KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1.

UME HA JIEKAPCTBEHHUA IMTPOAYKT

Taiinonden xot 500 mg/4 mg/10 mg npax 3a nepopaliHa CycreH3Hs
Tylolfen hot 500 mg/4 mg/10 mg powder for oral suspension

.,.('a 770 TEX

6 398

2. KAYECTBEH U KOJIMYECTBEH CbhCTAB

AKTHBHA CbCTaBKa KosinuecTBo
I lapaueTramonn 500 mg
XnopdeHrupaMHHOB MaJieaT 4 mg
deHnnegprUHOB XHAPOXIIOPHI 10 mg

3a MBLJIHUA CIIUCHK Ha MOMOILLHUTE BelleCTBa, BWKTe Touka 6.1.

3.

JIEKAPCTBEHA ®OPMA

[Tpax 3a nepopasHa cycreH3Hus.

4.

4.1

KJUHUYHU JAHHU

Tﬁpﬂ NEBTHYHH NMNOKa3aHHA

18 -07- s

Taitnonden XoT e nokas3aH Npu Bb3pacTHU K Aeua Haa 12 roauHu 3a odbsekyaBaHe Ha CHMIITOMM,
CBBbP3aHH C HACTUHKA W IPHII:

Ha3aJTHA KOHT€CTHA

XpeMa
KUXaHe

MOBHIIIEHA TEJIECHA TEMIIEpaTypa
JIeKa 10 yMepeHa 0oJika OT pa3JIndeH Mpon3Xoq

4.2 Jlo3HpOBKAa H HAYHH HA NPHJIOKEHHE

Jlo3upoBka

Tainonden XoT ce npuema nepopajiHo 1o cleaHaTa cxema:
ChIbpKaHHETO Ha BCAKO caine ce pa3teapaT B 160 ml Tormuia Boaa (enHa ctanaapTHa Jaiia) M ce
M3TMHBa BeaHara 0e3 11a ce w3yaksa. CregBalquaT MpUeM Moxe j1a Obae cien 6 yaca.
[IpenopbunTEnHaTa MaKCUMaJllHa IHEBHA 1103a € 4 caluera.

ChbIOspXKaHHETO Ha
calleTo Ce W3CHIBa
B Yalna.

\ A

2/3 oT wamara ce

ITh/IHH C TOILIa BO/A.
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|1 10 2 mbTH.

HM3rmmea ce usioro

ChAbpPAKAHHE.



4.3 IIpoTRBOonoKazanus

Taiinongen Xot He TpsOBa Aa ce npunara:

- TIDH TTALIMEHTH CBPBXYYBCTBHTE/IHH KBM IapaneTamol, XIopdeHHpaMHHOB ManeaT, PeHHNepHHOB
XWIAPOXJIOPH HiIH HAKOSA OT OCTAHAITHTE CHCTAaBKH Ha MPOAYKTA.

- TIpH MAIMEHTH CbC 3axapeH Anraber, Texxku 6uOpeuHH, YyepHOAPOOHH H CHPOCUHH HAPYILEHUS

- NMpH NALUMEHTH, NpHEMalld MOHOaMHH OKCHAA3IHM HHXMOWTOpH. 3a Ja ce 3aloy4HE JICHEeHHE ¢
Tainongen XoT, Te3u nekapcTea TpAOBa 1a 6b0aT CIIPEHH NTOHE 2 CEIMWLH 1T0-PaHo.

4.4 CnenHalHH NpexynpexIeAHA H NpeINa3HE MePKH NPH ynorpeba

Tainongen Xor ce ornmycka 6e3 nexapcko npeAITHCaHNE 33 BE3PACTHH M Acla Haa 12 roguuu.
Heua non 12 roauny, TpsadBa 1a npuemart Taitnonded XoT camo Mo JIEKapCKo NpeanucaHue.

Taimonden XoTt Tpabea na ce npunara noxy JeKapcky KOHTPOJ MpH NALMEHTH C:

-  YepHOOpOOHH, OLOpEeTHH, ChpIOCTHH, OeNOIpOOHN YRpEKAaHHA

- IpenumecTBalna aHeMHud

- OpoHXHaTHa acTMa

- TayKoMa

- XHIEPTHPEOHUANIBM

- XUIEepTOHMHA, BBIIPEKH Ye PeHUCHPUHOBUA XUAPOXIIOPHI HE M0KA3BA BIIMIHUE BBPXY NALMEHTH C
HOPMAaJIHO KPBBHO HaNATaHe

- 3axapeH auabet

ITpu nauuenTy ¢ yepHoapoOHA HeOCTATHLYHOCT OT kareropua C no xnacudukaunara Ha Child-Pugh
IHEBHATA 103a TpaOBa Aa ce namanu ¢ 30%.

Tpabra na ce w3bArsa eAHOBpPEMEHHOTO TMPHWIOKEHHE Ha Tatnondern XoT ¢ Apyrd napaueraMmon —
ChOBLPXKALM NMPOAYKTH, Thil KaTO TO MOXE Ja NOBENE OO Npeao3npaHeTo Ha napaueramMon. [la e ce
NpeBULLIABA MPENOpbYAHATA MAKCHMATHA IHEBHA 11032 HITH Ta3y NPEANKcaHa OT JieKaps.

JlexapcTBa, KONTO HHAYUMPAT TepHOXPOOHH MHKPO3OMATHH €H3UMH, KaTo 6apOUTYypaTH, MOHOAMHWHH
OKCHIA3HH WHXUONTUPH K TPHIMKINTHN aRTHISNPECaHTH, MOraT Ja YBENWYAT XeNaTOTOKCUYHOCTTa
Ha rapaueTaMo1, 0cobeHo cnen npeao3upase.

IlpH nauMeHTH, YNoTpeDABAIOM aMKOX0J1 001IaTa JHEBHA 103a Ha napaueraMosI Be TpsaOBa aa
HaOBHLIARA 2 g, MOpaJy PHUCK OT XeNaTOTOKCHYHOCT.

ITaurenTH, MpHeMaN(yd aHTHXHIEPTEHIWBAY M/ IJTH aHTHIETIPECUBHHY JiekapcTsa, TpabBa fa ce
KOHCYJITUpAT ¢ NeKap.

Talinonden Xot He TpadBa Aa ce npyeMa nobeue OT 5 AHM NMpy geua 4 noseye ot 10 guyn npu
BRB3PACTHH 3a NleueHUe Ha DOJIka U roseue OT 3 JHW NpH TeMrepatypa Han 39,5 °C, ocBeH ako He €

MpEeIMHCAaH0 OT NeKap.

Heua noa 12 roguiuHa BBu3pacT, TpAOBa Aa npuemar Talinonded XoT caM0o o nekapcko
Habmonenne.

To3u nexapcTBeH NPOAYKT ChbpXKa 3aXapo3a M He TpAOBa []a ce npuiara NpH NAUMEHTH ¢ PeOKH
HacneacTBeHM IpodieMH HA HEIOHOCHMOCT KbM (PPYKTO03a, I'MIOKO030-ranakTo3Ha Mmanadbcopbuusa nnu

CyKpaza-H30MAaJITa3Ha HeIOCTATHYHOCT He TpAOBa a MpHeMaT TOBa JIEKapCTRO.

4.5. B3aAMoIelcTBHE C APYTH JEeKAPCTBERR NPOAYKTH B APpYra QOPMA HA B3aHMOJeHcTBHE

He ca YCTAaHOBCHH HHAKAKBH B3aUMOACHACTBHA MpH NMPpHEM HaA TCPANNEBTHYHH OO3H.




Habmonaga ce 3acHiIBaHe Ha edeKTa Ha aHTHKOATYIAaHTH NPH NMPOOBJDKUTENIHA Teparnus ¢ Mo-BUCOKA
ao3n. [lapaueramor, NpUeMaH B MO-BACOKH 1031 32 MO-ABABI MEPHO OT BpEME MOXE 14
B3aMMOAe#icTBa C KYMapHH, HHAAHAHOH-TIPOH3BOAHH M (PeHOTHA3ZHH. Mo)ke 1a B3aMMOIENACTRA C
AHTHTICHXOTHYHH (peHoTHasunu.] [py nanpeHTyn, npueMaiy AHTUENUTENTHIA KaTo kapbaMa3enuH,
denobapbutan, GeHHTOMH WIH NMPpUMHUIOH, N03ATa Ha napaueTaMon TpaOra 1a ce HaMAITH.

XnoppernpaMuH Moxe Aa 3abaeu Merabonusma Ha PEHUTOMH B UepHUS Apo6 KaTo yBEJIHYH
TUIa3MEHATa My KOHLICHTpaluHA. XnopdeHUpaMHH MPUTUHIRA aAMTHBHA LICHTPA/THA HEPBHA
OeTpecCHBHAa aKTHBHOCT, aKO ce NpHeMa ¢ ankoXxoJ, 6apOuTypaTi, XUITHOTHIH, YTIOABALNH aHATeTHLY,
AHCKHOJTMTHLN W AHTUTICHXOTHLIA.

Psinko MoXe Ia HaCThITH TIOBUINABAHE HA apTEpUATHOTO HANATaHe, MPH €THOBPEMEHHOTO
NMPUNOXeHNE Ha GeHUNEPPHH ¢ JCKOHTECTAHTH, TPHUHKIIHIHH aHTHIICpECaHTH, MEAHKAMEHTH
NOOTHCKAIIH aneTnTa, aMPeTaMHHM KaTo NCHXocTUMYJIaaTH U MAQO naxnburopn.

EnHoepemenHara ynotpeba Ha peHuneprH ¢ MOHOAMHH OKCHIA3IHH WHXHOMTODH, WHAOMETALHH,
METHJIZONA, d- U f-anpeHOMHMETHIA MOYKE A3 JIOBEAE A0 XHIEPTEH3IUBHA KPU3H.

4.6. DeprEanTeT, OpeMEHHOCT H KLpPMEHeE
Ilpn OpeMeHHU ¥ KBPMAYKH € IPETTOPBIUTENICH IEKAPCKH KOHTPOIT.
4.7. Edexrn BbpXy cnocobHocTTa 32 modupane v padoTa ¢ MALIUHA

Mo BpemMe Ha negexueto ¢ Talnondgen XoT Moxke a ce IOABH YMOpa, 3aToBa TpAOBa Ja c¢ BHUMARa
no ppeMe Ha modupane wnu pabora ¢ mamunn. ExHospeMenHarta ynotpeda Ha Taitnongen Xor ¢
ankoxon TpaOBa na ce uzbsArea nopagy Bb3MOXKHOCT OT OOMBIHUTEIHO HAMANIABAHE HA
HabmoaaTenHocTTa.

4.8. Hexenann JeKapcTBEHH PeakUAH
Kato wsano Taitnonden Xot ce noHacsa gobpe.

HexenaunTe nekapcTBeHW peakiMH Ca KaTeropH3dpaHi ChIMacHO CHCTEMO-OPTraHHY KJ1acOBE, Kato ¢
M3M0J13Ba cJieAHaTa XOHBEeHIIMsA: MHOTO YecTH (>1/10), uectH (=1/100 no < 1/10), nevectn (= 1/1000
a0 < 1/100), penxn (=1/10 000 oo < 1/1000), muoro peaxn (< 1/10000), ¢ HemzsecTHA YecToTa (NpH
HATTHYHUTE JaHHH HE MOXE Ja Ce HAIMPABH OLIEHKA).

ITapayemamon:

Hapymenns Ra KpbBTa H JEMHATA CHCTEMA:

Peaxu: TpoMOOLUTONEHUA, JIEBKOMEHNA U NaHUWTONCHUSA

MHoro penku: HeyTponeHus, TpoMOOUMTONEHHYHA MYyPITypa H arpaHyoMTOo3a

HapyiieHAA HA PMYHHATA CHCTEMA:
Penxu: peakii¥i Ha CBPBXTYBCTBHTEMHOCT KaTO YPTUKApHA H MaKyJio-NamyJio3eH oOpHuB u cbphex

Xnopghenupamun

Hapymenns Aa KPpLBTA H JAM(PHATA CACTEMA:
C HeH3BECTHA YECTOTA: XEMOJIUTUYHA aHEMHUS

Hapymenns Ra HepBHRTA CHCTEMA:
C Hen3BeCTHA YECTOTA: CEAALIMA, [MaBoOONHE, CBETOBLPTEXK

Hapynienns na o9nTeE:
C Hem3BecTHA YECTOTA: 3AMBIJICHO BHKIOAHE




CLpAeuHH HAPYDIEHRHA:
C HeHM3BeCTHA YeCcToTa: NAMIATALMY, APHTMHA, XHITOTOHHA

CroMamAO-YpeBHA HAPYILEHHSA:
C Hen3BeCTHA YECTOTA: CYX0TA B YCTaTa, JIMIICa Ha afneTUT, MoBpbIlaHe, UapHa

XenaToOHIEAPHH HAPYIICHHS
C Heu3BECTHA YECTOTA: XENaTHT

Hapymenns Ha 0L0pennre H nHKOYAATE NLTHINA:
C HeW3BECTHa YeCTOTa: pETEHLIMA Ha YPHHATa

XnopdeurpaMuH MOXKE Aa JOBENC KO NOSBA HA AaHTHMYCKapHHOBH PCaKilHH.
Denuneppun

CroMamnRo-9peBAH HAPYIIEHHA:
C HeM3BeCTHA 4YecToTa: raleHe, NOBPBIIAHE

Cobpaeunn RapyeHHA:
C HeM3BeCTHA YECTOTA: TAaXMKAPAUA,,TATIMUTALINH, XHIIEPTOHHA

Hapymenns HA HEPBHATA CHCTEMA:
C Hen3BecTHA wecToTa: rnasobosive, HAPYMEHUA HA ChHA, XAMIOUMHALNH

Hapymensnsa Ha KOXATa B NOAKOXKHEATA THKAN:
C HeM3BECTHA Y€CTOTA: ANEPTHIHU peakunu (00pHuB, YpTHKapHA)

Hapymenns na 6b6penHTe H NHKOYAATE MLTHIIA:
C HeM3BECTHA YECTOTA: THPY3HA,

CroblmapaHe Ha_MOAQ3APAHN HEXKENaHN peaKilHy

Crob1iaBaHeTo Ha TMOJO3MpPaAHH HEXeJlaHH peakuMm  clell paspeliaBaHe 3a ynorpeba Ha
NIEKapCTBEHUA MMPOOYKT € BaXKHO. 10Ba MO3BOJIABa Ja NMPOALDKY HAOMOOEHHETO HA CHOTHOIIEHHETO
MoJI3a/pHUCK 3a TEKapcTBEHUS NMpOoAyKT. HexenaHute peakuuM MoXe Oa 0bJaT CbOOMICHH OWPEKTHO
Ha M3nbaHUTenHa areHuua no nekapcrsarta (MAJI):

BBJITAPHUSA, Codna 1303, yia. Jaman ['pyes 8
Ten. +359 2 8903417

en. nowa: bda@bda.bg

yebcaiiT: www.bda.bg

4.9. Ilpeaoznpane
AKO ce noao3Upa npeao3upaHe, NaluUeHTLT TpAOBa He3abaBHO [1a ce HACOYHM KbM 3APaBHO 3aBECHUE.

B 3asucHMoOCT OT MOTBJIHATATA 4034, PH HAKOH NMALMEHTH IMPH Npeao3upaHe napaleTaMon Moke Aa
Obae xematotokcnyeH. Crnen 12 go 48 uaca HacThbiBa NMOKAYBAHEC HA YEPHOOPOOHHUTE CH3IUMM,
yIbJDKaBaHEe Ha NpoTPOMOHHOBOTO BpeMe, KIMHHUYHHTE CUMITTOMHM ce No3HTHBHpAT | 10 6 4aca cnen
ripueMa. eceT rpaMa 0010 KOJHYECTBO NMOTB/JTHAT MAPALETAMOJT OT Bh3PacTHH MOrarT [a ¢€ OKaXat
TOKCHYHH, IpH Aeua rno-Manko ot 150 mg/kg napaneramosn He ca XenaToTOKCHYHH. PaHun cHMITTOMH
Ha uepHOIpOOHO YBpEXKIaHe ca rajcHe, MNOBPBLIIAHE, H3NOTABAHE MW O0WO HEpPa3NONOKEHHE.
[ToTBBpXICHNETO Tpe3 KPBBHA NpoOH MOKe [1a Ce OKaXKe TPy AHa 3amaua B 48 go 72 qac creq
YMECTHO € TIPHITOXKEHUETO Ha AUSTWICHCTEHWH KOJNKOTO € BB3MOXHO MO-paHO cliel




CEBPBLXJ03aTa, 0e3 H3UaKBaHE Ha pe3y/Tara OT OMPeAeNIAHETO Ha TUTa3MeHHs MapaueTtamos. Moxe 1a
C€ Mnpenopbya OUYUCTBAHE C TACTPAIEH NlaBaXX H HHOYLMPAHO MOBPBIAHE C HIEKAK CHPOI.
MOHNTOpHpaHETO BICTIOUBA OMpEAesAHE MNa3MEHOTO HABO HA MapaueTaMon rnoHe 4 yaca crel IpueMa
Ha CBpBXA03aTa. AKO HHBOTO B TUTa3MAaTa Ha MapaLeTaMoll € NOTEeHI{HATHO XeNaTOTOKCHIHO, TECTOBE
32 onpenensaHe Ha YepHoApoOHara QpyHKIMS ce NpaBAT Ha BecekH 24 9aca roHe 96 4aca cne npuema.

bnarogapexHue Ha pa3naMYHHAA MeTaboMM3BM Ha NapaueTaMos NMpH Oelara, MHLUMAEGHTHTE HA TEXKKO
OTPaBSHE W CMBPT Ca OTHOCHTENTHO pEIKH. JIeCHO ¢ ma ce onpencnu KONMMYEeCTBOTO HA MaKCHMATHO
nedcTeHe ApM neua. Ako CERpbXIo3aTa Haaxsupna 150 mg/kg, cneapa na ce onpenend HHBOTO Ha
napaLeTaMoll B Iu1azMara, HO He IMo-KbCHO oT 4 yaca ciel npruemMa. [Ipenopbuba ce nNpeau3sHKBaHe Ha
NOBPBRIIAHE C MIEKaK CHPON. AKO I[UTaaMeHATa KOHLUEHTpallMd Ha MapaneTaMosl HATXBLPIIA
pedepeHTHATa rpaHALA KaKTO € NMOKa3aHa B "HOMOTrpaMa Ha CBpBXH03a", ToTaBa € HYXXHO JIEYEHHE C
alleTHIUUCTeHH. Tepanud ¢ aUeTHWILHHCTEHH Ce 3ano9Ba UM aK0 HHBOTO Ha NapaleTaMmoll He MOXe Aa
ce onpeaenu U BeposTHOTO oOwo konuuecTBo HaoxBepaA 150 mg'kg.

HuTtokcuxaumara ¢ xiopdeHUpaMuMH ¢TaBa OYeBMIHA HAKOMKO daca cliel TpHeMa; TpWiara ce
JIEYEHHE KaKTO € OITHCAHO B CXeMaTa 3a JICYeHWE Ha aHTUXUCTAMHH / aHTHXOJIHHEPTHIHO OTPABAHE.

CUMOTOMKTE, CBBP3aHH C npeno3dpaHe Ha GeHWNehpHH ca XEMOAMHAMHMYHH TPOMEHH H
CBPACYHOCHAOB KOMNAIIC C PECTHPATOPHA AcnpecHd. JleueHHeTO BKITIOWBA CBOCBPEMEHHA MPOMMBKA Ha
CTOMaxa H CUMIITOMAaTHIHH KU NOJXbPXaIH MepK), XHNepTeH3INBHNTE eeKTH MOTAT JIa CE JIEKYBaT C
HHTPaBEHO3EH (-peLENTOPEH ONOKUpalL areHT.,

5. GOAPMAKOJOIr'H4HU CBOMCTBA

5.1. (PapmMakoIAHAMHYHHA CBOHCTEA
QapmakoTepaneBTHYHa rpyma: Jpyr sug KoMOHHALMA Ha aKTHBHH CBCTABKH Cpellly HaCTHHKA

ATC kog: RO5X

Tainonged XoT NpHUTeXKapa aHANreTHYeH, aHTUIMHPETHYEH, AHTUXUCTAMHHOB M HaMandBall 0ToKa Ha
JIATABHLIATA Ha FTOPHUTE OUXATENHU ITHTHILA ¢dekT, KONTO ¢& IB/MKH Ha aKTHBHHTE MY CBhCTaBKH.
IlapaieTaMon € KIHHHYIHO JOKA3aH AHANTETHK M AHTHUITMPETHK. AHa/ITe3udTa ce OChINECTBABA Jpe3
MoBHINaBaHE Ha Mpara Ha OONKaTa; aHTHUIIMPETHUYHOTO OEHCTBHE € upe3 MOBMUABAHE LICHTbPA Ha
TEPMOpETyJIalHA B XHUIIOTOIAMYCa.

XnopdeHnpaMMH MMa aHTArOHHCTHYHO NeficTBHE cpemyy XHcTamWH Hi -peniemropa, mo To3W HaumH
obnexvwaBa clieAHUTE  CHUMITTOMH:  XpeMma, HaladlHa  KOHTECTHH, 33aYepBABaHe  W/HWIH
CBPBLXYYBCTBHTETHOCT OT CTPaHa HA OYHTE.

Mennnedpud € NOCTCHHANTHYEH Q-PELIENITOPEH arOHUCT, KOMTO npossgBa cnald KapaWoCeneKTHBEH
apunuTeT KBM [(-peuentopure. QPeHwrePpnH oOKkazBa BINAHWE BBPXY BA3OKOHCTPHKLIMATA dpe3
OUPEKTHA CTUMYMNALHMA HAa o —aJpEeHOPEILENITOPUTE B KPBBOHOCHUTE chaoBse. Herosure cpoiicTBa Kato
NEKOHrecTaHT ca AoOpe w3sectHM. Toi pelicTBa kaTo Ba3OKOHCTPYKTOP MO OTHOLIEHHE Ha
KPbBOHOCHHTE CBOOBE HA TOPHHUTE IUXATEJTHH ITbTHINA W MO TO3H HAYMH HaMansBa OTOKA H
KOHTeCTHATA B HA3A/THATA JITMTaBHIA.

S.2. MOapMaKOKHHETHYIHH CBOHCTBA

Cnen mpueM Ipe3 ycTaTa napaueraMol Obp30 H HaITBIIHO ce abcopbmpa B CTOMAIIHO-IPEBHHA TPaKT.
BupxoBH 1nazMeHH KOHUEHTpalun ce mocturat 3a 10 po 60 mmAyTH. mapaueramon OBp3o W
paBHOMEPHO C€ paslipelleNs B NOBeUYETO THKAHU B opraHMsma. Bpemero Ha momyxueoT e 1.25 g0 3
yaca. Mertabonusupa ce B depHHs Apod upez MHKpO3OMHATa €H3MMHA cHcTteMa. Oxono 85% ot
MOTBJHATATA [03a C€ EKCKpPETHpa dpe3 ypHHATa KaTo CBOOOAHO KOHIOTHpAH NapaluetaMoll B PaMKHTE
Ha 24 qaca.

Xnopdennpamud 6aBHO M HaITbJIHO ce abcopOupa B CTOMALOIHO-YPEBHHA TPAKT. BLPXOBH MnazMeHn
KOHLIEHTpaUMKu ce nocrturar 3a 2.5 1o 6 yaca. buonanmidocrra € 25 no 50%. Ilo-ronaMa yact or




MOJYXHBOT € My 2 ¥ 43 "aca; Mpoab/LKHTENHOCTTa Ha geticTRie e 4 no 6 gaca. ITo-ronsaMara gacr
oT xnopdenupaMuH ce metabonnsupa. HempomeHenata yact 1 MeTaBONHUTHTE ce EKCKPETHpAT upes
yPHHATa H B MaJIKH KONHYECTBa Ype3 U3NPAKHCHNUATA.

Dennnedpura ce abcopbupa B CTOMAIIHO-YPEBHAA TPAKT, HO HaMaNsABa CBOSTa OMOHATHIHOCT MPH
nepopaleH TmpueM mnopagn first-pass mertabonM3eM. 3ana3zsa akTHMBHOCTTa CH Ha HasalieH
NEKOHTeCTaHT, KOraTo ce NMpHheMa IMpe3 ycTara, KaTo ¢e€ paznpocTpaHsBa Ype3 CHCTEMHA LUPKYIauus
A0 BAacKyNApHOTO JIErJI0 Ha Ha3ajHa Myko3a. IIpH nepopafieH NpHEM KaTO Ha3alMeH OEKOHIECTaHT,
henunedprH oOMKHOBEHO ce mMpReMa Nipe3 uHTepBanyn oT 4 10 6 qaca. Kaxto dennnedpus, Taka u
HErOBHUTE MeTabONNTH CE& EKCKPETHpAT B YPHUHATA.

S5.3. IlpeaxkAARH<YAR JaAAH 3a belomacHOCT

Hsama ycTaHOBEHM.

6. GAPMAIUEBTHYHH JAHHHN

6.1. CnHcebK HA TOMOIIANATE BeMeCTBA

Harpues Oensoar (E 211)

3axapo3a (I lyapa 3axap)

XunHomHoBO *XbJTO (E 104)

ApoMart Ha JIMMOH

JInMoHeHa kuceliiHa, 6e3BoaHA

BuHeHa kucenuna

Hartpues xunporenkapboHat (Hatpues 6ukapO6oHaT)
Harpues kapbonar, Oe3BoAcH

[Tosupon (Inacnon K-29/32)
3axapo3a (PeqnHupana 3axap)

6.2. HecboBmMecTEMOCTH

Henpnnoxnmo.

6.3. Cpok na rogaocr

2 TOIHHU

6.4, CroneuunalHH yCIOBHS HA ChXpPaHEHHE
J]a ce chxpaHABa Ha MACTO HEAOCTHITHO 3a Nela.
Ha ce cbXpaHaBa B OPHTHHATHATA OMAKOBKA.
Ha ce cpxpansBa npH Temneparypa nog 235 °C.
6.5. /IaAHA 32 ONAKOBKATA

6 wm 12 cameTra B ONaKOBKA.

12 mic PET- ICI

9 mic ALUMINIUM - BARLAN METAL
60 mic LLDPE — SACCHITAL

6.6. ChnenRannd npeANa3AA MEPKH NPH H3IXBLPJIdHE

HsMa cnienvaliHy W3UCKBaHUA.




Hewn3nomsBaHUAT NPOOYKT WIH OTNAALIHUTE MaTepUanH OT Hero TpAOBa Xa ce H3IXBBLPJIAT B
CBHOTBETCTBHE C MECTHHTE H3HCKBAHHAL.

1. NPUTEXATEJ HA PAZPELIHEHHUETO 3A YIIOTPEBA
HOBEJI ®APMA EOO/]

6yan. ,.berrapua® NelQ9

Codmnn 1404, bvnrapus

8. HOMEP HA PAZPEIIEHHUETO 3A YIIOTPEBA

Per. No 20110477

9. JATA HA ITIBPBO PAZPEHIABAHE/TIOJHOBABAHE HA PAZPEILIEHHETO 3A
YIIOTPEBA

JlaTa wa mppBo pa3peiunapaHe 3a ynorpeba: 02.08.2011
Jara Ha nocneaHo nogHoeApaHe:08.12.2016

10, JATA HA AKTYAJIUIUPAHE HA TEKCTA

01/2025




