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 pCaKMU OT KIMHUYHU USIMMUTBAHUA B TabJIWYCH BU

Hexenanute peakiuy, HabII0JaBaHM 10 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),

Mmuoro peaku (<1/10 000),

C HemsBecTHa YecToTa (OT HAJMYHHUTE JaHHHU HE MOKE JIa Ob/Ie HalIpaBeHa OIEHKA).



Taoauna 1:

Heskes1anu peaknuy oT KIMHUYHUTE npoy4yBanus Ha Comirnaty

CucreMo-opraHeH Kjac Mmuoro YecTn Heuectn Penkn C
4yecTH (>1/100 go |(>1/1 000 xo| (=1/10000| Hem3BecTHa
(=1/10) <1/10) <1/100) hi () yecToTa (0T
<1/1000) | HanMYHHTE
JaHHH He
MO3Ke A2
(139 (5
HAT[paBeHAa
OI[€HKA)
Hapymenus Ha KpbBTa U Jlumdanme-
nuMdHaTa cucreMa HOTIATHUS
Hapymenns na AHadunakcus;
MMYyHHaTa CHCTEMa CBPBXYYBCT-
BUTENHOCT
ITcuxuuHu HapyluIeHUst bescbHme
Hapymienus Ha HepBHaTa | ['maBoGomue OcTtpa
cucremMa nepugepHa
JUIIeBa
napanusa’
CroMantHo-4peBHI lanene
HapyIICHHS
Hapymenns na Aptpanrus; bonku B
MYCKYJIHO-CKEJIeTHATa MUAIITUS KpaltHUIIATE
CUCTEMA U
ChEeIMHUTEITHATA ThKaH
OO HapyuIeHus 1 bonka na 3auepssBal | Hepazmno-
e(eKTH Ha MACTOTO Ha MSICTOTO Ha | € Ha JIOKEHUE,
MPUIOKEHHUE WH)KEKTH- MSICTOTO Ha | IPYPUTYC
paHe; yMopa;| WHXXEKTH- | Ha MACTOTO
BTPHICAHE; pane Ha WHXXEK-
MApEKCHsT*; THpaHe
OTOK Ha
MSICTOTO Ha
WHKCKTH-
pane

*Tlo-roysiMa 4ecToTa Ha MAPEKCHs € HabIrogaBaHa e 2-pata J103a.

' Tpes menus mepuos Ha MPOCIEIABAHETO 3a GE30MACHOCT JI0 Cera, 0cTpa TepudepHa JTHIeBa Iapajiu3a e
chOOIIeHa 0T YeTuprMa ydacTHuIH B rpynara Ha nPHK Bakcunarta cpenry COVID-19. ITosBara Ha numeBa
napanm3a e Ha Jlen 37 cien Jo3a 1 ([Jo3a 2 He e npunoskeHa Ha ydactHuka) U JJuau 3, 9 u 48 cnex o3a 2.

Hsma cpoOrienus 3a ciryuan Ha octpa nepudepHa JIMIeBa apaiusa B rpynaTa Ha raneoo.

[IpodpunbT Ha GezomacHOCT npu 545 ydacTHuIM, BakcuHupanu ¢ Comirnaty, KOUTO ca OMIu
cepono3utuBHU 32 SARS-COV-2 Ha M3X0/IHO HUBO, € TOJ00CH Ha HAOII0AaBaHUs ITpH 00IIaTa

noIryiaanuys.

Cpo0111aBaHe Ha MOA03UPAHN HEXKETAHHN PEAKITHH

C’L06H_[aBaHCTO Ha MOAO03UpPAaHN HCIKCIIAHU PCAaKIINU CIICA pa3pCllaBaHC 3a yHOTp€6a Ha JICKAapCTBCHUMA

MPOAYKT € BakHO. ToBa 1M03BOJIsIBa Ja IPOIBIKH HAOIIOICHUETO Ha ChOTHOIIICHUETO I0JI33/PUCK 32
JIeKapCTBEHUS MPOAYKT. OT MEIUIIMHCKUTE CTICTIMAIMCTH CE M3UCKBA J1a ChOOIaBaT BCsAKa
MOJT03UPaHa HEXKEIaHa PeaKIns Ype3 HAITMOHAIHA CUCTEMa 3a ChOOIaBaHe, IIOCOYCHA B
[Ipunoxkenue V v 1a BKIIIOYAT MAPTHIHUS HOMED, aKO € HAIMYCH.



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 KIIMHUYHOTO U3IHUTBAHE,
KOWTO TTOpaJii IPelIKa B pa3pexkIaHeTo ca nmoiaydmiu 58 mukporpama Comirnaty. Bakcuaupanure ve
cb0OIIaBAT 3a MOBUILICHA PEAKTOTCHHOCT WJIN HEXKEJIAaHN PEaKIIUH.

B cnydaii Ha ipezjo3upane ce npernopbyBa NPOCiieIsiBaHe Ha )KU3HEHUTE (QYHKIUH U Bh3MOXKHO
CHUMIITOMATHUYHO JICYUCHUC.

5. DPAPMAKOJIOI'MYHU CBOUCTBA

5.1 dapmakoaMHAMMYHU CBOiicTBa

dapmakoTeparneBTHYHA rpyra: BakCUHH, Apyru BupycHu Bakcunu, ATC koxa: JO7BX03

MexaHnU3bM Ha IEWCTBUE

Hyxkneosunno momuduiupanata nadopmaimonna PHK B Comirnaty e mox hopMaTa Ha JTHITATHH
HAaHOYACTHIIM, KOCTO ITO3BOJISIBA TOCTaBIHETO Ha Heperumimpania ce PHK B kietkure
TOCTONPHUEMHHLIY, 32 1a HACOUYH MpexogHaTta ekcrpecus Ha S anturena Ha SARS-CoV-2, nPHK
KOJHpa MeMOPaHHO 3aKOTBEH, ITBIHOBepIKeH S (Spike) mpoTenH ¢ aBe TOYKOBU MyTaIlUK B
[ICHTpaJIHAaTa YacT Ha crHpajiara. MyTalusaTa Ha Te3U IB€ aMHHOKHCEIIUHY JI0 TIPOJIMH CTaOMIH3HPa
S (spike) mpoTerHa B aHTUTCHHO MPENOYNTAHA TTPedy3nOHHA CTPYKTYypa. BakcuHaTa Mpeu3BHKBa
KaKTO MPOM3BOJICTBO HA HEYTPAITU3UPAIIM AHTUTENA, TaKa U KJICThUeH UMYHEH OTTOBOP KbM S
(spike)-anTHrena, KoeTo MOXKe Aa AomprHece 3a 3ammra cperry COVID-19.

EdwukacHoct

[IpoyuBane 2 € MHOTOLIEHTPOBO, MHOTOHALIMOHAIHO, PAHIOMHU3HPAHO, TUIAIIe00-KOHTPOINPAHO,
3acjeneHo 3a HaOmoaaTens npoyuBade (aza 1/2/3 3a ycraHoBsBaHe Ha 103aTa, CEIEKIUS Ha
KaHIUIaTH 32 BAaKCHHA U €()UKACHOCT IIPU YYAaCTHHUIM Ha BB3pacT 12 u moBede roquHu.
PanmoMuzanmsita € crpaTuduIMpana 1mo Bp3pact: 12- 1o 15-rogumraa BB3pacT, 16- o 55-roaumniHa
BB3PACT, WIK 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 WM MEKpoOuonornyHa auarnosa 3a COVID-19. Bkirouenu ca
YUYaCTHHUIIM C Beue CHIIECTBYBAILO CTAOMIIHO 3a00JIsIBaHe, ONpeIesIeHO KaTo 3a00siBaHe, KOETO He
HaJiara 3HauMMa MpoMsIHa B TEPAIUATa WIN XOCIUTAIN3aLMUs IOPaaH BIOIIABAaHE Ha 3a00JsIBAHETO
mpe3 6-Te CeJAMMIIM IPEIU BKIIOUBAHETO, KATO YUYACTHHIIM C M3BECTHA CTAOMIHA NH(PEKIINS C YOBCIIKH
umyHoneduuuter Bupyc (HIV), Bupyca na xenatur C (HCV) nnu Bupyca na xenarut B (HBV). Ksm
MOMEHTa Ha aHaim3a Ha [IpoyuBane 2 npencraBenaTa nH(GopManus € 0a3upaHa Ha y4aCTHULU Ha
BB3pacT 16 u noseye roJuHH.

EdukacHocT npu yyacTHHMIM Ha Bb3pacT 16 U moBeuye roquHu

B yactra (aza 2/3 npubnuzurenno 44 000 yqacTHUIM ca paHIOMHU3MPAHHU IOPABHO M TPsIOBa aa
nonyuat 2 no3u nPHK Bakcuna cpemry COVID-19 nnm mnane6o, ¢ uatepBan 21 quu. AHanu3bT 3a
e(UKacCHOCT BKJIIOUBA YYaCTHHULHM, HA KOUTO BTOpaTa BaKCHHAIIMS € HAallpaBeHa B paMKuTe Ha 19 1o
42 nuu cien mepBarta BakcuHarms. [ToseueTo (93,1%) BakcrHHpaHu ca IMOIyYHIN Bropara g03a 19 1o
23 mau cnen Hoza 1. [Inanupano e yuacTHHLUTE Aa ObAaT npociensBanu o 24 mecena cien [Joza 2
3a oleHKa Ha O6e3omacHocTTa U eprukacHocTTa cpemty COVID-19. B kiMHUYHOTO MpoydBaHe OT
YYIACTHHUIUTE CE € U3UCKBAJIO Jla ChOII0aBaT HHTEPBAI OT MUHUMYM 14 JTHU Tpeau U cliel
MIPUIIOKEHUETO Ha MPOTUBOTPHUITHA BAKCHHA, 32 Ja TMorydaT i miane6o, ninu nPHK Bakcuna cpemnry
COVID-19. B kIMHUYHOTO NPOYYBaHE OT YYACTHULUTE CE € M3UCKBAJIO /1a ChOII0OAaBaT HHTEPBAI OT
MUHUMYM 60 THH IPEH WK ClIes KaTO ca UM OMIIN MIPUII0KEHH KPbBHU NPOLYKTH/TIPOAYKTH OT
KpBBHA TJIa3Ma WK UMYHOTTIOOYJIMHU B PAMKHTE Ha BPEMETO JI0 3aBbPIIBaHE HA MPOYYBAHETO, 32 JIa
noxyyvat uin miane6o, win nPHK Bakcuna cpemry COVID-19.



[Tonynanusra 3a aHaJIW3 Ha MbPBUYHATA TOYKA 32 e()UKACHOCT BKIItOUBa 36 621 y4acTHUIM Ha
BB3pacT 12 u noseue rogunu (18 242 B rpynata na uPHK Bakcunara cpeury COVID-19 u 18 379 B
rpymnata Ha miane6o), 6e3 qannu 3a npeaumna nHdexuus cb¢ SARS-CoV-2 1o 7 nHu cnen BTopaTta
no3a. JlomenauTeano uMa 134 yaacTHHIM HA Bb3pacT Mexkay 16 u 17 rogunu (66 B rpymarta na nPHK
BakcuHara cpenry COVID-19 u 68 B rpymnara Ha miarie60) u 1 616 yuacTHHIM - HAa BB3pacT 75
noseue roaunu (804 B rpynata Ha ”PHK Bakcunara cpemry COVID-19 u 812 B rpynara Ha mnane6o).

Eduxkacaoct cpemry COVID-19

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

Hsima KITMHAYHO 3HAYUMHE Pa3IHKH B 00IIaTa e()uKacCHOCT Ha BaKCHHATA TIPH YYACTHHUIIM C PUCK OT
texka ¢popma Ha COVID-19, BrimiounTeIHO Te3H ¢ 1 WM MoBeYe ChITbTCTRAIIY 3200 IsIBaHMS, KOUTO
yBenuuaBaT pucka ot Texka gopma Ha COVID-19 (namp. actma, nHnekc Ha TenecHata maca (MUTM)
>30 kg/m?, xpornuHo Genoapo6HO 3a00sABaHeE, 3aXapeH qUabeT, XUIEPTOHHMS).

Wndopmanusta 0THOCHO epUKaCHOCTTa HA BaKCHHATa € mpeacTaBeHa B Tabmuna 2.

E¢uxacHoct Ha BakcnHaTa — mbpBa nosiea Ha COVID-19 ot 7-mMus eH ciexn
Ho3a 2, 1o Bb3pacTOBH NOATPYNH — yYACTHHIM 0e3 JaHHU 32 MH(eKI U npean
7-mus neH cien Jlo3a 2 — onennma nomyaanus 3a epukacHoct (7 qan)

Taoauna 2:

IInpBa nosia Ha COVID-19 ot 7-mus aen cien /loza 2 npu ygacTHUIIMA 0e3 TaHHU 3a
npenuumHa nHdexuus csc SARS-CoV-2*
uPHK Bakcuna
cpemy COVID-19 Inauedo
N# =18 198 N2 =18 325
Cayyan Cayyan
n1° n1® E¢ukacnoct Ha
ITepuon Ha [Iepuon Ha BaKcuHaTa®
IMoarpyna HabmoaeHue” (N2") Habmroaenue” (N2") % (95% JIN)
Benuku ygactaum” 8 162 95,0 (90,0; 97,9)
2,214 (17 411) 2,222 (17 511)
16 no 64 rognan 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)
MTOBEYE TOINHH 0,508 (3 848) 0,511 (3 880)
65 no 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)
TOBEYE TOMNHH 0,102 (774) 0,106 (785)

3abenexka: [loTBbpACHHTE CIIydaH ca OIpeeIeHH Ype3 MoJMMepa3Ha BEpHKHA peakiys ¢ o0paTHa
tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u none 1 cumnrom,
cpotBercTBail Ha COVID-19 [*Onpenenenue 3a ciry4aii: (moHe 1 oT) moBHIIeHa TeMIIEpaTypa, HOBOTIOSIBUIIA
Ce WJIM 3acuiieHa KalllIHIa, HOBOIIOSIBUII CE MITH 3aCHJICH 33/1yX, BTPUCAHE, HOBOIIOSIBIIIA CE WJIM yBEJIHMYECHA
00JKa B MYCKYJIUTE, HOBOIIOSIBHJIA C€ 3aryba Ha BKYC HJIM MHUPHC, Bb3MAICHO I'bPJIO, THAPHUS WITH

MOBPBIIAHE. |
*

B ananun3a ca BKIIOYECHH y4acTHUIM 0€3 CEpPOJIOTMYHH U BUPYCOJIOTMYHH JaHHHU (TIPeAn 7-MUsl ACH Clel
MIPHUJIOKEHUE Ha MMOcjIeIHaTa 103a) 3a MuHaaa nadpekius cb¢ SARS-COV-2 (T.e. OTpHIIATEIHN 32 aHTHTENA
¢ N-cBbp3Bane [cepyMm] Ha Busura 1 n HeoTKpuT SARS-COV-2 ¢ Tect 3a amrumdukanys Ha HyKIeHHOBa
kucenuna (nucleic acid amplification tests, NAAT) [na3zanna HatpuBka] Ha Busutu 1 u2) u ¢
otpumnateneH pe3ynratr oT NAAT (Ha3amHa HAaTpHUBKA) IPH BCsAKa HEIUTAHUpaHA BU3NTA TpeAn 7-MHS ACH

cnen Joza 2.

a. N = 0poili y9acTHUIM B IIOCOYECHATA TPYyTIA.




6. nl = Opoii yyacTHHIIM, OTTOBAPSIIH HA OTPEICICHUETO 3a KpaifHaTa TOUKa.

B. OO6m nepuon Ha Habmoaerue B Xxuisian (1 000) voBekoroaWHY 3a AajieHaTa KpailHa ToOYKa Py BCUYKH
YYacCTHHUIM BBB BCSIKA PECKOBA TPyTia 3a KpaifHaTa TOYKa. BpeMeBHT neproa 3a HaTpyIBaHe HA CIydand Ha
COVID-19 ¢ ot 7-mus nen ciex Jlo3a 2 10 Kpast Ha EprUo/ia Ha HaOIIOACHHUE.,

r. n2 = 0Opoi pUCKOBU YIaCTHHUIIM 32 KpaifHaTa TOUKa.

He ca nnenTnunupany moTBbpACHA CIIydad PU YIaCTHHIM OT 12- 10 15-ToxumiHa Be3pacT.

e Jlosepurennusat uarepsai (JJN) 3a epuxacHOCT Ha BakcMHATa € TIOTy4eH Ha 0a3zata Ha MeTona Ha Clopper
u Pearson, kopurupas crpsiMo BpemeTo Ha HaOroneHue. [IU He e KopurupaH 3a MHOXKECTBCHU aHAJIH3H.

H

IIpu BrOpUs MBpBUYCH aHaN3 eukacHocTTa Ha MPHK Bakcuuara cpemry COVID-19 npu
MpeBeHIMATa Ha TbpBa 1mosisa Ha COVID-19 ot 7-mus aed cinexn Jlo3a 2, B cpaBHeHHE ¢ Tutanedo, €
94,6% (95% moBepuTtesen uatepsai ot 89,9% mo 97,3%) npu y4acTHunm Ha 16 ¥ OBeYe rOAMHHU ChC
wim 0e3 JiokazarencTBa 3a npeauinHa nHekus cbc SARS-CoV-2.

I[OHT)J'IHI/ITGJ'IHO CIWH IMOArpYNOB aHAJIN3 HAa IbpBHUYHATA KpaﬁHa TOYKa IIOKa3Ba CXOJHH OLICHKH Ha

TOYKaTa 3a e(pUKACHOCT MPHU TPYIHUTE TI0 MMOJI, ETHUYECKA TIPHHAICKHOCT U YIACTHHUIIU ChC
CBIIBTCTBAIIN 3a00JIsIBAHUS, CBbP3aHH C BUCOK PUCK OT Texkka popma Ha COVID-19.

[lenuarpuyna nomnyianus

EBporneiickaTa areHiys o jekapcTBaTa oTJiara 3aJbDKEHHETO 3a MIPEAOCTaBsIHE Ha Pe3yJITaTUTE OT
npoyuBanusTa ¢ Comirnaty B neiuaTpuuHara nomynauus npu npesernus Ha COVID-19 (Bx.
Touka 4.2 3a uH(popMauus OTHOCHO YHOTpeda B IEAUATPUATA).

To3u nekapcTBEH MPOAYKT € pa3pelieH 3a yrnorpeda 1o T. Hap. CXeMa ,,pa3penaBaHe Mo yciIoBHue".
ToBa o3Ha4aBa, 4e 3a TO3M JEKAPCTBEH MPOAYKT CE OYaKBAT JONBJIHUTENHU NaHHU. EBponeiickaTta
areHys 1o JIeKapcTBaTa Lie U3BbPIIBA Nperiiesl Ha HoBaTa HH(GOPMAaLKs 3a TO3H JIEKapCTBEH MPOIAYKT
MOHE BeHBK roauiiHo U Ta3u KXII chOoTBETHO 11I€ ce aKkTyaau3upa.

52 @apmMakoKHHeTHYHH CBOWCTBA

Henpunoxumo.

5.3 IlpeakIVHUYHHU JaAHHU 32 0€30MACHOCT

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

3a pa3BUTHETO.

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(DHIIN), ChOTBETCTBAIIHN HA BB3MATUTEICH
OTrOBOp, KAKTO U BaKyOJIN3aLMsI HA MOPTATHUTE XENaTOUUTH Oe3 TaHHM 3a YepHOAPOOHO yBpEKAaHE.
Benuku edextn ca Ounu oOpaTumu.

FCHOTOKCI/I‘lHOCT/KaHHCD OT'CHHOCT

He ca mpoBexmanu 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 eproja Mexay aeH 21 npenn undTocBaHETO U recTalliOHEeH

nen 20). OTtroBopu ¢ nosiBa Ha HeyTpanusupaum anturena cpeiy SARS-CoV-2 uma npu KMBOTHUTE
MalKH 0T nepuoza npeau YToCBaHETO 10 Kpas Ha IIPOYYBAHETO B IOCTHATAJIEH A€H 21, KakTo U
pH GeTycuTe 1 oKoJieHneTo. Hsama cBbp3aHu ¢ BakcuHaTa eeKTH BEPXY (hepTHIINTETA,
OpemMeHHOCTTa WK eMOpruo(eTaHOTO Pa3BUTHE WM PA3BUTHETO HA MOKOJIEHUETO. JIuIcBaT jaHHu 3a
Comirnaty 0THOCHO IPEMHHABAaHETO HA BAKCHHATA Mpe3 TUIALCHTaTa WK eKCKPEeIUsATa B MIIIKOTO.

6. OAPMAIIEBTUYHU JAHHHU
6.1 Cnucbk HAa IOMOIIHHUTE BELIECTBA

((4-xumpoxcubyTrin)azaneaui )ouc(xekcan-6,1-nuwmn)ouc(2-xexcmiaekanoat) (ALC-0315)
2-[(momuerunenriukon)-2000]-N,N-aurerpanenmnaneramus (ALC-0159)
1,2-mucreapomn-sn-rimiepo-3-hochoxoaun (DSPC)

Xogectepou

Kanues xnopun

Kanues quxunporendocdar

Harpues xnopun

HunatpueB Gocdar auxuapat

3axapo3a

Boga 3a umxexknun

6.2 HecspBMecTUMOCTH

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

6.3 Cpok Ha rogHoCT

HeortBopeHn ¢uakoH

6 mecena mpu -90°C o -60°C.

Cren u3BakaaHe OT (ppu3epa HEOTBOPEHATA BAKCHHA MOJKE /14 Ce ChbXpaHsBa 3a EPHO 0 5 AHU NPH
2°C mo 8°C. B pamkure Ha 5-gHEBHUSA CpoK Ha roaHocT npu 2°C mo 8°C 3a TpaHCHIOPTHUPAHE MOXKE J1a
ce u3non3Bart 10 12 yaca. [Ipenn ynorpeba HeoTBOpeHaTa BaKCHHA MOYXKE Jla C€ ChXpaHsBa JI0 2 yaca
npu Temnepatypa o 30°C.

Caen pasMpa3ssiBaHe¢ BaKCHUHaTa HE TpﬂﬁBa aa ce 3aMmpa3siBa OTHOBO.

Paboma npu memnepamypru omkioHeHus cied u3eaxcoane om gpuzepa

JlanHuTe 3a CTAaOMIIHOCT TIOKa3BaT, Ye HEOTBOPCHUAT (UIAKOH € CTabuIIeH J0:

o 24 gaca, KoraTo ce chbXpansBa npH temmeparypa ot -3°C go 2°C

o o010 4 yaca, Korato ce cbxpanssa npu temneparypa ot 8°C no 30°C; Tosa Bkiroua 2-ta yaca
npu reMnepatypa ao 30°C, onucanu no-rope

Tazu nadopmanus e npeaHa3HadeHa /1a YI'bTH MEAUIIMHCKUATE CTIIEIMAINCTH CaMO B clTy4ail Ha
BPEMEHHO TEMIIEPATYPHO OTKJIIOHEHUE.

Tpancgep mescdy cpedu cvbe CBPLXHUCKA MEeMNEPAmypa

3aTBOPEHUTE C Kalaly INIMTKYA KyTHH ¢ (JIaKOHH, ChAbPKaIM 195 ¢uiakoHa, U3BaieHU OT
ChXpaHEeHHE B 3aMpa3eHo cheTosHue (<-60°C), Morat 1a octaHaT Ha cTaiiHa Temmeparypa (<25°C) 1o
5 MuHyTH 32 TpaHchep MEXIY CPear ChC CBPbXHHUCKA TeMiieparypa. Cien KaTo KyTUuTe ¢ QJIakoHH
ce BbpHAT 00paTHO 3a ChXpaHEHUE B 3aMPa3eHO ChCTOSHUE CJIE] €KCIIO3UIINS Ha CTaliHa TeMIleparypa,
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Te TpsIOBa J1a OCTaHAT HA ChXPaHEHHE B 3aMPa3eHO ChCTOSHHE B IPOIbIDKEHUE HA Hall-Mallko 2 yaca,
Tpe/I Jia Morar Jia ObJaT U3BaJIeHH OTHOBO.

P a3pCACH JCKAPCTBCH NPOAYKT

Jloka3aHa e XuMHYHA U (pU3MYHA CTAaOMIIHOCT 110 BpeMe Ha yrnoTpeda, BKIIOUUTEIHO 110 BpeMe Ha
TpaHcIopTupane, 3a 6 yaca npu 2°C no 30°C ciexn paspexnane B HarpueB xsopua 9 mg/ml (0,9%)
MHXEKINOHEH pa3TBop. OT MUKPOOHOIOTHYHA TJI€IHA TOYKA, IIPOAYKTHT TPSAOBa J1a ce U3IO0I3BA
BeZiHara. AKo He ce U3I10J13Ba BeJlHara, BpeMeTO U YCIIOBUATA HA ChbXpaHEHUE 110 BpeMe Ha yrorpeba
ca OTTOBOPHOCT Ha MOTpeOUTENSI.

6.4 Cneuuamm yYdioBusi Ha CbXpaHEHUE

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

Jla ce cbxpaHsBa B OpUTMHAJIHATA ONAKOBKA, 32 J1a C€ MPEIa3u OT CBETIINHA.

[To BpeMe Ha chXpaHEeHHE CBEJIeTE IO MUHIMYM W3JIaraHeTo Ha CTaifHa CBETIIMHA U M30sTrBaiTe
u3J1araHe Ha NpsKa CI'IbHYEBa CBETIMHA U YJITPaBUOJIETOBA CBETIUHA.

C pa3mpaseHuTte GprakoHH MOXKe Jla ce padOTH B YCIIOBHS Ha CTaliHa CBETJIMHA.

Korato cte roToBH 12 pa3MpasuTe Wi J1a U3M0JI3BaTe BAKCUHATA

o [MnuTKK KYyTUH ¢ OTBOPEHHU Kamaly WK IUTUTKU KYTHH ¢ QJIAKOHH, ChIBPKAIIH MO-MaJIKO OT
195 ¢akoHa, M3BaJCHU OT ChXPaHEHHUE B 3aMpa3eHo cheTosHue (<-60°C), MoraT a ocTaHaT Ha
cTaiiHa Temneparypa (<25°C) 1o 3 MUHYTH 32 U3BaXJaHe Ha ()JIaKOHH WK TpaHchep MEKIY
Cpelf ChC CBPBXHUCKH TEMIIEPATYPH.

. [Ilom kato najieH (1akoH € U3BaJCH OT IUITMTKAaTa KyTHs ¢ ()JIaKOHH, TOH TpsOBa Jia ce pa3mMpasu
3a yrnotpeoa.
o Cres KaTo IUTMTKUTE KYTHH C (pJIAKOHH CE TIOCTABAT OOPATHO 32 ChXpaHEHHE B 3aMpPa3eHO

CbCTOSAHHUC CIIC U3JIaraHc Ha CTaitHa TeMIeparypa, T TpSI6Ba Ja OCTaHAT Ha CbXPAHCHHUC B
3aMpa3CcHO CbCTOAHUC B MMIPOABIKCHUC HA Hal-MaJKo 2 Haca, npeau aa Morat aa 6’BILaT
HU3BaJICHHU OTHOBO.

3a yCcIoBHUATA HA ChXPaHEHHUE CIIeN Pa3MpassiBaHe U pa3perk/IaHe Ha JICKAPCTBEHUS MTPOYKT BHKTE
TOo4Yka 6.3.

6.5 Bwungu chabp:KaHNE HA ONAKOBKATA

ITpo3pauen MHOT0/1030B (uakoH (cThkiI0 THl |) 2 Ml cbe 3amymanka (CuHTeTHYHA OpOMOOYTHIIOBA
ryma), C alyMHHHEBa 00KaTKa ¥ OTYYIBAILO CE MIacTMacoBo Kanaue. Beeku ¢uakoH ceabpika 6 103y,
BIXKTE TOUYKa 6.6.

Bun omakoska: 195 ¢makona

6.6 CrhnenuaJnu npeanasHu MEPKH NMPH U3XBBPJIsiHE U padoTa

Vkazanus 3a pa60Ta

Comirnaty TpsibBa /1a ce€ IPUTOTBH OT MEIUITMHCKHA CIICITHAIKCT, KaTO C€ M3IT0JI3BA aCETITHIHA
TEXHUKA, 33 JIa CE FApaHTUPa CTEPHIIHOCTTA HA IIPUTOTBEHATA JIUCTICPCHS.
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PABMPA3SBAHE INTPEJIU PASPEKIAHE

He noBeue ot
2 yaca npu
cTaHa
TeMIepartypa
(mo 30°C)

<

MHOTr071030BHAT ()ITAKOH CE ChXpaHsBa
3aMpa3eH U TpsAOBa j1a ce pa3Mpaszu
npeay paspekaaHe. 3aMpa3eHuTe
(akoHM TpsAOBa Ja ce MpeHecar B
cpema ¢ Temmeparypa 2°C no 8°C, 3a na
Ce pa3MpasAT; pa3MpassBaHETO Ha e/lHa
ormakoBKa c¢kC 195 ¢makoHa Moxe na
otHeMe 3 vaca. Kato apyra
BB3MOXHOCT, 3aMpa3eHUTe (IIaKOHU
MOTraT CBHILO TaKa Jia ce pa3MpassiT 3a
30 munyTH 1ipu Temmepatypa a0 30°C
3a He3abaBHa yrmoTpeoa.
HeorBopenara BakcrHa MOe J1a ce
ChbXpaHsBa 3a NepUoJ 10 5 IHU IpU
2°C mo 8°C. B pamkure Ha 5-THEBHUS
cpok Ha roaHoct npu 2°C no 8°C 3a
TPaHCIOPTUPAHE MOXKE J1a ce
n3nonssar ao 12 gaca.

OcraBete pa3Mpa3eHHAT QIaKOH Aa
JOCTUTHE CTaiiHa TeMIeparypa u
BHUMATEJIHO TO 00bpHETe 10 mbTH
npenu paspexnane. He pasknamaiire.
[Ipenu paspexnane pasMpaseHaTa
JHCTIEpCUsl MOXKE J1a ChIbpyKa Oesn 10
MOYTH O€JIM HEMPO3pauHu aMOp(HH
YaCTHULIH.

PA3PEX/JIAHE

1,8 ml narpues xnopua 0,9%
HHIKEKIHOHEH Pa3TBopP

Pa3mpasenara BakcuHa TpsOBa 1a ce
paspenu B HEitHUSI OpUTHHATICH (DIIakoH
¢ 1,8 ml marpues xmopuag 9 mg/ml
(0,9%) nHXEeKIMOHEH pa3TBOP, KaTo Ce
u3nons3Ba uria 21 G, wiv no-TbHKa, U
acenTHYHA TEXHUKA.
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H3rerere 6yrasaoro a0 1,8 ml, 3a
2 OTCTPAHUTE Bb3AyXa

W3paBHeTe HansTaHETO BHB (hIaKOHA
TIPEeIY 3 U3BAIUTE UTJIaTa OT HETO,
karo u3rerure 1,8 ml Bb3ayX B
M3Mpa3HeHaTa CIPUHIIOBKA Ha
paspenutens.

Buaumareano — 10 no

i

BrumarenHo oO0bpHETE pa3peneHara
muctiepcus 10 mptr. He paskiarmaiire.
Pazpenenara BakcuHa TpsiOBa 1a
MIPEICTABIISIBA [TOYTH Osiyia TUCTICPCHUS
0e3 BuauMu yactuiy. U3xBoprere
paspejicHaTa BakCHUHA MPY HAJTMYUE Ha
YaCTHIIM WM IPOMSHA B IIBETA.
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e Ha paspenenure gnaxonu TpsOBa na
ObIaT 0TOENA3aHU CHOTBETHUTE JlaTa U
Jac.

e (Cren paspexnaHe CbXpaHsSBalTe MPU
2°C mo 30°C u U3MoN3BaiiTe B pAMKUTE
Ha 6 4yaca, BKJIFOUHUTEITHO BPEMETO 32
TPaHCIIOPTUPAHE.

e He 3ampa3sBaiiTe uiau paskiaiaite
paspezneHaTa nucriepcusi. Ako e onna
MOCTaBEHA B XJIAINITHHUK, OCTABETE
paspezieHaTa JUCIEpCHs 1a TOCTUTHE
cTaifHa TeMIieparypa npeau ymnorpeoa.

Date / Time:

3anumiere CbOTBETHUTE AATA U Yac.
Jla ce M3m0J13Ba B paMKHTe Ha 6 yaca
cJle] pa3pekaaHe.

MNPUT'OTBSAHE HA UHAUBUJYAJIHU 1031 COMIRNATY OT 0,3 mi

e Crnex paspexxaane QIakOHBT ChIbPKA

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

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

BaKCHHA

e Isrermere 0,3 ml Comirnaty
TpsiOBa 1a ce U3MON3BaT CIIPUHIIOBKH
W/WITY UIJIK ¢ MAITBK MBPTHB
(memsmon3BaeM) obeM, 3a Ja ce
M3TETJISIT WECT 03U OT eAUH (IIaKoH.
KombuHnanusTa OT COpUHIIOBKA U UTJIa
C MaJTbK MBPTBB 00eM TpsIOBa 1a UMa
MBPTHB 00EM HE TO-TOJSIM OT
35 Mukponutpa.

AKO ce M3M0I3BaT CTaHAapTHH
CIIPUHIIOBKY U HMIJIH, MOXE JIa HsIMa
JIOCTaThUCH 00EM 3a M3TETJISTHE Ha
IECT TO3W OT €INH (hJIaKOH.

e Bcska no3a TpsoBa ga ceappka 0,3 ml
BaKCHHA

e  AKO KOJMYECTBOTO Ha OCTaHAJIaTa BHB
(hnaxoHa BakCHHA HE MOXKE J1a JOCTABU
eaHa 1si1a qo3a ot 0,3 ml, u3xBbpriere
(hrrakoHa ¥ U3TUITHAS 00eM

e lI3xBBprere HEM3MOI3BAHATA BAKCUHA
B PaMKHTE Ha 6 "aca ciiel] pa3pekaaHe.

H3xBBpasiHe

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

BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

I'epmanus

ten.: +49 6131 9084-0

daxc: +49 6131 9084-2121

service@biontech.de

8. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/20/1528/001

9. JATA HA ITbPBO PAZPEIIABAHE/ITIOJAHOBSIBAHE HA PASPEHLIEHUETO 3A
YIIOTPEBA

[ara na mppBo paspemasane: 21 nexkemspu 2020 .
10. [JATA HA AKTYAJIM3BUPAHE HA TEKCTA

[TonpoOHa nHoOpMaIKs 3a TO3M JICKApCTBEH MPOAYKT € MPeI0ocTaBeHa Ha yeOcaiiTa Ha EBponeiickara
areHmus 1o Jiekapcraata 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 UBITBJIHEHUE HA MEPKHU
CJIEJ -PA3SPEIIIABAHE 3A YIIOTPEBA IO YCJIOBHUE
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A. NPOU3BOIUTEJIN HA BUOJIOT'MYHO AKTUBHUTE BEIIECTBA 1
MNPOU3BOJUMTEJIN, OTTOBOPHU 3A OCBOBOKJIABAHE HA ITAPTHU/U

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 JICKAPCTBEHUS MPOIYKT TPSOBA Ja ChIAbPIKa HMETO U aJipeca Ha
MIPOU3BOANTENS, OTTOBOPEH 32 OCBOOOXIaBaHETO HA CHOTBETHATA MAPTH/IA.

C OorJjieJ Ha ACKJIaprupaHaTa CIICHIHOCT, CBbp3aHa C 06HICCTB€HOTO 3ApaBC OT MCKIAYHAPOJIHO

3HAUYEHHE, U 32 JIa C€ OCUTYPHU paHHA JIOCTaBKa, TO3M JIEKAPCTBEH MPOAYKT € OOCKT Ha OTPAHUYCHO BHB
BpPEMETO M3KJIFOUCHNUE, IaBAII0 BH3MOXKHOCT 3a IpUeMaHe Ha aHallu3a 332 KOHTPOJ Ha MapTUINTE,

U3BBPIICH B perucTpupano(1) mscro(ecta) Ha MPOM3BOICTBO, JOKATU3UpaHo(¥) B TpeTa cTpaHa. Tosa
M3KIIIOUeHHe MpecTaBa aa 0b1e BamaHo Ha 31 aBryct 2021 r. Beexkaanero Ha yciaoBus 3a 0a3upaH B
EC xoHTpON Ha mapTUauTe, BKIOYUTEITHO HEOOXOAUMHUTE IIPOMEHH B YCIIOBHUATA HA Pa3pelIeHHETO 3a

yrnotpeba, TpsiOBa a ObaaT 3aBbpileHH Hal-KbCHO 10 31 aBryct 2021 r., B ChOTBETCTBUE ChC

ChIIacyBaHUsI IUIAH 3a TO3M TpaHcdep Ha aHanmm3a. Jlokinaam 3a mporpeca TpsOBa 1a ObAaT MoaIcH!

1o 31 mapt 2021 r. u fa OBAAT BKIFOYEHN B TOAMIITHOTO 3asiBIIEHUE 32 TIOAHOBSBAHE.

b. YCJOBUS NN OT'PAHUYEHUA 3A TOCTABKA U YIIOTPEBA
JlexapCTBEHUAT IIPOAYKT CE OTIIyCKa I10 JIEKAPCKO IIPENIIUCAHUE.
. Oduunanno ocBod0:k1aBaHE HA NAPTHAU

CwritacHo wi. 114 ot Iupextura 2001/83/EO oduimaaHOoTO 0CBOOOKIaBaHE HA TIAPTHINUTE CE
U3BBPIIBA OT AbPKABHA JTa00PAaTOPHsI WK JIAOOpATOPHs, ONpeAesicHa 3a Ta3u IIed.
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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 EBponetickus cpro3 (EURD crucek), mpensuzaes 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 NN OI'PAHUYEHUA 3A BE3OITACHA U EOEKTUBHA

YIIOTPEBA HA JIEKAPCTBEHUS ITPOAYKT

. ILnan 3a ynpasJjenue Ha pucka (ITYP)

[IpurexxatensaT Ha pa3perienuero 3a ynorpeda (IIPY) TpsaOBa na u3BbpIIBa U3NCKBAHUTE
JeHHOCTH U AEHCTBUSL, CBBP3aHH C NIPOCIEIIBaHE Ha JIEKAPCTBEHATa 0€30MacHOCT, IOCOUYEHH B
onobpenus [TYP, npeacrasen B Moy 1.8.2 Ha pa3pelienuero 3a ynorpeda, KakTo U BbB

BCUYKH CIIEBAIN O00peHH akTyanu3armu Ha [TYP.

Axryanmsupan [TYP Tps6Ba na ce mopasa:
. 10 uckaHe Ha EBporieiickara areHiys 1o JIekapcTBaTa;

L4 BHUHAr'M KOraTo €€ MU3MCHA 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 BPB3Ka € MPOCJICAABAHE

Ha JIeKapCTBEeHaTa 0€30MaCHOCT WM CBEKIAHE 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 [IPY TpsOBa 1a U3IIBIHU CIICTHUTE MEPKH:

Onucanne Cpok
3a 71a 3aBBPIIK OXapaKTePU3UPAHETO HA AKTUBHOTO BEIECTBO M KPAWHUS tomm 2021
nponaykT, IIPY TpsiOBa ma mpenocTaBy AOMBIHUTEIHA JaHHU. MexauHHu

JIOKJIaIN:

31 mapt 2021 1.
3a 1a ce rapaHTHpa NOCTOSHHO KauecTBO Ha NMpoaykTa, [IPY tps6sa na 1omm 2021
MPEOCTaBH JOMBIHUTEIHA HHPOPMAIIUS 32 3aCUIIBaHE HA CTPATETUATA 32 MexaIuHHA
KOHTPOJI, BKJIFOUHUTEITHO CICIH(HUKAINNN Ha aKTUBHOTO BEIIECTBO U KpaitHUs JIOKJIa IN:
MPOAYKT. mapt 2021
3a ;1a ce MOTBbPAM CTAOMIHOCTTA Ha MpoIleca Ha MPOM3BOACTBOTO Ha KpaiHus | mapt 2021
ponykT, IIPY TpsiOBa nmpegocTaBu TOMBIHATEITHN TaHHU OT BAIUIUPAHETO.
3a ;a ce MOTBbpAK NPOGUILT Ha YUCTOTA U 1a CE TaPaHTUPA ISIOCTCH toim 2021
Ka4eCTBEH KOHTPOJI M TIOBTOPSEMOCT OT MapTHAA 10 NapTUAa Tpe3 LeTHs MexIuHHA
JKU3HEH UKBJI Ha Kpaitaus npoaykT, [IPY TpsOBa ga nmpegocraBu JIOKJIaJIN:
JOITBTHUTEIHA HH(pOPMAIIKS 3a ITPolleca Ha CUHTE3 M CTpaTerusara 3a KOHTpoa | suyapu 2021
3a nomoInHoTo Berrectso ALC-0315. anpun 2021
3a 1a ce mOTBBPAM MPOPUIBT HA YHCTOTA U Aa CE TAPAHTUPA ISTIOCTEH 1omm 2021
Ka4yecTBEH KOHTPOJ U TIOBTOPSIEMOCT OT MapTH/Ia JIO MapTH/Ia Ipe3 Heus MexaIuHHI
JKU3HEH [UKBJI Ha Kpaitaus npoaykT, [IPY tpsOBa ga nmpegocraBu JIOKJIaJIN:
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Onucanne

Cpok

JOITBITHUTENHA HH(OPMAIIKS 3a IIPOIeca Ha CHHTE3 U CTPATETHATA 38 KOHTPOIT
3a IIOMOIIHOTO BemecTso ALC-0159.

sayapu 2021
anpui 2021

3a na ce moTBBpAU edukacHOCTTa U Oe3omacHocTTa Ha Comirnaty, [IPY
TpsOBa Ja moAaie OKOHYaTeIHU J[OKIaa OT KIIMHUYHO MTPOyYBaHe 3a
PaHIOMHU3UPAHOTO, IAe00-KOHTPOIMPAHO, 3aciIeNIeHO 3a HabmroaaTems
npoyuBane 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 KOHIIEHTpAT 32 HHKECKITHOHHA TUCTICPCHSI
uPHK Bakcuna cperry COVID-19 (aykneo3unno Mmoauduirpana)

2. OBSBSIBAHE HA AKTUBHOTOMTE) BEHIIECTBO(A)

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

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

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

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA 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, HCAOCTBHIIHO 3a [ICIIA.

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

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

22



9. CIHEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

CobxpaHeHue:

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

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

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

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

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

12. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/20/1528/001

13. TTAPTHUJAEH HOMEP

[TapT.Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHUNA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAJIOBA A3BBYKA

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

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

JBynamepeH 0apKoJI ¢ BKIIIOYCH YHUKAICH HICHTH(UKATOD

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

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

ETUKET HA ®JIAKOHA

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

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

‘ 2. HAYYH HA ITPNJIOKEHHNE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

4, INAPTUJIEH HOMEP

ITapTt.Ne

5. CBABbP/KAHUE KATO MACA, OBEM WJIN EJUHUIN

6 mo3u cien pa3peKaaHe

| 6.  JIPYIO

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

Comirnaty KOHIeHTPAT 32 HHY3NOHHA TUCTIePCHs
uPHK Bakcuna 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(OPMAITHSI OTHOCHO Oe30macHoCTTa. MOXKeTe /1a JaieTe 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, peau 1a Bu 0be NpwioskeHa Ta3u BAKCHUHA, 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, TonuTaiTe Bammus nekap, papmanest nin
MEIHIINHCKA CECTpa.

. AKO IOJTyYMTe HAKAKBU HEXKEJIaHU peakliny, yBeaoMeTe Bamus jiekap, GpapmarieBt uim

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

KakBo chabp:ka Ta3u JUCTOBKA

Kakso npencrasnssa Comirnaty u 3a KakBO ce W3I0J3Ba

Kakso Tps6Ba na 3Haere, npeau na Bu 6bae npunoxxen Comirnaty
Kak ce nmpunara Comirnaty

BB3MOXHHN HEXETaHU peakun

Kak na cpxpansBate Comirnaty

ChabpkaHue Ha ONAaKOBKATa M JOIBIHUTEIIHA HH(POPMAIIUS

BN INE

1. Kaxkso npeacraBiasgsa Comirnaty u 3a KakBO ce U3M0JI3Ba

Comirnaty e BakcHHa, KOSITO c€ U3M0JI3Ba 3a npeanaspade oT 3adonssane ot COVID-19, npuunneno
ot Bupyca SARS-CoV-2.

Comirnaty ce npujiara Ha Bb3pacTHHU M FOHOIIIH, Ha Bb3pacT 16 1 moBeye rouHu.

Bakcunara craBa mpuunHa IMyHHAaTa crcTeMa (eCTECTBEHHUTE 3alllUTHU CHJIM Ha OpraHu3Ma) Ja

MPOU3BEKA AaHTUTEJIA U KPBBHH KJICTKU CPEIly BUPyCa, KaTO TaKa OCUTYPsIBa 3alUTa CPELLY
3abonsBane or COVID-19.

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

2. Kakso TpsadBa 1a 3Haete, npeau Aa Bu 0bae npuiioxken Comirnaty

Comirnaty He TpA0Ba 1a ce mpuiara
o AaKO CTC aJICPrUYHU KbM aKTUBHOTO BEHICCTBO WM KbM HAKOSA OT OCTAHAJIMNTE CbCTaBKKU HA TOBA
JIeKapcTBO (M30pOeHHU B TOUKaA 6).

IIpenynpesknenusi ¥ npeAnasHu MepKU

I'oBopere ¢ Bamms nekap, papManeBT Wid MEAULIMHCKA cecTpa, ipear Aa Bu 0bae npunoxeHa

BaKCHHATA!

. aKO HSKOra CTe MMaJIM TEeXKa aJepriyHa peaKys WIK NPo0JIeMH ¢ IUIIAHETO CIIe]
MHXEKTHPaHe Ha HAKAaKBa 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 MMpCAIa3BaHe OT MOABa HAa KPbBHU CbCUPCIIU.
L aKo uMaTe oTciadeHa HMYHHA CUCTEMa Imopaaun 3a6OH}IBaH€, Harmpumep I/IH(l)GKLII/ISI C HIV, NI

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

KakTo Bcuuku BaKCHHU, 2-Z[O3OBI/I}IT BAaKCHUHAIIMOHCH KYypC C Comirnaty MOXKE Ja HE 3allIMTHU
HAITbJIHO BCUYKH BAKCUHUPAHU U HE € U3BCCTHO KOJIKO ABJITO IIC 6’BI[CTC 3aH_II/IT€H(a).

Jeua v roHOIIN
Comirnaty He ce pernopb4Ba MpH Jela Ha Bh3pacT 1o 16 roauHu.

JApyru nexapcrBa u Comirnaty
Tps6Ba na kaxere Ha Bamms nexap wim GapmawneBT, ako U3MOI3BaTe, HACKOPO CTE W3MOI3BANIN HITH €
BB3MOKHO J1a U3M0JI3BaTe APYTH JIEKapCTBa, WIIM Hackopo By e mpuioxkeHa HAKakBa JIpyra BaKCHHa.

BpemMeHHOCT M KbpMeHe
AKko cTe OpeMeHHa MM KbPMHUTE, CMSTATe, Y€ MOXKeE Ja CTe OpeMEeHHa WM TUIaHUpaTe OpeMEeHHOCT,
nochBeTBaiTe ce ¢ Bamms nexap wiu gapmanesT npeau na Bu Ob1e npritoskeHa Ta3u BakcHHA.

Ilo¢upane u padoTa ¢ MAIIMHHA

Hsikom ot edpekTuTe HAa BAKCUHATA, YIIOMEHATH B ToUKa 4 (Bb3MOXKHHM HEXENIaHU PEaKLUK) MOraT
BpPEMEHHO J1a TIOBJIHSIAT criocoOHocTTa BU 32 modupane nnn padota ¢ Mammau. M3vakaiite, J0KaTo
Te3u epeKTH OTIIYMSAT, IpeH Ja mopupaTe Wik 1a paboTHTE ¢ MAILIUHH.

Comirnaty chabp:ka KaJauil 1 HaTPUii

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

MPAKTUYECKU HE ChIbPIKa KaTHH.

Ta3u BakcHHA ChIBPKA MMO-Mako 0T 1 mmol Hatpuit (23 mg) Ha 103a, T.€. MOXKE Ja ce Kaxe, 4e
MPaKTUYECKU HE ChbPKa HATPHUH.

3. Kak ce npusiara Comirnaty

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

Ille Bu 6b1aT HantpaBeHN 2 WHIKEKITUHL.

I[IperoppuBa ce BTOpaTa /103a OT ChIlaTa BAKCHHA J1a C€ TPHIIOKH 3 CEIMHIM CJIe/ TbpBaTa 103a, 32
Jla ce 3aBBPIIN BAKCHHAIIMOHHHSAT KyPC.

AKO MMaTe HSKAKBU JOMBIHUTEIHHA BBIIPOCH, CBbp3aHH ¢ yrorpedara Ha Comirnaty, monuraiite
Bamus nexap, papManeBT WM MEJULIMHCKA CECTpa.
4, Bb3MOKHH HexKeTaHU peaKIuu

KakTo Bcuuku BaKCHHH, Cornirnaty MOIXKE 1a IPCAU3BHUKA HECKCIIAHU PCAKIINN, BHIIPEKH Y€ HE BCCKU
THU oJry4aBa.

MHOro0 4ecTH HeKeJIaHU peakmum: MOorar Jia 3aCerHar 1moBe4e oT l1nall Ay
L Ha MSACTOTO Ha MHXXCKTHUPAHEC: 60J1Ka, OTOK
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yMopa
rj1aBo0oJIHe

0osKa B MyCKYJIUTE

00JIKa B CTaBUTE

BTpHCaHe, MIOBUIIICHA TeMIIepaTypa

YecTu HexKeJTaHU PeaKIMM. MOTaT J1a 3acerHat a0 1 va 10 gymm
° 3a4epBsSIBaHE Ha MICTOTO Ha MHXKEKTHPAHE
. rajgcHe

HeuecTu He:keaHu peakium: Morat aa 3acerHat a0 1 Ha 100 gy

° YroJieMeH! JTUM(HU BH3ITH

° HEePasMoIOKECHUE

. OOJIKM B KpaHUIIUTE

. 0e3chbHHE

. ChpOEK HA MSICTOTO HA MHKCKTUPAHE

Penxu Hesxenanu peakuuu: Morat 1a 3acersat 1o 1 Ha 1 000 qymmu
J BPEMEHHO €IHOCTPAaHHO YBUCBAaHE Ha JIMIIETO

C Hen3BecTHA YecTOTa (OT HATMYHUTE JAaHHU HE MOXeE J1a Ob/Ie HAalTpaBeHa OICHKA)
. TEXKa aJleprudHa peaKIus

CholIiaBaHe HA HeKEJAHU peakIuu

AKO TIOJTyunTe HIKAKBU HEXKEJIaHU JICKAPCTBCHH PEaKIvy, yBeomMere Bams nekap, apMaieBT Win
MEAMIIMHCKA cecTpa. ToBa BKIIFOUBAa BCHYKH Bb3MOYKHHM HEOIMMCAHU B Ta3M JUCTOBKA HEKEIaHH
peakiui. MoKeTe ChIIO J1a ChOOIIUTE HEXKEJIaHU PEaKIlii TUPEKTHO Ype3 HallMOHAHATAa CHCTEMa 3a
choOIIaBane, mocouyeHa B [Ipuioxkenue V, u 1a BKIIOYHTE TAPTUAHUS HOMEP, aKo ¢ HamudeH. Kato
CHOOIIIaBaTE HEXKEIAHN PEAKIIMU, MOXKETE Jla TAJIeTE CBOS MIPUHOC 3a MMOJIy9aBaHEe Ha ITOBEYC
ruHGOpMAIUSI OTHOCHO 0€30MMacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na cexpansiBate Comirnaty

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

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

He u3non3BaiiTe ToBa JIeKapcTBO Ciie]] CPOKa Ha TOIHOCT, OTOEIsI3aH BEPXY KaPTOHEHATA ONAaKOBKA H
erukera cien "l'ogen no:". CpoksT Ha TOAHOCT OTTOBAPSI HA MTOCIIECIHUS JI€H OT MTOCOYCHUS MECEIT.

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

Jla ce chxpaHsiBa B OpUTHMHATTHATA OTIAKOBKA, 32 J]a Ce Mpe/a3u OT CBETINHA.

Cren pa3mpassiBaHe BakCHHATa TPsIOBa Jja Ce pa3peu U Jia ce M3I0JI3Ba BeaHara. Bee mak maHHuTe 3a
CTaOMITHOCT B MEePHO/ia Ha U3MOJI3BaHe TIOKA3BaT, Ye CJe/l M3BaXKIaHe OoT (pru3epa HepazpeaeHaTa
BaKCHHA MOXE J1a ce ChXpaHsBa 3a rmepuoy 1o 5 gau npu 2°C go 8°C. B pamkute Ha 5-1HeBHHS CPOK
Ha rogHocT 1pu 2°C g0 8°C 3a TpaHCOpPTHPaHE MOXKE Ja ce u3noi3Bat 1o 12 gaca. [Ipenu ynorpeda

HEOTBOpPEHATA BAaKCMHA MOJXKE Jla C€ ChXpaHsBa 70 2 yaca npu temieparypa a0 30°C.

Crnen paspexaane, ChbxpaHsBaiiTe u Tpancroprupaiite Bakcunata mpu 2°C no 30°C u s u3noa3Baiite B
pamkute Ha 6 yaca. 3xBbpiieTe HEM3IOA3BaHaTa BAaKCHHA.
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

Cren m3BakaaHe ot hpusepa U pa3pexaane Bppxy (prakoHuTe TpsiOBa ma ObIaT 03HAYCHH HOBUTE
Jata v yac 3a u3xBbpisiHe. Ciiesr pa3MpassiBaHe BAKCHHATA HE MOXKE JIa CE 3aMpassiBa IIOBTOPHO.

He usnon3paiite Tazu BaKCHHa, ako 3a0€NIeKHTE BUJUMHU YaCTUIIU B pa3pecHaTa JUCIICPCUS UIIN
IIpoOMsAHa B IBETA.

He u3xBbpisiiTe nekapcTBaTa B KaHAIM3aLUATa WM KOHTEHHepa 3a JoMallHy oTnagbuu. [lomuTaiite
Bamms ¢papmarieBT Kak Ja U3XBBPIATE JEKapCcTBaTa, KOUTO Bede He U3Moi3Bare. Te3u MepKu 1e
CIIOMOTHAT 3a OIla3BaHE Ha OKOJIHATa cpeja.

6. Cun)pmalme Ha OIMAKOBKAaTa U JO0IIbJHHUTEC/IHA I/lH(l)OpMalII/lH

KakBo cpabp:ka Comirnaty

. AxtuBHo BemectBo: MPHK Bakcuna cpeury COVID-19. Cnen paspexnane GakoHbT ChAbpiKa
6 no3u o 0,3 ml, Besika ¢ 30 mukporpama uPHK.
. Hpyru cbcTaBku:
- ((4-xunpoxcubyTuim)azaneaunn)ounc(xexcan-6,1-numm)ouc(2-XeKCUITIeKaHoar)
(ALC-0315)

- 2-[(momuetmnenrnukon)-2000]-N,N-murerpagermnaneramus (ALC-0159)
- 1,2-nucreapomn-sn-rautepo-3-pochoxonun (DSPC)

- XOJIECTEPOIT

- KaJIMeB XJIOPH]L

- KanueB auxuaporeHdocdar

- HATPHEB XJIOPUJL

- nuHatpueB docdat TUXuapart

- 3axaposa

- BO/Ia 32 MHXKEKIHU

Kaxk m3riaexxaa Comirnaty u KakBo ChIbp:Ka ONAaKOBKaTa

Bakcunara e 6s1a 1o moutu 6sta qucnepens (pH: 6,9 — 7,9), nocraBsHa B MHOT01030B (hJIaKoH ¢
6 1031 — po3paueH ¢uakoH (cTrKII0 THI 1) 2 ml, ¢ ryMeHa 3amnyInanka u ¢ aTyMUHHEBa 00KaTKa U
OTYYIIBAILO CE IIACTMACOBO Karaye.

Bun omakoska: 195 ¢makona

IIpuTe:kaTes Ha pa3pelIeHHETO 32 yOoTpeda
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

I'epmanus

ten.: +49 6131 9084-0

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

ITpousBoauTesnu

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

I'epmanus

Pfizer Manufacturing Belgium NV
Rijksweg 12

2870 Puurs

benrus
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3a gombIHATENHA HHPOPMAITUS OTHOCHO TOBA JIGKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHUS
TIPE/ICTABUTEN Ha MIPUTEXKATENS Ha pa3penIeHneTo 3a ynorpeoda:

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

Tél/Tel: +32 (0)2 554 62 11

bbarapus

[aiizep Jlrokcembypr CAPJI, Ko
bovarapus

Ten: +359 2 970 4333

Ceska republika
Pfizer, spol. s r.o0.
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

EArLGoa
Pfizer EAAGG A.E.
TnA.: +30 210 6785 800

Espaiia
Pfizer, S.L.
Telf:+34914909900

France
Pfizer
Tél +33 158 07 34 40

Hrvatska
Pfizer Croatia d.o.o.
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
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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

Konpog United Kingdom (Northern Ireland)
Pfizer EALGc 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 mona ycimosue™. ToBa
03Ha4yaBa, 4e 3a JIEKAPCTBOTO CE OUAKBAT NOMBJIHUTEIHU NaHHU. EBporeiickaTa areHuus mno
JIeKapcTBaTa 1€ U3BBPIIBA Mperiie] Ha HoBaTa HHPOPMAaIXSA 32 JIEKapCTBOTO TIOHE BEIHBXK TOJUIITHO

1 Ta3u JJMCTOBKA CbOTBETHO LIC CC aKTyalIu3upa.

CKaHHpaﬁTe Koga C MOOUIHO yCTpOfICTBO, 3a J1a MMOJIYYUTEC JIMCTOBKATA HA pAa3JIMYHU C3ULHU.

URL: www.comirnatyglobal.com

[TonpoOHa uHboOpMaILKs 3a TOBA JIEKApCTBO € IpeocTaBeHa Ha yeOcaiiTa Ha EBpornetickara areHIus
o jiekapctBata http://www.ema.europa.eu.

Tasu nucroBka e HannyHa Ha Bcuuku e3uy Ha EC/EUII Ha yeOcaiita Ha EBponeiickara areHIus 1o
JeKapcTBara.

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

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

IIpocnenumoct

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

Yxkazanus 3a padora

Comirnaty TpsibBa 1a c€ IPUTOTBH OT MEIUITMHCKH CIICITHAIKCT, KaTO C€ M3IT0JI3Ba aCENITHIHA
TEXHUKA, 33 J]a CE TAPAHTUPA CTEPHITHOCTTA HA IIPUTOTBEHATA JIUCTICPCHSI.
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PABMPA3SBAHE INTPEJIU PASPEKIAHE

He nmoBeue ot
2 yaca npu
cTaliHa

TeMIepaTypa
(mo 30°C)

<

MHOro1030BHT (hJIAKOH CEe
ChXpaHsBa 3aMpa3cH U TpsiOBa Jia ce
pa3Mpasu pean pa3pexiaHe.
3ampazenute (IakoHH TPAOBa 1a ce
mpeHecaT B cpefa ¢ remreparypa 2°C
1o 8°C, 3a ga ce pa3Mpasst;
pa3Mpa3sBaHETO Ha €JTHA OMAKOBKa
cbC 195 ¢uakona Moxe 1a OTHEME

3 yaca. Karo npyra Bb3MOXKHOCT,
3aMpa3eHuTe (PIaKoOHH MOTaT ChIIO
Taka Ja ce pa3mpaszar 3a 30 MUHYTH
npu Temnepatypa 1o 30°C 3a
He3abaBHa ynorpeoa.

HeoTtBopenara BakcrHa MOe J1a ce
ChbXpaHsBa 3a Nepuoj 10 5 IHU IPU
2°C no 8°C. B pamkure Ha 5-THEBHUS
cpok Ha rogaocT npu 2°C mo 8°C 3a
TPaHCIOPTUPaHE MOKE Ja ce
U3M0a3Bar 10 12 yaca.

OcraBete pazMpaseHHAT QIAKOH Ja
JIOCTUTHE CTaiflHa TeMIepaTypa u
BHHUMATEJIHO ro o0bpHeTe 10 mbTH
npenu paspexxaase. He paskiiamiaiire.
IIpenu paspexmane pazmpaseHaTa
JIUCTIEpCHUS MOXKe J1a Chabpka Oenu 10
NoYTH OeH Hepo3pavyHu aMopPHU
YaCTHIIH.

PA3PEXJIAHE

1,8 ml narpues xqopua 0,9%
HHKEKIHOHEH Pa3TBoP

Pa3mpasenara BakcuHa TpsOBa 1a ce
paspenu B HEWHUSI OpUTHHAJIEH
(hnaxos ¢ 1,8 ml HaTpueB XIopu

9 mg/ml (0,9%) umxekunoHeH
pasTBop, kKato ce u3non3pa urna 21 G,
WM TIO-THHKA, U aCeNTUYHA TEXHUKA.
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H3rerere 6yrasaoro a0 1,8 ml, 3a
2 OTCTPAHUTE Bb3AyXa

W3paBHeTe HansTaHETO BHB (h1aKOHA
TIPEeIU 3 U3BAIUTE UTIIaTa OT HETO,
karo u3rerure 1,8 ml Bb3ayX B
M3Mpa3HeHaTa CIPUHIIOBKA Ha
paspenurens.

Buaumareano — 10 no

i

BrumarenHo o0bpHETE pazpeneHara
nuctiepcust 10 mptr. He paskiarmaiire.
Paspenenara BakcuHa TpsiOBa 1a
MIPEICTABIISIBA [TOYTH Osiyia TUCTICPCHUS
0e3 BuauMu yactuiy. U3xBoprere
paspejicHaTa BakCUHA MPY HAJTMYUE Ha
YaCTHIIM WM IPOMSHA B IIBETA.
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e Ha paspenenure gnaxonu TpsOBa na
ObIaT OTOENA3aHU CHOTBETHUTE JlaTa
1 Jac.

e (Cren paspexnaHe CbXpaHsSBalTe MPU
2°C no 30°C u n3non3Baire B
pamkute Ha 6 yaca, BKIFOUHTEITHO
BPEMETO 32 TPAHCTIOPTHUPAHE.

e He 3ampa3sBaiiTe uiau paskiaiiaite
paspeneHaTa nucriepcus. Axo e Ona
MOCTaBEHA B XJIAINITHHUK, OCTABETE
paspezicHaTa JUCIepCHs 1a TOCTUTHE
cTaifHa TeMIieparypa mnpeau ymorpeoa.

Date / Time:

3anumiere CbOTBETHUTE AATA U Yac.
Jla ce M3m0J13Ba B paMKHTe Ha 6 yaca
cJle] pa3pekaaHe.

MNPUT'OTBSAHE HA UHAUBUJYAJIHU 1031 COMIRNATY OT 0,3 mi

e Crnex paspexxaane QIaKOHBT ChIbPKA

0,3ml paspexena 2,25 ml, ot kouTO MOrarT Ja ce
m3TeriT 6 mo3u mo 0,3 ml.

e Karo u3non3Bare acenTHYHA TEXHHUKA,
MOYKCTETE 3aIlylajiKaTa Ha (IakoHa
C TaMIIOH 3a €IHOKpaTHa yrmoTpeoa,
HAIIOCH C aHTUCENTHYEH Pa3TBOP.

BaKCHHA

e Isrermere 0,3 ml Comirnaty
TpsiOBa 1a ce U3MON3BaT CIIPUHIIOBKH
W/WITY UIJIK ¢ MAITBK MBPTHB
(Hew3mnoa3BaeM) o0eM, 3a jaa ce
M3TETJISIT WECT 03U OT eAUH (IIaKOH.
KomOuHnanusta OT COpUHIIOBKA U UTTIa
C MaJTbK MBPTBB 00eM TpsiOBa 1a UMa
MBPTHB 00EM HE MO-TOJISIM OT
35 Mukponutpa.

AKO ce U3MON3BaT CTAHAAPTHH
CTIPUHIIOBKHU M UTJIH, MOXE J1a HsIMa
JIOCTaThueH 00eM 3a U3TETJIsIHE Ha
6 no3u oT eauH (pIaKoH.

e Bcska no3a TpsoBa ga ceappika 0,3 ml
BaKCHHA

e AKO KOJHYECTBOTO Ha OCTAHAJIATA BHB
(h1akoHa BakCHHA HE MOXE J1a
ocTaBy eaHa 1su1a go3a ot 0,3 ml,
U3XBBHPIIETe (IIAaKOHA U M3ITHITHUS
obem

e I3xBBpreTe HEM3IMOA3BAHATA BAKCHHA
B paMKHUTe Ha 6 yaca ciieq
paspexiaHe.

H3xBBpIIsiHe
Hewnsnon3BanusT JeKapcTBEH NPOLYKT WIN OTHAIbUYHUTE MAaTEPUAIN OT HEro TpsioBa J1a ce U3XBBPIIT
B CbOTBETCTBHE C MECTHUTE U3UCKBAHMUA.
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