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1. me Ha exkapcTBeHMs NPOAYKT

Anervina, oral drops, solution
AHepBUHA, IEPOPATHA KAIIKH, Pa3TBOP
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Ne HaumeHOBaHHE HA JIEKAPCTBEHUTE Cranpaptn KoanyecrBoB g
BemecTBa /KauecTBeHn | 35 100 g npoaykT
noxkasaresau/
1. |Tinctura Valerianae (TunkTypa BanepuaHa) Ph. Eur. 200 ¢
2. |Sodium bromide (Harpuer 6pomu) Ph. Fur. 15¢g
3.  jAmmonium bromide (Amonues Spomun) Ph. Eur. 20¢g
4. |Potassium bromide (Kamues 6pomun) Ph. Eur. 30¢g

3. JlekapcTrBena ¢opma
Kanku nepopanam, pasTeop.

4. Kaunu4Hau JaHHn

4.1. TepaneBTHYHH NOKA3aAHUS
CUMITTOMAaTHYHO JICUEHWE HA Pa3JApasHUTEITHOCT, TPEBOXKHOCT, JIEKH HApYIICHUS B CHHS,
CBBbp3aHH ¢ (HU3M4ecka W YMCTBEHA IIpeymMopa, HEBPOTMYHU pa3CTpOHCTBa, O0COOEHO B

KJIIHMaKTeprhyma.

4.2. lo3upoBKa 1 HAYMH HA YNOTpeda

Bw3pactHu
ITo 20-30 xanku 1 viu 2 TbTH JHEBHO, pa3TBOPEHHU B MAJIKO BOJia MM Ha Oydka 3axap.

Hena

Hena vag 12 roguHu—1 ITBT JHEBHO 110 TOJIKOBA KAIIKK, HA KOJKOTO TOAUHH € IETETO.

IIpoABIHKUTENTHOCT HA IPHUEMA
AHepBuHa He OUBa Jla ce U3M0JI3Ba MoBeUe OT 15 1HU 6e3 leKapcKo mpeanucatue.

4.3. IIporuBonoka3anusi

e CBpPBXYYBCTBUTEIHOCT KbM HSIKOS OT CHCTaBKUTE HA IIPOJYKTa;
e Texxa yepHOJApOOHA HEAOCTATHYHOCT;

e [lanmenTn c notucHaTa peHanHa QYHKIHS;

e DbpemenHocT;

o Jlakrarusi;

e Jlena nop 12 roguiuHa Bb3pacT.




“Xumakc ®apma” EOQO/ - Copusn

4.4. CnenuajHH npexynpexIeHns 1 MpeInasHu MEPKH NpU ynorpeda

JexuaparupaHu NallueHTH;

ITaruenTn Ha GeaHa Ha HATPHEB XJIOPU JUETA;

[ToBmieHa TenecHa TeMIeparypa;

Beptebpanna aTepockiieposa;

OpraonvyHyA MO3BYHHU HapyLIEHUS;

JleOunHu nalueHTH;

JlenpecupaHu NAUeHTH;

[TarueHTH ¢ HEBPOJIOTUYHY 3a00IIBaHuU;

[TaureHTH ¢ IcHXu4ecKy 3a00JIsIBaHNUS;

Crappxa eranon (o 49 Ha cto V/V wim go 0.2 g Ha no3a) nopagu KOETO HE CC

npenopbyBa 3a ynorpeda OT CTpaJalld OT YEPHOIPOOHH 3a00JISIBAHKS, aJIKOXOIH3BM,

CIUJIETICHSI, MO3BYHH YBPEHKIaHUS MK 3a00JIBaHus, KAKTO U 32 OpPEMEHHU;

e Vmorpebara Ha Opomuau NpH O6eqHA Ha HATPUEB XJIOPUI AMETA BOJM 10 YCHJIBAHE Ha
epexTa MM MOpagd yIb/DKaBaHE BPEMETO Ha EIUMHHHMPAHETO MM OT OpraHu3Ma.
KymymupaneTo Ha OpOMUIH B OpraHH3Ma MOXE Ja JOBEJE JO HEXEIaHU JIEKapCTBEHH
peakIuHy MpH NallMeHTH ¢ YepHOoapoOHa M OBOpeYHa HEJOCTaThYHOCT, KaKTO U HpPH
Bh3pactHu manueHTH (Han 70 ronunn). [lopann enumyiHMpaneTo Ha OPOMHINTE MpeE3
EK30KPMHHUTE JKJIE3H Ha KOXaTa, Jia ce Clia3Ba JoOpa XUIHeHa Ha KOXKaTa.;

e Moxe aa MoauduIUpa IeHCTBHETO Ha HIAKOH JIEKapCTBA.

4.5. BzaumoueiicTBusl ¢ IPYru JJeKAPCTBeHH NIPOAYKTH M Apyru ¢dopmMu Ha
B3auMoJeiicTBHe

Bw3moxkHO e 3acmiBaHe Ha cemanusaTa U [JHC pempecus npu eHOBpeMEHHO IpUeMaHe Ha
AHEpBHHA M CeJaTHBHH-CHBHOTBOpPHH (OapOutypatu u O€H30AMA3€NUHU), OMUOUTIHHU
aHAITETHIIN, TPAHKBHJIM3ATOPH U AJIKOXOJI (MU €TaHOJI-ChIbPKaLly JIEKapcTBa).

AnepBrHa He OHBa J]a ce IpUEMa €[IHOBPEMEHHO C XETATOTOKCUYHH JIEKApCTBa.
JIUruTanucoBUTE TMPOAYKTH, eproaikaionaure, MopdpuHHa U OemamoHara MoraT Ja
npoTHBoJciicTBaT Ha epekTa Ha OpoMuaMTe.

He ce mpenopruBa ynorpeba Ha aTKOX0JI IO BpeMe Ha JIeYeHHE ¢ AHEPBHHA, IOPaAu PUCK OT
3aCHJIBaHE Ha CeJaTHBHUS €(eKT.

4.6. bpemeHnHocT 1 KbpMeHe

He ce npenopryBa nmpueMa Ha AHEpBHHA IO BpeMe Ha OPEMEHHOCT U B IIEpHOJia HAa KbpPMEHE.
AXTHBHO JieiicTBaIINTE CHCTAaBKKM Ha AHEPBHHA ITPEMHUHABAT IIpe3 IUIalleHTapHaTa 6apuepa u
CE CeKpEeTHpaT C MAWYNHOTO MIISIKO.

Bp3MoxHa € HeoHaTtamHa OpoMHIHA WHTOKCHKAllMsS ¥ HapylleHHe B pacTeka IpH Jena,
YHUTO MalikK ca ImpueMaiu OpoMHUaN Mo BpeMe Ha OpeMeHHocTTa. bpoMuHa HHTOKCHKAINS
€ Bb3MOJKHA U IIpH ITpUEMaHe Ha OpOMHIH B IIEPHOIa HA KbPMEHE.

IIpoxykTuTe, ChABpXKAIM BajJepHaHa, HE Ce NpENopbyBar IO BpeMme Ha 6peMeHI:&CFH"
IIEpUOJia HAa KbPMEHE.

4.7. E¢exTH BHpPXY CHOCOOHOCTTA 3a modupaHe H padoTa ¢ MAIINHHU na

AHepBHHA MOXe Jia TTOBJIHse CIocOOHOCTTA 32 paboTa ¢ MalIMHU U HIo(QHpaHe. \\ “Z’b
CrImecTBYBa ONMACHOCT OT HAMaJIfBaHE HA aKTHBHOTO BHUMAaHKE U 3a0aBsHe Ha p
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4.8. Hekes1aHH JIEKAPCTBEHH PeaKUHH

Bb3MOXHO € mpH XpOHH4YHA ymoTpeda Ha BHCOKH JNO3M Ja ce HabmronaBaT CIICIHHTE
HEXKEJIaHH PEaKITNH :

- OT CTpaHa Ha racTPO-WHTECTHHAIHHUSA TPaKT: TaJieHe W IOBpBINaHe, Opa3HEHe Ha
cTomaxa, abJJoMuHaTHA OOJIKa, KOHCTHITAUS; YePHOAPOOHH yBPEXKIaHUS.

- OT CTpaHa Ha LEHTpaJHATa HEePBHA CHUCTeMa: IiaBoboyue, Bp30yHa, CHHIMBOCT H
NOHIDKEHa paboToCIIOCOOHOCT; aTakCHsi; BEPTHrO; OOBPKAHOCT; MaHUs; XalIONWHAIHU;
HEBPOJIOTHYHH NPOMEHH; IOBUILIEHO UHTPACIIMHAIIHO HAJIATAHE.

- OT CTpaHa Ha AUXaTeJHaTa CHCTeMa: PECTIPATOPEH TUCTPEC CUHIPOM.

- OT CTpaHa Ha KO’KaTa: IPOSIBU Ha CBPBXIYyBCTBUTEIIHOCT X OOPUBH.

- 3pHUTENHU HapYIICHUS: 3€HUIUTe MoraT ja OBbJaT CBUTH WM Pa3sIIMPEHU M MOXeE Ja
uMa 3abaBeHa PeaKTHBHOCT KbM CBETJIHHA. MHOTO psAIKO MOXe Jia ce HabmoaaBa HapyIIeHO
BHXKJAHeE, CIeICTBHE Ha peTpoOyibapeH HEBPHUT.

- CBhPAEYHO ChIOBH HAPYIUEHUS: TAXUKAPIHSI, PIIKO — XUMTOTOHUSI.

4.9. llpexozupane

IIpn xpoHnuyHa ynoTrpeba Ha BHCOKM JO3H MOXe Ha ce Ha0moaasar: IJIaBobolue,
CBETOBBPTEX,  HapylIEHO  3peHHe,  XaIONWHAIMM,  OTHAJHANIOCT,  I[IOBHUINABAHE
CBhCHPBAcMOCTTa Ha KPBHBTA.

CumnroMuTe Ha mpeposupane ¢ Opomuan Hai-uecto ca cnegaute: [[HC nmenpecus, koma,
XUNOTOHHMS, TAXUKAP/IUS U pecIUpaTOpeH JAUCTpPEC.

Hsama cnenm¢uyen aHTHAOT Opy Openosupane Ha 6pomuan. OCHOBHATA Tepariiist € CHHpaHe
nprema Ha OpoMuaM, U3MEpBaHe HAa CEPYMHHTE HHBA, arpECHBHA XMIPATALIUS U IIOBUIIABAHE
Ha ypuHapHaTa OpoMuaHa eKcKkpenus. Tasu Tepanust TpsAOBa 1a MPOXLIDKHA [0 JOCTHIAHE HA
OpomMuIHH HHEBA OT NO-Maako oT 100 - 150 mg/dL.

CuMnToMHTE Ha HpeJo3HpaHe ¢ BajepHaHa HaM-4ecTO ca CIIEJHHUTE: JIECHA YMOPSIEMOCT,
CTAraHe B TIPBIHHMA KOWI, XWIOTOHHS, MHJApHa3a, abJoMHuHaimHAa Oo0JIKa, TpeMop Ha
KpaiHHUIMTE, 3aMasgHocT. [Ipu npueM Ha BHCOKH 103M BajiepraHa ce HaOJI0JaBaT IOTHCKAHE
Ha MHTECTHHAJIHUS MOTHJIMTET U TOHYC.

Ilpu npenosupane ¢ BalepHaHa, JICYCHHETO € CHMIITOMATUYHO: TIPHIIAra ce CTOMAIIEH JIABaXK
C aKTHBEH BBIVIEH M C€ IIPOCIEIABAaT OCHOBHHUTE >KU3HEHH IIOKa3aresd, YEePHOIPOCHHMTE
napametpy 1 EKI' npu cHMIITOMaTHYHH MANHCHTH.

5. ®apmakoJIOrAYHU JAHHA

5.1. ®apMakoAHHAMHYHH CBOMCTBA
Dapmarxomepanesmuuna epyna: ATC xoq — NO5SCM11

AHepBUHA NPEICTABNIABA KOMOMHUPAH HPOIYKT ChC CENATHBEH U c1abo M3paseH ChbHOTBOPEH

e(deKT.
BaniepuaHoBata THHKTYpa YCHJIBA 3aJpBXHATE NPOIECH B LEHTPAIHATAa HEPBHA CHCTEMA,

KaTo JeHCTBA CENAaTHBHO, AHKCHOJNUTHYHO M HMa Cj1ab0 CIa3sMOJHTHYHO ﬂeﬁ@%%\\i\
YacTHOCT, BaJIEPEeHOBATA KUCEIMHA MHXMOMpA €H3UMHOTO pasrpaxkiaHe Ha G 'Asx‘(fi;a@[g\w 2\
aMHHOMAc/IeHaTa KHCEIMHA) U HHCKU KOHIIEHTPAIMM Ha €KCTPAKT OT BaJepUaH Tragd L
OensoanazenuHoBOTO cBbp3Bane ¢ GABA-A peuenropa. [Tone aBe cheTaBKH HA
aercteatr Ha GABA-A penernrropa. {
Jpyrure Tpu akTHBHO NEHWCTBAIM ChCTABKHA Ha AHEPBHHA — HATPHEBA, KanHeBaf\\
conu Ha 6poMa OKa3BaT XapaKTEpPHOTO 3a OPOMHHES HOH HeHCTBHE: YCHOKOSABAT LIE

HENRHA CUACTEeNMAa RASCTITIRAT RATTHYLACITIITS  TINAITACTT R MAORTUITATA TAONN DY
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BB30YAMMOCTTAa Ha ABUTATEITHUTE LIECHTPOBE B MO3bUHATA Kopa. MexaHu3MbT Ha JCUCTBHE €
upe3 noteHnupane Ha GABA wu cwrorBetute kaHamu B L{HC. GABA penenrtopure ca B
KOMIIIEKC ¢ XJIODHH KaHaJIH. BPOMHUIHUAT HOH, CIEICTBHE Ha MO-MAJIKHsS CH pasMep, Io-
necHo nudyHOUpa Ipe3 KIETPYHHTE KaHAlM, IMPEAU3BUKBANKH XUMEPHOJSpHU3alus Ha
IOCTCHHANTHYHaTa MeMOpaHa, KoeTo moTeHIMpa aelictBuero Ha GABA — unxuburopen
HEBPOTPaHCMUTED.

AKTHBHUTE CHCTaBKM Ha AHEpBHMHa JeHCTBAaT CHHEPIHYHO B YCHJIBAHE Ha 3aaPbKHUATE
IIPOLECH B IICHTpajHaTa HEpPBHA CHCTEMa, Thil KaTo alWTUBHO BIMSSAT Ha AEHCTBHETO U
cpabpxxanneTo GABA.

5.2. ®apMakoOKHHETHYHH CBOCTBA

AKTHBHHMTE ChCTAaBKM Ha AHEpBHHA J00pe ce pe30pOupar B CTOMANTHO-YPEBHUS TPAKT CIIE]
nepopanHo npuioxenne. EQexTsT ce mposiBspa cien 30 MUHYTH W npombiuKaBa cpeaHo 4
daca. Ekckperupar ce ¢ 6n6penute. Bpomuaute npeMuHaBat IaneHTapHata 6apuepa U ce
CEKpeTUpaT ¢ MAHYHHOTO MIISKO.

5.3. IlpeAKIHHAYHHE JAHHH 32 0€30I1aCHOCT

Hsma navnu 3a peTOTOKCHMYHO MM TEPAaTOr€HHO JEeHCTBHE HA THHKTypaTa OT BaiepHaHa
UJH Ha HAKOS OT aKTHUBHHUTE M CHCTABKHU IIPH €KCIEPHMCHTANHH IPOYYBAHMS C KMBOTHH.
BpoMunure npemuHaBar npes IUlalleHTapHaTa Gapuepa M JOCTHrar 10 (eryca mo-0bp3o,
OTKOJIKOTO MOraT Ja ObIaT eNMMHHHMpPAaHH OT (eTyca oOpaTHO B MaifumHata KpwB. [lopaam
TOBA CBLIECTBYBA PHUCK OT KyMylHpaHe BBB (peTyca U INpOsSBA HA HACIENCTBEH OPOMH3EM.
Hsma naHHM 3a MyTareHHa WJIH KaHIEPOreHHa aKTUBHOCT Ha Tinctura valerianae u
OpOMHHTE COMM IPH EKCIEPUMEHTATHH W3CIEABAHHA HH-BHTPO (Ames test, Salmonella
MHKPO30M&JICH) H HH-BHBO.

6. ®apManeBTHYHH JaHHH

6.1. CnHCHK HA MOMONIHHUTE BEIIECTBA
Eranon 96%

ITpeuncrena Boga

6.2. ®U3UKO-XUMHMYHH HECHBMECTHMOCTH
Hama uzsectHH.

6.3. Cpok Ha roguoct
B onakogka - 2 (aBe) rogunm.

Cren 1bpBOTO OTBapsiHE Ha OnaKoBKata — 40 (YeTHpHIECET) JHH.

6.4. Cienma,1Hu ycJ10BHSI HA CHXPAHEHHE { I :
\

Ha ce cpxpaHsaBa npu Temieparypa nog 25°C.

CexphHsBaiiTe B OpUTHHAIHATA OIIAKOBKA, 32 A CE MPE/Na3y OT CBETJIMHA U BIL
Ha ce cbxpaHsiBa Ha MeCTa, HEIOCTLIIHH 3a Aena.

3ananuM mpoJyKT.
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6.5. lanun 3a onakoBkara

TeMau cThKIeHN GyTHiKE ¢ BMecTEMOCT 50 ml | ¢ HOHe THIEHORH Kallayki Ha BUHT U
3amyIIagKa-Kankomep.

ByTtunku ot nonuerunenrepedranar ¢ BMecTHMOCT 50 ml, ¢ MONHEeTHUIIEHOBU Kanauky Ha
BHHT H 3aIyllajnKa KalKkoMep.

6.6. Cnennainu npeanasnu Mepku NPH H3XBbLPJIsiHEe U pabora

Hewnsnonssanust MNPOAYKT WJIN OTHAABYHUTE MaTe€pualid OT HET'O TpH6Ba Aa C€ U3XBLPJIIT B
CBOTBETCTBUE C MECTHHTE H3UCKBAHHUS,

7. IlpuTekaTesl HA paspemIeHHETO 3 ynorpeba

"XUMAKC ®PAMA” EOO/I, Buirapus, 1618 Codnus, yn. “Topuna” §A
Tenedon: 955 62 98; dakc: 955 42 78

8. Homep na paspemennero 3a ynorpe6a

9. lata Ha IBPBO pazpemAaBaHe/MOHOBABAHE HA pa3pemenuerTo 3a ynorpeba
12.05.2005

10. laTa Ha akTyajM3ApaHe HAa TeKCTa
OxTomBpu 2009




