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DAFRAZOL

Omeprazol 20 mg

TRINH BAY: Hépl lp x 14 vién nang cimg chira vi hat bao tan trong rudt
THANH PHAN:
Omeprazol 20 mg
{dang hat Omeprazol bao tan trong rudt 8,5% wiw)
Thénh phin td dicge ctia hat Omeprazol bao tan trong
rugt: Manitol, Picomg triing, Dinatri hydrophosphat, Natri
tawryl sulfar, Calei carbonai, HPMC, Methacrylic acid
copolymer, Diethyl phthalar, Titan dioxyd, Tale.
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DUQC LY ,g

Dirgre liee hoc: B
Omeprazol 1a thude ire ché sir bai tiét acid cia da diy do ire ché hé enzym hydro/ kali

adenosin triphosphatase { H/ K* ATPase) con goi la bom proton & € bio thanh da day. ~

Udng hing ngay mét lidu duy nhdt 20 mg omeprazol tao duge su (e ché bai tié] acid da
ﬂﬁu«c: ti

day manh va hi¢u qua. Tac dung tdi da dat duge sau 4 ngay diéu tri. G bénh n
trang, ¢6 thé duy tri sy giam 80% acid dich vi trong 24 gid,

Omeprazol ¢6 thé kim him duge vi khuin Helicobacter pvlori & ngudi bénh loét t
tring v&/ hofic viém thye quan trao nguge b nhiém vi khudn niy. Phdi hop omeprazol
véi mdt 56 thude khing sinh (nhw clarithromyein, amexicilin) ¢6 thé digt trir H. pylori
kém theo lién 6 loét va thuyén gidm bénh lau dai.

Diegee ding hoe:

Thude duge bio ché dudi dang hat nhé tan & rugt, duge hip thu nhanh va dat m;mg do
dinh trong huyét wrong sau 1-2 gién. Thude hip thu hoan oan & ruét non sau khi udng ur
3 dén 6 gitr. Thire &n khong anh huéng dén sy hap thu ciia thude. Sinh kha dung duimg
udng véi liéu duy nhiit khodng 40% vitdng 1én khoang 60% khi dung 1p lai hang ngay.

Thé tich phan bd bi¢u kién cia thude khoang 0.3 Vke can ndng. Thude gin khoang
97% vao protein huvét trong.

Sau khi hip thu, omeprazol duge chuyén héa hiu nhir hoan toan & gan béi hé enzym
cvtochrom P450. Cic chit chuvén héa khong ¢6 hoat tinh va duge dio thai chi yéu qua
nude tiéu (khodang 80%) va mét phin qua phan. Tuy omeprazol ed mira ddi trong huyét
trong ngin hon 1 gid, nhung thude ¢6 thii gian tic dung dai (do sy gin kéo dai cia
thude vio HY/ K* ATPase). Vi vy ¢b thé chi ding thude mdi ngay mot kin. Omeprazol
durgre thai trir hodn toin khoi huyét twrong gitra cde liéu va khong ¢6 xu hudng tich liy
trong qua trinh ding thude.
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Neudi suy giam chire niing gan: chuyén héa elia omeprazol bi suy giam, din dén ting
sinh kha dung. nhung khéng tich ty thude va chit chuyén hoa trong co thé. Neudi suy
giam chire nang thin: sinh kha dung vi t6c dg thai trir khong thay déi. Newdi cao wdi:
the dé chuyén héa ¢6 phin suy giam & ddi twgng ngudi cao wbi (tr 75-79 woi). Tré em:
trong thai gian didu trj véi liéu khuyén cdo cho tré em tir | wdi. ndng dé thude trong
huyi:l twong twong tr so véi ngudi trudng thanh. G tré nho dudi 6 thiang, do thanh thai
ctia omeprazol thip do kha niing chuyén héa thip.

CHI DINH:
¥ Véi ngudi lom:
- Didu trj va phong ngira tai phat loét da day - 14 trang
- Phéi hop v6i thude khang sinh dé diét trir H pylori trong bénh loét da day — td tring.
- Diéu trj va phong ngira loét da day- 1 trang do ding thude chdng viém khéng steroid.
- Piéu trj viém thye quan trio NEirge.

- Diéu tri trigu chitng bénh trao nguoc da day — thue quan
- Diu trj héi chitng Zollinger — Ellison.
¥ Vi tré em tir 2 tudi tré 1én va niing trén 20 kg:
- Piéu trj viém thye quan trio nguge. i
- Pidu uj triéu chimg ¢ néng va trao nguge acid trong bénh trao ngwc#;,d{ diy — thye
quan.
¥ Vi tré em trén 4 tudi va ning trén 30 kg:
- Két hop vai khang sinh dé diéu tri loét da day ta wrang do H. pvlori.
LIEU DUNG VA CACH DUNG:
¥ Véi nguii 1ém:
Diéu tri loét dg diy
Udng | vién/ngiy trong 4 tuin. Tiép e didu tr 4 win néu chua duge chira lanh hoan
toan. Vi bénh nhan kém dap img. udng 2 vién/ngdy trong 8 tuén,
Diéu tri loét ti tring
Udng 1 vién/ngiy trong 2 tudn. Tiép e didu trf 2 wan néu chua duge chira lanh hoan
todn. Vi bénh nhin kém dap img, udng 2 vién/ngay trong 4 tuan.
Phang ngiea tdi phit loét dg day - td (rang
Ubng 1 vién/ngay (co thé tang lén 2 vién/ngay néu can thit).
Pidi hop véi thube khdng sinh dé digt triv H. pylori trong bénh ledt dg diy — td tring
Phéi hop véi thude khing sinh trong phic db diéu tri. trong do liéu ding cia thude la:
ubng 2 vién/ngdy chia thinh 1-2 lin. Céc phic db niy uf'mg trong | tudn.
Néu bénh nhan vin duong tinh véi A, pylori, 1ap lai phac dé diéu tri.
Diéu tri vt phimg ngiva loét da déy — 1d trang do ding thuée ching viém khéng steroid
Didu tri: udng 1 vién/ngdy trong 4 tuin, Néu chira durge chira lanh hoan wodn, tiép tuc
diéu tri thém 4 win nixa.
Phong ngira: udng 1 vién/ngay.
Diéu tri viém thire qudn trao nguge,
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Udng 1 vién/ngay trong 4 tudn. Didu tef lau hon néu chua duge chiva lanh hoan toan.
Trudmg hop bénh nang, uéng 2 vién/ngay trong 8 win.
Diéu fri tri¢u chitrng bénli trio ngirge da day - thiee qudan
Diéu tri: ubng 1 vién/ngay. Cin theo doi néu chua kiém soat duge tri¢u chimg sau 4 tuin.
Piéu tri hii chirng Zollinger — Ellison.
Litu khoi dau: 3 vién/ngay. Diéu chinh lidu néu can thiét nhamng véi lidu wén 80 mg (4
vién) phai durge chia nhé thanh 2 lan/ngy.

¥ Véi tré em tir 2 tudi tré 1én va niing trén 20 kg:

Diéu tri viém thuee quan trio nguge
Uénng I vién/ngdy, cé thé ting lén 2 vién/ngay néu cin thiét. Thei gian diéu tri: 4-8 win.
Diéu trf trigu chitng ¢ ndng va trio nguwge acid trong bénh trio nguge da day — thue
quin
Udng 1 vién/ngay. ¢b thé ting 1én 2 vién/ngay néu cin thiét. Thoi gian didu tr: 2-4 win.
Ciin theo ddi néu chua kiém sodt duge rigu chimg,.

v Véi tré em trén 4 tudi vi ning trén 30 kg:
Két hop vii khdng sink trong dién irf loét dg day ti trang do H. pylori,
Phéi hop véi thude khing sinh trong phie dé diéu tri. trong do licu dijheetia thude la:
udng 2 vién/ngay chia thanh 2 lin. Céc phic db nay udng trong 1 tudn.

Cich dimg: Nén uéng vao budi sang, 10t nhit khong ding cling vai thire dn, nudt cd vién
véi mot nira ly nude. Khong duge nhai hay nghién nat vién. Véi bénh nhan khé nudt va
wé em, ¢o thé ma vo nang, tron hat thude vai nude hodc nude rai cay sau do nuot vii
mot nira ly nude, chi ¥ nén ding ngay (hofic trong véng 30 phit) v khong duoe nhai hat
thude.

CHONG CHI DINH:

- Qué mén vdi bit ky thanh phin nao cia thude.

- Khong ding dong thisi omeprazol véi nelfinavir.
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TAC DUNG KHONG MONG MUON:

Hé co quan, tin suft gip

| Tiéc dung khiing mong mudn

Réi logn midin vi he bach huyét

Hiém gip (1/10.000 < ADR < 1/1.000)

Giam bach ciu, giam tiéu ciu

Rit hiém giip (ADR <1/10.000)

Mit bach ¢iu hat, gidam toan b cic
1¢ bao miu

Roi logn hi mién dick

Hiém gdip (1/10.000 < ADR < 1/1.000)

Cic phin tmg qui min: sét. phi |
mach, sdc phin vé

Réi logn cluyén hia vi dinh diegng

Hiém gap (1/10.000 < ADR < 1/1.000)

Gidm natri mau

Chua rd

Giam magie miu, gidm magie miu
niing ¢6 thé din dén giam calei mau.
Giam magie miu cling ¢6 thé lién
quan 161 giam kali mau.

Réi loan tim thin

it gap (1/1.000 < ADR < 1/100)

Mt ngi

Hiém gap (1/10.000 < ADR < 1/1.000)

Lo ling, lit lin, trip-cim

Rét hiém gip (ADR < 1/10.000)

Kich déng. do gidc

Rii fogn hé thin kinh

Thuomg gdp (1/100 < ADR < 1/10)

| Nhire diu

it g3p (1/1.000 < ADR < 1/100)

Chéng mdt, di cam, budn ned

Hiém gldp (1/10.000 < ADR < 1/1.000)

Réi loan mi vi

Réi logn thi gidce

Hiém gap (1/10.000 < ADR < 1/1.000) | Mé mit |
Roi logn thinh gide vi tién dinh I
it gdp (1/1.000 < ADR < 1/100) | Chéng mat .

Réi logn hé hiip, léng ngiee va trung thit

Hiém giip (1/10.000 < ADR < 1/1.000)

I Co thiit phé quin

Roi toan tiéu hoa

Thudng gap (1/100 < ADR < 1/10)

Dau bung. tao bon. tiéu chay. diy
| hei. budn ndn/ non

Hiém gip (1/10.000 = ADR < 1/1.000)

| Kho miéng, viém migng, nhiém nim
| Candida duimg ticu hoa

Chura ro

| Viem dai trang vi thé

Rii loan gan miit

it oap (1/1.000 < ADR < 1/100)

Téng men gan

Hiém gap (1/10.000 = ADR < 1/1.000)

Viém gan cé hodc khong cé ving da

Rit hiém giip (ADR < 1/10.000)

Suy gan, bénh nfio & ngudi suy gan

—
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| H§ co' quan, tin sudt gip | Tic dung khing mong muén |

| Réi foan da vi cde mo diedi da

it gdp (1/1.000 = ADR < 1/100)

Viém da, ngira, phat ban, ndi mé day

Hiém gap (1/10.000 < ADR < 1/1.000)

Rung téc, nhay cam vai anh sang

Rt hiém gip (ADR < 1/10.000)

Hong ban da dang, héi chimg Steven

Chura rd

~ Johnson, hoai 1ir biéu bi nhiém dge
Lupus ban do ban cip |

Réi logn xiwong khép vi mé lien két

it g2p(1/1.000 < ADR < 1/100)

| Gay xwong hong, €6 tay hofic ¢t |
song

| Hiém g3p (1/10.000 < ADR < 1/1.000)

BPau khdp, dau co

| Réit hiém gap (ADR < 1/10.000)

Yéu cor

Réi logn thin vi tiét nigu

Hiém gap (1/10.000 < ADR < 1/1.000)

| Viém than ke

Rii logn hé sinh sin vi tuyén vi

Rat hiém gap (ADR < 1/10.000)

| Nir hoa tuyén vii & dan éng

Réi logi chung

it gap (1/1.000 < ADR < 1/100)

Mét maoi, phu ngoai bién |

Hiém gap (1/10.000 < ADR < 1/1.000)

Tang tiét md héi |

Thing bdo che bdc sTnhitng tic dung kliing mong mudn gidp phii khi ding thube

THAN TRONG:

- Trude khi ding thude cho ngudi loét da day. phai loai trir kha nfmm tinh (thude
¢6 thé che lip cde triéu chimg, do do lam mugn chan dodn).

- 8ir dung ddng thisi v6i atazanavir khong duge khuyén nghi, tuy nhién néu bit buge phai
sit dung két hop, phai theo ddi 1am sang khi tang liéu atazanavir 16i 400 mg véi ritonavir
100 mg, liéu omeprazol khéng nén virgt qua 20 mg (1 vién).

- Sir dung omeprazol lam giam hiip thu vitamin By

- Sir dung déng thii omeprazol véi cic thube chuyén hoa qua CYP2C19, cin xem xét
nguy co twong tic thude, chiing han tiong tdc ciia omeprazol vi clopidogrel.

- Ha magie mdu ning duge bio cio & nhimg bénh nhin ding thude fre ché bom proton
nhu omeprazol it nhit 3 thing va nhiéu trrdmg hop trong 1 nam, Triéu chimg ha magie
méu nhu mét méi, co thiit co, mé sang, co gidt. roi loan nhip tam thit cé th xay ra nhumg
ching bit diu thim King va bi bo qua. DE ¢ii thi¢n rdi loan niy, cin bd sung magie va

neung dimg thude {re ché bom proton.

- Dbi véi bénh nhan diéu tri kéo dii hodic sir dung thude véi digoxin hodc thude giy ha
magie mau, nén xem x¢ét do ndng df magie mau trude khi bit diu va dinh k¥ trong qui

trinh diéu tri.
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- Ding liéu cao va kéo dai (trén 1 nam), ¢o thé ting nguy co giy xuong hong, ¢ tay vi
ot song, chii véu & ngudi cao twdi hodic khi co mat cae yéu 16 nguy co. Bénh nhin ¢6
nguy co lodng xweng nén duge quan tam va bé sung vitamin D, calei.

- Thube tre ché bom proton ¢6 lién quan dén trudmg hop rdt hiém xav ra cua Lupus ban
dé ban cfip. néu ton thuong xiy ra ein tim sy gitp di v 1é va xem xét dimg thude.

- Nén dimg di¢u trj bing omeprazol it nhit 5 ngiy trude khi do Chromogranin A (xét
nghi¢m khdi u thin kinh néi tiét) dé wanh sir anh rémg két qua xé nghi¢m.

- M@t s6 tré em mdc bénh min tinh ¢6 thé cdn diéu i lau dai, mje di didu niy khong
duge khuyén nghi.

- Sir dung omeprazol ¢6 thé lim ting nguy eo nhiém khudn duing tiéu hoa.

- Khi sir dung thuée diéu trj kéo dai. diic biét khi vugt qua | nidm. bénh nhin nén duge
eidm sl thudmg xuyén.

- Thude ¢6 sir dyng 1a duge sucrose, do d6 bénh nhdn ¢6 vin dé di truyén hiém edp
khong dung nap fructose, kém hip thu glucose-galactose hojc thidu enzym sucrase-
isomaltase khong nén sir dung thude nay.

TUONG TAC THUOC

- Anh hieéng ciia omepragol dén dicoe ding hoc cha ede hoat chiit kide

Cic hoat chit hip thu phy thuée vio pH:

Su giam n(:mg dj acid trong da day trong qua trinh diu tri vai omeprazol ¢d thé lam ting
hode giam sy hap thu cua cde hoat chdt hap thu phy thuge vio pH d‘iﬂ_lpf

- Nelfinavir, atazanavir: |lf')||g dd trong huyét wrong clia nelfinavir va atazanavir giam khi
sir dung dong thoi vai omeprazol,

Sir dung phdi hop omeprazol véi nelfinavir bi chéng chi dinh. Vige sir dung phdi hop vai
omeprazol (40mg mdt lan méi ngay) giém sy hip thu nelfinavir 40% va sy hip thu cia
chit chuyén héa ¢6 hoat tinh M8 75-90%. Sy twong téc nay 6 thé lién quan dén sy (e
ché CYP2C19.

Khuyén cio khong nén ding déng thdi omeprazol va atazanavir. Ding dong thoi
omeprazol (40mg mét lin mdi ngiy) va atazanavir 300mg/ ritonavir 100mg & ngudi tinh
nguyén, két qua lam gidm 75% su hip thu atazanavir. Tang lidu atazanavir dén 400mg
khong b lai duge cho tie dong cia omeprazol dén sir hip thu atazanavir. St dung déng
thai omeprazol (20mg mat lin mdi ngay) vii atazanavir 400me/ritonavir 100 me &
newdi tinh nguyén khoe manh cho thay su giam khoang 30% sur hip thu atazanavir so

Vi lidu atazanavir 300mg/ ritonavir 100mg mt lin mdi ngay.

- Digoxin: didu trj dong thoi véi omeprazol (20mg mdi ngay) va digoxin & ngudi khoe
manh lam ting sinh kha dung cua digoxin 10%. Doc tinh cia digoxin hiém khi duge bao
cdo. Tuy nhién cin thin trong khi sir dung omeprazol liéu cao & ngudi gia. Theo doi diéu
tri digoxin nén duge ting cuong.

- Clopidogrel: cic két qua nghién ciru & nhimg ngudi khoe manh cho thay trong tic
duge déng hoe/ dirge lie hoe giita clopidogrel (licu nap 300mg/ liu duy tri 75mg hing
ngay) vt omeprazol (lidu ufmg 8mg h?mg ngay) din dén giam phoi nhiém chit chuyén

19
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héa ¢ hoat tinh ctia clopidogrel trung binh 46%. va gidm si tre ché két tap tidu ciu 16
da (do ADP giy ra) trung binh 16%:. Dir liéu khong nhit quén v tac déng ldm sang cia
wong tic dige e hoe/ duge ding hoc cia omeprazol ddi vai cic bién b tim mach
chinh di dugc bdo cio r ca cdc nghién ciru quan st vi 1dm sang. Pé phong ngira, khong
nén dimg déng thiri omeprazol va clopidogrel.

- Cdic hogt chdt khie: sy hip thu posaconazol, erlotinib, ketoconazol va itraconazol giam
ding ké va do dé tic dung lam sang 6 thé bi suy giam. Tranh st dung dong thoi vai
posaconazol vi erlotinib,

Cac hoat chit chuyén hoa bai CYP2CI19

Omeprazol la chat e ché trung binh CYP2C19 — enzym chuyén hoa chinh coa
omeprazol. Do d6, qui trinh chuyén héa cia cac hoat chit st dung dong théi cing
chuyén héa bai CYP2C9, 6 thé b giam va sir phoi nhiém toan than cia nhimg chat nay
tang 1én. Vi du vé cic thude nhu viy 12 R-warfarin, ¢ie thude khing vitamin K.
cilostazol, diazepam vi phenytoin.

- Cilostazol: omeprazol, duge ding & lidu 40mg & ngudi khée manh & mit nghién ciru
¢iit ngang, lam tang Caax v AUC ciia cilostazol lin lugt 18% vi 26%, va mdt trong cic
chilt chuyén héa ¢6 hoat tinh Fin lugt 29% va 69%.

- Phenytoin: theo ddi ndng ¢ phenytoin trong huyé tong dirge khuyén cdo trong 2 tuin
diu sau khi bit dau diéu trj bing omeprazol, va néu diéu chinh renytoin, theo doi
vit iép tue hi¢u chinh liéu s& dién ra dén khi ngimg diéu tri biing omeprazol.

Cic trudmg hop chira 13 co ché

- Saquinavir: viée sit dung phdi hop omeprazol véi saquinavir/ritonavir din dén ting
:u"mg dé saquinavir trong huyét luromg xip xi 70% lién quan dén kha nding dung nap 16t &
bénh nhéan nhiém HIV.

- Tacrolimus: viée ding dong thoi véi omeprazol di duge bio cio lam ting nong d¢
tacrolimus trong huyét thanh. Céin ting cwdmg theo doi nong do tacrolimus cling nhu
chirc nang thin (dj thanh thai creatinin), va liéu tacrolimus duge hi¢u chinh néu cin.

- Methotrexat: khi ding ph(‘:.i hop vai chiit ire ché bom proton, néng 4§ methotrexat duge
bdo cdo 4 ting & mot sé bénh nhan. Khi ding methotrexat lidu cao. cin xem xét ngimg
ding omeprazol tam thii,

Anl higdng eiia ede hoat chilt klrdc dén dwoe ding hoe ciia omeprazol

- Cic chét Gre ché CYP2C19 vivhoidc CYP3A4: vi omeprazol diuge chuvén héa boi
CYP2C19 vad CYP3A4, cic hoat chit e ché CYP2C19 hojc CYP3A4 (nhu
clarithromycin va voriconazol) ¢é thé din dén ting néng d omeprazol trong huyét thanh
bing eich lam giam téc do chuyén héa omeprazol. Vide didu i phdi hop voi
voriconazol dan dén wing gap doi mire do phoi nhiém omeprazol. Do liéu cao omeprazol
dugce thai trir 11, vige higu chinh liéu omeprazol 12 khong cin thiél. Tuy nhién, ¢in ¢in
nhiic hi¢u chinh lidu & bénh nhén bi suy gan nang va néu duge chi dinh didu i dai han.

20
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- Cic chiit cam tmg CYP2C19 vivhoge CYP3A4: cic hoat chdt cim tmg CYP2C19 hojic
CYP3A4 hofic ci hai (nhu rifampicin va St John's wort) ¢o thé din t6i giam néng do
omeprazol trong I'luyi:l lrong biing cich ting toe do chuyén hoa omeprazol.

SU DUNG CHO PHU NU CO THAI VA PHU NU'CHO CON BU

- Omeprazol ¢o thé durge sir dung trong thivi gian mang thai. Két qua 3 nghién cinu dich &
hoe tién ciu (c6 hon 1000 két qué phoi nhidm) cho thiy khing ¢6 tic dung phu ciia
omeprazol dén thai ki hoic dén stre khoe cita thai nhi va wé so sinh,

- Omeprazol duge bai tiét vio sira me nhung khong ¢6 kha niang anh hudng dén con by
khi sir dung mire lidu didu tri.

TAC PONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC:

Omeprazol khéng ¢6 anh huong dén kha nang 14i xe hodic vin hanh méy méc. Tuy nhién
cde phan (mg o hai cia thude nhu chéng mdt va réi logn thi gide ¢d thé xay ra, khi do
bénh nhin khéng nén lai xe hodic van hinh may moc.

QUA LIEU VA XU TRi:

Khong ¢é nhiéu thong tin vé anh hudng khi ding thude qua liéu trén nguod, Theo v van,
licu Ién t6i 560 mg di dirge md 14, va thea mt 56 béo cdo da nhipJuge khi licu 1én toi
2400 mg (gdp 120 n lidu diéu tri). tricu chimg khi qud lidu la: Bidn non, ndn, chong
mat, dau bung. tiéu chay va dau di, ngoai ra con lanh dam, trim cam. 1o lan. Cée tricu
chimg thoing qua va khéng dé lai hiiu qua nghiém trong.

Cdeh xir tri: Diéu tri triéu chimg néu cin thiét

BAO QUAN: Noi kho rio, nhiét do khong qua 30°C, tranh dnh sang.
HAN DUNG: 36 thing ké tir ngay san xuit

THUOC NAY CHI DUNG THEO PON CUA BAC SY
POC KY HUONG DAN SU DUNG TRUOC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC Si

Sin phim cia: CONG TY CO PHAN TRAPHACO
75 Yén Ninh - Ba Binh - Ha Nji
San xudt tai: Cong ty TNHH Traphaco Hung Yén
Thén Binh Luong, x4 Tin Quang, huyén Vin Lam, tinh Hung Yén

TUQ CUC TRUDNG
PTRLNG PHONG

. !'rf}';rnjﬂ-rﬂ ;!f"L { Thu .f_f;f;.-‘-rf}w



