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CUC QUAN LY DUGC Doc lap - Tu do — Hanh phie
St ¢ #.5.2 /QLD-DK
Viv ding c}étluu hanh umé.c chira hogt Ha Noi, ngdy gg thdng § ndm 2014
metoclopramid
Kinh gir:

- S& Y té céc tinh, thanh phd trre thude trung wong;
- Cée bénh vién, vién c6 giudng bénh tric thude Ba Y té;
- Cac cong ty diing k¥, san xuét thude luu hanh tai Vist Nam.

Ngay 26/07/2013, sau khi hodn thién dédnh gia céc dif liéu hién c6, Uy ban
edc san phim thude sir dyng cho ngudi (CHMP) thuée Co quan quén I duge phim
Chéu Au (EMA) di dua ra nhimg khuyén cdo méi vé vige sir dung céce thubc chira
metoclopramid, bao gbm gidi han lidu va thiri gian sir dung I]'mgc dé giam thiéu
nguy co gip phai cic phan img bét lgi nghiém trong trén thin kinh. Két qua ddnh
gi4 clia CHMP mét lin nita khing dinh nhiing nguy co @3 biét cia cdc thudc chira
metotlopramid trén thin kinh nhir rdi loan ngoai thap ngén han, céc rbi loan vin
déng nhur co cimg co & dhu va cb va rdi loan vén ding mudn. Nguy co xay ra cc
phén (mg bét lgi trén thén kinh ngén han cao hon trén déi tugng tré nho va nguy co
néy ting 1én khi ding thudc lidu cao hay ding thude kéo dai. Nguge lai, céc réi
loan vén déng mudn dugce béo cdo nhidu hon trén d6i tugng ngudi cao tudi. Nhing
bing chimg hién c6 cho thay trong trwdmg hop diu trj béng metoclopramid kéo
dai, hidu qua ciia thube khéng con vuot tréi so voi nhilng nguy co di biét. Ngoai
cée phin (ing bt lgi ké trén, mét s6 phan (g bét 1gi trén tuén hoan hodc tim mach
ciing duge ghi nhin.

Tiép theo cong van s6 12352/QLD-TT ngay 31/7/2013 va cong vin sb
20806/QLD-TT ngiy 10/12/2013 cia Cue Quan Iy Duge, cin cir két lufin clia Hoi
ddng tu vin cip s6 ding ky lru hinh thufc - B6 Y té dbi véi thude chima
metoclopramid; nhdm dam bao muc tiéu sir dung thudc hop I¥, an todn va hiéu
qud, Cuc Quan 1y Dugc théng bio nhur sau:

1. D6i voi S& Y té cac tinh, thanh phd trye thude trung wong va cée bénh
vién, vién cd giudmg bénh tryc thude B§ Y té:

1.1. T‘iép tuc théng béo cho céc co s& khdm, chita bénh, cac dom vi kinh
doanh duge phim trén dia ban vé cde khuyén cdo cho cdn bd y té lién quan dén
viéc st dyng thudc chnta metoclopramid nhu d3 néu tai céng vin 50 20806/QLD-
TT ngay 10/12/2013 cia Cyc Quan 1y Duge. E-ﬁng thin, thye hign viée kidm tra,
gidm sit d6i v&i viée clp nhét théng tin dwoc 1y theo hirdng din tai Phy lye kém
theo cong vin niy d6i véi cde thude chira metoclopramid dang luu hanh, sir dung
tai céc co s& kinh doanh, co sé kham chira bénh trén pham vi dia ban quan Iy nham
dam bao an toan cho ngudi sir dung,

1.2. Tang cwémg thue hién viée theo doi tic dung khong mong mudn cia
thubc trong qué trinh sir dung va hru hanh; giri béo cao ADR (néu cb) vé Trung
tim Quéc gia v& thing tin thude va theo ddi phan frag c6 hai cia thude (13-15




Lé Thanh Tong, Ha Noi) hodc Trung tdm khu vuc vé thong tin thude va theo
déi phin @ng c6 hai ciia thude TP. Hd Chi Minh (201B Nguyén Chi Thanh,
Quén 5, TP. H5 Chi Minh).

2. Dbi véi cac cong ty diang ky, san xuét:

2.1. Khong tiép nhan ho so dang ky méi, hd so ding ky lai va khong cap sb
dang ky cho cac thudc chira metoclopramid c6 dang bao ché va dudng ding theo
khuyén cdo ctia EMA, cu thé:

- Céc dung djch thudc str dung dudng ubng cho tré em c6 ndng d6 16n hon
Img/ml

- Céc ché phdm dung dudng tinh mach c¢é ndng d6 16n hon 5mg/ml

- Céc ché phdm duong truc trang ham luong 20mg.

2.2. Dbi véi thubce chira metoclopramid da duge cip sb ding ky huu hanh trén
thi trudng;:

- Trong vong 03 thang ké tir ngay ky cong vin nay, yéu ciu cong ty dang ky,
nha sén xuét tu cip nhit cac thong tin dugc ly lién quan dén chi dinh; lidu dung va
cach diing; chdng chi dinh; qua lidu va xir tri; tic dung khéng mong mudn; canh
bao va than trong khi st dung; tuong tac thudc; anh hudng 1én kha néng lai xe va
van hanh médy mdc; &nh hudéng l1én kha néng sinh sén, thoi ky mang thai va cho con
bt theo cdc ndi dung hudéng din tai Phu luc kém theo cong vin nay vao nhén, to
huéng dan st dung thudc va hd so lién quan va chju trach nhiém vé céc ndi dung
da cap nhat.

- Trudng hop ph** hién cac co s& san xuét, kinh doanh khéng thuc hién cép
nhét thong tin duge ly nhu néu trén, Cuc Quan ly Dugc s& dinh chi lvu hanh hodc
nglng cap so dang ky thuéc theo quy dinh. -

2.3. Dbi véi hd so dang ky thuoc chira metoclopramid dang cho xét duyét:
Cuc Quan Iy Duoc chi xem xét cip sb déng ky Iuu hanh sau khi cong ty dé ndp tai
lidu stra d61/b6 sung cac thong tin duge 1y 1ién quan dén chi dinh; lidu dung va
cach dung; chéng chi dinh; qua lidu va xtr trf; tac dung khéng mong mubn; canh
béo va than trong khi st dung; tuwong tac thube; anh hudng 1én kha ning lai xe va
van hanh may mdc; anh hudng 1én kha nang sinh san, thoi ky mang thai va cho con
bu dbi véi thude chita metoclopramid theo cac ndi dung huéng din tai Phu luc
kém ’Eheo cong van nay vao cac ph?m lién quan cua hd so va duge thAm dinh dat
yéu cau.

Cuc Quan ly Dugc thong bao dé céc don vi biét va thuc hién /.
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Céc ngi dung thay ddi/bd sung déi véi thude chira metoclopramid
(Dinh kém theo céng van sébTH2.../QLD-PK, ngay 49./..7../2014 cia Cuc Qudn Iy Duoc)

1. Chi dinh diéu tri
Duong tiém (tiém bdp hodc tiém tinh mach)
Nguoi 16n: i N

- Du phong nén va budn nén héu phau.

- Du phong nén va budn nén do xa tri.

- Pibu trj tridu chirng noén va budn nén, bao gém ca noén va budn nén do dau nira

dAu cAp tinh.

Tré em tir 1-18 tudi:
- La thudc lua chon hang hai (second-line) dé dy phong ndn va budn ndn xuit hién
mudn do hoa tri.
- Lathubc Iya chon hang hai (second-line) d@& didu tri non va budn nén hau phiu.

Duong uong
Ngudi 16n: .
- Du phong ndn va budn nén xuit hién mudn do héa tri.
- Du phong non va budn nén do xa tri.
- Diéu trj triéu chimg nén va budn nén, bao gém ca n6n va budn ndén do dau nia
dau cép tinh. Trong tradng hop dau nira diu cép tinh, metoclopramid lam ting 48
hép thu cia cic thude giam dau dudng udng khi diing phéi hop.

Tré em tir 1-18 tudi:
- La thuoc lya chon hang hai (second-line) dé du phong nén va budn noén xuat hién
muon do hoéa tri.

Duong truc trang

Ngudi 16n:
- Du phdong nén va budn nén xuat hi¢n mudn do héa trj.

- Du phong ndn va budn nén do xa tri.

2. Liéu diing va cich diang

Duong tiém
Tiém bap hodc tiém tinh mach chdm trong vong it nhat 3 phut.
Ngudi 16n:

- Du phong n6n va budn nén héu phiu: khuyén cdo ding liéu 10mg

- Du phong nén va budn nén do xa tri: khuyén cdo ding lidu 10 mg x tbi da 3
lAn/ngay. |

- Diéu trj triéu chimg noén va budn ndn, bao gdm ca nén va budn ndn do dau nira

* dAu clp tinh: khuyén céo ding lidu 10 mg x t6i da 3 1an/ngay.

- Liéu ti da khuyén c4o: 30 mg/ngdy ho#ic 0,5mg/kg/ngay.

- Thoi gian diéu tri: ding thubc theo dudng tiém trong thdi gian ngan nhit, sau d6
c6 thé chuyén sang diing thuéc theo dudng ubng hoic dudng dit truc trang.




Tré em tir 1-18 tudi
- Vi tht ca cac chi dinh: khuyén cdo ding liéu 0,1-0,15 mg/kg x t6i da 3 lin/ngay,
ding dudng tinh mach.
- Liéu tdi da: 0,5mg/kg/ngay.

Bang tinh lidu cho tré em

Tuodi Can ning Liéu ding S6 lan diing/ngay
1-3 tudi 10-14 kg 1 mg Tbi da 3 lan/ngay
3-5 toi 15-19 kg 2 mg Tbi da 3 lan/ngay
5-9 tubi 20-29 kg 2,5 mg Tbi da 3 lan/ngay
9-18 tudi 30-60kg 5 mg Toi da 3 lan/ngay
15-18tudi > 60 kg 10 mg Tbi da 3 1an/ngay

- Thoi gian diéu trj:
o Du phong nén va budn ndn xuft hién muén do héa tri: t6i da trong vong 5
ngay.
e Diéu trj nén va budn ndn hau phiu: téi da trong vong 48 gid.

Duong udng
Ngudi 16n
Ap dung d6i véi tit ca cac chi dinh:
- Véi céc ché phdm giai phong nhanh: khuyén cdo dung lidu 10 mg x téi da 3
lan/ngay
- Véi cac ché phim giai phong kéo dai ham lreng 15 mg: khuyén céo ding lidu
15mg x t6i da 2 14n/ngay
- Véi cac ché phim giai phong kéo dai ham hrong 30 mg: khuyén céo ding liéu
30mg x 1 lan/ngay
- Véi tht ca cac ché phdm v&i ham luong khac nhau:
o Liéu tbi da khuyén céo: 30 mg/ngay hodc 0,5 mg/kg/ngay
o Thoi gian diéu trj t6i da: 5 ngay.

Tré em tir 1-18 tuoi ‘ , , ‘
- Du phong nén va budén nén xuat hién mudn do héa tri: khuyén cao dung li€u 0,1-
0,15 mg/kg x t6i da 3 1an/ngay.
- Liéu tbi da: 0,5 mg/kg/ngay.
- Thoi gian diéu trj t6i da: 5 ngay.

Bang tinh liéu cho tré em

Tubi Can nang Liéu ding S6 lan ding/ngay
1-3 tudi 10-14 kg 1 mg Tbi da 3 lan/ngay
3-5 tubi 15-19 kg 2 mg Tbi da 3 lan/ngdy
5-9 tubi 20-29 kg 2,5mg Tbi da 3 lan/ngay
9-18 tudi 30-60 kg 5 mg Tbi da 3 lan/ngay
15-18 tudi > 60 kg 10 mg Tbi da 3 lan/ngdy

[Déi v6i cdc ché phim st dung cho tré em, cin cung cip kém theo dung cu dong thubc
thich hop cling huéng dén sir dung chi tiét trong nhan thubc va t& huéng dan sir dung].




Chii y véi tdt cd cdc ché phdm thudc dang vién nén/vién nang/bét com.:

- Nhan thuéc va t& huéng dan st dung clia tit ca cic ché phdm cin bd sung nhimg
thong tin thich hop vé liéu diing va cach diing tiry theo timg ché phdm v6i cac ham
lugng khac nhau.

- Khéng str dung céc ché phdm cho liéu > Smg/lan trén tré c6 cin ning dudi 61lkg.
Véi dbi tirong nay can lwa chon céc ché phdm khéac c6 ham lwong thip hon.

- Khéng st dung cac ché phdm cho liéu S5mg/lan trén tré c6 cin ning dudi 30 kg.
Véi d6i tuong nay cén lua chon cic ché pham khac c6 ham luong thip hon.

Duwong truc trang
Nguoi lon:
Ap dung 601 v6i tht ca cac chi dinh:
- Lleu khuyen cédo: 10 mg x t6i da 3 1an/ngay.
- Liéu tbi da: 30 mg/ngay hodc 0,5 mg/kg/ngay.
- Thoi gian diéu trj ti da: 5 ngay.
- Véi cac ché pham khong phai dang giai phong kéo dai: khoang cach dua lidu tbi
thiéu 14 6 gio, ké ca trong trudng hop nén hodc khong dung hét mét lidu thube
(xem muc 4).
- Voi dang giai phéng kéo dai ham luong 15 mg: khoang cach dua liéu tdi thiéu 14
12 gidy, ké ca trong tnrdng hop ndn hoic khong ding hét mot lidu thube (xem muc
4).
- _Vcn dang giai phong kéo dai ham lugng 30 mg: khoang cach dua liéu tdi thiéu 1a
24 gid, ké ca trong trrong hop nén hoic khong ding hét mét 1idu thude (xem muc
4).

Tit ca cdc dwong ditng
Dbi trong dic biét
- Ngudi cao tudi: nén cin nhic giam lidu mot lan dua thudc dya trén chirc ning gan
than va thé trang.
- Suy than:
 Suy thén giai doan cudi (D6 thanh thai creatinin < 15ml/phut) nén giam liéu
hang ngay xudng 75%.
e Suy than nang hodc trung binh (D¢ thanh thai creatinin 15-60 ml/phut): nén
giam liéu ding xubng 50% .
- Suygan
e Suy gan ndng: nén gidm lidu ding xubng 50%.
- Tréem: Chong chi dinh metoclopramid cho tré dudi 1 tudi (xem muc 3).

3. Chéng chi dinh

Ap dung d6i voi tit cd cdc ché phim
- Quamin véi metoclopram1d hodc bét ky thanh phén nao ciia thubc.

- Chdy méu ti€u hoa, tac nghén co hoc hodc thung da day ruét do thubc 1am ting
nhu dong rudt va c6 thé khién tinh trang bénh nhan nng né hon.

- U tiy thugng than hodc nghi ngo u tiy thugng thin do nguy co gy cac con ting
huyét &p kich phat.




- €6 tién st ot loan van ddng do metoclopramid hodc r6i lozn vén dfng do thube

an than.
- DPong kinh (véi mat d6 va cudng d con dong kinh ting dan).
- Parkinson

- Dung phdi hop véi levodopa hoic cac thude chi van dopamin (xem muc 5)

- C6 tién sir methemoglobin huyét do metoclopramid hoic thiéu men NADH
cytochrome b5 reductase.

- Tré dudi 1 tudi do nguy co xay ra rbi loan ngoai thap tang trén dbi tuong ndy (xem
muc 4)

A’p dung riéng doi véi cdc ché phim diit triec trang
- MG6i bi viém truc trang hodc chdy mau truc trang.
- Tré dudi 18 tbi.

4. Canh bao va than trong

Déi véi tit cd cdc ché phdm khong phii dang gidi phong kéo dai véi cdc dwong diing
khdc nhau

Réi loan than kinh

Co thé xay ra céc triéu ching rdi loan ngoai thap, thudng gip trén tré em va nguoi tré
tu01 va/hoic khi str dung liu cao. Nhitng phan tng nay thudng xdy ra trong giai doan
d4u ding thubc, cb tru.'orng hop xay ra sau khi ding mét lidu duy nhét. Nén ngimg thubc
ngay khi c6 biéu hién rbi loan ngoai thap. Trong da sb cac trrdng hop, nhimg triéu ching
nay méat hoan toan sau khi ngimg thudc. Tuy nhién, mot s6 trudng hop can ding thubc
diéu trj tridu chimg (benzodiazepin trén tré em va/hodc cac thude khang cholinergic diéu
tri parkinson trén ngudi 16n).

Khoang cach dua lidu it nhét 14 6 gio, ké ca trong trurong hop nén hoic khong diing hét
mdt 1iéu thubc dé tranh nguy co qua lidu (xem muc 2).

Diéu trj kéo dai bang metoclopramid c6 thé gay rdi loan van déng mudn, nhidu trudng
hop khong phuc hdi, dic biét trén ngudi cao tudi. Do d6, khéng nén kéo dai thdi gian
diéu tri quéa 3 thang (xem muc 8). Cin ngimg dung thubc ngay khi c6 céc bidu hién rdi
loan van dong mudn trén lam sang.

Hoi ching an than kinh 4c tinh d3 dugc béo céo véi metoclopramid dung don doc cung_
nhu phbi hop voi cac thubc an than khac (xem muc 8). Bénh nhén cén ngimg thudc va cé
bién phép diéu tri thich hop ngay khi xay ra cac biéu hién cta hdi chung an thin kinh 4c
tinh. '

Cén than trong theo dbi nhitng bénh nhan c6 bénh than kinh nén va bénh nhéin dang duwoc
diéu tri bang cac thude c6 co ché tac dung trung rong (xem muc 3).

Metoclopramid c6 thé 1am ning né thém céc triéu chimg parkinson.

Bm véi cdc ché phdm gidi phong kéo dai ham leong 15 mg
R&i loan thén kinh :

Co thé xay ra céc triéu ching rdi loan ngoai thap, thudng gip trén tré em va ngu’orl tré
tu01 va/hodc khi sir dung liéu cao. Nhing phan tng nay thudng xay ra trong giai doan
dau ding thude, cb trrdng hop xay ra sau khi ding mo6t liéu duy nhit. Nén ngimg thubc




ngay khi ¢6 biéu hién réi loan ngoai thap. Trong da sb céc trueong hop, nhitng triGu chitng
nay mét hoan toan sau khi ngimg thubc. Tuy nhién, mot s6 trudng hop can dung thude
diéu tri triéu chirmg (benzodiazepin trén tré em va/hodc cac thubc khang cholinergic didu
tri parkinson trén nguoi I6n).

Khoang cach dua lidu it nhét la 12 gio, ké ca trong trudng hop nén hoidc khong dung hét
mot liéu thudc dé tranh nguy co qua liéu (xem muc 2).

Diéu trj kéo dai béng metoclopramid c6 thé gay rbi loan van dong mubn, nhiéu trudong
hgp khong phuc hoi, dac biét trén nguoi cao tudi. Do d6, khong nén kéo dai thoi glan
diéu trj qua 3 thang (xem muc 8). Cén ngimg dung thudc ngay khi c6 cac biéu hién rbi
loan vén dong mudn trén 1am sang.

Hoi ching an than kinh 4c tinh da dugc béo céo véi metoclopramid ding don dfc ciling
nhur phéi hop voi cac thubc an thin khic (xem muc 8) Bénh nhén cin ngimg thubc va cb
bién phap diéu tri thich hop ngay khi xay ra céc biéu hién cia hoi chitng an than kinh 4c
tinh.

_ C?}n than‘trong theo Q6i nhiing b,énh nhén c6 bénh than kinh nén va bénh nhén dang duogc
diéu tri bang céc thudc ¢ co ché thc dung trung uong (xem muc 3).

Metoclopramid ¢6 thé 1am ning né thém cac tridu chitng parkinson.

Boz Vvdi cdc ché phim gidi phong kéo dai ham lieong 30 mg

R&i loan thén kinh

Co thé xay ra cac triéu chimg rbi loan ngoai thap, thudng gip. tren tré em va ngucn tré
tudi va/hodc khi sir dung lidu cao. Nhitng phan tng nay thuorng xay ra trong giai doan
diu ding thudc, c6 trucmg hop xay ra sau khi dung mot lidu duy nhét. Nén ngimg thubc
ngay khi c6 biéu hién rdi loan ngoai thap. Trong da s6 cac truong hop, nhimg trigu chimg
nay mét hoan toan sau khi ngimg thubc. Tuy nhién, mot s6 truong hop can ding thudc
diéu tri triéu chimg (benzodiazepin trén tré em va/hoic cac thube khang cholinergic diéu
tri parkinson trén nguoi 16n).

Khoéng cach dua lidu it nhét 1a 24 gio, ké ca trong trudng hop nodn hoic khong ding hét
mdt liéu thudc @8 tranh nguy co qué liéu (xem muc 2).

Piéu tri kéo dai bang metoclopramid c6 thé gay réi loan van dong mudn, nhidu trudng
hop khong phuc hdi, dic biét trén ngudi cao tudi. Do d6, khong nén kéo dai thoi gian
diéu tri qua 3 thing (xem muc 8). Can ngimg ding thudc ngay khi cé cac biéu hién rbi
loan vén dong mudn trén 1am sang.

Hoi ching an than kinh 4c tinh da dugc béo cio véi metoclopramid ding don dc cling
nhur phéi hop véi céac thudc an thin khac (xem muc 8). Bénh nhén cin ngimng thudc va cé
bién phép diéu tri thich hop ngay khi xay ra cac biéu hién clia hoi ching an than kinh ac
tinh.

Cén than trong theo d&i nhitng bénh nhan c6 bénh thin kinh nén va bénh nhén dang dugc
diéu trj bang cac thube c6 co ché tac dung trung wong (xem muc 3).

Metoclopramid ¢6 thé 1am ning né thém cac triéu chitng parkinson.



Béi véi tht cé cdc dieong ou’zfg

vathemogtobm huvét

Mot sb truong hop methemoglobln huyét c6 thé co lién quan Vvoi thiéu NADH
cytochrome b5 reductase di dugc bao céo. Khi bénh nhan cé biéu hién methemoglobin
huyét, cAn dimg ngay thubc va c6 cac bién phap didu tri thich hop nhr ding xanh
methylen. V§i céc truong hop nay, khong bao gio dung lai metoclopramid cho bénh
nhén.

Roi loan tim mach

Mot so truong hop gép cac phan tng b4t lgi nghiém trong trén tim mach da duge bao cao
bao gdm truy tuin hoan, nhip tim chim nghiém trong, ngimg tim va kéo dai khoang QT
sau khi ti€m metoclopramid, dac biét tiém tinh mach (xem muc 8).

Can than trong theo d6i bénh nhan sir dung metoclopramid, dic biét trudng hop ding
thude duong tinh mach cho ngudi cao tudi, bénh nhan cé r6i loan dan truyén tim (bao
gém ca kéo dai khodng QT), bénh nhén c6 r6i loan dién giai, nhip tim chim va nhing
bénh nhan ding kém c4c thubc khac c6 nguy co gy kéo dai khoang QT.

Péi voi truong hop dung thudc dudng tinh mach: tiém tinh mach chim trong vong it nhat
3 phut dé giam nguy co gip cac phan tmg bt loi nhur tut huyét 4p va chimg ngdi nim
khong yén.

Suy thén hodc suy gan
Khuyén cdo giam lidu trén nhitng bénh nhén suy thin hodc suy gan nghiém trong (xem
muc 2).

5. Twong tac thube

Ap dung doi voi tit cd dwong diing

Phéi hop chéng chi dinh

Chéng chi dinh phéi hop metoclopramid véi levodopa hoic céc thudc chit van dopamin

do c6 dbi khang twong tranh (xem muc 3).

Phéi hop nén tranh

Ruou c6 thé 1am ting tAc dung trc ché than kinh trung wong clia metoclopramid.

Phéi hep cin cin nhiic

Do metoclopramid 1am téng nhu dng dudng tiéu hoéa nén c6 thé 1am thay dbi su hip thu

ctia mdt sb thubc.

- Thudc khdng cholinergic va dén xudt morphin: Cac thubc khang cholinergic va din
xuét morphin c6 thé c6 dbi khang trong tranh v&i metoclopramid vé anh hudng trén
nhu dong duong ti€u hoa.

- Cdc thuéc gidm dau trung wong (dan xudt morphin, thude chong lo Gu, thube an thdn
khdng histamin HI, thuéc an thin chong trém cam, barbiturat, clonidin va cdc thudc
lién quan): Viéc phdi hop céc thude giam dau trung wong va metoclopramid cé thé
1am ting anh huong trén tAm than,

- Thuéc an thén: Metoclopramld c6 thé 1am ting tic dung cta cac thubc an thin kinh
va gy r6i loan ngoai thap.

- Thudc hé serotonergic: Vige phéi hop metoclopramid va cic thudc hé serotonergic
nhur cc thubce ti thu hdi chon loc serotonin (SSRI) ¢6 thé 1am ting nguy co gip hoi
chirng serotonin.

- Digoxin: Metoclopramld co, thé 1am giam sinh kha dung ctia digoxin. Khi dung phéi
hop, cén theo d6i chit ché ndng do digoxin huyét twong.



- Cyclosporin: Metoclopramid 1am tang sinh kha dung ciia cyclosporin (ting Cmax lén
46% va tang phoi nhiém 1én 22%). Khi dung phdi hop, cin theo ddi chit ché ndng dd
cyclosporin huyét trong. Chua rd hau qua clia trong tic nay trén 14m sang.

- Mivacurium va suxamethonium: Metoclopramld tiém c6 thé 1am kéo dai tac dung
chen thdn kinh co cta mivacurium va suxamethonium (thong qua trc ché
cholinesterase huyet tuong).

- Cdec thube ttc ché CYP2DG6 manh: cic thuoc trc ché CYP2D6 manh nhu fluoxetin va
paroxetin 1am ting mirc d6 phoi nhiém metoclopramid trén bénh nhén. Tuy hau qua
trén 14m sang clia trong tac chua dugc biét 1, cin theo dai chat ch& bénh nhan dé
phat hién cac phan tmg bét 1oi.

6. Anh hwéng 1én khd ning sinh sin, thoi ky mang thai va cho con bu

Ap dung doi véi tit ca cdc dwong ding

Thoi ky mang thai

Nhiéu dir lidu trén dbi twong phu nit c6 thai (véi trén 1000 chi tiéu dau ra) cho thiy
metoclopramid khong gy quai thai hodc gdy doc tinh cho thai nhi nén c6 thé ding trong
thai ky néu cin thiét. Do nhitng dic tinh dugc ly cia metoclopramid twong tw nhu cac
thudc an thin khac, viéc ding thudc vao cudi thai ky co6 thé gdy nguy co xay ra hdi chimg
ngoai thap trén tré. Do do, tranh dung metoclopramid vao cudi thai ky; trong trudong hop
dung thudc, cin theo doi chit ché cac biéu hién trén tré sinh ra.

Thoi ky cho con bu

Metoclopramid bai tiét mot lugng nho vao sira me nén tré b me 6 nguy co gdp phai cac
phan tmg bt 1o ctia thubc. Do do, khong khuyén cdo ding meteclopramid trong thoi ky
cho con bu. Trén ddi tuong phu nit cho con bu ¢6 st dung metoclopramid, can cAn nhic
viéc ngimg thube. '

7. Anh hu’(’)’ng Ién kha ning lii xe va vin hanh may méc

Ap dung dsi véi tit ca cdc d‘u’o’ng dung

Metoclopramid ¢ thé gy lo mo, chodng véang, ri loan van dong, loan truong lirc co va
c6 thé anh huéng dén thi gidc va kha ning l4i xe cling nhu van hanh may méc clia ngudi
dung thuoc.

8. Tac dung khong mong muén

Ap dung dbi véi tit ca cdc duong ding

Céc tac dung khong mong muén dudi ddy duoc liét ké theo phan loai to chirc.

Tan sudt gip duge quy uée nhu sau: rat thudng gip (& 1/10), thudng gip (= 1/100, <
1/10), it gap (> 1/1000, < 1/100), hiém gip (> 1/10000, < 1/1000), rit hiém gap
(<1/10000), khdng rd (khong udce tinh duge dya trén nhitng dir liéu hién co).

Phian loai to chirc | Tam suat l Téc dung khong mong muon

Réi loan tao mdu va hé bach huyét

Khéng 16 Methemoglobin huyét, c¢6 thé do thiéu

: . | NADH cytochrome b5 reductase, dic
biét trén tré so sinh (xem muc 4)
Sulfhemoglobin huyet chu yeu do
ding ddng thoi véi cac thube gidi
phong hru huynh liéu cao




Roi loan tim mach

it gap Nhip tim ch4m, dic biét voi cac ché
phim ding dudng tinh mach
Khong o Ngimg tim, x4y ra trong thoi gian ngan
sau khi ding dudng tiém, c6 thé xay ra
sau khi bi chdm nhip tim (xem muc 4);
block nhi thit, ngimg xoang, déc biét
v6i cac ché phdm duodng tinh mach;
kéo dai khoang QT trén dién tam dd;
xo#n dinh
Réi loan ndi tiét’
It gap Mt kinh, ting prolactin huyét
Hiém gip Tiét nhiéu sira
Khong 16 Vi to & nam
Réi loan tiéu héa
Thuong gip | Tiéu chay
Rdi loan toan than va phan wng tai noi tiém
Thudng gip | Suy nhurge
Roi loan mién dich
It gip Tang min cam
Khoéng r6 Phan tmg phan vé (bao gom soc phan
vé, dic biét v6i cac ché phim dung
dudng tinh mach)
Réi loan than kinh
RAt thuong gip | Budn ngu, lo mo
Thuong gip R6i loan ngoai thap (dic biét & tré em
va ngudi tré va/hoic khi ding qua liéu,
ké ca sau khi ding mét liéu duy nhét)
(xem muc 4), hoi ching parkinson va
chimg démg ngdi khong yén
It gap Loan truwong luc co, rdi loan van dong,
gidm khd niing nhén thic
Hiém gip Co giat, dic biét trén bénh nh4n dong
kinh
Khéng 1o R6i loan van déng mudn c6 thé khong
hoi phuc, trong hodc sau khi diéu tri
kéo dai, dic biét & bénh nhan cao tudi
(xem muc 4), hoi chimg an thin kinh
4c tinh (xem muc 4)
Réi loan tim thin
Thuodng gip Tram cam
It gip Ao giac
Hiém gip L lan
Réi loan mach miu
Thudng gap Tut huyét ap, dac biét khi ding duong

tinh mach




~ Khong 13 Soc, nght sau khi tiém, con ting huyét
ap cép tinh & bénh nhén c6 u tiy
thuong thin (xem muc 3)

" Rbi loan nodi tiét,trong qué trinh diél} tri kéo dai bang metoclopramid c6 lién quan dén
tang prolactin huyét (mat kinh, ti€t nhiéu sita, vl to & nam).
Céc phan tmg co6 mdi lién quan hogc thuong xay ra khi dang lidu cao bao gf“)m:,
- ROi loan ngoai thap: roi loan truong luc co hodc rdi loan van ddng cap tinh, hoi
chimg parkinson, chimg dimg ngdi khong yén, thAm chi sau khi ding mot lidu duy
nhét, dic biét & tré em va nguoi tré (xem muc 4).
- Lo mo, giam kha ning nhan thirc, It 13n, 40 giac.

9. Qua lieu va xit tri

Ap dung doi véi tit ca cdc dwong ding

Triéu ching

Ré6i loan ngoai thap, lo mo, giam kha ning nhén thic, 14 14n, 40 gi4c, ngimg tim ngimg
thd.

X tri .

Trong trudng hop xay ra roi loan ngoai thap, c6 thé do qua liéu hozic khéng, cin ngimg
metoclopramid va st dung céc thude diéu tri triéu ching gém benzodiazepin & tré nho
va/hoic cac thube khang cholinergic diéu tri parkinson & ngudi 16n.

Can diéu trj triéu chimg va theo ddi lién tuc cdc chirc ndng tim mach va ho hép tly theo
tinh trang 14m sang ciia bénh nhan.
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