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KPATKA XAPAKTEPHCTHKA HA YIPOOAYKTA

HUME HA JEKAPCTBEHIS IIPOAYKT
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1 Tabnerka ceaBpxka Papaverine hydrochloride 50 mg N4 / 980504 CEM

JJEKAPCTBEHA ®OPMA

Tabnerxn

KIAHIIHA JAHHU
Ilorazanua
CuMOTOMATHYHO JIeUeHHEe IIpH CHasMH Ha Iagxara MyCKyIaTrypa (cTomarmHO-

IpEeBHH, JKIBYHM, OLOPEUHN ¥ ypeTPalHU KOIHKY).

4.2. Tozupoexa u HauuH Ha ynompeoa

4.3.

Bwspacmnu

Ipunara ce no 50-150 mg 3 nsTa AHEBHO. MakcuMaiHaTa 032 3a Bb3PacTHH €
no 200 mg Ha mpuem u go 600 mg nmesHo. [Ipuema ce 1o BpeMe HIH CIER
XpaHege ¢ BOAA, MIIKO MM C aHTHAIMAM, aKo IPEIU3BHKBA CTOMAUICH
nackomdopr. [Ipu npomyckade Ha efsa 0033, ce IpEeMa BeJHara, ako He €
MHOrO 67830 IO cHemBalaTa z03a; B IPOTHBEH caydail ce H34aKkBa CieJBaliis
nipueM, IpH MOsSBa Ha CHEJIMBOCT € HEOOXOMMMO pelylHpane Ha A03aTa, a Py
PA3BHTHE HA CHMIITOMH Ha YEPHOXPOOHO YBPEKAAHE EYSHHETO C€ IPEKPATsBa.
Heya

JlexapcrBenara GopMa He € IIOIX0AAINA 33 IPRIOKEHAEe B HETCKATa BH3PACT.
Ipomusonoxasanun

- CBPBXYYBCTBUTENHOCT KbM TaaBepMH XMIPOXNOPHA MM HAKOS OT
MIOMOLITHHTE BELIECTBA;

- CHpAEYHO-CHIOBH 3abomsBanusi - AV OJOK, HapylleHus B IPOBOAUMOCTTA,
IAPOKCH3MAHA TAXWKapiMsd M eKCTPACHCTONHA, eKTONMYHHM  pHTBEMHH
HapylieHHs 0T BEHTPYKYIAPEeH EPoU3Xol, HEpapKT Ha MUOKapAa;

- TOBHMINEHO BHTPEYCPENHO HandArage, HACKOpO NpeKapaH HHCYAT (IO

omacHocT oT “steal” edexr);

- TIIayKOMa.



4.4. Chequannu npomuGONOKA3AHUA W  CHEUNAAHU RPeOYNPENcOeHUA 3

ynompeba

Iprara ce ¢ BHEMaHMe [Ipyi YepHOLpoOHHE 3abonssanms. B X07a Ha NeYeHHeTo

€ BB3MOXKHO IOBHIIABaHE croiHocTHTe Ha ASAT, AIAT, anxansa docdarasa,

Cunupy6uy u eosunodumsn. Ilpenoprusa ce H3ciaeHBaHE HA TE3M KIHHHKO-

nabopaTOpHH IOKazareNy UpPedd HAaYaI0TO Ha JEYEHWETO W B Xoma Ha

TEpanyara B ClydJail Ha pa3BHTHE HA IacTPO-HHTECTHHANHH CMYUICHMS HIIH

KBITEHHIA, KOHTO MOraT ga OBJaT CHMITOMM 32 HaCTBIHIO JepHOApOOHO

yBpeixaane, HeobxoauM e mepHOMIYeH KOHTPOJ HA BETPEOYHOTO HAIATAHE.

ITo Bpeme Ha neveHNeTO TPAOBA Ja ce U30ArBa TIOTIOHONYIIEHE.

B xo0na #a nevenmero ce OrpaHHYaBAT €KCTPEMHH (H3HYECKH YCHMS, pS3Ka
. NpOMAHA B HOJOXKEHMETO Ha TANOTO, IOpafy pHCK OT pasBHTHE HA

OPTOCTaTHYHY DEaKIIHy.

Yuorpebara Ha HanaBeprH XUAPOXIOPE], IPU JHIA B HaNpeNHANA BR3pacT Kpue

PHCK OT XHIOTEPMHUSL.

4.5. Jlexapcmeenu u Opyzu e3aumodeiicmens

IMamiaBepun xuppoxmopun GiOKHpa NONAMHHOBHTE DELENTOPH H MOXeE Ja

HaMamy egeKTa Ha JIeBOJoIIa.

He ce mpunara emuoBpeMeHHO chC cynbomamumu (peHomen Ha Glaubach).

HeiictBHeTo My ce HamalsBa IIpH TIOTIOHONYHIEHE NOpPAafH AHTarOHH3BM

(HHKOTHHET NPSAN3BUKBA BA30KOHCTPHKLIFIA.

. 4.6. bpemennocm u Koprene

IIpunara ce camo cien TOYHA IPEeNeHKA Ha CHOTHONIEHHETO OUaKkBaHa TOJI3a 3a
MalKaTa/TIOTEeHIMANeH DHUCK 3a IUIOAa M HOBOPOZEHoTo. llpemopnuBa ce
OpEYCTaHOBSBAHE Ha KBPMEHETO 3a IEpHOja Ha JIeYeHWe C NanaBepHH
XuApoxnopuA. Hama MHaHHH OT KOHTPONHPaHHM KIHMHHYHE M3IIHTBAHHI,
JoKa3Bamy Oe30macHOCTIa Ha TIPenapaTy P Te3H KaTeropyuy GOHM.

4.7. Edhexmu ewpxy cnocobrocmma 3a wiopupane u paéoma ¢ Maminunuy
Ilopagu omacHOCT OT NOHIKaBaHe Ha apTepHANHOTO HAIATaHe, HOSBa HA
CBETOBBPTEX, AMIONOIMS ¥ CHHIMBOCT TpgbBa Ia ce m304rBa modupane u
paboTa ¢ MaIMHK IO BpeMe Ha JICUSHHETO.

4.8. Hexcenanu nexapcemeeHy peakyiu
Panxo: anepriavyns KOXHH 00pHBH; OOMIO HEpa3IONOXKEHHE; Tal

JHCKOMGOpPT, aHOpeKcys, 3a0aBeHa upeBHa NEPHCTANTHKA ¥




BEPTHIO, INaBoOONME, HHTEH3MBHO 3a4YepBABAHC HA KOJXKATAa, M3MOTABAHE;
TaxXukapAnd; TOHIDKGHHE Ha apTEpHaNHOTO HaAraHe, CENalis, JAILIONNS,
KOXHH oOpmBH. MHOTO pSAKO - uYepHOApPOOHH YBPEXKIAHHA, XhITCHHUA,
XenaTyT (Hali-BepOATHO CBEP3aH € UMYHEH MEXAHU3BM).

4.9. lpedozupane

MoraTt ma ce IOgBAT TrajieHe, IOBPEHINAHe, CHaGOCT, CHHIMBOCT, HHCTATEM,
Jannonus, rmadopesa, 3adepBsBaHe, 3amaliRaHe, CHHYCOBA TaxHKapApsd.
TokcuunnTe CHMITOMH Ha Ba30MOTOpHA HeCcTaOHMIHOCT 4eCTO IpeMumaBar 0es
HYJXKJa OT NPEKHCBAHE HA JNEYEHHEeTO MM MeldKaMeHTo3Ha Hameca, B romeMu
JIO3H TIaNaBepylH XUJPOXJIOPHI € CHIEH HHXUOHTOp Ha KICTHYHOTO JUIUaHe W
cnad xamumes agraromuct. Ilopumasane Ha mosara Han 15 g npenu3BHKBa
. Me1adoNuTHE AlUA03a ¢ XUIIePBEHTHIAITNA, XUISPIIIMKEMHII H XHIIOKaTHEMHI.
JledeHue — CTOMaIIHA XIPOMMBKA ¢ BOJA HIM NpHeMaHe Ha aKTHBEH BEHIVIEH,
IPACHO MIIIKO, CHMOTOMATHYHH CPEACTBA 33 PEryiAHpaHe Ha apTepHallHOTO
HaJBITaHe, JeHPecHITa Ha JAIIAHEeT0, IPEofoIIBaHe Ha KoMaTa. XeMooHanu3ara

MOXE Jla OKaKe H3BECTEH IoNoXuTeNeH edekT. Hama cnenudHyueH aHTHIOT.

5. PAPMAKOJOIMYHY JAHHHU

5.1, @apmaxoounamuinu ceoICIMER
ATC A03ADO1
IamaBepus XUAPOXIOPHY, OKa3Ba AUpPEKTeH, HeCIEIH(HICH pelakcupan eheKT
BBDXY INlagxara MycKynarypa. CrnasMONHTHYHHAT €(QeKT € pesyiaraT Ha

. JUPEKTHO ACHCTBHE, HE € CBLp3aH ¢ IIOBIMABAHE HA MHEPBAIlUAT4, KaTo

CBOTBETHHAT MYCKYII IPOIB/DKABa [a pearupa Ha JekapcTBa H IPYIH CTAMYIH,
NpEAU3BAKBAME KOHTpaknusd. MexaHusMBT Ha JAefCTBHE C€ CBHP3Ba C
unxubupane Ha docdoauecrepaszara ¥ HarpynsaHe #a CAMP B knerkute. Mma
cnab edext Bepxy [JHC u B ronmeMu Lo3u MOXe Ja Npelu3BHKa CeNalldsd,
CBHNEBOCT. B HAXKOH clydJau Moke Oa c€ HaOmozaBa Ji€Ka PECIHpaTopHa
CTEMYNAlMsI, BEPOATHO OT BL3JEHCTBHE BBHPXY KapOTHEHMTE H AOPTHM
XeMOopenenTopy. BBE BUCOKH 03K MOXKe Ja HapymnH A V-IIpOBOAEMOCTTA.

5.2. DapmaxoxunemuyHI Ce0TICHI8A

Pezoplimmgra Ha manmaBepyH XHAPOXIOPHX CHEX TIEPOPanHO IIPHIIOKCHE




brotpancdopManyara ce H3BHPIIBa B YEPHES Apo0. BRONOTHYHRAT MOIYKHBOT
e o1 0.5 mo 2 uaca (B HAKOM cnygad U 10 24 gaca). OTHOCHTENHO KOHCTaHTHH
NNa3MEHH TEPaneBTHYHE HHB% MoTaT A2 Ce OCurypsT IIPU MpHeM B MHTEpBan 6
gaca. ENUMHHWpaHETO e H3BBpLIBA upe3 Giﬁpenmte mon QopMmara Ha
HEAKTHBHHA METaOOMUTH.

5.3. Ilpeoxnunuynu oannu 3a 6e3onacnocm

Hama rannu 3a MyTareHHO/KaHIlepOTCHHO NEeHCTBHE.

6. ®APMAIIEBTUYHU JAHHHA
6.1. Cnucok Ha nomowHUmME aeti{ecmea i IREXHUME KOJIHYECnGn

1 TabreTka ChALpPKA

Lactose monohydrate 40,00 mg
Wheat starch 28,00 mg
Povidone K-25 4,00 mg
Silica colloidal anhydrous 4,00 mg
Talc 2,80 mg
Magnesiun stearate " 1,20mg

6.2. DU3UKO-XUMUYHI HECHEMECHIUMOCHIN
He ca u3pecTrE -
6.3. Cpox na 2od0nocm
3 (Tpu) rOmHHM OT ZIaTaTa HA IPOM3BOICTBOTO
6.4. Creytanny ycnosus Ha CoXpaneHue
Ha cyx0 u 3ammuTeHO OT CBETIHHA MACTO IpPH TEMIEParypa He II0-BHCOKA OT
25°C
6.5. Jannu 3a onaxoskara
Tabnerxku no 10 6pos B Omictep; 4 6p. GmicTepa B eHA ONAKOBKA
Tabnerku o 40 6p. B TEMHA cTBpRIEHa Oanka.
6.6. IIpenopvku npu ynompeba
IIpenapatsT He TpAOBa Aa ce ymorpeBsBa cien u3THYaHe CPOKa Ha TOJHOCT,
o6o3HaYeH BEPXY OIaKOBKaTa.

o nexapcko npegnHCaHie.




7. HPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA
Balkanpharma-Dupnitza AD
rp. Jynunna, yin. “CaMoKOBCKO Ioce”3
Ten. (0701) 2-42-81/82; 2-90-21/29
dake: (0701) 2-23-65; 2-81-62
Tenexc: 27433

8. JIATA HA AKTYAJIM3ANHA HA TEKCTA
Anpun, 2001 .




