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Kparr a xapaKTepvcrrrKa Ha rrpo KTA
m3nbfi Frfi Tnnnn Arm.tr.fi n n0 ngfiq*.BAT;I. I,IME HA JIEKAPCTBEHI{' IIPOAYKT

Eonaproc I 178 nrr Qu;rnrrapaHu .raOlerrcu

Bonartos 1178 mg Film-coated tabtets

2. KOJII,IqECTBEH I{ KATIECTBEH CbCTAB

Elna (punrraupana ra6rerxa cbAbpxa 1884,60 mg Glucosamine sulfate sodium chloride
eKBI{BaJreHreH Ha 1500 mg Glucosamine sulfate unn 1178 mg Glucosamine.

3a ntffrzq ctrprcbK Ha rroMoruHr4Te BerrrecrBa BpDKTe ro.ma 6.1.

3. JIEKAPCTBEHA OOPMA

@uruupaua ra6lerxa.
Eelu 4o MpbcHo 6etu, oB€urHr{, gnofiHo u3rrbKHzur,r, Suruupanra ra6nerxrr c Aenr4TenHa
rrepTa oT eAHaTa cTpaHa.

.{erurerurara rrepra e caMo 3a ynecHtBaHe Ha crrynBaHero, 3a [o-JIecHo nornbrrlaHe, a He 3a
Aa ce pa3Aer[ Ha paBHIr Ao3rr.

4, KJIIIH}IqHU NAHHLI

4.1 TepanenrlrqHrr [orra3ana.fifl

O6rex.rasaHe Ha cr.rMrrroMr,rre npu neK Ao yMepeH ocreoaprpl4T Ha KoJIrHoro.

4.2 loruponna [r HarrrrH Ha [prrJro)KeHrre

Buspacmuu:
EAHa ra6rerKa AHeBHo.

lfforosaruuH He ce npenopbrrBanpu ocrbp 6omos cr,rMnroM. O6rexqaeaHe Ha cr4MnroMr4Te
(cnequaruro o6ner.raraHe Ha 6onxara) He ce orraKBa rro-paHo or HsKoJrKo ceAMr4rrHo
TperlrpaHe, a B HrKorr cnfrau ra rroBeqe. Axo ne ce nonygu HrrKaKBo o6.nexqeHpre na
cI,IMnroMLrre cJreA 2-3 rvreceqa, no-HararbrrrHoro npr4naraHe Ha rJrroKo3aMr,ru rpa6na la6sle
upeorleHeHo.

Ta6retxplre Morar Aa ce rrpueMar c uru 6es xpaua.

.IlonrrHurerHa HHdopMauraq sa Apyru grgpacroeu rpynu:

Ila4ueumu 6 cmapltecKa s'npacm:
He ca npoBexAaHlr cnequillrHlr rrpyqBar'r4s.3arasuB'bspacroBa rpyna, Ho KJrr,rHr,rrrHr4sr onr,rr
rIoKa3Ba, qe He e ueo6xoAnMo Kopr,rrr4paue Ha Ao3ara rrpr4 3ApaBLr narlr4eHTr,r B HanpeAHaJra
Bb3pacr.

Mo4yr 1- AArvrnnucrparrrBHH AaHHrr u lrnQopruaq[s 3a rrpeArrrrcBaHe -
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trella u roHoutu:
Bonaproc He ce npenopbrrBa ra ynorpe6a or Aeua r4 noApacrBarrlu Ao l8-roAuurua B:b3pacr,
rufi raro HtMa AaHHI,I3a HeroBara 6egonacHocr u e$nracuocr npu ra3u Bb3pacroBa rpyna.

Hauareua 6u6pevua u/unu uepuodpo6ua Qynru4ua:
Hsua npelopbKll no orHoIIreHI,Ie Ha Ao3ara nprr [arlrreHTr4 c HaMaJreHa 6r6pevHa ulutm
qepHoApo6na Synxqzt, Tnit Karo He ca npoBexAanr4 npoyvtBaHvfl. c ra3r{ fpyna narlr4eHTr,r.

llporunouoKa3aHuq

Bonaptoc ne rpx6na Aa ce rrpnnara rrp]r raurreHTr4, Ko]rro ca aneprutrHr4 KbM qepynKr,r or
MeKoreJII{, rufi xaro aKTnBHoro BerrlecrBo rrpeAcraBnrBa eKcrpaKT or qepyrrKu or MeKoreJrrd;

- CBPbXIIYBCTBI{TEJIHOCT K5M AKTUBHOTO BEIIIECTBO I,IJII4 KbM H'KOE OT TIOMOIIIHI,ITE
BelIecTBa.
- Aeua Ha Bb3pacr tol,2 roAr{Hr,r.

4.4 Cuequalnu rpe[yrper(AeHrq u rpeAra3Hu MepKrr npu yuorpeba

Heo6xo.quua e KoHcynrar\nr, c neKap, 3a Aa ce ra3KJrrorrn Hiuruqrrero Ha craBHLr 3a6ottnauut,
3a KoI,ITo ce HaJrara la 6s4e o6cr.4eHa Apyra repaleBTlrrrHa zurrepHarvBa.

llpn naqueHTpl c HapyrrreH urroKo3eH TonepaHc ce npenopbqBa npocneArBaHe Hr,rBara Ha
KpbBHaTa 3axap pr KoraTo ce HaJrara npnnaraHe Ha nHcynr,rH ce npenopbr{Ba [pocneArBaHe
IIpeIH 3anoqBaHe Ha lerreHlreTo r{ [epuoAr{rrHo rro BpeMe Ha reqeHpreTo.

flpu uaqueHTLI c ycraHoBeH pHcK or cbpAerrHo-cbAoBr.r sa6onrsaHlrr ce npenopbqBa
[pocneA.f,BaHe Ha Jlilv4ure B KpbBTa, ruft xaro B peAKr,r cny-v'au npu nauueHTr4 neKyBaHr,r
rnKlKo3aMr.rn ce Ha6ruoAaBa xr.r[epxonecrepo JreMHr.

Onucan e cryvafi Ha o6oc'rpaHe Ha acrMarr,IrlHure cnMnroMn cneA Harraroro Ha JIeqeHLIe c
rnIoKo3aMI,In (cnunrouuTe orrrryMrBar cneA crrupaHe Ha rJrroKo3arvrun). llaqnenrprre c
6pouxuarua acrMa rrpeAlr 3a[oqBaHe Ha reqeHpre c rJrroKo3aMuH rpx6na Aa LrMar rrpe4Br4A, qe

C Bb3MOXHO B JIOIIIABAHE HA ACTMATLIqHI,ITE CI,IMIITOMLI.

JlerapcrneHurr rrpoAyKr cbAbp)Ka 6,52 mmol (r.uu 151 mg) narpufi Ha Ao3a. fla ce urv'a
[peABLIA npLI [arlueHTrd Ha 4nera c KoHTponr4paH nplreM uanutpuil

4.5 BsauMoAeftcrnue c Apyrr JreKapcrBenr.r npo[yKTrr r.r Apyrrr Qoprvru na
nrar.ruogeftcrBr{e

,{orna4nano e 3acr.rnBaHe e$erra Ha KyMapr,rHoBLr aHrr4KoarynaHrr4 (naup. BapSapun) npn
eAHoBpeMeHHo rIpI4noxeHI,Ie c fnroKo3aMun. flopa.uvra3:'ailpvtquna, narILreHTLr rperr,rpaHr{ c
KyMapLIHoBI,I aHTl{KoafynaHTr,r 6u cre4naro Aa 6rAar npocneArBaHr,r crpHKTHo rrprr
3arroqBaHe r,r 3aBbprlrBaHe Ha TepailvrflTa c fJrroKo3aMr,rH.

Mo4y.n 1- A4uulurcrparnBnrr AaHHrr n nnQoprvraqrrr 3a rrpeArrncBaHe -
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EguonpetreHHoro rlpunaraHe c rnroKo3aMr,rH Moxe Aa noBr4rxr4 pe3op6qurra r{ cepyMHr.rre
KoHUeHTpaIIr4uHa rerpall[KnulHvrre, Ho KJlr,rHr,rqHoro 3HaqeHr{e Ha roBa B3ar,IMo,EeftcrBr,re
BepoqTHo e orpaHuqeHo.

llopa4ra orpaHl,IqeHure AaHHr,r orHocHo noreHrlr,riulHo B3ar4MoAeftcrnze Ha fJrroKo3aMHH c
Apyru JreKapcrBa, rpx6na.{a ce r,rMa npeABr,rA eBeHTyanHa [poMsHa ua e$erra ulu
KOHIIeHTpaIIvtflTa IIpLI eAHOBpeMeHHO nprrnoxeHHe c.{pyrr4 MeAr4rIr.rHcKr4 npo.qyKTr4.

4.6 Eperrennocr rr KbpMeHe

Epeueuuocm:
Hcr,Ia AocrarbqHo AaHHI,I orHocHo ynorpe6ara Ha rJrroKo3aMHH rrplt 6penrenHu xeHr,r. flpoyuaauurra
[pI,I xHBorHu ca HeAocrarbqHu no orHorxeHne Ha BJrr,rrHrdero Bbpxy 6pelreuHocrra.
fmoxosaMlru ne rpr6na Ia ce r43rroJr3Ba tro BpeMe ua 6peuennocr.

Kupueue:
Hgua AaHHLI orHocHo eKcKperlr{tra Ha rnroKo3aMl,In n uafiqranoro MJUrKo. He ce ilpenopbr{Ba
ynorpe6ara Ha urIoKo3aMI4H or uafixara no BpeMe Ha KbpMeHe, tsit Karo HsMa AaHHr,r
orHocgo 6esouacHocrra 3a rerero.

4.7 E{enrn Bbpxy cnoco6nocrra 3a moQnpane n pa6ora c MarrrrrHn

Hsrua [poyqBaHux sa nrsgeficrBr.rero Ha rnroKo3aMr{H BBpxy cuoco6nocrra3a uro$rEpane u
pa6ora c MaIII,IHI4. llpn uorna Ha Br,reHe Ha cBrr urrvt c'r;larrvrBocr He ce npenopbrrBa
uro(fzpanero r4Jrr,r pa6ora c Marrrr,rHu.

Hexe.rranr.r JreKapcrBeHrr peaKrluu

Hafi-qecrure Hex(eJIaHI,I neKapcrBeHlr peaKllupr cBbp3aHlr c JreqeHr,rero c rJrroKo3aMr,rH ca
raAeHe, KopeMHa 6onxa, croMarlreH 4ucrortrtfopr, 3aneK n Avapus,. AoKraAeaHvr caa
rraeo6orue, orlraAHallocr, o6pun, crp6ex r4 3aqepBrBane. loxra4BaHr,rre He)KeJraHr,r
neKapcrBeHpr peaKrllru o6nxnoneno ca JreKLr n 6rpsoupexoAHr,r.

Ha ra6nuqara qecror araHaHe)KeJIaHI,ITe neKapcrBeHr4 peaKur,ru e r<racuQ ur\upariarro opraHr4
I4 cLIcreMI,I KaKTo cneABa: (rranoro uecrr.r (>l/10), .recru el/100 ao <1/10), Heqecru (>1i I 000 ao
<1/100), peAKLI el/10 000 ao <l/l 000), MHoro peAKr.r (<l/10 000), c Her.r3BecrHa vecrora (or
HiuluqHkrre AaHHr.r He Molxe la 6rle Ha[paBeHa oqenrca).

Moayr 1- AAunnncrparrrBnn AaHHn n nnQop*rau[q 3a rrpeA[rrcBaHe -
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Cr.rcrevro-opraHna
rcracnQur<aqlrfl rro
MedDRA

r lecrn (>1/100,qo <Ul0) Heqecru (>1/1 000 ao
<1i100)

C HenlsecrHa qecrora (or

HAJIUqHIiTE AAHHI{ HE
Moxe aa 6uae HanpaeeHa
ouesxa)

HapyrueHr.rr Ha HepBHara
cucreMa

f,raso6orne
oTrraAHaJ'locT

BHeHe Ha cssr

Pecnnparopuu, r'pb.uHr.r fi
MCAI4ACTI4HAJIHI,I HAPYIUEHI,I'

AcrMa,/BflorxaBaHe Ha
ACTMATUqHUTC CIiMNTOMI4

Crouauuo-vpenHu
HapyIl]eHr4t

faaese
Kopelrua 6orxa
C'rouarues gracxonaQopr

luapux
3aner

flonprulaue



Hapyurenur Ha Koxara r,t
NO.IIKOXHATA TbKAH

O6prr
Crp6eN
3avepsrnaue

Asnuoe.qeua
Yprnrapur

Hapyureuur ua
Naera6orllsN{a r.r xpaHeHgro

3axapeH Lua6er
Hea.qexeareH KoHTpoJI
XuneoxolecreDoJleMnt

O6urra HapyureHur n eQex'ru
HA MqCTOTO HA NDHjIO)|(EHUC

Eleua/IIepuQepHa eaeMa
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,{orla4naru ca cnyqau Ha xr4nepxonecreponeMvrs., BJIoIrIaBaHe Ha acrMarI,IqHI4Te cI,IMnroMI,I
r,r HeaAeKBaTeH KoHTpon Ha 3ixapeH Aua6eT, Ho TsxHaTa [putIuHHo-cJIeAcTBeHa Bpb3Ka c
[pxnafaHeTo Ha fJrroKo3aMI,IH He e ycTaHoBeHa.

Eonaproc Moxe Aa npuqrlHr4 yBenuqaBaHe Ha rrepHoApo6HLITe eH3]IMI{ LI ptAKo xbnreHllua.

Ilaqnenru c Diabetes mellitus
Konrpolrr Ha KpbBHara 3axap rrpu [aqueHTr,r cbc 3axapeH Aua6er ce BJIoIIraBa. 9ecrorara ne

e pr3BecTHa.

4.9 llpegornpane

Cuuurouure Ha cnf{afiHo prJrr,r cb3HarenHo rrpeAo3upaHe c rJIIoKo3ulMLIH Morar Aa BKrIoqBar

rnaBo6onue,3aMairBaHe, Ae3opueHTarlLtr, aprpantufl' raAeHe, noBpblrlaHe, I.vapvfl, LIJII,I 3aneK.

B cnyvafi Ha rrpeAo3r4paHe, Tperr4paHero c fJrroKo3aMI4H rp{6Ba Aa ce [peycraHoBll u Ia ce

Ilpunox(aT cTaHAapTHI{Te o6uu MepKLt 3a AeToKcI,IKaIIut.

B ruunuqnu fipoyrrBar'vrfl. eLilrr or ner 3ApaBr4 MJraALr yqacrHl,Iuu B v3cneABaHero e uonyql,ul

rnaBobonHe cneA uHoy3ufl Ha rJrroKo3utMI{H HaA 30 g.

,{onunureJrHo, eALrH cnyqait na cBpbxAo3a e AoKnaABaH 3a 12 roAI,IIrrHo MoMLIue, Koero e

rrofbJrHaJro npe3 ycrara2S grJrroKo3aMr.rH xr.rApoxnopul. flpIa Hex ce e Ha6nrcAaBiulo

aprpurtr4r^, noBptlrlaHe r,r Ae3oprdeHTarlur. flaquesrrara ce e Bb3craHoBI{JIa HarIbJIHo.

5. (DAPMAKOTOIIIqHU CBOTICTBA

5.1 OaprvrarcogrrnaMr{rrHrrcBoftcrBa

@apuaxorepaneBTr.rtrHa rpyla: Apyru nporrrBoBb3naJllrTeJlHv n lnporuBopeBMarI,ItIHI,I
cpeAcTBa, HecTepoLrALr.
ATC roa: MO1AXO5

fmoxosalanH npeAcraBn.sBa eHAoreHHa cy6cranr\vtfl,, Kotro e cbcraBHa rracr Ha
[onl43axapu4KaTa Bepl4fa B xpyurnHaTa MaTpHrIa u Ha TJIIOKO3tIMI,IHO|JII,IKaHI,ITe B
cr,rHoBra,IJrHara reqHocr. In vitro n in vivo npoyqBaHlrt rloKa3Bar, rle fJIIoKo3aMLIH crl{Mynl,Ipa
cLrHTe3a na $zrzorofurruure fJrroKo3aMr,rHornl4KaHl4 I4 rrporeol'nl,IKaHld B xoH.{poqvffure u Ha
xuanypoHoBa K[ceJr]rHa B cuHoBproqilT]rTe.
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flepno.urr Ha nporBa Ha orroBop He Mo)Ke Aa6rle oIIeHeH.

5.2 Oapmar<onrrHerrrqHrr cBoficrBa

horosai\ar.rH e cpaBHr.rreJrHo MaJrKa MoneKyna (uorerynno rerJlo 179), xoxro e necHo
pa3TBopuMa BbB BoAa u xzapoQunHr.r opraHr.rrrHr4 piuTBopr.ITenu.

Harprquata nnQoprvraqux sa $apnaaKoKlrHernKara Ha TJIIoKo3aMLIH e orpaHI.IrIeHa.
A6comourara 6uonarrrqHocr Ha rJIIoKo3ilMVH He e ycraHoBeHa.
O6enarr Ha piBnpeAeJreHr,re e npu6rursrareJrHo 5 L, a\n cneL LIHTpaBeHo3Ho npl4noxeHue e
npu6rur:uremto 2 uaca. flpu6Jrr43ureJrHo 38%o or uHTpaBeHo3Ho rlpllnoxeHara ,4o3a ce
e nvlMvrHvrpa HerrpoMeHeHa qpe3 y puHaT a.

ADME upoSulrr (pesop6qu.sra, pa3npeAeneHr.rero, uera6orvouala eKcKpeuuqra) na
fJrroKo3aMuu cynQar y xopa He e HarrbJrHo LI3tcHeH.

5.3 [pegrcrnn[rrnrl AaHHU sa besonacHocr

D-ffforosaldvrr uMa HLIcKa ocrpa roKcl,Iquocr.

Jluucear [poyrrBaHr,rr Bbpxy )Kr,rBorHrr rro orHorrreHr,Ie Ha roKclMHocrra cneA MHoroKparHo

flprlnoxeHrre, penpoAyKTVBHa roKcrrqHocr, MyrareHHocr H KaHlleporeHuocr. Perylraru or in

vitro u in vivo npoyqBaHr,rr Bbpxy )Kr4BorHrr noKa3Bar, qe rnIoKo3aMI,IH HaMaJrsBa ceKpeIILItra

Ha r{HcyJrLrH r{ prHAyuupa r.rHcynrrHoBara pe3ucreHTHocr BepotrHo qpe3 uuxu6upane ua

fJlroKoKr,rHa3ara e 6era KJIeTKHTe. KnnnuqHata 3HarlLtMocr e HeycraHoBeHa.

6. @APMAIIEBT}IIIH}I AAHHI,I

6.1 Cuucrrc Ha rroMoruHlrre BerqecrBa

CrpqesrlHa
llonr.r.qog K 30
Maxporon 4000
Marnesr4en creapar

O6nnnra
Xunpouelosa
TuraHon ALroKcLrA (81 7l )
Tarx
llponureu fJrlrKoJr
llonr.rcop6ar 80

6.2 HecrnprecrrrMocrrr

Henpzroxuuo

6.3 Cpon Ha roAHocr

36 ueceua

Moay.n 1- AAnrunncrparrlBHn AaHHII u nnQopuaqrrq 3a [peArlrrcBane -
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6,4 Cnequalru ycJroBrrfl Ha cbxpaHeHrre

JlexapcrneHrrrr npoAyKT He r,r3HcKBa clequanglr ycnoBLrr Ha cbxpaHeHr,re.

6.5 laHnu 3a orraKoBKara

Kourefiuep:
HDPE xonrefinepu c HDPE KararrKa Ha BHHr.
AIu/PVC/PVDC 6nncrepr{.

Pasrr,rep Ha orraKoBKure:
30 ra 90 $unrvrupauu ra6lerru.
4, 10, 20, 30, 45, 60, 90 Sramr,rupauu ra6lerxn s Alu/pVC/pVDC 6macrepz.

He scu'rxll pircMepu Ha orraKoBKr4Te Mo)Ke Aa ce npeAJrarar Ha na3apa.

6.6 Cnequa;rnu npeA[a3Hr.r MepKrr npr,r [r3xBbpJrflHe
Hgua crrequiIJIHLI I{3}rcKBaHLtr.

7. TIPITTE}KATEJI HA PA3PEIIIEHI,IETO 3A YTIOTPEEA
Blue Bio Pharmaceuticals Limited
5th Floor, Beaux Lane House, Mercer Street Lower Dublin 2
Llpr'auaut

8. HOMEP(A) HA pA3pErrrEHtrETO 3A yfroTpEEA
l,,lb 20090032

9. AATA HA TIbPBO PA3PEIIIABAHE/IIO,IIHOB.flBAHE HA PA3PEIIIEHI{ETO
3A YTIOTPEEA

05.02.2009 r.

10. .IIATA HA AKTYAJII,I3I4PAHE HA TEKCTA
Mapr,20l I r.
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