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MT4HT4CTEP CT B O HA 3I P AB E O II A s BA H ETO

Rotnucua ru pedxa sadonneauun

,(o npoQ. d-p fu*teru CmefiaHoe

TIP ETCETATEJI HA KOMNCUflTA

YsaxaeMu npoQ. CreQauon,

Brn epr:xa c Barue rlrcMo or 04.08.2021 roe. I ssxra nouep/

Oruocuo:

CraHosHule orHocHo Bb3MoxHocrra 3a BaKcr4Hr4paHe Ha [auHeHTIr c peAKI4

6o;recru cpeuy COVID 19

orroBapqM, r{e rro ucKaHe Ha 3aM. Mnnncrrpa Ha M3 ErcueprHl4rr cbBer rro

ile4narpkrfl, u3rrparu craHoBrrrqe Ao HBIII I l|l4.3l oqe rpe3 uec. IOnru 2021

orHocHo BaKcHHrpaHe c BaKclrHu cpeqy KopoHaBLIpyc Ha AeIIa HaA 12 ro4uttu,
BKn. Aerla c Kr4cruqna Sn6po3a Ha rraHKpeaca.

Irl:upauaM orHoBo craHoBr.rqe, Koero 6erue o6cr,{euo e ErcneprHl4t IIeHTbp B

yMEAJI ,, AreKcaHApoBcKa" EAA , ro peAKra sa6orsear^vtfl- MyrconnclluAo3a.

Barcnnara cpeqy Bupyca na SARS-CoY-2 Comirnaty na BioNtech e o4o6peHa

3a ynorpe6anpu nuqa naa 16 r. B crpaHnre or EC or ErponeficKara areHIII{q ro
neKapcrBara (EMA) or 21.12.2020 r. Pa:peueru{ero 3a yuorpe6a e

rrpeAocraBeHo rro Jrr4:anfl. Ha r.H. ,,conditional marketing authorization".
Haru.rHara uHQopMarlklf, rpx6aa Aa [oKa3Ba, qe [oJr3rrre or neKapcrBeHn,

rrpoAyKT HaABHrrraBar pr{cxoBere lr nonyqareJrrr Ha o4o6peuuero ce 3a.{bnxaBa

Aa npeAcraBr rrbJrHure KJrr{Hr,rrrHr,r AaHHr{ s 6rAe[Ie. B KoHKperHut clyuait
BaKcr{Hara ronyqaBa raKoBa o4o6peuue 3a ynorpe6a BbB Bpb3Ka c

r{3KnroqilTenHo BlrcoKure nyxAu Ha o6qecrseHoro 3ApaBeo[a3BaHe B EC
rrpeABuA r{3BbHpeAHara errlrAeMuonoruqHa o6cranosrca.

Cruacno .qeficrsarqara HopMaruBHa ype46a s EC @aprraaqeBrLrrrHara
KoMrraHut rprrdaa Aa rrpoBeAe KJruHr{rrHu rlpoyqBalaus. 3a rrpuJroxeHlrero Ha

rpoAyKra rpn Aerla. 3a rasn qer, fleAraarprarrHrlrr KoMrlrer (PDCO) na EMA e
o4o6pnn lle4narprarreH r{3cneAoBareJrcK}r [JraH. B Hero [poyrrBaHr4flTa ca
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N]IAHUPAHH AA TIPOTCKAT IIOCJICtrOBATCJTHO B HflKONKO Bb3PACTOBII |PYIIH - 16-18

r., l2-15 r.1 6 uec.-12 r.,0-6 uec.

flauuesrure HaA 16 r. Bb3pacr ca BKrlor{eHI4 B nbpBoHaqaJlHoro

rpoyr{BaHe npr4 Bb3pacrHw w Surypr4par B nr,pBoro olo6penrae. ESeKrI4BHocrra

Ha BaKcHHara Aa flpeAorBpara rof,Bara Ha nbpB]r erIH3oA ua COVID-19 or 7-s

AeH CneI rocraBflHero Ha BTopara Ao3a B cpaBHeHHe c flnaue6oro ce oueHflBa Ha

94.6%. Hafi-.recrure crpaHlaq]H]/- peaKurrH ca: 6orxa Ha Mscroro Ha I4HxeKul4qra

(> 80%), yMopfleMocr (> 600A), r,raso6ori{e (> 50oh), Mvral lnfl.I,I rpecKa (> 30oh),

aprpanrun (> 20oh), Qe6punvrer v oroK Ha Mqcroro Ha HHxeKuuara (> l0%).

E$er<rueHocrra Ha BaKcHHara npr4 Aeua ot 12 ,ro 15 r. ce oIIeH-rIBa .uo 6,rngo

100% B npoyqBaHe: rpn 1 005 vqacrHuuu 6e: IaHHW 3a rpeAxoxAaura

rau$exua, c BaKCrrHa HqMa perr{crpupaH c-x}'qaff Ha :a6oJlf,BaHe, AoKaro npu 978
yr{acrHurru, rroJryqunr.r ilnaue6o Hlra 16 :a5orenu. Ctulure ca AaHHHTe H flpv
rrauueHrr4 c t4trv 6e: npe4xoxrarua Hu$exqur, Karo npra 1 I 19 eaxcaHHpaHI,I

Hr\Ia perHCTpHpaH cryuafi Ha :a6o:rxeaue, troKaro rpl4 1 1 10 yqacrHtrl-It4,

[o,.]]-Lrunr4 nnaue6o uua 18 sa6o,'Ienra. Hafi-qecrr4Te crpaH[qHu peaKutlv ca'.

6o;rxa Ha Mrcroro Ha r,rHxeKuarra (> 90o ), yMopreNlocr Ir r;raeo6orue (> 7}oh),
Mna.rrr.rq 14 rpecKa (> 40o ), aprpairrux r.r $e6puJrr4re'r (> 20%).

llelilarpu.utnflT KoMHTer Ha EMA e Aan rroJroxaTeJrHo craHoBr{rue 3a

o,lo6peHue Ha BaKcHHara 3a ra3v [eAr4arpr4qHa no[ynaqu, vr c:borBerHo

Kolrarerbr 3a neKapcrBeHr{ npoAyKrr4 B xyMaHHara MeArrrl}rHa (CHMP) sa EMA
e pa3rnvpkrn r43AaAeHoro pa3perxeHue 3a ynorpe6a ,,conditional marketing
authorization" H 3a Aeuara or 12 eo 15 r. Bb3pacr.

Myxonacrlr4Ao3ara e KoMrrJreKCHo aBTo3oMHo-peqecueHo sa6orflBaue, npr4 Koero

ca 3acerHaua Syuxur4r4Te Ha ilvrxareJrHara cr4creMa, xpaHocMLI rarelrHtlfi. TpaKT 14

BCHTTKH eK3oKpr4HHr4 xJre3u. Te:u Aeua ce BaKcrrHr4par IIo HMyHI43auHoHerI

KaneHAap:, Karo AonbnHrrreJrHo e ueo6xoAuuo rrpnnoxeHl4e exeroAHo Ha

rrporuBorpnrrHa BaKCr{Ha (:a4r.nxurenuo) u flpunoxeHne Ha

nporr{BonHeBMoKoKoBa BaKCrrHa ( npz rarrr4eHrr4Te poreHrl rperH 2010

3a.qbnxHTenuo).
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Cqzranae,qe creqhQnvHrz rpyrr4 Ha xpoHr4quo 6olHr4 Aeua ( nae 12 roluaw) m
HMar npaBo Ha Aocrbn rrpu xeJraHue (ra raHQopMr4paHo cbrJracue or crpaHa Ha

potrrrrenure Lr Ha lerlara, aKo ca HaA 14 rotruuu) Ao BaKcr4HrzTe cpeuy



KopoHaBupyc- npenopbr{rrreJrHo, Ho He 3atrbnxr4TeJrHo. 3a 6orsure c

MyKoBlrcqvtro3a KoHKperHo cneA o6croeu [perneA Ha nnreparypHuTe IaHHr4
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6Hxlrae npeiloprbr{aJra BaKcHHauLr,fl, oco6eHo npu Aerlara c ycnoxHeHv, (xaro
Harrp. Ana6er, cBbp3aH c MyKoBHcur4Ao3a) vrrpLl Aeuara c @E,O1 noy600A. Te ca

cBbp3aHH c rroBHrueH pr4cK or cMbprHocr or covlDl9 cnpqMo Apyfr4re Aeua c

MyKOBr4CUrrAO3a.
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