MHNPUJIOKEHMUE 1

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



V Tosu JIEKapCTBEH MPOAYKT TOJICKH Ha JOIMBIHUTETHO HabmoaeHne. Tosa e mo3Boiau 0bp30To
YCTaHOBSIBaHE Ha HOBa HH(OpMAaIUs OTHOCHO Oe3omacHOCTTa. OT MEAWIIMHCKUTE CIIEIIUAIICTH CE
M3HCKBa JIa ChOOIaBaT BCSIKA IMOI03UPaHa HeKellaHa peakifys. 3a HaurHa Ha choOIaBaHe Ha
HEXEJIaHU PEaKlMH BUXKTE Touka 4.8

1. HNME HA JIEKAPCTBEHUS TPOAYKT

Vaxzevria HXEKIIMOHHA CyCIICH3HS
Bakcuna cpenry COVID-19 (ChAdOx1-S [pexomOnHaHTHA))
COVID-19 Vaccine (ChAdOx1-S [recombinant])

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB

ChbInecTByBaT MHOTO030BH (IaKOHH, KOUTO chabpikaT § nin 10 mo3u o 0,5 ml Ha ¢uakon (BXk.
TO4Ka 6.5).

Enna noza (0,5 ml) ceappixka:

AZeHOBHpYC OT IIUMIIaH3€, KOAUpal] BUpycHUs mumoB (spike) riukonporens Ha SARS-CoV-2
(ChAdOx1-S)", He mo-manko ot 2,5 x 10® undexnmoznn exunumy (infectious units, Inf.U)
“TIpousBe/ieH B TeHETUYHO MOAUBUIMPAHH YOBEIIKH eMOpruoHaTHN 660peuny (human embrionic
kidney, HEK) 293 knetku upe3 pexomOunantaa JJHK TexHonorus.

To3u NpoayKT chabprka reHeTHYHO Moauduuupanu oprannsmu (IMO).

IToMOMIIHO BENIECTBO C U3BECTHO ACHCTBHUE
Besika moza (0,5 ml) ceabpxa npubau3uTeTHo 2 mg eTaHoM.

3a IIBJIHKUS CIIMCHK Ha IIOMOIIIHUTE BCIICCTBA, BUXKTC TOYKaA 6.1.

3. JEKAPCTBEHA ®OPMA
WmxexnuonHa cycrieH3usl (MHXKEKITH )

Cycniensusra e Oe3nperHa 10 OnemokadsiBa, buctpa 10 nomynpospauna ¢ pH 6,6.

4. KJIMHUYHU JAHHU
4.1 TepaneBTHYHH NOKA3AHUS

Vaxzevria e moka3zaHa 3a akTHBHa UMyHH3auus 3a npeseHus Ha COVID-19, npuunnen ot
SARS-CoV-2, nmpu nuia Ha Bb3pacT 18 1 moBeye rouHU.

YHOTpe6aTa Ha Ta3u BaKCHHa TpH6Ba Ja 6’5,[[6 B CHbOTBCTCTBUEC C O(I)I/ILIPIaJ'IHI/ITe MpCIIOPBKU.

4.2 Jlo3upOBKA M HAYMH HA NMPHJIOKEHHE

gO3H[20BKa

Jluya na év3pacm 18 u noseye 2o0unu

KypchT Ha mbpBUYHA BakCHHAIMA ¢ Vaxzevria ce ChCTOM OT ABe oTAenHu 1034 1o 0,5 ml Beska.
Bropara no3a tpsiOBa na ce npuinoxku Mmexny 4 u 12 cenmunu (28 no 84 nuun) cien mbpsara 103a (BX.
Touka 5.1).



Ha nunia, xouTo ca 3aBspIIvm Kypca Ha TbpBHYHA BakcHHANUA ¢ Vaxzevria unu ¢ u”PHK Bakcuna
cperry COVID-19, moxe na ce nmpuitoxku 0yctep mo3a (tpera go3a) ot 0,5 ml (Bx. Touku 4.8 u 5.1).
Tperata mo3a TpsOBa ja ce MPUIOKHU HAK-MaIIKO 3 Mecella ciie/l 3aBbpIBaHe Ha Kypca Ha MbPBUYHA
BaKCHHAIIHS.

THonynayus 6 cmapuecka 6v3pacm
He ce nanara kopurupasne Ha no3ata. Buxre cbio Touka 5.1.

THeouampuuna nonyrayus
BezonmacHocTTa 1 epukacHOCTTa Ha Vaxzevria npu Jela U I0HOIIN (IT0-MaJky OT 18 roxuHM) Bee olle

HC Ca YCTAHOBCHU. JIuncear JaHHHU.

Hauwun Ha OPUITOKCHHUEC

Vaxzevria e caMo 3a HUHTPAMYCKYJIHO MHIKCKTHPAHE, 3a IPCATIOYUTAHC B ACITOUAHUSA MYCKYJ B
rOopHaTa 4aCT HAa pbKaTa.

He HH)KGKTPIpafITC BAKCHHATA UHTPABACKYJIApPHO, TOAKOXKHO WU UHTPAACPMAIHO.

Bakcunara He TpH6Ba Ja ¢ CMCECBa C APYTHU BAaKCHHU WJIU JICKAPCTBCHU MPOAYKTH B ChIIlaTa
CIIPUHIOBKA.

3a npennazHuTe MEPKU, KOUTO TPSAOBA J]a ce B3eMaT Npeu Mpriarane Ha BAKCHHATA, BIDKTE
Touka 4.4.

3a yka3aHUs OTHOCHO paboTara ¢ BaKCHHATA U U3XBBPIISTHETO M, BUXKTE TOUKa 6.6.
4.3 IIporuBomokaszanus

CBPBXUYBCTBUTEITHOCT KbM aKTUBHOTO BEIIECTBO MIIH KBM HIKOE OT MOMOIIHUTE BEIECTRA,
n30poeHu B Touka 6.1.

JInua, KOUTO ca MOJMY4MIIM CHHAPOM Ha TpoMbo3a ¢ TpomOoruronenus (thrombosis with
thrombocytopenia syndrome, TTS) cnen Bakcunauus ¢ Vaxzevria (Bx. Touka 4.4).

Jluma, KouTO B MHHAJIOTO ca UMAaIlM eH30{1 Ha CHHIPOM Ha HapyIIeHa KalWIspHA MPOITYCKIMBOCT
(BX. chIIO TOUKa 4.4).

4.4 Chnenuaany npeaynpe:KaeHUs] H NPeINa3sHi MePKH IIPH ynoTpeda

[Ipocaeaumoct

3a Ja cc HO,I[O6pI/I MMpocCJICANMOCTTA Ha OMOJIOTUYHUTE JICKApCTBCHU MMPOAYKTHU, UMCTO U MAPTUIHUAT
HOMCP Ha IMPUJIOKCHUA IPOAYKT TpH6Ba SICHO Ja CC€ 3aIllMCBart.

CBpBXYYBCTBUTEIHOCT U aHA(DUIAKCUS

Nma crobuienus 3a ceOuTus Ha aHadwiakcus. Bunaru TpsiOBa 1a iMa Ha pa3ooKEeHUE TOAXOASIIIO0
MEAUIMHCKO JICueHHE U HAOI0ACHUE B CiTydyail Ha aHapUIAKTHYHO CHOUTHE CIe] MPHIOKEHUETO Ha
BakcuHara. [IpenopbuBa ce BHUMAaTETHO HAOIIOJCHNE B IPOABIDKCHNE HAa Hali-MaKo 15 MUHYTH cien
BakcuHauusTa. JlombIHUTENHA 1032 BAKCHHA HE TPsIOBa 1a ce MOCTaBs HAa OHE3H, KOUTO €a MOTyYHIIN
aHaduIakcus IpH MpeaxogHa 103a Ha Vaxzevria.

Peaknun CBBP3aHHU C TPEBOKHOCT

PeaKI_[I/IPI, CBBbpP3aHU C TPCBOXKHOCT, BKIIFOYUTCIIHO BA30BAarajH1 peakiiuu (CI/IHKOH), XUIICPBCHTUIIALIUA
HJIN peaKluu, CBbpP3aHU CbC CTPEC, MOI'aT Ja Bb3HUKHAT BbB BPB3Ka C BAKCUHAIIUATA KATO



MCUXOI'CHCH OTI'OBOP KbM MHKCKTUPAHCTO C UTIJIA. Baxno e Ja €a HaJInfe npeamna3iu MCpPKHU, 3a 1a CC
n30erde HapaHABaHC IPH MMPUJIOLIABAHC.

C’BH’LTCTBaH_IO 3a00JIsIBaHE

BakcunanusTa TpsOBa 1a ce OTIIOKHU IPH JIMIA, CTPAJAIIH OT OCTPO TEXKO (eOpHITHO 3a00IsIBaHe
niu octpa uHpekws. Hanmauero Ha ieka nHbEKIUs u/wim crado MOBHIIIEHa TeMIIepaTypa obade He
TpsOBa 1a 3a0aBs BaKCHHAIUSATA.

HaDVH_IeHI/IH Ha KPbBOCHCHUPBAHETO

*  Cunopom Ha mpombdo3a c mpomooyumoneHnus: MHOTO PAIKO ciel BaKCHHAIMS ¢ Vaxzevria
¢ HaOJI0AaBaH CHHAPOM Ha TpoMO03a C TPOMOOIIMTONIEHUS], B HSIKOU CIydan ChIIPOBOJICHA C
KbpBeHe. ToBa BKIIIOUBA TEXKKH CIIy4au, U3BSBAIIN CE C BEHO3HA TPOMOO03a, BKIIOUUTEIHO C
HeoOHMyYaifHa JTOKaIu3auus, KaTo TpoM003a Ha MO3bUEH BEHO3ECH CHUHYC, TPOM003a Ha
CIJIAHXHMKOBA BEHa, KAKTO M apTepuaiHa TpoM003a, ChbI'bTCTBAHA OT TPOMOOILIUTOIICHUSI.
Hsikon ot ciyuanrte uMat netaneH u3xol. [loBeueTo OT Te3u ciayvan ca Bb3HUKHAIH B
paMKHTE Ha ITBPBUTE TP CEAMUIM ClIe]] BAKCHHaNUATa. YecToTaTa Ha ChoOIIABaHE Clie
BTOpaTa 032 € Mo-HUCKA B CPAaBHEHHE C Ta3H Clie/ IbpBarta 103a. Brmkre chio Toukac4.3.
IIpu nosiBa Ha TTS e HE0OXOIUMO CTICUATM3UPAHO KIMHUYHO JieueHHe. MeaUIUHCKUTE
CIELMATUCTU TPsIOBa 1a HANIPABAT CIIPaBKa B CbOTBETHOTO PHKOBOACTBO W/WIIU J1a CE
KOHCYJITHPAT ChC CIECLUATUCTH (HAIp. C XeMaTOJI03H, CHENHUANMCTH 110 HApYLICHUS Ha
KPBBOCHCUPBAHETO), 32 J1a CE AUATHOCTUIIMPA U JIEKYyBa TOBA ChCTOSHHUE.

o [lepebpanna éenosna cunycosa mpomoosa: CoOuTHS Ha TiepeOpaiHa BEHO3HA CHHYCOBa
TpoMO03a 6e3 TPOMOOIMTONIEHHSI ca HAOMIOAaBaHH MHOTO PAIKO, CIIe IpUIaraHe Ha
Vaxzevria. Hakou ot cimyyanrte umat neranet uzxon. [loseyeto ot Te3u ciaydau ca
BB3HUKHAIM B PAMKUTE Ha ITbPBUTE YETUPU CEIMHUIIM Cllea BakcuHauus. Tasu nHpopmanus
TpsiOBa J1a ce MMa IpeABU/ MIPH JIMLA C IOBUIIEH PUCK OT LiepeOpaiHa BEHO3HA CHHYCOBa
TpoMbo3a. Te3u chbOUTHS MOXKE Aa U3UCKBAT PA3IMYHU MOAXOAHM 32 JICUCHUE B CPAaBHEHHUE C
TTS u MeIUIMHCKUTE CIIEHUATUCTH TPsiOBa 1a HANIPABAT CIIPaBKa B CbOTBETHOTO
PBKOBOJICTBO.

e Benosna mpomooembonus: HabnronaBana e BeHo3Ha TpoMOoemMOomus (venous
thromboembolism, VTE) cnen npunarane Ha Vaxzevria u TpsiOBa 1a ce ©Ma OpeABU IPH
nuna ¢ nosumeH puck ot VTE.

o Tpomboyumonenun: CpoOLICHN ca Cllyyad Ha TPOMOOLUTONICHHS, BKIIOYUTEITHO HMYHHA
tpombouutonenus (MUTII), cnex npunarane Ha Vaxzevria, 0ONKHOBEHO MPeE3 IbPBUTE YETHPH
CeIMHIIM CIIe/l BAKCHHALMATa. MHOTO PAIKO MPY TE€3H CIIydyal HMa MHOTO HHUCKH HHBA Ha
tpombonutute (<20 000 Ha pl) n/unum e Hanune kepBeHe. Hsakon ot Te3u ciryyan ca
HaOJroNaBaHy NPY JIMIA C aHaMHe3a 32 UMyHHa TpoMOoruronenusi. ChoOIIeHO € U 3a ciaydan
C JIeTaJIeH U3X0. AKO J1aIeHO JIMLE UMa aHaMHe3a 3a HapyIIeHUe, IPOsIBSIBALIO CE C
TPOMOOLIUTOIICHHS, HATPUMEDP UMYHHA TPOMOOLIMTOIICHUS, [TPEeH MIpHUjlaraHe Ha BAaKCUHATa
TpsiOBa J1a ce OOMHCIIM PUCKBT OT TIOHIKCHHE Ha HUBATa Ha TPOMOOLIUTHUTE, a CIIe]
BaKCHMHALIMS CE MPENopbhYBa MPOCIECIIBAHETO UM.

MC}II/IL[HHCKI/ITC CIICIuaInCT TpSI6Ba Ja IIoaxX0KJaT C IOBUIICHO BHUMAaHHUE 110 OTHOIICHUEC Ha
MNpU3HAOUTC U CHUMIITOMHUTC HA TpOM6OCM6OJ'II/I$I W/WIH TpOM6OI_[I/ITOHeHI/I$[. BaKCI/IHI/IpaHI/ITe JMna
TpSI6Ba Ja 6’BI[aT HUHCTPYKTHPAHU J1a TOTHPCAT He3a0aBHO MCIHUIIMHCKA ITOMOIII, aKO CJIC
BaKCHHaNUATA pa3BUAT CUMIITOMU KaTO 3a4yX, OoJka B T'pPbAHUA KOII, OTOK Ha KpakK, Oolka B Kpaka,
ynopuTa KOpEMHa oonka. B AOM'BJIHCHUC, BCCKU IMOJTYYMNI HCBPOJIOTHUYHU CUMIITOMU CJICT
BaKCHHAMATA, KOUTO BKIIFOYBAT TCIKKO HUJIN YIIOPUTO FJ'IaBO6OJ'II/IC, 3aMBbIJICHO 3pCHUC, 06’BpKBaHC N
npunaabUy, WIA NOJYUYHII CJIC HAKOJIKO JHU CIIOHTAHHO KbPBCHE WJIM KOKHU KPBBOHACAAAHUA
(HeTCXI/II/I), HU3BBH MACTOTO HA MHIKCKTHUPAHC, TpH6Ba Ja IOTbpCHU HEe3a0aBHO MCIHUIIMHCKA ITOMOIII.

Hnua, JAUArHOCTULUPAHU C TpOM6OI_II/ITOHCHI/I$I B paMKHUTC HA TpU CCAMUIM CJIC BaAKCUHALIUATA C
Vaxzevria, TpH6Ba Ja 6’BZ[aT AKTUBHO U3CJICABAHU 3a MPU3HAIHW HA TpOMGOSa. AHaIOru4Ho JIMIara,



KOHUTO pa3BUAT TpOM603a B pPaAMKUTC HA TpU CCAMHUIMU CJIC] BAKCUHALIUATA, Tpﬂ6Ba Ja 6’L,I[aT
HU3CJICIBaHU 3a TpOM6OI_[I/ITOHCHPI$I.

Puck om kvpeene npu unmpamyckyiHo Rpunodicerue

Kakro mpu apyru HHTpaMyCKyJIHH MHXEKIHH, BAKCHHATA TPAOBa Ja ce mpujiara ¢ HOBUILECHO
BHUMAaHUE MIPH JIMLA TT0JTyYaBally aHTUKOAryJaHTHA TEPausl WIA TaKKUBa ¢ TPOMOOIMTONICHHS WIN
HSIKaKBO HapyllIeHHE Ha KPhbBOCHCUPBAHETO (HAIIPUMEP XeMO(HIIHS), Thil KaTO MPHU TE3U JIULA MOXKE
Jla ce MOSIBM KbPBEHE MM 00pa3yBaHe Ha CHHUHU CJIe]] HHTPaMYCKYJHO IPHIIOKEHHUE.

CunzpoM Ha HapylicHa KalmtnJIApHa IMPOIYyCKINBOCT

CpoOmaBa ce 3a MHOT'O peAKH CIIydad Ha CHHAPOM Ha HapylleHa KanuiisipHa npomycknuBoct (CLS)
Ipe3 IbPBUTE JAHU ciie]l BaKCHHALMsITa ¢ Vaxzevria. [Ipu HAKOM OT ciydauTe € HaNW4YHa aHaMHe3a 3a
CLS. Crobmaga ce 3a nerajnen usxon. CLS e psako HapylIeHHe, KOETO ce XapaKTepU3upa C OCTPH
€IHM30/I1 Ha OTOK, 3acArall IJIaBHO KpailHUINUTE, XUTIOTOHHS, XEMOKOHIIEHTPALIUS U
xunoanOymunemus. [lanmenture ¢ octep enuzon Ha CLS crnen BakcMHUpaHE ce HyXKIasT oT Obp30
IUarHOCTULMpaHe U JiedueHue. OOMKHOBEHO ce Hajlara U3MoJI3BaHeTO Ha MHTEH3MBHA MOAIbPIKaIa
tepanusl. JIunara c ycraHoBeHa anamue3a 3a CLS He TpsOBa 1a ce BAKCHHUPAT C Ta3d BaKCHHA.
Bwxre cpimo Touka 4.3.

HCBDOJ'IOFI/ILIHI/I CHLOUTUS

MHoro psKo clieq] BakcCUHanus ¢ Vaxzevria ce cho0miaBa 3a cuaapom Ha Guillain-Barré (GBS) u 3a
Tparceep3aneH Muenut (TM). MeaunuHCKATE CTIENUANIUCTH TPSOBa J1a MMOAXO0KAAT C TIOBUIIIEHO
BHUMaHUeE 110 OTHOIIIeHHEe Ha npu3Haiy u cumntomu Ha GBS 1 TM, 3a na ce rapanTupa nmpaBuiHa
JIMarHo3a, 3a Jia ce MHUIIMHAPAT aJeKBATHH MO IbPKAIIN TPYKU U JISYSHUE U 32 JIa CE U3KITIoYaT IPYyTH
MPUYUHH.

Puck OT TeXKHU HEXEIAHU ChOUTUS (W) (1} 6VCTCD A03a

PucKkbT OT TeXKH HEXeNaHu ChOUTHS (KaTo HapyIIeHUs Ha KOaryJanusaTa, BKIFOYBAIIN CHHAPOM Ha
TpoMbo3a ¢ Tpomborronenns, VIE, CLS, GBS u TM) cien 6ycrep mo3a Vaxzevria Bce oime He €
OXapaKTepU3NpaH.

I/IMVHOKOMHDOMGTI/IDaHI/I JIMa

E(i)I/IKaCHOCTTa, 0€30IMacCHOCTTA U HUMYHOTCHHOCTTA HAa BaKCHHATA HC Ca OLICHCHU IIpH
HUMYHOKOMITPOMCETHPAHU JIUI[d, BKIIFOUUTCIHO TaAKUBA, MMOJy4daBallli UMYHOCYIIPCCUBHA TCPAIIU.
E(i)I/IKaCHOCTTa Ha Vaxzevria MOxe Ja 6”5,[[6 IMO-HUCKaA IMPU UMYHOCYTIPECCUPAHU JIULA.

HDO)_I’BJ'DKI/ITGJ'IHOCT Ha 3amuTrara

HpO,Z[’BJ'DKI/ITeJ'IHOCTTa Ha OCUT'yYpCHATa OT BAKCHMHATA 3allliTa ¢ HCU3BCCTHA, TBU KaTo TS Ce
YCTaHOBsIBa BB BCC OLIC MMPOABbJKABAIIU KIIMHUYHA IPOYyYBaHUS.

OFDaHI/ILIGHI/IH Ha Cd)eKTI/IBHOCTTa Ha BaKCHMHATa

3amuTara 3armouBa NpUOIM3UTEIHO 3 CEAMHUIIM CIIe/ TbpBaTa 103a Ha Vaxzevria. JIumara Moxe 1a He
ca HaITBJIHO 3aIUTEHH 10 15-1s IeH ciie mpriiokeHue Ha BTopara f03a. KakTo npu BCHYKH BaKCHHU,
BaKCHHHPAHETO ¢ Vaxzevria MOXe J1a He OCUTYPH 3alllNTa Ha BCHYKU PEIUITUCHTH Ha BaKCHHATA (BXK.

Touka 5.1).

ITomontHu BCIICCTBA

Hampuu
To3u nexkapcTBeH MPOAYKT ChABpPKA MMO-Majiko oT 1 mmol Hatpwuii (23 mg) Ha no3a ot 0,5 ml, t.e.
MOJXKE Ja c€ KaXke, 4e MPAKTHYECKU HE ChABPKA HATPHIA.



Emanon

To3u nexkapcTBeH MPOAYKT ChABPKA 2 mg ajaKoxou (eraHoid) Ha 1o3a ot 0,5 ml. MajikoTo Koiau4ecTBO
AJIKOXOJI B TO3M JICKaPCTBEH MPOAYKT HAMA /14 MMa HIKAKBH 3a0€NIeKUMH €(EeKTH.

4.5 BzaumMmopeiicTBHe ¢ IPYIH JeKAPCTBEHH MPOAYKTH M APYrd (popMH Ha B3auMojelicTBHe
He ca nposexxaanu npoyuyBaHus 3a B3aUMOJIEHCTBUSATA.

He e npoyuBaHo chbTCTBAILO MPUIOKEHHE HA Vaxzevria ¢ APYrd BaKCHHH.

4.6 ®epruanret, )peMEHHOCT U KbpPMeEHe

Bpemennoct

Wwma orpanudeH ONuT ¢ U3MOA3BAHETO HA Vaxzevria Ipu OpEMEHHH >KEHH.

[IpoyuBanusiTa nMpy >KUBOTHU HE TIOKA3BAT MPEKH WK HETIPEKH BPEeIHH €()eKTH N0 OTHOLICHUE Ha
OpeMeHHOCTTa, eMOprOo(eTaTHOTO Pa3BUTHE, PAXKIAHETO WIIM IIOCTHATATHOTO PAa3BUTHE

(Bk. TOuka 5.3).

[Ipunoxxenune Ha Vaxzevria o BpemMe Ha OpeMEHHOCT TpsOBa J1a ce 0OMHCIIS CaMO KOTraTo
MOTEHIUATHUTE MOJI3U HAAXBBPIAT BCSIKAKBH ITOTEHIIMAIHN PUCKOBE 3a MaiikaTa U deryca.

Kspmene
He e m3BecTHO nanm Vaxzevria ce eKCKpeTHpa B KbpMara.

[Ipu npoyuBanus pu ’KUBOTHHU ce HaOI0JaBa MpeMUHaBaHe Ha S-antutena cpeury SARS-CoV-2 or
KEHCKU MHIIKH KbM MaJIKUTE UM Ype3 MILIKOTO (BXK. Touka 5.3).

depTunnTer

[IpoydBanusTa MPU )KUBOTHH HE TIOKA3BAT MIPEKHU WM HETIPEKH BpeIHH e(heKTH 110 OTHOIIIEHUE Ha
(deprunureTa (BXK. TOUKa 5.3).

4.7 EdexTu BbpXy crioco0HOCTTA 32 IIO(pHpaHe 1 padoTa ¢ MAIIUHA

Vaxzevria He OBIUSABA WK NOBIHMABA IPEHEOPEKUMO CIIOCOOHOCTTA 3a mogupaHe u padboTa ¢
MaiuH. Hsikon oT HexenaHnTe peakluy, CIOMEHaTH B Touka 4.8, obaue Moxe BpEMEHHO Ja
MOBIHSISIT CHOCOOHOCTTA 32 MO(pHUpaHe WK padoTa C MaIIUHHU.

4.8 HexeaHu JIeKAPCTBEHH PeaKIuH

Pesrome Ha npoduna Ha Ge30macHOCT

Kypc na nvpsuuna eaxcunayus

BezonacHocTTa KaTo 1510 Ha Vaxzevria ce OCHOBaBa HA aHAIN3 Ha COOPHU TaHHU OT YETHPH
kuHAYHY npoyuBanus ¢aza I/11, II/111 u 111, mpoBenenu B ObeauHeHOTO KpajicTBo, bpasunus u
IOxna Adpuka, 1 Ha JaHHH OT oOLle eAHO KIMHUYHO npoyuBane ¢a3za III, npoBeneno B CreauHeHuTe
maty, [lepy u Uunn. [1o Bpeme Ha ananmza o6mmo 56 601 yyacTHHLM Ha Bb3pacT >18 rogunu ca
paHIOMU3UpPaHH, KaTo oT TsIX 33 846 ca momyunin Hail-Manko efHa go3a Vaxzevria u 32 030 ca
MOJTyYNIIH JBE T03H.

y‘laCTHI/ILII/ITe OpoabKaBaT aa 6’B,Z[aT mpocJiiCaAdBaHU 3a 0e30IMacHOCT HE3aBUCUMO OT Pa3KpHUBaHCTO
HJIN TTOJTYYaBAHCTO HA PA3KpUTa BAKCUHAIIUA. B YCTUPUTC KIIMHUYIHU [TPOYUBAHUA, IPOBCACHU B



O6eaunneHoTo kpaictBo, bpasunus u FOxxna Adpuka nma no-awiiro npocnensBane ot >12 mecena
(menmnana 13,0 mecena) ot mbpBarta go3a npu 10 247 ygacTHUIHM, KOUTO ca MOJIyYMIid Vaxzevria.

Haii-dgecto cho0IaBaHNTE HEXEAHN PEAKIIUHN Ca YYBCTBUTEIHOCT HA MSICTOTO Ha MHKEKTHPaHE
(68%), 6onka Ha MsACTOTO Ha MHXKekTupaHe (58%), rmaBodonue (53%), ymopa (53%), muanrus (44%),
Hepasznonoxenne (44%), mupekcus (BKIIOYBA ycelllaHe 3a ToBUIlieHa Temreparypa [33%] u
noBuiieHa temreparypa >38°C [8%]), Brpucane (32%), aptpanrus (27%) u ranene (22%). [losedero
OT TE€3W HEXKEAHU PEeaKIU ca JIEKH JI0 YMEPEHH T0 TEXKECT M OOMKHOBEHO OT3BYdYaBaT B paMKHUTE Ha
HSIKOJIKO JHH CJIe]] BAKCHHAIHTA.

B MOCTMApPKCTUHI'OBU YCIIOBUS CC C’BO6H_IaBaT MHOT'O pCAKHU ClIydand Ha CHHAPOM Ha TpOM603a C
TpOM60L[I/ITOH6HI/I$I B pPaMKHUTC HA IBPBUTC TPpU CCAMUIMU CJIIC] BAKCUHUPAHCTO (B)K. TO‘lKa.4.4).

CJ'IGI[ BAKCHMHHPAHE C Vaxzevria PCOUITUCHTUTE MOXKC [a MOJIy4YaT MHOKCCTBO HCKCIIAaHU PCAKIUU,
HacThIBalll CAHOBPCMCHHO (HaHpI/IMep MUAITHs/ apTpaJrus, FJ'IaBO6OJ'II/Ie, BTpHCAHC, MUPCKCUA U

HEPa3IOJIOKECHUE).

B cpaBHeHuMe ¢ mbpBaTa 1032 HEXKEIAHUTE PEaKIIUH, ChOOIICHH CIIe] BTOpAaTa 71034, ca MO-JIEKH M MO-
PEIKH.

PeakTorenHocTTa OOMKHOBEHO € MO-JIeKa U c€ ChOOIIaBa Mo-pSaKO B MOIyJAlUATa HA Bb3PACTHH B
Mo-HanpegHana Bb3pact (=65 roauHu).

[IpodunbT Ha 6€30MaCHOCT CH CHOTBETCTBA CPEJ] YYACTHULUTE ChC MM 0€3 MPEeaXOIHH JaHHU 3a
SARS-CoV-2 nndexnust Ha U3X0THO HHUBO.

Bycemep 0osza (mpema 0oza)

[IpodunsT Ha 6e30macHOCT, HAOMIOAABAH MPH JHLA, TOTYUYHIN OycTep n03a (Tpera 103a),
CHOTBETCTBA Ha M3BECTHUA Mpodui Ha Oe3zomacHOCT Ha Vaxzevria. [Ipu nuuara, momyyaBamu OycTep
no3a Vaxzevria, He ca yCTAaHOBEHH HOBU ChOOPaXEHUS, CBbP3aHH ¢ 0€30MacHOCTTa, B CPAaBHEHHE C
HE)XENaHUTE Peakiy, ChOOIICHH 3a Kypca Ha IbPBUYHA BaKCHHALIUS ¢ Vaxzevria.

bycmep 0o3a (mpema 003a) cned nvpeuuna eaxcunayus c Vaxzevria

B npoyusane D7220C00001 367 yyacTHHIM, KOUTO MIPEIU TOBA Ca MOJYYMIH 2-1030B KypcC Ha
I'bPBUYHA BaKCHHALMA C Vaxzevria, Mojy4yaBaT equHAYHA OycTep no3a (TpeTa no3a) Vaxzevria.
Menunanarta Ha BpeMeTO MEXIy BTopara J1o3a u Oycrep nosara e 8,6 mecena (263 aun).

Haii-yecto cpoOmiaBanuTe HesKeNaHU PEaKLUUH NIPH yYaCTHUIIMTE, BAKCHHUPAHU IPEIU TOBaA C
Vaxzevria, ca 4yBCTBUTEIHOCT Ha MSICTOTO Ha HHXKeKkTHpane (54%), ymopa (43%), 60iika Ha MSICTOTO
Ha umkektupane (38%), rmaBodonue (34%), muanrus (23%) u o610 HepasmonoxeHue (22%).
[ToBeyero OT Te3U HEXKETAHU PEAKIMHU Ca JEKHU A0 YMEPEHH IO TeXeCT 1 0OMKHOBEHO OT3BY4YaBaT 10
HSIKOJIKO THH OT BaKCHHUPAHETO.

bycmep 0o3a (mpema 0o3a) cned nvpeuuna eaxcunayus ¢ uPHK eaxcuna cpewyy COVID-19

B npoyusane D7220C00001 322 ygacTHUIM, KOUTO IIPEIU TOBA Ca MOJYYMIH 2-1030B KypcC Ha
nepBuuHa BakcuHaus ¢ ”PHK Bakcuna cpenty COVID-19, nonyuaBat equandHa Oycrep go3a (Tpera
no3a) Vaxzevria. MenuanaTta Ha BpeMeTO MeXIy BTopara J1o3a u Oycrep nosara e 3,9 mecena

(119 gam).

Haii-dgecto cho0IIaBaHNTE HEXENIAaHU PEaKIIUU MPU YYACTHUIIUTE, BAKCHHUpPAHU npean ToBa ¢ nPHK,
ca 9yBCTBUTEITHOCT Ha MACTOTO Ha nHkektupane (71%), ymopa (58%), rmaBobomnue (52%), 60nka Ha
MSCTOTO Ha nHXkekTupane (50%), muanrus (47%), oomio HepasznonoxeHue (42%), CTyJeHH TPBIIKHA



(31%) n ranene (21%). [ToBedeTo OT Te3u HEXKETAHHU PEAKIIVH Ca JICKH IO YMEPEHH IO TEXKECT U
OOMKHOBEHO OT3BYYaBaT JI0 HAKOJIKO JHHU OT BAKCHHUPAHETO.

CHuchK Ha HEXKEIIAHUTE PECAKIIMH B TaOJIMYEH BU

[IpodunsT Ha 6€30MaCHOCT, MPEACTABEH MO-A0Y, C€ OCHOBABA HA aHAJIHU3 HA JAaHHU OT MET KIMHUYHH
MPOYYBaHMUS, BKJIIOYBAIIYM YIACTHUIM =18 roauau (cOOpHU JaHHM OT YETHPH KIMHUIHU IPOYYBaHUS,
npoBeneHu B O0equHEHOTO KpajicTBo, bpasunus u FOxxna Adpuka, 1 JaHHU OT €AHO KIMHUYHO

npoyd4Bane, mposeneHo B Cbheaunenure mwaty, Ilepy u Unin), u Ha JaHHU OT OCTMAPKETUHTOBHS

OIIUT.

Hexenanute nekapcteenu peaknuu (HJIP) ca mokazanu o cuctemo-opranet kirac (COK) Ha
MedDRA. YecroraTa Ha Bh3HUKBAaHE Ha HEXKEIIAHUTE PEAKIUY € OIpeesieHa KaTo: MHOTO YECTH
(>1/10), gwectu (>1/100 mo <1/10), mewectu (>1/1 000 mo <1/100), pemxu (>1/10 000 mo <1/1 000),
MHoro penku (<1/10 000), ¢ Hem3BecTHA YecTOTa (0T HAIMYHAUTE JAaHHU HE MOXKe Ja ObJle HarpaBeHa
olieHka); B pamkute Ha Bceku COK mpeamountaHuTe TEPMUHU Ca MPEICTABEHH T10 peia Ha
HaMaJsiBallla 4YeCcToTa U CJIe] TOBA MO peJa Ha HaMaJlsBallla CEPUO3HOCT.

Tabamnna 1. Hexxenanu JekapcTBeHH peaknuu

COK nmo MedDRA YecroTa He:xenanm peaknuu
Hapymenns Ha kpbBTa U Yectn TpombGouuTonenus"
nuMdHaTa cucrema Heuectn Jlumpanenonarus
C HensBecTHa MyHHa TPOMGOLMTONEHHS"
4ecToTa
Hapymenns Ha umyHHarta C HensBecTHa Amnadunakcus
cucreMa 4ecToTa CBpBX4yBCTBUTEIHOCT
Hapymenus na merabonusma u | Heuectn Hamanen anetur
XpaHEHETO
Hapymenns Ha HepBHaTa MHoro yectn I'maBoGonue
cucrema Yectn 3amaiiBaHe
Heuectn CoMHONEHTHOCT
Jletaprus
[Tapecresns
XumecTe3ust
Penxu Jlunesa mapanuza”

MHoro penku

Cunnpom Ha Guillain-Barré

C Hen3BecTHaA
4ecToTa

TpancBep3aneH MUEIUT

Hapymenuns Ha yxoto u
na0upuHTa

Heuectu

Tunutyc

CpaoBU HapylIeHUs

MHoro penkn

Curapom Ha TpomM003a C TPOMOOIIUTOIICHUS”

C Hen3BecTHaA
4ecToTa

CuHzIpoM Ha HapylIeHa KaluiIsapHa
MPOITYCKJIUBOCT

Iepe6panna BeHO3HA CHHYCOBa TpoMO03a°
BenosHa TpoMG0eM60Hs°

CroMaIHo-4peBHN HapyLICHUS

MHoro uectu

T'agene

Yectn

[ToBpbiiane

Huapus
KopemHa 6onka

Hapymenus Ha koxara u
MOJKOKHATA ThKaH

Heuectu

Xunepxuaposa
IIpypuryc
O6pus
Yprukapus

C HeusBecTHA
4ecToTa

AHrHoenem
KoxeH Backynur




COK nmo MedDRA YecroTa He:xenanm peaknuu

Hapymenns Ha MmyckysHo- MHoro yectn Mpuanrus
CKeJIeTHaTa CUCTEMA U Aptpanrus
CBhEIVHUTEIIHATA ThKaH Yectu Bonka B kpaliHUK
Heuectn MycKyaHM crla3zMu
OO Hapymenus U epexTd Ha | MHOro yecTu UyBCTBUTENHOCT Ha MACTOTO Ha
MACTOTO Ha IIPUIIOKEHUE WH)XEKTUpaHe, 00JIKa, 3aTOIUISTHE, IPYPHUTYC,
oOpa3yBaHe Ha CHHMHHU Ha MSCTOTO Ha
MHKEKTHpaHe*
YnMmopa
Hepaznonoxenue

VYcemane 3a MOBUILIEHA TEMIIEPATypa,
MTOBHILIEHA TEMIIEPATypa
Brpucane

Yectn OTOK Ha MSCTOTO Ha MHXKEKTHPAHE,
Epurem

I'punonono6HO 3a00s1BaHe
ActeHus

* [1pu KIMHUYHU TPOYYBAHUSA YECTO CE ChOOIIaBa 3a MPEXOIHA, JIeKa TPOMOOIUTOIICHHS (BXK. ToUuKa 4.4).

® ChoOuIaBany ca CiTyuau Mpe3 MOCTMAPKETHHTOBHS TIEPUOJL (BiK. CHIIO ToUKa 4.4).

* 'maBoOOMNIE BKIFOYBA MUTPEHA (HEUESCTH).

" Bb3 0ocHOBa Ha JaHHM OT KJIMHUYHOTO MPOY4BaHe, mposeneHo B CheaunennTe matH, [lepy n Unnn. IIpes
Tepro/ia Ha pociensBane Ha 6e3omacHoctTa 10 05 mapt 2021 . nuiieBa mapanu3a (Wid mapesa) ce cho0IIaBa
OT IIeTHMa yYacTHUIY B TpymnaTa ¢ Vaxzevria. Hauamoro e 8 u 15 mau cinexn mepBata no3a u 4, 17 u 25 nau cien
BTOpara J103a. Benukyu chobmienn crOuTns He ca cepro3nu. He ce cho0maBar ciydyan Ha JIMIIEBA Mapann3a B
rpymata ¢ mwiamnebo.

A TeXKH ¥ MHOTO PEJIKH CIIydad Ha CHHIPOM Ha TpoM003a C TPOMOOIMTOIICHNUS c€ ChOOIaBaT B
MIOCTMapKETHHTOBHS Nepro. Te BKIIIOYBAT BEHO3HA TpoMO03a KaTo TpoMO03a Ha MO3bUECH BEHO3ECH CHHYC,
TpoM0O03a Ha CIUTAHXHUKOBA BEHA, KAKTO M apTepraiHa TpomOo3a (Bx. Touka 4.4).

¢O0pa3yBaHe Ha CHHUHH Ha MSCTOTO Ha MH)KEKTHPAHE BKJIIOYBA XEMATOM Ha MSCTOTO HAa MHXEKTHpaHE
(megectn).

C’BO6H_IaBaHe Ha 10A03MpaHd HCXCIIaHU PCAKITNN

CroOmaBaHeTo Ha MOJO3UPAHN HEXEJIaHU PEaKLMH CJIe pa3pellaBaHe 3a ynorpeda Ha JeKapCTBEHUS
MPOAYKT € BaykHO. ToBa Mo3BOJIsIBA A2 MPOIBIDKH HAOMIOICHUETO Ha CHOTHOILIEHUETO MOI3a/PUCK 32
JIeKapcTBEHUS NMPOAyKT. OT MEIUIMHCKUTE CIIELUATUCTH CE U3UCKBA J1a ChOOIaBaT BCsIKa
MOJ03MPaHa HeXeJlaHa Peakysl Ype3 HAlMOHAIHA CUCTEMA 32 ChOOIIaBaHe, [IOCOUYEHA B
[punoxxenue V u fa BKIOYAT NAPTHIHUA HOMEp, aKO € HAJIMYEH.

4.9 TIlpeno3mpane

Hsma cneunduano neyenue npu npegosupane ¢ Vaxzevria. B ciaydail Ha npeno3upane IuueTo
TpsiOBa J1a ce HabJII0JaBa U J1a C€ OCUTYPH MOAXOAAIIO CUMIITOMAaTUYIHO JICUCHHUE.

5. OAPMAKOJIOI'NYHU CBOUCTBA

5.1 ®apMakoAMHAMHMYHHU CBOIICTBA

dapmakoTepaneBTiuHa rpyna: Bakcuna, Covid-19 Bakcunu, ATC xon: JO7BN02

MexaHU3BM Ha IeHCTBUE

Vaxzevria € MOHOBaJICHTHa BaKCHHA, ChbCTaBEHA OT PEKOMOWHAHTEH, HEPETTMKHUPAILl Ce
aneHoBupyceH Bektop oT mummanie (ChAdOx1), kogupan S rimmkonporenHa Ha SARS-CoV-2.
SARS-CoV-2 S numyHOreHBbT BBB BaKCHHATa C€ €KCIIPecHpa B TpUMepHa npedy3nonHa KOHPOpMAIHs;
KOZMpallaTa CeKBeHLUs He € MOAU(ULIMpaHa, 3a 1a Ce CTA0MIN3Upa EKCIIPECUpaHusl S-POTEHH B
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npedysnonHara konpopmauus. Cien npunoxenue, S raukonporenssT Ha SARS-CoV-2 ce
eKCIpecHpa JOKAIHO, KaTO CTUMYJIHpa 00pa3yBaHEeTO Ha HEYyTPaIH3UpAILly aHTHTENIA U KIETh4YeH
MMYHEH OTIOBOp, KOETO MOXe Ja fonpuHece 3a 3ammuTa cpeury COVID-19.

Kinnanuna edukacHoct

Ananus na oannu om Ilpoyusane D8110C00001

Knuanynara edukacHocT Ha Vaxzevria e olieHeHa Bb3 OCHOBa Ha aHanu3 Ha [IpoyuBane
D8110C00001: panmomMuzupano, ABOHHOCIANO, 1ane00-KOHTPOIMpaHo npoyysane ¢asa IlI,
nposezieHo B ChennHenuTe marty, llepy n Unnn. [IpoyuBaHeTo He BKIIFOUBA YYACTHHLU C TEXKKO
W/WJIN HEKOHTPOJIUPAHO ChPACYHOCHAOBO, CTOMAILIHO-YPEBHO, YepHOAPOOHO, OBOpEUHO,
CHJIOKPUHHO/METaOOIUTHO 3200 sIBAHE U HEBPOJIIOTUYHH OOJIECTH, KAKTO U JIUIA C TEXKa
UMYHOCYTIpecusi, OpEMEHHH >KEHH U JIMIa ¢ U3BeCTHAa aHaMHe3a 3a nHpekus cbe SARS-CoV-2.
[InaHnpaHo € BCHUKM yYacTHHIIM Aa C€ MPOCIEAABaT 3a Nepruo A0 12 Mecena 3a oLieHKa Ha
eduxacHoctTa cpeury COVID-19.

YyacTHHUIM Ha Bb3pacT >18 roguuu ca nonyuuu ase 1034 (5 X 10" Bupychu actuim Ha 103a,
CHOTBETCTBAIIH HA He MO-Maiko oT 2,5 X 10° undexumonnn enunnmm) Vaxzevria (N=17 662) unn
mnane6o — gusznonoruuex pa3rsop (N=8 550), npunoxenu upes i.m. umxexkuus Ha [en 1 u en 29
(-3 mo +7 nau). Menuanara Ha WHTEpBajIa MEXIy o3UTe € 29 ITHU, KaTo oBedyeto ydactHuim (95,7%
u 95,3% cpoTBeTHO 3a Vaxzevria u mane0o) ca Modyduid BTopaTa go3a >26 10 <36 anu cuen no3a 1.

WzxonuuTe nemorpadcku XxapakTepUCTUKU ca 100pe OamaHCHpaHy B TPYIUTE ¢ Vaxzevria u mianeoo.
Ot yyactHUIIUTE, IOMYy4YnIu Vaxzevria, 79,1% ca Ha BB3pact ot 18 1o 64 roguam (kato 20,9% ca Ha
BB3pact 65 wnu noseye rogunan) u 43,8% ot ydacTHUIUTE ca )keHU. OT paHIOMU3UPAHUTE YIaCTHULIN
79,3% ca ot eBponeuHara paca, 7,9% ca uepHokoxu, 4,2% ca azuaruu, 4,2% ca aMepUKaHCKU
WHMAHIN WIK KOpeHHU xutenn Ha Amsicka. O6mo 10 376 (58,8%) ydacTHUIM UMaT Hali-MaIKo €THO
CBILECTBYBAIIO CHITHTCTBAIIO 3200 sIBaHe, OMPEICICHO KaTo: XpOHNYHa OhOpeuHa 60ecT, XpOHHNYHA
o0cTpyKTHBHA OeopoOHa O0IECT, MOHKEH HIMYHUTET TTOPaJIH TPAHCIUTAHTAIIVS Ha COJIMIEH OpTaH,
aHamHe3a 3a 3aTirscTsiBane (MTM >30), cepro3Hu cbpaeyHH 3a00IBaHHS, ChPIIOBHIHO-KIETHYHH
HapylIeHus1, 1uadet tun 1 wim 2, acTMa, IeMEeHIUs, MO3bYHOCHI0BH 3a00IIIBaHuUs, KHCTO3HA
(hubpo3a, BUCOKO apTepUATHO HaJIsATaHe, YepHOIPOOHO 3a0omsBaHe, OenoapodHa Gudposa, TamaceMus
WJIM aHaMHe3a 3a TIoTIoHomylieHe. KbM BpeMeTo Ha aHanin3a MeidaHaTa Ha BpeMETO Ha
pociensaBaHe cien go3a 2 € 61 gau.

OxonuatenHoTo onpenensHe Ha ciydaute ¢ COVID-19 e HanpaBeHO OT HE3aBUCHUMa KOMHUCHS.
OOmara eUKacHOCT Ha BaKCHHATa M €(pUKaCHOCTTA 110 OCHOBHM Bb3PACTOBH TPYIH € MPEJCTaBEeHA B

Tabnuna 2.

Ta6anna 2. EpukacHoct Ha Vaxzevria cpemy cumnromatnden COVID-19 B [IpoyuBane

D8110C00001
Vaxzevria nanedo
N bpoii Yecrora Ha N bpoii Yecrora Ha Edukacuocr
ciyqan ¢ | COVID-19 na crydan ¢ | COVID-19 na HA BAKCHHATA
COVID- 1000 COVID- 1000 o o 6
a a % (95% CI)
19%, n YOBEKOTOAMHU 19, n YOBEKOITOAMHU
(%) (%)
O6mmo
(BB3pact 17662 | 73 (0,4) 35,69 8550 | 130(1,5) 137,23 740
>18 ’ ’ ’ ’ (65,3; 80,5)
TOJTHH)




Vaxzevria IInanedo
N Bbpoii YecroTa Ha N Bbpoii YecroTa Ha Edukachocr
ciyqan ¢ | COVID-19 na cirydan ¢ | COVID-19 na HA BAKCHHATA
COVID- 1000 COVID- 1000 o o 6
a a % (95% CI)
19%, n YOBEKOTOAMHU 19, n YOBEKOTOAMHU
(%) (%)
Bw3pact
ot 18 1o 72,8
64 13966 | 68 (0,5) 40,47 6738 | 116 (1,7) 148,99 (63.4: 79.9)
TOJVHH
Bw3pact 83.5
> b
>65 3 696 5(0,1) 13,69 1812 | 14(0,8) 82,98 (54.2: 94.1)
TOJVHH

N = Bpoii yuacTHHIM, BKITIOYEHH BBB BCAKA TPyMa; n = bpoil y4acTHUIM ¢ IOTBBPICHO CHOUTHE;

CI = [loBepuTeneH nHTEpBal.

* CumnromarnaeH COVID-19, u3nuckBai mogoXuTeIHa NOIMMepa3Ha BepIKHA PEaKIys ¢ 00paTHa
Tpanckpunrasa (Reverse Transcriptase-Polymerase Chain Reaction, RT-PCR) u naii-manko 1 pecrimparopen
MIPU3HAK WM CUMITOM WJIM Hal-MaJIKo 2 IpyT¥ CUCTEMHH IPU3HAKA WM CUMIITOMA, KaKTO € OIPE/ICIICHO B
IIPOTOKOJIA.

® JloBepHUTETHUTE HHTEPBAIN HE Ca KOPUTUPAHHU 33 MHOYKECTBEHOCT.

OcHOBHa BTOpUYHA KpaifHa TOUYKa € TeKbK My kputudeH cumnromatruded COVID-19 . Cpen Bcnukn
YYacTHHIM B TpyIaTa Mo NPOTOKOJ HE c€ ChOOIIaBaT cay4au Ha TeXbK WIH KPUTHYCH
cumnromarndeH COVID-19 B rpymnaTa ¢ BakcuHaTa B CpaBHEHHUE € 8 cilydast, CbOOIIEHH B rpynara ¢
mnane6o. Mma 9 ciydas Ha XxocnuTanu3anys, 8-Te ciydasi, KOUTO ca ONPEACICHH KaTo TeKbK HITH
kputnueH cumnromarnden COVID-19, n enuH nonbaHUTENEH CIydal B rpynara ¢ BAKCHHATA.
[ToBeueto cimydan Ha TexbK Win KputndeH cumnromatndeH COVID-19 otroBapsT caMo Ha KpUTEpHUs
kucioponHa catypauus (SpO2) 3a Texko 3abonsBane (< 93% npu cracH Bb3AYX).

[Tpu nmuna cbe nnm 6e3 npeaumay AanHy 3a nHpekuus cbc SARS-CoV-2 edukacHoCTTa Ha
BakcWHaTa Vaxzevria (>15 nau cien nosa 2) e 73,7% (95% CI: 63,1; 80,1); 76 (0,4%) cripsimo
135 (1,5%) cmyuas ua COVID-19 crorBeTHO 3a Vaxzevria (N=18 563) u ruranie6o (N=9 031).

[Ipu y9acTHUIMTE C €THO WIIH [TOBEYE CHITHTCTBAIIM 3200 sIBAaHHS, IOMYYHIIn Vaxzevria (>15 qau
cien mo3a 2), epukacuoctra € 75,2% (95% CI: 64,2; 82,9), a mpu ydacTHHIIUTE 0€3 ChITHTCTBAIIN
3abomnsBanus epuKacHOCTTa Ha BakcuHaTa € 71,8% (95% CI: 55,5; 82,1).

B 6-meceunusT npocieasBall aHallu3, ca IPOBEACHHU aKTyalu3upaHH aHATU3U Ha epUKacHOCTTa IpH
JOITBJIHUTENHN NOTBBpAeHH ciydan Ha COVID-19, Hatpynanu no BpeMe Ha CIsIo
1ane00-KOHTPOIMPAHO MpOCieIsBaHe, C MEaHa Ha BpEMETO Ha MpociIeAsBane 78 IHU IpU
YYacTHULHTE, MONTyyaBainy Vaxzevria u 71 THH OpU y4acTHHLMTE, TOJTyyaBaiu miane6o. Odmara
eUKacCHOCT Ha BaKCHMHATA cpelly cuMnToMaTnyHo 3adomsBane or COVID-19 e 67,0% (95% CI: 58,9,
73,5) cbe 141 (0,8%) cmydan na COVID-19, cpoOmieHu npu y4yacTHUIM, KOUTO ca MOJTYYWIIN ABE
no3u Vaxzevria (N=17 617) u 184 (2,2%) ciryuan, cbo0IIEHH IPY YIACTHHULIM, KOUTO €A IMOIYyYHIN
mnane6o (N=8528). [Ipu yuactHunute Ha Bb3pact ot 18 10 64 rogunu e umano 135 (1,0%) ciryuas B
rpynata Ha Vaxzevria (N=13 921) cpemy 165 (2,5%) ciayuas B rpynara Ha miaunebo (N=6712), koeto
cpoTBeTcTBa Ha 64,8% (95% CI: 55,7, 71,9) eduxacuHoct Ha BakcuHaTa. [Ipu ydacTHHLIMTE Ha BB3pacT
>65 roquHM, eukacHOCTTa Ha BakcuHaTa € 86,3% (95% CI: 65,8, 94,6) ¢ 6 (0,2%) ciydast B rpynara
Ha Vaxzevria (N=3696) cpemy 19 (1,1%) cnyuas B rpymnata Ha miane6o (N=1816).

Ananusz na coopruu daunu om COV002 u COV003

Knunanunata eukacHocT Ha Vaxzevria e olleHsABaHa Bb3 OCHOBA Ha aHAJIM3 Ha COOpHU JaHHU OT JIBE
PaHIOMU3UPAHH, 3aCJICIICHH, KOHTPOJUPaHH KJIMHUYHYU Npoy4uBaHus: npoyusane ¢aza II/III, COV002,
IIPH BB3PACTHU >18-roauIiHa Bb3pacT (BKIIOYUTENIHO cTapuecka Bb3pacT) B OOeJMHEHOTO KPaJICTBO
u npoyusane (aza III, COV003, npu Bp3pacTHH >18-roauiiHa Bb3pacT (BKIIOYUTEIHO CTapuecKa
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BB3pacT) B bpasunust. OT npoy4BaHusTa ca U3KIIOUYEHH YIACTHULH C TEXKO U/HIIM HEKOHTPOIUPAHO
CHPICYHOCHA0BO, CTOMAIIHO-YPEBHO, YSPHOAPOOHO, OBOPEUHO, EHAOKPUHHO/META00IUTHO
3a00JIsIBaHE ¥ HEBPOJIOTHYHH 3a00JsIBaHUS, KAKTO U XOpa C TeKKa UIMyHOCYIpecHs, OpeMeHHHU KEeHU U
YYacTHUIM ¢ u3BecTHA aHamHe3a 32 SARS-CoV-2 undexums. [IpoTuBorpunan BakCMHN € MOKEIO Aa
ce mpwujarat 7 JHU Ipead WM CiIel KOSTO U Jia € 103a OT Vaxzevria.

B cOopHus mppBUUEH aHaMN3 332 €PUKACHOCT, YIaCTHULM =1 8-roquHM NOTy4aBaT J1BE 103U

(5 x 10" BupycHu yacTHIM Ha 1033, CLOTBETCTBAIIM HA He MO-MajIKo oT 2,5 X 10® undekunosnu
enuanIn) Vaxzevria (N=6 106) nian koHTpona (MEHHHIOKOKOBA BaKCHUHA WM (PH3HOIOTHYEH
pastBop) (N=6 090), npunaranu 4pe3 HHTPAMYCKyJTHa HHKEKLIUS.

[Topanu TOTUCTUYHM OrpaHUYCHUS] HHTEPBABT MEXKIY 1032 1 1 103a 2 Bapupa ot 3 10 23 cenMuuy,
(21 mo 159 muM) xato 86,1% OT yUaCTHHUIIUTE MMOYYaBAT TEXHUTE JIBE TO3U B MHTEPBAI OT 4 110
12 ceqmuny (28 mo 84 num).

Uzxonuute nemorpadcku JaHHM ca noOpe OalaHCHUpaHU B TPYIIUTE HAa Vaxzevria U rpynara Ha
KOHTPOITHO JieueHue. B cOOpHUS MbpBUYEH aHANN3 Cpel] YYaCTHUITUTE, TIOMYUIIIN Vaxzevria ¢
MHTEPBAJ HA MIpUJIaraHe Ha qo3ute Mexnay 4 u 12 ceamuny, 87,0% oT yyacTHUIIUTE ca Ha BB3pacT OT
18 no 64 romunam (13,0% ca Ha BB3pacT 65 win moBeue roauHy, a 2,8% ca Ha BB3pacT 75 WU MOBeUe
roguHn); 55,1% oT yuactHUIHTE ca xeHH; 76,2% ca 6emu, 6,4% ca gepHOKokH a 3,4% ca a3uaTi.
0610 2 068 (39,3%) y4acTHUIM UMAT Hali-MaJIKO €THO CHIECTBYBAIO CHITHTCTBAIIO 3200 IsIBaHE
(ompeneneno xaro UTM >30 kg/m?, cbpaedHOCHI0BO 3a00sBaHE, PECITHPATOPHO 3a00IABaHe UIH
nuaber). [To Bpeme Ha aHanM3a, MeIMaHaTa HAa BPEMETO Ha MpociensBaHe clie 103a 2 € 78 THH.

OxonuatenHoTo onpenenssae Ha ciaydanute ¢ COVID-19 ce u3BbpIBa 0T KOMUCHS 10 OLEHKA, KOATO
OIIpEeIeTIsl ChILO U TEXKECTTa Ha 3a00JIsIBAaHETO CIOpEeA CKajarta 3a KiuHu4YHa nporpecus no C30.
00610 218 yyactHUIM HMaT BUpycoiorugHo moTBepaeH SARS-CoV-2, kato COVID-19 e HacThimn
>15 mHU cien BTopata 11o3a ¢ Haii-manko efauH cumnToM Ha COVID-19 (obekTrBHO MOBHUIIIEHA
Temreparypa (omnpeneneHa karo >37,8°C), kanuiuia, 3a1yX, aHOCMHsI WK arey3us), u ca 0e3 JaHHH 3a
npeaxonua napeknus cbc SARS-CoV-2. Vaxzevria 3naunmo Hamanssa yectotara Ha COVID-19 B
cpaBHeHHUE ¢ KoHTposaTa (Bx. Tabnuna 3).

Tab6auua 3. E¢pukacrnoct Ha Vaxzevria cpeury COVID-19 or COV002 1 COV003°

Vaxzevria Kourtpoaa

= " E¢uxacnoct Ha

Honynauus bpoii ciryuan Bpoii ciryuan BaKcuHara %
N ¢ COVID-19, N ¢ COVID-19, (95% CI)5

n (%) n (%) ’
Pazpemuumenen pexcum
4 — 12 ceqmuun 505
(28 1o 84 mHM) 5258 64 (1,2) 5210 154 (3,0) (45.8: 69.7)

N = Bpoii yqacTHUIIM, BKIIOYECHH BBB BCAKa Ipyna; n = bpoit yuacTHHIM ¢ HOoTBBpAeHO chouTne; Cl =
JloBepureneH UHTEPBAI.

* [TppBu4HATa KpaiiHa TOUYKA Ha MPOYYBAaHETO CE€ OCHOBaBa Ha MOTBBpJeHHU ciaydan Ha COVID-19 npu
YYacCTHHUIIM Ha BB3pacT 18 u moBeve roJuHu, KOUTO Ca CEPOOTPULIATENTHA Ha U3XO0IHO HHUBO, TIOJTyYHIIH Ca JIBE
JI034 M y4acTBaT B IPOYYBAHETO =15 AHU cien BTOpaTa 103a.

® CI He € KOpUTHPaH 3a MHOKECTBEHOCT.

EdwukacHoctra Ha Bakcunara € 62,6% (95% CI: 50,9; 71,5) npu y4acTHUIIM MTOTYYHITH JTBE
MPETIOPHUYUTETHH JIO3H C BCIKAKBB MHTEPBAI MEXKAY TPHIIOKEHUTE JTO3M (Bapuparl ot 3 10 23
CEJIMHUIIN ), B TIPEIBAPUTEITHO YTOYHEH aHAIU3.

OtrocHo xocnuranu3zanuute mopaaun COVID-19 (crenen Ha Texxect >4 mo C30) - te ca 0 (0,0%;
N=5 258) ciyyan Ha xocnutanuzauus nopaau COVID-19 npu yyacTHHLUTE, KOUTO Ca HOTYYHIIH JBE
no3u Vaxzevria (=15 nuu cien nosa 2) B cpasaenue ¢ 8 (0,2%; N=5 210) npu koHTpoOnaTa,
BKITIOUHTEITHO €IMH TEXBK ciiydail (creneH Ha TexxecT o C30 >6) cpolmeH npu koHTpoaara. [Ipu
BCHYKH yYaCTHHUIIH, KOUTO Ca MOJIYYHIM Hail-MaJIko efHa 103a, 22 1HU ciel fo3a | ce chobmasaT
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0 (0,0%, N=8 032) ciryuau Ha xocnutanuzauus nopaau COVID-19 npu ygacTHULUTE, TOTYYHITH
Vaxzevria, B cpaBHenue ¢ 14 (0,2%, N=8 026), BKIIFOYUTEIHO €AWH CMBPTEH CIy4aid, ChOOIIEH Ipr
KOHTpOJIaTa.

[Ipu y9acTHUIM C €HO WU MTOBEYE CHITHTCTBAIIN 3a00sIBaHUS €PUKACHOCTTA HA BAKCHHATA €
58,3% (95% CI: 33,6; 73,9); 25 (1,2%) cupsimo 60 (2,9%) cnyqas Ha COVID-19 croTBeTHO 32
Vaxzevria (N=2 068) u xorTponara (N=2 040), koeto e momoOHO Ha e(hUKacCHOCTTa Ha BaKCHHATA,
HaOIr0[aBaHa B 00IIaTa MOmyIalysl.

I[aHHI/ITe IIOKa3BaT, 4€ 3amurara 3ar1o4Ba HpI/I6HI/I3I/ITGHHO 3 CCAMUIIU CJICA IbpBAaTa 103a Ha
BaKCHHAaTa. BTopa J03a TpH6Ba Ja CC MPUJIOKHU B UHTCPBAJI OT 4 a0 12 ceaAMUIIM CIICA IbpBaTa 103a

(Bx. TOUKa 4.4).

HmyHOTreHHOCT ciie OycTep no3a

Hpovusane D7220C00001, umynozennocm na bycmep 0o3a (mpema 003d) cied NbpeUYHA 8aKCUHAYUS
¢ Vaxzevria unu ¢ uPHK saxcuna cpewry COVID-19

D7220C00001 e yacTMYHO ABOMHOCTIANO, aKTUBHO KOHTpoJMpaHo npoyusane daza II/111, B koeto
367 yyacTHHIHM Ha BB3pacT >30 roauHy, BAKCHHUPAHU MIPpeay ToBa ¢ Vaxzevria, n 322 y4acTHALM Ha
BB3pacT >30 roannu, BakcuHupanu npenu Tosa ¢ ”PHK Bakcuna, momyuaBaT equnuaHa Oycrep 1o3a
Vaxzevria Haii-manko 90 qHu cien nomydaBaHe Ha BToparta 103a OT Kypca Ha ITbpBHYHA BAaKCHHALIUSL.
HmyHorenHocTTa € orieHeHa npu 342 y4yacTHHUIIM, BAKCHHUPAHH MIPEIH TOBa ¢ Vaxzevria, 1

294 yyactHuM, BakcuHApaHu npeau ToBa ¢ MPHK BakcuHa, kaTo BCHUYKH Te ca cepOOTpULIATETHU Ha
M3XOJIHO HUBO.

EdextuBHOCTTa HA Vaxzevria, MpuiokeHa KaTo eAMHUYHA OycTep [103a MPH yYacTHUIIH,
BaKCHHHPAHM IPEeU TOBa ¢ Vaxzevria, € JeMOHCTpUpPaHa upe3 OLEHsIBaHEe 32 HEMH(PEPHOPHOCT Ha
MMYHHUS OTTOBOP 1O OTHOIIEHUE HA TUTPUTE HA MICEBAOHEYTPATU3HPAILY AHTUTENA CPELTY
POIUTENCKNUSA 1AM, B CPaBHEHHE C OTTOBOPA, MOIYYEH MIPH 2-1030B KypC Ha IbPBUYHA BaKCHHAIUS B
MOArPYyTNa ChC CHOTBETCTBAIIN yJacTHULH B poyuBane D8110C00001.

Heundepuopnoctra 1o otHomenue Ha croTHommennero Ha GMT e nokasana upe3 cpaBHsBaHE Ha
TUTPUTE Ha MICEBIOHEYTPATN3UpAILUTE aHTHUTeNa 28 qHHU cien OycTep Ao3aTa ¢ TUTpUTE 28 AHU cieq
Kypca Ha IbpBUYHA BakcuHauus (Bx. TaOnuma 4).

Ta6anna 4. TuTpn Ha HeyTpaTU3NpALIUTe AHTHTEJIA CPelly POAUTEJICKHUS IIaM cJie] MpuiIaraHe
Ha OycTep no3a Vaxzevria npu y4acTHUIIY, BAKCHHUPAHM IIpeau ToBa ¢ Vaxzevria

28 nHM ciex Kypca 28 nHu ciaeq CboTHOLIEHUE OTtroBaps Ha
HA IbPBUYHA OycTep 103a na GMT® KpHUTepUuTE 32
BAKCHHAIUA C HEeHH(pepHopHOCT
Vaxzevria® (1a/He)
n 508 327 327/508
GMT”® 242,80 248,89 1,03 Ha"
(95% CI) (224,82; 262,23) (229,53; 269,89) (0,92; 1,15)

n = bpoif yuactauiy, BKmodenu B anannza; GMT = CpeneH reoMeTprudeH TUTHP Ha HEYTPATU3UPAIIUTE
antutena; CI = JloBepurenen nnrepsair; CroTHomenne Ha GMT = ChOTHOIICHNE HA CPEAHUTE TEOMETPUIHI
TUTPH.

* B3 OCHOBa Ha aHAJIM3M OT CHOTBETCTBAINA KOXOpTa yJacTHHIM B mpoyuBane D8110C00001.

5 GMT 28 nuu cien Oycrep mo3a kbM GMT 28 mHU cnen BTOpara 1032 OT Kypca Ha TbpBUYHA BAKCHHAIINS.

* CpoOILICHUTE pe3yTaTH ca Kopurupanyu ¢ nomomra Ha Mojest ANCOVA, BKIIOYNTENTHO (PUKCHpaHU eeKTH
3a BpEeMEBHS IIPO30pELl Ha BU3UTATA, BPEME OT NMPEAXOAHATa BaKCHHANN (3a OycTep /103a), ChbIIbTCTBALIN
3a00JIsIBaHMs HA U3XOHO HUBO, 10T, BB3PACT U CIy4acH €PEeKT Ha YIACTHUIIUTE.

" HenndepropHocT € goKa3aHa, ako JoIHaTa rpanuna Ha 2-crpaHaust 95% CI Ha croTHOmEHnero Ha GMT B
rpyraTta Ha CpaBHUTEITHOTO JIGKapCcTBO U B pedpepenTHara rpyma e >0,67.



[TokazaHa e chIo 1 e(heKTUBHOCT Ha Vaxzevria 3a MpeAn3BUKBAaHE Ha aHTUTSIIO-OTTOBOP TIPH
YYaCTHUIH, MOTyYMIIH TIPeIXoaHa MbpBuyHa BakcuHaius ¢ UPHK Bakcuna. [Tpu Te3u yyactHUIN
eanHUYHA OycTep no03a Vaxzevria BOAH 10 MOBUIIEH XyMOPAJIEH OTTOBOP, KaTO CPETHOTO
reOMEeTPUYHO NOBHIIIeHHE B TbTH (geometric mean fold rise, GMFR) Ha TuTpuTe Ha
HEYTpaM3UPAIIUTE aHTUTEIA CPEILy POIUTEIICKUS IIIaM OTIIPeIn OycTep Jo3ata A0 28 IHU clex
Oyctep moszara e 3,77 (95% CI: 3,26; 4,37).

Hon\/naum{ B CTap4y€CKa Bb3pacT

B npoyusane D8110C00001 ce ouensiBa edpuxacHoctTa Ha Vaxzevria npu 5 508 nuia Ha BB3pacT
> 65 ronuny; 3 696 ca noxyunnu Vaxzevria, a 1 812 ca monyunnu miane6o. Edukacnocrra Ha
Vaxzevria mpu nunara B crapyecka Bb3pacT (=65 roJuHu) U npH mno-miaante Bb3pactau (18-64
TOJIMHH ) € TOI00Ha.

[lennaTpuyHa nomyJianus

EBpomneiickaTa areHnus 1o jJekapcTBaTa oTiara 3abJDKEHUETO 3a IPEAOCTABSIHE HA PE3yNTaTUTE OT
mpoyd4BaHuATa ¢ Vaxzevria B elHa WIK TIOBeYE OATPYNH Ha eAuaTpruyHaTa MOMyIalus 3a
npeseHust Ha COVID-19 (Bxk. Touka 4.2 3a nH(pOpPMAaLKs OTHOCHO yIOTpeda B MEAUATPUSTA).

5.2 ®apMakoKMHETHMYHHM CBOIicTBA

Henpunoxumo.

5.3 IlpeankJIMHUYHM JAHHHU 32 0€30IACHOCT

B ToxcukomorugHo MMpOYy4YBAHC ITPU MHOT'OKPATHO MMpUWJIarane npyu MUKW UHTPAMYCKYJIHOTO
MIPUIIOKCHUC Ha Vaxzevria ce moHacs zlo6pe. CMeceHo u/uiu MOHOHYKJICAPHOKJICTHYHO BBH3IAJICHUC,
KOCTO HE € OIIPCACIICHO KaTO HCXKCIIAHO, CC Ha6J'IIO,Z[aBa B IMIOJKOKHATa ThbKaH U B CKCJICTHATa
MYCKYJaTypa Ha MSACTOTO Ha MPUIJIOKCHUC U B CbCCAHHNA CCAATUIICH HEPB B CbOTBETCTBUC C
OYaKBAHUTC HAXOAKH CJICA MHTPAMYCKYJIHO MHKCKTUPAHC HA BAKCUHU. Hsama HaxOOKHW Ha MsACTOTO Ha
MPUIOKCHUEC WK B CCAATUIIHNA HCPB B Kpasad HAa IEpHUOAa HAa Bb3CTAHOBABAHC, KOCTO IMOKAa3Ba II'bJIHO
BB3CTAHOBABAHC Ha CBBP3aHOTO C Vaxzevria Bb3IaJICHHUE.

['eHOTOKCHYHOCT/ KaHICPOTCHHOCT

He ca MPOBCKAAHU HUTO NPOYUBAHUA 3da TCHOTOKCUYHOCT HUTO 3a KAHIICPOTCHHOCT. He ce ouakBa
KOMIIOHCHTHUTC Ha BaKCHHATa J1a NMaT rCHOTOKCHYCH IMOTCHI AT,

PGHDOI[VKTI/IBHa TOKCHUYHOCT

B npoyuBane 3a penpoayKTUBHA TOKCHYHOCT ¥ TOKCUYHOCT 33 Pa3BUTHETO Vaxzevria He HHAyLHpa
TOKCHUYHOCT ITPY MalKaTa WM TOKCHYHOCT 3a pa3BUTHETO CIIE/ EKCIIO3UIUS Ha MalKaTa pean
yrdTocBaHeTo, Mo BpeMe Ha OpeMEHHOCTTa MU B Ilepuoa Ha JakTauus. B ToBa npoyuBaHe
MpEeIN3BUKaHM OT BaKCHHATa OTKpuBaeMH aHTU-SARS-Cov-2 S-raukonpoTenH aHTUTENA IpU
MaiikaTta IpeMHHABaT KbM (ETyCHUTE U MaJIKUTE, KOETO ChOTBETHO [T0Ka3Ba MPeMHUHABaHE TIpe3
IUTalleHTaTa ¥ 9pe3 MIAKOTO. JIMImcBaT 1aHHM OTHOCHO €KCKpelys Ha Vaxzevria B MIIIKOTO.

6. OAPMAINIEBTNYHHU JAHHU
6.1 CnucbK HAa NIOMOIIHHUTE BelIeCTBa
L-xuctuanu

L-xucTuIMHOB XUAPOXIOPUA MOHOXUIPAT

Marse3ueB XJIOpU XeKCaXUIpaT
[Momucopobar 80 (E 433)



Eranon

3axaposa

Hatpues xmopun

Junatpues exerar (auxumupar)
Bona 3a umkekuu

6.2 HecbBMeCTHMOCTH

To3u nexapcTBeH NpOAYKT He TpsiOBa Ja ce CMecBa ¢ APYTH JIEKAPCTBEHH MTPOAYKTH HIIH J1a Ce
paspexna.

6.3 Cpoxk Ha rogHoct

HeorBopeH durakod

9 mecena npu cbxpanerue B xnaauiaHuk (2°C — 8°C)

CHG)_IHaTa I/IH(bOpMaLII/ISI € IMpe€AHa3Ha4YCHa Aa HaCOYU MCAULMHCKUTEC CICIUAJIMCTU CaMO B cnyqaﬁ Ha
HCIIPESABUACHN BPEMCHHU TCMIICPATYPHU OTKIIOHCHHA. ToBa He ca MMPCIOPBHUYUTCIIHU yCJIOBUA 3a
CbXpPAaHCHHUC UJIK TPAHCIIOPT.

CpoOKbT Ha TOJTHOCT Ha HEOTBOPEHHUTE (hIIAKOHU BKJIFOYBA CIETHUTE HENPEIBUICHN OTKIIOHEHUS TIPH
cbxpanenune B xianuiauk (2°C no 8°C) 3a equHUYEH MEPHOJ OT:

- 12 gaca no 30°C

- 72 qaca go -3°C

HeotBopenute iaakonu TpsiOBa BUHATU Aa ObAaT BPBILAHM 33 ChbXpaHEeHHUe B XIaamiHuK (2°C mo
8°C) cnen TeMIepaTypHHU OTKIOHEHUSI.

Bb3nukBanero Ha TEMIICPATYPHU OTKIIOHCHHA IIPU HECOTBOPCHU (bJ'IaKOHI/I HC OKa3Ba BJIUAHHUC BBPXY
CbXPAaHCHHUCTO Ha (l)J'IaKOHI/ITe CJICA MbpPBOHAYAJIHO OTBAPAHE (H’BpBOHa‘{aJ'IHO HpO6I/IBaHe Ha (I)J'IaKOHa).

OtBOpeH (u1akoH

XumuyHa u (pu3ndHa CTAaOMITHOCT B IEPHO/ia Ha U3IOJI3BaHE € JI0Ka3aHa 3a 6 yaca mpu ChXpaHEHUE Ha
temneparypu 10 30°C u 3a 48 gaca npu cexpanenue B xinaauaHuk (2°C — 8°C). Cnen ToBa (hIakoHBT
TpsiOBa 1a ce u3XBbpiu. He To BphIaiiTe B XJIaJUITHAKA CIIE]l CbXPaHEHUE U3BBH HETO.

OcBeH ToBa, OTBOPEH (JIAKOH MOXKe Aa ce chXpaHsaBa B xyaauiaHuk (2°C — 8°C) makcumainHo 48 Jaca,
aKo ce Bpbla B XJIaJWIHUKA BeJHAara cje]] BCIKO IPOOHBaHE.

OT MHKpPOOHOIIOTUYHA TJIEHA TOUKa CJIe]] TbPBOHAYAIIHO OTBAapsSHE BAaKCUHATA TPSOBA J1a Ce M3TI0I3Ba
He3a0aBHO. AKO BakCHMHATa HE Ce U3I0JI3Ba BeHAra, MepUOAbT Ha U3IOI3BAaHE U YCIOBHSITA 32
ChXpaHEHUE MPean yIoTpeda ca OTTOBOPHOCT Ha MOTPEOHUTEI.

6.4 CrnenuajanHu yclI0BHMA Ha CbXpPaHeHHUe

Ha ce cpxpansBa B xmagmiHuK (2°C — 8°C).

Jla He ce 3ampa3sBa.

C’LXpaHHBaﬁTG (bHaKOHI/ITe B KapTOHCHATA OIIaKOBKa, 3a J1a C€ NPCAINa3daT OT CBCTJIIMHA.

3a ycIoBUsTa HA ChXPaHEHUE CJIe/ IbPBOHAYATIHO OTBAPSIHE HA JICKAPCTBEHUS MPOIYKT BUKTE
TOuKa 6.3.

6.5 Bwuau cbabp:kaHNe HA OIAKOBKATA

MHoro10308 hJ1aKkoH




8-00306 rarxon

4 ml cycniensus B 8-1030B (pakoH (Ipo3padHo cTbkiIo TUM ) cbe 3amymianka (0T eractoMep ¢
alyMrHHeBa oOKkaTka). Beexku ¢umakon cpabpxa 8 go3u no 0,5 ml. Onakosku ot 10 MHOTr01030BH
¢nakona.

10-00306 ¢gpraxon

5 ml cycnensus B 10-10308B ¢akoH (mpo3pauHo cTHKIO TUH 1) cbe 3amymanka (0T enacTtomep ¢
alryMrHHeBa oOKkaTka). Beexu diakoH cpabspxka 10 mo3u no 0,5 ml. OnakoBku ot 10 MHOr0z030BK
¢mnakona.

He Bcuuky BuoBe OMakOBKH MOrat Aa ObAaT IMyCHATH Ha masapa.

6.6 CrnenuajaHu npeIna3sHu MepKHU NPH U3XBbPJIsiIHE H padoTa

Vkazanusg 3a pa60Ta 1 NPpUITOKCHHUC

Ta3u BakcuHa TpH6Ba Ja C€ MPUJIOXKHU OT MCAUIMHCKU CIICHIUATIUCT, KaTO U3M0JI3BA dCCIITUIHA
TCXHHUKA, 3a 1a CC rapaHTUpa CTCPUIIHOCTTA HAa BCAKaA 403a.

He u3non3palite Ta3u BakcHHA cJIe CpoKa Ha TOAHOCT, oTOeNsI3aH BBPXY CTHUKCTA CIICA ,,FO)_IeH ).IO“.

HeoTtBopenusT MHOr01030B (iiakoH TpsiOBa Aa ce chxpaHsaBa B xyuaawiHuk (2°C — 8°C). [la He ce
3aMpassBa.

C’LXpaHHBaﬁTG (bHaKOHI/ITe B KaPTOHCHATA OMIaKOBKa, 3a 1da C€ NPCANas3iaT OT CBCTIMHA.

[Ipenu npunokeHue BakcuHaTta TpsiOBa 1a ce MPOBEPH BU3YallHO 3a HAJIMYKME Ha BUAMMHU YaCTULHU U
MpoMsIHa Ha [[BeTa. Vaxzevria e Oe3nBeTHa 10 6aenokadssa, Ouctpa 10 NOIyHnpo3padHa CyCIICH3HsL.
UzxBbprere ¢pnakona, ako CyCHEeH3UATa € C IPOMEHEH LIBSIT WM ce HaOyogaBaT BUIMMH YacThuuy. He
pasknamaiire. He paspexnaiite cycneH3usra.

Bakcunara He Tpsi0Ba 1a ce cMecBa B ChIIaTa CIPUHIOBKA C IPYTH BAKCHHU HJIH JICKAPCTBEHH
MPOAYKTH.

Besika J03a BaKCHHAa OT 0,5 ml ce u3Terns B CIIPUHIIOBKA 34 MHXKCKTUPAHEC, 3a 1da CC NPHUIIOXKHU
HUHTPAMYCKYJIHO, 3a IIPCANNOYNTAHC B ACITOUAHUA MYCKYJ B TOpHATa 4aCT HAa pPbKaTta. Korato e
BB3MOXHO, HM3II0JI3BaTe HOBA UIJIA 3a MPUIIOKCHUC.

HopmanHo e na octane TedHOCT BB (hIaKOHA CIie/ U3TETIISTHE Ha MOCIIeHAaTa 103a. BB Bcekn
(b1aKoH € BKITIOYEH M3JHIIBK, 32 JIa Ce TapaHTHpa, Y€ MOTaT JAa ObaT NocTaBeH! 8 103U ((I1akoH OT
4 ml) umu 10 no3m (daaxon ot 5 ml) ot 0,5 ml. He oOenuHsBaliTe M3MUIIBIUTE OT BAKCHHATA OT
pasnuuHu ¢uiakoHu. M3XBBpIIeTe HEN3MOI3BaHaTa BAKCHHA.

Ot MoMeHTa Ha oTBapsiHE Ha (h1akoHa (TbpPBOHAYAIHO NPOOUBAHE C UTJIaTa) U3MOI3BANTE B PAMKHUTE
Ha 6 Jaca npu cbxpanenue Ha Temmeparypu 10 30°C. Crex ToBa GuakoHBT TpsiOBa 1a ce U3XBBPIIH.
He ro Bpspimaiite B xnaguinuka. OCBEH TOBa, OTBOPEH (IAKOH MOXKE Jja C€ ChbXPaHABA B XJIaIHIHUK
(2°C — 8°C) makcumaiHo 48 Jaca, ako ce Bp’bIlla B XJIaIUTHIKA BETHATA CJIE]] BCSIKO MPOOUBAHE.

UsxBbpasiHe

Hewusnomn3Banarta BakcuHa WK OTHAIBUYHUTE MaTEPUAIN OT Hesl TPSIOBA Aa ce U3XBHPIIAT B
CHOTBETCTBHE C MECTHUTE yKa3aHMA 3a (apManeBTHUHH oTnanbiy. [Ipu eBeHTyanHo pa3nuBaHe
MSICTOTO TpsiOBa J1a ce Ae3uH(EKINpa, KaTO C€ U3IMOJI3BAT CPEJICTBA C BUPYLUAHA aKTUBHOCT CPELILY
aZICHOBUPYCH.



7. HNPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA

AstraZeneca AB

SE-151 85 Sodertélje

IBernns

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/21/1529/001 10 mHOrO1030BM (priakoHa (8 1031 Ha (IIAKOH)

EU/1/21/1529/002 10 maOro1030BM (prakona (10 1o3u Ha (aakoH)

9. JATA HA ITBbPBO PASPEINABAHE/TTIOAHOBABAHE HA PASPEHIEHUETO 3A
YIHOTPEBA

Jara Ha mepBO paspemasane: 29 suyapu 2021 r.

Hata na nocnenno nogHossiane: 31 okromBpu 2022 T.

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA

[MonpoOHa nH(OpMAaIKs 32 TO3M JIEKapCTBEH MPOIYKT € MpeocTaBeHa Ha yeOcalita Ha EBponeiickara
areHIus 10 JIeKapcTBaTa http://www.ema.europa.eu



http://www.ema.europa.eu/
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MMPON3BOAUTEJI(M) HA BUOJOTNMYHO AKTUBHOTOMTE)
BEIIECTBO(A) U TPOU3BOJUTEJI(M), OTTOBOPEH(HHN) 3A
OCBOBOXKJIABAHE HA ITAPTUAN

YCJIOBUA NJIN OTPAHUYEHUSA 3A TOCTABKA U
YIHOTPEBA

APYI'N YCJIIOBUA U UBUCKBAHMUS HA PASPEIIEHUETO 3A
YIHOTPEBA

YCJIOBUA NJIN OTPAHUYEHUS 3A BE3OITIACHA U
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUA ITPOAYKT



A. TIPOU3BOIUTEJI(M) HA BUOJOI'MYHO AKTUBHOTOMTE) BEIIECTBO(A) 1
MMPON3BOJAUTEJI(M), OTTOBOPEH(HH) 3A OCBOBOKJABAHE HA ITAPTUIHN

Hme n aJpccC Ha HDOI/I3BO,Z[I/IT6J'I$I( I/ITG) Ha OMOJOTMYHO AaKTUBHOTO BCIICCTBO

Henogen S.A.

Rue de la Marlette 14
7180 Seneffe

benrnsa

Catalent Maryland, Inc
7555 Harmans Road
Harmans, MD 21077
CopequHeHH! 1aTh

Oxford Biomedica (UK) Limited
Unit A

Plot 7000

Alec Issigonis Way

Oxford OX4 2ZY

OOGenHEHO KpasCTBO

Halix B.V.
Tinbergenweg 1
2333 BB Leiden
Hunepnanous

WuXi Biologics Co., Ltd
108 Meiliang Road
Mashan

Binhu District

WuXi

Jiangsu 214092

Kurait

HmMe u afpec Ha npousBoauTessi(MTe), OTTOBOPEH(HN) 38 OCBOOOKIaBaHE HA HAPTUIUTE

AstraZeneca Nijmegen B.V.

Lagelandseweg 78

Nijmegen, 6545CG

Hunepnanous

b. YCJIOBUs NN OTPAHUYEHUSA 3A JTOCTABKA U YIIOTPEBA
JlekapCTBEHUSAT MPOAYKT C€ OTIYCKa IO JIEKAPCKO MPEANUCAHHUE.

. Odunuanno ocBodoKIaBaHe HA MAPTHIAN

Cowraacuo uin. 114 ot dupekrusa 2001/83/EO opunmannoTo ocBoOOXKIaBaHE Ha MAPTHIUTE CE
W3BBPLIBA OT AbPKaBHA J1a00PAaTOPHsI WK JIAOOPATOPHS, ONIPEAeIIeHa 3a Ta3u 1edl.

B. JPYI'M YCJIIOBUA U U3NCKBAHUSA HA PASPEHIEHUETO 3A YIIOTPEBA

. IlepuoguyHu aKkTyaJu3upanu a1okJjaaau 3a 6esonacuoct (ITAJIB)



N3uckBanwusra 3a nogasane Ha [TAJIB 3a To31 1ekapCTBEH MPOAYKT ca MOCOYEHH B CIIUCHKA C
pedepentauTe natu Ha EBpomnetickus cpio3 (EURD crucek), mpensuaen B wi. 1078, air. 7 ot
Hupexrusa 2001/83/EO, 1 BbB BCHUKH ClIeIBAIIN aKTyaJIM3all1, ITyOJIUKYBaHH Ha €BPONEHCKUS
yeOmnopTaJ 3a JeKapcTBa.

[Iputexarenar Ha paspewenuero 3a ynorpeda (IIPY) Tpsdsa na nogane nppsus ITAZIB 3a To3n
MPOAYKT B CPOK OT 6 Mecela Clie/l pa3peraBaHeTo 3a ynorpeoa.

r. YcdiaoBus HJil O'PAHUYEHUA 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUS TIPOAYKT

. IInan 3a ynpaBiaenue Ha pucka (ITYP)

[IputexaTensat Ha paspemieHneTo 3a yrnorpeda (IIPY) TpsOBa ga u3BbpIIBa U3UCKBAHUTE JEHHOCTH U
JeUCTBHS, CBBP3aHHU C MIPOCIICASIBAHE Ha JIEKapCTBEHATa 0€30MacHOCT, HOocoYeHu B ogo0penus [1YP,
npeacraBed B Moayi 1.8.2 Ha pa3pelieHneTo 3a ynorpeda, KakTo ¥ BbB BCHUKHU CIICIBAIN 0J100pEHH
akTyanu3anuu Ha [TYP.

Axkrtyanusupas [IYP tpa6Ba na ce monasa:

e 110 ncKaHe Ha EBporneiickaTa areHus o JeKapcTBara;

e BHUHAIH, KOTaTO CE€ U3MCHS CHCTEMaTa 3a yIpaBJieHHE Ha PUCKa, OCOOCHO B pe3ynTaT Ha
MoJy4aBaHe Ha HOBA MH(pOpMaLus, KOSTO MOXKE Aa AOBEE 0 3HAYNMHU IPOMEHHU B
CHOTHOILECHUETO TOJI3a/PHUCK, WK CIIel TOCTUTaHe Ha BayKeH eTarl (BbB Bpb3Ka C
MpocieisBaHe Ha JIeKapCTBeHATa 0e30MaCHOCT MIIM CBEXIAHE Ha PHCKA 10 MUHUMYM).
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MNPUJIOKEHMUE II1

JAHHU BBPXY OITAKOBKATA U JINCTOBKA
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A. JAHHH BBPXY OITAKOBKATA
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JAHHU, KOUTO TPABBA JA CbABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA - OCEMJA0O30B ®JIAKOH, OITAKOBKA OT 10 ®JIAKOHA

1. HNME HA JIEKAPCTBEHUS ITPOAYKT

Vaxzevria THXEKIIMOHHA CyCIICH3HS
COVID-19 Vaccine (ChAdOx1-S [recombinant])

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

Enna noza (0,5 ml) ceappika He O-ManKko OT 2,5 X 108 MH(GEKINO3HU STUHUIIH

AZeHOBHpYC OT IIUMITaH3€, KOAUpal] BUpycHUs mumoB (spike) raukonporend Ha SARS-CoV-2
ChAdOx1-S

Toga JICKApCTBO ChABPIKA TCHCTUIHO MO)_'[I/I(l)I/ILII/IpaHI/I OpraHu3MHu.

‘ 3. CIIMCBK HA TIOMOIIIHUTE BEINECTBA

ITomomnum BemectBa: L-xuctuany, L-XHCTUANHOB XUAPOXIOPH MOHOXUAPAT, MarHE3UEB XJIOPU
xekcaxuapart, nonucopodar 80 (E 433), eranon, 3axapo3a, HATPUEB XJIOPHI, JUHATPUEB €ACTAT
(muxumpar), BoJa 3a HHKEKITUH.

Bmxre nucToBKaTa 3a JOMBIHATETHA HHPOPMALTHSL.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

WmxekmuonHa cycnieH3us

10 MHOTOI030BH (h1aKOHA

(8 mo3u Ha ¢uakoH - 0,5 ml Ha 7032)
4 ml

‘ 5. HAYMH HA ITPUJIOKEHUE U TbT(MIIA) HA BBBEXK/IAHE

NHTpaMyCcKyITHO IpUIOKEHHAE

[Ipeau ynorpeba npovereTe IMCTOBKATA.

3a noBeue HHGOPMALHSI CKAaHUPAKNTE TYK MM IoceTeTe wWww.azcovid-19.com
[Ile 6pae BrTFOUEH QR KOA

6. CIIEIUAJIHO NPEAYHPEXJIEHUE, UE TEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSBA HA MSICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JIEIIA

I[a CC CbXpPaHsABa Ha MACTO, HCAOCTBHIIHO 3a ACHA.

‘ 7. APYI'U CIIEHUAJIHU TPEAYNIPEXIEHUSA, AKO E HEOBXOJINMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT
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TI'omen no:

‘ 9. CIIEIIMAJIHH YCJOBUs HA CbXPAHEHUE

I[a CC CbXpaHsBa B XJIAAUJTHUK.

C’LXpaHHBaﬁTe q)HaKOHI/ITe B KaPTOHCHATA OIIaKOBKaA, 3a J1a C€ NPCAINa3daT OT CBCTJIMHA.

I[a HC CC 3aMpa3ssBa. I[a HC CC pa3KJjialia.

3a I/IH(I)OpMa]_II/IH OTHOCHO CpOKa Ha TOAHOCT CJICA IIbPBOHAYAIHO OTBAPAHE U JOIIBJIHUTCIIHA
I/IH(i)OpMaLII/ISI 34 CbXPAaHCHUC BUIKTC JIMCTOBKATA.

10. CHEHOUWAJIHHU IIPEAITA3SHA MEPKU ITPU NU3XBBHPJISIHE HA HEN3ITIOJI3BAHA
YACT OT JJEKAPCTBEHUTE IMPOAYKTHU NJIN OTITAABYHU MATEPUAJIA OT
TAX, AKO CE U3UCKBAT TAKUBA

I[a CC U3XBBPJIM B CBOTBECTCTBHUC C MCCTHUTC YKa3aHUA 3a q)apMaLIeBTI/ILIHI/I OTIaabIIu.

11. HME U AAPEC HA ITIPUTEXATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

AstraZeneca AB
SE-151 85 Sodertilje
IBsernns

12. HOMEP(A) HA PASPEILIEHUETO 3A YIIOTPEBA

EU/1/21/1529/001 10 mHOTO1030BU (hitakoHa (8 1031 Ha (IaKoH)

13. IMAPTHJAEH HOMEP

[TapTuna:

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HWH®OPMAIIUA HA BPAIJIOBA A3BBYKA

[Ipueto e ocHOBaHUE J1a HE ce BKIIOUM uH(popManus Ha bpaiinosa a30yka.

‘ 17. YHHMKAJIEH WIEHTUOPUKATOP — IBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoa ¢ BKJIIOYECH YHUKAIECH HACHTU(DHUKATOP

‘ 18. YHMKAJIEH WIEHTUOPUKATOP — JTAHHHU 3A YETEHE OT XOPA

PC
SN
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MHUHHMMYM JAHHH, KOUTO TPABBA JJA CbABPXKXAT MAJIKUTE EAUHNYHHU
II'bPBUYHU OITAKOBKH

ETUKET HA ®JJAKOHA - OCEMJ0O30B ®JIAKOH

1. NME HA JIEKAPCTBEHUS IMTPOAYKT U IbT(MIIA) HA BBBEK/IAHE

Vaxzevria WHXEKIHS
COVID-19 Vaccine (ChAdOx1-S [recombinant])

1.m.

‘ 2. HAYMH HA ITPUJIOKEHUE

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. IHHAPTUAEH HOMEP

Lot

5. CBbABPKXAHUE KATO MACA, OBEM WJIN EJUHUIIN

8 no3u mo 0,5 ml
4 ml

6. JIPYIO

AstraZeneca
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JAHHU, KOUTO TPABBA JA CbABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA - JECETJ1030B ®JIAKOH, OITAKOBKA OT 10 ®JJAKOHA

1. HNME HA JIEKAPCTBEHUS ITPOAYKT

Vaxzevria THXEKIIMOHHA CYCIICH3HS
COVID-19 Vaccine (ChAdOx1-S [recombinant])

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

Enna noza (0,5 ml) ceappika He O-MaKo OT 2,5 X 108 MH(GEKINO3HU STUHUIIH

AzeHOBHpYC OT IIUMIIaH3€, KOAUpaL] BUpyCcHUs mumoB (spike) raukonporend Ha SARS-CoV-2
ChAdOx1-S

Toga JICKApCTBO CbABPIKA TCHCTUIHO MO,I[I/I(I)I/II_[I/IpaHI/I OpraHus3MHu.

‘ 3. CIIMCBK HA TIOMOIIIHUTE BEINECTBA

ITomoniam BemectBa: L-xuctuany, L-XHCTUANHOB XUAPOXIOPHU MOHOXUAPAT, MAarHE3UEB XJIOPUJ
xekcaxuapar, nonucop6dar 80 (E 433), eranon, 3axapo3a, HATpUEB XJIOPUI, AMHATPUEB €AETAT
(muxumpar), BoJa 3a HHKEKIUH.

Buxre nmucToBKaTa 3a JOIMBIHATETHA HHPOPMALTHSL.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

WmxekmuonHa cycneH3us

10 MHOTO1030BH (hi1aKOHA

(10 mo3u Ha ¢axoH - 0,5 ml Ha 103a)
S ml

‘ 5. HAYMH HA ITPUJIOKEHUE U TbT(MIIA) HA BBBEXKJIAHE

NHTpaMyCcKyITHO IpHIOKEHHAE

[Ipenu ynorpeba npovereTe IMCTOBKATA.

3a noBeue HHGOPMALHSI CKAHUPATE TYK MM IoceTeTe www.azcovid-19.com
[Ile 6pae BrTFOUEH QR KOA

6. CIIEIUAJIHO NPEAYHPEXJIEHUE, UE TEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBXPAHSBA HA MSCTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JIEIIA

I[a CC CbXpPaHsABa Ha MACTO, HCAOCTBHIIHO 3a ACHA.

‘ 7. APYI'U CIIEHUAJIHU TPEAYNIPEXIEHUSA, AKO E HEOBXOJINMO
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8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

TI'omen no:

9. CIIEIIUAJIHU YCJIOBUS HA CbXPAHEHUE

Jla ce cbxpaHsBa B XJIaAUITHUK.

CoxpansBaiite ¢uiakoHUTE B KAPTOHEHATA OMAKOBKA, 32 Ja CE MPEANAa3siT OT CBETIHHA.

Ja He ce 3ampa3zdBa. Jla He ce pa3kiama.

3a uH(pOpMAaIHs OTHOCHO CPOKa HA TOJHOCT CJIe]] TbPBOHAYATHO OTBApPSHE U AOMBIHUTETHA
nHpOpMaLHs 3a CbXPaHEHUE BIKTE JIMCTOBKATA.

10. CHEHOUWAJIHHU IIPEAITA3SHA MEPKU ITPU NU3XBBHPJISIHE HA HEN3ITIOJI3BAHA
YACT OT JJEKAPCTBEHUTE IMPOAYKTHU NI OTITAABYHU MATEPUAJIA OT
TAX, AKO CE U3UCKBAT TAKUBA

I[a CC U3XBBPJIM B CHOTBECTCTBHUC C MCCTHUTC YKa3aHUA 3a q)apMaLIeBTI/ILIHI/I OTIaabIIu.

11. HME U AAPEC HA ITIPUTEXATEJISAA HA PASPEIIEHUETO 3A YIIOTPEBA

AstraZeneca AB
SE-151 85 Sodertilje
IBsernns

12. HOMEP(A) HA PASPEILIEHUETO 3A YIIOTPEBA

EU/1/21/1529/002 10 muorO030BU (rakoHa (10 mo3u Ha dakoH)

13. MMAPTHJAEH HOMEP

[TapTuna:

14. HAYMH HA OTITYCKAHE

15. YKA3AHUA 3A YIIOTPEBA

16. HUH®OPMAIIUA HA BPAIJIOBA A3BBYKA

[Ipueto e ocHOBaHUE [1a HE ce BKIOUM nH(popManus Ha bpaiinosa a30yka.

17. YHHMKAJIEH WIEHTUOPUKATOP — IBYU3MEPEH BAPKO/I

JByn3mMepeH 0apKoa ¢ BKJIIOYECH YHUKAIECH HACHTU(DHUKATOD
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18. YHMKAJIEH WIEHTUOPUKATOP — JTAHHHU 3A YETEHE OT XOPA

PC
SN
NN
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MHUHHMUMYM JAHHH, KOUTO TPABBA JJA CbABPXKAT MAJIKUTE EAUHNYHHU
II'bPBUYHU OITAKOBKH

ETUKET HA ®JIAKOHA - JECETJ1030B ®JIAKOH

1. NME HA JIEKAPCTBEHUS ITPOAYKT U IbT(MIIA) HA BBBEK/IAHE

Vaxzevria WHKEKIHS
COVID-19 Vaccine (ChAdOx1-S [recombinant])

1.m.

‘ 2. HAYMH HA ITPUJIOKEHUE

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. IHAPTUAEH HOMEP<, KOJOBE HA TAPEHUETO U HA ITPOAYKTA>

Lot

5. CBbABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

10 mo3u mo 0.5 ml
5 ml

6. JPYTO

AstraZeneca
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Bb. JUCTOBKA
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JIncroBka: nHGopManus 3a NOTpeOHTEISI

Vaxzevria HHXKeKIIHOHHA CYCIIEeH3Hs
Bakcuna cpenry COVID-19 (ChAdOx1-S [pexomOuHaHTHA))
COVID-19 Vaccine (ChAdOx1-S [recombinant])

v To3u JICKApPCTBCH MPOAYKT OMJICIKN HAa JOIIBJIHUTCIIHO Ha6J'IIOI[eHI/Ie. ToBa 1€ MMO3BOJIN 6’Bp30T0
YCTaHOBsIBAHC HA HOBA I/IH(i)OpMaLII/IH OTHOCHO Oe3omacHOCTTa. MoxeTe Aa 1aaceTe CBOA IMPUHOC KAaTO
C’BO6H.II/IT€ BCsSKaA HCXKCJIaHa PCaKluA, KOATO CTC MOJTYUNIN. 3a HauMHa Ha C’BO6H_IaBaH€ Ha HCXCIIaHU
PCaKIIMM BUIKTC Kpast Ha TOUYKaA 4,

IIpoyeTere BHMMATEIHO LSLJIATA JIMCTOBKA, NIpeAu Aa Bu ce npuiioxku BakcuHaTa, Thil KATO TH

ChABPIKA BaxHa 32 Bac nndgopmanus.

- 3anasere Ta3u JUCTOBKA. MOXe 1a ce HaJIO0XKU Aa S MPOYETETE OTHOBO.

- AKO uMaTe HIKaKBH JIOMBIHATEITHA BBIPOCH, TTonuTaiite Bammms nekap, papmarest win
MEIUIUHCKA CECTPA.

- AKO TIOJTy4HTe HIKOS HEXKENaHa peakiys, yBenoMere Bamms nekap, hapManeBT wim
MEIUIMHCKA cecTpa. ToBa BKIIIOUBA U BCUUKU Bb3MOXKHU HEXKEIaHU PEaKIMK, HEOTUCAHU B
Ta3¥ JUCTOBKa. BikTe Touka 4.

Kakso CbAbpPiKa Ta3u JIUCTOBKA

KakBo mpencraBnsBa Vaxzevria 1 3a KaKBO C€ U3IIOJI3BA

Kakso TpsiOBa na 3Haete, npenu aa Bu 0b1e moctaBena Vaxzevria
Kak ce npunara Vaxzevria

Bb3M0OXXHU HEXeNaHU peakluu

Kak na ce cpxpansBa Vaxzevria

CwabpprkaHre Ha OTIAKOBKATa U JIOIBIIHUTEHA HH(pOpMaIus

A

1. Kakso npeacraBiasiBa Vaxzevria 1 3a KaKBO ce M3N0JI3Ba
Vaxzevria ce uznonsa 3a npeanassane or COVID-19, npuunnen ot Bupyca SARS-CoV-2.
Vaxzevria ce npuiara npu Bb3pacTHH Ha 18 1 moBede roAnHMU.

Bakcunara ctaBa npuurHa IMyHHaTa CUCTeMa (€CTECTBEHUTE 3alllUTHU CHIIM Ha OpraHu3Ma) Ja
MTPOU3BEXK/Ia aHTUTENIA U CIISIMATU3UPAHN 0NN KPBBHU KJIETKH CPEelly BUpyca KaTo Taka OCHUTYpPSBa
3amuta cpeury COVID-19. Hukost OT chCTaBKUTE B Ta3u BakcHHA HEe Moxke Na mpuunau COVID-19.

2. Kakso TpsdBa 1a 3Haete, npeau na Bu 0b1e nocraBena Vaxzevria

Bakcunara He TpsiOBa 1a ce nmpuJiara:

- AKO cTe aJepruyHy KbM aKTUBHOTO BEILIECTBO MM KbM HSKOS OT OCTAaHAJIUTE ChbCTABKH HA Ta3H
BakcuHa (M30poeHH B TOUKA 6).

- Axo nipu Bac e HabnronaBano oOpa3yBaHe Ha KpbBHHU ChCHPELIU, IPUAPYKEHO ¢ HUCHK Opoil Ha
TpOMOOLMTHUTE B KPBBTA (CHHAPOM Ha TpoM003a ¢ TPOMOOIMTOIIEHHS) CJie]l BAKCHHUPAHETO C
Vaxzevria.

- Axo npenu Bu e mocraBsiHa AuarHo3a CHHAPOM Ha HapylIeHaA KanWsipHa MPOITYCKJINBOCT
(ceCcTOSIHME, MPUYMHABAIIO U3THYAaHE HA TEYHOCT OT MAJKUTE KPHbBOHOCHHU CBHIOBE).

Ipenynpesxnenust ¥ NpeanasHA MEPKH
I'oBopete ¢ Bammmus nexap, ¢papmaneBT Wi MEAULUHCKA cecTpa, npeau aa Bu ce mpuioxu Vaxzevria:
- AKO HSKOra CTe UMaJli TEXKa aJlepruyHa PeakLus el HAKOS Apyra HHKEKIMOHHA BAaKCHHA;
WM cies kato Bu e Ouia npunoxkeHa Vaxzevria B MUHAIOTO.
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- AKO HSKOra CTe IpuHajajv ciel HHXEKIHS C UIJIa.

- Ako uMaTte Texxka HHQeKnus ¢ Bucoka temneparypa (Hax 38°C). Moxxe obaye aa ce
BaKCHHHpATe, aKO UMaTe JIEKO TOBHUILIEHA TEMIIEpaTypa Wi HH(EKLKS Ha TOPHUTE TUXaTETHH
'BTUIIA KaTO MPOCTYAA.

- Ako umate npo0OieM, CBbp3aH ¢ KbpBEHE WK 00pa3yBaHe Ha CHHUHH WX aKo MpHeMare
AHTUKOAryJaHT (JIEKapCTBO NMPEIOTBPATABAILO 00pa3yBaHETO HA KPBBHH CHCUPELIH).

- Axo umyHHata Bu cucrema He pyHKIMOHMpaA n0Ope (MMaTe UMyHEH Je(QULUT) UIU IpreMare
JIEKapCcTBa, KOUTO OTCJIA0BAT UIMyHHATa cucTeMa (KaTo HaIlp. BUCOKH 103U KOPTUKOCTEPOHIH,
HUMYHOCYTIPECOPH MJIH IPOTHBOPAKOBH JIEKAPCTBA).

- AKo mo-paHo, cies npuiokeHue Ha Vaxzevria, cte pa3Buiin cuapoM Ha ['men-bape
(BpemeHHa 3ary0a Ha CETUBHOCT U CIIOCOOHOCT 3a JBMKEHHE).

- AKo mo-paHo, ciiesi NpuJIOKeHHEe Ha Vaxzevria, CTe pa3BHIN TPAHCBEP3aJIeH MUEIUT
(BB3nAsIEHUE HA TPHOHAYHHUS MO3BK).

- Ako uMate puCKOBH (pakTopH 3a 00pa3yBaHe Ha KPbBHU ChCHPEIH BbB BEHU (BEHO3HA
tpoMboembomnus (VTE)).

Axo He cTe CUT'YPHH JaJIM HECIIO OT TOPHUTEC CC OTHACA A0 Bac, TOBOPCTC C Bamms JICKap, (bapMaueBT
W MCAULIMHCKA CeCTpa, NpCau Aa Bu ce MPUIIOKH BaKCHUHATA.

Kakro IIpu BCAKa BaAKCHHA, 2—,[[030BI/I$IT KypC Ha BAKCUHHPAHC C Vaxzevria MOxe Ja HC 3alllUuTH
HaIlbJIHO BCCKU, KOUTO € MOJIy4YUnJI BaKCHUHATaA. He ¢ u3BecTHO 32 KOJIKO ABJITO 11 6’L,I[GT6 3alllUTCHU.

Hapywenus na kpvema

MHoro psAKO ciel BakCHHAILMS ¢ Vaxzevria ca HaOiro1aBaHu TpoMOH B KOMOMHALIUS ¢ HUCKO HUBO
Ha TPOMOOLIUTH B KPBBTA, B HAKOH CIIy4ad ChIPOBOACHO C KbpBEHE. T0Ba BKIIOUBA HAKOU TEKKH
cilyyad ¢ oOpa3yBaHe Ha TPOMOHM B pa3IMYHH WK HeOOMYaiiHU MecTa (Hamp. MO3bK, YepBa, YepeH
npo0, fanak) U NpeKOMEPHO KPbBOCHCUPBAHE WM KbPBEHE IO LSUI0TO Ts10. [loBedyeTo ot Te3u
Cllyyad ca Bb3HUKHAJIM B PAMKHUTE Ha IbPBUTE TPH CEAMUIIM CJIe]] BAKCUHALMATA U ca OMJIM PEAUMHO
pu xkeHu o 60-roxumiHa Be3pact. Hsakon cimyyan uMat cMbpTeH n3xon. Ciies BTopara 103a ce
cb0OIIIaBaT MIO-MAJIKO CIIy4Yad B CPaBHEHHUE C ITbpBaTa J103a.

Mmnoro pAAKO CJIeA BaKCHUHAUA C Vaxzevria e Ha6J'IIO,Z[aBaHO 06pa3yBaHe Ha TpOMGI/I B MO3BbKa, KOCTO
HC CC CBbP3Ba C HUCKO HUBO Ha TpOM6OI_II/ITI/I B KPbBTaA. IToBeuero oT TE3U ClIy4dau ca Bb3HUKHAJIA B
PAaMKHUTC HAa IBPBUTC UCTUPU CCAMUIM CJIC] BAKCUHALUATA. Hskowu ot CIy4auTe uMat CMBbPTCH U3XO.

Tpom6u BEB Benute (BeHO3HA TpoMOoembomus (VTE)) ca HabmiogaBanu ciie/; BAKCHHAIIHS C
Vaxzevria.

Mmnoro PAAKO € C’BO6H_IaBaHO 3a MHOT'O HUCKHX HHMBA Ha Tp0M6OL[I/ITI/ITC B KPBbBTA (I/IMYHHa
TpOM6OL[I/ITOHCHI/I$I), KOC€TO MOXKE Ja 6’BI[€ CBBP3aHO C KbPBCHC, OOMKHOBEHO Ipe3 NbPBUTC UCTUPU
CCAMMUIM CJICA BaKCHMHaLMsATa C Vaxzevria.

HOT’LpCGTe HEe3a0aBHO MCIUIMHCKA ITIOMOII], aKO CC IMOsABHU 3a0yX, OoIKa B TpbAHNA KOLI, OTOK Ha
KpaKk, OoIKa B Kpaka U yrnopuTta KOpEMHa Oonka CJICA BaKCHUHAaIHA (BI/I)KTC TOYKa 4)

C’LH_IO TaKa NOTbPCCTC HE3a0aBHO MECIUMIIMHCKA ITOMOII, aKO HAKOJIKO JHH CJICA BaKCHHAIUATA
MOYYBCTBATC TCIKKO WJIN YIIOPUTO FHaBO6OJII/Ie, 3aMBIJICHO 3pCHUC, 06’BpKBaHe WJIK npyuniagably, UIn
ce MOSIBAT HEOOSICHUMO KbpPBCHC WJIM KOKHU KPBBOHACAAAHWUA NI TOYKOBUIHU KPBIJIK ICTHA, U3BBH
MACTOTO HAa MHIKCKTUPAHC (BI/I)KTC TOYKa 4)

Cunopom Ha HapyuieHa KanuisipHa nponyCcKiu8oCm

Cro011aBa ce 3a MHOTO PE/IKH CITydau Ha CHHAPOM Ha HapyIllieHa KamuispHa npomryckiauBoct (CHKII)
cieq BakcUHUpaHe ¢ Vaxzevria. Hiaxon ot 3acerHarute manueHTH ca umanu nuaraoza CHKII B
muHanoto. CHKII e ceprno3Ho, moTeHIMamHo (aTalHO ChCTOSHUE, TPEIU3BUKBAIIO H3THYAHE Ha
TEYHOCT OT MAJIKATE KPHbBOHOCHU ChJI0BE (KaIWISAPH ), KOETO BOJU 10 OBP30 MOyBaHE HA PBIETE U
KpakaTa, BHE3aITHO HaJ[JITaBaHe Ha TETJI0 U ycellaHe 3a c1adocT (HUCKO KpbBHO Hamsirane). [loTepcere
He3a0aBHO MEAMIIMHCKA TTIOMOIII, aKO Pa3BUETE Te3W CUMITOMH B THUTE CJIE]l BAKCHHAIIHUATA.
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Heeponocuunu cvoumus

Cunapom Ha 'men-Bape (CI'B)

[MoTepcere HE3a0aBHO METUITMHCKA ITOMOIII, aKO C€ MOSBAT CIA00CT U Mapaiu3a B KpalHUITUTE, KOUTO
MOTAaT Jia HamlpeaHaT KbM I'bpauTe u jmieto (cuaapom Ha ['mnen-bape). Tosa ce crobmaBa MHOTO
PAAKO ciel BakCHHAIMS ¢ Vaxzevria.

Brp3nanenue Ha rppOHAYHIS MO3BK (TpaHCcBep3ajeH MUENUT, TM)

[Torppcere HE3a0aBHO MEAULIMHCKA TOMOIL, aKO CE€ MOSBAT MPU3HALM Ha cabOCT B phLETE WK
Kpakara, CHMITOMH CBBbP3aHH ChC CETUBHOCTTA (KaTo Halp. MpaBy4KaHe, M3TPbIIBaHe, O0JIKa MU
3ary0a Ha ycellaHe 3a 00JKa) ¥ HapylleHa (yHKIHMA Ha MTUKOYHUS MEXyp WK yepBarta. ToBa ce
cboOIIaBa MHOTO PSAKO CIie[l BAaKCHHALMS ¢ Vaxzevria.

Puck om meoicku nescenanu cvoumus cied Oycmep 003a

PuckbT OT TeKKM HeXeTaHu CbOUTHUS (KaTo HapYLICHUS Ha KPbBTa, BKIIOUBAIIN CHHIPOM Ha
TpoMb03a ¢ TPOMOOIIUTONICHHUS], BEHO3HA TPOMOOEMOOIIHsI, CHHIPOM Ha HapyllleHa KalisipHa
MPOITYCKJIMBOCT, cuHApoM Ha ['miieH-bape, TpancBep3anen muenur) cien Oycrep go3a Vaxzevria He €
U3BECTEH.

Jeua u ronomu
Vaxzevria He ce Ipernopbp4YBa Mpu ACa Ha Bb3pacCT MO 18 TOOUHU. HOHaCTOSIII_IeM HsMa JOCTAaThbYHO
nHOpMaIs OTHOCHO yrnoTpebaTa Ha Vaxzevria mpu Aela U I0HOIHM 1o 1 8-roaumiHa Be3pact.

JApyru nexapcrBa u Vaxzevria
Kaxere na Bamms nekap, ¢papManeBT Wi MEAULMHCKA CECTPa, aKO IpHEMaTe, HACKOpO CTe
MpHEeMaly Wi € Bb3MOYKHO Jja pUeMaTe APYTH JIEKAPCTBA UIIH BAKCHHH.

BpemenHocT 1 KbpMeHe

AKo cTe OpeMeHHa WM KbPMHTE, CMSTATE, Y€ MOXKeE J]a CTe OpeMeHHa WM TUIaHupaTe OpEeMEHHOCT,
nochBeTBaiTe ce ¢ Bamms nekap, ¢papManeBT Wil MEAUIIMHCKA CECTpa MpeIu 1a ObIeTe
BAaKCHHHpPaHH.

lodupane u padora ¢ MalIUHU

Hskou oT HeXXenaHuTe peakuy Ha Vaxzevria, n30poeHu B Touka 4 (Bb3MOXXHU HEXXETaHW PEaKIIHH),
MOTaT BPEMEHHO Jia HaMaJsIT criocoOHocTTa B 3a iodupane u paboTa ¢ MamuHu. AKO Cliel
BaKCHHUPAHETO HE Ce YyBCTBaTe 00pe, He ModupanTe u He paboTeTe ¢ MaluHU. V34akaiTe 10KaTo
eeKkTuTe Ha BAKCHHATA OT3BYYaT, IIpeIu Ja modupare u 1a paboTUTe ¢ MAIIUHU.

Vaxzevria cbIbp:Ka HATPHUI U AJIKOXO0JI (€TAHOJ)

ToBa nexkapcTBO ChIbpKa MO-Manko oT 1 mmol Hatpuii (23 mg) Ha go3a 0,5 ml, T.e. MOXe Ja ce Kaxe,
4e NMPaKTUIECKU HE ChAbp>Ka HATPUH.

ToBa siekapcTBO ChIBPKA 2 mg ankoxou (eranon) B 1o3a 0,5 ml. MajakoTo KOJIMYECTBO aJKOX0J B
TOBa JIEKapCTBO HAMA J1a MMa HAKAKBH 320€JICKUMU €PEKTH.

3. Kak ce npniara Vaxzevria

Vaxzevria ce mpuiara kato umxkekius oT 0,5 ml B Myckys (OOMKHOBEHO B TOpHATa 4acT Ha pbKaTa).

ITo BpPEMC Ha U CJIC BCAKA MHIKCKIUA C BAKCUHATA, Bammsar JICKap, q)apMaueBT NI MCIUIIMHCKA
CceCTpa e Bu Ha6J'IIO,Z[aBaT 3a OKOJIO 15 MHHYTH 3a MIPU3HAIN HA aJICPpruiHa pCakuusi.

Kypc na nvpeuuna saxcunayus

Bue me moayuyure 2 un:kekun ¢ Vaxzevria. Bropata WHXeKI¥sI MOXKe Jia c€ TIOCTaBU MEXAy 4 1
12 cenmuru cniex mbpBarta nrkeknus. [e Bu ce kaxe xora TpsOBa /1a ce BEPHETE 32 BTOpaTa Cu
WHKEKITHS.
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AKO NpomnycHeTe IVIAHUPAHOTO MOCELIEHUE 32 BTOPATA CU MHKEKI U ¢ Vaxzevria

AKko cTe 3a0paBuiId 1a OTHIETE B INIAHUPAHOTO BpeMe, IOChBeTBaiiTe ce ¢ Bamms nekap, papMareBt
WM METUIMHCKA cecTpa. BaykHO € Aa ce BppHETe 3a OCTaBSIHE Ha BTOPA HHXKEKIHA ¢ Vaxzevria. AKo
MIPOITyCHETE MIaHNpaHa MHXKEKIUS, MOKe Ja He CTe HalbIHO 3anmTeHu cpemy COVID-19.

bycmep 003a

Moxe aa noiayuute Oycrep HHXKeKIHs ¢ Vaxzevria. Bycrep nmkekuusTa Moxe Aa ce OCTaBH Haii-
MAaJIKO 3 Mecela ciell KaTo CTe 3aBbPIIMIN Kypca Ha TbPBUYHA BaKCHHALMS ¢ Vaxzevria niu ¢ "PHK
BakcuHa cpemy COVID-19.

4. BB3MOKHT HexkeTaHU peaKkIuu

Kakro Bcuuku JICKApCTBA, Ta3W BAKCUHA MOKC Aa MMPCAN3BUKA HCIKCIIAHU PCAKIINU, BBIIPCKU Y€ HC
BCCKH I' ITIOJIy4YaBa.

B xnmuanYHNTE MMPpOYy4YBaHUS MMOBCUCTO HCIKCIIAHU PCAKIINU Ca JICKHU 10 YMCPCHO TCIKKU U OT3BYUaBaT B
PaMKHUTC HAa HAKOJIKO JHU. ITo-manko HexenaHu pcaKknum ce C’LO6H_IaBaT CJICO BTOpaTa A03a.

Cren BakCHHUpAHE MOXE Jia TIOJIYYHUTE €THOBPEMEHHO MOBEUE OT CHA HeXKeNaHa peakius (HanpuMep
OOJIKM B MYCKYJIUTE/CTABUTE, TTIABOOOJIHE, BTPUCAHE U OOIII0 HEPA3MOIOKEHHE). AKO HIKOU OT
cuMnToMuTe By mpoabmkaBat, Mois, mochBeTBaliTe ce ¢ Barus nekap, GpapmaneBT uiu MeTUIIMHCKA
cecTpa.

MHoro psiiko ce cho0I1aBa 3a 00pa3yBaHe Ha KPBBHHU CHCHUPEITH, IPUAPYKEHO C HUCHK Opoii Ha
TPOMOOLIMTUTE B KPHBTA (CHHAPOM Ha TPOMOO3a ¢ TPOMOOIIMTOICHHS ), BUJKTE TOYKA 2.

[oTbpcere He320aBHO MeIMIMHCKA TMOMOII, aKO B PAMKUTE Ha TPU CEIMUITU CIIe/T BAKCHHAITUATA
MOJTyYUTE HAKOU OT CIICTHUTE CUMIITOMH:

- MOJTyYUTE TEKKO WIH YIIOPHUTO II1aBOOOJHE, 3aMBbITICHO 3peHHEe, O0bPKBAHE WITH MTPHUITA I

- pa3BHeTe CUMITTOMH KaTo 3a/1yX, O0JIKa B TPBAHMS KOIII, OTOK Ha KpaK, 00JKa B KpaKa WU
yHopuTa KopeMHa 00ka

- 3a0enexxuTe HeoOMYaifHU KPhBOHACSIAHUS 110 KOXKATa WJIM TOYKOBHUIHU KPBIIIM TIETHA, U3BBH
MSCTOTO Ha WHXEKTHpaHE.

[oTbpceTe crenHa MeTUIIMHCKA MOMOIII, aKO TIOMYYUTE CHMIITOMH Ha TEXKa aJlepTUIHA PEaKIIUs.
TakuBa peaknuy MOXKe J1a BKIIOYBAT KOMOWHAIMS Ha HAKOW OT CIICHUTE CUMITTOMH:

- MpUMaJIiBaHE W CBETOBBPTEK

- MIPOMEHU B CHPJICYHHS PUTHM

- 3ayxX

- XPHUIIOBE

- MoyBaHe HA YCTHUTE, JIULIETO WIH I'bPIIOTO

- YPTUKApUS WU O0pUB

- raJicHe WU MOBPBIaHe

- cToMaIliHa 0oyKa

CiegHnTe He:KeJIaHHM PeakMU MOsKe 12 Bb3HUKHAT cJie] NPUWJIO:KeHue Ha Vaxzevria:

MmHoro 4yectu (Moxe ia 3acerrar noseue ot 1 Ha 10 gymm)

- YyBCTBUTEIHOCT, OOJIKA, 3aTOILISHE, ChPOEK MM 00pa3yBaHe Ha CHHIHA Ha MICTOTO Ha
IIOCTaBsIHE HA HHKEKIIUATA

- ycelaHe 3a yMmopa WIu ycellane 3a 00110 HepasmoIoKeHNe

- BTpHCaHe, OBUIIIEHA TeMIIepaTypa Ui yCelllaHe 3a MOBUIIIEHAa TeMIIepaTypa

- riaBoOoine

- MTO3UBH 3a MOBpHIIaHe (TajeHe)

- 00JIKa B CTaBUTE WU MYCKYJIUTE

35



Yectu (Moxe na 3acerHar o 1 va 10 mxymm)

- OTOK WJIM 3a4€pBsSBaHE Ha MSICTOTO Ha HHKEKTHUPAHE

- MOBpPBIIAHE, AUAPHUS UM KOPEeMHa 00JIKa

- JIEKO U TIPEXO/THO MOHMKEHO HUBO HA TPOMOOIIMTH B KPBBTa (J1A00OPATOPHU U3CIICIBAHUS)

- 0o0JIKa B KpaKaTa WA pPhIETe

- TPUTIOTIOA00HH CUMIITOMH, KaTO HaIp. BUCOKA TeMIIepaTypa, O0JIKH B I'bPIOTO, XpeEMa,
KallUTHIIA ¥ BTPUCAHE

- (mznyecka cnaboCT WK JUIICa HA CHEePTUS

- ycelaHe 3a 3amaiiBaHe

Heuectn (Moxe na 3acersat no 1 Ha 100 mymm)

- CHHIIUBOCT WJIM CHJTHO M3pa3eHa 0e34yBCTBEHOCT U HHEPTHOCT

- HaMaJICH areTuT

- yroJieMeHH JIMM(HU Bb3IH

- MIPEKOMEPHO TIOTEHE, ChPOEK MO KOXKaTa, OOPUB WITH YPTUKAPHUS

- MYCKYJTHH CTIa3MH

- HeOoOMYalHO yCellaHe 10 KOXKaTa, KaTo H3TPhIIBaHE WM MpaBydJKaHe (IapecTe3us)

- HaMaJICHO yCeIaHe 3a JOTHP I HaMaJeHa YyBCTBUTEIHOCT, 0COOEHO Ha KOXKaTta
(xunecre3ns)

- MOCTOSIHEH LIyM B YIIHUTE (THHUTYC)

Penxu (Moxe na 3acerHat o 1 #a 1000 mytm)
- €IHOCTPAaHHO YBHCBaHE Ha JIUIETO

MHoro peaxu (Moxe na 3acernat 1o 1 Ha 10 000 gymm)

- KPBBHHU ChCUPELH, YeCTO Ha HeOONYaliH! MecTa (Hamp. MO3bK, YepBa, YepeH Apo0, JaaK) B
KOMOMHANUs C HUCKO HUBO Ha TPOMOOLIMTH B KPBHBTA

- CEpHO3HO Bh3MAJICHHE Ha HEPBUTE, KOETO MOXE Jia JOBEAE /A0 Mapain3a U 3aTPyAHEHO IUIIaHe
(cunppom Ha ['unen-bape)

C Hen3BecTHa YecTOTA (OT HAIMYHUTE JAaHHU HE MOXKE /1a Ob/ie HallpaBeHa OLICHKa)

- TEXKa alepruuHa peakuus (anapuiakcus)

- CBPBXUYBCTBUTEIHOCT

- O0Bp30 0Opa3yBaHe Ha OTOK I0J] KOXaTa B 00JIaCTH KaTo JHULETO, YCTHUTE, yCTaTa 1 I'bPIIOTO
(K0eTo MOXKe a IPUYMHH 3aTPYyAHEHO I'bJITAHE WU JUILIAHE)

- CHHJIPOM Ha HapyIlleHa KalMIspHa MPOMYCKIMBOCT (ChCTOSHHUE, TPUUMHSIBAILO U3THYAHE HA
TEYHOCT OT MAJKUTE KPbBOHOCHH ChIOBE)

- MHOT'0 HUCKU HHMBa Ha TPOMOOLIMTHTE B KPBBTA (MMYHHA TPOMOOLUTOIICHHS), KOETO MOXKE J1a
Obe CBBP3aHO C KbpBEHE (BXK. Touka 2, Hapymenus Ha KpbBTa)

- TpoMOU B MO3bKa, KOUTO HE C€ CBBP3BAT C HUCKO HUBO Ha TPOMOOLIMTH B KPBBTA (BHXKTE
Touka 2, Hapymenus Ha KpbBTa)

- TpoMOU BEB BeHU (BeHO3HA Tpomboembonus (VTE))

- BB3MaJICHUE Ha IPHOHAYHUS MO3BK (TpaHCBEp3aJIeH MUEIIHT)

- BB3MAJICHUE HA KPbBOHOCHUTE CHJIOBE HA KOKaTa, YECTO C OOPUB MJIM HAJIMYUE HA MAJIKH,
IUIOCKH, KPBIJIM METHA N0 MOBBPXHOCTTA Ha KOXKaTa, KOUTO Ca YEePBEHH WU JIWJIABU Ha IIBSIT,
Wiy o0pazyBaHe Ha CHHUHH (KOKEH BACKYJIUT)

Crol11aBaHe HA HesKeJIAHU PeaKuu

AKO MOoJIy4HTe HAIKAKBH HeKeJIaHH JIeKAPCTBEeHU peakuuu, yBeaomere Bammus jexap,
(apManeBT MM MeIMIIMHCKA cecTpa. ToBa BKIIOYBAa BCHUKU Bb3MOXKHU HEOIIUCAHU B Ta3U
JIMCTOBKA HEXKEJIaHU peakuu. MoskeTe ChIIO 1a ChOOIINTE HEXKETaH! PEaKUy AUPEKTHO Upe3
HallMOHAJHATa CUCTEeMa 3a choOmaBane, mocoueHa B [punoxenune V. Kato crolmiaBare Hexenanu
peaknuu, MOKeTe Aa AafieTe CBOS MPHHOC 3a MOJIyYaBaHe Ha oBeye HHPOPMAIsl OTHOCHO
0e30MacHOCTTa Ha TOBA JIEKAPCTBO.
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5. Kak na coxpansiBare Vaxzevria
Jla ce cbxpaHsABa Ha MSCTO, HEJOCTBITHO 3a Jela.

Bammsar JICKap, q)apMaI_ICBT WM MCAUIMHCKA CECTpa Ca OTTOBOPHU 3a CbXPAHABAHCTO U 34
MPAaBUJIIHOTO U3XBBPIIAHC HAa HCU3IIOJI3BAHUA IIPOAYKT. CJ'IG,I[HaTa HH(i)OpMaI_II/IH OTHOCHO
CbXPAaHCHUECTO, CPOKA HA TOAHOCT, yHOTpe6aTa n pa60TaTa C BaKCHHATAa, KaKTO U U3XBBPJIAHCTO €
npeaHasHavuCHa 3a MCAUIHUHCKHU CIICHHUAJIMCTHU.

He n3non3BaiiTe Ta3u BakCHHA Clie]] CpPOKa HA TOJHOCT, OTOEISA3aH BhPXY €THKeTa cles ,,[ ofeH 10:*
nnu “EXP”.

Ha ce cpxpansBa B xmaamiHUK (2°C — 8°C).
Jla He ce 3ampa3sBa.
CwxpansBaiite prakoHUTE B KapTOHEHATa OMAKOBKa, 3a Ja Ce TPEAINAa3saT OT CBETIHHA.

Ot MoMeHTa Ha oTBapsiHE Ha (h1akoHa (TbPBOHAYAIHO NPOOUBAHE C UTJIaTa) U3MOI3BANTE B PAMKHUTE
Ha 6 Jaca npu cbxpanenue Ha Temneparypu 10 30°C. Crex ToBa GakoHBT TpsiOBa 1a ce U3XBBPIIH.
He ro Bpspiuaiite B xnaguinuka. OCBEH TOBa, OTBOPEH (IAKOH MOXKE Jja C€ ChbXPaHABA B XJIaIHIHUK
(2°C — 8°C) makcumaitHo 48 Jaca, ako ce Bp’bIlla B XJIaJIMJTHUKA BETHATA CJIE]] BCSIKO MPOOUBAHE.

Uzxebprere nakoHa, ako CyCHEH3HATA € C IPOMEHEH LBAT WM ce HaOmoaasat yactuiy. He
pasKiamanTe.

6. ChbabpkaHue HA OIIAKOBKATA M JOINBJIHUTEIHA HH(pOopManms

KakBo cpabp:ka Vaxzevria

Enna noza (0,5 ml) ceabpixka:

AZeHOBHpYC OT IIUMIIaH3€, KOAUpaL] BUpycHUs mumoB (spike) raukonporend Ha SARS-CoV-2
ChAdOx1-S", e mo-manko ot 2,5 x 108 WH(DEKIINO3HU SIUHUIIH.

“TIpoussejieH B TeHETHYHO MOAUGDUIMPAHH YOBEIIKU eMOpuoHanuu 666peunyu (human embrionic
kidney, HEK) 293 knerku upe3 pexomOunantaa JJHK TexHonorus.

To3u npoxyKT chabpka reHeTHyHO Moanumpanu opranmsmu (I'MO).

Jpyrute nomoiHu BemecTsa ca L-xuctuaus, L-XUCTHIMHOB XUAPOXJIOPU MOHOXHUIPAT, MarHE3UeEB
xnopun xekcaxuzapar, nonucopoat 80 (E 433), eranoun, 3axapo3a, HaTPUEB XJIOPH,

JIUHATPUEB efeTaT (IMXUIPAT), BOJA 3a MHXKEKIUH (BIDKTE TOUKa 2 “Vaxzevria ChIbpKa HATPHHA U
aJIKoxomn”).

Kak m3riie:kna Vaxzevria 1 KakBo CbIbpPiKa ONIAKOBKATA
Nmxexnmonna cycnensus (nmxeknusi). Cycriensusra e Oe3nBeTHa 1o OnemokadsBa, Ouctpa 10
MOJTyTIpO3payHa.

Bunose onakoBku:

- 8-1030B MHOT01030B (h11aKkoH (4 ml) cbe 3amymanka (0T exacTomep, ¢ ATyMUHHEBa OOKaTKa) B
omnakoBka 1o 10 ¢nakona. Beeku haakoH chabspxa 8 no3u no 0,5 ml.

- 10-n030B MHOr01030B utakoH (5 ml) cbe 3amymanka (0T enacTomep, ¢ aTyMUHHEBa OOKaTKa) B
onakoBka 1o 10 ¢mnakona. Beexu ¢nakon cpabpxa 10 goszu no 0,5 ml.

He Bcuuku BHIOBC OIMAKOBKHU MOraT aa 6I>,E[aT ITyCHATHU Ha ma3apa.

IIpuTesxkaTes Ha pa3pelIeHNETO 32 yHOTpeda
AstraZeneca AB

SE-151 85 Sodertilje

IBenms
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IIpounsBoauTen
AstraZeneca Nijmegen B.V.
Lagelandseweg 78
Nijmegen, 6545CG
Hunepnanous

3a JOIIBJIHUTCIIHA I/IHq)OpMaI_II/IH OTHOCHO TOBa JICKapCTBO, MOJIsA, CBbPIKCTC CC C JIOKATHUSA
MNPEACTABUTCII HA MPUTCIKATECIIA Ha PA3PCHICHUCTO 3a yHOTpe6a:

Belgié/Belgique/Belgien
AstraZeneca S.A./N.V.
Tel: +322 37048 11

Bbarapus
Actpa3eneka bwarapus EOO/]
Ten.: +359 2 44 55 000

Ceska republika
AstraZeneca Czech Republic s.r.o.
Tel: +420 222 807 111

Danmark
AstraZeneca A/S
TIf: +45 43 66 64 62

Deutschland
AstraZeneca GmbH
Tel: +49 40 809034100

Eesti
AstraZeneca
Tel: +372 6549 600

EALGoa
AstraZeneca A.E.
TnA: +30 210 6871500

Espaiia
AstraZeneca Farmacéutica Spain, S.A.
Tel: +34 900 200 444

France
AstraZeneca
Tél: +33 141 29 40 00

Hrvatska
AstraZeneca d.o.o.
Tel: +385 1 4628 000

Ireland
AstraZeneca Pharmaceuticals (Ireland) DAC
Tel: +353 1609 7100
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Lietuva
UAB AstraZeneca Lietuva
Tel: +370 5 2660550

Luxembourg/Luxemburg
AstraZeneca S.A./N.V.
Tél/Tel: +32 237048 11

Magyarorszag
AstraZeneca Kft.
Tel.: +36 1 883 6500

Malta
Associated Drug Co. Ltd
Tel: +356 2277 8000

Nederland
AstraZeneca BV
Tel: +31 79 363 2222

Norge
AstraZeneca AS
TIf: +47 21 00 64 00

Osterreich
AstraZeneca Osterreich GmbH
Tel: +43 1711310

Polska
AstraZeneca Pharma Poland Sp. z o.0.
Tel.: +48 22 245 73 00

Portugal
AstraZeneca Produtos Farmacéuticos, Lda.
Tel: +351 21 434 61 00

Romania
AstraZeneca Pharma SRL
Tel: +40 21 317 60 41

Slovenija
AstraZeneca UK Limited
Tel: +386 1 51 35 600



island Slovenska republika

Vistor hf. AstraZeneca AB, 0.z.
Simi: +354 535 7000 Tel: +421 2 5737 7777
Italia Suomi/Finland
AstraZeneca S.p.A. AstraZeneca Oy

Tel: +39 02 00704500 Puh/Tel: +358 10 23 010
Kvnpog Sverige

Aréktop Qappokeutiky Atd AstraZeneca AB

TnA: +357 22490305 Tel: +46 8 553 26 000
Latvija United Kingdom (Northern Ireland)
SIA AstraZeneca Latvija AstraZeneca UK Ltd
Tel: +371 67377100 Tel: +44 1582 836 836

JlaTa Ha mocJIeqHO MpepasriekIaHe HA JINCTOBKATA
JApyru n3rouHuny Ha mHGpopmanus

Ckanupaiite QR xofa ¢ MOOMIIHO YCTPOMCTBO, 32 12 TIOIyYUTE Ta3u HHGOPMALHs HA Pa3JIMYHI
€3HIIN.

[=]

www.azcovid-19.com

[MoapoOHa nHpopManus 3a TOBa JIEKapCTBO € MpefocTaBeHa Ha yeOcaiita Ha EBponeiickara areHuus
10 JIeKapcTBaTa: http://www.ema.europa.eu

Tasu nucroBka e HannyHa Ha Bcuuku e3u Ha EC/EUII Ha yeGcaiita Ha EBponeiickara areHus mo
JIeKapcTBara.

ITocouenara no-goxy uHpopManys € NpeaHa3HaueHa caMo 32 MeIULMHCKHU CIeUAINCTH:
3a cpxpaHeHHe U U3XBBPIIsIHE, BIDKTE Touka 5 “Kak na cexpansBate Vaxzevria”.
pocaenumoct

3a Ja Cce HO,Z[O6pI/I mpocJICANMOCTTA Ha OHOJIOTUYHUTE JICKApCTBCHU IMMPOAYKTHU, UMCTO U MMAPTUAHUAT
HOMCP Ha IMPUJIOKCHUSA IPOAYKT TpSI6Ba SICHO Ja CC 3aI1rcCBar.

Yxka3zanus 3a padoTa M NPUJIOKEHHE

Ta3u BakcuHa TpH6Ba Ja €€ NPUJIOXKHU OT MCAUIIMHCKU CTICTIUAJIUCT KAaTO CC U3IMOJI3Ba ACCIITUYHA
TCXHHUKA, 3a [1a CC rapaHTUpa CTCPUIHOCTTA Ha BCAKa 1034a.

[Ipenu npunokeHne BakcuHaTa TpsiOBa 1a ce MPOBEPH BU3YallHO 3a HAJIMYKE Ha BUAMMHU YaCTULHU U
MpoMsiHa Ha [[BeTa. Vaxzevria e Oe3nBeTHa 10 6aenokadssa, OucTpa 10 NOIyHpo3padHa CyCleH3HsL.
UzxBbprete ¢pnakona, ako CyCIeH3HATa € C IPOMEHEH LIBST WK ce HaOmoaaBat BUAMMH dactuuy. He
pasknamaiite. He pa3pexnaiite cycieH3usTa.
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Bakcunara He Tpsi0Ba 1a ce cMecBa B ChIllaTa CIPUHIIOBKA C JPYTH BAKCHHU WJIH JIEKaPCTBEHH
MPOAYKTH.

KypchT Ha mbpBHYHA BakcHHANNA ¢ Vaxzevria ce ChCTOM OT JBe oTAeNHu 1031 1o 0,5 ml Besika.
Bropara no3a tpsioBa a ce mpuioku Mexay 4 u 12 cemMuIy cien mbpBata J103a.

Ha nunia, xouTo ca 3aBspiIvim Kypca Ha TbpBUYHA BakcuHaNus ¢ Vaxzevria unu ¢ uPHK Bakcuna
cperry COVID-19, moxe ma ce nmpuitoxku Oyctep mo3a (tpera no3a) ot 0,5 ml. Tperara no3a Tps6Ba na
ce MPWIOKH Hali-Mako 3 Mecela clie/l 3aBbpIlIBaHe Ha Kypca Ha ITbPBUYHA BAKCHHAITHSL.

Bceska J03a OoT 0,5 ml OT BaKCHHATA C€ U3TEIIIA B CIIPUHIIOBKA, 3a a CC IMPUJIOKU UHTPAMYCKYJIHO, 3a
MNPpCATTIOYNUTAHEC B ACITONIHNA MYCKYJI B TOpHATa 4aCT HAa pbKaTa. Koraro ¢ BB3MOXHO, H3II0JI3BaNUTE
HOBAa HIJIa 3a IMPUIIO0XKCHHUC.

HopmanHo e na octane TedHOCT BB (IakoHA CIe/ U3TETIITHE Ha MOCIeHAaTa 103a. BB Bcekn
(h1aKoH € BKITIOYEH M3JHIIBK, 32 JIa Ce TapaHTHpa, Y€ MOTaT Aa ObJaT MocTaBeHu 8 n03u ((1akoH OT
4 ml) umu 10 no3wm (¢aaxon ot 5 ml) ot 0,5 ml. He oOenuHsBaliTe M3MUIIBIUTE OT BAKCHHATA OT
pasnuuHu ¢uiakoHu. M3XBBpIeTe Hen3IoI3BaHaTa BAKCHHA.

UsxBbpasiHe

Bceska Hensmoa3BaHa BaKCHHA UJIN OTIaABbYUCH MAaTCpHaJl Tpﬂ6Ba Ja CC U3XBBHPJIAT B CbOTBECTCTBUC C
MCCTHUTC YKa3aHUA 3a q)apMaLIeBTI/ILIHI/I OTIagabIu. HpI/I CBCHTYAJIHO pa3JIMBaHC TpHGBa Ja ce
z[eslle(beKqua, KaTO CC M3MOJI3BAT CPCACTBA C BUPYLUAHA AKTUBHOCT CPCILY aICHOBUPYCHU.
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HNPUJIOKEHME IV

HAYYHU 3AKIIOYEHUSA 1 OCHOBAHMUA 3A ITIPOMSIHA HA YCJIIOBUATA
HA PASPEIHIEHUETO(AATA) 3A YIIOTPEBA
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Hayunu 3akno4eHust

[pensun onenpunus noxnan Ha PRAC ornocHo ITA /I 3a Bakcuna cpenry COVID-19 (ChAdOx1-S
[pexomOuHanTHA]) (Vaxzevria), HayuyHuTe 3akmodenus Ha CHMP ca, kakTo criensa:

C ornen Ha HanuuHUTE JaHHY 32 Beno3na TpomGoemOoms OT TuTEpaTypaTa U CIIOHTAHHU
cpobmenusi, PRAC cunta, ye npuurHHO-CIEICTBEHATa Bpb3Ka Mexkay BakcuHa cpeury COVID-19
(ChAdOx1-S [pexombuHanTHa]) 1 Beno3na TpomOoemMO0mns Hali-MaTKOTO € BE3MOXKHO J1a
ceuiectByBa. PRAC 3akirouaBa, 4e npoayKToBaTa HH(QOpMAIKs 3a MPOAYKTH, ChIIbPIKAIN BAKCHHA
cperry COVID-19 (ChAdOx1-S [pexomOunanTHa]) (Vaxzevria), TpsiOBa 1a ce U3MEHH CHOTBETHO.

CHMP ce cpriacsasa c HayuHute 3aknodeHus Ha PRAC.

OcHoBaHusI 32 TPOMSAHATA HA YCJIOBUSAITA HA pa3pelieHHeTo(ATa) 3a ynoTpeda

BB3 ocHOBa Ha Hay4HHUTE 3aKiIr0ueHus 3a BakcuHa cperry COVID-19 (ChAdOx1-S [pekomOuHaHTHA])
(Vaxzevria) CHMP cumrta, ue CbOTHOIICHHUETO TOJI3a/PHUCK 3a JIEKapCTBEHUA(UTE) IPOAYKT(H),
cpappokaii(u) Bakcuaa cpeiry COVID-19 (ChAdOx1-S [pekombunantHal) (Vaxzevria), e

HCIIPOMCHCHO C MPCAJIOKCHUTC MPOMCHH B IIPOAYKTOBATAa HH(bOpMaLIPIH.

CHMP npenopbuBa npoMsiHa Ha YCJIOBHATA HA pa3pelIeHueTo(sTa) 3a ynorpeoa.
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