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S6 16 san xuat va han dung dugc dap noi trén mép vi
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HOP 3 VI X 15 VIEN NEN BAO BUSNG

VIEGAN-B

Vién nén bao dudng

CHIi DINH:

Ha men gan, tang cudng chic nang gan
H6 trg diéu trj viém gan cdp va man tinh,
dac biét viém gan siéu vi B.

LIEU LUONG, CACH DUNG, CHONG CHI BINH:

Xin xem ky 16 huéng dan st dung.
BAO QUAN:
Nol khé mat, nhiét do khéng qua 30°C

BOX x 3 BLISTERS x 15 SWEET ROUNDED TABLETS

& FORIPHARM

DPONG GOL: Hop 3 vix 15 vién

Poc ky hudng dén st dung trudc khi dung

Dé xa tam tay tré em

S5 168X :
NSX:
HD :

VIEGAN-B

Sweet rounded tablets

THANH PHAN:
Cao dac Diép hgchdu ... 100 mg
(Tuong ducng 0.5 g Diép ha chau)

CEOIAGS NAGN TN e osasszsimmsa 50 mg
(Tuong ducng 0.5 g Nhan trén)
Cao dac CO PO NS v 50 mg

(Tuong ducng 0.35 g C4 nho ndl)
fif J[o 13 o T —— via da 1 vién

¢ FORIPHARM

FORPHARN

NN sén xudt:

CONG TY ¢ PHAN DUUC PHAM TRUNG UONG 3
Tru s 16 L& Bai Hanh - Minh Khal - Hong Bang - HaI Phong

NN& may SX: S5 28 - Budng 351 - Nam San - An Duong - Hai Phong

Pnan phéi dbe quyén

=
CONG TY TNHH BAI BAC

5611 dusng Cong nghiép 4. KCN 561 Bng B, Long Bién. HE NoI
1 024.37761445 * Faox: 024.37761448

GMP-WHO

GMP-WHO
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HOP 4 VI X 15 VIEN NEN BAO BUGNG

GMP-WHO

VIEGAN-B

Vién nén bao dudng

*‘5' FORIPHARM

CHI PINH:

Ha men gan, téing cudng chdc naing gan
H& frg diéu fr viém gan cdp va man tinh,
dac biét viém gan siéu vi B.

LIEU LUONG, CACH DUNG, CHONG CHI DINH:

Xin xem ky t& hudng dan st dyng.
BAO QUAN:
Noi khé mat, nhiét dd khong qua 30°C

BOX x 4 BLISTERS x 15 SWEET ROUNDED TABLETS

PONG GOL: Hop 4 vix 15 vién

Poc ki huéng ddan st dung trudc khi ding
Dé xa tam tay tré em

S316 8X :

NSX :

HD:

GMP-WHO

VIEGAN-B

Sweet rounded tablets

(S

€ FORIPHARM

THANH PHAN:

Cao dac Diép hachdu ... ..100 mg
(Tuong ducng 0.5 g Diép ha chau)

Cao dac Nhan trén
(Tuong duong 0,5 g Nhan tran)

Cao dAc CE NhO NG .o 50 mg
(Tuong duang 0.35 g C6 nho ndi)
TG osccrsrsepesseonsensssonpssssnss vUa dd 1 vién

@

FORPHARM

Reg. No. :

NN sén xudt:
T
CONG TY CO PHAN DUYC PHAM TRUNG UUNG 3
Tru s8: 16 L& Dl HANN - Minh Khai - Héng Bang - H&I Phong
Nna méy SX: 56 28 - Buding 351 - Nam Son - An Duang - HaI Phong

Phain pnéi &b quyén

CONG TY TNHH BAI BAC
511 ausing Cong ngniép 4 KCN 53 DANg B, Long Bién, HA NGi
T 024.37761445 * Fax: 024.37761448

s
o
=
3
o
=
(o2
o]
(o]
Q,
[ =
Q-
3
Q

=
m
Q
>
4
|
on

b=t

O
s



GMP-WHO

Doc ky hudng dén st dung trude khi dung
Pé xa tam tay tré em

1.Tén thubc: VIEGAN-B

2.Thanh phén: Mbi vién chia:

Cao dic Diép ha chau (Extractum Phyllanthi urinariae)............ 100 mg
(Twong dwong 0,5 g Diép ha chau)

Cao ddc Nhéan tran (Extractum Adenosmatis EAEFIBE s cimmon swarsay woecne 50 mg
(Twong duwong 0,5 g Nhdan tran)

Cao dic Céd nho ndi (Extractum EClPLA@)..........coovvviriniininenncnccnns 50 mg
(Twong dwong 0,35 g C6 nho noi)

T8 LTI e s vomnmmmasis i s sus yemsrcms conoan 55343 R4 GRESTS g emanmnmmss o453 vira da 1 vién

r

(Magnesi carbonat, Tinh bot sdn, DST, Magnesi stearat, Duong trang,
Bot talc, Scit oxyd, Carbon black, Povidon K30,
Methylparaben, Propylparaben, Ethanol 96%, Sdp ong, Sdp Carnauba)

3 Dang bao ché: Vién bao duong

4. Pic tinh dwoc lye hoe, duwoe dong hoc
4.1 .Pic tinh duge luc hoc

Ma ATC: N/A
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- Diép ha chéu: Co tac dung ti€u ddc, sat trung, tan (r, thong huyét, loi tiéu. Pic
biét theo Nhiing cdy thubc va vi thuoe Viét Nam cia Pd Tat Loi: Nam 1988
Blumberg va Thiogarajan cong b6 da diéu tri 37 bénh nhan viém gan si€u vi
tring B bang Diép ha chéu, két qua dat 4m tinh 22/37 sau 30 ngay. Cac tac gia
con ching minh Diép ha chau ¢6 chira chét 1am tc ché 1én men polymérase DNA
cua virus viém gan siéu vi B.
- Nhan trin: C6 tac dung thanh nhiét, tang tiét mat, tang thai doc gan, chéng
viém, khang khuan.
_ C6 nho ndi: Co tac dung b than am, chi huyét. \‘/
4.2. Pic tinh dwgc dong hoc: Chua c6 nghién clru f‘
5. Quy cach déng goi: Hop 3 vix 15 vién, hop 4 vi x 15 vién
6. Chi dinh, liéu dung va cach dung, chéng chi dinh
6.1. Chi dinh
- Ha men gan, tang cuong chirc nang gan
- Hb tro diéu tri viém gan cap va man tinh, dic biét viém gan siéu vi B.
6.2. Lidu ding va cach dung
Ubng trude bira an 30 phut, liéu trung binh la:
- Nguoi l6n: 3 vién/lan x 3 lan/ngay.

- Tré em: Dung 1-2 vién/lan x 3 1an/ngay.Hodc dung theo chi dan cta thy thudc.
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6.3. Chéng chi dinh

- MAn cam véi thanh phan cua thudc.

- Nguoti tiéu duong, thé han.

7. Céac truong hop thin trong khi dung thube
7.1. Than trong chung: Chua c6 bao cao

7.2. Sir dung cho phu nit c6 thai va cho con bu:

Thoi ky mang thai

Chua c6 dir liéu nghién ciru day du trén phu nir mang thai, than trong khi dung cho

ngudi mang thai.

Thoi ky cho con bu

Chua c6 dit liéu nghién ciru diy du trén phu nir dang cho con bu, than trong khi

dung cho ngudi dang cho con b.

7.3. Anh huéng ciia thuoc 1én kha ning van hanh may méc, lai tau xe, nguoi lam

viéc trén cao va cac truong hop khac: Khong anh hudéng
8. Twong tac ciia thuoc voi cic thude khac va cac loai twong tac khac:

Chua c6 bdo cao
9. Tac dung khong mong mudn: Chua c6 bdo cao
10. Qu4 liéu va xir tri: Chua c6 bdo cao vé trudng hop qué liéu
11. C4c d4u hiéu can luu y va khuyén cao: Khong c6
12. Didu kién bao quéan va han dung cia thude
12.1. Diéu kién bio quan: Noikhd mat, nhiét do khong qua 30°C
12.2. Han dung: 24 thang ké tir ngay séan XUAt.
13. Tiéu chuin: TCCS/10-16-031-Z3. /(‘(
14. Tén va dia chi ciia co s& san Xuét

CONG TY CO PHAN DUGC PHAM TRUNG UONG 3
Tru s&: 16 Lé Pai Hanh — Minh Khai — Hong Bang - Hai Phong
Nha may SX: S4 28 - Puong 351- Nam Son — An Duong — Hai Phong
Dién thoai: (0225)3747507/Fax: (0225)3823 125

Phén phdi doc quyén
CONG TY TNHH PAI BAC
S6 11 duong Cong Nghiép 4, khu cong nghiép Sai Dong B, Long Bién, Ha NOi

15. Ngay xem xét sira d6i, cap nhit lai ndi dung hudng dén st dung thude:

A NG T I |



HUONG DAN SU DUNG THUOC CHO NGUOI BENH
1. Tén thubc: Viegan-B
2. Céc cAu khuyén cdo
Doc ky hu’o'ng dan sir dung thuéc trudc khi dung
Dé xa tam tay tré em
Théng béo ngay cho bdc sy hodc dwoc sT nhitng tdc dung khong mong muon gap

phdi khi sit dung thuéc
3. Thanh phin, ham lugng ciia thude: Moi vién chira:

Cao dic Diép ha chau (Extractum Phyllanthi HFIE IR s o v yrvvcons 100 mg
(Twong duong 0,5 g Diép ha chdu)

Cao dic Nhan tran (Extractum Adenosmatis caerulei).........ccuee.n. 50 mg
(Twong duong 0,5 g Nhdn tran)

Cao dic Co nho ndi (Extractum EClptae)..........oovvvsiiiniiicicnns 50 mg
(Twong dwong 0,35 g C6 nho noi)

TA QUOC.cvveveeeeveveieieseeeeieeeee s e vira du 1 vién

(Magnesi carbonat, Tinh bot siin, DST, Magnesi stearat, Duong tring,
Bét tale, Sit oxyd, Carbon black, Povidon K30, Methylparaben,
Propylparaben Ethanol 96%, Sdp ong, Sdp Carnauba)
4. M6 ta san pham: Vién bao duong hinh bau duc, mau nau, nhan bén trong mau nau,

mui thom duoc liéu
5. Quy cach dong goi: Hop 3 vix 15 vién, hop 4 vi x 15 vién
6. Thudc dung cho bénh gi?
- Ha men gan, tdng cuong chirc nang gan
- Hb tro diéu tri viém gan cép va man tinh, dic biét viém gan siéu vi B.
7. Nén dung thudc nay nhuw thé nao va liéu lwgng?

Udng trude bira an 30 phut, liéu trung binh 1a: N(
- Nguoi lon: 3 vién/lan x 3 lan/ngay.
- Tré em: Dung 1-2 vién/lan x 3 lan/ngay.Hodc dung theo chi dan cta thay thude.

8. Khi nao khong nén dung thudc nay?
_ Min cam v6i thanh phan cta thude.
- Nguoi tiéu duong, thé han.
9. Tac dung khong mong mudn
Chua c6 bdo cdo
10. Nén trénh ding nhing thudc hodic thye phim gi khi dang sir dung thude nay?
Chua c6 bao cao
11. Cin lam gi khi mot lin quén khong dung thube?

Khong nén ding mot lidu gép doi dé bu cho lidu da quén.
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Khi mot lan quén khong dung thube thi nén dung liéu d6 ngay khi ban nh¢ ra.
Tuy nhién, néu gan voi thoi diém udng liéu ké tiép thi ban nén bo qua liéu da quén va
tiép tuc dung theo liéu trinh binh thuong.
12. Céan bao quan thudc nay nhw thé nao?

Noi kho mat, nhiét d khong qua 30°C
13. Nhitng ddu hi¢u va tri¢u chirng khi dung thube qua lidu:

Chua c6 bdo cao vé truong hop qua liéu
14. CAn phii lam gi khi ding thudc qua lidu Khuyén cdo

Chua c6 bdo céo vé viéc dung qua lidu
15. Nhirng diéu cin than trong khi dung thudc nay
15.1 Than trong chung:

Chua c6 bédo cao
15.2.Si dung cho phu nit co thai va cho con bu:
Thoi ky mang thai

Chua c6 dit liéu nghién cuu day da trén phu nit mang thai, than trong khi dung cho

nguodi mang thai.
Thoi kp cho con bi

Chua c¢6 dit liéu nghién ctu dy du trén phu nir dang cho con bu, than trong khi

dung cho ngudi dang cho con bu.

15.3. Anh huéng ciia thube 1én kha ning vin hanh may méc, lai tau xe, nguoi lam
viéc trén cao va cic truong hop khac: Khong anh huong

16. Khi nao cin tham vén bac sy, dugc st
Khi ¢6 déu hiéu bit thuong thi lién hé voi bac s§ hodc duge si. ‘3“
17. Han ding ciia thudc : 24 thing ké tir ngdy san xuat. Y

X . . /
18. Tén, dia chi, biéu twgng (néu ¢6) clia co' s¢ san xuat : (‘{‘(

CONG TY CO PHAN DUQC PHAM TRUNG UONG 3

Truso: 16 Lé Dai Hanh — Minh Khai — Hong Bang - Hai Phong
Nha may SX: S0 28 - Puong 351- Nam Son — An Duong — Hai Phong
Dién thoai: (0225)3747507/Fax: (0225)3823125
Phan phéi doc quyén
CONG TY TNHH PAI BAC
Sé 11 duong Cong Nghiép 4, khu cong nghiép Sai Pdng B, Long Bién, Ha Noi

19. Ngay xem xét stra d6i, cap nhit lai ndi dung hlr()‘:ggvdﬁn;sjr dung thude:

A

(Y TUR.CUCTRUONG
¥ pP.IRUONG PHONG
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