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XBI'T - xpoHunyeckas 6onesHb noyek; BITIT — BTopuyHbIv runepnapatmnpeos; [TT — napatrpeongHbin ropmoH; Ca — kanbumin; P — gpocdop.
1. VIHCTpYKUMA MO MEONLIMHCKOMY MPUMEHEHWIO NIEKAPCTBEHHOMO npenapara 3emMnniap® (kancynbl), http://grls.rosminzdrav.ru/Default.aspx, garta obpatlenua k canty 02.10.2020.

KpaTkass MHCTPYKLMS Mo MeanLuMHCKOMY NPUMEeHEeHMI0 JIeKapCcTBEeHHOoro npenaparta 3emnnap® (pacrsop B/B). PerncrpaunoHHoinn Homep: JICP-004781/09. Toprosoe HaumeHoBaHue npenaparta: 3emrniap®. MexayHapogHoe HenaTeHToBaHHOE HanMeHOo-
BaHue: napukanobumTos. @opma BbinycKa: pacTBOp OS5 BHYTPUBEHHOIO BBEAEHUSA, 5 MKI/MI. PapmaKoTepaneBTU4YecKas rpynna: KasibLimeBo-hocopHOro odbMeHa perynatop. NMokasaHns K NPUMeHeHNIo: NpoduiakTka 1 Te4YEHE BTOPUYHOMO rrnepnapaTtmnpensa,
PA3BMBAOLLIEOCA MPU XPOHNYECKOW MOYEYHOW HEOOCTATOYHOCTU (XPOHUYECKME 3aboneBaHA noYvek 5-n ctagun). NMpoTtuBonokasaHus. [vnepsutamHo3 D. OgHOBPEMEHHOE MPUMEHEHUE C dhocdaTamMm /unin NPon3BoAHbIMY BUuTamMmnHa D. OOHOBPEMEHHOE NPUMEHEHNE
C npenapartamu, cogep kaLliymy MmarHin. OgHOBPEMEHHOE MPYIMEHEHUE C TUA3UOHbIMWN anypeTUKamun. [nnTtensHOe COBMECTHOE MPUMEHEHME C rnpenaparamy almoMuHnS. TrunepkansumemMmis. IoBbllLEHHASA YYBCTBUTESIBHOCTb K JIIOOOMY KOMMOHEHTY npenaparta. [eTckum
BO3pacT A0 18 net (onbIT MPUMEHEHNS Y AETEN OrpaHnyeH). [TpuMeHeHre npu rpygHoM BckapMavBaHiu. € 0CTOPOXKHOCTbLIO: COBMECTHbIN MPUEM C cepaedHbiMy nko3vgam. Cnocob npumeHeHus n poa3bl. [ penapar 3emnnap® odbl4HO BBOOAT BHYTPUBEHHO YEPES
KaTteTep ona remoguannsa. Ecnn y 60nbHOMO OTCYTCTBYET reMoanani3Hbiv KaTeTep, TO npernapar MOXXHO BBOAUTb MEASIEHHO BHYTPVBEHHO B TeveHne He MeHee 30 cekyHa. Bbibop HavaibHOV 403kl — M0 Macce Tesia. PekomeHayemMaa HadasbHas 4o3a napukasnbupyrona co-
ctaBnseT 0,04-0,1 MKI/Kr (2,8=7 MKr). Bbibop Ha4asibHOM O3kl — C yHETOM ncxoaHoro ypoBHs [T, HavanbHas go3a (MKr) = ncxogHein ypoBeHb [T (mr/mn) / 80. PekoMeHpaum no TUTPOBaHUKO 003bl, MPUMEHEHWNIO Y OCODbIX FPYNM NaLMEHTOB CM. B MOSIHOW NHCTPYKLIMN
no npumMmeHeHuto. NMobdo4vHoe gencreme. Camom HacTom NoOOYHOM peakLUMEN, CBA3aHHOW C Tepanuen npenaparomMm 3emriap®, boiia rmnepkanbuemMms, passmBluasca y 4,7 % nayyeHToB. [1nepkanbuMeMmnsa 3aBUCUT OT CTEMNeHU N30bITOYHOIro nogasneHns cuHtesa [T v
Npw Hagexallem nogdope 403bl MOXET ObITb MUHMU3UPOBAaHA. HacTo BCTPeYaMcCh: rinonapaTtvnpeos, rmrnepkansumemMmns, rmnepdociaremMimst, OUCreB3uvd, roioBHas 60Sb, XXENyao4HO-KULLIEYHOE KPOBOTEYEHME, 3arop, Anapes, 3y, 60b B MECTE NHBEKLIMW, NNXOPaL-
Ka, O3HOO. Pa3BepHYyTbIN CMNCOK MODOYHBLIX PEAKLN, BOSMOXHO CBA3AHHbBIX C MPUMEHEHNEM MaPUKaNbLIMTOMNA, MOXXHO HAWTU B MOSIHOW VHCTRYKLMW MO MEOULIMHCKOMY MPUMEHEHMIO nMpenapara 3eMrniap®. Bsammogencrane ¢ apyrumMmmv neKkapcrBeHHbIMU cpeacTBa-
MW. B COOTBETCTBUI C JAaHHbIMW UCCNedoBaHUK iN Vitro napuvkanbUyToN He JOMMKEH MHIMbunpoBaTth KNnpeHc (Cl) nekapCTBEHHbIX BELLECTB, KOTOPble MeTabonmanpyrotes nsopepmeHtamy CYP1A2, CYP2A6, CYP2B6, CYP2C8, CYP2C9, CYP2C19, CYP2D6, CYP2E1 vnn
CYPSA, nnv nHoyumpoBaTh KIMPEHC BELLECTB, BMOTPaHCHOPMUPYIOLLMXCS o, genctamemM nsodepmerHtos CYP2B6, CYP2C9O nnn CYP3A. Ocobble yka3daHus. B neprog nogdopa 0o3bl HEOOXOAMMO PEryNSAPHO KOHTPOIMPOBATL ChIBOPOTOYHbIE KOHLEHTPALMN KaNbLS
n pocopa. Korga gosa nogodbpaHa, CbiBOPOTOYHbIE KOHLIEHTPALMW KanbLMs 1 docdopa CneayeTt N3MepsaTh No KpanHen mepe 1 pas B Mecsl,. [nnTtenbHaa Tepanma napukanbLUUMTONIOM MOXET MOBbLICUTbL PUCK Pa3BUTUSA rnepKanbLmMemMinmn, yBennieHns 3Hadenma Ca x P
N KanbUy@UKaLym MArKnMX TKaHe (MeTactaTuyeckuin KanbUyHo3). CrnenyeT NposBAATE OCTOPOXKHOCTb MPY COBMECTHOM MPUMEHEHU NapKasbLUUTONAa C KETOKOHA30I0M 1 CEPAEYHbIMU TMNKO3MOAMM.

KpaTkast MHCTPYKUMS No meavuuMHCKOMY NpUMeHeHno nekapcTtBeHHoro npenapara 3emnnap® (kancynbl). PerncrpaunoHHsin Homep: JICP-010759/09. ToproBoe HammeHoBaHue npenaparta: 3emMniap®. MexxayHapoaHoe HenatTeHToBaHHOe HaMeHOoBa-
HUue: napvkanbumTos. JlekapcTBeHHas hopma: kancysbl. PapmakoTepaneBTU4YecKa rpynna: aHtvnapartupeongHoe cpenctso. Kog ATX: HO5BX02. NMoka3aHnsa K npuMeHeHuto: XpoHudeckas 60/1e3Hb noYex 3-u v 4-u ctagmm. ['penapart 3eMniap® Kancysbl NnokasaH y
B3POCSbIX 11 AeTen B Bo3pacTe OoT 10 fIET ANgA NpohuiakTUKI 1 NIEYEHSA BTOPUYHOMO rmneprnaparvpeosa, passusatoLleroca npu XbI'l 3-1 v 4-n ctagun. XpoHnydeckasi 60/1e3Hb riodek 5 ctagum.l Tpenapat 3emMnniap® Kancysibl NoKasaH Y B3POC/bIX 4S5 MPOMUNaKTVKU 1 NIeHeHNs
BTOPWYHOIO rvnepnapatmnpensa, passmBatoLerocs npu XbI'5-n ctagnn y nauyeHToB, HAXOOALLMXCA Ha reMoananiae unv neputoHeansHoM amnanmae. NMpoTnBonokKasaHus. [ 1nepyyBCTBUTENBHOCTb K MapUKasbLUUTONY W KOObIM BCTIOMOraTesbHbIM BELLIECTBAM Mpenapara
3emnnap®. CMMITOMbl MHTOKCUKaLMK BUTaMUHOM D. Tnnepkansumemimns. COBMECTHOE MPUMEHeHMe ¢ hocdaTtamm v NponssoaHbiMn BuTtamuHa D. detckum Bo3pacTt go 10 net npu XBI1 3-n n 4-n ctagun (KIMMHUYECKME NCCNeqOBaHUA HE MPOBOAWINCE). [JeTCkun BO3-
pact o 18 net npu Xbl'1 5-n ctagnn. COBMECTHOE MPUMEHEHUE C aNIFOMVHUCOOEPKALLMMI NpenapatamMu (HanpumMep, aHTaumgamMmm, pocdart-ceasbiBalOLLVIMM MpenaparamMmit) Ha rnoCTOAHHOM OCHOBE U MarHUMCOAepXaLlyiMU rpernaparamMi (Hanprmep, aHTauygami).
C ocTopoXXHOCTbIO. COBMECTHOE MPUMEHEHWE C CEPOEYHBIMU MMNKO3NOAaMU, KETOKOHA30/IOM W ApYrMi MOLLHbIMKW MHIbmnTopamu CYP3A4. Cnoco6 npumMmeHeHus u ao3bl. BHYyTpb. [penapaTt 3emMniap® MOXXHO NprHMMAaTh HE3aBMCKMO OT npuemMa nuuy. Bapocsisie.
XBI' 3-n n 4-n ctagmn. INNpenapat 3emnnap® peKoOMeHAYeTCs NpUHUMaTh 1 pas B AeHb eXXeHEBHO WM 3 pada B Hefento. B criydae npuMeHeHua npenapara 3emMrnap® 3 pasa B Hefesto ero Heobxoammo npuHMMaTh He Yalle Yem 1 pas B 2 aHd. HavanbHas gosa. Havanb-
Has [03a npenapara 3eMriap® onpenenseTcsa Ha OCHOBaHUM UCXOAHOW KOHLeHTpaumn nlTTT. XBI'T 5-1 ctagun. ['penapat 3emnnap® peKoOMEHOYETCS MPUHMATL 3 pasa B HEAENO, HO He Yalle Yem 1 pad B 2 aH4. [logbop ao3bl. [locnenyolme o3bl npenaparta 3emMriap®
OO/MKHbI ObITh NOAOOPAHL! MHOVIBMOYANIbHO B 3aBUCKUMOCTU OT MCXOOHOIo YPoBHA UITTT, CbIBOPOTOYHBIX KOHLIEHTPALMW KanbuUus 1 docdopa. Letn. XbBI1 3-n 1 4-n ctagun. HavanbHas gosa. PekomeHgoBaHHaa HadasibHas gosa npenaparta 3emMrniap® — 1 Mkr 3 pasa B
HeOento, HO He Yalle Yem 1 pas B 2 AHs. PacyeT ctapToBOW 003bl Y B3POCSbIX 1 AeTeW, Nogdop A403bl CM. B MOSIHOW MHCTPYKLMX MO MeOULMHCKOMY NpuMeHeHnto. Ocobble rpynnbl NAlMeHToB. [paHcriiaHTaums rnoYxkv. Ha oCHoBaHWMM OnyonnKoBaHHbIX INTEPaTyPHbIX
OAHHbIX HaYabHasa 003a U anropyut™ nogdopa Ao3bl y NauyeHTOB MOCce TpaHcnnaHTauumm nodkm ¢ XbI' ctagun 3 1 4 n BTOPUYHbIM MnepnapaTtMpeo3oM NoagdUPaeTCs Tak e, Kak 1y nauneHToB 6e3 TpaHcnnaHTauum nodku ¢ XbI'l ctagum 3-n 1 4-1 n BTOPUYHBLIM TUNep-
napaTnpeo3oM. PekomMmeHaauym no npyMeHEHNIO Yy OpYrx 0COoObIX rpynn nauyieHToB CM. B MOSTHOW MHCTRYKLMKM NO npuMmeHeHnto. NMobo4vHoe aencrtBue. B3pocsibie. Hanbonee pacnpocTpaHEHHbIMU HEXXeNaTelbHbIMI PEAKLIMAMI MPU MPUMEHEHU Npenapara 3emMnnap®
ABNANVCH rnepkKanbLMeMs 1 NOBbILLEHNE YPOBHS dpocdaTa KasbUyd. HacTo: runepkanbumemus, rmnepdocdaremMisi, NoBbllLeHe YPOBHSA dhocdaTa Kanbuus. [etw. Y geten B Bo3pacte 10 neT n ctapLue npoduib 6e30MacHOCTY aHanormdeH npodunto 6e3onacHo-
CTU, HAbMoOaeMoMy Y B3POCSbIX. HexxenaresbHble peakuymn, HabmogaBLUMECA Y MaLUYEHTOB, MOSyYaBLUMX NpenapaTt 3emrnap® Kancysbl: rmnepkansumemMmns (3/34, 9%), runepdocdatemus (1/34, 3%), ronosHasa 6ok (1/34, 3%) n towHoTta (1/34, 3%). Bsaumopgencreue
C APYrMnMu nekKapctTBeHHbIMN cpeacTBamu. Cnenyet cobnogaTb OCTOPOXKHOCTL MPW OOHOBPEMEHHOM Ha3HAYEeHU NaprKanbUMTOoNa C KETOKOHA300M. He crnenyeTt HadHavaTh npenapathl, CBA3aHHble ¢ (hOCHOPOM U BUTaMUHOM D, OOHOBPEMEHHO C MapuKabLimn-
TOJIOM BCIEACTBUE MOBbLILLEHHOMO PYCKA Pa3BUTUA TUNEPKabLMEMNN 1 YBENUYEHUS npon3BeneHns Ca x P. Bbicokue [03bl KanbUuyncogepXallyx npenapaTtoB Un TmasuaHbiX gnypPeTUKOB MOMYT MOBbICUTbL PUCK Pa3BUTUA TUnepKanbLmemMnn. He cnenyeTt HasHadvaTb Mar-
HUMcoepXKaLlme npenapartb! (HanpuMep, aHTaumabl) OOHOBPEMEHHO C rnpenaparamMmm BUutamHa D BCeacTBre prcka pasBuTus rmnepMarHneMimnu. [lpenapartsl, Coaepxalime amtoMMHUA (Hanpumep, aHTauyapsl, npenapartbl, CBA3biBatoLLmMe dhocdaTthl), HE CNeayeT aynTeNibHO
Ha3Ha4YaTb OOHOBPEMEHHO C Mperapartamu ButammHa D BCneacTBme BO3MOXXKHOIO YBENNYEHVA KOHLIEHTPALMY alTFOMUHUA B KPOBW 1 TOKCUHECKOTO JENCTBUSA alFOMUHUA Ha KOCTHYIO TKaHb. [ lpenapathl, KOTOPbIe YXYALLAOT BCAChIBAHNE B KULLEYHVIKE XKPOPACTBOPUMbIX
BUTAMWHOB, TakMe Kak KOMECTUPaMUH, MOMYT HapyLLaTb BCacbiBaHWE npenapara 3emriap® (B IeKapCTBeHHOW (hopMe «Karcyrbl»). Ocobble yKa3daHusi. Ocobble ykasaHus Npu rmrnepkasnbUyeMin 1 npu NPpUMeHEHN Y OCODbIX MPyMmn MaLMeHTOB CM. B MOJIHOW NHCTPYKLM
Nno MeguUyHCKOMY rpumeHeHnio. MHdopmaumns TonbkKo Ans MeguuuHCKuX u hapmaueBTUHeCKUX paboTHUKOB. 115 nosydeHnsa 6onee nogpodbHom nHpopmMaLmmn O npenapare, noxanymncra, 03HaKOMBTECH C MOJSIHOW MHCTPRYKLMEN MO MEOAULIMHCKOMY MPUMEHEHUIO
npenapata nn obpatutecb B OO0 «2606Bm»: 125196, . MockBa, yn. JlecHas, o. 7, bL «benblie Canbl», 3gaHne «A», Ten. (495) 258 42 77, pakc (495) 258 42 87.
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