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r.

Ha ocHOBanne HJI. 272, aji. 1, x. 6 ox SaKona sa jieKapcxBCHHxe npo^yKXH B xyMaHHaxa
, BI.B Bpt3Ka c HJI. 14, an. 1, T. 1 ox Hape^Ga N° 9 ox 23.04.2008 r. 3a ycnoBnaxa H pe^a sa

SnoKHpane H Hsxeraane na JieKapcxsenH npo^yKXH, noKasanH HectoxsexcxBHe c H3HCKBanHaxa 3a
, 6e3onacnocx H e(J)HKacHocx

P A 3 I I O P E 5 K f l A M :

AstraZeneca AB, IIlBeijHa - npHTeaeaxeji na paspememiexo sa ynoxpeSa npes
AcTpa3eHCKa BtJirapna EOO^ /B KanecTBoro My na JiOKajien npeflcxaBHTeji na ITPy 33
BtJirapHH/ H ,,ByjI BHO-HU,3ITB" EOO,3, npe3 PernoHajiKHTe 3/ipaBHH uncneKUHM /JA
OCBOBO,HHT GjiOKHpaHHxe B cxpanaxa KOjmnecxBa ox JieKapcxBenHii npo^yKX Covid 19
Vaccine AstraZeneca - vial x 10 doses, napxH^HH noiviepa ABV3025, ABV5300, ABV5441,
ABV5443, ABV6514, ABV5839, SjioioipaHH etc 3anoBCA JVs 3OA-0149/12.03.2021 r. na
H3ni>jiHHxejiHHJi anpeKxop na HAJI.

MOTHBH: BtB Bpt3Ka etc ctoGmeHH HeaonycxHMH neacenaHH neKapcxBeHH peaKHHH npn
npaBHJIHa ynoxpeGa na BaKCHHaxa e HSBtpnien npe^BapHxejieH nperjie^ ox EsponeHCKaxa a^eH^Ha
no JleKapcxBaxa /EMA/ na xpoM6o-eM6ojiHHHH ct6HXHa cJie^ npHJiarane na COVID-19 Vaccine
AstraZeneca. Ctrnacno cxaHOBnme Ha KoMnxexa sa JieKapcxBena Gesonacnocx na EMA /PRAC/ ox
18.03.2021 r. no oxHomeHHe na cjiynanxe Ha xpOM6o-eM6ojiHHHH ctGnxna H flpyra ctcxoanna,
CBtpsann c KptBoctcHpfianexo, ctoGmenH B ̂ tpacaBH-HJieHKH na EC cnex BaKCHHaiiHa c COVID-19
Vaccine AstraZeneca, ne ce ^OKasBa npHHHHHo-CJie^cxBeHa Bpt3Ka Meac^y c-bm;Hxe H npHjiaranexo
na BaKCHHaxa, Kaxo sa BaKCHHaxa e najiHite nojioKHxejino ctoxnonieHHe HOJKH/PHCK, nopa^H KOCXO
HCHHOTQ npHJioacenne MO5K6 m npo^tjiKH.

BtB sptSKa etc cto6meH c HHCMO ox PerHOHajina s^paBHa HHcneKu;Ha - ITjiOBfl,HB c BX. N°
HAJI- 1273 5/1 2. 03. 2021 r. cjiynaH na cepnosna neacejiana JieKapcxBeHa peaKHHa Ha 12.03.2021 r.
CJIGR npHJioKCHHe na 11.03.2021 r. na ntpsa ^osa ox BaKCHHaxa Covid 19 Vaccine AstraZeneca,
napx. HOMep ABV5443, na 18.03.2021 r. B HsntjiKHxejiHa areHnna no JieKapcxsaxa e nonynen
pesyjixax no TpofiHa ctAe6HOMefl:H^HHCKa eKcnepxnsa N° 43/2021, HSX. JVb 426/18.03.2021 r.,
HasHa^ena no oSpasyBano ^oct^,e6Ho npoH3BO^cxBO, Kaxo ctrjiacno saKJHoneHHexo na
eKcnepxH3axa He ce ycxaHOBasax flaHHH sa MaKpocKoncKH H MHKPOCKOHCKH xpOM6o3H Ha ctflosexe,
HHXO Apyrn H3MeH6HHa, KOHXO ̂ a 6t^ax CBtpsaHH c BaKCHHaxa.

HsntJiHHxejiHa arenitHa no jieKapcxsaxa HSBtpmn jia6opaxopHH H3HHXBaHHa na npo6a ox
napxHfla ABV5443 ox Covid 19 Vaccine AstraZeneca. Pesyjixaxnxe ox jiaSopaxopHHxe
H3HHXBaHHa, npoBe^eHH ctrjiacHO BajiH^npaHH Mexo^H na EBponencKaxa (j)apMaKonea, noKaasax, ne
napxH^axa ox JieKapcxBeHHax npo^yKX oxrosapa na oflo6penaxa cneuiH^HKai^Ha H He ce ycxaHOBasax

B KanecxBoxo H..



Bpt3Ka c ropensjioaceHoxo, npnjioaceHHexo na BaKCHHaxa COVID-19 Vaccine AstraZeneca
HC ce cBtpsBa c yBejiHHaBane Ha oGmna PHCK ox HacxtnaaHe na xpoM6o-eM6onHHHH

peaKUHH H nojisnxe ox npnjioaceHHexo H na^BHuiaBax pncKOBexe.

Hacxoamaxa sanoBe^ R& ce cto6iu,H na AcxpaSeneKa Btnrapna EOO^ H ,,ByjI BHO-HU,3nB"
EOOfl, no pe^a Ha HJI. 61 ox AHK.

Konne ox sanoBe^xa Ra ce Hsnpaxn Ha perHOHajinnxe 3^paBHHxe HHcneKLtHH H
a/jpaBen HHcnexxop sa octmecxBaBane na KOHXpon.

3a HeHsntnHCHHe na aanoBCAxa oxroBopHHxe Jiniia Hocax
oxroBOpnocx ctrjiacHO SaKona sa JieKapcxBennxe npo^yKXH B xyMannaxa
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