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 KOHIIEHTpAT 32 WHKEKIIMOHHA JAUCTICPCHUS

nPHK Bakcuna cpeury COVID-19 (aykneo3unno Moguduuupana)

COVID-19 mRNA Vaccine (nucleoside modified)

2. KAUYECTBEH U KOJIMYECTBEH CbCTAB

ToBa e MHOT0030B (PJIAKOH M CHIBPKAHUETO My TPAOBa Ja ce pa3peau mpeau ynorpeoda.

Enmun ¢naxon (0,45 ml) chabprka 6 no3u mo 0,3 ml cnen paspexnane, Bixkre Touku 4.2 u 6.6.

1 no3a (0,3 ml) chapprka 30 mukporpama uPHK Bakcuna cperry COVID-19 (BkiroueHa B JIHITHIHH
HAHOYACTHIIN).

EnnoBepmxkHa, 5’-kenmpana napopmarnmonsa PHK (nPHK), npousBenena ¢ m3non3Bane Ha
Oe3kneThuHa IN Vitro tpanckpumims ot choTBeTHUTe JJHK-MaTpuim, komupanu BupycHus S (Spike)-
npoterH Ha SARS-CoV-2.

3a IBJIHUA CIINCHK HA [TOMOIIHUTE BEIECTBA BUKTE Touka 6.1.

3. JIEKAPCTBEHA ®OPMA

KonmeHnTpar 3a HHXEKIIMOHHA TUCTIEPCHUS (CTEpUIICH KOHIICHTPAT)

Bakcunara nipencrasiisisa Osuta 70 mouTu Osita 3amMpasena aucrepeust (pH: 6,9 — 7,9).
4. KJIMHUYHU JAHHHA

4.1 TepaneBTHYHM MOKA3AHMSA

Comirnaty e moka3aHa 3a aKTHBHA HMYyHHW3aI¥sl 3a IpeBeHIus Ha 3a0onsBaneTro COVID-19,
npudrHEeHo oT Bupyca SARS-CoV-2, Ha nuua Ha Bb3pacT 12 u moBeye roANHU.

Ynorpebara Ha Ta3u BakCHHA TPsIOBA 11a € B CHOTBETCTBHE C O(PUIIMATHNATE PENOPHKH.

4.2 ]Jlo3upoBKa U HAYMH HA MPUJIOKEHHE

AOBI/I[ZOBKa

Jluya na ev3pacm 12 u nogeue 200unu
Comirnaty ce mpuiara ”HTpaMyCKYJIHO ClIe/l pa3pexaHe kato Kype ot 2 no3u (no 0,3 ml Beska).
IIpemoppuBa ce BTOpaTa 1034 Jia Ce MPUIOKH 3 CEIMHUIIN CIIe IbpBara 103a (Bk. Touku 4.4 u 5.1).

JlurcBaT JaHHU OTHOCHO B3auMo3aMeHseMocTTa Ha Comirnaty ¢ apyru Bakcunu cpeury COVID-19 3a
3aBbpIUBaHE Ha BaKCHHALMOHHU Kypc. JInna, Ha kouto e npunoxena 1 goza Comirnaty, TpsOBa na
noxy4ar BTopa no3a Comirnaty, 3a /1a 3aBbpIIaT BaKCHHAIIMOHHMS KYPC.



Ileduampuuna nonyrayus
be3onacHocTTa U ehukacHocTTa Ha Comirnaty mpH MeUATPUIHN YIACTHUAIM HA BB3PaCT MO-MaJKO OT
12 ronuHY BCe OIlle HE ca yCTaHOBEHU. HamnvHM ca orpaHUYEHU TaHHU.

Tonynayus 6 cmapuecka 6vb3pacm
He ce nanara kopurupaHe Ha Jo3ata IpH JIMIA B CTapUecka Bb3pacT > 65 rojauHu.

Hauua Ha npusioxxeHue

Comirnaty TpsibBa 1a ce mpuiara UHTpaMyCKYJTHO Cliell pa3pex/ane (BxK. Touka 6.6).

Cren paspexaane ¢iakonute ¢ Comirnaty ChabpiKaT IiecT 031 Bakcuna o 0,3 ml. 3a ga ce
U3TETIIAT IIECT JIO3U OT eIWH ()JIaKOH, TPSAOBA J]a ce U3IMOI3BAT CIIPUHIIOBKH ¥/VITH UIJIH C MAITbK
(Hewsnon3BaeM) MBPTHB 00eM. KoMOMHAIMATA OT CIIPUHIIOBKA U UTJIa ¢ MATEK MBPTHB 00eM TpsiOBa
Jla IMa MBPTHB 00€M He TIO-TOJISIM OT 35 MUKPOJIHUTPA. AKO CE U3MOJ3BAT CTAHJAPTHU CIIPHUHIIOBKH U
UTJIH, MOXeE Jia HsIMa JI0CTaThueH 00eM 3a U3TETJIsIHE Ha IIECT JJ03U OT eauH (iakoH. HezaBucumo ot
BUJIa Ha CIIPUHIIOBKATA U UTJIaTa:

o Bcsika no03a TpsioBa na chabspxa 0,3 ml Bakcuna.

° AKO KOJIMYECTBOTO HA OCTaHallaTa BbB (pJlaKOHA BaKCHHA HE MOXe€ Ja JOCTaBH €IHa IIs1a 1032
ot 0,3 ml, usxBwpiere ¢akoHa U U3THITHUS 00EM.

° He cw0upaiite M3MUIIBIUTE BAKCHHA OT HIKOJKO (h1akoHa.

Hpe)_IHO‘II/ITaHOTO MACTO € ACITOUIHUAT MYCKYJI B TOpHATa 4aCT HA pbKaTa.
He HH)KGKTHpaﬁTe BaKCHMHATa MHTPABACKYJIApHO, IIOJKOXXHO WJIW UHTPAACPMATIHO.

Bakcunata He TpsOBa Jja ce cMecBa B €/IHA U ChIl[a CIPUHIIOBKA C JJPYTH BAKCUHH WX JIEKAPCTBEHH
MPOAYKTH.

3a mpeanasHuTEe MEPKU, KOUTO TPsOBa 1a OBAAT B3ETH MPEIN MPUI0KECHNE HA BAKCHHATA, BIXKTE
Touka 4.4.

3a yKkazaHHATa OTHOCHO pa3MpassiBaHeTo, paboTara U M3XBHPIITHETO HA BAKCHHATA BUKTE TOUKa 6.6.
4.3 TIIpoTuBONOKA3AHHUS

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

4.4  CpeuuajHu npeaynpe:kieHUst U NpelNa3sHy MepPKH MPH yNoTpeda

IIpocnenumoct

3a fma ce moIo0pH MPOCIETUMOCTTa Ha OHOJIOTHYHHUTE JIEKAPCTBEHH MPOTYKTH, UMETO U MTAPTHIHUAIT
HOMEp Ha MPIJIOKEHUS MPOTYKT TPsiOBa SCHO J1a CE 3amMCBarT.

OO011 TPENOPHLKHU

CspvxuyscmeumenHocm u aHUIaKCcus

NwMa cpoOienus 3a cr0uTHA Ha aHadrakcus. Bunaru TpsOBa a Ma Ha pa3oIOKESHUE TIOAX OIS0
MEAMIIMHCKO JICYCHHUE U HaOJII0ICHUE B Cydai Ha aHa(QUIaKTHYHA PeaKIys ClIe]] MPUIOKEHUE Ha
BaKCHHATAa.

[IpenopbuBa ce BHUMATEITHO HAOJIOJICHNE B ITPOIBIDKCHUE HA Hal-Maiko 15 MUHYTH cief
BakcHHanuATa. He Tps6Ba 1a ce mpuiara BTopa 103a OT BAKCHHATA Ha JINIIA, TOTYYMIN aHa(uIakcus
KbM IIbpBaTa j03a Comirnaty.



Muoxapoum u nepuxapoum

Crnen BakcurHanmst ¢ Comirnaty ca HabJIr0TaBaHM MHOTO PEIKH CIIYIal Ha MAOKAPAWT U TIEPUKAPJINT.
Te3u ciryyau ca HACTBIIJIM MTPEIUMHO B PAMKUTE Ha 14 THU cliel BaKCHHAIUS, IT0-YECTO CIIE
BTOpaTa BaKCUHA U TI0-9ECTO MPH MO-MIaIu Mbke. OT HAIMYHUTE JAHHU MOXE JIa C€ MPEIIOJI0KH, Ue
NPOTUYAHETO HA MUOKAPJIUT U IMIEPUKAPIUT CIie]l BAKCHHAIIMATA HE CE Pa3liniaBa OT TOBA IPH
MHUOKapIUT WIA TEPUKAPINT KATO IISIIO.

MenuIHCKATE CIITIHATMCTH TPOBa Na ObJaT OMUTENHU 32 MPU3HALUTE U CHMITOMHTE Ha
MHUOKapJIUT U TIepuKapanuT. BakcnHupanuTe nuia TpsoBa ga ObJaT HHCTPYKTHPAHU J1a TIOTHPCAT
He3a0aBHO MEIUIMHCKA TIOMOIL, aKO Pa3BUAT CUMITOMH, IIOKA3aTEITHH 32 MHOKapAUT MU
NEePUKApINT, KaTo (0CTpa U MPOABIDKUTENHA) 00JIKa B TbPAUTE, 3a4yX WM MAIIUTALUH CIe]
BAaKCUHALMATA.

MG,Z[I/ILII/IHCKI/ITe CIICIaJInCTH Tpﬂ6Ba Ja Ha1rIpaBAT CIIpaBKa C pPbKOBOACTBATA W/ WIIH CIICIUAJIMCTUTE 3a
JAUAarHOCTUIUPAHE U JICHCHUC HAa TOBA 3a00JI9BaHe.

Peaxyuu, cevpsanu c mpegosicnocm

BbB Bpb3Ka ¢ BaKCUHALMATA MOTaT /12 Bb3HUKHAT PEAKLUH, CBBP3aHU C TPEBOKHOCT, BKIIOUUTEITHO
Ba30OBarajiHu peakiuuu (CHHKOM), XUIIEPBEHTWIANS WM PEAKINH, CBbP3aHU ChC CTpeca, KaTo
MICUXOT€HEH OTIOBOP KbM MHKEKTUPAHETO ¢ Uria. BaykHo € 1a ce B3eMaT Nnpeaa3Hu MEPKH, 3a J1a ce
IIPENOTBPATH HAPAHABAHE OT IPUIIAIaHE.

Cvnvmcmesawo 3abona6arne

BakcunanmsTa TpsOBa J1a ce OTIOKH IPH JIUIIA, CTPAJAIIN OT OCTPO TEXKO (HhedpritHo 3a0osBane
i octpa uHpekuus. Hamnuuero Ha sieka nH(EKIUs 1/Wiii HEBUCOKa TeMIlepaTypa He TpsoOBa 1a
CTaBa MPUYKHA 32 OTJaraHe Ha BaKCHHAIIUSATA.

Tpomboyumonenus u HAPYWeEHUs HA KPBbEOCHCUPEAHEMO

Kakro mpu Apyru HHTpaMycKYJIHH HHXEKIMY BaKCHHATA TPsIOBa Ja ce Mpuijiara BAHUMATEIHO MPH
JMLA, TI0JTyYaBallyl aHTUKOAryJaHTHa TePaIlus WiIM JIMLA ¢ TPOMOOLUTOIEHHUS U HSIKaKBO
HapylleHHe Ha KPbBOChCUPBAHETO (KAaTO XeMOo(mIns), Thii KaTO NPH TE3H JIMLIA MOTaT /1a Bb3HUKHAT
KbpBeHE Wi 00pa3yBaHe Ha CHHHHU CJie]l HHTPaMyCKYJTHO TPUIIOKEHHE.

Hmynoxomnpomemuparnu auya

EduxacHoctTa, 6€30MacHOCTTa U IMyHOTEHHOCTTA Ha BAKCHHATA HE Ca OLCHEHH MPH
UMYHOKOMITIPOMETHUPAHH JIUIIA, BKIFOYUTEITHO T€3H, NOJy4YaBalld UMYHOCYIPECUBHA TepaIHsl.
Edwukacrnocrra Ha Comirnaty MoXe J1a € Mo-HHUCKa MTPH UMYHOCYIIPECHPAHH JIHIIA.

HpOd'b]l.?fCMme]lHOC‘m Ha 3awumama
HpOI["bJI)KI/ITCHHOCTTa Ha 3amuraTra, IpeaocTtaBsiHa OT BAKCUHaTa, HE € U3BCCTHA, TBHi1 KaTO TS BCE OIIE
C€ onpeaecisl B TCKYIIU KIIMHUYHUA ITPOYYBaHUA.

Ozpanuuenus Ha epekmMusHOCMmMa Ha 6aKCUHAMA
KaxTto npu Besika BakcuHa, BakcuHaIusATa ¢ Comirnaty MOXe J1a He 3alUTH BCHIKH BaKCHHHUPAHH.

Hnua MOXKE Ja HE Ca HAITbJIHO 3alllUTCHU O0 7-mus ACH CJICI BTOpaTa 103a OT BAKCUHATA.

Tlomonruu BCIICCTBA

Tasm BakcHHA ChABPIKA IMO-MaJIKO OT 1 mmol kanuit (39 mg) Ha m03a, T.e. MOXKE Ja ce Kaxke, ue
MIPAKTHYECKU HE ChABPIKA KaJIHIA.

Tasm BakcHHA ChABPIKA IMO-MaJIKO OT 1 mmol HaTpwii (23 mg) Ha 1032, T.€. MOXKE JIa Ce Kaxe, ue
MPaKTUIECKU HE ChIbPKa HATPUH.

4.5 B3aumopeiicTBHe ¢ APYIH JIeKAPCTBEHH MPOAYKTH M APYrd (popmMu Ha B3auMoelcTBHE

He ca MPOBCKJAHU NTPOYUYBAHUA 34 BSaHMOHeﬁCTBHHTa.



ChpIrbTCTBANIOTO TIpHIIOKeHHe Ha Comirnaty ¢ ApyTu BaKCUHU HE € MPOYICHO.
4.6 @epTHaNTET, )PEMEHHOCT H KbPMEHe

BpemenHocT

Wma orpannyen onut ot ynorpedara Ha Comirnaty npu 6pemenHu sxenu. [IpoyuBanusrta npu
KMBOTHH HE MOKA3BaT MPEKH WIIN HETPEKH BPEIHH €eKTH, CBbP3aHU ¢ OPEeMEHHOCTTa,
eMOpPHOHAITHOTO/(DEeTaTHOTO Pa3BUTHE, PAXKIAHETO WIN MIOCTHATATHOTO pa3BUTHE (BXK. TOUKa 5.3).
[Mpunoxenne va Comirnaty o Bpeme Ha GpeMeHHOCT TpsiOBa 1a ce 00CHXKIa, CaMO KOraTo
HOTEHIMAIHUTE TTOJI3M Ha/IBUIIIABAT BCAKAKBY MOTCHIIMAIHN PHCKOBE 3a Maiikara u deryca.

Kopmene

He e u3BectHO manmu Comirnaty ce ekckpetupa B KbpMaTa.

DepTunurer

[IpoyuBanusiTa Npu >KUBOTHU HE TIOKA3BAT MPEKH WIH HETIPEKH €(eKTH, CBbP3aHU C PENPOAYKTHBHA
TOKCHUYHOCT (BXK. TOuKa 5.3).

4.7 Edextu BbpXy cnioco0HocTTa 32 ogupaHe u padora ¢ MAIIUHA

Comirnaty He moBIUsIBa HJIH MOBJIKSABA IPEHEOPEIKUMO CIIOCOOHOCTTA 3a 1odupaHe U paboTa ¢
MamuHu. Bee mak HIKOoM oT e(i)eKTI/ITe, IIOCOYCHHU B TOYKaA 48, MoraTt BpEMEHHO Jia IIOBJIUAAT
CHoCOOHOCTTA 32 mopupaHe Wik padoTa ¢ MaLIUHU.

4.8 Hexkenanm JiekapcTBeHH peaKuu

Pesrome Ha mpodumiia Ha Oe30macHOCT

be3onmacHoctTa Ha Comirnaty € olieHeHa IIPH YYaCTHHIIM Ha Bb3pacT 12 1 IoBeYe roJIMHH B

2 KIMHUYHU M3MUTBAHMs, B KOUTO ca BKiItoYeHH 22 875 ydacTHunm (BkiarouBamm 21 744 ydacTHUIN
Ha BB3pacT 16 u moeue roguuy u 1 131 ronommu Ha Bb3pact 12 10 15 rofauHm), MOXyYHIN TIOHE eHa
nmo3a Comirnaty.

OO6mmmsT npodui Ha O6ezomacHocT Ha Comirnaty npu roHomwM Ha Bb3pacT 12 1o 15 roxuHu € nogoOeH
Ha HAOJII0TaBaHMs TIPH YIaCTHUIINA Ha BB3pacT 16 u moBeye TOauHM.

Yuacmuuyu na év3pacm 16 u noseye coounu

B Ilpoyusane 2 06110 21 720 yyacTHHIIM Ha BB3pacT 16 Wil MoBeYe FOAMHHU Ca MOTYUHIH [TOHE

1 no3a Comirnaty u 00110 21 728 ydacTHUIM Ha Bb3pacT 16 Wiy moBede roAMHM ca MOy IHIH
riane6o (BkirouutenHo 138 u 145 ronomu Ha 16- 1 17-roguinHa Bb3pacT CbOTBETHO B rpyIaTa Ha
BaKCHHATa ¥ rpynara Ha riaie6o). O6mro 20 519 yuactaunu Ha Bb3pacT 16 mim moBeve roguHu ca
nonyuwim 2 no3u Comirnaty.

KbM MoMeHTa Ha ananu3a Ha [Ipoyusane 2 o6uro 19 067 (9 531, momyunnu Comirnaty, u 9 536,
MOJTYYHIIH TUIane00) yJacTHUIN Ha Bh3pacT 16 U moBeye rofiMHU ca OLEHEHH 32 0e30IacHOCT B
NPOIBIDKCHUE HAa Hali-MaJKo 2 Mecela ciel BTopaTta 1o3a Comirnaty. Tosa BkirouBa oo 10 727
(5 350, momyunnu Comirnaty, u 5 377, moay4niu miane60) ydacTHHIM OT 16- 10 55-roaumniHa
BB3pacT 1 0610 8 340 (4 181, momyuwau Comirnaty, u 4 159, moayunnu mianebo) y4acTHHIH, Ha
BB3pacT 56 u roBeye roJuHH.

Haii-uectute HexenaHu peakiuy P YYaCTHUIIMTE Ha Bb3pacT 16 u moBede roanHu ca Oosika Ha
MSCTOTO Ha umxektupane (>80%), ymopa (>60%), rinaBobomnue (>50%), muanrus u prpucane (>30%),
aptpairus (>20%), mUpeKcus 1 oIyBaHe Ha MSICTOTO Ha MHKekTupane (>10%) 1 0OMKHOBEHO ca



JICKU WJIN YMCPEHU 11O UHTCH3UTET U OT3BYYaBaT B paMKUTC Ha HAKOJIKO AHU CJICA BaKCHMHalUATA.
MaJko mo-Malika 4ecToTa Ha ChOMTHATA Ha PEAKTOI€HHOCT CE€ CBBP3Ba C IIO-TOJIIMa Bb3pacT.

[IpodunbT Ha Ge3omacHOCT npyu 545 ydacTHUIM Ha Bb3pacT 16 u moBeve TOAWHH, BAKCHHUPAHU C
Comirnaty, KouTo ca omiu ceporno3uTuBHH 3a SARS-C0OV-2 Ha M3X0AHO HHBO, € TOJ00CH Ha
HaOJIFoTaBaHus IPH 001IIaTa Oy TaIHs.

FOnowu na év3pacm 12 0o 15 coounu

[Ipu ananu3 Ha [IpoyuBane 2, 0a3upaH Ha JaHHWUTE JI0 JlaTaTa Ha 3aK/Il0YBaHe Ha JaHHUTE 13 MapT
2021, 2 260 ronomm (1 131, Bakcunupanu ¢ Comirnaty, u 1 129, Bakcunupanu ¢ mianedo) ca Ha
Bb3pact 12 1o 15 rogunu. Ot Tsax 1 308 oo (660, Bakcurupanu ¢ Comirnaty, u

648, BakcuHupaHu ¢ 1mIanedo) ca MPOCiIeAeH! B IPOABIDKEHIE Ha Hali-MajIKo 2 Mecelia Ciel BTopaTta
no3a Comirnaty. Ouenkara 3a 6e3omnacaoct B [IpoyuBane 2 nmpoabiiKaBa.

Haii-uecTute HexXellaHU peakIuy NP FOHOIIM Ha Bbh3pacT 12 10 15 roguHu ca 0oJika Ha MACTOTO Ha
umkektupane (>90%), ymopa u rinaBodonue (>70%), muanrus u Brpucane (>40%), aptpanrus u
nupekcus (>20%).

CouchK Ha HEXKEJIAHU PEaKIMK OT KIMHUYHHA M3IUTBAHUSA M OT TOCTMAPKETHHTOBHUS OTIHT, IIPH JIUIIA
Ha BB3pacT 12 ¥ moBeye roJiHy, B TA0JHYEH BUI

Hexenanute peakiuy, HabI0aBaHM 10 BpeMe Ha KITMHUYHUTE MTPOYYBaHUs, ca W30pPOSHH MO-10ITy,
CBIJIACHO CIICTHUTE KaTETOPUH MO YECTOTA!

MHoro gectu (>1/10),

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

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

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

Mmuoro peaxu (<1/10 000),

C HensBecTHA 4eCTOTa (OT HAJIMYHHUTE JJAHHU HE MOXe J1a ObJIc HAlpaBeHa OCHKA).

Ta6auma 1:  HekesiaHU peaklMu OT KJIMHUYHHUTE NpoyuBanus Ha Comirnaty u ot
NMOCTMAPKETHHIOBHSI OMUT MPH JIMIA HA BB3pacT 12 u noBeye roinHu
CucreMo-opratHeH Kjiac MHuoro YecTn Heuectn Penxn C Heu3BecTHa
4ecTH (>1/100 o {(>1/1 000 no | (=1/10000| wuyectoTa (OT
(=1/10) <1/10) <1/100) | mo <1/1 000) waaMYHHUTE
JaHHM He
Moxke 1a 0bjae
HATIpaBeHA
OIICHKA)
Hapymenns Ha kxpbBTa 1 Jlumdane-
nuMmdHaTa cCUCTeEMa HOTIATHUS
Hapymienns Ha uMyHHaTa Peaxrumn Anadumakcus
cucremMa Ha CBPBX-
YYBCTBU-
TEJTHOCT
(mamp.
00puB,
HIpYpUTYC,
ypTuKapus,’
aHruoejem?
[IcuxuyHu HapylIeHHs bescpHue
Hapymienus Ha HepBHata | I'maBobomme Octpa
crcreMa nepudepHa
JUIICBa
napainmza’




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)
CobpaeuHu HapyIIeHUs Muoxkapaur;®
[lepukapaut®
CroMantHo-4peBHA Huapus® T'anene;
HapYIICHUS [ToBprIane”
Hapymenns Ha Aptpanrus; Bonxka B
MYCKYJTHO-CKEJIeTHATa Muanrus KpaiHUK"
cucTeMa u
CheIMHUTEHATA ThKaH
OO0mmm HapyIICHHS | bonka Ha 3auepssaBane| Hepasmo-
e(heKTH Ha MACTOTO Ha MSCTOTO Ha | Ha MACTOTO | JIOXKCHHUE;
MIPUIIOKEHUE WHKCKTH- Ha uHkekTu- [Ipypuryc
paHe; pane Ha MSCTOTO
Ymopa; Ha UHXEK-
Brpucasne; TUpaHE
ITupexcus;™
OTtok Ha
MSICTOTO Ha
WHKCKTH-
paHe

a. Kareropusra mo dyecrora 3a ypTukapus u anruoenem ¢ “Penxu”.

6 IIpe3 meproma Ha MPOCIENIBAHETO 32 OE30TACHOCT Ha KIIMHUIHOTO Mpoy4uBane, 10 14 noemBpu 2020 r.,
ocTpa neprdepHa JIUIeBa Mapain3a € ChoOIIeHa OT YeTHpuMa yJacTHHIH B rpynata Ha MPHK BakcunaTta
cperry COVID-19. IosBara na nurieBa nmapanmsa e Ha [en 37 cnex oza 1 ([{o3a 2 He e npuiioxeHa Ha
yuactauka) u Iau 3, 9 u 48 cinen [Jo3a 2. Hama choOleHus 3a ciiyuau Ha 0cTpa nepudepHa JuieBa
mapajmsa B rpynaTa Ha miaieoo.

B. Hexenana peakius, yCTAaHOBEHA CIe]] pa3peliaBane 3a ynorpeoda.

-

OrtHacs ce 3a pbKaTa, Ha KOATO € MMOCTaBCHA BaKCHUHATA.

[lo-ronsima yectoTa Ha IMMUPEKCHUA € Ha6moz[aBaHa CJIe BTOpara 403a.

Cpo0111aBaHe Ha MOA03UPAHN HEXETAHN PEAKITHH

Cro0IIaBaHeTo Ha MOIO3UPAHU HEXKEIIAHU PEaKIIUU CIIe]] pa3peliaBaHe 3a ynorpeda Ha JeKapCTBEHUS
MPOAYKT € BaykHO. ToBa 1M03B0JIsABA Ja MPOIBIKHM HAOIIOICHUETO Ha ChOTHOIICHUETO 0JI3a/PUCK 32
JIeKapCTBEHUS MPOAYKT. OT MEIUIIMHCKUTE CTICTIHAIMCTH CE M3UCKBA J1a ChOOIaBaT BCsAKa
MOT03UPaHa HEXKEaHa PeaKIus Ype3 HAITMOHAIHA CUCTeMa 3a ChOOIaBaHe, IIOCOYCHA B
[punoxxenne V u na BKIIOYAT MAPTUIHUS HOMEP, aKO € HaJIHYCH.

4.9 Ilpepo3upane

Vima Hanu4HU JaHHY 32 OPe03UpaHe [IPU 52-Ma yUYaCTHHUIM, BKIFOUEHHU B KIIMHUYHOTO U3IIUTBAHE,
KOWTO TTOpaJIy Ipelka B pa3pexkIaHeTo ca nmoiaydmim 58 mukporpama Comirnaty. Bakcuaupanure ve
ChOOIIABAT 32 MOBUILEHA PEAKTOTCHHOCT MU HEKEJIaHU PEaKLHH.

B cnyuyait Ha npego3upaHe ce npernopbuBa MPOCIE/IABaHe Ha KU3HEHUTE QYHKIIMH U Bh3MOXKHO

CHUMIITOMATHUYHO JICUCHUC.



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

5. ®APMAKOJIOTUYHU CBOMCTBA
51 d@apmakoaMHAMHMYHHU CBOIiCTBA
dapmMakoTepaneBTHUHA TPyIia: BaKCUHH, apyru BupycHu Bakcuuu, ATC xox: JO7BX03

MexaHU3bM Ha IEWCTBUE

Hyxkneosunno momuduiupanata nadopmarmonna PHK B Comirnaty e mox hopMaTa Ha JTHITATHH
HAaHOYACTHIIM, KOETO ITO3BOJISIBA TOCTABIHETO Ha Heperumimpania ce PHK B kietkure
TOCTONIPUEMHHLIY, 32 1a HACOUH MpexoHaTa ekcipecus Ha S anturena Ha SARS-CoV-2, n”PHK
KOaHpa MeMOPaHHO 3aKOTBEH, ITBIHOBEpIKeH S (Spike) mpoTenH ¢ aBe TOYKOBU MYyTaIlK B
[ICHTpaJIHAaTa YacT Ha crHpajiara. MyTalusaTa Ha Te3U IB€ aMHHOKHCEIIUHY JI0 TIPOJIMH CTaOMIH3HPa
S (spike) mpoTerHa B aHTUICHHO MPENOYNTAHA TPey3nOHHA CTPYKTYypa. BakcuHaTa Mpeu3BHKBa
KaKTO MPOM3BOJICTBO HA HEYTPAITU3UPAIIH AHTUTENA, TaKa U KJIEThUeH UMYHEH OTTOBOP KbM S
(spike)-anTHrena, KoeTo MOXe Aa AomprHece 3a 3ammra cperry COVID-19.

EdukacHocT

[IpoyuBane 2 € MHOTOLIEHTPOBO, MHOT'OHALIMOHAIHO, PAHIOMHU3HPAHO, TUIAI[e00-KOHTPOINPAHO,
3acjerneHo 3a HaOmoaarTens npoyuBade (asa 1/2/3 3a ycraHoBsBaHe Ha 103aTa, CEIEKIUS Ha
KaHUIaTH 32 BAaKCHHA U €()UKACHOCT IIPU YYAaCTHHUIM Ha BH3pacT 12 u moBede roquHu.
Panpomusauusita e crparuduurpana mno e3pact: 12- 1o 15-rogumHa Be3pact, 16- 1o 55-roaumnina
BB3PACT, WM Ha BB3PacT 56 1 moBeye roguHu, ¢ MUHUMYM 40% OT y4acTHHLIMTE B Tpymnara

>56 ronuan. OT IPOYYBaHETO ca U3KITFOUEHH YYACTHUIIN, KOUTO Ca UMYHOKOMIIPOMETHPAHH, H
YUYACTHUIIM C TIPEIUIITHA KIMHIYHA WK MEKpoOHoinornyHa auarnosa 3a COVID-19. Bxirouenu ca
YUYaCTHHUIIM C Beue ChIIECTBYBAILO CTAOMIIHO 3a00JIsBaHe, ONpeIesIeHO KaTo 3a00siBaHe, KOETO He
HaJiara 3HauMMa IpoMsIiHa B TEPAIUATa WIN XOCITUTAIN3aLuUs IOPaaH BIOIIABAHE Ha 3a00JsIBAHETO
npe3 6-Te CeJAMHUIIM IPEIH BKIIOUBAHETO, KATO YUYACTHHIIM C M3BECTHA CTAOMIHA NH(PEKIINS C YOBCIIKH
nmyHoneduuuter Bupyc (HIV), Bupyca Ha xenatur C (HCV) nnum Bupyca Ha xenatut B (HBV).

Eguxacnocm npu ynacmuuyu na év3pacm 16 u nogeve 2o0unu

B gacrtra a3za 2/3 na I[IpoyuBane 2, Ha 6a3ara Ha HaTpymnaHu AaHHu 10 14 HoemBpu 2020 r.,
pubam3uTenHo 44 000 ygacTHUIM ca paHAOMU3UPaHH TOPABHO U TPsIOBa na nomydar 2 mo3u uPHK
BakcuHa cpenty COVID-19 unu nnane6o, ¢ uatepsan 21 qau. AHANMU3BT 332 €PUKACHOCT BKIHOUBA
YY9aCTHHIIM, HA KOUTO BTOpaTa BAKCUHAIIMSA € HAIlpaBeHa B paMKuTe Ha 19 mo 42 nHu cien mepBaTta
BakcuHanus. [Toseuero (93,1%) BakcuHMpaHU ca MOMyYrin BTopara n1o3a 19 1o 23 muu cinen J{o3a 1.
[Inanupano e ygacTHumTe na ObAaT npocneasBanu 1o 24 mecena cinex Jlo3a 2 3a OLieHKa Ha
Oe3omacHoctTa U epukacHoctra cperry COVID-19. B kIMHMYHOTO MPOyUYBaHe OT YYaCTHULIUTE CE €
M3MCKBAJIO J1a ChOJII01aBaT HHTEPBAJ OT MUHUMYM 14 THU Ipenu U ciiel MPUI0KEHUETO Ha
IIPOTUBOTPUITHA BaKCHHA, 3a 1a nonydaT win mwianebo, uin nPHK Bakcuna cpemy COVID-19. B
KJIMHAYHOTO MPOYYBAHE OT YYACTHHUIIUTE CE € U3UCKBAJIO Ja CHONI0JaBaT UHTEPBAJI OT MUHHUMYM

60 mHYM Mpeau WK clies KaTo ca UM OWITH MPHUIIOKEHU KPBBHH MPOLYKTH/TIPOAYKTH OT KpbBHA IIa3Ma
WM UMYHOTJIOOYJIMHHU B PAMKHUTE Ha BPEMETO JI0 3aBbPLIBAHE HA POYYBAHETO, 33 Aa MOIy4aT HIIH
iane6o, win nPHK Bakcuna cpemy COVID-19.

[Homymanusara 3a aHaTM3 Ha MFPBUYHATA TOYKA 3a e(hUKaCHOCT BKIItouBa 36 621 yyacTHUIM Ha
BB3pacT 12 u noseue roaunu (18 242 B rpynara va u”PHK Bakcunara cperry COVID-19 u 18 379 B
rpymnata Ha miane6o), 6e3 qanHu 3a npeaumHa nHdekuus cb¢ SARS-CoV-2 1o 7 nHu cnen BTopaTta
no3a. JlombsiauTeiHo uMa 134 ydacTHuIM Ha Bb3pacT Meskay 16 u 17 roxunu (66 B rpynara na uPHK
BakcuHata cpenry COVID-19 u 68 B rpymara Ha ruiaie60) u 1 616 ydacthunm - Ha Bb3pact 75 u
noseue rounu (804 B rpynarta Ha ”PHK Bakcunara cperry COVID-19 u 812 B rpynata Ha ruiaie6o).

KbM MOMeHTa Ha MBPBUYHUS aHATH3 32 €(PUKACHOCT YYACTHUIUTE Ca TPOCIICICHH 32 CHMITOMH Ha
COVID-19 3a o610 2 214 yosexoroauuu B rpynara na MPHK Bakcunara cperry COVID-19 u 06110
2 222 4OBEKOTOJMHH B rpyIara Ha 1aneoo.



Hsima KMHUYHO 3HAYMMH pa3NIuKH B 001IaTa e(pMKaCHOCT Ha BAKCHHATA MPH YYaCTHHUIN C PUCK OT
texka popma Ha COVID-19, BKIr0YMTETHO TE3H ¢ 1 Wi MMOBEYEe ChITBTCTRAINY 3200 IsIBaHMS, KOUTO
yBennuaBaT pucka ot Texka gopma va COVID-19 (namp. actma, nHnekc Ha TenecHata maca (MTM)
>30 kg/m?, xpornaHo GenoapoOHO 3a60sBaHeE, 3aXapeH AMabeT, XUIEPTOHHUS).

HHupopmarusaTa 0OTHOCHO e(hMKAaCHOCTTA Ha BaKCHHATA € IpeacTaBeHa B Tabura 2.
Ta6auna 2:  EduxacHoct Ha BakcuHaTa — mbpBa nosisa Ha COVID-19 ot 7-mus e cien
Jo3a 2, 1o Bb3pacTOBH NOATPYNH — yYACTHHIM 0e3 JaHHU 32 MH(peKIHs npean
7-mus neH cien Joza 2 — ouenuma nonysaanus 3a epuxactoct (7 1un)

[IspBa nosisa Ha COVID-19 ot 7-mus neH ciaen Jlo3za 2 npu yyacTHUIU 6e3 TaHHU 3a
npenuimHaa nHpexnus cb¢c SARS-CoV-2*
uPHK Bakcuna
cpemry COVID-19 Inanedo
N =18 198 N2 =18 325
Ciyvan Ciayyan
n1% n1® E¢ukacrocr Ha
IMepuon na IMepuon na BaKCHHATA
IMoarpyna Hadmogenne” (N2") Hadmonenne” (N2") % (95% AN)"
Benuku yyactHUIm 8 162 95,0 (90,0; 97,9)
2,214 (17 411) 2,222 (17 511)
16 no 64 roguan 7 143 95,1 (89,6; 98,1)
1,706 (13 549) 1,710 (13 618)
Ha BB3pacT 65 u 1 19 94,7 (66,7; 99,9)
IOBEYEe TOUHN 0,508 (3 848) 0,511 (3 880)
65 1o 74 roguaN 1 14 92,9 (53,1; 99,8)
0,406 (3 074) 0,406 (3 095)
Ha BB3pacT /5 u 0 5 100,0 (-13,1; 100,0)
OBeYe TOUHN 0,102 (774) 0,106 (785)

3abenesxka: [IoTBbpACHATE CIydad ca ONpeeeH: Ype3 MoJuMepa3Ha BepIDKHA peakiys ¢ 00paTHa
tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u none 1 cummTom,
cpotBeTcTBall Ha COVID-19 [*Onpenenenne 3a ciryyaid: (moHe 1 oT) noBHIIeHa TeMIIEPaTypa, HOBOTIOSIBUIIA
Ce WM 3aCUJICHA KalllUTMIIa, HOBOTIOSBIJI CE HJIH 3aCUIICH 3ayX, BTPUCaHe, HOBOIIOSBIJIA CE HJIH YBEeIHIeHa
00JKa B MYCKYJIUTE, HOBOIIOSIBIJIA CE 3ary0a Ha BKYC HJIM MHUPHC, Bb3MAICHO I'bPIIO, THAPUS UIH

HOBpBIIAHE. |
*

B anammza ca BkiIoueHH y4aCTHULN 0e3 CCPOJIOT'MYHN U BUPYCOJIOTUYHU JaHHU (npezu/[ 7-must JCH CJICO

NPWJIOXKEHNUE Ha ITocieHaTa /103a) 32 MuHaia uHpekms cbc SARS-CoV-2 (1.e. oTpruaTenHu 3a aHTHTENIa
¢ N-cBpp3Bane [cepym] Ha Busuta 1 n Heotkputr SARS-CoV-2 ¢ Tect 3a ammmndukanus Ha HyKIEHHOBA
kucenmna (nucleic acid amplification tests, NAAT) [Ha3aina narpuBka] Ha Busutu 1 u2) u ¢
orpunatenex pesynratr oT NAAT (Ha3anHa HaTpHUBKA) IIPH BCSAKA HEIUTAHMpPaHa BU3UTA IIpeNd 7-MHUs ICH

caen Joza 2.

a. N = Bpoif yuacTHHIIM B TOCOYEHATA IPyTIa.

o

Nl = Bpo#t y4acTHUITHM, OTTOBAPSIIM HA ONIPEIEICHUETO 3a KpaiHaTa ToUKa.

B. OO nepuox Ha HaOmoxeHue B xwiisyan (1 000) yoBekoroanHM 3a JaaeHara KpaiHa TO4Ka IpU BCUYKH
Y4YacTHHIM BbB BCSIKA PUCKOBA IPyIa 3a KpaliHaTa Touka. BpeMeBHAT nepro 3a HaTpynBaHe Ha ClIydau Ha
COVID-19 e ot 7-mus neH cien [o3a 2 10 kpasi Ha meproJia Ha HaOIIIOCHUE.

r. n2 = 0poii pUCKOBH yYaCTHHUIIM 3a KpaifHaTa TOYKa.

n.  Joepurenuust unrepsai (1) 3a epukacHOCT Ha BakcHuHATa € MOJIy4eH Ha 0azaTa Ha Metona Ha Clopper
u Pearson, kKopurupaH crpsiMo BpemMeTo Ha HaOmoaeHue. JIM He e KopurupaH 3a MHOKECTBEHU aHATU3H.

Edukacnoctra Ha ”PHK Bakcunara cpemy COVID-19 npu npeBeHnusTa Ha IbpBa MOsBa HA

COVID-19 ot 7-mus aeu ciex o3za 2, B cpaBHeHHE ¢ 1anedo, e 94,6% (95% noBeputenieH HHTEpBAI

ot 89,6% 1o 97, 6%) npu yyactHun Ha 16 1 OBeYe rouHY ChC WU Oe3 JoKa3aTeICTBa 3a
npenuiina nadeknusa cbe SARS-CoV-2,

JIOTTBITHUTEITHO €IMH TOATPYIIOB aHAIN3 HA MbPBUYHATA KpalfHa TOYKA IOKa3Ba CXOJHM OIICHKH Ha
TOYKaTa 32 €PUKACHOCT MPH IPYIIUTE MO MO, ETHUYECKA NPUHAIICKHOCT M YUYaCTHUIIN ChC
CBITBTCTBAIIY 3a00JIIBaHMS, CBHP3aHU C BUCOK PHCK OT Texkka ¢opma Ha COVID-109.




Ec¢uxacnocm u umynocennocm npu onowu Ha év3pacm 12 0o 15 coounu

[Ipu ananu3 Ha [IpoyuBane 2 mpu roHOIM Ha BB3pacT 12 1o 15 roannu 6e3 NaHHM 3a MpeaullHa
uHbexuys, Hama ciaydan npu 1 005 ygacTHuUIM, MOIyYnIM BAKCHHATA,  ©Ma 16 ciaydast npu

978 yuactaunm, monydunu mianebo. Toukosara oreHka 3a eduxacuoct € 100% (95% mosepurenen
unatepsan 75,3; 100,0). IIpu yuacTauIM che Wau 6e3 TaHHM 3a peauinHa napekiws nMa 0 caydas
npu 1 119-te yyacTHHIM, OTy4YHId BakcuHata, u 18 ciaydas npu 1 110-te yyacTHHIHN, TOTYYHIH
wiare6o. ToBa ¢hIo MoKa3ea, 4e TOUKOBaTa orneHka 3a epukacuoct ¢ 100% (95% noseputeneH
untepsan 78,1; 100,0).

B IlpoyuBaHe 2 e mpoBe/icH aHAIHM3 Ha THTPUTE HAa HEYTPAIN3UPAILIUTE AaHTHTEIA CPEIILy
SARS-CoV-2 1 mecen cien Jlo3a 2 npu u30paHa Ha ClydacH MPUHIIMII IOATPYIa yYaCTHHIN O0e3
CEPOJIOrMYHH WM BUPYCOJIOTMYHH JaHHH 32 MuHaa uHdpekiusa cbe SARS-CoV-2 no 1 mecen cien
Jo3a 2, cpaBHsBaIll OTTOBOpa NPH OHOIIN Ha Bb3pacT 12 no 15 romunu (N = 190) ¢ To3u mpu
y4acTHHIM Ha Bb3pact 16 xo 25 rogunu (n = 170).

CHOTHOIIIEHHETO HA CPEIHUTE TeOMETpUIHN TUTpH (geometric mean titres, GMT) mpu Bs3pacToBaTa
rpyna 12 no 15 rogunu crpsiMmo Bb3pacroBara rpyna 16 no 25 rogunu e 1,76, ¢ 2-ctpanen 95% A1
1,47 no 2,10. CrienoBaTelIHO € JOCTUTHAT KPUTEPHST 3a HE IMO-Majika e(pUKACHOCT, KOUTO €
choTHoIIeHUe 1,5 , Thil KaTo moyiHaTa rpaHuiia Ha 2-ctpanuusa 95% JIU 3a cpeqHOTO reOMeTpUYHO
cboTHoIIeHHe (geometric mean ratio, GMR) e >0,67.

IlenuaTpuyHa momysamus

EBporeiickaTa areHiys 1o JiekapcTeaTa oTJiara 3abDKEHHETO 3a MPEJI0CTaBsIHE Ha Pe3YJITATUTE OT
npoyuBanusaTa ¢ Comirnaty B rieIdaTpu4HaTa momyaius npu npeserius Ha COVID-19 (k.
Touka 4.2 3a uH(pOpMaIUA OTHOCHO yHOTpeda B MEUATPUATA).

To3u nekapcTBEH MPOAYKT € pa3pelieH 3a yrnorpeda 1o T. Hap. CXeMa ,,pa3peniaBaHe Mo ycIoBHue".
ToBa o3Ha4aBa, Y€ 3a TO3M JEKAPCTBEH MPOAYKT CE OYaKBAT JOMBJIHUTENHU NaHHU. EBponeiickaTta
areHUys 1o JIeKapcTBaTa Lie U3BbPIIBA Mperiiesl Ha HoBaTa HH(GOPMAaLKUS 3a TO3H JIEKapCTBEH MPOIAYKT
MOHE BeIHBK roauiiHo U Ta3u KXII choTBETHO 11I€ ce aKkTyaau3upa.

52 @apmMakoKHHETHYHH CBOWCTBA

Henpunoxumo.

5.3 IlpeakJIMHUYHHU JaHHU 32 0€30MACHOCT

HexnuHnuHuTE JaHHU HE MOKa3BaT 0COOEH PUCK 3a XOpa Ha 0a3aTa Ha KOHBEHI[MOHAJTHUTE
MIPOYYBAHUS 33 TOKCUYHOCT NPU MHOTOKPATHO MpHJIaraHe, penpoayKTHBHA TOKCUYHOCT U TOKCUYHOCT

3a pa3BUTHETO.

OO0111a TOKCUYHOCT

ITrpxoBe, Ha kouto Comirnaty e mpuiiarana MHTPaMyCKYIJTHO (IOJTy4aBamiy 3 MbJIHHU J03H 32 Xopa
BEAHBK CEIMUYHO, T€HEPUPAILY OTHOCHTEIIHO BUCOKH HHUBA TPH ITHXOBE MOPAAH Pa3IHyusiITa B
TEJICCHOTO TETJIO0), TIOKa3BaT MK OTOK M €PUTEM Ha MSCTOTO Ha MHXKEKTUPAHE M yBEJIMYaBaHE Ha
Oenute KPBbBHU KIETKH (BKIFOYMTETHO 0a30(HIN 1 €03MHODHIIN), ChOTBETCTBAIIHN HA BB3MATUTEICH
OTrOBOP, KAKTO M BaKyOJIM3alys Ha MOPTAIHUTE XETIATOINUTH 0€3 JaHHHU 3a YePHOAPOOHO yBpEKIaHE.
Benuku edextn ca Omnn oOpaTumu.

reHOTOKCH‘-IHOCT/K&HHCDOFCHHOCT

He ca mpoBexxanu npoy4BaHUsI HUTO 32 TEHOTOKCUYHOCT, HUTO 3a KaHIeporeHHocT. He ce ouakBa
KOMITOHEHTHTE Ha BakcuHara (yumuan 1 nPHK) na uMat reHOTOKCHYEH TOTEHIIHAIT.
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PenponykTuBHA TOKCHYHOCT

PenpoaykTHBHATAa TOKCHYHOCT M TOKCHYHOCTTA 32 PA3BUTUETO Ca U3CIICABAHH TIPH IUIHXOBE B
KOMOWHHMpAHO MPOyYBaHe Ha (HEePTUIINTETA U TOKCUYHOCTTA 32 Pa3BUTHETO, pu KoeTto Comirnaty e
NpUTaraH HHTPAMYCKYJTHO Ha JKEHCKH TUThXOBE Mpeu Yu(TOCBAHE U TI0 BPEME HA FeCTaIlHsI
(monyuaBaiy 4 WHIHK T03M 332 XOPa, FTeHEPHUPAIH OTHOCUTEITHO BUCOKH HUBA MPH TUTHXOBE MOPaan
pa3nMuKsiTa B TEJIECHOTO TETJIO, B IEPUOIa MEeX Ty jieH 21 npeaun 4nd)ToCBaHETO M TeCTAIHOHEH

nen 20). OTroBopH ¢ MosBa Ha HeyTpanusupamy aatutena cpenry SARS-CoV-2 nMa mpu )KHBOTHHTE
MaiKy OT epHo/Ia MPear YUPTOCBAHETO JI0 Kpasi Ha MPOYIBAHETO B MIOCTHATAJICH JIeH 21, KakTo u
npu GeTycuTe U oKoieHneTo. HsiMa cBbp3aHu ¢ BakcHHaTa eeKTH BbPXY HepTHIINTETA,
OpeMEeHHOCTTA WITH eMOPHO(ETATHOTO PA3BUTHE UITH PA3BUTHETO HA MOKOJCHUETO. JIMIICBAT TaHHH 3a
Comirnaty OTHOCHO TIPEMHHABAHETO HA BAKCHHATA MPE3 TUIAIICHTATA WK KCKPEIHATA B MIISKOTO.

6. DAPMAIIEBTUYHU JAHHU
6.1 Chnucbk HAa IOMOLIHHUTE BelecTBA

((4-xunpoxcubyTun)azaneaunn)ouc(xexcan-6,1-numm)ouc(2-xexkcmnaekanoar) (ALC-0315)
2-[(momuermnenrnukon)-2000]-N,N-nmurerpanermianeramun (ALC-0159)
1,2-nucreapoun-sn-riauuepo-3-pochoxonmun (DSPC)

Xognectepon

Kanues xnopun

Kanues auxunporendocdar

Harpues xsopun

Hunatpues gocdar auxuapar

3axapo3a

Bona 3a nmxekuun

6.2 HecbBMeCTUMOCTH

To3u nexkapcTBeH MPOAYKT HE TPsIOBa 1a ce CMECBa C APYTH JEKAPCTBEHU MPOIYKTH, C U3KITIOUCHHIE HA
[IOCOYEHUTE B TOUKA 6.6.

6.3 Cpok Ha rogHocT

HeortBopen ¢uakon

3ampazen praxon

6 mecera npu -90°C o -60°C

B paMkuTe Ha 6-MeCeUHHUS CPOK Ha TOHOCT HEOTBOPEHHUTE (IIAKOHH MOXKE J]a CE ChXPaHABAT U
Tpancnoprupar npu -25°C 10 -15°C 3a egHOKpaTeH Mepruo 10 2 CEAMMIIU, CIIEH KOSTO MOXKE J1a Ce
BBPHAT 00PaTHO 3a chXpaHeHue npu Temmeparypa -90°C go -60°C.

Paswpazen ¢pnaxon

1 mecern ipu 2°C mo 8°C

B pamkure Ha 1-MecedHus: CpoK Ha FOJHOCT IpH yciioBHATa Ha cbxpaHenue oT 2°C no 8°C, 3a
TpPaHCIIOPTUPAHE MOXKE J1a Ce N3MoI3BaT 10 12 vaca.

[penu ymotpeda HEOTBOPEHHAT (IIAKOH MOXKE J]a ce ChXpaHsiBa JIo 2 yaca npu temreparypa o 30°C.

Cnen padMpassiBaHe¢ BAKCUHaTa HE TpﬂﬁBa aa ce 3aMpa3siBa 0THOBO.

Paboma npu memnepamypru OmkIoHeHUsl Cled u3eaxcoare om gpuzepa

JanHuTe 3a CTAOMIHOCT MOKAa3BaT, Y€ HEOTBOPEHUAT (JIAKOH € CTaOWIIEeH J10:

J 24 yaca, xorarto ce chXpaHsBa npu temneparypa ot -3°C o 2°C

o 00110 4 yaca, KoraTo ce cbxpaHsBa npu temneparypa ot 8°C no 30°C; Toa Bkitoua 2-Ta yaca
pu Temneparypa ao 30°C, onmcanu mo-rope
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Tasu napopMmaIus e npeaHa3HadeHa Aa YIIbTH MEIUIIMHCKUTE CIICIIHATMCTH CaMo B CTydail Ha
BPEMEHHO TEMIIEPATYPHO OTKJIOHEHUE.

Tpancgep na sampazenu rakonu, Coxpansasanu npu cepvxuucka memnepamypa (<-60°C)

. [InuTkuTe KyTHU ¢ IaKOHH, KOUTO ca 3aTBOPEHH C Kamaiy, Chabpkamu 195 ¢urakona,
M3BaJZIeHH OT ChXPaHEHHUE B 3aMPA3€HO ChCTOSHHUE MIPH CBPBXHUCKA Temreparypa (<-60°C),
Morar Jia octaHat Ha Temrepatypa a0 25°C He nmoBeue oT 5 MUHYTH.

o [MnutkuTe KyTHU ¢ HIAKOHW, HA KOUTO KAIallUTe ca OTBOPEHH WIIH TE€3H, KOUTO ChIBPKAT
mo-mMaiko ot 195 ¢akoHa, cies KaTo ca U3BaJICHU OT ChXPAaHEHUE B 3aMPa3cHO ChCTOSIHUE TIPH
CBpBXHHCKA Temmeparypa (<-60°C), moraT ga octaHaT Ha TeMriepaTypa a0 25°C He moBede OT
3 MUHYTH.

o Crnen kaTo KyTHUTE C (DJIAKOHU C€ BhPHAT 00pPAaTHO 32 ChbXPaHEHHE B 3aMPa3eHO ChCTOSHHE CIIE]
eKCTO3HUIHs Ha Temmeparypa 1o 25°C, Te TpsOBa Ja ocTaHaT Ha ChXPAaHCHUE B 3aMPa3CeHO
CHhCTOSIHUE B MPOJIBIDKCHNE Ha Hali-MaJIKo 2 yaca, MpeJIy J]a Morat Ja ObJaT U3BaJIcHH OTHOBO.

Tpancghep na 3ampasenu raxonu, covxpanssanu npu -25°C 0o -15°C

. [InuTkuTe KyTHH ¢ BIaKOHH, KOUTO ca 3aTBOPEHU C Kamalld, Chabpikamu 195 ¢urakona,
M3BaZIeHH OT ChXpaHeHHe B 3ampaseHo cherosaue (-25°C mo -15°C), MoraT 1a ocraHat Ha
TeMmmeparypa a0 25°C He nmoBeve OT 3 MHHYTH.

o [MnuTkuTe KyTHH ¢ HIAKOHH, HA KOUTO KAMAIIUTE Ca OTBOPEHH WIIH TE€3U, KOUTO ChIbPIKAT
mo-Majiko ot 195 ¢makoHa, ciies1 KaTo ca U3BaJCHU OT ChXPAaHEHHE B 3aMPa3eHO ChCTOSHHE
(-25°C mo -15°C), moraT ga ocraHart Ha Temreparypa 10 25°C He moBede ot 1 MuHyTA.

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

P a3pCACH JCKAPCTBCH NPOAYKT

Jloka3aHa e XuMHYHA U pU3MYHA CTAOMIHOCT 110 BpeMe Ha yrnoTpeda, BKIFOUUTEIHO 110 BpeMe Ha
TpaHcropTupane, 3a 6 yaca npu 2°C no 30°C ciexn paspexnane B HarpueB xsopug 9 mg/ml (0,9%)
MH)XEKIUOHEH pa3TBOp. OT MEUKPOOHOIOTHYHA IJIeJHAa TOUYKA, OCBEH aKO METOIBT Ha Pa3pekaaHe
U3KIII0YBA PUCK OT MUKPOOHA KOHTaMHMHALNUS, IPOAYKTHT TPAOBa Ja ce M3M03Ba BeaHara. AKo He ce
U3I0J13Ba BeHAra, BpeMeTO 1 yCIOBUATAa HAa ChXPaHEHHE 110 BpeMe Ha yrorpeba ca OTTOBOPHOCT Ha
noTpeduTeNs.

6.4 CnenuanaHu ycjaoBUsI HA ChXpPaHEHHe

[a ce cpxpanssa BbB (hpuzep npu -90°C no -60°C.

Jla ce cpxpaHsiBa B OpUTMHAJIHATA ONAKOBKA, 3a J1a C€ MPEANa3u OT CBETIINHA.

[lo Bpeme Ha cbXpaHEeHHE CBEJETE 10 MUHIUMYM M3JIaraHeTo Ha CTaiiHa CBETJIMHA U M30sATrBaiTe
H3JaraHe Ha IpsiKa CI’TbHUEBa CBETJIMHA U YITPABHOJIETOBA CBETJIMHA.

C pa3mpaszeHuTe GrakoHH MOXKE J1a ce pabOTH B YCJIOBHSI HA CTaliHa CBETIIMHA.

3a yciioBusATa Ha ChXPAaHEHHUE CIIE/ pa3MpassiBaHe U pa3pexkIaHe Ha JICKapCTBEHUS MPOTYKT BIDKTE
TO4Yka 6.3.

6.5 Buau chabpikaHue HA ONIAKOBKATA
ITpo3pauen MHOT0/1030B (uiakoH (cTrKiI0 THI |) 2 Ml cbe 3amymanka (cuHTeTHYHA OPOMOOYTHIIOBA
ryma), ¢ alyMHHHEBa 0OKaTKa M OTYYIBAIIIO Ce IUIACTMACOBO Karaue. Beeku ¢uiakoH chabpika 6 1o3m,

BIDKTE TOUYKA 6.6.

Bun omakoBka: 195 ¢uiakona
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6.6 ChenmuaJnu npeanasHu MEPKH NP U3XBBPJIsiHE U padoTa

Vkazanus 3a pa60Ta

Comirnaty TpsibBa 1a ce IPUTOTBH OT MEIUITMHCKHA CIICITHAIKCT, KAaTO CE M3IT0JI3BA aCEIITHIHA
TEXHUKA, 33 J]a CE TApaHTHUPa CTEPHIIHOCTTA HA IIPUTOTBEHATA JIUCTICPCHS.

PABMPA3ABAHE IIPE/IU PA3PEX/IAHE

He noBeue ot
2 yaca npu
cTamHa
TeMIepartypa

(0 30°C)

<

MHOTr071030BHAT ()ITAKOH CE ChXpaHsBa
3aMpa3eH U TpAOBa a ce pa3Mpasu Ipenu
paspexnane. 3aMpazeHuTe (IaKOHH TpsAOBa
Jla ce IpeHecaT B cpena ¢ reMmeparypa 2°C
1o 8°C, 3a ga ce pa3Mpasst;
pa3MpassBaHEeTO Ha elHa OMIAKOBKa ChC

195 ¢nakona moxe ga oTHeMe 3 yaca.
BB3MoskeH e ChIo Ipyr BapUaHT, MPH
KOITO 3aMpa3zeHuTe (hIakoHH Jia ce
pasmpasar 3a 30 MUHYTH IpU TeMIepaTypa
110 30°C 3a He3abaBHA ynoTpeoa.
HeotBopenusr dhiakoH Moxe aa ce
chXpaHsBa 3a nepuop 1o 1 mecerr mpu 2°C
1o 8°C. B pamkute Ha 1-MecedHus CpoK Ha
TOJHOCT MIPY YCJIOBHSITA Ha CbXPAaHEHUE OT
2°C mo 8°C, 3a TpaHCIOPTHUPAHE MOXKE J1a
ce u3noa3Bar a0 12 yaca.

OcraBete pa3MpaseHHAT QIaKOH A2
JOCTUTHE CTaiiHa TeMIieparypa u
BHUMATEJIHO o 00bpHeTe 10 bTH NMpenu
pazpexnaane. He pasknaiiaiire.

[Ipenu paspexxnane pasMpaseHaTa
JHCTIEpCUsl MOXKE J1a ChAbpyKa Oesn 10
Ho4uTH OeH Herpo3padyHu aMoOphHU
JaCTHIIH.

PASPEX/TAHE

-

1,8 ml narpues xsopua 0,9%
WHKEKIIHOHEH Pa3TBOP

Pa3mpasenara BakcuHa TpsOBa Ja ce
paspenu B HEHHHS OpUTHHAICH (DJIAKOH C
1,8 ml marpues xaopux 9 mg/ml (0,9%)
WHXEKIIMOHEH Pa3TBOP, KaTO CE M3IO0JI3Ba
uria 21 G, uiy 1no-ThHKA, U aceNTHYHA
TEXHHUKA.
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-
-

H3rerere oyraaoro a0 1,8 ml, 3a
J1a OTCTPaHUTE Bb3AyXa.

W3paBHeTe HANATAaHETO BHB (DakoHa mpeu
Jla U3BAUTE UIJIaTa OT HETo, KaTo
u3rernute 1,8 ml B31yX B U3Mpa3HEeHATa
CTIIPUHIIOBKA HA Pa3peIuTeIs.

Baumareano — 10 nnTH

BuuMareHO 00bpHETE paspeacHara
muctiepcust 10 mptr. He paskiarmaiire.
Pazpenenara BakcuHa TpsiOBa 1a
MIPEJICTaBIISIBA MTOYTH Osiia quctepcus 0e3
BUIMMH YacTUIH. He n3non3saiite
paspezieHaTa BaKCHHA TP HAJTHIHE HA
YaCTHIIM WM IPOMSHA B IIBETA.
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Date / Time:

3anuuere cbOTBETHUTE AaTa U vac.
Jla ce M3M0JI3Ba B paMKHTeE Ha 6 yaca
cJe] pa3pexaaHe.

Ha paspenennte pnakonu tpsaoBa na ObaaT
oT0ensI3aHN CHhOTBETHUTE JaTa U Jac.
Crnen pa3pexxaane, cbxpanspaiite mpu 2°C
1o 30°C u u3no3BaiiTe B paMKUTE Ha

6 "aca, BKITIOYUTEITHO BPEMETO 3a
TpPaHCIOPTUPAHE.

He 3ampazsiBaiiTe win paskiamiante
paspeneHaTa nucriepcus. Axo ¢ Ona
MOCTaBEHa B XJIAIUITHUK, OCTaBETE
paspeneHaTa JUCIepcusi 1a JOCTUTHE
CTaifHa TemmepaTypa mpean yrnorpeoda.

HNPUI'OTBAHE HA HTHAMBUJIYAJIHA JO3HU

COMIRNATY OT 0,3 ml

0,3 ml paspenena
BAaKCHHA

Cren paspexnane GpIakoHBT ChIbPKa

2,25 ml, oT KOUTO MOraT Ja ce U3TErsAT

6 go3u mo 0,3 ml.

Karo m3nona3Bare acenTHYHa TEXHUKA,
MOYUCTETE 3aIlylajKaTa Ha (JIakoHa ¢
TaMIIOH 3a €HOKpaTHA yrnoTpeda, HaIlloeH C
AHTHUCETITUYCH Pa3TBOP.

Uzrernere 0,3 ml Comirnaty

TpsiOBa Ja ce U3MON3BAT CIPHHIIOBKH W/WITH
UTJIA ¢ MaTBK MBPTHB (HEU3ITOI3BAEM)
o0eM, 3a J1a ce U3TETJIAT IIECT 03U OT eIUH
(hnaxon. KomOWHaIMATa OT CIPUHITOBKA U
UTJIa C MaTbK MBPTHEB 00eM TpsiOBa J1a MMa
MBPTHB 00EM HE MO-TOJISIM OT

35 Mukponutpa.

AKO ce M3M0I3BaT CTaHAAPTHH CIIPHHIIOBKH
Y WIJIK, MOKE J1a HAMa JIOCTaTh4eH 00eM 3a
M3TETJISIHE Ha IECT 03U OT eIUH (DIIaKoH.
Bcesika no3a tpsioBa n1a ceabpxa 0,3 ml
BaKCHHA

AKO KOJIMYECTBOTO Ha OCTaHA/IaTa BbB
(h1akoHa BakCHMHA HE MOKE J1a TOCTaBH
eaHa 1s1a qo3a ot 0,3 ml, u3xBbpere
(hy1aKoHA U U3JTHIITHUS 00eM

U3xBBprieTe HEU3MOI3BaHATa BAKCHHA B
pamkuTe Ha 6 yaca cies pa3pekaaHe.

UsxBbpasiHe

Hewnznons3BanusT nexapcTBeH NPOAYKT WU OTHAABYHATE MaTepHalId OT Hero TpsiOBa Ja ce M3XBBPIIAT

B CBOTBCTCTBUEC C MCCTHUTC N3HUCKBAHU.
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7. NHNPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

T'epmanus

ten.: +49 6131 9084-0

daxc: +49 6131 9084-2121

service@biontech.de

8. HOMEP(A) HA PASPEILIEHUETO 3A YIIOTPEBA

EU/1/20/1528/001

9. JATA HA ITBPBO PASPEIHIABAHE/ITIOJHOBSBAHE HA PASPEHIEHUETO 3A
YIIOTPEBA

Jara Ha epBO paspemanane: 21 gexkemBpu 2020 .
10. JATA HA AKTYAJIM3BUPAHE HA TEKCTA

[TonpoGHa nHOpManUs 3a TO3M JCKapPCTBEH MPOAYKT € MPeI0CTaBeHa Ha yeOcaiita Ha EBponeiickara
areHIus 1o Jiekapcraata http://www.ema.europa.eu.
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HPUJIOKEHHE |1
MMPON3BOJUTEJIN HA BUOJIOI'NYHO AKTUBHUTE
BEIIECTBA U ITIPOU3BOAUTEJIN, OTTOBOPHHU 3A
OCBOBOXKIABAHE HA ITAPTUIN

YCJIOBUS NJIKM OTPAHUYEHUSA 3A TOCTABKA U
YIIOTPEBA

APYI'U YCJIIOBUA N UBNCKBAHUSA HA PASPEIIEHUETO 3A
YIIOTPEBA

YCJIOBUSA NN OTPAHUYEHUS 3A BE3OITACHA 1
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA ITPOAYKT

KOHKPETHO 3AABJI’KEHUE 3A UBITbJIHEHUE HA MEPKHN
CJIEJ -PASPEIIIABAHE 3A YIIOTPEBA IO/ YCJIOBUE
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A. NPOU3BOIUTEJIN HA BUOJIOT'MYHO AKTUBHUTE BEIIECTBA 1
MNPOU3BOJUMTEJIN, OTTOBOPHU 3A OCBOBOKJIABAHE HA ITAPTHU/IA

Hme n aapeC HAa MPOU3BOAMTCIINTE HA OHOJIOTUYHO 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

I'epmanus

Wyeth BioPharma Division of Wyeth Pharmaceuticals LLC
1 Burtt Road

Andover, MA 01810

CAIII

Hme u agpec Ha TPOM3BOIUTEINTE, OTTOBOPHU 32 OCBOOOXKAAaBaHE HA HAPTHINTE

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

I'epmanus

Pfizer Manufacturing Belgium NV
Rijksweg 12
2870 Puurs

benrus

IleuaTHaTa I1MCTOBKA Ha JICKApCTBCHUSA NPOAYKT Tp$[6Ba Aa CbAbpiKa UMCTO U aipeCa Ha
IIPOU3BOJUTECIIA, OTTOBOPEH 3a OCBO60)KI[aBaHeTO Ha CbOTBETHATA IapTHaA.

C orJjiel Ha ACKJIapupaHaTa CIICHIHOCT, CBbp3aHa C 06H_IeCTB€HOTO 3ApaBC OT MCXKAYHAPOJHO

3Ha4YCHUE, U 32 J]a Ce OCUTYPH PaHHA JIOCTaBKa, TO3H JIGKAPCTBEH MPOAYKT € O0CKT Ha OrPaHHYCHO BHB
BpPEMETO M3KIIOUCHHE, IaBaIl0 Bh3MOKHOCT 3a TIPHEMaHe Ha aHAJIM3a 32 KOHTPOJI Ha MMapTUIINTE,

U3BBPIICH B perucTpupano(n) Msicto(ecta) Ha MPOM3BOICTBO, JOKATU3MpaHo(u) B TpeTa cTpaHa. Tosa
M3KIIIOUEHHE MpecTaBa Aa 0b1e BayinaHo Ha 31 aBryct 2021 r. BeBexkaaHeTo Ha yciaoBus 3a Oa3upaH B
EC xoHTpOJ Ha MapTUIUTE, BKIIOYUTEIHO HEOOXOAMMHUTE MPOMEHHU B YCIIOBHUSATA HA Pa3peLICHUETO 3a

ynotpeba, TpsioBa 1a ObAaT 3aBbpIIeHH Hal-KbcHO 10 31 aBryct 2021 1., B ChOTBETCTBHE CHC

ChIJIaCyBaHUS IIJIAH 3a TO3U TpaHC(bep Ha aHalin3a. I[OKJ'Ia,I[I/I 34 rporpeca Tp$I6Ba Ja 6’B,I[aT nogJaaCcHH

1o 31 mapt 2021 r. u 1a ObAAT BKIIOYCHU B TOAMIITHOTO 3asIBJICHUE 3a MIOHOBSBAHE.

b. YCJIOBUS WJIN OTPAHUYEHUSA 3A JOCTABKA U YIIOTPEBA

JlexapCTBEHUAT MIPOAYKT CE OTITyCKa I10 JIEKAPCKO NPEAIIUCaHuE.
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o OdunuaaHo ocBoGoKIaBaHe HA MAPTHIH

CoritacHo wi. 114 ot Iupextusa 2001/83/EO oduimaaiHoTo 0cBOOOKIaBaHE HA TTAPTHIANUTE CE
W3BBPIIBA OT AbPXKABHA JTAOOPATOPHSI MK JTAOOPATOPHS, ONPEICTCHA 3a Ta3H eI,

B. JPYI' YCJIOBUA U N3UCKBAHUSA HA PASBPEHIEHUETO 3A YIIOTPEBA
. Ilepuoguynu akTyaJu3upanu aokjaanu 3a oezonacuoct (IIAAbB)

N3uckBanusta 3a nojasane Ha [TA/Ib 3a To3u JiekapCTBEH MPOAYKT ca IOCOUYEHH B CITUCHKA C
pedepentnute natu Ha Epomnetickus cbio3 (EURD crucek), mpensuaes B wi. 1078, an. 7 ot
Hupextusa 2001/83/EO, n BbB BCHUKHU CJIEABALIM aKTyaJIN3aLNH, TyOJIHMKYBaHH Ha
EBPOTICHCKHUS yeOIopTal 3a JeKapCTBa.

[IpurexxatensaT Ha pasperienuero 3a ynorpeda (IIPY) Tpsdsa na nogane nepus [TAZLD 3a To3u
IPOLYKT B CPOK OT 6 Mecella clle/l pa3pellaBaHeTo 3a yrnorpeoa.

r. YCJI0BUA WJIN OI'PAHUYEHUA 3A BE3OITACHA U EOEKTUBHA
YIIOTPEBA HA JIEKAPCTBEHUS ITPOAYKT

. Ilnan 3a ynpasiaenue Ha pucka (ITYP)

[Ipurexatensar Ha pa3pemennero 3a ynorpeda (IIPY) tps6Ba na n3BbpiIBa H3UCKBAHUTE
JIEHHOCTH U ACHCTBHS, CBBP3aHHU C NIPOCIICASIBAHE HA JIEKAPCTBEHAaTa 0€301acHOCT, IIOCOYEHH B
onobpenus [1YP, npeacrasen B Moayn 1.8.2 Ha pa3perienuero 3a ynorpeda, KakTo U BbB
BCUYKH CJICABAIIN OJ00pEHH akTyanu3aiuu Ha [TYP,

Axrtyanmmsupas [IYP tps6Ba na ce mogasa:

o 1o uckaHe Ha EBponelickaTa areHuus 1o JeKapcTBaTa;

. BHUHArW KOTaTO C€ U3MEHS CHCTEMAaTa 3a yIpaBJicHHE Ha pUCKa, 0COOCHO B pe3y/ITaT Ha
noJiyyaBaHe Ha HOBa MH(OPMAITHUs, KOATO MOXKE Ja TOBE/IC 10 3HAUMMU MPOMEHU B

CbOTHOILICHHUETO HOH3a/pI/ICK, I CJIEA JOCTUTAHC Ha BaXXCH €Tall (BT:»B BPB3Ka C IpocCiieaaBaHe

Ha JICKapCTBCHATa 0e30IMacCHOCT HIIH CBEXXIaHE Ha prUCKa 10 MI/IHI/IMYM)

A. KOHKPETHO 3AABbJKEHUE 3A U3IIBJIHEHUE HA MEPKMU CJIE/]
PA3ZPEIIIABAHE 3A YIIOTPEBA 11O YCJIOBUE

ToBa e pa3pernieHue 3a ynorpeda moj| yciaosue u cbriacHo wi. 14-a ot Pernament (EO) Ne 726/2004 B

onpexaenenus cpok [IPY TpsOBa 1a U3IIBIHN CIIETHUTE MEPKH:

Onucanue Cpok
3a f1a 3aBBPIIKM 0XapaKTePU3UPAHETO Ha aKTUBHOTO BEIISCCTBO U KPalHUs toau 2021 r.
npoaykt, [IPY TpsabBa na npenocTaBu JOITBIHUTEIIHY JTaHHU. MexauHan

JOKJIa TH:

31 mapr 2021 .
3a ;a ce rapaHTHpa MOCTOSHHO KauyeCTBO Ha mpoaykTa, [IPY tpsora na toau 2021 r.
NPEI0CTaBU JOMBIHUTETHA HHPOPMAITHS 33 3aCHIIBAHE HA CTPATETUATA 32 MexauHHI
KOHTPOJI, BKIFOUUTEITHO CIICIM(HUKAIINN HAa aKTUBHOTO BEIIECTBO U KpaiHUs JOKJIaJu:
MPOAYKT. mapt 2021 r.
3a fa ce MOTBBPAU NPOPUIBT Ha YMCTOTA U JIa CE rapaHTHPA ISUIOCTCH toau 2021 r.
Ka4eCTBEH KOHTPOJ U TIOBTOPSIEMOCT OT MapTHAA J0 MAapTHAA TPE3 HEIHs MexauHHI
JKU3HEH IUKBJI Ha KpaiHusg npoaykT, [IPY tpsbBa ga npegocraBu JTOKJIAJN:
JOMBIHUTETHA HH(pOPMAIIHS 3a ITPoLieca Ha CHHTE3 M CTpaTeruaTa 3a KOHTpoJ 3a | ssuyapu 2021 r.
romorHoTo Benrectso ALC-0315. anpun 2021 r.
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Onucanue Cpox

3a fa ce MOTBBPAU NPOGUIBT Ha YMCTOTA U J1a CE rapaHTHPA ISUIOCTCH toau 2021 r.
Ka4eCTBEH KOHTPOJI U IOBTOPSIEMOCT OT NMapTUAA A0 NapTUAA IPe3 LeHs MexauHHI
JKU3HEH LHUKbJ Ha KpaitHusg nponykr, [IPY TpsOBa ga npempocraBu JOKIAIN:
JOIIBJIHUTENHA HH(OpMAIKS 3a Tpolieca Ha CHHTE3 U CTpaTerusTa 3a KOHTpol 3a | ssHyapu 2021 r.
nomoIiHoTo Beriectso ALC-0159. anpui 2021 r.

3a nma ce moTBBpAU epukacHOCTTa 1 Oe3omacHocTTa Ha Comirnaty, [IPY tps6Ba
Jla mofia/ie OKoH4aTeHus Jlokiaa OT KITIMHUYHO MTPOyYBaHe 3a
PaHIOMHU3UPAHOTO, THIAIe00-KOHTPOIMPAHO, 3aCTICTIEHO 32 HAO0AATeIs
npoyuBade C4591001.

nexemBpu 2023 T.
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NPUJIOXEHHUE IlI

JAHHU BBPXY OITAKOBKATA U JINCTOBKA

21



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 KOHIIEHTpAT 32 HHKECKITHOHHA TUCTICPCHSI
uPHK Bakcuna cperry COVID-19 (aykneo3unno Mmoauduirpana)

2. OBSBSIBAHE HA AKTUBHOTOMTE) BEHIIECTBO(A)

Cren paspexaane Bceku (GakoH chabpska 6 mo3u mo 0,3 ml.

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

ITomorrau BemectBa: ALC-0315, ALC-0159, DSPC, xoecTepoi, KalueB XJI0pH I, KajIueB
quxuaporenpocdat, HaTPHUEB XJIOPHI, TUHATPUEB PocdaT AUXUAPAT, 3aXap0o3a, BOAA 33 HHKCKIMN

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

KoHuenTpaT 3a MH)XEKIIMOHHA AUCTIEPCHST
195 mHOTO1030BH (priakoHa

5. HAYYH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEK/JIAHE

WHTpamMyCcKyIHO PUIOKEHUE CIIe]] pa3pexkKaaHe.
ITpenn ynotpeba mpoyereTe INCTOBKATA.

Ckanmpaiite QR koza 3a moBede uHpopmarms.

Paspenere npemu ynorpeba: Paspenere Bceku duakon ¢ 1,8 ml matpuer xmopua 9 mg/ml (0,9%)

WHXCKIIMOHCH pa3TBOpP.

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

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

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

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
Cpoxk Ha rogaoct nipu 2°C 10 8°C: .....oeveeei.
(MaxcumyM 1 Mecell; HanpaBeTe MPEAUIIHKUS CPOK Ha TOTHOCT HEYCTIINB)
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9. CIHEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

CobxpaHeHue:

[Ipenu paspexnane, na ce cbxpanssa npu -90°C no -60°C B opuruHaiHaTa OIaKoBKa, 3a J1a ce
MpPeTa3y OT CBETIINHA.

Crnen pazpexxaane, cbxpansaBaiite Bakcunata mpu 2°C no 30°C u s u3non3BaiTe B paMKuTe Ha 6 yaca.
W3xBBprieTe HEU3MON3BaHATA BAKCHHA.

10. CHEIWMAJIHU ITPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HWME 1 AJJPEC HA IPUTEXKATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

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

12. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/20/1528/001

13. TTAPTHUJAEH HOMEP

[TapT.Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHUNA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAJIOBA A3BBYKA

[Ipueto e ocHOBaHME J1a He ce BKItoUM HH(opMarus Ha bpaiinosa azoyka.

‘ 17. YHUKAJIEH HAEHTU®UKATOP — JIBYU3MEPEH BAPKO/|

JBynamepeH 0apKoJI ¢ BKIIIOYCH YHUKAICH HICHTH(UKATOD

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

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

ETUKET HA ®JIAKOHA

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

COMIRNATY crepuiieH KOHIICHTPAT
uPHK Bakcuna cpemry COVID-19
i.m.

‘ 2. HAYYH HA ITPNJIOKEHHNE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

4, INAPTUJIEH HOMEP

ITapTt.Ne

5. CBABbP/KAHUE KATO MACA, OBEM WJIN EJUHUIN

6 mo3u cien pa3peKaaHe

| 6.  JIPYIO

JlaTa/gac 3a U3XBBPIISHE:
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Bb. JUCTOBKA
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JlucroBka: undopmanusi 3a NoTpeduTeNA

Comirnaty KOHIeHTPAT 32 HHY3NOHHA TUCTIePCHs
uPHK Bakcuna cpeury COVID-19 (aykneo3nnno Mmoguduuupana)
COVID-19 mRNA Vaccine (nucleoside modified)

vTOSI/I JICKaPCTBEH IMPOAYKT IOICKH Ha JOMBJIHUTEIHO HaOmoaeHue. ToBa 1i1e o3B0oIH OBP30TO
yCTaHOBSIBaHE HA HOBa MH(OPMAITHI OTHOCHO Oe30macHoCTTa. MOXKeTe 1a JaeTe CBOSI IPUHOC KaTo
CHOOIIUTE BCSKA HEXKETAHA PeaKIlHs, KOSTO CTE MOJYyYWId. 3a HAaYWHA Ha ChOOIIaBaHe Ha HEXEIaHU
peakuuu BUXKTE Kpasi Ha Touka 4.

IIpouyeTeTe BHUMATEIHO LSIJIATA JJUCTOBKA, peau 1a Bu 0bae NpwioskeHa Ta3u BAKCHUHA, Thil
KaTO T CbAbP:Ka BaxkHa 3a Bac nudopmanus.

. 3amazere Ta3u JMCTOBKA. MoJKe /1a ce HaJIOXKH JIa sl MPOYETETE OTHOBO.

. AKO MMaTe HAKaKBH JTOITBIHUTETHN BBIIPOCH, TONTMTaiiTe Bammms iekap, hapMareBT mwim
MEIULMHCKA CecTpa.

. AKO TIOJTyYHTe HAKAKBU HEXKEJIaHU PeaKIluu, yBeJoMeTe Baius nekap, GpapManesT uiu

MCIOUIIMHCKA CECTpa. ToBa BKII0YBa ¥ BCHYKH BB3MOKHHU HEXKEIIaHU p€aKknnun, HEOIMMCaHU B
Ta3u JUCTOBKa. BrkTe Touka 4.

KakBo cbabp:ka Ta3u JUCTOBKA

Kakso npencrasnsgsa Comirnaty u 3a KakBO ce W3I0J3Ba

Kakso Tps0Ba na 3Haere, npeau n1a Bu 6bae npunoxen Comirnaty
Kak ce nmpunara Comirnaty

BB3MOXHHN HEXeTaHU peakun

Kak na cpxpansBate Comirnaty

ChabpkaHue Ha ONAaKOBKATa M JOIBIHHUTEIIHA HHPOPMAIIUS

BRI .

1. Kaxkso npeacraBiasgsa Comirnaty u 3a KakBO ce H3M0J13Ba

Comirnaty e BakCHHa, KOSITO C€ M3MOJ3Ba 3a Ipemna3Bane ot 3abomsaBane or COVID-19, npuunaeHo
ot Bupyca SARS-CoV-2.

Comirnaty ce npuyiara Ha Bb3pacTHHU M FOHOIIIM, Ha Bb3pacT 12 1 1oBeYe rOuHM.

Baxcunara craBa mpuunHa IMyHHATa cucTeMa (eCTECTBEHHUTE 3alllUTHU CHJIM Ha OpraHu3Ma) aa

MPOM3BEIKa AHTUTENIA ¥ KPBBHHU KIIETKH CPEIIy BHPYCa, KATO TaKa OCUTYPsIBa 3aIllUTa CPEIIy
3abomaBane or COVID-19.

Toit kaTo Comirnaty He ChABPKa BUPYCa, 3a 1a Ch3[a/le IMyHUTET, TS HE MOKE JIa MPUYUHU
3abomaBane or COVID-19.

2. Kakso TpsadBa na 3Haete, npeau na Bu 0b1e npuiioxked Comirnaty

Comirnaty He Tpsa0Ba 1a ce mpuiara
o aKO CTC aJICPrUIHU KbM aKTUBHOTO BEIICCTBO WM KbM HAKOSA OT OCTAHAJIMUTE CbCTAaBKU HA TOBA
JIeKapcTBO (M30pOCHU B TOUKa 6).

IIpexynpeskaenusi M npeAnasHu MepKU

I'oBopere ¢ Bamms nekap, papmalieBT Wiv MEAULIMHCKA cecTpa, peau aAa Bu 0bae npunoxeHa

BaKCHHATA!

. aKO HSKOTra CTe MMaJIM TEeXKa aJepriiHa peakys WIK NPo0JIeMH ¢ IUIIAHETO CIIe]
MHXEKTHpaHe Ha HAKAaKBa Ipyra BaKCHHA WM clie] Kato Bu e Ouna npuioxxena Comirnaty B
MUHAJIOTO.
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o aKo HSKOTa CTE MPUIAIAIH CJIE]] HIKAKBa WHXKEKITHS C UIJIa.
. aKo MMaTe TeKKO 3a00sIsiBaHe Witk HHQEKIIKS ¢ BUCOKa TemrepaTypa. Obaue Bue Moxkere na
ObJieTe BAKCHHUPAHH, aKO UMaTe JIEKO MOBHIIICHA TEMIIepaTypa HilK Jeka HHPEKIns Ha

TOPHUTE TUXATEITHH TBTHUINA, KATO HACTUHKA.

L aKoO uMarte np06neM C KPBBOCBCUPBAHCTO, JICCHO MMOJYYaBaTC CUHUHU WUJIX U3IOJI3BATEC
JICKApCTBO 3a MMpCAIa3BaHe OT MOABa HAa KPbBHU CbCUPCIIU.
L aKo uMaTe oTciadeHa HMYHHA CUCTEMa Imopaaun 3a6OH}IBaH€, Harmpumep I/IH(l)GKLII/ISI C HIV, NI

IMPUCM Ha JICKAPCTBO, KaTO KOPTUKOCTCPOU, KOCTO IMOBJIMABA UMYHHATa Bu cucrema

Cren BakcuHanust ¢ Comirnaty ca cb0OIIEHH MHOTO PEAKH CIIydad HA MHOKapAHT (Bb3MAJICHUE Ha
CBhpACYHMS MYCKYJI) U IIEPUKAPAUT (Bb3NaJIeHHE Ha BbHIIHATA 0OBUBKA Ha ChpleTo). Ciyuaunre
HACTBIIBAT IPEJMMHO B paMKHTE Ha IBE CEIMUITH CJIe/l BAKCHHAIIHUS, TT0-YECTO CIIe]] BTOpaTa BaKCHHA
1 T0-4Y€CTO MpHU TOo-Miaau Mbxe. Ciies BakcuHanus TpsiOBa a ObieTe OMUTEeTHH 32 TIPU3HAILN Ha
MHOKapAUT U TIEPUKApANT, HATIPUMeEp 3alyX, ChbplLieOneHe Wi 00JKa B 'bpAUTE, U TPAOBa HE3a0aBHO
Jla TOThPCUTE MEAUIIMHCKA IOMOIIL, aKO T€ HACTBIIAT.

KakTo Bcuukmu BaKCHHH, 2-):[030BI/I$IT BAaKCHUHAIIMOHCH KYypC C Comirnaty MOXKE Ja HE 3allIMTH
HAITbJIHO BCUYKH BaAKCUHUPAHU U HE € U3BCCTHO KOJIKO ABJITO IIC 6’B,I[eT€ 3aH_II/ITeH(a).

Jena
Comirnaty He ce pernoph4Ba MpH Jela Ha Bh3pacT 1o 12 roguHu.

JApyru nexapcrBa u Comirnaty
Tps6Ba na kaxere Ha Bamms nexap uiu GapManeBT, ako U3IOI3BaTe, HACKOPO CTE W3IMOI3BANN HITH €
BB3MOKHO J1a U3I0JI3BaTe APYTH JIEKapCTBa, WIIM HacCkopo B e nprioxkeHa HiKakBa Ipyra BaKCHHA.

BpemenHocT 1 KbpMeHe
AKo cTe OpeMeHHa Wi KbpMUTE, CMSTaTe, Y€ MOJKe J1a CTe OpeMeHHa WU IaHupaTe OpeMeHHOCT,
MoChBeTBalTE ce ¢ Barms nekap wim dapManesT npeau na Bu Obe npuioxkeHa Ta3u BaKCHUHA.

Ilodupane u padora ¢ MAIIUHU

Hskou oT edpeKTHTE HA BaKCHHATA, YIIOMEHATH B Touka 4 (Bb3MOKHH HEKETaHH PEAKIINH) MOTaT
BPEMEHHO J1a TIOBJIUSAAT criocoOHocTTa By 3a modupane miu padora ¢ mMamuuu. M3uakaiite, 1okato
Te3u e()eKTH OTIIYMSIT, MPean Aa modupare win Aa paboTHTe C MAITUHH.

Comirnaty cbabp:ka KaJauil 1 HaTPUi

Tazu BakcHHA ChIBPKA MO-Manko ot 1 mmol xanwmii (39 mg) Ha 103, T.€. MOXKE J1a Ce Kaxe, 4e
MIPAKTHYECKU HE ChABPIKA KaJHiA.

Ta3u BakcHHA ChIbpKa MO-Mako oT 1 mmol Hatpuii (23 mg) Ha 103a, T.€. MOXKE Ja ce Kaxe, 4e
MPAKTHYECKH HE ChABPIKA HATPHIL.

3. Kak ce npusiara Comirnaty

Comirnaty ce npuiara cien pa3pexaane kato urmkeknus ot 0,3 ml B Myckyin B ropHata 4acTt Ha
pbKaTa.

Ille Bu ObaaT HanipaBeHU 2 WHKECKIUH.

[IpenoppuBa ce BTOpaTa J03a OT ChIlaTa BAKCHHA J1a CE MPHIIOKH 3 CEIMHIM CJIe IbpBaTa 103a, 32
Jla ce 3aBBPIIN BaKCHHAIIMOHHHSAT KYPC.

AKO MMaTe HIKaKBU JOIBIHUTEIHH BBIPOCH, CBBP3aHH ¢ ynorpebara Ha Comirnaty, monuraiire
Bamus nexap, papManeBT win MEJULIMHCKA CECTpa.
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4, Bb3MoKHU HeKeJIaHU pP€aKuumn

Kakro Bcuuku BaKCHUHH, Comirnaty MOIXKC J1a NPCAU3BHUKA HCIKCIIAHNU PCAKIINY, BBIIPCKH UC HE BCCKU
' IoJIy4aBa.

MHOro 4ecTH HeKeJIaHU PeaKIMU: MOTaT Ja 3acerHar mosede ot 1 Ha 10 qymm
Ha MCTOTO Ha HHXKEKTUpaHe: 00JIKa, OTOK

yMopa

raaBo0oIIHe

00JKa B MyCKYJIUTE

BTpHUCAHE

00JIKa B CTaBUTE

TUapus

MTOBUINIEHA TEMITepaTypa

Hsxowu oT Te3u HEXENaHU PeakIiy ca MAJIKO MO-4eCTH IIpH IOHOIK Ha 12 10 15 ToauHu, OTKOIKOTO
MIpU BH3PACTHHU.

YecTn HexKeJTaHU PeaKIUM: MOTaT Jia 3acerHat o 1 va 10 gymm

. 3ayepBsIBaHE HA MJCTOTO Ha MHXEKTHpaHe
. rajicHe
. MOBpBIIIAHE

HeuecTu He:kelaHu peakuuu: MoraT jaa 3acerHat o 1 va 100 gymm
YroJieMEeH! TUM(QHH Bb3IIH

HEPAa3IOJIOKEHUE

0oJiKa B pbKaTa

0e3chHHE

ChpOEK Ha MACTOTO HA HHKEKTUPAHE

QJICPTHYHY PEAKIIUN KaTO OOPUB WIIH ChPOSIK

Penku Hesxenanm peakuuu: Morat fa 3acersat 1o 1 Ha 1 000 nymm
. BPEMEHHO €THOCTPAHHO YBHCBAHE Ha JIUIIETO
o AJICPTUYHY PEAKIMK KaTo yPTUKAPHSI WU MTOJyBaHE Ha JIUIIETO

C HeW3BeCTHA 4eCTOTA (OT HATMYHUTE IAHHU HE MOXKe J1a ObJIc HAallpaBeHa OILICHKA)

. TeXKa aJlepruiHa peaxuus

. BB3IAJIEHHE Ha ChPACYHMS MYCKYJl (MHOKapIUT) WU Bb3IIAJICHUE HA BhHIIHATA OOBMBKA HA
ChpLETO (TIEPUKAPIIUT), KOETO MOXKE J1a IOBEAE 10 3aayX, ChpleOreHe Win 00IKa B ThPAUTE

Cho0maBaHe Ha HeKeJIAaHH pPeaKnu

AKO TIOJTyunTe HAKAKBU HEXKEJIaHU JICKAPCTBCHH PEaKIvy, yBeomMere Bamus nekap, apMaieBT Win
MEITUITMHCKA cecTpa. ToBa BKIIIOYBA BCUYKH BH3MOYKHH HEOITMCAHU B Ta3W JUCTOBKA HEXXKEIIAaHU
peaknun. MoXKeTe ChITO Ja ChOOINUTE HEXKEITAHN PEaKIny JUPEKTHO Upe3 HaIlHOHATHATa CUCTEMA 3a
choOIIaBaHe, mocoueHa B [Ipunoxkenue V, U 1a BKIIOYHTE TAPTUAHUS HOMEP, aKo € HamudeH. Kato
CHOOIIIaBaTE HEXKEITAHN PEAKIIUY, MOXKETE Jla TAJIeTE CBOS MIPUHOC 3a MMOJIy4aBaHEe Ha IMOBEYC
ruHGOpMAIUS OTHOCHO 0€30MMacHOCTTA Ha TOBA JIEKApPCTBO.

5. Kak 1a cexpansiBate Comirnaty
Jla ce chxpaHsiBa Ha MSICTO, HEJIOCTHITHO 32 JIela.

Crenarata nHGOpPMAIlHSI OTHOCHO ChbXPAaHEHHUETO, CPOKA Ha TOTHOCT M paboTaTa e MmpeHa3Ha4YeHa 3a
MEIUIUHCKY CTICIIHATUCTH.
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He u3non3BaiiTe ToBa JIeKapcTBO Ciie]] CPOKa Ha TOHOCT, OTOEIsA3aH BEPXY KapTOHEHATA OTAaKOBKA H
erukera cien "I'ogen no:". CpoksT Ha TOAHOCT OTTOBApS HA MTOCIICIHUS JH OT IMTOCOYCHUS MECEIT.

Ha ce cpxpansiBa BbB (hpusep mpu -90°C no -60°C. B pamkure Ha 6-MeCeUHHUSI CPOK HA TOJHOCT
HEOTBOPEHHUTE (PJIAKOHU MOXKE Jla C€ ChbXPaHsABaT U TpaHcnoptupar mnpu -25°C 10 -15°C 3a eauHUYCH
HEePHOJ 10 2 CEIMHUIIH, CIIe] KOETO MOXKE J1a C€ BhpHAT 00pAaTHO 3a ChbXpaHEHHE MPH

temmneparypa -90°C no -60°C.

213 CC€ CbXpaHsBa B OpUTMHAIHATa OIIaKOBKa, 3a a CC MPEAIasu OT CBETIINHA.

Tpancghep na 3ampazenu (paaxkonu, coxpanasanu npu cepwvxuucka memnepamypa (<-60°C)

. [InuTkuTe KyTHU ¢ GIaKOHH, KOUTO ca 3aTBOPEHU C Kamaly, Chabpikamu 195 ¢urakona,
M3BaZIeHH OT ChXPaHEHHUE B 3aMPA3€HO ChCTOSHHUE MIPH CBPBXHUCKA Temreparypa (<-60°C),
Morar Jia OcTaHat Ha TemrepaTtypa Ao 25°C He nmoBede OT 5 MUHYTH.

o [InuTkuTe KyTHU ¢ HIAAKOHH, Ha KOUTO KalaluTe ca OTBOPEHH WIIN TE€3U, KOUTO ChIBPKAT
mo-mMainko ot 195 ¢nakoHa, cies KaTo ca U3BaJACHU OT ChbXPaHEHHE B 3aMPa3eHO ChCTOSHHE NIPH
CBpBXHHCKA Temreparypa (<-60°C), moraT ma octanart Ha Temmeparypa o 25°C He moBeue oT
3 MUHYTH.

o Cren xato KyTHHTE ¢ (JIAKOHH Ce BBPHAT 00paTHO 3a ChXpaHEHHUE B 3aMPa3eHO ChCTOSHUE CIIE]
eKCHOo3UIMs Ha Temneparypa 1o 25°C, Te TpssOBa Ja ocTaHaT Ha ChbXPaHEHHE B 3aMPa3cHO
CHCTOSTHHUE B MPOIBIDKEHNE Ha Hall-MaJko 2 Jaca, MPear Aa MoraT aa ObJaT U3BaJleH! OTHOBO.

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

o [InutkuTe KyTHU ¢ HIAAKOHHU, KOMTO ca 3aTBOPEHH C Kamald, Chabpkam 195 ¢makona,
M3BaJICHN OT ChbXpaHeHHe B 3aMpaseHo cherosHue (-25°C no -15°C), moraT 1a octaHat Ha
TeMmmeparypa a0 25°C He nmoBede OT 3 MUHYTH.

o [InuTkuTe KyTHU ¢ HAAKOHH, Ha KOUTO KamaluTe ca OTBOPEHH WIIN TE€3U, KOUTO ChIBPKAT
no-mMaiko ot 195 ¢nakoHa, cies KaTo ca U3BaACHU OT ChbXpaHEHHE B 3aMPa3eHO ChCTOSHHE
(-25°C no -15°C), morat aa octaHat Ha Temneparypa 1o 25°C He moBeye OoT 1 MUHYTa.

Crienr KaTo BEJHBXK J1a/icH ()JIaKOH € U3BAJICH OT IUTMTKATa KyTHs ¢ (JIaKOHU, TOH TpsiOBa 11a ce
pasmpasu 3a ynotpeoa.

Cren pasMpassBaHe BaKCHHATa TPsIOBa Jja ce pa3peau U Ja ce M3MO0I3Ba BeaHara. Bee mak naHHuTe 3a
CTaOMIIHOCT B IIEpHO/Ia Ha N3MOJI3BAaHE MTOKA3BaT, 4e Cie]] N3BaKAaHe OT Gpu3epa Hepa3peeHaTa
BaKCHMHa MOXe Jla ce chXpaHsiBa 3a nepuon a0 1 mecen npu 2°C go 8°C. B pamkute Ha 1-MeceuHus
cpok Ha roaHoct npu 2°C g0 8°C 3a TpaHCHIOpTHpaHe MOXKE Aa ce u3non3sar Ao 12 yaca. [Ipenn
ynorpeba HeoTBOpeHaTa BAaKCHHA MOXKE Jla Ce ChXpaHsBa 10 2 yaca npu temieparypa mo 30°C.

Crnen pa3pexkaaHe, CbXpaHsABalTe U TpaHcnopTupaiite BakcuHarta npu 2°C 1o 30°C u s u3noia3BaiTe B
pamkuTe Ha 6 yaca. M3xBbpreTe HEM3MOI3BaHATa BAKCHHA.

CJ'IC,I[ HU3BaAXIAaHE OT (1)p1/13epa U pa3pCiKaaHC BbpXY q)HaKOHI/ITe Tpf[6Ba Ja 6’[:)_'[aT O3HA4YCHH HOBHUTC
JaTa U 9ac 3a U3XBbPJIIAHC. CJ'IC,Z[ pa3MpassaBaHC BAKCHHATA HE MOKC a CC 3aMpa3siBa IOBTOPHO.

He usnon3paiite Ta3u BakCHMHA, aKO 3a0€ICKUTE BUIUMHU YACTHUIIM B pa3peicHaTa AUCIICPCHsI WK
MPOMSHA B IIBETA.

He u3xBbpisiiTe nekapcTBaTa B KaHAIM3alMATa WIM KOHTEHHEpa 3a JOMAaIllHU oTrnaablu. [lonuraiite

Bamms (I)apMaI_ICBT KaK J1a U3XBBbPJIATC JICKAPCTBATA, KOUTO BCUC HC U3IIOJI3BATC. Tes3n MCPKHU 1I1€
CIIOMOT'HAT 3a OIla3BAHE Ha OKOJIHATa cpeaa.
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6. Cumpmarme Ha OIMIAKOBKATa U JO0II'bJIHHUTEIHA I/lll(l)OpMalII/lﬂ

Kakso cbabp:xa Comirnaty

o AxtusHo BemectBo: HPHK Bakcuna cpemry COVID-19. Crnen paspexnane GaakoHbT ChIbpKa
6 no3u mo 0,3 ml, Beska ¢ 30 mukporpama uPHK.
. Jpyru cbcTaBKU:

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

2-[(momuerunenriukoin)-2000]-N,N-turerpanermnaneramus (ALC-0159)
1,2-nucreapoun-sn-riauuepo-3-pochoxonmun (DSPC)

XOJIECTEPOIT

KaJMEeB XJIOPH]

KaJHueB AUXuaporeHdocdar

HATPUEB XJIOPU

IuHaTpueB Gocdar AUXUIPAT

3axaposa

BOJIa 32 MHKEKIIIH

Kak m3rnexxga Comirnaty 1 KakBo ChABbP:Ka ONIAKOBKATA

Bakcunara e 6s1a 1o moutu 6stta qucnepenst (pH: 6,9 — 7,9), nocraBsta B MHOT01030B (hJIaKOH ¢
6 mo3u — po3pauen ¢uakoH (cThkiro Tai 1) 2 ml, ¢ rymeHa 3amyIanka u ¢ aTyMHHAEBA 00KaTKa U
OTYYIBAILO CE TIACTMACOBO Karaye.

Bun omakoska: 195 diakona

IMpuTe:kaTesn Ha pa3pelleHUETO 32 ynoTpeda
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

I'epmanus

ten.: +49 6131 9084-0
thakc: +49 6131 9084-2121
service@biontech.de

IMpousBoauTean

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

T'epmanus

Pfizer Manufacturing Belgium NV

Rijksweg 12
2870 Puurs

benrus

3a gombaHMATENHA HHGOPMALIUS OTHOCHO TOBA JIEKAPCTBO, MOJISI, CBBPIKETE CE C JIOKAIHUS
NpeACcTaBUTEN Ha MPUTEXKATEIS Ha pa3pelieHHeTo 3a ynorpeoa:

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
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Bbbarapus

[ aiizep JTrokcemoypr CAPJI, Kion
boarapus

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

EArada
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

Kvmpog
Pfizer EAAGG A.E. (Cyprus Branch)
TnA: +357 22 817690

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
Laborat6rios 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

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



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

JlaTa Ha mocJieaHo Mpepasriexaade Ha gucropkara {MM/I'TTT}

Toga JlekapcTBO € pa3penieHo 3a yrmoTpeda mo T. Hap. cXema ,,pazperiaBane moa ycimosue™. ToBa
03Hau4aBa, 4e 3a JIEKApCTBOTO CE OYAKBAT JOMBIHUTENHN NTaHHHU. EBponeiickaTa areHnus mo
JIEKapcTBaTa II¢ U3BHPIINBA Mperiie/ Ha HoBaTa MHPOPMAIIXS 3a JICKApCTBOTO TIOHE BEIHBXK T'OJIUIITHO

1 Ta3u JIUCTOBKA CbOTBCTHO IIC CC aKTyaJIu3upa.

CKaHHpaﬁTe Koza C MOOUIHO YCTPOﬁCTBO, 3a [1a MMOJIYYUTEC JIMCTOBKATA HA PAa3JIMYHA C3ULHU.

URL: www.comirnatyglobal.com

[Moapobua nHpOpMAaIHKs 32 TOBA JIEKApPCTBO € MpeIocTaBeHa Ha yeOcaiita Ha EBporeiickara areHuus
no nekapcreata http://www.ema.europa.eu.

Ta3zu nucToBka € HannyHa Ha Bcuuku e3unn Ha EC/ENII Ha yebcaiita Ha EBporneiickaTta areHus mo
JIEKapCcTBaTa.

ITocoyenara mo-x0Jay HH(l)OpMalII/IH € MpeaHasHayeHa caMo 3a MEAUIHHCKH CIICHHATUCTH:

[Ipunaraiire Comirnaty HHTpaMyCKYJIHO cliesl pa3pekaane karo kype ot 2 no3u (0,3 ml Bcsika) mpes
MHTEPBAJ OT 3 CeAMULIH.

IIpocnenumoct

3a 1a ce moIo0pH MPOCIEAUMOCTTa Ha OHOJIOTHYHHUTE JIEKAPCTBEHH MPOTYKTH, UMETO U TAPTHIHUAT
HOMeEp Ha MPIJIOKEHUS MPOIYKT TPsiOBa SCHO J1a ce 3aIMCBaT.

Ykazanus 3a padora

Cornirnaty TpSI6Ba Aa CC MPUTOTBU OT MCAUIUHCKHU CIICHHUAIIMCT, KaTO CC U3IOJI3Ba ACCITUYHA
TCXHHUKA, 3a J1a CC rapaHTUpa CTCPUWIHOCTTA Ha NPUTOTBCHATa JUCTICPCUSI.
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PASMPA3ABAHE IIPEJIN PA3PEKJIAHE

He nmoBeue ot
2 yaca npu
cTaliHa

TeMIepaTypa
(mo 30°C)

<

MHOTr071030BHAT ()ITAKOH CE ChXpaHsBa
3aMpa3eH U TpsAOBa J1a ce pa3Mpaszu
npeay paspexaane. 3aMpa3eHuTe
(hakoHM TpAOBa Ja ce MpeHecar B cpeaa
¢ temneparypa 2°C no 8°C, 3a na ce
pa3MpassiT; pa3Mpa3sBaHETO Ha e/lHa
omakoBKa ckC 195 ¢makoHa Moxe n1a
otHeMe 3 yaca. Bp3MoskeH e ChIIo Ipyr
BApUAHT, IPU KOHUTO 3aMpa3eHUTE
(akoHM Ja ce pazmpasar 3a 30 MUHYTH
pu Temiepatypa a0 30°C 3a HezabaBHa
yrotpeoa.

HeotBopenusr dhiakoH Moxe aa ce
chbXpaHsBa 3a nepuoj 1o 1 mecen npu
2°C mo 8°C. B pamkute Ha 1-MeceuHust
cpok Ha roaHoct pu 2°C no 8°C 3a
TPAaHCIOPTUPAHE MOKE J1a CE U3I0I3BAT
1o 12 gaca.

OcraBete pa3MpaseHHAT QIaKOH A2
JOCTUTHE CTaiHa TeMmIeparypa u
BHUMATEJIHO TO 00bpHETE 10 mbTH
npenu paspexnane. He pasknamaiire.
[Ipenu paspexnane pasMpaseHaTa
JHCTIEpCUsl MOXKE J1a ChIbpyKa Oesn 10
Ho4YTH OeM Herpo3padyHyu aMoOphHU
YaCTHULIH.

PA3PEX/TAHE

1,8 ml narpues xsopua 0,9%
WHKEKIIHOHEH Pa3TBOP

Pa3mpasenara BakcuHa TpsOBa 1a ce
paspenu B HEiHUSI OpUTHHATICH (DIIakoH
¢ 1,8 ml marpues xmopua 9 mg/ml
(0,9%) nHXEeKIMOHEH pa3TBOP, KaToO Ce
u3nons3Ba uria 21 G, wiv no-ThHKa, U
acenTHYHA TEXHUKA.
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H3rerere oyraaoro a0 1,8 ml, 3a
J1a OTCTPaHUTE Bb3AyXa.

N3paBHeTe HANATaHETO BBB (pakoHa
npe/iv Ja U3BAJNUTE UTJIAaTa OT HEro, KaTo
usrernute 1,8 ml Bb31yX B
W3Mpa3HeHaTa CIPHHIIOBKA Ha
paspeaurens.

Buumareano — 10 nbTH

Buumarenno o0bpHeTe pa3peneHara
qucnepcus 10 meTu. He paskiamaiire.
Pa3penenara BakcuHa TpsiOBa 1a
NpeACTaBiIsiBa NOYTH Osi1a AUCTICPCHUS
6e3 Bunumu yactuuu. He usnonspaiite
paspeneHaTa BakCHHA IIPU HAJIMYHME Ha
YaCTHLIM WJIM IPOMsHA B LIBETA.
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Date / Time:

3anuuere cbOTBETHUTE AaTa U vac.
Jla ce M3M0JI3Ba B paMKHTeE Ha 6 yaca
cJe] pa3pexaaHe.

Ha paspenennte pnakonu TpsoBa na
ObIaT 0TOENA3aHU CHOTBETHUTE JlaTa U
Jac.

Crnen pa3pexaaHe ChbXpaHsIBalTe IpU
2°C no 30°C u u3non3BaiTe B paMKUTE
Ha 6 4yaca, BKJIFOUUTEITHO BPEMETO 32
TPaHCIIOPTUPAHE.

He 3ampazsiBaiiTe win paskiamiante
paspeneHaTa nucriepcus. Axo e Onia
MOCTaBEHA B XJIAJINITHHUK, OCTABETE
paspezicHaTa JUCIepCHs 1a TOCTUTHE
cTaifHa TeMIieparypa npeau ymnorpeoa.

MPUT'OTBAHE HA UHAUBUAYAJIHU 1031 COMIRNATY OT 0,3 mi

0,3 ml paspenena
BAaKCHHA

Cren paspexnane GpaakoHBT ChIbPKa
2,25 ml, oT KOUTO MOraT Ja ce U3TErsAT
6 go3u mo 0,3 ml.

Karo m3nona3Bare acenTHYHa TEXHUKA,
MOYUCTETE 3aIlylajKaTa Ha (JIakoHa ¢
TaMIIOH 3a €JHOKpaTHa yrnoTpeoa,
HAIIOCH C aHTUCENTHYEH Pa3TBOP.

Uzrernere 0,3 ml Comirnaty

Tpsi6Ba fa ce U3Moa3BaT CIIPUHIIOBKU
W/WJIH UITJIN C MaTbK MBPTHB
(memsmon3BaeM) obeM, 3a J1a Ce U3TETIIAT
HIECT JIO3M OT eAuH (pIaKoH.
KomOuHnanusTa OT CpuHIIOBKA U UTJIa C
MaJIlbK MBPTHB 00eM TpsiOBa J1a uMa
MBPTHB 00€M HE MO-TOJISIM OT

35 Mukponutpa.

AKO ce M3M0I3BaT CTaHAapTHH
CIIPUHIIOBKY M MIJIM, MOXE JIa HsIMa
JIOCTaThueH 00EM 3a M3TETJISTHE Ha

6 103 OT euH (PIIAKOH.

Besika mo3a tpsoBa ga ceaspxka 0,3 ml
BaKCHHA

AKO KOJIMYECTBOTO HA OCTaHAJIaTa BHB
(hnakoHa BakCHHA HE MOXKE J1a JOCTaBU
eaHa 1si1a no3a ot 0,3 ml, u3xebpriere
(hrakoHa ¥ U3TUIITHAS 00eM
U3xBbpIieTe HEU3MOI3BaHATA BAKCHHA B
paMKuTe Ha 6 "aca cie]| pa3pexaaHe.

HN3xBbpasine

Hewusnon3panusr JICKAPCTBCH MPOAYKT WIN OTHAABYHUTC MATCPpUAJIU OT HETO Tp$16Ba Aa CC U3XBBPJIAT

B CHbOTBCTCTBUC C MCCTHUTC U3UMCKBaHM.
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