
'MHOIOI1POOhAHA 60AHt,t Ltr4 3A AKTITBHO AE!EHnE -AO6Pl4q'

t- vvaof oBoP N1 t'
AHect' /?'..20la.or 

B r!. !o6pr I, rao.tsoB4re u Il2 a c,. or iaroHa 
'do6uetueHnre noplce, ce cm@c{ ramrnrnm roroEop MeMy:

MAPBEHA II,IA|HOCTI,I(A' EOOA, cft @runqe D .!. Co4rr I 799, slpec
panoH Mranocr, x.K. 'MraAom 2, yt. "Csers l{hpnrr, 44. Ett(

200600292, nleacmmbdo d Halr EEcErueBa lpmeBo, orpelqeH 3a BrdHsren c
PeDetue lG l5l 15.04.2019 r. cn€! npoB€leqa npouee?a 3a Brldde !a o6ureqBeHa
nopbm mn orA{€ .i{, 00083-2019-0003, c npenM4 itepnoarjqa loftBM Ha
rcllenrparu 3a xeMoaruma ! latuopn 3a ann!'peKrrr Ha xeMo!{drca, maparr
Map@i AK 98, Molen: BIo VERSION, npo,rnoacrso !a BAXTER CMBH CAMBRO

.MHO|ONPOOI4JIHA BOr'IHIIIIA 3,A AKT4BHO JTEqEHUE NOEPI4q" AN
.p. Ao6p,c, ec ce@{l'rc, a,qpec sa ynpaMeEre: .!, no6prq, yn. -naHanor XmB 24,
ftr. 058/600160, lbec: 058/600414. e-mail: oblb@bdson.he! EI,II( 124t4t302,
trpen@rrDdo or I-p CEooap BanqeD nerpoE ll3nlrH,reneH lrpenop ca
lp)DkecrBotu, HaPrcea KyIlyBAq.

CPOKOBE II IIAII]4H HA N.IIAIIIAHE
qrer 2. Cpohr qa Hacror@ nomBop e 7 Mcrcua o, drra H

My. norcBoplr npoAlrxea letcrBsflo c{ ao cMocBdao Ha aorcBop c !py. nru!!1en
cIe! npoBersa!€ na o6uetuela noplcm.

tlncH 3. CroMre Ee 6!aar aoctursr or npoAdaca !a qnyBaca B cpo( tO
(lecdl mesaapHn er. sea 3dBrBddo nM.

rlreb 4. AMxrMam na npoaEsaca craa no rcre orlqHa locro(a qe 6!!€
nnare8a or rynyBaca m 68rc3ara cMarc ra npon aqa B cpo( ao 60 (uecr!4er)
(ueHlapnn E{ dea rcaadm Ha oarry?a or npo!r@!a.

qne! 5. CpoGr Ha rc@oo: se no-ina6( or 6 (r€cr) Mece

LrPd{r ce cnopa3yMrxa 3a dejrnotu:

DEAMET HA IO|OBOPA I,I {EH'Iqretr L( I ) npolaBa*r npoasa Ha xynyBaca mokrr no o6oco6eqa nG,um lVs

N! 2 Aocram xa Mctu c psrBop !a noqrhde ra xuunfi ! tro o6oco6esa no,u,,.ti! l
Aomxa na xacda c pmBop 3

npoqeaJPa 3a Br3ndse da o6nrm@sa roF6crc.
(2) UeHoBrre npearox€H{i Ha nDolaBaca ca:
no o6oco6eHa nolorrlr Ne 2 A

(dukt: 2.s0 GB! r€Dr tr trelecq qofin{r) neBa 66 Aqc aa r 6pon racm. -\ t * t
no o6oco6eqa f,Gru{r.lG 3 Ao

Msd4w: 2,80(!BarcDrnocedaecerfl otuHKnrncsa6erIACn | 6pofi M.na !, /,
(3) npomonrr€ {onreedB4 nococenn B ,cokyMeHrarrura 3a o6qecrBeHa

nopae@ He nopa4lar 3ondxeHtre 3a (ynyBaqa Aa ., 34ynx B nocoqesu o6eM.

't:A'

M'CTO HA I,I3NIIHEH'IE I' NPEMI,II.IAIAHE HA COBCTBEHOCTTA



'MHOLQnPOO,TIHA 60Ar 
'/LlA 

jA AKTI.jBHO AEt!,hhE !O6ptt9 A4

Llres 6. 3a w@ Ha locfurse Hs more ce onpelw .MEAn-.{o6Drq.' AI
rp. Ao6!nq, yr. ndator Xrbs" N! 24.3!e!o'Eotuqd rexa'.qns 7. Co6obelocm B6pxy !o@E Hrr roftr r p!c6r or nlrlo rnt

np€MnnaBa Brpxy rynpaca or noMeEm Ha nprelaHao rM
aocrdrHe c np{.lro-rperaBaMeH npotukor un{ apyf pdHGraqer

nPABA 14 lAnatmFHI,UI nA nPOAABAqp
qnets 8. (l) npolaBasr e ar

rc.m € o6rBan B 3dued,flo c, ra rracrue lotulaHm Ha no44nunnrer. B cpok ao 3
op 3a no43nHs€rre M, 3a lohuH{rsdo cnopayMeHre

Hnrem Bnpala rcn{e Ha
loroDopa rrr HalonuHureiHorc cnopata4erre {a Br3roxljrw
{e ca mnMHeE ydonnfia no cr. 66, u. 2 r I I or 3On,

e) nonnnGnllMrre MMar nptuo aa npc,b,Hrr csa
IenHocrure, notrro € Bubqenu B npe4\{m sa lorolopa 3a non rnlmeHre.

(3) H4arcrMo
or.oBoprocm 3a BnMHeEae !a lo.oEopa 3a o64emeEa nopaq(a e Ha nponilaqa,

(4) KynyBasr lrMa na EBrpuBa lrpe@r pannauaHm c no4 ruqrM,reLtie! 9. npolaasr
,3'cruaqlrra, nocoqese meqo4okarft' or aokyueHraum ra

qneE 10. Itpoaa4qlr D cpom m ao.oBopa e ]r)rMeE aa oMa psper€lre nnn
ylodoDepeHtse 3a cprcBur E. qpo c Mearqrscu r3lemj saanero or lbnlml{MH,,
Ixpemop Ea IrAI tro pela d. 3M!l.

qneH I L Ilpoadaqr E cpo@ Ha lomBopa e arexe! !! trpD
cr@Ma 3a yrpNesre Ha @eecrbm EN ISO 900t r/utr EN ISO 11485/t3488, r/lm
ekBrBdeHmq c o6xBat s o6nama !a npo{38olcrBoro !/rr! mproBura c MeanqrE*r

qreH 12. npoa$acrr e ,r6xeH na 6aane B cpo( dmypa

I1PABA II 3AI!JDI'EHI]'I HA KYIIYBALTA
llies 13.(l) Ktoylasr Ns npeo !a npoBeprBa

orlerHs !ocra(4 xarc np! ycrdoBrDae
nDolaBaca B cDo( d 24 caca.

(2) Epr y@oBrwe qa ne6
rynyBacrr e @xea !a yBeloMu npolasaca B cpo( o 24 qe.

(3) HecloBdcrEtrm u kaeemBm ce y@EoB'Da c
nporc(dj 6mu€H or (oMuck lrra Ha rynyBaca.

(4) B dyqaii, qe npolaBa$r E cpo( ro 24 *ca cnen ttseloMrBmm no d. I
ocnopn nrcMebo lsm4rB !a ncm npoDepxam lry or
)nuroMoueHs m6oparopnr, cp* BeMde sa rcFrponr o6pdq (Nomp!) or ,qocisrcra
u cptuMBm{o e c nt!!@*Hre o6paq, (Nocr!u) dpr ) ra@do B o6uecrB€Eara

th€H 14. Kynlrasr e arxeH ra 3tumn ymsopesara q€Ha B psMep4 no
ralma, B cporiq onpeaqeH, B serorlun! lorcBop_



- aoEPr4r| 
^4

HEYCTOiiKIJ
qreH 15.(l) np{ 3a6ea !a aocr@M or crtda Ha npoldaqa c nosece or 24

(ftaaec* ! q*!p{) eacs, (ynyBasr ea npdo aa norycx fleycrofire B paMep na 0.1
(ryna urro, efta qecera) Ea cro or @nsocm Ha 3a6aBedara locrdre 3a Bce@ 24 caca

(2) np, yodosBee
ro xonleecrBo npr cr€4arqam aoma(4 a np, nouc$a{e

m cTpa@ Ha (ynyBasa B cpox or 24 qaca. npr HennlmeHre
&ynygaebr {Ma npso aa noryrn seycionK! B paMep Ha 5 (ntr) tsa cN or cronsocm Ha

(3) np, ymorrBde Ha Hec!
!a locrat cIoM c yrc@peHoro Kaeemo np! crclldqam !ocrd(4 a np! noocruue or
crlaHa Ha rilntTaqa 3 cpok ot 24 {rca. nptr ne6nMHeMe qa rcBa 3Mesre klnysasr
rMa npaBo ao mnycr Hey@llka B paMep Ea 5 (ner) Ha m m crofiHocm Ho

(4) B q rawe no enHer 2 , 3. *o rpoldaelr He aocrsr loroBopesoro.
rynyBasr nMa npao 4 3a(ytru Hsbxoaoure My tuu or apy.
p4mftam Mexry ueHda no aorcsopa n aeio&MHo 3auatE

qreH 16.(l) np, oru !a npoas
3a6ea noDece d 48 (eqpur*er r oceM) sac4 (ynyBa%r lMa nlaEo !a 3sq4rt
rco6xo@MnE Ny cDka or lptT lomqrx.

(2) B crycare no npeaxoanara drHer psmrcm Mexly ueHara no aommpa t
a € 3a cMna Ha npoldaqa

Llres l?. (ynyBaqr 
"M np@o e,cm o6q'lereH{e B nlren psMep sa

Bpelure, rcm e npmp@ B p*yrrar Ha 3a6senam r/r& fte
lllre! 18. np! id6aB! Ha Morwl€ m crpaHa H! rynrraca, nocn

sa rpoldaqa reycroilk4 B paMep Ha 3*oHHara rhxBa.
qns 19, Heymtm, o6e3Lu@HUrB, qe{oBtrr€ psturu no u. t6. u. 2

Momr !a 6!l1ar yAhpxm or Bcr(o rqMMo !a npola&ea Maqee

nPEKPATtBAfi E ttA IO|OBOPA
LlreH 20. IoroBoIBr ce npexparrBa
L. c Broq@e H! cpo(4 3s (ofiro e cu@qeHj ocBeE B cntq ft no q. 2, r!p.

2. npn crcrMHo s€rcmnqeHr n/hr Meemo
or mpda HE rponalaqa. non d@MHo a€mmnE€Ene ce ps6spa ruoB4 ,3BEpuear 4au{ noece mm B pdkrre 3a e@H (uesJ3peE M{errj {rtr noDeqe or Tpu nbm B p ure

3. rF c!.laBdqo na ycroBur 3a locrdrc Ha mtrmq npeeer m AorcEopa
cne! npos€xldtu ds qenrpdr3,p4{ der4olHr Bp.one.

4, s slqat. q€ 6!Ae rpoMefieHa HopMarrBrara ype!6a. B p€lylrar da rcm
ona.ue Aeo6xoneocm or !o pelMtr Ea loroDoDa;

5. npn sea3MoxHoo !a ce oc{ryp! Orsmcrpse 3a
doplckara no trpnchda, (orm ryryDast ne e Moru !a npeaBoa,,

'MHOfONPOOI' HA EOA}I]'UA 3A AKTIiBHO  ETiEHUE



'MHOfOnPOdqAhA EOAH14It{ 34 AKTt,tBPO Ar\EHtiE - 40bpug AA
Iosnwa4 lldo rnr-! r6rd4rohfd@( s?r., @lob&trM

APyrfi ycr'loBr,It
lineH 21. Cmhx.e 0o lorcBopa H. lorar !-

npe$rachr tr Yn, I 16 or 3On.
rc xrMeHnj ocseH B ryc&rei

Iinets 22. Cr?mnre @ rorcBopa qe pensar s!3Hhmunre
cnoPo& no BMEo c!.rere o pela Ha fII( rpea poroso
koMnetEtuEm cl! I r!, Ao6pnc, ocBeE B cryeanrer rcfmo rp@sun@ e npeA,Bela no
pena 3a 3do&AHmo npo,3DoAoro.

rlneH 23. 3a Dc,w HeypeleE no Hacmrqr! lorcBop Blnpoc
panopeff{r€ na 3OI1, rll3on,33I, 1:.

'{neH 24,(l) 3a Burnsr arp4r 3a np!€Mse sa c!o6!res!r, cB!p3u{ c
namrur@ losBop c€ cMrrar a,lpecnre, nocoqenn B Haqdtu Ha loDsoDa

(2) npr npoMrsa Ha ad!re no npemorHara dnxer, c6m
&6x84 !a yDeloMr npy.ara I rpneeDea cpok 6 npoMrmra.

npo crcmDrae romBop ce npeloorxa

L AkrydE aoxwemu ylocmDeprsaqu
oMpdrBare or rpouelypsm, (eo c nomdeHnre xpurpr! 3a

- 3a o6cNrMcrBara no q. 54, u. l, r. I m 3OI1 - cBraere,mo 3a c@Mocrl
- 3a o6crcrrdcrBoro tro n 54, u. 1,a,3 o3On- yroroBepetrre or op.drre

no npno,qre ! ynocroBepe*e d o6qrsara no cendluero
fta4rraara !fu y!mu(a;

- cepo$nMr 3a npnname ! noaqlpxaHe ynpd,esee Ha
kaqemoro EN ISO 9001 r/rm EN ISO 13485/13488 rtuft *B,Bdeha, c o6xmr D
o6nnc@ qa npor3BoacBoro ,/rnr rpDBirra c Nenru,qoM rc!er!,.

2. Aeuapalrr no q. 59, u. l, r. 3 m 3doBa 3a Mepkhr€ cpeuy nn,patse Hamp! no 3aa6nkxMe o6paeu fipMoxeqe ]Y, L

Ilplnor(ehm 6M ao.oBopa:
L TexHHc@ko nleilroxeErc 3a BoGrHeE e sa nopleftarai
2. Il€HoBo !pe!ioxeH!€.

- 3a o6wl@cBoro no q, 54, d. l, r. 6
l.bmr tsHq msrr4r rfrasEa rscneruor no rlyAai ;

- y&croBepeHxe or olEBnre Ha

Hadorlrrrr lorcBop ce GcraBx B Tlr earoo6pslr eKeMnrlp4 elnH 3a
npola&va ft nBa 3a rynyBa4.

ITPOAADAq. KynyBA'tl
i lt; 'lp,
\:i,
\,,

t/l tr,ti Ur )y'o,a" ,i o J+lz o

.44 't a,r 3itJ



npuowBue N 1.2 - ndtuxuhaq 6o8.tup.nchau ce o'ndaEo to o,tuoaaa aiutu n z

TIESODO IIPEAIO?ITEEI,IE 34 II3IISJIIIEIITIE IIA XOPbqItATA

or M.pB€ra A{uorcno EOOI
6c eldrue ! rP8n co{ur o6@nHa (4ob_r!a{ { a{D4 d!yrp@r€r,c rllA coo4, yr. 

"cEeE Kxlrrr@..'t4
E t( / 5*Aet+t 200600292
dp.ncfuuD@ or Crc4 Baxres qoponce!

:_",-,",", . ! meftoD ry Ha Tlpbwx !.HHrsp c nsdoullop€r er@ct ni&reo u 04.0r:Ote o x@p,yc Asu IsxFpor p* )r,j-ji

lpeAc@tu q@oDo trlefiomac tu o6oo6€h ,o3,{&r }E 2 Aoc@k {ar@n . !sBo! s noq6e. Ha @,rd

2,50 (!.!s &B. n nqne€ clwe) ,e!a 6@ ll4c * I 6po{ rec@.

IIoE c sa rp.rtuDBlqm ,
CrcB BMa_tIopqB. Trp -** *rrr** t

i rue. oo'lxHo 3 oeub. lcmon)



nq@o#du. JV 2,2 - taduetnaeq odp@dl
Ilpedmd.t ce M o6oco6e$o a@BqMM

TEXH14qECl{O IIPEAJIO1(EITT,rE

no o6oco6.d! ndn'rrr J\! 2r A

noannctum CrorH 8mrnff 9oponeeB, Ei_H
TlproBctu MemA)6p c nMoNoltHo pq. j{,1049t m/laaelo !a 04.05.2018 d EoDpxyc
I4!d AqEpoB per. Ns 039 m HK (Bnucsa ce dtuMochtu) sa MapleHa l,m;r,;aEooA {an,c6a ce @ena Ha t4ach4uxa), rpan coOM, arpec !a
yrpaDr€sue rlan CoO6, yr, ,CBm (,nprrH.g4. Eli( 200600292,

l. Fleuarore no o6oco6dm n$,q,, q
rpeaEsaqeHu 3a xtuolnerrM maparr MgpK: a( 98, Molen: Bio verion.
npoxlBoaso ha Bdrer cmoH cafbro { orloBapq. {, texhh,4ctr 1 cneupH@e o;
noryi{eErrrruFe 3a yqacue,

?, IIpreMN cpoxa ro nop6lkara: 7 (@aeM) ueceE orcmqaft mnoNDola.
3. nlreMN @oM 60 (u€cra{{)

r3Blp@ero qa roddmm x 4adem @ omrla 01 '!rlxe,rw.4. ilpEeMN cpoka na rocrm(a: ao l0 (neH) ftdeHrapM a

5. IlpreMe cpom u rclHor: H€ no-rpaEx or 6 (ueQ) Me

6. IlpreMN !a Bm'md B
o6rBreEtrtu r rc$M€r]@ma 3a w&rr€_

?, B dylat, ee 6!lla oryeAqe{ 3a rcnb'MM sa noplcam
trps noanrcBuero sa aorcBopa 3a o6'lecrBena noplqka, aa npen@: myMsr
aoryreHmj yromBeprBaq!, 3a orcrpauDue or trpouenypar4

@rerre (pnreprr 3a noa6op:
- 3a o6cromcbara no .u. 54, d. 1, r. I or 3On , cBra@c
- 3a o6crommoro tro u. 54, u. l, r. 3 d 3On - yrocmB€petsoe @ opr4hE

no npAole ! yaooorcpeke or o6!r&ad
(4!l],qas ,D y@arM:

z-)

- 3a o6cmrr€rmoro no q. 54, d, l, t. 6
l&n6Dhtua @qu@ "f'ea nrcnexuu no rlyna ,;

- yrocioBepeHue d opEft Ha

- cepnQtrkar 3a np!@de u noaArpr4e 
'npd,s,c 

Ha
scecmoro EN ISO 9Q0l /Mr EN ISO 13485/t3488,/rnu trB,Bdema. c o6xmr B
o6,ac@ Ea ryoBBonqlm E/nD GproBnrfr c MearrukgM rcnq{r.

- Ieuapairlr no q. 59, d. t. a 3 or 3*osa 3a Mepqre clenry rcr,pde qa
napq - 3aAl'mEur o6pa€u lpuoxenre L 3.

uoan,c sa nperodruBaqoro rtrue n neqar:

Crcs BactueB qopon@B, TlprcBce MeHnlep
(xue, 6a@!o ' 4Nn,E, @moc



TEXH I,qE CI{O NPEAJ,TO){(EIII' E

rc o6oco6.sq m*q,, r! 3r AocrrsKa qa ucern c p!3rsop 3r noquciBald

__ IloArrcaEm Cmm BacnneB qoponeeE, Ef;:
turrolouno per.lloto4a rjnueHo Ha 04O\..0t8 or hoDD/v.hBd4drepos p* Np 01. A^HK tbnL,ao ce dtb*,*,., ," U"p,,," A^;;;-ri;.e Bzno ha yactu,K). crc celuhuF rpu coed. up( HayrpdsneHie ryu CoOd.yr...( Berh tunp/,d-44. ! t( ?OOooO2Q2,

Ip@osenue Jl! 2.J - fudbnhnhaq o,rBet
Epeachnst ce ho o6oco6e\a idnqu Jlt 3

I llpelraruure
npeAxaEa{eM 3a xeMoaru@n! dapafl MdD@:
ntomBondm Ea Bdter GnbH Cmbrc , (e4pm qa
,coe,leEra{nma 3a tqcrd.

2, ilprtuN cporc
cuobm4o !a nobmpa,

no o6o@6esara n@rqm caAI( 98, Mo!q: Bio vmion,
rexMceckm cneqno,rurx{ or

!a noplcram:7 GenenJ Meceue o

... L nprere cpo€ rr rrtus..rc oO rff(,ecqr .deualHr lcr 01ruddflo na cmrTa d hrnbftHw.
,dMu**'. 

,,p*ve 
"pqa 

na locmra !o t0 rDqe.r rueH,apqh e{ oi loMeHm Hq

_^^_-- . 5. ITlnwd cpo(a na rc,lHoo: He no-xpaB( or 6 (oeor) Meeqa d lahft qa

^.--, ....- !. njl e e ntu
oorueHtrtu | roktreHErudra ra rerre.

7. B cn !an, ce 6l!! oryeldeE 3a nmnHftrr na no!6qaft, ce 3aaux5Fd,nP! no,ErncBd{o !a rotuDopa 3s o6lrecrBeHa rctaq4 Aa npen(fu,: e,rokra{ecB, ynocbB€lrEaq, ru u,",pu,uue - npo,reac.aetrft (orEPyu u no!6op
- r oocrcr,€nma,a no u 5t. M. L r. I o. 3ofl - cBdeMc.Bo ?a clAx{r,3a o6cro'Mc.m no q, 54, d, t,,. 3 or 30Il _ gocesep;;; ;;;;;;

rcrsraaB m yraqqftd:
., - e o6@mcBft ro u. -4. e. L r.6 -,tromBepex/e or opr4/F Haa3nGDrrma g@qm ,,t_raBra lqc&njru no rpyra,,;. cepflaftai ra n!,urarae k nolllLDx4e
rcqffioro EN rsd e00r ,,;-iN rio ri;;ili;;i',i,T':'#;:'"#:ru'J":,":

m hPmBh,.a I ves{u,hlM n'!e,k,
- Aemapaqu no u. 59, u. l, r. 3 o,3arola 3a Mepftre cpeuy !",laor - 3a.[lml@H!r o6p6€u flp,uoxeHne )ls 3,

rlo,ln{c tra npeactumatlom ,
Cios BacueE qo!or@., T!prcD"", 

"",,"*f(,Me, 6dqho , dtuq,m. qlxs



npuo$.au. J@ L3 _ mdwfuq 06rb.4
upeo.no@ c. odwo N o6oco6qa no;uau .je 3

qEEOBO IIPEAJ'IOX{EEXE 3A IIIbJ!{EEIiE riA troPbqrtATA

o MapBeHa Araftocrxra EOOn

ffi,ffiffffi.r"fl.*,**
npeaceme or CUH Beu.! 

'{oporee!

;,:;ffi ri";iffif Hfi "# ;t #H:ff."#".*ffi#"ffii:Htrs

rpeAcfurM u.Ho8o npeeoxtuc tu o6ocof@e c PeDop * nowq!4. r.*;- - '-""!44 no3drru No l 'Ioc@ro Ha

2,80 (nBa noa ' @euleq clwrq) ,eEa 6q AAC s I 6Dor (..@

JIoEu. h npqaqa@Baqob eq€ { reqn.... ,,

Crcs BtuueB tto!o:m, TEprc*o 
".,-oo 

(
ItrMe, 6a@Ho tr OellM, 4jBeocr)


