THCTPYKIIA

IJISI MeTUYIHOT'0 3aCTOCYBaHHS JIiIKapChKOT0 3aco0y

OYCIIATAJIIH® PETAP]I 200

(DUSPATALIN® RETARD 200)

Cknao:
ditoua peyosuHa: MeGeBEPUHY TiTPOXIIOPUI;
1 kamcyna mictuth MebeBepuny rigpoxnopuny 200 mr;

0ONoOMIdICHI peyo8UHU: MarHilo cTeapaT, MeTaKpUJIaTHOTO COIOJIIMEePY OUCIIEPCis, TalbK,
rinpoMersiosa, HoiiaKpunaTHa JUCIIEPCis, THilepos TprualeTar;

meepoa dxceaamuHosa kancyaa (po3mip Ne 1): tutany piokcup (E 171), xxenaTus.

JlikapcbKka ¢popma. Kancynu npoyioHroBaHol fii, TBepAHi.

OcHosHi (izuko-ximiuHi 81acmugocmi: HeIIPo30pi OiNTi TBEPHi KeTaTUHOBI KalCyId po3MipoM Ne
1 3 BigmoBigHMM MapKyBaHHSIM 245, 110 MiCTSTh IPaHyJIAT Big 6inoro mo Maiixke 6imoro
KOJIbODY.

dapMaKoTepaneBTHYHA rpymna. 3acobu, 110 3aCTOCOBYIOTHCS IIPU GYHKITIOHATIBHUX IITYHKOBO-
KHMIIKOBUX po3fiafiax. CHHTeTUYHI aHTUXOJIiHePriuHi 3acobu, ecTepudikoBaHi TPETUHHI aMiHHU.
Me6eBepuH. Kom ATX A03A A04.

dPapmakonoeiuHi e1acmueocmi.

®apmakoduHamika.

MexaHi3M pii Ta papMakogrHaMidHi ePeKTH.

MebGeBeprH € MIOTPOTIHUM CIIa3MOJIITUKOM 3 BUOIPKOBOIO [Ii€l0 Ha I/IafiKi M’sI3U TPaBHOTO TPakTy. Bin
yCcyBae cna3Mu 0e3 MpUTHiYeHHs HOpMaJIbHOI MOTOPUKY KullleyHuKa. OCKiNbKY 115 [id He
OTI0CepeIKOBaHa aBTOHOMHOIO HEPBOBOIO CUCTEMOIO, TUIIOBUX aHTUXOIiHEePTriuHuX Mo0iYHuX eeKTiB
HEMae.

Krniniyna ebeKTHBHICTh Ta Oe3meKa.

Kniniyna ehekTuBHICT Ta 6e3meKa 3aCTOCYBaHHS Pi3HUX JiKapchkux ¢hopMm MebeBepuny Oynu



BuBUeHi y moHap 1500 nmanienTiB. 3HayHe nocaableHHs TepeBaXKHUX CUMIITOMIB CUHAPOMY
TIOOPa3HEHOT0 KUIIIeYHUKa (TaKuX K 0i/ib y JKUBOTI, 0COOIMBOCTI BUIOPOXKHEHHS) 3a3BUYai
CIocTepiranucs y peepeHTHIX Ta KOHTPOJIbOBAHUX 32 OCHOBHUMY 3HAUEHHSIMU K/TIHIYHUX
OOCIHiIKEeHHIX.

Yci nikapceki popmu MebeBepuny Oynu 3aranoM 0e3rmeyHUMH Ta H00pe ePEeHOCUTTUCS ITPU
PEKOMEHIOBaHOMY PEeXKHUMi MO3yBaHHS.

iTH.

KitiniyHi focigKeHHsa 3aCTOCYBaHH Tabi1eTok abo Karcya IIPOBOAUIIUCS TibKY 3@ y4acTio
nopociux. [aHi KmiHigHOI epeKTHBHOCTI Ta 6€3MeKH, OTPHMaHi 3 KITiHIYHUX JOCTiIKeHb, a TAKOXK 3
IIOCTMapKeTUHTOBOTO IOCBiLy 3aCTOCYBaHHS CyCIleH3il MeOeBepUHY ITamMoaTy ImallieHTaM BikoM Bif 3
POKiB, TPOIEMOHCTPYBaJIH, 1110 MebeBeprH € eeKTUBHUM Ta Oe3MeYHUM JTiKapChbKUM 3aC000M, SKUi
noOpe MePeHOCUThCS.

KniniuHi gocnifkeHHs cycrneH3il MeOeBepHHY IT0OKa3aH, 110 IpenapaT € eeKTUBHUM [T
nocnabeHHsI CMMIITOMIB CUHIPOMY ITOAPAa3HEHOr0 KUIlleUHUKa y miTe. Iloganbiii BigKpuTi
KOHTPOJIbOBaHi 3a OCHOBHUMM 3HAaYEeHHSIMHU [OCTIIXKEHHS CycleH3ii MebeBepuHy
MigTBEPAUNIM e(PEeKTUBHICTD IIpenapary.

PexuM m03yBaHHS JIiKapChKOT0 3ac00y y ¢opmi TabneToK abo Kalcya BU3HaYeHO Ha OCHOBI
0e3meKku Ta MepeHoCUMOCTi MebeBepHUHY.

dapmakokiHemuka.

AGcopOiris.

Me0GeBeprH MIBUKO Ta MTOBHICTIO abCOPOYETHCS Micysg IIepopaabHOro 3aCTOCyBaHHS y Gopmi
Tab7eTOK. 3aBAsSKU IPOJIOHTOBAaHOMY BUBIJTbHEHHIO ITPEeapaTy 3 Kalcyau Horo MoXKHa MPpUUMaTH OBa
pa3u Ha [IeHb.

Posnmomin.

IIpu GaraTopa3oBoMy 3acToCcyBaHHi npenapary [ycnaTanin® Perapn 200 HisKOI 3HaYHOI KyMyAIii He
BUHUKAE.

BiorpaHcdopmatiis.

Me6GeBepuHY TiIpoXIOpuA TOJIOBHUM YMHOM MeTabo0mi3yeThCs ecTepa3aMy, SKi Ha MEePIIOMY eTarri
MeTab01i3My PO3IIEIITIOTh edipHi 3B'I3KK 3 YTBOPEHHSM BEPATPOBOI KUCIIOTH i Me6EeBEPHUHOBOTO
cuprty. Y nnasmi gemertunkap6okcunbHa kKucimoTa (IMKK) € ocHoBHEM MeTabomiToM. ITepion
HamiBBuBeneHHs [IMKK y piBHOBaxKHOMY cTaHi - 5,77 rogunu. [Ipu 6araTropa3oBoMy 3aCTOCYBaHHi
karcyn (mo 200 mr 2 pa3u Ha go0y) C,., mna IMKK cranoBuna 804 ur/mn, a t,,, - 0711u3bK0 3 TOOuUH.
BigHOoCcHa 6i0fOCTYIHICTH KAIICYJT IPOJIOHTOBAHOI il BUSBUIIACS OITUMAJIBHOIO 3 CepemHiM
criBBigHOIEeHHIM 97 %.

BuBenenns.

MebeBeprH He eKCKPETYEThCS Y HE3MiHEHOMY BUTJISIII, BiH MTOBHICTIO MeTa0o0Ii3yeThest, @ MeTabomiTu
BHBOMSITHCS TPAKTUYHO MTOBHICTIO. BepaTpoBa KKCI0Ta eKCKPETYETHCS i3 ceuero. MeGeBepUHOBUM
CIIMPT TaK0XK BUBOOUTHCS HUPKAMHU YaCTKOBO Y BUTJISAMI BigmoBimHOI KapbokcunbHoi Kuciaotu (KK) Ta



YaCTKOBO y BUTTIAMAI meMeTunkapookcuabHol kucmotu (IMKK).
imu.

dapMaKOKiHETHYHI AOCTIIXKEHHS 3a y4acCTIO AiTeld He IPOBOAUIIMNCS.

KiiniyHi XapaKTepHUCTHKH.
Iloka3zaHHA.
Iopocni Ta mitTu BikoM Bif 10 pokiB:

CHMIITOMaTH4He JIiKyBaHHS aOmoMiHanbHOro 00JII0 i cria3MiB, po3iamdiB KUllleYHUKa i BifuyTTsS
IUCKOMGDOPTY y TiNAHIN KUAIIeYHUKA IIPU CUHAPOMI ITOIpa3HEHOT0 KUIIEYHUKA;

JIIKyBaHHS IIJTyHKOBO-KUIIKOBUX CIIa3MiB BTOPUHHOIO I'€He3y, CIPUYUHEHUX OPTraHiYHUMU
3aXBOPIOBAHHSIMU.

IIpomunoka3aHHA.

limep4yyTnuBICTh 10 aKTUBHOI PEYOBUHU a00 0 OyOb-IKOI 3 TOIIOMIXKHUX PEYOBHUH IIpenapary,
3a3HauyeHux y po3aimi «Cknam».

B3aemodin 3 inwumu nikapcbkumu 3acoéamu ma iHwi eudu e3aemodiii.

HocmigXeHHsT B3aEMO{Iii He TPOBOAUIINCE, 32 BUHSITKOM B3a€EMOZIl 3 anKkorosneM. [[oCTigKeHHs in
vitro Ta in vivo Ha TBapuHaX IIPOIEeMOHCTPYBAJIM BiICyTHICTL Oymb-KOI B3a€MOil mpemapaty
Oycnatamnin® Petapn 200 Ta eTaHOMY.

Oco6 1ueocmi 3acmocy8aHHs1.

Hewmae.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pydoto.
BazimHicmb

[cHYIOTD TinmBKM AyKe oOMeKeHi maHi 00 3aCTOCyBaHHSI MeOeBepUHY BariTHUM. [lOCITigKeHHS
PENPOAYKTUBHOI TOKCUYHOCTI, 1110 ITPOBOAUINCH Ha TBapUHAX, € HEIOCTaTHIMHU. JZ[ycnaTaHiH® Petapn
200 He peKOMEHOYEThCS 3aCTOCOBYBATH IPOTATOM BariTHOCTI.

I'odyeaHHA 2py00to

HeBigomo, 41 eKCKpeTyeThcs MeGeBepuH abo ioro MeTaboliTH y TPyIHEe MOJIOKO JTIOAUHU. EKCKpelris



MeGeBeprHy y TpyfHe MOJIOKO TBapHH He fociifxera. [ycnaTamnis® Perapn 200 He cif
3aCTOCOBYBaTH y Ilepiof TOAyBaHHS TPYALIO0.

depmuabHicmb

Kniniyaux gaHux 1I0MI0 BIUIMBY Ha 40JI0BiUy ab0 XKiHOUY (HepTUbHICTh HEMAE, OOHAK AaHi JOCTYIHUX
MOCTIiXXeHb Ha TBApMHaX He CBif4aTh IO WIKiIKBKI BIIKB npenapaty dycnaramin® Petapn 200.

30amHicmb enaueamu Ha weudKicme peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

HocnimKeHHS BIJIMBY Ha 30AaTHICTh KepyBaTH aBTOMOOINEM i ITpalioBaTH 3 MeXaHiYHUMHU
MIPUCTPOSIMU He mpoBogunucs. PapMakoguHaMiuHu Ta GapMaKOKiHETUUHUN TPOQinb, a TAKOXK
IIOCTMapKeTUHTOBUY OOCBIM He CBifUaTh PO OyOb-IKUM IIKiAIWBUYM BIINB MeOeBEPUHY Ha 3MaTHICTh
KepyBaTH aBTOMOOiIeM i mpaIffoBaTé 3 MeXaHiYHUMU IIPHUCTPOSIMH.

Cnoci6 3acmocyeaHHs1 ma do3u.
Ins mepopanbHOTr0 3aCTOCYBAHHS.

Kancynu 3anuBaTé [OCTATHLOO KiNIbKiCTIO Bopu (He MeHIe 100 mi). He pekoMeHOy€eThCS
PO3KOBYBATH Y 3B’SI3KY 3 TUM, III0 IOKPUTTS KaICY/IU IPU3HauYeHe s 3a0e3nedyeHHs MexXaHi3aMy
IIPOJIOHTOBaHOI'0 BUBIJIbHEHHS.

Hopocnum Ta mitTam BikoMm Big 10 pokiB mpuiimaTu o 1 Karcysmi 2 pa3u Ha no6y (BpaHLli Ta BBeuepi).

TpuBasnicTs 3acTOCyBaHHS He 0OMexkeHa. AKIo ogHy a0o OinbIle 403 MPOMYIEHO, MAIliEHT TOBUHEH
MPUMHATY HaCTYIIHY [03Y, IK Ipu3HadeHo. [Iponyiena(-i) mo3a(-u) He ciifg IpuiMaTi AOJaTKOBO [0
PEeTyIAPHOI [03H.

CneuiaabHi nonyaauii.

HocnifKeHb 0O3yBaHHS [JIs1 XBOPUX JIITHBHOTO BiKYy, AlliEHTIB 3 OPYIIEHHSAM (PYHKII1 HUPOK Ta/abo
MIeYiHKY He IIPOBOAUIIOCS. 3 OTJISIAY Ha HasgBHI MOCTMAPKETUHTOBI HaHi crenu(piyHOr0 PU3UKY IS
XBOPUX JIITHBOTO BiKY, Malli€HTiB 3 MOPYyIIeHHIM QYHKIII HUPOK Ta/ab0 MeviHKu He BUSIBIIEHO.
Kopexk1iist o3u nj1st BUIlle3a3HauYeHUX IPYII MMAIliEHTIB He BBAXKa€ThCS HEOOXiMHOIO.

Himu.

He cmig 3acTocoByBat lecnaTaniH® Petapn 200 miTsaM BikoM [0 3 POKiB 4epes BiACYTHICTh KITiHIYHUX
MaHKX I070 Iiel BikoBol KaTeropii. He crin 3actocosyBartu Jycnaranin® Petapy 200, kancynu 200 Mr,
mitsiM BikoM Bif 3 1o 10 pokiB 4epe3 BUCOKUY BMICT Hi0Y0l PEYOBUHH.

ITepedo3yeaHHs.

Cumnmomu. TeopeTHUYHO Yy pa3i nepeno3yBaHHS MOXKJIMBe 30yIKEHHS [[eHTPalbHOI HePBOBOI



cHUCTeMH. Y BUIAKaX ITepeno3yBaHHsI CUMIITOMHU Oyiu BifCyTHIMM a00 JETrKUMH i, SIK IPaBHIIO,
IIBUKO MUHaMHA. CUMIITOMH ITepefo3yBaHHs, II0 CIIocTepiranucs, Oyau HeBPOIOriYHOTo abo
KapAioBaCKYISPHOT'O MOXOMXKEHHS.

JlixyeanHA. CrenudiyHuy aHTUOOT HEBimoMui. PEKOMEHIOBaHO CUMIITOMaTUYHE JTiKyBaHHS.
[TpoMuBaHHS NUTYHKA PEKOMEHAYETHCS TiIbKYM Y BUMAAKY IHTOKCHKAllil YUCIIeHHUMU [IpenapaTaMy,
SKY IiarHOCTOBAHO MPOTATOM 1 TOOMHYU 3 MOMEHTY IIPUMOMY TiKapChKUX 3ac06iB. 3ax0mu A7
3HUKEHHS abcopOIIii He € HEOOXimMHUMU.

ITo6iuni peakuii.

[ToBimoMIsinocs mpo HUXKYe3a3HayeHi moOiuHi peakxiii, 110 BUHUKAJIH CIIOHTAHHO MPOTITOM
IIOCTMapKETUHI0BOT'0 3aCTOCYBaHHSA. YaCTOTy 3a HasIBHUMU JaHUMU TOYHO BU3HAYUTH HE MOXKHA.

Anepriuni peakiiii criocTepiranucs nepeBaxHo, ajie He BUK/IIOUHO, 3 O0KY IIKipH.

[NopymieHHs 3 60KV IIKIipH i MiAMTKipHOI KJTiTKOBUHU:

KPOIIWB STHKA, aHTiOHeBPOTUYHNM HAOPSK, HAOPSIK 00IHMYYs, BUCHIIAHHS.

[MopymieHHs 3 60KY iMyHHOI CUCTEMM:

rinepuyyT/auBiCTh (aHa(inaKTUYHI peakiii).

Tepmin npudamHocmi. 3 pOKH.

YmMmoBH 30epirannsi. 30epiratu B OpuriHaabHil yIaKoBIi Ipu TeMnepaTypi He Buille 25 °C. He
30epiraTtu mpu TeMnepaTypi Huxk4e 5 °C. 30epiraTy y HeIOCTYIHOMY [JIs OiTe# MicCIIi.

YnakoBka. [To 10 kamcyn y 6mictepi, mo 3 6yicTepu y KapToHHI# KopoO11i abo mo 15 Karcyn y
6mictepi, mo 1 abo o 2, abo 1o 4 GrmicTepu y KApTOHHIN KOpoOIIi.

Kareropis Bigmycky. 3a perenTtom.

Bupoo6nuk. Maiinan Jlaboparopiza CAC/Mylan Laboratories SAS.

Micue3HaxoaKeHHsI BHPOOHHKA Ta afipeca Micis MpoBaIXkKeHHS HOT0 Tis/IbHOCTI.

Pyt me Benbsins, JIsiio gi Menap, 01400, [llaTtuiion-ciop-Illanapon, ®pantis/Route de Belleville, Lieu
dit Maillard, 01400, Chatillon-sur-Chalaronne, France.



