KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA
KBbM PA3SPELHIEHUE 3A TBPTOBUSA Ne 0022-3034

1. HAUMEHOBAHUWE HA BETEPUHAPHOMEJUIIUHCKUSA TPOAYKT

Vetbromide 600 mg TabneTku 3a Ky4eTa

2. KAYECTBEH U KOJIMYECTBEH CbhCTAB
Bcesika Tabnerka chbpiKa:

AKTHBHA cyOcTaHIMSA:
Potassium bromide 600 mg

Excuunuenrn:
3a IBJIHUS COUCHK Ha EKCIMITMEHTHUTE, BHXK T. 6.1.
3. OAPMAIIEBTUYHA ®OPMA

TaOmerka.
Bsina xpbria Tabnerka ¢ 2 JSTUTETHA YEPTH OT BCSIKA CTpaHa.

TabmeTkuTe MoraT Ja 6’LZ[aT pa3aciicHu Ha 2 nim 4 paBHHU YaCTH.

4. KINMHUYHU JAHHU

4.1 Bupgose )kMBOTHH, 32 KOUTO e MpexHa3Hayen BMII

Kyuera.

4.2 TepaneBTUYHU MOKA3AHUS, ONPeeJIeHH 32 OTAeJHUTE BUI0BE :KUBOTHHU

AHTHEINICITHYCH MNPpOAYKT 3a MH3IOJA3BAaHC IIPpU KOHTpPOJa Ha HWAUOMNATAYHU CHUJICOTUYHUN
npunagbly, CaMOCTOATCIIHO WJIM KAaTO AOIIBJIHCHUC KbM (beH06ap6I/1Tan IIprU KOHTPOJAa Ha TPYAHO
JICUUMHU CIydan Ha uANONaTU4YHa CIINUJICIICUS.

4.3 IIporuBomokazaHus

I[a HC CC H3MO0J3Ba MIpHU CBPHBXYYBCTBUTCIHOCT KbM AKTHUBHATa CY6CT3HLII/I$I WM KbM HSIKOH OT
CKCIMITUCHTHUTC.
I[a HC CC U3M0JI3BA PH KYUCTa C TCIKKa 6L6peqHa HCOOCTATBhbYHOCT.

4.4 ChoenuajaH¥ NpeANa3sHU MEPKH 32 BCeKHM BH/J )KUBOTHH, 32 KOUTO e npegHasHaved BMII

Konuentpanusita Ha OpoMHa B cepyma, KIMHUYHUAT OTTOBOP M TEPANEBTHUHHUAT ePeKT OT
NPUIOKEHHETO Ha TMPOAYKTa MOraT Aa BapupaT MpH OTACTHUTe WHAMBHIM (BXK. Touka 4.9).
Hanuunero Ha KIIbCTEpHH MPHUIIATbLIK/CIHICITHYCH CTaTyC, CbOOPa3HO TEKECTTa HA MpUNaJAb4yHATa
AKTHUBHOCT, YECTO CE CBBP3Ba C JIOII OTTOBOpP HAa aHTHENHMJICITUYHOTO JieueHne. B Te3n ciaydan moxe
Ia ObJe TPYIHO J1a ce IOCTUTHE peMHCcHs (0cBOOOXKIaBaHE OT KOHBYJICHHTE).

3a Kydera ¢ HOpMajHa 4YepHOApoOHa (GYHKIUS, (eHo0apOUTaIbT OOMKHOBEHO CE CUMTa 3a ITbPBHU
n300p Ha aHTHENWJIENTHYeH NponaykT. KanmeBusar Opomun obaue Moke 1a ce TMpernopbya KaTo
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aNTepHaTHBA, 0COOCHO MPH Kydera ¢ YepHOAPOOHa MUCHYHKIMS MU HPU KydeTa ChC ChIIBTCTBAILN
HAPYILICHUs, U3UCKBAIHM JOXUBOTHO MPHJIOKEHUE HAa MOTEHIIMATHO XEeMaTOTOKCHYHU MPOAYKTH, Thil
KaTo KaJMEBUAT OpOMU He ce MeTabonu3upa B YepHHs Ipo0d (BxK. Touka 5.2).

BucokusaT mpueM Ha XJIOpUA MOXKE [a YBEIWYH EIMMHHUpaHeTo Ha Opomua (BxkK. Touka 4.8).
VYBenuuaBaHeTo Ha MpUEMa Ha COJI OT KydeTaTa MOXKe Jla M3UCKBa KOPUTUpPaHe Ha J103aTa Ha OPOMHI.
ChbabpKaHHETO Ha COJl B JAMeTaTa Ha Kydero [0 BpeMe Ha IepuoAa Ha JieyeHue TpsOBa nda ce
noJIbpKa Ha cTaOWIHO HUBO. [IpenopbunTeNHO € 1a He MPOMEHTE AueTaTa Ha Ky4eTo 10 BpeMe Ha
TepanusiTa.

4.5 ChnenuajHyu NpeanasHu MePKH NMPH ynoTpeda

CHCLII/IaJ'IHI/I Oopeanasiy MEpPKH 3a ) KUBOTHUTC MMPHU VHOTDe6aTa Ha MpoAyKTa

He npexnbcBaiite psi3ko Tepanuara, Thil KaTo TOBAa MOXE J1a TIPEAN3BUKA I'bPUOBE.

To3u mponykT TpsiOBa Ja ce HM3MOJI3Ba BHUMATEIHO NMPH KydeTa C Jieka WM yMmMepeHa ObOpeuHa
HEeIOCTaThYHOCT, Thil KaTo eKCKpeuusaTa Ha OpoMua € HaMaieHa (BX. cbiio Touka 4.3). 3a ma ce
MPEeAOTBpaTH HATPYNBAHETO Ha OpPOMHI W OTHOCHTEIHOTO Ipero3upaHe Ha Opomupg (Bx. 4.10),
npujaraifTe mo-HUCKa J03a 1 HaOMogaBaiiTe BHUMATEIHO cepyMHaTa KOHIIEHTpaus Ha OpomMuy (BiK.
4.9).

HamansBanero Ha mpuema Ha XJIOPHI (AHMETa C HUCKO ChIbpXKaHHE Ha HATPUI) MOXKE 2 YBEIHYH
BEPOATHOCTTA OT HEOJNATONPHITHU PEAKINH WX HHTOKCHKAIMs ¢ Opomun (BxK. Touku 4.8 u 4.10).
[IpenopbunTENHO € BHUMATEIHO MpOCIeNsIBaHE HAa HEOJAronmpHATHUTE PEaKIMH NPH MO-BUCOKH
CEpYMHH KOHLIGHTpAIlMH HA OPOMHI.

[IpueMbT Ha rIaHO MOKE J1a MPEAU3BHKA MOBPBLIAHE.

Kyuera ¢ Terno mox 10 kg He MoraT 1a 0b1aT TOYHO TO3MPAHHU C MIPENOpPbUUTENHATA HaYaIHA 1032 32
JOIBIHUTENHO JieueHue oT 15 mg/kg nBa mbTH OHEBHO, Thil KaTO MUHHMAJHATa 71033, MOCTIKAMA
4pe3 paszaensHe Ha Tabaerkata Vetbromide 600 mg, e 150 mg (Bxk. Touka 4.9).

CHCLII/IaJ'IHI/I Oopeanasdiy MCEPKHW 3a JuiaTta, Opujaaraimy BCTCPUHAPHOMCIMIIMHCKHUA TIPOAYKT Ha
XKHMBOTHHUTC

To3u nmpomyKT MOXKe 1a IPUYMHU Apa3HeHe Ha ounTe. M30srBaiiTe KOHTAKT PbKa - OYH.

AXO MPOLYKTHT BJie3€ B KOHTAKT C OYHTE, U3IIJIaKHETe He3a0aBHO OOMIIHO C YMCTa BOJA.

To3u mpoaykT Moxe Ja ObJe BpeIeH NMpH MOTTbIIAHE U a NPUYMHH HeONMaronpusTHH epeKTH KaTo
rajicHe U MOBPBIIIAHE.

W30sraiiTe MOMTBIIAHETO TpE3 ycTaTa, BKIIOYMTEIHO KOHTAKT pbKa - ycra. 3a jJa ce u30erne
CIly4aifHO TOTJIBbILaHe, OCOOCHO OT JieTe, HEeU3MOA3BAHUTE YaCTH Ha TaOJIeTKUTE TPsOBa 1a ce BbpHAT
B OTBOPEHOTO MPOCTPAHCTBO Ha OJHcTepa W Ja c€ MOCTaBAT OoOpaTHO B KapTOHEHAaTa KyTHsl.
CoxpansiBaiite B 3aTBopeH mKkad. [Ipu ciaydaiiHo mornbinade, He3abaBHO Ja ce MOTHPCH MEAULIMHCKI
CBBET, KaTO Ha JIeKaps ce MPEeJOCTaBy JIMCTOBKAaTa WJIM €THKETa Ha POAYKTA.

W3muiiTe BHUMATEIHO pBIETE CH BeIHAra cliell pa3uynBaHe Win padoTa ¢ TabieTKuTe.

3a nekaps:
HHTpaBeHO3HOTO NpWIIOKeHHEe Ha u30TOHMYeH HatpueB xjopun (0,9%) Obp30 me emuMuHHpa
OpoMHIHUTE HOHH TIPH XOparta.

4.6 HeOaaronpusiTHu peakunu (4ecTOTa M BAKHOCT)

Haii-decto cho0riaBanuTe HEOMATOMPUATHH PEAKIUU Ca:

- monudarus, ¢ wiu 6e3 HaJyIaBaHe Ha TErJIo (MHOTO YECTH ),

- HEBPOJIOTMYHU TIPHU3HAIIN: aTaKCHsI, Celalus, C1aboCT Ha 3aHUTE KPalHUIM (MHOTO YECTH ),

- moymuIcHst (MHOTO YeCTH ), C HIIA 0e3 Monypus,

- CTOMAIITHO-YPEBHH HAPYIICHUS: PEIKU U3MPAXKHEHUS WIH JUapUs, MOBPBIIaHe (MHOTO YECTH),
- MIOBENICHYECKH TIPOMEHU: JICNpecHs/anaTs, CBPbXBb30YyINMOCT, arpecus (4ecTH),

- HeoOWYaHO XbpKaHe (YeCTH),



- Kanowia (4ecTH),

- 3ary0a Ha amneTut (4ecTH),

- YpYHapHa MHKOHTUHEHIIVS ¥/WIA HOITHO YPUHUPAHE (Y4eCTH),
- KOXHHU 3a00JIIBaHusl (HEUYECTH).

Te3u He6J’IaFOHpI/I${THI/I pCakuun MOraTt aa HM34YC3HaT CJCA IMMbpBHUA €TAall HA JICUCHUCTO, HO MOraT na
nNpoabJZKAT HpU KydeTraTa HOpPHU IMMO-BUCOKH TCPAINICBTUYHU [JO3U. B Te3m Cllydan CHUMIITOMUTC
OOHMKHOBEHO M34e3BaT cJIea HaMaJIsIBaHC Ha go3aTta. Axo Ky4€TO U3IJIcKJaa TBbPAC YIIOCHO, IPCIICHCTC
CCPYMHHUTC KOHICHTpAIIUW Ha 6p0MI/IZ[ ", aKo € MPUTIOKHUMO, Ha (l)eH06ap6I/ITaJ'I, 3a Aa OIpCACIUTC
AaJin 103aTa Ha CAUHUA OT MMPOAYKTUTC TpSI6Ba Ja CC HaMaJIu.

Axo Jo03aTa Ha KaJIuCB 6p0MI/IZ[ CC HaMaliu, TpSI6Ba Aa CC MpocCicaAdBaT KOHICHTPAIUUTC HA CCPYMHUA
6p0MI/IZ[, 3a a CC rapaHTupa, 4€ TC nornaaaT B TCPpariCBTUYHUA AUaIla30H.

B Hsxom ciyyam mpu KydeTa ce HaOJlloJaBa TOBHIIABaHE HAa CepyMHATa NaHKpeaTW4yHa JUNa3zHa
WMYHOPEAKTUBHOCT CJIeA JieUeHue ¢ KajueB Opomua. Berpeku ue ce mpearnonara, 4e maHKpeaTUTHT ce
MosIBABa BBB BpB3Ka C TNPWIOKEHHETO Ha Opomun W/uiu ¢eHobapOurtan, HsAMa yOeqUTETHU
J0OKa3aTelCTBa 3a MNpsKa NPUYMHHO-CIENCTBEHA BpPB3KAa MEXIy NPUIOKEHHETO Ha OpoMua u
Pa3BUTHETO Ha MAHKPEAaTUT MPH Kyderara.

Jleyennero Ha Kydyera C KaJueB OpoMHI MOXKE Ja JOBEIE A0 HaMalsiBaHEe Ha IUIa3MeHaTa
KOHLIeHTpanus Ha T4, BbIpeKkn ye ToBa HE € HeMPEMEHHO KIMHUYHO 3HAYHMO.

YecroraTa Ha HEONATONPUATHUTE PEAKIIMH CE ONPEIENs Ype3 claeqHaTa KiacupuKaus:

- MHOTO YecTH (roBedue oT 1 Ha 10 TpeTupaHu >KMBOTHU, POSBABAIIM HEOIArOMPUATHHI PEaKINN)

- yectH (moBeue ot 1, Ho mo-Manko ot 10 xuBoTHM Ha 100 TpeTupaHu )KUBOTHN)

- He yecTH (moBeue ot 1, Ho mo-manko ot 10 >xuBotHH Ha 1,000 TpeTHpaHH >KUBOTHH)

- peaxu (moseue ot 1, Ho mo-manko ot 10 xuBotHH Ha 10,000 TpeTupaHu >KUBOTHN)

- MHOTO peaku (mo-majiko otT 1 xwuBoTHO Ha 10,000 TpeTupaHu KUBOTHH, BKIIOYUTEIHO U30JIHPAHU
ChOOIICHNYS).

4.7 VYmnorpeba no Bpeme Ha OPeMEHHOCT, JAKTALUS UM SHIIEHOCeHe

JlabopatopHute TmpoyuBaHHMA Tpd JTabOpaTOpHH JKMBOTHM HE ca JOKa3ald TMposiBa Ha
HeOMaronpusaTHH PeakUWu BBPXY PENpOAYKLHSITa NMPH HETOKCUYHM 3a MaiikaTa J03d Ha KalHueB
Opomun. besomacHocTTa Ha BeTEpHMHAPHOMEAMLIMHCKHS TPOAYKT HE € JOKa3aHa 10 BpeMe Ha
OpeMEeHHOCT M JIaKTalus mpu KyderaTa. [lpumara ce camo cie mpeleHka moj3a/puck OT OTTOBOPHUS
BETEpUHAPEH JIEKap.

KanmneBusar OpoMua mpemMuHaBa mpe3 IUTalleHTapHata Oapuepa. Thil kaTo OpOMUABT MOXKE Ia ce
eKCKpeTHupa B MJIIKOTO, HaOIoAaBaiTe 003aelunTe Ky4eHIa 3a ChHIUBOCT/CEIaTUBHI eEeKTH; ako €
HEoOX0IMMO, IIOMHCIIETE 32 PAHHOTO OTOMBAHE MJIH 38 U3KYCTBEHO XpaHEHE.

4.8 BzamMmopeiicTBHe C JpPYrH BeTePHHAPHOMEAWIWHCKH NPOAYKTH W JApyrn ¢opmMH Ha
B3aMMO/IelicTBHE

[lopamy KOHKypeHIMSATa MEKIY XJIOpUAHMTE W OpoMHOHHTE HOHM 3a peabcopOuust oT OBOpenuTe,
BCSKA TojsiMa TMpOMSHA B TpUEMa Ha XJOpUA MOXKE Ja NMPOMEHH KOHLEHTPAalHUUTE Ha CEepyMHUS
OpoMH, KOUTO ca MPAKO CBBbp3aHU ¢ e(UKACHOCTTA HA JICUCHHETO W IMOABaTa Ha HEOIaronpHATHU
peakunu. HamansBaHero Ha mpueMa Ha XJIOPHI (AMeTa ¢ HUCKO ChIbpKaHWE Ha HATPHUN) MOXE Ja
JoBee 0 TIOBMIIABaHE HA CEPyMHHTE HHBa Ha OpOMHA M Jla YBEIWYH BEPOSTHOCTTA OT
WHTOKCHKaus ¢ Opomua (Bxk. Touka 4.10). YBennuaBaneTo Ha mpueMa Ha XJOpuJ (AUera ¢ BHCOKO
ChIbp)KaHUE Ha COJ) MOXeE Ja IOBEAE 0 CIaj B HUBATa Ha CEPyMHHS OpOMUJ, KOETO MOKE Jja TOBENe
1o repuose. Ilopagu ToBa nueraTa Ha JEKyBaHHMTE Kydera He TpsiOBa ga ce mpomeHs. lloTepcere
BETEPUHAPHOMETUIIMTHCKU ChBET PEAN J1a IPOMEHUTE JUETATa Ha Ky4eTo.

B OnoxuMuuHHTE HpO(l)I/IJ'II/I KOHIOCHTPAIIMUTE HAa CCPYMCH XJIOpUA 4YCCTO Ca U3KYCTBCHO 3aBUIIICHU,
TBI KaTO TECTOBETE HE MOraT Ja pasrpaHuvat XJIOPUJIHUTC U 6p0MI/IZ[HI/ITe HWOHM.



Huknuyaute AWypeTUH, KaTo (ypo3eMHI, MOraT Ja yBelnWyaT eKCKpeuusiTa Ha OpoMHI M 1a
HAMaJIAT eQHUKACHOCTTa Ha JIeYeHHeTo (PUCK OT pPEUUAWB Ha TbPUYOBE), aKo Ao3aTa He Obae
KOpHUTHpaHa.

HpI/maraHeTo Ha TCYHOCTU HJIM BCTCPUHAPHOMCIAUIMHCKHN MPOAYKTH, ChbAbPIKAIINA XJIOPHUI, MOXKEC Ja
MOHMKU CCPYMHUTEC KOHICHTPAIIUU Ha 6p0MI/IZ[.

Bpomunst e cunepruden ¢ nqpyru GABA-epruyHy nponykTH, kato peHodbapOuTai.
4.9 Jlo3a ¥ HAYMH Ha NPHUJIOKEHHE

3a nepopaiHO MPHIIOKEHHE.
[Ipunaraiite 1Ba MBTH JHEBHO C XpaHa, 3a J1a HAMAINTE PHUCKa OT CTOMAIIHO-UYPEBHO JIpa3HEHE.

[Ipu kydera ¢ TSKKH M YECTH T'bPYOBE MM KOTaTO Ky4eTo MpeMHUHaBa Obp30 OT (heHoOapOuTall KbM
KalimeB OpommuI, TpsOBa Ja ce mpuiiara HaToBapmamia no3a oT 60 mg/kg TemecHa maca aBa ITBTH
JTHEBHO, B MPOABDKEHUE HA 5 JHU (EKBHBAJICHTHO Ha o0mma aHeBHa ao3a ot 120 mg/kg), 3a na ce
JOCTUTHAT OBP30 TEPANIEBTUYHUTE CEPYMHH KOHI[CHTPAIUH.

Iogmpprkamara go3a TpssOBa Ja ce TUTpHUpA 3a BCSIKO OTIEIHO Kyde, Thil KaTo HeoOXoAnMaTa a03a 1
TepaneBTUYHATA KOHLEHTPALUXs HA cepyMEeH OpOMHI MOXE Ja Bapupa MpH >KUBOTHUTE M 3aBUCH OT
€CTECTBOTO M TEKECTTa Ha OCHOBHOTO 3a00JIsSIBaHE.

MoHotepanus:

[IpenoprunTennara HayanHa 1no3a ¢ 30 mg/kg TemecHa maca Ba IBTH JHEBHO (CKBHBAJICHTHO Ha
obmma qaeBHa 1032 oT 60 mg/kg).

JOmbIHNUTENTHO JieueHne, B KoMOuHanwms ¢ penodapOouTat:

[IpenoprunTenHara HawamHa 1o3a € 15 mg/kg TemecHa Maca Ba IBTH JHEBHO (CKBHBAJICHTHO Ha
obma gHeBHa go3a oT 30 mg/kg). Ynorpebara mpu Kydera c TenecHa Maca mox 10 kg TpsiOBa na Obne
MpeAMET Ha IpeleHKa PUCK/Ton3a, BXK. Touka 4.5.

B nauanoro Ha nedeHuero TpsOBa Aa ce MpOBEPSBAT PEIOBHO CEPyMHUTE KOHIIEHTpALMK Ha OpOMMU,
Hamp. 1 cemmuna m 1 Mecer cien mpwiaraHe M TpU Mecela ciell HadajloTO Ha JIEYEHUETO C
nojubpxama no3a. TepameBTHYHUTE cepyMHH HuBa Bapupar mexay 1000 mg/L no 3000 mg/L,
KOTaTo KaJUEBUAT OpOMH]I ce M3MOoI3Ba KaTo MoHoTepanus U Mexny 800 mg/L u 2000 mg/L, korato
Ce M3MO0JI3Ba KaTO JONBIHUTENHO JieueHue. [IpernopbunTeNHO € BHHUMATEIHO MpOCIEAsSBaHE Ha
HeONMaronpusATHUTE PEaKnHud, OCOOEHO KOraTo KOHIIEHTpAlMHUTE Ha CepyMeH OpOMHA AOCTUTHAT
rOopHaTa rpaHMIla Ha TepaNeBTUYHUA JUana30H 3a MOHOTEpausl.

[IpenoppuBa ce Aa ce mpuiiara MoHe MOJTOBHHATA OT NPENOpBhUMTENHATA HaYyalHa 1033 PU KydeTa ¢
JieKka WM yMepeHa OBbOpedHa HEeOOCTaThYHOCT, C MO-YecTO MpociesBaHe HUBaTa Ha CEPyMHUS
Opomuz (Bx. Touka 4.5).

AXO KIIMHUYHUSIT OTrOBOp HC € 3aI0OBOJIMTCIICH UJIM aKO Bb3HUKHAT He6HaFOHpI/IHTHI/I pcakuum, no3aTta
MOXE Ja C€ KOopurrmpa BB3 OCHOBAa Ha HHBATa Ha CCPYMHHA 6p0MI/IZ[ Ha KYUYCTO. CCPYMHI/ITC
KOHICHTpAaIluun TpSI6Ba Aa €€ U3MEpBAT CJICA BCiIKAa KOPCKOUA Ha [J03aTa, CJICH AOOCTUIraHC Ha
CTallUOHApHU CCPYMHU HHBA (O6I/IKHOBCHO 3 Meccua CIICHO OaacHa HpOMHHa), OCB€H aKO HE €
HCO6XOZ[I/IM3 Imo-paHHa OILCHKA. H’LJ’IFOCpO‘-IHOTO npocieasaBaHe Ha CCPYMHUTC KOHIICHTpAllMKW Ha
6p0MI/IZ[ TpSI6Ba Ja CC U3BBHPIIBA, KAKTO € KIIMHUYIHO 000CHOBAHO OT UHAWBUOYAJTHUA cnyqaﬁ.

4.10 IIpemo3dupaHe (CUMITOMM, CHEIIHHM MEPKH, AHTH/IOTH), AKO € HEODX0IMMO
KivanyHy npu3Hay Ha TOKCHYHOCT Ha OpoMuaa (HaIp. aTakcHs, CHHIMBOCT) MOTAT Ja CE€ MOSBST

npu Kydera C 6L6peqHa HEAOCTAaThbYHOCT MJIM KOraTO CC Ipujiara MHOIro BUCOKa 103a 6p0MI/IZ[. HpI/I
CbMHCHHUC 3a MNpCAO3UpaHC, N03aTa TpSI6Ba Ja C€ HaMalu H63363BHO, KaTro C€ CICOAT BHHMATCIIHO



CEPYMHHTE KOHI[CHTpPAllMM Ha OpOMHJ, 3a Ja C€ YCTAaHOBHM MOIXOMAINATA TEparneBTHYHA
KOHIleHTparus. J[o3ata ¥ HUBaTa Ha CEPyMHHs OPOMEJ, MPU KOUTO CEe HAOJI0AaBa HEMOHOCHMOCT,
BapupaT MpH Kyderata. B ciydail Ha mpemo3upaHe, W3MCKBAIIO METUITMHCKA MOMOII, Mpuiaraite
0,9% pa3TBOp Ha HATPUEB XJIOPUA WHTPABEHO3HO, 32 Ja HAMAIUTE CEPYMHHUTE KOHICHTPALUU Ha
Opomu.

4.11 KapenTeH cpok

He e mpunoxumo.

5. OAPMAKOJOTNTYHHU OCOBEHOCTH

dapMakoTepaneBTUYHa Tpyla: aHTHENUIENTULN. JIpyri aHTHEUIIEI TUIIH.
Berepunapaomenunuackn Anaromo-Tepanestudyen Kox: QNO3AX91.

5.1 ®apmakoIMHAMUYHHU CBOIiCTBA

KanmneBusat Opomup € XanuaeH aHTHKOHBYJICAHT. BpoMuIbT 3aMecTBa XJIOpUAa BbB BCHUUYKH TEIECHU
TeyHOCTH. ToOH ce KOHKypHpa C TpaHCIOpTa Ha XJIOpU[ Mpe3 MeMOpaHUTEe Ha HEPBHUTE KICTKH U
WHXHOHMpa TPaHCIOPTAa HAa HATPHHA M Taka MPUYMHIBA XHIIEpHOIsipU3anus Ha MemOpaHaTa. Tasm
XUIEPHOIIpU3anysl TOBHUIIaBa Ipara Ha T'BPUOBETE M MPENOTBpATSIBA PA3MPOCTPAaHEHHETO Ha
SMUJICITHYHN TPUCTBIHN. BpoMuabsT nMa edexT BbpXy aKTHBHHS TPAaHCIOPT Mpe3 MeMOpaHuTe Ha
TaHTIMHHUTE KIETKH WU TOBJIMsBA MaCUBHUTE OBIKECHHUS HA HOHHM Ype3 KOHKYPEHIHs C XJIOpuAa 3a
AHHNOHHHUTE KaHald B MOCTCHHANTHYHUTE MEMOpaHH, KOHTO C€ AaKTHBHpPAT OT WHXHOHUTOPHHU
HeBpoTpaHcMuTepu. ToBa 3acuiBa edekra Ha [AMK, koero Boam 10 CHHEPrHYHAa aKTUBHOCT Ha
Opommuza c Opyru npoaykTH, kouto umatr '’ AMK-epriuuna akTHBHOCT, KaTo eHoOapOUTal.

5.2 ®apMakoKHHETHYHH 0COOEHOCTH

Cren mepopaliHO MPHIIOKEHWE KajueBaTa OpOMHIHA CON ce AUCOLMHpa U OpoMHOHHTE HOHU ce
pe3opOupaT MacMBHO OT CTOMAalIHO-4peBHUs TpakT. Ciex pesopOuusata OpOMHIHHAT HOH OBp30 U
HIMPOKO CE paslpoCTpaHsABa, KaKTO C€ CIy4yBa C XJIOPHAA, B M3BBHKJIETHYHOTO MPOCTPAHCTBO WU B
kjerkuTe. ThH KaTo HUBOTO Ha OPOMHJ CE MOBHUIIABa B OpraHM3Ma, KOHLEHTpAaUHATa HA XJIOPHI
HaMaJIsIBa PaBo MPONOPLUOHATHO Ha YBEINYaBaHETO Ha OpOMUAA.

[Tomy&MBOTHT MOXE J1a Bapupa 3HAUUTEIHO B 3aBHCHUMOCT OT ChABP)KAaHMETO HA AMETHYEH XJIOPHT,
ot npubnmsurentHo 14 guu no moseye oT 40 guu. Ilopaam TO3W M3KIIOUUTENTHO ABIBI MOMYKHBOT
MOXe€ Ja OTHEME HAKOJIKO CeIMHIIN/MECELH, 3a J]a C€ MOCTUTHAT CTAOMIHHU CEPYMHH KOHIICHTPALUH.
BpoMugauTe HOHM ce €KCKpeTHpaT HENpPOMEHEHHM KaTo MOHOBAJEHTHUs aHUMOH. Exkckpenusara Ha
OpoMHI ce OCBLISCTBSIBA TJAaBHO 4Ype3 IiIoMepyiaHa ¢uirpauus B ObOpernure. CKopocTTa Ha
eMMMHUHUpaHe Ha OpOMHUAHUTE WOHM ce yBenW4aBa C IpHeMa Ha XJIOPHI, ThH KaTo OpOMHIBT ce
KOHKYpHUpa ¢ XJIOpuaa 3a TyOylHaTa peabcopOuusi.

6. ODAPMAIIEBTUYHHA OCOBEHOCTH
6.1 Cnucbk HA eKCIUIINEHTHTE

JlakTo3a MOHOXUOpPAT

Henynoza, MUKpOKpUCTaTHA

CuiuiueB JUOKCH, KOTOUAEH Oe3BOIEH
I'munepon aubexenat

MarnesueB creapat



6.2 OcHOBHH HECBBMECTHMOCTH

He e mpunoxumo.

6.3 Cpoxk Ha rogHoOCT

Cpok Ha TOHOCT Ha KpalHUS BETEPUHAPHOMEIUIUHCKY POIYKT: 4 TOJHHH.

6.4. CrnenuanaHu ycJOBHS 32 CbXpaHeHHe HA MPOAYKTA

Ma ce cpxpansBa npu temneparypa nog 30 °C.

Cren otBapsiHe Ha OiucTepa, BbpHETe 0OpaTHO HEW3MON3BaHUTE YacTH Ha TallieTkata B OiucTepa u
nocTtaBere OimcTepa oOpaTHO B KapToHeHaTa KyTus. OcraHanuTe TaOleTKu TpAOBa a ce JaBaT MpH
CIIeIBAIIIOTO MTPHUIIOKECHUE.

6.5 Bwuamu cbcTaB HAa MBPBHYHATA ONAKOBKA

PVC/PVDC/anymunueBu OIUCTEpH.

Kaptonena xytusi, cpappikama 60 tabiaerku (detupu Oamcrepa ¢ o 15 Tabnerku Bcekn).

Kaptonena xyrus, cpabpxama 120 tadbnerku (ocem Onmcrepa ¢ mo 15 Tabnerku Beekn).

He Bcnukm pazmepu Ha onakoBKaTa Morat Aa ObJatr mpeajaraHy Ha masapa

6.6 Cnenuaanu MEPKHU 32 YHHIOKABAHEC HA HEU3IO0JI3BAH NMPOAYKT UJIH OCTATHIM OT HEro

Bcexkn nensmon3Ban BCTCPUHAPHOMCAUIIMHCKN MNPOAYKT HJIKW OCTAThbUMU OT HEIO TpSI6Ba Ja 6’I>I[aT
YHUIIIOKCHU B CHbOTBCTCTBUC C UBUCKBAHUATA HA MECTHOTO 3aKOHOOATCIICTBO.

7. INPUTEXATEJI HA PABPEHIEHUETO 3A ThPIOBUS
DOMES PHARMA

3 rue André Citroén

63430 PONT-DU-CHATEAU

France

8. HOMEP HA PASPEHIEHHUETO 3A ThbPIOBUS
0022-3034

9. JATA HA IBPBOTO U3JABAHE HA PASPEHIEHUETO 3A THbPIOBUS
Jlata Ha MBPBO M3/aBaHe Ha pa3pemeHnero 3a Teproeus: 18/01/2021.
10. JATA HA INIOCJIEJHATA PEJAKIUS HA TEKCTA
11/2022

3ABPAHA 3A ITPOJAKBA, CHAB/IABAHE U/NJIM YIIOTPEBA

J-P BAJIEHTUH ATAHACOB
3AMECTHUK U3ITBJIHUTEJIEH JTUPEKTOP






