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IHCTPYKIIA
AJIS MeTHYHOTO0 3aCTOCYBAHHSA JiKapcsKoro 3acody
Bakimna ana npoginaktuku COVID-19 (Bupoliiesa 3 BUKOPUCTAHHAM KITiTHH Vero), iIHaKTHBOBaHA

[IpenapaT JOMyCKAETbCs 10 MPOAAKY 3 JOaTKOBHMH YMOBAMH. Y BOXKHO NpoYUTaiiTe IHCTPYKLIKO Ta
BHKOPHCTOBYIATE Mpernapar Iijl HarJIaaoM JiKaps.

[Ha3Ba nikapcsKoro 3aco0y]

3araapHOBKHBAHA Ha3Ba: BakimHa g npodinakruku COVID-19 (BupolieHa 3 BAKOPHCTAHHAM
K1iTHH Vero), iHaKTHBOBaHa

Toprosa na3sa: KoponaBak
Hasea anraiiicbkoio mosorw: CoronaVac, COVID-19 Vaccine (Vero Cell), Inactivated
[Cxnan]

IMpenapaT OTpMMaHMI LUISXOM LICIUICHHs HUPKOBOI KJIITHHH adpuKaHCBKOI 3eneHoi MaBmu (rpuBeT)
(Cercopithecus aethiops) (ckopoueHa Ha3Ba (K1iTHHM Vero) kopoHaBipycoM Hoeoro tumy (wram CZ02),
Ky/IbTHBYBAHHA, OTPMMAaHH BIDyCHOI PiIMHH, IHAKTHBALLT Bipycy, KOHLIEHTpALii. OuHLieHHs Ta abcopOuii
3a IOTIOMOTOO MAPOOKKCY amoMiHilo. [lpenapar He MICTHTE KOHCEPBaHTY.

OcHopHuit KoMnoHeHT: [HakTHBOBaHMH SARS-CoV-2 anTtures
Ax’roranT: I'iIpOOKHC aTOMIHIIO

JlonomixkHi komnonenTy: I'iapodocdar Harpito 12-soguuii ( Na2ZHPO4-12H20), rinpodopdar Harpiro
MOHOTIZpaT, XJIOPHJ HATPItO.

[JTikapceska opma]

[Ipenapar sBisie OGO CyCNeH3iF0 MOIOYHO 610ro KOMbOpY, MOXe pO3IapoBYBAaTHCA Yepes YTBOPEHHS
ocajLy, pO3LIapyBaHHA JIETKO MPHOHPAETHCA LLIAXOM 300BTYBaHHA.

[O6’exkTi menJenns |
IMpenapat Moxe BUKOPHCTOBYBATHCA K NpodinakTuune mervieHHs s ocib Bia 18 pokis.

ITporeHTHe criiBBiAHOMEHHs 0ci0 BikoM Bia 60 pokiB, ki npuiiManu y4yacts y BunpoOysanHax ¢asu 111 3a
KOPIOHOM, MOpiBHAHO HU3bKe (5.10%), noka3u edexTHBHOCTI 3axucTy oci6 BikoM Bia 60 pokis 1ue He €
nocratHiMu. Hactynui wiinHiuni BunpoOysadns OyayTh NPOAOBKYBATH AOCHIIKEHHA e(EeKTHBHOCTI
3axucty oci® Bikom Bia 60 pokiB [ MOJAIBIIONO OTPMMAHHS J0Ka3iB e(EeKTHBHOCTI 3aXMCTY M€l
kareropii oci6. HasBui nani kiiHiuHux BHnpoOyBaHp CBiA4aTh, LIO MiC/IA LICTUICHHS TPENapaToM ocid
BikOoM Bij 60 pOKiB YTBOPIOIOTbCS HEWTpali3ylodi aHTHTiIa meBHOro cryneHs. Ilin wac 3acrocyBaHHs
npenapary BiiNOBIZIHHMH yCTaHOBAMH 3 NPO(LIAKTHKA Ta KOHTPOJIIO 3aXBOPIOBaHb [UIS BAKLMHALIT, Taki
YCTaHOBH MOBHHHI BPAXOBYBATH CTaH 30poB’s oci0 BikoM Bix 60 pokiB Ta pH3HKHM NPOABIB, OLIHIOBATH
HeoOXiIHICTh BAKLIMHALIT LIMM MTpernapaToM. :

[dist Ta npu3Havenns)

Ilpenapat npusHavennii 1 npodinakriku 3axpopioanns Ha COVID-19, sxe
KopoHagsipycom HoBoro THny (SARS-CoV-2).
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Ilpenapar n03BoneHHH IS Mpoaaxy 3 A0JATKOBMMHM YMOBAMH HA MiACTaBi pe3yIbTATIE 2-MiCAYHHUX
BUnpoOyBank dazu I moso epexrusrocTi 3axMeTy, NposeaeHHx 3a kopaonoM. Ha aanuii MoMeHT KiHleBi
JaHl aHamizy e He OTPHMaHi, pe3yabTaTH MOAO e(EKTUBHOCTI Ta Ge3nedHocTi me norpedy1oTs
MOJIANBLIOTO KiHLEBOTO MiJATBEP/KEHHS.

[XapakTepueTHKH]

0.5 mn/mnpun (¢nakon), o6’em ommiei A03M Ana mMoaMHH cTaHOBHTE 0.5 mia, Mictuts 600SU
inakTuoBaHoro SARS-CoV-2 anrureny.

[ITopsiiok npoBexenns imynisanii Ta 103a]

Jlns orpumanns 6asosoro iMysitery Bix npenapaty HeobximHo 2 103w 3 iHTepBasom 14 — 28 e, 06’em
KOYKHOI 103K 18 JIOAWHH CTaHoBHTSH 0.5 M.

PexomennoBanuii max BBeieHHS - BHYTPIIIHBO M’ A30Ba iH’€KLIif, ONTHMAIbHE Miciie BBEIEHHS —
AenbTONOMIOHHHA M 43 IU1eya, Tepe/l BBEIeHHSM (IakoH HeoBXiIHO CTPYCHYTH 10 OTPHMAHHSA
OHOPIIHOT CycreHsii.

Heob6xianicTb miacHneHHs iMyHisauii mpenapary Iie He BU3HAYeHA.
[MToGiuni peakmii]

[Tin yac mpoBesieHHs HA TepUTOpii KpaiHH Ta 3a KOPJOHOM KIiHIYHHX BUNpoOyBaHb 4-X napamerpis,
3IHCHIOBANIOCH OLiHIOBaHHA GeaneunocTi npenapary. Ha repuropii Kuraio cepen oci6 sikowm 18-59 POKiB
Ta BikoM Bia 60 pokiB mnpoBoaWmHMcA KniHiuHi BMnpoOyBanus 1 Ta II eTamy, a caMe paHJA0Mi3oBaHi
BUNPOOYBaHHS, NOABIiHI cnini BUNpoGyBanHs Ta nuane6o — BuNpoGysans. B Bpasunii cepen meauuHux
MpauiBHUKIB BikoM Bi 18 pokiB npoBoAwIMCA KiiHiuHi paHIOMi3oBaHi , NMOABiHHI crini Ta mmaneGo —
BunpoOysanns pasu Il mono edexTurHOCTI 3axmeTy. Takoxk Ha TepuTopii Kuraio NIPOBOMMINCS KITIHIUHI
BUMPOCYBaHHA i3 MOCTHKOBHM wieruierHsm [IIb cranii 3 pisHiMu 06’ eMamy BUPOGHUIITBA Ta OO PIHUX
Kateropid rpomanss. Ilporsrom 0-7 AHIB ic/s WEMIEHHS KOXKHOKO 03010 npenapary NpOBOAMITHCS
CrOCTEPEKEHH 32 LIETUIEHHMH 0CO0aMH 10710 cHCTeMHOCTI Ta Gesneunocti. Ha 8-14/28 nens 36npanacs
iHdopmaLis wWone MoGiUHMX peakuil WASXOM OTpUMaHHs iHGOPMALI] Bl MEMTeHHX oci6, a TAKOK
IUIIXOM PeryjispHOro BiJBIIyBaHHS Ta OMMTYBAHHA MOCHIIHHKAMH  IUErUIeHWX ocib. OIHOYacHO
BiZC/TiKOBYBaTacs iHbopmania mofo cepiiosHux noGiuHmMX peakuiil npotAroM 12-TH MicALiB mic/s
IETUICHHA.

3araabanii orasa nobiummx peakuiii, sKi BHHHKAAM mpoTSroM NpoBeJeHHs] KJIIHIYHAX
BHIPOOYBaHB npenapary

B cepiiihnx kiiHiuHMX BHNpOGYBaHHAX MpenapaTy, ki NPOBOAMIMCS HA Teputopii Kuraio Ta 3a
KOPJIOHOM, BCHOTO B3:10 y4acTh 14,572 ocobu BikoM Bin 18 pokie, cepen mux 7,658 yuachukis
BunpoOyeans Gynm menneHi sk MiHiMym oamiclo  o3ow0. 1llomo Beix YYacHHKIB BHIIPOOYBaHb
MPOBOIKJIOCS CIIOCTEPEKEHHA sAK MIHIMYM MnporaroM 28 [AHIB TC/Is MOBHOrO Kypey iMyHi3aulii,
CHOCTepekKeHHs JOBIOCTPOKOBOT 6€3Me4HOCTI 1€ MPOBOAATHCA.

Knacudixauis wacroru sumukHeHHs noGiunMx peakuiii, pekomenzosana Panoio MDKHapOIHHX
opraHizauiit meanunux Hayk (CIOMS): mye uacro (>10%), uacto (1% - 10%, BKIOYAIOUH 1%), inkonu
(0.1% - 1%, Bxmouaioun 0.1%), piaso (0.01% - 0.1%, BKmOYaKOYH 0.01%), nyxe piako (<0.01%).
Bianosiano no crannapris CIOMS, y3aransHioemMo Bei no6iuni peakuii Big npenapa‘ryé)amu-?g%
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1. TIoGiumi peakuii y micui BBegenns

Hyxe yacTi: 6inp

Hacri: npunmyxmicTs, cBepbixk, epHTemMa, CKJiepoMa.
Ikomn: 36inbmenHs TeMnepaTypH Tija B Miclli BBeeHHS
2. 3aranuui noGiuni peakunii va Bce Tisio

Jyske yacTi: ronosuwuii 6i1b, BToMa

Yacri: 6oni y m’s3ax, Hyz0Ta, miapes, 6o11i y cyrnobax, Kauiens, 03HOG, cBepOik, 3HIKECHHA alNeTuTy,
HEXHTb, 001 y ropi, rinepemis ciu3oroi 060n0HKH HOCa, 6o Y 4epeBHIi MOPOKHHHI.

Inxonu: Bmopora, rinepcencurueHa peakuis, MposBH HeraTMBHOI peakuil Ha WKIpi Ta CIH30BHX,
TMXOMAHKa, TPEMTIHHS, IPHIHBH KPOBI 10 061M94s, HaGpsky, 3araMOpOYEHHs, COHJIMBICTS.

Piaxi: cniasmu m’s3iB, HaGpsKH NOBiK, HOCOBI KpOBOTEU, 3YTTS JKHBOTA, 3aIIOPH, 3HIKEHHS HIOXY,
TNOYEPBOHIHHS OYel, FeKTHYHA THXOMAHKA, M'MKABKA, TinepeMis KOH'IOHKTHBH.

3. Cryniab BazkkocTi no6iunux peakuiii

[lin yac nposenenns cepifinux KiHiuHKX BUNPOGYBaHb NPENapaTy B OCHOBHOMY CIOCTEPIratuch
nobi4Hi peakuii 1-ro cTyneHs BaXKOCTi (JIETKMii CTYIIiHB), YACTOTA BUHHKHEHHS TIOGIYHMX peakuiii 3-
ro CTyNeHd Ta BHIE cTaHORUTL 1.31%.

Cnocrepiranuce HacTymHi peakuii 3-ro Ta BMIle CTyneHs BaKKOCTi : Gomi B micui BBEJICHHA,
Kawe/b, JTMXOMaHKa, rojiosHi Goni, 6omi y ropni, Gomi y YepeBHill MOPOXKHHHI, 3aMaMOpPOUEHHS,
COHJIHBICTB.

4. Cepiiosni no6iuni peakuii (SAE)
Cranom Ha 03.02.2021 poky 3a BMCHOBKAMH IOCITiIHMKIB, CepHO3HKX noGiuHMX peakiliii,
NOB’A3aHUX i3 BBEJIEHHAM NPenapary, BUsBICHO He 6yJo.

a1 WO/I0 BUHUKHEHHA NOOIYHMX PeaKIlii i1 Yac NPOBEICHHS KIiHIYHHX JA0CIIKEHb HABEICH]
VY MOBHii Bepcii iHCTpyKILii.
[Iporunoxaszanns|

1. TIpotunoxkasano ocobam, y fkux Moxe GyTH ajepriuyHa peakilis Ha aKTHBHI KOMIIOHEHTH npenapary, Ha
Oynb-AiKi HEaKTHBHI KOMITIOHEHTH npernapary, Ha PpEYOBHHH, SK 3aCTOCOBYIOTBCS Yy TEXHOIIOTII
BHPOOHHIITBA, 860 % 0cobaM, y IKMX paHilue BHHHKAIA ajepriyHa peaxuiis Ha Uueii npenapar, a6o noxiGHuii
npenapar.

2. TlporunokasaHo ocofam, s SKMX paHille BMHMKAna cepiiozHa amepriyHa peakilii Ha BaKUMHH
(Hanpukiaz, rocTpa anepriuna peakuis, Heifporenuuii HaOpAK Cy/IHH, BaXKKICTh IUXaHHA).

3. Ilporunokasano ocobam i3 cepio3HHMH 3aXBOPIOBAHHAMH HEPBOBOI CHCTEMH (HaNPHKJIAZ, IONIEPeYHMI
mieit, curpom [iena-Bappe, nemieninizanis (MOMWKOMKEHHS MieTIHOBOIO wapy).




[3acTepexenns)

1. Ha nanuii MOMEHT I1ie He OTPMMaHi IaHi 1010 TPHBAIOCTI 3aXMCTY BiJl 3aCTOCYBaHHA Mpenapary, mics
LIETUIeHHs BAKIMHOIO e 30epiracThes HEOOXiAHICTb y 3aCTOCYBAHHI 3aXOJIiB 3aXHMCTY B 3a/I€KHOCTI Bijl
eninemMiuHo1 cUTYyalli Ta HeOOXiNHOCTI 3aX01iB MPOPLIAKTHKH Ta KOHTPOJIO.

2. Ha fanmii MOMeHT aHi oo eeKTUBHOCTI 3aXMCTy KaTeropii oci6 Bikom il 60 pokiB € 0GMekKEHUMM.
ITix wac 3acToCyBaHH# Npenapary BiANOBIIHMMH YCTaHOBAMH 3 MPOQIIAKTHKH Ta KOHTPOJIIO 3aXBOPIOBaHb
1S BaKIMHALLT, Taki yCTAHOBHM NOBMHHI BPaXOBYBATH CTaH 3/10pOB’4 0ci0 BikoM Bin 60 pokiB Ta pU3HKHA
NposABIB, OLIHKOBATH HEOOXITHICTh BAKLMHALIT LIAM IIPENapaToM.

3. Cysopo 3a60opoHeHO POOMTH BHYTpilIHBOBEHHI iH’ekuii mpemapary, nani moao GesmewHocTi Ta
edexTHBHOCTI iH €KWl npenapaTy nia mWKipy a6o y mKipy BiACYTHI.

4. Tlepen 3acTOCYBaHHAM Npenapary HeoOXiIHO NMepeBiPHTH YTIAKOBKY T4 €MHICTb, €TUKETKY, 30BHILIHIH
BUTJIA/, TepMiH Jii Bakiuu. Y pasi HASBHOCTI TPIUIMH y CKISHOMY IINpHML, HasBHOCTI misMm, Gpyay,
MOTEPTOCTi HA MOBEPXHi LWINPHULA, HEYITKOI eTHKeTkH, ab0 y pasi NepeBHILeHHs TEPMiHy IPHIATHOCTI
BAKIWHH, HEHAJIC)KHOTO 30BHIIIHBOIO BHIJIALY BaKLMHH, BAKIIMHY BUKOPUCTOBYBATH He MOXKHA.

5. TTix wac BinkpuTTs GIaKOHY 3 BAKLUHHOK Ta I Yac NPOBEIACHHA iH €KLl Hi B AKOMY pasi He MOXHa
o6 aesindikyrouux 3acid KOHTAKTYBAB i3 BAKLIMHOIKO.

6. Bakuuny cnin 306epirati y Miclli HeI0CSKHOMY UL TUTHHH.

7. Micie npoBeieHHs EIUIEHHs TOBHHHO MaTH ajpeHanid abo iHummii ikapeekuii 3acib Ta obnajHaxe
BiAMOBiAHMM 00JagHAHHAM HA BHMNAJAOK BHHHKHEHHS rocTpoi aneprivynoi peakuii. Ilicas nposeaexns
HiersieHHs, 0co6a MOBUHHA 3HAXOAUTHCS Y MiCLI LIeTUIeHH Ni HArASA0M SK MiHiMyM 30 XBUIHH.

8. BakuuHy He MOKHA 3MiLTYBATH 3 {HIIOK BAKLMHOK Y OJHOMY LITIPHIIL.
9. 3amMoposKyBaTH BaKLMHY CYBOpO 3a60poHeHo. Ilicis BiAKPHTTH, BAKIMHY CJ1i/l HEraiiHO BUKOPHCTATH,

10. BakuuHy cl1ij1 3aCTOCOBYBATH 3 00epexkHICcTIO 0cobaM y nepiosl BAHHKHEHHS rOCTPOro 3aXBOPIOBaHH,
3arOCTPEHHs.  XPOHIYHOrO 3aXBOPIOBaHHA, ocobam i3 HAgBHMMH  CEpPHO3HMMH  XPOHIYHHMH
3aXBOPIOBAHHAMH, 0cO0aM i3 aNepriyHol KOHCTHTYLIEIO opraisMy, Ta ocobaMm i3 1HXoMaHKow. ¥ pasi
HeoOXiAHOCTI MOJKHA BiATEpMiHYBAaTH IIETUICHHS BiANOBIHO 10 OLHKH JliKapeM CTaHy Malli€HTa.

11. BakuuHy ciiji 3acTocoByBaTH 3 06epeKHIcTIO ocobaM i3 niaGeToM, a Takoxk ocobaM i3 eKIamncicro,
EMIIeNCiero, 3aXBOPIOBAHHAMH MO3Ky ab0 ocobam, siki Majin B ocobHcTOMY aHamHesi abo aHamHesi ciM’i
NCHXi4YHI 3aXBOPIOBAHHA.

12. V oci6 i3 TpomGoumToneHielo abo i3 reMopariyHol0 XBOpoOOK, NPH BHYTPIIIHBOM S30Bil 1H’ €KL
MOYKe BHHMKHYTH KPOBOTEUa, TOMY TaKiii KaTeropii oci® BakIMHY CJ1i/1 3aCTOCOBYBATH 3 00epexkHICTIO.

13. Jlani mosno GesneyHocTi Ta eeKTHBHOCTI BaKIIWHU [UIs 0CI0 i3 MOIIKODKEHOIO iIMyHHOIO (QYHKILIEI0

oprasi3my (HanpHKiIaz, 3/10sAKicHa nyxiuHa, Heporuunui cunapom, CHIJT) sincyTsi, aus e miet

Kareropii 0ci6 BaKLMHOK HeOOXiAHMH IHAMBILYATLHHA MIAXI. ﬁ‘._pa‘ sl o
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15. Kniniuni nocsiipkeHHs 1100 BIVIMBY iHITHX BaKLMH Ha iIMYHOTEHHICTb BAKLHHH MPH OJTHOYACHOMY
BBeZleHH (710, micas abo OIHOYACHO) He NMPOBOAMIMCH, NpH OJHOYACHOMY BBEJICHI IHUIMX BaKIMH
HEOOXiIHO [POKOHCYILTYBATHCS i3 MPOdibHAM JikapeMm.

16. Ocobam, y skux crioctepiranaca Gyap-ska nobGiuna peakilis Ha HepBOBY CHCTEMY MiC/i BBeJEHHA
BaKLIMHH, 3a00POHSAETLCS IOBTOPHE BBEICHHS BAKLIMHH,

17. Tak 5K i y BUNaaKy 3 iHIMMHA BaKIIMHAMH, HEMOXJIMBO rapaHTyBaTH BHHHKHEHHSA 3aXHCHOI poti
BAKLMHH Y BCIX MIENIeHUX ocib.

[3acrocyBanus npenapary cneniaabrava KaTeropisMu ocio ]

1. XKinku penpoaykTuBHOrO BiKy: aaHi, 3i6pani mOA0 KIHOK, SKi HecnoaiBaHO 3aBariTHIAM Ticas
WCIVIEHHS BAKUMHOK Ml Yac NpOBEAEHH KIiHIYHUX BHNpoGyBaHh € ayxe oOMekeHMMH, Lie
HE/I0CTATHRO JAHMX JUIS TBEP/UKCHHA MPO Te, WO MICTUIEHHS BAKLMHOK MOXKE NPH3BECTH 10 PH3HKY
HECTIPHATIIMBOIO 3aBepIeHHs BAriTHOCTI.

2. JKiHku B niepiofl BariTHOCTI Ta naktawii: Ha nauuii MomenT He 6y10 OTPHMaHO TaHMX O/IO IeTUIeHHS
BariTHHX JKIHOK Ta XIHOK B I€PiOZ AKTALIT 11i] Yac NPOBEEHHS KITiHIYHIX BHIIPOOYBaHb.

3. Ocobwu Bikooi kaTeropii Bia 60-tu pokis: Ha nanuit MomeHT OTPUMaHi J1aHi KJIiHIYHHX BHMIPOGYBaHs,
SIKi NPOBOAMITHMCS HA TepuTopii KuTalo, moso iMyHoreHHOCTi Ta GesmeunocTi wemieH s wiei kareropii
TPOMAJIAH, JOKa3H e(EeKTHBHOCTI 3aXHMCTY Bill IICIUICHHA BAKIMHOIO I 4ac npoeenenss Il eramy
KITiHIYHMX JIOCITIIZKeHb 32 KOPJIOHOM L€ He € TIOBHUMH.

[B3aemozis JikapcsKHX 3ac06iB]

1. Tlpu opHOYacHOMY IeTUTEHHI 3 iHIUMMM BAKIMHAMM: KIiHIYHI JOCTLLKEHHS IIOJI0 BIUVIMBY 1HIIMX
BAKUMH HA IMYHOTEHHICTh BAKUMHH NPH OIHOYACHOMY BBEIEHHi (10, micna abo oaHowacHo) He
TIPOBO/IMJIHCSL.

2. Tlpn onHOYAacCHOMY 3aCTOCYBAHHI i3 iHIIMMM NiKAapCHKMMHM 3acobamur: niKapeeKi 3acobi, ski MaroTh
IMYHOCYTIDECHBHY /110, TaKi AK iMyHOIEIPECAHTH, nikapcbki 3aco06H u1s XimioTepanii, anTuMeTaGoniTu,
JIKiTYIO4i 3aC06H, HUTOTOKCHHH, KOPTHKOCTEPOIH MOXKYTh 3HH3HTH IMYHHY BiANOBiab OpraHismy Ha

BAKLIMHY.

3. Ocobwu, axu mpuiitMaloTs Tepaniio: ocobaMm, sKi BKHUBAIOTH JMKapebKi 3aco6H, B LIAX MOTepekeHHs
B3aEMO/IIT JIIKapChKMX 3acobiB, mepej LIEIUIEHHSM HeOOXiTHO NPOKOHCYJIbTYBaTHCA 13 npodiTbHUM
JiKapeM.

[36epiranus]

3Gepiraty Ta TpascriopryBaTH npu Temmepatypi 2-8 °C Ta 3aXMmaTH Bix MONaJlaHHs COHAYHOTO CBIT/A.
[Tepmin npuaaTrocTi]

TrmyacoBo BeTaHOBIICHMI TepMiH NpUaaTHOCTI 24 Micaui.

[Vnakoska]

Tonepentpo HanoBHEHMH OMHOPA3OBMIl MITIPUIL 3 TOAKOIO y KapTonHiii kopobui Nel abo NelQ aGo
OIHOpa30BHi (iakoH y KapToHHii kopoGui Ne40,




[Cranpapr]
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[Homep noromxenns|

[Baacank 10380y Ha peadizanino]

Hassa: Cunosax Jlaiip Caencis Ko., Jlra. [Sinovac Life Sciences Co., Ltd.]

Anpeca peectpauii: Byniens 1, Ne 21, Bynmuus Tausdy, [pomuciosa Basa Biomeuuumuy JHacin
Haykogoro Ilapky YkyHryausityss, paiion acin, ITexin, Kuraiicbka Hapoana Pecriy6uiika
[Building 1, No. 21, Tianfu St. Daxing Biomedicine Industrial Base of Zhongguancun Science Park,
Daxing District, Beijing, P.R. China]

[Bupobuuk]
Haszsa nianpremcrsa: Cunosax Jlakg Caencis Ko., JIta. [Sinovac Life Sciences Co., Ltd.]

Anpeca papobunnrsa: Ne 21, symmus Tausdy, Tpomnciosa basa biomenuimun Jacin Haykororo [Tapky
YWkyHryaHbiyHb, paiion Jlacin, ITekin, Kuraiiceka Haponna Pecny6nika [No. 21, Tianfu St Daxing
Biomedicine Industrial Base of Zhongguancun Science Park, Daxing District, Beijing, P.R. China]

HomroBmii ingexe: 102601
Tenedon: 86-10-56897188
Pakc: 86-10-56897123
Caiit: www.sinovac.com

E-mail: sinovac(@sinovac.com

[YnoBroBakenuii npencraBnuk i anerpué’orop)

Hasea nixnpuremcrsa: ITpupathe akuionepHe ToapucTBo «Jlekximy
KOpuanuna aapeca: pyx. Illora Pycraseni, 6.23, m.Kuis, 01033, Vkpaina
Tenedon: +380 (44) 246-63-12

@axc: +380 (44) 246-63-07

Caiir: www.lekhim.ua

E-mail; info@lekhim.ua
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KOPOTKA XAPAKTEPUCTHKA JIIKAPCBKOI'O 3ACOBY
Bakuuna ans npodinakruku COVID-19 (BupolieHa 3 BAKOPUCTAHHAM KkaiTuH Vero), iHaKTHBOBaHa

IpenapaT 10MyCKAETbes 0 NPOAAKY 3 A0NATKOBUMH YMOBAMH. ¥ BayKHO NPOUMTAHTE IHCTPYKLIIO Ta
BUKOPHCTOBYHTE Npenapar i/l HarJa10M JliKaps.

[Hasga aikapcbkoro 3acody]

3araLHOBKHBAaHA Ha3Ba: Bakuuna ans npodinakrukn COVID-19 (BupolneHa 3 BAKOPHCTAHHAM
xiituH Vero), iHaKTUBOBaHa

Toprosa nazea: KoponaBak
Ha3ssa anriiiicekoio mosoo: CoronaVac, COVID-19 Vaccine (Vero Cell), Inactivated
[Cxaan]

I[Tpenapar OTpUMaHMii IUIAXOM IIETUIEHHS HUPKOBOI KIITHHH appHKaHCHKOI 3e/eHOl MaBru (rpHBeT)
(Cercopithecus aethiops) (ckopouena Ha3ea (K1iTHHH Vero) KopoHasipycom HOBoOro Tury (mram CZ02),
Ky/IbTHBYBAHHS, OTPHMAHHS BipyCHOI pPiZMHH, iHAKTHBALLiT BipyCy, KOHLIEHTpaLil, O4HIeHHs Ta abcopOuii
3a ZIONOMOTOKO MAPOOKUCY amoMiHik0. ITpenapar He MiCTHTh KOHCEPBAaHTY.

OcuHouuii koMroHeHT: [HakTHBOoBaHUI SARS-CoV-2 aHTUreH
An’rosanT: [1IpOOKHC amOMIHiIO

Jlonomixni komnonenTy: [iapodocdar Hatpito 12-somuuit (Na2HPO4:12H20), rinpodopdar Hatpito
MOHOTIApAT, XJIOPH/ HATPIkO.

[Jlikapcbka dopma]

IIpenapar sipsie coGOIO CYCNEH3ilo MOJIOUHO GLI0ro KoJIbopy, MOXe pO3IapoBYBaTHCS Yepe3 YTBOPEHHA
ocajy, po3iiapyBaHHs JIErko MPUOHPAETHCS LUIIXOM 300BTYBaHHS.

[O6°exkTH meneHHs |
INpenapar Moxe BUKOPHCTOBYBATHCS K NMPOQLIaKTHYHE MIerieHHs 11 ocib Bin 18 pokis.

[IpouenTHe crirRiIHOMEHHs 0¢i0 BikoM Bia 60 pokis, AKi npuitManu yyacts y sunpoOynaimsv dasu 111
3a KOpAIOHOM, TOpPiBHAHO Hu3bKe (5.10%), noka3u edekTHBHOCTI 3aXHCTy 0cib BikoM Bia 60 pokis e He €
nocrathiMi. Hactynmi kminiuni sunpoGysaHHs OyayTs NMPONOBKYBATH AOCTILKEeHHS edeKTHBHOCTI
3axucTy oci6 Bikom Bin 60 pOKiB I NMOAANBLIOr0 OTPHUMAHHA JIOKa3iB eEKTHBHOCTI 3aXHCTy Uiel
kateropii oci6. HasisHi naHi KIiHIYHMX BUIPOGYBaHb CBiNYaTh, LIO MiC/S LIETUIEHHs Mpernaparom ocib
BikoM Bif 60 pokiB yTBOPIOIOTECA HeMTpanizyioui aHTHTLIa meBHOro cryneHs. Ilin wac 3acTocyBaHHs
Tpenapary BiANOBiIHMMHM YCTAHOBAMM 3 MPOGITAKTHKH Ta KOHTPOJIIO 3aXBOPIOBAHE JUIA BAKLIMHALLI, TaKi
YCTaHOBH MOBHHHI BPaXOBYBaTH CTaH 310poB’s oci0 Bikom Bia 60 pOKiB Ta pH3UKM NPOABIB, OLIHIOBATH
HeoOXigHICTh BaKIMHALIT [IUM ITPerapaToM.

[dist Ta npu3HavYeHns |




NaHi aHanisy e He OTPHMAaHi, pe3yJbTaTH LIOAO ebexTusHOCTI Ta Ge3neyHocTi e NoTpedyioTh
NOJAIBLIOrO KIHLEBOIO MiITBEPIMKEHHS.

[XapakTepucTuku]

0.5 ma/mmpuu (pnaxon), o6’em oamiei 103u wis moauHu ctaHoButs 0.5 M, mictute 600SU
inaktueoBaHoro SARS-CoV-2 aHTHreny.

[[opsizok mpoBeaeHHs iMmynizanii 1a 103a]

Jlnst oTpumaHHst 6a30BOTO iMyHiTETY Bij npenapaty HeoGXiaHO 2 103u 3 iHTepBaiom 14 — 28 IHIB, 00’ €M
KOJKHOI /103H JUIsA JIFOJAWHHA CTaHOBHMTH 0.5 M.

PeKOMEH/I0BAHMII LUISX BBEJACHHA - BHYTPILIIHLO M 5I30Ba iH €KLis, ONTHMAIBHE MiCIle BBEIEHH: —
JAenbTonoAibHUi M' 43 TUleda, Tiepel BBeIeHHAM (rakoH HeoOXiIHO CTPYCHYTH 10 OTPHMaHHA
OJHOPIAHOT CyCTIeH3i1.

HeobxinHicTs NifcHIeHHs iIMYHI3allil mpenapary 1lie He BU3HAYeHa.
[[Mo6iuni peakmii]

I1in 4yac mpoBeieHHs HA TEPUTOPii KPaiHM Ta 3a KOPJOHOM KIiHIYHMX BUMpPOOYyBaHb 4-X napamerpis,
3pificHIOBaNIOCH OLiHIOBaHHA Ge3neunocTi npenapaty. Ha teputopii Kurato cepen oci6 Bikom 18-59 pokis
Ta BikoM Bix 60 pokiB mpoBomMnmMcs KiiHiuHi BanpoOysanus I Ta Il dasu, a came pannomisoBaHi
BHNIpoOyBaHHs, NOABIiiHI cnini BunpoBysanHs Ta niane6o — Bunpobysanus. B bpasuii cepel MeauuHuX
1IpALIBHUKIB BiKOM Bifl 18 pokiB MpoBoMIMCS KIiHIYHI paHIOMi30BaHi , MOABIHHI caimi Ta miauedo —
BunpoGysanns dasu 111 mono epexruHocTi 3axuety. Takoxk Ha TepuTopii Kutaio npoBomiies KiiHiuHi
BUNpoGyBaHHs i3 MocTHKOBHM mervieHHaM I1Ib crazii 3 pisnumu 06’ eMaMu BUPOGHHIITBA Ta OO Pi3HUX
kareropi#t rpomanss. Ilporsirom 0-7 aHiB micAs WIENJIEHHS KOXHOIO 103010 IIpenapary NpoBOANIHCS
CrIOCTepeKEeHH S 3a IeruTeHHMH ocoBaMu 010 CHeTeMHOCTi Ta Ge3neunocti. Ha 8-14/28 news sbupanacs
inpopmaris 1010 NOGIYHMX peakiili WIsXOM OTpUMaHHsA iHQopMalii Bl wemeHHX ocif, a TakoK
IUIAXOM PEry/ISPHOro BiBiAyBaHHA Ta ONMTYBAaHHS JOCTITHMKaMM werienux ocib. OnHodacHo
BiJCTiIKOBYBanacs iHdOpMallis 100 cepio3HMX MOOIYHMX peakitiif mporsroM 12-t Micauis micns
IIETIeHHS.

1. 3arameHuii ornaa MOGIUHMX peakuii, AKi BHHHKaNM [POTArOM TNPOBEJCHHA KIHIYHMX
BHIpoOyBaHb rnpenapary

B cepiifHMX KIiHIYHHMX BUNpPOOYBAHHSX Mpenapary, ki MpoBOIMIMCA Ha Teputopii Kuraio Ta 3a
KOPJIOHOM, BCHOro B30 yuacth 14,572 ocobu Bikom Bin 18 pokie, cepen Hux 7,658 ydacHHKiB
punpobysans OynM mervieHi sk MiHiMym oxmielo  aosoro. Llogo Beix ywacHMKiB BHIpoOyBaHbB
MPOBOIMJIOCH CIIOCTEpeXEHHA AK MiHiMyM mporsrom 28 AHIiB micas NOBHOro Kypey imywHisauii,
CMIOCTEPEKEHHSA JOBIOCTPOKOBOT O€3MEUHOCTI 11e MPOBOAATHCA.

Knacudikauis 4acToTH BHHMKHEHHs NOGIYHMX peakiii, pekomenaoBaHa Panoi0 MDKHapOIHMX
opranisauiii meauuaux Hayk (CIOMS): nyxe uacto (210%), yacto (1% - 10%, sxmouaioun 1%), iHKomH
(0.1% - 1%, Bkmouaroun 0.1%), pigso (0.01% - 0.1%, sxmouatoun 0.01%), myxe piaxo (<0.01%).
Bianosiaso no crauaaprie CIOMS, y3aransHioeMo Bci mobiuHi peakiii BiJ npenapary, a came:

(1) IMobiuni peaxnii y micui BBeleHHS
Jlyke yacri: Oiab

YacTi: NpHITyXJIiCTh, CBepOiXK, epuTeMa, CKiepoma.
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InKonu: 36LIbIICHHA TEMITEPATYPH Ti/la B MiCLli BBEACHHS
(2) 3aranbui nobiuni peakuii Ha Bee TinNO
Jly»ke vacTi: ronoBHUH Gilb, BTOMA

Yacri: Goni y M’si3ax, Hy0Ta, fiapes, 6oni y cyrnofax, kawes, 03500, cBepOiXK, 3HHKEHHS aneTUTy,
HEXKHTb, 60711 y FOpIi, rinepemis cM30B0i 060IOHKH HOca, G0 y YepeBHil NOPOKHHHI.

Inkomm: BMOBOTA, MiMEPCEHCHTHBHA PeaKLlisi, NPOSBH HETaTHBHOI peakuii Ha WIKIpi Ta CTM30BMX,
JIMXOMaHKa, TPEMTIHHS, TPHIHBH KPOBI 10 001iyus, HAOPAKH, 3aNaMOPOYEHHS, COHJIHBICTB.

Piaki: cnasmu M’s13iB, HaGpPAKK MOBIK, HOCOBI KPOBOTEYi, 3AYTTs KHBOTA, 3aNOPH, SHWKEHHS HIOXY,
MOYEPBOHIHHA OYEH, NreKTHYHA JINXOMaHKa, I'HKaBKa, rinepemis KOH'FOHKTHBH.

(3) Cryninb BaxKocTi noGiYHAX peaKkuii

T1in uac npoBe/IeHHs CepiiHMX KIIiHiYHMX BUNpPoOyBaHb Npenapaty B OCHOBHOMY CIIOCTEpiranmch
noGiyHi peakuii 1-ro cTyreHs BaXKOCT (JIErKUi CTYMiHB), 4aCTOTA BHHHKHEHHS noGiuHUX peaxilii 3-
ro CTyNeHs Ta BHIlle CTaHOBHTb 1.31%.

CriocTepiranich HACTYNHI peakiii 3-ro Ta BHINE CTyMeHs BakkocTi : 6o B MICLi BBECHHS,
Kallesb, JMXOMaHKa, rojioBHi Gomni, Goni y ropai, Goni y uepeBHill MOPOKHWHI, 3aMaMOPOYCHHS,
COHJIUBICTb.

(4) Cepiio3ni nobiuni peaknii (SAE)
Cranom Ha 03.02.2021 poky 3a BHCHOBKAMM MNOC/IJHMKIB, CEPHO3HMX MOGIYHMX peaKulii,
TIOB’SI3aHMUX i3 BBEICHHAM NpEnapary, BusBiIeHo He OyJio.

2. Indopmanis w010 BAHAKHEHHS NOGIYHAX peakuiii nix Yac nposeleHHs KJIHI9HHEX BHNPOOyBaHb
Ha TepuTopii KuTaio Ta 32 KOpAOHOM

(1) Kainiuni BunpoGysanss, aKi npoBoanaucs ua reputopii Kutaio

V kniniusnx sunpoOysanHax | ta II ¢dasu, a TakoX B KIiHIYHUX BUNPOOYBAHHAX MICTKOBOTO
weruienns I11b erany , ki NpoBoMIMCs Ha TepuTopii Kuraio, Beboro s3sio ysacts 2203 ocobu sikom Bin
18 pokis, cepen HuX 1452 yuachukie BunpoGyBaHb Gy LIETUIEHI SK MiHIMYM OZHI€IO 103050 (1032 Mix
yac npoBesieHHs Kiniuanx BunpoGysans /1 dasw), y Tomy uucni 1067 ocib Bikom 18-59 pokin (73.48%),
385 oci6 BikoM Bz 60 pokis (26.52%). 11{o10 BeixX ydacHHKIB BUNIPOOYBaHb MPOBOANIIOCS CNIOCTEPEKEHHA
gk MiHiMyM mpoTsrom 28 IHiB Micis NOBHOrO Kypey iMyHisallii, CrioCTepexeHHs J0BrOCTPOKOBOL
Ge3neqHOCTi 11e MPOBOAATECH.

[Iporarom 28 mHiB mic/si MOBHOTO Kypey BaKUMHALIl B OCHOBHOMY IPOSAB/IAJACA KOMILIEKCHA
no6iuna peakitiss. YacToTa BUHHKHEHHS He KOMILIEKCHOT nobiuHoi peakuii y aopocaux craHoBuTs 1.50%.
YacToTa BUHMKHEHHS He KOMIUIEKCHOI NOGiYHOT peakitii y mozeit noxunoro Biky craHouts 1.30%. VY 2-
X ocib cepen BikoBoi kareropii 18-59 poki micis BakuMHALIT BUHMKIA NOGIYHA peakilis 3-ro cTyneHs
BaXKOCTI, 4aCTOTA BHHAKHEHHS MOOIYHMX peakiliii 3-ro cTyneHs BaxkocTi ctanosuth 0.14%, npu upomy
BHHMKAIOTH TaKi CHMITTOMHM 5K JIAXOMAHKA Ta IONIOBHHIA Gk,

Jlani moao pe3ynbTaTie BUBYEHHS 6e3M1eYHOCTI MPOTAroM KiiHiuHMX BupoOysanHs | gadi.fas. a
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Ta6auus 1. BUHAKHEHHS NOGIMHAX peakuili B mpoueci KIiHIYHNX punpobysans I Ta II daszu, a
TAKOK B mpomeci KAiHiYHAX BUNPOOYBAHB MICTKOBOIO WICIVICHHS IIIb erany, iKi NPOBOJAH/IHCH HA
teputopii Kurar n (%)

Bikosi rpynu 18-59 pokis >60 pokis
l?ﬂp;:g:{‘ ':.: 0, 14 anie 0,28 anis 0,14 axis 0,28 axis
Cpynu BakunHa ILnauebo Bakunna Tlaauebo Bakuuna Bakunna I Ilnaued
(N=923) (N=84) (N=144) (N=83) (N=260) (N=125) | o(N=73)
ounpobysauii | n (%) n (%) n (%) n (%) n (%) n(%) | n(%)
3arajsHa
o T—— 15%(17.23) 15(17.86) 26(18.06) 14(1687) 155.77) 25020.00) 152055)
KomniekcHa
no6iuna peakuis 152(1647) 15(17.86) 26(18.06) 1X(15.66) 13(5.00) 24(1920) 12(1644)
CucremMua
S5 ke Tieu A 93(10.08) 10(11.90) 16(11.11) 7(843) 8(3.08) 12(9.60) 91233)
Broma 252271) 7(833) 10(6.94) 2(241) 2(0.77) 4320) 1(137)
JInxomanKa 28(3.03) 1(1.19) 42.78) 2A241) 3L15) 4(320) 1(137)
Boai y m’si3ax 14(152) 1(1.19) 2(1.39) 3(361) 0(0.00) 2(1.60) 22.74)
Hiapes 19%2.06) 1(1.19) 2(1.39) 1(120) 41.54) 1(0.80) 1(137)
TonosHi Goai 13(141) 1(1.19) 3(2.08) 0(0.00) 1(038) 0(0.00) 0(0.00)
Kawmens 11(1.19) (0.00) 3(2.08) 00.00) 1(0.38) 1(0.80) 1(1.37)
Hynora 70.76) (0.00) 2(139) 0(0.00) 0(0.00) 1(0.80) 3(4.11)
BiaxuieHHs Bia
HOPMH Y cTaHi
sl e 4(043) 0(0.00) 0(0.00) 0(0.00) 0(0.00) 0(0.00) X0.00)
CJAH30BHX
Binpasa a0 ixi 2(022) (0.00) (X0.00) 0(0.00) 2(0.77) 1(0.80) ((0.00)
BawsoTta 2(022) ((0.00) (0.00) 0(0.00) 0(0.00) 00.00) 0(0.00)
IlNocTpa
ajepriuna (0.00) (X0.00) 1(069) O0.00) 0.00) 1(0.80) (X0.00)
peakiuis
Mt | T8 | 15010.2) %1089 7269 1512000 | 341
Tonoeni Gosi 71(7.69) 7(833) 15(1042) 910.84) 6231) 15(12.00) 3(4.11)
Ceepbix 6(065) ((0.00) 0(0.00) 0(0.00) 1(038) ((0.00) ((0.00)
Mpunyxaicrs 6(065) 0(0.00) 0(0.00) 1(120) (0.00) 1(0.80) ((0.00)
IMoyepBoHiHHA
B e 2022) 00.00) 00.00) 0(0.00) 0(0.00) 0(0.00) 1(137)
3aTBepaiHHs 1(0.11) 0.00) 00.00) 0.00) ((0.00) 0(0.00) (0.00)
He komnuexcHa
noGiuna peaskuis 16(1.73) 0(0.00) ((0.00) 2241 20.77) 3(240) 3685)

(2) Kainiuni BanpobyBanns, siKi NPOBOJAHIHCH 32 KOPAOHOM

V xniniunmux sunpoGysannsx dasu I, sxi npooanucs 3a KOPAOHOM, BCLOIO B3SO y4acTh 12,396
oci6 Bikom Bia 18 poki, cepen Hux 6202 ocoGu GyIiH MEIUIeHi SK MiHIMyM OJHI€I0 103010, CEPel HUX 316
ocib (5.10%) Bikom Bia 60 pokis. 1lloao Beix yuacHHKiB BUNIPOOYBaHb MPOBOJIMIOCH CNIOCTEPEKEHHA AK
MiniMyM TpoTsroM 28 HIiB IicAs TOBHOTO Kypey IMYHi3allii, CIIOCTEpEKEHHSA JIOBrOCTPOKOBOT
6e3me4HOCTI 11e NPOBOAATHCS.

JlaHi OO BHHHKHEHHS KOMILTEKCHHX NMOGIYHUX peakiiil y BikoBii Kateropii Bin 18
LIeTUIeHHS BaKI.lHHOKJ Ha d)azl III KiiHiYHMX BUNpoGyBaHb HaBezeHi y Tabanui 2. HacToTg: xgw He
1 CHMITOMA! u’f:_




[1ig yac npoBeACHHS KJIIHIYHAX BUNPOOYBaHb Mperapary B OCHOBHOMY criocrepiranucs nodiuni
peakuii 1-ro Ta 2-ro cTyneHs BaXKKOCTI, 4aCTOTa BHHUKHEHHS noGiYHMX peaxiliii 3-T0 CTYNEHs BaKKOCTI
cranosuna 1.58%. Cepell He KOMILIEKCHUX MOGIYHMX peaKuiii y NOPIBHAHHI i3 KOMILIEKCHUMH noGiYHHMH
peaxLisiMi I0aKCA NoGiuui peakilii 3-ro cTyneHs BaKKOCTI, AKi BK/IIOYA/IM HACTYNHI cummromi: Gori y
ropii (0.03%), Goni y uepesHiii nopoxuui (0.03%), 3anmamMopoUeHHs (0.02%), connugicts (0.02%).

Ta6anus 2. Indopmanis npo BHHHKHEHHS KOMILIEKCHOI nNo0iunoi peaknii Ha BAKIHHY NiX yac
nposeaenns dazu I kiiniuanx Bunpobysans y bpazuiii n (%)

Tioamn BoGbmol Baxuuna (N=6202) n (%) IrameSo (N=6194) n (%)
peaxkmii
Koapsexcis moGiums 4536(73.14) 3714(59.96)
peakuis
3-if cTymiHb 66(1.06) 69(1.11)
Micuepa noGiuna peaxkuis 3815(61.51) 2143(34.6)
3-ii cTymiEb 4(0.06) 1(0.02)
Boni 3742(60.34) 2014(32.52)
3-ii cTymiHb 4(0.06) 1(0.02)
HpunyxaicTs 359(5.79) 130(2.1)
3-#i cTyniHb 0(0.00) 0(0.00)
Caepbix 263(4.24) 181(2.92)
3-ii cTYNiHE 0(0.00) 0(0.00)
Epitema 241(3.89) 89(1.44)
3-ii cTymiHb 0(0.00) 0(0.00)
Cranepoma 235(3.79) 67(1.08)
3-it cTyniHb 0(0.00) 0(0.00)
Cucremna nobima 2999(48.36) 2947(47.58)
peaxuist
3-it cTyniHb 64(1.03) 69(1.11)
TI'os1oBHMIE Ginb 2128(34.31) 2157(34.82)
3-it cTymiHb 34(0.55) 46(0.74)
Broma 989(15.95) 922(14.89)
3-ii cTyniHb 12(0.19) 13(0.21)
Boai y m’siza (mianbris) 727(11.72) 648(10.46)
3-ii cTymiHb 5(0.08) 10(0.16)
Hynora 490(7.9) 522(8.43)
3-if cTyTiHb 6(0.10) 6(0.10)
Jliapesi 492(7.93) 501(8.09)
3-it cTymiHb 8(0.13) 7(0.11)
Bouni y eyrinobax 353(5.69) 321(5.18)
3-# cTyminb 8(0.13) 3(0.05)
Kameasn 343(5.53) 322(5.2)
3-it cTyniHb 0(0.00) 0(0.00)
03100 309(4.98) 313(5.05)
3-if cTyniHb 1(0.02) 1(0.02)
Ceep0ix 263(4.24) 225(3.63)
3-if cTymisb 1(0.02) 0(0.00)
3HIKEHHS ANeTHTY 217(3.5) 243(3.92) if/‘g;‘.:é L;ﬂj'f .,
3-ii cTymiAe 0(0.00) 0(0.00) * 3
Buopota 61(0.98) 61088/ I
3-if cTymiHb 3(0.05)
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Haona yotmusl Bakuuua (N=6202) n (%) Iaane6o (N=6194) n (%)
peaxuil

IinepceHcHTHBHA peaKuis 58(0.94) 58(0.94)
3-if cTyniHb 2(0.03) 2(0.03)
g o 49079) 420068
3-if cTynine 1(0.02) 0(0.00)
JInxomaHka 9(0.15) 4(0.06)

3-if cTyniHb 0(0.00) 0(0.00)

[[Iporunoxkazanns|

1. TIpotumnokasaso ocodam, y AKX Moxke OyTn anepriuqa peakilis Ha aKTHBHI KOMIIOHEHTH Mpernapary, Ha
Gymb-Ki HEAaKTHBHi KOMIIOHEHTH TIperapaty, Ha peYOBHHM, AK 3aCTOCOBYIOTBCA Y TEXHOJOT{1
BHpOGHHIITBA, a60 % 0cobam, y AKHX paHille BUHMKATA a/lepriyHa peakilis Ha Lieii npenapar, abo nonicHwMi
npernapar.

2. TporunokaszaHo ocobaMm, § SKMX paHille BHHHKana cepHO3Ha afepriuia peaxilifa 11a BaKLMHH
(HATPMKNA, FOCTPA aliepriuHa peakilisi, HelporeHH!H HaOpAK CyJMH, BAXKICTh TMXaHHA).

3. [porunokazaHo ocobaMm i3 CepHO3HMMHU 3aXBOPIOBAHHAMH HEPBOBOI CHCTEMH (HANpPHKIA/, MOMepeyHHH
mientiT, curapom iena-Bappe, femieninizaiis (MOMKOKEHHS Mi€TIHOBOTO apy).

4. TIpotunokasaHo ocobam i3 cepiio3HUMH HEKOHTPOTLOBAHHMH XPOHIYHHMH 3aXBOPIOBAHHAMH.
5. ITpoTHNOKa3aHO JKIHKaM Y Nepiojl BariTHOCTI Ta NakTauii.
[3acTepexenns |

1. Ha iaHuii MOMEHT 11e He OTPAMaHI AaHi LIOJ0 TPHBAJIOCTI 3aXHCTY Bijl 3aCTOCYBaHHs Npenapary, micas
[eTIeHHs BAKLMHOIO 11ie 36epiraeThes HeOOXiIHICTb y 3aCTOCYBaHHI 3aXOJIiB 3aXHCTY B 3a/IeKHOCTI Bil
enigeMiuHoT cuTyauil Ta HeoOXiAHOCTI 3aX0/iB NPOPLIAKTHKH Ta KOHTPOIIO.

2. Ha 1anuii MOMEHT JaHi moz10 eeKTHBHOCTI 3aXHCTy KaTeropii oci6 BikoM Bia 60 pokiB € 0OMeKeHHMH.
Iix "yac 3acTOCYBaHHs MPENAapary BiNOBIIHMMH YCTAHOBAMH 3 PODITAKTHKH Ta KOHTPOILIO 3aXBOPIOBaHb
1A BaKUMHALLT, TAK] YCTAHOBM TOBMHHI BPAXOBYBATH CTaH 3/10poB’s 0Ci0 BikoM Bzt 60 POKIiB Ta pH3MKH
TpOSABiB, OLIHIOBATH HEOOXIIHICT BAKIMHALLT UMM NPeNapaToMm.

3. CyBopo 3a60pOHeHO POGMTH BHYTPIlIHBOBEHHI iH’eKuil npemapaty, AaHi MOAO Oe3neqHocTi Ta
edpeKTMBHOCTI iH’ €KL Npenapary mia wkipy a6o y WKipy BiACyTHi.

4. Tlepen 3acTOCYBaHHAM Mpenapary HeoOXiZHO NePeBiPUTH YNIAKOBKY Ta EMHICTh, €THKETKY, 30BHILIHIH
BHIUIA, TEPMiH il BakuuHu. Y pasi HAABHOCTI TPIMH Y CKASHOMY WIMPHL, HAABHOCTI MIAM, Gpyny,
TOTEPTOCTI HA MOBEPXHi LIMPHLA, HEYITKOI eTHKETKH, ab0 Yy pasi NMepeBHILeHHs TepPMiHy NPHAATHOCTI
BAKIIMHH, HEHATIEKHOTO 30BHIIIHBOIO BHIVIALY BAaKIIMHH, BAKLUHHY BUKOPHCTOBYBATH HE MOKHA.

5. Tlix uac BiAKpHUTTS (hIAKOHY 3 BAKUMHOIO Ta MiJ 4ac MPOBEeHHs iH’eKUii Hi B AKOMY pasi He MOKHA
mo6 aesindikyrounx 3aci6 KOHTAKTYBAB i3 BAKLIMHOK.

6. Bakuuny ciiz 30epiraTi y MicCLli HEAOCSKHOMY [ THTHHH. P

7. Miclie NpoBeACHHA WETUIEHHs TOBMHHO MaTH ajpeHaniH abo iHmmii TikapehKuii é!ap{lﬁ T
BiAMOBIHMM OGNAJHAHHSAM HA BHNAAOK BHHHKHEHHA TOCTPOI ajeprivnoi peaxuii. "-éHl,tJlH I
menenHs, ocoba NOBHHHA 3HAXOAHTHCA Y Micll IenyIeHHs T HArISN0M SK M1H1M}/M‘3
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8. Bakuuuy He MOXKHA 3MilITyBaTH 3 IHIIOK BAKIIMHOIO Y OZIHOMY IITIPULLL
9. 3aMOpOXyBaTH BaKLIMHY CYBOPO 3200POHEHO. [Ticns BIAKPUTTSA, BAKLIMHY CJ1iJl HEraHHO BHKOPHCTATH.

10. BakumHy C1i1 3aCTOCOBYBATH 3 00EPEkKHICTIO 0C00aM Y 1epiol BAHHKHEHHS rOCTPOro 3aXBOpIoBaHis,
3arOCTPEHHS  XPOHIYHOTO —3aXBOPIOBaHHA, oOcolam i3 HAa’sBHUMH CEpHO3HUMH  XPOHIUHHMH
3aXBOPIOBAHHAMH, 0cO6aM i3 aIePrivHOI0 KOHCTHTYLIEKD OPraHisMy, Ta ocobaMm i3 TMXOMaHKoK. Y pasi
HeOGXIHOCTI MOYKHA BIATEpPMiHYBaTH ILIETUIEHHS BiAMOBIIHO N0 OLIHKH JiKapeM CTaHy naLieHTa.

11. BakimHy cj1il 3aCTOCOBYBaTH 3 00€PeKHICTIO ocobam i3 giaGeToM, a Takoxk ocobam i3 eKIaMIIcielo,
enienciclo, 3aXBOPIOBAHHAMM MO3KY a60 0co6aMm, sKi Mai B OCOOHCTOMY anamuesi abo aHamHe3i ciM’1
TICHXI4HI 3aXBOPIOBAHHA.

12. V oci6 i3 TpomGoumToneHieio abo i3 reMoparidHol XBopoboio, MpH BHYTPIIIHbOM S30BiH 1H €KL
MOJKe BUHMKHYTH KpOBOTeYa, TOMY TaKiii Kareropii ocib BakLMHY CJTiJT 3aCTOCOBYBATH 3 00EPEIKHICTIO.

13. Jlani mozo GesnmeyrocTi Ta eeKTHBHOCTI BAKLMHH JUIs 0CI0 i3 NOUIKOKEHOIO IMYHHOIO (hyHKIli€IO
oprai3My (HanpHKnaz, 310SKicHa My X/iuHa, Hedporwummii cunapom, CHIJD) BIZICYTHI, LIS LUeTJICHHS i€l
KaTeropii 0ci6 BAKIMHOK HeOOXiIHHIA HIMBITyaTbHAH MiAXI.

14. 11106 He BIUIMHYTH HEraTHBHO Ha e)eKTHBHICTE iMyHi3allii, LenIeHHs ocobam, AKi po6aATH iHKeKLIT
MOZCHKOro iMyHOr100yJ1iHy, HEOOXiHO POOUTH AK MiHIMYM He MEHIIE HiK Yepes MiCSLLb.

15. KniniyHi QOCHiKEHHS MO0 BIUIMBY IHIIMX BAaKLMH HA iMyHOTEHHICTh BaKUHHH NPH OJHOYACHOMY
BBefieHHI (10, micis a60 OIHOYACHO) HE MPOBOIWIMCA., NPH OJHOYACHOMY BBEJICHI IHIIMX BaKUMH
HEOOXITHO MPOKOHCY/ILTYBATHCA 13 TPOQLIBHUM TiKapeMm.

16. Ocobam, y sKMX crioctepiranacs Gyab-fka noGiyHa peakilis Ha HEpBOBY CHCTEMY micas BBEJACHHS
BAaKILIMHHU, 3a00pOHSETHCS OBTOPHE BBEACHHS BAKLIMHH.

17. Tak sk i y BMNaAKy 3 iHIUMMH BaKIIHHAMH, HEMOAUIMBO rapaHTyBaTH BHHMKHCHHA 3aXMCHOI pomi
BaKIMHH Y BCIX LIETUIeHHX 0¢ib.

[3acTocyBaHHS Mpenapary cneniajbHHMH KaTeropisimu ocid]

1. JKiHkM pPenpoLyKTHBHOrO BiKy: AaHi, 3i0paHi mWOZO *KIHOK, fAKi HECTOAIBAHO 3aBAriTHLIM nicas
IeIUIeHHs BAKIMHOK [Mil Yac NpOBEJEHHA KIHIYHAX BHMpPoOyBaHb € Jyke OOMEKEHHMH, Iue
HEJIOCTATHBO JAHMX JUIf TBEPKEHHA MPO Te, MO IEIUICHHA BAKLMHOK MOXKE IPU3BECTH 0 PHU3HKY
HECTIPHATIIMBOrO 3aBepIIeHHs BariTHOCTI.

2. XKiuku B nepion BaritHocTi Ta akTauii: Ha nanuit MOMEHT He Oy/10 OTPMMAHO JaHKX LIOJO WETUICHHA
BariTHMX JKIiHOK Ta JKIHOK B NIEPiOJl TAKTALLT Mi/] Y4ac MPOBE/IeHHA KIiHIYHMX BHUIIPOOYBaHb.

3. Ocobu BikoBoi Kareropii Bia 60-ti pokis: Ha aaHuit MOMEHT OTpHMaHi J1aHi KIiHIYHHX BUNPOOYBaH®,
sKi NPOBOTMIHMCA Ha TepuTopii KHTalo, 100 iMyHOreHHOCTi Ta Ge3MeuHOCTi menieHHs i€l kateropii
rpoManAH, N10kasH e(eKTHBHOCTI 3aXMCTY BiJl IIEIUIEHHS BAKLUMHOIO M Yac NPOBEACHHA Il eramy
KITIHIYHHX JOCHiIKEeHb 38 KOPJOHOM LI€ HE € MOBHUMH.

[B3aemopnist TikapcbKHX 3ac00iB]

1. Tlpu onHOYAacHOMY INEIUICHHI 3 iHIIMMH BAKUMHAMU: KIiHIYHI JOCHIKEHHS f

BAKIMH HA iMyHOTEHHICTh BaKLMHM NPH OJHOYACHOMY BBEAeHHI (10, mcﬁ?" 6o Q,,;mqgicuo} He
N %
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2. TIpu 0IHOYACHOMY 3aCTOCYBAHHI i3 IHLIIMMH niKapchKMMHU 3acobaMm: JTiKapebKi 3acobl, AKI MalOTh
iMyHOCYTIpECHBHY Jlil0, TakKi K iMyHO/ENPECAHTH, nikapehki 3acobu uis Ximiorepanii, anTumeTaboniTy,
anKiayioui 3aC00M, LMTOTOKCHHH, KOPTHKOCTEPOIAH MOXKYTb 3HH3UTH iMyHHY BiZNOBiIb Oprasismy Ha
BaKLIHHY.

3. Ocobu, siKi npuitMaloTh Tepaniio: ocobaM, fKi BKHBAIOTH nikapehbKi 3acobu, B HiIAX NOMEPeHKECHHA
B3aemMofiii JiKapchKHX 3aco0iB, Mepej LICIUICHHAM HEOOXIIHO MPOKOHCY/ILTYBATHCA i3 npodinbHUM
JiKapeM.

[Kainiuni Bunpobysanus|
1. PeayabTarn Bunpobysans eGeKTHBHOCTI TA CHIN 3aXHCTY

Jlns nposeaeHHs kmo4opoi ¢asu Il kmiHiyHMX BUMPOOYBaHb 3aCTOCOBYBANACA CXEMA MPOBEACHHI
paHIOMi30BaHMX, NOABIMHAX ciinuX Ta niaauebo — BUNPOOYBaHb y AeKLTbKOX LieHTpax. BunpobysaHHs
nposouucs B Bpaswiii cepesl MeTHUHHX NpaLliBHAKIB BikoBOi Kareropii Bin 18 pokis Ta B Typeuunni
cepesl 3710pOBMX Moei BikoBoi Kateropii 18-59 poxkis. BunpoOyBaHHs NPOBOIMIMCA IS OLIHIOBAHHA
eeKTHBHOCTI Ta CHIIH 3aXMCTy OCI0 i3 IpymnH pH3HUKY (MeMuHi MpauiBHUKH, AKi MPAIIOIOTE i3 XBOPHMH
sa COVID-19) Ta 3BuuaiiHuX oci6. OcHoBHe NpHIymenns (rinoresa) nocipkeHns: yepes 14 quiB micas
[eIUIeHHS 2-Ma 03aMH BaKIWHM BKA3aHMX Kateropiii rpomasH no 0.14 newnii npoueaypi iMyHizarlii,
HIKHS MEka iHTepBaTy J0BipH nopiHsHo i3 95% edexTunicTio 3axuery (VE) y nane6o-rpyny, 6inbie
30%. OcHOBHHMil METOA aHani3y e)eKTHBHOCTI 3aXMCTy BakUMHH B bpaswiii OasyeaBcsa Ha 4acToTi
3aXBOPIOBaHb JIIOJIMHHK 32 PiK i mizpaxyHKy koediuienta saxuery. V TypeuunHi aHami3 epeKTHBHOCTI
3aXMCTy BAKIMHY Ga3yBaBcs Ha PO3PaXyHKY KOE(illiEHTy 3aXHCTY BUXOAAH i3 yaCTOTH 3aXBOPIOBaHb. Bei
ehexTHBHI KiHLEBi BUMAIKH XBOPOGH mpoxomH Batifaniio B Komicii KiH1IeBOT IHCTaHILIT.

(1) I dpasa kainiuanx Bunpodysans B bpasuil

[lioBoto Kateropieio oci6 ans nposeaeHns (asu I11 kAiHiYHUX BUTPOOYBaHb B Bpazunii 6ynu meaudHi
NpauiBHKUKH, SKi NPALIOIOTh i3 XBOPHMH Ha COVID-19. ¥V sunpoGysansi B3suio yuats 12,396 ocib, 6yi10
oTpuMaHo 253 epeKTHBHI BUNAJIKH HA NEPio] MOHITOPHHTY. EdeKTHBHICTb 3aXHCTy s NPOQiNaKTHKA
gix COVID-19, skuii BHKIMKA€ThCA KOpPOHA BipycOM HOBOro THiy uepes 14 AHiB Ticns 2-71030BOI
pakumHaii no 0.14 eHHilt npoLeaypi: epeKTHBHICTE BaKIMHALLT cepel BUNAIKiB HOBOT KOpOHa BipycHOT
iH(exuii cTOCOBHO rocniTanisauii, NOABK BaKKHMX CHMIITOMIB T4 cmepri cranoeuts 100.00% (95% CI:
56.37 -100.00), edeKTHBHICTH BaKLMHALIT Cepel BHNAAKIB HOBOI KOPOHA BIPYCHOT indekiii cTOCOBHO
HAABHHX BUAMMEX CHMIITOMIB T2 HeOOXiHOCTI 3BepHEHHS 10 ikaps craHoBuTh 83.70% (95% CI: 57.99
-93.67), edeKTHBHICTD BAKIMHALII Cepe/l BUMAAKIB HOBOI KOPOHA BipyCHOT iHQEKLi CTOCOBHO HagBHHX
He3HAYHMX CHMITOMIB T2 BiICYTHOCTI HeoGXinHOCTi 3BepHeHHs 110 ikaps craHoBuTh 50.65% (95% CI:
35.66 -62.15). Cepeniii nepion Bi3WTiB Ta OrJIALY MIEMVIEHHX OCIO CTAHOBHUTH 70.3 + 25.6 nHIB, cepeHii
yac Bi3UTiB CTAHOBHTH 73.0 AHIB.

Ta6auus 3. Epexrupnicts 3axucry Bix COVID-19 uepes nicas 14 auis 2-1030801 imynizanii mix
sac nposenenns I ¢pasn kainiunnx Bunpobysans B bpasu.iii (PPS)

I'pymu Baxuuna (N=4933) IMnaue6o (N=4870) VE (%)

Kinbkicts Kinbkicts Yacrota Kinekicrs KinbkicTh YacroTa (95% CI)

3aXBOPIBIIMX | BHSBJICHHX | 3aXBOPIOBAHL | 3aXBODIBIIMX | BHABICHHX | 3XBOPHOBAHb

TMOIMHO-PIK | THOAMHO-PIK JHOJMHO-PIK | JIHOJAMHO-PIK
(%) (%)
Bunankn 85 754.6 11.03 168 736.5 22.34 5% 11 pht 2065,
3aXBOPIOBAHHA H2 1386, %,
1a COVID-19 £/
Pieens 5 755.6 0.66 30 737.9 07/
WHO-3 Ta |
Bue* /00 £l IR
g o Y A R
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PiBeHb 0 755.6 0.00 10 7382 135 100.00

(56.37,
WHO-4 Ta 100.00)
BUILIEH

* Pigenr WHO-3 Ta BHIne: Bunaaxu 3axsoprosanus va COVID-19, ski noTpe0y1oTh 3BepHEHHS 10 JiKaps;

#Pisenr WHO-4 Ta puie: Bunanky saxsopiopanns #a COVID-19, siki norpeyiorh rocritanisaiii, 3 HARBHIM BaKKHMH
CHMITTOM@MH XBOPOOH Ta 3 BUNAJKAMH CMEPTI, Y TOMY 4YHCIIi BHTIAJIKA XBOPOOM i3 BAKKIMYU CHMITTOMAMH 5, BUIIAIKH 3i CMEpTIO
1.

VE: EdekTHBHICTE 3aXHCTY.
(2) 11 ¢pasa kainivanx Bunpodysans B Typeuunni

LlinboBoto Kareropiero oci6 mna nposeaerns I erany kiiniysux BHUnpoOyBaHb B Typeuuuni Gyau
Me/IYHi NpalliBHHKK 3 BUCOKMM cTyneHeM pusnky (K-1) Ta npocti Karteropii rpoMajasH 3 HOPMaJIbHHM
crynenem pusuky (K-2). Cranom Ha 23.12.2020 poky y rpyni K-1 B3sno yuars 918 oci6, y rpyni K-2 B3sijio
yuaTh 6453 ocobu, Bcboro 7371 ocoba. V Tomy umcni 132 ocobu oTpumanm [Bi 03H UIEIUIEHHS Ta
3HAXOAWIMCA HA €Tani CIOCTEPeKeHHs MpOTArom 14-TH JHIB Tic/s BBEAEHHS 2-i 103M BaKLMHH. Jai,
OTPHMaHi B pe3yJIbTaTi aHanisy 29 BMNaaKiB CBiY4aTh, MO ehEKTHBHICTb 3aXHCTY V1A npodiIakTHKH Bi
COVID-19, skHii BUKIMKAECTCS KOPOHA BipycOM HOBOrO THITy 4epes 14 auis nics 2-71030801 BaKLIMHALT
no 0.14 nenniit npoueypi cranoBuTs 91.25% (95% CI: 71.25 -97.34), pesy.srath HaBeneHi B TaGmui 4.

Ta6anus 4. Edexrusnicrs 3axucry six COVID-19 uepes 14 anis micas 2-a03080i imysizanii mix
uac nposeaenns 111 ¢pasu kainiunnx sunpodysans B Typeuunui

['pyma Ta Bakiuuna (N=752) ITnaunebo (N=570) VE (%) (95% CI)
nokaszuuku | KiIbKiCTs Yacrora KinekicTs Yacrora
3aXBOPIBIIMX | 3aXBOPIOBAHOCTI | 3aXBOPIBIIMX 3aXBOPIOBAHOCTI
(%) (%)
COVID-19 3 0.40 26 4.56 91.25% (95%
€ 7125 -
97.34)

2 . ImyHoresHnicTh

KiHIleBa TOYKA iMyHOT€HHOCT BAKLMHK BKIIIOYAE HAEKC KOHBEPCi HEHTpani3ylounx aHTHTLI B cHpOBaTLi
KpOBi Ta cepeaHiii reomerpuymii TuTp (GMT). Busnauenns kousepcii: THTp HeNTpaizyroulX aHTUTLI 10
iMynizanii <1:8, TMTp HeATpani3ylo4MX aHTHTIN micas imyHisauii > 1:8. AGo, THTp HeHTpaTi3yIouHX
aHTHTIN nieper iMyHisauieo > 1:8, 36LbIIEHHS THTPY HEHTPaNi3yrOUMX aHTHTIN TTic/Is IMyHi3alii'y 4 pasu
ta Ginbme. JUis BH3HAYEHHA HEHTPANi3ylOUMX AHTHTUI 3aCTOCOBYEThCA BMNPOOYBaHHS MIKpPO
HelTpaizamii i3 Ky/TETHBYBAHHSM KJIITHH (METO CTPHMYBaHHS NATOJNOT YHKX 3MiH Y KIiTHHAX).

Tabanus 5. Ingexe kousepeii neiirpanizyrounx antutin ra GMT (95% CI) npu pisanx
npouexypax imynizauii y Bixosoi kareropii six 18 pokis (PPS)

JlocnimkyBaHi Eranu 14 nuiB nicss 28 auiB micns
BIKOBI rpynH JOCIIKEHHS IMoka3Huku LIeruieHHs 2-ma IETUIeHHs 2-Ma
(npoueaypu J103aMH A03aMH
iMyHi3arii)
Il etan N 109 (92.37) 118
(0.14 nnis) (86.01, 96.45) P nn0s
OcoGwu 3 nosutueHOO | 27.6 (22.7,33.5) uf\@ar(ss 16, .}
peakuieto (Ingexc IS 97,58) ,\3;3 VEX
18- 59 pokie KoHBepcii %) ' -




b/

GMT 23.8 (20.5, 27.7)
11 eran N 117
(0.28 nuiB) Ocobu 3 MO3UTHBHOIO 114 (97.44)
peakuieio (Innekc (92,69, 99.47)
koHBepeii %)
GMT 44,1 (37.2,52.2)
Il eran N 98
Bin 60 poki (0.28 anis) Oco0H 3 NO3UTHBHOIO 96 (97.96)
peakuieto (IHaeke (92.82,99.75)
KoHBepcii %)
GMT 42.2 (35.2, 50.6)

3.Ilepexpecna HeliTpasizanis

Ha 6asi cuposatku kpoBi 80 oci6 BikoBoi kateropii 26-45 pokis Bianosiano 1o 0.14 nenHoi npoueaypH
iMyHi3alii, 1o Ta micas iMyHi3auii, NpoBOAKIIACS NEPeXpecHa nepesipka HefTpanizauii moao 12-TH mramis
KOpOHa BipyCy HOBOTO THITy, L0 LIMPKYOBATH Ha TepUTOpii KuTa Ta 33 KOPAOHOM (CZ02, WZL, WGF,
ZJY, SSH, JWL, ZYF, HAC, HIL, ZXZ, QHF Ta NOOR) . [IpoBoanauncs Tectu MiKpOHeHTpatisalii 3
KyJIbTHBYBAHHAM KJIITHH (METO/ CTPMMYBAHHS NATONOT YHUX 3MiH Y KIITHHAX) Ta IPOBOMIACS nepeBipka
HEWTPATTi3yIoYuX aHTHTIN B CHpoBaiui kposi. Pesynbrati cBigvare, WO AHTUTUIA, AKI BUHHKIH TICIA
[eTIeHHs BAKIMHOK MAFOTh 3iOHICT TIepeXpecHoi 1efTpalizamii pisHHX WTaMiB KOPOHa Bipycy 0BOTO
TNy (BKmoyaioun MyTosanuii wram D614G). Inaekc Konsepeii CTaHOBHT 80.00% - 100.00%, GMT y
Mmexax 15.4 —46.7.

[36epiranns]

3GepiraTh Ta TpaHCTIOPTYBATH NpH Temnepatypi 2-8 °C Ta 3aXHIIATH Bl NIONA/IaHHA COHAYHOIO CBiTJIA.
[Tepmin npuaaTHOCTI]

THM4acOBO BCTAHOBJICHWH TEPMiH MpuaaTHOCTI 24 MicALli.

[VnakoBka)

[TonepeHbO HANOBHEHMH OJHOPA3OBHM LINPHIL 3 TOJIKOK Y KapTOHHIH kopobui Nel a6o Nel(Q abo
oiHOpa30BMil hrIakoH y KapToHHiH kopodui Ned0.

[Crannapr]

YBS00152021

[Homep moromxenns|

[BaacHuk 103BoJTy HA peanizanio)]

Hasga: Cunosak Jlaiid Caenciz Ko., JIta. [Sinovac Life Sciences Co., Ltd.]

Axpeca peectpauii: Byaisna 1, Ne 21, synuus Taupdy, [Ipomucnosa basa biomennumnn [lacin
Hayxosoro ITapky Wkyuryansityss, paion Jlaciu, ITekin, Kuraiicska Hapoaua PecryGiika
[Building 1, No. 21, Tianfu St, Daxing Biomedicine Industrial Base of Zhongguancun Science Park,
Daxing District, Beijing, P.R. China]
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Hazga niznpuemcrsa: Cunosak Jlaiid Caenciz Ko., JIta. [Sinovac Life Sciences Co., Ltd.]

Axpeca apobaunrsa: Ne 21, Bymua Tanbdy, [1pomuciosa Basa biomemumnn Jlacin Hayxororo Ilapky
YskyHryaHbiyHb, paion [laciu, ITekin, Kuraiickka Haponna PecnyGnika [No. 21, Tianfu St, Daxing
Biomedicine Industrial Base of Zhongguancun Science Park, Daxing District, Beijing, P.R. China]

TMowroenii inaexc: 102601

Tenedon: 86-10-56897188

®axc: 86-10-56897123

CaiiT: www.sinovac.com

E-mail: sinovac@sinovac.com

[VnosroBaxenuii npeacTaBHUK i 1HcTPHG’10TOP]

Hassa nignpaemcrsa: [Ipusathe akiioHepHe TOBapHCTBO «JIEKXiM»
FOpnanuna aapeca: By lllora Pycraseni, 6.23, M.KuiB, 01033, Ykpaina
Tenedon: +380 (44) 246-63-12

daxc: +380 (44) 246-63-07

Caiit: www.lekhim.ua

E-mail: info@lekhim.ua
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SUMMARY OF PRODUCT CHARACTERISTICS
(INFORMATION FOR HEALTHCARE PROFESSIONALS)

1. NAME OF THE MEDICINAL PRODUCT

Trade Name: CoronaVac

Generic name: COVID-19 vaccine (Vero Cell), Inactivated
Strength: 600SU/0.5mL/dose

Pharmaceutical form: Injection
2. QUALITATIVE AND QUANTITATIVE COMPOSITION

2.1 General

Name of the active sbustance: Inactivated SARS-CoV-2 virus (CZ02 strain)

2.2 Qualitative and quantitative composition
One mililiter of injection contains
Active substance: Inactivated SARS-CoV-2 virus, 6pug (1200SU)

Excipients: Aluminum hydroxide (Aluminum: 0.45mg); disodium hydrogen
phosphate, sodium dihydrogen phosphate (Phosphate: 0.005mmol), sodium chloride
(9mg)

3. PHARMACEUTICAL FORM

This vaccine is an opalescent aqueous suspension which can stratified due to
precipitation and can be dispersed by shaking. No clumps shall be found on shaking.
The dosage is 0.5mL/dose containing 600SU in-house unit (equals to 3pg) of
Inactivated SARS-CoV-2 virus.

4. CLINICAL PARTICULARS

4.1 Indications for use

1/12

CoronaVac is indicated for active immunization against diseases causid' }f\@ﬁ%ﬁ
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Based on the efficacy results for two months from overseas phase IlI clinical trial, a
conditional marketing authorization (CMA) for CoronaVac has been issued. The final
efficacy data are not yet available; hence, the efficacy and safety results need to be
further confirmed.

4.2 Dosage and method of administration

Two doses should be administered for primary immunization. The second dose is
preferably given 14-28 days after the first dose. Single dose of 0.5 mL.

Dosage: Each vial (syringe) contains 0.5 mL. Single dose of 0.5 mL contains 600SU
of inactivated SARS-CoV-2 virus as antigen.

Method of administration: Intramuscular injection in the deltoid region of the upper
arm, shale well before use.

4.3 Contraindications

1. People with a history of allergic reaction to any component (active or inactive
ingredients, or any material used in process) of the vaccine or similar vaccines;

2. Previous severe allergic reactions to the vaccine (eg, acute anaphylaxis,
angioedema, dyspnea, etc.)

3. People with severe neurological conditions (eg, transverse myelitis, Guillain-Barré
syndrome, demyelinating diseases, etc.)

4. Patients with uncontrolled severe chronic diseases.

5. Pregnant and lactating women.

4.4 Special instructions and precautions for use

1. Due to the insufficient data of protection persistence, necessary protective measures
should be taken in line with the COVID-19 epidemic.

2. Due to the insufficient data of efficacy in people aged 60 and above, when use
CoronaVac among people aged 60 and above by relevant institutions, the health status
and exposure risk of people aged 60 and above shall be considered.

3. This vaccine is strictly prohibited for intravenous injection. There is no safety and
efficacy data of subcutaneous or intradermal injection.

4. Before use, check whether the packaging container, label, appearance and validity
period meet the requirements or not, do not use if there are cracks in the glass needle
tube, spots, stains and scratches on the outer surface of the glass needle tube, label is
not clear or more than the expiration date and abnormal appearance.

5. Avoid expose CoronaVac to the disinfectant during use.
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7. Appropriate medical treatments, such as Adrenaline, should be readily available for
immediate use in case of rate severe anaphylactic reaction following vaccination.
Individuals shall be observed for at least 30 minutes on site after injection.

8. Do not mix with other vaccines in the same syringe.
9. Do not freeze. It shall be administered immediately after open.

10. Patients with acute diseases, acute exacerbation of chronic diseases, severe
chronic diseases, allergies and fever should be used with caution; if necessary, delay
vaccination after doctor's evaluation.

11. Patients with diabetes and convulsions, epilepsy, encephalopathy or mental illness
history or family history should be used with caution.

12, Patients with thrombocytopenia or hemorrhagic diseases, intramuscular injection
of this product may cause bleeding, so it should be used with caution.

13. The safety and efficacy data of this product on people with impaired immune
function (such as malignant tumor, nephrotic syndrome, AIDS patients) have not been
obtained, and the vaccination of this product should be based on individual
considerations.

14. The injection of human immunoglobulin should be given at least one month
interval to avoid affecting the immune effect.

15. No clinical study has been carried out on the evaluation of immune response with
other vaccines on the immunogenicity at the same time (before, after or at the same
time). Professionals should be consulted when concomitant use.

16. Do not use if there is any adverse reaction of nervous system after inoculation.
17. Like other vaccines, the protective effect may not reach 100% for all recipients.
[Special population medication]

1. Women of childbearing age: the data collected of women with unexpected
pregnancy after vaccination from clinical trials are very limited, which is not enough
to decide the risk of adverse pregnancy outcomes after vaccination.

2. Pregnant or lactating women: the clinical data of pregnant and lactating women are
not available at present.

3. People aged 60 and above: the immunogenicity and safety data from conducted
clinical trials have been obtained, while the efficacy data from phase III clinical trial
overseas is insufficient.

4.5 Interactions with other medicines

1. Concomitant use with other vaccines: no clinical study has been carried out on the
evaluation of immune response with other vaccines on the immunogenicity at the
same time (before, after or at the same time).

2. Concomitant use with other drugs: immunosuppr
immunosuppressive drugs, chemotherapy drugs, antinfcl
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agents, cytotoxic drugs, corticosteroid drugs, etc., may reduce the immune response to
this product,

3. Patients undergoing treatment: for patients undergoing treatment, please consult the
professional doctors before use CoronaVac to avoid possible drug interactions.

4.6 Fertility, pregnancy and breastfeeding

No clinical trial data is available on the use of this product in pregnant and lactating
women. Therefore, currently, pregnant and lactating women are contraindicate to this
vaccine.

4.7 Effect on the ability to drive and operate the mechanisms

No clinical trial data is available on the effect of this vaccine on the ability to drive
and operate the mechanisms.

4.8 Adverse reaction

The safety of CoronaVac was evaluated in 4 clinical trials conducted domestic and
overseas, including randomized, double-blind, placebo-controlled phase I/II clinical
trials in people aged 18-59 years and in elderly aged 60 years and above, a phase III
clinical efficacy trial in Brazilian health professionals aged 18 years and above, and a
phase 1IIb bridging trial in different production scales and different populations.
Systematic safety follow-up observation was carried out within 7 days after each dose
vaccination, and adverse events were collected by voluntary report of subjects and
regular follow-up of investigators on 8-14/28 days, long-term of serious adverse
events within 12 months after the full vaccination is still ongoing.

4.8.1 General description of adverse reactions in clinical trials of this product

A total of 14,572 subjects aged 18 and above were enrolled in a series of clinical trials
conducted domestic and overseas, of which 7,658 subjects received at least one dose.
All subjects have completed at least 28 days of follow-up after full immunization, and
long-term safety visits are ongoing.

According to the grading standard of adverse reaction incidence from Council for
International Organizations of Medical Sciences (CIOMS), i.e. very common (>10%),
common (1%-10%, 1% was inclusive), uncommon (0.1%-1%, 0.1% was inclusive),

rare (20.01% and < 0.1%) and very rare (< 0.01%), all adverse reactions were
summarized and described as follows.

1) Adverse reactions at inoculation site
Very common: pain

Common: swelling, pruritus, erythema, induration -

Uncommon: burn at injection site

2) Systemic adverse reaction

: e | -
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Very common: Headache, fatigue

Common: myalgia, nausea, diarrhea, arthralgia, cough, chills, pruritus, loss of
appetite, rhinorrhea, sore throat, nasal congestion, abdominal pain

Uncommon: vomit, hypersensitivity, abnormal skin and mucosa, fever, tremor,
flushing, edema, dizziness, drowsiness

Rare: muscle spasms, eyelid edema, nose bleed/epistaxis, abdominal distension,
constipation, hyposmia, ocular congestion, hot flashes,

3) Severity of adverse reactions

The severity of adverse reactions observed in these clinical trials is mainly Grade 1
(mild), the incidence rate of adverse reactions for Grade 3 and the above was 1.31%.

Grade 3 and above adverse reactions includes pain at injection site, cough, fever,
headache, sore throat, abdominal pain, dizziness and drowsiness.

4) Serious adverse event (SAE)
No serious adverse event related to vaccination was identified up to February 3, 2021.

4.8.2 General description of adverse reactions domestic and overseas in clinical
trials of this product

1) Clinical trials domestic

A total of 2,203 subjects aged 18 and above were enrolled in domestic phase /Il and
phase 11Ib bridging clinical trials, of which 1,452 subjects received at least one dose
(medium dosage in phase I/II) including 1,067 subjects aged 18-59 (73.48%) and 385
subjects aged 60 and above (26.52%). All subjects have completed at least 28 days of
follow-up after full immunization, and long-term safety visits are ongoing.

The main adverse reactions were solicitation reactions within 28 days after full
immunization. The incidence of non-solicited adverse reactions in adult was 1.50%.
The incidence of non-solicited adverse reactions in the aged was 1.30%. Grade 3
adverse reactions occurred in 2 subjects aged 18-59 years. The incidence of Grade 3
adverse reactions was (.14%. The symptoms were fever and headache.

The safety data of the study population for phase I/II and phase IIIb bridging clinical
trials are shown in Table 1.

Table 1 Occurrence of Adverse Reactions in Phase I/II and Phase I1Ib Bridging
Clinical Trials n (%)

~ AgeGro g 859 - R : 75 260 v
Y a “i..' " tl ."!I-'l_-"_-. sk ent i .,- & o o S W i 2l - s
The The The The
: Placebo % Placebo : : Placebo
Vaccine = Vaccine s Vaccine Vaccine e
Greup (N=923) (']:‘(‘,i‘;) N=taq) | (O N=260) | (N=125) i
n (%) n (%) . n (%) n@w | "4 _
0":':3':;.‘:::“‘ 15(1723) | 1501786) 26(1806) 14(1687) 15577) 252000) lﬁ Ha ® o "
s \\ﬁ(};\%
Solicited ol )
adveirse 1SA1647) | 150786) | 261806) | 13(1566) 13600) 24(1920) }&b i‘i}@)g W 1“1\?:\‘0:»'1%
reactions $ \.-:ﬁ‘___‘ \ = u
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AgeGroup | o il 1859 . 5.2 260 .
Administration | oo oo 0,14 da 0,28 da
i e e R ol e
Th The e e
Vacc'iane Pla:;l;o Vaccine l;:i;';‘; Vaccine Vaccine I(’::;g';
Group (N=923) ‘N(,f )} (N=144) s ~N=260) | =128 | (o
n (%) b n (%) n (%) n (%)
Systemic
adverse 93(1008) 10(11.90) 16(11.11) 7(843) 8(3.08) 12(9.60) (1233)
reaction
Fatigue 25(271) 7(833) 10(64) 2(241) 2077 4320 1(137)
Fever 28(3.03) 1(1.19) 4(2.78) 2(241) 3(1.15) 4320) 1(137)
Myalgia 14(1.52) 1(1.19) 2(139) 3(361) ((0.00) 21.60) 2A2.74)
Diarrhea 192.06) 1(1.19) 2(139) 1(120) 4154 1(0.80) 1(137)
Headache 13(141) 1(1.19) 32.08) 0(0.00) 1(0.38) 0(0.00) 00.00)
Cough 11(1.19) 0(0.00) 3(2.08) 0(0.00) 1(038) 1(0.80) 1(137)
Nausea 7(0.76) 0(0.00) 2139) 00.00) (0.00) 1(0.80) 34.11)
Abnormal skin
and mucous 4(043) 0(0.00) 0(0.00) 0(0.00) 0(0.00) 0(0.00) 0(0.00)
membrane
Anorexia 2022) 0(0.00) 000 0(0.00) 20.77) 1(0.80) ((0.00)
Vomit 2022) 0(0.00) 0{0.00) 0(0.00) 00.00) 0(0.00) 0(0.00)
Acute allergic
reaction el 1(069) 00.00) 0000) 1080) | 0000)
Local adverse
T TH834) 7833) 15(1042) X1034) 72.69) 1N12.00) a1
Pain 71(7.69) 7(833) 15(1042) 910.84) &231) 15(12.00) 34.11)
Pruritus 6(0.65) 0.00) 0.00) 00.00) 1(038) 0(0.00) 0(0.00)
Swelling 6(065) 00.00) 0(0.00) 1(120) 0.00) 1(0.80) 0(0.00)
Flush 2022) 0(0.00) 0(0.00) 0(0.00) 0(0.00) 0(0.00) 1(137)
Scleroma 100.11) 0(0.00) 0(0.00) 0(0.00) 0(0.00) 0(0.00) 0(0.00)
Non-solicited
adverse 16(1.73) 00.00) (0.00) 2(241) 2077 3(240) §6.85)
reactions

2) Clinical trials overseas

A total of 12,396 subjects aged 18 and above were enrolled in phase phase III
clinical trials overseas, of which 6,202 subjects received at least one dose including
316 subjects aged 60 and above (5.10%). All subjects have completed at least 28 days
of follow-up after full immunization, and long-term safety visits are ongoing.

Solicited adverse reactions occurred in subjects aged 18 and above during phase III
clinical trials are shown in Table 2. The incidence of non-solicited adverse reactions
of the product was 36.83%. The main symptoms were runny nose (7.01%), sore throat
(6.93%), nasal congestion (2.74%), abdominal pain (1.34%), dizziness (0.66%), etc.

The adverse reactions of the product were mainly Grade 1 and Grade 2, the incidence
of adverse reactions of Grade 3 was 1.58%. Among the non-solicited adverse
reactions, the added symptoms of Grade 3 compared with solicited symptoms were

sore throat (0.03%), abdominal pain (0.03%). dizziness (0.02%) and drowsiness s

(0.02%). #

Brazil n (%)

%




Name of adverse | 1 v ccine (N=6202) n (%) | Placebo (N=6194) n (%)
reactions ; FrAnetss
Solicited adverse 4536(73.14) 3714(59.96)
reactions
Grade 3 66(1.06) 69(1.11)
Local adverse reactions 3815(61.51) 2143(34.6)
Grade 3 4(0.06) 1(0.02)
Pain 3742(60.34) 2014(32.52)
Grade 3 4(0.06) 1(0.02)
Swelling 359(5.79) 130(2.1)
Grade 3 0(0.00) 0(0.00)
Pruritus 263(4.24) 181(2.92)
Grade 3 0(0.00) 0(0.00)
Erythema 241(3.89) © 89(1.44)
Grade 3 0(0.00) 0(0.00)
Scleroma 235(3.79) 67(1.08)
Grade 3 0(0.00) 0(0.00)
Systemic adverse reaction 2999(48.36) 2947(47.58)
Grade 3 64(1.03) 69(1.11)
Headache 2128(34.31) 2157(34.82)
Grade 3 34(0.55) 46(0.74)
Fatigue 989(15.95) 922(14.89)
Grade 3 12(0.19) 13(0.21)
Myalgia 727(11.72) 648(10.46)
Grade 3 5(0.08) 10(0.16)
Nausea 490(7.9) 522(8.43)
Grade 3 6(0.10) 6(0.10)
Diarrhea 492(7.93) 501(8.09)
Grade 3 8(0.13) 7(0.11)
Arthralgia 353(5.69) 321(5.18)
Grade 3 8(0.13) 3(0.05)
Cough 343(5.53) 322(5.2)
Grade 3 0(0.00) 0(0.00)
Rigor 309(4.98) 313(5.05)
Grade 3 1(0.02) 1(0.02)
Pruritus 263(4.24) 225(3.63)
Grade 3 1(0.02) 0(0.00)
Anorexia 217(3.5) 243(3.92)
Grade 3 0(0.00) 0(0.00)
Vomit 61(0.98) 61(0.98)
Grade 3 3(0.05) 3(0.05)
Hypersensitivity 58(0.94) 58(0.94)
Grade 3 2(0.03) 2(0.03)
oL
Grade 3 1(0.02) 0(0.00)
Fever 9(0.15) 4(0.06)
Grade 3 0(0.00)
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4.9 OQverdose

In Phase I/1I clinical trails of adults and elderly, we evaluated the safety of high
dosage vaccine (1200SU/dose/0.5mL), among 286 adjuts and 245 elderly people how
received this vaccine, no significant difference in the overall adverse reactions had
been observed, most of the adverse reactions were mild and moderate, indicating that
the safety of high dosage vaccine is favorable.

5. PHARMACOLOGICAL PROPERTIES

5.1. Pharmacodynamic properties

5.1.1. Test results of protection effectiveness

A multicenter, randomized, double-blind, placebo-controlled design was adopted in
the critical phase I1I clinical trial, which was carried out among medical workers aged
18 and above in Brazil and healthy people aged 18-59 in Turkey. It is used to evaluate
the protective effect of this product in high-risk groups (medical staff receiving
patients with COVID-19) and general population. The main research hypotheses are:
in the above population, the lower limit of 95% confidence interval of the protective
effect (VE) is greater than 30% compared with the placebo group after 14 days of
‘noculation with two doses of this product according to the 0 and 14 day procedure.
The main analysis method of vaccine protection effectiveness in Brazil is based on
person-year incidence, and the protective effectiveness of vaccine in Turkey is based
on incidence rate. All valid end points were confirmed by the End Point
Determination Committee.

1) Phase III clinical trial in Brazil

The target population of phase III clinical trial in Brazil was medical staff who
received patients with COVID-19. A total of 12,396 subjects were enrolled in the
trial, and 253 effective cases were obtained during the monitoring period. Protective
efficacy after inoculation 2 doses of this product according to 0,14 days program to
prevent the diseases caused by SARS-CoV-2 virus: The protective effect on
hospitalized, severe and dead cases was 100.00% (95% CIL: 56.37-100.00), The
protective effect for the new infected cases with obvious symptoms and requiring
medical treatment was 83.70% (95% CI: 57.99-93.67) The protective effect for the
new infected cases with minor symptoms without any need for medical treatment was
50.65% (95% CI: 35.66-62.1 5) The average follow-up time for the subjects receiving
the product was 70.3 £ 25.6 days, and the median follow-up duration was 73.0 days.

Table 3 Protective Efficacy against COVID-19 14 Days Later Inoculation 2 Doses
in Phase I1I Clinical Trial in Brazil
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The Vaccine (N=4953) Placebo (N=4870) VE(%)
A Person-

Group [T T oy | Pt | Vb | psomyer [TLEGSC | €506

oaticuts of exposure (%) Satients of exposure (%) C[)

50.65

COVID-19| g5 | 7546 | 1103 | 168 | 7365 | 2234 | (556,

cases 62.15)
WHO

Grade 3 737.9 4.07 g';g

i 5 755.6 0.66 30 j : (57.99,

above* )
WHO

Grade 4 0 738.2 35 1503 :??0

e 0 755.6 0.00 10 ; (56.37,

sl 100.00)

*WHO Grade 3 and above: COVID-19 cases requiring medical treatment

4YWHO Grade 4 and above: COVID-19 cases requiring hospitalization, severe illness
or death, including 5 severe cases and 1 death case.

VE: protective efficacy
2) Phase I1I clinical trial in Turkey

The target population of phase I1I clinical trial in Turkey was high-risk medical staff
(K-1) and normal risk general population (K-2). As of December 23, 2020, a total of
7.371 subjects were enrolled including 918 subjects in K-1 group and 6,453 subjects
in K-2 group, among which 1,322 subjects completed two doses immunization and
entered the observation period of 14 days after the second dose. Based on the analysis
for 29 cases, protective efficacy after inoculation 2 doses of this product according to
0,14 days program is 91.25% (95% CI: 71 25-97.34). See more details in Table 4.

Table 4 Protective Efficacy against COVID-19 14 Days Later after 2 Doses
Inoculation in Phase ITI Clinical Trial in Turkey

- __The Vaccine (N=752) Placebo (N=570) VE (%)
Group Index | Number of Incidence | Number of | Incidence (95.} (?I)) :
> patients rate (%) patients | rate (%) S
91.25
COVID-19 3 0.40 26 4.56 (71.25.97.34)

5.1.2. Immunogenicity

The immunogenicity evaluation endpoints of the product include the seroconversion
rates and geometric mean titer (GMT) of serum neutralizing antibody. Seroconversion
was defined by a titer of less than 1:8 before any injections with a titer of 1:8 or more
after any injections, or by an increase in the neutralizing antibody titer by a factor of
four or more. Neutralizing antibody was determined by cell culture micro
neutralization test (cytopathic inhibition method).

Table 5 The Seroconversion Rate and GMT of Neutralizing Antibody in

Different Immunization Procedures of People Aged 18 and above (95%CI)(PPS)

o AnallBhast s ; ; 14 Days after
Group | (Administration Index T yD
Schedule) S ria
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AKX

- | Trial Phase B : e
Group '(Ads'tgi_ﬁistt'liﬁon Index 1;3::;;::: e Dayls;:gr L0
‘Schedule) 3 ' £
Adult (0, 14 days) Number of
positive 109(92.37)(86.01, | 111(94.07)(88.16,
(Seroconversion 96.45) 97.58)
Rate %)
GMT 27.6(22.7,33.5) 23.8(20.5, 27.7)
N - 117
Number of
Phase 1l positive 114(97.44)(92.69,
(0, 28 days) (Seroconversion i 99.47)
Rate %)
GMT - 44.1(37.2, 52.2)
N - 98
peo(:dle Number of
. d"60 Phase 1 positive ] 96(97.96)(92.82,
& (0, 28 days) (Seroconversion 99.75)
and Rate %
above 2 %%)
GMT - 42.2(35.2, 50.6)

5.1.3. Cross neutralization

Based on the serum of 80 subjects aged 26-45 years before and after 0,14 days
immunization program, cross neutralization tests were carried out for 12
SARS-CoV-2 strains (CZ02, WZL, WGF, ZJY, SSH, JWL, ZYF, HAC, HIL, ZXZ,
QHF and NOOR). Neutralizing antibody was determined by cell culture micro
neutralization test (cytopathic inhibition method). It showed in the results that the
antibody produced after immunication of the product could cross neutralize different
SARS-CoV-2 strains (including D614G mutant) with seroconversion rate of
80.00%-100.00% and GMT of 15.4-46.7.

5.2 Pharmacokinetic properties

Not applicable.

5.3. Preclinical Safety Data

In preclinical data obtained from standard studies of pharmacological safety, single
dose, repeated doses toxicity, local irritation and active systemic anaphylaxis and
reproductive toxicity, particular harm to humans was not identified.

6 PHARMACEUTICAL PARTICULARS

6.1. The list of excipients. oy, 8

Excipients: Aluminum hydroxide, disodium hydrogen phosphate, sodium dih
phosphate, sodium chloride. There is no preservative in this product
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6.2. Incompatibility

This vaccine shall not be mixed with the other vaccines in the same syringe.

6.3 Shelf-life

The shelf life of the vaccine is tentatively scheduled as 24 months.

6.4 Special precautions for storage

Store and transport between +2°C and +8°C, protected from light.

6.5 The nature and content of the primary packaging
Single dose vial or single dose pre-filled syringe. 40 vials/box or 10 syringes/box.

6.6 Special precautions for the disposal.

Not applicable.

6.7. Legal category
Not applicable.

7. MARKETING AUTHORIZATION HOLDER

7.1. Marketing authorization holder representative

Name of the company: Sinovac Life Sciences Co., Ltd

Address: No. 21, Tianfu Street, Daxing Biomedicine Industrial Base of
Zhongguancun Science Park, Daxing District, Beijing, P.R.China

Phone: 86-10-56897188
Fax: 86-10-56897123

Email: sinovac@sinovac.com

8. MARKETING AUTHORIZATION NUMBER

Not available.

9. DATE OF INITIAL REGISTRATION
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Date of initial registration:

Date of last confirmation of registration (renewal):

10. TEXT REVISION DATE

General characteristics of the drug are available on the official website
http://www.sinovac.com
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(2) HRRBI LHERAHIHBMNENLRER, EAURN. ENPEHFEHR
#7ERIADE/VEDRBY (K7ECOVID-19{EBRAFETIRG) « RBMAHAER . WERRGKR
DA H A4S BISEAR B34 (AESD) . Hft™EARREMH (SAE) LAKATEERY™ E BT
WARB R (SUSAR) E&4MER. BWELTE SR, SARTENZLMER
ey, REEHEAN. SFEEEHE.

4. EhiEREER TR

(1) FEBREH ETERAREET L, aENARNZLERA. CaXENIEE
REE S HRH S AR RS, HRRRTFHIHZRAKREETR.

(2) $FAREHTHZEARNRT LHMAREMESHRE, W ZARER
e AR E R, MR EHERRER, UEETEEHRERR, AR
BRI,

=, EMEER

L. Wbk i

(1) 4kaFF R REMAARMMAXTR, LA AHFEMERE, FALMANK
¥ BAEGIE/ REDTRIEE E kA,

@) WEEEREIRR TN ARFRHRIAERE, L0 ST R
MERRRFBEATIR. B\ Poirvetiyn A0
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(3) iSRG RME =AW AE P f 2 S e — Bt ISR T RS R .

(4) B ) KvEF A BT RO B, #&Wﬁﬁmiﬁilthﬁﬁﬁ%m%ﬁ%?
(5) BERHFF B LA T aRTF 55 OBMh4k R R S IR R R 2 At (ICPs) ‘&
QO#HFBFABRESEHERNBHRABOTHEYE (MARELY. RERHEET) BT gﬁ
B A BERh B oY v
2. HEBEHE \

B RS SRS ET BRI AERF HHXMEHEREHA, iﬂgﬁzﬁ%f‘a—}ﬁﬁ
3. BiEHAM

(1) FRPRBERL AR E R RAME RS R .
(2) ETEF AT RRE.

1) SEse R E LA REH, XEEIEASER. FaRENKERRMEmE.
2) BB ERREERRMN. AREE= TR Es, RERRAPEERSERE.

(3) HgkeEERA R AR
1) BUUTREAARKRMENXBERKABEMREARAISELHEATAR: X
TR B F A EN FLGET RSO, FIESE 5 R R AT SR B .

2) BT RIS EHPLCAIRE M Ml AR R/ 5T .
3) iHhBIh BT — S R ERA A, HRELHUEERRHES B ol T,

(4) BEEHT EFP A RGN REENOMEEE. BHETR.

(5) W gELEFT RXT AR HI P A T B /R E 715 DR 8 REH IR ¥R F 80,
M ERELFLEFA. AFRE. EWERFRSTREWERNAEAR: K%
e A ER R OR A B R B R E R R R EL T, RAERMEETFE
EHERE PP RERRE M,

(6) iHgkEETT R 2 KRBT R.
=. Hi=R
1. AR R R E AR AR B M e . EHIHIER RIS L5 & LUED
RiEKREBSERE .

2. DARKREREEDTEE, SERT SBRREN —FxE:

(1) BAEGRKBRIEASH+F, R4 AZELRTRBOREIZ A 2097, EZETE
PRI 25301, HRMTERAMTER.

(2) HRREARKRRE “HHEeEURE (BUBEMT BRPEA” M “XEH
G5 AR EARE ™ ERENT SRGIEKRFP R i mol e L s .

(3) BAEKWKRBZLEERS, 1203122 REMRE 151KAGLM4; 12031852 REH
E2B AR Z R ETRE; 1223172 RNF WA R4AZ L, WIRAZH. =01% kA
FARIMEGSAE, InAKKZR R thEEEDCRLG H T LiR4R A R R R HEE, EREER
BRI,

WOEAEKARZEELERS, FEAXRTLEEAMHEERAGH¥BEXHRRE,
R R ZCOVID- 190K, ATRENKBEABRHIA X, BIER LGRS TP
SRR AR NG 5% .

(5) HREEGIEKRE2FFET-HY4A AR

SNl 2 Peursiac A0
Tt 7 i
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BoRE
BHEM: 25 St

AR B KTERE (Vero 401D HEAH
A AR LT, EFARIR RSB HEEIR S TER

(ETRER Y
WA FEEREBERERE (Vero )
Fifm4Z#R: FLRKHE (CoronaVac)
FILALFR: COVID-19 Vaccine (Vero Cell), Inactivated
PiEPHE: Xinxing Guanzhuang Bingdu Miehuoyimiao (Vero Xibao)
(§5%:9 |
Z i R HT R AR BT (CZo2 k) Berh AR SRR 4t (FEFK Vero ZHAMD,
g, WIUREEM. KiSWE. RE. AR ERHIR. &HATH
&
FERS: RIEOFRERFEE (CZ02 #).
A BEILEBELER.
#WE: BRE_—HTKEY. BR-EH—KEY. T,
(§:279 |
AABEREBHE, TEVNETNLSE HEH.
[EMNR]
EWERT 18 XU E AR R BB EF
A @ EESMIRAIE AR 60 & K P _EABERT &5 BB (5.10%), 60 5 K&
PAE ABRIBONER AT FRIERRRAGRETT R 60 & K& UL EABHR
FRAFR, E—PRBZAFHRFHAEE. CHEAREKIREEET, 60
B B UL b NBEERD A B A 7 A — R R R A R R4 o 0 T Bl 4 ) A R LA S
ERAR, |BEE 60 ﬁﬁuw' RAMBR R, (PR AR LR,
CEEPY "




7 53E F T & B R % 8 (SARS-CoV-2) B R Fr B (COVID-19)- |
s S 505 I R (R B0/ R F M9 SRR G M -t B0 =
BRI RAMTEGE, FRUAR ISR NS RETIE. —
()
0.5 myZ UGE), 8 1 A FFEH 0.5ml, & KiEH B mRmEEFETUR 600SU.
(BB AR
A REREZE N 2 TR, (M 14~28 X; X AHFEN 0.5ml.
R MRS R ANNES, BERCN IESAN, EHIHES.
MR A R R TEAT ISR S
(R R &AL
FEHN SR 4 SURARRIE IR T AR IR A, 450N 18~59
R 60 R E AR RN, NE. REAEG VIRKERY: &
I 18 B RO EES AR E M. E. RRAR R IR R
HRB, UARAE SN FF R MR A SRR AR D Ml s . &
FITEERE IS 0~7 FHEAT RGME R A MBIVIEE, 8-14128 REMERHE LB
SHILE NI A RN R A, FMEAEENE 12 A RER

FEEARBH.
LA R PRI A B R R AR 1 O A i

A BEHANSMHETIEHRRBILNA 14572 £ 18 B RUEZRE, K
7,658 BRREELEM 1 HAR. FEZRENERRLBRLEEED 28 K
BV, KHIRAMEVGMAERITE.

HEFELRSEABZAL (CIOMS) #EEFARRUMRERNE: +57
ER (10%), BN (1%~10%, & 1%), BR (01%~1%, & 0.1%), FL

(0.01%~0.1%, & 001%), +4FER (<0.01%). %M CIOMS #5, LEZF
MATEARREL, #ATINTHA:
(1) BRMALA R KM

+4E W K
SN
BR: BRSARH ‘T‘Eﬁg / AT %A,
(2) 2B RBRR 13 et 24

B L_ O m*” 2l Lbl Y A%

/ ~ 2 7 ; -;:__;.’%OPMTIHMQFVT‘
sl SriH0




TaER: KM BZ
B . Bl B, WA, UK. TR, R, RETEE. TR
MRS, BFoin. REE
BR.: Wik, AERA. RRSESE. RA. BE. @, K. kE.
wE i
2. WL, BREKRR. B, K. ERA. WMRIR. HEFEM. BIR.
Wil &5RRFE M
(3) FPRERM™EERE
AR RFIGEHRRR PRI NN R ERREL 1% B FE, 3HK
RUEARRRMKIREREN1.31%-.
3 G R UL R R RS AR . B ol . BUE. 3k
2. .
(4) "ERAREH (SAE)
BE 2014283 H, HRERBSTNENESENALE XHGTERR
HiE.
2.4 53 A SIS R R A B R BERAE DL
(1) BEARARER

s U1 AR ITIb SRR AR RSN 18 5 R UL B3R 2203 4, 1452

LSREESER 1 AAR CIHGRRRFAR), Hb 18~59 3 1067 A
(73.48%); 60 % BUAL 385 A (2652%). Fii ZREWERREBRERFED
28 RAIBEYT, KHIREMBEV MERITH.

AR AEEMNE 28 RAF 8RS EREMERRN R E; RAIFERER RRA
RAEEN 1.50%, ZENFERERRRMREENA 1.30%. 18~59 H AHH 2 4
SREEREARFRET 3 BARRE, 3 BRRRBREENR 0.14%, HERT 5
AR BFNLIE -

/T s Bk B R D1Tb S I BRAR DO B SUN B e & M MO v LR 1o

# 1 A V1§ AR R R A Eﬁ&ﬁﬂaﬂ‘m n (%)

FRaE | 18-59 _ 260 % ]
RERF 0,14 X 028 X | Bl 0, 028K .
f A5 -3 il A& ﬁﬁi’ﬁ] iR = ™ ;’ JF:E: FEET T
HWHA (N=923)  (N=84) (N=144) (N.:ma*~ «, (N=260) ntN”-,t’.?.SJ (N=73)
n% | om% | w% | m%gs/ ,{;g-f\*__,l_r n(%)
= ,.33 3 2\ 0% | 2N
2 At ""'.\.’:-*\’I ?
Aot A4 5T et s
(_f__/,__._.-—-——— .-.‘r gq"m“gr ‘f':k PWFBH;&:{T&
SrHO




Vs

. 1859 2605
agRr 0,14 R "_ 028 % 0,14 % 0,28 R
L KA ZBH x& | =EA K& A A L
Sasra | (N=923) (N=84) | (N=144)  (N=83) (N=260) (N=125) (N=T3) .
| ni{%) % | mn% | 0% n(%) n(%) n( %) ¢
BARRRR | 159017.23) | 1517.86) | 26(1806) | 14(1687) | 15(E.77) | 25(2000) | 15(2055)
SRR B 152(16.47) | 15(17.86) @ 26(18.06) | 13(15.66) 13(5.00) 24(1920) | 12(16.44)
ESFRRE 93(1008) | 10(1190) | 16(11.11) | 7(8.43) 8(3.08) 120.60) | 9(12.33)
zh 25(2.71) 7(833) | 10(6.94) 2(2.41) 2(0.77) 4(3.20) 1(1.37)
box) 28(3.03) 1(1.19) | 4(2.78) 2(2.41) 3(1.15) 4(3.20) 1(1.37)
ISE ] 14(1.52) 1(1.19) 2(1.39) 3(3.61) 0(0.00) 2(1.60) 2(2.74)
s 19(2.06) 1(119) | 2(139) (120) | 4(154) 1(0.80) 1137
e8] 13(1.41) 1(1.19) 3(2.08) 0(0.00) ‘l 1(0.38) 0(0.00) 0(0.00)
Bk 11(1.19) 0(0.00) | 3(2.08) 00.00) | 1(038) 1(0.80) 1(137)
Tl 7(0.76) 0000) | 2139 0000) |  0(0.00) 1080) | 311
BRRAS S 4(0.43) 0(0.00) | 0(000) | 0000) | 0(0.00) 0000) = 0000) |
R# 2(0.22) 0(0.00) 0(0.00) 0(0.00) 20.77) 1080) | 0(0.00)
it 20.22) 000.00) | 0(0.00) | 0©00) | 0(0.00) 0000) | 0(0.00)
BELRRN 0(0.00) 0(0.00) 1(0.69) 0(0.00) 0(0.00) 10.80)  0(0.00)
AR REE 77(8.34) 1 7(8.33) 15(10.42) 1 5(10.84) = 7(269) 15(12.00) 3{4.11)
3] 717.69) | 7(833) | 15(10.42) | 9(10.84) 1 6(231) 15(12.00) | 3(411) |
A 6(0.65) | 0(0.00) 0000) | 0(0.00) | 1(038) | 0(0.00) | 0(0.00) |
(il 3 6(0.65) 0(0.00) 0000) | 1(120) | ©0(000) | 1(080) | 0(0.00)
ag 2022) 0(0.00) 0000) | 0000 | 0000) | 00Q00) | 1(137)
i mes 1(0.11) | 0(0.00) 0(0.00) | 0(0.00) |  0(0.00) L 0(0.00)  0(0.00)
CHEREFRRE | 1607) | 0000) | 0000 i 24 | A7) | 3@40) 5689 |

(2) BESbmR

AR RIS E AL 18 % R A L 2R 12,396 4, 6202 L RAEER
B 1FIAR, K, 60 FRELE316 A (5.10%). FFEZRAEYCTEHERS
BIRED 28 RIIBEYS, KRS MRED WAEHRTH.

I ERIAR 18 5 B UL A BE a4 @ A0SR VEAS B R L R A 1 L VF L3R 2.
ARETEERBRMRERNFAN 36.83%, HREBNFH (7.01%). "HHEH

(6.93%). BFM (2.74% )~ M (1.34%). (% (0.66%)-
ARFERBRNEERESLL 1 G 2 HAE, BEEEHN I ENARK

#: WA (0.03%). M (0.03%). k8 (0.02%). '
A
%2 EFEIRISHRRBERET RRNRE

7
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| FREEAH | RB(ON=6200) (%) R (N=6194) n(%)
 ERHFRRE 4536(73.14) | 3714(59.96) _
[ 3G 66(1.06) 1 69(1.11) |
| RBFRRN | 3815(61.51) | 2143(34.6) :
' 3% " 4(0.06) " 1(0.02)
e 3742(60.34) | 20146252
34 4(0.06) ‘ 1(0.02)
i3 359(5.79) i 130(2.1)
3% 0(0.00) ' 0(0.00) ]
RIE T 26329 181(2.92)
3% 0(0.00) 0(0.00)
upE 241(3.89) 89(1.44) -
3% 0(0.00) 0(0.00)
s 24 235(3.79) 67(1.08) |
34 0(0.00) 0(0.00)
LHFREN 2999(48.36) 2947(47.58) i
3% 64(1.03) 69(1.11) ‘;
L5 2128(3431) 2057(3482)
3% 34(0.55) 46(0.74)
" 989(15.95) 922(14.89)
3% 12(0.19) 13(0.21)
L 727(11.72) 648(10.46) J
3% 5(0.08) 10(0.16) =
| B 490(7.9) s2843) |
[ 3%k = 6(0.10) 6(0.10) |
' B5 492(793) 01809
3% | 8(0.13) 7(0.11) :
P . 353(5.69) 321(5.18)
3% 8(0.13) 3(0.05) B
B 343(5.53) 22652
L 3% 00000) 0000)
R 309(4.98) 313(5.05)
3% 1(0.02) 1002
2§23 263(4.24) 225(3.63)
3 4% 100.02) 0000)
REKRE 217(3.5) 243(3.92)
34 0(0.00) 0(0.00) B
W 61(0.98) 61(0.98)
34 3(0.05) 3(0.05) |
B RN 58(0.94) f
3% | 2(0.03)
BERRAE LR T 49(0.79)
KE 1(0.02)
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R é 9%015) | 4(0.06)
34 ' 0(0.00) : 0(0.00)

(FR]

L HASREE RS EA—HIEEERS . A TERERNTRY
B, SRR A SR AR N HALEE .

2 BERESEEFERBENE (At HRE. MBS
WP R RESE )«

3. BECERAREERE URBEHA. RHEREEE. B
BRE

4, REHHTERIERBE.

5. ERMRWAMAL.
[EERFHR]

1. HHEREAXRNEPFAREE, SHEDTRRELMIERER
B BB IE .

2. ERTARN 60 % KU\ ABHHEP SO BRAR, SR B ERHRL
WM ERN, BEARARRRRENERRR, WHEEFHARNLEL.

3. ASEROERES. MERRRAE FREAERMZSENE T
i

4 EHETTRREAEAR. FE. M. AUNREHEER, WA
BFHBL, BB ENAREARA. 158 B9, FERIHERE A RO R A
W EEHABEA.

5. AL ERAENE, YIZEEEN T,

6. AFBAETLERTHEL.

7. BHBENAES LRESHYNRE, UERE™ERELBRIHN
BNA. EEMARENIEINZNEED 30 24.

8. ARARESHMEHER EHBARE.

9. ARG . FFRENEER.

HBER: L EN BB A E R 2N
1. BRFEERERRK. M. BRI R 5‘%@
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12, BA MM ERE iR, DIAER AR TR SR,
wHA .

13. MRBAARN ETEIRE (PIMBEME. FREATE. R
BE) MRAMAERIERE, HEARERELNETMAEE.

14, S NG RRE S ZRE LR 1A AU LERAR, URbmbRH
Ro

15. MoARBATR (% BERFRT) BFh ST e A% 40 G S e JR Y 0 1) o
RRES, RMEAEERNNNEATLEID.

16. ERARE HAEA ML RATNRRNE, FEFREM.

17. SRESE—#, TERGRERMHTEERHES-ERTEN.
(R PRABERIZ]

LERE L, AR PR ARG BIMERE R E HRAF
HEWR, MR AR ST SBURER RIEIRE BHAK .

2 HE IR AL BT MR A8 i R A8 2 P 2 D R
AR

3.60 % KU EARE: BT SESATRRK PR ZABER AR Q5T
B5RANNIE, BAMNHIKEARK F R R BOIERE MR T
(A EfER]

LS A R R AR MRS (GG BRAER) SRR
F 2 i 40 28 JE P B 0 ) IR PR T T o

2. SREHYAEMEER: BEAENEERNSY, maRmsii. w7
29, AW, B, BRBERGY. ERAEWALNE, TEE
(B 2 i B e BE L

3EERZHITHEE: MTFEAEREYHAR, NB&TTHE K2 EH
HIEA, BFARITEERELENM.

UlsERi% )

L RS RB R

A S TR R R R A £ o0 BEYL S . 2R RB I
ST 18 % RV LES A RA-LEI 1859 3 MR RLAIT R, JA T 1045

$%Eﬁﬁkﬁ(EﬁcmmMBE%%E%&;%wﬁﬁzgfﬁwjqﬁo

: )
A kgt ¢
e

[

_ o &g
e

e
A
=

o A

£+ 3 OPUTHANIOM
3ripHO

eee——eer




FERH SRR £ ERARPIE 0,14 RIEFFEM 2 A& R 14 KJa, BET
FRFA NGRS (VE) 95%BERE FRAT 30%. BEHEHRFBOIN
TEMTTEETASERRETEEPE, tEARHRPRANETRRET
WEPE, TEERERANETASHAEZRRAZHIN.

(1) BEIRERRR

7 101§ AR L B AR AR A COVID-19 BEMEF AR, REHFEA
4 12,396 &2 RHE, KA 253 PUARMERIRG. W 0,14 RFEEFEF 2 A
B 14 RETAP BF A BR%E BHTRSR (COVID-19) HRF R kR, B
R T Hm B R A 100.00% (95%CI: 56.37-100.000, X7 M RAE
R E B ERE MF R RN 83.70% (95%CL: 57.99-93.67), X EFER
HERA ERERTE S ERPGEF RN 50.65% (95%Cl: 35.66-62.15). &
Fh 2R E IR VTR BN 70.3+25.6 K, BEVI A [BIDA 73.0 K.

# 3. BEFEINKERRE 2 M%E 14 XEX COVID-19 M{RF 371 (PPS)

Adh (N=4953) ZEMF (N=4870)
i BEAE AFEERM RBAF AERF VE (%) (95%CI)
A A
RN 8 #(%) I i (%)
Hawmel 85 754.6 11.03 168 736.5 2234 50.65 (35.66, 62.15)
WHO-3 & F Ll E» 5 755.6 0.66 30 737.9 4.07 83.70 (57.99, 93.67)
WHO-4 F R LA E# 0 755.6 0.00 10 738.2 1.35 100.00 (56.37, 100.00)

“WHO-3 R L\ E: BERE L A Fl:

¥ WHO-4 BRU L BEGRET, EERECHG, XhERERGSH, FECRFI 6.
VE: #$¥%h

(2) EHHRIMEKRRR
+EE mHERRREFARALTEREHEF AR (K-1) AT ER
RIS —BARE (K2), ®E 20204 12 8 23 H, HEM K-1 BAFAIZEFAL
918 B, K-2 BAFIAAZIRE 6453 #l, Bit 7371 B, Hrp 1322 I ZAH 5EF
FIERR N RS 14 TR . 2T 29 BRAIMATE R BT, KR
0,14 RIEFFER 2 FIA K 14 KRBT COVID-19 HRF R 17 91.25%(95%Cl:

71.25-97.34), GiR¥ALE 4.

N # 4. EEATIBMSSRRME 2 M55 14 X/EX COVID-19 HRT 2
RRERE X (N=752) EBF (N=570) VE (%)
BERAK BRE (%) i P )

COVID-19 3 0.40




2. R
2Fﬁ%ﬁﬁﬁ%;ﬁ@%ﬂﬁ%*frﬂﬁ%m%?@*ﬂnfﬁ!#ﬂﬁﬁ (GMT). FA%E

2R E BT R BB <1:8 &, b BRI E>1:8; BURREHT F AT
pRiRE>1:8 &, S5 PRIBUARIEER 4 R UL B, FrngL A i R R4
gy B RRR (ERBERNHE WE.

#5185 K uLAﬁZ:ﬁlﬁﬂﬁﬁ*ﬂfﬁ#ﬁH%*im GMT ](95 %CI) (PPS) )

|
haudl ! BB | IWRELX | RRRNX
113 N . 118 ; 118
: | 0145 AR E%) | 109(92.37)(86.019645) | 111 (94.0788.16, 97.58)
| 18~59 % ’ GMT | 27.6(227,33.5) 23.8(205,217) |
L RA - N 1 " 17 .
\ (028 %) Pt A (RHER) - | 114(97.44x(92.69,99.47)
GMT | - '. 44.1(37.2,52.2)
) N | . | 98 |
~ mggﬁh (0'121?%) AR EEES) | 4 j_ 96 (97.96)(92.82, 99.7@__!
| GMT - ; 42.2(35.2, 50.6)
3. XX FH

E?m@m&@yﬁﬁ%ﬁmmmﬁﬁﬁﬂEmEWMﬁ,ﬁﬁﬁ%mﬁ
i 12 Fh % Bk (CZ02. WZL. WGF. ZIY. SSH. JWL. ZYF. HAC. HIL.
ZXZ. QHF %1 NOOR) #7 i 32 X AR Akl . KA FERER P ARE (4
B ASIEIEE) BT RS . &R B, & S S G LA E R
Sk REE X NP RRAFERER (4 D614G REHK) KA, PREERE
80.00%~100.00%2. 18, GMT #E 15.4-46.7 Z[d.

(¢ s )
F 2~ CRARFAZH.
(HZM]
HE 241 H
[a%]
ARATAREHBREHHEEE, 132 O /8.
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YBS00152021
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A

e H A
a8 .
SRR R K IEREE (Vero M) BHH (MERD

2 5 B A A HRE B, AR BIHERITE F T A

€T IE 29

BRASK: FRFRRERERE (Vero 40D

HS&M: 7/RKME (CoronaVac)

HY A FR: COVID-19 Vaccine (Vero Cell), Inactivated

JWiEPH: Xinxing Guanzhuang Bingdu Michuoyimiao (Vero Xibao)
€50 |

FEBS: REOHLEREE (CZ02 ).

. S|ALBEER.

sEl. BBE A KkEY. BR_EMKET. KUR.
[#AR]

NAEEREWNE, TRARTAE, ZER.
[/ #R]

& 5B T 18 ¥ KU L NBH TR BT .

& 5 B IR BRI 60 % K LA B ABERT & HLBIEAE (5.10%), 60 5 K
Bl ABHESBONER MA RS . REEERRE TR 60 & KU EARR
PMATR, S RBRARGPRAERE. EANERREEEST, 60
% R U\ AR A RS 72— AR B R sPAIST . BE FB 2 AR R B
B, BEE 60 5 KU\ EABHRBORAMRE AR, WA, BF AR 1L,
[fERERRZ]

2 3% FA T T 27 2 AR 75 2 (SARS-CoV-2) B B FTBL I B i (COVID-19).
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A6

(5% ]
0.5 mi/3E (HD, 8 1 AR 0.5ml, & KiEHi A ERHEHUR 600SU-

[eEBEFARE] 5
A SERERN 2 FIK, [ 14-28 K; S KAAREA 0.5ml.
BENERARANES, BERMy EE=AUL RS, #
MR EARRE BESTINERE.

(FRRHM]
RSN 4 TUSHRIRIGF I T A SR etE, 2 BIA7ERA 18~59

BRI 60 % RO AR TFRMBEN. WE. REAXNEG VAR &

B 18 $ R U FES A RPIFRMMENL. B . BRI IIERRT 2
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