“Keep out of reach of children”
“Read the package insert carefully before use”
Vi trima vach

500 meg
1ml
and

other information: Please read the package insert.

Specification: In-house

ical Joint Stock Company

Vinh Phuc P!
Office: 777 Me Linh road, Khai Quang ward, Vinh Yen city,
Vinh Phuc province, Vietnam

Ak

A

Factory: Mau Thong hamiet, Khai Quang ward, Vinh Yen city,

Vinh Phuc province, Vietnam.

Storage: Store in a dry place, do not store above 30 °C,
in the original package, protect from light.

Excipientsqs

Composition: Each 1 ml ampoule contains
Mecobalemin e sl
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Nhan hop VINCOBAN 500 mcg:
50 tdi nhém x 1 6ng x 1T ml

to1/2
ty 16 8/10
IVINCOBAN 500 mecg/1 ml
Mecobalamin 500 mcg/1 ml
M/Iv
s VINCOBAN 500 mcg/1 ml
L6 SX: x00000x
Nhan in trén 6ng HD: dd/mm/yyyy
ty 18 100%
LSX/Batch No.: xxxxx Tdi nhém

HD/Exp. date : dd/mm/yy ty 186 100%

RX Thusc ké don

g§ition: Each 1 ml ampoule contains:

< Iamin

VINCOBAN 500 meg/1 mi o

Storage: Store in a dry place, do not store above 30 *C, in the original package,

protect from light.

Mecobalamin 500 mcg/1 ml et et

“Read the package insert carefully before use”

Dung dich tiém TB/TTM

Vi triméa vach

Manufacturer: Vinh Phuc Pharmaceutical Joint Stock Company
Office: 777 Me Linh road, Khai Quang ward, Vinh Yen city, Vinh Phuc province,
Vietnam.

Factory. Mau Thong hamiet, Khai Quang ward, Vinh Yen city, Vinh Phuc
P . z . & » . n N "
Mecobalamin dé bj phan hly bdi anh sang. province, Vietnam.

Bng thudc sau khi 18y ra khoi tdi nhém phai duge ding ngay” Hép 50 tui nhém x 18ng x 1 ml
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Nhan hép VINCOBAN 500 mcg:
50 tdi nhémx 1 8ng x 1 ml

ta2/2
ty 16 8/10
jw | x Bug | x woyu In3 05 doH Aebu Bunp opNp leyd Woyu I} 1oyy B Ag| 1LY NeS 29
‘Bues yue 1pg Any ueyd iq gp ulwele
Wll/g1 wan yoip Bung
jlw /62w 000G ulwejeqodai
OOVHJINIA
v uop 24 29NUL oy
Rx Prescription drug
Thanh phan: Mi 8ng 1 ml chira:
Mecobalamin... 500 mcg

VINPHACO Té duocvimdi.... -yl

VINCOBAN 500 mcg/1 ml e

Didu kign bdo quan: Noi khd rédo, khdng qua 30 °C, trong bao bi kin, tréinh anh sédng

Mecobalamin 500 mcg/1 ml e oo
Solution for injection IM/IV SPK/Reg. No.

S4 16 SX/Batch No.:
NSX/MFG. Date:
HD/EXP. Date:

Co & sén xudt: Cong ty ¢4 phian Duge phdm Vinh Phic
S8 777 dubng Mé Linh, P. Khai Quang, TP. Vinh Yén, T. Vinh Phiic

Bia chi sdn xudt Thon Mau Thong, P. Khai Quang, TP. Vinh Yén, T. Vinh Phuc.

“Mecobalamin is easily degraded by light.
The ampoule must be used immediately after opening the aluminum bag” Box of 50 aluminum bags x 1ampoule x 1 ml
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UNG THUOC

i “Mecobalamin dé bi phin hily béi 4nh sdng.
Ong thubc sau khi ldy ra khéi tii nhém phai dwgc dung ngay”
1. Thanh phén céng thirc ciia thude:
Cho mét 6ng 1ml chira:
Thanh phan dugc chdt: MECODRIAMIN.................covvvervuesreessnsisesssssssssssssisessos srsssnssssssennes 500 meg
Thanh phdn td duoc: Manitol, nudc dé pha thude tiem vira dl.........ccceeevrerereernsissirennens 1 ml.
2. Dang bao ché:
Dang bao ché: Dung dich tiém.
M5 ta dang bao ché: Dung dich trong, mau dé, déng trong bng thiy tinh han kin.
pH:S.S —~ 13
3. Quy cich déng goi:

Hop 10 tii nhém x 1 6ng x 1 ml

Hop 50 tii nhém x 1 6ng x 1 ml

4. Chi dinh:

Céc bénh 1y than kinh ngoai bién.

Bénh thiéu mau hdng cau khdng 1 do thiéu vitamin Bi2.
5. Liéu dung - cich dung:

Cach diung:

Tiém bip, tiém tinh mach.

Liéu ding:

Bénh Iy than kinh ngoai bién:

Liéu théng thudng ddi véi nguoi 16n 14 1 éng (mecobalamin 500 meg)/ngay, 3 1an/tudn, tiém

bép hoic tiém tinh mach.

Liéu ding ¢6 thé duge didu chinh tiy thudc vao tudi ciia bénh nhan va triéu chimg cu thé.
Thiéu mdu héng cdu khéng 16 do thiéu vitamin B.

Liéu théng thuong dbi véi nguoi 16n 1a 1 dng (mecobalamin 500 meg)/ngay, 3 1An/tudn, tiém
bip hodc tiém tinh mach. Sau 2 thang diéu tri, liéu nén giam xudng thanh liéu duy tri & mirc

tir 1 - 3 thang tiém nhic lai 1 dng.
6. Chéong chi dinh:
Bénh nhén c6 tin sir qua man véi bt ky thanh phin ndo cta thude.

7. Canh bio va than trong khi dung thude:
Mecobalamin d& bi anh sang phan huy. Sau khi mé dng can phai ding ngay va chu y khong

dé anh sang chiéu truc ti€p vao ong thudc.
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- Néu bénh nhén kéu dau nhiéu hodc thdy mau trdo nguoc vao dng tiém sau khi cdm kim thi

cén rit ra ngay va tiém vao chd khéc.

8. Sir dung thudc cho phu niv ¢6 thai va cho con bi:

Sitr dung thuéc cho phu niv ¢é thai:

Céc nghién ctru trén dong vat khong chi ra nhiing tac dong c6 hai truc tiép hay gian tiép dbi
voi viéc mang thai. Cac nghién ctru 1dm sang da duge thuc hién trén phu nit ¢6 thai va khéng
c¢6 tac dung c6 hai nao duoc bdo cdo. Mecobalamin vai liéu lugng da duoc phé duyét co thé
duoc sir dung trong thoi ky mang thai.

Ste dung thuéc cho phy nit cho con bii:

Céc nghién ctru trén chudt cho lhéy mecobalamin c6 thé duoc bai tiét qua sira cia chudt dang
cho con by, kinh nghiém con ngudi cho dén nay cho thdy ring anh huong ctia mecobalamin
duoc bai tiét qua sira c6 thé 1a rit nho néu lidu str dung cho phu nit cho con b ndm trong lidu
duogc duydét.

9. Anh hwéng cia thude 1én khi niing i xe, vin hanh mday méc:

Chua c6 bang ching v& anh huong cua thude 1én kha ning 1ai xe, van hanh may méc.

10. Twong tic, twong ky ciia thude:

Tuong tic thuic:

Nong dé trong huyét thanh c¢6 thé giam khi ding dong thoi véi thude tranh thai dudng ubng.
Cloramphenicol c6 thé lam giam tac dung clia mecobalamin trong bénh thiéu mau.

Twong ky thuic:

Do khong ¢6 nghién ciru vé tinh twong ky cua thude, khong tron 1an thube nay vai cac thude
khéc.

11. Tac dung khong mong mudn cia thube (ADR):

Trong tong sd 2872 bénh nhan st dung mecobalamin ¢6 13 trudng hop bdo cdo tac dung
khong mong mudn (0,45 %) (két thuc dot kiém tra lai).

Tic dung khong mong muén nghiém trong (tan suit chiwa rd):

Phan tmg séc phan vé nhu giam huyét 4p va khoé tho. Bénh nhén can dugce theo ddi can than.
Khi xdy ra cac triéu chimg trén, ngimg dung thudc ngay 1ap tirc va ¢ bién phép diéu trj thich
hop.

Cic tic dung khéng mong muén khic:

Réi loan da va mé dudi da:

Tén suét dudi 0.1 %: Phat ban. Khi ¢6 triéu chimg trén, ngimg sir dung thudc ngay lép tirc.
Tén suét chua rd: tang tiét md hoi

Réi loan hé than kinh

Tén sudt dudi 0,1 %: Nhire dau
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Réi lo Yoan tha WRuh trang tai ché tiém
BN

Tén doaya g 0 o1 i

Tan §uat chicardHdau/ g;?r clmg tai chd tiém.
Bio ¢§o,tac dung kifong mong muén:

Viéc ba ntagl é khong mong mudn sau khi thude duoc luu hanh 1a quan trong, giup
tiép tuc theo doi loi ich va nguy co khi sir dung thudc. Nhan vién y té cin bao cdo bét ky tac
dung khong mong muén néo cia thude theo hé thdng béo céo Qubc gia.

“Thong bdo ngay cho bdc sy hodc dwge sy

nhitng phan veng cé hai gip phdi khi siv dung thuéc”
12. Qua liéu va cich xir tri:
Chua c6 kinh nghiém vé qué liéu. Thudc giai doc dic hiéu chua duge biét dén.
Nhu trong bat ky truong hop qué liéu nao, nén didu tri theo tricu chimg va ap dung cédc bién
phap hd tro chung.
13. Dic tinh duge lue hoc:
Nhom duge ly: Nhom vitamin B12, thudc tri thiéu mau
Ma ATC: BO3BAO0S
Mecobalamin la mjt logi coenzym vitamin Bz ndi sinh
Mecobalamin gift vai trd quan trong trong viéc chuyén mecthyl nhu mét coenzym cua
methionin synthetase trong qué trinh tng hop methionin tir homocystein.
Mecobalamin dwoc vin chuyén tot dén cic bao quan ciia té bao than kinh va ting cuong
tong hop acid nucleic va protein
Mecobalamin duge van chuyén t5t dén cic bao quan cua té bao thin kinh hon so véi
cyanocobalamin & chudt. Trong céc thi nghiém véi cac t& bao nfo chudt va cic té bao thin
kinh tily séng & chudt, mecobalamin da duoc chimg minh 1a ¢6 lién quan dén qua trinh téng

hop thymidin tr deoxyuridin, tang cuong viée str dung acid folic dang du trit va chuyén hoa
acid nucleic. Ngoai ra, mecobalamin con thic déy téng hop acid nucleic va protein & chudt
nhiéu hon cobamamid.

Mecobalamin thiic diy qud trinh vin chuyén theo truc va tdi tao SOt truc

Mecobalamin binh thudng hdéa qua trinh van chuyén protein xuong truc trong té bao than kinh
toa & chudt dugc gy bénh tiéu duong thue nghiém bing streptozotocin.

Mecobalamin thé hién tac dung trc ché vé mat bénh hoc than kinh va dién sinh Iy déi véi su
thoai héa than kinh trong bénh than kinh do thudc gdy ra (nhu adriamicin, acrylamin va
bincristin) & chudt va tho, thodi héa s¢i truc & chudt va bénh than kinh & chudt méc tiéu
duong khoi phat.

Thiic diy qud trinh tao myelin (tong hop phospholipid)

Mecobalamin thic ddy su tdng hop lecithin, 1a mdt thanh phin ctia vo myelin va lam ting ty
1¢ hinh thanh vo myelin ctia céc soi thin kinh trong md nudi cdy so véi adenosylcoba ¢ chudt.
Mecobalamin khéi phuc qud trinh truyén qua synap bi chiim va giam chit dan truyén thin
kinh

Mecobalamin phuc hdi sém cam tng dién thé tdm cudi bang cach tang kha nang hung phan

clia soi than kinh trong day than kinh toa bi nghién nat & chuét. Ngoai ra, mecobalamin ciing
3
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binh thuong héa mirc do acetylcholin bi gidm trong ndo ¢ nhimng con chudt duoc cho an ché

do thjé
500

A

_ Triic diy sw truéng thanh va phén chia ciia nguyén hong ciu va cdi thién
4 CONG TY \
PR

AN =
tr 'g:kr_l bénh thiéu mau

émh:um: Vi ;.11 12 ¢6 thé gdy ra thidu mau héng cau khong 16. Mecobalamin ting cudng

E)fic trong tuy xuong ciing nhu su truong thanh va phan chia nguyén hdng
z; tang s& lwong hong cau. Piéu tri bing meconalamin cho thdy c6 tic dung
phuc hdi nhanh céc chi s nhu: s6 luong hdng céu, hemoglobin va hematocrit & chudt thiéu
mau do thiéu vitamin By,.
14. Dic tinh duwge dong hoce:
Dimng liéu duy nhit
Khi ding mecobalamin liéu duy nhit 500 meg tiém bép hodc tiém tinh mach cho 12 nam gi6i
truong thanh khoe manh, thoi gian dé dat dugc nong d¢ vitamin B> toan phan cao nht trong
huyét thanh (Tmay) 12 0,9 =+ 0,1 gid sau khi tiém bip va ngay lap tc dén 3 phut sau khi tiém
tinh mach, lugng ting vitamin B12 toan phin téi da trong huyét thanh (ACmax) 12 22,4 £ 1,1
ng/ml sau khi tiém bip va 85,0 + 8,9 ng/ml sau khi tiém tinh mach.
Dién tich dudi dudng cong nong do - thoi gian trong mau (AAUC) do dugc sau 144 gio tiém
12204,1 + 12,9 giong/ml sau khi tiém bip va 358,6 + 34,4 gio.ng/ml sau khi tiém tinh mach.
Ty 1& gén cua thude voi protein huyét tuong gia tang gan nhu tuong tu nhau gitra hai nhom
sau 144 gid st dung thude.
Sau khi sir dung li¢u duy nhat 500 mcg mecobalamin, thoi gian ban thai tiém bép 1a 29 gio,
tiém tinh mach 1a 27,1 gio.
Diing liéu lip lai
Tiém tinh mach mecobalamin lidu 500 meg/ ngay cho 6 nam gidi trudng thanh khée manh
trong 10 ngay lién tuc, nong do vitamin B12 toan phan trong huyét thanh do duoge trude mdi
1&n tiém (ACmin) ting 1én theo ngay tiém. Sau khi tiém 2 ngay, ndng dd vitamin B12 toan phin
trong huyét thanh tang 1én 14 3,3 + 1,8 ng/ml, khoang 1,4 14n so véi ndng do sau 24 giey (3,9 +
1,2 ng/ml). Sau khi tiém 3 ngay, ndng do ting 1én 1a 6,8 + 1,5 ng/ml hay bing 1,7 1in ndng do
sau 24 gio va ndng do nay duoc duy tri trong subt thoi gian dung thude.
15. Diéu kién bio quén, han dung, tiéu chuin chit lwong cua thude:
Diéu ki¢n bio quin: Noi khd réo, khong qué 30°C, trong bao bi kin, tranh anh sang.
Han ditng: 24 thang ké tir ngay san xuét.
Tiéu chuén chit liwong: TCCS
16. Tén, dia chi co sé' sdn xuit:
CONG TY CO PHAN DUGC PHAM VINH PHUC
S6 777 Dudng Mé Linh - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phuc

Dia chi nha mdy: Thon Mau Thong - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phuc
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