N3NbAHUTENHA ATEHLIUA 110 NEKAPCTBATA
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1. HMME HA JEKAPCTBEHWS NPOAYKT

CrpoHakc xpeM EAanfraue Ao
Stronax cream '
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2. KAMYECTBEH N KOMMYECTBEH CBCTAB

100 g kpem cranpkar 0,2 g MyKonom3axapua nomicyndgar, 1,08 g Haa6n6peteH excTpakT M 2 g
CATHINIOBA KHCE/IHHA.

IToMolIHO BEINECTBO C H3BECTHO NEHCTBHE:

100 g xpem crabpsear 8,04 g HeTOCTEAPIIOB AIKOXON

32 MBMHHA CHHCHK HA TTOMOIHHHTE BEMIECTBS BIDKTE TouKa 6.1,

3. JEKAPCTBEHA ®OPMA
Kpem.

4, KJMHHAYHHA JAHHH

4.1 TepaneBTHYHA HOKAIAHAS

32 CHMNTOMATMYHO JIEYEHME HA 3aKDHTH TPABMH, KATO HABAXBAHWA, KOHTY3MH, H3KBIYBaHMA,
PeaKTHBHM H3NTMBH, GOJIKA NPH ABIDKEHHE.

4.2 [ioimpoBKa H HAYHH HA NPWIOKEHAE

CrpoHakc kpeM TpsabBa aa ce npuiara 2-3 meTH AHeBHo. HeoGXoaumo e ma ce npunara 5-15 cm ot
KpeMa BBpXY 3aCErHATaTa O0JIacT, B 38BHCHMOCT OT CTENEHTa H MACTOTO Ha 60NIKaTa, KoaTo Tpsbna
Ja ce JIeKyBa.

CrpoHaxc kpeMm Tpa0Ba Aa ce HaHacd HA THHBK CIIOH BBPXY 3acerHaTuTe 0GIaCTH Ha TATIOTO H JIEKO A3
ce pastpupa. [Ipenu na ce nocrasn npeppr3ka, CTPOHAKC Kpem TpabBa Aa ce 0CTaBd 13 H3CEXHE
BBPXY KO3KaTa 33 HAKOIKO MUHYTH. He ce npenophusa ynotpeGata Ha OKITy3HBHE MPEBPE3KH.
CTpoHakc KpeM Moxe na ce Npuiara caMo BEpXy HeHapaHeHa koxka. Tpafea na ce w36arepa KOHTaKTa
€ MYKO3HM MeMOPaBH, OUH WIH OTBOPEHH PaHH.

Hoaxonaio e 1 nprnaraneTo Ha CTpoHake kpeM B KOMOHHAUEA ¢ YH3HOTEpAnHA, KaTo HioHOjope3a
AH onodopesa (pu iloHodopeza CTpoHaKe Kpem ce NocTaBs o KaToaa).

NponbmKHTETHOCTTA Ha JIEYEHHETO CE ONPEAENs OT eKyBamus Jekap. OOHKHOBEHO HEOBXOAHMOTO
neueHMe € ¢ npoAb/bkHTensocT 11 qan. He e nokasaHa TepaneBTHYHATA 10/132 OT JIEYEHHE 34 TIO-
ABALT OT NOCOYCHHA IIEPHOI,

4.3 IHporusonokalaHaA

— CBpPBXYYBCTBHTENHOCT KbM AKTHBHHMTE BELIECTBA HIH KBM HAKOE OT [IOMOL{HKTE BEIIECTBA.

- IpunoxkeHue BbPXy OTBOPEHM JIC3UH, Bb3NANeHa WM WHGEKTHPAH] KOXA, EK36Ma HIH
MYKO3HH MeMOpanun

— Tlpunoxxenne B 061aCTTa Ha rEPAMTE MO BpeMe Ha KbpMeHe (BIDKTe pasaen 4.6).

4.4 CnenuajaHu NpelynpesIeHus H NPEANAZHE MePKH OpH ynoTpeba
H3uckea ce ocobeno pHumanme, korato CTPOHAKC KpeM ce H3MON3Ba MpH:
— TlauHeHTH chbe crlecTBYBaMO GEOPEUHO YBpeKIaHe
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— IlarueHTH ¢ BapHLEena, MOCTBAKCHHANHH PEAKIMM, IEOHUHH wiM GaKTepranus MHPEKIHH Ha
KOXKAaTa MM crerdHYHY KOJKHH HapyiieHus (HanpuMep TyGepKynosa, CHHIEC) Ha MACTOTO
HA NPHIOKEHHE

— Hena ¥ JOHOIIH, THH KATO HAMA AOCTATHYHO OIIHT 3a Ta3H BH3pacToBa rpyna. Jleuara Tpabea oa
Ce Na3sT OT JONHP C prlle ¢ O0JIACTH HA KOXKATA, BHPXY KOHTO € NPHIOXKEH TOZH NPOLOYKT.

HomomnH RemecTsa
To3H JleKapCTBEH NPONYKT ChABPAA UETOCTEAPHIOB ATKOXOJI.
Mooxe na NPHYHHH JIOKATHH KOXHNA PEaKLHH (HanpUMep KOHTAaKTeH AePMATHT).

4.5 BaaamoaeiicTBHE ¢ APYrE NeKAPCTEERN NPOAYKTA A Apyry GOPMHE Ba B3aHMONeHCTBHE

Canuinosata KHCETHHA MOKE 8 YBSITHYH aGcopOuusaTa Ha APy JOKATTHO NPIIAraHH JIEKapeTha.
[punoxennero Ha CTPOHAKE KPeM BBPXY I'OJIEMH ILTOLIH IPOALDKHTETHO BPEME MOXKE 8 YBEITHUH
TOKCHYHOCTTA HA METOTPEKCAT H XHIIOTTIHKEMH3HpaIuA eeKT Ha CyndaHHTypeHHHTe IeKAPCTEA.

4.6 PeprHauUTeT, (PEMEHHOCT H KbpMeHe

Crponaxc kpeM Tpabpa na ce npuiara caMo BBpXy Maiku oGnactd (< 5 cm?) no BpeMe Ha
6pemeHHOCT,

Tlo BpeMe Ha xppMene Crponakc KpeM He TpaGBa Ja ce npwtara B 06JiacTTa Ha repanTe. Tpabra na ce
130ATBa MHUKAEHTHA aGcopOLKA Ha CATHIIIOBA KHCEJIMHA OT HOBOPOJEHOTO, B PE3YJITAT HA KOHTAKT
C TPETHPAHH 06ACTH OT TANOTO. AKO JIEKapAT NPELeHH, Ye e KpaiiHo HeoGXoauMO Iia ce npuiara
CrpoHakc KpeM 3a JicUeHue Ha MOJIeMH 001acTH OT KOXKaTa, KbpMeneTo TpabBa fa ce NpeyCcTaHOBH,
Thi KATO He MOXe ia (b H3KMOYEH PUCKA NOPaAK HENOPA3BUT KAMALUMTET 3a NETOKCHKALAS HA
HOBOPOLEHOTO.

47 Edexkrd BbpPXY cnoco6H0CTTa 32 modrpane u paboTa ¢ MamuAK
He ca npoBesxnatu npoyysanus 3a eexTuTe BRPXY CNOcOGHOCTTa 3a modgupaHe o paboTa ¢ MaluHK,

4.8 Hexenand JeKAPCTBeHY DEAKOBH

BB Beako rpynmHpane no OTHONIEHHE Ha YECTOTATa, HEKEIAHHUTE JIeKapCTBEHH Peakliu ca
NPEACTABCHH N0 pefia Ha HAMaIiBaHe Ha TIXHATA CEPHOSHOCT.

CnepHATe HeCTOTH ce H3MON3BAT 32 OLIEHRBAHE HA HEXKETAHHUTE PEAKIHHN:

Msoro gectn (>1/10})

Yeern (>1/100 mo <1/10)

Heuectn (>1/1 000 mo <1/100)>

Peaxu (>1/10 000 no <1/1 000)>

MHoro penxu (<1/10 000)

€ HCHM3BECTHA U€CTOTA (OT HAJIMMHKTE JaHHH HE Moxke na Obae
HAMpABCHA OLEHKA)

HapyluenHs Ha koxXaTa M MOAKOKHATA THKAH:
HeuecTn: nokanno KoxsHo IpazHeHe
MHoro peaxH: KOHTAKTHH aJleprHu

4.9 Ilpenosupane
Hama crobimenns 3a cnydau Ha NipeJosupaHe,

5.  @®APMAKOJIOITMYHH CBOHCTBA

5.1 <DapmakogEEAMHYHHE CBOHCTBA




PapMakoTepanepTH4Ha rpyna: [IpoTHBOBB3NaTHTETHH/ AHTHPEBMATHYHH CPEACTBA KOMOHHHpPAHH
ATC kox: MOZACQO

AKTHBHHTE BEILIECTBE, CHABPXKAINY ce B CTPOHAKC KpeM BB3ACHCTBAT KOMIUIEKCHO BBPXY
BLANATHTEIHUTE NPOLECH B NOBEPXHOCTHATE ThHKaHU. ETo 3aino onnakeanms kato 60ika B OTOK ¢e
nogoGpsasar 6up30 H TpaiiHo. Kato pesynTar Ha ATMTHBHOTO H KOMJIGKCHO NeHCTBHE Ha
KoMOMHALMATA CE MOCTHTA N0-A06Bp TepanesTuieH edekT, OTKONKOTO MPH CAMOCTOATENHOTO
MPHITOKEHHE HA OTREIHKTE ACKAPCTBEHH BellecTa. [IpOTHBOBBINANUTETHOTO AeHCTBHE HA
HanGBOPEYHHA EKCTPAKT M CATHIHIIOBATA KHCE/IMHA ce IBJDKHA TIIaBHO HA HHXHOHUpaHEeTOo Ha
NpocTarlaHaHHOBHA OHOCHHTE3, HHXHOHpaHe Ha 0CBOBOXAABAHETO Ha IN3030MHHTE EH3HAMM H Ha
Pa3sNHyHN Ba30aKTHBHH H XEMOTOKCHYHH MEAHATOPH Ha Bh3nancHuero. OcreH ToBa HaaGHOpeuHHAT
€KCTpaKT HHXHOHPA €KCTPABA3aLNATa HA TEYHOCTH OT KANWISPHTE UpE3 AHNTHEKCYJATHBHHMA cH edexT.
Karo uaxuburop Ha kaTabonuTHH eH3HMH, MYKOTIONHM3aXapHA nonucyndar ce Hamecka B MPONECHTE
Ha ThKaHeH pasnan. Karo nnasmuHoreneH axtuearop H 61aronapeHne Ha aHtTuTpoMGOTHYHATA CH
aKTHBHOCT TOH YCHJIBA €lIMMHHALMATA HA PHOPHHOBKTE OTIATAHHA OT MACTOTO Ha Bh3NaneHue. B
JOIThAHEHHE TOH nOoANOMara Me3¢cHXHMHHTE METaOOJTHTHY NIPOLECH H IO TO3M Ha4YKH ¢haeHcTRa 38
6Bp3a pereHepalua Ha YBpeAeHHTE ThKaHHu.

5.2 d@apMmaKoXBHeTHYHH CBOMCTBa

AxTHBHHTE BemecTba ce abcopbHpaT OT KpeMa INpe3 KOXKAara B MNOBLPXHOCTHO PaslOIOKEHHTE
ThKaHH. B CBUIOTO BpEME, H CHCTEMHATA EKCIO3HIIHA, H HHBATA Ha AKTUBHHTE BEILECTBA B KphRBTA,
orcapar Huckn. CalHIMIOBaTa KMCE/IHHA Ce eKCKPEeTHpa OCHOBHO NoA (OpMaTa Ha CaldIHIypoBa
KUCENMHA, CaMO MATBK NpoueHT ofade ce eKCKpeTHpa HENPOMEHeHa WIH TIIIOKOpyHHpaHa.Criex
abcopbuMaTa npe3 KoXaTa Ha XOHAPOMTHH NOMMCYndat ce HabmojaBa 3aBHCHMAa OT BPEMETO
HacTHYHA JETIONMMEpH3alMA U cnaba AecyndarTusalls Ha TOBAa BelIECTBO B opraHHama. Cnopen
NIPOY4BaHHA C 5KMBOTHH NIpHOauauTenHo 1% OT I03aTa Ce yCTaHOBSABA B YPHUHATA,

CTpykrypaTa Ha KOPTHKOCTEpOMAMTe Ha HaaGLOpeUHHA eKCTpakT ¢ mnoAobHa Ha TasH Ha
KOPTHKOCTEPOHJIMTE, TPOAyUHpaHu B opranwsMa. AGcopOupaHaro KOIHYECTBO OT XOPMOHM Ha
HaIOBOPeteH EXCTPaKT He BIIHAe Ha PUM3HONOTHIHOTO HUBO HA KOPTUKOCTEPOHIH B KPHETA.

5.3 Ilpeaknuauuud KauaM 3a GezomacHocT

Cannnnniopa KHCeJIMHA
Ipoyusanns mpH KMBOTHK H PapMaKOKHHETHYHH MMPOYMBAHHA TIPH XOpa JOKA3BAT, Ye IPOHHKBAHETO
Ha CATHIIOBATA KHCeNWHa ¢ 6up30, B 3aBHCHMOCT OT H3TION3BaHATA OCHOBA KAKTO H 0T APYrH
thakTOpH,IORNHSBAIIM NICHETPAMATA, HAPUMED CHCTOSHHETO Ha KOKaTa Ha narmenTa.Jlopaau Tosa,
M0 BpEME Ha JIOKAITHO NPWICOKEHHE, ENH30AMTE Ha (pAIKA) MHTOKCHKALMS 38BUCAT OT aBaHaTa
nekapcTBeHa GopMa, KOHYECTBOTO NPHIIOKEH CANTMIWIAT, PA3MEPa Ha 3aCerHATATA NOBLPXHOCT,
TNPOIBIKHTENHOCTTA U YECTOTATA HA NNeUEHHMETO U JepMATOIOTHYHATa KapTuHa. CHMITTOMH Ha
HMHTOKCHKALMA Ce 04aKBaT CaMo ¢JIE€] KaTo CepyMHUTE HHBa ca noseve ot 30 mg/dl (B 3aBHCUMOCT OT
abcopbumsaTa). XpOHHYHO NepMATHO NIPHWIOKEHHE HE € NPOYYBAaHO NPH JKHBOTHH. B HayuHaTa
NUTEpaTypa 3a CANMIUMIOBA KHCENMHA HAMA 3HAYMMO JI0KA3aTelCTBO 3a MyTareHen edekt. He ca
NpOBeKIaHU ABArOCPOYHH NPOYUBAHHA C HHUBOTHH, KOMTO Ja M3CIIeABAT KAHLEPOreHHUA MOTEeHLHA
Ha canHuunoBa kucenuHa. 1o Bpeme Ha CHCTEMHO NPUIOKEHHE CANHIIATATHTE HE IIOKA3BaT
TEPAaTOTeHHH e()eKTH TIPH HAKOJKO KHBOTHHCKH BHJIA.

Cres mpeHaTaNnHa €KCIO3HLMA He ca omicany eMOpuo/(eToTokcHyuum eeKTH, HAPYLICHHE B
3aKpeMNHETO, HAMAJICH KanalHTeT 3a YJYeHE B oKoneHneTo. He ce ouakeaT TOKCHYHHE edeKTH

TI0 BpeMe Ha HOpMaJIHA ynioTpeba.

XonapouTHn noancyadar

ITpoyuBanus 3a XpoHHYHA TOKCHYHOCT [IPH KyYeTa U IUTBXOBE, MPOBEXAAHH TIOBEYE
¢a NoKa3a/H JIoKanH: eekTH Ha ApasHeHEe Ha MACTOTO HA MHDKSKTHpAHE, NOBHLICHO
Apos 1 6BOpeLn ¥ YroneMsBaHe Ha LIEPBHKAITHUTE H ME3EHTEPHAHI TUM(DHH BE3ITH,
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MPOYYRAHUA 32 EMOPHOTOKCHYHOCT H TEPATOTEHHOCT TIPH [LUTHXOBE  3allM, XOHIPOMTHH
noaucyndar — npu Jo3a ot 32 mg/kg npean3suksa eMOPHOTOKCHYHH edekTH (TIOHIKEHO TETIIO HA
MajikaTa, yBeTHYEHa cTeneH Ha abcopOLus U NoHwKeHa (eTanua KH3IHeCTIOCOGHOCT, HO HEKAKBH
TeparoresHN edexru. IIpn Myrarennu npoyusanus (Tect Ha Ames, TeCT 3a XpOMO3OMHH aGepanun),
XOHAPOHTHH NONHCYA(aT He MOKa3Ba MyTaredeH edext. He ca nmpoBexcnaHM npoyusaHHs 3a
KaHLIEPOreHHOCT.

6. GOAPMAIEBTUYHM JAHHN

6.1 CoHchbK HA NOMOIIHATE BeNeCTBA

IMoMoInHKTE BelecTsa Cca:
-  JIuHaTpHeB emerar
- Tumon
- HM3OHPOITHIOE ATKOXOI
- Erasonamun
- MHPHETHJIOB aJKOXOJ
- EMyNrypall HeTHICTeapHIOR anKOXON
- BOCHYHO-CITHPTHA Ma3
- CTeapHHOBA KHCEJIMHA
- IIMuepon
- TipeydCTeHA BOAA.

6.2 HecbBMeCTHMOCTH
Henpunosxumo
6.3 Cpok Ha rogHocT

18 mecena.
Cpok Ha ronHOCT cllel MbPBO OTBapsHe Ha TyOara: 6 Meceua

6.4 Chenmansu ycI0BHS HA CHXPAHEHHE
Ha ce cexpanssa nox 25° C. fa ce chxpansBa B OpUIHHANIHATA OTIAKOBKA.
6.5 JlaHAH 332 oNaKOBKATA

Ty06a ot 50 g xpem
Ty0a ot 100 g kpem

He Bcuaxy BHAOBE ONAKOBKM MOTAT Ja OBJAT MyCHATH B poaak0a.
6.6 Crnennajaru npeina3Es MepKH NpH H3XBLpaAne <H paGora>

HensnoaspaHuaT NpomykT WM OTNaXL4HHATE MATEpUaNu OT Hero TpsadBa a ce U3XBBPIAT B
CBOTBETCTBHE ¢ MECTHUTE H3NCKBAHHA,

7. TIIPUTEXATEJI HA PAZPEINIEHHETO 3A VIIOTPEEA
STADA Arzneimittel AG

Stadastrafle 2-18
61118 Bad Vilbel




I'epmanus
8. HOMEP(A) HA PABPEHIEHHETO 3A YIIOTPEFA
Per. Ne: 20010126

9. JATA HA IITBPBO PA3ZPEIIABAHENIOTHOBABAHE HA PASPEHIEHHMETO 3A
YIHOTPEBA

Jata Ha mepBO paspemasane: 19.12.2001
Hara Ha nocneano noaxHopsasaue: 14.06.2012

10. JATA HA AKTYAJIM3MPAHE HA TEKCTA
Hoemepn 2022




