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DPOTOKOA 
.llHec, 21.06.2017r. B rp. Byprac, B H3Il'M.HeHHe Pemenae NQ VI - P - 

257 /25.05.2016r. Ha M3n'bAHHTeAHIDI .lJ.HPCKTop Ha ,,MBM - Byprac" All., B'bB 
apssxa c npoaeacztanero Ha OTKpHTa nponezrypa aa H36op Ha H3Il'M.HHTe11. no 
zroroaop, c rrpeznaer: ,,.r(OCTaBKa Ba .a.exapCTBeBB npo.a;yKTB aa B�BTe Ba 
nMBAA - Byprac" AJJ., rp. Byprac DO o6oco6eBB D03BII.JIB, DOCO'leBB B 
KOBKypCBaTa .zlOxyMeBTallBSI", KOMHCHSI orrpeztexeaa C'bC 3anoBe.n; NQ VI - P - 
392/09.09.2016 rozt, Ha Ih,AHOMOID;HHKa Ha ,,MBM- Byprac" All., B C'bCTaB: 

Ilpenceztarex: .n; - p CBeT11.03ap Feopraea - 3aM. zrapexrop Ha ,,YMBM - 
Byprac" All.; 

q,...eHOBe: 1. Mar. cp - T MapIDI MBaHOBa - HaqaAHHK 60AHWIHa 8IlTeKa 
npa ,,YMBM - Byprac" All.; 

2. Hpeaa TieTKOBa - r.11.. 10pHCKOHcy11.T Ba ,,YMBM - Byprac" 
All., 
H3B'bpillH pasraezanaae Ha npencraseaare OT yqaCTHHUHTe Ha OCHOBaHHe q.(\., 104' 
M.5 OT 30TI H q.(\., 54, M.13 OT TITI30TI )J;Oil'bAHHTeAHH )J;OKa3aTe11.CTBa, CB'bp3aHH c 
JJ:a.HHH OT npe,n;CTaBCHHTe TeXHHqeCK.H npe.n;AO:>KeHIDI. 

C.11.e.n; pasraessnaae Ha IlOCT'.bilH.11.HTe B cpox, JJ:Oil'fu\HHTeAHO H3HCKaHH 
JJ:OK}'MeHTH H pa3SICHeHIDI, KOMHCIDITa KOHCTaTlipa c.11.e.n;HoTO: 

0THOCHO ofiocofieaa Il03Hll.IDI N2 85, HOMeHKAaTypHa eznraana NQ 6 - Vfend 
tabl. 50 mg x 10 Ha PFIZER HOSPITAL H ofiocofiena no3HIUUI NQ 88, 
HOMeHKAaTypHa e,n;HHHU.a NQ 6 - Meronem fl. 500 g Ha ASTRA ZENECA, ,,<PbOHHKC 
<PapMa" EOO)l npeneraaa H3Ba.n;Ka OT TipHAo:>KeHHe NQ 4 Ha Il!\C axryasno K'bM 
02.05.2017 r., OT KOeTo e BH.n;HO, qe H )J;BaTa 11.eKapCTBeHH npozryrera ca 3all.ffqCHH OT 

TipH.11.0:>KeHHeTO, IUIMaT peI'HCTpHpaHH U.CHH H pecneKTHBHO He MoraT na ce 
rrpoztaaa-r B crpaaara. Ilpa TOBa Il0.11.0:>KeHHe npe.n;AO:>KeHHSITa Ha ,,<PbOHHKC <PapMa" 
EOO)l aa ofiocofiena II03HII.IDI NQ 85 H ofiocofiena no3Hll.IDI NQ 88 He o'rronapsrr Ha 
H3HCKBa.HKHTa Ha B'b311.0.>KHTC11.51. B C'bID.OTO apesre HMa paspemeaa aa ynorpefia 
CKBHBMeHTHH 11.eKapCTBeHH npOJIYKTH, OTroBap51III;H Ha TeXHH"<ieCKaTa 
cnenarpaxanaa. HMHI1.e e aerrsxaora B ocpeprara Ha ,,<PbOHHKC <PapMa" EOO)l 3a 
o6oco6eHH Il03HUHH NQ NQ 85 H 88. 

KOMHCKHTa e IlOHCKMa pa3SICHeHIDI OTHOCHO HOMeHK.11.aTypHa e)'.(HHHU.a NQ 1 
OT ofiocofieaa II03Hll.IDI NQ 127 OT TeXHH"<iecKaTa cnerracpaxanaa - Hexoprenaline 
0.5mg tabl. H OT )J;BaMaTa ysacraaxa, JJ:aAH rrpenaoacenna aa He51 - ,,<PbOHHKC 
<PapMa" EOO)l H ,,CocpapMa Tpeazraar" All.. ,,CocpapMa Tpeazraar" All. rrpeztcraaa 
saaepeao xorrae OT Paspemenae sa ynorpefia Ha Gynipral tablets 0,5 mg tablets 
OT 2010 r., fieacpo-rao. ,,<PbOHHKC <PapMa" EOO)l npeztcraaa 3anoBe.n; NQ A/13-0769 
OT 20.08.2013 r. Ha l13II'b11.HHTe11.HIDI zrapexrop Ha MM aa npexparaaaae Ha 
paapenrenaero aa ynorpefia Ha csmaa 11.eKapCTBeH npOJIYKT - Gynipral tablets 0,5 
mg tablets. Zlarara Ha aanoaezrrra e nocaezrsaura cnpasro ztara-ra Ha paspemeanero 
sa ynorpefia, nopazra KOeTO KOMHCIDITa npaesra aa axryaaaa aarroaezrrra aa 
npexparaaaaero MY. )lpyr paspenrea 3a ynorpefia H npozrazsfia eKBHBMeHTeH 
11.eKapCTBeH npOJIYKT, C'bOTBeTCTBan:t. Ha TeXHH'leCKaTa cnerracpaxarraa llilMa. 

OT "EKOC Mezraxa" 00.ll He ca IIOCT'.bilH.11.H B ztaneaaa CpOK IlOHCKaHHTe OT 
KOMHCIDITa JJ:OKa3aTe11.CTBa H pa3SICHeHIDI OTHOCHO ofiocofiena Il03HII.KH NQ 55. c 



oraezt Ha ropHOTO, KOMHCIDITa rrpaessa, qe e HaAHD.e HeII'bAHOTa B orpeprara aa Ta3H 
II03HI.J.IDI. 

Caez; nozrpofiaoro pasraezazraae aa .n;orryCTHMOCT B'bB Bp-I,3Ka c H3HCKBa.HHSITa 
Ha B1>3AOJKHTeA.SI Ha TeXHH'tleCKHTe npenaoaceaaa 3a H3n'bA.HeHHe Ha rrop'sxxara Ha 
BCIRKH yqaCTHHII;H H noCT'bnHAHTe B cpox, .n;on'bAHHTeAHO H3HCKaHH )];OeyMeHTH, 
KOMHCIDITa B3e CAe,Zl;HHTe pemeana: 

I. Ilpaesra H zraere ocpepra aa ofiocofiena no3HD.IDI NQ 127, xa'ro HHMa na 
BKAIO'iBa B paaraessztaaero H OD.eHKaTa HOMeHKAaTYPHa e,n;HHHI.J.a NQ 1. 

II. .D.BeTe BHeceHH rrpeztaoacenaa sa HOMeHKAaTYPHa e,n;HHHD.a NQ 1 OT 
ofiocofiena no3HI.J.1UI NQ 115 ce paaaaxaaa-r no OTHomeHHe Ha o6eMa H ofimoro 
KOAH'tleCTBO Ha aKTHBHOTO Bem;eCTBO B AeKapCTBeHaTa cpopsra, HO T'bli KaTO TOBa He 
6H aarpyzmaao pafio-rara, )];03HpaHeTO H y.n;o6CTBOTO Ha naI.I,HeHTHTe, KOMHCIDITa 
rrpaesra H zrsere orpepra. AeKapCTBeHHTe npOJJYKTH He MoraT zta ce cpaBIDIT D.eHOBO 
,n;HpeKTHO, 3aTOBa me ce cpaBIUIBaT H OII.eIDIBaT no IIpOH3BO)];Ha aa BCeKH OT THX 
neaa, C'bOTBeTCTBa.IIJ.a Ha 100 Mr Ibuprofen. 

III. KoMHCIDITa rrpeziaara Ha H3II'bAHHTeAHIDI zrapexrop Ha ,,YMBAA - Byprac" 
A.ll, zra OTCTpaHH OT yxacrae B nponezrypara noco=rerra-re no )];OAY rrpeztsoaceaaa, 
nopazra CAe,Zl;HHTe q>aKTH'tleCKH H npaaaa OCHOBa.HHSI: 

I. Ha OCHOBa.HHe "IA. 107, T.2, 6. ,,a" OT 30II, rrpeztaoaceaaero Ha 
"¢1>0HHKC ¢apMa" EOO.D. sa ofiocofieaa no3HIJ,IDI NQ 27, nopazra cpaxTa, 
qe npenaoaceaaar AeKapCTBeH npOJJYKT aa HOMeHKAaTYPHa e,n;HHHD.a NQ 
6 He C'bOTBeTCTBa Ha TeXHH'ieCKaTa cneI.J,Hq>HKaIJ,IDI no OTHOllieHHe Ha 
KOAH"ieCTBO Ha aKTHBHOTO Bem.eCTBO B )];030Ba e.n;HHHD.a. 

2. Ha OCHOBaHHe 'IA. 107, T.2, 6. ,,a" OT 30II, rrpenaozaerraero Ha 
"¢1>0HHKC ¢apMa" EOO.D. aa ofiocofiena no3HIJ,IDI NQ 28, nopazra cpaxTa, 
'le npe,n;AOJKeHIDIT AeKapCTBeH npOJJYKT 3a HOMeHKAaTYPHa e)];HHHD.a NQ 
3 He C'bOTBeTCTBa Ha TeXHH"ieCKaTa cneI.J,Hq>HKaD.IDI no OTHOilleHHe Ha 
pa3TBOpHTeA Ha AeKapCTBeHaTa cpopMa H ,zzy6AHpa HOMeHKAaTYPHa 
eznraana NQ 4 OT ofiocofiena no3HD.IDI NQ 31. 

3. Ha ocHOBaHHe "IA. 107, T.2, 6. ,,a" OT 30II, npe,n;AoJKeHHeTO Ha 
"¢1>0HHKC ¢apMa" EOO.D. aa ofiocofiena no3HD.IDI NQ 58, nopazra q>a&:Ta 
qe e BaAHII.e aenpezrcrasaae Ha rrpeztsoaceaae B orpeprara B "<IaCTTa Ha 
HOMeHKAaTYPHa e.n;HHHD.a NQ2 OT n03HIJ,IDITa, c KOeTO e HaAHD.e 
HeH3n'bA.HeHHe Ha H3pH'tIHO H3HCKBaHe Ha B'b3A01KHTeA.SI. 

4. Ha ocHOBaHHe "IA. 107, T.2, 6. ,,a" OT 30IT, npenaoacesraero Ha 
"¢1>0HHKC ¢apMa" EOO.D. aa ofiocofiena II03HD.IDI NQ 75, nopazra q>a&:Ta, 
qe npenooaceaaar AeKapCTBeH IIpOJJYKT aa HOMeHKAaTYPHa e,n;HHHD.a NQ 
3 He C'bOTBeTCTBa Ha TeXHH"<IeCKaTa crreD.Hq>HKaIJ,IDI no OTHOilleHHe Ha 
KOHII.eHTpaIJ,IDI Ha AeKapCTBeHaTa cpopMa FI .z:ry6AHpa HOMeHKAaTYPHa 
e.n;HHHD.a NQ 6 OT ofiocofieaa no3HI.J.IDI NQ 7 4. 

5. Ha OCHOBaHHe "IA. 107, T.2, 6. ,,a" OT 30II, npeztaoaceaaero Ha 
"¢1>0HHKC ¢apMa" EOO.D. aa ofiocofieaa no3HII.IDI NQ 85, nopazra cpaxTa 
Ha HeII'bAHOTa Ha ocpep-rara, H3pa3.S1Ba.IIJ.a ce B npeasaraaero Ha 
npOJJYKT c HeBaAH,Zl;Ho paapemenae aa ynorpefia H AHIIca Ha 
peracrpapaaa neaa Ha npeztaoacerraa npOJJYKT aa HOMeHKAaTYPHa 
e.n;HHHD.a NQ 6. 

6. Ha OCHOBaHHe "IA. 107, T.2, 6. ,,a" OT 30II, rrpezteoxceanero Ha 
"¢1>0HHKC ¢apMa" EOO.D. aa ofiocofieaa no3HI.J.IDI NQ 87, nopazra q>a&:Ta, 
qe rrpe,n;AoJKeHIDIT AexapCTBeH npOJJYKT aa HOMeHKAaTYPHa e.n;HHHD.a NQ 
3 He C'bOTBeTCTBa Ha TeXHH'tleCKaTa CIIeD.Hq>HKaIJ,IDI no OTHOilleHHe Ha 
KOAH'tleCTBO Ha aKTHBHOTO aemecrao B )];030Ba e.n;HHHD.a. 

7. Ha OCHOBaHHe 'IA. 107, T.2, 6. ,,a" OT 30II, npeziooaceaaero Ha 
"¢1>0HHKC ¢apMa" EOO.D. aa ofiocofieaa no3Hll.IDI NQ 88, nopazra q>aKTa 
Ha Hen'bAHOTa Ha ocpeprara, H3pa3.S1Ba.IIJ.a ce B AHrrca Ha per-acrpnpana 
nena Ha npe,n;AoJKeHH.SI npOJJYKT aa HOMeHKAaTYPHa e.n;HHHI.J.a NQ 6. 



8. Ha ocaoaanae T{A. 107, T.2, 6. ,,a" OT 30IT, npensoaceaaero Ha 
"ct>:&oHHKc ct>apMa" EOO.ll sa ofiocofiena nosanaa NQ 90 nopazra cpaxra, 
-qe npe,ll;hOJKeHIDIT AeKapCTBeH IIPOJJ:YKT 3a HOMeHKAaTYPHa ezraaana NQ 
1 He C'l>OTBeTCTBa Ha TeXHH"tJeCKaTa cneuacpaxanaa no OTHomeHHe Ha 
KOAH"tJeCTBO Ha a.KTHBHOTO BemeCTBO B )];030Ba e.n;HHHIJ,a. 

9. Ha OCHOBaHHe T{A. 107, T.2, 6. ,,a" OT 30IT, rrpeziaozaeaaero Ha 
"cf>:&OHHKC ct>apMa" EOO.ll sa ofiocofieaa no3HIJ,IDI NQ 122, nopazta 
q:>aKTa, -qe rrpensoaceaaa-r AeKapCTBeH npOJJ:YKT aa HOMeHK,\aTYPHa 
e)];HHHIJ,a NQ 4 He C'l>OTBeTCTBa Ha TeXlnNeCKaTa cnenarpaxanaa no 
OTHOIIleHHe Ha KOAH<IeCTBO Ha a.KTHBHOTO BemeCTBO B )];030Ba e)];HHHIJ,a 
H .ny6AHpa HOMeH:KAaTYPHa e.n;HHHIJ,a NQ 6 OT ofiocofiena II03HIJ,IDI NQ 41. 

10.Ha ocaonanae 'IA. 107, T.2, 6. ,,a" OT 30IT, rrpenoozseaaero Ha 
"cf>:&OHHKC ct>apMa" EOO.ll aa ofiocofieaa noaanas NQ 139, nopazra 
q:>aKTa, qe rrpenaoaceanar AeKapCTBeH npOJJ:YKT aa HOMeHKAaTYPHa 
ezraaana NQ 3 He C'l>OTBeTCTBa Ha TeXHHClecKaTa cnenacpaxanaa no 
OTHOIIIeHHe Ha KOHIJ,eHTpaIJ.IDI, TerAO H npHA01KeHHe Ha AeKapCTBeHaTa 
cpopMa H .ny6AHpa HOMeHKAaTYPHa ezranarra NQ 5 OT ofiocofiena 
II03HIJ,IDI NQ 137. 

11.Ha OCHOBa.HHe T{A. 107, T.2, 6. ,,a" OT 30IT, rrpenaoaceanero Ha 
"Codiapsra Tpeazranr" AJJ. sa ofiocofieaa no3HIJ,IDI NQ 120 nopazra 
q:>aKTa, =re npeztacacennsrr AeKapCTBeH npOJJ:YKT aa HOMeHKAaTYPHa 
e,lI.HHHIJ,a NQ 3 He C'l>OTBeTCTBa Ha TeXHH"<JeCKaTa cneu,Hq:>HKaIJ.IDI no 
OTHOIIIeHHe Ha KOHIJ,eHTPaIJ.IDI H C'l>OTBeTHO KOAH"ieCTBO Ha a.KTHBHOTO 
BeI:qeCTBO B )];030Ba e)];HHHIJ,a H B ll,HAaTa rOTOBa AeKapCTBeHa cpopMa, 
xaro npa TOBa .ny6M1pa HOMeHK,\aTYPHa e)];HHHIJ,a NQ 1 OT C'l>IIJ,aTa 
Il03H:u;ruI. 

12.Ha OCHOBaHHe 'IA. 107, T.2, 6. ,,a" OT 30IT, npeztaoaceaaero Ha "EKOC 
Me.LI.HKa" 00.ll sa ofiocofiena no3HIJ,IDI NQ 55, c oraezr o6CTOHTeACTBOTO, 
qe B npaeztsozaeaaero Ha yq:aCTHHKa e HaAHIJ,e e Hen'bAHOTa, T'l>R KaTO 
C'bru;IDIT He e npe,ll;hO::>KHA AeKapCTBeHH npOJJ:YKTH, C'l>OTBeTCTBamH Ha 
HOMeHKAaTYPHH e.n;HHHIJ,H NQ 3 H NQ 4, a HMa per-acrpnparra TaKHBa. 

- 

Ilpezrseazi oficrosrrexcraoro, xe aa "<JaCT OT ofiocofiemrre no3HII,HH He ca 
HaAHIJ,e rrortazreaa npeztaoacenaa, KOMHCIDITa npenaara Ha OCHOBaHHe 'IA. 110, aA.1, 
T. 1 OT 30IT, I13n'l>AHHTe.l\HIDI zrapexrop Ha ,,YMBAl\ - Byprac" All. zta rrpexparn 
nponezrypara B xacr-ra Ha cAe.n;HHTe ofiocofieaa II03HIJ,HFI: 

9 AHTaroHHCTH Ha aeztenooapaaapaurare HepBHO-MyCKY ./\HR 

6aoKe H 
32 
48 
68 

VI - Ta 

Somatostatin 

CCC 

H 

AHTHaCMaTH"tJHH J\II 

130 

140 
137 

143 

126 
129 

101 

116 

100 

119 

110 



Ilopazra o6CTO.sl'reACTBOTO, qe He ca HaAHU,e orronapanra Ha H3HCKBaHHSITa 
Ha B'b3J\OJKHTeAfI rrpenaoacesraa, KOMHCHSITa rrpezioara Ha 1130'.bAHHTeJ\HHa zrapexrop 
Ha ,,YMBAl\ - Byprac" AJJ.., Ha ocHOBaHHe 'ih. 110, aa. l, T.2 OT 30fl, ,Aa rrpexpa'ra 
nponezrypara B xacr-ra no cAe.AHHTe ofiocofieaa no3HI:(HH: 

Ha CJ\e)l.Bam;BSI eran OT caoara pafiora KOMHCHSITa OI:(eHH norrycaarrrre 
npe.lI,t\O:>KeHHSI no IlOKa3aTeA sa oneaxa ,,Cm:ypHOCT Ha .l(OCTaBKHTe". 

OueHKHTe no noxaaareaa K2 - Carypaocr Ha )l.OCTaBKaTa aa ztorrycaa-ra-re 
rrpenxoaceaaa Ha yxacraana're ca nO)l.p06HO OilHCaHH no ofiocofierra n03Hll,HH H 
HOMeHKAaTYPHH e)l.HHHUH B Ta6AHUH, aepaanexaa xacr OT HaCTO.SU.II;HSI npoTOKOJ\, 
KaK.TO caezraa: 

Ta6ABJU1 N2 1 - Oueaxa no noxaaareea K2 - carypaocr Ha )l.OCTaBKaTa Ha 
zrorrycaarsrre npe.lI,t\OJKeHHSI Ha "Me.n:exc" 00,ll:; 

Ta64.Bll8 N2 2 - Oneaxa no noxasareaa K2 - CBrypHOCT Ha )l.OCTaBKaTa Ha 
ztorrycaa'rare npe.lI,t\OJKeHHSI Ha "«lalaOBBKC «laapMa" EOO,ll:; 

Ta64.BIU1 N2 3 - Oneaxa no noxaaaresa K2 - carypaocr aa )l.OCTaBKaTa Ha 
ztorrycaa'rsrre npe.lI,t\O:>KeHHSI Ha "«laapKOA" A.n; 

Ta64.BIU1 N2 4 - Oneaxa no noxaaarexa K2 - CBrypHOCT Ha )l.OCTaBKaTa Ha 
ztorrycaa'rare npe.lI,t\01KeHHS1 Ha "Cocl>apMa Tpeii.n:aar" A.n; 

Ta64.BIU1 N2 5 - Oneaxa no noxaaareea K2 - carypaoer Ha .AOCTaBKaTa Ha 
ztorrycaara-re npe.lI,t\OJKeHHSI Ha "Dpo «laapMallBR" EOO,ll:; 

Ta64.Blla N2 6 - Oueaxa no noxaaarexs K2 - CHrypHOCT aa .ll.OCTaBKaTa Ha 
zronycaara-re npe.lI,t\O:>KeHHSI Ha "T .. proBCKa A.Bra HAn" A.n; 

Ta64.BIU1 N2 7 e cpaBHHTeAHa no oneaxare 3a noxaaa'rexa K2 - CHrypHOCT na 
)l.OCTaBKaTa Ha norrycaa'nrre npe.lI,t\O:>KeHHSI Ha BCHqKH yqaCTHHU.B no Il03BUBH. 

C oraezr Ha ropeH3J\01KeHOTO e: Ha OCHOBaHHe 'ii\. 57, aA.3 OT flfI30fI, 
KOMHCHSITa npae pemenae OTBap.SIHeTO H OilOBeCT.SIBaHeTO Ha .AOnyCHaTOTO o.eHOBO 
npenaoscenae )l.a fu.,Ae H3B1,pWeHO Ha 04.07.2017r. OT 11:00 q,, KaTO Ha 
3ace,AaHHeTO Ha KOMHCHSITa MOraT .l(a npHC'bCTBaT yqaCTHHUHTe B nponenypara HAH 
TeXBB yn'MHOMOII(eHH npe,ACTaBHTeAH, KaKTO H npe,ACTaBHTeJ\B Ha cpencraara aa 
MaCOBO OCBe.l(OMSIBaHe. 

------- 
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