
DPOTOKOA 


.L1.Hec, 29.07.2019r. B rp. Byprac, B H3rr'b1\HeHHe PerueHHe NQ VI - P­
487 j05.11.2018r. Ha M3rr'bAHHTei\HH51 ,n;HpeKTop Ha "YMBAA Byprac" A.D., B'bB 
Bp'b3Ka C rrpOBe2K,n;aHeTo Ha oTKpHTa rrpou,e,n;ypa 3a H360p Ha H3rr'b1\HHTeA ITO 
,n;oroBop, C rrpe,n;MeT: ,.lLoCTaBKa Ha AeKapcTBeHH rrpo,AyKTH 3a ,n;HaAH3HO 1\e"IeHHe 3a 
HY2K,n;HTe Ha "YMBAA Byprac" A.D. ITO o6oco6eHH rro3Hu,HH, rrOCO"IeHH B 
KOHKypcHaTa ,n;oKYMeHTau,aH", KOMHCHH orrpe,n;e1\eHa C'bC 3arroBe,n; NQ VI - P ­
556j14.12.2018r. Ha M3rr. ,n;HpeKTop Ha "YMBAA Byprac" A.D., B C'bCTaB: 

ITpe,n;ce,n;aTe1\: fepraHa PoeBa roPHcKOHCY1\T Ha "YMBAA Byprac" A.D.; 
Q1\eHoBe: 
1. fHHKa K01\eBa - 3aM. r1\. C"IeTOBo,n;HTe1\ Ha "YMBAA Byprac" A.D.; 
2. MapH51 MBaHoBa - Mar. cpapM. p-1\ arrTeKa B "YMBAA Byprac" A.D., 

B 11 :00 B Ka6HHeTa Ha roPHCKOHCY1\Ta B A,n;MHHHcTpaTHBHmI Koprryc Ha "YMBAA -
Byprac" A.D. ce rrpoBe,n;e 3ace,n;aHHe, Ha KoeTO 6erue H3B'bprueHo pa3r1\e2K,n;aHe Ha 
rrpe,n;CTaBeHHTe OT y-qaCTHHu,HTe 060CHOBKH, H3HCKaHH HM B C'bOTBeTCTBHe C 
rrpOTOK01\HO perueHHe OT 22.07.20 19r. 

B Ha"Iai\HH.H "Iac Ha 3ace,n;aHHeTO Ha KOMHCH.HTa OT ,n;e1\OBo,n;CTBOTO Ha 
"YMBAA Byprac" A.D. 6e rrpe,n;cTaBeH 1 6pOH rr1\HK OT Y"IaCTHHKa ,,<l>'bOHHKC cPapMa" 
EOO.L1. C BX. NQI0 648j23.07.2019r. 

ITpe,n;CTaBeHo 6e H rrHCMO OT Y"IaCTHHKa "Me,n;eKc" OO.L1. C BX. 
NQI0745j24.07.2019r., C KoeTO YBe,n;oM.HBa KOMHCmITa OTHOCHO HOBO 
06CTO.HTe1\CTBO, KoeTO e B'b3HHKHaAO C1\e,n; OTBap.HHeTO Ha u,eHOBHTe rrpe,n;1\02KeHH.H. 
Y"IaCTHHKa "Me,n;eKC" OO.L1. HHcpopMHpa, "Ie AeKapCTBeHH.H rrpO,AyKT ITO o6oco6eHa 
rro3Hu,H.H NQ 9 e H3Ter1\eH OT pa3rrpOCTpaHeHHe Ha TepHTOpH.HTa Ha Perry61\HKa 
B'b1\rapmI OT rrpoH3Bo,n;HTeAH H rrpHTe2KaTe1\ Ha pa3perueHHeTo 3a yrroTpe6a H eTO 
3amO He MoraT ,n;a rrOTB'bp,n;.HT u,eHaTa Ha ocpepHpaHH.H 1\eKapCTBeH rrpO,AyKT ITO 
o6oco6eHa rro3Hu,H.H NQ 9. ITpe,n;BH,n; H31\02KeHHTe apryMeHTH OT Y"IaCTHHKa "Me,n;eKc" 
OO.L1. H Ha OCHOBaHHe "I1\. 107, T. 1 OT 30IT, KOMHCH.HTa B3e perueHHe, ocpepTaTa ITO 
o6oco6eHa rro3Hu,H.H NQ 9 Ha Y"IaCTHHKa Me,n;eKc" OO.L1. ,n;a He y-qaCTBa B Ki\aCHpaHeTO 
3a Ta3H rro3Hu,H.H. 

Ha CAeJ;I;BamH.H eTarr OT CBO.HTa pa60Ta KOMHCmITa H3B'bpruH pa3rAe2K,n;aHe Ha 
rrpe,n;cTaBeHaTa 06ocHoBKa Ha y-qacTHHKa ,,<l>'bOHHKC cPapMa" EOO.L1. H rrpeu,eHKa 
OTHOCHO C'b,n;'bp2KamaTa ce B He.H HHcpopMau,H.H H ,n;oKa3aTeAcTBa 3a HaAH"IHe Ha 
XHrrOTe3HTe Ha "I1\. 72, aA.2 OT 30IT. "cP'bOHHKC cPapMa" EOO.L1. B 06ocHoBKaTa CH ITO 
"I1\. 72, aA. 2 OT 30IT H31\ara apryMeHTH 3a HaAH"IHe Ha ,n;'bArOTpaHHH T'bproBCKH 
oTHorueHH.H C rrpoH3Bo,n;HTe1\HTe Ha 1\eKapCTBeHHTe rrpoAYKTH, rrop8.AH KoeTO ca HM 
rrpe,n;oCTaBeHH rrpecpepeHu'Hai\HH u,eHH crreu,HaAHO 3a H3rr'b1\HeHHe Ha 06mecTBeHH 
rrOp'b"IKH. KOMHCH.HTa C'b06pa3H, "Ie rrpe,ll;i\02KeHaTa OT Y"IaCTHHKa "cP'bOHHKC cPapMa" 
EOO.L1. u,eHa 3a o6oco6eHa rro3Hu,H.H NQ 9, C'br1\aCHO "I1\. 261a, aA. 1 OT 3AITXM H 
rrpe,n;cTaBAHBama rrpe,n;e1\Ha u,eHa Ha rrpo,AyKTa C'bOTBeTCTBa H e paBHa Ha 
pecpepeHTHaTa CTOHHOCT Ha rrpo,AyKTa ITO Ta3H o6oco6eHa rro3Hu,H.H, KoeTO e HaH­
,n;06pOTO C'bOTHorueHHe. Te3H aprYMeHTH ca OHar1\e,n;eHH B rrpH1\02KeHaTa Ta61\Hu,a. 

http:rrop8.AH
http:rrOTB'bp,n;.HT
http:22.07.20


ITpe.n:BH.n: rOpeH3A02KeHOTO KOMHClliITa rrpHeMa 060CHOBKaTa Ha yqacTHHKa 
"CP'bOHHKC cpapMa" EOO,ll. 

AHaTOMO- MelKAYHapOAH 
o HenareHTHO HaMMeHOBaHMe 

npMTe>KaTen 
Ha 

UeHa 
no 'In. 
261a, 
an.1 

Peq,epeHTHa 

Ginacalcet Ginacalcet Accord 
Film coated 

tablet 

Accord 
Healthcare 

Limited, 
06eA",HeHo 

11 11429 

Ginacalcet Mim Tablet 11 11429 

C OrAe.n: 06CTOHTeACTBOTO, 'Ie rro o6oco6eHH rr03HL(HH NQ, NQ 3,4 H 11 
e HaAHL(e CaMO rro e.n:HO rro.n:a.n:eHO !.n:orrycHaTo .n:o yqaCTHe rrpeM02KeHHe, KOMHCHHTa 
OL(eHH C'bI.U.OTO C MaKCHMaAeH 6poli TOG:KH rro KpHTepHli "UeHa", a HMeHHO: 

1. 06oco6eHa rr03HL(HH NQ 3 "Me.n:eKc" OO,ll- 100 T.; 
2. 06oco6eHa rr03HL(HH NQ 4 - "Me.n:eKc" OO,ll 100 T.; 
3. 06oco6eHa rr03HL(HH NQ 11 - "Me.n:eKc" OO,ll- 100 T.; 

OL(eHKa Ha rrpeM02KeHHHTa rro o6oco6eHa rr03HL(HH Ng 1: 

ITpeM02KeHHe Ha "Cf>'bOHHKC CPapMa" EOO,ll: 


Kl 2,392 x 100 = 96,857791 T. 


2,46960 


ITpeM02KeHHe Ha "CocpapMa Tpeli.n:HHr" A,lJ,: 

Kl 2,392 x 100 = 98,679868 T. 


2,42400 


ITpeM02KeHHe Ha "Me.n:eKc" OO,ll: 

Kl 2,392 x 100 = 100 T. 


2,392 


OL(eHKa Ha rrpeM02KeHlliITa rro o6oco6eHa rr03HL(HH N2 2: 

ITpeM02KeHHe Ha "CocpapMa Tpeif.n:HHr" A,lJ,: 


Kl 10,500 x 100 = 84,1346154 T. 


12,480 

ITpeM02KeHHe Ha "CP'bOHHKC cpapMa" EOO,ll: 


Kl 10,500 x 100 = 100 T. 

10,500 


OL(eHKa Ha rrpe,ll,AO}KeHHHTa rro o6oco6eHa rr03HL(HH N2 5: 

ITpe,ll,AO}KeHHe Ha "CocpapMa Tpeli.n:HHr" A,lJ,: 


Kl 7,96800 x 100 = 96,9889366 T. 


8,21537 




ITpe,AAO:lKeHHe Ha "CP'bOHHKC cpapMa" EOOL{: 
Kl 7,96800 X 100 = 100 T. 


7,96800 


Ou.eHKa Ha npe,AAO:lKeHlliITa no o6oco6eHa n03Hu.HH Ng 6: 

ITpe,AAO:lKeHHe Ha "ITpo cpapMaI.I.HH" EOOL{: 


Kl 6,35560 x 100 = 76,1149701 T. 


8,35000 


ITpe,AAO:lKeHHe Ha "CocpapMa Tpeil,ll;HHI''' All: 

Kl 6,35560 x 100 = 100 T. 


6,35560 


Ou.eHKa Ha npe,AAO:lKeHHHTa no o6oco6eHa n03Hu.lliI Kg 7: 

ITpe,AAO:lKeHHe Ha "Me,ll;eKC" OOL{: 


Kl 12,260 x 100 = 99,070707 T. 


12,375 


ITpe,AAO:lKeHHe Ha "CocpapMa Tpeil,ll;HHI''' All: 

Kl 12,260 x 100 = 100 T. 


12,260 


Ou.eHKa Ha npe,AAO:lKeHlliITa no o6oco6eHa n03Hu.HH Kg 8: 
ITpe,AAO:lKeHHe Ha "CocpapMa Tpeil,ll;HHI''' All: 

Kl 12,472 x 100 = 98,2588828 T. 

12,693 

ITpe,AAO:lKeHHe Ha "cf:>'bOHHKc cpapMa" EOOL{: 
Kl 12,472 x 100 = 100 T. 


12,472 


Ou.eHKa Ha npe,AAO:lKeHHHTa no o6oco6eHa n03Hu.lliI Kg 9: 
ITpe,AAO:lKeHHe Ha "CocpapMa Tpeil,ll;HHI''' All: 

Kl 7,80000 x 100 = 59,6939 T. 

13,06666 

ITpe,AAO:lKeHHe Ha "CP'bOHHKC cpapMa" EOOL{: 

Kl 7,80000 x 100 = 100 T. 


7,80000 


Ou.eHKa Ha npe,AAO:lKeHHZna no o6oco6eHa n03HIl.HH Kg 10: 
ITpe,AAO:lKeHHe Ha "CP'bOHHKC cpapMa" EOOL{: 

Kl 2,51285 x 100 = 94,937122 T. 


2,64686 


ITpe,AAO:lKeHHe Ha "Me,ll;eKC" OOL{: 
Kl 2,51285 x 100 = 97,208897 T. 


2,58500 


ITpe,AAO:lKeHHe Ha "CocpapMa Tpeil,ll;HHI' " All: 

Kl 2,51285 x 100 = 100 T. 


2,51285 


http:n03HIl.HH
http:n03Hu.HH
http:cpapMaI.I.HH
http:n03Hu.HH


OueHKa Ha npe,AA02KeHHSna no o6oco6eHa n03HUUS N!! 12: 

I1pe,AA02KeHHe Ha "CocpapMa Tpeu,a;HHr" AJl.: 


Kl 11,5200 X 100 = 94,4940018 T. 


12,19125 


I1pe,AA02KeHHe Ha "Me,a;eKc" 00,ll: 

Kl 11,5200 x 100 = 100 T. 


11,5200 


OueHKa Ha npe,AA02KeHHlna no o6oco6eHa n03HUH5I N!! 13: 

I1pe,AA02KeHHe Ha "cI>'bOHHKC cI>apMa" EOO,ll: 


Kl 6,177 x 100 = 94,972325 T. 


6,50400 


I1pe,AA02KeHHe Ha "CocpapMa Tpeu,a;HHr" AJl.: 

Kl 6,177 x 100 = 95,9148086 T. 


6,44009 


I1pe,AA02KeHHe Ha "Me,a;eKc" 00,ll: 
Kl 6,177 x 100 = lOOT. 


6,177 


OueHKa Ha npe,AA02KeHH5ITa no o6oco6eHa n03HUH5I N2 14: 

I1pe,AA02KeHHe Ha "CocpapMa Tpeu,a;HHr" AJl.: 


Kl 0,688 x 100 = 96,2385822 T. 


0,71489 


I1pe,AA02KeHHe Ha "cI>'bOHHKC cI>apMa" EOO,ll: 

Kl 0,688 x 100 = 99,307159 T. 


0,69280 


I1pe,AA02KeHHe Ha "Me,a;eKc" 00,ll: 
Kl 0,688 x 100 = 100 T. 


0,688 


C orAe,a; Ha roPHOTO H B'b3 OCHOBa Ha pe3YATaTHTe OT npoBe,a;eHoTo 
pa3rAe2K,a;aHe H oueHKa Ha npe,AA02KeHH5ITa, KOMHCH5ITa orrpe,a;eAH CAe,a;HH5I pe,a; Ha 
KAaCHpaHe: 

I 
X!! Ha 

I 

, n03HIJ,HH 

1 

1 

AHaToMo­ MeJK.LI:YHapoAHo 

TepaneBTH'IeH HenaTeHTHO 

KOA IATe- HaHMeHOBaHHe 

KOAI IINNI 

2 3 

BOIABOI I Heparin 

JIeKapcTBeHa 

$opMa 

4 

sol. Inj. 

MHCTO 

5 

Y'IaCTHHK 

OlJ,eHKa Ha 

npeAJIO~eHHeTo 

(TO'lKH) 

i 

6 7 
i "Me)J,eKc" 

1 iOO)], 

"CocpapMa 
TpeH)J,HHr" A)], 

I 
98,679868 i2 

"cI>hOHHKC 
i 

3 <PapMa" EOO)], 96,8577907 

100 



Saccharated Iron solution for "<DbOHI1KC 
2 B03AC02 Oxid injection 1 <DapMa" EOOll: 100 

"Coq>apMa 
2 T~eH,D,HHr" All: 84,1346154 

Iron (III) ­
hydroxide solution for "Me,D,eKC" 

3 B03AC06 dextran complex injection 1 OOll: 100 
"Me,D,eKC" 

4 BI Epoetin alfa I sol.inj. 1 OOll: 100 ! 

"<DbOHHKC 
5 B03XAOl Epoetin beta soLinj. 1 <D~Ma" EOOll: 100 

"Co$apMa 
2 TpeH,D,HHr" All: 96,9889366 

"Co$apMa 
6 B03XAOl Epoetin zeta soLinj. 1 TpeH,D,I1Hr" All: 100 

"npo 
<DapMaL\HSI" 

2 EOOll: 76,1149701 

solution for 
injection, pre­ "Co$apMa 

7 B03XA02 Darbepoetin alfa filled syringe 1 TpeH,D,HHr" All: 100 
"Me,D,eKC" 

2 OOll: 99,0707071 
Methoxy 

polyethylene solution for 
glycol-epoetin injection, pre­ "<DbOHHKC 

8 B03XA03 beta filled syringe 1 <DapMa" EOOll: 100 
"Co$apMa 

2 TpeH,D,I1Hr" All: 98,2588828 
"<DbOHHKC 

9 H05BXOI Cinacalcet tablets 1 <DapMa" EOOll: 100 

• 

"Co$apMa 
2 TpeH,D,HHr" All: 59,6939 

"Co$apMa 
10 H05BX02 Paricalcitol capsules soft 1 TpeH,D,I1Hr" All: 100 

"Me,D,eKC" 
2 OOll: 97,2088975 

"<DboHHKC 
3 <DapMa" EOOll: 94,9371222 

solution for "Me,D,eKC" 
111 H05BX02 Paricalcitol injection 1 OOll: 100 

121 
Solution for "Me,D,eKC" 

H05BX04 Etelcalcetide injection 1 OOll: 100 
"Co$apMa 

2 TpeH,D,HHr" All: 94,4940018 
film-coated "Me,D,eKC" 

13 V03AE02 Sevelamer tablets 1 OOll: 100 
"Co$apMa 

2 TpeH,D,HHr" All: 95,9148086 
"<DbOHHKC 

3 <DapMa" EOOll: 94,9723247 

14 AIICC04 Calcitriol c~sules, soft 1 "MeD,eKC" 00)); 100 



r I 

i I In<l>hOHI1KC I 

99,3071594\I 2. <l>apMa" EOO)), 

\ i 
"CO<}laPMa 

3 TpeH,n,HHr" AI( \ 96,2385822 i 

ITpe,llBH,ll ropeH3A02KeHOTO, KOMHCHB:Ta npe,I:Y\ara Ha 113n'bAHHTeAHHB: 
,llHpeKTOp Ha "YMBAA Byprac" A,lI., Ha OCHOBaHHe 9:1\. 112, aA.1 OT 30IT, ,lla 
CKAlO'1H ,llOrOBOpH 3a B'b3AaraHe Ha o6meCTBeHa nOp'b'1Ka C y-qacTHH1I,HTe, 
KAaCHpaHH Ha n'bpBO MB:CTO no C'bOTBeTHHTe o6oco6eHH n03H1I,HH. 

ITpe,llCe,llaTeA: 9:1\.2, aA.2, T.5 33M l.lAeHOBe: 1. '1A.2, aA.2, T.5 33M 
(f. PoeBa) (f. KOAeBa) 

2. 9:1\.2, aA.2,T.5 33M 
(M. I1BaHoBa) 


