KPATKA XAPAKTEPUCTHKA HA IPOJAYKTA

1. TBPTOBCKO HME HA JEKAPCTBEHUS TIPORYKT .
I[f"'?rl/i"i CTERCTBO HA ZEPABEONAZEAMETC

CONVULEX 50 mg/ml syrup for children . P
KOHBYJIEKC 50 mg /ml cupon 3a zeua g;}pmm,e saynorpedate | 244 S3% l %

2. KAYECTBEH B KOJIMYECTBEH CbCTAB | 584 /0@2, 090/

1 ml coabpsxa 50 mg vaTpHes Basinpoar.
3a noMoinHYu BenlecTra B, 6.1,
3. JEKAPCTBEHA ®0OPMA

CHpol 3a OpaHo OPHJICKEHHe,
beszuseren mo OMEA0KBAT Pa3TEOP.

4. KTHHAIHAM TAHHA
4.1. Hoxazannn

Enunencua:
- IlepEUYHO reyepanu3vpaHy IpUNagblUy B PeHepaTH3upaHH eISICHH
Turiose npucTBIY:
abcancy
MHOKJIOHHYHH ITPHCTHIH
I'BPBHYHO FeHEPANIH3HpaHy TOHHYHO-KIOHHYHY IPUIIaaEIY
HMH()aHTHITHYE CHa3My
EnunenTU4HA CHHADPOMH
abcanc-enuiencus
IOBEHMAHa MUOKIIOHHYHA enHiienicks (Janz CHHIpoM)
(hOTOCEH3UTHBHY EIHIEHCHH
€ITUNIENICHSA ¢ TeHePaTH3HPaBy TOHMYHO-KIIOHHYHH I'EPUOBE HpH ChOyKIane
cHHIpoM Ha Lennox-Gastaut
CHHApOM Ha West

- @oxanHy (NapLiHai{y) PUCTBIM U SHUJIENCHH ¢ Uy 6e3 BTOpHYHa reHepanu3auus.
4.2. Jo3MpoBKA ¥ HAYHH HA NPAJI0KEHAE

KOHB}’J’IBKC CHPOTI € CTISHATIHO CBH3JAACH 38 JISYEHUEeTO Ha Aeua.Heroeusr HNPpHATEH BKYC
yACCHABA MPUEMAaHCTO MY.
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KonByniekc cupon CchIbpKa 3aMECTHTENST Ha 3aXap-TUKa3sWH M TOpaid TOBa He
NPYYHHABRA i HE CTUMYJIHpa PasBUTHETO Ha 3B0EH Kapuec.

Komnpyneke cupon e npefHa3sHaYeH 3a OpallHO NpPUIOKeHWe U TpA6Ba Ja ce IpHeMa no
BpeME MMM CNeR XpaHa.3a TOYHO Ho3WpaHe B omakoRkara Ha KoHBynexc cupon e
HobaseHa pasrpadeHa KO3Hpalla CIPHHUOBKA.

3a MHDUBUAYaTHO OMpENeNAHG Ha [O3arTa MOFAT fa ce W3MON3BAT PAsIHHYHHM JO30BH

gopmu Ha Convulex .

Enunencun

Karto npasusio ce npenoprusa JAHEBHaTa 034 Ja Ce Pasfeil Ha HIKONKO npuema. IIpn
MOHOTEpanyd ¢ BalNpOEBA KHCENWHA UANATa OHEBHA [0338 MOXKE Ha ce NpPHIOKH
€/{HOKPATHO AHEBHO — Bewep (10 MaKkcHMaliHa Zo3a 1 SMr/kr/24y)

Oripezenagero Ha AHEBHATa 7033 3aBMCH OT EB3PACTTAa HA NALMEHTA M TENECHOTO MY
Terno. ONipenensHeTo Ha ONTHMaNHATa J03a 3aBHCH OT OBMAAABAHETO HA APHCTHNHMTE;
HE Ce Hamara PyTHUHHO W3CNe/iBaHe Ha nnasMeHnTe Huea. OT Apyra cTpaHa OnpenensHeTo
uM 63 OHIIO NONE3HO NPH HE32JOBONMTENeH KOHTPOJ Ha NPHCTHIATE WU NIPH OYaKBaHe

Ha CTPaHHYHH e(peKTH (BXK. Touka 5.2. @apMaKkOKHHETHYHH CBOMCTRA),

Monomepanus

Ilpyu nmeua: 3anousa ce ¢ HayanHa Aosa 10 — 20 Mr/kr JAHEBHO, IIOCAEABAHO OT
HOCTEeNIeHHO yBeNuuaBaHe Ha Josata ¢ 5 — 10 mr/kr 32 3 — 7 nHeBeH mepHom 10
OBAaJABAHE Ha IPUCTHIUTE. KaTo 11400 rpaHniMTe Ha fo3ata ca Mexny 20 — 30 Mr/kr Ha
JEH.B HHIWBMIYANHM CIIyY4ad MOXKEe Ja Ce HajloXKM NpHeM Ha HO3M TNO-BUCOKH OT
40mr/xr/24y, ipy KOETO € HEODOXOAWMO PENOBHO JIa ce HabMIONABAT XEMATOIOTHYHKTE U
OUOXMMHYHH NOKA3ATENH.

Heya nao 20 xz: Tlpenopbynrensara AHesHa 1032 € 300 Mr Ha JeH.




lpenopvuumentu Oneenu do3u Ha eannpoama

(opuenmuposvura mabruya)

Tenecna maca Cpenna goza
Brspacr (ker) (w?rl,uen)
3 — 6 Mecela ~55-75 150
6 — 12 Mecena ~7.5-10 150 ~300
1 —3 roguuy ~10-15 300—450
3 — 6 roguHu ~15-20 450 - 600
7—11 roguuu ~20—40 600 — 1200
12 — 17 roauxn ~ 40— 60 1000 — 1500
Be3pacTHy (BKIIOUHTENHO U
NalHeHTH B Hanpegsana | > 60 1200 - 2100
BBL3PacT)

Llpy nanpenTy ¢ 6p0peuna HEROCTATEYHOCT W/WiM HapyIieHa YyepHOApobHA DYHKIUY:

Mosxe na e meobxomumo pesyumpaHe Ha fosata. TH TpabBa ha ce ONpeaens B
32BHCHMOCT OT KIMHMYHATA KapTUHA, ThH KaTo NpPOCHSANBAHETO HA IUIa3MEHWTe
KOHIEHTpauuy MOXKe Ja nosene fo 3abnyna. (k. cepulo 5.2. OapMakoKMHETWYHH

CBOiCTBA).

Kombunupana mepanus:

Ilpn zamouBane na seueHue ¢ Convulex capsules Npu NpexBapuTeNHO JEKYBaHU
NMAUHEHTH C JApPYrd aHTHKOHBYNCAHTH, [03aTa Ha TNpPENWNIHHMA AHTHENHACITHYEH
MEXUKaMeHT TpsOBa INOCTENCHHO Ja ce HamalsBa, a Tasu Ha Convulex capsules
PECTIEKTHBHO Ji@ Ce NMOBHIUaBA A0 NOCTHIAHE HAa JKENaHWTe CTOMHOCTH 3a NEpHOj OT
okono 2 ceamuuu. Ako Convulex capsules ce H3mon3ear B KoMOMHAHMA C
AHTHKOHBYJICAHTH, KOHTO TNOBMLIABAT AaKTUBHOCTTA Ha YepHOAPOGHHTE EH3MMM
(nampuMep QeruTouH, deHoGapburan unu xapbaMmasenmH), MOXKE Ja & HeOOXOZUMO
3aBiillaBade Ha fo3ata ¢ 5 — 10 mr/kr/oeH.

Ilpu crupane Ha NEYEHWETO ¢ €H3HMHM HHAYKTOPH, TPOXBKATENEH KOHTPON Ha
NPHCTBINTE MOXE Ja C€ NOCTUrHe u ¢ Hamaneda fo3a Convulex capsules. Ilpu
enHoBpeMeHHa ynorpeba Ha 6apbutypaty B kombuHauus ¢ Convulex capsules, ocofeno
8KO C¢ MNOABAT CHCTOAHMA Ha cejauus (Hai-Beue Npu Nela) € NPEMOPBLUHMTENHO I Ce

HaMajll 1o3aTa Ha 6apOuTypaTHre.
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4.3. lIporasonoxasanms

* CBPBXYYBCTBUTENHOCT KbM BaiNpOeBa KHUCENVHa, HATPHEB BANNPOAT HilH
KBM HJIKOA OT APYIHTE ChCTaBKH;

®  HaCTOAMIO YePHOAPOOHO 3ab0igBaHe;

* GamwiHa anamHe:a 3a HapylieHa YepHOZpoGHa (YHKUHS CBBp3aHa C
y110Tpeba Ha JIEKapPCTBEHO CPEACTBO;

* uepHOAPOOHA NOPHUPHS;

4.4. Coennaang HPOTHBONOKA3AHNA N CHENHATHE NPEXYNPEACHHA 32 yuorpeba

Hapywenus eve gynxyuama na weprus Opob: Ilpemu 3anousase Ha JEYeHYe ¥ [0 BpEME
Ha I'BPBHTE 6 Mecelia OT CaMOTO JigueHHe TPAOBa Ja Ce H3BHPIIBA NEPHOIMYHO CleIeHe
Ha MapaMeTpuTe Ha YepHoApoGHaTa QYHKUMA NPH BHCOKO PHCKOBM HALMEHTH U MpH
N2UHMEHTH ¢ TpeAIIecTBAlC YepHoApobHo 3abonapane — Tesn naukeHTH TpaGea ja ca
IOl HENpPeKbCHATO KIMHWYHO Habmopenue (k. cpiio 4.8. HexenaHu nexapcTBeHH
peaxumy),

JlaGopatoprute nokasatens 3a wuscnefBaHe Ha wWepHOApoGHata (yHKLMA TpsaGBa da
BKIIFOYBAT NPOTPOMOUHOBO BpeMe, TPaHCAMMHA3H M/HiK Gritupy6HH W/ NpoxyKTH Ha
pasrpagenus ¢Qubpunoren. IlspBoHauanHoO MoXe Ha ce HabHIOLaBa NpPexXomHO
NIOBHIIaBaHe Ha TPaHCAMMWHA3HTE, KOSTO Ce HOPMANIH3UpPa NPH PEAYKIMS Ha 503aTa.
IlaugieHTH ¢ OTKNOHEHHA B OHMOXMMHYHHTE NOKasaTen TpabBa Na Ce NPOCNEHIRAT
KIIMHWYHO ¢ NEPHOAMYHO TeCTBaHe Ha YEPHOINPOOHUTE HOKAazaTeNd [0 HOpPMaNM3HpaHe
Ha CTOHHOCTHTE.

[Ipn abuopMmHO yaeRKEHO NpPOTPOMOHHOBO BpeMe, 0CoDEHO CBEP3AHO C JApYFH
a0HOPMHM NTOKa3aTeNH € XKeNaTeNHO NpeKbCBaHe Ha JICYEHHETO.

Fima cAayyam Ha HapyllaBaHe Ha uepHOApoGHata (QyHKUMS ¥  uepHoApobHa
HELOCTATBYHOCT ¢ (haTanHK NOCHeAVLY IIPH MALNEHTH NEKYBaHH C BANNIPOEBa KHCENIHHA.
Haii-prickosa rpyma ca geliaTa, 0coGeHo Te3H MoK 3 FOIMIUHA Bh3pacT ¥ Te3H C BPOASHH

o0OMEHHH H JACTCHECPaTHEHH 3a60JI${BaHPI5I, Opra’dydyuBEH MO3BYHH YBPEXIOAHHSI H TOKKH

CHUNENTHYHY IIPACTBIHN ¢ YMCTBEHA H30CTaHanocT. TonsMa yacT oT Tesu WHUMAEHTH Ce




Ta CEIAMHIHM, KaTo 0BUKHOBEHO Ca CREP3aHA ¢ KOMOWHHpaHa aHTHKOHBYICHBHA Teparnms.
ITp¥ Tas| rpymna DauMeHTH ce Npenophyea MOHOTEPaIHATA.

B paHnuTe erany Ha 4epHOAPOGHATA HEHOCTATBYHOCT KIMHHYHATA KapTHHA € Mo-
nojie3Ha B TIOCTABAHETO Ha TNpaBWAHATA NWArdo3a oT NabopaTOpHUTE MOKa3aTelNd.
Cepuosno wunmu  daranHo wepHofpoGHO 3aB0NABAHE B HAYANOTO OGHMKHOBEHO Ce
TPENIIecTsa OT HECNelpHIHA CHMITOMH ¢ BHE3AIHO Hayalo, KaTo 3aryba Ha KOHTPOX
Has NpUCTBIHTE, 00Ia HEepasMmoNoXKEHOCT, cNafoct, BATOCT, OTOMM, aHOpEKCHUA,
MIOBpBIliaHe, KOPEMHH OONKH, CBHIHBOCT, JKBITEHINA. Tes CHMITTOMY ¢4 fIoKa3aTell 3a
He3a6aBHO CTMpaHe Ha NPUEMAHETO Ha NEKAPCTBEHUA nponykt. Iaunenture Tpadea aa
OBaaT HHCTPYKTHpaHH Ja Ce CEBBDKAT BeAHAra C JeKyBalliisa I'H JieKap TP NosBara Ha
nofo0HN cumIrroMu. Bee omie He e W3ACHEHO KakBY H3cnensanus Guxa TIpencKa3aly
roA00HO NOoBeJEHHKE, HO CE CMATA, Ye TOBA MOTAT A2 Ghjar na0OpaTOPHATE NOKa3aTENH
OTpa3sABailly OENTHYHISA CHHTE3, KaTO NPOTPOMOHHOBO BpeMe.

Ilpyu naunenty ¢ HapyieHa yepHoapobua dyHkitus Bcako €IHOBPEMEHHO H3N0NI3BaHe Ha
CalmuUMIaTH ¥ BaNnpoat TpAOBa Ja ce NpeyCTaHOBH, Thil KATO Ce SHTKHPA eJHH ¥ ChII
MeTabONMTeH NBT M Taka Ce& yBenuyaBa pHCKAa OT pDasBHTHE HAa HepHOApOOHa

HEHOCTATBEYHOCT.

Xemamonozuunu napyuwenus: TIpenn HauanoTo Ha Tepanuarta ¢ Convulex u ¢hIIo Taka
Npeny XUPpypriyecka HHTEPBEHIMS € HeoOX0AHMO fa ce NPOBelaT KPHBRHH H3CNeBaHUS
( MBAHAa KpHBHA KapTWHA, BPEME HA KLPBEHE ¥ KOAryNallHOHHH TECTOBE) 3a Ja Cce
YCTaHOBY CBINECTBYBA K PUCK OT YCIOMHEHHA B CNEACTBHE HA KPBBOUINHEBY (BXK. TOUKA
4.8. Hexenanu nexapcreenu peaxuwnw). [lallHeHTH ¢ aHamHe3a 3a KOCTHO-MO3BYHO

3abonsBade Tpsa6Ba Ka GBIAT [0 HENpeKbCHATO HabmodeHu e,

Hapywenua na gyuxyuama na nankpeaca: PeaKH ca ClIyyanuTe Ha TEXEBK MAHKPEATUT C
darannu nocnenui. PUCKET OT (araien H3XOL e Hal-roNsM NpH MajkH Jela H
HaMaJifBa C BB3pacTTa. [eXKHTe EHUNENTHUHH HPHUCTEIM H TEXKH HEBPONOTHYHH
HApymICHUs B KOMOMHAallMAd C AHTHKOHBYJICHBHA Tepanmus ca pHCKOBR (pakTop 3a

Pa3sBUTHCTO Ha TEXBK NaHKPeaTUT. Axo MaHKpeaTHTa c€ CRIPOBOXIA C DAa3sBHTHC Ha




4epHOAPOOHa HEAOCTATHYHOCT PUCKET OT (ataneH H3X0J, ce yBelIHyapa. [laiyeHTHTe
TpsbBa ji2 OBJAT HOCHBETBAHM Ja Ce OOBPHAT KBM TEXHMA NEKap aKO Ce MOSBST
CHMINTOMH TIPEINONaraliii PpasBUTHETO Ha TNaHKpearuT (KOpeMHH 6olkH, rajaeHe,
noepbiiane). Tesw mnauvenTH Tpabea Oa Geiar NOANOKEHH Ha W3CTeABAHNS
(BKIIOUHMTENHO cepyMHa amuiasa). [IpH ycTaHOBABaHEe Ha NAHKPEATHT JEYEHHETO C
BaJIIpoeBa KHCENnHHa TpsaOBa He3abaBHO ga ce mpexpaTH. [lalyeHTH ¢ aHaMHe3a 3a
3a0JABaHe Ha TaHKpeaca TpAGBa fa ca MOZANOXEHH HA HENPEKhCHATO KIHHHYHO

Habmonenue (Bx. Touka 4.8. Hexxenanu nexapcTsesn peakinm).

Hanvnnssane: JleueHWeTo ¢ BaNNpOEBa KUCETMHA MHOTO YECTO BOMM 1O 3HAYMMO H
IIPOTPECHBHO HambinABaHe. [lanuenTnte TpaGea na 6BAAT NpeAyHpeeH: 3a TOBA U Ja

OBIaT CHBETBAHH KaKBH CTBHITKH Jda TIpEANDUEeMaT 324 peoylMpaHe Ha TeliecHaTa Maca.

Cucmemen nynyc epumemamodec: B pelky cnyuad BailpoeBaTa KHcemuHa MOXe Ia
NpEeAyN3BHKA DPAasBUTHETO Ha CHCTEMEH JIyNyC epuTeMaTONeC WiM Ja BIOWIH

CHIIECTBYBAIIHA TAKbB.

Xunepamornemusn: Tlpy ceMHeHHe 3a AedUUMT Ha eH3UMHE OT HUKEIA Ha ypeaTa TpiOBa A2
€S IpoBefaT U3CHESNBaHHA NPEeiy HAYANOTO Ha TEpanusg ¢ BaINpOEBa KHCENMHA TIOPaaH

PHCK OT pasBUTHETO Ha XHIISPpAMOHEMUS,

Tupoudnu xopmonu: B 3aBHCHMOCT OT NNIa3MeHaTa CH KOHLEHTPALMs EANNPOaThT MOXKE
Ha H3MECTH THPOMAHHUTE XOPMOHHK OT MECTaTa UM Ha CBBP3BaHE ¢ IIJIa3sMEHHTE IPOTEHHY
¥ TaKa fa MOBHIIE MeTadonu3Ma ¥M. ToBa Moxe Ja JoBefe JO NMOCTABSHE Ha IOrpellHa

AHarto3a XunoTUupeouaiu3oM.

Epememzocm: Henup ACTCPpOaHE BE3PACT HE TpﬂﬁBa Ja 3alTOYBaT ACHEHHE ¢ BaJINpOCBa
KucelMHa ©0e3 CbBET OT CHEUHANUCT HEBPOIOT. BannpoeBaTa KHCENTHHa €
AHTHCHINICIITHYICH MEOUKaMEeHT Ha H360p NIpH ONpenciicHyl THHOBE ENHNESIITHYHH

NPHCTHITH, KATO T€HEPATH3UPaHH IPHCTBIIH ¢ HIH 0€3 MAOKNOHYC # $OTOCeH3HTHRHOCT.
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Ilpy ennnencus ¢ NapnuaiHy MPHCTHNM BANNPOSBATA KHCENMHA € CPEJICTBO 32 NICUeHNHe
NPH MaNBEeHTH [TOKa3any pe3lCTEHTHOCT KbM APYIUTE aHTHKOHBYJNCAHTH. JKEHHU, KOUTO
HMa BEPOATHOCT Jia 3a0pEMEHEAT MK TIaHHpaT OpeMeHHOCT, TpgOBa fa ce KOHCYNTHpAT
CBC CHEIMAIMCT NOpany NMOTEHIMANHUS TepaToreHeH edexr 3a Ioaa (Bx. Touka 4.6.

BpemeHHOCT H NaKTaLs).

Hayuenmu ¢ duabem: Toit KaTO BaNNpOAaTET C& ENUMUHKPA OCHOBHO f1pe3 Osbpelure, OT
yacTH noj ¢opMara Ha KeToTena, MOXEe Ja C€ TNOIydaT (aiiiuBO HONOXHUTENHH
pe3ynTaTH NIPH K3Cle[BaHe Ha ypHHaTa PH ChMHeHMe 3a quaber.

Hugropmayus 3a duabemuyu:

Kongynexe 50mg/m} cupor 3a iella chabpixa H3KYCTBEH NOACNANMTES U 33TOBA MOXE J1a
ce Hzrnonsea npu auadernu. TpabBa na ce uMa ripel BHI BBINEXHUAPATHOTO CHABPIKAHNE
ot 0.05 BU ( BBIIEXHApaTHH eTMHHLM) Ha mi cHpon,

Enunencusn: BHe3anHO NpeKbCBaHE Ha JIEUEHHETO C BalNpoaT MoKe Ja JAOBeAe JO
yBeNpyaBaHe Ha YecToTaTa Ha NPUCTHITHTE.
4.5, JlekapCcTBEHH H JPYTA B3aHMOpeHCTBHS

Edbrermu na eannpoama sepxy Opyau mMeduxamenm

- Heeponenmuyy, MAO-~unxubumopu, anmudenpecanmy, 6eH300Ua3enURY
BanmnpoarsT MOXE Ja YCHAM JcHcTBHETO Ha IpYrM ICHXOTPONHM BeIeCTBA KaTo
ueBponertiiy, MAO-unxuburopy, antienpecanty, Genzoauasenunn. [lopanu Toea ce
TNIPENIOPEYBE KIMHIYHO HaGone ue 1 peryitpaHte Ha 03aTa KoraTo € HeoOXouMo.

- Anxoxon
Bannpoaretr moxe Ia 3acuny edekTHTe Ha allKoxoa.

- Denobapbuman
Bannpoar yeenidapa miasMeHaTa KOHUeHTpaius Ha (erobapburan (MOCpenCcTBOM
HHXWOHpaHe Ha dYepHoapoOHUs MeTaboNW3BM) H MOXE JAa JOBeAe IO CBHIMBOCT,
ocoBeno mpu gJena. [IpenoppuBa Ce TOCTOAHHO KAMHWYHO Habmopenuwe ocobeno B
IBPBUTE 15 HHU OT KOMGUHHPaHOTO nedeHue. [Ipy nogsa Ha edekTH Ha CelaluMs fo3aTa
ua (enobapburana TpaOsa HezabaBHO fa ce MOHWXKH. AKo € HeOOXomUMO MOXE na ce

ompeNeny mIasMeHaTa KOHLEeHTpanys Ha ¢penobapburana.




Ipumudon

BamnpoaTsT mnopwilaBa TIa3MEHOTO HHBO HA TNpPUMMIOHA KATO Taka YTEXHIBA
CTpaHH4HHTE MY edextd (cematusHoCcT). Te3H cumirroMn OGHKHOBEHO M34e3BAT IpU
NpOXBKHTENHO nederne. [Ipenoprupa ce KIMHMYHO HAOGNIOZEHHe B NLPBHTE AHH Ha
KOMOHHNPAHO NE4YEHHE # PEryiiHpaHe Ha JO3HMPOBKHTE IPH HEOGXOMUMOCT.

Derumoun

BanmnpoaTsT Hamansdsa ofWata MiasMeHa KOHLEHTpauus Ha QeHuToMHa. ITpu ToBa ce
yBenuyaea cgobojHaTa My (opMa, KOETO MOXE Ja AOBele A0 NOSBA Ha CHMITOMH HA
npenosupane (BailpoarsT W3MecTBa (DEHMTOMHA OT MACTOTO MY HA CBBP3BaHe C
TIa3MEHUTe NPOTEHHN ¥ HaMansipa uepHOnpobHus My merabonuseM). Ilpemoppusa ce
KIMHUYHO Tnpocnefissane. Ilpm ompedendHe Ha niasMeHaTa KOHLEHTpAUMA Ha
(eHHTOMHA € BAXXHO Ja CE OTIPefieNy 1 cBoOOAHATA My BpaKius,

Kapbamasenun

Wma cpobmenys 32 KIMHHYHR TOKCMYHOCT NpH eJHOBPEMEHHOTO NpHIara#e Ha
BaNNpoaT W KapbamasenuH, ThH KaTo BaNNpOATET MOXE Ja IIOTEHIWpa
kapbaMasenrHoBaTa TOKCHYHOCT. TIperopbysa ce BHUMATENHO KIHHAYHO NIpOCIeIBane
0co0eHO B HAYANOTO Ha KOMOHHMpaHaTa TEpanis W ChOTBETHO PEryIHpaHe Ha A03UTe
ripy HeoOGXOMUMOCT.

Javompusicun

BannpoaTkt Moxe fa NOHIDKHM MeTaGOMM3MA Ha JIAMOTPHIKHE M A2 NOBHIY CPSHHAL MY
nonyxueor. Ilpu neobxonumocT e nofpe za ce perymupar josute (fjosata Ha
AaMOTpHKKMHa Na ce Hamanu). KomOuHanwaTa OT NaMOTPYIKME M BaIIPOAT MOXKE Ja
TIOBHIIM PHCKA OT Pa3sBHTHE Ha (TeXKKM) KOXKHH peakuyu ocobeHo npy zena.

Judosyoux

BannpoaThT MOKE jAa 3aBHLIM Nja3MeHaTa KOHLEHTpalHs Ha 3HJIOByNWHAa M Taka Ja
NOBHIIHE TOKCHYHOCTTA MY.

Bumamun K-3asucumu GHmuxoazynanmu 4 Qyemuncaiuyunosd Kuceaunda
AHTHKOATYNaHTHHUAT edeKkT Ha Bapdapmsa, APYIHTE KyMapHHOBH AHTHKOAryJaHTH H
aHTHArperanTHUAT e(eKkr Ha aueTHICATHLMIOBATA KHCENHEA MOraT fa ObJaT 3achISHN

fopagd H3IMECTBAHETO OT MeCcTara MM Ha CBBP3BaHe ¢ IMNasMCHHTE INIPOTE ‘OT




Bamipoara. IIpoTpomGuHOBOTO Bpeme TpsabBa Ha GbIe 4YeCTO NPOCNENIBAHO NpH
NPHEMAHETO Ha OpajiHK 2HTHKOAryNaHTH.

Temozonomud

EnHoBpeMeHHOTO NMpHEMaHe HA TEMO3OAOMHZ M BaNNpOAaT MOXKe ja HOBele N0 AEKO
HOHWIKABAYE HA KIMPBHCA HA TEMO30NOMHEA, KOeTO e 0e3 KIIMHWYHO 3HaYeHHE,

Edbexmu na dpyeu meduxamenmi eopxy annpoama

AHTHKOHBYNICAHTH, NEHCTRAIM KATO E€H3UMHM WHAYKTOPH (BKIFOUHTENHO denumour,
genobapbuman, kapbamasenur u NpUMUOOH), NOHIKABAT TJIA3MEHOTO HHBO HA
Bajnpoara. B cnyyaw Ha KoMOuHMpaHa Tepamus e JKeNaTeRHO J03aTa Ja Obie
PErynypana B 3aBHCHMOCT OT TLIa3MeHAaTa KOHIEHTDALHA,

Ot ngpyra cTpasa €JHOBPEMEHHOTO INIpHUIaraHe Ha Bajnpoar W gerbamam MOXe Ja
JOBeAe OO ropuinasaHe NIasMEHOTO HHBO Ha BaiNpoaTa, Nopagy TOBa Jo3ara Ha
BaNIpoaTa TpAOBa BHUMATENHO /2 Ce CNEeNH.

Megnoxsun u xnopoxeun MoOraT Az CHIDKAT nNpara Ha BB3Oyaumoct ma LIHC. B
JOTbIHEHHE Medrokeur MOXE A3 NOHWKH NIa3MEHUTE HHBA Ha Balnpoara. B Takuea
cllydaM Jo3aTta Ha Balnpoara TpAOBa ja ce peryinupa rpi HeoOXoauMOCT.

B cnyuau pa enHoBpeMeHHA ynotpe0Ga Ha BaNNPOSBa KUCENWHA H GElecmea C GUCOK
aurumem KoM RAA3MEHUME Npomeuny (Hanp. Ayemuncanuyunosa Kucentna), Moxe 1a
ce MoByUIK (ppakInATa Ha cRoOOAHATa BANNIPOERA KHCENHHA.

Ilpu ennoBpemeHHa ynoTpeda © yumemuOur U epumpomuyux MOXE Aa Ce TIOBHIUM
NIa3MeHOTO HMBO Ha BalNpoata, nopany 3abdaBeHNs yepHoapobeH MeTaboAN3bM.
Kapbanenemume wMorar ja DOHWXAT TINA3MEHOTO HHBA Ha BajpoaTa IIOj
TepaneBTHYHHUTE rpaHuln. AKO e abcoNoTHO HeoOX0oAuMO €IHOBPEMEHHOTO NpUiarase
Ha Te3Y aHTHOHOTHLIM U BaNmnpoar, TpabBa BHUMATETHO Aa ce CeIIT MIa3MEHHTe HHBA.

Xonecmupamunom Moxe Ia NOHWKY aGcopbyATa Ha BaNIpoeBaTa KUCeIMHa.

Hpveu a3aunvodeticmeus

HPBHOP’B‘-IBa CcS BHHMATESNTHO H3TION3BaHe Ha BanmpoaT ¢ HOBH aHTHENHUIENTHYHH

MECIHKaMeHTH, YHATO q)apMaKOHHHaMHKa € BCE QIIE HCH3ACHEHA.




BarmpoaTsT He axTHBHpa 3HAYUMO YEPHOAPOGHUTE EH3UMH, HOPAZH KOETO He NOBIHIBA

HeHCTBHETO Ha OpalHHUTE KOHTPAaLEITHBM,

4.6. BpemeHHOCT B KXEpMeERe

4.6.1.Bpemennocr:
Ot onura npyu jlevenue Ha Malikn ¢ eNMMIeNcys, PUCKOBETE CBBP3AHY ¢ ynoTpeGata Ha
BaIIIPOAT 110 BpeMe Ha OpeMEHHOCTTa ¢4 KaKTO CleBa:

- PHex cEBp32aH ¢ eNENENCHNTA B ¢ ARTHENHIENTHIRATE MEAAKAMEHTH
Ilpu neuara pageHw OT MailiK¥ ¢ eNuiencus NONYYaBalli AHTHENHICIITHYHO JeueHHE
obwmAT Opoit Ha MandopManuuTe & 2 — 3 ITBTH NO-BHCOK OT TO3H B 06WIATa NONYNALS
(3%). Benpexu nosuinenus 6pod Ha mMandopmaupi chOBABAHM TPH KOMGHHEPAHO
JICYCHHE BCE OIS HE € M3JACHEHA OTHOCHTENHATa polis Ha caMoTo 3abongeane W Ha
TEYEHHETO mpH passuTHero uM. Haili-yecro pokmagaHu ca ,3aelika ycTHa” U
ChPASYHOCHIOBH MasidopMatii.
EnugeMyonoruyHy Mpoy4yBanHus ca OKa3ail BPh3Ka MeXay BTPEMATOYHa eKCIO3HLHS
Ha BanNpoepa KHCEAWHA W 3abaBsiHe B pa3sBUTHETO Ha nnogpa. 3a Tosa, obaue, MoXke Az
HOTIpMHECE M MaW4yuHaTa eNMWNIETICHA, M TO3M (aKkT mpaBM TPYZHO A ce ONpeAeiy
aBCOMOTHNA IPHHOC Ha AHTHENTHACTITHYHOTO JIeYEHHe 3 Pa3BUTHETO Ha TO3M puck. Bce
NaK BBIPEKH CIIOMEHATUTE AAHMHM, BHE3AMHO NpeKbCBaHe Ha JISYeHHeTOo Tpabsa ja ce
130ArBa, 3aI0TO TOBA MOXE Na OTKIFOYH HOBM NPUCTBIM, KOMTO MOTAT 1A HaBDPEIAT,
KaKTo Ha Malikara, Taka H Ha TIIoJa.
- PHckoBe CBBP3aHH € BAIPOATA:

ITpy eKcriepHMEHTH C JKHBOTHH, TepaToreHeH e(eKT e HabioiaBaH Npy MHIIKM,
MIeXoBe M 3adiiu, IIpy Tax € mokasaHa BpB3KaTa ChC CTOHHOCTHTE Ha THKOBHTE
IIa3MeHH KOHLCHTPAalMKH W WHIWBMAYyanHaTta J[03a, ¥ pa3BuTHe Ha JedekTH Ha
HeBpallnarta TpnOa.
I'lpn xopa e HabmiogaBaH N0-BHCOK NPOLEHT HA BPOAEHM aHOManuy (Clyvad Ha JHLEB
OHCMOPGUIBM, XHMIIOCTIANHS MK MHOXKECTBEHH ManGOpMALKHH O0COBEHO B PA3BUTHETO Ha
KpalHHMLKWTE) NPHY Jella POeHH OT MalKH ¢ eNUJISTICHA Ha JISYeHKe ¢ BaJIpOoaT.
Bannpoar ce cBbpsBa ¢ HedexkTH Ha HeBpaJHata Tph0a KaTo MUEIOMEHHHTONENE M

criiHa Onduna. Tesw HHUAAEHTH ca ¢ yeTaHoBeH I oT 1 no 2%.
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- 3axuodeHHA BHE BPB3KA € TAKA M3JIOKCHATE JAHHH
Koraro »xena rranipa GpeMeHHOCT TOBa HAJlara TIPEOUEHKA Ha aHTHEMHICHTHYHOTO U
seyenue. JXeHH B JeTepolHa BB3pacT TPpsOBa Ja ObAar NpelynpeskaaBaly 3a pPUCKOBETE
¥ MION3MTE OT NPOXBANKABAHE Ha NEYEHHETO HO BpeMe Ha GpeMeHHocTTA.
Vima moxazaTencrBa, ue NpHeMaHe Ha CONH Ha GONHEBAaTa KMCENHHA NIPel HAYaloTo Ha
OpeMEHHOCTTa OT JKeHM € BHCOK DUCK, HaMANABAT pasBUTHETo Ha Jedexty Ha
HeBpaliHara TprOa. BENOPEKH Ye HE CBUISCTBYBAT JOKA3ATENCTBA 33 TAKABA IMOJ32 NpH
KeHW NoNydYaBallyl aHTHETIHACTITHYHY MEIHKAMEHTH, Te Tpia0Ba fa ObAaT ChBETBaHM JAa
3ano04HaTa Jia B3eMaT QosHeBa KucenuHa (SMr) Bb3MOXKHO Hali-paHo cliel NpeKbCBane Ha
KOHTpaHenusaTa.
Vima moxasarencrsa B HOZKpena Ha dakTa, ye MOHOTEPANMATA € 38 NPeMiloYHTaHe NpH
neyeHHeTO Ha OpeMeHHu. Tpabea fa ce npepasriela IO3UPOBKaTa Ha MEIUKaMEHTa | a2
€& M3MO0JI3BAT BH3MOXHO Hail-HHCKHTE eDEKTHBHY N03M, pasfelieHt B HAKONKO NpHeMa,
ThH Karo pHCKBT OT abHOPMHO YIPOTHYAHE W W3X0A OT OpeMEHHOCTTa Ce CBBP3Ba ¢
BHCOKa oOia jAHEeBHA 033, KaKTO M ¢ WHOWBMAYaNHaTa 0034, MIHIMIEHTHOCTTa 34
Pa3sBHTHE Ha AeEKTH Ha HeBpanHaTa TpwOa pacTe ¢ gozata ocobeHo NpH o3H Hag 1000
Mr/aeH. PaspensHeTo Ha HZHEBHaTa H03a B HAKOIKO NpHeMa Npe3 JeH, KakTo W
H3NON3BAHETO Ha (POPMYAH C YABIDKEHO OCBOOOXIaBaHe ca 3a NMpeArioynTaHe, 3a Ja ce
H30erHaT BHCOKHTE TIHKOBH CTOHHOCTM Ha TIuUlasMeHMTe HEBa. Ilo BpeMe Ha
DpeMeHHOCTTa aHTHKOHBYJICHBHOTO JIedeH)e ¢ BAIHPOAT He TpSOBa Ja ce IpeKseBa ako €
epextBHO. [IpenophpyBa c©e HazHAYABAHMETO " ha NPEHATAHO MOHUTOPHpaHe OT
CIIEUAIIMCT 32 PaHHO YCTaHOBABaHE Ha AedexTy Ha HeBpalHaTa TpBEOa U Pa3BUTHETO Ha
Manpopmaiuy. bpemenHocTUTE TpAOBa BHUMATEIHO 1A C& CIElAT ¢ YITPasBYK WAM
Ipyra HoAXOFAmA TexHuKa (i, Touka 4.4, CoeluanHy NpOoTHBONOKAa3aHUs U CTIeLIMAIHY
peoynpexacHus 3a yrnorpeda )

- PrackoBe 32 HOBOPOAEHOTO
HabmonaBaHK ca MHOTO PEOKW Cy4al Ha pasBHTHE Ha XEMOpArddyeH CHHIPOM IpH

HOBOPOJAEHH, YHUTO MailKy ca OWIH JISKYBaHM C BANNpPOAT 110 BpeMeHa OpeMeHHOCTTA.

XeMOparndHus CHHAPOM Ce CBBP3Ra ¢ XHnoduOpuHoreHemus. JIOKAaiBaHH ca ClIydaH
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HaMaJissBaHeTO Ha (axTopuTe HA KPEBOCHCHpPBaHe. T03H CHHIpOM, obade, TpsbBa Aa ce
AHCTaHNMpa OT HaMassBaHEeTO Ha BuramuH K — 3apucuMmuTe axktopy, NPUYMHEHO OT
(erobapOuTan ¥ APYTrH aHTHENMASITHYHI MEJHKAMEHTH ¢ eH3AM-HEYIHpany edexr.

Tlopapn Te3w npHUYMHM Ce TNpenoppuBa CleAeHeTo Ha Opos Ha TpoMmGouuTHTE,
IJIa3MEHOTO HMBO Ha O¢HUOpHMHOTreHa, KOarynalMOHHMS CTaTyc M (axTopure Ha

KpBBOCHCHPBAHE IIPH HOBOPOACHHTE.

4.6.2 Knpmene

B MalfYMHOTO MIISIKO Ce OTKPHMBAT MHOI0 HHCKM KOHIEHTpaiuH Ha Baampoar (1% — 10%
OT CTOMHOCTHTE Ha Iula3MeHaTa kouuenTpaums). Jlo cera NpocnefgBaHeTo Ha Lela
KbpMEHH OT Malfki Ha Je4YeHHWe C BallpoaT He TOKa3Ba KIMHHYHYM e(eKTH.

CnenoBaTenHo IeyeHHeTo ¢ BaJITIPpOaT HE c€ CMATa 34 KOHTPaWHINKallkg 38 KbpMEH

4.7. Edexrn pHpxy cnocobHocTTa 32 mogapane H padoTa ¢ MANIAHE.

B romaMa yacT OT clyYanTe OBNRASBAHETO Ha NPHUCTBIHTE B CASICTBHE Ha NIEYEHHETO C
BaNNpOAT TM03B0JIsBA HA MALBEHTHTE 12 B36MaT aKTHBHO YUaCTHE B JBHIKEHHETO.
odropure u nmanmenture, paborenm ¢ MalMHW Tpsbsa Aa ca NpPEXyNpeAcHH 3a
NpeXofHAaTa CBHIWBOCT IIPH KOMOMHEPAHOTO JIeUeHHe C HAKONKO aHTHKOHBYJICAHTA HAK

4.8. HexxeraHl JieKapPCTBEHH Peakn.

Kpve u numgna cucmema: Bannpoarst uHxubupa BropaTa Gaza Ha TpoMOOUMTHATA
arperands ¥ T4ka BOAM [0 YHBIKaBaHe BPEMETO Ha KBDBEHE, 4 YeCTo M JO
TpombonuToniens. Te3n edexkry oOMKHOBEHO CE& CBBP3BAT C JO3H I0-BHCOKH OT
NIPENOPBYHTENHIUTE U ca obpatumu. TpombounTonatus nopany ebunnat Ha daxrop VIII
/ daxtop Ha von Willebrand / Moxe na noseze o yAbIKaBaHe BPEMETO Ha KBpBEHE.
Ha6mronaramu ca 1 H30IHpaHH cliydan Ha HaMmaneHd ¢ubprHoreH. Yecto ce crobiiara 3a
JeKo 0oOpaTHMO IIOTHCKaHe Ha KocTHHMA MO3bK. IlodgRata Ha CIOHTAHHH CUHHHH M
KBpPBEHE © CHrHAJI 32 NPeYCTAHOBABAHE Ha NEHEHHETO N0 U3ACHABAHE HAa NPHYMHHTE 32
ToBa. Moske Ha ce HAONIONABa ArpaHyJOLMTO3a W MoHskora muMdbonMrosa. Pamko ca
JNOKNaJBaHH Cjiyyall Ha epPHTPOLMTHA XWIOIUIa3Md, JEBKONEHHS M TNAHIMTONEHHS.

Kp']’:BHaTa KapTHHa ¢¢ B3CTAHOBIBA B HOPpMa CHE[ CnUpane Ha NCYCHHETO.
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Hopywenua 6 umynnama cucmema: Paaxo ce ¢p0o0laBa 32 pasBUTHETO Ha BaCKYJHT.
Hima crnyyau Ha ajeprydHH peaknuM (0T o6pHB [0 peakiiys HA CBPBXUYBCTBHTENHOCT).
Panxo ce pa3sBuBa CHCTEMEH AYTYC EPHTEMATOAEC.

Endoxpunnu napywenyn: ChleCTBYBAT H30JMHpaHM CIYYal Ha NUCMEHOpes U aMeHopes,
Psaxo ce nabnonasa FHHEKOMACTHA.

Obmennu  napywenus u npobremu ¢ xpauewemo. Moxe g1a ce Habmojasa
XHIIepaMoHeMUs 0e3 NpoMAHa B YepHoApoOHKTE eH3uMU. Vi3omupaHa ¥ HHCKOCTENEHHA
XHUnepaMoOHeMHa MOXE Ja C& MOSBM YecTo, HO e 0DMKHOBEHO NpeXO[Ma M He Hanara
HPEeKbCBaHe Ha JIeWEHHETO. Boe naKk Korato € NpiApyKeHa OT CHMITOMH KATO aTaKchs,
NOBPhINaxe, 3aMBrNABaHe Ha Ch3HAHNETO, JIEUSHHETO ¢ BaNIpoeBa KHcelWHa Tpabea Iz
ce rnpeycranoBd. Habmopaea ce xunepaMoHeMus NpUIpYXeHA2 ¢ HEBPOJOTHYHH
cumintoMd  (Bx  Touka 4.4, CneuHanHM TNpOTHRONOKA3aHMA M CHEenHaiHu
ripelynpexAcHus 3a ynotpeba ). B pexu cnydau ce HaGnioAagar OTOLM.

Hewxuampuanu napywenua: Jenpecus,

Hapyuernus om cmpana wna nepsuama cucmema: PIgxo ce HabmOZaBaT CTpaHWYHK
e(EKTH KaTo aTaKCUi, CBETORLPTEN, ¥ TPEMOP, KOHTO ¢a J0303aBHCHMH.

ViMa pawsm 3a mossa Ha cenauWs, OOWKHOBeHO InpH kKoMOMHamMA C OpyrH
GHTHUKOHBYJICAHTH, [IpH MOHOTepanus ce TMOABABa W3KMOUHTENIHO PALKO, B HAYAJIOTO Ha
neyeHHeTo M ODMKHOBEHO € npexofHa. J[OKnajipaHW ca DEOKM ClIyYau Ha BANOCT W
0o0BpKBaKHe, NpPOrpecHpamiii NOHAKOTA KO CTYNOp W NPUIDPYXKEHH OT XaNoUMHALUWH U
KOoHByjicHH. Pagko ca Habmonapany exnuedanonatid ¥ xoMa. TesH CBCTOSHH
OOMKHOREHO C€ CRB3BAT ¢ M3TIQI3BAHETO HA rojigMa CTapToBa 1o3a M GBp30 THTpUpaHe
Ha MeIMKaMEHTa WM TpH eIHOBpeMeHHaTa ynoTtpeba HAa APYrH AHTHKOHBYJICAHTH,
ocobeno derobapburan. Te o6uKkHOBEHO W3UesBar ¥ ca 00paTHM¥ NP HaMansBaHe Ha
I03aTa WIH MpexLeBale Ha pHeMa Ha MeJUKaMenTa.

Wmva penxr ciygau Ha HaOmozAaBaHM CHMIOTOMH OT €KCTpandpaMMIHATA CHCTEMA,
BKIFOYUTENHO NapKHHCOHHM3BM, KaKTo M obparuMa IeMEeHUHs cBhp3aHa C obparuMa

KopoBa aTpodus.
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Tlonsxora mosxe fAa ce HaOmogasa nosumiena GynuocT. Topa B oBwm hwnuu e
OpelyMCTBO, HO B pelKH Clyyau ca HaOmoJAaBaHH arpecHBHOCT, XHIIEPaKTHBHOCT H
TIOBEIEHYECKH [TPOMEHH.

JoxnanpaHy ca pelikH cliyuay Ha 3aryba Ha chryxa (o0paTHUMO Wiy HeoOpaTuMo), KaKTo U
TOABa Ha I1IyM B YIIMTE, BBEIpPEKH 4Ye He € HOKa3aHa HEOCIopHMara MM Bpb3Ka C
ApHeMaHeTO Ha BaNNpOoeBa KUCeHHa.

Panxo ce Babmonapa rnaBoOONIHE W HHCTATBM.

Cmomauno-upeeny Hapyuwenus: CpellaT ce pelKy CAyYaH Ha TaHKPeaTHT, JOpH C
daraneH usxon (Bx. Touka 4.4 Crieuuayiny NpeAyNpexIeHHs U NpeanasHi MEPKH NpH
ynotpeba). Ilpu ynorpebata na Bannpoesa KucenyHa ce HablofaBa JOBHIIEH aneTHT ¥
3HAYUMO U NIPOTPECHBHO HallbiHABaHE (BX. TouKa 4.4 CrnieHuanyy NpoTHBOIOKA3aHUA ¥
CTIeHMANHN NPenynpexieHus 3a ynorpeda ). B Ha4anoTo Ha NeYeHHETO MOXE Ja Ce
NOsIBH Jpa3HeHe OT CTpaHa Ha croMaxa. Vima ciydad Ha rajeHe, IOBDbLIaHe, JHapHs,
aHOPEKCHsA U 3amleK NpH ynoTpeba Ha Bannpoar.

Hapyuenus om cmpana na veprus 0pob u sicheuxama.: B Ha4aioTo Ha NEYEHHETO MOXKe
Ja ce NosSBYM TNIPeXOIHO INOBHWIaBaHe Ha TpaH3aMuHa3WTe. Pgiko ce ceobmaea 3a
gepHopobHa yepena ¢ (araiHy nociemMUy Npy NPHEMAHETO HA BaINPOEBa KMCENHHA
(ex. Touka 4.4. CroenwanHu NpOTHBOIIOKA3aHHMs W CHELHANHH TIPEeIynpexaeHus 3a
ynotpe6a ). Psaxo ce Habmonasa nopdupus.

Hapywenus na xoocama u nodxoscrama merar: 1Ipu HAKOH NManpeHTH cd Babmonasa
npexopen koconan. To3u edekt He e po3zo3apuckuM. Cliell oxodo 6 Mmecela 3arnodysa
H3pacTBAHETO Ha HOBA KOC4, HO T# MOXKe Ja € No-KhApasa 0T npelu. Pamxo ce
nabmogasa nopdupus. [IpekoMepHO OKOCMSBAHE W N0ABA Ha aKHe ¢a JIOKIafBaH! MHOTO
pAIKO.

Ipy ynotpebata Ha BaaNpoaT paako ce Habmoaasa ek3anTeMa. MsknroyeHus ca peakiiy
KaTO0 enuiepMaliHa Hekponusa, cuuapoM Ha CrupBHC-JDKOHCBH M epHTeMa
MynrudopMe.

Hapywenus cevpsanu ¢ omdenumennama cucmema: Ilpu nevense ¢ Bajinpoesa
KUCEeAMHA DPsAIKO e Habmonasan ofparuM cuHApoM Ha (QanAKoHH (HapylleHHE BBB
PyHKOMUTE Ha TNpoKcHMaiHuTe OBOpeunn TyOynM BOjemo IO TIIOKO3YpHS,
aMuHOAUHRYpust, GochaTypus U YpUKYpHs).
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4.9. Ilpexoznpane

W3zpectnH ca cnydan Ha MHIEASHTHO UiH NPEIHAMEPEHO NIPELO3UPaHe Ha MEeNHKAMEHTE.
Tlpn nnasmeHH KOHLEHTPaUHH 5 -6 MBTH MO-BHCOKA OT MaKCUMANHHUTE TeparleBTHIHH
CTOMHOCTH, APYTY CHMIITOMH OCBEH TafieHe, HOBPBIIaHe M 3aMasHOCT, € MAIKO BEPOATHO
JIa ce HabmoAaBart. ‘

[ipu npexosnpane cbc CTOMHOCTYM Ha IUla3MeHWTe Kounewrparwy 10 — 20 msTH Hal
TEPaneBTHYHHTE MOTaT fia Ce TI0sABAT CepHo3HO Notuckawe Ha [THC w mumanero (B,
TOYKa 5.2.DapMakOKMHETHYHH cBojicTea). Te3w CHMNTOMM MOTAT 12 Bapupar B
3HauuTeNHa crered. CpobiaBaHu ca TbpUoRe TIPH MHOTO BMCOKH MJa3MeHM HMBA Ha
Bajnpoata. MiMa naHHM 32 pasBUTHETO Ha MO3BYCH OTOK CBC CHMITTOMM Ha TOBHILIEHO
MHTpaKpaHWajiHo Hajsrade. Hakonko cMBpPTHH clyyau ca NOKJIAABaHH Clef 0COBEHO
roJisIMO Mpeao3Hpaye,

Tipu npenosHpane ¢ BalNpoeRBa KHCENWH2 Ce TPEHOpbYBa OONHHYHO JEYeHHe,
BKIIFOYBAMI0 TMpeJW3BHKBAHE Ha NOBPBLIAHE, CTOMAallHa NPOMHBKE, aCHCTHpaHa
BEHTHJIAHA ¥ APYFH MEPKHM 3a NOAbpxaHe Ha XKU3HeHuTe GyHKUMW. YCIIemHO MoraT a
ce TPUNOXKaT XeMojauaausa W xemoriepdysusa. Msnonszpa ce chIl0 W HHTpaBEHO3EH

HalOKCOH W OpalHO IpUIaraHe Ha akTHBEH BBINIEH.

5. PAPMAKOJOYHYHHA TAHHA
5.1. @apMakoAHHAMHAYHHA CBOliCTBA

DapMakoTepanieBTHYHA IPYTIA: aHTHENUICNTHIH, IPOHBONHH Ha MACTHH KHCETHHH
ATC kon: NO3A GO1

Bannpoesara kucenyHa € aHTHKOHBYJIC2HT.

Hait-BepOATHUAT MEXaHH3BM Ha JeliCTBHE ¢ MOTCHIHpaHe Ha MHXMOMTOPHATA oA Ha
rama-aMuHo-macienara kucennsa (I'AMK) upes rioenusBane Ha NO-HATATBIIHYA CHHTE3
unmd Metabonusem Ha I'AMK. AxrtuBupaHero Ha rioyramar Jgekapbokcunaszara B
HHxubHpanero Ha [AMK-TpaHcaMuHazaTa BOAM 1O 3HAYWTENHO YBEIWYaBaHe Ha
konmuyectBoto I'AMK B cHHanNTO30MHTE M CHHANTHHHOTO MpocTpaHcTBO. Karo
uHxuOuTOper HeBpoMemuatop I'AMK rrorycka npe- ¥ HOCTCHHANTHYHKA Paspsal ¥ Taka

He TMO3BONABAa pA3NpPOCTpaHeHWe Ha KOHBYJACHBHATa aKTHBHOCT. IlcHxor
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HEHCTBHE Ha BaJNpoaTa BOAM O nojobpeHa MOTOpHa KOOpAMHALMA W TO-CHIIHE
CIIOCOGHOCT 33 KOHIEHTPanyi,

HobpaTa eQexTHBHOCT H 6BP30 HelicTRHE HA BaNNpOEBaTa KHCEIMHA NIPY OBJAAIBaHE HA
MaHMHHATE Qa3yl NpH NalMeHTH ¢ MaHWHHO-AenpecuBHH (Gunonapuu) pascrpolicTea e

JOKa3aHo 8 MHOKECTBO Hﬂau360-KOHTp0ﬂHpaHPI KITHHHYHH [IPOYYBaHIiA.

5.2. PapmaKkoKHMHETHIAH CROHCIBA

Abcopbyusn

PasTBapsHETO Ha EHTEPOCONBEHTHHUTEe Kancynu u abcopbumsaTa Ha axkTHBHATa MM
CBCTABKA CE M3BBPLIBA B THHKUTE uepBa. AGCOMOTHATA GHOHANMYHOCT Ha TIperapara e
nour 100%. TlvxoBH NNasMeHM HHBA CE& JOCTHraT cliel oxoio 2 — 3 waca crnep
npuemanero. EjnoeBpeMenHoTO mNpHeMaHe Ha XpaHa He BOLM 1O TIpOMSHa B
KONHYeCTROTO Ha abcopOMpaso BellecTBO. B 3aBHCHMOCT OT JO30BHS HHTEPBal
cTabUIHO INIA3MEHO HHMBO Ce JocThra Ha 2 — 4 JeH OT HayaloTo Ha Tepanusra.
EdexTrBHuTte rinasMeHH HuBa ca B rpanunute 40 — 100mr/n (278 — 694 pmol/l) npu
nauueHTy ¢ enunencus U 50 — 125 mr/n (300 - 750 pmol/l) npy nauweHTy ¢ GUNOAIPHU
pascTpoicTBa.

HaOmonapana e sucoka wiHTep- M MHTpauHIMBHAyanHa BapHabMIHOCT Ha MNNA3MEHHTE

HHEBaA Ha BajlIpoara.

Pasnpeoenenue

CRBp3BaHETO Ha BANNpOaTa ¢ niaasMen#nTe npoteury € 80 — 95%. [Ipu KoHUEHTpalkH B
rnasmara Han 100Mr/n ce ysenwuasa csobonHaTa My Gpaxuya. Bannpoar ce pasnpenend
B OpraHH3Ma OCHOBHO upe3 KpbBTa. KOoHUeHTpalusTa My B LigpefpocuHanHaTa TeWHOCT
€ CpaBHHMa C Ta3¥ Ha cBoOopmHara ¢pakuus B NAasMara. Banmpoar npeMKiHasa
OHAnNALeHTapHO H ce eKckpetwpa B KbpMara. (1- 10% or obmara cepymHa
KOHIEHTPALHS ).

Memabonusvm

Bannpoar ce MeraGonusupa B 4epHus Apo® OCHOBHO Hpe3 IIHOKypoHHpaHe, ToH

uuxubupa nutoxpoM P450 ersumMHa cucTeMa.
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Exexpeyus

OcuHoBHaTa eKCKpelHs Ha Ballipoar e npe3 6u0peryTe noj Gopmara Ha FIIOKyPOHHIATH.
ITonyxuBoTET My € 10 — 15 waca 1 e 3HaYMTENHO O KpAaThK Npy Aeua — 6 — 10 yaca.
Crneyuantu zpynu nayuenmuy

Tauuenru ¢ 0p0peynHn 3abongsapug: Ilopagu HapyIIEHOTO CBBP3BAHE C TNA3MEHHTE
IpOTEHHHM MpPH NauWeHTH ¢ 6b0peyHa yBpena csobogHaTa Gpakiikg Ha BANIpoaTa MOKe
HAa ce TOBHILH.

HamwenTu ¢ yepHonpotuu 3abonsgpanus [Tody:KMBOTET Ha BanpoaT NMpPH TAUMEHTH C
yepHOApOOHA LIMP03a W TAKHBA, BE3CTAHOBABAINM C& OT OCTBP XENATHT & 3HAYMTENHO
VIOBIDKEH B CpaBHEHHE ¢ KOHTPOIHH IPYNH, KOSTO N0Ka3Ba, ye KIHPHHCA Ha Bammpoarta
TIpH NANMEeHTH ¢ YepHORPOOHE HapylIeHNs e 3HAYHTEHO

5.3. llpeaxnaaM9IHH JAHHN 32 0€30MACHOCT.

HzcnepBanus Ha XpoHHYHara TOKCHYHOCT Ha BamipeaT ca JI0Ka3aly HaManRtHa
criepMaroreHesa W TECTHKYHapHa anD[bHﬂ NpH TUIBXOBE H Ky4erd. T'eHOTOKCHYHH
TECTOBE HE OTKPHBAT MYTarcHeH NOTCHIHAI. HpOy‘:IBaHI/IH 38 KaHUepOreHe3a IIOKasBar
NOBUIIABAKHE Ha CIy4auTe C JIOAKOXHH @HﬁpocapKOMIf] MpH MBXKKA IIIBXO0BE.
3nageHneTo Ha Te3H OTKPHTHA MPpH X0pa HE € U3BECTHO. HpH JKHMBOTHH BaNIIpoaTET ACHO

€ H0Ka3an TepaToreHHOCT.

6. PAPMATEBTHYHHA JATHHA

6.1. CoHEchK na NOMOIUHATE BEECTBA H TEXHHTE KOJHIECTBA.

Sodium hydroxide, lycasin (sugar substitute), methyl-4-hydroxybenzoate (sodium
salt) 1 mg, propyl-4-hydroxybenzoate (sodium salt) 0.4 mg, saccharin sodium, sodium
cyclamate, sodium chloride, raspberry flavour, peach flavour, purified water.

6.2. Dp3pKe-XAMAYHE HECHEMECTHMOCTH.
He ca #3BecTHH.

6.3. Cpox na ropnocr.
5/ wer / ronMHM OT AaTaTa Ha NPOU3BOACTEO.
Topen 3a yrioTpe6a 6 / mect / Mecella ciefl MLPBO OTBapAHE Ha ONAaKOBKaTa .

6.4. Cnenmansy yCI0BHS HAa ChXpPaHEHHE.
Jla He ce chXpaHsABa Npu TeMreparypa Hax 25°C.
Jla ce r1a3y OT CBETJIMHA .
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6.5. lanHH 32 ONAaKOBKATA.
Kadseo cTekneno mmme cue epappkanue 100 mlIlonnerunesosa nposmpaina
CTIPHMHIIOBKa 32 nepopalHy hopmu ( opasmepena B mg ¥ ml ) ¢ NOJIUCTUPHHOBO OyTano.

6. 6. Ilpenopuka npu ynorpeda.
JBere wacTH Ha JosMpamara CHPUHIOBKA TpsOBa Aa €& U3MHAT H NOACYMIAT
BHHMATENHO clefl BeAka ynorpeba.

7HME HM AJPEC HA IPHTEXATEIA HA PA3SPEIHEHHETO HA
YIOOTPEGA
Gerot Pharmazeutika, Arnethg. 3, A-1160 Wien, Austria.

8. PETUCTPAITHOHEH HOMEP B PEI'HCTBHPA 11O 4128 3HAXM
20000205

9. HATA HA NHGPBO PASPENIABAHE 3A VIIOTPEFA HA JEKAPCTBEH
IIPORAYKT ( HOTHOBABAHE HA PASPEIIEHHETO )
21. 06. 1994 { 06.06.2000 )

10. NATA HA (YACTHYHA ) AKTYAIM3IANTAA HA TEKCTA
Asrycr 2005

11. FHO®OPMADMAA 3A PASNIPOCTPAHEHHE H OTHYCKAHE
Pasnpocrpansea ce B anTexuTe , ¢ pelenta.




