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(tuong Umg Diosmin 900mg; Hespenidin 100ma)  d8n si dung thude kam theo,
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"DIGESPATIN 1000mg

Diosmin/ Hesperidin (90/10) 1000 mg
(tuong tng Diosmin 900mg; Hesperidin 100mg)

HOP 6 Vi X 10 VIEN NEN BAO PHIM

WEALPHAR GMP - WHO

Composition: Each tablet contans: Indications, administration, contrain-

Diosmin/ Hesperidin (80/10)...._ ... .1000mg dications and other information: See
(eguivalent to Diosmin 900mg; Hesperidin 100mg) package inser.
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Manufacturer

Specification: In - house,
WEALPHAR PHARMACEUTICAL J.5.C

Lot CN5, Thuy Van Industrial Park, Thuy
Starage: Dry place; not anove 30°C, avoid difect  yan ward, Viet Tr City, Phu Tho Province.

sunlight.
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DIGESPATIN 1000mg

Diosmin/ Hesperidin (90/10) 1000 mg
(equivalent to Diosmin 900mg; Hesperidin 100mg)

BOX OF 6 BLISTERS X 10 FILM COATED TABLETS

WEALPHAR

— o = o T
I.’/\UO‘“:R u\gﬁ‘“ \‘\950 e 100:??‘ \
I N’Fﬁ wﬁ“\g " ) W ¥
8 [ in @
P o e “E;co e oA
G@s ot oo Al G
01,,«\“‘1“ 0 '\DQ::; v . o
o oo e o
L\\!G"gu(:i W‘N J _\}‘ 10 m%g (e ;
aes?“ QUQC' ?ﬁt ,»\mmcp ; ve T QU(
<P GBS @ g
V] D‘ 5 t\ﬁ‘\n 2 ('.ﬂmg‘l C
oo™ gies™ oy
R PR o
C 44
?PS 90\0\'\ gﬁﬁﬁﬂ wzs“z?ou Gﬁs A % o
oeid N ct P et O
o Lph® oo™ oest 2
e o B s
in on N o e - P )
\Wac oA o™ v oud J/

DIGESPATIN 1000mg




Zfl:. Tén ﬂm&t ‘:- )

)4 Wc(d?lﬁbﬁ'i?lt ;

“Thong bao ngay cho bac si hodc duge si nhlmg tdc dung khong mong mudn gip phai khi
sir dung thudc™.
3. Thanh phén cdng thirc thude:
- Thanh phan hoat chit:  Diosmin/ Hesperidin (90/10) 1000 mg

(teong ving Diosmin 900,0 mg; Hesperidin 100,0 mg)
- Thanh phén ta duge: Cellulose vi tinh thé, natri starch glycolat, povidon K30, natri lauryl
sulfat, magnesi stearat, hypromellose, polyethylen glycol 6000, talc, titan dioxyd.
4. Dang bao ché: Vién nén bao phim.
Mb ta: Vién nén bao phim mau trang, hinh thuén dai, mot mét c¢é vach bé, mot mit khéc
chir dwp, canh va thanh vién lanh lan.
5. Chi dinh:
Diéu trj cc tridu ching ctia con trf cAp.
6. Cach ding, liéu dung:
* Cdch ding: Dung duwdng uéng
* Liéu dimg: 4 ngay du, mdi ngay udng 3 vién; sau d6 mdbi ngay dung 2 vién trong 3 ngay
tiép theo.
- Tré em: Su an toan va hiéu qua cta san pham nay ¢ tré em va thanh thiéu nién duéi 18
tudi chua duge thiét 1ap.
7. Chéng chi dinh:
Qua mén v&i hoat chat hodic voi bét ky ta dwoc nao trong thanh phén ciia thude.
8. Canh bao va than trgng khi diing thudc:
Viée sir dung san phdm nay khong loai trir viéc diéu tri dic hiéu cho cic bénh khac ving
hau mén. Diéu tri triéu chirg dot tri cip bing san phim nay nén duoc thuc hién trong thoi
gian ngan. Néu céc tridu chimg khong thuyén giam nhanh, can tién hanh kham héu mon
truc trang va danh gia lai viéc diéu tri.
Thudc ¢6 chira it hon Immol (23mg) natri trong m3i vién, nghia 12 v& co ban khong ¢
natri.
9. Anh huwéng thude cho phu nir c6 thai va cho con bi, kha ning sinh san:
* Thoi ky mang thai:
Khéng ¢6 dir liéu hoac c6 dir liéu han ché vé viée st dung thudc nay ¢ phu nix mang thai.
Céc nghién ciru trén dong vat khong cho thdy bét ky doc tinh sinh san nao.
Dé phong ngira, t6t nhét 13 trénh str dung san phém nay trong khi mang thai.
*Thoi ky cho con bu:
Khéng biét liéu thube c6 dugce bai tiét qua sita me hay khong. Khong thé loai trir nguy co
dbi véi tré so sinh.
Can dua ra quyét dinh ngimng cho con bu hay ngimg/tranh diéu tri bing thubc, ¢6 tinh dén
loi ich cia viéc cho con bu ddi vdi tré so vai loi ich cia viée diéu tri d6i véi ngudi me.



.\*I\l\a’;i%itmi%’ ia thuoc Ién kha nang lai xe, vain hanh may moc:

(Eb{fa co g%ﬁa ciru cu thé vé anh hudng clia thudc dén kha ning 14i xe va sit dung méy
hed, Tuy'nkién, voi hd so an toan chung cia flavonoid, thuéc nay anh hudng khéng dang

ké dén kha ning lai xe va sir dung may moc.

11. Twong tac, twong ky ciia thudc:

* Twong tdc: Chua tién hanh cac nghién ctru vé tuong tic thuéc. Cho dén nay, khong c6

twong tac thude lién quan dén 1am sang nao dugc bdo céo ké tir khi thubc dugc dua ra thi

trudng.

* Twong ky: Do khéng c6 cdc nghién ctu vé tinh twong ky cta thude, khong trén lan

thube nay véi cac thude khéc.

12. Tac dung khong mong muén ciia thube (ADR):

Roi loan hé thin kinh

Hiém gip (tir > 1/10000 dén <1/1000): chéng mit, nhirc dau, kho chiu.

Ro6i loan tiéu héa

Thudng gap (tir > 1/100 dén <1/10): tiéu chay, kho tiéu, budn nén, non.

It gap (tir > 1/1000 dén <1/100): viém dai trang.

Tén s6 chua dugc xac dinh: dau bung.

Roi loan da va mé dwéi da

Hiém gip (tir > 1/10000 dén <1/1000): phat ban, ngira, néi nay day

Tan s6 khong xac dinh: pht cuc bd viing mit, mi mat, méi. Cé biét, phu Quincke.

13. Qui lidu va cach xir tri:

Dit liéu lién quan dén qua liu vé6i thude nay con han ché. Cac tac dung phy thudng dugc

bao c4o khi ding qua liéu 1a tac dung tiéu hoa (nhw tiéu chay, budn ndn, dau bung) va tac

dung ngoai da (nhu ngtra, phat ban).

Trong truong hop qua lidu, viéc diéu tri cac tridu chimg nén dugce thuc hién.

14. Pic tinh dwoc lwe hoe:

Ma ATC: CO5CAS3.

Nhoém duoce ly: Thudc bao vé mach/ Thube tac dong 1én cac mao mach/ Bioflavonoid.

Tac dung dwoc luc hoc

Thude tic dong lam bén hé thdng mach mau:

- Trén tinh mach: Lam gidm suc céng va tinh trang o tré cua tinh mach.

- Trén h¢ tudn hoan vi mach: giip binh thudng hoéa tinh thdm ctia mao mach va tang sirc

bén ctia mao mach.

15. Dic tinh duwgc dong hoc:

Nghién ciru & nguoi sau khi udng thude voi diosmin duge danh ddu véi Carbon 14, cho

théy:

- Thude dugc bai xuat chi yéu qua phan, trung binh ¢6 khoang 14% liéu dung dugc bai

xuat qua nudc tiéu.

- Thoi gian bén thai la 11 gio.
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goi:
\ K Wi vién, Kém theo to huéng dén sir dung thudc.
pié Jlgiﬁm 0 quan, han dung, tiéu chuén chit lwgng ciia thudc:
40 quan thudce noi khd, nhiét d6 khong qua 30°C, tranh 4nh sing.

Han dung: 36 thang ké tir ngay san xuat. Khong dwge ding thudc d4 qua han dung.

Tiéu chudn chét lugng: TCCS
18. Tén, dia chi ciia co s¢ sdn xuat:

Tén co 56 san xudt: CONG TY CO PHAN DUGC PHAM WEALPHAR

Pia chi: Lo CN5, Khu cong nghiép Thuy Van, Xa Thuy Vén, Thanh phé Viét Tri, Tinh

Phu Tho.




