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Noi sén xugit: CONG TY €0 PHAN DUDC PHAM QUANG BINH

S8 46, dubmg Hiu Nghj - Phuimg Bdc Ly - Tp. Déng Hdi - Tinh Qudng Binh.
Manufacturer's: QUANG BINH PHARMACEUTICAL J5C

46 Huu Nghi st - Bac Ly ward, Dong Hoi city, Quang Binh Province.
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GMP - WHO
Vién sui Vitamin C 1000 mg

1. Tén thude: Vitamin C 1000 mg.
2. Cic diu hi¢u luu y va khuyén cdo khi ding thube:
Dé xa tam tay tré em.
Doc k§ huéng din st dung truée khi diing.
Néu can thém théng tin xin hoi ¥ kién bac si.
Thoéng béo cho bac s nhitng tic dung khéng mong mubn gip phai khi str dung thudc.
3. Thanh phin cdng thire thude: M3i vién sti chira:
Thanh phdn dugc chat: Acid aSCOIbIC ......vuvvverveeeeeeereeeersereenens 1000 mg
Thanh phén t4 duge (Acid citric khan, Effer Soda, Sucrose, PVP K30, PEG 6000, Natri saccharin, Natri
cyclamat, Natri benzoat, Bt huong cam, Sunset yellow dye) vira di 1 vién.
4. Dang bao ché: Vién nén sii mau cam, canh va thanh vién lanh l3n.
5. Chi dinh: Thudc nay duoc ding & ngudi 16n dé diéu tri tinh trang thiéu hut vitamin C.
6. Cich diing, lidu ding:
* Liéu ding: Chi danh cho ngudi 16n 1 vién mot ngay.
* Cach dung va dudng ding: Ding dudng ubng. Hoa tan vién thude vao nira cde nuéce (khoang 100
ml) va ubng. Sau mdi lan ding thubc phai dy kin nip tuyp.
* Tén s6 va thdi diém ding thube: Do ¢6 tic dung kich thich nhe, khong nén ubng thudc nay vio cubi ngay.
7. Chéng chi dinh:

Thubc ndy khong dugc diing trong céc trudng hop sau:

- Qua man véi vitamin C hoc bat cir thanh phin nao cta thudc.

- Khong dung vitamin C liéu cao cho ngudi bi thiéu hut glucose-6-phosphat dehydrogenase (G6PD) do nguy
co thiu mau huyét tan.

- Khéng diing cho ngudi bj s6i thin (ting nguy co séi thin), ting oxalat niéu va réi loan chuyén héa oxalat
(tdng nguy co soi thén).

- Khong dung trong trudmg hop bj bénh thalassemia (tang nguy co hdp thu sit).

8. Canh bso va than trong khi dung thudc nay:

- Do ¢6 tac dung kich thich nhe, khéng nén ding vitamin C vao cudi ngdy. Viéc diing c4c loai thuc phém khac
nhau thudng cho co thé cdc nhu cau vé vitamin.

- Thubc nay chira 252,8 mg Na trong mét don vi lidu, do d6 nhiing ngudi cé ché do an it mudi (an nhat) can
chuy.

- Dung vitamin C liéu cao kéo dai c6 thé din dén hién twong nhom thube, do dé khi giam lidu s& dan dén thiéu
hut vitamin C.

- Téng oxalat niéu cé thé xay ra sau khi dung liéu cao vitamin C. Vitamin C ¢6 thé gdy acid - héa nudc tiéu,
d6i khi din dén két tha urat hodc cystin hodc soi oxalat hoc thudc trong dudng tiét nidu.

- Ngudi bénh thiéu huyt gl ucose-6-phosphat dehydrogenase (G6PD) néu diing vitamin C lidu cao c6 thé b
ching tan mau. Huyét khéi tinh mach sau cling da xdy ra sau khi ding liéu cao vitamin C.

- Do ¢6 thanh phén t4 dugc sucrose nén thudc nay khéng nén sir dung trong trudng hop bénh nhan bj bénh
galactose huyét bdm sinh, kém hip thu glucose va galactose hoic thiéu enzym lactase.

- Ta duoc mau sunset yellow c6 thé gay ra cac phan tmg di (mg.

9. Sir dung thude cho phu nir mang thai va cho con bi:

- Thoi ky mang thai: Vitamin C di qua rau thai. Chua c6 nghlen ctru trén ngudi mang thai va néu ding vitamin
C theo nhu cAu binh thuong hang ngay thi chua thiy xay ra van d gi trén ngudi. Tuy nhién, uéng nhimg lugng
16n V1tamm C trong khi mang thai cé thé lam ting nhu cdu vé& vitamin C va din dén bénh scorbut & tré so sinh.
Khéng ubng qué 1g/ngay vi thudc c6 thé anh hudng dén thai nhi.

Khi mang thai, chi dugc ding thude nay khi ¢6 ¥ kién clia thay thudc.




Néu ban thdy minh c6 thai trong khi dang diéu trj bang vitamin C, can héi ¥ kién ciia thay thudc va chi c6 thay
thubc méi quyét dinh dugc ban c6 thé tiép tuc diéu tri hay khong.
- Thoi ky cho con bii: Vitamin C phén bd trong stta me. Ngudi cho con bu diing vitamin C theo nhu cdu binh
thudng hang ngay thi chua thiy c6 van dé gi xay ra di vai tré so sinh. Nén tranh dung vitamin C liéu cao khi
cho con bt.
10. Anh hwéng ciia thude 1én kha niing i xe va van hanh may moc: ;
Chua c6 béo cdo vé anh hudng ciia thudc 1én kha ning l4i xe va vin hanh may méc. Tuy nhién, bénh nhan cin S
dugc canh béo ring chéng mit ¢6 thé xay ra néu dung qué 1 g/ngay. 1.0
11. Tuong tic, twong ky ciia thube:
Nham tranh nhiing tuong tac tiém tang cia céc loai thuc khac nhau, ban luén phai bao cho théy thudc hoic
durge s ciia ban néu diing céc thude khac nhau,
- Deferoxamin: Dung ddng thoi lidu cao acid ascorbic v6i deferoxamin 1a chét chelat héa c6 thé 1am tang lugng
sét trong mé 1én dén muc gy doc va din dén suy tim.
- Céc chét acid hodc dang kiém: Ding lidu cao acid ascorbic c6 thé 1am giam bai tiét thubc dang acid trong
nude tiéu va 1am ting bai tiét thuéc dan g kiém trong nudc tiéu.
- Dung ddng thdi theo ti 1¢ trén 200mg vitamin C véi 30mg sét nguyén t6 1am ting hip thu st qua duong da
day- rudt.
- Diing ddng thdi vitamin C véi aspirin 1am ting bai tié vitamin C va giam bai tiét aspirin trong nudc tiéu.
- Ding déng thdi vitamin C va fluphenazin dn dén giam ndng d6 fluphenazin huyét tuong,
- Vitamin C liu cao c6 thé ph4 hiy vitamin Byz. Cén tranh udng vitamin C lidu cao trong vong 1 gid trude
hoéc sau khi uéng vitamin By,
- Vitamin C 13 m6t chit khir manh, nén anh huéng dén nhidu xét nghiém dya trén phéan Gng oxy hoa-khir. Su
¢6 mat vitamin C trong nudc tiéu lam tang gia tao lugng glucose néu dinh lugng bing phuong phéap glucose-
oxydase.
- Vitamin C ¢6 thé lam ting tic dung céc thubc chdng acid da day chira nhém (nhém hydroxyd) va lam giam
tdc dung ctia amphetamin.
- C4c thanh phin estrogen trong thudc tranh thai dudng ubng 1am giam ndng do vitamin C trong céc mo.
12. T4c dung khdng mong mudn ciia thube:
- Ting oxalat niéu, budn nén, nén, o néng, co ciimg co bung, mét méi, nhirc dau, mat ngu, va tinh trang budn
ngit xay ra. Sau khi udng lidu 1g hing ngay hoic 16n hon c6 thé xéy ra tiéu chay.
Thuwong gap, ADR > 1/100
Than va tiét nidu: Tiéu tién khé hodc nude tidu c6 mau do, ting oxalat niéu.
It gap, 1/1000 < ADR < 1/100
Mau: Thiéu mau, tan huyét (v&s hdng cu) & nhimg bénh nhan thiéu hut G6PD.
Tim mach: Bung do, suy tim.
Than kinh trung wong: Xiu, chéng mit, nhirc du, mét moi.
Da day - ruét: Budn ndn, nén, ¢ nong, ti€u chay, dau bung.
Thén kinh - co - xuong: Pau canh suon.
Da va mé duéi da: M& day, phat ban.
13. Qui lidu va cdch xir tri:

* Qud liéu: Tridu chimg qué liu thuc da day-rudt nhu tiéu chay va dly hoi thudng xay ra véi lidu trén
lg/ngay va tu khoi khi ngimg dung thube. Huéng dan tir céc co quan chuyén nghanh hién nay cong nhén, chua
c6 du bang ching khoa hoc d& 1am cén ctr x4c dinh glm han an toan cao nhét hogc lugng t6i da dé SLl' dung an
toan, dugc tinh véi lidu cao 2g/ngay Nhiing ngudi bi réi loan chuyen héa sét (vi dy, bénh nhiém séc t6 sit mo,
thiéu mau nguyén béo sét, thiéu mau thalassemla) hozc bdm chét d& hinh thanh séi than hoiic séi nidu, c6 thé
1am tdng nguy co cc van dé bat lgi nhu qué tai sit va bAm chat d& soi than hoic soi niéu.

* Xk tri: Néu nghi ngd qua lidu acid ascorbic, 14p tirc théng bao cho bac st va nén diu trj tridu chimg.

14. Dic tinh duge luc hoc:
= Nhdm duwgc ly: Vitamin tan trong nuwéc; Ma ATC: A11G A0L.




Acid ascorbic (Vitamin C) la mét vitamin tan trong nudgc thiét yéu cho nguoi, do khong co enzym

gulonolacton oxidase cén thiét cho sy téng hop ciia no. V& miit cdu tréic, acid ascorbic c6 lién quan dén ‘N
glucose, chira 6 nguyén tir carbon va ton tai & 2 dang c6 thé thay ddi 14n nhau: acid L-ascarbic 1a 'dang khtr va \’ )
L-dehydroascorbic 1a dén xudt oxy héa ctia n6. Acid ascorbic thiét yéu cho su san sinh mé lién két, dic biét 1 | % }
chit nén ngi bao va collagen, va tinh toan ven ciia cAu tric md lién két, bao gdm thanh mach mau. Acid

ascorbic tham gia vao sy hydroxyl héa prolin va lysin trong viéc hinh thinh chudi peptid trong qué trinh tbng
hop collagen. Acid ascorbic 14 mdt ddng yéu t6 trong nhidu qué trinh oxy héa khir, tham gia vao viéc ngin
ngra tn thuong té bdo do cée gbe tw do. Acid ascorbic tham gia vio sy chuyén héa phenylalanin, tyrosin, acid
folic, norepinephrin va histamin; sir dung carbohydrat; tdng hop lipid, protein va carnitin; va hydroxyl héa
serotonin. Acid ascorbic thic ddy sy hép thu sét tir rudt bing cach duy tri st & trang thai khir ctia né. Su thiéu
hut acid ascorbic nang (bénh thiéu vitamin C) c6 thé c6 biéu hién 1am sang nhur xuét xuyé: (d5m xuét huyét,
ban xuat huyét, bAm méuy), thiéu méu, sung va dau khép, phi va dau, dic biét 1 & chi dudi, viém loi va tut loi
rang.
15. Dic tinh dwoc dong hoc:
Hip thu: Acid ascorbic duge hép thu d& dang tir dudng tiéu héa qua co ché van chuyén chi dong c6 thé bo
hoa & rudt non.
Phén bé: Acid ascorbic duge phén bd vao t4t ca cac mo cua co thé. Acid ascorbic khoérng gan két véi protein
huyét tLrorng Néng d6 acid ascorbic cao nhét duoc tim thdy trong tuyén thuong than, tuyén yén, ving mac,
bach cau. Nong d6 acid ascorbic trong huyét tuong va nude tzéu khong phai la céc c}n thj dang tin cdy vé du
trit clia co thé, vi chiing phan 4nh sy tiéu thu trong ché d¢ in gin ddy. Ndng do bach cau dugce sur dung @é xac
dinh lm;mg acid ascorbic tiéu thy hang ngay duoc khuyen cdo O luong tiéu thu dat duoc néng do bach ciu trung
tinh gan t6i da v6i luong bai tiét ascorbat trong nudc tiéu tbi thiéu.
Chugé‘n hda: Acid ascorbic dugc véan chuyen qua méng té bao dudi dang ascorbat va acid dehydroascorbic,
chit nay bj khir thanh ascorbat khi di vao t& bio. Co ché vin chuyén dic hiéu lién quan chua dugc hiéu 16 va
dt liéu v& dinh luong céc chit chuyén hoa dic hiéu trong nudre tidu nhu oxalat, acid diketogulonic, ascorbat-2-
sulfat va acid dehydroascorbic con han ché va bi anh hudng bsi sy d& phan hity cta ascorbat va cée yéu t6
khac, nhur tinh trang tiéu thu va bd sung cla tirng ca nhan.
Thai trir: Acid ascorbic dugc bai tiét cht yéu tron g1 nuée tiéu, mot phan dudi dang ascorbat va mot phan duéi
dang cac chit chuyén hoa ascorbat khc nhau bao gdm oxalat, ty 1é tuong ddi ctia nd phu thudc vio liéu dung,
tinh trang bd sung, chirc nang than va cac yéu té khac. Su bai tiét vao nuéc tiéu dai dién cho sur bdo hoa bach
cAu.
16. Quy cich déng géi: Hop 4 vi x 4 vién stii; Hop 10 vi x 4 vién sii; Hop 01 tuyp x 10 vién sti; Hép 01 tuyp x
20 vién sui.
17. Piéu kién bdo quan, han diing va tiéu chuin chit lwgng ciia thube:
* Diéu ki¢n bio quan: D& noi khé réo, tranh 4nh sang, nhiét do khéng qua 30°C.
*Han dung 24 thing ké tir ngdy san xuat. Khéng nén dung thube sau khi mé ndp tuyp 30 ngay.
* Tiéu chudn chit lwong ciia thuée: TCCS.
18. Tén, dia chi ciia co’ s& sdn xuat:
Cong ty CP Duoc pham Quéng Binh
S6 46, Dudng Hiru Nghi - Phudng Bic Iy - TP. Pdng Héi - Tinh Quang Binh.
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