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Prescription drug 

Mecobalamin 500 
Mecobalamin 500mcg 

Box of 3 blisters x 10 film coated tablets 
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THANH PHAN CHINH COMPOSITION 

Mai vién nén bao phim chiia (Each film coated tablet 
i 500mcg 

| usp 
Manufacturer: US PHARMA USA JSC 
Lot B1-10, D2 Road, Tay Bac Cu Chi Industrial Zone, 

Bau Tre 2 Hamlet, Tan An Hoi Commune, 
| Ta dugc v.d (Excipients 9.8)... 1 vignI 1 film coated tablet 

Cu Chi District, Ho Chi Minh City, Vietnam 
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Hép 3 vi x 10 vién nén bao phim 

Mecobalamin 500 
Mecobalamin 500mcg 

Chi dinh, chéng chi dinh, liéu dung, Indications, contra-indications, dosage, 

cach dung, cac théng tin khac: administration, other information: 

Xem td hudng dan sti dung bén trong Please refer to enclosed package insert. 

hép. Storage: 

Bao quan: Noi khé thoang, nhiét do In a dry and cool place, belaw 30°C, 
Tay Bac Ci Chi, duéi 30°C, tranh anh sang. protect from direct sunlight. Huyén Cui Chi, 

Tiéu chuan: Tiéu chuan co sd. Specification: In house. 
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Mecobalamin 500mcg 
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Box of 5 blisters x 10 film coated tablets 

ildren, 

THANH PHAN CHINH COMPOSITION 

Mai vin nén bao phim chia (Each film coated tablet contains): 
- Manufacturer: US PHARMA USA JSC 

Me : 7 oOmeg up Lot 81-10, D2 Road, Tay Bac Cu Chi Industrial Zone, Ta duge v.d (EXcipients 9.8). 1 vien/ 1 film coated tablet al: Tre:2 Harlot "fan an LichGommboe 
Cu Chi District, Ho Chi Minh City, Vietnam 

SESE Thuéc ké don 
Soas 

H6p 5 vix 10 vién nén bao phim 

Chi dinh, chéng chi dinh, ligu dung, Indications, contra-indications, dosage, 

cach ding, cac théng tin khac: administration, other information: 

Xem td hudng dan sti dung bén trong Please refer to enclosed package insert. 

hdp. Storage: Co sé san xuat: 
Bao quan: Noi kh thoang, nhiétdd In a dry and cool place, below 30°C, ie "kent tiv ete CU CHL 
dudi 30°C, tranh anh sang. protect from direct sunlight. 4 7 juyén Cui Chi, 

Tiéu chuan: Tiéu chuan co sd. Specification: In house. SELLE 
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MECOBALAMIN 500 

Mecobalamin 500 mcg 

Thudc nay chi ding theo don thudc 

Dé xa tim tay tré em 

Doc kf hwong dan sw dung trudc khi ding 

1. Thanh phan céng thire thuée: 

Méi vién nén bao phim chita: 

- Thanh phan duge Chat: Mecobalamnita.....cccecccccceccsessesscceeeneesessesesecssenesseesenenesisssesesaseenes 
500 meg. 

- Thanh phan ta duoc: Tinh bot ngé, Lactose monohydrat, Polyvinyl pyrrolidon 
(PVP) K30, 

Magnesi stearat, Aerosil, Natri starch glycolat, Hydroxypropylmethyl cellulose (HPMC) 606, 

Hydroxypropylmethyl cellulose (HPMC) 615, Titan dioxyd, Talc, Polyethylen glycol (PEG) 

6000, Mau erythrosin lake. 

2. Dang bao ché: Vién nén bao phim. 

3. Chi dinh: 

MECOBALAMIN 500 duoc chi dinh dé didu tri cc bénh ly than kinh ngoai bién. 

Lwu y: Khong nén ding mecobalamin qua | thang néu thuéc khéng mang lai hiéu qua. 

4. Liéu lng va cach ding: 

Liéu wong: 

Liéu dung thong thudng cho ngwoi lon 1a 3 vién méi ngay (1500 meg mecobalamin/ngay) 
chia 

lam 3 1an uéng. 

Tuy nhién, cd thé diéu chinh lidu ding tuy theo tuéi va cdc trigu chimg cla bénh nhan. 

Cach ding: 

Dtng duong udng. 

5, Chéng chi dinh 

Bénh nhan qué man véi bat cit thanh phan nao cia thuéc. 

6. Canh bao va than trong: 

Tranh dung mecobalamin liu cao, kéo dai 6 nhiing bénh nhaén ma céng viée cha ho phai tiép 
xtic 

voi thay ngdn hoac hop chat ctia thir ngan. 

Canh bao vé ta duoc 

MECOBALAMIN 500 chia cac ta duge: 

Lactose: Bénh nh4n c6 cde van dé di truyén hiém gap vé khéng dung nap galactose, thiéu 
lactase 

toan phan hodc kém hap thu glucose-galactose khéng nén ding thudc nay. 

Natri starch glycolat: Thuée chiva ft hon 1 mmol natri (23 mg) trong mdi vién thudéc, nghia 
1a vé 

co ban la “khéng cé natri”. 

Mau erythrosin lake: Co thé gay ra phan ting di tng. 

7, Six dung thuéec cho phy nit ¢é thai va cho con bi: 

1/3



https://trungtamthuoc.com/ 

Khéng co dit liéu vé sit dung thuéc trén phu nf cé thai va cho con bu, chi né
n ding thudc néu loi 

ich vuot troi so véi nguy co. 

8. Anh huéng cia thudc lén kha nang Idi xe, vin hanh may méc: 

Chua c6 bang ching vé anh hudng ctia thuéc lén kha nang 1di xe, van hanh may
 moc. 

9. Twong tac, twong ky cia thude: 

Do khéng cé cac nghién ctu vé tinh tuong ky cla thuéc, khong trén lan thudc 
nay vdi cdc thuéc 

khac. 

10, Tac dung khéng mong muén (ADR): 

Khong cé cuse kiém tra nao duoc tién hanh, chang han nhu khao sat két qua sir 
dung thudc dé 

lam r6 tan suat cdc phan tng khéng mong mudn ctia thuéc. 

Tan suat khong xc dinh 

Tiéu héa Chan &n, budn nén/nén va tiéu chay 

Qua man cam Phat ban 

Liu ys; Néu cac triéu ching nhu vay xay ra, nén ngimng str dung thuéc. 

Théng bdo cho Bac sf nhitng tac dung khong mong muon gdp phai khi st dung th ude. 

11. Qua liéu va cach xi tri: 

Khéng cé dit liéu vé st dung thudéc qua liu, khong ding qua liéu chi dinh cua thudc. 

12. Dac tinh dw¢e luc hoe: 

Nhém duoc 1: Thuéc vitamin nhém B. 

Ma ATC; BO3BA05. 

Mecobalamin 14 mét loai coenzym vitamin B12 in vivo va déng mot vai tro quan tr
ong trong 

phan ung chuyén nhém methyl trong téng hop methionin tir homocystein. Mecobalamin thi
e day 

viéc str dung acid folic dy trit thong qua phan tmg tong hop methionin, déng thei tha
m gia vao 

qua trinh chuyén héa acid nucleic nhu methyl héa t-RNA. Viéc six dung C voi nhitng con chudt 

duoc cho an ché d6 an thiéu vitamin B12 dan dén viéc ting hap thu '4C vao phan lecithin ct
ia hé 

than kinh, Da cé bdo cdo rang ding mecobalamin 6 nhiing con chudét duge cho 4n mot ché d
6 an 

thiéu vitamin B12 va acid folic, thic day qua trinh tong hop acid nucleic trong té bao than
 kinh 

va su hinh thanh bao myelin cua soi than kinh trong nudi cdy m6 than kinh. 

13. Dac tinh duoc dong hge: 

Thv tuong duong sinh hoc 

Vién nén mecobalamin 500 mcg duge ké don dua trén “Huong dan kiém tra tuong duong 
sinh 

hoc dé thay déi ché d6 diéu tri véi cdc ché pham uéng dang ran” (Nghién citu tuong dong 
sinh 

hoc & ngudi di xdc nhan tinh tuong duong). Véi két qua cia phép thir d6 héa tan str dung c
hé 

pham chuan, tinh chat héa tan duge danh gid la tuong duong va thudc nay duge coi 1a tuo
ng 

duwong sinh hgc. 

14. Quy cach déng géi: Hdp 3 vi, 5 vi, 10 vi x 10 vién. 

15, Diéu kién bao quan: Noi khé thoang, tranh anh sang, nhiét d6 dudi 30°C. 
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16. Han ding ciia thuée: 36 thang ké tir ngay san xuat. 

17. Tiéu chuan chat lwong cia thude: Tiéu chuan co sé. 

Tén, dja chi cia co’ sé san xuat thude: 

CONG TY CO PHAN US PHARMA USA 

L6 B1-10, Duong D2, Khu cong nghiép Tay Bac Cu Chi, 4p Bau Tre 2, x4 Tan An Hi, Huyén 

Cu Chi, Thanh phé H6 Chi Minh 

Moi théc mde va thong tin chi tiét, xin lién hé sé dign thogi 028-37908860 

Su 
US PHARMA USA 
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