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; B Prescription Drug
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8 Mecobalamin
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CAREFULLY READ THE PACKAGE INSERT BEFORE USE.
Ukuran | 185 x 97.5 x 50 mm
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NHAN PHU

Rx Thuéc bdn theo don

KALMECO

Thanh phan: Mbi vién nang chra:
Mecobalamin ......c.ocecvveericeciveernenen. 500 pg
Chi djnh, lidu dung va cich dung, chéng chi dinh va ¢ic thang tin khic:
Dé nghi xem t& hudng dan sir dung trong hop thube
Péng goi: Hop 10 vi x 10 vién nang
Bio quin: Bao quan & nhiét d§ dudi 30°C, tranh anh sang
SbK:
S6 16 SX, NSX, HD: xem “Batch No.”, “Mfg. Date”, “Exp. Date” uén vo |
hop. | e
Xuit xir: Indonesia ;
San xuét béi: PT KALBE FARMA Tbk. |
Kawasan Industri delta Silicon JLM.H. Thamrin Blok A3-1, Lippo Cikarang, |
Bekasi, Indonesia
Nhip khiu béi: .....................

DE XA TAM TAY TRE EM ‘
PQC KY HUONG DAN SU DUNG TRUOC KHI DUNG
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Batch No. and EXP date are printed

KALMECO EIT)

Mecobalamin

ﬂxunz

PT KALEE FARMA ThE.  Raj No DELSE1152480181
Babas - tndonssis

R karne KALMECO EIJT)

Mecobalamin

[] capaule

[] capsule

QM MEDICAL PRESCAIFTION ONLY

KALMECO

Mecobalamin
i
0 zapsute fk KALBE

PT KALBE FARMATBE  Reg Moo DELSE1162480181
Behas| - Indoresia

& «arse KALMECO EINIT™

Mecabalamin
[] cspsute
0N MEDCAL PRESCRIPTION GHLY
KALMECO EITJT™
Mecobalamin P
{) capsuia K KALEE

PT KALBE FARMA Thh  Aey No. DELSE11824B0181
Bahasi - Indonasia

£ arae KALMECO

Mecabalamin
[ capsute
DN MEDICAL PRESCAIPTION ONLY
KALMECO G
Mecobalamin
[ cepsute ‘; KALSE

FT KALEE FARMATUE. Reg No DELS61162480161
Bokani - Indonesis

R carse KALMECO [JIJT2

Mecobalamin
[] capsule

ON MEDICAL PRESCRIPTION QNLY

KALMECO EIT)

Mecobalamin
A
[] capsuie M KALBE

FT KALEE FAAMA Thk.  flag Ha. DKLSGT162480181
Bekas! - indonsesls

" KALMECO :
Py EALEE Meco&mrammm

[ capeue

ON MEDICAL PRESCRIPTION ONLY

KALMECO Uil

Mecobalamin
A
[ capsule /S KALBE

FT KALBE FARMA Thh  Req Mo, BKLSE11624804E1
Bakasi - Indonasla

A kaer KALMECO SJP™
M

ecobalamin
[ capsute
ON MEDICAL PRESCRIPTION ONLY

KALMECO [OJT)

Mecobalamin
A

Ucapsule H KALBE

PT KALBE FARMA Thk  fag No. DKLIS1162498018)
HBakasi - Indgnegle

R xaree KALMECO ST
™M

ecobalamin
I] capéule

ON MEDICAL PRESCRIPTION DMLY

149 mm

KALMECO

Mecobalamin
A
[ capsute & KALBE

PT EALBE FARMA Thi  Feg. No. DKLBS1 1824580101
Bedcani - Indanesla

£ arse KALMECO EIJT

Mecobalamin
ﬂ capsuls
DM MEDIC AL PRESCRIPTION ONUY

KALMECO

Me<obalamin

ﬁ«ALBE

FT KALBE FARMA Thk. feq o DKL#1162480181
Bekas! - Ivdpivesin

& caree KALMECO I

ecobalamin

H rapsula

B CApEulE

0N MEDICAL PRESCRIFTION ONLY

KALMECO m
A

Mecobalamin

{1 capsuie % KALBE

PT KALBE FARMATHR.  Req. Mo DKLO61162480181
Bakazi - Indonesia

R ¢arae KALMECO
Mecobalamin

ﬂ capsule =

ON MEDICAL PRESCRIPTION ONLY

KALMECO T

Mecobalamin
P
0 tapsule M KALBE

PT KALEE FARMA Tbk.  Aeg No. OKL9611624801 1
Bekesi - indoneaia

FINAL ARTWORK & caLse

Foil KALMECO 500 ug axp.

Reg1

Keterangan :

Me;léganllknn kode:
1WFK0481-1

2. Warna dasar

Lebar Foil : 149 mm
Komposisi : MST22/PE20/AL12/EAAZS + Fe khusus (=8 ppm)
PRINTED ON DULL SIDE
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Rx Thuéc bin thee don

KALMECO
(Mecobalamin 500 ug)

THANH PHAN:

M&i vién nang chira:

Hoat chit: MerabalAMER s 500 ug

T4 duoc: Hydroxyprophylcellulose, lactose, natri starch glycollat, colloidal silice n dios .
magnesi stearat.

DPUONG DUNG: Dung thube dudng uéng

DUQC LUC HQC

KALMECO c¢6 chira mecobalamin, mgt chdt ddng dang caa vitamin I35, Mecobalamin tham ¢
vao qua trinh chuyén hoa cia protein va acid nucleic. Mecobalamin 13 chél dong ding duy nhi
ctia Byy ¢6 tham gia vio phan mg methyl hoa trong co thé con nguti. Meeobalamin tao :
kién thudn lgi cho qua trinh methyl héa cua t-RNA, diéu nay rit quan trong trong qua trinh |

hop protein va bién dbi homocystein thanh methionin.

Trong nhimg nghién cru tién 1am sang trén dong vit vai loai chubt cho tha mecobalomil

tac dong 1én hoat dong ctia hé than kinh. Mecobalamin thuc day qud trinh hoi p]nu, dm Vi
nhitng ¢o bi teo nhd viée kich thich ddy thin kinh héng to va né con ¢o tic dung s chil
nhiing té bao than kinh bj tdn throng trong trudng hop viém nio va viem day than kinb o done
vat. Nhimg tac dung nay 14 do mecobalamin lam ting cudng qua trinh 1ong hop protein va acid

b3 b o (_}
nucleic ciia diy than kinh va tao diéu kién thuén lgi cho qua trinh hinh thanh tny song. i
DUQC DONG HQC

1. Diing liéu don:

Khi ding lidu don methyl-cobalamin (mecobalamin) cho ngudi tinh nguy én la nam gioi k
manh voi liéu 120 pg va 1500 pg theo dudmg ubng, ndng do dinh cta vitamin 13,5 trong huyvot
twong déu dat duge sau 3 gid va phu thude vao ndng do. Thoi gian ban thai, ndng dé dinls tone
huyét twong va dAUC (sy khic nhau dién tich dudi dudng cong nang dd - thodi gian) wau khi
uong thubc 12 gi¢ duoe thé hién & bang sau. C6 40-80% tong lugng vitamin Bz c6 tron

tiéu sau khi ubng thubc 24 gid dwoc thai trir trong vong § gior diu.

Liéu Tmax (gi0) | Nong do dinh Néong do | Dién tich dudi | Thoi _I_E-ITI
dung Crmax (pg/mL) | dinh Cy dudmg conz | hin thai <)
(%) nong dd - thoi | (0
afan AUC', ) 4
(pg.gio/ml.y ‘
120 pg | 2,8%0,2 743 £ 47 37+ 15 s1%2.1 | NA
1500 pg | 3,6+0,5 DI2£55 255« 5t 36079 | 12,5

2. Dimng lidu lifp Igi:

Dung liéu 1ap lai methyl cobalamin cho ngm‘)i tinh nguyén 14 nam gid: khm manh voi li; 1 hang
ngay 1500 ug trong 12 tuan lién tlep va tién hanh xac dinh su bién doi ndne 6 vitamin 13-
thoi gian 4 tuéin sau khi uong thuébe heu cubi cung. Nong do thude tong hu\Ll thanh 1ang ki
trong 4 tudn dau udng thuoc dat dén nong do gép khoang 2 1an gid tri ban dau. Sau dé nong do
thube téng tr wr va dat nong do dinh bang khoang 2.8 lan gia tri ban dau sau 12 tuin
thude. Nong dé thubc giam sau khi uongz, lidu cubdi cung (12 tudn) nhung van cao wip k

lin gi4 tri ban déu sau khi ngimg thubc 4 tudn.

CHI PINH o ,
KALMECO duoc chi dinh dé diéu tri cdc bénh thin kinh ngoai bién do thic¢u hut vitamir '}

AWA
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LIEU LUQNG VA CACH DUNG

Nguoi lém: Tong liu la 1500pug mdi ngay, chia 3 1an (mdi 1an 1 vién 500pp)
Liéu ding c6 thé dugc diéu chinh theo tudi ctia bénh nhin va mice dd ning nhe e bhénh

CHONG CHI PINH

Khéng str dung KALMECO cho nhiing bénh nhén c6 tién sir di (mg véi mecobalamin hav b

ky thanh phan nao ctia thube.
Khéng dung KALMECO cho bénh nhan bi u ac tinh.

CANH BAO VA THAN TRONG ,
Trong qua trinh di€u tri, néu bénh nhan khéng dap tng voi thude. nen ngung su di
KALMECO

Thudc nay rat dé bi phan huy sau khi tiép xtc truc tiép véi anh sing, do viy nén st dung ngeay

sau khi mé hop thude

Thoi gian stir dung thudc nén kéo dai trén 1 thang néu cac dap img trén lim sang chua Juge ol

thién thoan toan do thiéu hut vitamin B,.

TUONG TAC THUOC

Su hép thu cta thude c6 thé bj giam di khi ¢6 mit cta acid para-aminosalicylic. colchicin. ¢
biguanid, neomycin, cholestyramin, kali clorid, methyldopa va cimetidin,

Bénh nhan didu tri bing chloramphenicol c6 thé it dap tmg véi KALMI:CO.

Noéng d6 thudc trong huyét thanh ¢6 thé giam di khi ding céc thude tranh thai duong uong. Cuc

tuong tic n F dudng nhu khong gy anh huong trén lam sang.

Cac chét chong chuyén hoa va phan 16m céc khang sinh lam v6 hiéu héa phép thu dinh Tuone

vitamin B12 bang phuong phap vi sinh.

SU DUNG CHO PHU NU CO THAI VA CIIO CON BU

Chua c6 cac nghién ctu day da vé tinh an toan va hiéu qua cta viée s dung thude cho phu no
¢6 thai va dang cho con bu nén chi st dung KALMECO cho phu nit ¢ thai hodc dang cho con

bu khi d4 c4n nhic loi ich cta viéc diéu tri va nguy co ¢6 thé xay ra.

T

ANH HUONG PEN KHA NANG LAI XE VA VAN HANH MAY MOC
Chua c6 bing chimg cho thdy thudc gdy anh huong dén kha nang ldi xc va van hanh miy moc

TAC DUNG KHONG MONG MUON

3 el 3 Y . 5 ., - . . o
Co6 thé gap mot so triéu chiing nhu budn nén, mat cam gidc ngon miéng, them an, tc cha®
mét s6 triéu chimg rdi loan hé tiéu hoa khac. Ciing c6 thé xay ra phat ban ngoai d hoiic (i
Théng bdo cho bdc si biét cdc tic dung khong mong muon gip phai trong qud tvinl
sU DUNG QUA LIEU: Chua c6 béo céo vé st dung thube qua,hrm e, . L

PONG GOI: Hop 10 vi x 10 vién nang cu*ng f ”‘\,
BAO QUAN Béo quan ¢ nhiét d6 dudi 30°C, tranh anh sghg, 4o R
HAN DUNG: 3 nam k& tir ngay san xuat e, &

Luu p: Poc ky hwong din siv dung truwde khi dind,
Néu can thém thong tin, xin tham khdo y kié
Khong sie dung thuoc qud han ghi trén vi

Giit thuéc ngoai tam véi ciia tré em TUQ. C UCT RUO\I(J

PTRUONG PHONG

Nha sin xuét:

PT KALBE FARMA Tbk. /1? ”ﬂ” Huy He ting
Kawasan Industri delta Silicon

JLLM.H. Thamrin Blok A3-1 Lippo Cikarang \

Bekasi- Indonesia
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