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MAU NHAN

Tén thuoc

Nong do, ham luong

Dang bao ché cua thudce
Loai thudc ding ky
Loai hinh dang ky

Ma dang ky

(Bé sung lan 02)

: MAGNESI B6
: Magnesi lactat dihydrat

Pyridoxin hydroclorid

: Vién nén bao phim
: Thude hoa duoc

: Bang ky lai

: TN - 29136
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470 mg
5 mg
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Saokim Pharma

THANH PHAN

Magnesilactat dihydrat.........................470mg
Pyridoxin. HCL.............ccciiniiiiininnicinnn.. 5mMg
TAAUICVA...oveeciiieieiciriiee e 1 VIER

DE XA TAM TAY TRE EM.
DOC KY HUONG DAN SU DUNG TRUGC KHI
DUNG.

NESIB

Magnesi lactat dihydrat 470mg
Pyridoxin.HCI
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Hop 3 vi x 10 vién nén bao phim

CHI BINH, CHONG CHI PINH, LIEU DUNG,
CACH DUNG VA CAC THONG TIN KHAC:
Xin xem td huéng ddn sif dung bén trong hép
thudc.

BAO QUAN: Naoi khd mat, tranh anh sang,
nhiét dé duéi 30°C.

TIEUCHUAN: TCCS.

SDK/REG No:
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Saokim Pharma

THANH PHAN

Magnesi lactat dihydrat... — ]
Pyridoxin. HCI......... ...5mg
Tadugevd.......ccoeevvivnnnn . 1vign
DE XA TAM TAY TRE EM.

POC KY HUGNG DAN SU DUNG TRUGC
KHI DUNG.

SDK/REG No:

Vlag
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NESIB6

Magnesi lactat dihydrat 470mg
Pyridoxin.HCI 5mg

Hop 5 vi x 10 vién nén bao phim

CHi BPINH, CHONG CHI BINH, LIEU
DUNG, CACH DUNG VA CAC THONG TIN
KHAC: Xin xem td hudng din sif dung bén
trong hép thubic.

BAO QUAN: Nai khd mat, tranh dnh sang,
nhiét d§ dudi 30°C.

TIEU CHUAN: TCCS.

Ngay SX/Mfd:
S6 16 SX/Lot.

HD/Exp.
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NESI B6

Magnesi lactat dihydrat 470mg

Pyridoxin.HCI
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THANH PHAN _ | COMPOSTTION
% Magnasi actat dihy A70mg m|zm. Magnesi actate dibydrate.,
Pyridaxin. HCI ...5mg Pyridoxin. HCL...........
Té dugc v, e .1 vién Exciplents 0.5.......
chi BINH, CHONG CHi DINH, LIEU DONG, CACH DUNG VA CAC - INDICATIONS, CONTRAINDICATED, DDSAGE, ADMINISTRATION, AND
THENGE TR KiiA: Ll L ”._..._.ms.__a.__ the 5«“.“_“ eatiet
m e a TEaRS IR m : m m - w m STORAGE: Stare in & col ang dry place beiow 30C, protect from light
BAD QUAN: Mok kht mat, trénh 4nh sdng, nhidt 6 du 30°C SPECIFICATION: Marufachiser's
TIEU CHUAN: TCCS. Magnesi lactat dihydrat 470mg )
\\.11.|
: o .w E XA TAM TAY TRE EM. Pyridoxin HCI 5mg KEEP OUT OF REACH OF CHILDREN. -
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TGO HUONG DAN SU DUNG THUOC DANH CHO CANBOQ Y TE

Vién nén bao phim

MAGNESI B6

TRINH BAY: Hop 3 vi hodc 5 vi hodc 10 vi x 10 vién nén bao phim.
THANH PHAN:

Magnesi lactate dihydrat....
Py oxin- Byaroeloria oo e L B e R G B S
Maize starch, PVP K30, magnesium stearate, HPMC E15, talc, titanium dioxide, PEG 6000
DANG BAO CHE: Vién nén hinh bau duc, bao phim mau trdng, canh va thanh vién lanh Ian.

CAC PAC TiNH DU'Q'C LU'C HOC:

Phan loai thubc: B sung khoang chét.

M3 ATC: A11JB

Magnesi B6 |a thuéc phdi hop gilka cac vitamin va khoang chat.

Magnesi [a mét cation cé nhiéu trong ndi bao. Magnesi lam giam tinh kich thich clia noron thén kinh va va s dan truyén noron

thén kinh co. Magnesi con tham gia vao nhiéu phan (rng enzym. Trong co’ thé mét niva lwgng magnesi ndm & xwong,
Trén lAm sang:

- Thiéu magnesi vira phai khi néng d6 magnesi trong huyét thanh tir 12 d@én 17 mg/L(1-1,4 mEq /L hodc 0,5 - 0,7 mmol/L)
- Thiéu magnesi nang néng d6 magnesi trong huyét thanh it hon 12 mg/L(1 mEg/L ho&c 0,5 mmo /L).
Thiéu magnesi cé thé do:
- Nguyén phat: chuyén héa bat thuwéng bam sinh (gidm magnesi huyét bdm sinh man tinh)
- Thi phat:
+ Ankhéng @l (suy dinh dwéng néng, nghién rweu, &n xéng)
+ Kém hap thu (tiéu chay man tinh, ro tiéu hda, suy tuyén can giap)
+ Cuwong loc than (viém éng than, chirng tiéu nhiéu, lam dung thudc loi tiéu, viém bé than man tinh, cwéng aldosteron tiéu hoc,
diéu tri bang cisplatin).
Pyridoxin khi vao trong co' thé bién déi thanh pyridoxal phosphate va mét phan thanh pyridoxamin phosphate. Hai chéat nay hoat
déng nhu nhirng coenzyme trong chuyén héa protein, glucid va lipid. Pyridoxin tham gia véo tdng he'p acid gamma — aminobutyric
(GABA) trong hé than kinh trung wong va tham gia téng hop hemoglobulin.
CAC DAC TINH DUQ'C BONG HOC:
Pyridoxin dwgc hap thu nhanh chong qua dwéng tiéu hoéa, trir treong hop méc hoi chirng kém hép thu. Sau khi tiém hodc ubng
thudc dwoc du triz @ gan, mot phan & co va ndo. Pyridoxin thai trir chi yéu qua than dwdi dang chuyén hoa. Lwgng dwa vao, néu
vrot qua nhu cau hang ngay, phan I&n dao thai dudi dang khang bién dbi.
Sw hép thu clia cac mudi magnesi qua dwérng tiéu héa tuan theo co ché thu dong do @6 tinh tan ctia mudi rat quan trong. Sw hap
thu qua dwong tiéu hoa cliia mudi magnesi khéng virot qua 50%.Bai tiét chi yéu qua nwérc tiéu,
CHi BINH:
Magnesi B6 duoc chi dinh diéu tri cac trrdng hop thiéu magnesi nang riéng biét hay két hop.
CHONG CHi DINH:

- Man cam v&i bt ky thanh phan nao cla thudc.
- Suy than ndng véi do thanh thai creatinin dwdi 30ml/phut..
LIEU DUNG VA CACH DUNG:
Udng thube véi mét ly nwéc day
Liéu ding cho ngwoi lén: ‘ _
- Thiéu magnesi: 2 vien/Ian x 3 lan/ngay, uéng trong bra &n. Treong hop ning (diéu trj tAn cong) liéu co thé t¢i 8 vien/ ngay.
- Tang co giat: 2 vién/lan x 2 lan/ngay.
Liéu dung cho tré em > 6 tudi (khoang 20 kg): 10-30 mg magnesilkg/ngay (0,4 dén 1,2 mmol/kg/ngay), hodc 4-6 vién mdi ngay
chia lam 2 hoéc 3 liéu, uéng trong bira an. _
Viéc diéu tri sé dwoc ngwng lai khi néng 6 magnesi trong huyet thanh tré vé mure binh thudng.
THAN TRONG KHI DUNG:
- Khi co thiéu calci di kém thi phai bu magnesi tredc khi bu calci. '
- Dang bao ché nay chi diing cho ngudi Ion va tré em > 6 tudi. Tré em < 6 tudi co nhiéu dang bao ché khac phu hop hon.
- O nhirng bénh nhan suy than vira, than trong khi dung dé tranh cac nguy co créng magnesi huyet.
SU DUNG CHO PHU N CO THAI VA CHO CON BU:
- Luc ¢6 thai: chi dung magnesi & phy ni ¢é thai khi that can thiét.
- Cho con bu: Do magnesi dwoc bai tiét qua sira me, nén tranh ding thudc trong Iuc nudi con bu.
TAC DONG CUA THUOC KHI LAl XE HOAC VAN HANH MAY MOC:

Khong anh hwéng t&i kha nang 1ai xe va van hanh may moc.



TUONG TAC THUOC:
Chéng chi dinh phéi hop:
- Levodopa : tac dung clia levodopa bj trc ché khi diing déng thoi véi pyridoxin.
Khuyén khéng nén phéi hop:
- Tranh ding magnesi két hop véi cac ché phdm co chira phosphat hodc calci la cac chét irc ché qua trinh hap thu magnesi tai
rudt non.
Théan trong phéi hop:
- Trwéng hop phai phéi hop voi tetracycline dwéng ubng thi phai ding 2 loai thubc cach nhau it nhat 3 gio.
- Mot sb thude nhu isoniazid, penicilamin, thubc tranh thai dwéng uéng lam thay ddi su chuy&n hoa hoac sinh kha dung cla
pyridoxin, c6 thé 1am tang nhu cau sir dung pyridoxin.

TAC DUNG KHONG MONG MUON (ADR)

Tan suat ADR duwoc sap xép theo cac nhom: rat phé bién (21/10), phé bién (21/100 va <1/10), it phd bién (21/1.000 va < 1/100),
hiém g&p (21/10.000 va < 1.000), rat hiém gap (<1/10.000).

Hé co quan Rét phé bién Phé bién it phd bién Hiém gap/ rat hiém gap
Tiéu hoéa - Pau bung, tiéu chay - -
. - Phan tng da.
Da va mé mém . . ) - Cac phan ng di irng.

QUA LIEU VA XU TRi:
Chuwa c6 ghi nhan trwéng hop nao qué liéu magnesi bang dwong udng, néi chung khé xay ra phan (rng doc hai do magnesi khi
chirc nang than binh thwéng. Ngd doc magnesi chi xay ra khi cé suy than.
Mirc d6 qua liéu phy thudc vao ndng dd magnesi trong mau. Cac dau hiéu qua lidu bao gém:
- Tuyt huyét ap.
- Bubn nén, nén.
- e ché than kinh trung wong, giam phan xa.
- ECG bét thuéng.
- Ban dau hé hdp bj (rc ché, hén mé, nglrng tim va liét hd hép.
- Héi chirng v nigu.
Diéu tri: bl nwéc, ting cwéng loi tidu, néu cé suy than: chay than nhan tao hodc thAm phan phic mac la cin thiét.

BAO QUAN:
Noi khd, mat, tranh anh sang, nhiét @6 dwei 30°C
HAN DUNG CUA THUOC: 24 thang ké tir ngay san xuat.
Khéng dung qué thoi han ghi trén bao bi.
SAN XUAT TAL:

CONG TY CO PHAN DUQ'C PHAM SAOQ KIM
KCN Quang Minh, Mé Linh, Ha Néi.
Dién thoai: 04.35841216 Fax: 04.35840788

Saokim Pharma

Ngay xem xét stra ddi, cap nhat lai néi dung huéng dan st dung thubce:

Ha Noi, ngay Z4.thang.06.nam 2017

Lé Van Tu



TO' HUONG DAN SU DUNG THUOC DANH CHO BENH NHAN

PE THUOC XA TAM TAY CUA TRE EM
DOC KY HUONG DAN SUF DUNG THUOC TRU'OC KHI DUNG
Néu cén thém théng tin xin héi y kién thay thudc

Vién nén bao phim
MAGNESI B6

TRINH BAY: Hép 3 vi hodc 5 vi hodc 10 vi x 10 vién nén bao phim.

THANH PHAN:

Magnastlactate dibpdiat o aninanammrammss o s s e s
Pyridoxin hydroclorid. ... ... et

Maize starch, PVP K30, magnesium stearate, HPMC E15, talc, titanium dioxide, PEG 6000

DANG BAO CHE: Vién nén hinh bau duc, bao phim mau tring, canh va thanh vién lanh lan.

THUOC DUNG CHO BENH G

Magnesi B6 duwoc chi dinh diéu tri cac treeng hop thiéu magnesi nang riéng biét hay két hop

NEN DUNG THUOC NAY NHL THE NAO VA LIEU LUQNG:

Uébng thubc véi mot ly nwde day

Liéu ding cho ngwoi Iom:
- Thiéu magnesi: 2 vién/l&n x 3 1an/ ngay, uéng trong biva an. Trwéng hop nang (didu trj tin céng) lidu cé thé téi 8 vien/ngay.
- Tang co giat: 2 vién/lan x 2 lan/ngay.

Liéu ding cho tré em > 6 tudi (khodng 20 kg): 10-30 mg magnesikg/ ngay (0,4 dén 1,2 mmol/kg/ngay), hodc 4-5 vien mdi ngay

chia 1am 2 hodc 3 liéu, udng trong bira an.

Viéc diéu tri sé dwoc ngung lai khi ndng dé magnesi trong huyét thanh tré vé mirc binh thwéng.

KHI NAO KHONG NEN DUNG THUOC NAY:

- M4an cam véi bat ky thanh phan nao cla thube.

- Suythan nang v&i do thanh thai creatinin dwdi 30ml/phdt.
TAC DUNG KHONG MONG MUON (ADR):

- Tan suét ADR duoc sép xép theo cac nhém: rat phd bién (21/10), phd bién (21/100 va <1/10), it phd bién (21/1.000 va <
1/100), hiém gap (=1/10.000 va < 1.000), rat hiém gap (<1/10.000).

Hé co quan R4t phé bién Phé bién it phé bién Hiém gap/ rat hiém gip
Tiéu héa - Pau bung, tiéu chay - -
Da va mé mém - . - ~Phaningda.
- Céc phan trng di trng,

Khi ban gap bat ky tac dung khong mong muén nao, bao gom ca nhirng tac dung khong mong muén khong cé trang té hwdng dén
st dung nay, hay thdng bao cho bac sT hodc dugc si clia ban hodc ban cé thé béo céo tac dung khéng mong muodn cua thuéc téi
Trung tam Quéc gia vé Théng tin thudc va Theo déi phan (rng cé hai cua thubc.

Bia chi: Trwong dai hoc Duwgc Ha Noi, 13-15 Le Thanh Tong, Quan Hoan Kiém, Ha Noi
Fax: 043.9335642
Dién thoai: 043.9335618
Website: http://canhgiacduoc.org.vb
Email: dipvcenter@gmail.com
Céc théng tin ma ban cung cép sé dong gop vao viéc siv dung an toan thuéc Magnesi B6.
NEN TRANH DUNG NH(PNG THUOC HOAC THUC PHAM Gi KHI DANG SU’ DUNG THUOC NAY:
- Khéng ding ciing véi thuée levodopa: tac dung cla levodopa b trc ché khi dung déng thoi véi pyridoxin.
- Tranh dung magnesi két hop v&i cac ché pham cé chiva phosphate hodc calci 14 cac chat (rc ché qua trinh hap thu magnesi
tai rudt non. ) )
- Trwong hop phéi phbi hgp véi tetracycline duong udng thi phai diing 2 loai thude cach nhau it nhét 3 gio.
- Mdt sé thubc nhw isoniazid, penicilamin, thude tranh thai dwéng udng lam thay doi su chuyén hoa hodc sinh kha dung clia
pyridoxin, ¢ thé 1am téng nhu cau sir dung pyridoxin.
CAN LAM GI KHI MOT LAN QUEN KHONG DUNG THUOC:
Khéng nén ding liéu gap déi d& bi cho mdt liéu da quén. Don gidn chi can dung liéu tiép theo nhw lich trinh diéu tri.
CAN BAD QUAN THUOC NAY NHU THE NAO:
Noi khé, mat, tranh anh sang, nhiét d6 duéi 30°C
NHING DAU HIEU VA TRIEU CHU'NG KHI DUNG THUOC QUA LIEU:




Chua co ghi nhan treéng hop nao qua ligu magnesi bang dueng uéng, néi chung khoé xay ra phan rng doc hai do magnesi khi
chirc néng than binh thuwdong. Ngé déc magnesi chi xay ra khi co suy than.
Mtrc d qua liéu phy thuéc vao néng dé magnesi trong mau. Cac dau hiéu qua liéu bao gbém:
- Tut huyét ap.
- Buédn nén, non.
- Uc ché than kinh trung wong, gidm phan xa.
- ECG bét thuwéeng.
- Ban dau hé hap bj trc ché, hon mé, ngirng tim va liét ho hap.
- Hai chitng vé niéu.
Diéu tri: b nwéc, ting cwong loi tidu, néu co suy than: chay than nhan tao hodc tham phan phiic mac I3 can thiét,

CAN LAM Gi KHI DUNG THUOC QUA LIEU KHUYEN CAO:

Néu vé tinh uéng qua nhiéu thuéc, théng béo ngay véi bac siclia ban hodc dén co s& y té gan nhat dé dwoc hd tro. Nhé mang
theo thuéc da udng va trinh bay véi bac si, néu da udng hét thudc thi mang theo bao bi thudc da ubng.

NH(NG PIEU CAN THAN TRONG KHI DUNG THUOC NAY:

- Khi cé thiéu calci di kém thi phai bu magnesi trde khi bil calei.
- Dang bao ché nay chi ding cho ngudi Ién va tré em > 6 tudi. Tré em < 6 tudi cé nhiéu dang bao ché khac phi hop hon.
- O nhirng bénh nhan suy than vira, than trong khi dung @ tranh cac nguy co' cwéng magnesi huyét.

SU’ DUNG CHO PHU NI CO THAI VA CHO CON BU:
- Luc cé thai: chi diing magnesi & phu niv cé thai khi that can thiét.
- Cho con bui:Do magnesi dwoc bai tiét qua sika me, nén tranh dung thudc trong luc nudi con bu

TAC PONG CUA THUOC KHI LAl XE HOAC VAN HANH MAY MOC:
Khong anh hwdng toi kha nang lai xe va van hanh may moc
KHI NAO CAN THAM VAN CUA DU'QC Si, BAC Si:
Hoi y kién bac sT hodic dwoc sTnéu ban:
- Ban nghi ng¢ bj suy than.
- Bandang diéu tri mot sé thudc khac

HAN DUNG CUA THUOC: 24 thang ké tir ngay san xuét.
Khong dung qua thai han ghi trén bao bi.

SAN XUAT TAI
) CONG TY CO PHAN DU'Q'C PHAM SAO KIM
Y4 KCN Quang Minh, Mé Linh, Ha Néi.
Saokim Pharma Dién thoai: 04.35841216 Fax: 04.35840788

Ngay xem xét stra ddi, cap nht lai ndi dung huéng dan st dung thude.

Ha N6i, ngay 2L..théang .06 .ndm 2017
~TONG GIAM POC
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1= | DUGC PHAM

Lé Van Tu
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