
PEWEHHE 
N!! VI - P - 476/28.10.2019 ro.zx. 

rp. Byprac 

Ha ocnoaasrae 'IA.108, T. l H 'IA. 109 OT 3axoHa aa ofimecraeaa-re 
nops-rxa, B'bB apsaxa c TipOTOKOJ\H OT 19.09.2019r., 11.10.2019r., 16.10.2019r. :a 
3a.KAIOqHTeAeH npOTOKOi\ OT 23.10.2019r. OT Ha KOMHCH51, naanaxena C'bC 3anoae.u. 
NQ VI - P- 417/19.09.2019r. Ha H3n'bMIHTeAHH51 zrapercrop Ha ,,YMBM- Byprac" 
A,IJ.., C'bC aazrasa na H3B'bplllH pa3rAeJK,ZJ.a.He FI orrenxa Ha BHeceHHTe npeztooaceaaa 
aa ysacrae B ny6./\H"'!HO C'bCTe3a.HHe no pezta Ha 30TI, c npezoser: ,.LloCTaBKa Ha 
AeKapcTBa aa cexrop no aCHCTHpa.Ha penpOJlYKI.l.H51 npn "YMBM - Byprac" A.D..", 
OTKpHTa c Peurenae 372/27.08.2019r. Ha H3II'bAHFITeAHH51 zrapercrop Ha ,,YMBM 

Byprac" A.D.. H ofiaaena c 06.SIBAeHHe no nperracxa NQ 00301-2019- 
0010/27.08.2019 r. a POTI, H ,ll.O 'iH5ITO ,ll.OK)'MeHTa.I.J,ru{ e ocarypea II'bAeH, np.SIK H 

fiearrxarea ztocr-sn Ha HHTeptteT azrpec: 
http://www.mbalburgas.com/bg/news/view/58/ 1551, nopazra rpaxra, xe rrpn 
YCAOBH51Ta Ha H3B'bpllleH KOHTpOA B1>pxy patiorara Ha KOMHCH.SITa He ca ycTa.HOBeHH 
HeC'bOTBeTCTBH.8 c H3HCKBaHH.SITa Ha 3aKOHa li rrperraapareaao 06.SIBeHHTe YCAOBH.8, 

O II P E JI. E A .ff M: 

I.Pe.n: Ha KAaCHpaHe Ha npe.z:tAOlKeHHHTa B ropna-ra nponeztypa, KaKTO 
caezraa: 

Ifporaos 

AeaTOMO BO 
KOJIH'leC 

.N'!!ea - Me*.QyeapoAeo DDDff epanear Jlexapcreeaa TBO B TepaneeT eenaTeeTHo 
6poii e11ee xypc, ml Knacapaae DOJHQ H'lee KOA aaaeseaoeaaae .OpMa HH /ATC- /INN/ DDD/ (MBpKa) 

KOAI Tepanee 
TH'leB 
Kypc 

l 2 3 4 5 6 7 
Powder and 
solvent for I. ,,<PbOHHKC 

Human menopausal solution for <t>apMa" 
I G03GA02 zonadotroohin injection 500 75 JU EOO.l( 



1.,,<PbOHHKC 
Solution for <l>apMa" 

2 G03GA06 Follitropin beta injection 1840 75 IU EOO)l 

l .,,<PbOHHKC 
I Choriogonadotropin Solution for <l>apMa" 

3 G03GA08 al fa iniection 180 0.25 mg EOO)l 

l .,,<Pl>OH.HKC 
Solution for <l>apMa" 

4 G03GA09 Corifollitropin alfa injection 10 0.15 mg EOO)l 
l .,,<PbOH.HKC 

Solution for <l>apMa" 
5 HOICCOI Gan ire I ix injection 300 0.25 mg EOO)l 

1.,,<PbOHHKC 
Solution for <l>apMa" 

6 L02AE04 Triptcrelin injection 70 0.1 mg EOO)l 

II. 3a yqacTHBK, c KOHTO DpB H3D'LAReBHe Ha B3BCKBaBBHTa Ba 'IA, 
112, aA.1, T.2 B T.3 OT 30D, me 6'L.zxe UO.ZXUBCaB .zxorosop aa B'L3.AaraHe Ba 
o6m.ecTBeHa uop'L'lxa onpe.zxeAHM ,,«lthOHHKC «ltAPMA" EOO.l(, El1K 
203283623, C'I,C Ce)J.aAHW.e H azrpec Ha yrrpaaae aae: rp. Coc)::>HH - 1700, pa.HOH 
Cry,n.eHTCKH, y./\. ,,OKO./\OBp'bcreH rrs-r", NQ 199a, npeztcraaxaaaao OT BeceAHH 
Be./\H'IKOB Kyaea, lO./\HaH Araaacos Heztenxea, Paziocraa Teopraea )l.HMHTJ)OB, 
HHKO./\a.H BHHeB Konen - yrrpaaareaa= 

Ilpezraan ropeH3J\OJKeHOTO, 

PE m H X: 

C yqaCTHHHKa cneqe./\H./\H./\ npou;e.n.ypaTa no C'l>OTBeTHHTe o6oco6eHH 
no3HIJ;HH zta 6'b.n.e cKAfOqea zroroaop aa B'h3AaraHe Ha ofimecraeaa nopr.xxa B 30 - 
)J.HeBeH cpox coezr H3TH'iaHe Ha cpoxa aa o6>Ka./\BaHe Ha HaCTOHW.OTO MH penrenae, 
KaKTO H cxez; npencrasaae OT neroaa erpaaa Ha cxeznnrre ,ll;OKJMeHT.H: 
1. aa o6cTOHTe./\CTBaTa no "ii\. 54, aa. 1, T. 1 OT 30I1 - CBH,lJ.eTe./\CTBO aa C'l>.ll.HMOCT; 
2. aa o6cro.s:i:Te./\CTBOTO no 'I.I\. 54, a.A. 1, T. 3 OT 30I1 - y,n.OCTOBepeHHe OT opramrre 

no rrpaxozra-re H yztocrcaepetrae OT o6I.J.J;HHaTa no ce,n.a.AHII(eTO Ha yqaCTHHKa H OT 
HAIT; 
3. aa o6CT0.8Te.l\CTBOTO no 'I.I\. 54, a.A. 1, T. 6 OT 30[1 - Y.ll.OCTOBepeHHe OT opramrre 

Ha l13II"bAHHTeJ\Ha areHU.H.SI 'Txaarra HHcneKU;H51 no -rpy..na''. 3a rrpencr-ana-rean-re Ha 
qro:>K,n.eCTpaHHHTe ropaznorecxa 'H'iIJ;a - H3B.l\e"t.JeHHH OT aHaAOrH"t.JHH peracrpa, 



csrwacao C'bOTBeTHOTO HaII,HOHaAHO 3aKOHO,AaTe.i\CTBO. 
Koraro B Y..ll.OCTOBepeHHeTO ce cszrspxca HHq>OpMaII,H.H aa BA.SI3.i\O B CHAa 

HaKa3aTe.i\HO noCTaHOB.i\eHHe HAH C'b,Ae6Ho pemenae sa napymeaae no qi\. 54' ax. 1, 
T. 6, yqaCTHHK'bT npeztcraaa nexaapanaa, qe aapymeaaero He e H3B'bpllleHo rrpa 
H3n'hAHeHHe Ha zroroaop sa o6IU.eCTBeHa nopaxxa. 
4. JJ.eKAapau,IDI no 'ii\. 54, M. l, T.7 OT 30TI; 
5. JJ.eKAapau,llil sa AHnca Ha OCHOBaHH51Ta aa OTCTpaH51Ba.He IIH CMHC'b.i\a 'ii\. 3, T. 8 
H 'II\. 4 OT 3axoHa aa HKOHOMH'ieCKHTe H q>HHaHCOBHTe OTHOllleHIDI c ..u.pYJKeCTBaTa, 
perHCTPHPaHH B IOPHC.AHKII.HH C npecpepemmaaea ,AaH'b'ieH pe1KRM, CB'bp3aHHTe C 
TIDC .i\FIU.a Fl TeXHHTe ..u.eHCTBHTe.i\HH co6CTBeHHIJ,B, 'ii\. 59' ax. l, T. 3 OT 3axoHa sa 
MepKHTe cpeury H3IIHpaHeTo Ha napa, OC'bJKJJ;aHH.H aa npecr-snxenaa no 'ii\. l 94-208, 
'ii\.213a-2 l 7, 'ii\.219-252 H ql\..254a-260 OT HK;HaAHqHe Ha CB'bp3aHOCT no CMHC'bl\a 
Ha §2, T.44 OT .UP Ha 30I1 MeJK,Ay yqaCTHHIJ,BTe B KOHKpeTHaTa npouezrypa; 
aapynreaae no qi\. 13, as. 1 OT 3axoHa aa .rpyzroeara Mlirpau,H51 H TPY.AOBaTa 
M06li.i\HoCT; aapyurerrae Ha 38,ll.'h.i\JKeHruna B o6AaCTTa Ha TPY.AOBOTO npaao no 
CMHC'b.i\a Ha 'ii\. 61, a.A. 1, 'ii\.62, ax. 1 HAH 3, 'ii\. 63, as. 1 l1AH 2 H q,I\, 228, ao. 3 OT 
Koztexca Ha -rpyzta; 
6. JJ.eKAapau,H:51 no 'II\. 59, ax. 1, T. 3 OT 3axoaa aa MepKHTe cpemy H3nHpaHeTO Ha 
napn 
7 . Zlexaapartaa no 'ii\. 66, a.A. 2 OT 3axoHa aa MepKHTe cpemy H3IlHpaHeTo Ha rrapa. 
8 . Zlexxapauaa aa o6CTO.HTe.i\CTBa no 'ii\. 69 OT 3aKOHa aa npOTHBO,ll.eHCTBHe Ha 
xopymraara H aa OTHeMaHe Ha He3aKOHHO rrpH,A06HTO HMYJl.];eCTBO. 
9. 3aBepeHO OT H3Il'b.i\HHTeA.H KOIIHe Ha Paapenreane 3a T'hproBH.H Ha ezrpo c 
AeKapcTBeHH npozryrcra, aaztazreao no pezta Ha 3J\I1XM HAH paapeureane aa 
npoH3BO.ACTBO / BHOC B cxysarrre no "IA. 196 or 3J\I1XM; 
10.CnHC'bK Ha li3n'h1llieHHTe ,ll.OCTaBKH c IIOCO"!BaHe Ha CTOHHOCTHTe, ..u.aTHTe H 
IlOAY'iaTe.i\HTe, 3ae,AHO C .AOK)'MeHTH ,ll.OKa3Ba..IqH H3Il'h.i\HeHHeTO. 
11.CnHC'bK Ha TpaHcnopTHHTe cpezrcraa, c KOHTO IU.e ce H3B'bpIIIBaT .AOCTaBKHTe 
HAH ztoroaop c xypaepcxa q>HpMa. 
12.fapaHI.J.HSI aa H3n'hAHeHHe Ha .noroBopa. 

PemeHHeTO noztaeaca Ha 06:>KaABaHe rrpezt K3K B 10 - zraeaen cpox OT 
aeroaoro Y3HaBaHe. 
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' ·. �.' H3Il. ,AHPEKTOP BA, 
"YMBAA - BYPr AC" A,n: 

/ A - P. B. MHPA3 

Чл.36а, ал.3 ЗОП
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