| U2NBIHUTESNIHA ATEHUMS N0 IEKAPCTBATA

Kpamxa XaAPaKmspuciTuKe He npogyxkma  Nouaoxenye |

----------
Ilil.ld.ll'lllliliﬂ iiiiiiiiiiiiiiiiiiiiiiiiiiiiiii
-l

KPATKA XAPAKTEPUCTHRAHA JPOL

1. HME HA JJEKAPCTBEHEA MPOAYKT

Anerpa 120 mg ¢punmuapann Tabnerxn
Allegra 120 mg film- coated tablets

2. KAYECTBEH H KOJIHMECTBEH ChCTAB

Beska Tabnerka ceanpxa dexcodenamunor xumpoxnopun (fexofenadine hydrochloride ) 120mg,
eKBUBaJICHTEH Ha 112 mg ¢excodenanuH.

3a NBJIHHA CITUCHK HA MOMOLIHHTE BEIRECTBA BHXKTE TOYKA 6.1.

3. JEKAPCTBEHA ©®OPMA

DunMupana Tabnerka

Tabnerkute Anerpa 120 mg ca ¢ uBAT Ha npackoBa H ¢ gopMara Ha KancyJia ¢ pasmep 6,1 x 15,8 mm,
KOATO OT €]HaTa CTpaHa HMa MapkHpoBka ,,012” a ot gpyrara cTpana ,.e”.

4. KIHHIYHHA JIAHHH

4.1. TepaneBTHYHN NOKA3SHHSA
Anerpa 120 mg e nokasaHa npH Bs3pacTHH H Aela Ha 12 ¥ NoBeue roaHAM 3a obnekYeHHe Ha
CHMIITOMHTE, CBBP3aHH C aJIepruyeH PUHHT.

4.2. l03HpOBKA H HAYHH HA NPHACKEHHE

Jo3HpoBKa

Bwvapacmuu

IlpenopriBanara n03a pexcodenaquuoB XHAPOXNOpHN 3a Bb3pacTHH ¢ 120 mg BeAHBK AHEBHO,
NpHEeMaHa NPeay XpaHeHe.,

DexcodeHany e GapMaKkoJOrHUHO AKTUBHHA MCTaGONHT Ha TepdheHaNuH.

Heouampuuna nonyrayus

. Jlena na 12 1 nopeve roaunn

IpenopruBanaTa 1032 excodenanuHOB XHAPOXIOPHS 3a fenia Ha 12 H nopeue roguHs € 120 mg BeAHBXK
JTHEBHO, PHEMAHa MPEAH XPaHEHe.

o Hena nox 12-roaumsa Be3pacr
EdextnpHocTTa K Ge3sonacHocTTa Ha excodenananon xuapoxnopua 120 mg He e npoy4BaHa NpH JeLa
nox 12-roguinHa BB3pacT.

INpu nena ot 6 no 11 ropumHa BH3pacT: dexcodpenanun xuapoxaopua 30 mg TabieTku € noAxXoaIIaTa
(opMa 3a MpiIOKEHHE H JO3NPAKE NPH TA3N NOMYIALHA.

Cneyuannu nonyaayuu
IIpoyuBaHuATA NpH CIIEMATIHA PHCKOBH IPYNH (IAHENTH B CTapuecka Bh3pact, 6on
Op0Opeuna Wi YepHOApoOHa GyHKIMA) MOKA3BAT, e HE & HeOHXOMMMO A Ce KOpH
(pexcodeHanHHOB XHAPOXIOPHA NPH TE3N MALMEHTH.



43. IIporaBonoxazanms

CBpPBLXYYBCTBHTENHOCT KbM aKTHBHOTO BELIECTEO HIH KbM HAKOE OT NOMOIHHHTE BEIIECTBa, H30POCHH B
TOYKA 6.1.

44. CoenmajnH npeAyupeXAcHRS H NPeXNAIHE MEPKH NPH yHOTpPeGa

ChINECTBYBAT OTPAHHYEHA JAHHH 32 IPUIOKEHHETO Ha POAYKTA NPH MALMEHTH B CTApYECKa BB3PACT U
GosHN ¢ yBpeneHa 616peuna mim wepHoapobHa dyHxums. PexcodeHaAHOB XHAPOXIOPHA TPAbBa Aa ce
MpHyIara BHUHMATEHO NPH Te3d CNeNHaaHN rpyny (BHX Touka 4.2).

[TauuenTy ¢ aHaMHe3a 3a WIR CHIIECTBYBAIIM CHPAEHHO ChA0BH 3a60nsaBanus, TpaOBa Aa Gbaar
NPEAYNPEACHH, 9€ AHTHXHCTAMHHHTE KaTO IEKAPCTBEH KNAC, C€ CEP3BAT ¢ HEXKEJIaHH PEaKL#H KaTo
TaxukKapaua H cbpLebuene (Bixre Touka 4.8).

Anerpa 120 mg chaupaa naTpaii
ToBa nexapcTBo chabpka no-mManko ot 1 mmol Hatpuii (23 mg) Ha TabneTka, T.e. 10 CHLIECTEO € , 6e3
HaTpHH®.

4.5. BsauMoaciicTBHE ¢ APYrH JeKAPCTBEHR NPOAYKTH H APYTH GOPME HA BIAHMOIEHCTBHE
DexcoeHanuH He ce nmopnara Ha Guorpancdopmauns B HepHEd Xpob M NOPAAH TOBA He B3AUMO/EHCTRA ¢
APYTH JIEKAPCTBA NOCPEACTBOM YCPHOAPOOHMTE MEXAHH3IMH.

Qexcopenannu e P-rmxonporenn (P-gp) u cy6eTpar Ha TPAHCNOPTHPAL MOAMNENTH HA OPraHHYHM
AHMOHH (organic anion transporting polypeptide, OATP). CrirercTRaImaTa ynotpeba Ha dexcodeHaauH ¢
HHXHOHTOPH MM HHAYKTOPH Ha P-gp Moxe fa NORNMAE eKCNO3KHIHATA HA dexcodenanun. JlokazaHo e, ue
CAHOBPEMEHHOTO NPHNOKEHHE Ha QPexcoPeHaTHHOB XHAPOXIOPHA ¢ HHXHOHTOPH Ha P-gp, epHTPOMHIMH
HJIH KCTOXOHA30JI, BOAH A0 yBeNH4eHHE 2-3 MTH Ha ILTa3MEeHaTa KORIEHTpalua Ha dexcodeHanuH.
IIpomenure He ca GumH chpoBoXkAaHH ¢ edekTn BEPXY QT-HHTepBana u He ca GHITH CBBP3aHH ¢
YBCNHYCHHE HA HEXCIAHNTE PEAKIIHH B CPABHEHHE ChC CAMOCTOATETHOTO NMPHIOKEHHE Ha TEKapCTBEHHTE

NPOAYKTH.

KiHHHYHO mpoyyBaHe 3a B3aHMOeHCTBIA OT THNA ,,ICKAPCTBO-IEKAPCTBO® MOKA3Ba, Y€ €AHOBPEMEHHOTO

NpHIIOXKCHHE Ha anamyTaMi] (crab neaykrop Ha P-gp) H eqHOXparHa nepopanHa aAo3a 30 mg
dbexcodpenanun Boan 1o 30% namanenne Ha AUC Ha dekcodeHamun.

He e HabmozaaBano KTMHHYHO B3auMOAEHCTRHE MeXTY (hekcodeHaann H oMenpason. [Tpuaaranero obaye
HA AHTHAIIM/H, CHAbPKAIMH ATYMUHHEB H MArHE3HeB XHAPOKCHA, 15 MEHYTH npenn dexkcodeHaaRHOB
XHAPOXJIOPH] € NPHYAHHAO HaMaNCHHE Ha OHOHANINYHOCTTA, HAK-BEPOATHO KBDKALIO Ce Ha
B3aHMONCHCTBHE B CTOMAIHO-IPEBHHSA TPakT. [Ipenopbusa ce HETEPBATLT MEXAY MPHIOKEHHETO Ha
PexcopenantHoB XHAPOXNOPHA U AHTHALMAKTE, CHALPKAIIH ANYMHHHACB H MATHE3HEB XHAPOKCHA, Aa
Obae He mo- kpaTek oT 2 vaca.

4.6. DepTaaRTeT, GpeMeHAOCT B KBPMEHE

bpeMeHHOCT

Hama noctathuHo nannu 3a ynotpebarta a dexcodieHaAHHOB XHAPOXIOPH/ MPH GPEeMEHHH JKEHH.
OrpaHHYeHH NpOyYBaHHA NPH KHBOTHA HE OTKPHUTHBAT THPEKTHH WIH HHAHPEKTHH ¢bEKTH 110
OTHOIICHHE Ha OpeMERHOCTTa, eMOPHOHANTHOTO/QETATHOTO pasBHTHE, PLKAAHETO H MOCTHATAIHOTO
pasBHTHE (BIXTe Touka 5.3). DexcodenaauHoB XHAPOXIOPHA He TPAOBa a ce H3mON3Ba O BpeMe Ha
OpeMEeHHOCT, OCBEH aKo TOBa € HAIOKHTENHO.

KbpMeHe
Hama naHHN 3a ChABLPXKAHAETO HA KPMATA CliEf] IPHIOKERHETO HA (eKcodeHs THHORBXPADOLS $Ha.Bee
NaK NpH NPHIAraHeTo Ha TepAHBadHH NpH KbpMEIH Maliku, Oellie oTKpHTO, scAdeRtorhoftl



npeMHHaBa B kbpMata. [lopaau Tosa dexcodeHaAUHOB XHAPOXJIOPHA HE C€ MPENOPHYBA 33 JKEHH, KOHTO
KbPMAT JIeNaTa CH.

DepTHIHTET
HaMa naHH® npH Xopa 3a edekra Ha dpekcodeHaIuHOB XHAPOXIOPHA BLpXY deprimmrera. IIpyH Muiliku
HE € HMalIo e(eKT BbpXy (eprunureTa npH neveHue ¢ pexkcodeHaJHHOB XHAPOXJIOPHA (BHAKTE TOUKA 5.3)

4.7 E¢extn Bupxy cnocobnocTra 3a modHpane AR paGoTa ¢ MAINMHE

Bb3 ocHOB2 Ha apMakoAMHAMUYHHA NPOPHA H CHOOMEHNTE HEXKEeNaHH JIEKAPCTBEHH PeakilHH MankKo
BEPOATHO € PpekcodPeHaqHHOB XAAPOXIOPHA TabNeTKH fa npeAu3BAKaT edekT BbpPXYy CnocoOHOCTTa 3a
wodupaHe uni pabora ¢ MamMHK. C NOMOINTA Ha 00EKTHBHH TECTOBE € JOKA3aHO, 4e AJlerpa He OKasBa
3HAYMTENTHO JeHCTBHE BLPXY PYHKIUHATA HA NCHTPANHATA HEPBHA cHcTeMa. ToBa o3HavyaBa, Ye
NanHeHTHTE MOraT Aa IopHpaT HAH Ja H3THJIHABAT 3a/1a49H, KOHTO H3HCKBAT KOHLIEHTpauHs. 3a ja ce
naeHThuIMpaT obave YyBCTBHTEHATE JHIA, KONTO KMAT HeoOH4YalHa peaKIHA KbM JIEKapCTBOTO, Ce
NIpenopbYBa Aa e IPOBEPH HHAWBHAYAIHHA OTTOBOP Npead MopHpaHe UIH H3THIHABAHE Ha CIOXKHH
3afavn.

4.8 HexeIAHR JeKAPCTBCHE PeAKIAM

Knaero € npunoxuMo ce H3nonssa caegHoTe NoApekAaHe CIIPAMO YeCTOTaTa: MHOTO YecTH >1/10; yectn
>1/100 1 <1/10; HeyecTn 21/1,000 1 <1/100; peaxu >1/10,000 n <1/1,000; MHOrO peaku <1/10,000 u ¢
HEH3BECTHA Y€CTOTA (0T HANHYHUTE JaHHH He MOXeE /1a ObJie HanpaBeHa OLICHKA).

BBE BcAKa rpyna, HeXXeNaHHTe peakiiui ca NPeACTABEHH MO peJl Ha HaMAaNABallla CEPHO3HOCT.

Ilpy BB3pacTHH, CAEAHKHTE HEXENaHu ChOHTHA ca OWIM NOK/IANBAHH NO BpeMe Ha KIIHHHYHHTE
H3NHTBaHHA, C 9Y€CTOTa NOJ00OHA Ha “ECTOTATA Ha HabmoaBaHHTE B rpynara ¢ nnanebo:

Hapywenus na nepssama cucmema:
YectH: rnaBobosnne, ChHIMBOCT, 3aMaliBaHe

Hapyuienus na ovume
C HeH3BeCTHa YECTOTA: 3aMbIVIEHO 3PEHHE

CmoMauno-YpeeHu RapYuteHus
YecTH: ragene

Obwu napywenun u ehexmu Ha MACMOMO KA NPURONCERUE.
HeuecTH: yMopa

Ilpu BB3pacTHH, CAICAHHTE HEXENaHH CHBONTHA ca OWIM AOKAAZIBAaHH B MOCT-MAPKETHHrOBO HabmoAcHuUE.
YecToTaTa, C KOATO T€ HACTLIIBAT € HEH3BECTHA (HE MOXE /A C€ ONPEAEHH OT HANHYHHTE JaHHH ):

Hapyuwienua na umynnama cucmema.
Peaxii#i Ha CBPBLXYYBCTBHTENHOCT NPOABEHH C AHTKOESAEM, CTATAHE B IbPAHTE, AUCIHEA, 3a9epBIBaHe Ha
JHLETO H CACTEMHA AHADMIAKCHA.

Hewxuvru napyuienun.

Copoevnu napyiuenun.
Taxuxkapaua, HaNnNuTaLHH




Cmomauino-upeetu Rapyuienus:
HNuapus

Hapywenua na xoaxcama u nodxoxcnama mvxan:
Obpus, ypTukapua, cepbex

CrolliaBane Ha HOZO3MPaHH HEXeNaHH PeaKIuH

CrobinaBaHeTo Ha MOA03MPaHH HeXeNAHH peakiluy Cyie]l pa3pellaBaHe 3a ynorpeba Ha JiekapcTBeHHUA
HPOAYKT € BaxHO. ToBa Mo3BoOJIABA Aa MPOAL/IKH HabMIOAEHHETO Ha CHOTHOIWIGHHETO NION3a/PHCK 3a
NIEKAPCTBEHHA NPOAYKT. OT MEAHLIMHCKUTE CHEMHAIRCTH ¢ H3HCKBA fa CHoOIaBaT BCAKa NOAO3HPaHa
HEXCNAHa peakuns Ypes M3mbaHMTENHA areHI{HA N0 JieKapeTraTa yi. ,,Jlaman ['pyes” Ne 8, 1303 Codus,
Ten.: +35 928903417, yebeaiit: www.bda.bg.

4.9 Ilpeao3npane

I1pn npexosupane ¢ pexcodenanuuos xuAPoXNOphA ce choOILABA 38 3aMaiiBaHE, CHHIIMBOCT,
OTTIANHANOCT H CYX0Ta B ycTaTa. [IpH Bb3pacTHH MHAMBHIN ca MpHIAraHH eHOKpaTHH 1034 Ac 800 mg u
A034 110 690 mg ABa TETH JHEBHO B NPOAbJDKEHHAE Ha 1 Mecen M 240 mg BeqHBXK JHEBHO E
IPOABIDKCHNE Ha | rognHa 6e3 pasBUTHE Ha KIHHHYHO SHAYMMH HEXKENAHH JIEKapCTBCHH PeaKiiy B
CpapHeHHe ¢ mianebo. Makcumantarta Tonepupana f03a Ha (excopeHATHHOB XHAPOXIIOPHA HE €
YCTaHOBSRaHA.

3a orcTpaHsBane Ha HeabcopOHpaHUa NPOXYKT TpsOBa fa Ce NpeANpHEMAT CTAHAAPTHA MEPKH.
[Ipenopbusa ce CHMITOMATHYHO H IOAXBPIKALLO JieueHHe, XeMOIHAIH3aTa He OTCTpaHABA €(PEKTHBHO
dexcodeHanHOB XHAPOXIOPHE OT KPBHBTA.

3, OAPMAKOJOIM NYHM CBOICTBA

3.1 PapMAKOARHAMAYHE cBoOlicTBa
PapMakoTepaneBTHIHA I'Pyna; aHTHXHCTAMHH 3a cHeTeMHa ynorpeba, ATC kon RO6A X26

Mexann3eM Ha fAelicTRHE
Dexcodenanuros xuapoxnopuz ¢ H1 antuxucraMiH 6e3 CeRaTHBHO AeliCTBHE. (dexcodenannu e
(papMaKoNIOTHIHO aKTHBEH MeTaGoHT Ha Tepdenanus.

Knunnuna epukacHocT # 6e300acHOCT
[1poyuBanmsTa no meroza “wheal and flare” ¢ xucTamMun npH YoBeXa cien MpHNAraHe Ha

dexcodenanHoB XUAPOXMOPH/ BEAHBAK WIH ABA IThTH HEBHO TOKA3BAT, 4 JICKAPCTBOTO NPHTEXABA
aHTHXHCTAMHHOB e(eKT, KOHTO 3ano4Ba cnej eqMH Yac, 10CTHra MAKCHMYMa CH Ha 6-Hs 4ac H
npoxbikaBa 24 yaca. Hama fannu 3a pasBHTHE Ha TOJICPAHTHOCT KbM Te3H eeKTH cnej 28 AHYM NedeHHe.
HamepeHo e no/oKHTeNHO OTHOIIEHHE J03a-0TIOROP MexcAy A034 or 10 mg a0 130 mg, npuetn
nepopanto. [IpH T031 MOAEN Ha AHTHXHCTAMMHOBA AKTHBHOCT € HAMEPEHO, 4€ ¢4 HeoOXO0IMMH JO3H OT
HaH-Manko 130 mg 3a focTHrane Ha mocToAHeH edekT, KOHTO ce NORTbPKaA Hax 24 yaca. MakcHManHOTO
HHXHOHpaHe B KO)KHHTE Y4aCThIIA C YPTHKH K XHniepeMus € 6mmo Hax 80%. KIMHUYHNTE n3nuTBanus,
NPOBEACHH MPH MAUMEHTH CbC CE30HEH AIEprU9eH PHHHT, ca NOKa3amy, 9e Ao3a oT 120 mg e pocrarpuna

24- , SS
3a noAAbpXkaHe Ha 24-yacopa edeKTHBHOCT Zan ﬂg\\_
gf '\

»

He ca HabmogaBann 3HauuMu pasnuxy B QT. HHTEpBAIMTE B cpaBHeHHe C ITauedy/ ARk paipesgy Cacv \\
CC30HEH ANCPrudeH pHHHT, NONy4YaBan pexcodeHaAMHOB XHAPOXIOpHA A0 240 nip HBA I ﬁeﬂﬁﬂm: \
npoab/okeane Ha 2 ceamun, He ca KabnioaaBany sHAYHMH Pa3iiHKH B cpaBHEHHc 1 T e
HHTCPBAIHTE ¥ IPH 37ipasu A00pOBOJLM, TI0Ny4YaBaan hekcodeHaATHHOB XuapoxiopRi




ITETH JHEBHO B MPOABILKEHHE Ha 6 Mecena, 400 mg ABa meTH AHEBHO B NPOABIKEHHE Ha 6.5 AHM H 240
mg BeIHbK AHEBHO B npoabmkenne Ha 1 roguHa. ®excodeHannd B KOHUEHTPALMH 32 MbTH NO-rONeMH
OT TEpanEeBTHYHHTE NPH YOBEKA HE € HMaN edexT Bppxy 3abaseHH K+ KaHanu, KNOHHPaHH OT YOBEIIKO
Chplie.

DexcodenannHoB xuapoxnopua (5-10 mg/kg nepopanto) e uRxubupan 6porxocoazsMa, HHAYLHPaH OT
8HTHIeH, NpH CEHCHOUNM3HPAHH MOPCKH CBHHYETA, a B CYNpaTepanesTHYHH koHueHTpaums (10-100 pM)
e HHXHOHpas 0cBoOOKIABAHETO HA XHCTAMHH OT NMEPHTOHEATHH MACTOLIHTH.

5.2. PDapMAKOKHHETHEIHH CBONCTBA

Abco

OexcopeHanuHOB XHAPOXNOpHA ce pezopOupa OLp30 B opranH3Ma cliell IEPOPANHC NPHIOKEHHE, KATO
Tmax ce pocTHra npubnusntenno 1-3 yaca cnea npunoxenueto. CpeaHara cTodHOCT HA Comu €
npubnmsurenno 427 ng/ ml cnen npunarane Ka n03a ot 120 mg peANb X JHEBHO.

Pasznpenenenve
{excodieHaNlH ce CBBP3BA C MJIa3MEHHTE NpoTeuHH B 60-70%.

bu 0 H €TUMUH e

QexcodeHaNH Ce NoANara Ha He3HaYMTeNeH MeTaboIH3BM - Y4epHOAPOOCH B H3BBH YepHoApobeH. Toli e
€HHCTBCHOTO OCHOBHO CheAMHCHHE, MACHTHQHLMPAHO B YpHHATA H QeKaHHATE NPH XKHBOTHH H XOpa.
[IpodHrbT Ha na3MeHUTE KOHIEHTPaLHH Ha (excodeHanrH cieApa OH-eKCIOHEAHANIHA KPHBA C BpeMe
Ha nonyxuBoT oT 11 o 15 waca cneg MHOrokpaTHo npuiokensue. GapMakoKHHETHKATA Ha
excodeHaiHH crie] €IHOKPATHO H MHOTOKPATHO NMPHIOKEHHE € THHEHHA 3a nepopaiHn Ao3u o 120 mg
JABa MbTH AHEBHO. Jl03a oT 240 mg aBa ITTH AHEBHO JJaBa MAJIKO MO-TOAMO OT HPOMIOPIHOHATHOTO
yBenuucHHe (8.8%) Ha nnomTa non KpUBaTa B PABHOBECHO CHCTOSHHE, KOETO NOKA3Ba, Ye
dapmakokHHETHKATA Ha (pexcodeHaHH € NPaKTHYECKH JHHENHHA NPH A03u Mexay 40 mg u 240 mg
AHeBHO. CHUHTa Ce, 4e XKIIbYHATA eKCKPEeLHs € OCHOBHHAT ITHT HA eIMMHHMpaHe, kato A0 10% ot npuerara
11033 C& EKCKPETHPA B HEMPOMEHEH BHJ ¢ YPHHATA.

53 IIpeaxananuun Aannn 3a Gezonacuoct
Ky4era ca noHacanu 450 mg/kg ABa MbTH NHEBHO B NPOALIKEHHE HA 6 Mecena | He ca MOKA3AH

NpH3Hal HR TOKCHYHOCT ¢ H3KJIIOUCHHE Ha ITOBpbINAHE MOHAKOTa. U nipy w3cneasaHns BBPXY KydeTa H
IPH3avH C €THOKPATHH J03H HE Ca HaONoJaBaHU HAXONKH, CBbP3aHH ¢ TPETHPAHETO.

[Ipoy4usanusTa Ha TBKAHHOTO pasznpesenceHue ¢ Oena3an dexcodeHaAHHOB XHAPOXIIOPH/ BbPXY ILTbXOBE
noKa3Ba, 9¢ pexcoeHaniH He NpeMHHAaBa KpPbBHO-MO3BuHaTa Gapuepa.

PexcodeHaJHHOB XHAPOXJIOPHA He € NOKa3an MyTareHeH edeKT IPH Pa3iindHA TECTOBE 38 MyTar¢HHOCT
in vitro 4 in vivo.

KaHLEeporeHHHAT NoTeHUHAN Ha dekcodeHaIHHOB XHAPOXIOPHA € OKN OLeHIBAH ¢ IOMOLITA Ha
NOAABPXAINH PapMakOKHHETHYHH H3CIEABAHHA Ha TepdeHaIHH, MOKA3BalllH eKCIO3HIHA Ha
dbexcopenanunoB xuapoxaopna (upes mwiazmenure croiinoctd Ha AUC). He ca mabmoasany naHHH 32

KAHIEPOTeHHOCT MPH IUIBXOBE M MHIIKH, TpeTupanu ¢ Tepdenazns (a0 150 mg/kg AHEBHO).




6. ©APMAIEBTHYHM JAHHH

6.1. Cinachk Ha BOMOIIARTE BLIIECTBA
- copyesuna rva mabaemxama

MHKpOKpHCTaNHA LeTyNo3a
IlpexenaTHHHPAHO UAPCBHYHO HHUILIECTE,

Kpockapamenosa HaTpui,
Marsneaues creapar.

- unmupawyo noxpumue

XunmpoMenosa,

MMosuaon K30,

Turasos gaoxcua (E171),

Kononaen 6e3sosieH CHNHIHEB JHOKCHI,

Maxporon 400,
YeppeH xeneseH OKCHI
Jnir xeneseH oxcup (E172).

6.2 HechBMEeCTHMOCTH
HaMa H3BeCTHH

6.3 Cpok Ha roguocr
3 roaguHA.

64 Croeunajau yCJIOBHS HA ChXpaHeHHE
Hsma criel{HaNHH H3HCKBAHHA 3a ChXpaHeHHe

6.5 Bua B chIbPRAHHE HA ONAKOBKATA
PVC/PE/PVDC anymuunes Omucrep:

- cul unu Gan senpospaver PVC 6auctep (200 pm) namuunpan ¢ PE duwim (30 pm) noxput ¢ PYDC
(90g/v)

- amymuHueso Gomo (20 pm) NOKPHTO ¢ TEMICPATYPHO 3aNEATAHO JIBKOBO NOKPHTHE

PVC/PVDC anymunnes Omacrep:

- 6an Henpospaden PVC 6imcrep (250 um) nokpur ¢ PVDC (90g/M2)

- anyMuHHeBo donno (20 pm) NOKPHTO ¢ TEMNEPATYPHO 3aMNCYATAHO NAKOBO OKPHTHE.
BiaHcTepUTE Ca ONAKOBAHH B KAPTOHEHH KYTHH

Ilpennarar ce onakoBkd ot 10 # 30 Tabnerku, onakopaHi B KAPTOHEHA KYTHA.
He BCHYKH BHAOBE OITAKOBKH MOTAT Aa OB/AT NyCHATH B MpoAaxOa.

6.6 CrnennanHn npeAna3sHH MEPKH NPH HIXBLJISHE

Hama conenMantHy H3ACKBaAHNA

7. NMPATEXATEJ HA PASPELHIEHHUETO 3A YIIOTPEBA




Opella Healthcare France SAS,
82 Avenue Raspail,
94250 Gentilly,

OpaHumas

8. HOMEP HA PA3SPEIIEHHETO 3A YIIOTPEBA

Permcrpaumonen somep: 20010553

9. ATA HA ITBPBOTO PA3PEUIABAHE 3A YIIOTPEBA (MIOJHOBABAHE HA
PA3SPEIIEHUETO)

Jlata Ha MHPBOTO pa3spelnaBale 3a ynotpeba: 12.06.2001

JlaTa HA TIOCACAHO MOJHOBABAHE HA pa3pelleHHETo 3 ynorpeda: 03.01.2012

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

09/2023




