KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA

CINNARIZIN ACTAVIS
| NAT
1. UME HA JEKAPCTBEHHS ITPOIVKT OOOBPEHO!
CINNARIZIN ACTAVIS 25mg tablets  [ATA

IIMHAPHU3UH ACTABUC 25mg TabneTkH

2. KOAMYECTBEH H KAYECTBEH CbCTAB
JlexapcTBEHO BEIECTBO B eAna Tabnerka: Linnoapusux /Cinnarizine/ 25 mg
3. JEKAPCTBEHA ©OPMA

Tabnerku

4. KTMHHHYHHA JAHHHA
4.1, TOKA3AHMA

o [Mommspkallla Tepamns IPH CHMITTOMH Ha TaOUPHHTHY HApyIIeHuH,
IOYM B YIIWTE, HHCTArbM, raJieHe ¥ OBPhIIaHe,
o [IpodrnakTika Ha KMHETO3M.

4.2, TO3UPOBKA H HAMHAH HA IMPYIOKEHHE

IIpenopvueanyu OHe6HU 003U 3Q 8b3PACMHU U Oeya Hao 16 200uHu
JlabupuHTHY HapylIeHHWA — OHeBHa jgo3a 75 mg (3 TabneTKH) B 'rp'ﬁ
npyieMa. I

IMpodnnaxTtuka Ha kuHeTosd - 25 mg (1 TaGnerka) 1/2 - 1 4ac mpenu
IIBTYBAHE M Ha BCEKH 6 Jaca 110 25 mg. |
MakcuManHa nﬁen_na no3a 225 nig.

[IpenmopbuBa ce MPUEMET Ha TIPOAYKTA 1A CTaBa CieN XpaHCHE.
4.3. IPOTHBOINIOKA3AHWA

e CBpPBXYYBCTBHTEIHOCT KEM 8KTMBHOTO MW HAKOE OT TIOMOIDHWTE

BCIICCTRA.

~ e Dbonect Ra IlapkUHCOH.




4.4.CHE]J,HAJ1H.H MPOTUBONOKA3ZAHUA H CNNIEIHUAAJIHHY
[IpogyKTHT Ce MNpWiara ¢ BHUMaHue npH OOMHHM CBC CJIEJHHTE

3a00NABAHHA: HU3Pa3€Ha XMIIOTOHMSA, 3aKPUTOBIBIHA IJ1ayKOMa, PETCHINA
HA YypHHAaTa C pa3lWyeH IPOM3XOA, 4YepHOAPOOHH M 0L0peyHn
3aGosapanui, Lupus erythematodes u Lichen ruber planus.

B xoma Ha NedYeHHMETO C MpoAyKTa ¢€ IMpEINophbuBa MNpOCACAABaHE
¢ynxuMITa Ha YepHUA Apod u GrOpenMTe.

JlekapCTBEHHAT NPOMYKT ChIEpXKA I[MMICHUYHO BHHIIECTE H MOXE 1a
TIPEACTARIABA OMACHOCT 32 X0Opa ¢ LLOJIHAKKA (ITyTeHOBa €HTEPOIIaTH). _
JIexapCTBéHHﬂT MPOAYKT ChIbPKA JIAKT033, KOETO o NpasH HCNOAXONNIN
OpH [ALMEHTH C JAaKTa3Ha HEJOCTATBYHOCT, TAlakTO3EMHA MM

FIOKO3€H/Ta1aKTO3€H CHHIPOM Ha ManabcopOrui.

4.5. JEKAPCTBEHH H JIPYTY B3AUMOJEVNCTBUS

[Tpu eqHOBpEMeHHA ynoTpeGa MOraT Aa ce YCUNAT CeAaTUBHHTE €(EKTH Ha
[THC nenpecaHTH, TPHLMIIMYHUTE aHTHIACIIPECAHTH H HA AJIKOXOIA. [Tpu
eHOBpeMeHHa ymorpeba cinnarizineé NOTEHLMPa ehexTHTe Ha
HOOTPOITHHUTE M AHTUXHIIEPTCH3WBHH CPEACTBR.

BasogwiaTaTopure  3acuiBaT  AefictBuero Ha  mpoaykrta.  Ilpu
eJHOBPEMEHHO IIPWIOXKEHHEe C aTpONUH H APYTrd aHTUXOIHHCPIHYHH
NpoXYKTH ce HaGmonaBa alHTHBEH e(EeKT.

B pesynTaT Ha CBOMTE aHTMXHCTaMMHOBM eekTd Cinnarizine MOXe Zna
[pOMEHH PEe3YJTATHTE OT KOXHHUTE TECTOBE 3a CEHCHOWTH3aLMA, NopajH
KOETO JIEUEHHETO C IPOAYKTa TpsaOBa /ia C¢ MpeycTaHOBH MOHe 4 JHH NPpeAH

MPOBEMXAAHETO Ha TECTA.
4.6. BPEMEHHOCT U KbPMEHE

IIpH KCHEPUMEHTANHH HKHBOTHH.




He ce npwiara npd OpeMeHHM M KbpMelIM XKEHHM, TbH KaTo HAMa
AOCTATHYHY JaHHH OTHOCHO 0€30MacHOTO NMpUIoXKEeHWE Ha NpOIYKTH IpH

T€3HU KaTCrOpHH JIMLa.

47 E®EKTH BBPXY CHOCOBHOCTTA 3A IMOPHUPAHE H PABOTA C
MAINUHHA |

TTa ce U3MOJI3Ba C BHHMAaHUE OT BOJAa4H Ha MOTOPHY NPEBO3HU CPEACTEA H
paboTely ¢ MalIMHY nopaiy abaBsHe HA PeaxlIHHTE, ocobeHO B HAYAJIOTO

Ha JIEYCHMUETO.
4.8. HEXEJAHN JEKAPCTBEHHU PEAKIIHHA

BB3MOXXHHU ¢a CIICIHUTE HEXKENAaHH JIEKApCTBEHU PEaKIIHK:

¢ OT CTpaHa Ha uerrfpanHaTa HepBHa CHCTEMA - €1a0oCT, YMODa, 3ary0a Ha
KOOpAMHALUATA, IT1aBobo/Me, CHHIMBOCT B HAKOH CIIyHan IO IBJI0OK CBH;
nmpu BB3pacTHH OOMHH MOXeE Ja Ce Pa3BHE ACIPECHA, YBPEKIAHC Ha
ropopa, oObpKBaHe; NPOJBDKHTENHATAa Tepanud MNpH BB3paCTHH XOpa
MO3KE 71a NIPEIU3BUKA CKCTPANTUpaMUIHH ABICHUA.

® OT CTpaHa HA CTOMAIUHO-YPEBHHA TPAaKT - NPEXOAHU CTOMALIHO-YPEBHU
CMYLLEHHA, CYXOTa B YCTaTA. |

® peaKluu Ha CBPBXYYBCTBUTEJIHOCT - KOXHH oOpuBH,
(hOTOUYBCTBUTEIIHOCT, MHOrO paako Lupus erythematodes u Lichen ruber
planus.

e B OTAG/IHH CITY4aH MOXKe Ja ce Habi0aBa H3NOTABAHE H YBE/MYEHUE Ha

TENECCHOTO TE€rNo MpH MpoaIb/DKUTEIIHE TCPAIINA.

4.9. IIPETO3APAHE

[Ipn BB3pacTHH MNAUMEHTH INPEIO3UpAHETO MOXKE na C€ H3pasu B
MOBpbllaHe, CHHJINBOCT, apTepUaiHa XUNIOTOHUA, TPEMOP, KOMA. PasBuBa
ce pecnupaTopHa HEAOCTATHYHOCT H KapAHO-BACKYJIapeH KOJalC.

Jleuenne: wu3mpa3spaHe Ha CTOMAaxa, NPEAUM3BHKBaHC Ha MOBpBUIAHC
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nexkapcTBoTo/. IIpHiarar ce aKTHBEH BHIVIEH WIM CAMHHHHU JIAKCATHBHU
CPELCTBA ¥ NOAXONAIIY CHMITTOMATHYHH CPENCTBA.
Xemonuanusa U (opcHpaHa Auypesa He ca edexTHBHH. Hima M3BECTEH

crienuduueH aHTHROT.

5. ®APMAKOJIOTHYHH AAHHH
5.1. PAPMAKOINTHAMMKA

TTpoAyKTH 3a JI4eHHe Ha BEPTHTO, IEpUQEPEH Ba3OAHIATATOP.
ATC kox - NO7C A

Cinnarizine e ceNeKTHBEH KanmiWeB W XHCTaMHH H,-pelenTopeH

b

aHTarQHHCT. Hﬂxnﬁﬁpa TPaMCIIOpTa Ha KaTIHeBHTS HOHH TIpE3
KieTbuHuTe MeMGpanu. [IpenaTcTBa MPEMUHABAHETO HA KATIHCBUTE fioHu
B TIafKO-MYCKyJNHHTE KIETKM Ha cbjoBere. [loTHcka eQeKTHTe Ha
CHIOCBMBAIIMATE MEAMATOPH KATEXOJAMUHH, aHTHOTEH3HH ¥ OpaJWKHHHH.
Cinnarizine ca60 pasMMpsBa MO3BYHUTE, KOPOHAPHWTE M IepH(pepHW
KPBBOHOCHW cBbJoBe. Hamanspa BB3GyaumocTTa Ha nabwpunta. Ilo
MeTaGOoJIHTEH ITHT MOBHINABA CHABPIKAHHUETO Ha BBIJIEPOICH IBYOKHC B
MO3bYHUA KPBBEH TOK, ¢ KOETO YACTHYHO c¢ 00ACHABA Baaonnhampamom
My geficteue. IlopHiDaBa KiIeThYHATA YCTOMYMBOCT KbM XHIIOKCHA. He

0Ka3Ba ChIIECTBEHO BIMAHHE BEPXY apTepHAIHOTO HAJIATAHE H ITyJIca.

5.2. PAPMAKOKHHETHKA

Cinnarizine ce pe3sopGupa nob6pe OT CTOMAITHO-UPEBHUA TPaKT CICA
nepopajieH npHeM. MaxCHMATHU IUIa3MEHH KOHIEHTPAilMH €& NOCTHrat
cpearo 1 wac cien mepopaler mpHem. CBBp3Ba ce¢ B OKOIO 90 % ¢
[y1a3MeHuTe MpoTeMHH. MetaGonu3Mpa ¢e HAITbJIHO, OCHOBHO TIO ITHTH Ha

N-nuanxunupate. MaxCUManHy ThKaHHH HYBA C€ MTOCTUTAT MKy 1-BH M

4-Ti wac B depHms ApoG, 6s6pelmTe, CHpLETO, Oemnd Apo0,- ce3kara #




 M3MpaXKHEHHATA, 4 OCTAHAJIOTO KOMHYECTBO CE OTAENA 32 OKOJIO 5 4aca ¢
ypuHaTa. Tol ce eKCKpeTHpa ¢ M3NpaXHEHWATAa INIAaBHO HEMPOMEHCH, 2 €

ypHuHaTa 1oj popmMa Ha METabOIUTH.

§.3. IPEAKJIMHHYHU JAHHH 3A BE3OINACTHOCT
Ocmpa moxkcuyHocm

LDs, 3a MHIIKA W ILIbXOBE CJIeA NepopaiHo mpunokenue - > 2000 mg/kg.
LD, 3a MuIIKM IpH i.p. BeBeXkaaHe - 730 mg/kg T, 3a wWIbXoBe - 1050
mg/Kg.

Toxcuunocm npu MHO20KDAMHO RPUROICEHUE

B ycnosuira Ha xpoHu4eH (90 u 180 nHeBeH) €KCIEPUMEHT NPH ILTbXOBE,
He ce HAGMONABAT TOKCHYHW e(eKTd. YCTAHOBEHO € M3BECTHA
KOPTHKOTPOITHA aKTHBHOCT - NOBHIIABAHE HA EH3UMHATa AKTUBHOCT B ZOna
fasciculata Ha HanO6BOpEeUHHMTE XKNE3H NPH KUBOTHUTC TPETHPAHU c no-
HUCKM MO3M M arpodus Ha KopaTa Ha HanOnOpeka NpH JKUBOTHMTE, -
TpETUPaHH C N10-BHCOKH JO3H.

Tepamozennocm u MymazesHocm

Hima JAHHH 33 eMODHOTOKCHUHO M TEpATOTEHHO ACHCTBUE NMPH OMMTHY
SKHBOTHH. |

He ca ycranoBeHM npoMeHH B Opod M CTPyKTypara Ha XpOMO3OMHTC Y

TPETUPAHUTE XUBOTHH U JIEBKOLIUTHH KyJTYDH.

6. PAPMANIEBTAYHU JAHHU .
6.1. CTACHK HA TOMOIHANTE BEMECTBA

JlakTo3a ‘MOHOXHApAT, TIICHHYECHO HWIDECTe, NMOBHIOH, CHINLUHEE ITHOKCHE,
KoNouJcH 6e3BOIEH; MarHe3nee creapar.

6.2. PHIHKO-XUMHAYHN HECHhBMECTHMOCTH

He ca m3BecTHH

6.3. CPOK HA T'OAHOCT

3 /Tpw/ roJvHU OT JaTaTa Ha MPOU3BOJCTBOTO




6.4. YCJIOBHUA HA ChbXPAHEHHUE
[Tpu Temnepatypa non 25° C.

Ila ce chbXpaHaBa Ha MECTa HEAOCTBIIHU 3a AeLia!

6.5. TAHHH 3A OIIAKOBKATA
10 Tabnetxn B 6nuctep oT PVC/AL ¢ponuo. Ilo 5 Onicrepa B KapTOHEHA
Ky TH.
50 tabuerku B 6nucrep or PVC/AL ¢onuo. Io 2 6nucrepa B KapTOHEHA

Ky THA.

6.6. IIPENNIOPLKHU ITPH YIIOTPEBA
Bux 4.2.

7. AME U AJIPEC HA TIPUTEXATEJSA HA PA3PEUHIEHHETO 3A -
YIIOTPEBA
AxtaBuc EAJ]
rp. Codus
yi. "ATtaHac [{yxos" Ne29
Ten. (02) 9321 762

8. PETUCTPAIIMOHEH N B PETHCTDBPA no 1. 28 o1 3JIAXM
Per‘ Ne 20000726

9. JATA HA WBPBO PA3PEIIIABAHE 3A YHOTPEBA HA
JIEKAPCTBEHHUA [IPOAYKT

343/08.10.1971 r.

10. JATA HA AKTYA.T[PIBAIIM HA TEKCTA
CerrreMBpH 2008 r.




