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Thanh phan: Mbi vién nén bao phim ¢6 chura:
Diosmin 500 mg
Ta dugc......cococveeceeeeeeee... VU@ @i 1 vién nén bao phim
Chi dinh, Chéng chi dinh, Liéu diing-Cach diing
va cac thang tin khdc: Xem trong té hudng dan
st dung bén trong hop.

Bao quan: Noi kho rao, nhiét do khong qua 30°C,
trénh anh sang tryc tiép.

Tigu chudn: TCCS

DE XATAMTAY TRE EM

POC KV HUONG DAN SU DUNG TRUGC KHI DUNG
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Co séf san xuat thudc

NHA MAY HDPHARMA EU-

CONGTY €O PHAN DUQIC VAT TU Y TE HAI DUONG
Dia chi: Tang 2, 1oa nha 44, thifa dit 56 307, cum Cong nghiép
Cim Thugng, P.Cim Thugng, TP Hai Duang, tinh Hal Duung, Viét Nam
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HADUOSMIN 500

Diosmin ..... 500 mg

ddd 500mg

Compositions: Each film-coated tablet contains:

Diosmin 500 mg
EXCIPIENTS .covvrvnnrenrcsssssarinnns Q.5F 1 film-coated tablet
Indications, Contra-indicati

Administration and Other informatior:

Read the leaflet enclosed.

Storage: Store in a dry place, at temperature not
exceed 30°C, protected from light directly.
SPECIFICATION: In-house

KEEP OUT OF THE REACH OF CHILDREN
READ THE LEAFLET CAREFULLY BEFORE USE

Manufacturer:

HDPHARMA EU PLANT - HAI DUONG PHARMACEUTICAL
MEDICAL MATERIALS JOINT STOCK COMPANY
Address: 2nd Floor Of Building 4A, Lot No 307, Cam Thuong
industrial park, Hai Duong city, Hai Duong pravince, Vietnam
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Thanh phan: Méi vién nén bao phim co chia:
Diosmin 500 mg
TA AUDC.correrreernsnrrrennnen VU@ €1 1 viEN nén bao phim
Chi dinh, Chéng chi dinh, Liéu diing- Cach ding
va céc théng tin khac: Xem trong té hudng dan
strdung bén trong hép. —

Bao quan: Noi kho rao, nhiét do khéng qua 30°C,  Co'sdsdn xuit thudc:

tranh anh sang truc tiép. NHA MAY HDPHARMA EU-

Tiéu chudn: TCCS CONG TV €O PHAN DUQC VAT TU'Y TE HAI DUONG
Pia chi: Tang 2, 16a nha 4A, thira dat 56 307, cum Céng nghiép
Cém Thugna, B.Cim Thugng, TP Hai Duong, tinh Hai Duong, Viét Nam.
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DE XA TAM TAY TRE EM
DOCKY HUGNG DAN 5Uf DUNG TRUGC KHI DUNG

& Thutéc ké dom

HADUOSMIN 500

Diosmin ..... 500 mg
Diéu tri triéu ching
SUY TINH MACH MAN TiNH

>> } 500mg Hop 5 vi x 10 vién nén bao phim

Compositions: Each film-coated tablet contains: Manufacturer:
Diosmin 500mg  HDPHARMA EU PLANT - HA DUONG PHARMACEUTICAL
EXCIDIENES v G,5.f 1 film-coated t: MEDICAL MATERIALS JOINT STOCK COMPANY

clp! qs£1 flmcointed tablet Address: 2nd Floor Of Building 4A, Lot No 307, Cam Thuong
industrial park, Hai Duong city, Hai Ducng province, Vietnam

00S NIWSONAVH

Indications, Contra-indications, Dosage,
Administration and Other information:
Read the leaflet enclosed.

Storage: Store in a dry place, at temperature not SDK /Reg.No:
exceed 30°C, protected from light directly. $i 16 sx/Lot No:
SPECIFICATION: In-house

KEEP OUT OF THE REACH OF CHILDREN
READ THE LEAFLET CAREFULLY BEFORE USE

NSX/Mfg.Date:
HD/Exp. Date:
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HADUOSMIN 500

Diosmin ... 500 mg

Diéu tri triéu chung
SUY TINH MACH MAN TiNH
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HUONG DAN SU DUNG
Tén thude: ** HADUOSMIN 500
Doc ky hudng ddn sic dung trude khi dimg. Dé xa tém tay tré em.
Thudc nay chi dimg theo don thuéc.
1. Thanh phin cdng thirc thube (cho 1 vién nén bao phim)

Thanh phin hoat chiit: Ham lwong

Diosmin 500 mg

Thanh phdn td dwgc: Polyvinyl pyrolidon K30, natri lauryl sulfat, | Vira da 1 vién
microcrystallin cellulose, crospovidon, magnesi stearat, opadry AMB 11 | nén bao phim

white, quinolin yellow lake.

2. Dang bao ché: Vién nén hinh thuén dai, bao phim mau vang, 1 mat c6 chit HDPHARMA, 1
mit c¢o vach chia vién.

3. Chi dinh
Sau khi dugc chin dodn, HADUOSMIN 500 dugc chi dinh cho ngudi truéng thanh trong didu
tr1:

- Cac trigu chiing ctia bénh suy tinh mach man tinh & chan, nhu dau, & méau tinh mach &
chan, méi chén, chudt rit vé dém, phit né va thay déi dinh dudng;
- Triéu chirng lién quan dén bénh trf cAp tinh.
4. Cich dung, liéu diing
4.1 Cdch diung
- Dung dudng udng.
- Nén udng nguyén vién sau bita &n véi nhidu nuéc.
4.2 Liéu dimg
Suy tinh mach mén tinh
- Liéu thong thusng: 2 vién mdi ngdy. C6 thé ubng 1 I4n hogc chia lam 2 14n mdi ngay.
Nén sir dung thudc lién tuc trong 8 tudn.
- Bénh nhén nén tham khao y kién bac st néu c4c tridu chimg vin khong thuyén giam
hay trAm trong hon hoic néu viée sir dung thude kéo dai hon 8 tuan la cin thiét.
Bénh tri cip tinh
- Trong 4 ngay diéu tri ddu tién, str dung liéu 6 vién/ ngdy. Trong 3 ngay tiép theo, liéu
khuyén cdo 1a 4 vién/ ngay. Sau do, lidu didu trj duy tri dugc khuyén cdo 1a 2 vién/
ngay.
- Dbi v6i chi dinh nay, HADUOSMIN 500 duge chi dinh sir dung trong thoi gian ngén.
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- Bénh nhan nén tham khao ¥ kién bac si néu céc triéu chimg vin khong thuyén giam
hay trim trong hon ho#ic néu viéc st dung thudc kéo dai hon 7 ngay 12 cén thiét.

Tré em va thanh thiéu nién

- Tinh an toan va hiéu qua cia HADUOSMIN 500 & tré em va thanh thiéu nién duéi 18
tudi chura dugce chimg minh. Do thiéu dif lidu, khong chi dinh HADUOSMIN 500 & tré
em va thanh thiéu nién.

Nhém bénh nhéiin dic biét

Bénh nhén ton thuong thén va gan.
- Khong c6 khuyén cdo dic biét v& lidu lugng.
Ngudi cao tudi
- Khéng cé khuyén céo dic biét vé liéu lugng.
5. Chong chi dinh
- Quéa min véi diosmin hodic bét et thanh phan nao cua thude.
6. Cénh b4o va thin trong khi ding thudc
D&i v6i bénh nhan suy tinh mach man tinh, hiéu qua didu tri 1a t6t nhét néu két hop véi 16i
song cén bing:
* nén tranh tdm néng va ding lau;
* duy tri trong lugng co thé binh thudng;
* & mdt s6 bénh nhan, mang v& y khoa (v& nén) c6 thé cai thién tudn hoan méu.
Nén chiam séc dic biét néu tinh trang ctia bénh nhén x4u di trong qué trinh didu tri.
Néu xay ra céc triéu ching nghiém trong bét thudng nhu sung tiy, déi mau da, cing, néng
hoéc dau, bénh nhén nén di khdm ngay lap tirc. Py c6 thé 12 triéu ching cua huyét khéi tinh
mach ¢6 lién quan dén suy tinh mach.
Diéu tri triéu chimg ctia bénh tri cAp tinh khong thay thé lidu phép diéu tri cu thé céc bénh 1y
truc trang khéc. Viée diéu trj chi nén kéo dai trong mot thoi gian ngén (t6i da 7 ngay). Néu cac
tridu chimg van khong thuyén giam, nén thuc hién kiém tra truc trang va xem xét lai viéc diéu
tri.
Thén trong ta dwoc
M&ai vién nén bao phim HADUOSMIN 500 chira nhé hon 1 mmol natri (23 mg), vé co ban
xem nhu “khong chira natri”.
7. Sir dung thudc cho phu nir ¢é thai va cho con bi
7.1 Phu nit ¢6 thai
Dit liéu tir mot sb lwong han ché cac truomg hgp mang thai bi phoi nhiém cho thdy diosmin
khong ¢ tic dung phu ddi véi viéc mang thai hodc stic khoe cua thai nhi hodc tré so sinh.

2
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Hién khong c6 thém dit liéu dich té hoc c6 lién quan.
Céc thi nghiém trén dong vit khong cho thiy tac dung phu truc tiép hodic gian tiép 1én qua
trinh mang thai hodc sy phat trién ctia phoi/thai nhi. Nén trénh str dung thudc trong thoi ky
mang thai dé dé phong.
7.2 Phu nir cho con bul.
Ngudi ta khéng biét liéu diosmin c6 dugce bai tiét qua sita me hay khong, do d6 thudc khong
thé dugc sir dung trong thoi ky cho con b.
7.3 Kha ndng sinh san.
Céc nghién ciru vé doc tinh sinh san cho thiy khong c6 anh hudng dén kha niing sinh san &
chudt duc va chudt cai.
8. Anh huéng ciia thube 1én kha niang ldi xe, vin hanh may méc:
Chua nghién ctru anh hudng cla san phdm 1én kha ning 14i xe va van hanh may méc. Tuy
nhién, dya trén hd so an toan chung, diosmin khong anh hudng hoic anh hudng khong dang
ké dén kha naing l4i xe, van hanh may méc.
9. Twong tic thude, twong ky ciia thude
9.1. Twong tdc thuéc
Khéng c6 nghién ctru vé tuong tac thude duoc thuc hién.
Khéng c6 twong tac gitta diosmin va cc thudc khac duoc bdo céo sau khi dua thude ra thi
trudng,
9.2. Twong ky ciia thudc
Do khéng cé céc nghién ctru vé tinh tuong ky cia thube, khong tron 14n thudc nay véi cac
thudc khéc.
10. T4c dung khéng mong mudn cia thube
Céc tac dung phu dugc bao cao voi diosmin hdu hét 1a nhe.
Téc dung phu dudng tiéu héa (tiéu chay, khé tiéu, budn ndn, nén) dugc bio cdo thudng xuyén
nhat.
Tan suét xuét hién trong céc thir nghiém lam sang dugc dinh nghia nhu sau:
Rét thuong gip (> 1/10)
Thuodng gip (= 1/100 va <1/10)
Khoéng thudng gép (> 1/1000 va <1/100)
Hiém gap (> 1/10000 va <1/1000)
Rét hiém gap (> 1/100000 va <1/10000)
Khong rd (Khong tinh todn duge tir dit liéu sin c6)

Hé co quan Tan suit Téc dung khong mong mudn
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R6i loan hé than kinh | Hiém giip Dau déu, khé chiu, chéng mit

Réi loan hé tiéu hoa Thuong gép Tiéu chay, kho tiéu, budn nén, non

Khoéng thuong gap | Viém dai trang

Khéng r6 Dau bung
R6i loan da va md dudi | Hiém giip Ngtta, ndi man da
da Khong r6 Phi mach, phi mét, méi va mi mat

Bao cdo ADR;

Viéc bdo céo cac phan ting nghi ngd ¢6 hai cia thude sau khi dwge luu hanh 14 rit quan
trong, didu ndy cho phép tiép tuc theo ddi can bin g gifta loi ich/rti ro cuia thube. Cac chuyén
gia y té cén phai bdo céo bét ky phan trng nghi ngd 6 hai ndo qua hé théng cia Trung tAm
Quéc gia vé Thong tin thudc va Theo dai phan tmg c¢6 hai ctia thudc (Trung tdm DI & ADR
Quoc gia).

Thong bao ngay cho bdc si hodic dwgc si nhiing phén vtng cé hai gdp phdi khi stk dung
thubc.

11. Qua lidu va cdch xir tri

Khong c¢6 qua lidu da duoe béo cho.
Khéng c6 dit liéu v& sir dung thudc qua liéu, khéng ding qué lidu chi dinh cia thube.
Tich cyc theo di dé c6 bién phéap xir tri kip thoi.

12. Dic tinh dwoe lue hoe:

13.

Nhém dwoe ly: Thude béo vé, én dinh mao mach.

Mai ATC: CO5CAO03.

Diosmin tdc dong lén tinh mach va mach mau ngoai bién. N6 ¢6 hiéu qua trong tinh trang giam
kha néng va d¢ dan hdi ctia tinh mach. N6 ciing 1am giam tinh thdm mao mach khi tinh thdm
mao mach ting 1&n trong mot s6 bénh 1y va ting sirc bén thanh mach.

Dic tinh dwge dgng hoc

Hdp thu

Diosmin dudmg udng duge danh déu bing *C, d6 hép thu (dva trén tdng lugng thude bai tiét
qua nude tiéu) 1a 58%.

Phdn bé

Dya trén viéc do nong d6 diosmetin toan phan trong huyét twong, sau khi uéng mot lidu duy
nhit 500 mg diosmin, ndng d¢ t8i da trong huyét tuong dat duge trong vong 12 gidy (khoang:
8-24 gio).

Chuyén héa
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Diosmin dugc chuyén hoa trong té bao rudt thanh dan xuét aglycon, diosmetin, chit ndy dugc
chuyén héa thanh dén xuét glucuron tudn hoan va cac acid phenolic khéc nhau, bao gdm ca
acid hippuric.
Thai trie
Khi uéng mét lidu don, trong 24 gidr du, thubc duge bai tiét chi yéu qua nuée tiéu, 31% lidu
dung dugc bai tiét trong thoi gian ndy. Téng lugng bai tit (109 + 23%) 12 58 + 20% qua nube
tidu va 51 + 24% qua phan (hdu hét bai tiét qua phén xay ra sau 24 gi®). Dua trén cac phép do
ndng do diosmetin toan phin trong huyét tuong, thoi gian ban thai sau mot khi uéng mét lidu
don 1a khoang 13 + 5 gido.

14. Quy cich déng goi:
Hop 5 vi, 6 vi, 10 vi x 10 vién nén bao phim; kém huéng dén sir dung.

15. Didu ki¢n bio quén, han ding, tiéu chuin chit lvgng ciia thube:
Diéu kién bao quan: Noi khé rdo, nhiét d khong qué 30°C, trénh 4nh sang truc tiép.
Han dung: 36 thang ké tir ngay san xut.
Tiéu chuan chat lugng: TCCS.

16. Tén, dia chi ciia co’ s& san xuft thu('ic:‘/l,;_:f'—:.-‘&:\\

| -
s

VAT TU' Y TE HAI DUONG
Dia chi: TAng 2, tda nha 4A, Thira dét s6 307, cum Cong nghiép CAm Thuong,
phudng Cim Thuong, TP. Hai Duong, tinh Hai Duong
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