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1. HME HA JEKAPCTBEHHUA ITPOAYKT

§ QQ00PEHUG N ....cirviiririscsrsnrrcen S veceresinsserseesssases
2. KAYECTBEH H KOJIHYECTBEH ChbCTAB e

Beexu niecap coabpka 150 mg exonazonoe Hutpar (econazole nitrate).

3a MBJIHHA CITHCHK Ha HNOMOIIHHTE BelnecTBa BHKTE Touka 6.1.

3. JEKAPCTBEHA ©POPMA

[ecap.
benn OBAIHH ITecapu 34 BarHHAJIHO MPHIIOKCHHE.

4. KJIMHHYHMH JAHHHU

4.1 TepaneBRTHYHE NOKA3AHMA
[THHO-IIEBAPHJI 150 mg necapu e roka3aH 3a JieYeHre Ha BYJIBO-BArHHAJIHH MUKO3H,
BKJIIOYMTENHO TOO3HPAHH ChITETCTBALIH MPaM-TIOIOKHATETHH OakTepHanun HHPEKIIHA.

4.2 Jo3npoBKka W HAYHH HA NPHICKEHHE

Kenn

[Mecap®T ce mocTaBsa ABIOOKO BBHB BIArajMIIeTo BeAHEXK JHEBHO, IPEAH JAraHe, 3a TPH
nocjaeaosarenimn que. Haii-goOpe e Tora Aa ce HanpaeH B IerHano noxoxenye. Jleuenuero Tpabea aa
MPOABLJLKH NPE3 LSNHA NEPHO HE3aBHCHMO OT TOBa, Ye CyOEKTHBHHTE OIUIakBaHus {crpbex, 610
TeYeHHE) MOFaT Ja H3YE3HAT IPEaM Kpas Ha neyceOHHA Kypc. JKeHure TpaOepa cTapaTenHo n1a W3MHBAT
pouere cH npeau ga cH nocrasst MHO-IIEBAPHII 150 mg necapwu.

Hena (2 — 16 roaunn)
bezonacHOCTTa U €(pMKACHOCTTA HA JICKAPCTBEHUS NPOAYKT IIPH Jela He € YCTaHOBCHa.

[IanHeHTH B cTapYecKa BbL3pacT
Hama pocrarsyueo AaHHA OTHOCHO M3noassaHeTo Ha [ UHO-IIEBAPHIT 150 mg necapu npu
MaIfHEHTH B CTapYecKa BB3pacT (Haj 65 roauHm).

Jleueanero ¢ THHO-ITEBAPHII 150 mg necapu camo 3a 3 aum Boau Ao O6p30 00NEKYaBaHe Ha
cyOeKTHBHHUTE CUMITTOMHU, KaTo cepOex, napeina 6onka 1 iryop.

Jleuenuero ¢ THHO-IIEBAPHJI 150 mg necapu Tpadea na ce u3bupa 3a nedcHHE Ha BATMHATHA
MHKO3H 6€3 YCII0XKHEHHA ¥ NIPH MAlHEHTKH, HABAIUHM 32 IThPBH ITHT.

ITpu BarHHanHH MHKO3H C BHHIIHH IMPOSBH BBPXY KECHCKHMTE MOJOBH OpraHH, ¢ IEpUHEATHO HIH

[MepPHAHAJIHO pa3CNpOCTPAHEHHE, CE MPENOpbhYBa KOMOMHHPAHO JIEYeHHE ¢ IECAPH H Kpe
IIpenophuBa ce H €BEHTYAIHO JICHEHHE HA NNAPTHHOPA. /a’—- P

4.3 IIpornBONIOKA3AHHA {/



CBpBXYYBCTBUTENHOCT KbM AKTHBHOTO BELLECTRO UK KbM HAKOE OT IOMOLIHUTE BELLECTRA,
n30poeHu B Touka 6.1.

4.4 Cnennaney npeaynpek/IeHHS H NPpeANazHH MepKH NPH ynoTpeda

Camo 3a paruHanHo npiokeane, [ HTHO-IIEBAPHJ1 50 mg necapu He e 3a O4HO WK NEPOPATHO
NpHIOKEHHE.

EaHOBpeMeHHOTO H3I0JI3BaHEe Ha JIATEKCOBH Mpe3epBaTHBH WIH AHa(parMi ¥ BarMHaNHH
MPOTHBOHH(PEKITHO3HH JICKAPCTBEHH NMPOAYKTH MOKE J1a MOHWKH €(peKTUBHOCTTA HA I'YMCHUTE
KoHTpauenTHBHA cpencTBa. [Topanu rosa, npoayktu karo FTHUHO-IIEBAPHIT 150 mg niecapu He 6u
TpA6BAJIO Aa ¢ M3MOA3BaT CHBMECTHO ¢ AMadparMa HIH JIATEKCOB Tipe3epBaTHB. [aleHTH,
H3MON3BALIH CIIEPMHIIMIHA KOHTPALICTITHBY TPA0BA 1a ce KOHCYATHPAT ¢ TSXHUA eKap, Thil KaTo
JIOKQTHOTO BarMHAIIHO JeYeHHe MOXKE Ja HHAKTHBIPA COSPMHIIMAHUA KOHTPaUeNnTHUB (BX. TO4UKa 4.5).
[TMHO-ITEBAPHJI 150 mg necapy He TpAOBa a ce H3MON3Ba 3a€QHO ¢ APYTH NPOAYKTH 32 BETPEITHO
WM BBLHILHO JICYCHUE HA TeHUTANTHUTE.

AKO BB3HUKHE 3HAYUTETHO BE3NMAJICHUE WM CBPBEXYYBCTBHTEIIHOCT, JICHeHHETO TPAOBa aa ce
MPEKpPaTH.

[1Ipu naiyeHTH CBC CBPHXIYBCTRHTENHOCT KBM HMHAA30JIH CBINO c€ ChOOLIABA 32 YyBCTBATEIHOCT
KbM €KOHA30JI0B HUTPAT.

4.5 B3aumoaeiicTBHE ¢ APYry JIEKAPCTBEHH NPOAYKTH K APYrd JOPMH HA B3ARMOJACHCTBHE

H3eecTHO €, ue ekoHazon € HHxubuTop Ha CYP3A4/2C9, Tlopagu orpaHrYeHaTa CHCTEMHA
HATHYHOCT CJI€/] BarHHAJIHO MPIIOKEHHE {BXK. TOUKA 5.2) € MaJIKO BEPOATHO 1A Bb3HUKHAT KTHHHYHO
3HAYHMH B3aUMOIACHCTBHA, HO 33 TAKMBA ¢¢ CBhOOIIABA NMPH NAMEHTH, IPHEMALIH HEPOPATTHH
aHTHKoaryjaanTi. Ha naundeHTHTe, MpHEMAIH NICPOPATIHN AHTHKOAryJIAaHTH KaTto BapgapuH U
arLeHOKYMapou TpafBa Aa ce oOpbia 0COOCHO BHUMaHHE H aHTHKOATYJIaHTHHAT edekT TpaOpa 1a ce
CNIELH. | | |
Tpabea na ce m30area xonrakT Mexy [ MHO-TIEBAPHUI 150 mg necapH ¢ N1aTekCOBH MPOAYKTH,
KaTo KOHTpauenTHeHM auadparMu HIH koHaoMU. F UHO-TIEBAPHII 150 mg necapu Moxe na
NnoBpeiu jJarekca. [lanueHTH, H3N0/T3BAINH CHEPMHLHAHN KOHTPALCITUEU OH clleABaNo 1A ce
KOHCYJITHPAT C TEXHHA JICKAP, Thil KATO JIOKATHOTO BArHHAMHO JICUCHHE MOKE 1A MHAKTHBHPA
CIIePMUITHIHHA KOHTpalleIITHB (BXK, TouKa 4.4).

4.6 PDepTHIHTET, OpeMeHHOCT H KbPMEHe

BpeMeHHOCT

ITpoy4BaHuATa MpH XKUBOTHH IOKA3BAT PEMPOAYKTHBHA TOKCHYHOCT (BXK TO4YKa 3.3).
I'MHO-ITEBAPHIJI 150 mg necapu e TpadBa [ja ce H3MOJ3BA [pe3 IMLPBHA TPHMECTHP Ha
OpeMeHHOCTTa, THH KaT0 HMa BarHHaJIHa abcopOiids, OCBEH aKo JIeKapsAT NMPELCHH, Y€ TOBa € KpaiHo
HEOOXOAUMO 34 JICUEHHETO HA NALMUCHTA.

I'HHO-ITEBAPHIT 150 mg necapu MOXe Aa ¢€ H3MOJI3Ba [Ipe3 BTOPHA H TPETUS TPHMECTHP Ha
OpeMeHHOCTTa, aKO NOTCHUMAIHATA 107134 33 MaiKaTa HAABHINABA PHCKA 32 IUIOAA.

KnpmeHe

[Tpn nepopaHe NpUIOKEHHE Ha €KOHA30MOB HAUTPAT NPH KbPMEILH ITbXOBE, EKOHA30J WHIH
HETOBHMTE METabOMHUTH C€ EKCKPETHPAT B MJIFKOTO H Ca HAMEPSHH Y MAJIKHTE HA ONIHTHHTS KHBOTHH.
He e yCcTaHOBEHO JajIH €KOHA30JI0B HHTPAT CE€ EKCKPETHpa B YOBEIIKaTa KbpMa.

[Tpn naumentkH, kouro kepmat, T HHO-IIEBAPHJI 150 mg necapu Tpabea ga ce mpuaara ¢
MOBMIIEHO BHHUMAHHE. |

DepTHIHTET
[IpoyuBaHKHATA C SKOHA30J BHPXY PeNPOAYKIMATA MPH ¥KHUBOTHH MOKA3BaT JIHIICA
CBBbp3aHH ¢ pepTHNHTETA (BXK. TOUKA 5.3).




4.7 EdexkTn BLpXy cnocodHOCTTA 32 mopHpaHe u padoTa ¢ MAIIHHH
He e u3zBecTHO.
4.8 Hexes1anu JleKapCTBEeHH peaKklHH

B Ta3u To4yka ca npeACTaBeHU HEXKeJIaHUTE JIEKApCTBEHH peakuuu. Hexxenanure JeKkapCcTBEHH
peakiiMM ca He)KeJlaHU CbOMTHS, KOUTO Bb3 OCHOBA Ha M3BbPLICHA MAJIQCTHA OLIEHKA HA HaJIMYHATA
MH(POpPMAaLIMsA 3a HEXKEaHH ChOMTHS Ce CUMTAT 32 OCHOBATEJIHO CBbpP3aHH ¢ ynorpedara Ha
€KOHA30JI0B HUTpAT. B OT/1e/IHM ClTy4an He MOJXKe J1a C€ YCTaHOBHU HAAEXKAHA MPUYMHHO-CIICICTBEHA
Bpb3Ka ¢ €KOHa30J10B HUTpaT. OCBEH TOBA, ThH KATO KIIMHHUYHUTE W3MTMTBAHUS CE€ MPOBEKIAT MPH
Haki-pa3JIMYHM YCIIOBHUS, YECTOTAaTa HA Bb3HUKBAHE HA HEXKEJIaHHU JIEKAPCTBEHU PEaKLIUH,
HaOJIlo1aBaHa MpH KJIMHUYHKUTE U3IMUTBAHKUS HA €/IMH JIEKAPCTBEH NPOAYKT, HE MOXKE JIMPEKTHO /1a ce
CpaBHABA C YE€CTOTATa HA Bb3HHWKBAHE B KIIHHUYHUTE U3MHWTBAHHA HA JAPYT JIEKAPCTBEH MPOAYKT U
MOJKE Jla HE OTpa3siBa YecToTaTa Ha Bb3HHKBaHe, HabJ1l0jaBaHa B KJIMHUYHATA MTPAKTHUKA.

bezonacHoctra Ha [MHO-TIEBAPHUII 150 mg necapu e ouenena ripu 3630 nauueHTy, B3ead y4acTHe
B 32 KJIMHUYHHU [IPOYYBAHMS.

Bb3 ocHOBa Ha cOOpHUTE JJaHHM 3a 0€30MacCHOCT OT Te€3U KJIMHHYHH NPOYyYBaHUS HAM-4€CTO
cboOLaBaHuTe HeXxeNlaHu JiekapcTBeHH peakuuu (HJIP) ca (¢ % 4decroTa Ha Bb3HUKBaHE) NPYPHUTYC
(1,2%) v uyBCTBO 32 napeHe Ha koxarta (1,2%).

B Tabnuuara no-gony ca npeacrasenu HJIP, cvobmenu npu ynorpedara Ha  MUHO-TIEBAPUJI

150 mg necapu OT KJIMHUYHU MPOYUYBAHHA WJIK TTOCTMAPKETHHIOB OMUT, BKJIKOUUTEITHO U
ropenocoyeHure HJIP.

YecToTHTE Ca MOCOYEHH B CHOTBETCTBHE ChC ClI€HATA KOHBEHIMA: MHOro 4yectd (= 1/10); yectu

(= 1/100 no < 1/10); Heuectu (= 1/1000 mo < 1/100); peaxu (= 1/10 000 no <1/1000); mHOrO peaku
(<1/10 000), ¢ HeusBecTHA YecTOTA (OT HAJIMYHUTE JJaHHH HE MOXKe J1a Ob/ie HanpaBeHa OLIEHKA).

Tabauna 1: Hexxe1aHH JIeKapCTBEeHH peaKIHH

Hexenanu JIEKAPCTBEHH PEAKIHH

KHTEFGPHH H4eCTOTA

ICucTremMo-opraHeH KJjiac HecTH
(>1/100 10 HeuecTn Penku C HeH3BeCTHA YecTOTA
_f-lfl[)) (=1/1000 go <1/100){ (=1/10 000 go <1/1000)
Hapywienus Ha C
BPBbX4YYBTBHTEIHOCT

HMYHHATa CHCTEMA

[pypuryc,
Hapyuwienus Ha 4yBCTBO 3 AHruoenem, yprukapus,

KOXKATA H NOAKOKHATA O0puB Epurem KOHTAKTEH [JepPMAaTHuT,

MapeHe Ha
ThKaH eKconualuma Ha Koxara
KOXKaTa

Hapymenus Ha
Bb3NPOH3BOAHTE/IHATA
CHCTEMA H I'bpAaTa

UyBCTBO 32 mapeHe Ha
BarvHara

bojika Ha MACTOTO Ha
MPpUIONKEHHUE, APA3HECHE
Ha MJACTOTO Ha
[MPHUIIOYKECHHUEC, ITOAYBAHC
Hd MACTOTO HA

O01M HApYLUEHHS W
epeKTH HA MACTOTO HA
NMPHJI0)KEHHE

IPHJIOXKEHHE
3abenexka: ,,AHTHOENEM , ,,epPUTEM ", ,.YPTHKAPHUA , ,,cnp'bquncrnmenﬂmrr”, ,,KOHTAKTEH JACPMATHUT ,
.eKchonualums Ha Koxara”, ,,00/1ka Ha MACTOTO HA NMPUIOKEHUE”, ,, Ipa3HEHE HA MACTOTO Ha lTpHJ'I{)}I{BHHE
,,JTIOIYBaHE HAa MSCTOTO HA NMPUIOKEHHE Cca U3IOJA3BAHH CHIIACHO MPEANOYUTAHHTE TEPMHUHU
pedHMK 3a peryaatopHure JeiHOCTH (MedDRA) Bepcus 13.0. OctaHanara TepMUHOIOTHA /I;I /

nexkapcreeHu peakuuu (HJIP) ce ocHoaBa Ha MedDRA Bepcus 12. / Lsﬁ\ yd A 4-%
ad &«ﬁ*
f J-..., /{ "’H | ﬁ
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CrollapaHeTo Ha MOAO3HPaHH HEXKEIaH! PeaKIiu Cle/| paspeliaBaHe 3a ynotpeda Ha jiekapcTBEHHA
NPOAYKT € BaXxKHO. ToBa NO3BO/IABA Ja MPOAB/UDKH HAOMIONEHHETO Ha CHOTHOMICHHETO 10132/ PHCK 34
JIEKApCTBEHUA MPOAYKT. OT MEAMLIMHCKHUTE CIICLHAIIUCTH C€ H3HCKBA ia ChoOIIaBaT BCAKa
MOAO3HpaHa HEXKETAHA PeAKIIHA Ype3 HALMOHANHATA CHCTeMA 32 Cho0INAaBaHE B!

HinwiaHuTenHa areH1Ha 110 JeKapcTBaTa

yiL. ,,Jlaman ['pyep” Ne 8

1303 Codns

Ten.: +359 2 8903417 | .
yebcaiiT: www.bda.bg

4.9 IIpepozrpane

Ouaksa ce HJIP, cesp3anu ¢ npeaosupane wid 3noynorpeda ¢ THHO-IIEBAPHIT 150 mg niecapu aa
ceBOaaat ¢ HJIP, omucany B Touka 4.8.

[THHO-IIEBAPHJI 150 mg necapu e npeAHa3zHa4YeH caMoO 34 JOKATHO npiwioxkerue. [pu coy4aitHo
NOrTHIAHE C€ IPUNAra CHMITOMATHYHO Je4CHUE. IIpH CiTydaeH KOHTAKT ¢ OYHTE, [IPOMHUITE ¢ YHCcTa
BOJA WJIH QUIHONOTUYEH PA3TEOP H MOTHPCETS MEIHUKHCKA [IOMOILL, AKO CHMITTOMHTE NEPCUCTHPAT.

5, ®APMAKOJOTHYHH CBOMCTBA
5.1 POapMaKoIAHAMHYHH CBOHCTBA

DapMakoTepaneBTH4HA rPyNna; aHTUHMH(PEKIIRO3HU U AaHTHCENITHYHH CPEACTRA, ¢ M3KMIOUCHUE HA

KOMOWHAIHH ¢ KOPTHKOCTEPOHIM U UMHAA30JIOBH JEPHBATH.
ATC kon: GO1A F05.

MexaHH3BEM Ha ACHCTBHE -

EKOHa30/10B HHTPAT OEHCTBA Ype3 paspyllaBaHe Ha KJICTHYHHTE MeMOpaHH Ha THOHIKHTE, B pe3YITAT
Ha KOETO c€ MOBHINABA TAXHATA MPONYCKIMBOCT. Y BpeXKAaT ¢€ CYOKIETHYHHATE MEMOPAHH B
(MTONNazmMara. Hal-BepOSTHOTO MACTO HA NeHCTBHAE Ha JISKAPCTBEHHA MPOAYKT € allHJIHHA
KOMIIOHCHT B HCHACHTEHATA MacTHA KHCENIMHA Ha MeMOpaHHKTe (GochOMUIIHIH.

(dapmakoauHaMUIHH ehekTH

Muxpobuonozusn

IlpuTexaBa IIMPOK CIIEKTHP HAa AaHTHMHWKOTHYHA AKTUBHOCT CPeLly ASpMaTOPHTH, APOXAH H
IUICCEHH. Y CTAHOBEHO € H KIMHHYHO 3HAYMMO AeHCTBHE Cpelly IrpaM-TI0NOKHUTETHA DaKTepHH.

5.2 PapMaKoKAHETHYHHE CBOHCTBA

Abcopbirus
CucreMHaTa a0CcopOLMA Ha €KOHA30M € M3KIFOYMTEIHO HHCKA CJIe/] BATHHAJIHO npHioxkeHue, CpeaHH

[MKOBH KOHLICHTPALMHY HA €KOHA30JI H/WIH HErOBYA METaOOIMTH B IUIA3MAaTa WIH CEpyMa Ce
yCTAaHOBABAT 1-2 AHM ciel npuaradero Ha eaHoxpatHa no3a FMHO-ITEBAPHIL 150 mg mecapu va
CTOHHOCT NpUOIH3HTENHO 65 ng/ml.

PasnpenejcHue
Exonason W/win HeroBHTe MeTabONHTH B CUCTEMHOTO KpbBOOOPAILCHHE C€ CBBP3BAT B 3HAYHTEIIHA
CTEIEH CBC CEPYMHUTE NPOTEHHU (>98%).

buotpanchopmanug P
JIOCTHrHAJIMAT CHCTEMHOTO KPhBOOOpaIllCHHE CKOHA30J ce METADOMH3Npa eKCTEH
OKHCJICHHE HAZ MMHZIa30JI0BHA NPBCTEH, NOCASABAHO 0T O-AAIKIIHPAHE H TITHO)

EnuMudupane k
ExoHa301 1 HeroBuTe MeTabOMHTH Ce eJIMMHHMPAT B YPHHATA H ¢ peKamuMuTe. .. -
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5.3 IlpeaKJIHHHYHA JARHA 32 0€300ACHOCT

ITpy HEKTMHHUYHUTE MPOYUBAHUA CAMO TP EKCHO3UIAK, 338 KOUTO C& CUNTA, Ye ca B JOCTATHUHA
CTEIEH MO-rOJIEMH OT MaKCHMAITHATA eKCIIO3UIMA IPH Xopa, c¢ HabmoaaraT e(heKTH, KOUTO NOKA3BAT
MaJIkO 3HaY€HHUE 3a KIMHWYHaTa ynoTpeda.

Hscneapanns 3a 0cTpa TOKCHYHOCT €A MOKA3IH IIUPOKH I'PaHULM Ha D€30MacHOCT ¢ NEPOPaIHH
croiinocTd Ha LDS0 nmpu rpuszaun Bapupariu ot >160-463 mg/kg. [Ips uicnenpanns 3a TOKCHYHOCT
ITPH MHOTOKPAaTHO NPWIOXKEHHUE HA BHCOKH A034 (50 mg/kg/neH) e ycTraHOBEHO, ve YepHHUAT apod e
MPULENEH OPraH ¢ MHHAMANHA TOKCHYHOCT H ITBJIHO BB3CTAHOBSBAHE.

He ce otOenn3Ba 3HaYMMA JIOKAHA TOKCHYHOCT, POTOTOKCHYHOCT, MECTHO KOXKHO Hpasﬂene
BarHHATHO APa3HEHE UK CCHCHOMMM3an4.

KapiHore HHOCT U MYTaTr€HHOCT

He ca npope:xaaHu npoydsaHHs 3a KAHLIEPOreHEH [IOTCHLHAN, TIOpaay KPATKHSA KypC Ha
[PEIAraHOTO KIHHUYHO IEYEHHE H OTCHCTBHETO HA KAKBATO H []a € 3HAYHMAa Bb3MOKHOCT EKOHA30M
[1a POABABA T'€HHA TOKCHYHOCT [0 HAYHH, KOWTO MOXeE [a OOBeJe A0 HHUIHHpaHe UMK NOAAbpKaHe
Ha TYMOPHH 00pa3zyBanus.

[Ipu paznuvHH CHCTEMH 3a H3IMUTBaHE ¢ca OWIM HAadmoAaBaHH HAKOHM OrpaHHYEHH NeHHO-TOKCHYHH
edekTH (CTPYKTYPHH XpOMO30OMHH OTKJIOHeHM: ). B3 ocHOBa Ha o01maTa OleHKa Ha Te3H JaHHW ¥ Ha
NMOCOYEeHW HAYHMH Ha MPHIOKEHHE, BKIIOYBAHKA MHHHMAJIHATA CHCTEMHA €KCIIO3ULHA Ha €KOHA30J1,
pe3yJITATUTE HMAT MAJTKO 3HAYCHHUE 33 KIIMHHYHATA YHOTpeDa.

PenpoayKTHBHA TOKCHYHOCT
Pesynrathre OT NPOYYBAHHATA ¢ €KOHA30J 10 OTHOLICHHE HA PeNpOayKUHATa He MOKa3BaT
TepaTOTE€HHH €(PEKTH.

OepTunurer
Pesysrature OT NpOYYBaHHATA C €KOHA30M NO OTHOHIEHHE HA PENMpPOAYKIIMATA HE NIOKa3BaT e(PeKTH
BEPXY deprrnurera.

bpemennocT | |
Huckara HeoHaTA/THA MPEXKUBAEMOCT B (eTANHATA TOKCHYHOCT C€ CRBP3BAT CAMO ¢ TOKCHYHOCTTA

1npH Maiikara. [Ipy npoyuB3aHHS C dKMHBOTHH €KOHA30JIOB HHTPAT He NMOKa3Ba TepaTOreHH! ¢PEeKTH, HO
¢ eTOTOKCHYEH My rPU3adH [IPH JO3H 3a Malikara noakokHo of 20 mg/kg MHERHO U (IEPOPAIHO OT
10 mg/kg nHeBHO. 3HAYMMOCTTA H2 TOBA [IPH XOpa HE € H3BECTHA.

6. @PAPMAIIEBTHYHHA JAHHH

6.1 CoMCHLK HA DOMOITHHTE BEIeCTBa
TeBpaa Mas

6.2 HechbBMeCTHMOCTH

Henpmcﬁmmo

6.3 Cpok Ha roanoct

3 rOOMEH

6.4 CuocenHAJHE yC/IOBHS HA ChXpaHEeHHe

Ha ce cpxpanasa nog 30°C.




6.5 Bia H ¢HALPKARME HA ONAKOBKATA

bnucrepH, chABPXKaLUY 3 nIECapH.

6.6 Conenunansy npeAnasHa MepKH IPH H3XBLPJgHE H padoTa

HeM3non3eaHUAT JeKapeTBEH MPOXYKT WIH OTTIAALYHHTE MATEPHATIH OT HETO TpadBa Aa ce U3XBHPIAT
B CHOTBETCTBHE ¢ MECTHHUTE H3UCKBAHUAL

7. IPHTEXATEJI HA PAZPEIIIEHHUETO 3A YIIOTPEBA

Johnson & Johnson d.o.o.

Smartinska cesta 33

1000 Ljubljana

Cnosedns

8. HOMEP HA PAJPELLIEHHETO 3A YIIOTPEBA

20020515

9. BATA HA ITBPBO PAZPEIMMABAHE/MOJHOBABAHE HA PASPEINEHHAETO 3A

YHIOTPEBA

Hata Ha nppBO paspemenue: 235 ouu 2002 r.
Harta Ha nocnegHo nogHoBaBaHe: 27 cemremBpu 2007 r.

10. JIATA HA AKTYAJIW3HPAHE HA TEKCTA

10/2017




