KPATKA XAPAKTEPHCTHKA HA IPOAYKTA

ETHJIOB CIIMPT IAJIEH — DAPMA 70 % v/v

PA3ZTBOP 3A KOXA

bytniaku ot 100 ml, 1000 ml

SPIRITUS AETHYLICUS GALEN —-PHARMA 70 % v/v

CUTANEOQUS SOLUTION (sol.cut.)

BOTTLE 100 ml, 1000 ml

- cp.d



1. AUME HA JIEKAPCTBEHHMS IIPOXYKT

ETHJIOB CIIAPT TAJEH - ®APMA 70 % v/v pasTeop 3a Kkoua,

100 ml, 1000 ml

SPIRITUS AETHYLICUS GALEN — PHARMA 70 % v/v cutaneous solution,
100 mL, 1000 ml

2. KAYECTBEH H KOIMYECTBEH CHCTAB

AXTHBHO BEIIECTBO 32 100ml, ml | 3a 1000 ml, & ml

Eranon 96 % (Ethanol 96 %) 73 730

3a MBHAHMA CIMCHK Ha MOMOIHUTE BelecTBa, BXK. Touka 6.1.

e parn Ew—

3. IEKAPCTBEHA ®OPMA = | o ojponns i
Pmop 39 KOXKa E NP L i ot

. A e 07 -47-
Cutaneous solution ? L Jéf H¥ Q"/

4. KIMHUYHHU JAHHHA

4.1. TepaneBTHYIHN NOKAIAHAS

3a pesmH(pexkMs Ha KoXKara Ipedd HHXEKUHH, XHPYPIHYHH HWHTCPBEHIIHH, 32
JesuHdeknHsI Ha PHIE H CIel MOAXOJMII0 pa3pekAaHe 3a 3arpaBallid KOMIPECH H
$puxmmm.

4.2, Jlo3upoBKa B HAYHH HA NPUIIoKEHUE

IMpunara ¢ce BLHUIHO BBPXY KOXKATA C MOMOINTA HAa NOAXOIAIN TaMITOH.

3a jgesuHdeKIHd HA KOKATa Mpedd WHXEKIHH, XUPYPIrHYHH HHTCPBEHIHH, 33
Ac3nH(peKIHA Ha PBIIE ce puara HepaspeaeH 70% coupr.

3a dbpuKIHK ¥ KOMIIPECH Ja ce MpHIara cie/ paspexaane 1:1.
4.3. IlporaBonoxazanus |

CBPBXYYBCTBHTEIHOCT KbM €THIOB CIHPT.

4.4. CHenpajay NpexyOpexaeHNs B NpeANa3HA MepKHA NpH ynioTpeda

Ila He ce HaHAacA BbpXy JMTABHIN, 3 He C€ OPUEMa BHTPEINHO, A Ce Ma3sT OUHTe.

3ananuM [IPOYKT

Ha "e ce mpunara npoAbDKHTENIHO BpeMe BBpXY OOMUPHH yYacThIH OT Koxara!

4.5. B3aumopelicTBHe ¢ APYra JAeKAPCTBEHH NPOAYKTM M JApPYTH #

B3aHMOJACHCTBHE

HsaMa naguu 3a B3aHMoaeHCTBHSA
4.6.PepTHANTET,OpEeMEHHOCT H KBPMeEHE

Hsama cnenuanay npeaynpexaeHus.,



4.7. EdexTu BLPXY cnocofHocTTa 32 modupane n [iaﬁnra ¢ MAINAHA

ITpu nokanne nprnosxenne, eTHnoB ciEpt 70 % 06./06. He TOBMHABA CHOCOOROCTTA 33
mogupatie u patora ¢ MaIUEHM. |
4.8. Hexxenasnn JexapeTaenn peaxnnH

Hapywenus na xoxcama u nodxoxchama moran: |

B muoro pemxn cmysan (<1/10 000) ca BB3MOKHW PeakTEH Ha CBPBLXUYBCTBETENHOCT
KbM €TAHOIL, KaTO JCKAIHO APa3HEIO ACHCTBHE HA KOXaTa ¥ KOHTAKTHY ACPMATHTH.
Obuyu napyuienus u eghrexmu na MACMOMO HQ NPIIOXCEHUE

B mMHOr0 pemin ciyqan (<1/10 000) uzcymasate Ha KOKaTa.

4.9. IIpepozppane

Hopamw 65p30T0 H3napenue, MpesI03UPAHETO HE € OT CHUICCTREHO HAYCHIE,

3. PAPMAKOJIOrHT9HM TAUHH
3.1. GapmakoaHAaMUIHY cBOlicTBa
ATC xon ~ DOBAX08: AnTucemTHIM M AC3HHGEKTAHTH, Jpyra aHTHCEnNTHIE H
Ae3uHpeKTaHTH |

Erunosuar aimcoxon fefcTsa aHTHCEITHIHO, GAKTEPHIMARO A ANCTPURTERTHO. [lelicTha
03p30 DAKTEPHIMIHO clenly BereTaTHBHRTE $OpMH Ha DaxTepHUTE, HO He pazpymara
GakTepHanHuTe cHOpH. BB BHCOKH KOHICHTPANHH STHJIOBUA QIKOXOJ ACXHAPATHpE
KICTKHTE, HApymlaBa KIeTpYHaTa MemOpaHa H  mpean3BPHKBA KoaryiamHs Ha
npo*renﬁm:e'. |
3.2. PapMaKOKHHETHIHHA CBOICTBA | |
Cnabo ce abcopbupa npes koxara. Emmvunapa ce Obp3oc upes H3lapeHHe,
OnaronapeHie Ha BUCOKMA CH TapeH HATHCK. |
5.3. Ilpeaxawavanu Jannn 3a GezonacraoeT
Hama nauun,

6. PAPMAUEBTHYHH JAHHH

6.1. CndchbK HA MOMONIAMTE BEMIECTBA ¥ TEXHATE KOJMHEYeCTRA

[TomMomAYu BemecTBa 32100ml, Bml | 3a 1000 mi, B ml

Hpeqncienah BOJa 2790 270

6.2 OPU3HKOXHMHYHH HEeCHLBMECTHMOCTH
HecpeMecTHM ¢ HOIHNM CONMH, aNKAOHAHN M COHA HA TEKKHTE METANMN.

6.3. Cpox na reguocr

2 (mBe) rogHHN




CpOK Ha TOFHOCT CJIE, THEPBRORAYAIHO OTBApAHE HA ONAKOBKATA — 3 MECEla.

6.4. Coempgianny ycI0BHA 33 mpaﬁﬁnﬂe

Ja ce cbXpansBa Ha CYX0 MSCTO, 3aIIMICHO OT HpaKa CIYPHYCBA CBETIMHA HpH
TeMITEpaTypa nog 25°C.

Ja Be ce H3MOA3BA CNEX JaTaTa HA ASTHYAHE HA CpOKa Ha roAHoCT!

Aa ce cpXpangpa Ha MACTO, HENOCTHIIAD 33 ITOFJIENa B JOCErs Ha Jena.

6.5. 1ann¥ 3a oNMaAKOBKATA

Byramka or normerunenrepetTanar  or 100 ml, 3aTBOpEeHHd ¢ KANAYKH HA BHHT OT
OOMMETHAEH, OTTOBAPAIIH Ha m3HckpaHHATa HA Ph. Fur. 322 B OyrHEnkm or
OONHETHNCH W\HIH ToaHeTHIeRTepedTanar 1000 ml, 3arpopenw ¢ Kaldvyky BA BEHT OT
NOJMETHICH W\ DO THIIPOIIMICH, OTTOBapAIIA Ha H3HCcKBaHAATa Ha Ph. Eur, 3.2.2.
Brpxy OyTanxate ca 3aNercHu €THKETE B cxorpercTeue ¢ Hapenba Ne 38 Ha M3 or
13.09 2007 r /B, 6p. 77.

6.6. CienHAJIHA OPENIAIHA MePKH RpH H3XBLDJIARE

Hen:mnﬁmammr BPOoOYKT R OTIIaIpYHHTE MATEpHAIH OT HEro TpsdBa ga ce.

H3XBBPAAT B ChOTBCTCTBHC C MCCTHHTC H3HCKBIANHA.

7. IPUTEXKATEJ HA PASPEHIEHHETO 3A YIIOTPEBA
FAITEH-®APMA OOJ]

c. Kanyreporo 4462, obnact [1azapmKuk

Peirybmixa bearapus

Ten.: 034/44 45 31; 03515720 25, 20 26,23 00

Dakc:03552\9095

EnexrponHa noma:galenfarma@gmail .com
8. PETHCTPAITHOHEH HOMEP

20040515
9. JATA HA [IbPBO  PASPEIHABAHEWIOJHOBABAHE HA
PAIPERIEHUETO 3A VIIOTPEBA - '

05.11.2004 roguaa
10, ATA HA AKTVAJIM3AIIAS HA TEKCTA
05.2017r.




