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1. HME HA JJEKAPCTBEHHA TIPOAYKT Tk T ettt osran

Nartakopt 0,1% Maz
Laticort 0,1% ointment

2. KAYECTBEH A KOJIHYECTBEH ChCTAB
1 g Ma3 chabpka 1,0 mg xunpoxoptusoros Syrapar (Hydrocortisone butyrate).

3a MBEIHHA CITHCHK HA TOMOUIHHTE BelleCTBa BHXKTE TovuKa 6.1.

3. JEKAPCTBEHA ®0OPMA
Maa
4, KJIMHAYHH JAHHHA

4.1 TepaneBTHIHH NOKA3AHUSA

JlaTaxopt noA gopMara Ha Ma3 ce M3TION3BA 3a JISdeHHe Ha MOJOCTPH M XPOHH'MHH, HeHH(EKTHPaHH,
CYXH KOKHH BB3MAJICHHS OT pa3JHdeH NPOH3XOA, Hali-Be4ue TaKHBA C aflePTHYEH NIPOU3X0, ¢ YMEPEHA
HJIH H3pa3eHa HHTEH3HBHOCT, OTTOBAPAILITH Ha JISYEHHE ¢ TTIOKOKOPTHKOCTEPOHAH H CBBP3aHH C
MOCTOAHEH CHPOEXK HIIN XHUIMepkepaTo3a. JIeKapeTBeHNAT NPOAYKT € MOAXOMAII H 3a JieYeHHe Ha:
cebopeeH IepMaTHT, aTONHYECH AePMAaTHT, CTpodynyc, alepradHa KOHTAKTHa eK3eMa, epHTeMa
MyJITHhOPME, TYITYC epHTEMATO3YC, YIIOPHTH GOpMU Ha NCOPHAZUC, IUIOCHK JIMIEH.

JIaTuKOPT Ma3 OOHKHOBEHO C€ H3IIOJ3Ba BEB BTOpaTta (pa3a Ha JICYCHHETO, C/IE/ NPUIOKEHHETO Ha
JIEKAPCTBEHHS KPEM.

4.2. Jo3HPOBK2 H HATHH HA NPHJIOKCHHE

O3UPOEKA

THHBK CIOM OT Ma3Ta ¢¢ HAHACA HA NOBBPXHOCTTA HAa KOYKHUTE YBpeXIaHHA, He Mo-uecTo OT 1-2
'BTH JHEBHO.

B cnyqail Ha 3HAYMTENHE JIMXEHHU3ALMA H XMIIEPKEpaTo3a Ha YBPEXKAAHHATA, MA3Ta MOXKE Ja Ce
npuiara oA OKJAy3HBHA MPEBpPb3Ka, KOATO TpAbBa a ce CMEHA BeAHBXK Ha 244aca.

Jleyenuero He TpAOBa 13 NPOALIDKABA NIOBEYE OT JBe cefMUIM 0¢3 HHTEPBRAN. AKO Ce IpHJiara BbpXy
KOXKATa Ha JIMLETO, NCYCHHETO a He HaJABHINABA ¢/THA CCAMHUIIA. |

He Tpabpa xa ce u3noin3Ba moBeve OT €AHA TYOHYKA Ma3 32 &[1Ha CeMUNA.

Heduampuuna nonyrayur

[Ipu nena Haa 2 COXUHA MOXKe Ja ceé Mpuara camo 1o JieKapcka npenoppka, Karo ce cnensar
NpeanuCcaHHATA.

Ha He ce nmpuiara BepXy KOXara Ha JIMLEeTO TIpH Aela,

4.3. IIpoTHBONOKA3AHAA
JlaTrkopT Ma3 He TpAOBa Ja ce mprJiara NpH 6akTepHaIHH, BHPYCHH H FBOHYHM KOXHH HH}E
0OMKHOBEHO aKHE M po3alled, IpH nepuopaneH fepMaruT (dermatitis perioralis), cnex

APYTH INIIOKOKOPTHKOCTEPOU AN MIH KBM IIOMOIHHATE BCIICCTRA.



Aa ne ce uznonzea npu oeya Ha ev3ipacm noo 08e 200UNYU.
4.4, Cneﬁnannn npeAynpe:xRIeHHA B NpeANA3HA MEPKA NpH ynwpéﬁa

¢ [lpoasmxurenHoro npuiokenne Tpabea aa ce w3darea. IIpy NpoIbIKHTENHO NPHIOKSHHE
BBPXY IIHPOKH KOKHH MOBLPXHOCTH, C€ MOKAYBA YECTOTATA HA HEXENAHNUTE NEKAPCTBEHH

peakuuu.

o Jlox BiauAHHE HA JIOKATHO NPUIOKESHUA XHAPOKOPTH3OH OYTHpPAT, MOXE Aa ¢& HaMallH
ceKkpenunaTa Ha aapeHoxkopTukoTpomans XopMoH (ACTH) ot xunodusata, nopagu
MOATHCKAHE Ha XHIMoPH30-apeHAIHATA OC, KAKTO H IIOHHKABAHE HA CCPYMHOTO KOPTH30IOBO
HHBO H Pa3BHTHE Ha ATPOreHEH CHHAPOM Ha KbINHMHT, YMifTO CHMIITOMH HAMaNABAT Clie
npekparaBase Ha JedeHdeTo. [IpenopryuBa ce nepHOANYEH KOHTPON HA QYHKIMATA Ha
HaAOBOpeYHaTa Kopa, Upes ONpele/sHe Ha CepyYMeH ¥ YpHHEH KOPTH30J Cneji CTHMYNAIlHs Ha
HanOLOpeunuTe xezn ¢ ACTH.

¢ B cnyuaii na paseuTHE Ha MH$EKIHA HA MACTOTO Ha IPHIIOKECHHE Ha KpeMa & HeoOX0AHMO
3aM0YBAHE HAa CHOTBETHO AHTHOAKTEPHATHO HITH AHTHMHKOTHYHO JICYCHHE, AKO CHMITTOMHUTE
Ha uHdEKINITA He W3UE3HAT, MpuIcKerreTo Ha JlaTnkopT Ma3 Tpibsa sa Ob/e NpEeKpaTeHo
ZO IIRJIHOTO H H3JIEKYBaHe.

s Tpabea aa ce H30Arsa NpWICKEHAETO HA JIEKAPCTBEHNA NIPOAYKT BBPXY  KJENaYyHTe, KAKTO
H BBPXY KOXKATa OKOJIO TAX IIPH MALHEHTH € FIayKoMa ¢ MaTbK WIH MO/BIM
(UNTpalIMOHEH bI'bl, NOPAIH PHCKE OT HHTeH3HdHKALlHS CHMIITOMHTe Ha OojecTTa.

e JlekapCTBEeHMAT IIPOAYKT MOXKE Ja Ce [IPUiara Ha KoXaTa Ha JIHLIETO, [IOAMHIIHHLHTE H
C/Ia0MHHTE caMo TIpY CTPHKTHH HHIHKAIMKA, TopaaH no-BHCOKaTa abcopbLus H Mo-BHCOK
PHCK OT pa3sBHTHE HAa HEXKEJIAHH JICKAPCTBEHH peakiiy (TeleaHIMeKTa3sHy, IepHOpaJIeH
JEPMAaTHT), ZOPU H Clefl KpaTKOoTpalHO JieueHHe.

¢ MasTa He TpAOBa Aa ce mpunara moj OKJy3HBHA IPeBPb3Ka, ThH KaTO € BE3MOXKHO PA3BHTHE
Ha enMAepManHta aTpodns, I0oABaTa HAa CTPHH M Pa3BHTHE HA CYTIEPHH{(EKIHA.

o JleKkapCTBEHHAT MPOAYKT TPAOBA Na ce mpuiara ¢ BHHMAHNE IPH HANTWYHH aTpoHIHH
IPOMEHH Ha MOKKOKHHUTE ThKAHH, OCODEHO IIPH MO-Bb3pAcTHH MAIHEHTH.

SpUTENHA CMYIIICHHA

[Ipu CHCTEMHO M JIOKATHO MPUIOKEHHE Ha KOPTHKOCTEPOHAH Ca BE3MOXKCHH CHOOILIEHHS 32 3pmem;m
CMYLIEHHA. AKO NPH DAI[HSHT Ca HAIAIE CHMIITOMU KATO 3aMBIVICHO 3PEHHE HIH APYTH 3pHTEIHH
CMYLIEHHS, TAHEHTHT TPAOBa Aa ObJie HACOYEH 3a KOHCYJITAlUA ¢ O(TAIMONOr 33 OLICHKA Ha
BB3MOXHHTE MPUYHHHA, KOUTO MOFaT Ja BKIIOYBAT KaTapaKTa, IIaykoMa WM peaxH 3a00naBaHus
KaTo IeHTpanHa ceposna xopuoperuHonatua (LICX), 3a konro ce crobinasa crnesi CHCTEMHO H
JIOKATHO M3ION3BAHE Ha KOPTHKOCTEPOHIH.

4.5. Baanmoaelicrsan ¢ APYre JeKAPCTBSHH NPOAYKTH H APyrH (opMHE Ha B3auMoJelicTBHe

He ca u3BecTHH B3auMO/eiiCTBIA, CBHP3aHH € IOKANHOTO NPUIIOKECHHE HA NIIOKOKOPTHKOCTEPOHIH.
Bropexu ToBa Tpa6Ba fa ce HMa NPEABHJ, Y€ MALHEHATATE He TPsOBa ffa ce Mo/y1araT Ha BaKCHHAIIHMA
3a jpeOHa 1IapKa WiIH APYTH MMYHH3A1lHH, 0CO0eHO NPH CHCTEMHA yrioTpeba BbpXy IHPOKH KOXHH

dAHTHTEIIA.



JlaTHKOPT Ma3 MOXeE Jia 3aCHNIK AeiCTBHETO HA UMYHOCYIIPECOPHTE 1 ia HaMany €deKTa Ha
MMYHOCTHMY/IATOPUTE,

4.6. BpeMeHHOCT H KbpMeHE

BpeMeHHOoCT

Besonacuocm 3a ynompeba no epeme na 6pemennocm: kamezopus C.

[1pyn uscneaBaHUA BbPXY XXKHBOTHU € YCTAHOBEHO, Y€ IMOKOKOPTHKOCTEPOHIUTE MPOABABAT
TEPATOTeHHO JeHCTBHE JOPH H clie]] IEPOpPaTHO NPHIMKEHHE HA MAIKH J03H. TepaToreHHa
AKTHBHOCT € YCTAHOBEHA H MPH XUBOTHH CNej NPUNOKEHNE Ha MOLISH IIIKOKOPTHKOCTEPOH BBPXY
Kokarta. [Ipit H3CleBaHHA Ha TePaTOTeHHATa AKTHBHOCT Ha XHAPOKOPTU3OH GyTHpar moa dopmata
Ha 1% u 10%-Ha Ma3, IpoBEXKAaHH BEpXY OpeMeHHH IbX0Be U 0e/lH HOBO3ENaHACKH 3aH1lH, He €
yCTaHOBEH TepaToreHeH edext. He ca npoBekJaHN KOHTPOIHPaHH H3CIEABaHUA 33 BE3MOXHOCTTA OT
TEPATOTEHHH €EKTH cnen JIOKAJTHO MPHIOKEHHE HA XMAPOKOPTU30H OYTHpAT BEPXY KOKaTa HA
OpeMeHHH XEeHM.

Jlatukopt Ma3 MOXke Aa Oble N3Moa3BaH Npd OPEMEHHH CaMmo 3a KpaTKH NEPHOAH, BbPXY MAJIKH
KOXHH IMOBBPXHOCTH, aK0 MOJI3aTa HAABHINABA PHCKA OT HEMOBOTO IPUIOKEHHE.

Ha ne ce usnonzea npes nopeume mpu meceya om opeMenHocmma,

KbpMene
He e H3BECTHO A0 KaKBa CTEMCH XHAPOKOPTHIOH OyTHpaT MOXe Ja MpeMHHE B Maﬁqnna'ra KbpMa clen

NOKAIHO NpHjIckeHHe. Cles NepopaTHo MPHIIOKEHHE HA NFOKOKOPTHKOCTEPOHAM B KbpPMAaTa He ca
OTKPHTH 3HAYHTEIIHH KOJHYECTBA, KOMTO OHMXa MOIIH A3 MpEeaN3BHKAT eeKT BLpXY HOBOPOACHOTO.
Bwnpexu moeéa ce npenopvusa Jlamurxopm ma3z 0a ce npunaza ¢ 0cobeno sHumManue npu

KbPMAUKU.
[Tpy HeoGX0NAMOCT IEKAPCTBEHHST MPOAYKTHT A CE IPHara BbpXy MAaJIKH KOXKHH 00nacTH 3a

kparsk nepuofl. He Tpa6sa na ce npunara pepXy Koxkara Ha MbpAHTE.

Deprunurer
He e M3clieqpaHo BIMAHHETO HA XHAPOKOPTH3I0H OYTHPAT BEpXY (PEepTHIUTETA, BEIPEKH '-Ie, TaAKHPa

edexTH ca NOKa3aHH 3a JPYTHTE MIIOKOKOPTHKOCTEPOH M.

4.7. EdpexTn BBPXY cnoco0HOCTTA 32 mopHpaHe H paboTa ¢ MAIIAHA
JlexapcTBEHHAT NPOAYKT HE IIOBIHABA NICHXOMOTOPHUTE (JYHKIMH, CNOCOGHOCTTA 33 WIODQHPAHE H
paborata ¢ MalllHHH.

4.8. Hexxenans JeKAPCTBEHN PEAKIHA

BiaMmokna e nosBaATa HA: AKHE, CTEPOMAHHAYLIHPAHA MYPIIYpa, TOATHCKAHE PACTEXA HA CIHACPMHUCE,
aTpodHs Ha MOAKOKHATA THKAH, U3CYLIABAHE HA KOXKATa, XHIIEPTPHUX03a HIH AJIONEIHI,
NEMArMEHTALIMA WM NPOMAHA HA LBETA Ha KOXKATa, KOXKHA aTpodusd H CTPHH, Te/leaHTHEKTA3HH,
nepHopaneH AepMaTuT, POMUKYINT, CTPHH HA KOXKATA, BTOPHYHH HHPEKIHH,

B uskou cnyuan MOXKe Ja ce pasBHe YPTHKApHA ¥ MaKyJIONany/io3eH oOpHB, BE3MOXKHO € H
0o0oCTpAHE Ha CHLISCTBYBALIM YBpeXAaHHA. Cnen NpUIoKEHNE N0/ OKIY3HBHA NPpeBPE3Ka, NOpaaM
N0-BHCOKATA JICKAPCTREHA aGcopOiu, € BE3MOXKHO Jja Ce PA3BHAT 1 H3ABEHH CHCTeMHH e(EKTH, KaTo
OTOLH, XHNIEPTEH3HA, TOHIDKEH UMYHUTET. Clie/| IOKAIHO NMPUIOKEHHE BEPXY KOXKATa HA KIICTIAYHTE
€ Bb3MOXKHO MOHIKOra pasBUTHE HA [MayKoMa H KaTapakTa.

3aMBIJIeHO 3peHHe (BX. ChINo ToUKa 4.4)

CrofmaBaHe Ha NOJO3MPAHY HEXEIAHN DEaKIUH
Cno0InapaneTo Ha MOXO3UPAHH HEXKeNIAHH PeaKIlHH Cllefi pa3peliaBaHe 3a ynorpeba Ha




[OJI3a/PHCK 32 JIEKAPCTBEHHA MPOAYKT. OT MEAHIMHCKUTE CIELMATHCTH ¢€ H3HCKBA 1a ChoOIaBaT
BCAKA MOA03HPaHa HEXXeNaHa peaknus Ipes

H3nbIHHTENHA areHIHA TI0 JIeKapcTBaTa

ya. ,Jdamsan 'pyes® Ne 8

1303 Codus

Ten.: +359 2 8903417

yeGcaiiT: www.bda.bg

4.9. IIpeposnapane

Crnen npunoxxeHue Ha OOLIMPHE KOXHH NOBBPXHOCTH, CHMITOMHTE Ha NMPERO3HpaHe MOTaT Jia ¢
NeMOHCTpHpAT Noji GopMaTa Ha 3aCHJIBAHE HA HEXEJIAHATE JICKADCTBEHH PESKLHH, KOHTO C€ H3ABSBAT
nox opMaTa Ha OTOLH, XHNEPTSH3IHA, XUNIEPIIHKEMHs, oTCNabeH HMYHHTET, a IIPH TEXKKH CIIydaHn—
Gonect Ha Keimuur. B Takupa ciyyan € Heo6X0AMMO NOCTENEHHO HAMANABAKE Ha A03ATA HA
JIEKapCTBEHH IPOAYKT HIIH BKIIOYBAHE KbM TEpaNMATa Ha APYT, HO-Ci1ad rmoKOKOPTHKOCTEPOHI.

5. ®APMAKOJIOTHYHH CBOMCTBA

5.1 ®apMakoAHHAMHEYHNA CBOHCTBA
dapMakoTepaneBTHYHA rpyna: KopTHKOCTEpOHAM C ymepeﬁo aeticreue, ATC code: D 07 AB 02

XHAPOKOPTH30H OYTHPAT € CHHTETHUYCH IIIOKOKOPTHKOCTEPOH C YMEPEHO MOIICH
NpoTHBOBRL3NANHTEIEH edekT. [lpunoxkeH moa ¢gopMara Ha (.1% Ma3, nposBABa YMEPEHO MOIIEH
edekr. [Ipurexxasa nunoduaHyA cBOHCTBA, JeCHO MPeMHHAaBa Npe3 NOBBPXHOCTHUA KOXKEH CNo# U
NPHTEXABA IBATOTPaiiHH MPOTHBOBH3MANATEIHH, IPOTHBOChPOSKHH H NPOTHBOAIEPTHUHH (eKTH.
Cnex noxanHo NpHIOKeHHe, XHAPOKOPTH3CH OYTHPAT NOATHCKA CHHTE3aTa Ha NPOCTOINIAHAWHH H
JIEBKOTPHEHH B KOYKaTa, BCISACTBHE HA OATHCKAHE aKTHBHOCTTA Ha docdonunasa A2 ¥ HamaneHHe
0CBOOOXKAABAHETO HA ApaXHIOHOBA KHCENHHA OT HochOIHNUANTE B KINETh9HATA MeMOpaHa.
[TonTcka daronuTosara, 0CBOOOXKIABAHETO HA HHTEPICBKHHH U APYIH LIHTOKHHH, TTPSAH3BUKBAlIH
BB3NAJHTEIHH PeakiH, IOATHCKA 0cBOOOXKIaBaHETO HA XHCTAMHUH H Pa3BHTHETO HA JIOKATHH
anepruuuy peakimu. Orcaabsa nponudepatuBHnTe npottec. [Topaau nokanHus cbaoceHBall edext
HaMaJaBa eKCYIaTHBHHTe peakiui. [IpoAykrhT HaMansBa OENTHUHESA CHHTES B KOXKATa H OTNAraHeTo
HA KOJIATEH .

$.2. DapMakoKHHETHYHHN CBOHCTBA

XUapokopTU30H OYTHPAT JeCHO NpeMHHABA POTOBHYHMKS CJIOH Ha KOXKAaTa, KbIETO BIIOCIEACTBHE Ce
Harpynsa. He merabonusupa B koxara. Clie[l NokanHo MpUAoKeHHE € BB3MOKHO B MallKa CTENEH JIa
NPEMHHE B CHCTEMHOTO KPhBOOOpAIEHHE H ChOTBETHO Ja ObJaT NpoSBEHH U cCHCTEMHH edexTH. Cren
abcopOnma, mpoAyYKTBT ce MeTabonnusHpa rmaBHo B YepHHA Apob. OTaena ce upe3s YPHHATA U B 110-
MaJIKa CTEMEH © XKJILUYKATa, IABHO NoA opMaTa Ha KOHIOTATH ¢ MNIIOKYPOHOBaTa KHCSIHMHA H B MallKH
KOJIHYSCTBa B HelpoMeHeHa opMa. AGcopOiuaTa Ha XUAPOKOPTH30H OyTHpAT Npe3 KoXkara ce
YCHIBA ClIe] MPUIOKEHHE BbPXY AeIMKATHATA KOXKA HA CTHBKHTE Ha TANIOTO WIH KOXaTa Ha JTHLETO,
clien IPAIAaraHe BhpPXY KOXa C YBPeACH SNMASPMHIC HIH BEPXY Bb3naleHa Koxa. [Ipunoxennero mox
OKJIY3WBHA MPEBPH3KA, KOESTO YBEIHYABA KOXKHATA TEMIEpaTypa U BIaXKHOCT, ChII(O MOBKINABA
aGcopOuudaTa Ha XHAPOKOPTH3OH OyTHpat. AGcopbijusTa HapacTBa M NPH NO-4SCTO NPHINKCHAE HA
JIEKAPCTBEHHA TPOAYKT, KAKTO H NpPH NPHIOKEHAEC BhPXY IUPOKH KOXKHH NIOBEPXHOCTH.
Abcopbuudara Ha XHAPOKOPTH30OH OYTHPAT NpH MIAAH NALKCHTH € M0-BHCOKA OT Ta3H NpPH
Bb3PACTHHTE.

5.3. lIpeAxNHAHYEHE JAHHA 32 6e30MaCHOCT




Mymazenna axmusnocm

He ca npoBexX1aHy NpoyYBaHNA 3a YCTAHOBABaHE Ha MyTarcHHaTa akTHBHOCT Ha XHAPOKOPTH3OH
OyTHpaT, HO KMa [IPOYYBAHMS 32 MyTar¢HHATA AKTHBHOCT Ha JPYTH IIIOKOKOPTHKOCTEPOHIH C
nonobna XxuMHUYecKa CTpyKTypa, OuyTHKa30H IPONHOHAT HE € ASMOHCTPHPAJ MYTareHHa akTHBHOCT
npH TecTa Ha Ames nporesen ua E. coli 6akTepun, TeCThT 32 reHHAa KOHBEPCHS, IPOBE/JECH Ha S.
cerevisiae, XKakTo U IIPH TECTA 33 MYTAr€HHA aKTHBHOCT MIPOBEJEeH BbPXY KIETKH OT AHYHHIH Ha
KHTakcin XaMcTep, He e ycTaHOBEHA MyTareHHa aKTHBHOCT Ha (UIYTHKA30H H NpH in Vitro TecTose
BBPXY 9OBEIDKH JAM(OIHTH, KAKTO H HE € YCTAHOBEH KIIaCTOreHeH edeKT IIpH MAKPOHYKIEapHHTE
TECTOBE TIPH MHINUKH.

Mscnenpanus, HanpaBeHy npy NpHIOKEHHE HA XHAPOKOPTH3OH H npeHu30noH Ha Salmonella typhi
murium GakTEPHH, CHIIO He ¢a JOKA3aIH HAJIMYHE HA MyTar¢Ha AKTHBHOCT,

Kanyepozenna axmuenocm

[Tpes 1966 roxuna XopTeH B CBTPYAHULH O0ABHXA, Y€ JIOKAIHOTO MPHAOXKEHHE Ha
FIIOKOKOPTHKOCTEPOHAN CTHMYIIHpPA MOSBaTa HA PaK Ha KO¥kKara, IPHYHHEH OT JIOKa/lHaTa ynoTpeba
Ha ApOMAaTHH Bbrieogopoau. Hama JaHHY, COYEInH, Ye JIOKATHOTO MPHAOKEHHE Ha
IIIOKOKOPTHKOCTEPOHH MIPH XOpa BOAH J0 pa3BHTHE HA paK Ha KOXKAra.

Bausnue avpxy pepmunumema
He e uscneasaHo BIMAHHETO HAa XHIPOKOPTH30H OYTHpAT BEPXY (PEPTHIUTETA, BHIIPEKH YE, TAKHBA
eeKTH ca HOKa3aHH 3a JPYrHTe [IIOKOKOPTHKOCTEPOUAH. |

6. PAPMAHEBTHYHH JAHHM

6.1.CnachK HA NOMOHIHATE BEIHECTBA
Oan Mex napaduH

6.2. HecbBMECTHMOCTH
Ma3sTa He TpabBa Ja ce npunara eQHOBPEMEHHO C JIPYTH JIOKANHO IIPHIOXKHAMH JICKAPCTBEHH

MPOAYKTH.

6.3. Cpox na rogaocr
Tpu roounu

[Ipenu npuemaHeTC Ha NEKAPCTBEHHA IPOAYKT AA CE€ MPOBEPH CPOKBT HA FOHOCT BhPXY OTNIAKOBKATA.
Ha He ce npunara cnea U3THYAHE CPOKA HA MOQHOCT.

6.4, CnennajHu YCI0BHA HA CLXPAHEHHE

Ha ce cepxpanasa mox 25 ° C.
J1a ce chXpaHsiBa HAa MACTO, HEJOCTHIIHO 32 Aella.

6.5 BuaH C¢LALPKARHE HA ONAKOBKATA
AnyMHHHEBH TYOHUKH, ChABpXKAIIK 158 OT exapcTBeHUA MPOAYKT, OTBBTpPE JAKHPAHH, C

mMeMOpaHHH ¥ JaTeKCOBH NPbCTEHM, 3aTBAPAIIN CE ¢ MOMHITPOTIMIICHOBA TANMYKa HA BHHT. BesAka
TYOHUKA Ce MaKeTHpa 3aeiHO C HHPOPMaLMOHHA THCTOBKA B OTAEIHA KapTOHEHa KYTHA.

6.6. Cnenpa18H OpeAna3sHH MepKH IPH H3XBLpJaaHe H paboTa

[TaruersT TpaOBa ga 6bae MHGpOpMUpAH, Ye:
- JIeKapCTBEHHAT MPOAYKT MOXE A4 Ce H3NONI3Ba CaMC N0 HA4YHMHA, MPEANHCAH OT JIeKdnS




- JIEKapCTBEHHAT IMPOAYKT He MOXKE Ja Ce Hpuiara 3a Apyru 6onecTy, OCBEH 3a NOCOYECHHTE OT
neKaps |

-  manueHThT TPAOBA Ja CHOOIH HA JIeKaps 32 BCHYKH HeXEJIaHH NEKAPCTBEHH PeaKIHH, KOUTO
YCTaHOBH MO BPEME HA NPHIIOKEHHE Ha IeKAPCTBEHH NMPOIYKT

- JIEKApCTBCHHAT MPOAYKT He TpaOBa Ja ce MpeoTCThlIBa HA APYTH XOpa.

7. IIPATEXATEJI HA PAZPEILIEHHETO 3A YIIOTPEBA
PharmaSwiss Cesk4 republika s.r.o.
Jankovcova 1569/2¢, 170 00 Praha 7
Yemka Penybnuxa

8. HOMEP(A) HA PAZPEHIEHHUETO 3A YIIOTPEBA
20011123

9. JATA HA ITBPBO PA3SPEIIIABAHE/MTIOTHOBABAHE HA PAZPEHIEHHETO 3A
YIHOTPEBA

HaTa Ha mppBO pa3pemiapane: 20 noemepu 2001 r.
Jlata Ha mocneAHO noaHoBABaHe: 25 oum 2007 .

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

Maii 2017




