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. KAYECTBEH U KOJIMYECTBEH CHbCTAB

ToBa e MHOT0030B (DJIAKOH M CHIBPKAHUETO My TPAOBa Ja ce pa3peau mpeau yrnorpeoda.

Enun ¢pnaxon (0,45 ml) chabprka 6 qo3u mo 0,3 ml cnen paspexnane, Bixre Touku 4.2 u 6.6.

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

EnnoBepmxkHa, 5’-kenmpana napopmanmonsa PHK (uPHK), npousBenena ¢ m3non3Bane Ha
Oe3kieThuHa IN Vitro tpanckpuims ot choTBeTHUTe JJHK-MaTpuim, koaupamu BupycHus S (Spike)-
npoterH Ha SARS-CoV-2.

3a IBJIHUA CIIUCHK HA TOMOIIHUTE BEIECTBA BUKTE Touka 6.1.

3. JIEKAPCTBEHA ®OPMA

KoHueHnTpart 3a MHXEKIIMOHHA AUCTIepcHs (CTepHieH KOHIIEHTPAT)

Bakcunata nipencrasisisa Osuia 70 mouTu Osita 3ampasena aucrepcus (pH: 6,9 — 7,9).
4. KJIMHUYHU JAHHHU

4.1 TepaneBTHYHM MOKA3AHMSA

Comirnaty e moka3aHa 3a aKTHBHA HMYyHHW3aI¥sl 3a IpeBeHIus Ha 3abonsBaneto COVID-19,
npudrHEeHo oT Bupyca SARS-CoV-2, Ha nuia Ha Bb3pacT 16 u moBeye roanHu.

Ynorpebara Ha Ta3u BakCHHA TPsOBA 11a € B CHOTBETCTBHE C O(PUIINATHNATE PENOPHKH.

4.2 ]Jlo3upoBKa U HAYMH HA NMPUJIOKEHHE

AOBI/I[ZOBKa

Jluya na év3pacm 16 u nogeue 2o0unu
Comirnaty ce mpujara HHTPaAaMyCKYJIHO CIIe] pa3pexaane kato kype ot 2 no3u (o 0,3 ml Besika).
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, TpsiOBa na
noxy4ar BTopa no3a Comirnaty, 3a /1a 3aBbpIIaT BaKCHHAIIMOHHMS KYPC.



Teouampuuna nonynayus
be3onacHoctTa u ehukacHocTTa Ha Comirnaty IpH Jielia ¥ FOHOIIU Ha BB3PacT MO-MajKo OT
16 roauHu BCe OIIe HE ca YCTaHOBEHU. HannvHu ca orpaHUYeHH TaHHH.

Tonynayus 6 cmapuecka 6vb3pacm
He ce nanara kopurupaHe Ha Jjo3ata 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 Bcesika no3a tpsioBa na ceappika 0,3 ml BakcuHa.

° 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 € ACITOUAHUAT 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-Malko 15 MUHYTH cief
BakcuHanuATa. He Tpg6Ba na ce mpuiara BTopa J03a OT BAKCHHATA Ha JINIIA, TOTyYHIN aHa(uIakcus
KbM IIbpBaTa j03a Comirnaty.



Peaxyuu, cevpsanu ¢ mpegoscrnocm

BBB Bpb3Kka ¢ BakCHHAIMATA MOTAT JIa Bh3HUKHAT PEAKINH, CBbP3aHH C TPEBOKHOCT, BKIFOYUTEITHO
Ba30OBarallHu peakinu (CUHKOM ), XUIIEPBEHTUIAINS WIH PEAKIINH, CBbP3aHU ChC CTPECca, KaTo
TICUXOTE€HEH OTIOBOP KbM HHXKEKTHPAHETO ¢ Uria. BaykHo e 1a ce B3emMar mpena3Hu MepKH, 3a /1a ce
MIPEeIOTBPATH HapaHSIBaHE OT MPHUITaJaHe.

Covnvmcemesauio 3abonssane

Bakcunanusra TpsiOBa 1a ce OTJIOKH IPH JIMIA, CTPAJAIK OT OCTPO TEXKO (HeOpHITHO 3a00JIsIBaHe
i octpa uHpekms. Hanmmurero Ha neka nH(EKIMS W/WIH HEBUCOKA TeMIlepaTypa He TpsiOBa 1a
CTaBa MPUYHHA 32 OTJaraHe Ha BAKCHHAIUATA.

Tpomboyumonenusi u HapyuieHus Ha KPb8OCHCUPBAHEMO

KaxkTo mpu qpyrv H”HTpaMyCKYITHH WHKEKITMH BaKCHHATA TPSOBA J1a Ce Mpriiara BHUMATEITHO MPH
JIUIa, TTOyYaBalld aHTUKOAryJIaHTHA Tepanus Wi JIUIa ¢ TPOMOOIIUTONICHHSI UM HAKAKBO
HapylleHne Ha KPhbBOChCUPBAHETO (KaTo XeMO(QWINs), Thi KaTO MPH TE3H JIHIIa MOTAaT J1a Bb3HUKHAT
KbpBEHE WM 00pa3yBaHe HA CHHHHU CJIe]] HHTPAMYCKYJTHO MPIIIOKEHUE.

Hmynoxomnpomemupanu auya

EdwukacHoctTa, 6€30M1acHOCTTa 1 IMyHOT€HHOCTTA Ha BAKCMHATA HE Ca OLICHEHH MPH
MMYHOKOMITIPOMETHPAHH JINIIA, BKIFOYUTEITHO TE€3H, OTy4YaBalld UMYHOCYIPECUBHA TepaIsl.
Edukacnocrra Ha Comirnaty MOXe Jia € IMO-HHUCKA MTPH UMYHOCYIIPECUPAHH JIHIIA.

HpO()'b]l.?iCMm@]lHOCm Ha 3awumama

HpOI[’LH)KI/ITCJ'IHOCTTa Ha 3amuTaTra, NIpeaocTtaBsiHa OT BAKCHMHATa, HE € U3BCCTHA, THHU KaTo TS BCE omIe
CC OIpEAciid B TCKYIIIU KIIMHUYHHA IMTPOYyYBaAHUA.

OZPCZHMLleHMﬂ Ha e(j)eKmuGHocmma HA eakcunHama

Kakro mpu Bcsika BakcrHa, BakcuHanusaTa ¢ Comirnaty Moske J1a He 3alllUTH BCUUKU BAKCHHUPAHU.
Jluna Moxe 12 He ca HaITbJIHO 3aIUTEHH 10 7-MHs JCH Clle BTopaTta /103a OT BaKCHHATA.

ITomontHm BemecTBa

Ta3u BakcuHa ChIbpKa MO-MajKko oT 1 mmol xanuit (39 mg) Ha 103a, T.€. MOXKE Ja ce Kaxe, 4e
HPaKTUYECKU HE ChIbPrKa KaJuil.

Ta3u BakcuHa ChIbpKa MO-Majko oT 1 mmol Hatpuii (23 mg) Ha 1034, T.€. MOXKE Aa ce Kaxe, 4e
MIPAKTUYECKU HE ChABPIKA HATPHI.

4.5 B3aumoaeiicTBHe ¢ APYI'H JIeKAPCTBEHH MPOAYKTH M APYrd (popmMu Ha B3auMoelcTBHe
He ca npoBexxaanu npoy4yBaHusl 32 B3aUMOJIEUCTBUSATA.

CropreTBamoTo npuiiokenne Ha Comirnaty ¢ Ipyru BAKCHHH HE € IIPOYYEHO.

4.6 @epTHaANTET, GPEMEHHOCT U KbPMEHe

Bbpemennoct

Hma orpanudeH omut ot yrnotpebara va Comirnaty mpu 6pemernu sxenu. [IpoyuBanusiTa mpu
JKUBOTHH HE MOKa3BaT MPEKU WJIH HEMPEKH BPeIHU e(DEKTH, CBhP3aHU ¢ OPEMEHHOCTTA,
eMOPHOHATHOTO/(hETATHOTO pa3BUTHE, PAKIAHETO MITH MIOCTHATAIHOTO pa3BuTHE (BXK. Touka 5.3).
IMpunoxenne Ha Comirnaty o Bpeme Ha OGpeMEHHOCT TpsiOBa 1a ce 00CHXKIa, CaMoO KOraTo
MOTEHIMATTHUTE MOJI3M HAJIBUIIIABAT BCIKAKBHU MOTCHI[MATHHE PUCKOBE 32 Maikara u ¢eTyca.



Kspmene

He e m3BectHOo manmu Comirnaty ce ekckpetupa B KbpMaTa.

DepTunuTer

IIpoyuBaHUATA TPH KUBOTHH HE TIOKA3BAT IPEKH WITH HEMIPEKH e(DEKTH, CBbP3aHH C PEMPOIYKTHBHA
TOKCHYHOCT (BK. Touka 5.3).

4.7 Edextu BbpXy cnoco0HocTTa 32 IogupaHe u padora ¢ MAalIUHA

Comirnaty He moBIUsIBA HJIH MOBJIKSABA IPEHEOPEIKUMO CIIOCOOHOCTTA 3a 1odupaHe U paboTa ¢
MaluHy. Bee mak HsIKou oT eeKTHTe, MOCOUYeHH B ToUKa 4.8, Morat BpeMEHHO J1a TOBIHUSST
CHoCOOHOCTTA 3a mopupaHe WiK padoTa ¢ MaLIHHU.

4.8 Hexkenanm JiekapcTBeHH peaKuH

Pesrome Ha mpoduiia Ha 6€30MacHOCT

BesomacHoctTa Ha Comirnaty e olleHeHa IMPHU YYaCTHUIM HA Bb3pacT 16 u moBede roAuHU B
2 KIIMHUYHU U3MUTBaHUS, B KOUTO ca BKItoueHH 21 744 yqacTHUIM, IOTYYHIIA TIOHE €/THA /1032
Comirnaty.

B IIpoyusane 2 o6mo 21 720 ygacTHuIM Ha Bb3pacT 16 nim noBeve roArHY ca MOTyYHIN TOHE

1 no3a Comirnaty u 00110 21 728 ydacTHUIM Ha Bb3pacT 16 WiIu moBede roAMHM Ca MOy IHIH
mwiane6o (BxarounteaHo 138 u 145 ronomu Ha 16- 1 17-roauiiHa Bb3pacT ChOTBETHO B IpyImara Ha
BaKCHHATa ¥ rpynara Ha miame6o). O6mo 20 519 yuactHunu Ha Bp3pacT 16 mim nmoBeve roauHu ca
noxyunin 2 no3u Comirnaty.

KbM MoMeHTa Ha aHanu3a Ha [IpoyuBane 2 o6mo 19 067 (9 531, nomyuywrnu Comirnaty, u 9 536,
MOJTYYHITH TUTAIe00) YYaCTHUIM Ha Bh3pacT 16 u moBede TouHM ca OleHeHH 32 Oe301acHOCT B
MPOAB/DKEHUE Ha Hali-Maliko 2 Mecena ciie/ Bropara jgo3a Comirnaty. ToBa BkirouBa o0mio 10 727
(5 350, momyunau Comirnaty, u 5 377, monyunnu 1arne6o) yqacTHHIM oT 16- 10 55-roauiiHa
Bb3pacT u 06mio 8 340 (4 181, momyumnu Comirnaty, u 4 159, mony4nnu miane60) yqacTHHIH, HA
BB3pacT 56 u roBeye roJuHH.

Haii-yectute HexxeNnaHU PeakIMU MPH YYACTHUIIMTE HA BB3pacT 16 u moBeve roauHu ca 6oJka Ha
MSICTOTO Ha uHkektupane (>80%), ymopa (>60%), rmaBobomnue (>50%), muanrus u srpucane (>30%),
aptpairus (>20%), mUpeKcus U MolyBaHe Ha MICTOTO Ha uHkekTHpane (>10%) 1 00uKHOBEHO ca
JICKW WM YMEPEHH M0 WHTEH3UTET U OT3BYYaBAT B PAMKHUTE Ha HSIKOJKO JHU CIIe/T BAKCUHAIUATA.
MaJiko mo-MaJjika 4ecToTa Ha ChOUTHSITA Ha PEAKTOTCHHOCT CE€ CBBbP3Ba C MO-TOJIIMA Bh3pacT.

CouchbK Ha HEXEIaHU pCaKIMU OT KIMHUYHU U3MUTBAHUA U OT IMIOCTMAPKECTUHI'OBHA OIIUT B TabJIWYEH
BHU

Hexenanute peakiuy, HabII0JaBaHM 110 BpeMe Ha KIIMHUYHUTE MIPOYYBaHUs, ca W30pPOSHH MO-10ITy,
CBIJIACHO CIICTHUTE KaTETOPUH MO YECTOTA!

MHoro gectn (>1/10),

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

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

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

Mpuoro peaxu (<1/10 000),

C HensBecTHA 4eCTOTa (OT HAJIMYHHUTE JJAHHU HE MOXe J1a ObJIc HalpaBeHa OICHKA).



Taoauna 1:

MOCTMAPKETUHIOBUSA OIIUT

He:xeanu peakuuu oT KIMHUYHUTE npoy4yBanus Ha Comirnaty u ot

CucreMo-opratHeH Kjiac MHuoro YecTn Heuectn Penxn C Heu3BecTHa
YecTH (>1/100 no |[(=1/1 000 xo| (>1/10000| wuecrora (oT
(=1/10) <1/10) <1/100) | mo <1/1 000) waaMYHHUTE
JaHHM He
MosKe 1a 0bae
HATIpaBeHA
OIICHKA)
Hapymienust Ha KpbBTa U Jumobane-
muMmdHaTa cCUCTeEMa HOTIATHUS
Hapymenns Ha uMmyHHarTa Peakuun Amnadunaxcus
cucremMa Ha CBPBX-
YYBCTBU-
TEITHOCT
(mamp.
00puB,
HIPYpUTYC,
ypTuKapus,’
aHruoegem?
Tlcuxu4Hu HapyIEeHUs bescbHue
Hapymienus Ha HepBHaTa | I'maBobomme Octpa
cucremMa nepudepHa
JUIIeBa
napainmza’
CroMantHo-4peBHI Huapus® T'anene;
HapYIICHUS [ToBprbiane”
Hapymenns na Aptpanrus; Bonxka B
MYCKYJTHO-CKEJIeTHATa Muanrus KpaiHUK"
cucTeMa u
CheIMHUTEHATAa ThKaH
OO01mmm HapyIICHHS | bonka Ha 3auepssaBane| Hepasmo-
e(exTH Ha MACTOTO Ha MSCTOTO Ha | Ha MACTOTO | JIOKEHHUE;
MIPUIIOKEHUE WHKCKTH- Ha uHkekTu- [Ipypuryc
paHe; pane Ha MACTOTO
YmMmopa; Ha UHXEK-
Brpucasue; TUpaHe
ITupexcus;™
Otok Ha
MSICTOTO Ha
WHKCKTH-
paHe

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

6 IIpe3 meproma Ha MPOCIENIBAHETO 32 OE30TIACHOCT Ha KIIMHUYHOTO Mpoy4uBane, 10 14 noemBpu 2020 r.,
ocTpa neprdepHa JIUIeBa Mapain3a € ChoOIIeHa OT YeTHpuMa yJacTHHIH B rpynata Ha UPHK BakcunaTta
cpemty COVID-19. [osiBata Ha nmneBa napaiuza e Ha Jlen 37 cnen J{o3za 1 (Jlo3a 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 peakuusi, ycraHOBEHa cje]] pa3pelaBaHe 3a ynorpeoa.

-

OrtHacs ce 3a PBKaTa, Ha KOATO € MOCTaBCHA BAKCHUHATA.

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

[Ipodunbt Ha Oe30macHOCT MpH 545 ydacTHUIM, BakcuHUpaHu ¢ Comirnaty, KOUTO ca OMIx
cepono3utuBHU 32 SARS-COV-2 Ha N3X0/THO HUBO, € TIOJI00CH Ha HaOII0aBaHus Ipu 00IaTa

noryiaanuys.




Cpo0111aBaHe Ha MOA03UPAHN HEXKETAHN PEAKITHH

CpoOmraBaHeTo Ha T0I03UPAaHH HEXKEIIAH! PEaKLUK CIIe]] pa3peraBaHe 3a ynorpeda Ha JeKapCTBEHUS
HPOIYKT € BaykHO. ToBa M03BOJIsIBA /1a IPOABIDKY HAOIIOICHUETO Ha ChOTHOLICHHETO T10J13a/PUCK 32
JeKapCTBEHUS MPOIYKT. OT MEIUIMHCKUTE CIIEHAINCTH C€ M3UCKBA J]a ChOOIIaBaT BCAKa
HOI03MpaHa HeKEJIaHa PeaKIys uype3 Hal[MOHaIHa CHCTeMa 3a ChoOIIaBaHe, MOCOYeHa B
[punoxkenne V u 1a BKIIOYAT NAPTUAHUS HOMED, aKO € HAJTUUCH.

4.9 Ilpeno3upane

Vima Hanu4HU TaHHY 32 TIpeo3upaHe Ipu 52-Ma y4acTHHIH, BKIIOYCHH B KIIMHUYHOTO U3IHUTBAHE,
KOUTO MOPAJIH IPeliKa B pa3perkaaHeTo ca noyqmia 58 mukporpama Comirnaty. Bakcuuupanute He
cbOOIIABAT 32 MMOBHUILICHA PEAKTOTCHHOCT WIIM HEXKEJIAaHU PEaKIIUH.

B cnydaii Ha mpesjo3upane ce mpenopbuBa MPOCIeIIBaHe Ha JKU3HEHUTE (QYHKIINH ¥ BH3MOXKHO
CHMIOTOMAaTHYHO JICUCHHE.

5. ®APMAKOJIOTTYHU CBOMCTBA

51 dapmakoaMHAMMYHU CBOIiCTBa

dapmakoTepaneBTU4HA Ipyna: BaKCUHH, Apyru BupycHu Bakcunu, ATC koza: JO7BX03

MexaHu3bM Ha JIEUCTBUE

Hyxneosugno mogudunupanara nnpopmaunonsa PHK B Comirnaty e nmog ¢opmara Ha TunuaHu
HAaHOYACTHIIM, KOCTO ITO3BOJISIBA TOCTaBIHETO Ha Heperumimpania ce PHK B kietkure
TFOCTONPUEMHHIIH, 32 J1a HACOYM MPeXoaHaTa ekcrnpecus Ha S anturena Ha SARS-CoV-2. uPHK
KOJMpa MEMOpPaHHO 3aKOTBEH, IbTHOBEPIDKEH S (SPIKE) MpoTewnH ¢ IBe TOYKOBH MYTallHHU B
IICHTpaJIHAaTa YacT Ha crHpajiara. MyTalusaTa Ha Te3U IB€ aMHHOKHCEIIUHU JI0 TIPOJIMH CTaOMIH3HPa
S (spike) mpoTenHa B aHTUT€HHO TpeANoYrTaHa nMpedy3noHHa CTPYKTypa. BakcHHATa MpeTM3BUKBA
KaKTO ITPOM3BOJICTBO HA HEYTPAIU3UPAIIN aHTUTENIA, TaKa U KIETbYEH UMYHEH OTTOBOP KbM S
(spike)-anTHrena, koeto Moxe 1a gonpruHece 3a 3amuTa cpenry COVID-19.

EdukacHocT

[IpoyuBane 2 € MHOTOLIEHTPOBO, MHOTOHALIMOHAIHO, PAHIOMHU3HPAHO, TUIAIIe00-KOHTPOINPAHO,
3aciieneHo 3a HaOroaare s mpoyuBane ¢asa 1/2/3 3a ycraHOBsIBaHE Ha 703aTa, CEJICKIUS Ha
KaHAMJATH 32 BaKCHHA U €UKACHOCT MPH YYaCTHUIM Ha Bb3pacT 12 u moBeue rouHu.
Panpomusanusita e crparuduurpana mo Be3pact: 12- 1o 15-rogumHa Be3pact, 16- 10 55-rogumina
BB3PACT, WX Ha BB3pacT 56 ¥ nmoBeve roguHu, ¢ MUHUMYM 40% OT y4acTHHIIUTE B Tpymnara

>56 ronuan. OT IPOYYBaHETO ca UIKITFOUEHH YYACTHUIIN, KOUTO Ca UMYHOKOMIIPOMETHPAHH, H
YUYaCTHHUIM C MPEeIUIIHA KIMHIYHA WIK MUKpoOuonornyHa auarnosa 3a COVID-19. Bkirouenu ca
YYacTHHIIM C BE€Y€ CHINECTBYBAIO CTAOMITHO 3a00JsBaHe, ONPEAETIeHO KaTo 3a00JIsIBaHe, KOETO HE
HaJslara 3HauuMa MpoMsiHa B TEPAITUsTa WK XOCITUTAIH3ALUS TTOPaJIH BIIOIIABaHE Ha 3200 SIBAHETO
mpe3 6-Te CeAMUIH MTPEeIH BKIIOYBAHETO, KATO YUYACTHHUIM C U3BECTHA CTAOMIIHA HH(PEKIUS C YOBEIIKU
nmyHoneduuuter Bupyc (HIV), Bupyca na xenatur C (HCV) nnu Bupyca na xenatut B (HBV). Ksm
MOMEHTa Ha aHanu3a Ha [IpoyuBaHe 2 nmpencraBeHaTa HHbopManys € 6azupaHa Ha YYACTHUIM HA
BB3pacT 16 u nmoBeue roguHU.

EdwuxkacHocT nipu ACTHUIIM Ha BB3pacT 16 ¥ moBeye roavHu

B gacrra aza 2/3 npubnuzurenno 44 000 ygacTHHIN ca paHAOMHU3HPaHHU IOPABHO U TpsiOBa aa
nonyuat 2 no3u nPHK Bakcuna cpemry COVID-19 nnm mnane6o, ¢ uatepBai 21 quu. AHanu3bT 3a
e(pMKaCHOCT BKJIIOYBA YYaCTHHUIIM, HA KOMTO BTOpaTa BAKCHHALIMS € HAIlpaBeHa B paMKHTe Ha 19 1o
42 muu cnen mbpBata BakcuHanwms. [loBedero (93,1%) BakcuHHpaHU ca MOJXYyYUIN BTOpaTta a03a 19 no


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

23 nuu cien Jo3a 1. [lnanupano e ygacTHULIUTE 1a ObAaT npocieAsBanu 10 24 mecena cien Josza 2
3a oIleHKa Ha Oe3omacHocTTa ¥ eprukacHoctTa cperry COVID-19. B KIMHMYHOTO MPOyYBaHEe OT
YUYACTHHUIIUTE CE € M3UCKBAJIO J1a CHOJIOAaBAT MHTEPBAI OT MUHUMYM 14 JTHU TIpeu U Cle
MPUIOKEHUETO HA MPOTHBOTPHUITHA BAKCHHA, 32 Jia Ody4JaT uin miaredo, win uPHK BakcuHa cperry
COVID-19. B xIHHMYHOTO MPOY4YBaHE OT YYACTHHUIIUTE CE € U3UCKBAJIO Ja ChOJII0OaBaT HHTEPBAJ OT
MUHUMYM 60 JTHHM TIPEJIM WK CIIe]T KaTO ca UM OMITH MPUII0KEHH KPHBHH MPOIyKTH/TIPOJTYKTH OT
KPbBHA TJ1a3Ma WX UMYHOTJIOOYJIMHU B PAMKHTE HA BPEMETO JI0 3aBbPIIIBAHE HA MPOYYBAHETO, 32 J1a
noiy4at win riane6o, wim nPHK Bakcuna cperry COVID-19.

[lomynanusara 3a aHaM3 Ha TbPBUYHATA TOYKA 33 ePUKACHOCT BKJItOYBa 36 621 yyacTHUIM Ha
BB3pacT 12 u noseue rogunu (18 242 B rpynata na u”PHK Bakcunara cpeury COVID-19 u 18 379 B
rpymnara Ha miane6o), 6e3 JaHHU 3a npeaunHa nHdeknus cbe SARS-CoV-2 1o 7 nHu cnen BTopaTta
no3a. JlomsnauTenHo nMa 134 yyacTHuIM Ha Bb3pacT Mexay 16 u 17 roxunu (66 B rpynata na uPHK
BakcuHara cpetry COVID-19 u 68 B rpynara Ha miane6o) u 1 616 yuactHunm - Ha Bb3pacT 75 u
noseue roaunu (804 B rpynata Ha ”PHK Bakcunara cpemry COVID-19 u 812 B rpynata Ha 1iane6o).

Edukacnocrt cpemry COVID-19

KbM MOMeHTa Ha TBPBUYHUS aHATH3 32 €(PUKACHOCT YYACTHUIIUTE ca MPOCIICICHH 32 CHMITOMH Ha
COVID-19 3a o6mo 2 214 yosekoroaunu B rpynara Ha ”PHK Bakcunara cperry COVID-19 u 06110
2 222 40BEeKOTOAMHY B IpymnaTa Ha mianedo.

Hsma KIMHUYHO 3HAUYMMH Pa3IuKy B 00maTa e(hpUKacHOCT Ha BAKCHHATA IIPH YYACTHUIIN C PUCK OT
Texkka popma Ha COVID-19, BrmounTenHo Te3u ¢ 1 uiu nopeye ChbIIbTCTBAIIM 3a00JIIBaHUsl, KOUTO
yBeIMuaBaT pucka ot Texka gopma Ha COVID-19 (namnp. actMa, nHnekc Ha TenecHata Maca (MUTM)
>30 kg/m?, xpornuHo Genoapo6HO 3a00sABaHeE, 3aXapeH qUabeT, XUIePTOHHMS).

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

Ta6auna 2:  EduxacHocT Ha BakcMHATa — mbpBa nosisa Ha COVID-19 ot 7-Mus neH cien
Jo03a 2, mo Bb3pacToBH NOATPYNH — YYACTHUIH §€3 JaHHU 32 HH(eKIUs npeau

7-mus neH cien [lo3a 2 — onennma momysanus 3a epukacHoct (7 qan)

bpBa nosisa Ha COVID-19 ot 7-mus nen cien Jo3a 2 npu yyacTHUIU 0e3 JaHHU 32
npeaumna nHexkuus cbe SARS-CoV-2*
uPHK Bakcuna
cpemy COVID-19 Inamedo
N2 =18 198 N2 =18 325
Cayuyau Cayuyau
n1° n1® E¢ukacHocr na
Ilepuon Ha Ilepuon Ha BaKkcuHaTa®
Hoarpyna HaOmoeHne” (N2") HaOmoeHune” (N2") % (95% JI)
Benuku ygacTHHITH 8 162 95,0 (90,0; 97,9)
2,214 (17 411) 2,222 (17 511)
16 1o 64 rogunu 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)
noBeYe TOUHU 0,508 (3 848) 0,511 (3 880)
65 1o 74 rogunu 1 14 92,9 (53,1; 99,8)
0,406 (3 074) 0,406 (3 095)
Ha BB3pacT 75 u 0 5 100,0 (-13,1; 100,0)
1oBeYe TOJUHU 0,102 (774) 0,106 (785)




3abenexka: [IoTBbpEHHTE CiTyyau ca ONpeIeICH! Ype3 ToJIMMEpa3Ha BEpHKHA peakiys ¢ 00paTHa

tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u noHe 1 cummTom,

cpotBercTBaig Ha COVID-19 [*Onpenencuue 3a ciaydaii: (oHe 1 OT) MOBHIIICHA TEMITEPATypa, HOBOIOABUIIA

CE WJIN 3aCHJICHa KallUTHIIA, HOBOMOSBIII C€ WJIM 3aCHJICH 3a/lyX, BTPHCAHE, HOBOIIOSBIIIA CE MIIM yBEIHICHA

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

MOBpBIIAHE. |

* B ananm3a ca BKJIIOYEHH YYaCTHHLH O€3 CEPOIIOTHYHH ¥ BUPYCOJIOTHYHM JaHHU (TIpeay 7-Mus JICH Clie]
NPWJIOXKEHHUE Ha ITocieHaTa /103a) 3a MuHaia uHpekmsa cbc SARS-CoV-2 (1.e. oTpruaTenHu 3a aHTUTeNIa
¢ N-cbp3Bane [cepym] Ha Buznta 1 11 Heotkpur SARS-CoV-2 ¢ TecT 3a ammmndukanms Ha HyKJIEHHOBA
kucenuna (nucleic acid amplification tests, NAAT) [na3anna HatprBka] Ha Busutu 1 u2) u ¢
otpunareineH pesynratr oT NAAT (Ha3zayiHa HaTpUBKA) NPH BCSKa HEIUIAHUpaHa BU3UTA IIPEH 7-MUs JIeH
caen Jlosa 2.

a. N = 0poii yyacTHHIM B IOCOUCHATA TpyMa.

o

nl = Opoil yyaCTHUIIM, OTTOBAPSIIIY HA ONPEACICHUCTO 32 KpaliHaTa TOYKA.

B. OO0m mepuox Ha HabmoaeHne B Xxwsian (1 000) oBekoroauHu 3a HajeHara KpaiHa TOYKa MPU BCUUKH
YYaCTHHUIM BBB BCSIKA PUCKOBA TPyIa 3a KpalHaTa TOUKa. BpeMeBHAT epro/ 3a HaTpyNBaHe Ha CIy4ad Ha
COVID-19 e ot 7-mus neH ciaen o3a 2 10 Kpast Ha IepHoIa Ha HaOIIOACHHUE.

r. n2 = 0poii puCKOBY YYaCTHHUIIN 3a KpaliHaTa TOYKA.

He ca unentrdunmpanu mOTBEPACHU CITydan IPH YIACTHUIM OT 12- 10 15-roguiiHa Bh3pacT.

Joseputennust uaTepsal (1) 3a edhrkacHOCT Ha BaKCHHATA € MMOJIydeH Ha 6a3aTta Ha meroaa Ha Clopper

u Pearson, kopurupas cripsMo BpeMeTo Ha HaOnronenue. M He e KopurupaH 3a MHOKECTBCHH aHAJIU3H.

® x

[Ipu BTOpHs mBbpBHUeH aHanu3 egukacHocTTa Ha UPHK Bakcunata cperry COVID-19 npu
MpeBeHIMATa Ha TbpBa 1mosisa Ha COVID-19 ot 7-mus aen crnexn Jlo3a 2, B cpaBHeHHE ¢ Tutanebo, e
94,6% (95% noBepuTtesen uatepsai ot 89,9% mo 97,3%) npu y4actHunuM Ha 16 ¥ OBeyYe rOAMHHU ChC
wim 0e3 J0Ka3arencTBa 3a npeauinaa nHdexus cs¢ SARS-CoV-2.

I[OH’LJ'IHI/ITGJ'IHO CIYH IMOArpYIOB aHAJIN3 HAa IbpBHUYHATA KpaﬁHa TOYKa IIOKa3Ba CXOJHH OLICHKH Ha
TOYKarTa 3a e(l)I/IKaCHOCT IIpyu rpynurTe 1o MoJj, CTHUYCCKA NPUHAMJIC)KHOCT U YUYACTHULIA CBC

CBIIBTCTBAIIN 3200/ IsIBAHUS, CBbP3aHH C BUCOK PUCK OT Texkka popma Ha COVID-19.

[lenuarpuyna nomnyianus

EBporneiickaTa areHiys o JekapcTBaTa oTJiara 3aJbDKEHHETO 3a MIPEAOCTaBsIHE Ha Pe3yJITaTUTE OT
npoyuBanusTta ¢ Comirnaty B neiuaTpuuHara nomynanus npu npesernus Ha COVID-19 (Bx.
Touka 4.2 3a nuH(popMaLus OTHOCHO YHOTpeda B IEAUATPUSATA).

To3u nekapcTBEH MPOAYKT € pa3pelieH 3a yrnorpeda 1o T. Hap. CXeMa ,,pa3penaBaHe Mo ycIoBHue".
ToBa o3Ha4aBa, Y€ 3a TO3M JEKAPCTBEH MPOAYKT CE OYaKBAT JONBJIHUTENHU NaHHU. EBponeiickaTta
areHIys 10 JIeKapcTBaTa e U3BBPIIIBA MPEriie]l Ha HoBaTa HH(GOPMAIIUS 32 TO3H JIEKAPCTBEH MPOYKT
MOHE BeIHBK roauiiHo U Ta3u KXII choTBETHO 11I€ ce aKkTyaau3upa.

52 @apmMakoKHHeTHYHH CBOWCTBA

Henpunoxumo.

5.3 IlpeakJIuHUYHHU JaHHU 32 0€30MACHOCT

HexnuHnuHuTE JaHHU HE MOKa3BaT 0COOEH PUCK 3a XOpa Ha 0a3aTa Ha KOHBEHI[MOHAJTHUTE
MIPOYYBAHUS 332 TOKCUYHOCT NMPU MHOTOKPATHO NpHJIaraHe, penpoayKTHBHA TOKCHYHOCT U TOKCUYHOCT

3a pa3BUTHETO.

OO0111a TOKCUYHOCT

ITrpxoBe, Ha kouto Comirnaty e mpuiiaraHa HHTPaAMyCKYJTHO (IOJTydaBaiiy 3 MbJIHH 03 33 X0pa
BEJIHBK CEIMUYHO, TEHEPUPAIIN OTHOCUTEIHO BUCOKH HUBA MPU TUTbXOBE MOPaIH pa3inyusiTa B
TEJICCHOTO TETJIO0), TIOKa3BaT MaTbK OTOK M EPUTEM Ha MSCTOTO Ha MHXKEKTUPAHE M yBEJIMYaBaHE Ha
OenuTe KpbBHH KICTKH (BKIIOUYUTETHO 0230  €03UMHO(PHIIN), ChOTBETCTBAIIM Ha BB3MAINTEICH



OTrOBOp, KAKTO M BaKyOJIM3aI¥sl HA MOPTATHUTE XENAaTONUTH Oe3 TaHHU 32 YepHOPOOHO YBpEKIaHE.
Bceuuku edextn ca 6mmm o6paTUMH.

FCHOTOKCI/I‘lHOCT/KaHHCD OT'CHHOCT

He ca nmpoBexxganu mpoy4YBaHUs HUTO 32 TEHOTOKCUYHOCT, HUTO 3a KaHIeporeHHocT. He ce oyakBa
KOMIOHEeHTHTE Ha BakcuHata (numuan 1 nPHK) na uMat reHoOTOKCHYCH MOTCHITHAI.

PenponykTuBHA TOKCHYHOCT

PenpoaykTrBHATa TOKCHYHOCT ¥ TOKCHYHOCTTA 32 PA3BUTHETO Ca M3CJIEIBAHH MPH IITHXOBE B
KOMOWHHUpPaHO MPOyYBaHe Ha PEPTHINTETA M TOKCHYHOCTTA 33 Pa3BUTHETO, pu kKoeTo Comirnaty e
MpuUJIaraH UHTPAMYCKYJTHO Ha KEHCKH ITbXOBE Mpeay Yn(TOCBaHE U TI0 BpeMe Ha TeCTarus
(momyuaBaiy 4 HJIHU 103H 33 XOpa, FeHEPUPALX OTHOCUTEITHO BUCOKM HUBA MPH IUTBXOBE MOpaan
pa3nuyuATa B TEJIECHOTO TETJIO, B IIepHoia Mexay JeH 21 npenn uyndTocBaHEeTO U recTalliOHEH

nen 20). OTtroBopu ¢ nosiBa Ha HeyTpanusupanm anturena cpery SARS-CoV-2 uma npu KMBOTHUTE
Maliky OT eproia mpeau YuTOCBaHETO A0 Kpasi Ha MPOyYBAaHETO B IIOCTHATaJeH JeH 21, KaKkTo u
nipu (eTycute U MoKoseHuero. Hama cBbp3ann ¢ BakcuHaTa e()eKTH BbpXY PEepTHUIINTETA,
OpeMeHHOCTTa M eMOPHO(ETATHOTO PA3BUTHE FITH PA3BUTHETO HA MIOKOJIEHUETO. JINTICBAT TaHHM 3a
Comirnaty 0OTHOCHO IPEMHHABAaHETO HA BAKCHHATA Mpe3 IIIALCHTaTa WK eKCKPEIUsATa B MIIAKOTO.

6. OAPMAIIEBTUYHU JAHHHU
6.1 CnuchbK Ha IOMOIIHHMTE BELIECTBA

((4-xunpoxcubyTmin)azaneaumn )ouc(xekcan-6,1-numn)ouc(2-xekcmwigekanoat) (ALC-0315)
2-[(momuermnenrnukon)-2000]-N,N-nurerpagermianeramun (ALC-0159)
1,2-mucreapomn-sn-rimiepo-3-pochoxoaun (DSPC)

Xomectepon

Kanues xnopun

Kanues nquxuaporendocdar

Harpues xnopun

HunatpueB gocdar auxugpat

3axapo3a

Bona 3a umxeknun

6.2 HecbBMecTHMOCTH

To3u iekapcTBEH NPOAYKT HE TPsIOBa Jla ce CMECBa ¢ APYrH JIEKAPCTBCHH MTPOAYKTH, C U3KIIIOUCHUE Ha
IIOCOYEHUTE B TOUYKA 6.6.

6.3 Cpok Ha romHocT

HeortBopeH ¢uakoH

3ampazen praxon

6 mecera mpu -90°C o -60°C

B pamkuTe Ha 6-MeceqHUs CPOK Ha TOJHOCT HEOTBOPEHHUTE (IIAKOHH MOXKE J1a CE ChXPaHsIBaT U
TpaHcnoptupar npu -25°C 10 -15°C 3a egHOKpaTeH Mepruo 10 2 CEAMMIIU, CIIEA KOSTO MOXKE Ja Ce
BbpHAT 00paTHO 3a chXpaHeHue npu Temneparypa -90°C go -60°C.

Pasmpaszen gprarxon

1 mecen mpu 2°C o 8°C

B pamkure Ha 1-MecedHus: cpok Ha FOJHOCT IpH yciioBHATa Ha cbxpaHenue ot 2°C no 8°C, 3a
TpaHCIIOPTHUPAHE MOXKE J1a C€ MU3IMOoI3Bar A0 12 gaca.

[penu ymotpeda HEOTBOPEHHAT (IIAKOH MOXKE J]a ce ChXpaHsiBa JIo 2 yaca npu temreparypa no 30°C.
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Caen pasMpa3ssiBaHe¢ BaKCHUHaTa HE TpflﬁBa aa ce 3aMmpai3siBa OTHOBO.

Paboma npu memnepamypnu omxionenus cied uzeadicoare om gpuzepa

JlanHuTe 32 CTAOMITHOCT TIOKA3BaT, Ye HEOTBOPCHHUAT (IAKOH € CTaOMIIeH J0:

o 24 4aca, KOraTo ce cChbxpasspa Ipu temieparypa ot -3°C go 2°C

o 001110 4 yaca, Korato ce cbxpatsasa npu temneparypa ot 8°C no 30°C; Tosa BkitOUa 2-Ta yaca
pu Temnepatypa 10 30°C, onucanu mo-rope

Tazu naopmanus e npeaHa3HaveHa /1a YIIbTH MEAUIIMHCKATE CIIEIUAINCTH CaMo B CITy4ail Ha
BPEMEHHO TEMIIEPATYPHO OTKJIIOHEHUE.

Tpancgep Ha 3ampazenu aakonu, cvxpanasanu npu cepvxuucka memnepamypa (<-60°C)

. [InuTkuTe KyTHU ¢ IaKOHH, KOUTO ca 3aTBOPEHH C Kamaiy, Chabpikamu 195 ¢urakona,
M3BaJZIeHH OT ChXPaHEHHUE B 3aMPA3€HO ChCTOSHHUE MIPH CBPBXHHUCKA Temmeparypa (<-60°C),
Morar Jia ocTaHat Ha TemrepaTtypa a0 25°C He noBede oT 5 MUHYTH.

o [lnuTkKTe KyTUH ¢ PIAKOHM, HAa KOMTO KAIalUTe ca OTBOPSHU MIIH TE€3U, KOMTO ChABPXKAT
no-MaJiko ot 195 ¢iakona, ciex kaTo ca M3BaJACHH OT ChXPAaHEHUE B 3aMPa3eHO ChCTOSIHUE TIPU
CBpBXHHCKA Temmeparypa (<-60°C), moraT ga octaHaT Ha TeMriepaTypa a0 25°C He moBede OT
3 MUHYTH.

o Cren xato KyTHHTE ¢ ()JIaKOHH ce BBPHAT 00paTHO 3a ChbXpaHEHUE B 3aMPa3eHO ChCTOSHUE CIIe]
SKCIIO3HLMSI Ha TeMreparypa a0 25°C, Te TpsaOBa 1a OCTaHaT Ha ChXPaHEHUE B 3aMPa3eHO
CBCTOSIHME B IPOABIDKEHHIE HAa Hali-MaJIko 2 Jaca, IIPey Aa MoraT Aa ObIaT U3BaJCHU OTHOBO.

Tpancghep na 3ampasenu graxonu, coxpanssanu npu -25°C do -15°C

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

o [InuTkuTe KyTHU ¢ HIAKOHH, HA KOUTO KamaluTe ca OTBOPEHH WIIN TE€3U, KOUTO ChIBPKAT
no-mMaiko ot 195 ¢nakoHa, cies KaTo ca M3BaACHU OT ChbXpaHEHHE B 3aMPa3eHO ChCTOSHHE
(-25°C mo -15°C), morat aa octaHat Ha Temneparypa 1o 25°C He nmoBeye OoT 1 MUHYTa.

Crien KaTo BEJJHBXK J1a/icH ()JIaKOH € U3BAJICH OT IUTMTKATa KyTHs ¢ (JIaKOHU, TOH TpsOBa 11a ce
pasmpasu 3a ynotpeoa.

Paspenen jekapcTBEH MPOAYKT

JlokazaHa e XMMHYHA 1 pU3UYHA CTAOMIHOCT 110 BpeMe Ha yrnoTpeda, BKIFOUUTEIHO 110 BpeMe Ha
TpaHcHopTupane, 3a 6 gaca mpu 2°C mo 30°C cien paspeskaane B Hatpues xiopua 9 mg/ml (0,9%)
MHXEKIHOHEH pa3TBOp. OT MUKPOOHOIOrHYHA TJIEIHA TOYKA, OCBEH aKO METOIbT Ha Pa3pekiaHe
U3KJII0YBA PUCK OT MHUKPOOHA KOHTAMHHALIUS, IPOAYKTHT TPOBa J1a Ce M3I0J3Ba BeHara. AKo He ce
U3II0J13Ba BEJJHAra, BPEMETO U YCIOBHUSTA Ha ChXPaHCHHUE M0 BpeMe Ha yroTpeda ca OTTOBOPHOCT Ha
NOTpEeOUTEINS.

6.4 Cneuuan}m yYdioBusl Ha CbXpPaHEHUE

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

Jla ce cbxpaHsiBa B OpUTMHAJIHATa ONAKOBKA, 3a J1a C€ MPENa3u OT CBETIINHA.

[o BpeMe Ha chXpaHEHHE CBEJIETE IO MUHIMYM W3JIaraHeTo Ha CTaifHa CBETIIMHA U M30sTBaiTe
u3JaraHe Ha IpsiKa CITbHUEBa CBETJIMHA U YITPABHOJICTOBA CBETIIMHA.

C pa3mpasenute hIakoOHH MOKE J1a ce padOTH B YCJIOBHS Ha CTaiiHa CBETIIMHA.

3a ycJI0BUsTa HA ChXPAaHEHUE CJIEM Pa3Mpa3siBaHE U pa3pexkaaHe Ha JEKAPCTBEHUS MIPOLYKT BUKTE
TOouKa 6.3.
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6.5 Buau chabpiKaHue HA ONIAKOBKATA

[Ipo3pauen MHOT0/1030B (uakoH (cTrkio vl |) 2 ml cbe 3amymanka (cuHTeTHYHA OpOMOOYTHIIOBA
ryma), C alyMHHHEBa 00KaTKa 1 OTYYIBAILO CE MIacTMacoBO Kanaue. Beeku duakon chabpika 6 103y,

BIDKTE TOYKa 6.6.

Bun omakoska: 195 ¢makona

6.6 CnenuaaHu mpeana3Hu MepKH MPHU U3XBbPJsAHe H padoTa

Vkazanus 3a pa60Ta

Comirnaty Tps0Ba Jia ce MPUTOTBH OT MEAUIIUHCKH CTICITHAITUCT, KAaTO CE M3MOJI3BA ACETTHYHA
TEXHUKA, 33 JIa CE FApaHTUPa CTEPHIIHOCTTA HA IIPUTOTBEHATA JIUCTICPCHS.

PASMPA3SABAHE IIPEJIN PA3PEKJIAHE

He moBeue ot
2 yaca npu
craHa
TeMImeparypa
(mo 30°C)

N

MHOrom030BHAT (IIAKOH CE ChXpaHsIBa
3aMpaseH U Tpsi0Ba J1a ce pa3Mpas3u npeau
paspexmane. 3ampa3eHuTe QIaKOHH TPSOBa
Jla ce TIpeHecar B cpena ¢ temmeparypa 2°C
1o 8°C, 3a 1a ce pa3Mpassr;
pa3MpassBaHEeTO Ha elHa OMIAKOBKa ChC

195 ¢akoHa MoXe J1a OTHEME 3 Jaca.
BB3MorkeH e ChIIo Ipyr BapuaHT, MpH
KOMTO 3aMpa3eHuTe (hIakoHH Ja ce
pa3mpassaT 3a 30 MUHYTH TIpU TEMIIepaTypa
10 30°C 3a He3abaBHa ynoTpeda.
HeotBopenust ¢nakon Moxe aa ce
chbXxpaHsBa 3a nepuof 1o 1 mecen npu 2°C
1o 8°C. B pamkute Ha 1-MecedHus CpOK Ha
TOJTHOCT TIPY YCJIOBHSITA HA ChXPAHEHUE OT
2°C po 8°C, 3a TpaHCHIOPTHpaHE MOXKE Ja
ce u3Mnoa3Bar 1o 12 yaca.

OcraBete pa3MpaseHHAT QIAKOH J1a
JIOCTUTHE CTailHa TeMIepaTypa u
BHUMATEJIHO o 00bpHeTe 10 mbTH npenu
paspexaane. He pazknamaiite.

[penu paspexnane pasMpa3eHaTa
JIICTIEPCHUST MOXKE JIa ChIbpiKa Oenu J10
NOYTH OeH Hepo3pavyHu aMopPHU
YaCTHUIIH.
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PA3PEKIAHE

Lo — =}

m |
e

Y T—
A2 o

1,8 ml narpues xyopua 0,9%
HHKEKIIMOHEH Pa3TBoOP

Pa3mMpazenara BakcruHa TpsOBa Ja ce
paspe/y B HeHUs opurnHalieH GiakoH ¢
1,8 ml natpues xmnopun 9 mg/ml (0,9%)
HWHXEKIMOHEH Pa3TBOP, KaTO C€ M3M0I3Ba
uria 21 G, WM no-TbHKa, U aceNTUYHA
TEXHUKA.

4 J N
%l

. | y,

e ™

H3rerere 6yraaoro a0 1,8 ml, 3a
Ja OTCTPAHUTE Bb3AyXa.

W3paBHeTe HANIATAHETO BHB (hIIAKOHA MTPEan
Jla U3BaJUTE UIJaTa OT Hero, KaTo
nzrernute 1,8 ml Bp3ayX B M3npa3sHeHaTa
CIIPUHIIOBKA HA Pa3peauTess.
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Baumareano — 10 nnTH

J

BuumMarenno o0bpHETE pa3peacHara
qucnepcus 10 meTu. He paskuamaiire.
Paspenenara BakcrHa TpsiOBa 11a
MIPEICTABIISIBA TIOUTH Osiy1a AUCTIepcus 0e3
BuIMMU yacTuly. He nsnomnzpaiite
pa3peleHaTa BakCUHA MPU HAJIUYUE Ha
YaCTHIIM WM IPOMSHA B LIBETA.

Date / Time:

3anuiere CbOTBETHUTE 1aTA M YAaC.
Ja ce u3mosi3Ba B paMKuTe Ha 6 yaca

cJie] pa3peKaaHe.

Ha paspenennrte dirakonu TpsioBa na 6paatT
oTOeJIsI3aHu CHOTBETHHUTE JaTa U 4ac.
Crnen pa3pexkaane, cbxpansaBaiTe npu 2°C
1o 30°C u u3non3BaiiTe B paMKUTE Ha

6 yaca, BKITIOUYMTEITHO BPEMETO 3a
TpaHCIIOpTUPAHE.

He 3ampa3zsiBaiite win paskiamanrte
paspenenata nucrnepcus. Ako e ouna
IIOCTaBEHA B XJIAIMIIHUK, OCTaBETC
paspeneHaTa TUCIIePCHs 1a TOCTUTHE
cTaifHa TeMIieparypa mnpeau ymorpeoa.
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NPUTOTBAHE HA UHAUBUJYAJIHU 103U COMIRNATY OT 0,3 ml

o Cren paspexaane (GpIaKOHBT ChIbpPIKa

2,25 ml, oT KOMTO MOraT Ja ce U3TETTIAT
0,3 ml pa3penena 6 mo3u mo 0,3 ml.
BaKCHHA e Karo usmonsBaTe acenTUYHA TEXHUKA,
HOYHCTETE 3alyllankaTa Ha GJiaKoHa ¢
TaMIIOH 34 eHOKpaTHa yrmoTpeba, HaloeH ¢
AHTHCENTHYEH Pa3TBOP.

e Usrernere 0,3 ml Comirnaty
Tpsi06Ba 1a ce U3MON3BAT CIIPUHLOBKY W/HITH
UTJIU C MaTbK MBPTHB (HEH3MOI3BaEM )
o0eMm, 3a /1a ce U3TETJISIT ECT J03U OT SOUH
(hnaxon. KomMOMHaIMATa OT CIPUHIIOBKA K
UTJIa ¢ MaTbK MBPTHB 00eM TpsiOBa 11a uMa
MBPTHB 00€M HE MO-TOJISIM OT
35 MUKponuTpa.

AKO ce M3M013BaT CTaHIapTHU CIIPUHIIOBKH
Y UTJIH, MOJKE JIa HsIMa JIOCTaThueH 00eM 3a
W3TErJIsSHE Ha MIECT J03M OT eAH (DIaKoH.

e Bcska qo3a TpsoBa ga ceappka 0,3 ml
BaKCHHA

e AKO KOJMYECTBOTO Ha OCTaHAJIaTa BbB
(h1akoHa BakCHMHA HE MOJKE J]a IOCTaBH
enHa 1so1a qo3a ot 0,3 ml, u3xBbpriere
(h1akoHa U M3MUILHUSL 00eM

e lI3xBBprere HEM3MOI3BaHATA BAKCHHA B
pamKuTe Ha 6 yaca ciel pa3pexaaHe.

H3xBBpasiHe

Hewnsnon3panusar JICKAPCTBCH MPOAYKT WIN OTHAABYHUTC MATCPUAJIU OT HETO Tp$16Ba Aa CC U3XBBPJIAT
B CHbOTBCTCTBUC C MCCTHUTC U3UCKBaHM.

7. NNPUTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEBA

BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz

T'epmanus

ten.: +49 6131 9084-0

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

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/20/1528/001

15




9. JATA HA II'bPBO PAZPEHIABAHE/IIOJJHOBSABAHE HA PA3PEIIEHUETO 3A
YIIOTPEBA

[ara na mepBo 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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MNPUJIOKEHHUE 11
MNPOU3BOJUTEJIN HA BUOJIOI'MYHO AKTUBHUTE
BEINECTBA 1 ITPOU3BOAUTEJIN, OTTOBOPHMU 3A
OCBOBOXKIABAHE HA ITAPTUAN

YCJIOBUSA NN OTPAHUYEHUA 3A JOCTABKA U
YIIOTPEBA

APYI'U YCJIOBUSA U UBUCKBAHUSA HA PASPEHIEHUETO 3A
YIHOTPEBA

YCJIIOBUSA NJIN OTPAHUYEHNS 3A BE3OITACHA U
EOEKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA ITPOAYKT

KOHKPETHO 3AABJI’KEHUE 3A UBIITbJIHEHUE HA MEPKH
CJIEJ -PASPEIIIABAHE 3A YIIOTPEBA IIOJ 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

T'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 OorJjie 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(¥) B TpeTa cTpaHa. Tosa
M3KIIIOUEHHE MpecTaBa Aa 0b1e BayinaHo Ha 31 aBryct 2021 r. BeBexkaaHeTo Ha yciaoBus 3a Oa3upaH B
EC xoHTpoOJ Ha MapTUIUTE, BKIIOYUTEIHO HEOOXOAMMHUTE POMEHHU B YCIIOBHUSATA HA Pa3peLICHUETO 3a

ynotpeba, TpsioBa na ObAaT 3aBbpIIeHN 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 MIOAHOBSBAHE.

b. YCJIOBUS WJIN OTPAHUYEHUSA 3A JOCTABKA U YIIOTPEBA

JlexapCTBEHUAT MIPOAYKT CE OTITyCKa I10 JIEKAPCKO NPEAIIUCaHuE.

18



o OdunuaaHo ocBoGoKIaBaHe HA MAPTHIH

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

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

M3uckpanusTa 3a nojmaBane Ha [TAJlb 3a To3u JeKapCTBEH MPOAYKT Ca MIOCOUYEHH B CITUCHKA C
pedepentnute natu Ha Epomnetickus cbio3 (EURD crmcek), 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 nvpus [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 NMPOCIIEAsIBAHE Ha JIEKapCTBEHAaTa 0€30MacHOCT, IOCOYECHHU B
onobpenus [1YP, npeacrasen B Moayn 1.8.2 Ha pa3perienuero 3a ynorpeda, KakTo U BbB
BCUYKH CJICABAIIN OJ00pEHH akTyanu3aiuu Ha [TYP,

Axrtyanusupan [1YP Tps6Ba na ce moxasa:

. II0 MCKaHe Ha EBporelickara areHuus 1o JeKapcTBara;

o BHUHArd KOTaTo C€ U3MEHS CUCTeMaTa 3a yIpaBJICHUE Ha pUCKa, 0COOEHO B pe3yiTaT Ha
nojy4aBaHe Ha HOBa HH(POPMaIHs, KOSTO MOXKE J1a JIOBeJle 10 3HAYMMH MPOMEHH B
CHOTHOILIEHHETO TMOJ3a/PUCK, WK CIIE/ JOCTUTaHEe Ha BaKEH eTan (BbB Bpb3Ka C IpocycsBaHe
Ha JIEeKapCTBEHAaTa 0E€30MIaCHOCT WJIM CBEXJaHE Ha PUCKA 0 MUHUMYM).

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

Toga e pa3perieHue 3a yrnorpeda moj; yciaosue u cbriacHo wi. 14-a ot Pernament (EO) Ne 726/2004 B
onpexaeneHus cpok [IPY TpsOBa 1a U3ITBIHN CIIETHUTE MEPKH:

Onucanue Cpok
3a f1a 3aBBPIIKM 0XapaKTePU3UPAHETO Ha aKTUBHOTO BEIISCCTBO U KPalHUs toau 2021 r.
npoaykt, [IPY TpsabBa na npenocTaBu JOITBIHUTEIIHY JTaHHU. MexauHan
JTOKJIA]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 ;a ce MOTBBPAU CTAOMITHOCTTA Ha Mpolieca Ha MPOU3BOACTBOTO Ha KPalHHUs mapt 2021 1.
npoaykT, [TPY TpsOBa mpeocTaBy AOMBIHUTEIHN JAHHU OT BATHIHUPAHETO.
3a ma ce MOTBBPAM MPOPUIBT HA YUCTOTA U /1a CE TapaHTHpa LSJIOCTEH tonu 2021 r.
Ka4eCTBEH KOHTPOJ U IOBTOPSIEMOCT OT MapTH/Ia JIO MAPTUIa TIPE3 IeTHsI MexXaHHHH
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Onucanue Cpox

JKU3HEH IUKBJI Ha KpaiHus npoaykT, [IPY tpsbBa ga npegocraBu JTIOKJIAJTN:
JOMBIHUTETHA HH(pOPMAIIHS 3a ITPolieca Ha CHHTE3 M CTpaTeruaTa 3a KOHTpoJ 3a | ssuyapu 2021 r.
romorHoTo Benrectso ALC-0315. anpun 2021 r.
3a ma ce MOTBBPAM NPOPHIBT HA YHCTOTA U /1a CE TapaHTHpa LSJIOCTEH tonu 2021 r.
Ka4eCTBEH KOHTPOJ U TIOBTOPSIEMOCT OT MapTH/Ia JIO MapTHIa pe3 HeIHst MexauHHT
JKU3HEH IUKBJI Ha KpaiHus npoaykT, [IPY tpsoBa ga npegocraBu JTIOKJIAJN:
JIOTIBJTHUTENTHA HH(OPMAIIHS 3a MPOIeca Ha CHHTE3 U CTPATETUATA 32 KOHTPOJ 3a | ssHyapu 2021 r.
nomoIiHoTo Beriectso ALC-0159. anpui 2021 r.

3a ma ce moTBBpAM epukacHOCTTa 1 Oe3omacHocTTa Ha Comirnaty, [IPY tps6Ba
Jla mofia/ie OKoH4aTenHus Jlokiaa OT KITIMHUYHO MTPOyYBaHe 3a
PaHAOMU3UPAHOTO, TIANE00-KOHTPOIUPAHO, 3aCJICTICHO 3a HaOIoaTemns
npoyuBade C4591001.

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

2. OBSBSIBAHE HA AKTUBHOTOMTE) BEHIIECTBO(A)

Cren paspexaane Bceku (akoH chabpska 6 mosu 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 NPUIOKEHUE CIIe]] pa3pexkaaHe.
[Ipenu ynotpeda npouerere IMCTOBKATA.

Ckanwmpaiite QR koja 3a moBede uHpopmarms.

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

WHXCKIIMOHCH pa3TBOP.

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, 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.
(MaxcumyMm 1 Mecell; HanpaBeTe MPEAUIIHKUS CPOK Ha TOJHOCT 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 NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HWME 1 AJJPEC HA TIPUTEXKATEJISI 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 JIEKAPCTBEHUSA IMTPOAYKT U ITbT(MIIIA) HA BBBEXK/IAHE

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

‘ 2. HAYYH HA ITPNJIOKEHHNE

‘ 3. JATA HA N3TUNYAHE HA CPOKA HA T'OJJHOCT

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 cpemry COVID-19 (nykneo3ugno moauduuupana)
COVID-19 mRNA Vaccine (nucleoside modified)

vT03H JIEKapCTBEH MPOIYKT MOJIJICKH Ha JOIMBIHUTEIIHO HaboneHre. ToBa 1ie mo3Boin Obp30TO
yCTaHOBSIBaHE Ha HOBa MH(OPMAITHI OTHOCHO Oe30macHoCTTa. MOXKeTe /1a JaeTe CBOSI IPUHOC KaTo
CHOOIIUTE BCSAKA HEXKETAHA PEaKIIHs, KOSTO CTE MOJYYWIN. 3a HAaYMHA Ha ChOOIIaBaHEe Ha HEXEIIaHU
peakuuu BUKTE Kpasi Ha To4ka 4.

IIpoueTeTe BHUMATEIHO LSIJIATA JJUCTOBKA, Ipeau 1a Bu 0be NpwioskeHa Ta3u BAKCUHA, Thil
KaTO TH CbAbPsKa BaxkHa 3a Bac nudopmanus.

o 3amazere Ta3u JIMCTOBKA. MoJKe /1a ce HaJIOXKH J1a sl POYETETE OTHOBO.

o AKO UMaTe HAKaKBH JOMBIHUTEIHH BBIIPOCH, TonuTaiiTe Bammus nekap, papmanest nin
MEIHIINHCKA CECTPa.

. AKO IOJIyYuTe HAKAKBU HEXEJIaHU peakiiny, yBeaoMeTe Bamus jiekap, GpapmarieBt uim

MCIOUIIMHCKA CECTpa. ToBa BKII0YBA ¥ BCHYKH BB3MOKHHU HEXKEIIaHU p€aKknnun, HEOIMMCaHU B
Ta3u JUCTOBKa. BikTe Touka 4.

KakBo chabp:ka Ta3u JUCTOBKA

Kakso npencrasnsgsa Comirnaty u 3a KakBO ce W3I0J3Ba

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

BB3MoXHHN HEXeTaHU peakun

Kak na cpxpansBate Comirnaty

ChbabpkaHue Ha ONAaKOBKATa M JOBIHUTEIIHA HHPOPMALIUS

BN NS .

1. Kaxkso npeacraBiasgsa Comirnaty u 3a KakBoO ce U3M0JI3Ba

Comirnaty e BakcHHa, KOSITO c€ 3M0JI3Ba 3a npeanaspaxe oT 3adonssane ot COVID-19, npuunneno
ot Bupyca SARS-CoV-2.

Comirnaty ce nmpuiiara Ha Bb3pacTHHU M FOHOIIIM, Ha Bb3pacT 16 1 moBeye rouHM.

Bakcunara craBa mpuunHa IMyHHAaTa clcTeMa (eCTECTBEHHMTE 3alllUTHU CHJIM Ha OpraHu3Ma) aa

MPOU3BEKA AaHTUTENIA U KPhBHH KJIIETKU CPEIly BUPycCa, KaTO TaKa OCUTYPsIBa 3aI[UTa CPELLY
3abomsBane or COVID-19.

Toit kaTo Comirnaty He ChABPKa BUPYCa, 3a J1a Ch3/1a/le IMyHUTET, TS HE MOXKE JIa TPUYUHA
3abomsBane or COVID-19.

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

Comirnaty He TpA0Ba 1a ce mpuiiara
o aKO CTC aJICPrU4HU KbM aKTUBHOTO BCIICCTBO WM KbM HAKOSA OT OCTAHAJIMNTE CbCTaBKKU HA TOBA
JIeKapcTBO (M30pOeHU B TOUKaA 6).

IIpexynpeskaenusi M npeAnasHu MepKU

I'oBopere ¢ Bamms nekap, papManeBT Wid MEAULIMHCKA cecTpa, ipean Aa Bu 0bae npunoxena

BaKCHHATA!

. aKO HSKOra CTe MMaJIM TEeXKa aJepriyHa peaKys WIK NPoOJIeMH ¢ IUIIAHETO CIIe]
MHXEKTHPaHe Ha HAKAKBa pyra 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 MpCAIa3BaHe OT MOABa HAa KPbBHU ChCUPCIIU.
L aKo uMaTe oTciadeHa HMYHHA CUCTEMa Imopaaun 3a6OH}IBaH€, Harmpumep I/IH(l)GKLII/ISI C HIV, NI

IMPUECM Ha JICKAPCTBO, KaTO KOPTUKOCTCPOU, KOCTO IMOBJIMABA UMYHHATA Bu cucrema

Kakro Bcuukmu BaKCHHH, 2-}1030BI/IHT BAKCHUHAIIMOHCH KYypPC C Comirnaty MOXKE Ja HE 3allIMTHU
HAITbJIHO BCUYKH BAKCUHUPAHU U HE € U3BCCTHO KOJIKO ABJITO IIC 6’B,Z[CTC 3aH_II/IT€H(a).

Jeua v roHOIIN
Comirnaty He ce pernoph4Ba MpH Jela Ha Bh3pacT 1o 16 roauHu.

JApyru nekapctBa u Comirnaty
Tps6Ba na kaxere Ha Bamms nexap wiu GapmaneBT, ako U3M0I3BaTe, HACKOPO CTE W3MOJI3BANIN HITH €
BB3MOKHO J1a U3M0JI3BaTe APYTH JIEKapCTBa, WIIM Hackopo B e mpuioxkeHa HAKaKkBa JIpyra BaKCHHa.

BpeMeHHOCT 1 KbpMeHe
AKko cTe OpeMeHHa MM KbPMHUTE, CMSTATe, Y€ MOXKeE Jia CTe OpeMEeHHa WM TUIaHUpaTe OpeMEeHHOCT,
nochBeTBaiTe ce ¢ Bamms nexap winu gapmanesT npeau na Bu Ob1e nputoskeHa Ta3u BakcHHA.

Ilo¢upane n padoTa ¢ MAIIUHHA

Hsikom ot edpekTuTe HAa BAKCUHATA, YIIOMEHATH B TOUKa 4 (BB3MOKHHM HEXENIaHN pEaKLuK) MOraT
BpPEMEHHO J1a TIOBJIHSIAT criocoOHocTTa BU 32 modupane nnn padota ¢ mammau. M34akaiite, J0KaTo
Te3u epeKTH OTIIYMSAT, IpeH Ja opHupaTe Wik 1a pabOTHTE ¢ MAILIUHH.

Comirnaty cbabp:ka KaJauil M1 HaATPUi

Ta3u BakcHHa ChIBPKA MO-Mayko oT 1 mmol kanuii (39 mg) Ha 103a, T.€. MOXKE J1a Ce KaXxKe, ue

MPAKTUYECKU HE ChIbPIKa KaHH.

Ta3u BakcHHA ChIBPKA MO-Mayko 0T 1 mmol Hatpuii (23 mg) Ha 103a, T.€. MOXKE Ja ce Kaxe, 4e
MPaKTUYCCKU HE ChIbPKa HATPHUH.

3. Kak ce npuiara Comirnaty

Comirnaty ce mpuiiara cjien papexaane kato umkeknus ot 0,3 ml B MyckyI B ropHaTa 4acTt Ha
phKaTta.

Ille Bu 6b1aT HanpaBeHN 2 WHKEKITUH.

[IpenoppuBa ce Bropara 7j03a OT ChIaTa BaKCHHA Ja Ce MPHIIOKHN 3 CEAMUIIN CIIe]] TbpBaTta 032, 32
Jla ce 3aBBPIIY BAKCHHAIIMOHHHSAT KYPC.

AKO UMaTe HSIKAKBU JOIBIHUTEIHH BBIIPOCH, CBbp3aHH ¢ ynorpedara Ha Comirnaty, monuraiite
Bamus nexap, ¢papManeBT Win MEJULIMHCKA CECTpa.
4, Bb3MOXKHU HeKeJTaHU peakuuu

Kakro Bcuuku BaKCHUHH, Cornirnaty MOIXKE J1a NPpCAU3BHUKA HECKCIIAaHU PCAKIINN, BBIIPEKH Y€ HE BCCKU
TU oJry4daBa.

MHOro 4ecTH HeKeJIaHU pPeaknmum: MOorar Jia 3aCerHar 1moBe4de oT lnall Ay
L Ha MSACTOTO HAa MHXKCKTUPAHE! 60J'IK3, OTOK
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yMopa
rj1aBo0oJIHe

00JIKa B MYCKYJINTEBTPHUCAHE
00JIKa B CTaBUTE

Iuapus

MOBHILIEHA TEMITEPaTypa

YecTu HexKeJIaHU PeaKIUM. MOTraT J1a 3acerHat a0 1 va 10 aymm

L4 3a4CPBABAHC HA MSACTOTO HAa MHIKCKTUPAHEC
L raacHe
o MOBPBIIAHC

HeuecTu He:kelaHU peakiuu: MoraT aa 3acerHat a0 1 va 100 gymm
yroyieMeHHu JIMM(GHU Bb3IIH

HEPA3MONIOKECHUE

OoJsika B pbpKaTa

0e3chHHE

ChpOEX Ha MACTOTO HA HHKEKTUPAHE

ANEPTUYHY PEaKIIUN KaTo OOPUB WIIH ChPOEK

Penku Hexxenanu peakuum: Morat na 3acersat a0 1 #a 1 000 gymm
. BPEMEHHO €IHOCTPAaHHO YBHCBaHE Ha JIUIETO
. aJICPTUYHM PEaKI[Ui KaTo YPTUKAPHUS WM IO yBaHE Ha JIUICTO

C Hen3BecTHA YecTOTa (OT HATUYHUTE JAHHU HE MOXeE J1a Ob/Ie HallpaBeHa OIICHKA)
° TEXKa aJlepruyHa PeaKITus

Cho0maBaHe Ha HeKeJaHH peaKINu

AKO ToNTyynTe HSIKaKBU HEXEJIaHH JISKapCTBEHU peakluy, yBegomere Bamus nekap, GpapmaneBT nin
MeIUIMHCKa cecTpa. ToBa BKJIIOYBA BCHYKH Bb3MOYKHH HEOITMCAHH B Ta3H JIMCTOBKA HEXKEJIAHH
peakin. MokeTe ChII0 ja ChOOIIUTE HEXKENAaHH PEaKIIUU JUPEKTHO Ype3 HAMOHATHATA CHCTEMa 32
cboOIIaBane, mocoueHa B [lpuioskenue V, u 1a BKIIOYUTE TapTHIHUA HOMED, ako € HainveH. Kato
choOIIaBaTe HeXEJAaHU PEaKK, MOXKETe Jla aieTe CBOS MPUHOC 3a MOJyYyaBaHe Ha TIOBEYe
nH(OpPMAIIST OTHOCHO O€30ITacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na cexpansiBate Comirnaty

I[a CC CbXpaHsBa Ha MACTO, HCAOCTHITHO 3a ACHA.

CrenBariata nH(GOpPMAIHSI OTHOCHO ChbXPaHEHHETO, CPOKA Ha TOTHOCT M paboTaTa € mpeHa3Ha4YeHa 3a
MEUIUHCKY CTICIIHATUCTH.

He u3mnosn3Baiite TOBa JIEKApCTBO CJIE]] CPOKaA HAa FOJHOCT, OTOE/IsI3aH BbPXY KapTOHEHATA OMAaKOBKA U
erukera cuen "T'ogeH no:". CpokbT Ha TOAHOCT OTTOBAapsI HA MOCIEIHUS JEH OT MTOCOYEHUS MECELL.

Ja ce cbxpansBa BbB (hpusep npu -90°C no -60°C. B pamkuTe Ha 6-MeCEUHHUS CPOK HA TOTHOCT
HEOTBOpPEHUTE (DIIaKOHHM MOXKeE J]a ce ChXpaHsBaT H TpaHcrnopTupar npu -25°C g0 -15°C 3a enuanueH
HEePHOJ 10 2 CEMHUIIH, CJIe]] KOETO MOXKE JIa C€ BbpHAT 00pPaTHO 3a ChbXpaHEHHE MPH

temmeparypa -90°C no -60°C.

Jla ce chXpaHsiBa B OpUTHHAIHATA OMAKOBKA, 3a JIa C€ MPENa3d OT CBETIINHA.
Tpancegep na sampazenu raxonu, Coxpansasanu npu cepvxuucka memnepamypa (<-60°C)

. [InuTkuTe KyTHU ¢ IaKOHH, KOUTO ca 3aTBOPEHU C Kamaly, Chabpkamu 195 ¢urakona,
M3BaJZIEHH OT ChXPaHEHHUE B 3aMPA3€HO ChCTOSHHUE MIPH CBPBXHHUCKA Temreparypa (<-60°C),
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MOTaT JIa OCTaHaT Ha Temmeparypa 1o 25°C He moBeYe OT 5 MUHYTH.

o [lnuTkuTe KyTHH ¢ (hIaKOHU, Ha KOUTO KalallUTe Ca OTBOPEHH HITH TE€3H, KOWTO ChIBPKAT
mo-maiko ot 195 ¢nakoHa, cies KaTo ca U3BaJICH! OT ChXPaHEHHE B 3aMPa3eHO ChCTOSHHE TIPU
CBpBXHHUCKA Temreparypa (<-60°C), morar aa octaHaT Ha Temieparypa a0 25°C He moBeue OT
3 MUHYTH.

o Cren xato KyTHHTE ¢ (IAKOHH Ce BhPHAT 00PAaTHO 3a ChXpaHEHUE B 3aMPa3eHO ChCTOSIHUE CIIe]]
eKCTIO3UIHS Ha TeMiiepaTypa a0 25°C, Te TpsOBa ga ocTaHaT Ha CbXPAHCHHE B 3aMPa3eHO
CHCTOSTHUE B MPOIBIDKEHNE Ha Hall-MaJKko 2 Jaca, Mpean Aa MoraT ja ObJaT u3BaJleHHu OTHOBO.

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

. [InuTkuTe KyTHU ¢ IIaKOHH, KOUTO ca 3aTBOPEHU C Kamaly, Chabpkamu 195 ¢urakona,
M3BaZIeHH OT ChXpaHeHHe B 3ampaseHo cherosaue (-25°C mo -15°C), Morart 1a ocraHat Ha
Temmeparypa o 25°C He nmoBeve OT 3 MHUHYTH.

o [MnuTkuTe KyTHH ¢ HIAKOHH, HA KOUTO KAMAIIUTE Ca OTBOPEHH WITH TE€3U, KOUTO ChIABPIKAT
mo-MaJiko ot 195 ¢makoHa, clie/l KaTo ca U3BaJCHU OT ChXPAaHEHHE B 3aMPa3eHO ChCTOSHHE
(-25°C mo -15°C), moraT ga ocraHar Ha Temreparypa 10 25°C He moBede ot 1 MuHyTA.

Cren kaTo BEAHBXK AaJcH (DJIaKOH € U3BaJIeH OT ITUTKATa KyTHs ¢ ()JIaKOHH, TOH TPpsAOBa Aa ce
pasMpasu 3a yrorpeoa.

Cren pa3MpassBaHe BakCHHaTa TpsIOBa Jja ce pa3peay U Jia ce U3IO0JI3Ba BeAHara. Bee mak naHHMTE 3a
CTaOMIIHOCT B MEpUO/a Ha U3II0JI3BaHE MMOKA3BaT, Y€ clie/l U3BaXKIaHe OT Qpusepa HepaspeaeHaTa
BaKCHMHa MOXe Jla ce chbXpaHsBa 3a nepuon a0 1 mecen npu 2°C go 8°C. B pamkute Ha 1-Meceunus
cpok Ha rogHocT npu 2°C mo 8°C 3a TpaHCTIOPTHPAHE MOKE 11a ce u3MmosBat a0 12 gaca. [Ipean
ynoTpeba HEOTBOpEeHaTa BAaKCHHA MOXKE J1a Ce ChXpaHsBa [0 2 yaca npu temmeparypa o 30°C.

Cren pa3pexnane, ChbxpansBaiiTe u Tpancnoprupaiite Bakcuuarta mpu 2°C o 30°C u s m3mo3BaiiTe B
pamkuTe Ha 6 yaca. M3xBbpreTe HEM3MOI3BaHATa BAKCHHA.

Crnen u3Bakaane oT Gpusepa u paspekiaHe BbpXy GuiakoHUTE TpsiOBa Aa ObJaT O3HAYCHU HOBHUTE
Jata v yac 3a u3xpbpisiae. Criesl pa3MpassiBaHe BaKCHHATA HE MOXKE JIa CE 3aMpassiBa IIOBTOPHO.

He uznon3Baiite Ta3u BakCHHA, aKO 3a0€JIeKNUTE BUIMMH YaCTHIINA B Pa3peicHaTa AUCTIEPCHS WITH
MPOMSIHA B IIBETA.

He u3xBbpIisiiTe nekapcTBaTa B KaHAIM3aLUATa WM KOHTEHHepa 3a JoMallHu oTnaablu. [lonuTaiite
Bammst papmartieBT Kax J1a M3XBBPIIATE JIEKapCTBaTa, KOUTO Beue HE M3MON3Bare. Te3u MEepKH 1ie
CIIOMOTHAT 3a OIla3BaHE Ha OKOJIHATa cpeja.

6. Cbm)pmaﬂne Ha OIMIAKOBKAaTa U JOIIbJHHUTEC/IHA I/IH(l)OpMaIII/IH

Kakso cpabp:ka Comirnaty

. AxtupHo BemectBo: MPHK Bakcuna cpeuty COVID-19. Cnen paspexnane GiakoHbT ChAbpiKa
6 no3u mo 0,3 ml, Beska ¢ 30 mukporpama nPHK.
. Hpyru cbcTaBku:
- ((4-xumpoxcubyTmn)azaneani )ouc(xekcan-6,1-1muumm)ouc(2-XeKCHIIICKaHOAT)
(ALC-0315)

- 2-[(momuetmnenrnukoin)-2000]-N,N-murerpagermianeramu (ALC-0159)
- 1,2-nucreapou-sn-rimiepo-3-dpochoxomuu (DSPC)

- XO0JIECTEPOIT

- KaJIHEB XJIOPUJT

- KanueB nuxuaporendocoar

- HATPHEB XJIOPUJL

- nuHaTtpueB docdat AuxXuapart

- 3axaposa
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- BOJA 3a MHIKEKIHU

Kak usriexxaa Comirnaty m KakBo ChIbp:ka ONaKOBKAaTa

Bakcunarta e 0stna 10 nmoutu Osuta mucnepeus (PH: 6,9 — 7,9), nocraBsiHa B MHOT0030B (DJIAKOH €
6 mo3u — po3payeH ¢uakoH (cTbkio Trm 1) 2 ml, ¢ ryMeHa 3amymanka u ¢ aTfyMHHUEBa O0KaTKa U
OTYYTIBAILO CE IIACTMACOBO Karage.

Bup onakoska: 195 ¢makona

IIpuTeskaTes Ha pa3pelieHUETO 3a ynoTpeda
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

I'epmanus

ten.: +49 6131 9084-0

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

IIpousBoauTenu
BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19

55116 Mainz
T'epmanus

Pfizer Manufacturing Belgium NV
Rijksweg 12

2870 Puurs

benrus

3a JOIIBJIHUTCIIHA I/IH(bOpMaIII/Iﬂ OTHOCHO TOBa JICKApCTBO, MOJIs, CBBPIKETEC CC C JIOKAJTHUA
MNPEACTABUTCII HA NIPUTCIKATCIIS Ha pa3pClICHUCTO 3a yHOTpe6a:

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
Tem: +359 2 970 4333

Ceska republika Malta

Pfizer, spol. sr.0. Vivian Corporation Ltd.
Tel: +420 283 004 111 Tel: +35621 344610
Danmark Norge

Pfizer ApS Pfizer AS

TIf: +45 44 201 100 TIf: +47 67 526 100
Deutschland Nederland

BioNTech Manufacturing GmbH Pfizer BV

Tel: +49 6131 90840 Tel: +31 (0)10 406 43 01
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Eesti
Pfizer Luxembourg SARL Eesti filiaal
Tel: +372 666 7500

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

Espafia
Pfizer, S.L.
Télf:+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

Latvija

Pfizer Luxembourg SARL filiale Latvija

Tel.: +371 670 35 775

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

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 mpepasriexaane Ha gucropkara {MM/I'TTT}

ToBa nexkapcTBO € pa3pemieHo 3a ynorpeda mo T. Hap. cXema ,,pa3periaBane nox yciosue'. Toa
03HayaBa, 4e 3a JIEKapCTBOTO CE€ OYAKBAT AONBJIHUTENHH NaHHHU. EBponeiickaTa areHuus no
JeKapcTBaTa Iie U3BbPIIBA IperJiesl Ha HoBaTa HH(GOPMANHS 3a JIEKapCTBOTO ITOHE BEAHBK TOAUIIHO

" Ta3u JJUCTOBKA CbOTBCTHO IIC CC aKTyaJIu3upa.
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CkanmpaiiTe Koza ¢ MOOMIIHO YCTPOMCTBO, 32 JIa TIOJTYYHTE JINCTOBKATA HA PA3INYHU €3UITH.

URL: www.comirnatyglobal.com

IToapoGHa uHOpMaLKs 3a TOBA JIEKApCTBO € IpeaocTaBeHa Ha yeOcaiiTa Ha EBpornetickara areHIus
1o JiekapcrBata http://www.ema.europa.eu.

Ta3u nucroBka e HainuyHa Ha Bcuuku e3uii Ha EC/EUIT Ha yeOcaiita Ha EBporieiickara areHIus mo
JIEKapCTBaTA.

ITocouenara mo-a0Jy I/IH(l)OpMalII/lﬂ € NIpeIHasHa4YeHa caMO0 3a MCIUIIUHCKHA CIICHIHATUCTH:

[Ipunaraiite Comirnaty HHTpaMyCKYJIHO CJIe[ pa3pexaane kato kype ot 2 no3u (0,3 ml Besika) npes
WHTEPBAI OT 3 CEMUIIH.

IIpocnenumoct

3a Ja ce HOI[O6pI/I MMpoCICAMMOCTTA Ha OHOJIOTUYHUTE JICKApPCTBCHU MMPOAYKTU, UMCTO U MMAPTUAHUAT
HOMCP Ha IMPUJIOKCHUS TPOAYKT TpSI6Ba SICHO Ja C€ 3aIlrMcCBar.

Yxkazanus 3a padora

Comirnaty TpsibBa J1a c€ IPUTOTBH OT MEIUITMHCKH CIICITHAIICT, KaTO C€ M3IT0JI3Ba aCENITHIHA
TEXHUKA, 33 J]a CE TAPAHTUPA CTEPHITHOCTTA HA IIPUTOTBEHATA JIUCTICPCHSI.
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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
JHCTIEpCUst MOXKE J1a ChIbpyKa Oesn 10
Ho4uTH OeH Herpo3padyHyu aMoOphHU
YaCTHULIH.

PA3PEX/TAHE

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

Pa3mMpasenata BakcrHa TpsOBa Ja ce
paspeau B HEWHUS OpUrHHANICH (JIaKkoH
¢ 1,8 ml marpues xmopua 9 mg/ml
(0,9%) nHXEeKIMOHEH pa3TBOP, KaToO Ce
n3noi3Ba uria 21 G, Wiu mo-ThHKA, U
acenTUYHa TEXHHUKA.
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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 ChbXpaHsBalTe Ipu
2°C no 30°C u u3non3BaiTe B paMKUTE
Ha 6 4yaca, BKJIFOUUTEITHO BPEMETO 32
TPaHCIIOPTUPAHE.

He 3ampazsiBaiiTe win paskiamante
paspezneHaTa nucriepcusi. Ako e Ona
MOCTaBEHA B XJIAINITHHUK, OCTABETE
paspezieHaTa JUCIepCHs 1a TOCTUTHE
cTaifHa TeMIeparypa 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 (hJIakoHa C
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 COpMHIIOBKA U UTJIa C
MaJIlbK MBPTHB 00eM TpsiOBa J1a uMa
MBPTHB 00€M HE MO-TOJISIM OT

35 Mukponutpa.

AKO ce U3MON3BaT CTAHAAPTHH
CTIPUHIIOBKHU M UTJIH, MOXE J1a HsIMa
JIOCTaThueH 00eM 3a U3TErJIsIHE Ha

6 103 OT euH (JIAKOH.

Besika mo3a tpsaoBa ga ceaspxka 0,3 ml
BaKCHHA

AKO KOJIMYECTBOTO HA OCTAHAIATA BHB
(hakoHa BakCHHA HE MOJKE J1a TOCTaBH
eana 1soia no3a ot 0,3 ml, usxeepriere
(hrakoHa ¥ U3TUITHAS 00eM
U3xBBbpIieTe HEU3MOI3BaHATA BAKCHHA B
paMKuTe Ha 6 "aca cie]| pa3pexaaHe.

HN3xBbpasine

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

B CHbOTBCTCTBUC C MCCTHUTC U3UMCKBaHM.
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