Hudng dan st dung danh cho nhan vién y t¢

BOMINITY

(Dung dich udng 100 mg vitamin (/10 ml)
Doc kyj huéng dén si dung truéc khi diing
Néu cdn thém théng tin xin héi y kién bdc si, dugc si.

Tén thuéc: BOMINITY

Thanh phan: Méi dng (10 ml) ¢d chifa:

Hoat chdt:Vitamin C......... 100 mg (dudi dang natri ascorbat).

Td dugc: Natri metabisulfit, dinatri edetat, natri benzoat, glycerin, sorbitol,
sucralose, huang tu nhién (04009, phdm vang - Idacol sunset yellow, acid citric
monohydrat, nudc tinh khiét.

Dang bao ché: Dung dich udng.

Quy cach dong goi

10 ml/6ng nha, 5 ng nhua/vi. Hop 4 vi.

Pac tinh dugcluchoc

Vitamin C can cho su tao thanh colagen, tu sta mé trong co thé va tham gia trong
mot s6 phan ting oxy hda - khit. Vitamin C tham gia trong chuyén hoa phenylalanin,
tyrosin, acid folic, nor epinephrin, histamin, sat, va mot s6 hé théng enzym chuyén
héa thudc, trong st dung carbohydrat, trong téng hap lipid va protein, trong chiic
nang mién dich, trong dé khang véi nhiém khudn, trong gii gin sy toan ven clia
mach méu va trong hd hdp té bao.

Thiéu hut vitamin C dan dén bénh scorbut, trong d6 c6 su sai sot tong hap colagen
v6i biéu hién 1 khong lanh vét thuong, khi€m khuyét vé cdu tao réing, vd mao mach
gay nhiéu dom xudt huyét, dm bam mau, chdy méu dudi da va niém mac (thugng
a chdy mdu lgi).

Pac tinh dugc dong hoc

Hap thu: Vitamin C dugc hdp thu dé dang sau khi ung; tuy vy, hap thu 1a mot qua
trinh tich cuc va c6 thé bi han ché sau nhitng liéu rat 6n. Trong nghién ctu trén
ngudi binh thudng, chi c6 50% ctia mot liéu udng 1,5 g vitamin C dugc hap thu.
Hap thu vitamin C & da day - rudt cd th€ gidm & ngudi ia chdy hodc co bénh vé da
day - rudt.

Phén bd: Vitamin C phan bé rong réi trong cdc md co thé. Khoang 25% vitamin C
trong huyét tuang két hgp véi protein.

Théi trlr: Vitamin C oxy - hoa thuan nghich thanh acid dehydroascorbic. Mot it
vitamin C chuyén hoa thanh nhiing hgp chét khdng co hoat tinh gdm ascorbic acid
-2 - sulfat va acid oxalic dugc bai tiét trong nudc tiéu. Lugng vitamin Cvugt qué nhu
cau ctia co thé ciing dugc nhanh chong dao thai ra nudc tiéu dudi dang khang bién
d6i. Diéu nay thutng xay ra khi lugng vitamin C nhap hang ngay vugt qua 200 mg.
Chi dinh

Diéu tri bénh do thiéu vitamin C (scorbut).

Dy phong trong cac trudng hop ¢6 kha néng thiéu hut vitamin C, ddc biét 6 tré em.
Liéu dung va cach ding

Bominity dung theo dugng udng.

Ngudi I6n, nguoi gia va tré em.

Dy phong: 1dng/ lan x 11an/ ngay.

Diéu tri: 16ng/ lan X 3 1an/ ngay.

Chéng chi dinh

Man cam vdi bt ky thanh phan nao ctia thudc.

Chdng chi dinh dung vitamin C liéu cao cho nguoi bi thiéu hut glucose - 6 -
phosphat dehydrogenase (G6PD) (nguy co thi€u mau huyét tan), ngudi ¢d tién st
s6i than, tang oxalat niéu va loan chuyén hoa oxalat (tang nguy co s6i than), bi
bénh thalassemia (tang nguy cc hap thu sat).

Thén trong

Dung vitamin C liéu cao kéo dai ¢6 thé€ dan dén hién tugng nhon thudc, do d6 khi
giam liéu sé dan dén thiéu hut vitamin C. Uong liéu I6n vitamin C trong khi mang
thai da dan dén bénh scorbut & tré so sinh.

Tang oxalat niéu cd thé xay ra sau khi dung liéu cao vitamin C. Vitamin C c6 thé gy
acid - héa nudc tiéu, doi khi dan dén két tda urat hodc cystin, hoac s6i oxalat, hodc
thudc trong dutng tiét niéu.

Ngudi bénh thiéu hut glucose - 6 - phosphat dehydrogenase duing liéu cao vitamin
Cubng cd thé bi ching tan méu. Huyét khéi tinh mach sau ciing da xay ra sau khi
dung liéu cao vitamin C.

Tac dung khéng mong muén (ADR)

Tang oxalat - niéu, budn nén, ndn, ¢ ndng, co cting ca bung, mét mdi, do biing,

nhiic dau, mat ngd, va tinh trang budn ngt da xdy ra. Sau khi udng liéu 1g hang
ngay hodc 16n hon, c6 thé xdy ra fa chay.
Thudng gdp, ADR > 1/100
Than: Tang oxalat niéu.
It gdp, 1/1000 < ADR < 1/100
Méu: Thiéu mau tan mau.
Tim mach: Bing do, suy tim.
Than kinh trung uong: Xiu, chong mdt, nhiic dau, mét moi.
Da day - rut: Budn non, non, g néng, ia chay.
Than kinh - co va xuong: Dau canh sutn.
Hudng dan cach xi tri ADR
Khdng nén ngimg dot ngdt sau khi s& dung vitamin C liéu cao trong thoi gian dai
dé phong ngtia bénh scorbut hi ting do ¢6 su cdm ting qua trinh chuyén héa
vitamin C; vi d6 1a mot dap tng sinh Iy va 1a hdu qué cla dung liéu cao vitamin C
trudc do.

Théng bdo ngay cho bdc i cdc tic dung khéng mong muén

gdp phdi khi diing thuéc

Tuong tac thudc
Duing dong thoi theo ty 1é trén 200 mg vitamin C v6i 30 mg sdt nguyén t6 lam ting
hép thu sat qua dutng da day - rugt.
Dung dong thai vitamin C véi aspirin lam tang bai tiét vitamin C va giam bai tiét
aspirin trong nudc tiéu.
Dung dong thoi vitamin C va fluphenazin dan dén gidm ndng do fluphenazin
huyét tuong. Su acid - hoa nudc tiéu sau khi dung vitamin C c6 thé lam thay doi su
bai tiét ca cac thudc khac.
Vitamin C liéu cao c6 thé pha hiy vitamin B__; can khuyén nguoi bénh tranh uéng
vitamin Cliéu cao trong vong mot gid trudc hodc sau khi uong vitamin B,..
Vivitamin Cla mot chat khit manh, nén anh hudng dén nhiéu xét nghiém dya trén
phén (ing oxy héa - khit. Su 6 mat vitamin C trong nudc tiéu lam tang gia tao
lugng glucose néu dinh lugng bang thudc thit dong (Il) sulfat va giam gia tao
lugng glucose néu dinh lugng bang phuong phap glucose oxydase. VGi cac xét
nghiém khéc, can phéi tham khéo tai liéu chuyén biét vé dnh hudng clia vitamin

(ac thudc chéng acid da day ¢ chia nhom (Vd: Nhdm hydroxyd): Vitamin C c6 thé
lam tdng lugng nhom hdp thu, gay ra tang tac dung phu ctia cac loai thudc nay.
Thudc trénh thai dutng udng va liéu phap thay thé hormone (HRT) - Vitamin C c6
thé gdy ra sutang ndng do estrogen khi diing cling véi cac thudc nay, dac biét néu
co thé dang thi€u vitamin C. Estrogen udng ciing ¢4 thé lam gidm tac dung clia
vitamin C trong co thé.
Qua liéu va xi tri
Nhiing triéu chiing qua liéu gom sdi than, budn ndn, viém da day va ia chdy. Gay
loi ti€u bang truyén dich c6 thé c6 tac dung sau khi udng liéu I6n.
Sir dung thuéc cho phu nit ¢6 thai va cho con bu:
Thoi ky mang thai:
Vitamin C di qua nhau thai. Chua ¢6 cdc nghién ctu cd trén sdc vt va trén ngudi
mang thai, va néu duing vitamin C theo nhu cau binh thugng hang ngay thi chua
thdy xay ra van dé gi trén ngudi. Tuy nhién, udng nhiing lugng Idn vitamin C trong
khi mang thai c6 thé lam tang nhu cau vé vitamin Cva dan dén bénh scorbut  tré
so'sinh.
Thai ky cho con bu:
Vitamin C phan bé trong sita me. Ngu®i cho con bi dung vitamin C theo nhu cau
binh thudng, chua thdy ¢ van dé gi xay ra ddi vdi tré s sinh.
Anh huéng dén kha nang lai xe va van hanh may moc
Thudic c6 thé gay mét méi, @6 bimg, nhiic dau, mat ngu, va tinh trang budn ngt da
Xy ra. Do d6 can than trong khi dung thudc cho nhiing ngui Iai xe va van hanh
mady moc.
Bao quan
Trong bao bi kin, trénh &m, trénh anh sang, nhiét d9 dudi 30°C.
Han dung
24 thang ké tir ngay san xudt. )
DE THUOC TRANH XA TAM TAY TRE EM
Nha san xudt
(Cdng ty ¢6 phan Dugc pham CPC1 Ha Nbi
Cum cdng nghiép Ha Binh Phuang, xa Van Binh, huyén Thuong Tin,
Thanh phé Ha Noi.
Ngay xem xét sita d6i cap nhat lai ndi dung huéng dan st dung thudc:
22/06/2017.

TO THONG TIN CHO BENH NHAN

1.Tén san pham: BOMINITY

Doc ky hudng dan st dung trudc khi diing
DE xa tam tay tré em

Thdng bdo ngay cho bdc si hodc duoc si nhiing tdc dung khdng mong mudn
gdp phdi khi st dung thudc

2. Thanh phan, ham lugng ctia thudc

Mai 6ng 10 ml chifa:

Hoat chdt: Vitamin C.......... 100 mg (duéi dang natri ascorbat).

Td dugc: Natri metabisulfit, dinatri edetat, natri benzoat, glycerin, sorbitol,
sucralose, huang tu nhién C04009, pham vang - Idacol sunset yellow, acid
citric monohydrat, nudc tinh khiét.

3. Mé ta san pham

Dung dich udng.

Dong goi: 10 ml/dng nhya, 5 6ng nhya/vi. Hop 4 vi.

4, Thudc dung cho bénh gi?

Diéu tri bénh do thiéu vitamin C (scorbut).

Du phong trong céc truong hap ¢d kha nang thiéu hut vitamin C, ddc biét
G'tré em.

5. Nén dung thudc nay nhu thé nao va liéu lugng?

Bominity dung theo dudng udng.

Ngudi I6n, ngudi gia va tré em.

Dy phong: 1 6ng/ lan x 11an/ ngay.

Diéu tri: 10ng/ lan x 3 1an/ ngay.

6. Khi nao khdng nén diing thudc nay?

Man cdm vi bét ky thanh phan nao cda thudc.

Chdng chi dinh dung vitamin C liéu cao cho nqguai bi thiéu hut glucose - 6
- phosphat dehydrogenase (G6PD) (nguy ca thiéu méau huyét tan), nquoi
(6 tién sir s6i than, tang oxalat niéu va loan chuyén héa oxalat (ting nquy
€0's6i than), bi bénh thalassemia (tang nguy ¢ hap thu sat).

7.Tac dung khéng mong muén

Tang oxalat - niéu, budn non, ndn, ¢ nong, co cling co bung, mét méi, do
bitng, nhiic dau, mat ngu, va tinh trang budn ngl da xay ra. Sau khi udng
liéu 1g hang ngay hodc I6n hon, c6 thé xdy ra fa chay.

Thutng gdp, ADR > 1/100

Than: Tang oxalat niéu.

It gdp, /1000 < ADR < 1/100

Mau: Thiéu mau tan mau.

Tim mach: Bling d6, suy tim.

Than kinh trung uong: Xiu, chéng mét, nhiic dau, mét moi.

Da day - rugt: Budn ndn, ndn, ¢ ndng, ia chay.

Thén kinh - co va xuong: Dau canh sudn.

Hudng dan cach xi tri ADR

Khong nén ngling ddt ngot sau khi stt dung vitamin Cliéu cao trong thoi
gian dai d& phong ngura bénh scorbut hoi ting do ¢6 sy cdm ting qua trinh
chuyén héa vitamin C; vi d6 1a mot dap tng sinh Iy va la hau qua cda dung
liéu cao vitamin C trudc do.

8. Nén tranh ding nhiing thuéc hoac thuc pham gi khi dang sit
dung thudc nay?

Vitamin C liu cao ¢6 thé pha hiy vitamin B

. ¢an khuyén nqudi bénh

tranh udng vitamin Cliéu cao trong vong mdt gio' truc hodc sau khi udng
vitamin B,
Vivitamin C la mgt chat khir manh, nén anh hugng dén nhiéu xét nghiém
dua trén phan (ing oxy hda - khi. Su ¢6 mat vitamin C trong nudc tiéu lam
tdng gid tao luong glucose néu dinh lugng bang thudc thir dong (11) sulfat
va giam gia tao lugng glucose néu dinh lugng bang phuong phap glucose
oxydase. Vi cac xét nghiém khac, can phai tham khao tai liéu chuyén biét
vé anh hudng cta vitamin C.
(ac thudc chdng acid da day cd chita nhém (Vd: nhdm hydroxyd): Vitamin
C cd thé Iam tang lugng nhom hap thu, gay ra tang téc dung phu clia céc
loai thudc nay.
Thudc tranh thai dudng udng va liéu phap thay thé hormone (HRT) -
Vitamin C c6 thé gy ra su ting nong do estrogen khi diing cling véi cac
thudc nay, dac biét néu co thé dang thi€u vitamin C. Estrogen udng ciing
€6 thé 1am gidm téc dung cla vitamin C trong co thé.
9. Can lam gi khi mét lan quén khéng ding thudc?
Tiép tuc liéu véi cach dung nhu thudng I&.
10. Can bao quan thuéc nay nhu thé nao?
Trong bao bi kin, tranh &m, tranh dnh sang, nhiét do dudi 30°C.
11. Nhitng dau hiéu va triéu chitng khi ding thuéc qua liéu
Nhiing triéu chiing qua liéu gém s6i than, budn non, viém da day va ia
chdy.
12. Can lam gi khi dung thuéc qua liéu khuyén cao?
(an theo ddi ngudi bénh cn than va diéu tri theo cac triéu chiing. Gay lgi
ti€u bang truyén dich c6 thé ¢6 téc dung sau khi udng liéu Ion.
13. Nhiing diéu can than trong khi diing thuéc nay?
Duing vitamin C liéu cao kéo dai c6 th€ dan dén hién tugng nhon thudc, do
dd khi giam liéu sé dan dén thiéu hut vitamin C. Udng liéu l6n vitamin C
trong khi mang thai da dan dén bénh scorbut & tré so sinh.
Tang oxalat niéu c6 thé xay ra sau khi duing liéu cao vitamin C. Vitamin C
€6 thé gay acid - héa nudc tiéu, doi khi dan dén két tda urat hodc cystin,
hodc soi oxalat, hodc thudc trong dudng tiét niéu.
Ngudi bénh thiéu hut glucose - 6 - phosphat dehydrogenase dung liéu cao
vitamin C udng c6 thé bi chiing tan méau. Huyét khéi tinh mach sau ciing
da xay ra sau khi dung liéu cao vitamin C.
14. Khi nao can tham van bac i, dugcsi?
Tham van béc si néu gap phai téc dung khdng mong mudn khi st dung
thudc.
N&u can thém thong tin xin hoi y kién bac s hodc dugc si.
15. Han diing ctia thudc?
24 théng ké tlr ngay san xuat.
16. Tén, dia chi ctia nha san xudt:
(6ng ty cd phan Dugc pham CPC1 Ha Noi
Cum cdng nghiép Ha Binh Phuang, xa Van Binh, huyén Thuong Tin,
Thanh ph6 Ha Noi.
17. Ngay xem xét siia d6i cap nhat lai ndi dung huéng dan sit
dung thuéc: 22/06/2017.
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Kich thuéc: 180 x 250 mm
In den tréng
In 2 mat

Mt 1

Thay déi kich thuéc phu hop véi toa vao may

Mat 2




