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"MHO|OIIPOOI4AT{A BOAHI4UA 3A AKTi4BI-IO NEqEHI4E - IIOBPI,Iq"
AOEPI4[{ 9300 E3 yn."llaHafior Xnroa" 24 @ 058/600488 Saxc Ol;8/600414 E e-mail: ob

PEIIIEHI4E
Ns 3 /16.03.2021 r.

fp.l{o6prav

Ha ocuonanne qn.22, u.I, r,6 lr all.,s,.{r.108, r,1, ur.109 or 3aroua 3a o6rlecrBeHh
ilop:brlKlz (3OlI), BbB Bp:b3Ka c $ 737 or llpexo4nzre r4 3aKJrrorrr4rerHu pa3nodeA$r,r Ha
3arona 3a LI3MeIreHrre I{ AorIbJrHeHr4e na 3OlI }r cJreA Karo B3ex rrpeABr4A yrB:bpAeHufl or MeH
AoKnaA or 4efiuocrra Ha Kouucnsra Ha3Har{eHa c Mor 3auoseA Ib 57l 25"02.202L r. 3a
I]poBsxlaHe Ha rlpoqeAypa [0 BbrpoI]IeH KoHKypoHTeH I436op 3a Bb3JraraHe Ha o6uecrBeHa
rlop:bqKa c rlpeAMer: locranrca Ha JrenapcrBeHrr rrpoAyKTrr no o6oco6eHa rro3r{rlus J\b 1 or
paMr(oBo cropa3yMesue Nb P!-ll-55128,01.2021 r. 3a Hy)r(Ar.rre Ha ,,MBAJI- /lo6puv"Af, no Pavrono cnopa3yMeHlre J\! PA-11-55128.01.2021 r. kr lloxaua c r.r3x. Na 733l
04.02.202I roA., cbc 3ara'ta.qa pa3rJleAa, orleHrr u Knacvpa noryqeHlrre n ElerqpoHHara
cl{creMa 3a 3aKynyBaHe Ha JIeKapCTBeHr4 npoAyKTu 3a HyxAVTe Ha re.re6Hr4re 3aBeAeHHf, B
Penv6nprr<a Er.nranvr q ltenelrrnnsuq-o nrrnrprrq\ uqPeny6lura Et,nrapzx (ererrpouuara cncreua) Ha cneAHr,rq eJreKTpoHeH aApec:
https : //cop.mh. government.bgl o(peprz, OEfIB,flBAM cleguoro :

I. OQepru 3a yrracrue ca rroAaAeHrr or cJreAHrr-re Jrurra:
L 02023 15-02.-2021 14:13 "TbP|OBCKA JII4|A - fAt{" A[ .
2.02036 05-02-202t 12:24 ',COOAPMATPEiIAI4H|" A[ i
3. 02083 07-02.-202120:41 "ObOHI,IKC @APMA" EOOI,
4. 02220 08-02.-2021 1 6:21 "MEAEKC" OOn,
5. 02268 09-02.-2021 05:51 "MAPI4M|IEKC - 7,' EOOA
6. 02946 16-02-2021 13:29 IAHCOH Ef OOA
7. 03096 17-02-2021 ll:17 "OAPKOJI,' An .
8. 03569 23-02'-2021 10:26 I4n6uorex OO.II.

II. Korunc,raffTa e AOIIyCHAJIA Ao pa3rJrexAaHe Ha qeHoBHTe [peAJro]Ke:glkrf_ Lr
KJracupaHe, cJreAHnTe yqacTHuIIU :

1. "TbPfOBCK.A JII4|A - fAIl" AA
2. "COOAPMA TPEIZAI4H|" AA
3. "ObOHI4KC @APMA" EOOI
4. "MEAEKC" OOA
5. "MAPI4MnEKC - 7" EOOA
6. AAHCOH B| OOn
7. "OAPKOJI" l\[
8, Zn6uorex OOA

III" Konrucuqra e odqnrlra v upoBeJra eJreKTpoHeH Tr,pr, cJreA rcofrro e
rr3BbprrrrrJra oKOHrraTeJrHo KJracupaHe.

IV. O6snsBaM cJreAHoro
3a Bb3Jrarane Ha o6rqec.rneHa
UtrlHAtt, KaKTo cJreaBa:

KJracupaHe Ha AonycHaTr{Te yrracTH[rln B rrporleAypaTa
rropr,qKa Bb3 ocHoBa Ha Kprrrepns ,,HAII-HI4CKA
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I C01AA05 Digoxin

Metildigo
I C0lAA08 xin

Amiodaro
I C0lBDOl ne

Amiodaro
C0lBDO1 ne

Amiodaro
C0lBDOl ne

Amiodaro
C0lBDOl ne

Amiodaro
C01BDOl ne

Amiodaro
C0lBDOl ne

I C02AC0l Cllonidine

I C02AC0t Clonidine

Moxonidi
ne

Moxonidi
ne

I C02AC05

l c02Ac05

mg 2,096000 1000

mg 0,626650 50

mg 0,004800 100000

mg 0,004800 100000

''COOAPMA
TPEIZAI4H|"
AA

"oboH14KC
OAPMA''
EOOA

,'COOAPMA

TPEIzAI,IHf"
AA

.,(DbOHI4KC

OAPMA''
EOOA

''MAPI4MIIEK
c - 7" EOOA

"MEAEKC"
OPA

2,096000

0,620000

0,004496

0,004654

0,004654

0,004738

0,000703 0,000844

0,000853

0,240000

l c02AC0s

r c03AA03

Moxonidi
ne

Hydrochl
orothiazid
e

Hydrochl
orothiazid
e

rrapeH

repaJr

HA

repop
AJIHA

rBbpA
a

napeH

TCpfur

HA

rrapeH

repaJr
HA

napeH
repaJr
HA

napeH

repaJr
HA

nepop
AJIHA

TBbpA

a

nepop
a.JTHA

rBbpA
a

repop
ATHA

rBbpA
a

napeH

Tepiur
HA

nepop
AJIHA

TBbpA

a

repop
AJIHA

rBbpA
a

repop
utHa
rBbpA
a
repop
ATHA

rBbpA
a

repop
AJIHA

rBr,pA
a

1,746667i

0,516667,

0,003747

0,00387q

0,003878

0,003948

mg

mg

0,004800 100000

0,004800 100000

mg 0,000853 250000

mg 0,000853 250000

mg 0,240000 75

mg 6,35031 I 2250

mg 0,700000 1352

mg 0,700000 1352

mg 0,700000 1352

mg 0,005640 5000

''MAPI4MIIEK
c + 7" EOOA 0,00071I

''COOAPMA
tFu7,4zut"
A4 0,200000

,'COOAPMA

TPERAI4Hf"
AA 5,291926

"(DAPKOJI" AA 0,339096

"oboHI4KC
o4PMA"
E9Ol 0,338097

"cooAPMA
TPEIZALIHf"
AA 0,341765

"oAPKOJI" AA 0,00401I

"oboHI,IKC
(D4PMA"
EOPA 0,004013

6,35031 I

0,40571s

0,4057 t6

0,4101 l8

0,004813

1 C03AA03 mg 0,005640 5000 0,004816



I C03CA0I de Ha mg 0,019100 500000 I AA 0,010968
rrapeH

Furosemi repaJr .IIAHCOH Ef
I C03CA0I de Ha mg 0,019100 500000 2 OOI 0,011059

rrapeH "COOAPMA
Furosemi reparr TpEfrnI4Hf"

I C03CA0I de Ha mg 0,019100 500000 3 AA 0,012290
rapeH

Furosemi repaJr "MEAEKC,'
I C03CA01 de Ha mg 0,019100 500000 4 OOA 0,013381

rrapeH "ObOHI4KC
Furosemi repilr OAPMA"

I C03CA01 de Ha mg 0,019100 500000 5 EOOA 0,013504

rrapeH

Furosemi repaJr

repop
AJIHA

Furosemi rBbpA

ATHA

Furosemi TBT,pA

aJ|nA

PentoxiSi I rBbpA

''TbPfOBCKA
JII4|A - fAU"

''COOAPMA
TPEIzAt4Hf"

"oboHHKC
@APMA''

''ObOHI,IKC
OAPMA''

''ObOHHKC
OAPMA''

"oboHl4KC
OAPMA''

''ObOHHKC
OAPMA''

I C03CA0I de a mg 0,001188 28000 I AA 0,000924
repop
AJTHA

Furosemi rBbpA
I c03cA01 de a mg 0,001188 28000 2 "oApKoJ[" AA 0,000926

nepop

1 C03CA0I de a mg 0,001 188 28000 3 EOOA 0,000968
nepop
AJIHA

Spironola rBbpA
I c03DA01 ctone a mg 0,004040 100000 I "oApKoJI" AI 0,002704

repop
utHa

Spironola rBbpA
I c03DA01 ctone a mg 0,004040 100000 2 Eoo[ 0,002706

Triamtere
tr€, [epop
Hydrochl arrHa

orothiazid rBbpA
I c03EA01 e a tabl 0,064400 200 1 "oApKoJI" AA 0,051g46

Triamtere
tr€, fiepop
Hvdrochl urHa
orothiazid rBbpA

I C03EA0I e a tabl 0,064400 200 2 EOOA 0,051872
nepop

I c04AD03 line a mg 0,000289 480000 I EooA 0,000240
nepop
AJIHA

Propranol rBbpA
I c07AA05 ol a mg 0,002580 5300 1 "oApKoJI" AA 0,001g33

nepop
utHa

Propranol TBr,pA
I C07AA05 ol a mg 0,002580 5300 2 EOOA 0,001834

rrapeH
Metoprolo repan "ME,4EKg"I C07AB02 I ua mg 0,82t200 l0 I OOA 0,665100

0,013162

0,013271

0,014748

0,016057

0,016205

0,001 109

0,001 I 1 I

0,001 162

0,003245

0,003247

0,062215

0,062246

0,000288

0,002200

0,002201

0,799120



rrapeH

Metoprolo repan
C07AB02 l ua mg 0,821200 l0

''ObOH14KC
OAPMA''
EOOA 0,67940Q

''COOAPMA
TPEIZAr,lHf"
AA 0,618539

"oAPKOJI" AA 0,005293

''ObOH14KC
OAPMA''
EOOA 0,005296

"oAPKOJI" AA 0,003505

''ObOH14KC
OAPMA''
EOOA 0,003507

I C07AB07 Bisoprolol mg 0,006933 3600

I C07AB07 Bisoprolol

Amlodipi
I C08CA01 ne

Amlodipi
I C08CA0l ne

mg 0,006933 3600

mg 0,004534 2700

mg 0,004534 2700

Amlodipi
I C08CA0l ne mg 0,004534 2700

l c08cA06

I C08CA06

1 C08CA06

I C08CA06

Nimodipi

Nimodipi
ne

Nimodipi
ne

Nimodipi
ne

I]apeH

repan
HA

repop
arTa
rBbpA
a

repop
EUIHA

rBbpA
a

nepop
urHa
rBbpA
a

nepop
€IJIHA

TBT,PA

a

nepop
ATHA

TBIPA
a

rrapeH

repaJl
HA

tIapeH
TepaJl

HA

napeH
repaJr

HA

napeH
repaJr

HA

repop
utHa
rBbpA
a

repop
AJIHA

rBbpA
a

repop
anHa

rBbpA
a
repop
ATHA

rBbpA
a

Metoprolo
c07AB02 I mg 0,821200 l0

1,232000 70

1,232000 70

mg 1,232000 70

mg 1,232000 70

mg 0.009113 12900

mg 0,0091 13 12900

mg 0,009113 12900

0,814080

0,814247

0,006352

0,006355

0,004206

0,004208

0,004242

1,145248

|,156182

1,160236

I, I 60400

0,008702

0,008760

0,008773

mg

mg

''COOAPMA
TPEIZALIH|"
AA

''COOAPMA
TPERAHHf"
AA

"MEAEKC"
ooA

''MAPI4M[IEK
c - 7" EOOA

''ObOHI,IKC
OAPMA''
EOOA

0,003535

0,954373

0,963485

0,966863

0,967000

''COOAPMA
TPEftAHHf"
AA 0,0072s2

''ObOH14KC
OAPMA''
EOOA 0,007300

"MEAEKC"
ooA 0,00731 I

.'MAPI4MIIEK

c - 7" EOOA 0,007594

I c08cA06

r c08cA06

I C08CA06

Nimodipi
n9

Nimodipi
ne

Nimodipi
ne

Nimodipi
nel c08cA06 mg 0,0091l3 12900 0,0091l3



napeH "cooAPMA
reparr TPEfrAI4Hf"

lC08DA0I Verapamil Ha ng 0,168800 600 IAA 0,140667
repop
AJIHA

rB'bpA
I C09AA02 Enalapril a mg 0,006483 2000 I I4H6uorex OO.{ 0,002618

''CO(DAPMA
TPEIZ[I4Hf''

0, I 68800

0,003142

0,003144

0,003426

E4 qexa
3a

eAhHh4a
MnpKa c

AAC

rep0p
ATHA

rB'bpA

lC09AAI5 I a mg 0,035333 2625 I EOOA 0,029333 0,03 5200

V. Ha ocHoBaulre KJracrrpaHero o6snqBaM 3a rr3rrbJrHr{TeJr Ha obulect'neuara
rropbqKa, IIpu ilpeAJro]r(eHaTa oT Hefo rleHa, yqacTH[Ka:

I C09AA02 Enalapril a mg 0,006483 2000 2 AA 0,002620
repop
AJIHA

rB'bpA
I C09AA02 Enalapril a mg 0,006483 2000 3 "OAPKOJI" AA 0,002855

nepop
AJlHA

Zofenopri rB'bpA
''ObOH14KC
OAPMA''

Eg qena
3a

eAhHhqa
MnpKa

Ne KoAl /lNN/ Ae ml./ n/tC MnpKh e yqacrHl4t-lr 6ea flflC

Axaronno Nlex4yx Mnp PeQepen
OO - etpoAHo Ka rHa
.no repaneBT HenareH Ha.{yt /mg crofixocr Kn
3A hqeH rHo H Ha , aa I 6p. Heo6xo ac
qri KoA HahMeH npnn tabl. MepKa AhM np
a lntC- oBaHhe oxeH , cbrracHo 6pofi aH

napeH
repaJl

I C0IAA05 Digoxin Ha mg 2,096000 1000 I AA
nepop

''COOAPMA
TPEIZAI4Hf"

"oboHtr4Kc
OAPMA''

''COOAPMA
TPEIZAI4H|"

''ObOHI4KC
OAPMA''

1,7 46667 2,096000

0,620000

0,004496

0,000844

0,240000

6,35031 I

0,40s715

1 C0IAA08 xin a mg 0,626650 50 I EOOA 0,51666j

ATHA

Mtetildigo rBbpA

rrapeH

Amiodaro repan
1 C0lBD0l no Ha mg 0,004800 100000 I AA 0,003747

nepop
AJIHA

Amiodaro rBbpA
I C01BD01 ne a mg 0,000853 250000 I EOOA 0,000703

repop
anHa ''COOAPMA
rBbpA TPEIZAI4H|"

I C02AC01 Clonidine a mg 0,240000 75 I AA 0,200000

rrapeH "COOAPMA
repan TPEIZAI4H|"

I C02AC01 Cllonidine Ha mg 6,35031 1 2250 I AA 5,29t926
repop
AJIHA

Moxonidi rBbpA
I C02AC05 ne a mg 0,700000 1352 I "OAPKOJI" AA 0,338096



l c03AA03

r c03cAOl

l c03cAOl

r c03DA0r

l c03EA0l

l c04AD03

1 C07AA05

I C07AB02

I{ydrochl
orothiazid

liurosemi
de

Furosemi

de

Spironola
ctone
l'riamtere
00'
Hydrochl
orothiazid

Pentoxif,l
line

F'ropranol
ol

Metoprolo
I

repop
AJIHA

rBbpA
a

rrapeH

repan
HA

nepop
ATHA

rBbpA

a

nepop
€INHA

rBbpA
a

nepop
ATHA

rBbpA
a

repop
ATHA

rBbpA
a

repop
ATHA

rBbpA
a

napeH
repan
HA

nepop
ATHA

TBtpA
a

repop
AJIHA

rBbpA
a

0,00401 I

0,01096q

0,0027041

0,000240

0,001833

0,665100

0,004813

0,013162

0,001109

0,003245

0,062215

0,000288

0,002200

0,798120

mg 0,005640 5000 "oAPKOJI" AA

,'TbPfOBCKA

Jil4lA - |AI_I"
AA

"COOAPMA
TPEIZAZHf"
AA

mg 0,0 I 91 00 500000

mg 0,001 188 28000

mg 0,004040 100000 I ''@APKOJI'' A,II

tabl 0,064400 200 "oAPKOJI" AA

''ObOHI,IKC
OAPMA''
EOOAmg 0,000289 480000

mg

mg

0,002580 5300

0,821200 l0

mg 0,009113 12900

"oAPKOJI" AA

"MEAEKC"
ooA

r c07AB07

l c08cAO1

Eisoprolol

,4mlodipi
ne

rrapeH

\limodipi reparr
C08CA06 ne Ha mg

nepop
anHa

Nimodipi rBbpA

mg 0,006933 3600 I "OAPKOJI" AA 0,005293

mg 0,004534 2700 I "OAPKOJI" AA 0,003505

1,232000 70

''COOAPMA
TPEIZAI4H|"

1 AA 0,954373

0,0063 52

0,004206

|,145248

0,008702

0, I 68900

C08CA06 ne a

rrapeH

repaJr
C08DA0l Verapamil Ha

repop
ATHA

rBbpA
C09AA02 Enalapril a

repop
AJIHA

Z,ofenopri rBbpA
C09AA15 I a

mg 0,168800 600

mg 0,006483 2000

''COOAPMA
TPEfrAI4Hf"
AA o,oot252

''COOAPMA
TPERAI,IH|"
AA 0,140667

I4s6uorex OOA 0,002618

''ObOHI4KC
OAPMA''
EOOA 0,029333

0,003142

mg 0,035333 2625 0,035200

VI. Brn Bpb3Ka c ropHoro PA3IOPE}il(AAM:
1. Ha ocHoBaHr.re qr. 43, u. I or 3oll (pea. 4eficrBarrla Ao 01 .ll.20lg r.)

Hacroslrloro perfleHue Aa 61''Ile ]I3[pareHo Ha yrracrHr4rlr{Te B Tpr4AHeBeH cpoK or r43AaBaHero
My. HaocHoBaHr,re qn.43, ar. 1 or3oll(pea. AelicrsauaAo 01 .11.2019 r.) v,il.2t4.an. l.



r. 2 (pea. 4eficrnar{a ao 0l .04.2020 r,)
o6ulecrneur.rre rropbrrKr4 cr,rrloro Aa 6rAe
o6ulecrneuara rtopbilKa B pa3Ael ,,flpo$ r4rr Ha Kynynau" Ha r4HTepHer c.rpaHr.rllara Ha

',MEAJI- [o6puu" A,4 Ha cnerHllq a.qpec: http.llzop.mbal-dobrich.com/current/ , xdKro u s
Elexrpouuara crrcreMa B AeHr Ha rr3nparqaHero My.

Hacrorrqoro peuer{r{e He noAnexr4 Ha
6yrna 6) or 3Oll,

2. Ilo olHorxeHfie Ha cKJrrcqBaHe Ha
KOHKpeTHUTe JreKapcTBeHH rtpOAyKTr.t, Bt B
flocraHon.renue "l& 146 or 9 rcHn 2015 r'. sa c
ceKTop tt3Apase,oua3BaHett, Aa ce u3BT,ptlltl
Hacroqulnqr Morlrerrr AoroBopn, fi AaJru qeHr.rre no geiicreauurre AoroBopr.t ca paBHr.t g.lrn no_
HIlcKIl or IIpeAJroHteHHTe B HacroqrqnflT Br,Tpe[eH KoHKypeHren ns6op.

2.1. B cly'rafi Ha HaJrHrrI{e Ha 4eficrnaqlr Aor-oBopu c u ,-HrrcK[ qeHtl, HoBrrre AproBopy
C H3IILJIHHTeJIIITe 3a CLOTBeTHITe JIeKapCTBeHH npOAyKTIt, Aa Ce CKJITqaT CJIeA rr3THII
cpoKa Ha geftcrnaurre' n clyvail qe ro3u cporc rr3Tuqa rrpeAu 31.12.2021r. 3a qatar Ha
cmJrrcrrBaHero Ha HoBtrre AoroBoprr, n3rrbJrHnreJtrrre Aa 6r,/.ar yBeAoMeHH uaft_naa.lrto r{HcKJrrcrrBaHero Ha HoBtrre AoroBoprr, n3rrbJrHnreJtrrre Aa 6r,1ar yBeAoMeHH uafi-nna.ltro,, llu
Mecelr IIneIru frtlrfrclvluRqqp uq narinroorr"'-o IMeceu rrpeArr trprrKJrrcqBaHe Ha 4eftcrnaqure.

2.2. 3a ,JreKapcrBeHrrre npoAyKTrr 3a Kouro HflMa geficraarqu AoroBop
lllruTe oq Ht nLrrrrrra rr nrr ,,^6---.-.-^,qeficrsauure ca Ha cr,ulrre IrJrI{ rro-BrrcoKu rIeHu, u:6paunre c Hacroflrrloro p eH[|e

tf3rlbJrH[TeJru la 0r4ar yBeAoMeHr.r, n B eAHOMeCerreH cpoK or u3AaBaHero Ha perq ace
ICKJIK)TIAT HOBIITE AOIOBOPII.

2.1. B cly'rafi Ha HaJrHrrI{e Ha 4eficrnaqlr Aor-oBoprr c u ,-HrrcK[ qeHtl, HoBHTe afroaopn
IHHT€JIITTO 3a cLoTBeTHrlTe JIeKapCTBeHH npoAyKTIr, Aa ce CKJITqaT CJreA nsrgiraHe Ha

ilJtu

Bb3JIO}ITI41
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