KPATKA XAPAKTEPHCTHKA HA JIPOAYKTA
ii;’iﬂbﬂHVi‘TEJ‘iHA ATEHUKA 110 NEKAPCTBATA

1. UME HA JEKAPCTBEHMSA IPOAYKT IS KaDBKTIOPLGTIURS HA NPOGYKIM - [pLAGHSRUS 1
KM Poz. My RAACOL 2
3upnua S0 mg GrnMHpany TabneTkH

Zirid 50 mg film-coated tablets JPGMﬁ ALHP-\S :’) 1{64 / /[ 8 &3 R ’f r.

2. KAYECTBEH H KOJWUECTBEH CBCTAB . /01 pfﬁfﬁ " 45 b Al

------------------------------

Beska puamapada Tabetka chABpxKa 50 mg Bronpun Xuapoxnopua (itopride hydroch]onde).

TlomonHo BeMIECTBO ¢ H3BEeCTHO HelicTBHe: Beaka TabneTxa chabpka 90 mg nakro3a ( KaTo JaKTO3a
MOHOXHZApAT).

3a NBIHMA COHCEK HA OTOMOLIHHTE BEIIECTRA, BIDKTE Touka 6.1,

3. TEKAPCTBEHA ©OPMA

Ounmupaua tabnerka

Benn 1o nowry Gend, Kpsivik, ABOHHO HAMBKHAIA GHIIMUPAHY TabNeTKY ¢ ASNHTENHA 9epTa OT
€IHATa CTpaHa.

TaGnetkara MOKe /ia o€ pas[icsiA Ha paBHH JO3H.

3. KNIHMIHA JAHHA

4.1 TepaneBTHUHE NOKA3AHHSA

3upHz e npeNHA3HAYCH 33 JIEYEHHE HA CTOMAIIHO-YPEBRA CHMITTOME Ha (PYHKLHORAIHA, HES3BEeHA
RHCTETICHR KATO YCELIaHe 33 NOAYBaHe Ha KOPeMa, IPEKOMEPHO YCeliaHe 3a ITBJIHOTE Ha CTOMAxa,
enuracTpania 607xKa, IuckoMPopT, aHOPEKCHA, KHCETHHH, TalieHe W NOBpbIlaHe. SHPU €
NpegHazHAYEH 32 BH3IPACTHH.

4.2 Jloanpopka M BA9HA HA NPHIAGKEHEE
O3HPOBKA

Bw3pacmuu

OfuyalinaTa nHeRHA 1032 34 BB3pacTHH ¢ 150 mg HTONPHL XHAPOXAOPH; TOBA O3HAYABA TI0 ¢AHA
tabnerxa 3ApUN TPH ITETH THEBHO NPEAH AAEHE.

Ta3zu 7038 MOke na 6be HAMATEHA B 3aBHCHMOCT OT X0Ja HA 3a0omsananeTo {Hanp. ao 1/2 tabnerka 3
METH JHEBHO).

To4HaTa A03¥POBKA HA TPOAYKTA K HPOAB/LKHTCIHOCTTA HA JICUCHUETO 3aBHCAT OT KIMHHYHOTO
CHhCTORHES HA TIAIIUCHTA.
B KITMHAYHH H3EHTBAHMA WTONPKHA XHIPOXIIOPHA © MPHIarald ¢ NpodbDEHTENHOCT J0 8 cenMuiH.

CrenHaTHK NOIyIaHK

bwbpeuno unu vepnodpobro yepexcoane
Hronpua ce MeTaboaH31pa B YepHUA Opob, @ OCHORHHAT ITBT Ha e/IMMHHHPAHETO Ha KTOMPH H HEFOBHTE
metabosutd e npes OxGpenure. [Topaau ToBa, marmerTrTe ¢ GEOpeUHo MY YePHOAPOSHO YEPENEHS

KOMTO [pWeMaT T3k OPORYKT Tpatra na GbAaT BHHMATENHO HaOMoaBanA H ipy noa 30
peaKiy ia ce B3eMaT ChOTBETHH MEPKH KATO HAMANABAHE Ha 03aTa HIIM IIPEKPaTABAHE

Cmapyuecka 8b3pacm
Toit xaTO XOpaTa B HANIPEARLTA BE3PACT HECTO HMAT NOHHKEHH QHINONOIHIHHE ¢
noABaTa Ha HexXenapy peakipin. Tlopamd ToBa, nauMeHTHTE B HANpenHANa BL3pa



TO3W MPOAYKT, TpabGaa ga 6saaT BHMMaTenHO HaAGMOAaBaHK ¥ TIPH NOABA HA HEXENAHH peakUHH Ja ce
B3€MAT ChOTBETHH MEPKH KaTO HAMALIBAHE HA N03aTa WIK NpeKpaTaBaHe Ha JeyeHneTo. B kruny
M3NHTBAHHA 0029 YeCTOTATA Ha HOXSTAHITE JICKAPCTBEHH PEaKIMY HE € 0-BHCOKE CPest IONYIAINATS
Ha BH3PACT Had 05 roQMHR B CPABHEHHE C MTO-MNAUTE NANHEHTH.

Ileduampunna nonyrayus
Trif xaro Ge30macHOCTTa H ePHKACHOCTTA NPY JAClA HE CR YCTAHOBEHH, HE CE MPElophYBa IeUCHHe
CBC 3npHI.

Hagup Ha NPHIOKEHAE

Tlepopansao mpraokenue,
Tabnetkara Tpabea ja ce UpHeMa AN WIH HOJOBMHA ¢ YA BOAA HPEAH ANCHE.

4.3 Iporusonoxazanns

CBpBXUYBCTBHTSNHOCT KBM AKTHBHOTO BEILECTBO (HTOMPHA) MIH KbM HIXOH OT NOMOIIHHATE
BelIeCTRA Ha NponykTa, W3GpoeHH B Touka 6.1.

3upua He TpAGBa [a ¢¢ NprIATa NpH TALMEHTH ¢ YCKOPEHO H3Npa3Bale Ha CTOMAaXa, K&KTo H B CIIyYaM
HA KbpBeHe, MEXaHRYHA 00CTPYKIAA WiH nephOPAIAA 10 X043 Ha CTOMAINHO-YPEBHUS TPaKT,

4.4 Cuenuajas upexynpe:kjeHns ¥ IPEANAINE MEPKHE upn ynoTpeba

H’I‘OHPH}! XUOPOXNOPHN YCHIIRA HASHCTRHETO Ha AUSTHIXOMHH H MOXe Na DPNYHAARE XONMHHEPTHUHH
HECIKETaHH JJEKAPCTRCHH PEAKIIVA.
Hama naunm 3a OPOABILKHTETHO HINOJI3BAHE,

3upu CuIbpia FaKT03a MOHOXUAPAT. TTAlMOHTH ¢ HACNENCTEEHA [ATAKTO3HE HETIOHOCHMOCT, ITBJIEH
naKTa3eH NeQHIUT WK [TIGKO30-TaNaKTo3sa Manabeophims He TpAOBa Na NPREMAT TOBa ASKApCTRO.

Tosa nexapcTso ChABEKA No-Manko oT | mmol Havpuit (23 mg) #a TabneTka, T.€, MONKE A8 Ce KaKe, e
RPAKTHIECKH HE ChABLPKA HATPHIA

4.5. Baanmogeifcreae ¢ APYrn JeKAPCTBEHH UPOAYKTH R APYrE GopMA ¥a BIAMMOACHCTBHE

He ca Habmonasany B3auMONICHCTRAL PR €AHOBPEMEHHO NPHUITONEHUE Ha HToNpyA M Bapdapuy,
JIuasenaM, JHKIOQeHAK, THIUTONHANA, HAQEIUITHA H HUKapAWIHME XIOPUL.

BaarMozaeicTBIE Ha BMEO UHTOXpoM P 450 pe ce ouaxsar, Thil kKaTo wronpua ce meTabonHaupa
OCHOBHO 9pe3 QUIaRHH MOHOOKCHI€HA3A.

Hronpus uMa racTpo-kuHeTwded edexr, KOHTo Moe Ja NORIHIe BbpXy abcopbinisTa Ha
MENMKAMENTH, TPHeMaHK eRHOBPEMEHHO Nepopanyo, OcobeHo BHEMaHNE crieliBa A ce o0pbinga Ha
ME/IHKRMEHTH ¢ TECEH TEPANICETHYCH HHAEKC, MEAHKAMEHTH ¢ YIBMKEHO OCBOGOMNIapaKe Ha
AKTHBHOTO BEMIECTRBO M JICKAPCTEEHH (POPMH ¢ EHTEPaTHO NOKPHTHE.

AHTH-XOTHHEPTHYHO JCHCTRAIHTE BEUISCTBA MOTAT 52 NOHIKAT edeKTa Ha HTONPHL.

Bemecrtra Ka10 WHMETHAHH, PAHMTHIMH, TEMPEHOH H LETPAKCAT He BIHAAT BBPXY [(POKHHETHYHATA
B8KTHBHOCT Ha WTONPHI.

4.6 QepTRINTET, GPeMEAROCT H KLPMeHe

BpeMeHHOCT




HsMa fgoxasatencTsa 3a 6€30nacHOCTTa Ha apoaykra nipy 6pementoct. Hopaan Toba wronpsa
xuapoxnopuy He TpaGea fa ce npunara npu GpeMeHHR MAMEHTKH M XKEeHH, NIPH KOUTO He MOXe I
ce HIKWIOYA OPeMEHHOCT, OCBEH aKQ [HON3ATA OT JIEYSHMETO ONPABHARA NOTeHIMANHETE PHCKOBE.
He ca HisecTHH edeKTH HA HTONPHI XUAPOXNOPHT BEPXY PRKAAHETO M POJHIHHA TPOLISC.

Kxpmene

Hronpua xHapox1opu] ce cekperipa B KbpMaTa Ha rIbXobe.

Hsma nannaw 3a ynorpebata Ha HTONPHA XMIPOXNOPHT IO BpeMe Ha KepMeHe npH xopa. [lopann rosa
NEYEHHETO HA KhPMEIH Maliku ¢ HTOMPH/] XHAPOXIOPU/ He € IPENOpbuATEIHO.

4.7 Edexrta Bbpxy cuocobmoctra 32 mopapade u paGora c Mamuen
BurpexH 4e He € YCTAHOBEHO BJMAHHE Ha IIPORYKTa BEPXY cnocobHoceTra 3a modupane u pabora ¢
MAIHHH, HAPYNIABAHETC HA KOHIICHTPALMATA He MO Ja OhAe H3KMOUCHO NOPAAHY PAKO NOABRBAIO

ce zaMaiirane.

4.8 Hexenann Jekapcrsenn peaknnn

B citesamara Tabmuna ca 06o0MEHM HOKENAHHTS NEKAPCTREHH PCAKIIMM HA HTOITPHA, PasfieNieH Ha
rpynu cropen repmunonorusTa Ha MedDRA 3aeano cre chorBeTHaTa 9eCTOTA: MHOTO wecTH (= 1/10),
gectd (=1/100 go <1/10), newectn (21/1 000 mo <1/100), penxu (=1/10 000 zo <1/1 000), MHOTO
penxu (<1/10 000), ¢ AenIBecTHA YecTOTA (OT HATHYHATE AaHHE He MOXKe 14 OBle HANpaBeHa

OLEHK4):
MedDRA cacTeMo-opranau Yecrora Hemxenann nexapcrBens peaknng
KJiacoBe
Hapymienns Ha kpbBTa B IMMbHATA He4ecTa JiepKOneHus **
CHCTEMH ¢ Heu3pecTHa TpoMOOoLIHTOIEH A
4eCTOTa
Hapymenya Ha nMyHHATA CHCTEMA € HEeM3ReCTHa aHadHIaKTONARA PeaKis
4ecToTa
Hapymenus na HepsHaTa cHCTEeMa HeMeCTH riiaBofonie, HapyiieH ChbH, 3aMaiBaHe
C HOH3BECTHA TpeMop
9ecTora
CromManiHo-9peBHH HapyHICHNS HEHECTH JMApWA, 3ATICK, KopeMHa 0onxa,
NOBRIIEHO CIOHOOTAEAAHE
€ HeH3IBECTHa ragere
YyecTora
Xemato-0wiapus HapyIleRus C HeH3IBeCcTHa XBITCHHIA
4ecToTa
Hapyuretua Ha Gb0peitite U HEYECTH TOBHIICHHWE HA CEPYMHAT2 ypes ¥
NYKOYHHTE ITHTHINA KpEaTHHUH
Hapymerna Ha KOXATA ¥ NOAKOKHATA | peKd o0puB, 3adepsaBate, cLpbex
THKAH
Hapymienns Ha MyCKyNHO-CKEICTHATA | HEWeCTH 6onka B repanre wid repda
CHCTEMA M CHEAHHHTENHATA THKAH
EHnoxpuung Hapyluenns HevyecTd TIOBHILICHO HHBO HA NPONAKTHH *
C HEW3BECTHA THHEKOMACTHS
qeCToTa
OO01M HAPYIIEHEA H eheKTH Ha HEUSCTH yMopa
MACTOTO Ha NPHIIOKEHHE .
IMeuxumyn HapyeHus HEYEeCTH PasAPASHATENHOCT
Hacnenpanns C HEH3BECTHA Tlosumena ASAT

qecTota




* NpH MOABA HA ralaxTopes HiH rMHEKOMACTHA, IeUCHHETO TPpaORa Na ce MpeKsCHe.
** cnenpanHo BHUMaHWe TpAGBa Aa ce OOBPHE HA NALMEHTHTE PH OLIEHKA HA XEMATONOrMYHEA
craryc. B ciyqalt Ha HeoOuyaiina cuMnToMaTHka € HEOGXOMMMO edeHKeTo Aa OBAe IpexbeHaTo.

Crolmasarie Ha NIONOINDANY HEKENAHY POAKINM

CrobmasaHeTo Ha NOACINPAHH HENKENAHN PEAKLIMH CNe] papeiaBaHe 3a yroTpeba Ha NeKkapcTReHHA
HPOAYKT € BAXHO. TORA MO3BOMABA A2 HPONELIAY HAGMONEHHETO Ha CHOTHOMEHNETO TION3a/pHCK 34
AeKapcTBEHH NMPoAYKT. OT MEAUIIMHCKHTE CHSLHANMCTH Ce W3UCKBA Ja chobWaRarT Beaka
MOZI03APAHA HEKE/TAHA PeaKiis Y¥pes HALMOHATHA CHCTEeMa 38 ¢hobmaBane xeM MamemHuTenRaTa
aredanus 7o nrexapersara, yu. “Ilamax Upyer” Ne8, 1303 Codun, ten.:+359 28903417, yeGeaiir:

www.bda.bg.

4.9 Iipeaazrpane

Jlo MOMEHTa HAMA YCTAHOBEHH CIIYYad Ha IpefoIdpaHe ¢ HTONPWI XUAPOXIOPHA NP xopa. TTpu
IIpeKOMEPHO Npefo3npane, TpAbBa fa ce npunoxkar oSuuafinaTe CTAHNAPTHHA MEPKH KaT0 CTOMAliHA
MPOMHBKA ¥ CHMITTOMATHYHA TEPAHA.

5. PAPMAKOJOTHYHU CBOMCTRA
5.1 PapMakoIHHAMAYHE CBORCTBA

OapmakoTepanesTUdna rpyna: CpeicTea, CTUMYIMPAIH NepHCTAITHRATA (TPOXHHETHIN)
ATC xon: AD3FAQT

Mexann3nM Ha NielicTaie

Hronpua xurpoxnopu akTHERDPA CTOMAIIHO-YPeBHHA NIPOITYJICHBEH MOTH/IHTET B PE3YITaT Ha
CBOETO JonaMuH D2 aHTArOHHCTHYHO NefiCTBNE W NNOTHCKAINA aKTHBHOCT HA alleTWIXO/IHHeCTEpa3aTa.
Hronpun axrueupa ocRo0MKIABAHETO H IIOTHCKS PaTPaOKAAHETO HA ALCTHAXOMMH.

HTonpua XBAPOXITOPHA MMa M RHTHOMETHYHO JAeiicTeHe sipes B3anMoacicTere ¢ D2 peuentopure,
NOKATH3HPAHHN B XEMOpPelelTTOPHATa TPHIepHa 30H2. TOBa ce NEMOHCTPHpa Hpe3 JO3033BHCHUMO
MOTHCKAHE Ha ATOMOPQHH-AHIYLHPAHOTO NMOBPBIEHE NPH KYYeTa.

VCTRHOBEHO €, e MTONPHA XUOPOXIOPHA YCKOPABa M3NPa3BaHeTo Ha CTOMaxa NpH Xopa.

TTpy npoyuBanys BLPXY Ky9eTa ¢ eJJHOKPATHO N03UPAHE C& YCTAHOBABA, Y€ WTONPHL XHIPOXIODHN
ROANOMAra HANPA3RAHETO HA CTOMAXA.

JeifcrBuero Ha HTOAPHA XBAPOXIIOPH] € BHCOKO CHEH(HMHO 32 FOPHNA OTAEN Ha CTOMANIHO-
HPEBHHS TPAKT.

Wronpun x#apoXAopHA He NOBIUABA CCPYMHHTE HUBA Ha TaCTPUH.

52 @PapmaxoxkuneTuuHH CBOiCTHA

Abcoph

Hronpnn ce abcoplrpa Obp30 H NOYTH HAIBITHO B CTOMAMIHO-YPEBHNA TPaKT. OTHOCHTeAHATA
6noxannyHoCT OT 0KONO 60% ce AhmKH Ha MeTaboi1u3Ma NP TBPBOTO NPEMHHABAHE NPE3 YepHUs
apob (Merabou3sM Ha IBPBOTO NpeMHHasane). XpaHara HIMa eheKT BLPXY GHOHATIIHOCTTA Ha
npoaykra. MakcHManHa nasMeHa KOHUEHTpalns ce noctura 3a 30-45 MuuyTH cnelt npunoxkenye Ha

50 mg ATONpHA XHAPOXIOpU/L.
Crieg MHOTOKPATRY NEPOPANIHE A03R B Axanasosa 50-200 mg, nmpuwioken# 3 NETH AHEBHO
OT 7 OHH, ¢ MUHHMATHO aKyMyJaxpare.

Paznpenenenne




[puGmizurenso 96% OT HTONPHI XMAPOXIOPUNL Ce CEBPIBA © IUIAMEHHTE NPOTeHHN. ToRa
CBEP3BaHE ¢ OCHOBHO 3& CMETKa Ha anfyMuHa, a anda 1-xuces IMOKONPOTEHH Y4acTBa B NI0-MANKO OT
15% ot cRBp3BaHeTO.

Hironpun XuApoxXnopua nokalsa MMpOKo pasupeieieHue B THKARNTE Npd rurkxose {Vdbeta = 6,1
L/kg) ¢ u3xmo4eHre Ha NeHTPATHATA HEPEHA CHCTEMR; BUCOKY KOHLEHTPAlAN Ce NOCTHIAT B
Gp0penure, TEHKIATE YepBa, YepHHA Apol, HazGrGpeynuTe #01e3A ¥ croMaxa. [IpoTeAHOBOTO
CBBP3BaHe MpH IUTBXOBE ¢ no~cnado ot Tosa npu xopa (78% cpenry 96%). [Tpounksadero 8 HHC e
MHHEMATHO. HTONPII XUAPOXIIOPH/ (PpeMidHaBE B KbPMaTa Ha KbPMENH MTbX0BE.

b HedopMa

[pu xopa HTONPRE XHAPOXSIOPH] € NOUIOKEH Ha AKTHBEH YEPHOAPOLEH MeTabONIN3EM.
HpenTuduimpaty ca TpH MeTaboJINTa, KATO CaMO eIMH OT TAX HMa ¢1aba akThBHOCT Ge3
tdhapMaxonorHuHo 3raYeHue {npudbnianTenno 2-3% oT a3y Ha YrTohpHz xuApoxopua), [TspeuunnEsT
MeTaboHT TIPH Xopa ¢ N-OKCAJl, TeHEpHpaH OT OKUC/IEHHE Ha TPETHHA ANMETHI-N-aMHHOBA Tpyna,

Hronpni XARPOXTOPHA ce MeTabonu3Hpa upes (napuy-3aBHCAMA MOHOOKcHTeHasa (FMO03),
Hansuuero ¥ eduxacHocTTa Ha dosettkire FMO-uzoeH3umd Morar fa 6baar obeKT Ha reHeTHYen
NONAMOPHH3EM, KOHTO MOXE A3 A0BSAE IO PAAKO ABTO30MAO pelleCHBRO 3a00iABaHe, HIBECTHO KATO
TPHUMETHNAMHHYPHS (CHHIPOM Ha pubena MupH3Ma). ITopanH TOBA NONYKUBOTHT H& HTONRPHA
XMIPOXIOpHI MOXe fa GBIe No-UPOABKATENCH NPY NAIMEHTH ¢ TPHMETHIIAMHHYPHA.

In vivo dapmaxoxsaHerngHuTE Ipoydsabud Bupxy CYP-MeaunpaHuTe peakiMy NIOKA3BaT, Y& MTONPHIT
XHAPOXJIOPHA HE NOKA3Ba HUTO WHXMOHTOPEH, HHTO HERYKTOpeH ehekT Bppxy CYP2C19 u CYP2EL.
Kouuenrpausara va CYP u ypummasnmdocdariirokopoHoswirpadchepasHaTa akTHBHOCT He Ce
MPOMEHAT IIPH IPUNOKEHHE Ha WTONPU XHAPOXNOPHE,

Egmygﬂnupane

Hronpun XuapoxXnopya ¥ HeTOBHTe MeTabOIUTH ¢ €KCKPETHPAT OCHOBHO ¢ YPHHATA,
EXCKpeTHpaHeTo B ypHHATA Ha HTONPUA U Reropha N-oKcup e croteetro 3,7% u 75,4% npw 3npasn
HHAMBM/TH CNICA TEPOPAIHO NPHIOKEHHE HA ©IHOKPATHA TEpaNeRBTHYHA 1033,

TIony-KHIBOTHT HA WTONPUN € TipAbMisHTentHo 6 yaca.

5.3. lpeakTAHHIRE JaHPR 32 Oe30NacHOCT

Tlepopanso npunarasara eXHOKPATHA JleTatHa foza € 2000 mg/kg npy MUIIKE M IUTBXORE N
upubmnurenno 600 mg/kg npu Kyvera.

[TporepeHH ca NpeKTHHAYHA NPOYIBAHMA 32 ONpe/ic/INHe Ha 6e30MacHOCTTa CaMO C JO3H,
MHOTOKPaTHO HaXBHIIABALIR TepaneBTHIHATE JO3K NPH XOpa, KaTo Habmozasanure ehekTH ca T
HECTHINECTBEHO 3HAYEHHE 32 H3NO/IBAHETO HA MTonpuN ripd xopa. OcBen ToBa XopMonanHnTe edexi
TPy Xopa ca no-c1abu oT HabmonapaBEKTe IIPH KHBOTHU,

Bucoxu gozu wronpun xuapoxaopun (30 mg/kg/fAen) HHAYIMPAT XANEPIPOJIAKTHHEMHA H BTOPHYRA
obparHMa ¢HIOMETPHATHA XUNEPIUIA3UA PH ITEX0BE, HO TO3H heHOMeH He ce Habmioaasa npu
Kyqera (30 noza ot 100 mg/kg/nex) win npumaru (go zosa ot 300 mg/kg/nen).

Enuo 3-MeceqHo Mpoy4BaHe Ha TOKCHYHOCTTA C Ky4eTa M0KasBa Pa3BHTHETO Ha NPOCTATHA aTpodus
clien Depopanto NPHIOKEHHe Ha HTONPHI B Ao3k 30 mg/kg/feH, HO He ¥ ciles IPHIOKEHKE Ha 10~
BWCOKM nepopanan 3o3u npu mwrsxoee (100 mg/kg/men) u nopu ome no-excoxy no3u (300
mg/kg/neH) npu npHMaTH - Te3W JO3M ca NPHIATaHH 3a IEPHOR A0 6 Mecena.

Ararocpoynd NnpoyuBaHKa Ha KapUKHOTSHEHS TOTERNHAN Ha WIOTPMI XUAPOXIOPH (IPH K
ca NPOREKAAHH.




He ca ycTaHOBeHM KITACTOTEHHY B MyTareHHH eeXTH Ha HTONPHS XMAPOXIOPMA MPW TPYITH
H3CHERBAHHA in Vitro B in vivo,

XuneprnponakTHeMus 4 BTOPHYHO YXL/DKEH €CTPOHOB LIMKE] ¢e HabmoJapat npH npoyasaHe Ha
deprunuTeTa Ha FKUBOTHH OT KEHCKY NMOA fpH Npunarane Ha 1034 30 mg/kg/nen wnn ro-sucoxn. Hpn
Aozu o1 300 mg/kg/nen ce nalniofasa M yARDKEH IPeKOHTANCH MHTepRan. He ca yeranoBeHH
CTPaHHYHH eeKTH BBPXY KONyNaupaTa i GepTinTera.

6. PAPMALIEBTHYHM JAHHIA
6.1 CHrchbk HE TOMOMANATE BEIIECTRA

Crpyesuna:

JlakTo3a MOHOXHIpAT

Hapesuuso HuiecTe, NpexeNaTHHUIHPAHO
Kpockapmenosa Hatpuii

CuiMies JHOKCHE, konoupen Ge3soueh
Marnesues creapar

Cvemas #a huimoeo noxpumue
Xunpomenosa 2910/5, makporon 6000, Turanos gaokeur E17), Tanx

6.2 HecpamecTEMOCTR

HenpunoxuMo

6.3 Cpok Ba roanocr

3 ronumu

6.4 Cueunanus yCI0BAE Ha ChXpaHeRue

Tosu NexapeTBeH NPOAYKT HE W3HCKBA CIICHHATHY YCIOBHS HA ChXPAHEHHE.
6.5 Bun ¥ chabpxaEBe HAa ONAKOBKATA

TTnprutaa onakoxa: Baucrep, npoapagno PVC / PVDC / anymusneso gonno
Brrmdara onakoska NpPeAcTasiiiea KapTOHEHA Ky THS.
Begxa xapToHEHA KYTHR CBABPHA JTHCTOBKA 32 TAIMEHTA.

Paimep Ha ONAKOBKWTE

40 dunmppary Tabnerku (4 x 10 wna 2 x 20 rabneri),

100 dummupany Tabnerku (10 x 10 win 5 x 20 TabneTxn),

Beexn 6imucrep chabpoka 10 win 20 diwiMupany Tabnetky.

He scumxy Bynoee onakoBkd Morar ga OsAat mycHaTH B mponaxksa.

6.6 Cneuaigu npesuassn MepKH UpH HIXBLPIARe B pabora

Hensponasadusr NPOAYKT HIH OTIAOPYHMTE MATCPHAITH OT HETO TpﬂﬁBa Aa €& H3XBHPNAT B
CBOTBETCTBHE C MECTHHTC H3HCKBAHHA.




7. TPHTEXATEJ HA PASPEIIEHUETO 3A YIHOYPEBA

Zentiva k.s., U Kabelovny 130, 102 37 Prague 10, Yemka penybnuka

8. INPHTEXKATEN HA PAJPEIIEHHETO 3A ITAPAJIEJEH BHOC
“Becta Men” EOG/, yn. “Knauo Cropaes” Ne8, 5350 Tpasua, Brarapns

9. HOMEP HA PAIPEIIEHHETO 3A YIIOTPEBA

201106023

10. JTATA HA ITBPBO PAIPENIABAHEMIONHOBABAHE HA PA3PEIIEHHETO 3A
YIIOTPEBA

Jara Ba mepso paspeniasane; 10.01.2011/01.09.2015
11. JATA HA AKTYAJIM3IHPAHE HA TEKCTA
11.05.2021




