1. TBPTOBCKO HAMMEHOBAHHE HA JJEKAPCTBENYS] IMPOAYKT

HO-IIIA un:xexnmoren paseop 40 mg MUHUCTEPCTBO HA 30PABEONASBAHETO

Thouaoieinie Koo

2. KAYECTBEH H KOJIMYECTBEH ChCTAB paspewenne 3aynorpebahe  \( 1% 50y Q060
|

e 4

AXTHBHE BeIlecTBa: PEP [16.06.04
40 mg npotaBepuH Xpapoxaopug (drotaverine hydrochloride) p 2 ml pastsop W

3a nomownu eewgecmea: BuX 6.1

3. PAPMAIIEBTUYHA ®OPMA
HO-THITA umxexursoneH pa3reop 40 me: IpO3patCH, 3€NCHUKABO-XBIAT CTEPHNICH Pa3TBOD
CBe cnenudMIHa MEpHIMa

4, KIMHAIHY JAHHHA

4.1. TEPAIEBTITYYHA ITOKA3AHKS

» CriasMu Ha IVIaJIKaTa MyCKyNaTypa, CBBp3aHH ChC 3a00MMBAHMS Ha JThUHHS Mexyp
M OKIBUHHTE OBTHIR!  XONCNMCTONHMTHA33, XONAHTHONWTHAZA, XONEIHCTHE,
NIEPUXOJICIMCTHT, XONMAHTYT K IANHIIHT.

» ChasMu Ha Iiafikata MYCKYJNaTypa Ipu 3aGONsBaHbs Ha Orbpenure, mUKOYHMS
MEXyp U IHKOYHHATE IbTHINA: HedpoNMTHA3a, ypeTepoIuTHAsa, THENHT, IHCTHT 1
CIIa3MU Ha IIMKOYHHS MEXYD.

» BeB tasara Ha qunatanus uUpH paxpade Ge3 YCIOXKHEHHS. 3a HaMalsIBaHe Ha
[pONB/DKMTENHOCTTA Ha IEPBHKANHATA JUiaTands ¥ OOHIOTO BpPEMETPAcHE Ha
PAKAAHETO.

Karo nomomua Tepanus (Koraro Taénernara dopma He Moke a GbJe HAa3HAYEHA HA
BANHEHTA):
» Tlpu casMu Ha CTOMAIIHOYPERHATA THALKA MYyCKyJaTypa: CTOMaINHA U AyOJeHaTHa
1384, TACTPUT, KAPANAIIEH CHA3LM, HHIOPOCHA3EM, EHTEPUT H KOMHT.
> TIpH THHEKOJIOTHYHH 3a00JIABAHMS: JMCMEHOPes|, CEITHK DOJKH MpH paxKzaHe.

4.2. TO3NPOBKA 1 HAYMH HA OPHJIOXKEHUE

ObCuualinara cpefHa gHEBHA [034 34 BB3pacTHH € 40-240 mg (pazzenesn pa 1-3 JO3W) i.m.
IIpu ocTpa xonuka, Bel. Ha KaMeK (6u6peyHa n/mmm Kireana) 40-80 mg i.v.

3a HamansiBaHe Ha NPONBIDKUTEIHOCTTA Ha UepPBHKAJIHATA JHJATanuusl B HAYANOTO Ha
AanaraunonHsara Qasata NpH paKiane 6e3 YCHOxEEHHT — 40 mg 1m, KOeTo MOXe 5ia ce
IIOBTapH Mpe3 2 yaca, B CIywait Ha He3aJOBOJHTENCH e(eKT.

4.3 IIPOTUBOTIOKA3ZAHHS
CBPBXYYBCTBHTENHOCT KBM AKTHBHOTO BELIECTBO HIIH KBM HIKOE OT TIOMOINHITE BEIIECTBA
(¢ ocobeno BHAMaRKE 32 CBPEXYYBCTBHTEIHOCT KBM ducyndur)
Texxa yepHONPOOHa, 6E0peYHa WM CHPASYHA HEAOCTATHEYHOCT (craapoM Ha By
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44 CIHENUAJHH NPEXVIOPEXIEHNSA M NPENIAZHM MEPKH IOPH
VIIOTPEBA

B cnyuaii Ha HHCKO KPEBHO HaNAraHe, HA3HAYABAHETO HA TO3M NPOAYKT H3WCKBA MOBUIIEHO
BHUMAaHHE.,

Toau mponyKT ChABpXKa GHCYNQHT, KOHTO MOXe Ja HpeIH3BHKA AeprayeH THII peaxi{iH,
BKIIOYHTENHO AHAQHIAKTHYHE CHMOTOMH M GOpOHXOCTA3sM IHpH YyBCTBHUTENTHH Xopa,
0cobeHo ¢ aHaMHesa 3a aCTMa Ml aneprus. B ciydaif Ha CBPBXUyBCTBUTETHOCT KBM HaTPHEB
6HCYNQHUT, TapeHTePATHOTO IPHIIOKEHHE Ha JIEKapCTBEHHS IIPOJAYKT TpsiOBa Ja ce u36srsa
(Bumx § 4.3).

TpsibBa na ce BHMMABa, KOTaTO C& HA3HAYABA HIDKEKTHpPAHE Ha BpOTaBEpHH XIpH OpeMeHHH
YKEHH.

(Bux § 4.6).

45 B3AUMOJENCTBUS C JPYI'H JIEKAPCTBEHM IIPOOYKTH U OAPYI'H
POPMM HA B3AUMOJENCTBHE

DoctoanecTepasHUTE MHXUOUTOPH, KaTo MANABEPHHE HAMAIIBAT AHTHOAPKHHCOHOBHS edeKT
Ha JIEBOZOMA.

Ilpy enHOBpEMEHHOTO My IpPHIOXKEHHE C JIEBOZONA, AHTHIAPKAHCOHOBHAT eexT Ha
NOCNCIHKS Ce IOHMAKABA, T.€. PUTHAHOCTTA H TPEMOPET CE 3ablI009aBAT.

4.6 BPEMEHHOCT 1 KbPMEHE
Bpemennocr: Hsama nanuu 3a TeparoreHHocT H eMOPHTOKCHYHOCT OT MpPOBEHCHH
KIMHHYHE NIpOY9IBaHMsd BBPXY XOpa H JKMBOTHM. Benpexku ToBa, Tpsabea na ce
BHUMABA, KOTaTo Ce NPETIHCBa [0 BpeMe Ha GpeMeHHOCT.
Jaxrauma: Tlopams nunca Ha AOCTATHYHO FAHEH, ynorpebata My IO BpeMe Ha
KBPMEHE HE CE IIPenophYsa.

4.7 E®EKTH BbBPXY CIIOCOBHOCTTA 3A IMOD®HUPAHE M PABOTA o
MAIITHA

Cnen  nmapenTepaJiHO IpWIOKEHHE, O0COGEHO 1.v., HAIHEHTHTE TpsbBa nHa Gwaar
HHCTPYKTHpPaHH Aa H30ArBaT IOTEHIHANHO OIACHY RefHOCTH, KaTo modrpane wim padoTa ¢
MAaIMHN.

4.8 HEXKEJIAHU PEAKIIVH

llo BpeMe Ha KIHHHYHWTE W3OWIAHHSA €A TIPEICTABEHH CHEHHHTE HEKeIAHU peaxuuy, 3a
KOMTO C¢ ChOOINaBA OT H3CHENOBATENd, KATO EBEHTYANHO CBBP3AHU ¢ ynotpefara Ha
ApOTaBepuia, pasiclend B IPyHH IO 4ecToTa - MHOro yecro (> 1/10); wecro (> 1/100, <
1710); mewecro (> 1/1,000, < 1/100); pamxo (< 1/100,000, < 1/1,000); mmzoro psimko
(<1/100,000) 1 rpynu o oprauy # CHCTEMH:

» T'acTpoHMHTeCTHHANHY NPOSBH
PAIOKO: FafIeHe, KOHCTHITAUHS

> Hapymienus oT cTpana Ha HepBHATa CHCTeMa
psaxo: riasobonue, cBETOBEPTEK, 6e3chHIe

> CoBpoeyHO-CHIOBH peaknuu
PanKo: ChpnedueHe, XUIIOTORMS

» Hapymenus Ha AMYHHATA CHCTEMA:




PARKO: aNCPrivyHyl Peakiny, OCODCHO IPH NALMEHTH, CBPLXUYBCTBHTENHH KbM
OrcynuTH.

4.9 IIPEJO3VPAHE
Hama panmm 3a ciIyyaw Ha npemosupane Ha ApotaBepud. B chydait Ha npenosupane,
IaUMeHTsT TpabBa Ja ce HaOMOAaBa HENPeKBCHATO M Ja ce MPHIOKH
CHMIITOMATHYHO H CIIOMATATEIHO AeUeHie.,

5. DPAPMAKOJIOTHYHA CBOMCTBA
5.1 PAPMAKOAUHAMMYHN CBOYICTBA

Papmaxomepanesmuuna zpyna: JlexapcTBa 3a (YHKIMOHATHH GpeBHH 3aGONIBAHMS
ATC: A03A D02

JpOTaBepHHET € H30XHHOMMHOBO TIPOUIBONHO, KOETO NpOoABsBA CHASMOJNUTHYHHSI CH edekT
BEPXY [TalIkata MyCKynaTypa upe3 mHXuOupane Ha eBauMa dochomuecTepaza IV (OJE V).
B cnegcieHe na uExubmpanero Ha emsuMa OJE IV KOHI[EHTpanuiaTa Ha HAM® ce
ToBHINABa, KOETO BOAW N0 MHXuOMpanme Ha emsuma MLCK (xuHaza, hocdoprmipama
MHO3MHOBUTE NIEKK BEPUIH) U OTHYCKAHE Ha IIAZIKATA MYCKYIATYPA.

AporaBepusbT AEXUOUpa eHsuMa (BochoamecTepasa (®IE) IV in vitro, 6es ma urxubupa
u3zoensumuTe OUE I 1 OJE IV. Bee dyHKIHOHATHO otgomenue, OIIE IV ce oxazea
MHOTO B2)XCH CH3UM 32 IOHI)KABAHE HA KOHTPAKTHIHATA aKTHBHOCT Ha DIANKHTE MYCKYIH,
Kalo € npenosiara, 4e CeNekTABHHTE HHXuOHTOPH Ha OJIE IV Moxke Ha ca oT IOi3a 3a
NEUCHHE Ha 3200NBAHHS C XWIEPMOTHIHTET M Da3NMdHH 3aGOMSBanms, CBBP3aHH ChC
CHaCTHYHH CBCTOSHHS Ha YaCTPOMHTECTHHAIHKA TPaKT.

En3nMbT, KolTO Xuapomnsupa tAM® B KIeKTHTe Ha THamka MYCKynaTypa Ha MHOKApia U
CrA0BETe € OCROBHO m3oeH3uM DJIE III. Topa obsacuapa 3ampo OpomasepuHsm € PEKTHRHO
CIIASMONUTHYHO CPEAICTBO, 03 CCPHIOSHM CHPNEYHOCHAOBH HEXENAHH PEAaKIuH M CHIHA
CBPIIETHOCHAOBA TEPANICBTHIHA AKTHBHOCT.

Toii e eexTuBeH B ciyyaii Ha cHa3My Ha TIIAAKATA MYCKYNaTypa, KAKTO C HeBpaleH, Taka ¥ ¢
MyCKyNleH Npousxoxn. HesaBucuMo oT THIDA Ha 4BTOHOMHaTa WHEpBAIHA, APOTaBEPUHET
PeHCTBYBa BBPXY TITafKata MyCKyldaTypa Ha TaCTPOMBTECTHHANHATA, OMIIMapHara,
YPOTERHTAIIHATA H BacKyNapHaTa CHCTeMa.

TIfopanu cpropasumpssamus cu edexr, Toi 0706PABA TEKAHHOTO OPOCSBAHE.

EQexrsT My e To-criien 0T To3u Ha mamaBeprHa. AbcopbrusaTa My e mo-6p3a # no-IIeHA H
CC CBBp3BA B IO-MaiKa CTETICH ChC CCPYMHHTE NpPOTeHHH. IlpemmMcIoTo My €, ue
CTPaHWYHHAT e(eKT Ha pecnHpaTopHa BBIGYNa, HaGMOIABAH Cpell HapeHTepando
TIPHTIOXKCHIE Ha NANIABEPUH He Oe HAONIOA2BA HpY HPIIOKERHE Ha APOTABSPHE.

5.2 PAPMAKOKHHETHYHU CBOMCTBA
JpotaBepunbt ce aGcopbupa 6BP30 H HANBIHO, KAKTO Cliel NEPOpaTHO, Taka H Clexn
[apeHTepantio npunoxedye, Toli ce cBEP3Ba B roIMa CTENeH ¢ IJa3MEHNTe npotenHn (95-
98%), ocobero ¢ anbymun, rama- 1 Oeta-rnodymuar. Chyy Ce JoCTHTa 2a 45-60 MUHYTH clien
Opanro mpunoxenue. Cinen MeTaGonmaMa NpH ITBEPBOTO NpeMUHABAHE (first pass) npes
YepHHA Ipod 65% or mpuerara no3a KoCTUTA 0 KPBBOOOPEIIEHHETO B HEIIPOMEHEH BHIL.

Mertabonusvpa ce B uephus apob. BHonOrmuHHST My eIMMUHAIHOHEH IONYKHBOT & 8F(0; " =7
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T,

il e
e

(A




IIpaktiyecku, 3a 72 yaca Tol ce eIHMHUHEpa OT oprasuama. [losede ot 50% ot mpoxykra ce
SKCKPETHpAT ¢ ypHHata, a 0koj0 30% - ¢ pexanuure. Exckpernpa ce raaBHo mox GopMarta Ha
MeTabonuTH; HenpoMeHeHaTa My (JopMa He ce OTKPUBA B ypHHATA.

5.3 IlpeaxJaHHAYAN AaHHN 32 GezomacHoCT
HsMa raTpylany IpeAKIAHIIHY JAHHK 22 Ge30HaCHOCT, KOWTO Ja YIOKa3BaT BIHSHUE BLPXY
IPIIOKEHAETO Ha IPOYKTA.

6. DAPMAIIEBTUYHH JAHHA

6.1 CITHCBK HA IOMOIITHUTE BEIHECTBA
HATPHEB GHCYI(HT, €TAHON, BOJA 32 HHKEKIHH, BATIIEPOISH JHOKCH

6.2 HECEBMECTHMOCTH
Hsnva

6.3 CPOK HATOJHOCT

5 ropuH"

6.4 CIIEHAAJTHY MEPKH 3A CBXPAHEHUE
Ipu Temnepatypa oz 25°C Ha 3aIUTEHO OT CBETIHHA MICTO.

6.5 BUA 1 CbABPKAHUE HA OIIAKOBKATA
HO-IIIIA 40 mg maxexnuonen pasreop: Kadsasu amnymz 2 ml mo 5 B eana mnactuuma
OTIaKOBKa.

6.6 HHCTPYKIIUM 3A YIIOTPEBA/PABOTA
3abenexxa: ¥ (eRHHIYHO KPBCTIE)
Pexxum na ornyckare: Ilo nexapcko npepnucanunne (V)

7. HPATEKATEJ HA PASPEIIEHUETO 3A YIIOTPEBA
CHINOIN Pharmaceutical and Chemical Works Co. Ltd, Bynanema

HOMEP HA PASPEHIEHHETO 3A YIHOTPEBA
20010268

9. IATA HA ITBPBO PASPEITABAHE/TIOJHOBSIBAHE HA PA3PEIIEHUETO
1962/ 7 deBpyapn 2005

10 . BATA HA NOCHEAHA PEJAKIIVISI HA TEKCTA
7 deBpyapn 2005

OGYI nomep Ha KpaTtkarta XapakTepHcTHKA Ha HpoAykTa: 22.925/41/2004




