“KOMIIJIEKCEH OHKOJIOTMUYEH LIEHTHP - EYPTAC” EQON

Byprac YopasuTes: 056 /86-64-02
Byn. Hemoxpauus M 86 T'JI.cueToBOIMTEI 056 /86-64-04
bakc: 056 /85--98-30

PENEHMWUE

K 02 /08.02.2018 .
Ho wn. 22, an.l, 7.6 or 300 =a onpenesifHe Ha USNBIHUTEN
\

Beayioxurensr ,KOMIJIEKCEH OHKOJOTHUEH LHeHTER - Byprac“ EQOI, upes
yopaBuTesss o n-p XpucTto JHeuer [eueB, Ha OCHOBaHME Ui, 108, .1 or B30I wu
YTBBpLOeH [lokylan 3a pesysararure orT padoTara Ha Kommcus, HasHaueHa CbLC Banosej
N 024 or 16.01.2018 1., =a HpoBeXIaHe Ha OTKPHUTA Ipouemypa =a BbIJaTradHe Ha
oBmecTBeHa OOPBYKAE, o] opeIMeT: "IocTaBka Ha JIEKapPCTREHM NMPonyKTH,
pasnpeneseHn B TpUOeCeT U YeTUPH OBocoBeHu HOBKMUMK, CBINIACHO NpPUIIOXeHa
cneundurkauua’”, perucrpupaHa B AOI nonm N 00232-2017-0009, omTkpura c Pemenue N
26/04.12.2017 r., nyGnukysano B POIl ¢ N 817 944 ma 07.12.2017 ., ObBaABIeHue
- B POl M 817 945, nyGumkyeaHo uHa 07.12.2017 1. u B CB Ha EC W 2017/5 237-
492003 na 09.12.2017 1.; wusMeHeHna ¢ Pemeuue 3a onoCpsBaHe Ha oO0gBJeHMe B3a
UsMeHeHme wuim OM N 30 or 28.12.2017 1., NyOIMKyBaHO B POﬂ Ha 28.12.2017 non
N 821 142, m nyGamxyeano B OB Ha EC ¢ N 2017/s 247-518789 Ha 23.12.2017 1.

\
ONPEREJS : |

1. KIACHMPAHUTE YUACTHULIM 3a M3BLpWBaHE Ha INOCTAaBKa HA JE€KAPCTBEHU I[IPONYKTHU
O OTHesNiHM ODoCoBeHM MORULIMU JIEKAPCTBEHM NPOOYKTHM, KAKTO cﬂenBa

OIl N n HAMMEHOBAHWUE ITEPBO MACTO BTOPO MACTO

1. AHTUYIIKYCHU Jexapcraa COOAPMA TPEVIMHI All X

2., Cnasmonuruun CO®AFMA TPEWIVHI' AL X

3. AHTHeMeTHLHN ®bOHUKC OAPMA EOOH MEOEKC 00OL
4. JlekapcTBa 3a JeUeHMe Ha XTbUKA U COOAPMA TPENIVHT AL %
JepeH Opod

5. JlexkapcTra Ba KOHTPOJI Ha HMBATa Ha COOAPMA TPEVIVHT AT 5
KpBBHATA 3axap

6. BUTaMMEM UM MMHepasHU #oGaBKU COQPAPMA TPEMIMHI' AQ X

7. AHTUTPOMOOTUUHM Jlekapcrea - I~ Ba COOAPMA TPEMIVAT AJ y
rpyna

8. AHTMTpOM@OTMQHM JlekapcTBa ~ II- pa OLOHMKC GAPMA EOOQ W
Tpyna

9. JlakcaTuBM ¢ ocMOTHMYHO melicTBMe X X

10. TnasMeHM OUONPOLYKTH AHTUCEJT BLJIITAPHSA 0O0L X

11. MudysmonHU pasTBoOpHU MEIOEKC 00O~ X

12. % / diy’ i

2. VHOYBMOHHM U MHXEKIMOHHMA pasTBOpU ®APKOI ATl %
I-Ba rpyna

13. VMHOY2MOHRY M MHXEKUIMOHHM pasTBOpU-— ®APKON ATl %
[I-pa rpyna ]
14, AnTmbaxTepualiymn JlekapcTra X X

15. AnTubtmoruum- I-ma I'pyna ®APKOJI AL X

16. AnTmbmormum- II-pa rpyna OAPKOJI AL X

17. PazrTeopM =a NApeHTepasHoO XpaHeHe ®APKOJI Al | X

18. Jlekapcrea '3a JleueHue Ha CEpOEedYHO~ % ¥
CBOOBM 3aB0JIABaHMA ;

19. AHTHCenTULM U JIOKAJIHM aHecTeTuuMm DAPKOJI AL X

20. XopMOHaJIHM TIpellapaTy =2a CUCTeMHo % 5%
NPUIIOXEHME )




21. MuopernakcaHTM X X
ii%agiingOB%BHaHMTeﬂHM n obezboyagBamm ®APKOJ AJl %
23. AHecreTHLM PAPKOII AL X ]
24, [PpOTUBOBE3NIAIUTCIHN JeKapcTea MEIEKC 00L | ODBOHUKC OAPMA EOOﬁ—
25. Ncuxonentuim X X ]
26. [cuxoananenruum COPAPMA TPEVOMHT AT X
27. ARanreTuuu u AHeCTe TN CO®APMA TPEMIMHT Rﬂ X
iiéTgizapCTBa,HOBnMHBamm OuxaTesHara CO®APMA TPEJTVHT Aﬂ %
29, AHTHMIOoTH X X
30. MMyHODIOSYIIMHM CO®APMA TPEVIUHT ATl ObOHUKC OAPMA EOOH
31. AHTMX@MOp?PMHHM M aHTHMAHEMMUHNM X %
JIeKapCTRa ‘
32. KoHrpacTHu BelleCTBa DAPKOJI AL | X ]
33. KoHTpacTHM BemecTsa =3a SMP O®LOHMKC @®APMA EOQO]] ‘ QAPKOJT Al h_
335M§§:£EHHEEEEEEEQHM NPOOYKTY M3BHH GAPKON ATl ; %
2. ONPEIEJIEHUTE 3A M3NBJIHUTEIN quCTHmuM, KaTo crnenea:
|

oz Hu HAHMEHCBAHHE HBITEIHA TR
1. AHTUyIKYCHM JexapcTrBa ‘ CODAPMA TPEWEMHP ALl
2. CHasMoJamMTUIIM CO®APMA TPEMOMHAT ALl
3. AHTUEMETMHLU OLOHVKC @APMA EOOIN
4. JlexapcrBa 3a JleUeHMe Ha XJTDUKA 1 geped Opod COOAPMA TPEWIVHI' AN
5. JlexapcTBa 3a KOHTPOJI Ha HMBATA Ha KpbBHaATa 3axap COOAPMA TPEMIOMHI' AT
6. BuramMmHN u MUHepaJiHKM godaBKuU COOAPMA TPEMAVHT Al ]
T. AHTUTPOMBOTUUHY Jiekapcrea - I- Ba Tpyna CO®APMA TPEVOMHAT AL
8. AHTUTPOMOOTMUHM JexkapcrBa - II1- pa}rpyna OHOHVIKC OAPMA EOQOI
10. Tnasmenu GuonpomyxTn ‘ AHTUNCEJ] BBATZAPUA 00X ]
11. VHQy3MOHHK pasTBOPU MEJEKC 0OJ
12. VHQYSUOHHE M MHXEKLMOHHN pasTBopM- I-Ba TIpyna QAPKOJI AL ]
13. VHQYSUOHHN M MHXeKLMOHHM pasreopu- II-pa rpyna GAPKOJl AL
15, AnTHMOMOTKMIM~- I-Ba I'pyna OAPKOJ AL
16. Anrmbmormiu~ II-pa rpyna GAPKOII AL
17. Pazvsopu 24 HNapeHTepasyiHO xXpaHeHe ®APKOJI Al N
19. RHTHMCENTULM M JIOKAITHU aHeCcTeTULM OAPKONT AL
22. lpOTMBOBBRNANMUTENH U obezbosiaBamu JeKapcTBa OAPKON A~ B
23. AHecTeTuln OAPKONT AL
24, NpOTHMBOBBROANMUTEIIHN JlekapcTaa MEJIEKC 00I
26. llcuxoaHaJsenTuuu COPAPMA TPEMIMHI' AL | |
Z27. AHanTeTMUM U aHecTeTULM COOAPMA TPEVIMAT AN
28. Jlekapcrra, noBIMABaM OMXaTenHaTa CrUCTeMa COPAPMA TPEVIIMHT AT
30. MMyHOTHIOBYIMHMN COGAPMA TPEVIVHT AL L
32. KoHTpacTHM BemecTsa OAPKOIT AJL j
33. KouTpacTHu BemecTma 3a SMP ‘ O®LOHUKC @®APMA EOOJ 1
34. JpyIM JlekapcTeeHu OPONYKTU M3BBH HO3UTUBHUA CIMCDK OAPKOJI BO

MoTuBM: BCcekwu €oMH OT OIpeneleHUTe =3a M3N'BJIHUTENM YYaCTHHULM =Sa BCIKA O’I‘,HeJ'IHa

oBocoBeHa nosuLMS

oTroBapsa Ha Kpurepmmre =sa HO,ELGOP M MSHMCKBAHMATA 134 J'II/N:IHO

CBbCTOAHME, B3a TsAX He ca HaJirie OCHOBaHMA 3a CTCTPaHAaBaHe, O(j)&p rMTe MM ca C

Hal-HUCKA Mpe

JIEKAPCTBEHM NPOOYKTH OT InpenMeTa Ha nopswUyKarTa.

HJIOXEeHa leHa 3a MINBJHEeHMe Ha BCAKa oOTOejiHa o6

ocobeHa nosuMuUMs



3. OTCTPAHEHHM YYACTHUIIM, xakTo cnéﬂBa' ‘

3.1. ,IOPO SAPMAINMA” EOOJ ~ Ha OCHOBaHMe uJl. 107, v.1 or ROI. i
MOTVMBM: YYaCTHUKET € Hpencrasun EEINON, cbobpxam MH@OpMaupH, KOATO He el Guaa
MSKCKBaHa QT BbajoxuTenss. [0 To3M Hauuy He € crnasmn MSMCKBAHETO OT
MOKyMEeHTaUMATa 1O npouemypara: , . - Y4aCTHULMTE Ha He npencmaﬂﬂm OBpasen 1
[ION'BJIBAH 3a OPYyI'M [OPOLUenypr u c&n%pmam unbopmarms, Koago HE Ce WusycKBa oT
Brajoxmrens B HacTommaTa npouegypa.‘; i
[lpencraBeHaTa oT yvacTHMKA ﬂeKnapauMH — ofpaszsey N 7 He e [BBB BUI&, B KoﬁTo e
nyGJmMxkyBaHa B HOKYMEHTAaLMATa, U 'HEe e I[IONBJHEeHa B C%OTﬁeTPTBme C OaHHUTe,
BIMCAHU B T%pPOBCKMH perucTbp HA AreHuMara no snucBaHudTa. B uexnapaumqw
JIUICBAT ﬂdHHM 384 COOCTBeHMKa Ha KanMTana Ha IOpyXeCTBOTO Ha YYacTHUKE B T 2 u
T.3 oT o@paﬂeua :
B npeneumeuma om 30l CpOK yqaCTHﬂKBT He e mnpexncTaBun HOKYyMEHTH, C KOMTO na
OTCTpAaHMU KOHCTATUPAHUTE HEeCHLOTBETCTEUS. !
YY4aCTHUKLT "HPO SAPMAIIMSAY EQON ce OTCTpaHsaBa oOT npoueﬂypaTa, TBEM KATO He e

USIBJIHWUIT . - » APYTO YCIIOBME, IIOCOUYEHO B e JIO]QyM@HTaLI,MFITa'“ !

3.2. ,CO®APMA TPEMIMHT” AL - 53 O &N 8;20;21;24;25;34 - Ha ocHOBaHMe
un.107, T.2, 6.%a% or 30I. !
MOTMBM: YYACTHUKLT He e npmnomwn, T.e . JVICBAT npencraseHyu, USUCKYeMUTE OT
B%BHOXMTGHH AJOKYMEHTM, KaKTO CJenBa: ;

= o7 HPY CaHodu-ABREHTHUC Brirapus EOOO - =a JiIOI N 8.1 1 N 24.1;

= or IIPY Ferring GmbH - sa JII N 20.1.;

= oT IIPY Nycomed Austria GmbH - =sa OO0 N 21.4.; ‘

= or IIPY Pom Benrapmua EOON -~ sa JII K 25.5,
TeXHUUECKOTO NpenjoxeHue Ha ydacTHyuKa 3a Ol WM 34 He e odopMeHD C%o6pa3Ho
VISMICKBAHUATA . Ha BB3JIOKUTENS - yUYACTHUKDT He e INOCOYMJI IMPEeNJoOXeHue 1=3a
UBIIBJIHEHUS Hd HH C N 34.5;34.7;34.8;34.10;34.11;34. 19;34.22;34.37. :
CernacHo ﬂOKVMeHTaHMHTa o npouenypara:,Jiuncara Ha OpednoxeHre ma HHKOM omT
JIIT B OIl me Ce CcdmuTa 3a HeN'BJHOTa Ha obeprara u NPpemIOXEeHNETO Ha yqaCTHMKa e
&BOe oOTCTpaHeHo oT ydacTtue B OpouemypaTa 3a ChOTBETHATH O, ‘xaro
HEOTI'OBAPAWO Ha M3UCKBAHMATA Ha Boajloxuresng. ™
Taxka MBroTBeHM u OKOMIINIEKTOBaRM, MNPEeNJIOXEHUATA Ha YUYACTHMUKA 34 UBNBIHEHME Ha
NopwYKaTa =a BCIKa enHa oT O000COoBeHUTE [o3ULUMM Nl 8:20;21;24;25;34 wne
OTTOBAPAT HA NPeINBAPATENHO OBABEHUTE YCJOBUS U MBUCKBAHMATA Ha BbIjoxuTess.

4. Kondmnuxmn Ha METepecM 10 OTHOIeHHe Ha Yy4YacCTHuUMTe He ca YCTaHOBEHM .

5. OBKAJIBAHE -~ Cwh:IyiacHO un.186, ‘amn.l, .1 ot 30I, HacCTOAmMOTO MM pemeHMe
NoWIexyu Ha oOxaJjBaHe OT JMLAaTa 00 QH.198, an.l, 7.3 oT 300 open Kompicussra sa
SamgpTa Ha KOHKRYPEHLIUATA, C anpecf Oyi. Buroma N 18; Tp.Codua; nx 1000;
ren.02 9884070; pakc 029807315; e.noma: Ccpcadmin@cpc.byg; wuHTepHeT ajgpec:
http://www.cpc.bg.

IllomaBane Ha KAnGy — CHTIIACHO wi.197, anm.l, 7.7 oT BCIO - B 10-oHenen cpok oT
[IoJydaBaHe Ha peNeHMeTO 3a onpelnesigsHe Ha UBOBIHUTE .

Ha ocuoBarme um.43, am.l un an.2, mOpu crnassade USUCKBaHMUATaE Ha 4n.42, an.2,
T.l u 7.4 or B30I, HacToAmWOTO MU peleHMe ma ce nybmuxkysa B Ilpodmna ma

Kynyeawa - Ha agpec: http://onkobs. bg/?p=5068 , saenuo 4( Hoknama wu
[[porokonuTe o©T =acemaHmMsaTa wHa KOMUCHUATA ¥ B CBIMS OeH A/ ce umsnpartu oo
€JIEKTPOHHA MOolla [0 YYaCTHULMUTE B npouenypaTa f/ 7
/ Vi
BeanoxuTen .é.u ff brﬂ(y
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