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ONPOTOKOA

[uec, 08.11.2016r. B rp. Byprac, B H3IIBAHCHHC Pemreaue No VI — P -
318/01.07.2016r. ma M3OBAHMTEAHHS AAPEKTOP Ha JMBAA - Byprac’ All, BBB
BpB3Ka C TPOBEXKAHETO HA OTKpHTa Ipoueaypa 3a u360op Ha HMIIMBAHHTEA II0
[OTOBOP, C TpEaMeT: »/loCTaBEKa HA AeKapCTBEHH NMPOAYKTH 33 HAHAAH3IHO
Aeuenme 3a Hymzaure Ha ,MBAA - Byprac” All, Tp. Byprac mo oGocobenu
MO3UIEH, MOCOYEeHH B KOHKYPCHATA NOKYMEHTAIAN", KOMHCHH ONPEACACHA ChC
3amosea No VI — P - 379/09.08.2016 roa. Ha IIsaAHOMOIHAKA HA ,MBAA — Byprac”
All, B CBCTAB:

IMpencemarea: A — P Wopnanka KopyaepameBa — KOOPAHHATOP
TepaneBTHYHA AcHHOCT Ha ,MBAA — Byprac” AL
Ypenore: 1. mar. ¢ - T Mapus VBaHoBa — Ha9aAHHK foAHHYHA anTeKa
pu ,MBAA — Byprac” Al;
2. n — p Ilera KymeHoBa — HadaAHMK Ha OT/ACACHHE 110
xeMmouasn3a npu ,MBAA - Byprac” Al;
3. Upena IleTrkoBa — IrA. FOPUCKOHCYAT Ha ,MBAA — Byprac”
ALl
4. Twuwuxa Koaera - 3am. ['A. cdgeToBOAHTEA HA +MBAA -
Byprac” All,

B 11:00 B AqMuHHuCcTpaTUBHHAS Kopryc Ha “MBAA - Byprac” A/l mpoBefie 3aCelaHHce,
Ha KoeTo bene II3RBPIIEH0 ONOBECTIBAHE, PA3TACKIAHe H OLCHKA Ha JOITyCHATHUTE
LIEHOBH NPEIAOKEHHS B rOpHATA IIPOLEAYPa.

Ha sacemaHmero HA KOMHCHATA HE TPHUCBCTBAaxa TPEACTABHTEAM HA
y9aCTHUIMTE U CPEACTBATa 38 MAaCOBO OCBE/IOMSABAHE.

[IpeaceqaTessT Ha KOMHCHATA HM3BBPIIM  OTBapAHE HA LIEHOBHTE
IIPEIAOKEHHUSATA [0 Pea Ha TAXHOTO TOAABaHE M OINOBECTH npegisaraHuTe OT
yYaCTHUIIMTE LEHU Ha ACKAPCTBEHHUTE IIPOAYKTH 10 IO3HIIHH.

KomucusTa IoApobHO pasraefia BCAYKH JOIyCHATH LICHOBH IPEIAOKEHHS 1
H3BBPITH IIPOBEPKa Ha pehepeHTHUTE CTOMHOCTH 3a DDD/ TepanesradeH Kypc, ml
cbraacuo Tlosurusmus aexapcersen crmucek (IIAC) — ITpmaoxkenue No 2, aKTyaAHH
KLM [aTaTa HA M3roTBAHE Ha odepTHTe, OTPA3€HH B KOAOHH 7 OT LICHOBHUTE HM
IIPEIAOIKECHHS.

B II€HOBOTO CH TIpesoxkeHwe 3a obocobeHa IMO3HIHL Ne 10 - Paricalcitol
capsules soft, "Cocgapma Tpeiauur’ All ca NMOCOIHAH pedeperTHA CTOHHOCT 34
DDD/ TepameBTmuen Kypc, ml 4,98714 AB., KaTo HM3pHYHO Ca IIOCOHMHAH B
3araaBHeTO HA KoaoHa No 7, 4e e akTyaaHa KBM JaTa 02.08.2016 roa.. [Ipensun
chaxTa, 9e oheprara UM € IOJa/ICHA Ha 08.08.2016 r., ToBa peasHo H6u caeaBas0 Aa
e pechepeHTHATA CTOHHOCT, aKTyaAHa KBM JaTaTa Ha IMOoJaBaHE Ha odeprara, KOETO



oTroBapsi Ha M3UCKBAHETO HA BB3AOKHUTEAd. FspppuieHara IpoBEpKa rnokasa, 4e
pedepenTrara croiirocT 3a DDD/ TepaneBTHI€H KypcC Ha Paricalcitol capsules soft
B nybamkanmsaTta Ha I[Ipuaoxkenume No 2 or IIO3UTHBHHS ACKapCTBEH CIIMCBK OT
02.08.2016 rom. e mo-HHMCKa, a HMeHHO 2,77 aB. IlocoueHara OT y4acTHHKAa
cToMHOCT € OT mnybDAMKammdaTa Ha 02.07.2016 rom. IlpemaoxeHara OT "Cocdapma
Tpe#imuur' A uesa e 4,98 AB, KOSTO IPH TIOPCONHCAHHTE obcrosiTEACTBA
HajBHIIaBa pedepeHTHaTa. M3pHIHO 3aIHCaHO yCAOBHE B Pazzmea 6.2.2., 7.3 or
ObumTe yCAOBHS 32 BB3AAraHe HA IOPHYKaTa € - B CAyJaH, 9€ IpeAoKeHaTa eHa
€ II0-BHCOKa 0T HOPMATHBHO OINpEJeACHATa pecdbepeHTHA CTOHHOCT 3a DDD/
TepaneBTHYeH Kypc, ml KbM [aTaTa Ha IoJaBaHe Ha ogepraTa, TO MPESAOIKEHUETO
He Ce IpHeMa 3a pPasTA€XKIaHe W OLEHSBaHEe M YYaCTHHKBT CC oTCTpaHdBa OT
ydacTue 3a Ta3W IIO3HIMs], HA OCHOBAHHE YA. 107, 1.2, 6. «a» ot 30IL.

BCHYKH APYTH TIPEJAOXKEHH M [JOIyCHATH /I0 pasTAeXkiaHe W OLECHKA LIEHH,
kaxto Ha "Codapma Tpeiizuuar' AJl, Taka X Ha OCTaHAAMTE YHACTHHIH, HE
mpeBmiaBat pecdepenTauTe cTrodHOCTH 38 DDD / TepaneBTHYEH Kypc, ml.

[pu wm3RBpHIEHA IIPOBEPKA HA OCHOBaHHE HA. 72, aa.l or 30II, oTHOCHO
Hasmgme Ha mosede or 20 Ha cTO MO-OAArONpPUSTHH NPEIAOKEHHHA OT CpeAHara
CTOHHOCT HA OCTAHAAMTE IO OTHOIIEHHE Ha IEHHTE 10 0060cobeHH MO3WIHH, berre
yCTAaHOBEHO, Y€ TAKMBA HE Ca HAAMIIE.

Caen oApo6HOTO pasTAekAaHe Ha IIPEJAOKEHNSITA Ha YIACTHULINTE, TAXHOTO
CHOTBETCTBHE C HOPMATHBHUTE M3WCKBAHUA H YCAOBHATA Ha BB3A0KHUTEAS,
KoMucHsiTa IPACTHIIM KEM OIIEHKA B KAacallds Ha IPEJAOKEHHATA Ha J0IyCHATHTE
YYaCTHHITH.

Tabaunma Ne 1, Hepa3zeAHa dacT OT HACTOSIHMSA IIPOTOKOA, CBABPKA BCHYKH
[@HHH OT MPEACKEHMATA Ha YJACTHHIIUTE, HeobXofuMM 3a OIEHKaTa M caMata
OIIEHKA Ha MPEIAOKEHHUATA.

Bb3 ocHOBa Ha naHHWTe, oTpaseHu B Tabamma Ne 1, KBAETO Ca OTPA3CHHU
OIIEHKHTE HA MPEJAOKEHHUATA HA  YYACTHHIMTE II0 CHOTBETHHAT KPHUTEPHHA -
JlIpensarana nesa’, KOMHCHSITA IpEAAara Ha U3IbAHHUTEAHHS [INPEKTOP Ha SMBAA -
Byprac” All na B3eMe CAETHUTE

PEII EH H 5

1.Ha ocuoBaume ua. 109 or 30Il na O6mae ompeAeseH CAEAHHA PEI Ha
KAaCUpaHe Ha JOIyCHATHTE [0 PasTA€XKIaHe U OIEHKAa IIPEAOKEHNUS, a KIMCHHO:

"Codapma
1| BOIABOI Heparin sol. Inj. l }‘pcifmmrr Al . e
I[Tpo ®apmanus"
2| EOOJ 95.744681
> | Bo3ACD? Saccharated Iron | solution for "Codapma

Oxid injection | | Tpediaunr" Al 100 |




"DBOHHKC
2 | ®apma" EOO/] 03,362832
Iron (I1I) -
hydroxide dextran | solution for
3 | BO3ACO06 complex injection 1 | "Mezexc" OO[Q 100
4| BO3XA0I Epoetin alfa sol.inj. 1 | "Megekc" OO/1 100
"Codapma
| | Tpeitnunr" AJl 100
"MBLOHHUKC
5| B0O3XA01 Epoetin beta sol.inj. 2 | ®apma" EOO/ 99.900596
"AJ.[Ta
DapMaciOTHKBJIC"
3 | EOOJ 99014778
"TIpo ®apmanus”
6 | BO3XAO0!1 Epoetin zeta sol.inj. 1 |[EOOJ 100
solution for
injection,
pre-filled "Cocdapma
7| B0O3XA02 | Darbepoetin alfa syringe 1 | Tpeimunr" AJL 100
"Codapma
Methoxy solution for . ?E;u:mr AR L
8 | BO3XAO03 p;olyi‘thylenf; mje(?;(ffs dapmacioTHKbIC"
gycob-epoetm pre-iille 2| E0O]I 98.933764
eta syringe =
DpoHUKC
3 | ®apma" EOO/] 96.483489
"Codapma
9| HOSBX01 Cinacalcet tablets | | Tpeiauar” AJL 100
capsules
10 | HOSBX02 Paricalcitol soft 1 | "Mezekc" OO 100 |
solution for
11| HOSBX02 Paricalcitol injection 1 | "Meaekc" OO/1 100
1 | "Mepekc" OO 100
12| VO3AE2 | Sevelamer | fM-coxted T — :
2 | ®apma" EOO/] 93,907897 |
1| "Menexc" OO/ 100
"Cotapma
2 | Tpeitaunr” AJl 08.039216
13| A11CCO4 | Calcitriol Cipssior; A
soft DapmMacioTHKB/IC"
3 | EOOJ 97,297297
"DBOHUKC
4 | ®apma" EOOJ] 96,752086

[IpuAoReHusI KbM HACTOANIMSA IIPOTOKOA!
1. Tabamma No 1 — Orenka Ha IIPEJAOKEHHATA.

HacTosigsaT MPOTOKOA BEIHO C IFgAaaTa JAOKyMEHTalHs I10 IPOBEK/AHE HA
npouenypara 6sixa mpemazeHu Ha usn. [upektop Ha ,MBAA - Byprac” A Ha
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