KPATKA XAPAKTEPUCTUKA HA IPOAYKTA <L 2V X0 A2/

1.  WME HA JIEKAPCTBEHMS MPOAYKT 7R 333 L'k -03- 202

Olicard 40 mg prolonged-release capsules, hard

Oankapa40 mg TBHLPAH KANCYJIH ¢ YABLJIKEHO 0CBO0OKIaBaHE

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

| kancyna ¢ yabpkeHo ocBobokaaBane Onukapa 40 mg ceabpxka 40 mg u30copOMAMOHOHUTPAT
(isosorbide mononitrate)

3a MbJIHUA CIIUCHK HA MOMOINIHKTE BEIECTBA HAa MPOAYKTa, BUKTE TOUYKa 6.1.

., 3 JIEKAPCTBEHA ®OPMA

Kancyna ¢ yabiakeHo ocBOOOK1aBaHe
Benu, Henpo3pauHH TBbP/IH KETATHHOBHU Karcy/u (pasMep 2), mbJIHH ¢ Oeu 10 nouTH OesH spa ¢
yIbJDKEHO 0cBOOOXKAaBaHe U Oenun 10 nouTH 6eu 3axapHu chepw.

4. KIMHUYHU JAHHHU

4.1 TepaneBTHYHH NOKa3aHHUA

[TpodunakTHKa U MPOABIDKHTENIHO JIEYEHHE HA CTCHOKApAUS
4.2 JI03HPOBKAa H HAYHH HA NMPHJI0KEHHE

AKO HE € NnpearucaHo apyro:
| kancyna ¢ yab/ukeHo ocBobosxaaBane Onukapa 40 mg (koeto choTBeTcTBa Ha 40 mg H30COpOMI-3-
MOHOHMUTpPAT) JIHEBHO.

B cayuaii, ue e HeoOX0aMMa NO-rojsMa 103a HUTPAT, 103aTa MOKE /14 Ce NMOBULIH /10 2 MMbTH AHEBHO 10
| kancyna ¢ yab/nkeHo ocBoboxaasane Onukapa 40 mg (koeto choTBeTcTBa Ha 80 mg u3ocopOu-J-
MOHOHMTpAT).

3a nojabp)KaHe Ha TpaeH eexT, BTopaTa /103a TpAOBa /1a ce npHeMa He No-KbCHO OT 6 4aca cinel
MbPBUs MPHEM, KOraTo JHeBHATa /103a € 2 mbTH o | Kancyna ¢ yabnkeHo ocBodoxkaasane Onnkapa 40
mg (koeTo cboTBeTCTBAa HAa 80 Mg HU30COpOMI-5-MOHOHHUTPAT).

[Tpoab/HKUTETHOCTTA HA JIEYEHHETO Ce Orpeesis OT JIEKyBallUa Jiekap.
[leqnaTpryHa nomyJaius

He e ycranoBena Ge3onacnacHocTtTa M epukacHocTTa Ha OsMKap/ npy aeua noa 18 roauiuHa Bb3pacr.
He ca nanuuum JaHuu.

Hauun Ha npHIIOKEHHE: s

Kancynte ¢ yab/KeHO 0CBOOOK/1aBaHe TpAOBa 1a ce MOrbLuat uean 6e3 1a ce AbBYAT CA0CTATBYHO
KOJIMYECTBO TEYHOCT (Hanp. ¢ yaiua Bojaa). / > ~ -




4.3 IIpoTruBonOKA3ANNS

® CBPBHXTYBCTBUTEIHOCT KbM 2KTHBHOTO BEILECTBO MITH KbM HAKOE OT NOMOLIHHUTE BELIECTBA Ha
MpOXYKTA

® OCTBpP LMPKYJIATOPEH Kojanc (oK, ChA08a HEIOCTATEYHOCT)

¢ KapIHOIeHEH LIIOK, OCBEH AKO HE C& OCHIYPH AOCTAThYHO BUCOKO HAJIATaHe B /iABA KAMEDPA B Kpas Ha
JHACTONATA ¢ HHTPAaOPTHE KOHTpAILYJICAllMA WIH JIEKapCTBa C MO3HTHBEH HHOTPOTICH edekT

* TEXKa XHIOTOHHA (CHCTONHYHO HanAraHe no-Hucko ot 90 mmilg)

* e¢OHOBpPEMEHeH npHeM ¢ HHXHOuTOpH Ha S-oconuecrepasara (8x. T. 4.5)

¢ CHLITBTCTBALLO NPUIOKEHHE C PHOLIMIryaT (Ba. To4YKA 4.5).

4.4 CrennanHR OpeAYNpeXAcREN H NPeAlazHE MepKH NPR ynoTpeba

Haocopbua-5-MOHOHUTPAT HE € NOAXOMAL] 38 TEYEHHE HA OCTHP CTCHOKAPAEH MPHUCTDII ¥ OCTHP
MHOKapAeH HHPAPKT.

H3ocopbua-5-MOHOHHTPAT MOXKE [a C€ Ha3HAYABa ¢ MOBHIICHO BHUMAHHE B C/ICAHHTE CIyYaH:
¢ xunepTpodHuHa OGCTPYKTHEHA KapAHOMHONIATHA, KOHCTPHKTHBEH NEPHKAPAHT H NepHKapaHa
TaMIIOHaNA

* HaManeHo NpeaAHATOBapBaHE (Hanp. OCTHP MMOKApAEH HHPAPKT WIH NeBOKaMepHa ChpAcYHa
HexocTarbuHocT). Tpabea Xa ce H3GATBa NOHMKABAHE HA CHCTONMMYHOTO KPpBBHO Hanarade nox 90
mmHg

® A0pPTHA WHNU MUTPAIHA CTEHO32

® TEHICHLMA KbM HapylliaBaHe HA WHPKYNATOPHATA peryaanus (OpTocTaTHIHA XHIIOTOHHA)

e 3300N4BAHMA, CBBP3AHH C NOBHIICHO BETPESUYEPENHO HANATAHE (TOBHIIIEHHE HA BHTPEUEPENHOTO
Hansarade gocera ¢ HabmoaapaHoO caMO MPH BEHO3HO MPUIOKEHHE HAa BHCOKH 03H ITHLIEPHIT

TPHHHUTPAT)

[MTpunoskeHHETO Ha HIOCOPOKI-5-MOHOHHTPAT MOXe 12 ObJie NPHYHHA 32 NPEeXOqHA XHIIOKCHA H
HCXEMMA NPH NAUHMEHTH C KOPOHAPHA GOJecT Ha CHPLETO, AB/DKAILA CE Ha PENAaTHBHO OTKIIOHEHHE Ha
KPBBOTOKA KbM XHIIOBEHTINHPAHHTE ATBEOIAPHH 001acTH.

Tt KaTo TO3H JIEKapCTBEH NMPOIYKT ChABPKA 3aXapo3d, MaUHeHTHTE ¢ peIKH HAC/IeICTBSHH NMPod/IeMH
Ha JpYKTO3HE HEMOHOCHMOCT, ITIIOKO030-ranakTo3Ha ManadcopOILMa WK CYKpo30-H30MAITA3HA
HeJOCTATHYHOCT He TPsSOBa Aa MpUeMar ToBa JIEKapCTHO.

4.5 B3aumoge#icTBRE ¢ APYTH JIeKAPCTECHH NPOAYKTH H APYTA $OpPMHE HA BIAEMOAeHCcTBHE

EnHoBpeMEeHHOTO NPWIOXKEHHE HAa APYTH Ba30JHIATATOPH, AHTHXMNEPTEH3UBHH cpeacTsa (Hanp. -
OnoxepH, KAILUHEBY ZHTATOHUCTH), HEBPONENTTHLH, TPHUMKIMYHH aHTHACTPECAHTH HIH ANKOXO0J MOTraT
13 YCHJIAT XHNOTEH3UBHUA eeKT HAa H30COpOHI-5-MOHOHUTPAT.

EnroBpeMeHeH NpHEM Ha JOHOPH HA a30TE€H OKCHA, KATO Hamp. H30COPOHA-5-MOHOHHUTPAT U
uHxubuTopu Ha 5-docdonuecrepasara kato cunedadml, BapacHadun UK Tananadun Moxe oa
AOBEAe 10 CHAHO H3PA3eHO YBelMaBaHe Ha XHMOTORMMHHA UM edekT (Bk. 1.4.3).

XunepTeH3HBHOTO AelCTBHE HAa AHXUAPOEPTOTAMHHEOBHTE MPOAYKTH MOXE 11a ¢€ NMOTEHUHpA OT
eJHOBPEMEHEH NPHEM Ha M30COopOHA-5-MOHOHUTPAT NOPaaH yeenHyeHHe Ha Mna3sMeHHTe HHBa Ha

AUXHAPOEPrOTaMHHA.

Ynotpebata Ha ONHKapa ¢ pHOLMIYaT, CTUMYN4aTOp Ha pa3TBOPHMAaTa r'yaHHNAaT LKKIasa, €

XHIIOTOHHA.




4.6 Qepruanrer, GpeMEeHHOCT H KELPMEHE

Hama xMTMHAIHM JAHHH 38 eKCIO3KLIMA C H30COPOHI-S-MOHOHMTPAT 110 BpeMe Ha OpeMeHHOCT.
H3cnensanuaTa NpH )XHBOTHH He MOKA3BAT AMPEKTEH KM HHAKPEKTEH BpeleH e(eKT No OTHOLNECHHE Ha
GpeMEHHOCTTa, eMOPHOHANHOTO/ GETANHOTO PA3BHTHE, PAKNAHETO HWIH NOCTHATATHOTO Pa3BUTHE BPH
I03H peJeBaHTHH 33 X0pa (BXK. To4Ka 5.3).

H30cop6Ha-5-MOHOHUTPAT BOXE [a C& MpH/Iara caMo aKko NOTEHIMATHATA NOJT3a PEeBHINABA PHCKA 33
Iuroga.

Hama nadopmMalis 3a OTAENAHETO HA H30COPOUA-3-MOHOHHTPAT B MAHYHHOTO MJIIKO IIPH XOpa H
KMBOTHH. PHCKOBE NpH KBpMAaYeTo HE MOTAT Aa ce K3Kmo4aT. PelneHue nanm Aa ce NpoabDKKH/Cpe
KbPMEHETO WIH Ja C€ NPOXBIIKH/CIIPE IEYCHHETO C H30COPOHT-5-MOHOHHTpAT TpADBa Aa ce HampaBy
KATO CE€ HMa MpeBHA NOM3aTa OT KbPMEHETO 32 AETETO K OTHOWIEHHETO NMOJI38/PHCK OT JIEICHHETO 32
MafikaTta.

4.7 EdexTH supxy cnocobrocrTa 32 modprpane 8 pabora ¢ MamEay

He ca nmpoBexaany poy9YBaHHA BBPXY CocobHOCTTA 3a todHpaHe W pabora ¢ Mamuuu. Ilo BpeMe Ha
negeHme ¢ H3ocopbua-5-MOHOHHTpAT, 0COOEHO B HAYAIOTO Ha JIEYCHHETO, MPH NOBHINABAHE HA J03aTa,
nMpeMKHaBaHe KbM APYTH JIEKAPCTBA H YIPH NIPHEM C ATKOXO0JI MOTaT Jia Ce MTOABAT 3aMalBaHe, ChHAHBOCT
uny ymopa. Tosa Tpabsa Ja ce HMa NPEABHA NIPH H3TbAHABAHE HA TAKMBA 3a/1a9H.

4.8 Hexenana JeKapcTBEHR PEAKTIHA
YecroraTa ce neduurpa xato: Muoro dectd (>1/10); yecru (Z1/100 no <1/10); newectu (=1/1 000 no
<1/100); peaxu (>1/10 000 ro <1/1 000); muoro peaxu (<1/10 000); ¢ HenssecTHA YecTOTA (OT

HAIHYHHTE AaHHH He MOXe fia ObZle HanmpaBeHa OLICHKa).

Haii-4ecTo qOKIaABAHATA HEXKEMAaHA IEKaPCTBEHa peakuma € riasodonne. Yecrorara Ha rnaBobomMeTo
HaMa/IsBa MOCTENEHHO ¢ BPEMETO H NPOIL/DKHTENHOCTTa Ha ynioTpeba.

YecToTa no MHoro uecTH Hectn Heuectn C Hen3pecTHA

MedDRA 4ecToTa

KOHBEHLIMATA

Hapymesus Ha | Tnaso6omnue 3amaiiBane CrpHmHMBOCT

HEpBHATA CHCTEMa

eMa 1 _ | —

Cepaednu (Baomapane Ha)

HapYIIeHUA aHTMHA NEKTOPMC,
GpangnaprT™Mus,
OpTOCTATHYHA
XHITOTOHHA,
pedieKTopHa

_ _ TAXHKApAHS
Craosu | 3aueppaBane HA Cuukor,
HapywieHus JTALIETO UHAPKYIaTOPeR
| | Konamnc

CroMauiHo- I"'anene,

YpEeBHH NOBpBILAHE

HapYLIEHHS

HapyueHus Ha . ExcponuaTUBeH

KOXaTa H JHre

NOAKOXHATA

ThKaH __




Wﬂﬂpymeﬂnr ] YMopa T o o
H epeKTH Ha

MACTOTO HA
| TIPUIIOKCHHC

OmnmcaHy ca CTydaH Ha Pa3sBHTHE HA TONEPAHC H KPBCTOCAH TOMEPAHC C APYTH OPraHHYHH HATpPATH. 3a
fla ce NPEeAOTBPATH HAMAIIABAHETO WITH JIHNCAaTa Ha edexT, TpAOBa na ce HI0ATBa MPOABDKUTENEH
npueM Ha BHCOKHM JO3HPOBKH.

npoAykT ¢ BaxHo. Topa nosponsAsa Aa NMpoaLIDKH HaGMOAEHHETO HA CHOTHOINEHHETO NOJI3A/PHCK 38
nexapcTBeHHA [IPOAYKT. OT MERULIMHCKUTE CIIEHHANHCTH Ce H3HCKBA Ia ChOOMIAaRaT BCAKA NON03IUPAHA
HEXXENAHA peaKilia Ype3 HallHOHATHAa CHCTEMa 33 ChOOILABAHE:

M3muiiHuTe1HA areHu s o JeKapcTRara

yi. . Jlamau ['pyes” Ne 8

1303 Codus

Ten.: +35 928903417

yebcaiT: www.bda bg

4.9 IIpenosupane

He ca nosygapaiy cho6IIeHNs 3a Mpeao3HpaHe 0T KOMIIaHUATA.

CumMnmomy Ha UHMOKCUXaYRA
(OprocraTHyHa) XHNOTOHHSA, peeKTOpHa TaXHKap/IHA H [11aBo0ONHe, YMOPAEMOCT, 3aMafpaHe,

CBETOBLPTEK, 3aUepBABAHE HA JIHIETO, rafene, Nospeinane ¥ Auapud. I1pu npuiokeHHe Ha BACOKH
JI03H MOTaT 2 Ce NOABAT MeTXeMOIOOHHEMHA, HAHO38, THCIIHES U TAXHITHEs, ALJDKALIK Ce Ha
HUTPHTHHTE HOHH.

Cnen MHOTO BHCOKH JO3HPOBKR MOXeE J1a ce Habmonapa fI0BHIIaBaHE HA BETPEYEPEITHOTO HAJATAHE C
uepeGpariu cUMNTOMH. IIpH XpOHHYHH CLCTOAHHA Ha NPEA03HPAHEe Ca H3MEPEHH NOBHILICHH HHBA Ha
merxeMornobuH. KIMHHIHOTO 3Ha9eHKE HA Te3H JaHHH € MPOTHBOPEYHBO.

Jleuenue na npedosupanemo

O6muTe Mepku TpaOBa Aa CHABPKAT MPHIAraHe Ha KHCIIOPOA B NOCTABAHE Ha NALHEHTA B
XOPH3OHTANHO MOJIOKEHHE C NOBAMIHATH Kpaka. AKo ¢ Heobxoaumo, Tpalea aa ce MPHIO0KH
HHTpaBeHo3Ha HHDY3Hs HAa TedHocTH. JKH3HEeHHTE NoKa3aTenu TpsAOBa aa ce HaOmOAABAT B YC/IOBHA Ha

MHTEH3HBHM I'PIDKH B ITPOABb/DKEHHE Hal-Manko Ha 12 yaca ciell Apefio3HpaHeTo. AKO € MOKA3aHo,
TpabBa Aa ¢ MPUIOKAT APYTH CHMITTOMaTHYHH MepKH. Tpa0sa na ce oOMHCAH nepopaHoTO
ApHAAraHe HA AKTHBEH BHIVICH B MLPBHA Yac cjiep MpueMa Ha MOTEHUNATHO TOKCHYHE 1034.
CHMIITOMATHYHATA METXEMOTNO0OMHEMHA MOXKE JIa ce JIEKYBa ¢ MeTHneHoBo CHHBO (1 oo 2 mg/kg)
MHTPABEHO3HO.

Xemonuanuszara 4 xeMonepdy3usTa He ca edpeKTHBHH. TexkaTa METXEMOTNIOOHHEMHS, KOATO HE Ce
BJIMAE OT JIEYEHUETO ¢ METHICHOBO CHHBEO MOXKE J1a HATOXKH KPbBONPEIIHBAHE.

5. ®APMAKOJIOr TYHH CBOYCTBA

5.1 PapmaxkoAHHAMHYHEHA CBONCTRA

QapMakoTepaNneBTHYHA [PyNa: Ba30AHNATATOPH H3NON3BAHH NMPH ChpacUHMTE 3a00nABaHMs,
OPraHru4HH HHTPATH

ATC xon: COl DA 14

Mexanyp3bm Ha geficreue

HU3zocopOua-5-MOHOHHTPAT HMa RUPEKTHO PasLMpABALLO ACHCTBHE BPXY IJ1agKa
CBOOBETE ¥ BOAH N0 BA3OAHJIATALIMA.




[TocTKaNMASPHHTE KAMALHTHBHA CHIOBE U INIABHHTE apTEPUH - 0COOCHO Te3H YaCTH OT KOPOHAPHHTE
apTEPHH, KOMTO BCE OLE MOTAT [Ia pearupar, ca IOBIHAHH B I0-rojIiMa CTENEH B CPABHEHHE C
pe3UCTEeHTHHTE ChAOBE. Batoaunarauuara B ChA0BATa CHCTEMa BOAM N0 MOBHIIABAHE HA BEHOZHHA
KanauuTter (“HaIMBJIBaHE '), BEHOIHATA KPBB € BPBIA KBM CHPLIETO peoyLnpaHa, HAMAIIABAT KAMEPHHTE
o6eMH U HAJIAraHeTo NMPH IThJIHEeHe (HaManasa MpeIHaTOBapBaHeTo).

HamaneHrsST pagy{yc Ha KAMEpaTa H HaMAIEHOTO CHCTOJHO HANATaHe BLPXY KaMepHATa CTeHa BOMAAT A0
HaMaJIeH pa3XoJ/ Ha eHeprud Ha MUOKAp/a, PECMEKTHBHO 0 HAMaAABaHe Ha KHC/IOPOAHHTE HYXKIH.

HaManasaHeTo Ha MpeJHATOBAPBaHETO Ha ChpueTo OnaronpuATcTea nepdysuara Ha cybeHRoKapaHaTa
CTeHa, KOATO € 3aCTpallicHa OT KCXeMHuA. PerHoHaNHHTE ABHKEHNA HA CTEHATa H yIapHHAT obeM MOorat

aa ce nopoodpAT.

JunatauuaTa Ha roleMuTe apTepuH B GJIM30CT 40 ChPLUETO BOAH OO0 HAMAICHHE KAKTO HA CHCTEMHATa
(HaMangaBaHe Ha CNCIHATOBAPBAHETO), TAKA U Ha ITYJIMOKAIMKJIAPHATA PE3UCTEHTHOCT.

H3ocopbua-5-MOHOHMTPAT penakcHpa GpOHXHANHATA MYCKYJIaTypa, MyCKyIaTypaTa Ha YpHHapHHA
TPAKT H XKTHYHNAA MEXYP, ¥CTHUHHUTE MHTHILA H XPAHOIIPOBOJA, THHKOTO K ne6enoTo Yepso,
BKMIOYHTENHO U chUHKTEPHUTE,

Ha MonexysHO HHBO HKTpaTHTe AekcTBar Hali-Bete ype3 obpasysaHe Ha asorel okcua (NO) u
UUKNHIEH ryaHo3HA MoHodochar (cGMP), koliTo ce cuMTa 32 MEIHATOP HA pesaKkcalluaTa.

5.2 PapMaxoKHHEeTAIHN cCBOHCTBS

PezopOumsn

[Npu nepopanHo NpUNoKeHHe HI0COPOUA-5-MOHORHTPAT ce abcopbrpa Obp30 M HTocTHO. He nokassa
MeTabou3bM MpH TEPBO NpeMuHapane. CucteMAaTa GuonanudHoCTTA ¢ npréu3uTenHo 90 - 100%.
OnuKkapa KaNncynu ¢ yRb/DKeHO 0cBob60XAaBaHEe JOCTUra MAKCHMAITHH IU183MEHM KOHUESHTPaLUMH CIeA
nmpubmmurento S naca. C XxpaHa, MAKCHMATHATa KOHLEHTPALMA CE OCTHIA |1 9ac Mo-KbCHO.

Pasnpenenerue
H3ocopOHT-5-MOHOHHTPAT HMa roiaM obeM Ha pasnpeneneHne. CRbPIBAHETO C MIA3MEHHUTE ITPOTEHHM
e Mo-MaJko ot 5%.

MeTtabonu3bm
N3ocopGuT-5-MOHOHUTPAT ce MeTaboNH3Hpa NOYTH HAITLIHO B YepHUs Apob. OGpasysanuTe
MeTa00NMNTH Ca HeaKTHBHH.

Exckperus

CpeIHHAT NAa3MeH TOJTy-XHBOT cliel Mpunoxedne Ha OHKapa Kancyan ¢ yIh/DKeHO 0CBoO0XKIaBaHe
e 5 uaca. H30cop6ua-5-MOHOHMTPAT Ce EMUMHEHAPAE NOUTH HAITBIIHO YPE3 CBOKTE METAOOIHTH Npes
6u6peunTe. Camo 2% ce eNHMHHHUpAT HENpOMEeHeHH npe3 OubpenuTe.

HepHoapoOHo yBpexaaHe
He ca nabmoaapaty 3HaYHMH Pa3IVKH BbB $apMaKOKMHETHKATA NPH HEPOPaiHO IPUIOKESHHE Ha
H30COpOUT-5-MOHOHHTPAT NPH MALIHEHTH C LIUPO3a B CPABHEHHE CbC 3/APaBH JIHLA,

b16peuno yepexnane
dapMaKOKHHETMKATA HA H30COPOUT-5-MOHOHUTpAT He € OMiIa 3HAYMMO pa3NnHYHA NPH Na
HOPMAITHA HITH JIEKO TIOHIDKeHa Op0peuna GpyHKuHA U TaxuBa ¢ TeXka 0b0pedHa Hen

Tonepanc




He3aBHCHMO OT HEITPOMEHEHOTO AO3MpaHe H MOCTOAHHOTO HUBO Ha HUTPATH, € HabnonaBaHo
HamaneHHe Ha edexta. CHLIECTBYBALIMAT TOJNIEPAHC Ce H3ueprnsa 24 vaca cliel CIIMpaHe Ha JIieUeHHETO.
[Tpu MHTEPMHTEHTHA Tepanus He ce HabmoaaBa Pa3BHTHE Ha TONEPAHC.

5.3 Mpeax aHuuuE JaREN 33 6esonacHoCT

APOHUYHA MOKCUNHOCM

HscneapaHHAT2 H8 XPOHHYIHATA TOKCUYHOCT HA H3IOCOPOHA MOHOHUTPAT NIPH ILTHX0BE HE NOKA3BaT
ToxcudHH edexTu. Cnen opantHo npunokenue Ha 191 mg/kg na waocopOUA-3-MOHOHHTPAT Ha KyueTa €
HabmofaBaHo NOBHIIEHHUE HA HUBOTO Ha MerxeMornobuHa camo ¢ 2.6% B cpaBHEHHE C H3XONHATA
crofinoct. HHBoTO Ha HUTPHT B cepyMa cned 191 mg/kg m3ocopOua-5-MOHOHUTPAT NPHET NEPOPAITHO €
6o B rpaHuuMTe Ha HopMmara (no-Manko ot (.02 mg/l); ankanxata gocdaraza n GPT He ca Owm
MPOMEHEHH.

Mymazennocm u xanyepozeniocm
H3cnepaHHATA 38 KAHLIEPOTEHHOCT ClIel NPOABIDKHTENHA yrioTpeda MpH TUTEXOBE HE NOKA3BaT
KaHLepOreHeH MOTeHIHAN HA H30COpOHA-5-MOHOHWTPAT.

TecTopeTe 3a MYyTAr€HHOCT € pa3/IMYAK TECTOBM CHCTEMH (in vitro W in vivo) ¢a HEraTHBHH.

Toxcuxonozus na penpooyxmugHocmma
I[TpH TecToBeTE ¢ XKMBOTHH [0 OTHOLIEHHE HA eMOPHOTOKCHIHOCT HE C€ OTKPHBA H HAMEK 3a

TepaToreHeH WiH eMOpHOHTOKCHYEH edekT Ha H3ocopOna-5-MOHOHHTPAT.

[Npn nepu/noCTHATANHH TOKCOKONOIHYHH M3CNEABAHHA TOKCHYEH edexT BLPXY IU0Ia Ce Cpelna camo
cnel MHOrO BUCOKH J03H NMPH BHCOXA TOKCHYHOCT OT CTpaHa Ha MaHkara.

6. OAPMALIEBTHYHHM JAHHH

6.1 Cnuchk #a NOMOUIAHTE BEIECTEA

XenaTHHOBHUTE KANCyJIH Ca TBIHM ¢ O0BHTH NENETH K 3aXapHHu cepH.
3axapru chepu

3axapola

[japeBHuHO HHLIECTE

ETunuenynosa
Tank

Cwcmas Ha dceramunosama Kancyna
XKenatun
THTaHOBR THOKCHI

6.2 HechBMeCTEMOCTH
Henpunoxumo .

6.3 Cpok Ba roanocr
3 (Tpn) roRUHH

6.4 Crenmannn irc.llnmm 38 ChXPAHEHHE
Ila ce ¢cpxpausna noxa 25°C.,

6.5 Bua i coAbpKAEEE HA ONAKOBKATA
TespaH »enaTHHoBH Kancyau 1o 10 6pos B 6aucrepu or PVC/anymunueno donmo; 2
KapTOHEHa KyTHA.

6.6. CnenmanHu NpeANa3HA MEPKH NPH HIXBLpAAHE B palora




HsaMa cienmanHu npenopbKy 3a YNoTpeba/chrXpaHeHHE.

7. IMPUTEXATEJI HA PASPEUIEHHETO 3A YIIOTPEBA

Buatpuc EOOX

oduc crpana ,,.Cepauka opucu*

oyn. CuTrakoBo Ne 48, er. 7

1505 Codus

brarapus

8. HOMEP(A) HA PASPEIIEHHETO 3A YIIOTPEBA

Perucrpaunonex nomep: 20020121

9. IATA HA ITBPBO PA3IPEILLUABAHE/TIONHOBABAHE HA PAJPEUHIEHHETO 3A
YIIOTPEDBA

Hata Ha mepeo paspemasane: 13 ¢pespyapn 2002 r.
HNata na nocneano nopHoeasaue: 05 mapt 2013 r.

10. JATA HA AKTYAJIMZUPAHE HA TEKCTA

06/2026




