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W3NLNHWTENHA ATEHLING 110 IEKAPCTRATA

Np ariute 1
Kparmua Xapaxmepiucmtixa "':3 ";9";2'"?9 5 ’3

Kom Pez. M eeeteonssness et
1. MME HA JIEKAPCTBEHHS IPOAYKT £ ¢ / /7 4’7 /‘7}'" S 7P
Benocran 500 mg dunMupann Tabnerxn PaspetueHue Ne -
Venostad 500 mg film-coated tablets 2 3 IIZ 2022
Ognépenue Ne ﬂ../

2. KAMECTBEH H KOAHYECTBEH CLCTAB
Beska duiMapana TaGnerka chaspka S00 mg AHOCMEH, MHKPOHH3HpAH.

HoMORINY BEIRECTBA ¢ H3BeCTeH edexr

Beska primnpana Tabnetxa chaspxa 1,134 mg Hatpuit u 4,63 mg NakTo3a MOHOXHAPAT.
3a MBJIHHUA COIHCHK HA TTOMOIIHUTE BEILIECTBA BIKTE TouKa 6.1,

3. JEKAPCTBEHA ®OPMA
@unmupana TabneTia

Po30Bo-oparbkess, NPOALATOBATH, IBOHHOMATEKHATH GUIMHPaRH TaGNeTKN, ¢ penedHO O3HAYCHHE
"D500" or ennara cTpaHa ¥ nqnametsp 17,2 mm x 9,2 mm.

4. KIHHAMHUA JAHHHA
4.1 TepageBTHYHE NOKA3ARAN

Cren npesiBapATenHO NOCTABEHA OT Nekap AHATHO3, BeHOCTa € MOKA3aH [IPH FH3PACTHH 32 ICYEHHE Ha:
* [pH3HANK H CHMIITOMH Ha XPOHHYHO BEHO3HO 3a00/sBaHe HA KpakaTa, Kato 8o/ka, 4yBCcTBO Ha
TEXeCT, yMOpa Ha KpaKaTa, HOIHH KpaMiTH, OTOLH H TPOGHYHH IPOMEHR
® CHMIITOMH, CBBP3aHH C 0CTpPa XeMOpoHAaaHa Gonect.

4.2 fo3HpOBKa B HAYHA HA NPEAGKEHHE
O3HPOBKA

Xponuuno eenosto saborasane

Obnuaiinata nHeBHa J03a € 2 TAONETKH, NPHETH HABSAHEX WK Ha 2 OTAEHA npuemMa. JlegenueTo TpadBa
Iia TPOITLIKH § ceMHIIL,

HanueHTsT TPA6B2 Na Ce KOHCYATHPA C JieKap, ako CHMITTOMITE IIPOTBIXKABAT HIH C& BIIOLIABAT, HIIH AKO
JICKAPCTBEHWAT NPOLYKT € HeoOX0AKM 34 rIoBeYe OT 8 ceaMHuIm.

Ocmpa xemopoudanna borecm

Ilpes mbpBETE 4 NHA OT NEYCHAHETO AHEBHATA J03a € 6 Tabnerkn. [Tpes cnexpammre 3 IHH
MPeNopBLYHTEIHATA NHEBHA 1034 € 4 Tabnerku. [IpenopeunTensata AHEBHA 4034 32 [IOTHPKALLO
neueHue e 2 Tabnerkiu.

Ilpn Tora nokazanue Benocran e npeanasuaved caMo 3a KPATKOCPOYHO TIPHJIOXKEHHE.

HanueHTET TPAGBEA /13 C& KOHCYNTHPA ¢ JieKap, ako CUMITTOMUTE NPONBIKABAT HIH CE BIOLIABAT, HIH KO
NCKAPCTBEHUAT NPOXYKT € HeOOX0oANM 33 roRede OT 7 JHH.

ITeduampuuna nonyaayus
beszonmacHocTTa ¥ edpukacHocTTa Ha BenocTtan TIPH JeNa W }0HOMM Ha BB3pacT nox 18 roguuu ue ca
ycranoperH. [lopagu nunca Ha yansu Berocrtan He TpaGBa Aa ce H3MOM3Ba NPH Aela H IOHOMIH,

Cneyuannu nonyrayuu
Bvbpeuno u 4epuodpobo yapexcoane
Hama nanuynu cnenuansy Npenopbky 3a J03HpPaHe.
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Buv3pacmuu xopa
HAMa HAM4HA CeUHANHH NPENOpPBKH 33 I03HpPAHE.

HavwH Ha npugoxeHie
3a nepopanna ynorpeba.

Tabnerkure TpAGBa Aa Ce NOTMBIAT USIH ¢ MHOTO TEMHOCT ClIE]l XPaHEHS.
4.3 NIpoTHBONOKAZAHAN

CBpPBXYYBCTBHTENHOCT KbM AKTHBHOTO BELIECTBO IMIH KBM HAKOE OT MOMOIIHHTE BEIECTEA, u3bpoeun B
TO4Yka 6.1.

4.4 Cenua/ uE HpeAyNPeXACHAN U NPeINa3HE MEPKHE OPH ynorpeba

Tlpu maumeHT!H ¢ XPOHHYHH BEHO3HY 3a60MMBAHHS ICIEHHETO € Hali~-MON30TBOPHO, KOrATO & IPHIPYKEHO
OT GaNaHCHpaH HaYMH Ha KHBOT.
L TpﬂGBa Ja ce H30ArBa H3Nara"eTo Ha CABHLE H NPDOABDKHTICITHOTO CTOCHE
e TpabBa na ce moaaBPxa MOAX0AAO TETIO
_ ¢ HOCCHETO Ha CHeUHANHH Jopany Moxe Aa nogobpu kpeBooGpalieHHETO IPK HAKOH NaiHeHTH

TlpernopeuBar ce ClienHATHA FPINH, aKO CHCTOAHHETO Ce BIOLIH [0 BPEME Ha JISIEHHETO,

AKO ce TIOSBAT HeOOHYANHO TeXKH CHMNTOMH, KaTO NO/LYBAHE, IPOMIHA Ha IIBETA HA KOXKATA, 4YBCTBO HA
HanpeKeHHe HiH OesnokoicTeo 1 Gonka, TpaGBa HezaGaBHO AA ce HaNpaBH KOHCY/ITallkA ¢ nexap. Tosa
MOX¢ 212 Ca CHMITTOMH Ha BEHO3HA TpoMO03a, CEBP3aHa ¢ BEHO3HATA HENOCTATHYHOCT.

Jiedennero Ha CHMITOMHTE Ha OCTpaTa XeMOpOMAANHA GOleCT He 3aMecTBa CelH(HIHOTO edesne Ha
ApYrd aHanHM HapyuleHus. JieqenueTo TpaGea Aa Oble cAMO KPATKOCPOYHO (OrpaHHyueHo 10 7 AHH). Ako
CHMNITOMHTE NPOABIDKABAT, TpabBa Ja ce HIBBPILK NPOKTONOTHYEH Nperiies H A ce npepasrieaa
JeYeHHETO.

HoMomBs BeliiecTsa
To3u nexapcTeeH NPORYKT ChABPKA NO-Manko ot 1 mmol natpuii (23 mg) Ha Tabrerka, T.e. MPAKTHUECKH
»HE CBOBPKA HATPUH® .

To3u nekapcTBen NPoAYKT ChXBPkKa JaKTO3a MOHOXHApAT. [TAUHEHTH ¢ PEIKH HacJeNCTBEHH IpobieMu
Ha ranaKroiHa HEDOHOCHMOCT, IThJICH NaKTaseH Qe HUHT HAH IIOKO30-TaNakTo3Ha Matabcopbiiny He
TpaOBa Na NpHeMaT TOBa IEKAPCTRO.

4.5 BaanmoneiicTBEE € IPYTH JeKapPCTBEHH NPOIYKTH H APYTH dopMu Ba B3aHMOACHCTRHE

He ca nposexaih npoyyBakus 3a B3aHMOeliCTRHE.
B NocTMApKETHHIOBHS OMHT He ¢a AOKJIaABAHH B3aHMOEHCTBHA C APYTH IEKAPCTBEHH IIPOIYKTH.

4.6 ©eprRAETET, GpeMEHHOCT B KLPMeHe
Bpemendoct

Hauuure ot orpasudeH Gpoit npencTaBenn SPEMEHHOCTH He MOKA3BAT HebnaronpHaATHH eekTH Ha
AROCMHHA BBEPXY GpPEMEHHOCTTA HiIH PBPXY 30PABETO Ha MOAA HIH EOBOPONCHHTE.
TlonacTosmnemM He ca HANWYHK APYrH NOAXOASLM EMHAEMHOICTHYHH JaHHH.
ITpoyuBanusTa BBPXY XHROTHH He [I0KA3BAT NPEKH MM KOCBEHH BpeIHH ediekTH 110 OTHO
GpemeHHOCTT, eMOPHORATHOTO WK GeTanHoTO passuTHe (BK. Touka 5.3). Kato npex
JIEKAPCTREH NPOAYKT TpAGBa Nla ce u3bArea npu GpeMeHHH KeHH.
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Krnpmene
He e H3BecTHO Janu AHOCMMHET Ce OTIENA B YOBEIIKOTO MIISKO, Hopann TOBa TO3H JTEKAPCTBEH NPOAYKT

He TpA0Ba Na ce NPHIATa N0 BpeMe HA KbPMEHE

De; HTET
IIpoyuBaHisTa 32 PeNpOAYKTHBHA TOKCHYHOCT HE TIOKA3BAT e(hekT REPXY BepTHIHTETA IPH MBXKKH H
MEHCKH IIBXOBe (BXK. TOuKa 5.3).

4.7 Edexrr B1pxy cnocobnocrTa 32 modupane u paGora ¢ MaIIAEA

He ca nposesknann npoy4sants 3a Be3AeHCTBHETO BbpXY cIOCOGHOCTTA 3a ModHpaHe i paboTa ¢
MalHHH. Benpexy Tosa, BB3 0CHOBA Ha UANOCTHHA npodmn Ha 6€30MacHOCT, IHOCMHNET He OKa3Ba
HHKAKBO HJIH OKa3Ba HE3HAYMTENIHO BAHSHHE BBPXY CIIOCOCHOCTTA 3a modpHpane n paboTa ¢ MalUKHH.

4.8. Hexesiann IEKAPCTEEHH PEAKIHE

OGob6menue Ha npoduna na HezonacHocT

IMoBeueTo Hexenann ediexTH, TOKIAABAHH NIpH KIHHHIHUTE H3NHTBAHHA ¢ JHOCMHH, ca OHiH nexu. Te ca
Ounu CBBP3aHH IMABHO CBC CTOMAIUHO-YPeBHH CMYINEHHA (AHADHA, TACOENCHS, FafcHe, TOBDPBINAHE).

TabnA4en coUCHK HA HEXENAHATE PEaKIIHH
Crobllienu ca clieiHHTE HeXeNaH! PEaKIHH, KATO YECTOTATA Ha HEXeTAHHTE etekTH e onpeaenena,
KaKTO ClIefpa;

YecTH: >1/100 go <1/10
HegecTn: >1/1 000 o <1/100
Penkn: >1/10 000 no <1/ 000

MHoroe peaku: <1/10 000
C HeH3BECTHA YecTOTa: OT HANMYHHTE JAHHH HE MOXe Aa Obae HanpaBeHa OLeHKA

YecTn Heuecrn Peaxn C HeH3BeCcTHA
yecToTa
Hapymenns na I'nasobomue,
HEPBHATA CHCTEMA OTHATHANOCT,
CBETOBBPTEK.

Cromammuo- HAaapus, Konur. Kopemua Gonika.
YpeBHHR JUCTIETICHY,
HapyIeHHs rafeHe,

TOBPHUIAHE,
HapymeHus na Cnpbex, AHTHOEEM,
KOXATA 1 obpus, OTOK Ha JIHIIETO,
NOAKOMKHATA YPTHKapHs. YCTHHTE H
THKaH KJIENaYnTe,

Cro0masane Ha NOJ03APANE HEXKETAHH PeRKIHH
CrobimaBaieTo Ha NOAOIMPAHH HeXeNaHH peakllMH Clej| pa3pemIaBaHe 3a ynorpeba Ha NeKapcTBeHNs
MPOAYKT € BaxkHo. TOBa N103BONARA 1 NPOIBLIDKY HAGTIONEHAETO HA CHOTHOLIEHHETO NON3a/PHCK 34
TeKapCTBEeHKA MPORYKT. OT MEIMUMHCKHTE CIICLHANHCTH ce H3HCKBA a chobInaBar Beaka
TOI03NPAHA HEXENAHA PEaKLUs YPes:
MannaHHTENRA areHNHAd [0 NekapcTBaTa
yuI. ,JlaMan ['pyes” Ne 8

1303 Codua

Ten.: +359 2 890 34 17

yebcalT: www.bda bg




4.9 llpexosapane
He ca poknagsanu ciny4yau Ha mpeaosHpane.

5. PAPMAKOJIOTHYHHE CBOMCTBA
5.1 GapmakoaaHEaMAYRHE cBoiicTBA

dapmMakoTepanepTHyHa rpyna: Bazonporextopu; Buodnasonouan; ATC kox: COSCA03

JIHOCMEEET NeHCTBA BLPXY BEHHTE H MAKPOITHPKYJIalHATa. Tol BOZH A0 HaMaABate Ha BEHO3HWS
KanalHTeT H pa3sTEraHBOCT Ha ¢chaopete. OCBEH TOBA BOAH 10 HAMATABAHE HA MATOIOCHYHO NOBRIISHATA
KAMAJIApHA NPOITYCKIHBOCT H YBETHYABA KAWIAPHOTO CHIPOTURICHHE.

5.2 PapMaKOKHACTHYHE CBOMCTBA

Abcopbuys

Cnen engHoxpareH nepopanen npuem Ha 14C-pagnomMapkrpan JHOCMHH abcopGumsTa (Ha Gasata Ha
obmara ypunHa ekckpeius) e 58 %.

Pasznpenencuue
B3B3 ocHOBa Ha H3MepBaHKA Ha KOHUEHTPALHATA Ha oOIIHA AUOCMUH B IJIa3MATA CIIEA] EMHOKPATHO

MEPOPATHO NpHIOXKEHHe HA 500 mg AHOCMIH, MAKCHMATHHTE [123MEHH KOHLEHTPAlMH c€ JOCTHIaT B
pamkute Ha 12 yaca (auanasoH: 8-24 uaca).

buo OpM

HHOCMHUHBLT ce MeTaGONMN3APa B EHTEPOLATHTE H0 ArTTHKOHA JHOCMETPHH, KOHTO ¢e TpancdopMupa B
LHpKYTHPAIMTE TIOKYPOHOBH MPOH3BONHH H PAa3NH4HH (EHONHH KHCENIHHH, BKIIOYHTENHO XHITYpOBa
KHCENHHA.

EnuMuHHpaHe

IIpes mupeuTe 24 vaca eTHMUEHPAHETO € IMIABHO Ype3 YPHHATA ClIEN €IOHOKPATHO LEepepanHo
IPHNOXEHHE, kaTo 31 % 0T nepopanHarta 03a ce eKCKPETHPA IIpe3 TO3H NEPHOZ.

Obmara exckpenus e meina (109 +/- 23 %), karo 58 +/- 20 % ce oTaenT Ypes ypuHarta, a 51 +/- 24 % -
upes drexanuure (MO-roAMaTa 4acT ot GeKATHATE eKCKPEL s ce OCTHTa cley 24 qaca).

B3 0cHOBa Ha H3MepBaHKA Ha KOHLEHTPALHUATA Ha OGIIHA JHOCMETHHOB CHCTAB B IL123MaTa Clef
SMHOKpaTHa NepopaiHa A03a, eNHMHHAIMOHHHAT NOJYXHBOT € oxono 13 +/- 5 gaca.

5.3 IlpeaxnaHA9HE AAHHE 3a GezomacHOCT

Ob61uTe B cneunduuHHETe H3CTIEABANNS BBPXY KHBOTHH He ca JaH 3HAMHTENHHA A0KA3aTENCTRa 3a
TOKCHYHOCT.

ITepopanroTo npunoxenne Ha 180 meTH Mo-BHcoKa 038 OT OGHYANHATA TEpANEBTHYHA 7034 3a Xopa He e
MMAJIO TOKCHYHH MM JIETANHH eEKTH IPH MHEIIKH, [UTHXOBE WIH MAiiMyHH H HE € IPeTH3BHKaN0
Heobn4aliHo noBeeHNe WM GHONOTHIHY, AHATOMIYHH MIIH XHCTONOrHYHH npoMern. Hscneneanusgra
TIpH ITEXO0BE M 3afIH He NI0Ka3BaT HUTO eMOPHOTOKCHYHH, HHTO Teparorenns edextu. He ca
HabmonaBaHyu IPOMEHH BhB (epTHIIHTETA.

WanuteannaTa in vitre W in vivo He Noxassar MyTarcHeH NOTEHIHAIL

6. PAPMAIIEBTHYHH JAHHHA

6.1 CnHeBLK HA TOMOIHATE BEIECTBA

Japo na TabaeTkara

JKENaTHH
HaTPHEB HULIECTEH [JIHKOMAT (THN A)




MHKPOKpHCTalHa nenynosa (E 460)
Talk

MarHesHee cTeapar

NpevHCcTeHa BOAA

DuAMOBO NOKPHTHE Ha TabneTkara

N1aKTO3a MOHOXHApPAT
XHIIpOMeNo3a

THTaHOR gHokcHf (E 171)
Maxporon 4000

xelleseH okcnp, xwat (E 172)
XKeJie3eH OKCHJ, uepeeH (E 172)

6.2 HecLBMEeCTEMOCTH
Henpunosxumo.

6.3 Cpox ma rogaoccr
3 rogunmy,

6.4 Cuennanmm yc/noBus Ha CLXpaHeHHe
Jla ce chXpaHsABa B OPHIMHANHATA OMAKOBKA, 34 14 Ce OpeAnasH OT CBETIHHA.
6.5 Baa H chABpXKABRE HA ONAKOBKATA

PVC-PYDC/anymuunern 6nucrepn
Pasmepn Ha onakoskure: 30, 60, 90, 120 1 180 $uIMHpaHH TabneTiH B KAPTOHEHA KyTHA.

He pewuxu BHAOBe OnakoBKH MOTAT g2 GHaT MyCHAaTH B mpoaaxta.

6.6 Cnennainu Dpe/nasHA MepKH OPH H3XBLPJISHE H paGora
Hama CNeIHAIHH H3HCKBAHHAS 3a H3XBbpIAHE.

Beexu HensIomzpax nekapcTBeH NPOAYKT HIH OTNAIbYeH MATEPHAT TPAOBA Ja ce H3XBLDJAT B
CBOTBETCTBHE C MECTHHTE H3HCKBAHHA.

7. MIPHTEXATE.I HA PASPEIIEHHETO 3A YIIOTPEBA

Stada Arzneimittel AG, Stadastrasse 2-18, 61118 Bad Vilbel, I'epmannn

8. HOMEP(A) HA PASPEIIEHHETO 3A YIIOTPERA
Perncrpaunonen Homep:

9. JATA HA ITBPBO PA3PEUIABAHE/MIOJHOBABAHE HA PASPEHIEHHUETO 3A
YIIOTPEBA

Hata Ha TLpRO pazpelnasane:

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA
OxroMBpn 2021




