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Yraxaelra rocttoxo [peAceAareJt,

Ha ocuosaHre qn. 87, ul 1 or Koncrurytwfia Ha Peny6nuxa Brmapul u,an.76, an. I or
flpauuruura 3a opraHlr3allntra u 4efinocrra ua Hapo,qgo,o cr6paHze, BHacrMe 3axonoupoexr sa
I{3Meuerr[e ra ,qo[6Jl]IeHrre na 3arona aa sgpareto.

Monaru garouonpoerrrr ga 6rge npeacraBeH 3a paarnexAaue H ulacyBiure.
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PETIYEJII4KA EbJITAPIIfl
IIETIPI4IECET II TUECTO HAPO4{O CbBPAH}IE

3AK OH

3a H3MeHeHHe rr AOrrI)nHeHIre Ha 3aKoHa 3a 3ApaBero

O6n. ,@. 6p.70 or 10 Anrycr 2004r., usl.r. .@. 6p.a6 or 3 IOsz 2005r., ngr'r. ,{8. 6p.76 or 20

Ceureunpn 2005r., asM. .{B. 6p.85 or 25 Orror"opN 2005r., u:r'r. ,@. 6p.88 or 4 Hoerunpr

2005r., rgru. p.6p.94 or 25 Hoeunpn 2005r., uarr.r. p. 6p.103 ot 23 flerenrapu 2005r., rslt.
{8. 6p.18 or 28 @espyapu 2006r., u:rr.r. .[8. 6p.30 or 11 Anpnn 2006r., r.rsru. AB. 6p.34 ot 25

Anpr.nr 2006r., uerlr. ,p. 6p.59 or 2l IOnu 2006r., u:u. .{B. 6p.71 or I Cenreuapu 2006r., uel\.r.

p.6p.75 or 12 Ceu:rerrrnpt 2006r., u:u. .@. 6p.81 or 6 Orronrpu 2006r., u:u. ,@. 6p.95 or
24 Hoeunpu 2006r., xeu..@.6p.102 or 19.{exer'rnpu 2006r., zsIra.,@.6p.31 or 13 Arplrt
2007r.,t2u.,(B.6p.41 or22Mail2007r.,lzsv,. p.6p.a6 or 12 IOru 2007r.,u2u.,@.6p.59
o'r 20 IOm 2007r., usN.r. ,.{B. 6p.82 o:r 12 Orrounpu 2007r., IE:nr. ,{B. 6p.95 ot 20 Hoewpz
2007r., wu.1p. 6p.13 or 8 (Denpyapu 2008r., usrr.r. ,@. 6p.102 or 28 Hoeuspn 2008r., mN{.

IOuu 2009r., urrvr. p. 6p.74 or 15 Cenrennpu 2009r., r.r:Iu.,{B. 6p.82 or l6 Orrorrlnpr 2009r.,

6p.l0t or 18 .{exeurpu 2009r., nsu. [B. 6p.41 or 1 IOnu 2010r., us].r. p. 6p.42 oT 4 IOnu
2010r., rgM. [8. 6p.50 or2lOrlru 2010r., nsru.,{B. 6p.59 or 31 IOrm 2010r., usr{..@.6p.62 or
10 Aarycr 2010r., ugrra. .(B. 6p.98 or. 14 .{exeunpu 2010r., rrsl{. [B. 6p.100 or 2l .{exer'anpr.r
2010r., rs r. AB. 6p.8 or 25 Atyapn 2011r., usr'r. ,p. 6p.9 or 28,Ilrryapu 2011r., uru. .(B.
6p.45 or 14 lOslr 2011r., nsrrr.,{B. 6p.60 or 5 Arryc'r 2011r., uerr.r. lp. 6p.38 or 18 Maft
2012r., uzu. x aou. AB. 6p.40 or 29 Man 2012r., uzv.- u .qon. .@. 6p.54 ot 17 lOtu 2012r.,

aor.,@.6p.60 or 7 Anrycr 2012r., ytzu.,{8. 6p.82 or26 Ortounpu 2012r., llnw..{8.6p.101
or 18 ,[exennpu 2012r., l,Ism. ,,{B. 6p.102 or 2l flexer'npu 2012r., uzv...@. 6p.15 or 15

Oenpyapu 2013r., prsu. ,{B. 6p.30 or 26 Mapt 2013r., uaru. ,@. 6p.66 or 26 IOau 2013r., usl{.

,@.6p.68 or 2 Arrycr 2013r., aon.,@.6p.99 or 15 Hoerurpu 2013r., u:nr.,{8. 6p.104 or 3

,{exennpu 2013r., rsr,r. r aou. AB. 6p.106 or 10,{ereuapa 2013r., n:ru. u aon. AB. 6p.l oT 3
tuyapt 2014r., a:u. .@. 6p.98 or 28 Hoerr,rapn 2014r., ton. .@- 6p.107 or 24 ,{ereurpu
2014r., usM. ,{B. 6p.9 or 3 (Derpyapr 2015r., aou. [8.6p.72 ot 18 CenreMspn 2015r., Aon.
p, 6p.80 or l6 Oxrounpr 2015r., aon. ,@. 6p.102 o:r 29,{erer',rnpu 2015r., aon..{B. 6p.17 ot
1 Mapr 2016r., E3M. u aor. P.6p.27 or 5 Anpr.u 2016r., u:u. ra 4on.,,{B. 6p.98 ot 9

,{ererr.rnpu 2016r., ugu. [B. 6p.103 or 27,{erer'mpu 2016r., nzu. [B. 6p.58 or 18 IOra 2017r.,
r-rsu..{B. 6p.85 or 24 Oxrounpu 2017r., stu. r.r 4on.,(B. 6p.102 or 22 fiexelrnpu 2017r., asm. u
rou. ,@. 6p.18 or 27 @espyapu 2018r., aon. [8.6p.77 o:r 18 Cen'rer'.rupu 2018r., u3M. E aon.
lp. 6p.91 or 2 Hoeunpu 2018r., u:r'.r. u aon. AB. 6p.98 or 27 Hoerr.rnpu 2018r., r:rr.r. u aor. AB.
6p.102 or I I .{ererr,mpu 2018r., u:u. [8. 6p.24 or 22 Mapr 2019r., rsr{. r.r gon. ,@. 6p.58 ot
23 IOru 2019r., ,qon. ,@. 6p.99 or 17 .{exer*mps 2019r., uar'.r. .{B. 6p.101 or 27 [exev,apla
2019r., Irsla. rz aon. AB.6p.23 or 14 Mapr 2020r., uzw. u aon.48.6p.28 or 24 Mapt 2020r.,
u:rrr. .{B. 6p.34 or 9 Anpu.n 2020r., uzxl u aon. .{B. 6p.44 or 13 Mait 2020r., usu. .[B. 6p.67 or
28 IOm 2020r., uzu. u aon. AB. 6p.103 or 4 flexer"rnpu 2020r., nsN,r. ra 4on.,{B. 6p.105 or 11

Ilpoerr!



.(ererrrrpr 2020r., ntu. s aon. ,E. 6p.l l0 or 29 ,{exeuapN 2020r., torl. p.6p.2l or 12 Mapr
2021r.

$ I . B ur. 59 ce crsAasa ar. 3:

,,Paznoped6ume Ha cu. l, m. l, 2 u j xe ce npunazam 3a u yHusa4unma
cpeqy COVID-|9. Lluyuusaquflma cpet4y COI/ID-I9 e npenopbqumenHa
u u^4a u3qnno do6poeoneu xapaxmep."
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M O T VIBVI

KLM 3aKoHo[poercr 3a [3MeIreHIre E AonbJrrreHrre Ha 3aKoHa 3a 3ApaBero

Ha l l uap'r 2020 r. C3O o6qnr naHAeMLIf, ot COVID - 19. 3acernatu
6-o<a xugomr v 3ApaBero Ha Mrroro xopa, cepv o3eH yAap noJrf{I{xa
I.IKOHOMTTKTTTe Ha IIOBeqeTO AspXaBLt rro CBeTa. BCTn IKO TOBa AaAe Ir OTpOMHO

couIIaJIHo orpaxenl,Ie, .rufiT o nueH o6xear e Bce otrIe HeHanbJIHo I{3cJIeABaH LI

[peAcxa3yeM. B crrqoro BpeMe H{KoIr I43KoHHI{ TIoBeIITKI{ npaaa ce oKa3uxa

orpaHr.rqeHr{ B paMK[Te Ha HzuroxeHlrre 868 Bp63Ka c rlaHneMaf,Ta I{3BsHpeAHn

MepKr{.

C orne4 rra cJroxnara 3ApaBHa o6ctauonra, peg SapIraaIleBTIrtIHLI
KoM[aHlru cb3AaAoxa oIr1e flpe3 2020-ra roAI{Ha BaKcLIHI,I [porLIB COVID - 19,

Karo B paMKr.rre na EC KbM Hacrorlql4il MoMeHT rIerI,Ip[ or re3lr BaKcI,IHI{ ca

o4o6peuu o'r EnpoueficKara MeAI{uLIHcKa areHrlu, (EMA). Te ca uonfrulu
pa3perrreH[e sa ynorpe6a r{ TbproBcKo pa3[pocrpzlHeHlle rIoA ycJIoBIre

(Conditional Marketing Authorisation), roero o3HaqaBa, qe He ca cra3eHLI

cTaHAapTHr4Te ycJroBrl, rr I{3I4cKBaHIrrI 3a T-nxrroTo rr3IrIrTBaHe I{ rIpOBepKaTa Ha

TrxHara 6esonacuocr. Bc[.rKr.r COVID - 19 Baxcnnu ctorBerHo floAnexar Ha

AorrtJrHr.rreJreH MoIIHTopI4Hr, xoftro a rrorBbpArl eQuracuocrra u
6egouacuocT ra Ha 6uonpogyrT a rz xofito, 3a pa3JII,rtIHLITe BaKcl{rrr4,

[poA:bJrxaBa rc 2023 - 2024 r. B rasr Bp:b3Ka, BaKcIiHI{Te rroA MoHI{Topt4Hr ca

o3Haqexl,r c trepeH Tpubr6JrHr{K, xoiro rut orrllrqaBa or Apyrlrre neKapcrBeHI,I

npoAyKrr.r.

IIpu orqeuxara r4 npr{naraHero sa COVID - 19 BaKcuHr.rre crreABa Aa ce

B3eMar rrpeABr{A I{ cJIeAHI{Te (!ar<rra:

- .funrocpovHure crpaHr4rrnn e$er<:rn na COVID - 19 eaxcru .I:re ca

He-f,cHu [opaArr Jrlrrcara Ha BpeMe 3a rrxHoro [screAgaHe. PeA

eKclepTrr rrpeAynpexAaBaT 3a B63MoxHocTTa oT aKTI,IBLIpaHe Ha

aBToraMyHHlr ri paKoBra za6or,l,r;aunr:.
- B63MoxHLrre neKapcrBeHra B3auMoAeitcrnug. c Apyru JIeKapcrBeHLI

IpoA]'KTITI He Ca Ia3CJIeABaHI4;

- B AoroBoplTe 3a rroKylKa, Korrro EK e cKnro.r[Jra c npor,r3BoAr,rreJlllTe

Ha Baxcltnrrre, ca Hzurrrqe KJray3rr, xonro ocno6oxraBar HarIbJIHo

[poa3BoAr{Tenr4Te or otoBopHocr 3a crpaHr4trHu:re eQercrr ot
[poAyKTrlTe ]r [pexB6pn-{T r{3qsno ra3r{ oTroBopHocr B6pxy

rbpxaBr.rre qJreHKr.r, B Harrrr{rr ctrylm'it - B6pxy Perry6nuxa E:r Jffapfia.



C orneA Ha [ocoqeuare [o-rope Qaxtu, COVID - 19 eaKcraHrrre, Karo
eAVH HOB r{ HeHarrbJrHO [pO) {eH MeArrrInHCKH rrpOAyKT, Morar Aa Ce Upr4Jrarar B

E:smapv-a eAriHcrBeHo 4o6poeomro, Karo Bcflt<o nrqe rpx6aa Aa 6rae ao6pe
3a[o3Haro c rexHlrre rloJr3r.r r{ pr{cKoBe v Aa :aarrpaBr ceox ocrsnar u:6op.
Taxasa e LI ,4ocerarrrHara [paKTr{Ka - TorrHo rlopaAr.r re3lr [pIlrIHHr{ ce [o,q[I4cBa

AeKJrapaqrur sa an(fopur.rpaHo ctrJracue or BcrKo nr.rqe flpeArr BaKcr{Hr{pauero

rr,ry. A carnacHo 3aroBe.q Ne P[-01-726/23.12.2020 r., r. 7 Ha Ml{Hr{cr6pa Ha

3ApaBeona3BaHero, ITMyHI{3aqI#ITa cpe[ry COVID - 19 e npeflopbqrlTenua fl
6esnnarna r{ ce [ocraBs rlo xeJIaHI.re.

I{enra ua Hacro{nlr{rr 3aKoHonpoerT e Aa [orBrpALI Ha 3aKoHoBo HI{Bo

4o6poeonnrx xapaKTep Ha r4MyHr,r3allltrlra cpeury COVID - 19, za Aa 6r6at
3arrlrrreHr{ a,qerBarHo rrpaBara ua 6tnrapcxare lpaxAaHlr. Hactosu[Te
pasnope46u ua.ru. 59, ar. 1 or 3arona 3a sApaBero BbB Bpb3Ka c .uI. 63 ot
c6rrltlrr 3aKoH cbAbpxaT [paBna Ba3MoxHocr 3a BBBexAaHe Ira 3aABJIXI{TeJIHa

BaKcunaq[rr cpeury COVID - 19 cbc 3a[oBeA Ha MIrHI,Icrtpa Ha

3ApaBeo[a3Barrero. Ilpueuauero Ha HoBara an. 3 rura q.n. 59 or 3axona sa

3ApaBero rrle upeMaxrre rin3t4^ Bb3MoxHocr. flpegnoxena,a 3aKoHoBa

$opuynuponxa e B crrrxpox c pa3[opeA6ure sa 6rnrapcra:ra Konc:rzryqux u
peAuqa MexAyHapoAHLr aKToBe r<aro ErponeficxaTa KoHBeHIII{rr 3a 3auILITa Ira

lpaBara Ha qoBera H ocHoBHI{Te cro6o4lr, Kouneuqnxra 3a 3atrII,ITa Ha rlpaBara

Ha qoBeKa r4 Ha qoBe ro:ro 4ocrofiHcrBo 868 Bpb3Ka c [pr{rraraHero Ha

[ocruxeurrrrra ra 6uonorusra r{ MeAllqrrrrura u rpyrrl B curu<pou e cbnlo c
6a:ncnure [pr.rHIIH[r{ Ha Mopiura u clpaBeAnrlBocrra, Korrro ca

ocHoBofloJraranlr{ 3a eAHo HopMuurHo I4 AeMoKparliqno o6qecrso.

flpeglaranure B 3aKoHo[poeKTa rrpoMeulr :aAMa Aa AoBeAar Ao HoBIt

pa3xoArr r.r Apyrr Srznancosa [ocJleArr{ll.
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TIPEABAPUTEJIHA OIIEHKA HA Bb3AEI;ICTBI4ETO
KbM 3aKoHonpoer$a 3a [3MeHeHne u AonbJrHeHrre Ha 3aKoHa 3a 3ApaBero

1. Ocgosannfl Ha 3arouoAareJruara [HurlrrarrrBa

B paurure Ha [aHAeMLIqra ot COVID - 19 rz crulecTnyBarrlara r,r3B6rrpeAua

e[[AeMr{rrHa o6craHoBKa, o6seeHa rro peAa na qn. 63 o:r 3arona 3a 3ApaBero,
cpeA roJrrMa qacr or 6tnrapcxnre rpaxraHlr clqecrByBa 6esnoxoficrno
orHocHo roBa, KaKBI{ Ao[6JIHrrreJrHr.r 3ApaBHr.r MepK[ qe 6:r.qa:r npegnpuetr.r
or 6urapcxttre BJIacrIr. Ctqecrnynar o[aceH]rr, qe 3a oqpeAenenr{
Kareropfir,t pa6orulrua I{ cJryxr.rreJr}r Moxe Aa 6rge ycrauonero 3aAbJrxeur,re

3a Bar(cfiHarlbr rrporlrB COVID - 19, roero rrpr orKa3 Aa AoBeAe go sary6a
Ha pa6ora I{ HarlaraHe Ha Ao[uIHLITenHH coqllanun orpaHI]rrIeHLIJL Tyr e

pon ra na Hapo4noro cr6paHae raro Brcur 3aKoHoAareJreH opraH ,qa
3arrlurlr flpaBara Il cro6ogure Ha 6srrapcrure rpaxAaur.r. C npueuaNero ua
lpeAJroxeHlr, 3arononpoexr clqecrByBarrlara 4o6pononnocr Ha

urvryHlr3aqr,urTa cpeqy COVID - l9 qe 6r4e yrarp.qeHa Ha 3aKoHoBo rr[Bo B

3axona 3a 3ApaBero r.r qe ce AaAe sceH u 6escnopeu cprruaJr na 6urrapcxr.ne

lpaxAanr.I, qe xuBerr s cgo6oAHa Ir He3aBrrclrMa crpaHa, Ko.f,To IIeHI,r BItcoKo
flpuHqr{nrrTe Ha AeMoKparlrrrra.

llpu ycnoaurra Ha Hacrorulara [aHAeMlrrr 3aKpluara Ha 3ApaBero,
cno6o4ata r.r Aoctoftncrsoro Ha 6rlrapcxu, e rpaxlaHr.r cJreABa Aa BbpBr.r B

ABe HacoKn - or eAHa crpaHa Aa 6rAat ocurypeHu ua 6rmapcxu:re
rpaxAaHu BcEqKL oAo6peHr.r BaKcr,rur,r r4 neKapcrBa [porr{B COVID - 19
(rxmounrerHo r.r re3r{, oAo6peHu noA ycJroBr{e u r,r3BbH paMKr{Te Ha

HopM€Innara IIpoIIeAypa na o4o6pexr.re). Toea Ao roJrf,Ma crerreH e
ocblllecrBeHo, 6tmapcrara AbpxaBa Belre e ypeAr,rna 6urapcxu:re
rpaxAaHr.r Aa vMar upauo 6esnratHo Aa ce BaKcr{Hapar c Bcr.rrrKr{ o4o6penr
ot EMA COVID - 19 sarcrHu. Or apyra c'rpana rpx6na Aa 6rAe 3arrlr.rreH
go6ponoanu.r us6op ua BaKcrnarllu Ha xopara a Eurrapux, xoero qe 6r4e
rapaHTr.rpaHo c [peAnoxeHara npoM.sHa s 3aroHa 3a 3ApaBero.

2. 3annrepecoBaurr rpynu

3aun'repecoranu ca Bcrrqxr.r 6rmapcxl.r rpaxAaur,r, rrfi xaro [peA BceKr.r or
Tr'x crolr KaKTo plrcra Aa ce 3apa3[r or COVID - 19, raxa u Br3MoxHocrra
Aa ce BaKcr.rHupa [porr.rB 6orecrra, KaKTo u pec[erTr{BHo aa 6'saar
HaKbpHeHI4 [paBaTa My flpfi HaJIOXeHO 3aAbJIXeHLIe 3a BaKCHHaqI,U.

Cnequ<pr.runn 3auHTepecoBaHr.r rpy[u ca Munr.rctepctnoto HA



3ApaBeo[a3BaHeTo ]r ,qpyfl,rTe opraHr4 r.r cTpyrcTypr,r, cBsp3aH[ c6c
3,qpaBeona3BaHeTo.

C nplleMauero Ha [peAJroxeHnre 3aKoHoBlt [poMeHIl BcrKa or
3aI,IHTepeCOBaHLITe rpy[]r qe uMa rcHoTa oTHoclro pexuMa Ha BaKcr{Haqr{, B

Brarapux Lr Hflv,a Aa lIMa o6ulecrBeHr{ flparecHeHr.ur ornocHo Bb3MoxHocr.ra
3a HapyluaBaHe Ha qoBeIuKrI flpaBa B Ta3rr Bp63Ka.

3. Aua.nus Ha pa3xoAH r{ rroJr3n

flpuaararero Ha HoBara [paBua ype.q6a cb racHo 3axououpoerra ne
I,I3LTCKBa AOIIIJTHLITeJIHI,I QranalrCOrU CpeAcTBa.

4. Ag*runucrparrrBna rexecr n crpyrcrypur{ rrpoMeHn

flpulararero Ha HoBara [paBHa ype46a clflracuo 3arououpoema HrIMa Aa
AOBeAe AO yBeJrr.rqaBaHe Ha aAMr.rHr,IcTpaTr.rBHaTa TexecT r.r He r.r3rrcKBa

B6Bex,4aHeTO Ha CTpyr(rypHr.r [poMeH]r.

5. BrsAeftcrnrre Brpxy HopMarriBuara ype46a

flpe4naranara HoBa pa3[ope46a ne BJrrr3a B KoJII,I3r{rr c fipr,rJloxr.rMara
HopMarnBHa 6asa w usua ueo6xo4r,rvocr or [poMeHr.r B Apyrrr HopMarr.rBxr.r
AKTOBE.
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