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Nr 16 / 31."05.2019 n.
flo qn . 22 n aJr . 1/ T . 6 or 5iO|I sa onpe,uer.qHe Ha ilBntJ]HrrreJr

BrsroNmre.n.qr ,,Kol"lnrerccen oHKoJrorrr4qeH .qeHTbp - Bypr,ac" EOO.U/ qpe3 yilpaBHrerc
-r^ nna/ir n-n Y^I4CTO CrOgHOe EOSO3, HD OCHOBaHI4g qy1 .110, alt.tt t.2 OT 3On ):Arayv\y.Ay,'t.
\zmRGnnoH TJnrn:q 3a pe3yJtTaTl4Te oT pa6oTaTa .-= watnrtrn o ila3Har{ella c.bc 3a|IoBe,q--^..^-J 3a pe3yJtTaT',1Te OT pa6OTaTa ..* rlvrvvrvvrlf , rrq-
Ne 092 or 16.04.2019 r. | 3a rpoBex.qaHe Ha orKpr4ra npoue.qypa 3a B'b3JraraHe H.a

o6illecrBeHa nop'br{Ka , () npe.qMer : ",!ocraexa Ha JIeKilpcrBer{r4 npo.qyKTr4 /
n^?rlnFrToTrerrT/ R IBe o60co6eHI4 no3u;:\rA.t4, cbFJIacHo rexHltvecKa '3neuI4OI,IKarlvIfl.tt I
perlr4crpr4paHa B AOll flo.q l\Ie 00232-2019-0002 , orKpr4Ta c PerxeHr4e Nrr 01 / 0'1 .03 .2079
r nrr6nt^vvE)u. n poil c Ne 899 646 ua 12.03.2019 ttr.r O6se.neHne - e I?Oll Nq 899t . I rrJ vu+vr]\J !qrr\

rA-1 --.^--^-^-.--Ho H6i 12.03.2019 r. w B OB Ha EC Ne 2019/S 050_1I41_54 Hava I t lryvJIvlAyD4

12.03.2019 t.

OIIPETEJIA:

KIIAC%PAHI4TE yr{ACltHI4IIlrC 3a 143B'bpruBarre Ha ,UocraBKa Ha rIeKapcrBeHI4 rlpo.qyl(T14
rro oT,4 Hl,I HOMeHKJIaTypr4 IeKapCTBeHr4 npO.UVKTlAt KaKTO CIeIBa:

nn NN neKapcrBeHa QopMa l-eo rrqcro ll-po uncro

On Ns 1 - flfl, necugupxaulr4 HapKolheHu BeqecrBa

1 Ranitidihe solution for injection COOAPMA TPEl/]AilHT AA X

z Famotidine solution for injection COOAPMA TPEhAhHT AA OAPKOII AA

Esomeprazole
porvder for solution for

in iectio n/infusion
COOAPMA TPEt/lAilHT AA I\4EAEKC OOA

4 Macroggl, comblnations powd. for susp. COOAPMA TPELl!THT AA ObOHI/KC OAPMA E:OOA

Macrogol, combinations powder for oral solut oboH14Kc oAPMA EOOA cooAPMA TPEr4AhHr AII

Enoxaparin sodium sol.inj. pre-filled syr. COOAPMA TPEI4AilHT AA X

7 Bemipqrin sodium solution for injection cooAPMA TPEr/!ilHr AA oAPKOn A.q

8 Phytonlenadione solutlon for injection X X

Sacchqrated lron Oxid solution for injection ObOH14KC OAPMA EOOI] cooAPMA TPEt4ArHr AII

10
lron (l.ll) - hydroxide dextran
c0mptex

solution for injection MEAEKC OOE X

11 Digoxin sol. lnj /inf. COOAPMA TPEhAilHT AA X

12 Lidoca ne solution for injection T-bPTOBCKA nrrA-HAU A! cooAPMA TPEr4EhHr AA

'13 Amiodarone
solutio for intravenous

infusion
cooAPMA TPEI/AhHr AA X

14 Dopariine Hydrochloride
concentrate for solution for

infusion
COOAPMA TPEI4EhHT AA T|/TEAEKC OOA

,1q Epinep!rine solution for injection cooAPMA TPEr4AhHr AA X

to Glycer!l trinitrate solution for infusion ObOH14KC OAPMA EOOfl X

17 Clonidine solution for injection cooAPMA TPEt4ArHr M X

18 Furosemide solution for injection T-bProBcKA nilrA-HAU AA cool\PMA TPEr4[nHr A[

19 Torasemide tablet oboH14Kc oAPMA EOOA X

I



20 Torasemide solution for injection COOAPMA TPEI/AhHTAA X

21 Torasemide solution for injection COOAPMA TPEhANHTAA

zz Terliprpssin solution for injection X X

z5 Dexanlethasone solution for injection MEEEKC OO! COOAF MA TPE:t4A?lHr AA

24 Methylpredn isolone Lyoprhilisate for solution for
iniection cooAPMA TPEkIAt4HTAA X

25 Methylpredn isolone Lyoprhilisate for solution for
iniection cooAPMA TPETIATHrAA X

zo Methylprednisolone Lyoprhilisate for solution for
iniection COOAPMA TPEt/lANHTAA X

27 Amoxigillin/ Clavulanic acid tabl. film - coated T-bPTOBCKA fl ilrA-HAr_l AA X

zo Amoxigillin/ Clavulanic acid
pc,wder for soluiion for

iniection COOAPMA TPE'1AhHT AA fi/EIEKC OOfl

ZJ Cefotafime pc,wder for solution for
iniection/ infusion MEIEKC OOI T-b P r(lrElCKA n n rA-HAl-l AA

30 lm ipenem/C ilastatin
pc,wder for solution for

infusion MEAEKC OO! X

31 Azithrqmycin
pc,wder for solution for

infusion X X

JZ Azithromycin tabl. film - coated MEAEKC OOA oAPKOJI A!

Clindamycin solution for injection OAPKOII AA COOAF MA TPE:t/AnHr AA

34 Gentamicin solution for injection cooAPMA TPEklAfiHr AA OAPKOJ] AA

Amikadin
Siolution for infusion X X

JO Amikaiin
Siolution for infusion ObOH14KC OAPMA EOOtr X

JI Amikaiin
Siolution for infusion

X X

38 Amikaoin solution for injection COOAPMA TPEI4AhHT AA oboHt4Kc oAPMA EOOA

Ciprofloxacin tabl. film - coated oboH14Kc oAPMAEOOE OAPKON AA

40 Ciprofloxacin hydrochloride siolution for infusion MEAEKC OOA cooAF,MA TPEt4AnHr AA

41 Levofloxacin film-coated tablets T-bPfoBcKA nhrA-HAU AA oAPKOA AA

42 Levofl5rxacin siolution for infusion MEAEKC OOE oAPKOn A'q

43 Teicoplanin
powd.and solv. for solution

for iniection MEAEKC OOA X

44 Colistipethate sodium
powder for solution for

iniection or infusion COOAPMA TPEl,lEhHf AI X

45 Metrorlidazole siolution for infusion cooAPMA TPEt4AhHr AA OAPKOJI AJI

46 Linezolid siolution for infusion TbPTOBCT(A IhrA-HAq AA MEAEKC OOA

47 Fluconazole solution for injection MEAEKC OOE COOAPMA TPE:l4!ilHrAA

48
lmmunoglobuline, normal
humarf for intravascular
a0m.

siolution for infusion cooAPMA TPEt4AhHTAA

49 Chlorpiomazine solution injection COOAPMA TPEt4AhHT AA X

50 Chlorpromazine solution injection X

51 Naloxone s,olution for injection cooAPMA TPEl4AklHr AA obor-[/Kc oAPMA EOOI]

52 Gadobutrol Siolution for injection COOAPMA TPEI4AilHT AA OAPKON AA

On Ne 2 - Ilf1, cu4upxaulr H? pKoTyrqH14 BeulecTBa

1 Ketamine s,olution for injection COOAPMA TPEI4AilHTAA X

z Pethidine s,olution for injection COOAPMA TPEi4AilHT AA

Tramadol s,olution for injection cooAPMA TPET4AhHTAA oboHr4Kc OAPMA AA

4 Diazepam s,olution for injection cooAPMA TPEt4AhHr AA X

A Midazglam s,olution for injection MEIEr(C OOA X



2. OIPEilEJIEHIITE 3A Iz!3II5IH}ITEJIII yuacryrrlrJr t Karo crre,qBa:

nn NN Ierapcrnexa gopua N3ITEJIHNTETI

on Ns 1 - IIn, HecbAl'pxaqu HapKort4eHu BeqecrBa

1 Raqitidine solution for injection cooAPMA TPEhATlHt- AA

Z Famotidine solution for injection cooAPMA TPEr4At/Ht- AA

Esomeprazole powder for solution for injection/infusion cooAPMA TPEr4Ar4Hr AA

4 Magrogol, combinations powd. for susp. cooAPMA TPEr/ArlHt- AA

6 Macrogol, combinations powder'lor oral solut ObOHt4KC 'OAPMA EOO[

o Enqxaparin sodium sol.inj. pre-fi lled syr. cooAPMA TPEt4At/Ht- M
7 Bemiparin sodium solution for iniection cooAPMA'rPEt4Ar4Hr A!

I Saccharated lron Oxid solution for iniection ObOHkIKC,OAPMA EOOI

10
lron (lll) - hydroxide dextran
comotex solution for injection MEIEKC OOA

11 Diggxin sol. Inj./inf. cooAPMA TPEhAt/HrAA

12 Lidgcaine solution for injection TbPr-oBcKA Jl t/ t-A- HAU AA

13 Amiodarone solutio for intravenous infusion cooAPMA TPEl4At/Ur-AA

4tta Dopamine Hydrochloride concentrate for solution for infusion cooAPMA'r PEt4At4Ht- AE

15 Epinephrine solution for iniection cooAPMA TPEt/Anrrr M
16 Gy eryl trinitrate solution for infusion oboHl/Kc oAPMA EOOA

4-7 Clonidine solution for iniection cooAPMA TPEt4ErlHt- AI

18 Furosemide solution for injection T-bP t-o BC KA n n rA..HAU AA

Torasemide tablet oboHhKC oAPMA EOOE

20 Torasemide solution for injection cooAPMA TPEr/!r4Ht- M
21 Torgsemide solution for injection cooAPMA TPE'4It4Ht- M
23 DeXamethasone solution for injection MEAE|(C OOA

24 Methylprednisolone Lyophilisate for solution for injection cooAPMA lPEl4AhHt-AA

25 MetfVlOrednisolone Lyophilisate for solution for injection cooAPMA lPEr/ArHrAA

zo Me ylprednisolone Lyophilisate for solution for injection cooAPMA tPErlAr4Ht- M
ZI Amrlxicillin/ Clavulanic acid tabl. film - coated TbPt-oBCKA trrA-HAq AA

28 Amoxicillin/ Clavulanic acid powder for solution for injection cooAPMA I'PEr/AilHr M
29 Cefptaxime

powder for solr.rtion for injection/
infusion MEAEI(C OOA

30 lmi6lenem/Cilastatin powder for solution for infusion MEAET(C OOI

JZ Azithromycin tabl. film - coated MEAE|{C OOI

33 Clindamycin solution for injection OAPK:ON AA

34 Gentamicin solution for injection cooAPMA TPEklAhHr M
JO Amikacin Solution for infusion ObOHI4KC OAPMA EOON

38 Amlkacin solution for injection cooAPMA IPEr/.qilHr AA



39 xacrn tabl. film - coated oboHt/KC (DAPMAEOOII

40 Ciplofloxacin hyd rochloride solution fr:r infusion MEAET(C OO.q

41 Levofloxacin film-coated tablets TbPt-oBcKA nrIA-HAq AA

42 Levpfloxacin solution for infusion MEIE|(C OOA

43 Teicoplanin powd.and solv. fc,r solution for iniection MEAET(C OOA

44 Colistimethate sodium
powder for solution for injection or

infusion cooAPMA TPE'4Al/Ht- A!
45 Metronidazole solution fr:r infusion COOAPMA TPEhAI/HI- AA
46 Lingzolid solution for infusion T-bProBCt(A nHrA-HAq M
47 Fluconazole solution for iniection MEAE|(C OO!

48
lmniunoglobuline, normirl
human for intravascular adm. solution for infusion cooAPMA TPERAT4Ht- A[

49 Chlorpromazine solution injection cooAPMA TPEitAnHr AA

5'1 Nalpxone solution for iniection cooAPMA TPErl[rHr M
52 Gadobutrol Solution for injection cooAPMA TPEr4ErHr M
on Ne ? - fln, cbArpxau{h HapKor 14qHh BeuecTBa

1 Ketgmine solution for iniection cooAPMA TPET4A/HrAA

z Pethidine solution for iniection cooAPMA TPEr4flr/Ht-AA

Trapadol solution for injection COOAPMA TPEIiIAt4HI- M
4 Diazepam solution for injection cooAPMA TPEr4AilHr M
F Midpzolam solution for injection MEIE|(C OOI

Morzera: BCeKI4 e.qJ4H or o[pe.ueJ]eHl4Te 3a r43nbJl:ewrerlr' yqacrHl4uu 3a BCsIKa or,ueJr]ra
HoMeHT<rT:rrl\/tta TT|I nmrr^R:rrq H: v^r^m^^r^\^m^ D. nnnAanKpI4TepI4I4Te 3a lloAUOp n 143l4CKBalMF,Ta 3a JII4TIFIO
cbcro.qHl4e, 3a rfl.x He cil Harr4ue ocFtoBaHr4rl 3a orcrpaH.qBaHe / ocr,=prmre rAM ca c
uattt-uwcy-a llpe'4J]oxeHif u€)Ha 3a r4SnbJIHeHr4e Ha BC.EKa orIteJIHa O6OCO6eHa rroST.wrrr
JIeKapcTBeHZ |IpO.EyKTvr OT [pe.4MeTa Ha .[opbr{KaTa.

3. OTCTPAHEHI4 yr{ACTHll/JJn/ KaKro cJre,l,Ba:

3.1. ,,iDbOHI4KC CAPI"IA,/, E,OOI - Ba JIII L.2;1.3;1.6;7.7;t.8;L.L2;1..13;L.L4;1.1€];
L.20 ;t.?l;L .22;L.23;tL.29 ;1 .35; L.37 ;L.40 ;L.44;2.L. - Ha ocHoBaHr4e rrJr .Ij-t ,

T .2 , 6. "a" or 3Oll .

Mo.nrznrz : orien'nr,r.no r-r: \/u^ amHT/r: 6 -
orloBap.qr Ha npe.qBapl4Te,[Ho o6.qBeH]4Te ycJIoBwH yI r4=\ucKBa:ts-uflTa n;r Brs.noXiu}eJtfl..
Tlntt vanamR qHA lHa ueHoBI4Te CIA npe.qlo)KeHr4.q yrJacTHI4KbT He e Cna3mJI I4=,I4CI(BaHeTO
Ha B's=.l]oxv len.q: ,,E2\uuuuuara rJ,eHa Ha npe,UJIalaHr4Te HOMeHKJIarypr4 JIeKapcrBelrr4
fipo.tryKTl4/ BKrIorfeHI4 Il'bB Bc.qKa e.qHa ()T oOocoOeHvrre no3lr.IJr/r'ut 3a KoI4To ce [oAar]a
nmanm: rt 6nnaugr,syld t Ad \JbAe 3d.Kp'bl'JieHa .qO BTcrp.tt.g SHaK CJTeE EeCeTIlrlHaTa 3aleT'a.q, a 3a
frok:namnaHT/ nn.)fTl/Tamtz R ma6na-"- A^^..-Jrs^oIJuf rf uHvr rrljuAr r\r/a - ,qvrre't'Hd QOpMa - ,uo qeTB,bpTJ4.q. 3!.taK cJ]e.q .EeceTfiqllaTa
q: nom: q \\ e^ TTTlmrln. LJTIma TlTlJg +,r

3.2. //€f,,PKOJI/ AI - lra JIII NsM 1.4; 1.5; L,27 - Ha ocHoBanr4e .r'rt.107 t l.2n 6."2r"
or 3Oll.
MorI4BI4: ooeprl4Te Ha yqacrHr4Ka ga il3r'bJrHeHr4e Ha nopbqKara 3a u%Tr4paHr4Te Jlll rie
orrroBap.qr Ha fipe.qBapilTeJ]Ho o6.qBeHI4Te ycJloBr4.s w I4gl4cKBaHvlfl,aa Ha B.a3loNrrer'l ,
KaK['O CJre.qBa:
- D. TlTl 1 A. 1 trL.ar -1 .5 - l/qaCTHI4K'bT' He e CIa3TIJI I43I4CKBaHeTO FI,a Bgg.toXrren.rr:
,,EgwuIzuHara qeHa Ha npe.EJIalaHr4re HoMeHKJIarypl4 JreKapcrBeHr4 npoIIyKTr4/ BKrlorleHr

or oOocoOeHrre rro3t4L\rLvl r 3d Kor4rlo ce nolaBa OQepra r IId 6.r.ne
BTOpl4.S SHaK CJIe.E IIeCeTr4rrHaTa 3a|leTa.q/ a 5]a reKapcTBeFrI4AV

nn..)rT\/T4r'FT/ n ma6namp: /}tnnlr: - nn uamaR^mr/o Eu.v ^har fia^6mr/ nrnnmr a \\ .rrtsvs/ 
-O 

IJeTBbpTIAF. 3HaK CJIO.[ ,{eceTill{norcr rariclah. /



- 3a J,l|I 1 .21 - yqacrHvrK,br
Amoxicillin/ CfavuLanic acid,
Er,"nlapmx, nolZro He Qulypmpa

e npe,qJroxrzJl .qa rt3nr.;rurn ,Eoc{r'aE}Karar Ha JIII c
c .lII - AMOKSIGARD Ha lIPy ErcoQapn f'pyn ,\!

e llJlC-flpl4JroxeHile 2, c Koero He e l43nbJrHt4Jr

or Il PY F errer

B1 Sttr' / .L 2 5rvrl x

I43I4CKBaflero Ha Bs3noNI,rter.q: ,rllpeg,noNeHyrre or yqacrHz:rlr4Te JIII (lre.qBa .qa
dttrlrrnrznr m p Jla$/vrr vylryqr D Ltw3L4rIABHVrfl. JIeKapcTBeH cnl4c'bK (IIIC) - llpr"noxeure 2. rc1';t .EaTraTa IJa
flo.EaBaHe Ha oOeplarit . ".

3.3. ,/cooAPl'IA TPEIIIfiHT/' A,g - sa rtl Netls l.L9; 1.27; L.32; 1"39 - H.r ocuoBaHr4e
.Jr. 107 , r .2, 6. "a" ot 3OII .

Moruen: _oQeprrle Ha yrracrHrzKa 3a r43nbJrHeHr4e Ha |]opbqKara 3a u],rrup;rFutre IIll ne
orrroBapFT Ha [pe.4Bapl4TeJ]Ho o6.seeHl4re ycroBu,q rA yr3l4cKBaH:zfl.Ta Fra B.s:l.noxrrels"
KaKTO C[e.UBa:
Yue,-mutnwLm a nr_ ..pe,uJroxl4Jr .qa vanblrHvr ltocraBKara Ha JIll c I{Nq:

- 1.19 - Torasemide, c JIII - TOPCI4T SR 16.lO Ml x 30
Internatlonaf S.A.;
- I.21 - Amoxicil_1inlC_Lavulanic acid/ c JIII - AMOKCI4fAPJI 16.
14 or IllV ExoQapvr tpyn AI;
- I.32 - Azithromyc-Ln/ c JIll - A3I4EI4OT 16.500 ul x 3 o.l III?Y KRI(A, d.d.;
- 1.39 r- Ciprofloxacin, c JIll - U7IIIE,7IHOJI 16.50Oul x 1O or lIpV KRKA,d.d.,
KoI4To He Qulyprpal e )fn=nrweuvn JreKapcrBeH cnrdcbK (nnc) - lJ.ltmloNeHn e 2., c
Koero He e I4S|I'bJIHI4JI I43J4cKBaHero Ha BgsnoNI4ren.q ,,IIpegnoNeHmre or yqac,rHI4rI.rrure
Jlll cJIe.qBa Ea Qulypupar e flo=wrwnuws. JTeKapcrBeH cnrAC,bK(llnc) - Ilpvnoxceume 2
KtM larara Ha no,uaBilHe Ha oQeptara..',

3.4. ,,TtsPrOBCKA JIrlllA-ItAII" AI - sa JIn NsNe ! .42- Ha ocHoBaHZe r{r .IO-l , r .,.2,
6, tta" orr 3OIl .

NTnmrzprr nfrianmr mr ut'rv rvrpvr . _vgrvy Ia -cd Ha yrreLcrHI4Ka 5d J43t.r'bJrHeHl4e Ha llop.bqKaret 3a u,IATvrpaHvr.cr JIfl tte
orroBap,q Ha [pe.qBapl4reJ]Ho oO.qeenzre ycJIoBIzH w IA3wcKBaHl4.qlta ua Brgnoxr4T,eJr.s.
Jlnrz rzanAmRsHA LrrrJvr viJrvrDans da UelloBOTO Cr4 npe.qJIOXeHl4e Sa JIll Ns I.42 yqacTHr4ll.b1 e npeIIJIOXI{Jt
e.qI4HI4rrHP qeHa o[' 5,46 nz.]4 UeHa Ba onaKoBKa - 6r 55 .le. B.l.r.qno or rexHr4qecKotro
I4 UeHoBoro My [peIIJ]oxeHI4e r np:", r 5 6po.a B npe.qJralaHara or Herro oraKoBK;r /
UeHara 3a orIaKoBKa Ov cJIe.EBaJIo IIa 6r,.Ee 2l ,30 JrB . B o6.sBreHr4ero u B
IoKyMeH'raql4,sra 3a yrJacrI4e B'lg.[oNmren.qr e nocorJl4r: ,rll€ ce ,qontycxa HaJrrrr{%eroo
Ita rpeulFa - EexHr4llecKa / cyMapHa, B I{eHOBOtrO npeAnoxeHt4e }la yqactrr{r,rrryrtre . \\ .

4. Korr(lpr,rxryr Ha vrrrtrepec:r4 ro orHorxeHrze Ha yr{acrHlzqr4Te He cla ycraHoBeHl4.

5. OEXAIIBAHE - Cslnacno un.196, alr "7 | r.'. 1 or 3oll , Hacro.sqoro \/tu lf,erxeHrle
rIo,uJIexI4 na o6NalBaHe ol JrI4uara ro qJr.198/ aJr.1/ 1.3 or 3Oll rqp€)g Kolo,rcrsroa $a
5aluryrtra lra KolrtcypeHrJ'vlf,rFat c a.Epec: 6yl . Bmrorua Ns 1B; r,p. co@nx; nK 1000;
ren.02 9884070; Qarcc 029807315; e.noua: cpcadminGcpc.bg; r4HrepHer a.upec:
ht.tp: / /www. cpc. bq.
Ilona"a"F=e-a"d - cbrlrlacHo ,an,I9'l I alr.r I T .J , 6. .,a.. or 3oII B 10-gaeeea
cpoK oT rIoJIyrJaBaHe Ila pelxeHr4el['o 3a onpe.4er.qHe Ha ]43n%JIHr4TteJJ.

.

Hrnd. oeHolraHne ul .43, an,, 1 v alr.2t t-rF)vr cla3BaHe u3lrcKBaHui,rrra rra ut.42, aJr.i)-l
I ' 1 vr t.4 or 3OII/ Hacro,quloro \avt;" perxeHr4e .Ea ce ny6lnrcyea a ,t1po1[zna 11a
KyrryBarirF Ha aElcec: http://onkobs.bg/?p:15128 , siae.qHo c f[onlaga yr
Tlnnmnvn nrzmo ^mrrrJvrvr\vJr/rrs ur'3ace.qaHtl.qTa Ha KOMI4Cl4.qTa C npl4JIOXeH'.ITe'.la6nutS,w KtjM TgX m B
cbunfl .upH .Ea ce r43rrpaTvr r7o eJreKTpoHHa IIOIIIa .qo yqacTHr4rfwTe B npoue.qypaTa.

BrEB;roxzre,n
Vnpaerrret: Ceosnoe Eo.tsoB


