JIMCTOBKA: HHPOPMAIHA 3A TAITUEHTA

APOTABEPHH /IC 20 mg/ml amixeKknonen pa3Teop
DROTAVERIN DS 20 mg/ml solution for injection

Jpotasepunos xunpoxnopua (Drotaverine hydrochioride)

IpoueTeTe BRAMATENHO NAJNATA JACTOBKA, NpelH A 3aN0YHeTE JA HINOJI3BATE TOBA JIEKAPCTRO, Thil
KATO TH ChAbLPka BasKHA 32 Bac madopmanna.

- 3amnazete Tasu TUCcTOBKA. MoXke ma ce HAMOKH Ba A IPOYETETE OTHORO.

- AKO UMaTe HAKAKBH NOMBIHHTE/IHH BEIpOCH, nonuralite Bamua nexap wim dapmarierr.
ToBsa nexapcTBO € mpenmicado MiyHo Ha Bac. He ro npeotcrrneaiite Ha apyra xopa. To Moxe a uM
HaBpe/H, HE3AaBHCHMO Y€ NPH3IHALKMTE Ha TAIXHOTO 3a60/14BaHe ca ChIIHTE KaTo BartHre.

- AKo nony4nTe HAKAKBH HeXEIaHu JICKAPCTBEHM Peakiyy, yBeaomere Bamms nekap win gpapmanest.
Topa BK1O4Ba M BCHYKH RE3MOMHM HEKENAHH PEAKIIMH, HEOTIMCAHH B Tasy NHCTOBKA. BH:xTe Touka 4.

KaxBo ceAbpika Ta3l IMCTOBKA!
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1.  Kaxpo npeacrapisasa JIporasepun JIC H 33 xaKB0O ce H3I0J3Ba

HipkekuHOHHHAT pa3tBop Ha JlpotaBepuH JIC noHIDKaBa TOHyca Ha T1aaxaTa MyCKYJAaTypa Ha BBTpELIHHTE
OpraHH H KPBBOMOCHHTE CBJIOBE, 4Ype3 NOTHCKAHe Ha eH3WMa ¢ocoauecrepaza. [Ipu MHTpaBeHO3HO
HIDKEKTHPaHE CHa3sMOTMTHIHUAT edeKT HacThNBa OBpP30.

Hpotasepun JIC ce usronsea npu:

- Cna3sMH Ha IajkaTa MyCKYNaTypa, CBbP3aHH CbC 3a00IBAHHA HA AUTBYHHA MEXYD M ACTBUHHTE MTBTHLIA;
KaMBHH B ¥TBYHUA MEXYP HIH JKITBYHHTe TETHIIA, BL3NaNeHHe Ha XThYHAA MEXYP WIH AKTEHHKTE TLTHIIA.

- CrnasMH Ha T7IajKaTa MycKynaTypa npH Ou0pedny 3a00/dBEHMA HapyWICHMN HAa [HKOMHHA MeXyp H
MHKOYHKTE METYILA. KAMBHH B GBOpeLMTe M MHKOYHMTE MTHTHINA, Bh3NANCHHe HA GBOPELMTe ¥ MHKOYHHTE
MTHLTHINA, CMA3hM Ha MHKOYHH MEXyp.

- HeycnoxkneHo pakpaHe, BbB (asaTa HA pasliHpPABAHE HA MATORHATA [iHiKa, 32 HaMa/igBaxe
NPOOBDKMTENTHOCTTA Ha PasuIMPABAHETO H 32 HAMAIABAHE Ha 00IIATa NPOAB/ILKHUTENHOCT HA PAXKAAHETO,

ITpu HEBB3IMOXKHOCT 3a IPHEM Ha nepopanHara dopma (Mpes yCTaTa), HHKEKIHOHHHAT PpasTBOp Ha JIpoTarepH:
JAC Moxe na 6b1e NPHIIOKEH B CIGAHUTE CITy4aH:

- CnasbM Ha IVIafKaTa MYCKYNaTypa Ha CTOMAIHO-YPEeBHNA TPAKT: CTOMAIIHA M JYOREHANHA A3B4, MACTPHT
(RB3MayeHUe Ha CTOMAXa), cria3hM Ha MYCKYA4TypaTa B ropHaTa U JOMHATA HACT Ha CTOMAXA, BE3NATCHHA HA
yepBara.

- TP THHEKOJIOTMYHH HapyIneuud: OucmeHopes (Oone3HeHa MEHCTPYAIlHA) W 3a oOnexvaBaHe Ha CHTHATA
cnacTHuHa 00JIKa NpH paaaHe,

2.  Kakso Tpa0Ba xa iHaeTe, npeau Aa n3noia3eare Iporasepuns AC

He TpubBa aa ce npuiara Jporarepun AC npu:
- aNlepruA (CBPBXYYBCTBHTENHOCT) KbM SKTMBHOTO BELECTBO (APOTAREPHHOB XM
OT MOMOIHUTE BemecTBa (0co0eHO KM HaTpHeB MeTabucyndur).

- TeXKKa YepHosipobHa, 6L0peyna 1 chpAeyHa HEIOCTATHYHOCT, HAPYLIEHUS Ha Cb
PHO-BEHTPHKYAapeH OIoK).

- Aeua.



. Ilpenympexxaenns H NpeJIasHN MEPKH
Topopere ¢ Baummus nexap, GapMarieBT WITH MEIHMLIHHCKA CECTPa, peaM Aa Hanomseare Jporapepud JC.
B ciry4aii Ha HHCKO apTepHATHO HATATAHE, NIPHIAraHeTo Ha TO3H NPOYKT H3UCKBA NOBMILIEHO BHHMAaHHE.

Jporasepun JIC chappka HaTpHer MeTabucynuT, KOMTO MOKE Na MPENM3BHKA aleprHuH¥ DPeakuHy,
BKTIOYMTE/IHO aHAGWTAKTHYHH CUMIITOMH H OPOHXOCNA3BM TIPH MPeapasnoIoKeHy NanveHTH, ocobeno c
aHaMHe3a 3a acTMa WAM aneprus. B cimyvalf Ha CBPBXWYBCTBHTCIHOCT KBM HATpHEB MeTaGUCyndwr,
MPHJIOXKEHHETO Ha JICKAPCTBEHY NPOIYKT € IIPOTHBOTIOKA3aHO (BIK. HANIMCAHOTO MO-TOPE).

VmKeKIHOHHOTO NpIWICKEHHe Ha NPOTABEPUHOR XHAPOXIIOPHI NPH OPeMEHHW KEHH M3MCKBA NOBHINEHO
BHUMaHUe.

Hena g ionomn
Apotasepun JIC ve GuBa 1a ce npHeMa oT Aeua.

Apyrn aexapctsa u porasepun AC
Monsa undopmupaiire Baims nekap, ako npHeMaTe WIM HACKOpPO CTe TpPHEManu APYrH NeKapeTea,
BKTIOUHMTETHO M TAKHBA, OTMYCHATH §e3 penenra.

JIpOTaBepHHOB XHIPOXJIOPHI HAaMandRa AHTUNAPKMHCOHOBHA edeKT Ha JeBojoma, KOeTo BOAH [0
3anenboyaBale Ha TpeMopa (TPENepeHeTo) H PHTHAHOCTTA (NOCTOSHHO CBOPOTHBAEHHE TIPH NAcHBHOTO
JBMIKeHHE Ha KpaHHULHTE ).

Bpemennoct, Kbpmene H ¢epTUIHTET
AKo cTe GpeMeHHA HITH KbPMHTE, CMATATE, Y& MOXE Ja cTe OpeMeHHa WH IUTaHHpaTe GPeMEHHOCT, IOCHBET-
BaiTe ce ¢ Bamus nekap wnn dapMaueBT npenM ynorpedara Ha TOBA NeKapcTRo.

bpemenHocT:
HpopeaeHHTe NPOYYBAHUA IPH X0Pa M KHBOTHHU HE ca MOKa3ald HexeNaHH eheKTH BEPXY Pa3BUTHETO Ha

nioaa. Benpeks Tora, KaTo NpeanasHa Mapka, NPHIOKEHUETO Ha IIPOAYKTa o Bpeme Ha GpeMenHoCT Tpsibea
Ja CTaBa CaMo clejl BHRMATeIHA OLIeHKa Ha CHOTHOMIEHHETO NON3a/PUCK OT cTpaHa Ha Baurus mekap.

Kepmene:
TMopanyu nurica Ha AOCTATHYHO IaHHH, HE CE Npenopbysa ynoTpefara Ha NPOAYKTa M0 BpeMe Ha KbpMEHe.

Hlodupane 1 pabora ¢ MaMARN
Bue Tpatea na uz6sreare H3BLPIUBAHETO HA MOTEHIWMAIHO ONACHH JAEHHOCTH, KaTO odupaHe wiu paboTa ¢
MAaTUKHH,

Hporarepud JIC cpappxka HarpueB MeTalucynduT, KOHTO MOKe [Oa TIpPeAM3BWKA ANEPTHYHHM DPEakUHH,
BKITHOYHUTETHO aHaCbPU'IaKTH‘lHId CHMITITOMH H 6p0oncna35M Opd NPpeapasnoioKeH! HallHeHTH, ocobeHO ¢
aHAMHe3a 33 aCTMa WIH aNepru (BX.HANHUCAHOTO M0-Tope).

Axo Bu ¢ m3BecTHo, ue cTpajaTe OT HAKOe OT W3OpPOEHHTE TMO-TOpE HEXETAHW PEeaKuMH, MO YBEIOMETE
Baua nexap, npenu Aa 1IPUNOXKUTE TOBA NEKAPCTBO.

3.  Kax na ce npuiara Jlporasepnn JIC

Bunaru usnonsaitre Jlporasepun JIC TouHo kakto Bu e kaszan BampsT nekap. Ax
nomnuraiire Bamma tekap win hapManesT.

Hroxeximonnnar pasteop Ha Jpotasepun JIC ce npuiara MRTPaMycKy/IHO (B My<
(BLB BeHHTE).



Tosu nekapcteen mpomykr me Bu 6bae npuaodkKeH OT MeOMUMHCKH CHELMANHCT, KOWTO e ompejems
JO3HPOBKATA, ITETA Ha BBREMAHE H MPOTL/DKUTENHOCTTA Ha JISYSHHETO,
O6uuajinara qHeBHa 5034 32 Bh3pacTHH € 40 - 240 mg, pasaenenu Ha 1-3 MHTPaMyCKYIHH TIPHNOKEHHA.

Hpu acryyny Wik OL6peuny Koaukh, fosata ¢ 40-80 mg, npAnoxkeHH HHTPABEHO3HO, CAMOCTOSTETHO HIH B
komOMHalMA ¢ aHanreTHIH (06e30onaBalnu cpeacTBa).

IMpu HeycnoKHeno pawiaHe, BbB (asaTa Ha pasluupseaHe Ha MaTOYHATA LIMiAKA, 33 HAMAIABAHE
NMPOAB/DKMTENHOCTT Hd Pa3sUIWPABAHETO H 38 HaMandBaHe Ha oOliaTa MPOAB/DKHTESTHOCT HA paXAaHeTo,
nosara ¢ 40 mg, uuTpaMmyckynHo. IlpH Heo6XoAMMOCT, TazM J03a MOXe Ja ¢eé TNOBTOPH Mpe3 2 Haca
(MakcHMaTHaTa THEBHA Jo3a e 240 mg)

AKO MMaTe HAKAKBH JOITBIHHTENHH BBIPOCH, CBBP3aHM ¢ ynorpebara Ha TO3M TIPOZYKT, MONS nonurakire
Bammus nexap unu papmauesr.

AKxo e nIpuaokeHa nopeye ot HeoGxoaumara no3a Aporasepun JAC

JleueHneTo ¢ TO3H JleKapcTBeH NPoAYKT I 6BIle MPOBEIEHO OT JICKap, KOeTO CBeXIOa A0 MHHHMYM
BE3MOXKHOCTTA OT NPeRO3HPaHe,

Axo BBIpeKH TOBa, CTyuaiiHO BH 6be NpioxkeHa To-BHCOKA OT HeobX0ZUMATa no3a, To Bue me Gpnete
TIOCTABEHH N0Ji IOCTOAHHO JIEKapCKo HabmoneHHe, KaTo npH HeoOxoqumocT uie Bu Gpne mpHIOKeHO H
CHOTBETHO IEYEeHHE.

AKo0 e MponycHATO Aa ce NpHJI0KH Heobxoaumara nosa Iporasepnn JC
He 1pa6Ba ma ce npunara feoiiua 103a, 38 Ia ce KOMHBHCHpa MpOITyCHATATA.

4. Bb3MoxKHEY HekeTaHH peakIHA

Kakro BCHUKH JIeKapcTBa, TOBA JIEKAPCTBO MOXE J1a TIPEAN3BHKA HesKeaHH PeaKIMH, BBIIPEKH Y€ He BCEKH T'H
MOIYJaBa.

Hexenature peakunu ce knacuHuIMpaT 1o 4€CTOTA 110 CleJHHS HAYHH: MHOTO decTu (>1/10), uectn (>1/100 |
u <1/10), veuectn (=1/1 000 1 <1/100), peaxu (>1/10 000 u <1/ 1000), MHoro peaxu (<1/10 000), ¢ HensBecTHa
4€CTOTa (0T HATAYHHTE AaHHH He MOXKe Aa ObJle HanpaBseHa OLUeHKa),

Onucany ca clIeAHATE HeXKeNaHH PeaKLyH:

Peoxu: rapeHe, 3anek, rapobonye, 3amasHocT, GeschHHe, chplie0HeHe, MOHIDKEHO KPBBHO HAJIATaHe,
anepruyHy PeakilHH, OCOOEHO NpPH NALMEHTH ¢ TIOBHIIEHA YyBCTBHTENHOCT {CBPBLXYYBCTBHTEIHOCT) KBM
6ucyndury, 3auepsaBaHe, 60/IKa H OTOK OKOJIO MSCTOTO HAa HIDKEKTHpPAHe.

C weussecmna vecmoma: Cvobiienn ca cayyan Ha Hedataned wnd QataieH anaQUNaKTHYeH LIOK NPH
MALHEHTH, HA KOMTO € MpHIAaraHa HHKeKUKOHHATa GopMa.

AKO HAKOS OT HEKEIaHMTe JIEKapPCTBEHH PCAKLIUK CTAHE CEPUO3HA HITH salenesxkure APYTrd, HCOTTHCAHU B Ta3H
JHCTOBKA HEXKCITAHH peaKlMH, MOJIA YBEIOMETE Bamuga JICKap.

Cro0masaHe HA HeXKENaHU PeAKIAN
AKO MonyyuTe HAKAKBH HEXENaHW NEKAPCTBEHH PEaKkLWH, yBegoMere Bamns nexap wmi apmaiest. Tora

BKITIOYBA BCHYKH BH3MOXHH HEONMMCAHM B Ta3W JINCTOBKA HeKeNaHM peaKUMH. MoxeTe ¢blll0 Aa chobimmure
HEXeNaHu PeaKiUH JHPESKTHO upes:
HanennuTenHa areHLus Mo JekapeTeata
ya. ,Jaman I'pyes™ Ne 8

1303 Codmis

Ted.: +35 928903417

yebcaiiT: www.bda.bg.




Karo cuobiaparte HexenaHH peakiuy, MoxeTe Ja JajfeTe CBOS NPKHOC 32 NOTyYaBaHe Ha NoBede HHPOpMa-
IMs] OTHOCHO 0€30MacHOCTTa Ha TOBRA JIEKAPCTBO.

5. Kax na epxpanssare [IporaBepun IC

Ja ce cpxpanasa nox 25°C, Ha 3alIMTEHO OT CBETIIHHA MACTO.
Jla ce cpxpaHiBa Ha MACTO, HEJOCTBITHO 33 Jela.

He unanonseatire JIporasepun JIC cnen cpoka Ha rofHocT, oTGeNns3ad BBPXY KapToHeHaTa orakoeka. CpoKET
Ha TOOHOCT OTrOBaps Ha MOCIEAHHA AEH OT NIOCOUEHHA Mecell.

He wmanonseaiire Ipotaseprn [{C, ako 3abenesxure 4e pasTBOPBT € MBTEH, ChAbPXA HEPA3TBOPEHH YACTHIN
HIH ¢ € TIPOMEHCH IBAT.

He u3xgrpndiiTe lexapcTsaTa B KaHATH3ALMATA HITH B KOHTEHHEPa 3a AoMalIHH otniagbiuw. [Tondraiire Baius
chapMalieBT Kak 112 H3XBBDAATE JIEKaPCTBATA, KOMTC Beve He M3noispare. Tesn Mepku e CroMorHar 3a
OMa3BaHe Ha OKOJIHATa cpeja.

6. Crpanpkanne HA ONAKOBKATA H JIONLIHATENHA HHEGoOpManus

Kaxso ceaspxka porasepun JC

- AKTMBHOTO BELIECTBO € APOTaBEPHHOB Xuapoxnopua. 1 ml ot paiteopa chabpxka 20 mg NpOTABEPHHOB
xuzppoxnopul (drotaverine hydrochloride).

Jpyrure CheTaBKH ¢a HATPHER MeTa(HCYIguT, eTaHom (96%) H BOAA 38 HHKEKLHH.

Kaxk marnexna JIporasepns JIC H KaKBo chIBpXka 0NAKOBKATA

Xar, 6ucTEp pazTeop, 6e3 BUIHMH YaCTHIIH.

2 ml camModynewy ce aMITy:Ti OT TEBMHO HEYTPAJTHO CTHKIIO THN L.

10 6poa amnynu ce nocraear B Smucrepu ot PVC donwo.

Envununy 61ucTepH, 3a€HO ¢ NHMCTOBKA 33 NAIMEHTA Ce NMOCTABAT B KIHIUKPAHM, CrbBAEMH KAPTOHEHM
KYTHH.

IlpuTeskaress Ha paspemenneTo 3a ynorpeba

JAHCOH-BI" OOJ,
ya, Orens Hancuii Ne 26,
2400 rp. Panomup,
bsirapus

IponiBsozuTeN
BETITPOM AfJ,

yn. Oren Iancuit Ne 26,
2400 rp. Pagomup,
brarapus

JlaTa Ha HDocIeIH0 npepasraexkIane Ha JucToBKaTa: 1 1/2022.




