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Byprac YopaBuTes: 056 /86-64-02
Bys. [eMoKpauus N 86 TJ.CUeTOBOOUTEI 056 /86-64-04
baxc: 056 /85-98-30

PENEHMHUE

N 16 / 31.05.2019 r.

[lo uj. T.6 or 30l 3a ompenenAHe Ha MBIBIHUTE

22, an.l,
BoajioxkuTenar ,KoMojiekcen OHKOJOTMYEH LEeHTBP — Byprac™ EOOI,
cu npod.n-p Xpucro CrosgHoB Bo30B, Ha ocHOBanHue wi.l110,
YTBEpOeH JOKJal 3a pesyararure oT paborara Ha Kommcusa,
N 092 or 16.04.2019 p., =a npoBexIaHe Ha OTKpuTa OpoLelypa 3a Bb3JaraHe Ha
oBumecTBeHa [IopBYKA, C TpenMeT: “HocTaBka Ha  JIEKapCTBEHU  INPOINYKTH,
pasnpeneyienn B 1nOBe oBocofeHM NOBULUM, CBITJIACHO TexXHUUYecKa coneundmxaumsa’”,
perncrpupaHa B AOI moxm W 00232-2019-0002, orkpura Cc Pemenme N 07/07.03.2019
T., nyoiauxkyeBaHo B POII c N 899 646 na 12.03.2019 r., OOgaBieHue - B POI N 899
647, nyénMKyBaHo Ha 12.03.2019 p. u# B OB Ha EC N 2019/S 050-114154 =ua
12.03.2019 .

ypes yHOpaBUTeIs
an.l, T.2 orT 30l u
HasHadeHa CbC SBaloBe]

ONPEJIOEJINA

1. KJIACHPAHUTE VYUYACTHUIIM =a wu3BLpUBaAHE HA MOOCTABKA Ha JEeKapCTBEeHM OPOOYKIH
IO OTHOEJIHYM HOMEHKJIATYPH JIeKAPCTBEHU NPOOYKTIM, KAKTO CJiendBa:

nn INN NekapcTBeHa hopma |-BO MACTO lI-po macTo
OM Ne1 - J'l:l'l, HecbAbpXKalLlM HAPKOTUYHU BellecTBa

1 | Ranitidine solution for injection CODAPMA TPENONHT AL X

2 | Famotidine solution for injection CO®APMA TPEVNAUHI A GAPKOJT AL

3 | Esomeprazole p°‘m‘fsgt‘:§;2ﬂﬂgﬁ;f°r CO®APMA TPEVAUHT AL MELEKC 0O/

4 | Macrogol, combinations powd. for susp. CO®APMA TPEVOVHI AL SbOHUKC ®APMA EOOQ
5 Macrog;ol, combinations powder for oral solut ObOHUKC dAPMA EOCO[ CO®APNMA TPENAVHI AL|
6 Enoxaqarin sodium sol.inj. pre-filled syr. CODAPMA TPEMOUHT ALY X

7 | Bemiparin sodium solution for injection COOAPMA TPENOUHI AL ®APKON AL

8 | Phytomenadione solution for injection X X

9 Sacchqrated Iron Oxid solution for injection ObOHUKC dAPMA EOOO CODAPMA TPEMOUHE ALl
10 gg;glgz( hydroxide dextran solution for injection MELEKC 004 X

11 D@oﬂﬁ sol. Inj./inf. CODAPMA TPEVAVHI AQ X

12 | Lidocaine solution for injection TbPIrOBCKA JINTA-HALL AL CO®APMA TPENOVHI A}
13 | Amiodarone solutio for iniravenous CODAPMA TPEVAMHI Al X

14 | Dopamine Hydrochloride °°”°e“”""i;eﬂfg{osn°'”“°" for COBGAPMA TRPEMIVHI Al MEEKC OOf,

15 | Epinephrine solution for injection CO®APMA TPEVONHI AL X

16 | Glyceryl trinitrate solution for infusion ®bOHUKC PAPMA EOO[ X

17 | Clonidine solution for injection CO®APMA TPENOVHT ALl X

18 | Furosemide solution for injection TbPTOBCKA NUTA-HALL A CODAPMA TPEVAMHE All
19 Torase‘mide tablet SObOHUKC ®APMA EOO X




20 Torasejmide solution for injection CODAPMA TPENOMHI AL X

21 | Torasemide solution for injection CODAPMA TPEVOWMHI AL X

22 Terliprg:assin solution for injection X X

23 Dexam‘ethasone solution for injection MEOEKC 00 CO®APMA TPEWOWHI AL
24 | Methylprednisolone Ly°phi“s"’i‘;l?efc"tgosn°'““°” e CO®APMA TPEMAVHT Al X

25 | Methylprednisolone YR o 1" T | coonPMA TPEMVHI AR X

26 | Methylprednisolone Ly°phi“sai‘;?efc"tgosn°'“”°” for CO®APMA TPEVAUHT All X

27 Amoxi(i:illin/ Clavulanic acid tabl. film - coated TBPIOBCKA NINTA-HAU A X

28 | Amoxicillin/ Clavulanic acid pc'Wder]r‘;?ercsﬁ"o'ﬁ“°” for COGAPMA TPEMAVHT ALl MELEKC 00[

29 | Cefotakime pcmf:gtlfgr: fi%‘i‘s“i’g‘nf” MEEKC OOf TBbPTOBCKA NINFA-HALL ALl
30 | Imipenem/Cilastatin powder for solution for MELEKC 007 X

31 Azithro;mycin pclwderi;%;coalr?tlon for X X

32 Azithroimycin tabl. film - coated MEOEKC 004 DAPKON AL

33 CIindafnycin solution for injection GAPKON AQ CODAPMA TPENAUHE AQ
34 | Gentarmicin solution for injection CODAPMA TPEWOVHI A1 DAPKOIT AL

35 | Amikacin Solution for infusion X X

36 | Amikacin Solution for infusion SbOHUKC PAPMA EOO[ X

) |

37 || Amikacin Solution for infusion X i

38 Amikat;in solution for injection CODAPMA TPENOWHTI ALl SbOHNKC PAPMA EOQ/]
39 | Ciprofloxacin tabl. film - coated ®bOHNKC PAPMAEOOL DAPKON AL

40 Ciproflbxacin hydrochloride solution for infusion MEQEKC 00 CO®APMA TPENOVHI A
41 Levoflc}xacin film-coated tablets TBPIOBCKA JINTA-HALL AL PAPKON A

42 Levofl?xacin solution for infusion MEJEKC 00 OAPKON AL

43 | Teicoplanin p°Wd'a'f‘fr f‘rf’ig’étfiggw'“m” MEJEKC 00/ X
44 | Colistimethate sodium pm’gft[;ﬁrosr‘:L“fﬂZ{L;°r COGAPMA TPEVUHI Afl X

45 | Metronidazole solution for infusion CO®APMA TPEAOVHT ALl SAPKON AQ

46 | Linezolid solution for infusion TbPFOBCKA JINIA-HALL A MEAEKC 004

47 | Fluconazole solution for injection MELEKC 00 CO®APMA TPEMOVHE A

Immunoglobuline, normal 1

48 ggman‘ for intravascular solution for infusion CODAPMA TPEWOWHI AL X

49 | Chlorpromazine solution injection COGAPMA TPENAWUHT AL} X

50 | Chlorpromazine solution injection X X

51 | Naloxone solution for injection CODAPMA TPEMOVHE AL dbOHUKC DAPMA EQO/]
52 | Gadobutrol Solution for injection CO®APMA TPEMAWHI AL DAPKON A
OM Ne 2 - 1N, cbALPXKALLM HAPKOTUYHU BelecTBa

1 | Ketamine solution for injection CO®APMA TPEWAWHT Al X

2 Pethidine solution for injection CODAPMA TPEMOWMHI AQ X

3 | Tramadol solution for injection CO®APMA TPEMOVHI AL OLOHUKC ®APMA Al

4 | Diazepam solution for injection CO®APMA TPEMAVHT AL X

5 | Midazolam solution for injection MEOEKC 00 X

]



2. ONPEJEJIEHATE 3A UBOBIHUTENM yyacTHMUM, KATO CJEIBRA:

nn INN MNekapcTaeHa chopma HBITRITHATEN

Onn Ne 1: - JlMN, HecbABbPXKALM HAPKOTUYHY BeLlecTsa

1 Rarjitidine solution for injection CODAPMA TPEMOUHT AQ

2 Farrjotidine solution for injection CO®APMA TPEVOWUHI AL

3 | Esomeprazole powder for solution for injection/infusion COOAPMA TPEWAMHI AQ

4 Ma(#rogol, combinations powd. for susp. CO®APMA TPEWNOVHI A

5 | Macrogol, combinations powder for oral solut ®bOHUKC ®APMA ECQO[

6 | Enoxaparin sodium sol.inj. pre-filled syr. CO®APMA TPEMONHI AL

7 | Bemiparin sodium solution for injection CO®APMA TPEWOWHI AQ

9 Sacjcharated Iron Oxid solution for injection ®bOHUWKC PAPMA EQO[

10 'crggé'l'e'z( hydroxide dextran solution for injection MELEKC 0071

11 | Digoxin sol. Inj./finf. CO®APMA TPENONHI AL
12 Lidc}caine solution for injection TBPIOBCKA NUTA-HALL AL
13 | Amiodarone solutio for intravenous infusion CO®APMA TPENAMHI AL
14 Dop;amine Hydrochloride concentrate for solution for infusion COPAPMA TPEWAWHI AL
15 | Epinephrine solution for injection COPAPMA TPENOMHT AL
16 | Glyceryl trinitrate solution for infusion ObOHUKC PAPMA EQOL

17 Clopidine solution for injection CODAPMA TPEWOVHI AJ
18 | Furosemide solution for injection TbPIrOBCKA NIUTA-HAL AQ
19 | Torasemide tablet $®bOHUKC PAPMA EOO[T

20 Torgasemide solution for injection CO®APMA TPEVMHI AL
21 Torgsemide solution for injection CODAPMA TPENOVHI AQ
23 Dexiamethasone solution for injection MELEKC 00[

24 | Methylprednisolone Lyophilisate for solution for injection CO®APMA TPEMANHI AL,
25 Metpylprednisolone Lyophilisate for solution for injection CO®APMA TPEMANHT AL
26 | Methylprednisolone Lyophilisate for solution for injection COGAPMA TPENOMHT AL
27 Am(lgxicillin/ Clavulanic acid tabl. film - coated TbPFOBCKA NUTA-HALL ALl
28 Amq?xicillin/ Clavulanic acid powder for solution for injection CO®APMA TPEMOVHI AL
29 | Cefptaxime powder for sitr)]!fl:tsici):nfor injection/ MELEKC OO

30 Imip?enem/CiIastatin powder for solution for infusion MEJEKC 004

32 | Azithromycin tabl. film - coated MELEKC 00[,

33 | Clindamycin solution for injection SAPKON AL

34 | Gentamicin solution for injection CO®APMA TPEAANHI AL
36 | Amikacin Solution for infusion PbOHUKC PAPMA ECO[

38 | Amikacin solution for injection CODAPMA TPEVOVHI AL

(%]



39 | Ciprofloxacin tabl. film - coated ®bOHNKC PAPMAEOO
40 Cipriofloxacin hydrochloride solution for infusion MELEKC OO0

41 Lm@ﬂm@cm film-coated tablets TbPIFOBCKA NNUTA-HALL AQ
42 Levbﬂoxacin solution for infusion MEJEKC O0of

43 Teic:;oplanin powd.and solv. for solution for injection MEOEKC 004

44 | Colistimethate sodium PaldBlalor seliiiog ferlinigationior COGAPMA TPEVIVHT AfL
45 | Metronidazole solution for infusion CO®APMA TPEMANHT ALl
46 | Linezolid solution for infusion TbPIOBCKA NNTA-HAL A
47 | Fluconazole solution for injection MELEKC 00

48 | prrnogionuine nomal solution for infusion CO®APMA TPEVMIVHT AZL
49 Cm@pmnmﬂne solution injection CO®APMA TPEMONHI AL
51 Nmbmme solution for injection CO®GAPMA TPEWOMHI AQ
52 | Gadobutrol Solution for injection CODAPMA TPENOVHI AL
OTn Ne 2 - 1M, cbabpxawm HapKOTUYHU BellecTBa

1 Ket?mine solution for injection COPAPMA TPEVOVHI AL o
2 PaHMMe solution for injection CODAPMA TPEWOWHI AL
3 Tmﬁmdm solution for injection CO®APMA TPENOWHI A
4 Diafzepam solution for injection COPAPMA TPEMOUHI AL
5 Midiazolam solution for injection MEOEKC 00[

MoTuBM: ' BCEeKM €OMH OT CIpeneJIeHUTEe =a MIMBJIHUTENM YyJYacTHULM 3a BCIKA OTIeJHAa
HOMeHKJIaTypa JIII OoTroBaps Ha KPUTEPUMUTE 3a NONCOP M WSBUCKBAHMATA 23a JIUUHO
CBCTOSHME, 3a TAX He Ca HajMie OCHOBaHMS 3a OTCTpaHABaHe, opepTHTE MM ca C
Hall-HMCKa MpeJJioXeHa LeHa B3a MBNBIHEHKME HA BCAKa OTAejiHa oBocofeHa [IOBMLUS
JIEKAPCTBEHM NPOOYKTM OT NpelMeTa Ha NopLYKaTa.

3. OTCTPAHEHM YYACTHMIM, KaKTO CJIeIBa:

3.1. ,$bOHMKC $APMA” EOOL - Ba JI 1.2;1.3;1.6;1.7;1.8;1.12;1.13;1.14;1.18;
1.20;1.21;1.22;1.23;1.29;1.35;1.37;1.40;1.44;2.1. - Ha OCHOBaxnue un.l107,
7.2, 6.%a" ot 30I.

Motuen: , opepTuTe Ha ydYacTHMKA 33 MBIBIHEHME HA NOPBYKATA 3a UuTupaHuTe JIII He
OTTOBapPAT Ha NPelBapUTENHO OOABEHMTE YCJIOBUA U MSBUCKBAHUSTA HA Bb3JIOXUTEIS.
[lpy U3TOTBAHE HA IEHOBKTE CU NPenJIoKeHNA YYaCTHUKET He € CIasuJI USUMCKBAHeTO
Ha Bweajgoxurensa: ,EaMHMYHaATa LeHa Ha NpeljaTaHuTe HOMEHKJIATYyPM JeKapCTBeHM
nponyKTﬁ, BKJINUEHM BBB BCAKa e€IHa OT oO00COOEHUTe [NO3UIMM, Ba KOUTO Cce MNoJansa
o@epTa,gna ObOe BaxpbIUIeHA OO BTOPMSA SBHAK Clel »eceTMdyHaTa saneTad, a =a
JIeKAPCTBEHU NOPONYyKTM B TabjeTHa GopmMa - OO UETBBPTMSA SHAK CJel NeceTuuHaTa
saneras,“ 3a uMTMpaHuTe JII.

3.2, ,®APKOJI” AN - Ba JIO NN 1.4; 1.5; 1.27 - Ha ocHoBaHme ux.107, 7.2, 6.%“a"
oT 30II.

MoTuBM: obeprTuTe Ha ydaCTHUKA B3a WUSIBIHEHME Ha HOpBYKaTa 3a Luurupadure JII He
OTPOBapgT Ha [OpelBapUTeSHO OOABEHUTE YCJOBUS U MBUCKBAHUATA Ha BBIJIOXUTEII,
KaKTo CJenBa:

- sa JiII 1.4; 1.5 - YYaAaCTHUKBT He € CHasuJ MSUCKBAHETO Ha BLAJOXUTEJIS:
nEOVMHMYHaTA I[€Ha Ha NpemJIaraHUMTe HOMEHKJIATYPM JIEKAPCTBEHU MNPOIYKTM, BKIIOYESHU
BBB BCAKa eInHa oT o0ocoOeHMTe NO3MLUM, 3a KOMTO Cce Iolasa odepra, na Obrue
SaKpeIJIeHa OO BTOPMA 3BHAK CJjen JeceTHMYHaTa 3aleTasg, a 3a JeKapCTBeHM
HpOHyKT¥ B TabsieTHa ¢dopmMa — OO YETBBPTUS SHaK Cclel OeceTHdHaTa =aneras.™;



- 3a JI 1.27 - yuacTHUKLT € Npemioxw] n6& W3IBIHM nocrasxkarTa na JI  c

Bmoxicilllin/ Clavulanic acid, ¢ JI - AMOKSIGARD Ha IIPY Exodapm I'pyn Al
Beirapusg, KoOUTO He o¢urypmpa B IUIC-IpuioxeHMe 2, C KOSTO HE e MSIBIHMI
MBUCKBaHeTO Ha Beanoxurensa: ,llpennoxeHuTe oOT yuacTHyuLMTe JIII crleneBa ga
@MPprpgT B IIOBUMTMBHMSA JeKapCTBeH chnuchk (IJIC) - IIpuioxeHue 2 KBM InaTaTa Ha

nonasaHe Ha obdeprara.™.
|

3.3. "CpéAPMA TPEVIMHT” AJ - sa JII NN 1.19; 1.27; 1.32; 1.39 - Ha OCHOBAHUE
41,107, 7.2, 6.%a“ or 30II.

MOTMBM:LO@GpTMTe Ha ydYacTHMKA 3a UBNBJAHEHME Ha [IopbukaTa Ba uMTupaHuTe JIII He
OTPOBaphT Ha MNpenBapuTeHO OOSBEHUTE yCJIOBMA UM M3UCKBAHMATA HA BESJIOKUTENS,
KaKTO CjlenBa:

yqaCTHMKET € I[NPEemJIOXMJI Oa WMI3NIBJIHM IlocTaBkaTa Ha JIII ¢ HN:

- 1.19° - Torasemide, ¢ JII - TOPCUT SR 76.10 mMr x 30 or IIPY Ferrer
International S.A.;

- 1.27 - Amoxicillin/Clavulanic acid, c¢ JII - AMOKCUTAPI 76. 875mr/ 125MD X
14 or HPY Exobapm T'pyn All;

- 1.32 - Azithromycin, ¢ JII - ABMBUOT 76.500 mr x 3 or IIPY KRKA, d.d.;

- 1.39 ~ Ciprofloxacin, c JIII - OMIPUHOJN 76.500Mr x 10 oT IIPY KRKA,d.d.,

KOMTO He ¢urypupar B IIOSMTUBHUSA JIE€KaPCTBEH COUCEHK ([IJIC) - IpunoxeHne 2, C
KOETO HE € MBNBJIHMII M3MCKBAHEeTO Ha BwajnoxuTesns ,lI[peNjioXeHUTE OT yuaCTHULUTE
JIT cnenea ma Gurypupar B I[OSMTMBHUSA JEKAPCTBEH cnucek (IJIC) - Ilpunoxenue 2

KBM ﬂaTQTa Ha nomaBaHe Ha odeprara.“.

3.4, "q3PPOBCKA JUTA-HALY A - ®a JII NN 1.42- na ocHoBaHue wui.l107, T.2,
©.%a"“ or 30II.

MOTMBM:LO@epTaTa Ha Y4YaCTHMKA 3a MSNOBbJIHEHUE Ha [opbukaTa 3a umurupaHusa JII He
OTPOBapﬁ Ha NPpeOBapUTeJIHO OOABEeHUTEe YCIJIOBMA U UBUCKBAHMATA Ha BbL3JIOXKUTENS.
[[py MBTOTBAHE Ha LUEHOBOTO CU HpelyioxeHMe 3a JII N 1.42 yYacTHUKLT e npe oJIoXMJI
enMquHE ueHa or 5,46 nIB.M LeHa =2a onakoBka - 6,55 ;mB. BUIOHO OT TeXHUYECKOTO
M LEeHOBOTO My IHpeIVIOXeHMe, npu 5 6pos B npemraraHaTa OT Hero OIOakKoBKa,
ueHaTa fsa OmaxKoBka Ou crnenmpajo na Obme 27,30 xB. B oOgBJIeHMEeTO U B
DOKYyMEHTAlUMATa 3a ydacTue Bb3JoXKUTendaT e nocoumi: ,He ce ponycka Hamnmumero

Ha TI'pelka — TeXHUuYeCKa, CyMapHa, B LEHOBOTO npegyIoKeHue Ha ydacTHuumMre . V.,

4. KOH@HHKTM Ha MHTepecCH 10 OTHOMEeHUEe Ha ydacCTHUIIMTE He ca YCTAaHOBEHN.,

5. OBXAJIBAHE - CwrnacHo wi.l196, asn.l, T.1 or B30I, HACTOAMOTO MM pemeHue
NMOIJIeX | Ha oOXaJBaHe OT JjmuaTa mo wui. 198, an.l, 7.3 oT 30I mpen Kommcmara Ba
saumTa %Ha KOHKYpeHimsTa, ¢ agpec: Oyi. Buroma N 18; pp.Codus; nx 1000;
Tes.02 9884070; daxc 029807315; e.noma: cpcadmin@cpc.bg; wuHTepHer ampec:
http://www.cpc.bg.

nonaBaH¢ Ha xkanbu - cwvrjgacHo ui.197, an.l, T.7, 6.%a“ or 3010 - B 10-gHemBen
CPOK OT [IOJIydaBaHe Ha pPelleHMeTO 3a ONpenesigHe Ha MBIBJIHUTE.

Ha ocuopanme wi.43, amn.l u an.2, npu cona=paHe MUSUCKBAHMATA Ha un.42, an.z2,
.1l u .4 or B30I, HaACTOAMOTO MK pelleHMe Ia ce nydnukysa B [poéuna wua
KynyeBa¥a — Ha agpec: http://onkobs.bg/?p=15128 , =aemuo c Ioxjana u
HpOTOKohMTe OT 3acenaHuATa Ha KOMUCHATA C HNPUIOXeHUTe Tabauuy KbM TEAX U B
CBUMA AEH Ha Ce MBOPATH [0 eJIEKTPOHHA [omWa OO YYACTHULKUTE B npouenyparTa.

Beanoxuren
YnpaeuTen:




