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1. HauMeHOBaHue Ha JIeKapCcrBeH s NPOAYKT LlllLoG -

MINIRIN 0,1 mg/MWUHWPKH 0,1 mg
MINIRIN 0,2 mg/ MUHWUPWH 0,2 mg

2. KauecrBeH M KONMYECTBEH cbCras TSI e smmansm s e

tabnetka 0,1 mg Tabnerka 0,2 mg
Desmopressin acetate 0,1 mg 0,2 mg
peci. Desmopressin 0,089 mg 0,178 mg

MoMoulHKY BelecTBa — BUX 6.1
3. AexkapcrBeHa copma
Tabnetku

4, KNNHWYHU OAHHN

4.1, TepanesTitHy NOKA3IaHNA

Diabetes insipidus (Ge3pkycen anabert OT LEHTPANEH NPOU3X0oa).

Enuresis nocturna primaria (MIbps®YHO HOLIHO HanukasaHe) - Npyu nauuMedTn Han
5 roAuWHa Bb3PacT C HOPManHa CnocoBHOCT 3a KOHUEHTpUpaHe Ha ypuHaTa.
CUMAITOMaTHYHO NledeHMe Ha HUKTYPUA npu Sb3pactHu CBbLp3aHa € HOWHE
noAnypust T.€. NPOAYKUMS Ha ypuHa npes HolTa, HapBuluaBawa KanauuTeTa Ha
MKOYHUA MEeXyp.

4.2. Bo3upoBkKa U Ha4YyWH Ha npuaoxeHne
Joanposka Ha Minirin TabneTky @ MHAMBUAYANHO TUTpyBaHa.

Desmopressin  Tpa6Ba BWHarm pa ce npuema no eqHo M Cbllo BpeMe ro
OTHOLIEHME FpWEMAa Ha XpaHa, Tbi KAaTo MPUEMAHETC Ha xpaHa npeausBUKBa
HaMansBaHe Ha pesopbuusTa M N0 TO3W HA4MH MOXE Cbilo pa ce nosnuse
eceKTbT Ha AECMOMpecnH, BX. T. 4.5.

Ge3BkyceH auater: Moaxoaswa HavyanHa A03a 3a Jeua u swapactHu e 0,1 mg 3
TTW AHEBHO. [lo3upoBKaTa Toraea ce TUTpysa cho6pasHo oTroBopa Ha nauueHTa.
KIMHUUHKAT ONWT Aocera fiokassa, 4Ye AxHeBHaTa [o3a Bapupa Mexay 0,2 v 1,2
mg. 3a noBevetTo nauueHTn 0,1-0,2 mg 3 NbTN AHEBHO € onTUManHusT SO30B
pexxum. [pu nosBata Ha npusHaun Ha 3aabpXaHe Ha BoAa/xunoHaTpnemus
neyenueto Tpa6Gea Aa ce ApekpaTu v Ao3MpoBKaTa Tpa6Ba pa ce Kopurupa.

fIepBryHa enuresis nocturna: Mopxopslwa HavyasHa Ao3a € 0,2 mg Beuep. [lo3aTa
Moxxe Aa ce nosuwm Ao 0,4 mg, ako no-HUCKaTa fao3a He e [ocraTbyHe
edexTuBHa. Hanara ce orpaHu4asaHe ua TeuHoctuTe. fpK nossarta Ha Npu3Haun
WM CUMATOMM Ha 3aapbXake Ha BOAA w/unn  XunoHaTpuemma (rnasobonue,
rageHe/noBpuLliaxHe, yeennyesue Ha TenecHoTo Terno W Npyu CepuosHu cny4aun Ha
rbpyoBse). JIeUeHUeTo Tpabea pa ce crnipe, AOKaTo flatiMeHTbT Ce Bb3CTaHOBKW
HanbLAHo. Korato nedeHMeTo Hanara HeobXoaAUMOCTTa OT
Ha TeyBocTuTE — BUX pasb,en 4.4, OueHka Ha Heobxog
Ha neyeHWeTo TpAGEBa Aa@ ce HanpaBW CNej 3 mMmecg
cegmuiia 6es nedyenue,
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Huxrypua: TpenopkyBaHara HavanHa Josa e 0,1 mg Bedyep. AKO Tasu gosa He e
[OCTaTLYHO edeKTMBHA ciel eaHa ceaMula Ta MOXKE Aa Cé NOBuLk N0 0,2 mg u
rorasa cnea ceamuua na ce nosuwun o 0,4 mg. Hanara ce orpaHnuaBaHe Ha
TEMHOCTUTE.

Mpu nauweHTy C HUKTYpust Tpsibsa Aa ce U3Nonsea Avarpamarta Yecrota/obeM ¢
len AvarHocTuuMpaHe Ha HoliHata nofvypus noHe 2 OHW U HOWM nipeau
sanouBaHe Ha JleveHve, HowHata nNpoAyKuWs Ha ypuha, Hafsullasalia
“HYARIOHENANS  KananaTet Ha TNKouHNA—MeXyp—ul n-Hagsuasaa—1/3-or 24-..
yacoBaTa MpoAyKuUMs Ha ypuHa ce pasriex/a KaTo HollHa Nonnypus.

He ce npenopbuBa 3afioyBaHe Ha nedenne npu no-sb3pacTHu nauyueHTy (Hag 65
roAvHM). 3a A3 ce npeueHy NIeYeHUeTo Ha Te3W nauueHTn TpaGea ga ce uaMmepwu
cepyMHUs HaTpuit npean 3anousane Ha neyerneTo N 3 AHK Cned 3anc4ysaHe unn
[a ce YBenuuyn Ao3KpoBKaTa ako € HeoBX0AUMO OT NeKysaluunsa nexkap, Bx. T. 4.4

fipu nosisaTa Ha MNPW3HBLW WM CUMNTOMM Ha 3a/pbXaHe Ha BOAA W/win
xunoHatpuemws (rnasoBonue, rajeHe/mospbliake, ysenuueHne Ha TEAECHOTO
TErno U MpyY CEpUO3HM CNyYau Ha FbPHOBE) JIBYEHUETO TpsiGBa Aa ce npekpaTy,
[OKATO TNauneHTbT Ce Bb3CTaHOBKM  HAMBIHO. KoraTto JeuYeHUeTo Hanara
Heo6XOANMOCTTa OT CTPUKTHO OFpaHNyaBaHe Ha TeYHOCTUTE — BUK pasfel 4.4,

AKO He Ce nocTurHe 3agoponuresien edekT B NPoAb/iiKeHne Ha 4 cenmuun cnen
npuAaraHeTo Ha noaxofstia Ao3a, 10 TUTPYBaHETO Ha SIeKapcTeoTo TpAGBa fa ce
npeKkpaTH.

4.3. NpoTHBONOKasaHWA

XabutyanHa uav ncUXoreHHa Nonnanncns (npogyKumMs Ha ypuHa, HagsvwaBalla
40 mi/kg/24 h), AokazaHa win CbMHEHWE 3a CbpAeqHa HefoCTaTbUYHOCT ¥ ApYTN
CbCTOSIHMS, M3UCKBAWKW JieueHwe C ANYPEeTuLi, yMepeHa W Texka 6L6peyHa
HepocTaThyHOCT (KpeaTWUHWHOB  KAUPBHC  NOA 50 ml/min), cuHApPOM Ha
HesajoBonuTenHa cexkpeuns Ha AQX), YycTaHoseHa XUroHaTpueMua W
CBPBLXUYBCTEMTEAHOCT KbM AECMONPECHH UMM KbM HAKOE OT NOMOLUHKTE BellecTsa.

4.4. CrieymanHy rpeaynpeXxaenus u npepnasiy Mepkv npu ynotpe6a

Mpy NauMeHT C HEOTNIOKHA MHKOHTUHEHLNSA, OpraH1YyHn NpuuKHY 3a nosulleHa
yecToTa Ha YPUHUpaHe W HUKTYpUs (nanp. pobBpokauyecTBeHa xunepnnasns Ha
npocratara, ypouHgekuus, KaMbhd wnan  Tymopn Ha MNKKOYHWA MeXYp),
Donuanuncua n Hepobpe KomneHcupar sSaxapeH aviaber Tpab6sBa na ce JiekyBa
crelnduiHaTa NpuyYnHa.

Mpu nekyeHueTo Ha NbpBUYHATA enuresis nocturna ¥ HUKTYpusi TpabsBa Aa ce
Qrparvuy Ao MUHMMYM Npuema Ha TedHocTm B nepuopa 1 4ac Npeav rnpueMaHero
Ha BeuepHaTta Ao3a v noHe 8 uaca cnen npuAaraHeTo Ha npoaykra.

fleuenvero 6e3 eqHOBPEMEHHO HamaneHwe Ha npueMa Ha TeuyHoCTH MOMe Ja
poBede A0 3ajpbiKaHe  Ha  BoOAA wunu  XunoHaTpuemMus {rnaBobonue,
rajeHe/noepbillaie, YBenu4eHue Ha TENeCHOTO Terno, cnyyam Ha CEpUo3HK
rspuoBe).

Mpu KAMHWUKHK nipoyysanus Ge ycTaHoseHa fno-BlcoKa YecroTa Ha cnydanTte C
XUroHaTPUEMUs Npu nauueHT Hap 65 roanHn. flopaav TOBA HE Ce npenopbYsa
3anousane Ha NeuyeHue Npu NRo-B8b3pacTHU NauneHT!
cTpafally oT APYrW CbCTOAHMA, NPK KOUTO MOXE Aa Bx
HapyweHne Ha 6anaHca Ha TeMHOCTH U enekTponTh
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MNo-BbL3pacTHUTE MALUMEeHTV, TauMeHTUTe C HNCKM CepyMHW HuBa Ha HaTpuit wu
nauUeHTTe C BUCOKM 06eMU Ha JeHOHOWHa Aypeza (Haa 2,8 Ao 3 nurpa) uMat
MOBULIEH PUCK OT XUAIOHATRVEMNS,

lMpeanaskn Mepky 3a u3GArsaHe Ha XWNOHATPUEMUATA, BKOUBALUN NOBULUIEHO
BHMMaHMe 3a OrpaHuuaBaHe Ha TeYHOCTUTE W MO-YRCTO MOHWUTOpWpaHe Ha
cepyMHUs HaTpuii TpRGBa A3 ce B3eMaT npu:

- cnyyam Ha eAHOBPEMEHHO JIedeHWe C JIeKapcTBa, KouTo ca U3BECTHU Aa
"'CTWFIVTWIPET""CGKPELMFITa"“Ha"“Aﬂ'X—Haﬁ[E)T—‘FpMI;I.MK-DMHHM-—aHTFM,D.erJpecaH‘Ik’L,_h
ceneKTUBHY WMHXMBMTOPU Ha cepoToHMHoBUA reuptake, XnopnpoMmasuh U
kapbaMazenuH

- cnyyau Ha eAHOBPEMEHHO JieYeHWe C HecTeponiHu MpOTMBOBLINANNTENHN
cpeAcTBa

fleuelueto C AECMOMpecuH TpsaGBa fAa Ce MNpekpaTn o speme Ha ocTpu
cernbTCTBAWM 3abonsBaHusA KaTo Hanp. CUCTEMHW nHbeKLWM, racTPoeHTEPUT,
nosvLIEHa TenecHa TeMMepaTypa, KOWTO Ce XapakTepusupaTt < aucGanaHc Ha
TEYHOCTUTE U/ NN enekKTRoNTUTE.

Minirin Tabnerky CbabpXa nakto3a. [lauymeHTuTe C  peakn HacnencrseHu
fpobneMu Ha rajaKiosHa HenoHOoCUMoCT, C Lapp AeduuuT Ha NaKrosa wumm
BNOLIEHa MNIOKO30-ranakTosHa pesopbuna He TpabBa Aa B3eMaT TOBa NeKapcTeo.

4.5. BzanmoaeiicrBne C Apyrv nekapcrseHys NPoAYKTn u Apyru chopmn
Ha B3amMmoaeicTene

BewecTeata 38 KOWTO € MW3BeCTHO, Y€ HapywasaT CeKpeuusTa Ha ALX nanp.
TPULIMKNUYHW  @HTRAENPEecaHTh, cenekTUBHKM WMHXMBUTOPKM Ha CepoToHWHOBUA
reuptake, xaoprnpomMasnH w kapbamasennH morat Aa npeausByKaT AOMbAHUTENEH
aHTMAWYpeTUYEH edekT C NOBUWIEH PUCK OT 3afpbiaHe Ha TedHOCTW — BUX
pasaen 4.4.

HecreponaHute TNpOTHBOBL3MNANMTENHN  CPEACTBA Morar JAa fnpeausBMkat
3aApbXKa Ha BoJa/ XUNOHATPUEMUA — BUX pasnen 4.4,

EQHOBPEMEHHOTO JIeyeHWe C Jlonepamuj MoXe [a JoBeAe [0 TPUKpPaTHO
yBe/MUEHME Ha MAasMeHaTa KOHUEHTpauus Ha fecMonpecnha u ToBa MOXe Aa
noBese A0 NOBULEH PUCK OT 3aAPLXKKa Ha BOA/ XMMOHATPUEMAUA.

EAHOBPEMEHHOTO JIeHeHne ¢ AMMETUKOH MOXe 42 NOBEAS A0 HamansipaHe Ha
pe3opbunaTa Ha AeCMOnpecHHa.

ManKo BepOSiTHO € gecMonpecuda Aa B3aUMoAelCcTBa C NeKapcTBa, NoBAuABalLn
yephogpobHus MeTabonusbm, Teil KaTo HE € yCcTaHoBeHO aAecMonpecuHa fha
nNpeTbpnsaBa HAKaKLB  3HA4MM uepHoapoben meTabonusbM  TIpW in vitro
npoy4yBaHus € UYOBEIUKKM MWKPO3OMW. In vivo npoyuysaHua 3a B3auMoAencTBUsR
obaue He ca NpoBeXxiaHn.

CraHgapTv3npana XpaHa, CeAbpxallia 27% MasHWHW K [pueTa 3aeAHo C Wik 1,5
yaca Npead AECMONMpEecuHa HamansBa crenedTa W ckopocTTa Ha pe3opbuus Ha
aecmonpecuna c© okono 40%. He ca nabniofgaBaHy  3HayMMy  npomedn 1o
oTHOWeHKNe Ha dapMakoguHaMukaTa (MPoAYKUMATE Ha ypuHa uin QCMONANUTETa).
He MoXe Aa ce u3ksioun ofaue, ye Npy HAKOW NAUMEHTU MOXKE-E sre.Habnoaasa
npoMaHa B edekra npu eAHOBpPEMEHEH NpWeM Ha Xpaka, B

4.6. BpeMeHHOCT 1 KbpMeHe
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BpemMeHHoCT

Nannute OT OrpaHuded 6poti 6
auabeT He nokaspaT HexenaHu e

pementocTu (n = 53) Npn XeHu c GeagkyceH
(hekTM Ha AecMONpecuHa BbpXy GpeMeHHOCTTa

Wi BbPXY 34PaABOCIOBHOTO CbCTOsIHUE Ha nnioaa/HOBOPOAEHOTO. 3acera HaMa
ApYTM ChOTBETHY enUAEMUONOTMYHYN [aHHM. MpoyusaHns BhpXy eKCnepuMmeHTaHu

KVWBOTHW He nokassat Npexku win Henpe

K Bpeany edekTu no oTHOoWeHue Ha

GpemeHHOCTTa, Pa3BUTUETO Ha eMBp1oHa/Niosa, PaKAAHETO WK MOCTHATAHOTO

_passuTue.

MoBuweHo BHMMaHKE TPsSGBa Aa ce NpoABABa, KOraTo ce Npeanucsa Ha BpeMeHHn

KeHN.

KupmeHe

PesysiTaTUTE OT aHaNu3uTe Ha KbpM
po3a gecMonpecH (300 pg MHTpaHasanHo
B KbpMata, HO KO/IWYECTBOTO Ha [ECMOMNPECHH, KO
© HUCKO W BEpOSITHO NO-HUCKO OT KONW4eCTBaTo

3Ta Ha MalKky KbpMauku, nonhydasaliy BUCOKA
) noxasea, uye AecMonpecnt NpemMuHaea
&T0 MOXe Aa NpeMuHe B AeTeTo
HeobXoAMMO 23a nosAusBaHe Ha

auypezata. He e yCTaHOBEHO Janu AECMOMPecHH e ce Havpyna B KbpMata npu
fpUNaraieTo My B NOBTOPHM 403N,

4.7. Edbextn BbpXy cnocobHoCTTa 33 wodupate u paGoTa ¢ MaHN

MINIRIN He nosnmsiBa cnocobHocTra 32 wogupare Ha MOTOpHW NPEeBO3HU

cpefcrea U DEGOTB C MalwnHy,

4.8, HexxenaHu edexkm

JNeyenue 6e3 eQHOBPEMEHHO HamaneHue npuema Ha Te4HOCTU MOe Ja posene Ao

3aApbXKa Ha BOAA

n/mnu
npefynpeauTenHu NpusHaum u
yBenu4yeHne Ha TeecHoTO Terno,

xurnoHaTpuemma ¢ Wunn
(rnasobonune,
cnyyan Ha cepyuo3Hin rbpuoBe).

CUMNOTOMM

fe3 ChBMPOBMKAALMN
rajieHe/nospbLUAHE,

MMepeuyHa enuresis nocturna 1 diabetes insipidus

Cuctema, Opran, Knac

YecToTa

HexenaHy peakuny

Hapyweruna Ha WMyHHaTa
cucTeMa

W3onupaxu cnydan

Anepru4HiK peakumun

HapyweHns Ha Muoro peaku (< 1/10 000) | XunoHatpuemua

meTabonn3Ma W XpaHeHeTo

AcnXMYHY HapylieHns Muoro peaky (< 1/10 000) EMouMOHaNHN
HapyLeHns

HapyweHns Ha HEpBHaTa Yecru (> 1/100, < 1/10) Mnasobonne

cucrema

CToMatuHO-4peBHN
HapyLueHwuA

Yectu (> 1/100, < 1/10)

Bosika B KopeMma, rageHe

HapyuieHua Ha Koxata v
noaKoXHaTa TeKaH

Muoro peaxu (< 1/10,000)

AnepriynRu KOMHMN

peakuuu

Hurrypus:

Mpn KIWHUYHA NPOYYBAHWs CBbpP3aku C N
FAUMEHTUTE Ca WManyu HeXenaHn ekapcTBeHu peakuwuy 1o

Ha posaTta. MNpu 8% OT naunenTuTe CE € HaRoXWNo Npes

Ha gozaTa nopagMm Hexenanu edextu u npu 2% orT g4
asoftHo cnsin onwut (0,63% c gecMonpecnt U 1,45%

Minlrin-tab0906.do¢
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ppemMe Ha TecTysaHe
TECTYBaHETO
Ta $asa Ha




Cuctema, OpraH, Knac

HecroTa

Hexwenanu peakunm

Hapywenus Ha Uectu (> 1/100, < 1/10) XwnnoHatpreMusa
MeTabonuaMa K XpaHeHeTo

HapylleHus Ha HepBHata Yectn (> 1/100, < 1/10) Tnasobonue,
cUCTEMS CBETOBBLPTEXK

ChpAeYHO-ChHOBH
HapyweHunsa

Yectn (> 1/100, < 1/10)

MepudepeH OTOK

HapyweHus Ha NWKOUYHUTE
AbTUILA

UEETI (5 1/ 1007 = 1/10)

~HacTo-ypuHupaHe—----

CroMalHo-4YpeBHN
HapyuleHuns

UecTn (> 1/100, < 1/10)

Bonka B KopeMa, ragere,
cyxota B ycraTta,
ysenqyenune Ha

TEREeCHOTO TErNo

4.9, NpepgozupaHe

MpefosupaHeTo BoOAM A0 YAB/KABaHe Ha
33APbXKA H@ TEYHOCTW W XMIOHATpUEMUs.

OelCTBNETO
fleyeHueTo

C noBxuied puUcK OT
Ha XWunoHaTpuemusTa

Tpsi6Ba fa 6bAe MHAMBMAYANHO, HO MOraT Aa ce fanat cnefHuTe OCHOBHM

Npenopbku.

XunoHaTpueMuaTa ce NekyBa upes cnupaHe
orpaHuyeHne Ha TevHOCTUTE.
nog <¢opMaTta Ha BeHo3Ha UH

Ha JfieueHMeTo C JAecMonpecuH W

AKO nauMeHTa uMa CUMITOMU MOXE Aa ce npuiaoxun

(y3na N3OTOHUYEH MAW XMMEPTOHWYEH pasTeop Ha

HaTpuves xopng. KoraTo 3aApbiKaTa Ha Te4HOCTH € cepuo3Ha (repuoBe u saryba
Ha Cb3HaHuue) ce npunara nedeHune thypocemua. g

ToxcuuHocT: Lopw HopManHu A03K Morat fipn Ko

NpUeM Ha TEYHOCTH J@ NpeAusBuKaT BOAHA WHTOKCHKaUNS.
w 2,4 pg/kg MHTpaHasasnHo APeANSBUKBAT XUnoHaTpmeMus

pb3pacThu. OT apyra cTpaHa, Ao3a

40 pg npuioXxeHa

meceuHo Ge6e M 80 upg NPUIOKEna WHTpanasanHo na

npegn3suKBaT CHMMNTOMMW.

HOBOPOAEHW npennsBrUKBa onury

Cumnromi.

MpunaraHeTe B

onurypus, repHoBe, 6enogpobeH oToK.

5. PAPMAKOIOrMYHN AAHHN

5.1. dapMakoaMHaMUuHM CBOMCTEG

ATC koa: HO1BAQZ AHTUANYPETUHEH XOPMOH, ADX

MINIRIN cbabpa AeCMOTpecuH - CTPYKTYpeH aHanlor H
Paznukata ce CbCTOM B TOEBE3,
apruHwuHa e 3amecreH c D-apruHuH, Toea soau A0

apruHvH BasonpecuH.

uMCTEMHa e oTcTpaHeHa u L-
3HAUMTENHO MO-AbAFA NPOABL/KUTENHOCT Ha AelcTsue W TibHa
npecoped edekT B KAWHWYHO W3NON3BaHATA [03MpOBKa.

ApUNOXEHUE Ha AECMOMPECHH AHTUAWYPETUHHWAT edeKT

npoabmxy 6-14 waca v NosBeve.

KAMHUYHWTE NPOYyYBaHMs C AECMONPecnt TabneTku

nokasaxa cAefHoTo:
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W rop4ose npu aeua y
MHTpaHasanHo Ha 5-
S5-ro4uiLHo AsTe He

napedTepanto Ha

[hasobonue, FajeHe, 3aApbXKa Ha TeUHOCTH, XUNOHaTPUEMUs,

a ecTecTseHuss XOpMOoH
ye ammHorpynata npu
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. Hamansizane none ¢ 50% Ha cpepHusa Gpoil Ha HouHuTe M3NpasBating 6e
nonyyeno npu 39% OT NaUMeHTUTE C AeCMonpeciH, B cpasHeHnune ¢ 5% npu
naumeHTute ¢ nnauebo (p < 0,001).

o cpeAHUST BpoR Ha HOWHWTE U3NpadsaHuns ce HaMansesa c 44% npwu
LEecMOnpecuH, B cpaBHeHNe C 15% npw Tean ¢ nnauebo (p < 0,001).

« cpeaHaTa NpOABLMKMTESHOCT Ha MbpBuUsl HEHapYLIEH repuon Ha CbH Ce
ysenuuasa ¢ 64% npu AECMOTIPECHH, B cpasHeHue ¢ 20% npy nnaueto (p
< 0,001},

e cpepHata npoginmrenﬂ‘o‘cr*ﬁa—n“spanwHeHapytuew—nepma,q—Ha_CbH_ce_
yBenuuasa C 2 yaca npu AeCMONPECHH, B CPAaBHEHUE ¢ 31 MUHYTH npn
nnauebo (p < 0,001).

5.2. ®apMaKOKMHETHYHN CBOHCTBa

AGCOMOTHATa OUOHANUUHOCT Ha AecMonpecuHa Chneq fepopandHo npunaraxe
sapupa Mexay 0,08 un 0,16%. OecMonpecuH nposissasa yMepesa no BUCOKE UHTER-
W uHTpauHAWBUAyanHa BapuabunHoctT B GuonanuuHoctTa. EaHoBpeMeHHaTa
ynotpe6a Ha XpaHa HaManasa CKOpocTTa U CTeneHTa Ha pesopbums ¢ okono 40%.
MakcuMannaTa nnasmeHa KoHUeHTpauus ce AocTura cnen 1-1,5 yaca, Cpax ¥ AUC
He ce yBenuyagaT TPOMOpUMOHanto  Ha npunoxeHata [goza. ObembT Ha
pasnpegeneHue e 0,2-0,3 i/kg. [ecMonpecuHa He NpeMMHaBa KpbBHO-MO3bYHATA
fapuepa. CpenHusAT NOAYXWBOT Ha AecMonpecuna B enuMMHauuoHHaTa ¢dasa e
cpeaHo 2-3 daca.”

In vitro npoy4saHua C UYOBELUKH yepHoApOOKM MUKPO3OMU MOKA3BaT, ve
HE3HaUUTENIHO KOAMUYEeCTBO OT AecMonpecuHa ce meTabonusupa 8 uepHus Apob.
3aToRa & MaJIKO BEpOATHO HecMOonpecuHa fa ce MeTaBonusupa B 4epHua 4pob npu
xopa.

Cnep BEHO3HO MHXeKTUpaHe 45% 0T KONW4ECTBOTO Ha LEeCMONpEecuH ce OTKpuBa B
ypyHaTa B TeHeHue Ha 24 vaca.

5.3. NpeakAMHNYHN AaHHN 38 Ge3z0nacHoOCY

Hama Apyrvt SHAYMMKM MPesKNvHuYHN AaHHN OCBEH TesW nocoYeHW B ApYrute
YaCTK Ha KpaTKaTa XapaKTepucThka Ha NpoAyKTa.

6. ®APMALLEEBTUYHN AAHHH

6.1. CnUCceK Ha HOMOIBHWTE BElUeCTEa
Lactose monchydrate, Potato starch, Povidone, Magnesium stearate

6.2. HechrBMECTMMOCTH
He ca nocodeHn.

6.3. CpoK Ha rogHOCT
2 roguHu,

6.4. CrieynasiHy npepnasHu Mepxn 38 cbXpaHenue

[la ce cbxpaxsBa Ha CyXo MACTO B opuruHan#ata onakoska npu TeMneparypa non
25 °C. Macywasaulata Kancyna He TpaGsa Aa ce oOTCTpaHsaBa OF ganaJykata Ha
thnaxkoHa.

6.5. Bua v CbaAbPKaHWE Ha oflaKoBKaTa

Wanbkrsanu Tabnetkw 8 HDPE dnakoH.
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Pasmepu Ha onaKoBKaTa:
0,1 mg: 30 n 100 Tabnetku
0,2 mg: 15, 30 » 100 TabneTku

6.6. VkasaHus 3a ynorpe6a/mMaHunynupaHe u ocsoboxxaaease
Hama cneunanHy yKazaHua.

7. lpurexkaTesi Ha pazpeleHNero 3a ynorpe6a
Bopona EQOL; yii. Oap Camynn 125; 1202 Copns,; Benrapys

8. PervcrpauvoHeH HOMEp

9, JaTa Ha paspelienvero 3a ynorpe6a/aaTta Ha ioAHOBsiBaHe
paspewieHneTo 3a ynorpeba

10. JaTta Ha pefaklina Ha TeKCTa
09/2006
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