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PILESTOP TABLET
o Doc kj hudng dan sic dung triec khi dimg. Néu can thém thong tin, xin hoi y kién bdc st hodc
dwoc si.
e Thong bao cho bdc si nhitng tac dung khong mong muon gap phai khi sir dung thuoc.
o Dé thubce xa tam tay tré em.

o Khéng diing thude qud han in trén bao bi.

1. Tén thube: PILESTOP TABLET

2. Thanh phin cong thire thude:

M3di vién nén bao phim chira:

Thanh phan hoat chdt: Diosmin..............cc........ 450 mg
Hespetidin..... s 50 mg

Thanh phan ta dwge: Lactose monohydrate, maize starch, microcrystalline cellulose (101),
crospovidone, sodium starch glycolate, polysorbate 80, colloidal silicon dioxide, magnesium
stearate, purified talc, Opadry I1 85G52259 (yellow) (Polyvinyl alcohol-part hydrolyzed, talc,
quinoline yellow aluminum lake, macrogol/PEG |, lecithin (soya), titanium dioxide), Opadry II
31G51120 (green) (HPMC 2910/hypromellose, lactose monohydrate, titanium dioxide,
macrogol/PEG, triacetin, quinoline yellow aluminum lake, FD&C blue #1/brilliant blue FCF
aluminum lake, iron oxide yellow), nudc tinh khiét*. (*:dung méi bay hoi trong qud trinh san
xudt)

3. Dang bao ché: Vién nén bao phim.

M@ ta: Vién nén bao phim mau xanh 14 hoi vang, thu6n dai, hai mat 16i, khic vach tron va chir
"ACME " trén mot mat, mat con lai co khic vach ngang.

4. Chi dinh:

Diéu tri cac triéu chimg lién quan dén suy tinh mach bach huyél (nang chan, dau nhure, héi ching
chan khong yén).

Diéu tri triéu chimg lién quan dén con tr cép.

5. Cach dung, li¢u dung:

Liéu dung:

Liéu thong thuong: 2 vién mdi ngay, 1 vién vao bira trwa va 1 vién vao bita toi.

Con tri: 6 vién mdi ngay trong 4 ngay dau, sau d6 4 vién mdi ngay trong 3 ngay tiép theo.

Tré em: Tinh an toan va hiéu qua & tré em va thanh thiéu nién dudi 18 tudi chua duge thiét lap.
Cach dung:

Dung dudng udng, udng cing voi bira an

6. Chéng chi dinh:

Bénh nhan min cam voi bat cir thanh phin nao cua thude.
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Piéu tri con tri ce"ip:

Viéc udng thude nay khong 1am ngin can viée didu tri ddc tri khac tai hau mon. Viéce diéu tri bing
thudc nén thuce hién trong thoi gian ngén. Néu céc triéu ching khong giam nhanh chong, can kham
truc trang va viée diéu tri cAn dugc xem xét lai.

Ta dugc:

Thubc chira it hon 1 mmol (23 mg) sodium (natri) mdi vién, dugc xem 1a “khéng chira natri”
Thude c6 chira lactose, khong nén ding thudc nay cho bénh nhan cé vén dé di truyén hiém gap vé
khong dung nap galactose, thiéu enzym Lapp lactase hogic kém hdp thu glucose- galactose.

8. Sir dung thude cho phu nir ¢6 thai va cho con bi:

Sir dung thudc cho phu nir cé thai:

Khong co dir liéu vé viée sir dung thude & phu nir mang thai. Cac nghién ctru & dong vat cho thdy
thude khong ¢6 tic dung c6 hai trén thai ky. Tuy nhién, phy nir dang mang thai khong nén ding
thudc nay.

Sir dung thudc cho phu niv cho con bii:

Hién khong c6 dir liéu vé kha ning thude c6 tiét qua sira me hay khong, tranh cho con bu trong khi
dung thude.

Kha nang sinh san:

Céc nghién ciru cho thay thudc khong c6 doc tinh trén kha ning sinh san cua chuét. Khong cé dir
liéu 1am sang lién quan dén tac dung ctia thube déi voi kha ning sinh san & ngudi.

9. Anh huéng cia thude 1én kha ning li xe, van hanh may méc

Chua tién hanh nghién ciru vé& anh huong ciia thude dén kha nang 14i xe va van hanh méay moc.
Tuy nhién, dya theo dit liéu an toan téng quan clia phan doan flavonoid, thubc khong ¢6 hodc anh
huéng khong dang ké dén kha nang 1ai xe va van hanh may méc.

10. Twong tic, twong ky ciia thude:

Twong tic cia thudc:

Chua tién hanh cac nghién ciru vé tuong tac thude. Tuy nhién sau khi thude duge luu hanh, véi
kinh nghiém str dung thudc trén mot lugng 16m bénh nhén, cho dén nay chua c6 mdt bdo céo niao
vé tuong tac ctia thude.

Twong Ky ciia thude:

Do khéng c6 cac nghién ctru vé tinh twong ky cua thudc, khong tron 1an thude nay véi cde thude
khac.

11. Tac dung khéng mong muén cia thude:

Céc tac dung phu & mirc d6 vira phai, chu yéu la cac tac dung phu vé duodng tiéu hoa (budn non,

non, tiéu chay, kho tiéu), da duge béo cao trong cac nghién ctru lam sang duge thye hién véi thude.
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dinh nhu sau: rat thuong gip (>1/10), thuong gap (>1/100 dén <1/10), it gdp (>1/1000 dén <1/100),
hiém gap (>1/10,000 dén <1/1000) va rat hiém gap (<1/10,000), tin suat chua biét (khong thé dy

doén tir dit liéu c6 san).

Hé¢ co quan Tan suat Téac dung phu

R&i loan hé than kinh Hiém gip Pau déau

Chong mat
Khé chiu

Rdi loan da day rudt: Thudng gip Budn ndn

Non

Tiéu chay
Kho tiéu

Hiém gip Viém dai trang

Chura biét Dau bung

Roi loan da vamé dudida | Hiém gap Phét ban

Ngua
Mé day

Roi loan hé thong mién dich | Chua biét Phti cuc bd ving mat, moi, mi
mét, lién quan dén phan tmg
qua man, trong mot sd truong

hop dac biét, phu Quincke.

Théng bao cho bdc sy nhitng tic dung khong mong muén gdp phai khi diing thuéc

12. Qui liu va cdch xir tri:

Dix liéu lién quan dén qua lidu con han ché. Cac tac dung phu thudng duge béo cdo khi dung qua
liéu 14 anh hudng trén duong tiéu hoa (nhu tiéu chay, budn non, dau bung) va anh huéng ngoai da
(nhu ngtra, phat ban).

13. Pic tinh dwoe lue hoe:

Nhém duge 1y: Thude tac dong 1én mao mach, bioflavonoid

M3 ATC: CO5C AS3.

Co ché tac dung:

Thube tic dong trén hé thong tinh mach bing cach:
- Trén tinh mach: lam gidm sirc cdng va tinh trang  tré cua tinh mach.

- Trén tudn hoan vi mach: gitip binh thudng hod tinh thdm mao mach va tang sirc bén mao mach.

Téac dung duoc luc hoc:
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s ghi bién ddi ctia thé tich tinh mach: dung luong tinh mach, sirc cing gifin va thoi gian téng mau.
Ty s6 lidu - tac dung t6i wu dat duoc khi dung 2 vién thude.

Hoat tinh ting truong lue tinh mach: Thude lam tang trwong lue tinh mach. May ghi bién déi thé
tich cho thdy c6 sy giam thoi gian tong méu & tinh mach.

Hoat tinh vi tudn hoan: Céc nghién ctru mu doi cé dbi chimg véi gia duoe cho thiy c6 su khac biét
¢6 v nghia thong ké giira gia duge va Pilestop. Trén nhimg bénh nhan ¢é ddu hiéu mao mach dé
suy, thude lam gia ting dé bén ctia mao mach khi ding phuong phap do sirc bén mach méu.
Nghién ctru lam sang

Cac nghién ciru mu dbi, ¢6 ddi chimg véi gia duge chimg té hidu qua cua Pilestop dbi véi tinh ¥
mach, trong diéu tri suy tinh mach man tinh chi duéi ciing nhu cac con tri ¢ép tinh.

14. Pic tinh dwge dong hoc:

Hép thu

Sau khi udng, diosmin va hesperidin trai qua qué trinh chuyén déi nhanh chong trong long rugt
thanh diosmetin va hesperetin, nhitng chit nay s& duoc hép thu khong dbi. Nong d ti da trong
huyét tuong cla diosmetin dat duge sau 1 dén 3 gid, trong khi ndng do cua hesperetin dat duge
sau 5 gio.

Phén bo

Trong tudn hoan toan than, diosmetin va hesperidin lién két v&i protein huyét twong va chi yéu la
v6i albumin huyét thanh ngudi.

Chuyén hoa

Thube duge chuyén hoa hoan toan, bang chimg 1a c6 nhiéu acid phenolic trong nudc tiéu.

Thai trix

O ngudi, sau khi ubng diosmin duge danh diu bing carbon 14, bai tiét chu yéu qua phén; trung
binh 14% liéu ding dugc bai tiét qua nude tiéu.

Thoi gian ban thai 1a 11 gio.

15. Quy cich déng géi: Hop 2 vi x 10 vién nén bao phim. Vi Alu-PVDC

16. Diéu kién bio quén, han dung, tiéu chuin chit lwgng ciia thube:

Diéu kién bio quén: Bao quan noi khé mat, & nhiét do khong quéa 30°C, tranh anh séng .

Han ding: 24 thang ké tir ngay san xuit.

Tiéu chufn chit lwong cia thude: Nha san xuit.

17. Tén, dia chi co sé san xuét thude:

The ACME Laboratories Ltd.

Dia chi: Dhulivita, Dhamrai, Dhaka, Bangladesh



