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Tanganil” 500 mg

Acetyl-DL-leucine

Dgp ki hudng dan si dung trudc khi ding.
Dé xa tam tay tré em. Thong bao nga{ cho
bédc si hodc dugc si nhitng tdc dung khing
mong mudn gap phai khi st dung thuéc.

1. Tén thudc: TANGANIL
2!'13.‘?]1“" phén: Acetyl-DL-leucine 500mg (hoat
chit).

T4 dugc: tinh bit mi, tinh bt nad tién gelatin
hoa, calci carbonat, magnesi stearat, khdi lugng
vira dii 1 vién,

3. Quy cach dang goi: Hop 3 vi - MBi vi 10
vién nén.

4. Chi dinh: Thudc nay duge chi dinh cho difu
tri con chéng mat.

5. Lifu ding va cach ding

Lifu ding: Ngudi Idn: S6 lin ding thudc:
Trung binh tIr 3 d&n 4 vién mdt ngay, chia Iagl
2 lin (séng va t0i). Thai gian diéu tri: Thay ddi
ly theo dign bién 1dm sang. Vao ddu giai doan
di8u tri, hodc khi diéu tri khdng hiéu qua, co
thé ting lidu I&n.

Cach diing: Dudng uGng. Ludn ding thudc theo
ding nhy hudng dan st dyng nay hodc theo sy
tu vdn clia bac T hogc dugc T cla ban. Ha
kifm tra vdi bac ST hodc dugc sicla ban néu
ban chua chic chin.

6. Chﬁ'n& chi dinh: Thudc nay KHONG PUGC
SU DUNG trong cdc trniing hgp sau: - néu ban
bi di (ing vdi hoat chat (AcetyI-BL-IeucineR hodc
bat cd thanh phdn no cha thudc (nhu Jigt ké
tai myc 2), - néu ban bj di ing (qud man) véi
gluten, vi thudc co chifa tinh bot mi. Néu ban
6 bat kv nghi ngd nao, cdn tham van y kién
béc si hodc duge s clia ban

1. Cac canh bdo va than trong: Hay nbi cho
béc si hogc dugc sT clia ban trudc khi sit dyng
Tanganil. Thuic ndy ¢6 thé st dyng cho bénh
nhdn bi bénh Coeliac. Tinh bdt mi c6 chia
gluten, léphu’nq chi mdt lugng rdt nhd khdng
dang k&, nén thudc ndy dugc xem I3 an toan
¢ho cac bénh nhédn bi bénh Coeliac.

Phy nif ¢ thai va cho con bi: NEu ban co thai
hodc dang cho con bd, hodc ban nghi minh ¢
thai hodc dang k& hoach c6 em bé, hdy tu van
bac s hodc dugc si clia ban trudc khi ding
thudc nay.

Tdc dgng cia thudc 1én kha nang Iai xe hodc
van hanh may mde: Chua ghi nhan.

8. Tac dyng khdng mong mudn: Nhy tdt cd
cdc loai thubc khic, thuBc nay cd thé gy ra
tac dyng khong mong mudn, mac du khdng
phai tdt cd moi ngugi déu gapvgh i. Phdn (ing
da (phat ban, dé, ndi mé day va ngifa) rat

hiém khi xé{, ra. Bdo cdo tic dung khéng mong
mudn: Néu ban gdp phai tic dung khdng mong
mudn bt ky, hay théng bdo cho bic sT hodc dugc
si cla ban. Diu nay bao gm tdc dyng khdng
mong mudn co thé xdy ra ma khﬂng dugc néu
trong hudng dan sl duy thudc nay. Bang bdo cdo
ndy, ban co thé cung cdp thém thong tin an toan
clia thuc nay.

9. Nén tranh ding nhiing thudc hodc thye phdm
oi khi dang sir dung thudc nay?

Hay ndi cho bac sT hojc dugc ST clia ban néu nme;
ban dang duunog hodc gdn ddy da dung hodc cb th
dung cdc thudc khéc.

10. Cdn lam gi khi mdt lan quén khéng ding
thude?

N&u ban quén udng mot Jiéu TANGANIL, khén
dgc udng gdp doi lidu d& bu cho phén lidu
quén.

11. C4n bdo quan thudc nay nhu thé nao?

Thudic nay cdn dugc bdo qudn & nhiét dd dudi 30°C
va tranh d4m. Thudc nay khong nén vit bd vio
nudc thai hodc rac sinh 03“' Hay hoi y kién dugc
ST clia ban lam thé nao dé bd di thubc khdng sif
dyng nifa. Bién phdp nay sé gilp bdo v mbi;
truting. 3
12. Nhiing gag hidu va triéu ching khi din
thube qua ligu? 3

Chua ghi nhén. ‘:G 4
13. C4n phai lam gi khi ding thudc qua TMEUUHAY
khuyén cao? = .PM;
Sau khi sit dung qué lidu, bénh nhin cdn ﬂfﬂ#ﬁy M
bdo cho bac sT hodc dugc si. t]

14. Khi ndo cdn tham vén bdc si hodc duge
cua ban?

DE tranh cdc tuong tic thudc co thé xdy rd
nhiéu loai thudc, can Ehéi thdng bdo cho DAES!
hodc dugc T cla ban bdt ky thudc diéu tri ndo khic
hign dang sif dyng. Bing ngai xin W vén bac st
hogc duge s7 clia_ban. Khi gdp bat cdr tic dung
khong mong mubn nag khong dugc néu trong
hudng dan st dung thudc nay, xin vui long thdng
bdo cho béc si hodc dugc si cia ban.

15. Han diing: 36 thang ké tir ngay san xudt.
Khéng sit dung thudc ndy sau thdi han sif dung
dugc ghi trén bao bi.

16. Nha san xuét

San xudt bdi: PIERRE FABRE MEDICAMENT
PRODUCTION Site Progipharm. Rue du Lycée,
45500 Gien - France.

Dang g6i bdi: CONG TY TNHH PIERRE FABRE
VIET NAM. S8 1, duding 4A, khu cdng nghiép Bién
Hoa 2, Déng Nai. BT: 061 383 6770 - Fax: 06
383 6570
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®
anganil 500 mg
Acetyl-DL-Leucine

1.TEN THUBC: TANGANIL
2. THANH PHAN
Hoat chét : Acetyl-DL-leucine 500 mg.
Téd duge: Tinh bt mi, tinh bt ngd tién gelatin hoa, calci carbonat, magnesi stearat, khdi

Iugng vifa di 1 vién.

3.DANG BAOCHE: Vién nén

4.DUQC LYC HOC

Nhém trj ligu : THUGC TRI CHONG MAT (ma ATC : NO7CAD4)

Thude tri chéng mét chua rd co ché hoat déng.

5. DUGC BONG HOC: Sau khi uéng, acetyl-DL-leucine dat néng dé tdi da trong huyét tudng

sau khodng 2 gid.

6.QUY CACHDONG GOI: Hop 3 vix 10 vién nén.

7. CHi BINH: Thude dudc dung dé diéu trj con chéng mat.

8.LIEU DUNG VA CACH DUNG

Ngudi ldn:

1,5-2g/ngay: 3-4vién mt ngay, chialam 2 1an sang va tai.

Thai gian didu tr| thay déi tiy theo dién bién |am sang (tif 10 ngay dén 5 hodc 6 tuén). Vao giai

doan déu clia diéu tri, ho#ic khi khéng c6 cdi thién, c6 thé tang liéu métcach an toan1én3-4g

(6 -8 vién) motngay.

9. CHONG CHI BINH: Qua mén véi dugc chat (Acetyl-DL-leucine) ho&c mét trong s6 cac ta

dudc c6 trong thudc. Bénh nhan bj dj iing vdi lGa mi (trif bénh coeliac).

10.CAC CANHBAO VA THAN TRONG

Thude nay c6 chia tinh bt mi nhung cé thé st dung cho bénh nhan bj coeliac. Vi lugng gluten

trong ta duge tinh bdt mi clia thude rét nhd khéng dang ké.

SUDUNG TRONG TRUGNG HGP CO THAI VA CHO CON BU:

Theo céc dil liéu s&n cd, dé than trong thi viée ding thudc nay nén trénh khi dang trong thai ki,
~Thire 18, cac dOigu trén [am sang d& cho thay viec dam béo, tuy van con gidi han va cac di

ligu ti nghién ciiu trén déng vat thi khéng thé két luan.

Do thi€u ditliéu sé&n c6, viéc dung thudc nay nén tranh khi dang cho con bi.

TAC DONG DEN KHA NANG LAI XE VA VAN HANH MAY MOC: Chua ghi nhan.

11. TUONG TAC VI CAC THUGC KHAC VA CAC LOAI TUONG TAC KHAC:

Chua ghinhan.

12. TAC DUNG KHONG MONG MUON

Rét hiém: phat ban da (thinh thodng kém theo ngtfa), ndi mé day.

- R

Viéc béo cao céc trudng hgp nghi ngd te dung khéng mong mudn la quan trong. Biéu nay cho

phép tiép tuc theo déi ti 18 gida Igi ich/ nguy co clia thudc nay. Céc cén b y té cdn phai bdo cdo

bét ki truding hgp nghi ngd céc tac dung khéng mong mudn qua hé théng bao céo quéic gia.

13, QUA LIEU VA CACH XU TRIi: Chua ghi nhan.

Boc ki hudng déin st dung truéc khi ding.

Dé xa tdm tay tré em.

Théng bédo ngay cho béc si hodc dugc si nhiing tac dung khéng meng muén gép phai

khi siidung thuéc.

14.DIEU KIEN BAO QUAN VA HAN DUNG

Diéu kign bao quan: Bao quan thuéc & nhiét do dudi 30°C va tranh m.

Han diing: 36 thang ké ti ngay s&n xudt.

Khéng nén dung thubc qué thdi han dugc ghi trén bao bi.

15. TEN VA DJA CHi NHA SAN XUAT

San xuét béi:

PIERRE FABRE MEDICAMENT PRODUCTION

Site Progipharm

Rue du Lycée , 45500 Gien - France

Péng géi bdi:

CONG TY TNHH PIERRE FABRE VIET NAM

S6 1, duding 4A, khu cong nghiép Bién Hoa 2, Béng Nai

DT:0613836770 - Fax:0613836570

16. NGAY XEM XET SUA BOI, CAP NHAT LAI NOI DUNG HUONG DAN SU DUNG THUGC:

06.02.2017

PO5-TAN-01/01

HUGNG DAN SU DUNG THUBC CHO NGUGI BENH

1.Tén thudc: TANGANIL

Boc ki hudng dén sifdyng truéc khi dung. D xa tim tay tré em,

Théng béo ngay cho bac si hodic duge si nhiing tac dyng khéng mong mudn gép phai khi sd
dyng thude.

2. Thanh phén cia thude: Acetyl-DL-leucine 500 mg (hoatchdt)

Ta dugc: Tinh bt mi, tinh bdt ngd tién gelatin hda, calci carbonat, magnesi stearat, khdi lugng virta di 1
vién.

3. M6 ta san phdm: Vién nén dai mau tring.

4.Quy cach déng géi: HOp 3 vi- M&ivi 10 vién nén.

5. Khi nao nén dung thudc nay? (Chi dinh diéu trj): Thudc nay duge chl dinh cho diéu trj con chéng
mat.

6. Nén diing thudc nay nhu'thé nao?

Liéuding:

Ngudilon:

$dldn ding thude;

Trung binh tir 3 d&n 4 vién mot ngay, chia lam 2 14n (séng va 15i).

Théi gian diéu tri:

Thay dditiy theo dién bién lam sang. Vao déu giai doan didu trj, hodic khi didu trj khéng higu-quireothd.,
tang lidu lén,

Céch ding:

Buéing udng.

Lubn dung thudc theo ding nhu hudng dén sif dung nay ho#c theo sy tu vn clia bac si hodc dugc si
ciiaban, Hay kiém tra v6i bac sihodc dugec sicila ban néu ban chua chic chén,

7. Khi nao khéng nén ding thude nay?

Thubc nay KHONG BUQC SUDUNG trong cac trudng hop sau:

- néu ban bj dj iing véi hoat chét (Acetyl-DL-leucine) hoac bt ci thanh phén nao clia thudc (nhu ligt ké
tai muyc 2).

- néu ban dj ng (qua mén) vdi gluten, vi thudc cé chia tinh bt mi.

NEUBAN COBAT KY NGHINGGNAO, CAN THAM VAN Y KIEN BAC STHOAC DUOC STCUA BAN.
8. Thudc nay cé thé gay ra tac dyng khéng mong muédn gi?

Nh tét ¢ cdc loal thudc khéc, thudic nay cé thé gay ra tic dung khdng mong muén, méc di khéng phai
tét ca moi ngudi déu gap phai.

Phén tng da (phéat ban, dé, ndi mé day va ngua) rét hiém khixdy ra.

Bédo cdotac dyng khéng mong mudn

Néu ban gép phai tac dung khéng mong mudn bét ky, hay théng bao cho béc sThodc duge si clia ban.
Diéu nay bao gdm tac dung khéng mong muén cé thé xay ra ma khéng dugc néu trong hudng dén sit
dyng thudc nay.

Biéing bao cao nay, ban cé thé cung cdp thém thang tin an toan cila thufc nay.

9. Nén tranh ding nhiing thudc hoéc thyc phdm gi khi dang sirdung thudc nay?

~Hay ndi cho bae sihode duge si cla ban néu nhu ban dang dung hoac gén day da dung hodc co thé -

ding cac thudc khac.

10. Cén lam gi khi mt1dn quén khéng ding thudc?

Néu ban quén udng mét liéu TANGANIL, khong dudc udng gép dbi liéu d€ bl cho phén liéu da quén.
11. Cén béo quén thude nay nhuthé nao?

Thude nay cdn duge bao quan & nhigt 8 dudi 30°C va tranh m.

Thufc nay khéng nén vt bd vao nudc thai hode rac sinh hoat. Hay hdi y kién duge sTcda ban 1am thé
nao dé bd di thuc khang sl dung nila. Bién phap nay sé gitip bdo vé méi truding.

12. Nhiing ddu hiéu va triéu ching khi ding thudc qué lidu?

Chua ghinhan.

13. Cén phéi lam gi khi dung thufc qua liéu khuy&n céo?

Sau khi slidyng qua lidu, bénh nhan cédn thdng bao cho béc sThodc dudc sT.

14. Nhiing diéu thén trong khi diing thubc nay?

Hay ndi cho béc sTho#c dugc sTcda ban trude khi st dung Tanganil.

Thuéc nay c6 thé s dung cho bénh nhén b bénh Coeliac. Tinh bot mi c6 chia gluten, nhung chi mat
lugng rat nhd khéng dang ké, nén thuic nay dudc xem |& an toan cho cac bénh nhén bj bénh Coeliac.
Phuniicéthaivachocon b

Né&u ban ¢ thai ho#ic dang cho con bi, hosic ban nghi minh c6 thal ho&ic dang k& hoach c6 em bé, hay
tu vén béc sThode dudc sclia ban trudc khi ding thude nay.

Téc ddng cla thudce 1&n kha nang 14i xe hodic van hanh mdy méc

Chua ghinhan.

15. Khi nao céin tham vén béc sThodc duge sicliaban?

BE TRANH CAC TUONG TAC THUGC CO THE XAY RA VOI NHIEU LOAI THUOGC, CAN PHAI
THONG BAO CHO BAC STHOAC DUGC ST CUA BAN BAT KI THUGC BIEU TRI NAO KHAC HIEN
DANG SUDUNG.

DUNG NGAI XIN TU VAN BAC STHOAC DUGC STCUA BAN. KHI GAP BAT CUTAC DUNG KHONG
MONG MUGN NAO KHONG BUGC NEU TRONG HUGNG DAN SU DUNG THUGC NAY, XIN.VUI
LONG THONG BAO CHOBAC STHOAC DUGC STCUABAN.

16. Han dung

36 thang ké tirngay san xusl.

Khéing st dyng thude nay sau thai han si dyng dugc ghi trén bao bi.

17. Nha sén xust

Sén xudt bdi:

PIERRE FABRE MEDICAMENT PRODUCTION

Site Progipharm

Rue du Lycée, 45500 Gien - France

Boéng g6l bai:

CONG TY TNHH PIERRE FABRE VIET NAM

561, duding 4A, khu céing nghiép Bign Hoa 2, Déng Nai

BT: 0613836770 - Fax:06138386570

18. Ngay xem xét siia déi, cdp nhét lai néi dung huéng dén sifdyng thubc: 06.02.2017
POS-TAN-01/01



