MHCTPYRLMUA

no MeauuMHCKOMY NPUMEHEHUIO JIEKapCTBEHHOro npenapara

POCDAIOrEJIb (PHOSPHALUGEL)

PeructpauuoHHbiit Homep: [ N012655/01

Toprosoe HasBaHue: DOCDAJIIOME/b

MemxgyHapogHoe HenaTteHToBaHHOE Ha3BaHUe UK rPyNNUpoBOYHOE Ha3BaHMe: aloMUHUA dochar
JlerapcTBeHHan popma: resib 4ns nprema BHYTPb

CocrtaB

MakeTMKU no 16 r MarkeTMKM No 20 r

AKTHBHOE BeLecTBo: AKTHBHOE BelecTBo:

anomMuHma pocodar 10,401 anomMuHua pocdarta renb 20% 12,381
resb 20% (cooTBeTCTBYET 2,48 I aNOMUHMSA

(cooTtBeTcTBYET 2,08 I A/IOMUHUSA ocpara)

docpara)

BcriomoratesnbHbie BelyecTsa: BeriomoratenbHble Belyectsa:

copbuTona pacteop 70% 4,480 copbuTona pacteop 70% 42861
arap-arap 800 0,045r arap-arap 800 0,080r
NMEeKTUH 0,087 r MNEeKTUH 0,10r
KanbLus cynbdara aurugpar 0,012r Kasibuua cynbdara guruapar 0,01r
Kanma copbar 0,040r Kanua copbar 0,053 r
apomarusarop arnesibCUHOBbIN 0,080 r apomaTtusarop anesibCUHOBbIN 0,032 r
BOAA O4uLLEeHHas poiér BOZa O4YuLLEeHHasn no20r
OnucaHue

Besbifi nm noyTH 6enbiii roMoreHHbIM noce nepemMeLUnBaHusA refib, C 3anaxom anesibcuHa

apmaKoTepaneBTUYECKan FPynna: aHTauMaHoe CcpeacTBo

Hopg ATX: [A02AB03]

dapmarosioruyeckue cBoiicTBa

apmarkoguHamuKa:

OkasblBaeT KUCNOToHeNTpamayoLLee, obBosaKuBaroLLee, agcopbupyiolliee aelicTeue. CHumaeT

MNPOTEO/IMTUIECKYI0 aKTUBHOCTL NeNncuHa. He Bbi3blBaeT oluenaynBaHme Heaya04HOro CoKa, COXpaHas

HMC/IOTHOCTb }KE/IYA04HOr0 COAEPIMMOTO Ha (PU3MONOTMYECKOM YPOBHE. He MPUBOAMT K BTOPUYHOM

rMNepceKpeLyn CoNsAHOM KncioTbl. OBpasyeT 3aliuTHBIN COM Ha CMBUCTON 060104KE Henyno4Ho-

KuLeyHoro TpaKkTa. Cnoco6CTBYET yaaieH o TOKCUHOB, rasoB MWKPOOPraHW3MOB Ha BCEM MPOTAMEHUN

MWLLEBAPUTE/IbHOTO TpaKTa, HOPMA/IU3YET NacCcam COAEPHMMOrO MO KULLEYHUKY.

MokasaHua gna npumeHeHua

- A3BEeHHas 60/1e3Hb MeyAKa U BeHAALATUNEPCTHOM KULLIKK;

- raCTPUT C HOPMaJIbHOM WU MOBbILLEHHOM CEKPETOPHOM yHKLME;

- FpbiXa NULLEBOAHOIO OTBEPCTUA Auadparmbl;

- racTpo-a3ogareasbHblit pedsitoKe, pedritoKC-230(aruT, B TOM YMcsie COMPOBOMAAIOLLMICA U3HOIOM, KUCTIOM
OTPbIKKOW;

- CUHAPOM HEeA3BEHHOM AUCNEencuu;

- hyHKUMOHaNbHaA auapes;

- DYHKUMOHaNbHbIE 3a60/1eBAHWSA TONCTON KULLIKMU:

- HEJYA0UHbIE W KWLLEYHbIE PACCTPOICTBA, BbI3BAHHbIE MHTOKCUKALMEN, MPUEMOM IEKAPCTBEHHBIX npenaparos,
pasaparatolmx BeLwecTs (KUCIOTbI, LWeNo4HM), anKorons.

MNpoTtuBonoKasauusa

BbIpAHEHHbIe HAPYLIEHNA (QYHKLMM NOYEK, MOBbILIEHHAS HYYBCTBUTE/IBHOCTD K npenapary.

Cnoco6 npumMeHeHua u go3bl

D15 B3pOCAbIX U feTelt cTaplue 6 fieT - npuem BHYTPb Mo 1-2 naKeTuKa 2-3 pasa B cyTHW. Cxema npuema 3aBucuT

OT xapaKTepa 3a60/1eBaHUSA: racTpO-930(areasibHbiii pegJioKc, AnagparmasibHas rpbixa - cpasy nocne efpl u

Ha HOYb; A3BEHHas 60/1e3Hb eslyAKa M BEHAALATUNIEPCTHON KMLIKY - Yyepes 1-2 4 nocne efpl U HEMEAIEHHO

NPy BOSHWKHOBEHWN GONe; raCTpUT, AUCTIENCHS - [0 eAbl; (PYHKLMOHAIbHBIE 3a6ONEBAHMS TOICTON KULLIHU

- YTPOM HaToLaK v Ha Houb. Ec/iv B npomeyTKe Memay npuemamu dochaniorens 601 BO30GHOBAIOTCS -

npvem npenapara noBTOPUTb.

[ns getelt mnague 6 Mecaues - 1/4 nakeTuHa unm 1 yaitHas fomKa (4 r) nocne KamwAoro U3 6 KOPMACSHHIA;

cTapliue 6 Mecaues - 1/2 NaKeTUKa UK 2 YaiHbIe IOMKM NoCae Kam/oro U3 4 KopMIEHUI.

MNpenapar MOMHO NPUHUMATL B YUCTOM BUAE WA NEPEZ NPUEMOM pasBecTH B MONIOBUHE CTaKaHa Bofbl.



Cnoco6 ynorpe6neHusa

Puc.1. TwarenbHo pasomMmHuUTe Puc.3. Bbigasute nanbuamu resib 4yepes
COZEPHMMOE NaKeTUKa Mexay nasbLamm /(K | oTBepcTue B maKeTuKe.
4718 NONYYEeHMA OAHOPOAHOrO reis. - F%L
Puc.2. [lepwa nakeTnK BepTUKasIbHO, Pwvc.4. Tenb npyHUMalOT B YACTOM BUE
g OTPELTE NI OTOPBUTE YrOJIOK B WV Pa3BOAAT Nepes npueMom
¢ 0603Ha4eHHOM NMYHKTUPHOW JIMHWEN B NMOJIOBUHE CTaKaHa BoAbl.
MmecTe.

Mepbl NpefoCTOPOHHOCTU NPU NPUMEHEHUN

He cnegyet aimTtenbHO NpUHUMaTH npenapar 6e3 HasHaueH s Bpada. C 0CTOPOMHOCTLIO MPUMEHSIIOT MpK
HaMYUK 3a60NeBaHWIM NOYEK, LMPPO32a NEYEHH, BbIPAKEHHON CEPAEYHON HEAOCTATOHHOCTH. Y NMOMM/IbIX
naLMeHTOB 1 60JIbHbIX C HapyLleHUeM QYHKLMM NOYEK MpY NpuMeHeHnn Pochastorens B pPeKOMEHA0BaHHbIX
[103aX BO3MOHO YBE/IMHEHWE KOHLEHTPALIMKM aNlOMUHWSA B CbIBOPOTHE KPOBU.

AHTUBUOTUKM TETPALMKIMHOBOW Fpynrbl, Npenaparbl xenesa, cepaedHble MMKOo3Uabl CriefyeT NpUHUMaTb He
paHee yeM Yyepea 2 yaca nocsne npuema Pocoastorens.

MNMepepo3upoBKa

Bo/iblLMe KOIMYecTBa MOHOB asItoMUHWS NOAABNAIOT NEPUCTA/IBTUKY KULLIEYHMKA. [Ns ieHeHurs nepefo3npoBKU
npenapara ciegyet NnpuUMeHATb cabuTeibHble CpefcTBa.

Ocobble yRasaHusa

Mpu 3anopax, 3pefKa BO3HUKaoLWMX Npu npreme Pochantiorens, peKOMEHAYeTCA yBeIM4nBaTh KOJIMHECTBO
eeHeBHO NoTpPe6/1AeMOon BOAbI.

Mpenapart MOXET NPUMEHATLCA 60/1bHBIMU, CTPAAAIOLLMMI CaxapHbIM AnabeTom.

Mpenapat MOXET NPUMEHATLCA NMPODUNAKTUYECKU ANA YMEHbLIeHNs abcopbLummn paaroaKTUBHbIX 3/1EMEHTOB.
MpumeHeHve npenapara Docdasntoresib He OTPaMaeTCA Ha pesybTaTax PeHTreHO/I0rMYECKOro UCC1eA0BaHuUA.
BepemeHHOCTb ¥ Nepuop, aKkTauuu

Bo3moxHO npumMeHeHue npenapara B TepaneBTUHeCKMX [03axX B Nepruopbl 6epeM9HHOCTM M nakTaunu no noKasaHmaAM.

BAusiH1e Ha crioco6HOCTb ynpaB/iAThb TPAHCIOPTHLIMU CPeACTBaMU M MeXaHU3MaMm1

He BnuserT.

NMo6oy4Hoe aelicTBUe

peaKo - 3anopbl (B OCHOBHOM Y 60/IbHbIX MOXW/IONO BO3PACTa, JIeHaumx 60/1bHbIX).

B3aumopgeiicTBMe C APYrMMU IeKapCTBEHHbIMUY NpenapaTaMmu -

Mpu nprmeHeHun Dochantoresis OAHOBPEMEHHO C APYrMMK IeKapCTBeHHbIMU Npenaparamu ciegyet
MPOKOHCY/ILTUPOBATLCA C BPa4OM, MOCKOJIbKY (Pochasioresib CHUNKaET 3PHEKTUBHOCTb AEHCTBUA HEKOTOPbIX
npenaparos.

opma BbinycKa:

lenb Ans npyema BHyTpPb.

Mo 16 r nam 20 r rens B TepMoCBapvBaeMble MHOrOC/IOMHbIE MaKETUKM (callle) M3 NaMUHUPOBaHHOM Bymaru,
atOMUHUEBOM OSbIU U NOIMATUIEHA BbICOKOTO AaBAEHUs (BHYTPEHHWUIA C/ION).

Mo 16 r B TepMocBapuBaemMble MHOTOC/IOMHbIE NaKETUKM (CTUKM) U3 TaMUHUPOBAHHOWM MIEHKM B T. Y. NOAUSCTEP
/ NOAM3TUNEH / HanbINeHUe aIloMUHMUEM / NONMSTUAEH (BHYTPEHHUI c1oi4). o 6 NaKeTUKOB (CTUKOB) Wn 20
NMaKeTHKOB (callie) BMECTE C MHCTPYKLMEN Mo MEeAULMHCKOMY NMPUMEHEHMIO NMOMEeLLAIOT B KaPTOHHYIO Navky.
CpoOK rogHoOCTH

3 ropa. He npvMeHATb MO UCTEYEHUM CPOKA MOAHOCTH, YKa3aHHOro Ha yrnaKoBKe.

Ycnoeua xpaHeHuA:

Mpu Temnepatype He Bbiwe 25°C.

XpaHuTb B HELOCTYNHOM /151 AeTEl MecTe.

YcnoBusa oTnycKa

Bes peuenTa

MpousBogurenb

«Mapmaruc», Pparumna / Pharmatis, France

3oHa AKTuB 3cT. Ne 1, BP 20, 60190 3ctpec CaH-[enu,/

Z..A Est.Ne 1, BP 20, 60190 Estrees Saint-Denis.

IOpuguyeckoe 1L, Ha UMA KOTOPOrO BbIAAHO PErucTpauMoHHOe yA0CTOBEpeHHe:

Onenna Xenckea Pparc CAC, PpaHums

Opella Healthcare France SAS, France

OpraHusauusa, NpUHUMaloLas NpeTeH3uu notTpedurenei:

OO0 «Onenna XesncKea»,

Poccus, 125009, r. MockBa, yn. TBepcKas, A. 22.

Ten.: (495) 721-14-00.

dakKc: (495) 721-14-11.

405418



