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Rx Prescription Drug

HALIBUT 1000 MG

Diosmin film coated tablets 1000 mg

Composition: Each film coated tablet contains:

IS o 1000 mg

Indication, administration, contra-indication

and other information:

Please see the enclosed leaflet inside.

Storage: Store below 30°C in the original package

in order to protect from moisture.

Specification: In-house

Keep out of reach of children.

Carefully read the enclosed leaflet before use. 3 x 10 Tablets

Manufactured by:

MEDITOP GYOGYSZERIPARI| KFT
2097 Pilisborosjens, Ady Endre u. 1., || |||||ﬂ|||||]|} W ||
Hungary.

Rx Thubc ké don

HALIBUT 1000 MG

Vién nén bao phim Diosmin 1000 mg

Thanh phin: Mai vién nén bao phim c6 chira:

R T W R B R T 1000 mg
Chi dinh, c4ch ding, chéng chi djnh va cac
théng tin khéc:

Xem trong t& hwéng dén sir dung thube kém theo.

Béo quan: Bao quan diréi 30°C trong bao bi géc,

tranh am,

Tiéu chudn: Nha san xuét

D& tranh xa tm tay tré em, 1 . "
Doc k huéng dan sir dung treéc khi ding. Hop 3 vi x 10 vién

Séan xuét boi:

MEDITOP GYOGYSZERIPARI KFT

f{097 Pilisborosjend, Ady Endre u. 1., Vién nén bao phim Diosmin 1000 mg
ungary.

[DNNK: ................; Dja chr. isienia)

Mfg. Date. (Ngay SX): dd/mm/yyyy
Exp. Date. (Han dung): dd/mm/yyyy

VN Reg. No. (S8 DK):

Batch No. (S8 16 SX): it
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RX Prescription Drug

HALIBUT 1000 MG

Diosmin film coated tablets 1000 mg

Brug wondissaig Xy

Composition: Each film coated tablet contains:

Diosmin .. s .. 1000 mg

Indicatlon. admlnistraiion contra-indicatlon

and other information:

Please see the enclosed leaflet inside.

Storage: Store below 30°C in the original package

in order to protect from moisture.

Specification: In-house

Keep out of reach of children.

Carefully read the enclosed leaflet before use. 6 x 10 Tablets
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Manufactured by:

MEDITOP GYOGYSZERIPARI KFT
3007 Pilkarosions. dy Enhes. 1. | R 1
Hungary.

Rx Thuéc k& don

HALIBUT 1000 MG

Vién nén bao phim Diosmin 1000 mg

Thanh phan: Méi vién nén bao phim c6 chira:

Diosmin . . 1000 mg

Chi djnh, eéch dl‘.lng, ch&ng chl d]nh va céc

thong tin khac:

Xem trong t& hwéng dan sir dung thubc kém theo.

Bao quan: Béo quan duéi 30°C trong bao bl gbc,

trénh &m.

Tiéu chudin: Nha san xuét

Dé trénh xa tAm tay tré em. 0 . .
Boc ky hwéng din si¥ dung treéc khi ding. Hép 6 vix 10 vién

VN Reg. No. (Sb DK): #HHHEHHHHHHHE

Batch No. (S8 16 SX): #HHHHHH
Exp. Date. (Han dung): dd/mm/yyyy

Mfg. Date. (Ngay SX): dd/mm/yyyy

Sl B AR IGT HALIBUT 1000 MG

2097 Pilisborosjend, Ady Endre u. 1., Vién nén bao phim Dicsmin 1000 mg
Hungary.
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Rx- Thubc nay chi ding theo don thudc

HALIBUT 1000 MG
(Vién nén bao phim Diosmin 1000 mg)

Pé xa tam tay tré em

Poc ki huéng dan sir dung truée khi dimg CO PHAN

DUOC PHAM

THANH PHAN CONG THUC THUOC

Mbi vién nén bao phim c6 chira:

Thénh phan hoat chat: Diosmin.............. 1000 mg

Thanh phan td dugc: Croscarmellose sodium, silica colloidal anhydrous, poly (vinyl alcohol),

magnesium stearate, talc, Opadry II 85F82874 Yellow [thanh phc‘fn: Poly (vinyl alcohol),

titanium dioxide (E171), macrogol, talc, iron oxide yellow (E172)].

DANG BAO CHE

Vién nén bao phim.

M6 ta: Vién nén bao phim mau vang, hinh thudn dai, 2 mit 1i, ¢6 vach chia liéu & ca 2 mat.

CHI PINH

- Cai thién céc triéu chimg lién quan dén suy tinh mach man tinh ctia chi dudi nhu cdng chén,
nang chin, dau chan, chudt rit & chan vé dém.

- Céc bénh vé tinh mach tri. Thubc c6 thé duge sir dung didu trj tri¢u chimg trong trudmg hop
céc triéu chimg x4u di do bénh tri giy ra.

LIEU LUQNG VA CACH DUNG

Liéu ding:

Ngueai trudng thanh:

- Suy tinh mach man tinh chi duéi: 1 vién/ngay vao budi sang, ding trong bita in.

- Diéu trj céc triéu chimg x4u di do bénh tri gy ra: 1 vién/lin x 3 lin/ngay, ding trong 4

ngdy; sau d6 dung 1 vién/lan x 2 lan/ngay trong 3 ngay tiép theo, dung trong bira an.

Tré em va thanh thiéu nién:

Khéng khuyén céo sir dung cho tré em va thanh thiéu nién duéi 18 tudi do thiéu dir lidu.

Céc d6i tuong dic biét:

Chura c6 nghién ciru nao dugc thuc hién vé viée sir dung thue trén bénh nhén bi ton thuong

thin va/hodc gan hodc trén ngudi cao tudi. Dua trén dir liéu hién cé, khong c6 nguy co dic

biét nao duge xéc dinh ddi véi cdc nhém bénh nhan nay.

Cich diang: Ding duong udng.

CHONG CHI PINH

Qua min véi diosmin hodc véi bét ki thanh phén t4 duge nao cua thude.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Trong trudng hop cac triéu chimg tai hiu mén tré nén nang hon, viéc sir dung thudc nay

khong thé thay thé cho viéc sir dung céc loai thube cu thé khac dic tri trong cac bénh hau

moén. Nén diéu tri trong thdi gian ngén han. Néu cac triéu chimg khéng cai thién nhanh chéng,

can tién hanh kham hiu mén va xem lai cach diu tri. Dé dat hiéu qua cao trong diéu tri suy

tinh mach man tinh can két hgp véi 16 séng khoa hoc. Nén tranh ra nfmg, tranh dimg lau,

trénh thira can. Nén di b va mang tit ap luc dé cai thién tudn hoan tinh mach.

An toan va hiéu quéacia thude chwa duge nghién ciru trong céc truong hop sau va can luu y

khi str dung:




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

- Tdn thuong gan va/hoic than.

Canh bdo vé td dwgc: Thubc nay chira it hon 1 mmol natri (23 mg) mdi vién, nghia la vé co

ban 1a "khdng chira natri".

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phuy nir cé thai: Khong c6 dir liéu 1am sang vé sir dung diosmin trén phu ni¥ ¢ thai. Dya trén

c4c thi nghiém trén dong vit, diosmin di qua nhau thai mét phin; dir liéu khéng chi ra céc tac

dong c6 hai truc tiép hodc gian tiép dbi véi thai nhi ciing nhu su phét trién cua bao thai/thai

nhi.

Nhu mét bién phap phong ngira, nén tranh sir dung thudc & phu nix mang thai.

Cho con bi: Khong cé dir li¢u vé sur bai tiét cua diosmin trong sira m¢. Khong k.huyén cdo sur

dung cho phu nir cho con bu.

Kha ning sinh san: Khong c6 dir liéu 1am sang trén kha nang sinh san khi sir dung diosmin.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Thudc khong c6 anh hudng hodc anh huong khong danh k& dén kha niing 14i xe va van hanh

mdy moc.

TUONG TAC, TUONG KY CUA THUOC

Tuong tic thude: Mot sé dir liéu cho thiy diosmin tc ché qua trinh chuyén hoa qua
cytocrom P450 & nhimg ngudi tinh nguyén khoe manh, diéu nay c6 thé lam thay ddi dugc

d6ng hoc cia mot s6 thude khi ding ddng thai (diclofenac, metronidazole).

Twong Kky: Do khong c6 cic nghién ciru vé tuong ky cua thube, khong trén lan thubc ndy véi mziﬁ
thude khéc. ;IS\T?
TAC DUNG KHONG MONG MUON CUA THUOC ) PHAN
Céc tac dung khong mong mudn dugc liét ké duoi ddy theo hé thdng co quan va tan suit xuat ) PHAM
hién. Tén suét xuét hién duoc dinh nghia nhu sau: rit thuomg gap (=1/10), thudong gap (=1/100 £T AN
dén < 1/10), it gip (>1/1000 dén <1/100), hiém gip (>1/10000, <1/1000), rt hiém gap ;{—54
(<1/10000), khong r5 tAn suit (khong thé danh gié tir nhimg dit liéu sin c6). =

H¢ co quan Tan suat Tic dung khéng mong mudn
Hé than kinh Hiém gip Nhire dAu, chéng mit, khé chiu
Tiéu hoa Thuong gip Budn non, ndn, tiéu chay, kho tidu
It gip Viém dai trang
Khong rd DPau bung
Da va mo dudi da Hiém gap Phat ban da, ngira, may day
Hé thong mién dich Khong rd Phi mat, méi va mi mat lién quan dén phan
img dj tmg, pht Quincke.

QUA LIEU VA CACH XU TRI

Khéng c6 dir liéu vé sir dung thudc qué lidu, khong ding qué lidu chi dinh thuéc.

PAC TINH DUQC LUC HQC

Nhém duoe 1y: Thude bao vé mach méu, n dinh mao mach; Ma ATC: COSCAO3.

Co ché tac dung

Tac dung trén tinh mach: Diosmin lam giam xu huéng gian tinh mach va giam @ tré ¢ tinh
mach.

Téc dung trén vi tudn hoan: Diosmin 1am giam tinh thdm ctia mao mach va ting sirc bén ctia
mao mach. Ngoai ra, do ¢6 tac dung 1én qué trinh tdng hop prostaglandin nén con c6 tic dung
chbng viém.



Téc dung duoc luc hoc

Téc dung dugc ly ciia thude da dugc chimg minh trong cdc nghién ciru 1am sang mu déi c6
d6i chimg va tac dung cua hoat chit déi trén huyét dong tinh mach da duge chimg minh trong
cac nghién ciru khach quan va dinh luong.

Tdc dung trén truong luc finh mach: Diosmin lam ting truong luc tinh mach, do d6 lam giam
dung tich tinh mach, giam gidn tinh mach va {r mau. Ding may ghi bién dbi thé tich cho thdy
c6 sur giam thdi gian tbng mau & tinh mach.

Tdc dung trén hé bach huyét: Diosmin kich thich chirc ning hé bach huyét bing céch cai thién
hé théng thoat dich va tang luu luong bach huyét trong khoang k&. O nhimg bénh nhan b suy
tinh mach man tinh niang ma khong c¢6 vét loét, viéc sir dung 1 g diosmin mdi ngay c6 thé 1am
giam dudmg kinh cta cdc mao mach bach huyét va ép luc trong mau, dong thoi ting sé luong
cac mao mach bach huyét hoat dong.

Tde dung trén vi tuan hoan: Céc nghién ciru 1dm sang mu déi c6 dbi chimg cho thdy su khéc
biét ¢6 y nghia thing ké giira diosmin va gia duge. O nhimg bénh nhén ¢6 d4u hiéu mao mach
dé v&, diosmin lam ting sirc can mao mach va giam céc triéu chimg 14m sang.

Su giam tinh thim cta mao mach so véi gia duoc ciing dugc quan sat thiy khi udng 1 g
diosmin trong cdc nghién ciru v6i albumin dénh ddu technetium hodc biéu d6 do thé tich
plethysmography.

Hiéu qua 1am sang va an toan

Céc thir nghiém mi dbi c6 dbi chimg da chimg minh tic dung diéu trj ciia thude trong diéu trj |
suy tinh mach man tinh & chi dudi va diéu tri bénh tri cr?ip.
PAC TINH DUQC DONG HQC

H:fp thu: Diosmin sau khi uéng dugc thiy phin nhanh chéng trong rudt béi hé vi khuén .

dudng rudt va sau dé duoc hdp thu dudi dang din xuit aglycone 14 diosmetin. Sinh kha dung
dudmg ubng cua diosmin micronized khoing 60%.

Phdn bé: Thé tich phan bé ctia diosmetin 12 62,1 lit, cho thiy mitc d phin b6 & mé cao.
Chuyén héa: Diosmetin duoc chuyén héa nhiéu thanh céc acid phenolic va cac din xuét
glucuronid lién hop véi glycine, duge bai tiét qua nude tiéu. O ngudi, chit chuyén héa chinh
trong nude tidu 1a acid hydroxyphenylpropionic, phin 16n dugc bai tiét dudi dang lién hop.
Céc chit chuyén héa duge tim thiy véi sé lugng nho hon bao gdm céc acid phenolic nhu acid
3-hydroxy-4-metoxybenzoic va acid 3-metoxy-4-hydroxyphenylacetic.

Thai trie; Thai trir diosmin micronized tuong ddi nhanh; sau khi dung diosmin dugc danh déu
phéng xa "“C, khoang 34% thubc duoc bai tiét qua nuée tidu va phén trong 24 gir dau, hoic
khoang 86% trong 48 gid dau. Trong phin, khoang mét nira duoc bai tiét dudi dang khéng
ddi, dudi dang diosmin hodic diosmetin - hai hop chét nay khong duoc bai tiét qua nudc tiéu.
Thoi gian ban thai trung binh ctia diosmetin la 31,5 gio (khoang 26 — 43 gio).

QUY CACH PONG GOI: Hop 3 vi x 10 vién. Hop 6 vi x 10 vién.

PIEU KIEN BAO QUAN: Béo quan duéi 30°C, trong bao bi gbc, tranh am.

TIEU CHUAN CHAT LUQNG CUA THUOC: Nha san xuit.

HAN DUNG: 36 thang ké tir ngay san xuét.

TEN VA PIA CHI CUA CO SO SAN XUAT THUOC

MEDITOP GYOGYSZERIPARI KFT

Dia chi: 2097 Pilisborosjend, Ady Endre u. 1., Hungary.




