
IIPOTOKOJ] N9 2

,[uec, ] 3.05 .2020 rro.ElrHa/ B 09: OO qaca/ Ha alpec rp. EyF)r'ac , 6yn.,,CreeaH
J3, e Xvpypr',qeH Kopnyc Ha MEAJI-Eyp'ac AL et,.7, cr,3,U I dIV](JUJIUIJ TlY

KoMucu.s/ c DpoMeHeri. crbcTaB c.btrracHo 3anoeeg Ns IIj or ji 0.04.2020 rrolr4Ha
ua Vnpaer4Ter.q Ha "KOII-Eyplac,, EOO.[:

llpegcegarel: .u-p ller.q Tycqr4eBa - HaqaJrHr4K
Me.Ur4UyrHa /,,KOI]-Bypr,ac"EOO,{ ;
Hreuoee:
1. ,[eaHa flerpona - lpaBocnoco6es Fcp]4cr , no uJt"2O,
2. MrHrco Koea - rr.lraBeH eKcnepr, ,[uperqvx ..3CAC.
an.4, r.3 or 3Oll ,

Orge"neHze no

at.4, r.3 or 3OIl;
- O6umua Eyplac no un.2A,

ce c'uOpa .qa |Ipo.qbJIXr4 cBo.qra pa6ora ro pa3rrJIex.EaHe / ol-leH.qBaHe ]4 KJIacr4paHe
Ha trocybrl]4JII4Te oQeplr 3a VrracrlAe B orKpI4Ta lpoue.qypa sa Bb:]JIarraHe Ha
o6qecreeHa nopbrrKa I c npe.qMer: ",!oclaBrca Ha JreKapcrBeHr4 npo.qyKTrA /
Me.4r'lur4HCKr4 KOHCyMarr4Bl4 14 pa4moQapMaueBTr4Ur4 3a Hyx.qr4Te Ha orrenenre |Io
HyKJIeapH a rtegltqwua" .

1lpoqe.4ypara e perrr4crpr4paHa e Aoll nor Ne 00232-2020-000r
- orKpr4Ta c peneHl4e Ns 0 4 / 20 .02 .2020 11 . / ny6.lurcynauo B
2.4 . A2 .2020 r. .

- O6.qereHze - B pon Ne 96I IB4, ny6lr.rrcyeauo Ha 24.02.
N, 2020/S 038-089 526 ua 24.02.2020 r,.,
- r43MeHeHa c Peuenue 07 /04.03.2020 r. , ny6lrznyeaHo B
oB na EC Ne 2O2O/s 048-113 506 Ha Og.03.2o2o r.

, Yr =
POll c Ns 967 1g 3 Ha

2020 r,, r n OB Ha EC

POII c Ns 963 028 rA B

llpe.uceIareJlqr Ha KOMwCrLtlTa |IpoBep]4 c'bcraBa Ha npr4c.bcrBarlmre 14 cre.u Karo
yCTaHOBI4/ rle |]pI4C'bCTBaT BCI/ rTJK:/ r r{JIeHOBe Ha KOMI4CIATITa/ OTKpyI 3aCe.UaH14eTO,

Ha fi'bpBoro cvr 3ace.qaHr4e / KoMrACrAs.Ta KoHCTa rr|pa t r]e yqacrHr4K.br ,,,4AHC OAp]4Af,
EOOI cJre.uBa.qa rtpe.qcraBr4.uon.bJrHr4terrHo.uoKyMeHTur/ rro,Epo6Ho onwcaHw B
llporoxol Ne 1 or 09.04 .2020 r. | rcotZro 6eue yr3npareH Ha BqrAriKrr yqacrHr1r\r4 rA

ny6rrryeaH e llpoQrana Ha KynyBaqa Ha B.l3lroNrrer.q Ha 2j . O4 .2020 r. Ha
ocHoBaHl4e I4 B cpoKa no trl .54, an.9 or Illl3OIl/ I{a yqacrHr4lll4re 6eue ga.qeHa
B'b3MoxHocr IIa npe.qcraB.qr Ha KoMrAcrLtrra HoB EEAOII w/unvt,\pVTu.UoKyMeHTr4/
Korro c.b.q.bpxar npoMeHeHa u/unv. .qon.brHeHa nHeoprraarJufl..

Knlltzcrzqm: naDnr'a r:o:r'rler(.qa .qo['bJIH]4TerIHO [peECTaBeHI4Te JIoKyMeHT]4.

C nrcuo ex.Ns 2L2 om 29.04.2020 r,., [o.ualeHo B npe.qBr4[eHzfl or 3aKoHa cpoK/
yrracrHl4K.br //,4AHC €APMjA// EOO.4 npeICTaBs HoB eEE.IOI .

lrpvt I43B'bpueHara flpoBepKa / KoM]4crrfl,Ta yc.raHoBr4 : HoBorrpe.ECTaneHr4.cr or
YI]ACTH]4KA EEElOil C ]43r1OTBCH B C'bOTBCTCTB]4C C IA3I/-CKBAH]4,qTA HA BISION7ITEJT,q,
.qeKJIapI4paHI4 Ca Ha,qJIexHo JIr4[Cara Ha ocHoBaH]4.rr 3a orcrpaH.qBaHe 14

c'lrorBercrB14e c KpTITepl4vre 3a nog6op. IlpegcraBeHara rnQopl,lalr.a e n.bJrHa v
yr4acrHI4K'br orf oBap.q Ha KpI4Tepr4r4Te 3a nog6op rA 143r4cKBilHrrfl.Ta 3a JrT4rrHo
c'bcro.qHl4e/ rtocraBe]lrt or BtgroNmrer.q.
Kot"sttcwzna Ao[ycKa o(leprara Ha /f,qAHC oAPl'IA' EOOILqo or{eH8plarre 14 KJracrrpage
3a HoMeHKJrarypr4 Ns I, Ns 2, Ne 3 u Ne 5 or o6oco6eHa noz.wrfrA.q(oI) Ne 2 or
cnetluOrrcarll4.qra.



Kotttucl'tnr a npl4c.rbnlr K.bM pa3r,Jlex.uaHe Ha ,r,exHI4qecKmre
Il3n'bJlHeHI4e Ha nop'bllKara Ha yqacrHI4[I4're / ,uonycHarlr
npoqe.qypaTa.

npe'[roxeHr4s 3a
IO yqacTr4e B

Pasr,reN.qa ce c.borBercrBr4ero

'I3[T,JTHeHI4e 
Ha [op%r{KaTa, |Io

nM c rocraBeHrATe rAzucKBaHI4.q Ha Btgroxr,trer,q
pe.4a Ha nocr.brBaHero Ha ocbeprmre rla.

3a

//IAHC aDAPMA,/ EOOI - oeepra nx Ns 01/06. 04 .2020 y. | 0B : 55 .raca

Vrracruzx.br rtpe.qJrala .Eocr]aBKa Ha :

Ilpegra|a / BC.qKa 3a.qBKa 3a .qocraBKa Ha oQepnpau o rl31eqrvre .qa My 6r,.qe
r43rparlaHa no Qaxc 02 / 936 61 51; no e .loqa nl_cGclansp4arma ,. com
Kntit rexHr4qecKoro cIA npe.UJroxeHre (TI1 ) y.lacrHr4Kr,T e npl4Jroxr4Jr 14 r43l4cKyeMara
nwue'=un 3a npeBo3 Ha parl,roaKTrABHtA BerqecrBa / z3.ua.qeHa or A.flp Ha
Ilo.qI43n'brlH]4Ter.q ,,TI4Ta-KoHCyrr" OOI . JImuensl4.qra e c BaJIi4;EHocr / noKpr4Barqa
ueJrI[n cpoK 3a I43n%JIHeHI4e Ha nop%rrr(ara. Kr.,u Tll yqacrHr4K%T e npe.4craBrzJr
.[on'I]JIHI4TeJIHo t1 lAucrpyxtlttnr, 3a ynorpe6a 3a BCeKI4 e.qr,1H oT npe.qJlaf aHr4Te or
HeI1o KI4TOBe .

Kotlficyi.qra cqilTa, ee rexHl,lqecKoro lpe.EroxeHI4e Ha yrlacrHylKa o[,rroBap.q Ha
Il3r4cKBar{rLr.Ta Ha B.l:,noNzreJtfl. r4 r,o IOrIVCI(A Ao oUeH.qBaHe ]4 KJracrzpalle sa Oll Ns

2, Hora.Ns 1, Ne 2t Ne 3 14 Ns 5 or cneuzdrrcauwfrTa.

//IAI"IAKOHCyJIT\ EOOE - oeepra ex. Ns 02/01 .04.2020r'. , 1O:Oi] .l

yqacTHr4r{.bT flpe.qJlarra .uocTaBKa Ha :

On Ne

H OMEH-

KnaTypa

Ne

HauMeuosaHne r.r H3t4cK BaHr4t MflpKa
ll'rnno olucaHl{e Ha rrpeAJro)KeHl4ero 3a

}I3IIbJIHEH.I4C

2 Kuroee 3a paAflonN{yHoJrorrrrrHr{ r{3cJreABaHHfl Ha ryMc

-l
l2s I CA- l5-3 KIT IRMA (ra e6 I

onpeAeneHxr) | oIraKoBKI'l

pHrr MapKeprr

Demed itec D iagr-ror;ti cs GmbH,
CA-15-3 IRMA, Kar. J\b DE53100,
Mzuurualeg cpoK Ha foAHocr,
c nofiro rqe 6tAe aocrassHo 50%o

I

2
1251CA-19-9 KIT IRMA (:a e6
onpeAelesrzn) ONAKOBKH

Demeditec Diagnor;tics GmbH,
CA-19-9IRMA, Kar, Ns DE50100,
Mnuunaa-nen cpoK Ha roAHoc.T,

c rcofiro ule 6r,Ae Aocrasquo 50oZ

3.
125 I CA- 125 KIT IRMA (ra e6
onpeAeneHrr) OIIAKOBKA

Demeditec Diagnos;tics GmbH,
CA-125IRMA, Kar. Ns DE49100,
Mznznraneu cpoK r{a roAHocr,
c xoiro u1e 6r4e gocraaluo 500%

5.
125 I CEA KIT IRMA (:a 96
onpeAere uur) OIIAKOBKl]

Demeditec Diagnostics GmbH,
CEA IRMA, Kar. JS D838100,
Muulrtralen cpoK lra roAHoar,
c rcofiro ule 6tAe Aocras.srto 50oZ

On I-!
HOAIeH'

KnaTypa

N!

HauMeHoeaHr4e a

I{3I4CKBaH}if,
MrpKa flrlHo onucaHue Ha npeAJrolKeHlrero 3a r43l:bJrHeHae

,) Kurroee 3a paAuonMyHofloruqHH r{3cJreABaHHq Ha ryMopnrr Mapxepu

I25 I CA_] 5-3 K]T IRMA
(sa 96 onpe4ereuH-q)

ONAKOBKH flponsno4urer, Vlncruryr 3a n3oronu - VHrapna



Tt,proecxo Har4MeHoBaHrze: CA-15-3 tI-125] IRMA KIT
KoA Ha u3Aelaero: RK-153CT
MunnualeH cpoK Ha roAHocr,
c rcofiro nle 6r,Ae A<>crasflHo 50yo

2
125 I CA-19-9 KIT IRMA
(ra 96 onpeaeleunn) OtlAKOBKII

llpon:no4urel: Zucrnryr 3a r,r3ororrz - YHrapur
Trproecrco HaHMeHoBaHue: CA-19-9 U-125-| IRMA KIT
Ko4 na fi3Aenzero: RK-199CT
MaHuualeH cpoK Ha r'oAHocr,
c rcofiro ule 6rAe aocraeqHo 500%

3
125I CA-125 KIT IRMA
(:a 96 onpegereHr-a) ONAKOBKIl

flpoz:ao4urel: hHcruryr 3a tl3oroflu -yarapun
T:sproecmo HauMeHoBaHue: CA-725 tI-1251 IRMA KIT
Ko4 Ha r43Aerrnero: RI(-125CT
Muurnaales cpoK Ha foAHocr,
c rcoftro ule 6rAe AocaasxHo 50oA

4
125 I PSA KIT IRMA (:a
1 00 onpe4eneunl) onaKoBKLl

Ilpoz:no4nrel: I,IHcruryr 3a H3oronn - YHlapnr
Trproecro Har4MeHoBaHue: hPSA l;,I-1251 IRMA KIT
KoA ua H3AeJruero; RK-1OCT
Muuurr,ra-nes cpoK Ha roAHocr,
c rcofrro qe 6tge Aocras.sHo 500%

5.
125 | CEA KIT IRMA (:a
96 onpeaeneuur) OfIAKOBKIZ

llpousno4zrel: Zucruryr 3a H3oro[a - Yurapat
Ttproacxo HanMeHoBaHere: hCEA [I-125] IRMA KIT
Ko4 Ha H3Aerrrzero: RK-38CT
MuHziualeu cpoK Ha toAHocr,
c xofrro ule 6rae nocraesHo 500%

flpe.qlaIa / BC.qKa 3a.qBKa 3a .qocraBKa Ha oQeprapau o r43!,eJrvre ,qa My 6t.qe
r{3rparraHa ro e .noIIIa qf ffSS jgg44ekgISrllt . bg.
K'sl'l rexHl4rlecKoro clA rtpe,uloxenre (Tll) yqacrH]4K.br e npr4JloxyrJr rA 14 314cKyeMara
Ilwuenzvs 3a rlpeBo3 Ha pa.ur4oaKTrLBHVr BetlecrBa / ]43.Ea.UeHa My or A,Sp .
Jluueuzws.ra e c BaJrr4.qHocr / rtoKpr4Batrl a rJerrrr.st cpoK 3a z3n.bJrHeHZe Ha
nop,bqKaTa.
Kot'rrtcunra cqr4Ta r He rexHl4rlecKoro npe.[JloxeH]4e Ha yr{acrl.tI4Ka or1.oBap.q Ha
IA3IA3KBaHL4ATa Ha Bl:;roxvreJrfl. rA lo,{olVCKA go oueH.qBaHe r4 KJlaczpaHe 3a On Ns

2, sov.Ng 1, Ne 2, Nq 3, Ns 4 14 Ne 5 or cneqnQurcaL-;rlflTa"

/'cocA,Pl"lA TPEIZTUHT" AE, oQepra ex.Ns 03/oj.04.2020 T., 10:10 rraca

yrracTHr4K.bT npe.uJtara .Eoc!faBKa Ha :

Oll N!
iloAtct-

Nna t,pa
Ne

HahN4eHoeaHhe H

H3HCKBAHA-'I
M.spKa fll,'r u o o n Ac aHue Ha rlpeAn oxeHllero 3 a I43IIbJIl{e H r,Ie

A5 Technetium (99mTc)
Tetrofosmin sol.inj QnanoH

flpousno4zren: GE, Healthcare AS,
Tr,proncro HaHMeHoBaHue: Myoview 5 vial pack
ATC koa V09cA02
MuHuualeu cpoK Ha roAHocr 60%

EI I25 ICA-I5-3 KIT IRMA
(:a 96 onpeaereur.rn) o[aKoBKl,l

llpousao4urer : Cisbio Bioassayas
Trproscrco HaHN4eHoBaHue: ELSA-CA I 5-3
Ko4 Ha r43Aeraero: 06DV30279-1c,r828
MnHnnraleu cpoK Ha roAHocr,
c roiiro ilre 6bAe gouazxao 60Yo

E2 125 I CA-19-9 KIT IRMA
(:a 96 onpe4eneur.rr) ONAKOBKH

flpoasno4zren : Cisbio Bioassayas
Trproncrco HaurMeHoBaHrze : ELSA-tlA 1 9-9
Kog na H3Aennero: 06DV3028062,128
MuuzvaleH cpoK Ha roAHocr,
c rcofiro ule 6rAe ,.ocraen:r.o 60oh

J



E3 125 I CA-125 I(IT IRMA
(ra 96 onpeaererlzr) OIAKOBKI,I

llpousno4zren: Cisbio Bioassayas Trproncro
HaLtMeHoBaHne: ELSA-C A1 25II
KoA ua u3Aenr{ero: 06DV3028393869
Musauales cpoK Ha foAHocr,
c rcoftro u1e 6r,4e Aocrasquo 600%

E4 125 I PSA KIT IRMA (sa

100 onpe4eneHrar) OIIAKOBKI4

llpoasso4uren : Cisbio B ioassayas Trproncno
HauMeHoBaHue: PSA-RIACT
Ko4 ua r43Aerrr.rero: 0687V3728657386
Musunaales apoK Ha l'oAHocr,
c rcofiro ule 6rAe AocrassHo 600Z

B5 125 I CEA KIT IRMA (:a
96 onpeaenerrrzn)

OIIAKOBKI4

flporsao4ure,'r: Cisbio Bioassayas
Tt proncrco Har4MeHoBaHne: CEA-FJACT
KoA sa u3Aeruero: 06DV3028301855
Muunuales cpoK Ha roAHocr,
c roilro rqe 6rAe Aocran.sHo 600%

llpe.qla|a / BC.qKa 3a.qBKa 3a .uocraBKa Ha o@eprzpau o u3relrue .qil My 6.r.qe
Z3npauaHa no e. fioua:
o.[ffceGsopharma f radi no hrr vntn 116;l nr.]eekhqf?sonh: rrn:f r:rli na ]-
Ksru rexHl4qecKoro crt lpe.uJloxeHre (TII) yqacrH]4K.rrT e [p]rJror(r4Jr rr y3r4cKyeMara
nvueuzug 3a npeB03 Ha pa.qrzoaKTzTBHII BerlecrBar r43,[d,Ee Hd My or A.flp.
Jlmueugor.qra e c Ballt4.qHocr / noKpr4Barrla uerr4.q cpoK ga r43rr.bJrHeHze Ha
nop.brlKaTa.
Kot'twcvt''-ra cql^ Ta, ve ?exHl4rrecKoro nperJloxeHlae Ha yqacrF I4Ka or;oBap.q Ha
IA3TACKBaHIAATa Ha BsgloNurelrfl t7 r'o IOIIVCKA.qo oueH.qBaHe ]z Kracr4paHe 3a On Ne

It HoM.Ne 5 r sa Oll Ne 2, uor"l .Nr 1, No- 2, Ne 3, Ns 4 w Ns 5 or cneqroranaLrr4ATa.

//aDAPMfiMIOPT" A,q, oQepra ex.Ns O4/01 .04.2020 r,., 11:55 .raca

yqacTHl4K.bT npe.qJlafa .uocTaBKa Ha :

ILpe.qJlara / BC.qKa 3a.qBKa 3a rocraBKa Ha oQepupaHo r/-3[e.nve
r3npaulaHa no e. rouiL: F DG-ordersGpharmimport. bo
K'v TII yqacrHr4K.br ffi.oy"rJru. Irwu,en=wn
pa.uJ,{oaKTr4BHtT BerrecrBa, r43.qa.4eHa or A,sp Ha rlo.trl43tr.bJIHI4TeJT.q

My

3a npeBo3 Ha
,,laMaKoHCyrr"

Ofl Nc

lroi\4e H-

r(naTypa

N!

HaHr4enosaFlue H

vl3[4CKBaHIdtl
M.[pKa lh,luo orrlrcaHrre Ha npeAno)KerHzero 3a u3nbJrHeHr4e

3-1
Fludeoxygl ucose ( I 8F),
MHoroAo3oBu Qlarcona,
aKrnBHocr 4,5GBq

MHO|OAOSOBa

o[aKoBKa

ilpousnogure.l: MoHpolBrnrapuxEOOA
TrproncroHa[MeHoBaH[e: Fludeoxyglucose(,8F)
Monro l, S o I uti on for inj ecti on, 2Q0 -2200 Ir/tB q/m I ;
Axrrerroc'li 4,5 GBq

3-2
Fludeoxyglucose ( 1 8F),
MHofoAo3oBu SlarcoHn,
aKrHBHocr 8,5GBq

MHOfOAO3OBa

o[aKoBKa

Ilpousno4nrel: MouponEurapn.aEOOA
TrproncroHanMeHoBaHrre: Fludeoxyglucose('B F)
Monro I, So I ution for inj ection, 2Q0 -2200 MBq/ml ;
ArcrIleHocr: 8,5 GBq

3-3
Fludeoxyglucose (1 8F),
MHofoAo3oBu SlarcoHH,
aKrHBHocr 12GBq

MHOfOAO3OBa

onaKoBKa

flpoasnogurel: MouponBrnrapuxEOO.4
TrproncrcoHanMeHoBaHue: Fludeoxyglucose('8F)
Monrol, So I ution for inj ection, 2Q0 -2200 MBq/ml ;

ArcrueHocr: 12 GBo

3-4
Fludeoxyglucose (1 BF),
MHoroAo3oBa Sraxourz,
aKrr4 BHocr l6GBq

MHOfOAO3OBa

oflaKoBKa

flpousnoqnrea: MoHpolBtrirapu.aEOOA
TrpnoncnoHar{MeHoBaHrre: Fludeoxyglucose(,BF)
Monro l, So I ution for i nj ection, 200 -2200 MBq/m I;
ArcrrsHocr: 15 GBo



3rI%JIHeHt{e Ha
c'brJlacr4e 3a

oTrloBap.q Ha
crpaHe 3a oll

HE ITOH'FT/MA

EOOI , JlfiUeHsz.qra e c BaJrr4.UHocr,
rtop'blrKara. K.rv TII yr]acrHr4KBT e
yqacTr4e r(aTo no.[]43rI.bJrHl4TeJI .

Kott:tcunta cqI4Ta, He rexHtlrlecKer
r43r4CKBaHrAATa Ha Bg:.toxrren.s v. r,o
Ne3 or clequQurcarlzsra.

Kotlwcws.ta HacpoqBa cJIe.qBartloro c
|TPC.q,JIOXEHHfl HA VIJArlTHI/TIIvIqlF aA' ---t 30,

'.Kottytcvnl'

fTna nno ra ma h r
,lrtsvAvvAq f vrr ,

9.nesoee:

/ l,-p ll.Tycuvteza/

/A. rleTpoBa,i

/tq.xoes /
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TIPOTOKOJ] N9 3

,[nec, 20.05 .2020 ro.ur4Ha/ B o9: oo qaca/ B croJroBara ] a ol,ueresze no
oHKOJIOTI4T{Ha xupyplr4fl, r H3 alpec r,p . EypIac, 6yl , ,,CreQau cTal,r6onon,, Ne J 3 , B
Xmpyp|rueH Kopnyc Ha MEAJI-EypIac A,4, et.1 , c,r.4, ilpu cra3BaHe Ha
IA3rAC BaF'IA,!Ta 3a 6egonacHa pa6ora ro BpeMe Ha r43BbHpe.uHa enr4.qeMrzoJlor14qHa
o6cr HoBKa/ xoit414q:14, B c.bcraB:

Jlncncon:man. n-rrrrsAUeAo r sJr . 4-p lleu,q Tycuv eea - Har{aJIHI4K Ot.Ee,leure no HyKJIeapHa Me.UI4UI4Ha /
,, KOII-Eyp r, a c " EOlO4 ;:

Il-a"^-^.
-f JlgnuDg.

1. leaHa flerpoaa - npaBocnoco6eH ropr4cr, no un.2o, alr.4t r.3 or 3oll;
2. MmH o Koee - r,raBeH eKcflepr, [wpercgun "3c.qc,, - o6quHa Fyprrac ro un.2o,
an.4, .3 or 3OI1 ,

B I43|IT)JIHeFIl4e Ha 3aroBe.q Ne IIl or 30.04 .2A20 r,o.qzHa Ha Ynpanrrer.q Ha '.KOU-
Eyplac" Eool r c€ cr=,6pa .qa npo,u'brxl4 cBo.qra pa6ora rto oueHrrBaHe ]4 K.lracr4paHe
Ha .qolycHar]4Te oQeprm 3a yr{acrl4e B orKpr4Ta lpoqe.qypa 3a B.b3J]altaHe Ha
o6uecrBeHa fiop'bqKa I c [pe.EMer: ",[ocraeKa Ha J]eKapcrBeHI4 rrpo.qyKTz /
rlETIIIUI4HCKIA KOHCYMATI4BI4 VT

HyKJIeapHa Me.qr4 r4rra" .

24 .02 .2020 r' . .

- O6.qereH%e - B .POli Ne 96I IB4, ny6nuxyzaHo Ha 24.02.2020 r.. 14 B oB ua EC Nq

2020/S 038-089) 52.6 na 24.02.2020 t. ,
- r/?\/oHAu^ - DeueFU4e 01 / 04.03 .2020 T. I ny6luryeaHo B pOII c N, 963 02g ra n OB" r!

ua EC N, 2020/S 04B-113 506 Ha 09.03.2020 rr.

Tlno nco n: ma F om lHA KO}/IIACI4'TT A NPOBEP]I C'bCTABA HA IIP]4C'bCTIBAIIII4TE TA CJIE.q KATO
yCTaHOBI4/ r{e |Ip]4Cl'bCTBaT BCI4rfKt'I qJIeHOBe Ha KOM]4CWIJIat OTKpt4 3aCe.UaHIleTO.
Ha 3ace.qaHr4ero Hil KoMr4cm,qra He [pr4cbcrBar rtpercraBrATerrui,. Ha yr]acrHr4r_lr4Te yrJrvr

,qpyr,r4 |IpaBo]4Marur4 rr4ua.

Kor"sneusna otrBepsr,
KJracr4PaHe r{eltoBTr
yqacTril4rlrrEe.

pa.qraoQapMar-leBTr4ur4 3a H\/XNT/ilA H: r)M_ -.ueJleHI4e |]O

o[oEectrtlBa vr noAEr4cBa AonycHa['r4Te ,qo orleHtlBarte u
o@eprr,r r [o pena rra rrocrtnBaue Ha rrpegJroxeusrf,Ea rra

1. ,,,qAHC aDAPMAI'/ E:OOI - oQepra ex. Ne O1l06.04.2020 rr.f

Kawratnqna a nAr- A-IIYCHAJIA |IPE.qJIO)I{CIH'IAflT  HA YI{ACTH]4KA .EO
fr.) c no nrrrzmo MTzf 14 rleHoBr4T,e npe.qJloxeHr4.q 3a T.EX Ca:

0€l :55 .{aca

ofl

^&FIN\]

HauNaeHoeaHl4e fi
n3vcKBaH49

MrpKa

fIporH
03HO

KOtt4rt-
BO

fl:snno onucasue Ha npeAloxeHr4e'fo 3a

l..t3ftl,JIHeHue

eAkHilqr,l

a rteHa B

JteBa c

nnc

o6rqa
c'rofrHocr e
lena c !!C

2 Klrroee 3a paArrollMyHoJrornrrHr.r r{3cJreABaHlrq Ha ryMopHr{ M apKepr{ X X

r25 I CA-15-3
IRMA (sa 96
onpeAeIeHr.rq)

(T
on aKo Bt( l.t 50

Demeditec Diagnostics GmbH,
CA-15-3 IRMA. Kar..Nb DE53100
Muunualeu cpoK Ha roAHocr,
c rcoftro rue 6tAe AocraB.flHo 500/0

759,46 37973,00

2

125 | CA-19-9
IRMA (:a 96
onpe4ereH un)

(IT
onat(oBKu 40

Demeditec Diagnostics GmbH,
CA-19-9IRMA, Kar. J\s DE50100,
Musuua,res cpoK Ha roAHocr,
c Kofiro ule 6bae aocraBsHo 500%

761,20 30448,00



3

I25 r CA-125 I(IT
IRMA (:a 96
onpeAereH rn)

ona (oB fl.t 15

Derneditec Diagnostics GmbH,
CA-l25IRMA, Kar. J\b DE49100,
MvHnvales cpoK Ha roAHocr,
c roftro u1e 6rqe 4ocran.auo 50%o

7 59,46 11?qr qo

5.
125 I CEA KIT IRMA
(:a 96 onpe4enenru)

ON AKOB KI4 30

Demeditec Diagnostics GmbH,
CEA IRMA, Kar. J\b DE38100r
MrzHuua-ueu cpoK Ha foAHocr,
c rofiro rtle 6tAe aocrassHo 50%d

364,16 10942,80

2. /,IAI"IAKOHCyJIT" EOO,q - oQepra ex.Ns 02/01 .04.2020r,., 1O:03 .r.

Kottucugra e .EorIycFIaJIa npe.qJroxeHr4.sra Ha yqacrHr4Ka ,uo orler.J.qBaHe lz KracurpaHe
rto cJle.qHure Mtr4 14 ueHoBr4Te [pe.uJ]oxeHr4.q 3a r.qx ca:

on
.i\ !l

tJItu

IlaHveHoeaHrze r.j

u3t1cl(BaHUt
NrspKa

llporuos
HO

KOJT NH-BO

flr,lno onacanve Ha fipeAnoreHr4ero 3a

I,,I3116JIHCHNE

e/'l 14 H tl rt H

A UEFIA B

IEBiI C

ntlc

o6ua
crotHoc'f B

,rena c [[C
2 Kuroee 3a paAuoHMyHonornqHH H3cneABaHhr Ha ryMopHrz MapKeprl X X

I

12s r cA-15-3 KIT'
IRMA (sa 96
onpeAenenr,tq)

onaftoBKH 50

flpousnogtr en : Llucruryr za
u3orofi4 - Vurapu-r
Trproncrco HauMeHoBaHrEe: CA-
1s-3 U-12s1 TRMAKTT
Ko4 ua fi3Aenaero: RK-153CT
MunnvaleH cpol( Ha roAHocr, o
xofiro ue 6rAe AocraesHo 500%

510,36 25 5 1 8,00

2

125 I CA-19-9 KIT
IRMA (sa 96
onpeAenenr.rr)

OtIAKOBKH 40

llpousao4urel: ZHcruryr :a
I43ororru - Yurapua
Tr,proncro HauMeHoBaHue: CA,
r9-9lr-1251 rRMA KrT
Ko4 Ha u3AeJrprero: RK-l99CT
Muuunaa,reu cpot( Ha foAHocr,
c rcofiro u1e 6r4e Aocraequo 50%

510,36 204t4,40

3.

I251CA-t25
IRMA (:a 96
onpeAenenral)

KIT
ONAKOBKH 15

flpo u s ao4 zr e t : l4ucr nryl za
H3orol Lt - Ynrapus
Tr,proncrco HauMeHoBaHze : CA.*
l2s [r-12s] IRMA KIT
Ko4 ua lr3AeJrllero: RK-125CT
Mauuualen cpoK Ha foAHocr,
c rcofiro u{e 6rAe aocraeqrro 5070

510,36 1655,40

Ll
I25 I PSA KIT IRJ\4A
(:a 100 olpegelenrEl)

ONAKOBKH 40

llpo rz: eo4ure,r : l4H crrzryr sa
H3oron14 - Yurapun Tr,proecrco
HahMeHoBaHrze: hPSA U-1 25]
IRMA KIT
Ko4 ua r43AeJruero: RK-1OCT
MznunaaleH cpoK Ha roAHocr,
c noftro u1e 6r4e gocranruo 500%

343,80 r3152,00

5.
I25 I CEA KIT IRMA
(aa 96 onpe4eneuar)

ona r(o BKti 30

flpousaoguren: I4HcrHTyr 3a
r43ororrr4 - Vurapur Trproncrco
HaHN4eHoBaHNe: hCEA U-1251
IRMA KIT
Kol Ha n3AeJrnero: RK-38CT
Muunrualeu cpoK Ha foAHocr,
c rcofiro ule 6rAe AocrassHo 50Yo

343,90 I 03 14,00



3. //C()aD.A,PMA TpEnrI4Hrtt AEt ooep'ra BX.Ns 03/01 .04.2020 r., 1O:10 .raca

Kol'lrcta.qra e .qorrycl-IaJIa rtpe.qJIoxeH]4.qra Ha yqacrHzKa .[o oLIep.qBaHe ]4 K.rracr,paHe
no cJre.qHu re Jlll vt MIA tr LleHoBvrre npe.qJroxeHi4.q 3a r.qx ca:

OT
Nq

I-lNe

IlauueuonaHue u
rT3LICKBaHUs

MrpKa

Ilpor
lt.

l(oJ[,t
II -BO

fh,rno onncaur.le Ha [peAJ,roxeHr4ero 3a

}{3NbTHEHI,IC

EAHHfiI{I1A
qeHa B

JteBa c

nnc

o6uta
croErJocr B

,reaa c {[C

A
5

Teclrnetium (99rnTc)
Tetrofosrnin sol.inj $larcou 15

llponsnogurer: GE Healthcare AS,
Tr,proacno HaHMeHoBaHhe: Myoview 5

vial pack; ATC kor V09cA02
Masuualeu cpoK Ha roAHocr 60%

264,794 3971 ,91

61
KIT125I CA-15-3

IRMA (sa 96
onpeqelenr.u)

ofIal(oB
KL.I

50

llpousro4arel : Cisbio Bioassayas
T:sproncxo HauMeHoBaHze : ELSA-
CAl5-3; Ko4 ua H3Aerrnero:
06DV302'7919828
MnnHnaalen cpoK Ha roAHocr,
c roilro rqe 6rAe locrasqHo 60yo

341,72t3 11086,01

E2
KITt25 | CA-19-9

IRMA (:a 96
oupe4ereHnr)

OfIAKOB

KH
40

flpon:eo4nren : Cisbio Bioassayas
Trproecro Har,rMeHoBaHue: ELSA-
CA19-9 ; Ko4 Ha r.{3AeJrnero:

06DV3028062128
Munulraleu cpoK Ha roAHocr,
c KofiTo rrle 6rae loc;rlassHo 60yo

311,2053 14848,21

E3
125 r CA-125 KIT
IRMA (:a 96
onpe4e,reunr)

onaKoB

KI,1
l5

llpou: ao4uren : Cisbio Bioassayas
Tr,proecrco HaH MeHoBaHr.re: ELSA-
CA125II; Ko4 Ha h3Aanuero:
06DV3028393869
MuHuuales cpoK Ha roAHocr,
c nofiro ule 6r,Ae loqassHo 60yo

33 1,8933 49',78,4

E4 I25 I PSA KIT IRX4A.
(:a 100 onpeae,Teuua)

OIIAKOB

KH
40

llpousno4rzren : Cisbio Bioassayas
Trproecr<o HavMeHoBaHue : PSA-
RIACT; Ko4 ua a3Aerrr,rero:
0681Y3728657386
MzHunralen cpoK Ha roAHocr,
c rcoilro ule 6'sAe AocrasrHo 600%

315,5133 12620,53

E5 I25 I CEA KIT IRMN
(sa 96 onpe4enerjrar)

OIIAKOB

KII
30

flpoa:no4nren : Cisbio B ioassayas
Trproecxo Har4MeHoBaHrze : CEA-
RIACT ; Kog ua rz3leJ.ruero:
06DV3028801 8ss
Mvuunaaleu cpoK Ha r'oAHoer,
c xofiro ule 6r,Ae locrassso 600/o

219,4713 8384,32

4. //€APMI4MIIOPTI' eY[, oQepra ex.Nq 04/01 .04.2020 rr., 11:55 qaca

K r\tnt avr q q. a a nAa\vavivrevra r- a c 4vllltJHdJId npe.qJIOx(eHJ4eTO Ha yqaCTHI4Ka .qO OUeH.qBaHe 14 KIaCI4paHe
no OII Ng 3.
n <rrr- - -,UUUId'r'cl llpe.qJlarraHa UeHa oT yrIaCTHI4Ka 3a I43rIbJIHeHr4e Ha Oll N,3 e 1 650 500 JrB.
c ,4nC, a or.UeJrHr4!re npe.uJIarraHl4 ueHr4 B Oll ca/ KaKTo cJIe.qBa:

o
II
J\A

H
Ns

Hat4MeriosaHr4e z
l43t4CKBaHAt

MfpKa

llpor
Ft03lr

l(OJ'l l,
rt-Bo

fh,,tno onucanrre Ha rrpe.4noxeHrrero 3a

a3nT,JIHeHUe

eAuHvI{Ha
IleHa B .[eBa C

AAC

o6rua
croiHocT B

,reaa c nAC

3- Fludeoxyglucose ilrHofoao3oBa
onaKoBKa 20 llpo aseogurel :Moupol Erlrapa.a 7 950,00 I59 000,00



I ( l8F),MnoroAososta
rflarouu, aI(Tl4BHocr
4,5GBq

EOO/{; Tlproncxo Har4MeHoBaHrre:

Fludeoxyglucose ('8 F) Monrol,
Sof ution for injection ,200-22Q0
MBq/rml; ArrasFrocr: 4,5 GBq

3-
2

l'-ludeoxyglucose ( I 8F),
M HoroAo3oBr.l Qnaxoun,
aKrhBHocr 8,5GBq

/!r Ho foAo3o Ba

o n aKoBKa 90

llpoz:lno4arel: Monpol Eurapzr
EOOA; Trpro ecrco Har4MeHoBaHhe :

Flr-rdeoxyglucose ('8 F) Monrol,
Solution for injection, 200-2200
MBqAnl;Axrueuocr: 8,5 GBq

l0 200,00 918 000,00

3-
J

Flucleoxyglucose (l 8F),
MHo rollo3oBr4 Qlaxoull,
aKrr.rBHocr l2GBq

MHO|OAO3OBa

onaKoBI(a 40

llpou:no4arel: Moupol E:slrapu.n
EOOA; Trproncxo Har4MeHoBaHr4e:

Fludeoxyglucose ('8 F) Monrol,
Solution for injection, 200-2200
MBq/ml: ArcrueFrocr: 12 GBo

l2 900,00 5115 000,00

i-
4

Flucleoxyglucose ( I 8F),
MHo noAo3oBr4 $naroHra,
aKrr4BHocr l6GBq

M HO|OAO3OBa

onaKoBKa 5

llpora:eoAhrel: MoHpor Frnrapnr
EOOA; Tr,proacrco Har4MeHoBaHHe :

Fludeoxyglucose ('8 F) Monrol,
Solutirrn for injection ,200-2200
MBq/rnl; Axrusrjocr: 16 GBq

3 500,00 67 500,00

.4. Kotuttclttnra sprAcTbnrA K'bM flpeueHsBaHe Ha ueHoB]lre npe.qroxeHr4,q Ha
yqacrr{I4u]4Te 3a c'borBecrBl4e c w3ucKBaHrLF,Ta Ha B.l3roNl4'ler.a, QopvynvtpaHm B
.qoKyMeHTa[r4trTa nc) lpoqe.upaTa/ KaKTO CJre.4Ba:

1 . ,rB qe,loE otro E.Pen,,ro'.el'ne He ce EoEycKa Hafinqzetro Ha '.peuKa - 'exllnqecKa,cyMapHa / pagJrnKa Mexgy qufpoM tr cEoEoM tt p1p. n . ,, .
Knlrtrnrrqml rrcm:irlvrvurevr^ r q v u r orIoBTl 7 rJe BCr4uKvr yqacTHI4l-lz ca QopMrApaJtI 14 npe.UCT aBvrIrrA rleHoBr4Te
cr4 rlpe.qJroxeHr4.s 6es .qonycHarr4 rrperxKr4 

"

2 . ,,Yuacnnr44nne c.Jre4ra Ea nq;eqnrarar Uel:a ga oilepupaa npo4yKtr | g,ar<p,EnJrer1a Eo B1opn.rr
srraK crre,4 EecetruqEraBa ganeras. t, 

.

Knlrtrnrrq.n: \/-m^ lrlvrvrvluv,4-Lo yuraHOI3lzl , Ve CaMO yqaCTHI4K.bT ,,COQapVa fpefigilUf'.' AI e npeAcTaBI4J,I
ueHoBr4Te cw npe,qJroxeHr4rr - o6uo 5 6p. , B HapyueHr4e Ha r43l4cKBaHero Ha
B'rglozrmter.q ga 3aKptrrr.cHe Ha [pe.qJIoxeHIATe or Herro e.q]4HvILtHrA ueHr4.

Ha ocHoBaHI4e ropHoro/ KoMtLCuF.Ta [pe.qJrara yqacrH]AK.br ,,cooApMA TpEIzIuHr* A,q
Aa 6BJIe oTcrppaHeFr oT npoUe.qypaTa sa O|I Ne1 : HENe5 tA sa O|l Ns2 - HE NeNs I,2,3 , 4
v 5 ua ocuoBaHl4e ul .107, r.5 or 3Oll .

ITIOTIIBH:
Yqacrttrntr e
npe.qcTaB.qHe.
vrraclnmrcsr e [peIIJIoxuIJI eEIAHuuHa rleHa 3a BCeKr4 e.qL{H or rpe.qJ]araHr4Te or Hero
IIII/Ml|t::arcpullgu;L,Io rperr,/uerB,bprr4 3HaK cJre.E.qecerr4qHara 3anera.q, c Koero
He e 143rl'bJIHl4JI ycJloBl4e 3a rlpeLCTaB.qH€) Ha oQeprana / DocraBeHo oT Brg.loxurel.q
e o6-qnJleHt{ero r/\ B .qoKyMeHTaul4.qra rto npouegypara ] ,,vuacruu4ure cJteABa aa
npellrara'r 4eHa 3a oQepnpan npoayK,r / 3aI<pLr:JreHa Ao BTopuir 3HaK cJleA AeceruqHara
3anera9. " .

[pe,qcraBr4Jr oQepra, Ko.qro He oTIOBap,q Ha ycIoBI4.qTa 3a

lB. KottsrLcugl,l npr4cr.brrr4 KbM c.bnocraB.qHe
eEwHwLtHt/7 ]leHr4 Ha oT.UeJ]HI4Te HoMeHKlarypm Mtr4

Heo6r.ralZno 6lalotrpuaruo ueHoBo npeIIJroxeHT4e

Ha npe.qJroxeHuTe oT yqacrHl4u},lTe
p OT-I - rran -p v!!, v qv,r ycTaHoB.q.BaHe Ha

5d vr3r|bJr[eHyre, flo cM]4cl.bla Ha
'tn.'72, al . 1 or SOll .

Kaxnlattqms ua ttl1a ns vpraHoBI4 Ha.rvTuwe Ha geo6ut.ralZno 6lalonpvnrHa oQepra, rto cM]4c.bJIa
Ha LrJr .12 , an .I or 3OlI .



on}fu

HN HahMeHoeaHue H u314cKBaHxq Ih'pao uncmo Bmopo ttncmo

I JI E KA P C T II E II N fi P Otr Y KT 14

Texueuuee feHeparop: Mo sodium
molybdate; Technetium (99mTc)
pefiechnetate 12,5 ,GBq

X X

2 SodiLrm Iodide(13 | I) 74 MBq Capsule, hard X X
K u mo o e s a bqu nmuzp aQ c xu us cnedo anun

Technetium (99mTc) methylene
diphosphonate MDP sol. ini X X

4.
Technetium (99mTc) pentetic acid DTPA
sol. ini X X

5. Techne url (99mTc) Tetrofosmin sol.inj X X

6
Technetium (99mTc) rnacroaggregated
altruurin MAA sol.ini X X

,, ME[U4UfrCRn n3nEIUfl
K umoae xt po.dito tt 4y n onozuvn u ulotedo tuun no

I 125 I CA- l5-3 I(lT IRMA (:a 96 onpe4e,rer.l.rr) fAMAKOHCYJIT EOO.[ IAHC OAPMIT EOOI
2 12 5 I CA- l9-9 KIT IRMA (:a 96 onpe4erennr.1 |AMAKOHCYIIT E,OON IAHC oAPMA EoOn
3. 125 | CA-125 KIT IRMA (:a 96 onpe4enenrar) |AMAKOHCYJIT EOON AAHC OAPMA EOOI
4. 125 I PSA KIT IRMA (:a 100 onpepereuur) |AMAKOHCYJIT EOO.4 X
:1. 125 I CEA KIT IRI{A (2a96 onpe4ereHur) |AMAKOHCYJIT EOON AAHC OAPMA EOOI

3. PAIuOOAPMAIIEBTUTIW 3A nET KT oAPMr4MtrOPT AA

B . KovucITHTa T43B'bptxt4 oKoHqareJrHoro KJIactrpaHe Ha ueHoBr4Te rlpe.u,rjoxeH14.q /Ha yrlacrlH,{ul4Te B c'borBercrB]4e c onpe.qeJreH]/-H or Br,groN]4reJr,q xpv.repuit - Hair.-
HI4cKa rleHa 3a BC.qKa HoMeHKrrarypa Jlll/Mtr4 or OII Ne 1 z Ns 2 n 3a Oll Ne 3, KaKTo

Kolrwcv'st:a lpe.uJlala Ha B'r3.loxrrerx, KJrac]4paHr4Te Ha n.bpBo M.qcro yrracrHr{urA 3a
BC.qKa or.qerHa HOMeHKJIarypa MU or Oll Ne 2 v. 3a On Ne 3 or [pe.EMera Ha
o6illecrBeHara rt pt,qKa/ .qa 6.b.qar oflpe.ueJ]eHyr 3a r43rrbJr:r.rrreJrw.

(- trppqnrTrauAmnu vrrt' DPuunu L U KJIaCl4paHe KoMZCwgTa [pI4KJIIOqBa CBO-qTa pa6Ora z C.bCTaB.q
.{oxla4, xotZro npe.uaBa Be.qHo c rtporoKor]4Te or 3ace.qaHr4.q,ra cn u rloJlyqeHr4Te
.{oKyMeFrrr4 or yyacrHr4ul4Te Ha B.lsroNr4ter.s - 3a B3eMaHe Ha perreHr4e.

Kottstt cun:
llno nna na ma n .
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