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CHI BINH, CACH DUNG, CHONG CHI DINH
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Mat 2

B( Prescription only

AKD
MEKOPHAR BP

SAL so00

Mesalamine 500mg

Box of 10 blisters x 10 enteric-coated tablets
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DE XA TAM TAY TRE EM.
BOC KY HUONG DAN SU DUNG TRUGC KHI DUNG.

Tiéu chuan chat Iuong: TCCS.
Bao quan: ndi kho rdo, trénh dnh sdng,

nhiét @8 khéng qua 30°C.
Cad s¢ phan ph&,fg.lmibtmr:
@ CTCP HOA-DUGT PHAM MEKOPHAR
Chemical P sc

297/5 Ly Thuting Kiét, P. 15, Q. 11, TP. HCM, Viét Nam.

Cd sdf san xudt/Manufacturer:

CONG TY TNHH MEKOPHAR/Mekophar Company Limited

4, ). 8] L6 I-8-5, Buting D2, Khu Cng Nahé Cao,
== P. Long Thanh My, TP. Thu Birc, TP. HCM, Viét Nam.
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II. NHAN VI:
(So 16 SX, han dung duoc dap trén vi)

A. Mit trude B. Mit sau

A / CONG TY TNHH MEKOPHAR

COMESAL so00
Mesalamine 500mg
CONG TY TNHH MEKOPHAR
COMESAL 500
Mesalamine 500mg

@ CONG TY TNHH MEKOPHAR

' COMESAL 500
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t ; co FHA‘N o5 l. Mesalamine 500mg
HOA - DUGC Pim
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S Mesalamine 500mg
CONG TY TNHH MEKOPHAR

COMESAL 500

Mesalamine 500mg

CONG TY TNHH MEKOPHAR

COMESAL 500
( i )

\ Mesalamine 500mg

/

CONG TY TNHH MEKOPHAR

\.

Vi trf dit s6 16 SX va han diing
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TO HUONG DAN SU DUNG THUOC:

Rx
COMESAL 500

Vién nén bao phim tan trong rudt

Thude nay chi dung theo don thude.

Dé xa tam tay tré em.

Doc ki huéng dan st dung trude khi diing.

Thanh phén, céng thire thude:

MJdi vién nén bao phim tan trong rudt chia:

Thanh phin dwpc chit:

IV LS A I ovsmsnnowsso iy o S R TR v e T s 500 mg
Thanh phin td dwgc: microcrystalline cellulose 112, povidone K29/32, sodium starch glycolate
type A, talc, magnesium stearate, lactose monohydrate, methacrylic acid and methyl methacrylate
copolymer (Eudragit L-100), talc, mau oxide sit do, macrogol 6000.

Dang bio ché:

- Dang bao ché: Vién nén bao phim tan trong rudt.

- M& ta san phidm: Vién nén bao phim tan trong rudt hinh oval, mau do ndu, hai mit tron.

Chi dinh:

Didu trj cac dot cap tinh va diéu tri duy tri sy thuyén giam bénh viém loét dai trang,

Liéu diing va cach ding:

- Liéu dimng:

Ngudi Ién va ngudi cao tudi:

Tuy theo y8u cdu lam sang ddi vé&i cac trudng hop riéng lé, lidu ding hang ngay sau diy dugc
khuyén céo:

Diéu tri cdp tinh: 1,5 g — 3,0 g chia lam 3 1an (1 hodc 2 vién x 3 lan/ngay).

Pidu tri duy trl: 1,5 g chia lam 3 1an (1 vién x 3 lan/ngay).

Tré em: Hién chi c¢6 nhiing tai lidu giéi han cua thude dbi véi tré em tir 6 dén 18 tudi. Lidu dung déi
véi tré em tir 6 tudi tro én:

Didu tr viém loét dai trang cAp tinh: dé xdc dinh cho timg trudng hop riéng 1€, bat dau véi lidu 30
- 50 mg/kg/ngay chia lam nhiu lan. Lidu t6i da 75 mg/kg/ngay chia lam nhiéu lan. Téng liéu
khong duge vuot qua licu téi da ddi véi ngudi 16n.

Pidu trj duy tri: d& x4c dinh cho timg trudng hop riéng 1&, bat dau véi lidu 15 — 30 mg/kg/ngay chia
lam nhiu 1an. Téng lidu khéng duge vuot qua lidu khuyén cdo déi véi ngudi 16n.

Thong thudng, lidu khuyén cdo dbi véi tré em c6 cln niing dén 40 kg 13 lidu bing % so vdi lidu st
dung cho ngudi 16n, va lidu giéng nhu lidu str dung cho nguoi 16n ddi véi tré em trén 40 kg.

- Cich ditng: Comesal 500 nén dugc udng vao budi séng, budi trwa va budi téi, trude biva dn 1 gio.
Nén nudt tron vién thude, khong duge nhai va uéng v6i nhidu nude.

Bénh nhan khi diéu trj véi Comesal 500 nén dung thudc tuén theo lidu trinh, ca trong giai doan
didu tri cdp tinh va trong khi diéu tri duy tri dé dat dugc hiéu qua diéu trji mong muédn.

Thoi gian sir dung thude tuan theo chi din cuia bac si.

Lidu duy tri trong diéu tri viém loét dai trang thudng giam xudng con 1,5 g/ngay (dbi véi ngudi
[6n va thanh thiéu nién c6 trong luong co thé trén 40 kg) va 0,75 g/ngay (d6i vé6i tré em va thanh
thiéu nién).

Chéng chi dinh:

Khoéng dung Comesal 500 & nhiing bénh nhan c¢o tién sir di (mg v6i mesalamine, salicylate hodc
man cam vai bit ky thanh phin nao cta thude.
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Bénh nhén bi suy gan hodc suy than nédng.

Canh b#o va thin trong khi ding thube:

- Xét nghi¢m méu (DBC; chiic ning gan nhu ALT hogic AST; creatinin huyét thanh) va tiét niéu
(que nhiing) nén dugc xdc dinh trude va trong khi diéu trj véi mesalamine, dua theo quyét dinh
ctia bac sT diéu tri. Theo hudng dan, céc xét nghiém tiép theo dugc khuyén cédo thuc hién sau 14
ngay k& tir khi bit ddu didu tri, sau d6 tién hanh thém hai dén ba xét nghiém mdi 4 tuan.

- Néu céc phat hién 1a binh thudng, cdc xét nghiém tiép theo nén dugce thuc hién mdi 3 thang mot
ldn. Néu c6 céc tridu chiing khac xay ra, cac xét nghiém nay phai dugc thuc hién ngay lap tic.

- Than trong khi sir dung thubc déi v&i bénh nhén bj suy giam chire ning gan.

- Khong nén stir dung Comesal 500 cho bénh nhén bi suy giam chirc ning than. Kha nang déc
than do mesalamine nén duoge xem xét néu chire ning than bj suy giam trong qué trinh diéu tri.

- Pi co bdo cdo cho thiy sir dung mesalamine c6 thé gy ra soi than, bao gdm ca soi v6i ham
lwong chira 100% mesalamine. Khuyén cdo dam bao cung cép du luong chét long trong qué trinh
diéu tri.

- Bénh nhan bj bénh phdi, dic biét 1a hen suyén, can duoc theo ddi rat cin than trong qué trinh
diéu tri v6i Comesal 500.

Phan (ng ¢6 hai nghiém trong trén da

- Nhitng phan (mg c6 hai nghiém trong trén da (SCAR), bao gdm hdi ching Stevens-Johnson
(SJS) va hoai tir bidu m6 nhidm doc (TEN), dd duoc bdo cdo ¢ lién quan khi sit dung
mesalamine.

- Nén ngung sir dung mesalamine khi xuét hién céc ddu higu va tridu ching ddu tién cia phan
tng nghiém trong trén da, nhu phat ban da, ton thuong bé mit da, hoiic bat ky déu hiéu mén
cam nao khac.

- Bénh nhan c6 tién st phan ting bét lgi véi céc ché pham chira sulphasalazine nén dugc theo déi
chiit ché khi bit dau dot didu trj v6i Comesal 500. Néu Comesal 500 gdy ra cac phan tng khong
dung nap cép tinh nhu dau quin bung, dau bung cép tinh, sbt, dau dau dir ddi va phat ban nén

ngung thubc ngay lap tic.

- Trong mdt s6 hiém trudng hop, & nhitng bénh nhéan da trai qua phau thuat cit bo rudt/ phiu
thuat rugt & ving hdi trang c6 cit bd van hdi manh trang, da quan sat thdy vién nén bao phim
tan trong rudt chita mesalamine dugc thai trir qua phan & dang khéng hoa tan, do vién thude di
qua dudng rudt qua nhanh.

Khdéng dung nap Carbohydrate

- Bénh nhan méc cdc van d& v& di truyén hiém gip nhu khdng dung nap galactose, thiéu lactase
Lapp hodc kém hép thu glucose-galactose khong nén diing thude nay.

St dung thude cho phu nit ¢é thai va cho con bi:

Phy niv ¢é thai: Khdng cé dit liéu ddy du vé viée sir dung mesalamine & phu nit mang thai. Tuy

nhién, div lidu vé& mot sé it cac trudng hop mang thai cho thiy khéng co tac dung khéng mong

mudn ndo ctia mesalamine ddi vdi thai ky hojic ddi véi sirc khoe ctia thai nhi/ tré so sinh. Cho dén
nay, khong cé dir liéu dich t& hoc lién quan nao khac.

Trong mdt trudng hop duy nhit sau khi sir dung lidu cao mesalamine trong thoi gian dai (ubng 2 —

4 g) trong thoi ky mang thai, suy than & tré so sinh dd duoc bdo céo.

Céc nghién clru trén dong vét cho thiy mesalamine duong udng khong gdy ra céc téc dung khéng

mong mudn tryc tiép hodc gian tiép d6i voi thai ky, su phat trién ctia phoi/ thai nhi, sinh con hodc

su phat trién sau khi sinh.

Comesal 500 chi dugc sir dung trong thoi ky mang thai néu lgi ich vuot trdi so véi nguy co.

Phu ni¥ cho con bi: Acid N-acetyl-5-aminosalicylic va & mic d6 thip hon la mesalamine duoc
bai tiét qua sira me. Hién nay, cé it kinh nghiém st dung mesalamine trong thdi ky cho con bu.
Céc phéan tng qua min nhu tiéu chay & tré so sinh khdng thé bj loai trir. Vi viy, Comesal 500 chi

2/5



https://trungtamthuoc.com/

nén duge sir dung trong thdi ky cho con bu néu loi ich vuot trdi so vdi nguy co. Néu tré bj tiéu

chay, nén ngtrng cho tré bu me.

Anh hwéng ciia thude 1én kha niing lii xe, van hanh may méc:

Comesal 500 khdng c6 hoiic anh hudng khong dang ké 1&n kha nang l4i xe, van hanh méay méc.

Twong tic, twong ky ciia thude:

Twong tic ciia thubc:

- Nhitng nghién ctru vé tuong tac thube cu thé chua duoc thuc hién.

- O nhitng bénh nhian dang diéu trj ddng thoi véi azathioprine, 6-mercaptopurine hoic

thioguanine, c6 thé lam gia tang tac dung (rc ché thy xuong cua azathioprine, 6-mercaptopurine

hoic thioguanine.

- C6 bing chiig cho thiy mesalamine c6 thé lam giam tac dung chéng déng mau ctia warfarin.

Twong ky cita thude: Do khdng c¢é cac nghién ciru v& tinh tuwong ky ctia thude, khéng tron 1an

thude nay véi cée thube khéc.

T#c dung khdng mong mudn ciia thude:

Thuong géip (21/100 dén < 1/10):

- Réi loan than kinh: dau dau.

It gap (21/1000 dén < 1/100):

- Réi loan tiéu héa: dau bung, tiéu chay, kho tiéu, d?ty hoi, budn nén, nén, viém tuy cép.

- Céc xét nghi¢m: thay ddi céc thong s chirc ning gan (ting transaminase va céc thong sb vé
mat), thay ddi enzyme tuy (ting lipase va amylase), ting sb lugng bach clu 4i toan.

Hiém gap (21/10000 dén < 1/1000):

- Réi loan hé than kinh: chong mit.

- Réi loan tim: viém co tim, viém mang ngoai tim.

- Réi loan gan mat: viém gan (r mit.

- Réi loan da va mo dudi da: bénh da nhay cam anh sang.

- Réi loan co xuong va mb lién két: dau khép.

- R&i loan chung va tinh trang tai viing st dung thudc: suy nhuge, mét moi,

Rt hiém gdp (< 1/10000):

- R&i loan mau va hé bach huyét: thiéu mau bit san, mat bach ciu hat, giam toan thé huyét ciu,
giam bach cau trung tinh, giam bach cdu, giam tidu cau.

- R&i loan hé mi&n dich: céc phan (mg qua min nhu ban di ang, st do thuéc, lupus ban do, viém
toan b dai trang.

- R&i loan hé than kinh: bénh ly than kinh ngoai bién.

- R&i loan hd hip, nguc va trung thit: phan Gng dj ting va xo héa phdi (bao gdm kho the, ho, co
thét phé quan, viém phé nang, ting bach cdu 4i toan & phdi, tham nhim phédi, viém phdi), viém
phdi k&, viem phdi ting bach cau ai toan, ri loan phéi.

- Rbi loan gan mét: viém gan.

- Réi loan da va mé duéi da: rung téc.

- Réi loan co xuwong va mé lién két: dau co.

- Roi loan than va hé tiét nidu: suy giam chic ning thin bao gdbm viém thin k& cép tinh va man
tinh, suy than.

- R&i loan hé sinh san va tuyén vu: s6 luong tinh tring thip (c6 thé hdi phuyc).

Khong 1o tdn sudt:

- Rbi loan da va md dudi da: hoi chimg Stevens-Johnson (SJS), hoai tir biéu mé nhidm déc
(TEN).

- R&i loan than va hé tiét niéu: soi thém*.

" Xem thém & muc Cénh béo va thin trong khi ding thude.
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Nhitng phan tng c6 hai nghiém trong trén da (SCAR), bao gom hoi chiing Stevens-Johnson (SJS)
va hoai tir biéu mé nhidm doc (TEN), da dugc béo céo ¢ lién quan khi stir dyng mesalamine.

Bénh da nhay cdm dnh sang: Cac phan tmg nghiém trong hon duge béo cdo & nhitng bénh nhan co
céc bénh ly v& da tir trude nhu viém da co dia va cham thé tang.

Qua4 liéu va cach xiv tri:

C6 vai dir lidu hiém hoi v& qué lidu (vi dy nhu ¢6 ¥ dinh tu t&r véi mesalamine udng liéu cao),
nhitng dir liéu ndy khong chi ra doc tinh trén than hojic gan. Khéng c6 thude giai ddc hiéu ma chu
yéu 1a didu tri triéu chiing va hd tro.

Dic tinh dwge lye hoe, dwge dong hoce:

Duwgc lye hoc:

Nhém duge ly: Thube chdng viém dudng tiéu héa, acid aminosalicylic va céc chét tuong ty.

Ma ATC: AO7EC02

Co ché tac dung:

Co ché clia tAc dung chéng viém chua duge biét rd, Két qua ctia cac nghién ciru in vitro chi ra ring
s trc ché lipoxygenase c6 thé déng mét vai trd nao dé.

Anh hudng dén ndng do prostaglandin trong niém mac rudt da dugc chirng minh. Mesalamine (5-
aminosalicylic acid / 5-ASA) c¢6 thé hoat dong nhu mét chét thu don gbe ty do cia céc chat oxy
hoéa hoat dong, don sach oxy ctia cac géc tu do.

Duoc luc hoc:

Mesalamine, diing dudng udng, tic dung cha yéu tai niém mac rudt va trong mo dudi niém mac tir
doan cubi ctia rudt. Do do, didu quan trong la thiét ké vién mesalamine dén dugc cac vi tri viém,
Do vay, sinh kha dung toan than/ ndng dé trong huyét tuong ctia mesalamine khong lién quan hiéu
qua diéu tri, ma 1a mot yéu td x4c dinh dd an toan cia thude. Bé dap tng cac tiéu chi nay, Comesal
500 da dung dang vién nén bao phim tan trong rudt véi thanh phén 16p bao 1a methacrylic acid and
methyl methacrylate copolymer (Eudragit L-100), ¢é kha ning chéng lai dich da day va viée giai
phéng mesalamine phu thude vao do pH.

Duwoc dpng hoc:

Nhiing luu y chung vé mesalamine:

Hép thu: mesalamine duoc hép thu cao nhét ¢ vi tri d4u rudt non va thép nhét & vj trf cudi rudt

non.
Chuyén hoéa: mesalamine duge chuyén hoa boi niém mac rudt va gan thanh acid N-acetyl-5-
aminosalicylic (N-Ac-5-ASA) khong cé tac dung dugc ly. Qua trinh acetyl héa khong phu thude
vao kiéu hinh acetyl héa ctia bénh nhan. Mt sb qua trinh acetyl héa ciing xay ra théng qua hoat
dong cua vi khudn & rudt két. Lién két protein ctia mesalamine va N-Ac-5-ASA lan lugt 1a 43% va
78%.

Thai trir: mesalamine va chét chuyén héa clia né N-Ac-5-ASA duge thai trir qua phén (phéan 16n),
qua than (thay d6i tir 20 dén 50%, tuy thudc vao dang bao ché va duong giai phéng mesalamine),
va qua mét (sé it). Qua trinh thai trlr qua than chi yéu dudi dang N-Ac-5-ASA.

Khoang 1% tdng liéu ding mesalamine qua dudng udng dugc bai tiét vao sita me chi yéu dudi
dang N-Ac-5-ASA.

Vién nén bao phim tan trong ruét chita mesalamine:

Phan bb: Mot nghién ctru két hop gitia duoc 1y/ duoc dong hoc cho thiy dang vién bao phim tan
trong rudt chira mesalamine dén duoc ving hdi trang sau khoang 3-4 gid khi déi va dén dai trang
[én trong khoang 4-5 gio. Tng thoi gian van chuyén thudce trong dai trang la khoang 17 gio.

Hép thu: Sy giai phong Mesalamine tir vién nén bao phim tan trong rugt chira mesalamine, bat dau
sau pha tr& khoang 3—4 gid. Nong do dinh trong huyét tuong dat duge sau khoang 5 gidy (vi tri hoi
trang) va, déi v6i 3 x 500 mg mesalamine/ngdy & trang thai én dinh 14 3,0 £ 1,6 pg/ml ddi véi
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mesalamine va 3,4 £ 1,6 pg/ml dbi vé6i chit chuyén hoa N- Ac-5-ASA.

Thai trir; Tong ty 18 thai trir qua than dbi vi Mesalamine va N-Ac-5-ASA trong 24 gid khi ubng
nhiéu lan (3 x I vién, trong 2 ngay; 1 vién vio ngdy thi ba) 1a khoang 60%. Phan mesalamine
khong chuyén hoa sau khi udng 13 khoang 10%.

Quy cach dong goi:

Vi 10 vién. Hop 10 vi.

Piéu kién bio quan, han dung, tiéu chufin chat lwgng ciia thude:

Piéu ki¢n bao qudn: bao quan noi kho réo, tranh 4anh sang, nhiét do khong qua 30°C.

Han ding: 24 thang ké tir ngay san xudt. Khéng sir dung thude hét han dung.

Tiéu chudn chdt legng ciia thubc: TCCS.

Tén, dja chi ciia co s& san xuat:

CONG TY TNHH MEKOPHAR )

L6 1-9-5, Budng D2, Khu Céng Nghé Cao, Phuong Long Thanh M¥, Thanh phd Tha Pie, Thanh
phd HS Chi Minh, Vit Nam.

Ngay 15 thang 12 ndm 2022
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