JIMCTOBKA: HTH®OPMAIIWA 3A IIAITMEHTA

JTPOTABEPHH JC 20 mg/ml nH:KeKIIHOHEH Pa3TBOP
DROTAVERIN DS 20 mg/ml solution for injection

JlpoTasepunoB Xuapoxnopua (Drotaverine hydrochloride)

IIpovuereTe BHUMATEHO UAJIATA JHCTOBKA, MPEIN I 3al09HeTe A H3IOJI3BATE TOBA JEKAPCTBO, Thil
KaTO0 TH CHABPXKA BaxkHa 32 Bac nndopmanus.

- Ramnazere TazM JHUCTOBKA. MojKe a ce HaJI0KH J1a s IPOYeTeTe OTHOBRO.,

- AKO MMaTe HAKAKBHY JOMTBIHUTENIHH BRIIPOCH, monuTaiite Bamus nexkap umv gapmaLesT.
ToBa nekapcTBO € MpeanucaHo TudHo Ha Bac. He ro npeotcrbneaiite Ha Apyr# xopa. To Moxe ia M
HABPE/IH, HE3ABHCHMO Y€ TPH3HALIMTE HA TAXHOTO 3a00MsBaHe ca ChLIMTe kaTo Baure.

- AKO TIONy4HTe HIKAKBH HEXKEJAHU JIEKapCTBEHH Peakiiy, yBesomMeTe Bauius jiekap nin ¢papmauest.
ToBa BKJIIOUBA M BCHUKH BB3MOXKHH HedKeJIaHH PeaKiHH, HEOTTMCAHH B Ta3H JMCTORKA. Bukre TovKa 4.
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1. Kakgo npeacrasiasnsa Jporapepun JC u 3a KakBo ce H3M0JI3BA

UikeKHOHHUAT pastop Ha Jporasepun JIC momwkasa TOHyca Ha IJIajikaTa MyCKyIaTypa Ha BETPEIIHHTE
OpraHu U KpPHBOHOCHUTE CHJOBe, Hpe3 NOTHCKaHe Ha ensima oconuecrepasa. IIpu MHTPaBEHO3HO
MHKEKTHPAHE CTIa3MOTHTHYHHAT e(eKT HacThIBa Obp30.

HporaeepuH JC ce U3nonsea npu:

- Cria3sMM Ha r7ajkaTa MyCKyJaTypa, CEbp3aHH ChC 3a00JIABaHMS HA JKITBYHMS MEXYP W JKIBYHUTE IBTHILA:
KAMBHM B 5KTBYHUA MEXYP WM JKIbYHHTE ITBTHILA, BH3NIATICHHE Ha JTBUHHA MEXYD WIH MKIIEUHUTE ITBTHINA.

- CriasMu Ha r7agkaTa MycKynarypa npd OpOpeunn 3aborisBaHHs —HapyIICHHS Ha IUKOYHMA MEXyp H
[TMKOYHHTE MTHTHINA: KAMBHH B GBOpEINTEe M MMKOYHMTE IBTHLIA, Bh3ManeHue Ha GBOpelyTe U MUKOUHHTE
TBTHILA, CIIA3BM Ha TTMKOYHUS MEXYP.

- Heycnoxueno paxaade, BbB (asata Ha paslIMpABaHe Ha MaTo4YHATA IHHKa, 32 HaMaJsiBaHe
NpPOJIB/KMTENHOCTTA Ha PaslIMPABAHETO M 32 HaMallsBaHe Ha obI11aTa NpoABJHKUTETHOCT HA PaykK/IaHeTo.

[1pu HeBB3MOMKHOCT 3a MIPHEM Ha niepopasiHata Gopma (1pes ycTaTa), HEKEKLUMOHHUAT pasTBOp Ha JlpoTaBepHH
JIC Moke 12 ObJe PUIONKEH B CIISIHUTE Cilyydan:

- Cria3bM Ha [aKata MycKyJiaTypa Ha CTOMALIHO-YPEBHHS TPAKT: CTOMAllHa U [lyO/[CHANHA A3Ba, FACTPUT
(BB3MATCHHE HA CTOMAXA), CrIa3bM Ha MYCKyJlaTypaTa B ropHaTa M JI07HaTa 4acT Ha CTOMaxa, Bh3najlcHui Ha

yepaara.
- [IpH THHEKOJIOTHYHM HapylIeHus: nucmeropes (GonesHeHa MEHCTpYalisa) K 3a obJeKuaBaHe Ha CHITHaTa

crnacth4Ha 0OJKa NPH PakaaHe.

2. Kakso TpafBa aa 3HaeTe, NpeaH 1a n3no/ssare JporasepuH ac

He Tps6Ba xa ce npuiara JIporasepuu JIC npn:
- aneprus (CBPBXUYBCTBHTETHOCT) KbM aKTHBHOTO BEIIECTBO (apoTaBepHHOB XU
OT MOMOLIHNTE BeluecTa (0cobeHo KbM HaTpHeB MeTabucyndur).

- TeIKKa uepHoIpobHa, GhOpeuHa 1 ChpAeYHa HeOCTAaTHYHOCT, HAPYLICHHA Ha C
pHO-BEHTPHUKY.1apeH 6110K).
- neua.



IIpexynpexaedna H NpeANa3zHH MePKH
INoopere ¢ Bawus jiekap, hapMaleBT WM MeJMLKMHCKa cecTpa, npeay na usnonssare Jporasepun JC.
B cnyyaii Ha HUCKO apTepHaIHO HalAraHe, PUIaraHeTo Ha TO3M MPOJYKT H3HCKBA MOBHIICHO BHUMAHUE.

Jporasepun JIC chabpka HaTpHeB MeTaOMCy(QMT, KOWTO MOKe [ia TpeiH3BHKa aneprudHd peakiyH,
BKJIIOUMTENTHO aHA(QHIAKTHYHM CHMITOMH H OPOHXOCTIa3bM TPH NPEpasoNoKeHH TAalMeHTH, 0CODEHO ¢
aHaMHe3a 3a acTMa WM ajepris. B ciydail Ha CBPBXUYBCTBUTETHOCT KbM HATpHEB MeTabuCynQur,
TIPHIOKEHHETO HA JIEKAPCTBEHHS MPOIYKT € NPOTHBONOKA3aHO (BK. HAMHCAHOTO M10-IOPE).

HMHxeKIMOHHOTO MNpUIIOKEHHE Ha OpOTaBEPHHOB XHAPOXJIOpHI TIPpH 6peMeHHH JKEHH HM3HCKBA ITOBHUICHO
BHHMaHHE.

Jena u woHOIIHA
Hportasepun JIC He GuBa 1a ce npueMa OT JAela.

Jpyru gexapersa u Iporasepun JIC
Moas uHbopMupaiite Bamms sekap, ako NpHeEMaTe WM HACKOPO CTE MNPHEMald JpYrH JIeKapeTea,
BKJTIOUMTENHO M TAKHBa, OTIYCHATH Oe3 pelenTa.

JIpoTaBepuHOB XHMJIPOXJIOPHZ HaMajisiBa AHTHIIAPKUHCOHOBHA e(eKT Ha JICBOJOMA, KOETO BOAM [0
3ae100YaBaHe Ha Tpemopa (TpenepeHeTo) M PUIHAHOCTTA (MOCTOSHHO CBIPOTHBICHHE NMPH MAcHBHOTO
JBHIKEHHE Ha KpaifHULIMTE).

Bpemennoct, KbpMeHe d GpepruiuTeT
Axo cTe GpeMeHHa MM KbPMHUTE, CMATaTe, 4e MoJKe Aa CTe GpeMeHHa WM MIaHnpaTe GPeMEeHHOCT, NOChBET-
BaiiTe ce ¢ Bamms nekap uiu (apMalieBT mpeau ynorpebara Ha TOBa JIEKAapCTBO.

bpemMeHHocT:!
[MpoBeaeHuTe NPOYYBAHHUS NPU XOpa W KHBOTHH HE Ca TIOKasalH HEKEIaHH e(heKTH BBPXY Pa3sBHTHETO Ha

nnoza. Berpekn ToBa, KaTo Mpenasta MApKa, IPHIOKEHHETO Ha TIPOYKTa 110 BpeMe Ha GpeMenHocT TpsabBa
Jla CTaBa camo clie] BHUMATe/Ha OLieHKa Ha ChOTHOIIGHHETO T10J13a/PUCK OT cTpaHa Ha Baruus nexap.

Kbpmene:
[opaju Jurica Ha JOCTATHYHO AAHHU, HE ce Mpenopbyba yrioTpebaTa Ha IIPOYKTa MO BpeME Ha KbpPMEHE.

IlModupane u pabora ¢ MAIIKHT
Bue TpsGBa 1a H36sAreaTe M3BHPLUIBAHETO HA MOTEHIMATHO OMIACHH JIEHHOCTH, KaTo wodupane unu padora ¢

MalIruHH.

Tlpotasepun JIC chabpka HaTpHeB MeTaluCYNQHT, KOHTO MOXe 1a TPEAW3BMKA alepritii peaKithy,
BKJTIOUMTENTHO aHADMIAKTHYHM CHMITOMH H GpOHXOCTazbM MpH NPEeJpasioioKeHH NalHeHTH, ocobeHo ¢
AHAMHE3a 32 aCTMa HITH ajeprus (BK.HaIMCaHoTO Mo-rope).

Axo BM e u3BECTHO, Ye CTpajaTe OT HAKOE OT M3OPOCHHMTE MO-rope HEKENaHW PEeaKli, Mojs yBeIoMeTe

Bamug nexap, npeau Aa MpUIIOKHTE TOBA JICKapCTBO.

3. Kax aa ce npuiara Jporasepun JIC

Bunaru usnonssajite Jporaseput JIC Touno kakto Bu e kasan Baumsar nexap.
rionuTaiiTe Bamms nexap wid GapMalesT.

Wiskekiponnuar pasteop na porasepun [IC ce mpunara HHTpaMyCKyJIHO (B 3HO

(BBE BEHHTE).



To3u JeKapcTBeH MPOAYKT e Bu Gble NMpPUIoKeH OT MEIMUMHCKM CHCLHAHCT, KOMTO Mg ONpe/ieNH
J03HMPOBKATA, ITBTS HA BBBEKAHE U NPOIBIDKUTETHOCTTA Ha JIEYEHHETO.
O6uuaiiHaTa THEBHA 71034 3a Bh3pacThu e 40 - 240 mg, pasjeneHy Ha 1-3 HHTPaMYCKYJIHH IIPHIOKEHHS.

ITpu AIIbYHA WK ObOpedHH KOIMKH, Ao3aTa e 40-80 mg, MPUIoKEeHH MHTPaBEHO3HO, CAMOCTOATEIIHO HITH B
KOMOHHALWMA ¢ aHANTeTULIH (00e3060ABAILY CPE/ICTRA).

Ilpy HeycTOKHEHO pakaaHe, BbB (asara Ha pasMpsBaHe HA MaToyHaTa IIMHKA, 33 HamandBaHe
POIBIKATETHOCTTA HA PA3LIMPIBAHETO M 3a HaMaliBaHe Ha obIIaTa NPOIBIKHMTENHOCT HA PaKIAHETO,
nosata e 40 mg, wHTpamMyckynHo. IIpu Heo6XOOMMOCT, Task 103a MOXKE Ja Ce MOBTOPH Ipes 2 4Yaca
(MaxcuMalHaTa IHeBHa no3a e 240 mg)

AKO HMaTe HAKAKBM JOITBJIHHTEIHH BBIPOCH, CBLP3aHM ¢ ymoTpeGaTa Ha TO3W MPOAYKT, MOJIs TOMHTaHTe
Bamus nekap uid gapMaLeBT.

AKO e MpHJIO;Kena moBede 0T HeoOXoaAMaTa 1032 [[poTaBepuH AC

JleyeHHETO C TO3M JIEKAPCTBEH MPOAYKT Iie Oble MPOBEACHO OT JieKap, KOETO CBEXAA A0 MUHMMYM
BBL3MOKHOCTTA OT NPENO3UPaHe.

AKO BBLIpPEKH TOBa, clydaiiHo Bu Obae NpuIIOKEHA MO-BUCOKA OT HeobxomumaTa 703a, To Bue me Obaere
[OCTABEHH MOJ TIOCTOSHHO JIeKapcko HabmoseHue, Kato NMpH Heobxomumoct e Bu Ople TPUIIOKEHO H
CHOTBETHO JIEHEHHE,

AKo0 e IPOTYCHATO /A ce IPHJIOKM HeoGXxoaumara Jo3a /iporasepun JIC
He Tpsa6Ba jia ce npuiara JBoiHa /1034, 38 Ja ¢ KOMIICHCHPa MpoMycHaTaTa.

4. Br3MO:KHE HesKeJJAHH PCaKUHH

KakTo BCHYKH JIeKapcTBa, TOBA JIEKAPCTBO MOKE 1 TNPEeIM3BHKA HEKETAHH Peakliik, BBITPEKH He HE BCCKH TH
TOY4aBa.

HesxenanuTe peakiyy ce KIach(puUMpar 1o YecToTa 1o C/ISJHAs HaAYNH: MHOTO HeCTH (=1/10), wectn (=1/100
1 <1/10), Heuectu (>1/1 000 u <1/100), pemiu (=1/10 000 n <1/ 1000), MHOTO peky (<1/10 000), c Hen3BECTHA
yecToTa (OT HATHYHHTE JIAHHU He MOXe Ja Gb/ie HanpaBeHa OLEHKa).

OrmcaHH ¢a cleJHUTe HesKeTaHW peaklniH!

Pedxu: rajeHe, 3anek, rnapobonue, 3amMasHocT, Ge3chHHe, ChpleOueHe, NOHIKEHO KPBBHO Hamirame,
ANEPrUUHM PeaKuuy, 0co0eHO TpH MALMEHTH C MOBMIISHA YYBCTBHTEIHOCT (CBpBXUYBCTBUTEITHOCT) KbM
6ucynduTy, 3adepesBane, 601K M OTOK OKOJIO MACTOTO HA MHIKEKTHPAHE.

C' wewssecmua wecmoma: ChobIIeHH ca ciiydan Ha nedaranmeH win (aTaneH aHaQUIaKTHYCH UIOK TPH
NAIHEeHTH, Ha KOUTO e NPUJIaraHa HIDKeKIIMOHHaTa (opma.

AKO HAKOS OT HEKEJIAHUTE JIeKapCTBEHH PEAKLIMH CTAaHS CEePHO3HA HITH zabeNexuTe ApYyTrH, HEONHCaHHU B Tasu
JIUCTOBKA HEXKEJIaHW peaKlHH, MOJIA YBEOAOMETC Bammus Jexap.

CrofmaBane HA HeKEIAHH PeaKIUi
AKO TIONYUHTE HIKAKBH HEMKEaHM JIEKapCTBCHH Peakuyy, yBeIoMeTe Bammsa nekap win ¢apmanert. Toea

BKITIOYBA BCHUKH BB3MOMKHH HEOTHMCAHH B TA3H JIHCTOBKA HelKelaHu peakuui. MojeTe CbILO Ja ChOOMIHTE
HeXeNaHH PeakIH JMPEKTHO Ypes:
W3mrbiiHKMTeIHA areHLIHA TI0 JIEKapCeTBaTa
yii. ,,Jdamsn Ipyes™ Ne 8

1303 Codus

Ten.: +35 928903417

yeGealiT: www.bda.bg.




Karto crobiasate He)kenaHU peakuuM, MOJKeTe [a JafeTe CBOoA [IPUMHOC 3a MoJIy4yaBate Ha opeuce HH(bOpMa—
LIHA OTHOCHO 0e30I1acHOCTTA Ha TOBA JICKapcTBO.

5. Kak na cxxpaunnsate Jporasepun IC

Jla ce chxpanspa o 25°C, Ha 3alUTEHO OT CBET/IMHA MACTO.
Jla ce cbXpaHsBa Ha MACTO, HEJIOCTHITHO 3a ela.

He nznonssaiire Jporasepun JIC ciiefi cpoka Ha NOJHOCT, 0TOEIA3aH BBPXY KapTOHEHaTa ONaKOBKa. CpoxsT
Ha FOAHOCT OTrOBaps Ha MOCNeIHHs JIEH OT MOCOYESHUA MECELL, '
He uznonseaiire Jporasepun JC, ako 3abenesxure Y€ pasTBOPBT € MbTEH, ChbPIKa HEPATBOPEHH HaCTHIH
HJIH € C TIPOMEHEH LIBAT.

He I‘lBXBBpJ’IﬂﬁTG JIeKapCcTBaTa B KaHajlu3aluaTa Uk B KOHTBﬁHepa 3a JOMAaIIHH OTHaadbLH. Tonuraitre Bamus
c])apMaueBT KaKk Ja W3XBBPIATE JIeKapcTeaTa, KOMTO BEYE He M3Mo3BaTe. le3u MEpPKH L€ CIIOMOrHaT 3a
onasBaHe Ha OKOJIHaTa cpeja.

6. CpABpKAHAE HA ONAKOBKATA H ONLIHUTEIHA HH(opManns

Kaxkgo chasp:xa Iporasepuan JIC

- AKTMBHOTO BELIECTBO € JpOTaBepHHOB Xuapoxnopud. 1 ml oT pasTBopa ChAbpxa 20 mg npoTaBEpHHOB
xuapoxiopun (drotaverine hydrochloride).

JIpyruTe ChCTABKM Ca HATPHEB MeTabMCY (U, eTaHon (96%) 1 BoJA 32 HHIKEKLIHH.

Kak maraexaa Jlporapepun JC 0 KakBO ¢bAbPKA ONIAKOBKATA

JKBaT, GUCTBp pasTBop, Oe3 BUIUMH YACTHLIMA.

2 ml caMouyreLy ce aMImyJIi OT ThMHO HEYTPAJIHO CTBKIIO THIT L

10 Gpost ammysiu ce mocTassT B 6mmctepu ot PVC oo,

ENuUHMYHK GIHCTEPH, 3a€[HO C JIMCTOBKA 3a TNAlMEHTa Ce MOCTABAT B KIMIIMPaHH, CrbBacMU KapTOHEHH

KYTHUH.

IIpuTtexaTe] HA paspelleHneTo 3a ynorpeda

JAHCOH-BI' OO/,
yi1. Orey [Taucnit Ne 26,
2400 rp. Pagomup,
beirapus

TIpoussoauTen
BETITPOM A,

yit. Orew [Taucuii Ne 26,
2400 rp. Panomup,
Bouarapus

JlaTa Ha HOCJEAHO NpepasrjiexJaHe Ha JIHCTOBKATA! 1142022.




