BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUOC Poc lap - Tu do - Hanh phiic

S6:  16752/QLD-PK
V/v dang ky, luu hanh thudc chira hoat Ha Noi, ngay 29 thding 9 ndm 2014
chat metoclopramid

Kinh gui:
- §¥ Y t€ cac tinh, thanh phd tric thudc trung vong;

- Céc bénh vién, vién c6 giuong bénh truc thudc BO Y t€;
- C4c cong ty ding ky, san xuat thudc Ivu hanh tai Viét Nam.

Ngay 26/07/2013, sau khi hoan thién danh gia cac di¥ liéu hién c6, Uy ban
céc san pham thudc si dung cho nguei (CHMP) thudc Co quan quan ly dugc phdm
Chau Au (EMA) da dua ra nhitng khuyén cdo méi vé viéc str dung cac thudc chira
metoclopramid, bao gdm gi¢i han ligu va thoi gian st dung thudc dé gidm thiéu
nguy co gap phai cac phan (rng bat lgi nghiém trong trén tha n kinh. K&t qua danh
gia clia CHMP mét Ian nita khéng dinh nhitng nguy co da biét ctia cac thudc chira
metoclopramid trén than kinh nhu r6i loan ngoai thap ngan han, cac réi loan van
déng nhu co clring co & dau va cd vardi loan van dong mudn. Nguy co xay ra céac
phan (g bét lgi trén thin kinh ngan han cao hon trén ddi tuong tré nho va nguy co
nay tang 1én khi ding thudc lieu cao hay dung thuc kéo dai. Nguoc lai, céc roi
loan van dong mudn dugc bao cao nhiéu hon trén doi twong ngudi cao tudi. Nhirng
bing chitng hién co cho thay trong truong hop diéu tri bang metoclopramid kéo
dai, hiéu qua cua thudc khong con vuot trdi so voi nhitng nguy co da biét. Ngoai
céc phan (rng bat lgi ké trén, mot s6 phan (ng bét lgi trén tuan hoan hagc tim mach
ding dugc ghi nhan.

Tiép theo cong van s 12352/QLD-TT ngay 31/7/2013 va cong van sb
20806/QLD-TT ngay 10/12/2013 cdia Cuc Quén ly Dugc, can cir két luén cia Hoi
dong tv van cdp s6 dang ky lwu hanh thuéc - BO Y té dbi voi thude chira
metoclopramid; nhdm dam bao muc tiéu s dung thudc hop ly, an toan va hiéu
gud, Cuc Quan ly Dugc théng bao nhu sau:

1. DG6i voi S¥ Y t€ cac tinh, thanh phd truc thudc trung wong va cac bénh
vién, vién c6 giveng bénh tric thudc BO Y té:

1.1. Tiép tuc thong bao cho cac co s& kham, chita bénh, cac don vi kinh
doanh dugc phdm trén dia ban v& céc khuyén cao cho can bd y té lién quan dén
viéc sl dung thudc chita metoclopramid nhu d& néu tai cong van sé 20806/QLD-
TT ngay 10/12/2013 cla Cuc Quéan ly Dugc. Pong thoi, thuc hién viéc kiém tra,
giam sat d6i v6i viéc cip nhat thong tin duoc ly theo huéng dan tai Phu luc kém
theo cong van nay ddi véi céac thubc chira metoclopramid dang lwu hanh, s dung
tai cac co' s¢ kinh doanh, co s& kham chira bénh trén pham vi dia ban quan Iy nham
dam bao an toan cho nguoi st dung.

1.2. Tang cuong thuc hién viéc theo déi tac dung khdng mong muén cua
thuGc trong qua trinh s dung va luu hanh; giri bao cao ADR (néu cd) vé Trung
tam Quoc gia vé thong tin thudc va theo dbi phan rng c6 hai cta thudc (13-15



L& Thanh Tong, Ha Noi) hoac Trung tam khu wirc vé thdng tin thubc va theo
d6i phdn trng c6 hai cia thuéc TP. H6 Chi Minh (201B Nguyén Chi Thanh,
Quan 5, TP. H6 Chi Minh).

2. DA v6i cac cong ty dang ky, san xuat:

2.1. Khong ti€p nhan ho so dang ky mai, ho so dang ky lai va khéng cap sb
dang ky cho céc thudc chira metoclopramid cé dang bao ché va duong dung theo
khuyén céo clia EMA, cu thé:

- Cé&c dung dich thubc st dung duong ubéng cho tré em c6 nong do 16n hon
1mg/mi

- Céc ché pham dung duong tinh mach c6 ndéng do I¢n hon 5mg/ml

- Céc ché pham duong tric trang ham Iv gong 20mg.

2.2. Pbi vaGi thude chira metoclopramid dadugc cdp 5 dang ky luu hanh trén
thi truong:

- Trong vong 03 thang ké tlr ngay ky cong van nay, y éu cau cong ty dang ky,
nha sAn xudt tw cap nhat cac thong tin duoc ly lién quan dén chi dinh; ligu dung va
cach dung; chdng chi dinh; qua liéu va xt tri; tac dung khéng mong mudn; canh
bao va than trong khi st dung; twong tac thudc; anh hwdng Ién kha nang lai xe va
van hanh may méc; anh hudng Ién kha nang sinh san, thoi ky mang thai va cho
con bt theo cac ndi dung hwéng dan tai Phu luc kém theo céng van nay vao nhan,
to hudng dan st dung thudc va hd so lién quan va chiu tréch nhiém vé cac noi
dung da cap nhat.

- Truong hop phat hién cac co s& san xuét, kinh doanh khéng thuc hién cap
nhat thong tin dugc ly nhw néu trén, Cuc Quan ly Dugc sé dinh chi luvu hanh hodc
ngirng cap s dang ky thudc theo quy dinh.

2.3. B0i v6i ho so dang ky thudc chra metoclopramid dang chd xét duyét:
Cuc Quan ly Dugc chi xem xét cép sb dang ky luu hanh sau khi cong ty dandp tai
liu slra doi/bd sung cac thong tin dugc ly lién quan dén chi dinh; liu dung va
cach dung; chdng chi dinh; qué liéu va xt tri; tac dung khong mong mudn; canh
bao va than trong khi st dung; twong tac thudc; anh hwéng Ién kha nang lai xe va
van hanh mdy maoc; anh hudng 1én kha nang sinh san, thoi ky mang thai va cho con
bt d6i voi thudc chira metoclopramid theo cac ndi dung huéng dan tai Phu luc
kém theo cong van nay vao céc phan lién quan clia ho so va duoc tham dinh dat
yéu caul.

Cuc Quan ly Dugc thong béao dé céac don vi biét vath yc hién ..
Noi nhdn:

- Nhu trén: KT. CUC TRUONG

- BT. Nguyén Thi Kim Tién (dé b/c); PHO CUC TRUONG
- CT. Truong Quoc Cudng (dé€ b/c); o,

- Cuc QLKCB, Thanh tra BYT (d€ ph6i hop); (ba ky)

- Tong cong ty Dugc VN;

- Cuc Quan Y-Bo QP; Cuc Y t€-Bo CA; Cuc Y t€ GTVT- Bo GTVT;

- Bao hiém XHVN;

- TT DI & ADR Quoc gia; TT DI & ADR KV (BV Cho Réy);

- Thanh vién HD XDT; Chuyén gia PC, DL thdm dinh hé so;

- Cuc QLD: Phong QLKDD; Phong QLTTQC thudc; TC Duge &
MP; Vin phong Cuc (dé ding tai Website);

- Luu VT, BKT (2b).

Nguyén Viét Hung



Phu luc

Cac ndi dung thay doi/bd sung doi véi thude chira metoclopramid
(Binh kem theo cong van s6 16752/QLD-PK, ngay 29/ 9/2014 ctia Cuc Quan ly Dugc)

1. Chi dinh diéu tri
Pudng tiém (tiém bap hodc tiém finh mach)
Ngu0i 1on: )

- Dy phong ndn vabubn nén hau phau.

- Du phong nén vabubn ndn do xa tri.

- Didu tri triéu chitng ndn va budn ndn, bao gdm ca ndn va budn ndn do dau ntra

dau cap tinh.

Tré em tir 1-18 tubi:
- Lathube lya chon hang hai (second-line) @€ dw phong ndn va budn nbn xuét hién
mudn do hoa tri.
- Lathudc lva chon hang hai (second-line) dé diéu tri nén vabudn nén hau phau.

Pudng ubng
Nguoi lon:
- Du phong nén vabudn nén xudt hién mudn do héa tri.
- Du phong non vabudn nén do xa tri.
- Diéu tri triéu chitng nén va budn ndn, bao gdm cd nén va budn nén do dau nira
dau cép tinh. Trong truong hop dau nira dau cap tinh, metoclopramid lam tang do
hap thu cla cac thudc giam dau dudng udng khi ding phoi hop.

Tré em tir 1-18 tudi:
- Lathudc lva chon hang hai (second-line) dé dw phong nén va budn ndn xuét hién
muon do héa tri.

Pbuong truc trang

Nguoi lon:
- Du phong nén vabudn ndn xuét hién mudn do hoa tri.
- Du phong non vabudn nén do xa tri.

2. Liéu dung va cach dung
Puong tiém
Tiém bAp ho#c tiém finh mach cham trong vong it nhat 3 phdt.
Nguoi Ion: )
- Dy phong ndn vabudn nén hau phau: khuyén céo dung liéu 10mg
- Dv phong nén va buén nén do xa tri: khuyén céo dung liéu 10 mg x t6i da 3
lan/ngay.
- Didu tri triéu chitng ndn va budn ndn, bao gdm ca ndén va budn ndn do dau ntra
dau cép tinh: khuyén co dung liéu 10 mg x toi da 3 lan/ngay.
- Liéu t6i da khuyén cao: 30 mg/ngay hodc 0,5mg/kg/ngay.
- Thoi gian diéu tri: dung thudc theo dudng tiém trong thdi gian ngan nhat, sau do
c6 thé chuyén sang dung thudc theo duong udng hodc dudng dét truc trang.




Tré em tlr 1-18 tudi
- VGi tat ca cac chi dinh: khuyén céo dung lieu 0,1-0,15 mg/kg x t6i da 3 lan/ngay,
dung duong tinh mach.
- Liéu toi da: 0,5mg/kg/ngay.
Bang tinh liéu cho tré em

Twoi Céan ndng Liéu dung 6 Ian dung/ngay
1-3 tudi 10-14 kg 1mg T6i da 3 lan/ngay
3-5 tudi 15-19 kg 2 mg T6i da 3 lan/ngay
5-9 tudi 20-29 kg 2,5mg Toi da 3 lan/ngay
9-18 tuoi 30-60kg 5mg T6i da 3 lan/ngay
15-18tudi > 60 kg 10 mg T6i da 3 lan/ngay

- Thoi gian diéu tri:
Dy phong ndn va budn nbén xuét hién mudn do hoa tri: téi da trong vong 5
ngay.
Diéu tri nén vabudn ndn hau phau: t6i da trong vong 48 gid.

Puong udng
Ngudi 16n
Ap dung d6i voi tét ca cac chi dinh:
- V6i cac ché pham giai phong nhanh: khuyén cédo dung liéu 10 mg x t6i da 3
lan/ngay
- VG6i céc ché pham giai phong kéo dai ham lwgng 15 mg: khuyén cdo ding liéu
15mg x t0i da 2 lan/ngay
- \Gi cac ché phdm giai phong kéo dai ham lvong 30 mg: khuyén céo dung liéu
30mg x 1 lan/ngay
- \V0i tat ca cac ché pham véi ham luong khac nhau:
Liéu toi da khuyén cao: 30 mg/ngay hadc 0,5 mg/kg/ngay
Thoi gian diéu tri t6i da: 5 ngay.

Tré em tlr 1-18 tudi
- Du phong ndn vabudn ndn xuat hién mudn do héa tri: khuyén cao dung liéu 0,1 -
0,15 mg/kg x t6i da 3 lan/ngay.
- Liéu tdi da: 0,5 mg/kg/ngay.
- Thoi gian diéu tri toi da: 5 ngay.

Bang tinh liéu cho tré em

TWi Can ndng Liéu dung S5 lan dung/ngay
1-3 tudi 10-14 kg 1 mg T6i da 3 lan/ngay
3-5 tudi 15-19 kg 2 mg T6i da 3 lan/ngay
5-9 tudi 20-29 kg 2,5mg TGi da 3 lan/ngay
9-18 tuoi 30-60 kg 5mg T6i da 3 lan/ngay
15-18 tudi > 60 kg 10 mg Toi da 3 lan/ngay

[DGi voi cac ché phdm st dung cho tré em, can cung cdp kém theo dung cu dong thudc
thich hop cling huéng dan st dung chi tiét trong nhan thudc vaty hwéng dan st dung].

Chi y v6i tat cd cac ché pham thube dang vién nén/vién nang/bdt com:




Nhan thudc va to hudng dan st dung cla tit ca cac ché phdm can bd sung nhirng
thong tin thich hop vé liéu dung va céch dung tay theo tirng ché pham véi cac ham
luong khac nhau.

Khéng s dung cac ché phdm cho liéu > 5mg/lan trén tré ¢ can nang dudi 61kg.
Vi ddi twong nay can lwa chon cac ché pham k hac c6 ham lwong thap hon.
Khong g¥ dung cac ché phdm cho liéu 5mg/lan trén tré c6 can nang dudi 30 kg.
V@i doi tvgng nay can lwa chon cac ché pham khac ¢é ham lugng thap hon.

buong truc trang
Nguoi lon:
Ap dung dbi voi tat ca cac chi dinh:

Liéu khuyén cdo: 10 mg x t6i da 3 lan/ngay.

Liéu toi da: 30 mg/ngay haodc 0,5 mg/kg/ngay.

Thoi gian diéu tri toi da: 5 ngay.

Vi cac ché pham khong phai dang giai phéng kéo dai: khodng cach dua liéu toi
thi€u la 6 gio, ké ca trong treong hop nén hodc khong dung hét mot |iéu thude
(xem muc 4).

V6i dang gidi phong kéo dai ham lugng 15 mg: khoang cach dua liéu toi thiéu la
12 gi0, ké ca trong treong hgp ndn hodc khong dung hét mot lieu thude (xem muc
4).

Vi dang giai phong kéo dai ham lwong 30 mg: khoang cach dua liéu toi t hiéu la
24 gi0, ké ca trong trwong hop ndn hodc khdng dung hét mot lieu thude (xem muc
4).

Tat ca cac duwong dung
Ddi trong dac biét

Nguoi cao tubi: nén can nhac giam liéu mot l1an dua thude dya trén chirc ndng gan
than vathé trang.
Suy than:
Suy than giai doan cudi (B0 thanh thai creatinin < 15ml/phat): nén gidm liéu
hang ngay xudng 75%.
Suy than nang hoac trung binh (B0 thanh thai creatinin 15 -60 mi/ph(t): nén
gidm liéu dung xudng 50% .
y gan
Suy gan ndng: nén gidm lieu dung xudng 50%.
Tré em: Chéng chi dinh metoclopramid cho tré dwéi 1 tubi (xem muc 3).

3. Chong chi dinh

Ap dung ddi vai tat ca cac ché pham

Qué man vo&i metoclopramid hoic bét ky thanh phan ndo cla thudc.

Chay mau tiéu hoa, tic nghén co hoc hodc thing da day rudt do thudc lam tang
nhu dong rudt va co thé khién tinh trang bénh nhan nang né hon.

U tly thuong than hoac nghi ngo u tay thueng than do nguy co gay cac con tang
huyét ap kich phat.

Co tién st rdi loan van dong do metoclopramid hodc roi loan van déng do thudc
an than.



- PoOng kinh (v&i mat do va cudng dé con dong kinh tang dan).

- Parkinson

- Dung phoi hop véi levodopa hodc cac thudc chd van dopamin (xem muc 5)

- Co tién stz methemoglobin huyét do metoclopramid hodc thiéu men NADH
cytochrome b5 reductase.

- Tré dw6i 1 tudi do nguy co xay ra r8i loan ngoai thap tang trén ddi tvgng nay (xem
muc 4)

Ap dung riéng ddi voi cac ché pham dat truc trang
- M@i bi viém tryc trang hodc chay mau tryec trang.
- Tré dwdi 18 tubi.

4. Canh bao va than trong

P0i vai tat ca cac ché pham khong phai dang giai phong kéo dai voi cac duong dung
khac nhau

ROGi loan than kinh

C6 thé xay ra céc triéu ching roi loan ngoai thap, thwong gdp trén tré em va nguoi tré
tudi vahodc khi str dung liéu cao. Nhi*rng phan (rng nay thwong xay ra trong giai doan
dau dung thudc, c6 treong hop xay ra sau khi dung mot liéu duy nhat. Nén ngiring thudc
ngay khi c6 bi€u hién r6i loan ngoai thap. Trong da so cac trwong hop, nhitng triéu chiing
nay mat hoan toan sau khi ngirng thuéc. Tuy nhién, mot sé tredng hop can dung thudc
diéu tri triéu chirng (benzodiazepin trén tré em va/hodc cac thuc khang cholinergic diéu
tri parkinson trén nguoi Ion).

Khaang cach dua liéu it nhat 1a 6 gio, ké ca trong treong hop ndn hoac khong dung hét
mot liéu thudc dé tranh nguy co qua liéu (xem muc 2).

Diéu tri kéo dai bang metoclopramid c6 thé gay réi loan van ddng muén, nhiéu trwdong
hop khdng phuc hdi, dac biét trén ngudi cao tudi. Do do, khong nén kéo dai thoi gian
diéu tri qua 3 thang (xem muc 8). Can ngirng ding thuéc ngay khi co cac biéu hién réi
loan van dong muodn trén |am sang.

Hoi chiing an than kinh &c tinh da dugc bao cao véi metoclopramid dung don doc ciing
nhu phdi hop véi cac thude an than khac (xem muc 8). Bénh nhéan can ngirng thube va co
bién phap diéu tri thich hop ngay khi xay ra cac biéu hién ctia hdi chirng an than kinh éc
tinh.

can than trong theo ddi nhirng bénh nhan c6 bénh than kinh nén va bénh nhéan da ng duoc
diéu tri bang céc thudc c6 co ché tac dung trung wong (xem muc 3).

M etoclopramid co thé lam ndng né thém céc triéu chirng parkinson.

Pai v6i cac ché pham giai phong kéo dai ham lwgng 15 mg

RO6i loan than kinh

CO thé xdy ra céc triéu chirng réi loan ngoai thap, thuong gdp trén tré em va nguoi tré
tudi valhodc khi st dung liéu cao. Nhitng phan (ng nay thudng xay ra trong giai doan
dau dung thudc, c6 treong hop xay ra sau khi dung mét lieu duy nhat. Nén ngirng thudc
ngay khi ¢ biéu hién rdi loan ngoai thap. Trong da so cac truong hop, nhitng triéu ching
nay mat hoan toan sau khi ngirng thu6c. Tuy nhién, mot s6 truong hop can dung thude




diéu tri triéu chirng (benzodiazepin trén tré em valhodc cac thu6c khang cholinergic diéu
tri parkinson trén nguoi 16n).

Khodng céach dua liu it nhat la 12 gio, ké ca trong treong hgp non hodc khdng dung hét
mot liéu thudc dé tranh nguy co qué liéu (xem muc 2).

Diéu tri kéo dai bang metoclopramid co thé gay rdi loan van dong mudn, nhiéu treong
hop khong phuc hoi, dac biét trén nguoi cao tudi. Do dd, khong nén kéo dai thoi gian
diéu tri qua 3 thang (xem muc 8). Can ngirng dung thudc ngay khi cé cac biéu hién roi
loan van déng mudn trén |am sang.

Hoi chiing an than kinh &c tinh dadugc bao cao véi metoclopramid dung don doc ciing
nhu ph6i hgp véi cac thube an than khac (xem muc 8). Bénh nhan can ngirng thudc va co
bién phap diéu tri thich hop ngay khi xay ra cac biéu hién ctia hoi chirng an than kinh ac
tinh.

Can than trong theo ddi nhirng bénh nhan c6 bénh than kinh nén va bénh nhan dang duoc
diéu tri bang céc thudc c6 co ché tac dung trung wong (xem muc 3).

Metoclopramid co thé lam ndng né thém céc triéu chirng parkinson.

Pai v6i cac ché pham giai phong kéo dai ham lwong 30 mg

ROGi loan than kinh

Co thé xdy ra céc triéu ching roi loan ngoai thap, thuong gap trén tré em va nguoi tré
tudi valhodc khi stt dung liéu cao. Nhitng phan (ng nay thudng xay ra trong giai doan
dau dung thudc, c6 treong hop xay ra sau khi dung mét lieu duy nhat. Nén ngirng thudc
ngay khi c6 biéu hién r6i loan ngoai thdp. Trong da sO céac truong hop, nhitng triéu ching
nay mét hoan toan sau khi ngirng thudc. Tuy nhién, mt s6 truedng hop can dung thube
diéu tri triéu chirng (benzodiazepin trén tré em va/hodc cac thudc khang cholinergic diéu
tri parkinson trén nguoi Ion).

Khaoang céach dua liéu it nhat la 24 gio, ké ca trong truong hop ndn hodc khong ding hét
mot liéu thudc dé tranh nguy co qua liéu (xem muc 2).

Diéu tri kéo dai bang metoclopramid c6 thé gay réi loan van ddng muén, nhiéu trwong
hop khong phuc hoi, ddc biét trén ngudi cao tudi. Do d6, khong nén kéo dai thoi gian
diéu tri qua 3 thang (xem muc 8). Can ngirng ding thuéc ngay khi co cac biéu hién réi
loan van dong mudn trén |am sang.

Hoi chiing an than kinh &c tinh da dugc bao cao v6i metoclopramid dung don doc ciing
nhuw phdi hop véi cac thudc an than khac (xem muc 8). Bénh nhan can ngirng thudc va co
bién phap diéu tri thich hop ngay khi xay ra cac biéu hién ctia hdi chirng an than kinh éc
tinh.

Can than trong theo ddi nhirng bénh nhan c6 bénh than kinh nén va bénh nhan dang duo c
diéu tri bang céc thudc c6 co ché tac dung trung wong (xem muc 3).

M etoclopramid c6 thé lam ndng né thém céc triéu chirng parkinson.

Dai voi tat ca cac duong dung
Methemoglobin huyét




MOt s6 trwong hop methemoglobin huyét cé thé cé lién quan voi thieu NADH
cytochrome b5 reductase dé dugc bao cdo. Khi bénh nhan c6 biéu hién methemoglobin
huyét, can dirng ngay thubc va coé céc bién phap diéu tri thich hop nhuv dung xanh
methylen. V@i cac trueong hop nay, khéng bao gio dung lai metoclopramid cho bénh
nhan.

RGi loan tim mach

MOt s6 trudng hop gap céac phan (ng bat lgi nghiém trong trén tim mach da dugc bao cao
bao gdm truy tuan hoan, nhip tim cham nghiém trong, ngirng tim va kéo dai khoang QT
sau khi tiém metoclopramid, dac biét tiém finh mach (xem muc 8).

Can than trong theo d6i bénh nhan st dung metoclopramid, dac biét trwong hop dung
thudc dwdng tinh mach cho ngudi cao tudi, bénh nhan cé réi loan dan truyén tim (bao
gom ca kéo dai khoang QT), bénh nhan c6 r6i loan dién giai, nhip tim cham va nhirng
bénh nhan dung kem céac thudc khac cé nguy co gay kéo dai khoang QT.

Dai v6i treong hop dung thube dwong tinh mach: tiém finh mach cham trong vong it nhét
3 phat dé gidm nguy co gap cac phan (ng bat loi nhw tut huyét ap va chirng ngdi nam
khong yén.

Suy than hoac suy gan

Khuyén cdo giam liéu trén nhitng bénh nhén suy than hodc suy gan nghiém trong (xem
muc 2).

5. Twong tac thudc

Ap dung d6i voi tat ca dudng ding

Ph6i hgp chong chi dinh

Chong chi dinh phdi hgp metoclopramid véi levodopa hodc cac thudc chi van dopamin

do c6 doi khang trong tranh (xem muc 3).

Phéi hgp nén tranh

Ruwou cé thé lam tang tac dung Gc ché than kinh trung vong clia metoclopramid.

PhGi hop can can nhac

Do metoclopramid lam téng nhu dong dwong tiéu héa nén cé thé lam thay doi sy hap thu

clla mot s6 thudc.

- Thudc khang cholinergic va dan xuét morphin: C&c thudc khang cholinergic va dan
xudt morphin c6 thé cé ddi khang tvong tranh véi metoclopramid vé anh huéng trén
nhu déng duong tiéu hda.

- Céc thubc giam dau trung vong (dan xuat morphin, thuc chdng lo au, thudc an than
khang histamin H1, thudc an than chéng tram cam, barbiturat, clonidin va cac thu6c
lién quan): Viéc phdi hop cac thudc giam dau trung vong va metoclopramid cé thé
lam tang anh hwdng trén tam than.

- Thudc an than: Metoclopramid c6 thé lam tang t&c dung cuia cac thudc an than kinh
vagay r6i loan ngoai thap.

- Thubc hé serotonergic: Viéc ph6i hop metoclopramid va cac thudc hé serotonergic
nhw cac thudc tai thu hdi chon loc serotonin (SSRI) ¢é thé lam tang nguy co gap hoi
chirng serotonin.

- Digoxin: Metoclopramid c6 thé lam gidm sinh kha dung cla digoxin. Khi dung phoi
hop, can theo d&i chdt ché ndng dd digoxin huyét twong.

- Cyclosporin: Metoclopramid lam téng sinh kh& dung cla cyclosporin (tdng Cmax Ién
46% va tang phei nhiém 1én 22%). Khi dung phdi hop, cin theo ddi chat ché ndng do
cyclosporin huyét tvong. Chua rd hau qud cla twong tac nay trén 1am sang.



- Mivacurium va suxamethonium: Metoclopramid tiém co thé lam kéo dai tac dung
chen than kinh co cla mivacurium va suxamethonium (théng qua Gc ché
cholinesterase huyét tvong).

- Cé&c thubc rc ché CYP2D6 manh: céc thudc (rc ché CYP2D6 manh nhuv fluoxetin va
paroxetin 1am tdng mic do phoi nhiém metoclopramid trén bénh nhan. Tuy hau qua
trén 1&m sang clia tvong tac chua dugc biét rd, can theo d&i chét ché bénh nhan dé
phét hién céc phéan (ng bét loi.

6. Anh hudng lén kha ndng sinh san, thoi ky mang thai va cho con bu

Ap dung déi vai tat ca cac duong dung

Thoi ky mang thai

Nhiéu dir liéu trén doi twong phu nit c6 thai (v6i trén 1000 chi tiéu dau ra) cho thay
metoclopramid khong gay quéi thai hodc gay doc tinh cho thai nhi nén cé thé dung trong
thai ky néu can thiét. Do nhitng dac tinh dwgc ly cla metoclopramid twong tw nhw cac
thudc an than khéac, viéc dung thudc vao cui thai ky cé thé gay nguy co xay ra hdi chirng
ngoai thap trén tré. Do d6, tranh ding metoclopramid vao cudi thai ky; trong truong hop
diing thudc, can theo d&i chat ché cac biéu hién trén tré sinh ra.

Thai ky cho con bu

Metoclopramid bai tiét mot lwgng nhé vao ska me nén tré bd me ¢6 nguy co gap phai cac
phan (rng bat lgi cta thu6e. Do dd, khong khuyén cao dung metoclopramid trong thoi ky
cho con bad. Trén ddi twong phu nit cho con bu ¢6 sir dung metoclopramid, can can nhac
viéc ngtrng thudc.

7. Anh hudng lén kha nang lai xe va van hanh may méc

Ap dung ddi voi tat ca cac duong dung

Metoclopramid c6 thé gay lo mo, chodng vang, r6i loan van dong, loan treong luc co va
¢ thé anh huwdng dén thi gidc vakha nang lai xe cling nhu van hanh may maéc clia nguoi
duing thudc.

8. Tac dung khong mong mudn

Ap dung déi vai tat ca cac duong dung

Céc téc dung khdng mong mudn duéi day dugc liét ké theo phan loai to chiic.

Tan sudt gap dwgc quy wéc nhu sau: rat thwong gap (= 1/10), thudng gap (= 1/100, <
1/10), it gap (= 1/1000, < 1/100), hi€ém gap (= 1/10000, < 1/1000), rat hiém gap
(<1/10000), khdng ré (khdng wdc tinh duege dua trén nhitng di liéu hién co).

Phan |oai t6 chiic | Tamsudt |  Técdung khdng mong mudn

R&i loan tao mau va hé bach huyét

Khong rd Methemoglobin huyét, c6 thé do thiéu
NADH cytochrome b5 reductase, dac
biét trén tré so sinh (xem muc 4)
Sulfhemoglobin huyét, chi yéu do
dung dong thoi véi cac thudc gidi
phong lwu huynh liéu cao

RGi loan tim mach

it gip Nhip tim cham, dac biét v&i cac ché
phdm dung dudng tinh mach




Khong rd Ngirng tim, xay ra trong thoi gian ngan
sau khi diing duong tiém, co thé xay ra
sau khi bi cham nhip tim (xem muc 4);
block nhi that, nglrng xoang, dac biét
vGi cac ché pham duong tinh mach;
kéo dai khodng QT trén dién tam do;
xodn dinh
ROi loan ndi tiét”
it gap Maét kinh, tang prolactin huyét
Hi€ém gap Tiét nhiéu sira
Khéng rd V(to® nam
ROi loan tiéu héa
| Thudnggdp | Tiéuchdy
R6i loan toan than va phan rng tai noi tiém
| Thuonggdp | Suy nhuoc
R&i loan mién dich
it gdp Tang man cam
Khéng rd Phan (rng phan vé (bao gobm s6c phan
vé, dac biét voi cac ché pham dung
dudng tinh mach)
ROi loan than kinh
Réat thwong gap | Budn ngd, lo mo
Thuong gap RGi loan ngoai thap (dac biét & tré em
va nguoi tré valhodc khi dung qualiéu,
ké ca sau khi dung mot liu duy nhat)
(xem muc 4), hdi chirng parkinson va
chirng dirng ngo6i khong yén
it gdp Loan trwong lwc co, réi loan van dong,
giam kha nang nhan thirc
Hiém gap Co giat, dac biét trén bénh nhan dong
kinh
Khong rd ROi loan van dong mudn cé thé khong
hoi phuc, trong hodc sau khi diéu tri
kéo dai, dac biét & bénh nhan cao tuoi
(xem muc 4), hdi chi*rng an than kinh
&c tinh (xem muc 4)
ROi loan tam than
Thudng gap | Tram cam
It gdp Ao giéc
Hi€ém gap La lan
ROi loan mach méau
Thuong gap Tut huyét ap, dac biét khi dung duong
finh mach
Khéng rd SHc, ngat sau khi tiém, con tang huyét

4o cip tinh & bénh nhan c6 u tay
thuwong than (xem muc 3)

" RGi loan noi tiét trong qua trinh diéu tri kéo dai bang metoclopramid cé lién quan dén
tang prolactin huyét (mét kinh, tiét nhiéu sia, va to & nam).




Céc phén (rng c6 mdi lién quan haéc thwong xay ra khi dung liéu cao bao gom:
- RGi loan ngoai thap: rdi loan trwvong lwc co hodc rdi loan van dong céap tinh, hoi
chirng parkinson, chirng dirng ngdi khong yén, tham chi sau khi dung mét liéu duy
nhédt, dac biét & tré em va nguoi tré (xem muc 4).
- Lo mo, giam kha ndng nhan thirc, 10 1an, 4o giac.

9. Qua liéu va xt tri

Ap dung ddi véi tat ca cac dudng dung

Triéu chirng

RGi loan ngoai thap, lo mo, giam kha nang nhan thike, G 1an, &0 giac, ngirng tim ngirng
thd.

XU tri

Trong trudng hop xay rardi loan ngoai thap, c6 thé do qua lieu hodc khdng, can ngirng
metoclopramid va ¥ dung cac thudc diéu tri triéu chirng gom benzodiazepin & tré nho
valhodc céc thube khang cholinergic diéu tri parkinson & ngudi 16n.

Can diéu tri triéu chirng vatheo doi lién tuc cac chirc nang tim mach va hd hap tuy theo
tinh trang 1dm sang cla bénh nhan.



