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Huéng dén su dung thuéc cho ngudi bénh

T STREANTR

2. Cac cau khuyén cao

Poc ky hudng dén st dung thuéc trude khi dung

Pé xa tdm tay tré em

Théng bdo ngay cho bac sy hodc dugc si nhing tac dung khéng mong
muén gap phai khi st dung thuéc

3. Thanh phin, ham lugng cuta thudc: M6i vién chia:

Cao dac Diép ha chau (Extractum Phyllanthi urinariae).................. 100 mg
(Tuong ducng 0,5 g Diép ha chau)

Cao dac Nhan tran (Extractum Adenosmatlis caerulei)...................... 50 mg
(Tuong duong 0,5 g Nhan trén)

Cao dac Cb nho ndi (Extractum Ecliptae)............ccoveuueiiiieiiiaaennnnnne. 50 mg
(Tuong duong 0,35 g Cé nho noi)
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(Magnesi carbonat, Tinh bét san, DST, Magnesi stearat, Buong trang, Bot
talc, S4t oxyd, Carbon black, Povidon K30, Methylparaben,Propylparaben,
Ethanol 96%, Sap ong, Sap Carnauba).

4. Mé ta san pham: Vién bao duding hinh bau duc, mau nau, nhan bén
trong mau nau, mui thom dudc lieu

5. Quy cach déng goéi: Hop 3 vi x 15 vién, hop 4 vi x 15 vién

6. Thudc diung cho bénh gi?

- Ha men gan, tang cudng chuc nang gan.

- H6 trg diéu tri viém gan cdp va man tinh, dac biét viém gan sieu vi B.

7. Nén ding thudc nay nhu thé nao va liéu lugng?

Udng trudc bia &n 30 phat, liéu trung binh a:

- Ngudi I6n: 3 vién/lan x 3 lan/ngay.

- Tré em: Dung 1-2 vién/lan x 3 l&n/ngay.Ho&c dung theo chi dan cua thay
thuéc.

8. Khi nao khéng nén dung thudc nay?

- M&n cam vdi thanh phan cla thudc.

- Nguoi tiéu dudng, thé han.

9. Tac dung khéng mong muén: Chua cé bao cao.

10. Nén tranh ding nhiing thudc hoéc thuc pham gi khi dang si dung
thuéc nay? Chua co bao cao

11. Can l1am gi khi mét 14n quén khéng dung thudc?

Khéng nén ding mét liéu gdp doi dé bu cho liéu da quén.

Khi mét 1an quén khong dung thudc thi nén dung liéu d6 ngay khi ban nho
ra. Tuy nhién, néu gan vdi thdi diém uéng liéu ké tiép thi ban nén bd qua
liéu da quén va tiép tuc dung theo liéu trinh binh thuong.

12. Can bao quan thudc nay nhu thé nao?

Ndi khé mat, nhiét do khoéng gua 30°C.

13. Nhiing d&u hiéu va triéu chiing khi dung thudc qua liéu: Chua co
b&o cao vé trudng hdp qua liéu

14. C4n phai lam gi khi dung thudc qua liéu khuyén cao

Chua cé bao cao vé viéc dung qua liéu

15. Nhiing diéu can than trong khi diing thudc nay

15.1. Thén trong chung: Chua cé bao cao

15.2. Sti dung cho phu ni cé thai va cho con bu:

Théi ky mang thai

Chua cé di liéu nghién clu day da trén phu n mang thai, than trong khi
dung cho ngudi mang thal.

Théi ky cho con b

Chua c6 di liéu nghién cliu day di trén phu ni dang cho con bu, than
trong khi dung cho ngudi dang cho con bu.

15.3. Anh huéng cua thudc I1én kha ning van hanh may méc, lai tau xe,
ngudi lam viéc trén cao va cac trudng hgp khac: Khong anh hudng
16. Khi nao céan tham van béac sy, dudc si

Khi c6 ddu hiéu bat thudng thi lién hé v@i bac sy hoac dudc si.

17. Han dung cta thuéc: 24 thang ké tif ngay san xuat.

18. Tén, dia chi, biéu tugng (néu c6) chia co sd san xuat:

CONG TY CO PHAN DUGC PHAM TRUNG UONG 3
Tru s&: 16 L& Pai Hanh - Minh Khai - Hong Bang - Hai Phong
Nha may SX: S6 28 - Budng 351- Nam Sdn - An Dudng - Hai Phong
Pién thoai: (0225)3747507/Fax: (0225)3823125

Phan phoi doc quyén:,
CONG TY TNHH DAI BAC
S6 11 dudng Céng Nghiép 4, khu cong nghiép Sai Bong B,
Long Bién, Ha Noi

19. Ngay xem xét sua ddi, cap nhat lai néi dung hudng dan su dung
thuoc:



"GRG dan st dung thudc cho can bo y té GMP-WHO

T e e N

Poc ky huéng dan st dung trudc khi ding
Pé xa tam tay tré em

2. Thanh phan: Mi vién chua:

Cao dac Diép ha chau (Extractum Phyllanthi urinariae).................. 100 mg
(Tuong duong 0,5 g Diép ha chiu)

Cao dac Nhan tran (Extractum Adenosmatis caerulei...................... 50 mg
(Tuong duadng 0,5 g Nhan tran)

Cao dac CO nho Nbi (EXIractum ECHDIAG). ... ..cooueeeeeenervresmnsesnensraees 50 mg
(Tuong duong 0,35 g Cé nho néi)
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(Magnesi carbonat, Tinh bét san, DST, Magnesi stearat, Pudng trdng, Bot
tale, Sat oxyd, Carbon black, Povidon K30, Methylparaben, Propylparaben,
Ethanol 86%, Sap ong, Sap Carnauba).

3. Dang bao ché: Vién bao dudng

4. Pac tinh dugc luc hoc, dudec déng hoc:

4.1 .Pac tinh dugc luc hoc

Ma ATC: N/A

- Diép ha chau: Cé tac dung tiéu doc, sat triing, tan (, théng huyét, 1gi tiéu.
Dac biét theo Nhiing cay thuéc va vi thuéc Viét Nam ciia P6 Tat Lgi: Nam
1988 Blumberg va Thiogarajan cong bé da diéu trj 37 bénh nhan viém gan
siéu vi trung B bang Diép ha chau, két qua dat am tinh 22/37 sau 30 ngay.
Céac tac gia con chiing minh Diép ha chau cé chia chit 1am Uc ché 1én
men polymeérase DNA cua virus viém gan siéu vi B.

- Nhan tran: C6 tac dung thanh nhiét, tang tiét mat, ting thai doc gan,
chdng viém, khang khuan.

- Cd nho ndi: C6 tac dung bd than am, chi huyét.

4.2. Déac tinh duge dong hoc: Chua cé nghién cuiu

5. Quy cach déng go6i: Hop 3 vix 15 vién, hép 4 vi x 15 vién

6. Chi dinh, liéu dung va cach dung, chéng chi dinh:

6.1. Chi dinh

- Ha men gan, tang cudng chuc nang gan

- HO trg diéu tri viém gan cdp va man tinh, dic biét viém gan siéu vi B.
6.2. Liéu dung va céch ding

Ubng trudc bla an 30 phdt, liéu trung binh Ia;

- Ngudi 16n: 3 vién/lan x 3 1an/ngay.

- Tré em: Dung 1-2 vién/lan x 3 lan/ngay. Ho&c ding theo chi dén cla thdy thudc.
6.3. Chéng chi dinh

- Man cam véi thanh phéan cla thudc.

- Ngudi tiu dudng, thé han.

7. Cac trudng hgp than trong khi dung thuéc

7.1. Than trong chung: Chua c6 bao cao

7.2. St dung cho phu nii ¢é thai va cho con bu:

Thoi ky mang thai

Chua c6 dif liéu nghién clu day du trén phu n mang thai, than trong khi
dung cho ngudi mang thai.

Thdi ky cho con bu

Chua c6 di liéu nghién cliu day da trén phu ni dang cho con b, than
trong khi dung cho ngudi dang cho con bu.

7.3. Anh hudng cta thudc Ién kha nang van hanh may méc, lai tau xe,
ngudi lam viéc trén cao va cac trudng hgp khéc: Khéng anh hudng

8. Tuong tac cua thudc vdéi cac thudc khac va cac loai tuong tac khac:
Chua co bao cao

9. Tac dung khéng mong muén: Chua c6 bao cao

10. Qua liéu va xu tri: Chua c6 bao céo vé trudng hdp qua liéu

11. Céc dau hiéu can luu y va khuyén cédo: Khong cé

12. Piéu kién bao quan va han dung cta thuéc

12.1. Piéu kién bao quan: Ndi khé mat, nhiét dé khéng qua 30°C

12.2. Han dung: 24 thang ké tir ngay san xuat.

13. Tiéu chudn: TCCS/10-16-031-Z3.

14. Tén va dia chi cia co sd san xuat:

CONG TY CO PHAN DUGC PHAM TRUNG UONG 3
Tru s6: 16 Lé Pai Hanh - Minh Khai - Héng Bang - Hai Phong
Nha may SX: S6 28 - Budng 351- Nam Son - An Dudng - Hai Phong
Dién thoai: (0225)3747507/Fax: (0225)3823125

Phén phéi déc quyén:,
CONG TY TNHH PAI BAC
S6 11 dudng Céng Nghiép 4, khu céng nghiép Sai Béng B,
Long Bién, Ha Noi
15.§Ig'ayr xem xét stia ddi, cap nhat lai ndi dung hudng dan sl dung
thuoc:



