https:

BOY TE
CUC QUAN LY DUGC
A PHE DUYET
9 05 Zpﬂ

] :""‘ll {‘j{lu:nnnu/uullun ERRRERRRRRARR

Thanh phan: Mai 5mi

Chi dinh - Chong chi dinh -
Cach dung

- Ligu ding va

cac thong khac:

Hop 1 chai x 60 ml siro I .
Thanh phan:

Mai-5ml sir
Vitamin C 100mic
SAVIWEL , i
J Chi dinh - Chéng chi dinh

Cach dung - Liéu ding va cac

san xuat. Khong dung
qua han s dung

Bao quan:

Nai kho

nhiét do dudi 30°C

Tiéu chuan: T

Hép 1 chaix 60 ml siro

SAVIWEL

Pé xa tam tay tré em,
Boc ky huong dan st dung

trudgc khi dung.

SolasX:
Ngay SX:
HD:

GMP-WHO




https: //trungtamthuoc com/

"0

o 3 Qﬁ HUONG DAN SU DUNG THUOC CHO NGUOI BENH
E, B thude: SAVIWEL

l&yeh ¢*a0

02g;
\g%k&%hﬁ g dén st dung trude khi dung”

€ xa] amm tay tré em”

-ej

9!-.

béo ngay cho béac sy hodc dugc si nhitng tic dung khong mong mudn gip phai
khi str dung thude”
3. Thanh phéan, ham lwong: Mdi Sml siro chira:
Vitamin C 100mg
Ta duogc vura du 5ml

(Td dioc gom: Natri citrat, acid citric, dinatri edetat, gom arabic, nipasol, nipagin,
glycerin, sucralose, duong trdng, vanilin, ethanol 96%, tartrazin, nuée tinh khiét).
4. M0 ta sin pham: Chét 1ong sanh, trong, mau vang, mui thom, vi ngot.
5. Quy cach dong géi:
Hop 1 chai x 60ml, kém cdc dong va t& hudng dan st dung thude bén trong hop.
6. Thudc ding cho bénh gi?
Thube dung trong phong va diéu tri bénh do thiéu vitamin C.
7. Nén dung thube nay nhw thé nao va liéu lwgng?
+ Cich ding: Thubc ding dudng udng, ubng trong hoic sau bira an.
+ Liéu lwong:
Bénh thiéu vitamin C (scorbut).
Du phong: 5ml mdi ngdy (ngudi lon va tré em).
Piéu tri: Ngudi 16n: Lidu 5 — 12,5ml/ngay, 1-2 lan/noay, uong trong 2 ngay dén 3 t

Tré em: 5-15ml/ngay chia thanh nhiéu liéu nhd, udng trong nhiéu ngay dén khi
hdi phuc hoan toan.
8. Khi nao khong nén ding thudc nay? _ )
Thiéu hut glucose - 6 - phosphat dehydrogenase (G6PD) (nguy co thiéu méau huye€t tan).
Nguoi cé tién sir soi than, ting oxalat nidu va rdi loan chuyén héa oxalat (ting nguy co
s0i than).
Bi bénh thalassemia (ting nguy co hép thu sét).
9. Tac dung khong mong mubén (ADR):
Tang oxalat - niéu, budn ndn, ndn, ¢ néng, co clng co bung, mét moi, do bing, nhirc dau,
mét ngu, va tinh trang budn ngu da xay ra. Sau khi udng liéu 1g hang ngay hodc 16n hon,
c6 thé xay ra ia chay.
Thuong gdp, ADR > 1/100
Théan: Tang oxalat ni¢u.
It gép, 1/1000 < ADR < 1/100
Mau: Thiéu méu tan mau.
Tim mach: Bung do, suy tim.
Than kinh trung vong: Xiu, chéng mit, nhirc dau, mét moi.
Da day - rudt: Budn non, ndn, ¢ nong, ia chay.
Thaén kinh - co va xwong: Pau canh suon.
- Huwéng dan cdch xir tri ADR: Khong nén ngimg dot ng0t sau khi str dung vitamin C
liéu cao trong thoi gian dai dé phong ngira bénh scorbut hdi tng do ¢6 su cim ang qua
trinh chuyén hoa vitamin C; vi d6 1a mdt ddp tng sinh 1y va 1a hiu qua cia ding lidu cao
vitamin C trudc do.
10.Nén tranh dung nhirng thude hodic thwe phim gl khi dang sir dung thuoc nay?
Dung dong thoi theo ty 1€ trén 200 mg vitamin C v6i 30 mg sdt nguyén to lam ting hap
thu st qua duong da day - rudt; tuy vay, da s6 nguoi bénh déu c6 kha nang hdp thu sit
ubng vao mot cach diy di ma khong phai ding dong thoi vitamin C.
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Vitamin C lleu ca “’ff ¢ pha huy vitamin Biz; cén khuyén ngudi bénh tranh udng
vitamin C lidu cao trong vong mét gi¢ trude hogc sau khi ubng vitamin Bia.

Vi vitamin C 12 mgt chit khir manh, nén anh hudng den nhiéu xét nghwm dua trén phan
ang oxy hoa - khir. Sy c6 mit vitamin C trong nugce tiéu lam ting gia tao lugng glucose
néu dinh luong bing thudc thir dong (1) sulfat va giam gia tao lugng glucose néu dinh
lwgng bing phuong phép glucose oxydase Vi cdc xét nghiém khac, can phai tham khdo
tai liéu chuyén biét vé anh hudng cua vitamin C.

11.Cén lam gi khi mdt 1an quén khong ding thube?

B sung liéu ngay khi nh¢ ra. Tuy nhién, néu thoi glan gidn cach véi liu nep theo qua
ngan thi bd qua lidu da quén va tiép tuc lich dung thudc. Khong dung liéu gap doi dé bu
cho lidu da bi b 13.

12.Can bio quédn thudc nay nhw thé nao?

Gitr thude trong hop kin, ngoai tim véi cia tré em. Béo quan thudc & noi kh, nhiét do
dudi 30°C.

13. Nhirng ddu hiéu va triéu chirng khi dung thube qua lidu?

Nhirn g triéu chimg qué liéu gdm soi than, budn ndn, viém da day va ia chay.

14. Cin phai lam gi khi diung thube qua lleu khuyen cdo?

Néu xay ra qué lidu, phai ngung ngay thube, dén giip bac sy hodc trung tAm cép ¢ n
nhat, nén mang theo hop thudc.

Céch xtr tri: Trong trudng hop qué lidu, gy loi tiéu bing truyén dich c6 thé co ta dung
sau khi uéng lidu lon.

15.Nhirng diéu cin thin trong khi ding thude nay?

Dung vitamin C lidu cao kéo dai ¢6 thé dan dén hién twong nhon thude, do d6 khi giam
lidu s& din dén thiéu hut vitamin C. Udng liéu lén vitamin C trong khi mang thai da din
dén bénh scorbut & tré so sinh.

Tang oxalat nidu c6 thé xdy ra sau khi ding lidu cao vitamin C. Vitamin C ¢6 thé gay
acid - héa nude tiéu, ddi khi din dén két tua urat hodc cystin, hodc soi oxalat, hodc thude
trong dudng tiét niéu.

Nguoi bénh thiéu hut glucose - 6 - phosphat dehydrogenase dung liéu cao vitamin C ¢6
thé bi chimg tan mau. Huyét khdi tinh mach sdu ciing da xay ra sau khi ding liéu cao
vitamin C.

- Thoi kp mang thai: Vitamin C di qua nhau thai. Chua c6 cac nghién ctru cd trén stc vat
va trén nguoi mang thai, va néu ding vitamin C theo nhu céu binh thuong hang ngay thi
chua thdy xay ra vin dé gi trén ngudi. Tuy nhién, udng nhirng lugng 16n vitamin C trong
khi mang thai c6 thé lam ting nhu cau vé vitamin C va dan dén bénh scorbut & tré so
sinh.

- Thoi kp cho con bu: Vitamin C phan b trong stta me. Nguoi cho con bu dung vitamin
C theo nhu cau binh thuong, chua thdy c6 van dé gi xay ra d6i véi tré so sinh.

- Tdc dong ciia thudce khi lii xe hodc van hanh mdy mée: Chua c6 bdo céo vé anh
hudng cua thude dén kha ning li xe va van hanh may moc.

16. Khi nao cin tham vin béc sy, dugc si?

Khi thiy ¢6 nhitng téc dung khong mong mudn gap phai khi st dung thudc.

Khi ding thude ma théy triéu chimg cta bénh khong thuyén gidm.

Néu cén thém thong tin xin héi y kién béc s§ hodc duoc si.
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17.Han dung cua thuoc

- Han dung: 24 thang ké tir ngay san Xuét. Khong dwoc dung thube da qua han dung.
* Luu y: Khi thay thudc bi mbc, nhan thudce in s6 16 SX, HD mo.. -hay ¢6 céc biéu hién

nghi ngd khac phai dem thuoc ti hoi lai noi ban hodc noi san xuét theo dia chi trong
03974

; .mgmf a\iu, bleu tu'0'ng ciia nha san xuit:

; Té‘g ,_cfﬁ'ﬁa San xuit : CONG TY CO PHAN DUOC PHAM HA TAY
B ggqlgfgn_;l"oz phd sb 4 - La Khé - Ha Pong - TP. Ha Noi

\ A /04.33522204 FAX: 04.33522203

}"’04 33824685 FAX: 04.33829054

Biéu rup’ng
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HATAPHAR

CONG TY CP DUIC PHAM HA TAY
19. Ngay xem xét sira doi, cip nhat lai ngi dung huwdédng dan sir dung e
NEAY scoesvi hahg «vvinn (111 SRR
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- HUONG DAN SU DUNG THUOC CHO CAN BOY TE
Tén thude: SAVIWEL
fianh.phin: M3i Sml siro chira:
\ Vitamin C 100mg
CO PHAN mTa dugc vira du S5ml
*\ D péiege /g,tjm Natri citrat, acid citric, dinatri edetat, gém arabic, nipasol, nipagin,
"\ B adrin, sudralose, duong tring, vanilin, ethanol 96%, tartrazin, meée tinh khiét).
\ lang bao ché: Siro.
dc¢ tinh dwoe lue hoe, dwge dong hoc:
- Duege lye hoc: Vitamin C can cho sy tao thanh colagen, tu sita mo trong co thé va tham
gia trong mdt sO phidn Ung oxy hdéa - khir. Vitamin C tham gia trong chuyén hoa
phenylalanin, tyrosin, acid folic, norepinephrin, histamin, sit, va mot sd hé thong enzym
chuyén hoa thudc, trong sir dung carbohydrat, trong téng hop lipid va protein, trong chuc
ning mién dich, trong dé khang v6i nhiém khuén, trong gift gin sur toan ven cta mach mau
va trong ho hap té bao.
Thiéu hut vitamin C din den bénh scorbut, trong d6 c6 su sai s6t tdng hop colagen véi
biéu hién l1a khong lanh vét thuong, khiém khuyét vé cdu tao rang, v mao mach gy nhiéu
ddm xuat huyét, ddm bam mau, chay mau dudi da va niém mac (thuong 1a chay méu loi).
Dung vitamin C lam mét hoan toan céc triéu chimg thiéu hut vitamin C.
- Dwoc dong hoc:
Hap thu: Vitamin C dugc hap thu dé dang sau khi udng; tuy vay, hip thu la mot qua&\j{hﬁ/
tich cuc va c6 thé bi han ché sau nhing lidu rat l6n. Trong nghién ctru trén nguoi
thudng, chi c6 50% cta mot liéu udng 1,5 g vitamin C duge hap thu. Hap thu vitamin C &
da day - rudt c6 thé giam & ngudi ia chay hodc ¢ bénh vé da day - rudt.
Nong d¢ vitamin C binh thuong trong huyét trong & khoang 10 - 20 microgam/ml. Dur trit
toan bd vitamin C trong co thé wdc tinh khoang 1,5 g véi khoang 30 - 45 mg duge luan .
chuyén hang ngay. D4u hiéu 1am sang ctia bénh scorbut thuong tré nén rd ring sau 3 - 5
thang thiéu hut vitamin C,
Phén bé: Vitamin C phan bd rong rdi trong cic md co thé. Khoang 25% vitamin C trong =
huyét tuong két hop véi protein. i
Chuye'n hoa, thai trir: Vitamin C oxy - hoa thuin nghich thanh acid dehvdroascorbic \Y (o] S
it vitamin C chuyén hoéa thanh nhiing hop chit khong c6 hoat tinh gbm ascorbic acid - 2 -
sulfat va acid oxalic duge bai tiét trong nudc tiéu. Luong vitamin C vugt qud nhu cdu clia
co thé cling dugc nhanh chéng dao thdi ra nude ticu dudi dang khong bién dbi. Piéu nay
thuong xay ra khi lrgng vitamin C nhép hang ngay vugt qua 200 mg.
5. Quy cich dong goi:
Hop 1 chai x 60ml, kém cbe dong va to huéng dan st dung thude bén trong hop.
6. Chi dinh, liéu ding, cich ding va chong chi dinh
- Chi dinh: Phong va diéu trj bénh do thiéu vitamin C.
- Liéu lwong va cdch ding:
+ Cdch ding: Thubc dung duong ubng, udng trong hoc sau bira an.
+ Liéu lwong:
Bénh thiéu vitamin C (scorbut):
Du phong: Sml mdi ngdy (nguoi 1on va tré em).
Piéu tri: Ngudoi 16n: Liéu 5 — 12,5ml/ngay, 1-2 lan/ngay, uong trong 2 ngay dén 3 tudn.
Tré em: 5-15ml/ngdy chia thanh nhiéu liéu nho, ubng trong nhiéu ngay dén khi
hdi phuc hoan toan.
- C{zéng chi dinh:
Chdng chi dinh ding vitamin C liéu cao cho ngudi bi thiéu hut glucose - 6 - phosphat
dehydrogenase (G6PD) (nguy co thiéu méu huyét tan), ngudi c6 tién st soi than, tdng
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Tong:
imin C liéu cao kéo dai c6 thé din dén hién tugng nhon thude, do d6 khi giam
5&dan dén thiéu hut vitamin C. Ubng liéu 16n vitamin C trong khi mang thai da din
dén bénh scorbut & tré so sinh.

Tang oxalat ni¢u c¢ thé xdy ra sau khi ding lidu cao vitamin C. Vitamin C c6 thé géy acid
- hoa nude tiéu, doi khi dan dén két tia urat hodc cystin, hodc s6i oxalat, hodc thudc trong
duong tiét niéu.

Ngudi bénh thiéu hut glucose - 6 - phosphat dehydrogenase ding lidu cao vitamin C ¢
thé bi ching tan mau. Huyét khéi tinh mach séu cling dd xdy ra sau khi ding liéu cao
vitamin C.

- Thoi ky mang thai: Vitamin C di qua nhau thai. Chua ¢6 cac nghién ciru ca trén stc vit
va trén nguoi mang thai, va néu dung vitamin C theo nhu cdu binh thuong hang ngay thi
chua thay x4y ra van dé gi trén nguoi. Tuy nhién, udng _nhiing lugng 16n vitamin C trong
khi mang thai c6 thé 1am ting nhu cau vé vitamin C va dan dén bénh scorbut & tré so sinh.

- Thoi ky cho con bu: Vitamin C phén bd  trong stra me. Ngudi cho con bt dung vitamin C
theo nhu cdu binh thuong, chwa thdy c6 vén dé gi xay ra ddi voi tré so sinh.

- Tdc dpng ciia thude khi ldi xe hodc van hanh mdy mdc: Chua c6 bao céo vé anh hudng
ctia thude dén kha ning l4i xe va van hanh mdy moc.

8. Twong tic thuoc: '
Dung ddng thoi theo ty 18 trén 200 mg vitamin C v6i 30 mg sdt nguyén td lam ting hi W
sit qua duong da day - rudt; tuy vdy, da sb nguoi bénh déu c6 kha nang hép thu sit ud

vao mot cach ddy di ma khong phai ding dong thoi vitamin C. '

Dung dong thoi vitamin C véi aspirin lam ting bai tiét vitamin C va giam bai tiét aspirin

trong nudc tiéu.

Dung dong thoi vitamin C va fluphenazin dan dén giam ndng do6 fluphenazin huyet tuong. =
Su acid - hoa nude tiéu sau khi ding vitamin C c6 thé lam thay doi su bai tiét cua cic =
thube khéc. ¢\
Vitamin C liéu cao c6 thé phé hity vitamin Bi2; can _khuyén nguoi bénh tranh LIOHU vitamin »
C liéu cao trong vong mot gidr trude hodc sau khi udng vitamin Bia. =7
Vi vitamin C 1a mot chat khir manh, nén anh huéng den nhiéu xét nghiém dua trén phan = <
ung oxy hoa - khir. Sy ¢6 mat vitamin C trong nude tiéu 1am tang gia tao luong glucose

néu dinh lwong bing thude thir déng (II) sulfat va giam gia tao lugng glucose néu dinh

lrong bang phuong phap glucose oxydase Véi cac xét nghiém khdc, can phai tham khio

tai liéu chuyén biét vé anh hudéng cua vitamin C.

9. Téc dung khong mong muén cia thube (ADR):

Tang oxalat - niéu, budn ndn, ndn, ¢ néng, co cimg co bung, mét moi, do bung, nhirc diu,

mét ngt, va tinh trang budn ngl da xay ra. Sau khi ung liéu 1g hang ngay hogc 16n hon, ¢6

thé xay ra ia chay.

Thwong gap, ADR > 1/100

Thén: Tang oxalat niéu.

It géip, 1/1000 < ADR < 1/100

Mau: Thiéu mau tan méu.

Tim mach: Buirng dd, suy tim.

Thén kinh trung wong: Xiu, chéng mit, nhirc ddu, mét moi.

Da day - rudt: Budn nodn, non, o nong, ia chay.

Than kinh - co va xuong: Pau canh suon.

- Huéng dan cdch xit tri ADR: Khong nén ngirng dot ngdt sau khi sir dung vitamin C liu

cao trong thoi gian dai dé phong ngira bénh scorbut hoi rng do ¢6 su cam Ung qua trinh
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écom chh‘y g%_loa vitamin C; vi d6 1a mdt ddp ting sinh ly va 1a hau qua cta dung liéu cao
' CD %1T§m trudce do.

Q}ﬁj lidu va cich xir tri:

( &, urng qud lidu: Nhitng triéu chirmg qué liéu gdm s6i than, budn non, viém da day
vaid chiay.
o xik tri: Gay loi tiéu bing truyén dich c6 thé c6 tac dung sau khi udng liéu lon.
11. Khuyen cdo: Khong cé béo céo.
12. Piéu kién bao quan va han dung:
- Bdo qudn: Noi kho, nhiét do dudi 30°C.
- Han ding: 24 thang ké tir ngdy san xuat. Khﬁng dwoc ding thudc dd quéa han ding.
* Liru y: Khi thdy thube bi mbc, nhan thude in sb 16 SX, HD mo...hay ¢co CW
nghi ngd khac phai dem thudc tGi h01 lai noi ban hodc noi san xuét theo dia chi ttorg don.

i

13. Tén, dia chi cua co s& san xuat:
Tén co' sé sin xuidt: CONG TY CO PHAN DUQC PHAM HA TAY
Dia chi: Té dan phd sé 4 - La Khé - Ha Pong - TP. Ha Noi

DT: 04.33522204 FAX: 04.33522203

DT: 04.33824685 FAX:04.33829054
Hotline: 0433522525
14. Ngay xem xét sira ddi, cip nhét lai ndi dung hwéng din sir dung thude:
Ngay...... thang.......ndm...........
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H@u\d*ung ciia thuoc

g: 24 thang ké tir ngay san Xuét. Khong dugc ding thude da qua han dung.
0 Br “Khi thay thude bi mde, nhan thuée in sé 16 SX, HD mo.. ‘hay ¢6 cic biéu hién
Dugglg,hg }r ac phai dem thudc t6i hoi lai noi ban hodic noi san xuét theo dia chi trong

CH éla chi, bleu tugng cia nha san Xuit:
0S¢ sin xuit : CONG TY CO PHAN DUGC PHAM HA TAY

Pia chi: T6 dan phd s6 4 - La Khé - Ha Pong - TP. Ha Noi
PT: 04.33522204  FAX: 04.33522203
PT: 04.33824685  FAX: 04.33829054
Hotline: 0433522525
Biéu twong:

HATPHS | /
19. Ngay xem xét sira dbi, cap nhit lai ndi dung huéng din sir dung thudc:

Ngay ....... thang . ...voe BB v n\

1UQ.CUC TRUONG
P.TRUONG PHONG

A& Mink Ha wng



