JINCTOBKA: HHOOPMAILINA 3A IOTPEGUTEJIA

APO CIIA3 20 mg/ml HmKkeKnHOHEH pa3TBOP
DRO SPAZ 20 mg/ ml solution for injection

Hporasepun Xuapoxnopun ( Drotaverine Hydrochloride )

IIpoyereTe BHUMATENHO LAIATA JIHCTOBKA NMPEJH Ja 3al0YHeTe A2 NPHeMAaTe TOBA JIEKapCTBO, Thii

KaTO TH ChAbPiKa BaxkHa 3a Bac undopmanms.

- 3anaseme masu nucmoska. Moowce 0a umame Hyscoa Oa s npoyememe OMHOBO.

- Axo umame HaKaxeu OOWbAHUMENHU 6bNPOCU, Nonumatme Bawwus nexap, (papmayeem unu
MeQUYUHCKA cecmpa.

- Toea nexapemeo e npednucano nuyno na Bac. He 2o npeomemwneatime Ha dpyau xopa. To moorce
0a um HA6Pedu, He3a8UCUMO O MOBA, Ye MeXHUme CUMRIMOMI Ca Chlyume Kaxmo Bawtume.

- AKo HAKOR Om Hedcenanume NeKApCMBEHU PeaKyuy CMAaxe cepuosna, uau zabenescume Opyeu,
HEONUCAHU 6 MA3U AUCOBKA HEJICENAHY peaKyuy, Mons ysedomeme Bawus nexap, papmayesm uiu
Mmeduyurcka cecmpa. Busicme mouka 4.

Kaxkso CBABPIKA Ta3H JIHCTOBKA:

1. Kaxso npescrasnssa Jpo cnas 1 3a KakBo ce H3MI0M3Ba H3NETHWTENIHA ATEHIWSA N0 NEKAPCTBATA
2. Kaxgo Tps0Ba 1a 3HaeTe, npenu aa Bu 6bae npunosieH VpuasputoxeHue 2
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1. Kakso npexacraBiasBa JIpo cna3  3a KAKBO ce H3M0J3Ba

HrmxexunonHusT pasteop Ha JIpo cmas nmoHwxapa TOHyca Ha IJaJKaTa MYCKy/JaTypa Ha BhTPELIHHTE
OpraHd ¥ KpBBOHOCHHMTE CbAOBe, Ype3 HHxHMOMpaHe (IOTHCKAaHE) Ha Taka HapeyeHHs EH3UM
docponuecrepasa. [Ipn MHTPaBEHO3HO HHKEKTHPAHE CIIA3MONUTHYHHAT e)eKT HACTBNBA Gbp30.

Jlpo cnas ce u3nomn3ga npu:

- Cnasmu Ha rnajkata MycKynarypa, CBbP3aHH CbC 3a0ONSBaHHS HA KIBYHHS MEXyp M KITbYHHTE
MbTHIIA: KAMBHA B HIIBYHHS MEXYP WM KIBYHUTE IIbTHINA, Bb3NAJEHHE HA XITBUHHS MEXyp MIH
KITBYHHTE TI'BTHILA.

- Cna3smu Ha DiajKara MycKynarypa npu GbOpeunH 3abonsBaHMs H HAPYIUEHHS HA NUKOYHUS MEXYp H
MAKOYHHTE NbTHLIA: KaMbHH B ObOpenuTe M NUKOYHMTE MbTHINA, Bh3NajeHue Ha Onbpenute M
NHKOYHUTE MBTHILA, CIa3bM Ha NIMKOYHUS MEXYP.

- Heycnoxseno paxnade, BbB (pazara Ha paslIMpsBaHe HA MAaroyHaTa luMiika, 3a HaAMaJigBaHe
NPOABKHTENHOCTTA HA pPaslIMPsABAaHETO M 32 HamajsgBaHe Ha o0wara NPOOBIDKUTEIHOCT Ha
paXkJIaHeTo.

IIpn HeBB3MOXKHOCT 3a NPHEM Ha nepopanHata (npes ycrara) Gopma, HHXEKIHOHHHAT pasTBop Ha J[po
cna3s Moxe Ja Ob/ie IPUIIOMKEH W B CEAHUTE CITy4au: =
- CpnaspM Ha riajKaTa MyCKyJlaTypa Ha CTOMAlUHO-YPEBHUS TPaKT: CTOMAlIHA U ,r[yoneHaﬁHa ﬂ%&; e
racTpuT (Bb3MaleHHE Ha CTOMAaxa), CllasbM Ha MYCKYJaTypara B rOpHAaTa ¥ JOJHaTa 4acrt }ra cTomaxa ’\ . N

Bb3MNaJIEHHWE HA YEpBara.




- IlpH rUHEKONOTMYHM HapylleHus: HucMeHopes (GoNe3HeHa MEHCTpyallus) M 3a obiekyaBaHe Ha
CHITHATa CnacTHYHa GONKa NPy paX<aaHe,

2. Kaxso Tpsa6Ba na 3HaeTe, npean Aa Bu 6bae npunoxen Apo coas

He nznonseaiite Ipo cnas npu:
- aneprusi (CBPbXYyBCTBUTEJHOCT) KbM AKTHBHOTO BEIIECTBO (APOTABEPHH XHAPOXJIOPHA) MIH KBM
HSKOE OT NIOMOILHHUTE BellecTBa (0CO0EHO KbM HaTpHEB METaOHCYIDHT).
- Texka uepHOApoOHa, ObOpeyHa M CbpAEYHA HENOCTATHYHOCT, HAPYLIEHHs HA ChpJAEYHATA
NPOBOAUMOCT (ATPUO-BEHTPHUKYNApeH 0JI0K).
- Hena.

IIpenynpe:xaeHHs H NPeANa3HH MEPKH

I'oBopete ¢ Bawus nexap, hapMalieBT Ui MEAULMHCKA CECTPa, IPpeAH Aa n3nonssare Jpo cnas.

B cnyyali Ha HMCKO apTepHaNHO HajlAraHe, IPUJIAraHeTO Ha TO3H MPOAYKT H3HCKBA MOBUILIEHO BHUMAaHHUE.
Apo cmaz cbAabpxa HATpUEB MeTaOMCYN(HUT, KOHTO MOXe [a TpPeM3BHKA AaleprudHy pPeaxiliH,
BKJIFOYHTENHO aHa(pUIaKTHUHH CHMIITOMH U OPOHXOCTA3bM IPH MPEIPasIoIoKeHH NaUUEHTH, 0COBEHO ¢
aHamMHesa 3a acTMa WiM ajeprus. B ciyyall Ha CBPBXUYBCTBUTENHOCT KbM HATPHEB MeTaGHCYN(HT,
TIPHIIOKEHHETO Ha JIEKAPCTBEHUS NPOAYKT € TPOTHBONOKA3aHO (BK. HAIMCAHOTO MO-TOPE).
HHXeKUHOHHOTO NPHIOKEHHE HAa APOTABEPHH XHUIPOXJIOPHI NpH OpeMEHHH JKEHHM W3HMCKBA [OBHIIEHO
BHUMaHHE.

Jela H HOIIH
Jlpo cna3 He 6uBa Ja ce mpHeMa OT JIelia.

Jpyrn nexapersa u J{po coa3s

Hndopmupaiite Bamus nexap uiy hapMalesT, ako IPHEMATe HACKOPO CTE NPMEMAIIH MK € Bb3MOXKHO J1a
TIpUeMeTe APYTH JIeKapCTaa..

JlpoTaBepuH XHIPOXJOpHJ HaMansBa AHTUNAPKHHCOHOBHs e(heKT Ha JIeBONOMA, KOETO BOLH [0
3a](bi00YaBaHe Ha TpemMopa (TPENEPEHeTo) H PUrHIHOCTTA (OCTOSIHHO CBHIIPOTHBIEHHE TIPH NACHBHOTO
IBWXKEHHE HA KpallHUIIHTE).

bpemeHHOCT, KbpMeHe U (epTHINTET

Ako cTe OpeMeHHa WJIH KbpPMMTE, CMATATe, ue MOXe Ja cTe OpeMeHHAa WM IlaHupaTe GpPeMEeHHOCT,
TIoChBETBaHTE ce ¢ Bamms nexkap UM ¢apMaueBT npeau ynorpebara Ha TOBa JEKapCTBO.

bpemerHoct: IIpoBeJieHuTe Npoy4BaHUs NPH XOpa U KUBOTHU HE Ca I0KA3a/H HEXeNaHH eGeKTH BbpXy
PasBUTHETO Ha Muoja. Brnpexu ToBa, KaTo MpeAnasHa MspKa, IPUIIOKEHHETO Ha NPOAYKTA N0 BPeMe Ha
OpeMeHHOCT TpsOBa Jia CTaBa camo CJlel BHUMATeIHa OLEHKA Ha ChOTHOLIEHHETO TOJI3a/PUCK OT CTpaHa
Ha Bamms nexap.

Kupmene: [lopanu nurca Ha 0CTaTh4YHO JAHHH, He ce Npenopbusa ynorpebara Ha MPOAYKTa 10 BpeMe
Ha KbpPMEHE.

Hlodupane u padora ¢ MAIHHK
Bue Tpsbsa na n3bsArsare W3BLPIUBAHETO HA TIOTEHIHAJIHO ONACHH AEHHOCTH, Kato modupaHe HIH
pabora ¢ MallHHH.

Apo cnma3 cbabpka HaTpHeB MeTaOHCYN(QUT, KOMTO MOXKe Ja TNpPeIH3BUKA ajeprHuHH peaxuu,
BKJIIOUMTENIHO aHA(PUIIAKTHYHH CHMIITOMH H OPOHXOCNA3LM NPHU MPEAPa3NoNoKeHH NALHEHTH, OCOBEHO, ¢
aHaMHe3a 33 aCTMa MITH aneprus (Bxk. HaluCcaHoTo no-rope). Ako Bi € H3BECTHO, Ye CTpajare OT HIKOE OT

130pOEHHTE 110 TOpPE HEXENIaHW pPeakUMu, MONs yBeloMeTe Baiuus liekap, mpeiu faa npnnc»l«:me ToBa, ™.




JIeKapCTBO.

3. Kak na npuaarare JIpo cnas

Bunazu npuemaiime mosa nexapcmeo mouno, Kakmo éu e kasan, Bawusm nexap unu hapmayesm. Axo e
cme cugypHu 6 Heujo, nonumanme Bawam nexap unu gapmayesm.

VHXEKUMOHHUAT pasTBOp Ha JIpo cma3 ce npuiara HHTPaMyCKYIHO (B MYCKYIMTE) MJIM HHTPABEHO3HO
(BBB BEHUTE).

Tosu nexapcrBeH npoaykt uie Bu 6bje npuioxeH OT MENUIHHCKH CIELHAINCT, KOHTO Iue ompeaeny
JO3MPOBKATa, IETA Ha BEBEXKAHE H NPONBIKHTENHOCTTA HA JISYEHHETO.

Obuyaiinara n1HeBHa 1032 3a Bb3pacTHu € 40 - 240 mg, pasaeneHu Ha 1-3 HHTPAMYCKYIHH TIPHIOKEHHS.
Ilpu xIpuHA WK 6BOpeuHH KoJHKH, Ao3aTa e 40-80 mg, NPUIOKEHH MHTPABEHO3HO, CAMOCTOSTEIHO
WK B kKoMOHHALMs ¢ aHanreTHuH (obe3bonsABaniy cpeacTsa).

Ilpy HeyCHIOKHEHO pakhaHe, BbB (ha3saTa Ha pasiIMpsiBAaHE HA MAarOYyHATa INMIKa, 332 HaMalliBaHe
NPOABLJDKUTENHOCTTA HA PasLINPSIBAHETO M 3a HamalsBaHe Ha oblIaTa NPOIBIKHTENHOCT Ha PaXaHeTo,
nosara e 40 mg, untpamyckynso. Ilpn HeoOXOIMMOCT, Ta3H 1032 MOXe 7a Ce NOBTOpH Npe3 2 yaca
(MaxcuMmanHaTa JHeBHa f03a e 240 mg)

Axo By e npuiioxena no-roisgma ot Heobxonqumara g03a Jipo cnas

Jleuenneto ¢ TO3M JNEKApCTBEH NMPOMYKT Iue ObJE MPOBEAEHO OT JIeKap, KOETO CBEXJA 10 MHHHMYM
BB3MOXKHOCTTA OT IpefO3KpaHe.

AKO BBIIPEKM TOBA, Cllyuyalino Bu Obae npuiioxkeHa no-Bicoka oT HeobXoaumara 103a, To Bue uie Obaete
TIOCTAaBEH! MOJ| TIOCTOSHHO JIEKAPCKO HAOMIONIEHHE, KaTo MpY Heo6XoauMocT e Bu Oblie npuiokeHo u
CHOTBETHO JIeUeHHeE.

AKo He cme cueypHu 6 Hewo Wi UMAME HAKAKEU OONBIHUMENHU GbNPOCH CEbP3aHU ¢ Neyenuemo Bu ¢
MO3U NEKAPCMBEH NPoOyKm, Mois nonumaiime Bawius iexap.

Axo cTe nponycHa 1a npuemete JIpo cnas
He mpuemaiite ABOWHa 1032 3a Ja HaBakcaTe NpPONYCHATATa, a B3EMETE JIEKADCTBOTO HA CJEJBALLHA
IpUeM.

4. Bb3MO:XHH HeKeIaHH pPeakiHu

Hlooobno Ha ecuuku nexapcmeq, UHXCEKYUOHHUAM pasmeop Ha Jpo chasz mooice da npedussuka
HEJICENAHU PeaKyuls BbNPeKy, e He 8CeKy 21 NOAYHasd.

Yecmomama Ha nedcenanume peaxyuy ce Kame2o0pusupa maxa:

MHoro yecTH (3acerHaty noeeye ot 1 Ha 10 mauHeHTH)

UYectu (3acernary 1o 1 Ha 10 nanuenTH)

Heuectu (3acernaru no 1 va 100 nanuenTtH)

Penxu (3acernaru 1o 1 Ha 1 000 nanmenTH)

Muoro peaxu (3acernatu go 1 va 10 000 nanuenTn)

C HewnsBecTHa 4eCTOTa (OT HAJMYHHUTE JaHHU He MOXe Ja Objie HanpaBeHa OLEHKA)

Onncany ca CNeHUTE HeXKEeJIaHH PeaKLyH:
Peoxu: rajieHe, 3alek, riaBobonue, 3amasHocT, 6e3cbHUe, CbpledHeHe, MOHMKEHO KPHBHO HalsTaHe,
aJleprH4yHy peakLyH, 0COOEHO NPH NALUMEHTH C TIOBHILEHA YYBCTBUTETHOCT (CBpquyBCTBmenHOCT) KBM
Oucyndury, 3auepsiBane, 601Ka H OTOK OKOJIO MSCTOTO HA MHXKEKTHPAHE. AU |




C neussecmna wecmoma: CbOOLIGHH ca cllyyau Ha Hedaraned uin (araneH aHaQUIAKTHYEH IIOK MPH
NAlHEHTH, HA KOHUTO € MpUJaraHa HHxeKUHoHHara hopma.

CpoblaBane HA HeXKEJIAHH PeaKIHH

AKO TIONYYMTE HAKAKBH HEXENIAHH JEKapCTBEHM peaklWH, yBeaomeTe Baiuus nekap, dapmaneBT Wiu
MeIMUMHCKa cecTpa. ToBa BKIHOYBA BCHYKH Bb3MOXKHM HEONHCAHHM B TA3H JIMCTOBKA HEXeNaHH PeaKiMH.
MoskeTe CBILIO J1a ChOOLIMTe HeXETaHH Peakiiui IHPEKTHO Ypes HAlMOHAaIHaTa CHCTEMA 3a chobIaBane:
M3nbaHuTeIHA areHUus o JeKapcTsara

yin. ,,Jlamsn ['pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcailT: www.bda.bg

Karo choOiasare HexelaHH peakuuM, MOXeTe Ja JAaJeTe CBOS NPHHOC 3a 0AydaBaHe Ha IOBeye
uH(popMaLKsA OTHOCHO 6€30MacHOCTTa Ha TOBA JIEKAPCTRO.

5. Kak na cexpansBate Jpo cnaz

Ja ce cpXpaHsBa Ha MACTO, HEJOCTBITHO 34 [ela.
Ha ce cbxpaHsBa IpH Temnepatypa non 25°C, Ha 3allUTEHO OT CBETIMHA MSACTO.

JlekapcTBeHHST NPOAYKT He TpsAbBa Ja ce M3MOJ3Ba CNE CPOKa Ha TOIHOCT, OTOeNs3aH BbpXy
onakoBkara. Cpoka Ha FOZHOCT OTrOBaps Ha IIOCHIEqHNs IEH OT IIOCOUYEHHS MECELL.

He usnonseaiite Ipo cna3, ako 3abenexuTe ue pa3TBOpa € MBTEH, ChAbPKA HEPA3TBOPEHU YACTULIA HITH
€ C TPOMEHEH LIBAT.

He usxevpnaume nexapcmeama 6 KaHAMU3AWuAma wiu 6 KOWmeuHepd 3a OOMAUIHU OmRaovyu.
Ilonumaiime Bawus gapmayesm kax 0a usxvpisime 1eKapcmeéamad, KOumo eeve e usnonzeame.Tesu
MepPKU uje CHOMOSHAM 30 ONA36AHE HA OKOIHAMA Cpeda.

6. Ceabpxanne H2 ONAKOBKATA H NOMBbJIHATENHZ HHPOPMALHs

Kaxpo cbabpaxa JIpo cnas

- AXTHBHATa ChCTaBKa € JparaBepuH Xuapoxnopui. 1 ml oT pasrBopa cbabpxka 20 mg ApoTaBepus
XUNPOXJIOPUL (drotaverine hydrochioride).

- JlpyruTe ChCTaBKH ca HaTpUEB MeTabucyndurt, eranon (96%) u Boja 32 MHKEKIIHH.

Kax uzrieskaa Ipo cna3 ¥ KaKBO CbIbPKA OMAKOBKATA

HnxexurMoHHUAT pasTeop Ha Jpo cmas npencrapnsBa GUCTpa, KbATA TEYHOCT, IOCTABEHA B aMIIyIH OT
TBMHO CTBKIO. Besika ammyna ceabpixa 2 ml or pasteopa. Besika onakoBka (KapToHeHa KyTHs) ChAbpka
10 6pos ammyny.

IlpuTexaTes HA Pa3spElICHHETO 32 YNOTpeda H NPOH3BOTHTE
AIIUOAPM EAJT
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Codgusa 1700, bearapus

,[[a’ra Ha MOCJIeqHO NPEPANICKIAAHE HA JIHCTOBKATA
Anpun, 2013 . e




