KPATKA XAPAKTEPUCTHKA HA IIPOIYKTA,
O3HAYEHHA BBPXY OITAKOBKATA U JIMCTOBKATA



KPATKA XAPAKTEPHUCTHKA HA ITPOAYKTA



1. UME HA JJEKAPCTBEHHUA ITPOAYKT

N3NMLAHUTENHA ATEHUUSA NO NIEKAPCTBATA

MHUPAM 0,1 mg tabnerkn
MHUPAM 0,2 mg Tabnerku

MIRAM 0,1 mg tablets
MIRAM 0,2 mg tablets

2. KAYECTBEH H KOJIHYECTBEH ChCTAB

MHPAM 0,1 mg tabnerkn

Bcaka Tabnerka coaspika 0,1 mg necmonpecuHoB auertat (desmopressin acetate), koito orrosaps Ha 0,089
mg AecMoInpecuH (desmopressin).
[TomouiHo BewecTro: 138,9 mg makro3a MOHOXHAPAT B eHA TabneTKa.

MHUPAM 0,2 mg Tabnetku

Bcesaka tabnetka 0,2 mg cbObpIKa JECMOINPECHHOR aleTaT (desmopressin acetate), KoiTo otroeaps Ha 0,178
mg aecMoripecHH {(desmopressin).

ITomomno BewiecTBo: 138,8 mg 1akTo3a MOHOXHIpAT B €/1Ha TabeTKa.

3a ITBJIHUA COMCHK HA NOMOLIHUTE BECHICCTBA, BUXKTE TOYKA 6.1.

3. JEKAPCTBEHA ®OPMA

Tabnerxa.

MHPAM 0,1 mg tabneTku:

MHPAM 0,1 mg tabnetku ca 6enu, GUKOHBEKCHH, OBATHU TabNeTKM ¢ rpaBupaH Haamuc “D”, nenurenHa
yepta ¥ ““0,1” 0T eAHAaTa cTpaHa Ha TabJieTKaTa U MMaaKy OT Apyrara.

MHUPAM 0,2 mg TabneTku:
MHUPAM 0,2 mg Tabnerkn ca 6enn, OMKOHBEKCHN, OBAJIHM TabneTku ¢ rpaBMpaH Haanuc “D”, geaMresiHa
yepta ¥ “0,2”" 0T eAHaTa cTpaHa Ha TabneTKaTa M rNMajJKyu OT Apyrara.

4. KJHUHHUYHHU JAHHHU

4.1 TepaneBTHUYHH HOKA3ZAHHA

Tabnetkure MUPAM ca npeaHasHavueHu 3a:
. JleueHue Ha Ba30ONpecHH-3aBUCUM Oe3BKYCeH AUaleT ¢ LICHTpaseH MMPOU3XO0 )1
. JleueHue Ha MBPBUYHO HOIIHO HAMMMKaBaHe (enuresis nocturna) (Hax S-roavmiHa BB3pacT). JleueHue

Ha HOILHO HallMKaBaHe TpAOBa Aa ce mpoBexaa ciel Karo Objle H3KMOYEeHA OpraHHYHA MpHYHUHA.
Ilpeanouurar ce He-MeJUKAMEHTO3ZHUTE METOAMU Ha JICUCHHUE.

4.2 Jlo3MpPOBK2 H HAYHH HA NPHJIOKEHHE

Jlenurenuara yepra € camMo 3a yJIECHSABaHE Ha CUYIBAHETO, 3a MO-JIECHO NPENTBLIAHE, a, »He 3a pazﬂenﬂﬂe Ha
TabyieTKaTa Ha ABe paBHM A03U. Tabnetkure MUPAM He TpadBa aa ce mpueMar ¢ xpaﬁa



Baszonpecun-yyecmeumenen besexkycen guabem om yeHmpaier npou3xoo

Hlo3ara TpabBa na 6bae onpenencHa uHAMBHAYanHo. Ioaxoasmma HAuagHA M03a KAKTO 3a JELi, TAKa H 3a
Rb3pacTHH e eAHa Tabnerka MHUPAM ot 0,1 mg Tpu nbTH AHEBHO. MoXe Aa ce HAJIOKH MOBMINABAHE WIH
HaMaJlsiBaHe Ha J103aTa, WIM Ha HeCToTaTa Ha nmpuiaraHere d. KIIMHUYHHAT ONMT € nokasan, 4¢ JHEeBHATa
ao3a Moxe aa Bapupa Mexay 0,2 mg u 1,2 mg. Karo nano, no6sp KOHTPON Ha MOMMYpUATA ce MOJTyYaBa
MOCPEACTBOM R030Ba cxeMa OT ¢1Ha Tabnetka MUPAM 0,1 mg wiu 0,2 mg Tpu MbTH JHEHO.

MHPAM TabneTkn ca mpeaHa3sHAYEHH 3a CIydyad, KOraTO HA3adHOTO MPUJIOKEHUE € Hee(HUKACHO WITH
HEBB3MOXKHO.

Howino Hanuxaeane npu oeya nagd 5 zoduwna u3pacm

Ho3ara Tpsa0Ba na 6bae HHAMBHAYAJIHO ONpeaeSieHA.

[onxonswa HavanHa no3a ¢ 0,2 mg npexau asraHe. Josata moxe na 6sae noeuimena o 0,4 mg, axo Haii-
HHMCKaTa 1032 HE € JOCTAThYHO e(PHKacHa.

[IpuemMbT Ha TeyHocTH | yac mpeam W mo 8 wyaca ciiex NPHIOKEHHETO HA NE3MONPECHH, TpAOBa Aa Gbae
OTpaHMYEH 10 BB3IMOXKHUA MHHHMYM H CaMO 3a 3aJOBOJIIBAHE Ha KaXKJara, 3a Ja ce YCHAH
AHTHIMYPETUYHHUS €QEKT U Aa ce U3berHe xunepxuapartaius (Bx. Touka 4.4),

Ilpn nosABaTa Ha NpH3HAM H CHMNTOMHM Ha 3albpkaHe Ha BOAA M/HIM XHIIOHATPHEMHA (riaBoboliue,
rafieHe/MOBPhIIAHE, YBETMIEHHE HA TEJECHOTO TEIVIO M B TEXKH ClIyMaH — KOHBYJICHH), IEUEHHETO TPpAGBa
1a Oblie NpeyCTaHOBEHO, IOKATO NALMEHTHT C€ BB3CTAHOBH Hambiano, HabmogaBamuar coeluaivct Tpabea
Jia B3EME PEMICHHE JaJIM [12 MPOABJDKH JIEYCHHETO MPH TO3H MALUEHT WIH Aa ro cripe. AKo Jie4eHHeTo 6bje
MPOABIDKEHO, € HEOOXOAHMMO CTPOrO OrpaHHYEeHHE Ha NPHETHTE TEYHOCTH, BWXK Touka 4.4. MUPAM
TabIETKH ca TpegHa3HAYeHH 3a JIeYeHue B MPOAB/DKEHHME HAa HE MoBede OoT 3 Meceua. OleHka Ha
HEOOX0AMMOCTTA OT NPOABL/DKEHHE Ha JIeUeHHeTo TpsabBa fia Obie HaNpaBeHa CJieH TIOHe €HA ceaMHIa 6e3
JICYCHHUE.

4.3 IIpormBomoxazanns

. CBPBXYYBCTBUTENHOCT KbM AC3MONPECHH WIH HAKOE OT IIOMOLLHUTE BellleCTRA
. XabuTyaaHa UM ICHXOTE€HHA TOJIHIAIICUA
. AHaMHe3a 3a CBPAEYHAa HENOCTATBYHOCT, JOKa3aHA CHPACYHA HEJOCTATHYHOCT, IOAO3MPAHA

CBPACYHA HEAOCTATHYHOCT MJIM APYTH ChCTOMHHMSA, KOUTO H3UCKBAT ynoTpedara HA AUYpeTHLM (BXK.
chilo rouka 4.4). ChpAcyHaTa HEAOCTAaTBYHOCT MpPE/CTABNIABA HAPYIICHHE HA MOMIIEHATa (YHKLUS
Ha CBPLETO, 3a KOETO CE€ Hajlara Me JMKaMeHTO3HO JIeYEHHE

. YMepeHa unu Texka 650pevnHa Hel0CTaThHHOCT (KPEeaTHHHHOB KIMPBHC < 50 ml/min)
. XUNOHATPHEMHS HITH TIPEPA3OIOKEHHE KbM XHIIOHATPUEMHUS
° CHHApOM Ha HeaJlcKBaTHA CEKpeLlus Ha aHtuauypernyer xopMoH (CHCAJTX).

4.4 ChoenuaJHH OpelynpexIeHHsA H NPeANA3HE MEPKH NIPpA ynoTpe6a

Qbugu

To3n nekapcTBeH MPORYKT ChABbPXKA j1akTo3a. [lalMeHTH ¢ peKH HAC/IEACTBEHH ChCTOSHHS H ranaKTo3Ha
HENOHOCUMOCT, Lapp-nakTaseH AeHUMT WIH INIKOKO30-TAIAKTO3HA MasiaGcopbuus, He Ipﬁﬁna aa npnemaT
TOBA JIEKAPCTRO. |

YcCemaHeTo 3a KakKAa KaTo LJI0 aBTOMATHYHO C€ MOTUCKA € HOMXO/IALIO nequHe c TﬂﬁH&TKH' -
JE3MOIpPECUH aleTar. Bhopeku ToBa, CHINCCTBYBA U3BECTEH PHCK OT 33 bpiKaHE HA BOJA, a B TEeHKHTE
CJIy4aH H Ha BOJHZ2 WHTOKCHKALMA (CBPBXXHMIpATaliUs C XMIIOHATPHEMHA), AKO ce- HAT TB’I’:]JI[E MHﬂro'
TCUYHOCTH N0 BpeMe Ha JjedeHueTo ¢ MHUPAM Tabnerku. 3aroBa ce mpenopwuBa Tazu ONAacHACT na 6L,ue
I0OCOYCHA HA NALIMEHTHTC U IMABHO HA MALMEHTUTE B CTAPYECKA BB3PACT M POAUTETHTE Ha MAJIKM Aela.
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IIpu naruuue na npudpyacasawy 3abonssarus

Ocobeno sHuManue TpAOBa Ja ce oObpHE Ha MpHeMa HAa TEYHOCTH MPH NMALHEHTH ¢ HapyLIEH BOJACH W/HIH
¢ICKTposInTeH OanaHc (HalmpHMep NpH ChCTOAHHA KaTo cHCTeMHa HHGekuus, Tpecka Win CHHAPOM Ha
HeajeKBaTHA cekpelua Ha AJIX), KaKTO Y NPH MAUKUESHTH ¢ PUCK OT MOBHIIEHO BBTPCYEPEIHO HATAraHe.
3alpbAKKATa HA TEUHOCT MOXKE Aa ObJe MOHUTOpPUPaHa 110 TIPOCT METOJ, YPe3 U3IMEPBAHE TEIECHOTO TETIO
Ha IMaLHUEHTa, WK Ype3 ONpeAe/IsiHE HA TUIa3MEHUA HATPHH, WIIH IUTa3MeHH OCMOJIAIHTET.

AntuanypeTHaHuaT epekT Ha MHUPAM Ttabnetku e no-cnabo w3paseH OT oOUYAMHO MPH XPOHUYHH
OBOpeunn 3a00NaBaHHA.

1Ipy nauueHTH ¢ kucTruna pudpoza, MUPAM Tabnetku TpsabBa na ce M3NONA3BAT MPEANA3IMBO H 103aTa Ja
Ce onpeleNns Bb3 OCHOBA Ha IIJIA3MEHUA OCMOJATHTET.

IIpu edonospemerina ynompeba ¢ opyau 1exapcmeenu npooyKkmu
PHUCKBT OT BOJHA MHTOKCUKailMs C€ IIOBHIIABA NPU €JHOBPEMEHHATa yrnoTpeba Ha ChbeAMHEHHUS, KOWTO
Morat aa ocoboasar BazonpecuH (AJX), KaTo TPULMKIMYHU AQHTHACTIPECAHTH, CEIEKTHBHH OIOKEPH Ha

3aXBallAHETO Ha CEPOTOHHH, XJIOPIPOMAa3uH U KapbaMa3enuH.

IIpu eanoepemennara ynorpeba na HCIIBC, TpsabBa ma ce umar mnpeaBuj NpeAna3sHHTE MEPKH 3a
[peioTBparTiBale Ha XUITOHATPUCMHUA.

C HowtHo Hanuxasaue

IIpH nedyeHHEeTO HAa HOUIHO HAMMKABAHE, [MPUEMEBT HA TEYHOCTH TpAOBa Ja Oble orpaHuyeH J0 MHHHUMYM B
nepyuoJa Bedep | yac npeay NpueMaHeTo Ha J03aTa A0 clie[Ballara CyTpHH (IoHe 8 yaca), clej rprueMa Ha
MHUPAM TrabneTku. 3aToBa € MPENOPBUMTEIIHO TIPE3 TO3M IMEPHOI IMHMEHETO Ja CTaBa camMo IpH XKaxja.
JleuenueTo TpsiOBa Aa OBJE OIGHABAHO HA BCEKHW TPH MeEcella, 3a Ja C¢ OnpeAciiv Jalid BCe OIle HMa
HEOOXOAUMOCT OT TeparnuA. ToBa MOXe Jia ¢€ OCBIIECTBY MOCPEACTOM HHTEPIIOJIUPAHE HA €AHA CeAMULA
6e3 neveHue. MUPAM TtabneTku He Morar Aa ce M3MOJI3BaT 3a TOBAa NOKasaHue NpH Jeua Mnojg 5 roJduiHa
Bb3pacT.

4.5 BzaaMoaedcTBHe ¢ APYIrH JeKAPCTBEHH NPOAYKTH H APYra GopMH Ha B3aHMO/ieHCTBHE

buno e ¢cboOieHo 3a ycuiaeH (HO He M yAbJDKeH) e(eKT Ha Ae3MOIMPEeCHHOB alleTart, NMpH CbIIbTCTBALIA
Tepanusa ¢ MHAoMeTaunH. TpsabBa ga ce uma npeapuj gakra, ue MOXe a C€ HAJIOXKH KOpeKLHs Ha Ho3aTa Ha
MHUPAM Tabnerku, npu egHOBpEeMEHHA yroTpeba Ha Te3d ABa JIEKAPCTBEHU MPOJYKTA, KaKTO H INPH
koMbuHauusata ¢ apyrd HCIIBC. Tosa ce abmku Ha Bb3moxHocTra HCIIBC pa npeau3BukBaT peTeHLUHA Ha
BOJa/XUNoHATpHeMUA (BXK. CBILC ToYka 4.4).

JlekapcrTBa, 32 KOMTO € U3BECTHO, Y€ Hapymasar cekpenuata Ha AJIX (Kato TpULMKIMYMHHA aHTHAETIPECaHTH,
CeJICKTUBHM OI0KepH Ha oOpaTHOTO 3axBallaHe Ha CePOTOHUH, XJIOPIPOMa3uH U KapbaMma3enuH), MoraT ja
NpEeAU3BUKAT JONBIHHATEIICH aHTHAWYPETHYEH e(dekT, KOETO Ja JOBeAC [0 IO-BHCOK PHCK OT peTeHIHA Ha
BOJIa/XMUITOHAaTpUeMHS (B)K. To4Ka 4.4).

EnnoBpeMennara ynoTpeda Ha JIonepaMu] MOKe Ja AOBeJe J0 TPUKPATHO, 10 YSTHPHKPATHO NOBHUIABAHE
Ha KOHLICHTpaUHATa Ha JE3MOMNPECHH, KOETO BOAM [0 MOBHIIEH PUCK OT 3aAgbpXaHe Ha
BOJA/XHIOHATPHEMHA.
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P450, TbH KaTo npoyduBaHUATA in VilFo ca MOKasaH, 4e ,uemonpecun He ummﬁﬂpa Toan qepmﬂpoﬁeﬂ
eH3uM. Bee nak o@uuuaniuy in vivo npoyvYBaHHA HE Ca NPOBEXKIaHM. T |
CranpaptuzvpadHa xpaHa ¢ 27% Ma3HHHM 3HAYHTEHO TNOHKIKABA aﬁcr.)pﬁum'ra (cmpocT 2 Dﬁem) Ha
HE3MONPECHH (BK. TOUKa 3.2). -



4.6 bpemenmocT B KbpMeHe

bpemennocm

HaHHUTE OT orpaHU4eH Opod OpeMeHHOCTH (n=33) NpM KEHH ¢ O€3BKYCeH auabeT, MoKazBar peiKH Ciydau
Ha Man(opMallMi IpH Acla poJAcHH oT OpeMEHHOCT, Mpe3 KOATO € NMpuiiaraHa Tepanusra. I[IpoyuBaHHATA
[pH XKABOTHHA HE IOKA3BaT JUPEKTHH WIKM UHAMPEKTHU BpegHH €(dEKTH M0 OTHOLIEHHE Ha OpeMeHHOCTTa,
eMOPHOHATHOTO/PETANHOTO PAa3BUTHE, PAXKIAHETC WIH [OCT-HATATHOTO pasBaTHe. Heobxopuma e
Mpeanas/JIMBOCT, KOTaTO ¢e€ MpeAnucBa Ha OpeMeHHH eHH. [Topaau MOBHIIEHHS PUCK OT Npe-€KJIAMIICHS Ce
Npenopb4Ba MOHUTOPHPAHE Ha ApTEPUATTHOTO HAJIATAHE.

Kvpmene

Pesynratute OT aHaIM3MTe HAa KbPMAaTa HAa MallKH KbpMayKH, fOJdydyaBally BUCOKH A03U JesMonpecuH (300
MHKpOrpaMa HMHTPAaHA3aJIHO) ca [OKa3aid, 4€ KOJUYECTBOTO AE3MOTIPECHH, KOETO MOXKE Ja TpEeMHHE B
JETETO € 3HAYHUTEHO M0-MAJIKO OT HEOOX0AMMOTO, 3a Ja MOBJHIE IHype3aTa.

Jla ce mpunara Ha OpeMeHHHM M KbPMEIU >XEHH, CaMO CJiel BHUMATENHA MpellcHKa Ha NpeJuMcTBaTa M
HEJOCTATBIMTE.

4.7 EdexkTn Bppxy cnocofnocTTa 32 modupane H padora ¢ MAlIAHH
To3u nexapcTBeH NPOAYKT ce cuuTa 3a Oe3omaceH Bb3 OCHOBA HAa HETOBHs (PAPMAKOJIOTHYEH NMPO(HIL.
4.8 HexelaHn NeKAPCTBEHH peaKnHH

Hapyvwenus na nepgnama cucmema

Yecmu (10% wru no-manxo, o nogeye om 1%)
["naBobonmue.

Cmomauno-upegnu Hapyuienus

Yecmu (10% wru no-manxo, o nogeve om 1%)
Kopemua Oonka # rajieHe.

Jleyenuero Oe3 CITHOBPEMEHHO HaMa/IAIBAHC IIpUEMa HA TEHHOCT, MOXKCE Ja AJOBCAC AC 3aJdpPhiKKa Ha
BGH&/XHHOH&TPHEMHH CBhC CHLOTBCTHHTC CHMIITOMH (FH&BDGDIIHE, Fﬂ,[[ﬂHﬂ/HOBp'BH.IﬂHG, HHCKH CCPYMHH HHBA

Ha HaTpUi, MOBUILIABAHE HA TEJIECHOTO TEIJIO M B TEXKKHU CIIyvaHu 'bPHOBE).

Hocm-mapxkemunzo8 onum

. [Tpn aeuia vMa MHOTO peakd ¢hOOLIEeHH 3a ClIyYad Ha eMOLIMOHAIHM HapylIeHUs
. CpolllleHH ca H30JHpaHU CJiydad Ha alCpPrHYHHA KOXKHU PEAKIIMA H IO-TEXKKH TeHEepaTU3UpaHH
aNICPrU4YHH pEaKLHU.

4,9 IlIpenozupane

[peaosupaHeTo MOXKe Aa 10BeJe IO BOAHA UHTOKCHKALIMA. XHUICPXHAPATALMATA MOXKE Ad £e Hﬂﬂ‘BH aKo nolf“ S
BpeMe Ha TeparuAaTa ce MPUeMe MHOTO IoJIIMO KOJTMUECTBO BoJa (Bxk. Touka 4.4). L . -

BinpekH, ye TeYeHUETO Ha XUIMOHATpHEMUSATA TPAOBA aa Objie HHAUBUILYAITH3HPAHO, MdraT Aa ce Hal'lpaBHT i

cleHUTe OoOIMH MpenopbKU. XHUMOHATPHEMHATA ce JeKyBa MOCPeACTBOM CIIHPAHE HpHJIO}EEHHBTD Ha ;fif'
NE3MOTIPECHH, OrpaHHYABaHE Ha TEYHOCTUTE H aKO € HeOOXOAMMO — CHMITTOMATHYHA TE:pEtI'IHH '
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AHTHIHY PETHYHHAT €PEKT MOXKE J1a IPOABIKA BT MEPHO/ OT BPEME B CIIyYad Ha [peo3upaHe, Taka 4e
TpAOBa Ja ce WMaT MpeABH] MNOBHIUGHH B3aUMOJEHCTBHMA C JISKAPCTBA, KOMTO Ce EKCPEeTUpAT mnpe3
6vOpeLTe.

5. ®APMAKOJIOTMYHH CBOMCTBA
3.1 ®dapmaxkoJHHAMHYHH CBOHCTBA

QapmakoTepaneBTHYHA rpyna: BasonpecHH u ananosu
ATC xoa: HOIBAO2

MHPAM TabneTku CbABPHKAT AE3MONPECHH, KOWTO € CHHTETHYEH, CTPYKTYPEH aHANOr HA €CTeCTBEHHMA
XOPMOH, CEKPETHPAH OT 3aJTHH JAJ1 HAa XMIIOQH3aTa — aprHHHH-Ba30TIPECHH.

CTpyKTYpHHTE Pa3IMKM C Bas3OlpecHH BOAAT O 3HAYUTENIHO IMOBMUIABAHE HAa AHTHAMYPETHYHHS eQeKT,
JI0KaTO Ba3ONpecopHHA ePEKT € 3HaUUTeTHO peayuupaH. OCBeH TOBa, IPOILIDKUTEIHOCTTA Ha JAeHCTBHE Ha
AHTUAHYPETHYHHUSA €PEKT € 3HAYHTENHO YABIKEH. Jle3aMonpecuH € MollHA akTHBHA cybcTtaHuus ¢ ECsg OT
1,6 pg/ml no ortHowenne Ha aHTHAMypeTuuHMs edekr. Clnea NepopasiHO MPHUIOKEHHE MOXKE [a C& OYaKBa
ITPOABIKUTEIIHOCT Ha AeHCTBHETO OT 6 Ao 14 uaca.

5.2 @PapMaKOKHHeTHYHH CBOHCTBA
JleaMornpecuH Moxe a Ob/ie OTKpHUT B nazmata 15-30 MHHYTH CJIe[l NEPOPATHO PHIOKEHHUE.

MakcuManHaTa Ma3MeHa KOHLEHTpaums c¢€ Joctura cpeaHo cien 1,5 gwaca. MUPAM Tabnerku
MpHTEXaBaT OWOHANMYHOCT OT okojo 0,1-0,16%. IlnasmMeHHTe KOHUEHTpAlMH HAa AE3MONPECHH Clie[
[CPOPAIHO TPHIOKEHHE Ha exMHHYHA 1032 oT 2 X 0,2 mg Tabnerkm MUPAM, B npoyuBaHe Ha 31paBH
HHAMBHAK ca OMK nmo-BUCOKHM OT 1 pg-ml B paMmxute Ha 14 yaca cien npuioxeHHeTo B 50% 0T BKTIOYEHHUTE
B IPOYHYBaHETO HHAWBHAM.

ExnoBpemeHHaTa ynorpeba Ha XpaHa 3a0aBs CKOPOCTTAa M CTemneHTa Ha abGcopOliMs Ha Ae3MONPEcHH C
npubnuzurenyso 40%.

Ob0emMbT Ha pasmpeAeeHHE Ha JE3MONPECHH € CPAaBHUTEIHO MambkK, a MMeHHo 0,2 I/kg tenecHo Tero,
KOSTO MOACKA3Ba, Y€ TO3M NENTHJ ¢aM no cedc CH He ce pasmpocTpaHsBa B HHTPALETyIapHUA
KoMIlapT™MeHT. J[oka3aHo €, ye Je3MOINpeCcHH He NpeMHHaBa KpbBHO-MO3BYHATa Gapuepa.

JleamonpecuH ce MeTa0OJM3Mpa HE3HAYMTENHO B in Vifro TPOYYBAHHA C YOBELIKH YepHOAPOGHH
MHKPO3OMHH [pernapaTtd, Taka 4e 4YepHOApoOeH MeTabonu3bM in vivo NpH XOpa Ha INPaKTHKA He
CBIECTBYBA.

[llecTaecer u net npoueHta oT abcopbupaHus Ae3MONPECHH Ce SMUMHUHUPAT npe3 6uGpeLiuTe B paMKUTe Ha
24 waca cnej nepopanHa no3a. IlnasMeHHAT eTUMUHALMOHEH TOJTY-KUBOT HA JS3MOIPECUH Bapupa ot 1,5
J10 3,5 yaca.

5.3 IlpeaknuHHYHH JaRHH 32 (Ge30nacHOCT

Hexnunyynure panHy He ca nokasanm oco0eH pUCK 3a Xopara Ha Gaza Ha KDHBEHHHOHBJ‘IHHTG
$HapMaKoJOTHYHY H3NMTBAHM 32 6€30MaCHOCT, FEHOTOKCHYHOCT H pelpoyKTHBHA TDK(:HH]j .

B nibxoBe ¢ aHeBHA A03a oT 47,4 micrograms/kg TenecHo Terno, T.e. NpH excnoanunn chTaHa 3a, MHQI‘D--
Ha/l MaKCUMAQJTHATa /1033, IIPM XOpa € YCTaHOBEHO yBpexkjaHe Ha ObpOpeuHaTa t]JyHImHﬂ C HﬂnﬂmaBaHe Ha !
CCPYMHUA KpeaTHHWH, KAKTO M XHaJlMHHA JereHepauus Ha TyOyJIHHSA ernuTel. YBpemaHHHTa ca: GHJIH

oOpaTUMH cliel NpeyCTaHOBAHAHE JICYEHHETO ¢ AeaMonpecuH. IIpoydsaHms Bhpxy KapuHHUreHHHTe _.
CBOHCTBA HE CA HAJTHYHH. ST



6. ®APMAIIEBTHYHU JAHHH

6.1 CuoHCBHK HA NOMONIHHUTE BEMIECTBA
JlakTO3a MOHOXMpPAT

LlapeBHYHO HUANIECTE

[ToBuaoH

[IpexenaTUHH3UPAHO HULIECTE

CunuuueB AHOKCHI, KONTOUAEH, De3BolieH
Marnesues cTeapar

6.2 HecnhBMecTHMOCTH

Hernpuioxkumo.

6.3 Cpok Ha rogaocT

2 TOOHHH.

6.4 CoenuaaHn yclOBHSA HA ChXPaHEHHE

Ha ce cuxpadsasa noa 30°C, B OpUruHasjHaTa OnakoBKa.

6.5 laHHH 32 OIAKOBKATA

baucrepu: OPA/Alu/PVC-Anymunuit.

byranxu: 30 ml 6enu, Henmpo3payHu, nNoaueTUNEHOBH OYTWIKH U O€nH, HEMpPO3payHH, [OJHTIPONUIIEHOBH
Karnavku ¢ JeCHKaHT M 3alUTEeHO OT Aela OTBapsaHe.

Pa3zMmep Ha onakoBKara:
MUPAM 0,1 mg TabneTku:
7, 15, 30, 50 (6onmHuyHa onakoka), 60, 90 u 100 TabneTkn.

MHPAM 0,2 mg rabnerku:
15, 30, 50 (6onnnvHa onakoBka), 60, 90, 100 u# 200 (2 x 100) Tabnerkw.

He BcHuku BMAOBE OMIaKOBKM Morat Aa 6bJar ImycHaTH B nipojaxoa.
6.6 CuenHajlHu nNpeInas’HH MEPKH NPH U3XBBpJsiHEe A padoTa
Hama crnenyaniHy N3UCKBaHHA.

7. IIPATEXATEJ HA PASPEILIEHHUETO 3A YIIOTPEBA

Tera ®apmactotuksne bearapus EOO/I
ya. H.B. T'oron 15, er. ]
1124 Codus

bwiarapus

8. HOMEP(A) HA PASPEIIEHHUETO 3A YHOTPEBA

9. JATA HA IIbPBO PA3PEHIABAHE/TIOJHOBABAHE HA PA3PEHNIEHHETO 3A
YHOTPEDBA



10. JATA HA AKTYAJIHU3UPAHE HA TEKCTA

Auyapu 2009



