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GMP-WHO
Poc ki hwdng diin sir dung trude khi ding
Pé xa tim tay tré em
1.Tén thube: VIEGAN-B
2. Thinh phin: Mai vién chira:
Cao dic Diép ha chau (Extractum Phyllanthi urinariae) ............ 100 mg
(Turomg dweomg 0.5 g Diép ha chdu)
Cao diic Nhin tein (Extractum Adenosmatis PP e veevrernennnsass 50mg
{Taong dweng 0,5 g Nhdan tran)
Cao diic Co nho ndi (Extractum Ecliptae).....umrcninmns e 50 mg
(Tiemg diweng 0,35 g Co nho nai)
T QU i ertreverssssssininsmssessmsnssiarassiss sivnmrsssas spstass s ppsssssamye s vira da 1 vién

(Magnesi carbonat, Tinh bot sin, DST, Magnesi stearat, Dudng trang,
Bt tale, Sit oxyd, Carbon black, Povidon K30,
Methyvlparaben, Propylparaben, Ethanol 96%, Sdp ong, Sdp Carnauba)
3 Dang bao ché: Vién bao dudng
4. Dic tinh duge lye hoe, duge ding hoe
4.1 .Bie tinh dwgce lye hoe
Mia ATC: N/A
- Diép ha chiu: Cé the dung tiéu doe, st tring, tan i, thong huyét, loi tiéu. Dic
hiét theo Nhiing cay thubc va vi thude Viét Nam ciia PO Tat Loi: Nam 1988
Blumberg va Thiogarajan cong b da diéu tri 37 bénh nhin viém gan siéu vi
tring B biing Diép ha chau, két qué dat &m tinh 22/37 sau 30 ngay. Cic tac gid
con chimg minh Digp ha chiu ¢ chira chét 1am tre ché 1én men polymérase DNA
clia virus viém gan siéu vi B.
- Nhén trin: C6 tic dung thanh nhigt, 1ang tiét mit, ting thai doe gan, chéng
viém, khing kKhuan.
- Co nho néi: C6 tic dyng bo thin dm, chi huyvét. \d
4.2, Pic tinh dwge dong hoe: Chura ¢o nghién ciru
5. Quy cich dong gbi: Hop 3 vix 15 vién, hop 4 vix 13 vién
6. Chi dinh, liéu diing vi cich dimg, chéng chi dinh
6.1, Chi dinh
- Ha men gan, tang cudng chire ning gan
- H8 trg diéu tri viém gan cip va man tinh, dic biét viém gan siéu viB.
6.2. Liéu dimg vi cich diing
Ubng truée biva an 30 phit, liéu trung binh 1a:
- Ngudi lém: 3 vien/lin x 3 lan/ngdy.

- Tté em: Ditng 1-2 vién/lin x 3 lin/ngy. Hoic ding theo chi dan cia thity thude.
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6.3. Chéng chi dinh

- Man cam véi thanh phén cia thude.

- Ngurdi tidu duimg. thé han.

7. Ciic trwomg hop thiin trong khi ding thube
7.1. Thin trong chung: Chira ¢o bio cdo

7.2. Sir dung cho phy ni¥ ¢6 thai vi cho con bi:
Théi ky mang thai

Chura 6 dir liéu nghién ciru ddy di trén phu nir mang thai, than trong khi dung cho

ngurii mang thai.

Théi kit cho con bii

Chura ¢6 dit liéu nghién ciru ddy di trén phu nir dang cho con bi, thin trong khi

ding cho ngudi dang cho con bil.

7.3. Anh hwong ciia thude 1én kha ning viin hanh miy mae, lii thu xe, ngwdi lam

viéc trén cao va cic trudmg hop khic: Khong anh hudng
8. Twong tac ciia thude véi cac thude khic va cdc logi twomg tic khae:

Chura ¢6 bao cao
9. Tée dung khong mong mudn: Chua co bio cio
10. Qui lidu va xir tri: Chua ¢d béo cdo vé trueng hop qui liéu
11. Cic déu hiéu cin lwu ¥ vii khuyén cdo: Khong co
12. Didu kién bio quin va hgn ding caa thube
12.1. Diéu kién bio quan: Noi khé mat, nhi¢t dd khong qui 30°C
12.2. Han ding: 24 thang ké tir ngdy san xudt.
13. Tiéu chuin: TCCS/10-16-031-Z3. (ﬁ
14. Tén va dia chi ciia co sé san xuit
CONG TY CO PHAN DUGIC PHAM TRUNG UONG 3
Tru sé: 16 L& Dgi Hanh — Minh Khai — Hong Bang - Hai Phong
Nha may $X: 56 28 - Puong 351- Nam Son — An Duong — Hai Phong
Pién thoai: (0225)3747507/Fax: (0225)3823 125
Phin phbi dgc quyén
CONG TY TNHH DAI BAC
$4 11 dwomg Cong Nghiép 4, khu cong nghi¢p Sai Dong B, Long Bién. Ha Noi

15. Ngay xem xét sira dbi, ciip nhiit lai ndi dung huding déin sir dung thude:
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HUGNG DAN SU DUNG THUOC CHO NGU'O1 BENH
1. Tén thube: Viegan-B
2. Ciic ciu khuyén cio
Pac &y hmifng dén sir dung thude triede khi ding

Dé xa tam tay tré em
Théng bédo ngay cho bde sy hodie diege s nhimg tdc dung khong mong mudn gap

phai khi st dung thuée
3. Thanh phin, him legng cia thube: Moi vién chira:

Cao dic Diép ha chau (Extractum Phyllanthi uringriael....,.......100 mg
(Tiromg cheong 0.5 g Digp ha chaul

Cao diic Nhin trén (Extractum Adenosmatis cagrulei). ... .. 50 mg
(Tieomg duong 0.5 g Nhdn trdn)

Cao diic Co nhy noi (Extracttin Echplae) ... o 50 mg
{Treamg diemg (.35 g Co nho noi)

T QUQIE o 1:ceomsesstres b niasamrass b n s b s e e e vira da | vién

(Magnesi carbonat, Tinh bt sdn, DST, Magnesi stearat, Beang triing,
Ber tale, St oxvd, Carbon black, Povidon K30, Methylparaben,
Propyfpam!:en Ethanol 96%, Sdp ong, Sdp Carnauba)
4. Mo ta sin phiim: Vién bao dudmg hinh béu duc. méu niu, nhin bén trong mau niu,

miti thom duge ligu
5. Quy cich dong gi: Hop 3 vi x 15 vien, hop 4vix 15 vién
6. Thudic dimg cho bénh gi?
- Ha men gan, tang créng chire ning gan
- H& tro didu tri viém gan cip va min tinh, djc bigt viém gan siéu vi B.
7. Nén dimg thude niy nhur thé nio va liéu lugng?
Udng truére bira &n 30 phit, liéu trung binh la: m‘(

- Nguréni lom: 3 vién/lin x 3 lan/ngay.
- Tré em: Dimg 1-2 vién/lin x 3 ln/ngay Hodc ding theo chi diin cua thay thuoe.

8. Khi niao khing nén ding thude nay?
- Miin cam véi thanh phiin cia thude.
- Nguoi tiéu dwdng, thé han.
9, Thc dung khing mong mudn

Chura ¢ bio cdo

10. Nén trinh dimg nhimg thude hofic thye phim gi khi dang sir dung thudc nay?

Chua ¢0 bio cio
11. Cin lam gi khi mjt lin quén khing ding thude?
Khéng nén ding mot liéu gap doi dé bi cho lidu da quén.
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Khi mét lin quén khong ding thude thi nén ding lidu dé ngay khi ban nhd ra.
Tuy nhién, néu gin véi thoi diém uong lidu ké tiép thi ban nén bo qua liéu da quén va
tiép tue dimg theo liéu trinh binh thuimg.
12. Cin bio quin thude nay nhwr (hé nio?
Noi kh mat, nhiét o khang qua 30°C
13. Nhirng déu higu vi tri¢u chimg Khi dung thube qui licu:
Chua ¢6 bio cdo vé truémg hop qué lidu
14. Chin phii lam gi khi dimg thude qua litu kKhuyén cio
Chura 6 béo co vé viée ding qué liéu
15. Nhirng diéu cin thiin trong khi dung thube niy
15.1 Than trong chung:
Chua ¢ béo cao

15.2.8ir dung cho phu nir co thai va cho con iz

Thoi ki mang thai

Chira ¢6 dir liéu nghién el diy di wén phy nir mang thai. thin trong khi ding cho
ngudi mang thai. '.f‘?_' \
Thei ky cho con bii ! ?I

Chura o dit liéu nghién ciru diy di trén phy nir dang cho con bit, than trong khi 2
dimg cho ngudi dang cho con b,

15.3. Anh hwéng ciia thuée 1én kha ning vin hanh miy méc, i thu xe, ngudi lim
vige trén cao va cic tredmg hop khic: Khéng anh hudng
16. Khi nao ciin tham viin bic s¥, durge 81

Khi c6 déu higu bt thuémg thi lién h¢ véi bae s§ hofic dugc si.
17. Han diing ciia thude : 24 thing ke tir ngay san Xudl.
18. Tén, dja chi, biéu twgng (néu c6) ciia co SO sin xudit 2 u'"ﬂ

CONG TY CO PHAN DUGC PHAM TRUNG UONG 3
Tru sé: 16 L& Dai Hanh — Minh Khai - Hong Bang - Hai Phong
Nha may $X: 86 28 - Puong 351- Nam Son — An Duong — Héi Phong
Pién thoai: (0223)3747507/Fax: (0225)3823125
Phéiin phéi dic quyén
CONG TY TNHH DAI BAC
Sé 11 duomg Cong Nghigp 4, khu cong nghiép Sai Pong B, Long Bién, Ha Ngi

19, Ngiy xem xét sita ddi, cfip nhit li nji dung hwong din.sir dyng thude:
' .:-*.
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