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Composition: Each hard capsule contains: p = g
Mecobalamin. . ............... 500 mcg

___Indication. Dosage & Administration, Contraindication and other information:
e ; Read the package leatlet enclosed.
Y 'l Storage chnditions: Store in a tight container, protected from sunlight and moisture,
PO o n:gilfﬂ_i‘.{)o:. _
CUC QUAN LY I H-lifed 36 months from the manufacturing date.
.- Specificatiion: In-House.

o Tee F U AT
JA M L SBHY Visa No. : NSX/ Mfg. Date:
E LSX/ Batclj No.: HSD/ Exp. Date :
. } O _} j E KEEP OUT OF REACH OF CHILDREN
Lan daus. gt i wdtdiiis READ THE PACKAGE LEAFLET CAREFULLY BEFORE USE

{ I -—R—Pr!strfption Only Box of 10 blisters x 10 capsules

CONPRAMIN Yo

Mecobalamin 500 mcg

21, Yongso 2-gil, Gwanghyewon-myeon,
Jincheon-gun, Chungcheongbuk-do, Republic of Korea

CONPRAMIN Y8

Manufactured by
t: KOREA ARLICO PHARM. CO,, LTD.

Thanh phin: M3i vién nang ctmg co chira:

-
Mecobalamin . ... .............. 500 meg | .

Chi dinh, Liéu lwgng & Cach ding, Chong chi djnh va cac théng tin khac: ‘,
Xem trong t& hudmg dan s dung thude kém theo. !
Diéu kién bio quan: Bao quan ong bao bi kin, tranh anh sang va am, nhiét do RS
duei 30°C. .
Han diing: 36 thang ké tor ngay san xudt. \
Tiéu chudn: TCCS,

Xudt xi: Han Quéc.

DNNK:

DE XA TAM TAY TRE EM .
BOC KY HUGNG DAN SUDUNG TRUGC KHI DUNG

B Thuée bin theo dom Hjp 10 vi x 10 vién nang cimg

B Y380, M100, K20
Y20

CONPRAMIN [oeaumm

Mecobalamin 500 mcg
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KOREA ARLICO PHARM. CO., LTD. N K

21. Yongso 2-gil, Gwanghyewon-myeon, LNV i L EON
Jincheon-gun. Chungeheongbuk-do. Hin Quoc “V vt
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CONPRAMIN Capsule

Mecobalamin 500 mcg

Khuyén cio:

Doc ky hudng dan si dung triede khi diing.

Dé xa tam tay tre em.

Thong bdo ngay cho bdc sy hodc dwoc sy nhitng tdc dung khong mong muon gap phai khi
sit dung thuoe. Néu can thém théng tin xin hoi y kién bdc sV hodc dwoc sy

Thuée nay chi dimg theo don cua bdc sy

Thanh phin — ham hrong ctia thude:

Mdi vién nang clmg co chira:

Hoat chét: Mecobalamin ........ocoovoooeeoeoeoeee) 500 meg

Td duge: Lactose hydrate, colloidal silicon dioxide, magnesium stearate, vo nang cig (mau do).

Dang bao ché: Vién nang cimg.
Quy cach dong goi: Hop 10 vi x 10 vién. N2

Duwoe lue hoc: o~
Nhom tdac dung duoc ly: Thube tac dung trén than kinh

Ma ATC: BO3BAOS
Tac dung duoc ly:

Mecobalamin la mét loai coenzyvm By ndi sinh. .
Mecobalamin giir vai tro quan trong cua mot coenzym methionin synthetase ¢ giai doan chuyén i
methyl hoa trong qua trinh tong hop methionin tir homocystein.

Mecobalamin van chuyén hicu qua vao mo 1¢ hao than kinh v lam tang tong hop acid nucleic va
profein.

Mecobalamin van chuyén hiéu qua vao mé té bao than kinh hon cyanocobalamin & chudt. Cac
thir nghiém da chimg minh rang té bao ndo va té bao thin kinh tuy sdng cua chudt cé tham gia
vao viéc tong hop thymidin tir deoxyuridin, tang st dung acid folic tich liiy va chuyén héa acid
nucleic. Mat khac. mecobalamin ciing thiic ddy tong hop acid nucleic va protein hiéu qua hon
han cyanocobalamin trén chudt.

Mecobalamin cai thién dan truyén xung déng than kinh va tdi sinh cua soi truc than kinh

Trén mé hinh tha nghiém chudt bi dai thao duong gdy ra do streptozotocin, mecobalamin lam
phuc hdi dan truyén xung dong than kinh & mé té bao than kinh toa. Mecobalamin cho thay tac
dung tic ché bénh 1y than kinh va sinh ly dién khi mé té bao than kinh bi thai hoa trong céc bénh
ly thén kinh do thude gdy ra nhu adriamycin. acrylamid. va vineristin (¢ chudt va tho). trong cac
mo hinh thai hoa soi truc than kinh o chudt nhit va bénh ly than kinh o chudt co bénh dai thao
duomg tu phat.

Mecabalamin thuc dday swe myelin héa (tong hop phospolipid)

Mecobalamin thie day tong hop lecithin. thanh phan chinh cua lipid bao myelin hanh tuy. va lam
tang su myelin hoa cace neuron khi nudi cdy mo chudt hicu qua hon han cobamamid.
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Mecobalamin lam phuc hoi qud trinh dan truyén xi ndp bi tri tré va tinh trang suy giam cdc chat
trung gian than kinh

Mecobalamin lam phuc héi sém trang thai dién thé hoat dong & dau tan cung bang cach tang tinh
kich thich cta soi truc cua mé té bao théan kinh toa bi gidp nat cua chugt. Hon nita, mecobalamin
lam phuc héi tinh trang giam acetylcholin tai m6 nao cua chudt duoc nudi béng ché do dinh
dudng thiéu cholin.

Hiéu qua lam sang:

Mot nghi€n ctru 1am sang mu doi thu nghiém trén bénh nhan méc bénh ly than kinh ngoai bién &
hai muce liéu udng 1500 mcg va 120 meg (nhom dung liéu thép) chia lam 3 lan/ngay trong 4 tuin
lién tiép. O gial doan man tinh va giai doan thiét lap cua bénh ly than kinh ngoai bién, ty 1& cai
thién bénh dbi voi bénh nhan cai thién trung binh dén dang ké 1a 17.6% (6/34) o nhém 1500 meg
va 9,7% (3/31) 6 nhom 120 mcg. I'y 1€ cai thién d6i vai bénh nhan c6 cai thién dén cai thién
déng ké 12 64,7% (22/34) & nhom 1500 meg va 41.9% (13/31) ¢ nhom 120 meg. Liéu dung 1500
meg/ngay vi vdy duge ching to ¢o hiéu qua.

Mot nghién ciru lam sang mu doi co déi chimg vai gia duoc thu nghi¢ém trén bénh nhan méc
bénh ly than kinh ngoai bicn voi mic liéu 1500 meg/ngay trong 4 tuén lien tiép. Ty I bénh nhan
cai thién trung binh dén dang ké khi diéu tri bénh Iy than kinh ngoai bién la 38.6% (17/44) bang
cobalamin, 22.2% (10/45) héng cobamamid va 26.7% (12/45) béng gia dugc. Vi vay,
mecobalamin duoc chiing 1o ¢6 hiéu qua.

Duge dong hoc: 4
Dimg liéu duy nhdt:

Sau khi thir nghiém licu uong duy nhat mecobalamin 120 meg va 1500 meg* & dbi tchmg nam
101 truong thanh lun, doi, nobng do vitamin By toan phéan trong huyét thanh dat dinh sau 3 gio ¢
ca hai murc liéu, va n()ng do nay phu thIOC liéu. Thoi gian ban thai, bién doi nong do vitamin B,
toan phan trong huyet thanh va AAUC}? trong 12 gi¢r sau khi udng duge mo ta trong hinh va
bang sau. 40% dén 90% liéu vitamin B|2 tich 1ty dao thai qua nudc tiéu 24 gio sau khi LlOﬂg
dugc dao thai trong vong 8 gior dau tién.

* Liéu duy nhat 1500 meg chua duge phép ap dung.

’::3 (pe/ mL)
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Lléll dl:ll'lg Fsii (glO') Cmax ﬁcmax ’ﬁclmlx AAU C(l)z wt TIa’.2 4t
' (pg/mL) | (pg/mL) (%) (pg.gio/mL) (g10)
120 mcg 2.8+0.2 743x47 3T7ELS 5,1:£2.1 16858 Khong do duoc
1500 meg 3,6+0,5 072455 255351 36,0+7.9 2033£510 12,5
Mean+S.F., n=8

*] Tinh toan bang phuong phap hinh thang tir bién d6i ghi nhan duoc tir cac gia tri tai thoi diém
12 gio, so voi gia tri trude khi udng thude.
*2 Tinh toan dua trén trung binh cua céc gia tri trong khoang 24-48 gid.

Ding liéu lap lai:

Thu nghlem lieu uong hang ngay mecobalamm 1500 mcg ¢ doi tuong nam giGi truong thanh
trong 12 tuan lién tlep va bién dm cua nong do Bz toan phan trong huyét thanh dugc danh gia
cho dén 4 tuan sau lidu ding cudi cung. Néng do Bi2 huyét thanh téng trong subt 4 tudn dau tién
sau dung thude, dat den khoang 2 lan gia tri ban dau. Sau dé. nong do Bz huyet thanh tang dan
va dat dinh voi gia tr eap khoang 2,8 lan ban dau tai thoi diém 12 tudn dung thude. Nong d6 By,
huyét thanh giam sau liéu ding cudi ciing (thoi diém 12 tuan), nhung van gép khoang 1.8 lan gia
tri ban dau 4 tuan sau do.
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Chi dinh:
Bénh ly than kinh ngoai bién

Liéu lugng va cach dung:
Licu ding thong thudmg doi vai ngudoi Ion la 1 vién x 3 ldn/ngay (1500 meg mecobalamin). Co

thé dicu chinh li¢u dung theo tudi tae cua bénh nhan va mac do trdm trong cua cac tri¢u chimg.

—
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Chong chi dinh:
Man cam véi mecobalamin hodc véi bat cir thanh phan nao cua thude.

Thin trong:
+ Than trong khi dung thudc:

Khong nén dung thudc trong thoi gian qua lau néu khong thdy dap Ung sau thoi gian diéu tri.
Khong khuyén céo su dung kéo dai mecobalamin o bénh nhéan thuong xuyén phoi nhiém voi
thity ngan hodc cac hop chét ¢6 chua thuy ngan.

Mecobalamin bi phan huy boi anh sang. Vi vay nén bao quan thudc ding hudng din va udng
thude ngay sau khi 1y ra khoi vi.

San pham nay c6 chira lactose. Bénh nhan ¢6 vén dé di truyén hiém gap nhu khéng dung nap
galactose, thiéu hut Lapp lactase hodc kém hép thu glucose-galactose khong nén ding thude nay.
+ Cac khuyén cdo ding thude cho phu nii ¢é thai va cho con bu:

Khoéng khuyén cdo dung thude cho phu nit ¢6 thai va cho con bi.

+ Anh huong cua thudc doi véi cong viée (nguoi van hanh may moc. dang lai tau xe va cac
truong hop khac):

Chua ghi nhan dugc bao cao phan Gng bat lgi hodc chua cé nghién cu nao vé anh hudng cua
thude 1én kha nang van hanh may moc, lai tau xe. ngudi lam viée trén cao va cac truong hop
kkhac,

e
Tuwong tic ciia thube:

Sur hép thu vitamin By, tir dudng tiéu hoa co thé giam do neomycin, acid aminosalicylic, céc
thude doi khang thu thé histamin Ha. omeprazol, va colchicin. Néng dé vitamin By, trong huyét
thanh ¢6 thé gidm do sir dung cdc thude tranh thai dudong udng. Pa s cac twong tac nay khong
c6 ¥ nghia 14m sang nhung can duoc xem xét khi tién hanh dinh lugng vitamin B, trong mau.

Tac dung khong mong mubn:
Tac dung khong mong mudn duoc ghi nhan & 146 trong s6 15180 bénh nhan (0.96%) (khi két
thiic nghién ciru vé tan sudt tic dung khong mong mudn).

5%> >0,1% ' <0,1%

¢ ticu hoa Chan an. buon nén/ndn va ticu chay

Phan tng qua man* Phat ban

* Trong truong hop co nhiing tricu chimg nay. can phai ngung dung thudc.

Qua licu va eich xar tri:
Mecobalamin rat dé duoc dung nap. Hau nhu khong can xa tri trong truomg hop qua liu.

biéu kién bao quan: Bao quan trong bao bi kin. tranh anh sing va am. nhi¢t do dugi 30°C.
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Han dung: 36 thang ké tir ngay san xuat. 5
-

Tiéu chuin: TCCS.

Nha san xuat: KOREA ARLICO PHARM CO., LTD.
21, Yongso 2-gil, Gwanghyewon-myeon, Jincheon-gun, Chungcheongbuk-do — Han Qudc.

SDK:

Ngay xem xét sira dbi, cip nhat lai ndi dung hwéng din sir dung thude: |
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Pham Thi Vim H anh
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