
ilPOTOKOA

.(nec,-18'05.2017r. e rp. Eyprac, B H3rrs^rreHr4e peruenze Ns VI - p -257/25-05.2016r. na IZgnrarrvrrer*rus. AapeKTop na ,MEAA - E5pnac, A.(, ."eBtry33Ka c upoBe>KAaHero Ha orKplrTa ilpoqe.qapa ea r.re60p *" L"rr-rrrrfiTe^ ,'o
trPol4Vxrz 3a ElrrrI.4'ETe Ea
EE IIOSEq,EE, IIOCOIIEEE B
ena clc 3arroee,q Ns VI - p -
E54prac" .{.{, e qbcrap:

flpe,qce,4are^: A - p cneraosap feopr'eB - 3aM. An,peKTop Ha 
"MEAA -E5prac" ffl;

r{nerroee: 1. Mar. S - r Maprza l{earroea - HarraaHr{x 6oarrrE.*ra ElrrreKanplr ,MBAA - E5prac" Ar(;
2. Llpena fletxoea - rA. ropr4cKoHcyAT rra 

"MBAA 
_ E5prac,

r43BBprur{ pa3r^e}r{AaHe Ha rrpeAcraBeHHTe or Jnrac"THrArrHTe Te)crr4rrecrsrIIpeAAoX<eIII4g uo oTHOIIIeHHe Ha Tst(tloTo gBOTBeTgIBLIe C II3HCKBaHu.flTa HaBrs^o)KrateA.ff, rrp' Koero 6erue KoHcrar,npa'o c^eAHoro:
Te:grz'recKr4Te rrpeA/ro)KeH*g 3a HgrrBArreHHe Ha rrolyBrlKara Ha rrolyBrrKara Ha'lMe.qeKc" ooA, "@apKoA" A.(, "rlpo @aplraqlrs" EooA lr ,,Tbproecxa Azra HAII,, AAHaTTGAHO OTnoBap-sr Ha ?I3r{cKBaHvLglra Ha Bb3AOlKr4TeA.s 3a Bcr4trrsr o60co6erra

Iro3Hqr4I4, 3a KoI.ITO Ca BHec rT T€tKr4Ba J IacTHI{rIATe.
B npe4ao:reHHero Ha "€boEzxc €aprua" EtooA 6axa ycrarroBeHrr cAeAH,nTe

HCIIBAIIOTI4 T4 HCqbOTBETCTBI{g:

Ar4,

1. 3a HoMeHK/rar)1pHa eAraHralla Ne 6 or
JruacTHlrKGT e IIpeAAo)r(IiIA Aer(apcTBeH rrpo,{rKT,
Te)Grr4rrecKara cuerlr{Suxaqns orHocHo KolzrrecrBo
AO3OBa eAr4Hr{rla.

o6oco6eua rro3rrrgar Ns 27,
rofito He gborBercrBa Ha
HA €IKTIABHOTO BCUICCTBO B

2' ila HoMeHrvrarSPHa eAuHr4rra Ns 3 or o6oco6erra rroszrrr{s Ns 2g,
JZlIaCTHr4Kbr e upeAAOx<LrA Aer(apcrBeH rrpolsrKT, xofiro He cE,orBercrBa HaTe)Grr{rrecKara crrerlHSuxaqzr uo orHorrreHrae Ha pagrBopr4Tel Ha AeKapcrBeHara
Soprvra u 476tt]apa HoMeHKAarJlp:rra ewrnvrqa No 4 or o6oco6lrra ,'o"rr1r" Ns 31.3. 'llaxa r43rr'caH AeKapcrBeH rrpo/erKT, rrpeAAox(eH 3a HoMeHKAar)n)Ha
e.qzrr,nqa No 1 or o6oco6ena rrosr4 g Ns 36 - Enap tabl. loo mg x 3o rrecbrrlecrBJrBa rro orHorueHHe Ha KOALrrrecrBo Ha aKTI4BHOTO BerrlecrBo B AO3OBaeAr{HHqa' Korvrucrnsra uprileMa, rle crar}a BBrrpoc ga re)crr4rrecKa rperura - e,qrra o a
IIOBCIIC

4' El o6oco6ena rro3r4rrraff Ns 46, yqacrHllKbr e pa3MeH11A Mecrara HaIIpeAAo)f(eHLITe AeKapcIBeHlI npo,QrKTLI 3a HoMeHIs\aTypHI4 e4rarrzqll NO 2 u 3. HaTO3rr erarr KoMrtcnsra ro npr4eMa 3a rexHrrrrecKa rperuKa vr ro Aorrycr(a AO



pa3r'AelKAa'He }I oqeHKa. llpz oqerrKara Ha rrpeAAar€rHr.rre rIeHoBr4 rrap€rMerpr{, rqe re
cpaRrrtrBa qbc sLoTBeTC"IBArr\lITe AeKapcTBeHr4 rrpo,QrKTH, rrpeAAo)KeHH OT ApyrH
JnracrHr4rl.E (rqe 6tnat upa RfiAHo pasrr,reHenra) .

5. .Hanraqe e HerrslHora B rrpeAnox(eHuero ga o6oco6eHa rro3lrqg11 Ns 58 -Ar{rrcBa nlpeAAo)r(eHr{e 3a HoMeHKAar)pHa eAr4Hrarla Ns 2. LIv^a perr{cTpr{p€rH
AeKapcrBeH rpo.Qr<T c B€raLIAHo pa3peueHPre 3a 5morpe6a (PV) v perr{cTprapaHa
rleHa rro trA. 26la or 3AIIXM. Cnope.q rl3llcKBaHvrsTa Ha B634ox<r.rre4-s e
3aAGA:{(I4TenIro Aa HMa rrpeA^ox(eHrire 3a BcsKa eAHa OT HOMeHrq)a,IIpHr.rre eAIIHrrqII,
BKnrorre Hr4 r B gborBerHara o 6oco 6 errara rro3zuurr.

6. IJpe4nox(eHlllr AeKapcrBeH rrpo.erKT 3a HoMeHK/\arJryHa eAriHr{rla Ns 3 ot
o6oco6ena no3rrrrrits Ns 75 He cborBercrBa Ha re><rrraqecKara cnerg,rsuxarrrlrs rro
orHorxeH?re Ha KoHrIeHTpaqn I Ha AeKapcrBeHara $oprvra u ryirpa HoMeHrvrar)lpHa
eAuHlrqa l![s 6 or o6oco6ena rro3uqajr Ns 24.

7. Czre,q qareAHa rrpoBepKa B eAeKTpoHHara crp€rHr.rqa Ha I4A ur B
IlpvnoxreuvIfrTa Ha Haqzorraurrrrzg cbBer rro qeHra H perarvr65pczpaHe Ha
AeKapCTB€:HI4Te npO/QrKTH, KOMInCIIttITa He OTKpvI BaAUIAId:O pa3peueHrre 3a ynOtpe6a
ur pef}IcTp[IpaHa qeHa rro rra. 26Ia Ha 3nnxM Ha AeKapcrBeHr4s npo,QrKT,
rrpeAAox<eH 3a HoMerrKnarjlpHa e4vrlrrz\a Ns 6 or o6oco6ena rro3r.rrlr{jr No 85.
3axorroso ur3r.IcKB€lHe H la:ipvrqHo nocorreHo B AorqrMeHTarrr4rrra rro Hacro-gurara
npoqe,Qap,a }I3r4cKBaHe Ha BB3AO)r(IrTeAs e rrpeAAo)KeHHTe AeKapcTBeHr.r IIpo,QIKTr{ Aa
6tgar pasperrreHr{ 3a yrrorpe6a u c yrrbpAeHa rleHa, qbrnacrro .rtt. 261a na 3A11XM.
,(enoerapanrz ca oqe ABe o$eptrz 3a ra3ra rrogr{qr.ur, Karo 3a HoMeHKAarJ;pHa
eAvrH"r\a I\Is 6 ca rpeAAo)KeHr4 Apyru rrpo.etKTra.

8. Ilpe4zrox(eHr4flT AeKapcrBeH [po,erKT 3a HoMeHrv\arJrpua eAr4Hr{rla Ns 3 or
o6oco6errel no3zrllrr Ns 87 rre grorBercrBa Ha re)crnrrecKara cnergaQzrarrrlrs rro
OTHOIIICHE{C HA KOAIIIICCTBO HA AKTI{BHOTO BCIIICCTBO B AO3OBA CAHHI{IIA.

9. 13 llpzaox(eHr4sra rra Haquroraanrrurs- qbBer rro rIeHH r,r peurvr65rpcHperHe Ha
AeKapcrBeHr4Te frpo/qrKTrr, KoMurcur[Ta He orKpr4 per.LrcrprrpaHa qeHa rro rr^. 26la ua
3AHXM Hia AeKapcrBenvIs. upo,{r<T, [peAAo)KeH sa HoMeHKAarypHa eAzHraqa No 6 or
o6oco6erret rro3r{qr.rs Ns 88. 3axorroso ra3racr(BaHe r4 ra3plrrrHo rrocorreHo B
AOKJrMeHTArIIffrra rro Hacrosrrlara ilpoqeAlpa I.I3IaCKBarre Ha Erb3^oxsdre^-rr e
IIpeAAo)KeHLITe AeKapcTBeHra rrpo.qrr<Tu 4a Gsgar c yTBBpAeHa rleHa, qbrnacHo rr1.
26la na 3A|IXM. .(enosupa:alz ca oqe 4ee oSepru 3a ra3r{ rrosr4rrr4s, Karo 3a
HoMeHKAarJprra e4nHvrqa No 6 ca npe,4zro)KeHr.r Apyru rrpo/q[<Ttl.

10. Ilpeazro)r(eHuar AeKapcrBeH ilpo,qrKT 3a HoMeHKAar)pHa eArrur.rqa Ns 1 ot
o6oco6errat rro3rrqr4s Ns 9O He qborBerqrBa Ha re)crarrecKara cneqrn$zxarrras rro
OTHOIUCHIA:C HA KOAIIIICCTBO HA AKTI{BHOTO BEIIICCTBO B AO3OBA CAI{HHIIA.

11. B o6oco6erra rro3r.Irrr{il Ns 96, J racrHr4Kbr e pa3MeHral Mecrara Ha
rrpeAAo)KeHHTe Aer(apcrBeHa rrpolgrKTn 3a HoMeHKAarJrpHv e,qrEnlnqv No 2 *t 3. Ha
TO3r4 eTalr KoMrrcI.ItITa no npHeMa 3a TexHvrrecKa rperxKa ur no AorrycKa Ao
pa3r^ex<AaFe vr orIeHKa. flpl{ oqeru<aTa Ha rrpeA^ar'€rHr4Te qeHoBr{ ilapaMerpH, rrle no
cpaRHsBa cbc cboTB"tglsarrtr'lTe AeKapcTBeHr4 rIpo/QaKTr4, rrpeAAo)r(eHlr oT Apyfrr
J racrur4rlz (rqe &snar npaRr.rnHo paervrenenv).

12. Iyrar:cn,a npeAlox(eHue 3a HoMeHKAaryplaa eryrravrqa No 6 ot o6oco6ena
rro3Hqr{tr l)[s 97. Haauqe e HerrtlHora B rrpeAAo)KeHr{ero sa o6oco6eua uosrrqraa No
97.

13. IIpeAnox(eHHrIT AeKapcrBeH rrpo.erKT 3a HoMeHKAarypHa eAvr:rrvr\a Ns 4 ot
o6oco6erra rro3r4rrr4rl Ns 122 He srorBercrBa Ha rexHrnqecKara cueqra$uxarrr4s rro
orHorrreng:e Ha Kolr4rrec'TBo Ha aKTr4BHoro BerrlecrBo B Ao3oBa eAraHllt1a n ry6rpa
rroMeHKAarJpHa eAr{Hr{qa Ns 6 ot o6oco6ena rro3urlnjr Ns 41.

14. I\rancna npeAAo)KeHHe 3a HoMeHKnar)plaa e4ar:rrzrla Ns 1 or o6oco6ena
noeraqza JNo I27. BraeceHo e oqe eAHo rrpeAlo)KeHrae or Apyr. ]^racrHnr{ 3a ra3a
rro3raqrzfi, rrpl1t ToBa rrSAIIo.

15. Ilpeaao)KeHr4flT AeKapcrBeH ilpo,qrKT 3a HoMeHKAaTI{pHa eAr,rHraTla Ns 3 or
o6oco6ena. rro3r4qrrs Ns 139 He qborBerqrBa Ha rexHzrrecKara cueqraQzxarlnrr no
orHorrreHr4,e Ha r(oHrleHTpa\urs., Terlo 14 rrpr4lox(eHfie Ha Aer(apcrBeHara Soprvra z
.4r6rurpa noMeHKAarJrpHa eArrHrrqa Ns 5 or o6oco6ena rro3fiqr4rr Ns 137.



B upe.4noxreHuero na "CoQaprua TpeinzEr" A,{, 6.axa ycrarroBeHr4 c4eAHkrre
HC]:IGAIIOTVI PI HC SbOTBETCTBI4'I :

1' llpe44o)KeHr{sr AeKapcrBeH rrpo,e/KT 3a HoMeHK/\arSpHa eAr{Hr{rra No 3 ot
o6oco6ena rro3r.rqr{il Ns 120 He cborBercrBa Ha re)crr{qecKara cnequ$raxarrr{jr rro
OTHOIIIeHLIe Ha KOIIqeHTpaqn I LI qBOTBeTHO KOAI4TIeCTBO Ha aKTIIBHOTO BeTTIeCTBO B
Ao3oBa eAPIHr.Iqa 14 B rlsnaTa roToBa AeKapcTBerra $opua, KaTo rrpu ToBa .zry6arnpa
HoMeHKAarypHa e4vrrarrl\a Ns I ot sbrrlara rro3uqr,rjr.

2. PasperuenlTero 3a yrrorpe6a rra neKaFcrBeHr.r-s upo,erKT, rrpeAAox(eH or
JrtlacrHr4Ka 3a HoMeHKAarJpHa eAr{Hr4qa No 1 or o6oco6eHa rro3urlr4s Ns 127 e or
2OII r. BsgrrraxBa Erbrrpoca Aanvr e 3a cpoK or 5 ro,qranur urlrpr e 6eecpovrro.

Flpe4noxreHzero Ha "Erroc MeA,zNa" OOA o6>sartla caMo eAHa o6oco6ena
rro3r4rlr.ls - Ns 55. Hanzqe e HerrtlHora Ha o$eprata, r':';ft r(aro J TacTHllKGT He e
IIpeAAO)I<r4i, neKapcTBeHr4 rrpo.qIKTIlI, qbOTBeTqrBSrr(r{ Ha HoMeHKAaT).pHII 9A]arII;IT\L!
No 3 ut No 4, a rEMa perucrpvrpan:a raKraBa.

Te:cru.recrurte oSepra Ha yrracrHraqr.rre ca orrzcaHll uo,4po6Ho qbc
qBorBerHrr:ce ea6ene>r<Kur u BeArro c pa3rle)KAaHero 3a lralr4qvre ur.trpr Arrrrca Ha
AeK apaqllfi 3a KoArMecTBa ur&u| eKBr4BaAeHTeH AOrqrMeHT, oTnoBapllul Ha
Ir3}rcKB€IHurfrTa Ha B63loxfl4Tel-s or nprarex(areAs Ha pasperrreuuero 3a 5morpe6a,
IIpo}I3BOA[ITe/r UIAUI J.IISAHOMOIIIeH flpeAcTaRI4TeA B OTAe HLI 3a BCeIilI JEIaCTIIHK
ra6azqlr: T'a6naqa Ns 1- na ,Me4,exc" OO!,, ra6zrraqa Ns 2 - na ,@rongKs @aFrvr?"
EooA, ra6anqa Ns3 - ua "@apxon" ,{A, ra6allqa Ns 4 - na,coeaprvra Tpefi4nnr" ,4,q
, ta6nrrqa Ns 5 - Ha "rlpo @apMarrz.ff" EooA, ra6azqa Ns 6 - Ha "Trproncxa Azra
HAU" A.{ rr ta6nllqa Ns 7 - rra ,Exoc Me4,rara" ooA. Ta6rurqrare or Ns 1 ao Ns 7
BKAIOTILITeAHo ca Hepa3AeAHa rlaqT KEM HaqToflIl!.4s. TTpOTOKOA.

B ctorsetcrBr{e c Dopeu3lo)KeHoro, r(oMucrasra peurr{, Ha ocHoB€tH:ae vtt. lO4,
a,r.5 or 3OfI u 'rzr. 54, azr.13 ot IIII3OII AavrsncKa or J racrHnquTe AorrGnHrirreruru
AOKa3aTeACfBa CBbp3aHr{ c rrsKor{ oT BHeceHHTe oT TgX rrpeAAo)r(eHr.ul 3a
r.r3rrGAIIeHuIe Ha [otrvBrrr<aTa, KaTo Ha gbuU.ITe 6fAe orrpeAe^eH 5 - ,qrreneH cpor( 3a
IIpeAOCTaBlIHeTO IltM vI CAeA TOBa OKOHTIaTeAHO Iqe B3eMe peureHr{e OTHOCHO
AOIIyCKUIHe'IO uw?I OTCTpaHiIBaIIeTO Ha TeSLI [peAAO)I(eHI4s OT IIO HaTaTtsIUHO
pa3r^exAafie H oqeHKa.

Korvrucragta pelrr4 Aa lr3ucKa or
I. ,Crroxzrc iDaprua' EtOOfl,:

4. .{oxaeatencrE}a, cBbp3aHrlr c o6crogrelcrBoro, qe rrpeAlox(eHgirr
AeKapcrBeH ilpol$rKT rro rto3EqEr Ne 85, EoueEraarJpEa
eAEEErla Ne 6 - Vfend tabl. 50 mg x 1O rra PFIZER HOSPITAL zrvra
penzcrpr4paHa qeHa rro rrl. 26La rra 3AIIXM 14 Mo)Ke Aa ce upoAaBa
B crpaHara - Korrr{e or aKTyadHo perueHrre rra HaqnoH€ranrirrr qbBer
rro qeHr,r ur pezrvr6ypcapaHe Ha AeKapcrBeHare rrpol{rKTrr 3a
yrBbpx(AaBaHe Ha rleHa u f lz,rla Apyr AorqrMeHT or rrpaTe)Karel-s Ha
pa3perrreHzero 3a 5morpe6a, Aor(a3Barr\ rosz Saxr, KaKTo z Aa
rrpeAocraFr4 Korrr,re or B€rAr4AHo pa3perueHue 3a 5motpe6a Ha
BVr3Vrp aHvrs. ilpo,QII<T.

5. .{oxaeaneaqfBa, culp3aHr,r c o6ctogrelcrBoro, qe npeAlo)r(eHr.rrrr
AeKaFcrBeH ilpo/erKT rro nosEq,Er Ne 88, EorueEKAarypEa
eAEHErta Ne 6 - Meronem fl. 5OO g rra ASTRA ZENECA urvra
perr4crpr4paHa rleHa rro rrl. 26La na 3AIIXM ra Mo)Ke Aa ce npoA€rBa
B crp€rHara - Korrze or €u<TyaAHo pelreHr4e rra HaqraoHalnrrfi sbBer
no rleHr4 H perarvr65rpcupzrHe Ha AeKapcrBeHraTe rrpo,erKTr.a 3a
yrBbpx(AaBarre Ha rleHa m f utu Apyr AoKJrr\deHT or rrpr4Te)Karels Ha
pa3perxenrrero 3a yuotpe6a, AoKa3BarrI tosu $axt.



6. ,(,oxaeatezrc-rBa, cBbp3agr4 c o6ctosrelcrBoro, E€ H.sMa
perncTpr.IpaH AeKapcrBeH IIpo/qrKT vrAH e Ha r4rre tpafirra
HeBb3MO)KHOCT 3a 4rampll6yrryx Ha rar(GB, cBorBgrcrBarrl Ha
HoMeHrmar)pma e4r,z.l*tnla Ns 1 or o6oco6ena rrosrirrrr{rr Ns 127 or
Te)crrlrrecKara crreqrasrnxaqzx - Hexoprenaline o. Smg tabl. .

II. Ot "CoQapua Tpeiiarur" AA :

Konrae or BaAIiIAHo pa3perueuze 3a yrrorpe6a na ilpeAAoxceHrlrsr or rsx
AeKapCTBeH IIpo,QrKT, CBOTB€TCIBaTTI HO. HOMeHKAaT)ryHa eAHHlIqa NS 1 Ot o6Oco6erra
rro3r4qr{s Ns 127 or rexHr.rqecKara cneqn$raxaJ+rs, - G5pipral, Tablet, Or5 mg, -,
Pack:2O.

III. Or "EKoc Megura" OOA :

,{,oxasarencrBa, cBbp3aHrl c o6crogreAcrBoro, H€ HsMa perucrpllpag11
AeKapcrBeHr4 rrpol5rKT vllvr e Hanfiqe rpafina HeBBsMorrcrocr sa 4rnctpu6yrq,rz na
T€tKrIBa, (:6oTBeTcTBarr(a Ha HoMeHK/raTIpHa eAr.IHrrqa No 3 - Human Albumin 5%
25Oml intravenous inf. rE Ha HoMeHK ar5rpna eAvrmvrqa Ns 4 - Human Albumin 5%o
5OO ml intravenous inf.or o6oco6ena rro3r{rrzs Ns 55 or r€xnr{rrecKara
cueqzSzxarlr4s.

Ha 5rvactru4qure gaGtp1e rrpeAocraBeH cpoK or 5 pa6or*ur AHuq B paMKr{Te 11a
xofito Aa flpeAcraps:t vrgficKyeMrirre AorqrMeHTr4 H AoKa3arencrBa.

Ilpe.qce,qarea: 9zrerroee: 1

(s-pc. (u. Q-r. M.
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