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lonuqmAt bro kd !

!.oroBoP JL Yl/
nd(.1.7:1 ,2014 or.sr! 4o6phq, Ea ocpoBu/e {. ti.ucn.orleocarJ

o6qecmesoie nop69M, ce cMbu damrrqr4 roNBop Ms4y:
'l,IHTEPfAllEIlI,.iI{A' OOA" 6c ceAMqe B ry. IInolArE 4003, arps Ha

FpeeH{ei yn. "Itdpena( 7, EIi( 115258267, npencrMBdo or Cw.ots E{etr
HnrcroB, onleaeneE PeueMe lG I5l 15.04.2019 r, oer ryoBereEa
npoqelt?a 3a Blyfere Ha o6rqecrBem noFqa rtu orftpm .N, 00083_2019-0003, c
npcB{d: nepuolrwa nocrska Ha rcEelrpartr I psrBopn 3a
ne,laexrr{r Ha x€Mo4an3sn dapm Mapk AK 98, Monen: BIo vERstoN,
npoBBon@o qa BAXTER CnH GAMBRO

l,l
"MEO|OmOOI'JIHA EOJtrlr4IlA 34 Ar{TriBEO,rIErIEHtE no6ptf.t' AII

.p. Io6pG, 6 celurqe r anpec Ha rrpMeM€: .p. Io6pnq. yr. ..neand XnoB, 24.rn. 058/600160, {b*c: 058/600414, e-mail: oblb@berson.nel, EIIK t24r4BA2,
npeamnrBdo d A-p CBerce! BatceB nerpoB Lt3nm}@eH Irjpe@D ba
lpJrRecrmD, Hapnm ICVnVBAq.

Lrpere ce cnop4wrxa 3a qe4rm:

[]?EINET tIA IO|OBOPA I,1 UEHI{
rlneE L(l ) npo!@aclr trponda @ i''nysaqa cronre no o6oco6eEa 

'o3nuh 
Ne

N 1 lomm aa xacaa cta 6,mp6ord 3a Ilpmrme sa xeMoarmln psrsp,, 3a
rcno e yqa@d B or!?rmra npoue4?a 3a Bauarue xa o6qem€da @!!@

(2) UeE6m nleanoxesn Ea npolEnaqa cal
6.00 (r4r) rem 6e A{c ra I 6p. xmm c BMeqtrMos o9s0 Mnorpd!.
6.30 (Em reBa ! rluecq) neBa 6s A{c aa I m.
(3) npomo$fte ((Wqem4 oocoqeHn 3a o6qecBeHa

nopr@ se nopo({aa 3arsxeune 3a k)nttsaca ra ft 3a('m B tro@qesm o6eM.

CPO(OBE I,I EAqI,IH TIA IUIAIIIAIE
LLE 2, Cpobr !a samorlqlr roroDop e ? Mtrerra or aamm E

My. Iorc@plr npoAln)@a nen@trdo ctr ao cmoeasft Ha ao.onop c &yf nmml@
cnea nloseMme sa o6u€crseF noDlqa.

qren 3. CNkft q€ 6bnar Aoosra, or npolsaqa Ha rynyBa% B cpo( tO
(lecal MeFnapsr jrs!, cn{ 3mrBddo u!!.

qneA 4. A!'Mara M .polaBas c'fta no Bcr@ dnem. noc@m ue 66ae
MaMa or ()n'tsaes rc 6mrcBar cMm Ea npoa@a@ D cpo( ao 60 (rcqnedl
(ddnatHd @r cnen m,caadso ra QaFr?a or nporaaqa.

rlne! 5. cpour ra rcmocr: re no-Kpe( or 6 (Eq) Mee

MIICTO HA !43N6MEH]]iE I,I NPEMI'TiABATIE TIA COSCTBEIIOCTTA
qner 6. 3a Mrh !a aocr$4e s! m(me ce on!e!* ..N$Ajl-,qo6prq, A,q

r!. Io6pn. yI. Iluanor Xlmt'Ns 24, 3seEo .,6on@qa are@'.
Llrer 7. Co6mesoc@ Epxy nocrdrqre tuM r prc4t or Irmo dx

npeMnHsa Dlpxy xynyBaer or noM€Hra Ha rptreNedo uM



-MHOIOnPOOyAIA EOIHLiLIA IAMTtiBtlO AEIIEHl/iE AOBphr'A4

lo@BrHe c np,eMo jlpe@arereE nporono, {r, np}T pscGHoq€n

NPABA I,i 3AAAJDiGHIIJI HA IIPOAABAIL\
Irner 8. (l) npoEBasr e arln€H !a cubq{ loroDop

rcmrc e o6tBiI B 3uMeE ero c! 3a nadse nomBaEero Ha oorr3tr6rGnren. B cpo( !o l
op 3a noar!@He{fie un! da norulrruHo cnopaF€r{e

4nuHnleDr mnPdlla xontre Hg
,coroBopa nn, aa !on!,!!rensoo ctropayMeHre Ha Dlyoxro
qe ca BruHetsr ycroDnrra no q. 66, u. 2 , I I or 3On.

e) noaBnlmrrersr srMar npso !a npcsr3'aEr eDa
,enlocmre. rcm M EUEqeH

(3) Hearc.Mo
omDoPEocm 3a rcluHeHrc Ha ao.oBopa 3a o6'llMBeH! norr6qa e sa opoldaqa.

(4) Kyny&sr HrMa na BBprBa arpemr pbutqe6 c !o!
LIreH 9. npolaBasr @tr{. ftorrc mBaprr !a

cneqraff@" or loryMelrarr,rra 3a

qreH 10. npoasaqr E cpo(a m lo.oBopa e lnrkeH !a rMa pspeueHne ,m
ynocroDepef,{e 3a 6pmBu na c,cpo c Melrurscu mnerorj r3lqeEo or thncrHrr€rHm
arpenop m I,IAII no pena sa 3M1j.

qrer I L npolaBasr D cpom {a lotuDopa €,4cxes !a npn
c,mMa ra 

'npeeHne 
na kcecmN EN ISO 9001 ,/nm EN ISO 1348511488. /Im

erenBu€m4 c o6xDar D o6nama Ha nporrBolcrBoro !/nt

tlneH 12. nponsacrr e ,1!xeH !a BAanc . cpo( daxrypa

NPAIA 
'i 

3A{bJD(EIII,i' HA KYIIYBAqA
Llles ll.(l) (yqtsasr Na nptuo aa npoBeprB!

kam npx ycrdoDrBme
nporuacsBcpo(or 24 qa(a.

(2) npr ycmoMDee Ha Hec!
rynyBaclt e t]MeE na tTeaoMr npo@aca B cpox or 24 su.

(3) Hec@Bsrlnm
npomrcn! 6mes ol rcMncm uua Hs (ynyMca

(4) B dyian, ce npolalaqlr D cpo( ao 24 saca cre! ytseaoMrBaHm no d. I
ocnopn nqcMeHo se6mrdcrBrerc Ha Meemom, ron Moxe !a rcka .porepMm My q
ycftoMoue& ia6opampnri qpe BeMee sa tro{rporBu o6psq" (Moct!r) or aodasraE
" cpdH,BmeruM c npelqtuesre o6p4tr! (Moq!n) npr yqaquflo B o6'leoBeHara

rheH 14. (yqBa*r e lIlxeH E 3mmm yrcBopeEara qe{a D psMepa, no
sasrHa r B cpo(4 onpelen€Hr 3 H&ro'@r lorcnop.

EEyCTOi(L.t
ther 15.(l) np, 3a6da Ha !omB@ d spma ra npolsaqa c loseqe or 24

(Danmtr n lrxpr) qaca, ftynrTaeli wa npmo na nonyqr Eeyoorka E poM€p Ha O.r



'MHOIDNPOOI, 1 IA 60^l-l 
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IIA 34 A{T/BHO AE'IELI I,I E - AOE PI-iU' \4
r drdsoN@ms rituI qbboEFn ier

(Hyra qtro, elsa lecera) Ha oo or crctEocna sa 3a6aBeHara locmBka 3a DceM 24 tra

e) npr ycrtuoMee B korrqdBoro, nportuaEr e
,4rlets ft,qoodn mcBoqoro trotuqecrBo rp{ cnerEalram aocr4x4 a trDr norcruatse
or dpaHa Ha qTysaqa 3 cpor or 24 caca. npn remmm€xxe
qn'tsasr rMa npaBo !a no,y4 EeycDr& B p4Mep s! 5 (na) Ea cro m cronHom M

G) npx yftdoDrBme sa s€cr
!a !ocr6, croB c yrcBopesoro kaeemo rp, creEdrrara rocrd(4 a npr lorcxEaHe or
clpma na rglyEaqa B cpo( or 24 qaq. npn {e8truHeHre da rcBa endxeHre rynyMsr
tMa tp@o m norryqr Eeycmrm E pdMep sa 5 (ner) Ba m or cronHoma Ha

(4) B cryqdre no unHe, 2 r l. eo rpolaBaelr Ee aocrsn loroDoDenoro.(yr'tsasr rMa np@o ra 3aqnr Heo6xonere My tuM or lpyr
pannmm M€x{y rr€Had no lorcDopa { lelcD',@rc 3m

Llres 16.(l) npu ('lM sa npoas
3a6&a noBeq€ d 48 (caprl]re{ r oceM) cac4 xynyBasuMa n!@o !a ja(ynt
seo6xo@m€ Mf, ce@ or lpyr !omcr(.

(2) B oyeaur no npearonrara duq pdmGm Mersv qesara no aorcBopa r
qreH 17. KlntraqLr ftFc puMep Ha

Dpelnt, rorm € np*pn,n 3 p*y,rar Ha 3a6aeraa lhnr He(
qnets 18. npr 3a6da M uflrrd€ o 6!aH6 Ea qnlras  loq

Hd nponsaE xeycronka. b paMep Ea 3*oHHara rrxBa.
qneH 19. Heyqonm, o6e3urftlura, qe{onrre DeuM no q, 16. d.2

Mo.f aa 66lar y&pxmr m efto [dmMo m npola&ea Maqee

IIPE(PAT'BAHE HA IOfOBOPA
rrneu 20, Io.oDop6r € npekparrDa
r. c nn{me ra cpox4 3a rcnrc e cuoceH, ocDeH B My{ re no q.2, n!p,

2. npr crcreMso AennlrHesn o r/rm eqecno
or c4ea ra npoaeaqa. Iioa ctrcrcNso ler3n!tueHre ce ps6upa mrcDa, rcBipueH, nBa
mr noBeqe lrrtr B ptuMre na ennq (ue@peH Mece4 utr noDqe or rpr n!0 , p Mre

3. np! c8laBaHero ra ycloBur 3. locraBm Ha @Mre, npeaMer Ha rorcBopa
se! npoDe,rqdao sa qempgmrpdr dempon!! Bp.oEe.

4. D qylan, se 6Eue npoM€reEa EopNaruBHar! yren64 E p*ynrar sa kofro
omonHe seo6xo4tMoc@ o !o penMa Ha noroBopai

5. npr HeEBMoMoo !a ce ocrr'?, oG$cupabe 3a
nopbtftam no np{cuHnj rcnro ryly.a%r ne e MoN !a npe!s|!x.

apvftz vcltoBtaq
Llres 21. CTp@lre ao lorcBopa !e MoEr r! ro rcM€xm, ocDeH D cntseE,

npenBtrleHr Bq. I l6 or3OIl.
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- Ao6prr M

qi€! 23, 3a Boncq leypeAeM no Hacrorur{t
patope,!6m sa 3oll, IlruOI], 33A x T3.

r{rcr 22. Crpdxte rc ro.oBopa qe perdsr s!3,,(tstuE n
cnotoBe no BarMEo clMere o peaa da fn( npea poroBo
rcMthEqnm clrr D rp, ao6prc, ocsoh r cny@rct rcraro trpereduxfta e rye!,!€sa Do
peaa ra 3anoleffm npo,3DoAho.

Llres 24.(l) 3a sulAEn aapec! 3a nptreMa'e qa 6o6!uets!,, cBp3d{ c
damrlur ao.oBop ce cMriar anp

(2) lpx trpoMqHa qreq. cbo;mam !-'aHa e
@xEa na yreloM{ apyraE B tlnaseBeH c!o( or npoMrHaD.

l]p{ clcrdrHe aorclop cc npeaq@{xa

r. anydHr no(yMenrn yaocroBeprB@
oErperBee d npoqerypar4 Mr@ c trocGseHme (pmeprn 3a

- 3a o6tumcoad no q,. 54, d. I, r. I or 3On , cB,ae@cmo 3a 6!,Mocrl
- 3a o6mJMccoft no u,54, d. l,r.3 or 3OI1 , ylocbBepeHue m oprasre

no np{xo&re r ylodoBepelr€ or o6@Han no cerunudo
ft arnlraar snr yqaosrxa:

qomBop Brnpocr ure e nplr@r

u.3y'a, an 3 "r *tn

- 3a o6@mcmorc no u. 54, u, I, r. 6
1,bn6!fil@ca @sunr "frsEa lHcne(Iru, tro rtylE ,;

- ylomsepeHhe m op!tum Ha

-f:pyQryll m lpMdro€ , noaEpxse ynpMeH'e Hame@oro 4N ISo 9001 dM' EN tso 11485/13488 
"/ltu *"{sM.;i c 

"6*"ar "o6n&m da uloBBonmoro n&D cprcs{fia c Mea{rrnlcM Bnern,.
2. ,UeMapdurr ro u. 59, u, I, r. 3 or 3aoHa ra MepMre cpeury mn{pare Bamll no 3a.alrMrqets o6p4€q nprroxelr€ Nr 3.

Ilp{roxetsm 6M Ao.oDopai
L T€sw*rc np@oxeHr ,ar3nlmed4e Ha nopb{ara:
z. qesoBo npeanox€rtre.

rq@{nur loroBop ce 6@r B rt, earoo6pasq eneMnDDa, cI}H m
npor@aqa r nBa 3a (ynyBaca.

7/
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41 le 3,a, / a:3302
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I4HTEPTAJIEHI4KA oor

2, IIpneMe cpoxa Ea
cMoBdtu saroroBopa,

IIpMowEre,11 2.1 - 3ddbnrunaet o6DBe4
llpedcno@ ce M o6o.o6@a daa@ 

^b 
i

TDXHllqECKO nPEAJtO)KEU14E

tro o6oco6o8! n@'qe' N! 1: AodeBM h xacer!
npmorBqEe qa xeMonuanrcrr pamoptr:

1 llleArffarre Nelxq,Ecn m!qE,
trlenH4laseH! 3a x€MonrdBsr napar Mapna:
npo!3BordBo Ea Baxter GmbH GmbD , ormBapo Ha
,qo&yMemmrra 3d yqacMe.

cno@'reHa!p.orP.rlr-'Ak3yj'n$ndl0d'5fi.]g
o, MBP ry. fijo,@ C ErH:Mlendor, 

' 
JwrPAB[-Ej, npe

orla.nc! nrcue c Fop r,oa 0{r ( pers r & 4orc or.ij- rqs,.' 
" 

o ari; riia:i,j;s m"io onmo !a *qu c!4 c AHP I 165! 1354j, EyICTAT I t 5259267 ,

no o6o@6eram no3lllh ca
AK 98. Morer: Bio vsion.
TexAnvecMr creu!+fta!tu @

noplcmu i (ce!eM) decra or

3. npreMtu cporc 3a rranlare: !o 60 (uecraecd)
u3!tueft da+mypao, En,nHfttr.

q. I rpreMe cpoe daaocre.a: rc l0 Gecfl I rueHlapH{ In

5. npneMe cpok Ea D!}oq: He no_n!a6( d 6 (&q) Me

6. Ilprwe na Bc,Md B
o6nnerndo r no(y{emaqlrG 3a yq&ue.

7. B oy*r, se 66na onleaqe! 3a bmnrbr Ha noplqrcra, ce 3ancDmBe,
lT.-Try":**" sa lorcBopa 3a o6luecrBeEa no!!q4 Aa npencrd,: ansH!
rcryle m, yAom8epr8fu!4 ra u.J,p4,s4eqee* e [?r Epn ja non6op

54.u.l.r. to 3On - csrue q
-3ao6cm'Fn@o.o no u..4, tu. t.r.3 o. ton 1o""ro,.p.""" * op*-ogl_q 1v4o.b.rpeaHe q 06@ , sE no c@nuru M ;b;*-; ,,,4, e\ ,\

.dt -."","\Y*1Y:--2
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r, - ! o6cro,M@m no qr 54. q, t, I o _ ,aomBepeHle 01 oper nan erMleE3 Nrq'r, ,,fmh 4ctreeru tro I?y!,a,!:. cePft9.@r k trPMaroe r nofflr,{ase
@semom EN rsd e00r d,; Eilio ri;il,T;;'dH #;:\#TH:..":@acm uE npo,3rcrqEm u@ rbp.lBma c lerrjrlrnxuM mamr.

- Aerxapaqnr ro 3n, 59, ar. l, r. 3 or 3a{oHa 3a M€p(nl€ cpery Bftpase ,aoapr - 3!a!rxm.rrM o6paeq llpDoaerue t& 3.

Iio4rnc !a npeasmlrBaqorc ,!!e I neear 
,

C,M@
(e€,

9, nt



YIHTE PTAJIEHI4KA oor

np@otueuk l? Ll - 3ad.nnubue| o1ptuea
npeddtt@ ce ohdudo 3i o6o@6e4 toiqu ,tr! I

IIIHOBO IIPDAJIO1I{EEIiD 3A I,BII!'IIEIIIIE IiA TOP:hqIqTA

9 iocb,H* 4p@: Ip. rhc@ ,in-d, r 0 nj an rs
,r dMBoD rlno4Bc LfH,

sc"@$m a+N,p;atu.Lnd uu_ ft,
u'pxe|4nrbo4b!EoH t<a30r033 . peu*rr!ro o0rd-.cos, noo.A@omsflac@64 cam 1165313543,syncrar lts25s26?,

upenqa!fi uedo& trpeanorem€ ro o6oco6eqa no3ru,, x, I aocr@na saecm ct r 6r@p6oEaa 3a np!.otlme !a x€Moan@H, psmop{:

6,00 ( Ed ) nela 68 IIAC aa I 6p. mc{a c lMeeeoo 0,950 Mrorpea
6,30 ( rccr reBa tr rlllrcd crdmM ) ,€M 66 ,4Ic aa r xr.

* i7J"
Iloffrc Ha npelcruusarlw

C,,"."8 "*#


