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 Mmoguduuupana)

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB

ToBa e MHOT0/1030B (DJIAKOH U CHIBPIKAHUETO My TpsiOBa J1a ce pa3peay Ipeau ynorpeoda.

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

1 no3a (0,3 ml) ceappika 30 mukporpama nPHK Bakcuna cperry COVID-19 (BkitoueHa B TUIHAHH
HaHOYACTHIIH).

EnnoBepmxkHa, 5’-kenmpana napopmanmonsa PHK (uPHK), npoussenena ¢ m3non3Bane Ha
Oe3kieTpuHa iN Vitro Tpanckpurnius ot cbotBetHUTe JJHK-MaTpuim, koxupanm BupycHus S (Spike)-

npoterH Ha SARS-CoV-2.

3a IIBJIHUSA CIUCHK Ha ITOMOIIHHUTEC BEIUICCTBA BUXXTC TOYKaA 6.1.

3. JJEKAPCTBEHA ®OPMA

KonnenTpar 3a MHXEKIIMOHHA AUCTIepcHs (CTepHIeH KOHLIEHTPAT)

Bakcunara nipejictaBisaBa 0sma 10 moutH Osuta 3ampasena aucrnepcus (pH: 6,9 — 7,9).
4, KJIMHUYHHU JAHHHU

4.1 TepaneBTUYHHU MOKA3AHUS

Comirnaty e moka3aHa 3a akTUBHA HMYHH3AIHsI 3a MpeBeHNus Ha 3a0osBanero COVID-19,
npuanHeHo oT Bupyca SARS-CoV-2, Ha nura Ha Bp3pacT 16 u moBede roguHM.

VYnotpebara Ha Ta3u BaKCHUHA TPsIOBA Ja € B ChOTBETCTBHUE C OQUIHATHUATE MTPETIOPBKH.

4.2 Jlo3upoBKa U HAYMH HA MPUJIOKEHHE

AOBI/I[ZOBKa

Jluya na évspacm 16 u nogeue 200unu
Comirnaty ce npuiiara ”HTpPaMyCKYJTHO ClIe/l pa3pexaHe kato Kype ot 2 no3u (no 0,3 ml Bcska) mpes
UHTepBa Hail-Manko 21 quu (Bk. Touku 4.4 u 5.1).

Jlunceat JaHHM OTHOCHO B3auMo3aMmeHseMocTTa Ha Comirnaty ¢ Apyru Bakcuuu cpeiry COVID-19 3a
3aBBPIIBAHE HA BAKCHHANMOHHUS Kypc. JIuia, Ha kouTo e npunoxena 1 noza Comirnaty, TpssoBa na
nojydat Bropa jo3a Comirnaty, 3a 1a 3aBbpIIAT BAKCHHAIIMOHHUS KypC.



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

Tonynayus 6 cmapuecka 6vb3pacm
He ce nanara kopurupaHe Ha Jo3ara IpH JIMIA B CTapUecka Bb3pacT > 65 rojauHu.

Hauua Ha npusioxxeHue

Comirnaty TpsibBa 1a ce mpuiara UHTpaMyCKYJIHO Cliell pa3peskaane (BxK. Touka 6.6).

Cren paspexnane (aakouure ¢ Comirnaty cpappskat mect mo3u Bakcuaa mo 0,3 ml. 3a ma ce
U3TETJIAT IIECT JI03U OT eUH (IIaKoH, TPSOBA Jia Ce M3MOJ3BAT CIIPUHIIOBKY W/UITH UK ¢ MAITBK
(nemsnon3Baem) MBPTHB 00eM. KoMOMHaIMATa OT CIIPUHIIOBKA M UTJIa C MATBK MBPTHB 00eM TpsOBa
Jla IMa MBPTHB 00€M HE MO-TOJIsIM 0T 35 MUKPOIHUTPA. AKO Ce H3MOJI3BAT CTaHIAPTHU CIIPUHIIOBKH U
UM, MOXE J1a HAMA JI0CTaTh4eH 00eM 3a M3TETJISIHE Ha IIECT 1031 OT eauH (akon. HezaBrucumo ot
BHUJIa HAa CTIPUHIIOBKATA U UIJIATA:

o Bcsika no3a TpsioBa aa ceabpixa 0,3 ml Bakcuna.

° AKO KOJIMYECTBOTO Ha OCTaHallaTa BbB (pJlaKOHA BaKCHHA HE MOXe€ Ja JOCTaBH €IHa IIsIa 1032
ot 0,3 ml, usxBwpiere ¢rakoHa U U3TUITHUS 00EM.

° He cw0upaiite M3MUIIBIUTE BAKCHHA OT HIKOJKO (h1akoHA.

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

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

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

3a ykazaHHsATa OTHOCHO pa3MpassiBaHeTo, paboTaTra U M3XBHPIITHETO HA BAKCHHATA BUKTE TOUYKa 6.6.
4.3 TIIpoTuBOMOKA3aAHHUS

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

4.4  CpoeuuajHu 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 ch0uTHA Ha aHadrnakcus. Bunaru TpsOBa a iMa Ha pa3oIOKESHUE TIOAX OIS0
MEAMIMHCKO JICYCHHUE U HAa0JII0ICHUE B CIydai Ha aHa(QUIaKTHYHA PEeaKIUs ClIe]] MPUIOKEHUE Ha
BaKCHHATAa.

[IpenopbuBa ce BHUMATEITHO HAOJIOJICHNE B ITPOIBIDKCHUE HA Hal-MaKo 15 MUHYTH cief
BakcuHanuATa. He Tps6Ba na ce mpuiara BTopa J03a OT BAKCHHATA Ha JINIIA, MOTyYHIN aHa(uIakcus
KbM IIbpBaTa j03a Comirnaty.



Peaxyuu, cevpsanu ¢ mpegoscrnocm

BBB Bpb3Kka ¢ BakCHHAIMATA MOTAT JIa Bh3HUKHAT PEAKINH, CBbP3aHH C TPEBOKHOCT, BKIFOYUTEITHO
Ba30OBarajlHu peakiuu (CHHKOM ), XUIIEPBEHTUIAINS WIH PEAKIINH, CBbP3aHU ChC CTPEca, KaTo
TICUXOTE€HEH OTrOBOP KbM HHXKEKTHPAHETO ¢ Uria. BaykHo e ma ce B3emar npena3Hu MepKH, 3a /1a ce
MIPEeIOTBPATH HapaHSIBAaHE OT MPHUITaJaHe.

Covnvmcemesawio 3abonssane

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

Tpomboyumonenusi u HapyuieHus Ha KPb8OCHCUPBAHEMO

KaxkTo mpu qpyrv H”HTpaMyCKYJITHH WHKEKITMH BaKCHHATA TPSOBA J1a ce Mpriiara BHUMATEITHO MPH
JIUIIa, TOyYaBalld aHTUKOAryJIaHTHA Tepanus Wi JIUIa ¢ TPOMOOIIUTONICHHSI UM HIKAKBO
HapylleHne Ha KPhbBOChCUPBAHETO (KaTo XeMO(QWINs), Thi KaTO MPH TE3H JIHIIa MOTAaT J1a Bb3HUKHAT
KbpBEHE WM 00pa3yBaHe HA CHHHHU CJIe]] HHTPAMYCKYITHO MTPIIIOKEHUE.

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 € MO-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 kanuit (39 mg) Ha 103a, T.€. MOXKE Aa ce Kaxe, 4e
IPaKTUYECKU HE ChIbPrKa KaJuil.

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

4.5 B3aumopaeiicTBHe ¢ APYI'H JIeKAPCTBEHH MPOAYKTH M APYr4 (popmMu Ha B3auMoelcTBHE
He ca npoBexxaanu npoy4yBaHus 32 B3aUMOICHCTBUSATA.

ChopreTBanoTo NpriiokeHne Ha Comirnaty ¢ Ipyru BAKCHHH HE € IIPOYYEHO.

4.6 @epTHaNTET, )PEMEHHOCT U KbPMEHe

Bbpemennoct

Hma orpanudeH omut ot yrnorpebara va Comirnaty mpu 6pemernu sxenu. [IpoyuBanusita mpu
JKUBOTHH HE MOKa3BaT MPEKU WK HEMPEKH BPEAHU 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
MOTEHIMATTHATE MOJI3M HAJBUIIIABAT BCIKAKBHU MOTCHI[MATHE PUCKOBE 32 Maikara u ¢eTyca.



Kspmene

He e m3BectHo manmu Comirnaty ce ekckpetupa B KbpMaTa.

DepTunuTer

ITpoy4YBaHUAT PH KMBOTHHU HE MMOKA3BAT MMPEKH WIIA HENPEKH €(PEKTH, CBbP3aHH C PEIPOTYKTHBHA
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 HIKou oT eeKTHTe, MOCOUYeHH B ToUKa 4.8, Morat BpeMEHHO J1a TOBIUSST
CHoCcOOHOCTTA 32 mopupaHe WiK padoTa ¢ MaLIUHU.

4.8 Hexkenanm JiekapcTBeHH peaKuu

Pesrome Ha mpoduiia Ha 6€30MacHOCT

BesomacHoctTa Ha Comirnaty € olleHeHa IMPH YYaCTHUIM HA Bb3pacT 16 u moBede roAWHU B
2 KIIMHUYHU U3MUTBaHUS, B KOUTO ca BKItoueHH 21 744 yqacTHUIM, IOTYYHII TIOHE €/THA 1032
Comirnaty.

B IIpoyusane 2 o6mo 21 720 ygacTHrIM Ha Bb3pacT 16 nim noBeve roArHY ca MOTyUYHIU 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- u 17-roauiiHa Bb3pacT ChOTBETHO B IpyIara Ha
BaKCHHATa ¥ rpynara Ha miame6o). Oomo 20 519 yuactHunu Ha Bp3pacT 16 mim nmoBeve roauHu ca
noxyunin 2 go3u Comirnaty.

KbM MoMmeHTa Ha ananm3a Ha [IpoyuBane 2 o6mo 19 067 (9 531, nomyuywrnu Comirnaty, u 9 536,
MOJTYYHITH TUTa1e00) YYacTHUIM Ha Bh3pacT 16 u moBede ToiHM ca OlEHEHH 32 Oe3011acHOCT B
MPOAB/DKEHUE Ha Hal-MaJiko 2 Mecela ciie/ Bropara jgo3a Comirnaty. ToBa BkirouBa o010 10 727

(5 350, momyunau Comirnaty, u 5 377, monyunnu 1iarne60) yqacTHHIM oT 16 10 55-roauinHa Bs3pacTt
1 06110 8 340 (4 181, momyunnu Comirnaty, u 4 159, nony4nnu miane6o) y4acTHHIH, Ha Bb3pacT

56 u oBeYe TONUHM.

Haii-yectute HexKeNaHU PEaKIMU MPH YYACTHUIIMTE HA BB3pacT 16 u moBeve roauHu ca 6oika Ha
MSICTOTO Ha uHxektupane (>80%), ymopa (>60%), rnmaBobomnue (>50%), muanrus u srpucane (>30%),
aptpairus (>20%), mUpeKcus U MolyBaHe Ha MICTOTO Ha uHkekTHpane (>10%) 1 0OuKHOBEHO ca
JICKW WM YMEPEHH M0 MHTEH3UTET U OT3BYYABAT B PAMKHTE Ha HSIKOJKO JHU CJIe/l BAKCUHAIUATA.
Maitko mo-maika 4ecToTa Ha ChOUTHATA Ha PEaKTOTCHHOCT CE CBhP3Ba C MO-TOJISIMA Bh3PACT.

CouchbK Ha HEXEIaHU pCaKMU OT KIMHUYHU USIMMUTBAHUA B TabJIWYCH BU

Hexenanute peakiuy, HabII0aBaHM IO BpeMe Ha KIIMHUYHUTE MTPOYYBaHUs, ca N30pPOSHH MO-10ITy,
CBIJIACHO CIIEHUTE KaTETOPUH 110 YeCTOTA!

Mmoro gectu (>1/10),

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

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

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

Mporo peaku (<1/10 000),

C HemsBecTHa YecToTa (OT HAJMYHHUTE JaHHHU HE MOKE Jla Ob/ie HalIpaBeHa OIEHKA).



Tabauna 1:  HekeJaHu peakiiuy oT KIMHHYHUTE mMpoyuBanusi Ha Comirnaty
Cucremo-opraneH MHoro YecTn Heuectn Penxn C Hen3BecTHa
KJjac 4ecTH (=1/100 o |(=>1/1 000 xo| (=1/10000| wuecrora (OT
=1/10) <1/10) <1/100) | mo <1/1 000) wHaaM4HHUTE
JaHHM He
Mo3Ke 1a 0bae
HATIpaBeHA
OIleHKA)
Hapymenus Ha xppBTa JInmbane-
u tuMHaTa cucTeMa HOTIATHUS
Hapyiienus Ha AHadunakcus;
UMYHHaTa CUCTEMa CBPBXYYBCT-
BUTETHOCT
[IcuxuyHu HapylIeHHs bescpHue
Hapymrenus Ha I'maBoGonme Octpa
HEpBHATA CHUCTEMa nepudepHa
JUIeBa
napanusa
CroManrHo-4peBHU T'agene
HapYIICHUS
Hapymienus Ha ApTpanrus; boinku B
MYCKYJTHO-CKEJIETHATA | MUAJTHUS KpaltHUIIUTE
cucTeMa u
CheIMHUTEIHATA ThKaH
OO0mmm HapyIICHHS | bonka Ha 3auepssiBane | Hepasrmo-
e(eKkTH Ha MACTOTO Ha | MSACTOTO Ha | Ha MSCTOTO | JIOKEHHE,
MIPHUIIOKEHUE WHKCKTH- Ha WHXKEKTHU- | TIPYPUTYC
paHe; ymopa;| paHe Ha MICTOTO
BTPHCAHE; Ha WHKEK-
MMAPEKCHST*; THpaHE
OTOK Ha
MSCTOTO Ha
WHKCKTH-
paHe

* Io-ronsiMa yecToTa Ha MUPEKCHUs € HaOJIo1aBaHa cieJl 2-para J103a.
"Ipe3 nenus nepuo | Ha MPOCIENIBAHETO 32 HE30MACHOCT JI0 cera, 0OCTpa nepudepHa JUIEeBa Napanusa e
cboOIIeHa ot yeTnpuma ydactHum B rpynara Ha ”PHK Bakcunara cpemy COVID-19. [TosBaTa Ha nuieBa
napanu3a ¢ Ha Jlen 37 cien JJo3za 1 ([o3a 2 He e npuiioskeHa Ha yyactHuka) u J{au 3, 9 u 48 ciex o3a 2. Hama
chOOIIEHHS 32 CIydau Ha ocTpa nepudepHa JMleBa Napaiu3a B Tpynara Ha rane6o.

[Ipodunbt Ha Oe3onacHOCT npHu 545 yyacTHuUIM, BakcuHupaHu ¢ Comirnaty, KOUTO ca OMIH
cepono3utuBHU 32 SARS-COV-2 Ha N3X0/THO HUBO, € IOJI00CH Ha HaOIIOAaBaHus IIpH o0mIaTa

noIryiaanuys.

C’b06gaBaHe Ha TOA03UpPaHu HEXCIAHU PECaKITUU

Cp0o011aBaHETO HA MOI03UPAHU HE)KEIAHN PEaKIIMU CIIe]] pa3pellaBaHe 3a yrnorpeda Ha JeKapCTBEHUS
MPOAYKT € BaykHO. ToBa 1M03B0JIsABA Ja MPOIB/KHM HAOIIOICHUETO Ha ChOTHOIICHUETO 0JI3a/PUCK 32
JIeKapCcTBEHUS NPOoAyKT. OT MEIUIIMHCKUTE CTICIUAIMCTH CE N3MCKBA J]a ChoOIIaBaT BCAKA
MOTO3UPaHa HeXKEIaHa PeaKins Ype3 HAIMOHAIHA CUCTEMa 3a ChOOIIaBaHe, IOCOYCHA B
[punoxenue V ¥ 1a BKIIOYAT MAPTUIHAS HOMED, aKO € HaJTUUEH.


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

4.9 Ilpeno3upane

Vima Hanu4YHU TaHHY 32 TIpe03upaHe IpH 52-Ma yYaCTHHIH, BKIIOYCHH B KIMHUYHOTO U3IHUTBAHE,
KOWTO TTOpaJiy IpelKa B pa3pexkIaHeTo ca nmoiaydmin 58 mukporpama Comirnaty. Bakcuaupanure ve
ch0OIIaBAaT 3a MOBUILICHA PEAKTOTCHHOCT WJIN HEXKEJIAaHN PEaKIIUHL.

B cnydaii Ha ipesjo3upaHe ce npernopbyBa NPOCIieIBaHe Ha )KU3HEHUTE (QYHKIUH U Bh3MOXKHO
CHUMIITOMATUYHO JICUCHUC.

5. DPAPMAKOJIOI'NYHU CBOUCTBA

5.1 dapmakoaMHAMMYHU CBOiicTBa

dapmakoTepaneBTHYHA rpyra: BakKCUHH, Apyru BupycHu Bakcunu, ATC kox: JO7BX03

MexaHnU3bM Ha IEWCTBUE

Hyxkneosunno momuduiupanata nadopmarmonna PHK B Comirnaty e mox hopMaTa Ha JTHITAIHH
HAaHOYACTHIIM, KOCTO ITO3BOJISIBA TOCTABIHETO Ha Heperumimpania ce PHK B kietkure
TOCTONIPUEMHHLIY, 32 1a HACOUYH MpexoHaTa ekcrpecus Ha S anturena Ha SARS-CoV-2, nPHK
KOJHpa MeMOpPaHHO 3aKOTBEH, ITBIHOBepIKeH S (Spike) mpoTenH ¢ aBe TOYKOBU MyTaIlUuK B
[ICHTpaJIHAaTa YacT Ha crHpajiara. MyTalusaTa Ha Te3U IB€ aMHHOKHCEIIUHY JI0 TIPOJIMH CTaOMIH3HPa
S (spike) mpoTerHa B aHTUTCHHO MPENOYNTAHA TPey3nOHHA CTPYKTYypa. BakcuHaTa Mpeu3BHKBa
KaKTO MPOM3BOJICTBO HA HEYTPAIM3UPAIIM AHTUTENA, TaKa U KJIEThUEH HUMYHEH OTTOBOP KbM aHTUTCH
S (spike)-mpoTenna, KoeTo MOKe J1a JompHHECe 3a 3amuTa cperry COVID-19.

EdwukacHoct

[IpoyuBane 2 € MHOTOLIEHTPOBO, MHOTOHALIMOHAIHO, PAHIOMHU3HPAHO, TUIAIIe00-KOHTPOINPAHO,
3acjeneHo 3a HaOmoaaTens npoyuBade (aza 1/2/3 3a ycraHOBABaHE Ha 103aTa, CEIEKIUS Ha
KaHIMIaTH 32 BAaKCHHA U e()UKACHOCT IIPU YYAaCTHHUIM Ha BB3pacT 12 u moBede roquHu.
ParmoMuzanmsita € crpaTuduIMpana 1mo Bp3pact: 12- 1o 15-roxumraa BB3pacTt, 16- o 55-roaumniHa
BB3PACT, WK Ha BB3PacT 56 1 moBeye roguHu, ¢ MUHUMYM 40% OT y4acTHHLIMTE B Tpynara

>56 ronuan. OT NIPOYYBaHETO ca UIKITFOUEHH YYACTHUIIN, KOUTO Ca UMYHOKOMIIPOMETHPAHH, H
YUYACTHUIIM C TIPEIUIITHA KIMHIYHA WK MEKpoOuoinornyHa auarnosa 3a COVID-19. Bkirouenu ca
YUYaCTHHUIIM C Beue CHIIECTBYBAILO CTAOMIIHO 3a00JIsIBaHe, ONpeIesIeHO KaTo 3a00sIBaHe, KOETO He
HaJlara 3HauMMa IpoMsHa B TEPAIUATa WIN XOCITUTAIM3aLUs IOPaaH BIOIIABAHE Ha 3a00JsIBAHETO
mnpe3 6Te CeAMUIIM MTPEIU BKIOYBAHETO, KATO YYACTHHUIIM C U3BECTHA CTAO0MIHA MH(EKIUS ¢ YOBEIIIKU
umyHoneduuuter Bupyc (HIV), Bupyca na xenatur C (HCV) nnu Bupyca na xenarut B (HBV). Ksm
MOMEHTa Ha aHaim3a Ha [IpoyuBane 2 npencraBenaTa nHGopManus € 0a3upaHa Ha y4aCTHULU Ha
BB3pacT 16 u noseye roJuHH.

EdukacHocT npu yyacTHHMIM Ha Bb3pacT 16 U moBeuye ronuHu

B yactra (haza 2/3 npubnusurenno 44 000 ygacTHUIM ca paHIOMHU3MPAHHU IOPABHO M TPsIOBa Aa
nonyuat 2 no3u nPHK Bakcuna cpemry COVID-19 nnm mnane6o, ¢ uatepBai 21 quu. AHanu3bT 3a
e(UKacCHOCT BKJIIOUBA YYaCTHHULHM, HA KOUTO BTOpaTa BaKCHHAIIMS € HAallpaBeHa B paMKuTe Ha 19 1o
42 nHu cien mbpBaTa BaKCHMHALMS. [11aHUpaHo € yJacTHHIIMTE 1a ObJaT MPOoCieaiBaHu 10 24 Mecera
cien [oza 2 3a onenka Ha Oe3onacHoctTa u edukacHoctTa cperry COVID-19. B knmuanyaoTo
NpOy4BaHE OT YUYACTHULHUTE CE € U3UCKBAJIO 1a ChOII0AaBaT MHTEPBAI OT MUHUMYM 14 1HU nipean u
clie]l IPUIIOKEHUETO Ha IPOTUBOIPUITHA BaKCHHA, 3a Jia oJayJaT win mianebo, wiv nPHK BakcuHa
cpeury COVID-19. B KIMHUYHOTO MPOYYBaHE OT YUYACTHHUIIUTE CE € U3UCKBAJIO Jia ChOJII0aBaT
WHTEpBal OT MUHUMYM 60 JHH MIPEIU WK CIie] KaTo ca UM OWIIM MPIIIOKEHU KPBBHU
NPOLYKTH/TIPOAYKTH OT KpbBHA IJIa3Ma WIIM UMYHOTJIOOYJIMHY B PAMKUTE HA BPEMETO [0 3aBbPIIBAHE
Ha MPOYYBAHETO, 33 Ja MoyydaT i mianeoo, wiu nPHK Bakcuna cpenry COVID-19.



[Tonynanusra 3a aHaJIU3 Ha MbPBUYHATA TOYKA 3a e(h)UKACHOCT BKIItOUBa 36 621 y4acTHUIM Ha
BB3pacT 12 u noseye rogunu (18 242 B rpynara nHa uPHK Bakcunata cpemry COVID-19 u 18 379 B
rpymnata Ha miane6o), 6e3 qanHu 3a npeaumna nHpekuus cb¢ SARS-CoV-2 1o 7 nHu cnen BTopaTta
no3a. JlombiautenHo uma 134 ydacTHUNM Ha Bb3pacT Mexkay 16 u 17 ronunu (66 B rpynmatana uPHK
BakcuHara cpenry COVID-19 u 68 B rpymnara Ha miarie60) u 1 616 yuacTHHIM - HA BB3pacT 75
noBede roaunu (804 B rpymara va uPHK Bakcunara cpemy COVID-19 u 812 B rpymara Ha miarne60).

Eduxkacaoct cpemry COVID-19

KbM MOMeHTa Ha MBPBUYHMS aHATIH3 33 €PUKACHOCT YYACTHHLIUTE Ca MPOCJICACHH 38 CUMIITOMU Ha
COVID-19 3a o6mo 2 214 yoBekoroaunu B rpynara nHa ”PHK Bakcunara cperry COVID-19 u 06110
2 222 4OBEKOTOJIMHH B Irpymara Ha rameoo.

Hsima kMTMHUYHO 3HAYUMHM Pa3IuKH B o0maTa e()MKaCHOCT Ha BaKCHHATA TIPH YUYACTHUIM C PUCK OT
texka ¢popma Ha COVID-19, BrimiounTeIHO Te3H ¢ 1 WiIM MoBeYe ChITbTCTRAIIN 3200 IsIBaHMS, KOUTO
yBeJIMYaBaT pucka ot Texxka popma Ha COVID-19 (manp. actMa, uHaeke Ha TejecHara maca (M1TM)
>30 kg/m?, xpornaHo GenoapoOHO 3a60sBaHeE, 3aXapeH AMabeT, XUIEPTOHHUS).

HHupopmarusaTa 0OTHOCHO e(h)MKaCHOCTTA Ha BaKCHHATA € IpeacTaBeHa B Tabmura 2.

E¢uxacHoct Ha BakcnHaTa — mbpBa nosisa Ha COVID-19 ot 7-mMus eH cien
Jo3a 2, mo Bb3pacTOBH MOATPYNH — YYACTHUIU 0€3 TaHHM 32 HH(EKIUs mpeau
7-mus neH cien Joza 2 — ouenuma nonysanus 3a epuxactoct (7 1Hm)

Taoauna 2:

[IspBa nosisa Ha COVID-19 ot 7-mus neH ciaen Jlo3za 2 npu yyacTHUIU 0e3 TaHHU 3a
npeaumna nadexkuus cbe SARS-CoV-2*

uPHK Bakcuna IIlname6o
cpemry COVID-19
N2 =18 198 N@ =18 325
Cayuyau Cayuyau
n1° n1°
Ilepuon Ha [Iepuon Ha Eduxacnocr Ha
HaOJro1eHKEe® HabOmo1eHne” BaKcHHATA®
Hoarpyna (n27) (n27) % (95% A1)
Bewuku ygactHum” 8 162 95,0 (90,0; 97,9)
2,214 (17 411) 2,222 (17 511)
16 1o 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)
IOBEYEe TOUHN 0,102 (774) 0,106 (785)

3abenerxka: [IoTBbpACHATE CIydaH ca ONpeeIeH: Ype3 MoJuMepa3Ha BepIDKHA peakiys ¢ 00paTHa
tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u nione 1 cummnTom,
cpotBeTcTBall Ha COVID-19 [*Onpenenenne 3a ciryyaid: (moHe 1 oT) moBHIIeHa TeMIIEpaTypa, HOBOTIOSIBUIIA
Ce WJIN 3acCUIIeHa KallUIHIa, HOBOIIOSIBUII C€ MJIM 3aCHJICH 3a/lyX, BTPUCaHe, HOBOIIOSIBUIIA CE MJIM yBEIMYeHa
0o0JKa B MyCKYJIUTE, HOBOIIOSBIJIA CE 3ary0a Ha BKYC HJIM MHUPHC, Bh3MAICHO I'bPIIO, THAPUS WU

HOBPBIIAHE. |
*

B ananm3za ca BKIIFOYEHU y4acTHHUIM 0€3 CEpPOJIOTMYHU U BUPYCOJIOTMYHH JaHHH (TIPEAN 7-MUsl JIEH ciel
NPUJIOKEHUE Ha MTOCJIeHaTa 103a) 3a MuHaaa nHpeknus cb¢ SARS-CoV-2 (T.e. OTpHIIATEIHN 3a aHTHTENA
¢ N-cBpp3Bane [cepym] Ha Busuta 1 n Heotkputr SARS-CoV-2 ¢ Tect 3a ammmndukanus Ha HyKIEHHOBA
kucenuna (nucleic acid amplification tests, NAAT) [Ha3aina nHarpuBka] Ha Busutu 1 u2) u ¢
orpumnatenex pesynrat oT NAAT (Ha3anHa HaTpHUBKA) IPH BCSAKA HEIUTAHMPaHA BU3UTA IIpend TMUS JCH

caen Joza 2.

a. N = 0polt y4acTHUIIM B IOCOYEHATA TPpyIa.




6. nl = Opoif yyacTHUIIM, OTTOBAPSIIIM HA ONPEACICHUETO 3a KpaliHaTa TOYKa.

B. OO0m mepuox Ha Habmoaerne B Xwisian (1 000) oBekoroauHu 3a HajeHaTa KpaiHa TOYKa MPU BCUUKH
YYaCTHHUIM BBB BCSAKA PUCKOBA TPyIa 3a KpaliHaTa TOUKa. BpeMeBHAT epro/ 3a HaTpynBaHe Ha CIy4ad Ha
COVID-19 e ot 7-mus neH ciaen o3a 2 10 Kpast Ha IepHoia Ha HaOTIOICHHUE.

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

. He ca waeHTHGUITMPaHU TIOTBBPICHH CIIyYad MPH yYaCTHHUIM OT 12 10 15-roauiHa Bb3pacT.

e Jlosepurennusat uatepBai (JIN) 3a eprkacHOCT Ha BAaKCHMHATA € TOJTydeH Ha 6a3aTta Ha merozaa Ha Clopper
u Pearson, kopurupas cripsMo BpeMeTo Ha HaOnronenue. [V He e KopurupaH 3a MHOKECTBCHH aHAJIU3H.

IIpu BTOpHS MEPBUYCH aHATIN3, B CpaBHEHHUE ¢ Tutane0o, epukacHoctra Ha UPHK Bakcunarta cpemnry
COVID-19 npu yuactaunute ot mbpsBata nosisa Ha COVID-19 ot 7mus neu cien J{osza 2, B
CpPaBHEHHUE C YYaCTHHUIIMTE ChC WM O3 J0Ka3aTeIcTBa 3a npeauinna uHdekus coc SARS-CoV-2, e
94,6% (95% noepuTtesnen uarepsai ot 89,9% no 97,3%) npu ydacTHUIM Ha 16 ¥ IOBEYE TOAMHHU.

I[OHT)J'IHI/ITGJ'IHO CIWH IMOArpYNOB aHAJIM3 HAa IbpBHUYHATA KpaﬁHa TOYKa IIOKa3Ba CXOJHH OILICHKH Ha
TOYKarTa 3a e(i)I/IKaCHOCT IIpU rpyNnuUTe 1o 1MoJi, CTHUYCCKA NPUHAIIC)KHOCT U YHaCTHHUIU ChC

CBIIBTCTBAIIN 3a00JIsIBAaHUS, CBbP3aHH C BUCOK PUCK OT Texkka popma Ha COVID-19.

[lenuarpuyna nomnyianus

EBporneiickaTa areHiys o jekapcTBaTa oTJiara 3aJbDKEHHETO 3a MIPEIOCTaBsIHE Ha Pe3yJITATUTE OT
npoyuBanusTa ¢ Comirnaty B neiuaTpuyHara nomymnauus npu npesernus Ha COVID-19 (Bx.
Touka 4.2 3a uH(popMaLus OTHOCHO YHOTpeda B IEAUATPUSATA).

To3u nekapcTBEH MPOAYKT € pa3pelieH 3a yrnorpeda 1o T. Hap. CXeMa ,,pa3penaBaHe Mo ycIoBHue".
ToBa o3HavaBa, 4ye 3a TO3M JEKAPCTBEH MPOAYKT CE OYaKBAT AOMBJIHUTENHU NaHHU. EBponeiickaTta
areHUys 1o JIeKapcTBaTa Lie U3BbPIIBA Mperiiesl Ha HoBaTa HH(POPMAaLKs 3a TO3H JIEKapCTBEH MPOIAYKT
MOHE BeIHbK roauiiHo U Ta3u KXII choTBETHO 1€ ce aKkTyaau3upa.

52 @apmMakoKHHETHYHH CBOWCTBA

Henpunoxumo.

5.3 IlpeakJIMHUYHHU JaAHHU 32 0€30MACHOCT

HexnuHnvHuTE JaHHU HE MOKa3BaT 0COOEH PUCK 3a XOpa Ha 0a3aTa Ha KOHBEHIMOHAJTHUTE
MIPOYYBAHUA 33 TOKCUYHOCT NPU MHOTOKPATHO MpWJIaraHe, penpoayKTHBHA TOKCHYHOCT U TOKCUYHOCT

3a pa3BUTHUETO.

OO0111a TOKCUYHOCT

ITrpxoBe, Ha kouto Comirnaty e mpuilaraHa MHTPaMyCKYITHO (IOJTy4aBamiy 3 MbJIHHU I03H 32 Xopa
BEAHBK CEIMUYHO, TEHEPHPAIL OTHOCUTEIIHO BUCOKH HHUBA TPH ITHXOBE MOPAAH Pa3IHUusiITa B
TEJIECHOTO TErJI0), IOKA3BaT MAIbK OTOK U €PUTEM Ha MSCTOTO Ha MH)KCKTUPAHE U yBEJINYaBaHe Ha
Oenute KPbBHU KJIETKH (BKIFOUMTETHO 0230 1 €03MHO(DHIN), ChOTBETCTBAIIN HA BB3MATUTEICH
OTrOBOp, KAKTO U BaKyOJIN3aLMsI HA MOPTATHUTE XENaTOUUTH 0e3 TaHHM 3a YepHOAPOOHO yBpEeKAaHE.
Benuku edextu ca Ounn oOpaTumu.

FCHOTOKCI/I‘lHOCT/KaHHCD OT'CHHOCT

He ca mpoBexxmanu Ipoy4YBaHMsI HUTO 32 TCHOTOKCHYHOCT, HUTO 3a KaHIleporeHHocT. He ce ouakBa
KOMITOHEHTHTE Ha BakcuHara (yumuan 1 nPHK) na uMat reHOTOKCHYEH TOTEHIIHAIT.

PenpoaykTHBHA TOKCHYHOCT

Pero,Z[YKTI/IBHaTa TOKCUYHOCT U TOKCUYHOCTTA 3a pa3BUTUETO Ca U3CJICABAHU IIPH ITIJIHXOBE B
KOM6I/IHI/IpaH0 IMpOy4YBaHC Ha (l)epTI/IJ'H/ITeTa 1 TOKCUYHOCTTA 3a pa3BUTUCTO, IIPU KOCTO Cornirnaty €



IpuiIarad HHTPaMyCKYJIHO Ha JKEHCKH IUTbXOBE Ipeau YU(TOCBAHE U 10 BPEME Ha reCTalus
(momyuaBaiy 4 BJIHU T03H 33 XOpa, FTeHEPUPAIN OTHOCUTEITHO BUCOKM HUBA MPH IUTBXOBE MOpaan
pasnuyuATa B TEJIECHOTO TETJIo, B Ieproja Mexay aeH 21 npenn undTocBaHETO U recTalliOHEH

nen 20). OTtroBopu ¢ nosiBa Ha HeyTpanusupaum anturena cpeiy SARS-CoV-2 uma npu KMBOTHUTE
MalKH 0T nepuoza npeau YToCBaHETO 10 Kpas Ha IIPOYIBAHETO B IOCTHATAJIEH A€H 21, KakTo U
pH GeTycuTe U oKoJieHneTo. Hsama cBbp3aHu ¢ BakcuHaTa eeKTH BEPXY HepTHIINTETA,
OpeMeHHOCTTa WK eMOpruo(eTaHOTO Pa3BUTHE WM PA3BUTHETO HA MOKOJIEHUETO. JIuIcBaT JaHHu 3a
Comirnaty 0THOCHO IPEMHHABAaHETO HA BAKCHHATA Mpe3 TJIALCHTaTa WM eKCKPEeIUsATa B MIIAKOTO.

6. OAPMAIIEBTUYHU JAHHHU
6.1 Cnucbk HAa IOMOIIHHUTE BELIECTBA

((4-xumpoxcubyTrin)azaneaumi )ouc(xekcan-6,1-muwmn)ouc(2-xexcmiaekanoat) (ALC-0315)
2-[(monmuerunenriukon)-2000]-N,N-aurerpanenmnaneramuy (ALC-0159)
1,2-mucreapomn-sn-rimiepo-3-hochoxoaun (DSPC)

Xodgectepo

Kanues xnopun

Kanues auxunporendocdar

Harpues xnopun

HunatpueB gocdar auxuapat

3axapo3a

Bona 3a nmxexknun

6.2 HecsBMecTUMOCTH

To3u iekapcTBEH NPOAYKT HE TPsIOBa Jla ce CMECBa ¢ APYTrH JIEKAPCTBCHM MTPOAYKTH, C U3KIIIOUCHUE Ha
HOCOYEHUTE B TOYKA 6.6.

6.3 Cpok Ha rogHoCT

HeortBopeHn ¢uakoH

6 mecena mpu -90°C o -60°C.

Crnen u3Bakaane oT (pusepa HEOTBOPECHATA BAKCMHA MOXKE JIa CE ChXpaHsBa 3a TIEPUO/T IO 5 THU NIPH
2°C mo 8°C u mo 2 gaca mipu temriepatypa a0 30°C npenu ynorpeba.

CJ'IC,Z[ pa3MpassaBaHC BaAKCHUHATA HE TpSI6Ba Ja C€ 3aMpa3ssiBa OTHOBO.

3aTBOpPEHHTE C Kanaly ITUTKA KyTHH ¢ (DIaKoHH, Chabpkay 195 grnakoHa, U3BaJieHH OT
ChbXpaHEeHHe B 3aMpa3eHo cberosiHue (<-60°C), MoraT na octaHaT Ha cTaiiHa Temneparypa (<25°C) no
5 MuHyTH 32 TpaHchep MEXIY Cpean ChC CBPbXHHUCKA TeMiieparypa. Cien KaTo KyTuuTe ¢ (QJIakoHH
ce BbpHAT 00paTHO 3a ChXpaHEHUE B 3aMPa3eHO ChCTOSIHUE CJIE]] €KCIIO3UIIMS Ha CTaliHa TeMIleparypa,
Te TpsiOBa 1a OCTaHAT HA ChXPAaHEHHE B 3aMPa3eHO ChCTOSHHUE B MPOIBIDKEHUE Ha Hail-Manko 2 yaca,
Mpeay Ja MoraT Aa ObJaT U3BaJleH! OTHOBO.

P a3pCIACH JCKAPCTBCH NPOAYKT

JlokazaHa e XuMH4Ha 1 QU3MYHA CTAOMIHOCT 110 BpeMe Ha ynorpeda 3a 6 yaca npu 2°C g0 30°C cien
paspexnane B Harpues xjopua 9 mg/ml (0,9%) urxeknnoneH pa3tBop. OT MUKPOOHOIOTHYHA
[JIe/IHA TOYKa, MPOJAYKTHT TPAOBA Jla CE U3MOJI3Ba BeiHAra. AKO HE CE U3MOJI3Ba BEJHAra, BPEMETO U
YCIIOBHUATA HA ChXPAHEHHUE M0 BPeMe Ha yrmoTpeda ca OTTOBOPHOCT Ha MOTPEOUTENS.
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6.4 ChnenuajJHM ycJI0BUS HA ChbXpaHeHUe

Ja ce cpxpanssa BbB hpusep npu -90°C no -60°C.

[a ce cpxpansBa B OpUrHHAIHATA OMAKOBKA, 32 Ja Ce MPE/a3y OT CBETIHHA.

ITo Bpeme Ha cChXpaHEHHE CBEIETE 10 MUHUMYM H3JIaraHeTo Ha CTaifHa CBETIMHA U H30srBaiiTe
U3JIaraHe Ha IpsiKa CI'bHYEBA CBETJIMHA M YJITPABHOJIETOBA CBETIMHA.

C pa3MpasenuTe hIakoOHU MOKE J1a ce padOTH B YCJIOBHSI Ha CTaiiHa CBETIIMHA.

Korato cTe roToBU J1a pa3MpasuTe WM Jia U3M0JI3BaTe BAKCHHATA

J ITnuTKM KyTHH C OTBOPEHU Kallalld WM IUTUTKU KYTHH ¢ ()JIAKOHH, ChABPIKAIIHN IT0-MAJIKO OT
195 ¢akoHa, M3BaJCHU OT ChXPaHEHHUE B 3aMpa3eHo cheTosHue (<-60°C), MoraT 1a ocTaHaT Ha
cTaiiHa Temneparypa (<25°C) 1o 3 MUHYTH 32 U3BaXJaHe Ha ()IaKOHH WK TpaHchep MEKIY
CpeaH CbC CBPBXHUCKH TEMIIEPATYPH.

J [I{om kaTo maaeH QakoH € U3BAJCH OT IUINTKAaTa KyTHs ¢ (JIakoHH, TOH TpsiOBa Jia ce pazMpasu
3a yrnorpeoa.
o Cren xaTo IIUTKUTE KYTHH C (PIIAKOHU ce TIOCTABAT OOPATHO 33 ChbXPaHEHUE B 3aMPa3eHO

CBCTOSIHUE CJIe]] U3JIaraHe Ha cTaliHa TeMIlepaTypa, Te TpsIOBa Ja OCTaHAT Ha CbXPaHEHUE B
3aMpa3eHo ChCTOSIHHE B MPOABDKEHUE HAa Hal-Malko 2 yaca, pelIy 1a MoraT Ja Opaar
W3BaJICHU OTHOBO.

3a ycJ0BUsTa HA ChbXPAaHEHUE CIEM pa3MpassiBaHEe U pa3pexIaHe Ha JCKAPCTBEHUS IPOLYKT BUKTE
TOouKa 6.3.

6.5 Buau chbabpkaHue HA ONAKOBKAaTa

ITpo3pauen MHOT0/1030B (uakoH (cThkiI0 THll |) 2 ml cbe 3amymanka (CuHTeTHYHA OPOMOOYTHIIOBA
ryma), C alyMHHHEBa 00KaTKa 1 OTYYIBAIO CE MIaCTMAacOBO Kanaue. Beekn duakoH chappka 6 1034,
BIXKTeE TOUYKa 6.6.

Bun omakoBka: 195 duiakona

6.6 CrhenuajJHM NpeanasHu MEPKH NMPH U3XBbPJIsiHe U padoTa

Yka3zanus 3a pabora

Comirnaty TpsibBa /1a ce€ IPUTOTBH OT MEAUITMHCKHU CIICITHAIKICT, KaTO CE M3IT0JI3Ba aCENITHIHA
TEXHHKA, 32 J]a CE TapaHTHUpa CTEPUIHOCTTA Ha IPUTOTBEHATA JUCIICPCHSL.

11



PASMPA3ABAHE IIPEJIN PA3PEKJIAHE

He moBeue ot
2 yaca npu
CTalHA
TeMIepaTrypa
(mo 30°C)

<

MHOTr071030BHAT ()ITAKOH CE ChXpaHsBa
3aMpa3eH U TpsAOBa J1a ce pa3Mpaszu
Ipeay 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 vaca. Kato apyra
BB3MOXHOCT, 3aMpa3eHuTe (IIaKOHN
MOTaT CBHILO TaKa Jia ce pa3MpassiT 3a

30 munyTH nipu Temneparypa 10 30°C 3a
He3abaBHa ynorpeoa.

OcraBeTte pazMpazeHUAT (HIaKOH aa
JIOCTUTHE CTaifHa TeMIepaTypa u
BHUMATEJIHO TO 00BbpHETE 10 mbTH
npenu paspexnane. He pasknamaiite.
[Ipenu paspexnane pa3MpaseHaTa
JMCTIEpCUs MOXKE J1a ChIbprka Oesn 10
MOYTH OENN HENpPO3pauHu aMOphHH
YaCTHUIIH.

PA3ZPEX/IAHE

1,8 ml narpues xsiopua 0,9%
HHKEKIIHOHEH Pa3TBoOp

Pa3mpa3seHaTta BakcHHa TpsiOBa J1a ce
paspeny B HelHHs OpUTHHATICH (QIIaKOH
¢ 1,8 ml Harpue xmopug 9 mg/ml
(0,9%) MHXEKIIMOHEH Pa3TBOP, KaTo ce
n3moa3Ba uria 21 G, wim no-TeHKa, 1
acenTUYHa TEXHUKA.
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H3reraere oyrasioro a0 1,8 ml, 3a
J1a OTCTPaHUTE Bb3AyXa

N3paBHeTe HANATaHETO BBB (pakoHa
MPE/IH J1a U3BAJNTE UIJIaTa OT HEro, KaTo
usrernute 1,8 ml Bb31yX B
U3Mpa3HeHaTa CIPUHIIOBKA Ha
paspeaurens.

Buaumarenno — 10 nnT

BrumarenHo oObpHETE pa3peneHara
muctiepcust 10 metr. He paskiarmaiire.
Pazpenenara BakcuHa TpsiOBa 1a
MIPEJICTABIISIBA [TOYTH Osiyia TUCTICPCHUS
0e3 BuauMu yactuiy. U3xBoprete
paspejicHaTa BakCHHA MPY HAJTMYUE Ha
YaCTHIIM WM IPOMSHA B IIBETA.
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e Ha paspenenute drakonu TpsiOBa ga
— ObaaT oTOENA3aHU CHOTBETHUTE 1aTa U

e He 3ampazsiBaiiTe nin paskiamante

paspeneHata nmucnepcusi. Ako e Ouna
MOCTAaBEHA B XJIaINITHHUK, OCTABETE
paspezicHaTa JUCTIEPCHsl 1a TOCTUTHE

! CTaliHa TeMIeparypa Mnpeu yrnorpeoa.

Date / Time:

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

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

e Crex paspexxaane QIakOHBT ChIbPKA

0,3 ml paspexena 2,25 ml, oT KOUTO MOraT Ja ce U3TErIAT
6 mo3u mo 0,3 ml.

e Karo m3noi3Bare acenTHYHA TEXHUKA,
MOYUCTETE 3aIlylajKaTa Ha (hJIakoHa C
TaMIIOH 3a €JHOKpaTHa yrnoTpeoa,
HAIIOCH C aHTUCENTHYEH Pa3TBOP.

BaKCHHa

e Isrermere 0,3 ml Comirnaty
Tps0OBa na ce N3M0I3BAT CIPUHIIOBKH
W/WJIH UITJIN ¢ MaTbK MBPTHB
(nemsmon3Baem) 00eM, 3a J1a Ce M3TETIIAT
HIECT JI03H OT eAuH (pIaKoH.
KoMOuHanumsATa OT CIPUHIIOBKA U UTJIA C
MaJIbK MBPTHB 00eM TpsiOBa J1a uMa
MBPTHB 00€M HE MO-TOJISIM OT
35 Mukponutpa.

AKO ce U3MON3BaT CTAHAAPTHH
CIIPUHIIOBKHU M UTJIH, MOXE J1a HsIMa
JIOCTaTh4eH 00eM 3a M3TETJISTHE Ha IIECT
JTO31 OT euH (hITaKOH.

e Bcska no3a TpsoBa ga ceappika 0,3 ml
BaKCHHA

e AKO KOJHYECTBOTO Ha OCTAHAJIATA BHB
(h1akoHa BaKCHHA HE MOJKE J1a IOCTaBH
enHa 1su1a qo3a ot 0,3 ml, usxsbprere
(hrakoHa ¥ U3TUIITHAS 00eM

e I3xBBpIieTe HEU3MOI3BaHATA BAKCHHA B
paMKuTe Ha 6 Jaca cie]| pa3pexaaHe.

H3xBBpasiHe

Hewnsnon3panusr JICKAPCTBCH MPOAYKT WIN OTHAABYHUTC MATCPUAJIU OT HETO Tp$16Ba Aa CC U3XBBPJIAT
B CBOTBCTCTBUEC C MCCTHUTC N3HUCKBAHH.
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7.  TIPUTEXATEJ HA PASPEIIEHUETO 3A YIIOTPEBA

BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

I'epmanus

ten.: +49 6131 90840

daxc: +49 6131 9084390

info@biontech.de

8. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/20/1528

9. JATA HA ITbPBO PAZPEIIABAHE/ITIOAHOBSIBAHE HA PASPEIHLIEHHUETO 3A
YIIOTPEBA

[Hara na mppBo paspemasane: 21 nexkemspu 2020 r.

10. [JATA HA AKTYAJIM3BUPAHE HA TEKCTA

IMoapo6ua uHbOpMAIHs 3a TO3W JEKAPCTBEH MPOIYKT € MPeJ0CTaBeHa Ha yeOcaiita Ha EBporneiickara
areHmus 1o Jiekapcraata http://www.ema.europa.eu.
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MNPUJIOKEHHUE 11
MNPOU3BOJUTEJIN HA BUOJIOI'MYHO AKTUBHUTE
BEINECTBA N1 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 UBITBJIHEHUE HA MEPKU
CJIEJ -PASPEIIIABAHE 3A YIIOTPEBA IO YCJIOBHUE
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A. NPOU3BOIUTEJIN HA BUOJIOTMYHO AKTUBHUTE BEIIECTBA 1
MNPOU3BOJUTEJIN, 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

Rentschler Biopharma SE
Erwin-Rentschler-Strasse 21
88471 Laupheim

I'epmanus

Wyeth BioPharma Division of Wyeth Pharmaceuticals LLC
1 Burtt Road

Andover, MA 01810

CAII]

Hme n aapeC HA MPOU3BOAUTCINTE, OTTOBOPHH 34 0CB060)K,I[aBaHe Ha NapTUuauTe

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

T'epmanus

Pfizer Manufacturing Belgium NV
Rijksweg 12

2870 Puurs

benrus

[TeyaTHaTa JIMCTOBKA Ha JICKAPCTBSHUS MPOIYKT TPSIOBA Ja ChAbPIKa UMETO M aapeca Ha
MIPOU3BOANTENS, OTTOBOPEH 32 OCBOOOXIaBaHETO HA CHOTBETHATA MAPTHIA.

C OorJjieJ Ha ACKJIapupaHaTa CIICHIHOCT, CBbp3aHa C 06HICCTB€HOTO 3ApaBC OT MCKIAYHAPOJHO

3HAUYEHHE, U 32 JIa C€ OCUTYPHU paHHA JIOCTaBKa, TO3M JIEKAPCTBEH MPOAYKT € OOCKT Ha OTPAHUYCHO BHB
BpPEMETO M3KJIFOUCHNUE, IaBAII0 B3MOXKHOCT 3a IpUeMaHe Ha aHalIu3a 332 KOHTPOJ Ha MapTUINTE,

U3BBPIICH B perucTpupano(n) mscro(ecta) Ha MPOM3BOICTBO, JOKATU3UpaHo(¥) B TpeTa cTpaHa. Tosa
M3KIIIOUeHHe rpecTaBa aa 0b1e BamaHo Ha 31 aBryct 2021 r. BeBexxaaneTo Ha ycinoBus 3a 0a3upaH B
EC xoHTpON Ha mapTuauTe, BKIFOYUTEITHO HEOOXOUMHUTE IIPOMEHH B YCIIOBHUATA HA Pa3pEIIeHHETO 3a

ynotpeba, TpsiOBa J1a ObaaT 3aBbpIleHH Hall-KbCHO 10 31 aBryct 2021 1., B ChOTBETCTBUE ChC

ChITIaCyBaHUsI TUIAH 3a TO3M TpaHcdep Ha aHanmu3a. Jlokiaam 3a mporpeca TpsOBa qa ObAaT MoJacHN

1o 31 mapt 2021 r. u a OBAAT BKIIOYEHN B TOAMIITHOTO 3asiBIIEHUE 32 TIOAHOBSBAHE.

b. YCJOBUS NN OT'PAHUYEHUA 3A TOCTABKA U YIIOTPEBA
JlexapCTBEHUAT IIPOAYKT CE OTIIyCKa IO JEKAPCKO IIPENIUCAHUE.
. O¢unuanHo ocBo0oKIaBaHe HA NAPTUAU

CwritacHo wit. 114 ot Iupextura 2001/83/EO odurmanHoTo 0CBOOOKIaBaHE HA TIAPTUIUTE CE
M3BBPIIBA OT AbPKaBHA JTa00PaTOPHsI WK JIAOOPATOPHs, ONpeAesicHa 3a Ta3u 1Ied.
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B. JPYI'M YCJIOBUS U N3UCKBAHUSA HA PASPEIHIEHUETO 3A YIIOTPEBA

. IMepuoguynm akTyaausupanm aokiaau 3a o0ezonacuoct (ITAIB)

W3uckBanusra 3a nonasane Ha [IAJIb 3a To31 1eKapCTBEH MPOAYKT Ca IIOCOYEHH B CITUCHKA C
pedepentauTe natu Ha EBpomnetickus cpio3 (EURD crucek), npensuzaes B wi. 1078, an. 7 ot

Jupektusa 2001/83/EO, 1 BbB BCHUUKH CJICIBAIIM aKTyalln3alliy, MyOJUKyBaHH Ha

eBpOHeﬁCKHH ye6r[0pTaJ1 3a JICKapCTBa.

[Ipurexatensat Ha pa3pemennero 3a ynorpeda (IIPY) tps6sa na nogane mepsus [1AJIb 3a To3u

MPOAYKT B CPOK OT 6 Mecella ciell pa3pelraBaHeTo 3a yrnorpeoa.

r. YCJI0BHUA NWIN OI'PAHUYEHUA 3A BE3OITACHA U EOEKTUBHA

YIIOTPEBA HA JIEKAPCTBEHUS ITPOAYKT

. ILnan 3a ynpasJjenue Ha pucka (ITYP)

[IpurexatensaT Ha pa3perienuero 3a ynorpeda (IIPY) Tpsadsa na u3BbpIBa H3NCKBAHUTE
JeHHOCTH U AEHCTBUSL, CBBP3aHH C NIPOCIeIIBaHE Ha JIEKapCTBEHATa 0€30MacHOCT, IOCOUYEHH B
onobpenus [TYP, npeacrasen B Moayn 1.8.2 Ha pa3penienuero 3a ynorpeda, KakTo U BbB

BCUYKH CIIEBAIN O00peHH akTyanu3armu Ha [TYP.

Axryanmupan [TYP Tps6Ba na ce mopasa:
. 10 uckaHe Ha EBporieiickara areHIys 1o JIeKapcTBaTa;

L4 BHUHAr'M KOraTo €€ U3MCHA CUCTEMATa 3a YIIPaBJICHHUC Ha PUCKaA, 0co0€eHO B pe3yaTaT Ha
MOJIy4aBaHC Ha HOBa I/IH(I)OpMaLII/ISI, KOATO MOKE Ja JOBEAC N0 3HAYUMU IIPOMCHHU B

CHhOTHOIICHHUECTO HOJ'IBa/pI/ICK, WM CJICO JOCTHIaHC HAa BaXXCH €TaIl (BT»B BpBb3Ka C IMPOCICAABAHE

Ha JIeKapCTBEeHaTa 0€30MaCHOCT WM CBEKAAHE Ha PUCKA JO MUHHMYM).

A.  KOHKPETHO 3AABJIKEHUE 3A U3ITBJIHEHUE HA MEPKH CJIE]]

PABPEIIABAHE 3A YIIOTPEBA 110 YCJIOBUE

Toga e pa3penieHure 3a yrnorpeda moj ycioBue u csriacHo wi. 14-a ot Pernmament (EO) Ne 726/2004 B

onpezencHus cpok [TPY TpsOBa 1a U3IIBIHU CIICTHUTE MEPKH:

Onucanue Cpok
3a 112 3aBBPIIH 0XapaKTEPU3UPAHETO HA AKTUBHOTO BEIECTBO M KPAWHUS tomm 2021
nponykT, IIPY TpsOBa ma mpemnocTaBy JOTBITHATEIHN JaHHH. MexauHHu

JIOKJIaJIN:

31 mapt 2021 1.
3a ma ce rapaHTUpa NOCTOSHHO KayecTBO Ha npoxaykTa, [IPY Tpsa6Ba na 1omm 2021
NPEZIOCTABH JIOITBITHUTEITHA HHPOPMAITHS 33 3aCHIIBAHE HA CTpaTEeTUsITa 32 MexaIuHHI
KOHTPOJI, BKIFOUUTETHO CIICIM(PHUKAIUN HAa aKTUBHOTO BEIIIECTBO U KpaiHUs JIOKJIa :
POAYKT. mapt 2021
3a ;a ce MOTBBPAU CTAOMITHOCTTA Ha Mpolieca Ha MPOU3BOACTBOTO Ha KPaWHUs mapt 2021
ponykT, IIPY TpssOBa npegocTaBu MOMBIHUTEIHA JTAHHU OT BATUIUPAHETO.
3a f1a ce MOTBBPAU NPOPUIBT Ha YMCTOTA U JIa CE FrapaHTHPA ISUIOCTCH toiu 2021
Ka4eCTBEH KOHTPOJI M TIOBTOPSIEMOCT OT MapTU/Ia 10 apTUIA Mpe3 HeHs MexIuHHA
JKU3HEH IUKBJI Ha KpaiHus npoaykT, [IPY tpsoBa ga npegocraBu JIOKJIaJIN:
JIONBIHUTETHA HH(pOPMAIIHS 3a MPoLieca Ha CHHTE3 M CTpaTerusaTa 3a KOHTpoJ 3a | suyapu 2021
romorHoTo Benrectso ALC-0315. anpun 2021
3a ma ce MOTBBPAM NPOPUIBT HA YHCTOTA U /1a CE TapaHTHpa LSJIOCTEH 1omm 2021
Ka4eCTBEH KOHTPOJ U TIOBTOPSIEMOCT OT MapTH/Ia JIO MapTUAa TPe3 IeIHst MexaIuHHN
JKU3HEH IUKBJI HA KpalHusg npoaykT, [IPY tps6Ba ga npegocraBu JIOKJIJIN:
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Onucanue Cpok
JIONBIHUTETHA HH(pOPMAIIHS 3a MPOLieca Ha CHHTE3 M CTPaTerusaTa 3a KOHTpoJ 3a | suyapu 2021
nomoIiHoTo Berectso ALC-0159. anpui 2021

3a ma ce moTBBpAU euKkacHOCTTa U Oe3omacHocTTa Ha Comirnaty, [IPY TpsiOBa
Jla mofiajie OKoH4aTenHus Jlokiaa OT KITIMHUYHO MTPOyYBaHe 3a
PaHIOMH3UPAHOTO, II1aIlc00-KOHTPOJIUPAHO, 3aCICIICHO 3a HA0IF01aTelIs
npoyuBade C4591001.

nexemBpu 2023
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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 KkoHIIGHTpAT 32 HHKCKI[HOHHA JTUCIICPCHUs
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 XJI0pHI, 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 yrnorpeba: Paspenere Bceku duakon ¢ 1,8 ml matpues xmopua 9 mg/ml (0,9%)

WHXXCKIIMOHCH pa3TBOpP.

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 N3TUNYAHE HA CPOKA HA T'OJHOCT

T'onen no:
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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
MPeIas3y OT CBETIINHA.

Crnen pazpexxaane, cbxpansaBaiite Bakcunarta 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 U 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

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 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 cpemry COVID-19 (nykneo3ugno moauduuupana)

vTosn JICKApCTBEH MPOIYKT MOJICKH Ha JOMBIHUTETHO HaOMoAcHue. ToBa 1iie mo3BoIH OBP30TO
yCTaHOBsIBaHE HA HOBa MH(POPMAIIUsS OTHOCHO Oe30macHocTTa. MoeTe Jia iajieTe CBOs IPHHOC KaTo
CHOOIINTE BCSIKA HEXENaHa PeakIlys, KOATO CTe MONYYMIH. 3a HaYMHA Ha ChoOIIaBaHe Ha HEeXKETaH!
peaxIMy BIXKTE Kpasi Ha Touka 4.

IIpoyeTeTe BHMMATEIHO SAJ1aTa JUCTOBKA, peaAun 1a Bu 6be npuiaokeHa Ta3u BAKCHHA, Thil
KaTO T CbAbPiKa BaxkHa 3a Bac nudopmanus.

L 3ama3ere Ta3u IUCTOBKA. Moxke Ja C€ HAJIOKU a A MPOYCTCTEC OTHOBO.

L Axo0 nmate HIKaKBU AOI'BJIHUTCIIHA BbIIPOCH, nonuTanTe Bamms JICKap, Q)apMaueBT nin
MCIUIIMHCKA CeCTpa.

L Axo IMMOJIYYUTEC HAKAKBH HEXKCIIaHU PECaKIIUN, YBEAOMETE Bamus JICKap, @apMaueBT nIn

MEIUITMHCKA cecTpa. ToBa BKIIFOYBA M BCHYKH BH3MOXKHH HEXKEJIaHU PEaKIINH, HEOIMCaH! B
Ta3y JIMCTOBKA. BinkTe Touka 4.

KakBo chabp:ka Ta3u JUCTOBKA

Kaxkso npencrasnaBa Comirnaty 1 3a KakBO c€ U3I0JI3Ba

Kakso Tps6Ba na 3Haere, npeau n1a Bu 6bae npunosxen Comirnaty
Kak ce mpunara Comirnaty

BB3M0XHM HEXETaHU peaKkluu

Kak na cpxpansiBate Comirnaty

ChabppxaHue Ha ONAKOBKATa M JOIBIHUTENIHA HH(POPMALIUS

Uk whE

1. Kakso npeacraBiasgsa Comirnaty u 3a KakBo ce H3I0JI3Ba

Comirnaty e BakCHHa, KOSATO Ce€ M3M0J13Ba 3a npena3Bane ot 3adonssane or COVID-19, npuunneno
ot Bupyca SARS-CoV-2.

Comirnaty ce npuiara Ha Bb3pacTHHU M FOHOIIIM, Ha Bb3pacT 16 1 roBeye rouHH.

BakcuHata cTaBa NpUYHHA KIMYHHATa CHCTEMa (€CTECTBEHHUTE 3alllUTHU CHJIM HA OpraHM3Ma) 1a
MPOM3BEIKIa AHTHUTENIA M KPBBHHU KIIETKH CPEIy BHPYCa, KATO TaKa OCUTYPsIBa 3aIllUTa CPEIIy
3aboisisane or COVID-19.

Twit karo Comirnaty He ChIbpXkKa BHPYCa, 3a Jia Ch3/1aJe IMYHHUTET, TS HE MOXE JIa TPUIHHA
3abomsiBane ot COVID-19.

2. Kakso TpsadBa 1a 3Haete, npeau Aa Bu 0b1e mpuiioxken Comirnaty

Comirnaty He TpsioBa 1a ce mpuJjiara
o aKO CTC aJICPIrUYHU KbM aKTUBHOTO BEHICCTBO WM KbM HAKOSA OT OCTAHAJIMUTE CbCTAaBKU HA TOBA
JIeKapcTBO (M30pOoeHU B TOUKA 6).

IIpeaynpeskaenusi M npeAnasHu MepKU
I'oBopere ¢ Bammus nekap, hapmarneBT wim MEIUIIMHCKA CECTpa, pean Aa Bu 6b1e npunoxena
BaKCHHATa!

. aKO HSKOTra CTE MMAJIM TEeXKa aJeprUiHa peaKkys WIN NPoOJIeMH ¢ IUIIAHETO CIIe]
MHXEKTHPaHe Ha HAKAKBa Ipyra BaKCHHA WM clie] Kato Bu e Ouna npuioxxena Comirnaty B
MHHAJIOTO.

. aKo HsKOTa CTe MPUMAAAIH CJIe/ HAKaKBa MHKEKIUS C Uria.
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. aKo MMaTe TeKKO 3a00sIsiBaHe Witk HHPEKIIMS ¢ 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 MMOJIYYaBaTC CUHUHU WUJIK U3IOJI3BATEC
JICKApCTBO 3a MMpCAIa3BaHe OT MOABa HAa KPbBHU ChCUPCIIU.
L aKo uMaTe oTciadeHa HMYHHA CUCTEMa Imopaaun 33.6OJ'I}IBaH€, Harmpumep I/IH(l)GKLII/ISI C HIV, NI

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

KakTo BCHYKHM BaKCHHH, 2-1030BUAT BaKCHHAIIMOHEH Kypc ¢ Comirnaty MOXe J1a He 3allUTH
HAI'hJIHO BCUYKU BAaKCUHUPAHU M HE € U3BECTHO KOJIKO JIBJITO 11 ObJIeTe 3aiuTeH(a).

Jeua v roHOIIN
Comirnaty He ce mpernopb4Ba MpH Jela Ha Bh3pacT 1o 16 roaquHu.

JApyru nexkapcrBa u Comirnaty
Tps6Ba na kaxere Ha Bamms nexap wim GpapMaieBT, ako U3MOI3BaTe, HACKOPO CTE U3MOI3BANN HITH €
BB3MOKHO J1a U3I0JI3BaTe APYTH JIEKapCTBa, WIIM Hackopo B e nmpuioxkeHa HAKakBa JIpyra BaKCHHA.

BbpeMeHHOCT 1 KbpMeHe
AKo cTe OpeMeHHa WU KbPMUTE, CMATATe, Y€ MOXKE JIa CTe OpeMeHHa HIIU IUIaHupaTe OPeMEeHHOCT,
mochBeTBalTe ce ¢ Barus nekap win dapManesT npeau n1a Bu Obae npuioxeHa Ta3u BaKCHHA.

Ilo¢upane n padoTa ¢ MAIIMHHA

Hsikom ot edpekTuTe HAa BAKCUHATA, YIIOMEHATH B ToUKa 4 (BB3MOKHHM HEXENIaHN PEaKIUK) MOTaT
BpPEMEHHO Jia TIOBJIHSIAT criocoOHocTTa BU 32 modupane ninn padota ¢ mammau. M3vakaiite, J0KaTo
Te3u epeKTH OTIIYMSAT, IpeH Ja mopupaTe Win 1a paboTHTE C MALIUHH.

Comirnaty cbabp:ka KaJauil M1 HaTPUii

Ta3u BakcHHA ChIBPKA MO-Mayko oT 1 mmol kanwmii (39 mg) Ha 103a, T.€. MOXKE J1a Ce KaxKe, ue
MIPAKTHYECKU HE ChABPIKA KaJHIA.

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

3. Kak ce npuiara Comirnaty

Comirnaty ce npuiiara cjien pa3pexaane kato umxeknus ot 0,3 ml B Myckyn B ropHata 4acT Ha
pbKaTa.

[lle Bu 6b1aT HanpaBeHN 2 WHXKEKIIMH B Pa3CTOSHUE HA Hail-Manko 21 aHu.

Crnen mppBata no3a Comirnaty, TpsioBa na Bu 0b1e mpuiioxeHa BTopa 103a OT ChIaTa BAKCHHA CIIET
21 nHu, 3a 12 3aBBPUINTE BaKCHHAIMOHHUS KYyPC.

AKO MMaTe HSKAKBU JOMBIHUTEIHHA BBIIPOCH, CBBp3aHH ¢ yrorpedara Ha Comirnaty, monuraiite
Bamus nexap, papManeBT WM MEJULMHCKA CECTpa.

4, Bb3MOKHH HeKeTaHU peaKIuu

KakTo Bcuuku BaKCHUHU, Comirnaty MOIXKE 1a IPCAU3BHUKA HCKCIIAHU PCAKIINN, BHIIPEKU UC HE BCCKU
THU IoJIy4aBa.

MHoro 4yecTn HeKeJIaHU PeaKIMU: MOTaT Ja 3acerHat noseye ot 1 Ha 10 qymu
o Ha MSICTOTO Ha MH)KEKTUpaHe: 00JKa, OTOK
o yMopa
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raaBo0oIIHe

0oJKa B MyCKYJIUTE

00JIKa B CTaBUTE

BTPHCAHE, IIOBUIIICHA TEMIIEpaTypa

YecTu HexKeJIaHU PeaKIMM. MOTaT J1a 3acerHat a0 1 va 10 gymm
° 3a4epBsSIBaHE Ha MACTOTO HA MHXKEKTHPAHE
. rajgcHe

HeuecTu He:kelaHU peakiuu: Morat aa 3acerHat a0 1 Ha 100 gymm

o YroJieMeHH TUM(HU BH3ITH

° HEepasMoIoKEeHUE

° OOJIKM B KpaHUIIUTE

. 0e3chbHHE

. ChpOEK HA MICTOTO HA WHKEKTUPAHE

Penxu Hexxenanu peakuuu: Morat fa 3acersat 1o 1 Ha 1 000 qymm
J BPEMEHHO €IHOCTPAaHHO YBUCBAaHE Ha JIMIIETO

C Hen3BecTHA YecTOTa (OT HATUYHHUTE JAaHHU HE MOXeE J1a ObJ/Ie HaIpaBeHa OIICHKA)
. TEXKa aJeprudHa peakius

CholIaBaHe HA HeKeJAHU peakIuu

AKO TIOJTyunTe HAKAKBU HEXKEJIaHU JICKAPCTBCHH PEaKIvy, yBeomMere Bamus nekap, apMaieBT Win
MEAMIIMHCKA cecTpa. ToBa BKIIFOUBAa BCHYKH Bb3MOYKHHM HEOIMMCAHU B Ta3M JUCTOBKA HEKEIaHH
peakiui. MoKeTe ChIIO J1a ChOOIIUTE HEXKEIIaHU PEaKIlii TUPEKTHO Ype3 HallMOHAIHATAa CHCTEMa 3a
choOIIaBane, mocouyeHa B [Ipuiokenue V, U 1a BKIIOYHTE TAPTUAHUS HOMEP, aKo € HamudeH. Kato
CHOOIIIaBaTE HEXKEIAHN PEAKIIMU, MOXKETE Ja TAJIETE CBOS MIPUHOC 3a MMOJIyYaBaHEe Ha IMOBEYC
uHGOpMAIUs OTHOCHO 0€30MMacHOCTTA Ha TOBA JIEKApPCTBO.

5. Kak 1a cexpansBate Comirnaty

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

Crenariata nHGOpPMAIHSI OTHOCHO ChbXPaHEHHUETO, CPOKA Ha TOTHOCT M paboTaTa e MmpeHa3Ha4YeHa 32
MEIUIUHCKY CTICIIHATUCTH.

He u3non3BaiiTe ToBa JIeKapcTBO Ciie]] CPOKa Ha TOIHOCT, OTOEIsI3aH BEPXY KaPTOHEHATA ONAaKOBKA H
erukera cien "['ogen no:". CpoksT Ha TOAHOCT OTTOBAPSI HA MTOCIIEIHUS JIEH OT MTOCOYCHUS MECETT.

Ja ce cbxpansiBa BB (hpusep mpu -90°C no -60°C.

[la ce cpxpaHsBa B OpUTMHAIHATA OMAKOBKa, 32 Jja c€ IMpea3y OT CBETINHA.

Crnen pa3mpassiBaHe BakCHHAaTa TpsOBa Jla ce pa3peau U Ja ce U3I03Ba BeaHara. Bee mak nanaure 3a
CTaOMIJIHOCT B MEpUO/a Ha U3II0JI3BaHE MOKA3BaT, Y€ Clie/ U3BAXIaHe OT (pusepa HepaspeaeHaTa
BaKCHHA MOXeE J1a ce chbXpaHsBa 3a nepuof 10 5 nuu npu 2°C no 8°C unm 10 2 Jaca Ipu TeMIeparypa

1o 30°C mpeau ymoTpeoa.

Crnen paspexxaane, cbxpansaBaiite Bakcunata npu 2°C no 30°C u s u3nos3BaiTe B paMKuTe Ha 6 yaca.
W3xBBpieTe HEU3NOJI3BAHATa BAKCUHA.

Cren u3Bakaane ot ppusepa u paspexkaane BbpXy ¢GnakoHute TpsOBa 1a ObIaT 03HAYCHH HOBUTE
Jata ¥ yac 3a u3xBbpisiHe. Cies pa3MpassiBaHe BaKCHHATa HE MOXKE /1A CE 3aMpa3siBa IIOBTOPHO.
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He n3non3Baiite Ta3m BakCHHA, aKO 3a0€IEKUTE BUIUMH YaCTHIIN B pa3peAcHaTa JUCTICPCHS WIIH
MpOMsIHA B IIBETA.

He HBXBLpHHﬁTe JICKApCTBATAa B KaHAJIU3allUATa UIIN KOHTeﬁHepa 3a JOMAIllHU OTIIaAbIIN. IlonuraiiTe

Bamms ¢papmarieBT Kak Ja U3XBBPISATE JEKapCcTBaTa, KOWTO Bede He U3Moi3Bare. Te3u Mepku 1e
CIIOMOTHAT 32 OIla3BaHE Ha OKOJIHATA CpPeAa.

6. Cun)pmalme Ha OIMAaKOBKaTa U J0IIbJHHUTE/IHA mul)opMamm

Kakso cbabp:xa Comirnaty

o AxtuHo BemectBo: MPHK Bakcuna cpeury COVID-19. Cnen paspexnane GhakoHBT ChAbpiKa

6 no3u mo 0,3 ml, Bcsika ¢ 30 mukporpama nPHK.
o Jlpyru chCTaBKU:

((4-xunpoxcubyTmiT)azaneAnm )orc(xekcaH-6,1- 1) ouc(2-XeKCHIIIeKaHOaT)
(ALC-0315)

2-[(momuerunenriukon)-2000]-N,N-nmurerpanermnaneramuy (ALC-0159)
1,2-gucreapoun-sn-riauuepo-3-dpochoxonmun (DSPC)

XO0JIECTEPOI

KaJIMeB XJIOPH]

KaJlieB AuxuaporeHgocadar

HaTPHEB XJIOPH]

nuHaTpueB docdat TUXuapart

3axaposa

BOJIa 32 MHKEKIHH

Kak m3raexxga Comirnaty 1 KakBo chIbp:Ka 0NAKOBKATa

Bakcunara e Osua 710 moutu 6suta qucrniepeust (pH: 6,9 — 7,9), nocraBsiHa B MHOT01030B (hJIAKOH €
6 1031 — po3paueH ¢uakoH (cTrKII0 THI 1) 2 ml, ¢ ryMeHa 3amnyInanka u ¢ aTyMHHHEBa 00KaTKa U
OTYYIBAILO CE IIACTMACOBO Karaye.

Bun omakoska: 195 ¢makona

IIpuTe:kaTes Ha pa3pelleHHETO 32 yoTpeda
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

I'epmanus

Ten.: +49 6131 90840
daxc: +49 6131 9084390
info@biontech.de

IMpousBoauTean

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

I'epmanus

Pfizer Manufacturing Belgium NV

Rijksweg 12
2870 Puurs
benrus

3a AOMBIHUTENTHA HH(POPMAITHS OTHOCHO TOBA JIEKAPCTBO, MOJIS, CBBPIKETE CE C JIOKATHHS
MPEICTABUTEI HA TIPUTEXATENS Ha pa3pelIeHueTo 3a yrnorpeba:
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Belgié/Belgique/Belgien
Luxembourg/Luxemburg
Pfizer S.A./N.V.

Tél/Tel: +32 (0)2 554 62 11

Bbbarapus

[aiizep JlrokcemOypr CAPJI, Kion
boirapus

Ten: +359 2 970 4333

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

Danmark
Pfizer ApS
TIf: +45 44 201 100

Deutschland
BioNTech Manufacturing GmbH
Tel: +49 6131 90840

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

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

Espafia
Pfizer, S.L.
Télf:+34914909900

France
Pfizer
Tél +33 158 07 34 40

Hrvatska
Pfizer Croatia d.o.o.
Tel: +3851 3908 777

Ireland

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

island
Icepharma hf
Simi: +354 540 8000
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Lietuva
Pfizer Luxembourg SARL filialas Lietuvoje
Tel. +370 52 51 4000

Magyarorszag
Pfizer Kft
Tel: +36 1 488 3700

Malta
Vivian Corporation Ltd.
Tel: +35621 344610

Norge
Pfizer AS
TIf: +47 67 526 100

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

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

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

Portugal

Pfizer Biofarmacéutica, Sociedade Unipessoal
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



Italia Sverige

Pfizer S.r.l. Pfizer AB

Tel: +39 06 33 18 21 Tel: +46 (0)8 550 520 00

Kbnpog United Kingdom (Northern Ireland)
Pfizer EAMGg A.E. (Cyprus Branch) Pfizer Limited

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

Latvija

Pfizer Luxembourg SARL filiale Latvija
Tel.: +371 670 35775

JaTa Ha nocjeano npepasriexiaade Ha aucropkara {MM/IT'TTT}

Toa JlekapcTBO € pa3pemnieHo 3a yrmoTpeda mo T. Hap. cXema ,,pazperiaBane moa yciosue™. ToBa
03Ha4yaBa, 4e 3a JIEKAPCTBOTO CE OUAKBAT NOMBJIHUTEIHU NaHHU. EBporeiickaTa areHuus mno
JIeKapcTBaTa IIe U3BBPIBA Mperiie] Ha HoBaTa HHPOPMAaIXSA 32 JIEKapCTBOTO TIOHE BEIHBXK TOJUIITHO

1 Ta3u JIMCTOBKA CbOTBETHO LIC CC aKTyalIu3upa.

CKaHHpaﬁTe Koza C MOOUIHO YCTPOﬁCTBO, 3a [1a MOJYYUTEC JIMCTOBKATA HA PAa3JIMYHU C3ULHU.

URL: www.comirnatyglobal.com

[TonpoOHa nHoOpMaILKs 3a TOBA JIEKAPCTBO € IpeocTaBeHa Ha yeOcaiiTa Ha EBpornelickara areHIus
no nekapcreata http://www.ema.europa.eu.

Ta3u nucroBka e HanuyHa Ha Bcuuku e3uti Ha EC/EUIT Ha yeGcaiita Ha EBpornieiickara areHIus 1o
JIEKapCTBaTa.

ITocouenara mo-a0Jay I/IH(l)OpMalII/IH € NMpeJJHasHaYeHa CaMo0 3a MEIUIIUHCKHA CIICHIHATUCTHU:

[Ipunaraiite Comirnaty HHTpaMyCKYJIHO CJIe] pa3pexaane kato kype ot 2 no3u (0,3 ml Besika) npes
UHTEpBaI Hail-Manko 21 aHu.

IIpocnenumoct

3a fa ce moIo0py MPOCIETUMOCTTa Ha OHOJIOTMYHUTE JICKAPCTBEHH MPOYKTH, UMETO U MAPTHIHUAT
HOMEp Ha MPIIIOKEHUS MPOIYKT TPsIOBa SCHO J1a Ce 3aIMCBaT.

Yxka3anus 3a padora

Comirnaty TpsibBa 1a c€ IPUTOTBH OT MEIUITMHCKH CIICITHAIKCT, KaTO C€ M3IT0JI3Ba aCENITHIHA
TEXHUKA, 33 JIa CE TAPAHTUPA CTEPHITHOCTTA HA IIPUTOTBEHATA JIUCTICPCHSI.
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PASMPA3SABAHE ITPEJIU PASPEKJIAHE

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 vaca. Kato apyra
BB3MOXHOCT, 3aMpa3eHuTe (IIaKOHN
MOTaT CBHILO TaKa Jia ce pa3MpassiT 3a

30 munyTH npu Temmneparypa 10 30°C 3a
He3abaBHa ynorpeoa.

OcraBere pa3Mpa3eHHAT (GIaKkoH aa
JIOCTUTHE CTaifHa TeMIepaTypa u
BHUMATEJIHO TO 00BbpHETe 10 mbTH
npenu paspexnane. He pasknamaiite.
[Ipenu paspexnane pa3MpaseHaTa
JMCTIEpCUs MOXKE J1a ChIbprka Oesn 10
MOYTH OENN HENpO3pauHu aMOphHH
YaCTHUIIH.

PA3ZPEX/IAHE

1,8 ml narpues xsiopua 0,9%
HHKEKIIHOHEH Pa3TBoOp

Pa3mpa3seHaTta BakcHHa TpsiOBa J1a ce
paspeny B HelHHs OpUTHHATICH (QIIaKOH
¢ 1,8 ml Harpue xmopug 9 mg/ml
(0,9%) MHXEKIIMOHEH Pa3TBOP, KaTo ce
n3moa3Ba uria 21 G, wim no-TeHKa, 1
acenTUYHa TEXHUKA.
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H3reraere oyrasioro a0 1,8 ml, 3a
J1a OTCTPaHUTE Bb3AyXa

N3paBHeTe HANATaHETO BBB (pakoHa
MPE/IH J1a U3BAJNTE UIJIaTa OT HEro, KaTo
usrernute 1,8 ml Bb31yX B
U3Mpa3HeHaTa CIPUHIIOBKA Ha
paspeaurens.

Buaumarenno — 10 nnT

BrumarenHo oObpHETE pa3peneHara
muctiepcust 10 metr. He paskiarmaiire.
Pazpenenara BakcuHa TpsiOBa 1a
MIPEJICTABIISIBA [TOYTH Osiyia TUCTICPCHUS
0e3 BuauMu yactuiy. U3xBoprete
paspejicHaTa BakCHHA MPY HAJTMYUE Ha
YaCTHIIM WM IPOMSHA B IIBETA.
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e Ha paspenenute drakonu tpsiOBa ga
— ObaaT oTOENA3aHU CHbOTBETHUTE 1aTa U

e He 3ampazsiBaiiTe nin paskiamante

paspeneHata nmucnepcusi. Ako e Ouna
MOCTAaBEHA B XJIaINITHHUK, OCTABETE
paspezicHaTa JUCIEPCHs 1a TOCTUTHE

! CTaliHa TeMIeparypa Mnpeu yrnorpeoa.

Date / Time:

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

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

e Crex paspexxaane QIakOHBT ChIbPKA

0,3ml pa3spenena 2,25 ml, oT KOUTO MOraT Ja ce U3TErIsAT
6 go3u mo 0,3 ml.

e Karo m3noi3Bare acenTHYHA TEXHUKA,
MOYUCTETE 3aIlylajKaTa Ha (hJIakoHa C
TaMIIOH 3a €JHOKpaTHa yrnoTpeoa,
HAIIOCH C aHTUCENTHYEH Pa3TBOP.

BaKCHHa

e Isrermere 0,3 ml Comirnaty
Tps0OBa na ce N3M0I3BAT CIPUHIIOBKH
W/WJIH UITJIN C MaTbK MBPTHB
(nemsmon3Baem) 00eM, 3a J1a ce M3TETIIAT
HIECT JIO3M OT eAuH (pIaKoH.
KomOuHanumsaTa OT CIPUHIIOBKA U UTJIA C
MaJIlbK MBPTHB 00eM TpsiOBa J1a UMa
MBPTHB 00€M HE MO-TOJISIM OT
35 Mukponutpa.

AKO ce U3MON3BaT CTAHAAPTHH
CTIIPUHIIOBKHU M UTJIH, MOXE J1a HsIMa
JIOCTaThueH 00eM 3a U3TETJIsIHE Ha
6 103 OT euH (PIIAKOH.

e Bcska no3a TpsoBa ga ceappika 0,3 ml
BaKCHHA

e AKO KOJHYECTBOTO HA OCTAHAJIATA BHB
(hakoHa BakCHHA HE MOJKE J1a TOCTaBH
enHa 1su1a qo3a ot 0,3 ml, u3xsbprere
(hrakoHa ¥ U3TUIITHAS 00eM

e I3xBBpIieTe HEU3MOI3BaHATA BAKCHHA B
paMKuTe Ha 6 "aca cie]| pa3pexaaHe.

HN3xBbpasine
Hewsnon3BaHusT NeKapCTBEH MPOAYKT WU OTHAABYHUTE MaTepPHAIId OT HEro TPsiOBa Ja ce U3XBBPIISAT
B CHOTBETCTBUE C MECTHUTE U3UCKBAHUS.
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