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Rx
MECOBALAMIN 500 MCG

“Thuéc nay chi ding theo don thudc”
“Pé xa tam lay tré em”

.. KA
.\. N ‘-{ﬂ‘-} “Doc Iy huwdng dan st dung trude khi din g”

D U s T?wng bdo cho bdc sy nhitng tac dung khéng mong muén gdp phai khi sir dung thuée”

o) {" T "f T]ianh phin cong thire thube:

Moz vién nén bao duong chira:
Thanh phan hoat chdt: Mecobalamin 500 mcg
Thanh phan té dirge: Cellactose 80, Primojel (DST), Magnesi stearat, Shellac, Puong
tring, Talc, Amindon, Titan dioxyd, Parafin.
2. Dang bao ché:
Vién nén bao duong.
M6 ta dang bao ché: Vién nén bao dudng hinh tron, hai mit 16i, mau tring,
3. Chi djnh
Céc bénh ly than kinh ngoai bién.
Khéng nén str dung qua mot thang trir khi thudc cé hidu qua.
4. Liéu ding, céch dung
Liéu diing:
Liéu thong thudng & nguoi Iém: Udng 1 vién/lan, ngay 3 lan (1500 mcg mecobalamin
mdi ngdy).
Liéu dung c6 thé dugc diéu chinh ty theo dd tudi v tinh trang bénh.
Cich ding: Puong ubng.
5. Chdng chi dinh
Bénh nhan ¢ tién st qua man vGi Mecobalamin hoidc bét ky thanh phan t4 duoc nao cia
thude.
6. Canh bdo va than trong khi ding thudce
Canh bao chung:
Khong nén sir dung thudc qua mot thang néu khong thiy hiéu quéa sau mot thoi gian diéu
tri.
Déi vai xéc thube déng trong vi bim (PTP), can huéng dan bénh nhan ldy vién thubc ra
khéi vi trudc khi sir dung. [Theo bao cdo ghi nhan dugc, néu nudt vi PTP, gor sic cia vi
c6 thé dam thing niém mac thuc quan, giy thing va dan dén nhitng bién ching nghiém
trong nhu viém trung that].
Khéng khuyén céo sir dung Mecobalamin liéu cao, kéo dai cho bénh nhan c6 nghé nghiép
tiép xuic voi thiy ngan hodc hop chat chira thuy ngén.
Canh bao ta duoc:
Thudc ndy c6 chita dudmg tring, bénh nhan bi rdi loan di truyén hiém gip nhu khéng
dung nap fructose, kém hdp thu glucose-galactose hoic thiéu hut enzym sucrase-
isomaltase khong nén dung thudc nay.
Thubc nay cé chira amidon, bénh nhan bj di ung vdi lda mi khong nén ding thude nay.
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7. Sir dung thude cho phu ni¥ 6 thai va cho con bt

Chua cé diy du dit liéu an toan cta vién nén Mecobalamin trén phu nit ¢6 thai. Chi nén
dung thube nay cho phu nit ¢4 thai hogc phu nir nghi ngdr dang c6 thai néu 1oi ich didu tri
du tinh cao hon bét ky nguy co nao co thé Xay ra.

8. Anh huéng ciia thude 1én kha néing 14i xe va van hanh may mée

Chua c¢6 bing chimg vé& anh hudéng ctia thude 1én kha nang lai xe, van hanh miy méc.

9. Twong tdc, tuong Ky ciia thuée

Tirong tac cia thudc:

Chua ghi nhén tuong tac thudc dic hiéu nao.

Tuong ky cua thuéc:

Do khong c6 céc nghién ctru vé tinh trong ky cia thudc, khong tron 1dn thude nay véi
cac thude khéc.

10. Tac dyng khéng mong muén ciia thude:

5% > ADR>0,1 % ADR<0,1 %
Tiéu héa Chén an, bubn nén / ndn va tiéu chay
Quéa man : Phét ban da }{
Luu y: Tan suat xuat hién bao gdm ca nghién ciru sau khi dua thudc ra thi truong. SON
11.Qué lidu va céch xir tri :OF
Khéng c6 dir ligu v& sir dung thube qué liéu, khong ding qua lidu chi dinh cua thuée. Y

Thube giai doc dic hiéu chua duoc biét,

12. Dic tinh dwge lyc hoc

Nhom dwge ly: Vitamin nhém B

Ma ATC: BO3BAOS

“* Mecobalamin li mgt logi coenzym vitamin B12 nji sinh.

Mecobalamin gii vai tro quan trong trong viéc chuyén methyl nhu mot coenzym trong
su tong hop methionine tir homocysteine.

“* Mecobalamin dwge vin chuyén hig¢u qua dén cdc co quan té bao than kinh va ting
cuong tong hop acid nucleic va protein
O chudt cbng, mecobalamin dugc van chuyén dén cac co quan té bao than kinh t6t hon
s0 voi cyanocobalamin. Trong thuc nghiém véi cac té bio c6 ngudn gbc tir ndo va chc
t€ bao than kinh tiy séng, da ghi nhin c6 lién quan trong su téng hop thymidin tir
deoxyridin, ting str dung acid folic bj & dong va ting chuyén héa acid nucleic. Ngoai
ra, mecobalamin con ting cudng tong hop acid nucleic va protein & chudt nhit nhidu
hon so vdi cobamamide.

“* Mecobalamin ting cuwdng sw vian chuyén qua soi truc va tdi sinh S0t truc
Mecobalamin binh thuong héa sy vin chuyén qua sgi truc trong té bao than kinh toa ¢
chudt cong di duoc giy bénh dai théo duong bing streptozotocin. Mecobalamin cho
thiy téc dung (rc ché vé mat bénh hoc thin kinh va dién sinh 1y trén su thoai hoa day
thdn kinh trong céc bénh than kinh gy ra do thuc nhu adriamycin, arylamid va
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vineristin (& chudt ccmg va tho), trong cac md hinh thoai héa soi truc & chudt nhit va
bénh than kinh & chudt cong bi bénh dai thio dudng tu phat.

“* Mecobalamin ting cuong tgo myelin (tong hop phospholipid)
Mecobalamin ting cudng tong hop lecithin 1a thanh phan chinh cua lipid cua bao tuy

song va tdng tao myelin cua cac té bao than kinh trong nudi cdy mé chudt cong t6t hon

50 vO1 cobamamid.

* Mecobalamin phuc héi sw din truyén chim qua synap va phuc hoi giam chit dén

truyén thin kinh tré vé binh thuwong

Mecobalamin phuc hoi sém cam ing c6 thé cé & mang tin cing bing céch lam ting
tinh dé bi kich thich cta soi thin kinh trong té bao than kinh toa da bj de ép ¢ chudt
cong. Ngoai ra, mecobalamin binh thuong héa mure acetylcholin trong mé nio da bi

giam ctia chuét cdng duge cho ché dé an thiéu cholin,

13.Dic tinh dwoe ddng hoc
“* Ding li¢u don

Sau khi cho nhitng ngwdi nam tinh nguyén khoe manh ué’ng mét lidu don 120 pg hoac
1500 pg mecobalamin lic déi, néng d6 vitamin B2 toan phin cao nhét trong huyét
thanh dat dugc cho c4 hai liéu sau 3 gid va phu thudc liéu. Thai gian ban thai, su gia
tang néng d¢ vitamin B> toan phén trong huyét thanh va dién tich dudi dudng cong —
ndng do trong huyét thanh sau 12 gio (AAUC'"?) dugc thé hién trong biéu dd va bang
duoi day. 40 — 90 % lugng vitamin Bi> toan phan tich lity bai tiét trong nuéc tiéu 24
gi¢ sau khi dung da dugc bai xuét trong 8 gitr dau.
Luu ¥: Liéu lugng va cach ding thue nay da dugc phé duyét: Lidu thong thuong déi
vOi ngudi 16n 1a 1500 ug moi ngay chia lam 3 lan. Tuy nhién, lidu ding c6 thé duoc
diéu chinh tiy theo do tudi va tinh trang bénh.

Sw gia ting ndng d¢ Vitamin By, toan phan trong huyét thanh

(pg/mL)

300 |-
900 %

100

=100 Luges

O 1500 pg/ nguoi

a 120 pg/nguoi
(n=28)

Néng dé Viatmin B12 toan phan trong huyét thanh

Trude

6

12

2 32

Thoi gian

48

(Gi0)
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| Liéu T Coix AC i ACumax | AAUCE, ™ Tz

ding (gi0) (pg/mL) | (pg/mL) (%) | (pg*gio/mL) |  (gi0)
120pug | 2,802 | 743+47 | 37+15 | 5,1+2,1 | 168+ 58 | Knongdingké

1,500 pg | 3,6+0,5 | 972+55 | 255+ 51 [36,0+7,9] 2033+510 12,5

*1: Duge tinh theo phuong phéap hinh thang tir su gia ting dugc quan sat & cic tri s6

sau 12 gid, khi so v6i céc tri s6 trude khi ding thude.
*2: Pugc tinh tir trung binh céc céc tri sé sau 24-48 gio.

Trung binh = SE, n =8
“* Diing liéu lip lai

Nong dé vitamin B2 toan phin trong huyét thanh di duoc xac dinh & nhirng nguoi
nam tinh nguyén khoe manh udng liéu mecobalamin 1500 pg/ngay trong 12 tudn lién
tiép. Nong d¢ vitamin By> toan phan trong huyét thanh ciing da dugc x4c dinh & nhém
bénh nhan nay trong 4 tudn ngay sau khi dung liéu cudi cung. Nong do trong huyét
thanh ting 1én trong 4 tudn diu sau khi dung, dat dén mot tri sé cao gép hai lin néng
dd ban dau. Sau do, co sy ting dén dat dén mot n-f‘mg dd cao nhat gép khoang 2,8 lan
tri s6 ban ddu vao tudn thir 12 dung thudc. Nong d6 trong huyét thanh giam sau khi
dung liéu cudi cung (12 tudn), nhung van con gdp khoang 1,8 nong do ban dau sau khi

dung liéu cudi cung 4 tuan.

Néng d6 Viatmin B12 toan phén trong huyét thanh

(%2 Cobalamin
1500 pg/ngay
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(Udng trong 12 tuan)
l,”:,’I/ i
200 / [/
4
.'” "’ '/
r
i
100+ IE/ —x— Methylcobalamin (n=5)
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---a-- Cyancobalamin (n=5)
-—o-- Hydroxocobalamin (n=5)
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14. Quy cich dong goi
Ep vi PVC/AL Hop 5 vi x 10 vién; Hop 10 vi x 10 vién; Hop 1 lo x 100 vién.
15.Piéu kién bao quian, han dung, tiéu chuin chit lwgng cua thude

Bao quan: Noi kho mat, nhiét d§ dudi 30°C, tranh anh sang.

Han diing: 36 thang ké tir ngay san xuét.

Tiéu chuin chiit lwgng: Tiéu chuin co s0.
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16.Tén, dia chi ciia co sé sin xuiit thude
San xudt béi:
p—— 2 - A i , 1 %
- CONGTY CO PHAN DUQC HA TINH
HADIPHAR S6 167 — Dudng Ha Huy Tap — Phuong Nam Ha - Thanh phd
Ha Tinh - Tinh Ha Tinh
DT: 02393 854617 - 02393 858115 Fax: 02393 3856821
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