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1. Nhin truc ti€p trén don vi dong géi nho nhat:
a). Nhan vi 10 vién nén bao phim
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Dolarac*
250 mg

Acid mefenamic
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Dolarac®

250 mg

Acid mefenamic

2. Nhan trung gian :

a). Nhdan hop 2 vi x 10 vién nén bao phim

DoMT S0y

Hop2wix10

vién nén hao phim W
Box of 2 blisters x 10 \§
film-coaled lablets

Dolarace

Acid mefenamic 250 mg

GMP-WHO

Acid malenamic 250 mg

Dolarac:

THANH PHAN M3i vi&n nén bao phim chia

- Acid mefenamic 250 mg
- T4 dugc . s vila di
BAO QUAN: Nt khd, nhigt df dudi 30 'C. trdnh
anh sdng

CHI BINH, LIEU LUDNG & CACH DUNG, CHONG
cHi BINH, TUONG TAC THUGC, TAC DUNG
KHONG MONG MUGN VA CAC THONG TIN
KHAC: Xem trong t9 hudng din si dung kém
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OF XA TAM TAY TRE EM
BOC KY HUONG DAN 5U DUNG TRUDC KHI DONG

KELF DUT OF REACH OF CHILDREN
READ CAREFULLY THE PACKAGE INSERT BEFORE USE

cONG 1Y ¢ PHAN XUAT NHAP KHAU ¥ TE DOMESCO

DUMESG MEDIGAL IMPORT EXPORT JOINT-STOCK GORP
6, Due 16 30, P My Phi, TP. Gan Lk, Déng Thip

B, hatmndd riad 30 Wy P Waee, G0 Linb Gy, Dong Thap Promece

(B4 craing nhdo 50 9001: 2008 & ISOAEC 17025 2006)
(Cartiled (SO S007: 2008 & ISOAEC 17025 2005|

COMPOSITION: Each film-coated tablet contains
- Mefenamicacid ... 250 mg
< NIRRT
STORAGE: Store in a dry place, below 30 °C, protect
trom light.

INDICATIONS,
ADMINISTRATION, CONTRAINDICATIONS, |
INTERACTIONS, SIDE EFFECTS AND OTHI
INFORMATIONS: Read the package insert.

DOSAGE AND
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b). Nhan hop 10 vi x 10 vién nén bao phim
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vién nén bao phim
THANH PHAN: MBi vign nén bao phim chia:  CHI BINH, LIEU LUGNG & CACH DUNG,
- Acld mefenamic ... .. 250mg CHONG CHI BINH, TUONG TAC THUGC, TAC
5 T I i misicaatin . viadd  DYNG KHONG MONG MUGN VA CAC THONG
BAO QUAN: Noi khe, nhigt do dugi 30 'C.  TIN KHAC: Xem trong to huting d3n sU dung
tranh anh sdng kém theo
SOK .. ) . _BE XA TAM TAY TRE EM
TIEU CHUAN AP DUNG® TCCS BOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
CONG TY ¢8 PHAN XUKT NHAP KHAU Y TE DOMESCO
66, Qudc 16 30, P M§ Phi, TP. Cao Linh Béng Thap
{Dat ching nhan IS0 9001: 2008 & ISOAEC 17025: 2005)
S8 GMP-WHO
HE = =
sgg
25
O larac
Acid mefenamic 250 mg
Box of
10 blisters x 10
film-coated tablets
COMPOSITION: Each film-coated tablet contains:  INDICATIONS, DOSAGE AND
- Mefenamic acid ..................250mg ADMINISTRATION, CONTRAINDICATIONS,
- Excipients ——— sqf. INTERACTIONS, SIDE EFFECTS AND
STORAGE: Store in a dry place, below 30 °C, OTHER INFORMATIONS: Read the package
protect from light. insert
REGISTRATION NUMBER: ... KEEP OUT OF REACH OF CHILDREN
MANUFACTURER'S SPECIFICATION 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
(Certified IS0 9001: 2008 & ISOAEC 17025: 2005)
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TO HUONG DAN SU DUNG THUOC

' QUY CACH BON(: GOI

———

To huwong dan sir dung thuoc

DOLARAC® 250 mg
THANH PHAN

Mf)i vién nén bao phim chira:

- Acid mefenamic . " IR i} 117"
- Ta duoc: Starch 500 Mluocrystdllm Lel]ulose PH]O] P0v1d0n K‘)O \ldtn croscarmellose.
Natri lauryl sulfat, Magnesi stearat, Eudragit E100, Polyethylen glycol 6000, Talc, Titan dioxid.
DANG BAO CHE
Vién nén bao phim, ding udng.

Hop 2 vi, 10 vi; mdi vi 10 vién.

CHI PINH

Mefenamic duoc su dung, diéu tri céc triéu chung dau tir nhe dén trung binh bao gém: Nhire dau,
dau rang, dau sau phau thuat, dau sau khi sinh, trong rong kinh, trong cac roi loan co xuong va
khop nhu viém xuong khop va viém khop dang thap.

LIEU LUQNG VA CACH DUNG

Dung uf‘mg

- Ngudi [on va tré em trén 14 tudi: 2 vién/lan, 3 lan/ngay. Udng vao céac bira an hoac theo su
huéng dan cta thay thude.

- Giam liéu cho ngudi 16n tudi.

- Pot diéu tri khéng nén qua 7 ngay.

CHONG CHI PINH

- Qua min véi cac thanh phan cua thude.

- Phu ntr co thai va cho con bu.

- Bénh nhdn bj suy chirc nang gan va than.

- Tré em dudi 14 tuoi. |
THAN TRONG KHI SU DUNG

- Suy tim sung huyét, ting huyét dp, nhip tim nhanh, ngit, loan nhip tim, ha huyét dp, nhoi
mdu co tim, danh trong nguc va viem mach di xiy ra ¢ nhitng bénh nhéan dwoc diéu tri voi
acid mefenamic.

- Bénh nhdn bi loét duong tiéu hoa cép tinh.

PHU NU CO THAI VA CHO CON BU

- Phu nit ¢6 thai: O ngudi khong co tac dung géy di dang dac bi¢t nao dugce ghi nhan. Tuy nhién
can phai lam thém nhiéu nghién ctru dich t€ hoc dé két ludn chic chan 1a khong c6 nguy co nay.
Trong 3 thang cudi cua thai ky. tat ca cic thude te ché tong hop Prostaglandin déu ¢ thé gay |
doc tinh trén tim, phoi, bao thai, rdi loan chure nang than c6 thé di dén suy than, kéo dai thoi gian
chay méau. Chi nén ké toa thubc khang viém Non-steroid trong 5 thang dau cua thai ky, chong chi
dinh bat ddu tir thang thir sdu.

- Nuéi con bii: Acid mefenamic dugc bai tiét qua sita me. Vi acid mefenamic c6 thé géy tac dung |
phu trén h¢ tim mach cua tré nhii nhi, néu can thiét phai dung thude thi nén ngung cho con bu. |
ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC '
Dung thude nay co thé gay chong mat va budn ngu. Vi vay can than trong cho nguoi dang lai tau |
xe va van hanh may méc. Néu cam thdy chong mat va budn ngu thi nén tranh lai tau xe va van I
hanh may maoc. |
TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC

- Acid mefenamic gia tang dap ung dbi voi cac chat chong dong dang udng bang cach chuyén
dich warfarin ra khoi vi trl gan voi protein,

- Vi acid mefenamic g oan ﬁer cao véi protein, né cé thé b: thay thé hodc thay rhe vi tri gan két .
véi protein ciia cdc thuéc gan két véi protein nhw thuée chong dong duwong uong, hydantoin, |
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salicylat, sulfonamid va sulfonylurea. Bénh nhin ding acid mefenamic véi bat ky cic loai
thuéc nay nén dwoe theo déi tic dung phu.

- Cic thube e ché CYP 2C9 c¢é thé lam thay doi tinh an toan va hiéu qua cia acid
mefenamic. _

- Acid mefenamic lam giam ddp vng voi huyét dp cua thuée tre ché men ch uyén hodc thuéc
doi khang thu thé angiotensin I1.

- Diing dong thoi véi aspirin gay ting cdc bién cé trén dwong tiéu hoa.

- Cdc antacid (cé chita magnesi hydroxid) lam ting néong dp dinh trong huyét twong va AUC
cua acid mefenamic trén mgt so b¢nh nhan.

- Giam tdc dong bai tiét natri ni¢u khi ding dong thoi acid mefenamic voi thuéc loi tiéu
(furosemid, thiazid). Tdc dong nay co thé do sue e ché rong hop prostaglandin o thdn. Nén
theo déi cic ddu hiéu suy thin va hi¢u qua cua thuoc loi ticu.

- Acid mefenamic lam giam thanh thai lithi o thian. Co ché lién quan dén viée giam thanh
thai lithi béi acid mefenamic chwa dwoc biét, cé thé do s e ché réng hop prasmg!amﬁn can
thiép vao viéc thai triv lithi o thin. Néu acid mefenamic va lithi dwoc ding dong thoi, bénh

nhdn cin du oc theo doi chat ché cac ditu hiéu ngo doc lithi va nono dp lithi huyét thanh nén ,

dwoc theo déi can thin trong giai doan diu ciia qud trinh diéu tri két hop. Ngoai ra, diéu
chinh liéu lithi cho phit hop c6 thé dwoe yéu ciu khi ngieng diéu tri véi acid mefenamic.
- Vi kha nang tang doc tinh cua methotrexat, thian trong khi ding d{ﬁng thoi methotrexat voi
acid mefenamic.
- Cac bénh nhan udng thude nay ddi khi cho két qua duong tinh khi th nghi¢ém bilirubin trong
nude tiéu ¢ thé do anh huéng cht chuvm hoa cua thude 1én tién trinh xét nghiém.
TAC DUNG KHONG MONG MUON

- Cing nhu cac thube khang viém Non- steroid khac, nhitng tac dung phu nhu budn non. non
mura, tiéu chay, dau bung va kho tidu, ndi ban, nglra, nhtc dau, chong mat, trdm cam va giam
bach cau tam thori ¢6 thé xady ra.

- C6 thé lam bénh hen suyén trim trong hon. Vi liéu cao, thude co thé dan dén co gidt. do do |

nén tranh dung trong truong hop dong kinh.

Thong bao cho bac si nhirng tac dung khéng mong mudn gap phai khi st dung thude.

QUA LlEU VA CACH XU TRI

Qua licu cap tinh dan dén dong kinh co git, 61 mua, tiéu chay. Trong trudong hgp nay, nén lam
rong da day bang cdch gdy non hodc rira da day.

DUQC LUC HOC

Acid mefenamic. dan xuét cua acid anthranilic, la mgt chat khang viém khéng steroid. Chét nay
twong tu Natri meclofenamat vé mat cau tric va dugc ly.

Acid mefenamic ¢6 tac dung ha nhiét, giam dau, khang viém. chu yéu la do trc ché su tong hop
prostaglandin. Gidng nhu nhing thude khang viém khong steroid khéc, acid mefenamic (rc ché
su tong hop prostaglandin trong mé co thé bing cach trc ché men cyclooxyg genase, mot men xuc
tac su tao thanh céc chét tién prostaglandin (endoperoxid) tir acid arachidonic. Khéac voi cac chat
khang viém khong steroid khac, mudi fenamat trong acid mefenamic canh tranh voi
prostaglandin khi gan két vdi cac thu thé cua prostaglandin, vi vdy ché ngu manh mé cac
prostaglandin da duoc tao thanh.

- Tac dung khang viém: Acid mefenamic ¢6 téc dung khang viém do trc ché su tdng hop va
phong thich prostaglandin trong qua trinh viém.

- Tac dung giam dau: Téc dung giam dau cua acid mcﬂ,namit co thé do co ché trung wong lan _

ngoai vi. Prostaglandin ¢6 1& lam nhay cam cac thu thé tiép nhan cam giac dau trude cac kich |

thich co hoc hodc nhitng chét tr ung gian hoa hoc khac (nhu chét bradykinin, histamin). Tac dung
giam dau cua acid mefenamic ¢é duogce nho tac dong te ché su tong hop prostaglandin cling nhu
ngan chdn tac dong cua cac prostaglandin da dugce tao thanh. Ngoai ra, tdc dung khang viém cua
acid mefenamic cting gop phan vao hiéu qua giam dau cta thudc.

- Téc dung ha sot: Acid mefenamic lam ha than nhiét bénh nhan bi s6t. Tac dung ha st c6 duoc
do trc ché su tong hop prostaglandin ¢ hé than kinh trung wong (c6 thé la ving dgéidc‘“]i). x
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DUQC PONG HOC

Acid mefenamic duoc hip thu tir duong tiéu hoa. Nong do dinh trong huyét tuong xut hién 2 -
4 gitr sau khi uéng. Thoi gian ban huy trong huyét tuong tur 2 — 4 gi¢. Acid mefenamic gan voi
protein huyét twong trén 90 %. Acid mefenamic phan bd duge trong sira me. Acid mefenamic
duoe chuyén héa ¢ gan qua Cytochrom 450 CYP 2C9 thanh 3- -hydroxymethyl mefenamic acid
va sau do chat nay bi oxy hoa thanh 3-carboxy mefenamic acid. Trén 50 % liéu dung duoc bai
tl¢t qua nude tiéu chi yéu dudi dang chat chuyén hoa va acid mefenamic lién hop 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.

- POC KY HUONG DAN SU DUNG TRUOGC KHI DUNG

| - NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SI

- DE XA TAM TAY TRE EM

NHA SAN XUAT VA PHAN PHOI ‘

CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO

Dia chi: S6 66, Quoc 16 30, Phuong My Phu, TP. Cao Lanh. Tinh Dong Thap
DOMESCO Dién thoai: 067. 3851950 '
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TP. Cao Lanh, ngay thiang nam
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