Dear Colleagues,

Over last few days, we have learned about the decision
of some Member States to suspend the use of
AstraZeneca vaccine (either batches or the
vaccination) due to embolic and thrombotic events
reported following the use of AstraZeneca vaccine;
while other Member States are continuing with the
vaccination with AstraZeneca vaccine.

Given the significance of this event for countries
either using this vaccine currently or have plans to use
it in recent future, we felt it is important to share
regular updates. Please note this is a rapidly evolving
topic and evidences are being reviewed by WHO and
European Medicines Agency.

Update on this topic as of date and time:

e The presence of rigorous system of
surveillance for any adverse events following
immunization has allowed blood coagulation
disorders to be detected in few people in the
period following vaccination with Astra
Zeneca COVID-19 vaccine in some countries
in the WHO European Region.

e These data are now being collected and
carefully reviewed by WHO and the European
Medicines Agency (EMA). At this time, we do
not know whether some or all the conditions
have been caused by the vaccine or by other
coincidental factors. As soon as the review is
finalized, we will inform the public of any
findings.

e For the moment, based on the evidence
reviewed to date by EMA’s Pharmacovigilance
Risk Assessment Committee , the benefits of
the AstraZeneca vaccine in preventing
COVID-19 outweigh the risks of side effects.

e  WHO’s Global Advisory Committee on
Vaccine Safety (GACVS), which advises
WHO on any new safety signals or concerns
related to COVID-19 vaccines, has met today
to review the reports of rare blood coagulation
disorders in persons who had received the
AstraZeneca vaccine. The Committee may
issue a statement after its meeting.

o EMA’s Pharmacovigilance Risk Assessment
Committee (PRAC) European Medicines
Agency will meet on Thursday.

VBaxkaeMble KOJIJIETH,

B nocnenHue HECKOJIBKO JHENW HaM CTaJIO U3BECTHO
0 pEIIeHUN HEKOTOPBIX TOCYAapCTB-UJICHOB
MIPUOCTAHOBUTH MPUMEHEHHUE BaKIMHBI AstraZeneca
(oTmenpHBIX TapTUi JIMOO caMOi BaKIIMHBI) U3-32
IMOOJIMYECKUX U TPOMOOTHUECKUX COOBITHH,
KOTOpBIE, KaK COOOIIaNOCh, HACTYIAIH [1OCIIe
MPUMEHECHHS BaKIIMHBI AstraZeneca, B TO BpeMs
KaK JIpyrue rocyapcTBa-4ieHbl MPOJOHKAIOT
BaKI[MHAILIUIO BakIIMHOM AstraZeneca.

VYuurteiBas BaXXHOCTh 3TOI0 COOBITHS JIJIs CTPaH,
MCTOJIB3YIOUINX JaHHYIO BaKIIMHY B HACTOSIIEE
BpeMsl WJIM TUTAHUPYIOLUX UCIIOJIb30BATh €€ B
OmKaiieM OyayIieM, Mbl COWIH BaXKHBIM
PETYISIPHO NMPEAOCTABISTH OOHOBICHHYIO
uHpopmanmio 1o teme. [loxanyiicra, odparure
BHHUMAaHUE, YTO CUTYallUs Pa3BUBAETCS OBICTPO, U
umeronecs GakTel paccMarpuBaroTcss BO3 u
EBporelickuM areHTCTBOM 1O JIEKapCTBEHHBIM
CpeAcTBaM.

[Tocneauss mHGOPMAITUS IO ITOU TEME HA
TEKYLIYIO 1aTy U BpeMsi:

o Hanuuwme cTporoit cucreMsl Han30pa 3a
Tr0OBIMM HEXENIAaTeNbHBIMU SIBJICHUSMU B
MOCTBAKI[MHALIMOHHOM IE€PHO/IE O3BOINIO
BBISIBUTH HApYyLIEHUs CBEPTHIBAHUS KPOBU Y
HEOO0JIbIIIOT0 KOJIMYECTBA JIIOJEH,
NOJIyYMBIINX BaKIMHY Astra Zeneca IpOTHUB
COVID-19 B HEKOTOPBIX cTpaHax
EBpomnelickoro pernona BO3.

e Ceityac gaHHbIE IO ATUM CITy4asiM
COOMPAIOTCS U TIIATEIBHO aHATU3UPYIOTCS
BO3 u EBponeiickum areHTCTBOM 110
nexapcTBeHHbIM cpeactBam (EMA). B
HaCTOsIee BpeMs Mbl HE 3HaeM, ObUIH JIU
HEKOTOPBIE WIN BCE 3TH COOBITUS BBI3BaHbI
BAKIIMHON WJIH IPYTUMU CIIy4alHbIMHU
¢dakropamu. Kak Tonasko 0030p Oyzner
3aBeplIeH, Mbl IPOUH(POPMHUPYEM
HACEJIEHUE O CAEJIaHHBIX BBIBOJAX.

e Ha ganHbBIM MOMEHT, OCHOBBIBAsSICh Ha
(haKTHYECKUX JaHHBIX , PACCMOTPEHHBIX Ha
CeroHsAHNN 1eHb KoMUTETOM MO OleHKE
PHUCKOB B cdepe papMakoHaa30pa
(Pharmacovigilance Risk Assessment
Committee) EMA, npeumyiectsa
BaKIMHBI AstraZeneca B IPOpUITAKTHKE
COVID-19 nepesemmBaroT pUucku
BO3MOXXHBIX TOOOYHBIX () (PEKTOB.

e ['moGanbHbIM KOHCYIBTaTUBHBIN KOMUTET
BO3 no 6e3omacHOCTH BaKIMH
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WHO emphasizes the importance of engaging national

experts and structures in reporting, investigating and
assessing causality of any serious events among
vaccinated persons with any COVID-19 vaccine.

Health care professionals shall be encouraged to report

any serious reactions or other adverse events
following immunization causing concerns. Vaccine

recipients shall be advised to contact a health provider

if experience any uncomfortable or unexpected signs
and symptoms.

We will keep you posted on this.

(I'KKBB), xoncynstupyromuii BO3 no
J100BIM HOBBIM CHUTHAJIaM OTHOCHUTEIHHO
0€30MacHOCTH UM MPoOIeMaM, CBSI3aHHBIM
¢ BakuHamu potuB COVID-19, cobpancs
CEeroJIHS JIJIsl PACCMOTPEHHSI COOOIIIEHHIA O
pPEeAKUX CIydasiX HapyHIIeHUSX
CBEPTHIBAEMOCTH KPOBH Y JIHII,
MOJYyYMBIIMX BakuHy AstraZeneca. [1o
OKOHYaHUM 3acenanus Komurera MoXeT
MOCTIEI0BATh 3asBIICHUE.

e 3acenanue Komurera 1o oleHKe pucKoOB B
chepe bapmakoHaazopa
(Pharmacovigilance Risk Assessment
Committee - PRAC) Epormeiickoro
areHTCTBA TI0 JICKAPCTBEHHBIM CPEACTBAM
(EMA) cocTouTcs B 4€TBEPT.

BO3 nopyepkuBaeT BaKHOCTb PUBJICUEHUS
HallMOHAJIbHBIX SKCIEPTOB U CTPYKTYP K
YBEJIOMJICHHIO, PACCIIEJOBAHUIO U OLICHKE
IPUYMHHO-CJIECTBEHHOM CBSA3M IIPU HACTYIIJICHUN
JTH00BIX CEPhE3HBIX COOBITUN Yy JIUL], TOJTY4YHUBIINX
nro0yro BakiuHy npotu COVID-19.
MenuuHCKIM pabOTHUKAM PEKOMEHIYETCS
co00IATh O JTIOOBIX CEPBE3HBIX PEAKIHIX WU
JPYTUX BBI3BIBAIOIINX 03a004E€HHOCTD
HE)KEJaTEeJIbHBIX SIBJICHUSAX M0CIE UMMYHU3AIUH.
BaxknuHupoBaHHBIM JIMIIAM PEKOMEHIyeTCS
00paTUTHCS K Bpauy, €CJIU OHU UCIIBITHIBAIOT
KakoM-1100 1MCcKOM(OPT MM MPH MOSBICHUH
HEOKUJAHHBIX IPU3HAKOB U CUMIITOMOB.

Mp1 OynieM aep:kath Bac B Kypce Jena.
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