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1. HME HA JEKAPCTBEHHA NMPOAYKT

AJierpa 120 mg puamuapanu Tabaerkn
Allegra 120 mg film- coated tablets

2. KAYECTBEH H KOITMYECTBEH CbCTAB

Beska rabnerka coabpxka dekcoderannnos xuapoxnopui (fexofenadine hydrochloride ) 120mg,
exBuBajieHTEH Ha | |2 mg pekcodenanmn.

32 MbJHKA CMUCHK HA MOMOLLHKUTE BELLIECTBA BUXKTE To4Ka 6.1,

3. JEKAPCTBEHA ©®OPMA

PDunmupana Tabnetxa

Tabnetknte Anerpa 120 mg ca ¢ UBAT Ha npackoBa U ¢ opmaTa Ha kancyna ¢ pasmep 6,1 x 15,8 mm,
KOSATO OT e€AHaTa CTpaHa uMa MapkHpoeka .,012” a ot apyrarta cTpaHla ,.e”.

4. KJAHUYHHU JAHHH

4.1. TepaneBTHYHHW NOKa32HHA
Anerpa 120 mg e nokalaHa npv Bb3pacTHH H Aena Ha 12 ¥ noBeye roavHM 3a obaexyeHue Ha
CHMNITOMHTE, CBLP3aHHU C ANeprdYeH PHHMT.

4.2.  Jlo3HpOBKA H HAYHH HA NPHJIOKECHHE

Ilo3upoBKa
Bvipacmuu

lpenopbusanarta ao3a dekcopeHaqMHOB XMAPOXIOPHA 33 BbIPAcTHH € 120 mg BeHBb¥K AHEBHO,
NpueMaHa Npean XpaHeHe.

Qekcodenanun e PapMakoNOrHyHO aKTHBHHA MeTabOINT Ha TepdeHaaHH.

Heouampuuna nonyarayus
. Heua Ha 12 v noBeve roauHH

[TpenopbusanaTa n03a PpekcopeHaIMHOB XHAPOXNOPHU 32 Aeua Ha 12 W noBeye roanuHH e 120 mg BEeJAHDBK
AHEBHO, NPHEMAHA NPEAN XpPaHeHe.

. Heua noa |2-roauiuHa Bb3pacT
EexTHBHOCTTA N Be3onacHocTTa Ha dexcodeHaanHoB xuapoxiopua 120 mg He € npoyuBana npH aeua
nol 12-roauiina Bb3pacT.

[Tpy aeua o1 6 no 11 roanwmua eu3pact: pekcodenannt xuapoxaopua 30 mg TabreTku e noAxoasaTa
¢opma 3a NnpunoOKEHHE H 03MPAHE NPH Ta3H NOMYNALMS.

Creyuaihu nonyiayuu
[IpoyuBaHHATa NpK CNEUMANHH PHCKOBH IpyrH (NAaLMEHTH B CTAPYECKa Bb3PacT, 6OHHK
OBOpeyHa UK YepHOAPOOHaA yHKUNS) NOKA3BAT, Y€ He € HeoOX0AMMO Aa ce KOpUTUpa
pexcodeHaAMHOB XWAPOXIOPHA NPH TE3H NALHEHTH.



4.3. IIpoTMBONOKA3AHHA
CBPbXUYBCTBHTENHOCT KbM @KTHBHOTO BELUECTBO WIIH KbM HAKOE OT ITOMOLULHHTE BELLECTBA, H3OPOEHH B
Touka 6.1.

4.4. CnenHanHpy npegynpex/IcHHs H NpeANa3HH MePKH npH ynotpeba

CbluecTBYBaT OrpaHHUEHH 1aHHH 3a PUIOKEHNETO HAa NPOAYKTA MPH MALMEHTH B CTAPYECcKa Bb3PacT i
bonuu ¢ yBpeneHa 6u6peuna unn yepHoapobua dhyHkuua. DekcodeHaanHOB XHIPOXIROPHA TPabBa aa ce
Mpuiara BHUMATEHO NPH TE€3N CRELUHANHHU Ipynu (BHX Touyka 4.2).

Maunenty ¢ aHamHesa 3a MK CBLUIECTRYBALUN ChPAEYHO CHAOBH 3ab0aBaHus, TpOBa aa 6baatT
NPpeAyNpEeEHN, Y€ AHTHXUCTAMHHHTE KaTO JIEKAPCTBEH K/ac, Ce CBBbP3BAT C HEXENAHN PEeaKLUMH KaTo
TaxHKapaHR W cbpueOueHe (BHxTe Touka 4.8).

Anerpa 120 mg cbaLpxa HaTpHH
Tosa nexapcTBo Chabpka no-manko o1 | mmol Hatpuit (23 mg) na TabneTka, T.e. NO CHLLECTBO € .,6e3
HATPHH".

4.5. B3auMoaelcTBHA ¢ APYrH JIeKAPCTBEHH NPOAYKTH H APYrH GOpMH Ha B3aHMOJelcTBHE
DekcodeHannt He ce noanara Ha BuoTpaHcdopmaLus B YEPHUS Apo0 U NOPAaAKN TOBA HE B3aMMOAEHCTRA C
APYTH NIEKapCcTBa NOCPEACTBOM YEPHOAPOOHHTE MEXaHHIMH.

PekcodeHannt e P-rnukonporenH (P-gp) u cy6cTpar Ha TpaHCnOpTHpaLL NONUNENTH HA OPTraHUYHM
aHHOHH (organic anion transporting polypeptide, OATP). CrnsrerBaiara ynorpeba Ha dekcodeHammuH ¢
MHXHOHUTOPH HIIH HHIYKTOPH Ha P-gp Moxe 1a noBnMAe excno3nuHsTa Ha pexcodenaant. JlokasaHo e, ue
€1HOBPEMEHHOTO NPHNOKEHHE Ha dekcoPeHanHHOB XNAPOXIOPHA ¢ HHXUBHTOPH Ha P-gp, epUTpOMHUMH
WY KETOKOHA30.l, BOAX A0 YBEIHWYEHNE 2-3 MbTH Ha MNa3MEHaTa KOHUEHTpauUa Ha dexcodeHaanH.
[TpoMenuTe He ca bunu cbnpoBoXkaAaHu ¢ edekTH Bbpxy QT-#HTepBana n He ca GHAN CBBP3AHM ¢
YBEJIHYCHNE HA HEXKENAHHTE PEAKLMH B CPABHEHHE CHC CAMOCTOATENHOTO NPUNOKEHHE HA NEKAPCTBEHHTE

IPOAYKTH.

KnuuuyiHo npoyyBaHe 3a B3aHMOJeHCTBHSA OT TUNa »»JICKAPCTBO-JIEKAPCTBO ™ NOKA3Ba, Y€ €AHOBPEMEHHOTO
NPHNOXEHHE Ha ananyTamuA (cnab unaykrop Ha P-gp) u eaHokpatHa nepopansa posa 30 mg
¢ekcodenannn Boan o 30% nHamanenne Ha AUC Ha dekcodenaamH.

He e nabnoaaBaHo kKnuHMYHO BlanmoneiicTBHe Mexay ¢ekcodeHaarH u omenpason. [Ipunaranero obaye
Ha aHTHALHAH, CbAbPXAllH alyMHWHHEB H MAarHe3HeB XHAPOKCHA, 15 MUHyTH npean dekcodeHaguHOB
XKHAPOXJOPHUA € MPHYHHHIO HaMaJIEHHE Ha OHOHANHYHOCTTA, Hal-BEPOSTHO OBKALLO CE HA
B3aHMOJEHCTBHE B CTOMALIHO-4PEBHHUA TPAKT. [IpenopbuBa ce HHTEPBANDT MEXAY NPHIOKEHHUETO HA
(hexcoPenannHOB XHAPOXIIOPHL M AHTHALMANMTE, CbIBPXKALUH ANTYMUHHEB W MArHE3HER XHAPOKCHA, Aa
Onae He no- kpaTbKk 0T 2 yaca.

4.6. QepTHaANTET, OpEMEHHOCT H KLPMeHe

bpeMeHHOCT
Hsima noctarsyio AaHHH 3a ynotpebarta Ha dekcodeHaaHHOB XHAPOXIOPHI NPH GPEMEHHH KEHH.
OrpaHH4eHH NpoyYBaHHA NPH XHBOTHH HE OTKPHTUBAT AMPEKTHH MITH HHAMPEKTHH eDEKTH No
OTHOLUEHHE HAa OPEMEHHOCTTa, eMOPHOHANHOTO/PETANTHOTO Pa3BUTHE, PAXIAHETO H NOCTHATANHOTO
pazBHTHe (BMXkTe Touka 5.3). PexcodeHaaHHOB XHAPOXNOPHA He TpabBa Aa ce H3NOMI3Ba NO BpeMe Ha
OpPEeMEHHOCT, OCBEH aKO TOBA € HANOXKHTENHO. '

KbpMeHe

Hsama aaHHuH 32 CHABPKAHHETO HA KbPMaTa clled NPRNOKEHHETO Ha hekcodeHaAMHOB
MaK Npy NpHNAraHeTo Ha TEPAHHAPHH NPH KbpMeELLU Maiiki, Oellle OTKPHTO, He dekco




npeMHHaBa B kbpMmara. [lopaan Toea pekcopeHagzHHOB XHAPOXJIOPHA HE Ce NPENOPBYBA 32 KEHH, KOUTO
KbPMAT J€LaTa CH.

Gepruanrer
Hsama nannn npu xopa 3a edekta Ha PekcodeHaanHOB XHAPOXNOPHA BEPXY (epTUanTeTa. [1pH MHLIKH
HE € HMaNo edeKT BbpXy PepTHNHNTETA Npu nevenye ¢ pekcodeHaaAHHOB XHAPOXNOPUA (BHKTE TOUuka S.3)

4.7 EdexTH BLpxy cnocobrocTTa 3a modupaHe nan pabora ¢ MalAHHA

B13 ocHOoBa Ha papMakOANHAMHYHHA NPO¢HA U ChOOLICHHTE HEXENAHN NEeKAPCTBEHH Peakiiii MAJIKO
BEPOATHO € PeKCOPEHAAHHOB XHAPOXNOopHA TabneTky 1a npean3BUKaT ePeKT BbpXY CnocobHOCTTa 3a
wodnpane nnu pabora ¢ MawnHu, C noMolITa Ha OOEKTHBHU TECTOBE € J0KA3aHO, Ye AJierpa He OKa3Ba
3HAYUTENIHO AEHCTBHE BbPXY (PYHKUKATA Ha LEHTpaNnHaTa HEPBHA CHCTEMA. ToBa 03HauaBa, ye
MauHEeHTHTE MOraT Aa WoghHpaT HIH 4a W3IMbIHABAT 3ad4H, KOHTO W3HCKBAT KOHLIEHTPALHKSA. 3a Aa ce
HACHTHOHUMpAT 00aye HyBCTBHTEIHUTE LA, KOUTO UMAT HeoOKualina peakiiia KbM JIEKapCTBOTO, Ce
npenopbyBa Aad ¢€ NPOBEPH HHAWBHAYATHHA OTrOBOP NpeaU WodHpaHe HAH H3IMbAHABAHE HA CIOXKHH
3a1a4H.

4.8 HexenaHu eKapcTBeHH peakKUHH

KbaeTo e NpHaoKUMO ce H3NOoN3Ba CNeHOTO NOAPEXKAAHE CNPAMO YeCcTOTaTa: MEOTO uecTH > 1/10; uecTH
>1/100 1 <1/10; newectu >1/1,000 u <1/100; peakn >1/10,000 u <1/1,000; muoro peaxu <1/10,000 u ¢
HEU3BECTHA YE€CTOTA (OT HATHYHUTE JAHHKU He MOXe aa ObJe HanpaseHa OLEHKA).

BbB BcsAka rpyna, HeXeNaHHTe peakiHH ca MpeacTaBeHH No ped Ha HaMansBalla CEPHO3HOCT.

[1pn BBL3pacTHH, CAeAHHTE HEXeNaHH CbOUTUA ca OUNM JOKNANBAHH MO BPEME HA KJIIHHHYHHTE
H3NWTBAaHKA, C YeCTOTa NOA0DKaA Ha YecToTara Ha HabmoaaBaHWTe B rpynara ¢ nnauebo:

Hapywenus na nepsnama cucmeva:
YecTH: rnasobonue, CbHAHBOCT, 3aMaitiBaHe

Hapyuwenus na ovume
C HEU3BECTHA YeCTOTa: 3aMbINIEHO 3PEHHE

CmoMawHoO-4pesrU Hapyuenist
YecTH: rageHe

Obwyu Hapyuenus u edpexmu Ha MACMOMO HA NPUTONCEH UE !
HeyecTu: yMopa

[IpH BB3pACcTHH, CeAHHTE HexenaHu cbOMTHA ca OMNKM NOKNAABaHK B MOCT-MAPKETHHIOBO HabAl0AeHHe.
YecToTaTa, ¢ KOATO Te HACTBMBAT € HEN3BECTHA (HE MOXeE Ra Ce ONpeAeNd OT HATHYHHTE AAHHU )

Hapywenus na umynnama cucmema:
Peakunn Ha CBPLXYYBCTBUTENHOCT NTPOABEHU C AHTHOCAEM, CTATAHE B TbPAKTE, JHCNHESN, 3a4ePBIBAHE Ha
JTAUETO U CUCTEMHA aHAPHUNAKCHA.

Hcouxuunu napyuternus:
WHCOMHNS, HEPBHOCT, HAPYILEHUA Ha CbHA UIH KOLIMapH / abHOPMHU ChHHLIA (MapaHos

CbpoevHUu HAPYVILEH U
Taxukapans, nannuranuu




CmosMawno-upesnyu HapyueHun.
Huapus

Hapywenun na xoowcama u nooxkoxcnama moram:
O0puB, ypTHKapHa. CbpOex

(CvobuiaBane Ha NOAO3NPAHHU HEXENAaHH peakLHnH

C10011aBaHETO Ha N0A03HPAHN HEXENAHHN PeakunH crel pa3pellaBaHe 3a ynotpeba Ha nekapcTBeHus
MPOAYKT € BaXXHO. T0Ba NO3BONABA A2 NPOABLINH HaBNIOAEHHETO HA CLOTHOUIEHHETO NON3a/PUCK 3a
NEKAPCTBEHNA MPOAYKT. OT MEAHUMHCKHTE CIELHATUCTH €& N3MCKBA a cbobluaBaT BCSKa NOJ03MpaHa

HEXeNaHa peakuna upes M3nbauuTenHa arenuns no nekapcTaara yi. . Jlamsan ['pyes” Ne 8, 1303 Codus,
Ten.: +35 928903417, yebcaiit: www.bda.bg.

4.9 Ilpenosupane

[lpu npenosupaHe ¢ gpekcoPeHaaUHHOB XHAPOXIOPHS Ce chobLIaBa 3a 3aMaliBaHe, ChHIIMBOCT,
OTNA/HANOCT H CyX0Ta B ycTara. I1pH BL3pacTHH HHAMBHAM Ca NpHUIAraHy eAHOKpaTHH 203H 10 800 mg i
A03H o 690 mg ABa NbTH JHEBHO B NpoABIKEHUE HA | Mecell MK 240 mg BEAHBK AHEBHO B
NPOABIKEHHE HA | TOAMHA O€3 Pa3BUTHE HA KAMHHYHO 3HAYUMM HEXENAHH IeKapCTBEHH PEaKLUHH B
CpaBHCHUe ¢ nnauebo. MakcumanHarta TofieprpaHa a103a Ha ekcoeHaIMHOB XHAPOXIOPH HE €
YCTaHOBABAHaA.

3a oTcTpaHABaHe Ha HeabcopOHpaHHSA NpoayKT TpAGBA aa ce npeAnpueMar CTaHAapTHH MEPKH.
[IpenopbHBa ce CHMNTOMATHYHO H NOJABLPIKALLO NeueHHe. XEMOARATN3ATA HEe OTCTPAHABA edeKTHRHO
pekcodeHaJMHOB XHMAPOXJIOPHA OT KPbLBTA.

s. GAPMAKOJIOTHYHH CBOHCTBA
3.1 DapMaKOAHHAMHYHH CBOjicTBA

DapMaKoTepaneBTHUHA IPyNa: AHTHXHCTAMHH 3a cHcTeMHa yiioTpeba, ATC kon RO6A X26

MexaHH3bM Ha aeHcTBHE
DekcodeHannnos xuapoxnopua e H1 antnxuctamun 6e3 cegaTuBHo aeicTaue. DexcodeHaauH e
¢apMaKoIOrHuHO akTHBEH METabONUT Ha TepderaaHH.

KanHu4Ha edukacHocT n §e30nacHOCT

[TpoyuBaHHsTa no MeTona “wheal and flare™ ¢ XucTaMHH npu YyoBeka cnel MpUnaraxe Ha
(pekcodeHasMHOB XHAPOXJIOPHA BEAHDBXK MM /1BA IHTH AHEBHO MOKA3BaT, Y€ JIEKAPCTEOTO NPUTEXKAaBA
AHTHXUCTAMHHOB e(eKT, KOHTO 3anoUBa cnea eAuH 4Yac, A0CTHI2 MAKCHMYMA CH Ha 6-1a yac W
npoabaxkaea 24 yaca. Hama naHHW 3a pa3BHTHE HA TONIEPAHTHOCT KbM Te3H edekTH caea 28 1HM Neyenne.
HamepeHo € nonoXHTENHO OTHOLEHHE 103a-0TroBOp Mex Ay A034 oT 10 mg no 130 mg, NPUeTH
fiepopanto. [1pu To31 MoaeN HAa RHTHXHCTaMHHOBA aKTHBHOCT € HAMEPEHO, e ¢a HeoGXOANMH JO3H OT
Hak-Manko 130 mg 3a focTHrane Ha NocTosHeH edexT, KOHTO ce NoAabpxa Haa 24 yaca. MakCHManHOTO
HHXHOUpaHe B KOKHUTE YHACTBLUH C YPTHKH W XHNEPeMHA e 6uno Hag 80%. KIIMHHYHUTE M3NHTBaHMA,
NPOBEAEHH NPH NALMCHTH CHC CE30HEH A/ICPrHYEeH PHHHMT, Ca NOKa3alM, ve 103a ot 120 mg e JocTaTbhuHa
3a NOAAbLPXKaHe Ha 24-yacoBa eeKTHBHOCT. -

He ca uabatonaBanu 3Haunmu painuxu B QT HHTepBanuTe B cpaBHeHHE ¢ Nnauebo npu
CE30HCH aNEPryeH PUHNUT, MoJyvasaid ekcoPeHaanHos xuapoxaopua ao 240 mg as




MbTH AHEBHO B NPOAbIKEHHE Ha 6 Meceua, 400 mg ABa NBTH AHEBHO B NPOIBLAXKEHHE Ha 6.5 1HH K 240
mg BEAHDbX AHEBHO B NPOoabakeHue Ha | roguna. ®excodeHaaut B KOHUEHTPAUHK 32 NBTH NO-TOJEMH
OT TepaneBTUUHHTE NPH HYOBeKa HE € UMan e¢dekT Bbpxy 3adaBeHn K+ kaHanu, KJIOHHPAHHN OT YOBELIKO
chbpue.

DdekcopenaanHos xuapoxnopua (5-10 mg/kg nepopanto) € nuxubupan 6poHxocnassma, HHIYLUHPAH OT
AHTHIeH, NPH CEHCHOHIU3HPpaHH MOPCKH CBHHYETA, a B CYNpaTepaneBTHYHM KoHueHTpaunu (10-100 uM)
€ HHXHOHpan 0CcBOOOXKAABAHETO HA XHCTAMHUH OT NEPUTOHEANTHH MACTOLIMTH.

5.2. OapMAKOKHHETHUYHH CBOHCTBA

AbBcopOuns

PDekcoPeHaaHHOB XHAPOXJIOPHA ce pe3opbupa 6bp30 B OpraHu3Ma ciel NepopaiHo NPHAOKEHHE, KATO
Tmax €€ gocTHra npubnuzutento 1-3 vaca cnen npunoxkennero. CpeaHata cTORHOCT HA Cpay €
npudnuzuTento 427 ng/ ml cnea npunarane Ha no3a ot 120 mg BeaAHDbX AHEBHO.

Pasnpeaenedue
PekcodenaanH ce CBbP3BA ¢ NMNa3MeHUTe NpoTenHHu B 60-70%.

buoTpaHcopMaiiHg U eNMMBHUpaHE

DekcoeHaauH ce noanara Ha He3HavYuTeNleH MeTaboNK3IbM - YepHOAPODEH W H3BBH YepHoapoben. Tol e
€ IHHCTBEHOTO OCHOBHO CbeANHEHHE, HACHTHUUNPAHO B YPHHATA ¥ (peKanuUTE MPH XKKBOTHH H XOpa.
[TpodunbT Ha NIA3MEHNTE KOHKEHTPALMUH HA PexcoderaanH cnensa OU-eKCNOHEeHLHANHA KPHBa C BpeMe
Ha noay>XUBoT OT |11 no 15 yaca ¢cnea MHOrOKpaTHO NpHnoxeHue. PapMaKOKMHETHKATa HA
dekcopeHaHH ciell EAHOKPATHO H MHOTOKPATHO MPUNOXKEHHUE € JINHEHHA 3a nepopainHu noiu 1o 120 mg
ABa NbTH AHeBHO. [lo3a oT 240 mg nBa NbTH AHEBHO 2aBa MAJlKO NO-TOJAMO OT NPONOPLHOHATHOTO
yBeanuenue (8.8%) ra nnolura noa kpuBara B paBHOBECHO CbCTOAHHE, KOETO NOKa3Ba, ye
papMakoKHHETHKATA Ha (peKCODECHAAUH € NPAKTHYECKH NHHEHHa NpH 103K Mexay 40 mg v 240 mg
AHEBHO. CyNTa Cce, Y€ KNbYHATA eKCKPEUHs € OCHOBHHUAT NbT HA eNUMHHWPaHe, KaTo 10 10% oT npHeTtara
1034 Ce eKCKpeTHpa B HENPOMEHEH BHUJ C YpHHaTa.

5.3 INpeaknuHHYAH nanHu 33 OelonacHoCT

Kydeta ca nonacsanu 450 mg/kg 18a NbTH AHEBHO B NPOABIXKEHHE HAa 6 Mecella H He ¢a NoKa3alH
MPH3HALUN HA TOKCHYHOCT € H3KNKOUEHHE Ha NOBpblIAHe NoHIKora. M npH u3caeBaHKa BbpPXY KyueTa H
rpM3a4H ¢ €1IHOKpaTHH A03M HE ca HAabMoaaBaHK HAXOAKH, CBbP3aHU C TPETHPAHETO,

[IpoyuBaHHATA HA TBKAHHOTO pa3npeneneHue ¢ SensszaH dpekcodeHaAMHOBR XHAPOXNOPHI BbPXY NNbXOBE
[nokassa, 4e ekcodeHaauH He NpeMHHaBa KPpbBHO-MO3bUHATA Hapuepa.

d}excad:»EHa,uHHﬂB XHAPOXNOpHU HE € NOKa3an MyTareHeH ecberc’r NPH Pa3IndHH TECTOBE 3a MYTAr¢HHOCT
In vitro M in vivo.

KaHueporeHHusT noTeHunan Ha gpekcopeHaAuHOB XHAPOXAOPHA € O1N OlleHABAH ¢ IOMOLLTA Ha
noaabpxalid papMakoOKHHETHYHH H3CTeABAHHS KA TepdeHaZMH, NOKa3BalllH eKCMO3HLUHNA Ha
pexkcopeHaIHHOB XHAPOXNOpUI (4pe3 nnasMmeHnTe croiivocTh Ha AUC). He ca HabnloaaBanu nanuu 3a
KaHUEPOreHHOCT MpH IBXOBE H MULIKH, TpeTUpany ¢ TepdenaauH (1o 150 mg/kg aHesHO).

[Tpy u3cnenBaHeTO 3a penpoAYKTHBHATA TOKCHUHOCT NPH MHLIKH, dexcodeHaIHHOBHSA XHAP
yBpexaa GEepTUNHOCTTa, He Belue TEpaTOreHeH W He HapyBallie Npe- 4 NOCT- HATANHOTO pa




6. DAPMALEBTHUYHH JAHHH

6.1. CHHCBK HA NOMOILHKHTE BELLECTBA
- Chpyesura Ha mabremxama
MukpokpHucTaina uenynosa
[IpexxenaTHHHpaHO LapeBHYHO HHILECTE,
KpockapaMenosa HaTpuii,

Maruesunes cteapar.

- pursmupawo noxpuniue

Xunpomenosa,

[Tonaou K30,

Turanoe auoxkcua (E171),

Konouaen Oe3pogeH CHAHLIMEB AHOKCHA.
Maxporon 400,

UepBes xeneszed okcuA

AKbat xenesen okena (E172).

6.2 HecLBMECTHMOCTH
Hsma W3IBECTHH

6.3 Cpok na rogHocT
3 roguHH.
6.4 CrneuHanns ycl10BASA HA ChLXPaHeHHe

HsMa cneunannmn H3MCcKkBaHHS 3a CbXpaHeHHe
6.5 BHA B chaALpxaAHHE HA ONAKOBKATA

PVC/PE/PVDC anymunues 6ancrep:
- CHH UIH 04 Henpo3apaded PVC 6auctep (200 um) namunnpan ¢ PE duam (30 um) nokput ¢ PVDC
(90g/m?)

- anymuHHeBo $onno (20 um) noKpUTO ¢ TEMNEPATYPHO 3aN€4ATAHO NAKOBO NOKPHTHE

HIIH

PVC/PVDC anymMunnes 6ancrep:
- 631 Henpospaued PVC 6aucrep (250 um) nokput ¢ PVDC (90g/m2)
- anyMHHUEBO (onHO (20 pm) NOKPHTO € TEMNEPaTy PHO 3ane4yaTaHo 1aKoBo NOKPHUTHE.

bMCTEpHTE Ca ONAaKOBAHW B KAPTOHEHH KYTHH

Npeanarar ce onaxkoskyu ot 10 1 30 TabneTky, ONakoBaHH B KAPTOHEHA KYTHA.
He BcHukyn BUIOBE ONaKkoBKH MoraT aa 6baaT nycHaT B nposaax0a.

6.6 Cnennajnn npeana3HH MepKH NPH HIXBLPJISHE

Hama cneunanHn H3HCKBAHKS

7. [MPHTEXATEJ HA PASPELIEHHETO 3A YIIOTPEBA

Opella Healthcare France SAS,




157 avenue Charles de Gaulle
92200 Neully-sur-Seine
OpaHuns

8. HOMEP HA PASPEIIEHMETO 3A YIIOTPEBA

Pernctpaunonen Homep: 20010553

9. AATA HA NbPBOTO PA3PELIABAHE 3A YIIOTPEBA (ITOJHOBJABAHE HA
PASPELIEHHUETO)

JiaTta Ha NbPBOTO paspenasane 3a ynortpeda: 12.06.2001
JlaTa Ha nocneaHo NOAHOBABAHE HA pa3pelleHHeTo 3a ynoTtpeba: 03.01.2012

10. JAATA HA AKTYA/IHIUPAHE HA TEKCTA

09/2023




