1. HME HA JIEKAPCTBEHHA NPOOYKT
3upna 50 mg dunmupann TabneTku

Zirid 50 mg film-coated tablets

2. KAYECTBEH 1 KOJIHUYECTBEH CHCTAB

Beska pumvupana tabaerka ceabpxa 50 mg wronpui XHIpoxsiopHa (itopride hydrochloride).

INoMomHO BEWIECTBO ¢ H3BECTHO Jekcrene: Besaka Tabnetka chabpxa 90 mg naxkrosa (kaTo
MOHOXHJpPAT).

3a IBJIHHAA CIIHCHEK HA IOMOIIHUTE BEIieCTRA, BIXTE TOUKA 6.1,

3. JIEKAPCTBEHA ®@OPMA

QuiIMHpaHa TabIeTKa

bemi no nodrH Genw, KpbLrTK, ABOIHO H3MTBKHATH GHIMHAPAaHK TabneTkH ¢ JEHTEIHA YepTa OT
€/HaTa cTpaHa,

TabneTrara MOXe a ce pasnend Ha pasHH JO3H.

3. KIHHHYHH TAHHHA
4.1 TepanesTHyuu nokazanun

3upHI € peIHa3HajYeH 3a IeYeH e Ha CTOMAIUHO-UPEBHH CUMITOMH Ha (PYHKIHOHAAHA, HEA3BEHA
JHCTICTICHS KATO YCEIAHE 3a MOAYBAHE HA KOpeMa, IPEKOMEPHO YCeNIaHe 3a THIHOTA Ha CTOMAaxa,
enuracTpaisa 6onka, JHCKOMGBOPT, aHOPEKCHH, KHCETHHH, raJicHe U IOBPBIIAHE.

3upHA € NpeAHA3HA4YEH 33 BB3PACTHH.

4.2 Jo3MpoBKa M HAMHH HA NPUIOKEHUE
(8.¢] BEA

Buvapacmnu

Ob6uyaiiHaTta JHeBHa J03a 3a BB3PacTHY € 150 mg HTONpH XHAPOXIOPH],; TOBA 03HAYABA 110 €AHA
TabmeTka 3UpPH TPH IIBTH AHEBHO MPEH SACHE.

Tasu no3a Moxke Aa GbJe HAMANEHA B 3aBHCHMOCT OT XOJA4 Ha 3aGonaBaneTo (Hanp. 1o Y: tabneTka 3
OBTH JHSRHO).

TounaTa no3upoBKa Ha MPOAYKTA M NPOILIDKHTENHOCTTA HA ICUEHMETO 3aBUCAT OT KITMHHYHOTO

CBCTOAHHE HA MAIHEHTA,
B KIHHKYHY W3NHTBAHHA HTONIPUI XHAPOXIOPUL, € NPUIaraH ¢ NPOALIDKHTENHOCT A0 8 CeMHULIH.

CrenHanHy NONTyJIaiHH

Bvbpeuno uru ueprnodpobno yepexcoare
Hronpua ce merabonmsupa B 9epHus apo0, a OCHOBHHAT BT HA €THMHHHPAHE Ha
HEroBHTe MeTabomuTH e npe3 6s0pewute. Iopaau ToBa, manueHTHTE ¢ 6BOpEHO
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Ha HEXCJIAHH pCaKLHH Ja CC B3eMaT CHOTBCTHH MCPKH KaTO HaMAIABaHES HA A034aTa HIH NnpeKparsiBaHe
Ha JIEYCHHETO.

Cmapueckamapuecka 6v3pacm

Trit kaTo XOpaTa B HANPEIHAIA BIPACT YECTO HMAT NOHMKCHH (PHU3H0N0OrHIHH GyHKIHH, BEPOATHA €
nosABaTa Ha HexenaHH peaknud. [lopaau ToBa, NaLMEHTHTE B HANPEIHANA BB3PACT, KOMUTO IPHEMAT
TO3H IPOAYKT, TpaOBa na 6b0aT BHEMATENHO HAGMIOAaBAHA H TNIPH [10SBA HA HEIKENAHH PEaKIHH a ce
B3CMAT CBOTBETHH MCPKH KaTO HAMAIABAHC HA N03aTa HIH IPEKPATABAHE HA JICYEHHETO. B xnuanyHH
H3UTBaHHA 00aue YeCcTOTaTa Ha HEXKENAHHTE IEKaPCTBEHH PEAKIHM HE € MTO-BHCOKA CPCh
MOMyJIALMATA HA BBL3PACT Haf 65 roAMHE B CPABHEHHE C NO-MIAJHUTE MALHESHTH.

Ileduampuuna nonyrayus

Toii kaTo Ge3omacHOCTTa H e(PHKACHOCTTA NPH ASHa HE CA YCTAHOBEHH , HE C€ MPENoPhYBa ICUCHHC
CBC 3UPHA.

Hauyuh Ha NPHIOKEHHE

Iepopanno npunoxeHune.
TabaeTkara TpsOBa na ce MpHeMa IAna iy IOJOBHHA ¢ Yalla BOJA MPEAH ANCHE.

4.3 TIpoTHBONOKA3AHHA

CBpPBXYYBCTBHTEITHOCT KBM AKTHBHOTO BEWIECTBO {MTOTIPHA) WK KbM HAKOH OT IOMOLIHHTE
BELIECTBA HAa MMPOAYKTA, H30pocHH B Touka 6.1.

3upun He TpaAOBa Aa ce MpUiIara NpH MalMEHTH ¢ YCKOPEHO U3NPa3BaHe HAa CTOMAaXa, KakTo H B CIyYaH
Ha KbpBEHE, MEXaHHYHA oOCTPYyKLHS WK nepdopalHA 0 X0/ia Ha CTOMAIIHO-9PEBHHS TPAKT.

44 CpenMaaHu npenynpexaeHnss 4 MpeANA3HH MEPKH NpH ynoTpeba

Hronpun XHApOXIOpH] YCHIIBA AEHCTBHETO HA AUCTHIXOIHH H MOJKE Jia IPHYHHABA XONHHEPIHYHH
HEXCIIAHH JCKAPCTBSHH PEaKLUMH.

Hama NaHHH 3a NPOORDKHATCIIHO H3MGI3BAHE.

3Hpﬁ,[[ CBABPHA JTAKTO3a MOHOXHIPAT. ITanynenTH ¢ HACAEACTBEHA rAllaKTO3HA HEMOHOCHMOCT, ITBICH
NaKTa3cH )quJHLIHT HJIH INTHOKO30-TATaKTO3HA Maﬂaﬁcopﬁuml HE Tpnﬁaa Ja mpueMaT TOBd JICKapCTBO.

Tosa nexapcTBO cbaBPIKa No-Mako or | mmol Hatpuit (23 mg) Ba TabneTka, T.€. MOXE A4 Ce Kaxe, ye
NpaKTHYECKH HE CHABPKA HATPHI.

4.5. BzaumozneiicrBHe ¢ APYI'H JIeKAPCTBEHH NMPOIYKTH H APYru ¢opMH Ha B3aHMO/JEiACTBHE

He ca HaGmonaBaHu B3auMOZICHCTBHIA IPH €IHOBPEMEHHO MPHMOKEHHUE HAa HTONIPH U BapdapHn,
IHa3enam, JTHKnodeHaK, THKIIONWIHE, HU(pEIHNUH 1 HIKapIKIHH XJI0pH.

BsaumopeiicTBHe Ha HHBO IIUTOXpoM P 450 He ce 04YaKBaT, Thii KaTO HTOMpPHJ C€ MeTabonH3Upa
OCHOBHO 4pe3 (MIaBHH MOHOOKCHI'€Ha3a.

Hronpua uMa racTpo-KHHETHIEH ed)eKT, KOHTO MOXKeE Ja IOBITHAE BLPXY abcopbuuara na
MEJHKaMEHTH, IPHEMaHH eAHOBpPeMeHHO Nepopanto. OcofeHo BHAMaHUe cliefea ja ce 00phIa Ha

MEAHKaMCHTH ¢ TCCEH TEPANCBTHYCH HHACKC, MCIHKAMCHTH € YIB/DKCHO ocBo0OoXIaBaHe HA
dKTHBHOTO BCHICCTBO H JCKAPCTBECHH lprMH C CHTCPAaNHO [MOKPHTHE.

AKTHBHOCT Ha UTOQIIPHI.
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4.6 @epTAAHTET, DpeMeHHOCT H KbpMeHe

BpemeHHOCT
Hsama nokasatencTsa 3a 6e30nmacHoCTTa Ha mpoaykra npu Opemenuoct. [lopanu ToBa HTOTIPUL,

XHIPOXJIOPH], He TpAOBa fa ce NpiIara npu OpeMeHHM MAHECHTKY | XeHH, IPH KOKTO He MOXe [1a ce
H3KIIIOYH GPEMEHHOCT, OCBEH aKo [10J13aTa OT JISYSHHETO ONpPABAasa MNOTCHIHATHUTE PHCKOBE.
He ca m3pecTHH edeKTH HA HTOIPUA XHAPOXJIOPH] BBPXY PAKIAHETO M POJWIHHA NpOLEC.

KrpMmene

Hronpua xuapoxnopua ce cekpeTipa B KbpPMATA Ha IUTHXOBE.

Hsma navHu 33 ynoTpe6aTa Ha MTOTIPHI XHAPOXIOPHN 10 BpEMe Ha KbpMeHe 11pu xopa. [lopaan Tosa
JIEYCHHETO HAa KBPMeEly Maliky ¢ HTONpHA XHAPOXIOPH] HE € TPEIIOPBUYHTENHO.

4.7 Edextn Bupxy cnocobnocTTa 32 modupane u paoTa ¢ MaIIHHH

BBIpPEKH Ye HE € YCTAHOBEHO BIMAHME HA IPOAYKTA BbPXY CHOCOGHOCTTA 3a modupaHe H padora ¢
MalIHHH, HAPYINIABAHETO HA KOHLCHTPAIMATA He MOXe Ja ObJe HIKMIOYEHO NOPaAH PAAKO MOABABAILOD
ce 3aMaiizane.

4.8 HexeraHn 1eKapCTBEHH PEaKUHH

Ha cnenpainata Tabmuua ca 06061ueny HexenanuTe JEKApCTBCHH peaklIHH Ha HTONPUJI, PAa3IeIcHH Ha
IPyNH criopes TepMuHONoruaTa Ha MedDRA 3aeqHO CBC CHOTBETHATA HECTOTA: MHOTO HecTH (=1/10},

qecTH {=1/100 po <1/10), neuectu {=1/1 000 o <1/100), peaxu (=1/10 000 go <1/1 000), MHOrO
peak (<1/10 000), c HeuzBecTHA YeCTOTA {OT HATHIHATE JaHHH HE MOXe Aa O/l HapaBeHa

OLIEHKa):
MedDRA cuctemo-opraunu Yecrora Hexenans JeKapcTBEHH PEAKIHH
KJIACOBE
Hapyiienus Ha KpsBTa 4 TMMQHATA HeYeCTH nesKoneHus **
CHCTEMH ¢ HEW3BeCTHA TpoMOOLHTONECHHA
YeCTOTa
Hapymienus Ha MMyHHATa CHCTEMA C HEH3BECTHA aHa(pHIaKTOMAHA PEAKIHA
4ecToTa
Hapyiuenns Ha HEpBHATA CHCTEMA HEYECTH riasebonie, HapylleH CbY, 3aMaiiBaHe
C HEM3BECTHA TPEMOp
JecToTa
CroManHo-upeBHd HAPYILIESHHS HEYECTH Jinapus, 3aneK, KopeMHa 6onka,

NMOBHIIICHO CIHOHOOTIALIAHE

C HEH3BECTHA rageHe
YEeCTOTH
XenaTto-OunHapHH HapyLIEHHS € HEH3BECTHA KLITEHHLA
qeCToTa
Hapyuienns ua 6u0penyre u HEUECTH TIOBHILIEHHE HA CEPYMHATA YPEs U
MHMKOYHHTE ITHTHILA KDEaTHHHH
HapyiieHns Ha KOKaTa H NOJAX0KHATA | PEOKH o0pus, 3aueppABaHe, ChpOCHK
TBKaH '
Hapyurenus Ha MycKyNHO-CKENIETHATA | HEYECTH 6onka B repaMTe UAKM I'spha
CHCTEMA H CHEAMHHTENHATA ThKAH
EHIOKpHHHE HApYIUSHHA HEYECTH MOBHIIEHC HHBC HA ITPONAKTHH *
¢ HEH3BECTHA THHEKOMACTHSA
YeCTOTA
OO0y HapyweHnys ¥ edekTH Ha HEYecTH ymopa
MACTOTO HA NPRIKKEHHE
IcHXHYHA HADYIIICHHS HEHECTH Pa3APAZHATENHOCT
Mscnensanus ¢ HEM3BECTHA IMosumena ASAT (SGOT
JecToTa ALAT (SGPT), nopHieH
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1I0BHIIEHA ankanHa pocdaraza u
noBHIIeH OHIHpYOUH

* IpH MOsABa Ha TAJaKTOPEA WIIH THHEKOMACTHA, ICYCHHETO TpAOBa [ia ce NMpeKbCHe.
*¥ creriHaaHO BHMMaHHE TpAOBA Aa ce 00OLpHE HA MANMEHTUTE [IPH OLEHKA Ba XeMATONOTHYHHA
craryc. B cny4aii Ha HeoOHuaiiHa CHMIITOMATHKA € HeoDXOIHMO NledyeHHeTo Aa O5Ae NPEeKhCHATO.

Crobmapane Ha MON03WPAHK HEXENAHH PEaKIMH

CnobuaBanero Ha NOJO3HPAHW HEXENAHH PEaKUHH CJIe] Pa3pelasaHe 3a ynotpeba Ha NeKapCTBEHUA
TPOXYXT € BakHO. TOBA MO3BONABA 12 NPO/Th/IKM HAGTIOAEHHETO HA CHOTHOLICHHETO TIONI3a/PHUCK 38
JCKapCTBeHHA MPOMYKT. OT MCIHIHHCKHTE CISHHAIHCTH CE H3UCKBA Ja ChoOMABaT BCAKA
MOJ03HpaHa HEXKEIAaHA PEeaKLHA Ype3 HAHOHAIHA cUCTeMa 3a chobiaBaHe kbM H3npinutenuara
areHuMA 1o nekapcrBara, yi. Jamsan I'pyes Ne8, 1303 Codus, Ten.:+35928903417, yebeaiir:
www.bda.bg.

4.9 Ilpeao3npane

Jlo MOMeHTa HAMA YCTAHOBEHH CITyYaH Ha NIPEAO3UPaHe ¢ HTONPHI XHAPOXJIOPHS, IpH Xxopa. Ilpu
NPEKOMEPHO NpPeNo3npaHe, Tps#OBa Ja ce mpuIoKaT 00HYaiiHHTe CTAHAAPTHH MEPKH KAaTO CTOMAIIHA
NPOMMBKA M CHMITTOMATHYHa TEPAITHS.

5. ©®APMAKOJIOTHYHM CBOMCTBA
5.1 ®apmMaxKoIHHAMHYHH CBOHCTRA

dapmakoTepaneBTHYHa rpyna: CpeJcTBa, CTHMYIHPALH NEPHCTANTHKATA (TPOKHHETHLIN)
ATC xona: AO3FAOQ7

Mexanu3eM Ha AeliCTBHE

Hronpua xuapoxopy] aKTHBHpa CTOMALUIHO-YPEBHHA NIPOMYJICHBEH MOTHIHTET B PE3YJITaT Ha
cBOeTO JionamH D2 aHTaroHWCTHYHO JefCcTBHE H NOTHCKAIA AKTHBHOCT Ha AlleTHIXOJIHHECTEPA3ATA.
Hronpup axTusHpa 0CBOOOKAABAHETO H NOTHCKA PAITPAXIAHETO Ha AUETHIIXOIHH.

Hronpun xuapoxnopHa uMa U aHTHEMETHYHO JeicTBHE Ype3 B3aumoaelcTsHe ¢ D2 peuenTopure,
JOKATH3HPaHH B XEMOPEIENTOPHATA TPUrepHa 30Ha. ToBa ce AEMOHCTPHPA Upe3 J0303aBHCHMO
NOTHCKaHE Ha anoMopdHH-HHAYIHPAHOTO [OBPHINAHE MPH KYUeTa.

YCTaHOBEHO €, Y€ HTONPH/ XHAPOXIOPH YCKOPSARE H3Npa3BaHETO Ha CTOMaxa MpH Xopa.

Ips npoy4BaHus BbPXY Ky4eTa ¢ €JHOKPATHO JO3HPAHE CE& YCTAHOBSBA, 9€ HTOMPHI XHIPOXIIOPHA
NojIoMara H3Npa3BaHETO Ha CTOMAaxa.

JICHCTBHETO Ha WTOTIPHA XHAPOXNOPH/, € BHCOKO crelH(HYHO 33 NOPHHS OTAE] Ha CTOMALLHO-
YPERHHA TPAKT.

Hronpua XHApOXIOPHI HE MOBIHARA CEPYMHHTE HHBA HA TACTPHH.

52 ®apmMakOKHHETHYHH CBOHCTBA

Abcopbrng
Hronpun ce abcopbupa 65p30 W OYTH HANTBITHO B CTOMANIHO-YPEBHHA TPAaKT. OTHOCHTEIHATA

Guona4YHOCT OT OKOJo 60% ce IBIDKH Ha MeTaboMM3Ma NMpH MBPBOTO NMPEMHHABAHE NPE3 YEPHHA
Jpob (MeTaboan3BM Ha MBPBOTO NMpeMAHaBaHe). XpaHaTa HAMA edeKT BbpXy OHMOHAIMYHOCTTA Ha

nponykra. MakcHmanna nia3MeHa KOHUEHTpanHA ce nocThra 3a 30-45 MHHYTH criejl IpHIOK
50 mg wTONIPHA XHAPOXIOPHL.

Cen MHOrOKpaTHH MEPOPATHY JO3H B AnanazoHa 50-200 mg, npuiokeH 3 NbTH JHCH
XHAPOXJIOPHL H HETOBHTE MeTabONINTH NOKa3BaT MMHeHEA (papMaKOKHHETHKA 3 NEPHO
OT 7 IHH, C MEUHAMANHO aKyMYJIHpaHe.
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Pasnpenenesue

Tpubnuzutenro 96% OT HTONPHA XHAPOXIOPHL CE CBBHP3BA C IUIASMEHHTE NPOTEMHH. TOBA
CBBP3BaHE € OCHOBHO 33 CMETKA Ha anbymiHa, a andal-Kucen MMIOKONPOTEHH YYaCcTBa B [TO-MallKo OT
15% oT cBBp3BaHETO.

WTonpuy XuapoXIopHA MoKa3Ba WHPOKO pasnpeneleHue B ThkaHuTe npu mwrbxose (Vdbeta = 6,1
L/kg) ¢ m3xmoueHne Ha HCHTPAIHATA HEPBHA CHCTEMA; BHCOKM KOHLIEHTPALMH CE AOCTUTAT B
OBpOpenuTe, THHKHTE YepBa, YpHHA npob, HanOLOpeUHHTE KIe3d W cToMaxa. [IpoTeHHOBOTO
CBBP3BaHE TIPH TUTXOBE € N0-cnabo ot Toba NpH Xopa (78% cpeiry 96%). IIponukpanero B IIHC e
MHHHManHO. MTonmpua XuApoXIopH NPpEMHHABA B KbPMaTd HA KbPMEIIH IUTbXOBE.

Buotpancthopmarning

ITpu x0opa HTONPHA XHAPOXJIOPHA € NOMJIOXKEH HA AKTUBEH HEPHOAPOOEH METa00THIBM.
Hnentuduimpanu ca tpu merabonuTa, KaTo caMo €MH OT TAX MMa ciafa akTHBHOCT Ge3
dbapmakonoruuno 3navenne (npubamsurento 2-3% ot TasH Ha ATONPHA XANPoXIopu). [TepBHYHHAT
MeTabonuT npe xopa € N-OKCHI, reHepHpaH OT OKUCIIeHHE Ha TPETHYHA JHMETHI-N-aMHHOBA rpyna.

Hronpus XHAPOXIOpHA ce MeTabo3npa upe3 (uiaBKH-32BHCHMA MOHOOKcHreHasa (FMO3).
Hanuuuero u eHracHOCTTa Ha YoBelmkuTe FMO-H30eH3iuMu MoraT aa 054aT 06eKT Ha TeHETHYEH
NOMMMOP(H3IBM, KOHTO MOXKE /1A JIOBEAE X0 PAIKO aBTO30MHO PEUECCHBHO 3a00Nn4BaHe, M3BECTHO KATO
TPHMETUIAMHHYPHA (CHHAPOM Ha pubena mupx3mMa). [lopagu TOBa HOMYKHBOTET Ha HTOILIPHT
XHIPOXJIOPHI MOJKE 1a OBl TO-MPOXBIAUTENCH NPH MALHEHTH ¢ TPHMETHIAMHHYDHA.

In vivo dapmakoxkuternunnte npoyusaHus Bepxy CYP-MeIUHpaHUTE PEAaKIIAH NOKA3BAT, Y€ HTOMPHI
XHIPOXJIOPHZ HE [OKA3BA HHTO MHXUOUTOpEH, HUTO HHAYKTOpeH edekT Bbpxy CYP2C19 u CYP2EL.
Konuenrpaunsara #Ha CYP u ypuauuandocatrmokopoHosHnTpancdepaHaTa akTHBHOCT HE Ce
NPOMEHAT NPH NPHIOKEHHE HA HTOTIPHT XHAPOXTIOPKA.

EmuMyHupane
Hronpua XHIpoXIIOpHI H HETOBHTE MeTAGOIHTH Ce eKCKPETHPAT OCHOBHO ¢ YPHHATA.

EXCKpeTHpaHeTo B ypHHATAa Ha MTONPHA H Herosus N-OKCHA ¢ ChoTBeTHO 3,7% 1 75,4% npw 3apasu
HEAUBAOH CNEA NEpopaiHO NPHIMKEHNe Ha ¢IHOKPaTHA TEPaNEBTHYHA 033,

IMomy-%uBOTHT HA HTOOPHI € PHONIHIHTENHO 6 uaca.
5.3. IlpegxnuHWYHH AaHHH 33 OezonacHoCT

[lepopanHo npunaranaTa eJHOKpAaTHA JieTanHa 1o3a e 2000 mg/Kg npn MHLIKH H TUTBXOBE K
npubnusurento 600 mg/kg npu Kyyera.

TIpoeenienn ca mpeAKMTMHAYHA IPOYYBAHHUA 33 ONpPEAeNsiHe Ha 6¢30MacHOCTTa CaMo C JIO3H,
MHOTOKPATHO HAABHIIABALLY TEPANIEBTHYHUTE 034 [IPH X0pa, KaTo HaGmofaBaHUTe ePEKTH Ca OT
HECBIICCTBEHO 3HAYCHHME 32 H3NOJIBAHETO HA UTOMPHL NPH Xopa. OCBEH TOBA XOPMOHANHHTE ehekTH
MpH XOpa ca no-cnabu oT HabmronaBaHuTE IIPH JKHBOTHH.

Bucokn posu uronpHn Xxuapoxiopua (30 mg/kg/neH) HHAYIHPAT XATIEPIIPOIAKTHHEMHA H BTOPUYHA
obpaTHMa eHIOMETPHAIHA XHIEPILIa3us OpH IUTEXOBE, HO TO3H (heHOMEH He ce HalIro/1aBa Npx
Ky4eTa (no no3a ot 100 mg/kg/nen) unu npumatu (1o no3a ot 300 mg/'kg/aex).

EnHo 3-MeceqHo NMpoyYBaHe HA TOKCHYHOCTTA ¢ KYUETa [I0Ka3Ba pa3sBHTHETO Ha MIPOCTATHA aTpodus
CJIe/], NEpOpaTHO MPHIOKEHHE HA HTOIPKA B H03H 30 mg/kg/neH, Ho He H cae]| IPHUITOKEHK
BHCOKH MepopaiHe Ao3k npH mwisxose (100 mg/kg/nen) n nopH olue no-BUCOKH A03H
mg/kg/nen) npyd OPAMATH — Te3H JO3H Ca NPHIATAHHE 3a MEPHOA a0 6 Mecena.

JBArOCpOYHH [IpOy4BaHMs HA KAPIHHOTEHHHS IOTEHIMAT HA HTONPHA XHAPOXIIOPF
HE Ca NPOBEKAAHH.
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He ca ycTaHOBEHH KIIACTOrEHHH M MyTareHHH e(peKTH Ha HTONPHA XHAPOXAOPUI MPH IPYITH
H3CIeABaHHA in Vitro U in vivo.

XuneplpoakTHHEM#A H BTOPHYHO YILIKEH ECTPOHOB LMKDLI ¢ HaOnioJasar NpH IPoy4BaHe Ha
(epTHIHTETA HA KHUBOTHH OT JKEHCKH TOJ NpH npuiarane Ha nosu 30 mg/kg/nen wmu no-sucoku. lpu
ao3u ot 300 mg/ke/nex ce HabnONaBa U yIBIDKEH NpexouTaner uutepsan. He ca ycrasoBeHK
CTPaHH4YHH eeKTH BBPXY KOMynauusTa u pepTHIHTeTa.

6. DAPMANEBTHYHU NAHHU

6.1 ChuchK HA NOMOUHATE BeHIECTRA

Copyesuna:

JlakTo3a MOHOXHMApAT

Hapesuuno HuLlecTe, npexeNaTHHU3APAHO

Kpockapmenosa HaTpuit

CHannHeB THOKCHA, KONOHIEH Oe3BoHeH

Marsesues creapar

Cvcmas na duamoso noxpumue

XunpomMerno3sa 2910/5

Maxporosa 6060

THTaHOB AHOKCHA,

Tank

6.2 HechbBMeCTHMOCTH

HenpHnoxumo

6.3 Cpox na rogaocr

3 roguHu

6.4 CnenHanHH YCIOBHS HA ChXpaHenne

To3u nekapeTBeH NPONYKT HS U3NCKBA CISHHMANHHE YCNOBMA Ha ChXPAHEHME,

6.5 Buj 4 chALPKANME HA ONAKOBKATA

Ilupeuyna onaxoska: bmictep, upospauno PVC / PVDC / anymunneso donno

BhHUIHATA OTTAKOBKa NMPEACTABIABA KAPTOHCHA KYTHA.
Besika KapTOHEHA KYTHA ChABPXKAE TMCTOBKA 34 NALHEHTA.

Pasmep Ha onakoBkHTE

40 ¢prmupanu Tabnerku (4 x 10 unu 2 x 20 Tabnerxwm),
100 punvupann Tadbnetxn (10 x 10 unm 5 x 20 Tabnetkm),
Beekn dmuctep cbaspxa 10 win 20 punmupann 1abueTku.

He rcnuxy BuAOBE OMTAKOBKH MOTaT Ja OBIaT MyCHATH B poAaxoa.

6.6 CroeunanHu npeaANA3HH MEPKH NIPH H3XBBLPJAHE H padoTa

Hen3nonspaHuaT NPOAYKT WIIH OTNAJILYHHUTE MATEPHANIH OT HEro TpAbBa Aa ce U3XB
CHOTBETCTBHE C MECTHHTE HIHCKBAHU.
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7.  NIPHTEXATEJ HA PAZPEIIEHHETO 3A YIIOTPEBA
Zentiva k.s.

U kabelovny 130,

Dolni Mécholupy

102 37, Prague 10
Yeurka pemyGanxa

8. HOMEP HA PABPEIIEHHETO 3A YIIOTPEBA

20110023

9. JATA HA IBPBO PA3PEIUABAHEMOAHOBABAHE HA PAIPEHIEHHAETO 3A
YIIOTPEBA

Jara na wepeo paspemapade: 10.01.2011/01.09.2015

10. JATA HA AKTYAJIUZUPAHE HA TEKCTA

11052021 r.
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