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Huec, 27.08.2020r. B rp. Byprac, BBB BpBb3Ka CBC CKAIOUYEHO PaMKOBO
criopazyMmenue No P/1-11-270 ot 22.06.2020 r. MexXnay THProBIH U MUHHCTBHpPa Ha
34paBeOIIa3BaHETO B KadecTBOTO My Ha lleHTpaa€H opraH 3a IOKYIIKH B CEKTOP
"3npaBeornazBaHe” ¥ MPoBeXKJaHE Ha BBTPEIIEeH KOHKYPEHTEH N300p 3a JOCTaBYUIU
Ha A€KapcTBa IIO [OTOBOpP, C HpPEeaMET: ,3aKynmyBaHe Ha IIPOTHBOTYMOPHH
A€KapCTBEHH INPOAYKTH 3a HyXauTe Ha ,,YMBAA Byprac” AJl, Bb3 OCHOBa Ha
craAro4eHo PamkoBo cnopasymenue Ne P/I-11-270 or 22.06.2020 r.”, koMmucus
orpeneaeHa cbc 3amoBen Ne VI — P - 497/27.08.2020r. Ha H3m. aupekTop Ha
~YMBAA — Byprac” A1, B cecTaB:

ITpencenmarea: Upena [leTkoBa — rA. IOpUCKOHCYAT Ha ,YMBAA — Byprac” AL
YaenoBe: 1. Auu BpuBapoBa — ra. cueroBonutea Ha ,YMBAA Byprac”
ALT;

2. CranucaaB MutpeB - nom. ® — T B 00OAHHYHA anTeka Ha

~YMBAA Byprac” A/,
B 14:00 B ApgmuHucTpaTuBHUA Kopinyc Ha “YMBAA - Byprac” A mpoBene
3aceaHHe, Ha KOeTo 0sxa pasrAeJaHU BHECEHUTE IIPENAOKEHHS 3a ydacTue B

ropHarta IIpoleaypa.

[IpencemareasaT Ha KOMHCHATA OIIpesieAH rpaduK 3a HeliHaTa pabora.

B HavaaHma Yac Ha INPOBEXIAHETO Ha 3acCeJaHHEeTO Ha KOMHCHATA OT
vHQoOpMausaTa 3a IIoAaAeHUTe IIpenAoKeHus B https://cop.mh.government.bg, mo
KpalHUsa CPOK 3a IIpHueMaHe Ha IIPeJAOXKEHHUS ca IoAaeHM 7 TaKuBa OT CAEIHUTE
YYaCTHHIIH:

Ne
10 dupma Hata 1 yac Ha IIPEeAAOKEHUETO
pen

S<Aara dapmaciorukbac” EOO/, rp.
1. Codus, 11.x.1618, 6yA. ,Brarapus” 11.08.2020 r.; 12:04:174.
118, 6usHec euThp Abakyc, et. 2

»I'bproBcKa Aura - ['aobaseH AnrredyeH
HenTsp”Al, EMK 030276307,
2. CelaAUllle U aJpecC Ha yIIpaBACHUE: 11.08.2020 r.; 15:04:38u.
rp. Codus, m.x.1172, 6ya.
,L .M. Jumutpo” No 1

ysEKoapm” EOO/, EMK 130390055,
CeaAHIIe U apec Ha yIIpaBA€HHE:!

3. rp. Cocbust, ya. "Aranac [yKos" 29, 11.08.2020 r.; 15:43:074.
"PetinbOoy maaza', er.3
»Codapma Tpetimuar® A/l rp. Codusa
4, | 1756,ya. ,,Apuesap Crames” No S, 17.08.2020 r.; 10:22:284.

Codapma Busnec Tayspc, crpana A,
er. 12




SMenekc” OO/l, c. CBeToBpaueHe,

obaact Codug (croauiia), obmHA

CroanyHa, .K. 1252, ya. "HaBoap
BoiiBoma" No 48

19.08.2020 r.; 10:49:064.

»PbroHUKC Papma” EAJ] rp.Codus,

yA. ,OKonoBpBCTEH BT No199a 24.08.2020 r.; 10.22:084.

~Papmuer” EAl, rp. Bapua, pation
Maamoct,’k.K."Maamoct " ,0yA.
7. "Perrybanka'- crpana Ha 25.08.2020 r.; 12:04:354.
MenuiinHCKHU
neHTEp " Maamoct BapuHa

[Ipenu na OPUCTHIIAT KBM OTBapsdHE Ha OPEepPTHTE, YACHOBETE Ha KOMHUCHSTA
TIoANHUcaxa AeKAapallii, yAOCTOBEPSBAIIU AHIICA HAa OOCTOSTEACTBATA, IIPEeaBUAECHU
B 4A. 103, aa.2 ot 30I1.

Caen KaTo IIPHU YCAOBHATA Ha HU3BBPIIEH OTA€] KOMHCHATA KOHCTATHpa, 4e
odepTHUTE ca IMoJaleHH B PaMKHUTE Ha CPOKa, O0SBEH C IMyOAMKYBaHHUTE B caiiTa Ha
AOIl obsBAaeHHE 3a HpoBeKOaHe Ha OoOIecTBeHA IOPBYKA, KAaTo 0003HAYeHHUdaTa
BBPXy CBIIUTE CBOTBETCTBAT Ha pasnopendara Ha dYa. 39 ot IIII30II u
H3UCKBaHUdTa Ha DBb3aoxkurtead, nocodeHu Pasznea IV oT mokymeHTanudara 3a
IIpOBeXKJaHe Ha Ipoleaypara, KaTo BBPXYy IIAMKa €  0003Ha4YeHO HMeTO Ha
y4acTHHKA, aJpec 3a KOPECHOHAeHINd, pakKC U e-mail, mpeaMer Ha IIpolieaypara,
o6ocobeHUTe TTO3UINH, 38 KOETO Ce II0aBa IMPEeIAOKEeHHe, KAKTO U BXOISII HOMED, C
4ac Ha IIOCTBIIBAaHE Ha IIPEIAOXKEHUETO B IEAOBOACTBOTO Ha BB3aoxkureas.

[TpencemareadaT Ha KOMHCHUATA IIPHUCTBIINM KBM OTBapsHe Ha O0EepTUTE II0
pena Ha TIXHOTO IIOAABaHe, CAel KOETO OIIOBECTH AOKYMEHTHUTE CHIbPIKAIIU Ce B
TSIX, CbTAACHO IIPUAOKEHUST CITHUCHK.

1.ITpu npoBepka Ha odeprara Ha ,AATA PAPMACIOTHKBAC” EOOL,
EWK 175256438, cemaaumie u aapec Ha yrpaBaeHue: rp. Codwud, n.k.1618, Oya.
ysbbarapusa” 118, 6usHec 11eHTHP AbakKyc, eT. 2, npeacraBagBaHo oT Tomop [lodeB —
YIOpaBUTEA B €OHOAMYEH COOCTBEHMK Ha KalluTaad, U CBOTBETCTBUETO U CBC
3aKOHOBUTE H3UCKBaHUS, O€Ille YyCTAHOBEHO, Y€ CBhC ChIlaTa YIaCTHUKBT BHACH
IpenAokeHue 1o obocobenm mo3umuu Nel m Ne 2, KaTo KBM MPEIAOKEHHETO €
npencraBer EE/IOII, 2 6p. mweaHoMmoutHu, Ceprucduxkar ISO 9001:2015 wu
Hekaapariiudg 1o 4a. 54, aa.2 u aa.3 ot 30I1 .

[Ipu pasraexnane Ha 1npencraBeHus EE/IOII Gemre ycraHoBeHO, ue
YYaCTHUKBT OTrOBapsl Ha BCUYKH KBaAU(UKAIIMOHHU M3UCKBaHUd cbraacHo 3011 u
OT Te3U onpeneAeHU oT M3 - BB3AOKHUTEA.

[IpenBua  HM3A0KEHOTO YAEHOBETE Ha KOMHCHATA B3€xXa  pEIIeHHE,
npencraBeHOTO OT ,AATA PAPMACIOTHKBAC” EOOM mnpensoxkeHue na Obae
[OIIyCHATO [I0 pa3TAexXKaHe U OlleHKA.

2. Tlpu nmpoBepka Ha odepTara Ha ,T'bproBcka Aura - F'anobaseH AnTedeH
IHenTsp” AN, EVMK 030276307, cemaaumie u agpec Ha ympaBaeHue: rp. Codusd,
n.k.1172, 6ya. ,I.M.JumurpoB” Ne 1, mpencraBagBaHo oT TakBop bBoxocan -
U3I'PAHUTEACH OUPEKTOP, U CHOTBETCTBHETO U CHC 3aKOHOBUTE HM3HCKBaHUS, Oellre
YCTaHOBEHO, Y€ CBhC ChllaTa yYacTHUKBT BHacs IIpeNAOXKeHHe IIo  ob0ocobeHa
no3uriia Nel Homenraatypu: ATC Ne BO3XAO01 Erythropoietin (Epoetin beta);
B0O3XA03, Methoxy polyethylene glycol-epoetin beta m LO1XC21 Ramucirumab,
KaTo KbM HpenaoxkeHuero e npeacraBeH EE/IOIl u [exkaapanuda mo 4a. 54, aa.2 u
aa.3 ot 30IL



[Ipu pasraexnane Ha 1npencraBeHus EE/IOII Gemre ycraHoBeHO, uYe
YYaCTHUKBT OTIOBapsl Ha BCUYKH KBAaAM(DUKAIIMOHHU HU3UCKBaHUA cbraacHo 3011 u
OT Te3u onpeneaeHU oT M3 - BB3AOKHUTEA.

I[IpenBua HM3A0KEHOTO YAEHOBETE Ha KOMHCHATA B3€Xa  peEIIeHHe,
IIPEACTABEHOTO OT ,IT'bproBcka Amra - I'aobGasen AnrteueH IlenTsp” AL
IIpeJAOKeHUe ga Ob/ie JOIMyCHATO A0 pasTAeKIaHe U OLleHKA.

3.Ilpu mpoBepka Ha odeprara Ha ,Erodapm” EOOL, EMK 130390055,
cemaaullle U anapec Ha ynpaBaeHue: rp. Cocdusa, n.k. 1407, ya. "Aranac [Aykos" 29,
"Pettnboy naasza", er.3, npeacraBagBaHo oT IleTbp BeaeB— ympaBuTea U eIHOANYEH
COOCTBEHHUK Ha KallUTaAa, U ChOTBETCTBHETO M CHC 3aKOHOBHUTE H3UCKBaHUs, Oelrre
YCTaHOBEHO, Y€ CBC ChlIaTa YYaCTHHUKBT BHaAcCd IIPEIAOKEHHe II0 obocobeHH
nosunmu Nel m Ne 2, karo KBM IpenaoxkeHuero e npexacraseH EEOIl u
Heraaparius 1o 4a. 54, aa.2 u aa.3 ot 3011 .

[Ipu pasraexnane Ha 1npencraBeHus EE/IOII Gemre ycraHoBeHO, uye
YYaCTHHUKBT OTrOBapsl Ha BCUYKH KBaAU(UKAIIMOHHU U3UCKBaHUa cbraacHo 3011 u
OT Te3u onpeneaeHU oT M3 - BB3AOKHUTEA.

[IpenBua  HM3A0KEHOTO YAEHOBETE Ha KOMHCHATA B3€xXa  peEIIeHHE,
npeacTaBeHoTo OT LErodapm” EOOMA mnpensoxkeHwe na OBbAe OOMyCHATO [0
pasraexaaHe U OIleHKa.

4.Ilpu mpoBepka Ha odeprara Ha “COPAPMA TPEUOAHUHI” AN, EVK
103267194, cpc cemaaumie u aznpec Ha ymnpaBaeHue B rp. Codbua - 1756, Oya.
Avueszap CranueB Ne S5 Codapma bBusnec Taybpc, crpaga A, er. 12,
npeacraBagBaHo oT Jumutep 'eoprueB IUMHUTPOB — HU3IIBAHHTEAEH OUPEKTOP, U
CBOTBETCTBHUETO M CBC 3aKOHOBHUTE H3HWCKBAHHUSI, U CBOTBETCTBHETO U CBC
3aKOHOBHUTE H3HUCKBaHMs, OeIlle yCTAHOBEHO, Y€ CBhC ChIlaTa YYaCTHUKBT BHACH
mpengaoxkeHue 1o obocobenm mosmimu Nel m No 2, KaTo KBM IIPEIAOKEHHETO €
npeacraseH EEOII u [lekaapariusa 1o 4a. 54, an.2 u aa.3 ot 30I1

[Ipu pasraexxnane Ha 1npencraBeHuss EE/IOII Gemre ycraHoBeHO, Ye
YYaCTHHUKEBT OTroBapsl Ha BCUYKH KBaAU(UKAIIMOHHU U3UCKBaHUsa cbraacHo 30I1 u
OT Te3u onpeneseHU oT M3 - BB3AOKHUTEA.

[IpenBua  HM3A0KEHOTO YAEHOBETE Ha KOMHCHATA B3€xXa  peIIeHHE,

npeacraBeHoTo oT “COPAPMA TPEﬁ,Z[I/IHI‘” Al ripenproskeHue aa ObAe MOIMyCHATO
[0 Pas3TA€XKJaHEe U OLIEHKA.

5.I1pu nmpoBepka Ha odeprara Ha ,MEIEKC” OO, EVK 131268894, cbc
cemaaWllle M azpec Ha ymnpaBaeHue: c. CBeroBpadeHe, obaact Codus (croauiia),
obmmmHa CroamyHa, II.K. 1252, ya. "HaBmap BoiiBoma' No 48, mpencraBagBaHO OT
Emua [laneB u Beausap [paroes - yIpaBUTEAH, U CBOTBETCTBHUETO U ChC 3aKOHOBHUTE
M3HUCKBaHUsI, Oellle YCTAaHOBEHO, Ye CBhC ChlIaTa yYaCTHUKBT BHACS MIPEOAOXKEHUE
o obocobena mo3uina Ne 1, KaTo KBM OpenaokeHueTo e npeacraBeH EE/IOIT u
Herkaaparug o 4a. 54, aa.2 u aa.3 ot 30II.

[Ipu pasraexnane Ha 1npencraBeHus EE/IOII Gemre ycraHoBeHO, ue
YYaCTHUKBT OTrOBapsl Ha BCUYKH KBaAU(UKAIIMOHHU HU3UCKBaHUa cbraacHo 3011 u
OT TE€3H OIIpeNeA€HHU OT M3 - BB3AOXKUTEA.

IIpenBuay  HM3A0KEHOTO  YACGHOBETE Ha KOMHCHATA B3€Xa  pEIICHHE,
npexncraBeHoro ot ,MEIOEKC” OO mnpemaoKeHHE maa ObAe MOOIMyCHATO OO0
pasraexaaHe U OIleHKa.

6.Ilpu mpoBepka Ha odeprara Ha ,,PBPOHHKC $PAPMA” EOOHA, EUK
203283623, cbc cemaaumie U anpec Ha yrapasBaeHue: rp. Codusa - 1700, paiioH
CrymeHTcKH, VA. ,OkoaoBpbcTeH OBT’, No 199a, mperncraBasBaHO oOT Beceann
BeanukoB KyneB, lOaman AranacoB HenpeaueB, Pamoctun [eoprueB [IuMHUTPOB,
Hukoaati BbuaeB KoaeB - ymopaBUTeAH, U CBOTBETCTBHETO H CBC 3aKOHOBUTE
U3UCKBaHUs, Oellle yCTAHOBEHO, Y€ ChC ChIIATa YYACTHHKEBT BHACH ITPEIAOKEHUE
1o ob6ocobenn mosumyu Ne 1 um Ne 2, KaTo KBM IIPEIAOKEHHETO € IIPEe/ICTaBEH
EEOII, CouchK Ha 3abAXKEHHUTE AHUIIA II0 YA. 54, aa.2 u aa.3 ot 30I1.



[Ipu pasraexnane Ha 1npencraBeHus EE/IOII Gemre ycraHoBeHO, uYe
YYaCTHUKBT OTTOBapsl Ha BCUYKH KBaAU(MPUKAIIMOHHU U3UCKBaHUA chraacHo 30I1 u
OT Te3u onpeneaeHU oT M3 - BB3AOKHUTEA.

I[IpenBua HM3A0KEHOTO YAEHOBETE Ha KOMHCHATA B3€Xa  peEIIeHHe,
npeacraBeHoTo ot ,PbOHHKC PAPMA” EOO/ mpenrokeHUE Aa ObAE AOMyCHATO
[0 Pa3TA€XKJaHE U OLIEHKA.

7.Ilpu mpoBepka Ha odeprara Ha ,PAPMHET” EAM, EUK 202513217,
CBC cemaaullle U anpec Ha ynpaBaeHue: Papmuer” EA/l, rp. Bapna, pation
Maagoct,k.K. "Maamoct " ,6ya. "Pemybamka'- crpaga Ha MeOMIIMHCKU IHEHTHP
»Maamoct Bapra”, m.k. 9020, npeacraBagBaHo oT Becka Mapelnka — H3ITBAHHUTEACH
OUPEKTOP, U CHOTBETCTBHETO U CBHC 3aKOHOBHUTE HM3MCKBaHHUd, O€Ille YCTAaHOBEHO, 4e
CBC CBIaTa YYACTHHUKBT BHACH IIpensoKeHHe 1o obocobeHu mo3urmu Ne 1 u No 2,
KaTo KBbM IIpensoxkeHuero e npexncraseH EEJIOII, [lekaapaiysa 1o 4a. 54, aa.2 u
aa.3 or 30II, KakTO u II'BAHOMOIIHO OT MU3II'BAHUTEAHHS OUPEKTOP, C KOETO
yIrbAHOMOINIaBa Beceann Mapelmku na mpencraBasiBa APY>KECTBOTO BBB BpPb3Ka C
y4dactue B rponenypu mo 3O0II.

[Ipu pasraexxmane Ha 1npeacraBeHusa EE/IOII OGemre ycraHoBeHO, de
Y4aCTHHUKEBT OTrOBapsl Ha BCUYKH KBaAU(UKAIIMOHHU U3UCKBaHUA cbraacHo 30I1 u
OT TE€3H OIIpeNeA€HHU OT M3 - BB3AOXKUTEA.

I[IpenBua HM3A0KEHOTO YAEHOBETE Ha KOMHCHATA B3€Xa  peEIIeHHe,
npencraBeHoTo o0T ,PAPMHET” EAJI mnpensoxkeHue pna ObAe OOMyCHATO OO
pasraexaaHe X OLlEHKA.

Ha caeagBamioTo cu 3acemaHue KOMMCULTA pasraega IIpeacraB€HHUTE OT
YHaCTHHLUTE TEXHHUYIECCKHU IIPEAAOKEHNA, a HMEHHO!

C TexHHYECKOTO CH IIpefsOKeHHe Ha ,Aara dPapmaciotukes” EOO e
IIPELCTaBUAO U3UCKYEMUTHE OT BB3A0OKUTEAS NOKYMEHTH, KaKTO U IIpeasara
OcTaThpYHUAT CPOK Ha F'OTHOCT Ha IIPEIAOKEHUTE AEKAPCTBEHU IIPOAYKTHU IIIE € He
o-KpatbK oT 40% OT 00sIBEHUSI OT IIPOU3BOAUTEAS.

OcTaThpYHUAT CPOK Ha N'OHOCT HA MPEIAOKEHUTE OHONPOAYKTHU U/UAM OMOIIOZ00HHT
IIPOAYKTH Ille He IMO-KpaThK OoT 20% OT 00sIBEHHUS OT IIPOU3BOAUTEAS.

Komucusara momycka OO pasraexkiaHe IIPeACTaBeHOTO OT Y4YacTHHKA IIEHOBO
IIPEeIAOKEHHE.

C TexHUYECKOTO CHU IIpenAoKeHHue Ha , I'bproBcka Aura — ['nobaseH AnrreueH
Hentsp” Al € IpeacTaBHAO HU3UCKYEMHTHE OT BB3AOKUTEAS NOKYMEHTH, KaKTO U
rpenaara
OcTaThYHUAT CPOK Ha I'OTHOCT Ha IIPEIAOKEHUTE AE€KAPCTBEHU IIPOAYKTH IIle € He
o-KpatbK oT 40% OT 00sIBEHUSI OT IIPOU3BOAUTEAS.

OcTaThpYHUAT CPOK Ha N'OHOCT Ha MPEIAOKEHUTE OHONPOAYKTH U/UAK OHMOIIOZ00HHT
IIPOAYKTH Ille He IMO-KpaThK OoT 20% OT 00sIBEHHUS OT IIPOU3BOAUTEAS.

Komucusara momycka OO pasraexkiaHe IIPEeNCcTaBeHOTO OT YYacTHHKA IIEHOBO
IIPEeIAOKEHHE.

C TexHmueckKOTO CH IIpemaoxKeHHe Ha ,Erodapm” EOO/ e mpemcTaBHAO
U3UCKYEMUTHE OT BB3AOKUTEAS JOKYMEHTH, KAKTO U IIpeaaara
OcTaThpYHUAT CPOK Ha I'OTHOCT Ha IIPEIAOKEHUTE AEKAPCTBEHU IPOAYKTH L€ € He
o-KpatbK oT 40% OT 00sIBEHUSI OT IIPOU3BOAUTEAS.
OcTaTpYHUAT CPOK Ha N'OHOCT HA MPEIAOKEHUTE OHONPOAYKTHU U/UAK OMOIIOZ00HHT
IIPOAYKTH Ille He IMO-KpaThK OoT 20% OT 00sIBEHHUS OT IIPOU3BOAUTEAS.
Komucusara momycka MO0 pasraekaaHe IIPEeACTaBeHOTO OT YYacTHHKa IIEHOBO
IIPEeIAOKEHHE.

C TexuuyeckoTro cu 1pensoxkeHue Ha ,Codapma Tpedamuar® Al e
IIPECTaBUAO U3UCKYEMHUTHE OT BB3AOKHUTEAS JOKYMEHTH, KaKTO U IIpeaasara:



OcTaThpYHUAT CPOK Ha I'OTHOCT Ha IIPEIAOKEHUTE AEKApPCTBEHU IIPOAYKTH ILIE € He
o-KpaTbK OT 40% OT 00SIBEHUS OT MPOU3BOIUTEAS.

OcTaThYHUAT CPOK Ha N'OHOCT Ha MPEIAOKEHUTE OHONPOAYKTHU U/UAK OMOIIOZ00HHT
IIPOAYKTH IIIe He MO-KpaThbK OT 20% OT 00SIBEHUSI OT MPOU3BOMUTEAS.

Komucusara momycka OO pasraekaaHe IIPeACTaBeHOTO OT YYacTHHKa IIEHOBO
IIPEeIAOKEHHE.

C TexuuyeckoTo cHU IpepasoxkeHue Ha ,Memekc” OO e mnpeacTraBHAO
M3UCKYEMUTHE OT BB3AOKUTEAS JOKYMEHTH, KAKTO U IIpefaara:
OcTaThpYHUAT CPOK Ha I'OTHOCT Ha IIPEIAOKEHUTE AEKApPCTBEHU IPOAYKTH L€ € He
o-KpatbK oT 40% OT 00sIBEHUSI OT IIPOU3BOAUTEAS.
OcTaThYHUAT CPOK Ha N'OHOCT Ha MPEIAOKEHUTE OHONPOAYKTHU U/UAM OMOIIOL00HHT
IIPOAYKTH Ille He IMO-KpaThK OoT 20% OT 00sIBEHHUS OT IIPOU3BOAUTEAS.

C TexHudyeckoTOo CH TIpensokeHwe Ha ,ProHHRc Papma” EOO e
IpeACTaBUAO U3UCKYEMUTHE OT BB3A0OKUTEAT JOKYMEHTH, KaKTO U IIpeasara
OcTaTbYHUST CPOK Ha TOLHOCT Ha IIPEIAOKEHUTE A€KapCTBEHHU HPOAYKTH IIIEe € He
mo-KpaTbK oT 40% oT 00gBEHUS OT IPOU3BOIUTEAS.

OcTaThYHUAT CPOK Ha NOTHOCT Ha MPEIAOKEHUTE OHONPOAYKTH U/UAK OHMOMOI00HHN
IIPOAYKTH IIIe He MO-KpaThbK OT 20% OT 00SIBEHUSI OT MPOU3BOMUTEAS.

KoMmucugara pgomycka [0 pasraekaaHe IIPEeACTaBEHOTO OT Yy4YacTHHKA IIEHOBO
IpeJAOKEHUE.

C TexnuueckoTo cu InpensoxkeHue Ha ,Papmuer” EA/l e mnpenacraBuao
H3UCKYEMUTHE OT BB3AOKUTEAS JOKYMEHTH, KaKTO U IIpefaara:
OcTaTbYHUST CPOK Ha TOLHOCT Ha IIPEIAOKEHUTE AEKAPCTBEHU IIPOAYKTH IIIe € He
o-KpaTbK OT 40% OT 00SIBEHUS OT MPOU3BOIUTEAS.
OcTaThYHUAT CPOK HA FOJHOCT HA IIPEIAOKEHUTE OHOIIPOAYKTH U /HAM OHOIIOJ0OHU
IIPOAYKTH IIIe He MO-KpaThbK OT 20% OT 00SIBEHUSI OT MPOU3BOMUTEAS.
Komucugara pgomycka [0 pasrAeXOaHe IIPeACcTaBEHOTO OT Yy4YacTHHUKa II€HOBO
IpegAOKEHUE.

Komucusara JOIIyCKa OO0 pPa3rA€XKaaHE IIPEACTaBEHOTO OT Y4YaCTHHKA LIEHOBO
IIPEOAOKEHHUE.

C ueHoBoTO cu IpensoxkeHue ,Aatra Papmacrotukbvac” EOO/ npensara 1eHH
3a JOCTaBKa, KaKTO CAeBA!

Msapk
AHaTOMO- MexayHapoaHO
a
TepalneBTHYE HEIaTEeHTHO Popma Ha 3ab6easEan.uena [Ea.umeHa
/mg
H Koa /ATC- HaHMeHOBaHHeEe IIPHAOKEHHE ’ exKa oe3 IAC c OIC
tabl.
Kon/ /INN/ ’
ml./
Erythropoietin(Epoeti
BO3XA01 napeHTepaaHallU 0,006983 (0,008380
n beta)

C 11eHOBOTO CcHU IipenaoxkeHue ,, I'bproBcka Aura — 'nobasen Anrreuyen LleHTHP”
Al mpenaara I1eHHU 3a JOCTaBKa, KAKTO CAEIBA:



AHaTOMO- MexxayHapoaHO Msapxka
TepaneBTHYEHHEIaTEeHTHO Popma Ha /mg, [3abeaEx.uena Ex.ueHa c
rKoxa, /ATC- HaHMEHOBaHHE npuaoxeHue tabl., |exka poe3 AAC OIOC
ron/ J/INN/ ml./
Erythropoietin(Epoet
BO3XA01 rapeHtTepasHa [[U 0,006980(0,008376
in beta)
C uenoBotro cu npenaoxenue ,Exodapm” EOO/] mnpemsara neHH 3a

[OCTaBKa, KaKTO CAeIBA:

MezxxayHapoaHO Msapxa
AHaTOMO-

HeIaTEeHTHO Popma Ha /mg, 3abea Ea.nuena Exa.umeHa
TepaneBTHYEH

HaHMEHOBaHHEe npuaoxkeHHue tabl., exxka b0e3 AOC |c AOC
kon [ATC-koxn/

/INN/ ml./
LO1AAO1 Cyclophosphamide mapentepasHa mg 0,043933/0,052720

C uenoBoTo cu npenasoxenue ,Codapma Tpenuar® Al mpemaara LeHU 3a

[OCTaBKa, KaKTO CA€IBA:
Msapk
AHaTOMO-
MexxayHapoaHO a
TepaneBT Popma Ha 3a0ea En.uena Exa.uena
HeIIaTEeHTHO /mg,
HYEeH KO IIPHAOKEHHE exka 0e3 IJC ic OOC
HauMeHoBaHue [INN/ tabl.,
/ATC-xon/
ml./
Erythropoietin(Epoetin
BO3XA01 rapeHTepasHa [U 0,006783/0,008140
beta)
BO3XA02 |Darbepoetin alfa HapeHTepasHa mcg 2,390518/2,868622
HO2AB02 |Dexamethasone HapeHTepasHa mg 0,072549/0,087059
Immunoglobulins, 50
JO6BA0O2 normal human, for napenrepasHa mg mg/m|(0,042402(0,050882
intravascular adm. 1

C nenoBoTo cu npensoxenue ,Memerc” OO/l mpemaara IIeHH 3a IOCTaBKA,

KaKTO CAeaABa:




AHaTOMO- MexxayHapoaHO Ms:pxa‘
TepaneBTHYEHHEIaTEeHTHO Popma Ha /mg, BabeaeEx.uena Exa.umena
rKoxa, /ATC- HaHMEHOBaHHE npuaoxkeHue tabl., xka oe3 OOC c 4OC
ron/ J/INN/ ml./
erythropoietin
BO3XA01 rapeHTepasHa [U 0,006983|0,008380
(Epoetin alfa)
BO3XA02 Darbepoetin alfa HapeHTepasHa mcg 2,3883332,866000

C nenoBoTo cu npenasoxkenue ,ProHurc Papma” EOO/] mpenasara lieHU 3a

A0CTaBKa, KaKTO CAEaBAa.

Msp
Ka
AHaTOMO-
MeXaAyHApPOAHO /mg
TepaneBT Popma Ha 3abeaEa.uena Exa.umena
HenaTeHTHO R
HYEH KOA IIPHAOKEHHE exka 0e3 OMC c OOC
HauMmeHoBaHHe [INN/ tabl.
/ATC-xoxn/
?
ml./
Erythropoietin(Epoetin
B0O3XA01 napenTepassa [U 0,006782|0,008138
beta)
HO2AB02 Dexamethasone HapeHTepasHa mg 0,072514/0,087017
Immunoglobulins, S50
JO6BAO2 mnormal human, for rapeHTepasHa mg mg/m|0,042400|0,050880
intravascular adm. 1

C ueHoBoTO cu npensoxkerue ,Papmuer” EA/l npenaara 1ieHU 3a JOCTaBKa,
KaKTO CAeaBa:



AHaTOM
0- Msapk
TepaneBMexaAyHapoOLHO a 3abe Ex.umeHa
Popma Ha En.meHa
THYEH HEIATEHTHO /mg, AexK 0e3
IIPHAOXKEHHE c 040C
KO, HaunMeHoBaHHe /INN/ tabl., a JIC
/ATC- ml./
Koz /
Immunoglobulins, normal 50
JO6BAO2 human, for intravascular mapenrepasHamg |mg/m|0,042400(0,050880
adm. 1

B®3 ocHOBa Ha I'BPPBOHAYAAHO IIPEIAOXKEHHUTE ILEeHH EaekTpoHHaTa
naatdopma Ha [IOIIC3 oTuere caemHUS pen Ha KAACHpPaHe Ha MPEIAOKEHHUITA:

M
0] Mexxpa, ap
6. | AHaT | yHapo Ka
n | omo- | AHO /m
03| Tepa | HenaTte g,
M | NeBT | HTHO | HauuH | ta Ep ueHa | EpueHa
L | M4eH | Haume Ha | bl Heobx 3a 3a
M | Kog | HOBaH |npuno | , | 3abe | ogum eAuHUMUA | eaMHMLA
a | /ATC- ue *eHun | ml | nexxk | 6poi MApPKa MApPKa C
Ne| koa/ | /INN/ e J a MAPKU YyacTHUuUm 6e3 AAC aac
erythro
poietin
BO3X | (Epoetin | napeHT 935000
1|A01 |alfa) epasnHa | IU 00 1."MEZEKC" 004, |0,006983 |0,008380




1."®bOHUKC
PAPMA" EOOL
2."COPAPMA
TPENMONHIM AL,
3."TbPTOBCKA
NINTA - TNOBAJNEH
ANTEYEH LEHTBP"
Erythro AL 0,006782 |0,008138
poietin( 4."ANTA 0,006783 |0,008140
BO3X |Epoetin |napeHT PAPMACKOTUKB/IC |0,006980 |0,008376
1/A01 beta) epanHa | IU 600000 |" EOOL 0,006983 |0,008380
Darbep 1."MEAEKC" 00
BO3X |oetin napeHT | mc 2."CO®APMA 2,388333 |2,866000
1|A02 alfa epanHa | g 3200 TPENMONHIM AL, 2,390518 |2,868622
1."®bOHUKC
PAPMA" EOOL
HO2A | Dexame | napeHT 2."COPAPMA 0,072514 |0,087017
1|B02 thasone | epanHa | mg 112000 |TPEMAOMHI" AL, 0,072549 |0,087059
Immuno
globulin
S,
normal
human, 1."®bOHUKC
for ®APMA" EOO/,
intravas 50 1.®apmHeT EAL 0,042400 |0,050880
JO6BA | cular napeHT mg/m | 120000 |2."CODAPMA 0,042400 |0,050880
102 adm. epanHa |mg || 0 TPEMOUHI AL, 0,042402 |0,050882
Cycloph
LO1AA | ospham | napeHT 1."EKODAPM"
1|01 ide epanHa | mg 50000 EOO/ 0,043933 |0,052720

Komucusara npu pelleHHe Ha YYaCTHHIUTE [Aa ObAAT U3IPATEHH
IIOKaHU 3a y4dacThe B EAEKTPOHEH THPTr, KolTo Iie ce mpoBene or 16.09.2020r.,
12:004. mo 17.09.2020r., 12:004. ype3 EaekTponHaTa naardgopma Ha LIOIICS.

B13 ocHOBa Ha IIPOBEAEHUS €AEKTPOHEH THPT IlAaTdopMaTa reHepHupa
CAETHOTO KAAQCHUpaHE Ha YYaCTHUIIUTE:




06.
nos
num

AHaTOM
o-
Tepanes
TUYEH
Kop,
/ATC-
koa/

MexayHap
OAHO
HEenaTeHTHOo
HaumeHoBa
Hue /INN/

HauuH
Ha
npuno
KeHune

pKa

3abe
NexkK

Heobxopg,
um bpon
MAPKU

KnacupaH
e Ha
YyacTtHuy,
7]

Ep ueHa
3a
eanHuL,
a MApKa

6e3 AAC

Ep ueHa
3a
eamMHMLA
MApPKa ¢

AAc

BO3XA01

erythropoieti
n (Epoetin
alfa)

napeHTe
panHa

u

93500000

1."MEOEKC
n Ooﬂ

0,006980

0,008375

BO3XA01

Erythropoieti
n(Epoetin
beta)

napeHTe
panHa

u

600000

1."®bOHU
KC
OAPMA"
E00/,
2."CODAP
MA
TPENANHI
"AL
3."ANITA
®APMACHO
TUKBAC"
EOOA
4."TbPTOB
CKA NIUTA -
FNOBANEH
ANTEYEH
LEHTBLP"

AL

0,006765
0,006780
0,006879
0,006980

0,008118
0,008136
0,008255
0,008376

BO3XA02

Darbepoetin
alfa

napeHTe
panHa

mcg

3200

1."CO®AP
MA
TPENANHT
"AL
2."MEAEKC
"00[

2,388128
2,388333

2,865754
2,866000

HO02AB02

Dexamethas
one

napeHTe
panHa

mg

112000

1."®bOHU
KC
DAPMA"
EOOA
2."CODAP
MA
TPENANHI

"AL

0,072333
0,072513

0,086799
0,087015




1."®bOHMU
KC
®APMA"
EOCO/L
1.®apmHeTt
Immunoglob EALL
ulins, normal 2."CODAP
human, for 50 MA 0,042400 |0,050880
intravascular | napeHTe mg/m TPEMAMHI | 0,042400 | 0,050880
1|J06BA02 |adm. panHa |[mg || 1200000 |"ALO 0,042402 |0,050882
Cyclophosph | napeHte 1."EKODAP
1| LO1AAO1 | amide panHa |mg 50000 M" EOOJ, |0,043933 |0,052720

I[Tpm wu3BBEpPIIEHA IIPOBEpPKa Oelle yCTAaHOBEHO, dYe II0 OTHOIIEHHWE Ha
IpPeaAOKEHUATA HE € HaAuIe XUuroTe3ara Ha 9a. 72 ot 30I1.

[IpenBun dpakTa, 1o oTHOomIeHe Ha Immunoglobulins, normal human, for
intravascular adm. B cay4aa e Haauile xuriore3ara Ha 4a. 58, aa.l ot I[ITI30II, kaTo
He € HaAWIle BB3MOXKHOCT 3a OIIpefleAsHe peaa Ha KaacupaHe II0 peaa Ha
YYACTHUIIUTE MPU YCAOBULATA HAa aA.2 OT TOPHHUSA 3aKOHOB ChCTaB, KOMUCHATA HPHUE
penrenre Ha 25.09.2020 ot 11:004. pa Obae IpPoOBeAeH ITyOAWYEH XKpeOuii, 3a
IIEAUTE Ha KOWTO ma Opaar IIOKaHEHU u "droHuxkc Papma’ EOO
u ,Papmuer” EA/l , KakTo U 3a 1eATa ga 0pae IMyOAMKYyBaHO ChoOIeHue B ,IIpodua
Ha KyllyBada“, He 1o — KbCHO oT 18.09.2020r.

Ha ompeneaeHuTe 3a ILieaATa gaTa M YaCc KOMHCHUSATA IIPOBede ITyOAWYEH
XKpebuii mMexxay 3a M300p Ha H3IIBAHUTEA MEKAY MOpemsoKeHusaTa Ha "dBOHUKC
dapma" EOO/ u ,Papmuer” EA/L.

Ha 3acemannero Ha KOMHCHATA HE IIPUCHCTBAaxa IIPEACTABHUTEAN Ha
YYaCTHHUIIUTE B XKpeOus.

AucToBe C IIpeaBapUTEAHO MU3MIHCAHNM HaAWUMEHOBAHUS Ha Y4YaCTHUIIUTE
"dponukc Papma" EOO u ,Papmuer” EA/l O6sxa moamucaHu OT IpeaceaaTeAs Ha
KOMHCHSTA, CAel KOeTO 0OsXa IIOCTaBeHH B 0eAM Hempo3padyHH B HeoOO3HadYeHU
IIAMKOBe M 0Osixa 3amnedaTaHU. [lamkoBeTe 0sgxa IIOCTaBEHH OT IIpefcemaTeAs Ha
KOMHCHSTA B HEIIpOo3padHa KyTHs, CAe[ KOeTo 0sxa pa3ObpKaHU OT CHILHS.

Caen wu3BBpPLIBAaHE Ha TOPEOIIHCAHUTE MOeUCTBUd, I[IpencenaTeAdT Ha
KOMHCHUSTA U3TETAU €QUH OT IIAMKOBETE, OTBOPH I'0 U OIOBECTH HAWUMEHOBAHHETO
Ha yYaCTHHUKA, KOUTO MedeAr MyOAndHUd Kpebuit - "drornkc Papma”" EOO/] .

Ba ymocroBepsBaHe KOPEKTHOCTTA Ha Xpebua 1mpencemaTeAadT Ha
KOMHCHUSTA OTBOPHU U APYTrHd IIAWK, KaTO II0OKa3a Ha YAE€HOBETe Ha KOMUCHATA U
IIPUCHCTBAIINTE IPEACTAaBUTEAN Ha YYaCTHUIIUTE HETOBOTO ChABbPKaHUE.

B crpoTBETCTBHE C pe3yATaTHUTE OT IIPOBENEHHUd IIyOAMYeH XKpebOuili 3a
oIpeneAdgHe Ha AoCTaBYMK Ha Immunoglobulins, normal human, for intravascular
adm., KoMHucHATa KAacupa IPEIAOKEHUSITA B CAETHUS Pem:

1."dronukc Papma" EOO/;

2. ,Papmuer” EALL

Komucudara ycTaHOBH, dYe MPENAOKEHHTE OT YYacTHUIIMTE ILIEHHW ca B
pamkuTe Ha HeHute onpenesacHHu cC Ilpuaoxxenne No2 kwpMm IIAC, HO mo percrBammd
noroBop ¢ ,Menerc” OO/ ot 24.09.2019r. cbc cpok Ha nericTBue m0 24.09.2021r. 3a
nocraBka Ha Eythropoietin (Epoetin alfa) nenara e 6,98 3a A4/ c Bra. AC, a
IIpeAOKeHaTa OT y4acTHHKa B Hacrogmiara mnpouexaypa e 8,37967 aB. 3a A/ c
BKA. /1. Haaune ucwIiaTa XUIoTe3a MU II0 OTHOIIEHHE Ha IIPEIAOKEHHETO Ha
sCopapma Tpetimuur” Al 3a Darbepoetin alfa, 3a Ko#iTo B Tasm mnpoueaypa e
npensoxkKeHa IeHa B pasMep Ha 12,9088 aB. 3a I/ ¢ Bka. [/IC, a meHaTa Ha KOSITO
YYaCTHUKBT H3BBPIIBA [0CTaBKa Ha AEKapacTBOTO II0 JOTOBOP CBC CPOK Ha
nevicreue g0 24.09.2021r. e B pasmep Ha 12,26 aB. 3a A1 c Bra. JIC.
[IpenaozkeHaTa OT BTOPHAT KpacHUpaH IO HOMEHKAATypHaTa €QUHHIN YIaCTHHUK



eHa — ,Menexkc” EOO/] cbu1o HaaBUIllaBa Ta3H, Ha KOSTO CE JOCTaBs A€KapCTBOTO
KBbM HACTOSIIIUS MOMEHT.

C oraen Ha TOPHOTO M HA ocHOBaHUe 4A.7, aa.3 oT IlocranoBaeHme No 146
Ha MC ot 9.06.2015 r. 3a cp3gaBaHe Ha lleHTpaseH opraH 3a MHOKYIKU B CEKTOP

"3apaBeoriazBaHe’,

KOMHCHATA

IIpeKparsaBa

poleaypara

I10

BBTpPEINIeH

KOHKYpPEHTEH n300p, IpoBelicHa Bb3 OCHOBa Ha PamMkoBo criopazdymenue Ne P/I-11-
270 ot 22.06.2020 r., B yactra Ha Eythropoietin (Epoetin alfa) u Darbepoetin alfa.

C oraen Ha rOpHOTO KOMUCHATA IIpefasara Ha HU3IIBAHHTEAHUI TUPEKTOP
Ha ,YMBAA Byprac” Al ga CKAIOYH [JOTOBOPM 3a MOOCTaBKa Ha AEKapCTBEHU

IIPOAYKTHU IIO PamkoBo CIIOpa3yME€HHE No

PO-11-270 ot 22.06.2020

r. ¢C

VYaCTHHIIUTE KAACHPAHH Ha II'BbPBO MSICTO II0 CBOTBETHHTE HOMEHKAATYPHU
€IUHUIN CBbrAACHO JaHHH OT IIeHTpaAu3upaHaTa naargopma, a HMEHHO:

AHaTOM
0-
Tepanes
TUYEH
Kop,

f J/ATC-
koa/

MexayHap
OAHO
HEenaTeHTHOo
HaumeHoBa
Hue /INN/

HauuH
Ha
npuno
KeHune

Msa
pKa

3abe
NexkK

Heobxop,
um bpon
MAPKU

KnacupaH
e Ha
YyacTtHuy,
7]

Ep ueHa
3a
eanHuL,
a MApKa

6e3 AAC

Ep ueHa
3a
eamHMLA
MApPKa ¢

AAc

1| B03XA01

Erythropoieti
n(Epoetin
beta)

napeHTe
panHa

u

600000

1."®bOHU
KC
DAPMA"
E00/,
2."CODAP
MA
TPENANHT
"AL
3."ANITA
®APMACIHO
TUKBAC"
EOOA
4."TbPTOB
CKA NIUTA -
FMOBANEH
ANTEYEH
LEHTBLP"

AL

0,006765
0,006780
0,006879
0,006980

0,008118
0,008136
0,008255
0,008376

1| HO2AB02

Dexamethas
one

napeHTe
panHa

mg

112000

1."®bOHU
KC
DAPMA"
E00/,
2."CODAP
MA
TPENANHI

"AL

0,072333
0,072513

0,086799
0,087015




1."®bOHMU

KC
®APMA"
EOCO/L
2.®apmHer
Immunoglob EALL
ulins, normal 3."CODAP
human, for 50 MA 0,042400 |0,050880
intravascular | napeHTe mg/m TPEMAMHI | 0,042400 | 0,050880
1|J06BA02 |adm. panHa |[mg || 1200000 |"ALO 0,042402 |0,050882
Cyclophosph | napeHte 1."EKODAP
1| LO1AAO1 | amide panHa |mg 50000 M" EOOJ, |0,043933 |0,052720

IIpeaBua ropHOTO, KOMHCHATA IIe IpeacTaBU Ha OCHOBaHUE d4YA.106, aa.l ot
30I1 3a yTBBpKAaBaHE OT BB3AOKHUTEAS JOKAA 3a U3BBbpIIeHaTa pabora.
[IpencemaTeadaT Ha KOMHUCHSITA 3aKPH 3aCE€JaHUETO HAa KOMHCHATA.

Upena I[lerkoBa [II/

A. BruBapoBa /I1/

C. MurtpesB /I1/

ITloanmucHTEe cCa 3aAHYEHH Ha OCHOBaHHE 4A.37 3O0Il BBB BpB3Ka
PETAAMEHT (EC) 2016/679 HA EBPOIIEMCKHSI IIAPAAMEHT H HA

CBBETA




“VHHUBEPCHTETCKA MHOTOTIPOPHJIHA BOJTHHIIA 3A AKTHBHO
JAEYHEHHE-BYPTAC"A /1
rp.Byprac, m.k. Booo, Oyn." Credran CramGonos”No73, e-mail: dirmbal@abv.bg
Tem.: *7oyo danc: +359(56)810 502

o

s B

OO KAAO

Huec, 29.092020r. B rp. Byprac, BBB BpB3Ka CbC CKAIOYEHO PaMKOBO
ciopazyMeHue Ne P/1-11-270 ot 22.06.2020 r. MexXnay THProBLUH W MHUHHCTBPa Ha
3/IpaBeorna3BaHETO B KadyecTBOTO My Ha lleHTpaaeH opraH 3a IIOKYIIKM B CEKTOP
"3npaBeonasBaHe” U IIpoBeXkKJaHe Ha BBTPENIeH KOHKYPEHTEH N300p 3a JOCTaBYUIIU
Ha A€KapcTBa IIO [OTOBOpP, C HpPEeaMET: ,3aKynmyBaHe Ha IIPOTHBOTYMOPHH
A€KapCTBEHH IPOAYKTH 3a HyXauTe Ha ,,YMBAA Byprac” AJl, B3 OCHOBa Ha
ckarodyeHo PamkoBo cnopasymenune Ne PI-11-270 ot 22.06.2020 r.”, koMHcHUs
orpeneaeHa cbc 3amoBen Ne VI — P — 497/27.08.2020r. Ha H3m. aupekTop Ha
~YMBAA — Byprac” Al, B ceCcTaB:

ITpencenmarea: Upena [leTkoBa — rA. IOpUCKOHCYAT Ha ,YMBAA — Byprac” AL
Yaenose: 1. Auu BruBapoBa — ra. cueroBogutea Ha ,YMBAA Byprac”
AL,
2. CranucaaB MutpeB - nom. ® — T B OOAHHYHA anTeka Ha
~YMBAA Byprac” A/,
IIpOBee 3acefaHue, Ha KOeTO 0gxa pas3rAefaHu BHECEHUTE IIPEeOAOKEHUS 3a
ydacTHe B TopHaTa Ipoleaypa.

B HavaaHmag yac Ha IIpoOBeXIAaHETO Ha 3acefaHHeTo Ha KOMHCHATa OT
nHopMaIMdaTa 3a HofaaeHuTe npeasoxkenud B https://cop.mh.government.bg, mno
KpatiHUsI CPOK 3a IpPHEMaHe Ha IPeNAOKEeHHUd ca IIodaJeHU 7 TaKUuBa OT CAETHUTE
Y4aCTHHULIY:

Ne
1o dupma [ata 1 4ac Ha IIPEeJAOKEHUETO
pen

SAara dapmacrotTurbac” EOO/, rp.
1. Codusg, 11.x.1618, 6ya. ,Brarapusa” 11.08.2020 r.; 12:04:174.
118, 6usnec neHTHpP Abakyc, er. 2

»I'bproBcka Awura - 'aobaseH ArrreyeH
Henrsp”’Al, EUK 030276307,
2. CEJaAUIIE U aapec Ha yIIpaBACHHUE: 11.08.2020 r.; 15:04:384.
rp. Codus, m.x.1172, 6ya.
,L-M. JumutpoB” Ne 1

ysExodpapm” EOO/, EMK 130390055,

3 CeaAHIIle U aapec Ha yIIpaBA€HHE:!

) rp. Codusg, ya. "Aranac [AykoB" 29,
"Peiitnboy maasza', er.3

11.08.2020 r.; 15:43:074.

»Codapma Tpetinunr” A/l rp. Codus
1756, ya. ,,Apae3zap CranueB” No 5,
Codapma Busnec Tayspc, crpana A,
er. 12

17.08.2020 r.; 10:22:284.




SMenekc” OO/l, c. CBeToBpaueHe,

o6aact Coduga (croauiia), obmHa

CroanyHa, .K. 1252, ya. "HaBoap
BoiiBoma" No 48

19.08.2020 r.; 10:49:064.

»PbroHUKC Papma” EAJ] rp.Codus,

yA. ,OKonoBpBCTEH BT No199a 24.08.2020 r.; 10.22:084.

~Papmuer” EAl, rp. Bapua, pation
Maamoct,’k.K."Maamoct " ,0yA.
7. "Perrybanka'- crpana Ha 25.08.2020 r.; 12:04:354.
MenuiinHCKHU
neHTEp " Maamoct BapuHa

[Ipu pasraexxgaHe Ha mpeactaBeHuUTe oT ydacHuiutTe EE/IOIT - u Oeirre
YCTAQHOBEHO, Y€ CBIIUTE OTTOBapdAT Ha BCHUYKU KBAaAU(MUKAIIMOHHH H3UCKBaHUSI
cwraacHo 30II u ot Te3u onpeneaeHU oT M3 - BB3AOXKHUTEA.

C TexHHUYECKOTO CH IIpefsOKeHHe Ha ,Aara dPapmaciotrukes” EOO e
IIPELCTaBUAO U3UCKYEMUTHE OT BB3A0OKUTEAS NOKYMEHTH, KaKTO U IIpeasara
OcTaThpyHUAT CPOK Ha M'OTHOCT Ha IIPEIAOKEHUTE AEKApPCTBEHU IIPOAYKTH IIE € He
o-KpatbK oT 40% OT 00sIBEHUSI OT IIPOU3BOAUTEAS.

OcTaThpYHUAT CPOK HA N'OJHOCT HA MPEIAOKEHUTE OHONPOAYKTHU U/UAK OHMOIIOZ00HHT
ITPOAYKTH Ille He IMO-KpaThK OoT 20% OT 00SIBEHHUS OT IIPOU3BOAUTEAS.

Komucusara momycka OO pasraeXkaaHe IIPEeACTaBeHOTO OT YYacTHHKa IIEHOBO
IIPEeIAOKEHHE.

C TexHUYECKOTO CHU IIpenAoKeHHue Ha , I'bproBcka Aura — ['anobaseH AnrredeH
Hentsp” Al € IpeacTaBHAO HU3UCKYEMHTHE OT BB3AOKUTEAS NOKYMEHTH, KaKTO U
rpenaara
OcTaThpYHUAT CPOK Ha I'OTHOCT Ha IIPEIAOKEHUTE AEKAPCTBEHU IMPOAYKTH ILIE € He
1o-KpaTbK oT 40% OT 00sIBEHUSI OT IIPOU3BOAUTEAS.

OcTaThYHUAT CPOK Ha N'OHOCT Ha MPEIAOKEHUTE OHONPOAYKTHU U/HUAM OMOIIOL00HHT
ITPOAYKTH Ille He IMO-KpaThK OoT 20% OT 00SIBEHHUS OT IIPOU3BOAUTEAS.

Komucusara momycka MO0 pasraexkaaHe IIPeACTaBeHOTO OT YYacTHHKa IIEHOBO
IIPEeIAOKEHHE.

C TexHm4eckKOTO CH IIpemaoxKeHHe Ha ,Erodapm” EOO/ e mpeacTaBHAO
U3UCKYEMHUTHE OT BB3AOXKUTEAS JOKYMEHTH, KAaKTO U IIpeaaara
OcTaThpYHUAT CPOK Ha I'OTHOCT Ha IIPEIAOKEHUTE AEKApPCTBEHU IIPOAYKTH ILIE € He
1o-KpaTbK oT 40% OT 00sIBEHUSI OT IIPOU3BOAUTEAS.
OcTaThyHUAT CPOK HA FOJHOCT HA IIPEIAOKEHUTE OHOIIPOAYKTH U /HUAM OHOIIOJ00OHHU
ITPOAYKTH Ille He IMO-KpaThK OoT 20% OT 00sIBEHHUS OT IIPOU3BOAUTEAS.
Komucusara momycka MO0 pasTA€XkaaHe IIPEACTaBEHOTO OT YYacTHHKA ILIEHOBO
IIPEeIAOKEHHE.

C Texuuyeckoro cu 1pensoxenue Ha ,Codapma Tpenuar® Al e
IIPEACTAaBHUAO U3UCKYEMUTHE OT BB3A0OKUTEAd NOKYMEHTH, KaKTO U IIpeaasara:
OcTaTpYHHUAT CPOK Ha F'OHOCT Ha IIPEIAOKEHUTE ACKAPCTBEHU IIPOAYKTH IIE € He
1o-KpaTbK oT 40% OT 00sIBEHUSI OT IIPOU3BOAUTEAS.

OcTaThYHUAT CPOK HA FOJHOCT HA IIPEIAOKEHUTE OHOIIPOAYKTH U /HUAM OHOIIO00OHU
IIPOAYKTH IIIe He MO-KpaThbK OT 20% OT 00SIBEHUST OT ITPOU3BOIUTEAS.

Komucusara pomycka [O0 pasraeXAaHe IIPeACTaBEeHOTO OT YYacTHHKA
LIEHOBO ITPEIAOKEHHUE.

C TexuuyeckoTo cu mnpeasoxkenue Ha ,Memerkc” OO e mnpeacTraBUAO
M3UCKYEMUTUE OT BB3AOKUTEAS JOKYMEHTH, KaKTO U IIpeasara:



OcTaThpYHUAT CPOK Ha I'OTHOCT Ha IIPEIAOKEHUTE AEKAPCTBEHU IIPOAYKTHU IIIE € He
o-KpaTbK OT 40% OT 00SIBEHUS OT MPOU3BOIUTEAS.

OcTaThpYHUAT CPOK Ha N'OHOCT HA MPEIAOKEHUTE OHONPOAYKTHU U/UAK OMOIIOZ00HHT
IIPOAYKTH IIIe He MO-KpaThbK OT 20% OT 00SIBEHUSI OT MPOU3BOMUTEAS.

C TexHuyeckoTo CH TnpeasoxkeHwe Ha ,ProHHKC Papma” EOO e
IpeACTaBUAO U3UCKYEMUTHE OT BB3AOKUTEAT JOKYMEHTH, KaKTO U IIpeasara
OcTaTbYHUST CPOK Ha TOLHOCT Ha IIPEIAOKEHUTE AEKAPCTBEHU IIPOAYKTH IIe € He
mo-KpatbK oT 40% oT 00gBEHUS OT IPOU3BOIUTEAS.

OcTaThYHUAT CPOK Ha NOTHOCT Ha MPEIAOKEHNUTE OHONPOAYKTH U/UAK OHMOMOI00HHN
IIPOAYKTH IIIe He MO-KpaThbK OT 20% OT 00SIBEHUSI OT MPOU3BOMUTEAS.

KoMmucusara pomycka [0 pasraekiaHe IIPEeACTaBEHOTO OT YydYacTHUKA
IIEHOBO ITPEIAOKEHUE.

C TexnuueckoTo cu InpensoxkeHue Ha ,Papmuer” EA/l e mnpencraBuao
H3UCKYEMUTHE OT BB3AOKUTEAS JOKYMEHTH, KaKTO U IIpefaara:
OcTaTbYHUST CPOK Ha TOLHOCT Ha IIPEIAOKEHUTE AEKAPCTBEHU IIPOAYKTH IIe € He
o-KpaTbK OT 40% OT 00SIBEHUS OT IIPOU3BOIUTEAS.
OcTaThyHUAT CPOK HA FOJHOCT HA IIPEIAOKEHUTE OHOIIPOAYKTH M /HUAM OHOIIoqo0HHT
IIPOAYKTH IIIe He MO-KpaThbK OT 20% OT 00SIBEHUSI OT MPOU3BOAUTEAS.
Komucugara pgomycka [0 pasrAeXaaHe IIPeACcTaBEHOTO OT YydYacTHHKa II€HOBO
IpegAOKEHUE.

Komucugara [gormycka [o pasTAekiaHe IIPEeACTaBeHOTO OT YYacTHHKA

II€HOBO ITPEIAOXKEHUE.

B13 ocHOBa Ha IIpeACTaBEHUTE OT YIACTHUIIUTE IIEHOBHU IIPEIAOKEHUS Upes3
EarexkTporHara maardopma Ha LOIIC3 u npoBeaeHHS €AEKTPOHEH THPr, KAaKTO U
IIPOBEEH KPeOHH 10 OTHOILEHWE OIpeAeAdHe AocTaBumka Ha Immunoglobulins,
normal human, for intravascular adm., Gellre onpeaeAeH CAETHUS PEM HA KAACHPAHE
Ha [IPEeJAOKEHHUSITA:

Mas
AHaTom pKa
o- /m
06. | Tepanes | MexayHap g KnacupaH | Ep ueHa | Eg ueHa
nos | TUueH oAHO HauuH | tabl e 3a 3a
MUM| KoA | HenaTeHTHO Ha ., | 3abe | Heobxopg, Ha eAuHUL, | eguHMLa
A /ATC- | HaumeHoBa | Npuao | ml. | nexK | um 6poii | YuacTHUL, | @ MAPKa | MApPKa C
Ne | koa/ Hue /INN/ | »keHune | / a MAPKU ] 6e3AC| AAC
1."®bOHU
KC
DAPMA"
EOO/
2."CODAP
MA
TPEMONHT
"AL
3."ANTA
GAPMACHO
TUKBNC"
EOO[
4."TbProB
CKA IUTA -
FMOBAJIEH | 0,006765 |0,008118
Erythropoieti AMNTEYEH 0,006780 |0,008136
n(Epoetin napeHTe LUEHTBHP" 0,006879 | 0,008255
1| B0O3XA01 | beta) panHa U 600000 AL 0,006980 |0,008376




1."®bOHMU
KC
SAPMA"
EOO/L
2."COPAP
MA
Dexamethas | napeHTte TPEMAMHI |0,072333 | 0,086799
1| HO2ABO2 | one panHa |mg 112000 "AL 0,072513 |0,087015
1."®bOHMU
KC
SAPMA"
EOOL
1.®apmHeTt
Immunoglob EAL
ulins, normal 2."CODAP
human, for 50 MA 0,042400 |0,050880
intravascular | napeHTe mg/m TPEMANHI | 0,042400 | 0,050880
1|JO6BA02 |adm. panHa |[mg || 1200000 |" A4 0,042402 |0,050882
Cyclophosph | napeHTte 1."EKODAP
1| LO1AAO01 | amide panHa |mg 50000 M" EOOA4 |0,043933 |0,052720

B croOoTBETCTBHE C pe3yATaTHUTE OT IIPOBENEeHHUs IIyOAMYeH XpebOuili 3a
onpeneadgHe Ha AocTaBYHK Ha Immunoglobulins, normal human, for intravascular
adm., KOMHCHATa KAaCHpa IIPEIAOKEHUSITA B CACIHUS PEL:

1."®rouukc ®apma" EOO/;

2. ,Papmuetr” EALL

Komucugra ycTaHOBH, 4Ye IIPENAOKEHHTE OT YYacCTHHIUTE IIEHHM ca B
pamkute Ha LeHuTe onpeneacHU c [Ipuaoxkenue No2 kwuMm I[IAC, HO mo medicTBammda
noroBop ¢ ,Menekc“ OO/ ot 24.09.2019r. cbc cpok Ha getictBue no 24.09.2021r. 3a
nocraBka Ha Eythropoietin (Epoetin alfa) nenara e 6,98 3a A c¢ Bra. AC, a
IIpeAOKeHaTa OT ydacTHHKa B Hacrodmiara mnpouexaypa e 8,37967 aB. 3a A/ c
BkA. /1. Haaune ucellaTa XWUIIOT€3a M IO OTHOIIEHHE Ha IIPEIAOKEHHETO Ha
sCoapma Tpetimuur” Al 3a Darbepoetin alfa, 3a ko#iTo B Tasu mnpouemypa e
IpenasoxXKeHa IieHa B pasMmep Ha 12,9088 aB. 3a I/ ¢ Bra. [/IC, a neHaTa Ha KOSTO
Y4aCTHHKBT H3BBpPIIBA [A0CTaBKa Ha AEKaApacTBOTO II0 JOTOBOP CBC CPOK Ha
nericreue g0 24.09.2021r. e B pasmep Ha 12,26 aB. 3a A1 c Bra. JIC.
[IpenaoxkeHaTa OT BTOPHAT KpacHpaH II0 HOMEHKAQTypHaTa €AWHHUIH yYacTHHK
eHa — ,Menexkc” EOO/] cpu1o HaaBUIllaBa Ta3u, Ha KOSTO CE AOCTaBs A€KapCTBOTO
K'BM HACTOLIIMSI MOMEHT.

C oraen Ha TOPHOTO M HA ocHOBaHUe 4A.7, aa.3 oT I[locranoBaeHme No 146

Ha MC ot 9.06.2015 r. 3a cp3gaBaHe Ha lleHTpaseH opraH 3a MHOKYIKU B CEKTOP
"3apaBeornazBaHe"”, KOMHCHATA IIpeKpaTdBa IIpolieaypaTa I[I0  BBTPEIIEH
KOHKYpPEHTEH HM300p, IpoBelicHa Bb3 OCHOBa Ha PamMkoBo criopazdymenue Ne P/I-11-
270 ot 22.06.2020 r., B yactra Ha Eythropoietin (Epoetin alfa) u Darbepoetin alfa.

[IpenBua M3A0KEHOTO, OeIlle OIpeneAeH CAEOHUS pel Ha KAacHpaHe Ha
IPEOAOKEHUATA!

Mas
AHaTOM pKa
o- /m
06. | Tepanes | MexayHap g Ep ueHa | EA yeHa
no3 | TUueH oAHO HauuH | tabl Knacupan 3a 3a
nuum KOA, | HenaTeHTHO Ha ., | 3abe | Heobxog, e Ha eAuHUL, | eAUHULA
a /ATC- | HaumeHoBa | npuno | ml. | nexkK | um 6poii | YuacTHUL, | @a MApPKa | MApPKa C
Ne | koa/ | Hue /INN/ | keHune | / a MAPKU 7 6es AAC| AA4C




1| BO3XA01

Erythropoieti
n(Epoetin
beta)

napeHTe
panHa

u

600000

1."®bOHU
KC
GAPMA"
EOO/,
2."CODAP
MA
TPENANHT
" AL
3."ANTA
®APMACHO
TUKBAC"
E0O/,
4."TbProB
CKA JIUTA -
rNOBAJEH
ANTEYEH
LEHTBP"

AL

0,006765
0,006780
0,006879
0,006980

0,008118
0,008136
0,008255
0,008376

1| HO2AB02

Dexamethas
one

napeHTe
panHa

mg

112000

1."®bOHU
KC
OAPMA"
E0O/,
2."CO®AP
MA
TPEMOUHT

IIA'D|

0,072333
0,072513

0,086799
0,087015

1|JO6BA02

Immunoglob
ulins, normal
human, for
intravascular
adm.

napeHTe
panHa

mg

50
mg/m

1200000

1."®bOHU
KC
DAPMA"
EOOA
2.®apmHer
EAL
3."CODAP
MA
TPENANHI

"AL

0,042400
0,042400
0,042402

0,050880
0,050880
0,050882

1|LO1AAO1

Cyclophosph
amide

napeHTe
panHa

mg

50000

1."EKODAP
M" EOO/,

0,043933

0,052720

C oraen Ha TOPHOTO KOMHCHATA IIpefsara Ha HU3IIbAHUTEAHUS OUPEKTOP
Ha ,YMBAA Byprac” Al ga CKAIOYH [JOTOBOPH 3a [OOCTaBKa Ha AEKapCTBEHU

npoaykKTu 1o PamkoBo crnopasymenue No

PI-11-270 ot 22.06.2020

r. cC

VYaCTHHIIUTE KAAQCHPAHH Ha II'BPBO MSICTO II0 CBOTBETHHUTE HOMEHKAATYPHHU
€IUHUIU CBbrAACHO JaHHHU OT ILIeHTPaAU3upaHaTa naardgopma.

Komucusra npukarodn cBosta pabdora Ha 29.09.2020r.

Upena IlerkoBa [II/

A. BpuBaposa /I1/

C. MurtpesB /I1/




IlonnucHTe ca 3aAHYeHH Ha oOcCHoBaHHe 4A.37 30Il BBB BpB3Ka
PETAAMEHT (EC) 2016/679 HA EBPOIIEMCKHSI IIAPAAMEHT H HA
CBBETA

Hacrogmuar nokaaz BEOHO C LigAaTa OOKYMEHTAllUMd II0 IpOBEXIAaHE Ha
mporeaypara 0Osixa npemazeHu Ha W3m. gupekrop Ha ,YMBAA - Byprac” Al Ha
30.09.2020r.

H3II. THPEKTOP HA /II/
30.09.2020r. “YMBAA - BYPT'AC” ALl: .
/0 - P. B. MUPASYHHCKH/

IlonnucHTe ca 3aAHYeHH Ha oOCHoBaHHe 4A.37 30Il BBB BpB3Ka
PETAAMEHT (EC) 2016/679 HA EBPOIIEMCKHSI IIAPAAMEHT H HA
CBBETA



