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PEIIEHHE
NeVI-P-15/03.01.2017 roa.
rp. Byprac

Ha ocroBanwme 9a.108, 1.1 1 9a. 109 ot Baxkoua 3a obIllecTBEeHHTE
NOpPBYKH, BBB BpB3Ka c IIporokoan or 09.08.2016r., 19.09.2016r., 31.10.2016r.
08.11.2016r. u Jokaam 06.12.2016r. oT Ha KOMHCHY, HasHadeHa obe 3anose No VI
- P - 379/09.08.2016 rox. na IlmaHomomHuka Ha ,MBAA - Byprac” A, c&c
3a/lavda /la U3BBPIIN PasTAeKIaHe M OlLlEHKA Ha BHECEHUTE IIPEIAOKECHHS 34 yHacTHe
B oTpuTa npoueaypa o pexga Ha 30I11, ¢ npeamert: ,JdocTaBKa HAa A€KapCTBEHH
NPOAYKTH 3a AHAAH3HO A€Y€HHE 3a HymxaunTe Ha ,MBAA - Byprac” A, rp.
Byprac mo o6ocobeHH NMO3HIHH, NOCOYEHH B KOHKYPCHATA HZOKyMEHTAIHI”,
orkpura ¢ Pemenue Ne VI-P - 318/01.07.2016r. Ha M3bAHUTEAHUS JHPEKTOP HA
>MBAA — Byprac” A/l, u obsiBena ¢ ObsBaerme No 00301-2016-0009/04.07.2016 1. B
POII, u TrakoBa B OB e EC nom Ne 2016/S 128-229399/06.07.2016r1., ¥ 0 9HATO
JAOKYMEHTAIUA € OCUTIYPEH ITbACH, NPaK H 6e3MAaTeéH JOCTBI HA HUHTEPHET aapec:
http:/ /www.mbalburgas.com/bg/news/view/58 /1054, rnopaaH paxkra, 4e IIpH
YCAOBHSATA Ha U3BEPIIECH KOHTPOA BBPXY paboTara Ha KOMHCHATA He Ca YCTAHOBEHH
HECHBOTBETCTBHA C H3UCKBaHUATA Ha 3aKOHA U NIpeABapHTEAHO 0BsIBEHUTE yCAOBHS,

ONMIPEOEASASA M:

I.Pen Ha RAacHpaHe Ha NPEAAOKEHHATA B ropHaTa IpoUeAypa, KAKTO
caexsa:

Anatomo .
Ne wa =N Mexuynaponue Onenka mna
TepanesT HCHATEHTHO Jlekapcerse
MO3HI Msicro VYuaactuuk NpeIoKReHHET
ug | M9€H KO | HAHMEHOBAaHME | Ha dopma & oE)
/ATC- /INN/ ,
Ko/
1 2 3 4 5 6 7|
"Codphapma
| | BO1ABOI Heparin 5ol 1. L| Tpehapnr” AJl 190
) Ipo dapmanms”
. 2 |EOOI 95,744681




"Cogapma

dapmacoTukbie"

> | Bo3ACO?2 Saccharafed [ron sq]qtioq for 1 TpeiflﬂnHr" All 100
Oxid injection DBOHUKC
2 | dapwma" EOOJ] 93,362832
Iron (I11) -
hydroxide dextran | solution for
3 | BO3ACO06 complex injection 1 [ "Menexc" OOJ1 100
4| BO3XA0I Epoetin alfa sol.inj. I | "Mepnexe" OO/T 100
"Cotpapma
I | Tpednuur" AJl 100
"M LOHNKE
5| BO3XA0I Epoetin beta sol.inj. 2 | dapma” EOOJT 99 900596
"Anta
MdapmacioTuknLac”
3 | EOO/T 99.014778
"Ipo dapmaus”
6| BO3XA0I Epoetin zeta sol.inj. | | EOOJ 100
solution for
injection,
pre-filled "Codapma
71 BO3XA02 | Darbepoetin alfa syringe 1 | Tpeiiannr" AJl 100 |
"Cotapma
Methoxy solution for l ,{Ei:gmw AL 1o
8| BO3XA03 [Im]yt:lh) len.e m‘le:ﬂ:?"; PapmacroTnkbac”
j ycob—epoetm pre-l[ ¢ 2| E0O]T 98.933764
eta syringe =
DBOHUKC
3 | dapma”" EOOJT 96.483489
"Codapma
9| HOSBX0I Cinacalcet tablets | | Tpeiianur" AJT 100
capsules
10| HOSBX02 Paricalcitol soft 1 | "Megexce" O0/1 100
solution for
L1 | HOSBX02 Paricalcitol injection | | "Menekc" O0]] 100
- I'| "Meneke" OO]T 100
12| VO3AEQ2 Sevelamer m':;l:{;?;ed "D LOHUKE
2 | dapma" EOOJT 93,907897 |
I |"Mepneke" OOJ1 100 |
"Coapma
2 | Tpeiiaunr" AJ1 98.039216
13[ A11CCO4 | Calcitriol capsules, "Aura
soft

3 | EOOJT 97.297297 |
"(DpoHKKC
4| @apma" EOOJQ 96.752086

II. Y9acTHHIH, ¢ KOHTO NpPH H3N'bAHEHHE HA H3HCKBAHHATA HA YA.
112, aa.1, 7.2 m 1.3 ot 30IlI, me 6’baaT MOANMHCAHHM AOTOBOPH 3a B’B3AAraHe Ha
obllecTBEeHA MOpPBYKA:
1. O6ocobena mosunpma No 1-

103267194, cnec cemaaulie H aznpec Ha yrnipaBaeHue B rp. Codus -

“CO®APMA TPEWIAHHI” A, EUK



1220, b6ya. “Poxxen” Nel6, mnpepacraBasBaHo oT JumMursp 'eopruen
JUMHTPOB — H3I'BAHHTEAEH JAUPEKTOP;

2. O6ocobena mosurust Ne 2- “COPAPMA TPEHAMHI” AL, EUK
103267194, cwc cemaaulne U ajapec Ha ynpaBaeHWe B rp. Codust —
1220, bya. “Poxen” Nel6, mnpencraBagBaHo ot Iumursp leoprues
[JHMHTPOB = U3ITBAHHUTEAEH AHUPEKTOP;

3. O6ocobena nozuimsa Ne 3 - ,MEOEKC” OO0, EMK 131268894, cbe
cefaavile MU azpec Ha ymnpasaeHue: rp. Codmua - 1138, patfion p-u
Maagocr, x.K. ,lopybasane”, va. ,CamokoBcko 1roce” No  2A,
npeacraBaaBaHo oT Emua [laneB n Beansap [paroes — yripaBUTEAH;

4. Obocobena mozunusa Ne 4 - ,MEZEKC” 00O, EUK 131268894, che
cefaauiie M aapec Ha ynpasaeHue: rp. Codusi - 1138, paiion p-H
Maanocr, xK.K. ,JopybasHe”, ya. ,CamokoBcko mroce” No  2A,
npejacraBagBaHo oT EMua [laHeB 1 Beausap [IparoeB — yripaBHTEAH;

5. O6ocobena nosumuag Ne 5 - “COPAPMA TPEHIHHI” Al, EUK
103267194, cbc cepmasmile M aapec Ha ynpasaeHue B rp. Codua -
1220, bya. “Poxen” Nel6, mnpexncraBasBano ot Jumurbp leopruen
AUMUTPOB = U3IIEAHHTEACH JUPEKTOP;

6. Obocobena mosummua Ne 6 - ,Ilpo <Papmamma“ EOO, EHUK
131249698, cbec cemaanIne W afpec Ha yrpaBaeHHe B c¢. PasHo [Toae —
2129, Obaacr Codpus, ITpomuuiaeHa 30Ha ,Bepuaa”, npencraBAaBaHO
ot ['eopru [TackoB - yripaBUTEA;

7. Obocobena mozumust Ne 7 - “CO®PAPMA TPEHAMHI” A, EUK
103267194, cbc cepasmiie M ajapec Ha yrnpaBaeHue B rp. Codus —
1220, 6ya. “Poxken” Nel6, mpencraBasiBano ot Jumurep leoprues
[HUMATPOB = U3I'EAHUTEACH THPEKTOP;

8. Obocobena mosuuua Ne 8 - “COPAPMA TPEfI}IHHI‘” All, EUK
103267194, c¢bec cemasmmie u azpec Ha yrpaBacHue B rp. Coduss -
1220, Oya. “Poxen” Nel6, mpencraBasiBano oT Jumursp leoprues
[JUMHTPOB = U3ITBAHHUTEACH [IHPEKTOP;

9. O6ocobena mnosutuss Ne 9 - “COPAPMA TPEUOHHI” A, EWK
103267194, cbe cemaaumie U aipec Ha ynpasaeHue B rp. Cobpus -
1220, 6ya. “Poxen” Nel6, mpencraBagBano ot JuMmursp [eopruen
JUMHTPOB ~ USITBAHUTEAEH JUPEKTOD;

10. Obocobena mozunus No 10 - ,MEZEKC” OO, EHK 131268894, che
cepasnine M aapec Ha ynpasaeHue: rp. Codmua - 1138, paiion p-m
Maamocr, x.K. ,[opybasiHe”, yva. ,CamoxkoBcko 1moce” Noo 2A,
mpeacrTaBasaBaHo oT EmMua [lanes u Beausap [Iparoes — yripaBuTeAu;

11. Obocobena mozumuga Ne 11 - ,MEAEKC” OO0, EUK 131268894, che
cemaamine ¥ azapec Ha ynpasaenue: rp. Codua - 1138, paiion p-u
Maamoct, X.K. ,lopybasue”, ya. ,CamogoBcko 1moce” Ne 2A,
npejcrapasgBado oT Emua [Janes n Beansap paroes — yripaBUTEAH;

12. Obocobena mosunma Ne 12 - ,MEAEKC” OO, EUK 131268894, che
Cemaauie ¥ azapec Ha ynpaBaenue: rp. Cocdus - 1138, paiion p-u
Maapocr, x.K. ,lopybasmue”, ya. ,CamoroBcko 1moce” No  2A,
npejicraBagBaHo oT Emua [Janes n Beansap paroes — yrnipaBUTEAH,

13. Obocobena mozunus Ne 13 - ,MEIEKC” OO, EUK 131268894. cpe
Celaavine W aapec Ha ynpasaeHue: rp. Codwus - 1138, paiion p-n
Maamocr, xk.K. ,lopybasine”, ya. ,CamoxoBcko 1mnoce” Ne 2A,
npeacraBasiBano ot Emua /lanes u Beausap Jlparoes — yripaBUTEAH.

III.OTcTpaHABaM OT y4acTHE B NPOLEAYPATa NMOCOYEHHMTE IO — JXOAY
YYACTHHIH NMOPAAH CACAHHTE PAaKTHHYECKH H NPAaBHH OCHOBAHHA:



Ha ocnHoBanue ua. 107, 1.2, 6. «a» or 30II, orcTpaHsiBaM 0T y49acTHE B
npouenypaTta o obocobena nozunua Ne 10 “COPAPMA TPEﬁ,Z[HHI"” All, EMK
103267194, cwc cemaauie u agpec Ha ynpaBaeHHe B rp. Codua — 1220, bya.
“Poxken” Nol6, npexacraBagBaHo oT Jumursp [eopruer [JUMHUTPOB — U3ITBAHHTEACH
AUpPEKTOp, nopaau (axTa, 9€ B LIEHOBOTO CH IIpeJAOKeHHUE 3a obocobeHa IMo3uLusa
No 10 - Paricalcitol capsules soft, yq4acTHHUKBT € Tnocoyua pedepeHTHA CTOHHOCT 3a
DDD/ Tepanenstuuen Kypc, ml 4,98714 AB., Karo H3PUYHO Ca& TIOCOUHAH B
3araaBHeTO Ha KoaoHa Ne 7, de e akTyasHa KBM gata 02.08.2016 rojma.. Ilpeasum
cdarTa, ge oceprara um e nojanexHa Ha 08.08.2016 r., ToBa peasHo DU CAEABAAC 1A
€ pedpepeHTHaATA CTOMHOCT, aKTyaAHa KBM JaTara Ha IoJaBaHe Ha odeprara, KOeTo
OTTOBapsl Ha HM3UCKBAHETO Ha BB3AOXKUTeAs!, Vi3ppplieHaTa mpoBepka IokKasa, dye
pedepenTHaTa crofiHocT 3a DDD/ TeparieBruyeH Kypc Ha Paricalcitol capsules soft
B nybauganmuara Ha IIpuaoxeHue No 2 or [I03HTHBHHS AEKAPCTBEH CIIHCBK OT
02.08.2016 rom. e mo-HUcKa, a uMeHHO 2,77 aB. Ilocodyenara OT ydYacTHHKa
crofiHocT € or nybamkanudara Ha 02.07.2016 rox. Ilpemaoxkenara ot "Codpapma
Tpedipuur" A/l neHa e 4,98 AB, KOATO I[IpH TOPEONHUCAHHTE o0OCTOSATEACTBA
HaaBUIIaBa pedepeHTHaTa. M3puuHo sanucaHo ycaoBue B Pasmea 6.2.2., 1.3 or
ObmmTe ycaoBHsl 3a BBb3AaraHe Ha IOPBYKATA € - B CAydaid, 4e [IpelaoKeHaTa 1eHa
€ II0-BMCOKd OT HOPMaTHUBHO olpejeseHara pedepeHTHa cTodHocT 3a DDD/
TepariesTuyen Kypc, ml KM garara Ha nojaBaHe Ha odepTara, TO MPEAAOKEHHETO
HE Ce IIPHEMA 3a pas3rAeXk/iaHe U OLleHABaHe.

[Tpeasu ropen3A03KEHOTO,
PEINHA X:

C y4acTHHIIMTE CII€YeAHAM [IPOLleAypara 0 ChOTBETHHTE obocobeHu
NMO3UIMH J1a ObIAT CKAIYEHH JIOTOBOPH 34 Bb3AaraHe Ha obuiecTBeHa nopeuka B 30
— AHEBEH CPOK CA€J M3THYaHE Ha CpoKa 3a obiKasBaHe Ha HACTOAIIOTO MU pEIleHHE,
KaKTO M CA€Jl [IPEACTABIHE OT CBIHUTE HA CAEIHUTE JOKYMEHTH:

1. 3a obecrogreacTBara mo 4YA. 54, aa. I, T. 1 or 30Il — CBUIOETEACTBO 34
C'BIIUMOCT;

2. 3a oOcrosTeacTBOTO MO 4A. 54, aa. 1, 7. 3 or 30Il - ymocroBepeHHe OT
OpravuTe IO TIPUXOAMTE M VIOCTOBEPEHHE OT oblIUHATa II0 CEeJaAHIIEeTO Ha
BB3AOKHUTEAS] M HA KaHAUAaTa MAH YYaCTHHKA;

3. 3a obcrosTeacTBOTO MO 4YA. 54, aa. 1, T. 6 or 301 - yA0OCTOBEPEHHE OT
opraHuTe Ha U3meaHuTeAHA areHIMs "TAaBHA MHCIIEKINS 10 TpyHAa';

4. 3a obcrogreactBaTa mo 4a. 55, aa. 1, T. 1 or 30Il - ymocrosepeHue,
H3/aIeHO OT ATeHIIHATA 110 BIIMCBAHUATA.

5. CouchKk Ha TPaHCIOPTHHTE CPEACTBA, C KOUTO IIe Ce M3BLPIIBAT
JOCTaBKHMTE HAH JIOTOBOD € KypHepcka dhupma.

6. apanuusa 3a M3ITbAHEHHE HA [OTOBOpA B pasMep Ha 1 OT CTOHHOCTTA Ha
TIopBYKaTA,

7. lekaapanus 3a ybAXKaBaHe CPOKa Ha BAAWHOCT Ha IPEIAOKEHHATA.

Pemennero mopmaexu Ha obxkasBane npen K3K B 10 — OHEBEH CpPOK OT
HETOBOTO y3HABaHE. #3 >

H3II. JUPEKTOP HA
"o “YMBAA - BYPTAC”
/0 - P. M. OB
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