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DIOSCE

MAU vi x 10 vién

DIOSCE
NHAN DAN chai 60 vién & 100 VIEN

Thanh phan:
M@i vién nén bao phim chia:

Diosmin 450 mg, Hesperidin 50 mg. Co s san xuét: o
Té dugc vira di 1 vién. &Qt:gngslm glew DUQC PH

Chi dinh, chéng chi dinh, cach diing
va céc thdng tin khdc: Xem trong to
huéng dan st dung thude kém theo.
Béo quan: Nol kho rao, tranh anh
sdng, nhiét A khéng qua 30°C

Tiéu chudn chét lugng: TCCS.

S@ giay dang ky luu hanh:

L& B3-1, goc dutmg D4-N1, khu cong
nghiép Huu Thanh, Xa Hiu Thanh, Huyén
Burc Hoa, Tinh Long An, Viél Nam
Website: httpsi/laterrefrance vn

Email: laterrefrance@laterrefrance.vn
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Chi dinh, chéng chi dinh, cadch ding
va céac théng tin khéc: Xem trong to
hudng dan st dung thude kém theo.
Bdo quan: Nai khd rdo, tranh anh
sang, nhiét dé khdng qua 30°C.

Tiéu chuén chét lugng: TCCS.
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DIOSCE

DPoc ky hwéng dan siv dung triede khi diing

Pé xa tam tay tré em
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Thanh phén duogc chit:
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(Maltitol, Povidon K30, Glycerin, Natri starch glycolat, Aerosil, Magnesi stearat, HPMC 606, PEG
6000, Talc, Titan dioxid, Sunset yellow dye)

2. Dang bao ché

Dang bao ché: Vién nén bao phim.

M0 ta: Vién nén hinh thudn dai, bao phim mau vang cam, canh va thanh vién lanh 1an.
3. Chidinh

Didu tri cde tridu ching lién quan dén suy giam tinh mach bach huyét (ndng chén, dau, hoi chimg
nhtre chin ting nang vao cudi ngay).

Diéu tri cde dAu hidu chite ning lién quan d&n con .

4. Liéu ding, cich ding

Cich ding

Thube duoe ding qua dudng ubng.

Liéu dimng

Liéu théng thudng: 2 vidn/ngay, 1 vién vao biiz trira va 1 vién vao bita tdi.

Diéu tri trd cép: 6 vién trong 4 ngdy diu, 4 vién trong 3 ngay tiép theo.

Tré em

Chua chimg minh duge tinh an todn va hidu qua cta thude nay trén bénh nhan 1a tré em va thanh
thiéu nién dudi 18 tuoi.

5. Chéng chi dinh

Qué min v6i Diosmin, Hesperidin hay bét ky thanh phén ta duge nao cta thude.

6. Cinh bio va thin trong khi ding thube

Diéu trj con tri c;:fp:

Viéc ubng thude nay dé didu tri cAc tridu chimg trf cip khong lam ngin can viée diéu tri khac tai hau
mén. Viée diéu tri bing thude 1a ngan han. Néu cic tridu chimg khéng giam nhanh chéng, cAn kham
true trang va viée diéu tri can dwoc xem xét lai.

Théng tin vé td dwgec:
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Thude né.y ¢6 chita Maltitol. Néu bénh nhan duoc chén dodn ¢6 roi loan dung nap voi mot sb loai

ﬂ at dinh, hdy hoi y kién béc s [1‘11'0’0 l(h1 dung thuon. nay Bénh nhén bj i loan di truyén hiém

Phu nit cé thai

Khong ¢ hodc ¢6 rat it dit licu vé viée str dung flavonoid tinh khiét duoi dang vi mé ¢ phu nit mang
thai.

Céc nghién ctru thue nghiém tién hanh trén dong vat khéng chi ra tac dung gy quéi thai.

Pé an toan, tranh sir dung thude nay trong théi ky mang thai.

Phu ni¥ cho con bu

Thiéu cac dir liéu lién quan dén sy bai tiét ctia thude qua stta me.

Khong thé loai trir nguy co dbi véi tré so sinh/tré so sinh.

Can o vao loi ich cta viée cho con bu so véi lgi ich diéu tri ma quyét dinh nén ngling cho con bu
hay nglmg/tranh diéu tri bing thude nay.

Khad ndng sinh sdn

Céc nghién ctru vé& d6c tinh trén sinh san cho thdy khong ¢ tic dong ndo trén kha ning sinh san cla
chudt céng duc va cai.

8. Anh hwéng ciia thude 1én kha ning l4i xe, vin hinh may méc

Chura tién hanh cdc nghién ctru vé dnh huéng ciia Flavonoid trén kha ning l4i xe va van hanh mdy
mée. Tuy nhién trong cdc tai liéu tng quan vé phan doan Flavonoid, vé co ban, thude nay anh hudng
khéng dang ké dén kha ndng lai xe va van hanh may mée.

9. Twong tde, twong ky ciia thude

Twong tdc ciia thuéc

Chura tién hanh cac nghién ctru vé twong tac thude. Tuy nhién, cho dén nay, khong 6 twong téc thude
lién quan dén ldm sang nao duge bao cdo k€ tir khi san phdm duoc dua ra thi truong.

Twong ky ctia thubc

Do khéng ¢6 cée nghién ctru v& tinh twong ky chia thude, khdng tron 13n thude ndy véi cace thude khac.
10. Tde dung khéng mong mudn ciia thude

Bang tém tit cdc phan tmg c6 hai duge phan nhém theo tn sudt: rit thuong gip (ADR > 1/10),
thudmg gip (1/100 < ADR < 1/10), it gip (1/1000 < ADR < 1/100), hiém giip (1/1000 < ADR <
1/10000) va rat hiém gap (ADR < 1/10000), chua biét (khong thé ude tinh tir dit liéu ¢d san).

Réi loan hé than kinh:

Hiém gip: Chéng mat, dau dau, khé chiu.

Rbi loan hé tiéu héa:

Thuong gap: Tiéu chay, khé tiéu, budn ndn, nén.
ft gdp: Viém dai trang.

Chua biét: Pau bung
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ngay cho bic sy hodc dwoc si khi gdp cdc tic dung khéng mong mudn nhw trén khi siv
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11. Qui liéu va cach xir tri

Triéu chirng

Dit liéu v& qué lidu con han ché. Céc phan tmg c6 hai duge bao cdo thudng xuyén nhét trong cic

truomg hop qué lidu 13 tic dung khong mong mudn trén dudng tiéu hoa (nhur tiéu chay, budn nén, dau

bung) va tdc dung khdng mong muodn trén da (nhu ngira, phat ban).

Cach xw tri

Trong trwong hop qué liéu, tién hanh diéu tr triéu chimg.

12. Ddc tinh dwoe lwe hoe

Nhém dwoe ly: Céc thude bao vé mach/Céc chit 6n dinh mao mach/Céc flavonoid sinh hoc.

Ma ATC: CO5CAS3 |

Duwye Iy hoc

Thube tac dong kép 1én hé tinh mach bing cach:

o O muc d0 finh mach va tinh mach nhé: Lam ting stc bén thanh mach va tic déng chéng i tré
mach.

o O mic d6 tudn hoan vi mach: Gilip ting sitc bén mao mach va binh thuong héa tinh thim mao
mach.

Dwoc ly lam sang

Cac nghién ctru mu ddi dbi ching, st dung cde phuong phap danh gid tic dong cia thude trén huyét

d0ng tinh mach d& chimg minh tinh chat dugce Iy noi trén dd duoc khing dinh & ngudi.

o  Quan hé lidu dimg - téc dung:
Pi xéc 14p quan hé lidu — tic dung ¢b ¥ nghia thong ké dbi véi cde théng 50 ghi bién dbi clia thé
tich tinh mach: Dung lugng tinh maf:h, stre cang dan va thoi gian tong mau. Ty 1€ lidu - tac dung
to1 uu dat duge khi dung 2 vién thude.

o  Hoat tinh tdng trwong luc tinh mach:
Thubc 1am ting truong luc tinh mach. Méy ghi bién dbi thé tich cho thdy co su giam thoi gian
tong méu ¢ tinh mach.

o  Hoat tinh vi tudn hoan:
Céc nghién ctru mu ddi c6 d6i chimg véi gia dugce cho thay sur khéc biét ¢6 ¥ nghia thong ké gitra
thude va gia duge. Trén nhimg bénh nhén ¢6 ddu hiéu mao mach dé suy, thude lam gia ting do
bén cua mao mach khi dung phuong phap do strc bén mach mau.

Nghién cveu lam sang

Céc nghién ctru mi ddi, cé ddi chitng voi gia duoc chimg té higu qua cta thude déi véi tinh mach,

trong didu tri suy tinh mach man tinh chi duéi (ca triéu chitng chitc nang 13n thuc thé).

13. Pie tinh dwoe dong hoc
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) nguoi, sau khi ubng thude voi Diosmin duge danh din bang carbon 14:

Hop 6 vi AlwPVC x 10 vién nén bao phim, kém t& hudng dan sir dung.
Hop 10 vi Alw/PVC x 10 vién nén bao phim, kém t& huéng dan st dung.
Hop 1 chai HDPE x 60 vién nén bao phim, kém t& huéng din st dung.
Hép 1 chai HDPE x 100 vién nén bao phim, kém to hudng dén str dung.
15. Diéu kién bio quin, han dung, tiéu chuin chit lwgng cia thude
Piéu kién bdo qudan: Noi kho rdo, tranh 4nh sang, nhiét d khong qua 30°C.
Han dimg cua thuée: 36 thang ké tir ngay san xuat.

Tiéu chudn char liwong: TCCS.

16. Tén, dia chi ciia co' s& sin xuit thube:

Tén co s6 san xudt thuée: CONG TY TNHH MTV DUGC PHAM LA TERRE FRANCE
Dia chi: Lo B3-1, goe dudng D4-N1, khu cong nghiép Huu Thanh, X& Huu Thanh, Huyén Pic Hoa,
Tinh Long An
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