WSMBJIHUTENHA ATEHUWA MO NEKAPCTBATA
Kparmxa xapaxmepucmuxa Ha npogyxkma - Tpusoxerue 1
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1. UME HA JIEKAPCTBEHMUS ITPOAYKT
& T e ———

Olicard 40 mg prolonged-release capsules, hard

Ouunkapa 40 mg TBBLpAH KANCYJH ¢ YIBJKEHO 0CBO00K/1aBAHE

2 KAYECTBEH U KOJIMHECTBEH CbCTAB

| karnicyna ¢ yab/ukeHo ocsoboxaaBane Onukapa 40 mg cbabpxa 40 mg u3zocopOUAMOHOHUTpAT
(isosorbide mononitrate)

3a MbJIHKA CMUCBK HA MOMOLIHHATE BELIECTBA Ha MPOYKTa, BHKTE Touka 6.1.
3 JJEKAPCTBEHA ®OPMA

KancyJsa ¢ yabiikeHo ocBOOOM/1aBaHe
benn, HeNpo3payHHU TBBLP/M KEIATHHOBH Karicyiu (pasmep 2), nbjiHu ¢ 0enun A0 noutu 0enu spa ¢
YI'bJLKEHO OCBOOOK/1aBaHe U Oenu 10 nouTH 0em 3axapHu chepu.

4. KNIMHHUYHU JAHHHU

4.1 TepaneBTHYHH NOKA3AHHA

[IpodunakTHKa U NPOABIKUTESHO JIeYeHHE Ha CTEHOKAP IS
4.2 Jl03MpoOBKAa H HAYHH HA NPHJIOKEHHE

AKO He € MpeArnUucaHo aApyro:
1 karnicyia ¢ yabkeHo ocBodokaaBane Onukapa 40 mg (koeto cboTBeTcTBa Ha 40 mg usocopOua-5-
MOHOHMUTPAT) AHEBHO.

B cayuyai, ye e HeoOX0/1MMa NO-roJisiMa 103a HUTPAT, /103aTa MOYKe /1a C€ MOBUILH J10 2 MBTH JAHEBHO M0
1 kancyna ¢ yabmkeHo ocBobokaaane Onukapa 40 mg (koeto cvoTBeTcTBa Ha 80 mg uzocopOma-5-
MOHOHHTpAT).

3a nogabprkaHe Ha TpaeH e(eKkT, BTopara a03a TpsaOBa /1a ce npuema He no-KbCHO OT 6 yaca ciejl
MbPBHUSA MPHEM, KOraTo JHEeBHaTa /103a € 2 nbTH no | Kancyna ¢ yabjkeHo ocBoboxaaaHe Onukapa 40
mg (koeTo cboTBeTcTBa Ha 80 Mg M30CcOpOU/I-5S-MOHOHUTpAT).

[IpoaAB/KUTEIHOCTTA HA JICYEHHUETO C€ ONpeaesis OT JIEKYBalllus JeKap.
[leanaTpuuHa nonynauus

He e ycraHoBeHna O6e3onacnacHocTra v epukacHocTTa Ha OnuMkapa npu aeua noa 18 roauiiiHa Bb3pacr.
He ca Ha1MYHM JaHHM.

HayuH Ha npUI0KEHHE:
Kancynure ¢ yab/pkeHO ocBOOO K/ 1aBaHe TpsOBa J1a ce norabLuiar ey 0e3 aa ce AbB
KOJIMYECTBO TEYHOCT (Hamnp. ¢ yalla Bo/a).

4.3 I[IporuBonoka3zanus



¢ CBPBXUYBCTBHUTEIHOCT KbM aKTHBHOTO BELIECTBO HIIW KbM HAKOE OT NMOMOLLHUTE BELECTBA HA
NpoAYKTa

¢ OCTHP UMPKYJIATOpeH Kohanc (LIoK, CbA0BA HEAOCTATHYHOCT)

® KApAMOr€HEH LOK, OCBEH AKO HE C€ OCHUTYPH J0CTAThbYHO BUCOKO HamnsAraHe B JI1Ba KaMepa B Kpas Ha
AHACTOJIaTa C HHTPAAOPTHA KOHTpanyAcaluus MM JIEKapCTBa C (TO3UTUBEH HHOTPONEH eeKT

® TEXXKa XHMOTOHUA (CHCTOJNMYHO HandaraHe no-Hucko ot 90 mmHg)

¢ ¢IHOBPEMEHEH NPUEM C HHXHOMTOPH Ha S-dochonuecTepasara (Bx. T. 4.5)

4.4 Cneunaanu npeaynpexaeHHs H NpeANna3id MePKH NIPH ynoTpeda

N30copOHA-5-MOHOHHTPAT HE € NOAXOAALL 32 eUEeHHE HA OCTHLP CTEHOKAPAEH MPUCTBIT U OCTHP
MHOKapAEeH UHPapPKT.

HM3ocopbua-5-MoHOHUTpaT MOXe [a ce HazHa4yaBa C MOBUUIEHO BHUMAaHHE B CIIEAHUTE CJy4aH:

e XxuneprpoduuiHa 0O6CTPYKTHBHA KAPIHOMHUONATHS, KOHCTPHKTHBEH MEPHUKAPAMT H NEpUKapaHa
TaMmrodana

® HaMaJICHO NpeaHaToBapBaHe (Hamp. OCTbp MHOKApPAEH MHPAPKT WIH JIEBOKAMEPHA CbhpleyHa
HeAOCTaTbYHOCT). TpabBa na ce n3barsa NOHW>KaBaHe HA CUCTOMUYHOTO KPBBHO Handarane noja 90
mmHg

® A0pTHA W/WIKM MUTpaNHa CTEHO3a

® TEHJAEHLHA KbM HapylllaBaHe Ha LIMpKY1aTopHaTa peryjauus (OpTOCTaTHYHA XHITOTOHHS )

e 3a0012BaHUA, CBbP3aHH C NOBHILEHO BbTPEUYEPENHO HANAraHe (NMOBUILEHHUE HA BbTPEUEPENHOTO
HanArase aqocera € HabnraaBaHO caMO NPH BEHO3HO NPUNOKEHHUE HA BHCOKHW A03H MIHLEPHI
TPUHUTPAT)

IlpunoxeHnHeTo Ha n3ocopdbua-5-MoHORUTPAT MOKE aa ObAe NpUUMHA 33 NPEXOAHA XUTIOKCHA H
MCXEMHS NMPH MaLHEHTH ¢ KOpOHapHa O0IECT HA ChPLETO, Ab/KALIA CE HA PETATUBHO OTKIIOHEHHE Ha
KPpbBOTOKA KbM XUITOBEHTUIMPAHUTE aNiBEONIapHH 0OnacTy.

THH KaTO TO3M NEKAPCTBEH NMPOAYKT ChABPKA 3aXapo3a, NalHeHTUTe ¢ PpeIKH HacCNeACTBEHU npobnemu
Ha PPYKTO3HA HEMOHOCHMOCT, MNTIOKO30-rajlakTo3Ha ManabcopbLmsa Unyu CyKpo30-H3oManTasHa
HEAOCTATBLYHOCT HE TpAOBA A& NpHeMaT TOBa NEKapCTBO.

4.5 BianmMoaeHCTBHE C APYTH JJEKAPCTBEHH NPOAYKTH H APYrd GOopMH HA B3aHMoJeHcTBHE

EAHOBPEMEHHOTO NPHIOKEHHE Ha APYrd Ba30AMNIATaTOPU, AHTHXUINEPTEH3IUBHHK cpeacTBa (Hanp. -
O/10KepH, KANLMEBY AHTATOHUCTH), HEBPOJIENTHLH, TPHUMKIHUYHH aHTHAENPECAHTH WK ATKOXOJ MOTAT
[a YCHAAT XUITOTEH3UBHHA €EKT HA H30COopOHa-5-MOHOHUTpAT.

EaHOBpeMEHEH MMpUEM Ha JOHOPHU Ha a30TeH OKCHJ, KaTo Hamp. u3ocopOua-S-MOHOHUTpAT M
HHXHOKWTOpH Ha S5-pocdoauecTepazaTa KaTo cuinaeHadui, BapacHadun Uau TananadHn Moxe aa
NOBEAE A0 CHIHO W3pa3eHO YBEJIMYaBaHe Ha XUNOTOHH4YHUA UM edekT (BxK. T.4.3).

XHIEPTEHIUBHOTO JEHCTBUE HA AUXHAPOEPrOTAMHHOBHTE NMPOAYKTH MOXE [1a ce NOTEHLHpa OT
€IHOBPEMEHEH NPHEM Ha W30COPOUI-5-MOHOHUTpAT MOpPany YBEIHYEHUE HA NMAA3MEHHTE HYBA HA

AUXHNApPOCProTaMrHa.

4.6 QepTHAHTET, OPEMEHHOCT H KbPMEHE

Hsama KNMHUYHK JaHHM 32 €KCITO3HUMA C H30COpOHa-5-MOHOHUTPAT NoO BpeMe Ha bp
U3cneaBanusaTa NpH >XKMBOTHHU He NOKA3BaT AMPEKTEH WKW UHAUPEKTEH BpedeH ed
OpeMeHHOCTTa, eMOPHOHANHOTO/PEeTATHOTO Pa3BUTHE, PAXKAAGHETO UK NOCTHAT
03U PeNeBaHTHHU 3a xopa {(BXK. Touka 5.3).




HBDCOPﬁHﬂ-S-MOHDHHTPﬂT BOKC Aa CC Mphiara CaMO aKoO NOTCHUMKa/lHaTa Noa3a npesrulasa pyUCKa 3a
nnoiga.

Hsama nHdopMaLKs 3a OTASNAHETO HAa H30COoPOUA-5-MOHOHUTPAT B MANUHHOTO MASKO MPH XOpa U
)KMBOTHH. PUCKOBE MpH KbpMaUyeTO HE MOraT Aa ce n3katouar. Pellienve ganu oa ce npoasmkm/cnpe
KbPMEHETO WJIHM [a CE MPOABLDKH/CNPE JIEUEHHETO € H3OCOPOUT-5-MOHOHHUTpaT TpAOBa a ce HanmpaeH
KaTo C& UMa NpeaBH] Noa3aTa OT KbPMEHETO 332 NETETO U OTHOLUEHHETO NOJ3A/PUCK OT JIEUEHHETO 34
MaiKara.

4.7 EdexTH BBpXYy ciocoOHOCTTA 32 WOodHpaHe H padoTa ¢ MAIUHHH

He ca nposexxnaHu nmpoyuBaHus BbpXYy cnocodHocTTa 32 wodupaHe U padora ¢ Maiuunu. o Bpeme Ha
NIEYEHUE C H30COPOHA-5-MOHOHUTPAT, OCOOEHO B HAYANOTO HA JIEUYEHUETO, NMPH MOBHILIABAHE HA [1034Ta,
MPEMHHABAHE KbM APYIH JIeKapCcTBA U NTPU NPUEM ¢ aJTKOXOJ MOTaT Aa Ce MOABAT 3aMaiiBaHe, ChHMUBOCT
Wiy ymopa. Tosa TpaGBa na ce MMa NpeaBU/ NP U3ITbAHABAHE HA TAKHBA 3aJa4H.

4.8 Hexesianu NeKapCTBEeHH peaKiiHH
YectoTarta ce geduHupa kato: mHoro uectu (=1/10); yect (21/100 no <1/10); Heuectn (>1/1 000 no
<1/100); peaku (=1/10 000 no <1/1 000); muoro peaku (<1/10 000); ¢ HenssecTHa uecToTa (OT

HaMYHUTE JaHHH He MOXKe aa ObJe HanpaBeHa OLUEHKA).

Haii-uecTo noknagsanaTa HexenaHa AekapcTBeHa peakuus € rasodonue. Yecrorara Ha rinapobonHeTo
HaMa/11Ba MOCTENEHHO ¢ BPEMETO W NMPOALIKHUTENHOCTTA Ha ynoTpeba.

YecToTa no MHoro vectu UecTH HeuectH C Heu3BeCcTHA

MedDRA 4eCTOTA

KOHBEHLUATA

HapyuieHns Ha [‘naBobonne 3amaiipaHe CBHIMBOCT

HEpBHATA CUCTEMA

Cbpaeutu (BnowasaHe Ha)

HapylLIeHNUs AHIMHA TIEKTOPHC,
OpaguapuTmu4,
OpPTOCTATHYHA
XUINOTOHHMA,
pedrekTOopHa
TaxXHUKapans

Cbnosu 3auepBsBaHe Ha CuHkon,

HapyLIEHHSA NAUETO LUPKYynaTopeH
Konanc

CTomMauiHo- ['aneHe,

YpEBHY MOBPbLLUAHE

HapYLIEHUS

HapylueHus Ha ExcdonuaTveeH

KoXarTa W A€PMAaTHUT,

MOAKOXKHATA anepruyHU KOXKHH

TbKaH peakuHH

O6uwH HapyLueHHUs YMopa

U epeKTH Ha

MACTOTO Ha

[MPUIOKEHHE

OnKcaHy ca ciyvad Ha pa3BHUTHUE HA TONMEPAHC U KPBbCTOCAH TONEPAHC ¢ ApPYrH opra
I3 ¢€ NPeNOoTBPaTH HaAMaIBAHETO MJIH JIMNCAaTa Ha eekT, TpAOBa Ja ce u3barasa npfaEnk
[PHEM Ha BUCOKH R0O3HPOBKH.




CpobulapaHe Ha N0A03UPAHH HEIKENAHHU PEAKLIUM

Cbo0iilaBaHeTo Ha NOA03UPAaHU HeXeNTaHW peakLMy cie pa3pellaBane 3a ynoTpeba Ha jexapcTBEHHA
MPOAYKT € BaXXHO. ToBa Mo3B0J1siBa ia NPOABKH Hab/II0AeHHETO Ha ChOTHOUIEHUETO NOJN3a/PUCK 34
NEKApCTBEHUS NPOAYKT. OT MEAMLIMHCKUTE CNELIMATUCTH C€ H3MCKBA Ja CbobLIaBaT BCAKA NMOA03HpaHa
HE)XXenaHa peakuus 4pes HallHOHanHa cUcTeMa 3a ¢hoblilaBaHe:

ManbiHuTeNHa areHUMA NO NEKapCcTBATA

yn. ,,JamaH ['pyes” Ne 8

1303 Copus

Ten.: +35 928903417

yebcait: www.bda.bg

4.9 Ilpenosnpane
He ca nonyuaBanu cboOuleHHs 33 NpeJO3UPAHE OT KOMMAHHUATA.

Cumnmomu Ha UHMOKCUKAYUS

(OptocTaTnyHa) XUNOTOHUSA, pedNEKTOPHA TaXMKApAHs U rinaBobonue, yMOpAeMOCT, 3amaiiBaHe,
CBETOBBPTEK, 3a4UEPBABAHE HA JIMUETO, raeHe, noppuiuane u anapus. [Ipn npunoxedue Ha BUCOKHM
N03H MOIraT a ce NOABAT METXeMOIrIoOMHEMHA, LIMAHO3a, AUCTIHEA W TAXHUMHES, AbAXKAUIH CE Ha
HATPHTHUTE HOHH.

Cnen MHOro BUCOKHM JO3HPOBKH MOXeE J1a ce Habnroaasa NOBUILABAHE HAa BbTPEHEPENHOTO HANATAHE C
uepebpainn cuMnTomH. [Ipy XpOHHYHM CHCTOAHYA HA NpPEA03UpaHe Ca U3MEPEHH MOBUUIEHH HUBA HA
MeTXeMOrnoduH. KnMHWYHOTO 3HaUEHHE HA TE3U IaHHHW € NTPOTHUBOPEHHKBO.

Jleuenue Ha npedozupanemo

OO01uTe Mepku TpsOBa Aa CbABPIKAT NMPHIAraHe HA KMCIOPOA H NOCTaBAHE HA MALUEHTa B
XOPH3OHTAJIHO MONOXKEHHE € MOBAUIHATH Kpaka. AKo € HEOOX0aHMO, TpAOBA 1A Ce MPHITOKH
HHTPAaBEHO3HA HH]Y3Us Ha TeuHOCTH. Ku3HeHUTe nokazarenu Tpabea aa ce HabMOAABAT B YCJIOBHS Ha
HHTEH3IUBHU MPHXKHY B MPOAB/DKEHHE Hal-MaNlKO Ha 12 4Haca cien npeno3vpaHeTo. AKO € NoKasaHo,
TpaOBa 1a ce NPpUIoKaT APYrH CUMIITOMATHUUHH Mepku. Tpabsa aa ce 0OMHCIN NEPOPASTHOTO
MpUAaaraHe Ha aKTUBEH BBITIEH B ITbPBUSA HacC CNIEA NpUEMA HA NOTEHIIHANHO TOKCHYHA 1034,
CuMnTOMaTHYHATZ METXEMOITIOOUHEMHA MOXKE Aa ce IEKYBA C METHIEHOBO cuHbo (1 10 2 mg/kg)
HMHTPABEHO3HO.

XeMoauanu3ara 1 xeMonepPysuaTa He ca epeKTUBHU. TexkaTa MeTXEMOrNIOOHHEMHSA, KOATO HE ce
BJIHAE OT NEHEHUETO C METUIEHOBO CHHBO MOXKE A3 HAJIOKH KPbBONpPENNBaHE.

S. ®APMAKOJIOTHMYHH CBOHUCTBA

3.1 PapMaKkoOJHHAMHYHH CBOHCTBA

QapMakOTepaneBTHHHA rpyna; Ba30AMNaTaToOPy U3MOM3BAHU NPU ChpACHHHTE 3a00nNABaHKA,
OpraHW4HM HUTPATH

ATC kon: COl DA 14

MexaHu3bM Ha JeHCTBHE
H3ocopbiua-3-MOHOHUTPAT HMa HPEKTHO pasllMpABallO AEHCTBHE BHPXY M1aakara MyCKyaaTypa Ha
ChAOBETE U BOAM RO Ba3z0oauIaTaLHA.

HocTkanunspHUTe KanauUTUBHU CbROBE H [NTABHUTE apTEPHU - OCOOEHO Te3H YaCTH OT KOPOHAPHUTE
apTEPHH, KOUTO BCE OLLE MOrar Ja pearupar, ca MOBJIMAHH B I10-roJiMa CTENEH B CPAaBHEHHE C
PE3UCTEHTHUTE cbaoBe. Bazoaunatauuara B Cb0BaTa CUCTEMA BOAH JO MOBULLABAHE HA BEHO3HHA
kanauMTeT (“HanbiaBaHEe '), BEHO3HATA KPbB C€ BPbLUA KbM CHPLIETO peAyUUpaAHA, HAMATABAT KAMEPHHTE
obeMH ¥ HANAraHETO NPH MbJIHEHE (HAMANABA NPEeAHATOBAPBAHETO).

HamaneHusT paauyc Ha kamepaTta 1 HAMATEHOTO CUCTOJIHO HaNATaHE BLPXY Kames
HaMANleH pa3Xo/l Ha eHeprus Ha MMOKapAaa, PeCNEKTHBHO 10 HAaManaBaHEe Ha KHCHE




HamansBsaHeTo Ha NpeAHATOBaPBAHETO HA CbpLETO OAaronpUATCTRA nepdy3usTa Ha cybeHa0KapaHATA
CT€Ha, KOATO € 3aCTpallieHa OT HCXeMUsl. PerHoHanHHuTe ABUXKEHWS Ha CTEHATA W YIAPHHUAT o0eM Morar
na ce noaoopar.

JunaraumsaTa Ha rojieMMTe apTepun B OJIM30CT A0 ChPLIETO BOAH A0 HAMAIEHUE KAKTO HA CHCTEMHATA
(HaManasaHe Ha CNEAHATOBAPBAHETO), TAKa M Ha MYJIMOKAIIUIAPHATA PE3UCTEHTHOCT.

HU3ocopOua-5-MOHOHHTpAT penakcHpa OpOHXHANHATA MyCKYNaTypa, MyCKYNaTypaTa Ha YPHHAPHHKS
TPAKT W HJTHYHHA MEXYD, KIThYHHTE ITHTHLIA H XPAHONPOBOA, TEHKOTO U Nebenoro uepno,
BKJIIOUUTETHO H COHHKTEPUTE.

Ha MonekynHo HHBO HUTpaTUTE AcHCTBAT Hail-Bede upes obpasyBaHe Ha a3oTeH okcua (NO)
LIMKNTH4eH ryaHo3uH MoHogpocdaT (cGMP), koo ce cuura 3a MeaMaTop Ha pesiakcaLMATa.

.2 @®apMaKOKHHETHYHH CBONHCTBA

Pezopbuns

[1px nepopanHo npunoxenre nzocopbua-5-monoHuTpar ce abcopbupa 6bp3o M usanocTHo. He nokasea
MeTaboan3bM Npy mbpBo NpemuHaBaHe. CuctemHata OMoOHaNHYHOCTTa € npubnusuTento 90 ~ 100%.
OnMKapa Kancynu ¢ yabIKeHO 0cBoG0XKAaBaHEe AOCTHIA MAKCUMANHHU [1a3MEHH KOHLEHTPaLIHK clief
npubausuTenHo 5 yaca, C xpaHa, MaKCHMaHATa KOHLIEHTpALMA ce 10CTHra | 4ac No-KbCHO.

Pasznpenenenuve
HM30copOMT-5-MOHOHHUTPAT UMa roJisiM 0Oem Ha pa3npeaeneHue. CBLP3IBAHETO C NIAIMEHUTE NPOTEUHN
¢ nNo-Malko ot 5%.

MeTabonusmm
H3ocopbut-5-mononuTpar ce Merabonuaupa noYTH HaMbIHO B YepHUs Apo6. ObpasysanuTe
MeTab0IUTH Ca HEAKTURHHMU.

Exckpelus

CpeJHHAT NMIa3MeH NoJay->KUBOT ciied NpunoxeHue Ha OiMKapa Kancyiv ¢ yAbDHKEHO 0CBOOOKIaBaHE
¢ 5 uaca. M30copbua-3-MOHOHUTPAT C€ ETMMHUHHPA MOYTH HANBITHO Ype3 CBOMTE METabOoNIHTH fpe3
obOpeunte. Camo 2% ce enMMUHKPAT HENPOMEHEHH Mpe3 OBOpeLUTe.

YepHoapoOHo yBpexaaHe
He ca HabnonaBaHy 3HauMMH pa3nuki BB GapMaKOKWHETHKATA NPH MEPOPATHO MPUIOKEHHE HA
H30COPONT-5-MOHOHUTPAT NpPY NALMEHTH C UMPO3a B CpaBHEHHE ChC 3APABH JIHLA,

bubpeuHo yBpexaaHe
DapMaKkOKHHETHKATa HA H30COPOMT-5-MOHOHUTPAT He e OKnJla 3HAYKMMO Pa3IMuHA NPU NALUEHTH C
HOpMAaJTHa WK JIEKO NMOHWXKEHa ObOpeuHa GyHKUMA M TaKKBa ¢ TeKKa OBOpeyuHa HEAOCTATBHHOCT.

TonepaHc
He3aBUCHMO OT HENPOMEHEHOTO JO3HPAHE U NOCTOAHHOTO HUBO Ha HUTPATH, € HabMI0aBaHo

HamaneHue Ha edexra. ChbluecTBYBALIMAT TOMEPAHC CE M3Uepnea 24 yaca ciell CrMpaHe Ha JIeYeHUETO.
[1pyn MHTEPMHUTEHTHA TEpanK1a He ce HabloaBa pa3BUTHE Ha TONEPAHC.

5.3 IlpeaxkauuuuHH JaHHH 34 Ge30onacHoOCT
XPOHUYHA MOKCULHOCM

M3cnensaHuaTa Ha XpOHHHHATA TOKCUYHOCT Ha K30COPOHA MOHOHUTPAT MPH MTBXOBEF
TOKCHYHH edexTH. Cnela opanHo npunoxenue Ha 191 mg/kg Ha usocopbua-5-MoHgf
HaOn0A2BaHO NOBHILIEHHE HA HUBOTO Ha METXEMOrobHMHa camo ¢ 2.6% B cpaBHe
cToiHOCT. HHBOTO Ha HMTPHT B cepyma cnen 191 mg/kg u3ocopbua-5-MOHOHUTP:
6uno B rpaHuuMTe HA HopMmara (no-manko ot 0.02 mg/1); ankanHara pocdaraza u
[IPOMEHEHH.




Mymaeennocm u kanyepozeHnocm
H3acsienpaHusaTa 32 KAHLIEPOTEHHOCT CNEA NPOALIKHTENHA YoTpeda NpH NIBLX0BE HE NOKA3BaT
KaHLUEpOreHeH NoTeHuHan Ha U30copbua-5-MOHOHUTPAT.

TectoBeTe 3a MYTareHHOCT ¢ pas3fIM4HU TECTOBH CUCTEMM (in VItro W in vivo) ¢a HEraTHBHH.

Toxcuxonozua Ha penpooyKxmusHocmma
[Ipu TecToBETE € XKMBOTHH NO OTHOLMEHUE HA EMOPUOTOKCHUHOCT He C€ OTKPHBa U HAMEK 3a
TEPATOreHEH I eMOPUOHTOKCHYEH e(PEKT Ha U30COPOHA-5-MOHOHHUTpAT.

[1py nepH/nmocTHaTATHY TOKCOKOJIOMMUHM H3C/IEXBAHUA TOKCHYEH €EKT BbPXY IioAa ¢e cpellla caMo
cjiell MHOrO BHCOKH JI03H (IpH BHCOKAa TOKCHYHOCT OT CTpaHa Ha MaiKara.

6. ©PAPMAIEBTHYHHU JAHHH

6.1 CnichbK HA NOMOLHHTE BellleCTBA

JXKenaTuHOBUTE Kancynu ca NbAHKU C OOBUTH NeneTH u 3axapHHu cdepm.
Jaxapru coepu

3axapoia

LiapeBHuHO HHUUIECTE

Erunuenynosa

Tank

Cwvemasg Ha xceaamurosama Kancyaa
XenaTtud
TUTAHOB AHOKCHA

6.2 HechLBMECTHMOCTH
Henpunoxumo
6.3 Cpok Ha rogHocT

3 (TpH) roguHM

6.4 CnennanHu yc/I0BHA 38 ChbXpaHEHHe
Ha ce cpxpaHasa noa 25°C.

6.5 Bua 1 cpabpKaHye HA ONAKOBKATA
Tebpau xenatiHOBH Kancynu no 10 6pos B 6nuctepu o1 PVC/anymunueso donuo; 2 6nucrepa B
KapTOHEHA KYTHA.

6.6. Cneusanun npeanasHy MepKH NPH H3XBbp/aHe H paboTa
Hsama cneunanHy npenopsKu 3a ynorpedba/cbxpaHeHue.

7. [IPUTEXATEJI HA PASPELIEHHUETO 3A YIIOTPEBA

Buatpuc EOO/]

oduc crpaana ,.Cepanka opucu®
Oyn. CutHakoeo Ne 48, eT. 7
1505 Codmns

bvarapus

8. HOMEP(A) HA PABPEHIEHHETO 3A YIIOTPEBA

20020121




9. JATA HA ITBPBO PAZPEHIABAHE/TIOJHOBSBAHE HA PA3ZPELHIEHHUETO 3A
YIIOTPELA

HaTa Ha nbpBO pazpeuwtasade: 13 ¢espyapu 2002 r.
Jlata Ha nocnegHo noaHoeaBaHe: 05 mapt 2013 r.

10. JATA HA AKTYAJIU3UPAHE HA TEKCTA

04/2026




