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2. KOMYECTBEH H KAYECTBEH CbHCTAB

Enna ¢unmvupana Tabnerka coaspka 1884,60 mg Glucosamine sulfate sodium chloride
exsupaienTeH Ha 1500 mg Glucosamine sulfate win 1178 mg Glucosamine.

3a IBJIHHA CNUCHK Ha TOMOMIHUTE BEIIECTBA BHKTE Touka 6.1.

3. JIEKAPCTBEHA ©®OPMA

Oummupana tablieTka.

Benn 10 noutd 6eld, KphIiH, IBOMHO H3NMBbKHAIN TabNeTKH ¢ ASTUTENHA YepTa OT eIHaTa
CTpaHa.

Jlenurennara 4epTa € caMo 3a yJIeCHABaHEe Ha CHYNBAHETO, 3a I0-JIECHO MOITBINAHE, a He 3a
Iia ce pas3zieid Ha PABEH JO3H.

4, KJANHNYHHA JAHHH

4.1 TepameBTH4YHH NOKA3AHHS

O6neKyaBaHe Ha CUMIITOMETE IIpH JIEK JO YMEPEH OCTEOAPTPHT Ha KONAHOTO.
4.2 Jlo3HpoBKA H HAYHH HA IPHIIOKEHHE

Bw3pacmnu:
Enua tabnerka JHEBHO.

['moko3aMuH He ce MpenopbuBa IpH ocThp Sonkon cumnToM. ObIeK4YaBaHe Ha CHMIITOMHTE
(crennanHo obnexyaraHe Ha HolkarTa) HE C€ 04AKBa MO-PAHO OT HAKOJIKO CEIMHIHO
TpeTHpaHe, a B HAKOM C/IyJaH H TI0BeYe. AKO He C€ IIONy4H HAKAKBO 00/IeKueHHe Ha
CHMITTOMHTE clief] 2-3 Mecela, 10-HaTATHIMHOTO NPUIIAraHe Ha TIIOK03aMHBH Tpa6ea 1a 6b1e
npeoleHeHo.

TabneTkuTe MOTAT J1a ¢ IpHeMar ¢ HiH 6e3 xpaHa.
OUOBJIHMTENHA HHPOPMAITHS 32 H Bh3PacTOBH IPYIIH:
Hayuenmu 6 cmapyecka 6b3pacm.
He ca npoBexaaHH CIIeLHaTHK MPYYBAHHUS 3a Tasd Bb3pacToBa IPYNa, HO KITMHMYHHUAT OIAT

I0Ka3Ba, Ue He ¢ HeoOXOAMMO KOPHTHpaHe Ha J103aTa 1Y 3[paBH NallUCHTH B HANpEIHaa
BB3pacT.
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Heya u ronowu:
JIoneHno He ce npenopnyBa 3a yrnorpeda oT ela B noApacTeai 10 18-roJdmHa BB3pacT,
Thif KaTo HAMA JaHHHM 3a HerosaTa 6€30macHOCT H epUKACHOCT IIpH Ta3H BB3PACTOBA rpyIa.

Hamanena 6vbpeuna u/unu yepnoopobua gyuryus:
HsmMa npemopbKH 110 OTHOIIEHHE HA J[03aTa MpH NandeHTH ¢ HaMalicHa OB0peuHa n/um
yepHOApoOHa HYHKIIKS, Tl KaTO He ca IPOBeXIaHH MPOYIBAHUS C Ta3H IPylla IauHEHTH.

4.3 IlporHBonokazaHus

Honenuno He TpAOBa Na ce MpHIara MpH NaHeHTH, KOUTO ¢4 aIEpTHYHA KbM YEPYIIKH OT
MEKOTENH, ThH KaTO akTHBHOTO BEILECTBO NPECTABIIABA EKCTPAKT OT YEPYIIKH OT MEKOTEIIH,
- CBPBXYYBCTBHTEIHOCT KbM AKTHBHOTO BEIIECTBO MM KEM HAKOE OT IIOMOIIHHTE
BEIECTBA.
- Iena Ha BE3pacT MoA 2 TOJHHH.

44 CoenHaJHH NpeIyNpe;KACHNSA H MPeANa3HH MEPKH NpH yoTpeba

Heo6xoaumMa e KOHCYITAUHS ¢ IeKap, 3a Ja ce M3K/II0YHN HAIMYHETO Ha CTaBHM 3a00aBanus,
33 KOHTO C€ Hajnara aa 6u1e o6cbaeHa Apyra TepaneBTHYHA alTepHATHBA.

le'l NMalHeHTH ¢ HAPYIICH ITTIOKO3€H TONIEPaHC ¢¢ NpeIopbuBa MPOCICAIBaHC HHBAaTA Ha
KPBBHATA 3aXap H KOraTo C€ HaJlara NpHjiarane Ha HHCYJIHH C€ IIPCophiBa mpocJcAsSBaHe
Ipead 3aN04YBaHe HA TEYEHHETO H IICPHOJHYHO 10 BPEME Ha JICUCHUCTO.

TIpH naIMeHTH ¢ YCTAHOBEH PHCK OT ChPACYHO-ChAOBH 3a00NIBaHUS Ce IPENOphYBa
npocieAsBaHe Ha JTUITUIHTE B KPBBTA, THH KaTo B PEAKH CIy4Yad NMpH MAl[MeHTH JEKyBaHH C
IITIOKO32MHEH ¢e Ha0ToAaBa XUIIEPX0IeCTepOIeMHs.

Omnucas e CJ’IY'-I&I':I Ha 0600’1'135[1-13 Ha acCTMaTUYHHTC CHMIITOMH CJIC] HAYAJIOTO Ha JICUCHHE C
INTIOKO3aMHPH (CHMH‘TOMHTC OTIOYMABAT CJIE] CITHPAHE Ha 1"JII~0K033,MHH). TlanueHTHTE C
GPOHXHB.TIHa acTMa IMpelH 3al104eate Ha JICUCHHE C ITHOKO3aMHH ’I'p)lﬁBa Ja uMart InpeaByun, ue
€ Bp3MOXHO BJIOITAaBaHC HA aCTMaTHYHHTE CHMIITOMH.

JlexapcTBEHHAT MPOAYKT ChABPkKa 6,52 mmol (iwm 151 mg) Aarpuit Ha no3a. [la ce uma
TIpeJBAJ IIPH [TAIHEHTH Ha JHeTa ¢ KOHTPOJIHPaH IIPHEM Ha HATPHH.

4.5 BsaumogaeiicTBue ¢ APYrH JIEKAPCTBEHH NPOAYKTH M APYrd GopMH HA
B3aHMOJeHCTBHE

JloknaaBaHo € 3acunBaHe eieKTa Ha KyMapHHOBH aHTHKoarylIanTH (Harnp. Bapdapun) npu
eJHOBPEMEHHO IPHIIOKEHHE ¢ FIiokosaMuH. [lopaan Tasu mpu4mHa, TANUEHTH TPETHPAHH C
KYMapHHOBH aHTHKOArynaHTH OU cienpano Ja ObaaT IpocaeaAsBaHH CTPHKTHO IPH
3amoyBade d 3aBbPOIBAHE Ha TEPANHATa C ITIOKO3aMHH.
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EAHOBpPEMEHHOTO MPHJIAraHe ¢ [IIOKO3aMHH MOXE Ja IOBHINH pe30pOIMATa U CEpYMHHTE
KOHILIEHTPAlH HA TeTPANUKIHHATE, HO KIIMHINYHOTO 3HaUYeHHE HA TOBA B3aMMOJeHCTBHE
BEPOATHO € OrPaHUIEHO.

ITopanu orpaHHYEHHTE JaHHH OTHOCHO IIOTEHIHAJIHO B3aUMO/IEHCTBHE Ha [TIIOKO3aMUH C
IpYTH JieKapcTBa, TpsOBa Ja Ce MMA IPEBH] €BEHTYaIHA POMSHA Ha edeKTa HIIH
KOHIEHTPALMATA IPH €IHOBPEMEHHO IIPHIIOKEHHE C APYTH MEJHIMHCKH NPOAYKTH.

4.6 DpeMEHHOCT H KbpMeEHe

Bpemennocm:

Hsma HOCTATEYHO JAHHH OTHOCHO YIOTpefaTa Ha IIIOKO3aMHH npH GpeMeHHH JKeHH. [IpoyyBaHHiATa
npH XKHBOTHH ca HEAOCTATHEYHH MO OTHOLUCHHE HA BIIHAHHUETO BBPXY 6peMeHHOCTI‘a.

' moKo3aMFH He Tpa0Ba a ce M3I10.13Ba 10 BpeMe Ha GpeMeHHOCT.

Kvpmene:

HsiMa IaHHH OTHOCHO €KCKPEIHUATA Ha IIOKO3aMHIH B MalfiaHHOTO MILIKO. He ce npenopriBa
ymorpe6aTa Ha [IIOKO3aMHH OT MalfkaTa 1o BpeMe Ha KbPMEHE, ThH KaTo HAMA JaHHH
OTHOCHO $e30MacHOCTTA 3a JAETETO.

4.7 EdexTn BBpXy crocofHocTTa 32 Mopupane H paboTa ¢ MANIHHA

Hitva IpOyYBAHHS 33 BB3AEHCTBHETO Ha [MOKO3aMHH BBPXY CHOCOGHOCTTA 32 modupane 1
paGota ¢ Mammuau. [IpH 10582 Ha BHEHE HA CBAT HJIH CHHIIMBOCT HE CE MPETIOPEIBA
modHpaneTo HiM paboTa ¢ MAITHHH.

4.8 Hexenanu JleKapcTBEHH pPeaKilHH

Haiji-ueCcTHTE HEXeENAHH JEKAPCTBEHH PeaKlMH CBEP3aHH € IEYCHHETO ¢ INIIOKO3aMHH €a
rajeHe, KopeMHa GOJKa, CTOMaIIeH JHCKOMBOPT, 3aneK u adapus. JIoknansany ca u
r1apoGoHe, OTIALHATOCT, 00pHB, CEPOEXK 1 3auepBsaBane. [JOKIaIBAHUTE HEXCIIAHH
JIEKApCTBEHH peakuny OOHKHOBEHO Ca JIEKH i OBP30IPEXOTHH.

Ha Ta6MIaTa 4ecTOTATa Ha HeXeIaHHTE JIEKAPCTBEHH PEaKilMH € KIacHQHIMpaHa 110 OpTaHy
¥ CHCTEMH KaKTo ciefpa; (mMuoro wectd (=1/10), wectn (21/100 no <1/10), HewectH (=1/1 000 1o
<1/100), peaxu (21/10 000 no <1/1 000), MrOTO peaKH (<1/10 000), ¢ HeM3BeCTHA YeCTOTA (OT
HeTHYHETE JAHHH He MOXe fa 6b/e HanpaBeHa ONEHKa).

CucremMo-opraHaa Yecrn (21/100 ao <1/10) Heyvectn (21/1 000 oo C HenzpecTHA 4ecToTa (OT
<1/100) HANHTHHUTE JAHHH HE

macm]mlcamm no ' moxe na Onae HanpaBena
MedDRA OlIeHKA)
HapymeHns Ha HEpBHATA I'nasoGonue - Buene Ha CBAT
CHCTEMa OTIAIHANIOCT _
PecupaTopHH, TPBAHM H - - AcTMa/BIOLIABAHE HA
MEIMACTHHANHE HADYUICHHA | - - ACTMATHSHHTE CHMITOMY
CroManiHO-YpeREH I'anene - INoepsmiane
HapyureHus Kopemua Gonka -

Cromawen muckomgopt

Juapns

3anek
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Hapywerna Ba koxara H | - O6pus AHrHoeaeMa
MONKOKHATA THKAH - Coupbex YprHEapHa

3agepnaBaHe
Hapymenns Ha - - 3axapen quaber
MeTaboIH3IMa U XpaHEHETo R HeanekeaTteH KOHTPOA

B XmnepxonecreponeMus
O6um HapymeHns U edekth | - - Exema/Tlepudepna enema
Ha MACTOTO Ha MPHIOXKEHHE

I.IOKJ'I&.I[B&HPI €a CIy4YaH Ha XHIIEPXOacCTePoIeMis, BIONIaBAHS Ha aCTMaTHYHHUTC CHMIITOMH
H HeaAeKBaTCH KOHTPOJ Ha 3aXapcH I[Haﬁe’l‘, HO TAXHaTa NPUIHHHO-CIIEACTBCHA BpPb3Ka C
OpHANAraHeTo Ha MNIIOKO3aMHH HE © YCTAaHOBCHA.

I[OJIeHHO MOXe Ja NpHYHHH YBCIH4YaBaHe Ha ‘-IepHO,E[p06HPITC ¢H3UMH H PAOKO XBATCHHIIE.

ITamuenTn ¢ Diabetes mellitus
KoHTpO/TET Ha KpPEBHATA 3aXap MPH MalHEHTH ChC 3aXapeH nuaber ce sioniasa. Yectorara He
€ U3BecTHA.

4.9 IIpemosupane

CUMIITOMHTE Ha CJIy4aliHO MM CH3HATENHO IPEeJo3HpaHe ¢ TIOKO3aMEH MOTaT Jia BKIIOUBAT
rnapoGoue, 3aMaiiBane, Je30pHEHTalUs, APTPANTHS, TaACHE, IOBPBILAHE, AHAPHS UM 3allek.

B ciyuaif Ha mpeno3upaHe, TPETHPAHETO ¢ TIOKO3aMKH TPAGBa Ja ce IPEeYCTaHOBH M Jia C&
NPHIIOXAT CTAHAAPTHATE OOINH MEPKH 32 ACTOKCHKAITHS.

B KIMHHYHH [IPOYYBaHHA €AHH OT IIET 3paBH MIIAH YIaCTHHIH B H3CJIEABAHETO € IOy Ml
rmaBoGosHe cnell uHdy3Hus Ha rmokozaMuH Ha 30 g.

JIOIBJIMHATENHO, EIUH CIy4ad Ha CBPBX/03a € NOKIAIBaH 34 12 roguImHO MOMHYE, KOETO €
OrBIHANO Ope3 YeTara 28 g NIIOK03aMuH XH/poxiopus, ITpy Hes ce e Habmonasano
apTpaNrys, MOBPbIIaHe H Je30pUeHTAIMs. I[alueHTKaTa ¢€ € Bh3CTAHOBHIIA HATBIIHO.

5. ®APMAKOJIOTHYHH CBOMCTBA
5.1 ®@apmakoIUHAMHYHM CBOHCTBA

(apMmaxoTepaneBTHYHA IPyNa: APYTE NPOTHBOBB3NAIMTEIHA H /MpoTHBOpEBMaTHIHH
CpelcTBa, HECTEPOHTH.
ATC xox: MO1AXO0S

['moKO3aMHH Ipe/CTaB/IsIBa eHI0TeHHa CyOCTaHnus, KOATO € ChCTaBHA YacT Ha
[OJIM3aXapHIHATA BEPHUTa B XPYIIIHATA MATPHIlA ¥ HA ITIOKO3aAMHHOTIMKAHUTE B
CHHOBHATHATA TeUHOCT. In vitro ® in vivo Ipoy4BaHKA ITOKA3BaT, Y€ NIIOK03aMUH CTHMYJIHpA
CHHTe3a Ha (OH3HONOTHYHHTE [TTIOKO3aMHHOIJIMKAHK H MIPOTEOTTHKARH B XOHPOLMTHTE H Ha
XHATypPOHOBA KHCEIHHA B CHHOBHOLATHTE.

MexaHHu3MBT Ha AeicTBHE Ha IMIOKO3aMHH HE € H3ACHEH.
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[epronsT Ha IpOsBa HA OTTOBOP HE MOXKE Aa Obe OIleHEH.
5.2 DapMaKoKHHETHYHH CBOHCTBA

['moko3aMuH € CpaBHHTEIHO MaJIKa MOJICKYNa (MOJIEKYIHO Terno 179), koATo € IecHo
pasTBOPHMA BbB BOJIa H XUIPOGHITHA OPTaHUYHH Pa3TBOPHTEIIH.

Hanpunara uathopMalins 3a (papMakoKHHETHKATA Ha [NIIOKO3aMHH € OTpaHHdYcHa.
AGcomoTHara GHOHAIAMHOCT HA TMOKO3aMHH HE € YCTaHOBEHA.

O0eMBT Ha pasnpe/eleHle € npuOau3ATenHo 5 L, a ty, cnel HHTPaBEeHO3HO NIPHIIOKEHHE €
npurOm3HTenHO 2 Haca. [Ipubnusurenso 38% OT HHTpaBEeHO3HO MPHIIOKEHATA 103a C¢
eJIMMUHHpa HeIIpOMEHECHA Upe3 ypHHATa.

ADME npodursT (pe3opOuuaTa, pasnpeneneHneTo, MeTabon3Ma H eKCKpennaTa) Ha
IIFOKO3aMHH Cy1(haT y Xopa He € HaIlbIIHO H3ACHEH.

53 [peaxIHHHYHH JAHHH 332 6e30MACHOCT
D-T'moxo3aMiIH HMa HECKA 0CTpa TOKCHYHOCT.

JIumcBat npoy4BaHus BPEPXY KHUBOTHH MO OTHOIICHHE HA TOKCHYHOCTTA CJIEJ MHOTOKPaTHO
TIPHIIOKEHHE, PEIPOIYKTHBHA TOKCHYHOCT, MyTareHHOCT M KaHIIEPOTeHHOCT. Pe3yrrath ot in
vitro # in vivo npoyuBaHusA BEPXY KHMBOTHM ITOKa3BaT, Y€ [NIIOKO3aMHH HaMaJIBA CEKPEIHATa
HA HHCY/IHH M HEAYTIEpa HHCYJIHHOBATA Pe3HCTEHTHOCT BEPOATHO Upe3 HHXHOUpaHe Ha
IIIOKOKHHA3aTa B 6eTa KineTkute. KIMHHYHATA 3HAYMMOCT € HeYCTaHOBEHa.

6. GAPMATIEBTHYHH JAHHH

6.1 CoHchLK Ha NOMOITHHTE BEHIECTBA

Cupnesnna
IMoeumon K 30

Makporon 4000
MarHe3ueB creapar
XumpoMenosa

Turanos aquoxcra (E171)
Tanx

Oo6BHBKA

[IponusnieH IITHAKOI
[Tonucopbar 80

6.2 HecbBMeCTHMOCTH
Henpunoxumo

6.3 Cpox Ha roaHOCT

36 Mecella
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6.4 CpoenHa.JIHM YCJI0BHA Ha ChbXpaHeHHe
JlekapcTBeHUST NPOAYKT He U3HCKBa CIENHAIHH YCIIOBHA HAa ChXPaHEHHE.
6.5 /lanHH 3a ONAKOBKATA

Konreiinep:

HDPE xonteiinepu ¢ HDPE kamnayka Ha BUHT.

PasMep Ha OMaKOBKHTE:

30 u 90 dounm TabneTkn

He BcHYkH pasMepH Ha OIMAKOBKHTE MOXE Ja C¢ NpeIaraTr Ha Iasapa.

6.6 CneumanHu NpeaNa3IHA MEPKH NPH H3XBLDJIAHE
Hsma cnenvanay H3HCKBaHHA.

7. TIPHTEXATEJ HA PASPEIIIEHHETO 3A YIIOTPEBA
Blue Bio Pharmaceuticals Limited

5th Floor, Beaux Lane House, Mercer Street Lower Dublin 2
Hpnannus

8. HOMEP(A) HA PASPEIIIEHHETO 3A YIIOTPEBA
Ne 20090032

9. JATA HA ITBPBO PA3ZPENIABAHE/TIOAHOBSBAHE HA PASPEIIEHHETO
3A YIIOTPEBA
05.02.2009 r.

10. JATA HA AKTYA/IN3INPAHE HA TEKCTA
Omu, 2009 1.
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