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coated tablet
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Cong ty Co Phan Dugc VACOPHARM
59 Nguyén Hué, Phugng 1. Thanh phd Tan An.Tinh Long An
BT:(072) 3.829.311 . Fax:(072) 3.822.244
Dja chi nha may: Km 1954, quéc 1§ 1A, Phudng
Tan Khanh, Thanh phd Tan An, Tinh Long An
www.vacopharm.com
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VACOA

2 blisters x 1 film
coated tablet

Cong ty Co Phan Dugc VACOPHARM

58 Nguyén Hué, Phudng 1, Thanh phé Tan An,Tinh Long An

Dé xa tdm tay cla tré em
Tuan theo sy chi dan cla Thay thude

Poc ki hudng dan si dung trude khi ding : BT:(072):3 52'5_ s s :"‘_‘ -E-T_E] 3.82¢ :"'f
Bao quan nai kho rdo, thoang mat Dja chi nha may: Km 1954, quéc I¢ 1A, Phuong
tranh anh sang, nhiét dd khéng qua 30°C Tan Khanh, Thanh phd Tan An, Tinh Long An
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coated tablet

Cong ty Co Phan Dugc VACOPHARM
4 Phugng 1. Thanh phd Tan An. Tinh Long An
BT . Fax:(072) 3.822.244
Dja chi nha may: Km 1954, qudc I¢ 1A, Phudng
Tén Khanh, Thanh phd Tan An, Tinh Long An
www.vacopharm.com
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1 blister x 4 film
coated tablets

Dé xa tdm tay cla tré em
Tuan theo sy chi dan cta Thay thudc

Cong ty Co Phan Dugc VACOPHARM

Thanh phé Tan An, Tinh Long An

Boc ki huong dén si dung trude khi ding B S . Fax(072) 3.822 248
Bao quéan noi khd rao, thoang mat BDja chi nha may: Km 1954, quédc I¢ 14, Phudng
tranh anh sang, nhigt do khong qua 30°C Tan Khanh, Thanh phé Tan An, Tinh Long An

www.vacopharm.com
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coated tablets

Céng ty C6 Phin Dugc VACOPHARM
58 Nguyén Hud, Phugng 1, Thanh phé Tan An Tinh Long An
BT:(072) 3.820.311 . Fax:(072) 3.822.244
Dia chi nha may: Km 1954, qudc I¢ 1A, Phudng
Tan Khanh, Thanh phd Tdn An, Tinh Long An
www.vacopharm.com
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Cong ty Co Phan Dugc VACOPHARM

58 Nguyén Hud, Phugng 1. Thanh phé Tan An.Tinh Long An

DT,(072) 3.829.311 Fax:(072) 3.822 244
Bia chi nha may: Km 1954, qudc I¢ 1A, Phudng
Tan Khanh, Thanh phé Tan An, Tinh Long An
www. vacnpharm.com
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Cong ty C6 Phin Dugc VACOPHARM
58 Mguyén Hu¢, Phugng 1, Thanh phd Tan An.Tinh Long An
BT:{072) 3.829.311 . Fax:(072) 3.822.244
Bia chi nha may: Km 1954, qudc I 1A, Phudng
Tan Khanh, Thanh phd Tdn An, Tinh Long An
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58 Nguyén Hud, Phudng 1, Tnanh phé Tan An Tinh Long An
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Bao quan ndi khé rao, thoang mat, Dija chi nha may: Km 1954, quéc I¢ 1A, Phudng
tranh anh sang, nhiét dé khong qua 30°C Tan Khanh, Thanh phd Tédn An, Tinh Long An
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Bja chi nha may: Km 1954, qudc I 1A, Phudng
Tan Khanh, Thanh phd Tan An, Tinh Long An
www.vacaopharm.com
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BT:(072) 3.829.311 Fax:(072} 3.822 244
Dia chi nha may: Km 1954, qudc I¢ 1A, Phudng
Tén Khénh, Thanh phd Tan An, Tinh Long An
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To huéng dan sir dung thude

R, Thuéc bin theo don VACOACILIS 20
Thanh phan

Tadalafil 20mg

Téa duge v.d 1 vién nén bao phim

(Lactose, Microcrystallin cellulose 101, Polyvinyl pyrrolidon K30, Natri lauryl sulfat, Polysorbat 80,
Aerosil, Tale, Natri starch glycolat, Croscarmellose natri, Hydroxypropyl methylcellulose 615, Titan
dioxyd, PEG 6000, Mau Quinolin yellow, Mau Caramel, Mau Sunset yellow)

Quy cich déng gbi: kém theo to hudéng din sir dung

Duwoc luce hoe

Tadalafil 12 thudc wrc ché Phosphodiestease typ 5 (PDES) la chét ¢6 vai trd trong viéc thoai hiy chat
¢GMP trong thé hang. Trong qua trinh kich thich tinh duc s& gay phong thich Nitric oxid (NO) tir cac té
bao ndi mac mach méu, kich thich su tong hgp Quanosin 3°, 5° monophosphat vong (cGMP) ¢ té bao
co tron, cGMP gdy gién co tron va lam tang luu lugng mau tm thé hang gy cuong cimg duong vét. Su
gia tang cGMP s€ lam én dinh chic ning cuong. Khi khong c6 nhimng kich thich tir ngoai canh thi
thudc hoan toan khong gdy bat cir mot tic dung nao vé tinh duc.

Dugc dong hoc

Tadalafil dugc hap thu nhanh chéng sau khi uéng, thirc n rat it anh huong dén su hdp thu. Nong
huyét twong t6i da trung binh dat duoc khoang 2 git sau khi uong

Tadalafil phan bd vao céc mo va 94% Tadalafil trong huyét tuong gin két v6i protein huyét tu
Tadalafil duoc chuyén hoa chu yéu boi cytochrome P450 dang ddng vi 3A4.

D thanh thai trung binh khi str dung bang duong uong ctia Tadalafil la 2,5 lit/gio va thoi gian ban
thai trung binh 1a 17,5 gi¢. Tadalafil dugc bai tiét cha yéu qua phan (khoang 61% liéu thu6c) va mic
do it hon trong nude tiéu (khoang 36% ligu thudc). Su thai trir Tadalafil giam & ngudi gia va nguoi suy
théan.

Chi dinh

Thude duge ding dé didu tri réi loan chiic ning cuong cimg duong vat, trang thai mat kha ning dat
duoc va duy tri kha ning cuong cung du dé giao hop. Dé thude c6 hiéu qua, can phai c6 su kich thich
tinh duc.

Liéu ding va cich dung

Dung theo chi dinh cua Bac si, lidu thuong ding:

Nam tir 18 tudi tr& 1én: lidu khuyén cdo thong thuong 13 ¥ -1 vién/lin/ngay, udng trude nira gio dén
12 gi¢ trude khi giao hop.

Ngudi suy than nhe, suy gan nhe va vira: lidu t6i da ubng % vién/lan/ngay.

Nhung ngudi dang ding céc thude trc ché CYP3A4 (ketoconazol, ritonavir...) liéu tbi da 1a ¥ vién/
1an/72 gio.

Chong chi dinh

Man cam véi Tadalafil va cac thanh phan khéc cua thude.

Phu nif 6 thai va cho con bi, tré em dudi 18 tudi.

Bénh nhan dang dung cac dan chit nitrat, vi Tadalafil c6 tac dung hiép ddng véi tic dung ha huyét
ap cuia cc din xudt nitrat.

Bénh nhan dang dung céc thude ha huyét ap alpha-bloked (doxazosin, tamsulosin...)

Nhirg trudong hop suy than néng, suy gan nang, huyét 4p thap, dot quy, nhdi mau co tim.

Nhimng bénh nhan dugc khuyén cdo khong nén sinh hoat tinh duc.

STT | Mo ta tom tit quy cach dong gbi STT | M0 ta tom tit quy cich dong goi
1 | Ep vi, vi 01 vién, hop 01 vi 6 | Ep vi, vi 04 vién, hop 25 vi
2 | Ep vi, vi 01 vién, hop 02 vi 7 | Ep vi, vi 06 vién, hop 01 vi
3 | Ep vi, vi 01 vién, hop 05 vi 8 | Ep vi, vi 06 vién, hop 05 vi
4 Ep vi, vi 04 vién, hop 01 vi 9 Ep vi, vi 06 vién, hop 10 vi
5 | Ep vi, vi 04 vién, hp 05 vi 10 | Ep vi, vi 06 vién, hop 50 vi /(( f‘-'/
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Tru6ce khi didu tri, phai biét tién sir bénh va kham cu thé bénh nhan nhim dinh r6 chimg loan chire
ning cwong duong vat va cac can nguyén tiém an. Tinh trang tim mach ctia bénh nhén cfing phai xét dén
béi ¢6 nguy co tim mach két hop hoat dong tinh duc.

Kha ning gy cuwong cimg kéo dai cé thé xay ra (nhleu hon 4 gi®), vi vy, khi gip hién tugng nay, du
c6 dau hay khong ciing phai t6i trung tim y té dé diéu tri.

Tinh an toan va hiéu qua cta cac ph01 hop Tadalafil véi céc diéu tri r6i loan cwong khic di khong
duoc nghién ciru, vi vay su két hop nay khong nén dung. Tadalafil khong tac dung 1én thoi gian chay
méu khi ding don doc hodc dung chung v6i Aspirin. Tadalafil chua dugc dung trén nhiing bénh nhan bi
roi loan chady mau hodc loét tiéu héa, vi vy phai cin than khi chi dinh sau khi cé4n nhéc loi hai k¥ cang.

Vige sir dung Tadalafil c6 thé din dén giam thi luc hoiic mét thi luc tam thoi.

Nguy co giam hay mt thinh lyc d6t ngot.

Khéng can giam liéu & nhirng nguoi trén 65 tudi.

Khéng nén dung thudc mdi ngay vi tinh an toan lau dai cta thudc chua duge thuc nghiém.

Ngudi ldi xe va vin hanh miy méc: than trong khi dung vi mdt s truong hop c6 hién tuong chong

mat. B
/cfk/

Tac dung khong mong mudn
Thuong gap: dau déu, kho tiéu, dau lung, dau co, ngat miii.
it gap: tim dap nhanh, hdi hop, tiéu chay, budn nén, nén, ngira, ndi ban, dau mét, chay nudc mit,
sung mi mét, ting mirc d9 cuong.
Théng bdo cho Bdc st nhitng tac dung khéng mong muén gdp phai khi sir dung thuéc.

Twong tic thude
Nitrat hitu co va d4n chét nitric oxyd: ting nguy co ha huyét ap, ké ca dung nitrat dang hit.
Ketoconazol, Erythromycin, Clarithromycin, Itraconazol va nuéc ¢p qua nho: 1am tang ndn
Tadalafil trong huyet tuong, tang nguy co ha huyet ap.
Rifampin, Phenobarbital, Phenytoin va Carbamazepm lam giam ndng do Tadalafil trong huyét ur(m%
Antacid (magie hydroxyd, nhom hydroxyd) lam giam hép thu cua Tadalafil.
Thudc te ché thu thé alpha, thudc khang thu thé angiotensin I, thuoc khang retrovirus, thude trc Eﬁé
protease HIV: tang tac dung ha huyét ap va tac dung khong mong mudn cua thude. 4

./
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Qua lidu va xir tri
Trong truong hop qua lidu, ding cac bién phép hd trg va didu tri tridu chimg.

Han ding, bido quén, tiéu chuin ap dung
Han dung;: 24 thang ké tir ngay san xuét
Béo quan: noi kho réo, thoang mat, tranh anh sang, nhiét d¢ khong qua 30°C
Tiéu chuin ap dung: TCCS
Dé xa thm tay tré em. ’
Poc ky huwéng din sir dung truwde khi dung. 2,
Néu can thém théng tin xin hoi y kién Béc st
Thudc nay chi dung theo don cia Bac sn

Cong ty C6 phan Dquc VACOPHARM
59 Nguyén Hu¢, Phwong 1, Thanh phd Tan An, Tinh Long An
Dién thoai: (072) 3826111 3829311 T
Dia chi nha may: km 1954, Quéc 1§ 1A, Phuong TAnk 5
Thanh phé Tin An, Tinh Long An
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