} - FELN R T Rt T -l vy el i bl P -1

KPATKA XAPAKTEPHCTHKA H/

1. AME HA JEKAPCTBEHHS NPOJAYKT =l AR . A Wil

TINCTURA VALERIANAE CHEMAX PHARMA 200 mg/ml PPPapope Sbhution: oot
TAHKTYPA BAJIEPUAHA XUMAKC (DAPMA 200 mg/ml nepopalHH KAMKH, paBTBO]J

2. KAYECTBEH H KOJIMMECTBEH CBHhCTAB

-1 ml or mepopamEMs pasreop chAspxa 1 ml THHKTYpa oT Valerianae radix (KopeH
Banepuana) 1:5, ceoTBercrBama Ha 200 mg xopern Baneprana.

TToMOINHO BELECTBO ¢ W3BECTHO JelicraHe: eraHon o 69 % (06./00.)

3. JIEKAPCTBEHA ®OPMA

Ilepopaiup Kanlke, pasTsop.

4. KIAHWYHH JAHHHA

4.1 TepaneBrEuRE NOKAIAHAR

[1pr HEPBHO HAIIPEIKCHHE H JIEKH HAPYIICHHA Ha CHHAL.
THHKTYPA BAJIEPUAHA e noxa3aHa npH BB3PacTHH M AC1a HAX 12 roAuHH.

4.2 lo3HpOBKA B HAMHEA HA NPHIGKEHHE

Jlosnposka

Brapactan — no 20-30 xamku 3 TbTH JTHEBHO.

Jlena vax 12 roguHRy ~ 3 TBTH AHEBHO IO TOJKOBA KAIIKH, HA KOIKOTO TOXHHH € ICTETO.

THHKTYPA BAJIEPUAHA He Tpa6Ba Ja ce nmpunara npH Jiela Ha Bb3pacT A0 12 roAHHH.

HauuH Ha npHIOKeHHE
Kanxure TpabBa aa ce pa3TBOPAT B MAJIKO BOZA M [a C& IIPHEMAT IOJIOBHH YaC Npead XpaHEHE,

4.3 IIpoTRBONOKA3AHES

. CBPBXUMYBCTBMTEITHOCT KBM aKTHBHOTO BELIECTBO HIIH KBM [IOMOIHHOTO BEIIECTBO
(Pa3TBOPHTES, H3MOM3BAH 32 €KCTPAKIHA), MOCOYEHO B T. 6.1

. HAena nod 12-roauinHa B3pact

. BpeMeHHOCT H KEpMeHe

- Enmnencys ¥ akoxonu3zsM

44 CoenmajuH UpeAYHpPEeXIACHEY H NpelNa3HH MEePKH PR ynoTpeba

ChmecTRyBa PHCK OT NOTEHIHMpAHe HA CCHNATHBHAA €(EKT IPH E€HHOB
NEKAPCTECHA MNPOAYKTH, NOTHCKAUH NEHTPAIHATA HEPBHA CHCTE
AHKCHOMMTHIA ) HITH QJIKOXOJL.



[Topami chappxkaHHero Ha eranon (xo 69 % 06./06. wm 0.3 g Ha go3a) Moxke Ja
NpeACTaBifBa OMACHOCT 3a CTpajallluTe OT HECPHONPOOHH 3abO0JIIBaHHA, AIKOXOIH3IBM,
CIHJICNICUA, MO3BYHH YBPEXKIAaHAAL, KaKTO 3a OpeMeHHH, KbpPMadKH H JcIa.

Hpa3Hu o9uTe IpH AUPEKTHO IMOMATAHE.

AXO crief TIpHEM Ha JIEKapCTBEHHA MPOAYKT CHMITTOMHATE MPOAB/DKABAT HIH CHCTOSHHETO CE
BJIOIH, JICYCHHETO TPAOBA J1a CE NPCOLICHH. -

4.5 BiaumopneiicTBHe ¢ APYrH JeKAPCTBEHH NPOAYKTH H APYTH OPMH HAa B3aBMOACHCTBHE

He ce npenoprusa eaHoBpeMeHHaTa ynorpeba ¢ OapOurypaTH, aHKCHOMHTHL H APYTH MOTHCKAIHH
HCHTpaANHATA HEpBHA CHCTEMA JIEKAPCTBA M AJIKOXON NOpaay BH3MOKHO fI0TCHIHpaHe Ha CeaTHBHUA
e¢exT. He ca omicanu ApyrH jiekapcTBeHH B3aHMOJCHACTBHA.

46 DepraauTeT, SPEeMEHHOCT H KbpMeHE
Yrorpebara Ha NexapCTBEHHA MPOAYKT HE CE MPENOPHMEa N0 BpeMe Ha OpeMEHHOCT H KbpPMEHE.
4.7 Edexrn Bpxy cnocofnoctTa 33 modupane n pafora ¢ MAMAAE

THUHKTVYPA BAJIEPUAHA ne Tpa6ra na ce ynotpeOasa npean modupade u pabora ¢ MaliuHu
NOPaaH PHCK OT CHHITMBOCT H OTCIa0BaHe Ha BHUMAHMETO.

48 HexeJann IeKAPCTBEHE PeAKIHE

THHKTVYPA BAJIEPHUAHA ce xapaxrepyaupa ¢ Ao0pa noHocHMOCT. Beamoxno € aa ce Habmonasar
rnaBobonme, BE36yna, OeschbHHe WIH CHHIHBOCT M IIOHHXKEHA paboTocnoco0HOCT, 4epHOAPOGHH
YBpEXKIaHHA, NPOSBH HA CBPBXYYBCTBHTEIHOCT, a2 B PEAKH C/Iy4aH - HHAWBHAYATHA HEMOHOCHMOCT
KbM apoMata. Be3MOXKHO € Ja ce HabmoaBaT ¥ CHMITTOMH OT CTPaHa Ha CTOMAIIHO — YPEBHHA TPaKT
(HanpHUMep rajeHe U KOPEMHH CIIA3MH).

Crobmasanie Ha NOO3UPAHYN HEXENAHY PEAKIHY
Cpo0masaneTo Ha NONO3HPAHN HEXCIAHH PEaKLHH CJIe]| pa3pellaBaHe 3a yrnoTpeda Ha JICKApCTBEHUA

NMpOAOYKT € BaXKHO. TOBA M03BOJIABA A3 MPOABDKH HAOMIONEHHETO HA CHOTHOLIEHHETO MOII3a/PHCK 3a
NEeKApCTBEHHA MpoAyKT. OT MEAMLMHCKHTE CNICLHATHCTH C€ H3HCKBA J1a ChoOINABAT BCAKA

NOJIO3HPaHa HEXENIAHA PEAKIAA Ypes:

HM3rbTHHTEHA areHMA 110 JIEKapeTBaTa
ya. ,.Jdaman I'pyes” Ne 8

1303 Codmus

Ten.: +359 2 8903417

yeOcaiiT: www.bda.bg
4.9 Hpe,uo:inpane

[IposBHTE Ha TNpefO3UpPAHE ¢a MHOTO DPEAKH, CBHP3AHH ¢ INMPOAL/DKUTENHO NPHIATaHE HA J03H,
MHOTOKPATHO NPEBHINABAIIM [IPENOPBLYBAHATE TEPANEBTHYHH A03H.

KopeH Banepuana B eJHOKpaTHa 1033 NpuOmH3HTeNnHO 20 g Npeaws3BMKBa CHMITTOMH KaTO: YMOpa,
KOPEMHHM CHA3MM, CTITAHE B TI'bpauTe, NPHMANABaHE, TPEMOP Ha pPBUCTE M MHIPHA3A, KOHTO
oT3BYYaBar 0e3 neueHne B paMKHTe Ha 24 4aca.
JIeueHHETO € CHMITOMATHYHO.

5. ®APMAKOJIOHYHU CBOICTBA

3.1 @apmakoaRHaAMHYHE CBOHCTBA



dapmakoTepanesTHUHA rpymna: J[pyry CbHOTBOPHH H ceatuBHH cpeAcTBa. ATC xoa: NOSCMO9

JleKapCTBEHHAT MPOAYKT NPHTEXKABA CEAATHBHO JSHCTBHE.

dapMakonorydHoTO JelicTBHe ce o0ycnaBd OT KOMIUIEKCHOTO ACHCTBHE Ha peAHLA AKTHBHH
BEIIECTBA, KOHTO C€ ChABPXKAT B KOPEHHTE OT BalepHaHa: €TePHYHO MACIIO, ITIaBHATA YacT HA KOETO
ce CbCTOM OT €cTep Ha OOpHeONa ¢ H30BAJACPHAHOBATA H OLICTHATA KHCEJIMHA, CECKHTEPIICHOBH
KHCETHHE (BafNePEHOBA KHCEIHHA) M Jp., HPHAOMAM (MO3HATH KATO BAaNCMOTPHATH), ANKANOHAK
(ranepun); GrasaHOWIM U Xp.

CrBpeMeHHHTE H3CTCABaHM JOKA3BAT, Ye KIHHUYHHAT e(PeKT ¢ IIOCTHTa Ype3 HAKOJKO MEXaHM3Ma
Ha Aelicreie, prodBamA p3auMoacicTerd ¢ TAMK — cHcTeMaTa, aroHH3eM cnipaMo Al aaeHO3MH

peunenTopa u cebp3BaHe KbM S-HT1A peuenTopa.

5.2 @apMaKOKEHCTHYHH CBOHCTBA

TuHKTYpa BajicpyaHa HMa Jo0pa CTOMALIHO-YpeBHa pe3opouud. CeAaTHBHHAT €(eKT HACTHNBA OKOMO
30 min chex MpHIOXEHHETO.

5.3 IIpeaxnHBERYHH JAHHE 32 6€30MACHOCT

THHKTYPA BAJIEPUAHA wpMa HHCKa TOKCHYHOCT H € A00pe NOHOCHMA OpH MNEepOpajiHo
npuioxkeHue. Ha npaxTyka B THTepaTypaTa JIHIICBAT JAHHH 32 OCTPa TOKCHYHOCT Ha BaJlCpHAHATA.

TUHKTYPA BAJIEPUAHA noxa3sa HMCKA TOKCHYHOCT NpH H3NUTBAHMA 34 OCTPa TOKCHYHOCT H

TOKCHMHOCT NpH MHOTOKPATHO NpHJiaraHe NpH rpu3avy.
He ca w3BbLpinBani IIpOy9IBaHNA 33 PENPOAYKTHBHA TOKCHYHOCT, FT¢HOTOKCHYHOCT H KaplIHHON€HHOCT.

6. ®APMAIEBTHYHH NAHHH

6.1 CumchLk Ha NIOMOIHHTE BemeCTBa

Pasmopmeﬁ; Hsnonanhﬂ 3a éxcmaxmm:_ etanon 70 % 06./06.
6.2 HecnBMECTHMOCTH

He ca m3BecTHH.

6.3 Cpolé HA TOAHOCT |

Cpok Ha rogHocT: 3 rofiuHu.
Cpok Ha FOAHOCT C/ISA ITEPBO OTBApAHE Ha OnaKoBKaTa: 1 (eaun) Mecell.

6.4 CnenEMLIHH YCIOBHS Ha ChXpaHeHHe
Ha ce c*sxpaimaa non 25 °C.
Jla ce chXpansBa B OPHTHHAJIHATA OITAKOBKA, HA CYXO M 3aUIUTEHO OT CBETIIHHA MACTO.

Jla ce chpXpaHiIBa Ha MACTO, HEAOCTHITHO 32 Aelia.

6.5 Bua g chAbPKAHEE HR OUAKOBKATA

Onaxoexa 15 g: |
15 g nepopanuu kanku, pasteop B Kadsaea cTekieHa Gymunka (knac I1I) ot 20
CBhC 3allylNajKa-KalkoMep OT MONHCTWICH/ONHNPONHICH U ¢ NMOJHETHICH
33€JIHO C JINCTORKA 32 MALHEHTA, TIOCTABEHA B €IHHMYHA KAPTOHECHA KYTHI. \




Onaxosgka 900 g: |
900 g nepopaNHM KarkH, pasTeop B Kadapa crekieHa Gytwika or 1 000 ml (tun III), 3aTBOpeHa ¢

NOTHETHICHOBA Kallauka Ha BHHT.
6.6 Crhnenmajam NpexNa3HE MEPKH APH H3XBbpJsHe B pabora

Hama cnenHanHy H3UMCKBAHHA.

7. HPHTEXATEJ HA PA3PEHNIEHHUETO 3A YIIOTPEBA

XUMAKC PAPMA EOOX

yn. 'opuiia 8A

1618 Codmia, brirapus

Ten: + 359 2 955 6298

Paxc: +359 2 955 4278

e-mail: info@chemaxpharma.com

8. HOMEP HA PASPENNIEHHETO 3A YIIOTPEBA

Per. Ne 20030146

9. JATA HA ITBPBO PA3SPEINABAHE/MIOAHOBABAHE HA PAZPEINIEHHETO 3A
YIHOTPEBA

Hara Ha nocneano nognossaeare: 09. 12, 2008 r.

10. JATA BA AKTYANMIUPAHE HA TEKCTA

CemremBpu 2021 1.




