KPATKA XAPAKTEPUCTHKA HA TIPOAYKTA

1. HME HA JEKAPCTBEHHS TIPOAYKT

Juknak Makc 5 % ren
Diclac Max 5% gel

2. KAYECTBEH H KOJIHMECTBEH CBHCTAB
1 g ren ceabpxka 50 mg nuiiodenax narpuii {diclofenac sodium).

3a MeIHMA CIHCHK HA MOMOIMHHTE BELleCTBa BIDKTE TOUKA 6.1,

3. JEKAPCTBEHA ®OPMA

Ien

4. KJIHHUYHHA TAHHH
4.1 TepaneBTHIHA IOKAANAA

3a IOKANHO MPHIIoKEHHE [pH GOJKA, BR3MANCHHE H OTOK IPH:

- JereHepaTHBHM CTaBHM 3abongBaHnA (apTposa Ha TOJIEMHTE H MAlKH CTABH) HA KpaliHMIIATE H B
obnactra Ha rpEGEayHKA cTBEI0

- peBMarndHY 3a0OJABAHMA HA MEKWTE THKAaHH (BB3MAJEHHE HA CYXOKWIHATA H JIMTAMEHTHTE-
TCHIHHATH, TEHAOBATHMHHTH H OypcuTH, Gone3HeHa HEMOMBIKHOCT HA PAMOTO, BBH3MANCHHWE HA
MYCKYJIHTE H CTRBHMTE)

-  COOPTHH H OHTOBH TpaBMH (HaBAXBAHNA, KOHTY3HH, PA3TEKEHHS)

4.2 JA03HPOBKA H HAYAHA HA HPAJIOKeHHS

Hucrak Makce 5% rext ce HaHacA TOKANHO HA THHBK CJIOH BBPXY CHOTBETHHTE o6nacTH oT KoxkaTta 3-4
OBTH JHEBHO W ce BTpuBa BHMMATenHo. HeobxonMMoTo KONMHUECTBO 3aBHCH OT pa3iMepa Ha
Gonesnenara obnact. Hanpumep, 2 n10 4 g AuKIogeHaK Ten (KOMHMYECTBO BAPHUpAINO OT Pa3MEp HA
Yepema IO pasMep Ha JICIHHK) € A0CTaThYHO 34 JiedeHHe Ha obmact ot oxono 400 zo 800 cm?,
IIpoasyKHTEHOCTTa Ha IEUEHHETO 3aBHCH OT NOKA3aHHATA H KIHHHYHMA 0TT0oBOp. I1
PEMOPLYHTENHO € JiedeHHETo 1a Oble NpepasraefaHo clex 2 ceIMHIIH.

CrielHanH¥ NOOYIANHH
Heya u wonown nod 14 z00uny;

Hama pocrarsuno naHHM 32 epHKacHOCTTa H Ge30IAacHOCTTa NMpH €A ¥ IOHOMM noa 14 roauiuHa
BB3PAcT (BIKTE To9Ka 4.3 , IIpoTHBONOKasanHaA®).

IIayuenmu e cmapuecka ev3pacm (Had 65 200unu)
HsiMa aaHHH, KOWTO [la npeAnonarar, ye MallMEHTHTE B CTAPYECKA BBLIPACT CE HYXAAST OT pasjIHuHa
AO3HPOBKA HITH H3MHTBAT HEXCIIAHH peakii, palxiudHH OT Te3H IPH NO-MIaANuTE MallHCHTH.

Bvbpeuno yepesicoane -
HaMa naHHH, KOMTO Na Dpeanonarar, 4e NAUMEHTHTE ¢ GuGpeuHo VB
pa3znM4Ha 03a.

Yeprodpobuo yepexcoane

Mgg/hnf‘wf 6/J’Sﬂ
15-03- 2023



Hsama AaHHW, KOWTO Na Npearonarar, ye NALMEHTHTE C 4SPHOAPOOHO YBpEKAaHE ce HYNKAAAT OT
pa3M4Ha 1034,

Hauun Ha npHnoxeHHe
HMuxnak Makc 5% ren TpabBa 1a ce BTpHBa BHUMATENHO B KOMKATA.

Cnen npunoxeHHe:

Pruere Tpadea na ce m30npwar ¢ abcopbupatia xapTus (He TpaOBa A2 & MOKPH KBPIHUKH) H CITE],
TOBA [1a CE M3MHAIT, OCBEH aKO HE ¢a Ha MACTOTO Ha TpeTHpaHe. AGcopOHpalnara XapTHs Tpabea fa ce
H3XBBPIIH B KONIYETO Clief] ynoTpeba.

TlaupeHTsT Tpabra Ja H3yaka AuKIoheHaK redl Ja H3ChXHE MPEeaN B3HMAHE Ha Ayll/BaHa.

Huknak Make 5% ren Moxe fga ce npuiara npd nposexiaHe Ha ioHodopeza. Tasu dopma Ha
CNIEKTPOTCpaNuA 3acHnBa KOXKHATa neHerpaumsd, Juknak Makc 5% ren Tpabpa nia ce HaHacd mpu
OTPHIIATENEH MONIOC (KAaTOX).

AKoO ce Haslara npoyKThbT /ia Ce TIPHJiara 3a MOBEE OT 7 IHH TpH IOHOIIM Hajl 14 roaMHH 3a
ofnexyaBaHe Ha GOJIKHTE HIIH aKO CHMITTOMMTE C€ BIIOLIAT, MANMEHTHTE WIH TEXHUTE POTHTENH
TpaOBa Jla c¢ KOHCYIITHPAT C JIeKap.

4.3 IIpoTaBonokasanan

*  CBpPSXUYBCTBHTENHOCT KBM JHKNOQEHAK HIH KbM HAKOE OT  TIOMOLUHHTE BEIIECTBA,
H30poeHH B TOuKka 6.1;

e Jluknak Makc ren e npOTHBOIOKA3aH CHILO MPH NALKEHTH, NMPH KOKTO AleTHICATHLIAIOBATA
KHCEeJIMHA WIH IPYTH HECTEPOHIHA ITpoTHBOBB3NanHTenun cpeactea (HCIIBC) nposoxupar
acTMATHYHH [IPHCTHIM, YPTHKapHA HWIH OCTHP PHHHT (BXK. To4Ka 4.4., 4.8);

¢ Ilpes mocnenums TpHMecThp Ha GpeMenHoCTTa, Bik. Touka 4.6. Ymorpebara npu neua u
HOHOIH NMof 14 roaMInHA BL3PAcT € NPOTHEOIOKAIAHA.

44 Coenuanss npefynpexieHEs H NpeANA3HA MepKH IpH ynoTpeba:

O61lH HpeMopPHKH

BepoATHOCTTA 32 CHCTEMHH CTPAHHYIHH e)EKTH OT JIOKATHO NPHIIOXKEH JUKIODEHAK € MajlKa, B
CPaBHECHHME C HECTOTATA HAa CTPAHHYHHTE eeKTH MPH NALMEHTH, H3TON3BaIK AUKIodenak
nepopan#o. Brnpekn Tora, korato [luknak Makc res ce npuiara BepXy CpaBHHTENHO OGIIHPHH
49aCTH OT KOXKATA 32 NPOABIDKHTENIEH NEPHOA OT BpeMe, BEPOATHOCTTA OT CHCTEMHH HEKEIIaHH
peaKkuMH HE MoXe Aa c¢ H3KI0UH. B cywuaii Ha TakaBa rmaHHpaHa yrnoTpeda NpoayKTOBaTa
nHopMals 3a cucTeMEMTe GOPME Ha AMKNodeHaK e Heobxonumo /1a b pasrieaana.

Huiioenak re ce HaHacs caMO BBpXY 31paBa H HeyBpeIeHa KOXKHA MOBLPXHOCT (Takasa 6e3
OTKPHTH PaHH ¥ OTKPHTH HapaHABaHMa). He Tpabea na ce nomycka KOHTAKT C OMKTE HIIH JTHTABHITHTE.

Hurnodenak ren He TpaGBa la ¢e NONTHIIA NPE3 YCTATA.

B ciy4aii Ha nossa Ha OGPUB CIIeR IPUNOXKEHKe Ha TIPOLYKTA, NedenueTo Tpabsa a 6ne
IIPEKBCHATO.

Huinoderak ren moxe Ja ce M3MON3Ba C MpONMyCKIHBA NpEBPH3KA, HO He GuBa Ja ce jomycka
CTErHATO, HETIPOITYCKAIIO BB3AyX IPEBPH3IBAHE.

TNanuenTure Tpa6ea Na GbAaT HHCTPYKTHPAHH A4 GHAAT BHEMATEHH IIPH NYIICHE K
Or'BH TIOPaJH PHCK OT TEXKH H3rapaHusa. J{uxiodeHak ren csabpika mapaduH, Kogh
3anajiHM, KOraTo Ce HaTpyIsa BEPXY IUIAT (ApexXH, cnanHo Gesbo, HPERPB3KH U TA
ApexHTe H cnamHoTo GeNbo MOXE Ja HAMAllH HATPYIIBAHETO HA IPOAYKTa,
MpeMaxHe,




4.5 BianMojeHCTBHE ¢ IPYTH JEKAPCTBERH NPOAYKTR H APYTH GopmMn HA BIanMoelicTBHE

Twii xaTo crcTeMHaTa abcopBums Ha TMKITOheHaK TIPH TOKATHO MPHIOKEHHE € MHOTO MAMK2, TAKHEA
B3aHMOJCHCTBHS €2 MHOTO MAJIKO BEPOSTHH.

4.6 PepTUanTET, GpEMEHHOCT H KbpMeHe

XKenu ¢ AeTeposieH IOTEHIHAN

Hsama JaHHH, KOHUTO A3 NPEATNIoNnaraT HIKakRKl NPEMOPHKH 3a JKEHH ¢ ACTCPOAeH MOTSHIHAMT.

BpemennocT
JIumcRaT QOCTATHUHO AAHHH OT NPUIOKESHHETO Ha JHKIo(eHaK npr SpeMeHHH XKEHH He € NpOoydBaHo.

3aTosa AuKodeHak ren He TpaGBa fa ce H3IO3BA 10 BpeMe Ha GPeMeHHOCTTA.

HabGmopasas e prck ot 656peuno YBpeKaaHe Ha IU10/a ¢ MOCAeaBall OJTHrOXHAPAMHHOK, KOTaTo
HCIIBC (Brmounrenno auknodeHak) ca Hanonassany ot 20-Ta ceMHIA Ha GpeMeHHOCTTA HATATBK.

Juknodenak e NpOTHBONOKa3aH Npe3 TPETHA TPHMECTHD OT GPEMEHHOCTTA [OPAZH BE3MONKHOCTTA 1A
AOBENE N0 MATOUHA HHEPTHOCT H/HIIH NMPEXKAEBPEMEHHO 3aTBapAHE HA RYKTYC apTepHO3YC (BXK. TOUKH
43 1n5.3).

Kspmene
He e uspecTHO fanm nokanaO MPHJIATAHHA AHKIIO(EHAK Ce MIUTEYBA C MalfYHHOTO MJISKO. 3aTOBA HE ¢

TIpenopEiBa ynoTpebara Ha muknodeHak B NEPHOIA HA KbPMEHE. AKO Ca HATHIIC HEMPEOLOTHMH
IPHYHHH 32 YIIOTpeOaTa My B Nepioaa Ha KbPMEHETO, TOH He TpAOBa [1a ce HaHACK BBpPXY [bpIHTE
HIIH BBPXY OOIIHPHE KOXHH Y4acThLH, KAKTO B He GHBa Ja ce IpHIIara NpoALDKHTETHO BPEME.

DeprriuTer
Hama nannu 3a ynotpebata Ha IOKATHHTE NeKapcTBEHH (JOPMH Ha IHKIOdEHAK H HETOBHTE eheKTH

BEPXY GeprannTeTa NpH Xopa.
4.7 Edexrn BLpxy cnoco6HOCTTA 32 InodHpane B paGoTa ¢ MAIIHAHE

JloxanHoTo npuiokeHue Ha uKIodeHak HAMA HEKAKBO Bh3AeHCTBHE BEPXY CTIOCOBHOCTTa 3a
modHpane u paboTa ¢ ManIkHK.

4.8 Hexenans jexapersenn peakonm
Obobmenne Ba HeKENAHATE TEKAPCTBEHA PEAKINHE

Hesxenatmre nekapcTBeHH peakupH OT KIMHAYHM NPOYYBAHKA H/IWIH CIIOHTAHHH FIH JHTCPaTyPHH
cboBmenus (BIKTE IO-N01y) ca H3GpoeHH cipaMo cucTemMHo-opranaiTe MeDRA xnacose. Bre
BCEKH CHCTEMHO-OPTaHEeH KIac HeXKeJIAHHTE JIEKapCTBEHH PeaKkIiiK ca ToApeSeHH CIIope] 4ecTOTaTa,
KaTO HaH-9eCTHTe ca Ha MEPBO MACTO. BLB BesAKa rpyna no 4ecToTa, HEKENAHHTE JIEKAPCTBEHH
PeaKLMH ca MPeACTaBeHH ¢ HaMaABalla CEpHO3IHOCT. B HOIMBIIHEHNAE, 32 CHOTBETHATA KATErOPHA MO
4ECTOTA C¢ H3MO3Ba crieHaTa koHpeHLHA (CIOMS III) 3a Bcaka HexenaHa ieKapcTBEHA peaKimHA:
MHOTO 4eCTH (= 1/10), uectn (> 1/100 go < 1/10), Heuectu (> 1/1000 go < 1/100), penxu (> 1/10000
Ao < 1/1000), muoro penxu (< 1/10000).

Hudeximu u undecrannn

Mhuozo peoxu: [Iyctynosen o6pus

HapymeHns Ha HMyHHaTa cHCTeMa

Mhuozo pedxu: CBpEXUYBCTBHTENHOCT (BKIIOUHTENIHO YPTHKAPHA),

PCCHH@TOQHI{, FPBEAHH H MENNHACTHHAIHH HAPYIOCHHA

Muoz0 pedxu: AcrMa




HapyimmeHus Ha Ko:KaTa H NOIKOKHATA THKAH

Yecmu: JlepMaTHT (BETIOUMTENHO KOHTAKTEH ASPMATHT), OOpHB, €pHTEMA, €K3EMa,
NPYpHTYC

Peoxu: bynosen gepmarur

Mrnozo peoxu: Peaxipia Ha GoTOTyBCTBHTENHOCT

C neuzgecmua wecmoma: YC@]]I&HC 3a mapeHe Ha MACTOTO HA NMPHIIMKEHHE, CyXa KOXKa

CrereMuaTa abcopOiua Ha qHKTOGEHAK NPH NOKANHO NPHIOKEHHE ¢ MHOTO HUCKA M JOCTHTHATHTE
HHB2 Ha JUK/IO¢eHaK B MIa3MaTa ca MHOTO HHCKH, B CPABHEHHME C IUIa3MEHHTE HHBA CJIe]| NEPOpaIeH
npueM Ha aMKIodeHaK. BepoATHOCTTA OT CHCTEMHH HEXEIaHH PeaKLH (kKaTo CTOMAIITHO-YPERHH,
vepHOApoOHK WiH 6B0pevHH HapyllleHUs, HPOHXOCTIAZHM) € MHOTO HHCKA NPU JIOKATHO TPHIIOKEHHE,
B CpPABHEHHE € JECTOTATA Ha HeXeNaHH PeaKuHH [IPH NEepopaeH pHeM Ha ANKNopeHak. Berupexku
TOBA, aKO JUKIO(EHAK Ce M3MO/I3BA Ha IO/IMa IUTOLT BPXY KOXKATA H 38 [POJb/DKHTENCH IEPHOA OT
BpEME, & BB3MOXKHO /13 BE3HUKHAT HEXETaHH PeaKHH.

Cpobmiapane Ha OJO3MpPaHH HEKENAHK DEAKLIVM

Cpo0imaBaneTo Ha MONOIHPAHH HEMeNAHHA PEAKIMH clie]l paspelliaBaHe 3a yNoTpe6a Ha TEKAPCTREHHA
TIPOAYKT € BaxkHO. ToBa IMO3BONIABA JIa MPOIBIDKH HAOMIOAEHHETO Ha CHOTHOLIEHHETO MO/I3a/PUCK 3a
NEeKAPCTBCHUA NPOAYKT. OT MEIHIIMHCKHTE CIICLHATHACTH C€ W3HCKBA Aa choOIMaBaT BCAKa
MoI03HpaHa HeKe/laHa peaKLiMa Ypes HALHOHAIHA CHCTeMa 3a chofmasane kbM M3mbIHHTEIHATA
arcHIIHA 1o JIeKapceTBaTa, yi. ,,Maman I'pyer” Ne 8, 1303 Codun, Ten.: +35928903417, yebeaiir:

www.bda. bg.

49 IIpenosnpane
Cnabara cuctemHa aGeop6iuma Ha ToKanHuA AuKIodeHak MPaBH NPENO3HPAHETO TBHP/E HEBEPOSTHO.

Bce max Moxe J1a ce 04aKBAT HeXENaHH peakiyy, MoA00HH Ha Te3H, HaGMOAABAHM NIPH [IPEIO3MPAHE
¢ TaOneTkn AUKIOQEHAK, B CTYYaH, He 0 HEBHUMAHHE € MOThIHAT zuxaoenax ren (1 Ty6a ot 100 g
CBOBPKA €KBHBANICHTA Ha lg Auknodenak Hatpuif). B ciyuali Ha HeBONHO MOTNIBINAHE, NOBENO HO
CEpHO3HA CHCTEMHA HEXKeNIaHa peakiuud Tpabea Ja ce NpeanpHeMaT 0GHUYaiHITE TepaneBTHIHH MEPKH
3a JICYCHHE Ha OTPABAHE C HECTEpOHIHH IMpOTHBOBB3NAIIMTC/IHE CPECTRA. Moxe Ja ce€ HMa 1npe BHA
CTOMalllHa IPOMUBKA H aKTHBEH BBITIEH, 0CODEHO aKo € CKOPO CJie)] ITOrThIAHETO.

5 ®APMAKOJIOTHYHUA CBOHCTBA
5.1 PapMakoJHHAMHEYIHHE CBOHCTBA

ATC xox: MO2AALS
PapMakoTepaneBTHIHA I'Pyna: HECTEPOUIHH NPOTUBOBBINANNTETHH 33 JTOKATHO IPHAOKEHHE

Mexanuzpm Ha JelicTBHe W hapMakoAHHAMHYHH CBOMCTBA

Huxnodenak HaTpHii € HECTEPOHIHO NPOTHBOBLIMATHTEIHO M AHANTETHHHO CPEICTBO, AOKAAIO
CBOATa e(HMKACHOCT NMpPH oOMu4aiiHO BBIMATEHHE IPH MOJENH HA JKHBOTHH upe3 MHXHOuUIHA Ha
MPOCTArNIAHAKHOBATA OHOCHHTE3A.

Ilpn npanokenwe npum xopa awkiIoeHaK HATpHil HaMalsiBa GONKATa, OTOKA M IIOHIKABa
TeMNepaTypaTa IpH BBINAIMTENHMA mnpouec. OCBeH ToBa AMKIODEHAK HATPHIl OOTHCKa
HHAyIMpaHata oT AJIQ TpomOOLMTHA arperaims.

Knmawana edrkacHocT ¥ 6e30macHOCT

Huxmax Make e npoayxT ¢ nobpe ycraHoBeHa ynoTpeda.
5.2 DapMaKOKHHETETHH CBOlCTBA

Abcopbums




Komiectsoro Ha aukinoenak, pesopbupano npes koxata ¢ IpONOPIMOBATHO Ha
NPOABILKHTEHOCTTR HA KOXKHHA KOHTAKT ¥ Ha IUIOLITA OT KOKaTa, MOKPHTA ¢ JHKIO(eHaK-
CHALPHRAMHA I'ell M 3aBHCH OT 00I1aTa JOKaIHA 1034, KAKTO M OT XMIPaTAI[MATA HA KOXKATa,

Pasnpegenenne

Ciien npunoxenye BEPXy KoXara, JHKIO(EHAK CE HATPYTIBA B J6pMAaTa H GaBHO ce 0CBOGOKIABA OT
ACTIOTO KbM LEHTpaHOTO KphBooOpantenue. [TepkyranHara pesopbums (6uoHanuuHOCTTa) Ha
AuxiodeHak, onpe/iesicHa B CPABHATEHH IIPOYIBaHHA (II€POpaTHA/IOKAIHA) & OKOJIO 5%.

Huxutodenak ce cBbp3Ba 99,7% ¢ mia3mMeHHTe MPOTEHHH, TNABHO ¢ anGymuH (99,4%). MakcHManHure
[LNIa3MEHH KOHUEHTPALMH Ha AMKIoheHak ¢a 0koo 100 MbTH no-HHCKH ClIE IOKATHO TIPHIOXKEHHE
Ha req, cpaspxai 1% nuiodeHak B cpaBHeHHe ¢ NepOpaiHO MpHeT THivioderak. CaMo IUTa3MeHHTe
HHBa He Ca JOCTaTh4HH, 33 Ja 00ACHAT HaOmoxaBaHaTa TepanesTH4Ha epexrusaocT. T4 ce ofsacusnra
[I0-CKOPO ¢ HAJTHYMETO Ha TEpaleBTHYHY THKAHHH KOHLICHTPAUMH HA TEKAPCTREHMA NPOAYKT 1101
MACTOTO Ha AIUIHKALHA ¢ BEPOATHO pa3fIHuHa NEHETpalMa KbM MACTOTO HA JeHCTBHE criopen
CTENEHTa M BUAA Ha 3a00NsIBaHETO, KAKTO U B 3aBUCHMOCT OT MACTOTO Ha MPHIIOKEHHE K ACHCTBHE.

HikonkoanesHata ynorpe6a Ha rena, ceaspxanm 1% AMKIOpeHaK BBPXY BE3NaNeHH KHTKH NpH
NALHEHTH C NOMHAPTPUT BOAH A0 NpHOMH3uTenHO 20-70 ITBTH NO-BUCOKH KOHIEHTPALMH B
CHHOBHA/IHATA ThKAH HA JIEKYBAHHTE MALMEHTH OTKOJIKOTO B IU1asMata. 3aMepeHHTe KOHIIEHTpaMH
Ha AHKIOQeHaK B CHHOBHATHATA TEKaH ca Mexay 0,41 u 8,62 umol/’kg. KonuenTpatuute B
CHHOBHAJIHATA ThKaH OTHOBO 3HAYHTENHO HAABMILABAT IUIA3MEHHTE HHBA.

Bu chopm aHe

Cnen veproapoGen MeTaGonH3bM (XHIPOKCHIMpaHE, TIOKYPOHHPaHe) GapMAKOIOrHUHO
HCAKTHBHHTE META00/HTH Ce eTMMAHKPAT HATLIIHO, TTIaBHO upe3 GLGpermTe (oxono 70% ), HO CHIIO
H 9pe3 jorbukara. JIo ronaMa creneH He3aBrcHMO oT 4epHOApobHaTa H 6LOpeyHara yHKInM,
EITMMHHAIIMOHHHAT MTONYXHBOT € OKOIIO 2 yaca.

Egexmuenocm u nonocumocm

B ngoiino cnsmo, miane6o-KOHTPOINPaHO NpoyuBaHe, ePeKTHBHOCTTA H IOHOCHMOCTTA Ha JluKilak
Tl Ca H3C/eBAHU MPH NeucHHe Ha 267 NalMenTH ¢ OCTEOAPTPHUT Ha NPLCTHTE Ha philete. B
CPaBHEHHE ¢ TaLe6o, TPHCEAMHUHOTO JIEYEHHE BOAH [0 3HAYHTETHO peAyllHpaHe Ha Gonkata ¢
JlvKiak re B cpaBHEHMe ¢ TbpBoHauanHaTa Gonka. Kakro J{uknak rej, Taka u mwianeo uMar
€AHakBo Ao0pa MOHOCHMOCT.

53 IIpeakTAARYHA JaREH 3a 6e30nacHoCT

Joranna nonwocumocm

Cnen noxanno npunoxenwe Jquinak Make 5% Ten ¢ Jokasan, ue € NPOAYKT ¢ Hal-MaTbK MOTEHIHAN
Ha ceHCHOWIM3MpaHe @pH TECTOBE ¢ JKMBOTHH. He ca yCTAHOBEHHM TPH3HAM Ha
doTocencuGHH3HpaKe cnpamo Jukaak Makc ren

Cucmemua nonocumocm

Ocmpa moxcuunocm

Ilpoy4yBaHus Ha OCTpa TOKCHMHOCT HE ca TOKa3alH CEH3UTHBHOCT NpH pa3NMYHH >XKHBOTHHCKH
BHIORE,

Xponuuna moxcuunocm
XpoHHYHATA TOKCHYHOCT ¢ GHNa W3Cle[BaHa MpH TUTBXOBE, KyueTd H MalMyHH TpH nepopanﬂo
npunoxenue. [IpH TOKCHIHE A03M, Pa3IAYHA B 3aBMCHMOCT OT BHAA, Haa 0,5 wiu ]
Tero ca 6riu HabmogapaHu A3BH B ACTPOMHTECTUHATHUA TPAKT K [POMEHH E
KJIETKH,

Tymopozenen u mymaeenen nomenyuan

HaTpHi.



TIpoABDKHTENHATE NPOYYBAHKA 38 KAHLIEPOrEHHOCT TIPH TUTHXOBE H MHIIKH He ¢a MOKA3ATH JAHHH 32
TYMODPOTEHEH TIOTEHLIMAT,

Penpodyxmusna moxcuunocm

EMGPHOTOKCHYHMAT NOTEHIMAT Ha AMIIO(EHAK HATPHI € GHI H3CIEBAH NPH TPH JKHBOTHHCKH BHJA
(mnex, mumka, 3aex). I[Ipym 103H, TOKCHYHN 33 MaiikaTa, ca GWIH HaGOnaBaHM deramHa cMBPT B
3abaBeH pacrex. He ca 6wm HaGmozasauu MandopMauvs. ['ecTAMOHHHAT NepHOX H
HPOXBLDKHTENHOCTTA HA paxJaHe ca GHIM yIB/DKEHH IIPH NPHIOKEHHE Ha auxinodeHak Harpuii. He e

Orno HabIMOAABAHO OTPHIATENHO BAMAHME BHPXY QepTHnHOCTTA. JI03M NOJ TOKCHHHHTE 38 MafKaTa
HE OKa3BaT BIIHAHHE BBPXY IIOCTHATATHOTO Pa3BHTHE HA 3apOJMIIA.

6. PAPMANIEBTHYHH JAHHHA

6.1 CHoECBK HA MOMOIHATE BEOIeCTBS

Xunpomesosa

Makporon - 7 rinuepon koxkoar

Hionpommnos ankoxon

IIpeuncrena pona

6.2 HechBMecTHMOCTH

He ca u3secTHn.

6.3 Cpox Ha rogacct

CpOKBT Ha rOJHOCT HA POAYKTA € 3 FOAMHH OT JATaTa Ha mPOM3BOACTBO. [Ja He ce mpunara cre
H3THYAHE HA JiaTaTa, O3HAYeHA BBPXY OIaKOBKATA.

CpOKBT Ha rOJHOCT Clle/l ITBPBO OTBApsHE Ha Ty6aTa ¢ 12 Mecela.

6.4 CoenBaTHH yC/I0BHS HA ChXpAHEHHE

Ha ce cvxpansra npu TemMneparypa nog 25 °C.
Ha ce cexpansaBa Ha MecTa, HEAOCTHITHH 3a AeLa.

6.5 JAHHH 33 ONAKOBKATA
OpuraHanuu onakoskH, chaspxamu 50 g, 100 g u 150 g ren.
6.6 CrenHa/IEN OpeAnA3HE MEPKH NpPR H3XBLPJIERE B paboTa

Hama cnierpaansay u3vckBaams,

7. MPHTEXATEJI HA PAZPEIIEHHETO 3A YIIOTPEBA
Hexal AG

Industriestrasse 25

D-83607 Holzkirchen, 'epmanns

8. HOMEP HA PASPEIIEHHMETO 3A YIIOTPEEA

Per. Ne 20010462




9 JATA HA IBPBO PA3PEIIABAHE 3A VIIOTPEFA HA JEKAPCTBEHHS
MMPOIYKT

Jlata Ha mepeo paspemasane: 15.05.2001
Jlara Ha mocneano nogxoesBane: 28.07.2011

10. JAATA HA AKTYAJIMIUPAHE HA TEKCTA

06/2022




