KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA

1.  HME HA JEKAPCTBEHHS IIPOXYKT Lo

TR GLLTTIINE HE W‘J}’”""’ i

3 AT OO [
I[PIKH&K 1% ren ' : Wi bima Mo . '(003 ‘?

h’\ iz

Diclac 1% gel A 6.//7“/7/’

f'..ut.’-HUG NO ...........................

155 g

2. KAYECTBEH H KOJITHMECTBEH ChCTAB
1 g ren ceabpxa 10 mg maxnodenak Hatpuii {diclofenac sodium).

[lomonTHA BeIMecTRra ¢ H3BECTHO AcHCTBME (B CHCTABA HA APOMATHH CYOCTAHIH)
Benznn bensoar 0,2 %, Benzwios aakoxon 0,02 %

3a TBIHHA CIIHCHK Ha NOMOIIHWTE BEMIECTBA BHIKTE TOUKA 6.1,

3. JJEKAPCTBEHA ©®OPMA

T'en.

4, KIMHAYHHA TAHHHA
4.1 Tepan¢BTHIAE NOKAIAHHST

3a nOKANIHO NPUICKEHKUE MIPH GOJIKA, BE3NAIEHHE H OTOK IPH:

- peBMaTHYHH 3a00/sBaHHA HA MEKHTE THKAHH (BB3MANCHHE HA CYXOXKIIHATA H JIHTAMEHTHTE -
TeHIHHWTH, TCHAOBATHHHTH H OypcsTH, GoNe3HeHa HEMOABHXKHOCT HA PAMOTO, BB3NAICHHE Ha
MYCKY/MTE H CTaBHTE);

- AereHepaTHBHH CTaBHH 3a001fBaHHA (apTpo3a HA FOJMIEMHTE H MATIKH CTABH) HAa KpalHHLHTE H B
obnacTTa Ha rpEGHAYHES CTHIO;

- CIOPTHH H GHTOBH TpaBMH (HAaBAXBAHHA, KOHTY3HH, PASTArAHHA).

4.2 /lo3HPOBKA H HAYHH HA HPHJICKECHHE

JHKnak reql ce HaHacq TOXKANHO Ha THHBK CIIOH BEPXY CHOTBETHHTE 06/IaCTH OT KomaTa 3-4 ImbTH
AHEBHO H Ce BTPHBa BHHMaTenHo. HeobxoauMoTo KoaHuecTBO 3aBHCH OT pasMepa Ha fofle3HeHaTa
obnact. Hanpumep, 2 no 4 g maxiodenak ren (KONHYECTBO BAPHPAIIO OT PasMep Ha Uepemma a0
pa3Mep Ha NEIIHMK) € ZOCTATHYHO 34 JIeueHHe Ha obaact ot okono 400 Ao 800 cm?,
IIpoaboKHTETHOCTTa Ha JIEUEHHETO 3aBHCH OT NOKA3aHHAT2 ¥ KIMHWYHNA oTroBop. [IpenopbunTenHo
€ JieueHHeTo Ja 6bae npepasrienaHo el 2 CeIMHLH.

CreLamAy omyIauHH
Heya u wonou: noo 14 200unu:

Hama aocraTeuso gaHEM 33 edukacHOCTTa M Ge30MACHOCTTA IpH Aelia W IOHOM HoxA 14 roaum#a
BB3pacT (BiokTe ToukKa 4.3 , JIpoTHBONOKazanus ™).

Hayuenmu 8 cmapuecka gv3pacm (nad 65 200unu)
Hsama sannH, XOHTO na npeanonarar, 4¢ NALMSHTHTE B CTAPYECKA BB3PACcT €& HYXKAAAT
JO3HPOBKA WIH H3[IHTBAT HEMENAHH PEAKIHH, PA3IHMHH OT TE3H TPH II0-MJIA/(HTe AL

bvbpeuno yapeacoane
HiMa naHHM, KOMTO [a NpeAYIONarar, 4eé NALMEHTHTe ¢ OBLOPEdHO YBpexka
pasMYHa 1038,



Yeproopobno yepescoaue
Hama panem, KOHTO Jla Npemmonarar, 9¢ MALMEHTHTE ¢ YEPHOAPOOHO YBpENKRAHE Ce HYMXAAAT OT
pa3IHdHa 71033,

Hauwn Ha npHnioxeHue
Huxnak Makc 5% resn TpaOBa Aa ce BTpUBa BHHMATEIIHO B KOXKATA .

Cnen nmpunoXeHHe:

Pouere Tpabea na ce u3Gspmar ¢ aGeopOupama xapTua (He TpI6Ba la ca MOKPH KBPITHYKH) H CJIE
TOBA JIa €& M3MMAT, OCBEH KO HE ¢a Ha MACTOTO Ha TpeTHpane, AGcopOupainara XapTus TpaGea na ce
M3XBBPJIH B KOIIYETO cleA ynorpeda.

INampenTsT Tpabea Aa H3daka AHKIOdCHAK rell Ja HICHXHE NIPe/Id BIAMAaHE Ha JIyIL/BaHa.
Huxnak 1% ren moske fa ce Mpuiara OpH NpoeexiaHe Ha Honodopesa. Tasu gopma Ha
CJIEKTPOTEpaIHA 3aCH/IBa KOXKHaTa NeHerpauma. Jluknak 1% ren Tpabsa na ce HaHaca npu
OTPHLIATENIHHA NOMIOC (KATOA).

AKO Ce Hanara NpoOyKTET Aa ce MPWIAra 3a Tosede OT 7 JHM MPH IOHONIH HaA 14 rogHew 3a
obnexuaBaHe Ha GOJIKHTE WIM 4KO CHMITOMMTE C€ BJIOMIAT, TALMEHTHTE HIH TEXHATE POAHTENH
TpaGBa a ce KOHCYJITHPAT C IEKap.

43 IporuBonOKa3anNn

¢  CBpBXYYBCTBHTENHOCT KbM AKTHBHOTO BEIIECTBO HIH KBM HAKOE OT OMOIIHHTE BEMIECTBA,
u3bpoenn B Touka 6.1;

e JlMKIax ren € APOTHRONOKA3aH CHILO NPH MAUMEHTH, NTPH KOHTO aleTHICATHIMIOBAT
KHCE/THHA WK IPYTH HECTCPOHIHH MpoTHBOBE3nanaTeNHNA cpeactsa (HCIIBC) nposokupar
A4CTMATHYHH IPHCTHIIY, YPTHKAPHUA WIH OCTHP PHHHT (BX. ToUKa 4.4., 4.8);

Tlpes nocneaHHA TPHMECTHP HA GPEMEHHOCTTA, BXK. To4ka 4.6
VYnotpebara Ipu Aeua ¥ IOHOMH Mo] 14 roJMIIHA BE3PACT € MPOTHBONOKA3AHA.

4.4 Crnenuannns npexynpexJeHns H HpeIa3sHd MEpKH NPH yroTpeda

O61114 npenopekH
BeposTHOCTTa 38 CHCTEMHH CTpAaHIYHH €EKTH OT JTOKAIHO NPHIOKEH JHKIOPEHAK € MallKa, B

CpaBHCHME C 4ECTOTAT4 HA CTPAHHYHHTE eeKTH TIPH MALMEHTH, W3MOI3BAIN JUKNO(eHaK
nepopanHo. Brnpeks ToBa, xorato J[HKIaK resl ce puUnara BspXy CpaBHHTENHO OGLIHPHH YACTH OT
KCIKATA 38 MPOABLKHMTEIICH MEPHON OT BPEME, BEPOATHOCTTA 0T CHCTCMHH HEXKC/IAHH PeaKiiiH He
MoXe Aa ce H3KIoYH. B cnydaii Ha TakaBa mwiaHApaHa ynorpe6a npooyKToBaTa HHpOpMAIH 3a
CHCTEMHHTE GOpMH Ha JMKUIoheHaKk e HeobX0auMO Aa Bbae pasrieaaHa.,

Auxrnodenax res ce HaHACA caMo BEPXY 3ApaBa H HEyBpe/eHa KOKHA MOBBPXHOCT (Takasa Ge3
OTKPHTH PaHH B OTKPHTH HapaHaBaHHA). Tpadea ja ce H30ArBa KOHTAKT C OYHTE HIIH JINTABHIINTE.

B cnyqaii Ha nosiBa Ha OOpHB Clles IpHIIOKEHHE HA NPOAYKTA, JICYEHHETO TpabBa aa 61ae
NPEKBCHATO.

Huxnodhenak rea Moxe la ce H3NON3EA ¢ NPOITYCKIMBA NIPEBPH3ka, HO He GUBa fia ce JOMyCcKa
CTETHATO, HEMPOITYCKAINO BE3AYX NPEBBP3BAHE.

ITanmenture TpaGBa na GBAAT MHCTPYKTHPAHH Aa 6BAAT BHHMATETHH PH IyIIEHEe
OF'BH [OPafH PHCK OT TeKKH usrapsins. JluknodeHak ren ceabpxa napagHm,
3aMajyHyM, KOraTo Ce HaTpynBa BBpPXy IUIAT (JpexH, crnaiHo Oenso, NpeBpE3KH H
IOpexuTe H CHATHOTO Oelbo MOKe Jja HaManu HATPYNBAHETO HA MPOAYKTA,
npemMaxHe.




Juruak ren He TpaGBa Aa ce norabma.

Tosa nexaperro chbALp#A GeHzNA0B ANKOX0N # Gen3mi GenzoaT.
Tosa nexapcteo chanpxa 0,2 % Gersun Gensoar. Moxke 1a IPHYMHE JIOKATTHO ApasHEHe.

Toga nekapcteo cuaepika 0,02 % Genzmwios ankoxon. Mosxe 1a IPHIMHHA AEPrHYHH PEAKLHH.
BeH3UNOBHAT ATKOXOI MOXE []a MPUYMHH JIEKO JIOKATTHO Jpa3sHeHe,

4.5 BsammopeiicTBRe ¢ ApYre JeKapcTBeHH NPOAYKTH K APYTH $OpMH Aa B3auMoaeiicTBHE

Twil kaTo cHcTeMHaTa abcopOLmA Ha AMKITOQEHAK NPH JTOKATHO MPHIOKEHHE € MHOTO MAKa,
B3AHMOJCHCTBHA Ca MHOIO MaJIKO BEPOATHH.

4.6 PeprannTeT, GpeMEEROCT B KbpMEne

XeHH ¢ AeTeponeH NoTeHIMA
Hsma fanHn, KOHTO 1a NPeATIONAraT HAKAKBH NPENOPHKH 3a JKEHH ¢ JETCPOJEH OTEHIHAL.

Bpemennoct
JIunceaT IOCTATHYHO JaHHH OT NPHIIOKEHHETO Ha AHKIO(eHaK TIpH GpeMeHHH JkeHH. 3aToBa

auxnogenak res He TpAGBa 1a ce H3MON3BA [0 BpeMe Ha GpeMeHHOCTTa.

Ha6monasak e pick ot 656peuHo yBpexaHe Ha IUI0Jia ¢ MOCJIEBAI OATOXHAPAMHHOH, KOTaTo
HCTIBC (sxmounTensHo auwiodenak) ca u3nonsgany ot 20-Ta ceIMHIA Ha GPEMEHHOCTTA HATATEK.

JvxrodeHak € TPOTHBOMOKA3aH Npe3 TPETHA TPUMECTBP 0T GPEMEHHOCTTA IOPAIH BE3MOXKHOCTTA Aa
A0Bene A0 MATOYHA MHEPTHOCT H/WIH NIPEXIEBPEMEHHO 3aTBAPSHE HA NYKTYC APTEPUO3YC {BXK. TOUKH
4.3 u35.3).

KspMmene .
He ¢ u3BecTHO Tany JIOKAIHO NPHIATAHHA JHKIO(GEHAK Ce MATLUBA ¢ MAMMHOTO MIIAKO. 3aT0BA HE ce

npenopsyea ynorpebara Ha TUIIOQEHaK B NEPHOAA Ha KbPMEHE. AKO Ca HAITHIE HEPEOIOIHMH
TIPHYHHY 32 yrnoTpeGaTa My B FIEpHOJa Ha KbPMEHETO, TOH He TpaOBa la ce HAHACA BHPXY IbPIHTE
HJIH BEPXY OOIIHDHH KOXKHH YYacThLM, KAKTO H He 6HBa N1a ce NpHIIara IpoIs/DKATEIHO BPEME.

Deprunurer
HaMa naunm 3a ynotpe6ara Ha NOKajgHHTE JIeKapcTBEHH GOPMH Ha TMKIO(eHaK H HeTOBHTE eeKTH

BEPXY depTHIHTETa IPH XOpa.
4.7 EdexTa BLpxy cniocoSHocTTa 32 InoEpane B paGoTa ¢ MAMAHA

JloxanHoto npwioxkeHue Ha NUKTOQEHAK HAMA HHKAKBO Bb3JielicTBHE BBPXY cnocobHOCTTa 32
modupane 1 pabora ¢ MalIMHH.

4.8 HemxeIaHH J1eKaPCTBEHH PEAKIHE
O6o0menne Ha HeXKEIAHATE JEKAPCTBEHH PeaKmHH

HexenaHuTe I€KapCTBEHH peaxilifi 0T KIHHHYHH NPOYYBAHHS W/HIH CIIOHTAHHM WIH JTHTEPATYPHH
cpobienus (BIDKTE 110-101y) ca M30POESHH CIPAMO CHCTeMHo-oprakduuTe MeDRA knacose. B
BCEKH CHCTEMHO-OpPraHeH KJIAC HeXXEeNaHHTE JICKAPCTBEHH pPeakiMH ca MoJpeieHH CIope]] YeCTOTa
KaT0 HaH-9eCTUTE Ca Ha THPBO MACTO. BEB BCAKa rpyna no wectoTa, HEXEIAHUTE JIEKApC
PeaKUMH Ca NPCACTABCHH ¢ HAMANIABALNA CePHO3HOCT. B nombiHeHue, 38 CHOTBETHATA
YECTOTa CE H3M0JI3Ba cneaHaTa koHpeHIMA (CIOMS III) 3a Bcaka HexxenaHa IEKAPCTBE
MHOr0 Yecte (= 1/10), gectn (= 1/100 go < 1/10), Heyectu (= 1/1000 xo < 1/100), pe
Ao < 1/1000), muoro peaxu (< 1/10000).
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Hudexumn 1 mndecraiip

Muozo peoxu: Ilyctynoser o6pue

Hapymieting na HHAT4 CHCTEMa

Mhnozo pedrxu: CBpPBX4yBCTBHTEITHOCT (BKJIIOUHTENTHO YPTHKAPHA), AHTHOEIEM

PecnvMpaTopHy, rpb/IHA W MEIHACTHHAIIHI HAPYIICHHUS

Muozo peoxu: Act™a

Hapymenns Ha koxara ¥ HOJKOKHATA ThKAH

Yecmu: JlepMaTHT {BKJIFOYHTEIHO KOHTAKTEH IEpMATHT), 00OpHB, epHTEMR, eK3eMa,
IpypHTYC

Peoxu: Bynosen nepMatut

Muozo peoxu: Peaxitia Ha orouyscTBHTENHOCT

C neussecmna yecmomaq: YcelllaHe 3a napeHe Ha MSCTOTO Ha NPHIOKEHHE, CYXa KOXa

Cucremuara abeopOupa Ha nunodeHak NPy TOKATHO IPHIOKEHHE € MHOTO HHCKA H JIOCTHTHATHTE
HHBA Ha I[HIUIO(l)eHaK B IJ1a3Mara ¢a MHOIO HUCKH, B CpaBHeHHE C IUIA3MEHHTE HHBA CJICO NEpopaicH
IpHeM Ha AHKIodeHak. BepoaTHOCTTa OT CHCTEMHH HeXelaHH PeakiHH (KATO CTOMAIIHO-YPEBHH,
4epHOAPOOHH HH 6BOpeTHH HapymeHnd, GPOHXOCTIAZBM) € MHOTO HICKA IPH JIOKATHO NPHIOKEHHE,
B CPABHCHHE C YECTOTATa Ha HEXKEIAHH PEakiHH [IPH MepopaileH npHeM Ha qukiodeHak. Bonpeku
TOBA, AKO AHKIO(EHAK C¢ H3MOM3BA HA TONAMA TUIOM BEPXY KOXKATA M 32 IIPOTB/DKHTENCH HEPHOJ OT
BpeMe, € BB3MOKHO /12 Bb3HHKHAT HeXKeJlaHH PeaKivH.

CrolInapane Ha ONOIHPAHN HEXENAHH PEAKIAM

CrobmaraneTo Ha N003MPaHH HEXKETAHH PEAKLMH CIE] paspelllaBaHe 3a YNoTpe6a Ha IeKAPCTBEHHA
TPOAYKT € BaX<HO. ToBa MO3B0MABA Na MPOXBIDKA HAOMOAEHNETO Ha CHOTHOIUEHNETO MOM3a/PHCK 32
NECKAPCTBEHHA NPOAYKT. OT MENHIIMHCKHTE CICHMANHCTH €€ M3UCKBA Aa Cholmanar Beaka
NONO3HPAHA HEXEIaHa PeaKIA uype3 HallHOHATHA CHCTEMa 33 chobIuaBaHe kbM HambiHATeHATA
areHLM4 1o JneKapcTeara, yiu. ,,Jlaman [pyes” Ne 8, 1303 Codus, Ten.: +35928903417, yebeaiit:

www.bda.bg.
4.9 Ipeao3apane
Cnabara cucremMHa aGcopOLs Ha JIOKANHES JMIIO(EHAK NPABH TPEAO3HPAHETO TBEP/IE HEBEPOSTHO.

Bce nak Moxe na ce 0MaKBAT HeXeNaHM peakiy, ToNoGHH Ha Te3H, HaGMoNaBaHH IpH NpeIc3ApaHe
¢ Tabnetku gmutodenak, B cryvaii, ye O HeBHHMaHKe e MorbaHAT quknodeHak rex (1 Tyba ot 100 g
ChOBpKa ekbuBanenTa Ha 1000 mg nuknodenax Harpuii). Tpabsa aa ce npeanpuematr obuualinue
TEPANCBTHYHH MCPKH H CHMITTOMATHYHOQ T€U4eHHE KAKTO IIPH OTpPABAHE C KOCTO H J1a € OT
HECTEPOHIHHTE IPOTHBOBRBINANMTEIHH CpeicTBa. MoXe Nia ce HMa NPEIBH]] CTOMAITHA IPOMHBKA K
AKTHBEH BBIJICH, 0COOEHO aKo € CKOpO ClIe/ MOTTLIFRHETO.

5 PAPMAKOJIOTHYHHA CBOMCTBA
51 PapMaKoFAEAMHTHE CROHCTBA

PapmakoTepanerTHuHa rpyna: HecTeponmsu npoTHBOBL3TAHTENHE CPEACTBA, NPOHIBOLHH Ha
denwronernara kucenuna, ATC kox: MO2AALS

Mexauuasm Ha AciicTBHE H (dapMakoaHHAMHYHK CBOMCTBA

e(pHKACHOCT NPH MOJENH Ha 00MYAIHO Bh3NATICHAE TIPH XKHBOTHH 4pe3 mnmﬁmma
MpOCTarnaHAHMHORATA CHHTE3a. [IpH xopa maKI0deHak HaMaBa 6oNKaTa, OTOKa H
TEMIICpaTypaTa IPH BE3NATHTENHUA poriec. OCBEH TOBA MOTHCKA 0GPATHMO HHAYIY
TpoMOOIUTHA arperaips.




Kmamana edukacHocT B 6e3omacHocT

Huknax € npoayKT ¢ nobpe ycranoseHa ynotpeba.

52 PapMaKOKHHETHIHH CBOHCTBA

Abcopbuma

Konnuecreoto Ha anknodeHak, pesopGHpaHo npes KOKATA € POTNIOPITHOHAIHO Ha
MPOABIDKHTETHOCTTA HA KOXKHHA KORTAKT M Ha IUTIOLITA OT KOMKATA, NOKPHTA ¢ AHKIo¢eHaK-
CBABPKALIMA I'ell H 3aBHCH OT 00IIaTa NOKaIHA 1034, KAKTO M OT XHJPATAIMATA HA KOJKATA.

Pasnpenenenne

Ciien nprnoxenne BbpXy Koxara, JMKIOGEHAK ce HATPYTIBA B JEPMATA H GABHO ce OCBOGONIARA OT
ACOTO KbM LEHTPANIHOTO Kpheoobpatnenue. [lepkyrannara pe3opbuns (GHOHATHYHOCTTA) HA
AuknodeHak, onpeieneHa B CPABHATENHH NPOydBaHUA (TepopanHa/IoKanHa) e okomo 5%.

Huxnodenax ce cesp3na 99,7% ¢ azmeHnTe MpoTeHHH, rIasHo ¢ abyMuH (99,4%). MakcumanauTe
IIa3MEHH KOHLICHTPALMK Ha JHKIOGEHaK ca okono 100 METH Mo-HACKH ClIek JIOKATHO MPHIOKEHHE
Ha rell, ChAbpxkau 1% muknodenak B cpaBHEHME ¢ NEPOPAIHO IIPHET AUKIO(eHaK. CaMO NnasMeHHTE
HHEBA HE Ca AOCTATHHHH, 33 Ja 00acHAT HabmonaBaHaTa TepaneBTHYHa edeKTHBHOCT. T4 ce obachaBa
N0-CKOPO ¢ HATHYMETO HA TEepalleBTHIHH THKAHHH KOHUCHTPAIMH HA JIEKAPCTBEHMA MPOAYKT NOA
MACTOTO Ha aIUTMKALMA ¢ BEPOATHO pa3/IMiHA NEHeTpallia KbM MSCTOTC Ha JeHCTBHE criope]
CTENCHTa # BH/A Ha 3a00119BaHETO, KAKTO M B 3aBHCHMOCT OT MACTOTO HA MPUIOKEHHE H ICHCTBHE.

HskonkoaxerHaTa ynotpe6a Ha rena, ceabpkam 1% muxnogeHak BbpXy BHINATEHH KHTKH IPH
[MRUMEHTH < MIOMHAPTPUT BOAM 10 RPHOIHM3HTeNHO 20-70 TETH NO-BMCOKH KOHLECHTPALMH B
CHHOBHMAJTHATA ThKAH Ha JIGKYBAHHMTE MALKCHTH OTKOJKOTO B IU1a3MaTa. MaMepeHHTe KOHIIEHTpALUH
Ha HKIodeHak B CHHOBHANTHATA THKaH ca mexay 0,41 u 8,62 pmol/kg. KonmeRTpanmmuTe B
CHHOBHAJIHATA THKAH OTHOBO 3HAYMTE/THO HAIBPHINABAT M1A3MEHHTE HHEBA.

buotpancdopm ()15 aHe

Crnen uepHoApoGer MeTAGONMZEM (XHAPOKCHIMPaHE, TIIOKYPOHAPaHE) GapMaKoOIOTHYHO
HEaKTHBHHTE METabONMTH C¢ eTHMHHHPAT HAITKIHO, IMIABHO Ype3 6E6pemie (okomno 70%), HO CHIIO
H 9pe3 HKIBIKATA. Jlo ronama cTeneH He3aBHCHMO OT YepHOIpobHaTa ¥ Gebpeunara dyHKiuy,
CTHMHHAITHOHHHAT MOTYKHUBOT € OKO/I0 2 Jaca.

Echexmuenocm u nonocumocm

B npoiiHo cnamo, niranefo-KoHTPOIUPaHO Npoy4BaHe, e)eKTHBHOCTTA H IOHOCHMOCTTA Ha JIHK/IaK
Teq ca H3C/Ie/IBaHH [PH JeUeHMe Ha 267 MALMEHTH ¢ OCTEOAPTPHT HA IPLCTHTE Ha phuere. B
CpaBHEHHe ¢ r1anefo, TPHCEMHTHOTO JIeYeHHe BOAM AC SHAMMTENHO PeAyIMpane Ha GonkaTa ¢
Juknak ren B cpaBHeHHe ¢ MbpBoHayanHaTa Gonka. Kaxro Jlnxnak ren, taka u rane6o uMar
€IHaKBO fobpa MOHOCHMOCT.

53 IpeaxNAHATHE JAHAH 32 Gezonacnoct

TlpeaxnuAHYHKTE NaHHH OTHOCHO Tel, Chabpxkan 1% muistodenak He NOKA3BAT HAKAKEH KTHHIIHO
3HAYHMH TOKCHKOIOTHYHH €()eKTH.

Jloxanna nonocumocm
lpoyusanns 3a GoroceHcHOHNN3Mpane M CyGXPOHIUHA TOHOCHMOCT Ca NposeaeHn npu JIaKIax res.
He ca ycranoBesn npusnamy Ha dorocercuGunmsnpane cnpamo Juknak ren. [pu npoyusare Ha

CYOXpOHHTHA MTOHOCHUMOCT C €XKEZIHEBHO MPIUII0KEHHE RHPXY ¢IHA H ChIIa HHTAKTHA
CKAPUQULIPAHA IUIOLL OT KOXKATa MPH 3aiilM 3a 14 THM He ca HaBONABANH IIPH3HALL
ApasHeHe KaKTO NpH nuauebo, Taka H npu TpetHpanara ¢ Juxiak rpyna. [Tpa xmu
cbe 138 nanyenTH ¢ OCTEOAPTPHTH Ha MPLCTHTE Ha PHIETE CE € MOABHJIA JIEKA KOXJHa ol
5,8% OT NalMeHTHTE 10 BpeMe Ha TPHCEIMHYHHA EPHOT HA JTEHYSHHETO.




Cucmemna nonocumocm

Ocmpa mokcuurocm

IlpoyuBanusTa Ha OCTPA TOKCHYHOCT HE MOKA3BAT HAKAKBA yBCTBMTEIHOCT HPH PasIHIHK
JKHBOTHHCKM BHAOBE,

Xponuuna moxcuunocm

XPOHMYHATA TOKCHYHOCT € H3C/IEIBAHA PH IEPOPATHO TIPHIIOKEHHE HA TUTEXOBE, KydeTa i
MaiiMysm. [Ipn TokeuaHM fo3u Hax 0,5 Wik ceotBeTHO 2,0 mE/Kg TENECHO TEIIIO, pAazTHYABANKY Ce B
38BHCHMOCT OT BH/a, ¢a Ha0JIFONABAHM A3BH B raCTPOWHTECTHHAIIHHA TPAKT H POMEHM B KPBBHATA
KapTHHA.

Tymopozenen u mymazenen nomeryuan

Pesynrarure ot in vivo u in vitro TecTOBe He TIOKa3BaT My TareHeH MOTEHIHAN Ha .uuxnod)enak
[TpoyunanusTa 3a KaHUEPOrEHHOCT NPH NPOIKDKHTEIHO NEPOPATHO MPATIGKEHHE BBPXY IUTHXOBE U
MHIIKH He ¢a MIOKA3aIH JaHHH 33 TYMOPOTEHEH MOTESHIHAL.

Penpodyxmuena moxcuynocm

EMOpHOTOKCHYHHAT NOTeHLWMAN Ha AMKTO(EHAK € H3c/Ie[BaH OPH TPH KHBOTHHCKH BAAA (TUTHX,
MHIIKa, 3aeK). [Ipu m03H, TOKCHYHH 3a MakikaTa, ca HabmoaasaHy (eTanHa CMBPT U 320aBeH pacTexk.
He ca nabmonasamu Mandopmaium. [eCTAUMOHHHST NEPHOT M NPOXBDKHTEHOCTTA HA PaXIaHe ¢4
YALIKEeHH NPH APWIOKeHHe HA JHKIo(eHak. He e nabmonagano oTpULaTeNHO BIMAHHE BEPXY
¢epriimrera. JI03H NOA TOKCHYHHATE 32 MakkaTa He OKA3BAT BJHAHHE BEPXY MOCTHATANHOTO
Pa3sBHTHE Ha MOTOMCTBOTO.

6. PAPMAINEBTHAYHHA TAHHH

6.1 ChnEchK HA HOMOIIHATE BEMECTBA

Amonsk, kapGomep (980)

Heuunonear, Hatpues eaerar (Ph.Eur.)

Oxrunaonekanon (Ph.Eur.)

3-sn-GochaTHmxonus, npomnan-2-oi

RRR-anda-roxodepon

ApoMaTHH cyGcTanImH

Ilpenucrena Boaa.

6.2 HechbBMeCTAMOCTH

He ca u3BecTHH.

6.3  Cpox Ba rogmocT

3 roauHy.

Ja He ce mprnara ciaen U3THYAHE Ha 1aTaT4, 03HAYCHA BHPXY ONAKOBKATA.
CpoxsT Ha FOHOCT Clie[l MLPBO OTBAapAHE Ha OTIAKOBKATA € 9 Mecela.
6.4 CrenuajnH yCJIOBHME HA ChXpAHEHHE

Ha ce crxpansBa npu remneparypa nox 25°C.

6.5 JIaHHH 33 oDaK0OBKATA

Onaxosky, ceaspxantu 50 g u 100 g ren.

6.6 Coenuannm npena3gH MePKH IpH HIXBLpIEHE B pabota




Hama cmenmmanay mapckpanms,

7. IIPATEXATEJI HA PASPEIMIEHUETO 3A YIIOTPEBA
Hexal AG

Industriestrasse 25, D-Holzkirchen, I'epmanns

8. HOMEP HA PAPEINIEHHETO 3A YIIOTPEBA

Per. Ne 20030086

9 JATA HA IThPBO PAPEIIABAHE 3A YIIOTPEEA HA JEKAPCTBEHHS
IPOXAVKT

Hara Ha MbpBO paspemasase 3a ynorpeba: 30.01.2003
Jara Ha mocneano noguosssane: 01.04.2008

10. AATA HA AKTYANIMIAPAHE HA TEKCTA

06/2022




