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PETXEHI E

no !r. 108.r. I or llroHr Ir o6q.nseHrrc noprqk{

ty,27 / 09.08.t0ts I o!,

Ha 08 08.201 9 rc! np{ubq{ pa6oraD ci KoMhcx
cn. l0l. u I or 3On e psirruaHero u oueHrcra na ooepure H! yqamHrunre B
npolelypa ra BruarlHe ra o6nredBena noprcka rrr orkp{ra, c npeDqer: locraBrc.

apaHuroH{o loebpxaHe sa losa MearrrrHcxa anaparypa 3a
"Mro.onpod,MHa 6onruqa 3a dffBso neqeH,eaorjp,c AI.

npouclypara e mpma c PeueH,e N! 24 or 19.06.20t9.o!. Ha lrsnMH,renHrtr
,cupemp Ha lptxecrBoro, no o6,MeHne xs 917309, npenrcrc Ns 00083_2019-0008 B
perxchpa Ha A.ea{uma 3a o6urecrBeH, noplrM, o6,scHa s o6,q"ueH B*rsuk Ha
DBporencMr 6@ ao! lG 20t9lS 118,289t9t.

l. o'Dep ra ycacne ca rpelcrsrn{ ycacnn!,re:
l.1. "MEIllUirHcKA TE]({u(A ItH]ItEHEptlErn OOI' .pnera c Dx. J,6

7917l29.07 2019 rcr. B 08.40 e&a.
1.2. "IIJ'IAH MFIIIUUIICKA AIlApATypA" OO!, npnm c sx. tr, 79t8 /

29.07.2019.o!. B 08.45 caca.
rr. "Dfl-A 1lFAr, (Aj" FOOI. nprer". B\ I. ?o27 20o?.0,o roa h

1.4, "DJ'mAR IIl3UHr" EOOA. nplna c Bx. x, 79?O / 29.07.20t9 rc!. B

B louala cr no er. l0l. d. 3 m
BaroxrEtr !a 66!ar on:rpueH, or .pouelypam
rpelBapmnqo 0618.0or yc
lomBop c orcrpdrrre Ha n6P3o Mlcro yqacr{rrrk.

3On (oMnclara e npelnoxlno !a
yeacrlruorj (orro He or.oBaprr Ha
da noplq{am r !a 6ue cknrcler

nporoxonrr n ca ry6nnxyEdn ua ipos,na !a{1) 8a{a H0 4pet hnp: /op.bvldobrt(omaucriolra.

rlpelB@ rcptsoro, Kam Bex npeft{!, qe u ycacrErrrxre ca xlbnHeur
ycroBnm no u. 109 or 3OIl, Ha oc{osaH.e u. lO8. r. I or 3On

P E [I [l X:

l.3a BnLra{run Ha o6@emerara noplcm onpelcnrM yracrlrrurc.
MacnpaHr na ubpBo Mrd! no o6oco6etsn norrur:

| . r . "MEIIl{uIlcl(A TEXEI4(A nHXDttEpUHr( OOI
-p 

( odyq 1"50. paioH Mnuocr. tupe! Ha vnpdehye.r i Vndoc. t,,6r t8b.t K
3r r6{ r\ 3.nper! $lcBadod qolndxp4c-ohr.flosa.Ipnonosa

IIo o6oco6cna no]nunr l! a: Iomm H: n.arq{Hcfta araparypa 3a
HETPAXJTAHE HA AAIN{HA C'CTEMA 34 I]4A|HOCTI,IqHA X ONEiAiiBHA
AP'l POCKOnI,i'. npoH3BojclBo Ha tuch&d wolt, fepM&r,. br
.apdr!kolHo noallpmHe.
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1.2, "tlJ'IAI{ MEAITIIIHC(A AIIApATyPA" OoA, clc celd,ue b rp.
B-dpca a0!2. p"hoh nptrlop\r. upec {a )npaBneHtre Jn "krp4r lltHsapos" a. B\ b |l4ti
lorsa7 4r. nperc d |rpado o ApH. Xpac.oBd BaqroBa I n6, fpa ooreBa{ rlanre".

no o6ocoteca trorrqtrr ft l. IociaBm, slBeedre
.apoHuoxHo noaqlprr4e Ha cTAut4oHApHA Lu4opoBA ExofpA@cKA crcTEMA
3A ABIOMIIHAIHA NI,IAf HOCTXKA]

Ilo o6oco6e!. no3trutrs .rr 2. A@mE, seqde
rar{iHq,oE o no@pxaHe H! 8 (oceM) 6po, nAqxEHTHL MoHI,tTOpri

no o6oco6enr trmnurr t! 3, Aood(4 s;k{!aHe
.lpaHunouno noulpxaHe Ha 2 (!!a) 6por BAkyyMHr,t ACI1',IPATOPI4:

flo o6oco6eu tro1trurr N,4. AodnBK!. sBe@He
mp4uroHEo no@pzue qaaEox6pr,tIATopi

no o6oco6eM trBnuM Jr! 5. Aoms(a s6rexlaHe
.apatsunoHHo no@pxarc qa npEHocnM 6-(aHAJIEIt E.,rIEKTpoKApluof pAocKl4

IIo o6oco6€H! no3tr'r"r JY, 6. AofrBm. BrBe@nc
F mu,oHro noaq4xee Ha 2 (!Ba) 6por ttH@y3t4OHHA IroMnA 34 BEI{O3HO
BJI'IBAHE I,IA TEqH'I PA3TBOPI-"I,IHOY3OMATI,

Ilo o6oco6ena ndrutrr ll! 7. Idr@(a utre{lee B
rdp4uxohHo lu@bD*dF Ha 6 ,ue.ri opo, cnp H loBKoga IZII@Y3I,IOHHA

- 2. C onDelcnHr.e )edmHly ja ce ,vorp .o oBop k
oouecrBeHa lopbq/a lpok c,ej urutse B !r-q Ho peu<d/erc L
onpea€nrse Ha nnlnH!.cn (ftotro e lo-laeBe! or nojycaBaHero dr Bc,cxu yescrHnlh Ha
Haaorqoo peoerre), Ho He nped rrnlaHe Ha t4-llHeBeH cpo( or yBeroM,Barcro Hayqa.rPrLr.e h p4uehHero ad onpetretrtse da | ? Hq rEn

L npr nonnncBeero Ha /1orcBop4 rnuHn,s,n,e cnelBa ra npelcdB,ramydlr lol(}rcsrr orcr?aHrsaHe | 3a
ctorsercrBne c kprrepHrrc ra no!6op:

- 3a o6crorMcrBara no u. 54, u. I , r. I or 3On
, - 3a o6m,rencrBdo no q. 54. d. t. i.3 or3On yaoooBepenue 3a jnnca;a

n)6nncH" 3a!Mx€n"! or o6qnHam no cenaBuqo sa ,q4r Hnnal

., ra o6cJomenmoro no u. 54, u. t, a 6 ylomoBepeHne or opraHkre HoI,lrr,{{ena deHunr "frdHa nHcn€nr", ,o rpyla il
'-::pll-ol1i1 - nplrude , nolnrpxde ynpaunen,e Ha

ftacesoro.EN ISO 9001 B o6,ana & npo,sBolcrBoro,/rnn *prcun_; 
" ".!nun,cn,3a ynp@eHne ra kacemoro EN rSO lj48s/8488 !/,nn

- AeMap@nr no q. s9, d.
3a.ILrmrdHrr o6paeu nprnoxeHhe .N, l

.-.^. .,4 nph -MDcBjflo Ha roroBopa Jc4rHtrnr "l,l AH VL,q4U Hrrc
de rpelmBq ceprhofkdr !{r,p!r € \1paMentrc Ha€q\f'Bo,o FN IcO e00, 20tr. an (a J, npercrddr, .u,{ nur)MeHl

l. r. 3, DlB Bp. c q. s3, d. 2 or 3M n no
or /rorydeHralHm ra yuwe.



"MHOTOIIPOOIZAHA EOAHILIA 3AAKT BHO AETIEHXE AOEpug' A{
lodh r!.dFi...n!dd \@d.4 

', 
t4m."..ole,. !..,. ;.4*s .

s. OrcrpalrBaM or npolclypaE cneld,re y!acr{ru,. no o6oco6eH, n@u@,, c

5,I. I'BETA MEAI'KAI" EOOI:

. - 
\ i L Or.rp&rBd Jqdmtrrq iiBEt a MEII4KA_[., fOO,4 or Fac.de nor! 6: Iocrara h mp4u/onlonoulpxde H! 2 (-cBa) 6po, ,,H@y3r,tOHHA nOMIIA 3A BEHO3HO BII,I-BAHE HA

TETiHU PA3TBOPI,I (llHoy3OMAT). Ha ocHoBaH,e q. lO7, r 2, 6yrua a,,d 3On.;tmro e npc,4maMr oQeFa, rcfu He or'!Bap, xa npelDaprrsHo o6,BeH,re ycnoBx, 3au3r6rn6"e da nopl\Mraj no npe!,l drara MellurHcm
anara4?a c nrckEerma sa m ftata cnequdn@u,

MOTj4Bt4l

., _ 
no B, o6cobsa noMuqr f,asryhr e nprr.u6i, noc.s\a.c Hd {.!en{eMIM: BonBil. \-4otren: P600. flpohBotrmr Curcdons Biotrchr Vedite,r Co.t,o.foluHa !a !po!3Do!crBo: 2019
u3ldndo H€ croEeMBa

_. . t.l.). O.c.prFsd!lAanHh€ EfrA VEJll4KAJ,I- rOOI o. )"a, rtre no,{. 7: Io.,ABr'. I mpdl/olHu
':-r,."J:31 * 6 ruefl, 6po' .tpr4HUoBroBa r4hoyrrlo,tHA notnA
l,.li:_:" lyll * ocHosJH/e u r07. . 2.6ris, "a d .ro,r. 

o'l kdro e rpejms,.l
ooepra. hoq o He omBap, tsd rD@apftn{o o6rserr ( ,J,uBtr,nopackrE. no o.doued/e tra rpetrarddc..

no!oceqi B u{x{ecqra !neu,\btrk5 uq
MOTI'B14:

. _ no mr o6oo6eHa no3rq,, ycamnmr e npuAro
Mapki Biolishl. Molcnr p500. npo,3Eorren: Cumddons Biotiebt M.dit""h c;i;;'.
r o!n{a Ha rDorrBoncrBo:2019 r

cu,ffiM.runpu,anmbo6opyM

lHoy3mkH o6xsr d 0 !o se99.99 m

ffin,m rooo;d;;.-

$oyrr4eH o6rm or 0. r !o eeqs ' i

r00 rc 
'500 

M B gPqq!q!!I&c
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x3!qn@ He crorlema

ctfusqecdnpqDnrc(dopJllt]m

He6dr.lft:M;--

BaueHaSyNKun, h,.cHomno yqadhrsre

(w.iahl Mode). a h. !o 8p,!on QyHkud.

Brpu*' Aykkud

kdpencHan hoFu R. no-MaKo d 3

5.2. "EJlnAI{ JII,I3UHI" EOO,II:

_ 5.2.1. orcrpaorrd ) ra@"re 'ErtIIA( JIIl3lrHr" EooI m yc&me no
o6o.o6.qa mlrqrr N! 1: IocraB(4

cTAU/OHAPH4 Ul,lOpOAA I XOtPAOC(4 Cl4.t MA rA
AElloMI,ll.lAJtHA II,lAfHOCTltttA, !a ocHoB${e c,. l0?, r. 2,6ykBa ,a, or 3On. c,
ftaft e 4pelcrsb ooepmj rcm He orrcBap, na np€Dap'@no o6metslre ycnoB{, 3ah1ft tr,edhe dd Inplq{a e ro np@'fuam ;e!/urts.{
anaparypa c m,cksaH,na Ha b wqara cieq,4,kaun.

MOTI,IB':

_ . --n! Br o6oco6da nonqm ycacrHrftr e !!cuo
MapM: ZONCARE Mo!d: ZONCARE,eT, npo,3Bo!ren: ZONCARE, ({ra}, f;eHa
Ha nPorrsolcrBo: Hee nocoqefia.

B rexHreecx@ ce np€lloxeH,e yqamnkh. de
nporcEolcrBo! nop@ {oero He Moxe !a ce npeue!, rd, npernmoro Me4urHcnoraerre or.oBapr Ha r crcdrm Ha B63,oxl,:lw !a e trpo,rrcreHo He no-pano or 2ol3

B .peacraBeE{r nporJKoB nardor ycatuntu, ne e ,rB,Hr
Bryoxurerrj nococeHotr r. 3.5.2, ,3p.Dropo sa yksaE,,la 3a noarorcBka qa odemara or
noxJ neHErr,,ra 3a ]q&fuej 3a{6nxkrsHo na or6e,exu (no!q€pr&) , HoMep,pa ;eM m
napaMerpnre no (onoqa 2 Ha ra6rnlsm no rccm 2 or 6m{s,, 3a&rxnrqed o6Dseu
ca leMcecKm npe@oxcsue npnroxeH,e lts 2,1 , I n"", * ro 

"""" "";,; ;;";ycElosu Hqrcrero {a clorsmnre QyHu,on&H{, rexH,veck, r3ncrBdr,, pa6or!,
xapamepuqnn r oxoMnren@M.

B!np.$ ycmoBeqoro Hcr3rM ,runo{. t0l,d. I m 3On e npoBepnna clo rcenrc,Ho cpB nposepka or

. (hnps://M.eoosl€.coo/url?sa=r&rl=j&q=&esrc=s&source=web&cd=16&cad
=ri!&uacl=8&!ed=2anuKEwiO
)XlPD|AtuDepor,HeS8A$aeFiApceetABAC&ur.-hhpcolAoo) 0qtFco rt npcd1., (roq2Fusc'lerb,2' ?58lo02."uchme1rooit8./B0o02Fl0r30t.t_ointtrtb€recdLra.aJo

I6Pl2bru.Jooo2l /mftre-Q7 specj'a,d.on..pd &^s. AOr\dv12;OIvd2qvAtIov$eo
frcr. lptr roflo e ylmroB/ra qd.ftqdo
'is'ntrldnpo'}ho3ra'so'l.dluo'd'd/',erydo'ny6n{\



'MHOfOnPOOt4AHA BOAHt4!A 3A AKII,{BHO AET{EH'E AOBPI]II' A4
a-- trffitrds@ c!'ffn|d'6!kpid

tlrAdn-o He clorBerma

c1omcltmft h rywrmxom o6opy!!ih. c

nor!6m.Kr yai?octr ranrc Ba

nporpsryaH€ Ha rorpe6sHck{ {r$ocx rantrc Ba

ro'€E e exorpaoc{ri o6pa $piy

ftnoir.Bu.*oryaos! o6ea m@
mcrporin H earreea M rEr i *oryaosn o6etu

BM. .xoaaoffi o6pa 3a ur *oar.
Hatrrk$trHrpoci usB,LAN.

tuyn.h'n {e ymF6tr xilrcnm Ha rm.pod.'

qoleio*! rd BBrdxrcq r s$'kq
c u.n noctrmsHe ! rBri4!*!tr' exorpa4.kr mi BdMoxHon

au6oq,flaHa.nE@ai€ {e m.xflxo or

creuoksubD {a

KorereH rrits{b.ep a $los{trMHr
qorydoucxsHnud r.rftH

nouqKutrn m

cncrMa c rm.pQcnq u.ftrc.R Ha

npo'paMm H,.rorp,o' Br oxHofl 3a

c rmeodq u*rr+{ .
nporp3Mm 6 €xoPaaa

5.2.2. OrcrlaH,Bdr ysacrE m (fJInAR JIIl3IlHl, EOOI or ycacrre no
odococen! nornqrr l! 4: Aomka.
no4 bprde qa ILO!1bPIrJIATOP. c, u.Ho!]hne u. l(l?.-.. 6),Bs a or ion Br



"MHOTONPOOIIA A EOAH]'IIA 34 AKT'BHO AETIEHIIE - IOEPUq' A,[

kalo e lPeacraBM o+eprar (orro He orrcBapr Ha npelBaprrenHo o6,*Hrre ycroBor 3a
BllllcHke Ha oopbcMra! no rpclnd4ara Meluuncm
anap. qpa c rcrcxBasrrra Ha D c4mm cneurdnruum.

MOTI,IB],j:
no ra{ o6oco6ena nouuur t{&rHrer e npt4,ux,, AUclu

Mapxai BIOPROMED, Molen: DF200A, nporrDoa{M: PROMED. Karan. fomHa Ha

l-{3!erum rc cmrdcrsa

5.2.3. OrcrpMlBe yqaonnM TEIIIAI{ JIll3ItHr" EOOI or rlacrlc no
o6oco6em trotnurr N! 5: .[ocraBrc,
nolllpxee @ IIPEHOC,,IM 6-KAHA,TIEH Etr1E(TPOKAPII,IO|PAOCKI AnAPAT. Ha
ocHoBdre qn. 107. r.2.6y(Ba "a' m 3on, G! karc e npelmB,r o4epm, korro He
otolapl Ha npelBaprMHo o6r3$ure ydosnr xa noDlqrcE. no

npeana.dara MelrurEcre maparypa c r3rcKBaHlrra Ha
!eeckara cneu{on(@r.

MOTI4BI':
llo ra! o6oco6e* no3@!r )qacrHrnr € npelroxs, lom

Mapka: VCOMIN, Molen: ECG-8062, npoo3Eoalrenr VCOMN. I(,raI, rorrH! Ha

Ir3lemflo Hc GmsmrEa

!3Hkk ra 250 naueHn (paulp'eMt.

5,2.4. ChcrpaHrMM'"ran{ka
o6o.ofen! norrq{r lYg : Aocrum.

"EJ'IIIAIC J'IIllUHl.n EooA dr ycafle no
n .dpdqrorHo



"MHOfOnPOOliA HA EOA! l.itlA 3A AKTI,1BHO AEqEHI,IE - !OBPI,1I' M

10 rrdpxde m - /@ar 6rcr 4dOV)IOHHA nOVnA lA B|HO.]HO B,lltiBA t_ dATFrJH/ PAI I BOPtr, tHOt IOMA. I na ocHosaHke c | 107 | 2. 6)hoa,", or jon. ;;
:l:-::!"Acmb," oQee'A rc'ro de orrcBap' Ha npeqBapfte,no ocou"nu* y*o""" ,urrnlnHenre {a nopleremj oo npe,cnmaD Melrqrscmalporypac E ckuaHnm laD ce(amdeuso!rcrl!,.

MOTXBU:
no br o6aru6eHa norutr{ Fa(rHxftr e

Mapx.. llK-100. Molen: HK IOO . nporrBoqmr:
npe@oxnr aocraDxar sa r.!€nre
I.IAW(MED. (man, rouHa nanporrEolcrBor 201 8 m!.

]lTs"qo dc c6tudfBa !a

crd.ffi 8,. u npdmnH;;;60pyn3tft

nocos.mft cxopo.r 3 p.xrM 6sy.(rnapsa !os) . f

ncdd, e moehlrdr@r: ! s%

{s d{ ftreE rp4 @tr 25 nt/h

4rn@.ko6a3anDene|e. l

-My.:;lT !o so,fu "*;*-i
i;q@;;k,D).m-lq-

&ffi;tftb'rp* - -

, _ 5.2.5. Orcrlmrrtu ycacrHrm ,,DIIIAI( JIr,I3UHr,, EOOI or ylacrke no06oft6on tro3rlrr Jf! 7: AocraB6i , rapdu,oHro
lj-r;ilL-11 * 6 ,uecr. 6po, cnp HUoBhoBA ,it_to\JrioHHq FoMrA
oAepr4 (orro He orroBapr na npelBaporerdo o6rBeHnr ydoBd

Ha npeu@Ham Me!,ruHcxa anaparypa cnoowu B rexs!*ftara meq!+,traqm.
MOT'IBI':
no rar o6oco6eqa n6n!k, wacrd,cr

MapM: \vI']. Moren: WIT-301A. nDo;!o!,ren:
npo!3bolcrtror 2013 ro!.

l,blerroo de cmdcrBs

e npennox"n loc@Kam ra mldne
WIT MEDICAL. Ksmr. fo!"qa {a

Td'BesErcnou'nnlM
_ _r r4!g!!!!:r4P!apa
5rpu.M aJHrutr{

cam"Fumk,'pa,,Emn j6opy*-

;T]
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j,lT::"fi ;ff "t:.'ffJ:ffi ffi :,;flffiltff;: no,,"me*o My

,4-p CBETO3AP EAfiqEB
I,8NAJ]HI,ITE'EH IIiPE(TOP

*a. J6 a,u 3
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