KPATKA XAPAKTEPUCTHUKA HA ITIPOAYKTA

ETHJIOB CIIMPT I'AJIEH - ®APMA 90 % v/v

PA3TBOP 3A KOXA

Bytuaku or 100 ml, 1000 ml

SPIRITUS AETHYLICUS GALEN -PHARMA 90 % v/v

CUTANEOUS SOLUTION (sol.cut.)

BOTTLE 100 ml, 1000 ml
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1. UME HA JEKAPCTBEHMS IIPOXYKT . . ,fQD?wf/G

ETHJIOB CIIHPT FAJIEH ®APMA 90 % viv pamop mm,%; z 1 -, o m |

100 ml, 1000 ml T

SPIRITUS AETHYLICUS GALEN —PHARMA 90 % i cutaneous solutiony ===
100 ml, 1000 ml

2. KAHECTBEH H KOITMYECTBEH ChCTAB

AXTHBHO BEIeCTBO 3a 100 ml, B ml , 32 1000 ml, B 1'1114
Etaron 96 % (Ethanol 96 %) | 93.4 934 |

3a meIHMS CIIHCHK HA NOMOIIEHTS BEIIECTBA B, TOUKa.6.1.

3. JJEKAPCTBEHA ®OPMA
PasTBOp 32 KOXA

Cutaneous solution

4. KIMHAYHHA NTAHHH
4.1.TepaneBTHMHH NOKAIAHUA
Cnen noaxoasumo paspeXiaHe, 3a AC3HHEQEKIHA HAa KOXara IIpedH HIDKCKIUH,
XHPYPrHUHH HHTEPBEHIH, 33 Ae3HH(EKNHT Ha pPhbHE H 33 3arpgBalllH KOMIIPECH H
bpHKIIHH.

4.2, Ao3MpoBKa H HAMHH HA NPHI0KeHHE

IIpunara ce BEHIBG BEPXY KOXaTA ¢ IOMOIITA Ha NOAXOAAIN TAMITOH.

3a nesenbexuns Ha koXara fIpegH WEXKCKIWH, XHPYPIHYHM HHTCPBCHIAH, 34
AesuH(EKIIML Ha PhUE Jia Ce MpHIAra el paspexAaHe ¢ poga: 3 vacTd crmupt/1 gacr
sona {3:1).

- 32 (pUKIMH A KOMIOPECH Ja € NpUiara ¢iel paspexiane 1:2.
4.3. IIpoTuBonOKAZaNNA’

CBpBLXYYBCTBHTEIHOCT KBM €THIIOB CIAPT.

4.4, Cuenpanay NpeynpeKIeHns H Opeila3sHH MEPKH OpH YIIoTpeba
Ha HE ce HaHacs BBPXY JIHTaBHIH, Aa HE CE€ NpHEMA BETPEINHO, /12 CC MAYgTS
Jananmy Tpogyxr!
Jla He ce OpHNara TpoABIXKHTEIHO BpeMe BbpXY ODIMHEPHH y9acThOH OT KOXKara!

4.5, leamioneﬁcmﬂe ¢ APYFH JIeKapcTBeHHd IPOXYKTH H APYrH fopmMn Ha
B3RHMOICHCTRHE

Hana panan 38 B3ARMOACHCTBS

.2



4.6, PepraiHTeT,0peMEHHOCT H KbPMEHE

Hama crienHanay DpeAypexacHHA.

4.7. EdexTn BHpXY ciocofHOCTTA 32 ImodpupaHe B paboTa ¢ MANIHHH

IIpy JIOKIHO TPHAOXEHME, eTHnos cnapt 90 % v/v He IoBIMsBa CHIOCODHOCTTZ 3a
mogmpane H paboTa ¢ MalIHHA.

4.8. Hekenanu nexapcerBedn peaknus

Hapywenua na xoxcama u ROOKONCHAMA MbKAH!

B muoro pemxu crydad (<1/10 000) ca sB3MOXKHEN peakiind Ha CBPbXYYBCTBHTEIHOCT
KM ETaHON, KATO JIOKAJHO APa3sHEmo JEHCTBHE HA KOXKATa M KOHTAKTHH NSPMAaTHTH.
Qbwyu Hapyuwienus u ecrexmu Ha MACHIOMO KA RPUROJICERE

B MHOrO peaxu cnydan (<1/10 000) p3cyrasasde Ha Koxcara.

4.9, Ilpeno3upane

IMopanu 65p30TO U3NAPEHAE, IIPEO3UPAHETO HE € OT CHIIECTBEHO 3HAYCHHE.

5. PAPMAKOJIOT'HTYHI JAHHHN

5.1. ®apMaxoanEaAMBYHEH CBOiCTBA:

ATC wor — DOSAXO08: Ammucentaim X peapndexTanTy, JIPYrH aETHCEnTHLE |
Je3uHbeKTaHTH

ETHNOBHAT ankoxon AckcTsa anTHCENTHYHO, GakTepHIHARO B aacTpUATEeHTHO. JlelicTBa
OBp30 SaKTEpHIHAHO CJICHTY BereTaTMBHATE GopMH Ha OaKTepHATe, HO HE pajpymiaBa
OaxTepuaiaETe CMOpPH, BEB BHCOKH KOHUOCHTPALMH STHIOBHA AIKOXON ACXHIApaTHpa
KNeTKHTS, Hapymapa KIEThYHATa MeMOpasa H [Ipend3BHKBa Koaryjanwi Ha
IIPOTCHHHTE.

3.2, ©apMakOKHHETHIHH CBOHCTBA

Cnabo ce abGcopbmpa npes koxara. Emimuarpa ce OBp30 vpe3 H3DapeHHE,
OnarojapeHne Ha BAECOKHA CH NapeH HATHCK.

5.3. lpeaxasHuvHEE A2HEN 33 6€30NaCTHOCT

Hama naauu.

6. PAPMAINIEBTHYHH JTAHHHA

6.1, Crniuchk HA NOMOIAHMATE BeOlecTBA H TEXHHTE KOJIHYIECTBS
{loMOmIHM BEIICCTBA {3al100ml B ml 3a 1000 ml, B ml
[IpesmcTeHa BOAA | 6.6 66

6.2. Dmapko-XHMUYHHE HeCHBMECTHMOCTH
HecsBMecTHM ¢ HOAHM COMH, ANMKANOHIH H CONMH Ha TEXKKH METaly.

6.3. Cpox na rogmocr
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CpOK H4 NOAHOCT CEN ITbPBOHAYANHO OTBApAHE Ha ONaKOBKATa — 3 Mecerla.

6.4. Coenuanu yC/I0BHS 32 ChXPaHenHe

Ha ce ChbXpaHsBA Ha CYXO MACTO, 3AUIMTEHO OT NpAKA CTHHYEBA CBETIHHA npH
TeMneparypa nog 25°C.

Ha He ce n3mon3pa ceq AaTara Ha H3THYAHE HA CPOKa Ha roHOCT!

Ha ce cpxpanapa Ha MACTO, HEAOCTHIIHNO 34 NOIIEA H KOCera Ha Jena.

6.5, lanHnA 3a oaKoBKATA

byrwmas or nomsetunenTepepraratr ot 100 ml, 3aTBOPEHHA ¢ Kamaukd HA BHEHT OT
NONHUCTHACH, OTIrOBApAIIM Ha H3HWCKBaHuaTa Ha Ph. Eur. 3.22 u OGyrunkm ot
MOMHETHIEH H\H/IA nonmueTHieRTepedranar 1000 ml, 3aTBOpeHM C Kanauxk® HA BHAT OT
MOJMETHNEH R\HIH NOMHIIPOIHIEH, OTTOBAPAIHE Ha H3ncKksaHngTa Ha Ph. Eur. 3.2.2.
Bppxy OYTHIKHTE Ca 3a/ICTIeHH €THKETH B choTBeTcTBHE ¢ HapeaGa Ne 38 ma M3 or
13.09 2007 r./]1B, 6p. 77.

6.6. Cniennajnm npennasHy MepKH MpPH H3XBLPJISHE

Camo 3a NepMaNHe NPHIOXKEHHE CIER TOAXOAIINO Pa3pek/IaHe.

HeusmonssasusT MPOAYKT KM OTHAXBYHATE MaTepmamn Tpabpa Aa ce H3XBHPIAT B
CHOTBETCTBHEE C MECTHUTE H3IHCKBAHKS

TIHPUTEKATE HA PASPEINEHUETO 3A YIIOTPEBA

FAJIEH-®APMA OO]T

c. Kanyreporo 4462, obaact Iasapmsax

Pertybnuka Brirapus

Tesn.: 034/44 45 31; 03515/20 25, 20 26, 23 00

Paxc:03552\9095

Enextponnz noma:galenfarma@gmail.com

8.PETHCTPALIMOHEH HOMEP

20040516
9. JATA HA [BPBO  PA3PEIIABAHEMIOZHOBS

PASPEHIEHMETO 3A YIIOTPEBA
05.11.2004 rogura
10. JATA HA AKTYAJIN3AITUA HA TEKCTA
052017 r.




