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1. UME HA JEKAPCTBEHHA IIPOAYKT

OAMOTHANH AJIKAJIOW/] 20 mg duamupanu tabieTku
FAMOTIDINE ALKALOID 20 mg film-coated tablets

2. KAYECTBEH U KOJIMYECTBEH CBhCTAB
Besika punMupaHa Tabnerka ceabpka 20 mg damoruans (famotidine).

[loMo1HO(H) BelecTBO(a) C M3BECTHO ACHCTBHE: e/1HA TabneTka crabpka 46,5 mg JlakTo3a.
34 NBAHHUA CMUCHK HA NOMOLLHUTE BEIlecTBA, BHKTE TOUKa 6.1.

3. JEKAPCTBEHA ®OPMA

* dunMupaHa TabnerTka

Kpbriy, ABOHHO U3MbKHAMM, PO30BO-Kadasu GUIMUpaHH TAONETKH ¢ AeNUTENHA YepTa 0T eAHaTa
cTpaHa.
TabneTkara Moxe na ObJie pazieneHa Ha JIBE paBHU JO3H.

4. KIIMHAUYHHA TAHHH
4.1 TepameBTHUYHH NOKAZAHMS

Bb3pacTH4 nauMeHTy W geua Haa 12 roauniga Be3pact

DamMOTHANH C€ H3MON3Ba 32 OOIEKYABAHE HA CHMITTOMMTE MPEAH3BHKAHH OT KHCENTHHHUA PedUIyKC KaTo:
napeHe, KHCETHHH U OOIKa 3a7 rpbjHaTa KOCT.

4.2 J03HMpOBKa H HAYHH HA NPUJIOKEHHE

Jo3rpoBka

Bb3pacTHH
HABa 1T AHeBHO no 20 mg (eaHa TableTka) CYTPUH U BEUYEp B UACOBETE NPEAH ChH, B NPOAB/DKEHHE HA
JIBE CEIIMHULIH.

HeaHarpuyna NonyJaanug
Heya na ev3pace om 12 do 18 coouni
EnHa Tabnerka QHEBHO B OPOABLIAKEHHE HA ABC CCAMUILIM.

eya na ev3pacm nod 12 zoounu
bezonacHocTTa M edukacHOCTTa HA HaMOTHAHH IPH ACUA HA BB3pacT A0 12 roaHHy
YCTAHOBEHH.

IlanuHeHTH B cTApUYecKa BB3pacT
He ce nanara kopexuusi Ha 103aTa pH NALMEHTH B CTApHECKA Bb3pPacT.



AKO He ce ITOCTHIHE NoJ00pPeHUe Ha CUMITTOMUTE CIIEA ABYCECAMHYHO JICUCHHE, C& MNPENnopbHBaT
HOMbIHHTETHH U3JEIBAHMUS.

Hauub HAa npyuaokKeHue
[lepopanno.

4.3 IlporHBonoxazanus

- CBpPbX4YBCTBUTENHOCT KbM AKTHBHOTO BEICCTBO WIH KBM HAKOE OT NOMOIHUTE BEUIECTBA
U30poeHH B TOUka 6.1.
- Hcropus Ha cBppXxuyBcTBUTENHOCT KbM Apyrd H2 Gnokepu. Jleua no 12 roguinHa Bb3pacT.

4.4 CnenualH npesynpexaeHus W npeaAna3zHd MepKH [IPH ynoTpeda

B k1MHHYHM NPOYUBAHUSA, TAUMEHTHTE C PYFH CTOMAILHO-YPEBHH 3a00/IIBAHHSA CBHP3aHH CbC
HapYLIEHHs HA KUCEMHHATA CeKpellusd (Hanp. AyOJCeHAIHA A3Ba, CTOMALIHA A3Ba), HE Ca U3TIMTBANH
YCIOMHEHHSA; KATO 11510, MALMEHTHTE HE MPOoSBABAT KIHHHYHO 3HAYHMO BIOIUABAHE HAa TAXHOTO
CBCTOAHUE,

AKO MalMEHTHTE HMAT 3aTPYIHEHHS [IPH NPETbILAHETO, HWIK NPOIBDKHTEIEH CTOMALICH AMCKOMPOPT,
61 TpAOBAJIO a NOTLPCAT ChBET OT JIEKap.

Kapuunom na cmomaxa

3nokauecTBeHHUTE 3aboiaBaHUA HA cToMaxa TpabBa na ObaaT OTXBLPACHH NPCAH 3an0vYBaHE HA Tepanns
Ha croMauida g3ea ¢ Qamoruaun Anxkanoua. CHMNITOMaTHYHOTO NOBIMABAHE Ha CTOMAalllHATa A3Ba OT
Tepanus ¢ GaMOTHIWH HE H3IKNOYBA HATHYHETO Ha 3/IOKAYECTBEHO 00pa3yBaHue.

Hapywena 6vopeuna dpynxkuun

T kaTo PamMOTHAUH ce H3NbYRa NPEANMHO fpe3 0L0peuuTe, HEOOXO0AMMO © BHUMAHHE FPH
[IPHAATAHETO NPH MAUHEHTH ¢ HapyllleHn 6bOpeunn pyHKUHA. Tpadsa na ce UMa npeiBua HamallsiBaHe
Ha Jlo3aTa 1Py KPeaTHHHHOB KaupbHE noa 10 ml/min.

Hapyuiena yepnoopobna gpyuxuun

[IpM naLueHTH ¢ TEXKKA 4epHOApoOHAa HENOCTATBLUHOCT € HEOOXOAHMO CITENHIHO BHUMAHHC,
TepanusTa ¢ pamMOTHAKH MOXKe Aa YBEIHYH BEPOATHOCTTA OT cynepuHpekums cue Strongyloides,
0COOEHO NMPU MALNEHTH ¢ HAPYLLIEH HMYHUTET.

Hpuem na HCHIBC

[TaupeHTH KOUTO MpUeMaT HecTepoHaHYU npoTuBoBb3nanuTentu cpenctsa (HCIBC) ocobeHo B
CTapyecka Bb3pact, OM TpsiOBANO Ja C€ KOHCYJITHPAT ChC CBOM NIeKap Mpeu MpHeMaHe Ha TOBa
NIEKAPCTBO.

Heouampuuna nonyraqus
EdukacHocTTa ¥ Oe3onacHOCTTa Ha (PAMOTHAMH NipU Jella HE € NPOoYy4BaHA.

Ynompeba npu nayuenmu 6 cmapuecxa gp3pacm

B KJIHMHHYHU POYUBAHNS CHE IPUNMKEHUE Ha (PaMOTHAMH NPH MMALHEHTH B CT
HaOMOAaBa NOBUILICHA YECTOTA WIH NPOMAHA HA BHJA HA JIEKaPCTBEHO- CBbP3a
NeKapcTBEHH peaknyu. He ce Hamara xopekUHs Ha T03HPOBKaTa Bpb3 OCHOBA Ca



Qbugu npedynpercoenun

[Ipu NpOaBIKUTENHO NEHSHUE ¢ BUCOKH A03H C€ MPENOpbUBa MOHUTOPHPAHE HA KPbBHATA KapTHHA H
uyepHoapoOHaTa QyHKLINA.

[TpH cHUIECTBYBALIA OT /ILJCO BPEME A3Ba C/Ie/l OT3BYYABAHE HA CHMNTOMUTE JIEUEHHUETO He TpsOBa na ce
peKpaTABa BHE3AHO.

PCaMOoTHAHH ANKANOH]A CHABPXKA JaKroe3a. [lauMeHTH ¢ peaKH HACIECACTBEHH npodyieMu Ha rajakTo3Ha
HenoHocUMoCT, Lapp naktazeH neULUT WK MIOKO30-TATAKTO3HA mManadcopOLMa He TpAOBa Ja NpHeMar
TORA ACKAPCTRO.

4.5 B3aumojfeiiCTBHE C APYTH JEKAPCTBEHH NPOAYKTH H APYrd (opMH Ha B3aUMOREHCTBHE

daMoTHIHH He HHXUOUPa yepHOApoOHaTa uuToxpoM P450 enzumua cucrema. Heulo noseve,
KAWHHYHUTE W3C/IEABAHHS NOKA3BAT, Ye (haMOTHUAMH HE NOTEHIMPA AKTHBHOCTTA Ha BapdapuH,
TeO(pUINH, QEHUTOUH, AHa3enaM, IPONpaHoNos, aAMHHOIIMPHH W aHTHITHPHH, KONTO C& HHAKTHBHAPAT OT
Ta3zu CUCTEMA.

WHAOUMAHHHOBOTO 3€JIEHO € TECTBAHO, KATO NTOKa3aTel 3a 4epHOApOGHOTO KPBROCHAOISBAHE /U
YEPHOAPOOHATA NIEKAPCTBEHA EKCTPAKLINA H HE CA YCTAHOBEHH 3HAYHMH €(eKTH.

[1py Npoy4BaHHA NPH NALMEHTH, CTAGHIH3NPAHH Ha Tepanns ¢ GEeHNPOKYMOH, HE ¢a HaOItO1aBaHH
B3aWMOACIHCTBUSA C (aMOTUAUH U HE € YCTAHOBEH epeKT BhpXy (hapMaKOKWHETHKATa UU
aHTUKOAryJIaHTHATA AKTUBHOCT HA (PEHIIPOKOYMOH.

B nombiHeHune NpH npoyusanyd ¢ GaMOTHIAMH Ciiell IIPHEM Ha ankoXol, He ce HalJto1aBa YBEIHYEHHE
Ha O4aKBAHMTE CTOMHOCTH HA alKOXO0J B KPbBTA.

[TpoMeHuTe Ha cTomMawHOTO pH MoraT ja okakat BAMSHUE BHPXY OHOHAJIMYHOCTTA HA HAKOH NCKApCTRa,
KaTo HanpuMep HamasspaHe Ha abcopOLusaTa Ha aTa3aHaBHD.

ABcopBLMATA HA KETOKOHA30JT ¥ HTPAKOHA30/1 MOsKe Ja ce Hamany. KeTokonason TpsGea aa ce npunara 2
yaca NpeaH npueM Ha GaMOoTHANH.

ETHOBPEMEHHOTO MPHICKEHHE HA TI03AKOHA30 NEPOPATHA CYCNICH3Us ¢ GaMOTHIMH TPAOBa f1a ce
H30ATBa, AKO € Bb3MOKHO, Thil KaTo haMOTHAHH MOXKe a Hamasnn abcopOuuATa Ha 1103aKOHA30J!
[MepopanHa CYCNEH3Ks NPY ChMBbTCTRAILA yroTpeda.

AHTHaUMaUTE MoTrar na Hamanat abcopduusaTa Ha GaMOTHAMH K Aa JIOBEAT A0 NO-HUCKH M1a3sMEHK
KOHUEHTpauuu Ha dpamoruaus. Gamornaud TpaOBa aa ce npuema 1-2 yaca npeny npuiaraHeTo Ha
aHTHALML.

[IpunaraseTo Ha ipoGeHelM MOXKe 1A 3a6aBy eTHMHHMpaneTo Ha amoTianH. Tpabsa na ce U3bsTRa
€AHOBpEeMeHHaTa yrnoTpebda Ha npobeHenua U GaMOTHAKH.

JlBa yaca cniea npueM Ha daMoTUAMH TpaOBa aa ce u3barea ynorpeba Ha cykpandar.

EAHOBPEMEHHOTO NPHJIOKEHUE Ha (DAMOTHIMH C TUPO3HHKUHAZHUTE HHXHOUTOD
epJIOTUHHO, TePUTHHUG, MazonaHHO MOXKe Ja HaMany IMJIa3MEeHHTE KOHUEHTpaLl
AOBEAE A0 NOHWXKARAHE Ha e(PMKACHOCTTA, CIeA0BATENHO HE CE NpenopbyBa €1



Ha (hamoTuanH ¢ Te3n TKU. 3a JombIHUTENHN KOHKPETHH TIPENOPBKH BHXKTE NPOAYKTOBATa MHYOPMALIHA
Ha OTIEJIHUTE JIEKAPCTBEHH NTPOAYKTH, cbabpskaliu TKH.

[legyaTpuyna nonynaurs
[IpoyuBaHuA 3a B3aUMOJCHCTBHATA Ca MMPOBCHKAAHU CAMO TIPH BL3PACTHH.

4.6 DepTHAUTET, OPEMEHHOCT H KbpMeEHe

bpemenHocT

[TpoydBaHUs MPH KUBOTHH HE MOKA3BAT JHPEKTEH WM KOCBEH €DEKT BHPXY OpEeMEHHOCTA, Pa3sBUTHETO
Ha eMOpHOHa U eTyca, paKAAHETO UK NOCTHATANHOTO Pa3BHTHE, HO JIMTICBAT J00pe KOHTPOIHPAHH
MPOYUBAHHA TIPU OPEMEHHH KEHH.

[Topaau Topa, hamMOTHAMH HE ¢ NIPenopbUBa 3a ynotpeda npy OpeMEeHHOCT. bpeMeHHH XKCHH HE TpsiOBa
na u3nonseat DaMoTHIHH ATKAT0H 1 OCBEH aKo He € OApeaeeHo OT nekapd. JlekyBalmnaT Jekap TpaGBa
BHAMATETHO 44 NPEUEHH NOTEHIHMAIHATA 110Ji3a OT NpyUeMa cnpaMo Bb3MOKHUTE PUCKOBE.

Kbpmene
(baMoTHAMH NpeMHHABa B MAHYMHOTO MJIAKO. KbpMewuTe Maiiky TpaOBa WK Ja MpeyCTaHOBAT
KbPMEHETO, KIY Aa CNPAT NpHEMa Ha JIEKApPCTBEHHS NPOAYKT.

OepTUTHTET

[IpoyusaHus NpH NILXOBE M 3alLM ¢ opanny o34 Ao 2000 u 500 mg/kg TenecHo Terne IHCBHO, HE ca
nokazany yepexail edexr Ha GpamMoTHAMH BbpXy deprHantera. HiMa obaue amekBaTHW WK N00pe
KOHTPOJIMPAaHH [MPOYUBaHHS MPH XOpa.

4.7 EdexTn sbpxy cnocobnocTTa 32 Modupane B padora ¢ MallHHH

[Tpy HAKOW MALMEHTH Ca HAGMIOABAHU HEXENaHU TeKAPCTBEHH PEakLliH, KaTo 3aMalpaHe 1 rjaasobosiue
Mo BpeMe Ha NpUeM Ha tdamornaud. [IpH TosBa Ha TE3W CUMNTOMH ITALMEHTHTE TpadBa na Obaar
vH$OPMHpPaHH, Y€ TpaOBa na u3barsat wodHpane uan pabota ¢ MALUMHH WK Ja W3BBPLIBAT [ICHHOCTH,
KOWTO U3UCKBAT MOBUILIEHA OAHTENHOCT {BHK TOUKa 4.8).

4.8 Hexenanu JieKapcTBeHA peakHu

B13MOMKHHTE HesKeNTaHH JIeKapCTBEHH PEaKIIMK, 38 KOMTO € choOLIaBaHo, ¢a KIacH(PHIIHPaHH CbIIACHO
CUCTEMO-OPraHHa KiacubHKauug. Bb3npueTa € cneaHarta 4eCToTa Ha HEXENaHUTE JICKapCTBEHH
peakuuK: MHOTO 4ecTH (>1/10), yectn ( >1/100 oo <1/10), neuectu (>1/1 000 no <1/100), peaxn (=1/10
000 no <1/1 000), mHoro peaxn (<1/10 000) BI. ¢ HEW3BECTHA YECTOTA (OT HATMYHUTE JAHHM HE MOXKE
1a ObAS HANPABCHA OUECHKA).

Hapyuienua na xpvema u aumgrama cucmema
MHOro peaku: TpoMOOLIMTONEHMU, JIEBKONICHWSA, HEYTPONEHH, arpaHyJ10LKMTO3a H ITaHUHTONEHHA.
Hapyvwenus na umynnama cucimema

MHOro peaxu: peaklivi Ha CBPBXUYYBCTBUTENHOCT (aHadUIaKCHA, aHruoeem, OpoHxocnas
Hapyvuuenua va memaboiauzma u xpanenemo

HeuecTu: aHOPEKCHS.

Hcuxuunu napyuienus

MHoOro peaxkn: o0paTUMH NCHXHMYHM HAPYLIEHHA KaTO ACMPECHA, TPEBOXKHH pa3
JE30PUEHTALINA, KOHDY3NS M XaTIOUHHALMK, Oe3chbHue, MOHIKEHO JIK0UMIO.
Hapviuenua na nepenama cucmema




YecTH: rnasodonue, 3aMagHOCT.

HeuecTu: HapyllueH BKyc

MHOro peKu: Mapecre3nu, CbHIMBOCT, KOHBYJICHH/ENUIIENTHYHHN rpuoBe (grand mal)- ocobero npu
NALMUEHTH ¢ HapyuleHa Ob0peuHa QyHKIHA.

Capoeunu napyuienus

MHoro peaku: AV-GI0K ¢ MHTPaBeHO3HO NpuioKeHdH H2- peLienTopHHM aHTaroHHUCTH, yabxeH QT
HHTEPBAJL, OCODEHO NPU NAUKEHTH ¢ HapylleHa 6BOpedHa PyHKLMS.

Pecnupamopru, 2pbontl 4 MeOUACMUHATHY HAPYVUICHUA:

MHoOro peaku: HHTepCTULMATHA MTHEBMOHHUS MOHIKOra ¢ atajleH U3Xo/

CmoMAuiHO-4YPEGHU HAPVIUICHUSL

YecTu: 3anek, aiMapus;

HedectH: cyxocT B yerara, rageHe, NOBpbIIAHE, CTOMALIHO-UPEBEH AMCKOMMOPT, UIaTYIEHTHOCT.
XenamoouwiuapHu HapyueHis

MHoro peiky: OTKJIOHEHHA Ha yepoaApoOHUTE EH3UMH, XEMATHT, XOJIECTaTHYHA JKBJATEHHLA.
Hapywuenus na xoxcama u HOOKOXCHAMA MbKAH

HeuectH: 00puB, ¢bpOeK;, ypTHKApHS,

Mhoro penku: anoneums, cHHApoM Ha CTHBbHC-/[PKOHCHH/- TOKCHYHA eMUAEpMaiHa HEKPO/In3a
IIOHAKOTa ¢ paTajlicH U3XO/I.

Hapyuwenusa na Mycxyano-ckelemuama cucmema y CbeOuHumeIHama movkau

MHoro peaku: apTpairus; MycKyJIHH KpaMIiH.

Hapyvuwenua na 6v3npousgooumernama cucmema u 2upoamd

MHOro peakn: HMIIOTEHTHOCT

Obwu napyuieHus u ehexmu #a MACMOMO Ha NPUIONCEHUL

HeuecTtu: ymopa.

MHOro peaku: 4yBCTBO HA TEKECT B I'PbAHUA KOILLL.

Hexceaanu rexapcmeenu peaxyuu- NPUUHNO- CAEOCMBEHAMA 6Pb3KU € HEUIBECHIHA
CpobwaBa ce 3a peakHy cliyyad Ha THHEKOMACTHA, BBIIPEKH Ye B KOHTPOJHPAHH KIHHWYHU NIPOYYBaHN

4ECTOTAaTa HE € MO- BUCOKA OT Ta3u, HabmonapaHa ¢ miauedo.

CohobuapaHe Ha NONO3UPAHHK HEKETAHU PEaKLIMH
CBoOILaBaHETO HA TIOAO3UPAHH HEMNEIAHH peaKUMH CJie] pa3pellaBaHe 3a ynorpeda Ha JIeKapCTBEHHA
APOAYKT € BaykHO. TOBa MO3BOASBA 1a NPOABIIKH HAOIIOJEHHETO Ha ChOTHOLUEHHETO M013a/PUCK 32

JICKAPCTBCHHA MNPOIOVKT. Or MCIHNUUHCKHTC CINTCHUANUCTH €€ H3UCKRA Na C’I)DGIJJ,&BEIT BCAKA INOA03HpPaHa
HCXKC/1aHa pCcaKUHA Ypes3:

ManbanuTenHa AreHuus no JlekapceTpata
yn. ,Jdamau I'pyes” Ne 8

1303 Codus

Ten.; +35 928903417

yeOcanT: www.bda.bg

4.9 Ilpenozupane

HexenaHuTe JieKapcTBEHH peaklMM [Py Npeao3upaHe ca NOZO0OHHU Ha HEXKENAHUTE NCKa
peakLHK, KOUTO HOPMATHO ce Ha0u0aasaT OT KIHHHYHKL onuT (BHX Touka 4.8).
[MauneHTH che cunapoMa Ha Zollinger- Ellison ca noHecnun aueBHH 103u A0 800 m
NPOABLIKECHHUE HA €AHA roJHHa 0€3 MOABA Ha 3HAYHMH HEXKE/1aHH JIEKapCTBEHH pe
[1py npeno3npane € HeoOXOAMMO Aa C& MPeANPHEMAT MEPKH 33 CIMMHHHPAHE HAl
KOJTHYECTBO OT racTpO-MHTECTUHAHHUSA TPAKT, KIIMHHYHO MOHHUTOPHPAHE H MOAN




5. ®APMAKOJIOI'HMYHU CBOUCTBA

5.1 dapmakoanHAMHYHH CBOHCTBA

dapmaxoTepanesTHuHa rpyna; JlekapcTsa 3a HAPYLISHWS CBbp3aHH ¢ ceKpeLus Ha KucenkHa , H2-
peuentopHu antarouuctu, ATC koa: A02BAO3

MexaHH3bLM HA JeHCTBHUE

MaMOTHIAWH € KOMNETUTHBEH M cenekTHBeH Onokep Ha Hx-xucramuHoBuTe peuentopu. llopaan CBos
BHUCOK AQ)MHUTET U ABATOTPAMHOTO cBbp3BaHe ¢ Hr-XHCTAMHMHOBHTE PELCNTOPH B NAPUETATHATE KIICTKH
Ha cToMaxa (aMOTHAMH HMHAYLHPA MOLIHA W JbAroTpaiiHa MHXMOMIMS Ha CTOMallHaTa CEKpeLus.
DaMOTUAHH HHXHOMpa, KakTo 0Oa3asiHaTta, Taka M CTOMAlIHATA CEKPEUMA, CTHMY/IHMpaHa OT XpaHha,
XMCTaMUH, KOPEHH, raCTpHUH U T.H.

MapMakoIHMHAMHUYHH €DEKTH

CHIHHAT W ABArorpacH HHXuOMTOpeH eekt Ha (haMOTHUAWH BLPXY CTOMAILHATA CCKPELMA BOAM 10
O0Bp30 obnexkyane Ha 60JIKATA W CTOMAWIHKSA AHUCKOMGpOPT IpH NAUKUECHTH ChC CTOMAWIHA 1 AYOICHAIHA
S13Ba U 10 NOA0OpABaHe Ha 00IOTO UM ChCTOSHHE.

KnuHyvHa edmkacHOCT K O€3011aCHOCT

EdexrsT Ha GaMOTHINH ce nposBsiBa 1-2 yaca cnej NpHeMa, MAaKCHMaieH edeKT ce nocTura e 1-3
yaca, KaTo MOTHCKAHETO Ha CTOMAIIHATA CEKPelUa € 3a/bpxKa B MPOABJIKEHHE Ha 10-12 gaca. EdbexTbT
MOJXKe J1a Npoab/oku 18-24 yaca, ako ce nmpunaraT 103u, no-pucoku ot 40-80 mg.

5.2 (PapMaKoOKHHETHYHH CBOHCTBA

Abcopduus

Crnen nipyeM npes yerata GaMOTUIMH He ce abcopOMpa HAMbIHO OT CTOMAIIHO-UPEBHUS TPAKT. | IHKBLT Ha
CepyMHATA KOHIEHTpALMs ce A0CTHra 3a 1-3 yaca, 8 MAKCHMATHATA HHXHOMLIMA HA CEKPeLUATa Ha CONHA
KHCce/IMHA ce MpoABiaBa 3 uaca chel nepopajHa aosa oT 40 mg. Koncymauuara Ha XpaHa HC NOBJAWABA
3HAUHMTENHO NJ1A3MEHATa KOHUEHTpauMsa Ha (paMOTHANH.

PaznpeaencHne

GaMOTHAMH ce CBLP3Ba ¢1abo ¢ MIa3MeHHTE NPOoTeHHH (0Ko1o 15-20%). [1nasmMeHusaT nonyxuBoT Clie]
¢JIHOKpaTHA TepopanHa 4032 MM MHOTFOKPATHO MOBTOPEHH J03W (B NPOAB/BKEHHE HA 5 AHM) ¢
OpUONW3UTENHO 3 yaca.,

buoTpaHchopmanus
MeTtabonu3mMbT Ha (AMOTHIONH C€ OCBHUIECTBABA B 4ePHUS ApodO ¢ oOpasyBaHe Ha HCAKTHBEH
CYIMOKCHIIEH MeTa0OoIHT.

EavMMuHupane
Oxkono 25-60% ot nepopanHata A03a C€ EKCKpPETHpa Npe3 ypHHaTa, OCHOBHO gHa. Manko

KOMMHCCTBO OT NEKAPCTBOTO C€ CKCKPCTHUPA KATO Cyﬂ(l]OKCH,ﬂ,.

5.3 llpeakMHHHYHH JZAaHHH 32 6€30MACHOCT



HeknuuuuHMTE NaHHM He noxkasBaT ocobeH PpHCK 3a Xopara Ha 0aza Ha KOHBEHUMOHAIIHWTE
(hapMaKkoMOrHYHH H3NUTeaHus 33 Oe30MacHOCT, TOKCHYHOCT NPH  MHOINOKPATHO  TIPHAArase,
FEHOTOKCHYHOCT, KAPLIMHOIE€HEH NMOTEHLMA, PENIPOAYKTHBHA TOKCHUHOCT H TOKCHYHOCT 38 Pa3sBHTHETO.

6. DPAPMALEBTHYHHA JAHHH

6.1 CHHCBK Ha NOMGIIHHTE BeHIeCTRA

[lapeBuunHo HUILIECTE

Maruezuep creapar

Jlakroza MoHOXHMAOpaT

Llenynosa, MUKpOKpHCTAaJiHa

Cunuuues gHokcHA, KOnoMaeH Oe3eoaeH
XHUTNPoOMeno3a

Makporon 4000

Tutanos auokeun E 171

/Keneszen okcua yepBeH E 172

Kenezen okcun xwuir E 172

6.2 HecbBMeCTHMOCTH

Henpunoxumo.

6.3 Cpok na rogaHocr

3 {(TpH) roauHuM

6.4 CoeunajHH YCIOBHS HA ChXpaHEHHE

T0o3K iekapCcTBEH NPOAYKT HE W3UCKBA CNELHAIHH YCJIOBHS 3a CbXPaHCHHE.

6.5 Bnau chabpxanne Ha oNAKOBKATA

TaGneTkuTe ca mNakeTWpaHH B OaMcTepd oT anymuHueBo U PVC-ponuo. Kytum, cbavpxawmn 20
¢mnmMupaHu TabneTKU U TUCTORKA.

6.6 CneuuaJHH NpesNasHH MePpKH NIPH H3XBbPJAAHE U padora

Hsama cneuanHy H3UCKBAHMA.
HeunznoseauuaTr npoayKT UMK OTNagbUyHUTE MATEPHAJIM OT HEroO Aa C€ W3XBLPAAT B CHOTBETCTBHE C
MECTHHTE U3UCKBAHMA.

7. IMPUTEXATEJI HA PABPEFIHEHUETO 3A YIIOTPEBA

"Ankanona" EOOJ

6yn. “Huxona M.Banuapor™ Ne 51-A , eT. 4,
rp. Cotpus 1407, benrapus

Test. +359 2 80 81 081

umein: office@alkaloid.bg




8. HOMEP(A) HA PASPEIIEHHUETO 3A YIIOTPEBA
Per. Noe 20030378

9. JIATA HA ITHPBO PA3PEIIABAHE/TIOJHOBSIBAHE HA PABPEINIEHUETO 3A
YIIOTPEBA

Hata Ha mbpBo paspewapate: 26 Maii 2003
Hara Ha nocneano noanosasane: 10 Hoemepu 2008

10. JATA HA AKTYAJ/INZUPAHE HA TEKCTA

08/2023




