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Kparka xapakrepucTuKa Ha Npoaykia
CEFACLOR ALKALOID / IEQAKIIOF ATIKAJIORM
uedaxnop
KANCYIH

1. Twpzoecko HauMeHoeaHUe Ha riekapcmeeHus mpoadykm
Lledawrop Ankanoun

2. KonuvecmeeH U KaJyecmeeH ckLcmas
Besxa kancyna cerspxa 500 mg Cefaclor (mox gopmara na monohydrate).

3. PapmauesmuyHa popMa
KaucymH

4. Knuruynu ocobeHocmiu

4.1. Nokasanung
Tlepaknop e mnokazaH 3a JIEYCHHe Ha CICAHAETS HAQEKUHH, NPSIASBHKAHH OT

HYBCTBHTEIHHTS IAMOBE Ha H36IJOSHPITC MUKPOOPTraHu3MH.

OTHT B2 _cpeflHOTO yX0, NpelussHKkaH oT Streptococcus pneumoniae, Streptococcus
pvogenes, Haemophilus influenzae B cTapAROKOKI.

Vindexnny Ba ropaaTe HUxaTensd reTama (GapHHTHT ¥ TOHSHHAT), PEIU3BAKAHH OT

Streptococcus pyogenes.

Pndexnpy Ha NONHHTE AHXATESNHH IETANR, BKTIOYATCHHO NHEBMOHMSA, IpeAM3BUKaHH
or Streptococcus pneumoniae, Haemophilus influenza n Streptococcus pyogenes.
Wpdexnyy HA  THKOYHHTE DOBFTHINE, BXAIOUHTENHC NHENTOHSPPHT W  LACTHT,
npenusBukany ot Escherichia coli, Proteus mirabilis, wnebcuena H Koarynasa-
HEraTHBHH CTAPHEOKOKH.

Hudexuvn Ha koxaTa ¥ KOXAWTE CTPYKTYDH, TPSHAABAKAHH OT Staphylococcus aureus 1
Streptococcus pyogenes.

4.2. Nosupake u HaYNH Ha NpURoXeHue

Br3pacran:
TIpu Texxw wHbpeknuu ce npenopbysa Aosa 500 mg Ha 8 gaca. Mndexmuure ¢ Gera-

XEMONHTHIHA CTPEnTOKOKH TpibBa jJa ce JleKyBaT B NpofBDKeHHe Had-manko Ha 10 gum.
Maxcnmanaara nosa e 4 g JHEBHO.

Jo3HEpape ppa 0L0pevHEa HEFOCTATHLYHOCT
IpH naigienTH ¢ HapymeHa 6s0peuHa dYHKUES C& NPENOPhUBAT CREAHHTE KOPEKIHHE Ha

Hosara: npy kpeatuHunos kmupbic 10-50 ml/min — 50% no 100% ot obugalinara nosa; mpu
KPEeaTHHHHOB KIMpBHC <10 ml/min — 50% ot ofryaiinata nosa.

a03ara.

Trit kato 40% o 70% oT Dozara nedaxsop ce eKCKpeTHpa Ipes ypHHara B umepaaﬂ Or....
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Cefaclor Alkaloid/Medagnop Anxanong

Kpatxa xapakTepHCIyKa Ha IPOAYKTa ALKALCHD
SHKORJE

4.3. TlpoTuBONOKasaHus
CBPHXIYBCTBHTSNHOCT KM HedaiuIop uik UedanocnopHHOBY aHTHOHOTHIH.

4 4. CrnieumarHu yKkasanus ¥ ripeanasHu Mepki

Tpene Tepamms ¢ Hegaxnop € HeoOXOAHMO A3 CE PasHUTA 32 €BeHTYAIHH NPSHXOKAAIH
peaKkulH Ha CBPHXMYBCTBHTSIHOCT KEM Hedariop, NedalocnopHit, NeHHIMANHKE ¥iM ApYyTH
MeIHKaMeHTH. AKO Nedaxnop ce HpeiNucBa Ha YyBCIBHTCIHY KM NEHHUIHIHH NAHeHTH, TO
toBa TpaOBa Ha cTaBa BHUMATSNHO, Thil KaTo CHINECTBYBAHETO HA KPHCTOCAHA PESHCTEHTHOCT
npu GeTa-naKTaMHUTE aHTAGHOTHIY € No0pe AOKYMEHTHPaHO M MOXKE Aa ce IposBH npy go 10%
OT NANMEHTHTE ¢ HCTOPHA 38 ANSPrus KbM NEHUIIIHH.

ITpu nosea Ha amepruypa peakiys KM Nedaknop jJedeHuero Tpabra HezabaBHO Ja ce
npeycranosd. IIpH TeXKH OCTPM pPeakHHM Ha CBPEXYYBCTBHTCIHOCT MOXKE Ja €& HANOXH
npHaarade Ha enuEePHE WK JPYTH CHENIHH MEPKH.

IMpoppiokuTenHaTa Tepanus ¢ Uedaknop MOKe Ja AOBEle N0 pacTe Ha Pe3HCTEHTHH
MHKpPOOpraHu3my. 3arosa ¢ Heo0xouMo BAMMATEIIHO HaDMIOHEHNE Ha aHeRTa. AKO B X044 Ha
JAETSHHETO ce MOABH cynepurdexis, TpabBa ja ce BIeMar He0OXORHMHTE MEPKH.

Tlpy mANUMEHTH ¢ HCTOpHA 3a 3ab0)BaHM Ha CTOMANO-YpeBHHS TPakT M 0coDeHO ¢
KOJHT aHTHOMOTHIM, B TOBA YACHO i HedanocnopHay, Tpabea Aa ce ApeRNHCBAT BEHMATENHO.

{Ipm noyrs BcRYKH auTHOAKTEpHaNAN CPEACTBA, BIULHOYHTENHO B Hedawiop, ¢e CpEHiaT
CcHoOINEHH 33 TIceBRoMeMOpaHO3eH KOMWT, KATO KNHHWYHATA My H34Ba BapHpa OT CHBCEM JIeka
JIO JKHBOTO-3aCTpamaBaing. 3aToBa € BaXKHO JWATHO3aTa HCEBJOMEMOpaHO3EH KONMT ha Ce HMa
Tpes BUA Np¥ TAIMEHTH, cho0Imasaliiy 3a AHApHs cHEH NPHEM Ha AHTHOAKTEPHANHY arcHTH.

Tlpn mposBa Ha NceBjoMeMOpaHo3eH KOAMT TpabBa Aa ce Ha3HaYH CHOTBETHOTO
nedenue. Jexnte ciuydan oOHKHOBEHO ¢ BH3CTAHOBABAT CGH NPEyCTAHOBEBAHE H& JpHEMa Ha
anTHOAaKTEepHaHOTO CpefcTBo. IlpH no-Texiaire cydan Ja ce HMa Ipeli BUA BB3CTAHOBABAHE Ha
offeMa ¥ eNeKTPONMTHMA Oamane, noGapgHe HA TPOTEHMHH M Tepamus ¢ aHTHOAKTepHANEH
npenapar, epextusen cpemy C. difficile.

ITpu 3paguTenyo yepepena Op0peuna GpyHknHa Hedaknop Aa ce ApUIara BEUMATCIHO.

TlanpesTHTE, NpREMAINH Hedaknop, MOTaT Aa JanaT GalnuBo HOJOKHTSIHA PeaKilks 3a
THIOK034 B YPHHATA, aK0 34 TeCTHpaHeTo ce n3non3ea beHenuxrop ¥an CeniHros pastsop Wik
Tabneru Clinitest.

BesonacHocrTa M edeKTHBHOCTTA Ha ledaknop HpH EOBOPDOACHU NOJ efHOMecedHa
BB3PacT He € H3cHeHBaHa.

4.5. NlekapcTBEHN 1 ApYri B3auMOLACKCTBUA

TlpwemsT Ha nedaxnop egHOBpEMEHHO ¢ XpaHa Moxe ja 3abaBu W Jla HaMakK
abcopbunATa, @ OT TaM Ja ¢¢ TIOHIDKAT MHKOBHTE KOHUIEHTPAaUWK H Ha ce YOBIDKH BPEMETO 3a
JOCTHrade Ha MHKOB&TA KOHUEHTpamwsa ToTanHata abcopOums Ha Hedaxmnop He ce BlhHEE OT
fipuema Ha XpaHa, HO HHKOBaTa KoHneHTpanus € 50% go 75% ot Tasu, mocTureara NpH OpueM
Ha FNafHo, a JOCTHraneTo ii ce 3abassa ¢ 45 muayTHd Ao 1 gac. 3aToBa Haii-no0pe e nedaxnop xa
ce npuema 1 gac npefu WiId NoHE 2 9aca ciief XpaHeHe.

EAHOBpEMERHOTO NPRIOKEHUE Ha aMMHOINMKO3HAN H BedalocnopHuM MOXKE Ja AMa
aanTEBeN HedpoTokcHueH efekT ocofieno NpH DaupeHTH, HONYJasamy BHCOKH JIO3H, B 1 s N
TAKHBA C HpefBapATENHO YBpeasHa Os0peyna GyHKIu.

Habmonapa ce NoBHINeHNAE Ha ObOpedHaTa TOKCHUHOCT TIPH ERHOBPEMEHHO TIPH
Ha eTAKPHHOEa KNCeNHHa, APYTA OpHMKOBY HXYPCTHIH ¥ KOMHCTHH. ff o
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Cefaclor Alkaloid/Tedaxmop Angamony

KpaTka XapaKTepRCTHKA Ha HPOAYKTa ALKALDID
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Crobmara ce, 3¢ ¢XHOBPEMEHHOTO NPUIOKEHAe Ha npobeHmMA H nedakiop Boxu [0
JIEKO NOBHINEHHE HA TIe3MeHuTe FuRa Ha uedawnop, CpPefHOTO MAKOBO NNA3MEHO HMBO Ha
pedaknop y 5 uscnensanu nobpoeonny e 12.4 pg/ml npw mpueM Ha riaxpso u 13.9 pg/ml,
KOF&2TO HPHEMBT € Hpemxoxkpad ot 1 g npobemwmup npes yerara, B3erT 30 MMH Ho-pamo.
TInasmenwrar nonysxaBoT ce yBenuiasa ot 0.8 Ha 1.3 yaca ciiex npueMa Ha npobennpyn,. Kakro n
IDH Apyrate OeTa-naxTamMad apTROHoTHIN GROpeynara exckpenas Ha Hedaiiop ce Hnx6upa oT
npobenmnup,

Cro0mapano € 3a NOBHIECGH aHTHKOAUYHAHTEH 6QEeKT NPl SRHOBPEMEAHO NPHEMAHE Ha
nedaxiop @ OpATHH AHTAKOATYIaHTH.

4.6. bpeMeHHOCT ¥ nakrauus

Cnopen crasgapraTe Ha KoMuCHSIT2 3d KOHTPON HA XpaHiTe M JCKAapCTBEHHTE CPENCTBA
ma CAIL nedarsiop nprAajIeKH KM Kateropyus “B” (u3cnensaHus BEPXY HHBOTHH HE HOKa3BaT
CRINECTRYBAHE Ha PHCK 32 IUIOA2 M HE Ca NPOBEeXJIaHi KOHTPOIHPaHH H3CHCARAHHA NPH XOpa;
HITH ¥3CIeIBaHIsATa BHPXY JKHBOTHH Pa3KpHBaT HebnaronpusTeH ediekt CupiaMo mwIona, Ho Rolpe
KOHTPONHpaHY H3CIeABaHps BRPXY OpeMeHHM XeHM He JCMOBCIDHPAT €BEHTyaneH PHCK 3a
wiona).

Hscnenmpapmara 3a efexra Ha Hedaxknop BEpXy penpoRyKTHBHOCTTA, IPOBSJCHH BEPXY
MHALOKH B IUrPXOBE ¢ 203d 70 12 mpyR nafBAIHABAamlM CHOTBETHATAS X033 3a X0pa H BEDXY
OOBTOMEHH HOpYeTa, MONYIHAE 3-KparHo MakCHMajBaTa /i03a 33 X0opa, He PasKpHBAT Bpefa 3a
nnona. He Guea zia ce 3a6pasa obane, ye NHUNCBAT CHOTBETHE J0Ope KORTPONAPaHH H3CHCHBAHNUS
npu OpemerHH JkeHH. Thif KATO B3CIENBAHMATA BEPXY JKHBOTHH HEBHHAI'H MOTaT Aa NPEABHIAT
OTrOBOpA IpH X0pa, 0 BpeMe Ha 6pemernocTTa nedawinop Tpa6Ba Aa ce npuiara camo IpH ACHO
u3pazena HeoDXOMIMaCT. .

4.7. Bnuanne supxXy crnocobHocTTa sa ynpasnerne Ha MIIC v paGota ¢
MaumEn.

Iedaxnop BaMa efpekT BEpXy crocoSHOCTI2 3a ynpaenenuwe Ha MIIC u pabotata ¢
MalIHHHA.

4.3. Hexenany 1eKapcTBeHl peaxnmy

CrnepuTe HexejqaHH €(eKTH MOrar ha c¢ Ha(MIOHABaT Y0 BPEME HA JICHEHHETO ¢
nedaxnop:

Om cmpana va cCMOMAQUHO-YPESHIA MPAkn: — TOB2 ¢a Hall-uecTUTe CTPaHMYHE e(eKTH.
Te ce cpemar npH oxojio 2.5% OT RanWeHTHTe, npueMamiu pehaxmop. Ilo BpeMe umM cnen
aETHOHOTHYHOTO NleueHue MOTaT Aa ce MOABIT CHMOTCMHE Ha ncesgomeMOpanosen konuT. Paaxo
ce cpobmasa 3a ragere n nosppmage. Kaxro npy Bscod neHWILIHEE ¥ ApYrH BehalioCHOpIHN
MHEOTO PAZKO ce CEODINABa 3a MPEXOJEH XeNATHT H XONeCTATHIHA KEITCHANA.

Om cmpana Ha xpeeéramad kapmuna — Kakto e cpo0mapago npu Apyru Oera-nakramMuy
apTubHoTHI MOXe HFa ce nabmogasa npexopna nMMAONATOZa, JEBKONEHUA H  DPAAKO
XEMOAHTHYHR AHEMAA, ANNaCTHYHA 4HEMHA, arPAHYIOHHTO3a ¥ 00paTiMa HeyTpOHEHHA.

Om cmpana na L[JHC — pagxo ce cpobinana 3a ofparuMa XUNEPaKTHBHOCT, Bh30yaa,
PA3OpAasHATEHOCT, O¢3CEHHE, OOBPKAHOCT, XWHEPTOHHA, 3aMAasHOCT, XaNOUHHAIMH K
COMHYAEHTHOCT-

Om cmpana Ha GeOpeunume ynryuy —~ APEXOIHH JIEKH YBelHYESHUA Ha YpeATa WA
CEPYMHHSA KpeaTHHHH, *

Om cmpana #a sepnust Opo6 — TeKy AOBHOICHAA HA CEPYMHHWTE TPaHCAMHH
ALAT) unu anxannara (ocdaraza,
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Kparxa XapakTepHuCcTHKA Ha HIPOZyKTa ALKALOIR
EXORPJE

Koxenu npossu —oxono 1% OT DauHedTHTe, HONyuYaBanu netaxnop, crobmasar 3a
MopbumadopMer oOpuB. PasnuuHuM KOXHH DpOfBH ca Hab)ONaBaHH Yy NalMEHTH ChBC
CBPBXYYBCTBHTEHOCT MIM ¢ peakiiy Ha cepymHa Oonecr.Cho0Mapa ce 3a eK3aHTeM, Po3eona U
BackynapHa nypHypa. IIpn HodBa Ha xoxHH oOpHBE mpHeMbT Ha medawiop Tpiabpa Ha ce
NPEYCTaHOBH.,

Pearyuu na cepexyyscmseumennocm ca Habmonasauu npH okono 1.5% ot naienTHTe,
nonywune nedarnop. Crobimapa ce 33 eAMHUYHE CIyYaH Ha PeakiHy, HanofoOABallH cepyMHa
oonecr. Te ce XapakTepusHpaT ¢ epuTeMa MynTH(OpMe, pasHooOpazHu OOpHBH ¥ JPYTH KOXKHH
[IPOSBH, TpPHAPYHAEH OT aprpur/aprpairis ckc HAH Oez Tpecka. Taikyea peaknnm ca
Habmoaasald HO-YECTO NPA AENE, CTKONKOTO IPH BE3pacTil 1 ¢a ¢ o0la YecToTa, BapHpalia OT
0.5% B egHo HenTpupano u3chersane no 0.024% pER BCHUKA KIHEVYHY W3MATAHHA, B3CTH
3aenH0. CHMIOTOMETE ¢ HOABYBAT ODHKHOBEHO HMKONKO HHE CIeH 3al04BaHe Ba Tepalluara |
OTIOyMABAT HAKONKO JHM CNefl TpeKecBaHeTe I, AHTHXACTAMHHOBHIE MNpEHapaTH u
FIIOKOKOPTHKOMIHTE YCKOpHBAaT TIPEMHHABAHETO Ha Hexenasuwre cuMnoTomMH. He ca
HaOmopasany CEpPHO3AM HOCIEACTBHA.

Panxo ca HaOmMONaBaH¥ MO-TEXKH PEaKIHH HA CBPBXUYBCTBHTENHOCT, BIUTIOUMTENHO
cuappom na CTHBBH-JDKOHCBH, TOKCAMHA CHMAEPMANHA Hekponuza W aHa(uIakcHs:.
AHapHNIAKTOHAHKTE PEakiyH & MaHu(ecTHPaT OT eIHHHYHE CHMITOMHU OT THHA Ha GHFHOCAEM,
actenns, egeM (B oDiacTra Ha NHNETO W KpalfuunuTe), AUCHHEd, NAPSCTE3HH, CHHKOL,
XUITOTEHZHA AW Basoiunararms. AvaQuNakTAYHETE Peakiyi Ce Cpemar mo-4ecTo MAHeHTH ¢
anepris KoM NCHHIHIHH.

4 9. Npepo3upane

TorcHYHHTE CHMITOMH Ha TpEAO3HpaHe Ha Nedaxiop BKNIOYBAT IafieHe, MOBPHINAHE,
Ooliku B enaracTpuyMa M auapus. TexecTTa Ha OTNAKBAHMATA M AHAPHATA €& JN030-33BHCHMH.
Axo ce nposBABaT U APYTH CHMITOMM, TBEP/E BEPOATHO € Te Aa ca BTOPHYHHA B 3aBHCHMOCT OF
OCHOBHOTO 3a0oidBane, Ja ca pe3yiTaT Ha aNepruavHa Peaxiiys Wil Aa ca HocleNula Ha Jpyra
HHTOKCHKALA.

CroMalllHO-4pEeBHA MPOMUBKY He ca HEOOXORHUMH, OCBEH aKO He € MOThIHATa 5 ITBTH 10~
BHCOKa 0T obpvaiinara Hosza. AGcopOumara Ha NEKapCcTBOTO B CTOMAINHO-IPEBHHA TPAKT MOXKE
Ia Cce OrpaHudHd 4Ype3 TIPHEM Ha aKTHBEH BHIJEH, KOeT0 B MHOrO cliydau € Io-e(eKTuBHo,
OTKONKOTO NPE/{H3BHKBANCTO Ha NOBPEIIaHE HIH IPABSHETO Ha POMHABKH.

TIpenopeuBa ce NOARSPAANE Ha nepdy3naTa, eNCKTPONUTRYS OaNaHc U BeHTHNAIIHITA.

Cumta ce, ue QopcHpanara AHypesa, NepHTOHEANHAT2 AHANM3a H XeMOAHAN3aTa He ¢a
OmaronpASTHA HPH GpefosupaHe Ha Nedaknop.

5. dapmaroriozuynu GarRu

5.1. apmakogmMHamuyBU CBOICTBA.

dapmaxoTepadeBTHIHa rpyna: NehalociopHH
ATC xon: J01DAOS

Hedaxiop € opaneH NOMyCHHTETHYEH NedafoCcHOpHH OT BTOPO IoKoNeHHe. OCcEOBHO
MACTO B TepaldsTa Ha Nedakiop e jedeHmeTo Ha OTHT Ha CPEHOTO YXO, NPEAN3BHKAH OT H.
influenzae vwma B. catarrhalis, pesncrenTen Ha AMOKCHITMIIHH.

Ledaxnop ¢ OaxkTepHnHAHO aHTEMHKPOOHO CPEICTBO, KOeTO0 HHXHOHpa CHHTE3a Ha
GaxTepHanyara KISThYHA CTeHa B AKTHBHO INEJLNIM C& KASTKH 9pe3 CBBP3BaHE KEM SNHH W=
ToBede TEHWUWIHH-cBbp3sama  Oentenm (PBP). Tezm OGenthum ca TIPUKPEHeHH /' m:w USRS 2
OaxrepranHaTa KIeThYHa MeMOpaHa ¥ BEPOATHO H3NGNHABAT PONATA HA €H3UMY, Ka'rarmsnpanm"’ N,
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4 MPOAYKTa ALKALGID
Kparka xapakrepacTHiKa HA MPOJYKT HALC

HAKOM OT (UpaNHMTE eTany B cHHTe3a HA Oakrepvannara WieThbYHa CTieka. B pesynrar ce
dopMupa nedexTHa KEETHYHA CTeHa, KOATO € OCMOTHYHO Hectabmnna, BakTepuanuuTe IMamobe
OpHTEXaBaT yHHKakeH Halop oT nenuluwmuH-cebp3samu Oentemu (PBP). AdumureTsT Ha
neaknop KeM TAX IpH pa3iayHuTe MaMOBe ONpefens aHTHMHKPOOHHS CIEKTED Ha JelicTBHe.
Tecrope HMH BHIPO NOKassal, 4e OaxrepHuuMmHuaT edexr Ha UedanocnOpPHHHTE €
pesynTaT Ha HHXuOMUMS Ha CHHTe3a Ha KieThbuHara creHa. Iedakmop e mokasan akTHBHOCT
Cpely TIOBEYeTC MamMOBe Ha CSAHNHTE MHKPOOPIaHH3MH:
FpamM-nionoxuTeaHn aspodu:
Staphylococeus aureus, BRTIOYATERHO OeTa-HaKTAMA3a IPOAYIHPAINY NIAMOBE,
Staphylococcus epidermidis, Bri. Gera-jaxTaMasa IPOXYUMpPalIy MAMOBE,
Streptococcus pneumoniae,
Streptococcus pyogenes.
TI'pam-oTpraTensi aepobH:
Haemophilus  influenzae, BrmounTenHo OeTa-ZiaktaMaza TIPOOYNMpauH,
aMTAT{AAAE-PE3UCTeHTHH MAMOBe,
Escherichia coli,
Klebsiella,
Proteus mirabilis,
Neisseria gonorrhoeae,
Moraxella (Branhamella) catairhalis,
Citrobacter diversus.
T'pam-TionoxuTENHN aBaepodn:
Bacteroides (c wsxmouenue Ha Bacteroides fragifis),
Peptococcus niger,
Peptosirptococcus,
Propionibacterium acnes.
Pseudomonas, Acinetobacter calcoaceticus W TIOBedETO IAMOBE EHETEPOKOKH
(Enterococcus faecalis, ctpentokoxu rpyna D), Enterobacter, UBEON-TIONOKUTENHA Profeus u
Serratia ca pesucTeHTHEE KbM Hedaknop.

5.2. dapmakoxMHeTUYHIU CBONCTBA

Hedaxnop ce abcopbupa mobpe cnen nipmeM mpes yerata. ToTanmara aGeopbuus me
3aBHCH OT IIpueMa Ha Xpana. Bce nak npu npdeM No Bpeme Ha XpadeHe TIOCTHIHATHTE MUKOBH
KOHNeHTpani: ¢a 50% go 70% ot Te3u, RabMronapany TpH APHEM H2 IIaJHO, H Ce JOoCTarart 45
MHHYTH A0 1 9ac IO-KBECHO.

Crep nipaeM na xoza or 250 mg, 500 mg v 1 g Ha riaj(Ho cpefHy NHKOBH CEPYMENR HHBA
ceorBetHe 7, 13 B 23 pg/ml ce moctarar chen 30 mo 60 mpuyra. Torammore CBHpsBade ¢
Senteuare € 25%. Hpubmusurenno 60% no 85% oT nekapcTBOTO Ce eKCKPETApAT HEPOMEHEHH
B YpHHATA 32 8 9aca, kaTo Half-roleMA KONHYECTBA Ce OTASHAT B MspBaTe 2 uaca. I1o Bpeme Ha
TO3H 8-4acoOB MEpPHOY IHKOBHMTE KOHLEHTpAalldiM B YpHHaTa ¢a chOTBetHO 600, 900 m 1 900
pg/mL. CepymMEMaT noNyXuBOT Tpu 3apasH Bugueunu e 0.6 mo 0.9 waca. [lpu nanuenTtu c
HamaleEd 0b0peuHH QYHKIMA CepyMHHMAT HONYXKHMBOT ¢ JeKO YARUKeH. IIpw Xopa ¢ HAUBIHO
smnceama 6p0peyna GyHKUNS TUIA3MEHHAT HOJYXHBOT Ha MHTAKTHaTA Molekyla e 2.3 mo 2.8
gaca. [IETAT Ha eKCKpeIHATA [PH HalHEeHTH ChC 3HAYATENHO yBpeaeHa 6x0peuna yHKIHsL Be €
yCTaBoBEH. X eMORHANN3aTa ChKpallasa MomyxasoTa ¢ 25% a0 30%.
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KpaTrka xapakTepHCTHKA Ha NPOAYKTa ALKALOID
SKRPJAE

5.3. HpeakiaHiany qaHHy 3a 0e30MacHOCT

OT TOKCHKONOIHYHHTE U3CICIBAHHA, TIPOBCHCHH IPH CHHOKPATHO -H MHOIOKParso
HPHAArane MOXe fa ¢e 3alilovl, Jye IIC(lJﬁKJ'IOp NIpHTEKaBa BEHCKA TOKCHMYIHOCT H IIRPOK

TEpANSCBTHYCH HHAECKC.

6. Papmauyesniuynu ocobeHocHiu

6.1. CrcEK Ha NOMOMEBNUTE BEOISCTBA

Starch pregelatinized 96.32 mg
Magnesium Stearate 6.40 mg
Dimethicone 12.80 mg

Hard Gelatine Capsule N° 00,
colour L500-L840 (white-dark blue)

CuCMIAEBKYU HA Kancyawama

obsusKa:

gelatin;

onseraTeny: E 171; E 132;E 127;

E172

6.2 QU3NKO-XMMUIHN HECHEEMECTUMOGCTI

He ca nio3HaTH.

6.3. Cpox Ha rofiHoCT

Tp# (3) roguHH.
Jia He ce ynoTpedsEBa cljief H3THYAHE B2 CPOKA Ha TONHOCT.

6.4. Cnenuansy yKasaHusg 3a CEXpaHCHHE

Jla ce cexpausBa fipu Temneparypa nog 25°C.
JA CE CEXPAHABA HA HEOJOCTBITHH 3A ITELTA MECTA!

6.5. Xanun 32 ONAKOBKATA

16 xancyma ot 500 mg LB (nakoH OF KapABO HEYTIPANHO CTHKAO ¢ HONHAIPONHICHOBA
BHETOBA KAfadKa B KapTOHEHA KyTHd.

6.6. llpenoprKkH OpH yEOTpEOa
Canmo 3a nepopanga ypotpeda.

7. ime B agpec Ha RPOH3BOTHTESA H NPHTEKATEIM HA pa3pelieHACTO 33 YHOTpeba

Hpoussadiamnen
AJIKAJION A AJT ~ Cronme ANKATTONUI Al - Cronme
Byn. Anexcannsp Makemorcku 12 Byn. Anexcannsp Maxenoncku 12
1000 Cxomie, PerryOnuxa Makemonsus 1000 Cxomue, Penybnaka Makegorua

8.Perzcrpanuoses HOMEpD

Hedawtop xancyma ot 500 mg
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Kpartxa XapaKTepHUCTHKa Ha HPOAYKIA ALKALCID
SKEaPJIE

9, Jiara ma OBLPBO paspemaeape 32 ynmorpefa Ha JeKapcTBeHRs MPOTYKT
/IoRROBREaHE HA pa3penieBnero/
Hedawnop xancyau ot 500 mg

10. Oara Ha nocsiefHa peaakuMs Ha TeKcTa

ouH, 2004




