KPATKA XAPAKTEPHCTHKA HA ITPOAVKTA

1. HME HA JEKAPCTBEHHA ITPOAYKT
HAuxno®JIEKC 5 % ren
DicloFLEX 5 % gel

2. KAMECTBEH H KOJIMMECTBEH CHCTAB
Beexu g cuabpika 50 mg muxinodenax narpuit (diclofenac sodium).

TIOMOUIHY BEINECTBO € M3BECTHO NIHCTBYE: NPOMIICHITHKOL, METUAAPAXAAPOKCHOEHIOAT H Ap.

3a ITBIHHA CIHCHK HA TIOMOLIHMTE BEINECTRBA, BHKTE TOUKA Gvle

| USNLAHUTENHA AFEHLUA No ﬂEKAPCTBATA
Kmmmmmmmmm - ﬂpmamvm f
3. JEKAPCTBEHA ®OPMA _7
Cen. ; Kem Poz. Ne reerrstteassoaorns
TTpakTivecky 651, THAXBK, XOMOreHEH, HATIOAOGABAI KpeM - TeJl.
iy ;/Mﬁfy,é Jsedy
4. KTHHAYHA JAHRH  Ogobpshue Ne ............/26'0.7'.20.2.2

4.1, TepaneBTHYHA HOKAZAHHS
3a IOKATHO CHMITTOMATHYHO JeyeHue Ha Golka, BB3NaNente H 0TOK NpH:

- peBMaTH4HM 3a001SBAHMA HA MEKHTE THKAHK (BBLINANCHME HA CYXOXMWIMATA ¥ JIMTAMEHTHTE -
TEHIHHUTH, TEHAOBATMHHTH H OypcHTH, Gone3HEHa HENONBIKHOCT HA PAMOTO, BH3NMAICHHME Ha
MYCKYJHTE B CTABHTE);

- MereHepaTHBHH CTaBHH 3a00nABaHHA (ApTpPo3a HA rOMEMUTE W MAJIKM CTasH) Ha KpaliHWIMTe M B
ofractra Ha rpeGHauHuR CTHAB;

- CHOPTHH W GUTOBM TPaBMY (HABAXBAHKA, KOHTY3HH, pa3TAraHUA).

4.2, lo3npoBKa M HAYAH HA NPH/IOKEHAE

Josupopka

Hukno®JIEKC 5 % rea ce HaHacq Ha TBHBK CI0M BBPXY CHOTBETHHTE 00NACTH OT KoxkaTa 2-3 WLTH
JHEBHO, .

Crnenpanyy nomyaauim
Heouampuuna nonynayusn

Hama gocrateutio nanmM 32 edukacHocTTa ¥ Be20118CHOCTTA Ha IPOLYKTA TIPH IEUA U FOHOWIM mod 12
COMMLINA BB3pACT (BHK TOuKa 4.3).
Ilpenopbku 32 [103MpOBKa U NMPHICKEHHE NPH Aeua H FOHOLIM (104 |2 FOAHHA HE Ca YCTEHOBEHH.

Hayuenmu s cmapuecka gvapacm

Hecteponannte TpOTHBOBLINAINTENHY M AHTHUPEEMATHMEM CpencTBa TpabBa na ce NpHiaraT ¢
ocofleH0 BHMMAHME IpU HALMEHTH B CTAPUECKA BB3PACT, KOMTO ¢a TIO-NONATIMBY Ha HexenaHw
chGuTHi. TpaGea fa ce u3NoN3ea Hakf-nucKarta Gezonacua /103a 107 KAHHHYCH KOHTPOI.

HayuH ¥ nponbIKUTENRHOCT HA DPUICKEHHE

Ha ce BTpyBa B Koxkara. [la He ce npHeMa npes yeTara.
Rurno®JIEKC § % rea e monxonam 3a npuioXXeHHe NPH NPOBEKAAHE Ha HoHO(o (__’pOpma Ha
eneKTPoTepamus 3acHIBa NMPOHHKBaHETO npes xoxara. Juxno®JIEKC 5 % ren

OTPHLIATETHMA TIOMOC (KaTox). :




Cnen mpunokende, poiere Tpabsa xa Obmar WIMWTH, OCBEH B CIy4AMTE, KOTATO T¢ ca OoDexT Ha
NIEMECHHETO. '

4.3. TipoTRBONOKASAHAS

-CBPBXUYBCTBHUTEIHOCT KbM AKTHBHOTO BCHHECTBO UM KbM HAKOM OT NOMOIHHTE BEMIECTBA,
w30poeHy B TOUKa 6.1;

-NALUCHTH, TIPH KOUTO NPHCTHOMTE Ha acTMa, YPTHKApHS WM OCTBD PUHMT C& [POBOKHPAT OT
aUSTHICAITHLIKIORA KHUCENMHA WIH OT APYI'H HECTEPOHIHM npomnosmnanmenﬂn JeKapCTBEHH
cpenctea {(HCIIBC);

~TPETH TPUMECTHp oT OpeMeHoCTTa;

-ynorpeba npu Nena ¥ JOHOWY Ha BR3PacT [OX 12 TONHHH,

44. Cuenuansn npeAynpekAeHRA B HPeINA3HE MEPKH NPR ynoTpeba

Cnen snoxanHoTo mpunarase Ha AMKIo(EHAK HE MOKe [a C€ HIKHOUM BL3MOMKHOCTTA OT NOSBA HA
CHCTEMHH HEWelIaHH JIEKApCTBEHH PeakilMK, akKo MPOAYKTBT €& H3NON3Ba BHPXY OOGIUHMpHM KOKHH
MOBBPXHOCTH M 32 NpOABDKMTENHa ynotpeda. Te BiO4BAT CTOMEWHO-YPEBHH CMYLIEHUH,
3aj(bpikaHe Ha TewHOCTH, 00pmus, GrOpeuna TUCHYHKIHA, aHaQUNAKCHA B PAAKO CTOMAIIHO-YPEBHO
KBPBEHE, XeMAaTHT, KPbBHA AUCKpasus, OpOHXocHasbM M epuTema MyaTugopme. Jukiodenax tpabea
Ja ce #3M0A382 C [IOBHWICHO BHHMABHME NPHM NALMEHTH ¢ AHAMHE3AZ 34 HENTHYHA 23Ba WAM
BB3MANUTENHO 3a6ongBafe Ha “EpBaTa, CTOMALIHO-YPEBHO KbpBEHe, depHoapobHa wnn OnOpeuna
HEJIOCTATEIHOCT WIH XEMOparnyna avaresa. [IMpky/TauMOHHHTE HHBE Ha AKTHBHOTO JIEKAPCTBEHO
BELLECTBO €& HHCKH, HO TEOPETHYHO CHUIECTBYBA NOBUIIEHWS PUCK TIPH T€3H MALHEHTH.

[pu nosBa Ha KoXHH OGPHBH, NEHEHHETO CE NpeKpaTaba.

{Topaan chABPKAHKETO HA M3ONPONMIOB ANKOXOJN, JIEKAPCTBEHHA MPOAYKT TpaGBa Aa ce nphnara
Camo BBPXY 371pasa ¥ HEYBpeAeHa Koika, €3 OTKpuTH HapaHsBaHuA i pavu. He TpaGea na ce nomycxa
KOHTAKT C O4HTE WITH JTHIaBHI{HTE.

JlekapCTBEHMAT NMPOAYKT CHAbIKE METIINAPaxBAPOKCHOEH30aT KATO NOMOUIHO BEINECTBO, KOWTO
MOXKe 112 NPEAH3BHKA ATCPrHIHE PeakIHH (BBbIMOKHO 3a0aBeHN).

JIeKapCTBEHMAT TPONYKT CHABPHKE INMPOIMNEHIVIMKON, KOWIO MOKE Na NpelM3BHKa ApasHeHe Ha
KOXKaTa.

4.5, BaagpmofelicYBHe ¢ APYrH JeKaPCTBERH NPOXYKTH B Apyrd (OPMHE Ha B3aBMoelicTERE
Karo ce uma B npensun wuckata cucreMua abcopbuus Ha auknoheHak NP NOKANHO MPHIOKEHHe,
TAKHBA B3aMMOJIEHCTENA Ca MAJIKO BEPOSTHH.

4.6. ®epruinreT, GpeMEHHOCT N KhpMEHe

ZKeHu ¢ neTeponeH NOTEHINAT
HaMma faHHu, KOUTO Aa MPEITIONAraT HAKAKEM MPEOPBHKH 38 JKeHH C AETEPOIEH NOTSHIHA,

bpemennoct
Dpunowxesnero Ha aukiodenak npy GpeMeHHH KeHW He e npoyaBano. 3atopa Jurno®IIEKC 5 %

rest He TpaGBa Za ce W3NON3Ba MO BpeMe Ha GpeMeHHocTra. J(UKiodeHaKk € NpOTHBOTIOKA3aH Npes
TPETHA TPUMECTED OT OPEMEHHOCTTA TIOPAY BE3MOMKHOCTTA J1d J0BEAE 40 MATOUHA HHEPTHOCT WK
NPEKICEPEMEHHO 3aTBApAHE Ha AYKTYC ApTepHo3yc.

lpoyusanuaTa NpH *KWUBOTHM HE Ca JIOKA3AIM HSKAKBO AWPEKTHO WIH HHAMPEKTHO YBPEXKAAU

TIOCEPOAOBOTO pa3BUTHE {BHIKTE TOUKa 5.3).




K}QM eHe

He ¢ u3BecTHO 2a1M NoKANHO NpHNaraHud AMXIO(EeHaK Ce HATBHBa ¢ MAITUMHOTO MIIAKO. 3aTORA He ¢e
npenopsusa ynorpebara sa amkiodeHak B TePHONA HA KbpMEHE. AKO ¢a HATMIE HENPeoloiMMU
NPUYHHY 33 ynotpebata My B NEpHOAa Ha KEPMEHETO, Tol He TpabBa fa ce HaHAcK BBPXY I'hPIOMTE
W BBPXY OCIIMPHH KOKHH YHaCTBIUH, KaKTO M He 61Ba 1a ce Npuilara NpoIbIKHTENHO BpeMe.

Qeprunyrer
Hsma madny 32 ynorpeGara Ha JOKANHHTE JEKAPCTBERH HODPMH Ha AMKIOPEHAK W HETOBHTE edexTu

BEPXY QePTHIHTETA IPH XOpa.

4.7. EdexTr BLpXy crocobuoctra 3a mopupaue u paGora ¢ Mamuna
Hsma naHiu 3a Hapyiaae Ha CnoCcOGHOCTTS 3a KOHUEHTPAUMA W BPEMETO 33 peaklyd NpH
moupade A1y paboTa ¢ MAIHHY.

4.8. Heskeranu JIexapcTBeHH peakiun

YecTOTATa HA HEKENAHHTE PEaKLMH € NOCOUEeHA, KAKTO CNIEIRA;

Muoro uectut (>1/10); yectn (> 1/100, < 1/10); weuectu (> 1/1000, < 1/100); penxn (> 1/10 000,
<1/1000); muoro peaku (< 1/10 000),

Undexiy 1 madectaimm
Mmroro peaxn:  Tlycrynoseu ofpue.

Hapvurenus Ha HMYHHaTa cUcTeMa:

Mrioro pemcn:  CBPBXHYBCTBHTEIHOCT (BKIIOYUTENHO YPTHKAPHA), ARTHOEEM,

PeCumMpaTopHy, rPeAHE M MEIHACTHHANHN HApYilleHWA;

MHoro peaku: AcTM™a.

Hapvimenns ua KoaTa v IOAKMKHATE THKAH:

Yecta: [lepMaThT (BKIIOUHTEITHO KOHTAKTEH AEPMATHT), OOPHB, €pHTEMA, EX3EMA, [IpYpUTYE.
Penxu: byjgosen nepmarut.
Meuoro peaxu:  Peakups Ha GoTOYYBCTERMTETHOCT.

C apaHe HA HO03 HEWXENAHH PeakIiHy

Cro0InaBaneTo HA MORO3HPAHH HEXEIaHH PEaKiMy Clle]l Pa3peinasaHe 3a ynoTpeBa Ha JICKapCTBEHHS
npoayxT ¢ pakuo. ToBa no3Bondsa 3 HPOXBIKH HAOMONEHHETO HA CHOTHOLICHHETO TIOM3a/PHCK 32
Jekapcreenns NpomyxT. OT MEIUUMHCKHTE CIEHHATHCTH Ce W3MCKBA 13 CpobliaBar BCAKA
NOAO3NpaHa HEXKENlaHa Peakiiud Ha:

HansnaurennaTa areHuMs 1o JleKapeTBaTa

vi1. . Jamas Fpyes” Ne 8,

1303 Codws,

Ten.: +35 928503417,

yebeafit: www.bda.bg

4.9. Hpexoznpane
Crniabata cucremua abeopbups Ha JoKaTHUA TMKIODCHAK MPABU NPEROIAPAHETO MATKO BEPOSTHO.

Bee nak Moxe a2 ce ouaxpat Hexenany peakumH, HoNo0HH Ha Teld, HAGTIOIABAHH IPH Npeo3NpaHe
¢ Tabnerky IMKIodeHak, B cTy4al, ne no HeBHAManUe e norsiaHat Jukno®JIEKC 5 % rei (1 TySa or
50 g coabpKa eKBUBAJIEHTA Ha 2,5 g AuKnodeHak HaTphil). B ciydait na HeBOJIHO MOTBIIAHE, AOBEND
A0 CepHO3HA CUCTEMHA HeXeNlaHa peakumus Tpabpa Aa ce npemipyvemar obuvaiipuTe Te
MEPKH 33 JleYeHHe Ha OTPaBfHe ¢ HECTEPOMIHH MPOTHEORBINANMTENHH CPEICTBA.
peABHa CTOMALIHA YIPOMUBKA M AKTHBEH BBIIICH, 0C00eH0 aKo € CKOpO c1el TIOT

5. PAPMAKOJIOI'TYHY CBOYVICTBA
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5.1, DapmakosHHAMHTHA CBOHCTBA

PapMakoTepanesTHUHa rpyna: IpoTHBOBH3NATHTENHY H AHTUPEBMATHYHH JIEKAPCTBEHHE NPOXYKTH ~
HECTEPOHAHHM 32 NOKATHO NpuiiokeHue, JIokaayu NPORYKTH 32 CTABHA ¥ MycKyaHY GOJIKH,
ATC kon: MO2ZAALS

MexaHusbeM Ha TCHACTBHE

Juxnodenax ¢ HeCTEPOHAHO MPOTHBOBBL3NANHTENHO M AHANIETHMHO CPEACTBO, AOKA3aNO CBOSTA
eduracHocT upy O0OUuANHO BBIMANEHHE IIpH MOMSTH HA KWBOTHM 4dpes uHXuUOHOMA Ha
ApocTarnaHAMHORaTa GHOCHHTE3a (IHKITOOKCHTEHA3A).

DapmakogUHaMEIHE edexT

Tlpn npunoxerue mpy xopa AuKIobeHaK HaMangpa GOIKaTa, OTOKA M IOHMKABE TEMIEPATYPaTa TIpH
Bh3NANHTENHUA mnpouec. Ocsed Topa aHiIodeHak HaTpWH TIOTHCKa WHEyudpaHata ot AJID
TpOMOOLMTHA arperains.

5.2. ®apmakokHNETHYHH CBOJiCTBA

AGcopbumns

Huxnodenak narpuii ce abcopbupa GaBHO # HENBIHO NPH JIEKEPCTEEHHTE NPOLYKTH 33 JOKAAHO
NpPAIOKEHUE.
Huxnoenax Hatpuil ce abcopOHpa HAITBAHO OT NPOAYKTHTE 33 NIEPOPATHO NPHITOKCHHE

Paznpenenerug

MaxcumansuTe nnasMedt HIBA Ce JOCTHIaT crielt 6-9 yaca. CpeHUaT NONYKUBOT B UHPKYJIATOPHATR
cHcTeMa € okono 9 yaca, 3HAYMTENHO TI0-IBTEL OT TO3H CAeH NepopanHo npunokenne (1-2 daca).

KakTo ¥ mpH ApYTW HeCTepOMIBH NPOTUBOBBINAIMTEAHM CPEACTBA 33 JIOKAJIHO MPUJIAraHe,
KOBUEHTPALKATE, JOCTHIHATA B TAPreTHATa 30HA ¢ BAXHA 34 TEpPaneBTHUHOTO AeHCTBYE OTKOIKOTO
NJa3MeHa KOHUSHTPALMA. 3aroBa CHCTEMHOTO HATOBAPBAHE, NOMYYEHO Ypes NEepopanHo WM
FapeHTepaTHO NPUIOKEHNE HA AHKAOPeHaKk MOxXe Ja Oble M30ErHarTo upes AOKAINO HPHIOKEHHE.

BuotTpaHe MalIg

Cries, MOKANHO H CHCTEMHO TIPHIOKEHHE AHKIOPeHaK HATPHI ce MeTaGonH3upa (XUAPOKCWIMpaHe H
CEBP3BAHE C MIIOKYPOHOBA KHCE/IHHA),

EnuMuuupane

Cnen 6vp3 uepHonpoSen merabonuseM, cyGeranupaTa ce enwmmunpa B 2/3 upes 6uOpeuure n 1/3
Ypes JTEYKATA.

CpaBHeHHETO Ha eKCKpELMATa Ha JUKNOGEeHaK H HeroBuTe MeTaloiuTH ciesl Nepopanto H JTOKATHO
NIPUIIOKEHKE TT0KA3RA SAHH # CBUI MOAEN Ha MeTalonuTy,

5.3. IIpeasciaHUYIHY JaHHY 32 (e3onacrocT
Joxanen morepanc

Cnea noxanmio npunokenne Jukno®JEKC 5 % ren e aoxasan, ye € NpOgyKT ¢ Hal-Mamsk
NOTEHIHAN HA CEHCHOWTHIHPAHE NIPH TECTORE ¢ HUBOTHH.

Ocmpa moxcuunocm
Ilpoyusanks Ha ocTpa TOKCHYHOCT HE €A HOK23aMM CEH3UTHMBHOCT NpPH
BHZOBE.




Xpornuuna moxcuurocm

XpOHHYHATA TOKCHYHOCT € OMNa M3ChAeaBaHa NPH FUIbXOBe, KydeTa M MaliMyHW NpH NepopatHo
npwiokeHne. IIpu TOXCHYHH 03M, Pa3NHYHA B 3aBHCHMOCT OT BHa, Han 0,5 wink 2,0 mg/kg Tenecro
Ter1o ca Guny HabmonaBaHH A3BH B TACTPO-HHTECTHHAIHHS TPaKT ¥ NPoMeHH B 6pod HA KPBBHHTE
KIAETKH.

Tymopozenen u Mymazenern nomenyuan

Pesynratwre ot in vivo 1 in vitro TecToBe He OKA3BAT MYTAreHeH NOTEHUMAN Ha AMKITOGEHaK HATPHIL,
TlpoabmkHTeHUTE NPOYUBANMA 33 KAHUSPOTCHHOCT NPH IUTLXOBE M MUINKA HE Ca MOKA3ATH RaHHH 33
TYMOpOTEHEH NOTEHLHA.

Penpodyxmuena moxcuwunocm

EMOproTOKCHYRRAT MOTEHLAAN Ha RHKNO(EHAK HATPUH ¢ GHIT W3CIeNBaH HPU TPH KMBOTHHCKH BHIa
(rutex, Myinka, 3aek). [pM o3, TOKCHHHM 32 Maiikata, ca Cunu HaGmoJaBadd QeTanka CMLPT M
3abaseH pactex. He ca Ounu nabmopaBas Mandopmaumd. [ecTAUMOHHWAT [EPHON M
NPONBIDKHTENHOCTTA HA paxiade ca OUH yIBDKeH NPH NpWIoKeHue A3 IHKnodenak natpuid, He e
6uno HaGMOIABAHC OTPHUATENTHO BIMAHHE BLPXY deprmnnocTra. JosH Noa TOKCHYHHATE 33 MalikaTa
He OKA3BAT BIMAHHE BBHPXY NMOCTHATATHOTO PAZBHTHE Ha 38pO/MIIA.

6. PAPMAIIEBTUYHH JAHHH

6.1. CnECBK H2 TOMOIIHATE BEIECTRA
KapGomep

Hzonponsnos ankoxon
[Mpormnenrnukon
Merunnapaxunpokcubenzoar (E218)
Tlpeunctena Boaa

6.2. HecrBMeCcTHMOCTH
He ca wagectnu,

6.3. Cpok #a rognocr
3 (Tpu) rogunn.
Cpok Ha TOAHOCT CAER NBPBO OTRAPAHE Ha ATYMHHveBaTa Ty6a: 1 Mecen.

6.4. CieMaI¥H YCAOBHRA HA ChXPRAECHAE
Tlpu TemnepaTypa nof, 25°C, Ha cyxo H 3aIHTEHO OT CBETIMHA MACTO.
Ja ce cpxpaniBa Ha MACTO, HEAOCTRITHO 34 Acta!

6.5. Bug u chbappikalHe HA ONAKOBKATA

Ipennara ce 8 anymusnesa Tyba #ny B ONaKOBKA 110)] Hanarade 1o 50 g.

Io enna Ty6a MK ONAKOBKA NOX HATAraHe B KAPTOREHA KYTHA, 32¢HO ¢ HRGOPMALHA 32 NaLHeHTA.
He BCHYKYM BHAOBE ONIAKOBKH MOTaT Aa OBAAT MyCHATH HA Na3apa.

6.6. Crennanun npeanasHn MePKH NPH WIXBLPIAHE & paGoTa
HsMa cnenpaifd H3HCKBakMS.

7. DPATEXATEJ HA PASPEHIEHHETO 3A YIIOTPEBA
JAHCOH-BI 00[

yn. Orten Tlaucnii Ne 26, 2400 rp. Pagomup, bearapms

Ten.: 024519360

e-mail: office@danhson.com
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3. HOMEP HA PABPENIEHWETO 3A YIIOTPEBA -

PerucTpauyonen Ne: 20170248

9. JATA HA TIIHPBOTO PA3SPEINABAHEMOJHOBABAHE HA PA3SPEHIEBHETO 3A
YIIOTPEBA

Jata Ha mepeo paspeiuasane: 04.08.2017,
Jlata Ha nocneaHo MOZHOBABAHE:

10. JATA HA AKTYAJM3APAHE HA TEKCTA
aH, 2022 r.




