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II POTOKOA

Mduec, 29.07.2019r. B rp. Byprac, B usnsaHeHue Peuienue Ne VI - P -
487/05.11.2018r. Ha HUsmeaHHTEAHHS AupekTop Ha ,YMBAA - Byprac” A/l, BbB
BpBb3Ka C MPOBEXAAHETO Ha OTKpUTa IIpolLEeiypa 3a H300p HA HIITBAHHTEA I10
JOrOBOpP, ¢ IpeaMeT: JlocTaBKa Ha ACKapCTBEHH NPOAYKTH 3a AUAAH3HO ACYEHHE 3a
Hyxkaute Ha ,YMBAA - Byprac“ A 1no o06ocobeHH TI03HLIMH, TI0COYEHH B
KOHKypCHaTa [JOKyMeHTallla , KOMHCHS olpefeacHa cbc 3anoBeg Ne VI - P -
556/14.12.2018r. Ha U3n. gupekTop Ha ,YMBAA ~ Byprac” All, B ¢scTaB:

IIpencenartea: 'eprana Poepa — jopHucKOHCYAT Ha ,,YMBAA - Byprac” AZl;

YaeHoBe:

1. Tunka KoaeBa — 3aM. ra. caeToBoguTeA Ha ,YMBAA — Byprac” AL;

2. Mapus UBaHoBa — Mar. apm. p-a anreka B ,,YMBAA - Byprac” AL,

B 11:00 B kabuHeTa Ha WPHCKOHCYATA B AAMMHUCTPATHBHUS KopIiyc Ha “YMBAA -
Byprac” Al ce mnpoBene 3aceiaHHe, Ha KoeTo Oellle H3BBLPILUEHO pasTAeXIaHe Ha
peACTaBeHUTEe OT y4acTHHLHUTe OOOCHOBKHM, HW3UCKAHM HM B CBOTBETCTBHE C
ITPOTOKOAHO pemieHHe ot 22.07.2019r.

B HavaaHud dYac Ha 3acefaHHETO Ha KOMHUCHATa OT [ACAOBOIACTBOTO Ha
~YMBAA Byprac“ All 6e nmpeacraseH 1 6poi nmauk or yuyactHuka ,ProHMKC Papma“
EOO ¢ Bx. Ne10 648/23.07.2019r.

lpeacraBeHo ©Oe ¥ TIHCMO OT ydacTHHKa ,Mezerc® OO ¢ Bx.
Ne10745/24.07.2019r.,, ¢ KoeT0 yBeAOMABA KOMHCHUATA  OTHOCHO  HOBO
06CTOATEACTBO, KOETO € BB3HHUKHAAO CAEl OTBAPAHETO Ha LICHOBHTE IPEHAOXKEHUS.
YuactHuka ,Mezgerc’ OO mHbOpMHUpa, Ye ACKApCTBEHHUs IPOAYKT 1o obocobeHa
nozuuys Ne 9 € HM3TErA€H OT pasfnpocTpaHeHHe Ha TepuTopusaTa Ha Penybauka
BrArapus OT IPOH3BOAUTEAS W IIPUTEXKATEA Ha paspellIeHHeTO 3a ynorpeba u eTo
3al0 He MoraT Oa IoTBBpAAT LeHara Ha odepupaHus ACKaApCTBEH IPOAYKT I10
obocobena mozuusa Ne 9. [IpeaBud H3A0XKEHHUTE apryMeHTH OT y4acTHHKA ,Menekc”
OO/ u Ha ocHoBanue 4a. 107, 1. 1 or 30II, KoMHcHATa B3€ pelleHHe, odepTarta Io
obocobena rmosuumsa Ne 9 Ha ydactHuka Megere OO/l ga He yd4acTBa B KAACHPAHETO
3a Tas3H IO3HLHA.

Ha caegpaiuusg eran oT ¢BosiTa paboTa KOMHMCHSATA H3BBPIIN pasrackKAaHe Ha
npeAcraBeHaTa 000CHOBKa Ha ydacTHHKa ,PpoHukc ®apma® EOO m npeneHka
OTHOCHO CBABpIXKALATA C€ B Hes HHMOpMAalMs U [ACKa3aTeACTBa 3a HaAH4YHe Ha
XUroTesuTe Ha 9A, 72, aa.2 or 3011, Pronukc Papma* EOO B 060CcHOBKATA CH T10
ya., 72, aa, 2 or 30I1 uzaara apryMeHTH 3a HAAMYHE Ha ABATOTpaMHN THPTOBCKH
OTHOIICHHUSA C IPOH3BOAHUTEANTE HA ACKApPCTBEHUTE IIPOAYKTH, MMOPAAH KOETO ca UM
MIpEeAOCTaBEHH IpedepeHIINaHN LIEHH CIIELMAaAHO 3a H3ITbAHEHHME Ha ODIECTBEHU
roprukHd. Komucusara cpobpasy, de npenaokeHara or ydactHuka ,ProHukc Papma’
EOQO/ uena 3a obocobena nozumina Ne 9, csraacHo d4a. 261a, aa. 1 ot 3AIIXM u
IIpeAcTaBAsBalla INpefeaHa LeHa Ha IPOAyKTa CBOTBETCTBA H € paBHa Ha
pedepeHTHATA CTOMHOCT Ha IPOAYKTa IO TasHu ofocobeHa MO3MLMSA, KOETO € Hali-
A06poTo choTHoIIeHHe, Te3u apryMEHTH Ca OHArA€AE€HH B IPHACKEHaTa TabAHLA.


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

[IpeaBul, TOPEH3AOKEHOTO KOMMCHATA IIpueMa oOOCHOBKATa HAa yYaCTHUKA
SPpouuke ®apma“ EOO.

Uena CrowuHoct
10 4. 3a
MNpurexaren | 261a, | PethepeHTHa | onakoska,

Anatomo- | Mexaywapoax Ha an.1 CTOWHOCT 3@ | M3uMCIeHa
TepanesTuie | O HenaTeHTHo | HawMmeHoBauwe paspeuenmer oT DDD/ Ha Gaza

H Ko JATC- | HauMeHOBaHM | Ha nekapcTeeHus | Nekapcreed 0 3a 3MNX | TepanesTuye | pedpepentH

kop/ norpeba M a CTONHOCT

Accord
Healthcare
Limited,
Film coated ObenuHeHo
HO5BX01 Cinacalcet Cinacalcet Accord tablet Kpanctso 156,60 11,11429 155,60

Amgen Europe
BV,
HO5BX01 Cinacalcet Mimpara Tablet Hugepnanana | 331,03 11,11429 155,60

C oraell 0BCTOATEACTBOTO, Ye 110 06ocobenu rosuimu No, Ne 3,4 u1 11

e HaAMILIE CaMo TI0 €/IHO MOJAZIEHO / IOMYCHATO [I0 YIacTHE TIPeIAOKEeHe, KOMUCHATA
OLIEHU CBUIOTO ¢ MakcHMaseH 6poH TOYKH 110 KpuTepuit ,llena”, a muMeHHO:

1. Obocobena nozuius Ne 3 - ,\Menekc” OO - 100 T.;
2. OBGocobena nosuimsa Ne 4 — ,Mezerce” OO/l - 100 T1.;
3. ObocoBena nosuims Ne 11 — Menexc” OO0 - 100 1.;

OlieHKa Ha IpefAoKeHUATAa 110 0bocobena nozutnga Ne 1:
IMpenaoxenue Ha ,Pronukc Papma“ EOO:
Ki: 2,392 x 100 =96,857791 1.
2,46960

Ipenaoxenne Ha ,,Codapma Tpeliguuar” AH:
Ki 2,392 x 100 =98,679868 1.
2,42400

IIpenaoxkenue Ha ,Menexc” OO:
K: 2,392x100=100T.
2,392

OlieHKa Ha TIPeAACKEHUATA 110 obocobeHa nmo3unus Ne 2:
Ipenasoxenue Ha ,Codapma Tpedauur® AL:
K: 10,500 x 100 =84,1346154 T.
12,480
Tpensoxkenue Ha ,ProHurc Papma” EOO:
K; _10,500x 100 =100T.
10,500

OugeHKa Ha IIpeiAcKeHusaTa 1o obocobena nosuius Ne 5:
IIpenaoxenue Ha ,Codapma Tpedguur All:
K: 7.96800 x 100 =96,9889366 T.
8,21537




IIpenaoxenue Ha ,Prouukc Papma” EOO/:
K; _7.96800x 100 =100 T.
7,96800

OueHKa Ha npegaoxeHudara mo obocobeHa rnosuls Ne 6:
Tlpenaoxkenue Ha Jlpo Papmaius” EOOL:
K; 6,35560 x 100 =76,1149701 .
8,35000

Ilpenaoxenue Ha ,Codapma Tpefiguur® AL
K: 6,35560 x 100 =100T.
6,35560

OneHka Ha npeaasoxReHHsTa 1o obocobena rozunysa Ne 7:
Tipenaoxenne Ha ,Menerc” OO
Ky _12,260 x 100 =99,070707 t.
12,375

IIpenaoxkenue Ha ,Codapma Tpedauur® AL
Ki 12,260 x100 =100 1.
12,260

O1ueHKa Ha npesaoxkeHuATa rno obocobeHa nozuimsa Ne 8:
IIpepaoxenue Ha ,Codapma Tpefimuur” AL:
Ki 12472 x 100 = 98,2588828 .
12,693

Ipenaoxkenue Ha ,Prouukc Papma” EOQOI:
K: 12,472x100=100T.
12,472

O1leHka Ha rpegaoxenusaTa 1o obocobena nozuiys Ne 9:
IIpenaoxenne Ha ,Codapma Tpeiguar® AL:
K: _7.,80000 x 100 = 59,6939 T.
13,06666

IIpenaoxkenue Ha ,ProHuKC Papma“ EOO:
K: _7,80000 x 100 =100 T.
7,80000

O1ueHKa Ha nipejaoxeHugTa 1o obocobeHa rosuimsa Ne 10:
Ilpenaoxentie Ha ,ProHUKC Papma“ EOO/:
K: 251285 x100=94,037122T.
2,64686

Ipenasoxkenue Ha ,Menerc” OO/:
Ki 2,51285 x 100 = 97,208897 r.
2,58500

Ipenaoxkenue Ha ,Codapma Tpeftaunr ” AL:
K: 2,51285x100=100T.
2,51285



http:n03HIl.HH
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O1IeHKa HA TIPeSAOKEHHUATA 110 000cobena rosuius Ne 12:
TMpepsoxenue Ha ,Codapma Tpetizuur® AL

Tpensoxkenue Ha ,Menerc” OO
11,5200 x 100 = 100 .

K,

12,19125

K,

11,5200

11,5200 x 100 = 94,4940018 .

O1ieHKa Ha npegaoxKeHugTa 1o obocobena rozuiusa Ne 13:
TIpenaoxkenue Ha ,ProHuUKC Papma” EQOI:

K;

6,50400

6,177 x 100 =94,972325 .

Mpenaoxenue Ha ,Codapma Tpediaunar® AID:

Tpenaoxkenue Ha ,Menexc” CO/I:
6,177 x 100 = 100 T.

K1

6,44009

K

6,177

6.177 x 100 = 95,9148086 .

OrieHKa Ha npegaoxkeHuaTa rno obocodena nosutiua Ne 14
Ipenaoxkenue Ha ,Codapma Tperiguur® Al

Ki

0,71489

0,688 x 100 = 96,2385822 T.

Mpenaoxkenue Ha ,ProHURC Papma“ EOO/:

Tpenasoxenue Ha ,Menerc” OO/:
0,688 x 100 = 100 .

Ki

0,69280

Ki

0,688

0.688 x 100 =99,307159 .

C oraeq Ha TOPHOTO M BB3 OCHOBa Ha PEIYATATHTE OT IIPOBELAEHOTO
PasraekKIaHe W OLEHKa Ha INPEIJAOKECHHATA, KOMUCHUATA OHNPeEllean CACAHHA PE/ Ha

KAaCHpaHe:
Anaromo- MexkayuapoaHo Ouenka na
Ne ga | repanesTHuen| HenartedTHo | Jlekapcersesa
Msicro| VUaCTHHK | HPERTOXKEHHETO
nosunusn | koi /ATC- HAHMEHOBAHHE opma (Towkn)
kon/ /INN/
1 2 3 4 5 6 7
"Menekc"
1 BO1AB(1 Heparin sol. Inj. 1,00/ 100
"Codapma
2| Tpeligunr" AZ1 98,679868
"DLOHHKC
3| ®apma” EOOJ 96,8577907




Saccharated Iron | solution for "DBLOHUKC
2] BO3ACO2 Oxid injection Papma” EOOJ] 100
"Codapma
Tpevauur” AJl 84,1346154
Tron (IH) -
hydroxide solution for "Megekc"
3|  BO3ACO06 dextran complex injection 001 100
"Meaekc"
41 BO3XA01 Epoetin alfa sol.inj. 0o 100
"(DbLOHHKC
51 B03XA01 Epoetin beta sol.inj. ®Dapma" EQOH 100
"Cothapma
Tpetiaunar" Al 96,9889366
"Codapma
6| BO3XA01 Epoctin zeta sol.inj. Tpediaunar” AJ] 100
"Ipo
Dapmayus"
EOOJ 76,1149701
solution for
injection, pre- "Codapma
71  BO3XA02 Darbepoctin alfa | filled syringe Tpeligunr” Al 100
"Mepexc”
001 99.070707}
Methoxy
polyethylene solution for
glycol-epoetin | injection, pre- "MBOHUKC
81 BO03XA03 beta filled syringe ®Papma”’ EOOJ 100
"Codapma
Tpefigunr" AJ] 98,2588828
"DBOHKKC
91 HO5SBXO01 Cinacalcet tablets dapwma” EOOJ] 100
"Codgapma
Tpetinuuar" AJ] 59,6939
"Codapma
10| HO5BX02 Paricalcitol capsules soft Tpetinuar" AJl 100
"Menekc"
001 97,2088975
"MbOHUKC
®dapma” EQOJL 94,9371222
solution for "Mepaexc”
11| HO5BX02 Paricalcitol injection O0[ 100
Solution for "Menaeke"
121 HO5BX04 Etelcalcetide injection 10,91 100
"Cotpapma
Tpeiaunar" AJ] 94,4940018
film-coated "Meneke"
131 VO3AE02 Sevelamer tablets 001 100
"Cothapma
Tpetipunr" Al 95,9148086
"DBOHUKC
®dapma" EOOJ 94,9723247
14 A11CC0O4 Calcitriol capsules, soft "Menexc" OO/ 100




"ORLOHUKC

"Codapma

| 2 dapma" EOOJ] 993071594
1 3| Tpeiinunr" AL 96,2385822

[MpeaBUI TOPEU3A0KEHOTO, KOMMCHATA IIpensara Ha HW3bAHATEAHUNA
auperrop Ha ,YMBAA - Byprac” All, Ha ocHoBaHHe 4a. 112, aa.l ot 3OII, na
CKAIOYH [IOTOBOPHM 3a Bb3AaraHe Ha ofllecTBeHa I[IOPBYKA C YYaCTHHULIUTE,
KAACHUpPaHH Ha I'BPBO MACTO 10 CBOTBETHHTE 060CO0EHH MO3HLUY.

Ilpencenarea: 1a.2, aa.2, 7.5 33A1 Yaenose: 1. 4a.2, aa.2, 1.5 337\
(. Poena) {T". Koaena)

2.49a.2, aa.2,1.5 33A[
(M. UBanoga)



