
TIPOTOKOJI J\}3

,(uec, 12.05.2021 r. s 08:30 .raca B a.Br(HHr.rcrpaq ara Ha,,MEAJI A-p EparaH

lllyrepon"A!, 6y:r. Ernrapur N2 ce npouege 3aceaaHr.re na Kourcur, HeBHaqeHa crc
3anoseA N334 or 22.04.2021 r. na HgnrmrurenHr.r, ArpeKrop na ,,MEAJI A-p EparaH

lllyrepoa"A!, B crcraB:

flpe.(ceaaren: Heacrxa Craescra - 3iu.-ar,rpeKrop AI,IB
9renose: Axura,,(xapona-Qapuaqea'r-uarucrtp,prr(oBoar{TeJritrrreKa

Mapux MulrxoacKa - [KoHoMr{cr, o6rqecrnenu rtoptrrrlr

I. Korralrclrsra rrpogr:]xu pa6orara cu, qpe3 Elerrpoxuara cncreMa 3a 3aKyrryBaue Ha

nexapcrBeul,r [poaycru 3a HyxAlre na leqe6sure 3aBeaeHr,Ic a Perry6auxa n Etlrapur
(Elerrponnara cucrelra) 3a ) {acrr.re B [porleAypa 3a BrrpemeH KoHr]?errreH u:6op c
flpeaMer: ",[ocraara Ha JreKapcrBen[ npoEyrcrrr no prMKoBo crropagyueHrre J{b PA-11-
5512E.01.2021 r. 3a nyxqrre na MEAJI ".(-p Eparau lllyxepon" A[", (aro rpoBepr.r

.qOnbnHLITeJIHO IIpeACTaBeHHTe AOI()'Ir{eHTI{ T43 CKAHU B TeXHUTIeCKITe [peAnOXeHI,r, H

KOHCTaTHpa CJTeAHOTO:

1. flo orHoureHr{e Ha H3HoKaHH, AoKyMeHr B TexHr,rqecKoro npe.{noxeHfie Ha

" cooAPMA TPETIAIiHT" An:
B yrarauar or Kouucasra cpox, yrracrHnrtT e r,r3flparr,rn l,t3r{cxaHara AeKnaplulrr, 3a

rreKapcrBeH rpoA5r c ATC xoa: C09AA05, Ramipril, repoptu'rHa rBbpAa, r.bproBcxo
Har,rMeHoBaHr,re: Ramiprit Teva, crrlacuo yra3aHlrrra ua Kouucuxra, c otnea Ha Koero
aolycKa yrracTHr,rKa ao eTa[ oTBapsHe Ha [peanaraHr.rTe ueHoBu napaMeTpH.

2. flo orsorueHr{e Ha u3rct<aurr, AoKyNreHT B TexHr,rqecKoro flpeaJloxeHlle Ha

''OAPKOJI'' A.II:

B yraralur or Kourrcugra cpoK, fracrguKbr He e r{3[parr.rn H3HcKaHara .uexnapaq[r
3a ne(apcrBeHlr rpoAyKrr.r c ATC roa: CO3BAI l,Indapamide,nepopalna rBbpAa, rtproBcKo
HalrMeHoBarre: Tevalndam n c ATC r(oa: C07AB07, Bisoprolol, repopanna rBbpra,
TcproBcr(o Har{MeHoBarI e: TevaBisoprol, cbrJracHo yKa3arHlrrra xa Kol,fitcusra. KoMucr.rsra
Koncrarrrpa, qe 1^tacrHr,rr<BT e otpepnpal 3a re3I,I HoMeHK]rar]?Hr.r eA[HrrrIH H ner(apcrBeHx
lpoayKTl{ oT.qpyM rlpoH3Boaurenu. c ouea Ha r(oero peItrH.[a ,IloIIycHe rracTHr,rKa.uo eran
orBaprHe Ha rrpea;raraxlrre qeHoBr,r napaMerpn, no a clyrafi qe 6rAe xs6pan aa rr3[bJrHlreJr
3a ner(apcrBeHu rrpo.EyKrr{ c ATC xoa: CO3BAI l,Indapamide,nepopa:rxa rBtpga u c ATC
KoA: C07AB07, Bisoprolol, repopanHa rBbpaq B ,qoroBopa HlMa aa $rrypupar H :aflMa Ea ce

.qocraBrr ctorBerHo neKapcrBeHnTe [poAyKTIr c rbproBcKu HaI,IMeHoBaHr,rr: Tevalndam u
TevaBisoprol.

3. IIo orsoureHr,re Ha rr3rrcxaHr.rr AoKyMeHT B TexHurrec(oro flpeAnoxeHue Ha

"oboHlIKC @APMA" EOO{:
B yxarauur ot Kouruculta cpoK, fracrHllKbr He e [3[parr.rJl l,t3ucKauara neKnapau[,

3a neKapcrBeH npoA),r<r c ATC roa: CO7AB07,Bisoprolol, nepopa,rua rBGpaa, rtpr-oBcxo



Ha[MeHoBaHr{e: Bisoprolol Accord, cruacHo yKa3aHusra ua Kouucr,rrra. Kouucr,rsra
KOHCTaT[pa, qe ] racTHr.rrGT e oilepupa.l 3a Ta3r,r HoMeHKJTaT]?Ha ear{Hr.rqa r.r Jre(apcTBeH[

[po]IyKrI.I or lpym [po]r3BolHreJrr.r, c orae.u Ha Koero peItrH Aa ,[oIIycHe rracTHr.r(a ,uo eran
orBaprHe Ha npeanaraHr{Te ueHoBu napaMerprr, no a clyrafi qe 6rAe ns6pax sa r.r3[rJrHrrreJr

3a neKapcrBerr flpolyKr c ATC roa: C07AB07,Bisoprolol, nepopanna rBrpAa, B AoroBopa
HcMa Aa Surypr,rpa H HrMa aa ce AocraB, neKapcrBeH flpoAyrr c rbproBcxo Ha]rMeHoBaHr{e:

Bisoprolol Accord.

IIPE,,{CE.{ATEN:
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Mapur Mn:rxoncrca

2


