CONG TY
cé PHAN
DUGC PHAM

ME DI SUN

GMP-WHO

Sulfasalazin: 500 mg

10 blisters x 10 enteric-coated tablet

THANH PHAN: Mivién nén bao tan trong ruét chia:

Tdduoc: Via di 1 vien,
CHIDINH:
-Viém loét daitrang, truc trang chdy mau
) -Bénh(rohnthéhoatd@ng.
RA | - Viem khdp dang thap & ngudi bénh khéng dap (ing véi cac thude giam
DUlY 1B | dau va thudc chéng viem khéng steroid.
T YV yiTrie || MEU DUNG & CACH DUNG, CHONG CHI BINH, TAC DUNG KHONG
LY DUUC | MOMGMUGN VA CACTHONGTIN KHAC:
- . | Xindockytrong tohudng dan srdung thuge.
y Y TVR'T !BAOQUAN:NciRhc‘)thoéng.nhiétd@dudiso’c,(rénhanhséng.
— B - | TIEUCHUAN:TCCS
SPK:

BE XA TAM TAY TRE EM
DOCKY HUGNG DAN SU DUNG TRUGC KHI DUNG
ncpen CONGTY CPDUGC PHAM ME DI SUN

&
56521,Kp. AnLoi,PHoa Lo, Tx.Bén Cat, T.Binh Duong ‘.-}
—— s —— s BT. 0650 3589036 Fax: 0650 3589297 . J

=
=

GMP-WHO

GMP-WH(

Sulfasalazin: 500 mg

Hop 30vix 16 vén nén bao tan trong gt

COMPOSITION: Each enteric-coated tablet contains:
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Sulfasalazin: 500 mg
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03 blisters x 10 enteric-coated tablet

THANH PHAN: M3ivién nén baotan trong rudt chiza:
-Sulfasalazin: 500mg
Tdduoe: Vita di 1 vién.
CHIDINH:
-Viém loét dai trang, tryc trang chdymau
-Bénh Crohnthé hoat déng,
- Viém khép dang thép & nguai bénh khéng dap ting véi cic thudc gidm
dau va thubc chéng viém khéng steroid,
LIEU DUNG & CACH DUNG, CHONG CHI PINH, TAC DUNG KHONG
MOMG MUGN VA CACTHONGTINKHAC:
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Sulfasalazin: 500 mg ‘;-

COMPOSITION: Each enteric-coated tabletcontains:
-Sulfasalazin: . 500mg

Excipients: q.s. 1 tablet.
INDICATIONS:
- Ulcerative colitis, rectal bleeding
-Crohn's disease activity.
- Rheumatoid arthritis in patients who do not respond to analgesics and
nonsteroidal anti-inflammatory drug.
DOSAGE AND USAGE, CONTRAINDICATIONS, SIDE-EFFECTS, AND OTHER
INFORMATIONS:
Pleaseread the instruction enclosed.
STORAGE: Dry place, below 30°C, avoid the sunlight.
SPECIFICATIONS: Manufacturer
VISA:
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Rx: thube nay chi diung theo don thube

DICSEP
(Sulfasalazin 500 mg)
Dé xa tém tay tré em
Doc kj hwéng din sir dung truée khi diing
1. THANH PHAN, HAM LUQNG CUA THUOC
Mai 1 vién nén bao tan trong rudt chira :
Thanh phan hoat chit: Sulfasalazin ............... 500 mg
Thanh phéan td duoc: Lactose hydrat, cellulose vi tinh thé, crosspovidon, povidon K-30,
magnesi stearat, kollicoat MAE 30 DP, Propylen glycol, titan oxid, talc, sit oxid ngam
nudc.
2. DANG BAO CHE
Vién nén bao tan trong rugt
MBS ta: vién nén bao phim hinh tron, mau vang.
3. PAC TINH DUQC LUC HQC
Nhém dwge ly: AO7ECO1
Mi ATC: Thudc chéng viém
Sulfasalazin 13 sulfonamid téng hop bing diazo héa sulfapyridin va ghép ddi mudi diazonj
voi acid salicylic. Sulfasalazin duoc coi 14 mét tién duoc cha“it, do lién két diazo khi vao co
thé bj phéan cit tao thanh sulfapyridin va acid 5 - aminosalicylic (mesalamin). Co ché tac
dung cua thudc c6 thé 13 do nhitng chit chuyén héa cua sulfasalazin dat nong d6 trong rudt
cao hon khi uéng chinh céc chét chuyén héa nay. Hi¢u qua didu trj & rudt c6 thé do tic dung
khang khuan cta sulfapyridin hoic tic dung chdong viém tai ché cua acid 5 - aminosalicylic
khi nhitng chit nay dén dai trang. Ngoai ra, tic dung ciia thuéc c6 thé con do tac dong ciia
sulfasalazin: Lam thay déi kidu cich té'cl}fxc trong hé vi sinh vat dudng rudt, | giém//
Clostridium va E. coli trong phan, \c che tong hop prostaglandin 14 chat giy ia ch ¥ via téc
dong dén van chuyén chit nhdy, lam thay ddi sy bai tiét va hip thu céc dich va céac ¥hfit dién
gidi & dai trang va/hodic trc ché midn djch.
Sulfasalazin gép phin 1am giam céc hoat tinh viém & bénh viém khép dang thap nhung vai
trd cia thude va cac chit chuyén héa trong tac dung ndy con chua dugc biét rd; sulfasalazin -

thiéu nién vi c6 thé gdy ADR nghiém trong,

4. PAC TINH DUQC PONG HOC

Hip thu: Sau khi ubng khoang 10-15% liéu sulfasalazin dugc hip thu dudi dang thude khong
chuyén héa tir rudt non. Mot ti 1 nho sulfasalazin hz‘ip thu duoc bai tiét qua mat vao rudt
(tudn hoan rudt-gan). Phan con lai cta liéu uéng sulfasalazin chuyén nguyén ven véo dai
trang, & day lién két diazo bi vi khudn chi & dai trang phan ct thanh sulfapyridin va
mesalamin. Sulfapyriglin duoc pa“ip thu nhanh ¢ dai trang. Chi mot lwgng nhé mesalamin bi

, ’
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hép thu ¢ dai tring. G nguoi cat dai trang cho thdy 60-90% tong lidu duoc chuyén héa theo
cdch nay, nhung mitc d6 chuyén héa phu thude vao ca hai hé vi khuin chi & rudt va téc dé
chuyén van cua thuéc. Su chuyén héa ¢ dai trang giam & nguoi bj tiéu chay.

Phén bé: Mét lwgng nhé sulfasalazin duogc hap thu gan manh vio protein huyét twong va cudi
cung thai trir khéng chuyén héa vao nuéc tiéu, Thuéc qua nhau thai va tim thiy trong sita
me.

Chuyén héa: Sau khi phén tir sulfasalazin bi bé gy & dai trang, 60-80% sulfapyridin dugc
hip thu va chuyén héa manh & gan nho acetyl héa, hydroxyl héa, va lién hop véi acid
glucuronic.

Thai trir: Ntra doi thai trr trung binh cua sulfasalazin huyét thanh 13 5,7 gid sau 1 lidu don va
7.6 g sau nhiéu lidu. Nira doi sulfapyridin 13 8,4 git sau 1 liéu don va 10,4 gidr sau nhidu
liéu.

5. CHI PINH

Viém loét dai trang, truc trang chay mau



https://vnraé.com/drug

Bénh Crohn thé hoat déng. ,

Viém khop dang thap & ngudi bénh khéng dép Ung véi cac thude giam dau va thude chong
viém khong steroid..

6. LIEU DUNG VA CACH DUNG ,

Nén uéng thuéc sau bita in hodc cung thirc an. Ubng thuée véi 1 cée nuée diy va ubng thém
nhiéu nuéc trong ngay. Téng liéu trong ngay nén chia thanh nhiéu lidu nho,

Tré em

Diéu tri dot ccf,_v viém loét dai trang nang va viea, bénh Corhn hoat d:éng. )

Tré tir 2-12 tuéi: Udng 10-15 mg/kg (toi da 1 g) , 4-6 1in/ ngay, udng déen khi thuyén giam;
néu cin ting t6i da 60 mg/kg/ngay, chia 1am nhiéu lin udng.

Tir 12-18 tudi: Uéng 1-2 g 4 lfin/ngrly, uéng dén khi thuyén giam

Piéu tri duy tri viém loét dai trang nhe, vira va ndng:

Tré tir 2-12 tudi: Ubng 5-7,5 mg/kg (téi da 500 mg) , 4 lan/ ngay

Tr 12-18 tudi: Udng 500 mg, 4 lan/ngay

Diéu tri bénh Crohn thé hoat dong:

1-2g, chia3-4lan.

Viém da khdp dang thip thiéu nién: Bénh khéng dap ing véi cac salicylat hogc NSAID

Tré em >6 tudi: Ubng 30-50 mg/kg/ngay chia 1am 2 1in cho téi téi da 2 g/ngdy. Dé giam
ADR duong tiéu héa, ding vién bao tan trong rudt va liéu ddu tién phai bing 1/4 - 1/3 lidu
duy tri dy kién, sau d6 hing tuin tang cho t&i lidu duy tri sau 1 thang.

Ngudi Ién:

Viém khép dang thip

Bit dau dung 500 mg/ngay trong mot tuan, sau d6 tang 1én 500 mg méi tuin, dén lidu t3i da
2-3 g/ngay, chia lam 2-4 1an uéng tiy theo dung nap thuéc va dép tmg.

Viéem loét dai trang, bénh Corhn

Dot diéu trj cép, udng 1-2 g 4 ]ﬁn/ngély, cho dén khi thuyén giam, két hop cling corticoid néu
cén thiét, tiép theo dung lidu duy tri 500 mg, 4 lin/ngay.

7. CHONG CHi PINH

Trudng hop qua mén véi sulfasalazin, sulfonamid hozic salicylat.

Loan chuyén héa porphyrin.

Suy gan hodc thén; tic rudt hoic tic tiét niéu; tré em dudi 2 tudi (vi thudc c6 thé gé

vang da nhan). . ) . )

8. CANH BAO VA THAN TRONG KHI DUNG THUOC 3
Nguoi bénh cé tién st loan tao méau nhu mét bach céu hat, thiéu méu khong tai tao. E:
Nguoi bénh thiéu hut glucose - 6 phosphat dehydro-genase.
Ngudi bénh di tmg ning.

Phu nit mang thai va cho con b, o
Than trong khi ding dong thoi véi cée thude khac: Thude chong d6ng cumarin hosic ddn chét 1
indandion, céc thudc gdy tan méu, cic thudc déc véi gan va methotrexat, -’
Phai kiém tra cong thirc h(‘“)ng cau, bach ciu va tidu cﬁu, chirc ning gan, than khi bit diu diéu

tri, mdi thang kiém tra mét lan trong 3 thang dau didu tri.

Bénh nhin ¢6 céc di truyén hiém gip vé van dé khéng galactose, thiéu hut Lapp lactase hoic

kém hip thu glucose-galactose khong nén dung thude nay.

9. SUDUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU:

Thoi ky mang thai
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thai. Mot vai nghién ctru cho thdy sulfasalazin c6 thé gdy di dang cho bao thai, nén cin phai than
trong khi ding sulfasalazin cho phu nit mang thai va phai bd sung acid folic (xem thém phin tuong
tac thuéc).

Thdi ky cho con bu

Sulfasalazin bai tiét vao sita me véi Iugng nho, ’nf‘)ng d6 bing khoang 30 - 60% trong huyét thanh me.

Tuy nhién, sulfonamid & liéu thip ciing giy thi€u mau tan mau ndng ¢ tré so sinh bj thiéu hut glucose

- 6 phosphat dehydrogenase. Do viy, phéi cuc ky than trong khi ding thude déi véi ba me dang cho
con bu.

10. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
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MGt vai tic dung phu cé thé xay ra nhu dau dAu, mét méi, c6 thé gdy anh huéng dén kha ning lai xe
va van hinh may méc. Do dé, can than trong khi 14i xe va vén hanh may moc.
11. TUONG TAC, TUONG KY CUA THUOC
Sinh kha dung cua digoxin bi giam khi ding dong thdi véi sulfasalazin. Sulfasalazin \rc ché sy hip
thu, ngén can chuyén héa cua acid folic nén c6 thé dan dén giam nong d6 acid folic trong huyét thanh,
Khi diéu tri véi sulfasalazin, cin bé sung acid folic.
Céc thuée chéng dong, cic thuéc chéng co gidt hodc cdc thudc uc‘n;g chéng dai thao dudng cé thé bj
day ra khoi vi tri gin protein va/hodc chuyén héa cua cac thubc nay co thé bi rc ché bdi cac
sulfonamid dén dén ting hoic kéo dai tic dung hodc ddc tinh. Cin phai didu chinh lidu trong v sau
khi diéu trj bing sulfasalazin.
Dung déng thoi véi cac thude gy tan mau c6 thé [am ting kha nang giy déc cua thudc.
Hiéu luc cia methotrexat, phenylbutazon, sulfinpyrazon cé thé ting lén khi dung déng thoi véi
sulfonamid vi thude 6 thé bj ddy ra khéi vi tri lién két véi protein.
12. TAC DUNG KHONG MONG MUON CUA THUOC

Noi chung, it gip nhiing tic dung khéng mong muén ning gdy ra boi sulfasalazin, nhung
nhitng phan {mg nhe thi xay ra thuong xuyén. Khoang 75% céc phan mg ¢4 hai Xay ra trong vong 3
thang dau diéu tri, dic biét khi lidu dung virot qud 4g/ngay, hodc khi néng dd sulfapyridin trong huyét
thanh cao hon 50 microgam/ml. Nhimg phan ng nhu chén an, budn nén, ndn, roi loan tiéu héa va
dau dau xay ra ¢ 1/3 s6 ngudi bénh va lién quan dén licu sulfapyridin trong huyét thanh.
Thuong gap, ADR >1/100
Toan than: Pau dau, sdt, chan an.
Mau: Giam bach céu, thiéu mau tan méu, chiing dai hf‘)ng clu.
Tiéu hoa: Pau bung, budn nén, dau thugng vi.
Da: Ngoai ban, nbi may day, ngira, ban do.
Gan: Tang nhit thdi transaminase.
Phan tng khéc: Gidm tinh tring c6 héi phuc.
it gdp, 1/1000 < ADR < 1/100
Toan than: Mét moi.
Mau: Mt bach ciu hat.
Tam than: Trim cam.
Tai; U tai.
Hiém gap, ADR <1/1000
Mién dich: Bénh huyét thanh, phit mach.
Maiu: Giam toan thé huyét cau, mat bach céu hat, giam tiéu cau, thiéu mau nguyén dail I,
Tiéu héa: Viém tuy.
Da: Luput ban dé toan thin, hoai tir bidu bi (héi chirng Lyell), hoi chitng Stevens - Johnson, viém da
troc vay, nhay cam 4nh séng.
Gan: Viém gan
H6é hip: Viém phé nang xo héa, suy hé hép, ho.
Co xwong: Pau khép.
Thg?m kinh: Bénh than kinh ngoai vi, viém mang nio vé khuén.
Tiét niéu: Hoi chimg than hu, protein niéu, héng cdu niéu, tinh thé niéu.
Phan tmg khdc: Nhén thirc vé mili, vi bj thay déi.
Nhin xét
Ngudi bénh c6 tién sir luput ban dé toan than, tién sir nhiém déc & gan hodc méu c6 lién quan téi
sulfonamid thudng c6 nguy co cao xay ra cdc tic dung khong mong muén ning khi didu tri lai véi
sulfonamid. Nhitng trwong hop viém mang ndo vé khudn chi thiy théng bao & nhimg ngudi bénh di
c6 bénh khép dang thép.
Hudng dén cach xi tri ADR
Cin ngimg thudc ngay khi cé phan Ung min cim, va cho dung cac thudc khéng histamin hoic
corticoid. .
13. QUA LIEU VA CACH XU TRi
Triéu chimg
Budn ngu, chéng mit, chan 3n, dau bung, budn nén, nén, sét, thiéu mau tan mau.
DPiéu tri
Ngtmg diing thuéc ngay khi ¢6 phan ng qua min cam xdy ra. C6 thé cho dung thuéc khang histamin
hodc corticoid dé han ché dj g,
Khéng c6 thude giai doc dic hiéu.
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Céch xur tri 14 rira da day, gy nén, hogc cho dung thudc ty khi cAn. Kidm héa nude tidu. Thic diy
lgi ni¢u néu chirc ning than binh thuong.

14. CAC DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC

15. QUY CACH PONG GOI: Hép 10 vi x 10 vién; 3 vi x 10 vién.

16. BAO QUAN: Bio quan trong bao bi kin, tranh 4m, tranh 4nh sang, ¢ nhiét d6 dudi 30°C.

17. HAN DUNG: 36 théng ké tir ngay san xut. -
18. TIEU CHUAN CHAT LUQNG: Tiéu chuin co s&

19. TEN, BIA CHI, BIEU TUQNG (NEU CO) CUA CG S& SAN XU
Cong ty ¢6 phén duge phém Me Di Sun

Dia chi: Sé 521, khu ph6 An Loi, phuong Hoa Loi, thi xi Bén Cit, tinh Bi
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