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TABFLON

Diosmin 450

UP

Hesperidin 50 mg

Box of 3 blisters x 10 film coated tablets
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Compasition Each fim costed tsblet contsine
r 450 mg

Indications, contra-indications, dosage, edminstration, other
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Marstsctoer US PHARVA USA JSC
Lot B1-10, 02 Road Tay Baz Cu O nduatal 2one, BauTra 2
Hezlet Tan An Hoi Communa, Cu Chi Diatrict. Ho Cri Man Coy. Vistum

Storage:
Ina diyand codl place; below 30°C, protect from drect
sunlight.

Specibcation: by house.
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TABFLON

Diosmin 450 mg/ Hesperidin 50 mg

UP

Hop 3 vi x 10 vién nén bao phim

Y who [Glp

Thinh ph&n M vién rén beg phm chis:

Deosmin. 450 mg
Hesperdn . . _50mg
Tadmevd.___________ 1y

1S

Hha shn sust CONG TY €6 PHAN US PHARMA USA
18 B1-10. Dudng D2. KGH Téy B4c €1 Crv. dp Biu Tre 2.
13 Tdn An 51, Hupén © Ghi, Thirk Phs HG Ch Mrn. Vit Nam

Chidinh, ching ch dinh By ding. ech ding, e thdng
bhic. Xem 12 hustng c3n s g bén Liceg .

B30 quin
1o kb thodog rhist 64 dod 30, trinh énh séng.

Tids chid TCCS.
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Diosmin 450

& F Box of 5 blisters x 10 film coated tablets

=
=
[=]
wn
=
g
&
o
2
g
=
3
E
a
n
T
{2
=
v
=
(=]

=
o
—
LL.
3
=

contra-indications, dosape, sdministration, othar

Dizsmin.
Hespenidn informations: Pleass refer to enchsed package imsert.
EXCpts Q8. oo somene | (2BEL

Starage:

In a dry and cool place, below 30°C, protect from direct
Keep out of reach of children. sunfight.

Read the paciage insart carefully before use.

ion: In house.

lE:p Manufzcturer: US PHARMA USA JSC
Lat B1-10, D2 Road. Tay Bac Gu Chi Industrial Zone, Bau Tra 2

Hamiel, Tan An Hol Commune, Cu Chi District, Ho Chi Minh City, Vielnzm
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TABFLON

Diosmin 450 mg/ Hesperidin 50 mg
u‘ l Hop 5 vi x 10 vién nén bao phim

Thanh phdn: MSi vifn nén bao phim chila:
{1y o Py B 12 o= W 450 mg

Chidinh, ehéng chi doh. Bu ding. cdeh diing. cde thég tin
khic: Xem 18 hudng dén s dyng bén trang hp.

Bda quin:
Nei khd thodng. nhidt dd dudi 30°C, trdnh dnh séng.

D8 xa L Ly ud e
Dot by hikdng 630 £ dyng tvde khi dling.

Tiéu chudn: TCCS.

Nha sdn xudt CONG T'Gd PHANUS PHARMA USA
L B1-10, Budng D2, KGN Ty Bic Cd Chi, §pBau Tre 2,

3 T4n An Hgl, Huydn G4 CH, Thanh Ph Hé ChiMinh, Vigt Nam
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TABFLON

Diosmin 450 mg/ Hesperidin 50 mg
w ! Box of 10 blisters x 10 film coated tablets
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Compositian: Each film coated tablal contains:
Diosmn 450mg Indit tra-indications, dosage, administration, other
Hesperid 50 mg informatians: Please refer to enclosed package insert.
EXCIpIents Q8 it 1 tablet

Storage:

Ina dry and coal place, below 30°C, protect from direct
Keep out of reach of children, sunlight,
Read the package insert carefully bstore use.

ian: In house.

u:p Manufacturer: US PHARMA USA JSC
Lot B1-10, D2 Road, Tay Bac Cu Chi Industrial Zone, Bau Tre 2

Hamlet, Tan An Hol Commune, Cu Chi District, Ho Chi Minh City, Vieinam
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Diosmin 450 mg/ Hesperidin 50 mg j
m F Hop 10 vi x 10 vién nén bao phim
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Thinh phén: Mdi vign nén bao phim chia:
Diesmin.

TAOUGE V... ceorererierneron

Chi dinh, chéng chi dinh, Féu ding, céch ding; cde thang tin
khc: Xem td hudng dén il dung bén trong hp.

Bdo gudn:
Noi khd thadng, nhiét dd dudi 30°C, trdnh dnh sdng.

DE xa tém tay té em.
Boc ki hudng dan st dung trude khi ding.

Tiéu chudn; TCCS.

Mha sdn xufl: CONG T\'05 PH‘NUS PHARMA USA
L6 B1-10, Budng D2, KCN Tay BAc Ci Chi, 4p Bau Tre 2,

%4 Tén An HOl, Huyn CO Chi, Thanh Phé HA Chi Minh, Vigt Nam
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Thanh phén: Méi vidn nén bao phim chda:

Digsmin. 450 mg
di S0ma
T e e Y

Chi dinh, chdng chi dinh, lidu ding, cich ding, cic
thang tin khic: Xem & hudng din s dung dinh kém.

Bdo quin:
Noi khd thodng, nhigt d dudi 30°C, trdnh dnh sdng,

Tiéu chusn:
TCCS.

50K (Rea o)
S634 SX (Balch No.)

Ngiy SK (MG}

Handung (Expk

08 xa ldm tay lré em.

Dyc ky hudng dan s dyng tsic khi ding.

Nha sn xuét: CONG TY €6 PHAN US PHARMA USA

L6 B1-10, Budng D2, KCN Tay Bc G Chi, &p Bau Tre 2,
x& Tan An Hgi, Huyén G Chi, Thanh Ph8 H8 Chi Minh

TABFLON

450 mg/ Hesperidin 50 m

IS

Composition: Each film coated tablet containg:

Diosmin. 450 mg
idiy 50mg

1 tablet

Excipients g5

Indications, contra-indications, dosage,
administration, other informations:
Please refer to enclosed package insert.

Storaget
In a cool and dry place, below 36°C, protect from direct
sunlight.

Specification:
In house.

Keep out of reach of children.
Read the package inserl carefully

Manutacturer: US PHARMA USA JS
Lot B1-10, D2 Road, Tay Bac Cu C
Hamilet, Tan An Hol Commune, Cu

Thanh phin: M&i vién nén bao phim chira:

Diosmin. 450 mg
H idi .50 mg
Tadwgewd .  1vién

Chi dinh, chéng chi dinh, liéu diing, cich ding, cdc
thdng tin khac: Xem t& hudng ddn sirdung dinh kém.

Bdo qudn:
Nai kho thodng, nhigl dg dudi 30°C, trénh dnh sing.

Tiéu chudn:
TCCS.

SDK (Reg. No.):

5614 5X (Baich No.):

Ngdy SX (Wd)

Han dirg [Exp.):

DE xa tim lay tré em,

Dpe ki hudng dan si dyng trudc khi diing.

Nha s&n xuit: CONG TY CO PHAN US PHARMA USA

Lo B1-10, Buéng D2, KCN Téy Bae Ci Chi, dp Bau Tre 2,
%A Tan An Hgi, Huy&n CO Chi, Thanh Ph8 H8 Chi Minh

(RN

I mINEEI TSR
[« i Each film coale(}hhl@.c\ntains:
Diosmin Ao, M50 mg
e o

—SNHT p |

Indications, contra-indications, dosage,
administration, other informations:
Please refer to enclosed package insert.

Y [ ———

Storage:
In a cool and dry place, below 30°C, protect from direct

sunlight.

Specification:
In house.

Keep out of reach of children.
Read lhe package inseri carefull

Manufacturer: US PHARMA USA J!
Lot B1-10, D2 Road, Tay Bac Cu
Hamlet, Tan An Hoi Commune, C:

Thanh phan: Mdi vién nén bao phim chia:

Diosmin. 450 mg
Hesperidin, 50 mg
Tadugcvd. 1vién

Chi dinh, chéng chi dinh, liéu diing, cich diing, cdc
thang tin khac: Xem t& huéng dén s dung dinh kém.

Bio quin;
Nai khé theang, nhiét da duai 30°C, tranh dnh séng.

Tidu chudn:
TCCS.
[

SDK (Reg. NoJ:

56 158X (Bakch No.):

Noiy SX (MId)

Han ding (Exp)

D¢ xa tim tay Iré em.

Boc ki huing dan sif dyng trude khi ding.

Nha sén xuét: CONG TY CO PHAN US PHARMA USA

L6 B1-10, Buang D2, KCN Tay Bac Cd Chi, 4p Bau Tre 2,
x& Tan An Hoi, Huyén Gii Chi, Thanh Phé H8 Chi Minh

u:P Chai 200 vién nén bao phim

Compositian: Each film coated taglet camains:
Diosmin.

NEL

Excipis

Indications, contra-indications, dosage,
administration, other informations:
Please refer to enclosed package insert.

Storage:
In a cool and dry place, belaw 30°C, protect from direct

sunlight.

Specification:
In house.

Keep out of reach of children.
Read the package insert carefully before use.

Manufacturer: US PHARMA USA JSC
Lot B1-10, D2 Road, Tay Bac Cu Chi Industrial Zone, Bau Tre 2
Hamlet, Tan An Hoi Commune, Cu Chi District, Ho Chi Minh City
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Lrprod Diosmin 450 mg
Hesperidin 50 mg

Poc ky hwong dan siv dung trwde khi dimg
Pé xa tam tay tré em

1. Thanh phén céng thirc thude:

M&i vién nén bao phim chia:

- Thanh phin dugc chit: DIOSIMIN. ...cv..rreeiereerieseieisrinnimnesssssis s 450,00 mg

HEsperidin, .o misvmimmnimsssessss s s 50,00 mg.

- Thanh phf‘"m t4 duge: Microcrystallin cellulose 101, colloidal silicon dioxyd (Aerosil), talc,
polyvinyl pyrrolidon (PVP) K30, natri starch glycolat, magnesi stearat, natri lauryl sulfat,
hydroxypropylmethyl cellulose (HPMC) 606, hydroxypropylmethyl cellulose (HPMC) 615,
titan dioxyd, polyethylen glycol (PEG) 6000, mau red iron oxyd, mau tartrazin yellow lake.

2. Dang bao ché:Vién nén bao phim.

M3 ti sin phAm: Vién nén hinh oval, bao phim mau héng

3. Chi dinh:

Cai thién céc triéu chirng cd6 lién quan dén suy tudn hoan tinh mach: Chén niing, dau, khé chiu vao

budi sang.

Piéu tri ho tro cac dau hiéu chirc nang lién quan dén con tri cép.

4. Liéu lwong va cich dung:

Liéu ding:

Liéu thong thuong: Hai vién mbi ngdy chia lam hai 1an, giita trwa va toi vao biia én.

Tr cp tinh: Sau vién mdi ngay trong bdn ngdy ddu, sau d6 bon vién mdi ngdy trong ba ngay.

Tré em.

Chua xac dinh dugc tinh an toan va hiéu qua cia TABFLON ¢ tré em va thanh thiéu nién dudi 18
tudi.

Cach dang:

Thube duoc ding bing dudng udng.

5. Chdng chi dinh:

Qua mén vai hoat chét hozc bat ky thanh phén ta duoc nao cla thude.

6. Cinh bao va thin trong:

Tt cp tinh: Viéc str dung san phém s& khong thay thé duoc cho cac lidu phap dicu tri chuyén biét
clia cac bénh ly thude hdu mon khac.

Chi nén diéu tri bing san pham trong mdt khoang thoi gian ngén.
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Néu céc triéu chimg khong giam nhanh chéng, nén tien hanh kiém tra chuyén sdu va danh gia lai
liéu phép diéu tri.

Céanh bdo ta duoc:

Mau red iron oxyd va mau tartrazin yellow lake co thé gay di tng.

Thubc ¢é chira it hon 1 mmol natri (23 mg) trong mdi vién thudc, nghia 4 vé& co ban 1a “khong ¢6
natri”.

7. Sir dung thudce cho phu nir ¢6 thai va cho con bu:

Stk dung thudc cho phu nit ¢o thai

Khéng ¢6 dir liéu hodc con han ché dir lidu vé viée st dung phan doan flavonoid vi hat tinh ché &
phu nit ¢6 thai.

Céc nghién ctru trén dong vét khéng cho thdy dgc tinh dbi véi sinh san.

Nhu mét bién phéap phong ngira, tot nhét 1a tranh st dung TABFLON trong thoi ky mang thai.

Str dung thuoc cho phu nit cho con bu

Chua c6 dit liéu vé viée sir dung phan doan flavonoid vi hat tinh ché c6 duoc bai tiét vao sita me
hay khong.

Khéng thé loai trir rai ro dbi véi tré so sinh.

Nén dua ra quyét dinh ngirng cho con ba hodc nging diéu tri bang TABFLON dya trén loi ich
didu tri cho phu nit dang cho con b va nguy co cho tré so sinh.

Kha ning sinh san

Céc nghién ctu vé& doc tinh sinh san cho thay thuoc khéng anh huéng dén kha nang sinh san &
chudt duc va chudt cai.

1 P - A n = - e A < - -
8. Anh hwéng ciia thuoc lén kha ning lii xe, vin hanh may moc:
Chua c6 nghién ctru cu the vé anh hudng ctia phan doan flavonoid vi hat tinh ché doéi véi kha nang
l4i xe va sir dung may méc. Tuy nhién, vi ¢6 mdt s6 bénh nhan gip tdc dung khéng mong mudn
nhu chéng mit, nhic dau khi st dung thude, do d6 nén thén trong st dung thudc trén nhiing doi
tuong bénh nhan nay khi lai xe, van hanh may moc.
9. Twong tac, twong ky cia thuoc:

Tuong tac cua thude véi cc thude khac va céc loai tuong tac khéc

Céc dit liéu sén c¢6 cho dén nay khong cho thiy sy xuat hién cua céc twong téc c6 y nghia l1am
sang.

Tuong ky ctia thude

Do khong ¢6 cac nghién ciiu vé tinh twong ky cia thude, khong trén 13n thude nay véi cic thude
khac.

10. Tac dung khong mong mudn cia thude (ADR):

Céc tac dung khong mong mudn sau day did duge béo cdo va duge phan loai theo tan suét thuong

gap:
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R4t thudng gip (> 1/10); thuong gip (= 1/100, <1/10); it gdp (= 1/1000, <1/100); hiém gap (=
1/10000, <1/1000); rét hiém gip (<1/10000); chua biét (khéng thé ude tinh tir di liéu c6 sin).
Réi loan hé than kinh

Hiém gip: Chéng mit, dau déu, khé chiu.

Roi loan tiéu héa

Thuong gap: Tiéu chay, kho tiéu, budn ndn, non.

it gap: Viém dai trang.

Chua biét: Dau bung.

Réi loan vé da va mé diwdi da

Hiém gip: Phat ban, ng(ra, may day.

Chua biét: Phii cuc bé viing mit, mi, mét, mdi. Mot vai trudng hop gy phi mach.

11. Qua liéu va cach xir tri:

Khong ¢6 thong tin vé viée sir dung qua liéu diosmin két hop hesperidin.

12. Dic tinh dwoc lwe hoe:

Nhém duge ly: T hubc bao vé tinh mach va mao mach.

Mi ATC: COSCAS3.

Thubc tac dong trén hé théng tinh mach bang cach:

- Trén tinh mach: Thubc lam giam stic cing va tinh trang @ tré cta tinh mach.
- Trén tudn hoan vi mach: Thubc gitip binh thudng hoéa tinh thAm mao mach va tang stic bén
mao mach,

Nghién citu ldm sang

Phuong phap nghién ciu d6i chimg mu doi dd chirmg minh hiéu qua cia thudc trén tinh mach va
tinh chét duoc ly dd duoc xé4c dinh trén nguoi.

Mbi lién quan liéu - tac dung: Mot théng ké c6 y nghia v& mbi quan hé giia lidu — tac dung da
duoc thiét p lién quan dén thong s6 biéu db do thé tich cua tinh mach nhu dién dung, do nhay,
tdc do rdng. Ty 1& toi wu giita lidu — tic dung 1a 2 vién.

Téc dong hd tro tinh mach: Thube lam ting truong luc tinh mach, phép do thé tich tic tinh mach
v6i méy do thiy ngén da chimg minh lam giam toc do rong.
Téc dong mao mach: Phuong phap nghién ciru mu doi cho thdy sur khic biét ¢6 y nghia théng ké
gitta gia dugc va thudc. O bénh nhan c6 mao mach dé v& thudc 1am ting strc bén clia mao mach,
dugc do bing phép do mach mau (angiosterometry).

Thir nghiém lam sang
Thir nghiém gia duge mu doéi céd dbi chirng da chimg minh hoat dong cla thude trong tinh mach
hoc, trong diéu tri suy tinh mach man tinh cta chi duéi (ca chirc nang va co quan).
13. Diic tinh dwge dong hoc:
Trén nguoi, sau khi ubng san phdm cé chia 1C diosmin:
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- Thudc bai tiét cht yéu qua phan va qua nude tiéu (14%)
- Thoi gian ban thai khoang 11 gio.
- Thube duoc chuyén hoa manh, nhiéu chét chuyén hoa (acid phenolic) khéc nhau dugc phat
hién qua nudc tidu.
14. Quy cach dong goi: Vi 10 vién; Hop 3 vi; 5 vi; 10 vi. Chai 50 vién, 100 vién va 200 vién.
15. Diéu kién biao quéin: Bio quan thude & noi khd, thoang, nhiét do dudi 30°C, tranh anh séng.
16. Han dung ciia thude: 36 thang ké tir ngay san XUét.
17. Tiéu chuin chiit lwong ciia thude: Ticu chudn co s0.

Tén, dia chi ciia co s& sdn xuéit thude:
CONG TY CO PHAN US PHARMA USA
16 B1-10, Duong D2, Khu cong nghiép Ty Bac Ci Chi, 4p Bau Tre 2, xa Tan An Hoi, Huyén Cu
Chi, Thanh phd H6 Chi Minh.
Moi thic mdc va thong tin chi tiét, xin lién h¢ sé dién thoai 028-37908860

US PHARMA USA

414



