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PEIIIEH'IE

Ns 01 /23.0L.2019 r.

22, aJr. 1, T. 5 or 3On sa ofipe.4er.cHe Ha vr3n'blrHureJlllo qn

1. KIIACIIPAHI4TE YILACTH%III4 3a
fio orleJrHr4 o6oco6euu nosrArJrLrL

Brg.[oNzrer.qr ,rKorunlexcen oHKoror']4rleH ueHT'bp - Byplac* EOO,U, qpe3 yflpaB14TeJIs
arr nnnr}, n-n Ynr4gTO CTOSHOB EOSOS/ Ha OCHOBaHI4e .r.n.108, f .1 Of 3Oll I4 yTBbp.qeHeyl rryvv. A L, z\l,v

flnr<nan q: ne?\/.nrFarFr/Te or na6orat'a Ha Ko:vtIACrAg.t Ha3HaqeHa c'bc 3anoBe,E Ne 010 or
I-IVI\UISA J9 IJVJJ

09.01 .2079 T", 3a npoBex.uaHe Ha orKpr4Ta [poqe.uypa 3a B'b3rarlaHe Ha oouecrBeHa
nop.brrKa, c npe.qMer: ".[ocraaKa Ha J]eKapcrBeHvl [po.EyKTI4/ pa3ilpe,ueJleHtr B

Tpr4.qecer u uerltp\A 060co6eHr4 rro3r L1vrvl c'br'JlacHo rexHl4qecKa cneuI4QI4KaIJvIA't I

perrr4crpr4paHa n AOll no.q Ns 00232-2OIB- 0 011 / orKpr4ra c PerxeHr4e Ns 35 / 28 .7I .2018
rr - nrz6nzrcvnaHs n PO|I c Ne BB0 10I Ha 30.11 .2018 r. Ir O6.qeneHuIe e PO|I Ne
l 

',

BB0't02, ry6rr4KyBaHo Ha 30.11 "2OIB 11. w n OB Ha EC Ne 2OIB/S 23I-52'7350 Ha

30.11 .2018 r,.

onPEIEr.q:

143BbpIIBaHe Ha .uocTaBKa Ha J]eKapcTBeHI4 npo.qyKTI4

JreKapcrBeHI4 npolyKrvr r KaKTO CJIe.qBa:

OII N9 
'I 

HANMEHOBAHNE IT6PBO WICTO BTOPO WICTO

1 A umrzrz n |.\laqri na k: na r Ra X

2, Cnagvortrzrzulz COOAPMA TPEIAI',IHI A.u X

3. Aurzeverrll\rA MtrIEKC OOI
COOAPMA TPEI,IIIIHI

AI
4 - .ilexanr:TRa 3a JlerleHte Ha xJI'LqKa t{
.:epen .trpo6

COOAPMA TPEI4,qMHI AI X

5 , JlercapcrBa 3a KoHTpoJr Ha HIlBara Ha

Kp'bBHaTa 3axap
COOAPMA TPEIZIMHI AT X

6. Bwantvttw r4 Mt4qepaltuu llo5aer<IA METEKC OO,4

'1 . Ax+I,4.nnov6 o.rwuHtr neT{Ancr Ra - T - Ba

rrpyna
COOAPMA TPEI4NI4HI AI X

Q Aunrrmnnrl6nmrzuqrz rarenarF: - TT- na

rrpvna
X X

9 . JlarccarrABvr c ocMorllqHo AeuLcterAe X X

10. fl.naglaesm 6v onpogyrcru
EI4 trHI .UI4 OAPMA

B'bJlfAPr.f, EA.u
X

11 . tr4HQysnounrl pa3TBoptl MtrIEKC OOI X

12 . TluQysronnrA rA vr:ur<eKr1:Ao:r;r'rA pa3TBopt-
I_ea lpyna OAPKON AI

L3. 7lH$y=zouurA vr w:r.re:rcqlA oHHIr paBTBopIl-
II-pa rpyna

OAPKOJI A,q X

14. Anrn6aKTep aJIHI4 JIeKapcrBa X

I5, AHtrz6tTorlAuvr- I-ea rpyna oAPKOJI A.U X

16. Attrw6t'torwJn- Il-pa rpyna X X

11 . Pa q.nnonrz ?A rranoHTFn: nHn vn: HeHe @APKOJT A.4
'l R Tlar:ncmpe ra nFucHT/e H: cqnneuHo-

c'br oBr4 ga6on.qeauz.q X X

19. Autl,tcenrrAr\rA v Jro:tr-alt:l'w aHecreriluI4 OAPKOJI AI



aa v^^",^,,-zu.  opMoHaJrH flpenapaT]4 3a cIlcTeMHo
npvJJoxeH]le

X

21 Mrznnc naT{rl: H,nTI COOAPMA TPEIINTIHI A,U X

2 2 . flno.nrzcon.r.qrraJIr4TeJIHvr v a6eg6or.qBaUil
IIEKAPCTBA

oAPKOJI A.U X

23. AnecrerrArrrA OAPKOJI AI X

24. flporreoe'l3naJrl4TeJIH JIeKapcrBa ME.qEKC OOI

25, llczxonenrvtutz X

26 . flcrzxoananerrrltrlu COOAPMA TPtrIZTTlHf AI X

t 1 A u: nram tz t r \A ri aHFamFnrAr rrA X X

28. JierapcrBaf noBfifi.qBatut4 .uilxareJIHara
c creMa

COOAPMA TPEI4NI4HI AI X

29 . Att,r:zllortt X

30 . I4vyuouITo6yiltA:E,IA X X

j'1 AsnrzxevonarrA\fHI Il aHTI4aHeI,t)yIgHrA

JIEKAPCTBA
X X

?, T{nqmn: cmurl RFrrc-T RF OAPKOJI AI
? ? T{numn: nmurl FArrra-mE: a: 9MP X X

34. Ipyr:z rleKapcrBeHil npogyKTt'l t"I3B'bH

NOSVT'4BHWN CNVCEK
OAPKOJI A,q

2. OIIPEIEJIEHI4TE 3A I43[bJIHI4TEIII4 Yqacrtvrrlwt Karo cJIe,qBa:

OE N! N IIANMEHOBAHUE NSIEEJIHNTE]I

2. Cnaeuo.nrtzqr COOAPMA TPEI4ITIHI AI
3 . Anrveurerrtr\tA MEIEKC OOI
/ n^,--^^!, Jrs^ovur Do ra JIeqeHI,Je Ha X{JI'L,9Ka Il qepeH ApOO COOAPMA TPEI4,qI4HI AI
5. JlercapcrBa 3a KoHTpofi Ha H''lBara Ha Kp'sBHara
3axap

COOAPMA TPE'4IIIHf A,q

6. B;nrant;,tuttt ta MzHepaJrtvr IJo6aBKvI METEKC OOI

1, Anrzrpola6orrtqle-n neKapcrBa - I- Ba rpyna COOAPMA TPEIZNfiHI AN

l0, lllaenenz 6zonpogyrctz EIA EHE .E'4 OAPMA BbJIIAPII,fl EAI
1 1 U,,A. ,-,.^,,,,,- ^,r r . vrHgy3noHH,l4 pd 3TBOpl4 MEIEKC OOT

1) T,4srirzprzaqsr^ r^ tAqxovrtrtaHHt/ n:qmnonv- T-na,rrtvJ Jvrvrrrr

r,'ovna
OAPKOII AI

I 3. l4n$yenounIA vr rAH.NeKrfiAo:rntl pa3TBopl4- II-pa
rpyna

oAPKOJI A'q

15. Aurr6vTortAr\u- I-ea rpyna OAPKOJI AN

1'1 . PA q.I'ROnT/ ' A TrencHTAn: nHn yn: HeHe OAPKOJI AN

19 . Anru cenrrALrrA v7 JtoKalt:g-rA aHecrerlll-ltz OAPKOJI A.u

21 Mrrnne na rc: r.r.nr4 COOAPMA TPEI4I'{HI AI
22 . llporzeoet3[ar]lTeJIHrA w oOe3OoJIsBaqz JIeKapcrBa OAPKOJI A.4

23. AuecrerttL\rA oAPKOn An
a A n^^-,--^-- h--Z q . llpoT}TBOB'b3|]aJIUITeJIH]l .rIeKapCTBa MEIEKC OOI

2 6 . flcrzxoaua,nertr:,tlJw COOAPMA TPEI4IIIHI AI
2 8 , JlercapcrBa, noBrl4.qBautl rtAxareJTHara cltcreMa cooAPMA TPETlnI4Hf A.U

?) I(asmn: amHr/ FarrraamRF oAPKOT A.q

34. Ipyrz JreKapcrBeHlz npo.qyKlvr usB'br nosvrrtaBl:wtr
cnI4c'bK

OAPKOJI A.U

Morl4sra: BCeKr4 e,qr4H OT onpe.qeJleHr4Te 3a r43tI'bIIHVTeJivr yqaCTHtlI-lvI 3a BC.qKa oT.qeJrHa

o6oco6eHa nozurJtAtr orroBap.q Ha Kpurepr,{}.rre 3a [o.q6op v tl3]4cKBaHvrfl.Ta 3a JII4TJHo

c,bcrorr1ure| 3a r.rrx He ca HaJrr.rue ocHoBaHr4n 3a orcrpaHsBaHer ooepr7lre IA}/ j ca c
Hair-Ht/rcKa npe.uJioxeHa rleHa 3a r43n.bJrHeHze Ha BCsKa or.treJrHa oOoco6eHa no3vrL\utt
JreKapcrBeHr4 npo.uyKTu or npe.uMera Ha nop'brlKara.

3. OTCTPAHEHT{ yqIACTHIIIIII, KaKTo crre.4Ba:



3.1. ,,!!APMI4T IOHAIZTEI* EOOI - 5a oII NsM 32 w 33 - Ha ocHoBaHI4e qr.I0'7, T.2,
6. "a" or 3Oll .

Morrnu:
1 " V.lactHzrbr He e [p]4JroxuJr K.bM TexHilqecKot'o cil npe.uJIoxeHl4e ga OtI Ng 32,

r.e.JITIIICBAT npegcTaBeHr4, vr3wcKyeMilTe OT Bb3JIOX(I4TeJIE .4OKyMeHTI4' KaKTO CJIeIBa:

.ueKJrapau,r4.E ot[' oT llPy Bracco Imaging s . p .A. , wranus. - 3a JInNeNe

32,7;32.2;32.3;32.4;
= IeKJrapaqr4.rr or flPy GE Healthcare AS, Hopee]rz fi - 3a JIn Ne 32.6.
cqrn: r-qo nnT{\/MeHT arJrAfl\a lto lpoue.qypara : ,,IltAilcara Ha raKaBa .UeKrapalll4.c 3a

Av rr J rrJ

BC.sKa e.EHa or HoMeHKJrarypr4Te JIll or rtocoqeH]4Te Oil, I]Ie 6s.qe ocHoBaHI4e 3a
,'a ofrrennana Ha vqacrHylKa no pela Ha qJI .I07, T.2, 6.a or 3ofl .".

v r u r I/ertlr

2 . V.racrHrzx.br He e cna3r4Ji w3rACKBaHeTo Ha Bggnoxzlen.g: ,,3a IeKapcTBeHI4Te
nnoTr\/T{rrz or o6oco6eHz ro3lArJrAvr or Ne 1 .qo Ne 33 BKJIIoqilTeJIHo:...flpe.u.noxeHara or
1rI/v4J r\ r,t

yqacrHI4Ka e.ur4Hl4rtHa ueHa cJIeIBa .ua He HaIBI4ilaBa cborBerHara ctolZsocr Ha Jlll B

IIJIC - llpr,rnoNeuze 2, aKTyaJreH K.bM .Uara 04.01 .2019 r'."n rrpv l43r1orB.qHe Ha

leHoBoro cr4 ryoe.uJroxeHne Ba On Nt 33 - LleHara e IIJIC rcv 04.01.2019 e 85,24 ne"

TaKa oKoMnJIeKToBa1vr r4 r43rrorBeHr4/ oQeprmle Ha yqacTHrrKa 3a il3n'bJlHeHtTe Ha

flopbr]Kara sa o6oco6eHzre nozurJurA NeNe 32 w 33 He orrloBapsr Ha [peIBapI4TeJrHo

o6seeumre ycJloBI4A vr ItSwcKBaHl4.qra ua BtgloxilTer.s.

3.2. ,fiDApKOJIz AI - ga On NsM 16 w 33 - Ha ocHoBaHI4e qJI .1'0'l , T"2, 6."a" or
3011.

MorraeI4:
I. yrracrHrr.lr e npe,uJroxyrJr .qa rA3rvblrHm .qocraBKara Ha JIn Ns11 or OII NI1 6, c

rlrr - rF.F-nrroFcT<c) Har4MeHoBaHr4e IMECITIN, Powder f or sol-ution f or inf us ion,
v rsr+

500mg/50Omg - 20 mI or IIPV Actavis Group PTC ehf . , ILcnauAvs., rcolZlo e 3aJII4rreH

e flJic-lipr4JroxeHyre 2 sa 02,II .2018 T. I T. e He e il3fIEJIHeHo I43rcKBaHeTo Ha

Br:loNnrena, BnilcaHo e O6seneHr4ero 3a rrop'brJKara e Pas.uer Bropm - llpeglvrett
r.II.1.4) - Kparno orr4caHr4e u e ,[orcyMeHTaql4.qra |Io lpouelypara: ,,llpegnoNeHl4Te
JIfl Ua $ulypnpal e llogmll1B;gtIAg JIeKapcTBeH CII4c'brc - llprnoxeHile 2"".

2 . y.racrHmx.br He e cra3r4Jl rA3IACKBaHero Ha B'r=roxxlen.q: ,,3a reKapcrBeHj'tre
nnonvT{rrr.4 or o6oco6enyr rto3vrL\rAvr or Ne 1 Ao Ne 33 BKJIIoqI4TeJIHO:...llpegnoNeHara or
!rvvAJ r\ r'+

yqacrHilKa e.Ur4HI4r{Ha qeHa cJreIBa .qa He Ha.qBI4IraBa cborBerHara crolZHocr Ha JIil B

|IJIC - liprnoxeuue 2, aKTyaJIeH KbM .qaTa 04 . 01 .2019 I. ", nplzr I43roTB'qHe Ha

rleHoBoro cm npe.qJroxeHr4e ea OtI Ne 33 - qeHara a |IIC rcr'u 04.01.2019 e 85,24 rre.

Taxa oxoMnJleKTOBaTvr v rr3rorBeH',1 , oQeprule Ha yrlacTHrKa 3a I43n'bJIHeHtIe Ha

lop.bqKara 3a o6oco6esmre no3urlr4rA NsNs 32 r4 33 He orroBap.cr Ha npe.qBapureJlHo

o6geeHvlre ycJloBI4 L r/L vISIACKBaHl4gra Ha Bgg.noxl4Ter.q .

3.3. ,,CocApt{A TpEilIHHf'/ ;\g - sa OII NeNs 6 w 34 - Ha ocHoBaHI4e rrr.70'l , r.2,
6. "a" or 3Ofl .

Morrer:
l.3anpe.qJIoXeH]4TeoTyr{aCTH]4KaJInN96.1.nJI|IN96.2.canocoqeHl4B

KoJIoHa 11 cpoKoBe Ha I.o.qHoctr or rIPy, KoI4To ce pa3J]I4rlaBar or cpoKoBere,
nrz6.nvrcvcaHT/T R t',6.3 or KXll Ha e,a.upecI4, c'borBerHo:
- htt'os : / /www. bda. bqlimaqes/stories/documents/bdias/ssB 918 ' pdf ;

- http" t / /r"",* bd" . bq / imaqes / s torie s /document s /bdia s / I2I8 5d' pdf
3alesra I|I yqaclHr4K,br He e r43n.bJrHvrlr vr3r4cKBaHero Ha Bu3JtoxlarenR, Qopvty.nupaHo
B ,UoKyMeHTaUt4.qra rro npoueEypaTa: ,,lIpw ]43rrolI'B.gHe Ha npe.UJioxeHl4ero cu 3a

r43n.bJrHeHvre Ha nop.brrKara/ BCeKr4 yr{acrHr4K rp.a6na .qa nocoql4 MaKcI4MaJrHwfl' cpoK Ha

TTOAHoCT Ha npe.qJlaTatufl Jlll or KoHKpeTHvIfl. II?OVI3Bo.EI4TeI .".



2. Texsr,rqecKoro npe.qJroxeHue Ha yr{acrHl/Ka 3a oII Nt 34 He e oQopueHo

cso6pa=no ?l3r4cKBaHvrAIa Ha B.rg.fioNilren.c - yqacTHtIK'bT He e nocor]I4Jl npe.4JloxeHl4e

3a r43E.brrHeHr4e Ha JIII c NeNe 34.10 ; 34.11 i 34.18 ; 34.I9; 34,2Ii 34.22; 34.24;
34 .31 ; 34 . 40 . C.rr,nacso ,qoKyMeHT aIJvIs.Ta ilo npoqe,qypaTa : ,,ITvInCaTa Ha

nnAnTr.\1KAI-{T/e ?a ug't<oit or JIII e OII Ue ce cHura 3a Hen'bJ]Hora Ha oQeprara w
f r P vArr v/r\vr r'. v

nnonrr^,xFHT/F.no Ha yrracrHtlKa rle 6r.qe orcrpaHeHo or yqacrve B npoqerypara 3a
rrvvaurv/r\v

"Loruur"ara 
Oll , Karo HeorrroBap.srqo Ha vr3wcKBaHl4ETa Ha B,bsroxl4Ter.s."

TaKa ]4grlO['BeHr4 tr. oKoMrIJ]eKTOBaHII , npe.4JIOXeHm.STa Ha yqaCTH%Ka 3a

r43n,bJlHeHl4e Ha nop.brlKara 3a BcsKa eIHa or o6oco6enure noSrr:J:wr NeNe 6 t't 34 He

orroBapsr Ha npe,qBapr4TeJIHo o6.qneHr4Te ycJIeBr4fl ta vlSrlcKBaHvrflra na Btsnoxl4lleJls'

4. Kon([nrxr:y. Ha larrtrePeclr no orHoIIleHI4e Ha yr{acrHvlqI4le He ca yc['aHoBeHlt '

5. OEKAJIBAHE - csr'.nacuo un.196, al . 1, T'. 1 0T 30II , HacToslqoro r'Mr peilIeHl4e

no.qJrexr4 ua o6xanBaHe oT JIurIaTa no qJI .19B, an.I, 1.3 ol 3Oll EPeg Kolaacr'tsna Ba

Bauf4tra Ha rco11rcytr)e1;llpagtra, c aEpec: 6y,rr. Bvtloura Ne 18; r'p. CoQmn; nK 1000;

ren.02 9884070; Qarc O29BO73I5; e.noqa: cpcadminGcpc.bg; I4HrepHeT aEpec:

http : / /www. cpc . bg .

IIOgaBaEe ga xan6ra C5TTJIaCHO un.I97, afi.7, I.J, 6."a" OT 3oll B lQ-'qrreaerr

cPoKoTnoJIyI]aBaHeHape[IeH]4eTo3ao|lpeleI,qHeHaI43nbJIHI4I!eJT"

Ha ocHoBaHyre u.n.43, an.1 vr an.2, [p]4 Cna3BaHe USTACKBaHIIAIa Ha 'tn.42, aJI .2,
r.1 w n " 4 or 3oll , Hacro.srloro r.ntA perireH%e .qa ce ny6.nmxyna n llpo(lzrra lra

rcyrryBaqa ;;a alpec: http: //onkobs.bgl?p:14798 ' 3ae,UHo c lorna,Ea vI

flpOrorconute oT Sace.UaHI4.ETa Ha Ko\II4Cwfl'Ia w B C'br\ILH EeH .qa Ce l43npaTl4 no

eJIeKTpoHHa noua Eo yrracrHvlqj4Te B flpoqe,4ypara '

BtBnolcvtren
Vrrpaauren: rrPo(D.


