KPATKA XAPAKTEPHCTHUKA HATIPOAYKTA




AITB/IHNTENMA ATEHUMS (10 JIEKAPCTBATA
1. HME HAJEKAPCTBEHHA ITPOAYKT KDamKa XepaxmepuUonntika Ha npogyrome - [pusoxenue 1

om Poa. e A DAL OOCE T
®amotuavd ABP 20 mg dunmupanu Tabnetky e —_
Famotidine ABR 20 mg film-coated tablets N | 06 -03- 7028

x“!#-l‘.-'-" R XS SR LT N LT RRR Y]]

2. KAYECTBEH A KOJIMYECTBEH ChCTAB

damotuanH ABP 20 mg punMupann rabneTku:
Bcsaka duaMupana tTabnetka ceabpka 20 mg pamoTuauH (famotidine).

3a MbIIHKS CIIMCHK Ha MOMOIIHUTE BelllecTBa BHXKTe ToukKa 6.1.

3. JEKAPCTBEHA ®OPMA

®dunmupana tabnerka.
XKbaty, Kperiu, ABOHHOKW3INBbKHAIN GHAMHPaRH TabIeTKy ¢ AuaMeTsp 6 mm.

4. KJ/IHHHYHHU JAHHH

4.1. TepaneBTHYHH NOKA3ZAHHA

damotuand ABP 20 mg dunMupann TablieTky ce U3N0Ji3Ba 3a JIeYEHHE Ha NPEAU3IBUKAHHUTE OT
racTpoeszodareaneH peayKkc CHMNTOMU KaTo NMUPO3UC U peTpocTepHanta folika.

4.2. /Io3HpOBKa H HAMHH Ha ynorpeda

Hosuposxa

Bv3pacTHy
HNBa ety 1HeBHO 1o 20 mg (1 TabseTka) CYTpHH H Beyep B 4acoBeTe NPEJH ChbH, B NPOADb/IKEHHE Ha 2

CEIMHIIHN.

[leanaTpyyuHa nonyaauus

leya na evapacm om 12 0o 18 2o0unu
[To eqna TabneTka JHEBHO B NPOAB/IXKEHHUE HA JBE CEIMHLIH.

Leya na sv3pacm nod 12 200unu
He ce npunara Ha aeua noa 12 roaMHu, nopain JHIIcA HA JOCTAThbYHO JAHHU 33 ePEeKTUBHOCT

De30nacHoOCT.

[lanMeHTH B CTapyeckKa Bb3pacT
He ce u3KcKBa KOpeKLMsA Ha Ao3aTa OpeJBHI Bb3pacTTa.

AKO He ce NIOCTNTHe NMNoJ00peHre Ha CUMOTOMHUTE CJie[ ABYCEAMHYHO JICYCHHE, € NPENOPbYHTENHO
MpoBeKAAHE HA JOMBIHUTENHH U3CICABaHHUA. -




Hauun na npunoxcenue

[lepopanHO BPUITOKEHUE,
®amotHanH ABP ¢punmupanu tabnetku TpsbBa aa ce npUEMAT ¢ TEYHOCT M Aa He Ce AbBYAT. [IpHeMbT €

HE3aBHCHM OT [IPHEMA Ha XpaHa.

4.3. IIporHBONOKa3aHHHA

CBPBbXYYBCTBUTEIHOCT KbM aKTHUBHOTO BELIECTBO, KbM HAKOE OT [TOMOIUHHUTE BellleCTBa, K3OpoeHH B

To4yka 6.1.
[Ipu TO3U KNac CreaUHeHHs € HabnraaBaHa KPBCTOCAHA HYBRCTBUTENHOCT KbM H-penientopHH
AHTArOHHCTH, MOPaAK KoeTo haMOTHANH He TpAOBa Ja ce nmpuiiara Ha NalMEHTH ¢ aHaMHe3a 3a

CBPbLXYYBCTBHTENHOCT KbM APYTH H,-pelienTOpHH aHTarOHUCTH.

4.4. ChoenHaJHH ONpelyRpexICHHSE H ONpedna3iHH MepKH NpH ynorpebda

[Ilpean 3amouBaHe Ha nedeHne ¢ (pamMoTHAMH TpAOBa na Oble KM3KIIOUERO 3J/10KavyecTBeHO 3abojgBaHE Ha

cToMaxa.
OaMOTHAUHBT CE EKCKPETHPA INTaBHO Ypes OBOpeLUTe U YacTUYHO ce pasrpax/a B UepHus Apob.

HanoxurenHa e npeanasnuBocT NpH NaUUeHTH ¢ HapyLleHa YyepHoapoOHa gyuxkuua. [Ipy nanyenTs ¢
HapylLieHa OpOpeuHa QyHKIUMS JHEeBHATA N03a TpaOBa Ja ce HaManH (BX. Touka 4.2).

[Ipn nauueHTH ¢ A3Ba Ha JBaHANECETONPBCTHHKA U CTOMAaxa TpaOBa Aa ce onpeaeny HaTHYHETO Ha
Helicobacter pylori (H. pylori). Ilpu nannerTute nosoxxurentu 3a H. pylori, Tpabea aa ce enuMUHHpa
OakTepusATa ype3 epaaMKaUMOHHA TEPAMNHA KOraTo € Bb3MOXKHO.

Leua

To3u npoayKT He ce npuiara Ha Jena nod 12 roaHu, nopaau Nynca Ha JOCTaTb4HO JAHHU 3a
eekTHBHOCT U OE30MaCHOCT.

4.5. BianmoaelicTBae ¢ APYIH JeKapCTBeHH NPOAYKTH H ApYrd ¢opMH Ha B3anMogeilcTBHE

PaMOTUANH HE NOBANABA YepHOApoOHaTa LHTOXpOM P-450 eH3uMHa cucTeMa. B pe3ynTar Ha moxayBaHe
Ha croMaluHoTo pH, ¢daMoTuanH Moxke na HaManH abcopbuusra Ha eAHOBPEMEHHO NPHIIArAHMS
KETOKOHA30.

Koraro ¢haMOTHAMH Ce H3MON3BA €JHOBPEMEHHO ¢ BEIECTBA, YHETO YCBOSBAHE CE BIMAE OT
KUCENHHHOCTTA Ha CTOMaxa, HeoOX0auMO € a ce B3eMe MpeABU eBEeHTYAIHO IPOMEHEHaTa UM
abcopbuud. B cny4ail Ha ynoTpeba Ha KETOKOHA301 HIIK MTPAKOHA30/1, T MOXE 1a € HaMalleHa.
KeTokoHazon TpabBa Aa ce npHemMa 2 yaca npeay Npuiarasero Ha GaMoTHAHH.

EnHoBpeMeHHara ynoTpeba Ha GaMOTHIOMH X aHTHAIMOW MOXe J1a Hamarn abcopOuuara Ha PaMOTHAHH.
INopaau ToBa dhamoTHAMH TpAOBa Oa ce npuema 2 yaca npead aHTHALIK L.

EnHoBpeMEeHHUAT NpHeM Ha cykpandat HaMmansea abcopbuusta Ha pamoruaun. ClenoBaTenHo,
cykpandar BuHaru Tpabea aa ce npuema 2 vaca cnej npuiaaraHeto Ha gaMOTHAMH.

[IpueMsT Ha npobeHenn Moxe a 3abaBu OTAENAHETO HA PAMOTHIKH.

CroilecTBYBa pucK OT 3aryba Ha e(pHMKACHOCT Ha KanluueBus kapOOHAT MpH €1HOBPEMEHHOTO MY




ExHoBpeMeHHOTO NPUIIOXKEHHE Ha M03aKOHA30/ fepopaiHa CycneHsud ¢ faMoTHAMH TpabBa aa ce
U30Area, ako € Bp3MOXHO, ThH KaTo PaMOTHAHH MOXe Aa HaMaTH abcopbumsara Ha 103aKOHA30N
epopaiHa CYCHeH3HnA MpH chNbTCTRALLA ynoTpeba.

EnHOBpEeMEHHOTO NPUIIOXKEHHE HA (haMOTUIUH ¢ TUPO3UHKHHa3HHTE HHXHOUTOPH (TKH) nazatuHud,
epaoTUHUD, reduTUHUO, NazonaHud MoXe 1a HaMalH Nna3sMeHuTe KoHueHTpanuu Ha TKH, koeto ga
goBele 10 MOHHXXABaHe Ha ePUKACHOCTTA, CJIeA0BATEIIHO HE CE€ NMpernopb4Ba eAHOBPEMEHHO IPUIOKEHHE
Ha ¢damMoTHAHH ¢ Te3n TKH. 3a 1onBAHUTETHN KOHKPETHH NPENOPBKH BUKTE NPOLYKTOBATa HHOOPMALHA
Ha OTAEJHHTE IEKAPCTBEHH NMPOAYKTH, ChAbpKalHn TKH.

4.6. depranaTeT, GpeMEeHHOCT B KBPMEHE

bpemMeHHOCT

HNauHuTe 3a orpaHHueH Opoii nacneapaHu OpeMEHHOCTH HE 110Ka3BaT HEONAroNpUATHH eQEKTH Ha
dbaMoTHINH BLPXY OpeMeHHOCTTa UK 3paBeTo Ha ¢eTyca/HoBopoaeHoTo. He chiulecTByBaT, 00aue,

33 OBONIUTENIHH HIH K0Ope KOHTPOJHUPAHHU NPOYYBAHKA NIPU ODPEMEHHH XKEHH.,

[TpoyusaHus NpH XXMBOTHU HE MOKA3BaT AMPEKTEH UM KOCBEH BpeleH edeKT BupXy OpeMeHocTTa,
pa3BUTHETO Ha eMOPHOHA U peTyca, paxXaaHeTO WM MOCTHATATHOTO pa3BUTHE (BX. TOYKa 5.3).
damotuaud ABP TpadBa na ce u3noniBa no BpeMe Ha OPEMEHHOCT CaMO Cliell BHUMATE/THA NpelieHka Ha
OYaKBaHMTE MON3HU CPEIly EBEHTYAIHH PUCKORE,

KupMmene
damMoTHAHH NPEMUHABA B KbpMaTa. T'bil KATO HE CE 3HAE AOCTATbYHO 34 e()eKTHTE OT IPUEMA HA

¢$aMOTHAMH BLPXY KBPMAYETO H HE MOXE Ja C€ H3KTIOYH HapyLeHHe Ha NIPOU3BOACTBOTO HA CTOMALIIHA
KHCeNHHa, He TpaOBa Aa ce KbpMHM N0 BpeMe Ha fedeHueto ¢ Pamotuann AbP dpunmMupann tabiaetku.

4.7. EdjexTn Bbpxy cnocofHocTTa 33 WIopHpane H paboTra ¢ MAIBHH

[1pn HAKOM NAUKEHTH MPH TpHeM Ha paMOTHAWH ca HabmoaBaHH HEXENaHH peaKLMK Kato 3aMailiBaHe
rnapobonue. [launeHTaTe TpadBa Aa ObAAT HHPOPMHPAHH, Ye NIPH NOsBA HA TE3W CUMNTOMHM TpAOBa Ja
H30areaT Lo upaHero, paborara ¢ MaLIMHU U H3BBLPLIBAHETO HA ASHHOCTH, KOHTO H3UCKBAT IBJIHO
BHMMaHHUE.

4.8. Hexenann JekapcTBeHH peaKIHHE

Hexxenanurte NeKapCTBEHY peaklMH ca IpyMUpaHH 110 CUCTEMO-OPraHHu KnacoBe. CneaHara KOHBEHLNA €
U3IMON3BAaHA MPH KJaCHQUUHPAHETO Ha HeXeNaHUTE e)eKTH N0 OTHOINEHHE HA TAXHATA 4eCTOTa: MHOIO
yecTH (=>1/10), yect (=1/100 ao <1/10), neuectu (=1/1000 go <1/100), peaku (=1/10 000 no <1/1000),
mHoro peaxu (<1/10 000), ¢ Hen3BecTHa 4ecToTa (MECTOTATA HE MOXe fa ObJe onpeAeneHa OT HAUTHYHHTE
NaHHK).

CucreMo-oprauen Yecrora | Hexenanu peaxumnu

KJAC

Hapywenua na Penxu Peakuun Ha CBpBXUYBCTBHTENHOCT (aHadH1akcus,

UMYHHAMa cucmema aHTHOHEBPOTHYEH OTOK, OpOHXOCNAIBM)

Copoeunu napyuenus | Muoro HapylueHue Ha npoBoAKMMOCTTA Ha cupleTo (AV 6nok) npu
pEAKH MHTPABEHO3HO MPHJIOKEHH XUcTaMHHOBH H,-Onokepu

Hapywenus na xpvema | Muoro TpombonuToneHus, IEBKONEHHA, HEYTPONICHHUH,

u quMgnama cucmema | peaku arpaHy/JIOLUTO34a, MAHLUHTONCHHS

Icuxuunu napywenus | MHoro O6paTHMK MICHXHYHH Pa3CTPOHCTRA (KaTO XAMOUHHALMY, - .

peAKH fie30pHeHTaLnA, 00bpPKBaHe, TPEBOXKHOCT H He3 @_quﬁ; i ’%‘J\



AENPECHs )

Hapywenua na YectH I'naBobonne
HepeHama cucmema Muoro [Tapecte3us, CbHAUBOCT, OE3CHHUE, SNUIESNTHYHYU IIPUNTaABLH
peaxH (grand mal); KOHBY/JICHH NpH NalLMEHTH ¢ YBpeleHa ObOpeuHa

GyHKUHSA

Hapywenua na yxomo | Yectu 3aMasHOCT

u rabupunma

Pecnupamophu, MHoro HHTepcTHIIHANHA THEBMOHHKSA

ZPbOHU U pPEAKH

MEOUACMUHANHU

HapYuwieHus

Cmomawno-upesru HecTu 3anex W/unH auapus

HAPYULeHUA Heuectn | CyxoTta B yctara, rageHe, nospbliaHe, CTOMALIHO-YpEeBEH
AucKoMQopT, MOBHLIEHO 0Opa3yBaHe Ha ra3ore, aHOPEeKCHH,
HapyLleH BKYC

Xenamobunuapru Penkn XKnb4yeH 3acTod B UepHHUA Apod (KbATEHULA)

HAPYWEeHUR

Hapywenus na Heuectu | OOpus, cupbex

KOXcama u Peaxn YPpTHKapHA

ROOKOJNCHAMA MbKaH MHuoro Koconaa; TeXKH KOXHK peakuuy (CUHHApOM HA CTUBBHC-

pelkH JDXOHCBH/TOKCHYHA EMHACPMAJIHA HEKPOJIH3a)

Hapywenua na Peakn CraBHH H60JIKH

MycKyaHo-ckeremuama | MHoro MyCKyHH KpaMITH

cucmema u peaKy

CheOuHumeIHama

MbKaH

Hapywenua na MHuoro HMMNOTEHTHOCT, HAMAJIEHO JHOU 10

8w3npoussooumennama | peaKu YroneMaBane Ha IbpJMTE NIPH MbKE, KOeTO 00M4aiiHO H34e3Ba

cucmema y cvpoama cliell MPEKpaTABaHE Ha JICUEHHETO

H3cnedsanun Peaku [loBuinaBaHe Ha n1abopaTOPHHUTE CTOMHOCTH HA MOKA3ATEIUTE
3a yepHoApoOHa QpyHKUHUA (TpancaMuHa3y, rama-GT, ankanHa
¢ocaraza, bunupybun)

Obwu napywenun u Heuectn | YMopa, cTArale B rbpauTe

ehexmu Ha MACMOMO
HO RDWIOXCEHUE

Crobujapane Ha MOJO3UPAHH HEXKEJIaHH peakLUH

C'BUGH.[B.BHHETO Ha [TOAO3UPAHH HEXENIaHH PpCAKIIMH CNICH pa3pClUIABAHC 3a ynoTpeﬁa Ha JICKapCTBECHHA
[IPOAYKT € BaKHO. Toga no3eoa98a qa [MpoOaBILKH HﬂﬁHIDII,EHHETﬂ Hd CbOTHOILUICHHCETO HDHSEIIPHCK 34
JIEKApPCTBCHHA MPOAYKT. Ot MCOULIHHCKUTE CIICHHATHCTH CC H3MCKBA Jda C’bOﬁH.IE.BET BCAKaA [TOAO3HPAHA

HEXKECIAHA peaKLuA 4YpE3.

HUanbaHUTENIHA areHUHd 1o JeKapCTBaTa

ya. ,JdamsaH I'pyeB™ Ne 8
1303 Cogus
Ten.: +35928903417

yebcaiT: www.bda.bg

4.9. Ilpeaozupane




[Tpu npeao3upaHe CHMNTOMHTE ca NOAOOHH Ha HEXEJIaHHUTE JIEKAPCTBEHH PEAKLIHH, CBBP3aHM C
ynorpebarta Ha NPOAYKTA.

Axko e HeoOxoaHMO, TpaOBa a ce MPUI0KAT MEPKH 3a NPeROTBpATABAHE Ha abcopbuHATa U
CHMNITOMATHYHA TEPaIHA.

5. GOAPMAKOJOIHYHY CBOHCTBA

S5.1. ®apmakolHHAMHYHH CBOHCTBA

dapmakoTepaneBTH4Ha rpyna: JlekapcTsa 3a NeNTHYHA #3Ba ¥ racTpo-e3odareanta peduiykcHa bonecr,
H,-peuenropHu antaronnctd. ATC xoa: A02BAO3

MexaHH3bM HA JEHCTBHE
DPaMOTHIHH € MOLIEH, KOHKYPEHTEH HHXHOUTOp Ha XUCcTaMHHOBUTE H;-peuentopu. OCHOBHOTO

KNIHHHYHO 3HAYXMO (apMaxKoJIOTHHYHO AeHCcTBUE Ha (aMOTHUIHH € NOTHCKAHE HA CTOMAIIHATA CeKpelus.
baMOTHAHH MOTHCKA KAKTO KUCENHHHATA KOHIEHTpAlUA, Taka U obeMa Ha CTOMALLIHATA CEKPeLus, a
MPOMEHHTE B CEKPEeLMATA Ha NENCUHA Ca NMPONOPLUOHAIHH Ha NPOoH3BeAeHUA 00eM.

[Tpy 3apaBu AOOPOBONUM H XUMEpCEKPEeTOPH, PaMOTHAKH MOTHCKA Oa3zanHaTa U HOLHATA CEKpELIHS, a
ChIO Taka K CeKpelusaTa CTHMYIIHpaHa OT NeHTaracTpuH, 6erazo, koeuH, HHCYIUH U PUIUONIOTUUHHUS
parajieH peduexc. [IpogpmkuTentocrra Ha NOTUCKaHe Ha cexpelusTa oT A03H 20 H 40 mg e 10 xo 12
yaca.

ExxokpaTHu BeuepHu 4034 oT 20 1 40 mg nuxubupar OazanHata ¥ HOLIHA KUCENTHHHA CEKPELIKA.
HougHaTta cexpelids Ha CTOMAIlLIHA KUCENHHA ce nToTHCKA ¢ 86-94% 3a nepuoj ot noHe 10 yaca. Crugure
N03H IpUEMaHH CYTPUH NMOTHCKAT CTUMYJHPAaHaTa OT XpaHa CeKpellda Ha KHCENMHaA, TOBa MOTHCKAHE €
76-84%, cproTBETHO 3 10 S 4aca cneq npunoxeHuero, # 25 u 30%, cvoreetHo 8 A0 10 yaca cnen
[IPANOXKEHHETO.

DaMOTHIHH HAMA €(PEKT BLPXY CepYMHHMTE HUBA HAa FACTPHH Ha IJ1aJHC U CJIe]] HaXpaHBaHe.
damMoTHAHH He NOBIHABA CTOMAILUIHOTO H3Ipa3BaHe, €K30KPUHHATA NaHKpeacHa QYHKIHA, YepHOApOOHUA
H MMOpTaieH KPhBOTOK.

PaMOTHANH He NORIHABA YepHOApoOHaTa uuTOXpoM P-45(0 eH3uMHa cucTeMa.

DaMOTHINH HE BJIMAE ChLIO TaKa H HA eHROKPUHHHUTE PYHKUHU. XOPMOHAITHHTE HUBA Ha MPONAKTHH,
KOpPTH30H, TUHPOKCHH (T4) 1 TECTOCTEPOH OCTaRAT HENPOMEHEHH ITPU TEpanuata ¢ GpaMOTHANH.

5.2. (dapmMakoKHHeTHYHH CBONCTBA

PDaMOTHUIMH HMA NTHHEeHHAa KHHEeTHKA.

Abcopbuns

@aMOTHIHH ce pe3opbupa OBP30 HO HEMBJIHO B FACTPO-HHTECTHHAJIHHUA TPaKT. bBUHOHANMNYHOCTTA cliell
CHCTEMHO npHaoxeHHe e 40-45%.

ByoHanM4YHOCTTa HE CE MOBJMABA OT HAIMYHETO Ha XpaHa B CTOMAaxa, HO JIeKO ce HaMalgBa OT
aHTHALMAHW; TO3H edekT, 0baye, HAMa KIIMHWUYHA 3HAYUMOCT.

[Ipu maineHTH B cTapyecka Bb3pacT HAMA KIIHHUYHO 3HAYMMHU, CBBP3aHH ¢ Bh3PacTTa, NPOMERH B
OMOHAIMYHOCTTA HA GaMOTHANH.

First-pass meTabonn3Ma Ha daMoTUAMH UMa cnabo BNusHHE BbpXY OHOHANNYHOCTTA MY.
AbcopbiumaTta Ha PaMOTHANH HE CE BIMAE OT €JHOBPEMEHHHS MPHEM Ha XpaHa.

PasnpeaeneHue




Cnen nepopaiieH npueM, NMKOBUTE [UIa3MEHN HUBA HA GaMOTHAMH HACTHNBAT B PAMKUTE HA eIUH 0 TpH
yaca. [InasaMeHuTe MHKOBH KOHLEHTPALMK NPH NpUaoxeHue Ha 20 mg damoTnauH ca okono 40-60 ng/ml
u 75-100 ng/ml cnea npunoxenue Ha 40 mg. HaMa akyMy/upall epexT NpH nosTapsaLLU ce JO3H.
CBBpP3BaHETO C IUTa3MEHHUTE ITPOTEUHHU € cpaBHUTENHO ciabo: 15% no 22%.

daMOTHAHH NPpEMUHABA B MANKa cTeneH B uepedpocnuuanHara Te4HOCT. ChOTHOLIEHHETO
nnasma/lepedpocnuranya TewHocT 4 daca ciel npunoxeHue Ha 40 mg GaMOTHAWH NEPOPATHO € CPEaHO
0,1.

[pu manuesTy ¢ Texka 6xO6peyHa HeJOCTaTbHYHOCT, ENMMMHUHALMOHHUAT MONY)KHBOT Ha PaMOTHINH MOXeE
na Hapxpepau 20 qaca (Bx. To4ka 4.2.)

buoTtpaHcdopmarng
daMoTHIHH ce MeTabonu3npa B YepHus Apob. EiuHCTBEHHAT MeTabonuT naeHTHOHIUPAH TPy Xopa €
cyngokcua.

EnuMuHypaHe

daMOTHIHH ce enuMHHUpa upe3 6v0peunn (65-70%) n MeTabomuTHN MbTHILA. BBOPEYHUAT KIHPBHC €
250-450 ml/MuH, noka3sall U3BecTHA TyOynHa ekckpenud. 25-30% ot nepopandara no3a u 65-70% ot
HHTPAaBEHO3HATA 1032 C€ YCTAHOBABAT B YPHHATA KATO HEMMPOMEHEHH ChCTABKH. Malko KONHYECTBO MOXeE
Jla ce eKCKpeTHpa KaTo cyndoKcui.

EnMMHUHHpaHETO OT I1a3MaTa CTaBa C NoJyKHUBOT OT 2,6-4 yaca.

b1r6peyHa HeNOCTATHLYHOCT

[lpu HamanseaHe Ha ObOpeyvHaTa PpyHKUUA OBOPEUHMAT U OOLIMAT KIHPBHC HA PaMOTHANH HaMaJlaBar,
0e3 ToBa Ja BOJH 0 yBelM4aBaHe Ha HeOnOpeunara enuMuHauusa. B cny4qail Ha neka Ob0peuHa
HeAOCTATBYHOCT (KpeaTHHHHOB Ki1HpbHC 90-60 ml/min), ako Bce olle He ce HabmoaaBa yabnKaBaHe Ha
eNTHMHHALIHOHHHA MONYXKUBOT, TOH Ce YAB/KaBa CNell MUHTPABEHO3HO WHKEKTHpaHe Ha eJHOKpaTHA 1034
ot 20 unu 10 mg damoruann, npu yMepeHa 6s0peyHa HeAOCTaThYHOCT (KpeaTHHUHOB KAupbHC 60-30
ml/min) a0 4,5-9 yaca, npn Texka 6p0peyna HeJ0CTATBYHOCT (KpeaTUHHHOB KAMpBHC < 30 ml/min) o
10-12 vaca v ao 18-27 yaca npu TepMuHanHa 6n0peyHa HENOCTATLYHOCT M MALHEHTH C AHYPHA.

HenrsT Ha hpamMOTHINH, OTAENEH HEIPOMEHEH ¢ ypHHaTa, HaMallsea 10 60% npH ymepeHa 0n0peuna
HegocTaTh4HOCT. [IpH Texka 616pedHa RefocTaTbYHOCT TOH e camo 25%.

[pu naupesTy Ha JManu3a eNMMHHALHOHHUAT NOMY>KHBOT clie]l HHTPABEHO3HO NpUIoXeHKe Ha 20 mg
damoTuauH e 7-14 yaca, B 3aBUCHMOCT OT AHATH3HHTE Npouneaypu (xemodunrpauus, S-yacosa

XeMOJAHAITH34a HITH HellpeKbCHATa XeMOhHATpallua ); TPH NepopaiHe npunokeHne Ha 20 mg paMOTUAMH e
22.5 yaca.

YepHoapoOHa aucdyHKuns
dapmakokHeTHKaTa Ha GaMOTHANH € HEMMPOMEHEeHa MPH YepHOApoOHa AUCYHKIIHA.

[JalIMEHTH B CTAPYECKA Rb3PACT

[Ipy dapMakOKMHETHUHY NMPOYYBAHHA C NALMEHTH B CTAPYECKA BB3PACT HE €2 OTKPHTH KIIMHHYHO
3HAYHMH [TPOMEHH, OTHOCHMH KbM Bb3pactrta. [Ipn nosupanero oGaue tpabea aa ce uMar npeaBui
orpaHu4yeHHATa Ha OpOpeyuHaTa pyHKIMA, CBEP3aHM ¢ Bb3PacTTA.

5.3. IlpeakIHHHYHH JABHH 33 0e30macHOCT

B13 0CHOBA Ha KOHBEHIIHOHAJHHTE (hapMAKOJIOrHYHH NPOYYBaHUA 32 6€30NaCHOCT, TOKCHYHOCT ITPH
MHOTOKpaTeH IPHEM, PENPOAYKTHBHA TOKCHYHOCT, T€HOTOKCHYHOCT H KAHLIEPOreHeH MOTEHIIHAT,
NPeAXIHHHYHUTE JaHHU HE OTKPHBAT OCOOEHH OMACHOCTH 33 XOpara.




6. PAPMAIEBTHYHHU JAHHHN

6.1. CnHCBK HA NOMOIHHTE BellIeCTBA
MukpoKpHucTallHa Lenyno3a
[TpexenaTHH3INPaHO HULIECTE
[Tonucopbar 80

[ToBuaon K 30

Tank

Maruesues cTeapart
Ousernten Opadry QX Yellow

6.2. HechBMeCTHMOCTH

Henpumnoxunmo.

6.3. Cpok na rogrocr

2 (AB€) rOAMHMU

6.4. ChnenBalHR YCJIOBHA HA ChXPaHEHHE

Jla ce cpxpaHsaBa rpy remneparypa noz 25°C.
Ha ce cbXpaHsBa Ha MACTO, HEAOCTBHITHO 34 Jella.

6.5. BuHI H ¢cLALpXKAHHE HA ONAKOBKATA

Mo 10 punmupanu tabnerku e Ommcrep ot PVC/PVAC/AL donno.
[To 5 6nucrepa, 3aeaHO C JTUCTOBKA B KAPTOHEHA KYTHHKA.,

6.6. CpnenHajlHH npeina3sHH MEPKH OPH H3XBLPJAdAHE H paboTa

Hsama cnietidalHi H3HCKBaHUA.
Hen3nonssaHMAT I€KAPCTBEH NMPOAYKT HIH OTHAXBbYHUTE MAaTEPHAIIN OT Hero TpAOBa Ja ce H3IXBBbPNAT B
CHOTBETCTBHE ¢ MECTHUTE U3UCKBAHHUS.

7. TIPHTEXATEJI HA PAZPEIIEHHETO 3A YIIOTPEBA

AHTHOHOTUK-Pa3srpag A/l
Oyn. “Anpuicko BsctaHue” 68, oduc 201

7200 Pasrpag, bearapus

8. HOMEP HA PAZPEHIEHHETO 3A YIIOTPEDBA

Per. No:

9. ATA HA ITBPBO PA3PEIIABAHE 3A YIIOTPEBA

Jara Ha rbpBO pa3pellaBaHe:




10. JATA HA AKTYA/NIHU3IUPAHE HA TEKCTA

DOespyapu 2026




