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Hwéng din vé tiém chiing vic-xin BioNTech (BNT162b2)COVID-19
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BioNTech (BNT162b2) COVID-19 &H

VAC-XIN COVID-19 BioNTech(BNT162b2)
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Vic-xin COVID-19 BioNTech(BNT162b2) la vic-xin chira mRNA bién doi nucleoside (modRNA) ma héa mot
thé dot bién cuaa protein gai virus SARS-CoV-2, st dung dé ngan chian COVID-19 ,Vic-xin nay da duogc thdng
qua hoi lién hiep WHO, Lién minh chau A u, cac nudc tién tién va Dai Loan cap gidy phép sir dung khan cip.

Thich hop tiém 2 liéu cho nguoi trén 12 tudi ° Dya trén két qua caa céc tai liéu thir nghiém 1am sang hién nay

cho thy d6i véi thanh thiéu nién trén 16 tudi va nguoi truong thanh da hoan thanh 2 lidu tiém chang sau 7 ngay
c6 hiéu qua phong chdng lay nhidm c6 triéu ching dat khoang 94%, di vai thanh thiéu nién tir 12 tudi dén 15
tudi da hoan thanh 2 liéu tiém chang sau 7 ngdy c6 hiéu qua phong chdng lay nhidm c6 triéu ching dat khoang
100%, Hiéu qua bao vé cua vac-xin phu thudc vao do tudi hoic thé trang caa ddi twong duoc tiém chang; hién
tai theo Uy ban Tu van Phong ngtra va Kiém soat Bénh Truyén nhidm cua Bo Y té va Phuc loi, Nhém Tiém
chung Du phong (ACIP) khuyén nghi khoang céch cac lan tiém chung & nhat 1a 4 tuan (28 ngay). Nhan thay viéc
kéo dai khoang cach thoi gian tiém chung c6 thé giup nang cao kha niang mién dich vai vac-xin, va tham khao
nguy co Xay ra cac truong hop viém co tim/viém mang ngoai tim ¢ thanh thiéu nién ma cac nudc Anh, Canada,
Lién minh chau A u rat quan tam, kién nghi thanh thiéu nién tir 12-17 tu6i hai miii tiém nén cach nhau trén 12

tuan.


https://vi.wikipedia.org/wiki/RNA_th%C3%B4ng_tin_bi%E1%BA%BFn_%C4%91%E1%BB%95i_nucleoside
https://vi.wikipedia.org/w/index.php?title=Peplomer&action=edit&redlink=1
https://vi.wikipedia.org/wiki/SARS-CoV-2
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Nhitng cam Ky khi tiém vic-xin va nhiing diéu can chi y truéc khi tiém ching
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Nhirng cAm Ky vé tiém ching: Ddi vai nhitng ngudi c6 tién sir phan Gng di tng nghiém trong (sb¢ phan vé) véi
cac thanh phan caa vac-xin, hoic nhitng nguoi da ¢ phan tng di ang nang sau khi tiém liéu dau tién cua vac-xin nay,
thi s€ khong duoc tiém chung.

& FIEEHE:

Nhirng diéu can cha y:

1.

FEEAHMEEURIESRARFEREE  TURREAREERE UAEERREZHB -

Vic-xin nay cé thé tiém cung lac o canh tay khac nhau véi cac loai vac- xin khac, ciing co thé tiém vao
bat ky khoang thoi gian nao dé tién cho viéc xac dinh cac phan tng sau tiém chung.

XEIEZERUTEEERE  EFRFRERHERE -

Ngudi b sot hoac dang mac bénh cap tinh tir trung binh dén nang thinén doi sau khi tinh trang bénh
on dinh roi mai tiém chung.

®EERNE  SERRRENHERENA -  HEENREREaBERSS - (HReEE
Y EEEZREIIGAEENER)

Ngudi bi suy giam mién dich, bao gém ngudi dang diéu tri ac ché mién dich, kha nang phan tng mién
dich véi vac-xin c6 the giam di. (chua co6 dir liéu ve nhitng ngudi bi suy giam mien dich hodc nhiing
nguoi dang dicu tri irc ché mien dich).

HAEIRZ 2w iEiE COVID-19 BEBERARAZEHER - MRABRRMMRBRZEE
# SARS-CoV-2 tJEER—MABSHBEIE - 2F &/ COVID-19 ZalxRERRENE
BUHERMSENELESE - JABMNmEEREE  VUEARRE - FMhEhEE -

Hién van con thiéu tai liéu vé tinh an toan va cac thir nghiém 1am sang cho ddi tugng 1a phu nit mang
thai tiém vac xin COVID-19. Va cac nghién ciru quan sat 1am sang cho thdy phy nir mang thai nhiém
SARS-CoV-2 c6 thé dé bi cac bién chimg ning hon nguoi binh thuong. Phu nit mang thai thudc cac
nganh nghé c6 nguy co tiép xuc cao v6i nguoi nhiém COVID-19. Hoic ngudi von mang bénh mén tinh
dé dan dén triéu chung nang, ho cé thé thao luan v&i bac si vé loi ich va rui ro cua viée tiém ching ,
danh gia c6 nén tiém chung hay khong.

ERIPHNELREEERRARBHR(NEEAS) BT EE - BREIHRIL PR ER
COVID-19 ZElLE Y - EEHHIASRBER 7 EHARATEHFRFE  BE—HKRIBB/ILA
ZEAMAHEAE R - #7E COVID-19 &mE - HoiFEREL -

Néu phu nit dang cho con bu 1a d6i twong nguy co duoc kién nghi tiém ching ’(chéng han nhu nhan
vién y t€), nén hoan thanh viéc tiém chfmg. Hién tai, su an toan cua viéc tiém vac xin CQVID-19 cho
phu nir daqg cho con bt va tac dong cia vac xin ndy doi Vg&i sira me hodc tré bu sira me van chua duogc
danh gia day du, tuy nhién, thong thuong thi moi nguoi déu tin rang s€ khong gy ra nhiing rui ro lién
quan, sau khi dugc tiém vac xin COVID-19, van c6 thé ti€p tuc cho tré bu sira me.



BERIESFENTBEREZRE

Nhitng diéu can cha y va mét sé phan @ng cé thé xay ra sau khi tiém phong
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Dé c6 thé lap tirc xir Iy phan tmg qua mén loai I xay ra véi ti 18 cuc thdp sau khi tiém chung, tiém chiing
xong nén nghi ngoi 15 phiit tai noi tiém ching hoic gan dé dé quan sat, sau khi roi khéi chd tiém
chiing, hay tw theo dai thém 15 phit, nhung ddi v6i nhimg nguoi timg c6 phan tng di tng cip tinh sau
khi tiém chung hodc bat ky diéu tri tiém ching nao, hiy & lai tai noi tiém ching hoic gan dé it nhat 30 phut
sau khi tiém chung. Dbi v6i nhitng nguoi st dung thude chong két tap tiéu cau, chdng dong mau hodc c6
chtrc ning d6ng méau khong binh thuong, hiy 4n vao chd tiém it nhat 2 phit sau khi tiém, va quan sat xem
c6 chady mau hay tu mau hay khong.

2. BHEEBEIBERENRERS Z%MEﬁBﬁsz AIE - BEREBRKAEKL  EftMolfERESRE
% BE - ALRRE RE - BFOBRER BEEMIURERAER - #EEHEIEARER
F&(>38°C) - —AR4Y 48 /NIFOJ 4R % -

Céc phan tng co thé xay ra sau khi tiém vac-xin da s6 la dau nhirc, sung do o chd tiém, thdng thuong cam
giac nay s& bién mat trong vai ngay, cac phan ng khac co thé xay ra bao gom mét moi, dau dau, dau co, 6n
lanh, dau khop va phét sét, nhitng triéu ching nay thuong thi chi nhe va sé bién mat sau vai ngay. Sau khi
tiém chiing c6 kha niing bi sét trén 38 d9, thong thwang sé thuyén giam trong khoang 48 gio:.

3. & mRNA EEREOELIRBER Z/ONREOEERX - KiBEE Ehe 2 ME IR MR
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Viém co tim hozc viém mang ngoai tim hiém gap cd thé xay ra sau khi tiém vic-xin mRNA, theo két qua
nghiém ciru giam sat va quan sat tinh an toan vac-xin dugc dua ra thi truong, Uy ban C6 van toan cau cua
WHO vé& An toan vaccine (GACVS) va Uy ban ACIP ciia Dai Loan nhit tri khuyén nghi rang, néu cac triéu
chieng nghi ngo viém co tim hoic viém mang ngoai tim xay ra trong vong 28 ngay ké tir ngay tiém
chiing, chang han nhu: dau ngwc, cam giac ap luc dén nén lén nguc hoic cé triéu chirng kho chiu,
danh tréng nguc (nhip tim khong déu, réi loan nhip tim hoic “rung rinh”), ngat xiu, khé thé, hut hoi,
stec chiu dwng khi van déng khong tét (chang han nhw khé thé sau khi di dwgc vai buéc, khong cé
stic dé leo ciu thang) v.v.., phai di kham ngay lap tirc va thong bao tién sir tiém chiing. Bang thoi, céc
béc si 1am sang can chan doan xem d6 1a viém co tim, viém mang ngoai tim do nhiém SARS-CoV-2 hay do
nhiém virus khac hoac cin nguyén khéc.
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Tién lugng 1am sang ciia viém co tim/viém mang ngoai tim xay ra sau khi tiém vac-xin hau hét la tét, va da
sb cac truong hop déu xay ra trong vong 14 ngay sau khi tiém chung, véi ty 1€ méc sau liéu tha hai cao hon
s0 Véi liéu dau tién va ty 16 mic & nam giGi dudi 40 tudi cao hon ¢ phu nit va nam gidi & cac nhom tudi
khac.

Dong thoi, mot s6 nghién cau da xac minh so bo rang, khoang thoi gian kéo dai giira liéu dau tién va liéu
th hai cd thé 1am giam hguy co xay ra viém co tim hodc viém mang ngoai tim, gan day Anh va My da diéu
chinh khoang céch khuyén céo gitra liéu dau tién va liéu thi hai thanh 8 tuan hogc 12 tuan ddi véi thanh
thiéu nién hoic nam gidi dudi 40 tudi, diéu nay phi hop véi khuyén céo tiém vic-xin mRNA hai liéu cho
thanh thiéu nién ¢ Dai Loan.
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HEEEEZFEFRONXFTOSEXEME - BA—EBESE - BERERE COVID-19 RITEERERESE
EUEE HHSVFHRBCEES BEEEEREARREE - OIS _HBIEE - BEAT
KEBHEEER  SRESESERBER - EEEAHATSRTHESEREY - £BMAET
RESHEE_RE - WoEERKREANTEBERFAIEE -

Nguy co bién ching viém co tim hoic COVID-19 ¢é triéu ching nang c6 thé xay ra sau khi nhiém SARS-
CoV-2. Trong bdi canh dai dich, nguy co viém co tim hoic viém mang ngoai tim hiém gap do tiém chung
phai dugc can nhac ciing nhau. Dé déi pho vai dai dich COVID-19 trén toan thé gi¢i va mdi de doa ciia cac
chung bién thé, ddi vai thanh thiéu nién da tiém liéu vic-xin dau tién va khdng c6 phan tng phu nghiém
trong, c6 thé hoan thanh tiém chiang liéu tha hai. Ca nhan cé thé quyét dinh tiém liéu hai dudi su danh gia
cuia cac bac si dua trén cac yéu té khach quan nhu cin bénh tiém an cua ho, liéu ho c6 céc yéu td nguy co
cao mac bénh nang hay khdng, ho dang sinh séng hay dén khu vuc Iuu hanh bénh v.v..., va cé thé lra chon
tiém chung trong khuén vién trudng hoic tai cac co so'y té.
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Két qua phan tich viém co tim/viém mang ngoai tim ¢ bai Loan tuong tu véi xu husng duoc quan sét boi
giam sat an toan quoc te. Phan tich gia tri th()ng bao va gia tri nén doi vaéi viem co‘tim/, viém mang ngoai
tim ¢ My, Canada va Nhat Ban, déu quan sét thay gia tri thdng béo cao hon gia tri nén doi vai viem co tim/
viém mang ngoai tim ¢ nhém tre duoc tiém VaC xin MRNA (Moderna va BioNTech), va cha yéu la nhitng
ngudi da tiém lidu thir hai. Phan tich mot sé nghién ctu quan sat sau khi dwa ra thi truong, cho thay nam
gioi dudi 40 tudi c6 thé c6 nguy co bi viém co tim/viém mang ngoai tim cao hon sau khi tiém liéu tht hai

vic-xin Moderna so véi cac vac-xin mRNA khéac, trong phan tich so sanh nguy co viém co tim sau khi tiém
vac-xin Moderna va vac-xin BioNTech, két qua chua hoan toan nhat quan.
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M5, U ¢, Nhat Ban va cac nudc khac nham vao van dé thanh thiéu nién sau khi tiém vic-xin mMRNA (Moderna
hoiac BNT) xay ra viém co tim va viém mang ngoai, tihh dén thang 3 nam 2022, gidm sat an toan vac xin
cho thay, liéu dau tién hodc khdng phan licu thir may, ty 1¢ thdng béo ¢ nir thanh thiéu nién 1a tir 0-18/triéu
lidu va tir 2,3-86/triéu lidu ddi voi nam thanh thiéu nién. Ty 18 théng bao liéu thir hai & nir thanh thiéu nién
la khoang tir 0-26/triéu licu, vaty I¢ théng bao ciia nam thanh thiéu nién la khoang tir 21,6-158/triéu liéu.
Hé thdng théng béo su kién bat lgi vé vac-xin cia Pai Loan tinh dén ngay 20/4/2022, ty 1¢ thdng béo vé
viém co tim vaviém mang ngoai tim ¢ thanh thiéu nién tir 12-17 tudi sau khi tiém vac xin BioNTech, khoang
14,1 (nix) va 32,6 (nam)/ triéu liu sau liéu dau tién, va khoang 16,1 (nix) va 142,6 (nam)/triéu liéu sau liéu
thir hai. Ngoai ra, ty I¢ thong bao vé viém co tim va viém mang ngoai tim & nhiing nguoi 18-24 tudi dugc
tiém vic xin BioNTech 1a khoang 6,8 (nit) va 8,4 (nam)/tri¢u lidu trong liéu dau tién, khoang 11,0 (ni) va
32,3 (nam)/triéu liéu sau liéu thir hai, sau liéu ting cuong 1a khoang 5,7 (nir) va 14,6 (nam)/triéu liéu.
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Néu lién tuc st trén 48 gid, cé phan wng di wng nghiém treng nhw khé thé, thé gap, chéng mit, tim
dap nhanh, phat ban toan than va cac triéu chirng khé chiu khac, nén di kham cang sém cang tét dé
lam r3 nguy@n nhan. Khi di kham hay noi rd véi bac si vé cac triéu chiing lién quan, thoi gian xuat hién
triéu chizng va thoi gian tiém phong dé bac si tham khao chan doan. Néu nghi ngo la tac dung phu nghiém
trong sau khi tiém ching, cé thé thong bao cho “Hé thdng B4o c4o tac hai cua vac-xin” théng qua su hd
tro cua co quan bénh vién hodc S Y té (https://www.cdc.gov.tw/Category/Page/3-
aXITBg4ggn5Hg2dveHBQ).

. SRR EEER - #OfEERER COVID-19 =R - B)ATaEE SARS-CoV-2 - BERINFEE
REZEAZIAR &R - LIHESRERE -

Sau khi hoan thanh viéc tiém chung vac-xin, mac du c6 thé giam ti 1¢ nhiém COVID-19, nhung van ¢6 kha ning
nhiém SARS-CoV-2. Ngudi dan van can phai cha y chim séc strc khoe va thuc hién cac bign phap phong chong dich
dé duy tri stc khoe.



https://www.cdc.gov.tw/Category/Page/3-aXlTBq4ggn5Hg2dveHBg
https://www.cdc.gov.tw/Category/Page/3-aXlTBq4ggn5Hg2dveHBg
https://www.cdc.gov.tw/Category/Page/3-aXlTBq4ggn5Hg2dveHBg
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Céc phan ng bat lgi dwoc liét ké trong ban Hwéng dan sir dung
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$8R TAn suat

Fm 16 mUESVERBEA 12 2 15 mBPF

84.1% 90.5%
62.9% 77.5%
55.1% 75.5%
38.3% 42.2%
31.9% 49.2%
23.6% 20.2%
10.5% 9.2%
14.2% 24.3%

fRPREERE EThB R 2 Fin 12 mIEEENARKRE
fEAR Triéu chirng

$8% Tan suat

&% B RAt thwong gip
1/10)

& R Thuong gap
(1/100 ~ <1/10)

A& R Khong thwong gap
(>1/1,000 ~ <1/100)

ZER Hiém gip (<1/1,000)

JEEZER (<1/10,000)
R4t hiém gip (<1/10,000)

BAiERER
Hién tai van chwa ré rang

Ui BB BENE ; IVE  THIEMIERRE ; BS ; BRE ; BE, THEMIER

Dau dau, tiéu chay, dau khop, dau co, dau tai chd tiém, mét moi, én lanh, sbt, sung tay tai chd

tiém

W& ; &0t ; JF SR BE 4T

Budn non, nén mara

MEEERD; BERE (AW K2 ZE Sz ¢ MEMKES) ; BRRTRE,;
KER ; BEE; BEEEE Y, B9 BENE MRS  SFE &

Sung hach bach huyét, phan ang di ang (vidu: phat ban, ngira, mé day ®, phtt mach®),
giam cam giac thém an, mat ngu, nga lim, dau chan tay ¢, suy nhuoc, co thé khé chiu,
tai chd tiém ngua, tang tiét md hdi, dd mo héi khi ngu.

8 T 460 45 i 25 ©

Liét day than kinh mat

DT, DEREKXS

viém co timf, viém mang ngoai timf,

TEMEREBUNE ZSHUANT HEEE | REEHN " EEBEENEEZREER
i BB RE AR 9

Phan ng di ttng nang toan than,

a BEETBZEMNBEREERRS -
Ty 18 phét sinh sét sau khi tiém lidu thtr hai cao hon
b. BifEiE 2 HEEMZHEER  BREENENZHENCREAZRERRS (2HR 2.8% M 04%)-

Ty 1& swng hach bach huyét & nhimg nguoi dwgc thir nghiém tiém liéu ting cwong cao hon nhirng nguwoi dwge thir nghiém tiém 2 lidu

vic-xin (1in lwot 13 2,8% va 0,4%).
c. EMZAMMEMKENBEERBRERER -
Ty I& phat sinh ndi mé day va phi mach thugc loai hiém gap.



d.IEEEEENES -
Tiém vic-xin truc tiép trén cénh tay

e EHZE 2020 £ 11 B 14 BWEERERZ 2 MBI - BNT16202 BHMHE 4 B ERESMEEEE ( SME )- R LIREHE
ERLEREESE T R (SHERFESE 28 ) URF 2 BIZEEE 3 - oM X - KRBERSUFEEE ( HME ) K6 -
Trong thai gian theo ddi tih an toan thir nghiém 1am sang tinh dén ngdy 14 thang 11 nam 2020, c6 4 d6i twong trong nhém véc-xin BNT162b2
bi liét mat ngoai bién cip tihh (hoac liét). Cac tridu ching xuét hién vao ngdy thir 37 sau khi tiém lidu dau tién (di trong chua tiém lidu thar
hai) va vao ngay thu 3, 9 va 48 sau khi tiém lidu thir hai. Khéng cé trudng hop nao bi liét mat ngoai bién cép tinh (hoac liét) trong nhom dung
gia duoc.

f kg LHEERIZER -
Duwa trén két qua giam sat sau khi dwa ra thi truong.

g ELHEMRE  SASASINEEERBNEEIEEEREMIERNBRS -
Trong giai doan hau tiép thi, da c6 bao céo vé tinh trang swng mit ¢ nhitng ngudi tiém viic-xin trwdc dé da tirng tiém chat lam day da.

2 EE Theng tin tham khao:

1. https://www.ema.europa.eu/en/documents/product-information/comirnaty-epar-product-information_en.pdf

2. https://www.who.int/news/item/27-10-202 1-gacvs-statement-myocarditis-pericarditis-covid- 19-mrna-vaccines-updated

3. https://www.gov.uk/government/publications/covid-19-the-green-book-chapter-14a

4. https://www.cdc.gov/vaccines/covid-19/clinical-considerations/interim-considerations-us.html#recommendations

5. USFDA Moderna COVID-19 Vaccine Health Care Provider Fact Sheet( https://www.fda.gov/media/144637/download)

6. USFDA Review Memorandum Addendum to CBER's review memorandum dated November 18,2021 entitled, "CBER Assessment of a booster dose
of Moderna

COVID-19 Vaccine (0.25 mL) administered following a primaryCOVID-19 immunization series in individuals 18 years of age and older"

7. https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2022-01-05/02-COVID-Su-508.pdf
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BEENSEREHNZE BALE
Sé Quan ly va Kiém soat dich bénh
ciia B9 Y té-Phiic lgi quan tam ban.




BioNTech COVID-19 EEaiEE (L M EFEE

Phiéu danh gia va déng y tiém chiing viac xin COVID-19 BioNTech (BNT162b2)

[ I 228 COVID-19 ZE&#E1E A A - MR BioNTech (BNT162b2) COVID-19 &
ZIREVN  BIFRAREREIESEIE - TRISKEBMFT(L1EEE -
T6i da doc ky Hudng dan tiém chang vic xin COVID-19 BioNTech (BNT162b2), hiéu rd vé hiéu qua bao
vé, tac dung phu, nhitng diéu cdm Ky va can cha y khi tiém vac-xin, sau khi dugc béc si danh gia toi dong
y tiém chung.

RRER

AR Két qua danh gia
Noi dung danh gia = &

Co Khoéng

LBEINEENEYEEEREBYRES -

Trudc diy ban da tirng bi séc phan vé véi vic xin tiém chung hozc thudc hay khong?

2 IRESREARAERRE (( MNE)E 38°C - &ML - FIRFEEHS ) -

Bay gio ban co bét ky tridu chung khé chiu nao khong? (chang han nhu sét 38°C, non mira, kho

tho v.v...)

BEERRERTE  BEEIREAFIESES -

Ban c6 phai la nguoi bi suy giam mién dich hay khéng? Bao gom dang diéu tri trc ché mién
dich.

4. BRI Z2EI1EZ - Ban hién dang mang thai?

5. 2R : °C Than nhiét: °C
WEBENS BOHEIBBHRERT:
Ho tén ngudi duoc tiém ching S5 CMND/ Thé cur tra/Ho chiéu
HAEBE (FET) S B H B4R EERE
Ngay sinh Nim Théng Ngay S dién thoai lién lac
EEME
Pia chi cu trli B4 Quéan/Huyén (Thanh phd) #BEETE x4, thi trd, quan
UEBEA : BB BRERT:
Ngudi viét don S6 CMND/Th¢ cu tri/Ho chiéu :
oA BB HEEEY
Nguoi dugce tiém ching Ngudi dai dién : La gi cia ngudi duge tiém ching

& EEEMEF(hDanh gid cia bac si

Laase OraawE; 7R

Thich hgp tiém chung Khoéng thich hop tiém ching; Nguyén nhan
§¥{§ El ,ﬁﬂ Ngay danh gia: E Ngay H Thang jL:|5Ne‘1m

B P A ¢ Bz

Mi co s6'Y té (10 s6) Béc sTky tén




