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THANH PHAN:

Méi vién nén bao phim tan & rudt chia:
Sulfasalazin.....ccomminnnen 300 mg
T4 duge wvita 0. mbt vién

Chi dinh, cich ding va liéu ding, chéng
chidinh, lvu ¥ vi thdn trong, tde dung
khéng mong mudn, iong tic thude va cic
théng tin khdc: Xin doc trong 16 hudng din
st dung

D& xa ¢im tay wré em.

Khang ding que lidu chi dinh.

Bdo quin & nhiét do dudi 30°C, noi kho rio,

tranh 4nh sing.

CONG TY €O PHAN DUQC PHAM OPV
Lo 27, Buing 6 34,
Khu Cong Nghiép Bién Hoa 11,
TP.Bién Hoa, Tinh Béng Nai, Viét Nam

HOP 10 Vi x 10 VIEN NEN BAO PHIM TAN G RUOT

PRESCRIPTION ONLY

Doc ki hudng din sit dung wrude khi ding.
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BOX OF 10 BLISTERS x 10 ENTERIC FILM COATED TABLETS

Each enteric [ilm coated tabler contains:

Sulfasalazine, s 500 mg

EXCIpIents 5. ONE tablet

Indications, administration and dosage,
contraindications, warnings and precautions,
side effects, interactions and other information:

See the insen

Keep out of reach of children,
Read carefully the enclosed insert before use,

Do not exceed recommended dosage.

Store al temperature below 30°C, in a dry
place, protect from light.

OPV PIIARMACEUTICAL JOINT STOCK CO.
Lot No.27, Street NoJA,
Bien Hoa Il Industrial Zone,
Bien Hoa City, Dong Nai Province, Vietnam
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SIBULIGHT®

Sulfasalazin

Thudc ban theaa u_fp Pt o
DE xa tam tay u& Bl zuny
Doc kj hudng ﬂﬁn&r duanctnfﬂc khi dung

Thdong bao ngay cho' hac sy hodc dugc sy nhiing tac dung khong mong mudn gap phai khi st

dung thudc

PHAN 1. HUGNG DAN SU/ DUNG THUGC CHO NGUOI BENH
1. THANH PHAN, HAM LUQNG CUA THUGC: MGi vién chia;
Hoat chét: Sulfasalazin ................ 500 mg
T4 duge: Tinh bot ngd, tinh bot tién hd hoa, povidon K30, crospovidon, copovidon, silic oxyd dang keo
khan, magnesi stearat, acryl-eze white, quinoline yellow lake.
2. M0 TA SAN PHﬁM: Vién nén bao phim tan & rugt, hinh thudn dai, mau vang nhat, hai mét tron.
3. QUY CACH DONG GOI:
Hop 10 vi x 10 vién nén bao phim tan ¢ rugt.
4. THUOC DUNG CHO BENH GI:
S[bulight® dugc st dung trong diéu tri:
Viém loét dai trang.
Bénh Crohn dang hoat ddng.
Viém khop dang thdp & bénh nhan khong dap Gng tot v6i cdc thudc giam dau va thudc khdng viem
khéng steroid.
5. NEN DUNG THUGC NAY NHU THE NAO VA LIEU LUGNG:
Cdch dung: Dung ubng, nudt nguyén vién thube, khong nghién nat hodc nhai. Nén udng thude véi mot
ly nudc ddy, udng thudc sau bia an hodc trong khi &n dé€ giam thi€u dau da day.
Liéu dong:
Liéu dung sulfasalazin nén dugc diéu chinh theo tiing bénh nhan tily theo sy dung nap va dap ung voi
diéu tri. B&nh nhan c6 bénh than c6 thé dung liéu sulfasalazin thap.
Viém loét dai trang:
Ngudi I6n: Liéu khéi ddu: 1 — 2 vién, 3 — 4 14n/ngay. C4 thé gidm tac dung phu & dudng tiéu héa, khi
bat dau vGi liéu thdp 1 — 2 vién/ngay. Duy tri: 2 — 4 vién/ngay, chia lam 3 — 4 lan.
Tré em tU 6 tudi tré lén: Liéu khoi ddu: 40 — 60mg/kg, chia lam 3 — 4 |dn/ngay. Duy tri: 20 -
30mg/kg, chia lam 4 Ian.
Bénh Crohn dang hoat ddng:
2 — 4 vién/ngay chia lam 3 -4 lan.
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Viém khdp dang thap:
P6i vai ngudi 16n, co thé dung thudc theo bang huéng din sau:

Tuén 1 Tuédn 2 Tudn 3 Tudn 4
Bui sang |, 1 vién | 1 vién 2 vién
e 1 vién — 1 — —
Budi toi 1 vién | 2 Vién 2 vien”
*ligu doi da 6 vién/ngay.

Hién tai khong co khuy&n cdo liéu dung lién quan dén diéu tri sulfasalazin trong viém khép dang thap

G tré em.

Khoang cach liéu dung trong truong hop suy than:

- Do thanh thai creatinin t 10 — 30 mL/phdt: ubng 2 lan/ngay.

- D thanh thai creatinin < 10mL/phdt: udng 1 lan/ngay.

6. KHI NAO KHONG NEN DUNG THUGC NAY:

- Qud mén voi sulfasalazin, sulfonamid hodc véi salicylat.

- R&i loan chuyé&n héa porphyrin cap.

- Suy gan hodc suy thdn ndng.

- Téc rudt hoic tac tiét niéu, tré em dudi 6 tudi.

7. TAC DUNG KHONG MONG MUON:

Thudng gap:

- Toan thin: Dau dau, sbt, chan an.

- M&u: Gidm bach cAu, thi6u mau tan mdu, chiing dai héng cau.

- Tiéu héa: Pau bung, budn nén, dau thuong vi.

- Da: Ngoai ban, noi may day, ngiia, ban do.

- Gan: Tdng nhat thoi transaminase.

- Phan tng khéc: Gidm tinh tring ¢6 hdi phuc.

It gap:

- Toan than: M&t mai.

- Mau: M4t bach cau hat.

- Tam than: Trdm cam.

- Tai: U tai.

Hiém gap:

- Mién dich: B&nh huyét thanh, phii mach.

- M4u: Gidm toan thé huyét cdu, mat bach ciu hat, gidm ti€u cdu, thifu méu nguyén dai hdng cAu.

- Tiéu hoa: Viém tuy.

- Da: Luput ban dd toan than, hoai tli bi€u bi (hdi chiing Lyell), hoi chiing Stevens - Johnson, viém
da troc vay, nhay cam dnh sing.

- Gan: Viém gan.
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- Ho hap: Viém phé nang xo hoa, suy ho hap, ho.

- Co xuong: Dau khép.

- Than kinh: Bénh than kinh ngoai vi, viém méang ndo vd khuan.

- Tiét niéu: Hoi ching than hu, protein niéu, héng cdu niéu, tinh thé niéu.

- Phan (ing khéc: Nhan thic vé mii, vi bi thay déi.

8. NEN TRANH DUNG NHONG THUGC HOAC THUC PHAM Gi KHI DANG SU DUNG THUGC NAY:
- Digoxin.

Acid folic.

Cac thudc chbng déng, cac thude chéng co gidt hodc cac thudc chdng dai thdo dudng.

1

Céc thudc gdy tan mau.

Methotrexat, phenylbutazon, sulfinpyrazon.

9. CAN LAM GI KHI MOT LAN QUEN KHONG DUNG THUGC:

NE&u ban quén dung thudc, dung nd ngay khi ban nhé. NEu thoi gian gén t6i liéu k& tiép, thi hdy bd

qua liéu bi quén va dung liéu ké ti€p theo k& hoach binh thudng. Khéng nén gdp déi liéu dung.

10. CAN BAO QUAN THUGC NAY NHU THE NAD:

0 nhiét do dugi 30°C, ndi khd rdo, tranh 4nh séng.

11. NHONG DAU HIEU VA TRIEU CHUNG KHI DUNG THUGC QUA LIEU:

Budn ngl, chéng mit, biéng in, dau bung, bubn non, ndn, thiéu mau tan huyét, nhidm toan, vang da,

s6t va mat bach cau hat.

12. CAN PHAI LAM GI KHI DUNG THUGC QUA LIEU KHUYEN CAo:

Théng bdo ngay cho bdc sy hodc d&én bénh vién gan nhat.

Nh6é mang theo nhan thudc hodc lugng thudc con lai dé bac sy biét thusc ma ban da ding.

13. NHONG DIEU CAN THAN TRONG KHI DUNG THUGC NAY:

Tham khdo y kién bac sy truée khi dung thudc nay néu:

- Ban c6 thuong tn gan hodc than, thi€u men glucose-6-phosphat dehydrogenase, roi loan t& bao
mau hay suyén do dj ting.

- Ban dang dung céc thudc khédc nhu: thudc chéng déng cumarin hodc dan chat indandion, cac thudc
gay tan mau, cac thudc doc v6i gan, methotrexat.

Bac sy s& kiém tra cong thiic méau todn b, gdm c& cac loai bach cdu, test chiic ning gan va dénh

gid chic ndng than trudc khi ban bat dau diéu tri sulfasalazin va theo ddi dinh ky trong khi diéu tri.

Tré em: An toan va hiéu qua cla sulfasalazin & bénh nhi < 2 tudi bi viém loét dai trang chua dugc xac

dinh.

Thdi ky mang thai: Nén can than trong khi dung cho phu nii ¢6 thai. Tham khao y ki€n bac sy trudc

khi dung thuc nay.

Théi ky cho con bu: Phai cuc ky than trong khi dung thudc ddi voi ba me dang cho con bd. Tham

khao y ki&n bac sy trube khi dung thudc nay.

W/
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Anh huéng cia thuéc doi vdi cong viéc: Thubc nay c6 thé lam cho ban chong mdt. Khong ldi xe, st
dung mdy moc, hodc lam bat cli viec gi doi hoi sy tinh tdo cho dé&n khi ban chdc chan rang ban co
thé thuc hién cac hoat dong nay mot céch an toan.

14. KHI NAO CAN THAM VAN BAC SY, DUGC SY:

Trong trudng hop qud liéu hodc tdc dung khong mong mudn.

Khi dang dung thusc khac hoic mot loai thuc phdm.

N&u can thém thong tin xin hoi y ki€n bac sy hodc dugc sy.

15. HAN DUNG CUA THUOC: 36 thang k& ti ngay san xuit. Khong dung thudc khi qua han diing.



https://trungtamthuoc.com/

PHAN Il. HUGNG DAN SU DUNG THUOC CHO CAN B0 Y TE

1. DUGC LUC HOC:

Nhém duge ly: Thube chdng viém

Ma ATC: AO7ECO1

Sulfasalazin 13 mdt thudc c6 tac dung khédng viém va c6 tac dung diéu hoa mién dich.

Sulfasalazin 12 mot tién chat chua hoat dong, n6 bi bé gay thanh 2 thanh phdn nho vi khudn dudng
rudt: acid 5-aminosalicylic (5ASA) va sulfapyridin ma hoat dong nhu nhiing chat khang viém dé diéu
tri viém dai trang. Hiéu qua cla sulfasalazin 1a do tdc dung tai chd trén rudt, mic du thube con cd vai
trd diéu hoa mién dich hé thong.

2. DUQC BONG HOC:

Hap thu: Sau khi ung, sulfasalazin dugc hdp thu 6 rudt non (Ién dén 30%), sau dé dugc bai tiét qua
mat. Mot phan nho liéu dung duoc bai xudt qua nudc tiéu dudi dang khong chuyén héa. Phan thudc
khdng hé&p thu vao mau duoc bai xudt qua phén. Sulfasalazin tham gia vao chu trinh gan-rudt va bai
xuat trg lai dudng tiéu hoa qua dudng méat. L&n dén 80% sulfasalazin dugc hap thu la dao thdi nguyén
ven qua mat.

Chuyén hda: 70 dé&n 80% liéu dung sulfasalazin dén dai trang. Sulfasalazin bj bé gdy thanh 2 thanh
phdn, dé 1a 5-aminosalicylic acid (5ASA) va sulfapyridin. Sulfapyridin dugc hdp thu hoan toan va
khoang 33% 5ASA dugc hap thu. Sulfapyridin dugc chuyén héa mot phdn & gan va rdi dugc bai xuat
qua nudc tiéu. '

Phan bé va dao thai: Hau hét phan 5-aminosalicylat dugc hinh thanh do hoat dong clia vi khudn trong
rudt dugc bai xust khong déi qua phan. Phan salicylat dugc hdp thu sé& duoc dao thai qua nudc tiéu.

C4 sulfasalazin va 5ASA déu c6 di luc v6i md giau collagen. Chiing tap trung & thanh rut cling nhu &
phdc mac, mang phéi va dich khdp.

Trong khi d6, thinh phén sulfapyridin dugc hdp thu qua dudng rubt dugc phén bd trong nhiéu md va
dich khac nhau trong cd thé. Khoang 2/3 lugng sulfapyridin dugc bai xudt ra nudc tiéu, tiing phan 6
dang cht chuyén hoa acetylat hodc glucuronidat. Phan chia sulfapyridin tuong duong khoang 7% liéu
dung. Sulfapyridin khong dugc phat hién trong huy€t thanh 3 ngay sau khi két thic diéu tri.

Gdn protein: Trén 95% luong sulfasalazin dugc hap thu gan két véi protein huy8t thanh.

3. CHI DINH:

Sibulight® dugc st dung trong diéu tri;

Viém loét dai trang.

Bénh Crohn dang hoat déng.

Viem khép dang thap & bénh nhan khong dap (ng tot véi cac thubc giam dau va thubc khdng viem
khéng steroid.

4. CACH DUNG, LIEU DUNG:

Cdch dung: Dung ubng, nubt nguyén vién thudc, khéng nghién nat hodc nhai. Nén udng thudc véi mot
ly nu6c ddy, udng thudc sau bira an hodc trong khi an d& giam thiu dau da day.
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Liéu dang:

Liéu ding sulfasalazin nén dugc diéu chinh theo tiing bénh nhan tly theo sy dung nap va dap dng voi
diéu tri. Bénh nhan cé bénh than cé thé dung liéu sulfasalazin thap.

Viém loét dai trang:

Nguoi 16n: Liu khdi ddu; 0,5 — 1g, 3 - 4 ldn/ngay. C6 thé gidm tac dung phu & dudng tiéu hoa, khi
b4t ddu voi liéu thdp 0,5 - 1 g/ngay. Duy tri: 1 - 2g/ngay, chia lam 3 — 4 lan.

Tré em tU 6 tudi trdé lén: Liéu khoi diu: 40 — 60mg/kg, chia lam 3 - 4 ldn/ngay. Duy tri: 20 -
30mg/kg, chia lam 4 1an.

Bénh Crohn dang hoat ddng:

1 — 2g/ngay chia lam 3 -4 I4n.

Viém khép dang thap:

D&i v6i ngudi 16n, cd thé dung thudc theo bang huéng dan sau:

Tuan1 | Tuén 2 Tudn 3 Tuédn 4
Budi séng a 1 vién 1 vién 2 vién
b 1 vién = = :
Bubi toi 1 vién 2 vién 2 vién™
*ligu doi da 3g/ngay.

Hién tai khong cd khuyé&n cao liéu dung lién quan dén diéu tri sulfasalazin trong viém khép dang thap

g tré em.

Khoang céch liéu ding trong truﬁﬁg hop suy than:

- DO thanh thai creatinin tii 10 — 30 mL/phat: ubng 2 lan/ngay.

- Do thanh thai creatinin < 10mL/phat: udng 1 Ian/ngay

5. CHONG CHIi BINH:

- Qua min vdi sulfasalazin, sulfonamid hodc vai salicylat.

- R6i loan chuy&n héa porphyrin cap

- Suy gan hodc suy than nang

- Téc rudt hodc tc ti€t niéu, tré em dui 6 tudi.

6. LUU Y VA THAN TRONG:

- Than trong sii dung sulfasalazin cho nhiing bénh nhan thuong t6n gan hodc than, thigu enzym
G6PD, rdi loan t€ bdoc mdu va suyén do dj dng.

- Thén trong khi ding déng thdi véi cac thusc khac: thuSc chdng déng cumarin hodc din chat
indandion, cdc thudc gy tan mau, cac thudc doc véi gan va methotrexat.

- Xét nghiém: Nén thuc hién cbng thic mau toan bd, gbm ca céc loai bach cdu, test chic ning gan
va dénh gia chic nang than trudc khi diéu tri sulfasalazin va theo doi dinh ky trong khi diéu tri.

Tré em: An toan va hidu qua clia sulfasalazin & bénh nhi < 2 tui bi viém loét dai trang chua dugc xéc

dinh

Thoi ky mang thai: Sulfasalazin va sulfapyridin di qua nhau thai. MOt vai nghién clu cho thiy

sulfasalazin c6 thé gdy di dang cho bao thai. Nén cin than trong khi ding cho phu ni c6 thai.

W
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Thoi ky cho con bi: Sulfasalazin bai tiét vao siia me v6i lugng nhd, nong do bang khoang 30 — 60%
trong huyét thanh me. Tuy nhién sulfonamid & liéu thap cling gdy thiéu mau tan mdu ndng & tré so
sinh bi thi€u hut glucose — 6 phosphat dehydrogenase. Do vy phai cuc ky thédn trong khi diing thudc
ddi voi ba me dang cho con hd.

Anh huéng cda thuéc d6i vdi cong viéc: Thubc nay c6 thé lam cho ban chéng mit. Khong lai xe, su

dung mdy moc, hodc lam bat ci viéc gi doi hdi su tinh tdo cho dén khi ban chic chin rdng ban cé

thé thuc hién cac hoat dong nay mét cach an toan. Han ché dé udng co con.

7. TUONG TAC THUOC

- Kha dung sinh hoc clia digoxin bi gidm khi dung dong thoi voi sulfasalazin. Sulfasalazin c ché su
hap thu, ngdn can chuyén hoéa cla acid folic nén c6 thé din dén gidm ndng dd acid folic trong
huy&t thanh. Khi diéu tri v6i sulfasalazin, cdn bd sung acid folic.

- Cac thudc chéng dong, cac thusc chéng co giat hodc cac thudc chong dai thdo duding cd thé bi dy
ra khdi vi tri gan protein va/hodc chuyén hoa clia cdc thudc nay co thé bj tc ché bdi sufonamid dan
dén ting hodc kéo dai tac dung hodc doc tinh. Can phai diéu chinh liéu trong va sau khi diéu tri
bang sulfasalazin.

- Diing ddng thdi véi cc thudc gdy tan mau co thé 1am ting kha ndng gay doc cla thudc.

- Hiéu luc clia methotrexat, phenylbutazon, sulfinpyrazon c6 thé ting Ién khi dung déng thoi véi
sulfonamid vi thusc co thé bi ddy ra khi vi tri lien két véi protein.

8. TAC DUNG KHONG MONG MUGN:

Thudng gdp, ADR > 1/100:

Toan than: Pau dau, sot, chdn &n.

Mau: Gidm bach cAu, thi€u mdu tan mau, ching dai héng cau.
Tiéu héa: Pau bung, budn nén, dau thugng vi.

Da: Ngoai ban, ndi may day, nga, ban do.

Gan: Tang nhat thoi transaminase.

Phan (ing khac: Gidm tinh tring c6 hdi phuc.

It gép, 1/1000 < ADR < 1/100:

- Toan than: Mét moi.

- Méu: M4t bach céu hat.

- Tam thdn: Trdm cam.

- Tai: U tai.

Hiém gdp, ADR < 1/1000:

- Mién dich: Bénh huy&t thanh, phu mach.

- Méu: Giam toan thé huy&t cdu, mat bach cdu hat, giam ti€u cdu, thi€u mau nguyén dai héng céu.
- Tiéu héa: Viém tuy.

b 4
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- Da: Luput ban d6 toan than, hoai t{i bi€u bi (hoi chiing Lyell), hoi ching Stevens - Johnson, viém
da tréc vay, nhay cam dnh sang.

- Gan: Viém gan.

- Ho hdp: Viém phé nang xo hoa, suy hd hdp, ho.

- Co xuong: Pau khop.

- Thén kinh: Bénh than kinh ngoai vi, viém mang ndo vo khuan.

- Tiét niéu; Hoi chdng than hu, protein niéu, héng cdu niéu, tinh thé nigu.

- Phan (ing khéc: Nhan thic vé mui, vi bj thay doi.

9. QUA LIEU VA XU TRI:

Triéu chifng: Bubn ngl, chéng mat, biéng &n, dau bung, budn ndn, nén, thiéu mau tan huyét, nhiém

toan, vang da, sot va mat bach ciu hat.

XU tri Ngling ding thudc ngay khi ¢6 phén (ing qué man cdm xay ra. C6 thé cho dung thusc khéng

histamin hodc corticoid d& han ché di (ing.

Khéng c6 thubc gidi doc dic hiéu. Cac bién phdp duoc dé nghi la riia da day, gdy nén, thubc loi niéu.

Dung leucovorin 5-15 mg/ngay dé gilp mau héi phuc tly xuong.

10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAo:

Khong diing qué liéu chi dinh.

11. TEN, DIA CHi, BIEU TUONG CUA O SG SAN XUAT:

BHE p,
bl b
D

% &
R

PRCURE .Y
Yo

CONG TY CO PHAN DUGC PHAM OPV
L6 27, Dudng sé 3A, Khu Cong Nghiép Bién Hoa Il, TP. Bién Hoa, Tinh Dong Nai.
DT: (061) 3992999 Fax: (061) 3835088

12. NGAY XEM XET SUA BOI, CAP NHAT LAI NGI DUNG HUGNG DAN SU DUNG THUGC:

P. T1 LJL)F\'IG PHONO
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