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) HUGNG DAN SU DUNG THUOC CHO CAN BO

, L. Tén thude; LOPERAMIDE 2mg 1o cone Ty
3 S 5 £ B, ; ! il e
. - 2. Thanh phan céu tao ciia thuoc: Mai vién nang cung chia: (’./;{( CO PHAN
Loperamid hydroclorid 2 mg | \ 0UOC PHAM
Té& duogce vira du 1 vién 7y

(Ta duoc g(f:m: Tinh bot sdn, tink bot ngo, gelatin, natri lauryl sulfat, m
lale, crospovidon, vé nang cing).

3. Dang bao ché: Vien nang cing.

4. Cic diie tinh dwoe lye hoe, dwge dong hoc:

* Durge lre hoe: Loperamid la mot dan chit piperidin géng hop. Day 1a mét dang opiat t6n g
hop ma & liéu binh thuong c6 rit it tac dung trén hé than kinh trung wong. Loperamid duoc
dung dé kiém sodt va giam trigu chitng cdc trirdmg hop tiéu chiy cap khéng ro nguyén nhén
va mot so tinh trang tiéu chay man tinh.

Loperamid lam giam nhu dong rudt, giam tiét dich dudng tiéu héa va ting truong lue co
that hiu mon. Thude con cé tic dung kéo dai thoi gian viin chuyén qua rudt, ting vin chuyén
dich va chat di¢n gidi qua niém mac rudt, do dé lam giam sy mat nuée va dién giai, ting dd
ddc va gidm khoi fwgng phan,

* Duwge ding hoc:

- Hép thu: Khoang 65% liéu udng loperamid dugc hip thu qua duong tiéu hoa,

- Phéin bo: Nbng dd dinh huyét thanh ciia thude dat duge sau 4-5 gidr, Sau khi ubng vién
nang 2mg loperamid hydroclorid, néng do dinh trong huyét thanh 1a 2 nanogam/ml. Lién
két voi protein khodng 97%.

- Chuyén héa: Trén 50% thude duoc chuyén hoa bude diu & gan thanh dang khéng con hoat
tinh.

- That trir: Loperamid duge bai tiét qua phan va mit & dang lién hop khong hoat tinh, mét
lrong nhoé bai tié: qua nude tidu. Lurgng thude tiée qua sira rit thip. Thoi gian béan thai cua
thude & ngudi khae manh khoang 10 gid.

5. Quy ciach déng géi: Hop 50 vi x 10 vién nang cirg. Kem theo to huéng dan su dung
thuéc.

6. Chi dinh, cich diing, litu dang, chéng chi dinh:

*Chi dinh: A

Diéu tri triéu ching bénh tiéu chiy cip & ngudi 16n va tré em tir 12 tuditrd 1én,

Diéu tri tridu ching bénh tiéu chay cip c6 lién quan dén hoi ching ruE)t kich thich ¢ nguoi
tr 18 tudi trér 1én.

* Cidch ding, liéu dimg:

Cicl ditng: Thude dung dudmg ubng voi nude,

Liéu ding:

- Tiéu chay cap & nguei lon va tré em tir 12 tudi tré lén:

Liéu khoi ddu 2 vién nang (4mg), sau d6 méi lin di long uong 1 vién nang (2mg).

Lidy thuong ding 13 3-4 vién nang (6-8mg) mdi ngay.,

Tong liéu hang ngiy khdng nén vuol qué 6 vién nang (12mg). v

- Bénh tiéu chay cdp 6 lien quan dén hoi chiing rugt kich thich 6 ngwoi tir 18 tuéi tro lén:
Liéu khéi dédu 2 vién nang (4mg), sau d6 udng 1 vién nang (2mg) sau méi lin di 16ng, hodgc
theo hudng dan cia bac sy,

Liéu t6i da hang ngay khong vuol qud 6 vién nang (12mg). "

- Tré em duwdi 12 tuoi: Chng chi dinh dung cho tré em dudi 12 tubi,

- Ngwoi cao tudi: Khéng cin dig’:u ch‘inh liéu chp nguoi cao tudi,

- Bénh nhdn suy than: Khong can diéu chinh liéu cho bénh nhan suy than.

- Bénh nhdn suy gan: Phai thén trong.
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Quéd mén voi loperamid hydroclorid hoiic véi bit ky thanh phén nao ctia t
Tré em dudi 12 tudi.

Bénh nhén ly cép.

Bénh nhin viém loét dai trang cép tinh.
Bénh nhén viém rudt do nhiém khuén Salmonella, Shigella va Campylobad;
Bénh nhin viém dai trang gid mac do dung khéng sinh phé rong.
7. Thin trong: ,

Phai bl nuéc va chét di¢n giai & bénh nhén bi tiéu chay, loperamid chi didu tri triéu ching
khéng thay thé dugc liéu phap bd sung nudce va chét dién giai.

Khong nén sir dung thude trong thoi gian dai. Hoi ¥ kién béc sy néu khong thdy cai thién
lam séng trong vong 48 gid.

Than trong v6i bénh nhan nhiém HIV, dimg diéu trj khi thdy du hi¢u ciing chuéng bung,
Than trong véi ngudi bénh suy gidm chirc niing gan va véi mot s6 ngudi bi viem dai trang
loét cap, loperamid tre ché nhu dong rut gy ra chimg phinh dai trang nhiém doc. Phai
ngirng thudc ngay khi thdy bung truéng to, tho hodic liét rudt.

Theo dai nhu dong rudt va hrgng phan, nhiét do co thé. Theo dsi trudng bung.

Khong nén ding thude khi ia chay kém sét cao hofic ¢6 mau trong phan.

Rét than trong vai tré em vi dép (tng vai thube thay dbi nhiéu, khoéng nén dung cho tré nho
bi tiéu chay cip.

Khong diing thude khi can tranh e ché nhu dong rudt. Ngtng thude néu thiy tdo bén, dau
bung hodc tic rud: tién trién.

* Thoi ky mang thai: Chua c6 du cdc nghién ctru trén phu nir mang thai. Khong nén ding
cho phu nit mang thai, diic biét trong 3 thang diu thai ky.

“ Thoi ky cho cor bii: Loperamid duoc bai tiét vao sita me va khon g khuyén cdo cho nguoi
dang cho con b. .

* Tic dung ciia thudc 1én kha niang ldi xe va vin hanh mdy méc: Thube co thé gy mét
moi, chodng ving, ngl ga, vi viy nén sir dung thén trong khi 14i xe hodc van hanh may mac.
8. Twong tic ciia thude véi cae thube khie va cic loai twong tac khic:

Quinidin, ritonavir: Lam ting néng do loperamid huyét twong gp 2-3 14n. ¥
Diing dong thdi loperamid véi itraconazol, lam ting ndng do loperamid huyé_\} wong gip 3-
4 1an. Trong ciing mdt nghién ciru, gemfibrozil 1am ting ndng dd loperamic huyét tuong
khoang 2 lidn. Swr két hop itraconazol va gemfibrozil 1am ting nong do loperamid trong huyét
tuong 1én gép 4 lan.

Viée ding dong thoi loperamid va ketoconazol lam tang nong do loperamid trong huyét
twong gép 5 lin, _
Dung déng thoi voi desmopressin lam ting ndng do desmopressin huyét twong gip 3 lin.

9. Tae dung khong mong myﬁn:

Neiedi lon va tré em tir 12 tdi tro lén:

Su an toan cua loperamid hydroclorid da dugc danh gia ¢ 2755 nguoi 16m va tré em tir 12
tubi tham gia vao 26 thir nghiém 1dm sang cé kiém sodt va khong kiém soat duge cia
loperamid hydroclorid duge sir dung dé diéu trj tiéu chay cép. ’

Tac dung thuong gip nhét bao cao (vi du: > 1% ty 1§) phin (mg ¢6 hai clia thude (ADRs)
trong cac thir nghiém lim sang va&i loperamid hydroclorid trong tiéu chay cap tinh la: tao
bén (2.7%), ddy hoi (1,7%), dau diu (1,2%) va budn nén (1,1%).

Céc tan s0 cac tac dung khong mong mudn duoc sip xép nhu sau: rit pho bién (= 1/10);
thudng gip (1/100 < ADR <1/10); it gap (1/1000 < ADR < 1/100); hiém gap (1/10.000 <
ADR < 1/1000); rat hiém ( <1/10.000).

R6i loan hé théng mién dich: \ .

Hiém eap: Phar iing di ing, phan tmg phin vé (bao gdm ca soc phan vé).

* Chong chi dinh:
g ] /_. g_,'n’nas T 00.;

o/ CONG Ty
(s|- 66" PHAN
i OUTC PHAM
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Hi_ém gap: Phéu} img di (g, phan (ng phan vé (bao gbm ca séc phan vé).
Roi loan hé than Kinh: .
Thuong gap: Pau dau, chong mit. /

rd

It gép: Budn ngi. o] o ou
b 2 g ; = ., =/  COPHAN
Hiém gap: Mt y thire, choang vang, chan nan. {;\*‘  ouoe PHAM

Rdi loan mit: B
e B \. HR TA

/.3/" CONG TY

Hiém gip: Co démg tr. \(\1-1' o

R6i loan tiéu héa:
Thuong gap: Tdo bon, budn nén, day hoi.

g 172

[t gip: Pau bung, khé chiu & bung, khé miéng, nén, kho tiéu, tic rudt, ligt rudt, dz"iy bung.

!{fii loan da va t6 chire duéi da:
[t glip: Phét ban.

Hiém gap: Hoi chimg Stevens-Johnson, hoai tir biéu bi nhidm déc, héng ban da dang, phu

mach, may day, ngira.

Rdi logn thin va tiét nigu:
Hiém giip: Bi tiéu.

Cic roi loan chung:

Hiém gip: Mét moi.

10. Qua lidu va cdch xir tris

* Triéu chirng gud liéu: Loperamid udng qué licu c6 thé gay budn ngu, co dong i, tic ché

1o hép, bi tidu, tao bon, téc rudt,

O tré em nhiéu tdc dung niing da dugc bao cdo nhu phinh dai trang nhiém doc, mit y thire,

mé sdng, liét rudt.

* Xur tri: Rira da day sau do ufmg khodng 100 g than hoat qua 6ng x0ng da day. Theo doi it
nhét trong 48 gio cdc diu hiéu e ché thin kinh trung wong, cho tiém tinh mach 2 mg
naloxon (0,01 mg/kg cho tré em), ¢ thé ding nhic lai néu cin, tong lidu c6 thé t6i 10 mg.
Vi thoi gian tdc cung cia loperamid dai hon thoi gian téc dung cua naloxon, nén phai theo
ddi sat ngudi bénh va phai cho thém liéu naloxon néu cin. Phai theo dai cdc diu hi¢u chirc
ning sdng it nhét 24 gitr sau liéu cudi naloxon, Loi niéu cudng bire khong téac dung vi thube

it dao thdi qua nuée ticu.
. A . A A P A - f
11. Cde dau hi¢u can luu y va khuyén cdo: \

\ ,/‘
' . A i o A 1a \ . " A v o oA . .
* Luu y: Khi thay nhan thudce in s6 16 SX, HD mo...hay ¢6 céc bidu hién nghi ‘mm\ihac phai

dem thudc 61 hoi lai noi ban hodic noi sin xuat theo dia chi trong don.
. A s e 3 - - A

12. Picu kién bdo quan, han diing cia thuoc:

- Bao qudan: Noi kho, nhiét do dudi 30°C.

- Han ding: 36 thang ké tir ngay san xuat. Khong dwge dung thude da qua han ding.

13. Tén, dia chi ciia co s& san xuit: _ i
Tén co sé sin xuit: CONG TY CO PHAN DUQC PHAM HA TAY
Dia chi: T6 dan phd s6 4 - La Khé - Ha Pong - TP. Ha Noi

DT: 024.33522203 FAX: 02433522203

DT: 024.33824685 FAX: 024.33829054
Hotline: 024,33 522525 )
14. Ngay xem xét sira doi, cip nhat lai ndi dung huéng din siv dung thude:
Negay......... thang........... nam...........



https://trungtamthuoc.com/

HUONG DAN SU DUNG THUOC CHO NGUOI B
1. Tén thube: LOPERAMIDE 2mg /
2. Khuyén cio:
“Doc k hudng dén sir dung trwde khi ding”
“DE xa tim tay tré em”
“Thong bao ngay cho bac sy hofic duoc st nhitng tic dung khdng mong
st dung thude™
3. Thanh phan, ham lwgng ciia thude: Mai vién nang cimg chira;

Loperamid hydroclorid 2 mg
Ta duge vira da 1 vién

(Td dwge gom: Tinh bét sin, tink bot ngo, gelatin, natri lauryl sulfat, magnesi stearat, bot
fale, crospovidon, vo nang citng). '

4. Mo ti sin pham: Vién nang cimg s 3, mot cla“iu_ mau xanh dam, mét dau xanh nhat. Nang
lanh 1an, khong mop méo, bén trong chira bt thuoe kho toi, mau trﬁng.

5. Quy cach déng géi: Hop 50 vi x 10 vién nang cing. Kém theo to hudng din sir dung
thude.

0. ”‘l”llui"m dung cho b¢nh gi?

Dicu urj tri¢u chimg bénh tiéu chay cip & ngudi lon va tré em tir 12 tudi trd lén.

Diéu tri triéu chirg bénh tiéu chay cz’ip c6 lién quan dén hoi chimg rudt kich thich & ngudi
tir 18 tdi trg lén.

7. Nén diing thube nay nhur thé nio va lidu lwong?

Cich dimg: Thubc ding dudmg udng véi nude.

Liéu ding: Ludn sir dung thude dang theo chi dan cua bac sy. Néu ban khong chic chin,
hiy hoi lai bac sy hodc duoc st ctia ban.

- Tiéu chdy cap 6 ngurdi lom va tré em tiv 12 tudi tré lén:

Liéu khoi ddu 2 vién nang (4mg), sau d6 mdi lan di long ubng 1 vién nang (2mg).

Liéu thudng ding 1a 3-4 vién nang (6-8mg) mdi ngay.

Téng lidu hang ngay khéng nén vugt qua 6 vién nang (12mg). . _

- Bénh tiéu chay cdp cé lien quan dén hoi chimg rugt kich thich ¢ nguoi tir 18| 6i tré Jén:
Li€u khéi dau 2 vién nang (4mg), sau d6 udng 1 vién nang (2mg) sau mdi lan Th ong; hoic
theo huwéng din ciia béc sy.

Licu tdi da hing ngay khong vugt qui 6 vién nang (12mg).

- Tré em duréi 12 tuéi: Chbng chi dinh diing cho tré em dudi 12 tudi.

- Ngudi cao tuoi: Khéng can diéu chinh liéu cho n gudi cao tudi.

- Bénh nhdn suy thdn: Khong can diéu chinh lidu cho bénh nhén suy thén. B
- Bénh nhdn suy zan: Phai thin trong,.

8. Khi nio khong nén ding thuoe nay?

Qud man v6i loperamid hydroclorid hode vai bét ky thanh phén nao cta thude.

Tré em dudi 12 tudi.

Bénh nhdn ly cép.

Bénh nhén viém loél dai traing cﬁp tinh.

Bénh nhén viém rudt do nhiém khuén Salmonella, Shigella va Campylobacter.

Bénh nhén viém dai trang gia mac do diing khéng sinh phé rong.

9. Téc dyng kliong mong muén: .

Nhur tit ¢a cac thude khic, thude c6 thé gdy ra cdc tic dung khong mong muon, tuy nhién,
khong phai ai cting giip phai. o _ )

Héu hét moi nguot s& khong co véan dé, nhung mot s6 bénh nhén ¢6 the géip phai. ,
Hay noéi cho bac s§¥ cia ban ngay ldp tirc néu ban co bt cu phan tmg phu: Phdt ban; sot;
ngtra da; sung mdi, mi mét, ludi; khé the. Ddy la nhitng dau hiéu cia mdt phan (ng di (ng.
Ngung diing thude ngay lap tic.



https://trungtamthuoc.com/

NCu ban ¢6 bat ky phan ung phu nao sau day, hay lién hé véi béc sy hodic dyee: IT&;@
I3 E . G

Tde dung phy thirdmg gdp (C6 thé gnh hirdng dén 1 trong 10 nguci): ga"

Dau dau, chéng mit. ,/ w/ CONG JY
Cém thady mét, tio bon, dfiy eh(ri. ’{' :,Uc_grpffﬁf‘[ :
Tdc dyng phu it gép (C6 thé danh huéng dén 1 trong 100 nguroi): g e

Dag bung, kho chiu & bung, khé miéng, nén, kho tidu, tic rudt, liét rudt, ¢
Budn ngu hoiie ngi ga.

Phat ban da.

Tdc dung phy hiém aap (Co thé dnh hweang dén 1 trong 1000 ngueoi):

Dau bung, kho chiu & bung, kho miéqg, n6n, kho tiéu, tic ruot, liét ruot, dﬁy bung.

Phan ting di Umg da nhu ngira, d6, ndi ban (d6i khi c6 thé niing va bao gdm sung, phéng
rop va ton thuong da).

Cam gide mét méi, mét ¥ thire hodc giam mire dg nhén thire, chan nan.

Kho tép trung,

Bi l'iéu, cang cao,

10. Nén trdnh ding nhitng thude hofie thye phiim gi khi dang sir dung thude nay?
Viée dimg két hgp thude nay voi mot so thu_éc khdc ¢6 thé 1am thay ddi tic dung ctia thude
hodc gia ting cac tac dung khong mong muon.

Noi cho béc sy hoac duge st ciia ban biét vé bat ky loai thude nao khac ma ban dang st
dung, dic biét 1a cdc thude sau day:

+ Ritonavir (dung dé diéu trj HIV).

+ Quinidin (dbi véi cac van dé vé nhip tim), gemfibrozil (giam md trong mau),

+ Itraconazol, ketoconazol (diéu tri nhi®m nim),

+ Desmopressin (diéu tr tidu nhiéu).

+ Céc loai thude khéc dé didu tri tiéu chay, tdo bon, hodc cde van dé khéc vé da day va rudt.
Hay viét mot danh sach nhitng thude ban dang dung (bao gdbm thude diroc ké don, khong ké
don va thue phé}m chire niing) va cho bac s§ hodic dugc si clia ban xem. Khong duoc tu y
dung thude, ngung hoiic thay déi lidu lwgng clia thude ma khong ¢6 sur cho phép ciia bac s3.
11. Cén lam gi khi mot lin quén khong diung thube? '
Bé sung lidu ngay khi nhé ra. Tuy nhién, néu thoi gian gidn cach véi lidu tit%ﬂ:;o,q'ilfl ngin
thi b6 qua liéu dz queén va tidp tuc lich dung thube. Khong dung lidu gip dd{i débu cho lidu
da bi bo 0.

12.Cin bio quin thude ndy nhu thé nio?

D¢ xa tim tay tré em. Bao quan thude & noi khé, nhiét do dudi 30°C.

13. Nhirng déu Liu va tri¢u chirng khi diung thube qua lidu?

Buén ngu, co d(:"mg tr, re ché hé hﬁp, bi tiéu, tdo bon, tic ruit.

O tré em nhiéu tac dung niing da duge bio cdo nhu phinh dai trang nhidm doc, mit y thirc,
mé sang, liét rudi,

14, Ciin phiii lam gi khi ding thude qui lidu khuyén cio?

Bén cic co sy é dé 6 bien phép diéu tri thich hop. '

Rira dg day sau d6 udng khoang 100 g than hoat qua éng xong da day. Theo dai it nhat trong
48 gidy cic déu hiéu ¢c ché than kinh trung wong, cho tiém tinh mach 2 mg naloxon (0,01
mg/kg cho tré em), c6 thé ding nhic lai néu cin, tdng lidu ¢6 thé i 10 mg. Vi thoi gian tic
dung cia loperamid dai hon thoi gian tdc dung ctia naloxon, nén phai theo doi sat nguoi
bénh vé phéi cho thém lidu naloxon néu cin. Phai theo dai cdc diu hiéu chirc niing song it
nhit 24 gio saun 'idu cudi naloxon. Loi niéu cudng bire khong tic dung vi thude it dio thai
qua nude tiéu. '

15. Nhitng diéu cin thin trong khi ding thudc nay? )

Phai bu nudce va chit dién giai & bénh nhan bi tiu chay, loperamid chi diéu tri triéu chirng
khéng thay thé duoc lidu phéap bd sung nude va chét dién giai.
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Khong nén sir dung thude trong théi gian dai. Hoi y kién bac sy néu khong lhay cai thién
lam sang trong vong 48 gid. T
Théan trong véi bénh nhéan nhigm HIV, dirng diéu trj khi thiy déu hiéu cliy g’ 11*53”
Thén trong v&i nguoi bénh suy gidm chirc ndng gan va véi mot sé ngu Jb:bl Vidm dai
loét cép, loperamid trc ché nhu dong rudt gy ra chirng phinh dai trahg nhi&hi déc.
ngitng thude ngay khi thiy bung truéng to, tdo hode liét ruét. ﬂ *\ DUGC PHAR
Theo doi nhu dong rudt va lugng phén, nhigt do co thé. Theo dbi tr ucrng ‘J‘@" TAY /
Khong nén dung thude khi ia chay kém sdt cao hodc cé mau trong phén. \_\ﬂw Te.
Rét théan trong vai tré em vi ddp tmg véi thube thay déi nhiéu, khoéng nén du?xg cho tré nho
bl tiéu chay cap.
Khéng dung thude khi can tranh (rc ché nhu dong rudt. Ngimg thude néu thiy tdo bon, dau
bung hodc tac rudt tién trién.
* Thei ky mang thai: Chua ¢6 di cde nghién el trén phy nit mang thai. Khong nén ding
cho phu nir mang thai, dic biét trong 3 thang dau thai ky.
* Thoi ky cho con bii: Loperamid dugce bai tiét vao sira me va khong khuyén cdo cho ngudi
dang cho con bu.
* Tic dung ciia thube 1én kha nang ldi xe va vin hanh mdy mée: Thude o thé gy mét
moi, chodng vang, ngu ga, vi vay nén str dyng thén trong khi lai xe hodc vin hanh may moc.
16. Khi nao cin tham vin bic sy, dwoe si?
Néu cin thém thdng tin vé thude xin hoi y kién bic s§ hoic duoc s¥.
Khi thdy c6 nhimg, tac dung khong mong mubn gip phai khi sir dung thudc.
Khi ding thude ma thy triéu chimg ciia bénh khong thuyén giam.
17. Han ding cig thude: 36 thang ké tir ngay san xuét. Khong dwge dang thude da qua
han dung.
* Lirw > Khi thiy ahan thude in s6 16 SX, HD ‘mo...hay co cic biéu hién nghi ngd khac phai
dem thude t6i hoi lai noi ban hodc noi san xuét theo dia chi lxong dUn
18. Tén, dia chi, hl(,u tuwgng clia co’ $0' Sin Xudt:
Tén co sé sdn xuiit: CONG TY CO PHAN DUQC PHA \WAY
Dia chi: Tb dan phd s6 4 - La Khé - Ha Dong - TP. Ha Noi |

DT: 024.33522203 FAX: 024.33522203 \

DT: 024.33824685 FAX: 024.33829054

Hotline: 024.33 522525

Biéu twgng:

DUT

HATAPHAR

St TY CF DUGE Prikie i Lhy

19, Ngay xem xét siva doi, cip nhit lai ndi dung huéng din siv dyung thude: 2
i (fi THADE .onin i 52 - MO

ruQ.cucC TRUGNG
PTRL TGN(I PHONG
}r;rfr;/fﬁ}; o tgw Sk



