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MAU HOP MALADI B

MALADI B

Magnesiurd lactate dibydrate 470 mg
Pyridoxine hydroehlonde Smg

GMP-WHO

Box of 10 blisters x 10 film-coated tablets
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Magnesi lactat dihvdrat 470 mg
Pyndoxin hydroclorid 3 mg

GMP-WHO

Hép 10 vi x 10 vién nén bac phim

Thanh phdn Tiéu chudn

D& xa tAm tay tré em

Doc ky hudng din sir dung
trwére khi ding.

Bio quan:

Chi dinh, cach dung, chéng chi dinh va

cac théng tin khac:
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MALADIBE MALADIB

Magnesi lactat dihydrat 470 mg
Pyridoxin hydroclorid - S my

Pyridoxin hydroclorid Smg
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Magnesi Lictat dihydrat 470 mg Mugnesi lactat dihydrat 470 mg
Pyridoxin hydroclornid Smg Pyndoxin hydroclorid 5 mg
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Vi tri dong s0 |5 san xuat va han ding

S6 16 san xuat va han ding dudc dap ndi trén vi
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HO SO HANH CHINH &
THONG TIN SAN PHAM

PHAN I:

7. TO HUONG DAN SU DUNG

Trang: 1/4

Vién nén bao phim MALADI B

Ngay 0l thang Q8 nam 2018

Co sé di‘mg ky va san xuit thudc
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Trang 2 / 4
Huong dan s dung thuoc

Vién nén bao phim MALADI B

“Doc ky huéng déin sir dung truée khi ding”
“Dé xa tim tay tré em”
THANH PHAN CONG THUC THUOC
- Thanh phan dugc chit:
Magnesi Jactat dilydrat ...........cccooveeriiiinieeeee e 470 mg
(Tuong duwong 1,97 mmol hay 48 mg Mg**)
Pyridoxin hydroclorid (Vitamin B6).........cccooiuioiuiociriieeeeoeeeeeeee e, 5mg
- Thanh phan ta dugc: Lactose monohydrat, tinh bot mi, natri starch glycolat (loai A), povidon K30

silic dioxyd dang keo khan, bdt talc, magnesi stearat, hydroxypropyl methyl cellulose 6cPs
polyethylen glycol 6000, titan dioxyd.............c.oeoeeviiiiieiiiiaiaininn, vira du 1 vién.

DANG BAO CHE

3

3

Vién nén hinh oval bao phim, mau tr'fmg, mot mat tron, mdt mat c6 vach ngang.
CHI PINH

Diéu tri cac truémg hop thiéu magnesi huyét nang, riéng biét hay két hop.
CACH DUNG, LIEU DUNG

- Cich dung: Ubng thuoc v&i mot ly nude. Nén chia lidu ding 1am 2 - 3 1dn mbi ngay (vao cac bita
an sang, tra va chiéu).

- Liéu dung: Theo chi din béc si hodc theo liéu sau:
Liéu thong thudng cho ngudi 16m va tré em trén 6 tudi:

o Nguoi Iém: 6 — 8 vién/ ngay, chia 1am 2 — 3 lan uéng.

e Tré em: Ding liéu 10 — 30 mg/ kg/ ngay.
Tré em trén 6 tudi (can nang khoang 20 kg): 4 — 6 vién/ ngay, chia lam 2 — 3 14n udng.
Khéng khuyén nghi dung cho tré em duéi 6 tudi.

Néu quén uong mdt lidu thudc, ngudi bénh uong ngay khi nh¢. Tuy nhién, néu gin thoi glan ubng
lidu tiép theo thi bo qua liéu d3 quén. Khéng udng gép d6i liéu dé bu lidu da quén.

Khéng c6 yéu cau dic biét vé xir Iy thudc sau khi sie dung
CHONG CHI PINH
- Man cam v6i bat ky thanh phan nao cia thubc.
- Suy than ning (hé s6 thanh thai creatinin duéi 30 ml/ pht).
CANH BAO VA THAN TRONG KHI DUNG THUOC
- Khi co thé ¢6 thiéu calci di kém thi phai bi magnesi trudc khi bu calci.
- Thén trong khi ding cho ngudi suy than.

- Tranh két hop vdi céc thude anh hudng dén sy can bing chét dién giai nhu: Corticoid, thuoc loi tidu,
thude tim mach.
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Trang 3 /4

- Tranh ubng dong thoi voi tetracyclin, digoxin, indomethacin, hodc cac mudi sit phai cach it nhit 3
gid sau khi uong MALADI B.

- Canh béo ta duoc:

- Thuéc c6 chira lactose, bénh nhan c¢6 vin dé vé& di truyén hiém gép khong dung nap galactose,
khiém khuyét lactase Lapp hodc kém hip thu glucose-galactose khong nén ding thudc nay.

- Tinh b4t mi co trong thuée c6 ham lwong gluten ‘rat thap, it ¢6 kha ning giy hai néu bénh nhan co
bénh Celiac. Néu bi di img véi lua mi (tranh nham vai bénh Celiac), bénh nhan khéng nén dung
thudc nay.

SU DUNG THUOC CHO PHYU NU CO THAI VA CHO CON BU

- Thoi ky mang thai: Chi ding MALADI B cho phu nit c6 thai khi thét can thiét. Trén thuc té, dit
liéu trén déng vat khéng du, dir liéu trén 1dm sang con han ché.

- Théi ky cho con bi: MALADI B ding cho cho phu nit ¢ thai, liéu khuyén céo toi da clia vitamin
B la 20 mg/ ngay.
ANH HUGNG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Thudc khong anh huéng dén kha ning l4i xe va vin hanh may moc.
TUONG TAC CUA THUGC
Tuong tac ciia magnesi:

- Ché phim dudng udng chira calci: Ding déng thoi véi ché pharn bd sung magnesi ¢6 thé ting ndng
d6 calci hodc magnesi huyét thanh & bénh nhan nhay cam, chi yéu & bénh nhan suy than.

- Cdc thuoc nhom tetracyclin, digoxin, indomethacin, hodc cac mubi sat: Dung uong dong thai vai Ve
ché pharn bd sung magnesi ¢o thé 1am giam sy hip thu cua cac thuoc nay. Bénh nhén khong nén '-Hiffg
ding ché phim b6 sung magnesi trong vong 1 - 3 gid khi ubng thude cac thude nay. GTY

- Tranh dung két hgp voi cac ché pham cé chira phosphat hoic calei 1a cac chét trc ché qua trinh hdp | M AN

riCc

thu magnesi tai rudt non.

Tuong tdc cia pyridoxin: Dl
- Levodopa: Pyridoxin 1am giam tac dung cua levodopa, nhung diu nay khong xay ra néu ché pham
14 hon hop levodopa — carbidopa hodc levodopa - benserazid.

TAC DUNG KHONG MONG MUON (ADR):

C6 thé xay ra: N
- Tiéu chay, \
)
- Dau bung, Vs
i <
- Phan tng da, )/
- Phan Ung di Ung.

Bao cdo cac phin lmg ¢6 hai: Hay bao cho béc si, dugc si néu ngudi dung thude nhan thiy bat ky tac
dung phu nao, ké ca cac tac dung chwa duoc liét ké, hodc béo cdo cac phan ung co hai cia thube vé
Trung tam Thong tin thude va Theo ddi phan ung cé hai cia thubc (bao cdo ADR online tai dia chi

http://baocacadr.vn).
QUA LIEU VA CACH XU TRI:

Tri¢u chung:
Qué liéu magnesi ding dudng udng thuong khong din dén phan {mg doc hai khi chirc ning than
binh thuéng. Tuy nhién, & bénh nhéan suy thin ngd doc magnesi do qua liéu ¢6 thé xay ra. Cac tricu

chirmg do ngd doc magnesi thuong la: }&v/

%)
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Trang 4/ 4
- Ha huyét ap
- Budn nén, nén
- Trdm cam, giam phéan xa
- Bit thuong trén ECG
- Khéi phét suy hd hép, hén mé, ngimg tim va liét hé hap. TUQ.CUC TRUGNG
- Hoi chimg v6 niéu. PTRUONG PHONG

Xit tri: /A Vyﬂgzéﬁ %?00 Sk
Chu yéu diéu tri triéu chimg va hd trg: Bu nudc, gdy loi tiéu. Trong suy than co thé chay than nhan
tao hoac tham phan phuc mac (néu cin thiét).

BAC TINH DUQC LUC HQC
Nhém dugc ly: Vitamin va khodng chat
Ma ATC: A11JB

- Magnesi: La mét cation c6 nhiéu trong ndi bo. Magnesi lam giam tinh kich thich ctia neuron va sy
dan truyén neuron - co. Magnesi tham gia vao nhiéu phan img men.

- Vitamin Bg: Khi vao co thé bién ddi thanh pyridoxal phosphat va mot phin thanh pyridoxamin
phosphat. Hai chat nay hanh dong nhu nhiing coenzym trong chuyen hoéa protein, glucid va hpld
pyridoxin tham gia tong hop acid gamma - aminobutyric trong hé than kinh trung uvong va tham gia
téng hop hemoglobin.

DAC TINH DUGC PONG HOC

- Magnesi: Mot phan ba duge hip thu & rudt non sau khi ubng, khoang 25 - 30% magnesi gan voi
protein huyét twong, phin magnesi sau khi dugc hap thu s& thai trlr qua nudc tiéu, phan con lai thai o\
trir qua phan. Mot luong nhd magnesi dwgc phan bd vao sita me. Magnesi qua nhau thai.

- Vitamin Bs: Pugc hap thu nhanh chéng qua duong tiéu hoa, trir truomg hop mac cac hoi chimg kém

hip thu. Thude phan 16m du trit & gan va mot phan & co va ndo. Pyridoxin thai trir chu yéu qua thin i
dudi dang chuyen héa. Lugng dua vao néu vugt quéa nhu ciu hang ngay, phén 1én dao thai du6i S
dang khong bién dbi 4

QUY CACH PONG GOI:
Hop 10 vi x 10 vién
DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG THUOC
- Diéu kién bio quan:
Pé thudc noi kho rdo, tranh anh sang, xa tAm tay cua tré em.
Bao quén thuéc & nhiét d6 khéng qua 30°C, trong vi kin.
- Han dung: 24 thang ké tir ngay san xut.
Tiéu chuin chit lwgng cia thube: TCCS.
CCO SO SAN XUAT
Céng ty Co phian Dugc APIMED
- Dia chi tru s6: 263/9 Ly Thuong Kiét, Phuong 15, Quén 11, thanh phé Hd Chi Minh.

- Dia chi nha may: Dudng N1, cum céng nghiép Pha Thanh - Vinh Thanh, xa Vinh Thanh, huyén
Nhon Trach, tinh Déng Nai.




