IFOuI3Ly
KPATKA XAPAKTEPUCTUKA HATTPOAYKTA

1. UME HA JIEKAPCTBEHMUSA NMPOAYKT

[TAHTEHOJI MEZIMKAJI CITPEH 4,63% nepmanHa nsiHa
PANTHENOL MEDICAL SPRAY 4,63% cutaneous foam

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
100 g nepMasHa nsHa CbAbpKaT KaTO akTHBHO BELLECTBO:

JlekcnanteHon (Dexpanthenol) 4,63 g

3a MbJIHUS CIUCHK HA MOMOILIHUTE BelllecTBa BHXKTE Touka 6.1.

3 JJEKAPCTBEHA ®OPMA
JlepmasiHa nsHa
4. KJAHUYHU JAHHH

4.1. TepaneBTHYHH NMNOKa3aHHS

[TanTeHos Menukan crnpei ce rnpujiara Kato A0MbJIHUTETHO JIEYEHHE MPH NOBbPXHOCTHU HapaHABaHUs Ha
KOXKaTa, BKJIIOUUTEHO W3rapsiHUs, KaKTO W [TPH HapaHsiBaHE HA JIUTaBULIMTE.

42. Jlo3HpOBKA H HAYHH HA MPHJIOKEHHE

Jlo3upoBKa

[TanTeHON Menukan cripeif ce HaHacs, pecr. HarmpPbCKBa PABHOMEPHO BbPXY JI€3UATa €IHH HIIH HAKOJIKO
MbTH AHEBHO.

HauuH HA NpUIOKEHHE

[Tpu npuioxkenue B o6aactta Ha auuero INaureHon Meaunkan cnpeil He TpAOBa 1a ce€ BNPbCKBA IMPEKTHO.
[TpenopbuBa ce BIIPbCKBaHE BbPXY pbKara W HAHACAHE C HEsl BbPXY ChOTBETHATA HACT OT JIMLCTO.

Jla He ce BnpbckBa B ouute! [la He ce BNPbCKBA IMPEKTHO B ycTara MK Hoca!
3a JONBJIHUTEIHH YKa3aHUS BHKTE TOUKa 6.6.

He ca W3BECTHW OrPaHMuEHMs 3a MPOAbJKMTENTHOCTTa Ha npunoxenue Ha [lantenon Menukan cnpeit. Ts
3aBMCHM OT BHIA K MPOTHYAHETO Ha 3a00/IABAHETO.

Ynorpebara Ha [laHTeHon Menukan cnipeil He ce orpaHuy4aBa /10 Onpe/e/ieHa Bb3pacToBa rpyna.

[Teouampuuna nonynayus
[TpoayKThT MOeE Ja Ce U3M0J3Ba OT Jelia caMo Mo HabJIH0IEHHETO Ha Bb3PAcTeH.,

4.3. IlpoTHBONOKa3aHHUNA




CBpBX4YyBCTBHTENHOCT KbM aKTHBHOTO BELUECTBO HAH KBM HAKOE OT MOMOLWHHTE BELUECTBA H3OpOeHH B

ToYyKa 6.1.
[ManwTenon Menukan cnpeil He € NpeaHasHa4ueH 3a NPUWIOKEHHE B OUUTE.

4.4. CneuuanHy npeaynpexAeHHs U Npeana3HH MEPKH NpH ynoTpeda

[IpunokeHue npy acTMATHUM WM NIPH NAUKEHTH, CTPANaluy OT GPOHX0-NYAMOHAPHH 33001ABAHUA
IMpu BnphckBane Ha [TaHTeHon Meanxan cnped acTMATHUMTE WM NAUUEHTUTE, CTPAAALA OT OPOHXO-

nyaMOHApHY 3abonasaHus TpaOBa Aa n30ArBaT BANIIBAHETO HA MPONENIEHT, ThH KaTO TOBA € BH3MOXKHO A
NpeAM3BHKA Apa3HCHE Ha IMraBulaTa uiu JOPH acCTMaTH4YEeH NPUCTBI.

[TanTeHon Meaukan cnpeif CbaABPKA LETOCTEAPWIOB ANK0XoN. Moxke Ja NPpHYMHH NOKANHH KOXHH peakiliy
(HanpHUMep KOHTAKTEH NEPMaTHT).

[MegparpyuHa nonynanus
[TpunoxeHUeToO Npu Aclla TpAOBA na CTaBa CaMo B MPUCBCTBUETO HA Bb3PACTEH.

4.5. B3aumoaelCTBHS C APYrH JeKAPCTBEHH NPOAYKTH H APYFH GOopMH HA BIAUMOIEHCTBHE

Mpu npunoxenre Ha [NanreHon Meaukan cnpedi no npeiHa3HaueHWe, He ¢ca H3BECTHHU B3aUMOLCHUCTBHA C

APYTH JIEKAPCTBEHH MPOAYKTH.
[pu npunoxeHue Ha [anTeHon Menukan cnpe#l B reHHTAHATA WK aHATHATA 001aCT W €IHOBPEMEHHO

M3MOJI3BaHE HAa KOHAOMM MOXE [a C& CTHrHe 10 HAMANABAHE HA 3IpaBUHATA Ha pa3KbCBaHe NOpaaH
CLALPKAHUETO Ha MapadrH B Crpes M ¢ TOBA J1a C& HAMAJIK CHTYPHOCTTA HA KOHAOMMTE.

4.6. DepTHINTET, ODPEMEHHOCT H KbpPMEHE

JlaHHuTE, MONYYEHHN OT OrpaHuueH Opoii GpeMEHHOCTH cen NEPOPATHO NMPHIOKEHHE HA IIAHTOTEHAT, HE

MOKa3BaT HAKAKBU eeKTH BbPXY OPEMEHHOCTTAa MM BbPXY 3APABETO Ha (eTyCa/HOBOPOASHOTO.
[laHTOTEHATHT NPEMUHABA [Ipe3 NNIALIEHTATA Ype3 MPOLECH Ha aKTHBEH TPAHCHOPT U €€ OTHENA B KbPMAaTa B
ChOTHOLIEHHE KbM HEroBUA npueM. [TpoyuBaHus ¢ KUBOTHU HE NTOKA3BAT HAKAKBM HHIAWKALHH 32

TepaToreHHH Wik GeTOTOKCHYHM €PEKTH Cliell MEPOPATHO NPHIIMKEHHE (BXK. 5.3).

Toii kKaTO cUcTeMHaTa OHOHATMYHOCT Ha NMAHTOTEHAT CAEA JJOKAIHO NMPUA0KEHHE HE € H3BECTHA, I1aHTeHO
Menukan cnipeit He Tpa6Ba na ce H3MON3Ba BhPXY OJIEMH KOXKHH yUACTbLM 10 BpeME HA OPEMEHHOCT U
KbPMEHE, OCBEH aKo M0 NpELEHKa Ha JieKap, MOTEHLUATHUTE NMOJI3K He HaABULIABAT BE3MOXHHTE PHCKOBE.

4.7. EdexTH Bpxy cnocobHocTTa 38 odupane u pabora ¢ MALIHHH

HenpunoxuMo.
4.8. HexeaanH JeKapCcTBEHH PeaKIHH

Hexenanure edexTH ca OUEHSABAHA Ha 6a3aTa Ha ClI¢[IHATA KOHBEHLIHA 32 4ECTOTa:

Muoro uyectd (>1/10) [Toeeue ot 1 Ha 10 nexyBaHHU NALMEHTH
YecTn (=1/100 a0 < 1/10): [Mo-Maniko ot 1 Ha 10, HO moseue oT | Ha 100 nekyBann
MALNEHTH

Heuectu (= 1/1 000 go < 1/100):  |Tlo-Masko oT | Ha 100, vo noseye ot 1 Ha 1000 nexysaHu
MaLHERTH

Peaxu (>1/10 800 ao <1/1 000): ITo-manko ot 1 Ha 1000, Ho noseue ot 1 Ha 10,000 nexypaHH
NalKeHTH




Muoro peaxu (< 1/10 000, [Mo-manko ot 1 na 10 000 nexkyBaHu nauveHTH, BKIYHTETHO

OTOEeNHH ChOoOINeHHUA
BIJIIOUHTENHO OTAeJAHH A o

chofmeHnn):

B enMHHYHH Cnyday MOXE ia €€ NOABAT p€aKUnH Ha HCTTOHOCHMOCT, H3pa3daBallln C€ B KOHTAKTHH JICPTHH.

Cro0laBaHe Ha MOJAO3IUPAHK HEXENaHU peaKiliH
CHOBIIABAHETO HA NIOJ03HPAHHM HEeXETaHH PEaKLIMK ClIeq pa3peLlaBaHe 3a ynotpeda Ha JIEKapCTBEHHS
NPOAYKT € BaxkHO. TOBA M03BONABA A4 NPOABIDKH HaOMIOAEHHETO HAa ChOTHOLUEHHETO NON3a/PUCK 3a

nekapcTBeHns npoaykr. OT MeAMUMHCKUTE CIEUMATHCTH ¢€ H3UCKBA Aa ChoOLIaBaT BCAKa noAo3HpaHa
HexeJlaHa peaKkLys upes:

H3nwiiHUTENHA areHlMs o JeKapcraaTa
ya. ,,Jlaman ['pyeB” Ne 8
1303 Codus

Ten.: +35 928903417
yebcaiir: www.bda.bg

4.9. Ilpeaozupaue

He e BB3MOXKHO Npefo3ypaHe npy cboGpaseHa ¢ npeanucadnsTa ynorpeba wa [antenon Meankan cnpei.
[pu nepopanHo npunokeHue Ha roneMH konuuectsa [laHTeHon Menukan cnper HE MOXKE Na CE 04aKBat

TOKCHYHH eeKTU. EBEHTYaANHO NOABUIK € CTOMAIIHO-YPEBHHU OIUIaKBaHUA TPAOBA Na ce NeKyBaT
CAMITTOMATHYHO.

5. MOAPMAKOJOIHYHHU CBOHCTBA

5.1. @apMaKoIHHAMHYHH CBOHCTBRA
dapmMaKoTepanesTHYHA Irpyna; Apyryd NPOAYKTH 3a uMkaTpusupane Ha pann, ATC kox: DO3AX03

JleKCraHTEHO € ATKOXONHUAT AHAJIOT Ha MAHTOTEHOBATA KHCeNKMHa 1 GnaroaapeHe Ha MeXJHHHOTO CH
npeo6pa3yBaHe MPHTEKaBa ChilaTa 61ONOrMUHA AKTUBHOCT KaTO NAHTOTEHOBATA KUCEeIHHa. Td e CBbp3ana ¢
aacHoBbpTaIara (D-) kondurypauus. IaHroTeHOBaTa KHCEUHA W HElHUTE CONMU Ca BOAOPa3TBOPHMH
BUTAMMHM, KOMTO YUACTBAT KaTO KOEH3IUM A B MHOXKECTBO MpOLIECH Ha 0OMAHATA HA BeLLEeCTBAaTa.
ExcnepuMmeHTanHo Oele AokazaHa in vitro nponugepauus Ha pudpodnacTure, KOATO in vivo BOAM 10

noaoOpABaHe Ha 34paBHHATA Ha aNOHEBPO3aTa.
[pu napake Ha AEKCMIAHTEHOM HA ILTbXOBE C HEAOCTATBYHOCT Ha NIEKCIIAHTEHON ce Habnonasa

MoAXpaHBallo AEHCTBHE BBEPXY KOXATA.

[Tp# BBLHLIHO MPHIOKEHHE AEKCTIAHTEHOIBT MOXE 12 3a10BONH NMOBHILEHATA NOTPEOHOCT Ha yBpeeHaTa
K04, PECIL. JIUTaBHLa OT TAHTOTEHOBA KHCEJTHHA.

5.2. dapMaKOKHHEeTHYHM CBOHCTBA
[Tpu H3CNEABAHHA C MADKHPAH C TPUTHH MAHTEHON C€ YCTAHOBH, Y€ aKTHBHOTO BELLECTBO Ce pe3oponpa

AepMaJiHo.
He ca HaIM4HH NO-IOAPOGHHM M3CIEeNBaHUA 32 METADONIN3Ma MY B KOXKATa W JIUTABULIUTE.

5.3. IlpeakaHHHYHH JaHHH 33 Oe30nmacHOCT




[laHToTeHOBAaTa KHCENHHA M HEHHKTE NPOK3BOAHH C€ OMUCBAT B JINTEpAaTypaTa KaTo HETOKCHYHH. HiaMa
NAHHH 33 MYTAreHHO, TEPATOreHHO M KapLMHOTeHHO AeHcTBUE. OTHOCHO OCTpaTa Mepopajina TOKCHYHOCT Ha

NeKCNaHTeHoN ca onpeaciedn LDso ot 6,25 g/kg Ten. Terno npu MMILKH, a rpu 3aiun LDso € 3,0 g/kg Ten.
TErno.

HekTMHUYHUTE JAHHU HE MOKa3BaT 0COOEH PHCK 3a Xopara Ha 0a3a Ha KOHBEHLIHOHANHHUTE
hapMaKoIOrHYHH H3MUTBAHUA 32 OCTPa, XPOHHYHA U CYOXpOHHYHA TOKCHUHOCT.

[1pn RABXOBE, NEPOPATHOTO NPIIOKEHHE HA KATIIMEB NTAHTOTEHAT [PEAH ChbBOKYTUICHHE M N0 BPEME HA
GpeMeHHOCT B J03H 10 | mg He MOKa3Ba HAKAKBH TEPATOr€HHH H (PETOTOKCUYHH edeKTH.

Knunnutoro npuiaokeHve na 400 mg nHeBHo B mpoAbDkenne Ha 10 1Hu Ha npubriusurento 500
MaUKEeHTKH 110 BPEME HA Pa3IH4HM CTaauH Ha HPEMEHHOCTTA ¢ NOKa3aHHA 32 MyCKYJIHH KpaMMnu Ha npaceua

3acera He MOoKa3Ba HAKAKBU NaHHH 38 HEraTHBHU €(EKTH.

MHHATH NPOYYBAHHMA 33 MyTAreHeH NMOTEHLMAN HE NMOKA3BaT HETATHBHY PE3yNTaTH. JIMNCBAT ABArOCPOUHH
MPOYYBAHHUA 33 KAPUWHOICHEH NMOTEHUHA Ha AEKCTIAHTEHOJT.

6. GOAPMALEBTHYHHA JAHHH

6.1. CnuCcbK HA NOMOLIHHTE BELIECTRA
LIETOCTEAPHIIOB AJIKOXO0JI

BOCHK, JIEK TEYEH

napaduH, N€K TEHEH

NEPOLIETHA KHCEIHUHA

NPONENEHT

npevyucTeHa Boja

6.2. HecbBMeCTHMOCTH

He ca U3BecCTHH.

6.3. Cpox Ha roaHOCT

30 meceua
Cnen oTBapsaHe CMPEAT € roJieH 3a ynoTpeba 10 HITHYaHE Ha CPOKa HAa FOJHOCT.
JlexapcTBEHMAT NPOAYKT HE TPAOBA Aa Ce M3MOM3Ba CNEA JATaTa Ha H3THYAaHE Ha CPOKa Ha rOAHOCT.

6.4. CneuHaJHH YCJ10BHA HA ChXPaHEeHHe

ITa ce coxpaHasa nog 25°C!
dakoHBT € ol HanaraHe. J{a ce nasu oT AHPEKTHA CIIbHYEBA CBETIMHA W OT HarpssaHe Haa 30°C! Jlopn

ce] U3Pa3xolBaHe Ha ChIbpXaHHeTo Ha (nakoHa He TpAGBRA a C¢ U3M0I3BA CHUIIA 32 OTBAPAHETO MY WIH
MbK Aa ce u3rapa. GnakoHbT A1a ce U3XBbPJIA CaMo CJIET KaTo € HAMbIIHO npaseH. [la He ce BNphCKBa B
[LTAMBK WIH CpeLy HAKENEHH NpeaMeTH. [a ce ChXpaHABa faley OT H3TOYHHUIM Ha 3aManBaHe, a no BpeMe
Ha ynoTpe6a na He ce mywuu 8 6au3ocT 1o crpes. Jla ce ChXpaHsaBa Ha MACTO, HEOCTBITHO 3a felial

[Mpu HeJOCTATBYHO POBETPEHHE € BE3MOKHO 00pa3yBaHETO HAa B3PHBOONACHH CMECH.

CHMBOH: "O3HaueHHe 3a noxapoomnacHocr" (F+)

JlecHo 3ananum!
3uak 3a ceorBercTBue TRG 300 (Technische Regeln Druckgase [(German) technical rules

concerning compressed gases].

6.5. BuHaH cbAbLPXAHHE HA ONAKOBKATA




(naxkoH 0OA HAIATAHE C AEPMATHA MAHA (EMYJICHSA H MPOTEJIEHT)

138 mi

138 ml (=130 g)

6.6. ChneuHaany Npeana3HH MEPKH NPH H3XBbpAdHe H pabdora

Jla ce paszknauia nobpe npeay Bcaka ynorpeda!
[Mpyu nonzsaHe GaakoHLT TPAGBA a ce NbPKH BEPTHKATHO C BEHTHIA HArope. 3a 1a ce oOpa3yBa KauecTBeHa

nsiHa GNakoHBT TPAOBA a Ce pa3KiIaTH eHepruyHO NPEAH BCAKO NpUaraHe, 0cobeHo ako NPOAYKTHT HE €

OHN H3NON3BaH ALIFO BPEME.
B13MOKHO € NPH MBPBOHAYATHAT2 YNOTpeda Ha Cnpes B HAHAIOTO 32 KpaTKo Aa W3TH4a Camo ras, npeiy 1a

ceé MOsABH HOPMA/THATA NHA.
Jopu cnes M3pa3XxoABaHe HA ChAbpkaHUETo Ha d1akoHa He TpAOBa Aa ce U3MON3Ba CUla 33 OTBAPAHETO MY

WM TBK Ja c€ W3rapa. PNakoHbT a ce U3XBBLPJIA CaMo CJICA KaTo € HalTbIHO MpPas€cH. Ha He ce BpbLCKBA B
[UTAaMBK WIH CPELLy HAXEXEHH NpeaMeTH -.1o BpEMe Ha ynoTpeda fa He ce NyIuu B Onu3ocT go chnpes.

7. MPUTEXATEJ HA PABPEILEHHETO 3A YIIOTPEBA

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

13581 Berlin, 'epmanus
Ten.: +49 (0)30 33093-300
Mdaxkc: (++49) (30) 33093-350

E mail: ophthalmika@bausch.com
8. HOMEP(A) HA PASPELLIEHHETO 3A YIIOTPEBA

9700334

9. JHATA HA TBPBO PASPEHIABAHE/MMOAHOBABAHE HA PAPEITEHHETO 3A
YIIOTPEBA

JlaTta Ha MBPBO paspeleHne: 1997 r.
Iata Ha nocnenHo nogHosasare: 17.09.2008

10. JATA HA AKTYAJIMIUPAHE HA TEKCTA

06/2025



