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o6ulecreerru re nopl,LtKH. ce ct(Jlo HacTor[uutT l(ofo Melr(/ly:
"B EPAYFI

"MHOtOIIPOOI4AT-tA ri

npoBeIeHa rpoqeAypa 3a

3A AKTI4RH Altr{lll1ztr - lIoBPI4rl', AA
l4 g crnri nblbU)bt|gorr reL

.rtt. 112 u cl. or 3arcoHa :a

" EOOll, cr,c ce o rp, Cotjrur 1528. rTrpec ua
yrrpaBneHr4e 6yl, "XplrcroSop o:rynr6" 64, crpa4a , oQuc 111, Ill4lt 175016820,
npeAc-ra BnrrBaHo or Xopcr LI {roep a Manrfperi I MapLte, erricala lpo(ypa 3a

ran u lJe'r, p I{ oe Aceuon, npeAcraBl4 TeJ'rcrBo o.f
npo(yplrcrr4re 3aellro

flanr.rera tr4sar'rona luAlrrona-iZo
ABAMATA YTIPABI4 TCJII,I 3AEAHO, OT

ollpeAeJreu :a u:nr,lHurel c Penr

0009, c upeAMer: ,,flocranxa rra IeKapcTBeHu AYK'r!{-

loaan ocl epra e ornp npouelypa 3a
flpu:roxeune Nq 1, rie AeJIHa iIaCT OT r{

(2) Ilenoerz'r'e npegrro r'ra npoAaBaqa ca
(3) flporHolrara ocf ua AocTaBKaTa,

e ua o6nlectner{a fiop bqxa,
AOfOBOp.

ocoqeHli n llpurronrerue Nl 1,

nocoaleHa B AoKyMeHTa4r.rrrTa 3a

nue Nq 29 / 21 uoeNre

I4J]I4 OT

u 2011
e na o6llecrnena no TI4N

3aA6nr(eH ue 3a

rpoqeHra) or o6utu.g

ynpaBr4Ter 14 rrpor(ypHcu,
I OA. Ha Bb3nO)I(I4TCJrr CJIeA

"orrpr,rra" Ns 00083-20I7-
o6qra, :a o Hr( oJ I o rrlr{u r{

sa6o:rrsaHuq n 3a IuaJr43Ho ". rapnuarr flPO AI] I,1

"MilofoIrPo@ BOJIIII4UA 3A HO JIEqEFTT4E -AOBPI4II" AA
rp. l[o6puu, c6c ceAaJrulr(e 14 Fra ynpaBJreHr4e: rp. o6prlu, yn. "flasafior Xu.roe" 24,
EMK 124 1 4 1 302, npeAc'r'annrBaH or [-p Tpncf ou B:r e LlopaaHon - J4:ur,,rur.r'relrer.t
AHpe(TOp r{a IpyxecTBo'l'o, Hap a KVfIVBAV

Crpauule ce crropa3 3a cJre/lHoTo:

nPEIMET HA AOr' BOPA 14 tlEFII4

Lheu i.(1) flpo T JIpOI(aBa Ha rra JeKapcTBeHr4Te npoayr(Tx! 3a
I{OI4TO e

c6fnacHo

o6rqecreeHa [op],.rKa He no
o6ev,

rla aa fr4 3aKynr{ B uocoLieH}.rrr

CPOKOBE 14 FIA HA rrjrAI_rlAHE

roArr4cBarieTo My r.rjlr4 Ao c1l3

ueHTpajrr43lrpaHI4 eneKTpoHHll
0KJIIOaIBaHe'fo r.ra AOfOBOp C apyf

He flo-trparbr( or'60 % (urecrrl
AOCTaBKATa.

M'CTO IIA I43

grqfi;t aofoeop e 12

eTo rla ycJtoBr4r 3a
prone. floronopr.r Il,Jl)r(aBa AeHCTB|eTO Cr4

I.i'rer cnea r rpo e tIa o6llecrneHo Iropbr-rKa,
vlr. I rexapcreeuu pollynrrr tue 6'r,Aa'r' ttoc raBrrlra

rlaca, cJIeI 3a'IBtBaI{eTO AM.24 (ana4ece'r n rrernpn

a rrpoAaBaqa cyMa no o'rleJrua /locrztBr{a r-(e 6LAc

9len 2. Cpox'sr ua n (4naua71ecer) Mecela o'r' Ia tara
,(oc failKa cJleI npoBe)t(aarieTo

IIA

tla

AO

ofrllen 3. floco.Jenure
npoaaBaqa Ha K)4ryBaqa B cpo( o f

t{.rreu 4, f$.nxtu nara
nrrlcHa ol KynyBaLla no 6arrrr

rfucn 5. Cpontr na ro ocT FIa aocTaBeuIlTe

cMe IKa r'ra npoA qa B cpot( lo 60 (nrecrAecel')
r(aneHl(apHr1 arrr4 cneA IocTaBt(a H /laBaJreTo r{a oT npoAaBaLra.

er{apcrBeHu rrpo/lyKlr4 rpl6ea 4a e
cpoK ra foAHocT r{]]M MoMe}r'l'a Ha

14 NP AHt TI^ COBC] BIIJOC IIN
9nes 6. 3a I'rgclo rr

''MliAJI-l [o6Prv" A/( Ip. I[o6prr.r
Llrren 7. C o6c'rseu

lIocTaBqr.re Ha Ie
y.rr. "Ilauaiior Xi.rron"
Br,pxy,(ocTaBrrHr.r'l'e

IIbJTHOTO HJIh I IAU fH I LIIO TO ILM ofHBalIe rrpe M r] Il aBx

npolIyKTI.l ce orrpellejrrr



AOBPl,lLI 930(l IX yI' ftaHanol

I{OraTO e O6{BLIJI B 3a.f, BJIeHI-ie10 3a yLIacTLIe IIOJI3BaII

.4HA OT CI{JIIOqBaUeTO Ha IOTOBOp 3a Ir oAr.T3 rITrI g ell r.Ie

'MHOIO]IPOOI4AHA B

rpHeMaHeTo r..tM Ha M{c'roTo r{a
paBr-ro3HaaleH IoKyMeHT.

qr. 23, an. 1 or 3JlllXM z
etpaxacuocr no 3JTIIXM;

3A AKTT,IT]H All.i ]lll 14 E -,I_lO tj trtirl'

e c rrpHeM

BaprrT Ha [.I3t4c

(3) He:anucllvo or
oTfoBopHocTTa 3a Lr3rrljrHeHI.ie Ha

npeIMeTa r{a aofoBo
B1]3MOlt(FtOCTTa Aa

l4 g e'mail: oblb@bergon rrel

JTaRa leJreI trpotol(o-r k.14 !,pt I

LILI AOfOBOp 3a IIOl(lt3ITrJrHeHLIe,

Ha troAl43rrr'JrHr,rren. B cpox 4o 3

lIa AoIr:bJIFII4TenHO CrIOpa3yMeHr{e

H3IIOJI3Ba I LO-1L3 bjltri4, c. Jti

Ha JreKapcTBerrri npol{yr(Tr4 II0
3a KaqecTRo, 6e:onacuoct tt

nPABA 14 3AlIb I-ll4_[ HA |TPOAABA
9,rer r 8. (l) ttpo T C AJI6XeI-I Aa C

66,ar.2 u ll or3Oll

3a 3aMtHa Ha nocoqeH B 3atBle eTo IIOIX3]I'bJIHI4TeJI nbJIIIIiTeJItT I-i3rpaqa KOIIIIe Ha
AOIOBOPA }I'IIi FIA AOIIIJIHI,I'TCN]{
qe ca I{3n:hJlHeHu ycnoBHqTa no

cnopa3yMeHr.te Ha )nr4'tenr 3aeallo c /(oI(a3aTeIcTBa,

(2) llo4r.r:nr,rrrr FItIrlaT npallo /(a Bb3JIal'aT eaHa I4Jlu ltoBeqc o,1'

I(eRHOCTr.rTe, r(OH]'O Ca BKJrK)qeHrr 3a II OALl3 t IT)JIIIeHIZ e,

foBopa 3a 06 l IropT,rJKx e Ha [poAaBalra.
(4) I{ylynaur'r nlua u3BspIxBa lIr.lpeKTrrrr IlJrauarr14 { c llonu3tI6nr.rr4TenuTe
9ren 9. llpo4aeau o'r Itn:b)neH Ia IocTaBr Jr KapcTBCHr.r IpoAyt( th. Kol.lTo \,{d I

pa3perxeHr4e :a ylorpe6a ulu yA 3a peflr

9,reu 10. I{euara ua n
I4 3 ITCITB AH I{ 

' 
:

perynr{pauara qeFra rro llpliloxre
onaxoB(a, ri3rrr.rcJreHa Ha 6a3a pe4)

r{neu 11. B c:r

KapcTBeHLi're npo lpst6na pa orloBaprr Ha cne;1trure

1. Ilpe4nalaHara q Ita JreKapcTBeHLITe

flosl4rr4nnr4rI JIeKapcrBeu cnl4c'bl{ :an:rarqan a c uy6
e.Jrll 2 or ftllC, rr

r.rrHa crofiHocr 3a

2. llpe4rarana ra qeta JIel(apcTBeFrr4Te nlto

qelli4 Ha Jl

JleKapcKo npeAu4caHl4e r.r npoAaxHH rI
oTnycr{aHr.{ no nel{apcKo npelnll e (Perlrcrtp Ha rpeA

nofaTo IrpoaaBarr:hT

AyI{TIt, KOTTTO Ca B(Jr}OqeHId

cpelcTBa, Aa He e IIO-BIICOI{a

B

OT

HA

! ll3B'rrH 're3r4 uo r', 10. i.. aa ue
e no-BHcoKa or trpeTle,ruara (rvt uMalHaTa frpol.( ueHa Ha rpe6Ho), rocoqerra B

Peraclspa Ha MaKcraMalrHl4'f e npo Hr4Te npoAyrrrtr, orlycratru 6c:

qera B Korolrc V (croilrrocr
HHuparrara irIHeBr.ra Ao3a).

BH Ba Jre(apc rBeHHTe npoAy(Tl1,
qeur,r).

AOCTaBq ne(apcTBeHr.I npoayr(Ttl,
c:ba1)p)Kaxlr4 HapKoTHqr'ra BerI Tesu neKapc'rBelIIt AyItru rp-a6ea Ia orroBaprr'l' Ha
r'{3r.{cKBagr.rrra r-ra ql. 68 or 3KHll

Lhen 12. llpoganaur,
JIeKapcTBer.rlr npoAynTIi.

e Anb)I(eH Aa LI3naAe e cpox rparrypa 3a AocraBeritr4re

TIPABA 14 3 HI4-S HA KY1IYBA
r{reu i3.(1). Ityryna T nMa rrpaBo Aa lt Bep{Ba Konl4qecT]loTo Ha Bcgl{a

OrlerHa aocTaBKa, KaTo npr4

rrpo4aBarra B cpoK or 24 \aca.
(2). llpu yc faHoB C HA HECTTOTBETCTB{,I

e lulbxeH Aa yBeIoMr4nel(apcl Ber' , n po,DyK rH KynyBarrn
/ t\ Lr^^. ^----^--,,\J./, rr\!DULD!rrrDrr HA KOJIfiqCCTBOTO

npoTor(oJt, cl,cTaBeH oT KoMr.rcr4rl
(4) B crY'rai, ue nPo

u/unu 2 ocnopu nucMeuo H I]CTO HA KAq
My oT ynbnlroMouleH opfaH IIJIa paTopr4{.

Llreu 14. I{ylyeaur,.r
HarruHa 

't 
B cpoKa, olpeAeneHr] B

e e AJI'Lxelr aa yBeaoNIH

B T(A'TCC IROTO a AOu. aB(|lH tC

AaBaLra B cpox or 24 uaca.
KaqecTBoTo ce yc'raHoBrlta c

OB'BAHC HA I]

HA OT AJI6)I{H

r n cpon 4o 24

AN'b)I{EH AA 3AIIJIATI4

nuIIa rra (yrryBaqa.
cJIeA yBeAoMrBaHeto no al. l

, TOr.r MO)ne a uoK npoBep(aTa

no

/
.//z,z

//q-

qxlu.s ao|oBOp.

yfoBopeltaTa uc a tr patN4epr.



Ail6Lr q 9lu) M )r "llaHnrl0l

.'MHOIOilPOO14A}IA B

HEYCTOI4KI4
9reu 15. ( 1) flpu

(ABaI(eCeT 14 qeTLIpr4J qaca,

(Hyna urno, eaHa aeceTal lra cro
:a6asa.

rlpr4 nol4cKBar.re oT cTpar{a Fra

3aaT,Jr)xeHue r(ynyBaq:r,T HMa

CTOI4HOCTTa Ha HeKarIeC', teHaTa A

nyrryBarrsT HMa rrpaBo .44

aocTaBqHK, KaTo pa3nrlKaTa M

3a cMeT(a Ha npoAaBaqa.

llpoayKrr-i

Aa 3aKyrrr4

3A AKTI]BH AETIEHV E - AOBPr4g',
14 E ernail: oblb@bergon.nel

a r'ra [poAaBarra c
qTrT r4Ma rrpaBo /14 lr HeycTotKa B

Ha IOCTaBI{a O'f

CTO14IIOCTTA HA Ha lJ. AOCTaBKa 3a

roseqe or 24
nnerren uc O I

ecerlr 24 ,raca

foaFtoc'r Ha

HeycTor.{(a B

(2) flpu ycraHoB e Ha }recboTBelCTBH il KoJruqecTBoTo, Itpo.{dBd9T)T e

KynyBaq:hT riMa [paBo .r]a n
JIIIIICBalllOTO KOJII:lqeCTBO.

n.r l4 tracr flnu u

r-reycrotKa B pa3Mep

(l) llpn ycrarroBrBau Ha Hec 60 tBeTc'fBue B
lla ,,roc raBa reKapc rBcll npu c yfoBopeHoTo I(aq

ec'r'BoTo, npoaaBaqbT e AJI'I]xer-r

ANT]}KEH AA AOCTABI,I JII-iIICBAUIOTO

oT cTpaHa Ha KyrryBarra B cpoK

I{OJIUqeCTBO ftplt Cne

B cpon or 24

rIeHaTa no AofoBopa

aTa .4ocTaBKa, a IIpu IoIic(BaHe
IIT,.]IHEHUC I]A TO]]A 3AI6JIXE}IIIE
5 (ner) ua cro or croilr.rocrra Ha

HreH 16.(1) l1pn Ha rrpoaaBaqa Aa A
Hnh np 3a6aBa IoBeLr o'r 48 (.rcrr..rpr{/tece I x
nco6xoAr4MuTe My ne

npu cne/lBarrlaTa AocTaBIta, a
IIpu neu:nr,:rneHue Ha roBa

Jer(apcrBerrr.r npoAyn f r'1 o'f /_lpyf

4eilcreureriro 3anJIareLrara rloua e

fi ratBcHh te M) ner(a|ctBe||fi
oceM) Lraca, xynyBaqlT r.iMa lrpaBo

Aa onyqr.l Heycro B pa3Mep Ha 5 (uer) Ha cro or

(4) B crryuar.rre rro usen 2 n 3, arco npo q'r,T rJc lloc'raBJ.I )lofoBopeHoTo,
Heo6xoAr.rMHTe My

npoAyr(rrl or yf AocTaBarr.{r(.

AeacTBUTenHO 3annaTeHaTa rler{a
9reH 17.(1) llpu a

no-KpaT'rrr( oT cpoKa r{a

KAKTO CJICABA:

(2) B c,ryualire lo o.4HaTa aJII4Het Melr(Ay ueFrara no I(ofoBopa r.r

npoAyn'r'r.r, cpor(1'f Ha

3a cMeTKa r.ra [poAaBa
Ha JreI(apcTBeHr4

5, rasnr,llrure:lat

CTOAHOCTTA HA A
cpoK Ba foarrocT o'rl

Bbpxy cTotHocTra Ha

cpoK Ha foaHocT o'r

HA B63JIO)ITI4TEJI'I(otTo e

pa3Mep,
l. n tru noclagtra cLc

roaHoc'r 5 % (ner lpoqeura) nr,
2. npn 4ocranra cr,c

foAHocr 10 % (Aecer nporleHra
3. npr.r 4ocraaxa cr,c

roarrocr - 30 % (rpu4ecer npoqe
4. npu gocraera cr,c

5. npi.r 4ocraoxa cr,c
u% (/tenerAecer npoueHra) Bt'px)'

Ha npoAaBar{a HeycTolrKa, B pa3M

cpoK r{a foAr-rocT oT .99 ro 50 % or o6ruuq cpoK Ha

,09 lto 40 % or
t( aTa,

o6u1al cpon Ha

o6qar cpor ua

o6rqu;r cpox ua

ira rogHoc'r - 90

AO o/^ ( 
' 
t'por rcocr n'---' |ou ) er,pxy croiln I{a AOCTaBI(aTa;

) Bbpxy crofrHocrra a AocTaBr(afa;
cpoK Ha roar{ocT oT .99 to 20 Yo or

( Ha foaHoc'f l]oa 20 o% o'r o6nqu.r cpox
I4FIOCTTa I.Ia AOCTaB

.99 ro 30 % or

I( llil TO/IIHOCI flo-Kpil f bK |.-' r 40 0 
o

oTo TII4CMeHO C brnacI4C lrX

(2). ,{ocrannara Ha re npoAyr(r cTrc

or o6uru.s cpoK r.ra foanocr ce u3

Ha (ynyBarrfl ?a r(oHr(pcrrToTo no:ru.recreo. Ber
pl,KOBOAr{TeJrs Ha KynyBarra rrpoAyr(Tri He

rxBa caMo cnell M upaHo pe eHr4e Hi:t pT,IroBoAHTeJDl

rfueH 1 8. Kynyna'rt r{Ma rpaBo /.(a ricKa
Bpeaure, KouTo e npe'r"r)pr1'n B

{lner-r 19. flprl :a6aea I]A IIJIAIIAHE OT

yjlrar Ha 3a6aBeHaTa HeKaqecTBeHaTa Aoc'rcBKa.

3anJraqaT Ha llpoaaBarra.
e3uleTeHue B rrbJreH pa3Mep Ha

Ha r(ynyBaqa, IlocJ]ear{nrrT ArrJI)I{r4

Ha 3at(oHHa'r'a jrHXBa.
LIneH 20. IJeycro I , o6esulereuulr:a u noru'fe pa3nr4r(r4 rto ql. 16, al.2

MOfaT Ia 6r.4ar y4r,plrrariu or IT.JI)I(I{MO IIa ftpo./l a ItJiaT{aHe,



AOEPULI 9300 lX yn.'l laHatior IloB'24 I 058/600488 {l)aKc

"MHOfOilPOOtr4AHA

IIPEKPAT'BAHE

9reH 21.(J) florono

Bropo;

KOJII4TICCTBO I4/I,1,'1U KA'IECTBO

pa36r{pa TaKoBa, rr3B6pr[er{o
r4Jra rroBeile oT Tpr] IIT)Tu B

cnopoBe Ito B3ar4MHo c6flacr4e,
(oMneTeHTHur cbA B rp. !o6puu.

9'neu 24. 3a ecu.lnu H

pa3nopeA6r4re sa 3Oll, 33[, T3 u

3A AKT},IBH Arrr]EHI4E - AOEiPI4q' All
l.l Eerno oblh12 rrg.r nct

AOTOBOPA

ce rrpeKpaTrrBa:

o 6 rlecTB er'r ara nopbqKa - rrpeAM

Toi r.re e Molbjr r{Jrr{ ne e 6al
yBeAoMireHne oT r{ylyBaqa, clleA IlacTTrIIBaIIe Ha

4. npll uacr,,nuane ua I]EBI,IHOBHA HEB:b3MO

(2) Kynyuavlr naorre

u3lrpaTer.ro Ao npol(aBaLra:
1 . npu cucreirtro

Ha ,4OrOBOpa. U3 Bt,rt MOII_0' r ra lla K\ IlyBa,ta. KoH fo
H Aa lpeilBriAri

HenpeABliAeHo hnH HerpeA o c:s6t{tlie or lrger, eH \apJr('t cp. BL3H14t(tla,to cIcJl
cKnrorrBaHero na goroaopa (,,u AonuMa cr4na") 3a tr no-AcJr,sr or 30 auu.

rleHrpaJrr.i3vpaHr4 ener{TpoHHr4 TI)p
3. xoraro ca HacrrJ

l. c utravaee Ha cpo 3a (odTo e cl(Jrloq

) nnr,r o'r.r Ha ycIoBHr 3a rx

BC;

cne/( npoBexaaHeTo Ha

cbLLlccTBeIlu euu B.t,B cftinaucrapaue ro rra

).(a nPe!olBpaf[ - c flHcN4erro

, ocBerl B cJyqa re no u1.2, l.r:.

e Ha cr-o6qeunr, cBljp3anu c

ocT iJ l4?rlb'lHelt e B pet).11t] H3

ICTBATA;

Ha ei-(I.tH r(aJreHlaperr Mecett,

a'rer, 6e: /(a e aennapnpan rola
Kotlo e pa3nH,leit oT 'fo3H. t(or.i1o

c'bo'fBe'fHo BKJ OT{BalleTO Ha

ar. 1 or 3OlI,6e: aa
rla aofoBopa Bpellu-

II03T4THBHI4'l JreXapC'I BeH CtrHC]rt(

periv6ypcrapane r4Jru no peJla rra
yRaqI{ rir rL. raua rtcr(.llr( tBc l,i,l

HJra r.ra pe eHr.rero ua Kovncutra

BS3IIIIKI.IAJII]TE IIO U3N'bJHCHUCTO

o no pe;1a Ha I'fll{ npeA po4oBo

aofoBop BT,npocr4 rrle ce npr4nafaf

a npeKparu AoroBopa rrpeAI.I3BecTue, o yBeAoMneHHe,

HC lll,JII"IeFII4e IIa Ha JleKapcTBer{t,l npoAyr{TH no
a Ha upoixaBaqa. fTo4 cucr cvro Heh3lLrleHLic ct.OT

ABA

rI:hT H3IIOJI3BA IIO

B AOr(yMeFrTUTe 3a yqacTue, uJr14 IIOJI3BA IIOAI43

2. n c:ryuai, le npo

e llocoqeH, ocBeH B cJI , B KOIITO

e r.ra 4eitcraae ra

14 yclroBr4rra r.l peAa 3a pa6ora u

r{reH 23. Crpanule I

cbrJtact{eTo I.ta qa r.r B ctorBe'fcrtlre c:sc 3OIl u

Fra cpor(a Ha l(ofo

aoroBopa Ule pelx
at(o ToBa e HeB63Mo

NOBCIIC IIT)TI{ B

ypeaeH[ no HacTo

IIOAI43III,JIHI{TeJI e I.t3BT,pIXeltO

HacTorru,uig aoroBop;
(3) Kynyeau sL: npe aoroBopa B no q:r. 1 18,

4r,rrrn o6e:ulereHrie Ha npoAaBa 3a IIpe r-bpleFrr4 oT I(paT{BarreTo
ocBeH aKo [peKpaTrrBaHeTo e FIa oBaHr.re rrJr. 1 1 8, a:r, 1 r. 1 or 3Of[.

APyfr4 ycjloBl4t
9,reu 22.( 1) no lofoBopa He Mo aa fo r43MeHrT, ocBeH B cnyqar4Te,

npeABr4,4enr4 e.rr. 1i6 or3OII.
(2) B c:ry.rail, ue no ofoBopa, cTollHocrTa Ha AocraBtH

3a perynupaHe u perr4cTpapaHe HaJIeKapcrBer{ npoAyr{T, onpeaeJr no peAa Ha Hape
ueHgTe Ha J'r e Kap cTB er.r l{Te npo ycnoBurrTa! npaB 14 I(pI4 repHH fe Ja Bt(IIOTtBaHC-
npoMeHLI l.t/turz u:rlroqnaHe ua rpoayKr14

Apyf HopMaTr4Ber{ aKT, cTaHe no-
KOMI4Ci4tTa nO rIeHU

cr(a o-f ltofoDoper'raTa,
npoAyKT rro ro-HHcnaTa rleHa, oT a'l'a'l a Ha BJII43aIIeTO B

o qeHrl u peuu6ypcupar.re alu u /lpyf pefynaTopeH op

yfr4Te oTHocr4Mr.l Ho ATIIBI'II4 AKTOBC.

HacTorLllHr AoroBoll cc cvHt a I

(2). llpu npoMrHa Fra

an6)nHa Aa yBeaoMll ApyfaTa t] Tp

aApecr4 3a npr.r

IIOCOqCHI,I B HA oTo Ha AofoBopa.
no npeAxo ajlliHe'I, c16oTBe rFIaTa

H"rer 25.( 1). 3a

eBeH cpon oT aTa.
cTpaHa e

/
,/ /,t,

,@*0



/lOEPl.4tlr)300 ix yr '

"MFiOfOilPOAI4AtlA

flpu nognucuauero
I(Or(yMeHTr4:

- 3a o6crosre:rc'rnara
- 3a o6croxrercrsoro

no npuxoAr.iTe 14 yAocToBepeHr4

KaHAUAaTa r.rJrrz y9acTHnria;
- :a o6c Lo.{renctao,lo

tr4sntrHsre.Jrua areuqlu "flanua
- I(eKnapaquq no qn.

rro 3ar:bJr)nureJreH o6pa:eq flpu,r
3a yqacTr4e;

- ceprrzt|lurar
KarrecrBoro EN ISO 9001
npou3BoAcrBoro u|unu rs

I{rlr uacro.rrqlrx 4oro
1 . flpunoxceHrle No 1

2. Texnzqec(oro n

Hacrosrrlr4.{r aoroBo
npoaaBarra 14 aBa 3a xynyBarra.

3A AKTI413l] A]ILIEHZE _ AODPI4II' A/-I

l,l gr-nrfl ohlhr,TbcrAi,I rcL

r'ra uacroxrqur [o BOp Ce [peAcraBr.ixa c]reAt: .ITg

,lrr. 54, at. 1, r. Ior 11 - cnlrgetercrao 3a c6ar4Mocr;
n un 54 an 1 .r 'l n'r 11 - y4ocronepeHr4e or opraHr4Te

or o6r{r4Hara no CTO HA B63JIO)TI4TEJI' 14 HA

tro qrr. 54, at 1, r. 6

cneKrJr4q no rpyAa ';

, an. 2 or 3arosa sa
rreuue Ng 5 ol o6pa:r

e u noAAspr{aH
ISO 13485/11488

c neKapcTBerrr.{ npo

p ca rpr4ro)r(eHr{:

y.[ocToBepcHxc oT opt altr.,| te Ha

r{uTe cpeuy I43rlr.rpaHe Ha l]apu -.
H a /.(oKyMerrTartr.rr{Ta

chc reMa 3a ynpaBJreHr.le tra
eItuliBarrerlrna, s o6racrra t"ra

KOfaTO yqacTHllK't T npe]qnara
x nper(ypcop!1.

KYTIYBA

lloKyMerrTr4

3a llp
LlhtJT r

- Pa::peueH ue ra rr,p Br.{rr Ha eapo c
Ha 3Jll-IXM u:rrz na Paspemerue
KOTaTO yqacTHl4K6',f e npo3Bo
npor.r3Be)r(Aa, ulz ua Pa:peueull
yr{acTHr4KT,T e BHOCI-iTeJI H

rlpo.4yKrH. r.r3aaAe o no peAa
npor.{38oacTBo IIo qn 196, al. 1 or 3JlfIXM, B cityqanre

rr [peAnafa Kapcr rlcHn le npo^yr Ll. Ko14 ro
3a BHoc no . . 196, 2 or 3JIIIXM. B cnyluure r(olar o

JreKapcTBeHlrTe npo , KOIITO BFraC{;

- JIuqeHgH.s rto .rr.3 or 3I{IIB|I, e c

neKapcrBeHr4 [poAyKTr.i, c]I(bp HapKoTuqr.rr4 Be

)r(eHlre Fra rpoAaBa
3. L{eHoeoro npe4ro e Ha npoaaBaqa;

ce c,I)craBn B Tpu e oo6pa3r.iu eK3eMnJlrrpa, eAHH
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Ilpulouceuue Jfa 3,
ffpedcmaaa ce no

IIo o6oco6eHa

flo4nucanure Xo
EoH. leouaHur Ha 15.06.1965 r
r., Barrr'rAeH go 26,06,2021,
ruqna xaora Ns6 45409350"
rrpeAcTaBJrrBarq[ ApyxecTBoTo
Eyl,,,Xpucro{op Koryu6"
111, EI{K-i75016820

IIPEAIIAfAM

1. Ilpe4craoau
164 172; 187; 196: 197;200;

(Monn nocoveme
xo umo np e d cm aeame o rpe pma)

2. lernapwpau
(oflTo e nocoqeHa 3a I4Tl Ha

3. llpueltau cpora
cKJtorlBaHeTo Ha AoroBopa.

4. Ilpnenau cpo
H3BbprlBaHeTo Ha AocraBKaTa

5. Ilpnenau cpora
3a[B[BaHeTO OT CTpaHa Ha

6. flpueuau cpora
MOMeHTa Ha AOCTaBKa.

5. AEKJIAPHP
5.1. uuar pa.:peur

teKapcTBeHH npoAyKTI4 no qr.
5 ? orrocanqr Hn

3nnxM.
6.,4EKnAPHP
6.1. npeAraraHara

flosu 4gHr4.f, JreKapcrBeu
peryrupaHara qeua uo flpar
onaKoBKa, Hgqrzcnena na 6asa

6.2. npeg,raraHara
BKJIIOqEHI4 B TIO3HTHBHH'

BHcoKa or npeAenHara (

tpama Ha

qe:

IIEHA HA

rleHa Ha

Ha MaKCr4MaJrHHTe npOADI(Hrl HA JI orflyc(aHr,r 6e:,nexapcxo

- 3AObJnKUmere H

nosut4u.a J{e eKapcmae H u npo)J) Km u- oO u4u

XHIIIIE CKO E.IIJIO}ItEIIIIE

J\I 1: Jlercapcrreuu oOIIlr.r

Xafinq Uf,mep- HeMCKr,r rpaxAaHuu, po,qeu r
, npI,ITe)KABarrl C797MR4C3, ust. Ha 27.06.201I
erup IdneraHon A

ua 02.09,2014r.
,,B.Bpayn M OO{, crc ceAarrr{qe: rp. CoSlrr,

Co$ur Erpnopr o{nc crpa4a A2, noveuqeuue

VCJIOBI4f:

3a yqacTrze no H JVe Ns 28; 4l;45;46;64.
; 211; 212:'240;241; ;295;2961'333 u336

om o6oco6euama no3ut4m, 3ct

Ha BaJIHAHOCT Ha

ua oQeprara,
I,I3NbJIHEHIIE HA

B-rpoxypxcr, EfH 7 509206924,
MBP - Coduq B Kar{ecrBoro cH Ha

3 (rpu) ueceqa or Aararaj

12 (4eauageoer) Meaeq& or

3A NJIAUIAHE: AO (rxecrAecer) KareHAapHu AHU or
H3AaBaHeTO Ha 143ITBIIHI4TEJI' ,

4ocraera: ,{o 24 u uerrlpu) qaca or MoMeHTa Ha

na roguocr: He

qe AocraBqHr.tre

or 60 %o o't o6urara roAHocr B

npoAyKrH:
e sa ynorpe6a e 3a perucTpaqr4t

, an. 1 or 3JIIIXM;
oe3orracHocT ! eQHKqcqogr no

npoAyKTH, KOHTO Ca BKJrrOqeHIr B

H 3annaqaHH c cpe.qcrBa, He e no-Bl4coKa or
Hr,re Ns 2 or IIIC, B KoJroHa M (croiluocr ua

croRHocr 4uenua gosa).

npoAyKTH, H3B',bH Te3r4, KOT4TO Ca

CIIHC1bK H c ny6nuunu cpeAcrBa, He e rro-

npoAalKHa na gpe6no), rocoqelra r Perucr, pa



npeAnr4caHr,re 14 MaKc

JreltapcKo IIpeArr]icaHr.re.

o6tBrgHr4ero 14 Ao

npr4 [oAnI4cBaHeTo Ha A

AOKyMeHTr.r yAoCTOBeptBall{l4

KA(TO 14 C'bOTBETCTBHETO C

-34
NO,JIPHXOAI,ITE I,I

KaHAHAaTa r{Jrll yqacTHI4KA;

-34
I4sntrHurerna areHuur "f

ro 3aAtrrs,rrersn o6pa:eq
3a yqacTHe;

KaqecrBoro EN ISO 9001 tEl

npousnogc'moro dl.t.nll

ua 3JIfIXM uln na
KOTaTO yqacTHnKbT e

npor.r3BexAa, r,rnH Ha Pa3peut
yqacTHItKbT e BHOCI,ITeJI LI

npoAa)r(Hr4 r_{eBH Ha

7 . Ilpr.relrarra 4a
3a yqacTr4e,

8. ,{ernapnpair,r c'r,

9. B clyvaft, ue orrpeAeleH 3a

- ga o6cro rlo qJI.

no rIJl.

- AeKrapaqur o
orxeHr,re Ns 5 or

- cepruQurar :a
EN ISO 13485/1

- PasperueHue sa BUr Ha eApo c

flo4nnc ua
(Xo XafiHrr IIIrcep-

Ilnerauon Acenon-rIeru

IIPOAYKTII,

BCHqKI,I Ha B63IOX(HTSJI.g, nOCOqeHIA B

clt c KJ'ray3r{Te npr4JroxeH}rfl npoeKT Ha AofoBop.

sa o6rqecteeua
Ha rlopbqKaTa, ce 3aA'bJr)r(aBaN4,

qKa, Aa npeAcTaBq aKTyaJrHr.r

caTa Ha ocHoBaHut 34 OTorpaHrBaHo oT npoqoAypaTa,
Kpr4Tepr4l,r 3a

54, ar. 1, r. I 3OfI - cnugerercrBo 3a cbAr4Mocr;
54, wt. I, r. 3

o6uunara no
3OfI - y4ocronepeHr.re or opraHure

><<
\\

\
oTrrycKaHu flo

)

nn un 54 en 1.r
uHcrreKlurr no rpyAalr
6, at. 2 o'r 3ar<ona ga

c JreKapcrBeHr.I npo

3a npoLt3BoAorBo no
u npeAnara

e 3a BHoc no un. 196,

IeKap0TBeHI Te

JIIIqE !I

ETO HA BT,3JIO}KATETfl HA

yAocroBepeHr.re oT opfaHr.rre Ha

Kr.rTe cpeuy H3nr.rpaHe Ha napr4 -

AOKyMeHTH Ha .4OKyMeHTaUHrTa

Ha cr.rcTeMa 3a ynpaBJreHrze Ha

uluttu etsusat.eutHa s o6racrra Ha

npoAyKrr.r, r,r3Aa,qeHo no poAa

. 196, an 1 or 3JIIIXM, B cnyqaure
reKapcrBeHHTe npoAyKTrr, Kollro

B CnyqauTe (oraTo

,r


