MAU NHAN THUOC PANG KY

1-MAU NHAN Vi TRIVIMAXI (1 vi x 10 vién nén bao phim)

PYRIDOXINE HYDROCHLORIDE 125

CYANCCOBALAMIN
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MAU NHAN THUOC PANG KY

2-MAU HQP TRIVIMAXI (Hgp 10 vi x 10 vién nén bao phim)
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MAU NHAN THUGC PANG K¥

3-MAUHQP TRIVIMAXI (Hép 20 vi x 10 vién nén bao phim)
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BOX OF 100 BLISTERS X 10 FILM COATED TABLETS
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MAU NHAN THUOC PANG KY

5.MAU NHAN CHAI TRIVIMAXI (Chai 100 vién nén bao phim)

Cong Thile:

VR Bl oo 125 mg
VRENIN B ..o o 125 mg
VIAMIN B12 .ooceecnrcrrencnn 125 meg
T4 duge....... VIR A ......ervveerereiine 1 vién

CHI DINH, CHONG CHI DINH,
LIEU DUNG, CACH DUNG, THAN TRONG
VA CAC THONG TIN KHAC:

Xin doc trong t9 hutng din sl dyng.

Sé&n xudt tai:

4
CONG TY TNHH DUQC PHAM USA - NIC
L& 110, Buding C, KCN Tén Tao, Q. Binh Tan, TP.HCM

Chai 100 vién nén bao phim

TRIVIMAXI®

B1+ Be6+ B12

DE XA TAM TAY TRE EM
BOC KY HUGNG DAN SU DUNG TRUOC KHI DUNG
BAO QUAN NCit KHO MAT, NHIET BO DUSI 30°C,
TRANH ANH SANG.

TIEU CHUAN AP DUNG: TCCS

GOt No
Ngdy SK/Mig. Date
han dung/Exp. Date :

Manufactured by: USA - NIC PHARMA Co., Ltd
Block 11D, Road C, Tan Tao IF, Binh Tan Dist., HCMC
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MAU NHAN THUOC PANG KY

6 - MAU NHAN CHAI TRIVIMAXI (Chai 200 vién nén bao phim)

Cong Thic:

Vitamin B1.........cccromrerermersrerens 125 mg
Vitamin B6 ........cooceveereerrnecrenn 125 mg
Vitamin B12 ......coovvivnucrmrvinnns 125 meg
Ta duge....... i B 1 vién

CHi DBINH, CHONG CHI BINH,
LIEu DUNG, CACH DUNG, THAN
TRONG VA CAC THONG TIN KHAC:
Xin doc trong t& hudng din sif dung.

Sén xuft tai: .
CONG TY TNHH DUCIC PHAM USA - NIC
L& 11D, Budng C, KCN Tén Tao, Q. Binh Tén, TP HCM

Chai' 200 vién nén bao phim

TRIVIMAXI®

B1+ Be+ B12

DE XA TAM TAY TRE EM
BOC KV HUGNG DAN SU' DUNG TRUGC KHI DUNG
BAO QUAN NG KHO MAT, NHIET DO DUOI 30°C,
TRANH ANH SANG.

TIEU CHUAN AP DUNG: TCCS
SOKMISA: ............

5816 SX/Lot. No :
Noay SX/Mfg. Date :
Hon dung/Exp. Date :

Manutactured by: USA - NIC PHARMA Co., Lid

Block 11D, Road C, Tan Tao IP, Binh Tan Dist., HOMG
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TRIVIMAXI

SU DUNG TRUOC KHI DUNG

BAC SY HOAC DUQC SY NHUNG TAC DUNG KHONG MONG MUON
§0U DUNG THUOC.

THANH PHAN CAU TAO CUA THUOC:
- Thanh phén hoat chit: Vitamin Bl (Thiamin nitrat) 125 mg; Vitamin B6 (Pyridoxin
hydroclorid) 125 mg; Vitamin B12 (Cyanocobalamin) 125 mcg.

- Thanh phan ta duge: Lactose, dextrose anhydrous, tinh bt sin, PVP K30 (Polyvinylpyrrolidon),
magnesi stearat, aerosil, bot talc, HPMC 615 (Hydroxypropyl methylcellulose), titan dioxyd, PEG
6000 (Polyethylen glycol), mau erythrosin.

DANG BAO CHE: Vién nén bao phim.
- Mé ta: Vién nén tron, bao phim mau hdng, mat vién nhén, canh va thanh vién lanh lan.
CHI PINH: |
- Bb sung cho céc trudong hop thiéu vitamin B1, B6, B12 do dinh dudng.
CACH DUNG, LIEU DUNG:
- Ngudi 16n: Ubng 2-4 vién/ ngay.
- Tré em: Theo su chi dan cua béc si.
CHONG CHI PINH:
- Ngudi ¢é tién sir qua min véi bét ky thanh phén nao ctia thude. :
- Uéc tmh do vitamin B12 lam ting truéng cac md c6 toc dd sinh trudng cao, nén ¢6 nguy co
1am u tién trién.
- Khéng ding cyanocobalamin diéu tri bénh Leber’s hodc giam thi luc do hit thude 14.
CANH BAO VA THAN TRONG KHI DUNG THUOC:
- Vitamin B6:
Sau thoi gian dai dung pyridoxin vdi liéu 200 mg hoic hon mdi ngay, da thdy biéu hién doc
tinh than kinh (nhu bénh thn kinh ngoai vi ning va bénh than kinh cam giac nang)

Dung lidu 200 mg hodic hon mbi ngdy, kéo dai trén 30 ngay c6 thé giy hdi chimg 1é thude
pyridoxin va hdi chimg cai thude.

- Vitamin Bl 2:
Khong chi dinh khi chua c6 chin doan x4c dinh. Thudng xuyén theo di méu ctia ngudi bénh.
Pa s thiéu mau nguyén hdng ciu khéng 156 do thiéu vitamin B12 hodc acid folic. Nhét thiét
phai xac dinh dugc nguyén nhin truéc khi diéu tri, khong duge dung acid folic dé dicu trj
thiéu méau nguyén hdng cu khong 16 chua xéc dinh dwoc nguyen nhén, trir khi phéi hop véi
vitamin B12, néu khong s& thic diy ton thuong than kinh do thiéu vitamin B12.

- Trong thanh phan thubc c6:
+ Lactose: San phidm thubc nay c6 chira lactose, b¢nh nhan méc c4c ri loan khéng dung nap

Galatose, chimg thiéu hut Lapp Lactase hogc réi loan hép thu Glucose-Galatose khong nén
sir dung thude nay

+ Bénh nhan c6 vén d& di truyén hiém gap khong dung nap fructose, giam hap thu
glucosegalactose hodc thleu sucrase-isomaltase khong nén dung thube nay va nén than
trong cho bénh nhan bj tiéu dudng.

+ Erythrosin: Thudc c6 thé gay phan g dj tmg.
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SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:

Phu nit mang thai: Pyridoxin qua nhau thai va c6 béing chirng vé sy an toan khi diing cho phy
nit mang thai. Liéu bd sung theo nhu cau hang ngay khong gy hai cho thai nhi.

Phu nit cho con bu:

+ Pyridoxin vao dugc sita m¢. Khong anh huéng gi khi dung theo nhu cdu hang ngay. Khi |

ding pyridoxin liéu cao 600mg/ngay c6 thé gdy tit sira.

+ Vitamin B12 c6 phan bd vio sita me¢. Chua c6 vén d@ gi xay ra khi ding thube véi lidu
khuyén céo hang ngdy. Khi dung vitamin B12 cho ngudi me trong trudng hop bénh 1y, cho
con bt khong phai 1a mgt chong chi dinh.

ANH HUONG TOI KHA NANG LAI XE VA VAN HANH MAY MOC:

Thude c6 thé sir dung cho nguoi l4i xe va vin hanh méy méc.

TUONG TAC, TUONG KY CUA THUOC:

Vitamin B1: Thiamin c6 thé ting téc dyng ctia thubc chen than kinh co.
Vitamin B6: Lam giam tac dung cua levodopa trong diéu tri bénh Parkinson.
Vitamin B12:

+ Hép thu vitamin B12 tir dudng tiéu hoa c6 thé bj giam khi ding cing neomycin, acid
aminosalicylic, cac thubc khang thu thé histamin H2 va colchicin.

+ Nong d6 trong huyét thanh c6 thé bi giam khi ding dong thoi véi thude tranh thai duong

ubng. Cloramphenicol ding ngoai dudong tiéu héa cé thé lam gidm téc dung cua vitamin

B12 trong bénh thiéu mau.

+ Téc dung diéu trj cla vitamin B12 c6 thé bj giam khi ding ddng thdi v6i omeprazol.
Omeprazol 1am giam acid dich vi, nén 1am giam hép thu vitamin B12. Néu dung phdi hop,
nén tiém vitamin B12.

TAC DUNG KHONG MONG MUON CUA THUOC:

Vitamin B1: ADR cta thiamin rt hiém va thuong theo kiéu dj tmg. Binh thudmg do thiamin
tdng cuong tac dung ctia acetylcholin nén mdt so phan tng da ¢6 thé coi nhur phan {mg di img.
+ Hiém gip (ADR<1/1000)

o Toan thin: Ra nhiéu md héi, sbc qua min.

o Tuén hoan: Ting huyét ap cép.

o Da: Ban da, ngira, may day.

o Hé hip: Khé tho.
Vitamin B6: Pyridoxin thuong khong doc. Dung pyridoxin kéo dai véi liu 10 mg/ngay duge
cho 12 an toan nhung ding pyridoxin trong thoi gian dai véi liu 200 mg hodic hon hang ngay
¢6 thé giy bénh vé than kinh.
+ TKTW: Pau dau, lo mo budn ngi.
+ Noi tiét va chuyén héa: Nhiém acid, acid folic giam.
+ Tiéu héa: Budn nén va non.
+ Gan: AST ting.

+ Thén kinh-co: Ding lleu 200 mg/ngay va dai ngay (trén 2 thang) cé thé gy viém day thén
kinh ngoal vi niing, tién trién tir dang di khéng vimg va té cong ban chén den t€ cong va
vung ve ban tay. Tinh trang nay c6 thé hoi phuc khi ngimg thude, mic dii van con dé lai it
nhiéu di chimg.

+ Khéc: Phan ung di img.
Vitamin B12:
+ Hiém gap (ADR<1/1000)

_,-.\
E X-O

=

&



o Toan thén: Phan img phan v¢, sbt, dau dau, hoa mét, co that phé quan, phu mach miéng-
hau.
o Ngoai da: Phan Umng dang trimg ca, may day, ban do, ngira.
o Tiéu h6éa: Budn nén.
o Loan nhip thir phat do ha kali huyét khi bét dau diéu trj.
Théng bao cho béc si nhitng tic dung khéng mong mudn gip phai khi str dung thude.
QUA LIEU VA CACH XU TRi:
- Vitamin B6:

+ Triéu chimg: Pyridoxin thudng dugc coi 13 khong ddc, nhung khi ding liéu cao (nhu
2g/ngay hodc hon) kéo dai (trén 30 ngay) c6 thé géy cac hdi chimg vé than kinh cam giac,
mét diéu phdi. Hoi chimg thin kinh cam gidc c6 thé do tdn thuong giai phiu ciia noron ctia
hach trén day thin kinh tiy séng lung. Biéu hién & mét y thirc vé vi tri va run cia cic dau
chi va mét phéi hop dong tac gidc quan dan dan. Xiic gidc, phén biét néng lanh va dau it bi
hon. Khéng ¢6 yéu co.

+ Xir tri: Ngimg dung pyridoxin. Sau khi ngimg pyridoxin, loan chirc néng than kinh dén dén
cai thién va theo doi lau dai thdy hoi phyc tét, c6 thé ngimg thude kéo dai t6i 6 thang dé hé
than kinh cam giéc trd lai binh thuong.

- Vitamin B12: Chua c6 théng tin. Néu qua liéu xay ra, didu fri true tiép cac triéu chirng.
QUY CACH PONG GOI:
- Hop 10 vi x 10 vién.
- Hop 20 vi x 10 vién.
- Hop 100 vi x 10 vién.
- Chai 100 vién.
- Chai 200 vién.
PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG:
- Noi kho mat, nhiét 6 dudi 30°C, tranh anh sang.
- Han dung: 36 thang ké tir ngay san xuit.
- Tiéu chuin chét lugng: TCCS.
TEN, PIA CHI CUA CO SO SAN XUAT:
CONG TY TNHH DUGC PHAM USA - NIC
L6 11D dudmg C - KCN Tén Tao - P.T4n Tao A - Q.Binh Tan - TP.HCM - Viét Nam
PT : (028) 37.541.999 — Fax: (028) 37.543.999




