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KPATKA XAPAKTEPHCTHKA HA IIPOIYKTA

1. MME HA JJERAPCTBEHUA NPOAYKT

HBYTOII 50mg/g ren
IBUTOP 50mg/g gel

2. KAYECTBEH H KOJIHYECTBEH CBCTAB
AxtnBHO BemecTBo: HGynpoden 5%

100g HGyrom ren coanpxar 5 g nGynpober (ibuprofen)
3a OBIHHA CHHCHK HA MOMOITHATE BEIIECTRA BX. ToUkA 0.1

3. JEKAPCTBEHA ®0OPMA

I'en
ITpospauen rei.

4. KJIMHHWYHH NAHHH
4.1 TepanesTHUHH NOKAIRHHA

3a NOKAHO HAH HOAXLPKALIQ JIeYEHHE B CTyIad Ha:

- CNOPTHH TPABMH HA KpaWHEUMTe KATO AKYTHH HABAXBAHHA, pPaITCKEHHA WIH
KOHTY3HH

- MYCKYJICH PEBMATH3IbM,

- (apTpo3), BBINANMTCIHH PEBMATHYHHM 3a00J4BAHMA HA CTABHTC H TIpBOHAUNHA
cThI0, OTOK HIM BR3NAICHHE HA OKOMOCTABHHTE MEKM ThKAHN {CYXOXKHIHS, CYXOXHIHH

BPB3KH H OOBHBKH H CTaBHM KAaIlCY/IM), CKOBAHOCT Ha rppba, MHaNrH4, xymbaro,
HOyToN ren ce H3NQI3Ea NpH PE3PACTHH H IOHOWH HaA 14 roansn.

4.2 Ho3HpoBKa H HAYMH HA HPHACKENHE

Hoaupopka

HU6yton ren ce nprnara 3-4 irpTH AHeBHO. B 3aBRCHUMOCT OT (one3HEHHA y9acThK, KOHTO me
ce TpeTHpa, ca HeobxomumH 4-10 CaHTHMETPOBA WBHLA, CBOTBETCTBAIIA HA 2-5 g OF rena
(100-250 mg ubynpoden). Makcimansara THeBHA a03a e A0 20 g remn, orropapama Ha 1000
mg HOynpodeH.

ITeouampuina nonyaayun

Yaorpebara na UOyTon ren npu Aena » JoHOMH Nof 14 rogsiiHa pe3pacT He C& NPenoph4sd,
TIOpaaH JIMIICA H NOCTATBYHO AZHHH 38 YoTpebaTa B TA3H BB3PACTOBA IPYDA.

Camo 3a BuHITHA ynorpe6a! Ha ne ce norm.ma!

HbyTon1 ren ce HAaHACA BEPXY KOXKATA M Ce BTpHBA Jexko. IIpoHHKBAHETO HA AKTHRHOTO
BCIICCTBO Mpe3 KOkara Moxke Aa Owpae 3acuneHo upes Honodopesa (cneumanHa gopma Ha
elekTpoTepamua). M6yron ren TpaGea pa ce HaHece HA KaTofa (OTPHIIATENHHI MNOMIOC).
Cunata Ha Toka Tpabea a3 € 0,1-0,5 MA 33 5 cm® or nnomTa Ha eNEKTPOIMTE H
NpOILIDKKTENHOCTTA Ha TPETHPAHE Aa ¢ A0 OKoa0 10 MuH.,
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[TpoxsmKKHTEAHOCTTA HA ASUCHN)E & Onpeaens oF Jexap. B nobeuero ciyuanu npriokeHMETo
B TeueHHe Ha 1-2 cemMMUM € AOCTaThYHO. TepaneBTHYeH edeKT Cllea TO3M MEepHOI HE €
JOKa3aH. '

4.3 ITpoTHRONOKAZAHNAA
HbyTon ren ne Tpabpa A3 ce npHRAra

- B Ciyuyadf Ha CBPBXYYBCTBHTEIHOCT KBM AKTHBHOTO Bemlectso HOynpoden, KM
HAKOE OT MOMOLIHHTE BelecTBa, H30pOocHH B T. 6.1, HAM KbM JPYTH AHANTCTHYHH HIIH
AHTHPEBMATHYHH CPEICTBA (HECTEPOHINH NMPOTHEOBLINANKTEARH JCKapCTBA);

- BhPXY OTKPATH DAHA , BFh3NaneHHS Wi HHQEKIHA HA KOWATR, KAKTO H BRPXY EK3EMH
MM BBPXY JHraBHIY;

- NOJ] OKNY3HBHA IPEB[YL3KA;

- B IOCHSAHHA TPHMECTED OT OpeMeHoCT A,

4.4 CneunannyH NpeaAyNpoxACHEN H NPEANAIHH MePKH NpH ynorTpeba

Tleayarpiira noMynauns

¥norpebata na Mi6yTon rest npu geua u i0HOWH HOA 14 roAXIIHA BB3PAcT HE CE MPEnopLYba,
nopagH NAINCA Ha AOCTATHYHO JaHHH 3a yrnorpebata B Ta3H BBIpacToOBA rpyna.

fIpx naiMeHTH, KOHTO CTPANAT OT ACTMA, CeHHa XpeMa, OTORK Ha HOCHATA NMrapnaa (Taka
HApedeHHTe HOCHH NONHMNH) HAH XpoHwuHa obCTpyKTHRHA Genoapobua Gonect (ocobeHo
CBBLP38HA ChC CHMATOMH HA CEHHA XpeMa) ¥ ITPH OAlHeHTH, ChC CBPHhXYYBCTBHTENHOCT KbM

aHAJINeTHIIM B AHTHPEBMATHIH, CHIeCTBYRa MO~-BHCOK PMCK OT PajBHTHE HA aCTMATHYEH
npacThn (T.H3P. AHANNETHYHA HEMOHOCHMOCT/aHANTeTHYHA ACTMA), NOKAJHH OTOUH Ha

KOXKaTa WAA nurasuauTe (T.Hap. eneM Ha Quincke), AIH YpTHKApPUL, B CPEBHEHME C OPYTH
NALMEHTH.

[Ipu Tezn naunent UGyron rex 1pabpa A2 ce npwiara ¢ BHAMaNUe W IOA JEKapCKh HAAZ0P.
ToBa ce oTHACH H 38 HARHEHTH CHC CBPRXYYBCTBHTEIHOCT KBM APYTH BEIECTBA, MPOoABABala

ce Upe3 KOKHH PEAKLHH, IPYPHTYC RIIH YPTHKapHA,
BrumasaliTe TpeTHpaHiTe 001acTH OT KoxKaTa Ja He OBaar JOKOCBAHH OT e,
AKO OILTAXBAHHATA OPONBIKABAT MMOBEYE OT TPH OHH e HeoOXoANMO A8 ¢e DOTHPCH NeKap.

4.5  BsanmopeficTBHe ¢ APYTH JeKADCTBEHH NPOAYKTH H APYTH GOPMH HA
BJAHMOJeHCTBHE

ITpr ynorpeba cniopes HHCTPYKUAATE, BlanMoaelicTeua Ha HOyTon ren ¢ Apyrd nekapcTacHu
NMPOAYKTH HE Ca YCTAHOBEHH. B MHCTOBKATA 34 NallHEHTA HMA YKAJAHHE JCKYBAIMAT Jlekap
Aa 6bae AHGOPMHPAH NPH EAHOBPEMEHHA WA CKOPOIIHA ynoTpeba Ha APYTH JeKapCTBEHM
MPOAYKTH.

4.6 PepranuTer, GpeMEHHOCT H KLPMEHe

BpeMeHHOCT
HaMa aocTaThyuro AaHHM 3a ynorpebGara Ha HOynpodeH nmpu OpeMenHM KeHR, ToH KaTo

BIHAHAETO HA HHXAOHpPARETO HA NpPOCTATNAHAAHOBHR CHHTEZ NPH OPEMEHHOCT He €
uzacHeno, M6yron ren tpafba Aa ce mpMnara caMo C¢left BHHMATETHO OlLEHARAHE HA
CHOTHOLIEHHETO 1107132 — PHCK NO BPEME Ha ITHPBRA H BTOPHA TPHMECTHP 0T Opemenn
Makcumannara ZHEBHA 1034 € 15 g ot rena.

2
Ibutop Gel - & MA No. 20010680 - 1.3.1.BG-SPC-CC -2




H6yTon rex e NpOTHBOMOKAIAH NMPe3 TPETHR TPHMECTEP oT GpeMEeHHOCTTA.

ITopagn MexaHn3Ma Ha ASHCTBHE MOXE Ia PE3HHXHAT 320aBiHe Ha pAXKIAHETO H MPEHOCBAHE,
ChpAeTHOCHA0BA ( NpEEBApPHATENHO 3ATBapSHEe HA AYKTyC aprepmosyc Botalli, fenogpobua
XAnepToHHA) K OpOpeana (OIHroypHA, ONHTOAMHHOH ) TOKCHWHOCT HPH NETETO, MOBHINECHA
CKIIOHHOCT KbM KbpPBEHE NPH MalKaTa H JeTeTO H NOBHIIEHO O0pa3sysale HA OTOLM MpPH
MaHkaTa.

Knpmene |
CaMo MasIkB KONHYECTBAa OT BKTHBHOTO BEIISCTBO HOYNpPOpheH H NPOAYKTH OT HEropHA
pa3nan NPOHHKBAT B MAaltYMHOTO MiIAKO. Thil KATO OO MOMEHTA He C& H3IBECTHH HETATHUBHH

edextn BHpXy GefeTo, He ce Hajara NPeKbCBaHe Ha KbPMEHETO NMPH KPATKOCPOTHA TEPANHA.
Bolipexkn ToBA DHEBHATA 1033 OT 3 annukauud Ha 4-10 cM or rena #He TpaGsa na ce

HAJXBHINABA H € HEOGXORHMO Jig Ce 00CHAH RPEKACBPEMEHAO MPEKbCBAHE HA KEPMEHETO IPH
ILITOCPOYHA TEPAITHA.

KrpMmennre xeHd He TpaOBa Ja M3NOAIBAT TOBE JEKAPCTBO BBPXY rapAHTe CH, 33 Aa
u3fernar nornemane Ba xekapersoro o1 Hebero.

4.7 Edexc™ supxy cnocobnoctTa 32 modnpane H pabora ¢ MannH
Henpuaokumo.
4.8 Hexenann JeKSPCTREHH PEAKHHN

CnemHuTe KPHTEPHH 38 YECTOTA €€ H3IMON3BAT 33 OICHKA HA HOKEIAHH JAEKapCTBEHH
PeaKUMA:

Muoro 9ecry: =110

Yectu : = /100 no < 1/10))

HeudecTH:  1/1,000 ao < 1/100)

Pemxn: & 1/10,000 go < 1/1,000)

Muoro penxu: (< 1/10,000)

HensBecTHN: (oT HanAMH\TE JaHHK Ke MOXe Aa (hae HaNpaBeHa oleHKa)

- YecTH HexenaHH peakilHH Ca JIOKAJIHR KOXHH DeakUHH KATO €PHTEMA, Chplexk, napene,
€K3aHTeMA C NNYCTYNH B YPTHKApA.

- HewecTo ¢¢ HaBRAIONABAT peakiMR HA CHPLXMYBCTBUTENHOCT KATO JOKANHM AnCPrHIHH
peakuni (KOHTAKTEH AEPMATAT).

- Maoro paaxo ce nabnionasaT OpOHXOCOACTHYHH PeaKini.

- B cnyqau Ha nprioxesne Ha HGyTon ren 3a NpOARIKATENHO BpeMe H BbPXY o0mupHH
KOXKHHA YYACTHI(H, HE € H3KNFOYEHA NOABATA HA HEXEIAHH JEKAPCTBEHH DEAKIInH, 34CATalNH
OTACIHA OpraHd WIM [EIHA OPraHHIBM, KOHTO MNPHHUMITHO C8 BBIMOXHH HPH CHCTEMHO

RpUNaraHe Ha JieKapeTBa, Chabpiamm ubynpoden.

Cwﬁmanaaero Ha ncnmnpaﬂn Hemeaann peaxunn cnen pajpemasane 3a ynorpefa na
NEKAPCTBeHHA NPOAYKT € BaxHO. Tosa nosBIABa Oa NpogwDkM HalmofeHwero Ha
CLOTHOINEHNETO MOMIA/PHCK 32 MPOAYKTA. OT MEIHUMHCKHMTE CNCUMANHCTH e HINCKBA A3
cpoflaBaT BCAXa NOJO3HPAHA HEXETAHA peaKius Ype3 HAUMOHANHATA CHCTEMAa 33
chobinasane, B M3mbIHATENHATE AreHUMA N0 ekapersara, yi. "Hamsas Ipyes” Ne 8, 1303
Codus, ten. +35 928903417, yebealit: www.bda.bg.
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4.9 Ilpeaoanpane

B ciyaau Ha MpepHIIABaHe Ha MpenophbYaHATA /1038 NPH BPHHOIHA ynorpeba, reirst Tpabsa ha

Guie OTCTpaHen ¥ TPCTHPAHMAT Y48CTBK fa Obae WSMMT ¢ Bofa. IipH npunarane Ha
NPEKATEHO TONSMO KOMHMECTBO WM NP HHIWACHTHO TOLTHIllaHE € HEOOXHAMMO 1A Ce

- NOTBPCH KOHCYNTANA C ICKAD.

CrenndnicH aHTHIOT He € H3BECTEH,
5. GAPMAKOJIOTHYHH CBOHCTBA
1. @apMaKoAHHAMHYHE ColicTag

dapmakoTepanedrtauna rpyna; HecTepoMano AHTHPEBMATHYHO CPEACTBO, ACPHBAT HA
MpONROHOBATA KNCEHHA
ATC: MO2AA 13

Hoynpoden ¢ HeCTepOHAHO NPOTHBOBBIMANHTEIHO/AHUINSIUIHO CPEACTRO, KOeT0 B
EKCNIEPHMEHTH € KHBOTHH € JIOKA3aRO0 Ye AeiCTBA uped NOTHCKANES HA MPOCTATNABJAVHOBHA
cuntes, Ilpn xopa nbGympoden Hamanspa Oonkara, OTOKA M NOBHILEHATa TeMIIEPaTYpa,
OPUSHHSHH 0T BRINATeHNeToO.

Ocgex ToBa HOGynpoder norucka obparuMo ADL u KonareH-MHAYIMPaHATA arperayind Ha
TpombounRTHTE,

5.2 PapMakoKHHeTHIHE cholicTBa

Cnen opanno npuioxenae HOynpopeH ce pe3opiApa uacTHNMHO B CTOMAXA H HAIBLIHO B
ThHEHTE depBa. Cnen depxonpofuua MeralommieM (XHAPOAN3AIMSE, KApOOKCHIMIALMA)
¢dapMakoNOrHuHO HEaKTHBHATEe MeTalOmHTH ce eIHMHHHPAT HANBAHO MOpPETHMHO 4pes
Onbpennte (90 %) B upes xapuKaTa. Bpemero xa nonyxueor ¢ 1,8 — 3,5 vaca NpH 3apasy
XOpa, NPH MALHEHTH C qepnu.npoﬁnn F Ob0peuHH YBPEKIAHAA, CEBPIBAHETO C NABIMEHHTE
NPOTEHHH € OKONIO 99 %,

Cnen noxaliHO nNprAckeHHe, HOYIIPOeH ¢ NMOeMa BEPOSTHO B JEPMANHO Aefl0, OTKHAETO
OaBHO Ce 0OTRENA B ISHTPANTHNA KOMIAPTHMEHT.

Or cpaBHHTERHH H3NATBAHAS (OPATHO/TOKATHO MPHWIOKEHHE) & YCTAHOBEHO, Yé CTeNneHTa Ha
aficopbums ug nGynpoden npe3 kokara (GroRANMIHOCT) € oKoMO S %.

Hafmonabanata TepaneBTHYHA ePHKACHOCT ce ODACHABS NPEXHMHO 4Ype3 JOCTHraHe HA
TepaneBTHYHO eeKTHBHH KOHLEHTPALMH B ThKAHRTE HA MACTOTO HA NpHroxenne, CreneHTa
Ha NPOHHKBAHE TAM 3ABUCH OT CTENEHTa M BMAa Ha 3a00nABAHETO H OT MACTOTO HAa

NPHIOKEHHE.
53 [IpeaknuruuHA JaHHA 38 §0NACROCT

CyGXpONVYHATA | XPOHWYHATA TOKCHIHOCT HA HOYNPOMER ClieA CHCTEMHO NPHAraHe ce
TPOABABE NIPA OLMTH ¢ XUBOTHH NOA (OPMATE HA NIE3HH U A3BA B CTOMALUIHO-IPEBHHA TPAKT.

In vitro 1 In vivo TeCTOBE N0 OTHOIUEHHE HA MYTar¢HROCTTA He MOKAIBAT HHEAKBB MyTar¢HEH
epexr Ha ubynpoden. IIpn npoyuBaHHs, 3acArauli KaHIEPOr¢HHHA MNOTEHIHAA HA
HOYNpoeH NpA NIBX0BE H MHINKH, TAKER He € O HalonaBaH.

Cucremuoro npunoxenne Ha uOynpoden soan A0 MEXuOHpane HA OBYNAIMATA TpA 3afin,
KakT0 H JO HAPYDICHMs HAa MMILIAHTALWMATE NPH PA3IHYHH XHBOTHHCKM BHAOBe (3alfum,
TUTHXOBE, MMIIKH). EXCHCpHAMEHTATHR W3CNeaBaHH# NMPH NUEXOBe M 3alUd NOKA3BAT, 9¢
Hbynpode npeMHHaBa npe3 raneHTara. Clex NPHIOKEHHE HA TOXCHYUHM 38 MalkaTa m
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npd NABXOBE, C€ CAYYRA MO-YECTO MAIKWTE Ja CTpajaT or Manpopmaunn (aedexTH Ha
BeHTPHKYRapHaTa CTeHa).

6. OAPMANEBTHYHHU NAHHHA
6.1 Cnuchk Ha NOMONTHHTE BEHIECTBA

2-nponaHon '
2,2-nAMeTHI-4-XHIPOKCHMETHA- 1 ,3-AHOKCONaH (TTHIEPON AAMETHIKETRT)
NONOKCAMED |
CPEIHOBEPHAKHHA TPHITTHIEPH TH

NABARAYNOBO MACIIO

MaclIo OT LBAT Ha TOPYHB TNOPTOKAN

NpeIHCTEHa BOAA |

6.2 HecLBMECTHMOCTH
HenpunoxnMo
6.3 Cpox Ha rognocT

30 mecena
3 Mecela ciea orsapaHe Ha Tybara.

Jla He ce H3MON3BA CNEN HATHUAHE CPOKA Ha MOAHOCT,

64 Croennannn yCHOBAS Ha ChXDAHEHNE

Ha ce coxpansabBa nog 25° C.

6.5 Buan chALPARAHNE HA ONAKOBKATA

AnyMHHHEBH TyOH ChC 3aIHTHA MeMOpaHa.

Onakoexa ¢ 50 g ren.

6.6 Cnennanun npeanasHy MePKH NPH HIXBLPASHE <H pabora>

Hama cnenpanan H3uckpaHAA, HeH3smON3BaHMAT AEKAPCTBEH NPOAYKT HIH OTNAXLYHHTE
MAaTEPHAJIH OT Hero TpAOGBa 11g C€ H3XBLJIAT B CHOTBETCTBHE ¢ MECTHHTE H3HCKBAHNS.

7. MIPHTEXATEJ HA PAJPEHIEHHETO 3A YIIOTPEBA

Dolorgiet GmbH & Co.KG
Otto-von-Guericke Str, 1
D-53754 St. Augustin\Bonn
I'epManns

Tel +49(0)2241-317-0
Fax+ (0) 2241-317 390

3. HOMEP(A) HA PAIPELIEHHETO 3A YIIOTPEBA
20010680

9, ITATA HA O'BPBO PA3PEINIABAHE/MOAHOBABAHE HA
PASPEHIEHHETO 3A YIIOTPEBA
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10. JATA HA AKTYAJIH3HPAHE HA TEKCTA

6
Ibutop Gel - & MA No. 20010680 - 1.3.1.BG-SPC-CC - 6




