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KPATKA XAPAKTEPUCTHUKA HA ITPOJAYKTA (KXII)
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W3NLAHUTENHA AFEHmﬁﬂ Mo NEKAPCTBATA

Kpama xapakmepucmuKxa Ha npogykma - FIpUACHK@HUS 1

HUME HA JIEKAPCTBEHMA ITPOAYKT

Kom Pe2. Ne o....... oA LA T A—
CINNARIZIN Pharma 25 mg tablets ——

Pas, ewsweNe"'/"{/j’“'/ sk 9
[MMHAPU3UH ®apma 25 mg TabneTKu P

Ogo6nHUIE N ceerrissnsiiseisnenses B s

KOJMNYECTBEH U KAYECTBEH CbHbCTAB
Besika tabierka chabpika jekapctBeHo BermectBo [[maapmsmu (Cinnarizine) 25 mg u
MTOMOIITHY BEIIECTBA.

3a OBIHUSA CIHCHK HA IOMOIITHUTE BCIIIECTBA, BXK. TOUYKa 6.1.

JIJEKAPCTBEHA ®OPMA

Benu, no mouru 6emu, KPbIiId, JBOWHOM3IIBKHATM TaOJETKH ¢ JUaMeThp 7 mm.

KIIMHNYHU JTAHHU

TepaneBTUYHH OKA3AHUS
[Tognspikaliio JiedeHne MpU CHUMIITOMH Ha JaOUPUHTHHU HApYIIEHUS KaTO CBETOBLPTEXK,
THHUTYC, HUCTAr'bM, rafileHe U IOBpPBIIAHE.

Bonect Ha IIETYBAHECTO.

Otmycka ce 0e3 JeKapcKo Mpeaucanue.

J03UpOBKA U HAYHH HA MPUJIOKEHHE
4.2.1. Jlo3upoBka:
[uuapu3ud TabneTky 25 mg € npeHa3HaueH 3a Bb3PACTHH.

[Tpu nabupuHTHE HapyIIeHus ce mpuema | tabieTka 3 IbTH JHEBHO.

MOXKE Ha €€ IIOBTOPH Ha BCCKU 6 Jaca.

MaxkcuMaliHa THEBHA 103a — 6 TaOJIETKH.



4.2.2. HaunH HA NpWJIOKEHHE:

HepopanHo. Tabmetkure ce mpueMar ¢ JoCTaTb4HO KOJIMYCCTBO BOJA, IIO BpEME HJIU CJICN

OCHOBHOTO XpaHEHe.
4.3. IlporuBomoka3zaHus

[IpomykThT € TPOTHBONOKA3aH TIPH MAalWeHTH C JaHHA B aHaMHe3a 3a
CBPBXUYBCTBHUTEITHOCT KBM JIEKAPCTBEHOTO M/UIIHA HSIKOE OT MTOMOIITHUTE BEIECTBA.
[IpoTrBOTIOKA3aH € MPH MANUEHTH C MOTOPHH HAPYIICHHUS, TPEMOp, SKCTpATHpPaAMUTHH
HapyuieHus u 6onecrra Ha [lapkuHCOH.

OTHOCHTENHO € MPOTHBOIIOKA3aH IPU MAIMEHTH C JIENPECcHsi, 3aKpUTOBI'BIHA TIIAyKOMa,

3a[Ipb)KKa Ha ypHUHATa CBBP3aHa C YPETPOIIPOCTATHHU HAPYIICHHUS.
4.4. CnenuaJHu npexynpe:KIeHUs] U MPeana3Hu MeEPKH NPH yIoTpeda

B HauanoTo Ha JIEYEHHETO MpU OTACITHHU MAIMEHTH MOXe Ja ce HaOo/aaBa 1Mo - CUJIeH
eeKT Ha MPOIYKTa, KOETO MOXKE Jia Ce M3pa3u ChC 3aMasHOCT U TIOHUKaBaHEe Ha KPBBHOTO
HaJISTaHe.

Ja ce uma npenBu, Y€ IpU MAIUEHTH B CTapuecka Bb3pacT MOXKeE Jia IOBEIE 10 XPOHUUECH
3ameKk (C pUCK OT pa3BUTHE Ha MApaTUTHUYEH WJIEyC), KaKTO M Ja 3acHjIM INposBaTa Ha
CUMIITOMAaTHKAaTa MPH XUIIEPTPOoHs Ha MPOCTaTa.

[Ipu Texxxa yepHOApPOoOHA M/MMKu OBOpeYHa HETOCTATBUYHOCT CHINECTBYBA IOBUIIEH PHUCK
0T KyMyJIall¥sl Ha JIEKAPCTBEHUS IIPOAYKT.

[lopaau cbOBpIKaHUETO HA JTAKTO3a TO3H JICKAPCTBEH MPOIYKT He TpsiOBa Jla ce mprueMa OT
NAlMEeHTH C PEIKH BPOAEHHU MpOoOJIeMH KaTo rajakTo3Ha HEMOHOCHMOCT, Lapp jakTaseH

IIGCI)I/IIIHT HJIHA TJIIOKO30-TaJIaKTO3HAa Mana6cop6um1.

4.5. BzammopelicTBHe ¢ IPYTH JeKapCTBEHU NPOAYKTH H APYrH opmMu Ha B3auMojelicTBHe

L[I/IHapI/IZ’»I/IH’bT KaTo CpeaAcTBO C AHTUXHUCTAMHHOBO JefcTBHE MOXE Ja IIOBUIIH

cemaruBHMs eeKT Ha nenpecantd Ha I[HC xaro: ankoxon, 6apOHUTypaTy, XUHHOTULM,

OIMMCBU AHAJITCTUIIW, AHKCUOJIMTHIIHY U HEBPOJICIITHUIIH.




MAO-uEXHOUTOPUTE  MoOrar Ja IIOBHIIAT  AHTHMYCKApHHOBHTE  €(peKTH Ha
AHTUXUCTAMUHOBHTE IIPOLYKTH, KOUTO e(peKTH Mpu IHHApH3KMHA He ca npobiem. He ca
HAOMIOZABaHKW HE)KEJIaHW  B3aWMMOJEHCTBUSA, KOraro IMHApU3WMHBT C€ IpueMa
eIHOBPDEMEHHO  C  QHTHXWIEPTEH3UBHU,  JMYPETHLH,  AHTHKOATyJIaHTH WU
XHUIOIMKEMHYHHE JiekapcTBa. C aTponmuH M APYrH aHTHXOJIMHEHEPIHYHH CPEJICTBA MOXKE
Ia ce o4akpa aguTHBeH edekT. JI[MarHOCTUYHU TECTOBE: IOpPAJM CBOS aHTHXHCTAMHHOB
edext, ymoTpebara Ha TO3M MPOAYKT MOXe JAa AOBele 1O IofBaTa Ha (aimuso
OTpUIIATENIEH pe3yNTaT IpU IIPOBEXKIAHE HA TECTOBE 3a OMpeleNsTHe Ha KOXHa

pEeaKTUBHOCT, IpH yroTpeda 4 THU Ipeau TECTyBaHE.

4.6. ®epTUINTET, 0PEMEHHOCT M KbPMEHE

4.7.

4.8.

bpemenHoct

BT)HpCKI/I, Ye HIMa CKCICpHMCHTAJIHM M KIMHAYHH JaHHW 3a TCpaTOrCHHOCT,
HI/IHapI/ISI/IHT)T CC MMpeAmucBa Ha 6p€M€HHI/I caMO B CIIy4amTe€, KOTaTo I10j3ara IIpeBulliaBa

PpHCKa OT U3IIOJI3BAHE.

Kspmene

He3nauutennu KomyecTBa OT Ipenapara ce€ CKCKpeThpaT ¢ KbpMara, IIOpaau KOCTO

ymorpebara My 1o BpeMe Ha KbpMeHe TpsaOBa Aa ObJe ¢ IOBUIIEHO BHUMAaHHE.

EdexTn BbpXy cnocodHocTTa 32 modupaHe 1 padoTa ¢ MAIIHMHA

B HayanoTo Ha JICYUSHHETO ¢ MPOJIYKTA M IPH OTACITHH NAllMeHTH MOXe Ja ce Habmoaasa
3acuUJIEHa celalus, HapylIeHHe Ha aKTUBHOTO BHUMaHHE U PeQIIEKCUTE, IOPagH KOETO TOH
TpaOBa na Objie MpUeMaH C MOBUIICHO BHUMaHUE OT MAIMEHTH, KOUTO PabOTAT C MalIUHA

WY MO QUpaT.

Hexenann JEKAPCTBCHU pPEaKIIuH

“' Sy

JlexapcTBOTO, KATO HPaBUIIO, ce mpreMa A06pe oT nanuenTtate. KakTo BCHIKH TeKAPCTBa,

[unapusun @apma Moxe [a IpeAN3BHKA HEKENAHW PEaKIUy, ¢ pasiuyHa TeXECT IIpH

HSKOM IMAaITMCHTH, BBIIPEKH Y€ HC BCCKHU I' IIOJTyHaBa.




[To moiy ca M30pOEHH HEXCIAHHTE JEKApPCTBEHW PEaKIMH, CBBP3AHM C JICICHHCTO Ha
Hunapusun apma:

Heoicenanume nekapcmeeny peakyuu ca epynupani no 4ecmoma:

Mpeuoro uectu > 1/10

Yectu > 1/100 mo < 1/10

Heuect> 1/1 000 mo < 1/100

Penxu > 1/10 000 mo < 1/1 000

Msuoro peaxu < 1/10 000, BKIFOUHTEIHO U H30IHPaHH CHOOIIEHHUSL.

Yecmu (cvobwasanu npu munumym 1 na 100 nayuenma, no npu no-wanko mo 1 na 10
nayuenma):

~ CBHIIMBOCT;

~ CromarieH nuckoMdoprt;

~ VBeIUYEHO TETIIO.

Heuecmu (cvobwasanu npu munumym 1 na 1000 nayuenma, no npu no-manxo mo 1 na 100
nayueHma):

~ ¥YMopa ;

~ [IpoBIDKUTENIEH HOLIEH ChH;

~ [ToBpsmane, AMCKOM(OPT e XpaHeHe, CToMalHa 0oka;

~ [IpexoMepHO IOTEHE.

Mnozo pedxu (cvobuasanu om no-manxo mo 1 na 10 000 nayuenmay):

~ TlpobneMu ¢ JBIOKEHHSATA KAaTO HEBOJHM JBHIKCHHS, MYCKyJHa CKOBAHOCT, TPEIEPCHC,
CHMITTOMHY M3BECTHH Ol KaTo «eKcTpanupamunainu cumratoMu (EPS).

~UepBeHH KpBIIHM JI€3MM WA OOpHMB IO KOXAaTa B CJIEICTBHE (POTOUTYBCTBHTEIHOCT HA

CJIbHIIC.

ﬂaHHume ca om CNOHMAaHHU C’bO6W€H1/l}Z 3a OpucuHAIHUA npenapam no aumepamypru

OaHHU:




4.9.

5.1.

CucreMo-opraHeH Kjiac YecroTa

IIpenmoyurad TepMHH

Hapymennsi Ha HepBHaTa cHCcTEMA

Juckuuesnst Mmsoro yectu
ExctpanupaMuiaiHO HapyleHHe Masoro yectu
[TapkucOHU3BM MHoro uecTH
Tpenepene(Tpemop ) MHoro gyectu

Hapymemm Ha KoKaTa U NOJAKOKHATA ThKaH

JlmxeHoUHA KEpaTo3a MHoro gecTH
JInxeH mianyc MHoro uectu
[TomocThp KOKEH JIyIlyC EPUTEMATO3YC MHoro gectn

Hapymenust Ha MyCKYJIHO-CCKeJIeTHATA CHCTEMA H

Chbe¢IHHHUTEC/JIHA ThKAH

MycKyiTHa CKOBaHOCT (PUTUIHOCT) MHoro yecTu

Ipeno3upane

Cumnmomu:

CinyyawTe Ha mpeo3upaHe ¢ Tpoxykra ca penxd. Cren IpHeM Ha BHCOKa J103a
(npeBumaBamma 3 TaGJeTKH MO 75 mg eIHOKPATHO) MOXKe Jia c€ HablrojaBa ChHIUBOCT,
TpeMop, MyCKyJIHa cJ1abocCT.

B penxu cirydan Moxe Ja ce HabmroaBa 3aryda Ha Ch3HaHHUE.

Jleuenue:

CrenuduyeH aHTHIOT TIPH MPEAO3Upane HiMa, JEUeHUETO € CAMITOMATUYHO. B Havanoro
ce IpaBH CTOMAIHA MPOMHBKA M ce naBaT abcopOMpamu CpeIcTBa, CIeH KOeTO ce

MIPOBEXK AT MEPONIPUATHA 3a ITOABPIKAHE Ha CHPACYHO-CHA0BATA CucCTeMa.

PapMaKoJIOTHYHHU CBOHCTBA

dapmakoTUHAMUYHH CBOHCTBA



@apmako-mepaneemulma Zpyna. aHTUBCPTUTHHO3HO CPEIACTBO

ATC koo : NO7C A 02

[{uHapu3uH € mHIepa3sHHOBO TPOU3BOIHO.

OcHOBHOTO My (hapMaKOJOTUYHO CBOMCTBO € aHTUBEPTUTMHOZHOTO JEHCTBHUE.
dapmakoarHaMuuHUTe eheKTH Ha [[MHApU3MH ce U3pa3sBaTr B CIEIHOTO: MOJ00psBaHE HA
nepeOpanHoTo W mepudepHO KpbBooOpallleHHe; IOHM)XaBaHe Ha Bb30yIMMOCTTa Ha
BECTUOYIapHUST U KOXJICapHUs amapaT; HOTEHIMpaHe Ha IIOCTUCXEMHYHA XUIIEPEMUST;

3aCHJIBAHC CBIIPOTHUBUTCIHATA CIIOCOOHOCT Ha KJIETKUTE KbM aHOKCHSIL.

5.2. ®dapMakOKHHETUYHH CBOIicTBA
[{uHapu3UHBT ce pe30pOupa B CTOMAITHO-UPEBHHUS TPAKT CIIe ] MePOPATHO IIpUEeMaHe.
MaxcumanHara Ija3MeHa KOHIIEHTpanusi ce HaOmromaBa oT 2 10 4 daca. llnmasmenure
KOHI[EHTPAIlUH 3HAYUTETHO BapupaT mpu oTaenHu mamueHTd ot 200 mo 400 ng/ml cren
[IPUJIAraHeTo B J103a 75 mg MepopaHo.
Cepp3Ba ce ¢ mnazmenure npotensu a0 90 %.
Mertabonu3upa ce OCHOBHO B uepHHUsl Apo0. Exckperupa ce ¢ (eKaluuTe ¥ OCHOBHO C

ypHHaTa, KaTo HerpoMeHeH (10 1%) u nox ¢popmara Ha METaOOTUTH.

5.3. IlpenkJIuHUYHH JAHHH 32 0€30MACHOCT
[{uHapu3uH ce OTHACS KbM BEIIecTBaTa ¢ HUCKA TOKCHYHOCT. HsaMa eKcriepuMeHTalHU U

KIIMHUYHU JaHHU 3a TCPATOTCHHU U KaHIICPOT€HHU e(beKTI/I Ha IMpoayKTa.

6. OAPMAIEBTUYHU JTAHHU
6.1. CnucbK HA MOMOLHUTE BEHIECTBAS

JlakTo3a MOHOXHpAT, ITmenngHO HHUIIIECCTE, CununueB JUOKCH]I, KOJOHUICH 6€3BOJICH;

lloBunon; Tank; Maruesues creapar.

6.2. HeceBMecTHUMOCTH

He e npunmoxumo.

6.3. Cpok Ha rogHoOCT

3 (TpH) TOAMHU OT JaTaTta Ha IPOU3BOJICTRO.




6.4. Cnena/THH yc/10BMSI HA ChXPaHEHHE H TPAHCIIOPT

Ja ce cpxpansBa npu temmeparypa nox 25°C. Jla ce masu oT cBeTaMHA U Biaral

Ja ce cexpaHsBa Ha MSCTO, HEJOCTBIIHO 3a 1enal

TpaHCHOpTI/Ipa CC B 3aKPUTH TPAaHCIOPTHU CPEACTBA NIPH YCIOBHI HE IPOTHUBOpEYAIIHN Ha
YCJIOBHATA HA CBXPAaHCHHE.

6.5. JlanHu 3a omakoBKaTa

[I'vpsuuna onaxoska: o 50 6post Tabnetku B Omuctep o1 PVC/anymunneso ¢ommo.

Bmopuuna onaxoexa:

Omnaxoska ¢ 50 6post Tabnerku (1 Gpoit 6iucTep B KApTOHEHA KYTHS).

Omnakoska cbe 100 O6post Tabnerku (2 6post O61ucTepa B KapTOHEHA KYTHS).

Omnakoska cbc 2000 Gpos TabieTkn B enHa omakoBKa 3a bomamuna ynorpe6a (40 6pos

OmucTepa B KApTOHEHA KyTHS).

He Bcuuxu BHJJOBC OIIAKOBKHU MOraT Ja 6’5,[{8.T ITyCHATH B npo;la>K6a.

6.6. CnenmaJjiHu MpeANA3HU MEPKHU MPH U3XBbPJIsiHe/H padoTa

Hsama crienimaiiHy U3MCKBaHUS.

7. MME W AJPEC HA TIPOU3BOJIUTEJISI W TIPUTEXATEJISA HA
PA3ZPEINIEHUETO 3A YIIOTPEBA
“©APMA*“ Al
I1K 2600, rp. dynauma. yia. Heodut Puncku 13
Peny6nuxa brarapus
Ten.: 0701/50285, 50286
@axc: 0701 /50290

E-mail: pharmaad@gmail.com




10.

PEITMCTPAIIMOHEH HOMEP B BbJII'APUS
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