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1. UME HA JIEKAPCTBEHUSI ITPOJYKT 2l 920 2 4 -0- 778
Anerpa 120 mg puamMuapanu Tad/1eTKH
Allegra 120 mg film- coated tablets

2 KAYECTBEH U KOJIMYECTBEH CbCTAB

Bcesika Tabnerka echabpika dpekcodenanguroB xuapoxopua (fexofenadine hydrochloride ) 120mg,
ekBuBasieHTeH Ha 112 mg dekcodeHaauH.

3a NMbJIHUA CITUCHK Ha MOMOLIHUTE BELIleCTBa BHKTE TOUKa 6.1,

3. JIEKAPCTBEHA ®OPMA

dunmupana rabnerka
TaGnerkure Anerpa 120 mg ca ¢ UBAT Ha npackoBa W ¢ popmarta Ha kancyJia ¢ pasmep 6,1 x 15,8 mm,
KOSITO OT e/lHaTa cTpaHa uma Mapkuposka ,,012 a ot apyrara crpaHa ,.e”.

4.  KJVUHWUYHU JAHHH

4.1. TepaneBTHYHH NOKA3AHHS
Anerpa 120 mg e noka3aHa rpH Bb3pacTHU M Jeua Ha 12 ¥ noBeye rofMHH 3a 00JIeKYeHHUE Ha
CUMIITOMHUTE, CBbP3aHH C aJIEPruy€H pUHMT.

4.2. Jlo3MpoBKa H HAYHH HA NPHJIOKEHHE

Jlo3upoBKa

Bwv3pacmnu

[IpenopbuBanaTa n03a pekcoPeHaIMHOB XHAPOXIOPHA 3a Bb3pacTHH € 120 mg BeIHBIK IHEBHO,
py¥emMaHa rnpeau XxpaHeHe.

dekcodenanut e hapmMakoIOrHuHO aKTUBHUS METa00IUT Ha TepEeHAUH.

[Teouampuuna nonynrayus

® Jlenia Ha 12 ¥ noBeye rogUHU

[IpenopbuBanara no3a pekcodheHaMHOB XMAPOXJIOPHA 3a Aeua Ha 12 v noseye roauHu € 120 mg BeaHbK
JAHEBHO, NPUEMaAHAa Mpeau XpaHeHe.

e Jleua noa 12-roaviuHa Bb3pacT
EdextuBHocTTa M 6e3onacHocTTa Ha pekcopeHaauHoB xuapoxjopua 120 mg He e npoyuBaHa ripu jeua
noja l2-roauuiHa Bb3pacT.

[Tpu neua ot 6 no 11 roamiuHa Bb3pact: pexkcodeHaaud xuapoxaopua 30 mg tabieTku e noaxoasiara
dopma 3a npuaoKEHHE U A03UPAHE MPH TA3H MOIYJIaLMS.




Cneyuannu nonyaayuu
[Tpoy4BaHHATA NPH CNEUHATHA PUCKOBM IpynH (MaillueHTH B CTApUecKa Bb3pacT, OONHHU C yBpeacHa

6nOpeuHa unu vepHoapobHa GyHKLKA) NOKa3BaT, Y€ HE € HEOOXOIHMO [a C€ KOpHrupa no3aTa Ha
dekcopeHaAMHOB XHOPOXJTIOPHA NPH TE3H TIALIUEHTH.

4.3. IIpoTHBONOKa3aHHA . ,
CBpPBbXUYBCTBHTENHOCT KbM AKTHBHOTO BELUECTBO MM KbM HAKOE OT MOMOLIHHUTE BELIECTBaA, H3OPOEHH B
TOuKa 6.1. ‘

4.4. ChoeunanHu npegynpexieHHs H NPeANa3HH MePKH NpH ynorpeda

ChLUECTBYBAT OrpaHUUMEHH JaHHH 3a MPUNOKEHUETO Ha NPOAYKTa NpPH MALKHEHTH B CTAPYECKA Bb3pacT U
6onHH ¢ yBpeaeHa 6u0peura wiu yepHoapobHa ¢pyHkima. PexcodeHaTUHOB XHUAPOXNOpHS TpaOBa fa ce
ipUJIara BHAMATENIHO MPH Te3H CrielUaHy rpyny (Bwk Touka 4.2).

ITauMeHTH ¢ aHaMHe3a 3a WIH ChUIECTBYBAIH CHPAECYHO CbAOBH 3abongBaHus, Tpabea aa Onhar
npeayipeaeHy, Y€ aHTUXUCTAMUHHUTE KaTo JIEKaPCTBEH KJ1AaC, Ce CBbpP3BAaT ¢ HEXKEJaHH PEAKLHH KaTO
TaxXHKapaus H cupueOHeHe (BUXKTE Touka 4.8).

‘Anerpa 120 mg cuabpxa HaTpHH
Tosa aekapcTBo Chabpka no-Manko oT 1 mmol Hatpuii (23 mg) Ha TabneTka, T.e. N0 CBHIIECTBO € ,,0€3
HaTpHi™.

4.5. BiaumMoaeHcTBHSA ¢ IPYTH JIEKAPCTBEHH NPOXYKTH H APYrH ¢OopMH HA B3aHMOXCHCTBHE
dekcodenaauH He ce nognara Ha 6uorpancdopmalms B YepHUs aApod U NopaaH TOBA He B3aHMOAEHCTBA ¢
APYTH NeKapcTBa NOCPEACTBOM YEPHOAPOOHUTE MeXxaHK3MH. ChIThTCTBaLLATA yNoTpeba Ha
pekcodeHaquH ¢ epUTPOMHLIMH WIH KETOKOHA30J BOAM A0 yBeIHYeHWe 2-3 [THTH Ha I1a3MeHaTa
KOHLIEHTpaLms Ha dekcodeHaauH.[IpoMmeHuTe He ca 6unu cenpoBoXAaHH ¢ epekTu BbpXy QT-nHTEepBana
W He ¢ca OMAK CBBLP3aHU ¢ YBEJIUUCHUE HA HEXKE/TAHUTE PEaKLUK B CPABHEHHE CBC CAMOCTOATETHOTO
NPWIOKEHHE Ha JIEKAPCTBEHUTE MPOLYKTH.

[IpoyuBaHus npu »KHBOTHH NOKA3BAT, Y€ yBEIUUEHHUTE Ia3MEHH KOHUEHTPALMH Ha dekcoPeHannH cne
CBHITBTCTBALLA YNOTpeba ¢ ePHTPOMHIIMH MJTH KETOKOHA30 ¢a B PE3yNTaT MK Ha NoBHIIeHa abcopbuus B
racTpO-MHTECTHHAIHMS TPAKT, WU Ha NMOHMDKEHA ¥ TbYHA €KCKPELIMA HITH PECTIEKTHBHO MOHWKEHA
CTOMALIHO-YPEBHA CEKpELiHA.

He e HabmonaBaHo KIHHHYHO B3auMoaeiicTeue Mexxay dexcodeHaauH u omenpason. [Ipunaranero obaue
HA AHTHALMH, ChABPKAIIH ATYMHUHHEB M MAarHe3ueB XHAPOKCHUA, 15 MUHYTH npeaH ¢pekcodeHaIuHOB
XKAPOXJIOPH] € NPUYHHIWIO HaManeHUe Ha OMOHANTHYHOCTTA, Hal-BEPOATHO JB/DKALIO CE Ha
B3aHMOJEHCTBHUE B CTOMALIHO-UYPEBHUA TPAKT, [IpenopbuBa ce HHTEPBAIBLT MEXKAY MPHIOKEHHETO HA
pexcodeHannHOB XHWIPOXJOPHI K aHTHALUONTE, ChABPAALIHY ATYMHHHEB W MarHe3HeB XHAPOKCHL, 1a
Oblie HE Mo~ KpaTBK OT 2 Yaca.

4.6. @epTHAHTET, OPpeMEHHOCT H KbpPMeHe

bpeMeHHOCT
Hsama 1ocTarbyHO JaHHH 3a ynoTpebaTa Ha hekcodeHamMHOB XUAPOXIOPHA NPH GpEMEHHH JKEHH.
OrpaHW4yeHH NpoyYBaHUA NpPU IKUBOTHU HE OTKPHUTHBAT AMPEKTHH HIH HHAHPEKTHH €PEKTK
OTHOLIIEHHE HA OpeMEeHHOCTTa, EeMOPHOHANTHOTO/(PETATHOTO Pa3BHTHE, PAK/IAHETO
pazBuTHE (BHKTE TouKa 5.3). MekcodeHaanHOB XMAPOXIOPHA HE TPAOBA 1a ce Ui
OpEeMEHHOCT, OCBEH aKO TOBA € HANTOXKHUTEITHO.,




KnpMmeHe
Hsama naHHM 3a CBIbPXAHHETO HAa KbpMaTa CJIe] NPpHIoKEeHHETO Ha pekcodeHaHHOB xuapoxaopu. Bee

NaK rpd NpUaaraHeTo Ha TepAuHadUH NPH KbpMelln Maiiku, 6ewe OTKpUTO, Ye pekcodeHanuH
npeMHHaBa B KepMata. [lopaau ToBa pekcodeHagHHOB XMAPOXIOPHA HE CE MPENOPBUBa 33 KEHH, KOUTO
KbPMAT J€LATA CH.

QepTHIATET
Hama nadHH npu xopa 3a edexra Ha pekcodeHagHHOB XHAPOXTIOPHA BBpXY depThaHTeTa. [IpH MULLIKH

HE € UMATO ePeKT BBpXY pepTunurera npu Nevenre ¢ pekcoPeHaiHHOB XHIPOXJIOPHI (BHXXTE TOYKA J.3)

4,7 E¢exTn BEpPXy cnocobHoCTTA 32 modHpane nad paboTa ¢ MAMIAHA

Bb3 ocHOBa Ha dapMakoAMHAMHUYHUS NPOPIIT K CHOOLICHHTE HEXKENAHH NIEKAPCTBEHH PEaKLMH MANKO
BEPOATHO € PekcoPeHaIUHOB XHAPOXNOpHA TAONETKH Ja NPEAH3BHKAT edeKT BLPXY CNOCOOHOCTTa 32
modupare unn padora ¢ MaliHHA. C nomoluTa Ha 00EKTHBHH TECTOBE € A0KA3aHO, 4e AJierpa He oKkasBba
3HAYMTENHO JelcTBHE BBPXY DYHKLMUATA Ha LCHTpaNHATA HEPBHA CHCTEMA. TOBA O3HA4YaBa, ye
NALMEHTHTE MOTAT Ja IOoQKHPAT KIK Aa K3MBJIHABAT 334241, KOUTO U3HCKBAT KOHLICHTpalus:, 3a Aa ce
uaeHTHOHLMpAT 00aue HyBCTBUTETHHTE JINLIA, KOUTO UMAT HeoOH4YaiHa peakiisa KbM JIEKapCTBOTO, CE
fpernopbuBa Ja ce NpoBepH HHAUBUOYATHUA OTTOBOP NpeaH WohHpaHe WK U3ITHIHABAHE HA COXKHH
3aa4H.

4.8 Hexe/1aHH JeKAPCTBEHH peakiuHH

KbIero e npuaoxumo ce H3Non3Ba CleaHOTO NOAPEXAAHE CNpAMO YeCTOTaTa: MHOro 4eCTH 21/10; yectH
>1/100 n <1/10; HeuecTn >1/1,000 u <1/100; penku >1/10,000 u <1/1,000; mroro peaku <1/10,000 u ¢
HEW3BECTHA YeCTOTa {OT HAIMYHHUTE AaHHH He MOXke A2 Objie HarpaBeHa OUCHKA).

B1B BCAKA rpyna, HCKCJaHUTE p€aKUKUH Ca NpCACTABCHH NO pEll HA HaAMAJIsBallla CCPHO3HOCT.

[Ipy BB3PACTHH, CIEAHUTE HEXENAHU CLOUTHSA ca OWIK JOKJIAABaHH MO BpeMe Ha KTHHHYHHTE
H3MUTBAHUA, C YECTOTa NoAoOHAa Ha yecToTaTa Ha HAabNOgaBaHUTE B rpynara ¢ rnauedo:

Hapywenun na nepenama cucmema.
YecTH: rnapobonune, ChbHIUBOCT, 3aMaliBaHe

Cmomawino-ypesHu Hapyuwenus
YecTHu: rageHe

Obwu napyutenus u ehexmu Ha MACMONO HA NPUAOINCEHUE:
HeuyecTu: ymopa

[IpH BB3PAaCTHH, CIEIHUTE HEXENaHH CHONTHA ca OWiTH TOKIABaHH B NOCT-MapKETHHroBo HabmoaeHwue,
YecToTaTa, ¢ KOATO TE HACTHLNBAT € HEU3BECTHA (HEe MOXE Aa € ONpeJenH OT HATMYHUTE JaHHH):

Hapyuwenua na umyrnnama cucmema.

JULIETO U CUCTEMHA aHa(hUITAKCUA.




Heuxuunu napywenua:
MHCcOMHHA, HEPBHOCT, HAPYLICHUA Ha ChbHA WJIH KOLWMAapH /abHOPMHHM CHHHILLA (MapaHos )

CopOevunu Hapyuerus.
Taxukapaus, nannurauuy

Cmomauino-4ypesru HapyueHua.
Huapus

Hapywenus na xodcama u nOOKOXCHAMAa MuKan.
O6puB, ypTHKapHs, cbpoex

Cpofliuasane Ha NOAO3MPAHKM HEXKENAHH PEAKLIMH

Cpo611aBaleTo Ha NOJO3UPaHN HEXENTaHHW peakLMH Cliell pa3peiuaBaHe 3a ynorpeba Ha jiekapcTBeHHs
NPOAYKT € BaxkHo. ToBa MO3BONABA Aa NPOABILKH HaOMIOAEHHETO Ha CHOTHOLICHHETO NON3a/PUCK 32
JeKapCcTBEHHS NPoayKT. OT MEAHLIMHCKUTE CMELMaIuCTH Ce W3UCKBa Aa CboOIaBaT BCAKA MOAO3MpaHa
HE)XenaHa peaxiusa upe3 M3nmenHurenHa areHuus no nexkapereara yi. ,JlamsaH I'pyes” Ne 8, 1303 Codus,
Ten.: +35 928903417, yebcaiit: www.bda.bg.

4.9 IIpeaozupane

[Npu npenosupane ¢ pekcodpeHauHOB XUAPOXIOPHA ce cbhOO1ABa 3a 3aMaHBaHe, ChbHIKBOCT,
OTNANHATIOCT U cyXoTa B ycTata. [Ipy Bb3pacTHH HHAWBHAY Ca NpUnNaraHd eIHOKpaTHH J03u 40 800 mg u
1034 a0 690 mg nea MbTH AHEBHO B NpoabnkeHue Ha | Mecel unu 240 mg BeAHbXK JHEBHO B
npoALHKeHKe Ha | roanHa 6e3 pazBUTHE HA KNMHHYHO 3HAYHMH HEXETaHU NIEKAPCTBEHH PEaKLIHH B
cpaBHeHHeE ¢ utalebo. MakcuManmuaTa TonepupaHa 103a Ha pexcoPeHaAHHOB XUAPOXIOPUI HE €
YCTaHOBSABaHa.

3a oTcTpaHABaHe Ha HeabcopOHpaHHa NMpoayKT TpAbBa Aa ce NpearnpHeMaT CTaHAAPTHH MEPKH,
[MpenopbuBa ce CHMNTOMATHYHO M NOAABPKALLO JeueHHe, XeMoAuanu3ara He OTCTpaHaBa ePeKTHBHO
dekcoPeHaIMHOB XHAPOXJIOPH OT KPHBTA.

5. ®APMAKOJOINMYHU CBOUCTBA

5.1 (Dapuﬁuonnuauuqﬂa CBOHCTBA

dapmakoTepanesTHHA Ipyna: aHTUXMCTAMHUH 3a cicTeMHa ynotpeda, ATC koJ1 RO6A X26
MexaHH3IbM Ha ACHCTBHE

dexcodenanunon xuapoxsiopua € Hl antuxucramuH 6e3 ceaatuBHo acHcTBre. DekcodeHa nH ¢
bapMaKoJIOrH4HO AKTHUBEH MeTabONMUT Ha TepdheHaaHH.

Kannnyna edukacHoeT 1 6e30macHOCT

[IpoyusaHusaTa no Meroaa “wheal and flare” ¢ xucraMuH NpH HoBEKa ¢iiel NpUiIaraHe Ha
dekcoeHagUHOB XHAPOXJIOPM BEAHEXK WK ABA MbTU AHEBHO MOKA3BAaT, Y€ JICKaPCTBOTO MPHTEXKAaBa
AHTUXUCTAaMHUHOB e(deKT, KOWTO 3amno4Ba ciieq €AWH 4ac, ROCTUra MakCHUMyMa CH Ha 6-Hs 4ac
npoab/KaBa 24 yaca. HaMa 1anHM 3a pa3BHTHE Ha TOICPAHTHOCT KbM TE3H eeKTH cen 28 AHM JIeUueHKe.
HaMepeHo € MONOKHUTENHO OTHOWIEHHE A03a-0TroBop MexAy 4034 ot 10 mg ao 130 mg, npuetn

Haii-manko 130 mg 3a gOCTHraHe Ha MOCTOSHEH eeKT, KOHUTO ce MOAAbpKA H
MHXUOWpAHE B KOXKHUTE YHACTBLM ¢ YPTHKU U xunepemus € 0o Han 80%.

all S Nt KUGMAJPIOTO

/A




MPOBEAECHH MPH MAUHEHTH ChC CE30HEH anepryivyeH pHHHT, ca NoKasany, 4ye fos3a ot 120 mg e nocrarbr4Ha
3a noJgasp:KaHe Ha 24-4acoBa €(PEKTUBHOCT.

He ca nabmogapanu 3HaYMMH pasznukk B QT uHTepBanuTe B CpaBHEHHE C Miaiedo npu NalUeHTH Cbe
Ce30HEH aNepruyeH PUHMUT, MOIyYaBany pexcodeHaIHHOB xuapoxaopua 1o 240 mg ABa METH AHESBHO B
npoab/ukeHue Ha 2 ceamuui. He ca HaGmonaBaHy 3HaUMMH pa3Nvky B cpaBHeHHe ¢ nnauebo B QT
MHTEPBAJIUTE W NPH 3ApaBH A06poBonLM, noyyasany pekcoPeHasuHoB xuapoxnopua Ao 60 mg asa
TbTH JHEBHO B NIPOIb/DKEHHE Ha 6 Mecela, 400 mg ABa nbTH JHEBHO B NPOABIKEHHE Ha 6.5 AHM 1 240
mg BeAHBX THEBHO B NMPOAbJDKEHUE Ha | roauHa. QexcopeHaauH B KOHIEHTpaUWH 32 NbTH 110-TOJIEMH
OT TepaneBTUYHUTE NPU YOBeka He e uMaJ edekT BbpxXy 3abaBeHu K+ kaHaMH, KIOHHPaHH OT YOBELIKO

CHPLLE.

dekcodenaarnos xuapoxiopua (5-10 mg/kg nepopanso) € uHXxubUpan GpoHxocnazbMa, HHIYUHPaH OT
aHTUrEH, IPH CEHCUOWTM3NPaHK MOPCKH CBUHYETA, a B CynparepaneBTHYHU kOHUeHTpauuH (10-100 pM)
e HHXHOMpan 0cBOOOXKIABAHETO HA XUCTAMUH OT NEPHTOHEATHH MAaCTOLIHTH.

5.2. @apMAKOKHHETHYHH CBOHCTBA

Abcopbuus .

dekcodeHaaHHOB XHAPOXJIOPHL ce pe3opOHpa Obp30 B OpraHysMa ciiell HEPOpanHO NPHIOKEHHE, KATO
Tmex c€ AocTHra NpubnuauTenHo 1-3 yaca cnen npunoxkeHuero. CpegHarta CTOHHOCT Ha Chax €
npubnusurento 427 ng/ ml cnen npunarane Ha Ao3a ot 120 mg BeAHBXK AHEBHO.

Paznpenenexnue
dekcodeHaguH ce cBbP3BA C M1a3MeHUTE npoterHu B 60-70%.

buotpancopMauug U ENHMHHUPAHE

dekcodeHaqUH ce MoAnara Ha HesHauuTeNeH MeTaboNHU3bM - YepHOAPOOEH H H3BBH YepHOApoOeH. Toil €
eAMHCTBEHOTO OCHOBHO CheMHEHHE, HACHTU(HULIMPAHO B YpUHATA v (EeKaIMMTE NPU *KHUBOTHH U XOpa.
[TpoduabT HA MasMeHUTe KOHLUEHTpauMHy Ha dexcodeHanuH cneasa OM-eKCNOHEHUMATHA KPHBA ¢ BpEME
Ha nodyKHBOT oT 11 no 15 yaca cnen MHOrokpaTHo npuwioxeHde. PapMakoOKHHETHKATa Ha
dexcodeHaTHH cnel eAHOKPATHO H MHOTOKPATHO MPUACKEHHE € JIHHeiHa 3a nepopanHu 1034 10 120 mg
ABa MbTH AHEBHO. Jlo3a ot 240 mg aBa NbTH JHEBHO 1aBa MAJIKO MO-TONIMO OT NPONOPLHOHANHOTO
yeenunueHue (8.8%) Ha nmaowra noa KpHBaTa B paBHOBECHO ChCTOSHHKE, KOETO MOKAa3Ba, ve
dbapMakokuHeTHKaTa Ha dekcoheHaH € NMpaKTUYECKH JTHHeHHa npu 2034 Mexay 40 mg u 240 mg
auesHo. CuHTa ce, Ye HUIbYHATA eKCKpeLlus € OCHOBHHAT NbT Ha enuMuHUpane, kato 10 10% or npuerara
1034 ce EKCKpETUpa B HEMPOMEHEH BUJ C YPHHATA. |

5.3 IIpeaxknunuYHA AAHHH 32 Oe3onacHoOCT

Kyuera ca nonacanu 450 mg/kg ABa 0bTH JHERHO B MpOABLIDKEHUE HAa 6 Mecella M HE ca NTOKa3aiH
MPU3IHALIH HA TOKCHYHOCT € U3K/IKOUYEHHWE Ha MOoBpbUIaHE ToHAKora. U npH H3caeaBaHHs BbPXY Ky4yeTra H
rpu3ayvM ¢ €HOKPAaTHH 0034 He ca HabAKoaBaHW HaXONKH, CBbP3aHH C TPETHPAHETO.

[TpoyuBaHHATa Ha THKAHHOTO pasnpeaeneHue ¢ 6ens3ad fpexcoPeHaavHOB XHAPOXIOPHI BbPXY [LTbXOBE
NoKa3Ba, 4ye pekcodeHaHH HE NPpEMHHaBa KpbBHO-MO3bYyHaTa bapuepa.

DekcodeHaAMHOB XUAPOXJIOPHA HE € NMoKas3an MyTareHeH eeKT MpH pasiHiuHA TECTOBE 3
in vitro w in vivo.




KanueporenHusT noteHunan Ha ¢pekcodeHaauHOB XUAPOXIIOPU € OUll OLIeHABaH ¢ MOMOLITA Ha
noaabLpkally GapMaKOKMHETHIHU U3CACABAHHSA HA TepPEeHaAHH, MOKA3BAIH €KCTO3HIIHA Ha
dekcodpenaauHoB xuapoxnopun (upes riazmeHuTe croiiHocTH Ha AUC). He ca HabnropaBaHK AaHHH 32
KaHUEPOT€HHOCT NMPH TLTbXOBE H MULUKH, TpeTHpaHu ¢ TeppeHanuH (1o 150 mg/kg aHeBHO).

[Tpn u3cienBaHETO 3a PenpoAYKTHBHATa TOKCHYHOCT NPH MHLUKH, (PEKCOPEHATNHOBHA XMAPOXIIOPH], HE
yBpexJa (PepPTHITHOCTTA, He Oellie TEpaTOreHEH U He HapyBall€ Npe- ¥ MoCT- HATANHOTO pasBUTHE.

6. ®APMAITEBTUYHHA JAHHU

6.1. CnHCbK HA NTOMOLIHATE BEINECTBA
- Copyesuna Ha mabremxama
MHUKPOKPHUCTATHA 1I€/Ty103a
[IpexenaTuHupaHo HAPEBHYHO HULIECTE,
Kpockapamenosa HaTpHH,

MarHe3ues creapar.

- punmupayo noxpumue

XHMpoMeno3a,

[ToBuaon K30,

Turanop guokeun (E171),

Konouneu 6e3BoaAeH CHIMLUHER THOKCHA,
Maxkporoa 400,

HepBeH xKene3eH OKcu,

JKuaT xenesen okeun (E172).

6.2 HecbBMEeCTHMOCTH
Hama HU3BeCTHH

6.3 Cpok na rogHoCT

3 roOauHHA.

6.4 CrneunHajHH yCJIOBHA HA CbXPAHECHHE
Hsama cneuganHy H3UCKBAHMA 32 ChXpPaHEeHHe

6.5 BHa H chABPKAHAE HA ONAKOBKATA

PVC/PE/PVDC anymMuHmeB baucrep:
HITH

PVC/PVDC anymunues dnucrep:
baMcTepHTE Ca ONAKOBAHU B KAPTOHEHU KYTHH

Ipennarat ce onakoBk# oT 7,10 U 30 Tabnerky, onakoBaHH B KAPTOHEHA KYTHA.
He BCHYKHM BUAOBE ONMAKOBKM MOrar aa Ob4aT ImycHaTH B npojakoa.

6.6 CoenuajiHy npeAna3sHy MepKH NPH HIXBLPJIAHE

Hama crieniyaiHd U3HCKBAHUA




7. IMPUTEXATEJ HA PASPEIIEHHUETO 3A YIIOTPEBA

Opella Healthcare France SAS,
157 avenue Charles de Gaulle
92200 Neuilly-sur-Seine

Dpanuni

8. HOMEP HA PA3SPEIIEHUETO 3A YIIOTPEBA

Perncrpaunonex Homep: 20010553

9. IATA HA ITBbPBOTO PA3PEIIABAHE 3A YIIOTPEBA (ITOQAHOBJABAHE HA
PAZPEHIEHUETO)

JlaTa Ha mbpBOTO paspellaBaHe 3a ynorpeda: 12.06.2001
JTata Ha nocneRHO NOJHOBABAHE HA pa3peiucHueTo 3a ynorpeda: 03.01.2012

- 10. JATA HA AKTYAIM3NPAHE HA TEKCTA

09/2025




