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DEI\ \gay Q c},/AQ/.Q;}!LA - S& Y té céc tinh, thanh phé truc thudc trung wong; )
CRUYED b [ ; - Cac bénh vién, vién c6 giuong bénh truc thude B@ Y té;
Lut b 56 58 — - Cac cdng ty dang ky, san xuat thude luu hanh tai Viét Nam.

Ngéy 26/07/2013, sau khi hoan thién danh gia céc dir lidu hién c6, Uy ban
céc san pham thudc sir dung cho ngu¢i (CHMP) thudc Co quan quan ly duge pham
Chau Au (EMA) d4 dua ra nhitng khuyén céo méi vé viée st dung céc thubc chia
metoclopramid, bao gém gi6i han liéu va thoi gian st dung thubc dé giam thiéu
nguy co gip phéi cac phan tmg bt lgi nghidm trong trén than kinh. Két qua danh
gia cia CHMP mdt lan nira khing dinh nhing nguy co d3 biét cta cac thudc chita
metoclopramid trén than kinh nhu rdi Ioan ngoai thap ngén han, céac réi loan vén
dong nhu co cting co-& dhu va cb Va réi loan vén dong mudn. Nguy co xay ra cac
phan tmg bét loi trén thin kinh ngan han cao hon trén déi tugng tré nhé va nguy co
nay ting 1én khi ding thubc liéu cao hay ding thudc kéo dai. Nguoc lai, cac rdi
loan vén déng mudn duogc béo c4o nhiéu hon trén dc")i trong ngudi cao tudi. Nhitng
bing chimg hién c6 cho thiy trong trudng hep didu tri bing mﬂ"rr.)f‘loprarmd kéo
dai, hiéu qua cua thude khéng con vuot trdi so voi nhitng nguy co da biét. Ngoal
céc phan tng bét loi k& trén, mot sb phan tmg bét 1oi trén tudn hoan hodc tim mach
cling dugc ghi nhan.

Tiép theo cong vén s6 12352/QLD-TT ngay 31/7/2013 va cong vin sb
20806/QLD-TT ngay 10/12/2013 ctia Cuc Quan ly Duogc, cin ci két luén ctia Hoi
déng tu van clp s6 dang ky luu hanh thubc - B6 Y té dbi vdi thubc chira
metoclopramid; nhdm dam bdo muc tiéu st dung thude hop 1y, an toan va hiéu
qua, Cuc Quan ly Dugc théng bao nhur sau:

1. Bbi véi S& Y té céc tinh, thanh phé truc thude trung uong va céc bénh
vién, vién ¢6 givong bénh truc thudc B6 Y té:

1.1. Tiép tuc thén bdo cho céc co sd kham, chita bénh, cac don vi kinh
doanh dugc phém trén dia ban v& céc khuye_n céo cho c¢an bd y té lién quan dén
viéc sir dtw metoclopramid nht nhu di néu d néu tai cong vin SOW/Q——D"
TT ngay 10/12/2013 clia Cuc Quan ly Durge. Ddng thoi, thuc hién viée kidm tra,
giam sat dbi véi viéc cdp nhét thong tin dugc 1y theo huéng dan tai Phu luc kém
theo cong vin nay dbi voi cac thude chira metoclopramid dang lru hanh, st dung
tai cac co s¢ kinh doanh, co s kham chira bénh trén pham vi dia ban quan ly nhim

ddm béo an toan cho nguoi str dung.

1.2. Tagg_gmn_g_tllgg@en viéc theo déi tac dung khong mong muon cua
thubc trong qua trinh sir dyng va luu hanh; gui bao cao ADR (néu ¢o) ve Trung
tam Qubc gia vé thong tin thudc va theo dbi phan éng c6 hai ciia thube (13-15



Lé Thanh Téng, Ha Noi) hodc Trung tam khu vire vé thong tin thudc va theo
doi phan Gng cd hai cda thudc TP. HY Chi Minh (2018 Nguyén Chi Thani,
Quén 5, TP. H Chi Minh).

2. Dbi véi cac cong ty dang ky, san xudt:

2.1. Khong tlep nhan hé so ding ky mdi, hd so ding ky lai va khong chp sb
dang ky cho cac thude chira metoclopramid c6 dang bao ché va dudng dung theo
khuyén céo ctia EMA, cu thé:

- Cac dung dich thudc sir dung dudng udng cho tré em cé nbng 6 1én hon
Img/ml

- Céc ché pham dimg dudng tinh mach ¢6 ndng d6 16n hon Smg/ml

- Céc ché phdm dudng tre trang ham luong 20mg.

2.2. Pbi v6i thube chita metoclopramid d& dwogc cp sb ding ky luu hanh trén
thi truong:

- Trong vong 03 thang ké tir ngay ky cdng vin nay, yéu ciu cong ty ding ky,
nha san xut tu cdp nhét cac thong tin duge Iy lién quan dén chi dinh; liéu dong va
céch ding; chéng chi dinh; qua lidu va xir tri; téc dyng khéng mong mudn; canh
bdo va than trong khi sir dung; trong tac thude; anh hudng 1én kha ning lai xe va
van hanh may moéc; dnh hudng 1én kha ndng sinh san, thoi ky mang thai va cho con
bit theo céc ndi dung huéng din tai Phu luc kém theo céng vin nay vao nhén, to
huéng dan st dung thubc va hd so lién quan va chiju trach nhiém vé cac nbi dung
d4 cép nhat.

- Trudng hop phét hién céc co s& san xuét, kinh doanh khéng thuc hién cép
nhdt thong tin dugc ly nhu néu trén, Cyc Quan ly Duge s& dinh chi luu hanh hogc
ngimg cap sb dang ky thubc theo quy dinh.

2.3. Déi véi ho so ding ky thuoc chita metoclopramid dang cho xét duyet
Cuc Quan ly Dugc chi xem xét cap sé ding ky luu hanh sau khi c¢6ng ty dé ndp tai
lidu sira d6i/bd sung céc thong tin duge 1y lién quan dén chi dinh; lidu dung va
céch ding; chdng chi dinh; quéa lidu va xir tri; tdc dung khéng mong mudn; canh
bao va than trong khi sir dung; tuong tac thudc; anh hudng 1én kha ning 14i xe va
van hanh may moéc; &nh hudéng 1€n kha néng sinh san, thoi ky mang thai va cho con
ba dbi vé6i thube chira metoclopramid theo cac ndi dung hudng din tai Phu lue
kém theo cbng van ndy vao cdc phén lién quan cia hd so va dugc thim dinh dat
yéu ciu. _

Cuc Quan 1y Dugc théng bao dé cac don vi biét va thuc hién ./.
Noi nhén:

- Nhur trén; KT CUC TRUONC
- BT. Nguyén Thi Kim Tién (d€ b/c); P PHO .;‘4(" TRUGNG
- CT. Trrong Quéc Cudng (dé b/c); r’a 5

- Cuc QLKCB, Thanh tra BYT (dé ph6i hop); K
- Téng cong ty Duge VN; '
- Cuc Quan Y-B6 QP; Cyc Y 16-B6 CA; Cuc Y t&€ GTVT- Bo GTVT,;
- Bao hi€ém XHVN; O Rl
- TT DI & ADR Quéc gia; TT DI & ADR KV (BV Cho Réiy); R ‘

- Thanh vien HD XDT; Chuyén gia PC, DL thim dinh h6 so; Sy
Nguyén Viét Hung

- Cuc QLD: Phdong QLKDD; Phong QLTTQC thude; TC Dugc &
MP; Van phong Cuc (dé ding tai Website);
- Luu VT, DKT (2b).
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Cac ni dung thay dsi/bé sung d6i véi thubc chira metoclopramid
(Dinh kem theo cong vin sc‘%ﬁ fﬁ.—i../QLD-DK, ngay 44./..4../2014 cia Cuc Qudn Iy Dugc)
1. Chi dinh diéu tri
Puong tiém (tiém bdp hodc tiém tinh mach)

Ngudi lon: . N
- Du phong nén va budn nén hau phau.

- Du phong nén va budn nén do xa tri.
- Diéu tri triéu chirmg nén va budn nbn, bao gém ca nén va budn nén do dau nira
dau cap tinh.

Tré em tir 1-18 twdi; , ‘ ’
- La thudc lya chon hang hai (second-line) d¢ du phong nén va bubn ndén xuét hién
mudn do héa tri.
- Lathudc lva chon hang hai (second-line) d¢ didu trj nén va budn nén hiu phén.

Duong uong

Ngudi 16n: .
- Du phong noén va bu6én ndén xuat hién muédn do hoa tri.

- Du phong nén va bubn nén do xa tri.

- Piéu trj triéu chung nbén va budn nén, bao gf‘)m ¢4 nbén va budn ndn do dau nira
dhu cép tinh. Trong trirdmg hop dau nira d4u cép tinh, metoclopramid 1am ting d¢
hép thu cia cac thube giam dau dudng ubng khi ding phébi hop.

Tré em tir 1-18 tudi:
- La thudc lua chon hang hai (second-line) ¢ du phong nén va budn nén xuat hién
muodn do hoéa trj.

Durong truc trang
- Du phong ndén va budn ndn xuit hién mudn do hoda tri.
- Du phong nén va budn non do xa tri.

2. Liéu diing va cich ding

Duwong tiém ]
Tiém bap hodc tiém tinh magch chim trong vong it nhat 3 phut.
Ngudi 1én:

- Du phong n6n va budn ndn hau phau: khuyén céo ding liéu 10mg

- Du phong nén va budn ndn do xa tri: khuyén cdo ding lidu 10 mg x t6i da 3
lin/ngay.

- Didu trj tridu chimg nén va budn nén, bao gdm ca ndén va budn nén do dau nira
dau cép tinh: khuyén cdo ding lidu 10 mg x ti da 3 1dn/ngay.

- Liéu téi da khuyén cdo: 30 mg/ngay hodc 0,5mg/kg/ngdy.

- Thoi gian diéu tri: dang thubc theo dudmg tiém trong thdi gian ngin nhét, sau do
c6 thé chuyén sang ding thubc theo duomg udng hoac duong dit truc trang.



Tré em tir 1-18 tudi

- Véi tat ca cac chi dinh: khuyén cdo ding liéu 0,1-0,15 mg/kg x tdi da 3 lan/ngay,

dung duong tinh mach.
- Liéu tbi da: 0,5mg/kg/ngay.
Bang tinh liéu cho tré em
Tuodi Can ning Liéu ding S8 1an ding/ngay
1-3 tudi 10-14 kg 1 mg T6i da 3 lan/ngay
3-5 tudi 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 tubi 30-60kg 5 mg Tbi da 3 lan/ngay
15-18tubi > 60 kg 10 mg T6i da 3 lan/ngay

- Thoi gian diéu tri:
e Dy phong nén va budn ndn xuit hién mudn do héa tri: 16i da trong vong 5
ngay.
o Didu trj n6n va budn ndn hau phiu: ti da trong vong 48 gid.

Duwong uong
Ngudi l16n
Ap dung d6i véi tht ca cac chi dinh: ]
- Véi chc ché phim giai phéng nhanh: khuyén cdo ding liéu 10 mg x tdi da 3
1An/ngay
- Véi cac ché phdm giai phong kéo dai ham luong 15 mg: khuyén céo ding liéu
15mg x tdi da 2 lin/ngay
- Véi cac ché phdm giai phong kéo dai ham luong 30 mg: khuyén cdo dung liéu
30mg x 1 lan/ngdy
- Véi tht ¢4 cdc ché pham v6i ham lurgng khac nhau:
e Liéu tdi da khuyén cdo: 30 mg/ngay hofic 0,5 mg/kg/ngay
o Thoi gian diéu trj t6i da: 5 ngay.

Tré em tir 1-18 tudi ‘ , ’ ‘
- Dy phong ndn va buon ndn xuvat hi¢n mudn do hoéa tri: khuyén cdo dung li€u 0,1-
0,15 mg/kg x t&i da 3 1an/ngay.
- Lidu téi da: 0,5 mg/kg/ngay.
- Thoi gian diéu tri ti da: S ngay.

Béng tinh lidu cho tré em

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

[Ddi véi cac ché phadm st dung cho tré em, cén cung cip kém theo dung cu dong thudc

thich hop cting huéng dan sir dung chi tiét trong nhén thubc va t& huéng dan sir dung].




Chit Y V61 tt cd cde ché pham thube dang vién nén/vién nang/bor cém:

- Nhin thudc va to huéng din sir dung cia tht ca cac ché phém can bd sung nhing
théng tin thich hop vé lidu ding va cach ding tiy theo tirng ché phim véi cac ham
lugng khac nhau.

- Khoéng sir dung céc ché phdm cho liéu > Smg/lan trén tré c6 can ning dudi 61kg.
Véi déi tuong nay cin lra chon cac ché phdm khéc c6 ham hrong thip hon.

- Khéng sit dung cdc ché phdm cho liéu 5mg/lan trén tré c6 cin ning dudi 30 kg.
V&i dbi trong nay can lua chon cac ché pham khac ¢6 ham lugng thip hon.

Duong truec trang
Ngudi 1on:
Ap dung d6i vai tit ca cac chi dinh:
- Lidu khuyén céo: 10 mg x tbi da 3 lan/ngay.
- Liéu téi da: 30 mg/ngay hodc 0,5 mg/kg/ngay.
- Thoi gian diéu tri tbi da: 5 ngay.
- Véi cac ché pham khéng phai dang giai phong kéo dai: khoang cach dua liéu t6i
thidu 12 6 gio, ké ca trong truomg hop nén hoisic khéng ding hét mot liéu thudc
{xem muc 4).
- V6i dang giai phong kéo dai ham Juong 15 mg: khoang cach dua lidu t5i thidu 1a
12 gid, ké ca trong trudng hop nén holic khéng ding hét mot liéu thude (xem muc
4).
- Véi dang giai phong kéo dai ham lugng 30 mg: khoang cach dua lidu tdi thidu la
24 gid, k€ cé trong trudng hop ndn hodc khong ding hét mot lidu thube (xem muc
4).

Tét cd cdc duong dung
Déi tuong dac biét
- Ngudi cao tuéi: nén can nhic giam liéu mét 1an dua thubc dya trén chirc ning gan
than va thé trang.
- Suy thén:
e Suy than giai doan cubi (D¢ thanh thai creatinin < 15ml/phit): nén giam liéu
hang ngay xubng 75%.
e Suy thin ning hodc trung binh (P§ thanh thai creatinin 15-60 ml/phut): nén
giam liéu ding xudng 50% .
- Suygan
* Suy gan ning: nén giam lidu ding xubng 50%.
- Tréem: Chong chi dinh metoclopramid cho tré duéi 1 tudi (xem muc 3).

3. Chéng chi dinh

Ap dung doi vdi tét cd cdc ché phim
- Quéa min véi metoclopranud ho#c bt k¥ thanh phan nio clia thude.

- Chay mdu tiéu hoa, tc nghén co hoc hodc thung da day rudt do thubc 1am ting
nhu ddng rudt va c6 thé khién tinh trang bénh nhén ning né hon.

- U tuy thugng thin hoc nghi ngd u tiy thugng thin do nguy co gy cac con tang
huyét ap kich phat.



- C6 6¢n st rdi loan vén ddng do metocionramid hodc réi loan van ddng do thude

an than.
- Dong kinh (véi mat 46 va cudmg dd con dong kinh ting dé"tn).
- Parkinson

- Dung phbi hop véi levodopa holic cac thube chi véan dopamin {xem muc 3)

- Cé tién sir methemoglobin huyét do metoclopramid hodc thiéu men NADH
cytochrome b5 reductase.

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

Ap dung riéng dbi véi cdc ché phim diit truc trang
- Méi bi viém truc trang hodc chay mau tryc trang.
- Tré du6i 18 tudi.

4. Canh bio va thin trong

Poi véi tit cd cdc ché phdm khong phdi dang gidi phong kéo dii vdi cdc didng dimg
khdc nhau

‘Réi loan than kinh

Co thé xay ra cac triéu chimg r6i loan ngoai thap, thudng gip trén tré em va ngudi tré
tudi va/hoic khi st dung liéu cao. Nhitng phan tmg nay thuong xay ra trong giai doan
diu ding thubc, c6 truc‘mg hop xay ra sau khi dung mot liéu duy nhét. Nén ngirng thubc
ngay khi c6 biéu hién rbi loan ngoai thap. Trong da sb cac trrong hop, nhimg tri¢u ching
nay mét hoan toan sau khi ngimg thudc. Tuy nhién, mot sb truomg hop can dung thube
diéu tri triéu chirng (benzodiazepin trén tré em va’/hodc cic thubc khang cholinergic diéu
tri parkinson trén ngudi 1dn).

Khoang céch dua lidu it nhét 12 6 gio, ké ca trong trudong hep ndn hodc khéng ding hét
mét lidu thudce dé tranh nguy co qua liu (xem muc 2).

Piéu trj kéo dai bing metoclopramid c6 thé gay rdi loan van d6ng muén, nhiéu trrong
hqp khéng phuc hdi, dic biét trén ngubi cao tudi. Do Qc’), khong nén kéo dé; thod gia’n
di€u tri qué4 3 thang (xem muc 8). Cin ngung ding thuéc ngay khi cé cac biéu hién roi
loan vén dong mudn trén 1am sang.

Hobi chu’ng an thin kinh 4c tinh d3 dugc bo cdo voi metoclopramld dung don doc cling
nhu phéi hop véi cac thuéc an than khac (xem myc 8). Bénh nhén can ngimg thudc va ¢6
bién phép diéu tri thich hop ngay khi xay ra cac bidu hién ciia hdi chimg an thén kinh 4c
tinh.

Cén than trong theo ddi nhimg bénh nhin cé bénh than kinh nén va bénh nhan dang dugc
didu tri bing cac thudc ¢6 co ché tac dung trung wvong (xem muc 3).

Metoclopramid c¢6 thé 1am ning né thém céc triéu chimg parkinson.

Dm vdi cdc ché phiim gidi phong kéo dai ham lwgng 15 mg

Rébi loan thén kinh

Cé thé xay ra céc tridu chimg réi loan ngoai thép, thucmg gip trén tré em va nguorl tre
tdi va‘hodc khi st dung lidu cao. Nhitng phan (mg nay thudng xay ra trong giai doan
diu dung thude, c6 trrdng hop xay ra sau khi ding mot lidu duy nhét. Nén ngimg thude



ngay khi ¢o biéu hién rdi loan ngoai thap. Trong da sd cac trudng hop, nhimg tri¢u ching
nay mat hoan toan sau khi ngling thudc. Tuy nhién, mot sé truong hop cin dung thube
diéu trj tridu chirng (benzodiazepin trén tré em va/hodc cac thude khang cholinergic diéu
tri parkinson trén nguoi 1om).

Khoéng cach dua lidu it nhat 1a 12 gio, ké ca trong trueong hop nén hodc khong dung hét
mbt lidu thude dé tranh nguy co qué liéu (xem muc 2).

Diéu tri kéo dai bEmg metoclopramid c6 thé gay ri loan van dong mudn, nhidu truong
hop khong phuc hdi, dac biét trén nguoi cao tudi. Do d6, khong nén kéo dai thdi gian
diéu tri qua 3 thang (xem muc B). Can ngimg ding thubc ngay khi ¢é cac biéu hién rdi
loan vin d6ng mudn trén 1am sang.

Hoi chimg an than kinh 4c tinh ¢4 duoc bao cdo voi metoclopramid diing don dfc cling
nhur phéi hop voi cac thuédc an than khac (xem muyc 8). Bénh nhén cin ngimg thubc va ¢6
bién phap diéu trj thich hop ngay khi xay ra cic bidu hién clia hdi ching an than kinh ac
tinh.

~ Cén than trong theo ddi nhimg bénh nhan c6 bénh thén kinh nén va bénh nhén dang duge
diéu tri bang cac thude cé co ché tac dung trung wong (xem muc 3).

Metoclopramid c¢6 thé 1am nang né thém céc triéu ching parkinson.

Bo: voi cdc ché phim gidi phong kéo dai ham legng 30 mg

Réi loan than kinh

Cé thé xay ra cac triéu chitng rdi loan ngoai thap, thuong gip trén tré em va ngudi tré
tudi va/hoac khi sit dung lidu cao. Nhirng phan umg nay thuong xay ra irong giai doan
d4u ding thude, c6 trrdng hop xdy ra sau khi ding mét lidu duy nhét. Nén ngimg thude
ngay khi ¢6 biéu hién rdi loan ngoai thap. Trong da s6 cic truomg hop, nhimg tri¢u ching
nay mét hoan toan sau khi ngimg thudc. Tuy nhién, mot s6 truomg hop can ding thude
diéu tri triéu chimg (benzodiazepin trén tré em vi/hoic cic thube khang cholinergic diéu
tri parkinson trén ngudi 1on).

Khoang cach dua lidu it nhét 1a 24 gid, ké ca trong truomg hop ndn hojc khong ding hét
mot lidu thude dé tranh nguy co qué liéu (xem muc 2).

Piéu trj kéo dai bang metoclopramid c6 thé gy rbi loan van d6ng mudn, nhiéu tnwng
hop khong phuc hdi, dsc biét trén ngudi cao tubi. Do 36, khong nén kéo dai thoi gian
diéu tri qua 3 thang (xem muc 8). Céan ngimg ding thudc ngay khi ¢6 cac biéu hién réi
loan vin dong mudn trén 1am sang.

Hdi ching an than kinh ac tinh d4 dugc bao cio voi metoclopram1d ding don doc cling
nhu phéi hop voi cace thubc an thin khac (xem muc 8). Bénh nhin can ngimg thuoc va ¢co
bién phap diéu trj thich hop ngay khi xay ra céc biéu hién ciia hdi chimg an than kinh ac
tinh.

Cin th4n trong theo ddi nhimg bénh nhan ¢6 bénh thn kinh nén vi bénh nhan dang dugc
diéu trj bing cac thude ¢ co ché tac dung trung uong (xem muc 3).

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



Béi v 18 cd che :;::w‘im anng

Methemoglobin huy &t

Mot sé truong hop methemoglobin huyét ¢6 thé cé lién quan vdi thiélu NADH
cytochrome b5 reductase da duge bao cdo. Khi bénh nhén c6 biéu hién methemoglobin
huyét, cin dimg ngay thudc va cé cac bién phap diéu trj thich hop nhr diung xanh
methylen. V&i céc truong hop nay, khéng bao gid dung lai metoclopramid cho bénh
nhén.

R&i loan tim mach

Mot so trudmg hop gép cac phan img bét lgi nghiém trong trén tim mach da dugc bao cao
bao gbém truy tuén hoan, nhip tim chim nghiém trong, ngimg tim va kéo dai khoang QT
sau khi ti€ém metoclopramid, dic biét ti€ém tinh mach (xem muc 8).

Cén thin trong theo doi bénh nhan sit dung metoclopramid, dac biét truong hop dung
thuoc dudng tinh mach cho ngudi cao tubi, bénh nhan c6 r6i loan dan truyén tim (bao
gom cd kéo dai khoang QT), bénh nhéan c6 r6i loan dién giai, nhip tim chém va nhifng
bénh nhan diing kém cac thubc khéc c¢é nguy co gy kéo dai khoang QT.

Péi véi truong hep dung thubc dudmg tinh mach: tiém tinh mach chdm trong vong it nhat
3 phut d& giam nguy co gip cac phan tmg bat lgi nhu tut huyét ap va chimg ngdi nim
khéng yén.

Suy thén ho#c suy gan
Khuyén céo giam liéu trén nhitng bénh nhén suy than hodc suy gan nghiém trong (xem
muc 2).

5. Tuong tac thube

Ap dung ddi véi tit cd duong ding

Ph01 hop chong chi djinh

Chéng chi dinh phéi hop metoclopramid véi levodopa hodc cac thudc chii van dopamin

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

Phéi hep nen tranh

Rugu co the lam tang tac dung trc ché than kinh trung wong ctia metoclopramid.

Phéi hop cin cin nhic

Do metoclopramid lam tang nhu dong dudng tiéu hoa nén c6 thé 1am thay déi su hép thu

cta mot so thube.

- Thubc khdng cholinergic va déan xudt morphin: Cac thube khang cholinergic va dn
xuét morphin cé thé cé d6i khang trong tranh véi metoclopramid vé anh huéng trén
nhu déng duong tiéu héa.

- Cdc thuéc gigm dau trung wong (dan xudt morphm thubc chéng lo du, thuée an than
khdng histamin H1, thuéc an than chong tram cdm, barbiturat, clonidin va cdc thuée
lién quan): Viéc phbi hop céc thube gidm dau trung wong va metoclopramid c6 thé
lam ting anh hwéng trén tAm than.

- Thuée an than: Metoclopramid c6 thé 1am ting tac dung cia cac thudc an than kinh
va gdy 16i loan ngoai thap.

- Thubc hé serofonergic: Viéc phdi hop metoclopramid va cac thudc hé serotonergic
nhw céc thude t4i thu hdi chon loc serotonin (SSRI) ¢6 thé 1am tang nguy co gap hoi
chimg serotonin.

- Digoxin: Metoclopramid c6 thé lam giam sinh kha dung ctia digoxin. Khi ding phbi
hop, cin theo dbi chit ché ndng do digoxin huyét tuong.



- Cyclosporin: Metoclopramid lam tang sinh kba dung cua cyclosporin (tang Cmax lén
46% va tang phoi nhiém 1én 22%). Khi ding phdi hop, cin theo ddi chit ché ndng 46
cyclosporin huyet tuong. Chua rd hdu qua cia tuong tic nay trén lam sang.

- Mivacurium va suxamethonium: Metoclopramid ti€ém c6 thé 1am kéo dai tac dung
chen thin kinh co cia mivacurium va suxamethonium (thdng qua irc ché
cholinesterase huyét twong).

- Cde thudc ke ché CYP2D6 manh: céc thubc rc ché CYP2D6 manh nhu fluoxetin va
paroxetin lam ting muc d6 phoi nhiém metoclopramid trén bénh nhén. Tuy héu qua
trén 1am sang cta twong tac chura dirge biét 15, cAn theo di chit ché bénh nhan ¢é
phat hién cac phan img bit l¢i.

6. Anh hwéng 1én khi ning sinh sin, thii kv mang thai va cho con bi

Ap dung d5i véi tit ca cdc duwong ding

Thoi ky mang thai

Nhiéu dir liéu trén d6i twong phy nir c6 thai (v6i trén 1000 chi tiéu du ra) cho thiy
metoclopramid khéng gay quai thai hodc giy dbc tinh cho thai nhi nén c6 thé ding trong
thai kv néu cin thiét. Do nhitng dic tinh duge ly clia metoclopramid trong tr nhu céac
thubc an than khéc, viéc ding thubc vao cudi thai ki c6 thé géy nguy co xay ra hoi ching
ngoai thap trén tré. Do d6, tranh ding metoclopramid vao cudi thai ky; trong trudng hop
ding thudc, cn theo ddi chit ché céc biéu hién trén tré sinh ra.

Thoi ky cho con bu

Metoclopramid bai tiét mot hrgng nho vao sita me nén tré bd me ¢é nguy co gip phai cic
phan trng bt loi cia thude. Do d6, khéng khuyén cdo diing metoclopramid trong thoi ky
cho con bit. Trén dbi trgng phu nir cho con bu c6 sir dung metoclopramid, cén cén nhic
viéc ngimg thudc.

7. Anh huéng lén kha ning ldi xe va vin hanh miy méc

Ap dung doi véi tit cd cdc dwong ding

Metocloprannd ¢6 thé giy lo mo, choang véng, rdi loan vin dong, loan trwong lyc co va
c6 thé anh hudng dén thi gide va kha ning 14i xe ciing nhu vén hanh may méc ciia ngudi
ding thude.

8. Tac dung khéng mong mudn

Ap dung a6i véi tiit ca cde d‘tromg diing

Cac tac dung khong mong mudn dudi ddy dugc liét ké theo phén loai td chire.

Tén suét gip dugc quy wéc 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 gip
(<1/10000), khong rd (khong udc tinh duge dya trén nhimg dir ligu hién co).

Phan loai t0 chirc | Tim suat | T4c dung khéng mong mudn

Roi loan tao mau va hé bach huyét

Khoéng r6 Methemoglobin huyét, c6 thé do thiéu
NADH cytochrome b5 reductase, dic
biét trén tré so sinh (xem myc 4)
Sulthemoglobin huyét, cha yeu do
ding ddng thoi véi cac thubc giai
phong hru huynh lidu cao




Ka .
Roi loan tim mach

It gap Nhip tim chim, dic biét vdi cac ché
phém dung duong tinh mach
Khong rd Nging tim, xay ra trong thoi gian ngan
sau khi ding duémg tiém, c6 thé xay ra
sau khi bi chdm nhip tim (xem muc 4);
block nhi thit, ngimg xoang, dic biét
v6i céc ché phdm dudng tinh mach;
kéo dai khoang QT trén dién tAm dd;
xoén dinh
Réi loan ndi tiét’
Tt gap Mit kinh, ting prolactin huyét
Hiém gip Tiét nhiéu sira
Khong rd Vi to & nam
Réi loan tiéu héa
|  Thuomg gip | Tiéu chay
Roi loan toan thin va phan imng tai noi tiém
| Thuomg gip | Suy nhugc
Roi loan mién dich
It gap Ting min cam
Khong 16 Phan g phan vé (bao gdbm sbc phan
vé, dic biét voi cac ché phém ding
dudng tinh mach)
Roi loan than kinh
Rét thuong gip | Buén ngi, lo mo
Thuong gip | Réi loan ngoai thap (dac biét & tré em
va ngudi tré va/hojce khi ding qua lidu,
ké ¢4 sau khi ding mot lidu duy nhét)
(xem muc 4), héi ching parkinson va
chitng dirmg ngdi khdng yén
It gap Loan trrong luc co, rdi loan van ddng,
giam kha nang nhén thirc
Hiém gip Co giét, dsc biét trén bénh nhin dong
kinh
Khong rd R6i loan van déng muén c6 thé khong
hdi phuc, trong hoic sau khi diéu tri
kéo dai, ddc biét & bénh nhén cao tudi
(xem muc 4), hdi ching an than kinh
&c tinh (xem muc 4)
Roi loan tAm than
Thudmg gip | TrAm cim
It gap Ao giac
Hiém gip L 1an
Roi loan mach méu
Thudmg gip | Tut huyét 4p, dac biét khi ding dudmg

tinh mach




i Khong 13 S6c, ngét sau khi tiém, con ting huyét
ap cap tinh & bénh nhén ¢6 u tay
thuong thin (xem muc 3)

" Réi loan ndi tiét'trong qua trinh diéq tri kéo dai bing metoclopramid ¢ lién quan dén
ting prolactin huyét (mat kinh, ti€t nhiéu sira, vii to & nam).
Cac phan tmg c6 mbi lién quan hodc thudng xay ra khi dung liéu cao bao gom
- Réi loan ngoai thap: réi loan tru'ong lirc co hodc rdi loan van ding cAp tinh, hoi
chirng parkinson, chimg ding ngbdi khong yén, thdm chi sau khi ding mét liéu duy
nhat, dic biét & tré em va ngudi tré (xem muyc 4).
- Lo mo, giam kha ning nhan thirc, 1 13n, o giéc.

9. Qua liéu va xir tri

Ap dung dbi véi tilt ca cde dwong ding

Triéu chirng

Roi loan ngoai thap, lo mo, giam kha ning nhan thire, 1a lan, 4o gidc, ngmg tim ngimg
thé.

XU tri

Trong trudng h0‘p xay ra rbi loan ngoai thap, c6 thé do qué ] lidu hoic khéng, cin ngimg
metoclopramid va sir dung cac thudc diéu trj triéu chimg gdm benzodiazepin & tré nhod
va/hoic cac thudce khang cholinergic diéu trj parkinson & ngudi 16n.

Cén diéu trj triéu chimg va theo d&i lién tuc cdc chirc ning tim mach va hd hép tuy theo
tinh trang 14m sang cla bénh nhan.







