NPUJIOXEHHUE |

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



vTosn JIEKapCTBEH MPOIYKT MOAJICKN Ha AOITBIHUTENHO HaOmoaeHre. ToBa e mo3Boiau 0bp30To
yCTaHOBsIBAaHE HA HOBa MH(POPMAaLUS OTHOCHO Oe30macHoCTTa. OT MEAULIMHCKUTE CTICLUATIICTH Ce
M3UCKBA J1a ChOOIIABAT BCSAKA MOA03MPaHa HeXelaHa peakys. 3a HaunHa Ha ChoOIIaBaHe Ha
HE)KeJIaH! PEeaKIH BIDKTE Touka 4.8.

1. HNME HA JTIEKAPCTBEHUS TIPOAYKT

Comirnaty 30 MukporpaMa/o3a KOHIEHTPAT 32 WHKEKIIMOHHA AUCTIEPCHUS

nPHK Bakcuna cpeury COVID-19 (aykneo3unHo Moguduuupana)

COVID-19 mRNA Vaccine (nucleoside modified)

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

ToBa e MHOT0030B (PJIAKOH M CHIBP)KAHUETO My TPAOBa Ja ce pa3peau mpeau ynorpeoda.

Ennn dnaxon (0,45 ml) ceawspixka 6 no3u no 0,3 ml ciien paspexaane, BIKTe TOUKH 4.2 1 6.6.

Enna no3a (0,3 ml) ceaspxa 30 mukporpama tosunamepan (tozinameran), uPHK Bakcuna cperry
COVID-19 (BxiroyeHa B JIUIUIHA HAHOYACTHIIN).

Tosuramepan e exHOBepIKHA, 5’ -Kenmupana nHpopmannonaa PHK (nPHK), nmpoussenena c
U3M0JI3BaHe Ha Oe3kieThuHa iN Vitro TpaHckpumims ot choTBeTHUTe JJHK-MaTpuim, komuparu

BupycHus S (spike)-nporenn Ha SARS-CoV-2.

3a IBJIHUA CIIUCHK HA ITOMOIIHUTE BEIECTBA BUKTE Touka 6.1.

3. JIEKAPCTBEHA ®OPMA

KoHmieHTpaT 3a HHXKEKIIMOHHA TUCTIEPCHs] (CTEPHIICH KOHIIEHTPAT)

Bakcunata nipencrasisisa Osita 70 mouTu Osita 3amMpaseHa aucrepeus (pH: 6,9 — 7,9).
4. KJIMHUYHU JAHHHU

4.1 TepaneBTHYHM MOKA3AHMSA

Comirnaty e moka3aHa 3a akKTHBHA HMYyHHW3aI¥sl 3a IpeBeHIus Ha 3abonsBaneTo COVID-19,
npudrHeHo oT Bupyca SARS-CoV-2, Ha nuua Ha Bb3pacT 12 1 moBeye roAWHU.

Ynorpebara Ha Ta3u BakCHHA TPsIOBA [1a € B CHOTBETCTBHE C OPHUIIMATHATE TPETOPHKH.

4.2 Jlo3upoBKa U HAYMH HA MPUJIOKEHHE

AOBI/I[ZOBKa

Jluya na ev3pacm 12 u nogeue 200unu

Comirnaty ce mpuiara HHTPaAMyCKYJTHO CJIe]T pa3pexiaHe KaTto mbpBUUEH Kypc oT 2 mo3u (o 0,3 ml
Bcsika). [IpemopruBa ce BTOpaTa J103a J1a Ce IPUIIOKHU 3 CeIMUIIN CIIe TbpBaTa m1o3a (BX. TOUku 4.4
ub.1).

Byctep no3a (Tpeta mo3a) Comirnaty Moxe Jia ce MPUIIOKH UHTPAMYCKYITHO Hai-MaJIko 6 Mecera
CJIeNl BTOpara 7103a Ha JIMIia Ha Bh3pacT 18 u moBede roguHu. PerieHneTo Kora 1 Ha KOTo /1a ce
npuiIoku TpeTa mo3a Comirnaty TpsiOBa Ja ce B3eMe Bbh3 OCHOBA Ha HAIMYHUTE JIaHHU 32



e(eKTHBHOCTTA HA BaKCHHATA, KATO CE MMAT IIPEIBH/] OTPAaHUYCHUTE JTaHHHU 3a 6E30TMacHOCT (BK.
touku 4.4 u 5.1).

Bsanmo3zamensiemoctTa Ha Comirnaty ¢ Bakcunu cpeury COVID-19 ot apyru npousBoanuTenu 3a
3aBbpIBaHE Ha MbPBUYHUS BaKCHHAIIMOHHUS KYpC WU MPHIIOKEHNE Ha OycTep 103a (Tpera 103a) He
ca ycraHoBeHd. Jluia, Ha kouTto e mpuioxeHa 1 mo3za Comirnaty, TpsiOBa Ja rmojydaT BTOpa 103a
Comirnaty, 3a J1a 3aBbpIIAT TEPBUYHUS BAKCUHAIIMOHHMSI KYPC, U 3a J1a MOXKe J1a UM OBbJaT NpuiiaraHu
nonbiaau A03u. Jlosure Comirnaty 30 Mukporpama/no3a KOHIEHTPAT 3a HHKEKIIHOHHA TUCIICPCUS
cnen paspexaane u Comirnaty 30 MUKporpama/no3a HHKEKIIMOHHA JUCIIEPCHS CE CUMTAT 3a
B3aUMO3aMEHSIEMHU.

Teoicko UMYHOKOMIPOMEMUPAHU uya Ha ev3pacm 12 u noseue 200uHu
Ha nuna, xouTo ca TeXKO UMyHOKOIIPOMETHUPAHH, TPETA 71032 MOXKE J1a Ce TIPUIIOKH Hal-MaJIKo
28 nHU cien BTopata jo03a (BK. Touka 4.4).

IHeouampuuna nonyrayus
bezomacHoctTa 1 ehukacHoctTa Ha Comirnaty mpu NMeANATPUYHN YIACTHUIN HA BB3PACT ITO-MAJIKO OT
12 romuHu BCe OIllE HE ca YCTaHOBEHU. HallmyHM ca OrpaHUYEHU JTaHHU.

THonynayus ¢ cmapuecka 6vb3pacm

He ce Hanmara kopurupaHe Ha Jj03ata MpH JIMIa B cTapuecka Bb3pacT > 65 roaunu. besonacHoctra n
MMYHOTEHHOCTTA Ha Oycrep J03a (Tpeta m1o3a) Comirnaty mpw Jiniia Ha Bb3pacT 65 U OBEUE rOJAUHU
ce 6a3upa Ha JaHHUTE 32 0€30IACHOCT M MUMYHOTE@HHOCT IIPH BB3PAcTHU Ha Bb3pacT 18 no 55 roauHu.

Hauua Ha npusioxxeHue

Comirnaty TpsiOBa Ja ce mpuiiara HHTpPaMyCKyJIHO ClIell pa3pexane (Bxk. Touka 6.6).

Cren paspexaane ¢duiakonnte Comirnaty chabpikat 6 go3u Bakcuna 1o 0,3 ml. 3a na ce u3rerysar

6 no3u oT equH (prakoH, TPIOBa Ja Ce M3MOIA3BAT CIPUHIIOBKY W/MJIH UTIIU C MAaTbK (HEU3ITOJI3BACM)
MBPTHB 00eM. KoMOUMHaIMATa OT CIIPUHIIOBKA U UTJIa ¢ MATEK MBPTHB 00eM TpsiOBa J]a ©Ma MBPTHB
00eM He MO-ToJIsIM OT 35 MUKpOIHUTpa. AKO c€ U3MOJI3BAT CTAHAAPTHU CIIPHHIIOBKY W WIJIM, MOXE J1a
HsIMa JIOCTaThueH 00eM 3a U3TETIISIHE Ha 1IeCT J103H oT enuH (iakoH. HezaBucumMo ot Buia Ha
CIIPUHIIOBKATA U UTJIATa:

o Bcesika no3a tpsioBa na ceabpika 0,3 ml BakcuHa.

o AKO KOTMYECTBOTO HA OCTAaHAJIaTa BB (DIaKOHA BAKCHHA HE MOJKE J]a JOCTaBH €/1Ha IsIa 71032
ot 0,3 ml, u3xBwpuere GiakoHa U U3TUITHUS 00EM.

o He cnOupaiite n3MmmrpIuTe BAKCHHA OT HAKOJKO (pJIaKOHA.

Hpe)_IHO‘II/ITaHOTO MACTO € ACITOUAHUAT MYCKYJI B TOpHATAa YaCT HAa pbKaTa.
He HH)KCKTHpaﬁTe BaKCHMHATa MHTPABACKYJIApHO, IIOJKOXHO WJIN UHTPAACPMAIHO.

Bakcunata He TpsOBa Jja ce cMecBa B €/IHa U ChIl[a CIPUHIIOBKA C JJPYTH BAKCUHU WX JICKAPCTBEHU
MPOIYKTH.

3a npearnasHuTe MEPKH, KOUTO TPSOBa Jia ObIAT B3€TH MPEAH MPHIOKEHUE Ha BAKCHHATA, BUKTE
Touka 4.4.

3a yka3zaHMATa OTHOCHO pa3Mpa3sBaHETO, padoTaTa U M3XBHPISIHETO HA BAKCHHATA BIDKTE TOUKa 6.6.
4.3 IlpoTruBOMOKAa3aHUS

CBp’bXLIyBCTBI/ITCJ'IHOCT KbM aKTHBHOTO BCIICCTBO HJIM KBM HAKOC OT IIOMOIIHHUTC BCIICCTBA,
n30poeHu B Touka 6.1.



4.4 ChneuuajTHu mpexynpeskaeHus U Npeana3Hl MePKHU MPH ynoTpeda

IIpocnenumoct

3a f1a ce moo0pH MPOCIEAUMOCTTa Ha OHOJIOTHYHHUTE JIEKAPCTBEHH MPOYKTH, UMETO U MTAPTHIHUAIT
HOMEp Ha MPIJIOKEHUS MPOTYKT TPsiOBa ACHO J1a CE 3amMCBarT.

OO0111 TPENOPHKHU

CspvxuyscmeumenHocm u aHUIAKCUs.

Nma cpoOienus 3a ch0uTHA Ha aHadunakcus. Bunaru TpsOBa a iMa Ha pa3oIKESHUE TIOAX OIS0
MEAMIIMHCKO JICYCHHUE U HAa0JII0ICHUE B Cydai Ha aHa(QHUIaKTHYHA PEeaKIys ClIe]] MPUIOKEHUE Ha
BaKCHHATAa.

[IpenopbuBa ce BHUMATEITHO HAOJIOJICHNE B TPOIBIDKCHUE HA Hal-MalKko 15 MUHYTH cief
BakcuHauusATa. He TpaOBa na ce npuiara Bropa 103a 0T BaKCUHATa HA JIUIIA, TIOJIy4MIN aHA(UIAKCUS
KbM IIbpBaTa j03a Comirnaty.

Muoxapoum u nepuxapoum

Crnen BakcuHanus ¢ Comirnaty ca HaOIrO1aBaHW MHOTO PEIIKH CITy4ad Ha MHOKApIUT U MIEPUKAPIUT.
Te3u ciryyau ca HACTBIIWJIM MTPEIUMHO B PaMKHTE Ha 14 THU clien BaKCHHAIUS, IT0-4ECTO CIIE
BTOpaTa BaKCHHA U TO-4ECTO MPH MO-MJIaid MbKe. OT HAIMYHKUTE JAHHU MOXKE JIa C€ MPEIIOI0KH, Ue
MPOTHUYAHETO HA MHOKAPIUT ¥ TIEPUKAPIUT CJIe]l BAKCHHAIMATA HE CE pa3inyaBa OT TOBa IPH
MHUOKAPIUT WIH TEPUKAPINUT KATO IS0,

MeauHCKATE CIICIIHATMCTH TPSIOBa Ja ObaaT OMUTENHU 32 MPU3HALUTE U CHMITOMHTE Ha
MHUOKapIuT U epuKapAnT. BakcuHupanure nuna TpsOBa Aa ObAaT MHCTPYKTUPAHU /14 IOTHPCAT
He3a0aBHO MEIUIMHCKA TIOMOII, aKO Pa3BUAT CUMITOMH, IIOKA3aTETHH 32 MUOKApAUT MIIH
NEePUKAPINT, KaTo (0CTpa U MPOABIDKUTENHA) 00JIKa B ThPIUTE, 32/1yX WIIH MANIUTALUHN CIIe]
BaKCHHALIUATA.

MeaUIMHCKHUTE CICIUAINCTH TPSOBa J1a HAIPABAT CIpaBKa ¢ PhKOBOJICTBATA W/UJIM CIIEITUAIMCTUTE 32
JIMarHOCTHIIMPAHE U JICYCHHE Ha TOBa 3a00JIIBaHe.

PuckbT oT MuOKapauT ciient Tpera qo3a Comirnaty Bee Ol HE € OXapaKTepH3UpaH.

Peaxyuu, cevpzanu c mpesosicnocm

B®B BpB3Ka chc caMusl PoLEC HAa BAKCUHALMS MOT'aT 12 Bb3HUKHAT PEaKIU, CBbP3aHH C
TPEBOXKHOCT, BKJIFOUUTEIIHO Ba30BAaralH PeaKIMU (CUHKOI), XUIIEPBEHTUIIALMS WM PeaKIiH,
CBBP3aHU ChC CTpeca (Halp. 3aMastHOCT, MAJINUTALNH, YCKOPEH ChpIeUeH PUTHM, IPOMEHH B
KPBBHOTO HaJIATaHE, yCEIaHe 3a U3TPbhIIBAHE U M3NOTsIBaHe). PeaknuuTe, CBbpP3aHU ChC CTpeEca, ca
NPEXOJHU U 0T3BY4aBaT OT caMo ceOe cu. Xoparta TpsiOBa jga ObAaT MOChBETBaHU A2 HH(QOpMUpaT 3a
T€3W CUMIITOMH BaKCHHHUpAIINA T'M 3a OlleHKa. BaykHO e 1a ce B3emMaT npenna3Hu MepKH, 3a 1a ce
HpEeOTBPaTH HapaHsIBaHE OT MPHUIATAHE.

Cvnvmemsawo 3abona6amne

Bakcunanmsra TpsOBa 1a ce OTIIOKH IIPH JIUIIA, CTPAIAIIHN OT OCTPO TEXKKO (heOpriTHO 3200 IBaHe
i octpa uHpekwst. Hammarero Ha neka nH(EKIH u/uiin HEBUCOKA TeMIlepaTypa He Tp10Ba /1a
CTaBa MPUYHHA 33 OTJaraHe Ha BAKCUHAIUATA.

Tpomboyumonenus u HapyuieHus Ha KPb8OCHCUPBAHEMO

KakTo mpu qpyry M”HTpaMyCKYJTHH WHXKEKIMH BaKCHHATA TPSOBA J1a Ce Mpriiara BHUMATEITHO MPH
JIUIa, TIOyYaBalld aHTUKOATYJIaHTHA TePAIUs WU JIUIA C TPOMOOITUTOTICHHSI UM HIKAKBO
HapylIeHNe Ha KPhbBOCKCHUPBAHETO (KaTo XeMO(QWIHNs), Thid KAaTO MPH TE3H JIHMIIA MOTAT J1a Bb3HUKHAT
KbpBEHE WM 00pa3yBaHe HA CHHUHU CJI€]] HHTPAMYCKYJHO MPHJIOKEHHE.



Hmynoxomnpomemupanu mya

EdukacHoctTa 1 6€30macHOCTTa Ha BAKCHHATA HE ca OIICHEHH NP IMYyHOKOMITPOMETUPAHH JIHIIA,
BKITFOUUTEITHO TE3H, MOTyYaBallyd IMyHOCynpecuBHa Tepanus. EpukacHocTTa Ha Comirnaty Moxe nia
€ MO-HUCKAa MPU UMYHOKOMITIPOMETHUPAHU JIUIIA.

IIpenopwkara 1a ce 00CHAN MPUIIOKEHNE HA TPETA J03a TIPH TEKKO HMYHOKOMIIPOMETUPAHU JIMIA CE
0a3upa Ha OrpaHUYCHU CEPOJIOTMYHH JaHHH B JINTEpATypaTa OT CEpHsl CIIydan OT OBIAIIBAHETO HA
KIIMHUYHUTE CUMIITOMMU IIPU MaOUCHTU C ATPOTCHHA UMYHOCYIIPECUA CJICA TPAHCIUIaHTAWA Ha
conuieH oprad (Bx. Touka 4.2).

HpO()'b]ZJfCMm@JZHOC‘m Ha 3awumama

HpOJI’[)JI)KI/ITeHHOCTTa Ha 3amuraTra, npeaocTaBsiHa OT BAaKCHMHATa, HC € U3BCCTHA, THHU KaToO TS BCE omIe
CC OMpPCACIid B TCKYIIIU KIIMHUYHHA IMTIPOYYBAHUS.

OzpaHuquuﬂ HA ed)ekmuel-tocmma HA eakcunama

Kakro npu Bcsika BakcrHa, BakcuHanusaTa ¢ Comirnaty Moke J1a He 3alllUTH BCUYKH BAKCUHHPAHU.
Jluna Mo>ke 1a He ca HAITBJIHO 3aIUTEHH 10 7-MHA JACH Cliel BTOpaTa 103a OT BAKCHHATA.

ITomontHm BemiecTBa

Ta3u BakcuHa ChIbpKa MO-MajKko oT 1 mmol kanuit (39 mg) Ha 103a, T.e. MOXKE Aa ce Kaxe, e
IPaKTUYECKU HE ChIbprKa KaJuil.

Ta3u BakcuHa ChIbpKa MO-Majko oT 1 mmol Hatpuii (23 mg) Ha 1032, T.€. MOXKE Aa ce Kaxe, 4e
IPaKTUYECKU HE ChIbprKa HATpUil.

4.5 B3aumopneiicTBHe ¢ APYI'H JIeKAPCTBEHH MPOAYKTH M APYrd (popmMu Ha B3auMoelcTBHe
He ca npoBexxaanu npoy4yBaHusi 32 B3aUMOJIEHCTBUSATA.

CropreTBamoTo NpriiokeHne Ha Comirnaty ¢ Ipyru BAKCHHU HE € IPOYUEHO.

4.6 @epTHaANTET, )PEMEHHOCT U KbPMEHe

BpemenHocT

Nma orpanudeH omut ot yrnorpebara Ha Comirnaty npu 6peMeHHH sxeHu. [IpoyuBaHusITa IpU
JKUBOTHH HE MOKA3BaT MPEKH WK HEMPEKH BPEIHU ¢(DEKTH, CBhP3aHU ¢ OPEMEHHOCTTA,
eMOPHOHATHOTO/(DETATHOTO pa3BUTHE, PAKIAHETO HITH MIOCTHATAIHOTO pa3BuTHE (BXK. Touka 5.3).
Ipunoxenne Ha Comirnaty mo BpemMe Ha OpeMEHHOCT TpsIOBa J1a ce 00CHKIa, CAMO KOraTo
MOTCHIIMATHUTE TOI3U HAIBUIIIABAT BCIKAKBH MOTCHIIMATHN PUCKOBE 32 MalikaTa U (eryca.

Kspmene

He e uzBectHo mamm Comirnaty ce eKCKpeTupa B KbpMarTa.

DepTUIuTeT

[TpoyuBaHuATa IPH KUBOTHH HE TIOKA3BAT MPEKH WIIM HETIPEKH e(heKTH, CBBP3aHH C PEIPOIYKTHBHA
TOKCHUYHOCT (BXK. TOuKa 5.3).

4.7 EdexTu BBpXy CIOCOOHOCTTA 3a mopupaHe U padoTa ¢ MAIIMHU
Comirnaty He MOBIMsIBA WM TIOBJIHSIBA IPEHEOPEKUMO CIIOCOOHOCTTA 3a odupaHe U padboTa c

MaIlMHU. Bce mak HAKou OT eeKTUTE, TOCOUYCHHU B TOUKa 4.8, MOraT BpEMEHHO J1a TIOBITUSSAT
CIocOOHOCTTA 32 mopupaHe WK padoTa ¢ MalllHHU.



4.8 Hexenanm JiekapcTBeHH peaKuu

Pesrome Ha mpodumiia Ha Oe30macHOCT

be3onacHoctra Ha Comirnaty € oIieHeHa IPH YIaCTHHUIIN Ha BB3pacT 12 1 moBede TOANHT B

2 KJIMHUYHU U3MUTBaHUA, B KOUTO ca BKitoueHu 23 205 yuactHumm (BkiaouBaiy 22 074 yyaCTHHIIN
Ha BB3pacT 16 u moeue rogunau 1 1 131 ronomm Ha Bb3pact 12 1o 15 rogunm), NOTy4uny IoHe eHa
nmo3a Comirnaty.

OO6uwmsT npodun Ha OGezomacHocT Ha Comirnaty mpu I0HOLIM Ha BB3pacT 12 10 15 rogunu e nogobex
Ha HaOJI0AaBaHus [IPH YYaCTHHULIM HA BB3pacT 16 U moBeye roAuHU.

B nombnnenue, 306 HamM4HM OT yyacTHUIMTE BBB (a3a 3 Ha BB3pacT 18 10 55 roauHu ca moryyuiu
Oyctep n03a (Tpeta mo3a) Comirnaty mpuOIH3UTETHO 6 Mecera ciel BropaTa g03a. OomusT npodun
Ha 0e301macHOCT 3a OycTep /103a (Tperara 103a) € 1o100eH Ha HaOI0qaBaHus Clie 2 T03H.

Yyacmuuyu na év3pacm 16 u noseue 200unu — cieod 2 003u

B Ilpoyusane 2 00110 22 026 yyacTHHIIM Ha BB3pacT 16 Wi MoBeYe TOAMHHU Ca MOYUMIH [TOHE

1 no3a Comirnaty u 00110 22 021 y4acTHHUIM HA Bb3pacT 16 WK MOBeYe FOJUHH Ca TOIYIHIN
wiane6o (BkirouutenHo 138 u 145 ronomu Ha 16- 1 17-roguiHa Bb3pacT ChOTBETHO B rpyIaTa Ha
BaKCMHATa U TpymnaTa Ha miane6o). O6mo 20 519 yyactHuLM Ha BB3pacT 16 WM moBeye rOAMHU ca
nosryamiiy 2 mo3u Comirnaty.

KbM MmomenTa Ha ananuza Ha [IpoyuBane 2 ¢ nara Ha 3akirouBaHe Ha naHauTe 13 mapt 2021 r. 32
IU1a11e00-KOHTPOIMPAHUS 3aciIelleH IIEPUO Ha IIPOCIIeIsiBaHe IO JaTUTE Ha pa3ciensBaHe Ha
yuactHUImTE, 00110 25 651 (58,2%) yyactaunm (13 031, momyuwnu Comirnaty, u 12 620, momyuunu
mw1ane6o0) Ha Bb3pacT 16 u moBeue roAuHU ca MpOociensiBaHy B IPOIB/DKEHUE HA >4 Mecela Clie]
BTOpata n03a. Tosa Bkirousa o6mo 15 111 (7 704, nomyuynnu Comirnaty, u 7 407, nomyymiu
miane6o) ydacTHuIm ot 16- 10 55-roaurina Be3pact u 0610 10 540 (5 327, monyumnu Comirnaty, u
5 213, nonyunnu nnanebo) y4acTHULM Ha Bb3pacT 56 U oBeve TOANHH.

Haii-yectute HexxellaHM peakiuy NP yYaCTHUIIMTE HA BB3pacT 16 u moBeve TroAWHH, TIOTYIHIN

2 no3u, ca 6oJika Ha MSCTOTO Ha MHXKekTHpane (>80%), ymopa (>60%), rmaBobonue (>50%), Muanrus
(>40%), Brpucane (>30%), aprpanrus (>20%), MUPEKCHs U MOJyBaHE HA MSICTOTO HA MHKEKTHPaHEe
(>10%) 1 0OMKHOBEHO ca JIEKH WJIM YMEPEHH 110 MHTEH3UTET U OT3BYYaBaT B PAMKHUTE Ha HIKOJIKO
JTHH CJIeJ] BaKCHHANUATA. MaJKko mo-mMajKka 4ecToTa Ha CbOUTHSATA Ha PEaKTOT€HHOCT C€ CBBP3Ba C I10-
rojsiMa Bb3pacT.

[IpodunbT Ha Ge3omacHOCT pH 545 ydacTHUIM Ha Bb3pacT 16 1 moBeve TONWHH, BAKCHHUPAHU C
Comirnaty, kouTto ca omu ceporo3utTuBHY 32 SARS-C0V-2 Ha U3X0AHO HHBO, € MOI00EH Ha
HaOJII0/IaBaHUS TIPU 00IIAaTa IMOYIaIHs.

IOnowu na év3pacm 12 0o 15 200unu — cred 2 0o3u

Ipu ananu3 Ha [IpoyuBane 2, 6a3upaH Ha JaHHUTE 70 aTaTa Ha 3aKJIIOUBaHe Ha JaHHUTE 13 MapT
2021, 2 260 ronommm (1 131, Bakcuaupanu ¢ Comirnaty, u 1 129, BakcuHupanu ¢ miamne6o) ca Ha
BB3pacT 12 10 15 rogunu. Ot 11x 1 308 roHorwm (660, Bakcunupanu ¢ Comirnaty, u

648, BakcuHUpaHU ¢ 1anedo0) ca MPOCIECHN B MPOABIDKCHHIE HAa HAl-MaIKo 2 Mecela clie/l BTopara
no3a Comirnaty. OnieHkara 3a 6e3omacHocT B [IpoyuBane 2 npobibKaBa.

Haii-uecTute HexenaHu peakuy MPHU FOHOUIM Ha Bb3pacT 12 1o 15 rogunu, nomyumwiu 2 103, ca
0oJka Ha MACTOTO Ha MHXKekTHpane (>90%), ymopa u rinasodomnue (>70%), Muairus 1 BTpucaHe
(>40%), aptpanrus u nupexcus (>20%).

Yuacmuuyu na ev3pacm 18 u noseye coounu — cied 6ycmep (mpema 003a)
Enna moarpymna yyactauiu BbB ¢asza 2/3 Ha [Ipoyusane 2 - 306 Bp3pacTHH Ha Bb3pacT 18 o
55 roauHu, 3aBBPUIMIN TbPBOHAYATHHS 2-1030B Kypc ¢ Comirnaty, ca nomyuwnu 6ycrep mo3a (Tpera



mo3a) Comirnaty mpubnusurenso 6 mecerna (auamason 4,8 mo 8,0 Mecera) cien monyuaBase Ha

Joza 2.

Haii-yectute HexxenaHu peakuuy MPH yYacTHUIIMTE HA BB3pacT 18 no 55 ronunu ca 6oika Ha
MSICTOTO Ha HIKekTHpane (>80%), ymopa (>60%), rmaBo6onue (>40%), muanrus (>30%), Brpucane u

aprpairus (>20%).

CHuchK Ha HEXKEJIAHU PEaKIIUU OT KIMHUYHK U3MHUTBAHUS M OT MOCTMAPKETHHIOBHSI OIIUT, IIPU JIMIIA
Ha Bb3pacT 12 ¥ MOBeYE TOJUHU, B TAOJUYCH BUI

Hexemanure pcaKkuuu, Ha6J'IIOZ[aBaHI/I IO BpEMC Ha KIIMHUYHHUTC IPOYYBaHUs, Ca I/I36p06HI/I mo-aoJy,

CBIVIACHO CJIICIHUTE KaTCTOPHHU I10 YECTOTA:

Muoro wectu (>1/10),
Yectu (>1/100 mo <1/10),

Heuectu (>1/1 000 mo <1/100),
Peaxu (>1/10 000 mo <1/1 000),

Mpuoro peaxu (<1/10 000),

C HewsBecTHA YeCcTOTa (OT HAUIMYHUTE JAaHHW HE MOXKe Jla OblIe HAaIIpaBeHa OIICHKA).

Taoauna 1:

He:xesanm peaknuu oT KIMHUYHATE Npoy4uBaHust Ha Comirnaty u ot

MOCTMAPKETUHIOBUSA OIIUT IPH JIMIIA HA Bb3pPacT 12 u moBe4e roguHA

CucreMo-opratHeH Kjiac MHuoro YecTn Heuectn Penxn C Heu3BecTHa
YecTH (>1/100 xo |[(=1/1 000 no| (>1/10000| wuecrora (oT
(=1/10) <1/10) <1/100) | mo <1/1 000) wHaaMYHHTE
JaHHM He
MoOske 1a 0bae
HANIpaBeHA
OIICHKA)
Hapymienust Ha KpbBTa U JIumobane-
nuMmdHaTa cCUCTeEMa Homartus®
Hapymenns Ha uMyHHata Peakuun Amnadunakcus
cucremMa Ha CBPBX-
YYBCTBU-
TEITHOCT
(mamp.
00puB,
HpYpUTYC,
ypTUKapus,’
aHruoeiem®
Hapymienus Ha Hamanen
MeTabonn3ma u amneTHuT
XPaHEHETO
[IcuxuyHu HapyLIeHUS bescbHue
Hapymienus Ha HepBHata | I'maBobomme Jletaprus Octpa
crcreMa nepudepHa
TUIEeBa
rapainsa®
CobpaeuHu HapyIeHUs Muoxkapaut;"
[lepuxkapaut"
CroMantHo-4peBHI Huapusg” T'anene;

HapyLIeHUs

TloBpbiane’|




CucreMo-opratHeH Kjiac MHuoro YecTn Heuectn Penxn C Hen3BecTHa
4yecTH (=1/100 go |{(=1/1 000 xo| (>1/10000| wuecrora (oT
(=1/10) <1/10) <1/100) | mo <1/1000) wHaamYHHUTE
JaHHM He
MoxKe 1a 0bae
HaNpaBeHa
OIICHKA)
Hapymenus Ha xoxata u Xunep-
MOJIKO)KHATA ThKaH XHIPO3a;
Homan
M3IOTSBA
HUS
Hapymenns na Aptpanrus; Bonxka B
MYCKYJTHO-CKeJIeTHaTa Muanrus KpalHUK"
cUCTeMa U
CheIMHUTEHATA ThKaH
OO01mmm HapyIICHHS | bonka Ha 3adepBsBaHe| ACTCHUS, O6mmpeH
e(eKTH Ha MSCTOTO Ha MSICTOTO Ha | Ha msictoto | Hepasmo- OTOK Ha
NPUIOKEHUE WH)KEKTH- Ha WH)KEKTHU- JIOKEHHE; BaKCHHUPaHHS
paHe; paHe [Ipypuryc KpalHUK;"
YmMmopa; Ha MSACTOTO OTtok Ha
Brpucasne; Ha UHXXEK- JIULETO™
ITupexcus;® TUpaHe
OTtok Ha
MSICTOTO Ha
WHKCKTH-
paHe

a. Ilo-romsma gecrora Ha muMmdaneHonatus (5,2% cupsmo 0,4%) e HaOmM0qaBaHa IPY YIACTHHUIIH, TIOTYIHIH
Oyctep m03a (TpeTa /103a), B CPAaBHEHUE C YUACTHHIIU, TIOIYIHITA 2 TO3H.

6. Kareropusara no gecToTa 3a ypTHKapus u aHTHOEAeM € “Penmkn”.

B. [IIpe3 meproma Ha MpOCIENIBAHETO 32 0E€30TIACHOCT Ha KIIMHUYIHOTO Mpoy4BaHe, 10 14 noemBpu 2020 r.,
ocTpa neprdepHa JIUIeBa Mapain3a € CboOIIeHa OT YeTHpuMa yJacTHHIH B rpynata Ha UPHK BakcunaTta
cpery COVID-19. [MosiBata Ha nuneBa napanusa e Ha [en 37 cnex Jlo3a 1 (Jlo3a 2 He e npuiioxeHa Ha
yuactauka) u Iau 3, 9 u 48 cinen [o3a 2. Hama choOleHus 3a ciiyuau Ha 0cTpa nepudepHa JUieBa
mapajmsa B rpynaTa Ha mane0o.

X o xD

Hexenana peakiusi, yCTaHOBEHA CIie/l pa3pellaBaHe 3a yrnoTpeoa.
OTHacs ce 3a pbKaTa, Ha KOATO € IIOCTaBeHa BaKCHHATA.
[o-ronsiMa yectoTa Ha MUpEKCHs € HaOJI01aBaHa Cciie]l BTopara /103a B CpaBHEHHE C ITbpBaTa J03a.

CpoOmiaBa ce 3a OTOK Ha JIMLETO IIPH PELUITUEHTH Ha BAKCHHATA, HA KOUTO € OMJI MHXKEKTHPaH JepMaJicH
(uITBp Mpe3 NOCTMapKETHHTOBUSI IEPHO.

C’B06H_IaBaHe Ha 11OJ03MPaHy HCXKCIaHU PCAKIINH

Cp0o011aBaHETO HA MOI03UPAHU HE)KEIAHU PEaKIIMU CIIe] pa3pelliaBaHe 3a ynorpeda Ha JeKapCTBEHHUs
MPOAYKT € BakHO. ToBa 1M03B0JIsABA Ja MPOIB/KHM HAOIIOICHUETO Ha ChOTHOIICHUETO T0JI3a/PUCK 32
JIeKapCcTBEHUS NPOoAyKT. OT MEIUIIMHCKUTE CTICIUAIMCTH CE N3MCKBA J]a ChoOIIaBaT BCAKA
MOT03UPaHa HeXKEIaHa PeaKins Ype3 HAITMOHAIHA CUCTEMa 3a ChOOIaBaHe, IIOCOYCHA B
[punokenue V u fa BKIIOYAT MaPTHIHUSA HOMED, aKO € HAJTUYCH.
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IMpeno3upane

Vima Hanu4HY JaHHY 32 IPEAO3UpaHe IIPU 52-Ma yUYaCTHULM, BKIIFOYEHHU B KIIMHUYHOTO U3IIUTBAHE,
KOHUTO MOPaJX TPelIKa B paspekJaHeTo ca nmonyynin 58 mukporpama Comirnaty. Bakcuaupanute He
chOOIIABAT 3a MOBUIICHA PEAKTOTCHHOCT WJIN HEKEJIAaHN PEaKIn.

B cnyqaﬁ Ha OpCA03UpaHC CC NPCTIOPBUBA MPOCICAABAHC HA dKU3HCHUTC (byHKLII/II/I 1 BB3MOKHO
CHUMIITOMATHUYHO JICUCHUC.


http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

5. ®APMAKOJIOTUYHHU CBOMCTBA
5.1 ®apmakoauHAMHUYHU CBOWCTBA
dapmakoTepaneBTU4HA rpyna: BaKCUHH, Apyru BupycHHu Bakcunu, ATC koza: JO7BX03

MexaHu3bM Ha JIEUCTBUE

Hyxneosugno mogudunmpanara napopmannonna PHK B Comirnaty (To3unamepan) e mon ¢popmata
Ha JIMNUIHA HAHOYACTHUIM, KOETO [03BOJIsIBA AOCTaBsiHETO Ha Hepermuupaiia ce PHK B kieTkure
TOCTONIPHUEMHHIIY, 32 1a HACOUYH MpexoHaTa ekcipecus Ha S anturena Ha SARS-CoV-2. n”PHK
KoaMpa MeMOpaHHO 3aKOTBEH, IIBJIIHOBEPIKEH S (Spike) MpOTeHH ¢ JBe TOYKOBU MyTalluH B
LIEHTpaJIHATa YyacT Ha ciupanaTa. MyTtanusra Ha Te3U JBE aMUHOKUCEIUHU A0 MPOJIMH CTaOUIM3upa
S (spike) mpoTerHa B aHTHI'CHHO MPEIIOYNTAaHA IPeQy3UOHHA CTPYKTYpa. BakcuHaTa nmpean3BIKBa
KaKTO IIPOM3BOJCTBO HA HEYTPATU3UPAIIN aHTUTENIa, TaKa U KJIETbYeH UMYHEH OTTOBOP KbM S
(spike)-anTHrena, koeTo MoXe Ia AonpuHece 3a 3ammra cperry COVID-19.

EdwukacHoct

IIpoyuBane 2 € MHOTOLIEHTPOBO, MHOTOHAITMOHAIHO, PAHAOMHU3NPAHO, IJ1ae00-KOHTPOINPAHO,
3acjeneHo 3a HaOmoaarens npoyusane ¢asa 1/2/3 3a ycraHoBsiBaHe Ha 103aTa, CEJICKIMS Ha
KaHAMJATH 32 BaKCHHA U €UKACHOCT MPH YYaCTHUIM Ha Bb3pacT 12 u moBeye roJuHu.
PanmoMuzanmsiTa € crpaTuduIupana 1mo Bp3pact: 12- 1o 15-rogumraa Bs3pacTt, 16- 1o 55-roaumniHa
BB3pACT, WA Ha BB3PACT 56 1 moBeye ronuHu, ¢ MUHIMYM 40% OT yJacTHUITUTE B Ipymara

>56 ronuan. OT IpOYyYBaHETO ca UKIIOUEHH YYaCTHHUILIN, KOUTO Ca UMYHOKOMIIPOMETHPAHU, U
YUYaCTHHUILHM C MPEAUIIHA KIMHUYHA WIK MEUKpoOuoinornyHa auaruosa 3a COVID-19. Bkirouenu ca
YYacTHHIIM C BE€4e CHINECTBYBAIO CTAOMITHO 3a00sBaHe, ONpeAeTIeHO KaTo 3a00JsBaHe, KOETO HE
HaJjlara 3HauuMa MpoMsiHa B TE€PaIUsITa WIK XOCIUTAIN3aLus IOPaax BIOIIABaHE Ha 3a00JsIBAHETO
npe3 6-Te CeAMUIM NPEAH BKIIOUYBAHETO, KATO yYACTHHUIIM C U3BECTHA CTAOMIHA HH(PEKIHS C YOBELIKH
umyHoaedunuter Bupyc (HIV), Bupyca na xenatur C (HCV) wim Bupyca na xenatut B (HBV).

Eduxacnocm npu yuacmuuyu na év3pacm 16 u noseue 200unu — cied 2 003u

B gacrra (aza 2/3 na I[IpoyuBane 2, Ha 6a3ara Ha HaTpynanu naHau a0 14 Hoemspu 2020 .,
npubmusutenHo 44 000 ygacTHUIM ca paHAOMU3MpaHH TIOPABHO U TpsiOBa jaa nomydat 2 no3u nPHK
BakcuHa cperry COVID-19 unu mnane6o. AHanU3bT 32 €pUKaCHOCT BKIIIOYBA yYACTHHUIIN, HA KOUTO
BTOpAaTa BaKCHHAILMS € HallpaBeHa B paMKuTe Ha 19 1o 42 nuu cnex mppBara BakcuHanus. [loBeuero
(93,1%) BakcuHMpaHH ca MOTYYHIH BTopaTa 103a 19 1o 23 aum cnex Jlosa 1. Ilnanupano e
ydacTHULMTE J1a ObAaT npocieasBanu 10 24 mecena ciex Jlo3a 2 3a onieHka Ha 6e3011aCHOCTTa U
edpukacHocrra cpeury COVID-19. B kKnuHUYHOTO NpOyyYBaHe OT yYaCTHULUTE CE € M3UCKBAJIO Ja
chONI0IaBaT UHTEPBAT OT MUHUMYM 14 THH NpeaH U cie]l IPUIOKEHUETO Ha MPOTUBOTPUITHA
BaKCHHa, 3a Jia mosry4yat win miane6o, win nPHK Bakcuna cpenry COVID-19. B kiimHHYHOTO
MIPOYYBaHE OT YYaCTHULIUTE CE € U3UCKBAJIO Ja ChOM0JaBaT HHTEPBAJI OT MUHUMYM 60 THU Ipeau
WU CJIE/ KaTO ca UM OMJTH MPHUIIOKEHU KPbBHH MPOILYKTH/TIPOAYKTH OT KPBBHA IJIa3Ma WIn
UMYHOTTIOOYJIMHH B PaMKHTE Ha BPEMETO JI0 3aBbPIIBaHE Ha MPOYYBAHETO, 3a Ja MOJTy4aT HITH
miane6o, wn nPHK Bakcuna cperry COVID-19.

[Nomynanwmsra 3a aHaM3 Ha TBPBUYHATA TOYKA 3a epUKACHOCT BKJItOYBa 36 621 ydacTHUIM Ha
BB3pacT 12 n noBeue roxuam (18 242 B rpymara Ha n”PHK Bakcunara cperry COVID-19 u 18 379 B
rpymnara Ha miane6o), 6e3 qaHHu 3a npeaumHa nHpekmnus cbe SARS-CoV-2 10 7 nHu cnen BTopaTta
no3a. Jlombiautenno uMa 134 yaacTHuIM Ha Bb3pact Mexkay 16 u 17 rogunu (66 B rpynata Ha uPHK
BakcuHara cpemry COVID-19 u 68 B rpynata Ha miiane6o) u 1 616 ydacTHUIM - Ha BB3pacT 75
noBede roanan (804 B rpynarta Ha n”PHK Bakcunara cperry COVID-19 u 812 B rpymnaTa Ha 1utane6o).



KbM MOMeHTa Ha MBPBUYHUS aHATH3 32 €(OUKACHOCT YYACTHUIUTE ca MPOCIICICHH 32 CHMITOMH Ha
COVID-19 3a 06110 2 214 yosekoroaunu B rpynara Ha ”PHK Bakcunara cperry COVID-19 u 061110
2 222 40BEeKOTOAMHY B IpymnaTa Ha mianedo.

Hsima KITMHAYHO 3HAYUMHE Pa3iHKH B 00IaTa e()uKacCHOCT Ha BaKCHHATA TIPH YYACTHHUIIA C PUCK OT
texka popma Ha COVID-19, BKIIOYMTETHO Te3H ¢ 1 WM MOBEYE ChITBTCTRAINY 3200 IsIBaHMS, KOUTO
yBenuuaBaT pucka ot Texka Gopma Ha COVID-19 (namp. actma, nHnekc Ha TenecHata maca (MUTM)
>30 kg/m?, xpornuHo Genoapo6HO 3a00sABaHe, 3aXapeH quabeT, XUIePTOHHMS).

Wndopmanusata 0THOCHO epUKaCHOCTTa Ha BaKCHHATa € mpeacTaBeHa B Tabnuna 2.

Ta6auna 2:  EdukacHoct Ha BakcuHaTa — mbpBa nosisa Ha COVID-19 ot 7-mus j1eH cien
Jo3a 2, 1o Bb3pacTOBH NOATPYNH — yYACTHHIM 0e3 TaHHU 32 MH(peKIus npean

7-mus neH cien Jo3a 2 — onennma nomyaanus 3a epukacuoct (7 1an)

IspBa nosiea Ha COVID-19 ot 7-mus nen ciaen Jlo3a 2 npu yyacTHUIU 6e3 TaHHU 32
npenuiHa nHpexknus cb¢c SARS-CoV-2*
uPHK Bakcuna
cpemy COVID-19 Ilnanedo
N2 =18 198 N2 =18 325
Cayvan Ciayvan
n1° n1° Eduxacnocr Ha
IMepuon na IMepuon na BaKkcuHaTa, %0
Moarpyna Hadmogenne” (N2") Hadmonenne” (N2") (95% AN)"
Bceuuku yyactHunm 8 162 95,0
2,214 (17 411) 2,222 (17 511) (90,0; 97,9)
16 no 64 ronuun 7 143 95,1
1,706 (13 549) 1,710 (13 618) (89,6; 98,1)
Ha Bb3pacT 65 u 1 19 94,7
MOBEYE TOANHA 0,508 (3 848) 0,511 (3 880) (66,7; 99,9)
65 1o 74 ronuHu 1 14 92,9
0,406 (3 074) 0,406 (3 095) (53,1; 99,8)
Ha BB3pacT 75 u 0 5 100,0
MOBEYE TOINHA 0,102 (774) 0,106 (785) (-13,1; 100,0)

3abenexka: [IoTBBpACHNUTE CiTyuan ca ONPECICHHU Ype3 TOJIMMEpa3Ha BEPIIKHA peaknus ¢ o0OpaTHa
tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u nione 1 cummnTom,
cpotBeTcTBall Ha COVID-19 [*Onpenenenne 3a ciry4aid: (moHe 1 oT) moBHIIeHa TeMIIEpaTypa, HOBOIIOSIBUIIA
C€ WJIM 3aCUJIeHA KallUIMIA, HOBOIOSBUI C€ MJIU 3aCHUJICH 3a/yX, BTpUCaHe, HOBOIOSBUIIA CE UM yBEJIUUEHA
00Jika B MyCKYJIUTE, HOBOIIOSIBHJIA Ce 3ary0a Ha BKYC MJIM MHPHC, Bb3IAJICHO I'bPJI0, JUAPHS HIIH

HOBPBIIAHE. |
*

B anammza ca BkiIoueHH y4aCTHULIHN 0e3 CCPOJIOT'MYHN U BUPYCOJIOTMYHU JaHHU (npe;m 7-must JCH CJICO

NPUJIOKEHUE Ha MTOCJIeHaTa 103a) 3a MuHaaa nHpeknus cb¢ SARS-COV-2 (T.e. OTpHIIATEIHN 3a aHTHTEA
¢ N-cBpp3Bane [cepym] Ha Busuta 1 n Heotkputr SARS-CoV-2 ¢ Tect 3a ammmndukanus Ha HyKIEHHOBA
kucenmHa (nucleic acid amplification tests, NAAT) [Ha3anna HaTpuBka] Ha Bm3utn l n2) u c

orpumnatenex pesynratr oT NAAT (Ha3aimHa HaTpHUBKA) IPH BCSAKA HEIUTAaHMpPaHa BU3UTA IIPean 7-MHUsS ACH

cnen Jo3a 2.

a. N = bpoii yqacTHHLIU B TOCOUEHATA IPyTIA.

o

nl = BpOfI y4aCTHULIH, OTTOBAPSAILIN HA OMPCACICHUCTO 3a KpaﬁHaTa TOYKa.

B. OO0 nepuox Ha HaOmoxeHue B xwisan (1 000) yoBekoroanHM 3a JaaeHara KpaiHa TO4Ka IpU BCHYKH
YYaCTHUIIM BB BCSKA PUCKOBA IpyIa [0 OTHOLIEHUE Ha KpaliHaTa Touka. BpemeBusaT nepuos 3a
HarpynBaHe Ha ciydan Ha COVID-19 e ot 7-mus nen cien Jlosa 2 1o kpast Ha repruoja Ha HaOJII0IeHHeE.

r. n2=0poii Ha y4aCTHULIUTE B PUCK 10 OTHOIICHNE HAa KpaliHaTa TOYKA.

. JIByctpaHHuUST nmoBeputesieH uHTepBa (JJN) 3a ehrkacHOCT Ha BaKCHMHATA € MTOJTy4eH Ha 0a3zaTa Ha MeToa
Ha Clopper u Pearson, Kopurupas cripsMo BpeMeTo Ha Habmoaenue. [IM He € KopUrupaH 3a MHOXKECTBECHN

aHaJIn3u.

Eduracunoctra Ha uPHK Bakcunara cpenry COVID-19 nipu npeBeHMsTa Ha IHpBa MOsSBa HA

COVID-19 ot 7-mus neu cinen Jlo3a 2, B cpaBHeHHe ¢ Tw1ane6o, ¢ 94,6% (95% noseputeneH UHTEpBA




ot 89,6% 1o 97, 6%) npu yyacTHHIIM Ha 16 ¥ TTOBEeYe TOJUHY ChC WK 0e3 JJ0Ka3aTeICcTBa 3a
npenunraa nHdpekus cbe SARS-CoV-2.

JIOTBJIHUTEHO €MH MOATPYIOB aHAIN3 HAa MhbPBUYHATA KpaiHa TOYKA MOKA3Ba CXOHH OIICHKU Ha
TOYKAaTa 32 epUKACHOCT B IPYIHTE IO TI0JI, ETHUYECKA MPUHAISKHOCT ¥ YYACTHUIH ChC
CBIIBTCTBAIIN 3a00JIsIBAHUS, CBbP3aHH C BUCOK PUCK OT Texkka popma Ha COVID-19.

V3BbpIIeHN ca akTyaTn3npaHH aHAIN3H 33 e(PUKACHOCT NPH HATMYIHUETO Ha JOIBIHUTEIHH,
notBbpaeHu ciydan Ha COVID-19, narpynanu ce mo Bpeme Ha 3acleNeHOTO ILIale00-KOHTPOIUPAHO

OpoCICAABAHC, O6XBaH_[aH_IO nepuoaa a0 6 MEcCea Cicq I[osa 2B rnomyJjanudaTa 3a e(l)I/IKaCHOCT.

AkrtyanuzupaHata nHbopMaIus 3a e(pUKaCHOCTTa Ha BAKCHMHATA € mpeacTaBeHa B Tabnuma 3.

Ta6imna 3:  EduxkacHocT Ha BakcHHaTa — mbpBa nosisa Ha COVID-19 ot 7-Mus neH cien
Jo3a 2, 1o Bb3pacTOBH NOATPYNH — YYACTHHIM 0€3 JaHHU 32 MPeJIuIIHA
undexuus cs¢ SARS-CoV-2* npenu 7-mus aeH cien Jo3a 2 — oueHuma
nomyJaanus 3a epukacHocT (7 AHN) M0 BpeMe Ha MIaNe60-KOHTPOJIHPAHUS
MEepPHO/ HA MpocJieAsiBaHe

uPHK Bakcuna
cpemy COVID-19 Ilnanedo
N2=20 998 N2=21 096
Cayuyau Cayuyau
n1° n1° Eduxacnocr Ha
Ilepuoa na Ilepuoa na BakcuHarta, %
Moarpyna Habmogenne” (N2") Ha0mogenne” (N2") (95% An™)
Benuku ygacTHHIN® 77 850 91,3
6,247 (20 712) 6,003 (20 713) (89,0; 93,2)
16 no 64 roquau 70 710 90,6
4,859 (15 519) 4,654 (15 515) (87,9; 92,7)
Ha Bb3pacT 65 u 7 124 94,5
MOBEYE TOINHA 1,233 (4 192) 1,202 (4 226) (88,3; 97,8)
65 1o 74 roquHu 6 98 94,1
0,994 (3 350) 0,966 (3 379) (86,6; 97,9)
Ha Bb3pacT 75 u 1 26 96,2
MOBEYE TOINHA 0,239 (842) 0,237 (847) (76,9; 99,9)

3abenexka: [IoTBbpACHATE CIyYan ca OMpe/eICHH Ype3 MoJuMepa3Ha BepIKHA peakiys ¢ 00paTHa
tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u nione 1 cummnTom,

cvotBercTBal] Ha COVID-19 (cuMnTomMuTe BKIIOYBAT: MIOBUIIIEHA TEMIIEPATYPa; HOBOIOSBUJIA CE WM 3acHIIeHa

KaIllUTUI[A;, HOBOTIOSIBUJI CE€ HJIU 3aCHJICH 33]yX; BTPHCAHE; HOBOIOSIBIJIA CE MIIM YBEJIMYCHA 0OJIKA B MYCKYJIUTE;

HOBOIIOSIBMIIA Ce 3ary0a Ha BKYC WJIM MUPHC; BB3IIAJICHO I'bPIIO; THAPHS; TIOBPHIIAHE).

* B anammsa ca BKIIIOYCHH YYaCTHUIM Oe3 MaHHU 3a MuHaia nHpekmus cbc SARS-CoV-2 (1.e. oTprmaTenHu 3a
anTuTena ¢ N-cBpp3BaHe [cepyM] Ha Bmsura 1 u HeotkpuT SARS-CoV-2 ¢ NAAT [HazanHa HaTpuBKa] Ha
Bmswutu 1 u 2) u ¢ otpunarener pesynrat or NAAT (Ha3amHa HaTpUBKA) TIPH BCSIKA HETIAHUpPaHa BU3HUTA
npenu 7-Mus neH ciex Jlosa 2.

a. N = bpoii yuacTHHIIM B TTOCOYEHATA TpyTIa.

nl = bpoif yuacTHUIIA, OTTOBAPSIIIM HA ONPEIETICHUETO 3a KpaiiHaTa TOYKa.

B. OO0m mepuoy Ha HabmoneHne B Xwisian (1 000) oBekoroMHu 3a IajieHaTa KpaiiHa TOYKa MPH BCUUKH
YYaCTHHUIIM BBB BCSIKa PUCKOBA TPyIa [0 OTHOIICHNE Ha KpaifHaTa Touka. BpeMeBHAT rmepro[ 3a HaTpyIBaHe
Ha ciaydau Ha COVID-19 e ot 7-must aeH cnen Jlo3a 2 10 Kpast Ha epuoia Ha HaOJroIcHHE.

r. n2 = 0poil Ha YYaCTHUIIUTE B PHCK IO OTHOIICHUE HA KpaifHaTa TOYKa.

.  JByctpanuusat 95%-cn noBeputencH untepsai (JJ1) 3a epukacHOCT Ha BAKCHHATA ¢ MTOJYYCH Ha 0a3ara Ha
MeTonaa Ha Clopper u Pearson, kopurupaH crpsiMo BpeMeTO Ha HaOJIIOICHHE.

e. BxouBa NOTBBPAEHU CIydau NpH yJaCTHUIM Ha B3pacT 12 no 15 ropunu: 0 B rpynara nHa ”PHK
BakcuHata cpenry COVID-19; 16 B rpynara Ha muare0o.

o

B aktyanmsupanute aHanusu 3a epukacHocT, epukacHoctTa Ha UPHK Bakcunata cpemry COVID-19
npu npeBeHuusnTa Ha nosisa Ha COVID-19 ot 7-mus cnen J{o3a 2 B cpaBHeHue ¢ mane6o e 91,1%
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(95% I ot 88,8% o 93,0%) 1pu yIaCTHUIIMUTE B OIEHUMATA TIOMYJIalus 3a e(UKACHOCT, ChC WIIH
0e3 maHHu 3a npeaunTHa uHpeknus cbe SARS-CoV-2.

JIOTBITHUTENHO aKTyaTM3UPAHNTE aHATM3H 38 e(DUKACHOCT 10 TIOATPYIH MOKa3BaT CXOIHH TOYKOBU
OIICHKH 3a e(DUKACHOCT B TPYIUTE TI0 MOJI, STHHYECKA MPUHAICKHOCT, TeorpadcKo MOI0KEHUE U TIPH
YYaCTHHIIMTE ChC ChITBTCTBAIIH 3a00JIIBAaHUS U 3aTIBCTIBAHE, CBhP3aHH C BUCOK PUCK OT TEXKKa
dhopma Ha COVID-19.

Eduxacrnocm cpewy meocka ¢popma na COVID-19
AKTyanu3upaH aHaJIM3 Ha BTOPUYHUTE KpailHU TOYKH 3a euKacHOCT mojakpers nomszara ot uPHK
BakcuHara cperry COVID-19. Bakcunara npegorsparsiBa Texka gopma Ha COVID-19.

Ot 13 mapt 2021 1. edukacHOCTTa Ha BaKCHHATa cpelny Texka popma Ha COVID-19 e npezacraBena
caMmo 3a YYaCTHUIM Cbc Wi 0e3 npeaninna napekuus cb¢c SARS-CoV-2 (Tabnuua 4), Tl KaTo
Oposar na ciyyaute Ha COVID-19 npu yuactaunm 6e3 npeanmna nadexuus cs¢c SARS-CoV-2 e
CBIIUAT KATO TO3M P YUYACTHHUIM ChC WM Oe3 mpeauinHa HHpekius cb¢ SARS-CoV-2 u B aBeTe
rpynu — Ha uPHK Bakcunara cpemy COVID-19 u na nnane6o.

Ta6imna 4:  EduxacHocT Ha BAKCHHATA — ITLPBA NosiBa Ha Teskka popma Ha COVID-19 npu
YYaCTHHIM cbc MM 0e3 npeaumna ungexuus cb¢c SARS-CoV-2 na 6azara na
onpeieJieHNETO HA ATeHIMSATA 32 KOHTPOJI Ha XpaHuTe u JekapcrBara (Food
and Drug Administration, FDA)* ciiex lo3a 1 wim ot 7-mus e ciaen Jlo3a 2 B
NEepHOJa HA poc/elsiBaHe HA IVIALe00-KOHTPOJIHPAHOTO IPOYyYBaHe

uPHK Bakcuna
cpemy COVID-19 Inamedo
Ciayvan Cayvan
ni? ni? Eduxacnoct Ha
IMepuon na IMepuon na BaKkcuHaTa, %0
nadumonenne (N2°) nadsonenne (N2°) (95% ")
1 30 96,7
Crnen Jloza 1" 8,439" (22 505) 8,288" (22 435) (80,3; 99,9)
1 21 95,3
7 nau cnen Jloza 2¢ 6,522™ (21 649) 6,404™ (21 730) (70,9; 99,9)

3abenexka: [loTBbpEHHUTE CiTyyau ca ONpEIEICHU Ype3 ToJIMMEpa3Ha BEPHKHA peakiys ¢ 00paTHa
tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u noHe 1 cummTom,
croTtBercTBam Ha COVID-19 (cuMnToMuTe BKITIOYBAT: IOBHIIIEHA TEMIIEpaTypa; HOBOIOSBHJIA CE€ WIIM 3aCHJICHA
KaIIUTAI[Aa; HOBOTIOSIBUJI CE WJIM 3aCWJICH 33yX; BTPHCAHE; HOBOTIOSIBIIIA CE MJIN yBEIW4IEeHa 0OJIKA B MYCKYJIHUTE;
HOBOIIOSIBMJIA C€ 3ary0a Ha BKYC WJIM MUPHC; BB3MAJICHO I'bPII0; IUAPHS; TOBPBIIAHE).

* Texxka ¢popma Ha COVID-19, kakro e onpeneneno ot FDA, e moteepaen COVID-19 n nannune Ha Hail-Mako
1 ot cnegauTe:

e  KinuHUYHM MPU3HAIM B TOKOM, MOKA3ATETHN 32 TEKKO CHCTEMHO 3a00JsIBaHe (IMXaTeNHA YeCTOTa
>30 BOuIIBaHMA B MHHYTA, Chp/I€YHA YeCTOTa >125 ynapa B MUHYTa, KUCJIOpOHA caTypanusd <93% Ha
CTacH BH3AyX Ha MOPCKOTO paBHUIIC UK CbOTHOIICHUEC HAa apTEPUATHOTO MapUHUaIHO HAJIATAHE HA
KHCIIOpO/a KbM (pakimsaTa Baumad kuciaopoa <300 mm Hg);

e JluxaTenHa HEITOCTATHYHOCT [OMmpe/ieNieHa KaTo HYX/Ia OT MOIaBaHe Ha KUCIOPOJ C BUCOK MOTOK,
HEMHBa3WBHA BEHTHJIANNS, MEXaHWYHA BEHTHJIALUS WIN KCTPAKOPIIOpaIHa MEMOpaHHA OKCUTCHALIHS
(extracorporeal membrane oxygenation, ECMO)];

e JlaHHHM 3a IIOKOBO ChCTOSIHUE (CUCTONNYHO KpBBHO Hansrane < 90 mm HQ, 1uacTonm4HO KpBBHO
Hanmsrade < 60 mm Hg winu Hy»/1a oT Ba30Ipecopu);

e  3HaunMa ocTpa ObOpedHa, YepHOAPOOHA MITH HEBPOJIOTHYHA TUCHYHKIHS;

e [Ipuemane B oT/eNIeHNE 32 HHTEH3UBHU TPUXKH,

e CwmppT.

a. nl = bpoit yqacTHHIIH, OTTOBapAIIM Ha ONPEACICHUETO 3a KpaHaTa TOUKa.

n2 = Bpoii Ha yyaCTHUIUTE B PUCK II0 OTHOIIIEHHE Ha KpaifHaTa TOYKa.

B. JIByctpanuusT nosepurenen unrepsai (JJ1) 3a epukacHocTTa Ha BAKCMHATA € MOJIy4YeH Ha 0a3ara Ha MeToza

Ha Clopper u Pearson, kopurupas crpsiMo BpeMeTo Ha HaOJII0/ICHUE.

r. EdukacHoct, oneHeHa Ha 0a3ara Ha msuiata HajauvHa (Moauduumpana intent-to-treat) momynauus ygacTHuIH,
nomyuwnu Jlosa 1, 3a orieHka Ha e(hUKACHOCTTA, KOSATO BKIJIIOUBA BCHUKH PAHIOMHU3UPAHN YYaCTHHIIH,

TIOJTY4YMIIN TIOHE 1 7032 OT M3MMTBaHATa MHTEPBEHIIHS.
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n.  O6m nepuon Ha HaOmoneHue B Xwisiau (1 000) 4oBekoroauHM 3a AajieHaTa KpaifHa TOUKa IPU BCUYKH
YYaCTHHUIM BBB BCSIKa PUCKOBA TPyIa IT0 OTHOIIICHNE Ha KpaifHaTa Touka. BpeMeBHAT mepros 3a HaTpyIBaHe
Ha ciaydan Ha COVID-19 e ot lo3a 1 1o kpast Ha reproa Ha HaOIOACHHUE.

e EdwuxacHocr, onienena Ha 6a3ara Ha oreHHMaTa 3a epukacHOCT (Ha 7-MHS JEH) MOIyJamys, KOSATO BKII0UBa
BCHYKH TIOAXO SN PAaHIOMU3UPAHH YIaCTHHUIIH, TIOTYYIITH BCHYKH JJO3M OT M3MIMTBAHATA MHTECPBCHITHS,
KaKTO ca PaHIOMHU3UPAHH B IPEIBAPUTEITHO OIIPEICIICHHS IIPO30PeI, 03 IPYTH CHIECTBEHH OTKIOHEHHS OT
MPOTOKOJIA, KAKTO € OTPEIEIICHO OT KINHHUIIUCTA.

k. OO neproa Ha HaGroaeHue B xusian (1 000) 4oBeKOrOMHY 3a Ja/icHaTa KpaifHa TOUKa IPU BCUYKH
YUYACTHHUIIM BHB BCSIKAa PUCKOBA IPyIia [0 OTHOIICHUE HA KpaiiHaTa Touka. BpeMeBHAT mepro/ 3a HaTPyIBaHEe
Ha cirydyan Ha COVID-19 e ot 7-Mus aeH cien Jlo3a 2 1o kpast Ha nepuoja Ha HabroeHue.

Edurxacnocm u umynocennocm npu ronowu Ha v3pacm 12 0o 15 2o0unu — cied 2 0o3u

IIpu ananu3 Ha [IpoyuBane 2 npu 10HOIH Ha BB3pacT 12 mo 15 rogwam 6€3 qaHHu 3a MpeanIHa
uHbexuys, Hama ciaydan npu 1 005 ygacTHuUIM, TOJIydnIM BaKCHHATA, K UMa 16 ciydast mpu

978 yuactauim, nomyuwi 1uiane6o. ToukoBara oneHka 3a epukacHoct € 100% (95% moseputeneH
untepsan 75,3; 100,0). IIpu yyactHHIM cbe Wiau Oe3 1aHHM 32 npeauinHa nHpekys nma 0 ciaydas
npu 1 119-te yyacTHHIM, MOTYYHIN BakcuHata, u 18 ciaydas npu 1 110-Te yuacTHUIM, TOTYYMIH
miare6o. ToBa chIIo MoKasBa, 4e ToukoBaTa oreHka 3a eduxacaoct € 100% (95% nosepurenen
naTepBan 78,1; 100,0).

B IlpoyuBane 2 e mpoBe/ieH aHAIN3 Ha THTPUTE HA HEYTPAIN3UPAIIITE AaHTHTEIA CPEIILy
SARS-CoV-2 1 mecen cnen [lo3a 2 mpu n3bpana Ha cilyyaeH NPUHIMII TIOATPYTa y4acTHHLN Oe3
CEpOJIOTHYHH WJIM BUPYCOJIOTHYHH JaHHU 3a MuHaja nHdexnus cbc SARS-CoV-2 no 1 mecen cnen
Jlo3a 2, cpaBHSBAI OTTOBOPA IIPH FOHOITH Ha BB3pacT 12 mo 15 roguam (n = 190) ¢ T03u npu
YUYACTHHUIM Ha Bb3pacT 16 10 25 rogunu (n = 170).

CBHOTHOIIICHUETO HA CPEAHUTE TCOMETPUIHH THTPH (geometric mean titres, GMT) nipu Bp3pacToBara
rpyna 12 no 15 rogunu cripsiMo Be3pacToBata rpymna 16 qo 25 rogunu e 1,76, ¢ 2-ctpanen 95% JAU
1,47 no 2,10. CnemoBaTenHo € TOCTHTHAT KPUTEPUSAT 32 HE T0-MaJika e(DUKACHOCT, KOUTO €
choTHOmEeHue 1,5 , Thil KaTto moHaTa rpaHuia Ha 2-ctpanHus 95% JIU 3a cpeqHOTO reoMeTpuIHO
ChOTHOIIIEHHE (geometric mean ratio, GMR) e >0,67.

Umynozennocm npu yuacmuuyu Ha év3pacm 18 u noseue 200unu — cred dycmep 003a (mpema 003a)
EdextuBHOCTTa Ha eqHa Oyctep no3a Comirnaty ce 6a3upa Ha OI[CHKA Ha TUTPUTE Ha
HeyTpanu3upamure antutena cpeury SARS-CoV-2, namansBamiu BupycHata akTuBHOCT ¢ 50%
(NT50) (USA_WA1/2020). B TIpoyusane 2, ananusure Ha NT50 1 mecerr cien 6ycrep n03ara,
CpaBHSBaHHU C T€3W 1 Mecell Clie]] MbPBUYHATA CePHsl, IIPH JIMIIAa Ha Bb3pacT 18 mo 55 roaunu 6e3
CEPOJIOTMYHM MJIM BUPYCOJIOTUYHM JaHHM 32 MuHala HHekius cbe SARS-CoV-2 o 1 mecen cien
OycTep BakCHHALMS TOKA3BaT HE MO-MaJlka €()UKACHOCT MO OTHOILCHNE KaKTO Ha CPETHOTO
reomeTpuuHo choTHOHIeHHe (GMR), Taka u Ha pa3nukara B CTENICHTa Ha CEPOOTIOBOP.
CepooTroBOpbT MPHU €AMH YIACTHHUK CE OMPEAEIIa KaTo MOCTUraHe Ha >4 mbTH noBuimieHne Ha NT50
OT U3XO/IHO HMBO (mpeau IbpBHYHATA cepust). Tes3n ananusu ca 0606menu B Tabuuma 5.
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Tabauua 5. Anaaus Ha HeyTpaausupanero Ha SARS-CoV-2 - NT50 (tutsp)’ (SARS-CoV-2
USA WA1/2020) — cpaBuenne Ha GMR u cepoorrosopa 1 mecen ciex 6ycrep g03a
cnpsiMo 1 Mecen ciie] MbPBUYHA cepusi — YYACTHHIH Ha BB3pacT 18 10 55 roqunn
0e3 1annm 3a uHdexuus 10 1 Mecen ciaeqn dycrep A03a* — oeHMMA NMOMYJIALHUS 32
HMYHOT€HHOCT Ha OycTep j03a*

1 mecen cien
oycrep no3a/- | Ilocruruara
1 mecen ciien | 1 mecelr cjien | meJt 3a He TO-
1 mecen ciien IbPBHYHA IbPBHYHA MaJjKa
Oycrep 103a cepust cepust eduxacHoct
Ananus n (95% JIN) (95% JIN) (97,5% JIN) (JUH)
Cpenen
reoMeTpuiex
HEyTPaJH3UpPaIl
THTBP, HAMAJISIBAII
BHpYCHATA
akTUBHOCT ¢ 50% 2466,0° 750,6° 3,29°
(GMTH) 2128 (2202,6; 2760,8) | (656,2;858,6) | (2,77; 3,90) Jr
CreneH Ha
cepootroBop (%)
npu
HEyTPaJH3UpPaIl
TUTHP, HAMAJISIBAILI 199¢ 196¢
BHpPYyCHATa 99,5% 98,0% 1,5%*
aKTHBHOCT ¢ 50%' 200° | (97,2%; 100,0%) |(95,0%; 99,5%) | (-0,7%; 3,7%°) "

Cokpamenuns: [ = noBepurenen uarepsain, GMR = cpeano reomerpuyHo chotHOmeHne; GMT = cpenen
reoMerpuueH THTHP; LLOQ = nosHa rpaHuna Ha KOJMYECTBEHO ompenelsiae; N-CBbp3Balll = CBbP3Balll
Hykieonporenta Ha SARS-CoV-2; NAAT = tect 3a amminukanys Ha HyKJIeHHOBH Kuceiaunnu, NT50 =
HEYTpaJ3Upall TUTHP, HaMassaBaml BUpycHaTa akTUBHOCT ¢ 50%; SARS-C0OV-2 = TexbK OCTBp pecnupaTopeH
CUHIIpOM KopoHasupyc 2; JI/H = na/ne.

t SARS-CoV-2 NT50 e onpejelnien ¢ moMoniTa Ha AHaIu3 Ha MUKpOHeyTpanusanusTa Ha SARS-CoV-2

mNeonGreen Bupyc. [Ipu anannza ce u3noszBa GyopecleHTeH pernopTep BUPYC, MOIyYeH OT Iama

USA WA1/2020, u BupycHaTa HEyTpaJIu3alys ce OTYNTa BBB Vero kieTbyHn MoHocsoese. NT50 na

npoOuTe ce ompeielisi KaTo PeUIPOYHOTO CEPYMHO pa3pexaaHe, npu koeto 50% ot Bupyca ce

HeyTpalu3upa.

B ananmm3a ca BKIIOYCHH yYaCTHULHU Oe3 CEpOJIOTHYHH WIM BUPYCOJIOTHYHH AaHHH (o 1 Mecer] cren

mory4yaBane Ha Gycrep mo3za Comirnaty) 3a munana nudexmms cbe SARS-CoV-2 (1.e. oTpuIaTeHy 3a

N-cBbp3Baru antutena [cepym] u HeoTkput SARS-CoV-2 ¢ NAAT [Ha3zanHa HaTpHBKa]) ¥ C OTpHIATEIICH

pesyarat ot NAAT (HasasiHa HaTpHUBKA) ITPU BCsAKA HETUTAaHMpaHa BU3UTa 10 1 Mecerr cien Gycrep mo3a.

Benuku moxo Iy y9acTHUIM, moyurin 2 go3u Comirnaty, KakTo ca paHIOMU3UPaHU TbPBOHAYAIIHO, C

npuioxera Jlo3a 2 B paMKuTe Ha IPEIBAPUTEIIHO OnpeaeneHus npo3opel (B pamkute Ha 19 mo 42 auu cnen

Ho3za 1), nomyunnu 6ycrep n03a Comirnaty, ¢ noxe 1 BanumeH i onpenescH pe3yaTaT 3a IMyHOTCHHOCT

crest OycTtep 103a NP B3eMaHe Ha KPbB B PAMKUTE Ha MOAXOSI po3opel] (B pamkute Ha 28 10 42 nHu

cien Gycrep no3ara) i 6€3 ApyrH ChINECTBEHH OTKIOHCHHUS OT IPOTOKOJIA, KAKTO € OMPEeIeHO OT

KIIMHUIUCTA.

a. N = 0poll yYaCTHUIIM C BAJHIHU U ONPEACICHN PE3YITaTH OT aHAIN3a U B IBETE BPEMEBH TOUYKH 3a B3eMaHe
Ha KPbB B paMKHUTE Ha ONMPEACHHUS MIPO30pelLl

6. GMT u 2-crparute 95% JIU ca n3umncneHn 4pe3 eKCIOHCHIIMOHUPAHE Ha CPeIHATA JIOTAPUTMIYHA
CTOWHOCT Ha TUTpUTE U choTBeTHUTE JIU (Ha Ga3aTa Ha pasnpeneneHuero Ha Student t). Pesynrarure ot
ananm3a moa LLOQ ca 3amanenu kato 0,5 x LLOQ.

B. GMR u 2-ctpannute 97,5% JIU ca nzuncieHn 4pe3 eKCIOHCHIIMOHUPAHE HA CPEHATA PA3IIHKa B
JIOTapUTMUYHUTE CTOMHOCTH OT aHanu3a u chotBeTHuTe JIU (Ha 6a3zaTta Ha pasnpenesienuero Ha Student t).

r. He no-manka edukacHoCT € AekIapupana, ako JoJiHaTa rpaHuna Ha 2-ctpannus 97,5% /1 3a GMR e >0,67
1 ToukoBata ouenka 3a GMR e >0,80.

I. N = 0poil y9acCTHUIIM C BAIUIHH U OTIPEICTICHH PE3YJTaTH OT aHAN3a IPU KOHKPETHHUS aHATIN3 Ha U3XO0IHO
HUBO, | Mecen ciien Jlo3a 2 u 1 Mecerr ciien OycTep 703a B paMKHUTE Ha ONpeieHHs mpo3oper. Te3n
CTOMHOCTH Ca 3HAMCHATEIIH Py MTPOUECHTHUTE U3YNCIICHUA.

e. Opoif y4acTHHIM ChC CEPOOTIOBOP 3a JIa/ICHNs aHAIN3 TIPH JaJIeHaTa /103a/BpeMeBa ToUKa 3a B3eMaHe Ha
npo6a. Touen 2-ctpanen /11, 6a3upan Ha Metona Ha Clopper u Pearson.

K. Pasiuka B ChOTHOIIEHHSATA, U3pa3eHu KaTo mnporeHt (1 mecerr ciex Oycrep mo3a — 1 mecern ciex J{o3a 2).

I+
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3.  Kopurupan 2-ctpanen I na Wald 3a pa3nukaTa B CbOTHOIICHUSTA, H3Pa3€HA KaTO MPOLCHT.
. He mo-manka epukacHOCT e AeKIaprupaHa, ako J0JHATa TpaHuna Ha 2-ctpaHuust 97,5% [ 3a npomneHTHaTa
pasnuka ¢ >-10%.

IlenuaTpuyHa momysamus

EBpomneiickaTa areHIus o JiekapcTBaTa oTiiara 3aJJbJDKEHHETO 3a TIPEIOCTABSHE Ha PE3yITATUTE OT
npoyuBanusaTa ¢ Comirnaty B rieIMaTpu4HaTa momyaius npu npeserius Ha COVID-19 (k.
Touka 4.2 3a nHPOpMaLKsI OTHOCHO YIOTpeda B IEAUATPHUATA).

To3u nekapcTBEH MPOAYKT € pa3pelieH 3a yrnorpeda 1o T. Hap. CXeMa ,,pa3peraBaHe Mo ycIoBHue".
ToBa o3Ha4aBa, ye 3a TO3M JIEKAPCTBEH MPOAYKT C€ OYaKBAT AOIBIHUTENHH JaHHU. EBpomnelickaTa
areHUys 1o JIeKapcTBaTa Lie U3BbPIIBA Mperiiesl Ha HoBaTa HH(GOPMAaLUs 3a TO3H JIEKapCTBEH MPOIAYKT
MOHE BeHBK roauiiHo U Ta3u KXII chOoTBETHO 11I€ ce aKkTyaau3upa.

52 @apmMakoKHHeTHYHH CBOWCTBA

Henpunoxumo.

5.3 IlpeakJIMHUYHHU JaHHU 32 0€30MACHOCT

HexnuHnvHMTE JaHHU HE MOKa3BaT 0COOEH PUCK 3a XOpa Ha 0a3aTa Ha KOHBEHL[MOHAJTHUTE
NPOYYBaHUS 38 TOKCHYHOCT IIPU MHOTOKPATHO MpHJIaraHe, penpoiLyKTHBHA TOKCUYHOCT U TOKCHYHOCT

3a pa3BUTHETO.

O0111a TOKCUYHOCT

IInsxoBe, Ha kouTo Comirnaty e mpriiaraHa HHTPaMyCKYJIHO (TIOJydaBaity 3 ITBIHM T031 33 X0pa
BEJHBK CEIIMUYHO, TEHEPUPAII OTHOCUTEITHO BUCOKU HUBA MIPH TUTHXOBE MOPAJIH PA3INYMSITA B
TEJECHOTO TETJI0), MOKa3BaT MAJ'bK OTOK M €PUTEM Ha MSCTOTO HAa MHKEKTHPAHE U yBEIIMYaBaHE Ha
0enuTe KPbBHU KIETKH (BKIOYUTEIHO 0a30(MiIM U €03MHO(GUIN), ChOTBETCTBAIIN Ha Bh3MAINTEIICH
OTrOBOp, KAKTO M BaKyOJIN3aIMsl HA MOPTATHUTE XENaTONUTH Oe3 TaHHU 32 YepHOPOOHO YBpEKIaHE.
Benuku edextu ca Ounu odpaTumu.

FCHOTOKCI/I‘IHOCT/KaHI_IeD OI'CHHOCT

He ca mpoBexxanu mpoy4BaHMsI HUTO 32 TEHOTOKCUYHOCT, HUTO 3a KaHIeporeHHocT. He ce ouakBa
KOMITOHEHTHUTE Ha BakcuHaTa (Jiumuay 1 nPHK) na mMat reHOTOKCHYEH TTOTCHITHAT.

PenpoaykTHBHA TOKCHYHOCT

PenpoaykTrBHATAa TOKCHYHOCT ¥ TOKCUYHOCTTA 32 Pa3BUTHUETO Ca M3CJICBAHU MPH ILTHXOBE B
KOMOWHHPAHO NPOYYBaHE HA ()ePTUIIMTETA M TOKCUYHOCTTA 32 PAa3BUTUETO, pU KoeTo Comirnaty e
MpHUJIaraH UHTPAMYCKYJIHO Ha KEHCKH ILTbXOBE Mpeau Yu(TOCBAHE U 110 BPEME Ha recTarus
(TosryuaBainy 4 ILJIHU JIO3M 3a XOpa, FTeHEPHPAIH OTHOCUTEITHO BUCOKH HUBA MPH TUTHXOBE MTOPaIN
pa3InvusATa B TEIIECHOTO TEIJIO0, B IEPHOJIA MEeX Ty JieH 21 npeau yndToCBaHETO U TeCTallMOHEH

neH 20). OtroBopu ¢ mosiBa Ha HeyTpaau3upaiiy antureia cpeiry SARS-CoV-2 uMa npu sKMBOTHUTE
MaliKy OT Iepro/ia Ipeu YUPTOCBAHETO A0 Kpasi Ha MPOYYBAHETO B MOCTHATAJICH JicH 21, KaKkTo
nipu (heTycute U MmokosieHueTo. Hama cBbp3aHu ¢ BakcUHATa e)eKTH BBPXY (PEPTUIIUTETA,
OpeMeHHOCTTa M eMOPHO(ETATHOTO PA3BUTHE WITH PA3BUTHUETO HA MOKOJICHUETO. JIMTICBAT TaHHU 3a
Comirnaty OTHOCHO IPEMHHABAaHETO HA BAKCHHATA MPe3 TUIAIICHTaTa WK eKCKPEIHATA B MIISIKOTO.
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6. DOAPMAIIEBTUYHU JAHHHU
6.1 Cnucbk Ha IOMOIIHHUTE BELIECTBA

((4-xunpoxcubyTuin)azaneaunn)ouc(xexcan-6,1-numm)ouc(2-xexkcunaekanoar) (ALC-0315)
2-[(momuerunenriukon)-2000]-N,N-aurerpanermnaneramu (ALC-0159)
1,2-nucreapounn-sn-riunepo-3-pocdoxonun (DSPC)

Xodgectepo

Kanues xnopun

Kanues auxunporendocdar

Hatpues xnopug

Hunatpues gocdar quxuapar

3axapo3sa

Bona 3a umxekuuu

6.2 HecbBMeCTUMOCTH

To3u eKkapcTBEH NPOAYKT HE TPsIOBa Jia ce CMECBa ¢ APYTH JICKAPCTBEHH MTPOAYKTH, C U3KIIIOUECHUE Ha
[IOCOYEHUTE B TOUKA 6.6.

6.3 Cpok Ha rogHoct

HeortBopeHn ¢uakoH

3ampazen praxon

9 Meceria, korato ce chxpansia rnpu -90°C mo -60°C.

B pamkuTe Ha 9-MeceuHUst CPOK Ha TOJAHOCT HEOTBOPEHUTE (IIAKOHH MOXKE JIa Ce ChXpaHsBaT U
Tpa"cnoptupar npu -25°C go -15°C 3a eqHOKpaTeH nepruoa 10 2 CeAMMIIH, ClIeA KOETO MOKE J1a ce
BbPHAT 00PaTHO 3a chXpaHeHue npu Temmeparypa -90°C mo -60°C.

Pasmpazen ¢pnaxon

1 mecern ipu 2°C no 8°C B pamKkuTe Ha 9-MeceuHus1 CPOK Ha TOTHOCT.

B pamkuTe Ha 1-MecedHust CpoK Ha TOJHOCT HpH ycioBusATa Ha cbxpanenue ot 2°C mo 8°C, 3a
TpaHCIIOPTUPaHEe MOKE Jla ce M3IMOJI3BaT 10 12 yaca.

[penu ymorpeda HEOTBOPEHHAT (IIAKOH MOXKE J]a ce ChXpaHsBa JI0 2 yaca npu temreparypa 1o 30°C.
C pasMpazenute HIakoHU MOKE JIa ce padOTH B YCJIOBHSI HA CTaiiHA CBETIIMHA.

Cnen padMpassiBaHe¢ BAKCHHaATa HE TpﬂﬁBa Aa ce 3aMpa3siBa 0THOBO.

Paboma npu memnepamypru omkioHeHus ciied uzeadicoare om gpuzepa

JlanHuTE 3a CTAOMITHOCT MTOKA3BaT, Y€ HEOTBOPEHUAT (PIIaKOH € CTabuIIeH J0:

. 24 gaca, KoraTo ce chXpaHsBa npu remreparypa ot -3°C mo 2°C

. 0061110 4 gaca, koraTo ce chxpansBa rpu remrneparypa ot 8°C mo 30°C; ToBa BKItoua 2-Ta 4aca
mpu Temmepatrypa 10 30°C, onrcadu mo-rope

Tasu I/IH(I)OpMaLII/IFI € IpCAHa3Ha4YCHa Ja YII'bTU MCAUIUHCKUTC CIICHUAINCTH CaMO B cnyqaﬁ Ha
BPEMCHHO TEMIIEPATYPHO OTKIIOHCHUC.

Tpancghep na 3ampasenu paakonu, Coxpanasanu npu cepvxuucka memnepamypa (<-60°C)

o [InuTkuTe KyTHU ¢ HIAAKOHH, KOUTO ca 3aTBOPEHH C Kalali, Chabpkam 195 ¢nakona,
W3BaJICHH OT ChbXpaHEHHE B 3aMPa3eHO ChCTOSHUE NP CBPBbXHHCKA Temreparypa (<-60°C),
MOTarT Jla OCTaHaT Ha Temmeparypa 1o 25°C He moBeUe OT 5 MUHYTH.

o [InuTkuTe KyTHU ¢ HIAKOHH, Ha KOUTO KalaluTe ca OTBOPEHH WIIN TE€3U, KOUTO ChIBPKAT
nmo-mMainko ot 195 ¢nakoHa, cien KaTo ca U3BaJACHU OT ChbXPaHEHHE B 3aMPa3eHO ChCTOSHHE IPH
CBpBXHHUCKaA Temreparypa (<-60°C), morar ga octaHaT Ha Temneparypa a0 25°C He moBeue OT

3 MHUHYTH.
. Cren xkato KyTuHTE ¢ (hJIAKOHM C€ BHPHAT 00PAaTHO 3a ChXpaHEHHUE B 3aMPa3eHO ChCTOSIHUE CIIE]T
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eKCIIO3UIK Ha TeMIrepaTypa a0 25°C, Te TpsOBa ga ocTaHAT Ha ChXPAHECHHUE B 3aMPa3eHO
CBCTOSIHUE B MPOJIBIKEHUE HA Hal-MaJIKO 2 Yaca, IPE/IH J1a MOrart Jia ObJIaT H3BaJICHH OTHOBO.

Tpancghep na 3ampasenu gaaxonu, coxpanssanu npu -25°C 0o -15°C

. [InuTkuTe KyTHU ¢ IaKOHH, KOUTO ca 3aTBOPEHU C Kamaly, Chabpikamu 195 ¢urakona,
M3BaJICHU OT ChbXPaHEHHUE B 3aMpa3eHo cheTosiHue (-25°C no -15°C), morar Ja ocTaHaT Ha
TeMmieparypa a0 25°C He nmoBede OT 3 MUHYTH.

o [nutkuTe KyTHH ¢ (HIAKOHU, HA KOUTO KAAIIUTE Ca OTBOPEHU WU TE€3H, KOUTO ChIIbPIKAT
mo-Mayko ot 195 ¢uakona, cien KaTo ca U3BaJICHU OT ChbXPaHEHUE B 3aMPa3CHO ChCTOSHUE
(-25°C mo -15°C), moraT ga ocraHat Ha Temreparypa 10 25°C He moBede ot 1 MuHyTA.

Cren kaTo BeAHBXK AaJicH (DJIaKOH € M3BaJIeH OT ITUTKATa KyTHs ¢ (JIaKOHH, TOH TpsOBa 1a ce
pasMpasu 3a yroTpeoa.

P a3pCACH JCKAPCTBCH NPOAYKT

Jloka3aHa e XuMHYHA U (U3MYHA CTAaOMIHOCT 110 BpeMe Ha yrnoTpeda, BKIFOUUTEIHO 110 BpeMe Ha
TpaHcIopTupane, 3a 6 yaca npu 2°C no 30°C ciex paspexnane B HarpueB xsopua 9 mg/ml (0,9%)
MH)XEKIUOHEH pa3TBop. OT MUKpOOHOIOTHYHA IJIeJHAa TOUYKA, OCBEH aKO METOIBT Ha Pa3pekaaHe
U3KIII0YBA PUCK OT MHUKPOOHA KOHTAaMHMHALNUS, IPOAYKTHT TPAOBa Ja ce M3M03Ba BeaHara. AKo He ce
U3I0J13Ba BeHara, BpeMeTO 1 yCIOBUATA HAa ChXpaHEHHE 110 BpeMe Ha yrorpeba ca OTTOBOPHOCT Ha
NOTPEOUTEINS.

6.4 ChnenuaJHM ycJI0BUS HA ChbXpaHeHHUe

[a ce cpxpanssa BbB (hpuzep npu -90°C mo -60°C.

Jla ce cpxpaHsiBa B OpUTHHAJIHATA ONAKOBKA, 32 J1a C€ MPEIa3u OT CBETIINHA.

[lo Bpeme Ha cbXpaHEeHHE CBEJETE 10 MUHIUMYM M3JIaraHeTo Ha CTaiiHa CBETJIMHA U U30sArBaiTe

H3JIaraHe Ha MpsKa CJIbHYCBA CBCTIIMHA U YJITPABUOJICTOBA CBCTJIMHA.

3a ycIoBHATa Ha ChXPAaHECHUE CIIEH pa3MpassiBaHe M pa3pexkaaHe Ha JEKAPCTBECHUS IPOIYKT BIKTE
TOouKa 6.3.

6.5 Buau chabpkaHue HA ONAKOBKaTa

0,45 ml KOHIIEHTpAT B MPO3paueH MHOTr01030B (iakoH (cTbki0 Tul |) 2 ml che 3amyranka
(cuHaTeTHYHA OPOMOOYTHIIOBA TYMa), C alTfyMHUHHEBa O0KATKa U OTYYIBAIIO CE JIMIABO IIaCTMACOBO
kamaue. Beexu prakoH chabpika 6 1031, BUXKTE Touka 6.6.

Bun omakoBka: 195 diakona

6.6 CneuuaJHu npeanasHu MepPKH NPH U3XBbPJIsiHe U padoTa

Ykazanus 3a pabora

Comirnaty TpSI6Ba Aa CC MPUTOTBU OT MCAUIMUHCKHU CIICHHUAINCT, KaTO CC MU3IIOJI3BA ACCITUYHA
TCXHHUKA, 3a 1a C€ rapaHTUpa CTCPUIHOCTTA Ha NIPUTOTBCHATa JUCTICPCUS.
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INPOBEPKA HA JIO3ATA

JInaaso
Kamnaue

DILUTE BEFORE U¥

Date / Time:

ITpoBepete Aanu GIAKOHBT € C JIUIABO
[UIACTMACOBO Kamaye. AKO JIaKOHBT € ChC
CHBO IITACTMACOBO Karayde, MOJIs,
HarmpaBeTte crnpaBka ¢ KpatkaTta
XapaKTepUCTHKa Ha npoykTa 3a Comirnaty
30 MuKporpama/m03a HHKEKIIHOHHA
JUCTICPCHSL.

PASMPA3SABAHE IIPEJIN PA3PEKJIAHE

He nmoBeue ot

TemMmeparypa
(mo 30°C)

2 yaca npu craiina

™\

MHOrom030BHAT (PIAKOH CE ChbXpaHsIBa
3aMpaseH U TpsOBa Jia ce pa3Mpasu Ipean
paspesknane. 3ampaseHure GprakoHu
TpsAOBa /1a ce MpeHecar B cpejia ¢
temmnepatypa 2°C no 8°C, 3a aa ce
pasMpasaT; pa3MpassaBaHETO Ha eIHa
omakoBKa ¢k 195 ¢rakoHa Moxe na
otHeMe 3 yaca. Bp3MorkeH e chlio apyr
BapHaHT, IpU KOWTO 3aMpa3eHuTe QIaKOHU
nia ce pazmpassT 3a 30 MUHYTH TIpH
temneparypa a0 30°C 3a HezabaBHa
ynorpe0a.

HeoTtBopenusr dmakon Moxe 1a ce
chXpaHsBa 3a nmepuoxa 1o 1 mecery npu 2°C
1o 8°C B paMKuTe Ha 9-MeCedIHHsI CPOK Ha
rogHoct. B pamkurte Ha 1-MecedHus: Cpok
Ha TOJHOCT MIPU YCIOBUATA Ha ChbXpaHCHHE
ot 2°C no 8°C, 3a TpaHCIIOPTHUPAHE MOXKE
Jia ce uanonssar 1o 12 yvaca.

OcraBete pa3MpaseHHAT QJIaKOH A2
JOCTHUTHE CTaiiHa Temneparypa. [Ipeau
yroTpeda HEOTBOPEHUSAT (DIIaKOH MOXKE J1a
ce ChbXpaHsiBa JIo 2 yaca Ipu TeMIeparypa
1o 30°C. C pa3mpaseHuTe GIakoOHH MOXKE
Jla ce pabOTH B YCIIOBHS Ha CTaiHa
CBETIIMHA.

Buumarenno o6bspHete ¢akona 10 mbTu
npenu paspexaane. He pasknamaiire.
[Ipenu paspexxgane pazMpaseHaTa
JHCIIEPCHUST MOJXKE J1a ChABPKA OeNd 110
HOYTH OeTM HeTIPO3padyHu aMOp(hHH
YAaCTHUIIH.
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PA3PEKIAHE

1,8 ml narpues xnopua 0,9%
WHKEKIHOHEH Pa3TBOP

PasmpasenaTa BakcuHa TpsOBa Ja ce
paspeau B HeWHUS OpuruHaieH (GIakoH ¢
1,8 ml narpues xnopun 9 mg/ml (0,9%)
WHXCKITUOHEH Pa3TBOP, KAaTO CE M3MOJI3Ba
uria 21 G, win no-TbHKa, ¥ aCeNTUYHA
TEXHUKA.

H3reraere 6yranoro a0 1,8 ml, 3a na
OTCTPaHHTE BB3AyXa OT (MIAKOHA.

W3paBHeTe HANSTAHETO BHB (pIIaKOoHA
Npe/u J1a U3BAIUTE UIJIaTa OT Hero, KaTo
n3rernure 1,8 ml Bp31yx B U3npasHeHara
CIIPHHIIOBKA HA pa3peiuTes.
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(=)

Baumareano 10 nbTH

BrauMatenHO 00BpHETE pa3pecHaTa
nucnepcus 10 metu. He pasknamaiire.
Pa3penenara BakcuHa TpsOBa 1a
TIpEACTABIIsIBA TIOUTH Osiyta Aucepcus 6e3
BUIMMH YacTulM. He mu3mossBalite
paspeaeHaTa BakCUHA MIPU HAJTMYUE HA
YaCTHITU WJIA TIPOMSIHA B IIBETA.

3anuiere CbOTBETHUTE 1ATA U YAacC.
Ja ce u3mosi3Ba B paMKuTe Ha 6 yaca

cJie/l pa3pexiaaHe.

Ha paspenenure ¢urakonu TpsiOBa na Obaat
oTOeNsA3aHN CHOTBETHHUTE J1aTa M Jac.
Cnen paspexnane, cbxpaHsaBaiite npu 2°C
10 30°C u n3nos3Baiite B paMKUTE Ha

6 yaca, BKJIIOUHTEIHO BPEMETO 3a
TPaHCIOPTHUPAHE.

He 3ampassBaiite nim paskiamante
paspenenata gucrepcus. Ako e omna
MOCTaBeHAa B XJIaJUITHHUK, OCTABETE
paspezeHaTa qucnepcust Ja JOCTUTHE
CTaliHa TeMIlepaTypa mpeau ynorpeoa.
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NPUT'OTBAHE HA UHAUBUJYAJIHU 103U COMIRNATY OT 0,3 ml

e Cruen pa3pexnane GIaKOHBT ChIbpKA
2,25 ml, oT KOMTO MOrarT Jja C€ U3TETIIAT
6 nosu o 0,3 ml.

e Karo u3nonsBare acenTHYHA TEXHHKA,
MOYKMCTETE 3aImyliaikaTa Ha (aakoHa ¢
TaMIIOH 3a €JHOKpaTHA yrnoTpeda, HaloeH
C aHTHUCEITHYEH Pa3TBOP.

) e Uszrernere 0,3 ml Comirnaty

. TpsabBa na ce U3MONI3BAT CIPUHIOBKH

4 W/WJIM UTIIU C MalTbK MBPTHB
(Hem3non3BaeM) 00eM, 3a J1a Ce M3TETJIST
IIECT JO3M OT €IUH (DJIAKOH.
KomOuHanusTa OT CIpUHIIOBKA U UTJIa C
MaJIbK MBPTHB 00eM TpsIOBa 1a IMa
MBPTHB 00€M HE IO-TOJISIM OT

35 MHUKpPOIUTpA.

AKO ce M3MO0I3BaT CTaHIaPTHH

0,3 ml paspenena Bakcuna CIIPUHIIOBKY U MTJIH, MOXeE J1a HsIMa
JIOCTaThbueH 00eM 3a M3TETJISTHE Ha MIeCT
JI03H OT euH (praKkoH.

e Bcska mo3a TpsoBa f1a chappka 0,3 mi
BaKCHHA

e AKO KOJTMYECTBOTO Ha OCTaHAIATa BHB
(bakoHa BakcHHA HE MOJKE /1a JOCTaBU
enHa msuta go3a ot 0,3 ml, m3xBbpieTe
(1akoHa ¥ M3MUIIHUSL 00eM

e l3xBBpieTe HEU3IOI3BaHATA BAKCUHA B
pamKuTe Ha 6 yaca cien pa3pexiaHe.

UsxBbpasiHe

Hewsnon3BaHusT IeKapCTBEH MPOIYKT WIN OTHAIbUHATE MATEPUAIIU OT HETO TPsIOBa Jla ce U3XBBPIIST
B CHOTBETCTBUE C MECTHUTE U3UCKBAHUS.

7. NNPUTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEBA

BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz

T'epmanus

Ten.: +49 6131 9084-0

(hakc: +49 6131 9084-2121
service@biontech.de

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/20/1528/001

21




9. JATA HA II'bPBO PAZPEHIABAHE/IIOJJHOBSABAHE HA PASPEHIEHHUETO 3A
YIIOTPEBA

[ara na mppBo paspemasane: 21 nexkemBpu 2020 .

10. [JATA HA AKTYAJIM3BUPAHE HA TEKCTA

IToapoOHa uHOpMaLKs 3a TO3M JCKAPCTBEH MPOAYKT € IMPeIocTaBeHa Ha yeOcalita Ha EBponeiickara
areHuus 1o Jiekapcrpata http://www.ema.europa.eu.
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vTosn JICKapPCTBEH MPOAYKT TOJICKH Ha JOMIBJIHUTEIIHO HAOM0eHre. ToBa 111e mo3Boiau 0bp30To
YCTaHOBSIBAaHE HAa HOBa MH(OpMAaIUs OTHOCHO Oe30macHOCTTa. OT METUITMHCKUTE CIICIIHATTUCTH Ce
W3HCKBA JIa ChOOIIaBaT BCAKa MMO03UPaHa HeKellaHa peakius. 3a HauiMHa Ha ChOoOIaBaHe Ha
HE)KEJIaHU PEaKIuH BIDKTE Touka 4.8.

1. HNME HA JTEKAPCTBEHUS TIPOAYKT

Comirnaty 30 Mukporpama/io3a MHXEKIIMOHHA TUCTICPCHS

nPHK Bakcuna cpeury COVID-19 (aykneo3unno Moguduuupana)
COVID-19 mRNA Vaccine (nucleoside modified)

2. KAUYECTBEH U KOJIMYECTBEH CbCTAB

ToBa e MHOTO#030B (hiakoH. la He ce pa3zpexna npenu ynorpeoa.

Ennn dnaxon (2,25 ml) ceaspxa 6 qo3u o 0,3 ml, BiskTe Touku 4.2 1 6.6.

Enna no3a (0,3 ml) ceaspxa 30 mukporpama to3unamepan (tozinameran), uPHK Bakcuna cperry
COVID-19 (BkiroueHa B MM/ IHA HAHOYACTHIIN).

Tosuramepan e exqHOBepKHA, 5’ -Kenupana nHpopmannonaa PHK (uPHK), nponssenena c
U3M0JI3BaHe Ha Oe3kieThuHa IN Vitro TpaHckpumiwms ot choTBeTHUTe JJHK-MaTpuim, komupanu

BupycHus S (spike)-nporenn na SARS-CoV-2.

3a IBJIHUA CIINCHK HA ITOMOIIHUTE BEIECTBA BIKTE Touka 6.1.

3. JIEKAPCTBEHA ®OPMA

NnxexkunoHHa Tucnepeus
Bakcunata nipencrasiisisa Osita 10 mouTu Osita 3ampasena aucrepeus (pH: 6,9 — 7,9).

4. KJIMHUYHU JAHHU
4.1 TepaneBTUYHM MOKA3AHMSA

Comirnaty e moka3aHa 3a aKTHBHA HMYyHHW3aI¥sl 32 IpeBeHIus Ha 3abonsBaneTo COVID-19,
npuarHeHo oT Bupyca SARS-CoV-2, Ha nuna Ha Bb3pacT 12 1 moBeve TOANHH.

Ynorpebara Ha Ta3u BaKCHHA TPsIOBA [1a € B CHOTBETCTBHE C OPHUIIMATHATE TPETOPHKH.

4.2 Jlo3upoBKa U HAYMH HA NPUJIOKEHHE

AOBI/I[ZOBKa

Jluya na ev3pacm 12 u nogeue 200unu
Comirnaty ce mpuiara HHTPaMyCKYJTHO KaTo MbpBUYEH Kypc oT 2 103u (o 0,3 ml Beska).
IIpemoppuBa ce BTOpaTa 1034 Jia Ce MPUIOKH 3 CEIMHUIIN CIIe IbpBara n103a (Bk. Touku 4.4 u 5.1).

Bycrep no3a (Tpeta mo3a) Comirnaty Moxe Jia ce MPUIIOKH UHTPAMYCKYITHO Hai-MaJIko 6 Mecera
CJIeN BTOpara J103a Ha JIMIa Ha Bh3pacT 18 u moBede roguHu. PernieHneTo Kora u Ha KOro Jia ce
MpIIIOKH TpeTa go3a Comirnaty TpsOBa 1a ce B3eMe Bb3 OCHOBA Ha HATMYHUTE JAaHHH 32
e(heKTUBHOCTTA Ha BAKCHHATA, KATO CE UMAT MPEABHU]I OTPAHUYCHHUTE JIaHHU 3a 0€30IacHOCT (BXK.
toukn 4.4 1 5.1).
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B3anmozamensiemoctTa Ha Comirnaty ¢ Bakcuuu cpemry COVID-19 ot apyru npou3BoguTeNIN 3a
3aBBPIIIBAHE HA ITPBUYHUS BAKCUHAIIMOHHUS KYpPC WU MPUIOKECHUE Ha OycTep 1o03a (TpeTa 103a) He
ca ycraHoBeHu. Jluta, Ha kouto e mpuioxeHa 1 no3a Comirnaty, TpsiOBa Ja rmoiryyaT BTOpa J03a
Comirnaty, 3a Jja 3aBbpIlaT IbPBUYHIS BAKCHHAIIMOHHUS KypC, H 32 JI1a MOXe J]a UM ObJaT mpuiiaranu
nonbaau 1034, Jlosure Comirnaty 30 Mukporpama/no3a KOHIEHTPAT 3a HHKCKIHOHHA TUCIICPCUs
cien paspexxnane u Comirnaty 30 MEKporpama/io3a MHXEKIIMOHHA AUCIICPCHS CE CUNTAT 3a
B3aUMO3aMeHsIeMH.

Teaxrcko UMYHOKOMIPOMEMUPaHU auya Ha évspacm 12 u noseue 200uHu
Ha nuiia, KouTo ca TeXKO MIMYHOKOITPOMETHPAHH, TPETA 71032 MOXKE J1a CE MPUIOKU Hal-MaJKo
28 nmuu ciaen BropaTa a03a (Bxk. Touka 4.4).

Tleouampuuna nonyrayus
beszonacHoctTa U ehukacHocTTa Ha Comirnaty mpH NeAUATPUYHN YIACTHUAIM HA B3PACT MO-MaJKO OT
12 ronguHYM Bee olle He ca YCTaHOBeHU. Hanuynu ca orpaHudeHy JaHHU.

Ionynayus 6 cmapuecka ev3pacm

He ce nanara kopurupaHe Ha Jo3ata IpH JIMIA B cTapuecka Bb3pacT > 65 rogunu. besonacHocrra n
HMYHOT€HHOCTTa Ha Oycrep no03a (Tpeta go03a) Comirnaty npu Jinia Ha Bb3pacT 65 U noBeye roJuHN
ce 0a3upa Ha JaHHWUTE 3a 0E30MIaCHOCT U MIMYHOT€HHOCT IPU Bb3pacTHHU Ha Bb3pact 18 1o 55 rogunu.

Hauun Ha OPHUITOKCHUC

Comirnaty TpsibBa 11a ce puiiara HHTpaMycKyJIHO (BX. Touka 6.6). la He ce pa3pex/ia mpenu
ymotpeoa.

®nakonute Comirnaty chabpkaT 6 1031 BakcuHa o 0,3 ml. 3a 1a ce u3Ternsar 6 103u OT eAuH
(hnakoH, TpsAOBa /1a Ce M3MOI3BAT CIPUHIIOBKH W/WJIM UIJIM ¢ MaTbK (HEU3IOA3BaeM) MbPThB 00EM.
KoM0uHanusTa OT CHpUHIIOBKA U UTJIA C MATEK MBPTHB 00eM TpsOBa J1a UMa MBPTHB 00EM HE T0-
roJIIM OT 35 MUKpOJIUTpa. AKO C€ U3MOI3BAT CTAHAAPTHU CIIPUHIIOBKU U UTJIM, MOXE Ja HIMa
JIOCTaThueH 00eM 3a M3TErJIAHE Ha IIeCT 03K OT eAuH (akoH. HezaBucumo oT Buja Ha
CIIPUHITIOBKATA U UTrjaTa:

o Bcesika no3a tpsioBa ja ceabpika 0,3 ml BakcuHa.

o AKO KOJIMYECTBOTO Ha OCTaHAJIaTa BbB ()JIaKOHA BAKCHHA HE MOXE Jla JJOCTaBU €/lHa Lis1a 1032
ot 0,3 ml, u3xBwpuere GiakoHa U U3ITUITHUS 00EM.

. He crOupaiiTe M3MUIIBINTE BAKCUHA OT HSIKOJIKO (hIIaKOHA.

[IpeanounTanoTo MSICTO € IENITOUIHUAT MYCKYJ B TOpHAaTa 4acT Ha phbKara.
He umxektupaiite BakcruHaTa HHTPaBaCcKyJIapHO, IOJKOKHO MM UHTPAIEPMAaJIHO.

Bakcunata He Tps0Ba Jja ce cMecBa B €/1Ha U ChIla CIPUHIIOBKA C JPYTH BAKCUHH WX JIEKAPCTBEHH
IIPOYKTH.

3a mpenrnazHATe MEPKH, KOUTO TPsOBa Jja OBAT B3ETH MPEAH MPIIIOKEHHE HA BAKCHHATA, BUKTE
Touka 4.4.

3a yKka3aHusATa OTHOCHO pa3MpassiBaHEeTO, paboTaTa M U3XBHPJSHETO HA BAKCHHATA BIDKTE TOUYKa 6.0.
4.3 IIporuBomoxka3zaHus

CBpPBXUIYBCTBUTEIHOCT KbM aKTHBHOTO BEIIECTBO MJIM KbM HIKOE OT IIOMOIIHUTE BEIIECTRA,
n30poeHu B Touka 6.1.
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4.4 ChneuuajTHu mpexynpeskaeHus U Npeana3Hl MePKHU MPH ynoTpeda

IIpocnenumoct

3a f1a ce moo0pH MPOCIEAUMOCTTa Ha OHOJIOTHYHHUTE JIEKAPCTBEHH MPOYKTH, UMETO U MTAPTHIHUAIT
HOMEp Ha MPIJIOKEHUS MPOTYKT TPsiOBa ACHO J1a CE 3amMCBarT.

OO0111 TPENOPHKHU

CspvxuyscmeumenHocm u aHUIAKCUs.

Nma cpoOienus 3a ch0uTHA Ha aHadunakcus. Bunaru TpsiOBa 1a iMa Ha pa3IoIOKEHUE TIOAXOISII0
MEAMIIMHCKO JICYCHHUE U HaOJII0ICHUE B Cydai Ha aHa(QHUIaKTHYHA PEeaKIys CJIe/] MPUIOKEHUE Ha
BaKCHHATAa.

[IpenopbuBa ce BHUMATEITHO HAOJIOJICHNE B ITPOIBIDKCHUE HA Hall-MalKko 15 MUHYTH cief
BakcuHanuATa. He Tps0Ba na ce mpuiara BTopa 103a OT BAKCHHATA Ha JINIIA, TOTYYWIN aHA(DUITaKCH
KbM IIbpBaTa j03a Comirnaty.

Muoxapoum u nepuxapoum

Crnen Bakcunanus ¢ Comirnaty ca HaOJIIOJaBaHU MHOTO PENIKH CITyYad HAa MHOKApIUT U IEPUKAPIUT.
Te3u ciryyau ca HACTBIIWIM MIPEIUMHO B PaMKUTE Ha 14 THU clien BaKCHHAIUS, IT0-4ECTO CIIE
BTOpaTa BaKCHHA U TO-4ECTO MPH MO-MJIaid MbKe. OT HAIMYHKUTE JAHHU MOXE JIa C€ MPEIIOI0KH, Ue
MPOTHUYAHETO HA MHOKAPAUT ¥ TIEPUKAPIUT CJIe]l BAKCHHAIIMTA HE CE pa3jinyaBa OT TOBa IpH
MHUOKAPIUT WK TEPUKAPINUT KATO IS0,

MeauHCKATE CIISIIHAMCTH TPSIOBa Ja ObaT OMUTENHU 32 MPU3HALUTE U CHMITOMHTE Ha
MHUOKapIuT U epuKapAnT. Bakcuaupanure nuna TpsaOBa Aa ObAaT MHCTPYKTUPAHU /1 TTIOTHPCAT
He3a0aBHO MEIUIMHCKA TIOMOII, aKO Pa3BUAT CUMITOMH, IIOKA3aTETHHU 32 MHOKapAUT MIIH
NEePUKAPINT, KaTo (0CTpa U MPOABIDKUTENHA) 00JIKa B ThPIUTE, 33yX WIIH MANIUTALUHN CIIe]
BaKCHHALIUATA.

MeaUIMHCKHUTE CIICIUAINCTH TPSOBA J1a HAIPABAT CIPaBKa ¢ PhKOBOJICTBATA W/UJIM CIICITUAIMCTUTE 32
JIMarHOCTHIIMPAHE U JICYCHHE Ha TOBa 3a00JIIBaHe.

PuckbT oT MuOKapauT ciient Tpera qo3a Comirnaty Bee OILe HE € OXapaKTepH3UpaH.

Peaxyuu, cevpzanu c mpesosicnocm

B®B BpB3Ka Che camusl PoLEC HAa BAKCUHALMS MOT'aT 12 Bb3HUKHAT PEaKIUu, CBbP3aHH C
TPEBOXHOCT, BKJIIFOUUTEIIHO Ba30BAaralH PeaKIMU (CUHKOI), XUIEPBEHTUIIAIMS WK peaKIiH,
CBBP3aHU ChC cTpeca (Halp. 3aMastHOCT, MAJINUTALNHU, YCKOPEH ChpIeUeH PUTHM, IPOMEHH B
KPBBHOTO HaJIATaHE, yCEIIaHe 3a U3TPbhIIBAHE U M3NOTsABaHe). PeaknuuTe, CBbpP3aHU ChC CTpeEca, ca
NPEXOJHU U 0T3BY4aBaT OT caMo ceOe cu. Xoparta TpsiOBa 1a ObAaT MOChBETBaHU 2 HH(QOpMUpaT 3a
T€3W CUMIITOMH BaKCHHHMpAIINA T'H 3a olleHKa. BaykHO e 1a ce B3emMaT npenna3Hu MepKH, 3a 1a ce
NpEeOTBPaTH HapaHsIBaHE OT MPHUIATAHE.

Cvnvmemsawo 3abona6amne

Bakcunanmsra TpsiOBa 1a ce OTIIOKH IPH JIUIIA, CTPAIAIIHN OT OCTPO TEXKKO (heOpHiTHO 3200 IBaHe
i octpa uHpekwst. Hammarero Ha neka nH(EKIH u/uin HEBUCOKA TeMIlepaTypa He Tps10Ba /1a
CTaBa MPUYHHA 32 OTJaraHe Ha BAKCUHAIUATA.

Tpomboyumonenus u Hapyuienus Ha KPb8OCHCUPBAHEMO

KakTo mipu qpyru MHTpaMyCKYJTHH WH)KEKIMH BaKCHHATA TPSOBA J1a CE MpHiiara BHUMATEITHO MPH
JIUIA, TIOyYaBalld aHTUKOATYJIaHTHA TePAIUs WU JIUIA C TPOMOOITUTOTICHHSI UM HIKAKBO
HapylIeHne Ha KPhbBOCKCHUPBAHETO (KaTo XeMO(QWIHNs), Thid KaTO MPH TE3H JIMIIA MOTAaT J1a Bb3HUKHAT
KbpBEHE WM 00pa3yBaHe HA CHHUHU CJI€]] HHTPAMYCKYJHO MPHJIOKEHHE.
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Hmynoxomnpomemupanu mya

EdukacHoctTa 1 6€3011acHOCTTa Ha BaKCHHATA HE ca OIICHEHH NP IMYyHOKOMITPOMETUPAHH JIVIIA,
BKITFOUUTEITHO TE3H, MOTyYaBalld IMyHOCyTpecuBHa Tepanus. EpukacHocTTa Ha Comirnaty Moxe fa
€ MO-HUCKAa MPU UMYHOKOMITIPOMETUPAHU JIUIIA.

IpenopwKara 1a ce 00CHAN MPUIIOKEHNE Ha TPETA J103a TIPU TEKKO HMYHOKOMIIPOMETUPAHU JIMIA Ce
0a3upa Ha OrpaHUYCHU CEPOJIOTMYHH JaHHH B JINTEpATypaTa OT CEpHsl CIIydad OT OBIIA/IIBAHETO Ha
KIIMHUYHUTE CUMIITOMMU IIPU MMaUCHTU C ATPOTCHHA UMYHOCYIIPECUA CJICA TPAHCIUIaHTAlWA Ha
conuieH oprad (Bx. To4ka 4.2).

HpO()'b]lJfCMm@]ZHOcm Ha 3awumama

ITpoXb/DKUTETHOCTTA Ha 3alMTaTa, IPEIOCTaBsHA OT BAKCHHATA, HE € U3BECTHA, Thil KATO TS BCE OIIIE
ce ornpeaes B TeKYIIN KINHAYHY MIPOYYBaHHUS.

Ocpanuuenus na epekmueHocmma Ha 6aKCUHAMA

KakTo npu Besika BakcuHa, BakcuHanusata ¢ Comirnaty MOoXke 1a He 3alllUTH BCHYKH BAKCHHHPAHH.
Jluna MOe J1a He ca HAaITbJIHO 3AIUTEHH J0 7-MHs JICH CJIe/l BTOpaTa /1033 OT BAKCHHATA.

45 B3aumopaeiicTBHe ¢ IPYIry JeKApCTBEHH NMPOAYKTH U IPYru (JOpMH Ha B3auMoJieiicTBHe
He ca npoBex1aHu Npoy4BaHUs 3a B3aUMO/ICHCTBUSITA.

CorbreTBamoTo npuitoxkenne Ha Comirnaty ¢ Ipyrv BAKCHHH HE € IPOYYeHO.

4.6 @epTHIHTET, GPEMEHHOCT U KbpPMeHe

Bbpemennoct

Mma orpannuen onut ot ynorpedarta Ha Comirnaty mpu OpemeHHY keHn. [IpoyduBanusaTa npu
YKUBOTHH HE MTOKa3BaT NPEKU MM HENPEKH BpeaAHU e(DEeKTH, CBbp3aHU ¢ OPEeMEHHOCTTA,
eMOpPHOHAITHOTO/(DEeTaTHOTO Pa3BUTHE, PAXKIAHETO WM IIOCTHATATHOTO pa3BHUTHE (BXK. TOUKa 5.3).
[Ipunoxxenne va Comirnaty 1o BpemMe Ha OpeMEHHOCT TpsiOBa Ja ce 00CHKIa, CaMO KOIraTo
MOTCHIMAIHUTE TIOJI3U HA/IBUIIABAT BCSIKAKBY MMOTESHIIMAIHNA PUCKOBE 32 MalikaTa U Qeryca.

Kspmene

He e uzBectHo nanu Comirnaty ce eKCKpeTHpa B KbpMaTa.

DepTunurer

IIpoyuBaHUATA TPH KUBOTHH HE TIOKA3BAT MPEKH WITH HEMIPEKH e(DEKTH, CBbP3aHH C PEMPOLYKTHBHA
TOKCHYHOCT (BK. TOuka 5.3).

4.7 EdexTu BbpXy cioco0HocTTA 32 ogupaHe u padora ¢ MALIUHA

Comirnaty He TIOBIIASIBA WY TIOBJIHSIBA TIPEHEOPESKIMO CITIOCOOHOCTTA 3a modupane u paboTa ¢
MaluHy. Bee mak HIKou oT eeKTHTe, MOCOUYeHH B ToUKa 4.8, Morat BpeMEHHO J1a TOBIHUSST
CHOCOOHOCTTA 3a mopupaHe WiK padoTa ¢ MaLIHHU.

4.8 Hexenanm JiekapcTBeHH peaKlUuH

Pesrome Ha mpoduiia Ha 6€30MacHOCT

Besonacnoctra Ha Comirnaty e olieHeHa IPH YYaCTHUIM Ha Bb3pacT 12 u moBeye roJuHu B

2 KJIMHUYHYU M3MUTBaHMsA, B KOUTO ca BKiIoueHu 23 205 yuactHuim (BkiarouBamu 22 074 yuactHUIM
Ha Bb3pacT 16 u moeeue roaunu ¥ 1 131 roHomu Ha Be3pacT 12 70 15 roauHu), moayyuiiv IOHE eIHa
no3a Comirnaty.
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O6mmaT mpoduni Ha 6e3omacHocT Ha Comirnaty pu FOHOIIN Ha BB3pacT 12 1o 15 rogunu e mogobeH
Ha HaOJIF01aBaHUs NIPU YYACTHHUIIM Ha BB3pacT 16 U moBeye roIuHu.

B nonbanenue, 306 HATMYHY OT yYaCTHHLIMTE BBB (pa3a 3 Ha Bb3pacT 18 10 55 roauHu ca moyrydniu
Oyctep mo3a (Tpeta mo3a) Comirnaty mpuOIM3UTEIIHO 6 Mecela cien Bropara 1o3a. Oomust mpodrt
Ha Oe30macHOCT 3a Oyctep /o3a (Tperara 103a) € moI00eH Ha HaOMoJaBaHus cliell 2 T03H.

Yuacmnuyu na evspacm 16 u noseue 200unu — cieo 2 0o3u

B IIpoyusane 2 o6mo 22 026 yuacTHUAIM Ha Bb3pacT 16 Wiy noBeve roAWHY ca MOTyUYHIN TOHE

1 noza Comirnaty u o6mo 22 021 yuacTHUIM Ha Bb3pacT 16 Wi moBeve TOAWHH ca MOTYYHITH
miare6o (BxmrounTenHo 138 u 145 roromm Ha 16- u 17-roguimaa Bp3pacT CHOTBETHO B TpylaTa Ha
BaKCMHATa U TpymnaTa Ha miane6o). O6mo 20 519 yyactHuLM Ha BB3pacT 16 WM moBeye roJHHU ca
noxyuwin 2 go3u Comirnaty.

KbMm MoMenTa Ha ananm3a Ha [IpoyuBane 2 ¢ maTa Ha 3akiTtouBaHe Ha ganauTe 13 Mapt 2021 1. 32
1ane00-KOHTPOIMPAHUS 3acilelieH IepHo Ha pociesiBaHe 0 JaTHTE Ha pa3ciensBaHe Ha
ygactTHUIHTE, 001110 25 651 (58,2%) yuactanmu (13 031, momyunnu Comirnaty, u 12 620, momyannm
miare60) Ha BB3pacT 16 u moBede rOAWHHM ca MPOCIeAsIBaHN B IPOABIDKEHNE Ha >4 Mecela Cie/
BTOpaTa jo3a. ToBa BrmouBa 06mo 15 111 (7 704, momyunnu Comirnaty, u 7 407, momy4mnu
anedo0) y4acTHUIM OT 16- 10 S5-roaumina Be3pact u o6mo 10 540 (5 327, monyunnu Comirnaty, u
5 213, nonyuniu miamnedo) y4acTHUIIY Ha Bb3pacT 56 U MOBeYe MOUHHU.

Haii-uectute HexenaHu peakiuy MPH YYaCTHUIIMTE Ha Bb3pacT 16 ¥ moBeye roAWHH, TTOTYIHINA

2 no3wu, ca 0osKa Ha MACTOTO Ha MHXekTupaHne (>80%), ymopa (>60%), rmaBobdomnue (>50%), Muanrus
(>40%), Brpucane (>30%), aptpanrus (>20%), TUpEeKCHs U TIOTyBaHE HA MSICTOTO Ha HH)KEKTHUPAHE
(>10%) 1 OOMKHOBEHO ca JIeKU HIH YMEPEHH 110 MHTEH3UTET M OT3BYy4aBaT B PAMKHTE HA HAKOJIKO
JIHU cJIe]] BAKCUHAIMATA. MaJlko Mo-MaJika 4ecToTa Ha ChOMTHUSTA Ha pEaKTOTEHHOCT Ce CBHP3Ba C IO~
roJsiMa Bb3pacT.

[Ipodunet Ha Ge3onmacHOCT pu 545 ydacTHUIM HA BB3pacT 16 U moBede roANHNA, BAKCHHUPAHU C
Comirnaty, kouTo ca 6unu ceporo3uTuBHHU 32 SARS-C0V-2 Ha W3X0HO HUBO, € MOJI00CH Ha
Ha0JI0JaBaHus TP 001aTa MOMyIalKs.

IOnowu na év3pacm 12 0o 15 200unu — cred 2 0o3u

IIpu ananm3 Ha [IpoyuBane 2, 6a3upaH Ha JAHHWUTE 10 JaTaTa Ha 3aKJIIIOYBaHE HA JaHHWUTE 13 MapT
2021, 2 260 ronommw (1 131, Bakcunupanu ¢ Comirnaty, u 1 129, BakcuHupaHnu ¢ mamnedo) ca Ha
BB3pacT 12 g0 15 roguau. Ot T3x 1 308 roHomM (660, Bakcuuupanu ¢ Comirnaty, u

648, BakcHHUPaHU C 1a1e00) ca MPOoCIeICHU B MPOIBbIDKCHUE Ha Hali-MaJIko 2 Mecella ciie]l BTopara
no3a Comirnaty. OnieHkata 3a 6e3omacHocT B [IpoyuBaHe 2 mpoabmkasa.

Haif-gyecTuTe HEXeIaHU peaKIH MPY IOHOIIN Ha Bb3pacT 12 mo 15 roguHu, momryduiau 2 1034, ca
0orka Ha MACTOTO Ha MHXekTupane (>90%), ymopa u rnmaBodonue (>70%), MuanTus 1 BTpucaHe
(>40%), aptpanrus u nupekcus (>20%).

Yuacmnuyu na évspacm 18 u noseue 200unu — cieo 6ycmep (mpema 0o3a)

Enna moarpymna yyactHuiu BbB ¢aza 2/3 Ha [Ipoyusane 2 - 306 Bp3pacTHH Ha Bb3pacT 18 1o

55 ronunu, 3aBBPIININ TEPBOHAYAIHUS 2-1030B Kypc ¢ Comirnaty, ca nmony4uian 0OycTep no3a (Tpeta
no3a) Comirnaty npubnu3uTeaHo 6 Mecera (auanasoH 4,8 1o 8,0 Mecelia) cien nojayJyaBaHe Ha

Ho3za 2.

Hali-uecTute HEXEIaHU PEaKIUK MIPH YIaCTHUIIMTE Ha BB3pacT 18 10 55 roaunu ca 0osika Ha

MSICTOTO Ha UHKekTHpane (>80%), ymopa (>60%), rmaBobonue (>40%), muanrus (>30%), BTpucane u
aprpanrus (>20%).
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CHuchK Ha HEXKEJIAHU PEaKIIUU OT KIMHUYHK U3MHUTBAHUS M OT MOCTMAPKETHHIOBHSI OIIUT, IIPU JIMIIA
Ha Bb3pacT 12 ¥ MOBeYE TOJUHU, B TAOJUYCH BUI

Hexemanure pcaKkuuu, Ha6J'IIOZ[aBaHI/I IO BpEMC Ha KIIMHUYHUTC IPOYYBaHUs, Ca I/I36p06HI/I mo-aoJy,

CBIVIACHO CJIICIHUTE KaTCTOPHHU 10 YECTOTA:

Mmoro gectu (>1/10),
Yectu (>1/100 mo <1/10),

Heuectu (>1/1 000 mo <1/100),
Peaxu (>1/10 000 mo <1/1 000),

MHoro peaxku (<1/10 000),

C HemsBecTHA YeCcTOTa (OT HAUIMYHUTE JAaHHU HE MOXKe Jla OblIe HAaIIpaBeHa OIICHKA).

Taoauna 1:

He:xesianm peaknuu 0T KJIMHUYHATE Npoy4uBanus Ha Comirnaty u ot

MOCTMAPKETUHIOBUSA OIIUT IPH JIMIIA HA Bb3pPacT 12 u moBe4e roguHA

CucremMo-opraneH Kjiac MHoro YecTn Heuectu Penxn C Heu3BecTHa
YecTH (>1/100 no |[(=1/1 000 no| (>1/10000| wuecrora (oT
(=1/10) <1/10) <1/100) | mo <1/1 000) waaMYHHUTE
JaHHH He
MoOske 1a 0bae
HATIPaBeHA
OleHKa)
Hapymienust Ha KpbBTa U JIumobane-
nuMmdHaTa cCUCTeMa Homartus®
Hapymenns Ha uMyHHata Peakuun Amnadunaxcus
cucTemMa Ha CBPBX-
YyBCTBU-
TEITHOCT
(mamp.
00puB,
HpYpUTYC,
ypTUKapus,’
aHruoenemM®
Hapymienus Ha Hamanen
MeTabonu3ma u amneTHuT
XpaHEHETO
[IcuxuyHu HapylIeHHS bescpHue
Hapymienus Ha HepBHata | I'maBobOomme Jleraprus Octpa
crcreMa nepudepHa
TUIeBa
rapajinsa®
CobpaeuHu HapyIIeHUs Muoxkapaut;"
ITepuxapaut”
CroMantHo-4peBHU Huapusg” T'anene;
HapyIlIieHus TloBpbiane’|
Hapymenus Ha xoxata u Xunep-
MOJIKO)KHATA ThKaH XHUIPO3a;
Homan
M3TOTSBA
HUS
Hapymenns na Aptpanrus; Bonxka B
MYCKYJTHO-CKEJIeTHATa Muanrus KpalHUK"

CHUCTEMA U
CHhCAMHUTCIIHATA ThKaH

28




CucreMo-opratHeH Kjiac MHuoro YecTn Heuectn Penxn C Hen3BecTHa
4yecTH (=1/100 go |{(=1/1 000 xo| (>1/10000| wuecrora (oT
(=1/10) <1/10) <1/100) | mo <1/1000) wHaamYHHUTE
JaHHM He
MoxKe 1a 0bae
HaNpaBeHa
OIICHKA)
OO HapymeHus 1 Bonka Ha 3auepBsBaHe| ACTEHHUS; OObumpen
e(eKTH Ha MSACTOTO Ha MSCTOTO Ha | Ha msictoto | Hepasmo- OTOK Ha
MIPUIIOKEHHE WHXEKTH- Ha WHXKEKTH-| JIOXKECHHE; BaKCHHUPAHHS
pase; paHe IIpyputyc KpaiHuK;"
YmMmopa; Ha MSCTOTO OTtok Ha
Brpucase; Ha MHXEK- JULeTo™
IMupexcus;® TUpaHe
OTtok Ha
MSCTOTO Ha
WHKEKTH-
paHe

a. [Ilo-romsima yecrora Ha umdanenonarus (5,2% cupsimo 0,4%) e HaOmoaBaHa NPU YYACTHUIIH, TTOITYYHIN
Oycrep no3a (Tpera 103a), B CpaBHEHHE C yYaCTHHIH, TIOJIYYHIH 2 JJO3H.

6. Kareropusra no uecrora 3a yprukapus u auruoeneM e “Penkun”.

B. IIpe3 meproma Ha MpOCIENIBAHETO 32 O€30TACHOCT Ha KIIMHUYIHOTO Mpoy4BaHe, 10 14 noemBpu 2020 r.,
ocTpa neprdepHa JIUIeBa Mapain3a € ChoOIIeHa OT YeTHprUMa yJacTHHIH B rpymnata Ha ”PHK BakcunaTta
cperry COVID-19. ITosBara Ha nuiieBa mapanmsa e Ha [len 37 cnex oza 1 ([lo3a 2 He e npuioxeHa Ha
yuactauka) u au 3, 9 u 48 cnen [lo3a 2. Hama cho0mmeHns 3a cirydan Ha ocTpa nepudepHa JTUIeBa
mapannsa B TpymnaTa Ha 1miane0o.

HesxenaHa peakiys, ycTaHOBEHA CJIeZ pa3pellaBaHe 3a yrnorpeoda.
OrtHacs ce 3a pbKaTa, Ha KOSATO € [IOCTABEHa BAKCHHATA.
IMo-roasma yecToTa Ha MUPEKCHs ¢ HaOJII0JaBaHa CJIe BTOpaTa 03a B CpaBHEHHE C ITbpBaTa J03a.

¥ o R

CpoO1iaBa ce 3a OTOK Ha JIMLETO IIPU PEUITMEHTH Ha BAKCUHATA, Ha KOUTO € OMJI MHXKEKTHUPaH JepMajieH
(Gurbp Mpe3 NOCTMapKETHHIOBUSI IEPHOI.

Cpo0111aBaHe Ha MOA03UPAHN HEXETAHN PEAKITHH

C’b06H_IaBaHCTO Ha NOAO03UpPAaHN HCIKCIIAHU PCAaKIINU CIICA pa3pCllaBaHC 3a yHOTp€6a Ha JICKAapCTBCHUMA
MPOAYKT € BaykHO. ToBa 1M03B0JIsABA Ja MPOIB/KHM HAOIIOICHUETO Ha ChOTHOIICHUETO I0JI3a/PUCK 32
JIeKapCTBEHUS MPOAYKT. OT MEIUIIMHCKUTE CTICTIHAIMCTH CE M3UCKBA J1a ChOOIaBaT BCsAKa
MoJ03MpaHa HCXKCJIaHa pCaKud Ype3 HAllMOHAJIHA CUCTEMaA 3a C’BO6H.laBaHC, IIOCOYCHA B
H[)I/IJ’IO)KGHI/IC Vu Ja BKIIIOYAT HapTUAHUSA HOMEP, aKO € HAJIMYUCH.

4.9 Ilpepo3upane

Nma mammaan JaHHU 3a IPEAO3UpPaHE IIPU 52-ma Y4aCTHHUIY, BKIIFOYCHU B KIIMHUYHOTO M3IIUTBAHE,

KOHWTO TIOPaJIH TPEIIKa B pa3pekaaHeTO ca Moaydminn 58 mukporpama Comirnaty. Bakcuaupanure He
CHOOIIABAT 3a OBUIIICHA PEAKTOTCHHOCT MJIH HEXEIIaHU PEaKInu.

B cnyuyait Ha npeno3upaHe ce npernopbyuBa MPOCIe/IABaHe Ha KU3HEHUTE QYHKIIMH U Bh3MOXKHO
CHUMITOMAaTHUYHO JICUCHHUE.

5. ®APMAKOJIOTHMYHU CBOMCTBA

51

DapMaKkoIUHAMUYHH CBOIiCTBA

dapmakoTepaneBTH4HA rpyna: BakCUHHM, Apyru BupycHu Bakcunu, ATC koza: JO7BX03
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

MexaHu3bM Ha JIEUCTBUE

Hyxneosugno mogudunmpanara nanpopmannonna PHK B Comirnaty (To3unamepan) e mon ¢popmata
Ha JIUMUAIHA HAHOYACTUIH, KOETO MO3BOJISIBA JOCTaBAHETO HA Hepernuupaiia ce PHK B kietkure
TOCTONPUEMHHIIH, 34 J1a HACOYM MpeXoaHaTa ekcrpecus Ha S anturena Ha SARS-CoV-2. uPHK
KOJMpa MEMOPaHHO 3aKOTBEH, IIbJIHOBEPHIKEH S (spike) MPOTEHH C ABE TOUKOBU MyTallMH B
LEHTpaJHaTa YyacT Ha crupanaTa. MyTanusTa Ha Te3d JBE aMUHOKHCEUHH A0 MPOJIMH CTa0UIH3Hpa
S (spike) mpoTerHa B aHTHT'CHHO MPEIIOYNTaHa IpeQy3nOHHA CTPYKTYypa. BakcuHaTa nmpeau3BrKBa
KaKTO MTPOM3BOJICTBO HA HEYTPAIU3UPAIIN aHTUTENA, TaKa U KIETbYEH UMYHEH OTTOBOP KbM S
(spike)-anTHrena, koeTo MoXe a AonprHece 3a 3ammuTa cpenry COVID-19.

EdukacHocT

[IpoyuBane 2 ¢ MHOTOLIEHTPOBO, MHOTOHALIMOHAIHO, PAHAOMH3HPAHO, IIale00-KOHTPOIUPAHO,
3acieneHo 3a HaOroaaTe s mpoyuBane ¢asa 1/2/3 3a ycraHOBsIBaHE Ha J103aTa, CEJCKIUS Ha
KaHAMJATHU 3a BaKCHHA U €(UKACHOCT IIPH YYaCTHUILIM Ha Bb3pacT 12 u noBeue roJuHu.
Panpomusanusita e crparuduurpana mo e3pact: 12- 1o 15-rogumHa Be3pact, 16- 10 55-roaunina
BB3pACT, WIH Ha BB3PACT 56 1 moBeye ronauHu, ¢ MUHIMYM 40% OT y4acTHUIIUTE B Ipymara

>56 ronuan. OT NPOyYBaHETO ca UIKITFOUEHH YYACTHUIIN, KOUTO Ca UMYHOKOMIIPOMETHPAHH, H
YYaCTHHUILM C MPEAUIIHA KIMHUYHA WIK MEUKpoOuoiornyHa auaruosa 3a COVID-19. Bxirouenu ca
YUYaCTHHUIHM C Beue CHIIECTBYBAILO CTAOMIIHO 3a00JIsIBaHe, OMpPeIesIeHO KaTo 3a00IIsiBaHe, KOETO He
HaJjlara 3HauuMa MpoMsiHa B TEPaITUsTa WK XOCITUTATH3ALUS TTOPaJIH BIOIIABaHE Ha 3200 SIBAHETO
npe3 6-Te CeAMUIM NPEAH BKIIOUYBAHETO, KATO yYACTHHUIM C U3BECTHA CTAOMIHA HHPEKIHS C YOBELIKH
umyHozaeduiurer Bupyc (HIV), Bupyca Ha xenatut C (HCV) win Bupyca Ha xenatut B (HBV).

Eduxacrnocm npu yuacmuuyu na év3pacm 16 u noseue 200unu — cied 2 003u

B gacrra aza 2/3 na I[IpoyuBane 2, Ha 6a3ara Ha HaTpynanu n1aHau 10 14 Hoemspu 2020 1.,
npubsmzutento 44 000 yyacTHHIM ca paHAOMHU3UPAHU OPABHO U TPsAOBa Aa nmomydat 2 no3u nPHK
BakcuHa cperry COVID-19 unu mmane6o. AHanu3bT 32 €pUKaCHOCT BKITIOYBA YYACTHUIIM, HA KOUTO
BTOpAaTa BaKCHHALM € HallpaBeHa B paMKuTe Ha 19 1o 42 nuu cnex mppBara BakcuHaus. [loBeuero
(93,1%) BakcuHHMpaHH ca MOJyYHIH Bropara f103a 19 mo 23 auu ciexn losa 1. [lnanupano e
ydacTHHUIIMTE Aa ObJaT npocueasBanu 10 24 mecena ciex [lo3a 2 3a oneHka Ha 6e30mMacHOCTTa U
epukacnocrra cpeary COVID-19. B kKMUHHYHOTO MPOyYBaHE OT YYACTHHUIIUTE CE € U3UCKBANIO JIa
cbOM01aBaT UHTEPBAJI OT MUHUMYM 14 THU peau U ciell NPIIOKEHUETO Ha NPOTUBOTPUITHA
BaKCHHa, 3a Jia mosry4art wim miane6o, win nPHK Bakcuna cpenry COVID-19. B kiimHHYHOTO
NpOyYBaHe OT YUYACTHUIUTE CE € M3MCKBAJIO /1a ChO0AaBaT MHTEPBAI OT MUHUMYM 60 THU Tpean
WK CJIeA KaTo ca UM OMJIM MPHUJIOKEHH KPBBHH MPOAYKTH/TIPOAYKTH OT KPbBHA IJIa3Ma WK
HMYHOJIOOYJIMHY B PAMKHUTE Ha BPEMETO 0 3aBbPIIBAHE Ha IPOYIBAHETO, 3a Ja MOIy4aT Uil
iane6o, umn nPHK Bakcuna cpemry COVID-19.

[Homymanusara 3a aHaTM3 Ha MFPBUYHATA TOYKA 3a e(hUKacCHOCT BKIItouBa 36 621 yyacTHUIM Ha
BB3pacT 12 u noseye rogunau (18 242 B rpynarta Ha uPHK Bakcunata cpemy COVID-19 u 18 379 B
rpymnata Ha miane6o), 6e3 JaHHu 3a npeaumHia nHekuus cb¢ SARS-CoV-2 1o 7 nHu cnen BTopaTta
no3a. lomsmauTenHo nMa 134 ygacTHHIN Ha Bb3pacT Mexay 16 u 17 roguaun (66 B rpynara Ha uPHK
BakcuHara cperry COVID-19 u 68 B rpynara Ha mnane6o) u 1 616 yuacTHuIM - Ha Bb3pact 75 u
noeeue roaunu (804 B rpynara Ha uPHK Bakcunata cperry COVID-19 u 812 B rpynara Ha miane6o).

KbM MOMeHTa Ha MBPBUYHUS aHATH3 32 €(PUKACHOCT YYACTHUIUTE Ca MPOCIICICHH 32 CHMITOMH Ha
COVID-19 3a o6mo 2 214 yosexoroaunu B rpynara nHa ”PHK Bakcunara cperry COVID-19 u 06110
2 222 4OBEKOTOJIMHH B TrpyIiaTta Ha 1uareoo.

HsMa xTMHHYHO 3HAYMMHE Pa3JIMKK B 0011aTa e()UKaCHOCT Ha BAKCHHATA NIPU YYACTHUIU C PUCK OT
texka popma Ha COVID-19, BkITIoUNTETHO TE3U ¢ | MM MOBeYe ChITHTCTRAINY 3200 ISIBaHUSI, KOUTO
yBeIMYaBaT prucka oT Texkka ¢popma Ha COVID-19 (manp. actma, mHAEKC Ha TenecHaTa Maca (U TM)
>30 kg/m?, xpornuHo 6enoapo6HO 3a60sABaHe, 3aXapeH AUA0ET, XUIIEPTOHUS).

Wndopmanusata 0THOCHO epUKacCHOCTTa Ha BaKCHHATa € mpeacTtaBeHa B Tabnuma 2.
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Taoauna 2:

E¢uxacHoct Ha BakcnHaTa — mbpBa nosiea Ha COVID-19 ot 7-mMus eH cien

Ho3a 2, 1o Bb3pacTOBH NOATPYNH — yYACTHHIM 0e3 TaHHU 32 MH(peKIHs npeau
7-mus neH cien Joza 2 — ouenuma nonysanus 3a epuxacHoct (7 1un)

[IspBa nosira Ha COVID-19 ot 7-mus neH ciaen Jlo3a 2 npu yyacTHUIU 6e3 TaHHU 32
npeaumna nudexkuus cbe SARS-CoV-2*
uPHK Bakcuna
cpemy COVID-19 Inamedo
N =18 198 N2 =18 325
Cayuyau Cayuyau
n1% n1® E¢ukacrocr Ha
IMepuon na Ilepuon Ha BaKcuHaTa, %
Hoarpyna Haoaoaenne® (n2") Ha0aoaenne® (n24) (95% JIN)*
Bceuuku yyactHunm 8 162 95,0
2,214 (17 411) 2,222 (17 511) (90,0; 97,9)
16 no 64 ronuuu 7 143 95,1
1,706 (13 549) 1,710 (13 618) (89,6; 98,1)
Ha Bb3pacT 65 u 1 19 94,7
1OBeYEe TOJUHU 0,508 (3 848) 0,511 (3 880) (66,7;99,9)
65 1o 74 ronuHu 1 14 92,9
0,406 (3 074) 0,406 (3 095) (53,1; 99,8)
Ha Bb3pacT 75 u 0 5 100,0
1OBeYEe TOJUHU 0,102 (774) 0,106 (785) (-13,1; 100,0)

3abenexka: [loTBBpACHNUTE CiTyuan ca ONPECICHHU Ype3 TOJIMMEpa3Ha BEPIIKHA peakus ¢ o0paTHa

tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u none 1 cummTom,

crotBercTBan] Ha COVID-19 [*Onpenenenue 3a ciaydaii: (moHe 1 0T) MoBHIIIEHA TeMIIepaTypa, HOBOTIOSIBHJIA

CE WJIN 3aCHIIeHa KallUTHIIA, HOBOMOSBHIII C€ WIJIM 3aCHJICH 3a/lyX, BTPHCAHE, HOBOIIOSBIIIA CE MIIM yBEIHICHA

6oJika B MyCKYJINTE, HOBOTIOSIBHIIA CE 3ary0a Ha BKYC MJIM MHPHC, BB3IAJICHO I'bPII0, JHAPHS HIIH

HOBpBIIAHE. |

* B ananm3a ca BKJIIOYEHH YYaCTHHULM O€3 CEPOIIOTHYHH ¥ BUPYCOJIOTHYHHM JIaHHU (TIpey 7-MHsl JIEH Clie]
NPWIOXKEHHUE Ha ITocieHaTa /103a) 32 MuHaja uHpekmsa cbec SARS-CoV-2 (1.e. oTpruaTenHu 3a aHTHTENIa
¢ N-cbp3Bane [cepym] Ha Buzuta 1 1 Heotkpur SARS-CoV-2 ¢ TecT 3a ammndukanms Ha HyKJIEHHOBA
kucennHa (nucleic acid amplification tests, NAAT) [Ha3anna HatpuBka] Ha Busutu 1 u2) uc
orpunatenex pesynratr oT NAAT (Ha3anmHa HaTpHUBKA) IPH BCSAKA HEIUTAaHMpPaHa BU3UTA IIPEIn 7-MHUsS ACH
cnen Jo3a 2.

a. N = bpoii yuacTHUIIM B TOCOYEHATA IpyTIa.

nl = Bpoii yyacTHHIIN, OTTOBapSIIN Ha ONPEICIIEHUETO 3a KpaliHaTa TOYKa.

B. OO0m1 mepuox Ha Habmoaerne B Xxwisian (1 000) oBekoroauHu 3a HajeHaTa KpaiHa TOYKa MPU BCUUKH
YJacTHHIM BBB BCSIKA PUCKOBA IPyIa IO OTHOIIEHHE HA KpaliHaTa To4uka. BpemeBusT nepuox 3a
HarpynBaHe Ha ciydan Ha COVID-19 e ot 7-mus nen cien Jlosa 2 1o kpas Ha repuoja Ha HaOJIIoIeHUeE.

r. n2=0poii Ha y4aCTHULIUTE B PUCK 10 OTHOIICHUE HAa KpalHaTa TOYKa.

n. JIByctpannusT noseputesneH unrepsai (J{1) 3a edpukacHOCT Ha BaKCHHATA € MOJTy4YeH Ha 0a3ara Ha MeToza
Ha Clopper u Pearson, kopurupas crpsiMo BpeMmeTo Ha Habmoenue. I/ He e KopurupaH 3a MHOXKECTBEHU
aHaJIM3H.

o

E¢uxacnocrra na n”PHK Bakcunara cperry COVID-19 npu npeBeHLMsITa Ha IbpBa MMOsBa Ha
COVID-19 ot 7-mus aeu ciex o3za 2, B cpaBHeHHE ¢ 1anedo, e 94,6% (95% noBeputenieH HHTEpBal
ot 89,6% 1o 97, 6%) npu yyacTHHAIIM Ha 16 1 TTOBeYe TOJUHY ChC WK 0e3 JJ0Ka3aTeICcTBa 3a
npeauirHa uadpekus cbe SARS-CoV-2.

JomrbITHUTENHO €AMH MOATPYTIOB aHAIN3 Ha IbPBUYHATA KpaiiHa TOYKa MOKa3Ba CXOJHH OLICHKU Ha
TOYKaTa 32 €PUKACHOCT B TPYNUTE IO MOJI, ETHUYECKA IPUHAJICKHOCT U YIACTHULN ChC
CBITBTCTBAIIY 3a00JIIBaHMS, CBHP3aHM C BUCOK PHCK OT Texkka ¢opma Ha COVID-109.

I/I3B’LpH.I€HI/I Ca aKTyaJlu3upaHu aHaJIU3HU 3a e(bHKaCHOCT OpU HAJTNMYIUETO HA JOIIBJIHUTCIIHU,

notBbpaeHu ciydan Ha COVID-19, naTpynainu ce 1o BpeMe Ha 3aCjIeIeHOTO I1ale00-KOHTPOIHPAHO
npociensBane, 00XBalaio nepuoja 1o 6 Mecena cien Jlosa 2 B momynanmsara 3a eUKacHOCT.
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AkrtyanusupaHata nHpopMalus 3a eprKacHOCTTa Ha BAKCHHATA € mpejacTaBeHa B Taonua 3.

Ta6auna 3:  EdukacHoct Ha BakcuHaTa — mbpBa nosisa Ha COVID-19 ot 7-mus j1eH cien
Jo3a 2, mo Bb3pacToBH NOATPYNH — YYACTHHIM (€3 TaHHM 32 MPeIUIIHA
uHpekuus cbe SARS-CoV-2* npean 7-must aeH caen Jo3a 2 — oneHuMa
nomy.janus 3a epukacHoct (7 1HH) M0 BpeMe Ha IJ1aned0-KOHTPOJIUPAHUS
Mepuoa Ha mpocJieasiBaHe

uPHK Bakcuna
cpemy COVID-19 Inamedo
N2=20 998 N#=21 096
Ciayvan Cayvan
n1% n1® E¢ukacrocr Ha
IMepuon na Ilepuon Ha BaKcuHaTa, %
Hoarpyna Hadmoaenune” (N2") Haomoaenne” (N2") (95% an™)
Bceuuku yyactaunu® 77 850 91,3
6,247 (20 712) 6,003 (20 713) (89,0; 93,2)
16 no 64 ronuuu 70 710 90,6
4,859 (15 519) 4,654 (15 515) (87,9; 92,7)
Ha Bb3pacT 65 u 7 124 94,5
1OBeYEe TOJUHU 1,233 (4192) 1,202 (4 226) (88,3; 97,8)
65 1o 74 ronuHu 6 98 94,1
0,994 (3 350) 0,966 (3 379) (86,6; 97,9)
Ha BB3pacT 75 u 1 26 96,2
NOBeYEe TOJUHU 0,239 (842) 0,237 (847) (76,9; 99,9)

3abenexka: [IoTBBpACHNUTE CiTyuan ca ONPECICHHU Ype3 TOJIMMEpa3Ha BEPIIKHA peaknus ¢ o0paTHa

tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u none 1 cummTom,

cpoTtBercTBam Ha COVID-19 (cuMnToMuTe BKITIOYBAT: IOBHIIIEHA TEMIIEpaTypa; HOBOIOSBHIIA CE€ MIIM 3aCHJICHA

KaIITAIA; HOBOTIOSIBUJI CE WJIM 3aCWJICH 3ayX; BTPHCAHE; HOBOTIOSIBIIIA CE MJIN yBEIW4IEeHa 0OJIKA B MYCKYJIHUTE;

HOBOIIOSIBMJIA c€ 3ary0a Ha BKYC WJIM MUPUC; Bb3NAJICHO I'bPJI0; TUaPHs; OBPBILAHE).

* B ananm3a ca BKJIIOYEHH YYacTHHLM Oe3 JaHHM 3a MuHana nHdekus cb¢ SARS-CoV-2 (1.e. oTpunatensu 3a

antutena ¢ N-cBbp3Bane [cepyM] Ha Busura 1 u HeoTkpuT SARS-COV-2 ¢ NAAT [Ha3anHa HaTpUBKa] Ha

Buzntu 1 1 2) u ¢ otpunaresnen pesyarar or NAAT (Ha3anHa HaTpUBKA) MPHU BCsKa HEIJIaHMPaHa BU3UTA

npesu 7-must feH cien J{o3a 2.

N = bpoii yqacTHHLIM B TIOCOYEHATA IpyHa.

nl = Bbpoii yuacTHUIIN, OTrOBapsIIIHM HAa ONPE/ICJICHUETO 32 KpalHaTa TOYKa.

B. OO nepuox Ha HaOmoxenue B xwisyan (1 000) yoBekoroanHM 3a JajeHara KpaiHa To4Ka Ipu BCUYKH
YJacCTHHIM BBB BCSIKA PUCKOBA IPyIa MO OTHOIICHHE HA KpalHaTa To4YKa. BpeMeBHAT neproa 3a HaTpynBaHe
Ha ciaydan Ha COVID-19 e ot 7-must aeH cnex J{o3a 2 1o Kpast Ha ieproja Ha HaOJIroieHue.

r. N2 = 0Opoil Ha YIaCTHUINTE B PHCK IO OTHOIICHNE HA KpaifHaTa TOYKa.

I. JByctpanHUAT 95%-eH noBepurencH uaTepBan (1) 3a epukacHOCT Ha BakCHHATA € TIOJTydeH Ha Oa3ara Ha
metoza Ha Clopper u Pearson, kopurupas crps Mo BpeMETO Ha HaOJIOICHIE.

e. BxirouBa noTBBbpACHHU Cilydyau IpU YJaCTHULM Ha Bb3pacT 12 1o 15 ronunn: 0 B rpynata Ha uPHK
BakcuHata cpeury COVID-19; 16 B rpynara Ha mare6o.

IS

B akryanusupanute aHaiusu 3a epukacHoct, epukacHoctTa Ha ”PHK BakcunaTa cpemry COVID-19
npu npeseHnysATa Ha mosiea Ha COVID-19 ot 7-mus ciien Jlo3a 2 B cpaBHeHue ¢ mianebo e 91,1%
(95% AU ot 88,8% 10 93,0%) npu yyacTHHIINTE B OIIEHMMATA TMOIYyJAIH 32 €(PUKACHOCT, CHC UITH
0e3 naHHu 3a npeauiHa uHpeknus cbec SARS-CoV-2.

JIOTIBITHUTEHO AKTYaTM3UPAHNTE aHATM3H 38 e(DUKACHOCT TI0 TIOATPYIH MOKa3BaT CXOHH TOYKOBU
OIICHKH 3a e(DUKACHOCT B TPYITUTE TI0 MOJI, STHHYECKA MMPUHAICKHOCT, TeorpadcKo MOI0KeHNE U TIPH
YYaCTHHITMTE ChC CHITBTCTBAIIH 3a00JIIBAaHUS U 3aTIBCTIBAHE, CBHP3aHH C BUCOK PHUCK OT TEXKKa
dhopma Ha COVID-19.

Eduxacrnocm cpewy meocka popma na COVID-19
AKTyanu3upaH aHaJIM3 Ha BTOPUYHUTE KpailHU TOUKHM 32 eukacHOCT mojakperns nomszara oT uPHK
BakcuHara cperry COVID-19. Bakcunara npegotsparsiBa Texka popma nHa COVID-19.
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Ot 13 mapt 2021 1. edukacHOCTTa Ha BaKCHHATA cpelny Texka ¢popma Ha COVID-19 e npeacraBena
caMo 3a yYaCTHHMIIM ChC WK 0e3 npeauiina uHpekus cb¢c SARS-CoV-2 (Tabmauna 4), Thii KaTo
Oposar na ciyyaute Ha COVID-19 npu yyactaunm 6e3 npeanmna nadekuus csc SARS-CoV-2 e
CBIIUAT KAaTO TO3U MPH YYaCTHUIM ChC WM Oe3 npeauiina uHpekuus cbc SARS-CoV-2 u B aBete
rpynu — Ha uPHK Bakcunara cperry COVID-19 u Ha mane6o.

Tab6auna 4:  EdukxacHocT Ha BAKCHHATA — TbPBA N0siBa HA Te:kka ¢opma Ha COVID-19 npu
YYaCTHHIM cbc HiaH 0e3 npeaumna undexuus cb¢c SARS-CoV-2 na 6azara na
onpeJeeHNETO HA AreHIMTA 32 KOHTPOJ Ha XpaHuTe U jJekapcrearta (Food
and Drug Administration, FDA)* cnex {o3a 1 uiu ot 7-mus aeu caen Joza 2 B
NEepUOoJa HA poc/ielsiBaHe HA INIALe00-KOHTPOJIHPAHOTO IPOYyYBaHe

uPHK Bakcuna
cpemy COVID-19 Ilnanedo
Cayuan Cayuyau
nl* n1? Ed¢uxacHocT Ha
IMepuon na Ilepuon Ha BaKcuHaTa, %
nabaogenne (N2°%) naboaenne (N2° (95% )
1 30 96,7
Caen [loza 1" 8,439" (22 505) 8,288" (22 435) (80,3; 99,9)
1 21 95,3
7 nau cnen Jloza 2° 6,522 (21 649) 6,404 (21 730) (70,9; 99,9)

3abenexka: [loTBBbpCHHTE CiTyyau ca ONpEesICH! Ype3 ToJIMMEpa3Ha BEpHKHA peakiys ¢ 00paTHa

tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u nione 1 cummnTom,

cvotBercTBal] Ha COVID-19 (cumnTomMuTe BKIIOYBAT: MOBUIIIEHA TEMIIEPATYPa; HOBOIOSIBUJIA CE WM 3acHIIeHa

KalllTHIa; HOBOTIOSIBUJI C€ WJIM 3aCUJICH 33J1yX; BTpHCaHe; HOBOIIOSIBIIIA CE MJIM yBeJIH4YeHa 00JIKa B MYCKYJIUTE;

HOBOIIOSIBMIIA c€ 3ary0a Ha BKYC WJIM MUPHC; Bb3NAJICHO I'bPJI0; TUaPHs; TOBPBILIAHE).

* Texxka popma Ha COVID-19, xakro e onpenenero ot FDA, e motespaer COVID-19 u mHanmune Ha Hali-Mako

1 ot caenuute:

e  KiuHMYHM MpHU3HALHN B TIOKOH, TIOKA3aTEITHHU 32 TEKKO CHCTEMHO 3a00IABaHe (IUXaTellHa YecToTa
>30 BaumIBaHUS B MHUHYTA, ChbPACYHA YecTOTa >125 ynapa B MUHYTa, KHCIOpOIHA caTypanus <93% Ha
CTaeH BB3AyX Ha MOPCKOTO PaBHHUIIE WM CHOTHOIICHNE HA apTePHATHOTO MTAPIHATHO HAJIATaHE Ha
KHCIIOpOJia KbM (pakiusTa Bauman kuciaopoa <300 mm Hg);

e JluxaTenHa HEJOCTaTBUHOCT [ONpeeeHa KaTo HyXk/1a OT II0JaBaHe Ha KUCIIOPOJI C BUCOK MOTOK,
HEWHBa3MBHA BEHTHJIALIMS, MEXaHUYHA BEHTWIALMS WU EKCTPAKOPIIopaiHa MeMOpaHHa OKCUT€HAIINS
(extracorporeal membrane oxygenation, ECMO)];

e  JlaHHHM 32 IIOKOBO CHCTOSIHUE (CHCTOJIMYHO KpbBHO Hamsirane < 90 mm Hg, nnactoanyHo KpbBHO
Hasrane < 60 mm Hg winu Hyk1a ot Ba3onpecopn);

e 3HaunMa octpa ObOpeyuHa, YepHOAPOOHA MITH HEBPOJIOTUYHA TUCHYHKIUS;

e [IpuemaHe B OTIEJICHUE 32 WHTCH3UBHU TPIDKY;

e  CwMmbpT.

a. nl = bpoif yqacTHHIIH, OTTOBapSIIH Ha OTPEACIICHAETO 3a KpaHaTa TOUKa.

n2 = bpoii Ha y4aCTHULIUTE B PUCK [0 OTHOLICHHUE Ha KpallHaTa TOUKa.

B. JIBycTpaHHmAT nmoBepureneH uaTepBai (1) 3a epukacHOCTTa Ha BAKCHHATA € TIOJy4eH Ha 0azaTa Ha METoaa
Ha Clopper u Pearson, kopurupas crpsiMo BpeMeTo Ha HaOJII0/ICHUE.

r. EdukacHocr, onieHena Ha 6a3ata Ha msuiata HajanuHa (Moaudunupana intent-to-treat) momymanust y4actHUIH,
nonyynin J{o3a 1, 3a oljeHKa Ha e(pMKaCHOCTTA, KOSITO BKIIFOYBA BCHYKH PAHIOMH3UPAHH YYaCTHHUIIH,
MOJTY4YMITH TIOHE | 7032 OT M3MUTBAaHATA UHTEPBEHIHS.

.  O6mr nepuona Ha HaOmoaeHue B Xxuisian (1 000) voBekoroAwHM 3a AajieHaTa KpailHa TOYKa IMpY BCUYKH
YYaCTHHIM BbB BCSIKA PUCKOBA IPYyIIa 110 OTHOIICHHE Ha KpaliHaTa Touka. BpeMeBHAT Mepro/ 32 HATpyNBaHe
Ha ciyvyan Ha COVID-19 e ot [lo3a 1 1o kpast Ha repruo/ia Ha HaOIFOICHUE.

e EduxkacHocr, oleHena Ha 6a3ara Ha oljeHHMaTa 3a e(hUKacHOCT (Ha 7-MHs JCH) MOITyJanus, KOsSTO BKIF0OYBa
BCHYKH TOJIXOJISIIN PAHIOMU3ZUPAHH YYACTHUIIH, IOTyYHIIA BCHIKH JJO3W OT H3IUTBAHATA HHTCPBEHITHS,
KaKTO Ca paHJOMHM3HPAHH B ITPEABAPUTETHO ONPEICIICHUS TPO30peL], O€3 IpyrH ChIIECTBEHH OTKJIOHEHHUS OT
MIPOTOKOJIa, KAaKTO € OTPEEIICHO OT KIMHUINCTA.

k. OO6m nepuon Ha HaGmoaeHune B Xuwisian (1 000) HoBekoroAWHY 3a AajieHaTa KpailHa TOYKa IpY BCUYKH
YYaCTHHUIIM BB BCAKA PUCKOBA TPyIa [0 OTHOIICHHE HA KpaliHaTa Touka. BpeMeBUAT mepro 3a HaTpyIBaHe
Ha cirygan Ha COVID-19 e ot 7-mus aen cien Jlo3a 2 10 Kpas Ha TieproJia Ha HaOJI0IeHHE.

o
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Egukacrnocm u umynocennocm npu ronowu Ha ev3pacm 12 0o 15 coounu — cieo 2 003u

IIpu ananm3 Ha [IpoyuBane 2 npu 10HOIH Ha BB3pacT 12 mo 15 roawam 6€3 qaHHU 3a MpeanIHa
uHbexuys, Hama ciaydan npu 1 005 ygacTHUIM, OIydnIM BaKCHHATA, K UMa 16 ciiydast mpu

978 yuactHuim, nonyywiy 1iane6o. TodkoBara oneHka 3a epukacHoct € 100% (95% moseputeneH
untepsan 75,3; 100,0). [Ipu yyactHHIM cbe WM O3 TaHHM 32 npeauinHa nHpekys nma 0 ciaydas
npu 1 119-te yyacTHHIM, OTYYHIN BakcuHata, u 18 ciydas npu 1 110-Te yuacTHUIM, TOTYYHIH
miare6o. ToBa chIIo MOKa3Ba, 4e TOUKoBaTa oreHka 3a epukacHoct e 100% (95% nosepurenen
naTepBan 78,1; 100,0).

B IpoyuBane 2 € mpoBe/icH aHAIN3 HA TUTPUTE HA HEYTPAIM3UPAIIUTE aHTUTENA CPEILy
SARS-CoV-2 1 mecen cnen [lo3a 2 nmpu n3bpana Ha cilydyacH NPUHIMII TOATPYTa y4acTHULHN Oe3
CEPOJIOTMYHH WM BUPYCOJIOTUYHM JaHHM 32 MuHaia uHdekius cbe SARS-CoV-2 no 1 mecer cien
Jlo3a 2, cpaBHsBAI OTTOBOpA IIPH FOHOITH Ha BB3pacT 12 mo 15 roguam (n = 190) ¢ To31M npu
YUYaCTHUIM Ha Bb3pacT 16 10 25 rogunu (n = 170).

CBHOTHOIIICHUETO HA CPEAHUTE TCOMETPUIHH TUTPH (geometric mean titres, GMT) nipu Bp3pacToBara
rpyna 12 no 15 roaunu cripsiMo Be3pacrosara rpyma 16 no 25 rogunu e 1,76, ¢ 2-ctpanen 95% AN
1,47 no 2,10. CnegoBaTeiaHO € AOCTUIHAT KPUTEPHSIT 32 HE NO-MajKa e(UKacHOCT, KOWTO €
cpoTHOmEeHue 1,5 , Thil KaTo monHaTa rpaHuia Ha 2-ctpanHus 95% JIU 3a cpeqHOTO reoMeTpuIHO
ChOTHOIIIEHHE (geometric mean ratio, GMR) e >0,67.

Umynoeennocm npu yuacmuuyu Ha év3pacm 18 u noseue 200unu — crned dycmep 003a (mpema 003a)
EdextuBHOCTTa Ha eqHa Oycrep mo3a Comirnaty ce 0a3upa Ha OIICHKA Ha TUTPUTE Ha
HeyTpanu3upammre antutena cpeury SARS-CoV-2, namansBamiu BupycHata akTuBHOCT ¢ 50%
(NT50) (USA_WA1/2020). B [Ipoyusane 2, ananuzute Ha NT50 1 mecen cnen Oycrep nosara,
CpaBHSBaHHM C T€3M 1 Mecell clie]] MbPBUYHATA CePHsl, IIPH JIMIIA Ha BB3pacT 18 10 55 roaunu 6e3
CEPOJIOTMYHH MJIM BUPYCOJIOTUYHM JaHHM 32 MUHasia HHQekius cbc SARS-CoV-2 no 1 mecen cien
OycTep BakCHHAIUS TTOKa3BaT He MO-Mallka e()UKaCHOCT 10 OTHOIIIEHUE KAaKTO HA CPETHOTO
reoMeTpuyHo choTHouieHne (GMR), Taka 1 Ha paznuKaTa B CTENIEHTa HAa CEPOOTTOBOP.
CepooTroBOpbhT MPHU €ANH YIACTHHUK CE ONPEAEIIs KaTo MoCcTUrane Ha >4 mbTH nopumienne Ha NTS50
OT U3XOJIHO HUBO (TIpeu MspBUYHATA cepusi). Te3un aHanm3u ca 00o0mienn B Tabnwma 5.

Ta6auna 5: Ananus Ha HeyTpaausupanero Ha SARS-CoV-2 - NT50 (turwp)’ (SARS-CoV-2
USA_ WA1/2020) — cpaBuenne Ha GMR u cepoorroeopa 1 mecen cien 6ycrep 103a
crpsimo 1 Mecer cjie] MbPBUYHA CepHsl — yYaCTHHIM Ha Bb3pacT 18 10 55 rognnn
0e3 1aHHM 3a MHpeKkuus 10 1 Mecel cJiex dycrep 103a* — oLeHUMA NMOMy.J1alus 32
HMYHOT€HHOCT Ha GycTep 103a*

1 mecen ciien
Oycrtep no3a/- | Ilocrurnara
1 mecen ciien | 1 mecen ciaen | meJi 3a He TMO-
1 mecern ciien TbPBUYHA TbPBHYHA MaJjKa
Oycrep 103a cepust cepust eduxacHoct
AHanu3 n (95% an) (95% an) (97,5% aAN) (4/H)
Cpenen
reoMeTpuieH
HeyTpaJIu3upain
TUTBP, HAMAaJISIBaIl
BHpYCHATA
akTUBHOCT ¢ 50% 2466,0° 750,6° 3,29°
(GMT?) 2120 (2202,6; 2760,8) | (656,2; 858,6) | (2,77; 3,90) ar
CreneH Ha
cepootrosop (%)
npu
HEyTPaJIH3Upall
TUTHP, HAMAJISABAII 199¢ 196¢
BHpPYyCHATa 99,5% 98,0% 1,5%*
aKTHBHOCT ¢ 50%' 200° | (97,2%; 100,0%) |[(95,0%; 99,5%) | (-0,7%; 3,7%>) I
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Coxpamenus: I = noseputenen untepsai; GMR = cpenno reomerpuuno csoTHOmeHe; GMT = cpenen
reomerpudeH TUTHP; LLOQ = nosnHa rpaHMIia Ha KOJIMYECTBEHO OnpeensiHe; N-CBbp3Balll = CBbP3BAalll
Hykneonporenta Ha SARS-CoV-2; NAAT = tect 3a amminukanys Ha HyKJIeHHOBH Kuceiannu, NT50 =
HEYTpaJM3Upall TUTHP, HaMassaBaml BUpycHaTa akTUBHOCT ¢ 50%; SARS-C0OV-2 = TebK OCTBp pecnupaTopeH
CUHIIpOM KopoHasupyc 2; JI/H = na/He.

t SARS-CoV-2 NT50 e onpezernes ¢ moMoIITa Ha AHAIN3 Ha MUKpOHeyTpammsanusaTta Ha SARS-CoV-2

mNeonGreen Bupyc. [Ipu anannza ce u3noszsa GpayopecleHTeH pernopTep BUPYC, MOJTyYeH OT Iama

USA WA1/2020, u BupycHaTa HEeyTpaJIM3alys ce OTINTa BbB Vero kieTbyHn MoHocsoese. NT50 na

npoOuTe ce ompeielist KaTo PeUIPOYHOTO CEPYMHO pa3pexaaHe, npu koeto 50% ot Bupyca ce

HeyTpalu3mpa.

B ananmza ca BKIIOYEHH y4acTHHUIHM 0€3 CEpOIOTHYHH WM BUPYCOJIOTHYHHM JaHHU (10 1 Mecer crexn

roy4yaBaHe Ha Oycrep mo3za Comirnaty) 3a muHana napeknnus cbc SARS-CoV-2 (1.e. oTpumarennu 3a

N-cBbp3Bamm anTutena [cepyM| u HeoTKpUT SARS-CoV-2 ¢ NAAT [Ha3amHa HaTpUBKa]) U C OTPHUIIATEIICH

pesynrat ot NAAT (HazanHa HaTpHUBKA) IPH BCSAKA HEIUTAHWPaHA BU3UTA 10 1 Mecen ciiex OycTep mo3a.

Benukn mopxoasmy y9acTHUIHM, OMyqnin 2 1o3u Comirnaty, KakTo ca paHIOMH3UPaHU ITbPBOHAYAIIHO, C

npuioxena J[o3a 2 B paMKUTE Ha MPEIBAPHUTEIHO OTPeAeIeHNs po3opetl (B pamkute Ha 19 1o 42 mau cien

Ho3a 1), monyuunu O0yctep no3a Comirnaty, ¢ moHe 1 BajuIeH U ONPE/IEIICH Pe3yaTaT 32 UMYHOTCHHOCT

cien 6ycTep J03a MPpU B3eMaHe Ha KPbB B paMKUTE Ha MOAXOASIL po3opell (B paMkute Ha 28 1o 42 nHu

ciient Oycrep no3ara) ¥ 6e3 JpYry ChLIECTBEHH OTKJIOHEHHUS OT MPOTOKOJIA, KAKTO € ONPEENICHO OT

KIIMHHUIUCTA.

a. 1n=0poi yJaCTHHUIIM C BAJINAHU U ONPEACIICHN PE3yNTaTH OT aHAJIN3a U B ABETE BPEMEBU TOUKH 32 B3eMaHe
Ha KPBB B PaMKHUTE Ha OMPEACHUS PO30pell

6. GMT u 2-ctpanute 95% AW ca u3uncieHn ype3 eKCIOHESHIMOHUPAHe Ha CpelHaTa JIOTAPUTMHIHA
cToiHOCT Ha TuTpHTe U choTBeTHNTE U (Ha 6aszarta Ha pasnpenenenuero Ha Student t). PesynaraTure ot
ananm3a moa LLOQ ca 3amanenu kato 0,5 x LLOQ.

B. GMR u 2-ctpannure 97,5% U ca n3uncieHy 4pe3 eKCIOHEHIIMOHUPAHE HA CPEHATA Pa3IIiKa B
JOTapUTMUYHUTE CTOMHOCTH OT aHayn3a u ckotBeTHUTE U (Ha 6a3zaTta Ha pasmpeznenenuero Ha Student t).

r. He no-manka edukacHocT € AekIapupana, ako AoJIHaTa rpaHuna Ha 2-ctpannus 97,5% AU 3a GMR e >0,67
u ToukoBaTa orleHka 3a GMR e >0,80.

I. N = Opoii y4aCTHHUIN C BAIUAHU U OTIPEICIICHH PE3yJITaTH OT aHAJIN3a MIPH KOHKPETHUS aHAIN3 Ha N3XO0IHO
HUBO, 1 Mecer cnex Jloza 2 u 1 Mecer| cien OycTep /1032 B paMKUTE Ha OTIPEACHHUS Tpo3opell. Te3n
CTOMHOCTH Ca 3HAMEHATEIH MPU MPOLIEHTHUTE U3UHCIICHHS.

e. Opoif yJaCTHHUIIN CHC CEPOOTTOBOP 3a IAJCHUS aHANN3 IIPH JaJeHaTa 103a/BpeMeBa TOUKa 3a B3eMaHe Ha
npo6a. Touen 2-ctpanen /11, 6a3upan Ha metona Ha Clopper u Pearson.

k. Pasnuka B chOTHOIICHHUSTA, U3pa3eHH kato npoueHT (1 Mecer cnen 6yctep nosa — 1 mecen cien J{o3a 2).

Kopurupan 2-crpanen /I na Wald 3a pasnikara B CbOTHOLIEHHsITA, U3pa3eHa KaTo MPOLICHT.

He mo-manka edukacHoCT € qexiapupana, ako JoHATa TpaHUNa Ha 2-ctpaHHus 97,5% [ 3a npomneHTHaTa

pasnuka ¢ >-10%.

I+

= w

Ilenuarpuyna nonyianus

EBpomneiickaTta areHIus o JiekapcTBaTa o1jara 3aJbJDKEHHETO 3a IIPEOCTaBsIHE Ha Pe3yITaTUTE OT
npoyuBanusTa ¢ Comirnaty B neimaTpuuHara nomymnauus npu npesernus Ha COVID-19 (Bx.
Touka 4.2 3a nuH(popMaLus OTHOCHO YHOTpeda B IEAUATPUATA).

To3u nexkapcTBEH MPOAYKT € pas3pelieH 3a ynorpeda Mo T. Hap. CXeMa ,,pa3peliaBaHe MmoJl ycIoBue".
ToBa 03HavaBa, Y€ 3a TO3M JEKAPCTBEH MPOAYKT CE OYaKBAT AOMBJIHUTENHYU NaHHU. EBponeiickaTta
areHIys 1o JIeKapcTBaTa e U3BBPIIIBA MpEriie]l Ha HoBaTa WH(POPMAIIUS 32 TO3H JIEKAPCTBEH MPOIYKT
MOoHE BeIHBK roauitHo U Ta3u KXII choTBETHO 11I€ ce aKkTyaau3upa.

5.2 dapmMakoKHMHeTHYHH CBOWCTBA

Henpunoxunmo.

5.3 IlpeakIMHUYHHU JAHHU 32 0€30MACHOCT

HexnuHuuHuTE JaHHU HE MOKa3BaT 0COOEH PUCK 3a XOpa Ha 0a3aTa Ha KOHBEHI[MOHAJTHUTE

IIPOY4BaHUS 32 TOKCUYHOCT IIPYU MHOIOKPATHO NIPHWJIAraHe, PENpOAYKTUBHA TOKCUYHOCT U TOKCUYHOCT
3a pa3BUTHETO.
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OO0111a TOKCUYHOCT

ITrpxoBe, Ha kouto Comirnaty e mpuIaraHa HHTPaMyCKyJTHO (TIOTy4aBaliy 3 MbJIHU JT03U 32 X0pa
BEJHBK CEIIMUYHO, TEHEPUPAII OTHOCUTEITHO BUCOKU HUBA MIPH TUTHXOBE MOPAJIH PA3INIMSITA B
TEJIECHOTO TETJI0), MOKa3BaT MaJ’bK OTOK M €PUTEM Ha MACTOTO HAa WHKEKTHPAHE U yBEJTMYaBaHE Ha
OennuTe KPbBHU KJICTKH (BKIIOYUTEIHO 0230 UM U €03MHOGUIIH), ChOTBETCTBAIIM HA Bh3MNAIUTEIICH
OTTOBOP, KAKTO ¥ BaKyOJIM3aIMs HA MOPTATHUTE XETIATONUTH 0e3 JaHHH 32 YEPHOPOOHO YBPEKIaHE.
Benuku edextu ca 6mnm oOpatumu.

rCHOTOKCI/I‘lHOCT/KaHHCDOFCHHOCT

He ca mpoBexxganu mpoy4yBaHUs HUTO 32 TEHOTOKCUYHOCT, HUTO 3a KaHIeporeHHocT. He ce ogakBa
KOMIIOHEHTHUTE Ha BakcuHara (yiunuau 1 ”PHK) na uMat reHoTOKCHYeH MOTEHITHAI.

PenponykTuBHA TOKCHYHOCT

PenponykTHBHATA TOKCHYHOCT U TOKCHYHOCTTA 32 PAa3BUTHETO Ca U3CIICABAHU TIPH IUTHXOBE B
KOMOWHHUpPaHO MTPOyYBaHe Ha PEepTUINTETA M TOKCHYHOCTTA 33 Pa3BUTHETO, pu koeTo Comirnaty e
MpHUJIaraH UHTPAMYCKYJIHO Ha KEHCKH ILTbXOBE Mpeay Yu(TOCBAHE U TI0 BPEME Ha recTallus
(nmonyyaBaiy 4 HJIHYU JI03U 3@ XOpa, FTEHEPUPAI OTHOCUTEITHO BUCOKU HUBA MPH ILTHXOBE MOPaIH
pasnuuusATa B TEJICCHOTO TErJI0, B IEpHoja MEXIY JAcH 21 mpeau YyuTOCBaHETO U reCTallMOHCH

neH 20). OtroBopu ¢ mosiBa Ha HeyTpaiau3upaiiy anturena cpeiry SARS-CoV-2 uMa npu sKMBOTHUTE
MaiKH OT nepuoia npeau YuhTOCBaHETO IO Kpas Ha MPOYYBAHETO B MOCTHATAJICH JIeH 21, KakTo U
npu (eTycute U MoKoseHnero. Hama cBbp3ann ¢ BakcuHaTa eeKTH BbpXY epTHIINTETA,
OpeMeHHOCTTa MK eMOPHO(ETATHOTO PA3BUTUE HITU PA3BUTUETO HA MOKOJICHUETO. JIUTNCBaT MaHHM 3a
Comirnaty OTHOCHO TIPEMUHABAHETO HAa BAKCUHATA MPE3 TUIAIEHTATa WIN SKCKPEIHUATa B MIIIKOTO.

6. DOAPMALIEBTUYHU JAHHHU

6.1 Chnucbk HAa IOMOIIHHUTE BelleCTBA
((4-xunpoxcubyTum)azaneaunn)ouc(xekcan-6,1-numm)ouc(2-xexkcunaekanoar) (ALC-0315)
2-[(momuerunenriukon)-2000]-N,N-aurerpanermnaneramuy (ALC-0159)
1,2-nucreapounn-sn-riunepo-3-pocdoxonun (DSPC)

Xonectepo

TpomeTamon

TpomeTamMoIIOB XUAPOXIOPHU

3axaposa

Bona 3a nmxeknuu

6.2 HecbBMeCTHMOCTH

To3u nekapcTBEH MPOAYKT HE TPsOBA J1a Ce CMECBa C IPYTH JEKAPCTBEHH MPOIYKTH.

6.3 Cpok Ha rogHoCT

HeortBopen ¢uakon

3ampazen praxon
6 mecena, korato ce cbxpanssa npu -90°C o -60°C.

Bakcunara Mmoke 1a ce noiydu 3ampasena rnpu -90°C mo -60°C wumum nipu -25°C mo -15°C. Craen
NoJy4aBaHe 3aMpa3eHaTa BakCHHa MOXKe Ja ce chxpansaBa wiu rnpu -90°C no -60°C, nim npu 2°C 1o
8°C.
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Korato ce cpxpansBa 3ampaszena npu -90°C mo -60°C, BakcuHaTa MOXKE J1a ce pa3mpasu win mpu 2°C
no 8°C, wim mipu craitHa temmeparypa (o 30°C).

Pasmpazen prnaxon
10 cenmuim chxpaneHnue u Tpancnoprupane npu 2°C go 8°C B paMKuTe Ha 6-MECEUHHUS CPOK Ha
TOJTHOCT.

. Crnen mpemecTBaHe Ha MpoAyKTa 3a cbxpaHeHue npu 2°C no 8°C BppXy KapTOHEHaTa ONIaKOBKa
TpsiOBa J1a ce 3amlMIle HOBUAT CPOK Ha FOJHOCT M BaKCHHATa TPSIOBa Ja ce U3I03Ba HIIH Ja ce
U3XBBPIIH 10 TO3U CPOK. [IbpBOHAYATHUAT CPOK Ha FOAHOCT TPsIOBaA Aa ce 3aapacka.

. Axo BakcrHata ¢ nonydeHa pu 2°C no 8°C, Ts TpsoOBa na ce cexpanssa npu 2°C mo 8°C.
[IpoBepete namu cpoKbT Ha FOJHOCT BbPXY KapTOHEHATa OIIAKOBKA € KOPUTHUPaH, 3a Ja
0Tpa3sBa CpOKa Ha FTOJTHOCT IPH ChbXPAHEHUE B XJIAJUIHUK U AU TbPBOHAYAHUAT CPOK Ha
TOJTHOCT € 33/IpacKaH.

[penu ynotpeda HeoTBOpEeHUTE (IIAKOHM MOTAT JIa ce ChXpaHsBar JIo 12 vaca npu TemIieparypa
Mexay 8°C u 30°C.

C pa3mpasenuTe GaKoHH MOXeE Jia ce pabOTH B YCIIOBUS Ha CTaliHA CBETIIMHA.
Caen pa3mpa3siBaHe BAKCHHATA He TPsAOBA Jia ce 3aMpa3siBa 0THOBO.

Paboma npu memnepamypnu omkionenus Npu coXpanerue 6 XaaourHuK

o JanHuTe 3a CTaOMITHOCT MOKAa3BaT, Y€ HEOTBOPEHUAT (iakoH e ctadbuien 10 10 ceqmuy,
KOraTo ce CbXpaHsBa Ipu temneparypa oT -2°C go 2°C, B pamkure Ha 10-ceIMUYHHA IEPHO
Ha cpxpanenue mexay 2°C u 8°C.

. JlaHHUTE 3a CTA0MITHOCT MOKAa3BaT, ue (pIakoHbT MOXKeE Jla ce ChXpaHsBa 0 24 Jaca Mmpu
temmneparypa 8°C no 30°C, BximounTenHo A0 12 yaca ciex mbpBOTO IPOOHBaHE Ha
3almyankarta Ha (aKoHa.

Ta3u napopmalus e npeHa3HAueHA J]a YITbTH MEIUIIMHCKUTE CIICIUAINCTH CaMo B CITydail Ha
BPEMEHHO TEMIIEPATYPHO OTKJIIOHEHUE.

OtBOpeH G1akoH

Joka3ana e xuMu4Ha 1 pU3MYHA CTaOMITHOCT 10 BpeMe Ha yrnoTpeba 3a 12 waca npu 2°C mo 30°C. Ot
MHKpOOHOJIOTMYHA IJIe/Ha TOYKA, OCBEH aKO HAYMHBT HAa OTBAPSIHE M3KIIIOUBA PHCKOBE OT MUKPOOHA
KOHTaMUHALWS, TIPOAYKTHT TPSIOBA J1a ce N3MOI3Ba BeHara. AKO HE e M3I0JI3Ba BeIHAra, BpEMETO
YCIIOBHUSAITA HA ChXPaHEHHE MO BpeMe Ha ynorpeda ca OTTOBOPHOCT Ha MOTpeOUTesl.

6.4 CnenuanaHu ycJI0BHsl HA CbXpaHEHHE

[a ce cpxpanssa BbB hpusep npu -90°C mo -60°C.

Jla ce cpxpaHsiBa B OpUTHHAJIHATA ONAKOBKA, 32 J1a C€ MPETNa3u OT CBETIINHA.

[To BpeMe Ha chXpaHEeHHE CBEJIeTE JI0 MUHIMYM W3JIaraHeTo Ha CTaifHa CBETIIMHA U M30sTrBaiTe
u3J1araHe Ha NpsKa CIbHYEBa CBETIMHA U YJITPaBUOJIETOBA CBETIMHA.

3a ycnoBusTa Ha CbXpAaHEHUE CJIE/l pa3Mpa3siBaHe U ITbPBOHAYAIHO OTBAPSIHE BIKTE TOUKa 6.3.
6.5 Buau chabpiKaHue HA ONAKOBKAaTa

2,25 ml nucniepcust B mpo3padeH MHOTro1030B (iakoH (cThkio tui |) 2 ml cbe 3amymanka
(cunTeTHYHA OPOMOOYTHIIOBA TYMa), C aTyMUHHEBA OOKaTKa U OTYYIBAIIO CE€ CHBO IJIACTMACOBO

karaye. Beeku hiiakoH chabpika 6 103H, BUXKTE Touka 6.6.

Bunose onakosku: 195 ¢naxona nnm 10 durakona
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He Bcuuky BUoBe ONaKOBKU MOTaT ja ObJaT IMyCHATH Ha Tasapa.
6.6 CneuuaaHu npeanas’Hu MepKH NPHU U3XBbPJsiHe U padoTa

VYkazanus 3a pabora

Comirnaty Tp;[6}3a Ja C€ IPpUroTBU OT MCAUIMHCKHU CIICHUAINCT, KaTO CC U3MO0JI3BA ACCIITUIHA
TCXHHUKA, 3a J1a C€ rapaHTUpa CTCPUWIHOCTTA Ha NIPUT'OTBCHATa JUCTICPCUS.

INPOBEPKA HA IO3ATA

e [IpoBepere nanu GIakOHBT € CbC CHBO
IJIaCTMACOBO Kamnaye. AKO ()JIaKOHBT € €

JIMJIABO IIJIACTMACOBO Kamade, MOJid,
Cuso HampaseTe cipaBka ¢ KpaTtkara
Kanave XapaKTCPUCTHKA HA IPOJYKTa 3a

Comirnaty 30 mukporpama/mosa
KOHIIEHTPAT 33 HH)KEKIIMOHHA JUCTICPCHSL.

00 NOT DILUTE

Date / Time:

IPEIN YIIOTPEBA

e  AKO MHOTO/IO30BUSAT (PJIAKOH Ce
ChXpaHsiBa 3aMpa3eH, Tol TpsAOBa 1a ce
pasMpasu npeau ynorpeda. 3ampaseHuTe
(akoHM TpOBa Ja ce MpeHecar B cpeia
¢ temneparypa 2°C no 8°C, 3a na ce
pa3MpassT; pa3Mpa3sBaHETO Ha eTHa
omakoBka ¢ 10 ¢1akoHa MOXe J1a OTHEME
6 yaca. YBepere ce, ye (hJ1aKkOHHUTE ca

N HAITBJTHO pa3MpaseHu mpean ynorpeoa.
e Cren mpeMecTBaHe Ha (PIIAKOHUTE 32
Ja ce cbxpansiBa cpxpanenne npu 2°C go 8°C,
10 10 cexmum KOPUTHpaiTe CpoKa Ha TOHOCT BBPXY
npu 2°C g0 8 °C, KapTOHEHAaTa OMAaKOBKa.
KOpHUTHUpaiiTe e HeotBopeHnure ¢akoHH MOTAT Ja ce
CpoOKa Ha chxpaunsBar 10 10 cenmunu npu 2°C 1o
TOTHOCT BbPXY 8°C B pamMKuTe Ha 6-MECEUHHUS CPOK HA
OMaKoBKaTa TOZHOCT.

e Bb3MoXeH e Apyr BapHaHT, IPU KOUTO
€AMHUYHY 3aMpa3eHn QIIaKOHU MOXKeE /12
ce pa3mpasar 3a 30 MUHYTH TTpH
temrepatypa g0 30°C.

e [Ipenu ynotpeba HEOTBOPEHUAT (IIaKOH
MOJKE Ja ce ChXpaHsBa A0 12 yaca npu
temneparypa a0 30°C. C pa3mpaszeHute
(1aKoHU MOJKE J1a ce paOOTH B YCIIOBHUS
Ha cTaiiHa CBETJIMHA.
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Buaumarenno 10 nbTH

Buumarenno pa3mecere, kaTo 00bpHETE
¢nakonute 10 mpTu. He pasknamaiire.
[Ipenu pasmecBaHe pa3mMpaseHarTa
JMCTIEpCUs. MOXKE J1a ChIbprka Oesn 10
o4ty O6e1u Hempo3pauyHu aMOpPHU
YaCTUIIH.

Crnen pa3MecBaHe BaKCHMHATa TPSOBa Aa
TpeacTaBIsiBa Osy1a 10 OUYTH OsiTa
mucniepeus 0e3 BuaumMu yactuuu. He
M3M0JI3BaliTe BAaKCMHATA MIPY HAJIMYUE HA
YacTULM WIN IIPOMSIHA B L[BETA.

MNPUT'OTBAHE HA HTHAWBUJAYAJHU 103U C

OMIRNATY OT 0,3 ml

0,3 ml Bakcuna

Karo m3mnomnsBaTte acentnyHa TCXHHKA,
MOYUCTCTC 3allylIajikaTa Ha (bHaKOHa C
TaMIIOH 3a €JHOKpaTHA yrnoTpeda, HaloeH
C AaHTUCENTHUYEH Pa3TBOP.

Uzrernere 0,3 ml Comirnaty

TpsiOBa i1a ce U3MOA3BAT CIPUHIIOBKH
W/WJIH UTIIN C MaTbK MBPTHB
(memsmon3BaeM) obeM, 3a Ja ce U3TETIIAT
6 no3u ot equH (iakod. KomOuHarusra
OT CIIPHHIIOBKA U HMIJIa C MAJTbK MBPTHB
00eM TpsIOBa Jja ”Ma MBPTHB 00EM HE T0-
roJIsIM OT 35 MUKPOJIUTpA.

AKoO ce U3MnoJ3BaT CTaHIapTHU
CIIPUHIIOBKH U MIJIH, MOXKE J1a HAMa
JOCTaTh4eH 00eM 3a M3TETJIsIHE Ha LIeCT
JI03M OT eIuH (DIaKoH.

Bcesika no3a tpsioBa n1a ceabpixa 0,3 ml
BaKCHHA

AKO KOTMYECTBOTO Ha OCTaHaJIaTa BbB
(h1akoHa BakCHMHA HE MOKE J]a TOCTaBH
emHa 1su1a 103a ot 0,3 ml, m3XBBpIeTe
(hakoHa ¥ M3MUILHUSA 00eM
W3xBbpIieTe HEM3IOI3BaHATA BAKCUHA
12 gaca cnen mbpBOTO NpOOMBaHE HA
3amymanskara Ha ¢rakoHa. 3amnuirere
ChOTBETHHUTE JaTa/4ac BbpPXY (piiakoHa.

H3xBBpasiHe

Hewnsnon3panusar JICKAPCTBCH MPOAYKT WIN OTHAABYHUTC MATCPUAJIU OT HETO Tp$16Ba Aa CC U3XBBPJIAT

B CBOTBCTCTBUEC C MCCTHUTC N3HUCKBAHH.
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7. HNPUTEXATEJI HA PASPEHIEHHUETO 3A YIIOTPEBA

BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz

I'epmanus

ten.: +49 6131 9084-0

daxc: +49 6131 9084-2121
service@biontech.de

8. HOMEP(A) HA PASPEHIIEHUETO 3A YIIOTPEBA

EU/1/20/1528/003
EU/1/20/1528/002

9. JATA HA TBbPBO PA3PEINABAHE/IIOJJHOBSIBAHE HA PASPELLIEHHUETO 3A
YIIOTPEBA

JlaTta Ha mepBO paspemarane: 21 gekemepu 2020 .
10. JATA HA AKTYAJIU3BUPAHE HA TEKCTA

IMoxpo6Ha uH(pOpMaIKs 3a TO3M JIEKAPCTBEH MPOJYKT € IpeocTaBeHa Ha yebcaiita Ha EBporeiickara
areHIws 1o Jiekapcraata http://www.ema.europa.eu.
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HPUJIOKEHHE |1
MMPON3BOJUTEJIN HA BUOJIOI'MYHO AKTUBHUTE
BEIIECTBA U ITIPOU3BOAUTEJIN, OTTOBOPHU 3A
OCBOBOXKIABAHE HA ITAPTUIN

YCJIOBUSA WJIN OTPAHUYEHMUSA 3A TIOCTABKA U
YIHOTPEBA

APYI'N YCJIIOBUA U UBUCKBAHUSA HA PASPEIIEHUETO 3A
YIHOTPEBA

YCJI0OBUSA NN OTPAHUYEHUS 3A BE3OITACHA "
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA ITPOAYKT

KOHKPETHO 3AABJIKEHUE 3A UBITbJIHEHUE HA MEPKHN
CJIEJ -PASPEIIIABAHE 3A YIIOTPEBA IO/ YCJIOBUE
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A. NPOU3BOIUTEJIN HA BUOJIOIT'MYHO AKTUBHUTE BEIIECTBA 1
MNPOU3BOJUMTEJIN, OTT'OBOPHU 3A OCBOBOKJIABAHE HA ITAPTHU/IA

Hme n aapeC HAa MPOU3BOAMTCINTE HA OUOJIOTUYHO aKTI/IBHOTO(I/ITe) BCH_ICCTBO(a)

BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz

T'epmanus

BioNTech Manufacturing Marburg GmbH
Emil-von-Behring-Strasse 76

35401 Marburg

I'epmanus

Rentschler Biopharma SE
Erwin-Rentschler-Strasse 21
88471 Laupheim

T'epmanus

Wyeth BioPharma Division of Wyeth Pharmaceuticals LLC
1 Burtt Road

Andover, MA 01810

CAIII

Hme u agpec Ha TPOM3BOIUTEINTE, OTTOBOPHU 32 OCBOOOKAAaBaHE HA MAPTHINTE

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

I'epmanus

Pfizer Manufacturing Belgium NV
Rijksweg 12
2870 Puurs

benrus

IleuaTHaTa 1MCTOBKA Ha JICKApCTBCHUSA NPOAYKT TpSI6Ba Aa CbAbpiKa UMCTO U apeCa Ha
IIPOU3BOJUTECIIA, OTTOBOPEH 3a OCBO60)KI[aBaHeTO Ha CbOTBETHATA MapTUaa.

C OorJjiel Ha ACKJIapupaHaTa CIICHIHOCT, CBbp3aHa C O6IJ.I€CTB6HOTO 3ApaBC OT MCKAYHAPOIHO

3Ha4YCHUE, U 32 J]a Ce OCUTYpH PaHHA JIOCTaBKa, TO3H JIEKAPCTBEH MPOAYKT € 00CKT Ha OrPaHUYCHO BHB
BpPEMETO M3KIIOUCHHE, IaBAI0 Bh3MOKHOCT 3a TIPHEMaHe Ha aHAJIN3a 32 KOHTPOJI Ha MTapTUIINTE,

W3BBPIIEH B perucTprpaHo(u) MAcTo(ecTa) Ha IMPOU3BO/ICTBO, JIOKATH3UPaHO(1) B TpeTa cTpaHa. ToBa
U3KIIIOUEHHE MpecTaBa aa 0bae BayinaHo Ha 31 aBryct 2021 r. BeBexkaaHeTo Ha yciaoBus 3a Oa3upaH B
EC xoHTpoJ Ha MapTHIUTE, BKIIOYUTEITHO HEOOXOIUMHTE IPOMEHH B YCIIOBHSTA HA Pa3peIICHUETO 32

ynotpeba, TpsOBa na ObAaT 3aBbpIIeHN Hali-KbcHO 10 31 aBryct 2021 1., B ChOTBETCTBHE CHC

ChIVIaCyBaHUs IUIAH 3a TO3M TpaHcdep Ha aHanu3a. Joknaam 3a mporpeca TpaOBa qa ObIaT NogaleHH

1o 31 mapt 2021 r. u 1a OBAAT BKIIIOYCHU B TOAMIITHOTO 3asIBJICHUE 3a MIOAHOBSBAHE.

b. YCJI0OBUA NN OI'PAHUYEHUA 3A TOCTABKA U YIIOTPEBA

JlexapCTBEHUSAT MPOLYKT CE OTITyCKa I10 JEKAPCKO HPEANUCAHUE.
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o OdunuaaHo ocBoGoKIaBaHe HA MAPTHIH

CoritacHo wi. 114 ot Iupextusa 2001/83/EO oduimaaiHoTo 0cBOOOKIaBaHE HA TTAPTHIANUTE CE
U3BBPIIBA OT AbPIKABHA JTA00PATOPHSI MK JTAOOPATOPHS, ONpEICCHA 3a Ta3H eI,

B. JAPYI'M YCJIOBUSA U U3BUCKBAHUSA HA PASPEHIEHUETO 3A YIIOTPEBA
. IlepuoguyHyu aKTyaJU3MpaHu T0KJIaau 3a 0e3onacHoct (IIAIB)

M3uckpanusTa 3a nonaBane Ha [IAJIb 3a To3u JJeKapCTBEH MPOAYKT ca IOCOUYEHH B CITUCHKA C
pedepentnute natu Ha Epomnetickus cbto3 (EURD crmchk), mpensuzaes B wi. 1078, an. 7 ot
Hupextusa 2001/83/EO, 1 BbB BCHUKHU CJICABALIH aKTyJIN3aLNH, ITyOJHMKYBaHH Ha
EBPOTICHCKHs yeOIopTan 3a JeKapCTBa.

[IpurexxatensaT Ha pasperienuero 3a ynorpeda (IIPY) Tpsdsa na nogane nepus [TALD 3a To3u
HPOIYKT B CPOK OT 6 Mecela ClIel pa3pelIaBaHeTo 3a ynorpeoa.

. YCJI0OBUus NJin OrPAHUYEHUS 3A BE3OITACHA U E@OEKTUBHA
YIIOTPEBA HA JIEKAPCTBEHUS ITPOAYKT

. Ilnan 3a ynpasiaenue Ha pucka (ITYP)

[Ipurexxatensar Ha pa3pemenuero 3a ynorpeda (IIPY) tps6Ba na n3BbpiIBa H3UCKBAHUTE
JIEHHOCTH U ACHCTBHS, CBBP3aHHU C MPOCIIEAsIBAHE Ha JIEKapCTBEHAaTa 0€301MacHOCT, IOCOYECHHU B
onobpenus [1YP, npeacraen B Moayn 1.8.2 Ha pa3perienuero 3a ynorpeda, KakTo U BbB
BCUYKH CJICABAIN OJ00peHH akTyanu3aiuu Ha [TYP,

Axrtyanmmsupas [IYP tps6Ba na ce mogasa:

° 1o uckaHe Ha EBponelickaTa areHuus 1o JeKapcTBaTa;

. BHUHArW KOTaTO C€ U3MEHS CHCTEMAaTa 3a yIpaBJicHHE Ha pUCKa, 0COOCHO B pe3y/ITaT Ha
MoJiyyaBaHe Ha HOBa MH(OPMAITHs, KOATO MOXKE Ja TOBE/IC 10 3HAYMMU IPOMEHU B

ChbOTHOIICHHUETO HOH3a/pI/ICK, WK CJIEA JOCTUTAHC Ha BAXXCH €Tall (BT)B BPB3Ka C MpOoCI€aAsaBaHe

Ha JICKapCTBCHATa 0e30IMaCHOCT HIIH CBEXXIaHE Ha prUCKa 10 MI/IHI/IMYM)

A. KOHKPETHO 3AABbJKEHUE 3A U3IIBJIHEHUE HA MEPKU CJIE/]
PA3ZPEIIIABAHE 3A YIIOTPEBA 110l YCJIOBUE

Toga e pa3perieHue 3a ynorpeda moj| yciosue u cbriacHo wi. 14-a ot Pernament (EO) Ne 726/2004 B

onpexaeneHus cpok [IPY TpsOBa 1a U3ITBIHN CIIETHUTE MEPKH:

Onucanue Cpok
3a a 3aBbPIIN OXapPaKTEPU3UPAHETO HA AKTUBHOTO BEIIECTBO M KPAWHMS roimm 2021 r.
npoaykt, [IPY TpsabBa na npenocTaBu JOITBIHUTEIIHY JTaHHU. MexauHan

JTOKJIA]TH:

31 mapr 2021 .
3a nma ce rapaHTHpa IMMOCTOSIHHO KadyecTBO Ha mpoaykra, [IPY Tpsabosa na roimm 2021 r.
MPEI0CTaBU AOMIBIHUTEIHA HH(OPMAIIMS 3a 3aCHUIIBAaHE Ha CTPATErHsITa 3a MexnuHHI
KOHTPOJI, BKJIIOYUTETHO CeNn(UKANK Ha aKTUBHOTO BEIIECTBO M KPaHUs JOKJIaJIH:
MPOJTYKT. mapt 2021 1.
3a ma ce moTBBPAU MPOGUITHT Ha YUCTOTA U JIa CE TApaHTUPA ISUTOCTEH roimm 2021 r.
Ka4eCTBEH KOHTPOJI U TIOBTOPSAEMOCT OT MapTUAA JI0 MApTUAA ITPe3 MeTus MexnuHHI
JKU3HEH IUKBJI HA KpalHus npoaykT, [IPY tpsoBa ga mpegocraBu JTOKJIAJN:
JOMBIHUTETHA HH(OPMAIIHS 3a ITPoLieca Ha CHHTE3 M CTPaTEruaTa 3a KOHTpoJ 3a | ssuyapu 2021 T.
romoIiHoTo Bentectso ALC-0315. ampui 2021 r.
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Onucanne

Cpok

3a 1a ce NOTBBPAY NIPOPUIBT HA YUCTOTA U /1a CE FapaHTHpa LAJIOCTEH
Ka4yeCTBEH KOHTPOJ U IIOBTOPSIEMOCT OT NMapTUAA 0 NapTUAA IPe3 LeHs
JKU3HEH LUKbJ Ha KpaitHug nponykr, [IPY TpsOBa ga npempocraBu
JOIIBJIHUTENHA HH(OpMAIKS 32 MPoLieca Ha CUHTE3 U CTPaTerusITa 3a KOHTPOJI 32
nomoiHoTo BeniectBo ALC-0159.

roimm 2021 r.
Mexnuuan
JOKJIa/IU:
siHyapu 2021 1.
amprut 2021 T.

3a ma ce moTBBpAM epukacHOCTTa 1 Oe3omacHocTTa Ha Comirnaty, [IPY tps6Ba
Jla mofia/ie OKoH4aTenHus Jlokaa OT KIMHUYHO MTPOyYBaHe 3a
PaHIOMHU3UPAHOTO, TUIAIe00-KOHTPOIMPAHO, 3aCIICTICHO 32 HAO0AATEIs
npoyuBade C4591001.

nexkemBpu 2023 T.
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NPUJIOXEHHUE IlI

JAHHU BBPXY OITAKOBKATA U JINCTOBKA
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A. JAHHH BBPXY OITAKOBKATA
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JAHHHU, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OIIAKOBKA

ETUKET HA KAPTOHEHATA KYTUA

1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

COMIRNATY 30 mukporpamMa/no3a KOHICHTPAT 3a HHXCKIIHOHHA TUCIICPCHUS
Bb3pacTHy 1 FOHOITH, HABBPITIIH 12 TOMUHA

nPHK Bakcuna cpeury COVID-19 (aykneo3unno Moguduuupana)
TO3WHAMEpaH

2. OBABABAHE HA AKTUBHOTOMTE) BEIIECTBO(A)

Cren paspexaane Bceku (GakoH chabpika 6 go3u mo 0,3 ml.

3. CIIMUCBK HA IOMOIIHUTE BEINECTBA

IMomonrau Bemecta: ALC-0315, ALC-0159, DSPC, xonectepoi, KaJlueB XJIOpU/I, Kalues
nuxuaporendocdar, HaTpUeB XJIOPHUI, AUHATPpUEB Gocdar JUXUAPAT, 3aXapo3a, BoJa 3a HHKCKIIUU

4, JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

KoHIeHTpaT 3a HHKEKIIMOHHA TUCTICPCHS
195 MHOro01030BH (hIaKoHa

5. HAYYH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBE/K/IAHE

WHTpaMyCKyITHO TIPHUIIOKEHHE CIIeN pa3pekIaHe.
[Ipenu ynoTpeba npoyerere JINCTOBKATA.

Ckanupaiite QR koja 3a moBede uHpopmarys.

Paspenere npenun ynorpeba: Paspenere Bceku daakon ¢ 1,8 ml Harpues xmopug 9 mg/ml (0,9%)

WHXXEKIUOHEH Pa3TBOP.

6. CIIEIMAJIHO NPEAYHPEXKJIEHUME, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSBA HA MACTO JAJIEYE OT IIOTVIEJA U IOCEI'A HA IELA

I[a CC CbXpaHABa Ha MACTO, HCAOCTHIIHO 3a JICIIA.

‘ 7. APYI'U CHEIUAJIHU TPEAYIPEXJIEHUSA, AKO E HEOBXOAUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen no (pu -90°C no -60°C):
Cpox Ha rogaocT 1pu 2°C 10 8°C: .......oeeeee
(Maxkcumym 1 mecerr. 3aapackaire mpeaIuIIHus CPOK Ha TOTHOCT.)
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9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHHUE

CexpaHeHue:

[Ipenu paspexnane, na ce cbxpansisa npu -90°C go -60°C B opurnHanHata OnakoBKa, 3a J1a ce
Ipeirnasy OT CBETJIMHA.

Crnen paspexxaane, cbxpansaBaiite Bakcunata npu 2°C no 30°C u s u3non3BaiiTe B paMKuTe Ha 6 yaca.

10. CHEIWWAJIHM ITPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HUME 1M AJJPEC HA TIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

BioNTech Manufacturing GmbH
An der Goldgrube 12
55131 Mainz, I'epmanus

12. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/20/1528/001

13. TMAPTHUJAEH HOMEP

ITapt. Neo

‘ 14, HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHUNA 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

[puero e ocHOBaHMeE /1a HE ce BKIIIOYM HH(pOpMalus Ha bpaiinosa az0yka.

‘ 17.  YHUKAJIEH HIEHTUH®UKATOP — IBYU3MEPEH BAPKO/|

JiByn3MepeH OapKoj ¢ BKIIOUEH YHUKAJICH HICHTU(PHUKATOD

‘ 18. YHUKAJIEH WIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN

48



MUHUMYM JAHHU, KOUTO TPABBA JJA CbABPXKAT MAJIKUTE EJIMHUYHU
II'bPBNYHH OITAKOBKH

ETUKET HA ®JIAKOHA

1. NME HA JIEKAPCTBEHUA IMTPOAYKT U ITbT(MIIA) HA BBBEXK/IAHE

COMIRNATY 30 g crepuiieH KOHIIEHTPAT
nPHK Bakcuna cpemry COVID-19
TO3MHAMEPaH

i.m.

‘ 2. HAYYH HA ITPNJIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen mo:

4. ITAPTUJIEH HOMEP

ITapT. Ne

5. CBABbP/KAHUE KATO MACA, OBEM WJIN EJUHUIIN

6 no3u ot 30 Ug crex pa3pexaane

| 6. JIPYIO

Yac 3a HU3XBBPJIAHC!
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JAHHHU, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OIIAKOBKA

KAPTOHEHA OITAKOBKA

1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

COMIRNATY 30 mukporpama/f03a HHXEKIHOHHA TUCTICPCHUS
Bb3pacTHy 1 FOHOIITH, HABBPITIIIH 12 TOMHHA

nPHK Bakcuna cpeury COVID-19 (aykneo3unno Moguduuupana)
TO3WHAMEpaH

‘ 2. OBABABAHE HA AKTUBHOTOMTE) BEIIECTBO(A)

Bceku ¢uakon chabpxa 6 go3u mo 0,3 ml.

‘ 3. CIINCBK HA IOMOIIIHUTE BEIIECTBA

[Homomxm BemectBa: ALC-0315, ALC-0159, DSPC, xonectepos, TpoMeTaMoll, TPOMETaMOJIOB
XUAPOXJIOPU, 3aXapo3a, BOJa 32 HHKEKIUH

4, JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

MHxekimoHHa aAucnepcus
195 MHOr01030BH (hIaKoHA
10 mHOTO/1030BH (hiTaKOHA

‘ 5. HAYUH HA ITPUJIOKEHUME U ITT(MIIA) HA BBBEXKJIAHE

HnTpamycKyIHO NPUIIOKEHHE
[a He ce paspexna npenu ynorpeba.

Ckanwmpaiite QR koja 3a moBede uHpopmarms.

6. CIHEHUAJIHO TPEAYHPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPSBBA
JA CE CBXPAHSABA HA MSCTO JAJIEYE OT HOTJVIEJA U TOCET'A HA TEIIA

I[a CC CbXpaHABa Ha MACTO, HCAOCTBHIIHO 3a [ICIIA.

‘ 7. JAPYI'U CHEHUAJIHM ITPEAYIIPEXXKIEHUA, AKO E HEOBXOJUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'omen mo (pu -90°C mo -60°C):
Cpox Ha rogHoct mpu 2°C 10 8°C: ....oovvnetnn.
(Makcumym 10 cenmunu. 3aapackaiiTe NpeJUIIHAS CPOK HA TOIHOCT.)

50



‘ 9. CIHEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

CobxpaHeHue:

Ha ce cexpanssa mpu 2°C no 8°C cien nmorydaBane. /[a He ce 3aMpa3siBa IIOBTOPHO CJIEIT
pa3mpassBaHe.

Ja ca cpxpansiBa B OpUrHHAIHATA OTIAKOBKA, 33 1a CE MPEATNa3n OT CBETIIHMHA.

[Tpenn ynorpeba n 3a gombIHUTEIHA HH(GOPMALUS OTHOCHO HAUYMHA HAa ChXPaHEHUE POYeTe
JIMCTOBKATA.

Cren mppBOTO NIpOOMBaHE Ha 3alylIajikaTa Ha (iakoHa, aa ce cbxpanssa npu 2°C no 30°C u na ce
M3II0JI3Ba B paMKuTe Ha 12 yaca.

10. CHEIWMAJIHM ITPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME 1 AJJPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

BioNTech Manufacturing GmbH
An der Goldgrube 12
55131 Mainz, I'epmanus

‘ 12.  HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/20/1528/003 195 mHOr01030BM (hiiakoHa
EU/1/20/1528/002 10 mHOrom0308H (hirakoHa

‘ 13. TAPTHUJAEH HOMEP

ITapT. Ne

‘ 14. HAYMUH HA OTITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAJIOBA A3BBYKA

[puero e ocHOBaHMeE /1a HE ce BKIIIOYM HH(pOpMalus Ha bpaiinosa az0yka.

‘ 17.  YHUKAJIEH UIEHTU®UKATOP — JIBYU3MEPEH BAPKO/

JIBym3mepeH 0apKoJl C BKIIFOUEH YHUKAJICH UICHTU(DUKATOD

‘ 18. YHUKAJIEH HAEHTU®UKATOP — JIAHHHU 3A YETEHE OT XOPA

PC
SN
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MUHUMYM JAHHU, KOUTO TPABBA JJA CbABPXKAT MAJIKUTE EJIMHUYHU
II'bPBNYHH OITAKOBKH

ETUKET HA ®JIAKOHA

1. NME HA JIEKAPCTBEHUSA IMTPOAYKT U ITbT(MIIIA) HA BBBEXK/IAHE

COMIRNATY 30 ug urkexuus
nPHK Bakcuna cpemry COVID-19
TO3UHaMepaH

i.m.

‘ 2. HAYYH HA ITPNJIOKEHUE

Ja He ce pazpexna.

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:

4, NAPTUJAEH HOMEP

ITapt. Neo

5. CBABbP/KAHUE KATO MACA, OBEM WJIN EJUHUIN

6 no3u ot 30 g

| 6.  JIPYIO

Yac 3a u3XBbpIIsSHE:
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Bb. JUCTOBKA
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JlucroBka: undopmanusi 3a NoTpeduTeNA

Comirnaty 30 Mmukporpama/no3a KOHIIEHTPAT 32 HHKEKIHOHHA THCIIEPCHST
nPHK Bakcuna cpemy COVID-19 (HykJieo3u1HO MOaH(pUIIIPAHA)
COVID-19 mRNA Vaccine (nucleoside modified)
to3uHamepan (tozinameran)

vTosn JICKapPCTBEH MPOAYKT TOJICKH Ha JOMIBIIHUTEIIHO HAOM0eHre. ToBa 11e mo3Boau Obp30TO
YCTaHOBSIBAaHE HAa HOBa MH(OpMAaIUsl OTHOCHO Oe30macHOCTTa. MoXkeTe Ja JajieTe CBOs MPUHOC KaTo
CHOOIIUTE BCSAKA HEXKETAHA PEaKIIHs, KOSTO CTE MOJYYWIN. 3a HAaUMHA Ha ChOOIIaBaHe Ha HEXEIIaHU
pEaxIuy BIDKTE Kpas Ha ToukKa 4.

IIpoueTteTe BHMMATEIHO LSLJIATA JIUCTOBKA, peau 1a Bu 0bae NpuwioskeHa Ta3u BAKCHMHA, Thil
KaTo TH ChAbP:Ka BaxkHa 32 Bac nundopmanus.

. 3amazere Ta3u JIMCTOBKA. MoJKe /1a ce HaJIOXKH JIa sl POYETETE OTHOBO.

. AKO MMaTte HAKaKBH JIOITBIIHUTETHHN BBIIPOCH, TTONTMTaiiTe Bammus iekap, hapMareBT wim
MEIUIMHCKA CecTpa.

. AKO TIONTyuHnTe HIKAKBU HEXEJIaHU pEakluy, yBeaoMeTe Bamus iekap, papmarieBt wim

MEJIUIMHCKA cecTpa. ToBa BKIIIOUBA U BCUUKHU Bb3MOXKHU HEXKEJIaHU PEaKIUK, HEOUCaHU B
Ta3y JINCTOBKA. BinkTe TouKa 4.

KakBo cbabpika Ta3u JHCTOBKA

Kaxkso npencrasisasa Comirnaty 1 3a KakBo ce U3I0JI3BaA

Kakso Tpsi0Ba na 3Haere, npeau qa Bu 0bae npunosked Comirnaty
Kak ce mpunara Comirnaty

BB3MOXHY HEKENTaHN PeaKLUuH

Kak na cpxpansate Comirnaty

ChbabpkaHue Ha ONIAaKOBKATa M JOIBIHUTEIIHA HH(POPMALTUS

oacwhE

1. Kaxkso npeacraBiasgsa Comirnaty u 3a KakBO ce U3M0J13Ba

Comirnaty e BakcHHa, KOSITO c€ M3MO0I3Ba 3a npeanaspane oT 3adonsBane o COVID-19, npuunneno
ot Bupyca SARS-CoV-2.

Comirnaty ce mpujara Ha Bb3pacTHH U IOHOIIN, Ha Bb3pacT 12 u noBede roanHM.

Bakcunara craBa mpuurMHa UIMyHHATa CUCTeMa (€CTECTBECHHUTE 3all[UTHU CHIIM Ha OpraHu3Ma) Ja
MPOU3BEKA AHTUTENIA M KPhBHU KJICTKH CPEIly BHPYCa, KATO Taka OCUTYpPsIBa 3alllUTa CPEILY
3a0onsBane or COVID-19.

Toii kato Comirnaty He ChABPIKa BUPYCA, 3a JIa Ch3/1aJIc IMYHUTET, TS HE MOXE JIa IPUYHHA
3abonsBane or COVID-19.

2. Kakso Tps6Ba 1a 3HaeTte, npeau Aa Bu 0b1e npuwioxked Comirnaty

Comirnaty He TpsiOBa 1a ce mpujara
o aKo CTe aJIePTUYHH KbM aKTUBHOTO BEIIECTBO WIJIM KbM HSIKOS OT OCTAaHAIUTE ChCTABKU HA TOBA
JeKapcTBO (M30poeHU B TOUKA 6).

IIpenynpesxneHust U MpeanasHu MEepPKH

I'oBopere ¢ Bamus nexap, dhapmaneBT Win MEAULMHCKA cecTpa, peau na Bu 6bae npunoxena

BaKCHHATA!

o aKO HSKOTa CTe MMAJIH TeXKKa aJiepTUYHa PeaKys WIK MPOOJIEeMH ¢ TUIIAHETO CIIe]
WH)KEKTUpaHe Ha HAKaKBa JApyra BakCMHa WM cliell kKaTo Bu e 6mina npunoxxena Comirnaty B
MUHAJIOTO.
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o ako Bu nputecHsBa MporiechT HA BAKCHHUPAHE WM HIKOTA CTE MPUTIAJIANIN CIIe]T TIOCTaBsSHE Ha
WHXKEKIIUS ¢ UIJIa.

. aKo MMaTe TeXKKO 3a00sIsiBaHe Witk HHQEKIIMS ¢ BUCOKa TemrepaTypa. O0aue Bue moxkere na
ObJieTe BAKCHHUPAHU, aKO UMATe JIEKO MOBHIIICHA TEMIIepaTypa Wi JieKa HHPEKIHS Ha
TOPHUTE JUXATEIHU ITbTUIIA, KATO HACTHHKA.

. aKo uMare npodIeM ¢ KPhBOCHCUPBAHETO, JISCHO MOTyYaBaTe CUHUHH HITH M3TI0I3BaTE
JIEKapCTBO 32 Mpe/ia3BaHe OT MOsIBa HA KPbBHU ChCUPELIN.
. aKo UMare oTcaabeHa MIMyHHA CUCTeMa Iopaau 3a0ojsiBane, HanpuMep uadekuus ¢ HIV, win

MIpHEM Ha JIEKapCTBO, KaTO KOPTUKOCTEPOH/I, KOETO MOBIIMsABAa UMyHHaTa Bu cructema.

Cren BakcuHanust ¢ Comirnaty ca cb0OIIEHH MHOTO PEAKH CIIydad Ha MHOKapAHT (Bb3MaJICHUE Ha
CBPJEYHUS MYCKYI) ¥ IEPUKApAUT (Bb3MaJeHNe Ha BbHITHATa 00BMBKA Ha ChpIeTo). Ciyyaute
HACTBIIBAT IPEJMMHO B paMKHTE Ha IBE CEIMHUITH CJIe/l BAKCHHAIIHUS, ITI0-YECTO CJIe]] BTOpaTa BaKCHHA
1 T0-4€CTO MpH No-MiIagu Mbxe. Criex BakcuHanus TpsiOBa 1a ObaeTe OAUTETHH 32 IPU3HALU Ha
MHUOKapIUT U TIEPUKApANT, HAIPUMEp 3ayX, ChbplLieOneHe uiu 00JKa B 'bPAUTE, U TPAOBa He3a0aBHO
Jla TOTHPCUTE MEAUIIMHCKA TTOMOIII, aKO T€ HACTBIIAT.

KaxTo Bcuku Bakcuam, Comirnaty MoXxe J1a He 3al{UTH HAIThJIHO BCUYKU BAKCHHUPAHH U HE €
M3BECTHO KOJIKO JBJITO I1Ie OBJCTE 3alUTCH(a).

Moske na momyuurte Tpera go3a Comirnaty. Bp3mMoxHO € TpeTara 1032 Bee MaK J1a He OCUTYpPH ITbJIeH
umyHuret cperry COVID-19 npu umyHOKOMITpOMETHpaHU xopa. B Te3u ciryuan TpsoBa na
MPOABIDKUTE JIa Cia3BaTe (PU3NUCCKUTE TPEIa3Hi MEPKH, 3a Jla IOMOTHETE 33 MTPEBECHIIMATA Ha
COVID-19. OcgeHn ToBa Onm3kuTe Bu koHTakTHU NvIia TpsiOBa fa ObAaT BAKCHHUPAHU, aKO €

nonxo 0. OO0ChIeTe MOAXOAIINTE HHANBHAYaTHH MTPETophky ¢ Bamms nexap.

Jena
Comirnaty He ce penopb4Ba MpH Jela Ha Bh3pacT 1o 12 roguHw.

JApyru nexkapcrBa u Comirnaty
Tps6Ba na kaxere Ha Bamus nexap wiu GpapManeBT, ako U3I0I3BaTe, HACKOPO CTE U3IOI3BANIN HIIH €
BB3MOKHO J1a U3M0JI3BaTe APYTH JIEKapcTBa, WK Hackopo Bu e mpuioxkeHa HAKaKkBa JIpyra BakKCHHA.

BpemenHoOCT M KbpMeHe
AKo cTe OpeMeHHa Wi KbpMUTE, CMATaTe, 4€ MOJKE J1a CTe OpeMeHHa FITH IIaHupaTe OpeMeHHOCT,
MoCchBeTBalTE ce ¢ Bams nekap wim dapManest npeau na Bu Ob1e npuioxkeHa Ta3u BaKCHUHA.

Ilo¢upane u pa6oTa ¢ MAIIUHU

Hsikowm ot edekTrTe Ha BaKCHHATa, YIOMEHATH B Touka 4 (Bb3MOKHM HEXENaHU PeaKIin) MOTatT
BpPEMEHHO J1a TIOBIUSIAT criocoOHocTTa Bu 3a modupane nnu padota ¢ mammHu. M3vakaiite, J0KaTo
Te3u e()eKTH OTIIYMSIT, Mpenr Aa modupare wim Aa paboTUTe C MAITHHML.

Comirnaty cbabp:ka KaJauid M HATPUH

Tazu BakcuHa ChIBpKA MO-Manko ot 1 mmol xamwmii (39 mg) Ha 1032, T.€. MOXKE /1a Ce Kaxe, Je
NPAaKTUYECKU HE ChIbPIKa KaJIUil.

Ta3u BakcHHA ChIBPKA MO-Mayko oT 1 mmol Hatpuii (23 mg) Ha 1033, T.€. MOXKE Ja ce Kaxe, 4e
MPAaKTUYECKU HE ChIbPrKa HATPUil.

3. Kak ce npunara Comirnaty

Comirnaty ce mpuJara cief] pazpexaane kato umkekus ot 0,3 ml B MycKyJ B rOpHaTa yacT Ha
pbKara.

Ille Bu ObaT HanipaBeHU 2 WHKCKIUH.
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[IpenopbuBa ce BTOpaTa /103a OT ChIllaTa BAKCHHA J]a Ce TIPHIIOKH 3 CEJMUIIM CIIel TbpBaTa 71032, 3a
Jla ce 3aBBPINU BAKCHHAIIMOHHUSAT KYpC.

Bycrep no3a (tpeta mo3a) Comirnaty Moxe J1a ce MPHIIOKHU Hail-Manko 6 Mecerna cie BropaTa 103a
Ha JINIAa Ha BB3pacT 18 1 moBeve roAnHM.

AKO cTe HIMyHOKOMITPOMETHUPAHH, MOXe Ja NMOoJIyduTe TpeTa n1o3a Comirnaty Hail-Manko 28 IHU cieq
BTOpaTa /103a.

AKO UMaTe HIKaKBU JOIBIHUTEIHN BBIIPOCH, CBBbp3aHH ¢ ynorpedara Ha Comirnaty, monuraiire
Bamus nekap, ¢papManeBT Wi MEIULIMHCKA CECTpa.

4, Bb3MOKHHI HeskeTaH! peaKknuu

KakTo Bcuuku BaKCHUHU, Comirnaty MOXE J1a IPCAU3BHUKA HEKCIIaHU pCaKIK, BBIIPEKH Y€ HE BCCKU
T IoJIy4aBa.

MHOro 4ecTH HeKeJIAaHM PeaKIMu: MOoraT Jia 3acerHar rmoseye ot 1 Ha 10 gy
Ha MCTOTO Ha HHXKEKTUpaHe: 00JIKa, OTOK

yMmopa

ri1aBo0oJINe

00JKa B MYCKYJTUTE

BTpHCaHE

00JIKa B CTaBUTE

THapHsI

MOBHIIICHA TeMIIepaTypa

Hsxou oT Te3u HeXeNaHU peaklyy ca MaJIKO [O-4ECTH IpH FOHOLMW Ha 12 10 15 roguHu, 0TKOIKOTO
MIPYU BB3PACTHU.

YecTH HexxeJTaHM peaKUMu: Morat Aa 3acersatr 1o 1 Ha 10 pymmnm

. 3ayepBsBaHE Ha MACTOTO Ha MHXEKTHpaHe
. rajieHe
. MOBpBIIIAHE

HeuecTun He:kenaHu peakuum: Morat jaa 3acerHat o 1 va 100 gymmm
yrojieMeH! TUM(HH Bb31TH (HAOJIF0/1aBa ce T0-4ecTo cies OycTep /1o3ara)
HEPA3MOI0KCHHC

Oosika B pbKaTa

0e3chHHE

ChpOEXK HA MIICTOTO HA MHKCKTHPAHE

AJIEPTUYHH PEAKIIUU KaTO OOPHB MU ChPOEK

ycelaHe 3a caadoCT WK JIUICa Ha CHePrUs/ChHIMBOCT
HaMaJjieH aneTUuT

MPEKOMEPHO M3MOTIBAHE

HOIIHY M3IOTSIBAHUS

Penku Hesxenanm peakuuu: Morat 1a 3acersat 1o 1 Ha 1 000 nymm
. BPEMEHHO €IHOCTPAaHHO YBUCBAaHE Ha JINLETO
o QJIIEPTUYHU PEAKINHU KaToO YPTUKAPHUS UIIH MOJyBaHe Ha JIUIIETO

C Hen3BecTHA YecTOTa (OT HATMYHHUTE JAHHU HE MOXeE J1a ObJ/Ie HallpaBeHa OIICHKA)

o TEXKa aJlepTUIHA PEAKIIH
o BB3MAJICHUE HA ChPACYHIS MyCKyJ (MUOKapIMT) WK Bh3MaJIeHNe Ha BHHITHATA OOBWBKA Ha
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CBHPIETO (TIEPUKAPIUT), KOETO MOXKE Ja TOBEE 10 3aayX, ChpIicONeHE Wi O0IKa B I'bPIUTE
o OONIMPEH OTOK HA BAKCHHUPAHHS KPAHHUK
o OTOK Ha JIUIETO (MOyBaHe Ha JIUIIETO MOXKE Ja Ce MOSIBU TIPH MAIUCHTH ¢ JAepMajicH GUIIbD)

Cno011aBaHe HA HEXKEJIAHH PeaKINA

AKO TIOJTyunTe HIKAKBU HEXKEJIaHU JICKAPCTBCHH PEeaKIvy, yBeqomere Bamus nekap, apMaieBT Win
MEIUITMHCKA cecTpa. ToBa BKIFOYBA BCUYKH BH3MOYKHH HEOITMCAHN B Ta3W JUCTOBKA HEXXEIIaHU
peaknur. MoXKeTe ChITO Ja ChOOIINUTE HEXKEITAHN PEaKIIny JUPEKTHO Upe3 HaI[HOHATHATa CUCTEMA 3a
choOIIaBaHe, mocouyeHa B [Ipwmioxkenue V, U 1a BKIIOYHTE TAPTUAHUS HOMEP, aKo € HanudeH. Kato
choOIaBaTe HEXKEIIAHA PEAKITUN, MOKETE Ja TafieTe CBOSI MPUHOC 3a TI0JyJaBaHe Ha MTOBEYC
uHGOpMAIUSI OTHOCHO 0€30MMacHOCTTa Ha TOBA JIEKapPCTBO.

5. Kak 1a cexpansBate Comirnaty
Jla ce chxpaHsiBa Ha MSICTO, HEJIOCTHITHO 32 JICTa.

Crenpamara HHGOpMAIUS OTHOCHO ChXPaHEHHETO, CPOKa Ha TOJAHOCT M paboTaTa e mpelHa3HaueHa 3a
MEUIUHCKY CTICIIHATUCTH.

He usmnomn3BaiiTe TOBa JIEKapCTBO CJI CPOKaA HAa FOJHOCT, OTOE/IsI3aH BbPXY KapTOHEHATA OMAaKOBKA U
erukera cuen "'ogeH no:". CpokbT Ha TOAHOCT OTTOBApSI HA MOCJIEIHUS JEH OT MOCOYSHUS MECELL.

Ja ce cbxpansiBa BbB (hpusep npu -90°C g0 -60°C. B pamkute Ha 9-MeceuHHs] CPOK HA TOIHOCT
HEOTBOpEHUTE (DJIaKOHH MOXKE Jla C€ ChXpaHsABaT U TpaHcnopTupar npu -25°C no -15°C 3a eauHnueH
Nepuo 10 2 CeIMUIIH, clie]l KOETO MOXeE Jia C€ BbPHAT 00paTHO 3a ChbXpaHEeHHUE MpU

Temreparypa -90°C no -60°C.

I[a CC ChbXpaHABa B OpUTI'MHAJIHATA OIIAKOBKA, 3a J1a CC€ IpCAIa3n OT CBCTIIMHA.

Tpancegep na sampazenu rakonu, CoXpanasanu npu cepwvxuucka memnepamypa (<-60°C)

o [InuTkuTe KyTHU ¢ HIAAKOHH, KOUTO ca 3aTBOPEHH C Karali, Chabpkam 195 ¢makona,
M3BaJICHN OT ChbXPaHEHHE B 3aMpa3eHO ChCTOSHHE TP CBPbXHHCKA Temreparypa (<-60°C),
Morar Jja OcTaHatT Ha TemrepaTtypa Ao 25°C He moBede OT 5 MUHYTH.

o IInutkuTe KyTUu ¢ (IaKoHH, Ha KOUTO KalaluTe ca OTBOPEHU WIIN T€3U, KOUTO ChIbpKaT
no-Masko ot 195 ¢iakona, ciex kaTo ca U3BaAEHHU OT ChXPaHEHUE B 3aMPa3eHO ChCTOSIHUE TIPU
CBpBXHHUCKaA Temreparypa (<-60°C), morar aa octanaT Ha Temneparypa a0 25°C He moBeue OT
3 MUHYTH.

o Crnen kaTo KyTHUTE C (DJIAKOHU C€ BHPHAT 00pPAaTHO 3a ChbXPaHEHHE B 3aMPa3eHO ChCTOSHHE CIE]
eKCTIO3uIHs Ha TeMiiepaTypa a0 25°C, Te TpsOBa ga ocTaHAT Ha CbXPAaHCHHE B 3aMPa3eHO
ChCTOSIHUE B IIPOIBJKEHUE HA Hali-MaJIKo 2 Yaca, IpeAx Aa Morar aa ObaaT U3BaJeHU OTHOBO.

Tpancghep na 3ampasenu gaaxonu, coxpansganu npu -25°C 0o -15°C

. [InuTkuTe KyTHU ¢ GIaKOHH, KOUTO ca 3aTBOPEHU C Kamaly, Chabpkamu 195 ¢urakona,
M3BaJICHU OT ChbXPaHEHHUE B 3aMpa3eHo cheTosiHue (-25°C no -15°C), morar Jga ocTaHaT Ha
Temmeparypa 1o 25°C He nmoBeve OT 3 MUHYTH.

o [nuTkuTe KyTHH ¢ (HIAKOHU, HA KOUTO KAIAIIUTE Ca OTBOPEHU WU TE€3H, KOUTO ChIIbPIKAT
mo-Mayko ot 195 ¢uakona, cien KaTo ca W3BaJICHU OT ChbXPAaHEHUE B 3aMPa3CHO ChCTOSTHUE
(-25°C mo -15°C), morat ga ocraHat Ha Temreparypa 10 25°C He moBede ot 1 MuHyTA.

Cren kaTo BeAHBXK AaJcH (hJIaKOH € U3BaJIeH OT ITUTKATa KyTHs ¢ ()JIaKOHH, TOH TPpsAOBa Aa ce
pasMpasu 3a yroTpeoa.

Cren pa3mpassiBaHe BakCHHATa TPsOBa Jla Ce pa3peu U Jla ce M3I0JI3Ba BeaHara. Bee mak maHHuTe 3a
CcTaOMITHOCT B MEPHO/Ia Ha U3MOJI3BaHEe NIOKA3BaT, Ye CJe/ U3BAXKAAaHEe OT (hpu3epa Hepa3peaeHaTa
BaKCHHA MOXE Jla ce chXpaHsBa 3a mepuoj 10 1 mecen npu 2°C no 8°C B pamKkuTe Ha 9-MeceqHus
CPOK Ha TOJHOCT. B pamkuTe Ha 1-Meceunns cpok Ha rogHoct mmpu 2°C mo 8°C 3a TpaHCIIOpTHpaHE
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MOe J1a ce u3noi3ear 1o 12 vaca. [Ipenu ynorpeba HEOTBOpEHATa BAKCHHA MOXKE Jla C€ ChXpaHsBa J10
2 Jyaca mipu Temnepatypa 1o 30°C.

C PasMpa3CHUTE (bJ'IaKOHI/I MOXKE ga CC pa6OTI/I B YCJIOBHUA Ha cTaiiHa CBETJIMHA.

Cren paspexaane, ChbxpansBaiiTe u Tpancnoptupaiite Bakcunara mpu 2°C o 30°C u s u3mo3BaiiTe B
pamkute Ha 6 yaca. 3xBbpieTe Hen3oi3BaHaTa BAKCHUHA.

Crnen m3Baxaane ot hpusepa u pa3pexaane Bbpxy (prakoHuTe TpsiOBa ma ObIaT 03HAYCHH HOBUTE
JlaTa 1 yac 3a u3xBbpisgHe. Cien pa3mMpassiBaHe BaKCHHATA HE MOKE JIa Ce 3aMpa3siBa MMOBTOPHO.

He usmnomn3paiite Ta3u BaKCHHA, aKO 3a0€JICKUTE BUIMMH YaCTHIIM B Pa3pelcHaTa JUCIICPCHS WITH
MPOMSHA B IIBETA.

He u3xBbprsiite nekapcTBaTa B KaHaJIU3alMATa WM KOHTEWHEpa 3a JoMallHu oTnaabiu. [lonuTaiite
Bamus apMalieBT Kak Ja U3XBbPJIATE JICKapCcTBaTa, KOUTO Be4Ye HE U3MoJ3Bare. Te3n MEepKH Iie
CIIOMOTHAT 3a ONa3BaHE Ha OKOJIHATA CPEAa.

6. Chabp:kaHue Ha ONIAKOBKATA M JOITbJIHUTETHA MHpOpManus

Kakso cpabp:ka Comirnaty

. AxtusHo BemectBo: ”PHK Bakcuna cpemry COVID-19, napeuena tosunamepan. Cien
paspexaane GpIakoHBT chabpxa 6 mo3u mo 0,3 ml, Beska ¢ 30 MUKporpama To3nHaAMepaH.
o Hpyru cberaBku:
- ((4-xumpoxcubyTrN)azane i )ouc(xekcan-6,1- 1w )ouc(2-X eKCHIIICKaHOAT)
(ALC-0315)

- 2-[(monuetunenriukon)-2000]-N,N-tuterpanermnaneramu (ALC-0159)
- 1,2-nucreapomn-sn-riunepo-3-pochoxoun (DSPC)

- XO0JIECTEPOI

- KaJHeB XJIOPHI

- KaJueB auxuaporendocdar

- HATPHEB XJIOPH]T

- OUHATpUEB Qocdar AUXUIPAT

- 3axaposa

- BOJIA 38 HHXKEKITHH

Kak u3raexna Comirnaty u KakBo ChIbpP:Ka 0AKOBKATA

Bakcunarta ¢ Osu1a 10 moutu 6suta mucnepeust (pH: 6,9 — 7,9), noctaBsiHa B MHOT01030B (hJIaKOH €
6 no3u — npo3paueH ¢uakoH (cthkito Tut 1) 2 ml, ¢ rymena 3amyIanka u ¢ aTyMHUHAEBA 00KaTKa U
OTYYIIBAIIO CE JINIABO TUIACTMACOBO Karayue,

Bun onmakoBka: 195 ¢irakona

IIpuTte:xaTes1 Ha pa3pelIeHHETO 32 yOoTpeda
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

I'epmanus

ten.: 49 6131 9084-0

daxc: +49 6131 9084-2121
service@biontech.de

MMpousBoauTean

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
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55116 Mainz
T'epmanus

Pfizer Manufacturing Belgium NV
Rijksweg 12

2870 Puurs

benrus

3a JOITBJIHUTCIIHA I/IH(i)OpMaHI/ISI OTHOCHO TOBa JICKApCTBO, MOJIA, CBBPIKETE CE C JIOKAJTHUA
MNPpEACTABUTCII HA NPUTCIKATECIIA HAa pa3pClICHUCTO 3a yHOTpC6aI

Belgié/Belgique/Belgien
Luxembourg/Luxemburg
Pfizer S.A./N.V.

Tél/Tel: +32 (0)2 554 62 11

Bbnarapus

[ aiizep Jrokcemoypr CAPJI, Kion
boirapus

Ten: +359 2 970 4333

Ceska republika
Pfizer, spol. s r.0.
Tel: +420 283 004 111

Danmark
Pfizer ApS
TIf: +45 44 201 100

Deutschland
BioNTech Manufacturing GmbH
Tel: +49 6131 90840

Eesti
Pfizer Luxembourg SARL Eesti filiaal
Tel: +372 666 7500

EA0LGoa
Pfizer EAMGG ALE.
TnA.: +30 210 6785 800

Espafia
Pfizer, S.L.
Tel:+34914909900

France
Pfizer
Tél +33 158 07 34 40

Hrvatska
Pfizer Croatia d.o.o.
Tel: +385 1 3908 777
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Lietuva
Pfizer Luxembourg SARL filialas Lietuvoje
Tel. +370 52 51 4000

Magyarorszag
Pfizer Kft
Tel: +36 1 488 3700

Malta
Vivian Corporation Ltd.
Tel: +35621 344610

Norge
Pfizer AS
TIf: +47 67 526 100

Nederland
Pfizer BV
Tel: +31 (0)10 406 43 01

Osterreich
Pfizer Corporation Austria Ges.m.b.H
Tel: +43 (0)1 521 15-0

Polska
Pfizer Polska Sp. z o.0.
Tel.: +48 22 335 61 00

Portugal
Laboratorios Pfizer, Lda.
Tel: +351 21 423 5500

Romania
Pfizer Romania S.R.L
Tel: +40 (0) 21 207 28 00

Slovenija

Pfizer Luxembourg SARL

Pfizer, podruznica za svetovanje s podrocja
farmacevtske dejavnosti, Ljubljana

Tel.: +386 (0) 1 52 11 400



Ireland Slovenska republika

Pfizer Healthcare Ireland Pfizer Luxembourg SARL,
Tel: 1800 633 363 (toll free) organiza¢na zlozka

+44 (0)1304 616161 Tel: +421 2 3355 5500
Island Suomi/Finland

Icepharma hf Pfizer Oy

Simi: +354 540 8000 Puh/Tel: +358 (0)9 430 040
Italia Sverige

Pfizer S.r.l. Pfizer AB

Tel: +39 06 33 18 21 Tel: +46 (0)8 550 520 00
Kvnpog United Kingdom (Northern Ireland)
Pfizer EAMGg A.E. (Cyprus Branch) Pfizer Limited

TnA: +357 22 817690 Tel: +44 (0) 1304 616161
Latvija

Pfizer Luxembourg SARL filiale Latvija
Tel.: +371 670 35 775

JaTa Ha nocjeano npepasriexxiade Ha aucropkara {MM/I'TTT}

Toa JiekapcTBO € pa3pemieHo 3a yrmoTpeda mo T. Hap. cXema ,,pazperiaBane moa ycimosue™. ToBa
03Hau4aBa, 4e 3a JIEKApCTBOTO CE OYAKBAT JOMBIHUTETHN NaHHHU. EBponeiickaTa areHnus no
JIEKapcTBaTa II¢ U3BHPIIBA Mperiie/] Ha HoBaTa MHPOPMAIIHS 32 JIEKApPCTBOTO TIOHE BEIHBXK T'OJIUIITHO

1 Ta3u JIMCTOBKA CbOTBCTHO IIC CC aKTyaJIu3upa.

CKaHHpaﬁTe Koaa C MOOUIHO YCTPOﬁCTBO, 3a [1a IMOJIYYUTEC JIMCTOBKATA HA pa3JIMUHA C3ULHU.

URL: www.comirnatyglobal.com

Ho;[p06Ha I/IH(I)OpMaLII/ISI 3a TOBa JICKAPCTBO € MPECAOCTABCHA HA ye6caﬁTa Ha EBpOHCfICKaTa arcHuous
o JiekapctBata http://www.ema.europa.eu.

Ta3zu nucToBka € HannyHa Ha Bcuuku e3unu Ha EC/ENII Ha yebcaiita Ha EBporelickaTta areHIus mo
JIeKapcTBaTa.

IHocoueHnaTa no-goJ1y HH(pOpMaNKs € NPeJHA3HAYCHA CAMO 32 MEAMIIMHCKH CIENHATUCTH:
[Mpunaraiire Comirnaty ”HTpaMyCKyJIHO CIIEJ pa3pexIaHe Kato mbpBrudeH Kypc ot 2 go3u (0,3 ml
BCSIKA) ITpe3 MHTepBal oT 3 ceamuiu. bycrep go3a (Tpera no3a) Comirnaty Moske Jia ce IpHIIOKHU Hall-

MaJjKo 6 Mecera cjeI BTopara 1031 Ha JIMIa Ha Bh3pacT 18 u moBede ToauHu.

Ha Texxo HMYHOKOMIIPOMETHPAHU JIMIA MOKE a CC IMPUJIOKH TPETa J03a Haii-majko 28 JHU CIICH
BTOpaTa 103a.
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IIpocnenumoct

3a Ja ce HO,I[O6pI/I MMpoCJICAMMOCTTA Ha OHOJIOTUYHUTE JICKApPCTBCHU MPOAYKTU, UMCTO U MMAPTUAHUAT
HOMCP Ha IMPUJIOKCHUS TPOAYKT TpSI6Ba SICHO Ja C€ 3aIllMCBar.

Yxkazanus 3a padora

Comirnaty TpsibBa J1a c€ IPUTOTBH OT MEIUITMHCKH CIICITHAIKCT, KaTO CE M3IT0JI3Ba aCEIITHIHA
TEXHUKA, 33 JIa CE TApaHTUPa CTEPHIITHOCTTA HA IIPUTOTBEHATA JIUCTICPCHSL.

62



INPOBEPKA HA JIO3ATA

JInnaso
Kamnaue

DILUTE BEFORE U¥

Date / Time:

Iposepere manu GIAKOHBT € C JIHIaBO
IIACTMACOBO Karaue. AKO ()JIaKOHBT €
ChC CHBO IIACTMACOBO Karayue, MOJIs,
HarpaBeTe crpaBka ¢ KpaTkara
XapaKTEePUCTHKA Ha MPOYKTa 3a
Comirnaty 30 mukporpama/mosa
HHKCKIIMOHHA JIUCTIEPCHSL.

PASMPA3SABAHE IIPEJIN PA3PEKJIAHE

He nmoBeue ot

TemMmeparypa
(mo 30°C)

\

2 yaca npu craiina

MHOrom030BHAT (IIAKOH CE ChXpaHsIBa
3aMpaseH U TpsiOBa J1a ce pa3Mpasu
Ipeay paspekaane. 3aMpa3eHuTe
(akonu TpsOBa J1a ce MpeHecaT B cpeaa
¢ temneparypa 2°C no 8°C, 3a na ce
pasMpasar; pa3Mpas3saBaHETO Ha elHa
omakoBKa ¢bC 195 ¢rakoHa Moxe 1a
otHeMe 3 yaca. Be3MoskeH e ChIo Ipyr
BapUaHT, IPU KOWTO 3aMpa3eHNUTE
(hnaxonu 1a ce pasmpasar 3a 30 MUHYTH
npu Temnepatypa 110 30°C 3a ne3abaBHa
ynoTtpeoa.

HeotBopenusr dhiakoH Moxe aa ce
ChbXpaHsBa 3a nepuoj 1o 1 mecen npu
2°C mo 8°C B pamkuTe Ha 9-MeceuHus
CPOK Ha TroaHOCT. B pamkute Ha
1-meceunust cpok Ha rogHoct npu 2°C
1o 8°C 3a TpaHCTIOPTHUPAHE MOXKE J1a C&
u3noinsear Jo 12 vaca.

OcraBete pa3Mpa3eHUAT QIaKoH aa
JOCTHTHE CTaiiHa Temneparypa. [Ipeau
ynoTpeda HEOTBOPEHUSAT (DIAKOH MOXKE
Jla ce ChXpaHsBa 710 2 yaca Mpu
temneparypa a0 30°C. C pa3mpaseHnTe
(rakoHH MOXe Ja ce paboTH B YCIIOBHS
Ha cTaliHa CBETJIMHA.

Buumarenno o06bpHeTe iakoHa

10 mpTH npenu paspexaane. He
pa3KJIaIanTe.

[Ipenu paspexnane pa3MpaseHaTa
JMCTIepcUsl MOXKE J1a ChIbprka Oesun 10
o4ty O6e1u Hempo3payHu aMopPHU
YaCTHUIIH.
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PA3PEKIAHE

e Pa3mpaszenara BakcuHa Tps0OBa J1a ce
paspeu B HeHUS OpuUrHHANICH (pIakoH
¢ 1,8 ml marpues xmopua 9 mg/ml
(0,9%) MHXEKITMOHEH Pa3TBOP, KaTo ce
u3nojssa uria 21 G, win mo-ThbHKa, U
acenTuYHa TEXHUKA.

1,8 ml narpues xnopua 0,9%
WHKEKIHOHEH Pa3TBOP

e l3paBHeTe HAJATaHETO BHB (PIIAKOHA
NIpey Aa U3BaUTE UIJIaTa OT HETo, KaTo
nzrernute 1,8 ml Bb3ayX B
H3IIpa3HEHaTa CIPUHIIOBKA Ha
paspeaurens.

H3reraere 6yranoro a0 1,8 ml, 3a na
OTCTPaHHTE BB3AyXa OT (MIAKOHA.
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(=)

Baumareano 10 nbTH

Buumarenno o0bpHeTe pa3peneHara
qucnepcus 10 meTu. He paskiamaiire.
Pa3penenara BakcuHa TpsiOBa 1a
IpEeCTaB/IsIBa OYTH Os1a AUCTIEPCUS
0e3 Buaumu yactuiy. He m3nonzpaiite
paspeneHaTa BakCHHA MIPHU HAJIMYHUE Ha
YacTULM WIN IIPOMSIHA B L[BETA.

3anuiere CbOTBETHUTE 1ATA U YAacC.
Ja ce u3mosi3Ba B paMKuTe Ha 6 yaca

cJie/l pa3pexiaaHe.

Ha paspenennre dmakonu TpsiOBa ma
ObaaT oTOeIsI3aHN CHOTBETHUTE JaTa U
qac.

Cren pa3pekaaHe CbXpaHsIBalTe Ipu
2°C mo 30°C u u3noI3BaiiTe B paMKUTE
Ha 6 Jaca, BKITIOYHUTEITHO BPEMETO 3a
TPaHCIIOPTUPAHE.

He 3ampa3zsiBaiite nin paskinamante
paspeneHata nmucnepcus. Ako e Ouna
IIOCTAaBEHA B XJIAWIIHUK, OCTABETE
paspeieHaTa Tuciepcus 1a JOCTUTHE
CTaiiHa TeMIepaTypa Mpean yrnoTpeoda.
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NPUTOTBAHE HA UHAUBUJYAJIHU 103U COMIRNATY OT 0,3 ml

0,3 ml pa3zpenena BakcuHa

Cren paspexnane (GIaKoHBT ChIbPiKa
2,25 ml, oT KOMTO MOraT Ja ce U3TETIAT
6 mo3u o 0,3 ml.

Karo n3non3Bare acentuyHa TEXHUKA,
MOYKCTETE 3amyIraaKara Ha (akoHa ¢
TaMIIOH 3a eJHOKpaTHa yrmorpeba,
HAIIOEH C aHTUCETITHYEH Pa3TBOP.

Uzrernere 0,3 ml Comirnaty

TpsiOBa ga ce U3MoN3BaT CIIPUHIOBKU
W/WIM UTJIN C MAJIBK MBPTHB
(memsmon3BaeM) obeM, 3a Jja e U3TETIIAT
IECT 03U OT €IUH (hIaKOH.
KomOunHanmsaTa OT CIIpUHIIOBKA U UTJIA C
MaJIlbK MBPTHB 00eM TpsiOBa J1a uMa
MBPTHB 00EM HE MO-TOJISAM OT

35 MuKponuTpa.

AKO ce U3MnoJ3BaT CTaHIapTHU
CIIPUHIIOBKHY M MTJIA, MOXE J1a HsIMa
JOCTaThbueH 00eM 3a U3TEerysiHe Ha

6 1031 OT enuH (IIaKoH.

Bcesika no3a tpsioBa na ceaspxa 0,3 ml
BaKCHHA

AKO KOJIMYECTBOTO Ha OCTaHAJIaTa BbB
(h1akoHa BakCHHA HE MOKE J]a TOCTaBH
eaHa 1s1a 1o3a ot 0,3 ml, u3xBbpiere
(h1aKoHa U U3JTHIITHUSI 00eM
W3xBBprieTe HEU3NOI3BaHATa BAKCHHA B
pamKuTe Ha 6 yaca ciiesl pa3pesKaaHe.

H3xBBpIIsiHe

Hewnsnon3panusr JICKAPCTBCH MPOAYKT WIN OTHAABYHUTC MAaTCPpUAJIN OT HETO Tpﬂ6Ba Ja CC USXBBPJIIAT

B CBOTBCTCTBUEC C MCCTHUTC N3HUCKBAHU.
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JlucroBka: undopmanusi 3a NoTpeduTeNA

Comirnaty 30 Mukporpama/no3a HHKeKIIMOHHA TUCIIEPCHS
Bb3pacTHu 1 I0OHOIIM, HABBPIIWIM 12 roquHu
uPHK Bakcuna cpemy COVID-19 (Hykieo3uaHo moauduuupaHa)
COVID-19 mRNA Vaccine (nucleoside modified)
To3nHamepan (tozinameran)

vT03H JICKaPCTBEH MPOAYKT IOJICHKH Ha JOIBJIHUTEIIHO HaOoaeHue. ToBa 1i1e o3B0oau Obp30TO
yCTaHOBSIBaHE Ha HOBa MH(pOPMAITHI OTHOCHO Oe30macHocTTa. MOXKeTe /1a JaJeTe CBOSI IPUHOC KaTo
CHOOIIUTE BCSAKA HEXKETAHA PeaKIlHs, KOSTO CTE MOJyYMId. 3a HAaYMHA Ha ChOOIIaBaHe Ha HEXEJIaHU
peakuuu BUXKTE Kpasi Ha To4Ka 4.

IIpoyeTeTe BHUMATEIHO SAJIaTa JUCTOBKA, IpeaAu 1a Bu 0b1e npuiokeHa Ta3u BAKCHHA, Thil
KaTO T CbAbP:Ka BaxkHa 3a Bac nudopmanus.

. 3amazere Ta3u JUCTOBKA. MoyKe /1a ce HaJIOXKH JIa sl POYETETe OTHOBO.

. AKO UMaTe HIKaKBH JIOITBIHUTEIHN BBIIPOCH, TIoNTUTaiTe Barms ekap, papmareBT uiu
MEIUIMHCKA CecTpa.

. AKO TIOITyuHTe HIKAKBU HEXKEJIaH! peakiny, yBejoMere Bamus nekap, hapmanest wim

MCIUIMHCKA CECTpa. ToBa BKII0YBA U BCHYKH BB3MOXKHHU HEXKEIIaHU p€aKknnun, HEOIMUCAaHU B
Ta3u JUCTOBKa. BrkTe Touka 4.

KakBo cbabp:ka Ta3u JUCTOBKA

Kakso npencrasnsgsa Comirnaty u 3a KakBO ce W3I0J3Ba

KaxBo Tpsi0Ba 1a 3Haere, npeau aa Bu 6b1e npunoxen Comirnaty
Kak ce mpunara Comirnaty

BBb3MO0XHU HEKETIaHU PEAKLIUU

Kak na cpxpansBate Comirnaty

ChbabpkaHre Ha ONAaKOBKATa M JOIBIHUTEIIHA HHPOPMALUS

Uk wdE

1. Kakso npencrasasipa Comirnaty u 3a KakBo ce U3M0J13Ba

Comirnaty e BakCHHa, KOSATO Ce€ M3I0JI3Ba 3a NpenasBane oT 3adonsane or COVID-19, npuyrHeHo
ot Bupyca SARS-CoV-2.

Comirnaty ce nmpujiara Ha Bb3pacTHHU M FOHOIIIM, Ha Bb3pacT 12 W 1OBeYE FOUHM.

BakcuHara cTaBa nmpUuMHa UMYHHATA CUCTeMa (ECTECTBCHHUTE 3alUTHU CHJIM HA OpraHu3Ma) Ja
MPOU3BEKA AHTUTENIA U KPHBHH KJICTKU CPElly BUPYCa, KaTO TaKa OCUTYPsIBA 3aIUTa CPEILY
3abomsiBane or COVID-19.

Toit kaTo Comirnaty He ChABPKa BUPYCa, 3a 1a Ch3[a/le IMYHUTET, TS HE MOXKE JIa IPUYUHU
3aboisiBane or COVID-19.

2. Kaxkso TpsdBa na 3Haete, npeau Aa Bu 0b1e npuiioxked Comirnaty

Comirnaty He TpsdBa 1a ce mpujara
o aKO CTC aJICPIrUYHU KbM aKTUBHOTO BEIICCTBO WM KbM HAKOSA OT OCTAHAJIMUTE CbCTaBKKU HA TOBA
JIeKapCcTBO (M30pOeHHU B TOUKaA 6).

IpenynpesxneHust 4 Mpeana3sHu MEPKH

I'oBoperte ¢ Bamus nexap, papmalieBT nim MEJIUIIMHCKA CECTpa, npeau Aa Bu 0b1e npunoxkena
BaKCHHATA!

. aKo HJIKOTa CTE€ UMAIIM TeKKa aJepruyHa PeaKiis WiTd MPOOIEeMH C TUIIAHETO CIe
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WIKEKTHpaHe Ha HAKaKBa JIpyra BaKCHMHA WK ciien kKato Bu e 6ma npmiokena Comirnaty B

MHHAJIOTO.

L axo Bu MNPUTCCHABA NPOUCCHT HAa BAKCUHUPAHC WK HAKOI'a CTC IIpUllafaiun CJICA IMOCTaBAHC HaA
MHXKXCKIIUSA C UIjia.

L aKO MMAaTe TEXKKO 3a00JIBaHe HUIIU I/IH(l)CKLII/ISI C BUCOKa TeMIIepaTypa. O0aue Bue moxete Ja

6’]))_ICTC BAaKCHMHHUPAHU, aKO UMATC JICKO MMOBUIIICHA TEMIICPATYypa UJIU JICKa I/IH(bCKLII/IH Ha
TOPHUTE TUXATCIIHU IbTUIA, KATO HACTUHKA.

o aKo uMmate IpodieM ¢ KPbBOChCUPBAHETO, JIECHO IIOIy4aBaTe CUHUHYU MM U3I0JI3BaTe
JIEKapCTBO 3a Mpe/Ia3BaHe OT I105iBa HA KPbBHU ChCHPELH.
o aKo “MaTte oTciabeHa MIMyHHa CUCTeMa Iopaau 3abonaBane, Hanpumep nadexnus ¢ HIV, i

IMPUCM Ha JICKAPCTBO, KaTO KOPTUKOCTCPOU, KOCTO IMOBJIMABAa UMYHHATa Bu cucrema.

Cnen BakcuHanust ¢ Comirnaty ca ch0OIIEHU MHOT'O PEIKH CITy4au Ha MHOKapJHT (Bh3MAJCHUE Ha
CBhpPACYHMS MYCKYJI) U IIEPUKAPAUT (Bb3NaJIeHHE Ha BbHIIHATA 0OBUBKA Ha ChpueTo). Ciyuaunre
HaCTBHIBAT NPEJUMHO B pAMKHTE Ha JIBE CEIMHUIM CIIENl BAKCHHALMS, IT0-YECTO CJIE]] BTOpAaTa BaKCUHA
1 M0-4YeCTO NP To-Mia i Mbxe. Ciies BakcuHanus TpsiOBa a ObieTe OMUTETHH 32 TIPU3HALN Ha
MHOKapAUT U EPUKapANT, HATIPUMEp 3ayX, ChbplLieOneHe Ui 00JKa B 'bpAUTE, U TPpAOBa He3a0aBHO
Jla TOThPCUTE MEAUIIMHCKA IOMOIIL, aKO T€ HACTBIIAT.

KakTo Bcuuku Bakcuau, Comirnaty MOXe Jia HE 3al[UTH HAIIbJIHO BCUYKU BAKCUHUPAHHU U HE €
M3BECTHO KOJIKO JBJITO II¢ OBACTE 3aIlMTCH(a).

Moxe na noiyunte Tpera no3a Comirnaty. Bp3M0oKHO € Tperara /1032 Bee IaK Jia He OCUTYPH IThJICH
umyHutet cpeury COVID-19 npu uMmyHOKOMIIpOMETHpaHH Xopa. B Te3u ciyuau TpsabBa na
NPOABIDKHUTE J1a cria3BaTe (pru3nvecKuTe Mpeana3sHu MepKy, 3a a IOMOTHETE 3a IPEBEHLHATA Ha
COVID-19. Ocgren ToBa Oau3kuTe Bu KoOHTaKkTHU Jinia TpsiOBa J1a ObIaT BAKCHHUPAHU, aKO €
nogxozsamo. O6chaeTe MOAXOAAIINTE HHANBUIYAIHH NIPETIOPBKH ¢ Bamus nekap.

Jena
Comirnaty He ce mpenopb4Ba MPH Jela Ha Bb3pacT 1oy 12 roguHu.

JApyru nexapcrBa u Comirnaty

Tps6Ba na kaxere Ha Bamms nexap wim GapmaiesT, ako U3MOI3BaTe, HACKOPO CTE W3IMOI3BAIN HITH €
BBH3MOYKHO J1a M3II0JI3BATE IPYTH JIEKApPCTBa, WM HACKOpo By e mpuioxeHa HAKakBa Apyra BakCHHA.
BpemennocT u KbpMene

AKko cTe OpeMeHHa I KbPMHUTE, CMSITaTe, Y€ MOXKeE Jja CTe OpeMEeHHa MM TUIaHUpaTe OpeMEHHOCT,
MochBETBalTE ce ¢ Bamms nekap i dapmaneBT npean na Bu 0b1e npruiioxkeHa Ta3yu BaKCHHA.
lodupane u padoTa ¢ MAIIUHU

Hsxou ot edekTrTe HAa BaKCHHATa, YIOMEHATH B TOuKa 4 (Bb3MOKHM HEXXENaH! peakyun) Morat
BPEMEHHO J1a TIOBIUSAT criocoOHocTTa Bu 3a modupane nim padota ¢ mamuau. M3uakaiite, mokato
Te3u epeKTH OTIIYMSAT, IPeH Ja modupaTe WiK 1a paboTHTE C MAIIUHH.

3. Kak ce npuiara Comirnaty

Comirnaty ce nmpuiara karo urxkeknus ot 0,3 ml B MycKkyn B TOpHATa 4acT Ha pbKara.

Ille Bu ObaT HanipaBeHU 2 WHKCKIUH.

[MpenopbuBa ce BTOpaTa 71032 OT ChIllaTa BaKCHHA Ja e MPHIIOXKH 3 CEIMUIIM CJIE/ TbpBaTa J103a, 3a
Jla ce 3aBBPINY BAKCHHAI[HOHHUAT KYPC.

Byctep moza (tpeta no3a) Comirnaty MoxXxe J1a ce MPIIIOKH Hai-MaJIko 6 Mecela ciel BTopara J03a
Ha JIMIa Ha BB3pacT 18 u moBeye rouHu.
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AKO cTe IMYHOKOMIIPOMETHPAHH, MOXKE J1a TIOJTydnuTe TpeTa mo3a Comirnaty Hail-mManko 28 qHH clien
BTOpAra Jio3a.

AKO UMaTe HIKaKBH JIOTBIHUTEITHA BBIIPOCH, CBHP3aHHu ¢ yrorpedbara Ha Comirnaty, monuraiire
Bamms nekap, ¢papManeBT WM MEUIIMHCKA CECTpa.

4, Bb3MOKHHU HeKeJTaHU pe€aKkuumn

Kakro Bcuuku BaKCHUHH, Comirnaty MOIXKE [1a IPCAU3BHUKA HCIKCIIAHNU PCAKIINN, BBIIPECKH Y€ HE BCCKU
' IoJIy4aBa.

MHOro0 4ecTH HesKeJIaHU PeaKlUM: MOrar Ja 3acerHat noseue ot 1 Ha 10 mymmum
Ha MCTOTO Ha HHXKEKTUpaHe: 00JIKa, OTOK

yMmopa

ri1aBo0oJIne

0oJKa B MYCKYJIUTE

BTpHICaHE

00JKa B CTaBUTE

TUapus

MTOBUINIEHA TEMITEpaTypa

Hsxou oT Te3u HEXENaHU PeakIMy ca MAJIKO MO-UYeCTH IIpH I0HOIK Ha 12 10 15 roguHu, OTKOIKOTO
MIpU BH3PaCTHHU.

YecTH HexkeJTaHM PeaKUMU: MOTaT Aa 3acerHat o0 1 va 10 mymmum

L4 3a4C€pBiABAaHC HA MACTOTO HA MHIKCKTHPAHC
o raacHe
o MOBPBUIIAHC

HeuecTn He:kenaHu peakuum: Morat aa 3acerHat Ao 1 va 100 gymm
yroieMmeHu InM(pHU Bb3MH (Ha0IF0/1aBa ce o-4ecTo ciies Oycrep mo3aTa)
HEPas3MoI0KEeHHE

0oJKka B pbKaTa

Oe3chHHe

ChpOEX HA MACTOTO HA HHXKEKTHUPAHE

AJICPTUYHH PEaKIIMH KaTo 0OPUB WK CHPOEK

ycermaHe 3a cJ1aboCT WiTH JINTICA Ha EHEePTHS/ChHIUNBOCT
HaMaJIeH aleTuT

MIPEKOMEPHO U3MOTIBAHE

HOIIIHU M3MOTSABAaHUS

Penku Hesxenanm peakuuu: Morat 1a 3acersat 1o 1 Ha 1 000 nymm
. BPEMEHHO €IHOCTPAaHHO YBUCBAaHE Ha JINLETO
o QJIIEPTUYHU PEAKINHU KaToO YPTUKApUS UIIH MOJyBaHe Ha JTUIIETO

C HeW3BeCTHA 4eCTOTA (OT HATMYHUTE TaHHU HE MOXKe J1a ObJIc HAallpaBeHa OIICHKA)
. TEXKa aJepruIHa peaKIus

o BB3MAIICHUE HA ChPACYHHS MYCKYT (MHOKapIUT) WK Bh3MAICHUE HA BhHIHATA OOBHBKA Ha
CBHPIETO (TIEpUKAPIUT), KOSTO MOXKE Ja TOBEAC 110 3ayX, ChplicOreHe Wit 00IKa B T'bPIUTE

. 0OIIMpEH OTOK Ha BAKCUHUPAHUS KPaHUK

o OTOK Ha JIUIETO (TIOyBaHE Ha JIMIIETO MOXKE JIa Ce TIOSBU MPY MAIMECHTH C JIepMajicH (QUITbp)
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Cpo0maBaHe HA HesKeJIAHU peaKIun

AKO IOJTyYHTe HAKAKBU HE)KEJIaHHU JICKAPCTBCHM PeaKivy, yBeaomere Barus aekap, hpapMaieBT Win
MEIMIMHCKA cecTpa. TOoBa BKJIFOYBA BCUYKU BH3MOXKHH HEONHMCAHU B Ta3U JTUCTOBKA HEXEIIAaHU
peaknuu. Moxere ChIIo Aa ChOOIINTE HEXKETAHN PEaKIUU JUPEKTHO Ype3 HAI[MOHAIHATA CHCTEMA 3a
choOIaBane, mocoyeHa B [Ipunokenue V, U 1a BKIIOYUTE TApTUAHUSI HOMEP, ako ¢ HaaudeH. Kato
CchOOIIIaBaTe HEXKEITAHN PEAKIIMY, MOXKETE Ja JaJeTe CBOS MIPUHOC 3a MOJIy4aBaHe Ha IMOBEYe
nH(pOpMAIUI OTHOCHO 0€30MMacHOCTTa Ha TOBA JIEKApPCTBO.

5. Kak na cexpansiBate Comirnaty
Jla ce cbxpaHsBa Ha MSICTO, HEAOCTBHITHO 3a JIETa.

CJ'IC,Z[BaH_IaTa I/IH(l)OpMaL[I/IH OTHOCHO CBbXPaHCHUCTO, CPOKAa HAa TOAHOCT U pa60TaTa € MMpceAHa3Ha4YCHa 3a
MCIHUIIMHCKHU CIICIUAJINCTH.

He u3non3Baiite TOBa JIEKapCTBO ClE]l CPOKaA HAa TOHOCT, OTOEA3aH BbPXY KaPTOHEHATA OMAKOBKA U
erukera cien "['ogen no:". CpoksT Ha TOAHOCT OTTOBAPS HA MOCIIETHUS JIEH OT IMTOCOYCHUS MECEIT.

[a ce cpxpansiBa BbB ¢pusep mpu -90°C no -60°C 3a 6 mecena.

[a ce cpxpaHsIBa B OpUrHHAIHATA OIIAKOBKA, 3a J1a C€ TPE/Ia3y OT CBETIIMHA.

Bakcunara Mmoxxe fa ce noiayuu 3aMmpasena rnpu -90°C no -60°C wnu npu -25°C go -15°C. Caen
noJiyyaBaHe 3aMpa3eHaTa BakCHHA MOXKe Ja ce cbxpansBa wiu npu -90°C no -60°C, wnu nipu 2°C 1o

8°C.

Koraro ce cpxpansBa 3ampaseHa npu -90°C no -60°C, BakcuHaTa MOKe 1a ce pa3Mpasu uiau npu 2°C
1m0 8°C, unu nipu craitna Temmneparypa (o 30°C).

Cren xaTto BeTHBX € U3BaJicH OT Qpr3epa, HEOTBOPECHUSAT (hIIaKOH MOXKE JIa Ce ChXpaHsBa B
xnaguauK 1pu 2°C o 8°C 3a eguHMYCH nepro 10 10 ceaMuIy B paMKUTE Ha 6-MECEUHUs CPOK Ha
TOMHOCT. BppXy KapTOHEHATa OITaKOBKa TPsiOBa /la ce OTOEIIECKH HOBaTa J1aTa 3a M3XBhpIistHe mpu 2°C

a0 8°C. CJ'ICZ[ KaTO BEAHBXK € pasMpa3CHa, BAKCUHATA HEC MOKEC /1a C€ 3aMpa3siBa IIOBTOPHO.

[Ipenu ynotpeba HEOTBOPEHUTE (PIIAKOHU MOT'AaT Ja Ce ChXpaHABaT 10 12 yaca mpu TeMIepaTypa
Mexay 8°C u 30°C.

C pa3mpazenute (hIaKkoHU MOKe J1a ce padOTH B YCIOBHSI Ha CTaiiHa CBETIIMHA.

Cren mbpBOTO MPOOMBaHE Ha 3aMylIaiKara Ha (JIakoHa, CbXpaHsIBalTe U TPAHCIIOPTUPANTE
BakcuHata npu 2°C 1o 30°C u s n3nonssaiite B pamkute Ha 12 yaca. 3xBbpieTe HEM3MoA3BaHaTa
BaKCHHA.

He u3non3Baiite Ta3u BakcHHa, ako 3a0esIeKUTe BUAMMHU YaCTULH WM IPOMSIHA B LIBETA.

He u3xBbpasiite nekapcTBaTa B KaHAJIU3alUATa WM KOHTEWHEpa 3a JoMallHu oTnaabiu. [lonuTaiite
Bammus ¢apmaneBT kak Aa U3XBBPITE JIEKapCcTBaTa, KOUTO Bede HE U3Moi3BaTe. Te3n MepKu 1ie
CIIOMOTHAT 32 OIIa3BaHE Ha OKOJIHATA CPeAa.

6. Chabp:kaHue Ha OIAKOBKATA M JOITbJIHUTETHA MHpOpManus

Kakso cbabp:ka Comirnaty

. AxtusHO BemecTBo: HPHK Bakcuna cpeury COVID-19, napeuena To3nHamepat. OakoHbT
cpabpka 6 1o3u no 0,3 ml, Besika ¢ 30 MUKporpaMa TO3HHAMEpaH.
o Hpyru cberaBku:
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

- ((4-xunpoxcubyTum)azaneaumn)ouc(xexcan-6,1- ) omc(2-XeKCHUITIEKaHoaT)
(ALC-0315)

- 2-[(momuermnenrankon)-2000]-N,N-gurerpanermnaneramu (ALC-0159)

- 1,2-nucreapomnn-sn-riuuepo-3-pochoxoiun (DSPC)

- XO0JIeCTEPOI

—  TPOMETaMOJI

—  TPOMETaMOJIOB XHUAPOXIIOPHIT

- 3axaposa

- BOJIa 32 UHXKEKIIMU

Kak m3rne:xxga Comirnaty 1 KakBo ChABbP:Ka ONIAKOBKATA

Bakcunarta ¢ Osu1a 10 moutu 6suta qucnepeust (pH: 6,9 — 7,9), nocraBsiia B MHOT01030B (hJIAKOH €
6 mo3u — po3pauen ¢uakon (ctekiro Tam 1) 2 ml, ¢ rymena 3amyIiainka u ¢ aTyMHHAEBA 00KaTKa U
OTYYIBAIIO CE CHBO TUIACTMACOBO Karmaye.

Bunore onakoBku: 195 diakona unu 10 ¢urakona
He BcHuKH BHIOBE OMAKOBKK MOTAT Jia ObJaT IyCHATH Ha Ma3apa.

IIpuTtexaTes1 Ha pa3pelIeHHETO 32 yoTpeda
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

I'epmanus

tel.: +49 6131 9084-0

(dakc: +49 6131 9084-2121
service@biontech.de

IMpousBoaurean

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

I'epmanus

Pfizer Manufacturing Belgium NV
Rijksweg 12

2870 Puurs

benrus

3a AombIHATETHA HHPOPMAITHS OTHOCHO TOBA JIGKAPCTBO, MOJIS, CBBPIKETE CE C JIOKATHHS
MPeICTaBUTEN HA TIPUTEXKATENS Ha pa3pelIeHHeTo 3a yrnorpeoda:

Belgié/Belgique/Belgien Lietuva
Luxembourg/Luxemburg Pfizer Luxembourg SARL filialas Lietuvoje
Pfizer S.A./N.V. Tel. +370 52 51 4000
Tél/Tel: +32 (0)2 554 62 11

Boarapus Magyarorszag
[aiizep JlrokcemOypr CAPJI, Kion Pfizer Kft

Bwarapus Tel: +36 1 488 3700
Ten: +359 2 970 4333

Ceska republika Malta

Pfizer, spol. sr.0. Vivian Corporation Ltd.
Tel: +420 283 004 111 Tel: +35621 344610
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Danmark
Pfizer ApS
TIf: +45 44 201 100

Deutschland

BioNTech Manufacturing GmbH

Tel: +49 6131 90840

Eesti

Pfizer Luxembourg SARL Eesti filiaal

Tel: +372 666 7500

EA0LGoa
Pfizer EAMGG ALE.
TnA.: +30 210 6785 800

Espafia
Pfizer, S.L.
Tel:+34914909900

France
Pfizer
Tél +33 158 07 34 40

Hrvatska
Pfizer Croatia d.o.0.
Tel: +385 1 3908 777

Ireland

Pfizer Healthcare Ireland
Tel: 1800 633 363 (toll free)
+44 (0)1304 616161

Island
Icepharma hf
Simi: +354 540 8000

Italia
Pfizer S.r.l.
Tel: +39 06 33 18 21

Kvnpog

Pfizer EAAGG A.E. (Cyprus Branch)

TnA: +357 22 817690

Latvija

Pfizer Luxembourg SARL filiale Latvija

Tel.: +371 670 35775

Norge
Pfizer AS
TIf: +47 67 526 100

Nederland
Pfizer BV
Tel: +31 (0)10 406 43 01

Osterreich
Pfizer Corporation Austria Ges.m.b.H
Tel: +43 (0)1 521 15-0

Polska
Pfizer Polska Sp. z o.0.
Tel.: +48 22 335 61 00

Portugal
Laboratorios Pfizer, Lda.
Tel: +351 21 423 5500

Romania
Pfizer Romania S.R.L
Tel: +40 (0) 21 207 28 00

Slovenija

Pfizer Luxembourg SARL

Pfizer, podruZznica za svetovanje s podrocja
farmacevtske dejavnosti, Ljubljana

Tel.: +386 (0) 1 52 11 400

Slovenska republika
Pfizer Luxembourg SARL,
organizacna zlozka

Tel: +421 2 3355 5500

Suomi/Finland
Pfizer Oy
Puh/Tel: +358 (0)9 430 040

Sverige
Pfizer AB
Tel: +46 (0)8 550 520 00

United Kingdom (Northern Ireland)
Pfizer Limited
Tel: +44 (0) 1304 616161

JlaTa Ha mocJieaHo mpepasriexkaaHe Ha Jucropkata {MM/I'TTT}

ToBa ekapcTBO € pa3pelieHo 3a ynorpeda o T. Hap. cXema ,,pa3peliaBane nox yciosue'. Toa
03HayaBa, 4e 3a JICKapCTBOTO CE OYaKBaT JOIIBJIHUTENIHYU JaHHU. EBponelickaTa areHIus mno



JIeKapcTBaTa Ie U3BLPIIBA MPEriie/l Ha HoBaTa HHPOPMAIIUS 32 JIEKAPCTBOTO TIOHE BEAHBK TOIUIIHO
Y Ta3M JIUCTOBKA CHOTBETHO IIIe CE aKTyaJn3upa.

CKaHHpaﬁTC Koza C MOOUIHO YCTPOﬁCTBO, 3a J1a MMOJIYUUTEC JIMCTOBKATA HA PAa3JIMYHU C3ULHU.

URL: www.comirnatyglobal.com

[TonpoOHa uHOpMaIKs 3a TOBA JIEKApCTBO € IpeocTaBeHa Ha yeOcaiiTa Ha EBporetickara areHIus
o jiekapcTBata http://www.ema.europa.eu.

Tasu nucroBka e HanuyHa Ha Bcuuku ez Ha EC/EUII Ha yeOcaiita Ha EBporneiickara areHIus 1o
JeKapcTBara.

ITocoyenara mo-a0Jay HH(I)OpMaIII/IH € MpeaHasHayeHa caMo 3a MEAUIIHHCKH CIICEHHATUCTH:

[punaraiire Comirnaty MHTpaMyCKyJTHO KaTo bpBHYEH Kypc oT 2 no3u (0,3 ml Bcska) npes
WHTEpBaI OT 3 ceaqmuIti. bycrep mo3a (Tpeta mo3a) Comirnaty MoXe aa ce MPIIOKH Hai-MajIKo
6 Mecela cien BTopaTa 034 Ha JIMIA Ha Bb3pacT 18 1 moBede ToAnHH.

Ha Texxxo "MyHOKOMITPOMETHPAHH JIMIIAa MOXKE J1a C€ TIPIIIOKH TPETa 1032 Hal-MaJIKo 28 THU Cle.
BTOpATa 7103a.

IIpocnenumoct

3a Ja ce HOZ[O6pI/I MmpocCICAMMOCTTA Ha OHOJIOTUYHUTE JICKApPCTBCHU MMPOAYKTHU, UMCTO U MMAPTUAHUAT
HOMCP Ha MPUWJIOKCHUSA TPOAYKT TpSI6Ba SICHO Ja C€ 3aIrcCBar.

Yxka3anus 3a padora
Comirnaty TpsiOBa 1a ce MPUTOTBU OT MEJULIMHCKHU CIIEIUAIIICT, KaTO C€ M3I0JI3Ba aCENITHYHA
TEXHUKA, 33 Ja Ce FapaHTUpa CTEPUIHOCTTA HA IIPUrOTBEHATA AUCIIEPCHS.

INPOBEPKA HA TO3ATA

e IIpoBepere naau GIAKOHBT € ChC CHBO
[IACTMACOBO Karade. AKO (pJIakoHBT € ¢
JIMJIaBO TIACTMACOBO Karaye, MOJIs,

Cugo HarmpaBeTte crnpaBka ¢ KpatkaTta

Kamayue XapaKTepUCTHKA Ha TIPOYKTa 3a

Comirnaty KOHIIEHTpAT 3a

MHKCKIIMOHHA JUCTICPCHSL.

00 NOT DILUTE

Date / Time:
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NPEIN YIIOTPEBA

Ja ce cbxpansBa
a0 10 cexmunu
npu 2°C g0 8 °C,
KOpUrupaiite
CpPOKa HA
TOTHOCT BBPXY
OMaKOBKaTa

~

AKO MHOT'0JI030BHSAT (hJTaKOH Ce
ChXpaHsBa 3aMpa3eH, Tol TpsiOBa 1a ce
pasMpasu npeau yrnorpeda. 3aMpa3eHATE
(hakoHM TpAOBa Ja ce MpeHecar B cpeaa
¢ temneparypa 2°C no 8°C, 3a na ce
pa3MpassT; pa3Mpa3sBaHETO Ha eHa
omakoBka ¢ 10 ¢rakoHa Moxe na
oTHeme 6 yaca. YBepeTe ce, ue
(h1akoHWTE ca HAITBJIHO Pa3Mpa3eHU
npeau ynorpeoa.

Cren npemecTBaHe Ha (DIakOHHUTE 32
cpxpanenue npu 2°C no 8°C,
KOpHUTHpaNTe CpoKa Ha TOAHOCT BBPXY
KapTOHEHaTa OTaKOBKa.

HeorBopenute ¢pnakonu mMorat na ce
chxpaunsBar 10 10 cenmunu pu 2°C 1o
8°C B paMKHTE Ha 6-MECEUHHS CPOK Ha
TOJTHOCT.

Bb3MoxeH e Apyr BapUaHT, IPU KOKUTO
SIVMHUYHY 3aMPa3eHU (IIaKOHU MOXKE Ja
ce pa3mpasar 3a 30 MUHYTH IIpH
temrrepatypa g0 30°C.

[penu yotpeda HEOTBOPEHUSAT (IIAKOH
MOJKE J1a ce ChXpaHsaBa 10 12 gaca npu
temneparypa 1o 30°C. C pa3mpazeHute
(hakoHN MOXe Jia ce paboTH B YCIIOBHS
Ha CTallHa CBETJIMHA.

Buaumarenno 10 nbTH

Buumarenno pa3mecere, kaTo 00bpHETE
¢nakonute 10 mpTH npenu ynotpeoda.
He pasknamaiite.

[Ipenu pasmecBaHe pa3mMpaseHarTa
JMCTIepcUsl MOXKE J1a ChIbprka Oesun 10
nouTH Oey Herpo3padyHu aMoOphHU
YaCTHIIH.

Cnen pa3MecBaHe BaKCHHATa TpsiOBa Jja
IPE/ICTABIIsABA IOYTH OsiIa TUCTICPCHS
6e3 Bunumu yactuuu. He uznonspaiite
BaKCHHATa pU HAJIMYME Ha YaCTHLU WIN
MIPOMsIHA B LIBETA.
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NPUTOTBAHE HA UHAUBUJYAJIHU 103U COMIRNATY OT 0,3 ml

0,3 ml Bakcuna

Karo n3non3sate acentuyHa TEXHUKA,
MOYKCTETE 3amyIiaiKkara Ha (1akoHa ¢
TaMITOH 3a eIHOKpaTHa yrorpeoa,
HAIOCH C AaHTUCETITHYCH Pa3TBOP.

Uzrernere 0,3 ml Comirnaty

TpsiOBa 1a ce U3MON3BAT CIIPUHIIOBKU
W/WJIH UTIIN C MalTbK MBPTHB
(Hew3non3BaeM) 00eM, 3a Jia Ce U3TETIISIT
6 no3u ot equH rakon. KomOuHarmsita
OT CIIPUHIIOBKA H UTJ1a C MATbK MBPTHB
obemM TpsOBa 1a IMa MBPTHEB 00EM HE
MO-TOJISIM OT 35 MUKPOJIUATPA.

AKO ce M3M0I3BaT CTaHAapTHH
CIIPUHIIOBKY M MIJIH, MOXeE JIa HsIMa
JIOCTaThU€H 00eM 3a M3TETIISTHE Ha

6 103u OT eauH (pIaKoH.

Besika no3a tpsoBa ga ceaspxka 0,3 ml
BaKCHHA

AKO KONHYEeCTBOTO Ha OCTaHaJIaTa BbB
(hmaxoHa BakCHHA HE MOXKE Ja JOCTAaBU
eaHa 1si1a no3a ot 0,3 ml, u3xebpriere
(hrakoHa ¥ U3TUIITHAS 00eM
M3xBBHprieTe HEU3MoI3BaHATa BAKCHHA
12 yaca cien mbpBOTO IPOOKUBAHE Ha
3amynrankara Ha (paKoHa. 3amuiiere
CHOTBETHUTE JlaTa/4ac BbPXY (priakoHa.

H3xBBpIIsiHe

HewnznomsBanusT nexapcTBEH NPOAYKT WU OTHAABYHATE MaTepHalId OT HETo TPsiOBa Ja ce M3XBBPIIAT

B CBOTBCTCTBUEC C MCCTHUTC N3HUCKBAHH.
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