kpoBr — 90 %).
IToce mpuema Ipenapara HaTOINAK y B3pOCHBIX HOympodeH oOHapyKMBaeTcs B
IiasMe KpoBH 4epe3 15 MunyT, MakcuManbHas KoHIeHTpamns (Crax) HOyIpodena B
IU1a3Me KpoBH pocturaerca 4depes 60 mumyt. IlpueM mpemapara BMecTe ¢ eqoi
MOXET yBETUIMBATh BPEMs NOCTIDKEHHS MakcUManbHOU KoHIeHTpauuh (TCpax) 10
1-2 gacos. Ilepuon momyseiBenenus (Ti2) — 2 9aca. MenjeHHO IPOHHKAeT B
IIOJIOCTh CYCTaBOB, 3a/IEP)KMBAETCS B CUHOBHAIBHOH KHMIKOCTH, CO37aBas B HeEH
OonbIpe KOHIEHTPAIWH, YeM B IutasMe Kposu. Ilocie abcopbuuu oxono 60 %
(apmakomornyeckd HeakTHBHONM R-GopMBl MemneHHo TpaHCchOpMHpYeTICs B
akTHBHYIO S-¢opmy. IloaBepraercs meTaboamu3My B IeueHH. BEIBOOUTCS OYKaMU
(B HEU3MEHHOM Bn;ue He 6ostee 1 %) U, B MEHBIIEH CTENIEHH, C KETIBIO.

B orpannveHHBIX HcCIe0BaHUAX HOYTIpodeH 0GHAPYKHUBAJICS B IPY/THOM MOJIOKE B .

OYCHb HU3KWX KOHIICHTPAIMAX.
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IloxazaHus K NIPMMEHEHHIO

Cycnensuio Hypoden® misa nerelt MpUMeHSIOT y JZieTell ¢ 3 MeCSIEB XU3HH 10
12 ner 1 CHMIITOMATHIECKOTO JICUSHHS B Ka4eCTBE KapOIOHIKAIOMIETO CPENCTBa
IOpH OCTPHIX PECHMPATOPHBIX 3a00NEeBaHUSAX (B TOM 4UHCIE, TPUIIE), IETCKHX
HHGEKIUAX,  JOpyTdX  HHQEKIHMOHHO-BOCHANMTENIBHBIX  3a00NeBaHUSIX U
IOCTIPHBABOYHBIX PEAKIMAX, CONPOBOXKIAOIIMXCS MOBBIIEHHEM TEMIIEPATYpEI
Tena.

IIpenapar IpUMEHSIOT KaK CHUMIITOMAaTH4eckoe 00e300IuBaroliee CpefcTBO IpH
6oneBoM cUHApOME ClaOoit WM YMEpPEHHOW MHTEHCHBHOCTH, B TOM 4HUCie: 00IM
IpH POpe3bIBAHAA 3y0OB, 3yOHOH 6OJHM, TOJOBHOM OONIM, MUTPEHH, HEBPAIIHsIX,
6o B ymax, 6onu B ropie, OONMM IpPH PACTAKEHWH CBS30K, MBIIMIEYHOM GOJH,
peBMaTH4eCKO 60w, 601 B CycTaBax.

IlpenapaT npepHasHa4YeH JUII CHMIITOMAaTHYeCKOM Tepamuy, YMEHBIIEHUS OOiM H
BOCHIAJICHHA Ha MOMEHT HCIIOJb30BAHMS, Ha IPOrPECCAPOBaHHE 3a00NEBaHMS He

BIIAACT.

IIporuBonoxa3sanusi

e |'MIEepYyBCTBUTEIBHOCTE K HOympodeHy i JH0OOMYy H3 KOMIIOHEHTOB,
BXOJAIIMX B COCTaB Iperapara.

¢ TlonHoOe WM HENOIHOE COYeTaHHe OPOHXUAIBHON ACTMEL, PelMANBAPYIOLIETO
IONAMO3a  HOCA M OKONOHOCOBBIX ~ I1a3yX M HENEPEHOCHMOCTH
aneTHICATAIIMIOBOM KUCoTH wid Apyrux HIIBIL.

* KpoBoreuenne wim mepdopalls A3BHI JKETyHOYHO-KHUIIEYHOIO TPAKTA B
aHaMHe3e, CIIpoBOIHpoBaHHbIE IIpuMeHeHueM HIIBIL.

® JpPO3MBHO-A3BEHHEIE 3200I€BaHMS OPTaHOB JKeJLyJOYHO-KHIIEIHOrO TpakTa (B
TOM YHCJE s3BeHHasd OONe3Hb JKeNyAKa W JBEHAIIATHIIEPCTHOM KHIIKH,

Gonesnp KpoHa, S3BeHHBIHM KOJNHUT) WIH S3BEHHOE KPOBOTEUEHWE B aKTHBHOM
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COOTBETCTEYET SKCNEPTHOMY QTUETY

¢aze win B aHamHe3e (JBa WM Oollee MOATBEPIKACHHEBIX 3IHU30/a S3BEHHON
00JIe3HH WK I3BEHHOI'0 KPOBOTEUEHM ).

o Twmkemas IeYCHOYHAs HEJOCTATOYHOCTh WM 3a00JieBaHME II€YEHH B
aKTUBHOM (aze.

o Jloueynas HENOCTATOYHOCTH TSDKENOHM  CTENCHH TSOKECTH  (KIApEeHC
KpeatnHuHa < 30 MJI/MUH), IOATBEPXKICHHAS TMIIEPKaIHEMHU.

o JleKOMIIEHCHpOBaHHas cepledHas HEeAOCTaTOYHOCTh, MEpHOJ  IOCIE
MIPOBEJICHIA a0PTOKOPOHAPHOI'O IIIyHTHPOBAHMUS.

¢ IlepeOpoBacKyISAPHOE MM HHOE KPOBOTEUEHHE.

e [emoduwnmusa W Apyrue HapyIIEHHS CBEPTHIBAEMOCTH KpOBH (B TOM YHCIE
THIIOKOATYJIAIHSA), TeMOpparnieckue JAaTe3sl.

e bepeMeHHOCTE B cpoke Ooiee 20 Heenb.

e Jlebmmur caxapa3bl/H30MallbTa3bl, HEMEPEHOCHMOCTh (PPYKTO3BI, IJIFOKO30-
rajjlakTo3Hasi MaJrbabcopOIus.

o IIpmem npyrux HIIBII B kadectBe 00€300IMBAIOIEr0 WIM AaclpPHHA B
CYTOYHOM JJ03€ BEHIIIE 75 MT.

e Macca Tena pebenka 10 S Kr.

e Bospacr 10 3 mecsnes.

C ocTropoxHOCTBIO

IIpy HanM9UM COCTOSHMH, YKa3aHHBIX B HaHHOM pasielie, Iepej MpUMEHCHHEM
Iperapara ciaexyeT IPOKOHCYIBTHPOBATECS C BPAIOM.

OnuoBpemennbli npueM Apyrux HIIBII, Hamwume B aHaMHe3e OJHOKPATHOTO
SMU30/1a A3BEHHOM OONIE3HM XKeIlyIKa WM s3BeHHOro KpoBotedenus XXKT, racrpwr,
SHTEPHT, KOJIMT, Hanwudne uHQeknun Helicobacter pylori, $S3BeHHEBIM KOJIHUT;
OpoHXHWaIbHas aCTMA M aJUIepridecKre 3a00J€BaHus B CTANMA 00OCTPEHMS UM B
aHaMHE3¢ — BO3MOXHO pasBHUTHE OpOHXOCHa3Ma; TSDKENBIE COMATHYECKUE

336OJIeBaHI/ISI, CUCTECMHAas KpaCHasd BOJI4YaHKa HJINM CMCIIaHHOCE 3360J'IeBaHI/Ie
| 4
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COOTBETCTBYET 3KCNEPTHOMY OTYETY

COEIMHATEbHOR TKAHH (cmampom Illapma) — DHOBBINEH PHUCK AaCENTHIECKOrO
MEHHHTUTA; BETpsHas OCHa, II0YeYHas HEJOCTaTOYHOCTh, B TOM YHUCIE IIPH
o0e3poxuBaHuM (kmmpeHc kpeatunHa 30-60 MI/MHUH), 3afep)KKa XHUIKOCTH H
OTEKH, TIeYeHOTHAs HEJOCTAaTOYHOCTD, apTepHaTbHAS THIIEPTEH3MS U/WTH cepcyHast
HEIOCTaTOYHOCTb, 1epeOpOBaCKyIIPHBIE 3a00JIeBaHu,
IMCITAIHAAEMUS/ TATIEPTAMIEMIS, caXxapHbIi quader, 3a0oneBanus nepr(epuaecKux
aprepuii, 3a0oneBaHMs KpOBH HESCHOM STHOJNOTHH (JIEHKONEHHs, aHEeMHs);
OIJHOBPEMEHHBIA IIPHEM JIPYTHX JIEKApPCTBEHHBIX CPEACTB, KOTOPHIE MOTYT YBEJIMYHTh
PUCK BO3HHKHOBEHHS S3B WM KpOBOTEUEHHWS, B YACTHOCTH, IE€POPATHHBIX
IFOKOKOPTHKOCTEPOUIOB (B TOM FHCIE MPEHH3O0IOHA), aHTUKOATYJHIOB (B TOM
uncne BapdapiHa), CeNeKTUBHEIX MHIMOMTOPOB OOPAaTHOIO 3aXBaTa CEPOTOHMHA (B
TOM 4Hcile IUTanonmpaMa, (IyOKCeTHHa, NapOKCETHHA, CepTpadHa) W
aHTAArPeraHToB (B TOM 4HCIE AlETHICAIUIWIOBOM KUCIOTHL, KIONMIOIPENa);
GepeMeHHOCT: B Cpoke MeHee 20 HeJeNb, HEPHOXN IPYIHOIO BCKAPMIMBAHKS,

ITOJKUJION BO3PACT.

IIpuvenenne npyu GepeMEHHOCTH U B MEPHOJ I'PYXHOI0 BCKAPMJIMBAHHS

He caenyer npumensats HIIBII xenmmaam ¢ 20-0if Hemenu 6epeMeHHOCTH B CBSI3H
C BO3MOXHBIM pa3BUTHEM MAaJOBOJMS W/WIM TATOJOTHH ITOYEK Y HOBOPOXKICHHBIX
(HeoHaTanbHas noveuHas mucdynkius). Crexyer u3berats NIprUMEHEHHS Mpeapara
npu OepeMeHHOCTH B cpoke MeHee 20 Henenb, IPH HEOOXOAMMOCTH IipHeMa
IIperiapara ciemyeT IIPOKOHCYIBTHPOBATHCS C BpauoM.

Hmerorcs nannHbie 0 ToM, 4yTo HOynpodeH B HE3HAUYNTEIBHBIX KOJTMYECTBaX MOXKET
IIPOHMKATh B IPyTHOE MOJIOKO 6e3 KaKHX-THG0 OTpULATEIbHBIX ITOCIEACTBUNA AJIS

3JI0pOBbS IPyTHOTO peOeHKa.
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COOTBETCTEYET SKCNEPTHOMY QTUETY

Cnocob npuMeHeHus1 U 103bl

HypocbeH® IUIsL IeTed — CYCIeH3us, CIEeIUalbHO paspaboTaHHas s nereit. Jins
npruemMa BHyTpb. IlalimeHTaM ¢ DOBBIIICHHOM YyBCTBUTEIBHOCTBIO JKEIyAKa
pEKOMEHyeTCs IPUHUMATh IIpenapar BO BpeMsl e1Ibl.

Tompko Il  KpaTKOBpPEMEHHOTO IpUMEHEHHS. BHHMAaTenpHO  IPOYTHUTE
MHCTPYKIIMIO Iepel IpHeMOM Ipemapara. McmonsdyliTe MUHHMAIBHYIO
3¢ GeKTHBHYI0O 1103y B Te4YeHHE HamOojee KOPOTKOrO0 HIPOMEXYTKa BpEMEHH,
HEeoOXOAUMYIO I OOJIerdeHUsl CHMIITOMOB.

Ilepen ynorpebiieHrueM TIaTenbHO B3OoNTalTe (hitakoH. [{jis TOYHOro OTMEpUBaHWsA
J03BI IIperiapaTa npuiaraercs yIoOHbI MEPHBIN IIIPHUIL. 5 MII IIperapaTa CoIepkKar
100 mr ubynpodena mm 20 Mr ubymnpodena B 1 mir.

Hcnonp30BaHre MEPHOI'O NIIIPHIIA:

IInoTHO BCTaBBTE MEpPHBIN IIIPHUI] B IOPIBIIKO ¢uakoHa. [lepeBepHUTE (rakoH
BBEpX JTHOM U ILTIABHO MOTSHWUTE IOpIIEHb BHU3, HAOUpas CyCIEH3HIO B IIIPHIL O
HYXXHOW OTMeTKH. BepHuTE (riakoH B HMCXOIHOE IIONIOKEHHWE W BHIHBTE IMIIPHIL,

AKKypaTHO IIOBOpaymBas ero. IloMecTrTe IIIpHIl B POTOBYIO IIOJIOCTh U MEJIEHHO

_ HaXXUMaKTe Ha IOPLICHB, INIABHO BBIITYCKas CYCIICH3UIO.

Ilocne ymoTpebieHWss NPOMOITE IINIPHI] B TEIJIOH BOAEC M BHICYIIHUTE €ro B
HEIOCTYITHOM JUId peOeHKa MecCTe.

Jlmxopanka (3xap) ¥ 60JIb:

Jlo3upoBKa JuIs AETEH 3aBUCUT OT BO3pacTa M MaccChl Tea pebeHka. Makcumalibaas
CyTo4yHas J03a HE JOJDKHA mpeBblmath 30 MI/Kr Macchl Tela peOeHKa C
MHTEpBaJaMH MEXly IpueMaMH Iipenapara 6-8 4acos.

ety B BospacTe 3-6 MecsueB (Bec pebeHKa oT 5 10 7.6 Kr): TI0 2,5 mi (50 mr) oo

3 pa3 B TeueHue 24 Jacos, He Gonee 7,5 Mt (150 mr) B cyTRH.

Jlety B Bo3pacte 6-12 mecseB (Bec peberka 7.7 - 9 Kr): 1o 2,5 M (50 mr) mo 3-

4 pa3 B TedeHue 24 gacos, He 6onee 10 it (200 MT) B CyTKH.
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Heru B Bo3pacte 1-3 rona (Bec pebenka 10 - 16 kr): mo 5,0 i (100 mr) mo 3 pa3 B

teueHue 24 gacos, He 6omee 15 miut (300 Mr) B CyTKH.

Jletn B Bo3pacre 4-6 et (Bec pebenka 17 - 20 xr): no 7,5 mi (150 mr) mo 3 pas B

TeueHHne 24 JacoB, He Oonee 22,5 mi (450 Mr) B CyTKH.

Iletu B Bo3pacTe 7-9 ner (Bec pebenka 21 - 30 kr): mo 10 mi (200 mr) 1o 3 pa3 B

TedeHue 24 gacos, He 6omee 30 M (600 Mr) B CyTKH.

Heru B Bo3pacte 10-12 ner (Bec pebenka 31 - 40 kxr): mo 15 min (300 mr) 1o 3 pa3z B

TedeHue 24 yacos, He 6omnee 45 mi (900 Mr) B CyTKH.

IIponomwkurensHOCTs JleueHHs - He Oonee 3 mHell. He mpeBmimaiite ykasaHHYIO
703y . |

Ecim npu npueme npenaparta B TedeHne 24 qacos (y AeTeii B BO3pacTe 3-5 MecsIeB)
W B TedeHHe 3 gHell (y nerell B Bo3pacre 6 MecsIleB W CTapile) CHMIITOMBI
COXPaHSIOTCS HITH yCI/IJII/IBaIOTCSI,.H606XOILHMO IIPEKpaTUTh JeYeHUE U 00paTUThCA K
Bpagy.

IlocTHMMYHH3AIIMOHHAS JIMXOpajaKa.

Hersm B Bo3pacte g0 6 wMecsaueB: mo 2,5 mi (50 mr) mnpemapara. Ilpu
HeobxomuMocTH, eme 2,5 M (50 Mr) uepes 6 uacoB. He npumensiite Gonee 5 M
(100 mr) B Tedenue 24 gacoB. Ecii CHMITOMBI JHXOpaiKd He yMEHBMIAIOTCH,

Heo0X0MMO 06paTUTHCS K Bpagy.

ITo6ouHoe gelicTBHE

Prck BO3HMKHOBEHHA HOOOUHBIX 3((EKTOB MOXHO CBECTH K MHHHMYMY, €CIH
IPYHAMATH TIPENaparT KOPOTKEM KypcoM, B MEHMMAIBHON >(QQeKTHBHON 103e,
HEe0OXOMMO I yCTpaHEHH CHMIITOMOB.

[To6ounrie 3 deKTH IPEHMYIIECTBCHHO  SBISIEOTCS  JI0303aBHCHMBIMH.
HimnxenepeuncieHHble NOGOYHBIE DPEAKIMH OTMEYANHCh TP KPaTKOBPEMEHHOM

npueme umOynmpodeHa B Jo3ax, He npessnmarommx 1200 mr/cyr. Ilpu nedeHnn






