KPATKA XAPAKTEPUCTHKA HA MMTPOJAYKTA

W3Mbiul iEnA ATERUWA N0 NEKAPCTBATA |
1. HME HA JEKAPCTBEHHS TPOAYKT Rpamia RaparmepuGuKa A npogyKma - [puAGKeRue 1
LIEGAKJIOP AJIKAJIOUI 500 mg karicyns, Tebpan Kot P65 No ..l U5 D2 s
CEFACLOR ALKALOID 500 mg capsules, hard paspeuerue NeBGA B MLy S03X5 .

OGOOPOHUL NE oovsvvmesreessseersirere.: / »ﬂ?-ﬂ'i'm

2. KAYECTBEH M KOJWYECTBEH ChCTAB

Beaka kanceyna ceabpixa 500 mg uedakiop (cefaclor) (moa dopMara Ha uedaknop MOHOXHAPAT
52448 mg).

3a TpNHEA CIACHK HA MOMOITHATE BEOISCTBA, BEDKTC TOUKA 6.1.

3. JAEKAPCTBEHA ®OPMA

* Kancyna, Tenpaa
BANO- CMHYA TEBPAM KEAATHHOBH KANCYJH, ITBIHH CBC CMETAHOBO-KBJATO MPpaxoobpasHo BEUIECTRO.

4. KJHHHYHH JAHHH
4.1. TepaneBTHYHH NOKA3AHAA

Ledakiop e nokasaH 3a NeYeHre Ha HHQEKIHN, IPHIMHCHA OT YYECTBHTEIHH Ha ucakiop
MHKPOOPTaHH3IMH:

- Hudexkuyn na IMXaTeNHATA CHCTEMA, BKIICYHTEIHO NHEBMOHHA, GPOHXUT, 0DOCTPAHE Ha
XpOHHYIeH OPOHXHT, GapHHIHT, TOH3MWIHT H CHHY3HT;

- OTHTHC MeIHAa;

- Hudexuuu Ha KOKATA U MEKUTE ThKAHM,

- Hndexunn Ha MHKOUHHTE THTHINA, BKIIOUHTENHO MHENOHEDPHT H LHCTHT;

ObuxHOBeHO Ledakiop ¢ edekruren 33 OTCTpaHABAHE HA CTPENTOKOKH OT HazodapuHkca; JaHHW,
VCTAHOBABAIIH  epAKACHOCT B MOCHEABAlla TPEBCHIMA HAa OCTBD CTaBeH DEBMAaTHIbM HIH
6akTepHaneH eHIOKAPAHT He ¢a HaJINYHH,

Tpatea ga ce UMaT NpeasHa opUUAATHATE NPETIOPEKH 33 MPABMIHA yNOTPeOa Ha anTHOHOTHLH.

4.2, [03HpOBKA M HAYHH HA NPHIOKEHHE

Jo3uposka

Buvspacmnu

Tpu Texku uHbeKUMH ce Npenopbesa no3a 500 mg Ha 8 yaca. MakcHMATHATA AHERHA J03a € 4 2.
Hudekuuure ¢ Gera-XeMONUTHIHH CTPENTOKOKH TPA6Ba a ce TeKyBaT B NPoAb/DKeHHe Hali-Mallko
Ha 10 gHn.

Hozupane npu Gvbpeyna nedocmamvunocm
Ledaxnop Moske Aa ce OPHEMA H TIPH HATHYKE HA YBpegeHa 6p0pedHa OyHKUMA, KaTo B TE3H CAyYaH
I03aTa He ce mpomeHs Bk Todka 4.4.)

Tayuenmu va xemoduanuza,
XeMoauanmsaTa HAM&IABA TUIASMEHMA NOMyXHBOT ¢ 25-30%. Tlpn naumpenTtH, Ha KOHTO ce
XEMOIHANK3A ce NPEenopb4Ba HATOBapBaMma £o3a 0T 250 mg - 1 g NpHeTa peay AHaiisa 1



1o3a or 250 - 500 mg Ha Beekid 6 10 8 9aca, mMoALPKAHH B IEPHOIHTE MEKILY IlHaJ]H?.BTe..

Hlayuenmu 6 cmpavecka ev3pacn
KakTo mp# BxapacThn.

Hauun Ha npunoxetne
Uepopanso.

4.3. IIporuBonoxazamms

CBPBXYYBCTBHTEMHOCT KbM AKTHBHOTO BEIIECTEO HAH K&M HAKOS OT HOMOILHUTE BEIIECTBa,
H30poeHH B To4Ka 6.1.
CBpPBEXTYBCTBUTENHOCT KbM UedanoCTIOPUHOBH AHTHOHOTHIN KW NICHIUVITHHE.

4.4 CuenHanHn OpeayNpexgeHUA M NpeinasHy MepKu HPH yinoTpeba

ITpedynpexcoenus

Ipefia na ce 3amo4He nedenue ¢ uedakaop ¢ HeoGX0IMMO BHHMATEIHO Pa3lHTBAHE TIO OTHOMICHHE
Ha NpeAMNIHE peaKHi Ha CRPEXIYBCTRHTEIHOCT KbM Hedaknop, nedanoclopHHH, NEHHIHIHHHE ATH
Jpyrd nekapcrsa. AKO JeKapcTBoTo TpAGRaA na 6be HaAeHO Ha NAHEHT, aNepPritieH KbM MEeHWLIIHH,
¢ HeOOXOAMMO TIOBHINEHO BHUMAHHE ITOPAIH AaHHH 33 KPBCTOCAHA CBPbLXIYBCTBHTENHOCT,
BKIIOUHTENHO aHadriakcya npH GeTa TaKTaMHHTE aHTHOHOTHIIH.

AKO Bb3HHKHE an¢prAvyHa peakLia KM Legakiop, JekapeTroTo Tpalea Aa 6bAe CIIPAHO H
TIALHEHTBT A4 C& NEKYBA CbC ChOTBETHHUTE CPENCTRA.

HoknaneaH e H nceBaoMeMOPaHO3EH KONUT IIPH YNoTpe6arTa Ha IPaKTHYECKH BCHUKH
IIHPOKOCTIEKTHPHA AHTHOHOTHUH, BKIKYHTENHO MAKPOIHAN, NONYCHHTE THYHY NEHBITHAHHH H
nedanocnopunn. ETo 3aimo € BaXHO Ia Ce MMa NpeIBH TAa3H AHACHO3a NPH DANWEHTH, IPH KOHTO C&
MIOABABA JHAPHA, CRL.P3aHa ¢ ynoTpeOara Ha anTMOHoTANH. [lo OTHOINEHHE Ha TEXECTTA TOZH THI
KOJIMT MOKe Ja Gble 0T YMEPEHO TEXBK JI0 >KHBOTO3acTpamarall, [To-rekdATe cayyal 0OHKHOBEHO
OT3BYYaBAaT MPH crHpaHe HA JedenneTo. [TpH yMepeHo TeXKHUTe H TEKKH CITyYan € HeoOX0MHMOo aa ce
B3GMAaT ChOTBETHH MEPKH.

{lpednaznu mepxu
Hedakmop Tpabea Aa 6bae¢ NpHIaraH ¢ BHUMRHHE TIPH HATMYHE HA 3HAYMTENHO Hapymena SLOpeusa
¢dysrima, Thi KaTO TOMYXHBOTHT HA LiedakIop NpH aHypus € 2,3 7o 2,8 daca (B cpasrenue ¢ 0,6 1o
0,9 saca iipu 30paBH), NPH NAHEHTH ¢ YMePEHO HITH TeXxKo GhOpeuHo yBpexTaHe 0OHKHOBEHO HE Ce
M3UCKEA KOPEKIMA Ha Ao3aTd. KIMAMTHEAT 0MHT ¢ uedakiop npH TakuBsa CIydaH € OrpaHHycH,
327083 TpAGRA N2 ce W3BBPIIRAT BHAMATENHH KIHHAYHH U N1a00paTopHH HCTeABaHHS.
IlupokocnekTbpaMTe aHTHOHOTHIM TpaGB2 A2 ce NPeNHCBAT BHAMATENHO MNPH HHAHBHAH C
aHaMHE3a 32 CTOMAUIHO-YPEBHO 3a0oNaBaHe, OCOOEHO KOMMT.

[Ipogeuxurennara ynorpeba Ha nedaiiop MOXKE Ja JOBERE A0 CBPBXPACTEX HA PEIHCTEHTHH
MHKpooprausmu, TpaGra ia ce B3eMaT ChOTBETHH MEPKH, ako Bb3HHKHE CyNepHHEKIHA 110 Bpeme
Ha JISTEHHETO.

Jloknangano € 3a nonoxureneH rect Ha Coombs no BpemMe Ha negdense ¢ HedanocnoOpBHOBY
AHTHOROTHIM. [Ipy XeMaTONIOrHYHHE H3CNEABaHUA HIIH IPH TpaHChY3HOHHH H3cneIBaHKA 33
CHBMECTHMOCT, C aHTHITIOGYIHHOBO TECTBaHe IIH NpH TecTa Ha Coombs IPH HOBOPOAEHH, YHHTO
Maifki ca NOTyyapaiM uedanocnopuHy Npeay pakaaneTo, Thalea ja ce AMA NpefBUL, 9e
nojoxuTeneH Tect Ha Coombs Moxe 1a ¢e IBJIKH Ha JIEKapCTBOTO.

C pastropure Ha Benedict u Fehling 1win ¢ MegHO cyndarhs TecT TabneTKH MOXe 2 Bb3HHKHE
tannyBo-IO3UTHBHA peakuysd 3a MMIOK03a B YPHHATA.

4.5 BsanmoneilicTBhne ¢ IpYTH JieKapcTBeHH NIPOAYKTH H APYrH (GOPMH Ha B3aHM

PAJKO € 10KAANBAHO 32 HORHILICHO IPOTPOMGHHOBO BPEME CBC MIIH Ge3 KbPBEHE, KOTaTO
HPHEMaHH eIHOBPEMEHHO nedakiop H IEPOPANHHA aHTHKOATYIAHTH. [penopbuBa ce Opk



MALMEHTH Ja CE HMA MPEAEH TIEPHOAHYHO MOHRTOPUPAHE Ha NPOTPOMOMHOBOTO BPEME, C KOPEKIHS
Ha [103aTa, aK0 € HeodXoaHMO.
BrOpeunata ekckpenins Ha Neaknop ce IOTHCKa OT mpoderermy.

4.6 DepTHANTET, GPEMEHHOCT ¥ KLpMeHe

BpemerHOCT
TTpoyuBaHHATA ¢ WHBOTHU HE €A NOKAZANY AAHHH 33 HapyIeH HepTIINTET WK TepatoresnocT. Ho

Thif KATO HAMA ANEKBATHH WIH N00pe KOHTPOTHPAHHM MPOYYRAHKA NPy GpeMEeHHH XeHH, Tpabsa aa ce
BHHMABA, KOCATO JIEKApCTBOTC Ce MPEeANHcRa NpH OpeMeHHH MallMeHTKH.

KbpMeHe
Manku kosndecTBa medakiop ca OHIH OTKPHTHE B MAHYHHOTO MAAKO ClIe] HPHIOKEHHE HA eAMHHYHA

ao3a o1 500 mg. 5 yaca no-KbcHO ¢a GHIH OTKPHTH CPEIHH HHEA OT (.2 MUKPOTpamMa/MiI HIH 00~
manko. OCTarsTHH KONMYECTBA ¢a BHiM OTKPHTH B NpoAbIikenMe Ha yac. Thil kaTo eeKThT BBPXY
OebeTa, KOMTO Ce KbPMAT He € H3BECTEH, & HeoOX0AMMO BHIMaRNE, KoraTo uedaknop ce npHeMa OT
KbPMEMIH KCHH.

4.7 Edexrn BLpxy cnocobHocTTa 3a Wwodnpane ¥ pabora ¢ MAITHHK

Iepaknop Ankanoun He TOBIHABRA IWIH MOBIHABA NpeHeOpexmMo croocofHOCTTa 3a modHpane H
paboTa ¢ MaITHHKA.

4.8. Hexenanu JekapcTBEHH PEAKHHH

BB3MOKHUTE HEXKETaHH JEKAPCTBEHA PEAKIMU, 31 KOUTO € Cho0MIaBano, ca kxnacuduuupan
CBITIACHO CHCTEMO-OpraAHa Iuiaciukaipa H TectoTa. Be3npHera € ci¢nHaTa 4YECTOTa Ha
HeKENaHHTE NEKAPCTRCHE PEAKIIA; MROro YecTH (>1/10); uectu (>1/100 no <1/10); HevectH (=1/1
000 mo <1/100); pemxr (>1/10 000 ac <1/1,000); muore penra(<1/10 000) ¥ ¢ HeUIBECTHA YECTOTA
(OT HANIMYHHTE AZHHH He MOXe Aa Gble HanpaBeHa OUEHKA).

YecroTa/ YeCTH HE JECTH pelKH MHOTO pefIKH
CHCTEMO-OPraHHH
KI1aCOBE ,
Hapywenua na obpaTrMa [IpexX0eaHa
KpBema u aumpnama HEeyTPOTICHHA, TPOMGOLHTONEHH
cucmema arpaHyJIomATO3a, : A, eo3HHO(pAIIA,
XeMOJIHTHIHA numdonnTo3a B
AHeMH:A H JNECBKOTICHHA
arracTHIAa
aHEMHsL
Hapywenua na PeaKIHy Ha | HanoAoOsBalM anagunakcus, nnMpageHomaTH
MMYyHHamMA cucmemda | CBPBXIYBCTB | cepyMHa Gonecr, aHAQHIAKTOUAHH
MTEIHOCT peakimM
Heuxuunu GescrHHE,
Hapyuienus 00LPKAHOCT,
XaTIOUWHAIMHE,
COMHOJIEHTHOCT
Hapywenua na obpaTHma
HepaHama cucmema XHMNEPaKTHBHOCT,
B30y aa,
PasApasHUTENIHOCT,
XMITOTOHHA,
JAMATHOCT,
MAPECTE3HH
Cvdgsu napywenus ejeM (B obnacTTa Ha




JIHHIETO H

KpaliHHLmTE},
CHHKOII, XHIIOTOHHA,
Ba30JHIaTallHd
Pecnupamopnu, AUCIHESA
ZPeaHE U
Meduacmurnainu
HapYWEHUA
Cmomawinto-upesny | puapus rajene, NopphilaHe
HADYweH U YPEBHC BBRINAICHAE
(xonur),
BIJIFOYHTETHO
ncepaoMeMOpaHo3eH
KOJIMT.
Xenamo-bunuapuu NpexoeH XeHATHT B
HOpYmenus XOJIeCTaTHUHA
HBIITEHHIA
Hapyuenua na mopbunudop | Epurema EpHrema
KOXCama u Me¢H oOpuB, | MynTHdopME MmyJIThthopMe Maiop
nodroxcHama mexay | NPYpUTYC, MHHOP, COpHBH (cuHzpOM HA
YPTHKApHA HITH JPYTH KOKHH CTHBLHC-JLKOHCER),
HpOsABH TOKCHTHA
enHiepManHa
HeKponuza,
AHTHOENIEM
Hapyruenua na apTpuT/apTpanris
MYCKYHO-
CReremHama
cucmenMa u
chedunumennama
MbKaH
Hapywenua va olpaTAM
Gvbpeyume u HHTEPCTHLHANEH
nuKouHUmMe HLmuya He(PHT
Hapywenua na [enuranca
GLINPOUIBOOUMENHA APYPHTYC, BATHHHKT,
ma cucmema u BardHAIHA
zepoama MOHHIIHA3a
Obuwu Hapyutenusn u TPecKa acTeHHA
eghexmu Ha
MACMOMO HQ
npunoNCenue
Hzcredeanusn TonoxnATened TecT | nekH ysenudeAua Ha | IIpoTedHypus
Ha Coombs, neko | ypesaTa wid
[OKAYBAHE cepyMHAA

CTOHHOCTHTE HA
AST, ALT pnu na
anKanHaTta

Kp€aTHHHH HITH
OTKIIOHCHHA B
H3CAeBaHHATA HA




j | dociparaza ] ypHHaTa j

Habnmopapand ca anepridAu peakuy KaTo MopOunudopMern o6pHBH, IPYPHTYC I YPTHKADHAL
Te3n peakumi OOHKHOBCHO W3UEIRAT CACTK COMPAHE Ha TEpanuara.

JoKnafBanm ca peaKmuy, Hanoao0aBaim cepymMHara Gonect (epuTema MynTHGhOpMe MEHOp, 0OpPHBH
HJTH JPYTH KOXKHH IPOSBH CHIPOBC/ASHH C aPTPHT/aTpaiTHs, chC¢ WA §e3 TeMIepaTypa).
JNampanenonarnaTa wiv NPOTEHHYPHATA He €A YECTH, HAMA LMPKYAHPALIH HMYHHH KOMILUICKCH H
HAMA JTaHHH 33 BocleacTBia. [ToHakora MOTAT Ja BPE3HMKHAT €IUHHYHU CHMIITOMH, HO T€ HE
TPENCTARJIABAT PeaKls, HAMoAOGABamA cepyMHaTa Gonect. Peakimire, HanogoOapaly cepymHara
HonecT ca 09EBHIHO PE3YIITAT OT CBPBXIYRCTBHTENHOCT H ODHKHOBEHO Bb3HHKABAT 110 BpeMe HITH
CIIEA BTOPHA (MK NOCHEARAUL) KYPC HA Tepanua ¢ uedatop. Takvea peakiili ca JOKNANBAHY TI0-
4eCTO OPH Aela, OTKONKOTe NP Bh3pacTau. LIpH3HAUNTE H CHMOTOMHTE OOHKHOBEHO Bh3HHKABAT
HAKOJKO JHH CJIE) 3aN04BaHe Ha TEPAHATA H OOAKHOBEHO H3UE3BaT HAKOIKO JHH ClIe]
IpeKBCBAHETO HA TepamkaTa. H3rnexna aHTHXHCTAMMHHTE U KOPTHKOHIHTE YCKOpABAT
OT3BY4Y4BAHETO Ha curapoMa. He ca noknagBaHyu cepHO3HH IOCTEACTBHA.

Psjiko ca foknafBany epHTeMa My ITHGOpMe Maliop (cHHapoM Ha CTHBEH-/DKOHCBH), TOKCHIHA
eMHICPMaTHa HEKpONu3a i asaduurakcud. AHa(HIaKCHATA MOXE 1A Obe 110-9eCTa NPH DANHESHTH ©
aHaMHe3a 33 NEHHUMNHHOBA aneprAd. AHadQMIAKTOMAHNTE TPOABH MOTAT Ja OLIaT NPEACTARCHM
KaTo ¢HHEYHH CHMITTOMH, BKTIOWHTENHO AHIMOENEMa, ACTEHHA, OTOK (BKTIOYBALLL JTAIE M YCTHH)
OACIHEA, MAPeCTE3HH, CHHKON HAH BA30IMIaTanyd. PAIKo CHMITOMHATE HA CBPEXTYBCTBHTEITHOCT
MOrarT ja NPOAB/DKAT HAKOMKO MECela.

CrofmaraHe HA MOAOIMPAHH HEKCIARN PEaKLMH
Crpo0maBaHeTo Ha NON03HPAHH HeXKENaHH peakluy Cie pa3pemarane 3a ynoTpe6a Ha NeKapcTBEHHA

MPOAYKT & BakHO. ToBa MO3BONARA Ja TPONLEKK HAGMOACHUETO HA CLOTHOWISHUETO TION3A/PUCK 33
JeKApPCTBEHHA MPOAYKT. OT MEMUIMHCKHTE CIIEHHANNCTH CE H3KHCKBA Ja cho6INarar BeAka
NIOI03HPAHA HEKENAHA PEAKL{HA pes:

H3obIIHUTENHA ar¢HIWA N0 JeKapcTeaTa

yiL ,Jamsa I'pyes” Ne 8

1303 Codmn

Tem.: +359 2 8903417

yebeaiit: www.bda.bg

4.9. Mpeaosupane

IpusHany v CUMOTOME

1lp# npepninapaHne Ha A03aTa c¢ YCTAHOBABAT rajicHe, MOBPLILANE, SMHIACTPATEH THCKOM(ODPT M
IHapys.

Jleuenue

JexoHTaMuHALKA Ha CTOMAMIHO-YPEBHHA TPAKT He € HeoOXoauma, 6CBEH ako He € GHIa MerbAHaTa
Io3a nehaknop 5 METH NO-roNAMa OT HOPMAITHATA,

JleueHAETO KaTO UANO MOKE 13 C& CHCTOM OT MOLABPHKAIIA TEPAITHA.

5, G®APMAKOJOTHUYHU CBOMCTBA

5.1. ®apmakoQMHAMHYHH CBOHCTBA.

resepanms uedanocnopunmn,
ATC koa: JOI1DC04,

MexaHH3EM Ha NeHcTBHE




-~

Kmitununa eduxacuoct 1 GezonacHocT

Hedaknop e akTHBEH cpaMo CNIEAHHTE MBKPOOPraHH3MH in Vitro:

Anda 4 Sera xeMOTHTHYHE CTPenTOKOKH; CT2QHNOKOKY; BIIIOYMTENHO KOATYIa30- IIOSHTHBHH,
KoaryJa3o-HeraTHEHH ¥ NeHAUHIHHA30-TpOoAYy HPANIM IIAMCBe; Streplococcus pyogenes;
Streptococcus pneumoniae NEHHIBIINE-TyYBCTBHTENHH maMoBe; Branhamella catarrhalis;
Escherichia coli; Proteus mirabilis; Klebsiella species; Haemophilus influenzae, Bunounrento dera-
JIaKTaMa3a OpoXyUHPAilH MAMOBE.

[edarnop naMa aKTHBHOCT cnipamo Pseudomonas species Win Acinetobacter species. MeTuuunun-
PE3HCTEHTHRTE ¢TaUNOKOKH H IIOBEUETO INAMOBE eHTepokoku (Hamp. Sir. faecalis) H NEHHIILTHH
pesActenTante Str. Preumoniae ca pe3ncTeHTHH Ha nedaiop. Hedakmop He e aKTHBEH CHPIMO
MOBEUETO liaMoBe Ha Enterobacter spp., Serratia spp., Morganella morganii, Proteus vulgaris i
Providencia rettgeri. Pefkure GeTa-JlakTama’a- HCTATMBHY, AMIOMIIHH-Pe3UCTEHTHH AMOBE H.
Influenzae Morat Jda ce cMATAY 3a PA3HCTEHTHH KM HedraKIop.

52. @apMakOKHHETHYHH CBOlCTBA

Abcopbuua

Hedaxnop ce aGcopbupa aobpe pu nepopaleH NMpueM ¢iexn XxpaneHe. Torarnara abeopOums ¢
HENpOMEHEHa NpY HANHYHETO HA XPaHa, HO KOTATO CE TIPHEMA ¢ XpaHaTa, NOCTHIHATATa HHMKOBA
konlleATpanms ¢ 50% xo 70% ot Tazu, Habmonasana NpH MPHEM HA THajHo, H ce JOCTHTa 45 MHHYTH
Io 1 9ac mo-KecHoO.

Pas ENeHHE
Cnen nmpuem Ha A03a oT 250 mg, 500 mg v 1 g cnen xpaHeHe CpeiHH THKOBH CEPYMHH HHBA
cboTBeTHO 7, 13 1 23 pg/ml ce nocrurar cnex 30 mo 60 MHHAYTH.

BuoTpanchopm
Torannoro ceppsbaHe ¢ GerrsrmTe € 25%.

EnuMuHApane

Ipubauzrrenno 60% 10 85% OT JiekapcTBOTO €€ eKCKPETHPAT, HENMPOMEHEHH B ypHHaTa 3a 8 Jaca,
KaTo Hal-roleMy KOTHYECTRa CE OTACSIAT B IBpBHTE 2 yaca. [1o BpeMe Ha To3H 8-yacoB nepHon
NHKOBHTE KOHLIEATPALMH B ypHHATa ca csoTReTHO 600, 900 u 1 900 pg/mL.

CepyMHMAT DOTYKHBOT NPH 37pasy uHAMBAAH € 0.6 10 0.9 uaca.

Tpu naunerT! ¢ HaManeHa Gs0peuHa GpyHKIHA CepyMHEAT TIOIMY)KHBOT € Ieko yIbikeH. I1pH xopa ¢
HambJIHO JANceama Ge6pevna dyHKIMA NNa3MEHHAT NOTYKHBOT Ha MHTaKTHaTa MONEKyJa ¢ 2.3 1o
2.8 naca. ITETAT HAa EKCKPEIMATA NPH MALMEHTH CHC 3HAYMTENRO YEpedeHa 6n0peuna GyHKupMS He €
YCT2HOBEH, XeMOHATH3aTa CHKPAIIaBA IGTYKHBOTA Ha rpemapara ¢ 25% ao 30%.

53. IlpeaxnuHAYHH NaHAH 3a GezonacHoOCT

HexnMHHYHNTE JaHHH He OKa3BaT ocofen PHCK 33 Xopa Ha 0a3aTa Ha KOHBEHIHOHAIHHTE
¢apMaKonOTHYHH NPOYYBAHHA 3a 5€300aCHOCT, TOKCHYHOCT [IPH MHOTOKPATHO TIpHiaraHe,
FEHOTOKCHYHOCT, KAPLIWHOTEHEH TIOTeHIRal, PENPOAYKTHEHA TOKCHIHOCT H TOKCHYHOCT 33
pa3BHTHETO.

6. OAPMALHEBTHYHH NAHHH

6.1. CHHCLK HA MOMOINHATE BEIIECTBA




HuecTe, npexeIaTHHH3APAHO;
Maruesnes cTeapart;
JaMeTHKon;

Tespaa xenatunena xkancyna No 00. uaT Os1- cHH;

Cuomagiku Ha kgncyanama o6eueKa:
Kematua

OueeTHTENH

Turas-maokcua (E 171);
Huauro-xapmus (E 132);
Epurtposun (E 127);
HKeneszen-Il-oxcug, xeat (E 172).

6.2 HecnemecTHMOCTH

Henpunoxumo.

6.3. Cpok Ha rogHocT

Tpu (3) roguHmn.

6.4. ChneuHanuH ycJIOBHS HA CLXPAHCHHE
Ha ce chXpansBa IpH TemnepaTypa nog 25°C.
6.5. BnaaHchbAbpRanue HA ONAKOBKATA

KancynmuTe ¢a onmakosanu B 0aHka 60 ml or xadgaBo HEYTPANHO CTHKIC, ¢ MIMPOKO I'bPJC HA BHAHT,
cHalzeHa ¢ IIaCTMAacoBa kanmaska (C NpeinaseH MPBCTEH H TTONABHHMIXIOPHAHO YILThbTHEHHE).
KapToHeHata KyTus, ¢ autorpadckd neuar, cbAbpka e€IHA GaHka ¢ 16 kancyld B JJHCTOBKa 34
TnANMEHTa.

HIH

Karncynare ca nakeTHpaHu B CTAHApTHO alyMuHHi-PVC Gmuctep dommo, Beekn OIHCTEp chABPKA 3
kancynu. Kaprouexara kyTns, ¢ nurorpadcky neuar, ¢bIbpxka Apa (2) 6nuctepa. Beska kapToHEHa
KYTHA ChIBPKa 16 xancynn v THCTOBKA 33 NALHEHTA.

6.6 CrienHa/JHH npeana’Hid MepKH MPH A3XBLP/IRHE

Hsama crienpaniy H3NCKBAHHA.
Hens3no/i3BaHuAT AeKapcTseH NPOAYKT HIH OTNAABYHUTE MaTeprany OT HeTo TpabBa Na ce HIXBEPIAT
B CHOTBETCTBHE ¢ MECTHHTE H3HCKBaHHA.

7. IIPUTEXATEJ HA PASPELHIEHHETO 3A YIIOTPEBA

"Ankamonn" EQOJ]

6yn. “Huaxona i.Bannapor” Ne 51-A, er. 4,
p. Codma 1407, benrapas

Ten. +35972 80 81 081

e-mail: office@alkaloid.bg




8. HOMEP HA PASPEMIEHHAETO 3A YIIOTPEBA
Per. N= 20040559

9. JATA HA ITBPBO PAZPEMABAHEATQOJHOBABAHE HA PAIPEUIEHHETO 3A
YNNOTPEEBA

Hata Ha mepBo pazpemasane: 07 JlexkeMepu 2004
Jata Ha ocnegHO noanoBsBane: 15 Mapt 2010

10, HJATA HA AKTYAJTUIUPAHE HA TEKCTA

0372020




