KPATKA XAPAKTEPUCTHKA HATIPOAYKTA

EE—

1.  HUME HA JEKAPCTBEHUS MPOAYKT VSMLAHATENHA ATEHUNA NO NEKAPCTBATA

Kpamxa XBPAKMBPUCMIUKE HA Nnpogyxma - Mpurtikenueg

INAHTEHOJI MEJMKAJ CIIPEH 4,63% nepManHa naxa
PANTHENOL MEDICAL SPRAY 4,63% cutaneous foam

| 2. KAYECTBEH H KOJIMUECTBEH ChCTAB

100 g nepManua ngHa CLABPKAT KATO aKTHBHO BELIECTBO!
Hexcnaurenon (Dexpanthenol) 4,63 g

3a NBJIHWAA COMCHK HA MOMOIIHHTE BEIeCTRAa BHKTE TOYKA 6.1.

3. JJIEKAPCTBEHA ®OPMA
JepMaiHa raHa

4, KJIMHHUYHH JTAHHH

4.1. Tepanén'ru'mn MOKA3AHHUA

Ilanrenon Meaukan cnipeit ce npunara KaTo JOIMBIHHTENHO JIeYeHHe NPH ITOBEPXHOCTHH HapaHABaHHSA HA
KOJXKaTa, BKJIIOYUTEITHO M3rapsHHs, KaKTO H MPH HApaHABAHE HA JIMTABHLHTE.

42. [lo3HpOBKA H HAYHH HA NPHIOKEHHE
O3HPOBKA

[TanTeHon Menukan copeH ce€ HaHacA, pecrl. HAMPECKBA PABHOMEPHO BBPXY JIE3UATA €IWH HIIH HAKOJIKO
I'bTH JHESBHO.

HayuH Ha npuaOKEeHHE

" Ilpu npunoxenue B o6nacrra Ha auuero [Tanrenon Menuxan cnpeif He TpaGBa Aa ce BIPBCKBA AHPEKTHO.
[IpenopmuBa ce BIPECKBaHE BHPXY phKaTa H HAHACSHE ¢ Hes BHPXY CHOTBETHATA YacT OT JTHLETO.

Ha He ce BnpbckBa B ounTe! /la He ce BIpbCKBAa JUPEKTHO B YCTaTa MM HOCa!
3a DONBJIHHUTEIIHH YKA3aHHI BHXXTE TOYKA 6.6. -

He ca W3BECTHH OrpaHMYEHHA 3a MPOABIDKMTENIHOCTTa HA TpwioxeHHe Ha [Tantenon Meamkan cnpeit. Ta
3ABHCH OT BUJA2 ¥ BPOTHYAHETO Ha 3a00NABaHeTo.

Ynorpebara Ha [TaHreHon Meaukan copeii He ce orpaHnyaBa JI0 ONpeAc/ieHa Bb3pacToBa rpyna.

HHeduampuuna nonyarayun
[IpoayKTHT MOXKE Aa Ce W3NOJBBa OT ASLA CaMO Noj HaOMIOACHUETO Ha Bb3PacTeH.

4.3. TIpornBODOKA3aHHSN



CBpPLXYYBCTBHTENHOCT KM aKTHBHOTO BEUIECTBO MJIH KbM HSKOE OT MNOMOIHHUTE BELIECTBa H36pOeHH B
TO4Ka 6.1.
[lanTeHon Menukan cripeii He € NpeaHA3HAYEH 33 TPWIO)KCHHE B OUUTE.

4.4. CnenuajHn NpeiynpexicHHud H NpeANaZHH MEPKH NpH ynoTpeda

[puiioxeHuHe npy ACTMATHIA WK [IPY NAIMEHTH, CTPAIalIH OT GpOHXO-NYIMOHAPHH 3a60J1ABaHHS

[Ipu enpbeksade Ha [Tanrenon Menukan cripeil acTMAaTHIMTE WITH NaLHEHTHTE, CTPAAALIHM OT OPOHXO-
NyIMOHAPHH 3a0onaBaHuA TpAOBa Na u30ATBAT BAHIIBAHETO HA NPONEJIEHT, ThH KaTO TOBA € Bb3MOXKHO J1a
npeJU3BHKA Jpa3HEHE Ha TArABHLATA HAM JIOPH aCTMATHYEH NMPHCTDII.

[leanaTpyyHa MONyaaLms
[IpunoxeHueTo npu Aena TpgOBa 1a CTaBa CaMO B TPUCHCTBHETO HA BH3PACTEH.

4.5. BaanmoaeHcTBHA ¢ APYTH JEKAPCTBEHH NPOIYKTH H APYrH qmpi\m HAa B3aHMOJeHCTBHE

[Tpu mpunoxenue Ha [lanteHon Meaukan cnpeii o npeaHa3HauYeHKe, HE Ca U3BECTHH B3aHMOACHCTBHIA C
APYTH NEKAPCTBEHH MPOAYKTH.

[1pyu npunoxenue Ha [larTeHon Meaukan cnipeit B TeHHTAIHATA WJIW aHANHATA ), 0BTIACT M €IHOBPEMEHHO
M3TIONI3BaHE HA KOHIOMHU MOXKE 114 ¢€ CTUIrHe A0 HaMaJIdBaHEe HA 3/{paBUHATA Ha pasKbCBaHe Mopaau
CHALPKAHHETO HA NapadvH B CNIped ¥ ¢ TOBA J1a C€ HAMATH CUTYPHOCTTa Ha KOH/IOMMTE.

4,6. DeprRaNTeT, OPeMERHOCT H KLPMEHE

JaHnure, noayYIEHHA OT orpaHH4eH Opoit OGPpEMEHHOCTH CNIEA HEPOPAIHO NPHIOKEHHE HA IAHTOTEHAT, HE
MOKAa3BaT HAKAKBU eGeKTH BEPXY OpeMEeHHOCTTa WM BBPXY 3[PaBeTo HA (PeTyCca/HOBOPOACHOTO.
[TaHTOTEHATHT NPEMHHABA NpeE3 IUIALEHTATA Ype3 IPOHECH Ha AKTHBEH TPAHCNOPT M C€ OTACII B KbpPMAaTa B
CHOTHOLLIEHHE KbM HEroBHsa npueM. [IpoyupaHHsA ¢ dKMBOTHH HE ITOKA3BAT HAKAKBH MHIHKALMH 32
TEpaTOTeHHU WiH PETOTOKCHYHH €(PEKTH Clell epopanHo NpHIIoKeHHe (BXK. 5.3).

Tbii KaTO cHCTEMHATa OHOHANMYHOCT HA NAHTOTEHAT CJIe JIOKATHO NPHIOKEeHHE He € M3BecTHa, [laHTeHoN

Meaukan cnpeii He TpAOBa Ja ce W3MOA3Ba BHPXY roJieMH KOXXHH Y4acTbLM 110 BpeMe Ha OpEMEHHOCT H
KbPMEHE, OCBEH aKo M0 NpeLeHKa Ha JIEKap, IOTCHUWAIHKTE MNOI3H He HATBHIIABAT BE3MOXKHUTE PHCKOBE. |

4.7. EdexTH BLPXY cnocobHocTTA 38 wodgHpane u padora ¢ MAIHHHA
Henpunoxumo .
'4.8. HexenaHnu JeKapcTBeHH PEAKIHH

Hesxenanute epexTH ca olieHaBaHU Ha 0azaTa Ha ClIeAHATA KOHBEHIHA 34 Y€CTOTA:

Muoro uecta (>1/10) IToBeue ot 1 Ha 10 JeKyBaHH MAIMCHTH
Yeeru (21/100 10 < 1/10): [To-manko ot 1 Ha 10, Ho noBeue ot 1 Ha 100 nexkypanu
NAlHEHTH

Heuecrn (2 1/1 000 a0 < 1/100): [To-maiko ot 1 na 100, Ho noeeue ot 1 Ha 1000 nekyBann
NalMeHTH

Peaxu (>1/10 000 xo <1/1 000): IMTo-manko or 1 va 1000, Ho mopeue or 1 Ha 10,000 JIEKYBaHH
OAUUEHTH

MHOro peaxn (£ 1/10 000 ITo-mankxo oT 1 Ba 10 000 JEKYBaHU MALHEHTH 75 Mﬂa%
’ OTACJIHH CHOOLIeHH . :

BKJWYHTECAHO OTARCIHH

cRobIenna):




B enrHugHu CIIydad MOXKE Ja € NMOABAT peaKIHH HA HENOHOCHMOCT, H3pa3dBally CC B KOHTAKTHH aJICPTHH.

Crpoliuapane Ha MoAO3MPaHH HEXKEJIAHW peakliK
CrofiaBaHero HA TOAO3HPAHH HEXENAHH PEAKLHH ClIea pa3peluaBaHe 3a ynorpeba Ha JIEKapCTBEHHA

NPOAYKT € BaxkHO. TOBa Mo3BO/IABA [1a NPOABDKH HAa0MKOJEHHETO Ha CHOTHOLLICHHETO TOJI3a/pHCK 32
JeKapcTBeHUs NPOAYKT. OT MEAWLIHHCKHUTE CTICLIMAMMCTH CE¢ U3UCKEa Jia ChoO1aBaT BCAKa NoAo3HpaHa
HEKENaHa PeaKIHaA dpes:

H3mpIHUTENHA areHUMA No JIeKapCTBaTa
yi. ,,Jdaman 'pyep” Ne 8

1303 Codus

Temn.: +35 928903417

yebcaiT; www.bda.bg

4.9. Ipeposunpane

He e BB3MOXKHO npeio3HpaHe NpH ¢hoOpaseHa ¢ npeanucaHyaTa ynorpeba na [lanreHon Meaukan cnpeii.
IIpu nepopanHo MPWIOKEHHE Ha rojieMu KonyudecTsa [lantenon Menukan cripel He MOXKe Aa ce OYaKBaT
TOKCHYHH e(pekTd. EBeHTYanHo NOABWIHN Ce CTOMALIHO-UPEBHM OIUIAKBAHHA TPAOBAa /1a Ce JIEKYBaT
CHMIITOMATHIYHO.

5. ®APMAKOJOIMYHM CBOMCTBA
5.1. ®PapMakogHHAMHAYHH CBOHCTBA
dapMaKoTepaneBTHYHA IpyIla; APYTH MPOAYKTH 3a LHKaTpusupate Ha pauu, ATC koa: DO3AX03

JekcnaHTEeHON € ANKOXOAHMST aHANOT HA MAHTOTEHOBAaTAa KHCenuHa 1 Onarogapenne Ha MEXXAHHHOTO CH
npeobpazyBaHe NPHTEXKARA CHINATA OHOJIOrHYHA AKTHBHOCT KaTo NAHTOTEHOBaTa KHCceNHHa. T4 e CBbp3aHa ¢
aacHoBbpTanaTa (D-) konpurypaums. [TaHToTeHOBAaTA KMCETMHA H HEHHUTE COJTH ¢a BOJOPA3TBOPHMH
BHTAMHHH, KOUTO YUaCTBaT KaTO KOEH3HM A B MHOYKECTBO NMPOLIECH HAa OOMAHATa HA BEIIECTRATA.
ExcnepumenTtando Gelie qokasaHa in vitro nponudepanus Ha pubpobnacture, KOSTO in Vive BOAX A0
noaoOpABaHe Ha 3APABHHATA HA alIOHEBPO3aTa.

Ipu napaHe Ha NEKCHAHTEHOJ HA [LTHXOBE ¢ HEAOCTATHYHOCT Ha ACKCMAHTEHOI ce HabonaBa
NOAXPaHBALIO ACHCTBHE BEPXY KOXKATA.

[Tpy BBHIIHO NPHAOKEHHE ASKCIIAHTEHOTBT MOKE [ 3aA0BONU MOBHUICHATA MOTPeOHOCT Ha YBpeNeHaTa
KOa, PECTl. IMraBuLA OT MAHTOTEHOBA KHCE/IHHA. |

5.2. PapMakoKHHETHYHH ¢BOHCTBA
Tlpu u3cnensanys ¢ MApKUPaH C TPHTHI NAHTEHO) Ce YCTAHOBH, Y€ aKTHBHOTO BELIIECTBO ce pe3opOrpa

ACPMATHO.
He ca Hanu4ynu mo-nogpoOHu H3ciaeABaHus 32 METabONM3Ma My B KOXKATa H JIMTaBHLIMTE.,

5.3. Ilpeak/IHHAYHH JAHHH 33 6¢300aACHOCT

JIAHHH 33 MYTareHHO, TEPATOr€HHO H KapLIMHOIEeHHO AeHcTBHE. OTHOCHO OCTPaTg AEPSPaIHA TUKEHNHOCT Ha
ACKCNaHTeHON ca onpeaenedn LDs; o1 6,25 g/kg Ten. Terno npu MMIIIKH, a NpwW/2ads ' i BT
TETNO. - -



HexnmMHUYHUTE JaHHH HE 1TOKa3BaT 0cO0EH PHCK 3a Xoparta Ha 0a3a Ha KOHBCHLMOHAIHHTE
(hapMakoONOrHYHU HINUTBAHKMA 32 OCTPA, XPOHUYHA H CYOXPOHHYHA TOKCHYHOCT.

ITpy nIbXOBE, NEPOPATHOTO MPHNOKEHHE HA KATLHEB NaHTOTEHAT NpPeaH CBBOKYTUIEHHE H 110 BpeMe Ha
OpemenHocCT B 103H 10 1 mg He NOKa3Ba HAKAKBH TEPATOTCHHH H QeTOTOKCHYHH edeKTH.

Knuanutoro npunoxenne Ha 400 mg gHeBHO B npoanKkeHHe Ha 10 1M Ha npubnuznTenHo 500
MALHEHTKH 110 BPEME HA pazJHYHH CTAJWH Ha OpEeMEHHOCTTa ¢ NOKazaHKUA 33 MyCKY/THH KpaMITH Ha npacerna
3acera He MOKa3Ba HAKAKBH J@HHH 3a HEraTHBHU €(EKTH.

Munanu [MPpOYYBAHHA 34 MYTAFCHEH MOTEHILIHAA HC IMOKAa3BAT HEMATHUBHH PC3YITTATH. Jldnceart ABJITOCPOYHHA
IMpOYUYBAHHA 3a KAPLHWHOICHEH NMNOTCHIIHAIA HA ACKCITAHTCHOJI.

6. PAPMAIEBTHYHHA JAHHH

6.1. CouchbK HA NOMOIHHTE BEIIECTBA
[ETOCTEAPIIOB AJTKOXON

BOCBK, JICK TEYEH

rapaduH, JleK TEUYCH

[IEPOLETHA KHCEIIHHA

[IPONEJICHT

TMpEeYUCTEHA BOJA

6.2. HechLbBMECTHMOCTH
He ca uzpecTHH.
6.3. Cpok na rogHocr

3 rOAMHHA.
Cnez oTBapsAHe CIPENT € TOJASH 3a yriorpeda A0 H3THYaHe Ha CPOKa Ha FOHOCT,
JlekapcTeeHHAT NPOAYKT He TPAOBa 1a ce M3MOI3Ba cnel AaTaTa Ha U3THYAHE HA CPOKa Ha FOAHOCT.

6.4. Chneunajnm yCJIOBHA HAa ChbXPaHeHHe

Ha ce cexpanspa noxg 25°C!

dnakoHsT € noA Hanarae. Jla ce nasy ot AMPEKTHA CILHYCBA CBETIIMHA ¥ OT HarpapaHe Haa 50°C! Jlopu
cJIe]] U3pa3XxoABaHE Ha ChABPKAHUETO Ha (1akoHa He TPAOBA Aa ce U3MoJ3Ba CHIIA 38 OTBAPAHETO My UIIH
IbK J1a ce u3rapsa. GIakoHsT Ja ce H3XBBLPAA CaMo ClIel KATO € HAImBIHO NpaseH. [a He ce BIPhCKBa B
TUIaMBK WIH Cpelly HaxkexkeHH npeaMeru. [a ce cpxpansasa Janed 0T H3TOMHHIIM Ha 3aflajIBaHe, a 1o BpeMe
Ha ynorpeba ga He ce myu B OnM3ocT a0 cnped. Jla ce cpxpaHsiBa Ha MACTO, HENOCTBITHO 3a Aena!

[Ipn HeAOCTATHEYHO MPOBETPEHHUE € BBH3MOKHO 00pa3yBaHETO HA B3PUBOOIIACHH CMECH.

CHMBOIH: "OsHavenue 3a noxapoonacHocr" (F+)
JlecHo 3ananum! |
3nak 3a cxorBercTBHe TRG 300 (Technische Regeln Druckgase [(German) technical rules
concerning compressed gases)]. |

65. Buam CBIbPKAaHHE HA ONMAKOBKATA

®nakoH o HalAraHe ¢ AepMAaJIHA ITAHA (€MYJICHA M TIPOTIEJICHT)

138 ml




138 mi (=130 g)

6.6. CpoenmajHH Npeana3sHH MEPKH NPH H3XBbLPJIASHE H pabdora

Ja ce pasknaiua 100pe npean Bcaxa ynorpebal

[Ipu nonspane (prakoHBT TPAOBA [a ce AbPAKM BEPTHKAIHO C BEHTHNA HArope. 3a Ja ce o6pa3yBa kauecTBEHA
AHa ¢pnakoHsT TPAGRaA Ja Ce pa3KIaTH SHePIMYHO OpedH BCAKO NIPHIAraHe, 0COOEHO aKo MPOAYKTHT HE €
O H3NON3BAH ABJITO BPEME.

B13MOXHO € mpH NBpBOHAaYANHaTa ynoTpeba Ha cnpes B HAYaJIOTO 3a KPAaTKO Aa H3THYA CaMo ras, npeau na
Ce MOABH HOPMAJIHATA MNAHA. |

Jopy crien M3pasxo/BaHe HAa CHABPKAHHETO HA (aKoHa He TPAGBA A ce M3MONI3BA CHJIA 33 OTBApAHETO MY
WJTH IThK A ce u3rapsa. OaakoHBT Ja ce M3XBBPIIA CaMO CJI€] KaTO € HaITbJIHO NpaszeH. [la He ce BNpBCKBa B
[IAMBK HITH CPELILy HAKEXKEHH TIPEAMETH -.JI0 BPEME Ha ynoTpeda J1a He ce MYIUH B 6JM30CT A0 cripes.

7. MPUTEXATEJ HA PASPEINIEHUETO 3A VIIOTPEGA

Dr. Gerhard Mann Chem.-Phar. Fabrik GmbH
Brunsbuetteler Damm 165-173

13581 Berlin, I'epmanus

Ten.: +49 (0)30 33093-300

dakc: (++49) (30) 33093-350

E mail: ophthalmika@bausch.com

8. HOMEP(A) HA PASPEILLIEHHUETO 3A YIIOTPEBA

9700334

9. JATA HA ITBPBO PAZPEIIABAHE/MMOJHOBSBAHE HA PAZPEIIEHUETO 3A
YIHOTPEBA |

Jlata Ha nmepBO pa3pelneHue: 1997 r.
JlaTta Ha nocneaHo noaHoasaHe: 17.09.2008

10. JATA HA AKTYAJIM3SUPAHE HA TEKCTA

10/2015




