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Piracetam-EGIS
Vet nén bea ghim 800 mg, 800 myva 1200 mq

Xin doe ki hudng dan sirdung trusie khi ding. Niu cin
thim thing fin, ¥in hii § kidn hae s7

THANH PHAN

Muat chdt: Irorg méi wEn nén ban shim o3 400 mq, 907 my
hay 1200 me praceram

T dwe: Li v &n 1-uidc: Magnesivm stearsls. povicane £-30;
4 bae: Macrogal BO00 diburyl sebaca jum ¢ de G
1789 FE L7 qale. aibyiceliu pse, hypremclinge

DANE BAD CHE CilA THUGC
Wién nér hao phim

M ta:
Vién nén bao phim 400 mg: Vién nen tan pir mau
hay gdn nhy 1sdng, dhing mi, hink bdu duc, k2 médhni 6, o
caith, tiEn man maL e dap o higu Fe M

Vién nan bao phim BO00 mg: Vién nén Ga phir m
Iy g nhu g, sking mu, ik 103
thia gt irde o2 hai matva cd dip ky Pigu £ va 242 rén min
mai

Vidn man hao phim 1200 mg: 0 eén bao prr o mE
ny wang hinh DBy duz, hai mgt I8 ed 030 by
mirmil

CAC BAC TiNH LAM SANG

Chi dinh digu trj

Did . 1y cd o chinyg cia b3 chang 1Em 180 thie 9 (i
ndng mhds thitz <€ lign i’ abe, dhigu ch ), qiam ik gidc 2o
thugg rin nda khu i hay f2n e, bay o lean ehic ndng)

B v i ching |uusde hé 16 mErngén ngil cis cac o bién
maCn maL nac do hify Tau cuc b

Rl 1j chng godn jung = do g nag; ding dor 1hwdn hax phds
hirg <h. e

Fié, i charg mé 1z ol oan tharg bang g kém [rgoai it khi

ciphil- hgp ed 16 loan rq1 mach ud 13m iFan zddnh)
Hif i phu e chaag ma va suy chi nhén shire di sém
u‘] agh:én sy man finh wé e ndu ehing K% cal

a1 khd ning cia cds né oo kho bsdn Porg viec boc e

Zibyp i cac b én shap khdc by phgng podp day aoc
l\h v!llél'\Ln [

Lidu lygng vit céch ding:

Liéu iy 2ha duee sae dnh cheigng irmag hap =or dva thee
mic dé néng 2Ca bénh vé s daz ing lim sarg

Udnyg cac vignnén hac phom iede bita dnwe 111 - 200 w1
nute

Thii quon dicu 1) ahde duge wde djsh dua via inh irgeg [Am
5405 cid hinh rhin

Tiong cdz Bkan man inh, theng didu 11 warg knedng 317 adn
2 g1 %ige qud 16 26 Sau ba thing 2iEL i) vide
phai dus tem ekt 131 v quyl dink e o g e
khin

1 i 1 B hon 17403 g #m gy nay ngang 1mudc
i joang khgdng it man B chang. Tiy ken cin nguyin
ciiz bénh - néu 138y cd ddp iing 13m san o - widc didu g el
the eda gai naig. InArg hay Irarg Intng hap henk Al eime: o
khi phdi nfiEu nam

Lidy dé nghi trong agdy tiy theo chi dimh:

Bidu v i ehing =2t b chitag 1A e e (hé

2408 g/ pay 2ia e han ¢6n a ln

Ell“u 1 di chang cia de tal Esgn mack mau ndo Tiang s4t bkah
d Jué mar tink keo g4 hon *5 ngay) béw wong ngay due
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€1 70 thi véng 1 il [dr 9.4 3 cach 34 ngay cha dér
. Saudn qu VED S £ |||I°l| lim sang ma &0
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1 Zgchalimralin, phi hog et phicng phag day hos khuydo
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il hing suytn chac ndng 174n. Eéns nhén caa wd phdi
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= [irg chusg it thufc «ien thich 56 thdn kieh sang vong
e 19 Em 1dng L dung kich shich
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* [ cac bénh nhin dzng duge Jiéw iry chang ding kirh
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17 lié puacetam méd ngéy 210 g ticng 4 wdn khang 2w ihay
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Tac durg khdng mang muin:

Al Cae rghign o msang:

Lidc thad aghid euge I\- am sang e msang md & 5 kigm
s0di gid duire duee 1 En hins 1da 3003 bénh nhdn si dyng
DIBLEI £

Khi cic i dung khing mong mufin duge hir nbam iFza phar
ahdm b2 o cuan s SWH | MedRA, cas sae dung kndng
mang mfn 5eu duge che 18 ¥y 1a i vAn sudt cew ban gang
(el | aenr nhén diy Ly barg praceram i Lo dinh duitng v
chngén hiz. ofi fogn 1im ih3n, 15 loan hé hin kinf, ri ar
tcan thén i 1z v) i ing 1mudc

i iac Zung khéng mang m. i zau e hio o
10 std) cao hon dang ké scvdigacume T E
\urng Lng # bEnk nhidn digw 1) Bng prracelam sovi ding gia
duye {n=30" T va n=28ED]

HE e quan Thu~c gip Knang Ihudrg gip
[Then MezDRY| | 121900~ < 10 | {11000
=14700
zar dinh difing | Téng cén
v& zhuyén hicz 11,24 5o v 0,39 %)
Fiil agn i3mhin | Binchin Aulin ngi
1113 50 v 0,25 %) | (0.56 301
075%
Trdim cEm
[I:RETET
.21 %
Fir oan Téng ding
binh 1172 5046 047 %
Fai can izan thin Suy nhuge
10 1 ding (C23 sowd
.00 %}

) Tierg khi luw hanl fhufc

Ky ndnh thide cac dc dung khing mon; mudn sau dge

hidn ca k8 thea hin Inatiac dyng ohy En bé of quan

Me=0F|

Cac o ligu hign oo khing di 2€ wde 1nh 10 sud =@y 2

= A nas hé m-&n dich: phan g di tag ngng. phén dng min
cam

* Riftloan té= hdr bdn chdn, 2 lag, 2n

= R lnan b 1 kb i foan 17803
chung dérg kins dm irgng hov

= Rffi loan waiva md dae ehéng mit

= Rili Ingn viéw hoa: d2u syng. da. ving byng e 1k tody
budn nin

= fidiInan dz i dumida phu, widmdz, nqua, may Jay

Thiimg ko eho biéc st ahing 1ac dung khdng mong

mudn gip phai khi si¥ durg thude.

Mua hiu:

dic ngay ¢ & by i can Toorg mgn 1sing
ayéL va Jau bung sau ki Lng L
thi dn Fm Liyrg sursit czn ang « En

pirzeeam by thém phan vl bigy gud tach ' e S060%
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Dac tinh duwe v hoc:

Phiia loz ) duge g 1ef bgw thode buong 1 L3 |+ ootiapic)
I3 ATC: NDEE 00

Lo ehi tie dung:

Hean shift piraceram e hueng i twd o4 oo ohé 13c
dung phit 1gp P racecam e dung sang ca
Féa nutlentid o 1€ baa thidn kind ¢
Oy 3 rh0 w2 M ang s e rugd
ja thir kirk Nz 4 piaczizm gin vao Iop kép
siia méng 18 b2 phu thude waa i hagng, 1Fafs
Ry bei 511380 v 0 Srang

tink lirg vé chicnéng 2
Firazslam ci e dung nsi v twdn hean va chuyén hog
i e cdacéz berh rhie B th £0 maw ndocus b vithude lam
1EN3 8 7 £33 mal cha eé ving bi hig méu cuz o ma
khingg 12m 1@ng sy nedn may chi cde ving ndo che agugdn ugn,
Pirazziam e 1gc dyng hayél L bidn cugng 1 hude dm
1éng linh & bén dang cis hing cd o Am s ki ids il

oy h gid = sk 2inh cha wang cdu van tkanh machmdu
Wil pim su oo 1l 03 mao mach. Ngod = piracetam o e
cung kich <hich ey 1€p uEn sit 1€ng hap prastazyelivg 2 <hdah
mich mau nydyin
LCac kés gud khe 1o ogheém irén ding vt che 18y g rzcetar
bu i F30 bah ung tueg chifng @050 hidu say. chidn
thung ade. s tde dung dis va cagidl 20 din, hay iémgan
Usgng sifn g2y 12 bt cée b 18 nay

Ton e s hEEQud cua Ac nghign i
1dm sng. p razeiam chi |l- erl cdzonae rénz nhin |N3c I-mc m
Ui nhe, ghd 4, |n| il

b1 Ré chic ni'ng ahign thie |'n'g ué i :H] Iclu by cdr ||||.'rng IEn
khaz nhau o ndc [iléu cey nog dic, héu phip co gid) bing
dign) Thufc zm gidr 12c dung cda s thidu nxy irén chife néng
va = heat dgng cud nan.

Bac tinh duwe ding hoc:

P izcetam <t dutc déng hac teyEn Cnb i iéu irang shedng
et dugz hifp th hanh & dany

I ik dyng gar e ' “0C% Dal ndng df
i tang hu‘ffl wirg ADAD pf e saw shi wdng ihude s lesy
viieg 3B gid teon dich sie Wy, Diag cong e vh ihic da
KhEag dm Znr hudng dén sy hp ey nhidn gid i Cmax
dm ol tmay Lang Thiri guan bién hiy 2ua geaeerar 1 45 g
vy ~uyliz umng vi B8 gieieong dich ndaidy 15% e
U vic protein eCa byt luang. Fascriam g iueg vic vi
nen vc Vi ndc, nkEn dugl hipgncam pus, 1hE gd ngzziva dam

3ivae nutt 120 20 dasg khéng thay @i S2u
m;l U duy hdl, A0-1C0% kg huds duge 18 Irang wlrg

3. Prracetam di gua vach ngdn maL-ndn, 4 vaa noel
Eng 40 thedic  ihai chigm 70.80% ndrg 06 3 mghvd sud)
hién wang sfa me. Prraceiam cd (hd duse tham padn Jhiby gud
tichralz S0E0%|.

S ligiu an tedn tidn Lim sang:
Cac i ngh&m 1én su sinh edn, i iuydn v tink gy ung e
vii girzeeiam kidng cha thiy 18z dung odr nin

cAC BAC TiNH DUDE HOC
Tueng hy:
Khirga: dung

Han ding:

36 thang kE 1t agdy 539 sl

Har tung duge inwén bdp kol Khdeg dugs dig thife sk
N3y Ty,

Baa quan:
Big quar thde 3 <hig dg con 30°0
BE thude noi an todn, tranh xa 1am tay cda 1ré em

Ouy cdch dang goi
ViEn nér hal: phem Pu ALGIS ducs dung trang chai iy
bif7g ~hurz ch tang hia dém
hin Mnr chal thuic duze 031 irong mén his afp
tiing gy cung cisg ef hutiag dén s dung.

Teong mat hiz eh.

Efl wign nén bao prim 400 me: hay

30 vign nin ban prim 300 me: hay

20 wida nén bag prim 1200 g,
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10 THONG TIN CHO BENH NHAN }‘1

Boc ky 1 thdng tin cho hénh nhdn nay trude khi ding thudc vi trang d6 c6 chira cac théng 1in quan trgng ddi vdi bgn
Ludn ding thudc nay ding theo hiing dan ghi trang  thang tin cho bénh nhan hodc thea chi dan cia bac sy hoc durc sy,
- G la1 1 théng tin cho bénh nhan nay. Ban co thé can ohéi doc lai nd.
- Tham khan y kién cda duge 57 néu ban cdn thém thang tn hoac 19 khuyén.
- Néu ban g3p bat ki tac dung khang mang mudn nao, hay bao cho bac sy hoac dut s§. Cac 1ac dung khang mong mudn nay
bao gém bél ky tac dung khdng mong mudn n3o chura dure ligt ké 1rong 1o thang tn cho bénh nhan.
- Ban can phai thing bao cho bac sy néu ban cam théy banh khang tién 1rién hodc xdu hon sau 4 wan ding thudc.

1. Ténsdn pham

Vién nén bao phim Piracetam EGIS 400 mg
Vién nén bao phim Piracetam-£GIS 800 my
Vién nén bao phim PiracetamEGIS 1200 mg

2. Md ta s8a phdin

Vién nén bao phim 400 mq: Vién nén baa phim mau trdng hay gan ahtr 1r&ng. khing mui. hinh bau dyc. hai mar hoi |4, ¢f canh, tén
mit mat co dap ky higu E v 741,

Viga nén bao phim BDO mg: Vién nén bao phim mau trang hay gan nhy trang. khong mur, hinh thuon, to canh, vai duong chia dai
trén cd hai mt va cd dap ky hidu Eva 242 wén mot mat.

Vign nén bao phim 1200 mg: Vién nén bao phim co mau trdng hay gan nhy tréng, hinh bdu duc, hai mat [di, co dap ky higu E va 243
Irén mot mat.

Vién nén bao phim Piracetam£GIS duwc dung trong chai thiy tinh mau nau, vdi ndp ddy bang nhira co bang bdo dam cing bd phan
gidm chén, dung trong hp gidy carton,

J. Thanh phén cia thudc

Thanh phan hoat chét cia thudc la piracetam,
T4 duge: magnesium stearate, polyvidon, macrogol, diburyl sebacate, titanium dioxide {17 1), 1alc. ethylcellulose. hypromellose

4. Ham lugng cia thudc
Mai vién nén baa phim chira 400 mg. BOO mg va 1200 mq piracetam.
5. Thudc ding cho bénh qi?
Piracetam téng cuting chuy?n hda cac 1€ bao than kinh, duy 1 cAu tric v cé thign chitc nang mang 1€ bao, ci thién sy din tuyén
thing tin gida cac té bao.
Piracetam cé tac dung 161 déi vefi tudn hoan mauw. Piracetam 13m aidm kéi tap uéu cdu, ciing nhu sir két dinh cia ching vao thanh

mach. [3 yu 1 ban déu tao thanh huyét khdi, cudi cing gy téc nghén mach mau.
Piracetam-EGIS duot ding trong cac 1audng hgp:

. t6i loan tri nhd, thidu chd . grdm canh gidc do tn thudng nao hodc rdi loan chit ning,
. di ching {mdt ngdn ngd) do thidu oxy coa hé than kinh (ddt quy do thigu mau cuc bo),
. chimg gid1 rung co co ngudn gac tr he than kinh trung vang {rung gidt oo do vé nan),

",'"LTV ALS
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] chong mat va rdi loan thang bang di kém {ngoai i khi co phdi hop vdi Gi loan van mach va tam thén bt dinh),
. hd trg diéu tel chiing mat va suy chire nang nhan thite di kem vai nghién U man tinh va cac triéu chitng khi cai o,
. cai thign kha néng cia cc ué co khd khan trong viéc hoc va doc, phdi hop vdi cac bign phap khac.,

6. Nén ddng thudc nay nhu thé ndo va lidu hwang?

Ludn ding thudc nay ding theo hung dAn ghi trong t thing tin cho bénh nhan hodc theo chi ddn cla bac s hoac duoc s§. Hai lai hac
sy hodc dugc 5§ néu ban khang chéc chan vé lidu dung va céch ding.

N&n ding vizn nén bao phim Piracetam EGIS trudc bira 3n, uang vai 100 - 200 mi nudc.

Lidu lugng phadi duge x3c dinh cho rng bdnh nhan dwa thoo logi binh va mue dd ndng nho cua binh.

Ligu thang thuang 13 30-160 mg/kq thé trang mdi ngay (3-12 g/ngay}, chia thanh 2- 4 [3n. Liu khdi d3u cho nguin lon thang thudng 13
2400 mg mdi ngay, liéu duy i 1200-2400 mg mdi ngay. Lidu 15 da mdi ngay 13 4800 mg. Liéu ding hang ngay co thé dugc chia
thanh 2 - 4 Ién,

Thai gian diéu ti phu thudc vao tinh trang Iam sang cda bénh nhan. Higu qua didu tri i v cd thé dat duge sau 5-12 tudn diéu 1. Sau
L dhidny diéu ui viee Jing thudu plidi Quge cen én b va gy Qi o ip we ide gy kKiduy, Néu phai digu uf Bu hu i gy
xem xét fai viéc ding thudc sau khadng thi gian 6 thang. Tuy theo timg bénh nhan - néu théy co ddp tmg 1am sang 151 - viéc diéu 1
o thé kén dai nhidu 1hAng hay tring Tty hap hanh Alzheimer ca khi phaf nhidn nim

(4 thé phér giam & chn hanh nhan mar hénh than

Néu ban ngitng diing vién nén bao phim Piracetam-EGIS
Khong t § ngirg diing thudc - ké ¢ khi ban cam théy bénh co cai thién - wir khi co chi dinh clia bac sf.

il )

Tham khdo  kién ciia hc si hnae dieyr sy nén han o hét ky han khnan nan lién quan d&n vier ding thudr nay

7. Khi nao khong nén ding thudc néy?

{

Khéng ding vién nén bao phim Piracetam-EGIS

. néu ban bj qué mén [di ¢ng) vdi hoat chdt [piracetam), céc dan xual pyralidone khdc hodc vdi bat ky thanh phdn nao cta
thudic.

. néu ban bi suy than nng;

® néu ban bi it quy do xudt huyit;

o néu ban dang cho con bu;

. néu ban dang co thai [chi ding thude nay cho phy ni¥ cd thai khi thyc sy can thigt sau khi da can nhac li ich coa viéc diéu b

va nguy ca cd the xay ra)

Than trong khi ding vign nén bao phim Pirscetam-LGIS

Ban can thang bao cho béc s¢

. ndu ban bi suy than. Su thai lr hoat chat cla thude Piracetam-EGIS ¢6 (h bi suy gidm d céc g hop nay va téc dung cla
thudic cd thé 1ang len: bénh ahdn ca twéi cin phai duye kiém tra chie nang than tidc khi ding thudc:

. néu ban bj dong kinh hoge cd 1ang co gldr. Thufic 6 thé kich thich g4y co gidt hode Am xust hign con dang kinh;

. néu ban cd van dé vé ding mau hoac chdy mau nang. hadc vira wdi qua phau thudt kin. Hoat chat cita thudc cd thé dnh
huting dén s dong mau, do dd phai ¢ sy gidm sat y 1€ khi diing thudc cho nhimg bénh nhan nay;
. néu ban bj gidt rung co do he thin kinh trung vong. Viée nging ding Piracetam-£GIS ddt ngdt cd the gay tai phat bénh va co

gigt khi ngirng thudc;
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. néu ban bj cutmg giap. Thudtc nay co thé gay nang thém mat s wriéu ching cia bénh {run, bdn chén, rdi loan gidc ngl, an
lan},
Viéc ding thudc Piracetam-EGIS trong céc tnsing hap 1én ¢an phai dugc gidm sat y 1 chat ché.

B. Tac dung khdng mong mudn

Ciing nhe 13t ca cac thufic khac, vién nén baa phim Piracetam-£GIS ciing cd thé gdy ra nhimg tac dung khang mong mudn, mac di
khding phai kay ra irén 13t ca bénh nhan dung thudc.

Céc 1ac dung khang mong mudn thuang gap {xdy ra 0 1 dén 10 banh nhan trong s@ 100 bénh nhén};
Rdi loan van ding, rang can, bin chin.

Cac tac dung khong mang mudn khang thuing gap (xdy ra @ it hon 1 bénh nhan rang sd 100 bénh nhan):
Yéu mét, budn ngd, 1rdm cém.

Cc tc dung khang mong mudn sau duyt bdo cdo xéy ra trong qud trinh lyy hanh thudic chia piracetam (khang udc tinh duge 1 suat
vay ra dua wén oic o o d2 ca);

-Rdi logn he mién dich; phan tng dj ing nang, phan dng man cam.

-Rdi faan tam than: bdn chcn, lo Iang, ldn on, A0 giac.

-Rdi loan hé than kinh: rifi loan thiing bang va phéii hop. [am chifng dgng kinh trdm 1rang hon,

- R laan tai va mé dao: chang mat

- R loan tiéu hda: dau bung, dau viing bung 1rén, uéu chay, budn ndn, ndn,

- Rffi Inan da vi md disi da: phi, viem da, ngira, may day

9. Nén trdnh nhung thudc hajc thye phdm gi khi dang ding thudc nay?
Ban can thang béo cho bac sy hodc duge sy bidt cac thudc ban dang stf dung hodc vira st dung.

Bac biét, ban cdn thing bao cho bac sy bigt néu ban dang sif dung bt ki thudc kich thich than kinh, tc ché than kinh, hormon tuyén
giap hoac thudc ching dang méau. Trang nhitng tnréng hap nay can phai theo dii chat ché va trong mat s truting hop phai giam ligu.

10. Cén lam gi khi mdt [dn quén khing ding thudc?

Né&u ban quén ddng vién nén bao phim Piracetam-EGIS
Ning ludn liBu d& quén ngay khi ¢ thé. Khing ding fidu g dfi 18 hit cha lidu 4 quén Vigc nay oo th gdy ding thudc qué lidu.

11, Tan hdn quan thude ndy nhy thé nao?

Béo quan o nhiét dé dudi 30°C. //
B8 xa tAm tay 1é em. // &
V4

Khang diing Piraceram-£GIS sau han diing ghi trén bao bi.

Khdng hiy bo thudc vao hé thdng nvee thai hoac rdc thai cia gia dinh. Tham van duge si cach hiy bd thudc khdng ding dén. Bign
phdp ndy sé giip bao vé mai tsing.
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12. Nhilng d&u hiéu v triéu chitng khi ding thudc qua liéu

Piracetam khdng d{c ngay cd ¢ liéu rd1 cao. Trong mit taviing hgp, o6 tidu chay xuat huy#t va dau byng sau khi ufng lidu piracetam 75
g/ngdy, ¢d the do ham lugng sorbit cao trong vién nén,

Khong ca thudc gidi doc dac hiéu cho piracetam. XU tri khd nang bi qua liéu bang cach diéu m triéu chimg. Ca 1hé ioai bd piraceram
bidng thdm phén v hidu qud tach ra duge 50-60%.

13. Lan phai lam gi khi diing thudc qua ligu khuyén can?
Tham khao ¥ kién cua bac 5§ ngay lap nic néu ban ding vién nén baga phim Piracetam-£GIS vin liéu cao han iy khuyén céo.
14, Tén/bigu tweng cia nha san xudt/nha nhap khdu/chu so hitw gidy phép ding ky san pham

EGIS PHARMACEUTICALS

Public Limited Company

1106 BUDAPEST, Kereszturi it 30-38,
HUNGARY

15, Nhing diéu cdn than trong khi ding thudc néy?

Phu ni? co thai va cho con bi

Néu ban co thar hodc dang cho con bi. hoac cd kha nang c6 thai hoac dy dinh cd thai, ban cdn tham khao y kign cua béc sy hode dic
sy truic khi diang thudc nay.

Chi ding Piracetam cho phy nir cd thai khi thyc sy cén iigl.

Piracetam duoc 1é1 vao sia me. Do d6 khang ding piracetam cho phu ni dang cho con bu hodc ngutr me cdn ngling cho con b khi
diéu 1ri bang piracetam.

NEu ban ¢6 thai hodc dang cho con by, cdn tham khao y kién cua bac sy hodc duuc sy truc khi bat déu st dung bét ky mat loai thudc
nao

Khdng cd dir liéw 1am sang cho thiy piracetam anh huting dén cdc kha néng Iai xe hodc van hanh may mdc, tuy nhién vi piracetam co

thé gay tac dung phu nén khang thé loai taf kha ndng nay. Do dd céc gidi han ap dung phai duoc bac si quygt dinh cho ting maing hyp

mét. §
/

Anh hudng dén khd nang 14 xe va van hanh may méc \
.

16.  Khi ndo cdn tham vin bac sy?

XinxemmycB,7.8,9.10,12, 13.
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