Rx Prescription drug

Vivenol

Diosmin 1000 mg

Box of 3 blisters x 10 film-coated tablets

Box of 3 blisters x 10 fiim-coated tablzts

Diosmin 1000 mg

P

COMPOSITION: Each film-coated tablet contains: |
Dicsmin 1000 mg
Excipients g.s 1 lablet.
INDICATIONS,CONTRA-INDICATIONS, DOSAGE,
ADMINISTRATION, OTHER INFORMATION: Qrcode
Please refer to enclosed package insert.
In a dry and cool place, below 30°C, protect from
direct sunlight. Manufactrer US PHARMA USA JSC
SPECIFICATION: In house. Lot B1-10, D2 Road, Tay Bac Cu Chi Industrizl Zone,
Kesp out of reach of children, Bau Tre 2 Hamiel, Tan An ol Commune,
Read the package insert carefully before use. Cu Chi District, Ho Chi Minh City, Vietnam
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Hép 3 vi x 10 vién nén bao phim
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THANH PHAN: IGi vién nén bao phim chia: D by i e dung truée khi ding.
Diosmin 1000 mg
Ta dugc vd 1 vién. .
CHI BINH, CHONG CHI BINH, LIEU DUNG, lE:P
/sa CACH DUNG, CAC THONG TIN KHAC: el
m ¥ huéng dén sii dung bén trong hip. e
‘\.9'-‘:1 09 ?85153‘ QUAN: e CONG TY CO PHAN US PHARMA USA
o thoang, nhid dé dudi 30°C. tranh anh L& B1-10, Budng D2. KCN Tay Bae Gl Chi,
&p Bau Tre 2, x& Tan An H, Huyén Cu Chi,
UAN: Tidu chudin co 5. Thanh Phé Hé Chi Minh, Viét Nam
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R( Prescription drug

Vivenol

Diosmin 1000 mg

Box of 5 blisters x 10 film-coated tablets

1S o

COMPOSITION: Each film-coated tablel contains:
Diesmin 1000 mg

Excipienis g.s 1 tablet.

INDICATIONS, CONTRA-INDICATIONS, DOSAGE,
ADMINISTRATION, OTHER INFORMATION:
Fleasa refer to enciosed package insert.
STORAGE:

In a dry and cool place, below 30°C, protect from
direct sunlight.

SPECIFICATION: In housa,

Keep out of reach of children.

Read the package insert carefully before use.

Qrcode

1S

Manutaciurer: US PHARMA USA JSC

Lot B1-10, 02 Road, Tay Bac Gu G Indusirial Zang
Bau Tre 2 Hamlel, Tan An He Commune,

Cu Chi District, Ho Chi Minn Cty, Viatnam

Diosmin 1000 mg

Box of 5 blislers x 10 film-coated lablels
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RXThuéc ké dan

Vivenol

Diosmin 1000 mg

Hép 5 vi x 10 vién nén bao phim

1S
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THANH PHAN: M3i vién nén bao phim chia:
Diosmin 10&0 mg
Ta dugc vd

Hi BINH, CH6NG cHI DINH, LIEU DUNG,
H DUNG, CAC THONG TIN KHAC:
: hudng dén sl dung bén trong hop.

Bé xa tdm tay tn
Bec ky hudng dan sﬁ' dyng truéc khi ding.

1S o

Co sitsan xuat;

CONG TY CO PHAN US PHARMA USA

Lo B1-10, Buong D2, KGN Tay Bde GO O,
dp Bau Tre 2, xa Tan An Hji, Huy&n CG Chi,
Thanh Phé HE Chi Minh, VigtNam
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R’-‘ Prescription drug

Vivenol

Diosmin 1000 mg

Box of 10 blisters x 10 fim-coated tablats

Box of 10 blisters x 10 film-coated tablets

Diosmin 1000 mg

IS4

COMPOSITION:

Each film-coated iablet contsins,
Digsmin 1000 mg
Excipients ¢.5 1 tablet. Qrcode

1S 4

INDICATIONS,CONTRA-INDICATIONS,  K#ep out of reach of children,
DOSAGE, ADMINISTRATION, OTHER FRead the pachkage insert carcfully before use.

INFORMATION:
Plaase refer 1o enclosed package nsert. u:P
STORAGE: Manulaciurer: US PHARMA USA JSC

In a dry and cool place, below 30°C,
protact from dirsct sunlight,

SPECIFICATION: In house.

Lot B1-10, D2 Road, Tay Bac Cu Chilndustrial Zone,
Bau Tre 2 Hamlat, Tan An Hoi Commune,
Cu Chi District, He Chi Minh City, Vietnam
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Vivenol

Diosmin 1000 mg

Hép 10 vix 10 vién nén bao phim

IS

WAL

THANH PHAN:

WM& vign nén bao phim chia:
Diasmin 1000 mg

Ta duge vd 1 vién,

CHI BINH, CHONG CHI BINH, LIEU DUNG,
CAGH DUNG, CAC THONG TIN KHAC:
Xem 1& hudng dén 50 dyng bén trong hip.
BAD QUAN:

MNai khé thedng, nhidt 96 dud 30°C, tranh
#@nh sdng.

TIEU CHUAN: Tigu chufin co st

Bé xa tdm tay tré em.
Boc ki hudng din s dyng trudc khi ding.

(1S 4

Co sérsdn xulit;

cANG TY €5 PHAN US PHARMA USA

L6 B1-10, Puang D2, KGN Tay Bdc Ci Chi,
#p Béaw Tre 2, x& Tan An Hai, Huyén GO Chi,
Thinh Phé HG Chi Minh, VigtNam
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THANH PHAN: Méi vién nén bao phim chia:
Diosmin 1000 mg

Té dudc vd 1 vign.

CHI BINH, CHONG CHi BINH, LIEU DUNG,
CACH DUNG, CAC THONG TIN KHAC:
Xem 1@ hudng dén sl dung dinh kém.

BAO QUAN: Noi kha thoang, nhigt dé dudi
30°C, trdnh anh sang.

TIEU CHUAN: Tiéu chudn co sd.

DE xa tim tay tré em

Poc ki hudng dan si dung trudc khi ding

Co = sdn xut: CONG TY CQ PHAN US PHARMA USA
L6 B1-10, Buimg D2, KCN Tay Bdc Ch Chi, 8p Bau Tre 2,
%8 Tan An HOl, Huydn Cii Chi, TR, H& Chi Minh, Vigt Nam

Rﬂ Thufc ké dein

Vivenol

Chal 50 vién nén bao phim

1S o

COMPOSITION: Each film-coated tablet contains:
Diosmin 1000 mg

Exciplents g.s 1 tablel.

INDICATIONS, CONTRA-INDICATIONS, DOSAGE,
ADMINISTRATION, OTHER INFORMATION:
Please refer to enclosed package insert.
STORAGE: In a dry and cool place, below 30°C,
protect from direct suniight.

SPECIFICATION: In house.

Keep out cf reach of children,
Aead Ihe package insert caelully befoy

S0K (Rag. Mg
A 8616 SX (Balch Mo
f Ngéy SX (NId.):
~_— HD (Exp):
L, -

THANH PHAN: Méi viéin nén bao phim chia:
Diosmin 1000 mg

Ta duge vd 1 vién,

CHI BINH, CHONG CHI BINH, LIEU DUNG,
CACH DUNG, CAC THONG TIN KHAC:
Xem 18 hudng dén sif dung dinh kém.

BAO QUAN: Nol khé thoang, nhiét dé dudi
30°C, tranh &nh séng.

TIEU CHUAN: Tiéu chudn cd sd,

B4 xa tim tay tré em

Boc ki huling din sif dung trudic khi ding

o 58 sin xudt: CONG TY CO PHAN US PHARMA USA
L0 B1-10, Buong D2, KGN Tay Bac O Ghi, &p Bau Tre 2,
xA Tan An HY, Huyén Cl Chi, TR, He Thi Minh Vigd Nam

RK Thudc ké don

Vivenol

Chai 100 vién nén bao phim

1S

COMPOSITION: Each lirm-cojleg
Digsmin 1000 mg '%.
Excipients q.s 1 lablet.
INDICATIONS, CONTRA-INDICA
ADMINISTRATION, OTHER INFORMA®

Please refaer to anclosed package insert,
STORAGE: In a dry and cool place, below 30°C,
protect from direct sunlght.

SPECIFICATION: In house.

Keop oul o raach of childran,

Read \he package insart carefully belora use,

SBK {Reg. No.j:
5816 SX (Batch No.J:
Ngay SX (Mid.]:

HD (Exg.):

THANH PHAN: M5i vign nén bao phim chia:
Diosmin 1000 mg

Ta dugc vd 1 vién.

CHI DINH, CHONG CHI DINH, LIEU DUNG,
CACH DUNG, CAC THONG TIN KHAC:
Xam ti huing dén si dung dinh kem.

BAO QUAN: Nai khd thodng, nhidt dé dugi
30°C, Iranh anh sang.

TIEU CHUAN: Tiéu chudn co séd.

D& xa tm lay tré em
Boc ki hudng dan sif dyng trudc khi ding

©o 56 sdn xudt; CONG TY COPHAN US PHARMA USA
L& B1-10, Butmg D2, KCN Tay Bac G Chi, 4p Bau Tre 2,
xd Tan An Hal, Huyén C0 Chi, TE. HA Ghi Minh, Vigt Nam

& Thudc ké don

Vivenol

Chai 200 vién nén bao phim

1S o

Diosmin

Excipients q.s 1 1ablel.

STORAGE: In a dry and cool place
protect from direct sunlight.
SPECIFICATION: In house.

Keep oul ol reach of children,

Read ine package insen caelully belore use.
SBK {Reg. No.):

56 15 5X {Bsich No,):

Nady SX {Mid.):

HE (Exp.): Qrcode




cEPHAN \ VIVENOL
. USPHARMAUEA _ Diosmin 1000 mg

Thuéc nay chi dung theo don thubc
Doc kj huwong din sik dung trude khi ding
Dé xa tam tay tré em

1. Thanh phén cdng thitc thude:

MJi vién nén bao phim chira:

- Thanh phén dugc chit: DioSmMin........cco.vveevererereesene 1000 mg.

- Thanh phdn t4 dugc: Lactose monohydrate, Hydroxypropylmethyl cellulose (HPMC) 606,
Hydroxypropylmethyl cellulose (HPMC) 615, Sodium croscarmellose, Magnesium stearat, Colloidal
silicone dioxid, Talc, Titan dioxyd, Polyethylene glycol 6000, Mau Red iron oxide, Mau Yellow iron
oxide.

2. Dang bao ché: Vién nén bao phim.

M0 ta san phdm: Vién nén dai bao phim mau héng - cam, mdt mdt c6 gach ngang, mdt mat c6 chir
USP, canh va thanh vién lanh lan.

3. Chi dinh:

VIVENOL dugc chi dinh sir dung cho ngudi 16n trong céc trwong hop:

- Giam céc tri¢u ching lién quan dén suy tinh mach man tinh & chi duéi, bao gdm cam gi4c cing tic,
niing chan, dau va chudt riat & bap chén vao ban dém.

- Pidu tri céc tridu ching trAm trong thém ctia bénh .

4. Cach dung, li¢u ding

Liéu ding

Nguwoilon

- Suy tinh mach man tinh & chi du6i: 1 vién/ngdy, uéng vao budi sang trong bita an.

Néu triéu chirng trd nén trAm trong hon hodc khong cai thién sau 6 tuan diéu tri, bénh nhan phai lién
hé béc s1. C6 thé tiép tuc dung thudc 1au hon néu béc si thay khong cin diéu trj chuyén biét khéc.

- Triéu chimg trAm trong thém ctia bénh trf: 1 vién x 3 1in/ngay, trong 4 ngay dau; sau d6 1 vién x 2
1An/ngay trong 3 ngay tiép theo, udng trong bita in.

Viée ty didu tri khong duoc vuot qua 7 ngay. Néu triéu chimg khong thuyén gidm trong qué trinh ty
diéu tri, hay tré nén trdm trong hon sau 7 ngay diéu tri, bénh nhén phai lién hé bac si.

Tré em va thanh thiéu nién < 18 tuéi: Khong khuyén céo sir dung do chura du dit lidu.

Déi twgng diic bigt

Chua c¢6 nghién clru trén bénh nhén suy gan, suy than hodic ngudi cao tudi. Dua trén dit liéu hién c6,
khong xac dinh duge nguy co dic thu doi véi cdc nhém bénh nhén nay.

Céach dung

Thubc ding qua dudng udng, trong bita #n.

5. Chéng chi dinh

Qué min vé6i diosmin ho#ic véi bét ky t4 dugc ndo cia thudc.

6. Canh bdo va thin trong khi ding thube

Néu céc triéu chiing bénh tri trAm trong hon, viéc dﬁl}g diosmin khﬁng thay th{é duoc céc thube dic
hiéu khac C!u‘qc chi dinh cbo céc bénh 1y hdu mon. Diéu tri chi nén ngan h{_m; péu triéu ching khong
cai thién, can thuc hién kiém tra hdu mén-truc trang va xem xét lai phac do dicu tri.
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Trong suy tinh mach man tinh, hiéu qua t6i vu khi két hop diéu chinh 161 séng. Nén tranh tim néng,
dimg trong thoi gian dai hoic thira can. Pi b va mang v6 hd tro tudn hodn phit hop c6 thé cai thién
lwu thong méu.

Hit;au qua va dd an toan cua diosmin chua dugc nghién ciru & cdc nhém/tinh trang sau ddy, can can
nhac khi str dung thudc:

- Tré em va thanh thiéu nién (< 18 tudi).

- Réi loan chirc ning gan va/hoic chiic ning than.

Canh bdo té dwoc

VIVENOL c6 chira:

- Lactose: Bénh nhan c6 céc van dé di truyén hiém gip vé& khong dung nap galactose, thiéu lactase
toan phan ho#c kém hép thu glucose- ga.lactose khong nén dung thude nay.

- Natri: ft hon 1 mmol natri (23 mg) trong mdi vién, nghia 12 vé& co ban 12 “khdng c6 natri”.

7. Sir dung thuc cho phu nir ¢6 thai va cho con bi

Phu nfi ¢6 thai

Khong cé dit liéu 14m sang vé viée sir dung diosmin trong thai ky. Nghién ctiu trén :déng vat cho thay
mot lugng nhd diosmin di qua nhau thai. Tuy nhién, cac dit liéu nay khong cho thay tac dong cé hai
truc tiép hodic gian tiép 1én thai ky va su phat trién coa thai nhi/phéi thai.

Dé phong ngira, tot nhit nén trdnh sir dung thude trong thai ky.

Phu nit cho con bu

Chua 16 diosmin c6 bai tiét vao sita me hay khong. Khong khuyén céo sir dung thudce cho phu nit
dang cho con bu.

Kha nang sinh san

Chua c6 dit ligu 14m sang vé anh hudng dén kha ning sinh san.

8. Anh hwéng ciia thude 1én kha ning l14i xe, vin hanh may méc

Thudc khdng ¢6 hodc anh huéng khong déng ké dén kha ning 14i xe va van hanh may méc.

9. Twong tdc, twong ky ciia thude

Tuong tac cta thube:

Mot sb dit lidu chi ra ring diosmin c6 thé 1’\rc ché qua tri'nh trao ddi ché:it qua trung gian enzym cytocrom
P450 & nguai tinh nguyén khée manh, di€u nay co6 thé anh hudong dén dugce dong hoc ctia mdt s6 loai
thubc khéc duoc dung ddng thdi (diclofenac, metronidazol).

Tuong ky ctia thudc:

Do khéng c¢6 nghién ctru vé tinh twong ky cta thude, khong trdn 14n thube ndy véi cée thude khéc.
10. Tac dung khéng mong mudn ciia thube

Céc tac dung khéng mong mubn dugc bdo céo cho dén nay duoc liét ké theo phan loai tin suét sau:
Rét thuong gdp (>1/10), thudng gép (>1/100 dén <1/10), it gap (>1/1.000 dén <1/100), hiém gip
(>1/10.000 dén <1/1.000), rat hicm gép (<1/10.000), khong r6 (khéng the wdce tinh tir dit li¢u cé san).

H¢ co quan Tén suét Téc dung khéng mong mudn
R6i loan hé than kinh Hiém gap Pau dau; chong mit; khé chiu
Thuong gip Budn ndn; ndn; tiéu chay; kho tiéu
Réi logn hé tieu hoa ftgap | viem dai ttang
Khongrd | Paubpng
Roi logn da va mo dudi da | Hiém gip Phét ban; ngira; may day
Réi loan hé mién dich Khong rd Phi mit, mdi va mi mét; phan tng di ing; pht Quincke

Bdo cao cae phdn rng c6 hai
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Thong bao ngay cho béq s¥ hodc duoc si cac phan tng cé hai ’khi sir dung ‘Ehuéc hodc bdo cdo vé
Trung tdm Thong tin thuoc va Theo di phan g c6 hai cuia thuoc (ADR) Quoc Gia. Dia chi: 13 - 15
Lé Thanh Tong - Hoan Kiém - Ha Noi. Dién thoai: 0243 9335 618; Fax: 0243 9335642; Email:
di.pvecenter@gmail.com.

11. Qua lidu va edch xir tri

Khéng c6 dit lidu v& sir dung thube qua lidu, khéng dung qué liéu chi dinh ciia thude.

12. Déc tinh dwoe lue hoe

Nhoém duoce ly: Thubc bao vé mach mau, 6n dinh mao mach, biflavonoid.

Ma ATC: COSCAO03.

Co ché tac dung

Tdc dung trén tinh mach

Diosmin lam giam xu hudng gifin tinh mach va giam & mau tinh mach.

Tdc dung trén vi tudn hoan

Thude lam giam tinh tham mao mach va ting sirc bén mao mach; ddng thoi chdng viem thong qua

tac dong 1én qua trinh téng hop prostagladin.

Téc dung duoc luc

Téc dung duoc 1y cta thude di duoc chitng minh qua c4c nghién ctru 14m sang ddi chimg, mu déi va

thdng qua céc phép do dinh lugng, khich quan vé anh hudng cua hoat chat déi véi huyét dong hoc ;g——?‘g?
tinh mach. —
Tdc dung lén sitc can mach mdu NG TY
Thudc lam ting strc can cia mach méu va qua d6 lam giam dung tich tinh mach, d6 cing va tinh trang PHAR
U tré mau. Phép do bién thién thé tich (plethquography) tinh mach tic ngh&n bing thiét bi cam bién \RMAL
bién dang thity ngan cho thay thoi gian lam rong mach mau giam di. _—
Tdc dung 1én hé bach huyét __21__?,,9
Thube kich thich hoat dong cﬁa h¢ bach huyét bang cach cai thién dong bach huyét va dan luu dich

k&. Viéc st dung 1 g diosmin m01 ngdy lam giam duong kinh ctia mao mach bach huyét va ap luc noi

bach huyét, ddng thoi lam tang s6 lugng mao mach bach huyét hoat don g & bénh nhan suy tinh mach

man tinh ndng khéng kém loét.

Tdc dung 1én vi tudn hodn

Céc thir nghiém 1am siang mu di, c6 kiém soé4t da cho thdy sy khéc biét c6 y nghia théng ké gitra
diosmin va gia duge. O bénh nhén ¢6 tinh trang mao mach d& v&, didu trj bing diosmin lam tang suc

bén mao mach va giam c4c biéu hién 1am sang.

Tinh thim mao mach giam cung dugc quan st thdy sau khi uong 1 g diosmin mdi ngay so véi gia
dugc, bing albumin duge dénh d4u technetium hosic phép do bién thién thé tich.

Hiéu qua va an toan 14m sang
Céc nghién ctru 1am sang mu d6i, c6 kiém soat chimg minh tac dung didu tri cia thude trong viée
diéu tri cac ddu hleu va tri¢u chirng ctia bénh tinh mach man tinh (CVD) d& dugc xé4c dinh va trong

diéu trj bénh trf cAp tinh.

13. Piic tinh dwge dong hoc

Hép thu

Sau khi ubng, diosmin bj thity phan nhanh chéng trong rudt boi hé vi khudn dudng rudt va duge hip
thu duéi dang din xut aglycon 13 diosmetin.

Phdn bo

Diosmetin cé thé tich phan bb 62,1 lit, cho thdy thudc phan b rong trong mo.

Chuyén héa
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Diosmetin dugc chuyen héa manh thanh acid phenohc hodc dén xuét lién hop glycm glucoronid,
duoc thai trir qua nuée tiéu. O ngudi, chét chuyén héa chm_h duge tim thy trong nude tiéu 14 acid m-
hydloxy pheny Ipropionic, chit nay duogc thai trir chu yéu & dang lién hop. Cac chat chuyén héa dugc
tim thdy véi s6 lugng nho hon bao gdm céc acid phenolic, nhu l1a acid 3-hydroxy-4-methoxybenzoic
va acid 3-metoxy-4 hydroxyphenylacetic.

Thai trie

Khoang mét nira liéu dwoc théi trir qua phan dudi dang diosmin hoic diosmetin khong thay dbi, trong
khi hai hop chét nay khdng duoc bai tiét qua nude tidu. Thoi gian ban thai cia diosmetin ¢6 gia tri
trung binh 1a 31,5 gio (trong khoang 26 - 43 gio).

14. Quy cach dong goéi: Hop 3 vi, 5 vi, 10 vi x 10 vién. Chai nhya 50 vién; 100 vién va 200 vién.
15. Didu kién bao quan: Noi khd, thoang, nhiét do dudi 30°C, tranh 4nh séng.

16. Han dung ciia thude: 36 thang ké tir ngdy san xuét.

17. Tiéu chuén chét lwgng ciia thube: Tiéu chuin co sé.

Tén, dia chi ciia co' s¢ san xuit
CONG TY CO PHAN US PHARMA USA
L6 B1-10, Dudng D2, Khu c6ng nghiép Tay Bic Ca Chi, 4p Bau Tre 2, x4 Tan An Hoi,
Huyén Ct Chi, Thanh phd Hd Chi Minh, Viét Nam
Moi thic mdc va thong tin chi tiét, xin lién h¢ sé dién thogi 028-37908860

UP
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