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CONG THUC:

Acid mefenamic

Ta dugce vua du

CHi PINH, CACH DUNG, CHONG CHi PINH VA
CAC THONG TIN KHAC:

Xem t& hudng dan sl dung

POC KY HUONG DAN SU DUNG TRUGC KHI DUNG.
DE XA TAM TAY TRE EM.

Bao quan ndi khé rdo, tranh anh séng,
nhiét dé khong qua 30°C

PONCITYL 500

Acid mefenamic 500mg

GMP-WHO

HOP 10 Vi x 10 VIEN NANG CUNG

San xuat tai

/lgl ! CONG TY CO PHAN HOA-DUQC PHAM MEKOPHAR
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B. Mit 2

PONCITYL 500

Mefenamic acid 500mg

GMP-WHO

Box of 10 blisters x 10 capsules

Manufactured by:

00S TALIONOd

Mekophar Chemical Pharmaceutical Joint-Stock Co.
2 Ly Thuong Kiet St. - W.15 - Dist.11 - HCMC - Vietnam

T O T A R e i 500mg
................................................................ 1 capsule
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Yéu cAu ky thuit:

- Kich thudc hdp: (100 x 52 x 68)mm.

- Loai gidy: Ivory 300g/m’.

- Mau sic, ndi dung: giong nhu miu thiét ké.
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Acid mefenamic...500mg

CTCP Héa-Duge phdm Mekophar

PONCITYL 500

Acid mefenamic...500mg

CTCP Hda-Dugc phdm Mekophar

PONCITYL 500

Acid mefenamic...500mg

CTCP Héa-Duge phém Mekophar

PONCITYL 500

Acid mefenamic...500

CTCP Hda-Dugc phdm Mekg

PONCITYL 5(

Acid mefenamic...500

CTCP Hda-Duge phdm Mekd
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Acid mefenamic...500

CTCP Hoa-Duge phdm Mekg
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TO HUONG DAN SU DUNG THUOC (cerc )

PONCITYL 500

Vién nang cung

Doc ky hu‘cmg din sir dung trwée khi ding.

Dé xa tam tay tré em.

Thong bido ngay cho bic sy hoiic dwge s§ nhimg tic dung khong mong mudn gip phai khi
sir dung thude.

Thanh phin, ham lwgng cia thude:
MJi vién nang ciing chira:
— Acid mefenamic................. 500 mg
— Taduge viradu ......coeovevnnnnns 1 vién.
(T4 duoc: povidon K29/32, lactose monohydrat, crospovidon, natri lauryl sulfat, polysorbat 80,
magnesi stearat, colloidal silicon dioxyd).

M ta san phim:
~Vién nang ctmg, than mau nga vang, nap mau xanh, bdt thudc trong nang mau trang dén
trang nga.

Quy cich dong géi:
Vi 10 vién nang ctimg. Hop 10 vi.

THONG TIN CHO NGUOI BENH

Thudc ding cho bénh gi:
Thuoc duoc chi dinh diéu tri triéu chimg dau tir nhe t&i vira gap trong cac truong hop:

- Diéu trj viém khép dang thip, viém xuong khép, dau vira dén nhe bao gbém dau co bip,
dau rang, dau dau, dau hau phau va sau khi sinh.

- Rong kinh (do céc nguyén nhan rdi loan chtrc nang va s dung vong tranh thai (IUD) khi
cac bénh ly vfmg chau khac dugc loai trir) va dau bung kinh nguyén phat.

Nén dung thude nay nhu thé nao va lidu lwgng:
Nén udng thudc trong hodc sau bira an.
Liéu dé nghi:

- Nguoi 16n va tré em trén 12 tudi: 1 vién/lan, 3 lan/ngay.

- Nguoi cao tudi: lleu nhu nguoi 16n.

- Tré em dudi 12 tudi duge khuyén cdo nén sir dung acid mefenamic dang hdn dich (50mg /
Sml).

Khi nao khong nén ding thubc nay:

- Qua min véi acid mefenamic hodic cac NSAID khac hay bat ky thanh phan nao cta thudc.

- Nguoi bi viém rudt (IBD).

- Ngudi dang bi hodc ¢6 tién sir bi cac vin dé vé loét hodc xuit huyét duong tiéu hoa.

- Nguoi suy than, suy gan, suy tim nang.

- Phu nir trong giai doan 3 thang cubi cua thai ky.

- Pau sau phau thuét bac cé‘iu dong mach vanh (CABG).

Téc dung khong mong mudn:

- Tiéu chay c6 thé xuat hién ngay sau khi diéu tri bang acid mefenamic hogc sau vai thang
sir dung. Néu tiéu chay tiép tuc tién trién, viéc ngimg sir dung thudc la can thiét va bénh
nhan khong nén tai sir dung acid mefenamic nita.

- Réi loan vé méu va hé bach huyét: suy tiy xuong, thiéu mau bét san, thiéu mau tan huyét
(co thé phuc hoi khi ngumg str dung acid mefenamic), giam Hematocrit, ban Xudt huyet do
giam tiéu cau. Giam sb luong bach cau hat, ting bach cau 4i toan, giam bach cau trung
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tinh, giam tiéu cau.

- Réi loan hé théng mién dich: phan ung di timg khong dac hiéu va phan ing phan vé, céic
phan ung lién quan dén h¢ hé hap nhu hen suyen co thit phé quan hay kho thd hodc cac
rdi loan vé da nhu ngira, néi mé day, ban xuat huyét, phtt mach thiam chi hoai tir biéu bi va
hdng ban da dang.

- Réi loan chuyén hoa va dinh dudng: giam dung nap glucose ¢ bénh nhan dai thio duong,
ha natri huyét

- Rdi loan vé tim than: nham lan, ao giac, lo lang, trim cam.

- Roi loan than kinh: viém day than kinh thi giac, mo mdt, co giat, mat ngu, dau dau di cam,
chéng mat, mét moi, viém mang ndo vo khuan véi cac triéu chimg nhu ctmg 6, nhirc dau,
budn non, non mua, s6t hodic mat phuong hudng.

- Réi loan ve tai va mé dao: dau tai, U tai, chéng mat.

- Roi loan vé tim va mach méau: phu ne, tang huyét 4p va suy tim, danh trong nguc, ha huyét
ap, sur dung cac NSAID (déc biét & liéu cao va trong diéu tri dai han) c6 thé lam tang nguy
co huyet khoi dong mach (nhdi méu co tim hay dot quy).

- Céc r6i loan veé duong tiéu hoa: loét da day — ta trang, thung, xuat huyét tiéu hoa (dac biét
O nguoi gia), non, budn nén, tiéu chay, day hoi, tdo bon, kho tiéu, dau bung, nén ra mau,
viém loét dai trang, bénh Crohn.

- R6i loan gan, mat: 1am anh hudng dén mot sé xét nghiém chirc nang gan, vang da ¢ mat,
nhiém doc gan nhe, viém gan, hoi chimg gan — than.

- Réi loan vé da va cac mod dudi da: phtt mach, phu thanh quan, hong ban da dang, phu mat,
hdi chimg Lyell hdi chimg Stevens — Johnson, d6 md hoi, phat ban, nhay cam véi anh
sang, ngura, n01 mé day.

- Cac roi1 loan ve than va tiét niéu: viém cau than di ing, viém than ké cap tinh, kho tiéu, tleu
ra mau, hoi chtmg thén hu, suy than khong thiéu niéu (dac biét 1a trong tinh trang mat
nuoc), protem niéu, suy thin bao gom hoai tir nhi than.

- Céc roi loan chung: mét moi, kho chiu, suy da tang, sOt.

Huéng din cdach xir tri tdc dun g khong mong muon:
Ngimg str dung thubc va tham van y kién ctia bac sy khi giip cac tac dung khong mong muon.
Nén trinh dung nhirng thudc hodc thwe pham gi khi dang sir dung thudc nay:

- Céc thude chong déng méu, thude chira lithi, thude chdng trim cam.

- Methotrexat, mifepriston, probenecid, tacrolimus, zidovudin, cyclosporin.

- Thude diéu tri tang huyét ap va thude loi tiéu.

- Céc thudce nhom corticosteroid.

- Céc thude ha dudng huyét udng. %

- Thude khang sinh nhém aminoglycosid, khang sinh quinolon. .

- Glycosid tim.

Cién lam gl khi mét lin quén khong dung thuoc‘

Néu bi quén 1 lleu bo qua lidu da quén va tiép tuc dung thudc theo lich trinh nhu cii. Kh
nén tang liéu gip doi dé bu cho lidu da quén.

Cin bio quén thube néy nhu thé nao:

Noi kho rdo, tranh dnh sang, nhiét do khdong qua 30°C.

Nhirng ddu hiéu va tri¢u chirng khi dung thube qua lidu:

Cac tri¢u ching ¢6 thé xay ra khi qua lleu gém: dau dau, budn ndn, ndén mira, dau thugng vi,
xuat huyét tiéu hoa, it khi tiéu chay, mat phuong huéng, kich thich, hon mé, budn ngu, U tai,
ngét xiu, thinh thoang co giat (acid mefenamic ¢ xu hudng gay ra co giat khi qua liéu).
Tmng truong hop ngd doc cap, suy thén va ton thuong gan ¢6 thé xay ra.

Cin phai 1am gi khi dung thudc qua lidu khuyen cdo:

Néu truong hop qua lidu xay ra, dé nghi dén ngay co so y té gan nhit dé nhan vién y té ¢6
phuong phap xu ly kip thoi.

Nhirng diéu cin than trong khi dung thubc na

Cidc tinh trang can thin trong khi sir dung thuéc:

Y
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- Nhimg tac dung khong mong mudn s& dugc giam thiéu t6i da bang viée s dung liéu diéu
tri thap nhit trong thoi gian can thiét ngén nhat dé kiém so4t bénh.

- Nhirng bénh nhén diéu tri dai han nén theo ddi chit ché dm v6i sur xudt hién rdi loan chic
nang gan, ban da, loan tao méu hoac tiéu chay phat trién. Nén ngung str dung ché pham
ngay lap tic khi xuat hién bat ky triéu chimg nao.

- Str dung dong thoi véi nhimg NSAID khac bao gom thude we ché dic hi¢u cyclooxygenase
2. Sir dung kéo dai bat ky thude giam dau nao cho viée diéu tri dau dau c6 thé lam tinh
trang niing hon. Néu tinh trang nay xday ra hodc bi nghi ngd, nén théng bao ngay véi bac si
va viéc diéu tri nén dugc ngung lai.

- Nhitng bénh nhan mét nude va mic cac bénh ve thén, déac biét la & ngudi cao tudi.

- Nguoi cao tudi c¢o khuynh huéng ting tin sut xuét hién cac téc dung khong mong mudn
cia NSAID, dac bi¢t 1a chay mdu va lung tiéu hoa co thé gy tu vong.

- Nhimg bénh nhan dang bi (hodc c6 tien sur) suyén cudng phoi.

- Suy yeu tim mach, thén va gan: Nhitng bénh nhén ¢é nguy co cao nhat d6i voi nhing phan
ung nay la nhung ngudi ¢ chirc nang than suy giam, suy tim, rdi loan chirc nang gan,
nhing ngudi st dung thude loi tiéu va ngudi cao tudi. Nén theo ddi chire nang than ¢
nhitng bénh nhan nay.

- Nhimng anh huéng tim mach va mach méau nio: Nhiing bénh nhan co6 tién sur cao huyet ap

va/hodc suy tim sung huyét tir nhe t6i vira nhu @ dich, xuét huyét ndi so va xuat huyét noi
tang.
Nhing bénh nhan cao huyét ap khong kiém soat, suy tim sung huyét, bénh tim thiéu méu
cuc bo da duoc danh gia, bénh dong mach ngoai bién, va/hodc bénh mach mau ndo chi su
dung acid mefenamic sau khi da can nhic can than. Su can nhic tuong tu cling nén dugc
thuc hién trude khi bat ddu qua trinh diéu tri dai ngay ¢ nhitng bénh nhéan c6 nhimg nguy
co mic cac bénh tim mach ( nhu cao huyét 4p, cao m& mau, dai thao duodng, hit thude).

- Nguy co huyet khéi tim mach:

Cac thude chong viém khong steroid (NSAIDs), khong phai aspirin, dung dudng toan than,
c6 thé tang nguy co xuat hién bién cb huyét khdi tim mach, bao gom ca nhdi mau co tim va
dot quy, cd thé dan dén tir vong. Nguy co nay ¢6 thé xuét hién s6m trong vai tuan dau dung
thube va co thé tang 1én theo thoi gian dung thude. Nguy co huyét khéi tim mach duoc ghi
nhén chu yeu & lidu cao

Thir nghiém 14m sang va dir liéu dich t& hoc dua ra viéc sir dung mot vai NSAID (dac biét
& lidu cao trong diéu tri dai ngay) ¢6 thé lién quan toi sy ting nhe nguy co nhimng bién c6
nghén dong mach (nhu nhdi méau co tim hodc dot quy). Khong c6 day du dir liéu dé loai
trir nhilng nguy co nay dbi voi acid mefenamic

Béc si can danh gia dinh ky su xuét hién cac bién ¢b tim mach, ngay ca khi bénh nhan
khong ¢6 cac tri¢u chimg tim mach truéc do6. Bénh nhan can duoc canh bao vé cac triéu
chimg ctia bién ¢6 tim mach nghiém trong va can thiam kham béc si ngay khi xuat hién céc
tri¢u ching nay

bé giam thiéu nguy co xuét hién bién cb bat loi, can str dung acid mefenamic & lidu hang
ngay thap nhit c6 hiéu qua trong thoi gian ngan c6 thé.

- Xuét huyét, loét va thung tiéu hoa: Xuét huyét, loét va thung tiéu hoa, c6 thé gy tir vong,
da dwoc bao cdo vai tit ca NSAID ¢ bat ky thoi diém diéu tri nao, c6 hodc khong c6 nhing
triéu chimg canh bao hoic tién sir bién cd nghiém trong vé tiéu héa. Hit thude va uong
ruou la nhimng nguy co duge thém vao. Nguy co chdy mau, loét va thung tiéu hoa cao nhét
khi tang lidu NSAID, ¢ nhimng bénh nhan c6 tién sir loét, dic biét 1a & nguoi gia. Nhimg
bénh nhan véi tién sir ngd doc tiéu hoa, dac biét 1a & ngudi gia, nén béo céo bat ky nhing
triéu chimg ving bung khong binh thuong (nhu chay mau tiéu hoa) dac biét la ¢ giai doan
dau diéu tri.

Thén trong & nhitng bénh nhan nhén diéu trj phdi hgp v6i nhiing thude 6 thé ting nguy co
doc bao tir hodc chay mau nhu corticosteroid, thude chong dong nhu warfarin, thubc e
ché tai hap thu serotonin chon loc hogc thudc chdng két tip tiéu cau nhu aspirin.
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Khi chay mau, loét va thing tiéu hoa xuét hién & nhimg bénh nhan dung acid mefenamic,
viéc str dung nén dugc ngung lai.

- O nhimg bénh nhan véi lupus ban dé toan than (SLE) va rdi loan mé lién két hdn hop c6
thé ting nguy co viém mang ndo vo khuén.

- Nhitng phan tng da nghiém trong, dbi khi gy tir vong. Bao gdm viém da troc vay, hoi
chimg Stevens-Johnoson va hoai tur bléu bi doc, da duge bao cio co lién quan dén viée sir
dunb NSAID. Nhing bénh nhan xuat hién nguy co cao nhat cua nhirng phan ung nay ¢
giai doan som diéu tri, su bung phét nhimng phan ung nay xuit hién chu yéu ¢ nhitng
truomg hop khi trong thang dau tién diéu tri. Acid mefanemic nén dugce ngung ngay khi
xuat hién du hiéu déu tlen clia ban da, t6n thuong niém mac hodc bit ky ddu hiéu nao
khéc cua phan tmg qua mén. ‘

- Sir dung acid mefenamic c6 thé anh hudng téi sy thy thai ¢ phy nit va khong duogc khuyén
dung khi ¢6 y dinh mang thai. O nhitng phu nir kho mang thai hoac dang kiém tra v6 sinh,
ngung st dung acid mefenamic nén dwoc cin nhic. Trong réi loan kinh nguyét va mét
kinh, nén canh bao bac si dé diéu tra nhitng nguyén nhan khac.

- Nhimg bénh nhén dang bi dong kinh.

-0 nhlmg bénh nhan dugc biét hay bi nghi ngd kém chuyén hoa bing CYP2C9 dya trén tién
sir v6i nhimg chat nén CYP2C9 khac, acid mefenamic nén duoc sir dung véi canh béo ¢6
thé gy nong dd cao bat thudng trong huyét twong do su giam d9 thanh thai chét chuyén
hoa.

- Mdi vién nang cimg PONCITYL 500 c¢6 chira 15 mg lactose, thén trong khi ding cho
ngudi bénh mac cac rbi loan di truyén hiém gap vé dung nap galactose, chimg thiéu hut
lactase Lapp hodc r6i loan hap thu glucose - galactose.

Cic khuyén cdo ding thudc cho phu ni¥ ¢é thai va cho con bii:
Thoi ky mang thai: )

- Chong chi dinh sir dung acid mefenamic cho phu nit mang thai giai doan 3 thang cudi cua
thai ky do nhitng nguy co dbi voi thai nhi va me.

- Khong nén sir dung acid mefenamic trong giai doan 6 thang dau thai ky, trir khi loi ich
mang lai 16n hon nguy co géy ra cho thai nhi.

Thoi ky cho con bu:

Acid mefenamic ¢6 phan bd vao sita me. Khong nén sir dung acid mefenamic cho phu nit
dang cho con bu.

Anh hwéng ciia thude doi véi con g viéc:

Mét moi, chong mat, budn ngu, roi loan thi gidc c6 thé xay ra khi s dung acid mefenamic,
can than trong sir dung voi ngudi thue hién cac cong viée nguy hiém va can su tap trung.

Khi nao cin tham vin béc sy, dugc sy:

Néu cén thém thdng tin xin hoi y kién béc s§ hodc dugce s3.

THONG TIN CHO CAN BQ Y TE

Ciac dic tinh dwoce lue hoc, duge djng hoc:

Dugc luc hoc: )

Nhém duoc ly: thude chéng viém khong steroid.

Ma ATC: MO1AGO1. '
Acid mefenamic, dan xuét cua acid anthranilic, ¢6 tac dung giam dau, khang viém va ha sot.
Co ché hoat dong cua acid mefenamic, giéng nhu cic NSAID khac, khong duoc hiéu day du
nhung lién quan dén viéc wc ché cyclooxygenase (COX-1 va COX-2).

Acid mefenamic 12 m6t chit tc che manh mé sy tong hop prostaglandin in vitro. Nong do
acid mefenamic dat dugc trong sudt qué trinh diéu tri da tao ra cac anh huong in vivo.
Prostaglandin 1am nhay cam cac ddy than kinh cam gidc va tang cuong hoat dong cua
bradykinin nhu trong vi¢c gdy dau ¢ dong vat. Prostaglandin 1a chat trung gian gay nén viém.
Do acid mefenamic la chat tc ché tong hop prostaglandm nén co ché hoat dong ciia n6 co thé
1a do su giam prostaglandin trong nhing md ngoai vi.
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Duwoc don g hoc:

Sau khi uong, acid mefenamic dugc hap thu nhanh chéng va thai trir qua phan va nudc tleu
Thoi gian ban thai cua acid mefenamic khoang 2 — 4 gio. O nguoi trudng thanh, sau khi ung
lidu 1g, nong d6 dinh trong hquyet thanh dat khoang 10 mg/lit sau 2 gid.

Acid mefenamic dugc chuyén hoa chii yéu boi men CYP2C9 ¢ gan, déau tién thanh acid 3-
hydroxymethylmefenamic (chét chuyén hoa I), sau d6 thanh acid 3-carboxymefenamic (chit
chuyén héa IT). Sau d6 ca 2 chét lién hop véi glucuronid.

Khoang 50% liéu dung duoc bai tiét qua nuéce tiéu. O gan, khoang 6% & dang nguyén ven,
25% dudi dang chat chuyén hoa I, 21% dudi dang chit chuyén hoa II.

Chi dinh, liéu dung, cich dung, chéng chi dinh:

Chi dinh:

Thudc dugc chi dinh diéu trj triéu chimg dau tir nhe t6i vira gép trong céc truong hop:

- Diéu tri viém khép dang thép__ viém xwong khép, dau vira dén nhe bao gém dau co bip,
dau rang, dau dau, dau hiu phiu va sau khi sinh.

- Rong kinh (do cic nguyén nhan rdi loan chirc ning va sir dung vong tranh thai (IUD) khi
cac bénh ly vung chdu khac duoc loai trir) va dau bung kinh nguyén phat.

Liéu dung, cich ding:
Nén uong thuoc trong hodc sau bira an.
Liéu dé nghi:

- Nguoi 16n va tré em trén 12 tudi: 1 vién/lan, 3 1an/ngay.

- Ngudi cao tubi: liéu nhu nguoi 16n.

- Tré em dudi 12 tudi duge khuyén céo nén str dung acid mefenamic dang hén dich (50mg /
Sml).

Chong chi dinh:

- Qua min v6i acid mefenamic hodc cac NSAID khac hay bat ky thanh phan nao cua thude.

- Nguoi bi viém ruét (IBD).

- Ngudi dang bi hodic ¢6 tién sir bi cac vin dé vé loét hodc xuat huyét dudng tiéu hoa.

- Ngudi suy than, suy gan, suy tim nang.

- Phu nir trong giai doan 3 thang cudi cua thai ky.

- Pau sau phau thuét bic cdu dong mach vanh (CABG).

Cic truomg hgp than trong khi dung thude:
Cdc tinh trang can thin trong khi sw dung th ubc:

- Nhimg tdc dung khong mong mudn s& duge giam thiéu t6i da bang viée sir dung liéu diéu
tri thdp nhét trong thoi gian can thiét ngiin nhét dé kiém so4t bénh.

- Nhitng bénh nhan diéu tri dai han nén theo doi chat ché ddi voi sy xuét hién rdi loan chic
ning gan, ban da, loan tao méau hodc tidu chay phat trién. Nén ngung sir dung ché phim
ngay lap tirc khi xuét hién bat ky triéu chimg nao.

- Str dung déng thoi véi nhitng NSAID khéc bao gém thudc e ché dic hiéu cyclooxygenase
2. Sir dung kéo dai bat ky thudc giam dau nao cho viéc diéu tri dau ddu c6 thé lam tinh
trang nang hon. Néu tinh trang nay xay ra hoic bi nghl ngd, nén thong bao ngay vai bac si
va viéc diéu tri nén duoc ngung lai. Viéc chudn doén “sy lam dung thude diéu tri dau dau”
nén duge nghi ngd ¢ nhimg bénh nhéan dau dau thuong xuyén hodc hang ngdy cho du bénh
nhan sir dung diéu d6 thude dau dau.

- Canh béo nén dugc dua ra d6i v6i nhitng bénh nhan mét nudc va mic cac bénh vé than,
déc bigt 1a & ngudi cao tudi.

- Ngudi cao tudi ¢é khuynh hudng tang tin suét xuét hién cac tac dung khong mong mubn
cua NSAID, déc bi¢t 1a chay méu va thung tiéu héa c6 thé gay tir vong.

- R6i loan ho hap Than trong duge yéu cau néu str dung & nhitng bénh nhén dang bi (hodc
¢6 tién sir) suyén cudng phdi tir khi NSAID duge bdo cdo giy két tia co that khi quan &
nhimng bénh nhan nay.

- Suy yeéu tim mach, thén va gan: Viée sir dung NSAID ¢ thé giam liéu phu thudc vao su
hinh thanh prostaglandin va két tia suy than. Nhitng bénh nhin c6 nguy co cao nhit dbi
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v6i nhimg phan img nay la nhimg nguoi ¢6 chirc nang thén suy giam, suy tim, roi loan
chitc nang gan, nhitng nguoi sir dung thude loi tidu va ngudi cao tudi. Nén theo ddi chirc
nang than ¢ nhimng bénh nhan nay.

- Nhitng anh huéng tim mach va mach mau ndo: Su diéu chinh va cho 10i khuyén phu hop
duge yéu ciu déi bénh nhéan c6 tién sir cao huyét 4p va/hoidc suy tim sung huyét tir nhe toi
vira nhu  dich va phu da dugc bao cdo c6 lién quan dén viée diéu tri NSAID.

Nhitng bénh nhén cao huyét ap khong kiém sodt, suy tim sung huyét, bénh tim thiéu mau
cuc by da dugc danh gia, bénh dong mach ngoai bién, va/hodc bénh mach mau ndo chi sur
dung acid mefenamic sau khi da can nhdc can than. Su can nhic tuong tu ciling nén duoc
thue hién trude khi bat ddu qué trinh diéu tri dai ngay ¢ nhimg bénh nhan c6 nhimg nguy
co méc céc bénh tim mach ( nhu cao huyét 4p, cao md mau, dai thao dudng, hit thudc).
Nhu nhirg NSAID khac ¢6 thé can tré chirc néng cua tiéu cau, nén dugc sir dung vdi canh
bao ¢ nhimg bénh nhén xuét huyét ndi so va xuét huyét ni tang.

- Nguy co huyet khdi tim mach:

Céc thudc chdng viém khong steroid (NSAIDs), khong phai aspirin, dung dudng toan than,
c6 thé ting nguy co xuat hi¢n bién ¢ huyét khdi tim mach, bao gom ca nhoi mau co tim va
dot quy, co thé din dén tur vong. Nguy co ndy c6 thé xuét hién sém trong vai tuan dau ding
thudc va co thé tang 1én theo thoi gian dung thudc. Nguy co huyét khéi tim mach duoc ghi
nhan cha yéu & lidu cao.

Thu nghiém 14m sang va dir li¢u dich té hoc dua ra viéc sir dung mot vai NSAID (dac biét
& liéu cao trong diéu tri dai _ngay) c6 thé lién quan tGi sy tang nhe nguy co nhiing bién co
nghén dong mach (nhu nhdi mau co tim hodc dot quy). Khong c6 day du dir liéu dé loai
trir nhirg nguy co nay d6i vai acid mefenanuc

Bac si can danh gia dinh ky sy xuat hién cac bién cb tim mach, ngay ca khi bénh nhén
khong ¢6 cac triéu chimg tim mach truéc d6. Bénh nhan can duge canh bdo vé céc triéu
chimg ctia bién ¢ tim mach nghiém trong va cin tham kham bac si ngay khi xuét hién céc
tri¢u chimng nay.

bé giam thiéu nguy co xuét hién bién c6 bét loi, can sir dung acid mefenamic ¢ liéu hang
ngay thap nhat ¢6 hiéu qua trong thoi gian ngan c6 thé.

- Xuét huyét, loét va thung tiéu hoa: Xuét huyét, loét va thung ti€u hoa, c6 thé gay tir vong,
da duoc bao cdo vai tat ca NSAID & bit ky thoi diém diéu tri nao, ¢6 hodc khong ¢6 nhirng
triéu chimg canh bao hodc tién sir bién c6 nghiém trong vé tiéu héa. Hut thudc va ubng
ruou la nhimg nguy co duge thém vao. Nguy co chay mau, loét va thung tiéu héa cao nhat
khi tang liéu NSAID, & nhirng bénh nhan c6 tién sir loét, dac biét 1a & nguoi gia. Phdi hop
diéu trj véi nhimg thudc bao vé ( nhu misoprotol hodc thude tre ché bom proton) nén dugc
can nhéc cho nhimg bénh nhan c¢6 nguy co chay mau tiéu héa nhu nguoi gia, va cho nhimg
bénh nhan phai str dung chung véi aspirin liéu thap, hoic nhing thude khéc c6 thé gay tang
céc nguy co tiéu hoa. Nhimng bénh nhan véi tién sir ngd doc tiéu hoa, dic biét 1a & ngudi
gia, nén bao cdo bét ky nhing triéu chimg ving bung khong binh thuong (nhu chay mau
tiéu hoa) dic biét 1a & giai doan dau diéu tri.

Canh bdo nén dwoc dua ra & nhitng bénh nhén nhén diéu tri ph6i hop voi nhimg thube ¢6
thé tang nguy co doc bao tur hogic chay mau nhu corticosteroid, thude chdng ~dong nhu
warfarin, thudc tre ché tai hap thu serotonin chon loc hodc thudc chong két tap tiéu cau nhu
aspirin.

KlI:i chay mau, loét va thing tiéu hoa xudt hién & nhitg bénh nhan ding acid mefenamic,
viéc str dung nén dugc ngung lai.

-0 nhing bénh nhén véi lupus ban do toan than (SLE) va rdi loan mo lién két hdn hop ¢
thé tang nguy co viém mang nio vo khuén.

- Nhitng phan tmg da nghiém trong, doi khi gy tir vong. Bao gom viém da troc vay, hoi
chirmg Stevens-Johnoson va hoai tir biéu bi doc, da duge béo céo c6 lién quan dén viée sir
dung NSAID. Nhirng bénh nhan xuét hién nguy co cao nhat cua nhitng phan ung nay ¢
giai doan sém diéu tri, sy bung phét nhitng phan tng nay xudt hién chi yéu & nhitng
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truong hop khi trong thang dau tién diéu tri. Acid mefanemic nén dugc ngung ngay khi

xudt hién ddu hiéu dau tién cua ban da, ton thuong niém mac hodc bat ky dau hiéu nao

khac ctia phan (mg qua man.

- Sir dung acid mefenamic c¢6 thé anh hudng téi sy thu thai & phu nit va khong dugc khuyén
ding khi ¢6 ¥ dinh mang thai. O nhimg phu nir khé mang thai hogc dang kiém tra vo sinh,
ngung sir dung acid mefenamic nén dwoc cin nhic. Trong réi loan kinh nguyét va mét
kinh, nén canh bao bac si dé diéu tra nhing nguyen nhan khac.

. - Dong kinh: Canh bao nén dugc dua ra khi didu tri nhirng bénh nhan dang bi dong kinh.

-0 nhiing bénh nhan dugc biét hay bi nghi ngo kém chuyén héa bang CYP2C9 dua trén tién
su voi nhiing chét nén CYP2C9 khac, acid mefenamic nén dugc str dung véi canh bao ¢
thé giy ndng do cao bit thudong trong huyét twong do su giam do thanh thai chét chuyén
hoa.

- Mdi vién nang cimg PONCITYL 500 c6 chira 15 mg lactose, than trong khi dung cho
nguoi bénh mic cac roi loan di truyén hiém gap vé dung nap galactose, chimg thiéu hut
lactase Lapp hodc rbi loan hip thu glucose - galactose.

Cic khuyén cdo ding thubc cho phu ni¥ ¢ thai va cho con bii:

Thoi ky mang thai: )

- Chong chi dinh str dung acid mefenamic cho phu nit mang thai giai doan 3 thang cudi cla
thai ky do nhitng nguy co d6i véi thai nhi va me:

Doc tinh tim phdi (v6i sw dong sém Sng dong mach trong tir cung va 1am tiang huyét ap
dong mach phoi).

R&i loan chirc ning thén, c¢6 thé dan dén suy than cung thiéu nuéce 6i.

Nguoi me va thai nhi, tai giai doan két thic thai ky: Thoi gian chay mau c6 thé bi kéo dai,
tac dung chdng két tap tiéu clu c6 thé xuét hién thdm chi vdi ca liéu thap; trc ché co bop tir
cung, gdy tri hodn chuyén da.

- Khong nén sir dung acid mefenamic trong giai doan 6 thang dau thai ky, trir khi loi ich
mang lai [én hon nguy co géy ra cho thai nhi.

Thoi ky cho con bu:

Acid mefenamic ¢6 phan bd vao sira me. Khong nén sir dung acid mefenamic cho phu nir

dang cho con bu.

Anh huwon g cua th uoc d‘ot voi cong viéc:

Mgt moi, chong mat, budn ngu, roi loan thi gidc ¢6 thé xay ra khi sur dung acid mefenamic,

can than trong str dung vGi ngudi thue hién céc cong viée nguy hiém va can su tap trung.

Twong tic ciia thude véi cic thude khic va cdc loai twong tic khac:

- Sur dung acid mefenamic ddng thoi voi cac thude gin protein huyét trong c6 thé can phai
diéu chinh vé liu lugng.

- Cac NSAID c6 the lam ting tac dung cta cac thude chong dong mau nhu warfarin. Khi
dung ddng thoi, can phai theo ddi thoi gian prothrombin. Can gidm sat bénh nhan chét ché
khi sir dung phdi hop acid mefenamic véi cac thuoc chéng dong mau.

- Acid mefenamic lam giam thai trir lithi & than, can theo doi can thén céc dau higu cua ngd
doc lithi.

- Str dung déng thoi véi cac NSAID khac ¢6 thé 1am ting nguy c& xay ra céc tic dung khong
mong muon.

- Thude chéng trdm cam: sir dung ddng thoi véi cac thudc e ché chon loc serotonin (SSRIs)
c6 thé 1am tang nguy co chay méu duong tiéu hoa.

- Thude diéu tri tang huyét ap va thudce loi tiéu: tic dung ha huyet ap va lgi tlcu bi giam khi
sir dung dong thoi cac thudc nay véi acid mefenamic. Thude lgi tiéu c6 thé lam ting doc
tinh trén than cua cac NSAID.

- Céc thube tre ché men chuyén (ACEi) va thudc ddi khang thu thé angiotensin 1T (ARB): sir
dung ddng thoi v6i acid mefenamic gy giam tac dung ha huyét 4p va tang nguy co suy
than, dac biét la ¢ nhiig bénh nhén 16n tudi. Bénh nhan can duge cung cip nude diy du,
danh gia chirc nang than khi bat diu va trong subt quang thoi gian sir dung dong thoi cac
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thudc nay.

- Cac aminoglycosid: gy suy giam chirc nang than ¢ mot s6 ngudi nhay cam, giam thai trir
va tang nong do aminoglycosid trong huyet thanh.

- Glycosid tim: cac NSAID c6 thé 1am tram trong thém suy tim, giam dd loc cau than (GFR)
va ting nong do glycosid tim trong huyét thanh.

- Cyclosporin: nguy co dc tinh trén thin cla cyclosporin c6 thé dugc tang 1én khi sir dung
cung cac NSAID.

- Corticosteroid: tdng nguy co loét hodc chay mau duong tiéu hoa.

- Céc thudc ha duong huyét uéng: sir dung phéi hop véi acid mefenamic gy trc ché chuyén
hoéa cac sulfonylurea, kéo dai thoi gian ban thai va gdy ting nguy co ha dudong huyét qua
muc.

- Methotrexat: giam thai trir ddn dén ting nong do methotrexat trong mau.

- Mifepriston: cac NSAID khoéng nén dung trong vong 8 — 12 ngay sau khi st dung
mifepriston do lam giam tac dung ctia mifepriston.

- Probenecid: giam sy trao dbi chat va thai trir cac NSAID.

- Khéang sinh quinolon: st dung dong thoi voi acid mefenamic 1am tang nguy co co giat.

- Tacrolimus: tdng nguy co nhiém ddc than.

- Zidovudin: tang nguy co dgc tinh huyét hoc, ting nguy co tu mau & bénh nhan nhiém HIV
mic ching dé chay méu.

Tac dung khong mong muon:

- Tiéu chay c6 thé xuét hién ngay sau khi diéu tri bang acid mefenamic hodc sau vai thang
str dung. Néu tiéu chay tiép tuc tién trién, viée ngimg st dung thudc 1a can thiét va bénh
nhan khong nén tai sir dung acid mefenamic nita.

- Ri loan vé mau va hé bach huyét: suy tiy xuong, thidu mau bat san, thiéu mau tan huyét
(c6 thé phl,iC héi khi ngung sir dung acid mefenamic), giam Hematocrit, ban Xuét huyet do
giam tiéu cau. Giam so lugng bach cdu hat, tang bach cdu i toan, giam bach ciu trung
tinh, giam tiéu cau.

- R&i loan hé théng mién dich: phan ung di ung khong déac hiéu va phan tng phan vé, cac
phan ung lién quan dén hé ho6 hap nhu hen suyen co thit phé quan hay kho thé hodc cac
rdi loan vé da nhu ngira, néi mé day, ban xuat huyét, phu mach tham chi hoai tir biéu bi va
hong ban da dang.

- Réi loan chuyen hoéa va dinh dudng: gidm dung nap glucose ¢ bénh nhan dai thao dudng,
ha natri huyét.

- Réi loan vé tAm than: nham I4n, 4o gidc, lo ling, trAm cam.

- Réi loan than kinh: viém déy than kinh thi gidc, mo mit, co gidt, mit ngu, dau dau di cam,
chéng mat, mét moi, viém mang ndo vo khuén véi cac triéu chimg nhu cing cb, nhic dau,
budn nén, non mira, s6t hodc mat phuong hudng.

- Réi loan vé tai va mé dao: dau tai, U tai, chong mit.

- Réi loan vé tim va mach méu: phu né, tang huyét ap va suy tim, danh tréng nguc, ha huyét
ap, su dung cac NSAID (dac biét & lidu cao va trong diéu tri dai han) c¢6 thé lam ting nguy
co huyet khéi dong mach (nhdi méu co tim hay dot quy).

- Céc r0i loan ve€ duodng ti€u hoa: loét da day — ta trang, thung, xudt huyét tiéu hoa (dac biét
& ngudi gia), ndn, budn nén, tidu chay, day hoi, tao bon, kho tiéu, dau bung, ndn ra méau,
viém loét dai trang, bénh Crohn.

- Réi loan gan, mat: 1am anh huong dén mot s xét nghiém chirc nang gan, vang da & mat,
nhiém doc gan nhe, viém gan, hoi chimg gan — than.

- R6i loan vé da va cac md dudi da: phit mach, phu thanh quan, hong ban da dang, phii mat,
hoi chimg Lyell, hdi chimg Stevens — Johnson, dd md hoi, phat ban, nhay cam véi dnh
sang, nglra, noi mé day.

- Céc rdi loan vé than va tiét niéu: viém cdu than di img, viém than k& cp tinh, khé tiéu, tleu
ra mau, hoi ching thin hu, suy than khong thiéu niéu (dac biét 1a trong tinh trang mat
nudc), protein niéu, suy thin bao gbm hoai tir nhu than.
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- Céc r6i loan chung: mét moi, kho chiu, suy da tang, sOt.
Hmmg dan cdch xir tri tic d;mg khong mong muon:
Ngimg st dung thube néu can thiét.
Téc dung khong mong muon ¢6 thé giam thleu bang cach sir dung céc liéu thip nhét, trong
thoi glan ngin nhit ma van dap img dugc yéu ciu diéu tri.
Qua lidu va cach xir tri:
Qud liéu:
Cac triéu ching c6 thé xay ra khi qua liéu gdbm: dau dau, budn ndn, nén mira, dau thuong vi,
xuét huyét tiéu hoa, it khi tiéu chay, mat phuong hudng, kich thich, hon mé, budn ngu, u tai,
ngét xiu, thinh thoang co giat (acid mefenamic c6 xu hudng gdy ra co giat khi qua lidu).
Trong truomg hop ngd ddc cip, suy than va tén thuong gan c6 thé xay ra.
Cach xw tri:
- Khéng ¢6 thude giai doc dic hidu. Didu tri theo triéu chimg va hd tro.
- Trong vong mot gidr sau khi sir dung qua lidu, udng mot lugng than hoat nén dugc xem xét.
O nguoi 16n, rira da day nén duge xem xét trong vong mot gidr sau khi sir dung qua liéu.
- Chtrc nang thédn va gan nén dugc theo doi chit ché.
- Bénh nhén phai dugc theo ddi chat ché it nhat bon gid sau khi st dung qué liéu.
- C6 thé dung diazepam tiém tinh mach dé diéu tri céc con co giat.
- Céc bién phép xur tri khéac tuy theo tinh trang lam sang cta bénh nhan.
- ThAm phan mau it ¢6 tic dung do acid mefenamic va céc chat chuyén hoa lién két chat ché
v6i protein huyét tuong.
Cic diu hiéu lwu y va khuyén cdo:
- Str dung liéu thap nhat, trong thoi gian ngén nhit ma van dap tmg dugc yéu cau diéu tri dé
giam thiéu cac tac dung c6 hai cta thude.
- Mot dot diéu tri khong nén kéo dai qua 7 ngay.

Han dung cua thude: ) o
36 thang ke tir ngay san xuat. Khong str dung thude hét han dung.

Tén, dia chi cua co sé san Xuit:

CONG TY CO PHAN HOA - DUGC PHAM MEKOPHAR

S6 297/5 Ly Thuong Kiét, Phuong 15, Quan 11, Tp. Ho Chi Minh.

Ngay xem xét sira doi, ciip nhit lai ngi dung hwéng din sir dung thube:

DS.%Z{gh@ﬁ %'/ag' Lam

Ufj\lG PHO‘\(J

j[«‘f{"h‘ Czﬁf qg{f C(%

TUQ

9/9 /@/



