
"MHOIOTPO@'TNHA DOIIHIIqA 3A AI(TI4BHO JTETIEHT{E -tr

Aof oBoP Mr
4.1 A,

flnec.4t.t!.6r.t..2017 rot. e rp. [o6pav, Ha ocHoBaHr4e qrr, Il2 uo6lqecrneHffi 
T:Hyi'.tg-:t:{P-:Y ]Tcro'{rqlitr AoroBop Me}rqv:

'nr4 KErU cArZBHrzozK EooA;;;;#;il;,n rp. corlr.a
+T_1"*"jff" :L::.^I"T:1: ruo ce,, 22 8A, er. 3, bzK 20 0 63 B r s 4,,p 

".0",'u*v^,, ^_ ,. \ r L JT. 
'-rPcAU I ir6.

:::::: :*p""qeB, orpelen^eH 
_3a 

r3nbrrHHrerr crel rpoBeAeHa rrporleAypaoorqecrBeHa rroprqxa Ng 00093_2016_0012, Hapra.ran IIpOAABATi I4"MHororrpo@r4nHA EonHiUA 3A A[T;;tsHo rErrEHrp. !o6pzv, c6c ceAanr4lrle r.r
(\<e /<A^1 .^ . ^Try: ^"a, 

ynpaBneHEe: rp. {o6pzv, y:r. ,,lIre.rr. 05s/600160, Sar<c: ossrcooq4, ' ";;i, nlffioir*dour,"tllpeacraBJrrBaHo or [-p Tpzdon Bla4ar,rapon fropffi _ I4:nr,rnure,r

or 3aroua sa

123l , a1pec ua
o or Eir,ru:r

B:b3Jra"faH e Ha

OBPZq,' AT
or Xu'ron" 24,

124141302,

lzpenrop ua

peaKTr4Brr lr
B OTKprrTa

"[ocranra Ha
crpyszoHna
cepyM Antt

OHOIOIOHAJIEH

HIZETO TO

o6rqecreeHa

cBaHero My.
IZ3NbJII.IZTEI

KynyBarra B

e nIaTeHa
HIl AHLI

or 60

14NI4

HM HA

.4pyxecrBoro, uapzvana KVIIVBATL

Crpauzre ce cnopa3yMrxa 3a onelHoro:

IPEAMET HA AOfoBoPA 14 rIEHrl
1.(1 t. flpo4asrv.br rrpotaBa Ha KynyBa{a ,ra6oparopun

recroae (napava'rz no-AoJry,M".4rrrr""nrlr" z:4eaur), ;"-i""r" ."'rrrl,
:*Tfll:--:1 "Trrarane 

ua o6rqecrneua rop6r (a ro o6oco6eua noszqzr J\bna6oparopuu.. Ko'cyMarnBr.i, peaKruBri a recroBe ;";;;;";"H ";;
I.TT11lTl , HoMeHrrraryprr: J\! 44 "Ilrpnu KoMrrrreKr or: Mosoxnona,reu rrA, Mouorlroua,reu recr cepyr,r Anti B Monoxnona,reir,"", ."py* Antr AB,recr cepyM Anti Rh D (t0 

11^igC_ and IgM),,; Ng 55. ,,Kronerv,,
xevorao6unone.rrp Hemo-Control ECF Diaenostl". "

(2). {eHonrare fipeAnoxeHlr-r Ha nporaBarra, locoqeuz B npnpeAxOAHaTa a{IHer, ca Hepa3.4eJrHa qacT or HaoTorrqa, IofoBop.(3) flporuosultre KoJraqecrBa, fiocorreHr4 B AoKyMeHTarIr4 sralop6rlKa He IIopa)I(IaT 3aA6JIXeHr4e 3a KylyBarIa aa rI{ 3aKylr{ B rlocoqeHl4'

5. Cporc:rr Ha roAHoqr Ha AocraBeHrzre v31errr4s. rpx6na 4a e He ro_0/o (ruecT4ecer npoqen'ra) or o6rqus 
"pon 

nu aoorro"a iu, ,o*"rru na.DocraRr.,

MIICTO HA I43TbNHEHAE
6. 3a uxcro Ha loc.raBrHe Ha

!o6puv, yn. "flauaiior X u.ros,' 24.

14 IIPEMI4HABAHE HA COECTB OCTTA
r43aenkara ce onpeAen, ..MEAn_A

AA, rp.

7. Co6creenocrre
qacrr4qHoror4Mro,r4Bar{e"J",TI;J"i:ilTfrfi:"HTiT"#",rff :'d;J
MSCTOTO Ha AOCTaBTHe c [pr4eMo_npeaaBareJreH npoToKojr r4Jrr4 llpyf paBr{o3Ha

\^

AOKyMeHT.



AOL P14,11300 Nt/,. n^

"MHOIOIPO@I{.r.IHA DOJTHT{UA 3.A AKTI{BI{O IIETIEHT{E _tr PWq" LA

JIPABA r4 3AIT,nxEHr4r HA rrpoAABAqA
]1l-: I (1) llpo4anavrr e rnbxeH na cKrrroqr.r .qofoBop 3aKofaro e o6rnur s 3arBnenLrero cLr 3a yHacrrie [or3BaHero Ha rIoAI43

.4HU OT CKIIOIIBAHETO HA AOfOBOP 3A NO,qII3II6JIHCHIIE I4JII4 HA .4O[6JI]3a 3aMgHa Ha nocoqeH B 3a{BJIeHI4eTO nonIt3n6JIHI4Ten z3nbnHItTeIrT II3IIAOfOBOpa I4JILT Ha I.ITSJIHIIT.JIHOTO Cnopa3yMeHI,Ie Ha B'3JIO)I.,T.JI{ 3aeAHO Cr{e ca u3nlsrueHlt ycnoBurra Iro ul, 66, an.2 a 1l or 3OfI.(2) llo4usnr,runr
ncrisnarrr-o - 

ejruTe HrMaT flpaBo Aa [peBT,3JrafaT eAHaIefrnocrr'rre, KOI.ITO Ca BK.rrIoq( "veDDrJral a\ vatrd !
(3) He:anuc,iu"'T" Xl"#:ff #ff "Ht"":"';ffiT;HT:

orfoBopHocrra 3a ri3rrlJrHenr.ie Ha lofoBopa 3a o6rqecrneHa uoprrrKa e Ha rtpo(4) Kynynavrr nrMa .qa z3B:bprrrBa .4r4peKTHa pa3tur?n,aHnq c rrolrr4(,rlneu 9. flpo4anuou, 
" 

4ourraan 4a AocraB, MeAv rdaHcKt4 ,ru"rrr',
1. ,n\'ar Harreceua "CE" uaprapoB*a B cr,orBercrBr4e c u3r{cr.uaHr, sa ql. 15 or3ar<oHa :a rre4uquHc*rrre l.rsaerraq (3Mtro: rD'' u ur,ur{BaH

^, , ^. "n?;o^y:::1":::: "o*rrlQnxaqraoneH HoMep Ha HorrQr4urzpaun,_-. .-,._.-f 1rq Iv I yrw(rurrldH t4xar. z \)t JwtyL^ Koraro flpouenyprr'Te. onpeAener-rrz e Hipe46rzre no ur. ]g o,HaHacsHeTo My;
3. nlal HaHeceH,

"i,n, 
ynu#o*o;,";#;; #,ffi[HXT;;##0* "

+. t4Mar uHcrpyKrlli, 3a ynorpe6a, c r,rsxlroveuue
e npegna4euo n 3MI4;

II43IrGJTHer{ue,
B cpox 4o 3

crropa3yMeHae

KOI]IIC HA

KA3ATEICTBA,

uoBeqe oT

.4OKyMeHTr4,

ro.{HOCT 14

uonecrenz),

HA BC'KA
yBeAoMr{

ralr no .u. 64,
A3I4CXBAT

ynpaBJTeHr.re Ha 14 38 OI14 Tejrt

Ea u3AeJIIrffIa, 3a TOBA HE

IZeTO C6C

opraH.
CI,ICTEMA 34

EA

Ha cIeAHI4Te

Mealtr_u4HcKlT

ISO 9001 s
cI4CTeMa 3a

i. !a ur,aa pa3perxeurie HJrr4 yAocroBepeHue 3a .t-bproBr4, Ha e,qpoLI3Aeru.s, ulaaglHo 
1lisn >rrHw.renHrrr, Auperrop ua IIAJI no pe4a ua 3Mtr4.

- 2' la npurrara u noArtpxa a""t"*u 3a ynpaBnerlre Ha Raqe(o6lacrra Ha npor43BolcrB oro lltyu rtproBrzrra a,*l"rl"rr"o, us6erryrlylpaB:reHr4e Ha KaqecrBoro ISO 134g5/1348g uhfiz er<susaneHrna.(2) llpoaaea.rl.r e arl:,)r(eH ue:a6aaHo.4a vBenlcraorRerHrzr-F ' f,MII KylyBaqa npl4crlorBerHrzre pa3perrreHr4_[ znz o6e gcrzr eaua rru yooarou"plnr".
llneH 11. Bcsxa r

vrn..r^DAhdborry 
oTAeJrHa AocraBKa rp.r6ea 4a e [pr4,4py]KeHayAocToBeprBarqr4 npou3BOAr4Ten s., napTLrllFljafl UOrraep, cepzftnrz, 

"o*"p, "ponuor aHaJrr.r3Hrz cepru$uxa,..r (opurzna,run, a*"p"uio ,,on"" 
"o, ny6nravno

AOKyMeHTr4paxIr4 npor{3xoAa, cbcraBa r.i reKyuru ooorpo, Ha KaqecTBOTO Hatllen 12. Ilpo4ara.rur e IJr6)r(eH Aa r,ntatrie e cporc QarrypaMCAI{I]J4 HCKII II3TETLIS .

Q) npu ycraFroBrBaHe Ha HectorBercrBrze B KaqecrBoro r{aMelauriHcKr{ I43.4errzr (ynyBar{6T e ,4nG}KeH .4a yBeroMrj [poAaBaqa B cpox or 24



'Orl.l l rJCt N t,. ,i

"MHOIOfIpo@rInHA EOIHI{IIA 3A AKT,{BHO JTETIEHT{E _n

(3) Hectoreercrnnero r{a KoJrr.rqeclBoro 14 Kaqecr.tsoro ce ycranocbcraBeH 
")1"lri111:j..l.laBeHa or ArrclKHo.rr"r" nruu 

"u 
KynyBarra.(4) B ctryuafi, qe rpoAaBarr'r B cpor( Ao 24 ";;;r:;L;";:"o*",ocltopz nacMeuo HecBorBerc.TBr4ero Ha xu.r"ir"oro, rofi rroxe .4a r4cKa rrpoyn6nHoMol-t1eH opral krh,ra6oparoDu.r.

rfueu 14. Kynynavrr e ,{Jrb)r(en Aa 3arrnarlz yroBopeHara qenaIlaIjHHA U B CpoKa, onpeleneHl4 B HacTortqlL ,4ofoBop.

HEYCTOITK14

/*---^^^^ _9leu 
15.(1) IIpu :a6ana r{a AocralKa or crpaHa Ha

)f:}.:::^r ^r-.1:p_1) 1:r, KynyBaqtr nMa rpaBo aa norryvz

;;;ffi1*t' 
eAHa recera) Ha cro or croilHocrra ua sa6aeenara

c rrpoToKon,

B pa3Mepa, IIo

IIpoAaBaqa noneqe or 24
HeycrofrKa B

IOCTaBKa 3a
na 0.1

24 qaca

.4aBaqT,T e
II IIOI4CKBAHE

3aAbJIXeHI4e

EHocrTa Ha

T C TJIT,)KEH

a npr{

qro no al. I
My or

E HA TOBA

) Ha cro or

e) npu ycraHoBrBaHe Ha HecBorBercrBue B Ko.uftqecrBoro,AJIS)I{eH Aa IOCTaBTI JIIiIICBaLI
or crpa'a Ha KynyBarra 

" il:?.""iry"ffi:t##"#Hffiffi:,";T,;
r(y[yBaqr,r rzMa [paBo Aa noJiyrru Heycroiina u p*i"p ua S 1n"r; Ha cro or-rlr4 ncBallloTo KOJIIIqeoTBO.

(3) npu ycraHoBrBare Ha HectorBercrBae B KaqecrBoro, rrpoAa

f:*1#:: y:^:::::^*1.{enu, c yroBopeHoro KaqecrBo ,,0, 
"o"ouu*urJ:^"j.T*r or crpaHa Ha KyryBarra B cpoK or z+ 

"u"u."'iii";:;1:"i3al6Jr)r{eHr4e KylyBar{:br rrMa rrpaBo Aa nonyqr4 ueycroftr<a e pasuep Ha 5 (oToIZHOCTTa Ha HeKaqecTBeHal.a AocTaBKa.
(4) B cly.raure rro aJrrzuerr 2 u 3, axo [po,4a.tsa.r6T He AocraBrzKynyBar{Gr zMa [paBo aa 3aKyrrrr neo6xo,qzvure' ,y r"4"r,rrr"n, ,aoAocraBrrr4K, Karo pa3,r'r(ara Melr(Ay rleHara no roroBopa i A""arurr"oro auon3a cMeTKa Ha npoAaBarla.
rlnen 16.(1) flpu orr<a-: Ha npoAaBaqa ra locH3*errr4s. Ltru npu:aoasa noneqe or +s (qerupzre;;; ;#iT"TLTil;H:axyntr ueo6xoA[MrzTe My MeAr4rIr4HcKr4 t43Aej]ri, oT Apyr ,4ooraBr{r4K.(2) B crrytame no lperxoauara *r""" p'*nrnura Mexry r]eHaraAericrsIareago 3arrJrareHara ueHa e 3a cMerxa Ha rrpoAaBaqa.r{nes 17. Kynynavr,r r4Ma rrpaBo Aa LrcKa o'e:rqereuue n nr:rBpeA Te, uofl:_",Tp"Jlrrrrr B pe3ynrar H a salase*ara n/ur' n"our".ru"nurjVnen 18. llpu:a6ana Ha rrJraqa'e or.rpunu nu'ur;*_H:;npoAaBarra xeycroftra, n pa3Mep Ha 3aKoH r*u ,r*iu.

Vleu 19. Heycroftxure, o6esrqerenzxra 14 rleHoBrire pa3Jrrzrr.rivrorar 4a 6r4ar y46pxaHr4 0T BC.rrKO .4r,rrxEMO Ha nporaBarra rrJrarrlaHe.

TTPEKPATTBAHE HA AOTOBOPA
9:ren 20. loronopr..r. ce npeKparrBa:
1. c n:ruqaue Ha opoKa, 3a KofrTo e

E3perreH14e BTOpO;

foBopeHoTO,

or rPYr
L{eHa e

MeAIir{t4 HcKl{
[paao Ia

IOfOBOpa a

pa3Mep Ha

I6trx(Ii Ha

16, at. 2

oKIIOTIeH, OCBeH B XUII ua vlea 2,

IIo
TIOBEqC

3. npu ct:4aeaHero r{a ycJroBr4r 3a ,4OCTaBKa Ha MeAr.rqriHcKr4
eIeKTpOHHU Tl,pfoBe.

[poBe)IqaHeTo Ha rIeHTpaJIr43r4paHr4

cpoKa Ha



"MHOIOfrpo@r{nHA BOnHuqA 34 AKTUBHO JTEr{EHI4E _tr PUq" An

4. [pr.t HeB63Mo)
nop'q(ararorpuq'Hr4,"o,,:";r;#1,;",#XTffi ,yff;"Jffi..* EHI4ETO HA

U3TIaJTHU'IEJIfl.

c6II4MOCT;

oT opraHr.iTe

uHa

opraHr4Te Ha

o ot tr4AII
Me.{zqriHcKH

EHI4C HA
Me.{I4qr.IHCKA

u/nnu

eAuH 3a

nPyfz ycjToBI4"S
r{nen 21 . C:rpaHure no

[peABr.rAeHr4 e .r]. 1 16 or 3OfL
AOTOBOpa He MofaT Aa fo r43MeHrT, B CJlyqar.iTe,

A3IIbNHEH ETO

npeA poAoBo

ce npr4JrafaT

cBTlp3aHI{ c

cTpaHa e

flpa cr,cranxne I

"""o'""o;t:";:,-:1'f "!4;Jffinff#"ffi"""".il"."11H;1H;.:'- sa o.cro-srercrBara no ur.54,an. r. t. L 
"t sb,, ].iffi"o"ruo

- sa o6croxrercrBoro ro ,trr. 54, arr. i, ,. : 
", soir _";;;:;,,_".".rro rpr4 x orure " roo 

"ro""o'"'rr"r'J' 
# #;ffi 

"l; 

tr: 
HIT_ Jff ";;KAH An I.aT a rr m4 yrracTHr.iKa;

_ 3a oocrorreJTcrBoro no \n. 54, ut. 1, r. 6 _ yrocroBepeHr4eI{sn6rH[rerHa arenqax "f na.BHa v Hcrexrlr4.s no rpy4a";
_ pa3pemeHze 3a TtproBrz, Ha eApo c Me4r.rquHlrKz H3Aennfr, u3I\A"

;ffi#nff.J*T;Jj::::::fT", npuuo,o ,,u ylIu"--,,,"nu Aa r6pfyBa cLI3AeIrr4g,Ir3AaAeH or KoMrIereHTeF onr2rr rr, "-^----:.:^ _..t** As aDPTJll

,...,.^-. ^-^,:"j.XP:*u' 
.: [n:i#: T "f""ffi ilffJ:'"-,y::, 

",:^, ^KaqecrBoro ISo 9001 e o6racrra Ha npor43BorcrB"r" 
";"";;;;;";:^r:r13Aervfl u/utru cuqteva 3a ylpaBreHrre Ha xa.recrnoro ISo 134g5/EKBI4BAJIEHTHAI

Hacro_rrqaxr ,4oroBop ce clcraBa n tpz e4uoo6pa-:Hznpo.laBaqa n aBa 3a KynyBaqa.

KYI]YB,' JJ

w
*9:".

t"tlttr, rtCt e!t.,.

orri,]nrxo*
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FP,< scre-rrrc \= -----_
\-

VAT Nurnberi 8G200638154, Sofia 1231, Buiga
_ tria, 2284, Lomsko shose Blvd, floor 3. Tel./Faxj +Jsg 2 834 00 81

TE XHI4 qE C K O TIF EAJI O }KE HI

u 
"o ^", ",' ii#LT!,T i#lI-ry::* Mapz,Hven ErH

Lwemo H.t :r.tocmma) ,",,nnxg??,a ft^rrro^rr_i,\Lmemo Ha ))qacmru*;;, ;;;:""cmma) 
Ha,,nu REn catZrrirurozr<i"po,

unp"."uy"pu"o;;;6:a"d?flTifl :'#,,;:fl:iJtr*J,,k*"tr*:til

I . Ilpan.s cJreaHor
rexHlzqecrare ;;;;ffi;;: 

npe'qrIo)reHlze 3a InnbrlHenrie Ha ropBq(ara B
I.i3AerHr, Kol.ro: !-"'*'\'tl Lr u3ucKBalnnra Ha Bb3Jro)r(r4 Terr; flpe4larav

,nouun.",. ;: I|.?J.',X*J1# :f:ii3Boal.rer, xonro ,

Me,qr{q,r'c*r{re,r;;;ft ;ltf,rTi',Ji1;il#ffi#ff ffill,[,x#?
CbOTBETCTBAT Hi

c:snera Ha Enpo ;; ;Ai;;E;: "":r4cKBaHunra 
ua fiupextuna ira Enponeficnzx

- orroBaprr Ha H.rf1-Y*Tlut"totre 
cpeAcrBa 3a rlrarnocraxa (IVD).

_ orroBabsr HA "^.1::::T:1rawt, 
82, a.n. 1 or 3M14; 

_..- \_ , - ).
- orroBap_sr Ha Apy."r" ,.r.nuu";;, ffi#;";lrJ,1,ro.",.rr, ,,
tffiHxxxxffi'il*"::": j::::?.T;i;;JiliiT,,oo"n"

oo,'o"oo"'o"#lTJllijT""J::l;;;#i';;".T.llL"'.5'ffii"J
a rr^._^, -^- , ro,4anaHe na o0eprara.4, flpaelrarra cpor '4 wweprala.

o,trlloqBaHero Ha nororopa. 
(a Ha H3nGJIHeHHe Ha [opbqKara; 12 (gnana4ecer

5, fipuerr.rav cpo
a3BlplrBanel'o d;;;;;;-;#Y.--3a- rrrraqaHe: 4o 60 (urecr4ecer) re

6. Ilpnevav 
".^_^" ::o::T.ro Ha gan:rypa or r43rrrr'Hr4relr.6' Ilpnerralr coor ''4 qra(rypa or Iz3rIuHI4Te,

*o*.""u nu.*"'"u;;; J'. "*fiX,il:;;:*, 
o' 14 l.{eupnuaaecer)

_ 7. flpraeuzu cpoxi
o6r4raa cpor na r"r;;;;;;,"-^la roAHocr: He no-MarlKo o'r 60 %o (nrecr4ecer

a r-T----- vfoMeHTa Ha.qocraBKara,
, B' fTpuettapt F.a z 

----* "sAvv14tj^ala'
oO"un."r.- r rffi;#ffi"iflJfrl|Jcl'rqRH lr3ricKBaurrr Ha Bc3Iro)r(arerrr,

Ilpunocrenue .Nb 7 _
odparc4

CI,i HA
(usnucea ce
228A, er.3,

200638154,

HA

clicTeMa 3a

HA

EHT A

t!lrnaqaa
,qoroBOp,
o'I AATA-ra,

Meceqa oT

AHA oT

,qHrr oT

9. B cnyuaii, ve Crlpl.i no.qracBaH.t; 
-;; 

;"::la 
orpe'qerleu 3a H3IrGrIHIrr

i:.Tr:"*r"""'*"p*"iu jH:;T":',##Tff i#::T"""*;ffi ;
Kaxro r{ c6or'erc;Bj:?oa::::iTl_" 

Inr".p", *,i^ulporcrpa''Ba'e or np

qeHra) or

aKTyaIHrr

ocT;

,i,(
_ sa oocro.srercrBara ro 

"". 
il;;:;;;.i,,o"i;uo'- :a o6*o.sreac,;;;; ;; ;";i1: l,i ,,"^:r"?T- cBn.a,ererlcrBo 3a

tlo npuxo4are 
" i;;;;;;;i"'o 

tlo e'r' 54' an' 1, r' 3 or 3

KaHArlAa-* U, 11 yvacr,Ll Ka:' 
)efi Le or oo"rr"uru,,; ";;;;;J#t# t::H:; opra.!rnTe



tspr< screnrrc$:'-
1231, Bulgarja, 22BA/ Lomsko shose Blv4 flool

VAT Number; 8G200638i54, 
Sofia

f i##/.Jl#',:Jif::i""Tj*!:llff ,HT;f .ff#::Trrl3'eprn,u3

rw."*m ;: tr"x;*i;.:f ,9." 
x;rffi #flT xl_l

nu,,.,u o,o'' r Jowiit T 

-:' 
;1 ":y: 

u.,1 n i, n oanb pxa H e

H:::#-"y:;;"J"*,"ui."T:r::':ff :;;F;li*:iJ:y'i:"':Tl;i"soro ISO 13485

or UAJI
ME,qAqIIIICKA

C UIII4
ycTaHOBeHa

eHlle Ha
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