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1. Nhan tryc ti€p trén don vi dong géi nho nhat:

a). Nhan vi 10 vién nén bao phim.
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b). Nhan chai 100 vién nén bao phim.
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GMP-WHO

Mefenamic
Acid Mefenamic 500 mg

Chai 100 vién
nén bao phim

THANH PHAN: M3i vign nén bao phim chifa

= Acid MefeNamit ... 500 mg

“TAAUIE oo s MU AU
CHI BINH: Meienamic duuc sl dung didu tri cdc
chiing dau tif nhe d&n trung binh bao gém: Nhic ddu,
dau ring, dau sau phiu thudt. dau sau khi sinh, trong
rong kinh, trong cdc rfi loan oo xuong va khip nhu
viém xugng khdp va viém khdp dang thip.

LIEU LUJNG & CACH DUNG: Ding uling
- Nguti 16n va tré em trén 14 tudic 1 vign/
idn, 3 1&n/ngay. Ulng vao cdc bida &n holic
theo su hudng din cla thdy thubc

- Gidm lifu ding d&i vol ngubi 1an tudi
- Bt difu tri khdng nén qué 7 ngdy

2o | TIEU CHUAN AP DUNG: TCCS

BE XA TAM TAY TRE EM
BOC K¥ HUGNE DAN SU DUNG TRUDC KHI DUNG

CHONG CHI BINH, TUONG TAC THUGC,
TAC DUNG KHONG MONG MUGN VA CAC
THONG TIN KHAC: Xem trong ti huing
dn sd dung kém theo

BAO QUAN: Noi kha, nhiét 48 dudi 30 °C,
trdnh dnh sdng.

CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO | S616 5X:
86, Qufic 10 30, P, M Phi, TP. Cao Linh, Béng Thap | Noay SX:
(Bat ching nhan IS0 9001: 2008 & ISO/IEC 17025 2005) | HD:
5
TP. Cao Lanh, ngay thdang nam 2015
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Mefenamic
Acid Mefenamic 500 mg

GMP-WHO

Mefenamic
Acid Mefenamic 500 mg

Hop
10 vi x 10 vién
nén bao phim

TP. Cao Lanh, ngay
[)

THANH PHAN: M3i vién nén bao phim chia:
- Acid Mefenamic s 0D TR
- TA OUEC e SO 1 11

CHi DINH, LIEU LUGNG & CACH DUNG, CHONG
CHI BINH, TUONG TAC THUGC, TAC DUNG
KHONG MONG MUGN VA CAC THONG TIN KHAC:
Xem trong t& huting din sir dung kem theo.

BAO QUAN: Noi kha, nhigt do dudi 30 °C, tranh
anh sang.

BB
TIEUCHUAN AP DUNG: TCCS

BE XA TAM TAY TRE EM
BOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG

CONG TY ¢ PHAN XUAT NHAP KHAU Y TE DOMESCO
66, Qudc 18 30, P. M§ Phi, TP Cao Lanh, Bdng Thip
{Bat ching nhdn IS0 9001: 2008 & ISO/EC 17025: 2005)
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2. Nhan trung gian:
a). Nhan hop 10 vi x 10 vién nén bao phim.

GMP-WHO | compOSITION: Each film-coated tablet contains:
- Mefenamicacid ..............ccoooeccrrveence.. 500 Mg
- EXCIPIENES ..o S.0LEL

INDICATIONS, DOSAGE AND ADMINISTRATION,
CONTRAINDICATIONS, INTERACTIONS, SIDE
EFFECTS AND OTHER INFORMATIONS: Read the
package insert.

STORAGE: Store in a dry place, below 30 °C, protect
from light.

Mefenamic
Acid Mefenamic 500 mg

REGISTRATION NUMBER: ...
MANUFACTURER'S SPECIFICATION

KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE PACKAGE INSERT BEFORE USE

DOMESCO MEDICAL IMPORT EXPORT JOINT-STOCK CORP.
66, National road 30, My Phu Ward, Cao Lanh City, Dong Thap Province
(Achieved 150 9001: 2008 & ISO/IEC 17025: 2005 certifications)

Box of
10 blisters x 10
film-coated tablets

58 1o SX/Lot:
Ngay SX/Mfg.:
HD/Exp.:
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TO HUONG DAN SU DUNG THUOC

Toa huwing dén sir dung thube

MEFENAMIC 500 mg
THANH PHAN
M&i vién nén bao phim chira:
- Acid Mefenamic . = ..500 mg
- Téa duogc: Starch 1500 Macmcryst'lIhn cullulose PIIlOl Powdon K90 thl’l Lroscarmeilose Magnesi
stearat, Natri lauryl sulfat, Eudragit E100, Polyethylen glycol 6000, Talc, Titan dioxid, Quinolin yellow
lake.
DANG BAO CHE
Vién nén bao phim. ding udng.
QUY CACH PONG GOI
- Hop 10 vi x 10 vién.
- Chai 100 vién.
CHI PINH
Mefenamic duge sir dung diéu tri cac chimg dau tir nhe dén trung binh bao gom: Nhuc dau. dau rang,
dau sau phdu thuét. dau sau khi sinh, trong rong kinh, trong céc rdi loan co xuong va khop nhu viém
xuong khop va viém khdp dang thap.
LIEU LUQNG VA CACH DUNG
Dung udéng
- Nguoi 16n va tré em trén 14 tudi: 1 vién/lan, 3 lan/ngay. Udng véao cac bira an hodc theo sy hudng dan
cta thay thude.
- Giam liéu dung dbi voi ngudi 16n tudi.

|
|
|
- Dot dicu trj khong nén qua 7 ngay. l

CHOI\G CHI DINH

- Qua man vdi acid mefenamic hodc bat ky thanh phan khéc cia thude.
- Bénh viém duong rudt.
- Tién str xuét huyét tiéu hoa hoac thung da day, do diung NSAID trude do.
- Tién su loét da day. ta trang tién trién hodc xudt huyét. (Hai hoac nhiéu hon hai triéu chimg cu
hoac chay mau)
- Suy tim nang, suy gan va suy than.
- C6 thé xay ra man cam chéo voi aspirin, ibuprofen. hay céac thuc khang viém khong steroid khac ne
khong duge dung dong thoi acid mefenamic véi cic thude nay cho bénh nhan ¢6 phan (mg qu man cam
trude do (vi du nhu hen suyén. co that phé quan, viém miii, phit mach hoac noi mé day).
- Diéu tri dau sau phau thuat bac cau dong mach vanh (CABG).
- Phu nit mang thai ba thang cudi cua thai ky.
- Phu nir cho con bu.

- Tré em dudi 14 tuodi.
THAN TRONG KHI SU DUNG
- Bénh nhan bj loét duong tiéu hoa cap tinh.
PHU NU MANG THAI VA CHO CON BU
- Phu nir mang thai: C6 béo cdo di dang bam sinh khi ding NSAID & nguoi; tuy nhién, xay ra o tan suat
thip hodc khong xay ra voi bt ky ca thé rd rét. Tac dung phu phd bién ¢ bao thai cua NSAIDs trén hé
tim mach (nguy co dong dng dong mach som), chong chi dinh cho 3 thang cudi thai ky. O me va dia tré
c6 thé kéo dai thoi gian chay mau. Khong nén dung NSAIDs trong 6 thang dau cua thai ky. trir khi lgi
ich diéu trj 16n hon nguy co cho thai nhi.
- Phu nir cho con bi: Mt lugng nho acid mefenamic ¢o thé xudt hién trong stra me va qua cho tré. Vi |
vay, acid mefenamic khong nén ding cho phu nir cho con bu.
ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Dung thube nay co thé gdy chong mat va budn ngu. Vi vay can than trong cho ngudi dang ldi tau xe va
van hanh may moc. Néu cam thay chong mat va budn ngu thi nén tranh lai tau xe va van hanh may mox

|

N
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TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC

- Acid mefenamic gia tang dap tmg doi voi cac chat chong dong dang udng bang cach chuyén dich
warfarin ra khoi vi tri gan véi protein.
- Céc bénh nhan uéng thude nay doi khi cho két qua duong tinh khi thir nghiém bilirubin trong nuée tiéu
¢6 thé do anh huong chét chuyén héa cua thude 1én tién trinh xét nghiém.
TAC DUNG KHONG MONG MUON
Hau hét cdc tac dung phu thuong gap cua acid mefenamic lién quan dén dudng tiéu hoa.
Tiéu chay doi khi xay ra sau khi st dung acid mefenamic. Mac du tiéu chay co thé xay ra ngay sau khi
hfn dau diéu tri. né cling ¢o Ths. xay ra sau vai thang su dung lién tuc. Ti¢u chay da dugce ghi nhan ¢ mét
5O bénh nhan ma ho van tiép tuc ding thude nay mac du bi tiéu chay kéo dai. Nhirmg bénh nhan nay
duge phat hién ¢o lién quan viém dai trang-truc trang. Néu tiéu chay kéo dai nén ngung su dung thude |
ngay ldp tie va khong dung lai thuoc
Cac tac dung phu khong 16 tan sudt:
- Hé théng mau va bach huyét: Thiéu mau tan huyét ( (tur h01 phuc khi ngung sur dung thude). thiéu mau,
giam san tuy. giam hematocrit, ban xuat huyét giam tiéu cau, giam bach ciu tam thoi véi nguy co nhiém
trung. nhlcm trung huyét va déng mau noi mach lan toa.
Mat bach cau hat, lhlc.u mdu bat san, tang bach cau wa eosin, giam bach cau trung tinh, giam toan thé
huy &t cau. giam tiéu cau. .
- Hé théng mién dich: Phan img qua man da dugce bao cao sau khi diéu tri voi thude NSAID bao gom |
cac phan ung di ang khong dac hi¢u va soc phan vé, phan tmg trén dudng ho hap bao gdm bénh hen
suyén, lam bénh hen suyén tram trong hon, co thit phé quan, hoac kho tho hodc cac rbi loan da hdn hop
bao gébm ngoai ban da dang, ngua. ndi mé day. ban xuat huyét, pht mach va hiém hon la bénh troc da
hoac bomc nuoc (bao gom hoai tu biéu bi va hon;, ban da dang).

- Chuyén hoa va dinh dudng: Khong dung nap glucose ¢ bénh nhén dai thao dudng. ha natri mau.

- Tam than: Nham lan. tram cam. ao giac. lo lang.

- He than kinh: Viém day than kinh th; giac. nhirc dau. ii cam, gh(’)ng: mat, budn ngu. bénh viém mfing,
nao vo khuan {daL bi¢t la o nhimg bénh nhan da bi cac roi loan tu mien dich nhu lupus ban do hé 1hom, "
bénh mé lién két hon “hop). vai cac wricu ching nhu cing ¢o, nhire ddu. budn nén. non. soét hoac mat -..,ﬁ~§

p]urornU hudng. \IG mat. co giat. mét ngu. 995
- Mat: Kich tmg mit, mat kha nang nhin mau. r6i loan thi giac. 1
- Tai va tai trong: Pau tai, U tai, chong mat. ;
- Tim va mach mau: Phu m. tang huyét 4p va suy tim da dugce bao cdo lién quan voi diéu tri NSAID; -

Thu nghiém lam sang va ) liéu dich 1& cho thav r’mg su dune mot sd NSAIDs (dac biét ¢ liéu cao vay
trong diéu tri dai han) co th lién quan voi tang nguy co huyét khoi dong mach (vi du nhu nhdi mau {.[I.-/'é
tim hay dot quy). Danh lmnU nguc. Ha huyét ap. ‘.__.1
- Cac |0| loan ho hap nguc va trung that; Hen suyén, kho tho.

- Céc rdi loan tieu hoa: Héu hét tac dung phu thuong gip nhét la & duong tiéu hoa. Loét da day ta trang.
thung hodc xudt huyét tiéu hoa, doi khi gay tir vong. dac biét ¢6 thé xay ra o ngudi cao tudi. Buon non,
non, tidu chay, ddy hoi. tdo bon, kho tiéu, dau bung, phan den. nén ra mau, viém loét mi¢ng, dot Cd[) cua
viém dai trang va bénh Crohn da duge bio cao sau khi dung thude. Tt gap hon 1a viém da day.

Bénh nhén cao tudi hodc suy nhuge ¢é kha nang chiu loét da day hodc chay mau kém hon cac nhom doi
tugng khac va hau hét cac bao cdo tu dong vé cac truomg hop tir vong do tac dong cua thude trén duomg
tiéu hoa la o nhom ddi tuong nay.

Biéng an. viém dai trang. viém rudt. viém loét da day c6 hodc khéng c6 xudt huyét. viém tuy. phin md.

- Céc rdi loan gan-mat: Tang gioi han cua mot hodc nhiéu thu nghiém chuc nang gan, vang da o mat.
Nhiém doc gan nhe, viém gan, hdi chirng gan thén.

- Céc rdi loan da va m6 dudi da: Phu mach, phu thanh quan. hong ban da dang, phti mat, phan ung bong
nude bao gom hoi chiung Lyell (biéu bi hoai tix nlnem doc) va hoi chimg Stevens-Johnson, d6 mo hoi,
phat ban, phan tmg nhay cam anh sang. ngira va ndi mé day. 5
- Céac 101 loan than va duong tiét ni¢u |
Viém cdu thin di ¢mg. viém than k& Cd}’) tinh. tiéu kho, tiéu ra mau, hoi chimg than hu, suy than khong
thicu ni¢u (dge bi¢t la trong tinh trang mat nude), protein ni¢u, suy thén bao gom hoai tu nhu than.

- Céc r6i loan chung: Mét moi, kho chiu, suy da co quan. sot.

- Cac truong hop khac: Phan (ng duong tinh ¢ cac thu nghi¢m nhat dinh cua mét trong nude tiéu ¢
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nhimg bénh nhan su dung acid mefenamic da dugc chimg minh la do su hién dién cua thude va cac chat

chuyén hoa ctia nd, khong phai do sy hi¢n di¢n cua mat.

Thong bao cho Bac si nhiing tac dung khong mong mudn gap phai khi st dung thude.

QUA LIEU VA CACH XU TRi

Qua licu cdp tinh dan dén dong kinh co gidt. 6i mua. tiéu chay. Trong truong hop nay, nén lam rong da

day bang cach gay ndn hoac rua da day.

DUQC LUC HOC

| Acid mefenamic, dan xudt cua acid anthranilic, 1a mot chat khang viém khong steroid. Chat nay tuong tu

natri meclofenamat vé mat cdu trac va dugce ly.

Acid mefenamic ¢ tac dung ha nhiét. giam dau, khang viém, chu yéu la do tc ché su ton;: hop

prostaglandin. Gidng nhu nhirng thube khang viém khong steroid khac, acid mefenamic e ché su tong

hop prostaglandin trong mé co thé bang cach tre ché men cyclooxygenase, mot men xuc tac su tao thanh

cac chét tién prostaglandin (endoperoxid) tir acid arachidonic. Khac voi cdc chét khang viém khong

steroid khac, mudi fenamat trong acid mefenamic canh tranh voi prostaglandin khi gan két vai cac thy |

thé cua prostaglandin, vi vay ché ngy manh mé céc prostaglandin da duoc tao thanh.

- Tac dung khang viém: Acid mefenamic ¢6 tac dung khang viém do te ché su tdng hop va phong thich |

prostaglandin trong qua trinh viém.

- Téc dung giam dau: Tac dung giam dau cua acid mefenamic ¢6 thé do co ché trung wong lan ngoai vi.

Prostaglandin c6 1& lam nhay cam cac thu thé tiép nhdn cam giac dau trude cac kich thich co hoc hoac

nhiing chit trung gian héa hoc khdc (nhu chat bradykinin, histamin). Téc dung giam dau cua acid

mefenamic ¢6 duge nhd tac dong e ché su téng hop prostaglandin cling nhu ngan chan tac dong cua

céc prostaglandin da duge tao thanh. Ngoai ra, tac dung khang viém cua acid mefenamic ciing gop phén

vao hi¢u qua giam dau cua thude.

- Tac dung ha sot: Acid mefenamic lam ha than nhiét bénh nhan bi sét. Tac dung ha sot ¢6 duoce do 1&

ché su tong hop prostaglandin o hé than kinh trung wong (c6 thé la ving dudi doi). 2|
¥

DUQC BONG HQC
Acid mefenamic duge hép thu tir dudng tiéu hoa. Nong do dinh trong huyét tuong xuat hién 2 —

sau khi uom__ Thoi gian ban huy trong huyel tuong tur 2 — 4 gio. Acid mefenamic gan vai protein huyét
tuong trén 90 %. Acid mefenamic phan bé duoc trong stra me. Acid mefenamic duoce chuyén hoa ¢ gan
qua Cytochrom 450 CYP2C9 thanh 3-hydroxymethyl metenamic acid va sau do chit nay bi oxy hoa
thanh 3-carboxy mefenamic acid. Trén 50 % liéu dung duge bai tiét qua nudc tiéu chu yéu dudi &
chat chuyén hoa va acid mefenamic lién hgp va dang khong doi.
BAO QUAN: Noi kho., nhiét do dudi 30 °C. tranh anh sang.
HAN DUNG: 36 thang ké tir ngay san xudt.

-PQC KY HUONG DAN SU DUNG TRUOC KHI DUNG

- NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC ST | :
- DE XA TAM TAY TRE EM \ |
NHA SAN XUAT VA PHAN PHOI (5 ;.

/’:‘b CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO ‘
N Dia chi: S6 66, Qudc 16 30. Phuong My Phu, Thanh pho Cao Lanh, Tinh Bong Thap
POMESCO Pign thoai: (067) - 3851950
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