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MIHIcrEpcrBo oxopoHl4 3nopoB't yKpAiHH

AII "HayKo r uir rIeHTp rrp eBeHTuBuoi
ToKcHKoJrorii, xap.roeoi Ta xiruiquoi

6esrreKr.r
irueHi arca4eruirca JI.I.MeABeAfl MiuicrepcrBa oxopoHn l4opon'R

YnpaiHutt
03680, 

".K"iu-127, 
By,,r.fepoia O6opoHn,6; renetloH/ Qarc (044) 258-47-73;

E-mail : offi ce@medved. kiev. ua; rcoa CAPIIOY 01897 91 4
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rrloAo u BrArroBrAHocTr BrrMofaM yKpatHcbKoro caHtTapHoro
3aKoHoAaBcrBa ra €BponefrcrrcHx peruraMeHrin upo lierrl.rHi Aodanrcu
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Hassa o6'erra erccrreprrl3u: Aietn-nra Ao6asra XonapAI{Z[ / ChondrACID

Bupo6nurc: Labomar S.r.l., via N. Sauro 35lD - 31036 Istrana (Treviso), Iranis 4nr Perrery

Farmaceutici S.r.1., Corso San Lorenzo 1,37026 Pescantina, Verona (VR)' Iranis'
3aqnHrK: TOB (EJI KOMIIAHI yKPAIHA>, ropra4utlHa aApeca: ByrI. 3onoroycrincrra, 214, oQ.

17,01135 Knin, Yxpaina, alpecarraicqegnaxoAxenHt: eyn. IlanniBcbKa, 29,01135 Kuin, Yrpaitra,

rer. (044) 482-29-05.
CrclaA (peqeurypa) o6'erra eKcneprrr3r{: sriAHo in(fopuaqii saf,sreHoi y cneqz0ixauif,x

rr,rpo6nur<a ra cKJraAy, Br.rKJraAeHoMy B errlKeryeanni (nlaprynanni),uauoro AoKWeHry.

Y ni.qnoniAHocri e o(fiqifinuM rrr4croM (gerrapaqiero) nupo6HrlK 3aAeKJrapyBaB gasHa'reHufi

cKJraA, a ra1ont ni4cyrnicrr n o6'exri eKclrepru3l,I HapKorl,IrrHlrtx, cltJlbHoAiroqzx ra roKcH{H}Ix

cKJraAoBr.rx i ni4cyrHicrb y cKJraAi 4Neper, ulo Micrsru fMO (.{[n. cynposi.qHi aoryrvrenru).

CynponigHi 4orynreHrn:
1. Ceprusirar GMP (Inspection certificate) N. P1505 eil 10.01 .2017 p.

2. Cept"$i*at na niAuoniAnicru craHAapritM UNI EN ISO 9001:2008 JS17044 si502.I2.14 p'

4.

5.

6.

nu gannir C erti qual ity.
3. Cepru(pirar ua eiAnonianicrr
su4anutrt IQNet.

craHAapraM ISO 9001:2008 NslT-76769 nir 02.l2.l4 p,'

rlrrrBa Prot. DGSANAV/I. 5 . i.h. 3 . 2001 I | 6 sfu | 4.02.20 12.

HaHOMarepltullB,

vreranin ra rlprr

Cepru(firar Ao3Bony na nuPo6u
Cepru(f ixar s4opon' x ArIt eKcnopry sil 09 .2017 .

Texnorori.rHa AoKyMeHraqis Ha rrpoAyKT (cneqz$iraqit, cxeua nupo6uuqrBa, MeroAI{

rexni.ruoro i uixpo6iororiquoro KoHrporllo xiuqeeoro rpoAyKry) si109.2015 p.

7. 3pasor ceptu$ir<ary auanisy ni4 Bupo6rura siA 25-ll'2015 p.
g. [ernapaqii nupo6nuKa rrpo ni4cyrnicrr n crsla,qi npo4yrrin fMo,
HapKoTIrtIHt4x Ta nc[xoTpoIIHUX peqoBI'IH, necTIAqI,IAlB' foMoHlB' BaxKI',IX

nupo6truqrni ue nnroprrcroByBarracr iouisyoua pagiaqix sil 09.2015 p.

9. Cnequ(biraqii na cuponuny ni4 09.2015 p'
10. ,{er<napaqir (fisurco-xiMiqurx BrracrlrBocrefi ra rorcuroloriquoi 4ii upo,4yltra sia 09.2015;

1 1. InQopmauix, uayroni nireparypui gNepera crocoBHo BJlacrl,IBocrefi, oco6rrltsocreft ,qii

aNTI{BHHX KoMrIoHeHTis Aierfi'rgoi 4o6anru;
12. ,In([oprrlaqi.a croconuo BJracr]rBocreft, oco6runocrefi Aii artunuilx KoMnoHentis AierrqHoi

.uo6anrur.
13. Br,ruroeor 4epxanuoi cauirapuo-eniAeuioloriqnoi
Bit,25.ll.2013 p.

eKcrreprLI3I,I sia Ns 05.03.02-03 I 107 103

14. flpoer<r reKcry AJrr MapKyBaHHr (erurerynannr) npo4yrqii yrpaincbKolo MoBoIo.

15. Arr ni46opy aparxin sia 11 .09.2017 p.

16. 3parr<u o6'exraeKcrIeprlI3I'I.
TepuiH eKcrreprrr3rr rroAoBxteHo y 3B>q3r(y 3 HeHaAaHHqM sparrcin i 4orcyrvrenrin cnoe'racno.

Oqinra Aieruqnnxr liryna.rrrno-npoQi.rraKTrlqHr.rx ra cnolxrrBrrrrx BJracrrrnocrefi fipoAyrcry.

B AII "Hayronvft rIeHTp rrpeBeHTr,rBuoi rorcuronorii, xap.ronoi ta xiMi'rHoi 6eguexu irueni

ar<aAeuira Jl.I.Meane.qs MiHicrepcrBa oxopoHz s4opon'x Yr<paiHr,r" [poBeAeHo eKcrleprHrlft auanis

cKnaAy KoMrroHeHTis ra 6ionori.rHr,rx BJracrrrBocrefi cKJIaAoBI,Ix o6'erra eKcneprll3ll na ouroei

rr,rarepianin, Ha1alvrxnupo6uuroM, Ta AocrynHl{x AX n iuQopn'raqii.

O6rpynrynaHHs gieruururx ra bioloriqurlx BJracrlrBocrefi KoMrronenrin

Aiern.rnoi Ao6anrcu XonapAUlII / ChondrACID.

D-rJrrorcosavriny cylrQar - cinr npupoAHoro arraino-uonocaxapl{Ay rnroxogaltiHy, aHzuloriqsoro

eHAoreHHoMy rnroKo3anainy. Cruuylroe rpoqecfi cI,IHTe3y uror<ogauiuornixauy ra [poreorilirany
xprrqa, a raKox ni4nuurye yrBopeHur rianypononoi xncloru s cuHosianrnift pi4I'rni. lnror<ogalriu

cynr(far npurni.rye QepueHrn, rqo pyfinyrorb xptuoBy rKaHlIHy, B ToMy 'rucri KonnarcHa3y,

$ocr[olinary A2, a raKox 3Hr{xye aKrrsHicrr uigocovralrnux (fepnaenriu i paguralin
po3BI,ITKy

2

cyrepoKcrr4y. lnrorosarrain ynoniJlbHroe pyfiuynanur
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i nporpecyBaHHro apTpo3y. I-JlroxosaNaiu cynrtfar He BTIJIITBa€ Ha AI{xaJIbHy' cepIIeBO-CyAlIHHy i

lTJ"o;r'#:"#ff i"#ff trT?ffi ;"J"["J#,,,.X;#ff ;.'#"J::il:
ryyKrypy i Qynrcuii cyrno6on o xptura, rilnbMye Ilpouecu 4erenepaqii

xpxqonoi 
'vr"-JrJ - aJ--- . J 

"* 6.p*."t"-Tl_1 upouecin s rriruHax

cyrro6ono rronepeAlr(ae KoMrrpeciro cnoly*roi rranranra-.
I

llpuftou i
crpyKryplr xptilIoBoro MarpI''IKcy 3a paxyHoK rIlA

cu,rrrlymqii cI'IHTe3y rlporeorJlrKaHlB' Cnpuxe I

cIIoJIyKa, sra N'Iicrurr ciprcy, neo6xi4na. Als
a inurnx ntlAis rKaHIlH opranislvty' 3 siroNa

CM e$ercrueHo niAcunro€ KpoBoo6ir i crplrse

npanulsnifi po6ori N'r'sgie i cyxoNr'ur, noKpanlyrcq[ pP<rtuBicrl cyrno6in'

rianypouoBa Krrc,.rora _ xprruonoi TKaHr{Hr{, Hece Ha co6i ny6puranrni

$ynrqii, ro6ro 3Ma3yBaH roBepxoHb, sa6esueueunx pyxnunocri

cyrno6in. ,{eoiqur rianyp ol""t is ocHoeHux $axropin crapinna

oprauisrrly i suHuxneHlor pfl'ry 3axBoproBaHb'

3 neroro ni4rnepgNeHHr rKocri npo4yxqii 6ytru npone4eni AocliANenHs ruoAo nrraicry roKcl4rrHplx

enerrenrin ra : a uirpo6 ionori'rnz MI4 rIoKa3HI'IKaMI4'

Kpnrepii 6esreru ra Rrcocri, pe3yJrbrarra AocliAxeHHq'
Ta6rutls

i ererrenru:

fl

rrbrar (no nig-
HOIIIEHHIO,UO

H,{ ua MeroAI{

,uocniANenl
@arrruHe
3HaqeHHS

Hassa noKa3HI{Ka

loKcllqHl eJlelvrctrrI|;

Cnuneqr
Kaanifi'
Muru'sx
Pryrr

)o
0,1
1,0

0,01

<0,01
<0,001
<0,04
<0,001

focr 30178-96
focT 30178-96
focT 26930-86

MB 5178-90

BIAIIoBlAae

siAnosiAae
niAnosiAae
siAuosiAae

Minpobioloriqnr noxarr
KMA@AuM,r1t I

IIIKI{
I X 10' 1,6 x 10' CanlliH

42-123-4940-88

BlAnoBlAae

TIC BPI,flBJIEHO CanlliH
42-123-4940-88

siAnoniAae
E|KII (xoniSoPnra), n

0,1 r
HC

norrvcKaroTECq

HE BPI'BJIEHO CanlliH
42-123-4940-88

ei.unoniAaeE.coli,slr HE

rrorrvcKaeT6Cq

HE BI'I'BJIEHO CaHlIiH
42-123-4940-88

BlnnoBlAa€
S.aureus,elr HE

V(:I{R€TI-Cq

B.cereus, e 1 r 2x70" naenure { 0 CanlliH
42-123-4940-88

ei.unosiAae

nrenrue 10 CanlliH
42-123-4940-88

ni.unosiAae
llniceneeirpz6n,n 1r 1xl0'

Menure 10 CaulliH
42-123-4940-88

Br,4[OBlAae
,{piN4xi, n 1 r 1xl0'

HE BI{flBJIEHO CaulliH
42-123-4940-88

siAnosiAae
IIar. rraixpooprauiauu,
s r..r. 6aKrepii poay

caJIbMoHeJIa, s 10 r

HE

AOnycKaroTbct

. i.:

-:---20--p

["rnpooyuatn" npoaynty np*eAeni na erani naAasnr spasxin)



Xapuoni Ao6anrcu: xasqiro Soc$ar 8341, narpiro rap6oxcrarnnerl{JlllenroJloza E466, uafiriro

creapar 8572, rpevtriro AioxcuA E55 1,

B naAanux 3pa3Kax rpoAyKTy reHerI'ItIHo rnro4u(fironani opranisn'ru (fMO) ne srss;1eHi'

BIICHOBOK
l,r cynponi4Hlax Aol(yrlenrin, rpoBeAeHoi iaenrzQ iraqii
ananisy reKcry erllKeryBaHnr (rr'rapxynauur) rpoAyKr

eceHo Ao Kareropii Aierlt'{Hzx Ao6anor.

llpo4yrr XonapAI{Z[ / ChondrACID peKoMeHAyro$cx tfipuorc-nupo6nl'rKoM B tKocr]-

.Uieru.11roi Ao6aeK[ - AoAaTKoBofo Ax{epena L-rpzuro(faIly' MaIHiro ra inurux 6ioloriqHo

AKTI'IBHLIX PEIIOBLIII.

flierivna Ao6aBKa XonapAIIZ[ / ChondrACID nnpo6rrrerbcf, ronanauiero Labomar S.r.1.' via

N. Sauro. 35lD - 31036 Istrana (Treviso), Iranis i AoseoleHa go peanisaqii soeHiruHix ptIHKax,

rqo ni4rnepA)Kyerbcs roniero Ceprra(f irary :,4opon' x AruI eKcropry.

3riluo 4er<napauii Qipruz-nzpo6nura 
- s crraAi Aieru'rHoi Ao6asKIa Xon.upAIILIA I

ChondrACID ni4cyrni ncuxorponni, naprorr.runi, Aoninroei ra orpyfiui peuonnnn; reHervqHo-

r'ro4uQironani cr<laAoni; inrpe4ieHTu, orpllMani urrqxoN{ 3acrocyBaH't HaHorexnolorift'

O6'ercr eKcrreprrr3n: AieruqHa Ao6asra XonapAIlLI[ / ChondrACID He 3acrocoBylorbctr Ant

Aiarnocrrar<u ra nixynaHHr JrroAefi. a6o sNaiHz craHy i Syuxqifi opranisuy i rouy griAno qI'IHHoro

3 aKo H oAaBcrn a Yrp aiul,I H e € I irap crrcuvr n zaco6 arutu'

percovrenAaqii qolo BrrpoprrcraHHq: na niAcrasi posrm4y cynponi4noi 4onyrvreuraqii, ananisy

nayronoT inQoprraaqii, oqinxu Aieru.ruzx, dryraluro-npo(fiJlaKTI4tlHl{x ra cIroxI'IBtII'IX

"nu.rr"o.tet 
lierrE.r"oi Ao6asrrl, 3a pe3ynbraraMr,r ririeni.moi oqiuru - ga svicrou .uocliANenux

ToKour{Hr.rx erenrenrie ra uirpo6iooori"r"rfi rroKEBHr.rKaMI{ 3pa3KI{ ga3Ha'reuoi AierI{.IHoi {o6TY
siAnoniAarorr: Tzlrqaconuu ririeniqHuN{ HopMaT}IBaM nvicry KOHTilMHaIrrlB XlMlqHol I

6ionori.rHoi upupogu y 6ionorivHo aKrrrBHrrx Ao6asxax fH 4.4.8.073-2001(u. 1.6) 3arBepAXeHI'Ix

rrocraHoBoro loronnoro AepxaBHoro cauirapnoro rirapx Yrpainu Ns 131 si[,20.04'2001 p.

Taruu qrrHoM, BBaxaeMo o6'err raKr{M, rqo siAnosilae ,qiroqoMy 3aKoHoAaBcrBy Yxpaiuu, eC ra

uiNnapognoMy 3aKoHoAaBcrBy rrloAo 6esrequocri ra orpeMl4x rloKa3uurin sxocri i n'roNe 6yru

suropucraHufi sa [p[3HaqeHHsM y saflsrteuifi c$epi 3acTocyBauHt' Aierr,r.Ina Ao6asxa

XoujpAIlI,I[ / ChondrACID e 6esne.rnoro Ans 3AopoB'.t rro4LIHz i IrloNe 6yru nuropvcralJa 3a

flpr.r3garreHHsM .flK Aierra.ura Ao6asxa ra pearisonyBarl{cb qepe3 arlTeqHy Mepexy ra cneqialisosaHi

ru.*"n", cneqiarisonani ni44iwr roproBemHoi rvrepeNi; ue e lirapcbKllM gaco6ou - 3a yMoB

AOTprIMarIHt BI4MOT:

a) naannicru cepru(fir<ary 3AopoB'fl.Irs.eKcrropry (uiNnapogHoro ceprl{Qirary)

6j uarnuictu ..pt"6inary ananisy na npo4yxqiro ni4 Bupo6HI,IKa Ha KoxHy nupo6nnuy cepiro

npo4yruii;
n) roncyrrraqir nirapr nepeA cnoxl'IBaHH{M;

r) :a6esueqeHHr yMoB rpar{cilopryBaHHfl, BLIKopI,IcraHHt i s6epiranut rpoAyKqii, nepe46aueuux

Br4MoraMH uapo6urar<a, yMoB yrnnisaqii i sHurqeuHs -eriAHo qLIHHoro 3aKoHoAaBcrna Vrpainu;

g) eruxerra yxpaincrKoro MoBoro rroBr.rHHa uicrurracr na roNnift ynaronqi npo4yrqii; MapKyBaHHfl

gAificsroBaru y ni4noniAnocri 3 qr.rHHr.rM 3aKoHoAaBcrnou vrpainu.
lloragnraxn 6esueKu sri niAlsrarorb KoHTponro Ha KopAoHl: rllAntfae craHAaprHoMy

npr{KopAoHHoMy KoHrpoJrro, rqo nepe46aqae nepeBipxy aoryrvreuris ra nisyallny iHcuexqiro y

BI4rIaAKax, nepe46a'reHl,Ix III4HHI'IM 3aKoHoAaBcrBoM.

lloro.ruufi 4epNanunft cauirapuo-eniAelrioloriqHr,rft HarnflA sAificHroerrc.a y ei4uoniAnocri s

rrrrHHLIM 3aKoHoAaBcrnou Yxpaiuu.

cepii nupo6lesoi npo4Yrqii ua ourori naAanoi AoKWeHraIIii. llptlBracnoeor l:iitcrruir Ha

srr,rini peqeflrypl,I, rexnolorii BI,I|OTOBJIoHH', Iqo 3MIHIOIOTb u a6o



cnpuqr,rHrrroTb HefaTr{BHr{ft Brrnr{B Ha 3AopoB'fl JrroAefi, coepu 3acTocyBaHHfl.Ta yMoB BI{KopI4CTaHHt

o6'ema eKcleprrr3r.r Aarruft BI4cHoBoK BTpaqae clrny.
3apronnr,rr< Molr(e BrrKoprrcrarrr Harrnc, rrc rar<ufi, qo niArnepArrye BJracrrrBocri npo4yrcqii:

Terccr erlrKeryBannn (nraprynanna), rqo crocy€Tbcs acneKris 6esne.rHoro AJrfl rgopon'n
CNOTUIBAHHq:

Terccr Mapr(yBaHnr (erurcerynannn)

[iernvna Ao6anr<a XonspAIIII[ / ChondrACID
CrcraA: 1 ra6lerra uicrnm: D-rmoxogaviHy cynrt|n 2KCl - 500 vr (n repepaxynKy Ha

rnrorosaMiu - 295 ur), xongpoiruny cynr(par narpiro - 400 rrar (n repepaxyHKy Ha xon4poiruny
cynr(far - 360 ur), uerrancym(foninMeraH (MCM) - 50 rur, rianypouar uarpito - 5 ur (n

flepepixyHKy Ha rianypouony Kr.rcnory - 4,49 rrr).,[onouicrcui peuoeuHu: HarroBHroBaq rcanrqiro

$oc(far, cra6inisarop narpiro rap6or<cravrerr4JrrleJrroJlo3a, aHruKoMKyBaq rvrarniro creapar ra
rpentriro AiorcraA. Bes fMO.
PercoprenAaqii qolo 3acrocyBannr: 4ieru.rHa Ao6asKa lo paqioHy xaprryBanns., xrca rrtoNe 6yrz
peKoMeHAoBaHa rK AoAarKoBe Axspelo rnrorcosauiny, xon4poirzny cynr$ary,
Merlrncynb(fonimr,rerany ra riarypouonoi Kr.rcJrorr,r. Cnpuxe uoprvraniaaqii (pynrqiouynauur
cyrno6in. ,{ieru.rHi Ao6asrz He cri4 nuropr{croByBarrr rK :auiny uosHolliHHoro paqiony
xapqyBaHH.fl.

PercoprenAaqii qoao croxr{BaHnn: npuftuarv Aopocnuu i Airsu sfu12 poxin uo I ra6rerqi I pa:
Ha AeHb BnpoAoBX rrepruux 3-x ruNHie, B rroArrJrbrrroMy rro 1 ra6nerqi 1 pas y .qea AHi ua nporrsi
HacryrrHrrx 2-x naicrqie. He [epeBr{rqyBarr{ 3a3HarreHy peKoMeHAoBaHy rimr<icrr Int IqoAeHHoro
crroxkrBaHHr. llepe4 crro)KvBaHHtM peKoMeHAoBaHa KoHcynbrallix nircapx.

PercovrenAosaHnfi reprvrin cror(rrBaHns.z 2 rr,ricsqi. IloAanrure croxlrBaHHs criA y3roAXyBarLI 3

nirapeu.
Ilporuiorca3aHHq: niAu.rqesa .ryrmanicrr Ao oKpeMr,rx KoMrroHeHris [poAyKTy, narirnicrr,
nepio4 raxrauii.
(Dopua BrrrrycKy: ra6rerxz Macoro l,2r; 20 ra6nerox n yuaronqi.
Crpon lprrAarHocri Ao cnoxr.rBaHHfl: 30 rvricsqis.

Yprour r6epiraHnn: s6epirarz n opurisamsifi ynanonqi ilpr{ reMneparypi He Brrrqe 25 "C.
36epiraru B HeAocryrrHoMy Ans Aireft rrricqi.
He e .rrircapcbKrrM gaco6ou.

Bupodunr: Labomar S.r.l., viaN. Sauro, 351D,31036 Istrana, Treviso (TV), Iranis 4ur Perrery
Farmaceutici S.r.l., Corso San Lorenzo I,37026 Pescantina, Verona (VR), Iranis.
Ilpegcrannun/ivrnoprep: TOB (EJI KOMIIAHI yKPAiHA)), rcplrAr.rrma a1peca: Byn.

3ororoycrincrra, 214, oS. 17,01135 Kri's, Yrpaina, a;1peca uicqesHaxoAx(eHHs: nyn. llanniBcbKa,
29,01135 Kr,rin, Vrpaiua, rer. (044) 482-29-05.
Hovrep naprii nupo6nuqrna (Cepir J\b) ra repnrin rprrAarrrocri (ilpllgarnnfi go): nra:auo Ha

yuaxonqi.
Illrpux-rcoa (EAN-13) : :asuaueuo na ynaronqi.

Haft uenynanHr nigpos4ily: ri44in "Iucruryr nyrpuqiororii"
flpon.nayx.cuirpo6iruux ,

Kepinuurc nilli.ny

.M.Kapnoneqr

pyrrHqK


