KPATKA XAPAKTEPUCTUKA HA IMTPOAYKTA
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Anuguysnn 500 mg/200 mg/4 mg edepBecueHTHH TabneTKH

2. KAYECTBEH U KOJIMYECTBEH ChCTAB 0bperye !

Besika edepsecuienTna Tabnerka chabpka 500 mg napaueramont, 200 mg ackopOMHOBa KHcenuHa, 4
mg xJjoppeHaMHHOB Masiear.

[ loMOLIHH BELIECTBA C H3BECTHO JI€HCTBHE:

Besika edpepecuentha Tabnerka cbabpka 254,5 mg (11,06 mmol) HaTpwii.

Bceska edepeecuenTHa Tabnerka chabpxka 799,00 mg (2,32 mmol) uzomaur.

Besika edepBecuienTHa TabneTka chbpika 1/110Ko3a (B ChbCTaBa Ha MaITOAEKCTPHH).

3a MbJIHUA CIIMCHLK HA MOMOILHUTE BElLEeCTBA. BUKTE TouKa 6. 1.

3. JIEKAPCTBEHA ®OPMA

EdepBecuenTHa Tabnerka.
bsina 10 oyt Osa, Kpbria, MJ0cKa Tab/ieTka CbC CKOCEHH pbOOBE U JICJIMTEIHA YEPTA OT €/1HATa

crpaHa. /luameTbpbT Ha TabneTkara e npubian3uTenHo 22 mm, a gebenuHara € npubIH3UTENHO 6,5
mm.

JlenurenHara yepra Ha TabieTkara € camo 3a yJIECHSIBaHE Ha CUYTBAHETO, a HE 3a pa3/Ie/isHE Ha PaBHH
JO3H.

4. KJAHWUYHU JAHHH

4.1 TepaneBTHYHH NOKA3AHHHA

Anudy3uH € MoKasaH 3a KpaTKOCPOYHO JIeYeHHE CUMITTOMUTE Ha TPHIl, HACTHHKA U FPUINONOA00HH
ChCTOSIHMS KaTo J1aBo0OJIME, BUCOKA TeMIiepaTypa, Bb3MaJIeHO I'bpJio, 0COOEHO aKo € NMPUAPYIKEHO C
XpeMa, NNpH Bb3pacTHHU U IOHOLIK HaJ |15 roauHM.

4.2 Jlo3MpoBKA H HAYMHH HA NPHJIOKEHHE

Jlo3upoBka

Bwv3pacmuu u onowu nao 15 coounu

[ IpennopbumTeiHaTa eAHOKpaTHA [103a € eHa eepBecleHTHa TabneTka (500 mg napaueramout, 200
mg ackopOMHOBA KHcellMHa U 4 mg xiopheHaMHUHOB MasieaT) Npyu HeOOXOAUMOCT 10 3 MBTH JHEBHO C
HHTEpBaJl OT HAK-MAJIKO 4 yaca Mex 1y npuemure. Makcumasinara AHeBHa 103a oT 3 ehepBeCLIEHTHH
Tabsnetku (1500 mg napaueramon, 600 mg ackopOuHoBa kucenuna u 12 mg xnopgeHaMHHOB
He TpsA0Ba aa ce npeBMILaBa B paMKuTe Ha 24-yaca.

Hayuenmu ¢ 6vOpeuno yepexcoane
B cayuait Ha Ob0peuHO yBpexaaHe, A03aTa Ha MapaieramMosl He TpaOBa Ja HaJBHIlLAaBa 5
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CkopocT Ha rnoMepynHa Ho3upoBka Ha napaueramMon
_QUnTpaums
10 - 50 ml/min 500 mg ¢ uHTepBan oT Hal-ManKko 6 yaca MeKay
pHEMHTE
<10 ml/min 500 mg ¢ uHTEpBA) OT Hal-MaNko 8 yaca Mexay
IPUEMHUTE

[layuenmu ¢ uepnodpobro yepexcoane

[1pu naitMeHTH € JIEKO 10 YMEPEHO YepHOAPOOHO YBpexKaaHe Wi cHHAPOoM Ha Gilbert (BMXKTe TOUKA
4.4), nosara TpadOBa Aa ce HaMay WU Ja c€ YAB/DKH HHTEpBa/a Ha J03HpaHe.

JlekapCTBEHHAT MPOAYKT € NMPOTHBOMOKA3aH MPH TeAKKO YepHOoAPOOHO yBpexkaaHe (BxK. Touka 4.3).

Cmapuecka ev3pacm
He ce Hanara xopekuys Ha Jo3aTa [PM NAaLHEHTH B CTapyecKa Bh3pacT ¢ HeHapyllueHa
O0rOpeuna/uepuoapobHa PyHKLHA.

HHeouampuuna nonyaayun
To3un nekapcTBeH NPOOYKT € MPOTHROMNOKAa3aH MPH Jelia K I0HOLWH nod 15-roguuiHa Bb3pact (BK.
TouKa 4.3).

[IpoABLIKMTETHOCT HA TEpANUATa
Bw3pacmuu

JlekapCTBEHHAT NPOAYKT HE TpAOBa Aa ce mpueMa 6e3 KOHCyATauus ¢ AeKap MoBEY€E OT 3 LHH MPH
JeHeHHUE Ha BUCOKA TEMIIEpAaTypa U 5 THHU NpH JedyeHHe Ha Donka.
FOnowu nao 15 200unu

JlekapcTBEHMAT NMPOAYKT He TpAOBa ga ce npueMa 6e3 KOHCyNTauus ¢ AeKap noseye oT 3 AHH B
C/lyyaii Ha NeuyeHHe Ha BUCOKa TeMneparypa v 0oJika.

HauyuH Ha NpUIOXKEHHE

[lepopanHo.

EdeprecuentHaTa Tabnetka TpabBa aa ce pa3TBOpH B Hailia TOMNA BOAA M Pa3TBOPHT Aa Ce U3NUe
BEHara ciae/] MpUroTBAHE.

4.3 IIpoTnBOonoKa3ZanHA

. CBpPBbXUYBCTBUTENHOCT KbM AKTHBHHTE BEILIECTBA WIH KbM HAKOE OT NMOMOUIHHTE BElLECTBA,
M30poeHu B Touka 6.1.

. 3aKpUTOBIBbIHA IIAYKOMa.

. [TauHEHTH C PHUCK OT peTEHLIMA Ha YPHUHA, CBbP3aHO C HAPYLUEHHUE B CETMEHTa Ha ypeTpara,
npeMUHaBalll Ipe3 npocrarara.

. [TauneHTH, NpHEeMalli HHXHOUTOPH Ha MOHOaMHUHOOKceuaasaTta (MAQ) B MOMEHTa WM nipes
NOC/JE€AHUTE OBE CeAMHLIH.

. Jleua ¢ 10HOMWM noa 15 roanHu.

44 Cpneunanns npeaynpexacHHA H NpeANa3HA MEPKH NPH ynorpeda

Crneyuanuu npedynpesicoenun
Bw3pacmuu

B cnyuaii Ha BUCOKA UM MEpCUCTUpALIa TEMIEPATypa, HayanHa OaKkrepuanHa cynepu
MEPCHCTHPALIM CHMITTOMH Clied 3 OHH B CIydyaH Ha TpecKa M S IHH B ciTy4ait Ha Gon
TpAOBa Aa Obje npeoLeHeHa.
FOnowu nao 15 zoounu




MauueHTbT TPAOBA Ja ce KOHCY/ITHPA C JIEKap, ako cliel 3 JHU Tepanus He ce€ YyBCTBA [10-100pe UK
aKO CHCTOSHHETO MY Ce BJIOILH, TepanuaTa TpAOBa aa Obae npeoLeHeHa.

ANMONY3HH ChbIbpxa napaueramon. 3a aa ce uiberde pUCKbT OT MPEAO3UPAHE, NMTALIMEHTHTE TPadBa
na 6baaT NOCHLBETBAHH 1a HE ITPHEMAT JEKAPCTBEHUS TIPOAYKT €AHOBPEMEHHO C IPYTH JIEKApPCTBA,
ChABPKALLM napaueTamon. [Ipego3npaHeTo Ha napaleTaMon MOXeE Ja NMPUYHHH YepHOapoOHa
HEeOCTATHLYHOCT, KOATO MOXKE J1a HANOKY YepHOApOOHA TPAHCIUIAHTALMS WK la 10BeAe 10 CMBbPT
(Bx. Touka 4.9).

IMTapauetamos MOXe Aa ObJie XENaTOTOKCHYEH NPH 1034 MO-BHCOKHU OT 6-8 g AHeBHO. YepHoapoOHO
YBpEXIaHe MOXKE a Bb3HUKHE OPH ITPU MHOTO NO-HUCKH J03H, KOraTo ¢e npuemMa € fHOBPEMEHHO ¢
aNKOXO/, HHAYKTOPH Ha YepHOAPOOHH €H3UMHU WUIN APYIH XeNaTOTOKCHYHH JIEKapCTBa, HaMp.
Muxubutopu Ha MOHOaMUHOOKCKAa3aTa (Bx. Touka 4.3).

Puck®T OT Npeno3npaHe H/HUIIM XEMaTOTOKCHHYHOCT C€ MOBKLUIABA NPH NALMEHTH:

. C JIEKO A0 YMEPEHO YepHOAPOOHO YBpeXaaHe, BKITIOUHTEIHO YEPHOAPOOHA HEAOCTATBYHOCT,
KOSTO HE € NPUYHHEHA OT AKOXO0/IHA UHPO3a, cCuHApoM Ha Gilbert (pamuiiHa HeXeMOJIHTHYHA
X BATEHHLA),

. C HUCKO HUBO HAa FIYTAaTHOH, HAMNp. CHIHO HEJOXPAHEHH, C AHOPEKCHA, C HUCBK HHAEKC Ha
tenecHa Maca (MTM), nauuenTy ¢ yBpexaaHe,

. NeXUIpaTUpaHm,

. pPEAOBHO MHEILH ANKOXO0N,

. CBbC CETCHC.

Vnorpe6aTa Ha napaLleTaMost MPH Te3H ChCTOAHUS MOXKe [a YBEIHYH PHCKA OT MeTabonKuTHa aunao3a.

IIpednasnu mepku

[Tapaueramon TpsOBa Aa ce NMpuiiara ¢ MOBHUICHO BHUMaHHE NPH NMAaLUWEHTH ¢ yBpeaeHa 0b0peyuna
bYHKUMSA, OCTBP XEMATHT, NIHOK030-0-pocdaT AeXuaporeHa3Ha HEJOCTATLYHOCT, XEMOJIHTHYHA
aHeMHUs ¥ JePHUNT Ha MeTXEMOTI00MH peayKTasa.

[lopaau puUCK OT XHNEPTOHKUYHA KpU3a, IEKAPCTBEHHAT NMPOAYKT € MPOTHBONOKAa3aH NPH NalUEHTH,
npueMalld HHXHOMTOPH Ha MOHOAMHHOOKCH1a3aTa B MOMEHTA WITH TIPE3 NOCAEIHHTE NBE CEIMULIH
(BXK. TOuKkH 4.3 u 4.5).

ANKOXONBT 4 ceJaTUBHHTE cpeacTBa (ocobeno bapbuTypaTute) TpaOBa Aa ce H30ArBaT No Bpeme Ha
NEYEHUETO, Thil KATO T€ MOBHILIABAT CEAATHBHHUA e(PEKT HA AHTMXHCTAMHHHUTE, KOETO MOXE Na
[OBAKUsAE Ha CMOCOOHOCTTA 33 wodupaHe U padoTa C MALUHHH.

ITo BpeMe Ha JeyeHHETO TpaOBa Aa ce U30area ynorpedara Ha ajIKoXo!l U JIEKApCTBEHH MPOAYKTH,
ChbAbPIKAILHN AITKOXOJ.

TpaOea na ce BHUMaBa NMpH NaLMEHTH ¢ OPOHXHAJIHA aCTMA WK XPOHHUYHA 0OCTpYKTUBHA Benonpobna
00JIECT, CbC CHPAECHHO-CHAOBH 3a00NABaHNS, XUNEPTOHHA, XMNIEPTUPEOUINUIBM H OOCTPYKLIHA Ha
CTOMALUHHUA H3XO/.

CpobuienH ca cayyad Ha MeTaDonuTHa auuao3a ¢ ronsama aHuoHHa npasauHa (HAGMA), asnkawma
ce Ha NMHPOrYTAMKHHOBA al[M]103a NPH NMALHEHTH ¢ TeXKO 3adongBane KaTo TexkO OBOpeuHo
YBPEXKIAAHE M CETICHC, WK NIPH NMAUMEHTH ¢ HEAOXPaHBaHe UIIH € APYTd UITOYHHULIM Ha JEQHLIUT Ha
rMYTAaTHOH (Hanp. XpOHUUYEH AIKOXONH3IbM), KOUTO ¢a JIEKYBaHH C napaLeTraMoln B TepaneBTHYHA 1034
33 NPOABLJKUTENIEH NEPUO WK KOMOMHALIWA OT AapaueTaMmos U GJIyKJIOKCAUUIUH. AKO ce n
HAGMA nopaau nuporiyraMMHo8a aluao3a, Npenopbiea ce HezabapHO NMpeKpaTaBaHe
napaueramMon M BHHUMarenHo HabmoneHne, MamMepBaHeTO Ha 3-OKCONPONYH B ypUHATA
MONE3HO 3a UACHTUPHLIMpPaHe HA NUPOTAYTAMUHOBA alIHA03a KATO OCHOBHA MPHYMHA 3
MALHEHTH C MHOXECTBO PUCKOBH (PAKTOPH.




Hampuu

Tosa nekapctBo ceabpxa 254,5 mg (11,06 mmol) HaTpuit B enHa edepsecueHTHa TabneTka,
€KBUBAIEHTHO Ha 12,6 % ot npenopburtennus ot C30 makcumanieH JHEBEH NMpUEM OT 2 g HaTpHii 3a
BB3PACTEH.

Tosa TpabBa na ce MMa NpeaBKA OT NALMEHTUTE, KOUTO Ca Ha IHETA C KOHTPOJIHPaH NPHEM Ha
HaTpH.

Hzomanm

Tosa nexaperso cuabpxa 799,00 mg (2,32 mmol) u3omanr B eaHa edepBecueHTHA TA0NETKA.
[lanyeHTH ¢ peaKkH HacAEACTBEHH NMpobaeMH HA HEMOHOCHUMOCT KbM (GpyKTO3a He TpAOBA a NpUeMar
TOBA JIEKAPCTBO.

[ moko3a (6 cocmasa na marmooexcmput)

[TanMeHTH ¢ psaika rOKO30-rajlakTo3Ha manabcopbuus He TpabBa 1a npueMar ToBa JIEKapCTRO.

4.5 B3aumoaeHCcTBHE ¢ APYIH JI€KAPCTBEHH NPOAYKTH H APYrH GOpME Ha B3auMoJelicTBHe

CBBp3aHY ¢ HUTHYHMETO Ha X1opdeHaMUHOB Manear

IIpomugonokazanus 3a eonospemenna ynompeba (Moan, eudxcme mouxka 4.3):

. xJIOp(eHAMHHOB ManeaT MOXKE Ja B3aUMOJeHCTBa C HHXHOWTOPHTE HA MOHOAMMHOOKCHAA3aTa
(MAQ), npyemanu npes nocaeJHUTE JBE CEAMHLM, OT €JHa CTpaHa nox dhopMara Ha
MOTEHUMPAHE KW/ MW YAb/DKABAHE HA aHTUXOMMHEPrUiHATa aKTHBHOCT Ha XiopdeHaMMHa U
Harlp. MOBHUIIEHO KPBBHO HAMATAHE, KAKTO K MPOSBEHA CEPOTOHKHOBA TOKCHYHOCT, NPOABABAlllA
ce noJ opMara Ha CEpOTOHWHEPrHueH CUHAPOM (HanpuMep BB30yaa, NoBHLIEHA

TEMIIEPATYpa).

Henpenopvyumennu xombunayuu (6ac. mouxa 4.4.):

. AJIKOXOJI: AJIKOXOJTBT 3aCHUNBA CEJAaTHBHUA €(EKT Ha MTOBEYETO AHTHXHCTAMHHH — AHTATOHHUCTH
Ha H; peuentopure. HapyuieHata 6AMTENTHOCT MOXKe J1a TTOBJMSIE HA CMOCOOHOCTTA 32
wodupaHe 1 paborta ¢ MaliMHKU. Tpabaa na ce H30ATBA KOHCYMaLMATA Ha ANKOXOMHH HAMUTKY
1 JIEKAPCTBEHU NMPOAYKTH, ChAbpPiKALLH ATKOXOI.

. APYTH CEAATHBHH CPEACTBA: ONMHOHAH (AHAINETHUM, aHTUTYCUBHH U 3aMECTBALIlA TEPaNui),
HeBpONENTHLH, OapOUTYpaThH, 6eH300Ha3ENHHH, aHKCHOIHTULM, pPa3IMYHH OT OeH30Ha3eNHHM
(Hanp. MenpobaMar), XMNHOTHLIK, CEAATUBHH aHTHIENPECAHTH (AMUTPHITTHIIHH, JOKCENHH,
MHAHCEPHH, MHPTA3aluH, TPHMHIIPAMHUH), ceaTHBHU H| aHTHUXHUCTAMHHH, LEHTPaIHU
AHTUXHUIEPTOHHYHH CpeacTBa, OaknodeH U TANHIOMU,
3aababo4aBar JenpecHs, 3acCHIIEHO IOTUCKAaHe Ha LIeHTpa/iHaTa HepBHa cuctema. Hapyuenara
6AUTENHOCT MOJXKE [1a [IOBAHMAE Ha CNOCOOHOCTTA 32 wodHpaHe U paboTa ¢ MaLIHHH.

. APYTrd aHTUXOJIMHEPrHYHHU NPOAYKTH: AMHIIPAMUHOBH aHTHUAENPECAHTH, noseueTo H-
AHTMXHCTAMHHH, AHTUXOJIMHEPrHYHH AaHTUMIAPKUHCOHOBH JIEKAPCTBA, aHTHXOJIMHEPTrHYHH
CNAa3MOJIUTHLIM, AU3ONMHPAMK], (PEHOTHAZHHOBH HEBPONIENTHLH, K/103aMuH.

JIOTBJIHUTETHH AaHTUXOMMHEPrUMHHU HEXXEMaHW PeakUMH KaTo 3aIbpXKaHe Ha YPHHa,
KOHCTHUMALIUA, CYX0Ta B yCTaTa.

XnopjpeHaMHHBT MOXKE Ja MPOMEHH Pe3yATaTUTE Ha KOXKHHA anepreHeH tect. [Ipenopnusa ce
NEKApCTBEHUAT MPOAYKT Aa HE C€ MPHeMa NMOHe 3 JIHH NPeAn KOXKHKUTE TECTOBE.

CB’prﬂHH C HATHYHETO Ha MapalcTaMoll

IIpomueonorazanus 3a eornospemenna ynompeba (Moas, euxcme moyuxa 4.3).
. [lapaueramon, ¥3non3eaH ¢ HHXUOUTOPY HA MOHOAMHMHOOKCHIA3aTa, MOXKE Ja
BB30Yy/Ja U BUCOKA TEMNEpaTypa.

RDMﬁHHﬂQHH, HIUCKBAWU ROBUILIERO BHUMAOHRUE.




. CanvuunaMuabLT yBEnUWYapa BpEMETO 3a €/IMMMHHpaHE Ha napatietaMoia.

. PudaMnHuuH, aHTHeNHNENTHLH, 6apOUTYPOBH XUMHOTHLIM M APYTH JIEKApPCTBA, MHAYLIMpaLLH
MHKPO30OMaJTHH €H3NMH, KAKTO U €JHOBPEMEHHHSA NMPHUEM HA JIPYTH XeNaTOTOKCHYHH BELIECTBA,
BKJIIOYHTENHO aNKOXO0J, MOraT Ja MOBHIUAT PUCKA OT YEPHOAPOOHO YBpEkKIaHe, KOTaTo ce
NPHIAraT eJHOBPEMEHHO C NapaLeTaMol.

. [TapaneraMoNBT MOXKE 1a HAMANH EJIMMHHUPAHETO Ha 3UA0BYAMH, KOETO BOAK A0 NPEKOMEPHA
€KCMO3ULMA HA 3UIOBYAHH H MOBHILIEH PUCK OT TOKCHYHOCT HA 3WAOBYAHH, Hanp. noa ¢opmara
Ha HEYTPONECHHA H KaTO LIANIO NMOBUILIABAHE HA PUCKA OT XENAaTOTOKCHYHOCT NMOpaau
€AHOBPEMEHHATA yNnoTpeda Ha 3MA0BYANH U NapaleTaMoll.

. KodenHbT noTeHUHMpa aHAIFETUHHHTE K aHTUNMPETHYHHTE eekTH Ha napaleTamona.

. EnHospeMeHHa ynotpeba Ha BUCOKHM 103H NapaleTaMosl U HECTEPOHIHH NPOTHBOBL3NMAIMTE/THH
cpeacTsa (Hanp. HOypo(deH, aneTHICATHIKIIOBA KUCENHHA) MOXE Ja MOBHIIM PHCKA OT
O0BLOpeuHO yBpeXaaHe.

. EasospemenHata ynorpeba ¢ aueTwicanduMIoBa KUCETMHA H HECTEPOMIHH

[POTHEOBBINAIHTEIHH CPEACTBA MOXKE ChLIO Aa MOBHLIM PUCKA OT peaKiHH Ha
CBPBXYYBCTBHTEJIHOCT (ITPH MaLMEHTH ChC CBPBXUYBCTBUTEIIHOCT KbM HECTEPOHUIHU
MPOTHBROBLINAIMTE/IHH CPEACTBA B H30JIMPAHH CyqaH 3a MmapaleTamol ¢a cChoOLLeHH
OpoHXOCNa3MH), MOJKE JIEKO A3 NMOBHMILLH [U1a3MEHATA KOHLEHTPALHUA Ha aLETHICATHUAIOBA
KHCENMHA U ia 3aCWIH BpeAHus ePEKT Ha alETHUICATHLIMAOBATA KHCETHHA BbPXY CTOMAILIHO-
ypeBHUA TPaKT U OBLOpenLuTe.

. [lapaueraMonsT NOBHILIIABA eeKTa HAa MEPOPATTHUTE KYMAaPHHOBU AHTHKOATYJIAHTH.,

. [losnusra pesynrtaTure ot 1abopaTopHHTe TecTORE: [IpHemMa Ha napaueramon Moxe 1a
[MOB/IMAC BbPXY pe3yITaTHTE NPH ONpPEACNIHe Ha HUBOTO Ha MHKOYHA KHCETMHA B KPBBTA 110
METOAa ¢ (ocho-BonppaMoOBa KHCEIHHA, KAKTO M 110 METO/Ia 3@ aHAIH3 ¢ IVIIOKO300KCHA33,

nepokcHaasa.

. HoMNepUIOH H METOKNIONpaMKU] MOFaT Ja yBenu4vat abcopOuMATa Ha MapaneTamoll.

. XonecTUPaMHHBT MOXKE [1a Hamallk abcopOLMATA Ha NapalETaMoll.

. [Ipo6enHeuna MoKe Aa HAMANM KNTUPBHCA H EIMMHHUPAHETO HA NapaleTaMoll.

. [lapaLeTamoJTbT MOXE 3 NOBUILM IU1a3MEHUTE KOHLUEHTPALKHH Ha XJAopaM(eHHKoI.

. [lapaLieTaMONBT MOXKE NMOTEHUHAIHO Aa NMOHWKH MIA3MEHUTE KOHLIEHTPALUHWH HA JIAMOTPH)KHH,
KOETO BOJH 10 MO-HUCKA €HKACHOCT Ha NAMOTPHXKHH, HAMp. MPH NMALHEHTH C SIMHIENCHA.

. TpsbBa Aa ce BHMMAaBa, KOraTo MapaLeTaMoJi ce U3MNO/3Ba eAHOBPEMEHHO ¢ (DIYKIOKCALHIHH,

ThH KaTo MapaleNHUAT NPHEM € CBbP3aH ¢ MeTaboNIMTHA aLKMa03a ¢ rojliMa aHHOHHA NMpa3sHKHa

opaay NUPOr1yTAMHHORBA allMR03a, 0COOEHO NPH NALNEHTH C PUCKOBH PakTopH (BXK. TOUYKA
4.4).

CBLPSHHO C HAITHYHUECTO HA HGKDPGHHOBB KHCCJIHHA

Kombunayuu, uzucksauiu noSUEHO GHUMANUE.

. AckopOMHOBATA KHCEIMHA MOXKE Aa HaMaK €(DUKACHOCTTA Ha BapdhapKrH ¥ M1a3MeHaTa
KOHUEHTpauus Ha (ay¢eHasuH.
. AckopOHHOBATA KHCENMHA MOHWKAaRa HUBOTO Ha pH Ha ypuHarta, KoeTo MoKe J1a NOBIMsIe Ha

€TUMUHUPAHETO HA APYIH NIEKAPCTBA, ITPU €AHOBPEMEHHOTO HM NPHJIOKEHHE.
4.6 DepTHIAHTET, (PEMEHHOCT H KbpMEHe

bpemMeHHOCT

TOKCHMMHOCT Ha napauetaMmon. EnuaeMHONOruuBUTe NpoyUuBaHus BLPXY HEBPOPAa3BHTH
H3N0’KEHH Ha napaleTamMo in utero, NOKa3BaT HeyOeAUTETHN PE3YITATH.

HpﬁquaHHﬂTﬂ [MPpH ) KHBOTHH Cd HEAOCTATHYHH N0 OTHOLWEHHE HA PENPOAYKTHBHATA




Annduy3uH He TpaOBa Aa ce npunara no BpeMe Ha O6peMEHHOCT, NMOPaAM HATTMYUETO Ha
xJioppeHaMUH.

KtpmeHe

[Tapaueramon ¥ ackopOMHOBA KHCENnMHA Ce €KCKPEeTHPaT B KbpMaTa. Benpeky ToBa, HAMa ChoO1EHHS
3a BpeHH eEKTH BLPXY KbpMEHHTE HOBOpoaeHH/6ebeta. He e usBecTHO ganu xyopheHaMHHDBT U
HEroBHTE METabOHTH Ce eKCKPETHPAT B KbpMaTa. AnMUQy3ud He ce Npenopbysa Nno BpeMe Ha
KbpMEHE, IOPaAH HATTHYHETO Ha XsiopdeHaMHH.

DepTHaUTeT

[IpoyuBaHHATa NPH KUBOTHH HE MOKA3BaT BpeOHH ePEKTH Ha rnapaueraMo, XJiopeHaMHHOB MaleaT
WK acKopOMHOBA KHCeNlMHa BbPXY (PEPTUITHTETA.

4.7 Ed¢exTH BbpXy cCnoco0HOCTTA 3a o HpaHe B padboTa ¢ MAIIHHH

To3u nekapcTBeH NpoOAYKT MOBIMABA B 3HAYHTEIHA CTENeH cnocobHoCcTTa 3a wodKpaHe # pabora ¢
MaLLIMHH NOPAJH Bb3MOMXKHH HEXEJIAHHU PEaKLUMH - CHHIHBOCT, 0c00EHO B HAYAJIOTO Ha J€UEHHETO.
To3u edexT MoOXKe Ja ce 3aCUIH, aKO NALWEHTHT €HOBPEMEHHO YNOTpeOsBa alIKoX0J1, MpUeEMa
JIEKapCTBa, ChAbLPKAUIN ATKOXO0N UM CEAaTHRH.

4.8 Hexenanu JJeKapcTBeHH PeaKIHH

HexenaHute nekapcTBEHHM peakUUH ca KnacuGUuUpaHu crnope YeCTOTaTa Ha TAXHATA MosABa: MHOTO
yecTH (=1 / 10), uectn (=1 /100 go <1/10), nevecru (=1 / 1000 oo <1/100), peaxu (= 1/ 10000 mo <1/
1000), mHoro peaxy (<1 / 10000), ¢ HenzsecTHa YyecToTa (OT HATHMHHUTE AaHHH HE MOXeE J1a Obae
HanpaBeHa OLICHKa).

HexenaHu PCaKUHH CBhP3aHH C NapalcTaMoJl

CHCTEeMHO-OpPraHHH KJACOoBe YectoTa Hexenana peakiuus

HapyuieHus Ha KpbBTa U Penkwu HexeMonuTHHHA aHEMHA, KOCTHO-MO3bYHA
nuMpHaTa cucTema Aenpecusi, TpomboLMTONEHHS

Cb0oBH HapylUEHHS Penxu Enem

CroMawHO-4YpeBHH Hapyweuns | Peakn OCTBbp H XpOHHYEH NMAHKPEATHUT,

xeMoparus, abaoMyHanHa 6onka, aHapus,
rageHe, MOBpPbLIAHE

XenatToOunHapHu HapyileHus Peaxu YepHoapoOHa HeAOCTATHYHOCT,
YepHOApOOHa HEKPO3a, KBITEHHULIA
HapyiueHusa Ha KoKaTa Peaku [1Ipypuryc, obpus, uanoTasaHe, mypypa,
NOoAKOXKHATa ThKaH aHrMoeeM, YpTHKapHs
MHoro penx Toxcuyna enuaepMaiHa HEKPOJINH3a

(cuHapowm Ha Lyell), 6yno3ua eputema
MyJTHdopMe (CHRAPOM Ha Stevens-
Johnson), ocTpa reHepanu3npaHa
€K3aHTEMATO3HA TyCTY103a

Hapymenna Ha 6n0peuure u MHoro peaku Hedponarum v Tybynonatuu
NMAKOYHHTE MbTHIIA

Hapywenus Ha Mmetabonuama v | C HensBecTHa MeTtabonuTHa anKao3a ¢ roagMa
XpaHEHETO YecToTa npa3HUHa

Onucaduve Ha U3bpaHu HEXeNaHH peakiliH




MeTabonnTHa aungo3a ¢ rojiaMa aHHOHHA Npa3HUHA

Cnydyan Ha MeTaboNMTHA aUKM03a ¢ rofsMa AHHOHHA Npa3HUHA, ABJDKAILLA Ce HA ITMPOrIyTaMHHOBA
aLMa03a, ca HabnoaaBaHU NMpU NAUKUEHTH ¢ PUCKOBH (aKTOpH, U3NOJI3BAlIM NapaleTaMol (BXkK. TOYKa
4.4). I1py Te3n naLMEHTH € Bb3MOKHO A2 Bb3HUKHE MHUPOryTaMHHOBA allMA03a BCJICACTBUE HA HUCKH
HMBA HA IMYTATHOH.

[lapanieTamon € YeCTO H3MOI3BAHO JIEKAPCTBO H JOKIIAINTE 32 HEXE/TaHH JIEKAPCTBEHH peaKLUH ca
peakyd U OOMKHOBEHO Ca CBBP3aHH C MPeAo3UpaHE.

JloknaaBaHH ca H30JIHpaHHU Ciiydau Ha epuTeMa MyNTHPOPME, OTOK Ha NTApHHKCA, aHA(WIAKTHYEH
LWIOK ¥ CBETOBBPTEXK.

HedpoTokcHuHOCTTA € pajaka 4 He € Ouna JoKIaaBaHa BbB BPb3Ka ¢ TEPANEBTHYHH N03H, OCBEH Clleq
NMPOABLIKKTENHA yroTpeda.

Hexxenanu PCaktUHuH CBLP3aHH € XJTOpQOEHaMHH

(I)apmamﬂoruqﬂme XApPAaKTCPpUCTHKH HA XJ'le(bEHaMHH BOJOAT A0 HCKCJTaHH JICKAPCTBCHH pCaKLIUH,
KOHUTO Ca J0303dBHCHUMH.

Cucremuo-oprannu Kiacose | Yecrora _| Hexestana peaknns
Hapyuienus Ha KpbBTa U Peaku HapyweHa KpbBHa KapTHHa
AMMOHaTa CUCTEMA (arpaHyaoLMTO3a, IEBKONIEHHA,

arv1acTHYHa aHEMHA HIIH
TPOMOOLIMTONEHHA) CBC CUMITTOMH KaToO
HeOOHUaNHO KbpPBEHE, BB3MAJIEHO BP0

MK YMopa
Hapywienus Ha UMyHHaTa Penku Peakumu Ha CBPBLXYYBCTBUTETHOCT,
CHCTEMA aHaMIAKTUYHH peakuuH {KalTuLa,

3aTPYQHEHO MperabiiaHe, TaXHKapaus,
NPYPHTYC, OTOK Ha KIE€NaynTe UK B
00J1acTra OKONo OuUHMTE, MULETO, €3HKA,
AMCITHESA, YMOpa U Ap.),
(hOTOYYBCTBUTENHOCT, KPHCTOCAHA
YYBCTBUTETHOCT KbM JIEKAPCTBA OT

_ nonobeH Knac

HapylueHus Ha HepBHaTa Yectu IloTckaHe Ha LIEHTpanHaTa HEPBHA
CUCTEMA CHCTEMa noA ¢opMaTa Ha CbHIIHBOCT,
raieHe U MyckyJina cnaboct, KOMTO npu
HAKOHM MAaUHEHTH H34E3BaT cief 2-3 JHM
JlevyeHue; NMueBa AMCKUHE3UA, HapyllieHa
KOOpAHHALMA (CKOBAHOCT), TPEMOD,
IapecTe3us

Penku [Tonsakora napagokcanHa sb30yna,
0cO0O€HO KOraTo ce M3non3sa BbB BHCOKH
03 NpH Jeua Wi nauueHTH B
CTap4eCKa Bb3pacT, MPOABABAllla CE C
TPEBOXKHOCT, O€3CHLHHUE, HEPBHOCT,
XaMOUMHALMH, ChpUEOHEHE W KOHBYICKHIE—

HapyuieHua Ha ounTe Yectu 3aMBIrIeHO WM ABOKHO BHXKAAHE m
(AMmIonMs)

HapyiwueHus Ha yXOTO U Penku Tunurtye, ocTbp NaOUPHUHTHUT E |

NabUpHHTA =




CbpaedHH HapyLIeHUd Penxu OO6wwo npu npeao3upane: apUTMHH,
CbhpLeOHeHe, TAXHKapAHS

CbaoBY HAapyLUEHHA Penxu XHIIOTOHHS, XUIIEPTOHHS, €AeM
PecninpaTopHH, rpbAHH H Hectu CyxoTa Ha HOCHaTa JIMraBHLIA M TBPJIOTO,
MEOHACTUHATHH HapyUleHHs CYXOTa Ha JiIHraBHuara

Peaku CTtiaraHe B rbpauTe, XpHIIOBE
CTomalHo-4peBHH YectH Cyxora B ycTara, 3aryfba Ha anerur,
HapyUIeHHA HapylIeHUda Ha BKyca U OOOHAHUETO,

CTOMaLIHO-YPEBHU HApYyWIeHHA (raaeHe,
[OBPLLUAHE, AWApHA, 3aleK,

abnoMuHanHa 6051Ka), KOHTO MOrar Aa
OLAAT HAMAICHH, TIPH NPHEM C XpaHa
XenatoOunuapHu HapylieHna | Peaku Xonecrasa, XenaTuT WIH APYTH
YepHOAPOOHH HapyuIeHUs (BKIIIOUYUTENTHO
OOJIKM B FTOPHATA YacT Ha KOpeMa WM
abomMuHanHa 601Ka, TbMHAa YPHHA W Op.)

HapylieHus Ha koxara W Yecru [IpexoMepHo H3noTsaBaHe

MOAKOXKHATa ThKaH (XMnepxuaposa)

Hapyiuienus Ha 6v0peunTe Yectr Petenuud Ha ypuHaTa WHIH 3aTPyAHEHO
MUKOYHUTE NbTHLIA ypHHHpaHe

HapyuieHns Ha Penku EpexrnnHa nuchyHKUMA/MMIIOTEHTHOCT,
Bb3MIPOH3BOAHTE/IHATA KbpPBEHE MEX1Y MEHCTPYALIUHTE

CHCTCMA H l"bPI.[ﬂTa

CobobuiaBaHe Ha MOAO3HPAHH HEXEJIAHK peakiiHK

Cbo0LIaBaHeTO Ha NOAO3KPaHH HEXEaHH peakLivy cilell pa3pelliaBaHe 3a ynotpeba Ha JieKapeTBEeHH
MPOAYKT € BakHO. ToBa nNo3posisiBa Na NPOAL/IDKH HabTIOACHHETO Ha CHOTHOLIEHHETO MOJI3a/pUCK 3a
JIEKAPCTBEHHA MPOAYKT. OT MEAHLIMHCKHUTE CMIELIMAIUCTH C€ M3KUCKBA a ChoOLaBaT BCIAKa
MOJO3UpaHA HeXeNaHa peaKLHa Ypes:

HM3msnHuTenda areHuus 1o JekapcTpara,
yi. "lamad I'pyes* Ne 8,

1303 Codus,

ten. +35 928903417,

yebcait: www.bda.bg.

4.9 TIIpeao3znpane

CUMITOMU CBBp3aHu ¢ XJopdheHaMuH
IIpeno3upanero ¢ xnoppeHaMKH MOKe Na NPEAU3BHKA: KOHBYJICUH {0cOOEHO NpH Aeua), HapyleHue
B Cb3HAHUETO, KOMA.

CHMITOMMU CBBP3aHH C NApaLeraMol

PHCKBT OT HHTOKCHKALIMA C MapaleTaMon Bb3HMKBa 0cOOEHO MpH NalLHeHTH B CTApUecKa Bb3PacT
MAaJIKH Jeta (Hai-4ecTUTe NMPHYHHHM Ca A03H MO-BUCOKH OT MPENOPbYAHUTE U CITy4YalHO OTpaBsHE);
TE€3H OTPABAHMUA MoraT Ja Obaar aTanHu.

[TaunenTHTe He TpAOBA Na NpHeMaT €IHORPEMEHHO APYrH JIEKAPCTBEHH NMPOAYKTH, ChIbPKALLH

cnaboct. Te3u nMpu3HaUuM ¥ CUMITOMH MOTaT [1a OT3BYYaT Ha CJIeABallMA I€H, BBIPEK
ce pa3BHBa YepHOAPOOHO yBpexaaHe, CAMNTOMHUTE Ha KOETO MOXKE Aa BKJIIOYRA pa3ay
EMUracTpUyMa, peUHANBH OT FaICHE U KBITEHHLA.
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[Ipuem Ha noeeue ot 10 g napaneramon npu Bp3pacTHK WK 150 mg/kg TenecHo Terno npu Jeua B
€IMH [IpUEM TNIPEAU3BHKBA TbJIHA H HeoOpaTHMa HEKpPO3a Ha MEPHOAPOOHHTE KIIETKH, BOIELA 10
YepHOAPOOHA HEAOCTATBYHOCT, METAOOIHTHA aLUA03a, eHlledaionaTHs, KOETO MOXKE Aa JOBEE /0
KOMa M CMBpT . EfHOBpeMeRHO ¢ TOBa ce HabnioaaBa NOBHILABaHE HAa TPAHCAMMHA3UTE, J1AKTAT
J€XHApOreHa3aTa U NMOBHIIABaHE Ha OWiHpyOMHa ¢ HamansaBaHe Ha NPOTPOMOMHA, KOETO MOKE JIa CE
nosaBu 12 no 48 yaca caen nmpuema Ha napaueramonl.

Mepku 1pH npeao3HpaHe

[Ipn BCekn oTaesneH Ciiyyaid HAa €AHOKpATEH NPUEM Ha TapaLieTaMos B 032 OT 5 g WM nosede, Tpabsa
Aa ce rpean3BUKa MOBPLILAHE, aKO MOMTbLIAHETO HE € OMNo npeau noseue oT vac. Tpabea aa ce
npueme nepopaiHo 60 - 100 g akTuBeH BBINIEH, 33 NpeANOYMTaAHE Pa3TBOPEH BLB BO/A.

HapexxaHa oueHKa Ha TeKeCTTa Ha HHTOKCHKALIWA MOJXKE J1a Ce HAnpaBH B 3aBUCHUMOCT OT
KOHLICHTpALMATA Ha TapaueTaMosT B KpbBTa. Ta3u CTOHHOCT MO OTHOLLIEHHE HA BPEMETO, H3MHUHAIIO
ciel NpueMa Ha napaueTamMol, € LieHHa HHAHKALKMA 32 TOBA Ja/IH H KOJKO HHTEH3UBHO JICYEHHE C
aHTHAOT € HeoOX0aHMO.

AKO He € Bb3MOXHO Ja c€ onpeie/TH KOHLEHTPALMATA Ha NMapaLeTaMos B KPLBTA U [IPHETaTa n03a
[mapaueTaMo/ BEPOATHO € O1ia Bucoka, TpaOBa Aa ce NPUIOKH NO-KHTEH3HBHO JIEYEHUE C AHTUJIOT:
Ja ce Mpeanuuar 2,5 g METHOHHMH M Ja NPOoALJDKH JledeHHeTo B O0MHMLAaTa ¢ N-aueTHnuucTesH w/
WJIH METHOHHMH, KOMTO ca MHOTO €()eKTUBHH Npe3 nbpeuTe 10-12 yaca cieA HHTOKCHKAUMATA, HO
ChIIO TaKa UMa BEpOSTHOCT Aa ObaaT edekTHBHM cnen 24 vaca.

JleyeHHETO Ha OTpaBsAHE C NapaueTramos TpaOBa 4a ce NpoBex/a B O0NHHLA, B HHTCH3IHBHO
OT/JC/ICHHE.

JleueHHETO Ha NALIHEHTH C TeXKO YepHOApoOHO yBpekaaHe 24 yaca cnel npHema TpsaOBa aa ce
KOHCY/ATHPA C OTAENECHHUATA 0 TOKCHKOJIOTHUA WK XeNaTOTOKCHKOIOrUAL.

5. ®APMAKOJIOIMYHH CBOMCTBA
5.1 PapmMakoJHHAMHYHR CBOHCTBA

(dapMakoTepancBTHYHa rpyna: APyrH aHAITeTHUH U aHTHITUPETHLIM, aHHWIWIH, NapaleTaMor,
KOMOMHALHH ¢ H3K1. Ha ncuxonentium; ATC kox: NO2BES1

MexaHu3bM HA JeHCTBHE
JIeKapCTBEHUAT MPOAYKT ChAbpiKa TPH AKTHBHH ChCTABKH, YHETO KOMOMHMpPaHO AelCTBHE OCHIYypsBa
obnexuyaBaHe Ha OOLIHUTE MPU3HALM H CUMIITOMM Ha HACTHHKA M TPHIIL.

[Tapaueramon uMa aHanreTH4o W aHTHIUPETUYHO AeicTBUe. Upes nHxubOupaHe Ha
LIHKJIOOKCHI€HA3aTa, €H3WM, KOMTO y4yacTBa B MeTabonn3ma Ha apaxH0OHOBATA KMCEIWHA, TOH
NpeaoTBpaTsBa CHHTE3a Ha rnpocTtariaHaMHH B LeHTpaiHaTa HepsHa cuctema (LIHC). Tosa soau no
HaMaNaBaHe HAa YYBCTBHTENHOCTTA KbM MEIHATOPH KaTO KHHUHH U CEPOTOHHH U HAMANABAHE Ha
YyBCTBUTENHOCTTA KbM Oonka. Cnaja Ha HMBATa HA MPOCTAarJIaHAWHHY B XMIIOTANIaMYyca NpeA3BHKBa
aHTUNHpeTHYeH edekt. 3a pa3nyuKka OT aHANTETHULMTE OT rpynara Ha HECTEPOUIHUTE
npotusoBb3naiKTenHu cpeactea (HCIIBC), napaueramon He nosaussa arperauyuara Ha
TPOMOOLIMTHTE.

XnopdeHaMHH € NMPOU3BOAHO HA NPONHIAMHUH, KOHTO HHXUOUpa JeiiCTBHETO HA EHAOTE€HH
XycTaMHH vpe3 OnokHpaHe Ha Hy xucTamMmMHOBHUTe pelienTopy. TORa NpeaoTBpaTaBa CBh
XHUCTAMHH CUMNTOMHM KATO Ha3allHa ceKpelus, Chbpbex, KWXaHe M chi13eHe Ha ouuTe. U
aHTUXONHHEPruueH edPeKkT, HHXHOHUpaill, OTroBopa KbM aLETHIIXOIHH, KOWTO CE NPHYH
aKTUBHUPAHE Ha MYCKapUHOBHM pelenTopU. ToBa e AOMbIHUTENEH (PaKTOP 32 HAMAIAB
CEKpeLMaATa HA HOCHATa jiuraByua. XnopgeHaMuH, nogoOHO Ha MNOBEYETO aHTHXUCTA
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NOKONEHHUE, HMA CEAATUBEH U XUNHOTHYEH e(ekT. ToBa ACHCTBHE Ce TBJIKH Ha JECHOTO
npeMUHaBaHe npe3 KpbBHO-MO3bYHATA ODapuepa H BUCOKMA apuHUTET KbM H| XHcTaMHHOBUTE H
CEPOTOHMHOBUTE PELIENTOPH, Pa3MOIOKEHHU B LEHTpAIHATA HEPBHA CHCTEMA.

AckopOHHOBaTa KHCEIHHA NOITBbJIBA HYXAWTE Ha OPraHh3Ma oT ackopOMHoBa KucenuHa. Toii e
BOJOPAa3TBOPHM BHUTAMHH H MOLLIEH aHTHOKCHAAHT. ACKOpOHHOBATa KHCEIMHa € KOaKTOP Ha MHOTO
OHOTOrMYHH NpouecH, KaTo MeTabonn3Ma Ha GoMeBaTa KUCEIMHA, OKHCIEHHETO Ha
aMHHOKHCEIHHHTE, YCBOABAHETO M TPAHCNIOpTa Ha Xena30. Cbilo Taka € HeoOXoauM 3a
0bpasyBaHeTo, NOJALPKAHETO U Bb3CTAHOBABAHETO Ha MEXIYKJIETBYHOTO BELIECTBO. ACKOpOHHOBaTA
KHCE/IMHA € BaJKHa 3a 3aUlMTara cpellly MH(MEeKUMH, OT ChUIECTBEHO 3HAUEHHE € 33 HOPMAJTHOTO
¢byHxuuoHupaHe Ha T-muM@ounTHTE U 3a edekTUBHATA (harouMTHA aKTHBHOCT HA NeBKoLUTUTE. TA
CbLIO TaKa [IPena3Ba KJIECTKUTE H MOAEKYJIUTE OT OKHCACHHE.

5.2 PapMakOKHHETHYHH CBONCTBA

IlapaneTamodn

Abcopbuus

[Tapaueramon ce abcopbupa 6bp30 U MOYTH HAMBIHO Mpe3 racTPO-HHTECTHHATHHSA TPAKT.
MakcHMmanHHTE [U1A3MEHM KOHLIEHTPALIMK Ce JOCTUTAT ¢ciael okono 1 vac. [IpoasmxurensocTra Ha
aHAJINETHYHOTO JEHCTBHE € 4-6 yaca, a Ha AHTHNUPETUYHOTO AeicTBUE — 6-8 yaca.

PasznpeneneHue
[Tapaueramon 6bp30 1 paBHOMEPHO ce pa3npeaens B MOBEYETO ThKaHH. KoHueHTpauuuTe B KPHBTE,

CJIIOHKATA M I1a3MaTa ca cpaBHHMH. Cnabo ce cBbLp3Ba C 11na3MeHUTe NpoTeHHur (25-50% 8
TEpPaneBTHYHH J03H).

buotpaHcdopmaLms

[lapaneramon ce MeTabonuaupa B yepHus Apob. OCHOBHUAT MeTaboIMTEH BT Ha MapaleTamMo
(npubansurenno 90%) npu BL3pacTHU € KOHIOTMPAHE C TIIOKYPOHOBA KUCEIHHA U B MO-HHCKA CTENEH
ChC CApHA KHCENHHA (TO3M MTbT Hrpae No-3Ha4vMa posia npu Manku aeua/bedera). Cyndatupanero ce
HacHula Obp30 MpU J03H, NpEeBULLABALIM TEpaneBTHYHHUA AHana3oH. [To-Manko BaxkeH metabonureH
BT, 3acATaLl cucTeMara uuroxpom P 450, Boau A0 Npoy3BOACTBOTO Ha MEXIUHEH NPoayKT (N-
aneTi OEH30XHHOH HMHH), KOHTO NPH HOPMaHK ycnoBus ce obe3spexkaa Obp30 OT peayuMpaHus
rMYTATHOH H C€ €TUMHHHpA B YPHHATA CJIe]l KOHIOTHpaHe ¢ UWCTEHH H MEPKAITOMypPOBaTa KHCEIHHA.
Bpnpekyd ToBa, NPH MACHBHO OTpaBAHE KOJIMYECTBOTO HA TO3H TOKCHYEH MeTabONMUT Ce yBenKUana.

EnMMuHUpaHe

BHONOrMUHHUAT NOJIYKUBOT Ha napaueTamon € 2 10 4 yaca. [lapaueramon ce enMMUHUPA [NAaBHO Ype3
ypuHata. 90% ot npuerara no3a ce ekckperrpa npe3 6n0peunTe B paMKuTe Ha 24 yaca, raBHO KaTo
rimokypoHuaHH (60 Ao 80%) u cyndatiu koHtoratu (20 go 30%).

[Io-manko ot 5% OT NpHeTaTa 1033 C¢ SNMMMHHPA B HETIPOMEHEHA PopMa.

Dapmakoxunemuxa npu nayuenmu ¢ bvbpeyro yepexcoarne. nNpu cliyvan Ha Texka 66peuna
HEJAOCTATBYHOCT (KPEaTMHUHOB KIUpHHC No4 10 ml/min) exckpeuusTa Ha napaleTaMos U HETOBHTE
meTabonuTth ce 3abass.

@apmaxoxuuemuxa npu nayuermu 6 Cmapyecka eu3pacm. KOHIOralliiTta HE CC INMOBJ/IMABA.

XaoppeHaMHH

Abcopbuus
XnopdeHaMHH ce abcopbrpa noﬁpe OT CTOMAUIHO-4UpEeBHUA TpakT. MakcuManHara

MHHYTH CJIe IpyUeMa U npoabKasa 4 - 6 yaca.
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PasnpeneneHue
Pasnpeaenenuero Ha xsioppeHaMuH B ThKAHMTE H TEYUHOCTHTE HE € HAIThJIHO onpeaeneHo. Cnen i.v.

MPpHJICKEHHE MPU MALMEHTH, XJIOpPeHaMHH Obp30 U 00uHO ce pasnpenens. [Ipemiunasa npes
LeHTpanHaTa HepBHa cucrema (LIHC). Cnopen goxknansaHuTe ¢cb0o0unIeHHA, 00EMBT HA pasnpeRe/eHHE
Ha JIEKAPCTBOTO B CTALMOHAPHO ChCTOAHME cael 1V npunoxenue e cpeaHo 2,5-3,2 L/kg npu
BeapacTHH ¥ 3,8 L/kg npu geua. XnopdeHaMmuH ce pasnpesens B CIIOHKATA, JIEKAPCTBOTO H/HITH
HErOBUTE METAbONUTH U3IJIEIKIA C€ Pa3lPEAENIAT B MATKH KOMHYECTBA # B IbYKaTa. XnoppeHaMHH
ce CBbp3Ba NpuOAM3HTENHO 69-72% ¢ n1a3MeHnTe NPOTEeHHH.

buoTrpanchopManus
XnopdeHaMuH ce OHoTpaHchopmpa B YepHHA Apo0 B HEAKTUBHH AEMETWIMPAHH MPOU3BOIHH.

EnMMHHUpaHe
buonornyHusaT nosykuBoT € npubnuszutenHo 20 uaca. Okosno 50% ot NpveTaTa 403a ce eKCKpeTHpa

npe3 OLOpeuuTe B pamkure Ha 12 yaca ciiea npueMa noa gopMara Ha MeTabOJIMTH H B MajlKa CTEeMNeH B
HENMPOMEHEHa GopMma.

AckopOvnoBa KHCEIHHA

AOcopOuks

AckopOuHoBaTa KHcennHa ce abcopbupa 1odpe oT cTOMalHO-YPEBHHA TPAKT, [NIABHO OT ThHKHTE
yeppa. MakcumanHarTa riasMeHa KOHLICHTpaLMs ¢e A0CTUra 2-3 yaca ciel NpHeMa.

Paznpeaenenue

25% ce cBbp3Ba C MNIA3MEHHUTE TPOTEHHU; B HAH-TOJIEMH KOJIHYECTBA MPHCHCTBA B NEBKOLIMTHUTE H
TPOMOOUMTHH Qpakuun. CpeAHHTE pe3epBU Ha aCKOpOHHOBa KMCETHHA ca Manku okono 20 mg/kg
TeJIECHO TEerJ10; HAK-roJIEMH KOJIMYeCTBa Ce HATpYNBaT B HaAOBOpEeUHHTE HUle3M, JIMraBULNTE, YEPHHA
apo0, MO3BKa U JIEBKOLIMTHTE.

buoTtpancdopmaiius

AckopOHHOBaTa KMCENHHA € ChbEAMHEHHE ChC CHNHH PEAYUHPAIUH CBOlcTBa. B TstioTo 14 ce
TpaHcdopmupa B L-1exuapoackopOKBHOBA KUCENUHA Ype3 paauKaieH MEKIHHEH NPOAYKT, HapeyeH L-
MOHOJeXHApoackopbuHoBa kHcenuHa. Tesu Tpu dopMu cbeTarIABaT 0OpaTUMATa PEIOKC CHCTEMA HA
opraHuszma. AHHOHHMST paJiuKal He peardpa ¢ KUCI0po1a, HO JIECHO MPOHHKBA B KIEThUHUTE
MeMOpaHH U NpeHacs eOJHOBAJIEHTHH METalHH KaTUOHH, MNTaBHO HATPHI U KaTHiA.

CamMo0 MaJIkK1 KOJIHYECTBA aCKOPpOUHOBA KKcelIMHA ce MeTabonu3upaT 10 BbrepoaeH AHOKCH.

EnvuMuHHpaHe
AckopbHHOBaTa KUCENHHA CE eKCKpeTUpa IMaBHO Mpe3 Ob0peurTe KaTo cyNaTHH KOHIOTaTH WK

KaTo MeTabonuTH, OCHOBHO OKcasoBa kuceauHa. [Ipu npepuiiapaHe Ha 610peununs npar (njiasMeHa
KoHLEeHTpauMa = 1,4 mg%) ce eKckpeTupa HenpoMeHeHa ¢ ypuHaTa. AckopOMHOBaTa KMCEIHHA ce
EKCKpETHpa B KbpMaTa B KoJIu4ecTBO OT 1-10 mg%. 3arybure Ha Buramun C, oTaeneH ¢ norra, ca
rojieMy¥ M MoOrar Ja AOCTHrHaT 2 mg/uac rnpH Texkka du3nyecka padora.

5.3 IIpeaknAHEHYHH NAHHH 32 De300ACHOCT
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6. OAPMAIEBTHUYHHU JAHHH
6.1 CnHchbK HA IOMOIIHATE BellleCTBA

JInMOHEeHa KHUCETHHA

HaTtpues xuaporeHkapOoHar

Hzomant (E 953)

Makporon 6000

3axapuH Hatpuii (E 954)

Apomart Ha uMoH Tetrarome Lemon P 0551 987323:
LLapeBHYER MATTOAEKCTPHH {CBABPIKA IIHOKO3a)
apoMaTH3aHTH (NMMMOHEH, OeTa-NMHeH, LUTpa, raMa TEPIHHEH, JIMHAIO0) )
a-tokodepon (E 307)

Marue3nes cTeapar

6.2 HecbBMECTHMOCTH
Henpunoxumo.
6.3 Cpok Ha rogaocy

2 rOOUHH
CpoK Ha FOIHOCT ¢liel MbPBO OTRapAHe: 28 AHMU.

6.4 CnenHajanH YCJIOBHS HA CHXPAHEHHE

Ha ce cexpansasa noj 25 °C.
Jla ce cbxpaHABa B TUTBTHO 3aTBOPEHA OPUrHMHAJIHA OMAKOBKA, 3a [a ce Npearna3k oT CBETNHHA W Bhara.

6.5 BuaH chbABpPKAHAE HA OMAKOBKATA

[TepBHUHATA ONAKOBKA € UMTHHAPHYEH, 041 MOJIUMPONWICHOB KOHTEHHEP, 3aTBOPEH ¢ O4na
MNOJHETH/IEHORA KarnaykKa ¢ JeCHKaHT. [IspBuiHaTa ONakoBKa € OCTaBeHa 3aeIHO ¢ JIMCTOBKATA B
KaproHeHa KyTus. Bropuunara onakoska cbabpxka 10 (1 xoHreiuep) unu 20 (2 koHTelHepa) 6pos
edepBeCcLIeHTHY TabNEeTKH.

He BcHuky BHOOBE ONAKOBKU MOTaT Aa 6baaT mycHaTH Ha nasapa.

6.6 Chnenna/Iny nNpeanasHi MEPKH NPH H3IXBLPJIARE

HsMma crielanHv H3HCKBaHH4 3a H3XBBPIRHC.

7. TIPUTEXATEJI HA PAZPEIIEHHUETO 3A YIIOTPEBA

Natur Produkt Zdrovit Sp. z 0.0.
ul. Nocznickiego, no. 31

(01-918 Warsaw,
[Tonuia

8. HOMEP HA PASPEINIEHHETO 3A YIIOTPEBA

Per.Ne: 20220284
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9. JATA HA IIBPBO PA3SPEINABAHE/TIOJHOBABAHE HA PASPEHNIEHHUETO 3A
YIIOTPEBA

JlaTta Ha mbpBO pa3pewiaBane: 19.10.2022

10. JTATA HA AKTYAJIM3HPAHE HA TEKCTA

05/2025

13 -



