KPATKA XAPAKTEPHCTHUKA HA IIPOJIYKTA

SUHICTEPCTRO HA LPABEONAZBARETO

Dpuaomedne ki

paspewenize 32 ynotpedailt (-4 4 $°59 0% 109>
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1.THPT'OBCKO IME HA JIEKAPCTBEHHS IPOXYKT

CONVULEX 300 mg Capsules
KOHBVIJIEKC 300 mr.Kancymu

2. KONMHYECTBEH H KAYECTBEH CHECTAB

1 xancyna CONVULEX 300 mg ceappxa 300 Mr BaJInpoeBa KHcennHa
Crucsk Ha ITOMOITHHTE BEIECTBA — BIDK. TOUKa 6.1

3. JIEKAPCTBEHA ®OPMA

Mexku ¢TOMAMAO YCTOHYHBH KaLICYJIH.

OBaiHy, eHTepOCONBEHTHH, KeTaTHHOBY KaliCyJIH ¢ THMHO-PO30B IBAT H OTHEYATAHO BBPXY

Tax ,,3007 .
4 KJIMHWYIHN TAHHA
4.1. IToxazanus

Enunencun

Jlewenne Ha ITEPBHYHO IeHEepaNv3upany eNUICIITHYHE OPHCTRIIH, BIOPHYIHO TCHCPaH3IPDa
SIIMIICITTAYHE IPUCTEIH H HApIHAnHK SIHICITTHYHE IIPHCTRITH.

Bunonapuu pascmpoiicmea
Jleuenwe v npoduiakTHKA Ha MAaHAHHH €HH301H IPH OUIIONSIPH

—



4.2.103ApoBKa A HAYHH Ha NPHJI0KeHNe

Kancynme Ce IIpUeMarT lelH, ¢ Majlko TeMHOQCT, II0 BpeME HIIH CIEN XpaHeHE,
3a HHIHBHIYAIEO ONPCACIIHE Ha A03aTa MOraT ga CC H3IIONI3BAT Pasiiyni J030BH (bOpMIfI Ha

Convulex capsules.

Enunencus

Karo mpasuio ce TpemopbyBa AHEBHATA 1032 Ja CE Pasleny Ha HIKOJKO HpweMa. Ilpu
MOHOTEpan¥s ¢ BAIPoeBa KUCENHHA IiAnaTa JHEBHA 1038 MOXKE Ja C& NPHIIOKH eHHOKPATHO
JHEBHO — Beuep (JIo MaxcuManna no3a 1 SMr/kr/24q)

Onpenenamero Ha nueBHATa J03a 3aBHCH OT BB3pacTTa Ha HALHEHTA ¥ TENECHOTO MY TEIJio.
Omnpepengnero Ha ONTUMATHATA {032 3aBUCH OT OBNAAABAHETO Ha IPHCTEIOHTE; He CC Halara
PYTHHHO H3CHelBaHe Ha IUasMeHuTe Husa. OT Apyra cTpaHa ompefensHeTo HM Ou Omno
TIOJNE3HO NIpY HE3aHOBONMTENEH KOHTPON Ha NIPUCTBIMTE WM IPH O0YaKBaHE HA CTPaHHYHH

edektd (Bx. Touxa 5.2, @apMakOKUHETHYHH CBOMCTBA).

Monomepanus

Ilpy BB3pactTHH: 3amoysa ce ¢ HavanmHa o3a o 600 mr (5 — 10 Mr/kr) AHeBRO, DOCTEABAHO OT

TIOCTENIEHHO yBeiryaBane Ha fozata ¢ 5 ~ 10 Mr/kr B 3 — 7 [jHEBEH HHTEpBAI A0 OBJIAJsBaKe
Ha mprcTenuTe. Kato wano rpampuure Ha fo3ara ca Mexkay 20 — 30 mr/kr/244. Axo B Te3n
TpaHHIA He ce IOCTHIHE 3aJJ0BONHTEIIEH KOHTPOI Ha IIPHECTBIMTE, TO B [IOCHSACTBHAE Ao3aTa

MOJKE 7ja ¢ YBEIHYH.

Ipu_pmena: 3amoysa c¢ ¢ Havanma no3a 10 — 20 MI/kr THEBHO, IOCHSNBAHO OT HOCTCIICHHO
yBenwyaBaHe Ha gosara ¢ 5 — 10 mr/kr 3a 3 — 7 nHHeBeH mepwoA IO OBJNAAABAHE HA
npucrennte. Karo mgno rpadmuure Ha no3ata ca Mexmy 20 — 30 Mr/kr Ha JeH.B
WHIEBHAYANEHE CIIydau MOXe Jia ce HAJOMKH [IPHEM Ha JO3H JIO-BUCOKH 0T 40Mr/kr/244, Tipu:
KOETO € HeoOXOZAMO PENOBHO Oa ce HalbmionaBaT XEMATONOTHYHWTEe M OHOXHMIYHK
TIOKa3aTemny.

Heya nad 20 xe: Tpemopsuntentara AHeBHa A03a e 300 Mr Ha ned.

Ilpu jena Morar Jia ce mpunaraT u Tedsure (opmu Ha Con

THTpApaHe Ha J03aTa.



llps panpesTH B pallpennana Bb3pacT: DapMaxkOKMHETHKAra Ha BayIpoaTa MOXKe a2 ce

OpoMeHs IpH MAMHEHTH B HalpejHana BE3pacT. Jlosata Tpabra ma ObAe ompenelcHa B
3ABHCHMOCT OT KOHTPOJiAa HA NpuCTBIMYE. (BXK. CBIIO Touka 5.2. dapMakOKHHETHYHH

CBO¥HCTBA).

Ipenopvuumennu 0o3u Ha eanrnpoama

(opuenmuposvuna mabauya)

Tenecna Maca Cpenna poza
Brspacr {xr) {mr/nemn)
3 — 6 Mecella ~55-7.5 150
6 — 12 mecena ~7.5-10 150 — 300
1 -3 ropunn ' ~10-15 300 —-450
3 — 6 romuHK ! ~15-20 450 — 600
7 — 11 rog@Ann ~20—40 600 — 1200
12 — 17 ronwam ~ 40 — 60 1000 — 1500
Bp3pacTHH (BKMIOYHTICIHO H
IMafpeHTH B HampeaHana | > 60 1200 - 2100
BE3pacT)

ITpw nanwenTts ¢ G6peIHA HEZOCTATEYHOCT H/¥IH HADYINEHa YepHOXpoOHA dyukma: Moxe

fia e HeoOXoIUMO peAyuHpaHe Ha mo3ara. Ts TpsOBa Ia ce ompefens B 3aBHCHMOCT OT
KIMHAYHATA KapTHHA, Thil KATO [POCIEAABAHETO HA IIa3MEHHTE KOHUIEHTPAIMH MOXE Ia

noBene mo 3a0nyza. (Bx. cpimo 5.2, DapMakoKHHETHYHH CBOHCTEA).

Kombunupana mepanus:

Tipm 3anouBane Ha Jedenre ¢ Convulex capsules mpu IpegBapHTeNHO ISKYBAHH NABHCHTH C
APYTH AHTHKOHBYJCAHTH, X03aTa Ha IPSAWINHWS AHTHENMICHTHYCH "MEAMKAMEHT TpsOBa
TIOCTEIIEHHO 7 Ce Hamalsea, a Tasu Ha Convulex capsules peciekT#BHO Ja ce IOBHINABA X0
TOCTHTAHE Ha JKEIAHUTe CTORHOCTH 3a IEPHO oT 0xo%o 2 ceamuny. Axo Convulex capsu}es
Ce H3NON3BaT B KOMOWHALMA ¢ aNTHKOHBYICAHTH, KOHTO IIOBUIIABAaT AKTHBHOCTIZ Ha
uepHOAPOSEITe EH3EMA (HalpHMep heHuToRH, deroGapOuTan Wiy KapbaMasennH), MOXKE Ja
e HeoOXoMMO 3aBHLIaBane Ha no3ata ¢ 5 — 10.Mr/kr/oen.

IIpn compane Ha JIEYCSHHETO C CH3MMHH HHIAYKTOPE, NPONBIDKATENCH KOHTPOI Ha
NpUCTEIIATE MOXeE Ja ce TOCTHTHe ¥ ¢ Hamanesa nosa Convulex capsules. ITlpn

eXHOBpeMEeRHa yroTpeBa Ha 6apbuTypary B kombuHanus ¢ Convulex capsules, ocobeno axo

Z03aTa Ha bapOuTypaTuTe.




Bunonapnu pazcmpoiicmea

He ca npoBexmaHy KITHHUIHO-KOHTPOJHPAHH IPOYYBAHMS C Jella, IOHOIIH M TMAalYeHTH Haf

65 romuInHA BE3pacT 3a HHAUKALUATa GHIIONAPHH Pa3CTPOHCTRa,

Bunonapuu pascmpoiicmea: (Camo Iipu BB3pacTHH)

Hagamuo neuenve: [IpenoprsanTenHaTa Haganua fo3a e 600 — 900 Mr Ha Zen, pasneicHa B
Hakonko nprema. Canno pB30yIeHy WalUeHTH MOXe na Opmar jgexysaHH ¢ po 1500 Mr xa
nen. [TocTenennoTo yBenuuaBase Ha f03aTa Jja ce H3BEpIIBa B HHTEPBAN OT 2 — 4 IHHU ¥ A2 ce
HPHIPYKaBa 0T MOHHTOPHPAHE Ha TNIa3MeHHTe HEBA (0OpyalHHTe TeParleBTHYHH CTORHOCTH
ca B rpaumure 50 — 125 Mr/in) no mocTHraHe Ha KAWHUYHO MOZOOPEHHE WM JO IMOsBaTa Ha
cTpaHnynH edekTH.

IIpesennus Ha penanc: JTuepaute q03u ca Mexxay 1000 g 2000 mr.

4.3. Ilporasonoxaanas
® CBPBXUYYBCTBHTEIHOCT KBM BAIIPOCBA KHCENAHA, HATPHEB BANINPOAT HIH KEM
HAKOS OT JAPYTHTE CHCTARKH;
* HacTOMIO YepHOAPOOHO 3abonsgrane;
e (dammiHa ayaMHe’a 3a HapymieHa depHoapoOHa (QYHKOuA CBBp3aHa ©
yrnoTpe6a Ha TeKapCTREHO CPEACTBO;

» uepHOApoOHA nopdupus;

4.4, Cienga]IHA NPOTABONOKAZANASA H CHENHAIHN NPeyNPEKIeHHs 32 yooTpeda

Hapywenus 6ve gpynxyuama Ha weprus Opod.: IIpenn zanodsase Ha NEYCHHE X 10 BpeMe HA
IEpEHTE 6 Mecela OT caMoTO JieyeHHe TpAbBRa Jia Ce M3BBpIIBA NEPHONUYHO CICACHE HA
napaMeTpuTe Ha YepHOAPODHATa PYHKIHS IPH BUCOKO PHCKOBW MAIIHCHTH H [PH NANHEHTH C
NpeAIIeCTRAINO YepHOAPOoOHO 3a00BaHe — Te3H NANHEHTH TPpsiOBa Jia ca MO HeIPeKbCHATO
KIHHAYHO Habmoaenne (Bx. cemo 4.8. Hexenans NeKapcTBEHN Peakii).
JaGoparopHHTe NOKa3aTeNH 34 H3CIeHsaHe ‘Ha uepHOKpoOHara GyHKIMA TpsOBa Ja
BKJIFOYBAT IIPOTPOMOMHOBO BpEME, TPaHCAMUHASH H/¥IH 6Hnr1py6HH HW/HANH TIPONYKTH Ha
pasrpamesus ¢ubpurored. IIspBoHaYanHo MOKe Ha ce HabmoAaBa HPEeXONHO IIOBHIIABAHE
Ha TpaHCaMHHA3KTe, KOeTO c& HOPMAIH3HPA [IPH PeIyKIHI Ha Jo3aTa.

[TanuenTH ¢ OTKIOHEeH S B OHOXHMHUYHATE 0KazaTelIH TpaOBa Aa ce II

¢ HEPHOAWYHO TECTBAHE Ha 9EPHO/POOHHATE MTOKa3aTeN Il 10 HOPM



Ilpu abHOPMHO yiu,mxeﬂo nporpoMOHEHOBO BpeMe, 0co0CHO CBBp3aHO ¢ xpyra abHOPMHH
[IOKA3aTEMH € XKETATENHO IIPEKBCRaHe Ha JICICHUETO.

Mma cygan Ha gapymasaHe Ha 9epHOApoOHATa GYHKIMS ¥ YepHOAPOoOHA HENOCTATHYHOCT ©
dhaTanHK MOCKeNVNY [IPH IAIIHEHTH IEKYBaHHU C BaJiIpoeBa KucenuHa. Haif-prckoBa rpyna ca
Aenata, 0co0eHO Te3H T0A 3 FOAUNIHA BB3PACT U TE3H ¢ BPOACHH OOMEHHH 1 AETCHEPaTHBHY
3a00sBalNA, OPraHM4AM MO3BUHH YBPSKAAHMA M TEXKHM ENHICNTHYHH IPHCTRIH C
YMCTBEHA HM30CTAHANOCT. [ 0AMa uWacT OT Te3W WHUMNEHTH Ce CHYYBAT B IIEPBHTE HIECT
Meceld OT HavaloTO Ha JIEUSHHEro, OCHOBHO MEXIY 2-pa ® 12-Ta cexMuiy, KaTo
O0MKHOBEHO ©a CBBP3aHM ¢ KOMOWHHpaHa aHTHKOHBYJICHBHa Tepauws. IIpHM Tasu rpyna
TIANAEHTH Ce IpenopbuBa MOHOTEpaHsAT.

B pasrnTe erany Ha YepHOAPOOHATa HEZOCTATHYHOCT KNMHUYHATA KapTHHA € IO-I0JIe3Ha B
HOCTABAHETO HA TIpaBHAHATA A@AarHo3a OT nabopaTopHHTE MoKasarend. CepHO3HO HIH
tatamuo uepHOApoOHO 3abonABane B HaAYaoro OOMKHOBEHO C¢€ XNpedIleciBa OT
HecHenu¥IHE CHMIITOMH C BHE3aIHO HAYalo, KaTo 3aryda Ha KOHTPOJ Haj IPHUCTBIHTE,
0BIIa Hepa3mONI0KEHOCT, clialdoCT, BAKOCT, OTOLH, AHOPEKCHS, NOBphINaHe, KOPEMHH OOIIKH,
CHHNABOCT, JKBITEHHI@. Te€3W CHMOTOMH ca [OKazaren 33 He3a0aBHO CclHpaHe Ha
NPHEMAHETO Ha JIeKapCTBeHnA IpoaykT. [TanuentuTe TpaOsa Aa OBNAT HHCTPYKTHPAHH N2 ce
CBBPYKAT BeJHAara C JeKyBAIlHs I fieKap IpH [osBaTa Ha HoX0o0Hu cAMITOMM. Bee ome He €
W3SCHEHO KaKBY M3CIeABaHus Ouxa mpefcKasamy nofo0HO MOBENeHHE, HO C& CMATA, Y€ TOBA
Morar Ja Obmar 1a0OpaTOpPHHTE IIOKAa3aTein OTpasgBaily OeNTHIHUSA CHHTE3, KaTo
POTPOMOHHOBO BpEME.

Tlpu mauuenTts ¢ HapyileHa depHoxpoOHa (QyHKNES BCAKO €SHOBPEMEHHO M3IION3BaHE Ha
CanEOHNIATH ¥ Banmpoar TpsOBa Ja ce IPEeyCTAaHOBH, THH KaTo ce aHraKHpa eIMH H CBII

MeraboIHMTEH ITAT M TAKA CS YBENHUaBA PHCKa OT pa3BHTHE Ha YepHoApoDHA HENOCTATHYHOCT.

Xemamonozuunu napywenus: Ilpenu nadanoto Ha Tepanuara ¢ Convulex H ChINO Taka Hpean
XUpypTAYecKa HHTEPBEHINS € HeoOXCMMMO Jia ¢ NMPOBEAAT KPBBHH M3CIeJBaHUA ( IIBIHA
KpBbBHA KapTHa, BpeMe Ha KbpBEHe H KoarylallHOHHH TEeCTOBE) 3a Jfia C€ YCTaHOBH
CHIECTBYBA M DHCK OT YCHOKHEHHsS B CIEICTBHC HA KPHBOMIIMBM (BK. Touka 4.8.
Hexxenanu nexaperseHH peakuun). [lanueHTH ¢ aHaMHE3a 32 KOCTHO-MO3BYHO 3aloiiiBaHe

TpsAGBa Aa ObIaT HOX HENPEeKbCHATO HabmoNeHHe.

Hapyuweenus na Qyuxyusma Ha nawkpeaca: Pepxu ca ciydaure

daTanau HOCHEMHIIE. PHCKBT OT aTalneH H3X0X € Hali-rojiAM NpH



BB3pACTTa. TexxuTe eNHICNTHYHH NpPUCTHIIM W TEXKH HEBPONOTHYHM HapyMmeHus B
KoMOMHaNUsg ¢ aHTHKOHBYIICHBHA Tepamusd ca puUCKOB (akTop 3a pasBHTHETO Ha TEKBK
TIaHKpeaTHT. AKO aHKPeaTHTa ¢e CHIPOBOKIa ¢ pasBUTHe Ha JepHOApoDHA HeoCTaTHYHOCT
PHCKBT OT (paTaieH M3X0n ¢¢ yBenuuapa. [laumenture TpsOpa na OBEAT NOCHBETBAHH Oa ce
00BpHAT KBEM TEXHHS JIeKdp aK0 ¢ IOSBAT CHMITOMHE IPEJTIONaramyi pasBHTHETO Ha
nankpeatdT (KOpeMHH OONKM, rajese, nospbuiage). Tesnm manweHnTH TpsOBa Aa OBAar
TIOJUIOKEHH Ha HM3CIeABaHHA (BKIIOMHTICIHO CepyMHAa aMmiuasa). IIpum ycranossBsane Ha
TIAHKPEATHT JIEYEHWETO C BaNIpoeRa KHCeMwHA TpaGBa He3aGaBHO [a Ce NpEKpaTH.
TlammenTn ¢ aHaMpe3a 3a 3a0oigBaHe Ha IaHkpeaca TpsOGBa Ja ca HONAOKEHH Ha

HEIIPeKBCHATO KIMHIYHO Halmonerue (Bx. Touka 4.8, Hexenann TeKapcTBEHH PEaKIH).

Hanvanasane: JleueHHETO C© BajmpOoeBa KHCEIHMHA MHOTO HECTO BOAM MO 3HAYHUMO H
NPOrpecHBHO HanpiHaBaye, ITanuentire Tpsdsa na OBAaT NpeayNpeNeHH 3a ToBa H Aa OBHaT

CBBCTBAHH KAaKBH CTBIIKH A2 IIPEOIIpHEMaTr 3a peayipane Ha TelieCHaTa Maca.

Cucmemen AyRyc epumeMamoaec: B PeOEKH ClIydae pailipoeBaTa KHCEIHHa MOXE Ioa
HPCOH3BHKA PA3BUTHETO HA CHCTCMEH JIYIIYC CPHTEMATOACC HIIH Ja BIOINH CHINSCTBYBAIHH

TakEbB.

Xunepamornemus: TIpu ceMHenue 3a JeUINT Ha €H3UMH OT IUKBJIA Ha ypeara TpabBa jga ce
TIPOBEIAT H3CIEIBaHNA IPENH HAYalIOTO Ha TEpaius ¢ BAIIPOeBa KHCEIHHA IOPaa PHCK OT

PasBATHETO Ha XHHECPaMOHEMHA.

Tupouduu xopmory: B 3aBHCHMOCT OT IIa3MeHaTa CH KOHIEHTpAaIHd BAIPOaTET MOXKE Ja
H3MECTH THPOMIHHUTE XOPMOHM OT MecTaTa HM Ha CBRp3BaHe C INIa3MCHHTE IPOTCHHH ¥ TaKa
Zla TOBMIIKM MeTabonu3sMa wM. Tosa Moyke ma HmoBeie O MOCTARAHE HA NOTPElNHA JHarHo3a

XHIIOTHPEOUTHUIBM.

Bpemennocm: XKeun B meTepolHa BB3pactT He TPpsOBa Ja 3al0UBAT JICYCHHE C BAIIPOCBA
KHcenmHa 6e3 CHBET OT CHENHAINCT HEeBpoJor. BannpoeBata KHCEIMHA € aHTHENHICTITHYCH
MemMKaMeRT Ha u360p UPH ONPEACHCHM THIOBE CHHISNTHYHM IPHCTBNH, KaTo
TeHepaN3Kpald IPHCTBIN ¢ MIH 0€3 MHOKIOHYC H @oroceasnv:mmm%ﬁ
HapIjanHy TPHCTHIH BAIIpOeBaTa KHCEIMHA € CPeNCTBO 3a NEUSHH n@ﬂaﬁ%\ﬂ\g
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3a6peM3HeﬂT HIIE IITadupart 6p6M6HHOCT, ’I'pH6Ba Ada €€ KOHCYITHPpAaT ChC CIIENHANKECT IOpani

TOTEHITHATHHES TepaTOTeHeH edekT 3a mnoza (Bx. Touka 4.6. bpeMeHHOCT 1 aKTaIs).

Hayuenmu ¢ ouabem: THi KaTo BaNMpoaThT ce €MMMHUHHpPa OCHOBHO Ipe3 OBOpemmTe, OT
gacTH MoJ (hopMaTa Ha KeToTeNna, MOXKe [a ce NOXyJaT (allIHBO IOJIOKUTEIHH Pe3yIITari

IIPH HU3CIIEOBAHE Ha ypHHATa NPpH CEMHEHHE 3a nuader.

Enunencus: Buesanno IpekbCBaHe HA JICYEHHETO C BallIpoaT MOXKE [Ha JOBeAe [0
yBemyyaBaHe Ha ¥ecTOTaTa Ha IIPUCTHHHATE.
4.5. JlekapcTBeHH H APYIH B3aHMOCHCTBHSN

Edbexcmu na sannpoama ebpxy Opyey MeOUKaOMERMUY

Hesponenmuyu, MAO-unxubumopu, aumudenpecanmy, beH300uasenunu

BammpoarsT MOXe Ja YCHIM JelicTBHETO Ha JpYyTH XCHXOTDOIMM BEIIECTBa KaTo
regponentumy, MAQO-uaxuburtops, antHienpecanty, Oensoxwasenuuu. [lopamu ToBa ce
Npernopsusa KIHHHYHO HAOMOACHHE ¥ perynupane Ha [03aTa KoTaTo € HeoOxouuMo.
Anxoxon

BanupoarsT Moke a 3aciiu edeKTHTE Ha alKoXona,

Denobapbuman

Banmpoar yBemiana IUIasMeHaTa KOHOeHTpamus Ha (esobapbutan (TOCpeacTBOM
HHXHOHpaHe HA YepHOAPOOHHI MeTaboNU3BM) H MOXe Ja JOBefe N0 CHHIHBOCT, 0CObeHo
npeE fenia. Ilpenoprusa ce HOCTONHHO KIHHHYHO HabMoAeHHe 0c00eHO B IBPBUTE 15 NHE OT
KOMGHAHPAHOTO neveHue. lpy mossa Ha edekTn Ha cemanmsa moszara Ha (exobapburana
TpabBa He3a0aBHO Ha ce HOHKXH. AKO € HeoOX0omuMO MOXKe Xa ce ONpeleNnH NIa3sMeHaTa
KOHNeHTpanus Ha GperobapOuTana.

Ipumudon

BanmpoarsT HOBHINABa IIA3MEHOTO HUBO Ha OPHMHIOHA KaTO Taka yTexHABE CTPAHHIHUTE
My ebextu (cemaTuBHOCT). Te3sn cHMITOMH OOHKHOBEHO H34e3BaT NPH NPOIbIDKMTEIHO
negenue. IIpenopruBa ¢ KNMHUYHO HabIIOJCHNS B IBPBATE HHH Ha KOMOHHUPAHO NEUCHHE
H peryJHpane Ha TO3HPOBKHTE NPH HEOOXOIIMOCT.

Dennumoun

BammnpoarsT Hamanssa obluara IUIa3MeHa KOHIEHTpalws Ha ¢denuronHa. llpu ToBa ce




npocnengsane. [IpH onpenendie Ha TIa3MeHaTa KOHIEHTpaKs Ha (DeHUTOHHA € BAKHO JIa ¢E
OHpenen ¥ cBoDomHaTa My (ppaKnus. ‘

Kapbamasenun

Wma crofinenys 3a KIWHHYHA TOKCHUHOCT NIPH €JHOBPEMEHHOTO [IpHJIaTaHe Ha BallipoaT H
kapbamaseruH, Thi KaTO BallpoaThkT MOXe Ja TOTEHNHUpa KapdaMa3enuHOBaTa TOKCHYHOCT,
IlpenoppyBa ce BHHMATelHO KIMHHYHO IIpOCIeAsBaHe OCOOCHO B HadanoTO Ha
KOMOMHWMpaHATa Tepalud ¥ CHOTBETHO PeryaBpaHe Ha J03HTe [IpH HeoOXOAHMOCT.
Jamompuoicun

BammpoaTsT MOXe A3 HOHHXXH MeTal0oM3Ma Ha NaMOTPIOKHH M Ja IOBHIOM CPEIHHS MY
oy x#BoT. [Ipn HeoOxomuMocT ¢ 1106pé Jia ce peryiupaT Jo3uTe (03aTa Ha JAMOTPHKHHA
na ce mamanu). KoMOMHAIHMSTA OT JAMOTPHMKMH H BallIpoaT MOXE fa IOBHINH PHCKA OT
Pa3sBUTHE Ha (TEXKH) KOKHH peakiuy ocobeHo HpH Aena.

3udosyoun

BanmpoaThT MoJKe [ja 3aBHINV 1Jja3MeHATa KOHNEHTpaya Ha 3UIOBYAHHA 1 TaKa Ja IOBHIIA
TOKCHYHOCTTA MY.

Bumanun K-3a8ucumu aGHmMuKoazyRaumu u ayemulcaniyuiosd KUCeuna
AHTHKOArynanTHusT epekT Ha BapdapuHa, APYIMTe KyMAapHHOBH AHTHKOAryJZaHTH ¥
AHTHATPETAHTHAAT e(heKT Ha AlSTHICAIHIMIOBATA KHCENHHA MOrar ja ObJaT 3aCHieHH
HOpPaJy U3MECTBANETO OT MecTaTa UM Ha CBHp3BaHe ¢ IUIA3MEHUTE [IPOTSHHM OT Ballpoara.
TIporpoMOHHOBOTO BpeMe TpabBa Ka Ohje YeCTO NPOCICAABAHO MIPH IPHEMAHETO Ha OPANHHA
aHTHKOAryNanTH,

Temosonomud

ENHOBPEMEHHOTO IpHWEMaHe Ha TeMO3ONOMHI ¥ BajJmpoar Moxe Ja AO0BEAE N0 JIEKO
HOHIKaBaHE Ha KIHPBHCA Ha TEMO30JOMUZA, KOETO € 6e3 KIHHAYHO 3HAYCHHUE,

Ecbexmu na opyeu meduxamenmu 8bpxy 6ainpoama

AHTHKOHBYJICAHTH, NeHCTBAIld KATO EH3WMHH MHIYKTOPH (BKIOWHTENHO (HeHUmouH,
denobapbuman, xapbamasenun u npuMudoH), IOHIKABAT MIA3MEHOTO HUBO Ha Bajmpoara. B
ciydan Ha KOMOHHHpaHa TepalHs € JKeJaTeNnHo Jo3aTa ja Oble perynvpana B 3aBHCHMOCT OT
IIa3MeHaTa KOHIEHTPaHUs.

Ot mApyra cTpana eIIHOBPEMEHHOTO TIpKJIarase Ha BIIPOAT | (enbamam Moxe 12 TOBEIE 10
HOBHINABAHE IUIa3MEHOTO HHBO Ha BaJlpoaTa, IIOpajy ToBa JI03aTd Ha Bajmpoara Tpsbpa

BHHMATCIIHO Oa CC CIICIH.




Meghrokeun u xnopokeun MOTaT Na CHIDKAT Tipara Ha Br30ymumoct Ha LTHC. B nonsinenne
Meghroxeur MOXe Ia TIOHIDKY IDIa3MEHHTE HHBa Ha Bammpoara. B Takupa cioyuaw Jo3arta Ha
BaimIpoara TpsAOBa Ja ce peryiupa Ipy HeoOX0IuMOCT.

B cnygam Ha efgmoBpeMeHHa ymoTpeba Ha BalIpoeBa KHCENMHA H 6€ecméd ¢ GUCOK
agunumem Kom nagsMeHume npomeuny (Hanp. Ayemuncanuyuiosa KuceauHa), Moxe Ja ce
TOBMII (paknusaTa Ha cBOGO/HATA BANNIPOEBA KHCENHHA.

Ilpu enHOBpeMeHHA YIOTpeOa C yuMmemuOun U epumpoOMUyUH MOXKE Ja Ce TOBHINH
IIa3MEeHOTO HHBO Ha BANIIpoara, mopaay 3abareHnsd depHoApodeH MeTab0nH3EM.
Kapbanenemume MOTaT Ja NOHYKAT IUIA3MEHOTO HUBA Ha Balllpoara HOJ TepalleBTHYHHTE
TpaHAI. AKO € abCOMIOTHO HeOOX0qUMO €THOBPEMEHHOTO NpHIIarafe Ha TE3H aHTHOXOTHINH
H BaJIIIPOaT, Tpa6ﬁa BHHMATEJIHO 14 C& CHEeST MIa3MEHHUTE HUBA,

Xonecmupamunem MOXKe Ja NoHrnky abcopOnusTa Ha BalNpoeBaTa KHCEHHHA.

Hpyeu gzaumodeticmeus

IIpemopruBa ce BHUMATCIHO W3MON3BAHE HA BalNpoaT ¢ HOBH AHTHEIHICHTHYHH
MEIHPKaMEHTH, YHATO (JapMaKOIMHAM#UKA € BCe Ol HEN3ACHCHA.
BannpoaTeT He aKTHBHpa 3HAYWMO 4EepHOAPOOHHTE €H3UMM, HOpajM KOETO HE IOBIHABA
JIeHICTBHETO Ha OPANHUTE KOHTPAlEITHRH.

4.6. bpeMeHHOCT H KbpMeEHE

4.6.1.bpemennocr:

OT onuTa OpH JIeUeHMe Ha MaliKu C CIHJIEICHS, PUCKOBETE CBBp3aHM ¢ ymortpedaTa Ha
BaJIIpoar 1o BpeMe Ha OpeMEeHHOCTTA A KaKTO CIeABa:

- PHCK CBBLP3aH ¢ eNWICNCHATA H ¢ aHTHENAICITHIHATE MEAHKAMEHTH
TIpn fienaTa paxetn OT Maifky C erIeHCHs HOMy aBally aHTHENHIENTHIHO ISYeHHe ODIIHsT
6poit ma MandopManumTe € 2 — 3 IBTH HO-BHCOK OT To3u B obmaTa momynamus (3%).
Brnpexs mosumenus 6poit Ha Mandopmanuy cso0maBaHy NpH KOMOMHHEPaHO JEICHHE BCE
ome He € H3JCHEHA OTHOCHTENHATA pOJid Ha caMOTO 3a00/IBaHE M HA JICUCHUETO IPH
pasBUTHETO HM. Haif-yecro HNOKIaIBaHH ca ,3aellKka yCTHA® M CBHPIEYHOCHJOBH
ManGopMaIHH.
EnnpeMHONOryyEE IPOYUBAHHS Ca JTOKa3and Bph3Ka MEXKAY BBTpeMaTOYHA SKCIO3HHMI Ha
BAINPOcBa KucenMHAa ¥ 3a0aBsHe B PasBUTHETO Ha INIOZA, 3a TOBa, obave, MONe Ja

NOTpHHECE H MaiiyMHaTa CIIUIENCHA, H TO3M (akr IpaBH TPYAHO




3aUf0TO TOBAa MOXKE Ja OTKIIOYH HOBH INPHCTEIM, KOMTO MOrar Ja HaBpemdr, KakTo Ha
Maifkata, TaKa ¥ Ha IIoja.

- PrckoBe CBBP3aNN ¢ BAINPOATA]
Ilpr excriepEMEHTH ¢ KHBOTHH, TePaTOTeHEH e(eKT € HaOofaaH Npyu MUMIKH, ILUIEX0BE H
saiie. Ilpw TaX € JokasaHAa BpB3KaTa CBC CTOMHOCTHTE HA IIMKOBHTE IUIA3MEHH
KOHIIEHTpAIlAA ¥ MHIUBUIYaTHATa [032, ¥ pasBUTHE Ha NeheKTH Ha HeBpalHaTa Tphrba.
Ilpu xopa e HaOmMOJaBaH IIO-BHCOK IIPOLIEHT HA BPOJEHM aHOMANMH (ciydad Ha JMIIEB
IUCMOPOHA3EM, XHIOCIIAAUS WIH MHOMKECTBEHH MandopMauws oco0eHO B PasBHTHETO Ha
KpaliHunuTe) EPH Zelia POLACHY OT MaliKu C eNUIIENCHY Ha JIeYeHie ¢ Bannpoat.
Banmpoar ce cBpp3Ba ¢ mebexTw Ha HeRpanHaTa TpH0Aa Kare MHENOMEHWHTOLENE H CIHHA
ontuna. Te3n HEIMOCHTH ¢a ¢ YCTaHOBeH 11 oT 1 1o 2%.

-  3armovennsa BB BPB3KA € TAKA H3I0KCHUTE N2HHH
Korato xema IiaHupa OpeMEHHOCT TOBa Hafara IPEOHCHKA HA AHTHENHIEHTHYHOTO H
neuenue. ey B HerepoiHa Be3pacT TpaOBa Aa OBAT NMpelylpeskIaBaHu 334 PUCKOBETE M
TIOJI3UTE OT nponmxca:aaﬁe Ha JISYEHUETO HO BpEMe Ha 6peMeHI-IOC'I‘Ta.
ViMa poxasaTenciBa, Ye NIpHEMaHe Ha CONU Ha (onHeBara KHCENHHA Ipeny HayajoTo Ha
OpEMEHHOCTTA OT JKEHY ¢ BHCOK DHCK, HamajiBaT pa3sBHTHETO Ha Ne(eKTH Ha HEBpanHaTta
TpeOa. BEIpeKku de He ChINECTBYBAT JOKA3aTelICTBA 32 TaKaBa I10/13a IIPH XKEHH NOJyIaBalin
AUTHENAICIITHYHE MEIHKAMEHTH, T¢ TpsaORa na OBJaT CHBETBAHH Ja 3aoyHara J@a B3eMaT
dbomieBa xuceNiHa (SMF) BB3MOXKHO Hali-paHo clel IPeKbCBAHe Ha KOHTpALETHIHATA.
Pma pmokasaTelcTBa B NOAKpena Ha (axra, 9e MOHOTEpanHara € 3a IpedllOUHTaHe IIPH
sneuennero Ha Opemennu. TpabBa Ia ce npepasrieAa AO3HPOBKATA Ha MEAHKaMEHTA W Jia ce
H3MON3BAT BE3MOXKHO Hal-HUCKATE e(heKTHBHH AO03M, paslelieHH B HAKONKO IIpHema, TBH
KaTo PUCKBT OT a0HOPMHO IIPOTHYAHE H M3XOX OT GPeMEeHHOCTTa Ce CBHP3Ba ¢ BHCOKa 00ma
ZIHEeBHa 71034, KaKTO H ¢ HHAMBHIYANHATa N03a. UHIMACHTHOCTTA 38 Pa3BHTHE Ha NedexTr Ha
HeBpanHaTa Tpe0a pacte ¢ gosara ocobeHo mpu no3m Han 1000 mr/men. Paspensiero Ha
JIEHEBHATA JI034 B HAKOJNKO IpHEMa Ipe3 OeH, KaKTO B H3I03BaHeTo Ha GOpMYNH C YIBIDKEHO
ocBoGOXKIaBaHE Ca 3a MpeImodYuTaHe, 3a Ja ce u3derHar BHCOKHTE DHKOBH CTOMHOCTH Ha
nirazMeHnTe HUB4, 110 Bpeme Ha OpeMEHHOCTTa aHTHKOHBYIICHBHOTO JISUCHHE C BAIIIpoaT HE
Tps6Ba Ja ce mpexkscRa ako e edexTusBHO. lIpemoprysa ce Has3HaYaBAHETO Ha HPEHATAIHO
MOHHTOPHMpAHE OT CHENUATHCT 32 PAHHO YCTAHOBsBake Ha Ae)eKTH Ha HeBpanHaTa TpEOa 1

PasBHTHETO HAa MaJI(I)opMaHHH. bpeMernHOCTHTE TpAOBa BHHEMATEI =GE CHeHAT ©

CIIEHHATHE IpeayNpexIeHns 3a ynorpeba )



- Puckoge 32 HOBOPOAEHOTO
HabmopmaBany ca MHOTO PEAKH CllyJay HA Da3BHTHE HA XEMOParW4eH CHHAPOM IIpH
HOBODOJEHH, YMHTO Malky ca OWIH JNeKyBaHH ¢ BallIpoaT [0 BpeMeHa OpeMeHHOCTIA.
XeMmoparuugus CHHOPOM €& CBBp3Ba ¢ xunodubpuHOoreHeMus. J(oKiaABaHM ca CIIydad Ha
apubpaBoreseMus ¢ paraieH u3xox. Te3u edeKTH ce CBBP3BAT Hali-BeUe C HAMAIABAHETO Ha
daxropure Ha KpBHBOCECHpBaHe. [03M cHHApoM, obage, Tpabpa ma ce NUCTaHIIEpa OT
HaManssasgeTo Ha BuTaMuH K — 3asucuMuTe (hakTopH, IPHYMHEHO OT eHoOapbuTal u Opyru
AHTHEIANENITAYHE MEIHKAMEHTH ¢ €H3HUM-HHIYIHPaI e(eKT.
Tlopany Te3w NpUYMHE ce IPENOpHYBa CHEICHETO HA Opod Ha TPOMOOIHUTHTE, IIa3MEHOTO
HUBO Ha (UOpHHOreHa, KOAryNALVOHHHS CTaTyc H (aKTOPHTe Ha KPHBOCHCUPBAHE TIpH
HOBODOJICHHTE.

4.6.2. Knpmene

B MaliqusoTo MISK0 ce OTKPHBAT MHOTO HHCKH KOHmeHTpanwu Ha Baympoar (1% — 10% ot
CTOMHOCTHTE Ha IUTA3MeHAaTa KOHIeHTpalws). Jlo cera npociensBaHeTo Ha Aelid KbPMEHH OT
MaifKi Ha JieYeHHe ¢ BIIPOAT He MOKa3Ba KIHHUYHE ebekTH. CreNoBaTenHO JICYEHHETO C
BaNIpoaT He Ce CMATA 32 KOHTPAauHINKAIHs 32 KbpMeHe.

4.7. Edextn BHpXy cnocobHocrTa 3a modupade u pabora ¢ MamuaA
B romsMa gacT OT CIOy4auTe OBIANIBAHETC Ha IPUCTBIIMTC B CIEACTBHE Ha JICYCHHETO C
RAJIIPOAT 1TO3BOJISBA HA HAIIMEHTHTE Aa B3€MAT aKTHBHO YIACTHE B JIBMIKCHHETO.
lopropute u mnampeHTHTE, paboTer® ¢ Mamued TpslBa xa ca [PEHYIPENCHH 3a
IIPEXOAHATA CHHIEBOCT IPH KOMOHHEMpPAHOTO JieYeHHEe ¢ HIKOIKO aHTHKOHBYJICAHTA HIH IPH
exHoBpeMeHHaTa ynorpeda Ha Gen30aaasennsi.

4.8. Hexxenand JJeKapcTBEHH PeaknHHA
Kpve u aumgna cucmema: BanmpoarsT wuxuOupa BTOpatra ¢asa Ha TpomOONHTHara
arperanmysl ¥ Taka BOAY JO YABDKAaBaHE BPEMETO HAa KBbpBeHe, a YECTO H [0
TpoMmOonuTonenns. Te3n ebexTHn OOWKHOBEHO ©e¢ CBBP3BAT C JO3HW IO-BHCOKM OT
IIpenopEUNTEIHATe B ca obparamu. TpoMGouuronatss mopagy neduuut Ha daxrop VI /
daxrop Ha von Willebrand / Moxxe pna moseme N[O yABIDKaBaHe BpEMETO Ha KBPBEHE.
Ha6monasagn ca 3 H30MMpany ‘cliydan Ha HamaneH ¢mbGpunoren. Yecro ce cpodasa 3a
nexo ofpaTUMO MMOTHCKaHe Ha KOCTHHA M03bK. IlosfBaTa Ha CIIOHTAHHH CHHHHE H KBPBEHE €

CHrHall 3a NpeyCTAHOBABAHE Ha NCYCHHETO N0 H3ACHABAHE Ha IpH4HHATE 3a TOB&. Moxe na

EPUTPOLMTHA XUIIONNAa3HA, JCBKONCHHA H MaHIHATOIICHHA.

RB3CTAHOBAEA B HOpMA CIISH CIHpane Ha JCICHHETO,




Hapywenus 6 umynnama cucmema: Psnxo ce cpo0lnasa 3a pa3BUTHETO Ha Backynur. MMa
cIydad Ha allepruynn peakiud (0T oOpHB 0 peakiyd Ha CBPBXYYyBCTBHTENHOCT). Panko ce
pasBHBa CHCTEMEH IIyIIyC EpHTEMATOEC.

Endoxpunnu napywenys; ChINECTBYBAT H3OINHPAHHU CIydaH Ha JUCMEHODEs ¥ aMeHoped.
Psanxo ce HabmroNaBa rHHEKOMACTHA.

Qbmennu napywenus u npobremu ¢ xpanenemo: Moxe na ce Habmozasa XHIIEpaMOHEMHUS
fe3 npomsya B yepHoupoOHuTe eH3uMH. [30mupaHa M HHCKOCTENEHHa XWepaMOHEeMUs
MOXE Ja Ce IIOSBH YeCTO, HO € OOMKHOBEHO NpeXolHa ¥ He Halara INpeKbCBaHe Ha
JeUeHneTo. Bee mak Koraro € IpHApYy)KeHa OT CHMIITOMH KATO arakcus, ITOBpPBINAHE,
3aMEIIIABAHE HA CH3HAHWETO, JICUSHHETO ¢ BalPOeRa KiceNiHa TpaOBa a ce MPeyCTAHOBH.
Habmonasa ce xmIepaMOHeMHs HIPHIpYXKEHa C HEBPOIOTMYHM cuMnToME (BX Touka 4.4,
Crennandy OpOTHBONOKA3AHMA W CHSLIHANHM Npeaynpexaesus 3a ymorpeba ). B penxm
cliydau ce HaONIOaBaT OTOIIH.

Hewxuampuunu Hapyuwenus: Jlenpecs.,

Hapywenus om cmpana na nepérama cucmema: Panxo ce HaOMOnaBaT CTpaHHIHM eQeKTH
KaTo aTAKCH, CBETOBBPTEXK, H TPEMOP, KOHTO ¢4 H0303aBHCUMH.

ViMa JAHHH 3a [OSBa HA ceJalus, OOHKHOBEHO IMpH KOMOMHALWA ¢ IPYTH aHTHKOHBYJICAHTH.
IlpH MOHOTepamms Ce IOABNBAa H3KIIOUHTENHO pANKO, B Ha4YalloTO Ha JICUEHHETO H
obuKkHOBEHO € mnpexonHa. JloKimazBaHH ca peAaKd cioydad Ha BSJIOCT H oOBpkBaHe,
NpOTPeCHpanTy MOHIKOTa KO CTYIOP B IPHAAPY’KEHH OT XaIIOLEHAIKMA U KOHBYICHH. Psxo
ca HabmonaBaEH eHNedanonarns W Koma. Te3nm cheTogHml OOUKHOBEHO CE CBE3BAT C
M3IO0I3BAHETO HA TONIMa CTAPTOBA 1032 H OBp30 THTpHpaHe Ha MEJHKaMEHTa MM IIpH
eIHOBpeMeHHaTa yHmoTpeba Ha APYIH aHTHKOHByNcauTH, ocobemo ¢emobapburan. Te
0OHMKHOBEHO H34e3BaT ¥ ¢a OOpaTHMH HpH HaMmansdBaHe Ha J03aTa HIM IPEKbCBAHE HA
IIpHEMa Ha MeITHKaMeHTa.

ViMa pemku cnyvad Ha HaONMIONABAHH CHMOTOMH OT €KCTpanHpaMHIHATa CHCTEMa,
BKJIIFOYHTEIHO NApKUHCOHH3HM, KakTo H oOpaTiMa JeMeHHHs CBEp3aHa ¢ oOpaTumMa Koposa
atpodus.

Iomskora MoXe na ce HabmomaBa nosunieHa 6yaHocT. ToBa B OOINM JIHHKE € NPENEMCTBO,

HO B pPEOKH cCiaydad ca HaGmIOgaBaHu arpecuBHOCT, XHIICPaKTHBHOCT eNeHYCCKH

OpOMEHH.



Hoxnageany ca pedkHE clIydau Ha 3aryba Ha ciyxa (o0OparnMmo MM HeoOpaTHMO), KakTo H
II0osBa Ha IIYM B YUIHTE, BRIPEKH Y€ He e JoKazaHa HeocHopuMaTa MM Bph3Ka ¢ IpHeMaHeTo
Ha BaJIIpOeBa KHUCEHHA.
Panxo ce Habmiomasa rnaBoOoNKe H HHCTArBM.
Cmomawno-ypesnu napyutenys: Cpemar ce pelky ciydau Ha ITaHKPEeaTHT, JopH ¢ (aTaneH
u3xox (Bxk. Touka 4.4 Crerganay NpeAynpexaeHAs H Ipena3sHil MepKa IpH yrnotpeba). Ilpu
yrmoTpefaTa Ha BanlpoeBa KucenwHa ce HabmomaBa IOBHINGH aNeTHT H 3HAYAMO H
[IPOTPECUBHO HanbIHsABaHe (BK. Touka 4.4 CneunuanEM NpOTHBOMOKA3AHHMA H CHEHHATHE
IpenynpeKacHis 3a ynoTpeba ). B HawanoTo Ha JledeHHeTo MOXE Jia ce IIOSBH ApPa3sHEHe OT
¢TpaHa Ha CTOMaxa. JiMa clydyal Ha rajieHe, IIOBpbIIaHe, ZHApUsl, AHOPEKCHS M 3aHeK IIPH
yroTpeba Ha BaInpoar.
Hapyuwienus om cmpana na yeprus Opob u scrvukama: B Ha9anoTo Ha JEYSHHETO MOXe Aa
ce NOSBY NPEXOAHO IOBHINABAHE Ha TpaH3aMHHa3uTe. Pamko ce crobmana 3a gepHoApobHa
yBpena ¢ (aTaiHd IOCIEHMIHE YpH IPHEMaHETO Ha BaIpoeBa KHcemHHa (BK. Touxka 4.4.
Crieyansy HpOTHBONOKA3aHus ¥ CICLUANHE HpeIynpexIeHns 3a ymorpeba ). Paaxo ce
Habmonasa nopQupHs.
Hapywenua na xosicama u nodxodcuama moxad: [IpH HIKOH Nall@eHTH cH Habmozasa
npexofeR Kocoman. To3um edeKT He e mozo3aBHomM. Cney OKONO 6 Mecella 3amodBa
H3PACTBAHETO HA HOBA X0Ca, HO TS MOXKe Ja e Ho-KbIpaga oT Ipemu. Paaxo ce nalmonasa
nopduprs. [IpekoMepHO OKOCMIBaHE H IIOABA HA aKHE Ca JOKIA[BaHU MHOTO PAIKO.
Ilpu ymotpeBara Ha Bamnpoar PIAKO ce HabmrogaBa ex3anTeMa. MSKIIOUEHHs Ca peakiiny
KaTo eImaepManHa HeKpoin3a, cuuapoM Ha CtupsHe-3KOHCEE 1 epuTeMa MyNTAGOpME.
Hapywenus cevpsanu ¢ omoeaumennama cucmema: IIpu nedende ¢ BallpoeBa KUCEAHA
psanko e Habmomapan obparaM cuHApoM Ha Qamxony (mapylleHue BBB (YHKOWHATE Ha
HpOKCHMANHNTe 6L0pedny TyOy i BOLEIO K0 TIOKO3YPHS, aMUHOAIMAypHsd, GochaTypus H
YPHUKYDHSL).

4.9. lipegosnpane
HMsBecTar ca COydYa Ha WHOMIOCHTHO WilH IIPEIHAMEPEHO IIPEJO3MpaHe Ha MEINHKaMCHTA.
Ipu nnasMenW KOHUEHTpaluu 5 -6 HBTH IO-BHCOKH OT MAKCHMANHHTE TEpaleBTHYHH
CTOHHOCTH, APYIHM CHUMIITOMH OCBEH TafeHe, IIOBPBINANE B 3aMasHoCT, € Mallko BePOATHO A2

ce HaOIonanar.

IIpy TpefosupaHe ChHC CTOMHOCTH Ha NasMennTe KoHneHTpaiyi-—LO0. — 20 weTH Hand




Cro01maBane ca T'bpUYOBE IPH MHOIO BHCOKY IUTa3MEHM HHBa Ha Bampoata. ViMa nannm 3a
DP23BHTHETO HA MO3BUEH OTOK ChC CHMIITOMH Ha MOBHINEHO WHTPAKPaHUANHO Hajdrade.
Hskonko ¢cMBPTHE CHydau ca JOKIaaBaHHU clell 0coDeHO TolsIMo Ipefo3upaHe.
IIpy mpeRosupase ¢ BANPOSBa KHCENHHA C¢ NPENOphYBA GONHMYHO JSYCHHES, BKIIFOYBAINO
NpeXA3BHKBANE Ha TOBDBINAHE, CTOMAIIHA IIPOMMBKA, ACHCTHPAHA BCHTHWIANMS M APYFH
MEPKH 32a NOABPXKAaHE Ha JKW3HEHHTe OYHKIMM. YCIEINHO Morar Ja ¢e IPHIIOXAT
XeMmopManusa U XeMmonepdysms. Fsmonssa ce CBIO M HHTPABEHO3CH HAJIOKCOH M OpAIHO
IIpWiarafe Ha aKTHBEH BBIJIEH.
5. 0APMAKOJIOTHYHHA JAHHHU
5.1.@apmaKoxEAAMHYIHY CBOHCTBa
dapmMaxorepaleBTHYHA TPyNa: aHTHEMHISTITHIIM, TPOH3BOIHH Ha MACTHH KUCEIHHI
ATC xom: NO3A GO1
Bammpoepara KHUCEIMHa € aHTHKOHBYIICAHT.
Haii-BeposTHHAT MEXaHW3BM Ha JSHCTBHE € IOTEHIMPAaHe Ha MHXHOUTOpHATA PO Ha rama-
amuHo-MacneHara kucennHa (CAMK) ype3 mopnmusBaHe Ha NO-HATATHUIIHHA CHHTE3 HIH
MeTabomn3sM Ha TAMK. AKTHBHpaHeTO Ha TIIyTaMaT gekapOokcuiazaTa ¥ MHXHOUPAHETO Ha
I'AMK-tpaEcaMpHasaTa BOOM OO0 3HAUUTENHO yBelMYaBaHe Ha kommdecTBoto AMK B
CHHATTO30METE H CHHANTHIHOTO Npocrpancteo, Karo mmxuburopen nespomenuarop TAMK
IIOTHCKA IIpe- H IIOCTCHHANTHYHIS paspsyi ¥ TaKka He TO3BOJABA PasNpOCTPaHEHHE HA
KOHRBYJICABHATA aKTHBHOCT. [ICHXOTpOIHOTO [EHCTBHE Ha Baampoara BOAH [0 MoxoOpeHa
MOTOPHA KOOPIAWHALNSE H [TO-CHIIHa CITOCOOHOCT 32 KOHUECHTPaIlH.
JoGpara ethexTBHOCT ¥ OBp30 AeHCTBHE HA BANNpPOESBATa KHCENMHA IIPU OBJIANABAHE HA
MamuifEHTe (asd [pH NAUMEHTH C MaHHHHO-FeHpecHBHM (OMIONapHu) pascTpoicrsa e
JIOKA3aHO B MHOXECTBO MIae00-KORTPOMpaHy KIMHEMYHY IIPOYIBAH.
5.2.®apMaKOKHHETHTHH CEOMCTBA
Abcopbyus
Pa3TRapaHETO Ha EHTEPOCONBEHTHHTE KalcylH H abcopflnaTa Ha akTHBHATA MM CRCTaBKa Ce
A3BBpIIBA B THHKATE depBa. AGcomoTHaTa OHOHAIMYHOCT Ha Ipenapara € IOYTH 100%.
IIuKOBH TIMasMEHH HHBA C€ JOCTHTAT cief OKolo 2 — 3 uaca cnell IPHEMAHETO.
E/H0BpeMeHHOTO ipHieMaHe Ha XpaHa He BOIH [0 IPOMSHA B KONEIeCTBOTO Ha abcopOnpano

BEINECTBO. B 3aBUCHMOCT OT A030BHA HHTEPRAI cTabMIHO IWIA3MEHO HHUBO C€ JOCTHIa Ha 2 —

IpH¥ MAlueHTy ¢ OHIONAPHE pascIpOHCTRa.




HabmonaBana € BHCOKA HHTEP- ¥ MHTPaUHAHBHAYAIHA BapuabMIHOCT HA IIIA3MEHUTE HHBA

Ha BaIpoara.

Pasnpedenenue

CeBp3BaHETO Ha BaIpoara ¢ nyasMernurte npotenru e 80 —~ 95%. Ilpm koHueHTpanwy B
mnasMata Hapg 100Mr/n ce yeenmuapa cBoOonHara My dpakius. Banmpoar ce pasipenens B
Opram3Ma OCHOBHO upe3 kpbBra. KoHnenTpanudara My B IiepeDpocnuHaiHaTa TEYHOCT €
cpaBHEMA © Tasw Ha cBoOoxmara Gpaxkums B MIasMara. Banmpoar mpemEHaBa
IMAanIaleHTApHO | ce exckpeTHpa B kbpMarta. (1- 10% ot ofmara cepyMHa KOHIEHTPAIHS).
Memabonuzem

Banmpoar ce MeTaboim3npa B UepHHs Apo0 OCHOBHO wpes Mmoxyponupare. Tolf mExmOupa
nutoxpoM P450 ensumua cucrema.

Exckpeyus

OcHoBHATa EKCKpeiys Ha BalmipoaT € npe3 OpOpennre Mox QGopMaTa Ha IIOKYPOHHIATH.
TomyxuBoThT My € 10 — 15 Yaca u e 3HAUMTENHO 110 KPaThK IpH Aena — 6 — 10 gaca.
Creyuanuu zpynu nayuenmu

Bo3pactHu panuenti: ®apMakoKHHETHKatTa Ha BallIpoaTra MOXe J€ Ce INpOMeHs IpH
BBE3PACTHH TIANUEHTH TOpalH NOBHINEHHS o0eM Ha TeleCHHUTEe TEYHOCTH H HaMallCHHN
KalamuTeT Ha NIa3MEHHTe IPOTEHHH, KOSTO MOKe [ia JOBEKie A0 IIOBHINABAHE HA CBOOOIHATA
¢dbpaxmusg Ha Ipenapara.

MMapwentr ¢ OnOpeurw 3abomapanms: Jlopagu HapyIIEHOTO CBBP3BaHE C IUIasMEHHTE

IpOTEVHH TIpH MaieHTH ¢ Gb0peuna yBpera cBoOoAHaTA (Ppakiiis Ha BamIpoaTa Moxe a ce
IIOBUITH.

[lamienTs ¢ uepHOoApoOHa veperma: [lody’)XHBOTHT Ha Ballpoar IpH [AOHCHTH C

gepHOAPOOHA LHpPO3da ¥ TaKHBa, BB3CTAHOBABAIM CE€ OT OCTBD XCNATHT € 3HAYHUTCIHO
VIOBIDKEH B CpaBHEHWE ¢ KOHTPONHH IPYNH, KOETO IOKasBa, Ye KIUPBHCA Ha BallpoaTa MpH
HAIHEHTH ¢ YePHONPOOHE HapyleHus € 3HaUHTeNHO 3a0aBeH.

5.3 .IlpenNxIMHAYHE JAHHH 32 0e300aCTHOCT
Hscnensamms Ha XpOHMYHATA TOKCHYHOCT Ha BampoaT ca TIOKasald HaMalCHa
cIIepMaToreHe3a H TECTHKY/apHa arpodud IPH HIbX0BE B KyJeTa. I eHOTOKCHIHH TECTOBE HE
OTKpHBAT MyTareHeH HmoTeHUHan. IIpoyusanus 3a KanleporeHe3a I0Ka3Bar IOBHINABAHE HA

. g TEpATAS

-




6. PAPMANEBTHYHHA JAHHH

6.1.ComceK Ba HOMOINEATE BEINECTRA H TEXHATE KOJAYECTBA

Karion 83, rmumepon 85%, xenatud, TuTaHueB muokcupm (E 171), xemesen OKCHA yepBeH
(E172), conHa KucemnHa, xele3eH okcun yeper (E172), XunpoKCH-TIPOMHI-METHII-IIENYII030

(raneat, nuOyTHN (ramear

6.2 PU3IHKO-XMMHIHH HECEEMECTAMOCTH

He ca u3pecTHH

6.3 Cpok Ha rogaocT

5 ro uHI

6.4 Cuerpany ycloBHS HAa ChXpPaHEHAE

Tfa ce cexpanssa npu remneparypa mog 25°C. Ia He ce cpxpaHsaBa B XIaTUIHUK H Ja HE C&
3ampassBa. [la ce masm oT npsKa CBeTIHHA,

6.5 lapnaA 33 onaKoBKaTa

AnymuaueBn/PVC Onucrepu

CONVULEX 300 mg Capsules; 100 xancynu

6.6 IlpenopbKkH NpH ynoTpeda

Hsva crielUatHy U3HCKBaHNI

7 HTME ¥ AIPEC HA TIPUTEXKATEJISI HA PASPEIIEHMETO 3A YIIOTPEBA
Gerot Pharmazeutika Ges.m.b.H, Arnethgasse, A-1160, Vienna, Austria

8 PEIHCTPAHAOHEH HOMEP B PETYICTHPA ITO WI.28 3JIAXM
CONVULEX 300 mg Capsules: 20000210

9 JIATA HA I'bPBO PA3PEINABAHE 3A VIIOTPEBA HA JIEKAPCTBEHWIA
OPORYKT (TIOJTHOBSBAHE Ha Pa3spEHICHUETO )

21.06.1994 ( 06.06.2000 )

10 JATA HA (YACTHYHA ) AKTYATIM3AIMA HA TEKCTA
Axrrycr 2005

11 HHO®OPMAITHA 3A OTIIYCKAHE / PASHPOCTPAHEHUE

PasnpocTpakssa ce B allTEKHTE, ¢ PEIeNTa.
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