Traphaco”

CONG TY CO PHAN TRAPHACD
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(Hop 3 vi x 12 vién)

faflon-500

Biéu trj:
« CACTRIEU CHUNG LIEN QUAN DEN SUY GIAM TINH MACH BACH HUYET
 TRIEU CHUNG LIEN QUAN DEN TRI CAP

Truphuco«) Hép 3 vi x 12 vién nén bao phim

! THANH PHAN: ME7 vien chio; LIEU DUNG - CACH DUNG:
| Diosmin : Hesperdin (9: 1) ... 500 mg - Lidu ding:
| (tuing dng Diosmin 450 mg Lidu théng thuding: 2 vien/ngdy, 1 vién vao bud fruo
| Hesperidin 50 mg) va 1 vign vdo budl 16, uSng vao bidn an
| T4 dugce e e wila ad Tri edip: 4 ngay ddu: 6vién/ngdy: 3ngdy tép theo:
Avién/ngdy. .

TAC DUNG: Tré om: Tinhan t_:_:dr\_m rne_u‘quggua Trefhon - 500 & té
I Thusc 16¢ déng rén hé finh mach bﬁr\g clich: _g;cz:m;rjmleumnm 18 tudi chua ducic thist 1&p
| - Trén finh moch: lam giam sdc cdng va finh trang O DUng dudng udng.

fré cda finh mach |

Trén fudin hodn vi moch: gitp binh thudng hoa finh CHONG CHI DINH VA CAC THONG TIN KHAC:
thdam mao mach va tang sic bén mao mach (Xem & hudng ddn s dung)
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HOQP VA NHAN VI VIEN NEN BAO PHIM TRAFLON - 500
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CHI DINH: o€ XA TAM TAY TRE EM
- Bidu frj coe iéu chdng en quan ddn suy Gidm finh BOC K¥ HUONG DAN ST DUNG TRUSC k4 CONG
mach bach huyét (n@ng chdn, dou, hdi ching nhdc SPK:
chdn tdng ngng vao cudi ngady). T
- Bidu trj triéu ching lién quan Aén fri cép. L 5X:
BAO QUAN: Neil khd réo, rhiét dd khéng qua 30°C NSX:
tranh anh sang HD:

e cHUAN: TCCs S phdm cua: CONG TY C6 PHAN TRAPHACO

- | 75 Yén Ninh - Ba Binh - Ha N&i
Vitriin Dién thogi lién hé: 18006412
ma s ma vach SAN xudt 11 CONG TY TNHH TRAPHACO HUNG YEN
: Thén Binh Luang - X4 Tén Quang - Huyé&n Vian Lam - Tinh Hung Yén
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MAU NHAN Vi - Lé §X, HD: dip néi trén vi

Traphaco”

HOp 3 vi x 12 vién nén bao phim

Traflon-500

Ngudi trinh bay: Thiy
Ngudni kiem tra: Hang
Ngay kiém tra: 15/09/2023




Traphuco' BM09.17b

CONG TY CO PHAN TRAPHACO

01.01.23.12
o8NG TY (HOp 5 vi x 12 vién)
6’ PHAN
‘&’ WHO-GMP,
q Pl
e anon-500
- Q
: =
o E Biéu tri;
- o ° ® CAC TRIEU CHUNG LIEN QUAN BEN SUY GIAM TINH MACH BACH HUYET
Q 3 ® TRIEU CHUNG LIEN QUAN BIEN TRI CAF
0 3
S, €
s O
N — |
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Traphaco Hop 5 vi x 12 vién nén bao phim
% . |
THANH PHAN: M&/ vidn chda, LEU DUNG - CACH DUNG:
Diosmin : Hesperidin (9: 1) ... 500 mg - Lidu diing:
(fuong dng Diosmin... 450 mg Liéu théng : 2 vidn/ngay, 1 vién vao budl tfrua
Hesperidin . 50 mg) va 1 viénvaobud| t8i, ud Gobdadn
Ta dugc = wilo dd Tri cdp: 4 ngoy ddu: dvién/ngoy: 3ngdy tiép theo
| Avign/ngdy
thc oune T
n y i i i1 .
Thubic 16 adng f1én hé théng finh mach bing cach: Lol Bt NEUnen i A
- Trén finh mach: lam gidm siic cang va finh frang O Dang dur;!n-g uéing
fré cda finh mach
- Trén tudin hodin vi moch: giop binh thudng hoa tinh CHONG CHI BINH VA CAC THONG TIN KHAC:
thdm moo mach va tang suc bén mao mach (Xem t& hudng ddn st dung)
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CHI BINH: BE XA TAM TAY TRE EM
Bidu trf cde idu chilng lién quan dén suy gidm finh BOC KY HUCNG DAN 50U DUNG TRUSC KH DUNG
mach bach huyét (ndng ‘cnér.r. dou, hgi ching nhic SPK:
chdn fang n@ng vao cudi ngdy). :
Bidu trf triéu chiing i&n quon dén ti cdp Lo SX:
BAD QUAN: Noil khés réio, nhiét dé khding qud 30°C, NSX:
tidnh Gnh sang HD:

TIEU CHUAN: TCCS , ;
58n phdm cia: CONG TY €6 PHAN TRAPHACO

. 75 Yén Ninh - Ba Binh - Ha Ng|
Vitriin Dién thogi lién hé: 18006612
| ma sé ma vach S&n it fol: CONG TY TNHH TRAPHACO HUNG YEN
- Thén Binh Ludng - X& Tan Quang - Huyén Van Lam - Tinh Hung Yé&n
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CONG TY CO PHAN TRAPHACO
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Bidu tri:

® TRIEU CHUNG LIEN QUAN DEN TRI CAP

Traphaco”

THANH PHAN: M3/ visn chia

Diosmin ; Hesperidin (9 1) ... 500mg

(hiang Ung Diosrmin. — 450 mg

Hesperidin Al 50 mg)

T4 duge.... + X vilo di
TAC DUNG:

Thudc tac dang trén hé thdng finh mach bang cach:
- Trén finh mgch; lam gidm sdc cang va finn trgng J
& cla finh mach

- Trén tudn hodn vi mach: giip binh thudng héa tinh
thadm mao mgch va tang sic bén mao mach

wiyd oog uau uaia Z| X1 gl doy

o CAC TRIEU CHUNG LIEN QUAN DEN SUY GIAM TINH MACH BACH HUYET

Hop 10 vi x 12 vién nén boo phim

UEU DUNG - CACH DUNG:

- Lidu diing: N
Lidu thdng : 2 vidn/ngay, 1 vidn vao budl trida
va 1 vién vao buditd, udng vao bdaan.
T edp: 4 ngdy ddu: &vign/ngdy: Ingdy ti€p theo
Avién/ngay
Tré em: Tinh an todn vd hidu qud cla Trafion - 500 & né
em vé thanh fhidu nidn dudt 181udi chua dugc thist oo

- Céch ding:
Dang dudng udng

CHONG CHI DINH VA CAC THONG TIN KHAC:
(Xem 18 hudng ddn s dung)
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CHI DINH:

- Bléu fri cac méu ching lién guan dén suy gidm finh

mach bach huydt (ndng chdn, dau. hd! chiing nhle

chdn tdng ndng vido cudl npdy)

- Biéu fr| tridu chiing lién quan A&n il cdp.

BAO QUAN: Nai khé réio. nhidt dd khang qué 30°C

tranh anh sang.

TIEU CHUAN: TCCS
Vitriin

ma sb ma vach

MAU NHAN VI - L3 SX, HD: dip noi trén vi
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BE XA TAM TAY TRE EM
BOC KY HUING DAN SU DUNG TRUCIC KHI DUNG.
SPK:
Lo SX:
NSX:
HD:

56n phdm clio: CONG TY CO PHAN TRAPHACO

75 Yé&n Ninh - Ba Binh - Ha N&i
Dién thogi lién hé: 18006612

San xudt tal: CONG TY TNHH TRAPHACO HUNG YEN
Thésn Binh Luong - X Tan Quang - Huyén Van Lam - Tinh Hung Yén
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Hop 10 vi x 12 vign nén boo phim
Traphaco”

Traflon-500

Ngui trinh bay: Thiy
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CONG TY CP TRAPHACO 01.07.21.VI

Bléu tri:
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o o CACTRIEU CHUNG LIEN QUAN DEN SUY GIAM TINH MACH BACH HUYET
]
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e TRIEU CHUNG LIEN QUAN DEN TRI CAP
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Trqphacow) Hop 2 vi x 15 vién nen bao phim

THANH PHAN: M/ vidn chua: UEUDUNG - CACH DUNG:
Diosmin : Hesperidin (9: 1) ..............500 mg - Udu dung:
(hidng dng Diasmin 450 mg Lidu théng thuding: 2 vign/ngdy. 1 vién vao budi riava 1 vign vao
Hespericin. 50 mg) budi 18, udng vaco bida an
cHl B Ta duge... = via du i :d':lr: 4 ngdy Adu: & vien/ngdy: 3 ngay Hep theo:
- Bl fri cac friéu ching lidn quon A8n suy gidm finh mach i’:é;r;‘?iﬁrun Yodin v hibi qud clic Trafion - 5009 1é ern v tharnt
bgch huydt (ndng chdn. dau. héi ching nhde chdn tang thidu nign dudl 18 tudl chua dude thist 1ap
ngng vao cudi ngay) - Céch ding:
Blédu trf frigu ehidng lién quan A&n ti cip Diing duding uding
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BOC K HUONG DAN SU DUNG TRUDC KHI DUNG
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TAC DUNG, CHONG CHI BINH VA CAC THONG TIN KHAC: Fd
| Otem 13 hudng ddn st dung) TIEU CHUAN: TCCS
BAO QUAN: Noil khé rao, nhigt Ao khang qud 30°C, rdinh anh sang SPK:
5dn phdm cia: CONG T¥ CO PHAN TRAPHACO L& SX:
75 Yén Ninh - Ba Binh - Ha No| O oA
| Dién thoagl lién hé: 18006612 NSX:
| Sdin xudt tal: CONG TY TNHH TRAPHACO HUNG YEN
Than Binh Luang - 8 Tan Suang - Huyén Van Lam - Tinh Hung Yén HD:
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Traphaco®

CONG TY CO PHAN TRAFHACO
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Biéu tri:

® CAC TRIEU CHUNG LIEN QUAN BEN SUY GIAM TINH MACH BACH HUYET

» TRIEU CHUNG LIEN QUAN BEN TRI CAP

Traphaco”

THANH PHAN: M3/ vién chia

Dicsmin | Hesperidin (91 1) 500 mg

(figing Ung Diosmin i 450 mg

Hasperidin,. ....... 50 mg)

14 dugc - SOUSRURN 1= - 1]
TAC DUNG:

Thudc Iac agng irén hé thdng finh mach bling cach;
Trén finh mach: iam gidm sdc cang va finh trang U

tré cua finh mach,

- Trén tudin hodn vi mach: giiip binh thudng hda tinh

thdm mao mach va tang sic bén mao mgach
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CHi BINH:

- Bléu trj cac friéu ching lién quan d8n suy gidm finh

mgch bach hwydt (nang chdn, dou, héi chding nihwc

chdn tdng ndng vao cudi ngdy)

- Biédu tr triéu chiing Ilén quan d&n ti cdp.

BAO QUAN: Nail khé 160, nhigt dé khang qué 30°C
trdnh énh sang

TEU CHUAN: TCCs

Vitriin

Hép 4 vi x 15 vién nen bao phim

LIEU DUNG - CACH DUNG:
- Lidu ding:
Liéu théng 2 vign/ngdy. 1 vién vao budi frua
va 1 vidnvaco budi 8], udng vao bda an
T cdp: 4 ngdy ddu: & vién/ngday: 3ngdy fi€p theo
4vign/ngay
™mé em: Tinh on todan vé hidu qud cda Traflon - 500 & tré
arn v thanh higu rién dudt 18 i chua dude thist [o's]
-Cachdung:
Diang dudngudng

CHONG CHI BINH VA CAC THONG TIN KHAC:
(Xermn td hudng ddn scf dung).
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i ngig

BE XA TAM TAY TRE EM
BOC k¥ HUONG DAN 50 DUNG TRUGC ka4l DUNG
SBK:
L6 SK:
NSX:
HD:

Sdn phdm cda: CONG TY C8 PHAN TRAPHACO

75 Y&n Ninh - Ba Binh - Ha Noi
Dién thoaql lién hé: 18006612

ma sO ma vach 5an xudt tai CONG TY TNHH TRAPHACO HUNG YEN
) Thén Binh Ludng - X& Tan Quang - Huy&n Yan Lam - Tinh Hung Yén
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MAU NHAN Vi - Lé SX, HD: ddp néi trén vi
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E HOP VA NHAN Vi VIEN NEN BAO PHIM TRAFLON - 500
; (Hop 4 vi x 15 vién)

Traphaco®

H&p 4 vi % 15 vién nén boo phim

Traflon-500

Nguoi trinh bay: Thiy
Ngudni kiem tra: Hang
Ngay kiém tra: 15/09/2023
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NHAN VI VIEN NEN BAO PHIM TRAFLON - 500
(Hop 8 vi x 15 vién)

WHO-GMP

Bidu trj: ‘
o CAC TRIEU CHUNG LIEN QUAN BEN SUY GIAM TINH MACH BACH HUYET |
® TRIEU CHUNG LIEN QUAN DEN TRT CAP

Traphqco(.r Hop 8 vi x 15 vién nen bao phim

THANH PHAN: MA1 vign chia UEU DUNG - CACH DUNG:

Diosmin : Hesperdin (9:1) ............ S0mg - Lidu ding:

(fuang dng Ciasmin, 3 450 mg Lidu théng muung: 2 vign/ngay. | vién vao budi trua

Hesperidin -] vé 1 vién vao bubii6i, usngvao bda an
Ta duge. via du T edp: 4 ngdy ddu. 6vien/ngdy: 3ngay tidp theo:
4vién/ngay

TAC DUNG: T e Tinh on fo5n v higu qud clia Traflon - 500 & trd
Thuée tac déng rén hé théng finh mach bang cach: - gr;;r?‘;:?‘;h RS AT SIS S M

- Trén tinh mach: lKam gidm sdic cang va finh frang O
fré cla finh moch

- Trén tudn hodn v mgch: gilp birnh thudng hoa tinh CHONG CHI BINH VA CAC THONG TIN KHAC:

tham mao mach va 1ang siic bén moo mach {Xem ta hudng ddn s dung).

Dung dudngudng

L] 1 \ ¥ 1A gd
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Traphaco®

Hop 8 v x 15 vién nén boo phim

Traflon-500

CHI BINH: BE 3A TAM TAY TRE EM
Bldu tri cde friéu chdng lén quan dén suy gidm finh BOC K¥ HUENG DAN 5 NG TRUGC KHI DUNG
mach bach huyst (nang chdn, daw, hdi chdng nhdc SBK:
chdn tdng ndng vao cudi ngay). :
| Bidu tri tridu ching ién quan dén tri cdp L SX:
BAO QUAN: Noi khé réo, nhiét 38 khang qua 30°C, NSX:
frénh anh sang. HD:

mEu CHUAN: TCCS 5dn phdm cia: CONG TY CO PHAN TRAPHACO

S 75 Yén Ninh - Ba Binh - Ha NGi
Vitriin Dign thoai lién hé: 18006612
ma sd ma vach 540 xudt tai: CONG TY TNHH TRAPHACO HUNG YEN
) | Thén Binh Lugng - Xa Tan Quang - Huyén Yan Lam - Tinh Hung Yén
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MAU NHAN Vi - Lé SX, HD: ddp néi trén vi

Ngudi trinh bay: Thiy
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TI’CIphCICO' Ho so ddng ky vién nén bao phim Traflon - 500

To hudng dan sir dung

Vién nén bao phim

TRAFLON - 500

Dé xa tim tay tré em
Doc ki huwéng din sie dung trude khi ding

QUI CACH PONG GOI: - Hop 3 vi, 5 vi, 10 vi x 12 vién.
- Hop2vi, 4 vi, 8 vix 15 vién.
DANG BAO CHE: Vién nén bao phim
Mo ta: Vién nén bao phim, mau nau nhat, hai mit tron.
THANH PHAN: Mdi vién chua:
Thanh phan hoat chit:

Diosmin : Hesperidin (9 : 1) 500 mg
(twong wng Diosmin 450 mg
Hesperidin 50 mg)

Thanh phan td dwoc:

Lactose, Microcrystalline cellulose, Natri lauryl sulfat, Vuadu
Povidone, Sodium starch glycolate, Magnesi stearat, Talc,

HPMC, PEG 6000, Oxyd sit do, Oxyd sét vang, Titan

dioxyd

TAC DUNG

Thudc tac dong trén hé thémg tinh mach béng cach:

- Trén tinh mach: lam giam strc cang va tinh trang & tr¢ cta tinh mach.

- Trén tudn hoan vi mach: gitp binh thudng héa tinh thim mao mach va ting stc bén
mao mach.

CHI PINH:

- Didu tri céc tridu chitng lién quan dén suy giam tinh mach bach huyét (ning chan,
dau, hoi ching nhirc chén ting ning vao cudi ngay).

- Diéu trj triéu chimg lién quan dén tr7 cap.

LIEU DUNG - CACH DUNG:
- Liéu diing:
Liéu thong thuwong: 2 vién/ngay, 1 vién vao budi trura va 1 vién vao budi tbi, uéng
vao bira dn.
Tri cdp: 4 ngay dau: 6 vién/ngay; 3 ngay tiép theo: 4 vién/ngay.
Tré em: Tinh an toan va hiéu qua ctia Traflon - 500 ¢ tré em va thanh thiéu nién dudi
18 tudi chua duoe thiét 1ap.
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TI'CIphCICOw Ho so déng ky vién nén bao phim Traflon - 500

- Cach dung:
Dung duong uf'mg.

CHONG CHI PINH:
Man cam véi bét cir thanh phén nao cua thude

CANH BAO VA THAN TRONG:

- Dung thudc nay dé diéu tri triéu chimg dot tri cdp khong loai trir viéc diéu tri cu thé
cdc bénh hiu mén khac. Chi nén diéu tri thoi gian ngin. Néu céc triéu ching khong
thuyén giam nhanh, can tién hanh kham hau mén truc trang va danh gia lai vi¢e diéu
tri.

Canh bao ti duoc:

- San pham chira lactose, do do bénh nhan ¢6 véan dé di truyén hiém gap vé dung nap
galactose, thiéu men Lapp lactase hodc hap thu glucose-galactose kém khong nén ding
thudc nay.

- San pham chira it hon 1 mmol natri (23 mg) trén mdi vién nén bao phim. do do co
thé dinh nghia 14 san pham “’khong chita natri”’.

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

Phu nir ¢6 thai:

Khong c6 hodc ¢d rat it dir liéu vé viéc sur dung phéan doan flavonoid tinh khiét dang vi
hat & phu nit mang thai.

Céc nghién ctru trén dong vat khéng cho thay thude ¢ ddc tinh sinh san.

Dé phong ngira, tot nhit nén tranh st dung TRAFLON-500 trong thoi ky mang thai.
Phu nir cho con bi:

Chua rd phan doan flavonoid tinh khiét dang vi hat va chét chuyén hoa cua n6 duoc
bai tiét qua sira me hay khong.

Khong thé loai trir nguy co cua thude dbi véi tré so sinh va tré nho.

Nén dua ra quyét dinh ngimg cho con bu hodc ngimg/tranh diéu tri bing Traflon - 500
sau khi cin nhéc giita lgi ich cho con bl véi lgi ich cia viée ding thudc & phu nir.

Kha niing sinh sian

Céc nghién ctru vé dgc tinh sinh san cho thdy thuéc khong inh hudng dén kha ning
sinh san ¢ chudt duc va chudt cai.

ANH HUONG LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Khi li xe va vAn hanh may méc nén luu y ring tinh trang chéng mit, dau dau co thé
thinh thoang xuat hién khi dang sir dung thude.

TUONG TAC THUOC:
Chua c6 dit liéu vé tuong tac thude
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Traphaco” H6 so déing ky vién nén bao phim Traflon - 500

TAC DUNG KHONG MONG MUON:

Nhing tic dung khong mong muén dudi day dugc sip xép theo trinh tu tn sudt xuat
hién:

Rat thueng gdp (ADR > 1/10); thuong gap (1/100 < ADR < 1/10); it gdp (1/1.000 <
ADR < 1/100); hiém gap (1/10.000 < ADR < 1/1.000); rar hiém gdp (ADR <
1/10.000); chuea biét (khong thé woc tinh tir dir liéu ¢6 sin).

R6i loan hé than Kinh:

Hiém gdp: chéng mit, dau dau, khé chiu.

Réi loan da day rugt:

Thieéng gdp: tiéu chay, kho tiéu, budn non, non.

It gdp: viém dai trang.

Chua biét: dau bung.

R6i loan vé da va md duéi da:

Hiém gdp: phat ban, ngira, may day.

Chua biét: phu cuc bd ving mat, moéi, mi mit. C4 biét, phu Quincke.

Thong bdo ngay cho bdc sy hodc dwgce sy nhitng phan trng co hai gap phai khi sw
dung thuéc.

QUA LIEU VA CACH XU TRi

Qud liéu

C6 rat it kinh nghiém vé viéc sir dung qua liéu thudc. Céc tic dung khong mong mudn
duoc bao céo khi ding qué liu thuong 1a céc rbi loan vé tiéu héa (budn nén, non, dau
bung) va cac tac dung ngoai da (ngtra, phat ban).

Cdch xuw tri

Xur tri qua liéu nén tap trung vao viéc di€u tri cac triu chirng lam sang,.

BAO QUAN: Noi kho rdo, nhiét 6 khong qua 30 °C, tranh énh séng,
HAN DUNG: 36 thang ké tir ngay san xuat.
TIEU CHUAN: TCCS.

San pham cia: CONG TY CO PHAN TRAPHACO
75 Yén Ninh - Ba Dinh - Ha Noi
Dién thoai lién hé: 18006612
Sin xudt tai: CONG TY TNHH TRAPHACO HUNG YEN
Thén Binh Luong - Xad Tan Quang - Huyén Van Lam - Tinh Hung Yén



