KPATKA XAPAKTEPUCTHKA HA IMPOIYKTA

W3MbNHUTENHA ATERLWA N0 NEKAPCTBATA
1. HUME HA JIEKAPCTBEHHUA IMMPOJAYKT ’ KpamKa XapaxmepuciuKa ra npogyxma - lNpuaomerue 1
Kom Pez. Ne A0O0CO O OOL
MeHTOJI0B CIMPT X umakc (Dapma ]%’ JlepMarieH pasTBop - 100 ml Bl A coceccisssensssponisssepsonionsed
iR ¥ 5 j - 4 L7 ? ] F: 144
Spiritus Mentholi Chemax Pharma 1%, cutaneous solution - 100 ml | paspewesue Ne = /7‘(7 _____ oy Uy, 201....
2. KAYECTBEH U KOJIMMECTBEH CbCTAB | OPOODEHUB M ..ocovvacosiremmasenniarsene sonmessnsossesesoeseenssnsinesy)

Eaun ml ot pasreopa ceaspxka 10 mg nesomenton (levomenthol).

3a MBJIHKSA CITMCBK HA MOMOIIHKTE BeLecTBa, BHK To4ka 6.1.
3.  JEKAPCTBEHA ®OPMA

JlepmaiieH pastBop

4. K/IMHHUYHH JAHHH

4.1 TepaneBTHYHH NOKA3AHHA

3a cHMNITOMATHYHO JICYEHHE Ha CHPOAIM IepMATO3H, YPTHKAPHs, HEBPOJIEPMHT, Bb3PacToBO
o0ycnoBeH chpOex.

4.2 Jlo3MpoBKA H HAYHH HA NPHJIOKEHHE

[Ipunara ce BHHIIHO Ype3 HaHACSHE H BTPHBAHE C MIOMOIIITA HA NMOIXOIAIL TAMIIOH, 2-3 IIbTH
JHCBHO.

4.3 IlporuBonokaszanus

Jla He ce npuiara npy HapyIeHa A7I0CT, OCTPO Bh3NATIEHA H MOAMOKPAIIA KOXKa.
Jla He ce npuiara npu CBPbX4YyBCTBHTEIIHOCT KbM HAKOS OT ChCTABKHTE.
Jla He ce nmpuiara npu Jiena noj S5 roJMIIHa Bb3pacT.

44 ChenHaJ HH npeaynpexIeHHs H NpeINa3HH MepKH npH ynorpeba

[Topagu onacHOCT OT ajeprayHy peakiMy TpsOBa Ja ce npuiiara ¢ MOBHIIEHO BHUMaHHE IpH
OonHK 0T OpOHXHAIHA aCTMa M JIPYTH alleprudHy 3abonsBaHus!

Jla He ce HaHACA BbPXY JIMTABHIIH.

Jla ce chXpaHsBa Ha MACTO, HEJIOCTBITHO 3a Jlela.

Jla He ce npuemMa BbTPELIHO.

Ja ce naszat ounre. Cnen ynorpeba na ce u3MuBar 100pe phlleTe, 3al10TO KOHTAKThT C
JIMTABHIIA, OCOOEHO HA OYHUTE MOJKE JIa IPHYHHH MECTHO JIpa3HEeHE.

Jlecno 3anajiuM MpOIYKT.

4.5 BsaumojaeiicTBHe ¢ IPYIH JIeKAPCTBEHH NPOAYKTH H APYrH GopME HA B3aHMO/eHCcTBHE

He ca u3BecTHH

4.6 bpemMeHHOCT H KbpMeHe

Hsma foctaThYHO IaHHH 32 IPOBEXk/IaHU H3CIIC/IBAaHHUA 3a PENPOLYKTHBHA TOKCHYH
KOETO He ce MpenopbhyBa MpUJIaraieTo Ha NpoAyKTa Mo BpeMe Ha OpEMEHHOCT H KbpPME

.



4.7 Edekrn Bbpxy cnocobnoctTa 3a modupane u pabora ¢ MAIIHMHK

MenTonos cnimpt Xumakce ®apma 1% He noBnusBa cnocoOHocTTa 3a modupane uiu padora ¢
MAaIlIHHH [IPH BHHIIHO MPHJIOKEHHE. ’

4.8 Hexenanu JJeKAPCTBEHH pPeaKIHH

Peakuuure ce npeneHsBat OOMKHOBEHO KATO JIEKH M IPEXO/IHH.

Hexenanure jieKapCTBEHH pEakilMH €a IMOJAPEJIEHH B CHOTBETCTBHE C YECTOTATA, KAKTO € MPHETO:
MHOro 4ectd (=1/10), yectu (>1/100 no <1/10), newectu (=1/1 000 go <1/100), peaxu (=1/10 000
1o <1/1 000), muoro peaku (<1/10 000) 1 TakuBa ¢ HEM3BECTHA YeCTOTA (OT HAJIMYHHUTE JIAHHH HE
MOXke J1a ObJie HarpaBeHa OleHKa).

Mnozco peoxku: Peakuum Ha CBPBXYYBCTBHTEIHOCT KbM HAKOA OT ChCTaBKMTE. BB3MOKHH ca
JICPrUYHU peakUny IpH npuwiaraie B 6m3oct Ao auxartennu nbTHma. [Ipu aeua noa 5 roauuu ca
BB3MOXKHH CMYIICHHS B JIMIIAHETO.

4.9 [TIlpenosmpane

YecToTO NpHIIOKEHHE [TPEIM3BHKBA JIPA3HEHE H W3CYIIABaHE HA KOXKaTa.
5. ®APMAKOJIOI'MYHHA CBOMCTBA

5.1 dapmakoIMHAMHYHH CBOHCTBA

®dapmakoTepaneBTHYHA rpyna: JIpyrd 1epMaToliorHyHHl cpecTBa
ATC komn: DITAX

AHTHCENTHYHO, AHTHIIPYPUIHHO3HO Ype3 aHeCcTe3us Ha nepudepHUTe HEPBHH PELENTOPH B
KO’KaTa; OCBeKapallo JieiicTBye.

5.2 ®dapMakOKHHETHYHH CBOHCTBA

AbGcopOupa ce npe3 koxkara. Enumunupa ce 0bp30 upe3 uznapeHue 1 cyoiumarus.

5.3 llpeakJuHHYHH AaHHH 32 Oe30MacHOCT

HexiMHMYHMTE JaHHHU He NoKa3BaT 0coOeH pUCK 3a Xopara Ha 6a3a Ha KOHBEHIIMOHAIIHHTE
(bapMakoJIOrHYHH W3MUTBAHHKS 3a 6€30MaCHOCT, TOKCHYHOCT IPH MHOTOKPATHO NpHJIaraLe,
I€HOTOKCHYHOCT, KAPLIMHOTEHEH MOTEHIHAJI, PENPOAYKTHBHA TOKCHYHOCT H TOKCHYHOCT 3a
Pa3BHTHETO.

JIeBOMEHTOIBT HE MOKa3Ba MyTareHeH WIH KaHIIHPOTEHEH MOTEHIIHAIL

6. ©®APMAIIEBTHYHH JAHHH

6.1 CnHCBK HA NOMOUIHATE BeHIeCTBA

ETanon 96% 06./06.
[Tpeuncrena Bosa

6.2 HecbBMECTHMOCTH

He ca u3BecTHH




6.3 Cpok Ha roanoct

Cpok Ha rogHocT - | roauHa.
Cpok Ha roHOCT clie/l TBPBOTO OTBApsiHE HA ONAKOBKaTa - 4 Mecela.
[TpoaykTsT 1a He ce U3MON3Ba Clejl JaTaTa Ha H3THYaHe Ha CpoKa Ha rOAHOCT!

6.4 Cnenuajnu ycJ0BHS HA ChbXpaHeHHe

Jla ce cuxpansea noa 25°C.

Jla ce cbxpaHsiBa B OpUrMHA/IHATA OMAKOBKA, 3a /1 Ce Mpe/INa3y OT CBeT/IMHA H BJiara.
ChXxpaHsBaiTe ONAKOBKAaTa IUIBTHO 3aTBOPEHA.

Jla ce nma3u o1 oreH!

6.5 Jlannu 3a onakoBKaTa

Coabpxanne Ha "MenTosioB ciupt Xumakce @apma 1%" B eana onakoska - 100 ml.

ITeperuna onakoska: 100 ml oT MpoAyKTa c€ ONAKOBa B IUIACTMACOBH OYTHIIKH, KOUTO CE 3aTBapAT
C IJIACTMACOBH Kana4yku Ha BHHT. Bepxy OyTHIIKaTa ce nocraBs XapTHEH WIH caMO3alernBail ce
€THKEeT C O3HAYECHHS.

Bropuuna onakoBka:
He ce npeasuxa.

6.6 CpoeuHaJHH NpeINasHH MEPKH NPH H3XBbpJIsiHE

Hsama cneumanin H3MCKBaHus.

7.  NPHUTEXKATEJI HA PASPEHIEHHETO 3A YIIOTPEBA
»Xumakce @apma” EOO/]

yi. “T'opuna” 8A, 1618 Codus, beiarapus
Tem: 955 62 98; dakc: 95542 78

e-mail: info@chemaxpharma.com
8. HOMEP(A) HA PASPEIIEHHUETO 3A YIIOTPEBA

11-12001/08-12-2005

9. JIATA HA ITBPBO PA3SPEINABAHE/MIOJTHOBSABAHE HA PASPEIIEHHETO 3A
YINOTPEBA

10/01/2000
10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

®espyapu 2011




