KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA



PAYPA R A

1.  MME HA JEKAPCTBEHMS IIPOAYKT £ 2iRy 17 -01- 105

Taitnon Xor 500 mg/4 mg/60 mg npax 3a nepopajiHa CyCrieH3us
Tylol Hot 500 mg/4 mg/60 mg powder for oral suspension

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bcesiko cawe Taitnon Xot chabpika: napaueramon 500 mg, xnopdpeHupaMuHoB manear 4 mg, ncesgoedeApHHOB
xuapoxiaopua 60 mg.

3a MMbJIHUA CITMCHK HA NMOMOILLHUTE BelleCcTBa BHXKTe Touka 6. 1.

3. JIEKAPCTBEHA ®OPMA

[Ipax 3a nepopajiHa CyCIeHCHsA.

4. K/IHUHHNYHU JAHHHU

4.1 TepaneBTHYHH NOKA3ZAHHUSA

Taitnon Xot e noka3aH 3a o06jeK4aBaHe Ha CJIEJHUTE CUMITTOMH Ha MPOCTYa U I'PHIT:
® Ha3alHa KOHIeCTHS

* Xpema

® KHXaHe

® [IOBMLIEHA TEJECHA TeEMIIepaTypa

® JIeKa 10 yMepeHa 0oJiKa OT pa3/IM4yeH MPOU3XO0/

4.2. Jlo3HpoBKa H HAYHH HA NPHJIOKEHHE

ﬂDEH POBKa

[IpenoprumTenHara go3upoBka Ha Taiion XoT € rnoco4yeHa rno-aoJy:

CuabpkaHHeTo Ha BCAKO caiie ce pa3TBapsa B 160 ml Toruia Boaa (craHaapTHa 4allia) U ¢€ U3nMBa BeJHara, 6e3
U3yakBaHe. AKO € HeoOX0JMMoO, cleBallara J03a /1a ce€ B3eMe ciel UuHTepBal oT 6 4aca. lIpenopbunresHara
MaKCHMaJIHa JIHEBHA J103a € 4 caluera.

HauyuH Ha NpUIOKEHHE

Taitnon Xot ce npuema npes3 ycrara.
4.3. IlporHBONOKA3aHHA

Taitnon Xot He TpAOBa aa ce npuiara npy rnauueHTH:
- CbC CBPBXYYBCTBHUTEJIHOCT KbM MapaleTaMoJ, XJ0pheHUpaMHHOB MalieaT, rnceBaoee/IpHHOB XHAPOXIIOPHI
WM HAKOE OT MOMOILHHUTE BEIECTBA, H30pOEHH B ToUKa 6.1.

- CbC 3axapeH AuabdeT, TeKKH YepHOAPOOHH U ObOpeyHH 3a001s1BaHHS.

- MpMeMallli MOHOAMMHOKCHa3HH MHXMOMTOpH. 3a Aa ce 3ano4He JieueHue ¢ Taings X
TpaOBa 1a OBbAAT CIIPEHM MOHE 2 CeAMHULH 10-PaHo. $<}

- T€KKA XUNEPTOHUA WM HEKOHTPOJIMpAaHa XUINEPTOHUA; -




- T&XKO OCTPO WIH XpOHHYHO OB0pevHo 3abonaBane/6b0peyHa HEAOCTATHYHOCT.
4.4, CienMaJIHH NpeayNpeXIeHns H Npeana3Hy MepKH npH ynotpeba

Taitnon XoT TpaOBa aa ce npuiara noj JeKapcky XOHTPOI MpHU NAUEeHTH C:

- 4epHoapoOHH, OBOPEYHH, ChpaeYHH, DenoapoOHH YBpEe K IaHHNS

- OpedllecTBAINA aHEMHA

- TEXKH ChpACYHM 3200/ 19BaHUA

- OpoHxHaTHa acTMA

- IiaykomMa

- XHNEPTHPEOKIHUIBM

-  XMUIOEPTOHMSA, BBHIIPEKH ue MceBAoedeApUHOBUA XHAPOXJIOPUA HE MOKa3Ba BIMAHHME BbLPXY NaLUHEHTH C
HOpMalTHO KPbBHO HafnAraHe

- 3axapeH auaber

- CunapoMm Ha 3anHa oOpatMa eHuedanonarusa (posterior reversible encephalopathy syndrome, PRES) u
CHHAPOM Ha oOpaTiMara uepebpanHa BazokoHCTpukiMA (reversible cerebral vasoconstriction syndrome,
RCVS).

- Crobmenu ca canydan Ha PRES u RCVS npu ymorpeba Ha npoaykTH, CbhAbpXalu mnceBaoeheapuH
(Bx.Touka 4.8). PHUCKDBT € MOBHINEH NPH NALHEHTH ¢ TE)KKA WIH HEKOHTPOIMPAHA XHIMEPTOHUA WM C TEXKO
OCTPO WIH XpOHHYHO OB0petuHo 3ab0naBaHe/0b0peuHa HEAOCTAThYHOCT (BXK.TOUKa 4.3).

[IpMembT Ha nceBgoedenpHH TpadBa Aa ce NPEeyCTAHOBHU M [a ¢e MOThPCH He3abaBHO JIEKapcKa NOMOLLL, aKO ce
MOABAT CJHCIHUTE CHMIOTOMH: BHE3aNmHO CWIHO TINaBobonHe MM “TPBMOTERHYHO' TrNaBOOONIHE, TafeHe,
[OBpBbIIAHe, 00BPKAHOCT, I'LPYOBE W/HAM HapyuieHus Ha 3peHuero. IloBevero cbobienn cnyyam na PRES n

RCVS oturymaBar cnea npeycTaHOBABAHE HA ynoTpebaTa H NOAXOAALIO JICHEHHE.

Tpabra na ce H30ATBa €IHOBPEMEHHOTO NPWIOKEHHE Ha Tainon Xot ¢ Apyrd napaueraMon — CbALPKaLlH
NPOAYKTH, Thil Karo TO MOXKE [a AO0BeAe A0 Npeno3dpaHeTo Ha napaueramon. fla He ce npesHiuaBa
NpenopbYaHaTa MakCHManHa JHERHA 1032 WIH Ta3H ApeAlucaHa OT Jiexap.

[TaumenTH, KOUTO YHNOTPeOABAT AHTHUXMIICPTCH3IWBHM NEKAPCTBA W/WIM aHTHACTIPECAHTH TpadBa na ce
NOCHBETBAT CbC CHOTBETHHA CIICLUATHUCT.

[Io BpeMe Ha TepanuaTa ¢ Tainon XoT MOXe Ja ce NOABH YMOpa, CBHIHBOCT HIH CBETOBBPTEK, 3aTOBA
iwodupaHeTo Ha aBTOMOOWN M YNpamBlI€HUETO Ha MOTEHUMATHO ONAaCHH MaumHu TpadBa Aa crapa ocobeHo

BHHMATCNHO.

EnHoppeMeHHOTO npueMaHe Ha Taiinon Xor ¢ ankoxon TpaOBa na ce u3bAraa, 3allloTo MOXKE 1a ¢€ NMOABH
JOMBbMHUTENHO MTOHWKEHHE HA OQUTENHOCTTA.

KoHcynTauua ¢ nekap € HaMOXMTENHA, aKQ BHCOKATA TEMIIEpaTypa MPOOL/KKR MOBEYE OT 3 JHM, a4 APYruTe
CHMNTOMH — ITOBEYE OT 5 OHH.

To3u nexapcTBeH NPOAYKT ChbABbPXKaA 3aXapo3a M He TpsOBa Aa ce npuiara npH MauMeHTH ¢ peAXH HAC/IEeXCTBEHH

npodneMy Ha HENOHOCUMOCT KBM (pyYKTO34, rII0OKO30-ranakTo3Ha ManabcopbLuus WM cyKpasa-u3oMaiTasHa
HEAOCTAaThYHOCT HE TpADBA Aa IpMEMAT TOBA JIEKApCTBO.

IlenuaTpyyHa nomynalus




4.5 BiaumogeiicTBHe ¢ APYrH JeKapCTBReHH NMPOAYKTH H APYrH (popMH Ha B3aHMOOeHCTBHE

[Ipy BHCOKH JO3W Ce MOTEHUHpa e@ekTa Ha NPOABDKMTENIHO NpHIaraHy aHTHKoarynaHtH. Ilapaueramon
NPHIOXKEH B TOJIEMH I03H 33 NMPOABJDKUTENIEH NMEPHOA MOXE Aa B3aHMOACHCTBA ¢ KYMapHH, ACpUBATHTE HA
HHJIaHIHOH H (€HOTHA3HH, AJIKOXONIBT, GapOUTYpaTHTE H TPULMKITHYHUTE aHTHACNPECAHTH MOraT Aa YBeTHYaT
XeMaTOTOKCHYHOCTTa Ha napaueramon. Jlozata Ha nmapaleTaMosl ¢¢ HaMaliaBa [PH MALMEHTH, KOHTO MpHEeMar
aHTHENTWICNITHYHU  JIeKapcTBa KaTo KapbamaszenuH, ¢eHobapOuTan, (QeHUTOMH WIH TPUMMHIOOH.
XnopdenupaMuHoB Manear Moxe Ja 3abaBu MerabonuiMa Ha QEHMTOMH B uYepHHS Apod kaTo YBeNIUuH
IUIa3MEHATa MY KOHUEHTpallMsA. PAIKO MOXe [a HacTbNM NOBMIIABAHE HA apTEPHANHOTO HA/ATaHE, NpH
€AHOBPEMEHHOTO IIPHIOXKEHHE HA INCeBAOEPEAPHHOB XHUAPOXJIOPHA C JEKOHT€CTAHTH, TPHUMKIMYHY
aHTHACTIPECAHTH, MEAWKAMEHTH NOATHCKAIIM aneTHTa, amM{eTaMUHH Karo MCHXOCTHMynaHth ¥ MAO
uHXxnOHTOpH. MeTHnaona, o- 4 B- aapecHepruyHu 610KepH, r'YaHHTHAMH MOraT aa 3arydsaTt edeKTHBHOCTTA CH
pH €JHOBPEMEHHO MPUJIOKEHHE C NICeBIOEPEAPHHOB XHIPOXIIOPH.

4.6 DepTHAHTET, OpEeMEHHOCT H KhpMeHe
Ilpu 6peMeHHH K KbPMAUKH € NPENopbYUTEICH JIEKAPCKH KOHTPOIL.
4.7. EjexTH BbpXY cnocofHOCTTA 32 WoPpHpaHe ¥ padoTa ¢ MALIHHHE

Ilo Bpeme Ha neucHue ¢ Taitnon Xor MoXe na ce NOABH YMOpa, CHLHIHBOCT WUIH CBETOBBPTEX, 3aTOBA
o(pUPAHETO Ha aBTOMOOW H YIIPABICHHETO HA NOTCHIMANHO ONTacHH MalllMHU TpAOBa Ja CTaBa BHUMATENHO.

4.8. HexxennaHu JieKapCTBEHH PeAKIHH.
Karo nsano Taitnon Xot ce noHacsa noope.

Hexenauute nekapcTBeHH PeakLiy ca KaTeropu3dpaHy ChIMIaCHO CHCTEMO-OpraHHy KJIacoBe, KaTo ce
W3M0JI3BA ClIeAHATa KOHBeHLMA: MHOro YectH (>1/10), yectu (=1/100 no < 1/10), neyectn (= 1/1000
ao < 1/100), peaxu (=1/10 000 no < 1/1000), muoro peaxu (< 1/10000), ¢ neuspectHa yecToTa (NpH
HAJIMYHHATE JIAHHH HE MOXeE Ja Ce HalpaBH OLICHKA).

Hapayemamon.

HapymeHHs HA KPLBTA H JUMPHATA CHCTEMA:
Peaky: TpoMOOLIMTONEHKA, JICBKOTIEHNA ¥ NAHIUTONCHKS

MHOro peaAKH: HEYTPONEeHHA, TPOMOOLMTONEHHYHA MyPIIypa U arpaHynouuTo3a

HapymeHssa Ha AMYHHATA CHCTEMA:
Penku: peakiMy Ha CBPbXYYBCTBHTENIHOCT KATO YPTHKAPHA U MaKyJIo-Nnamyno3eH 0OpHB H Chplex

IIcesdoeghedpun:

Hapymenuna Ha HMYHHATA CHCTEMA:
MHoro peiky: Makyno-namyJuo3eH oOpHB

HapymeHHn H8 HEPBHATA CHCTEMA!
MHoro penxs: npeBb30yXIaHE Ha LICHTPANHATA HEPBHA CUCTEMa MOXE I3 Bb3HHUKHE HApPYLISHUE
XaTOLMHALIHH

C HeW3BecTHa 4YecTOTa: CMHAPOM Ha 3aaHa obpatuma cHuehanonatna (PRES) (px.
ofparuma nepedpanHa sasokoHcTpuKIua (RCVS) (k. Touka 4.4).




Hapymenus Ha 0L0penHTe H NTHKOYHHTE TLTHINA:
MHoro peaku: peTeHIMA Ha YpHHATa

Xnoppenupamuros maream:

Hapymenus Ha KpbBTa H JHMOHATA CHCTEMA:
C HEH3BECTHA 4ECTOTa: XEMOJIMTHYHA aHEMHA

HapymmeHHs Ha HEPpBHATA CHCTEMA:
C Heu3BeCTHA HECTOTA: Celallus, rMaBobO/IHE, CBETORBPTEXK

Hapymenuna Ha ounTe:
C Heu3BeCTHA YECTOTA: 3aMBIIICHO BHXKAHE

Copaednn HapyuieHHd:
C Heu3BecTHA 4eCTOTa: NAIIHTALWH, ADHTMHUA, XUITOTOHUA

CToMaIHO-YPeBHH HAPYIICHHRA:
C HeM3BeCTHaA YECTOTA: CyXOTa B YCTATa, INNCA HA allCTHT, MOBpbLIIAHE, AHaPHS

XenaToOnaHapHH HAPYIICHHS
C HEH3BECTHA YECTOTA: XCIIATHT

Hapymenns Ha 6n0pennTe H NMUKOYHHTE NLTHINA:
C HEH3BECTHA YECTOTA: PETEHIMA HA YPHHATA

XnopheHNpaMHHOB MAJIEAT MOXKE Ja JOBEIE OO0 MOABA HA AHTUMYCKapHHOBH PEaKiIMH.

Crobiliapate Ha NOAOIUPAHH HEKENAHH PEAKIIHH

CrobimaBaHeTo Ha NMOAO3IUPAHHN HEXKEJTAHN PEaKLKH Clie]] pa3pellaBaHe 3a yroTpeba Ha nekapCcTBeHHUA

NpOAYKT € BaKHO. TOBa NO3BONABA Aa NPOABIKH HAOMIOACHHETO HA CHOTHOILIESHUETO MOJI3a/PHCK 32
AekapcTBeHUs NpoAykKT. OT MEQUIMHCKWTE CHCHHAIMCTH CE€ H3NCKBA Jla CchoOllaBaT BCAKa MOAO3MpaHa
HEXeNnaHa peaklHd IUPeKTHO Ha M3nnnHuTenHa areHuMs no nekapersara (MAJI):

yi. Jlamax ['pyes 8
1303 Codus

Ten. +359 2 8903417
yebcaiit: www,bda.bg

4.9. Ilpenozupane

Ak0 ce noposupa npeao3vpaHe, NAuMeHTHT TpaOBa He3abaBHO Ja ce HacouH KbM 3ApaBHO 3aBelicHHe. B
3AaBUCMMOCT OT IIOTBJIHATATAa 103a, NPH HAKOM NMALMEHTH MPH MpeAo3UpaHe MapaleTaMoll Moxe na Obie
xernatorokcuueH. Cnex 12 no 48 vaca crnegpa noka4BaHe Ha 4epHOAPOOHHTE €H3MMH, YAb/DKaBaHe Ha
NpoTPOMOMHOBOTO BpeMe; KIMHHMHHTE CHMIITOMHU € MOo3uTHBHMpaT 1 Ao 6 daca cnex npuema. Jlecer rpama
O0LLO KONMMHYECTBO MOrb/IHAT NMApaLeTaMo OT Bb3PACTHH MOTaT Ja C€ OKAKAT TOKCHYHH; MPH Jela Mo-Majiko OT
150 mg/kg napaueramMon He ca XeMaTOTOKCHYHH. PaHHM CHMITOMM Ha YepHOAPOOHO YBpPEXXJAAHE Ca rafieHe,
MOBpbiLaHe, H3NOTABaHE M 0010 HepasnonoxkeHue. [IoTBBPXKACHHETO Upe3 KPBLBHHU MIPC : xa}xe
TpyAHa 3anma4a B 48 go 72 4ac cinex nmpueMa. YMECTHO € NPWIOXKEHMETO Ha -'- MT
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Bb3IMOXHO NO-paHO CIICA NTIPHCMa HA CBPRXA03aTa, 6e3 HiuakBaHe Ha Pe3yaTaTa OT OIlf l X
rnapaucTamMoli. Moxe na ce NnNpenopeyda OHYHCTBAHE € FACTpANCH JNIaBaX H HHAYLHE




cHpon. MOHMTOpHPaHETO BKJIIOYBa ONpEAE/IAHE [UIA3MEHOTO HMBO Ha NapaleTaMon IMoHe 4 yaca crel mpHemMa
Ha CBpPBXJ03aTa. AKO HMBOTO B IUIa3MaTa Ha fapalleTaMoJi € IMOTEeHLMAHO XeNMaTOTOKCHYHO, TeCTOBE 3a
onpeaenaHe Ha uepHoApoOHaTa (yHKUMA ce TMpaBAT Ha Bceku 24 4Yaca NMoHe 96 wyaca cnen mnpHema.
bnarogapenne Ha paznuuHUg MeTa0ONKH3BM Ha mapalleTaMoll NpH AclaTa, HHUHWACHTHTE Ha TEXKKO OTpaBAHE H
CMBPT €a OTHOCHUTEINIHO pelkHU. JIeCHO e a ce OoMnpeaeH KOMHYECTBOTO Ha MaKCUMAITHO IACTBHE NPH Aena. AKO
CBpBXA03aTa HAIXBBpiIA 130 mg/kg, cneasa ma ce onpeaeny HMBOTO HA MApaleTaMoJsl B IUIa3Mara, HO He Mo-
KbCHO OT 4 uaca cnel npHema. [lpenopsuBa ceé npeAM3BHKBAHE HAa MOBPBILAHE C MIIEKAc CHpOIM., AKO
[Jla3MeHaTa KOHLICHTpallHi Ha MnapaleTaMoNl Hanxsbpia pedepeHTHAaTa rpaHMla KakTo € MoKasaHa B
"HOMOI'paMa Ha CBpBXJ03a", TOraBa € HYKHO JICYEHHE ¢ aLCTHILMCTEMH. Tepanua ¢ aueTUNLMCTEHH Ce 3anoYBa
M aK0 HMBOTO Ha MapaleraMoll HE MOXKE []a c€ ONpPEAENH M BEPOATHOTO OOIIO KOJMHYECTBO HAIXBbpna 150
mg/kg. HTOKCHKALMATA ¢ XNOpPEHUPAMHHOB MaJICaT CTABA O4ERNIHA HAKOJIKO Haca Cliel NpueMa; IpUIara ce
JICYCHHE KaKTO € OMHCAHO B CXeMaTa 33 JieYeHHe HA AHTHXHCTAMHH / AHTHXOJMHEPrHYHO OTPAaBSHE.
CUMIITOMHTE, CBBLP3aHH C MNOpeIo3upaHe Ha MNCEBAOCPECAPUHOB XHIPOXJIOPHI ca: Jieko Oesnokoiicrso,
TAXMKapAusa WHIH NeKo NMOKa4YBaHe HAa KpbBHOTO HanAaraHe. CHMNOTOMHKTE cTaBaT oueBHAHHM 4 1o 8 uyaca cnen
npuema. Beuiky CHMITTOMH ¢a NPEXOAHM M He W3NCKBAT CnelndUYHO JIedeHne,

5., GOAPMAKOJIOrHYHH CBOHCTBA
5.1 PapmMakoaHHAMHYHH CBOHACTBA

MPapMakoTepaneBTHuHa rpyma: IlapaueraMon, KOMOMHALIMH ¢ U3KIIOYEHHE HA NCHXONENTHLH
ATC xoa: NO2BESI

Taitnon XoT npurekasa aHANTeTHYEH, aHTUAMPETHYEH, AHTUXHCTAMMHOR ¥ HAMANABAlll OTOKa Ha JIMraBHLIaTa
HA TOPHUTE AUXATEIHM MIBTULLA EPEKT, KOUTO C€ Ab/IKH Ha aKTHUBHUTE MY ChCTaBKH.

[lapanieramMon € KTHHHYHO J0Ka3aH AHANTETHK ¥ AHTUITUPETHK. AHANIE3UATA CE OCBLIECTBABA UPE3 NOBHILIABAHE
Ha Ipara Ha OOnKaTa;,; AHTHMIMPETHYHOTO ACHCTBUE € 4pe3 ITOBIMABAHE LECHTHPA Ha TEpMOperynauus B
XMIIOTONaMyca.

XnoppeHUpaMHUHOB MalneaT UMa aHTArOHMCTHUHO AcHCTBHE cpelly XucTaMuH H, -peuenTtopa, o TO3H HauyMH
o0nexyaBa CICAHATE CHMIITTOMHU: XpeMa, Ha3alHa KOHIeCTHA, 3auepBABaHE W/HIW CBPBXUYYBCTBHTEIHOCT OT
CTpaHa Ha OYMTE.

[IcepnoedenpuHoB xHAPOXNOPUX € CHMNATUKOMHUMETHM4EH AMMH, KOHTO HaMangBa OTOKa Ha JIMMABMIIATA HA
FOPHUTE AUXATEMHH ITHTHILA.

5.2. @apMaKOKHHETHYHH CBOKCTBA

Cnen npuem mpes ycrara napaueramon Opp30 4 HAMBJAHO ¢€ adcopOupa B CTOMAIIHO-4YPEBHUA TPakT. BrpxoBu
TTa3MEHH KOHLEeHTpauMy ce nocturar 3a 10 ao 60 munytu. [NapaueraMon 6sp30 ¥ paBHOMEPHO Ce pasnpenens
B [IOBEYETO ThbKaHM B opraiuiMa. Bpemero Ha nonyxuBot € 1.25 ao 3 yaca. Merabonuiupa ce B yepHua apod
Yype3s MHUKpPO3OMHATa €H3MMHa cucTeMma. Okono 85% OT morejaHaTata J03a € eKCKpeTHpa 4Ype3 ypHHara Karo
cBOOOZHO KOHIOTMPaH NnapaleTaMon B paMKHTE Ha 24 4daca.

XnoppenupaMuHoB Masear 6aBHO M Hamb/IHO ce abcopbupa B cTOMalHO-YpEeBHMA TpaxT. BLPXOBH iazMeHn
KOHUEHTPALMH C€ MOCTHraT 3a 2.5 0o 6 yaca. bruonanuauocrTa € 25 no 50%. Ilo-ronama vact ot abcopbdnpanus
xnopbennpamMuHoB Mmanear (70%) ce cBbpp3Ba ¢ nnasmeHure Oenteuu. XinopdeHHpaMHHOB Malear ce
pasznpenens B [10BeYETO ThbKaHHU, BKIIOYUTENHO UEHTPAIHATA HEPBHA CACTEMA. BpeMeTo Ha MONYXXMBOT € MeXay
2 1 43 yaca; NpOABLILKHUTENIHOCTTA Ha AelcTBHE € 4 1o 6 yaca. [lo-ronamara yact ot xnop¢peHHpaMHHOB Majleart
ce Metabonnsupa. HenpoMeHenaTa 4acT U MeTabONHTUTE C€ EKCKPETHPAT 4pe3 YPHUHATA U B MaTIKy KOJIMYECTBA
4pe3 H3NPAOKHEHHATA,

[IceBnoedenpuHOB XHMAPOXNOpHA c¢e abcopbupa B CTOMALUHO-UPEBHMS TPAKT.
MOHOAMHHOOKCHAA3HHA MeTabonn3asM. MankH KoaHuecTBa oT MeTabONIHUTHTE MY H 1§
ce eKCKpeTHpa vpes ypHHaTa.




5.3. IIpeaxnuHHYHH AI2HHH 3a (6e30macHOCT

[TpeaxnMHUUHUTE HaHHKM 33 6€30NacCHOCT HE MOKAa3BaT CHIECTBEHH PHCKOBE OT ynorpeda Ha Taition Xot npH
Xopara.

6. DAPMAIIEBTHYHH JAHHH

6.1 CnuchK HAa NOMOUIHHTE BellleCTRA

ITomMomHH BemecTBA

JIMMOHEHa KHCENHHA, OC3BOIHA

BuHeHa KucenHHa
Hatpres XHApOreHkapOoHaT

Hatpues xkapboHaT,0e3BO/ICH

[loBHnoH _
3axapo3a ]
Hatpues 6ensoart (E 211)

| XuHoIMHOBO X1JITo (E 104)
ApoMaT Ha HMOH |

6.2. HecnBMecTHMOCTH

Hsama

6.3. Cpok HA rogHOCT

3 roguHH

6.4. CnennHa HH YCJIOBHH 32 ChXPaHEeHHE

Jla ce chxpaHsSBa B OpUIHHANTHATA ONAKOBKA.

Ia ce cxXpaHfaBa Ha MACTO HEAOCTHITHO 3a Aella.
Jla ce cexpaHaBa npu Temneparypa nog 25°C.
Jla ¢ce nazu oY CBETIIMHA M Bi1ara.

6.5. Bua H cpaABpXAHHE HA ONMAKOBKATA

Camre ot Polyester (PET)/ Aluminium/ LLDPE ¢onuo.
6 wiu 12 6pod camera, ONakOBaHH B KAPTOHCHA KYTHAL.

6.6 Chneunaansn npeaAnazHH MepxH NPH H3XBbPJIAHE

CuabpKaHHETO HA BCAKO came ce pasTeaps B 160 ml Tomna poja (cTaHaapTHa Yalla) M c€ U3MIHBA BEAHAra.

MECTHHTE H3HCKBaHHA.
7. HNPHTEXATEJ HA PASPELHIEHHETO 3A YIIOTPEBA

HOBEJI APMA EOO/]




OxonoBpPBHCTEH ITLT 36
Codusn 1415, benrapus

8. HOMEP(A) HA PABPEIIEHHUHETO 3A YIIOTPEBA
Per.Ne 20050465

9. JATA HA ITHPPBO PASPENIABAHE/TIOJHOBABAHE HA PAZPEIIEHHETO 3A YIIOTPEBA

Jara Ha mppBO pazpemtasane: 03.10.2005 r.
Hara Ha nocnexHo noaHoBaraHe: 04.11.2010 r.

10. JATA HA AKTYAJIHIUPAHE HA TEKCTA

11/2024




